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O TEeXHONOrHIECKNX AOKYMEHTaX, PErIaMeHTHPYIOIMX HH(POPMAIMOHHOE B3aHMOICHCTBHE
IIPH pea3aliy CPEACTBAMU MHTETPUPOBAHHOH HH()OPMAIMOHHON CHCTEMBI BHEIITHEH H
B3aMMHO# TOpProBim oomero npomecca "®opMupoBaHme, BeICHHE U HCIIOIB30BAHUE €AHHOTO
peecTpa MEAUIIMHCKUAX M3/EIINH, 3apErHCTPHUPOBAaHHLIX B paMkax EBpasuiickoro
3KOHOMMYECKOI'0 CO03a"

Pemrenne Komnernu EBpasuiickoit sakoHOMH4eckor komuccun ot 30 asrycra 2016 roga Ne 92

B cootBerctBuM ¢ myHkToM 30 IIpoTokona 06 mHpOpMAMOHHO-KOMMYHUKAIIMOHHBIX
TEXHOJIOTUSX W WHPOPMAIMOHHOM B3aMMOJEUCTBUU B paMmMkax EBpasuiickoro
PKOHOMHUYECKOro coro3a (mpuiioxenue Ne 3 k JloroBopy o EBpa3uiickoM 3KOHOMHUYECKOM
coto3e or 29 mag 2014 roma) u pykoBoxacTtBysich Pemenunem Komnernun EBpasuiickoii
sKOHOMHYECKOH Komuccuu oT 6 Hos0ps 2014 1. Ne 200, Komnerus Espazuiickoit
YKOHOMHMYECKON KOMHCCUH PEIIMIa:

1. YTBepauts npuiiaraemoie:

[IpaBuna MHPOPMALMOHHOTO B3aMMOACHCTBUS MPH PEANTU3ALUU CPEICTBAMHU
WHTETPUPOBAHHON MH(GOPMAIMOHHON CHUCTEMbl BHEIIHEW M B3aUMHON TOPTOBIU OOIIETO
npouecca "@oOpMUpPOBAHUE, BEICHUE M HCHOJIB30BAHUE E€IUHOIO PEeecTpa MEIMIMHCKHX
W3JIeNINI, 3apEeTUCTPUPOBAHHBIX B paMKax EBpa3nuiickoro 3JKOHOMHUYECKOTo coro3a';

PernameHT MHpOPMALIMOHHOTO B3aUMOJICUCTBUSL MEX/Y YIIOJTHOMOYEHHBIMU OpraHaMu
roCy1apCcTB — WIEHOB EBpasuiicKkoro SKOHOMHMYECKOrO coOrw3a W EBpasuiickoi
DKOHOMHUYECKOM KOMHCCHUEH TIpU peaju3aluu CPEACTBAMHU HMHTETPUPOBAHHOMN
MHPOPMALIMOHHON CHUCTEMbl BHEUIHEW W B3aUMHOW TOProBJIM 0OWIEro Mpolecca
@opMHpOBAHUE, BEICHUE U HCIIOJIB30BAaHUE EIMHOIO0 pPEECTpa MEAULMHCKUX W3JAEIIHM,
3apETUCTPUPOBAHHBIX B paMKax EBpa3niiCKOro 5KOHOMHYECKOTO COr03a'";

PernameHT MHPOPMAITMOHHOTO B3aUMOAECUCTBUS MEXKIYy YIOJIHOMOYEHHBIMUA OpTaHaMu
roCyJ1apCTB — WICHOB EBPa3HilCKOro 3KOHOMUYECKOTO COK03a MPU peaju3aliu CPeACTBAMU
WHTETPUPOBAHHOW MH(GOPMAIMOHHON CHUCTEMBl BHEIIHEW M B3aMMHON TOPTOBIU OOIIETO

npouecca "@OpMHPOBAHUE, BEICHUE M HMCIOJIB30BAHHE €IUHOIO PEECTPa MEIULIMHCKUX
W3JIEJIAN, 3aPETUCTPUPOBAHHBIX B paMKax EBpa3niiCKOro SJKOHOMUYECKOTO COr03a';

Omnucanue GpopmMaToB U CTPYKTYP JIEKTPOHHBIX TOKYMEHTOB U CBEJCHHM, HCIIOJIb3YEMBbIX
JUIsl peanu3aluy CpeJCTBaMU MHTETPUPOBAHHON MH(POPMAIMOHHOW CHCTEMBbI BHEIIHEH U
B3aMMHOM TOProBiM obiiero npouecca "dopmupoBanue, BeIeHUE U UCIOIb30BaHUE €TUHOTO
peecTpa MEOUIMHCKUX W3JAEINM, 3aperucTpupOBaHHBIX B paMmkax EBpasuiickoro
SKOHOMHYECKOT0 cor03a";



[Topsanok mnpucoeauHeHus K obmemy mnporeccy "dopmMupoBaHue, BEJCHUE U
HCMOJIb30BAHUE €IMHOTO PEECTpa MEAUIIMHCKUX H3JICJINM, 3aPETrUCTPUPOBAHHBIX B pPaMKax
EBpa3uiickoro 3x0HOMHUYECKOro coro3a'.

2. YCTaHOBUTH, UTO pa3pabOTKa TEXHUUECKUX CXEM CTPYKTYP DJICKTPOHHBIX JTOKYMEHTOB
U CBEJCHHU, MpeaycMOTpeHHbIX OmnucaHueM, YTBEPKICHHBIM HAcTosuM Perenuem, u
o0ecrieueHre uX pa3MelIeHHs] B peecTpe CTPYKTYP JIEKTPOHHBIX JOKYMEHTOB M CBEIACHHIA,
HCIOJB3YEMbIX MPU peain3alui MHOOPMAIIMOHHOTO B3aUMOJICUCTBUSI B UHTETPUPOBAHHOM
MHPOPMALIMOHHONW CHUCTEME BHENIHEW W B3aMMHOW TOPTOBJIH, OCYIIECTBIISIOTCS
nenapraMeHToM EBpa3suicKkoi 9KOHOMUYECKON KOMUCCHUH, B KOMIIETEHIUIO KOTOPOTO BXOJAUT
KOOpAWHAILUS PabOT MO CO3AaHUI0 W PAa3BUTHIO WHTETPUPOBAHHOW HH(GOPMAIIMOHHON
cuctembl EBpa3suiickoro 3KOHOMUYECKOT'0 CO03a.

3. Hacrosiiee Pemienue Bctynaer B cuiny mo ucreueHun 30 KajleHIapHbIX THEHW ¢ 1aThl
ero o(pUIMaTBLHOTO OMyOJIUKOBAHUS.

IIpencenarens Komieruun

EBpa3zuiickoif 5KOHOMHYECKON KOMUCCHH T. Capkucsa

YTBEPX/IEHBI
Pemennem Komnerun
EBpa3zuiickoii 5JKOHOMUYECKOH KOMUCCUH
ot 30 aBrycra 2016 1. Ne 92
(B penakuuu Pemenus Komrerun
EBpa3zuiickoil 3KOHOMUYECKOM KOMUCCUU
ot 28 ¢espans 2023 r. Ne 19)

ITpaBuiia mHEQOPMAMOHHOTO B3aNMOAECHCTBHA IIPH peali3alii CPEACTBAMH HHTETPUPOBAHHOM
AH(GOPMAIHOHHOM CHCTEMBI BHEIHEH M B3aHMHO# TOproeim obmero mponecca "®opmuposanue,
BEJICHUE U UCIOIH30BaHKE SHHOTO PEECTPa MEUIIMHCKIX W3/ISJIHH, 3aperuCTPUPOBAaHHEIX B
pamkax EBpa3uiickoro 5kOHOMHYECKOIro cor03a"

Cuocka. IIpaBuna - B penakiuu peuienus Komnernn EBpazuiickoil 5JKOHOMUYECKOU
komuccuu ot 28.02.2023 Ne 19 (Bctynaetr B cuiny no ucteueHuu 30 KajgeHJIapHbIX AHEU ¢
JaThl €ro 0(UIKUAIBLHOTO OIYOJIMKOBAHUS).

I. O6mue monoxeHus

1. Hactosmmue IIpaBunma pa3paboTaHbl B COOTBETCTBHH CO CJCAYIOIIUMH
MEXIYHAPOAHBIMU JOMOBOPAaMHM M aKTaMH, COCTABISIIONIMMHU TMpaBo EBpaszuiickoro
AKOHOMHUYECKOTO coto3a (janee — Coro3):

Jorosop o EBpazniickoM SKOHOMHUYECKOM coro3€e oT 29 mas 2014 rona;
CornameHnne 0 eIMHBIX MPUHITUIIAX W MpaBUiIax oOpalleHUs] MEIUITUHCKUX U3IeIHH (
M3ACIUN MEIUIIMHCKOTO Ha3HA4YeHUs] U MEAMIIMHCKOM TEXHUKH) B paMkax EBpaswuiickoro
SKOHOMHYECKOTO coro3a ot 23 nexadps 2014 roga;



Pemenue Coera EBpasuiickoil sxkoHoMuuyeckon komuccuu oT 12 deBpanst 2016 . Ne 30 "
06 yrBepxknenuu Ilopsanka hopmupoBanus U BeAeHUST UHPOPMALIMOHHON CUCTEMBI B chepe
oOpaleHuss MEIUITMHCKUX H3Ieaui';

Pemennie CoBera EBpasuiickoit sxoHoMuueckoit komuccuu ot 12 ¢geBpans 2016 . No 46 "
O IlpaBmwirax perucTpanuu M IKCIEPTH3BI OE30MAaCHOCTH, KauecTBa U I(DPEKTUBHOCTU
MEJIHUIIMHCKUX U3JIeIni';

Pewmenune Komnerun EBpazuiickoil s5koHOMUYecKkoi komuccuu ot 6 Hosiops 2014 r. Ne 200
"O TEeXHOJOIMYECKUX JOKYMEHTaX, periiaMeHTUPYIOUINX UHPOPMAIIMOHHOE B3aUMOIEHCTBHE
MpU peanu3aluu CpelcTBaMU UHTEIPUPOBAHHOW MH(OPMALIMOHHONW CUCTEMBbI BHELIHEH U
B3aMMHOM TOPTOBIU OOITUX MPOIIECCOB";

Pemenne Konnernn EBpasuiickoil 5xoHOMUYecKo koMuccuu oT 27 ssuBapsa 2015 r. Ne 5
"O6 yrtBepxaeHun I[IpaBun »IEKTPOHHOTO OOMEHA JAaHHBIMHM B HWHTETPUPOBAHHOU
MH(POPMAIIMOHHOMN cHCcTeME BHEIIHENW U B3aUMHOM TOprosin';

Pemrenne Komnernn EBpasniickoit s5koHOMHUYECKON KoMuccuu oT 14 anpens 2015 r. Ne 29
"O nepeyHe o0LIMX MPOLIECCOB B paMKaxX EBpa3suilckoro 3KOHOMHUECKOI0 CO103a U BHECEHUU
n3meHeHus B Pemenne Komnernn EBpasuiickoil SDKOHOMHYECKOW Komuccuu oT 19 aBrycra
2014 r. Ne 132",

Pemenne Kosernn EBpa3zuniickoit s3koHOMUYECKON Komuccuu oT 9 urons 2015 r. Ne 63 "
O Meronuke aHaiau3a, ONTUMHU3ALMH, TAPMOHU3ALUNA U OMHUCAHUS OOUIMX MPOIECCOB B
pamkax EBpa3nuiickoro 3JKOHOMHYECKOIo coro3a';

Pewmenne Komnerun EBpazuiickoil sxoHOMU4eckoil komuccuu ot 29 nexadps 2015 r. Ne
177 "O IlpaBusiax BeAeHUs] HOMEHKJIATYPhl MEUIIMHCKUX U3ACIHUi";

Pemenne Konnernn EBpa3zuiickoil S5KOHOMUYECKOU komuccuu ot 6 aBrycra 2019 r. Ne
136 "OO yrtBepxaeHuu PerimameHTa CONPOBOXKICHUS U TEXHHYECKOTO OOCITYKUBAHUS
MHTErpUPOBAHHON MHPOPMALIMOHHOM crcTeMbl EBpa3niickoro 3KOHOMUYECKOT0 coro3a'.

II. O6nacTe npUMEHEHUS

2. Hacrosiuue IlpaBuna pa3paboTaHbl B LENSX ONpEAETICHUS] MOPSANKA U YCIOBUH
WHPOPMAIIMOHHOTO B3aWMOJCHUCTBUS MEXJy YdYacTHHUKaMu oOmero mnpomecca "
dopMHpoBaHUE, BEICHHE U HUCIOJIb30BaHUE €IUHOTO peecTpa MEIUIMHCKUX H3JCNINH,
3aperucCTPUPOBAHHBIX B paMkax EBpa3uiickoro 3KOHOMHUYECKOro coro3a" (mayiee — oOuui
Ipolecc), BKIF0Yask OMMCaHUE MPOLEAYP, BHIMOIHAEMBIX B paMKax 3TOT0 O0IIEero mporecca.

3. Hacrosimue IIpaBuiia npuMeHsIOTCS y4aCTHUKaMH OOLIEro mpoLecca Mpu KOHTPoJIe 3a
HOPSAIKOM BBIIIOJIHEHUS MPOLEAYp U ONepaluil B paMKax OOIIero Impoiecca, a Takke Mpu
MPOEKTUPOBAHUH, pa3paboOTKe U JOpabOTKE KOMIOHEHTOB HMH(OPMALMOHHBIX CHCTEM,

00eCeurBaOIIMX pealn3aluio 00IIero mpouecca.

III. OcHOBHEIE TOHATHA



4. ng ueneit Hactosmux [IpaBui MCHONB3yHOTCS MOHATHUSA, KOTOPbIE O3HAYAIOT
CleAyIOLIeE:

"aBTOpHU3aNKs" — MPEJOCTABICHUE YIYACTHUKY OOIIETro mpoliecca mpaB Ha BBHIMOJTHEHUE
OIPEJICIICHHBIX JICUCTBUN;

"MOKYMEHTHI, O(OPMIICHHBIE TIPU PACCMOTPEHUU PETUCTPAIMOHHOTO J0Che" —
JOKYMEHTBI, OpOPMJIICHHBIE YIOJIHOMOYEHHBIMU OpraHaMu (IKCMIEPTHBIMH OPTraHU3aIUSIMU)
rocygapcTtB — wieHoB Coro3a 1100 1o MX 3ampocy B MPOLIECCE OCYIIECTBICHUS MPOLEAYD,
CBSI3aHHBIX C PETUCTPALIMEN U SKCIIEPTU30M MEAULIMHCKOTO U3/IEIIHS;

"CBEIEHHUSI O PETUCTPALMH MEIUIMHCKOTO U3 — COBOKYIIHOCTHh CBEIICHUIA,
GOpMUPYIOMIUXCS B TMPOLECCE PETUCTPAIUM METUIMHCKOTO HW3JACNHS U TPOBEIACHUU
CBSI3aHHBIX TIPOIICAYD.

[TonsiTus "rpymnma mpormeayp ooOriero mnporecca”, "uHOOPMAIMOHHBIN 00BEKT 00IIETO
nporiecca”, "ucnonHUTENR", "oneparus odero mpoiecca”, "mpoieaypa oodiero mpoiecca'
1 "y4acTHUK 0011ero npouecca’, ucnoib3yemble B Hactosuux [IpaBuiiax, NpuMeHsSIOTCS B
3HAYECHUSX, ONPEACIICHHBIX METOIMKON aHanu3a, ONTUMU3Aalu1, TAPMOHU3AIUU U ONHCAHUS
o0IMX MPOIECCOB B paMkax EBpa3zuilckoro 3KOHOMHUYECKOTO COI03a, YTBEPKIACHHOU
Pemennem Komnernu EBpasuiickoit skoHOMuYeckoit komuccuu ot 9 uronst 2015 r. Ne 63.

[Tonsatua "rocygapcTBo mpu3HaHus'", "€IUMHBIM peecTp MEAUIIMHCKUX H3JCIUH,
3apEerUCTPUPOBAHHBIX B paMKax EBpa3uilcKOro 3KOHOMUYECKOTO Coro3a", "perucTpalmoHHOe
nocke", "perucTpaliMoHHOE y10cToBepeHne" u "pedepeHTHOe rocyAapCTBO", UCIIOIb3yEeMble
B Hacrosmux IIpaBunax, NpUMEHSIOTCS B 3HAYEHUSX, ompeneieHHbIX [IpaBunamu
pEerucTpaluu U 3KCIepTU3bl 0e30MacHOCTH, KayecTBa U I(DPEKTUBHOCTH METUIIUHCKUX
n3aenun, yreepxkaeHabiMu Pemennem CoBera EBpa3uiickoil SJKOHOMUYECKOW KOMUCCUU OT
12 deBpans 2016 r. Ne 46 "O IlpaBunax peructpaiuu U SKCIEepTU3bl 0€30MacHOCTH, KaueCTBa
1 3((HEKTUBHOCTH MEIULIMHCKUX U3

[Tonstuss "I'moGanbHass HOMEHKJIATypa MEAUUMUHCKUX H3nenuil”, "HOMeHKIaTypa
MenunuHckux usnenuit Corosza", ucnosb3dyeMbie B HacTosAmux [IpaBuiax, mIpuUMEHSIOTCS B
3HA4YEHUAX, ompejeneHHbIX [IpaBuiiaMu BelleHUsT HOMEHKIATYypbhl MEAUIMHCKUX HU3JIEIHM,

yTBepkacHHbIMU Pemenuem Komnerun EBpasuiickoil 5KOHOMHUYECKOW KOMHCCHH OT 29
nexabps 2015 r. Ne 177.

IV. OcHOBHEIE CBereHHA 00 06meM nponecce

5. Tlonnoe HammeHoBaHue oOmero mnpouecca: "®opMHUpOBaHHE, BEIECHUE U
HCIIOJIb30BAHNUE €IMHOTO peecTpa MEIULMHCKUX W3JEIUil, 3aperucTpUPOBAaHHBIX B paMKax
EBpa3uiickoro 3K0OHOMHUYECKOro coro3a'.

6. KonoBoe o603Hauenue obmiero mporecca: P.MM.06, Bepcus 1.1.0.

1. Lexs u 3amauu o6mero mporecca



7. Llenbto o61iero npoiecca SBISETCs CO3/JaHUe NPEANOChUIOK JJIl CHUKEHUS U3/IEPIKEK,
CBSI3aHHBIX ¢ 0OMEHOM MH(pOpMaIMell 0 3aperuCTPUPOBAHHBIX MEIUIIMHCKUX H3JCIUAX, 32
CYET CO3JaHusl E€JUHOT0 HWH(POPMAIMOHHOTO TPOCTpPAaHCTBA B cdepe oOpaimeHus
MEIUIIMHCKUX U3ICITUH.

8. Jlmst mocTrrkeHus ey oOIIero npoiecca HeoOX0JUMO PEIIUTh CIIEAYIONINE 3aauu:

a) co3daTh B paMKaX MHTETpUPOBAHHOM MH(OPMALMOHHOW CUCTEMBbI (naiiee —
WHTETPUPOBAHHAS CHCTEMa) HH(OPMALMOHHBIE PECYPCHI, COJAEpKaIlhe CBEACHUS O
pErucTpanuy MEAUIMHCKUX U3EINN;

0) oOecrneunTh BO3MOXKHOCTD MOJIYUYEHHUsI YIIOJHOMOYEHHBIMH OPraHaMH TOCYJIapCTB —
yieHoB Coro3a (nanee — rocyJapcTBa-ujeHbl) CBEJACHUN O PErHCTPAlMM METUIIUHCKHX
U3JIeTUHd B DJIGKTPOHHOM BHUJE M B aBTOMATH3WPOBAHHOM PEXHUME C HCIOJIb30BaHUEM
MHTETPUPOBAHHON CUCTEMBI;

B) 00ECIIEYNTh BO3MOKHOCTh IIOJyUEHUS 3aMHTEPECOBAHHBIMU JIMLIAMH U COTPYIHUKAMU
EBpasuiickoil skoHOMHYeCcKOl komuccuu (nanee — Komuccus) akTyajbHBIX, MOJTHBIX U
JOCTOBEPHBIX CBEJCHUM U3 €IMHOTO peecTpa MEANIIMHCKUX U3JEINN, 3apETUCTPUPOBAHHBIX B
pamkax EBpa3uiickoro KOHOMHYECKOTO COI03a (J1anee — €IMHBIH peecTp) MOCPEICTBOM
UCIOJIb30BaHus HHpopMamoHHOT0 nopTana Coro3a;

r) o0ecrneunTh HCIOJb30BAaHUE E€IWHBIX KIACCU(PUKATOPOB W CIPABOYHUKOB MPH
dbopmupoBaHUY U OOHOBIIEHUHU OOITUX HMH(POPMAIIMOHHBIX PECYPCOB.

2. YgacTHHKH 00IIero mpomecca

9. IlepeueHb yyacTHUKOB 0OI1IETO Tpoliecca MpuBeeH B Tadmule 1.
Tabmmma 1

ITepedens yaacTHHKOB 00IIero mpomecca

KonoBoe 0603Hauenue HanmenoBanue Omnucanne
1 2 3

opran Coro3a, 00eCreUYnBAOIIUN
(hopMHpOBaHHE U BEJCHUE €ANHOTO
peecTpa, B TOM YHCJIE HOIy4IECHHE
CBEICHUH OT YIMOJIHOMOYEHHBIX
OpraHoB pedepeHTHBIX IOCyIapCcTB
n OOHOBJIEHHE E€IMHOrO peecTpa,
MPEICTaBICHUE YIOJTHOMOUYEHHBIM

P.ACT.001 Komuccus opraHaM  IoOCyAapCTB-4JICHOB
CBEICHHH O  perucrpanuu
MEIUIMHCKHUX U3/eNuil 110 3ampocam
c HUCIOJIb30BaHUEM
HHTETPUPOBAHHOW  CHUCTEMBHI,
o0ecriedeHne A0CTyna K eIUHOMY
peecTpy Ha WH(DOPMAIMOHHOM
nopraie Corosa



P.MM.06.ACT.001

P.MM.06.ACT.002

P.MM.06.ACT.003

yHOJ'IHOMO‘IeHHHﬁ
rocyaapCrBa-4jicHa

YIOJHOMOYEHHBI

opras

opras

pedepeHTHOro rocynapcTaa

yr[OJ'IHOMO‘leHHBIi;I
rocyaapCTBa Npu3HaHUsA

opras

YIIOJITHOMOYEHHBIH opran (
JKCTIepTHast OopraHu3aIms)
pedepeHTHOTO TOCYIapcTBa WIIH
TOCy/apCcTBa TPHU3HAHUS, KOTOPBIN
OCYIIECTBIISIET  HPOIETYPHI,
CBSI3aHHBIE C perucTpanueu
MEIMIIMHCKUX M3IEIHi, B 00hLEME,
MPEIyCMOTPEHHOM €ro pOJbI0 B
MpOLIelype PErUCTPALMM, a TaKXKe
MOJTy4YaeT CBEACHUS O PErHCTPaIin
MEIUIITHCKIX M3ACIHNA TI0 3aIpOoCy C
WCTIOIH30BaHNEM HMHTETPHUPOBAHHOM
CHUCTEMBI

YIOJTHOMOYEHHBIH opraH (
JKCHepTHas OpraHu3anms)
rocyJapcraa-ujieHa, KOTOpPBII
OCYUIECTBJIIET  PAacCMOTpPEHHUE
3agBJICHUS O  pPETUCTpaIuHU
MEAMLIMHCKOTO U3JeNus, IPOBOIUT
SKCIEPTU3Y PETrUCTPALHOHHOTO
JIocke, MOATOTOBKY u
MpEACTABICHHE HUTOTOBOTO
9KCIIEPTHOTO 3aKJIIOUCHUS IS
cornacoBaHusi, Qopmupyer u
MPEJCTaBIsIeT YHIOIHOMOUYEHHOMY
OpraHy rocyiapcTsa MpH3HAHHUA IO
3ampocy JIOKYMEHTHI,
COJIeprKaIfecs] B PETUCTPALIOHHOM
JI0ChE, a TaKXe JOKYMEHTHI,
o(opMIIEHHBIE NIPH PACCMOTPEHUH
PETUCTPALlMOHHOTO J0ChE,
npenacrasiager B KoMuccuro
CBEJICHUS O 3apETUCTPUPOBAHHBIX
MEIWOUHCKUX  H3ACNHAX U
3asBICHUSAX HAa PETHUCTPAIHIO
MEIUIMHCKUX W3JETHH

YIOJTHOMOYEHHBIH opraH (
JKCIEPTHas OpraHu3anmus)
rocyaapcTBa-wieHa, KOTOPBIH
HampaBiseT 3aMedaHus U
HNPENTIOKEHUSI K D3KCIHEPTHOMY
3aKJIIOYEHHUIO,  OCYIIECTBISAET
paccMOTpeHHe  3KCIEePTHOro
3aKJIOYEHHS, I0Jy4aeT OT
YIOJHOMOYEHHOTO opraHa
pedepeHTHOrO0 TrocyAapcTBa IO
3ampocy JOKYMEHTHI,
coJiepKaliecst B peruCTpariiOHHOM
Jlocbe, a TakXe JOKYMEHTHI,
odopMIIEHHBIE TIPH PacCMOTPEHUH
PErHCTPAallMOHHOTO  JI0Che, |
MPEACTABIACT 3aKJIIOYEHHE O



coriiaCoBaHHUH (HeCOFJ’IaCOBaHI/II/I)
OKCIIEPTHOT'O 3aKIIFOYCHUA

XO3AUCTBYIONINH CyOBEKT MU OpraH
rocyJlapcTBEHHOU BJIACTHU
rocyjnapcrBa-4ieHa,
3alpallluBAIOIINE CBEACHUS U3
€IHHOTO peecTpa Ha
nHpopMannoHnHOM mopTaiie Corosa

P.MM.06.ACT.004 3aMHTEPECOBAHHOE JIUITO

YIOJTHOMOYEHHBI opraH (
JKCHepTHas OpraHu3anus)
rocynapcTBa-4ieHa,
onepaTop HOMEHKIJIATYPBI OCYLICCTBIAIOIUN  BeleHUE
MequIuHCKHX u3nenuid Coro3a HOMEHKJIATYPHl ~ MEIUIMHCKHX
m3penuit Coro3a, KOTOPBIA IO

P.MM.06.ACT.005

3ampocy MPEACTABISICT KOI BHIA
MeauIuHCKuX u3aennii Coro3a

YIIOTHOMOYEHHBIH opraH (
JKCIIepTHAA OpTaHu3aINs)
rocy/apCcTBa-4jieHa, KOTOPBIH
3ampamuBaeT  KoA  BHAA
MenuuuHckux uzgenuit Corwsa y
omeparopa HOMEHKJIATYPHI
MenunuHCKHX n3aenuid Corosa

YIIOJTHOMOYCHHBIH opraH
rocymapcTBa-diicHa,
3anpallMBalOIUi  KOX BHAA
MeaunHeKux n3nennii Coro3a

P.MM.06.ACT.006

3. CrpykTypa obmero mpomecca

10. O0Owmwmit mpouecc npeAcTaBiIsieT co00K COBOKYIMHOCTh MPOLEAYP, CrPYNITUPOBAHHBIX
110 CBOEMY Ha3HAYECHHUIO:
a) MpoLEeAYpHI COOpa U aKTyalIM3alliy CBEJCHUHA O PErHCTPAIli METUITTHCKUX WU3IEIHH;
0) mporneaypbl MOJIYUYEHHs CBEIEHUI O PETUCTPALMU MEAULIMHCKUX U3IETNH;
B) MpOIEAYpPHl YBEIOMIICHHSI 00 M3MEHEHUHW CTaTyca JACHCTBUS PETUCTPAIMOHHOTO
YAOCTOBEPEHUS;
I') IpOLEAYPHI IOJYUYEHHUS CBEACHUN IIPU PACCMOTPEHNHN IKCIIEPTHOTO 3aKIIOYCHMS,;
1) IPOIIeAyPHI OTyUYEHHUsI TOKYMEHTOB, COJIEPXKALUXCS B PETUCTPALIMOHHOM JIOCHE HIIN
0(OpMIIEHHBIX TIPU €r0 PACCMOTPEHUHU;
€) MpoLeaypbl MOIYYEHHUS KOAA BUAA MEIUUUHCKUX u3aenuid Coro3a.

11. Ilpu BbIMONHEHUHU MpoleAyp OOIEero mpolecca CBEIECHHUS O PerucTpanuu
MEIUIIMHCKUX W3ACIHA TepeAaloTcs YMOJHOMOYEHHBIMH OpraHamMu pedepeHTHBIX
roCyapCTB MOCPEICTBOM HCIOIb30BaHUSI MHTEIPUPOBAHHOM cucTeMbl. Ha ocHOBaHMU 3THX
cBeJieHUI (GopmupyeTcss U MyOnuKyeTcss Ha MHGopMauMoHHOM moptane Coro3a eIuHBIHI
peecTp, TOCTYI K KOTOPOMY MPE0CTaBISAETCS 3aMHTEPECOBAHHBIM JIUIAM.

JIJ1s OCYILIECTBIIEHUS COTJIACOBAHHBIX JEHCTBUI MPHU BHIIOJHEHUH MPOLIETYP, CBA3aHHbBIX
C perucrpanueil MEIUIIMHCKUX H3CNNHA, YIMOJIHOMOYEHHBIMU OpTaHaMH pe(epeHTHBIX
rocynapctB B Komuccuio mnepenaroTcs CBEIEHHS O PErucTpPallMOHHBIX HOMepax
MOCTYNUBIINX HA PACCMOTPEHHUE 3asIBIICHUN HA PETUCTPALIMI0 METUIIMHCKUX U3AeIuil (1anee



— 3asBJICHUA) I TMOCIEIYIOUIEro MPEACTaBICHUS ATUX CBEACHUM YIOJIHOMOYEHHBIM
opraHaMm rocyaapcts npusHanud. [lo 3aBepiieHun mpoueayp, CBA3aHHBIX C pETUCTpalUen
MEIUIIMHCKUX W3JeIUd, YMOJIHOMOYEHHBIMH OpraHaMu pe(epeHTHBIX TOCyJapCcTB B
Komuccuio mnepenaroTcss CBEJCHUS O BBIJAHHOM PETUCTPALIMOHHOM YJIOCTOBEPEHUH,
MOJUIEKAIUE BKIIOUYEHHUIO B €IUHBIA peecTp. B ciydyae mpuUHATUS yHNOJTHOMOYEHHBIM
OpraHoM peepeHTHOr0 TOCYAapCTBA PEIICHUS O MPEKPAIIEHUH PACCMOTPEHUS 3asBJICHUS B
ciaydasix, MpeaycMOoTpeHHbIX [lpaBuiaMu perucTtpauvu M SKCIEPTU3bl 0€30MaCHOCTH,
KadecTBa W A(PPEKTUBHOCTH MEIUIIMHCKUX H3ACNIHM, YyTBepkJIeHHbIX Pemennem CoeTa
Komuccun ot 12 ¢eBpans 2016 r. Ne 46 (nanee — IlpaBuna peructpauun), B Komuccuro
HAIPaBIIAIOTCSA CBEJICHUSI O MPEKPAIICHUH PacCMOTpeHus 3asBieHus. Jns obecrnedeHus
COIJIACOBAaHHBIX JECUCTBUM YMOJIHOMOYEHHBIX OPTaHOB TOCYJApCTB-UJICHOB B IPOILIECCE
perucTpanuu MEAUIHUHCKUX H3JIEJIHI BBINOJHSIOTCS CIEAYIOIINE MPOUEAyphl OOIIEero
nmpollecca, BKIIOYEHHbIE B TPYINIy Mpoueayp cbopa U aKTyaldu3alldu CBEIECHUU O
pEerucTpauy MEAUIUHCKUX U3ICITHN:

npeacTaBieHre B KoMuccnio cBe1eHUi O MOCTYIUBILEM 3asBICHUU;

npeacraBieHne B Komuccuio cBEIEHU O perucTpalii MEAULIMHCKOTO W3NS,

npeacrasieHue B Komuccuio cBeIeHUI 0 IPEKPALLIECHUN PACCMOTPEHUS 3asIBJICHUSL.

[Ipu HEOOXOIAUMOCTH MOJYyYEHHUS YHMOJHOMOYEHHBIMU OpraHaMH roCyAapCTB-YJIECHOB
CBEJCHUIN O PETHCTpPAlMU MEIMUMHCKUX U3JENNH, XpaHamuxcs B Komuccnu, a Takxe npu
HEOOXOJMMOCTU TOJYUYEHHUs] YIMOJIHOMOUYEHHBIM OpPraHoM pedepeHTHOro TrocyaapcTBa
CBECHU O HOMEPE PETUCTPALMOHHOTO YAOCTOBEPECHUS BBIMNOJHAIOTCA CIEAYIOLINE
poLeIypbl OOIIETo MpOoIEecca, BKIOYEHHbBIE B TPYIIY MPOLEAYp MOJIYYEHUs CBEICHUN O
pErucTpauym MEAUIUHCKUX U3ICITHAN:

noyiyuyeHue uHdopManuu o0 JaTe ¥ BpEeMEHU OOHOBJIEHUS CBEJICHHI O perucTpaiuu
MEIUIMHCKUAX U3EITUN;

MOJIy4YE€HUE CBEJCHHUM O PETUCTPALA MEAULIMHCKUX U3ICIINM;

MOJTy4YEHUE U3MEHEHHBIX CBEJACHUM O PETUCTPAIIMNA MEAUIUHCKUX U3]ICIINM;

MOJTy4YEHUE CBEJCHUN O HOMEPE PETUCTPALIMOHHOTO YIOCTOBEPEHUS.

B cityuae n3mMeHeHus crtaTyca JEHCTBUS PETUCTPALMOHHOTO YAOCTOBEPEHUS, B TOM UHCIIE
IIpU IPEKpalleHUH ero AEHCTBUA, BBIIOIHAETCS mpoluenypa "YBeaoMieHue 00 N3MEHEHHH
cTaryca AEHCTBUSl PETHCTPALMOHHOIO yAOCTOBEPEHHUA'", BKIKOUYEHHAS B TPYNIy NPOLERYP
yBeJIOMJIEHUSI 00 U3BMEHEHUHU CTaTyca IEUCTBUSL PETUCTPAIMOHHOTO YA0CTOBEPEHHUS.

[Ipu pacCMOTpPEHUU SKCIIEPTHOTO 3aKJIFOUYECHUS BBIMOJIHAIOTCA CIEAYIOIINUE MPOLELYPHI
obmiero mpoiiecca, BKJIOYEHHBIE B TPYINNy MNPOLEAYyp MOJYyUYEHUS CBEACHHUN TNpHU
PacCMOTPEHUH SKCIIEPTHOTO 3aKIFOUYCHHUS:

HaIlpaBJICHUE CBEACHUN U3 IKCIIEPTHOIO 3aKIFOUEHUS;

HaIPABJICHUE 3aMEYaHUN U TPEII0KEHNUN K SKCIIEPTHOMY 3aKJIFOUYCHHUIO;

MOJTBEPXKIACHUE MpU3HAHUS (HEMPU3HAHUS) IKCIIEPTHOTO 3aKITFOUCHUS.



B cnydae monmydeHHs yHOJHOMOYEHHBIM OpPraHOM pe(epeHTHOTO TocyJapcTBa
JOTOJHUTENbHBIX JTUOO M3MEHEHHBIX JOKYMEHTOB, COJEPKAUIUXCS B PETUCTPAMOHHOM
70ChE, B TOM YHUCJE IO 3alpocaM M B OTBET HA 3aMEYaHMS YNOJHOMOYEHHBIX OPraHOB
rocyJapcTB-4J€HOB, a TaKXke Mo Mepe 0(hOpMIICHHS JOKYMEHTOB B IIPOLIECCE PACCMOTPEHUS
PETHCTPALIMOHHOTO J0Che, B TOM YHCIE MPH OPOPMICHUU HKCIEPTHOTO 3aAKIIOUYCHUS,
YIOJHOMOYEHHBIN opraH pe)epeHTHOr0 rocy1apcTBa yBEAOMIISET YIIOJIHOMOUYEHHbBIE OPTaHbI
roCcyJ1apCTB MPU3HAHUA O JOCTYITHOCTH TAaKUX JOKYMEHTOB JUIS IMOJYyYEHUS M0 3anpocy. s
MPOBEJEHUS TIPEeAyCMOTpeHHbIX [IpaBuiamu peructpaiuu padoT MO PACCMOTPEHUIO H
COTJIACOBAHUIO OSKCIEPTHOI'O 3aKJIIOYEHUs OOECIEeYMBAETCSd BO3MOXHOCTH IMOJIYUYEHHS
YIOJIHOMOYEHHBIM OPraHOM rOCyJapcTBa MPU3HAHUS IO 3alpocy IEepeyHsl TOKYMEHTOB,
COJIEPKAIMXCS B PETUCTPALMOHHOM JOChE, MEpPeyHs JOKYMEHTOB, O(DOPMIIEHHBIX MpH
PAaCCMOTPEHHH PETUCTPALMOHHOTO JOChE (B TOM YHCIIE SKCHEPTHOIO 3aKIIFOUEHHMS), a TAKKE
npy HEOOXOAMMOCTH JIFOOOTO JOKYMEHTa M3 3THX INepeuHei. B ciyuae HeoOXoaumocTu
ITOJTy4YEeHUsI JOKYMEHTOB, COJEPKAIIMXCSA B PETHUCTPALMOHHOM JOCHE, MWW JOKYMEHTOB,
O(OPMJICHHBIX TIPH €r0 PAaCCMOTPEHUH, a TAKKE MPU M3MEHEHUU YKa3aHHBIX JOKYMEHTOB
BBINIOJIHAIOTCS CJIEIYIOLIME MPOLETypbl OOLIETO MPOLIECcCa, BKIOYEHHBIE B IPYIIITY MPOLIETYP
MOJIyYEHUs JOKYMEHTOB, COJIEPXKALUXCS B PETUCTPALIMOHHOM JTOChE WM O(hOPMIICHHBIX IPU
€ro pacCMOTPEHUH:

yBeZAOMJICHHE 00 U3MEHEHUHU COCTaBa IOKyMEHTOB, COJIEPKAIUXCS B PETUCTPALIMOHHOM
J0Che UM OPOPMIIEHHBIX IIPHU €T0 PACCMOTPEHHH;

IIOJIyYE€HHE CBEJECHUN O COCTaBE JOKYMEHTOB, COEPKALIUXCS B PETUCTPAMOHHOM JOChE
W1 0(hOPMIICHHBIX TPU €r0 PACCMOTPEHUU;

NOJIyYeHHE JTOKYMEHTOB, COAEPKAUIUXCS B PETUCTPALIMOHHOM J0ChE WA O(DOPMIIEHHBIX
IIPU €r0 paCCMOTPEHHUH.

[Ipy HeoOxoAMMOCTH TOJyYEeHHUs KoJa BHAa MeAuUuMHCKUX u3aenaui Corosa,
COOTBETCTBYIOIIET0 KOAY BHJIa MEIUIIMHCKUX wu3Aenud [mobanbHON HOMEHKIATYPHI
MEIULMHCKUX W3JEJINM, YIIOJHOMOYEHHBIM OPTaHOM IOCYIapCTBa-WICHA, 3alpalliBaOIIIM
KOJ BUJa MeIUUMHCKUX u3nenui Coro3a, BeIONHsETCS npoueaypa "[lomyyenue kona Buaa
MeauUuHCKUX m3aenui Coro3a', BKIIFOUEHHAs B TPYIIY IPOLEAYp NMOJYYECHHUS KOoAa BUAA
MeauuuHCKHUX n3aennil Corosa.

12. IlpuBeeHHOE OMMCaHUE CTPYKTYPHI OOIIEro Mmpoliiecca MpeACTaBIeHO Ha pUCYHKe 1.
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Puc. 1. Ctpykrypa obmero mponecca

13. Ilopsiok BRIMOJIHEHUS TpoLEIyp OoOLIEro npouecca, CrpynnupOBaHHbIX 110 CBOEMY
HA3HAYCHUIO, BKIIIOYAs JIETATU3UPOBAHHOE OINKMCAHUE Omnepanui, npuseneH B pasaene VIII

HacrosAwmux [Ipasuir.

14. Jlnsa kax10¥ Tpynsl MPOIeAyp IPUBOIUTCS 001Ias cxeMa, JeMOHCTPUPYIOIIAsl CBS3H
MEXIy MpolexypamMu OOIIero mporecca W TMOPANOK WX BbImosHEeHHs. OOmas cxema
MPOIIeTyp MOCTPOEHA ¢ MCTOb30BaHueM rpadudeckoit Hotaruu UML (yHHUPUITUPOBAHHBIN
s36Ik MoaenupoBanus — Unified Modeling Language) u cHaG»keHa TeKCTOBBIM OTTMCAHUEM.

4. I'pymma nponexyp c6opa 1 aKTyaIM3aIii CBEACHHUI O PErHCTPAIN MEIUITMHCKUX U3IEIIi



15. IIponeayphl cOOpa U aKTyaJIM3allui CBEACHUN O PETUCTPALIMM MEAUITMHCKUX U3ICTUI
BBITIOJTHSAIOTCSA TIPU OCYIIECTBICHUH MPOLEAYP, CBI3aHHBIX C PETHCTpaIlueid MEIUIIMHCKUX
15691 (17178

[Tpu noctyruienun 3asBiaeHus BbinoyiHgercs nporeaypa "[Ipeacrasienue B Komuccuio
cBeniennit o nocrynusiiem 3aasieHun" (P.MM.06.PRC.001).

B ciydae npuHATHS YIOTHOMOYEHHBIM OPTaHOM peepeHTHOTO TOCYyAapCTBA PEUICHUS O
perucTpauuy MEIULUHUHCKOrO H3JeNus, U3MEHEHUsS CBEICHHMIl O 3asBJICHUU, a TaKxkKe
W3MEHEHHUSI CBEICHUN O 3apErUCTPUPOBAHHOM MEIHUIIMHCKOM W3JEIUU BBINOJIHSAETCS
npouenypa "[Ipencrasinenne B Komuccuto cBeAeHU 0 pErucTpaliii MEAUIIMHCKOTO U3ETIHS
" (P.MM.06.PRC.002).

B ciiydyae npuHATHS YIOTHOMOYEHHBIM OPraHOM peepeHTHOT0 TOCYyAapCTBa PEUICHUS O
MpPEKpalleHUH PACCMOTPEHUS 3asBJICHUS B ClydasiX, NpeaycMoTpeHHbIX [lpaBunamu
perucTtpauuu, BbINONHsAETCA npouenypa 'llpencraBmenue B Komuccuio cBeOeHHN O
npekpamieHu paccMoTpenus 3assiaenus” (P.MM.06.PRC.003).

[IpeacraBneHue CBEIEHUN OCYILECTBISIETCS B COOTBETCTBUU € PernmameHTOM
MH(POPMAIMOHHOTO B3aUMOJICHCTBUS MEXIY YIOTHOMOYEHHBIMU OpraHaMu TOCYyJapCcTB —
YiIeHOB EBpa3uiicKOro 3kKOHOMUYECKOr0 COr03a U EBpa3suiicKON 3KOHOMUYECKON KOMUCCUEN
IpU pealn3alui CPeICTBAMU HHTETPUPOBAHHOW HMHPOPMAIIMOHHON CHUCTEMBbI OOIIETo
npouecca "@opMUpOBaHUE, BEACHUE M HUCIIOIB30BAHUE €IMHOIO PEECTpa MEIUIMHCKHX
U3JENUN, 3apETUCTPUPOBAHHBIX B paMKaxXx EBpasniiCKOro 3KOHOMHYECKOTO CO0ro3a",
yTBepkAcHHBIM Pemennem Komnermn EBpasuiickol 3KOHOMHYECKOW Komuccuu oT 30
aBrycta 2016 r. Ne 92 (manee — PermamMeHT MH(POPMAIIMOHHOTO B3aHMMOJECUCTBUS MEXKITY
YIOJIHOMOYEHHBIMU opraHamu 1 Komuccuei).

@opmar u CTPYKTypa MPEACTABISIEMbIX CBEICHUN JOIKHbBI COOTBETCTBOBaTh OMMCAHUIO
dbopMaTOB M CTPYKTYp ODJIEKTPOHHBIX JTOKYMEHTOB M CBEICHUM, HCIOJB3YEMBIX s
peanu3aiuu CpeCTBAMU MHTETPUPOBAHHOW WH(MOPMAITMOHHONW CHUCTEMBI OOIIEeTo mpoiiecca "
dopmMHpoBaHUE, BEICHHE U HUCIOJIb30BaHUE €IUHOTO peecTpa MEIUUMUHCKUX H3JACNINH,
3apEruCTPUPOBAHHBIX B paMKax EBpa3zuiicKOro 3KOHOMHYECKOTO COK03a", YTBEPKACHHOMY
Pemennem Komneruu EBpasuiickoit saxonomudeckoit komuccun ot 30 aBrycrta 2016 1. Ne 92 (
nainee — Onucanue GopMaToB U CTPYKTYP JIEKTPOHHBIX JOKYMEHTOB U CBEJICHUN).

16. IlpuBeeHHOE OMUCAaHKUE TPYIIBI MPOLEAYP cOOpa M aKTyalu3alud CBEICHUM O
perucTpauuy MEJUIMHCKUX U3/IETIUI NPEICTaBIEHO HA PUCYHKE 2.
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Puc. 2. O6mas cxema rpymmsl mpoueayp cbopa m axTyaiu3amMH CBENCHHH O

perucTpanyuy MEJUITAHCKUX W3/IeIHit

17. Ilepeuenp mpoueayp oOIIEro mpouecca, BXOJAUUMX B TPYIIy mnpoueayp coopa u

aKTyaJH3aluy CBEJCHUHN O PErUCTPalyd MEIULIMHCKUX U3/I€TUH, IPUBEICH B TaOIMIE 2.

Tabiuma 2

ITepeqens nponexyp obmero mponecca, BXOIAIMHX B IPYIITy POHeAyp cO0pa M aKTyaIn3amuy

CBEJICHHM O PErMCTPallAd MCIUIUHCKHX H3ICIIHit

KonoBoe 0603Hauenme Haumenosanue Onucanue
1 2 3
mporenypa IpenHa3HaueHa s
npenacrapicHue B Komwuccuro b
. OpPMHUPOBAHHUS M Iepeladyd B
P.MM.06.PRC.001 CBEIEHUH O MOCTYNHUBIIEM pMHP pv
Komuccuro CBEACHUH 0
3asBJIEHUN
MOCTYTMHUBIIEM 3asBJICHUN
mporenypa IpeTHa3HaueHa s
dhopMupOBaHHS H Tiepenayn B
npenacrasieHue B Komwuccuro K N
N OMHMCCHUIO U3MEHEHHBIX CBEIEHUN O
P.MM.06.PRC.002 CBEJICHUM O  pETUCTpanuu
perucTpanuu  MEIUIUHCKOTO
MEIUIIMHCKOTO U3IEIH
H3Jeiusd, B TOM YHCIE O
PEerucTpalioHHOM YAOCTOBEPEHUN
mpouenypa IpenHa3HaueHa s
npencrasinenne B Kommccuio  GopmMupoBaHHMsS H Tepenayn B
P.MM.06.PRC.003 ceeneHuid o mnpekpameHun — Komuccuro — cBegeHUdl o
paccMOTpeHUs 3asBICHU MpeKpaleHud  PacCMOTPEHUS
3asIBJICHUS

5. I'pyrma mporneyp NOIy9eHU CBEJCHUN O PErHCTPAlii MEAUIMHCKAX U3



18. Ilponenypsl MOAy4YEeHHUS] CBEICHUN O PETUCTPALMK MEIUIMHCKUX H3CIIUN
BBITIOTHSIOTCS TTPU OCTYTUICHUH COOTBETCTBYIOIIUX 3alPOCOB OT MH(POPMAIIMOHHBIX CUCTEM
YIOJIHOMOYEHHBIX OPTaHOB rOCY/IapCTB-YJICHOB.

B pamkax BBIIOJIHEHUS TIPOIEAYP MOTYUCHHUS CBEICHUN O PETHCTPaIluyd MEIUIIMHCKHUX
u3aennii 00pabaThIBAIOTCSA CIICMYIONIME BUIBI 3alpPOCOB OT HHGOPMAIMOHHBIX CHUCTEM
YIOJIHOMOYEHHBIX OPraHOB I'OCY1apCTB-YJIEHOB:

3anpoc MHpopMalu O JaT€ U BPEMEHHU OOHOBJICHUSI CBEICHUU O pErucTpalnuu
MEIUIIMHCKHUX U3JICINN;
3aMpoc CBEICHUN O pErucTpali MeIUIIMHCKUX U3CIH;
3alpoC U3MEHEHHBIX CBEICHUI O PErUCTpallid MEIUIIMHCKUX U3ENHil;
3ampoc CBEACHUN 0 HOMEPE PErUCTPAIIMOHHOTO YIOCTOBEPEHUSI.
3anmpoc mHpOpPMAIUK O JaTe€ W BPEMEHU OOHOBJICHUS CBEICHUN O PETrUCTpPAINU
MEIULMHCKUX W3JEIUN BBINOJIHAECTCS YNOJHOMOUYEHHBIM OpPraHOM TOCYJIapCTBa-4ieHa B
LEJAX OLEHKH HEOOXOJAMMOCTH CUHXPOHU3AIMHU XPaHSIIUXCS B HHOOPMALIMOHHOM CUCTEME
YIOJHOMOYEHHOT'O OpraHa rocyJapCTBa-4j€Ha CBEACHHUI O PErucTpanuud MEIUIMHCKUX
W3JICJIUM CO CBEACHUSMH O PETUCTPAIly MEIUIIMHCKUX U3ENHM, XpaHsmumucs B Komuccuu.
[Ipu ocymecTBieHuy 3anpoca BoInoHseTcs npouenypa "[lonyuenne nundopmanuu o nate u
BpEeMEHHU OOHOBJICHUS CBEICHUN O peructpanuu Mmeauinackux uzaenuin" (P.MM.06.PRC.004
).
3anpoc CBEIEHUN O PETrHCTpPalUd MEIUUMHCKUX HW3JEIUN BBINOJHAETCS C LEJIbIO
MOJTYYEHHUS YIOJHOMOYEHHBIM OPTaHOM TOCyJapCTBa-wieHa aKTyallbHbIX HAa YKa3aHHYIO JaTy
CBEJACHUI O 3asBIICHUAX, a TAKXKE O 3aPETHUCTPUPOBAHHBIX MEAULIUHCKUX HU3ACHUAX,
BKJIFOUEHHBIX B €IMHBIN peecTp. 3ampoc CBEICHUN O PETUCTPALMU MEAULIMHCKUX HU3ICIUN
MOXET OCYIIECTBIISATHCA KaK MO COCTOSIHUIO HA TEKYIYIO J1aTy, TaK U 10 COCTOSIHUIO Ha JaTy,
yKa3aHHYIO B 3amnpoce. [Ipu ocymiecTBiieHrH 3ampoca BeIoyiHsgeTcs npouenypa "llonyuenue
CBeJIeHH 0 peructpanuu MeauuuHckux uzaenuit" (P.MM.06.PRC.005).

3anpoc M3MEHEHHBIX CBEICHUN O PETHCTPAIlUU METUIIMHCKUX U3JICIIUM BBIMOJHSICTCS C
LEJBI0 TOJIYYEHUs] YIIOJTHOMOUYEHHBIM OPTaHOM rOCyAapCTBa-4IeHa U3MEHEHHBIX CBEACHUN O
perucTpanuy MeIUIUHCKUX U3Aenuil. [Ipu BeIONHEHUN 3anpoca NPEICTABISIIOTCS CBEICHHUS
O PETUCTpalU MEIULIMHCKUX U3JETui, 10OaBICHHbIC, UCKITIOUEHHbIC WJIM U3MEHEHHBIE 3a
NEpPUOJ C IaThl U BPEMEHU, YKa3aHHBIX B 3alpOCe, 10 MOMEHTA BBINIOJIHEHUS 3a1poca Yepe3
MHTETPUPOBAHHYIO cucTeMy. [Ipu oCylIecTBI€HUU 3ampoca BBIMOJHSIETCS MpOoleaypa
[Tonydenne U3MEHEHHBIX CBEICHUI O peructpaunu MeauiuHckux migenuit" (P.MM.06.PRC
.006).

3anpoc CBEJEHU 0 HOMEPE PErUCTPALIMOHHOTO YJIOCTOBEPEHUS BBIMIOIHSAETCS B LIEIISIX
NOJy4YEeHUs] YNOJTHOMOYEHHBIM OpPraHoM pe(pepeHTHOro TrocyaapcTBa HoOMepa
PETUCTPALMOHHOIO yIOCTOBEPEHUS MPU MPUHATHH PEUICHUS O PErUCTPaAllui MEIUIIUHCKOTO
uznenus. [Ipu ocyniecTBiieHNH 3arpoca BhlonHsAeTcs npouenypa "[lomydyeHue cBeneHuit o
HOoMepe peructpaunoHHoro yaocrosepenus"” (P.MM.06.PRC.007).



19. TlpuBeneHHOE ONMKMCaHWE TPYNIBI TPOLEAYP MOTYUEHUs CBEICHHUI O PETUCTpALIUU

MEIUIMHCKUX U3JETUN MPEJICTABICHO HAa PUCYHKE 3.

“YHACTHE  [lovyene undopMatpm ., «YIacTHe)
O JIATE N BPEMEHH
OOHOBIEHHA CRENCHHR
O PErHCTPALIHH METHIHICKIY
wraenui (MMM 06 PRC.OOY)
aYuacTuen o Y aCTHE
[TomyueHue CheacHil
O PErHCTPallH MEIHITNRCEITY
waaeaui (PMM 06, PRC.O05)
| |
S Y UGCTHES //_'_'_ o YA THED
Komuccnn VIIOAHOMOSEHHBLT Opran
(PACT.O00) TToayueHne HIMEHEHHKIN CRETEHIH PG} AapET B SH
O PErHCTPALINK MEIHIHHCKHX {P.MM.06.ACT.001)
Aanenmit (P.MM. 06 PRC.006)
O ¥ qACTHEY { ' @)
a YVyacTiey | !
Momyuenne caeagnnii o nowepe
PEFHCTPALHOHHOT) Y A0CTOREPEHHA "
(P MM.OG.PROC.ODT) YIOTHOMOYEHHBIH Oprayd
o ) pedeperTHON TOCY TApETEA
(P MM.OAACT.002)

Puc. 3. O6mas cxema rpymnmsl mpomeayp NOJIYyYECHHA CBEACHHA O PETHCTPaIHH

MEIUITHHCKUX M3AeIIMHA

20. Ilepeuensb mporeayp oOIIero npoiecca, BXOAANIUX B TPYIITY TPOLEAYP MOJyYEHUS
CBEJICHHI O perucTpaiuu MeIUIMHCKUX U3/Ie]IUi, MPUBEACH B TaOIUIE 3.

Tabmuma 3

ITepedens nponexyp o0mero mponecca, BXOAAMHEX B IPYIITy MPONEAYp MOTyICHHS CBEACHHUI O

PEerucTpaniy MeIUIIMHCKUX H3HEIHit

KonoBoe o603Hauenue HanmenoBanue

1 2

mosrydeHne nHGOpMaIuu o Jate u
BpPEMEHH OOHOBJICHHS CBEJCHUH O
perucrTpanuu
HU3ICTTNHI

P.MM.06.PRC.004

MEIUIIMHCKUX

Onucanue
3

MpeAHa3HauCHa ISl [IPEACTaBICHHS
uHbOpMAUM O JaTe M BPEMECHH
O0OHOBJIECHUS
Komuccuu cBeaenuit o peructpanuu
MEAULUHCKUX U3JENUN IO 3a1pocam

XpaHAIIUXCsa B

0T HHOOPMAIMOHHBIX CHCTEM
YHOJTHOMOYEHHBIX  OpPraHOB
rocyJapCTB-4JICHOB yepes

HHTETPUPOBAHHYIO CHCTEMY

npeaHasHavcHa JJjid IpeaACTaBICHUA

AKTYaJbHBIX, XpaHAIIUXCA B



MoJIlydeHUue  CBeAEeHUH o Komuccuu cBeaenuil o peructpanuu

perucTpanu  MEIUIUHCKHUX MEIMOMHCKUX  HW3JeNuil  Ha

1711 (S04 yKa3zaHHYIO0 JaTy IO 3ampocaM OT
MH(pOpManMOHHBIX CHUCTEM
YIIOJTHOMOYEHHBIX  OPTaHOB

P.MM.06.PRC.005

roCyAapCcTB-4JICHOB yepes
MHTETPUPOBAHHYIO CHCTEMY

MpeHa3HAYCHA JUTS [TPEACTABICHHUS
WU3MEHEHHBIX CBEIEHHH O
MOJTyYSHHE U3MEHCHHBIX CBEJICHUH O PETUCTPAIIMH  MEIUIMHCKHUX
P.MM.06.PRC.006 perucTpanuu  MEIUIIMHCKUX u3nenuii, xpansmuxcs B Komuccun,
U3Ieui HaYMHAs C yKa3aHHOH B 3ampoce
JaThl Yepe3 MHTErPUPOBAHHYIO
cUcTEMY

npeaHazHaucHa [Jid MNOJTYYCHHUA
CBEJICHUM 0 HOMEpe
PETHUCTPAITHOHHOTO YIOCTOBEPEHHUS

IIOJIYUCHHUC CBGZ[GHHP’I O HOMEpE IIPU IIPUHATHUN TIOJTHOMOYCHHBIM
P.MM.06.PRC.007 y pe. |TpT Tp Y
PETUCTPAIOHHOTO yA0CTOBEPEHHS OPTAaHOM pedepeHTHOTrO

rocyiapcTsa  pelIeHUs 0
perucTpaud  MEIUIMHCKOTO
U3JICIHS

6. I'pymma nponeayp yBeaoMiIeHHuA 00 H3MEHEHHH CTaTyCa JEHCTBUA PETACTPAIOHHOTO
yZIOCTOBEpEHUA

21. Ilpouenypa "YBenomueHue 00 U3BMEHEHUU CTaTyca JEHCTBHS PETHCTPALIMOHHOIO
ynoctoBepenus" (P.MM.06.PRC.008) BbImoyiHsAETCS B Clly4ae M3MEHEHUS cTaTyca ACHCTBUSA
PETUCTPALIMOHHOTO YIOCTOBEPEHHUSI, B TOM YHKCJIE€ MPU MPEKPAILICHUN €T0 JEUCTBUS.

[IpencraBnenue CBEACHUNM OCYUIECTBISETCS B COOTBETCTBUU C PeriameHTom
MH(OPMAIIMOHHOTO B3aUMOJICUCTBUS MEXIY YINOJTHOMOYEHHBIMU OpraHaMu ToCyAapCTB —
4YJIeHOB EBpa3miiCKOr0 3KOHOMHYECKOTO COK3a IMPU pealu3alluh CPEICTBAMU
MHTETPUPOBAaHHOM MH(POPMALIMOHHOM cUCcTeMBbI 00111ero mnpoiiecca "dopMupoBaHue, BeieHUe
Y UCIIOJIB30BAHUE €IMHOTO PEECTPa MEAULIIMHCKUX M3EIUN, 3apETUCTPUPOBAHHBIX B paMKaxX
EBpa3uiickoro 3xoHoMuueckoro coro3a', yreep:xkaeHHbM Pemenunem Komerun EBpasuiickoit
skoHOMHUYeCckOM komuccuu oT 30 aBrycta 2016 r. Ne 92 (manee — Permament
WH)OPMAITMOHHOTO B3aUMOCHCTBUS MEXKIY YIOJTHOMOUYCHHBIMU OpraHaMHu ).

22. llpuBeneHHOE ONMKMCAHUE TPYMIBI MPOIEAYP YBEAOMIICHUS 00 U3MEHEHHH CTaTyca
JNEUCTBUS PETUCTPAMOHHOTO YAOCTOBEPEHMUS IIPEICTABICHO HA PUCYHKE 4.



WY yacruen //_\\ a¥YuacTien

= YeenoMacHue 00 HIMEHEHHH CTATVC A
i JeficTBHA perHeTPalHOHHOTO i : ; :
VIOIHOMOYEHHEL OpraH yaoctopepens (P.MM.06.PRC.008) }.|T11r_..lf4fth{f.ytit:HHhﬂT iiph'tl-[
pehepenTHOrO rocy IapeTra rocy JApCTBa NpH3HAHAA
(P.MM.06.ACT.002) (P MM.O6ACT.003)

Puc. 4. O6mas cxeMa IpyIibl PONEAyp YBEAOMICHHI 00 H3MEHEHHH CTaTyca JeHCTBHA
PETHCTPAaHOHHOI'0 YIOCTOBEPEHHA
23. [lepeuens npoueayp oOLIEro nporecca, BXOAAIMMX B IPYIILY MPOLEAYDP YBEIOMICHHS

00 U3MEHEHUH craryca I[eﬁCTBI/IH PETUCTPALITMOHHOI'0 YIOCTOBCPCHU, IIPUBCIACH B Ta6JII/IHG 4,
Tabnuma 4

ITepedens nponemyp o0mero mpouecca, BXOIAIIKX B TPYIITy MPOLEAYp YBEAOMICHH 00
M3MEHEHHMH CTaTyca JEHCTBUA PErHCTPAMOHHOTO YOCTOBEPECHIUA

Konosoe o603Hauenue Haumenosanue Omnucanue
1 2 3

npeHa3HaueHa Ui Iepeaadu
YIOOJHOMOYEHHBIM  OpPraHOM
pedepenTHOTO  rocymapcTBa
cBelleHHH 00 M3MEHEHHWH CTaTyca
JNEHCTBUS ~ PErHCTPAlMOHHOTO
YIIOCTOBEPEHHUS

yBEeIOMJICHHE 00 H3MEHCHHH
P.MM.06.PRC.008 cTratyca nefcTBUA
PETUCTPAIIIOHHOTO YJOCTOBEPEHUS

7. I'pymma nponeAyp NOIydeHAS CBEACHHUN IIPH PACCMOTPEHUH SKCIIEPTHOTO 3aKII09CHUS

24. Tlpoueaypbl NOTYy4YEHUS CBEICHUN MPU PACCMOTPEHUU IKCIEPTHOTO 3aAKIHOUYEHHUS
BBITIOJIHSIIOTCS MPU MPOBEACHUU HKCIEPTU3bI 0€30MacHOCTH, KadecTBa U 3((PEeKTUBHOCTH
MEIUIUHCKOIO U3/IeNs, & TAKXKE B XOJI€ BBIIIOJHEHUS SKCIIEPTU3bl IPU BHECEHUU U3MEHEHHM
B PETUCTPALlMOHHOE [JOChE€ M IPH COTJIACOBAHMHU DSKCIEPTHOrO 3aKJIIYEHUS Ha
3apEerucCTPUPOBAHHOE MeAUUMHCKOe wu3naenue. Ilpu ¢GopmMupoBaHUM YHNOITHOMOYEHHBIM
OpraHoM pe(epeHTHOro rocyapcTBa dKCIEPTHOrO 3aKIIOUYEHUS BBINMOIHIETCS mpolenypa "
Hanpasnenue cegenuii sxcneptHoro 3akiatouenus’ (P.MM.06.PRC.009).

B cinyyae BO3HUKHOBEHMS 3aMEUaHUN U MPEIIOKEHUN K DKCIIEPTHOMY 3aKIFOUYEHUIO
BbINIONTHSIETCS mpouenypa "HampaBrnenuwe 3aMeuaHuil M MPENJIOKEHUUW K KOMIUIEKTY
peructpanuonHoro gockse" (P.MM.06.PRC.010).

B ciyuae npuHATHS YIIOJHOMOYEHHBIM OPraHOM rOCYAapCTBa MPU3HAHUS PELIEHUS O
MOJATBEPKACHUM NpPU3HAHUS (HENPU3HAHUSA) SKCIEPTHOTO 3aKJIIOUYECHUS BBIMOJIHICTCS
npouenypa "lloarBepxxaeHue npuzHanus (HEOpHU3HAHUS) dKcrepTHOro 3akintoueHus” (P.MM
.06.PRC.011).



25. IlpuBeseHHOE ONMKCAHUE TPYIIIIBI MPOLEAYP MOTYUYEHHS CBEICHUI MPU PACCMOTPEHUH
AKCHEPTHOTO 3aKIKOYEHHUS MPEJICTABIECHO HA PUCYHKE 5.

/«"-f \}\
; \‘H__J_f_/ \"m

cc‘.'v'rmcme»f/’ .. «¥aacTHen
",

,»-'/ Hanpagnenme creasHH e
_,.f"' IKCTIEPTHOTO 3AKTIOTeHHA \“\
-~ (P.MM.06.PRC.009) S

w¥HgacTHen “ WY gacTHE "

Iy
-

"
YIIOTHOMOMEHHB B Epl'i"IH\-\_‘ Hanpagienne savedManuii H OpellokeHHli -
pediepeHTHONO OCYAaPCTBA ™. K KOMITEKTY PerHCTPALMOHHOTO Jocke o~ YOOTHOMOYSHHBLH oprag
P.MM.06.ACT.002 MM.06.PRC.OI0 FOCY JapeTea MPHIHAHNEA

¢ } R ® ) s (P.MM.06.ACT.003)

«¥HACTHEY " «¥aacmien

‘-.\\ r/,-'"'_'_ -""-.,_\ //

1l r:r/
rlu,lmep;}tq:_ic_ﬁ_lﬁz_npmﬂaum
(HeNpPHIHAHHA) IKCTIEPTHOrD

sakmodenns (P.MMO6.PRC.OL1)

Puc. 5. O6mas cxema rpynmsl Oponeayp IOJydeHHS CBEACHHH IPH pPacCMOTPCHHH
SKCIEPTHOI'O 3aKII09CHUS
26. Ilepeuenp npoueayp oOLIEro Npouecca, BXOJAIIUX B IPYNIy IpOUEayp MOTydeHUs

CBEJICHUH TIPU PACCMOTPEHHUH SKCTIEPTHOTO 3aKJIFOUYCHMS, PUBEICH B TaOiwHIIe 5.
Tabmuma 5

ITepedens nponemyp obmero mponecca, BXOIAIHUX B IPYIITy MPONEAyp MOTydSHHS CBEACHHUI NPH
PacCMOTPEHAH 3KCIEPTHOTO 3aKIIOYECHASL

KomxoBoe 0003Hauenmne HanmenoBanue Omnucanne
1 2 3

npeaHasHadYCHa g nepeaadu
YIIOJIHOMOYCHHBIM OopraHom

HaIpaBJICHUE CBEJEHUN
P.MM.06.PRC.009 P pedepeHTHOrO  rocyaapcTBa
HKCIIEPTHOTO 3aKITIOYCHHUS N
CBEJICHUH SKCHEPTHOTO 3aKIIOYECHUS
rocynapcTBaM IpU3HAHUS
IpeJHa3HaueHa Uil Iepefayu
HampapJieHME 3aMEYaHMi W  YINOJHOMOYEHHBIM  OpraHoOM
P.MM.06.PRC.010 NpPEeNJIOKEHUH K KOMIUIEKTY  TrocyAapcTBa IPU3HAHUSA 3aMeYaHUi

PErUCTPALITMOHHOI'O JOCHE n HpeI[JIO)KeHI/Iﬁ K KOMIUJICKTY
PETUCTPALTUOHHOT'O JOCHC

npelHa3HayeHa s [epenadyu
YIOJHOMOYEHHBIM  OpPraHOM
rocyapcrsa NpU3HAHUS

P.MM.06.PRC.011



NOATBEpKIAEHUE  Tpu3HaHus  ( TOATBEPXKIEHUS  mpusHamus  (
HENPU3HAHMS) JKCIIEPTHOTO HEIPU3HAHUA)  IKCIEPTHOIO
3aKJIFOYCHUS 3aKJIFOYCHUS

8. I'pyrma nponexyp HoJrydeHHs JOKyMEHTOB, COAEPXKAMMXCSA B PETHCTPAIMOHHOM JOCHE HIIH
0(opMIIEHHEIX TIPH €r'0 PACCMOTPEHHAH

27. IIpouenypsl MOIy4eHUS] JOKYMEHTOB, COAEPKANIUXCS B PETUCTPALMOHHOM JIOCHE WM
O(OPMIIEHHBIX TIPH €TI0 PACCMOTPEHUU, BBIMIOJHSIOTCS MPHU PETUCTPALMU MEIUIIMHCKOTO
W3JIETUS WIKM B IEPUOJ IEUCTBHS PETUCTPALIMOHHOTO yI0CTOBEPEHHS.

B ciyuae u3MeHeHus cocTaBa IOKYMEHTOB, COJIEPKAIIMXCS B PETUCTPAIMOHHOM JI0ChE
I 0(OPMIIEHHBIX IPU PACCMOTPEHUU PETHCTPALIMOHHOTO JJOChE, BBINOJIHAETCS MPOLEaypa
"VBenomieHue 00 U3MEHEHUU COCTaBa JIOKYMEHTOB, COJEPXKAIIMUXCA B PETUCTPAITHOHHOM
J0Che Win opopMIIeHHBIX TIpu ero paccMorpenun” (P.MM.06.PRC.012).

[Ipu monmyyeHnr yrmoJTHOMOYEHHBIM OPTaHOM TOCYIapCTBA MPU3HAHUS YBEIOMIICHUS 00
U3MEHEHUHU COCTaBa JOKYMEHTOB, COJEPXAUIUXCA B PErUCTPALMOHHOM JOChE WIIHU
0(OpPMIIEHHBIX MPU €T0 PACCMOTPEHUH, BBINOTHAETCS mpoieaypa "[lonyuenue cBeneHuit o
COCTaBe JIOKYMEHTOB, COJIEPKAIIUXCS B PETUCTPALIMOHHOM J10ChE WM O(DOPMIICHHBIX MPU €r0
paccmotrpenuun" (P.MM.06.PRC.013) wunu mnpouenypa "llomydeHue HOKYMEHTOB,
COJIEPKAILUXCSI B PETUCTPALMOHHOM JI0Ch€ WJIM O(POPMIIEHHBIX MpPH €ro paccMoTpeHuu" (
P.MM.06.PRC.014).

B ciyuyae HeoOXOIMMOCTH TMOJTYYEHUS] YIMOJHOMOYEHHBIM OPraHOM TOCyJapcTBa
NPU3HAHUS CBEJIEHUN O COCTAaBE IOKYMEHTOB, COJEPIKALIUXCS B PETUCTPAIMOHHOM JIOChE HIIU
O0(OpPMIIEHHBIX TIPH €r0 PaCCMOTPEHHH, BBINOMHAETCS mpoleaypa "llomyuenue cBeaeHuii o
COCTaBe JIOKYMEHTOB, COJIEPKAIIUXCS B PETUCTPALIMOHHOM J10ChE WIH O(DOPMIICHHBIX MPU €r0
paccmotpenuu" (P.MM.06.PRC.013).

B cnyyae HEoOXOAMMOCTH TOJYUYEHHS YIOJTHOMOYEHHBIM OpPraHOM TOCYJapcTBa
MPU3HAHUS TOKYMEHTOB, COJIEPXKAILUXCS B PETUCTPALIMOHHOM J10ChE WIN O(POPMIIEHHBIX IIPH
€ro pacCMOTPEHUH, BBINOJIHsAETCS npouenypa "llomydyeHre JOKYMEHTOB, COJEpKalIuXcs B
PErMCTPAllMOHHOM JI0Che Wi 0(OpMIIeHHBIX Ipu ero paccmorpenun” (P.MM.06.PRC.014).

28. IIpuBeeHHOE ONMKMCAHKE IPYIIIBI TPOLETYP MOTYYEHUS JOKYMEHTOB, COAEPIKALIUXCS
B PErUCTPAIMOHHOM J0ChE WM O(POPMIIEHHBIX MPHU €ro pacCMOTPEHUH, MPEICTABICHO Ha
pUCYHKE 6.



aVupcTuen wYuacTHen

YaeaomaeHue ob HIMEHEHHN
COUTHRA OKY MEHTOR, CONEpmanMLce
B PErHCTPANMOHHOM JOCKE
HITH OHOPMASHH RN
OpH ero paccMoTPeEHHH
{P.MM.OGPRCOL2)

w ¥ uacTuen //_-_-_‘\ wYyacTHen

Monyyenne cheaciii 0 cocTabe JOKYMCHTOB,
COUCPHAMIHNCA B PCIHCTPALHOHNIOM MOCLE WK
OPOPMIEHHBIX TIPH EFO PRCCMOTPEHHY
(P.MM.OG.PRC.O13)

hJU
}']il.'l.'!lil'.'l!-!ﬂ‘[l:i[][].'-Ii'! opras

FOCY IApCTha TIPHIHAHHA
(P.MM.O6.ACT.0035)

Y ITHOMOUSHHA Opray
pedepeHTHOrD rOCY IapCTRa
(P MM, 06, ACT.002)

o ¥ uactaen WY ugpeTHE D

MMosryuenue 20Ky MEHTOR,
COACPAAIMNCH B PCHCTPALHOHHOM
ACCHE WH POPMAEHHBIY NI 0o
paccmoTperuy (P.AMMO06PRC.0O14)

Prc. 6. O6mas cxema rpymnsl IPONEAYP MOIYICHHS TOKYMEHTOB, COACPXKAIIHXCA B
PETrHCTPAaIiOHHOM AOChE WM 0QOPMIIEHHBIX IIPH €TI0 PaCCMOTPEHIH

29. Ilepeuenp mporieayp oOI1ero npoiecca, BXOAAIUX B TPYIINY TPOIEAYp MOJTyUYeHUs
JOKYMEHTOB, COJICPXKAIIUXCSA B PETHCTPAIMOHHOM J0Che WU O(MOPMIIECHHBIX TPHU €ro

pacCMOTPCHUH, IIPUBCICH B Ta6JII/IH€ 6.
Tabmuia 6

ITepegens nponexyp o0mero mpomecca, BXOAAIMUX B ITPYIITy MPONEAyp HOIydSHHS JOKYMEHTOB,
COAEPXKAMMXCA B PETHCTPAMOHHOM JOCHE WM 0(QOPMIICHHEIX IIPH €T0 PACCMOTPEHAN

KonoBoe 0603nauenue HanmeHnoBanue Omnucanue
1 2 3

npelHa3HayeHa Il Tepeladyu
YHOJHOMOYEHHBIM  OpPraHOM
pedepeHTHOr0o  rocyapcrba
YBEAOMIICHHS 00 HM3MCHEHHH
COCTaBa JOKYMEHTOB, 0O(OPMIICHHBIX
yBeJOMJIeHHEe 00 H3MEHEHUU TIpH paccMOTpeHUH
cocTaBa JIOKYMEHTOB, PETUCTPAIIMOHHOTO JI0ChEe B XOJIE
P.MM.06.PRC.012 coJlepKalUXCcs B PETUCTPALlUOHHOM TMPOBEACHUS SKCTIEPTU3BI
J0che WM O(QOPMIICHHBIX IPH €ro 0e30MacHOCTH, KadecTBa H
paccMoTpeHHH 3 PEeKTUBHOCTH MEIUIIUHCKOTO
U3JeNUsl IIPU  PETrUCTpalHH
MEIUIIMHCKOrO U3JENMs, a TAKXKE 00
M3MEHEHUU COCTaBa JOKYMEHTOB,
COJIEPIKAIUXCSI B PErUCTPAlMOHHOM
Jocbe



NpeaHasHaYeHa IS TOJTYyYCHUS
NOJIyYEHUE CBEIEHHH O COCTABE yIOJHOMOYEHHBIM  OPraHOM
JAOKYMEHTOB, COAEPXKAIMUXCA B  TOCYJapCTBA NPU3HAHMA CBEACHUM O

P.MM.06.PRC.013 PETUCTPAalUOHHOM JOCh€ WJIH  cocTaBe JOKYMEHTOB,
0o opMIEHHBIX npu €ro COZICPIKAIUXCA B PETUCTPALIMOHHOM
paccCMOTpEHHUHI JI0Che WM O(POPMIICHHBIX TIPU €T0
paccMOTpeHHUH

nmpeaHasHavy€Ha I IIOJTYYCHUSA
YHOOJIHOMOYC€HHBIM OpraHom

MOJy4eHHe JIOKYMEHTOB,
rocynapcTBa MpU3HAHUSA
COJEPIKAIIUXCS B PETHCTPAlMOHHOM
JIOKYMEHTOB, COJAepXamuxca B

JOChE M O(POPMIIEHHBIX TIPH €T0
PErUCTPAllUOHHOM JOChE WU

PacCMOTPEHUH
0(GOpMIEGHHBIX  HpPH  €T0
paccMOTpeHNH

P.MM.06.PRC.014

9. I'pymma mponexyp noxydeHus Koja BHa MeAUIMHCKUX m3aenmii Coro3a

30. IIpouenypa "[lonydyenue koaa Buaa meauuuHckux uznenuii Coroza" (P.MM.06.PRC
.015) BeIMIOJIHSIETCS B CiTydae HEOOXOAMMOCTH TTOTYUYCHHS KOJIa BUAa MEIUIIMHCKUX U3ETUI
Coro3a, COOTBETCTBYIOIIETO KOAY BUJIa METUIIMHCKUX u3eauil [ 100anbHOM HOMEHKIATyphl
MEIUIIMHCKUX U3JETNN, YITOTHOMOYEHHBIM OPraHOM TOCyJapCTBa-wieHa, 3ampaliiBalommm
KOJI BUJa MEIUIIMHCKUX u3aenui Coro3a.

[IpencraBnenue CBEACHUNM OCYUIECTBISIETCS B COOTBETCTBUU € PerimameHTtom
UH()OPMAIIMOHHOTO B3aMMOICHCTBUSI MEXAY YITOJTHOMOUYECHHBIMHA OpTaHaMHU.
31. IlpuBeneHHOE OMMCAHKUE TPYIIIBI MPOLEAYP MOTYUCHHUS KOJA BUJIa MEAUIIUHCKUX
uzaenuii Coro3a MpecTaBiIeHO Ha pUCYHKE 7.
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al w Y uacTies /"__”"-a\ o Vuactien
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[ K‘M.h ___,-”)

il\.]_l'\ HEHHME KOO3 BHAa MCIENLTITHCENY H 1_']\‘_'|I1|-|. I_-\i_)h" = .
CNEPATOP HOMEHERATY P {P MM 06 FRC.015) ¥ IEONHOMOEHHBIL OPrayd
MENLITHCENY w3gemil Cowoan rocy JApCTeI-4nena,
(P MM 06 ACT.003) JANPIHBAREHT KOd BILlA
seANUIHCKIS ageanii Cowosa
(P MM 06 ACT 006)

Purc. 7. O6mas cxema rpymisl Nponenyp IOIydeHHA KOJa BUAa MEIUIMHCKUX W3IEITHHA
Coro3a
32. Ilepeuens mporeayp OOIIEro MpoIecca, BXOASIINX B TPYIITY HPOLEAYp MOTyUCHHUS

KOJla BU1a MeAUIMHCKUX u3aenuit Coro3a, npuBeeH B Tabnuie 7.
Ta6muia 7

ITepedens nponexayp o0IIEro mpomnecca, BXOAAIMAX B IPYIITy IPONeAyp HOIyYeHHs KOJa BUaa
MemuIHCKHX u3aenuii Coroza

KonoBoe o603Hauenue HanmenoBanue Omnncanne



1 2 3

npeHa3HaYeHa JUIs TOTyYeHHs KoJa
BHJA MeIUIIMHCKUX u3nennii Coro3a
HOJ'Iy‘-IeHI/Ie KOa BUJa MCOAUIIMHCKUX yHOJ’IHOMO‘leHHI)IM OpFaHOM

P.MM.06.PRC.015 N
nzgenuit Coroza rocyjapcTBa-4jicHa,

3alpaliuBalOIIUM KOJA BHUJa
MEIUIMHCKUX m3aeinnii Coro3a

V. HadopMamuoHHEIe 00bEKTH 00ImEro mponecca

33. Ilepeuenb UHGOPMAILIMOHHBIX OOBEKTOB, CBEICHUS O KOTOPBIX WIIM W3 KOTOPHIX
nepearTes B mpouecce HHPOPMAIMOHHOTO B3aUMOIEHCTBUS MEKIY YY4aCTHUKaMH OOIIETOo
npoliecca, IpuBeeH B Tabaue 8.

Tabmuua 8
ITepegens nHGOPMATMOHHBIX 0OBEKTOB
KOZ[OBOC o0o3HaueHue HaunmenoBanue Onucanue
1 2 3
COBOKYITHOCTbH CBEJECHUH,

dbopMmupymuXcs B Ipolecce

CBEIECHHUS O  pErucCTpamuu
perucTpauu  MeAULMUHCKOTO

MEIUILIMHCKHUX U3JIETUI

P.MM.06.BEN.001
W3JIETHS U TPOBEJCHUH CBS3aHHBIX
pouenyp

CBCACHHA O BHUOAX MCAUIIMHCKUX
m3genuii Corwsa ¢ ykKazaHHEM
COOTBETCTBYIOIINX WM BHIaM

CBEIEHUS O BHUIAX MEIUIMHCKUX MEIUIMHCKUX nu3neinii [ mobanpHoi
P.MM.06.BEN.002 A b L o 1

M3 IETHi HOMEHKJIATYPBl ~ MEIUIUHCKUX
M3JIeTINI, XpaHAIIMEecs y onepaTopa
HOMCHKHaTypBI MCEOAUIIUHCKUX
m3aenuii Corosa

VI. OTBETCTBEHHOCTH YIaCTHHKOB OOMIET0 Iporecca

34. IlpuBneyeHne K JUCHMUILIMHAPHON OTBETCTBEHHOCTH 3a HECOOJIOICHIE TPEOOBAHUH,
HaIlpaBJICHHbIX Ha OO€CHeYeHUE CBOEBPEMEHHOCTH MW IOJHOTHI IEpPEeNadyd CBEICHUM,
Y4acTBYIOIIMX B MH(OPMAILIMOHHOM B3aUMOJAEMCTBUM JOJKHOCTHBIX JIMII U COTPYJIHUKOB
Komuccun ocymecTBisieTcss B COOTBETCTBUHU € JJoroBopoM 0 EBpa3uiickoM 3KOHOMHYECKOM
coroze or 29 wmas 2014 roma, WHBIMM MEXIYHApOJHBIMU JOTOBOpAaMU M aKTaMH,
cocTaBJsIOIMMU TTpaBo Coro3a, a AOJDKHOCTHBIX JIMI U COTPYAHUKOB YIOJHOMOYEHHBIX
OpPraHoB I'OCYIapCTB-YICHOB — B COOTBETCTBUHU C 3aKOHOAATEILCTBOM I'OCYAapCTB-UJICHOB.

VII. CopaBo9HuKH ¥ KIacCH(PHAKATOpPE! 00mero mponecca

35. [lepeueHb cripaBOYHUKOB U KJIacCU(UKATOPOB OOIIETro Mpolecca NpruBeAeH B TAOIUIIE

Tabauma 9



IlepedeHb CpaBOYHHKOB H KIACCH(PHKATOPOB 00MmIEro mpomecca

Konosoe o603Hauenue

1

P.CLS.009

P.CLS.019

P.CLS.024

P.CLS.054

P.CLS.064

P.MM.06.CLS.001

P.MM.06.CLS.002

HanmenoBanue

2

KIIacCU(UKATOP EIIMHHIIL
H3MEPEHUS

KJIacCU(UKATOP CTpaH

MHpa

KJIacCU(HUKATOP SI3BIKOB

knaccuduratop

Tun

KiaccupukaTop

KiaccupukaTop

KJaccupukaTop

OpraHu3allunOHHO-TIPABOBBI KJ'IaCCI/I(l)I/IKaTOP

X popm

HOMEHKJIAaTypa
MCIUITHHCKHUX I/I3]1€J'II/II‘/’I
EBpaszuiickoro
9KOHOMHMYECKOTO COI03a

KJIacCU(HUKATOP BHUIOB
JOKYMEHTOB,
odhopMIsieMBIX  TpH
paccMOTpeHHH
PETHCTPALIUOHHOTO J10ChE
MEIUIIMHCKOTO U3IEIHS

KJIACCU(UKATOP BHUIOB
JOKYMEHTOB

knaccudukarop

KJ1acCUpUKATOP

KiIaccuhukaTop

Onucanue
4

COJICPIKUT TepeueHb KOJIOB
¥ HaUMEHOBAHUI €IMHHII
I/I3MepeHI/I§I B COOTBCTCTBUHN
¢ Pexomennmanueit Ne 20
EBponeiickoi

SKOHOMMYECKOH KOMUCCHH

OOH

COJIEPIKUT
HaMMEHOBAaHUM CTpaH U UX
KOIbI B COOTBETCTBUH CO
cragaaptom SO 3166-1

nepeyeHb

COJIEPIKUT
HAaUMEHOBAHMI S3BIKOB H
HX KOAbI B COOTBETCTBUH
co crangaprom ISO 639-1

nepeyeHb

COJIEP)KUT IepeueHb KOJIOB
51 HalUMEHOBAaHUU
OpTraHU3aLUOHHO-IIPABOBEI
x (opm, yTBepKIeHHbIH Pe
mennem  Konnmerun
Komuccun ot 2 ampens

2019 . Ne 54

COJIEPKUT TepeueHb BUOB
MEIHUITUHCKUX H3ACITUN C
YKa3zaHHEM X
HOMEHKJIATYyPHBIX
HaNMMEHOBAHUM, KOJOB U
omucaHum BHUJIOB
MEIUIUHCKUX HW3JCIUH,
YTBEpXKAEHHBIN Pemenuem
Komnernun Komuccnn ot 3
amperst 2018 1. Ne 46

COJIEPKUT IepeyeHb KOJOB
U HaMMEHOBaHUN BHJOB
JTOKYMEHTOB,
odhopMisieMBIX  TpH
paccMOTpEHUH
PETUCTPALMOHHOTO JI0Che
MEIUIIMHCKOTO H3JIeNHs,
yTBEpXKAEHHBIN Pemennem
Komnerun Komuccun ot 21
asrycra 2018 r. Ne 135

COJIEPKUT MEePEUYCHb KOJOB
W HaWMMEHOBAaHWUHM BHUOB
JTOKYMEHTOB
PErUCTPallOHHOTO J10ChE
MEIUIUHCKOI'0 H3JIEIIHS,



PErucTpalluOHHOIr0 JOChHE
MEIUIITMHCKOI'O U3ACIINA

KJ1acCU(HUKATOp CTAaTyCOB
perucTpanuoOHHBIX

YTBEpXKAEHHBIN Pemenuem
Konnernn Komuccuu ot 3
amperrst 2018 T. Ne 48

COACPKUT NEPCUCHb KOOOB
1 HAaUMEHOBaHMI CTaTyCoOB

P.MM.06.CLS.003 . KiIaccuhukaTop
yIOCTOBEpEHHH pEerucTpanuoOHHBIX
MEIULITHCKHX U3/ICITHH YIOCTOBEPEHHI
KJ1acCU(HUKATOp CTAaTyCOB
COIEPXKHT NEpEUCHb KOJIOB
JUIS OTCIICKHMBAHUS XOJa .
Y HaMMEHOBAHHUI1 CTaTyCOB
P.MM.06.CLS.004 PaCCMOTpPEHUS 3asBICHHUS KIaCCUPHUKATOP Y
JUISL OTCIIC)KHMBAHHUS XOJa
0 peructpanuu
paccMOTpeHus 3asiBICHUS
MEIULITHCKOTO U3/IeIHs
KJIAaCCU(UKATOP BHUIOB
COICPXKHUT IIepeUCHb KOJIOB
JJIEMEHTOB JIOKYMEHTOB, .
U HAaUMEHOBAaHUI BHIOB
o(OpMIICHHBIX  NpH
JJIEMEHTOB JIOKYMEHTOB,
paccMOTpeHHH
0oQOpMIICHHBIX  TIpHU
CTUCTPALIHOHHOTO JIOChEe
P.MM.06.CLS.005 P P KJ1acCUpUKATOP paccMOTpeHUU

Ha MECOAWIIMHCKOC HU3JICIINC,
nIJn JAOKYMEHTOB,
coacpKamunuxcs B
PEruCTpaliluOHHOM HOChE
Ha MCIUIIMHCKOC U3ACIUC

PETHUCTPAIMOHHOTO J0ChE,
17895 JOKYMEHTOB,
copepKamuxcs B
PETHCTPAITMOHHOM JI0ChE

VIII. IIponexyps obmero mpoecca

1. ITIpouexypst cOopa 1 aKTyaJu3anUy CBEACHHUH O PETHCTPAIIMA MEIUIUHCKHAX W3 ISIIHH

ITponexnypa "IIpeacrasnenne B Komuccmio cBepennii 0 nocrynwusmeM 3assieaun” (P.MM.06.PRC
.001)

36. Cxema BbInosiHEHUA mpoueaypsl "lIpencraBnenne B Komuccuro cBeneHuii o
noctynusiieM 3asBiaeHun" (P.MM.06.PRC.001) npencraBnena Ha pucyHke 8.



‘Y monHOMOUEHHEIH OpraH
pedepeHTHOTO TOCYIapPCTEA

b

[Mepegaua & Komuccumn
CEEIEHHH O MOCTYNHBIIEM J

‘Komuccus

:CreneHHa o perHCTPAIHE
MeTHIHHCEHY, H3OeTHH
[cEeaeHHg 0 nocTyMHEIIEM
3AABJIEHHH Mepe aHsl|

sagererus (P MM.06 OPR.001)

:CBegeHHs O perucTpaLHH { Tlpuen 1 oOpaboTra
MeIHUHHCKHX H3Jemni  |€ L CBeJeHHIT O MOCTYMHBIIEM

[oOHOBIEHE] sageterus (P MM .06 .OPE.002)

v

[Tonyuenne yBeIOMICHHA

0 PE3VILTATAX 00pPabOTKH

CEeJeHHI 0 IOCTYITHEIIEM
sagenemns (P MM.06 . OPE.003)

o

Puc. 8. Cxema BrmomaeHns nponenypsl "[IpencraBinenne B Komuccuio cBeneHnit 0
noctrynuBmeM 3assiieann” (P.MM.06.PRC.001)

37. llpouenypa "lIpeacranenne B Komuccuro cBeeHnil 0 MoCcTynuBIIeM 3asiBIeHUN" (
P.MM.06.PRC.001) BbImosiHsieTCs B cCilydae MOJYUYECHHUS YINOJIHOMOYEHHBIM OpPraHOM
pedepeHTHOro TocyapCcTBa CBEICHUHN O MOCTYIUBIIEM 3asIBJICHUU.

38. IlepBoii Beimosnsetcs onepanus "[lepenaua B KoMmuccuio cBeieHnid 0 MOCTYUBIIIEM
sasBieHun" (P.MM.06.0PR.001), mo pe3ynbTaTaM BBITIOJHEHHUS KOTOPOH YIOJHOMOYEHHBIN
opran pedepeHTHOro rocyaapcrBa GopmupyeT U HampabisieT B Komuccuio cBeieHUst o

MOCTYIIMBILIEM 3asIBJICHUU.
39. Ilpu noctymiennu B KoMuccuio cBeieHNi 0 TOCTYMUBIIEM 3asBJICHUH BBITIOTHICTCS
onepanus "[Ipuem u o6padoTka cBenenuii o nocrynusieM 3assierun” (P.MM.06.0PR.002),
M0 pe3yibTaTaM BBIMOJHEHUS KoTopod KoMwuccus mMmoiaydaeT yKa3aHHBIE CBEICHUS,
BBITIOJIHAET UX 00pabOTKyY M HAMpaBJISET YBEIOMIICHUE O Pe3yIbTaTax 00pabOTKU CBEJCHUH O
MOCTYIIUBIIIEM 3asBJICHUU B YIIOJJHOMOUYEHHBIN OpraH pe)epeHTHOTO TOCy/1apCcTBa.
40. Tlpu mocTymieHWHW B yHMOJTHOMOYEHHBIH OpraH pedepeHTHOro rocyaapcrBa
yBEJOMIICHHUS O pe3yibTaTax 00pabOTKU CBEACHHUI O MOCTYNUBIIEM 3asiBJICHUU BBITIOJIHSIETCS
oneparus "llonyueHue yBenoMieHus 0 pe3yiabTaTax oOpadOTKU CBEJACHUMN O MOCTYIHUBIIEM



3asiBneHun" (P.MM.06.0PR.003), no pe3yibTaTaM BBIIOJHEHHS] KOTOPOU YIOJHOMOYEHHbIN
opra pedepeHTHOro rocyaapcTBa MOJy4aeT YBEAOMJIEHHE O pe3yJsibTaTax o00padOoTKu
CBEJICHHI O MOCTYNUBILIEM 3asBJICHUU.

41. PesynbTatom BhITIOJIHEHUA npoueaypsl "[IpencraBienue B Komuccuio cBeieHU 0
noctynusiieM 3asBiaeHun" (P.MM.06.PRC.001) sBnsercs nonyuenne Komuccuelt ceaeHuit
O TOCTYNUBILEM 3asBJICHUM W TMOJY4YEHUE YIOJHOMOYEHHBIM OpraHoM pedepeHTHOro
rocyJapcTBa yBEIOMIICHHS O Pe3yJIbTaTax 00pabOTKHU CBEACHHI O MOCTYIMBILEM 3asBJICHUU.

42. Ilepeuenp omepanuii 00IIETO Mpoliecca, BHIMOIHAEMBIX B paMKax Mporeaypsl "
[IpencraBnenue B Komuccuto cBefenuii o nocrynusiieM 3assiaennn” (P.MM.06.PRC.001),

npuBezieH B Tabmuie 10.
Ta6muma 10

ITepegens onepamuii 00mero mpomecca, BHIIOTHACMBIX B paMkax npouenyps "I[IpeacraBnenne B
Komuccmio cBeeruii 0 nocrynuBmeM 3assieann” (P.MM.06.PRC.001)

KonoBoe 0003HaueHne HaumenoBanue Omnucanne
1 2 3
nepengaya B Komuccuro cBefgennii o mnpuBeaeHo B Tabnume 11
P.MM.06.0PR.001 pea A pHBe :
HOCTyHI/IBH_IeM 3as1BJICHUHN HACTOSIINX HpaBI/IJ'I
npueM U o0paboOTKa cBeIeHMH O IpuBedeHo B Tabiuune 12
P.MM.06.0PR.002 P P A pusea a
MOCTYIHBIIEM 3asiBICHUH Hacrosiumx [IpaBun
MOJy4YeHUE YBEIAOMIICHHUS O nprBescro B TaGmmme 13
P.MM.06.0PR.003 pe3ynbpTatax 00pabOTKH CBEACHUH O p

MOCTYIIMBIIIEM 3asIBJICHUN

Hacrosmux [IpaBun

Tabmuma 11

Omucanne onepanuu "Tlepenaga B Komuccuro cBeennii 0 nocrynvsnieM 3assiaeaun” (P.MM.06.

Ne i/t O0o3HayeHne dJIEMEHTA Omnncanne
1 2 3
1 Konosoe o603Hauenne P.MM.06.0PR.001
nepenaya B Komuccuto cepenuii o
2 HanmenoBanue onepauuu
MOCTYMUBIIIEM 3asBICHUH
MMOJIHOMOYEHHBII opran
3 Ucnonaurens y P
pedepeHTHOTo rocymapcTaa
BBITIOTHSETCS TMPU TOCTYTUICHUH
4 VCII0BHUS BBIIOJIHEHUS
3asIBICHUS
dbopmar u CTPYKTypa
MIPECTABISIEMBIX CBEICHHUH TOJIKHEI
5 OrpaHudeHus cooTBeTCcTBOBaTh  ONHCaHUIO

(hopMaTOB U CTPYKTYP IIEKTPOHHBIX
JIOKyMEHTOB U CBEACHUIA

WCTIONTHUTENb (POPMHUPYET CBEICHHUS
O TMOCTYNHBIIEM 3aiBJICHUH U
HampaBnser ux B Komuccuio B



6 Omnucanue onepauuu COOTBETCTBMM C PermameHtom
MH()OPMAMOHHOTO B3aNMOJICHCTBUS
MEXIY  YNOJIHOMOYECHHBIMHU
opranamu u Komuccueit

CBEIEHHUS O [MOCTYNHUBIIEM
7 Pesynprars 3asiBJIEHUHM  HAlpaBJEHBl B
Komuccuro

Tabmauma 12

Omucanue onepamuu "IIpueM u 06paboTka cBeaeHu# 0 nocTynuBmeM 3asBireHun” (P.MM.06.
OPR.002)

Ne i/t O0o3HayeHne dJIEMEHTA Onucanue
1 2 3
1 KonoBoe 0003Hauenme P.MM.06.0PR.002

npueM U 00paboTka CBeIeHHH O

2 HammeHoBanwme omneparumn
MOCTYMHUBIIEM 3asBJICHUU

3 Ucnomaurens Komuccus

BBINIOJIHACTCA TPU MOCTYIUICHUH
CBEJEHHH O TOCTYyNHBIIEM
3asBieHun (onepauus "llepenaya B
4 VY c10BUS BHIIOTHEHUS .
Komuccuio  cBemenuii o
nmoctynuBimeM 3asBierun” (P.MM

.06.0PR.001))

dbopmaT W CTPYKTypa CBEICHHIA
JTOJKHBI COOTBETCTBOBATH

5 OrpannyeHus Onucannio GopMaToB U CTPYKTYP
SJIEKTPOHHBIX JOKYMEHTOB H
CBEICHUM

WCTIOJTHHUTENIb IPUHUMACT CBEACHUS
U TIPOBEPSIET UX B COOTBETCTBHUH C
PermamenToM WHGpOPMAIIOHHOTO
B3aNUMOJIENUCTBUS MEXKAY
YOOJIHOMOYCHHBIMU OpraHaMu u
Komuccueit.
B cnyuae ycnemHoro BhIOJIHEHUU
MPOBEPKH UCTIOJTHUTENh
OCYIIECTBIISIET TIPHEM U 00paboTKy
CBEICHMH O TOCTYIHBIIEM
3asBJIICHUH, 3aTIOTHSS AATy U BpeMs
ux oOHOBIEHHA, (QOpMHpYET U
6 Ommcanye onepauyu HAIpaBIIeT YIOJIHOMOYEHHOMY
oprany pe)epeHTHOT0 rocyaapcTBa
YBEIOMIIGHHE O pe3ylbTarax
00paboTKM  CBEIEHUU O
MOCTYNMUBIIEM 3asgBICHUH CO
3HAYEeHWEeM KoJa pe3ylbTaTa
00pabOTKH, COOTBETCTBYIOILIEM
J00AaBJIICHUIO  CBEJACHUH, B
cooTBeTCTBUU ¢ PeriiameHTom
WH(POPMAIMOHHOTO B3aUMOJCHCTBUS



MEXJAY  YHOJHOMOYEHHBIMHU
opranamu u Komuccueit

CBEIEHHUS O  PEerucTpamuu
MEJIUIIMHCKUX U3CIHA OOHOBIICHEI,
YHOJHOMOYEHHOMY  OpTaHy

7 PesynbraTst pedepeHTHOTO  rocynapcTBa
HAaIpaBleHO yBEAOMJICHHE O
pesynbpTaTax 00paboOTKH CBEICHHUH O
HOCTYIIMBIIEM 3asBJICHUH

Ta6muma 13

Omucanue onepamun "TlonygeHne yBeAOMICHHUS O pe3yibTaTax 00paboTKH CBENECHHI O
moctynuBmeM 3assieaun” (P.MM.06.0PR.003)

Ne /i O0o03HayeHne dIeMEHTa Onucanue
1 2 3
1 KonmoBoe 0003Hauenme P.MM.06.0PR.003

HNOJIy4YeHUE yBEAOMIEHUA O
2 HanmenoBanue oneparin pe3ynbrarax 00paboTKN CBEICHUH O
MOCTYTHBIIEM 3asBICHUH

YIOJIHOMOYEHHBIN opran

3 Wcnonuurens
pedepeHTHOro rocynapcTaa

BBITIONHSCTCS TPH  TONYICHUH
UCIIOJIHUTENIEM YBEIOMJICHHS O
pe3ynbrarax 00paboTKU CBEJCHUIT O
4 VY coBUs BBIIOTHEHUS MOCTYTIMBIIEM 3aBJICHUHU (OIeparus
"Tlepenaua B Komuccuio cBefenuii o
nocrynuBiieM 3asBieHun” (P.MM
.06.0PR.002))

dbopmar U CTPYKTypa
MPEACTaBISEMBIX CBEICHUN JTOJKHBI
5 OrpaHuueHus cooTBeTcTBOBaTh  OIHMCAaHUIO
(hopMaTOB U CTPYKTYP SIEKTPOHHBIX
JIOKyMEHTOB U CBEACHUN

HUCIIOJIHUTECIIb IIpUHUMACT
YBEJIOMJICHUE W TIPOBEPSICT €ro B
COOTBETCTBHH C PermameHTOM
UH(OPMAIIMOHHOTO B3aUMO/ICHCTBUSI
MEXIY  YNOJIHOMOYCHHBIMHU
opranamu u Komuccueit

6 Omnucanue onepanuu

MOJYy4E€HO  YBEAOMIIEHHUE O
7 PesynbraTs! pe3ynpTaTtax 00pabOTKH CBEICHUH O
MOCTYTHBIIEM 3asBICHUH

ITponexypa "IIpeacrasnenre B KoMucchio cBeACHHH 0 PErHCTPAMU MEAUIUHCKOrO m3nemms” (
P.MM.06.PRC.002)

43. Cxema BbinosiHeHus npoueaypsl "lIpencraBnenne B Komuccuro cBeneHuil o
peructpanuu Meaunuackoro u3aenus" (P.MM.06.PRC.002) npencrasieHa Ha pucyHke 9.



¥ NOAHOMOYEHHBIT Opran
pepepeHTHOro rocy AapeTea

b

TMepenasa ceeagHnii
O PErHCTPALHE MCTHUITHCKOTO
manennsg (P MM 06 OPR .004)

K ompccna

Ceenenna 0 perucTpauim
MEIMLHHCKIX 1w3aennii
[cBeaenna ana
I3MEHEHHA Nnepetans|

Mpuem n oOpadoTka
CBEACHMIT O PerucTpainm
MEeIHLIIHCKOTD H3AeA
(P MM.06.0OPR.00S)

‘Ceenenua o perucrpauin
MEIHUMHCKIY H3Ieani
[oOHOBREHB]

k'
[lonyuenne yeeaomaeHus

0 pesyabtatax obpaboTkn [posepra BoiMOKHOCTH
CBEIeHNil O perncTpaL onyDANKOBAHNA CBeaeHNIT
METHIHHCKOTO H3TeNHA B eAIHOM peecTpe
(P.MM 06 OPR_006) L (P-MM.06.0PR.007)
[npeacTasnensticrenenus [OTCYTCTBVIOT CBEAEHIIA
O perncTpaufoHHOM O perHcipauloHHOM
YAOCTOBEPEHII YAOCTOBEPEHIH

MEOHMUHHCKOr O i*l'S.-'.'lE.I'IHF[I METHLITHCE 0T FI?HE.’THH]

y
Onyonukosadne ceeaeriii s
CANHOM pECCTPE Mochne
HIMEHEHHA CReNeHil
O PErHCTPALMI MEAHIITHCKOTO
isnenns ( P.MM.06 OPR.OOR)

Puc. 9. Cxema BemonsaeHAA nponeAypH "IIpeacrasnenne B KoMuccHio CBeIeHHI O perAcTpanyuy
MemumuaCKoro m3aemma” (P.MM.06.PRC.002)

44. Tlpouenypa "IIpeacrabienue B KoMuccuo CBEIEHUN O PErUCTPaAlui MEIULIMHCKOTO
mznenua" (P.MM.06.PRC.002) BbImoiHsAETCA YNMOJIHOMOUYEHHBIM OpPraHOM pedepeHTHOTO
rocyJlapcTBa B ciydae MNPUHATUS PEIICHUS O PErucTpaluyd MEIUIIMHCKOTO H3ACus,
W3MEHEHUS CBEJCHUMN O 3asiBJICHUM, a TAKKE W3MEHEHHS CBEJCHUN O 3aperuCTpUPOBAHHOM
MEIUIIMHCKOM M3JIEIUU ISl aKTyallu3allui CBEACHUN O PETUCTPALIMN MEIUIIMHCKUX WU3CIIHM,
xpansamuxcs B Komuccun.

B pamkax mpouenypsr "lIpencraBnenne B KoMuccuio cBeleHH O pPErUCTpaluu
MenunuHckoro u3aenus" (P.MM.06.PRC.002) Komuccus AOMOJHHUTEIBHO OOECIICUUBAET



onmyOnukoBanue Ha wHpopmanuoHHoM mnoptaie Coro3a CBEJACHUN W3 OTKPHITOM YaCTH
€JIMHOT0 peecTpa MEIUIIMHCKUX W3JCNIHM, a TakXke 00ecrneunBaeT BO3MOKHOCTH MOUCKA U
MIPEICTABIICHUS 3aMHTEPECOBAHHBIM JIMIAM OIyOJIMKOBAaHHBIX HA WH()OPMAIITMOHHOM TMTOpTajie
Coro3a cBeICHUIA.

45. TlepBoii BeimonHsieTcs onepanus "llepenada cBefieHUd 0 perucTpaluu MeIUIIMHCKOTO
m3nenus” (P.MM.06.0PR.004), o pe3yibraTaM BBITOJIHEHUS KOTOPOH YIIOJIHOMOYCHHBIN
opran pedepeHTHOTro rocyaapcrBa Gopmupyer U HampabisieT B Komuccuio cBeneHus: o
pErucTpanuy MEeIUIMHCKOTO U3IEHS.

46. IIpn noctymiennu B KoMHCCHIO CBEAEHUI O PETUCTPALMHA MEIULIMHCKOTO U3EIUs
BeITIONTHSIeTCs omnepanus "[Ipuem u oOpaboTKa CBEACHUN O PETUCTPAIUM MEIUITUMHCKOTO
maenus" (P.MM.06.0PR.005), o pe3ynbTaTaM BeINOJHEHUST kKoTopoi Komuccus nmosyyaer
YKa3aHHbBIE CBEJICHUSI, BBIMOJTHSAECT UX OOpaOOTKYy C COXpaHEHHWEM WCTOPUU MU3MEHEHUU U
HaIpaBIIIeT YMOJHOMOYEHHOMY OpraHy pedepeHTHOro rocyaapcTBa YBEIOMIICHUE O
pe3yibTatax 00pabOTKU CBEJEHUM O PETUCTPALIMU METUIIMHCKOTO U3EIHS.

47. Tlpu MmOCTYIUICHUH B YIOJHOMOYEHHBIH OpraH pedepeHTHOro rocyaapcrba
YBEJIOMJICHHS O pe3yJbTarax 00pabOTKU CBEICHUM O PETHCTpAIlUU MEIUIIMHCKOTO U3ETus
BhITIONTHsIETCs onepanus "[lonydeHne yBemoMiIeHUsT O pe3yiibTaTax oO0paOOTKU CBEIECHUN O
peructpanuu MeauruHckoro uznenus" (P.MM.06.0PR.006), o pe3ynbTaTaM BBINOJHEHUS
KOTOPOW yMOJHOMOYEHHBIM OpraH pedepeHTHOTO TOCyJapCcTBa OCYIIECTBISET 00pabOTKy
MOJIyUEHHOTO YBEIOMJIEHUSI O pe3yJibTaTaXx oOOpaOOTKM CBEIEHUW O perucrpaiuu
MEJIUIIMHCKOTO U3EHS.

48. B cnyudae BoinonHeHus oneparuu "llpuem u 06paboTka CBeICHHUI O PeruCcTpaluu
Meaunuackoro wuznenus" (P.MM.06.0OPR.005) swimonnsiercs omnepanus "lIIpoBepka
BO3MOYKHOCTH OImyOJUKOBaHUs cBefeHuil B enuHoM peectpe” (P.MM.06.OPR.007), mo
pe3yJibTaTaM BBINOJHEHHUSI KOTOPOU MOJYUYeHHBIE CBEJEHUSI O PETUCTPAIIMU MEIUIIMHCKOTO
W3JIeTUs TIPOBEPSIIOTCS B COOTBETCTBHH C TpeOoBaHusMu [lopsika popMupoBaHus U BeICHUS
nH(pOpMalIMOHHON cHUCTEMBI B c(epe oOpalieHuss MeIUIMHCKUX u3fenuii EBpasuiickoro
AKOHOMMYECKOI'0 COI03a, yTBep:kaeHHoro Pemenuem CoBera EBpasuiickoil 5JKOHOMUYECKON
komuccuu oT 12 despans 2016 1. Ne 30 (manee — [lopsaok), Ayist onpeeaeHuss BO3MOKHOCTH
UX OIyOJINKOBaHMS B €AMHOM peecTpe Ha nHpopmanmoHHoM nopraie Corosa.

B cnyuae nonyuyenusa KoMmuccuei cBeieHUd O perucTpaini MEIULMHCKOTO U3/IEIINsl, HE
MoJyIeXKaIIUX OMyOJMKOBAaHUIO B €IMHOM peecTpe Ha uHdopmanroHHoMm nopraie Corosa,
npouenypa "lIpeacraBnenue B Komuccuio cBeA€HUM 0 perucTpaiu MEAUIIMHCKOTO U3/ETIHs
" (P.MM.06.PRC.002) 3aBepraetcs.

49. B cnyudae nonyuyenus Komuccueil cBeieHU 0 perucTpalii MEIUIMHCKOTO U3IEIus,
noJJIexanux omyOJIMKOBAHUIO B €IMHOM peecTpe Ha mHpopmanuoHHoM mnoptaie Corosa,
BBITIOJTHSIETCS oniepalus "OnyOauKoBaHUE CBEJEHUN O PETUCTPALIMU MEUIIMHCKOTO U3/IeNHUs



" (P.MM.06.0PR.008), mo pe3ynbratam BbINOJHEHUS KOTOopod Kommccus obecrneunBaeT
onmyOJMKOBAHUE YKa3aHHBIX CBEJCHUN B €AMHOM peecTpe Ha MHPOPMAIMOHHOM IOpTaie
Coro3a.

50. PesynbTaTom BhInoaHeHus npouenypsl "llpencrasnenne B Komuccuto ceenenuii o
peructpauun wmenuiuuckoro wusgenus” (P.MM.06.PRC.002) saBasiercs mnojydyeHue
Komuccuelt cBeneHuil 0 perucTpalud MEAUIIMHCKOTO W3JAENHs U OMyOJMKOBaHUE HX B
eauHOM peecTpe Ha uH(popManroHHoMm mnoprtaie Coro3a B 00beMe, NPEeayCMOTPEHHOM
ITopsnkom.

51. Ilepedens omnepanuii 0OUIEro MPOIECCa, BBINOJHIEMBIX B paMKax MPOLEIypPb
[IpencraBnenne B Komuccuio cBeieHnit o peructpanuu Meauiuiackoro miaenus” (P.MM.06.
PRC.002), npuBeneH B Tabnuie 14.

"

Tabmuma 14

Ilepegens onepanuii 06mero mpomnecca, BHIIOJHAEMEIX B paMKax mporeayps "IIpeacrasienne B
Komuccrio cBeeHuit 0 peructpamuu Megumuackoro maaems” (P.MM.06.PRC.002)

KonoBoe 060o3Hauenue HanmeHnoBanue Omnucanue

1 2 3

mepeava CBeICHUM O PeTUCTpallMd MpUBEJeHO B Tabmume 15

P.MM.06.0PR.004
MEIUIIMHCKOTO U3IEIHS Hacrosmux [TpaBun
npueM u o0paboTKa CBeACHUH O 6 16
MIpUBEIEHO B Tabiuue
P.MM.06.0PR.005 perucTpauu  MEIULIMHCKOTO puBea t
HacTtosiux [IpaBun
H3EIHS
MONy4YeHUE yBEIOMIICHUS O
e3ybTaTax 00padOTKH CBEAEHUI O MpHUBEAEHO B Tabaume 17
P.MM.06.0PR.006 pesy P A pHBea i
peFI/ICTpaHI/II/I MECJUIIUHCKOTO HACTOSIINX HpaBI/IH
n3aciisa
mpoBepKa BO3MOKHOCTH ipuBexcHo B TaGmmme 18
P.MM.06.0PR.007 OIMyOITMKOBAHUS CBEICHUN B CIMHOM P
Hacrosmux [TpaBun
peectpe
omyOJIMKOBaHUE CBEJCHHUHA O et a6 e 19
IIPpUB H B T Jn
P.MM.06.0PR.008 perucTpanud  MEIMIUHCKOIO P A H

Hacrosawmux [IpaBun
H3Aenus

Tabmnuma 15

Omucanue onepaiyu "Ilepenada cBeeHmit 0 perucTpanuu MeguuHckoro u3aemua” (P.MM.06.
OPR.004)

Ne i/t O0o3HayeHne dJIEMEHTA Onucanue
1 2 3
1 KomoBoe 0003HaueHme P.MM.06.0PR.004
repejavya CBEJECHUNW O perucTpauuu
2 HammenoBanwme omnepaiumn
MEIULMHCKOIO U3IEIHS
MMOJHOMOYCHHBI I oprasu
3 HUcnonaurens y p

pedepeHTHOr0 rocyiapcTBa



BBIMIOJIHSIETCS MPU HU3MEHEHUHU
CBEJICHUH O CTaTyce pacCMOTPEHUS

4 YCI0BHS BBITOMHCHUS 3asBJICHUS, NPUHATUU PEUIEHUS O
perucTpanuu  MEAUIIMHCKOTO
n3acinAg Uil USMCHCHUHN CBGJICHPIIZ o
PETUCTPAIIMOHHOM YIOCTOBEPEHUHI

dbopwmar u CTPYKTypa
TIPEJCTABISIEMBIX CBEIICHHH TOJIKHEI

5 OrpaHudeHus cooTBeTcTBOBaTh  ONHCaHUIO
(hopMaTOB M CTPYKTYP IIEKTPOHHBIX
JIOKYMEHTOB ¥ CBEICHUI

UCIIONTHUTENb (POPMHUPYET CBEICHUS
0 PperucTpanuud MeAHIHUHCKOTO
M3JCAUs W HAIpaBlIsSeT HUX B
Komuccuio B COOTBETCTBHU C
PeriiaMmenToM WH(pOPMAIIIOHHOTO
B3auUMOAEHCTBUSI MEXY
YIOJTHOMOYCHHBIMH OpraHaMH H
Kommccueit

6 Omnwmcanue onepamnuu

CBCACHUA (6] perucrtpanuu
7 Pe3yJILTaTI)I MCIHUIOMUHCKOTO U3aciIauAd
MMpeACTAaBJICHBI B Komuccuto

Tabmnuma 16

Omucanue onepaiyu "IIpueM u 06paboTka CBeAEHHU O perHCTpaluy MEUIMHCKOT0 m3aemus” (
P.MM.06.0PR.005)

Ne i/t O0o3HayeHne dJIEMEHTA Onucanue
1 2 3
1 Konosoe 0603HaueHne P.MM.06.0PR.005
npueM U o0paboTKa CBEACHHUH O
2 HaumeHoBaHue omnepaiuu perucTpanuu  MEIUIUHCKOTO
31U
3 WUcnomaurens Kommuccus

BBITIOJIHSIETCS TMPU  TOJIYUYCHUHU
HCIIOJTHUTEJIEM CBEACHUU O
perucTpauu  MeIULHUHCKOTO

4 VY cI10BUS BBINOJIHEHUS m3nenusi (omepamus "llepemaua
CBEIEHUW O  perucrpaunuu
MemuiuHckoro m3aenus” (P.MM.06.
OPR.004))

¢opmMaT M CTpyKTypa CBEACHHH
JIOJKHBI COOTBETCTBOBATH

5 OrpannyeHus Onucannio GopMaToB U CTPYKTYP
OJICKTPOHHBIX JOKYMCHTOB u
CBEJCHUI

HCIIOJIHUTENb IPUHUMAET CBEACHUS
O PpErucTpanuud MEIULMHCKOro
U3JeNusd B COOTBETCTBUHM C
PernamenToM WH(pOPMaLMOHHOTO



B3aUMOICHCTBUS MEXKY
YIOJTHOMOYCHHBIMH ~ OpraHaMu
rocygapcTs-wieHoB 1 Komuccuei.
IIpu ycmemHOM BBITIOTHEHUHU
MPOBEPKH UCTIOTHUTEN!
3aIOJTHACT JaTy ¥ BpeMsi OKOHYaHUS
JIEHCTBUS CBEJCHUI O perucTpauuu
MEIUIIMHCKHUX U3aeIui,
xpansmuxcs B Kowmuccuw,
3HaUEHUEM JaThl U BPEMEHHU Havalia
JICHCTBHS MOTyICHHBIX aKTYaIbHBIX
CBEICHUN
0 pETHCTpallid MEIUIIMHCKOTO
W3ICIIHS.
B pesynbpTate cBeaeHus o
perucTpamuu  MEIUIHHCKHUX
u3nenuii, xpausmuecs B Komuccun,
6 Onucanue onepauuu
COXpaHATCA I oOecreUeHUs
BO3MOKHOCTH MPOCMOTpPa UCTOPUU
W3MEHEHUH W  CTAHOBATCA
HEJOCTYNHBIMUA JJIs JajbHEHei
00paboTkw;
3amoNHSIeT JaTy MW BpeMs
OOHOBJIEHHUSI  CBEIECHUH 0
peFI/ICTpaHI/II/I MCOUIIUHCKUX
u3nenuii, xpansaumxcs B Komuccuu;
HampaBysieT YBEIOMJIEHHE O
pe3yibpTatax 00pabOTKH CBEIACHUN O
perucTpauu  MeIULHUHCKOTO
W3JIENNS B YIIOITHOMOYCHHBIN OpraH
pedepeHTHOTO TOCymapcTBa C
yKazaHMeM KoJa pe3yJlbTaTa
o0paboTku CBEJICHUH,
COOTBETCTBYIOIIETO HM3MEHEHUIO
CBEJICHUH, B COOTBETCTBHUH C
PermamerToOM WHGOPMAIIMOHHOTO
B3aNUMOJENUCTBUSI MEXAY
YIOTHOMOYEHHBIMA OpPTaHaMH M
Komuccuei

CBEICHHS O  PErucTpaluu
MEJIUIUHCKOTO U3eNus
00paboTaHbl, YHNOJIHOMOYCHHOMY
oprany pe()epeHTHOro rocyaapcraa
HANpPAaBIECHO YyBEAOMJICHHE O
pe3yibpTaTax 00pabOTKH CBEICHUM O
PETUCTPALUH  MEJIUIMHCKOTO
U3eIHs

7 Pesynprarsl

Tabmuma 17

Omucanue onepaiyu "IlorygeHne yBeoOMIEHHS O pe3ybTaTax 06paboTKH CBeIeHH O
perucrpamyu MegunuaCKoro u3gemms" (P.MM.06.0PR.006)

Ne i/t O0o3HayeHne dJIEMEHTA Omnucanue



1 2 3
1 KonoBoe 0603HaueHme P.MM.06.0PR.006

MOJIy4YeHHE YBEJAOMIIEHHS O
pesyibpTatax 00pabOTKH CBEIACHUM O
PETHCTpAlUd  MEIUIIMHCKOTO
u3JeIHs

2 HanmeHnoBanwme omneparumn

YIOJIHOMOYEHHBIN opras

3 Wcnomaurens
pedepeHTHOro rocy1apcTBa

BBITIONHSACTCS TPH  TOIYYCHUH
WCIIOJHUTENEM YBEIOMICHHS O
pe3ynbpTaTtax 00paboTKu CBEICHHUH O
perucTpanud  MEeIUIIMHCKOTO
4 VYcoBus BEINTOTHEHUS "
m3nenua (omepauus "Ilpuem wu
00paboTKa CBeICHUH O pErUCTPALIUH
MeaumHCcKoro u3aenus" (P.MM.06.

OPR.005))

dbopmar u CTPYKTypa
MPENCTABISIEMBIX CBEICHUH TOMKHBI

5 Orpanuuenus CcOOTBeTCTBOBATL  OIHCaHUIO
(hopMaTOB U CTPYKTYP IMEKTPOHHBIX
JIOKYMEHTOB H CBEICHUI

HUCIIOJIHUTCIIb HpI/IHI/IMaCT
YBEJIOMJIEHHE B COOTBETCTBHUH C
PermamenToM WHGOPMAIIMOHHOTO
B3auMOAEHCTBUSI MEXITY
YIOTHOMOYEHHBIMA OpTaHAMH |
Komuccueit

6 Omnucanue onepanuu

YBEIOMJIEHHE O pe3yjbTarax
7 PesynbraTsl 00paboTKM CBEJICHNH O pETUCTPALIUH
MEIUIIMHCKOTO U3/IEIHSI OITy9eHO

Tabmnuma 18

Omucanue onepanuy "IIpoBepka BO3MOXHOCTH OITy0IMKOBAHHUS CBEeACHHI B eTUHOM peecTpe” (
P.MM.06.0PR.007)

Ne i/t O0o3HayeHne dJIEMEHTA Onucanue

1 2 3

1 KonoBoe 0003Hauenme P.MM.06.0PR.007
mpoBepKa BO3MOXXHOCTH

2 HaumeHoBaHwMe omneparuu OMyOJIMKOBAHUS CBEACHUH B €MHOM
peectpe

3 Wcnonuurens Komuccus

BBITIOJIHSCTCSA TPU  TOJYyYCHUH
HCIOJHUTEIEM CBEJCHHH O
pErHCTpallKl  MEIUIUHCKIX

4 VY ¢10BUSA BBITIOJIHEHNS m3nenuit (omepamus "llpuwem u
00paboTKa CBEICHUN O PETUCTPAINH
MeauiHckoro m3aenus” (P.MM.06.
OPR.005))



5 Orpannyenus -

UCIIOJTHUTEIIb BBITIONHSET MIPOBEPKY
MMpEACTAaBJICHHBIX CBC}ICHI/Iﬁ B
COOTBETCTBHHM C TpeOOBaHUSIMHU

6 Omnucanue onepauuu Ilopsnka u  ompexgensieT
BO3MOXKHOCTh UX OIYOJMKOBAaHHS B
eIUHOM peecTpe Ha

nHpopMannoHnHOM mopTaiie Corosa

ompenenaeH (aKT BO3MOXKHOCTH
OMyONUKOBAHHUSA  IMOJYyYCHHBIX

CBEICHHII O  perucTpauuu

MEIUIMHCKOTO M3JICIHs B €IUHOM
peectpe Ha HWHPOPMAIHOHHOM
nopraie Corosa

Ta6muma 19

7 PesynbraTst

Omucarue onepanun "Omy0IrKoBaHHE CBEACHHH O PETHCTPAAH MEIHIMHCKOro u3nemus"” (
P.MM.06.0PR.008)

Ne /i O003HayeHne dIIEMEHTa Onucanue

1 2 3

1 Konosoe 0603HaueHuE P.MM.06.0PR.008
onyOJIMKOBaHWE CBEJICHUH O

2 HaunmMeHnoBanue omnepaiuu perucTpanuu  MEIUIIMHCKOTO
W31ens

3 Ucnonaurens Komuccus

BBIMOJIHSACTCS TIPH yCTAHOBIICHUH
dhaxTa BO3MOXHOCTH
ONMyOJMKOBAaHUS  MOJy4YEHHBIX
CBEAEHUW O  perucrpaunuu
MEIMIHMHCKOTO U3AENUs B €IUHOM
peectpe Ha UHGOPMALUOHHOM
noprane Coro3za (omepanus
IIpoBepka BO3MOXHOCTH
OITyOJINKOBAHUSI CBEJICHUH B €MHOM
peectpe" (P.MM.06.0PR.007))

4 VY CIIOBUS BBITIOTHEHUS

CBEIICHHS OIyOIMKOBHIBAIOTCS B
eANHOM peectpe Ha

5 OrpannyeHus nHpopMannoHHOM mopTane Coro3a B
o0beMe,  TPEIyCMOTPEHHOM
[Topsaxom

UCIOJHHUTENb  OoOecreynuBaeT
onyOIIMKOBAaHNE CBEICHHUH O
6 Omnwucanue onepanuu perucTpaniuu  MEIUIIUHCKOTO
u3Neusi B €IMHOM peecTpe Ha
nHpopmannonHom nopraie Coroza

CBCIACHUA (6] perucrTpanunun
MCIOUIIUHCKOTO u3acansa

7 Pesynbrarst



OMyOJIMKOBaHBI B CAMHOM pEecTpe
Ha UWHGOPMAIMOHHOM TMOpTase
Coro3a

ITponexypa "Ilpeacrasnerne B KoMuccuio cBeiCHHH 0 MPEKPAIIEHHH pPaCCMOTPCHHAA 3asBIeHHA" (
P.MM.06.PRC.003)

52. Cxema BeinonHenus npouenypsl "llpeacraBnenune B Komuccuro cBeneHuit o
npekpamieHuu paccmorpenus 3asapiaeHus” (P.MM.06.PRC.003) npencraBnena Ha pucysnke 10

-¥YmonHOMOUEHHEIH Opras
pedepenTHOrO rOCYIAapCTEA

b

‘Konmmccns

Ilepegaua g KoumuccHio
CEEICHHH 0 MpeKpaneHHH
PACCMOTPEHHT 2a9BIeHHA

(P.MM.06.0PR.009)

:CeeneHHT 0 peTHCTPAITHH

METHITHMHCENX HITIeTIHH
[cEememma ona
HCEIHOIeHHA NepeIaHEl )

IIpuenm 1 oOpaboTKa
:CepegeHHA 0 perHCTpaHA .
_ CEEJeHHH O MpeKpanicHHH
MEeTHIHHCKHX H3IeTHR
T pACCMOTPEHHS 3A9EIeHHT
(P.MM.06.0PR.010)

Ilonvaenne yEeIOMICHHA
0 pe2yIsRTaTax 00paboTEH
CBEJEHHH 0 NpeKpalieHIH
PACCMOTPEHHA 3a9BICHHA

(P.MM.06.0PE._011)

o

Puc. 10. Cxema BomonaeHus npouenypsl "IIpeacraBnenne B Komuccmio cBenenmii o
IpeKpameHuy paccMoTperns 3assieHus” (P.MM.06.PRC.003)

53. Ilpouenypa "lIpenacrapinenre B Komuccuio cBeieHUI O MPEKPAILIEHUN PACCMOTPEHUS
3asBaenus" (P.MM.06.PRC.003) BbimonHsieTCa B cllydae MNPUHATHS YHIOJHOMOYEHHBIM
OpraHoM pe(epeHTHOT0 TOCYJapCTBA PEIICHUS O MPEKPAICHUN PAaCCMOTPEHUS 3asBJICHUS B
ClIy4asx, IpeaycMOTpeHHbIX [IpaBriiamu perucrpannm.

54. IlepBoii BeinosHsieTcs onepauus "[lepenaua B Komuccuro cBenenunii o mpekpaeHuu
paccmotpenus 3assienus” (P.MM.06.OPR.009), no pe3ynbTaraMm BBIIOJHEHHS KOTOPOM
YIOJIHOMOYEHHBIN oOpraH pedepeHTHoro rocyaapcrBa (GOpMHUPYET W HaIpaBiseT B
Komuccuro cBefieHus o npekpanieHuu pacCMOTPEHUS 3asBIICHHUS.



55. Ilpu nocryriennu B KoOMUCCHIO CBEICHUM O ITPEKPALIEHUN PACCMOTPEHUS 3asBICHUS
BbINONIHseTCs onepanus "llpuem u oOpaboTka CBeIEHUI O MPEKpalleHUU PACCMOTPEHHS
zasiBinenus" (P.MM.06.0OPR.010), mo pe3ynbTaram BbIIOJIHEHHS KoTOopod Kommuccus
NoJIy4aeT YKa3aHHbIE CBEJICHHUS, BBIMOJHAECT UX 00pabOTKy, U HAMpaBisieT yBEJOMIICHHE O
pe3ysibTarax oO0paOOTKM CBEACHHWN O TMPEKpalleHuH pPACCMOTPEHUS 3asiBICHUS B
YIOJHOMOYEHHBIN Oprad peepeHTHOr0 rocy1apcTBa.

56. Ilpu mocTymjaeHHH B YNOJHOMOYEHHBIM OpraH pedepeHTHOTro rocyaapcTBa
YBEJIOMIICHUSI O pe3yJibTaTax OO0pa0OTKH CBEJACHUM O MPEKPaAlEHUH PaCCMOTPEHUs
3asiBJIEHUS BbINOJIHAETCS onepanus "llomydeHure yBeJOMIIEHUS O pe3ylibTarax oOpabOTKu
CBEJICHMI 0 mpekpanieHun paccMorpenus 3assienus’ (P.MM.06.0PR.011), no pe3ynbTaTam
BBITIOJIHEHUS] KOTOPOUM YIOJIHOMOYEHHBIA OpraH peQepeHTHOr0 rocyJapcTBa OCYIIECTBISET
00pabOTKy MOTYYEHHOTO YBEOMIICHHS O pe3yIbTaTaXx 00paboTKH CBEACHUI O MPEeKpaIleHUN
paccCMOTPEHNUS 3asIBJICHUS.

57. PesynbraToM BeIosHEHHS TIpouenypsl "lIpencraBnenne B Komuccuro ceeaenuii o
npekpamieHun paccmotrpenusa 3asBieHusa”" (P.MM.06.PRC.003) sBusercs nonydeHue
Komuccueit cBegeHuit O TMpeKpalieHUHd PACCMOTPEHUs 3asBICHUS W TOJIy4YEHHE
YIIOJTHOMOYEHHBIM OpPraHoM pedepeHTHOr0 TOCYJapCTBa YBEIOMJIEHUS O pe3yJibTaTax
00paboTKH CBEACHUMN O MPEKPAIIEHUH PACCMOTPEHUS 3asBJICHHUS.

58. Tlepedens omeparmuii 0OIIEro MPOIECCa, BHIMOIHSIEMBIX B paMKax MPOIETypPhI
[Ipencrabpnenue B Komuccuio cBeeHui 0 mpeKpaiieHnn paccMoTperus 3asiaenus” (P.MM
.06.PRC.003), mpusenen B Tabdauiie 20.

"

Tabmauma 20

Ilepegens onepanuii 00mero mponecca, BHIOMHAEMEIX B paMKkax nmporexyps "IIpeacrasnenne B
Komuccrio cBeieHHit 0 mpeKpameHud paccMoTpern 3assieans” (P.MM.06.PRC.003)

KonoBoe 0603Hauenme Haumenosanue Onucanue
1 2 3

nepenada B Komuccuio ceaeHuit o
P.MM.06.0PR.009 MPEKPaeHN  PACCMOTPEHHS
3asBJICHUA

npuBegeHo B Tabmume 21
Hacrosmux [IpaBun

mpueM U o0paboTka cBeIeHUH o

0 22
P.MM.06.0PR.010 MpPEKpPALIEHUHd  PACCMOTPEHUS UPUBEACHO B TAbAMOe

HaCcToAIX HpaBI/IJ'I
3asABJICHUA

MOJy4YeHUE YBEIAOMIICHUS O

e3yJIbTaTaX 00pa0OTKH CBEJAEHUN O MpHUBELEHO B Tabmaume 23

P.MM.06.0PR.011 pesy P 8 puBea H
MPEeKpAIleHud  PACCMOTPECHHUS Hacrosiumx [paBun

3asBJICHUS
Tabmuma 21

Omucanue onepamuy "Ilepenaga B Komuccuro cBeieEri 0 IpeKpamesny pacCMOTPEHHS
sagBieana” (P.MM.06.0PR.009)



Ne i/

Omucanne onepauun "IIpueM u 06paboTka cBeieHH# 0 NPEKPaCHUH PaCCMOTPEHHU 3asBICHHUA"

(P.MM.06.0PR.010)

Ne /i
1
1

O0o03HaueHne djIeMeHTa
2

KomoBoe o0o3HaueHMe

HanMenoBanue onepaunu

Wcnonaurens

VCIIOBHS BBIIOJIHEHUS

Orpannyenus

Omnucanue onepauuu

PesynbraTs!

O06o03HaueHnE PIEMEHTA
2

KonoBsoe o603HaueHne

HaumenoBanue onepanuu

Wcnonaurens

VCIIOBHS BBIIOJIHECHUS

Omnucanue
3
P.MM.06.0PR.009

nepenaya B Komuccuto cBeaeHuii o
MpEeKpaleHn  PacCMOTPEHHS
3asABJIICHUA

YIOJIHOMOYEHHBIN opraH
pedepenTHOTrO TOCY TApCTBA

BBIIIOJIHACTCS npu MPpUHATUA
YIOOJHOMOYEHHBIM  OpPraHOM
pedepeHTHOr0o  rocyaapcTaa
pemieHusT O  MpPEKpaleHHHU
paccMOTpeHus 3asBICHUS

dbopmaT U CTPYKTypa CBEICHHIA
JIOJIKHBI COOTBETCTBOBATH
Onucanuio GopMaToB U CTPYKTYP
JJEKTPOHHBIX JIOKYMEHTOB H
CBEICHUN

UCIIOJTHUTENb (POPMHUPYET CBEICHHUS
0 TpEKpallleHHH PACCMOTPEHUS
3asBJICHUS. W HaNpaBisieT UX B
Komuccnuro B COOTBETCTBHU C
PermamenToM WHGOPMAIIOHHOTO
B3auMOIeHCTBUS MEXIY
YOOJIHOMOYCHHBIMU oOpraHaMu u
Komuccueit

CBEICHUS O MpeKpameHuu
paccMOTpeHUS 3asBICHUSI
npenacrasieHsl B Komuccuto

Ta6muma 22

Omnucanue
3
P.MM.06.0PR.010

npueM U 00paboTka cBeIeHHH O
NPEKpAIleHUH  PacCMOTPCHHS
3asBIICHUS

Komuccus

BBITIONHACTCSA TIPU TOTyYCHUH
CBEIEHUH O IpeKpalleHUuU
paccMOTpeHHs 3asBICHH (OTepanus
"[Tepenaua B Komuccutio cBeneHuit o
MPEKPANCHUH  PACCMOTPCHHS
sasenerus” (P.MM.06.0PR.009))

dbopmar M CTPYKTypa CBEICHHM
JOJI?KHBI COOTBCTCTBOBATH



5 Orpannyenus Onwucanuio GpopMaToB M CTPYKTYp
3JEKTPOHHBIX JOKYMEHTOB U
CBEICHUN

UCTIOJHUTENNb IPUHUMAET CBEACHUS
U MPOBEPSIET UX B COOTBETCTBUHU C
PernmamenroM uH(pOPManMOHHOTO

B3aMMOIEHCTBHSI MEXIY
YIOTHOMOYEHHBIMA OpTaHaMH |
Kommuccuei.

B ciydae ycnenmrHoro BBITOJTHEHUS
MPOBEPKH HCIIOIHUTEIH 3aMlOHACT
JIaTy ¥ BpeMsi OOHOBIICHHUS, @ TAKXKe
KOHEUHYI0 J1aTy Mepuojaa AelcTBus
CBEJIEHUH O  perucTpaunuu
MEANIHHCKUX W3JENHH,
xpassmuxcs B Komuceunn.

Konust cBenenmii o perucrpauuu
MEIUIMHCKUX U3AETUN COXpaHsIeTCs
6e3 BO3MOXXHOCTH JajbHeiIero
pelaKkTHPOBaHUs JJIsl 00eceueHHs
IpPOCMOTpPa HCTOPUM H3MEHEHHUH.
Hcnonautens ¢dopmupyer u
HalpaBisieT YNOJHOMOYEHHOMY
opraHy pedepeHTHOTO rocyaapcTBa
YBEIOMJIGHHE O pe3yibTarax

6 Omnucanue onepanyuu

00paboOTKH  CBEICHHUU O
MpEeKpalleHud  PacCMOTPEHHS
3asBJIGHUSI CO 3HAYEHHEM Koja
pe3ynbraTta 00pabOTKH CBEICHHUIA,
COOTBETCTBYIOIIETO OOHOBIICHHIO
CBEJICHHUH, B COOTBETCTBHHU C
PernamenToM WH(pOPMaLMOHHOTO
B3aMMOJEHCTBUS MEXIY
YHOJIHOMOYEHHBIMH OpraHaMH H
Komuccueit

CBEIEGHHS O  perucTpanuu
MEJIUIIMHCKUX U3JCIHA OOHOBJICHEHI,
YHOOJTHOMOYEHHOMY  OpraHy
pedepenTHOrO  rocymapcTBa
HaIpaBlIeHO YyBEAOMIICHHE O
pe3ynbpTaTtax 00paboTKH CBEICHHUH O
IPEKpaIleHu!  PacCMOTPCHHS
3as1BJICHUA

Ta6muma 23

7 PesynbraTs!

Omucanue onepauun "TlonyueHne yBeAOMICHHS O pe3ybTaTax 00paboTKU CBENeHH O
mpeKkpamennn paccMorpenus 3assienna” (P.MM.06.0PR.011)

Ne /i O0o03HayeHne dIeMeHTa Omnucanue
1 2 3
1 Konosoe 0603HaueHue P.MM.06.0PR.011



MOJy4YCHUE yBEAOMIICHUS O

2 Haumenosanue oneparun pe3ynbpTatax 00pabOTKH CBEICHUN O
MPEKPAEHHH  PAacCMOTPCHHS
3asBIICHUS

YIOJIHOMOYEHHBIN oprax

3 WUcnomaurens
pedepeHTHOTO rocyIapcTBa

BBITMIONHACTCS. TPH  TOIYYCHUH
UCIIOJIHUTENIEM YBEIOMJICHHS O
pe3ynbrarax 00paboTKU CBEJCHUIT O
MpEKpalleHud  PacCMOTPEHHS
3asiBiieHust (onepanust "llpuem u
o0paboTka  CcBeAEGHHH O
MPEKpalleHnd  PACCMOTPEHHS
saseieaus" (P.MM.06.0PR.010))

4 VCIIOBHS BBIIOJTHEHUS

dbopmar U CTPYKTypa
MPEJCTABISIEMBIX CBEICHUH TOJIXKHBI

5 OrpannueHus COOTBETCTBOBATHL  OmHCaHHIO
(hopMaTOB U CTPYKTYP IEKTPOHHBIX
JIOKyMEHTOB U CBEACHUN

HUCIIOJTHUTCIIb MNpUHUMACT
YBCAOMJIICHUEC U MPOBEPSACT €ro B
COOTBETCTBHH ¢ PerimameHToM

6 Omnucanue onepanuu .
WH(POPMALIMOHHOTO B3aUMOICHCTBUS
MEXIYy  YHOJHOMOYECHHBIMH
opranamu u Komuccueit
YBEOMIIGHHE O pe3ylibTarax
o0paboTku CBEIEHUN 0

7 PesynbraTs

NPEKpAIleHU!  PacCMOTPCHHS
3asBJICHUS [IOTyYEHO

2. IIponenypsl HOMy9CHHSA CBEACHUIA O PETUCTPAIMH MEIUITMHCKUX W3eIHH

ITponexypa "Ilonyderue uaGoOpMaImH O AaTe U BpEMEHH OOHOBJIEHHS CBEICHHI O PETUCTPAIIUI
MemumuHCKuX u3pemuit" (P.MM.06.PRC.004)

59. Cxema BbinonHeHusa npoueaypsl "[lonydenue nHpopmMauuu o JaTe U BPEMEHH
OOHOBJICHUSI CBEJEHUN O peructpauun meaunuHckux wugenuit” (P.MM.06.PRC.004)
MpEeICTaBICHA HA pUCYHKe 11.



Y IOIHOMOYSHHEIH Opraf

rocyAapCcTEa-4IeHa Konmcens
Janpoc HEQOPMAITHE O JaTe H :CeeeHHA O PETHCTPALTHH
BpPEMEHH 0OHOBIEHHA CBEIEHHH MeHUHHCKHX H3JeTHH
O PETHCTIPALHH MeIHITHHCKHX [maTa u Bpema
mzgemuid (P MM.06 OPE 012) J ODHOBISHHA 2alpOMIEHE] |

:CeeeHnA 0 perHCTPALHH
METHITHHCEHX H3JeTHHA
[zaTa B BpeMA OOHOBICHHA
IIpeacTaEIeHE]

HHOOPMAITHE 0 JaTe H BPeMeHH

( IMoaroToeka H NpeacTaBIeHHE
OOHOBICHHA CEeIcHHH

O perHCTPallHH MeJHIHHCEHK

uzgemnd (P.MM. 06 OPE.013)

Ilpsiem | obpaboTra
HEDOPMAIIHH 0 JATE H BpEMEHH
OOHOEISHHA CESICHHI 0
PETHCTPALIHH MeTHITHHCKHX

mzgemnd (P.MM.06.OPR.014)

e -

®

Puc. 11. Cxema Bemonaerns nponexypsl "Ilomydenne nadopmammm 0 qare 1 BpEMEHH
OOHOBJICHHUS CBEACHWUH O perucTpanny MeaumuHCkux maemmit” (P.MM.06.PRC.004)

60. IIponeaypa "l[lonyuenune nadopMaluu O AaTe U BpeMeHU OOHOBJICHUS CBEICHUHN O
peructpauun meauuuHckux uzgaenui" (P.MM.06.PRC.004) BbinonHsI€TCS B LENSIX OLICHKH

HEOOXOJUMOCTH CHHXPOHHU3AIMU XpaHsANuXcs B HUHPOPMAIMOHHON CHUCTEMeE
YIIOJJHOMOYEHHOI'O OpraHa roCyJapCTBAa-4jieHa CBEICHUM O PETHCTPALMU MEIULMHCKHX
U3JIENINIA CO CBEICHUSIMU O PETUCTPALIMM MEAULMHCKUX U3JIETIUi, XpaHsmumucs B Komuccun.
61. IlepBoil BhImosiHsIeTCS omnepanus "3anpoc MHPOpPMALMU O AaTe€ U BPEMEHU
OOHOBIIEHUSI CBEACHUN O peructpanuu meauruuckux um3aenuin" (P.MM.06.0PR.012), no
pe3ysbTaTaM BBIMOJIHEHUS! KOTOPOH YIOJTHOMOYEHHBIN OpraH rocyapcrBa-ujieHa GoOpMHUpPYyeET
u Hanpasisger B Komuccuio 3ampoc Ha mpencraBiieHne MHGOpPMAIMM O JaTe U BPEMEHU
OOHOBJICHUS CBEJICHUH O pErucTpallid MEIUIMHCKUX U3eNui, Xpansaumxcs B Komuccun.
62. IIpu moctyminenuu B Komuccuro 3ampoca Ha mpeacTaBieHue nHPopMalum o AaTe u
BpEMEHH OOHOBIICHHSI CBEJCHUN O PETHCTPALMU MEIULIMHCKUX H3ICITUN BBITTOTHSAETCS
onepauus "llonrotroBka u mpencraBieHue MHGOPMALKUU O JaT€ U BPEMEHH OOHOBJIEHUS
cBefleHui o peructpanuu MenuuuHckux magenuit" (P.MM.06.0PR.013), no pe3ynbraram



BBINIOJIHEHUs KoTopoit Komuccus Hampaiisger MHQOpMAIUIO O JaTe U BpeMEHU OOHOBJICHMUS
CBEJICHUW O PErucTpauvv MEIUIUHCKUX H3JEIUA YIOJHOMOYEHHOMY OpraHy
rocyJ1apCTBa-4JcHa.

63. Ilpu nocTyruieHN B YIOJTHOMOYEHHBIN OpraH rocyjaapcrBa-ujieHa HHGopManuu o
7aTe U BpEMEHU OOHOBJIEHUS CBEACHHUI O PErUCTPALIMHM MEAUIIMHCKUAX U3JIETUN BBIIOJIHAETCS
onepauus "[Ipuem u o6paboTka uHGOpPMAIIMU O J1aT€ U BPEMEHH OOHOBJIEHUS CBEJACHHUI O
peructpanun Meauuuackux uzaenui" (P.MM.06.0PR.014), no pe3ynabTaraMm BBITIOJTHEHUS
KOTOPOW YIOJTHOMOYEHHBIM OpraH TOCYyJapCTBa-4wieHa OCYLIECTBISET 0O0paboOTKy
MOJY4YeHHOM MH(OpManuu O AaTe W BpPEMEHHU OOHOBJICHHUS CBEACHUU O PErucTpaluu
MEIULMHCKUX U3JICNINHI, XpaHsamuxcst B Komuccun.

64. PesynbraTrom BbinosiHeHUs npoueaypsl "[lonyuenue nudopmanuu o gate 1 BpeMeHU
OOHOBNIEHHSI CBelleHMH o peructpauun Meaunuuckux wuzaenuit" (P.MM.06.PRC.004)
ABJISIETCS TIOJTyYEHHUE YITOJIHOMOYEHHBIM OPraHoOM rocyAapcTBa-uieHa HHGOpMAIIMK O JaTe U
BPEMEHHU OOHOBJIEHHSI CBEIECHUU O PErucTpaluy MEIULMHCKHUX W3AENIHM, XpaHALIUXCSA B
Komuccun.

65. Ilepeuenp omeparuii oOILIEro Mpouecca, BBHIIOIHAEMbIX B paMKax Hpoueayps "
[Tonyuenue uHpoOpMamuu O JaTe U BPEMEHHM OOHOBIIEHMSI CBEICHHMI O perucTpanuu

MenuuuHckux m3aenuit" (P.MM.06.PRC.004), npuBenex B Tabnuiie 24.
Tabnuwua 24

Ilepegens onepanuii 06mero mponecca, BHIIOIHAEMEIX B paMKax mponexypst "Ilomygenne
FHGOpMaIUY O JaTe X BpeMEHH OOHOBJIECHHUA CBEACHUH O PETHCTPANMH MEAUIWHCKUX H3aemui" (
P.MM.06.PRC.004)

Konosoe o603Hauenme Haumenosanue Onucanue
1 2 3

3ampoc WHPOpPMAIUU O 1ate Hu

BpeMeHU OOHOBJIEHHS CBEIACHMI O TMpPHMBEAEHO B Tabaume 25

P.MM.06.0PR.012 P p :
peFI/ICTpaL[I/II/I MCOAUIIUHCKUX HACTOSIINX HpaBI/IH

U3AeIIUi

MOATOTOBKA W TIPENCTABICHHE
nH(popMaK O JaTe U BPEMEHHU

P.MM.06.0PR.013 OOHOBJICHHS  CBEJCHHH O
peFI/ICTpaLII/II/I MCOAUIIUHCKUX
HU3JIETUHA

npuBeneHo B Tabmnume 26
Hacrosmux [paBun

mpueM 1 06paboTka HHPOPMALIIN O
aTe W BpPEeMEHH OOHOBJIIEHHS NpuBeneHo B Tabaume 27
P.MM.06.0PR.014 A PP PHBEA a
CBCACHUU [0 peFI/ICTpaHI/II/I HACTOSIINX HpaBI/IH

MEIULMHCKUX W3IEIUN
Tabmuma 25

Ommucanue onepaimn "3anpoc uHEGOPMAIHH O IaTe ¥ BPEMEHH OOHOBIICHHUS CBEICHMI O
peructpanym MeguouHCkuX u3aemmi" (P.MM.06.0PR.012)



Ne i/

Omucanne onepauun "IloaroToBka ¥ npeacTaBiIcHHE HHYOPMAIWH O JaTe ¥ BpeMEHU OOHOBICHUS

O0o03HaueHne djIeMeHTa
2

KomoBoe o0o3HaueHMe

HaumenoBanue ornepannun

Ucnonaurens

VCIIOBHS BBIIOJIHECHUS

Orpannuenus

Onmucanue ornepannu

PesynbraTsl

Omnucanue
3
P.MM.06.0PR.012

3ampoc WHGOpPMAUA O nOaTte u
BpEMEHH OOHOBIICHHS CBEICHHH O
perucrtpanuu MCEIUITNHCKUX
U3JIeIui

YIOJHOMOYEHHBIH opraH
rocynapcTBa-4ieHa

BBITIOJTHSETCS PU HEOOXOAMMOCTH
mosyueHus: nHGOPMAaIUU O JaTe u
BPEMCHH OOHOBJICHHS CBEICHHHA O
perucTpamuu  MEIUIHHCKUX

n3nenuii, xpansumxces B Komuccun

dbopmar u CTPYKTypa
MPEJCTABISIEMBIX CBEICHUH JOJIXKHBI

COOTBETCTBOBATL  OmHCcaHHUIO
(hopMaTOB U CTPYKTYP IEKTPOHHBIX
JIOKyMEHTOB U CBEACHUN

UCIONHUTENh (QopMHUpYEeT U
HanpasiseT B Komuccuio 3ampoc Ha
TpeCcTaBlIeHre HH()OPMAIIH O 1aTe
W BpeMEHHU OOHOBJICHHS CBEJCHHUN O
perucTpanuu MEIUIINHCKHUX
U3JIEIUi B COOTBETCTBUH C
PeryiaMmenToM WH(pOPMAIIIOHHOTO
B3aMMOICHCTBHSI MEXAY
YIOTHOMOYEHHBIMA OpTaHAMH U
Komuccuei

3alIpoc Ha  MpeJCcTaBICHUE
nHGOpMAIIK O JaTe U BPEMEHU
OOHOBIIEHHS  CBEICHHH O
perucTpamuu  MEIUIUHCKUX
n3nenuil HarpasieH B Komuccuto

Ta6muma 26

CBEICHHIA 0 perucTpanui MegumuHCKuX u3nenmit" (P.MM.06.0PR.013)

Ne /it
1
1

O0Oo3HauyeHKe dJIEMEHTA
2

KonmoBoe 0003HaueHme

HanmenoBanue ornepannu

Ucnonaurens

Onucanue
3
P.MM.06.0PR.013

MOJATOTOBKAa U MPEACTaBICHHE
nHQOpMAIIK O JaTe ¥ BPEMCHU
OOHOBIIEHHS  CBEICHHH O
perucTpamuu  MEIUIHHCKUX
U3AEIINH

Komuccus



BBITTOJIHACTCA MOpU MOCTYIJIICHHUU
3ampoca Ha  TIPEACTaBJICHUE
uHbOpMAIMK O JaTe W BPEMEHH
OOHOBJICHUST ~ CBEJCHUU O
perucTpanu  MEJUIUHCKHX
m3genuii  (omepanms "3ampoc
uHpOpMAllMM O JlaTe W BpPEMEHH
OOHOBJICHUS  CBEICHUH O

4 VcioBYs BBIIOIHEHUS

perucTpanmuy  MEJUIUHCKHX
mpemmit”" (P.MM.06.0PR.012))

dbopmar U CTPYKTypa
MPEACTABISIEMbIX CBEJICHUHN JOJIKHBI

5 OrpannueHus COOTBeTCTBOBAThL  OIHCaHUIO
(hopMaTOB U CTPYKTYP IMEKTPOHHBIX
JTOKYMEHTOB ¥ CBEICHUI

UCIIOJTHUTEIND BBHINIOJIHAET IIPOBEPKY
MOJIYYEHHOTO  3ampoca B
COOTBETCTBUH ¢ PeriameHnToM
UH(OPMALIMOHHOTO B3aUMOEHCTBUA
MEXIYy  YIOIHOMOYECHHBIMH
opranamu 1 Komuccuei.

6 Onucanue onepanuu IIpn ycnemHOM BBINOJHEHUU
HPOBEPKU HCTIONHHUTENb (OPMUPYET
W HaIpaBJIsgeT OTBET Ha 3ampoc B
cOOTBEeTCTBUU ¢ PeriameHnToM
UH(OPMALMOHHOTO B3aUMOIEHCTBUA
MEXIYy  YIOJIHOMOYECHHBIMH
opranamu u Komuccueit

nHdopmanus O Jare U BpeMs
OOHOBJICHUS ~ CBEJEHUH O
perucTpamuy  MEJUIIMHCKHUX
7 PesynbraTst .
n3aenui npeacTaBiIcHA
YHOJHOMOYEHHOMY  OpTaHy

rocyaapcTBa-4icHa
Ta6muma 27

Omucarne onepauun "IIpueM u 06paboTka rHPOpMamuy O JaTe H BpeMEeHH OOHOBIICHUA
CBeIeHUiA 0 perucTpanuu MeaumuaCkux u3nemmi" (P.MM.06.0PR.014)

Ne /i O0o03HayeHne dIeMEHTa Onucanue
1 2 3
1 KonxoBoe 0603Hauenme P.MM.06.0PR.014

npueM u 06paboTka nHGopManuu o
JaTe W BpEMEHH OOHOBJICHHS

2 HaumeHoBaHMe omepaIuu .
CBEIEHHUI O  perucrpaiuu
MEIUIMHCKUX U3EIni
MMOJIHOMOYEHHBII oprau
3 Hcnonuurens M P

rocyaapcTBa-4Jji€Ha

BBITMIOJHSETCS OPHU  TMONYYCHHUH
UCIOJHUTEIEM HHGOPMAIIUU O JaTe
Y BpeMEHHU OOHOBJICHHS CBEJICHHI O



peTHUCTpAIlUK  MEIUIMHCKUX

4 VCII0BHs BBINOIHEHHUS uznenuit (omepanus "TloaroroBka u
npejcTaBlieHne HHPOPMAIIUU O JaTe
Y BPEMEHU OOHOBJICHHSI CBEICHHI O
perucTpamud  MEIUIMHCKHX
u3nenuit" (P.MM.06.0PR.013))

dbopwmar u CTPYKTypa
TIPEJCTABISIEMBIX CBEIICHHH TOJIKHEI

5 OrpaHudeHus cooTBeTcTBOBaTh  ONHCaHUIO
(hopMaTOB M CTPYKTYP IIEKTPOHHBIX
JIOKYMEHTOB ¥ CBEICHUI

UCIIOJHUTEITb BBITIOJNHSET MIPOBEPKY
NOJTy4eHHOH HHPOPMALUH O JaTe U
6 Omnwucanue onepanun BpEMEHH OOHOBJICHHS CBEICHHH O
perucTpanuy  MEJUIUHCKHUX
nu3aenui

uHbopMaIKsl O JaTe U BPEMEHH
OOHOBJIEHHUS  CBEIEHUH 0
peFI/ICTpaHI/II/I MCOUIIUHCKUX
U3JICNUH oJTyueHa

7 PesynbraTs!

ITponenypa "Ilonyderue cBeieHnii 0 perucTparuu Meaumuackux m3gemit" (P.MM.06.PRC.005)

66. Cxema BbIOJHEHUsT TpoueAypsl "llomydyeHune cBeAEHHN O PErHUCTpPALUH
MenuuuHckux m3aenuit”" (P.MM.06.PRC.005) npencraBiena Ha pucynke 12.



Y IOIHOMOYSHHEIH Opraf

‘KomuccHa
rocyAapCcTEa-4IeHa
3ampoc cEeeHHH O PeTHCTPAlHA :Ceenenna o perHcTPaITHe
MeIHITHHCKHX H3JeIHH MEeJHUHHCKHX H2OeIHH
(P MM.06.OPR.015) J [cRemeHMA 2aTTpPOITEHET ]

|

IoaroTorka H OpeacTABICHHAS
CEeJeHHI O PerHCTPpalHe
MeTHITHHCKHX H3JeIHA

(P.MM.06.0PR.016)

:CeeieHna o perHcTpaniuH
METHITHHCEHX H3TeIHH
[cEemeHHA NpeacTaEIeHE |

:Ceegenna o perHcTpanmiuH
METHITHHCEHX H2IeTHH
[cEemenna oTcyTcTEYIOT)

Y

Ilpuen | obpaboTEa
CEE€JEHHH O PETHCTPAUHH
MEeTHITHHCEKHY H3JeIHH

(P.MM.06.0PE.017)

®

Puc. 12. Cxema BomosHeHHA nponenypsl "IloiydueHme cBeIeHHI O pETrHCTPAaIH
MemumuHCKuX m3gaemi" (P.MM.06.PRC.005)
67. llpouenypa "llonyueHue cBeAeHUN O perucTpanuu Meaunuuckux u3aenui" (P.MM

.06.PRC.005) BbImoNHAETCS B UEISAX NOJIYYEHUS YIOJIHOMOUYEHHBIM OpPraHOM
rocyJIapcTBa-ujeHa aKTyaJIbHBIX Ha YKa3aHHYIO J1aTy CBEJICHUIN O pErucTpalii MeAUITUTHCKUX
n3aenuu, xpansamuxcs B Komuccun.

68. IlepBoii BBIMOMHAETCA omnepanus "3anpoc CBEICHUNU O PETUCTPAIIMA MEIULIMHCKUX
m3nenuii" (P.MM.06.0PR.015), o pe3ynabTaTaM BBINOJIHEHUS KOTOPOM yHOJHOMOYECHHBIN
opras rocyjaapcraa-uieHa ¢GopMupyeT U HampasisieT B KoMuccuio 3anpoc Ha mpeicTaBlieHue
CBEJICHUI O PETUCTPALIMU MEIUIMHCKUAX U3JEIUid, XpaHsamuxcs B Komuccun.

69. [Ipu noctymnenuu B Komuccurio 3amnpoca Ha NpeCcTaBICHUE CBEEHUN O PETUCTPALIMI
MEIUIIMHCKUX U3JeNui, Xpansaumxcs B Komuccun, BoinosHsgetcs onepanus "[logroroska u
MpEJCTaBIICHHE CBEJACHUM O peructpanuu MmeaunuHckux uzaenuit”" (P.MM.06.0PR.016), o
pe3yJiibTaTaM BBITIOJIHEHUST KoTopoit KoMuccust GopMupyeT u HarpaBiisieT YIIOJTHOMOYECHHOMY
OpraHy rocyJapcTBa-ujeHa CBEJCHUS O PETUCTPALIMU MEIUIIMHCKUX U3AEIHM, XpaHsIIHecs B



Komuccuu, nnm ysenomieHre o0 OTCYTCTBUM CBEACHMM, YJOBJIETBOPSIOUINX MapaMeTpam
3amnpoca.

70. Ilpu mocTymieHuyu B YIOJIHOMOYEHHBIM OpraH rocyaapcTBa-ujieHa CBEICHUU O
perucTpaluv MEIUUMHCKUX H3JeIui BhIMoJiHseTcs omnepauus "[lpuem u oOpaboTka
cBeleHUM o peructpauur meaunuuckux uznenuit”" (P.MM.06.0OPR.017), no pe3ynapTaram
BBIIIOJIHEHUSI KOTOPOW YMNOJHOMOYEHHBIM OpraH TroCyJapCTBa-uyj€Ha OCYIIECTBISET
00pabOTKy MOITYUYEHHBIX CBEICHUI O PErHCTPAllMi MEIULIMHCKUX U3ACIIUNA U YBEIOMIICHUS
00 OTCYTCTBHUH CBEJICHHM, YAOBIECTBOPSIONIMX MapaMeTpaM 3arpoca.

71. Pe3ynpraToM BBINOJHEHUA Npoueayps! "llomydenne cBeIeHHN O perncTpanuuy

LAl

MeauiuHackux wm3genui" (P.MM.06.PRC.005) sBnseTrcs mnojaydyeHUE YIOJIHOMOYEHHBIM
OpraHoM TOCyJapCTBa-ujieHa CBEJACHUN O pErucTpalid MEAMIMHCKUX HW3ACIUN WU
YBEJOMIIEHHSI 00 OTCYTCTBUM CBEJCHUH, YIOBJIETBOPSIOIINX TapaMeTpaM 3arpoca.

72. llepedyens omepaluii oOIIEro Mpouecca, BBHIIOTHAEMBbIX B paMKax Mpoueayps "
[lonyuenune cBeneHud o peructpauuu meguuuHckux wuzgenuit” (P.MM.06.PRC.005),

puBeJIeH B Tabmnuiie 28.
Ta6muma 28

ITepegens onepanuii o6mero mpomnecca, BHIIOIHAEMEIX B paMKax Ipouexnypsl "Ilorydenue
CBeJieHHi 0 perucTpanyu Meaumuackux u3gemmit” (P.MM.06.PRC.005)

Konmosoe 0603Hauenne Haumenosanue Onucanue
1 2 3
3alpOC CBEJACHHUM O pErucTpaldd IpuBegeHo B Tabaume 29
P.MM.06.0PR.015 P 8 perctpatiit - ipuse "
MEIULUHCKUX W3IEIUN Hacrosmux [IpaBun
MOATOTOBKA W TIPEICTaBICHHUE - 6 30
. efeHo B Tabiuie
P.MM.06.0PR.016 CBEICHHH O  perucTpamuu P A H
. Hacrosmux [TpaBun
MEIULIMHCKUX U3IEIUN
mpueM u o0paboTKa CBEIACHHUH O 6 3
npuBeLeHo B Tabuuue
P.MM.06.0PR.017 perucTpanuu MEIUIMHCKUX P A H
N Hacrosmux [IpaBun
HU3IETTNH

Tabmnuma 29

Omucanue onepanuy "3anpoc CBEICHUI 0 perucTpanui MegunuHCKuX m3gemi" (P.MM.06.0PR
.015)

Ne /it O0o3HayeHHe dJIEMEHTA Onucanue
1 2 3
1 KomoBoe 0003HaueHme P.MM.06.0PR.015

HanmMeHoBanue onepauuu

Wcnonaurens

3alpOC CBEJCHUH O PErucTpaIuu
MEJUIHCKHUX U3ICITHH

YIOJIHOMOYEHHBIN
rocyaapcTBa-4jieHa

opras

BBITIOJIHACTCA TIPpU H€O6XOHI/IMOCTI/I

MOJIy4CHUA YOOJIHOMOYCHHBIM



4 VCIIOBHS BBIIOJIHEHUS OopraHom rocyaapcrBa-djcHa
CBeﬂeHHﬁ (6] perucrpanuu
MCIHUIIMHCKHX H3ICITHIA

dbopmar u CTPYKTypa
MPENCTABISIEMBIX CBEICHUH OMKHBI

5 OrpaHudeHust COOTBETCTBOBATHL  OIHMCaHUIO
(hopMaTOB U CTPYKTYP SIEKTPOHHBIX
JIOKyMEHTOB U CBEACHUN

HUCIONHUTEIh  (QopMHUpYEeT U
HampasiseT B Komuccuio 3ampoc Ha
MpEeACTaBJIECHUE CBEACHUH O
perucTpanuu MEIUIITHCKUX
U3[eJUil B COOTBETCTBHHU C
PeritaMmenToM HH(POPMAIIHOHHOTO
B3aMMOJIEUCTBUS MEXAY
YIIOJTHOMOYEHHBIMU OpTaHaMH U
KomMmuccueii. HWcnonuurens
3anpaiinBaeT aKTyalbHbIE CBEACHUS
0 PpErucTpauuy MEJULHMHCKUX
M3 0 BCEM pedepeHTHBIM
roCyapCcTBaM WU MO KOHKPETHOMY
pedepeHTHOMY TOCyAapCTBY C
yKa3zaHHEM B 3ampoce ero koaa. B

6 Onucanue onepauuu

3ampoce yKas3bpIBaeTCs JaTa, Ha
KOTOPYIO HEOOXOANMO TPEACTaBUTh
aKTyaJbHbIE  CBEJEHHUSI O
perucrtpanuu MCEIUIITMHCKHUX
n3nenuid. Ecnu nara He ykasaHa,
MPEACTaBISIOTCS BCE aKTyaJbHbIE HA
TEeKylyl0 JaTy CBEAEHHS O
perucTpamuu  MEIUIUHCKUX
U3OEIINI

3arpoC Ha MpPEACTaBICHUEC CBeI[eHI/Iﬁ
7 Pe?)yJ'H)TaTI)I 0 peructpaniuu MCEIUINUHCKUX
I/IB,I[GJ'II/Iﬁ HaIpaBJICH

Ta6numa 30

Ommucanne onepanuy "IloAroToBKa ¥ NpeACTaBlIeHHE CBEACHUHN O PETUCTpAIii MEAIIMHCKUX
mpemmit” (P.MM.06.0PR.016)

Ne i/t O0o3HayeHne dJIEMEHTA Onucanue
1 2 3
1 Konosoe 0603HaueHune P.MM.06.0PR.016

MOArOTOBKA M IPEACTaBICHUE
2 HanmMenoBanue onepanuu CBEAEHUM O  perucrpaunuu
MEAULUHCKUX U3AETHH

3 Hcnonuurens Komuccus

BBITTOJIHACTCA NpU MOCTYIJIICHHUU
3ampoca Ha OpeaAcTaBJICHUC
CBC,HGHI/Iﬁ (6] perucrpannu

4 YV CIIOBHS BBINOJHEHUS MEIUIUHCKUX W3aenuit (omeparus "



Orpannuenus

Omnucanue onepanuu

Pesynprarsl

3anpoc CBENEHUN O perucTpanuu
MemuiuHckux usnenuin" (P.MM.06.
OPR.015))

dbopmar u CTPYKTypa
MPENCTABISIEMBIX CBEICHUH OMKHBI

COOTBETCTBOBATHL  OIHMCaHUIO
(hopMaTOB U CTPYKTYP SIEKTPOHHBIX
JIOKyMEHTOB U CBEACHUN

WCIIOJTHUTEIb BBITIOJHSET TIPOBEPKY
MOJy4YEeHHOTO  3ampoca B
COOTBETCTBUH ¢ PeriiamMmeHToM
WH(POPMALIMOHHOTO B3aUMOICHCTBUS
MEXKIYy  YHOJHOMOYEHHBIMH
opranamu u Komuccueit.

B cimyuae ycnemHoro BBITTOJHEHUS
MPOBEPKH UCIIOIHUTEIb HAMIPABIISIET
B YINOJHOMOYEHHBIH OpraH
rocyjiapcTBa-wieHa CBEJCHHS O
perucTpamu  MEIUIUHCKUX
W3IeTAA WU yBEJOMIIGHHE 00
OTCYTCTBUH aKTYaJIbHBIX CBEIICHHUHA O
perucTpanu  MeJUIUHCKHX
W3JENUi Ha nOaTy, YKa3aHHYI B
3armpoce, ¢ yKa3aHHeM 3HaueHHEeM
KoJa pe3yinprara o0paboTKu,
COOTBETCTBYIOIIUM OTCYTCTBHIO
CBEJCHUM.

B cBegeHusix o perucrpaunuu
MEIHUIIHHCKUX n3nennit
MPEJICTABISIOTCS  aKTyalbHbIC
CBEIICHUSI Ha JaTy, yKa3aHHYIO B
3anpoce. Eciu B 3ampoce ykazaH Ko
CTpaHbl, TO NPEACTABISIOTCS
CBEICHUS O  pErUCTpamuu
MEIUIUHCKUX  H3IENHi 10
KOHKpPETHOMY  pedhepeHTHOMY
rOCyJapCTBY, €CIH KOJ| CTPaHbl HE
yKazaH — Mo BceM pedepeHTHBIM
TOCYJapcTBaM.

B cBenmeHusx o perucTpanuu
MEIHIIHHCKUX u3nenui
MPEACTABIAIOTCS  aKTyalbHBIC
CBEIEHUS Ha JaTy, yKa3aHHYIO B
3ampoce

YIIOJTHOMOYEHHOMY oprany
TOCy/AapCTBa-4JIeHA IPEICTaBICHEI
CBEICHUS O  perucTpamuu
MCIMIMHCKUX  H3JCIUH WU
HampaBlIeHO YBEJOMJIEHHE 00
OTCYTCTBHU CBEJICHUI,
YIOBJIETBOPSIOIMX MapamMeTpam
3armpoca

Tabmuma 31



Omucanue onepaiyu "IIpueM u 06paboTka cBeAeHU O perHCTpalii MEUIMHCKUX H3nemin" (
P.MM.06.0PR.017)

Ne i/t O0o3HayeHne dJIEMEHTA Omnucanue
1 2 3
1 KonoBoe 0603HaueHune P.MM.06.0PR.017
npueM u o0paboTKa CBEACHHHA O
2 HanmMenoBanue onepanuu perucTpanuu MEIUIIUHCKUX
HA3MIETUN
MMOJHOMOYCHHBI I opran
3 Hcnonnurens y p

rocygapCcrBa-1icHa

BBITIOJIHSIETCS TMpPU TOJTYUYECHUU
HCIOJHUTEIEM CBEIEHHUH O
perucTpamuu  MEIUIHHCKUX
W3IeNTUA WU yBEOOMIICHHS 00
OTCYTCTBHUHU CBEJCHUI,
YJOBJIETBOPSIONIUX TapamMeTpam
3anpoca (oneparus "[loaroroBka u
MpeACTaBJICHUE CBEACHUH O
perucTpamuu  MEIUIHHCKUX
m3nenuii" (P.MM.06.0PR.016))

4 VY ca0BusA BEITTOJHECHHS

dbopmar U CTPYKTypa
MPEJCTABISIEMBIX CBEICHUN JOJIXKHBI

5 OrpannueHus COOTBETCTBOBATHL  OIHMCaHHIO
(hopMaTOB U CTPYKTYP IMEKTPOHHBIX
JIOKyMEHTOB U CBEACHUN

WCIIOJTHUTEIb BBITOJHSET TIPOBEPKY
MOJYy4YEHHBIX  CBEJACHUH B
COOTBETCTBUU ¢ PernamenTrom
6 Omnucanue onepanuu .
MH(OPMAIMOHHOTO B3aUMOACHCTBHSA
MEXAYy  YIOJIHOMOYEHHBIMH

opranamu u Komuccueit

CBEIEHUs O  perucTpaunuu
MEIUIMHCKUX H3ACIHA WU
7 PesynbraTsl yBeIoMJIeHHEe 00 OTCYTCTBHH
CBEJICHUH, YIOBIETBOPSAIOIIUX
napaMeTpaMm 3anpoca, HOTydeHbI

IIponexypa "TlonydeHre H3MEHEHHBIX CBEICHHIN O PETHCTPAIMH MeIUIMHCKUX m3eimit" (P.MM
.06.PRC.006)

73. Cxema BbIOJIHEHUS NTpoueayphl "lloiydyeHrne n3MEHEHHBIX CBEICHUM O PETUCTPALUU
MenuuuHckux m3aenuit”" (P.MM.06.PRC.006) npencrasiena Ha pucynke 13.



-V IIOTHOMOYSHEEIH opraH
rocyJapcTEa-IIeHa

b

gﬂHpDC HiIMECHCHHEIX CBE}IEHHZE;I

‘Komucena

‘CEeleHHT 0 PETHCTPAITHH
MeJHITHHCKHX H3JeTHH
[Hz2MeHEeHHEIE CEEIEHAT

0 PETHCTPAITHH MeTHITHHCEHX
mzgenui (P.MM.06 OPE.018
A @ ) J SAMPOIIEHEI |
:CregeHnd O perHCTPaHK Iloaroroeka H NpeIcTaBIeHHE
MEIHIUHHCKHX H3JeIHH H3MEcHEHHEIX CECIcHHH
[MameHenHnle cREneHHET O PETHCTPAITHH MeTHITHHCEHX
IpeIcTABTISHEL| mzgeaui (P MM.O6.OPELOLS)

:CeefieuHd 0 peTHCTPAITHHE
MeIHITHHCEHX H3JeIHH
[Hzmeneunne cEegeHEA

OTCYTCTEVIOT]

Ilpuenm 1 oOpaboTEa
H3IMEHEHHEIX CBEIeHHHE
O PETHCTPAITHH
MEeOHIIHHCERY H3OeTHE

(P.MM.06.0PR.020)

Puc. 13. Cxema BpmonHeHHUS nporenypsl "IlomydeHne M3MEHEHHBIX CBEIECHHH O
perucrpanuu MeaunuHCKuX w3genmit” (P.MM.06.PRC.006)

74. Ilponenypa "IlomyuyeHne M3MEHEHHBIX CBEJACHUM O pEerucTpaluuu MeIUIIMHCKUX
m3aenuit" (P.MM.06.PRC.006) BbIMOJIHSETCS € UENbIO MOJYYEHHUS YIOTHOMOUYECHHBIM
OpraHOM roCyJapCTBa-4j€Ha U3MEHEHHBIX CBEACHUI O PETUCTPAMU MEAULUHCKHUX U3,
xpaasumxcs B Komuccun.

75. TlepBOM BBINOJHSETCA Oonepanus "3anpoc U3MEHEHHBIX CBEICHHM O PETHCTPALUU
menunuHckux uzaenuit” (P.MM.06.0OPR.018), nmo pe3yibTaTaMm BBIIOJHEHUS KOTOPOM
YIOJIHOMOYEHHBIN OpraH rocyapcTBa-ujieHa (popmupyer u HanpasisieT B Komuccuto 3anpoc
Ha NpPEJCTaBICHUE H3MEHEHHBIX CBEICHUU O PErUCTpalUd MEIHMIUHCKUX W3IEIUN,
xpansumxcs B Komuccun.

76. I1pu noctymnenuu B Komuccunio 3anpoca Ha Npe/iCTaBICHUE U3MEHEHHBIX CBEJICHHH O
perucTpauuu MEJUUHUHCKUX U3IENuM, xpaHsamuxca B Komuccnu, BeinosiHseTCs onepanus "
[TogroroBka W NpeACTaBICHHE W3MEHEHHBIX CBEICHUU O PErucTpaluyd MEIULHHCKHX
m3nenuit" (P.MM.06.0OPR.019), mo pe3ynapraram BeinoJiHeHUs Kotopoit Komuccus



dbopMUpyeT W HampaBisgeT YNOJHOMOYEHHOMY OpraHy IOCyAapCTBa-4wieHa HU3MEHEHHbIE
CBEJCHUSI O PETHCTpalUM MEIWLMHCKUX W3Aenui, xpassmuecs B Komuccunm, ¢ narsl,
YKa3aHHOW B 3alpoce, WU yBEIOMJIEHHUE 00 OTCYTCTBUHM CBEJCHHUH, yIOBIETBOPSIOIINX
napamMeTpaM 3anpoca.

7°7. 1Ipy MOCTYIUIEHUH B YIOJHOMOYEHHBIM OpraH roCyIapCTBa-4iI€HAa M3MEHECHHBIX
CBEJICHMU O pPErucTpanud MEIUIMHCKUX H3ICIUN WIM YBEJAOMIIEHHS 00 OTCYTCTBHUH
CBEJCHHH, YyJIOBIIECTBOPSIOMINX IMapamMeTpaMm 3ampoca, BeINONHsAETCA omnepauus "llpuem u
00paboTKka U3MEHEHHBIX CBEJCHUMN O peructpanuu Mmeaunuackux usaenuit” (P.MM.06.0PR
.020), o pe3yibpTaTaM BBIIOJHEHHSI KOTOPOUM YIOJIHOMOYEHHBIM OpraH rocyapcTBa-4jieHa
OCyUIECTBIsIET O00OpabOTKYy IOJYUYEHHBIX CBEICHMM WM YBEAOMJIEHHS 00 OTCYTCTBUU
CBEJICHHI, YIOBJIETBOPSIOIIMX [TAPAMETPAM 3aIpoca.

78. Pe3synbraToM BbIMOJIHEHUS mpoueaypsl "[lomyyeHre M3MEHEHHBIX CBEICHUN O
peructpauuu MeaunuHckux uzgenui" (P.MM.06.PRC.006) sBaseTcs mnodydeHUE
YIIOJTHOMOYEHHBIM OPTaHOM TOCYJapCTBa-4IeHA M3MEHEHHBIX CBEACHUW O PETHCTPALUU
MEJUIIMHCKUX M3CIUI WK yBEIOMJIEHUST 00 OTCYTCTBHUU CBEIICHUM, YIOBJIETBOPSIONINX
rapaMeTpaM 3amnpoca.

79. Tlepedyens omepaluii oOIIEro MpoIiecca, BBHIMOTHAEMBIX B paMKax Mpoueaypst "
[TonyyeHue U3MEHEHHBIX CBEJEHUI O peructpanuu MeauuuHckux m3aenui" (P.MM.06.PRC

.006), mpuBeneH B Tabimie 32.
Ta6muma 32

ITepegens onepamuii 06miero mpomnecca, BHIIOIHAEMEIX B paMKax mpouexypsl "Tlomydenue
A3MEHEHHEIX CBeJICHHH 0 perucTpamuu Meauuackux u3gemmii” (P.MM.06.PRC.006)

KonoBoe o603Hauenue HaumenoBanue Onucanue
1 2 3

3alpoC MU3MEHEHHBIX CBEJICHUM O

33
P.MM.06.0PR.018 perucTpanuu MEIUIINHCKAX UpUBCACHO B Tabmuue

N Hactosiux [IpaBun
H3ICTUN

NNOATOTOBKA W TPCACTABJICHUC

W3MEHEHHBIX CBEJAEHHH O npuBegeHo B Tabaume 34
P.MM.06.0PR.019 8 prBel a
perucTpamnuu MEIUIITHCKUX Hactosimux [IpaBuin
b7ie3 (Shh70%t
mpueM U 00paboTKa M3MEHEHHBIX 6 35
NpPUBEIEHO B TabiuIie
P.MM.06.0PR.020 CBEAEHUM O  perucrpaunuu P A H

o HaCcTOoAIUX HpaBI/IJ'I
MCIUIWHCKHUX U3ICIINH

Ta6muma 33

Omucanne onepanun "3ampoc H3MEHEHHBIX CBEICHMI O PETHCTPAH MEIUITMHCKUX M3aemmit" (
P.MM.06.0PR.018)

Ne /it O0Oo3HauyeHKe dJIEMEHTA Onucanue

1 2 3



1 Konosoe 0603HaueHue P.MM.06.0PR.018

3a1rpoCc U3MEHEHHBIX CBEJICHHI O

2 HaumeHoBaHwue orepariuu perucTpamnuu MEIUIMHCKUX
U3CTINH
[MOJHOMOYEHHBII opran
3 Ucnonaurens y P

rocynapcTBa-4ieHa

BBITIOJHSETCSL P HEOOXOAMMOCTH
MOJIYYE€HUS U3MEHEHHBIX CBEJIEHUH O
perucTpanud  MEIUIUHCKHUX
W3OS

4 VY CIIOBHS BBITIOJTHEHUS

dbopMaT M CTPyKTypa 3ampoca
JIOJIAKHBI COOTBETCTBOBATH

5 Orpannyenus Onwucanuio GpopMaToB M CTPYKTYp
3JEKTPOHHBIX JOKYMEHTOB U
CBEICHUN

UCIIOJIHUTENb  (QOPMHUPYET H
HanpasisieT B Komuccuro 3amnpoc Ha
Mpe/iCTaBIIeHHEe  M3MEHEHHBIX
CBEIEHHH O  perucrpaiuu
MEIUIUHCKAX W3ICTNH HadyuHas C
JaTel U BpPEMEHU OOHOBICHHS,
yKa3aHHBIX B 3alpoce, M0 BCEM
pedepeHTHBIM TocyapcTBaM WIH 110
KOHKpEeTHOMY  pedepeHTHOMY
6 Omnncanue onepanun TOCYJapcTBy C yKa3aHHEM B 3arpoce
ero KoJa B COOTBETCTBHH C
PernamenToM MH(OPMALMOHHOTO
B3aMMOJIEUCTBUS MEXAY
YHOJIHOMOYEHHBIMH OpraHaMH H
Komuccueil.
Ilpu 3ampoce cBeneHuil o
perucTpanmuy  MEJUIUHCKHX
W3 B TTOJIHOM O0BEeMe Jarta |
BpEMS B 3aIIpOce HE YKa3bIBAIOTCA

3alIpoc Ha  MpeJCcTaBICHUE
W3MEHCHHEIX  CBEICHHH O
perucTpanud  MEIUIUHCKHUX
u3nenuil HarpasieH B Komuccuio

Tabmnuma 34

7 PesynbTaTsl

Ommucanue onepaiyu "IloAroToBKa ¥ MpeACTaBICHAE H3MEHEHHBIX CBeACHHUHN O PerUCTpal[ii
MemumuHCKuX m3nenuit”" (P.MM.06.0PR.019)

Ne i/t O0o3HayeHne dJIEMEHTA Onucanue
1 2 3
1 KonoBoe 0003Hauenme P.MM.06.0PR.019

MOATOTOBKA W MPEACTaBICHHE
W3MEHCHHEIX  CBEACHHH O
perucTpalud  MEIUIUHCKUX
W3OS

2 HanMenoBanue onepanuu



HUcnonnurens

VY CIIOBHS BBITIOTHEHUS

OrpannyeHus

Omnucanue onepauuu

Komuccus

BBITMIONHSETCS. TPH TONYICHHUH
HCIIOJIHUTENEM 3ampoca Ha
MpeACTaBlIeHNEe  HM3MEHEHHBIX
CBEJIEHUH 0  perucrTpaunuu
MEIUIMHCKUX u3nenuii (onepams "
3anpoc HM3MEHEHHBIX CBEJEHUU O
perucTpanuy  MEIUIMHCKHUX
m3pemmit” (P.MM.06.0PR.018))

¢dbopmar u CTPYKTypa
MIPE/ICTaBISIEMbIX CBEJICHUH JIOJKHEI

cooTBeTcTBOBaTh  OIHUCaHUIO
(hopMaTOB U CTPYKTYP IIEKTPOHHBIX
JIOKYMEHTOB U CBEJICHHI

WCIIOJIHUTEIIb BBIMOJIHSET TIPOBEPKY
MOJTy4YEeHHOTO  3ampoca B
COOTBETCTBHU ¢ PersamMeHTOM
MH()OPMALMOHHOTO B3aMMOJICHCTBUS
MCXKIOY YOOJIHOMOYCHHBIMHA
OpraHaMu ToCyAapCTB-4JIECHOB U
Komuccueil.

B ciydae ycnenmrHoro BBIOJTHEHHS
MIPOBEPKH HCIIOJHUTEIb HAIIPABIISET
B  YNOJHOMOYEHHBIH OpTraH
rocyAapcTBa-d4iieHa cOooOIeHue 00
U3MEHECHHBIX CBEICHHAX O
perucTtpanuu MCECIUIITUHCKUX
W3/IeNuid, HayuHasg C JaThl U
BpeMEHH OOHOBJICHHSI, yKa3aHHBIX B
3ampoce, WIH YyBEIOMIIEHHE 00
OTCYTCTBUH CBEEHUH
YAOBIETBOPSIONINX TapaMeTpam
3ampoca (OTCYTCTBHE HW3MEHEHHH,
Ha4yuHasg C JaTbl MU BPEMCHHU
OOHOBIIEHNS, YKa3aHHBIX B 3apoce),
C YKazaHMeM 3Ha4YeHHUs Kojaa
pe3yibpTaTta 00paboTku,
COOTBETCTBYIOIETO OTCYTCTBHUIO
CBEJICHUM.

CBemeHHS O  pETUCTpPAIUH
MEIUIMNHCKUX I/ISJICHI/Iﬁ
NPENCTAaBISAIOTCI 10  BCEM
pedepeHTHBIM ToCcyapcTBaM WU 110
KOHKpETHOMY  pedepeHTHOMY
TOCyapCTBY B 3aBHCHMOCTH OT
YCIIOBUH 3a1poca.

CBemeHHST O  peTHUCTpaAlUH
MEAULMHCKHUX u3genui
MPEACTABISIIOTCS C YYETOM UCTOPUH
N3MEHEHHS

YHOJHOMOYEHHOMY  OpTaHy
roCyJapcTBa-4ieHa IPEICTaBICHBI
U3MEHEHHBIE  CBEACHUI O



7 PesynsTatsi peFI/ICTpuaHI/II/I MEJIULINHCKUX
W3JCNMH  WIM  HAINpaBJICHO
yBeJOMJIEHHE 00 OTCYyTCTBUH
CBEJCHUH, YIOBIETBOPSIOIIUX
napaMeTpam 3ampoca

Ta6muma 35

Omucanme onepauun "IIpueM u 06paboTka H3MEHEHHBIX CBEJICHHUH O PErUCTPAI[My MEAUIIMHCKHAX
m3pemmit" (P.MM.06.0PR.020)

Ne i/ O003HayeHne dIeMEeHTa Onucanue
1 2 3
1 Konosoe 0603HaueHuE P.MM.06.0PR.020

npreM U 00paboTKa M3MEHEHHBIX
2 HanmeHoBaHue onepanun CBEICHHII O  perucTpauuu
MEIHULITHCKHUX U3eIHH

ynOHHOMO‘IeHHLIﬁ opraH
rocyaapcTBa-4JjiCHa

3 Wcnonuurens

BBITIONHACTCSA TIPU TOTYyICHUH
W3MEHEHHBIX  CBEJICHHH O
perucrtpamnuu MEIUIIUHCKUX
u3nenuit (onepanus "Tloaroroska u
MpEeICTaBlIeHUE  HM3MEHEHHBIX
CBEICHUH O  perucTpamuu
MenuiuHckux usnenuin" (P.MM.06.
OPR.019))

4 VY CIIOBHS BBITIOJTHEHUS

dbopwmar " CTPYKTypa
MPEACTABISIEMBIX CBEICHUMN JTOJIKHBI
5 OrpannyeHus CcOOTBEeTCTBOBaTh  OIHCAHUIO
(hopMaTOB U CTPYKTYP IIEKTPOHHBIX
JIOKYMEHTOB U CBEJICHHI

UCIIOJHUTENb BBINOJIHAET MIPOBEPKY
MOJTYy4YeHHBIX  CBEACHHH B
COOTBETCTBHU ¢ PersamMeHTOM

6 Omnucanue onepauuu .
MH()OPMAMOHHOTO B3aMMOJICHCTBUS

MEXAY  YHOJHOMOYECHHBIMH

opranamu u Komuccueit

H3MEHEHHBIE  CBEIEHHUS O
perucrpamnuu MEIUIMHCKUX
37U WU yBeJOMJIEHHE 00
7 Pesynprarsl .
OTCYTCTBHH CBeJICHU,
YJOBJIETBOPSIONIMX TMapamMeTpam

3amnpoca, NoJry4CHbl

IIponexmypa "TlonydeHne cBeieHHM 0 HOMEpE perucTpauoHHOro yaocroseperus” (P.MM.06.PRC
.007)

80. Cxema BrInoHEHUS TTpoueAypsl "[loslyueHne cCBeIeHuid 0 HOMEPE PETUCTPALIMOHHOTO
ynoctoBeperus” (P.MM.06.PRC.007) npencraBnena Ha pucyHke 14.



:¥moaHOMOUSHHEIH Oprag

Komuccna
pedepeHTHOrO rocyaapcTea
Jampoc cEegeHHE 0 HOMEpE :CeregeHHA O perHCTpaLHE
PETHCTPALTHOHHOTO MEeIHIHHCKHX H2IeTHH
VAOCTOREPEHHA [mOMep perucTpanHOHEHOTO
(P MM.06.0OPE_021) J YIOCTOBEPEHHA 3aMpOINEH]

CeegeHNA o perHCTpALHE
MeIHITHHCEHX H3JeIHH
[HOMep perucTpauHOHHOTO {

CEeJcHHH 0 HoMepe
PETHCTPAIHOHHOTO
VIOCTOBEPEHHEA
(P MM .06.0PE.022)

{ HG,IE"DTDBM H IIpeJoCTAEICHHE

YIOCTOBEPEHHA IIOTYIEH]

Ilpuen | 00OpaboTEa cEEIeHHA
0 HOMEpe PETHCTPANHOHHOTO
VIOCTOREpEHHS

(P.MM.06.0PR.023)

o

Puc. 14. Cxema BomonHeHHS mponexypsl "IlomydeHume cBeneHHH O HOMeEpeE
perucrpanuonHoro yaocrosepeaus” (P.MM.06.PRC.007)

81. [Ipouenypa "[lonmyyeHnue cBeeHUI O HOMEpPE PETUCTPALMOHHOTO yAOCTOBepeHus" (
P.MM.06.PRC.007) BbITIOJIHSIETCS YIIOTHOMOYEHHBIM OpraHOM pedepeHTHOTO TocyaapcTBa
NpUd TMOJYYEHUU CBEJAEHHH 00 O0J00peHHH JHKCIHEPTHOTO 3aKIIOUEHUS OT BCeX
YIIOJTHOMOYEHHBIX OpPraHOB TOCYJAapCTB NPU3HAHHUS, YYacCTBYIOIIUX B MPOLEAype
PETUCTPALIUY ONPEAETIEHHOTO MEUIIMHCKOTO U3/1EIHSL.

82. IlepBoii BBIMOJIHIETCA OIepanus ''3anpoc CBEAEHUW O HOMEpPE PEruCTPalMOHHOTO
ynoctoepenuss" (P.MM.06.OPR.021), mo pe3ynabTaraM BBIOJHEHUS KOTOPOH
YIIOJTHOMOYEHHBI OpraH peQepeHTHOro rocyaapcrBa (opMHpyeT M HampaBiseT B
Komuccuio 3ampoc Ha DpeNoOCTaBICHHUE CBEIEHUW O HOMEPE PErucTPaliMOHHOIO
YIAOCTOBEPEHUS.

83. Ilpu noctymienun B Komuccuio 3ampoca Ha IpeAoCTaBICHUE CBEICHUN O HOMEpe
PETUCTPALIMOHHOTO YAOCTOBEPEHUS BRINOJHAETCS onepanus "[loaAroroBka u npenocTaBiIeHUE
CBEJEHHUII O HOMepe peructpaunoHHoro yaocropepenus” (P.MM.06.0PR.022), mo
pe3ysbTaTaM BhIMOJHEHUsI KoTopoi KoMuccust popMupyert u HarpapiisieT yIOJTHOMOUYEHHOMY
oprany pehepeHTHOr0 rocy/1apcTBa CBEJECHUS O HOMEPE PETUCTPALIMOHHOIO YA0CTOBEPEHHUS.

84. Ilpu mocTyIUIeHHH B YIIOJTHOMOYEHHBIN opraH peepeHTHOT0 roCyIapcTBa CBEICHUN
0 HOMEpE PErucTPallMOHHOTO YAOCTOBEpEHUs BhINoIHsAeTcs: onepanus "[Ipuem u o6paboTka



CBEJAEHHII O HOMepe peructpaurnoHHoro yaocrosepenus” (P.MM.06.0PR.023), mno
pe3yJibTaTaM BBITIOJTHEHUSI KOTOPOW YMOJHOMOUYEHHBIM OpraH peepeHTHOro rocyaapcrna

OCYIIECTBIICT OOpabOTKY IOJYYSEHHBIX CBEACHHH O HOMEpPE PETUCTPAIlMOHHOIO

YOIOCTOBCPCHUA.

85. PesynbraToM BbINONHEHHS npoueaypsl "[lomydeHue cBegeHHil O HOMepe

PEruCTpaliuOHHOT O

yaocTtoBepeHus"

PETUCTPALIUMOHHOT'O YAOCTOBCPCHUA.

86. Ilepeuens omepanuii oOUIEro MpoIecca, BHIIOJHIEMBIX B paMKax MPOLEIypbl

(P.MM.06.PRC.007) saBasgeTcss TOJIy4YEHHE

YIOJTHOMOYEHHBIM OPraHOM pPe(QEepeHTHOTO TOCyAapCTBa CBEIECHHUH O HOMeEpe

"

[Tonyuenue cBeneHHii 0 HOMepe peructpanuoHHoro yaocrosepenus” (P.MM.06.PRC.007),

npuBeieH B Tabsuie 36.

Tabmuma 36

Ilepegens onepanuii 06mero mponecca, BHIIOIHAEMEIX B paMKax mponexyps "Ilomygerne
CBeCHHH 0 HOMepe peructpanuoHHoro yaocropepeaua” (P.MM.06.PRC.007)

KonoBoe 060o3Hauenue

1

P.MM.06.0PR.021

P.MM.06.0PR.022

P.MM.06.0PR.023

HanmeHnoBanue
2

3ampoc CBEICHUH O HOMEpPC
PEruCTpaAliIMOHHOI0 YIOCTOBECPCHUA

MIOATOTOBKA W IPEeOCTaBlICHUE
CBEJEHUU o HOMEpe
PETHCTPAIMOHHOTO YJIOCTOBEPEHUS

mpueM u o0paboTKa CBEIACHHI O
HOMEpe  PEerucTpPamHoOHHOTO
YIOCTOBEPEHUS

Omnucanue
3

npuBegeHo B Tabmume 37
HacTosuwmx [IpaBun

npuBegeHo B Tabmmme 38
HacTtosiux [IpaBun

npuBegeHo B Tabmume 39
HacTosumx [IpaBun

Ta6muma 37

Omnucanne onepanun "3ampoc CBeIeHMI 0 HOMepe pEruCTpanuoHHoro yaocroBepenus” (P.MM.06

.OPR.021)

Ne i/
1
1

O6o03HaueHnE PIEMEHTA
2

KonoBsoe o603HaueHne

HanmMeHoBanue onepanuu

WUcnomaurens

VY CIIOBHS BBITIOTHEHUS

Omnucanue
3
P.MM.06.0PR.021

3ampoc CBEJIECHUH O HOMEpEC
PETUCTPALTMOHHOI'O YTOCTOBECPCHUA

YIOJIHOMOYEHHBIN oprax
pedepeHTHOro rocyiapcTBa

BBIMOJTHSIETCS. TPU HEOOXOUMOCTH
MOJIyYeHHUs]  YIOJTHOMOYEHHBIM
OpraHom pedbepeHTHOTO
rocyJapcTBa CBEICHHUH O HOMepe

PETUCTPALIMOHHOI'O YIOCTOBCPCHUA

dbopmMar W CTPYKTypa CBEICHHM

JOJIKHBI COOTBETCTBOBATH



5 Orpannyenus Onwucanuio GpopMaToB M CTPYKTYp
3JEKTPOHHBIX JOKYMEHTOB U
CBEICHUN

UCIIOJIHUTENb  (QOPMHUPYET H
Hanpasisier B Komuccuto 3anpoc Ha
MpeOCTaBICHUE CBEJIEHUH O
HOMEpE  PETHCTPAIHOHHOTO

6 Omnwmcanue onepamnuu YAOCTOBEPEHHUS] B COOTBETCTBUHU C
PermamenToM HMH(MOPMAMOHHOTO
B3aMMOJIENCTBUS MEXAY
YHOJIHOMOYEHHBIMH OpraHaMH H
Komuccueit

3alIpoc Ha INPENOCTaBIICHHE
CBEJACHUU o HOMEpe
7 Pesynbrarsl

PETUCTPAIMOHHOTO YIOCTOBEPEHUS

HarnpasiieH B Komuccuro
Tabmuma 38

Ommucanne onepanuy "TIoATOTOBKA ¥ NPEOCTAaBICHUE CBEACHUH O HOMEPE PETUCTPAHOHHOIO
yaocroBepenus” (P.MM.06.0PR.022)

Ne i/t O0o03HaueHne dJIeMeHTa Omnucanue
1 2 3
1 Konosoe o603Hauenme P.MM.06.0PR.022

MOATOTOBKA W TIPEJIOCTaBIICHUE
2 HaumenoBanue oneparuu CBEJAECHUU o HOMeEpe
PETUCTPAIIMOHHOTO YAOCTOBEPEHUS

3 Wcnonaurens Komuccus

BBITIOTHAETCS TPU TMOCTYTUICHUH
3ampoca Ha TMpenocTaBlieHUE
CBEJICHUM o HOMEpe
PETUCTPAIIMOHHOTO yIOCTOBEPEHHS (
omepauust "3ampoc CBEIEHUH O
HOMeEpe PETUCTPAITHOHHOTO
ynocroBeperns”'  (P.MM.06.0PR
.021))

4 V0B BBITOIHEHUS

¢opMaT M CTpyKTypa CBEACHHU
JIOJKHBI COOTBETCTBOBATH

5 OrpannyeHus Onucannio GopMaToB U CTPYKTYP
3NEKTPOHHBIX JOKYMEHTOB U
CBEJICHUI

WCTIOJTHUTEIIb BBIMOJIHSET TIPOBEPKY
MOTy4YEeHHOTO  3ampoca B
COOTBETCTBUU ¢ PersamMeHTOM
MH(OPMAIIMOHHOTO B3aUMOJICHCTBUS
MEXIY  YNOJHOMOYECHHBIMHU
opranamu u Komuccuei.
B cnyuae ycnemHoro BBINOJIHEHUS
6 Omnucanue onepanuu MIPOBEPKH HUCIIOJHUTEIb HAIIPABIISIET
OTBET Ha 3ampoc C YyKa3aHHEM
HOMEpa  PETHCTPAHOHHOTO



PesynbTathl

YJOCTOBEPEHHUS B COOTBETCTBUHU C
PermamenToM WHGOPMAIIMOHHOTO
B3aNUMOJJENUCTBUSI MEXAY
YHOOTHOMOYEHHBIMA OpTaHaMH M
Komuccuei

YIOJIHOMOYEHHOMY  Oprasy
pedepeHTHOTO  rocynapcTBa
MIPEOCTaBIICHBI CBEJICHUSI O HOMEpPE
PETHCTPAIIMOHHOTO YAOCTOBEPEHUS

Ta6muma 39

Omucanne onepauun "IIpueM u 06paboTka cBeeHUI 0 HOMEPE PErUCTPAIHOHHOTO
ynocroBepenus” (P.MM.06.0PR.023)

Ne /i
1
1

O06o03HaueHne dIEMEHTA
2

KonmoBoe 0003Hauenme

HaumenoBanue ornepannu

Hcnomaurens

VCIIOBUS BBIIIOJTHEHUS

Orpannuenus

Omnwmcanue onepamnuu

PesynbraTs!

Omnucanue
3
P.MM.06.0PR.023

npueM U 00paboTka CBeIEHHH O
HOMEpEe  PErucTPanHoOHHOTO
YIOCTOBEPEHHUS

YIOJIHOMOYEHHBIN opran
pedepeHTHOrO rocyiapcTaa

BBITTOJIHSIETCS TIPU MPEJOCTABICHUHT
Komuccueii cBeneHuii o Homepe
PETUCTPAIIOHHOTO yIOCTOBEPEHUS (
omepanuss  "llonrotoBka U
NpeJoCTaBIE€HUE CBEACHUH O
HOMEpE  PEerucTpalmoHHOIO
ynocroBeperus"  (P.MM.06.0PR
.022))

dbopmar u CTPYKTypa
MPEJCTABISIEMBbIX CBEICHUH JOJIXKHBI

COOTBETCTBOBATL  OmHCaHHIO
(hopMaTOB U CTPYKTYP IEKTPOHHBIX
JIOKyMEHTOB U CBEACHUN

WCIIOJIHUTENb BBIMIOJIHAET IPOBEPKY
MOJIyYEHHBIX CBEJIEHUH O HOMEpe
PETHUCTPAITHOHHOTO YIOCTOBEPEHUS
B COOTBETCTBHH ¢ PermamenToM
HHGOPMALIMOHHOTO B3aUMOICHCTBUS
MEXJy  yYIOJTHOMOYEHHBIMH
opranamu u Komuccueit

CBENCHUS 0 HOMeEpe
PETUCTPALMOHHOTO yJOCTOBEPEHHS
TIOJTyYCHBI

3. IIpouemypsl yBeZOMJICHAA 00 H3MEHEHHH CTaTyca ASHCTBHA PEIHCTPALIMOHHOTO

YIOCTOBEpEHUA



IIponexypa "YBemomiieare 06 H3MEHEHUH CTaTyca JEHCTBUA PErHCTPAHOHHOIO YI0OCTOBEpEHH"
(P.MM.06.PRC.008)

87. Cxema BBINOJIHEHUA MpOLEayphl "YBegomiieHue 00 U3MEHEHUHU CTaTyca JEeUCTBUS
peructparmonHoro yaocroseperus” (P.MM.06.PRC.008) npencrarnena Ha pucyHke 15.

-YmoTHOMOYEHHEIH OpraH :¥YmomHOMOYEHHEIH OpTaH
pedepenTHOrO TOCVIAPCTEA rOCYJapCTEA IPHIHAHAL

b

Hamnpaeaerre vEegoMIcHHA
00 H3IMEHSHHH CTATVCA :CeregeHnT 0 peTHCTpPAITHH
OeHCTEHA PETHCTPAITHOHHOTO MeJHITHHCKHX H3JeIHH
VIOCTOBEpEeHHA [vEezoMIeHHE mepegaHo]
(P.MM.06.0PE.024)

A

Ilpuenm 1 oOpaboTRa
VEEZOMICHHA 00 H3MEHEHHH
cTaryca geHcTBHA
PETHCTPAHOHHOTO
VIOCTOBEPEHHS

(P.MM.06.0PR.025)

®

Puc. 15. Cxema BHIIONHEHHS Hponeayphl "YBegomiieHue 00 M3MEHEHHMH CTaTyca
JeicTBHA perucTpanuoHHoro yaocropeperua” (P.MM.06.PRC.008)

88. IIpouenypa "YBenomiieHue 00 U3MEHEHUU CTaTyca JACHUCTBUSL PETUCTPALIMOHHOTO
yaocroBepenus" (P.MM.06.PRC.008) BbinonHsIETCS B Cydae U3MEHEHUS YIIOTHOMOYEHHBIM
opraHoM pe(epeHTHOr0 rocy1apcTBa cTaTyca JeUCTBUS PErUCTPALIMOHHOTO YIOCTOBEPEHHS.

89. Ilepgoii BeimoHsIETCS omnepaius "Hampasienue yBenomiaeHus: 00 U3MEHEHUU CTaTyca
nercTBUsl peructparmonHoro yaocroepenus” (P.MM.06.OPR.024), no pe3ynbTaram
BBITIOJTHEHHSI KOTOPOH yYMOJHOMOYEHHBIA OpraH peepeHTHOro rocyaapctsa GopMupyer u
HaIpaBJsieT B YMNOJHOMOYEHHBIM OpraH rocyjapcTBa NpU3HAHUS YyBeIOMJIEHHE 00
M3MEHEHUH CTaTyca IEUCTBUS PETUCTPAIMOHHOTO YA0CTOBEPEHHUS.

90. ITpu MOCTYIUICHHH B YIIOJTHOMOYCHHBIM OpPraH rocyJapcTBa MpU3HaHUS YBEAOMIICHUS
00 W3MEHEHWU CTaTryca JCUCTBHUS PETHCTPAIIMOHHOTO YIOCTOBEPEHHS BBHITIOTHSICTCS
omeparus "[lpuem um oOpaboTka yBegoMJeHHs 00 HW3MEHCHHUU CTaTryca JeHCTBUS
peructpannontoro yaocroepenus” (P.MM.06.OPR.025), nmo pe3yibTaram BBINOJHEHUS



KOTOPOH YIOJIHOMOYEHHBIH OpraH rocyJapcTBa INPU3HAHUS OCYIIECTBISET 00pabOTKY
MOJYYEHHOTO YBEJAOMJIEHUS 00 HM3MEHEHMHM CTaryca JEeUCTBHUS PETHCTPALMOHHOTO
YAOCTOBEPEHUS.

91. Pe3ynbTaToM BBINOJHEHUS Tpoleaypsl "YBegomiieHHe 00 U3MEHEHUM CTaTyca
neictBus peructpanuonHoro yupoctosepenus” (P.MM.06.PRC.008) sBusercs nomaydeHue
YIOJIHOMOYEHHBIM OPTaHOM roCyJapcTBa MPU3HAHUS YBEIOMIIEHHS 00 U3MEHEHUHU CTaTyca
JEHCTBUSL PETUCTPALIMOHHOTO YAOCTOBEPEHUS HA MEAUIIMHCKOE U3/IENHE.

92. Ilepeyens omeparuii oOIIEro MPOIECcca, BHIMOIHAEMBIX B paMKax Mpoueaypst "

VYBenomienre 00 M3MEHEHUHU CTaTyca JEUCTBUS perucTpauoHHoro yjnoctosepenus” (P.MM

.06.PRC.008), npuBenen B Tadmuie 40.
Ta6muma 40

ITepedens onepamuii 06miero mpomnecca, BHIOIHAEMEIX B paMKax IPOIEAypPH "YBeIOMICHHE 00
M3MEHEHHMH CTaTyca JAeHCTBHA perucTpamuoHHoro yaocroeperus” (P.MM.06.PRC.008)

KoxoBoe 0003Hauenme HanmenoBanue Omnucanne
1 2 3

HalpaBlIeHUE YBELOMIICHHS 00
P.MM.06.0PR.024 W3MEHEHHH cTaTyca JIeHCTBHS
PETUCTPAIIIOHHOTO YJOCTOBEPEHUS

npuBegeHo B Tabmume 41
HacTtosiux [IpaBun

mpreM U 00paboTKa yBEIOMIICHUS
P.MM.06.0PR.025 00 M3MEHEHHWHU CTaryca JEeHCTBHUA
PErUCTPAIIIOHHOTO YJO0CTOBEPEHUS

npuBeAeHoO B Tabmuie 42
Hactosiux [IpaBun

Ta6mumna 41

Omucanne onepauun "HampapieHne yBegoMiteHHs 00 H3MEHEHUHN CTaTyca JeHCTBASA
peructpanuorHOro yaocroBeperus” (P.MM.06.0PR.024)

Ne /i O003HayeHne dJIeMEHTa Onucanue
1 2 3
1 KonxoBoe 0003Hauenme P.MM.06.0PR.024

HalpaBlieHUE YBEIOMJIEHUS 00
2 HanmvenoBanue oneparin W3MEHEHNU CcTaTyca JeHCTBHA
PETHCTPAIIMOHHOTO YAOCTOBEPEHUS

ynOHHOMO‘IeHHLIﬁ opraH

3 Hcnonaurens
pedepeHTHOTO rocyIapcTBa

BEITIONTHSACTCS TPU BKIIOYCHUH B
€IUHBI peecTp CBEACHUH 00
4 VY ca0BHUSA BEITTOJHEHHS .

W3MEHEHUU CTaryca JeWCTBUS

PETUCTPALIUOHHOTI'O YIOCTOBCPCHUA

dbopwmar u CTPYKTypa
NPENCTaBISEMBIX CBEIICHUH IOIKHBI

5 OrpaHudeHus cooTBeTCcTBOBaTh  OMNHCaHUIO
(hopMaTOB M CTPYKTYP IIEKTPOHHBIX
JIOKyMEHTOB U CBEJACHUIA



HUCITOJTHUTCIIb HampaBJIiA€T
yBeqoMiIeHHe 00 HM3MEHEHUHU
craryca nercTBUs
PETHCTPAIIIOHHOTO YAOCTOBEPEHHUS,
B KOTOpOM  00s3aTeabHO
3aIOIHSAIOTCS] PEKBU3UTHI:
"CBeZeHHSI O PETHUCTPAIIOHHOM
YAOCTOBEPEHHH  MEIUIMHCKOTO
usgenua", "Kom  craryca
PETUCTPAMOHHOTO yIOCTOBEPEHHS
MenuuuHckoro wusaenus", "lara
N3MEHEHHS cTartyca

6 Omnucanue onepanyuu

PETUCTPAIIMOHHOTO YIOCTOBEPEHUS",
"HaumeHoBaHue", "ITonHoE
HaNMEHOBAaHME OpraHM3aluu" — A7
OpraHM3anuu — JepKarels
PETUCTPALMOHHOTO yIOCTOBEPEHHS
B COOTBETCTBHU C PermameHTom
MH()OPMAMOHHOTO B3aMMO/ICHCTBHS
MEXIY  YNOJIHOMOYEHHBIMHU
opraHamu

yBeqoMIIeHHEe 00 H3MEHEHHH
craryca nercTBusA

7 PesynbraTs! PErUCTPALlMOHHOTO YJIOCTOBEPEHUS
HaIpPaBJICHO YIOJIHOMOYECHHOMY
Oprasy rocyJapcTBa NpHU3HaHUA

Ta6muma 42

Ommucanue onepammn "[IpueM u 06paboTka yBemomieHH 00 H3MEHEHHH CTaTyca IeHCTBHA
perucrpanuoHHOro yaocroBeperus" (P.MM.06.0PR.025)

Ne /it O0o03HauyeHne dIeMeHTa Omnucanue
1 2 3
1 KonoBoe 0603HaueHue P.MM.06.0PR.025

mpreM U 00paboTKa yBETOMIICHHUS
2 HammeHnoBanwme omneparumn 00 M3MEHEHWHW cTaryca IeHCTBUSA
PETHCTPALIMOHHOTO YIOCTOBEPEHUS

yHOHHOMO‘IeHHLIﬁ opraH
rocyaapcCTBa NNpU3HAHUA

3 Ucnonaurens

BBINOJIHAETCS. MPHU IOCTYNICHUU
yBEIOMJICHHS 00 HW3MEHCHHHU
craTtyca nelcTBUA
PETHCTPALIIOHHOTO yIOCTOBEpeHHS (
4 VY coBus BBIIOTHEHUS ornepanus "HanpaBienue
yBeIOMJICHHS 00 H3MEHEHHH
craryca nelcTBUA
PETUCTPAIIOHHOTO YAOCTOBEpeHUs"
(P.MM.03.0PR.024))

¢opmar u CTPYKTypa
MIPEACTABISIEMBIX CBEICHUH IOJIKHBI

5 Orpanmdenus cooTBeTcTBOBaTh  OMHUCAaHUIO



(hopMaToB M CTPYKTYP INEKTPOHHBIX
JIOKyMEHTOB U CBEIICHUH

WCTIOJTHUTENb BBITIOJIHAET MPOBEPKY
MOJIy4YEHHOTO yBEIOMJICHUS B
COOTBETCTBMUM C PermameHtom
MH()OPMAMOHHOTO B3aNMOJICHCTBUS
MEXIYy  YNOJIHOMOYEHHBIMHU
OpTraHaM¥ rocyJapCTB-WICHOB

6 Ornrcanue onepamnuu

yBeJIOMIICHHE 00 U3MCHCHHH
craTtyca nelcTBUA
PETUCTPAIHOHHOTO YIOCTOBEPEHHUS
TIOITYICHO

7 PesynbraTs!

4. IIpouenyps mOTy9CHASA CBEACHUM IIPA PACCMOTPEHUH SKCICPTHOTO 3aKIFOYCHUA
IIponenypa "HanpaBnernwne cBezieHnii 3xkcnepTaoro 3akmoderus” (P.MM.06.PRC.009)

93. Cxema BbINIOJIHEHUS TTpoLeayphl ""HampaBieHne cBeIeHN I SKCIIEPTHOTO 3aKII0UYeHUS "
(P.MM.06.PRC.009) npeacraBneHa Ha pucyHke 16.

Y oIHOMOYSHHEIH OpraH ‘¥IonHoOMOYeHHEIH opraH
pedepeHTHOrO rocy 1apcIea rocyJapcTBa PHIHAHHAA
HanpaeieHHe cBeleHHH 1 :CeedeHnd 0 perHcIpanHH
IKCMEPTHOTO FAKTHYeHHA METHITHHCKHX H3ZemHil
(P MM.06.0PR.026) J [cBeaenns mepesans]

[Tpuey v obpabotra
CBEISHHH 3KCIIEPTHOTO
3AKTHYEHH
(P.MM.06.0OPE.O2T)

:CBefesnd 0 perHcTpauHu
MeIHIHHCKHY H31eTHH
[cBemenna nomydeHs |

L
Moay4eHne yBeaoMIeHHS
0 pe3yapTaTax obpaloTrH
CEEeIeHHH IKCOEPTHOTO
FARTHOIEHHA
L (P MM .06.0PR.(028)

Puc. 16. Cxema BhmonHEeHHUs nponexypsl "HampaBiieHue CBEIEHMII 3KCIEPTHOTO
saxmogenus” (P.MM.06.PRC.009)
94. Ilpouenypa "Hanpasnenue cBeneHuit skcneptHoro 3axnoyeHus” (P.MM.06.PRC.009
) BBITIOJHSAETCS TO 3aBepiieHuU 0odopMIIeHHS pePEepeHTHBIM TOCYIapCTBOM SKCIEPTHOTO
3aKJIFOUEHUSI.



95. IlepBoii BeimoaHsAeTcs onepainus "HampapieHne cBe€HNU SKCIEPTHOTO 3aKII0UYeHUS "
(P.MM.06.0PR.026), o pe3ynbTaTaM BBINOJHEHHUS KOTOPOM YMOJHOMOYEHHBIN OpraH
pedepeHTHOrO rocyaapcrsa (OPMUPYET M HaIpaBiseT YINOJIHOMOYEHHOMY OpraHy
rocyJapcTBa MpU3HAHUS CBEACHUS IKCIIEPTHOTO 3aKIIFOUEHUS.

96. IIpu nocTymiieHuM B YIIOJHOMOYEHHBIA OpPraH IoCy1apCTBa IIPU3HAHUS CBEICHUN
HKCIIEPTHOIO 3aKIIOYEeHUsl BbIMoJHsAeTcsa omnepauuss "llpuem n oOpaboTka cBeneHU
skcneptHoro 3akimoueHus”" (P.MM.06.OPR.027), no pe3ynbTaTam BBIIIOJIHEHUS KOTOPOM
YIIOJTHOMOYEHHBI OpraH TIoCyJapCcTBa NPHU3HAHUS MOJy4aeT YKa3aHHbIE CBEJCHHS,
BBINIOJIHSIET UX 00paOOTKYy M HaIpaBisieT YBEIOMJIEHUE O pe3ysbTaTaXx 0OpabOTKH CBEIECHUN
HKCIEPTHOTO 3aKJIIOYEHHSI B YIIOJTHOMOYEHHBIN OpraH peepeHTHOro rocy1apcTBa.

97. Ilpu mocTyImjieHMd B YHOJHOMOYEHHBIM OpraH pedepeHTHOro rocyiaapcraa
YBEJOMIIEHHSI O pe3yJbTaTax 00padOTKM CBEAEHUI SKCIEPTHOIO 3aKIFOYEHUS BBIMOIHAETCS
onepanus "llomydyeHne yBeTOMIIEHHS O pe3ynibTarax OOpaOOTKH CBEAEHHUI 3KCIEPTHOIrO
3akmoueHuda"  (P.MM.06.OPR.028), mno pe3ynbTaTtaM BBIIOJIHEHUS KOTOPOH
YIOJHOMOYEHHBI OpraH pe(epeHTHOro rocyaapcrBa OCYLIECTBISET 00pabOTKy
MOJIYYEHHOTO YBEJIOMJIEHHSI O Pe3yJIbTaTax 00paOdOTKHU CBEACHHUM SKCIEPTHOIO 3aKIHOYEHUSI.

98. Pe3ynbraToM BBINOJHEHUS Hpolueaypsl "HampaBieHue cBeIEeHHI 3KCIEPTHOIO
3akmoueHus”" (P.MM.06.PRC.009) sBasercss mojgydyeHUE YMNOJTHOMOYEHHBIM OpPraHOM
rocyJjapcTBa NpPU3HAHUA CBEIECHUN OKCIEPTHOIO 3aKJIIOYEHHUS H IMOJYyYEHHE
YIOJHOMOUYEHHBIM OPraHoM pe(epeHTHOIr0 TroCyJlapcTBa YBEIOMJIEHHS O pe3yJbTaTax
00pabOTKHU CBEACHUN IKCIIEPTHOTO 3aKITIOUCHHS.

99. Tlepeuens omnepauuii oOLIEr0 MpoOLECcCca, BHIMOIHAEMBIX B paMKax MPOLEAYpb
Hanpasnenne cenenuit sxcneptHoro 3akitoueHus" (P.MM.06.PRC.009), npuBeneH B

n
tabmure 43.
Ta6muma 43

ITepegens onepanuii 06mero mpomecca, BHIIOIHAEMEIX B paMKax mpouexnypsl "Hampasierne
cBeaeHuii 3xcnepTHOro 3akmodenni” (P.MM.06.PRC.009)

KomoBsoe 0003Hauenue HaunmenoBanue Omnucanne
1 2 3

HalpaBJIECHUE CBEJAEHUN npuseneHo B Tabauue 44
P.MM.06.0PR.026 P P

SKCIEPTHOTO 3aKITIOUEHUS Hactosmux [IpaBun

npueM Hu o00paboTka CBeJIEHHHM TMpHBEAEeHO B Tabmune 45
P.MM.06.0PR.027 P P A puBea :
9KCIEPTHOTO 3aKIFOUCHHS Hacrosmux [IpaBun

MOJIyYeHHE YBEAOMIICHHS O
P.MM.06.0PR.028 pe3yabTraTtax 00pabOTKH CBEICHUI
9KCIIEPTHOTO 3aKITIOYCHHUS

npuBegeHo B Tabmmume 46
Hacroswmux [IpaBun

Tabnuua 44

Omucanue onepaiyu "Hampapienne cBeeHui skcneprHOro 3akmouennd” (P.MM.06.0PR.026)



Ne i/

Omucanue onepamuy "IIpueM u 06paboTka cBeAeHHH dKcriepTHOro 3axmodenna” (P.MM.06.0PR

.027)

Ne i/t
1
1

O0o03HaueHne djIeMeHTa
2

KomoBoe o0o3HaueHMe

HaumenoBanue ornepannun

WUcnomaurens

VCIIOBHS BBIIOJIHECHUS

OrpaHudeHus

Omnucanue onepanyuu

Pesynbrarsl

O0o3HayeHne dJIEMEHTA
2

KonxoBoe 0003HaueHme

HanMenoBaHue onepaunu

Hcnonnurens

VCII0BHUS BBIIOJIHECHUS

OrparnyeHus

Omnucanue
3
P.MM.06.0PR.026

HanpaBJIEHUE CBEJIECHUU
AKCIEPTHOTO 3aKITIOYCHHS

YIOJHOMOYEHHBIH opraH
pedepeHTHOTO rocyIapcTBa

BBINOJHSETCS TpU (HOPMUPOBAHUU
9KCHEPTHOTO 3aKJIIOYCHUS
YIOJHOMOYEHHBIM  OpPraHOM
pedepenTHOTO TOCY ApCTBA

dbopwmar u CTPYKTypa
IPENCTaBISAEMBIX CBEICHUH JIOMKHBI

cooTBeTCTBOBATEL  OIHCAaHUIO
(hopMaTOB U CTPYKTYP IIEKTPOHHBIX
JIOKyMEHTOB U CBEACHUIA

HUCIIONHUTENs  (popMHpPYET U
HaIpaBisgeT B YIOJTHOMOYEHHBIH
OopraH TrocyJaapcTBa IPU3HAHUS
CBEJICHUS HKCIEPTHOTO 3aKII0YEeHUS
B COOTBETCTBHU C PermameHTom
WH(POPMALMOHHOTO B3aUMOICHCTBUS
MEXKIYy  YHOJHOMOYCHHBIMH
opraHaMu

CBEJICHUS HKCIEPTHOIO 3aKII0YEHUS
HalpaBJIeHbl B YNOJIHOMOYECHHBIN
OpTaH rocyAapcTBa MpU3HAHUSA

Tabmnuma 45

Onucanue
3
P.MM.06.0PR.027

npueM u o00paboTKa CBEICHHIA
JKCIEPTHOTO 3aKITFOUCHUS

YIOJIHOMOYEHHBIN opras
rocyAapcTBa MPU3HAHUS

BEITIOJTHSACTCA TPU TOCTYIUICHHH
CBEJICHUH 3KCIIEPTHOTO 3aKITFOUCHUS
(omeparus "HampasieHue cBeqeHUN
skcrieptHOro 3akmodeHus" (P.MM
.06.0PR.026))

¢opMaT M CTpyKTypa CBEACHHU
JIOJKHBI COOTBETCTBOBATH
Onucannio GopMaToB U CTPYKTYP
3MEKTPOHHBIX JOKYMEHTOB U
CBEJCHUI



Omnwmcanue onepanun

Pesynprarsl

HCIIOJIHUTEITb BBIMIONHSET MPOBEPKY
MOJYyYEHHBIX  CBEJCHUH B
COOTBETCTBUU ¢ PeriiamMmeHTOM
MH(OPMAIIMOHHOTO B3aUMOJICHCTBUSI
MCXKIOY YOOJIHOMOYCHHBIMHA
opraHamu.

B cnydae ycnenrHoro BBINOJHEHUS
MPOBEPKH UCTIOJHUTEIh HATIPABIISACT
YBEAOMIICHHE O pe3yJbTaTax
00pabOTKM CBEICHUN IKCIEPTHOTO
3aKJIIOYCHUS] B YIOJHOMOYCHHBIH
opraH ped)epeHTHOT0 rocy/JapcTBa ¢
yKa3zaHHEM KoJa pe3yJbTara
00pabOTKH, COOTBETCTBYIOIIETO
MNOJYYCHHIO  CBCACHUH, B
COOTBETCTBUM C PermameHTrom
MH(OPMAIIMOHHOTO B3aUMO/ICHCTBUSI
MEXIY  YNOJIHOMOYCHHBIMHU
opraHamu

YIIOJIHOMOYCHHBIM OopraHom
ToCyAapCTBa MPU3HAHUSA TTOJYYCHBL
CBCICHUS DKCIIEPTHOT'O 3aKIIFOYCHUA

Tabmnuma 46

Omucanue onepamun "TlonydeHne YBeAOMICHHUS O pe3yIbTaTax 00paboTKH CBeICHMiA
skcmeprHOro 3akmoderns” (P.MM.06.0PR.028)

Ne /it
1
1

O0o3HaueHne dJIEMEHTA
2

KonmoBoe 0003Hauenme

HaumenoBanue orepannu

Hcnomaurens

V108U BBINOJHEHUS

OrpaHudeHus

Onucanue
3
P.MM.06.0PR.028

MOJy4YCHUE YBEAOMICHHUS O
pe3ynbTaTax 00pabOTKH CBEICHUI
9KCIIEPTHOTO 3aKITFOYCHUS

YIOJHOMOYEHHBIN oprax
pedepenTHOrO TOCynapcTBa

BBITMIOJHACTCS TPH  TOIYYCHUH
WCIIOJHUTENEM YBEIOMICHHS O

pe3ynbTaTax 00pabOTKH CBeAeHUH
9KCIIEPTHOTO 3aKII04YECHUS (
onepanus "Ilpuem u 00paboTka

CBEJICHHH 3KCIIEPTHOTO 3aKJII0YEHHS
" (P.MM.06.0PR.027))

dbopmar u CTPYKTypa
MMPEACTABIIACMbBIX CBe[[eHI/Iﬁ JOJIKHBI

cooTBeTcTBOBaTh  OmnucaHuio
(hopMaToB M CTPYKTYP JIEKTPOHHBIX
JIOKyMEHTOB U CBEIICHUH

HUCIIOJTHUTCIIb IIpUHUMACT
YBCAOMIICHUEC U TPOBEPACT €ro B
COOTBETCTBUM ¢ PerimameHToMm
I/IH(I)OpMaHI/IOHHOFO B3aHMOZ[€I>iCTBPISI



6 Onucanue onepanuu MEXJAY  YHOJHOMOYEHHBIMHU
opranamu. B cmyuyae ycnemHoro
BBITIOJTHEHU S MPOBEPKH
HCIIOJHUTENh NPUHUMAET
MOJTyYCHHBIEC CBEACHUS

YBEOMIIGHHE O pe3ylIbTarax
00pabOTKM CBEICHUN IKCIEPTHOTO
7 PesynbTaTsl 3aKJII0YEHUS MOJy4EeHO
YIOJHOMOYEHHEIM  OpraHOM
pedepeHTHOr0 rocyiapcTBa

IIponenypa "HanpaBnenre 3aMedanuii H IPEI0KESHHH K KOMIUIEKTY PETHCTPAIIHOHHOTO K0Che" (
P.MM.06.PRC.010)

100. Cxema BwrImonHEeHUA TNpoueAaypsl "HampaBneHue 3amMedaHuil U ONPEeJIOKEHUN K
KOMILIEKTY peructpannoHHoro apocke" (P.MM.06.PRC.010) npencraBnena Ha pucynke 17.

‘¥ odHoMOYe HHEIH opraH ‘¥ oaHoMOY9e HHBIH oprad
rocyaapcTea NpHIHAHHA pediepeHTHOrO rocyaapcTea

e

[MpencTaBieHHe 3aMedaHHIT w

-

:CBeleHHS 0 PErHCTPAalHE
MeIHIHHCKHX H31STHH
[cBenenna mepenassi |
Ilpaeym u ﬁﬁpaﬁom&
saMedaHui B OpeanoxeHul K
KOMILIEKTY PerHCTPalHOHHOTO
A0Che
(P.MM.06.0PR.030)

H Mped10:KeHHA
K KOMITISKTY perHCTPalHOHHOTO
JOChE
X (P.MM . 06.0PE.029)

:CreleHHS O perHcTpalHH
MEIHIHHCKHY Hi1eTHH p——————.
[cBeaenns nomysiensi]

-,

(" Tloay4enne ysedoMiIeHHA
0 pe3yasTaTax o0paboTKH
3aMeduaHH B OpeltomeHHi
K KOMIUIEKTY PerscTpaliHOHHOIO
A0Cke
L (P.MM.06.0PR.031)

Puc. 17. Cxema BemonHeHus nponenypsl "Hanpapierue 3aMedanii ¥ NPEIIOKCHAN K
KOMILIEKTY peructpamuorHoro gocse” (P.MM.06.PRC.010)

101. ITpouenypa "HampaBieHue 3amMedyaHHil W TNPENIOKEHUU K KOMIUIEKTY
peructpanonHoro gocke" (P.MM.06.PRC.010) BeimosHsieTcs ciiydae HEOOXOAUMOCTH
HampaBJIeHUs YMNOJTHOMOYEHHBIM OpPraHOM TOCYJapCcTBa TpPU3HAHUS 3aMEUaHWil U
MPEJIOKEHUH K KOMIIEKTY PETHCTPAIIMOHHOTO JTOCHE.



102. IlepBoii BeinosHsieTcs onepanus "l[IpeacrapieHue 3aMeuaHuil U IPEAJIOKEHUN K
KOMIUIEKTY peructpainuonHoro jnocke" (P.MM.06.0PR.029), no pe3yiabTraram BHITIOJTHEHUS
KOTOPOM YIOJTHOMOUYCHHBIA OpPTaH TocyAapcTBa MpU3HAHUS (DOPMUPYET M HAIpaBIsieT B
YIOJIHOMOUYEHHBIM OpraH pepepeHTHOr0 ToCylapCcTBa 3aMEUaHHs U MPEHJIOKEHUS K
KOMILJIEKTY PETUCTPALIMIOHHOIO JJOChE.

103. Ilpu mocTyrjieHMM B yHNOJHOMOYEHHBIM OpraH pedepeHTHOro rocynapcraa
3aMEeYaHUi U NPEJIOKEHNN K KOMIUIEKTY PETUCTPALlMOHHOTO J0ChE, BBITOIHIETCS ONepalus
"IIpuem 1 0OpaboTKa 3aMeYaHU U MPEAJIOKEHUN K KOMIUIEKTY PErHCTPAIIMOHHOTO n0che" (
P.MM.06.0PR.030), nmo pe3ynabTaraMm BBINOJHEHHUS KOTOPOM YMOJHOMOYEHHBIH OpraH
pedepeHTHOrO ToCcyIapcTBa MOJyvYaeT YKa3aHHBIE CBEJICHHMS, BBITIOJHICT MX 00pabOTKy U
HampaBJsieT yBEIOMJIEHHE O pe3ylibTaTax oOpaOOTKM 3aMe4aHUWd U MPEIJIOKEHUH K
KOMILUIEKTY PETUCTPALIMOHHOIO JI0ChE B YIIOJTHOMOUYEHHBIN OpraH rocyapcTBa Mpu3HaHus.

104. Ilpu nmocTyImieHMH B YIOJHOMOYEHHBI OpraH rocyaapcTBa MHpPU3HAHUSA
YBEJOMJIEHUSI O pe3yJibTaTaXx oOpaOOTKH 3aMeUaHuid M MPENJIOKEHUU K KOMIUIEKTY
PErUCTPAMOHHOTO JOChE BhINIONHAETCA onepauus "[lomyueHue yBeqOMIEHUS O Pe3yabTaTax
00pabOTKM 3aMEUaHUM U MPEIIOKEHUN K KOMIUIEKTY peructpanuonHoro gocke" (P.MM.06.
OPR.031), no pe3ynbTraram BBIIIOJIHEHHUS] KOTOPOW YIOJTHOMOYEHHBIA OpPraH rocyJapcTBa
MIPU3HAHUS OCYIIECTBIISIET 00PabOTKY MOJYYEHHOTO YBEIOMJIEHHUS O Pe3yIbTarax 00padoTKU
3aMEUYaHUM U MPEIIOKEHUN K KOMIUIEKTY PErUCTPALIMOHHOTO JI0CHE.

105. Pe3ynbraTom BBINOJHEHUS MpoLieAyphl "HanpaBieHne 3aMeyaHnuil U MPeI0KEHUN K
KOMIUIEKTY peructpauronHoro pgocee" (P.MM.06.PRC.010) saBasercs mnosryyeHue
YIOJIHOMOYEHHBIM OpraHoOM pe(epeHTHOTO TocyAapcTBa 3aMEYaHUil U MPEIOKEHHH K
KOMIUJIEKTY PETHCTPALMOHHOIO J0ChE U MOJYyYEHUE YIOJIHOMOYEHHBIM OPraHOM rocyapcTBa
MPU3HAHUS YBEIOMJICHHS O pe3yJibTaTax OOpabOTKM 3aMEUaHUd U NPEIIOKEHHH K
KOMILJIEKTY PETUCTPAIIMIOHHOTO JIOChE.

106. [lepeuenpb omepamnuii 00IIETO MPOIECCa, BHIMOIHAEMBIX B paMKaxX MPOIEAyphl "
HamnpaBnenue 3amedanuii ¥ IpeaioKeHU K KOMIUIEKTY perucTpanuoHHoro jgocke” (P.MM

.06.PRC.010), npuBeaeH B Tabnuie 47.
Tabnuma 47

ITepegens onepamuii 06mero mpouecca, BHIIOTHIEMBIX B paMKax npouenyps "Hampapierne
3aMeYaHMi ¥ MPEJIOKESH!H K KOMIUIEKTY peructpanuoraoro pocke” (P.MM.06.PRC.010)

KonoBoe o603Hauenue HaumenoBanue Onucanue
1 2 3

NpEACTaBJICHUE 3aMEYaHuid U

o 48
P.MM.06.0PR.029 NPEeTOKEHHH K  KOMILIEKTY FPHBEASHO B TabuHIie

Hacrosmux [IpaBun
PETHCTPAIIMOHHOTO 10Che

mpueM u o0paboTKa 3aMeYaHHWid U

0 49
P.MM.06.0PR.030 MPEIJIOKEHAH K  KOMIUIEKTY UPUBEACHO B - TALIMIC

HacTosuwmx [IpaBun
PETHCTPALIMOHHOTO J0Cke



P.MM.06.0PR.031

NONy4eHHE  YBEIOMJICHHA O  pppupeneHo B Tabaume 50
pesyabTaTax 00paboTKH 3aMEeUaHui  gactosmx TpaBun

U TPEIOKECHUH K KOMIUIEKTY
PETHCTPALIIOHHOTO 10ChE

Ta6muma 48

Omucanue onepanyy "IIpencraBincHre 3aMe9aHnii B MPEATIOKCHIHM K KOMIUIEKTY
perucrpanuorHOro gocke" (P.MM.06.0PR.029)

Ne /it
1
1

O0o3HaueHue dJIEMEHTA Omnucanne
2 3
KomoBoe 0003Hauenme P.MM.06.0PR.029

npeacTaBJICHUC 3aMeUYaHUM U
HaumenoBanue ornepannun HpeﬂﬂO)KeHI/Iﬁ K  KOMILJICKTY
PETUCTPALTUOHHOTI'O JOCHC

YIOJIHOMOYEHHBIN oprax
rocyAapcTBa NPU3HAHUS

Hcnomaurens

BBITNOJHSETCA MPYU HAIpPABICHUU B
YIOJIHOMOYEHHBIN opras
pedepeHTHOTO  rocyJapcTBa
3aME€YaHUM U TPEIJIOKEHUH K
KOMIIJIEKTY ~ PErHCTPaliOHHOTO
Jl0Che

VCIIOBHS BBIIOJIHECHUS

dbopwmar u CTPYKTypa
MPEACTABIIACMBIX CBeﬂeHHﬁ JOJIKHBI

Orpannyenus cooTBeTcTBOBaTh  OmnucaHuio
(hopMaToB U CTPYKTYP IJIEKTPOHHBIX
JIOKYMEHTOB U CBEACHUI

HCTIOJNIHUTENb dbopmupyer

3aM€uaHusd W NOPEIJIOKCHUA K
KOMILJICKTY ~ PETHCTPAIMOHHOTO
JIOChe W HANpaBiseT HUX B
YIOTHOMOYEHHBIH opraH

pedepeHTHOTO TrocyaapcTBa B
COOTBEeTCTBUU ¢ PeriiamMmenTom

Omnucanue onepanuu

HH(POPMAIIMOHHOTO B3aUMOCHCTBUS
MEXIY YIIOJIHOMOYEHHBIMU
Oopranamu

3aMEUaHHsT M TPEeLIOKEHUI K
KOMILJIEKTY ~ PETHCTPAIHOHHOTO

PeSyHBTaTI)I O0ChbE HammpaBJIC€HBI B
YIOJHOMOYEHHBIH opraH
pedepeHTHOTO rocyIapcTBa

Tabnuna 49

Ommcanue onepain "IIpueM u 06paboTka 3aMedanwmii ¥ IPEIOKEHIMH K KOMIUIEKTY
perucrpanuonHoro gocse" (P.MM.06.0PR.030)

Ne i/t
1

O0o3HayeHne 3JIeMEHTA Omnncanne

2 3



1 Konosoe 0603HaueHue P.MM.06.0PR.030

npueM U o0paboTka 3aMeYaHHl U
2 HanmMeHoBanue onepanuu NpPEJIOKEHUI K  KOMIUIEKTY
PETUCTPALIMOHHOTO 10ChE

yHOHHOMO‘ICHHHﬁ opraH

3 Ucnonaurens
pedepentHoOro rocynapcTaa

BBITIOJIHSIETCS MPU  TOJTYUYCHUHU
3aMeUaHuid U TPEMIONKEHUH K
KOMIUIEKTY PETHCTPALMOHHOTO
4 VY cI10BUS BBINOJTHEHUS nmocee (omepanus "llpexcraBicHue
3aME€4YaHUl U TPEIJIOKEHUH K
KOMIUIEKTY PETHCTPAIIHOHHOTO
nocbe" (P.MM.06.0PR.029))

¢opMaT M CTpyKTypa CBEACHHU
JIOJKHBI COOTBETCTBOBATH

5 OrpannyeHus Onucannio GopMaToB U CTPYKTYP
OJICKTPOHHBIX JOKYMCHTOB u
CBEJCHUI

WCIIOJIHUTENb MPUHUMAET CBEACHUS
U MPOBEPSET UX B COOTBETCTBUU C
PernamentoM wuHGOPMALMOHHOTO
B3aHUMOJIENCTBUS MEXAY
YIOJHOMOYEHHBIMU OpPTaHaMHU.

[Ipu ycnemHOM BBINOJHEHUH
MIPOBEPKH UCIIOJHUTENb TPUHUMAET
3aMeYaHus U TPEMIONKEHUs K
KOMIUIEKTY PETUCTPALMOHHOTO
JOChE WU  HaNpaBisieT B
YIOJHOMOYEHHBIN oprax
rocynapcTBa NpU3HAHUSA
yBeJIoMIIeHHe 00 yCHemHoM
MOJIyYeHUH CBEACHHUM C yKazaHHEeM
Koma pe3ynbTata 00paboTKH,
COOTBETCTBYIOIIETO IOJYyYECHUIO
CBCJICHWH, B COOTBETCTBHHU C
PeritamenToM HH(pOPMAIIHOHHOTO
B3aMMOAEHCTBUS MEXIY
YIOJHOMOYEHHBIMU OpraHaMu

6 Onucanue onepauuu

3aMeyaHuss W TPEIJIOKEHUS K
KOMIIJIEKTY ~ PETUCTPALIHOHHOTO
JI0Che o0paboTaHBI,
YHNOJHOMOYEHHOMY  OpTaHy

7 PesynbraTht rocyaapcTsa NpU3HAHUSA
HaIpaBleHO YBEAOMIICHHE O
pesynpTarax o0paboTKH 3aMedaHuit
U TpPeIOKEHUH K KOMIUIEKTY
PETHCTPAILIMOHHOTO J10Che

Ta6muma 50

Omucanue onepanun "TlonygeHne yBeAOMICHHUS O pe3ybTaTax 00paboTKH 3aMedaHMi 1
IPEeIIOKEHUH K KOMIUIEKTY perucrpamuonHoro xocke” (P.MM.06.0PR.031)



Ne i/ O0o03HaueHne djIeMeHTa

1 2

1 Konosoe o603Hauenne

2 HaumMenoBanue onepauuu
3 Wcnonuurens

4 VCI10BHS BBIIOJIHEHUS

5 OrpaHuyeHUs

6 Omnucanue onepanuu

7 PesynbraTst

Omnucanue
3
P.MM.06.0PR.031

NOJly4eHHE yBEIOMIICHUS O
pe3ynpTatax 00paboTKH 3aMedaHuit
U NPENJIOKEHUH K KOMILIEKTY
PETUCTPALIMOHHOTO 10ChE

YIOJTHOMOYEHHBIH opraH
TOCyZapcTBa MPU3HAHMS

BBITIOJHSETCS TpPH  TOIYYSHHUH
UCIIOJIHUTENIEM YBEJOMIIEHUS O
pe3ynpTarax 00pabOTKH 3aMedaHUi
U TPEeANOKCHUH K KOMIUIEKTY
PETUCTPAIIOHHOTO A0ChE (OTepanus
"IIpuem 1 06paboTKa 3aMeYaHUN U
HNPEIOKEHUIT K  KOMILIEKTY
peructpanuonHoro mocee" (P.MM
.06.0PR.030))

dbopwmar u CTPYKTypa
MPEACTABIIACMBIX CBeﬂeHHﬁ JOJIKHBI

cooTBeTcTBOBaTh  OmnucaHuio
(hopMaToB U CTPYKTYP IJIEKTPOHHBIX
JIOKYMEHTOB U CBEACHUI

UCIIOTHUTENb OpUHUMAET
yYBEIOMJICHHE W TPOBEPSET €ro B
COOTBETCTBUH C PermameHtom
UH(OPMALIMOHHOTO B3aUMOACHCTBHS
MEXIYy  YIOJIHOMOYECHHBIMH
OpraHamu

yBEJAOMIIGHHE O pe3ylbTaTax
00paboOTKH  3aMCcYaHUU U

OPEIOKEHUH K  KOMIUIEKTY

PETHCTPAIIMOHHOTO JIOChE TIOIYUEHO
YIOJHOMOYEHHBIM  OPTaHOM

pethepeHTHOTO ToCyIapcTBa

ITponenypa "IloxTBepkaeHIe IpU3HAHKSA (HEIPHU3HAHKUA) 3KCIepTHOro 3aKkmoueHus” (P.MM.06.

PRC.011)

107. Cxema BeImosiHeHus npoueaypsl "l[loarBepxkaenue npuszHaHus (HEPUIHAHUS)
skcneptHoro 3akitoueHus" (P.MM.06.PRC.011) npencraBnena Ha pucynke 18.



- VnonHOMOYEHHEIH opraH -V noaHOMOYSHHEIH OpraH
rocylapcIea NPpHIHAHMEA pedepeHTHOTO TOCYIAPCTRA

?

[IpegcTaemenie NOATECPEISHHA
NpHIHAHAA (HeNPHIHAHHA)
IKCTIEPTHOTO 2AKTHICHHA

:CeegeHHEA O PETHCTPALIHH
2 METHIHHCKHYX HineaHfi

CREJeHHA Tepe kI
(P.MM.06.0PR.032) [czen peraeE]
Ilpuent 1 obpaborra

'.C'EE,J,ﬂH!Lﬁ o P'EFHCTPMH HD,J,TBEPHREI‘]TLE HPHZHEHH_FI

[cEenenHA mOTYIEHEL] aKTOMeHHA

(P.MM.06.0PR.033)

MEeTHIHHCKNY H3TeTHi 5 { (HenpHIHAHHA) AKCHEPTHOTO

-

[Toryuenne yeegoMIeHHS
0 pesVIRTATAX 00PADOTHH
MOJTECPEICHHA TPHIHAHHA
(HenmpHIHAHHA) SKCIIEPTHOTO
SAKTHO9eHEA

(PMM.06.OPR.034)

¢

Puc. 18. Cxema BemonHeHHA nponexnyps! "IloarBepxaeHne npu3Haausa (HCIIPH3HAHMUA)
skcmeprHOTo 3aKmodeHus” (P.MM.06.PRC.011)

108. IIponenypa "lloarBepsxieHre mpu3HaHus (HEPU3HAHUS) SKCIIEPTHOTO 3aKITFOUYEHUS
(P.MM.06.PRC.011) BbIONHSIETCS TpPU NPUHATHU YHOJTHOMOYEHHBIM OPraHOM
rocyJapcTBa MPU3HAHUS PEUICHUS O MPU3HAHUY (HETIPU3HAHKUH ) SKCIIEPTHOTO 3aKIFOUCHHUS.

109. IlepBoii BeimoaHsieTcs onepauus "lIpeacraBieHue NoATBEPKACHUS NMpU3HAHUSA (
Hernpu3HaHus) skcreptHoro 3akimwodeHus" (P.MM.06.OPR.032), mno pesynbratam
BBITIOJIHEHUSI KOTOPOM YNOJHOMOYEHHBIM OpraH rocyiapcrBa HpH3HaHHS (OpMHpPYET U

"

HaIpaBJIsIET B YMOJHOMOYEHHBIH OpraH pedepeHTHOro TOoCyJIapCcTBa MOATBEPKICHUE
npu3HaHus (HEMPU3HAHUSA ) SKCIIEPTHOTO 3aKIIOUEHHUS.

110. Ilpu mocTyrmieHMH B yHMOJHOMOYEHHBIM OpraH pedepeHTHOro rocyapcTBa
MOATBEPKACHUSI TpU3HAHUS (HEMPU3HAHUS) HKCHEPTHOrO 3aKJIIOYEHUS] BBIMOJHSICTCS
onepanus "l[Ipuem n 06paboTka MOATBEPKICHUS TPU3HAHUS (HEMPU3HAHMS) IKCIIEPTHOTO
3akaodenusa" (P.MM.06.0OPR.033), mno pe3ynbTaTamM BBINOJHEHHUS KOTOPOM
YIOJHOMOYEHHBI OpraH pe(epeHTHOro rocyaapcTBa MOJy4aeT yKa3aHHbIE CBEICHUS,
BBITIOJTHSAET HUX OOpabOTKy M HampaBiseT YBEJAOMJIEHHE O pe3ylibTaTax o0padoTKu
MOATBEPKACHUS MPU3HAHUS (HEMPU3HAHUS) IKCIIEPTHOTO 3aKJIIOYEHUS B YIIOJTHOMOYEHHBIN
OpraH rocyJ1apcTBa MPU3HAHUS.

111. IIpu mocTymjieHMH B YIOJHOMOYEHHBIM OpraH rocyaapcTBa MHpPU3HAHUSA
YBEIIOMJICHHUSI O pe3yibTaTax 00pabOTKU MOATBEPKIACHUS NPU3HAHUS (HETPU3HAHWS)



HKCIIEPTHOTO 3aKJIFOYEHMS BbINOJHsAETCA onepanus "[lomydyeHne yBe1oMIIeHHs O pe3ysbpTaTax
00pabOTKU MOATBEPKACHUS MPU3HAHUS (HETpU3HAHUs) dKcnepTHoro 3akntoyeHus" (P.MM
.06.0PR.034), no pe3ynbTaTaM BBIIOJHEHHS] KOTOPOU YIIOJHOMOYEHHBII OpraH rocyaapcraa
NPU3HAHUS OCYIIECTBIIsIET 00pa0OTKY MOTYYEHHOTO YBEJAOMIIEHUS O pe3yJbTaTax 00paboTKu
MOATBEPKIACHUS TPU3HAHUA (HENPU3HAHNSA) SKCIIEPTHOTO 3aKJIFOUEHHUS.

112. Pe3ynbraroM BeinosiHEHUs niponieAypsl "TloaTBepkaeHue npusHaHus (HEmpU3HaHWSA)
skcneptHoro 3akioueHus”" (P.MM.06.PRC.011) sBisercs nosiydeHue ynoJHOMOYEHHBIM
OpranoM pe(epeHTHOro TrocyJapcTBa TMOJTBEPKACHUSA TMpU3HAHHUS (HEMPU3HAHMUS)
HKCIIEPTHOTO 3aKJIIOYEHHS U MOJYyUYE€HHUE YIIOJHOMOUYEHHBIM OpPraHOM rOCy/1apCTBa MPU3HAHUS
YBEIOMIICHHSI O pe3yjbTaTax oOpabOTKM MOATBEPXKIACHUS MPU3HAHUS (HEHpPU3HAHUS)
AKCIIEPTHOTO 3aKJIFOUECHHUS.

113. [lepeuenp omepamuii 0OIIETO MPOIECCA, BHIMOJHIEMBIX B paMKaxX MPOIEAYPHI
[TonTBepxkaenne npusHaHus (Hempu3HaHus) skcnepTHoro 3akmoueHus"” (P.MM.06.PRC.011)

"

, IpuBeJIeH B Tabiuue S1.
Tabmuma 51

Ilepegens onepanuii 06mero mponecca, BRIMOJHAEMEIX B paMKkax mpouexypsl "IloxrBepxaenue
npu3HaHUA (HempH3HaHWA) dKcnepTHOrO 3aKmodenns” (P.MM.06.PRC.011)

KonoBoe 0603Hauenme HaumenoBsanue Onucanue
1 2 3

NpEACTaBICHHE IONTBEPIKICHUS
P.MM.06.0PR.032 MpU3HAHUSA (Hempu3HAHUSA)
9KCIIEPTHOTO 3aKITIOYCHHUS

npuBegeHo B Tabmume 52
Hactosmux [IpaBun

npueM 1 00paboTKa MOATBEPKACHUS
P.MM.06.0PR.033 MpU3HAHUSA (Hemmpu3HaAHUS)
HKCIIEPTHOTO 3aKITIOYCHHUS

npuBeneHo B Tabmnuume 53
HacTosnmx [IpaBun

MOJIyueHHUE YBEIOMJICHHS O
pe3yabTaTax 00paboTku

P.MM.06.0PR.034 MOATBEPXKIACHUS  mpu3HaHus  (
HETMpPHU3HAHUA)  DKCHEPTHOTO
3aKIIFOUCHHS

npuBeneHo B Tabmume 54
Hacrosamux [IpaBun

Ta6muma 52

Omucanue onepamun "TIpeacTapicHue MOATBEPKACHUS IpU3HAHNS (HEIPU3HAHUA) SKCIIEPTHOTO
sakmoderna” (P.MM.06.0PR.032)

Ne /it O0Oo3HauyeHKe dJIEMEHTA Onucanue
1 2 3
1 KomoBoe 0003HauenHme P.MM.06.0PR.032

OpEACTaBICHUE IOATBEPKIACHUS
2 HaumenoBanue onepanuu NpU3HAHUSA (Hempu3HaHUs)
SKCHEPTHOTO 3aKII0YEHUS
YIOJIHOMOYEHHBIN opran

3 Hcnomaurens
rocyaapcTBa NpU3HAHUSA



BBIMIOJTHSAETCA TPU HaNpaBICHUHU
YIOTHOMOYCHHEBIM OpraHoM
rocymapcrsa MPHU3HAHUS

4 VY ca0BHUSA BEITTOJHEHHS ynap P

MOATBEPXKACHUS  mpu3HaHus  (

HEMpPU3HAHHUSA)  IKCIEPTHOTO

3aKJIIIOUYCHUA

dbopwmar u CTPYKTypa
TIPEJCTABISIEMBIX CBEIICHHH TOJIKHEI

5 OrpaHudeHus cooTBeTcTBOBaTh  ONHCaHUIO
(hopMaTOB M CTPYKTYP IIEKTPOHHBIX
JIOKYMEHTOB ¥ CBEICHUI

MCIOJHUTEIb dbopmupyer
MOATBEpXKACHHE  MpuU3HAHUSI  (
HEMpPU3HAHHUSA)  IKCIEPTHOTO
3aKJIIOYCHHUA W HalNpaBJId€T €ro B
YIOJIHOMOYEHHBIH opraH
6 Omnucanue onepanyuu

pedepeHTHOrO ToOCymapcTBa B
COOTBETCTBUU C PeriiamMmeHToM
MH(OPMAIIMOHHOTO B3aUMOJICHCTBUS
MEXIY  YNOJIHOMOYCHHBIMHU
opraHamu

MOATBEpXKACHHE  Tpu3HaHUA  (
HENPU3HAHMUI)  HKCIIEPTHOTO
7 PesynbraTs! 3aKJI0YEHUs HaNpaBJIEHO B
YIOJIHOMOYEHHBIN oprax
pedepeHTHOrO rocyiapcTBa

Tab6muma 53

Omucanue onepamun "IIpreM u 06paboTka moATBEPKACHUA IPH3HAHUS (HEIPH3HAHUA)
skcmeprHOro 3akmoderus” (P.MM.06.0PR.033)

Ne /it O0o03HauyeHne dIeMeHTa Omnucanue
1 2 3
1 KonoBoe 0603HaueHue P.MM.06.0PR.033

npueM 1 00padoTKa MOATBEPKICHHS
2 HammeHnoBanwme omneparumn MpU3HAHUS (HeTIpu3HAHUA)
HKCIIEPTHOTO 3aKJII0YEHHUS

3 " YIOJIHOMOYEHHBIH opras
CIIOJTHUTEINb
pedepeHTHOTO rocyIapcTBa

BBINIOJIHAETCA IIPU IOCTYIUICHHH
MOATBEPXKACHUA  NpuU3HaHUA  (
HENpU3HAHUSA)  IKCIEPTHOTO
3aKII0YECHUS (omepauus

4 V0B BBITOIHEHUS
IpeacraBieHue MOATBEPKAEHUSA

MpU3HAHUS (HeTIpu3HAHUA)
skcrieptHoro 3akmodeHus" (P.MM
.06.0PR.032))

¢opMaT M CTpyKTypa CBEACHHU
JIOJKHBI COOTBETCTBOBATH

5 OrpaHuyeHUs



Onucanuo GopMaToB U CTPYKTYP
SNEKTPOHHBIX JOKYMEHTOB H
CBEICHUN

HCIOJHUTECIIb NPUHUMACT CBCACHUA
W TIPOBEPSIET X B COOTBETCTBHH C
PernmamenroM uH(pOPManMOHHOTO
B3aMMOJEHCTBUS MEXIY
YIOJIHOMOYEHHBIMH OPTaHaMH.
B ciywae ycnemrHoro BBITOTHEHHS
MIPOBEPKH HCIIOIHUTENh TPUHUMAET
MOATBEpXKACHNUE  TNpuU3HAaHUA  (
HENpPU3HAHUA)  IKCIEPTHOTO
3aKJIO4YeHUs, (GOpMHUpPYEeT H
HaIpaBisieT yBeIOMJIEHHE 00
6 Omnucanue onepanuu YCIEMHON obpaboTke
MOATBEPXKACHUS  Tpu3HaHUA  (
HENpU3HAHUA)  DKCIEPTHOTO
3aKJIIOUYCHUSI B YIIOJHOMOYEHHBIN
OpraH rocyjapcTBa NpU3HAHHS C
yKa3aHMEM KoJa pe3yibTara
00pabOTKHM, COOTBETCTBYIOIIETO
MOJIyYEHHUIO CBCJICHUH, B
COOTBETCTBUU ¢ PeryiiamMeHTOM
HH(GOPMAIIMOHHOTO B3aUMOICHCTBUS
MEXIY  YNOJIHOMOYEHHBIMHU
opraHamu

MOATBEpXKACHHE  mpu3HaHus  (
HENpU3HAHUA)  DKCIEPTHOTO

7 PesynbraThl 3aKJIOYEHUST  IPEJCTaBICHO
YIOOJIHOMOYEHHOMY  OpTaHy
pedepeHTHOTO rocyapcTaa

Tabnuua 54

Ommcanue onepain "Ilorygenue yBegoMIeHHS O pe3yIbTaTax 06paboTky HOATBEPKICHHUS
npu3HaHUA (HempH3HaHUA) dKcnepTHOro 3aKkmodeHnt” (P.MM.06.0PR.034)

Ne i/t O0o3HayeHne 3JIeMEHTA Omnncanne

1 2 3

1 KonoBoe 0003Hauenne P.MM.06.0PR.034
MOJy4YeHUE yBEAOMICHHUA O
pe3yibTaTax 006paboTku

2 HaumeHoBaHMe omepaIuu MOATBEPXKACHUS  mpu3HaHus  (

HerI/I3HaHI/IH) OKCHEPTHOTO
3aKJIIOUCHHUA

YIOJHOMOYEHHBIN oprax
rocyaapcTBa MpU3HAHUS

3 Wcnomaurens

BBINIOJIHAETCS. TPH IpUeMe |
00paboTKe  YIOJTHOMOYEHHBIM
Opranom pedepeHTHOTO
rocyapcTBa  TOJTBEPXKICHUS
NpU3HAHUSA (Hempu3HaHUA)



4 VYcnoBus BBINOTHEHUS 9KCHEPTHOTO 3aKJIIOYCHUS (
onepanus "[lpuem m oOpaboTka
NONTBEPXKACHHUA  NpU3HaHUA  (
HENpU3HAHUS)  IKCIEPTHOTO
sakmodenus” (P.MM.06.0PR.033))

¢dbopmar n CTPYKTypa
MIPEACTABISIEMBIX CBEJICHUH IOJKHEI

5 OrpannyeHus cooTBeTcTBOBaTh  OmmcaHuio
(hopMaToB U CTPYKTYP JIEKTPOHHBIX
JIOKYMEHTOB U CBEJICHHI

HUCITOJTHUTCIIb MNpUHUMACT
YBEOAOMIIEHHUE U TIPOBEPSACT €r0 B
COOTBETCTBUM ¢ PermameHTom

6 Omnucanue onepauuu .
MH(OPMAIIMOHHOTO B3aUMOJICHCTBUS

MCKIOY YOOJIHOMOYCHHBIMHA
opraHamu

YBEJOMJIIGHHE O pe3yJIbTarax
00pabOTKH  TMOATBEPKIACHUS
NIpU3HAHUSA (HempHu3HAHUA)

7 Pesynbratsl
9KCIEPTHOTO 3aKIIOUEHHUs MOTYyYEHO

YIOJIHOMOYCHHBIM OopraHom
rocyaapcCTBa NNpU3HAHUA

5. IIpouexypsl mOMy9eHUs JOKyMEHTOB, COAEPKAMUXCSA B PETHCTPALIAOHHOM J0CHE HIIH
0(OpMIEHHBIX TIPH €r0 PaCCMOTPEHHH

IIponexypa "YBepomiieHre 06 H3MEHEHHH COCTaBa JOKYMEHTOB, COIEPIKAIUXCS B
PEerHCTPaiOHHOM A0Che WK 0QOpMIICHHBIX IIpH ero paccMoTperun” (P.MM.06.PRC.012)

114. Cxema BbINIOJHEHUS Tpoueaypbl "YBeaomieHue o0 M3MEHEHHMHM COCTaBa
JOKYMEHTOB, COJEP)KAIUXCS B PErUCTPALMOHHOM J0Che WIM O(QOPMIICHHBIX IPHU €ro
paccmotpenun" (P.MM.06.PRC.012) npeacraBiena Ha pucyHke 19.



-YnonHOMOUSHHEIH Opras ‘VmonsoModeHHEIR opraH

pedepenTHOrO TOCYARPCTEA rocyIapcTEa IpHIHAHHA
' il 3 A
HanpasaeHne yeegoMIeHEA
0D HIMeHeHHH COCTaEa
AOKVMEeHTOR, COgepRaAlIHXCA :CeedeHns o perucTpanyy
B PErHCTPAUHOHHOM JOCEE = MeJHIHHCKHX H3ZeTHH
HIH ofopMISHHEX NPH 10 [vBegomneHHE nepegaHo]
paccMOTpeHHHE ‘L
(P.MM.06.OPR.035) P .

Tlpsem 1 oopaboTka
VEEIOMICHHA 00 H3MEHEHHH
COCTaEa JOKVMEHTOB,
CodepEaIIHXCA
E PETHCTPAUHOHHOM JOCHE
HIH ohopMIeHHEEIX
MOpH ero PacCMOTPEHHH

G (P.MM.06.0PR.036)

[Moxyuenne noITBEPHICHHA X,
obpadboTEH VEEJOMISHHA
00 H3MEHeHHH COCTAEA
JOKYMEHTOR, COgepEAMHNCA
B PETHCTPAITHOHHOM J0CkE
HIH 0hopMIeHHBIX
TIPH ero PACCMOTPEHHHN
(P MNM.06.0PR.037)

@

Prc. 19. Cxema BHIIOJNIHEHHSA IOponenypH "YBenoMieHHEe 00 M3MEHEHHH COCTaBa
JOKYMEHTOB, COIEPXAIMUXCA B PETHCTPAIMOHHOM AOChe WM O(OPMICHHBIX IPH €ro
paccmotpermn” (P.MM.06.PRC.012)

115. Ilpouenypa "YBenomiienre 00 U3MEHEHUH COCTaBa JOKYMEHTOB, COJICPKAIIUXCS B
PETHCTPAIIMOHHOM J10Che WK 0GOpMIICHHBIX mpu ero paccMmoTpenuun" (P.MM.06.PRC.012)
BBITIOJTHSAETCS TIPU JOTOJHEHUHU, U3MEHEHUH PEIAKIIUM, a TAK)KE UCKIIOUCHUH JOKYMEHTOB

:CeeleHua 0 PETHCTPALTHH
MeIHITHHCKHEY HigeTui
[veeaonmaenue nomyaeHo]

COZIepXKAIINXCSI B PETHCTPALIMOHHOM J0Che WIH OQOPMIICHHBIX IPU PACCMOTPEHUU
PETHCTPALIMOHHOTO JI0CKE.

116. IlepBoit BeimosiHseTCs omnepanus "HanpaBineHue yBeloMieHUsS 00 U3MEHEHUU
COCTaBa JOKYMEHTOB, COJIEPXKALUXCS B PETUCTPALIMOHHOM JI0ChE WM O(OPMIIEHHBIX IIPHU €T0
paccmorpenuun" (P.MM.06.OPR.035), mno pe3yiapTaTaM BBIIIOJHEHUS KOTOPOM
YIOJIHOMOYEHHBIN oOpraH pedepeHTHOoro rocyaapcrBa (OpMHUPYET W HalpabiseT B
YIOJHOMOYEHHBI OpraH rocyaapcrBa NMPU3HAHUS yBeIOMJIEHHE 00 M3MEHEHUU COCTaBa
JOKYMEHTOB, COJEP)KAIUXCS B PErUCTPALMOHHOM J0Che MM O(QOPMIICHHBIX IPHU €ro
PacCMOTPEHHUH.



117. Ilpu nmocTymjieHuH B YHNOJHOMOYEHHBI OpraH rocyJapcTBa MHpPU3HAHUS
YBEJIOMJICHUSI 00 M3MEHEHHWU COCTaBa JOKYMEHTOB, COJAECPXKAIIUXCS B PErHMCTPAllMOHHOM
nocke Wik OQOPMIICHHBIX TMPU €ro PacCMOTPEHWHU, BHITIONHSETCS omeparus "l[lpuem u
0o0paboTka yBeJAOMJIEHHS 00 HU3MEHEHHMH COCTaBa JIOKYMEHTOB, COJEPXKAIIUXCSA B
PETUCTPALIMOHHOM J10Che WiH 0hopMIIeHHBIX TpH ero paccmoTpenun” (P.MM.06.0PR.036),
0 pe3yibTaTaM BBIMOJHEHUS] KOTOPOW YMOJHOMOYEHHBIH OpraH rocyaapcTBa MPU3HAHUS
MOJy4YaeT YKa3aHHOE YBEJOMJICHHE, BBINOJHSAET €ro o0pabOTKy M HampaBiseT
MOATBEPXKACHUE OO0pabOTKM yBEIOMIIEHUS 00 U3MEHEHHHU COCTaBa JIOKYMEHTOB,
COJICPKAINXCS B PETUCTPALIMOHHOM J0Che WM O(OPMIIEHHBIX MPU €TI0 PaCCMOTPEHUHU, B
YIOJIHOMOYEHHBIN Ooprad peepeHTHOTO TOCy1apCcTBa.

118. Ilpu mocTymjieHUH B YIOJHOMOUYEHHBIA OopraH pedepeHTHOro rocyJaapcTBa
MOATBEPXKACHUS OO0paOOTKHM yBEIOMJICHHUS OO0 W3MEHEHHWH COCTaBa JIOKyMEHTOB,
COJIEpKALTUXCSI B PETUCTPALIMOHHOM JI0Ch€ WJIM O(POPMIIEHHBIX NPH €ro pacCMOTPEHUH,
BbIMOJIHSIETCSL onepanus "llonydeHue mnoATBEpkaAeHUS 00pabOTKH yBEAOMIJIEHUS 00
U3MEHEHUU COCTaBa JOKYMEHTOB, COJEPXAUIUXCA B PErUCTPALIMOHHOM JOChE WIIHU
opopmiieHHBIX Tipu ero paccmoTpeHuun" (P.MM.06.0PR.037), no pe3yibTaTaM BBIIOJHEHUS
KOTOPOW yMOJHOMOYEHHBIM Opran pedepeHTHOTO TOCyJapcTBa OCYIIECTBISIET 00pabOTKy
MOJTY4Y€HHOT'0 TIOATBEPKACHUS 00pabOTKH yBEeIOMIIEHUsI 00 M3BMEHEHUU COCTaBa JJOKYMEHTOB
, COZIEPIKAITNXCS B PETUCTPAIIMOHHOM JI0Che WM O(POPMIICHHBIX TIPU €0 PACCMOTPEHUMU.

119. Pe3ynbpTaToM BBITIOJIHEHHS MpoleAypbl "YBeaoMieHrne 00 M3MEHEHHH COCTaBa
JOKYMEHTOB, COJIEPXKAIIUXCS B PETHCTPAIMOHHOM J0Che WU O(MOPMIIECHHBIX TPH €ro
paccmotpenun" (P.MM.06.PRC.012) sBnsieTcs mojydeHHUE YHMOJIHOMOYEHHBIM OPTraHOM
rocyJlapcTBa MpU3HAHUS YBEAOMIICHUSI 00 M3MEHEHHUH COCTaBa JOKYMEHTOB, COJICPKAITUXCS
B PErUCTPAIMOHHOM J0Che WM O(POPMIICHHBIX MPHU €TI0 PACCMOTPEHUU, U TOTYUYCHHE
YIIOJJHOMOYEHHBIM OpraHoM pedepeHTHOr0 ToCyJapCTBa MOATBEPXKACHUS 00pabOTKU
yBEIIOMJICHUSI 00 M3MEHEHUU COCTaBa JIOKYMEHTOB, COJIEPXKAIIMXCS B PErUCTPAITHOHHOM
J0ChE UM OPOPMIICHHBIX TIPU €r0 PACCMOTPEHUMU.

120. [lepeuenp omepamuii 00IIETO MPOIECCa, BHIMOIHIAEMBIX B paMKaxX MPOIETyphl "
VYBenomienue 00 U3MEHEHHH COCTaBa JIOKYMEHTOB, COJEPXKAIIUXCA B PETrUCTPAIMOHHOM
nocke wiau odopmiieHHbIX Tipu ero paccmorpenuun” (P.MM.06.PRC.012), npuBenen B

tabmurie 55.
Ta6muma 55

ITepegens onepamuii o6miero mpomnecca, BHIIOIHAEMEIX B paMKax IIPOLeypHl Y BeIoMIIeHHE 00
A3MEHEHHH COCTaBa JOKYMEHTOB, COAEPIKAIMXCSA B PETHCTPALIMOHHOM JOChE WM 0 OpMIIEHHBIX
mpu ero paccmorperun” (P.MM.06.PRC.012)

KonoBoe 0603nauenue HanmenoBanue Omnncanne

1 2 3



P.MM.06.0PR.035

P.MM.06.0PR.036

P.MM.06.0PR.037

HaIpaBlIeHUE YBEAOMIICHHS 00

U3MEHEHUU COCTaBa JIOKYMEHTOB,
COJICPIKAIUXCS B PETHCTPAlnOHHOM
J0Che WM O(POPMIIEHHBIX TIPH €T0
paccMOTpeHNHU

mpreM U 00paboTKa yBEIOMIICHUS

00 U3MEHEHHMH COCTaBa JJOKYMEHTOB,
COZIEPIKAIIUXCS B PETHCTPAIIMOHHOM
J0Che W 0(OPMIIEHHBIX TIPH €T0

paccMOTpEHUH

MOJly4eHUE  TOATBEPKICHHS
00paboTKN yBeJOMIIEHHS 00
HU3MEHEHHH COCTaBa JOKYMEHTOB,
COZICPIKAIINXCS B PETHCTPAIIHOHHOM
Iocke WK O(GOPMIICHHBIX MPH €ro
paccMOTpeHuH

npuBeneHo B Tabmume 56
HacTosux [IpaBm

npuBegeHo B Tabmume 57
HacTosnwmx [IpaBun

npuBeaeHo B Tabmumme 58
HacTtosiux [IpaBun

Tabmuma 56

Omucanue onepanuy "HampapieHne yBeoMiIeHHs 00 H3MEHEHHH COCTaBa JOKyMEHTOB,
COZIEPKAIUXCA B PETHCTPAIMOHEHOM J0CHe WM 0()OPMIICHHBIX IIPH €ro paccmorpernu” (P.MM

.06.0PR.035)

Ne i/t
1
1

O0o3HaveHue 31IeMeHTa
2

KonoBoe 0603HaueHue

HaunmenoBanue orepanu

Wcnomaurens

VY ci1oBHS BBINOJHEHUS

Orpannyenus

Omnuncanne
3
P.MM.06.0PR.035

HalpaBlIE€HUE YBEIOMJIEHUS 00

M3MEHEHUU COCTaBa JOKYMEHTOB,
COJIEpXKAIUXCS B PETrHCTPALHOHHOM
JI0Che WM O(POPMIICHHBIX TIPH €TO0
paccMOTpeHHUH

YIOJIHOMOYEHHBIN oprax
pedepenTHoOrO ToCcynapcTBa

BBINIOJIHACTCS  YIIOJTHOMOYECHHBIM
OpraHom pedepeHTHOTO
rocyJapcTBa HpU JONOJHEHHUH,
N3MCHCHUU PCAAKIIMU, a TaKXKe
HUCKIOYCHUH JAOKYMCHTOB,
COJIEPIKAIUXCSI B PErUCTPAlMOHHOM
Jochbe HWJIN OQOPMIICHHBIX IpH
pPacCMOTPEHHH PETHUCTPALIMOHHOTO
J0Che

dbopmar U CTPYKTypa
MPEJCTABISIEMBIX CBEICHUH JOJIKHBI

COOTBETCTBOBATHL  OIHMCaHUIO
(hopMaTOB U CTPYKTYP IIEKTPOHHBIX
JIOKyMEHTOB U CBEACHUN

HUCIIOJTHUTCIIb HalmpaBJIia€T
YBEAOMIICHHEC 00 H3MEHEHUH
cocCTaBa JOKYMCHTOB,

COJICPIKAIUXCSI B PETUCTPALIMOHHOM



JIOChE I O(OPMIICHHBIX IMPH €O
PacCMOTPEHHH, C YKa3aHUEM:
HOMEpa 3asBJICHUS;
PETUCTPALlMOHHOTO yAOCTOBEPEHUS
MEIULUHCKOrO0 M3MENUs, B Cllydae
eclii HW3MCHEHHE BHECEHO B
JIOKYMEHTBI, COJEpKaIUMECI B
6 Omucauue orepanuu perucTpalliOHHOM JOChE€ HIH
obopmieHHBIE  TpH  €TO
PAacCMOTPEHUU B MEPHUOJ JEHCTBUS
PETUCTPAIIMOHHOTO YIOCTOBEPEHUS;
KOJ1a U3MEHEHHOTO JOKYMEHTA;
JTaTBl QOPMUPOBAHUS TOKYMEHTA;
HAUMEHOBAaHUs  OpTraHHU3alHUH,
MOArOTOBUBIIEH JOKYMEHTHI, a
TakXXe KoJa CTpaHbl 3TOH
OpPraHu3alud B COOTBETCTBUHU C
PeritamenToM HH(POPMAI[HOHHOTO
B3aHUMOJIENCTBUS MEXAY
YIIOJTHOMOYEHHBIMU OpraHaMu

yBegOMJIEHHE 00 M3MEHEHHH
cocTaBa JOKYMEHTOB,
COJIEPKAIUXCS B PETUCTPAITHOHHOM
7 PesynbraTst JI0Che WM O(POPMIICHHBIX TIPU €T0
pacCMOTPEHUH, HANpPaBJICHO B
YIOJHOMOYEHHBIN oprax
TOCyZapcTBa MPU3HAHMS

Tabmnuma 57

Omucanue onepaiuu "IIpueM u 06paboTka yBemomiieHHs 00 H3MEHEHHH COCTaBa JOKyMEHTOB,
COJZIEpKAIIUXCA B PETHCTPAIMOHHOM IOCHe WM 0(OPMIICHHEIX IIpH e€ro paccMorpennn” (P.MM
.06.0PR.036)

Ne /i O003HayeHne dIIEMEHTa Onucanue
1 2 3
1 Konosoe 0603HaueHuE P.MM.06.0PR.036

npreM u o0paboTka yBEeJOMIICHUS
00 M3MEHEHHH COCTaBa JOKYMEHTOB,

2 HaumMeHoBanue onepaiu COJICPIKAIUXCSI B PETUCTPALIUOHHOM
JI0OChE MM O(OPMIICHHBIX IPH €ro
paccMOTpeHHUU

MMOJIHOMOYEHHBII opran

3 Ucnonaurens y P

rocyaapcTBa IpU3HAHUA

BBITTIOJIHACTCA MNpU MOCTYIJIICHUU
yBeJOMIICHHS 00 U3MCHCHHHU
cocTaBa JOKYMEHTOB,
COJIEPIKAIUXCSI B PETUCTPALIUOHHOM
JI0Che WM OPOPMIICHHBIX TPHU €T0
paccMOTpeHHUH (omepanus
Hanpaenenue yBemomieHuss o0

4 VY CIIOBHS BBITIOJTHEHUS

N3MCHCHUU COCTaBa JOKYMCHTOB,



COJICPIKAIUXCSI B PErUCTPAlMOHHOM
Joche WM 0GOPMIICHHBIX MPU €ro
pacemotpennn” (P.MM.03.0PR.035

)

¢dbopMaT M CTpyKTypa CBEACHHU
JIOJIKHBI COOTBETCTBOBATH

5 Orpannuenus Omnwncannio GpopMaToB M CTPYKTYp
3JEKTPOHHBIX JOKyMEHTOB U
CBEICHUI

WCTIOJTHUTEIb BBITOJHSET TIPOBEPKY
MOJIy4eHHOTO YBEJIOMJICHUS B
COOTBETCTBUU ¢ PersiamMmeHTOM
MH()OPMAMOHHOTO B3aMMOJICHCTBUS
MCXKIY YOOJIHOMOYCHHBIMHA
opranamu. B ciyuae ycnemHoro
BBITIOJTHEHU S NPOBEPKHU
UCIIOJIHATENb  OCYIIECTBIISET
00paboTKy yBemoMmieHHS 00
W3MEHEHNH COCTaBa JOKYMEHTOB,
COJICPIKAIUXCSI B PETUCTPALUOHHOM
JI0OChE MM O(GOPMIICHHBIX MPH €ro
paccmotpeHuu, QopmupyeTr u
OTHpaBISET YBEeJIOMIICHUE
YHOJHOMOYEHHOMY  OpTaHy
pedepenTHOrO TOCyHapcTBa 00
YCIICITHOM TIOJTyYCHNH CBEICHUH €O
3HAYCHHEM KOJa pe3yjbTaTa

6 Omnwmcanue onepamnuu

00pabOTKH, COOTBETCTBYIOIEM
MOJY4YCHHIO  CBEJCHUH, B
COOTBETCTBUU ¢ PermameHtrom
UH(POPMAIIMOHHOTO B3aHMOICHCTBHS
MEXIY  YHIOJHOMOYCHHBIMH
opraHamu

yBeqoMIIeHHe 00 H3MEHEHUH
cocTaBa JOKYMEHTOB,
COZICPIKAINXCSI B PETUCTPAlMOHHOM
7 PesynbraTs! JIOCHhE I O(OPMIICHHBIX IIPH €T0
paccMOTpEHUH, MOJyYEHO
YIIOJIHOMOYCHHBIM OopraHom
rocynapcTBa NpU3HaAHUS

Ta6nuia 58

Ommcanue onepain "Ilorygenne moATBEPKACHAA 00paboTKH yBefOoMIeHHS 00 H3MEHEHIUH
COCTaBa JOKyMEHTOB, COJICPXKAIMXCSA B PETHCTPAMOHHOM J0Che WM 0(OPMIIEHHBIX IIPH €ro
paccmorpernn” (P.MM.06.0PR.037)

Ne i/t O0o3HayeHne dJIEMEHTA Onucanue
1 2 3
1 KomoBoe 0003HaueHme P.MM.06.O0PR.037

MOJIydeHHE  MOATBEPKICHUS
00paboTKu  yBemOMIICHHS 00



2 HaunmeHnoBanue oneparyu W3MEHEHNU COCTaBa JJOKYMEHTOB,
COJICPIKAIUXCSI B PETUCTPALlMOHHOM
JI0Che WM O(OPMIICHHBIX TIPH €TO
paccMOTpEeHUH

yHOHHOMO‘IeHHLIﬁ opraH

3 Hcnonaurens
pedepeHTHOTO rocyIapcTBa

BBINIOJIHACTCS. IIPH HanpaBlIeHUU
NOATBEPXKICHUS  00paboTKu
yBeIOMIICHHS 00 U3MEHCHHHU
cocTaBa JOKYMEHTOB,
COJICPIKAINXCSI B PETUCTPAlMOHHOM
Joche WiId 0QOPMIICHHBIX NIPU €ro
4 Y CII0BHS BBIIOTHEHUS paccmotpennu (orepanuu "[Ipuem u
obpaboTka yBegOoMIEHHUS 00
N3MCHCHUU COCTaBa JOKYMCHTOB,
COJIEPIKAILMXCSI B PErUCTPALMOHHOM
JIoche WM O(POPMIICHHBIX TIPH €TO
pacemotpennu” (P.MM.06.0PR.036

)

dbopmar U CTPYKTypa
MPEJCTABISIEMBIX CBEICHUH JOJIXKHBI

5 OrpannueHus COOTBETCTBOBAThL  OIHCaHHIO
(hopMaTOB U CTPYKTYP IMEKTPOHHBIX
JIOKyMEHTOB U CBEACHUN

HCIIOJIHUTEb NpUHUMACT
MOJITBEPIKICHUE 00paboTku
yBeIOMIICHHST 00 H3MEHEHHH
cocTaBa JIOKYMEHTOB,
COJICPIKAIUXCSI B PErUCTPALIMOHHOM

6 Omnwucanue onepanun JI0Che WM O(POPMIICHHBIX TIPH €T0
PacCMOTPEHHUH, U TPOBEPSICT €ro B
COOTBETCTBUH ¢ PeriameHTOM
HH(POPMAIMOHHOTO B3aUMOICHCTBUS
MEXIY  YINOJIHOMOYCHHBIMHU
opraHamu

MOATBEPXKJIEHUE  00paboOTKH
yBeIOMIJIEHHS 00 M3MEHEHHH
cocTaBa JOKYMEHTOB,
COZICPIKAINXCSI B PETUCTPAlMOHHOM
JI0Che WM O(OPMIICHHBIX TPH €TO
PaccMOTPEHHH, TTOTYIEHO

7 Pesynbrarst

IIponenypa "IlorydeHne cBeIeHH O COCTaBe JOKYMEHTOB, COIEPKAIIMXCA B PETACTPAHOHHOM
Jiocke Wik 0opMIIeHHBIX IIpu ero paccMotperun” (P.MM.06.PRC.013)

121. Cxema BbInosHeHUs npoueaypsl "[lonydyeHne cBeAeHU O cOCTaBE JOKYMEHTOB,
COJICPXKAITUXCS B PETUCTPAIMOHHOM JIOChe WM O(QOPMIICHHBIX TIPH €ro paccMoTpeHuu" (
P.MM.06.PRC.013) npencrasneHa Ha pucynke 20.



-¥YnoaHOMO9EHHEIH Oprad -VoonsoModeHHEIR OpraH
rocyJ4pcIeEa IPHIHAHHA pedepeHTHOTO TOCYIApPCTEA

?

-

rHaHPEI.E.-‘IEH‘H'-‘.‘ 3aNpoca CEegeHHH
0 COCTAEE JOEYMEHTOE,
COIepEAIIHXCH :CeeJeHHE O PETHCTPAUHHA
B PErHCTIPAUHOHHOM JOChE = MeTHITHHCKHX H3JeTHR
HIH 0hopMIeHHEEIX TIPH [cBegerna sampomens]
ero paccMOTPEHHHE \L
- (P.MM.06.OFR. 038) 4 [ IloaroToeka & npegcTaBIcHHE )
CEEJcHHH 0 COCTaRe
:Crefenna 0 perHcTpaluy JAOKVMEHTOB, COJepEAINHNYCE
METHITHHCKHY W3 deTRil B peTHCIPAHOHHOM J0CES
[cBenenna npeactaeaensl] HIH 0GOpMISHHEIX IIPH
€ro paccMOTPEHHH
(P MM .06 OPR.039)
:CregeHns 0 perHCTPALEH . | £
MeTHITHHCKHY H2IeTHH =
[cBezeHHs OTCYTCTBYIOT]

L

Ilpses 1 oOpadoTKa

CREJEHHH O COCTaEe
JOKVMEHTOR, COJepHamHxcy
== E pErHCTPaUHOHHOM JOCRS
HIH oQopMIeHHEIX IpH

ero PECC}IQIFEH}IH

(P.MM.06.0PR.040)

o

Puc. 20. Cxema BrmoimHeHUS nporeayps! "[loxydenne cBeieHui 0 COCTaBe JOKYMEHTOB,
COZIEpXKAIUXCA B PErHCTPANMOHHOM JOCh€ WM O(POPMICHHBIX IPH €r0 paccMOoTpeHHH" (
P.MM.06.PRC.013)

122. TIpouenypa "IlosydueHue cBeIEHU O COCTaBE AOKYMEHTOB, COJIEpKAIIUXCS B
PETUCTPAIIMOHHOM J0Che MM o(popMIIeHHBIX IIpH ero paccmorpenuun’ (P.MM.06.PRC.013)
BBITIOJTHSETCSA YIIOJIHOMOUYEHHBIM OpPraHOM rOCYy/1IapCcTBa MPU3HAHUA B Cly4ae HEOOXOIUMOCTH

MOJIyYEHUsI CBEJEHUN O COCTABE JJOKYMEHTOB, COJEPKAIIMXCS B PETUCTPALIMOHHOM JIOCHE
WM O(POPMIIEHHBIX TIPU €T0 PACCMOTPEHHH, MTPHU BBITIOIHEHUH MTPOLIETYP, PEAYCMOTPEHHBIX
IIpaBunamu perucrpanuu.

123. TlepBoil BeimonHsieTcs onepauus "HampaBiieHue 3ampoca CBEIECHUN O COCTaBe
JOKYMEHTOB, COJIEpXKAIUXCA B PETHCTPAIMOHHOM J0Ch€ WM O(OPMIIEHHBIX HPHU €ro
paccmotrpennun" (P.MM.06.OPR.038), mno pe3yapraTam BBINOJHEHUS KOTOPOH
YIOOJHOMOUYEHHBIH OpraH rocyJapcTBa TNpuU3HAHUS (OpMUPYET U HampaBisieT



YIOJIHOMOYEHHOMY OpraHy pe)epeHTHOro rocyAapcTBa 3alpoc Ha MPECTaBIEHUE CBEACHUN
0 COCTaBE JOKYMEHTOB, COAEPKALIUXCS B PETUCTPALIMOHHOM JIOChE WU O(DOPMIICHHBIX MPU
€ro PaCCMOTPEHUH.

124. [1pu mocTyIjieHu: B YIIOJTHOMOUYCHHBIN opraH peepeHTHOro rocy1apcTna 3amnpoca
Ha MPEACTaBJICHUE CBEICHHUI O COCTaBE TIOKYMEHTOB, COAEPKAIIMXCSA B PETUCTPALMOHHOM
J0Che Ui OPOPMIIEHHBIX TIPU €T0 PACCMOTPEHUH, BBINONHsAETCs onepanus "[loarotroBka u
MIPEICTABICHUE CBEICHUI O COCTaBE JOKYMEHTOB, COACPKAIINXCS B PETUCTPALIMIOHHOM JIOChE
unu odopmiienHsix npu ero paccmorpenuun” (P.MM.06.0OPR.039), mo pesynbraTtam
BBINIOJIHEHHSI KOTOPOM YIOJHOMOYEHHBIA OpraH peepeHTHOro rocyiapctsa (popMupyer u
HamnpapJsgeT B YNOJHOMOYEHHBIM OpraH rocyJapcTBa MPU3HAHUSA CBEACHUS O COCTaBE
JOKYMEHTOB, COJIEPKAIUXCA B PETHCTPAIMOHHOM J0Che WU O(OPMIIEHHBIX HPHU €ro
pacCMOTPEHUH, WM YBEAOMJIEHHME OO0 OTCYTCTBUHM CBEAECHUW, YJIOBJIETBOPSIOLIUX
napamMeTpaM 3ampoca.

125. Ilpn nocTyIieHnH B YIIOJTHOMOYEHHBIM OpraH roCcy1apcTBa IPU3HAHUS CBEICHUN O
COCTaBe JIOKYMEHTOB, COJIEPKAIIUXCS B PETUCTPALIMOHHOM J10ChE WM O(DOPMIICHHBIX MPU €r0
paccMOTpeHuu, BhIodHsAETCA omnepauus "llpuwem u o00paboTka CBeJeHHI O cOCTaBe
JOKYMEHTOB, COJEP)KAIMXCS B PErUCTPALMOHHOM J0Che WIM O(QOPMIICHHBIX IPHU €ro
paccmorpenuun" (P.MM.06.OPR.040), mno pe3ynapTaTtaM BBHINIOJHEHUS KOTOPOWU
YIIOJIHOMOYEHHBIA OpraH rocyJapCcTBa MPU3HAHUS OCYIICCTBIISET 00paOOTKY MOITYUYEHHBIX
CBEJICHUM WJIM YBEIOMJICHUS OO0 OTCYTCTBUHU CBEJCHHH, YJIOBIETBOPSIOIIMX MapaMeTpam
3armpoca.

126. Pe3ynbTaToM BbINOJHEHUS Tpoueaypbl "llonydeHue cBeAeHMN O COCTaBe
JOKYMEHTOB, COJIEpPKAIUXCA B PETHCTPALMOHHOM JOCh€ WM O(OPMIIEHHBIX IpPHU €ro
paccmotpenun" (P.MM.06.PRC.013) sBasieTcs mojydeHUE YMOJIHOMOYEHHBIM OPTaHOM
rocygapcTBa MpU3HAHHUS CBEIEHUM O COCTaBe JOKYMEHTOB, COJEp)Kalluxcs B
PETUCTPALIMOHHOM J0Che UK 0(QOPMIICHHBIX MIPHU €r0 PAaCCMOTPEHHUH, WIIK YBEIOMIIEHUS 00
OTCYTCTBUU CBEJICHUM, yIOBJIETBOPSIONIMX MapaMeTpam 3ampoca.

127. Ilepeuenp omepamuii 0OIIETO MPOIECCa, BHIMOJHIEMBIX B paMKaxX MPOIEAYPHI
[TonydyeHue cBEOEHUI O COCTAaBE NJOKYMEHTOB, COJAEPKAIIUXCSA B PETMCTPALIMIOHHOM JOChHE

i opopmiieHHbIX npu ero paccmorpenun” (P.MM.06.PRC.013), npuenen B Tabnuue 59.
Tabmuma 59

"

Ilepegens onepanuii 06mero mponecca, BRIIOIHAEMEIX B paMkax mponexypsl "Ilomydenne
CBEJIEHHI O COCTaBe JJOKYMEHTOB, COAEPKAMIUXCS B PETHCTPAMOHHOM JOCHe WK 0()OPMIICHHBIX
mpu ero paccmorperun” (P.MM.06.PRC.013)

KomoBoe 00o3Hauenme Hanmenosanue Omnucanue
1 2 3

HaIrpaBJICHUE 3aIlpoca CBEIICHUH O
cocCTaBC JOKYMEHTOB,

P.MM.06.0PR.038 COJIEPIKALLUXCS B pETUCTPALUOHHOM



P.MM.06.0PR.039

P.MM.06.0PR.040

Ommcanne onepanuy "HampasieHre 3ampoca CBEICHHH 0 COCTaBe AOKYMEHTOB, COAEPKAIMMXCS B
PETHCTPanrOHHOM A0Che Wiv 0OpMICHHRIX IpH ero paccMorperun” (P.MM.06.0PR.038)

Ne i/t
1
1

J0Che WM OpOPMIIEHHBIX TIPH €ro
paccMOTpeHNH

MOATOTOBKA W TIPEICTaBICHHUE
CBEJICHUM O COCTaBE JOKYMEHTOB,
CoJlepXKaIUXCs B PErUCTPAlHOHHOM
J0Che WM O(pOPMIIEHHBIX TIPH €ro
paccMOTpeHNH

npueM U o0paboTka CBeIeHUil o
cocraBe JOKYMEHTOB,
COZIEPXKAIIUXCS B PETHCTPALIMOHHOM
J0cbe WM 0()OPMIICHHBIX HPH €ro
paccMOTpeHUH

O0o3HayeHne dJIEMEHTA
2

KonmoBoe 0003HaueHme

HaumenoBanue ornepannun

WUcnomaurens

VCIIOBUS BBIIOJTHEHUS

Orpannyenus

Omnwucanue onepanuu

npuBeneHo B Tabmnume 60
HacTosux [IpaBm

npuBegeHo B Tabmmme 61
Hacrosamux [IpaBun

npuBeneHo B Tabnmme 62
Hacrosmux [IpaBun

Tabmauma 60

Onucanue
3
P.MM.06.0PR.038

HalpaBJIeHHE 3aIpoca CBEJCHUH O
coCTaBe JOKYMEHTOB,
COJIEPIKAIUXCSI B PETUCTPAlMOHHOM
JI0Che WM O(OPMIICHHBIX TIPH €TO
paccMOTpeHNH

ynOHHOMO‘IeHHLIﬁ opraH
rocyaapCTBa NpU3HAHUA

BEITIOJTHSETCS. TIPH HEOOXOAMMOCTH
MOJIy4eHHUsI CBEICHHH O COCTaBe
JIOKYMEHTOB, COJAepXamuxcs B
PErUCTPAllMOHHOM JI0ChEe WIIH
0(GOpMIEHHBIX  THpH  €T0
paccMOTpeHHH

dbopMar u cTpykTypa CBeacHUH
JTOJIKHBI COOTBETCTBOBATH
Onucanuio GopMaToB U CTPYKTYP
SNMEKTPOHHBIX JOKYMEHTOB H
CBEICHUN

UCIIOIHUTENb  (QOPMHUPYET H
HanpaBisieT B YIOJIHOMOYECHHBIN
opra peepeHTHOro rocyJaapcTaa
3aIpoC Ha MPEACTABICHHUE CBEICHHUN
0 cocTaBe  JOKYMCHTOB,
COZIePIKAIINXCS B PETUCTPALIMOHHOM
JIOChe UK O(OPMIICHHBIX TIPH €T0
paccMOTpPEeHUH, B COOTBETCTBHH C
PernamenToM wnH(pOpPMaMOHHOTO
B3aMMOJEHCTBUS MEXIY
YIIOJTHOMOYEHHBIMH OpraHaMHt



Pe3ynbTaTs!

3aIlpoC Ha MPEACTaBICHUE CBEACHUN
0 COCTaBe€  JOKYMEHTOB,
COEPIKAIUXCSA B PETUCTPALIMOHHOM
JIOCHhE A O(OPMIICHHBIX IIPH €T0
pacCMOTpPEHUHU, HalpaBlI€H B

YIOJHOMOYEHHBIN oprax
pedepeHTHOro rocy1apcTBa
Ta6muma 61

Ommucanne onepanun "IloAroToBKa U MpeAcTaBiIeHHE CBEIECHAM O COCTaBe JOKYMEHTOB,
COJIEpKaIINXCA B PETHCTPAMOHHOM JOChe WM 0(OPMIICHHEIX IIPH €ro paccMorpernu” (P.MM

.06.0PR.039)

Ne i/t
1
1

O0o3HaveHue 31IeMeHTa
2

Konosoe 0603HaueHue

HaumenoBanue ornepanu

Hcnomaurens

V108U BBINOJHEHUS

OrpaHudeHus

Omnncanne
3
P.MM.06.0PR.039

MOATOTOBKA M TPEJCTABICHHE
CBEJICHUH O COCTaBE JIOKYMEHTOB,
COJIEpXKAIUXCS B PETHCTPALIOHHOM
JI0Che WM O(POPMIICHHBIX TIPH €TO0
paccMOTpeHnH

YIOJIHOMOYEHHBIN oprax
pedepeHTHOrO rocyiapcTBa

BBIMOJIHAETCS. MPH TOCTYIJICHUA
3ampoca Ha  IMPEJCTABICHHE
CBEJICHUI O COCTaBe JOKYMEHTOB,
COJIEPIKAIIUXCS B PETHCTPAIHOHHOM
JIOChE HIIH O(GOPMIICHHBIX MPH €ro
paccMOTpeHUH (omeparnust
Hampasnenue 3ampoca cBeAcHHN O
cocTase JIOKYMEHTOB,
COJICPIKAIUXCSI B PETUCTPALIUOHHOM
JI0Che WM O(POPMIICHHBIX TIPU €T
paccmotpenun" (P.MM.06.0PR.038

dbopmMar W CTPYKTypa CBEICHHM
JOJIKHBI COOTBETCTBOBATh

Onucanuio GpopMaToB M CTPYKTYP
ANEKTPOHHBIX JOKYMEHTOB U
CBeIeHUI

WCIIOJIHUTENb BBIIIOJIHAET IIPOBEPKY
MOJY4E€HHOTO 3ampoca B
COOTBETCTBUU ¢ PeriamMeHTOM
MH(POPMAIIMOHHOTO B3aUMOJICHCTBUS
MEXKIY YIIOJIHOMOYEHHBIMU
opraHami.

B ciyyae ycnemHoro BBITOJHEHUS
MIPOBEPKHU HUCIIOJIHUTEND HANIPABIISIET
OTBET Ha 3allpoC B COOTBETCTBUHU C



PernamenroM uH(pOPMaMOHHOTO
B3aMMOJEHCTBUS MEXIY

6 Onucanue onepanuu YHOJIHOMOYEHHBIMU OPTraHAMH.
B oTBer Ha 3ampoc MoOryT OBITH
HaTIpaBJICHBI COOOIICHHUS:
CO CBEACHUAMH O COCTaBe
JIOKYMEHTOB, COJEpXaIuXcs B
PErHCTPAlMOHHOM JIOChE HIIU
0hGOpMIEHHBIX  THpH  €T0
paccMOTpeHnH;
C yBEIOMJICHMEM 00 OTCYTCTBHHU
CBEJICHUH, YIOBIETBOPSIOMINX
rapameTpam 3arpoca, ¢ yKa3aHHeM
Koma pe3yibTata oO0paboTKH
CBEIAECHUH, COOTBETCTBYIOIIETO
OTCYTCTBUIO CBEACHUI

YIOIHOMOYEHHOMY  Oprasy
rocynapcrsa MpU3HAHUSA
MIPEACTABIICHBI CBEACHUS O COCTaBe
JIOKYMEHTOB, COJEpXalluxcs B
PErUCTPAllMOHHOM JIO0ChEe WIIH
7 PesynbraTsl

0hGOpMIEHHBIX  HpH  €r0
PacCMOTPEHHUH, MU HaIpaBICHO
yBeJOMJIEHHE 00 OTCYyTCTBUH
CBEJICHUH, YIOBIETBOPSIOMINX

mapameTpam 3ampoca
Ta6muma 62

Omucanue onepanun "TIpueM u 06paboTKa CBeEHHI O COCTaBe JOKYMEHTOB, CONCPKAIIUXCS B
PErHCTPaIOHHOM A0Che Win 0popMIIeHHBIX IIpH ero paccMoTperun” (P.MM.06.0PR.040)

Ne /i O0o03HayeHne dIeMEHTa Onucanue
1 2 3
1 KonxoBoe 0603Hauenme P.MM.06.0PR.040

npueM u 00paboTka cBeIEHHH O
cocTaBe JOKYMEHTOB,

2 HanmMenoBanue onepauuu COZIEPXKALIUXCS B PETUCTPALIMOHHOM
JIOCHhE I O(OPMIICHHBIX IIPH €T0
pPaccMOTpeHUH

yHOHHOMO‘IeHHHﬁ opraH
rocyaapcCTBa NNpU3HAHUA

3 Ucnonaurens

BBIIIOJIHACTCA TOpU TOJTYUYCHUU
CBEJICHUH O COCTaBe TOKYMEHTOB,
COJIEPKAIIUXCS B PETUCTPAL[IOHHOM
JI0Che WM O(POPMIICHHBIX TIPH €TO
paccMOTPEHUH, WM YBEAOMIICHHS
00 OTCYTCTBUM CBEICHUH,
YAOBJIETBOPSIOUINX TapaMeTpam
4 VYc10BUs BBIIOJIHEHUS 3anpoca (oneparus "Iloaroroska u
IIpeJCTaBICHUE CBEACHUN O cocTaBe
JIOKyMEHTOB, COAEpXKaluxca B



PETHCTPAIIMOHHOM JIOChE HJIH
ohOpPMIEHHBIX  HpPU  €ro
pacemotpennu” (P.MM.06.0PR.039

)

¢dbopMaT M CTpyKTypa CBEACHHU
JIOJIKHBI COOTBETCTBOBATH

5 Orpannuenus Omnwncannio GpopMaToB M CTPYKTYp
3JEKTPOHHBIX JOKyMEHTOB U
CBEICHUI

WCTIOJTHHUTEIb BBIMIOJHACT MPOBEPKY
MOJNYYCHHBIX  CBCACHUU B
COOTBETCTBHH C PerimameHTOM
WHPOPMALIMOHHOTO B3aUMOICHCTBUS
6 Omnucanue onepanuu MEXIy  yYINOJHOMOYEHHBIMH
OpraHaMu rocyJapcTB-4JICHOB.
B cnydae ycnenrHoro BBINOJIHEHUS
MPOBEPKH UCIIOJHUTEIh IPHHUMACT
MOJTYYCHHBIC CBEACHUS

CBEIICHUS O COCTaBE JIOKYMEHTOB,
COZIEPIKAIIUXCS B PETHCTPAIHOHHOM
JIOChE MM O(GOPMIICHHBIX MPH €ro

7 PesynbraTh PacCMOTPEHUH, WM YBEAOMIICHHE
00 OTCYTCTBUH  CBEJICHUM,
YIOBIETBOPAIOMINX IapaMeTpam
3ampoca, Oy YeHbI

IIponexypa "Tlomyderne JOKyMEHTOB, COACPKANMXCS B PETHCTPAIIMOHHOM JOCHE WA
odpopmierssix npu ero paccMorpermu” (P.MM.06.PRC.014)

128. Cxema BbInosiHeHUs npoueaypsl "llonyueHne JOKYMEHTOB, COJAEpKAIIUXCS B
PETUCTPALlMOHHOM J0Che WM oopMileHHBIX TIpHu ero paccmoTpenuun" (P.MM.06.PRC.014)
MpeACTaBlieHa Ha pucyHke 21.



‘VooanosmogeHHEIH oprad ‘Y noasoMoueHHRI opras
rocyIJapcTea NPHIHAHHA pedepeHTHOTO FrOCVIAPCTEA

?

Hanpaenenne zanpoca Ha
fApeAcTABICHHE JOKYMEHTOR,

P

COORPEANTHYCA :CeeleHHA O pETHCTPALTHE
E pPerHCTPAHOHHOM JOChE e MEIHUHHCEHX HITe THH
HIH 0 OpMIEHHRIX NIPH [cBeaeHMA sanpOMIeHED]

ero PacCcMOTPEHHH
(PMM.06.OPE.041)

( Tlogroroska B OpeJcTasicHHe )
JOEVMEHTOE, COOCPRATHYCA
E PETHCTPALHOHHOM JOCEE
HIH odopMISHERIY NpH

Sro PacCMOTPRCHHH
(P.MM.06.0PR.042) |

:CeReJeHNA 0 PETHCTPALIHE
MEIHUHHCKHX H3JeTHA
[cBenenns npeacTasieH:l]

:CeejeHns 0 perHCTPaLHE
MeAHIHHCKHX H3JeTH#
[cEedeHMT OTCYTCTEYVIOT)

i

IMpuenm m oopaboTka
AOKYMEHTOE, COOSPAAINHNCH
E PETHCTPANHOHHOM J0CEE
HAH o opMISHHEEX TIPH
ero paccMOTPeHHH

(P.MM.06.0PE.043)

.

Puc. 21. Cxema BemoaHeHHA nponeaypsl "IlorydeHne JOKyMEHTOB, COACPIKAIIMXCSA B
PEeTrHCTPanOHHOM AOChe WM 0(OpMIIEHHBIX IIpH ero paccMoTperun” (P.MM.06.PRC.014)

129. Ilpouenypa "llonydyeHrne JOKYMEHTOB, COJIEPKAIIMXCS B PETUCTPALIMOHHOM JTOCHE
unu opopmiieHHBIX Tpu ero paccmorperuu” (P.MM.06.PRC.014) BeimonHsieTcss mpH
HEOOXOAMMOCTH TIOJIYYEHHUST TOKYMEHTOB, COJIEPYKAIIUXCS B PETUCTPAIIMOHHOM JIOChE HIIH

0 OPMJICHHBIX TIPH €TO PACCMOTPECHHH.

130. IlepBoil BeImoNHsAETCS omnepauus "HampaBiieHue 3anpoca Ha MPEACTaBICHUE
JOKYMEHTOB, COJIEPXKAIIUXCA B PETHCTPAIMOHHOM J0Che WU O(MOPMIIECHHBIX TPH €ro
paccmorpenuun" (P.MM.06.OPR.041), mno pe3ynapTaTaM BBHINIOJHEHUS KOTOPOW
YIIOJIJHOMOYEHHBIA OpraH rocyJapctBa npu3HaHus GOpMUPYET U HANpaBiseT B
YIOJIHOMOYEHHBIN OpraH peepeHTHOr0 roCyIapCcTBa 3apoc Ha MPe/ICTaBlIeHnEe JOKYyMEHTOB
, COJIEPKAIUXCSI B PETUCTPALIMOHHOM JI0Che WU O(OPMIICHHBIX IIPU €T0 PACCMOTPEHUH, C
YKa3aHUEM HOMEpa 3asBJICHUS WM HOMEpPA PETHCTPAIMOHHOIO YJIOCTOBEPEHUS, a TaKXKe



Koda (KOJOB) JTOKyMEHTa (JJOKyMEHTOB) B COOTBETCTBHU CO CHPABOYHUKAMU BHIOB
JIOKYMEHTOB, COJEpIXKAIIUXCS B PETUCTPAIIMOHHOM JIOChe, WJIM BHUJIOB JOKYMEHTOB,
0 OPMIICHHBIX TIPH PACCMOTPEHHUH PETUCTPAIIMOHHOTO JOCHE.

131. [Ipu mocTyrjieHu: B yIOJTHOMOUYCHHBIN opraH peepeHTHOro rocy1apcTna 3anpoca
Ha TMpPEACTABICHUE JTOKYMEHTOB, COJEPXKAlIUXCS B PETHUCTPALMOHHOM JOChE WU
oGOpPMJICHHBIX TMPU €ro pPacCMOTPEHUHU, BbIMoJHsAETCs omnepauus "lloaroroBka u
MPEJCTaBICHUE TOKYMEHTOB, COACPKAIMUXCS B PETUCTPAIMOHHOM JOChE WU 0(OPMIIEHHBIX
npu ero paccmorpeHun”" (P.MM.06.OPR.042), no pe3ynbrataM BBIIOJHEHUS KOTOPOU
YIOJHOMOYEHHBIM oOpraH pedepeHTHOro rocyaapcrBa (GOpMHUpPYET W HampaBiisieT B
YIOJHOMOYEHHBI OpraH ToCyJapcTBa MpPU3HAHUS JIOKYMEHTHI, COJAEpXKalluecs B
PErUCTPAIlMOHHOM J0Che WK O0(OPMIICHHBIE TIPU €r0 PACCMOTPEHUH, UM YBEJOMJICHUE 00
OTCYTCTBUU CBEJICHUH, YJIOBJIETBOPAIONIUX MapaMeTpam 3amnpoca.

132. ITpu noCTymJIEeHUH B YIIOJIHOMOYEHHBI OPTaH rocyAapcTBa MPU3HAHUS JTOKYMEHTOB,
COJIEpKAIUXCA B PETUCTPALIMOHHOM J0ChE UM O(POPMIICHHBIX MPU €r0 PACCMOTPEHUU, UITU
yBEIIOMJICHHSI 00 OTCYTCTBUHM CBEICHHUM, YJOBIECTBOPSIOMIMX TMapaMeTrpaMm 3ampoca,
BeIMOHsIETCs omnepauus "llpuem u o00paboTka JTOKYMEHTOB, COJEpKAIIUXCS B
PETHCTPALIMOHHOM JI0Che WM 0opMIIeHHBIX mpu ero paccmorpenun” (P.MM.06.0PR.043),
M0 pe3yJibTaTaM BBIMOJHEHHUS KOTOPOM YIOJTHOMOYEHHBIN OpraH TrocyJapcTBa MpPU3HAHUS
OCYIIECTBIISIET 00pabOTKY MOTYYEHHBIX JOKYMEHTOB, COJIEPKAIIMXCS B PETUCTPAIIMOHHOM
n0ocke Wi OGOPMIIEHHBIX TMPU €r0 PACCMOTPEHUHU, WU YBEIOMJIEHUS OO0 OTCYTCTBUH
CBEJICHU, YIOBJIETBOPSIONINX [MapaMeTpaM 3arpoca.

133. Pe3ynbTaToM BRINOJHEHUS TIpolieyphl "[lomydueHrne TOKYyMEHTOB, COIEpKAIIUXCs B
PETUCTPALMOHHOM J0Che Wi oopmMileHHBIX TIpHu ero paccmoTpenuun" (P.MM.06.PRC.014)
ABJSICTCS MOJYy4YEHUE YMOJHOMOUYEHHBIM OPraHOM TrOCyJapcTBa IMPU3HAHHS JTIOKYMEHTOB,
COJICPIKAIUXCSA B PETUCTPALIMOHHOM J0ChE WU O(POPMIICHHBIX MPU €r0 PAaCCMOTPEHUH, UITU
YBEJIOMJICHUSI 00 OTCYTCTBUU CBEJICHUH, YIOBICTBOPSIOIINX TapaMeTpaM 3ampoca.

134. [lepeuenp omnepanuii 00IIEro MpPoUEcca, BHIMOJHIEMBIX B paMKax MPOLEAYpPhI
[TomyyeHne TOKYMEHTOB, COACPIKAITUXCS B PETUCTPAITMOHHOM JTOChE WIIH O(DOPMIICHHBIX TIPH

ero paccMotpenun” (P.MM.06.PRC.014), npuBenen B Tabnuiie 63.
Tabmuma 63

"

Ilepegens onepanuii 06mero mpomnecca, BHIIOIHIEMEIX B paMKax mpouexypsl "Ilomyderne
JIOKyMEHTOB, COJIEpXKAIIUXCSA B PETHCTPAMOHHOM JOChEe WM 0()OPMIIEHHBIX IIPH €TO
paccmotpernn” (P.MM.06.PRC.014)

KonoBoe 0603Hauenme HaunmenoBsanue Onucanue
1 2 3

HaIlpaBJICHUC 3amnpoca Ha
IPEACTABIICHUE JOKYMEHTOB,

P.MM.06.0PR.041



P.MM.06.0PR.042

P.MM.06.0PR.043

COJICPIKAIUXCS B PETHCTPAlnOHHOM
J0Che WM O(OPMIIEHHBIX TIPH €To
paccMOTpeHNHI

MOJATOTOBKA M TPEJCTaBICHHE
JOKYMEHTOB, COJAEpKaIUuXcsi B
PErHCTPAIlMOHHOM JIOChE  MJIN
0oGOpMIEHHBIX  IpPH  €ro
paccMOTpeHNH

npueM U o0paboTKa JOKYMEHTOB,
COJIEPIKAIUXCS B PETHCTPAIMOHHOM
J0Che WM O(pOPMIIEHHBIX TIPH €To
paccMOTPEHUH

npuBeneHo B Tabunume 64
Hacrosmux [IpaBun

npuBeneHo B Tabmume 65
Hactosamux [IpaBun

npuBegeHo B Tabmnume 66
HacTosuwmx [IpaBun

Tabnuma 64

Ommcanne onepanuy "HampasieHre 3ampoca Ha IPECTaBICHAE JOKYMEHTOB, COAEPKAIMMXCS B
PETHCTPanFOHHOM A0che Wiv 0OpMICHHRIX IpH ero paccMorperun” (P.MM.06.0PR.041)

Ne i/t
1
1

O0o3HayeHne dJIEMEHTA
2

KonmoBoe 0003HaueHme

HaumenoBanue ornepannun

WUcnomaurens

VY c10BHS BBINOJHEHUS

OrpaHudeHus

Omnwmcanue onepamnuu

Onucanue
3
P.MM.06.0PR.041

HalnpaBJEHHE  3ampoca Ha
IpeiCcTaBieHue  JOKYMEHTOB,
COJIEPIKAIUXCSI B PETUCTPAlMOHHOM
JI0Che WM O(OPMIICHHBIX TIPH €TO
paccMOTpeHNH

ynOHHOMO‘IeHHLIﬁ opraH
rocyaapCTBa NpU3HAHUA

BEITIOJTHSETCS. TIPH HEOOXOAMMOCTH
MOJyYeHUS JIOKYMEHTOB,
COJIEpKAIUXCS B PETUCTPAIIOHHOM
JI0Che WM O(POPMIICHHBIX TIPH €TO0
paccMOTpeHUH

dbopwmar u CTPYKTypa
MPEACTABIIACMBIX CBe]leHI/Iﬁ JOJIKHBI

cooTBeTCTBOBATL  OIHCAaHUIO
(hopMaTOB U CTPYKTYP IIMEKTPOHHBIX
JIOKyMEHTOB U CBEACHUI

UCHONHUTENb  (OpMUPYET W
HaIpasJIsICT B yHOJ’[HOMO‘ICHHLIﬁ
opra pe()epeHTHOr0 roCyAapcTBa
3alIpoc Ha  NpeACTaBJICHUE
JOKYMEHTOB, COJICPXKALIUXCSI B
PETUCTPALlMOHHOM JIOChE HIIH
opopMIEHHBIX  TpPH  €TO
paccMOTpPEHUH, B COOTBETCTBHH C
PernamenToM MH(pOpPMaLMOHHOTO
B3aMMOJEHCTBUS MEXIY
YIIOJIHOMOYEHHBIMH OpraHaMH

3aMpoc Ha  IpeaCcTaBJIcHHUE
JIOKYMEHTOB, COJAEpIKAIIUXCI B



PETHCTPAIIMOHHOM JIOChE HJIH
0(GOpMIEGHHBIX  HpPH  €T0
pacCMOTpEHHH, HAmNpaBlIeH B

7 PesynbraTs!

YIOJIHOMOYEHHBIN opras
pedepentHoro rocynapcraa
Tabmuma 65

Ommcanne onepai "IloAroToBKa U mpeACTaBICHAE JOKYMEHTOB, COACP/KAIIUXCS B
PErHCTPAIMOHHOM J0Che Win 0POpMIICHHBIX IIpH ero paccMoTperun” (P.MM.06.0PR.042)

Ne i/ O003HayeHne dIeMEeHTa Onucanue
1 2 3
1 Konosoe 0603HaueHuE P.MM.06.0PR.042

MOATOTOBKA W MPCACTABJICHUC
JAOKYMCHTOB, COACPIKAIIUXCA B

2 HaumMeHoBaHue orepaiuu pPErHCTPAIMOHHOM JIOChE HIIU
ohopMIIEHHBIX  HpPH  €TO0
PacCMOTPEHHHI
MOJHOMOYCHHBIH opraH
3 Hcnonnurens Y P

pedepeHTHOrO rocyapcTBa

BBITTOJIHACTCA NpU MOCTYIJIICHHUU
3ampoca Ha  IpEJCTaBIICHHE
JIOKYMEHTOB, COJEpXalluxcs B
PETHCTPAIIMOHHOM JIOChE HJIH
opopMIEHHBIX  TpPH  €TO
paccMOTpEeHUHU (omepanus

Hanpasnenue 3ampoca Ha

4 VY ca0BHUSA BEITTOJHEHHS

MpeicTaBieHue  JOKYMEHTOB,
COJIEPIKAIUXCSI B PErUCTPAlMOHHOM
Joche WM 0QOPMIICHHBIX MPU €ro
pacemotpennu” (P.MM.06.0PR.041

)

dbopMaT M CTpyKTypa CBEACHHU
JIOJIKHBI COOTBETCTBOBATH

5 Orpannuenus Omnwucannio GpopMaToB M CTPYKTYp
3JEKTPOHHBIX JOKyMEHTOB W
CBEICHUI

WCIIOJIHUTENb BBIMIOJIHAET IPOBEPKY
MOJIyYEHHOTO  3ampoca B
COOTBETCTBHH C PermameHTOM
WHPOPMALIMOHHOTO B3aUMOICHCTBUS
MEXIYy  YHOJHOMOYEHHBIMH
opraHam# rocyJapcTB-4JICHOB.
B cnydae ycnenrHoro BBINOJHEHUS
MIPOBEPKHU UCIIOJIHUTEND HANIPABIISIET
OTBET Ha 3allpoc B COOTBETCTBUU C
PermamenToM WHGOPMAIIMOHHOTO
B3aNUMOJJENUCTBUSI MEXAY

6 Onicanmue onepaiuu YHOJTHOMOYEHHBIMH OpPTraHaMH.

B orBer Ha 3ampoc MOTYT OBITH

HaIPAaBJICHBI COOOIICHHUS:



JOKYMEHT (IOKYMEHTHI) B
COOTBETCTBHHM C yKa3aHHBIM (
yKa3aHHBIMH) B 3ampoce KomxoMm (
KOJIaMH );

C YBEZOMIICHHEM 00 OTCYTCTBHH
JOKYMEHTOB C YyKa3zaHHEM Koja

pe3yibTarta 00paboTKH,
COOTBETCTBYIOIIETO OTCYTCTBUIO
CBEJICHUI

YHOJHOMOYEHHOMY  OpTaHy
rocynapcrBa MpU3HAHUA
MpEeACTaBICHBl  JOKYMEHTHI,
coJiepKallUecs] B pErUCTPAl[HIOHHOM

7 PesynbraTsl JI0Che WM O(OPMIICHHBIE TIPH €To
paccMOTpPEHHMH, WJIM HalpaBJICHO
yBeJOMJIEHHE 00 OTCYyTCTBUH
CBEJICHUH, YIOBIETBOPSAIOIIUX
napameTpam 3arpoca

Tabmuma 66

Omucanue onepanun "TIpueM u 06paboTKa JOKyMEHTOB, COJEPIKAIMMXCSA B PETHCTPAOHHOM
Joche Wik 0opMIIeHHBIX IIpHu ero paccMorperun” (P.MM.06.0PR.043)

Ne /i O0o03HayeHne dJIeMeHTa Omnucanue
1 2 3
1 Konosoe 0603HaueHue P.MM.06.0PR.043

npueM U 00paboTKa JOKYMEHTOB,
COZIEPIKAIIIXCS B PETUCTPALIIOHHOM
Joche Wi 0(QOPMIICHHBIX IPU €ro
PaccMOTpeHUH

2 HanmMenoBanue onepanuu

yHOHHOMO‘ICHHHﬁ opraH
rocyaapcTBa NpU3HAHUA

3 Ucnonaurens

BBIIOJIHACTCA MTpU TOJTYUYCHUU
JMIOKYMEHTOB, COJCpIXKAIIUXCS B
PETUCTPAIlMOHHOM JIOChE  HIIH
ohOpMIECHHBIX  OpH  €ro
pPacCMOTPEHUH, WM YBEAOMIICHHS
00 OTCYTCTBUM CBEICHUH,

4 V¢10BUs BBIIOJIHEHUS YIOBIETBOPAIOIINX IapaMeTpam
3anpoca (omnepanus "[logrotroBka u
MpeJCTaBICHHE  JOKYMEHTOB,
COJICPKAIIUXCS B PETUCTPAIIIOHHOM
JI0Che WM OQOPMIICHHBIX TIPU €T0
paccmotpennu” (P.MM.06.0PR.042

)

¢dbopMaT M CTpyKTypa CBEACHHU
JIOJKHBI COOTBETCTBOBATH

5 OrparnyeHus Onucannio GopMaToB U CTPYKTYP
3MEKTPOHHBIX JOKYMEHTOB U
CBEJICHUI



6 Omnwmcanue onepanuu

7 PesynbraTs!

HUCIIOJIHUTECIIb BBIIIOJIHACT npOBepKy
MOJIYYSHHBIX JOKYMECHTOB HIIH
YBEJIOMIICHAS B COOTBETCTBUH C
PermamenToM WHGOPMAIIOHHOTO
B3aNUMOJENCTBUS MEXAY
YIOJTHOMOYEHHBIMU OpPTaHaMHU.
[Ipu ycnemrHOM BBITIOJHEHUHU
MPOBEPKH HCIIOJIHUTENb IOIy4YaceT
JMIOKYMEHTBI, COJCpiKaluecs B
PETUCTPAIlMOHHOM JIOChE WM
odopmieHHBIC npu ero
PacCMOTPEHUH, WIH yBEIOMIICHUE
00 OTCYTCTBHUM CBEICHUH,
YIOBJIETBOPSIONIUX TapamMeTpam
3amnpoca

JIOKYMEHTBI, COJepKaliuecs B
PErHCTPAIMOHHOM JIOChE HIIU
opopmieHHBIE  TpPH  €TO

pPacCMOTPEHHUH, WIIH YBEIOMIICHHE
00 OTCYTCTBHUH  CBEJCHUM,

YIOBIETBOPSIOIINX MapaMeTpam
3a1poca, MOJTyYeHbI

6. ITponexypsl moTy9eHus KoAa BUa MeAUIMHCKHX m3nemii Coio3a

ITponenypa "Ilonyderne kona Buaa MegumuHaCKuX m3nenmii Coro3a" (P.MM.06.PRC.015)

135. Cxema BbinonHeHus npoueaypsl "l[lonyuenne koga Buia MEAUIMHCKUAX U3CIHI

Corsza" (P.MM.06.PRC.015) mpeacraBieHa Ha pucyHke 22.



N NoTHOMOMEHHBI Opraf
rocy AapcTRa=-"LIcHA. JanpamHBaoumi koa
BIIA MeAHUHHCKHY n3genuil Cowsa

?

Hanmpagnenme sanpoca na
npecTaBIcHRe Koaa BHIa
METHITHHCKHX migeamii Comza
(P.MM.06.0PR.044)

HOnepatop HOMEHKIATYPLL
MEITHIHICKHX Haienmil Cowsa

{CreeHnsa O BHIAX
J METHIIHHCKHX 31e/THi

[koa 3anpomeH]|

(CReIeHHA O BHJIAX

[ HogroToeka u npejcrasnenye
METHUMHCKHY B3 IemHil {

KOO BHIA MEIHIHHCKHY
Hadeanit Cowaa
{I’,}-'I."ul,l]f'-,fﬂ"li.[il-lf]

| Ko npeactasieH |

:Cretenns o BHAX
MEMHIHHCKHX WT1eaui
| Ko He npeacrasien|

ITpuen u obpaboTka
KO8 BRI MeIHITHHCKHX
el Cowosa
(P MM.06,.0PR.046)

o

Puc. 22. Cxema BemonHeHus nponeaypH "Ilomydenne koxa B2 MEIUIWHCKAX W3AEIHN

Coroza" (P.MM.06.PRC.015)
136. IIpouenypa "llomyuenne kona Buaa meaununckux uznenuit Coroza" (P.MM.06.PRC

.015) BbINOJHAETCS MpPU HEOOXOAMMOCTH MOJYYEHUs] KOJia BUJIA METUIMHCKUX HU3JCIUI
Coro3a, COOTBETCTBYIOIIETO KOy BH/Ia MEAUIIMHCKUX U3Aenuid [ 100ampH0il HOMEHKIIATYPbI
MEIUIUHCKUX U3JETUNA, YIIOTHOMOYEHHBIM OPTraHOM TOCyJapCTBa-wieHa, 3alpaliiBalouM

KOJI BHJIa MeIUIIMHCKUX n3aenni Coro3a.

137. IlepBoii BeIMoJIHSAETCS onepauus "'HampaBieHue 3ampoca Ha MPEICTaBICHUE KOIa
Bujaa MeaunuHckux m3genui Coroza" (P.MM.06.OPR.044), no pe3ynbTaraMm BBINOJHEHUS
KOTOpPOM YNOJIHOMOYEHHBIM OpraH TrocyaapCTBa-ujieHa, 3allpalliMBalONMi KOJ BHUJA
Meauuuckux usaenuit Coro3a, GOpMHUPYET W HaIpaBisieT ONEpaTopy HOMEHKIATYpbl
MeIUIMHCKUX n3aennii Coro3a 3amnpoc Ha MPEeICTaBICHUE KO/Ia BUIa MEIUITUHCKUX U3ICITUN
Coro3a ¢ ykazaHHEeM KoOJila BHJAa MEIUIMHCKUX u3aeaui ['1100anbHON HOMEHKJIATYPhI
MEIUIUHCKUX U30CITUH.

138. Ilpyu mocTymieHuH Oneparopy HOMEHKJIATypbl MEAMLUMHCKUX u3nennit Coro3a
3alpoca Ha MPEJCTaBICHUE KOJa BUAa MEAUIMHCKUX wu3aenuid Coro3a BBIMOIHSICTCS
oneparus "[loaroroBka u mpeacTaBieHue Kojaa Buaa MeaunuHckux usaenui Coroza" (P.MM



.06.0PR.045), mo pe3ynbTaTaM BBINOJHEHUS KOTOPOW ONEPATOP HOMEHKIATYpPhI
MeauiuHckux uzaenui Coro3za GopMHpPYET W HampaBiisieT B YIOJHOMOYCHHBINM OpraH
rocyJapcTBa-ujieHa, 3alpaliuBaloli Koa BuJaa MeauuuHckux wusgenuit Corosa,
COOTBETCTBYIOIIME CBEJCHHS WJIM yBEJIOMJIEHHME 00 OTCYyTCTBUU CBEICHUM,
YIOBJIETBOPSAIONINX TIapaMeTpaM 3ampoca. YBEJOMJICHHE 00 OTCYTCTBHHM CBEICHHH,
yIOBIIETBOPSIONIMX TMapaMeTpaM 3ampoca, HampaBJsIeTCs B Cllydae OTCYTCTBHUSI KOJa BHJIA
MeauiuHCKuX wu3genud Cor3a B HOMEHKIArype MeauuuHckux wusgaenuid (Corosa,
COOTBETCTBYIOIIETO YKa3aHHOMY B 3alpoce KOAy BUJa MEIUIMHCKUX m3aenui ['mobanbHon
HOMEHKJIATYpPbl MEIULMHCKUX H3JETUN, WU B CIydae HEBO3MOXHOCTHU MPEJICTABICHUS
CBEJICHUU YNOJHOMOYEHHOMY OpraHy ToOCyJapCTBa-4i€Ha, 3alpallMBaroOlIEeMy KOJ BHAA
MeauiHcKux n3aenuii Corosa.

139. Ilpu mnocTymjieHUM B YMNOJIHOMOYEHHBIM OpraH rocyjaapcTBa-djcHa,
3anpalvMBarOIui KoJA BUJla MeAUIMHCKUX u3nenui Coro3a, COOTBETCTBYIOIIUX CBEIACHUMN
WU yBEJIOMJIEHHSI 00 OTCYTCTBUHU CBEICHUH, YJIOBJIETBOPSIOIIUX IMapamMeTpaM 3ampoca,
BeITIONTHsIeTCs oneparus "[Ipuem m 0O6padoTka Koja Buaa MeaulMHCKuX mu3aenuit Coroza" (
P.MM.06.0PR.046), no pe3ynabTaraMm BBINOJHEHHS KOTOPOM YMOJHOMOYEHHBIH OpraH
rocyJapcTBa-ujieHa, 3alpalluBalolui KoJa BuAa MeauuuHckux wuszgenuit Corosa,
OCYIIECTBJISIET O0pa0OTKY MOJIYYCHHBIX CBEICHUW WM YBEJOMJIEHHS 00 OTCYTCTBUU
CBEJICHH, YIOBJIETBOPSIONINX [MapaMeTpaM 3arpoca.

140. Pe3synbTatom BbINOJHEHHS Tpoueaypsl "[lojlydeHue koaa BUAa MEIUIMHCKUX
m3nenuid Coroza" (P.MM.06.PRC.015) saBnsieTcss moiaydyeHHE YNOJIHOMOYEHHBIM OPIaHOM
rocyapcTBa-ujeHa, 3alpalluBaloOlIMM KoJa Buja MeauiuHckoro wusznenus Corosa,
COOTBETCTBYIOIIMX CBEIACHUM WJIM yBEJOMJIEHHS 00 OTCYTCTBUM CBEJCHU,
YAOBJIETBOPSIOIINX NTapaMeTpaM 3ampoca.

141. Ilepeuenpb omepanuii 001IEro MpoIECcca, BHIMOIHAEMBIX B paMKax IpoLeaypsl "
[Tonyuenune kona Buaa meauuuHckux usaenuit Coroza" (P.MM.06.PRC.015), npuBeneH B

Tabmnurie 67.
Tabmuma 67

Ilepegens onepanuii 06mero mponecca, BHIIOJHAEMEIX B paMKax mponexypsl "Iloiygerne kona
BHIa MegunuHCKHX w3aemui Coroza" (P.MM.06.PRC.015)

KonoBoe 060o3Hauenue HanmenoBanue Omnucanue
1 2 3

HaIlpaBJICHUC 3amnpoca Ha

0 68
P.MM.06.0PR.044 IIpeaCTaBJIE€HUE Koxa BHJA MPUBCACHO B TabJHMe

. Hacrosawmux [IpaBun
MeaunuHCKUX m3genuii Coro3a

MOJrOTOBKA W MpPEJCTaBICHUE Kola MpHBeAeHO B Tabmune 69
BuAa MeauIUHCKUX u3aenuii Coro3za Hactosux [IpaBun

P.MM.06.0PR.045

mpueM W o0paboTka KoJa Buaa TmpuBegeHo B Tabmume 70

P.MM.06.0PR.046 .
MeaunnHCKUX u3nennii Coro3a Hacrosmux [IpaBun



Tabmnuma 68

Ommcanne onepanuy "HampasieHre 3ampoca Ha IPECTaBICHAE KOAA BAIA MEIUITTHCKUX
mpemmit Coro3a" (P.MM.06.0PR.044)

Ne i/t O0o3HayeHne dJIEMEHTA Onucanue
1 2 3
1 KonoBoe 0003Hauenme P.MM.06.0PR.044

HalpaBJieHUWE  3ampoca Ha
2 HaumenoBanue onepanuu IpeJCcTaBJIE€HUE KoOJaa BHAA
MeIUIMHCKUX m3aennii Coro3a

YIOJIHOMOYEHHBIN opras

rocyjmapcTBa-4jicHa

3 Hcronuurens yAap L
3alpamuBaromu Ko BHUaa

MeIuIUHCKuX m3aennii Coro3a

BBIMOJTHSIETCS. TPU HEOOXOIUMOCTH
4 Vci10BYs BBITOTHEHUS MOJy4eHHs KOJIa BUJIA MEMIIUMHCKUX
m3nenuii Coro3a

¢dbopmar n CTPYKTypa
MIPEACTABISIEMbIX CBEICHUH IOJIKHEI
5 OrpannyeHus cooTBeTcTBOBaTh  OmmcaHuio
(hopmaToB u CTPYKTYp JIEKTPOHHBIX
JIOKYMEHTOB U CBEJICHUI

UCIIONHUTENb  (OPMUPYET H
HampaBisieT omepaTropy
HOMEHKJIATYPbl ~ MEIUIUHCKUX
m3nenuii  Coro3a 3ampoc Ha
MmpelcTaBJICHUEe KoJa BHUIA
MeauuHckux u3genunii Coro3a B
COOTBETCTBUH ¢ PerimameHTOM
MH(OPMAIIMOHHOTO B3aUMO/ICHCTBUSI
MEXIY  YNOJHOMOYCHHBIMHU
opraHaMu

6 Omnwucanue onepanuu

3ampoc Ha MpeJICTaBIeHUE KoJa BUAa
MeaunuHckuX wu3neauid  Coros3a

7 Pesynbratsl HamnpaBJeH omnepaTopy
HOMEHKJIATYPBl ~ MEIHIIMHCKHUX
m3aenuii Corosa

Ta6muma 69

Omucanue onepamus "[loAroToBKa ¥ MpeAcCTaBlIeHAE KOJja BHIa METUIUHCKUX m3nenuit Coro3a" (
P.MM.06.0PR.045)

Ne i/ O0603HaueHue dIeMEHTa Onucanue

1 2 3

1 KomoBoe obo3HaueHMe P.MM.06.0PR.045

) Hanvesosasue onepai MOJITOTOBKA W TPECTaBICHHUE KOMa

BHJa MEeIUIIMHCKUX m3aenuii Corosa



3 HUcnonnurens orneparop HOMEHKJIATypbl
MEIUIMHCKUX m3aeinii Coro3a

BBIMOJIHACTCSL MPH TOCTYIJICHUN
3ampoca Ha MpeJCTaBICHHE KoJa
BUJa MeAULIMHCKUX n3aenuit Corosa

4 VY cnoBus BHIIOTHEHUS (onepanms "Hampasnenue 3ampoca
Ha TIpeJACTaBICHHE KoJa BHIA
MenunuHCKUX m3genuii Coroza" (
P.MM.06.0PR.044))

¢opMaT M CTpyKTypa CBEACHHU
JIOJKHBI COOTBETCTBOBATH

5 OrpannyeHus Onucannio GopMaToB U CTPYKTYP
9JIEKTPOHHBIX JOKYMEHTOB U
CBEICHUI

WCTIOJTHHUTEb BBIMIOJHSACT MPOBEPKY

MONIY4eHHOTO  3ampoca B
COOTBETCTBHH C PermameHTOM
MH(POPMAIIMOHHOTO B3aUMOICHCTBUS
MCXKIOY YOOJIHOMOYCHHBIMHA
OpraHaM¥ rocyIapCTB-WICHOB.
B cnydae ycnenrHoro BBINOJIHEHUS
MPOBEPKH UCTIOIHUTEIb HAIIPABJISCT
OTBET Ha 3allPpOC B COOTBETCTBHU C
PermamenToM WHGOPMAIIIOHHOTO
B3aNUMOJIENCTBUSI MEXAY

6 Omnwmcanue onepanun YIIOJHOMOYEHHBIMH  OpPTaHaMHu
rOCYIapCTB-YJICHOB.

B orBer Ha 3ampoc MoryT OBITH
HATPABJICHBI COOOIICHHUS:

C KOAOM BHJA MCIAUIIMHCKHUX
m3nenuit Corosza, ¢ yBEIOMIICHHEM
00 OTCYTCTBUH CBCACHHH C

yKazaHWeM KoJa pe3ylbTaTa

00paboOTKH, COOTBETCTBYIOIIETO

OTCYTCTBHIO CBCACHUH HWIIH

HEBO3MOXHOCTU MNPCACTABICHUA
CBeJICHUI

YIOJIHOMOYEHHOMY oprany
rocyaapcTBa-4ieHa,
3alpamrdBaIeMy KOI BHIA
MmeauiuHckux u3genui Corosa,

7 PesynbraTsl MPEJICTABICHBI COOTBETCTBYIOIINC
CBEJICHHUS WIH HAINPaBJICHO
yBeJoMIIeHHE 00 OTCYTCTBUHU
CBEJICHUH, YIOBIETBOPSIONUX
napaMmeTpam 3ampoca

Ta6muma 70

Omucanue oneparun "TIpueM u 06paboTka Koxa Bua MeauuHCKUX u3aemuii Coro3a" (P.MM.06.
OPR.046)

Ne /i O003HayeHne dIIEMEHTA Onucanue



1 2 3
1 KonmoBoe 0003HaueHme P.MM.06.0PR.046

npueM M 00paboTka Koja BHJIA

2 HanMenoBanue onepanuu .
MeauIMHCKUX n3nenni Coro3a

YIOJIHOMOYEHHBIN opras

rocyjmapcTBa-4jicHa

3 Hcronuurens yAap L
3arpamuBaromuu KO BHUaa

MeIUIMHCKUX m3aennii Coro3a

BBITTOJTHSIETCS TIPU MOJTyICHUH KOJa
BU/Ia MeIULIMHCKUX n3genuit Coro3a
WINA yBEJIOMJICHUSI 00 OTCYTCTBHHU
CBEJICHUH, YJOBICTBOPSIOUINX
napaMerpaMm 3ampoca (omeparnus
IToaroroBka u mpeacTaBIeHHE KOAA

4 VCIIOBHS BBITIOTHEHUS

n

BUIA MeIUIIMHCKUX m3nennii Corosa
" (P.MM.06.0PR.045))

dbopMaT M CTpyKTypa CBEACHHU
JIOJIKHBI COOTBETCTBOBATH

5 Orpannuenus Omnwucannio GpopMaToB M CTPYKTYp
3JEKTPOHHBIX JOKyMEHTOB W
CBEICHUI

HCIIOJTHUTEITh BBIMOJHAET TPOBEPKY
MOJYyYEHHOTO  KOJa  BHUJA
MeuITHCKOTo M3esust Coro3a win
yBEAOMIIEHHSI 00 OTCYTCTBHH
CBEICHUH, yIOBJIETBOPSIOMINX
mapaMeTpaM  3ampoca, B
COOTBETCTBUU C PeriiamMmeHTOM
UH(OPMAIIMOHHOTO B3aUMO/ICHCTBUS

6 Ormncanue omepanum MEXIY  YNOJHOMOYCHHBIMHU
OpraHaMH TOCyIapCTB-UWICHOB.
Ilpr yCHEMIHOM BBIMOJHEHUH
MPOBEPKH HCIIONHUTENb OTydaeT
KOJ BHJA MEIUIIMHCKHUX H3IEeIUN
Corws3a uiaud yBegomicHHEe 00
OTCYTCTBUH CBEJICHU,
Y/IOBJIETBOPSIONIMX [apaMeTpam
3ampoca

KOJ BHJa MEAMLIMHCKHUX H3IeIUul
Coroza unu ysenomieHHE 00

7 PesynbraTst OTCYTCTBHU CBeAEHU,
YAOBJIETBOPSIONINX IapaMeTpam
3ampoca, MOTydeHbI

IX. ITopsaok ACHCTBHIH B HEIITATHRIX CUTYallAIX

142. ITpu BBINOJHEHUH MNPOLENYP OOLIEro MpOoIEcca BO3MOXKHBI MCKIIOYUTEIbHbIE
CUTyalluu, MPU KOTOPHIX 00pabOTKa JAaHHBIX HE MOXKET OBITh IMPOMU3BEICHA B OOBIYHOM
pexuMe. OTO MOXET MPOU30UTH MPU BO3HUKHOBEHWHM TEXHUYECKHUX cOOEB, OIMMOOK
CTPYKTYpPHOTO U (HOPMATHO-IOTUYECKOTO KOHTPOJISI U B UHBIX CIIydasX.



143. B ciiyyae BO3HUKHOBEHHMS OIMIHUOOK CTPYKTYpPHOTO M (OPMATHO-JIOTUYECKOTO
KOHTPOJISI YIIOJTHOMOYCHHBI OPTaH OCYIIECTBIISET MPOBEPKY COOOIIEHUS, OTHOCUTEIHHO
KOTOPOTO TOJIYUYCHO yBeaoMjeHHe 00 ommoOke, Ha cooTBeTcTBHe Omnmcanuio (opMaToB U
CTPYKTYp OJJEKTPOHHBIX JIOKYMEHTOB M CBEJCHUH W TpeOOBaHUSAM K 3aIlOJHCHHIO
AJIEKTPOHHBIX JOKYMEHTOB U CBEJCHHI B COOTBETCTBHUH C PermaMeHToM MH(PpOPMAIMOHHOTO
B3aMMOJICHCTBUS MEXKAYy YMOJHOMOYEHHbIMU opraHamu u Komwuccueir um PermameHnTom
WH()OPMAITMOHHOTO B3aWMOJCHCTBHSI MEXTY YIMOJTHOMOYCHHBIMH OpraHaMu ISl TaHHOTO
oOmrero mpoiiecca. B ciydae BhIsSIBIEHUS HECOOTBETCTBUS CBEJICHUN TPEOOBAHUSIM YKa3aHHBIX
JTOKYMEHTOB YITOJTHOMOYEHHBIH OpraH MPUHUMAET HEOOXOIUMBIC MEPBI JJIs YCTpaHEHUS
BBISIBJICHHOM OITMOKY B YCTAHOBJICHHOM TOPSIJIKE.

144. B nensx paspemieHrs HEIMITATHBIX CHTYAllMd TOCYIapCTBa-WICHBI HHPOPMHUPYIOT
apyr apyra u Komwuccuio 00 yHOJHOMOUYEHHBIX OpraHaxX, K KOMIIETEHIIMH KOTOPBIX
OTHOCHTCS BBITIOJTHEHHUE TPeOOBaHMM, IPETYCMOTPEHHBIX HacTosAmMMHU [IpaBunamu, a Takxke
MIPEICTABIISIIOT CBEJICHUS O JIMIaX, OTBETCTBEHHBIX 32 00eCIIeueHNEe TEXHNIECCKOW MOICPIKKH

P peasiu3aliiy OO0IIEeTo MpoIiecca.

YTBEPX/IEH
Pemenunem Komnernun
EBpa3zuiickoil 3KOHOMUYECKOM KOMUCCUU
ot 30 aBrycra 2016 r. Ne 92
(B penakumu Pemenns Komnerun

EBpa3uiickoii 53KOHOMUYECKOH KOMUCCUH
ot 28 derpams 2023 r. Ne 19)

PernamenT HHPOPMAIMOHHOTO B3aHMOEHCTBUA MEXIY YIIOTHOMOYCHHBIMHA OpraHaMH
rocyZ1apcTB — WICHOB EBpa3miiCKOro 3KOHOMIIECKOr0 C0103a ¥ EBpasmiiCKoM SKOHOMIIECKOM
KOMMCCHEH IIPH peaIn3alliy CpeICTBAMA HHTETPAPOBAHHON HH()OPMAHOHHOH CHCTEMEI
BHEIIHEH U B3aMMHOM TOProBiM obmero mpoiecca "®opmMupoBaHne, BEICHHE H HCIOIE30BaHHE
€IMHOT0 peecTpa MEIUIIMHCKUX U3/IEIIHii, 3apETUCTPHPOBAHHLIX B paMKkax EBpasuiickoro
3KOHOMHYECKOT0 COI03a"

Cnocka. PermameHnr - B penakuuu pemenus Konnernn EBpa3niickoil 5KOHOMHAYECKOU
komuccuu ot 28.02.2023 Ne 19 (Bctynaer B cuity no ucredeHuu 30 KaJeHJApHBIX JTHEH ¢
JaThl €r0 O(UIIUATIBHOTO OIMyOIMKOBAHUS).

I. O6mue monoxeHus

1. Hactosmuii PernameHT pa3paboTaH B COOTBETCTBHUHM CO CIEAYIOIIUMU
MEXKJIYHapOJHbIMU JOTOBOpPaMM M aKTaMH, COCTAaBJISIOIIMMHU MpaBo EBpa3uiickoro
HKOHOMHYECKOTr0 coro3a (nanee — Coros):

Jlorosop o EBpazniickoM 5KOHOMHUYECKOM coro3€e oT 29 mas 2014 rona;
Cornaiienue 0 €IUHBIX MPUHIMNAX U MPaBUIIax oOpalieHnus MEIUIIMHCKUX U3AeTui (
M3ACIUN MEIUIIMHCKOTO Ha3HA4YEHUs] U MEAUIMHCKOM TEXHUKH) B paMkax EBpaswuiickoro
PKOHOMHYECKOTO coro3a oT 23 nexadps 2014 roga;



Pemenue Coera EBpasuiickoil sxkoHoMuuyeckon komuccuu oT 12 deBpanst 2016 . Ne 30 "
06 yrBepxknenuu Ilopsanka hopmupoBanus U BeAeHUST UHPOPMALIMOHHON CUCTEMBI B chepe
oOpaleHuss MEIUITMHCKUX H3Ieaui';

Pemennie CoBera EBpasuiickoit sxoHoMuueckoit komuccuu ot 12 ¢geBpans 2016 . No 46 "
O IlpaBmwirax perucTpanuu M IKCIEPTH3BI OE30MAaCHOCTH, KauecTBa U I(DPEKTUBHOCTU
MEJIHUIIMHCKUX U3JIeIni';

Pewmenune Komnerun EBpazuiickoil s5koHOMUYecKkoi komuccuu ot 6 Hosiops 2014 r. Ne 200
"O TEeXHOJOIMYECKUX JOKYMEHTaX, periiaMeHTUPYIOUINX UHPOPMAIIMOHHOE B3aUMOIEHCTBHE
MpU peanu3aluu CpelcTBaMU UHTEIPUPOBAHHOW MH(OPMALIMOHHONW CUCTEMBbI BHELIHEH U
B3aMMHOM TOPTOBIU OOITUX MPOIIECCOB";

Pemenne Konnernn EBpasuiickoil 5xoHOMUYecKo koMuccuu oT 27 ssuBapsa 2015 r. Ne 5
"O6 yrtBepxaeHun I[IpaBun »IEKTPOHHOTO OOMEHA JAaHHBIMHM B HWHTETPUPOBAHHOU
MH(POPMAIIMOHHOMN cHCcTeME BHEIIHENW U B3aUMHOM TOprosin';

Pemrenne Komnernn EBpasniickoit s5koHOMHUYECKON KoMuccuu oT 14 anpens 2015 r. Ne 29
"O nepeyHe o0LIMX MPOLIECCOB B paMKaxX EBpa3suilckoro 3KOHOMHUECKOI0 CO103a U BHECEHUU
n3meHeHus B Pemenne Komnernn EBpasuiickoil SDKOHOMHYECKOW Komuccuu oT 19 aBrycra
2014 r. Ne 132",

Pemenne Kosernn EBpa3zuniickoit s3koHOMUYECKON Komuccuu oT 9 urons 2015 r. Ne 63 "
O Meronuke aHaiau3a, ONTUMHU3ALMH, TAPMOHU3ALUNA U OMHUCAHUS OOUIMX MPOIECCOB B
pamkax EBpa3nuiickoro 3JKOHOMHYECKOIo coro3a';

Pemenne Komnerun EBpa3zuiickoil 95KOHOMUYECKOU komuccuu ot 6 aBrycra 2019 r. Ne
136 "OO yrtBepxaeHuu PeriameHTa CONPOBOXKICHUS U TEXHHUYECKOTO OOCIYKUBAHUS
MHTErPUPOBAHHON HMHPOPMALIMOHHON crcTeMbl EBpa3niickoro 3KOHOMUYECKOT0 coro3a".

II. O6nacTe npUMEHEHUS

2. Hacrosimuii PernmameHt pa3pabotan B 1eisix oOecneyeHHs eAMHOOOpa3HOro
NPUMEHEHHUS YYaCTHUKaMH OOIIETo Mpoliecca MOopsiika U yCIOBUI BBIMOIHEHUS TPAH3aKIIHMA
obmero mnpouecca "®dopMupoBaHUE, BEIEHHUE M UCIOJIb30BAHUE E€IMHOTO peecTpa
MEIULIHUHCKUX W3IEINN, 3apETUCTPUPOBAHHBIX B pamMKax EBpazuiCKOTO 3KOHOMHUYECKOTO
coroza" (manee — oOIuit mporiecc).

3. Hacrosimuii PernamenT onpenensietT TpeOOBaHUS K MOPSIIKY M YCIOBUSM BBIITOTHEHUS
omepanuii oO0mero mpoiecca, HENOCPEACTBEHHO HAIpaBJICHHBIX Ha pealu3aluio
MH(OPMAIIMOHHOTO B3aUMOACHCTBUS MEXAY YUaCTHUKAMHU OOLIEro Mmpolecca.

4. Hacrostmuii PernamMeHT nmpuMeHsieTcsl y4aCTHUKaMU OOIIETo Mmpoiiecca Mpu KOHTPOJIe
3a TIOPSAJKOM BBITOJIHEHUS MPOLEAYP U Onepaluii B paMkax oOLIEro mnpoiecca, a Takke npu
MPOCKTUPOBAHKH, pa3paboTke U JO0pabOTKE KOMIOHEHTOB WH(MOPMAIIMOHHBIX CHCTEM,
00eCIeynBaloIINX Peau3aliio ITOro 00IIEero npouecca.

III. OcHOBHEIE TOHATHSA



5. Jlns uenei Hacrosiiero PeriiameHnTa MCIOIB3YIOTCS MOHATHS, KOTOPbIE O3HAYAIOT
CleayIoliee:
"ayTeHTHUKAIUS" — MPOBEPKa MPUHAJICKHOCTH CYyOBEKTY JAOCTYIA MPEIbIBICHHOTO
UM UACHTUDUKATOPA, IOATBEPKICHNUE TTOJTMHHOCTH;
"pEKBU3UT 3JIEKTPOHHOTO JIOKYMEHTa (CBEAEHUN)" — eIMHHUIA JAHHBIX 3JIEKTPOHHOTO
JIOKyMEHTa (CBEJICHU ), KOTOpasi B OMPE/ICICHHOM KOHTEKCTE CUUTACTCS HEepa3IeTuMON;
"cocTrostHue MHGOPMAITMOHHOTO 00BeKTa o0Iero mpoiecca’ — CBOHCTBO, KOTOPOE
XapakTepuzyeT HHHOPMAIIMOHHBIA O0BEKT HA OMIPEJACIICHHOM JTale BBIMOIHEHUS MPOLIEAYPhI
o011ero mpoiiecca U KOTOpOe U3MEHSIETCS TIPU BBITIOJIHEHUH OTIEpaIlfii 00IIero mporecca.
[Tonstus "wnunumarop", "uHUIMUpYIOLIAs onepauus’, "mpuHUMaroas onepauus'’,
pecnonneHt", "cooOmeHue oOumiero mponecca" u "TpaHzakuus oOuero mnpoiecca”,

"

HCIIOJIb3yEMBIE B HAcToslIeM PeriaMeHTe, NMPUMEHSIOTCS B 3HAYECHUSIX, ONPEACICHHBIX
Metoaukoii aHayin3a, ONTUMU3AIMY, TAPMOHU3AIMHU U OTTMCAHUSI OOIUX MPOIIECCOB B paMKax
EBpa3niickoro 3kOHOMHUYECKOTO COr03a, yTBEepkaAeHHOU Pemennem Komnernn EBpaszuiickon
AKOHOMUYECKON Komuccuu ot 9 nronst 2015 1. Ne 63.

WNHble MOHATHA, UCHIOJIB3YEMBIE B HACTOSAIEM PernaMeHnTe, NpUMEHSIOTCSA B 3HAYEHUSIX,
ornpeneraeHHbIX B MyHKTe 4 [IpaBun nHbBOpMaMOHHOTO B3aUMOACUCTBUS MPU pealn3aluu
CpeACTBaMH MHTETPUPOBAHHON MH(POPMALIMOHHOM cucTeMbl EBpa3nuiickoro 3JKOHOMHUYECKOT0
coroza ofOmiero mnpoiecca "d®opMupoBaHue, BEeACHUE U UCIIOJIB30BAHHE E€IMHOTO pEecTpa
MEJAULIUHCKUX W3AEIUN, 3apETUCTPUPOBAHHBIX B pamMKax EBpa3uiicKOro 3KOHOMHUYECKOTO
coro3a", yrBepxxaeHHbIX Pemenuem Kosuiernn EBpasuiickoil 5KOHOMHUYECKON KOMUCCHH OT
30 aBrycra 2016 r. Ne 92 (nanee — [IpaBuna nHGOPMALIMOHHOTO B3aUMOICUCTBHUS).

IV. OcHOBHEIE CBeZieHUA 006 HHPOPMALIMOHHOM B3aMMOJEHCTBAM B paMKax 0OLIEro mpomecca
1. YyacTHMKHM HHPOPMAMOHHOTO B3aHMOICHCTBHA

6. [lepedenp poseit y4acTHUKOB UH()OPMAILIMOHHOTO B3aUMOCHCTBHS B paMKax OOIIero

Ipouecca IMpuBCACH B Ta6JII/III€ 1.
Tabmuma 1

Ilepedens poneii y9acTHUKOB HHPOPMAIIHOHHOTO B3aMMONEHCTBHA

HaumenoBanue ponu Omnucanue poau Y4acTHUK, BBITOJHAIONINN POJIb

1 2 3

NpeACTaBIseT CBEIEHHUSA O
perucTpanuu  MEIULUHCKUX

e ans GOpMHpPOBAHUSI W
aKTyanu3aluy XpaH’IINXCS B
EBpa3uiickoi  3KOHOMHUYECKOM

o KOMHUCCHUU CBEJEHUI O PETUCTPALIUU
Bnanenen cBenenuit



MEIUUMHCKAX — M3JACINHA U YIIOJIHOMOYEHHBIH opran
OIyONMKOBAaHKSA €JMHOIO PEECTPa HA pedepeHTHOrO rocyxapcrsa (P.MM
uHpopmannonnom noprane Corosa .06.ACT.002)

oTBedaeT 3a (OPMHUPOBAHHE H

aKTyaJu3allii0 CBEJEHUH O

perucrpanuu MCIUIINHCKUX

W3JIETMI U TIPEIOCTABIIET JOCTYTI K

YKa3aHHBIM CBEACHMSIM cpeiacTBamu EBpasmiickas  3KOHOMHYecKas
HHTETPUPOBAHHON komucens (P.ACT.001)
HHQOPMAITMOHHON  CHCTEMHI,

Koopaunarop

OITyOJIMKOBBIBAET CBEACHHS €AUHOTO
peectpa Ha HH(OPMALMOHHOM
noptasue Coroza

3ampamuBaeT  CBEICHUS O
perucTpamud  MEIUIUHCKUX
W3JICTINI, HATIPaBIIsIET 3alpoC Yepe3 YIMOJIHOMOYEHHBIN opraH
[Tonyuarens cBeneHu HHTETPUPOBAHHY IO rocyaapctBa — wiena Coroza (P.MM
nHpopmannonnyo cucremy u .06.ACT.001)
TIOJy4aeT CBEICHHS O PErucTpanuu
MEIUIMHCKUX H3/ICITHiA

2. Crpykrypa HHQOPMAIHOHHOI'O B3aMMOAEHCTBHAA

7. UndopmaiimoHHoe B3aMMOJEHCTBUE B paMKax OOIIEro Mmpolecca OCyIIECTBISIETCS
MEXIy VYIOJHOMOYEHHBIMU OpraHamu rocymapctB — uwieHoB Coro3a (nanee -
YIIOJTHOMOUYEHHBIE OpraHbl TOCYIapCTB-YICHOB) U EBpa3uiickoit SKOHOMUYECKONW KOMHUCCHUEH
(manmee — Komuccust) B COOTBETCTBUU C IIPOIICAypaMu OOIIETO IpoIiecca:

a) uHpOpMalMOHHOE B3aMMOJICUCTBUE NPHU COOPE M aKTyaJIM3allih CBEJICHUU O
pErucTpauyu MEAUIUHCKUX U3EIINN;

0) uHPOpPMAIIMOHHOE B3aUMOJCHCTBUE MPHU MPEACTABICHUU CBEJICHUIM O PerucTpaluu
MEIUIUHCKUX U3JECTUN.

CrpykTypa nHGOPMAITMOHHOTO B3aUMOACHCTBUS MEXKIY YIIOTHOMOYEHHBIMU OpraHaMHU
rocyaapcTB-4jieHOB 1 KoMmuccuen npeacraBieHa Ha pucyHke 1.



W ¥ UacTies “ Y uacTies i |
Mudopmannonnos pranmoneicTene
fpH cOOpe H AKTYANH3ALI Bragenen
CBEAeHHT O PerucTpatim CBCICHHN
MEILIHC KX n3aenuii O

. fo oY yacTuen
Koopnusarop €Y uacTuen h

Huipopmaunonnoe ezanMoaeiicrene
npH I'Ipf.',",,'Ii:TEIEF.'h:IIlIII l.,:i!E,'lEIlIIrI o]

. [Moavuarens
pErucTpamiy MeSNUIMHCKIN N3aenuii

CReIeHuil

Puc. 1. CtpykTypa HHPOpPManMOHHOIO B3aWMOJICHCTBHAS MEX]y YIOITHOMOYCHHRIMHA
opraHamMy rocyaapcTB-wieHOB U KomMuccuei

8. NHdopmanroHHOE B3aMMOAEHCTBUE MEXKIY YINOJHOMOYEHHBIMU OpraHamu
rocyaapcTB-wieHoB U Komuccueit peanusyercs B paMmkax oomiero npouecca. CTpykrypa
oO1ero nporecca onpesaeneHa B [IpaBunax nHGOpPMaIMOHHOTO B3aUMOICUCTBUS.

9. UndpopManinoHHOE B3aUMOJAECHCTBHIE OMPEEISIET NOPSAIOK BBIITOJIHEHUS TPaH3aKIUN
o011ero nporecca, Kaxaasi U3 KOTOPBIX MPECTaBIsIET cO00M 0OMEH COOOIEHUSIMHU B TEAX
CUHXPOHHU3AIMU COCTOSTHUN HH(POPMAIMOHHOTO O0BEKTa OOIIEro Mpolecca MEeXIy
ydacTHHKaMu o0mero mnpouecca. s Kaxaoro MHPOPMALMOHHOIO B3aUMOJEHCTBHS
ONpEJIEIEHbl B3aUMOCBSI3U MEXAY ONEPALMSIMU U COOTBETCTBYIOIIMMHU TAKUM OIEPALMIM
TpaH3aKUUsAMHU OOIIETro Mpolecca.

10. Ilpu BBINOJHEHWH TpPaH3aKUHUM OOLIEro MpOLEcca WHHUIMATOP B paMKax
OCYILECTBIIIEMOM MM onepauuy (MHULMUPYIOLEH ONEpali) HAMPAaBISIET PECIIOHIACHTY
coOOIIIEHHEe-3alpOC, B OTBET Ha KOTOPOE PECHOHJIECHT B paMKax OCYLIECTBISIEMOH UM
onepanuu (IpUHHUMAIOIIEH oOmepaluu) MOXKET HampaBUTh WM HE HalpaBUTh
COOOIIEHNE-0TBET B 3aBUCMMOCTH OT I1a0JOHA TpaH3akUMK obuiero mpoiecca. CTpykTypa
JaHHBIX B COCTaBe COOOIICHMSI JODKHA COOTBETCTBOBAaTh OnucaHuio (popmMaToB U CTPYKTYP
AJIIEKTPOHHBIX JOKYMEHTOB M CBEACHMI, HCHOJIB3YEMBIX ISl pealu3alld CpelCTBAMU
WHTETPUPOBAHHON HH(POPMALMOHHON cHUCTEMbl EBpa3suiiCKOro 3KOHOMHUYECKOrO CO03a
obOmero mpouecca "dopMupoBaHHe, BEJEHHE M UCIIOIb30BAHUE EIUHOIO peecTpa
MEIULMUHCKUX HU3JEIUI, 3apEeruCTPUPOBAHHBIX B pamMKax EBpa3uiicKOro 3KOHOMHUYECKOTO
coro3a", yreepxkaeHHomy Pemenuem Komneruu EBpazuiickoit 5KOHOMHUYECKOW KOMUCCUU OT
30 aBrycra 2016 1. Ne 92 (manee — Omnucanue (GopMaTOB U CTPYKTYpP SJIEKTPOHHBIX
JIOKYMEHTOB M CBEJICHUI).



11. Tpanzakiuu oO0IIero mpoiecca BBHIIOTHAIOTCS B COOTBETCTBUM C 3aJIaHHBIMU
napamMeTpaMH TPaH3aKIUKA 00IIIero mporecca, Kak 3To ONpeIeJIeHO HacToAmuM PerimamenTom

V. HadopMamuoHHOE B3aUMOAEHCTBHE B paMKaX I'PYIII IIPOLEAYP

1. TadopManmoHHOE B3aMMO/ICHCTBIE IpH cOOpe M aKTyaIn3ayy CBEJICHHI O PETHCTPAUU
MEIUIMHCKHUX U3/eIIHiH

12. Cxema BBINOJHEHHS TpaH3aKUUK oOILIero mpoiecca npu cOope U akTyalu3aluu
CBEJICHUI O PErucTpaluy MEAUIMHCKUX U3JIENINI peACcTaBlieHa Ha pucyHke 2. st kaxaon
npoueaypsl 0o01ero mnpouecca B Tabiule 2 NpUBEAEHA CBI3b MEXAY OINEpalUsiMH,
MIPOMEKYTOUHBIMH U PE3YJIBTUPYIOUIUMHI COCTOSHUAMU NH(OPMALIMOHHBIX 0OBEKTOB O0IIET0
npolecca U TpaH3aKIMUsIMHU O0IIEero mpolecca.
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Puc. 2. CxeMa BHIIONHEHHS TPaH3aKIMit 00mero nmpouecca npu c6ope U aKTyaIu3aul

CBEICHHUN O PETrUCTPALMA MCIAMWHCKUX W3HCIHN

Ilepeqens TpaH3aKHii 00mero npomecca mpu cO0Ope B aKTyaIM3al[iy CBEJCHHI O PETHCTPAH

MOIUIMHCKHX U3NCITHH

Ne /it

Tabiuma 2

[IpomexxyTouHOE PesynpTupytomee
COCTOSIHHE COCTOSIHHE




1.1

2.1

3.1

Omnepanus,
BBITIOTHSIEMAs
HHUIIHATOPOM

2

WHPOPMAIIOHHO
ro oOBbekTa
o0rmero mporecca

3

Omnepanus,
BBITTOJTHSACMAS
PECIIOHACHTOM

4

nHpopMaronHo TpaH3akmus
ro ooObekKra o0rmiero mporecca
o0miero mporecca

5 6

[MpencraBnenne B Komuccunio cBenenuii o nocrynusiieM 3assienun (P.MM.06.PRC.001)

Ilepenaua B
Komuccuro
CBEJCHUU O
MOCTYIUBIIEM
3asBIICHUU
P.MM.06.0PR
.001).
[Tonyuenue
YBEIOMIICHUS O
pe3ylbTaTax
00paboTku
CBEEHUNH O
MOCTYITUBIIEM
3asBIICHUHU
P.MM.06.0PR
.003)

CBEIECHHSI O
perucTpanuu

(

MEIUIUHCKUX
mpaenuit (P.MM
.06.BEN.001):
CBEICHHUI O
MTOCTYIUBIIEM
3asBIICHUH
TepeIanHbl

npueM H
o6paboTka
CBEIEHUH O
MOCTYMHBIIEM
3asiBJI€HUU (
P.MM.06.0PR
.002)

nepegada B
CBEJEHHUI O

Komuccuro
perucTpaiuu .
CBCJACHUU 0
MEAHIITHCKHX IIOCTVYIIUBIICM
wyenmit (P.MM oY (
3a4BJICHHUU
.06.BEN.001):
0066HOBHI:H(;? ) P.MM.06. TRN
.001)

[MpexncraBnenne B Komuccuro cBepeHmii o perucrpanuu MeaunuHckoro uaenust (P.MM.06.

PRC.002)

[Tepenaua
CBEJCHUU O
perucTpanuu
MEIULIMTHCKOTO

mpenus (P.MM

.06.0PR.004).
[Tonyuenue
YBEIOMIICHUS O
pe3yibpTaTax
06paboTku
CBEAEHUH o
perucrpanuu
MEIUITTHCKOTO

CBEJIEHUS O
perucTpaiuu
MEIUIUHCKUX
mnenuit (P.MM
.06.BEN.001):
CBEJEHUS IS
H3MEHEHUS
repeaaHbl

mpenust  (P.MM

.06.0PR.006)

nmpueMm i
ob6paboTka
CBEIEHHH O
perucTpanuun
MCOUIIMHCKOTO
maenus  (P.MM
.06.0PR.005)

nepcaada B
CBCIACHMUA [¢]

Komuccuro
perucTpanuu N
CBEJEHUH O
MEIULUHCKHAX O —
m3nenmuii  (P.MM pe p KOO
MEIULUHCKOT
.06.BEN.001):
oBHOBIIE ) mwpaenust (P.MM
HOBJCHH .06.TRN.002)

[MpencraBnenne B Komuccuio cBeneHnit 0 npekpaiieHny paccMoTpenus 3assienns (P.MM.06

PRC.003)

[lepenaua B
Komuccuro
CBEJIEHUNH O
peKpaleHnu
paccMOTpeHUS
3asBICHUS
P.MM.06.0PR
.009).
[Tonyuenue
YBEIOMJICHHUS O
pe3ylbTaTax
00paboTku

( cBemenus o
perucTpanuu
MEUITHCKUX
mpaemnii (P.MM
.06.BEN.001):

MpuemM u
o6paboTka

CBEIEHHH O
IpeKpaleHuN
paccMoTpeHHs

nepcaada B

CBEIEHHUSI O Komuccuro

perucrpanuu CBEIEHUN O
MEIUIMHCKUX  TPEKpalieHUH
m3nennit (P.MM paccmotpenus
.06.BEN.001):

0OHOBIICHBI



CBEJICHUH O  CBENEHHUS I 3asBICHUS 3asBIICHUS (
NpEKpalleHU  MCKIIOYEHUS P.MM.06.0PR P.MM.06.TRN
pacCMOTpeHHUs  TepeaaHbI .010) .003)
3asBICHUS (
P.MM.06.0PR
.011)
4 [Tonydenue cBeneHuit 0 HOMepe perucTpannonHoro yaocrosepenus (P.MM.06.PRC.007)
3anpoc cBeneHui
0 HOMepe
pEerucTpanuoHHO
r o CBENEHHS O CBEJICHHUS O
HOATOTOBKA U
yIOCTOBEPEHUs ( perHCTpalIiu IpenocTastenme | e ACTPALHIH MOoJIydeHHe
P.MM.06.OPR  memunuHCKUX pen . MEIAIMHCKUX CBEJICHHU O
. CBEJIEHUH O .
.021). mnenuit (P.MM Homepe mzgenuit (P.MM HOMEpe
Mpuem wu  .06.BEN.00I): P 06.BEN.001):  perHCTPAIHOHHO
4.1 PETUCTPALIMOHHO

ob6paboTka HOMED o HOMED r o
CBEJEHUIH O  PErHCTPAIIOHHO PErUCTPallMOHHO  ynocToBepeHus (

roo yAoctoneperi (| P.MM.06.TRN
HoMepe P.MM.06.0PR AR
PETUCTPALIMOHHO  YIOCTOBEPEHUS 022) ynocroBeperus .007)
r o 3ampouIeH ' HOJIYYEH

yaocToBepeHus (
P.MM.06.0PR
.023)

2. NadopManroHHOE B3aMMO/ICHCTBHE IIPHU IPEACTABICHNH CBEICHUI O PErHCTPAIH

MEIUIWHCKUX U3/

13. CxeMa BBINOJTHEHUS TPAH3aKIUK 00ILIEero Mpouecca Mpu MpeACTaBICHUN CBEEHUH O

perucTpanuyu MEAUIMHCKUX U3AENHI MpeCcTaBlieHa Ha pucyHke 3. I KaxXaou npoueaypsl

oO1rero nporuecca B Ta0IUIE 3 MPUBEICHA CBA3b MEXK/Y ONEPALMSAMU, IPOMEKYTOUYHBIMUA U

PE3YIBTHPYIOIIMMHU COCTOSIHUSMH WH(POPMAIMOHHBIX OOBEKTOB OOIIETO Tpolecca u

TpaH3aKIHUAMHU OOIIIEeTo mporiecca.
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Puc. 3. Cxema BEIIONHEHHMS TpaH3aKOui OOmEro mpomecca NpH NpPEACTaBICHUH

CBEICHHUN O PETrUCTPALMA MCIAMWHCKUX W3HCIHN
Tabmnwuma 3

Ilepegens TpaH3akumii 06Imero mporecca Opy NpeACTaBIeHNH CBEACHAN O PErHCTpaii
MOIUIMHCKHX U3NCITHH

[IpomexxyTouHOE PesynpTupytomee
Omnepanus, COCTOSIHHE Omnepanus, COCTOSIHHE
Tpauzakuus
Ne n/n BBIIIOJIHsIEMass ~ WH(OPMAIMOHHO BBINMOJHSAEMas  MH(OPMALMOHHO
o0rmero mporecca
WHHULUATOPOM ro o0bBeKTa  pecCHmoHIEHTOM TO 00BeKTa
o0ero mpouecca o01ero nporecca
1 2 3 4 5 6

[Mony4yenne wHpOpPMAIUU O JIaTe W BPEMCHH OOHOBJICHHS CBEICHUH O pErucTpaIiuu
MeauimHckux u3aennii (P.MM.06.PRC.004)

3ampoc
uHGOpMAIH O
JlaTe ¥ BPEMEHH
OOHOBIICHUS
CBEJCHUH O



perucrpamnuu MOATOTOBKA X CBEICHHSA O  MOJIyYCHHUE
MEIUIUHCKUX  PETHCTPAllUH OpefcTaBlIcHAe  PETHCTPalMU nHpOpMaIH O
maenmuii  (P.MM MeaunuHCKUX uadopManuu 0 MEIMUUHCKHX JlaTe ¥ BpEMEHHU
.06.0PR.012). mspenuii (P.MM nare u Bpemenn u3aemuii (P.MM oGHOBIEHHS
11 Mpuem wu  06BEN.001):  oGmosnemms  .06.BEN.00D):  ceememmii o
obOpaboTka Jata U BpEMs cBeIEeHHUH O JgaTa U BpeMsS perucTpauuu
unpopMmaiuuy o OOHOBICHMSA perucTpanuu 0OHOBIICHHS MEIHUIITHCKHIX
JlaTe U BPEMEHHU 3alPOIICHBI MEIUIIMHCKUX MIpEACTaBIEHBI mnennit  (P.MM
0OHOBJIEHHUS usgenuit (P.MM .06.TRN.004)
CBEJIEHHH O .06.0PR.013)
perucrpamnuu
MEIUIIMHCKHUX
mpenuii  (P.MM
.06.0PR.014)
2 [Momyuenne cBeneHmit 0 peructpanuu Meauuackux m3nenuii (P.MM.06.PRC.005)
CBEJICHUS O
3anpoc cBeaeHHH perucTpanuu
0 PpETUCTpPAIHH MEIUIIMHCKHX
MEAULIUHCKUX mnennit  (P.MM
. MOATOTOBKA U
m3neanii  (P.MM A .06.BEN.001): MoJIyuyeHue
eTUCTPAIHU MpeCTaBIEeHUE
.06.0PR.015). P patt peat N CBEJIEHUS CBEJICHUH O
I MEIUIMHCKUX  CBEICHHH O OTCYTCTBYIOT .
neM # . .
2.1 P nzgenuit  (P.MM perucrpanun P P
obOpaboTka CBemeHuss O  MEJULMHCKUX
N .06.BEN.001): MEIUITNHCKIX N
CBEJCHUH O . perucTpanuu m3nennit (P.MM
mpenuit  (P.MM 06.TRN.005)
ETUCTpAINH MEIUIIMHCKHUX .06. .
p pan .06.0PR.016) G
MEIULUHCKUX nzgenuit  (P.MM
mpemnii  (P.MM .06.BEN.001):
.06.0PR.017) CBEIECHUA
MIPECTaBICHEI
3 ITomyueHne U3MEHEHHBIX CBEAECHUI O peructpanuu MeaunuHckux usnenuit (P.MM.06.PRC
.006)
CBEICHHUS O
3anpoc
perucTpanuu
N3MEHEHHBIX
o MEIUIIMHCKHUX
CBEIEHUH O
A m3nennit  (P.MM
ETUCTPAIUHU
p P noaroroeka u .06.BEN.001):
MEATHITHEIRIX eTUCTpaI [peAcCTaBlcHHe HU3MEHEHHBIE fOTyHeHHe
H3ICTINI (P.MMp pat pel S — U3MEHEHHBIX
MEIWIWHCKAX  HM3MEHEHHBIX
.06.0PR.018). FUHTHT , cBesenHuil 0
31 I mnenuit (P.MM cBenenuit 0  OTCYTCTBYIOT.
. neM u eTUCTpaIITU
P .06.BEN.001):  peructpaunuu CBeneHust o P patt
o0OpaboTka MEIUIMHCKHX
W3MCHCHHBIC MEIUIMHCKUX  PETHCTPAlUH .
U3MEHEHHBIX N mpemnii  (P.MM
N m3nemmit  (P.MM mepununckux 06.TRN.006)
CBEIEHUH O .06. .
A .06.0PR.019)  wusgemnii (P.MM
ETUCTPAIUU
perueTpai .06.BEN.001):
MEIUIIMHCKHUX
W3MEHEHHBIE
m3nenuit (P.MM
CBEJCHUS
.06.0PR.020) A
MIpeICTaBICHBI

VI. Omicarne coobmeruit 06mero mpomnecca

14. Tlepeuenb cooOmeHuil oOmero mporecca, MepeJaBaeMblX B paMKax
WH()OPMAIIMOHHOTO B3aWMOJICUCTBUS TPH pealM3aluy OOIIero mporecca, MPUBEACH B



tabmune 4. CTpyKTypa JJaHHBIX B COCTaBe COOOIICHMS JIOJKHA COOTBETCTBOBATh OIMUCAHUIO

dbopMaToB U CTPYKTYp OJCKTPOHHBIX JIOKYMEHTOB U cBejaeHuil. Cchlika Ha

COOTBETCTBYIONIYIO CTPYKTYypy B Omnucanuum ¢GopMaToB U CTPYKTYP DIEKTPOHHBIX

JOKYMCHTOB U CBC)ICHI/Iﬁ YCTAaHAaBJIMBACTCs 110 3HAYCHHUIO rpaq)m 3 Ta6JII/IIIBI 4,

ITepegens coobmenmit o6mero mpomecca

KonoBoe o603Hauenme

1

P.MM.06.MSG.001

P.MM.06.MSG.002

P.MM.06.MSG.003

P.MM.06.MSG.004

P.MM.06.MSG.005

P.MM.06.MSG.006

P.MM.06.MSG.007

P.MM.06.MSG.008

P.MM.06.MSG.009

P.MM.06.MSG.010

P.MM.06.MSG.011

P.MM.06.MSG.012

HanmenoBanue
2

CBCIACHUA o TMOCTYIUBIIEM
3as4ABJICHUA

CBCIACHUA [§] perucrpanguu
MCIHUINMHCKOI'O U3ACTIUA

CBCACHUA (0] npeKpamcHuu
PaCcCMOTPECHUA 3asABJICHUA

YBEJIOMIIEHHE O pe3yJibTarax
00paboTKH CBeICHUI

3ampoc wHOpManuu O 1ate u
BpEeMEHH OOHOBJIEHMS CBEICHHH O
perucTpanuu  MEIHUIIMHCKUX
HU3JIETUHA

uHbopMaIKs O JaTe U BpPEMEHH
OOHOBJIEHHS  CBEJEHHUH O
perucTpaiud  MEIHUIIMHCKUX
HU3ICTIUA

3aIpoc CBEICHUI O pPErucTpanuu
MEIULHCKUX U3/IeIUH

CBEJICHUSI O  perucTpalnuu
MEIUILIMHCKHUX WU3JIETUN

yBeJOMIIeHHEe 00 OTCYTCTBHH
CBeIeHUI

3aIpoC M3MEHEHHBIX CBEIECHUH O
perucTpanuu MEIUIINHCKAX
U3EIIUN

H3MEHEHHBIE  CBEICHHSI O
perucrpanuu MEIUIIMTHCKUX
U3AEIINN

3ampoc CBEICHUH O HOMEpPC
PEruCTPaAliIMOHHOI0 YJOCTOBECPCHUA

Tabnumna 4

CTtpykTypa
JIOKyMEHTa (CBe/ICHHI)

3

3JIIEKTPOHHOTO

CBEIIEHUS O  perucTpaunuu
menuuHckux m3znenni (R.HC.MM
.06.001)

CBEIEHHUSI O  PETUCTpPAlUNHU
MeaunuHckux usgenuit (R.HC.MM
.06.001)

CBEIEHHUS O  PErUCTpaIlu
MemuuHckux u3nenmuii (R.HC.MM

.06.001)
YBEIOMJIICHHE O pe3ylibTare
00pabotku (R.006)

COCTOSIHHE aKTyaau3alli OOIIero
pecypca (R.007)

COCTOSIHUE aKTyalHu3aluu oO0IIero
pecypca (R.007)

COCTOSIHUE aKTyalu3aluu O0O0IIero
pecypca (R.007)

CBEJIEHUS O  perucTpanuu
menuuHckux m3nemni (R.HC.MM
.06.001)

yBEJIOMIICHHE O pe3yJbTaTe
00pabotku (R.006)

COCTOSIHUE aKTyaln3aluu oO0IIero
pecypca (R.007)

CBEJIEHUSI O  perucrpauuu
MegunuHckux usnenuit (R.HC.MM
.06.001)

CBEIIEHUS 0 HOMEpE
PEruCTPalMOHHOIO YJIOCTOBEPEHUS
Ha MeIMOHMHCKOoe wusgenue  (
R.HC.MM.06.004)



CBEJCHUS o HOMEpe CBEJEHUS 0 HOMEpE

P.MM.06.MSG.013 PErucTpaliMOHHOr0 YAIOCTOBEPCHUSA  peruCTpallMOHHOIO yJIOCTOBEPECHMUS

Ha MeJMLMHCKoe wusjgenue (
R.HC.MM.06.004)

VII. Ommrcanue TpaH3aKnuii 00mero mpomecca

1. Tpamzakmusa o6mero mporecca "I[lepenaua B KoMuccHio cBeAeHHI 0 TIOCTYIHBIIEM 3aABICHHA"
(P.MM.06.TRN.001)

15. Tpanzakuus ob6miero npoiecca "llepenaua B Komuccuto cBeieHUi 0 MOCTYNHUBIIIEM
3agaBineHun" (P.MM.06.TRN.0O1) BwimonHsieTca [ TNepeJadyd PECHOHIICHTY
COOTBETCTBYIOIIUX CBe/leHnI. CxeMa BBITIOJIHEHHS YKa3aHHON TpaH3aKIMK OOIIEero mpoliecca
npeacraBieHa Ha pucyHke 4. IlapameTpsl TpaH3akiuu OOILETO Mpoliecca MPUBEICHBI B
Tabnuiie 5.

HunnpaTop ‘Pecrongent
3 CBEIEHHA O IIDET}’.EIHHHJ":M FAABIICHHH
Db, _ 1 (P.MM.O6MSG.001) | '
KOHTPOIA [Mepenada B KoMHCCHID . Cia [MpHes H obpadoTHA
@< ceenennii o mocTynHBmen | VBEIOMIERHE 0 Pe3yILTATAX | CBEISHHH 0 MOCTYNHBIIEM

SARBACHIH | _ obpaborkiiceeeHiil

S

:C:E ENCHHHE O IJEI'I!E'I'_FIEI'LIHI i
MeTHOHHCKHY HiJeTHi
[obnoBTeHE]

é Yenex

Puc. 4. CxeMa BHIIOJIHEHHA TpaH3akmuu obmero mporecca "Ilepenasa B Komumccuro
cBeeHMH 0 nmoctymuBmeM 3aaBieann” (P.MM.06.TRN.001)

Tabmuma 5

Ommcanune Tpar3akmuu o6mero nmponecca "Ilepenada B Komuccuio cBeieHHid 0 TOCTYTIHBIIEM
sagsierun” (P.MM.06.TRN.001)

Ne i/t O0s13aTeNbHBIA DIIEMEHT Omnucanue

1 2 3

1 Konosoe o6o3Hauenue P.MM.06.TRN.001

) HammenoBanue TpaH3zakuuu o01ero mnepenava B Komuccuro cBeneHwmii o
mporecca MOCTYTIMBIIEM 3asBIICHUN
[ITabmoHn TpaH3akIuK 0OLIETO

3 3ampoc/oTBeT
npoiiecca

4 Wannumpytomas poib WHHLATOD



5 Wuunuupytomias onepanus nepenada B Komuccuro csenenuit o
MIOCTYTHBIIEM 3asBICHUH

6 Pearupytomias poJib PECTIOHIEHT

npueM u 00paboTka cBeIEHHH O

7 [Ipunumaromast onepanus
MIOCTYTHBIIEM 3asBICHUH

CBEICHHUS O  perucTpaunuu
Pe3ynbTaT BEINOIHEHUS TPAaH3AKINT

8 6 MenuuuHckux usnenuit (P.MM.06.

o0rero mpoiecca

P BEN.001): oGHOBIEHBI

9 [TapameTpsl TpaH3aKIUH O0OIIETO

npotiecca:

BpeMsl JUIS  TOJITBEPKJICHHUS

IOy YEHUS

BpEMsi TIOATBEPIKICHUS IPUHATHS B

P ATBEPICA P 20 MuH

00paboTKy

BpEMsi OKUIaHHsI OTBETA lu

MPU3HAK aBTOPHU3AIHH Ja

KOJINYECTBO MTOBTOPOB 3
10 Coo0mieHnst TpaH3aKIUU OOIIEro

nporecca:

CBCIACHUA (6] noCTynuBUIEeM

6
HHHIHUpYIOtiee co0beHHe sasenernn (P.MM.06.MSG.001)

YBEAOMIICHHE O pe3ylbTaTax
OTBETHOE COOOIICHUE obpabotku cBeaenmii (P.MM.06.
MSG.004)

[TapameTpsl coOOIEHNH TPaH3aKIINU

11
o01ero mporiecca:

npusHak DI HET

nepesiada deKTPOHHOTO TOKYMEHTa
¢ HekoppekTHoU DT

2. Tpam3zakmousa o6mero mporecca "Ilepenaua B KoMuccHio cBeeHHI 0 perHCTpaii
MemumuHCKOoro m3nenusa” (P.MM.06.TRN.002)

16. Tpanzakuus obmiero npoiecca "l[lepegaya B KoMmuccuto cBeieHUit 0 perucTpanuu
MeauuuHackoro uzaenus" (P.MM.06.TRN.002) BeimonHsieTcs Juisl Mepeayu peCIOHIEHTY
COOTBETCTBYIOIIMX CBeJieHNH. CXeMa BBITIOTHEHUS YKa3aHHOW TpaH3aKIMK OOIIEero mpolecca
npeacTaBieHa Ha pucyHke 5. IlapameTpsl TpaH3akiuu oOIlEro Mpoliecca MPUBEICHBI B
Tabnuie 6.



‘Huanunarop

Pecnonaent

Ommora
KOHTDOTA

(IS

t Ceegenns o perHcIpamHy

(P.MM.06

METHITHHCKOTD HIJeTHA
MSG.002)

[Mepeaaua ceeaeHHRA
0 PerHCTPALHE
MeTHIHHCKOTO H3IeaHs

Veegoumaeane
obpaboTEH

[IpHenm 1 oopaboTRa
CECICHHA O PErHCTPALHE
METHOHHCKOTO H3ISTHT

O PEIVIRTATAX
CEEICHH

T (P MM O6[MSG.004)

!

:CReqeHHA O PETHCTPALIHE
MEHITHECKER H3eTHi

[obrOBIeHE]

é Yemex

Puc. 5. Cxema BEIIOJIHEHHA TpaH3akmuu obmero mporecca "Ilepenasa B Kommccuro
CBeIeHMIA 0 perucTpammn MeaumuHcKoro m3aema” (P.MM.06.TRN.002)

Tabmnuia 6

Ommcanue Tpan3akmuu o6mero nponecca "Ilepenada B KoMuccuio cBeZieHHi 0 perucTpanyd
MemumuHCKoro m3gemns” (P.MM.06.TRN.002)

Ne i/t
1
1

O0s13aTENbHBINA DIIEMEHT
2

KonoBoe 0603HaueHue

HaumenoBanue TpaH3aKIHUH 06]].[61"0

mpotiecca

[[TabmoH TpaH3aKIUU OOMIIETO
mpotiecca

Wuunuupytomias ponib
Wuunuupytomias onepanus

Pearupyromias posib

[Ipunumaromas onepanus

PeSyJ'H)TaT BBITIOJTHEHHUA TPpaH3aKIIUU
O6HIel"O mpounecca

[TapameTpsl TpaH3akuuu O0OIIETO
mpolecca:
BpeMsl  And
MIOTY4EHHS

MMOATBEPKACHUS

BpEMsl TTOATBEPIKICHUS NIPUHATHS B
00paboTKy

BpEMA OKHMJIaHUA OTBETA

Omnncanne
3
P.MM.06. TRN.002

nepenaya B Komuccuio cBeieHuit o
perucTpanuu
W3S

MCAOAHUIITUHCKOT'O

3anpoc/0TBeT

WHUIIUATOP

nepesava CBEJACHUI O perucTpamnuu
MEIUIIMHCKOTO U3 IEIIUs

PECIIOHCHT

nmpueM u oOpaboTKa CBEACHHHA O

perucrtpanuun MECIUIIUHCKOTO
HU3ICINA
CBCACHUA (6] peructpanunun

MemunuHckux usnenui (P.MM.06.
BEN.001): o6HOBIIEHBI

20 MuH



MPpU3HAK aBTOpHU3alun Ja

KOJIMYECTBO ITOBTOPOB 3
10 Coo0IieHnsT TpaH3aKIUU OOIIEro
nporecca:
CBEIEHHUS O  PErucTpamuu
HHUIMHPYIOIIee COOOIIeHNE MeauuuHckoro usgenus (P.MM.06.
MSG.002)
YBEOMIIEHHE O pe3yibTarax
OTBETHOE COO0IIEHNE obpaborku cBepenmii (P.MM.06.

MSG.004)

[MapaMeTpsl cOOOIICHHH TPaH3aKIIUU

11
ob1ero npouecca:

npuzHak DT HET

nepeqaya 3JIEKTPOHHOTO JOKyMEHTa
¢ HekoppekTHoi DILITT

3. Tpanzakmus obomero nponecca "Ilepexaga B KoMuccrio cBeieHH# 0 IpeKpameHuH
paccMotpenns 3asBieHua” (P.MM.06.TRN.003)

17. Tpanzakuus obmiero nporecca "[lepenaua B Komuccnro cBeaeHni 0 mpeKpamicHun
paccmotpenus 3asBieHua" (P.MM.06. TRN.003) BeimosHsETCS IS TIepeadyd PECIOHIACHTY
COOTBETCTBYIOIIMX CBeJieHN. CXxema BBIMOTHEHUS YKa3aHHOM TpaH3aKIMK 00IIETo mpolecca
npeacTaBiieHa Ha pucyHke 6. IlapameTpsl TpaH3aKIMU OOIIETO Mpolecca MPUBEACHBI B
Tabnuie 7.

‘Hunmmarop ‘PecnongenT

t CBCJEHHJF O NPCEPAicHHH PAcCMOTPCHHA 3ad8ICHHA

Omudka ¢ (P MM.06{MSG.003)
rortpead | [lepeaasa 8 Komnccmo IMpuenm n odpabotra
@-’(— CEBEIeHHAH O NpekpallieHEH Veegosaenns|o peayasTaTaX | cpegeHHH 0 OpeKpanIeHEH
PACCMOTPEHHSE SARBACHHA 0UPACOTEH |CBeISHHM PACCMOTPEHHA 3AABTEHHA
i (P MM.06SG.004)

|
:CEeJeHHS O PErHCTPAITHHE

MEIHUHHCKHS HIJCTHE
[oonoBTERET]

é Yeoex

Puc. 6. Cxema BBIIOJIHEHAA TpaH3akmuu obmero mporecca "Ilepenada B Kommccuio
CBEICHHUI O mpeKpameHnH paccMoTpenus 3aspieana” (P.MM.06.TRN.003)

Tabmuma 7

Omucanue Tpar3akoun obmero nmponecca "Ilepenada B Komuccuio cBeieHHiA 0 MpeKpameHnn
paccmotpernd 3assiaeaua” (P.MM.06.TRN.003)



Ne /i OO0s13aTeNnbHbIN PJIEMEHT Omnucanue
1 2 3
1 Konosoe o603HaueHne P.MM.06.TRN.003

nepenada B Komuccuro csenenuit o
HaumeHoBaHue TpaH3aKIMK 0OIIEro

2 MpeKpaIeHuU aACCMOTpEHUS
nporecca peKp P P
3asIBJICHUS
[[TabmoH TpaH3aKIUU OOIIETO
3 3ampoc/0TBET
nporecca
4 Wuunnuupyroras posb WHHIIATOP
nepenava B Komuccuro cBeneHuii o
5 Wuunuupyrorias onepaus MpEKpAIEeHud  PACCMOTPEHHUS
3asBJICHUS
6 Pearupytomias poJsib PECTIOHJIEHT
npueM u o0paboTka cBEICHHH O
7 [MpuHuMaroIas onepans MPEKpAIEeHUH  PACCMOTPECHHS
3asIBJICHUS
Pes . e — CBEIEHHUS O  pEerucTpamnuu
JIbTAT BBIMOJIHEHUSI TPAH3aKIINU .
8 6 Y P MeaunuHckux m3aenuit (P.MM.06.
o0rero mporuecca
P BEN.001): oOHOBIECHBI
9 [TapameTpbl TpaH3aKIMU OOIIETO
nporiecca:
BpeMsi U TOJTBEPIKICHUS
MOy YCHHSI
BpEMs IIOATBCPKACHUA IIPUHATUA B
p P P 20 MuH
00paboTKy
BpEMsi OKUAaHHSI OTBETA lu
MIPU3HAK aBTOPHU3AIHH na
KOJIUYECTBO TOBTOPOB 3
10 Coo0IieHHsT TpaH3aKIUH OOIIEro
mporecca:
CBEeJCHUS O IMpEeKpalicHUuu
MHUIAHPYIOIIee COOOIIeHne paccmotpenns 3asBienus (P.MM.06
.MSG.003)
YBEIOMIICHHE O pe3ylbTarax
OTBETHOE COO0IIEHNE obpabotku cBexenmii (P.MM.06.
MSG.004)
1 [TapaMeTpsl COOOIICHHI TPaH3aKIIUU
o01ero mpouecca:
mpu3Hak D111 HET

nepenaya 3JIeKTPOHHOTO JOKyMEHTa
¢ HekoppekTHoit DIITT

4. Tpan3akmus o6mero nponecca "Ilorydenue nHEGOpMaMH 0 AaTe U BpeMEHH 00HOBICHHS
CBEJICHHIA O perucTpanuu MeaumuHCKuX u3nenmit” (P.MM.06.TRN.004)



18. Tpanzakius ob6miero npoiecca "[lomydenne unpopmanuu o JaTe U BpEeMEHU
OOHOBJIEHUSI CBeJeHUN O perucTpanuu MenuuuHckux wuzaenui" (P.MM.06.TRN.004)
BBITIOJTHACTCS JIsl IPEJICTABICHHS PECIIOHICHTOM I10 3allpocy MHHUIMATOpa UH(OpMAIH O
JaTe U BpeMEHU OOHOBJIEHUSI COOTBETCTBYIOMIMX CBeAeHUN. CXeMa BBINOJHEHUS YKAa3aHHOU
TpaH3aKIKHU OOIIETO Mpoliecca MpecTaBiieHa Ha pucynke 7. [lapameTpsl TpaH3zakuuu o0LIero
npolecca NpuUBEACHbI B Ta0IMILIE 8.

‘Hammarop ‘PecnonaeHT

3anpoc RHGOPMAIIHH 0 JaTe H BpeMeHH o0HOBISHHA

CREIeHHH O|pPerHcTPallHE

3anpoc U NoaydeHHe | MeaHuHRCKHN H3MeTHil J [MpenocTapaenne

KOHTPOIA HHbopMAaLHHE O JaTe F (P.MM.06|MSG.005) - | WHOOPMAUNH O JaTe H
@< uspenenn ofnopTeHNs O BpeMeHH 0GHOBTEHHT

CBENEHH O PErHcTpalun CBEISHH O perucTpaliys

| BpeseHH | 00HOBIEHHA | i
CHX W3] O Mer {H J
e ME"]'HHE“IEL“H}‘E;!I?JHﬁ ._,-’_' EEEﬂEHHﬁ O|perHCcTpanHe ACTHUHHCRHY H3 T/

MEeHIHHCKHX| H31eHi

'CBENEHNEA O PETHCTPALIH (P.MM.06MSG.006)
METHIHHCKEX HIIeIui
[7aTa 1 Bpems o0HOBICHIA
NpeICTARICHE |

é Yemex

Puc. 7. Cxema BrIOIHEHH TpaH3aKu# obmero mponecca "Ilomyderne madopManuu o

JIaTe ¥ BpeMeHH OOHOBJICHHU! CBEJICHHWH O perucrpamuu MeaunuHCkux m3nemi” (P.MM.06.
TRN.004)

rs

OhunGea

Ta6muia 8

Ormmcanve Tpar3aknun o6mero nponecca "Iloxydenne HEGOpPMaWy O JaTe H BpeMEHH
OOHOBIICHHASA CBEICHMI O perucTpamuu Meaumueckux maemwit” (P.MM.06.TRN.004)

Ne i/t O0s13aTENbHBIA DJIEMEHT Omnncanne
1 2 3
1 KonoBoe 0003Hauenne P.MM.06.TRN.004
MoJy4eHue UHPOpMalUKu O Jare u
) HaumeHoBaHue TpaH3aKIKUK OOIIEro BpEMEHH OOHOBJICHHS CBEICHHUH O
npoiiecca perucTpamnuu MEIUIIUHCKHAX
HA3JIETUIA
[[TabmoH TpaH3aKIUU OOIIETO
3 BOIIPOC/OTBET
npoiiecca
4 WNuunuupyromas ponb MHULAATOD

3ampoc ¥ MmoirydeHne HHHOpMAIHH O

JaTe W BpPEMEHU OOHOBICHUS

5 WNuunuupyrommas onepanus .
CBEJEHUNW O  perucrpamnuu

MCIUIMHCKHUX I/I3)18J'II/Iﬁ

6 Pearupytomas poib PECTIOHIEHT



npeaocTaBieHne HHGOPMAIUH O
JaTe U BpPEMEHH OOHOBJICHHS
CBEJEHHUI O  perucrpaiuu
MEIUIIMHCKHUX U3JISTHN

7 [Ipunumaromast onepanus

CBEIIEHUS O  perucTpaunuu
Pe3ynbraT BBIMONHEHUS TPaH3aKIMKM MeAUIMHCKUX wu3aenuit (P.MM.06.

8

oO1ero mpouecca BEN.00O1): nmara u BpeMms

OOHOBJICHHS TIPEACTABIICHEI

9 IMapameTpsl TpaH3aKIUK OOGIIETO

nporecca:

BpeMsi IS MOATBEPKACHHS

TIOJTyYEeHUS

BpeMsI TIOATBEPIKACHUS IPUHSATHS B

00paboTKy

BpeMsl OXKHIaHHs OTBETA lu

MPU3HAK aBTOPU3AIUH na

KOJIMYECTBO IOBTOPOB 3
10 CooO0IieHHsT TpaH3aKIUU OOIIEro

mpounecca:

3ampoc WHPOPMAIMU O JaTe H
BpPEMEHU OOHOBJIEHHS CBEICHUH O
perucrtpanuu MCEIUITNHCKUX
uznenuit (P.MM.06.MSG.005)

MHHULUHPYIOIIee COOOIIeHHEe

uHboOpMaIHsl O JaTe U BPEMEHH
OOHOBJIEHUS  CBEJIEHUU 0
pPEerucTpamud  MEIUIMHCKHX
uznenuit (P.MM.06.MSG.006)

OTBETHOE COOOINEHNE

[TapameTpsl cooOmeHnH TpaH3aKIUH

11
o01miero mporecca:

mpuszHak D111 HET

nepeavya JEKTPOHHOTO JOKYMEHTa
¢ HekoppekTHor DLIIT

5. Tpar3akmus o6mero npormecca "IlorydeHue CBeACHHMI O PErHCTPAHHA MEIUIIAHCKHX W31eIIHiH"
(P.MM.06.TRN.005)

19. Tpanzakuus obmero mporecca "IlonydeHne cCBeICHU O perucTpalui MEIUITMHCKUX
m3aenuit" (P.MM.06. TRN.005) BeImosiHsIeTCS J1s1 IPEACTaBICHUSI PECTIOHICHTOM T10 3alpoCy
WHUIIMATOPA COOTBETCTBYIONUX cBeAcHUN. Cxema BBIMOJHEHUS] YKAa3aHHOW TpaH3aKIUU
o01iero mpoiiecca npejacTaBieHa Ha pucyHke 8. [lapameTpsl TpaH3akmuu O0IIero mpoiecca
MIPUBEIEHBI B Ta0IMIE 9.



‘Hunmmatop ‘PecmongenT

Jampoc cBemEHATN [0 PETHCTPAIHA
t M THITHRCKHX |02 TR
(P.MNL0S VMISG.00T)

Omubka

Kontpons ; Ceeasunsg of perHcTpALRR
Janpoc W moayaeHnEe R g

CEeACHAA O PErHCTPALERA (P MM 06[MSG 008) © PErHCTPALHA

MEIHIHHCKAX H3ZeTHil METHITHHCKRN F3JeTHi

[peacTapTente cRegeHHE

Yeegounenne| o0 OTCVICTEHE

m) z ceegernn (PPMM 06 MSG 000)

{CBeASHHA O PETHCTPAITHN
MeTHITHEC KIS B3I THE
[cEeaeHmR npeacTaBTeHR)

:CEI:,'.'I_E‘HFLH [a] er:-:c:pau'uu'

_P Yenmexn
METHIHHCEIN A IS

[cReqgenma oTcyVTCTRVIOT]

é Yemex

Puc. 8. Cxema BBINOJMHEHHS TpaH3akuu oduero npouecca "[lonydenue cBeaeHuid o

peructparuu MeaunuHckux u3aenuit” (P.MM.06. TRN.005)
Tabuma 9

Ommucanue Tpar3akmun o6mero nponecca "Ilonydenue cBeIeHMI O PETHCTPAIMH MEIUITMHCKUAX
maemit” (P.MM.06.TRN.005)

Ne i/t O0s13aTeNbHBIA DIIEMEHT Omnucanue
1 2 3
1 Konosoe o603Hauenue P.MM.06. TRN.005

MOJy4YeHUE CBEJIECHUH 0
HaumeHoBaHMe TpaH3aKIKUU OOIIETO

2 perucrpamnuu MEIUIIMHCKUX
npoiecca .
H3IETUN
[ITabmon TpaH3akuuK o0OUIETO
3 3anpoc/0TBET
mporecca
4 MNuunuupyromas poib HHHUIAATOP
3alpoc U MOJIydYeHUE CBEACHUH O
5 Wunnumpytomiast onepanus peructpamnuu MEIUITHCKUX
U3OETINI
6 Pearupytomias posb PECIIOHIEHT
MpeJoCTaBICHHE CBEACHUH O
7 [Ipunumaromas onepauus perucTpanuu MEIUIIMHCKUX

U3AETINH

CBEIICHUS O  pPCTUCTpaIuu
MemuuuHckux usnenud (P.MM.06.

PesynbTat BeimonHenus Tpansakuun BEN.001): cBeeHUs OTCYTCTBYIOT

o0riero mpoiecca CBEIEHHUS O  PErUCTpaIlu
MenuiuHckux usnenuit (P.MM.06.
BEN.001): cBenenus npeacTaBieHbl



9 [TapameTpsl TpaH3akuum 00IIETO
mporecca:

BpeMmi JJIA MOATBEPKACHUA

IOy YEeHHSI
BpeMsI TTOATBEPKACHUS IPUHATHS B
P ABEPIA P 20 MuH
00paboTKy
BpEMsl OKUJIaHUs OTBETa lu
MIPU3HAK aBTOPHU3ALNH na
KOJIUYECTBO ITOBTOPOB 3
10 CooOmieHusT TpaH3aKIUU OOIIEro
porecca:
3aIIpOC CBEACHUN O perucrpanuu
HMHHLUHPYIOIIee COoOIIeHe MeauuuHCKkux wu3penuit (P.MM.06.
MSG.007)
CBEIEHHUSI O  PETUCTpPalHNHU
MenuiuHckux usnenuit (P.MM.06.
OTBETHOE COOOIICHUE MSG.008)

yBeJOMIIEHHE 00 OTCYTCTBUU
ceenennit (P.MM.06.MSG.009)

[TapameTpsl coOOIECHNH TPaH3aKIINU

11
obrmero mporecca:

npusHak OIIT HET

nepenava dIEKTPOHHOTO JOKYMEHTa
¢ HexoppekTHor DLIIT

6. Tpar3akmus o6mero mponecca "[lorydeHrne H3MEHSHHBIX CBEICHHI O PErHCTPaIiy
MemumuHCKuX u3aemmi" (P.MM.06.TRN.006)

20. Tpanzakuus obiero nporecca "[lonyyeHne U3MEHEHHBIX CBEJEHUI O perucTpanuu
menunuHckux uznenuit" (P.MM.06.TRN.006) BbimosHseTcs sl MOpeaACcTaBICHUs
PECIIOHIEHTOM 10 3alpOCy MHHUIIMATOPA COOTBETCTBYIOIIMX MU3MEHEHHBIX cBeleHni. Cxema
BBITIOJTHEHUS YKa3aHHOM TpaH3aKLIMHM OOIEero mpolecca MpeAcTaBlieHa Ha PUCYHKE 9.
[TapameTpsl TpaH3aKIMK 0OIIIETO MpoIlecca mpuBeaeHbI B Tadbauie 10.



‘Huunmatop

‘PacmomasHt

3&“;?{!'3.‘ HIMeHEHHBIX

CREIeHHT O PETHCTPAINH

t M THIHAC KX 3 ae T
(P MM 06 MSG.O10)
Crmmiea
KOHTPOAA Janpoc u momyueHHe Hamenennie (ceeasHaa

@

O perHCTpATHT

MeIHODHHCKHX HIZeTHR

HIMEHEHHRIY CESTCHER

O PErACTPAIRE| ME THITHHCEHX

[Npexcrannenme
HIMEHERHEIX CBEATeHI

szgenad (PNA 06 MSG.011)

- YBegoMasHRe |00 OTCYTCTRHH

CEETEHM {P.}LM.D&.MSE}“EGQ}

]

(CpedsHud O PErHECTPALHE
MeIHIHHECERX H3J0THA
[AavencnnER:
CBEJeHHA TIPeICcTAETEHE]

:Cregeuns o peracTpaiy é Vemex

MeAHITHACKIY HI3TeTHA
[HaeHE RIS
CREISHHE OTCYICTRVIOT]

|
é Vemex

O PETHCTPALINN
METHITHHCEHX H.’.-ﬂ‘l.‘.’.li{i-l

CBEICHMI O PETrHCTPAIlA MEIAMHCKUAX W3XEIIHi"

Puc. 9. CxeMa BRIIOJIHEHUA TPaH3aKIuH odmero mponecca "Ilomydenne n3MeHEeHHBIX

(P.MM.06.TRN.006)

Tabmauma 10

Ommcanue Tpan3akmuu o6mero nponecca "Ilonyderne H3MEHEHHBIX CBEACHUH O PETHCTpaIlil
MemumuHCKkux n3gemiit” (P.MM.06.TRN.006)

Ne i/t

1
1

O0s13aTENBHBIA DJIEMEHT
2

Konosoe 0603HaueHune

HammenoBanue TpaH3aKIUM OOIIETO
mporecca

[[MabmoH TpaH3aKIUU OOMIIETO
mporiecca

Huunuupyrommas poib
WNHunuupyromas onepanus

Pearupyromas poib

IIpunumaromas onepauus

Omnucanue
3
P.MM.06.TRN.006

nonyqune N3MCHCHHBIX CBeJleHI/Iﬁ [0
perucTpainuu
HA3JIETUIH

MEIUIIUHCKUX

3arpoc/oTBET

HHUIUATOP

3ampoc U MOJYYEHHUE N3MEHCHHBIX

CBEJICHUM O  perucrpainuu

MEIUIIMHCKHUX U3IETNN

PECTIOHIEHT
NPEICTaBICHUE  HM3MEHEHHBIX
CBEAEHUU O  perucrpaunuu

MCIUIMHCKHUX I/I3)16J'II/Iﬁ

CBEIEHHUS O  PErucTpamuu
MenuiuHckux usnenuit (P.MM.06.
BEN.001): u3meHeHHbIe CBeIEHUS

OTCYTCTBYIOT



Pe3yJ'II)TaT BBITIOJTHCHUS TPAH3AKIUU CBEACHUSA 0 perucrtpauuu

oOrmiero mporecca MenuuuHckux usnenuit (P.MM.06.
BEN.001): m3MCHEHHBIC CBEICHUS
MIPeCTaBICHEI

9 [TapamMeTphbl TpaH3aKIMKH OOIIETO

mporiecca:

BpeMsi IS TOATBEPKACHUS

MOy YSHHS

BpeMs MOATBEPKACHUS MPUHATHS B

P p p 20 MuH

00paboTKy

BpeMsI OKUIAHUS OTBETA lu

MIPHU3HAK aBTOPU3AIIH na

KOJIMYECTBO ITOBTOPOB 3

10 Coo0rieHnsT TpaH3aKIUU OOIIEro

mporecca:
3aIpoC M3MEHEHHBIX CBEICHHH O

HHUIMHPYIOIIee COOOIIeHnE pEeTUCTpAlUA  MEIHMIIUHCKUX
u3nenuit (P.MM.06.MSG.010)
yBeJOMJIeHHE 00 OTCYyTCTBUH
ceenenuii (P.MM.06.MSG.009)

OTBETHOE COOOIIECHUE H3MCHEHHBIE  CBEIEHHUS O

perucTpamuy  MEIUIUHCKHX
m3nenuii (P.MM.06.MSG.011)

[TapameTpsl cooOmeHni TpaH3aKIUH

11
ob1ero npouecca:

npuzHak D111 HET

nepenaya 3JEKTPOHHOTO JOKyMEHTa
¢ HekoppekTHoi DILITT

7. Tpar3akmus obmero nponecca "Ilorydenue cBeieHHH 0 HOMepe PErACTPaHOHHOIO
ymocroBeperua” (P.MM.06.TRN.007)

21. Tpanzakius obuiero npouecca "l[loyuenue cBeieHnit 0 HOMEPE PETUCTPALTUOHHOTO
ynoctoeperus" (P.MM.06.TRN.007) BoinionHsI€TCS 7151 TPEACTABICHUSI PECTIOHICHTOM 10
3alpoCy HHUIMATOPA COOTBETCTBYIOIIMX CBeACHHU. (CXeMa BBINOJHEHUS YKa3aHHOU
TpaH3aKIHUK OOIIero mpolecca npejactaBieHa Ha pucynke 10. IlapameTpsl TpaH3akuu
oO11ero mpotiecca npuBeeHbI B Tadmuie 11.



KOHTPHOULE

‘Mnnnuatop

:

Omuadka -

Jampoc cheIeHHE 0 HoMepe PerHCTPalHOHHOTD

‘PecrionaenT

‘_‘['.IDCTDBCFICHHH
(P MM.06 MSG.012)

Janpoc H MoTyUeHHe
cBelentil o HoMepe
PETHCTPAITHOHHEOT S

YAOCTOBCPCHA CB&:IEHHE D HOMEPS

T

f R
=~ TlpejocTapnense ceneHni

0 HoMEpe
PErHCTPAROHHOTO
}’,EI,UC'[DHCP‘:HHH

= PETHCTPAIHORHOTO|VAOCTOREPEHHA
I (P.MM.OgMSG.013)

{CBeleHHA O PETHCTPALHHE
MEIHIHACKHR H31eTHi
[HOMep pErHCTPALHOHHOIO
VIOCTOBEPEHNA oIy eH]

I
é Vemex

Puc. 10. Cxema BHIONMHEHHS TpaH3akmuu ob6mero nponecca "IlorydeHue cBejieHU# O
HOMepe peructpamuonHoro yaocrosepeana” (P.MM.06.TRN.007)

Tabmumna 11

Omucanue Tparsakmun o6mero nponecca "Ilonydenue cBeeHMI 0 HOMEPE PErHCTPAHOHHOTO
yaocroBeperusa" (P.MM.06. TRN.007)

Ne i/t
1
1

OO0s13aTeNIbHBIN 31€MEHT
2
Kognosoe o603HaueHe

HammenoBanue TpaH3aKIUU OOIIETO
mporiecca

[[TabmoHn TpaH3akuK 0OUIETO
mporiecca

WNHunuupyromas poib
Wnuunuupyromas onepanus

Pearupytoias poiib

[IpuHNMaromas oneparus

PeSyHLTaT BBITIOJTHEHHUA TPAaH3aKIIUN
o6mer0 mpouecca

[TapameTpsl TpaH3akuuu 00ILETO
mpolecca:

BpeMs s
TIOJTYICHUS

MMOATBEPIKACHUS

Omnucanue
3
P.MM.06.TRN.007

MOJyYEHUE CBEJAECHUM O HOMeEpe
PETHCTPAIIMOHHOTO YAOCTOBEPEHUS

3anmpoc/0TBET

WHUIHATOP

3ampoc W MOJyYeHHE CBEACHHU O

HOMEpE  PETHCTPAHOHHOTO
YIOCTOBEPEHHS

PECIOHACHT

MpelOCTaBICHUE CBEIEHUH O
HOMEpE  PETHCTPAHOHHOTO
YIOCTOBEPEHHS

CBEIICHUS O  pPETUCTpaluu
MeaunuHckux m3aenuit (P.MM.06.

BEN.001): HOMED
PETHCTPALMOHHOTO yOCTOBEPEHHS
HOJTy4eH



BpEMs MOATBCPIKACHUSA TPUHATHUA B 1 MmuH

00paboTKy

BpEMA OKHMJaHUA OTBETA 5 MuH
MIPU3HAK aBTOPHU3ALUH Ja
KOJIMYECTBO ITOBTOPOB 2

10 Coo0ImieHnsT TpaH3aKIUU OOIIEro
nporecca:

3almpoc CBEIEHHH O HOMepe
MHHULUHPYIOLIee COOOIIeHHEe PErHCTPAIMOHHOTO yIOCTOBepeHH s (
P.MM.06.MSG.012)

CBEJCHUS 0 HOMeEpe
OTBETHOE COOOIICHNE PETUCTPAIIOHHOTO yIOCTOBEPEHUS (
P.MM.06.MSG.013)

[TapameTpsr cooOmeHHH TpaH3aKIUH

11
o01iero mporecca:

mpuszHak D111 HET

nepejaya JIEKTPOHHOIO JOKyMEHTa
¢ HekoppekTHou DILIIT

VIII. ITopsanok AeicTBHI B HEIITATHBIX CUTYAI[AIX

22. Ilpu uHpOPMAIITMOHHOM B3aUMOJCHCTBUU B paMKax OOIIEro Mpolecca BEpOSTHHI
HEIITaTHbIE CUTYalllH, Korjaa o0paboTKa TaHHBIX HE MOKET ObITh MPOU3BEACHA B OOBIYHOM
pexume. Hemrataple cuTyaluu BOZHUKAIOT MPU TEXHUYECKUX COOSAX, UCTEUEHUH BPEMEHU
OXXKMJAHHUS M B MHBIX clydasx. s mosiydeHuss Y4YacTHHKOM OOIero mnpouecca
KOMMEHTApUEB O NMPUYMHAX BO3HUKHOBEHUS HEIITATHOM CUTyallMM U PEKOMEHJAIUH 1O ee
pa3pelIeHnI0 MPEeyCMOTPEHa BO3MOXHOCTh HAIpaBJIEHUs COOTBETCTBYIOILETO 3arpoca B
Cy0y TOJAEpKKM HHTEIrPUPOBAHHONW HH(OpMALMOHHON cucteMbl EBpa3uiickoro
SKOHOMHUYECKOro coro3a. O0mue peKkoOMeHJaluuu MO Pa3pelieHUI0 HEIITaTHOW CHUTyalluH
MIpUBEICHBI B Tabmuie 12.

23. YOTHOMOYEHHBIM OpraH rocyJ1apcTBa-yjieHa IPOBOJUT MPOBEPKY COOOIIEHUS, B
CBA3M C KOTOPBIM IOJYyYEHO yBedoMiIeHHEe 00 omuoOke, Ha cooTBeTcTBHEe ONUCAHUIO
(GbopMaToB U CTPYKTYp SJIEKTPOHHBIX IOKYMEHTOB M CBEJICHHUIN U TpeOOBAHUSIM K KOHTPOIIIO
cooOuieHni, ykazanHbIM B pazzaene [X Hacrosmero Periamenta. B ciydae ecinu BBISBIEHO
HECOOTBETCTBUE YKa3aHHBbIM TpeOOBaHMSM, YINOJIHOMOYEHHBIH OpraH rocyJapcrBa-ujieHa
MIPUHUMAET BCE HEOOXOAMMBIE MEPBI JIJIsl YCTPAHEHUS BBIABICHHON omMOKU. B ciyuae eciu
HECOOTBETCTBHUI HE BBISBJICHO, YIIOJIHOMOYEHHBIN OpraH rocyJapCTBa-4wICHA HANpPABIISIET
COOOIIEHHE C ONHWCAaHMEM JTOW HEWTAaTHOM CHUTyaUMd B CIYXO0y MOJIJIEPKKH

WHTErPUPOBAHHON MH(POpMaIUOHHOM crcTembl Coro3a.
Ta6muma 12

JleficTBHS B HEINTAaTHBIX CATYALMAX



Kon HemrratHOM cutyaruu

P.EXC.002

P.EXC.004

Onucanue HEMTATHOH
CUTYaIlH

2

HWHHIMATOP JBYCTOPOHHEH
TpaH3aKOUK  OO0IIeTO
mpoiecca He MOJY4YuI
COOOIIEHNE-OTBET IIOCIIE
UCTCUCHUSIA
COTJIaCOBaHHOTO
KOJIHYECTBA TIOBTOPOB

HHUIAATOP TPaH3aKIHH
0011Iero nporecca moxyvui
yBemomiieHre 00 ommoke

IIpuuuHbl HemTaTHON

CUTyallun

TEXHHYECKHE CcOoOM B
TPAHCIOPTHON CHUCTEME
WK CHCTEMHas OIIHOKa
NpOrpaMMHOTO
obecneyeHus

HE CHUHXPOHHU3UPOBAHBI
CIIPaBOYHUKH u
KJaccu(UKaTOPbl WM HE
obnoBnensl XML-cxeMbl
JJIEKTPOHHBIX JOKYMEHTOB
(cBeneHwmin)

Onucanue neicTBUi mpu
BO3HUKHOBEHUH
HEIITATHOH CUTyalun

4

HEOOXOAMMO HAIPaBHUTh
3ampoc B CIyXO0y
TEXHHYECKOU IONICPIKKH
HAaIMOHAIEHOTO CEeTMEHTa,
B KOTOpOoM  OBIIO
chopMHUPOBAHO
cooOrieHne

WHHUINATOPY TPAaH3aKINUU

obrmero npormecca
HEOOXO0AHUMO
CHUHXPOHHU3UPOBATH
HUCIOJb3yEMEIC
CIpaBOYHUKU u
KJIACCU(UKATOPBI  WIIH

06HOBUTE XML-cXeMbl
ANEKTPOHHBIX TOKYMEHTOB
(cBeneHuit).

Eciu cnpaBouHMKH U
KJIaccu(pUKATOPHI
CHHXPOHU3UPOBAHEI,
XML-cxeMbl 3J€KTPOHHBIX
IOKyMEHTOB (CBEICHII)
OOHOBJIEHBI, HEOOXOIUMO

HampaBUTh 3ampoc B
cnyx0y  MOAACPKKH
NPUHUMAKIIETO
YYaCTHUKA

IX. TpeboBaHHA K 3aIOIHEHHIO IEKTPOHHBIX JOKYMEHTOB M CBEAECHHUH

24. TpeboBaHUA K 3alOJIHEHUIO PEKBU3UTOB AJIEKTPOHHBIX JOKYMEHTOB (cBeAeHUM) "

Csenenust o peructpanuu MeaunuHckux uzaenuid" (R.HC.MM.06.001), nepenaBaembIx B
coobmennun "Cenenus: o noctynusiieMm 3aspieHuu" (P.MM.06.MSG.001), npuBeaeHbI B

tabaune 13.

Tabmuma 13

TpeboBanusa K 3amoOJHEHUIO PEKBU3UTOB JJIEKTPOHHBIX JOKYMEHTOB (CBeneHHi) "

Cenenust o peructpanuu MeaunuHckux uzaenui" (R.HC.MM.06.001), nepenaBaemMbIX B
coobmennn "CeaeHus o noctynuiiem 3assieHun" (P.MM.06.MSG.001)

Kon tpeboBanus

DopMyIupoBKa TPEOOBAHHUS

B DJIEKTPOHHOM COOOIICHHWH TOJKEH IepemaBaTbes 1

3K3EeMILIAP

pEeKBH3UTA

"CBegeHus o

3aperucTpupoBanHoM MeaunuHckoM minenuu” (heedo:

MedicalProductDetails)

pexBu3uT "CBeneHHS O 3asABICHUH Ha IMPOBEICHUE
MIPOLIEYpP DKCIEPTU3BI 1 PETHCTPAIIMU MEIUIIUHCKOTO



nm3penust”  (hcecdo:MedicalProductApplicationDetails)
3aI0JIHAIETCs 00513aTENIBHO

pekBu3uT "HawanpHas gata wu Bpemsa" (csdo:
StartDateTime) 3amosHsieTcst 0053aTEIBLHO

pexBu3utr "Konewnas matra u Bpemsa" (csdo:
EndDateTime) He 3amonHseTcs

B CBCACHHAX O pCTruUCTpaliuid MCIAUIUHCKUX I/ISLleJ'II/II‘/II,
xpansiquxcsi B Komuccnn, He JOMKHO OBITH 3aIliCH,
coBmajarouiel mo 3HadeHuto pekBuzuTa "Homep
3asiBIICHUS HA PETUCTPAIIIO MEAUIMHCKOTO M3memus" (
hcsdo:MedicalProductApplicationld) u c
HE3aIloJIHEHHBIM pekBH3UTOM "KoHeuHas mata v BpeMs
" (csdo:EndDateTime)

ecnu 3HaueHune pekBusmuTa "Kon Buma 3asBiieHUs Ha
MIPOBEJICHUE PETUCTPAIIIN MEIUITUTHCKOTO M3IETHs U (
HIIH) CBA3aHHBIX nponexyp" (hesdo:
MedicalProductApplicationKindV2Code) HE
COOTBETCTBYET 3HAUEHUIO "3asBJICHUE HA MPOBEIACHUE
perucTpanui MeIUIUHCKOTO U3eNus" Ui "3asBiIeHHe
Ha TIPOBEJICHUE IKCIEPTU3BI MEIUIIUTHCKOTO M3HEIHs",
TO pexBU3UT "CBelNeHUS O PETHUCTPALUOHHOM
ynoctoBepernn Meamnuackoro wminenusa” (hcedo:
MedicalProductRegistrationCertificateDetails)
3aMOJIHSICTCS 00s13aTEIBLHO

ecnu 3HaueHune pekBusmurTa "Kon Buma 3asBiieHUs Ha
MIPOBEJICHUE PETUCTPAIIUN MEIUITUMHCKOTO M3IEHs U (
178179 CBA3aHHBIX nponexayp" (hesdo:
MedicalProductApplicationKindV2Code) HE
COOTBETCTBYET 3HAUEHUIO "3asBJICHUE HA MPOBEIACHUE
perucTpanuy MeIUIUHCKOTO U3eNus" Ui "3asBIeHHE
Ha TIPOBEJICHUE YKCIEPTU3BI MEIUITUTHCKOTO M3HEITH",
TO CBEACHHUS O PETHCTPALNN MEIUIMHCKHUX W3IEIHH,
xpansmuecs B Komuccnn, JOMMKHBI BKIIOYATh B ce0s
CBEJICHUS, COBIAJAIONIME 10 3HAYCHHIO peKBU3HTA "
Homep perucrpanuonsoro yapoctroBepenus”" (hcsdo:
RegistrationCertificateld)

ecir pekBU3UT "CBeNeHNs O 3asSBJICHAU Ha IPOBEICHHE
MIPOLIEYpP DKCIEPTU3BI 1 PETHCTPAIIMU MEIUIIUHCKOTO
u3genusn” (hcedo:MedicalProductApplicationDetails)
3aI0JIHCH, TO JOJDKCH OBITh 3alOJIHCH OJHH U3
pexBusutoB "Kon craryca Ui OTCIACKUBAHHS XOJa
paccMOTpeHHus  3asBJIICHHS O  PErucTpaluu
MEIUIIUHCKOTO nsnenns" (hcsdo:
MedicalProductRegistrationStatusCode) W "
HaumenoBanue cratyca Ui OTCIEKHBaHUS XOJa
paccMOTpeHHUsI  3asBJICHHUS O  PETHCTPAIUdH
MEIUIUHCKOT O usnenus" (hcsdo:
MedicalProductRegistrationStatusName)

ecnu 3HaueHue pekBusuTa "Kox craryca s
OTCIIC)KUBAHUS XOJa PACCMOTPCHUS 3asBICHUSI O
peructparuun  meaunuackoro  usngenus"  (hcsdo:
MedicalProductRegistrationStatusCode) coorBeTcTBYET



10

11

12

13

14

15

16

17

3HaueHuto "zapyroe", To pexBusuT "HanmmeHoBaHue
cTaryca Uil OTCIE)KHBAaHUS XOJa DPACCMOTPEHHS
3asBIICHUSI O PETHCTPAMA MEAUIUHCKOTO m3menus’ (
hcsdo:MedicalProductRegistrationStatusName)
3arnoiHAeTCS 0053aTENIBHO

ecnu pexBu3nuT "Kox pedepentHoro rocymapcrsa’ (
hesdo:ReferenceUnifiedCountryCode) wmmm  "Kog
rocynapcTpa npu3HaHug" (hcsdo:
RecognitionUnifiedCountryCode) 3amosiHeH, TO
3Ha4yeHue atpubyTta "VneHTudukarop KiaccupukaTopa
" (atpubyt codeListld) B ero cocrtaBe mOMKHO
coJiepkaTh KOJ0BOe 00O3Ha4YeHHE Kiacchudukaropa
cTpaH Mupa, ykazaHHoro B pazgene VII Tlpasun
MH(POPMAIMOHHOTO B3aNMOJCHCTBHS

ecnmu pekBu3uT "Kox pedepentHoro rocymapcersa’ (
hcsdo:ReferenceUnifiedCountryCode) wnmmu  "Kog
rocyaapcTaa npu3HaHus" (hesdo:
RecognitionUnifiedCountryCode) 3amonsaeH, TO ero
3HAYEHHE JOJDKHO COOTBETCTBOBATH KOJAY CTpaHBI
COTIJIaCHO KJIacCH(HUKATOPy CTPaH MUPa B COOTBETCTBHU
co crangaptom [SO 3166-1

pexkBu3zuT "CBeneHHUss O COCTaBHOW 4YacTu
MEOUIIMHCKOTO nsnenus" (hccdo:
MedicalProductSetDetails) He 3amonaseTcs

ecnn pekBU3UT "CBeNeHHS O PErucTpPaluoOHHOM
ynocroBepernn Meamnuackoro wusnenus” (heedo:
MedicalProductRegistrationCertificateDetails)
3aM0JHEeH, TO JOJDKEH OBITh 3alOoJHEeH OIHH W3
pexkBuzuToB "Koxm craryca permcTpammoHHOTO
ynocroBepenust wmenunuHckoro wmsaenus”  (hcsdo:
MedicalProductRegistrationCertificateStatusCode) mu
"HauMmeHOBaHUE cTaTyca pPErucTPalMOHHOTO
ynocroBepernss MenunuHackoro wmspenus"  (hesdo:
MedicalProductRegistrationCertificateStatusName)

ecnu 3HaueHue pekBusuta "Kom craryca
PETUCTPAILIMOHHOTO YAOCTOBEPEHHSI MEAUIUHCKOTO
uageaus" (hcsdo:
MedicalProductRegistrationCertificateStatusCode)
COOTBETCTBYET 3HauYeHWIO "Apyroe", TO PEKBU3HUT
HammeHnoBanume  craTtyca  perucTpPariMOHHOTO

"

ynocroBepenust wmenunuHckoro wmsaenus”  (hcsdo:
MedicalProductRegistrationCertificateStatusName)
3aMOJIHSETCS 00sI3aTEILHO

pexBu3uT "JlaTa BHECEHWs U3MCHEHHH B

PETUCTPAIIMOHHOE J0Che MeTuIMHCKoro wm3nenus” (
hesdo:RegistrationCertificateModificationDate) ne

3aIoJHsETCS

pexBmsut "Kon Buna memummackoro msgenus” (hesdo:
MedicalProductClassificationCode) He 3amonHseTCs

pexBu3uT "HaumeHoBaHHMEe BHUIA MEIULUHCKOTO
mpenust” (hesdo:MedicalProductClassificationName)
HE 3aM0JIHAETCS
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19

20

21

22

23

24

pexBuzutr "Kox kiacca MNOTEHIMAIBHOTO pHCKA
meaunuuckoro um3genus” (hesdo:RiskClassCode) He
3aIoJHseTCS

pexBu3uT "CBeneHus O IPOU3BOANTEIIE MEAUIITHCKOTO
usgenusa" (hccdo:
MedicalProductManufacturingAuthorizationHolderDeta
ils) He 3amonHseTCs

pexBu3utr "CBemeHHs 00 YIOJIHOMOYEHHOM
IpeACTaBUTENIEC MPOU3BOMUTENS MEIUIIMHCKOTO

usgenus" (hccdo:
MedicalProductManufacturerAgentDetails)  He
3aI0JHSAETCS

pexBu3uT "WHCTPYKIMA 1O TNPUMEHEHHUIO
MEIUIMHCKOTO uzgenus" (hcsdo:
UserGuidePdfBinaryText) He 3anonHsieTcst

pexBu3uT "M300paXkeHne MapKHPOBKH MEIUIIMHCKOTO
mpenus"  (hcsdo:ImageMarkingPdfBinaryText) e
3aloJTHeTCS

pexBu3utr "Kox rocynmapcrBa npusnanus" (hcsdo:
RecognitionUnifiedCountryCode)  3anmomHsieTcs
00s13aTeNBEHO

ecni  pekBU3UT "HamMeHOBaHWE MEIHMIIMHCKOTO
usnenus” (hesdo:MedicalProductName) 3amosHeH, TO
€ro 3HauCHHE HE JIOJDKHO COBIAIATh C HANMCHOBAHHEM
MEIUIIMHCKUX H3JCTHH B CYIMICCTBYIOIIUX 3aIHCIX
peecTpa METUIIMHCKUX H3ACTHI U B CYIIECTBYIOIIUX
3alHCsIX EIWHOTO peecTpa 3aperuCTPUPOBAHHBIX
JIEKapCTBEHHBIX CpeJlCTB EBpa3zuiickoro
9KOHOMHYECKOTO COI03a, a TAK)Ke He JI0JDKHO COBIAaTh
C HAMMCHOBAaHUEM OUOJIOTHYCCKU aKTHBHBIX JT00ABOK K
MUIIE, CBEACHUS O KOTOPBIX COJNCPIKATCA B CIUHOM
peecTpe CBHIETEIBCTB O TOCYIapCTBEHHOH
peTHUCTpAIiH TPOAYKITUI

25. TpeboBaHuUs K 3alOJIHEHUIO PEKBU3UTOB AJIEKTPOHHBIX JTOKYMEHTOB (cBeAeHUM) "
Cenenust o peructpanuu MeaunuHckux uzaenui" (R.HC.MM.06.001), nepenaBaembIx B

coobmiennn "CBenenusi o peructpanuu Menunuackoro usaenus" (P.MM.06.MSG.002),

NpUBEJEHBI B Ta0uIe 14.

Tabnuua 14

TpeboBaHWA K 3aII0IHEHHIO PEKBU3HATOB AJIEKTPOHHBIX JOKYMEHTOB (cBeeHHi) "CBeeHnd o
peructpanyu MemuouHCKuX u3nenmit” (R.HC.MM.06.001), nepexaBacMbIX B cooOmeHms "
Ceenenus o perucrpanuu MeguuacKoro m3nemmas” (P.MM.06.MSG.002)

Kon Tpe6oBanus

®dopMyIHpOBKa TPEOOBAHUS

B 3JICKTPOHHOM COOOIIEHUH JOJDKEH IepenaBaThes |
SK3EMILIAD pPEKBHU3UTA "CBeneHus o
3apeructpupoBanHOM MeaunuHCKoM m3nemuu” (hcedo:
MedicalProductDetails)



pexkBuszutr "Hawanpuas pmara u  Bpems" (csdo:
StartDateTime) 3amonmHseTcss 0053aTEIEHO

pexkBuszutr "Konewynas mara wu Bpems" (csdo:
EndDateTime) He 3anosnHseTcs

3HaueHne pekBu3nTa "Koj craryca mist OTCIeKIBaHUS
XO0/la PACCMOTPCHHS 3asABICHUA O PETHUCTPAINu
MEIHUIIMHCKOTO u3genna" (hcsdo:
MedicalProductRegistrationStatusCode) He HOHKHO
OBITH paBHO 3HAYEHUIO "TIpHEM 3asBKH"

ecnu 3HaueHue pekBusuta "Koj Buaa 3asBieHUs HA
MPOBE/ICHHE PETHUCTPAH MEAUIMHCKOTO H3Iesus U (
1781079 CBSI3aHHBIX npouenyp" (hcsdo:
MedicalProductApplicationKindV2Code)
COOTBETCTBYCT 3HAYCHHUIO "3asBlicHHE 00 oOTMeHe (
AHHYJIMPOBAHWUU) PETUCTPAIMOHHOTO YIOCTOBCPCHUS
MEAUIMHCKOTO u3fenus", To pekBu3uThl "JlaTa
WCTeUeHUus cpoka meiictBusa nokymenrta" (csdo:
DocValidityDate) u "Kox craTtyca perucrpainoHHOTO
ynocroBepenust wmenunuHckoro wmsaenus"  (hcsdo:
MedicalProductRegistrationCertificateStatusCode)
3aMOIHSIIOTCS 00A3aTeIBHO

ecnu 3HaueHue pexBusmurTa "Kon Buma 3asBiieHHs Ha
NPOBEJCHNE PETHCTPAIlMd MEIUIIMHCKOTO M3Ienust u (
UJIH) CBSI3aHHBIX npoueayp" (hesdo:
MedicalProductApplicationKindV2Code)
COOTBETCTBYET 3HAUCHHIO '"3asBIICHHEC O BBIJaYe
nyOiMKaTa PErUCTPAIlMOHHOTO YIOCTOBEPEHHs Ha
MEeIUIUHCKOe m3naenue”, To pekBu3uT "JlaTta BRIHaYn
nybnukara peructpannonHoro yaocroBepenus” (hesdo:
CertificateDuplicateDate) 3amomssieTcst 00s13aTeIbHO

ecnu 3HayeHne pekBusuta "Kon BuIa 3asBieHHs Ha
MIPOBEJICHUE PETUCTPAIIUN MEIUIIUHCKOTO H3IEHs U (
HITH) CBA3aHHBIX nponexyp" (hesdo:
MedicalProductApplicationKindV2Code)
COOTBETCTBYET 3HAYCHHUIO '"3asBJIIEHHE O BHECCHHH
W3MEHEHHH B PETMCTPALIMOHHOE OChE MEAUIMHCKOTO
u3nenus" u 3HaueHue pexsusuta "Kog craryca mis
OTCIIC)KUBAHUSA XOIa PACCMOTPEHHUS 3asBIICHUA O
peructparmun  Mmeaunmackoro  uznmenus"  (hcsdo:
MedicalProductRegistrationStatusCode) coorBeTcTBYyeT
3Ha4YCHUIO "0/I0OpEeHNE IKCIEPTHOTO 3aKITIOYSHHS ", TO
pexBu3utr "Jlata BHeceHUS U3MEHEHHH B
PETHCTPAIMOHHOE JO0ChE MEIUIUHCKOTO wm3menus” (
hcsdo:RegistrationCertificateModificationDate)
3aroHAeTCS 0053aTEIIEHO

ecnu 3HadeHue pekBusuta "Kox craryca mns
OTCJIC)KUBAHUS XOJa PAacCMOTPEHHs 3asBICHUS O
peructparuu  meaunuackoro  uznenus”  (hcsdo:
MedicalProductRegistrationStatusCode) coorBeTcTBYET
3HaYCHHIO "000peHNe SKCIEePTHOTO 3aKII0UeHUI", TO
pexBu3utr "CBemeHHSI O  PpETrUCTPAITMOHHOM

ynocroBepennn Meaunuackoro uspenus” (heedo:
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11

12

13

MedicalProductRegistrationCertificateDetails)
3aM0JTHSIETCS 00A3aTENBHO

ecnu pekBu3uT "Kom pedepentHoro rocymapcrsa’ (
hesdo:ReferenceUnifiedCountryCode), "Kon
rocyaapcTaa npu3HaHus" (hesdo:
RecognitionUnifiedCountryCode) nnm "Kox ctpanst” (
csdo:UnifiedCountryCode) 3amomnHeH, TO 3HadeHHE
atpubyta "Unentudpukarop kmaccudukaropa" (
atpuOyT codeListld) B ero cocraBe JOKHO coepKaTh
KoJoBoe 0003Ha4YeHUE Kiaccu(uKaropa CTpaH MHpa,
ykazanHoro B paznene VII [IpaBun nHpopmanuoHHoro
B3aUMO/ICHCTBUSI

ecmn pexkBm3uT "Kox pedepentHoro rocymapcersa’ (
hesdo:ReferenceUnifiedCountryCode), "Kon
rocyaapcTaa npuzHanus" (hesdo:
RecognitionUnifiedCountryCode) nnu "Kox ctpanst” (
csdo:UnifiedCountryCode) 3amonHeH, To ero 3HaYCHHE
JOJDKHO COOTBETCTBOBATb KOXY CTPaHBl COTJIACHO
Kllaccu(UKaTopy CTpaH MHpPAa B COOTBETCTBHH CO
cragaaptom [SO 3166-1

ecni pekBH3UT "CBeJICHUS O 3asIBJIICHUN Ha ITPOBEJICHNE
MIPOLEYP PKCIEPTU3BI M PETHCTPALIMN MEIUIIMHCKOTO
mnemus” (hcedo:MedicalProductApplicationDetails)
3all0JIHeH, TO [OJDKEH OBITh 3alloJIHeH OIHWH U3
pexkBu3uToB "Koa craryca ans OTCIEXKHBAHHS XOAa
paccMOTpeHUsi  3asBIEHHUS O  PETHCTPALHH
MEIUIUHCKOT O usnenus" (hcsdo:
MedicalProductRegistrationStatusCode) U "
HauMeHoBanme cTaTyca IUIs OTCIEXKHBaHHS XOZa
paccMOTpeHHUsi  3asBIEHUS O  PErUCTPALHHU
MEIUIIMHCKOTO u3geana" (hcsdo:
MedicalProductRegistrationStatusName)

ecnu 3HadeHue pekBuszutra "Koa craryca nns
OTCIIC)KUBAHUS XOIa PACCMOTPEHHUS 3asBIICHUA O
peructpaunn  Menunuackoro m3genus”"  (hesdo:
MedicalProductRegistrationStatusCode) coorBeTcTBYET
3HaueHuio "zapyroe", To pexkBusuT "HanmeHoBaHUe
cTaTyca JUIsl OTCIC)KMBAHHS XOJa PaCCMOTPCHUS
3asIBJICHUSL O PETUCTPAIlMA MEAUIUHCKOTO m3menus’ (
hcsdo:MedicalProductRegistrationStatusName)
3aroHAeTCS 0053aTEIIEHO

ecnn pexkBU3UT "CBeNeHHS O PErucTparuoOHHOM
ynocroBepernn Meaumnmackoro wusnenus” (hecdo:
MedicalProductRegistrationCertificateDetails)
3aM0JHEeH, TO JOJDKEH OBITh 3alOJHEeH OIHH U3
pexkBusutoB "Koxm craryca permcTpammoHHOTO
ynocroBepenuss MenunuHckoro wmspenus”  (hcsdo:
MedicalProductRegistrationCertificateStatusCode) mnu
"HauMmeHOBaHUE cTaTyca pPErucTpalioOHHOTO
ynocroBepernss MenunuHckoro wm3penus” (hcsdo:
MedicalProductRegistrationCertificateStatusName)
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ecnu 3HaueHue pekBusuta "Kom craryca
PETHCTPAI[MOHHOTO YAOCTOBEPEHHS MEAHUIIMHCKOTO
usnenusa" (hcsdo:
MedicalProductRegistrationCertificateStatusCode)
COOTBETCTBYET 3Ha4YeHHUIO "Apyroe", TO PEKBU3HT
HanMeHoBaHue craryca  perucTpalOHHOTO
ynocroBepenuss MenunuHckoro wmsaenus"  (hcsdo:
MedicalProductRegistrationCertificateStatusName)
3aM0JTHSIETCS 00A3aTENIBHO

"

ecan pexkBm3UT "CBeIEHHS O PETUCTPAIIOHHOM
ynocroBepennn Meaunuackoro usmenus” (hcedo:
MedicalProductRegistrationCertificateDetails)  He
3am0JHEH, TO peKBU3UT "CBeleHUsI 0 COCTaBHON YacTH
MEIUIIUHCKOTO uzgenus" (hccdo:
MedicalProductSetDetails) He 3amonHseTcs

ecan pexkBU3UT "CBeNeHHS O PETrUCTPaAlHOHHOM
ynocroBepennn Meaumnmackoro wusnenus” (heedo:
MedicalProductRegistrationCertificateDetails) ne
3amo0JIHeH, TO pekBU3UT "Koja BHIAa MEIULIMHCKOTO
maemusn” (hcsdo:MedicalProductClassificationCode) He
3aroTHACTCS

ecnu pexBu3uT "CBeAeHUS O PerucTpaluoOHHOM
ynoctoBepernn Meamnuackoro wusnenus” (heedo:
MedicalProductRegistrationCertificateDetails) He
3aronHeH, To pekBm3uT "Koj kiacca moTeHIHaIbHOTO
pucka meauiuackoro m3aenus” (hesdo:RiskClassCode)
HE 3aIO0JIHACTCS

ecnu pexBu3UT "CBeAeHUS O PerucTpalluoOHHOM
ynocroBepernn Meamnuackoro wusnenusa” (hcedo:
MedicalProductRegistrationCertificateDetails) He
3ar0JTHEH, TO PeKBU3HT "CBeACHUS O TIPOU3BOIUTENE
MEIUITUHCKOTO usnenus" (hccdo:
MedicalProductManufacturingAuthorizationHolderDeta
ils) He 3amonHseTCS

ecan pekBm3UT "CBEeNEHHS O PETUCTPAIMOHHOM
ynoctoBepennn Meaunuackoro uspenus” (hcedo:
MedicalProductRegistrationCertificateDetails)  He
3amoyiHeH, To pekBusut "CBemeHus 00
YIIOJTHOMOYEHHOM TIPE/ICTABUTEIC MPOU3BOJUTEIS
MEIUIIMHCKOTO nsnenus" (hccdo:
MedicalProductManufacturerAgentDetails)  =e
3aI0JHSETCS

ecnu pexBu3uT "CBeleHUS O PErucTpalluoOHHOM
ynoctoBepernn Meamnuackoro wmanmenusa” (hcedo:
MedicalProductRegistrationCertificateDetails) He
3aroJIHeH, TO peKBU3NUT "VHCTPYKINS IO IPUMEHEHUIO
MEIHIIUHCKOT O usnenus"” (hcsdo:
UserGuidePdfBinaryText) He 3amonHseTcs

ecnm pekBU3UT "CBENEHHS O pPEruCTPaldOHHOM
ynoctoBepernn Meamnuackoro wminenusa” (hcedo:
MedicalProductRegistrationCertificateDetails) He

3aIloiIHEeH, TO pekBU3UT "M300paxkeHue MapKUpPOBKH
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MEIUIIUHCKOTO uzgenus" (hcsdo:
ImageMarkingPdfBinaryText) He 3anosHsieTcst

ecan pekBU3UT "CBeNEHHS O PETUCTPAIHOHHOM
ynocrtoBepennn Meaunuackoro wusnenus” (hecdo:
MedicalProductRegistrationCertificateDetails)
3amoyHeH, To pekBm3uT "Koj kiacca mOTEeHIMAaTbHOTO
pucka meaunmHCcKoro maenus” (hesdo:RiskClassCode)
3aroHAeTCS 0053aTEIEHO

ecan pekBU3UT "CBeNeHHS O PErucTpParuoOHHOM
ynocrtoBepernn Meaumnuackoro wusnenus” (hecdo:
MedicalProductRegistrationCertificateDetails)
3aI0JHEH, TO PeKBU3UT "VHCTPYKIHS [0 MPUMEHEHHIO
MEIUIIMHCKOTO nsgenus" (hcsdo:
UserGuidePdfBinaryText) 3amonHseTcst 00s3aTenbHO

ecnu pexBu3uT "CBeleHUS O PErucTpalluoOHHOM
ynoctoBepernn Meamnuackoro wmsnenusa” (heedo:
MedicalProductRegistrationCertificateDetails)
3aIoHeH, TO PeKBU3HUT "M300pa’keHre MapKHPOBKH
MEIUIMHCKOro u3aeus"
(hcsdo:ImageMarkingPdfBinaryText) 3amnonHseTcs
00s13aTEILHO

ecnu 3HaueHue pekBuzuta "Konm craryca
PETUCTPAIIMOHHOTO YAOCTOBEPEHHS] MEANIIMHCKOTO
uzgenusa" (hcsdo:
MedicalProductRegistrationCertificateStatusCode) He
COOTBETCTBYET 3Hau€HUIO "NeHCTByeT", TO PEeKBU3UT "
Hara" (csdo:EventDate) B cocrtaBe pekBu3uta "
CBeneHUs O pETHCTPAlMOHHOM YIOCTOBEPEHUH
MEIUIIMHCKOTO nsnenus" (hccdo:
MedicalProductRegistrationCertificateDetails)
3aIoHsAeTCs 00s3aTENBHO

ecnu pexBu3uT "CBeAeHUS O PEerucTpalluoOHHOM
ynoctoBepernn Meamnuackoro wmanmenusa” (hcedo:
MedicalProductRegistrationCertificateDetails)
3al0JTHeH, TO B cocTaBe pekBu3uTa "CBemeHUs o
npousBoauTene MeguuuHckoro wusnenus"  (hecdo:
MedicalProductManufacturingAuthorizationHolderDeta
ils) pexBusur "HanMeHOBaHHE XO3SHCTBYIOLIETO
cyonekTa" (csdo:BusinessEntityName) 3amomHsercs
00s13aTeIEHO

ecnu 3HaueHue pekBusuta "Kom craryca
PETUCTPAIIMOHHOTO YAOCTOBEPEHHSI MEAUIUHCKOTO
uageaus" (hcsdo:
MedicalProductRegistrationCertificateStatusCode) =e
paBHO 3HaYCHHIO "aHHYIHPOBaHO", TO pekBU3UT "JlaTa
UCTEYeHUsI Cpoka jaeicTBus pokymeHta" (csdo:
DocValidityDate) He 3amosHseTcs

ecnu pexBu3UT "CBeAeHUS O PEerucTpalluoOHHOM
ynocroBepernn Meamnuackoro wmsnenusa” (hcedo:
MedicalProductRegistrationCertificateDetails)
3aIl0JIHEH, TO JOJDKEH OBITh 3aloJIHEH OIUH U3
pexkBuzutoB "Kox craryca perucTpamroHHOTO
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ynocroBepenuss MenunuHckoro wmspenus"  (hcsdo:
MedicalProductRegistrationCertificateStatusCode) mim
"HammeHoBaHME cTaTyca  pErHUCTPAIlMOHHOTO
ynocroBepernst wenunuHckoro wmipenus” (hcsdo:
MedicalProductRegistrationCertificateStatusName)

B CBEJCHUAX O PETHCTPALUHN MEIUIUHCKUX W3IEIHH,
xpaHsmuxcss B Komuccnw, HOIDKHBI conepKaTbes
CBEIICHUS C TaKWM ke 3HaueHueM pekBuinuta "Homep
3asBJICHUS Ha PETUCTPALIAI0 MEIUITMHCKOTO m3aenus” (
hcsdo:MedicalProductApplicationld), B koTopbix
pexkBusut "Koneunas gara u Bpems" (csdo:
EndDateTime) He 3amojHeH, a Tak)Xe MEHBIIUM
3Ha4YeHHeM pekBm3nuTa "HavanpHas gata u Bpems" (csdo
:StartDateTime)

ecan pekBU3UT "CBeNeHHS O PETrUCTPAlHOHHOM
ynocroBepennn Meaumnmackoro wusnenus” (heedo:
MedicalProductRegistrationCertificateDetails)
3aI0JIHEH, TO JOJKEH ObITh 3amofiHeH pekBu3uT "Kox
BHUIA MEIUIMHCKOTO n3genus" (hesdo:
MedicalProductClassificationCode)

ecmu pexBu3uT "CBeneHus 00 YHIOTHOMOYCHHOM
MpEeACTaBUTENEC MPOU3BOAUTEIA MEIUITMHCKOTO
usgenug" (hccdo:
MedicalProductManufacturerAgentDetails) 3amonues,
TO B ero cocrtaBe pekBu3uT "HammeHoBaHue
xo3stiicTByOIIEro cyonrekTa" (csdo:BusinessEntityName
) 3aIOJHSETCS 00sI3aTeIbHO

B cocTaBe peKBHU3UTOB "CBEIEHUS O MPOU3BOIUTEIE
MEIUIIMHCKOTO nsnenus" (hccdo:
MedicalProductManufacturingAuthorizationHolderDeta
ils) 1 "CBeznenust 00 yIOIHOMOYEHHOM IPEACTaBHUTEIE
npousBoauTens MexunuHckoro m3zxenus”  (heedo:
MedicalProductManufacturerAgentDetails) moxer

OBITH 3aIllOJHEH TOJNBKO OJWH W3 pekBu3uTOB "Kon

OpTraHU3aIOHHO-TIPABOBOM bopmer" (csdo:
BusinessEntityTypeCode) wnu "HammeHoBanwue
OpraHu3aIMOHHO-TIPABOBOM dbopmbr" (csdo:

BusinessEntityTypeName)

ecmm pexBm3uT "Konm opraHm3anmoHHO-TIPaBOBOM
¢dopmer" (csdo:BusinessEntityTypeCode) 3amonues, To
€ro 3HAa4YeHHE [OJDKHO COOTBETCTBOBATh KOXIY
OpPraHU3al[MOHHO-NIPaBOBOH  (OPMBI  COTIACHO
Kiaccugukaropy, ykazanaomy B paszzene VII IIpasun
MH()OPMAIIMOHHOTO B3aUMOJICHCTBHS

pekBu3uT "MaeHTHHUKATOp Haloromiareiabimuka’ (
csdo:Taxpayerld) He 3anosHsIeTCS

pexBm3ut "Kon mpuyuHBI OocTaHOBKH Ha yder" (csdo:
TaxRegistrationReasonCode) He 3anonasieTcs

eciu pexkBm3ut "Anpec” (ccdo:SubjectAddressDetails) B
cocTaBe JHOOBIX PEKBHU3UTOB 3aMONHEH, TO PEKBH3UT "
Kon crpansr” (csdo:UnifiedCountryCode) B ero cocrase
3aII0JHETCS 00513aTENIBHO
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€CJIM B COCTaBe JI000TO peKBU3UTA peKBU3UT "Anpec" (
ccdo:SubjectAddressDetails) 3amonHeH, To B ero
CoCTaBe JIOJKCH OBITh 3amoyHeH pekBm3utT "Koj Buga
anpeca" (csdo:AddressKindCode)

ecnun  pekBusuT "Kom Buma azapeca" (csdo:
AddressKindCode) B cocrase peksusuta "Ampec” (ccdo
:SubjectAddressDetails) 3amonHeH, TO €ro 3HauYCHHE
JOJDKHO COOTBETCTBOBATH OIHOMY M3 CIIEIYIOLINX
3HAYEHUH:

1 —"anmpec peructpanuu";

2 — "daktuaeckuii axpec';

3 — "mouroBsIit agpec”

€CJIH B COCTaBe JI000TO peKBU3UTa pekBU3UT "Anpec" (
ccdo:SubjectAddressDetails) 3amonHeH, To B ero
COCTaBe JOJDKCH OBITH 3alONIHCH OJMUH M3 CICAYIONIHX
PEKBU3UTOB:

"T'opox" (csdo:CityName);

"Hacenennsrit myHkt" (csdo:SettlementName)

ecnu pexBu3UTHl "CBeneHUsT O MPOU3BOIAUTENE
MENUIIMHCKOTO nsnenus" (hccdo:
MedicalProductManufacturingAuthorizationHolderDeta
ils) m (wnm) "CeeneHuss 00 YHOJIHOMOYEHHOM
NpeICTaBUTENe MPOU3BOAMTENS MEAMIHUHCKOTO
uzngenus" (hccdo:
MedicalProductManufacturerAgentDetails) 3anonnensl,
TO B MX COCTaBE JOJDKHBI OBITH 3aII0OTHEH XOTS OBl OJMH
SK3eMIUIIp pekBu3nuTa "KOHTaKTHBINA peKBH3HUT"
(ccdo:CommunicationDetails), B koTopoM 3Ha4YeHHE
pEKBU3HUTA "Kon BUJA cBs3u" (csdo:
CommunicationChannelCode) wnu "HaumeHoBaHue
Buaa cBs3u" (csdo:CommunicationChannelName)
JIOJDKHO COOTBETCTBOBATH 3HAYEHHIO "TesieoH"

ecnu 3HaueHne peksm3uta "Kom Buma cmsasu" (ccdo:
CommunicationChannelCode) wunu "HaumeHoBaHue
Buaa cBs3u" (csdo:CommunicationChannelName)
COOTBETCTBYET 3HAYEHMIO '"IJIEKTpOHHas mouTa',
3HavyeHHne peksu3nTa "VneHTndukarop kaHama cBsa3u" (
ccdo:CommunicationChannelld) TOJIKHO
COOTBETCTBOBATH mMabIoHy ".+@.+\..+"

eciu  pexBu3ut "Kox Bmma cBsa3u"  (csdo:
CommunicationChannelCode) 3amosmHeH, TO ero
3HaYCHHE JOJDKHO COOTBETCTBOBATh OJHOMY W3
CJIEIYIOIINX 3HAYEHUI:

AO - "anpec caiita B cetn aTepHET";

TE — "renedon";

EM — "snextpoHHas moura";

FX — "tenedaxc"

ecin pekBU3NT "KonmmuecTBO COCTaBHBIX dacTel

MEIHIIUHCKOT O usnenus"” (hcsdo:
MedicalProductSetMeasure) 3amofiHeH, TO 3HAYCHHUE
peKBHU3UTa B €ro cocraBe "eauHuna uzMepenus" (
atpubyr  measurementUnitCode)  momkHO



COOTBETCTBOBATh KOAY €JMHUIIBI U3MEPEHUS COTTIaCHO
KIIacCH(HUKATOPy, YKazaHHOMY B pasmene VII ITpaBun
MH(POPMAIMOHHOTO B3aNMOJCHCTBHS

ecnu  pekBu3UT "HamMeHoBaHWE MEIMIIMHCKOTO

m3nenus” (hcsdo:MedicalProductName) 3anosnneH, To

€ro 3HaueHHe He JOJDKHO COBIA/IaTh C HAMMEHOBAaHHEM

MEAWIMHCKUX HM3IEIHH B CYMIECTBYIOIINX 3alncsX

peecTpa MEIWIMHCKUX W3IEIUH M B CYIIECTBYIONINX

m 3alMCAX EOUHOTO PEECcTpa 3aperHCTPUPOBAHHBIX
JIEKapCTBEHHBIX CpeICcTB EBpasuiickoro
9KOHOMHYECKOT0 COI03a, a TAK)Ke He JI0JDKHO COBMAaTh
C HaMMEHOBaHHEM OMOJIOTMYECKH aKTHBHBIX JI00aBOK K
MUIIE, CBEICHHUSI O KOTOPBIX COJIEPIKATCS B €ANHOM
peecTpe  CBUAETEIBCTB O TOCYAApCTBEHHOH
perucTpanyuu NpoayKIun

eciu pexkBu3uT "CBeneHus 00 YIOIHOMOYCHHOM
MpEeACTaBUTENEC MPOU3BOAUTEIS MEIUITMHCKOTO
usngenug" (hccdo:
MedicalProductManufacturerAgentDetails) 3amomues,
To B ero cocraBe pekBus3uT "Kox ctpans" (csdo:
UnifiedCountryCode) 3amomnHsieTcst 00s3aTelbHO U €ro
3HAYCHHE JOJDKHO COOTBETCTBOBATh  KOAY
rocynapctea-wieHa Corosa

45

ecnu pekBu3UT "CBemeHUs O TIPOU3BOIUTENE
MEIUIMHCKOTO uszgenus" (hccdo:
MedicalProductManufacturingAuthorizationHolderDeta
ils) 3amosiHeH, TO B ero cocraBe pekBU3MT "Kox crpaHbl
" (csdo:UnifiedCountryCode)  3amomHseTcs
00s13aTeIEHO

46

ecnu pekBu3utT "CBeleHUs O MPOU3BOAUTENE
MEIUIUHCKOT O usgenus" (hccdo:
MedicalProductManufacturingAuthorizationHolderDeta
ils) 3amomnHeH, u B ero cocrase pekBU3uT "Koj ctpaHsr"
(csdo:UnifiedCountryCode) HE COOTBETCTBYET KOAY
rocynapctBa-wieHa Coro3a, TO €CIM PEKBU3HT
CeeneHnust 00 YIOJTHOMOYEHHOM TMpENCTaBUTENE
npousBoauTens wmenuinuHckoro wm3nenua"  (heedo:
MedicalProductManufacturerAgentDetails)
3aI0JHSETCS 00S3aTENFHO

47

26. TpeboBaHUs K 3alOJIHEHUIO PEKBU3UTOB AJIIEKTPOHHBIX JTOKYMEHTOB (CBeAeHUM) "
Cenenust o peructpanuu MeaunuHckux uzgaenui" (R.HC.MM.06.001), nepenaBaemMbIX B
cooOmennn "CBeneHust 0 mpekpaiieHuu paccmorpenus 3asapieHus” (P.MM.06.MSG.003),

IIPUBCICHEI B Ta6JII/IIIe 15.
Ta6muma 15

TpeboBaHwM K 3aII0IHEHHIO PEKBU3UTOB JJIEKTPOHHLIX JOKyMEHTOB (CBeeHHit) "CBeeHnd o
peructpanym MegunuaCckux w3aemmiit" (R.HC.MM.06.001), nepegaBaeMsIX B cooOmenun "
CBeneHus 0 MpeKpameHu: paccMoTperns 3asBieans” (P.MM.06.MSG.003)

Kox tpeboBanus DopMynrpoBKa TpeOOBaHU



B 3JICKTPOHHOM COOOIIIEHUH JIOJDKEH IepenaBaThes |
SK3EMILIAD pPEKBU3UTA "CBeneHus 0
3apeructpupoBanHOM MeaunuHCKoM m3nemuu” (hcedo:
MedicalProductDetails)

pexBu3uT "CBelleHUs O 3asBJIEHUU Ha IMPOBEIEHUE
MpOLETyp SKCIEPTU3bl U PETUCTPALIU MEIULUHCKOTIO
mnemus” (hcedo:MedicalProductApplicationDetails)
3aI0JIHICTCS 0013aTEIBLHO

pekBuszutr "Konewnas nara u Bpems" (csdo:
EndDateTime) 3anonHsieTcst 00s3aTe€IbHO

pexkBu3uT "Hauampmas mata u Bpems" (csdo:
StartDateTime) 3amonHseTcst 0053aTEIHHO

CBEJICHUSI O PErHCTpalui MEAMIWHCKUX H3ICIHH,
xpansuecs B KoMmuccnu, TOJDKHBI BKIIOYATh B CeOsl
CBEICHHUS, COBIIAJAIOIINE TI0 3HAYCHUIO PEKBU3UTA
Homep 3asgBiIeHHs Ha PErucCTpaldi0 MEIUIHHCKOTO
u3nenus" (hesdo:MedicalProductApplicationld) u ¢
HE3aloJHEHHBIM pekBHU3uTOM "KoHeuHas nata u BpeMs
" (csdo:EndDateTime)

"

"

B DJIGKTPOHHOM COOOIICHUHM 3HAYEHHE PEKBH3UTA
Koneunas mpara u Bpems" (csdo:EndDateTime) momkHO
OBITH OoJbITIe 3HAYeHUS pekBu3nTa "HavanpHas nata u
Bpems" (csdo:StartDateTime)

ecn pexkBm3uT "Kox pedepeHTHOro rocymapcrsa’ (
hcsdo:ReferenceUnifiedCountryCode), "Kox
rocyaapcTBa npusHaHus" (hcsdo:
RecognitionUnifiedCountryCode) nnu "Kox ctpanbr" (
csdo:UnifiedCountryCode) 3amoiHeH, TO 3HaYCHHE
atpubyra "Unentudukatop kimaccudurartopa" (
atpuoyT codeListld) B ero cocraBe MomKHO comepiKaTh
KOZI0BOe 00O3HadYeHHEe Kiaccu(pukaTropa CTpaH MHUPA,
ykazanHoro B paszaene VII [IpaBui mapopMamoHnHOro
B3aUMOJEICTBUSA

ecnu pexBu3nuT "Kox pedepentHoro rocymapcrsa’ (
hcsdo:ReferenceUnifiedCountryCode), "Kox
rocyaapcTpa npu3HaHUuA" (hcsdo:
RecognitionUnifiedCountryCode) nnu "Kox ctpanst" (
csdo:UnifiedCountryCode) 3amosHeH, To ero 3HaYCHHE
JOJDKHO COOTBETCTBOBATh KOJy CTPaHBl COIJIACHO
KJIACCU(UKATOPY CTpaH MHpa B COOTBETCTBHU CO
cragaaptom [SO 3166-1

ecyu pexBU3UT "CBeNeHNs O 3asSBJICHUU Ha MPOBEICHHE
IPOLEAYP IKCIEPTH3bl H PErUCTPali MEAUIIMHCKOTO
nm3pemust”  (hcedo:MedicalProductApplicationDetails)
3all0JHEH, TO JOJDKEH OBITh 3alloiHEH OIMH W3
pexBu3uToB "Kox craryca uis OTCIICKHBaHUS XO0na
paccMOTpeHHMsl  3asBICHHS O  perucTpanuu
MEIUIMHCKOTO uzgenus" (hcsdo:
MedicalProductRegistrationStatusCode) WA "
HaumenoBanue cratyca Ui OTCISKHBaHUS Xo0ja



pacCMOTpEHHS  3asBJICHUS O  PETUCTPAIHH
MEIUIIUHCKOTO usnenns" (hcsdo:
MedicalProductRegistrationStatusName)

ecnu 3HadeHue pexBusuta "Kox craryca nans
OTCJIC)KUBAHUS XOJa PAacCMOTPEHHs 3asBICHUS O
peructpanuu  MeaunuHckoro  m3zxenus”  (hesdo:
MedicalProductRegistrationStatusCode) coorBeTcTBYET

10 3HaueHuio "zapyroe", To pekBm3uT "HanmeHoBaHme
cTaTyca [yl OTCICKUBAHMSA XOla PacCMOTPEHHS
3asBJICHUSI O PETHCTpAllUU MeAUITMHCKOTO m3aenus" (
hcsdo:MedicalProductRegistrationStatusName)
3aIoJHsETCs 00513aTENBHO

27. TpeboBaHUs K 3alOJIHCHUIO PEKBU3UTOB AJIEKTPOHHBIX JTOKYMEHTOB (CBeAeHUi) "
CBenieHUs O HOMEpPE PErMCTPALIMOHHOTO YJIOCTOBEPEHMs Ha MeAuIMHCKoe wuzaenue" (
R.HC.MM.06.004), mnepenaBaeMblx B cooOmeHun "3ampoc CBEJEHUM O HOMeEpe

peructparmontoro yaocropeperus” (P.MM.06.MSG.012), npusenens B Tabmuie 16.
Ta6muma 16

TpeboBaHMA K 3aII0IHEHHIO PEKBU3HTOB AJIEKTPOHHLIX JOKyMEHTOB (cBeneHH i) "CBeneHnA 0
HOMEpe PETUCTPAlMOHHOrO YAOCTOBepeHNa Ha Megummackoe u3nenre” (R.HC.MM.06.004),
mepeaBacMBIX B coo0meHnn "3ampoc CBeieHHi 0 HOMEPE PErHCTPAIHOHHOTO yA0CTOBepeHHs" (
P.MM.06.MSG.012)

Kon TpeboBanus dopmynupoBKa TpeOOBaHUS

PEKBU3UT "Homep
PETHUCTPAIIIOHHOTO YI0CTOBEepeHU"
(hcsdo:RegistrationCertificateld) uHe
3aroTHACTCA

B CBEACHHAX O PpErucTpaIiu
MEIHUIMHCKUX U3Aeui,
xpansmxcs B Komuccun, T0MKHBI
COJIepIKAThCS CBEJICHHUS C TAKUM Ke
3HaueHueMm pekBu3uta "Homep
3asBJIEHUs] Ha PETUCTPAIUIO
MequiuHckoro wusnenus"  (hesdo:
MedicalProductApplicationld)

YTBEPXJIEH
Pemennem Komnernn
EBpazuiickoil 3KOHOMUYECKOW KOMUCCUU
ot 30 aBrycra 2016 . Ne 92
(B penaxumu Pemenns Komnernn
EBpa3uiickoil 5KOHOMHUECKOH KOMHCCUHI
ot 28 ¢espans 2023 r. Ne 19)

PernamenT nHGOPMAIMOHHOTO B3aUMOCHCTBHS MEXIY YIIOTHOMOYCHHEIMA OPraHaMy
TOCYAapCTB — WIEHOB EBpa3niickoro 3KOHOMAYECKOr0 COI03a MIPH PealH3alliy CPEACTBAMH



FAHTErpHPOBaHHOM HHPOPMAIMOHHOM CHCTEMEI BHEITHEH M B3aMMHO# TOProBiM 00mero mpomecca
"®opmMupoBaHNEe, BEACHHE H HCIOIB30BAHNE €AVHOTO PeeCTpa MEIUIMHCKIX H3ICIIH,
3apETrUCTPUPOBAaHHBIX B paMkaX EBpa3uitCKOro 3kKOHOMHU9IECKOTro co103a"

Cnocka. PernmameHnr - B penakuuu peuieHus Komnernn EBpa3uiickoil 5KOHOMHUYECKOU
komuccuu ot 28.02.2023 Ne 19 (Bctynaer B cuiny no ucteueHuu 30 KajJeHJIAapHBIX AHEU ¢
JIaThl €ro OPUIMATBLHOTO OIMYOJUKOBAHUA).

I. O6mme momoxeHus

1. Hacrosmuii PermameHT pa3paboTaH B COOTBETCTBHU CO CICIYIOIIUMHU
MEXIyHApOAHBIMU JIOTOBOPAMHM H aKTaMH, COCTAaBJISIOIIMMHU MpaBo EBpasuiickoro
AKOHOMHYECKOTO coro3a (janee — Coro3):

Horosop o EBpasuiickom skoHOMUYECKOM coto3e oT 29 mast 2014 rona;

CornaiieHre 0 €IUHBIX NMPUHLIHNAX U MpaBHJIax 0OpalieHus MEIULMHCKUX U3AeIui (
M3 MEIUIIMHCKOTO HAa3HAYCHUA U MEJUIIMHCKOW TEXHUKH) B paMmkax EBpaszuiickoro
AKOHOMMYECKOTO coto3a oT 23 nexadps 2014 roga;

Pemennie CoBera EBpasuiickoit sxoHoMuueckoit komuccuu ot 12 ¢eBpans 2016 . Ne 30 "
O6 ytBepxknenuu Ilopsanka hopmupoBanus U BeAeHUSI MHPOPMALIMOHHON CUCTEMBI B chepe
oOpaIieHuss MEAUITUHCKUX H3IeTui";

Pemennie CoBera EBpasuiickoit sxoHoMuueckoit komuccuu ot 12 ¢eBpans 2016 . No 46 "
O IlpaBunax perucTpanuv U SKCHIEPTU3bl 0€30MaCHOCTH, KauecTBa U 3()PEKTUBHOCTHU
MEJIHUIIMHCKUX M3IeIni';

Pemenune Komnerun EBpazuiickoil s3koHOMUYeckoi komuccuu ot 6 Hosiops 2014 r. Ne 200
"O TEeXHOJOIMYECKUX JOKYMEHTaX, periiaMeHTUPYIOUINX UHPOPMAIIMOHHOE B3aUMOIECHCTBHE
IpU peanu3aluu CpelCcTBaMU MHTEIPUPOBAHHOW MH()OPMALIMOHHONW CHUCTEMbl BHEUIHEH U
B3aMMHOM TOPTOBIU OOITUX MPOIIECCOB";

Pemienne Konneruu EBpaszuiickoit s5koHOMHYECKOM KoMuccuu oT 27 situBapst 2015 1. Ne 5
"O6 ytBepxaeHun [IpaBun 5371eKTpOHHOr0O oOMeHa JaHHBIMH B HMHTETPUPOBAHHOU
MH(GOPMAIIMOHHON CUCTEME BHEUTHEN U B3aUMHOW TOPTOBIH";

Pemrenne Komnernn EBpasniickoit s5kOHOMHUYECKON KoMuccuu oT 14 ampens 2015 r. Ne 29
"O nepeyHe 00IIMX MPOLIECCOB B paMKax EBpa3suilckoro 3KOHOMHUYECKOI0 CO103a U BHECEHUU
n3meHeHus B Pemenne Komnernn EBpasuiickoil SDKOHOMHYECKOW KoMuccuH OT 19 aBrycra
2014 r. Ne 132";

Pemenne Komnernn EBpa3zuniickoii s5koHOMUYeCKON Komuccuu oT 9 urons 2015 r. Ne 63 "
O Meroauke aHanu3a, ONTUMHU3ALMH, TAPMOHU3ALMNA U OMUCAHUS OOIIMX MPOLECCOB B
paMkax EBpa3uiickoro SJKOHOMHUYECKOI0 coro3a';

Pewenne Komnerun EBpazuiickoil sxoHoMu4eckoil komuccuu ot 29 nexadps 2015 r. Ne
177 "O TlpaBuiiax BeeHUsI HOMEHKJIATYPbl MEIUIIUHCKUX U3ACTUI" .

II. O6nacTs MpUMEHEHHUS



2. Hacrosimuii PermamenTt paspaboran B 1esisix obOecneueHHs eauHOO0Opa3HOro
MPUMEHEHUSI YYaCTHUKaMH OOUIEro mpoiiecca Nops/iKa U yCIOBUM BBINOJHEHUS TPAH3aKUUN
obmero mpouecca "®dopMupoBaHHe, BEJEHHE U UCIOJb30BAHUE EIUHOIO peecTpa
MEUIMHCKUX M3JENHI, 3aperuCTPUPOBAHHBIX B paMKax EBpa3zuiickoro sKOHOMHUYECKOTO
coro3a" (manee — oOMmIMi TIpoIIece).

3. Hacrosiuuit PernamenT onpenensieT TpeOOBaHUS K MOPSIAKY M YCIOBUSM BBIOTHEHUS
omepauuii oOmEero mnpolecca, HENOCPEACTBEHHO HAIPaBIEHHBIX Ha pealu3aluio
MH(OPMAITMOHHOTO B3aUMOCHCTBUS MEXIY Y4aCTHUKAMHU OOIIEro mpoiiecca.

4. Hacrosmuii PernmaMeHT mpuUMeEHSIETCSl y4aCTHUKAMM OOILEeTo Mpolecca Npu KOHTPOJIE
3a MOPSIIKOM BBIMIOJIHEHHUS MIPOLIEYyp U ONEpalUid B paMKax OOILEero mnpoiecca, a Takke Mpu
MPOEKTUPOBAHKUH, pa3paboTKe U JOpabOTKE KOMIOHEHTOB HMH(OPMALMOHHBIX CHCTEM,
00eCIeurBaIOIINX pPeaTn3allfio 3TOr0 O0IIETro Mpolecca.

III. OcHOBHEIE TOHATHA

5. Jlia nenen Hacrosmero PeriiamMeHTa UCIONB3YHOTCS MOHATHSA, KOTOPBIE O3HAYAIOT
CIEeyIOLICE:
"ayTeHTU(UKALUA" — TpOBEpKa MPUHAIIEKHOCTH CYOBEKTY OCTYyNA MPEAbSIBIECHHOTO
UM uJeHTUUKATOPA, TIOATBEPXKICHNUE MTOJIMHHOCTH;
"PEKBU3HUT 3JIEKTPOHHOI'O JTOKYMEHTa (CBEACHMI)" — eIMHUIIAa JAHHBIX 3JIEKTPOHHOIO
JOKYMEHTa (CBEJIEHUI), KOTOpasi B ONPEIEIEHHOM KOHTEKCTE CUMTAETCS HEPa3IEeIuMOl;
"coctostnue UHGOPMAIMOHHOTO 00BbeKTa 00IIero mpoiecca’ — CBOHCTBO, KOTOPOE
XapakTepu3yeT HHPOPMAIMOHHBIA 0OBEKT Ha OMPEEIICHHOM 3Talle BHIOTHEHUS MPOIEAYPhI
oO11ero mpoiiecca U KOTOpOoe U3MEHSIETCs MPU BBITTOJIHEHUH ONepalifii o011ero mpoiecca.
[Tonstus "wnHunmarop", "MHUIMUpYIOWAs onepauus’, "mpUHUMAKOIIAs onepanus ',
pecniongeHt", "cooOmeHue oOmero mporecca" W "TpaH3akuus o0OIero mpoiecca',
HCIIOJIb3yEMbBIE B HACTOSAIIEM PernaMeHTe, NPUMEHSIOTCS B 3HAYECHUAX, ONPEAECIEHHBIX

"

MeTonukoi ananm3a, ONTUMHU3AINH, TAPMOHHU3AIIMN U OIMMCAHKS OOIINX MPOIIECCOB B paMKax
EBpa3uiickoro 3KOHOMUYECKOTO COr03a, yTBepkaeHHOM Pemenunem Komnernun EBpasuiickon
AKOHOMHYECKOI koMmuccuu ot 9 utons 2015 r. Ne 63.

WHble NOHATHUSA, UCIIOIB3YEMbBIE B HACTOSLIEM PernaMeHnTe, IpUMEHSIOTCS B 3HAUCHUSX,
ompeneneHHbIX B MyHKTe 4 [IpaBun nHGOPMAITMOHHOTO B3aUMOACHCTBUS MPU PeaTU3aAINH
CpelICTBAMH MHTETPUPOBAHHOM HH(POPMAIIMOHHOMN cUCTEMBI EBpa3uiickoro 3KOHOMUYECKOT0
coro3a obmiero npoiecca "@opmMupoBaHUe, BEICHUE U UCIOJIB30BAaHUE €IMHOTO peecTpa
MEIULHUHCKUX W3IEIUN, 3apETUCTPUPOBAHHBIX B pamMKax EBpazuiiCKOro 3KOHOMHUYECKOIO
coro3a", yreepxkaeHHbIX Pemennem Kosuternn EBpasuiickoil 53KOHOMUYECKON KOMUCCHU OT
30 aBrycra 2016 r. Ne 92 (manee — [IpaBuna nHGOPMAIIMOHHOTO B3aUMOICHCTBHS).



IV. OcHoBHEIE cBeieHUA 06 HHYOPMALIOHHOM B3aMMOAEHCTBHI
B paMKax o0Iiero mpomecca

1. YuacTarKHM HHPOPMAMOHHOTO B3aUMO/IEHCTBUS

6. [lepeuens poiieil y4aCTHUKOB MH(GOPMAIIMOHHOTO B3aUMOJIEHCTBHS B paMKaxX OOIIETo

npoliecca npuBeaeH B Tadbnuue 1.
Tabmuua 1

ITepegens poneii ygacTHUKOB HHPOPMAIMOHHOTO B3aHMOAEHCTBHA

HaumenoBanue ponu Onucanue poau Y4acTHHK, BBITOJHSAIOMUN POIb
1 2 3
(GbopMUpPYET U MPEACTABISICT OTBET OMEpPaTOpP HOMEHKJIATyPhI
OTmpaBUTENb CBEACHUN HAa 3aIpoc KOJia BHJa MEITUIIMHCKOTO MenuimHckux wu3aenuii Coroza (
n3nenus Corosza P.MM.06.ACT.005)
YIOJHOMOYEHHBIN oprax
dbopmupyer 3amnpoc Ha rocyaapcTBa-ujeHa,
ITonyyarens cBeaeHui npejcTaBjieHue Koja BHUJA 3ampaliuBalOmUil  KOJX  BHUJA
MeauIuHCKOoro u3aenus Coro3a MequnuHcknx wm3genuid Coroza (
P.MM.06.ACT.006)

HampaBigeT CBEIEGHUA U3
SKCHEPTHOTO 3aKII0UEHMUS;

NpegocTaBlIsieT  JOCTYyH K
JOKyMEHTaM, COJAepXkalluMcs B
PETUCTPAllUOHHOM JOChE MU
oGOpMIEHHBIM  MpPH  €Tro

paccMOTpPEHHUH; .
YNOJHOMOYEHHBIH oprax
BEIOMJISIET O  BHECEHHBIX
Perucrparop Y pedepentHoro rocynapcrea (P.MM
U3MEHEHHSIX B  JOKYMEHTHI
Y * .06.ACT.002)

COZIEPKAIINECS B PETUCTPAIIMOHHOM
JI0Cbe WK O(GOPMIICHHBIC TIPU €ro
PacCMOTpEHHUH;

YBEAOMJISICT 00 M3MEHEHHH CTaTyca
JEHCTBUS ~ PETUCTPALMOHHOTO
VIOCTOBEPEHHUS MEIUIIHHCKOTO
H3IEITHS



Cornacyromuit

YIOJIHOMOYEHHBIN

HampaBiseT 3aMe4YaHus H
MPEATIOKEHUSI K JKCHEPTHOMY
3aKJIIOYCHUIO;
MOJTy4YaeT CBEICHHUS U3 SKCIEPTHOTO
3aKJIFOYCHHUS;

HampaBiseT perucTpaTopy
MOATBEPXKIACHUE  TpuU3HaHUSA  (
HENPU3HAHMS)  DKCIIEPTHOTO
3aKIIOYCHNS;

MIOJIy4aeT CBEJCHUS 00 M3MEHEHHH
cocTaBa JIOKYMEHTOB,
COJEPIKAIUXCS B PETHCTPALIMOHHOM
J0che Wi 0(OPMIIEHHBIX IPH €ro
paccMOTpeHUH;

mojydvaer JOKYMEHTHI,
coJieprKalluecst B perucTpaliiOHHOM
JI0Che WIIM OQOPMIICHHBIE IIPH €T0
paccMOTpeHHUH;

moxydaer yBeJoMJIeHHE 00
W3MEHEHHH CcTaTyca JAeHCTBHA
PETHUCTPALMOHHOTO yIOCTOBEPEHHS
MEIUIMHCKOTO U3EITHs

oprax



rocynapcrea npusHanus (P.MM.06.
ACT.003)

2. CrpykTypa HHQOPMAIMOHHOI'O B3aMMOAEHCTBAA

7. ndopmanimoHHOE B3aMMOJCICTBUE B paMKax OOIIEro mpoiecca OCyIeCTBIISIETCS
MEXJY YIOJIHOMOYEHHBIMM OpraHamMu rocyaapctB — uwieHoB Coro3a (namee —
YIOJIHOMOYEHHBIE OpPraHbl FOCYJAapCTB-WICHOB) B COOTBETCTBUHU C MPOLEIYpaMH OOIIETO
mpolecca:

a) “H(POPMALIMOHHOE B3aUMOJICHCTBUE TPU PACCMOTPEHUH SKCIIEPTHOTO 3aKITIOYCHHUS;

0) nHpOpMaAIMOHHOE B3aUMOJICHCTBUE MPU MOJTYUCHUU CBEJCHHH, COJAEPKALIUXCS B

PETUCTPALIMOHHOM JI0ChEe WM O(DOPMIICHHBIX MPU €r0 PACCMOTPEHUU;
B) MH(POPMALMOHHOE B3aUMOJICHCTBUE MPHU YBEAOMIIEHMM 00 M3MEHEHUU cTaTyca
JEUCTBUS PETHCTPALMOHHOTO YOCTOBEPEHUS;
) “UHQOPMALIMOHHOE B3aUMOJEHCTBUE MPHU MOJYUYEHUH KOJIa BUJIA METUIMHCKHUX U3IETUI
Coro3a.
CrpykTypa uH(GOPMAIMOHHOTO B3aUMOACHCTBUS MEXKIY YIIOTHOMOYEHHBIMU OpraHaMHU
roCyAapCTB-4ICHOB MPECTaBlIeHa HA pPUCYHKE 1.

« Y UACTHE «VUIACTHE

Hudopmausonnoe
B3aHMOJeHCTEHE NIPH
PACCMOTRCHHHE JECIIEPTHOTO
AR TEOMEHEA

o« ¥ TACTHE Y //—\\ « ¥ TACTHED

HudoprannonHoe B2aHMOIeHCTBHE
NpH NONY4eHHHE CBEEHHI,
COACPAANIHXCA B PETHCTPALHOHHOM
ITocke HIH 0hOPMISHHEIX
IpPH ero PaccMOTPEeHHH

O

CoriacvionHi Perscrpatop

«YOacTHe WY gaACTHEY

Hudopuansonsoe BranyoteHC TRHE
IIPH YBEJOMICHHE 00 HIMEeHEHHH
cTaTvca JeHcTEHA PerHCTPALTHOHHOO
YAOCTOBEPEHHS

i

HedopdanuonHoe B3amMoeHCTERS

DTHPHBHTETB TIPH IVIVECHHH ROJ4 BHIA MEIHITHHCEHR [Tomyuarens

CEETeHHI H3genai Corosa P




Purc. 1. CtpykTypa HHGOPMAIHOHHOTO B3aHMOAEHCTBHA MEXAY YIIOJTHOMOYECHHEIMHA
OpraHaMu rocyZjlapCTB-4ICHOB

8. NudopmanmoHHOE B3aMMOJICCTBHE MEXAY YIOJHOMOYEHHBIMU OpraHamu
rocyJIapCTB-4JIEHOB pealin3yeTcs B paMkax obuiero npouecca. CTpykrypa 0o0111ero npoiecca
onpenenena B [IpaBunax nHGOPMAIIMOHHOTO B3aMMOICHCTBUS.

9. UudopmaninoHHOE B3aUMOJICUCTBUE OMPEACIISET MOPSIA0OK BHIOJIHEHUS TPaH3aKIUH
oO1ero nporecca, Kakaast U3 KOTOPBIX MPECTaBISIET cO00i 0OMEH COOOICHUAMHU B TEAX
CUHXPOHM3AIlUU COCTOSIHUM HWH(POPMAIIMOHHOTO OOBEKTa OOIIEro IMpolecca MeEXIy
y4acTHUKaMu oOmero mporecca. Jmg Kaxaoro WHOOPMAIMOHHOTO B3aWMOJICHCTBUS
OTIpeJICTICHBI B3aUMOCBSI3U MEXAY OMEPANMSAMU U COOTBETCTBYIOIIMMH TaKUM OIICPAIIHSIM
TpaH3aKLMsIMU O0IIEero mpoliiecca.

10. IIpu BBHITIOJHEHWH TpaH3aKIMK OOIIETO Tpollecca WHUIMATOP B paMKax
OCYIIIECTBIIEMON UM omnepanuu (MHUIUUPYIOMIEH Omepanyu) HampaBisieT PECIOHICHTY
COOOIIIeHNE-3aMpOC, B OTBET Ha KOTOPOE PECIOHJEHT B paMKaxX OCYIISCTBISEMON UM
onmepanuy (MIPUHUMAIONIEH OMepamuu) MOXET HalmpaBUTh WJIM HE HAINPaBUTh
COOOIIIEHNE-0TBET B 3aBUCMMOCTH OT I1a0J0HA TpaH3akiuu o01iero mpoiecca. CTpyKTypa
JTAHHBIX B COCTaBE COOOIIEHUS JO0JKHA COOTBETCTBOBaTh Onucanuio ¢opMaToB U CTPYKTYP
AIEKTPOHHBIX JOKYMEHTOB W CBEIICHHH, WCIOJIB3YyeMBIX IS peaju3alliu CpelCcTBaMU
MHTETPUPOBAHHON HH(OpPMAIMOHHON cHCTeMbl EBpa3suiicKOro 3KOHOMHUYECKOT'O COH03a
obmero mpomecca "®dopMupoBaHWE, BEICHHUE M WCIOJIb30BAHUE EIMHOTO peecTpa
MEJUIIMHCKUX H3JIeTINH, 3apErUCTPUPOBAHHBIX B paMKax EBpa3uiicKOro 3KOHOMHUYECKOTO
coro3a", yreepxaeHHomy Pemennem Komnernn EBpasuiickoii 3KOHOMHUYECKON KOMUCCUU OT
30 aBrycta 2016 1. No 92 (mamee — Omwucanue (GoOpMaTOB U CTPYKTYpP dSIECKTPOHHBIX
JIOKYMEHTOB U CBEJCHUN).

11. Tpanzakiuu oOImero mporecca BBIIIOJHSIIOTCS B COOTBETCTBUM C 3aJJaHHBIMU
rnapaMeTpaMu TpaH3aKIUi 0OIIEero Mmpolecca, Kak 3To OMpeeieHo HacTosuM PermaMenTom

V. HadopMamuoHHOE B3aUMOAEHCTBHE B paMKaX I'PYIII IPOLEAYP
1. MadopManmoHHOE B3aMMO/ICHCTBHE IIPH PACCMOTPEHHH SKCIEPTHOT'O 3aKIIOUYCHHUS

12. Cxema BBITTOJTHEHUSI TPAH3aKIIUH O0IIero mpoliecca Ipu pacCMOTPEHUH SKCIIEPTHOTO
3aKJIIOUYEHUS TMpeJICTaBiIeHa Ha pucyHke 2. Jlis Kaxaou mpoueaypbl 0OIIero mnpoiecca B
Tabauie 2 MpUBEACHA CBA3b MEXIY OINEpallusIMH, MPOMEKYTOUYHBIMU U PE3yJIbTUPYIOITUMU
COCTOSIHUSIMU WH(POPMAIMOHHBIX OOBEKTOB OOIIETro Mmpoilecca W TPaH3AKIUSIMU OOIIETo
npoiiecca.



:Cornacy omHi :Peructpatop

[ [
opt| |

|
|[odropacieno akcnepTHOE 3aKTH0NMeHER] |
| |
Hanpasaenue coegenuil JKCIEPTHONO 3K THONEHHS |
(P.MM.O6.TRN.O09) i

opt I I
[ |[manpaBiens saMevalHd H NpeIT0KeHHA K KOMILTSKTY |
| PETHCTPALIHOHHOTO Jocke ] |

|

Hampasiense 3aMedadHH H OpelToXeHHH K KOMIUISKTY

perscrpanrorsoro gocke (P.MM.06. TRN.O10)

|
|
I

opt

1
I
|[rrpm-mm pemeHHe O NPHIHAREE (HempPH3IHAMNH ) |
|3KkcriepTHOr 0 3aKTIONEHHA | |

|

| Tpeactasienme noaTEepxIeHEA IPHIHAHMA (HEIPHIHAMH )
| srcnepTHOro sakTrodeHuA (P.MMO6. TRN.011)

AT i

Puc. 2. CxeMa BHIIONMHEHHA TpaH3aKOHWi o0mero mporuecca mpH PacCMOTPEHHH

IKCHCPTHOI'O 3aKIIIOYCHHUA
Tabiuma 2

Ilepegens TpaE3akuuii 06IMEro mponecca mpy pacCMOTPEHHH SKCIEPTHOTO 3aKII0Y€HAA

[TpomexyTounoe PesynsTHpytomee
Onepanus, COCTOSAHHE Onepanus, COCTOSIHHE T
aH3aKIus
Ne i/mt BBIIIONIHSIEMas  MH()OPMAIMOHHO BBIMONHSIEMas  HMH(OPMALMOHHO p
o01ero mpouecca
UHHUITATOPOM ro o00BeKTa  PeCcmoHIEHTOM To0 OO0BeKTa
o01ero mpouecca o01iero mpouecca
1 2 3 4 5 6
1 Hanpasnenue ceenennit sxcneptHoro 3axitouenus (P.MM.06.PRC.009)
Hanpasnenue
CBeAEHUN
3KCHEPTHOTO
3akmodeHus  (
P.MM.06.0PR
.026). CBEIEHHS O TpHUEM W CBEJICHHUS O
HallpaBJIEHUE
perucTpamnuu o06paboTka perucrpanuu

cBedeHUH



1.1 Honyqe}me MCANIIUMHCKUX CBGJ_'[GHI/Iﬁ MCOUIUHCKUX OKCIEPTHOTO

yBemomnenus o usgemuid (P.MM skcmepTHOro mnennit  (P.MM 3axmroueHns  (
pe3yiabTaTax .06.BEN.001)Z 3aKJIIOYCHUA ( .06.BEN.001): P.MM.06.TRN
00paboTKu CBEICHUS P.MM.06.OPR cBenenus .009)
cBeIeHUIT nepeaHbl .027) MOJTyYEHBI
9KCIEPTHOTO
3akiaoueHus  (
P.MM.06.0PR
.028)
) Hanpasienne 3ameuanuii 1 IpeayioKeHUH K KOMIUIEKTY perucTpanuoHHoro pocke (P.MM.06.
PRC.010)
Hanpasnenue
3aMEYaHul H
NpEeMIOKEHUN K
KOMILIEKTY
perucTpanuoHHO
ro gocee (P.MM cBenenuss o fpueM " CBEJICHUSI O  IIPEACTABICHUE
.06.0PR.029). perucTpanuu O6pa6OTKf perucrpanuu 3aMedaHul u
3aMEYaHUH U .
[Monyuenue MEIUITHCKNX npeOKeHui K MEIUIMHCKUX  TPEAJIOKEHUH K
2.1 yBemomiienus o u3jnenui (P.MM KOMILTEKTY mnennii  (P.MM KOMILIIEKTY
pe3yipTaTax .06.BEN.001): .06.BEN.001):  peructpamnoHHO
o06paboTku CBEICHUSA PETHCTPALHIONHO CBEICHUSI ro gocee (P.MM
. ro pocee (P.MM
3aMeYaHuil .,H nepenanHbl 06.0PR.030) TOJTY4EHBI .06.TRN.010)
MPEUIOKEHUH K
KOMILJIEKTY
perucTpanuoHHO
ro mocse (P.MM
.06.0PR.031)
3 [MoarBepxnenne npu3HaHus (HeNMpU3HaHKs) skcnepTHOro 3akmodenust (P.MM.06.PRC.011)
[IpencraBienue
MOATBEPKICHUS
MpU3HAHUS (
HEMpU3HAHUSA)
9KCIEPTHOTO
3akmodeHus  ( npuem u
P.MM.06.OPR cBenenus o o0paboTka CBEJIEHHS O MPEACTABICHHC
.032). perucTpamnuu MOATBEPXKIEHUSI  PETUCTPALUH HOZTBEPHCICHIA
[Monyuenue MEIUIUHCKAX  HPU3HAHUSA ( MEOUIIMHCKHUX ES ;;Z:::IHXHH) (
3.1 yBemomiienust o u3femuit (P.MM nenpusHanus)  msgemuit (P.MM >KCHEpTHOTO
pesyabTaTax .06.BEN.001):  skcmepTHOTO ( .06.BEN.001): sacmovenns  (
00paboTku CBEJCHHUS 3aKIIOYEHUS CBEJICHUS
MOATBEPXKICHUS  HEePeaHbI P.MM.06.0PR  mosy4eHbr .I;i\/lli\/l.06.TRN
HNpU3HAHUSA ( .033)
HETPU3HAHUS)
9KCIIEPTHOTO
3akmodeHus  (
P.MM.06.0PR
.034)

2. UadopManmoOHHOE B3aMMO/ICHCTBHE IPH IOTyI€HNH CBEACHM, COAEPIKAMUXCS B
PETrHCTPaliOHHOM JIOChE WX O()OPMIICHHRIX IIPH €T0 PaCCMOTPEHUH



13. CxeMa BBHITIOTHEHUSI TPaH3aKIMi OOIIEro MpoIiecca Mpu MOJyYeHUH CBEICHUH,
COJIEpKALIMXCS B PETUCTPALMOHHOM JIOChE WM O(QOPMIIEHHBIX MPHU €ro pPacCMOTPEHUHU
npejacTaBieHa Ha pucyHke 3. Iy xaxaoW mpoieaypbl obiiero mpouecca B tabiune 3
NPUBEICHA CBSI3b MEXAY OINEpalusiMUA, NPOMEKYTOYHBIMH U PE3YJbTHPYIOIIUMHU
COCTOSIHUAMHU HH(POPMALMOHHBIX OOBEKTOB OOIIEro mporecca W TpPaH3aKIHsIMU OOIIEro
nporecca.

Perucrparop Coraacyrounii

[
il-‘-'tJ | [UH{‘.‘EQHI{‘I HEAMCHEHIE B JOKVMEHTDBI, El’l,’lﬂ‘p'ﬂiﬂml 1ecH |
|
|
|

|B perucTpaunoHHOM A0cke 1N oopMaeHHbIE
|pH ero paccmoTpeHin |

| Hﬂﬂpﬂ BACHIIC VBEIAOMICHITA ﬂﬁ TEMEHCHNH COCTaBa
| DOKYMEHTOB, COAEPKALNKCA B PEMNCTPALNOHHOM JOCHE 11
| oipopaaeHHsy npit ero pacemorpedun (P.MM 06 TRN 012)

| !
opt
_pJ | [zanpoiensl CBENEHHA O COCTABE AOKYMEHTOB, CONEpAKalnxca |
[B PErHCTPALNOHHOM JOCHE HAN oropMIEHHBIX
|npn ero paceMoTpeHnn)

CONCPHALUNNNCA B PErHCTPALNOHHOM 10CBE 1LTH

| ”':.L"[}"'IL‘-'Hl-fE CBEeIeHI O COCTARS JOKYVMEHTOB, |
odopmnerssix npu ero pacemorpernn (PMM 06 TRN 013) |

I

[sanmpomens TOKYMENTBL, CONEPAKALNECH B PErHCTPALIIOHHOM
| noce wan OOPMACHHEIE NPH 10 PACCMOTPEHHI]
|
T

HOCEE 1 (POPMIEHHBIN NPI Ero PACCMOTPEHNN
| {(P.MM.06 TRN.O14)

| |

|
IIL’UI}"II'E'HIIE J{IEL'}'J.ICHTOE. EU,QQF]HCHIIII!.\'.EH B |}IL‘I'.H{TPEIII_] [HHHHM--I

Puc. 3. CxeMa BHIIONHEHHS TpaH3aKIuii 00Imero mpomnecca mpy MOTyYeHHH CBEICHHH,

COACPKAIIUXCA B PCTUCTPAITHOHHOM JOCHC HIIA Otl)OpMJIeEEBIX IIpH €ro pacCMOTpCHHHA
Tabmuma 3

Ilepegens TpaH3akuuii 06Imero mporecca mpy NOTyIeHAN CBEACHUMN, COIEPKAIUXCA B
PErUCTPaHiOHHOM JIOChE WX O()OPMIICHHBIX IIPH €0 PaCCMOTPEHUH

[IpomexxyTOouHOE PesynpTupyromee
COCTOSIHHE COCTOSIHHE
WHPOPMAIIIOHHO MH()OPMAIIMOHHO

Ne /i



1.1

2.1

Omnepanus, ro ooObekra
BBITNIOJIHSIEMAs oOrmiero mporecca
HHHUIUATOPOM

2 3

Omnepanus,
BBITTOJTHSACMAS
PECIIOHACHTOM

4

ro ooObekKra

Tpauzakius

o01Iero mpormecca 00IIero mporecca

5

6

YBenomieHne 00 M3MEHEHHWH COCTaBa JOKYMEHTOB, COJEPIKALIMXCS B PETHCTPAUOHHOM
JIocke WM 0(OpMIIEHHBIX TTpH ero paccMorpenun (P.MM.06.PRC.012)

Hanpasnenue
yBeZAOMIIEHHUS 00
N3MEHEHUHU
cocTaBa
JOKYMEHTOB,
COZIEPXKAIINXCS B
PErHCTPalMOHHO
M JI0Cbe HIIH
0(hOpPMIICHHBIX
npu ero
paccMoTpernn  (
P.MM.06.0PR
.035).
[Tonyuenue
HOATBEPKICHUS
06paboTku
yBEeIOMJICHUS 00
N3MEHEHUHU
cocraBa

CBEJEHHSA O
perucTpanuu
MEJIUITHCKUX
nznemmit  (P.MM
.06.BEN.001):
YBEIOMJICHHE
nepeaaHo

JOKYMEHTOB,
COZEpKAIIUXCS B
pEerucTpalnuoHHO
M JI0Cbe HIIH
0(hOpPMIICHHBIX
npu ero
paccMoTpeHuH  (
P.MM.06.0PR
.037)

npuem u
0o6paboTKa
yBeIOMJIEHUS 00
HW3MEHEHHH
cocraBa
JOKYMEHTOB,
CozlepIKaIUXCS B
PETHCTPAIHOHHO
M J0ChE HIH
0(OpPMIICHHBIX
npu ero
paccmotpeHun  (
P.MM.06.0PR
.036)

CBEIEHHUS O
perucTpanuu
MEIULUHCKUX

HampaBJICHUC
YBEIOMIJICHUS 00
H3MEHEHUH
cocTaBa
JIOKYMEHTOB,
CoJlepIKAIIUXCS B

nzgenuit (P.MM perucrpamuonso

.06.BEN.001):
YBEIOMJICHHE
MOJTy4eHO

M JI0Che WIIH
0(OpPMIIEHHBIX
npu ero
paccmoTpeHuu  (
P.MM.06.TRN
.012)

[Monydenue cBeeHUH 0 COCTaBE JTOKYMEHTOB, COJIEPIKAIINXCS B PETUCTPALIMIOHHOM JI0ChE HIIH
odopmiteHHBIX 1Ipu ero paccmorpernu (P.MM.06.PRC.013)

Hanpanenue
3ampoca
CBEEHUNH O
cocTaBe
JIOKYMEHTOB,
COJIIEpIKAITUXCS B
PETUCTPALMOHHO
M JIOChE UIH
0(hOpPMIICHHBIX
npu ero
paccMoTpeHUH ( CBEACHHUS O

P.MM.06.0PR  perucrpanuun
.038). MEIUIMHCKUX
[Ipuem u nznennit  (P.MM
ob6paboTka .06.BEN.001):

CBEJEHHUUN O

MOATOTOBKA U
TIpe/ICTaBIICHHIE
CBEIEHHUH O
cocTaBe
JTOKYMEHTOB,
COZIEPIKAIMXCS B
PEeTUCTPaIOHHO
M JI0ChE WIH
0(pOpMITEHHBIX
npu ero

CBEIEHHUS O
perucTpanuu
MEIULUHCKUX

MoJy4eHue
CBEIEHHHN O

mnennit (P.MM cocTaBe

.06.BEN.001):
CBEJEHUS
OTCYTCTBYIOT.
CBeneHuss o
perucTpanuu
MCOULIHNHCKHUX

JTOKYMEHTOB,
COZIEPKAIINXCS B
PETHCTPAIHOHHO
M J0ChE HIIH
0(hOpMIICHHBIX
npu ero



cocTase CBEJlEHUS paccmotpennn  ( mznenuit (P.MM paccmorpennn  (

JOKYMEHTOB, 3aIpPOLLEHbI P.MM.06.0PR  .06.BEN.001): P.MM.06.TRN
COJIepIKAITUXCS B .039) CBEIECHUSA .013)
PETUCTPALOHHO MIPEACTABIICHBI

M J0ChE HWIHU
0(hOpMIICHHBIX

npu ero
paccMotpeHnn  (
P.MM.06.0PR
.040)
3 [TonydeHne JOKYMEHTOB, CO/ICPXKALIMXCS B PETUCTPALIMOHHOM JIOChE WIIN O(OPMIICHHBIX TIPU
ero paccmotpennn (P.MM.06.PRC.014)
Hanpasnenue
3ampoca Ha
NpeJCTaBICHHE
JIOKYMEHTOB,
COJICPIKaIINXCS B
CBEICHUS O
PErUCTPauOHHO
perucTpamnuu
M JI0Cbe HIIH MOATOTOBKA U
0 OpMIIEHHBIX npe/cTaBiIeHe MEMTIIHEIIX  ToAyteHne
Hou ero p m3genuit (P.MM nokymeHTOB,
CBEJEHHUS O OKYMEHTOB,
p a oKy .06.BEN.001): COJICPIKAIIUXCS B
paccMOTpeHHH ( peruCcTpamuu COZIEPIKAIMXCS B
CBEJICHUS PETUCTPAIIMOHHO
P.MM.06.OPR  MeaMUMHCKHX  PErHCTPALHOHHO OTCYTCTBYIOT
. M JI0Chbe HIIH
3.1 .041). mnaennit (P.MM M nocke unm C Y Y b A
BeldeHUsT O  OGOPMIIECHHBIX
IIpuem u .06.BEN.001):  odopmieHHBIX A P
perucTpamnuu npu ero
o6paboTka CBEJNEHHUSA npu ero
3aMpPOIIEeHbI paccMoTpeHun  ( MEMUUHCKIX  PACCMOTpeHMH - (
OKYMEHTOB, .
AOKY P MM.06.0OPR m3peanii (P.MM P.MM.06. TRN
COJICPIKAIUXCS B . .06.
ACPATL 06.BEN.001):  .014)
pPETUCTPallOHHO .042)
CBEJICHUS
M JlI0Cbe HIIH
MPe/ICTaBICHBI
0(hOpPMIICHHBIX
npu ero
paccmotpeHuH  (
P.MM.06.0PR
.043)

3. MadopmanmnoHHOE B3aHMOJICHCTBHE IIPH YBEIOMICHHH 00 H3MEHEHHH CTaTyca JeHCTBAA
PETHCTPaiOHHOTO YZIOCTOBEPEHHUS

14. Cxema BbINOJHEHUS TPaH3aKIMil 00IIEero npouecca Npu yBeIOMICHUH 00 U3MEHEHUU
cTaTyca JE€UCTBUS PETHMCTPALIMOHHOIO YAOCTOBEPEHMS IpeacTaBieHa Ha pucyHke 4. Jlid
KaXKJI0¥ MmporeAypsl 00111ero npoiecca B Tadmauie 4 nmpuBeeHa CBA3b MEXKIY ONepalusIMH,
IIPOMEKYTOUHBIMU U PE3YJbTUPYIOIIMMHI COCTOSSHUSAMH HHPOPMALMOHHBIX 00BEKTOB OOIIEro
npolecca U TpaH3aKUUsIMHU OOIIEero mnpoiecca.



Perucrparop
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Puc. 4. CxeMa BHIIONHEHHS TPaH3aKIUi 0Omero mpomecca NpH YBEAOMICHHH 00

U3MEHEHHH CTaTyca ACHCTBHSA PETUCTPAMOHHOIO YIOCTOBEPEHHA

Ilepegens TpaH3aKiuii 00ImMero mpomecca mpy YBEAOMIICHHN 00 H3MEHEHHH CTaTyca AeHCTBUI

PETrUCTPALTNOHHOI'0 YAOCTOBEPEHUA

IIpomexxyTouHOE
Omnepanus, COCTOSIHHE
Ne o/mt BBITIOTHSAEMAas  HMH(QOPMAIHOHHO
HHUIIHATOPOM ro oObekTa
o011ero mporecca
1 2 3
1
.06.PRC.008)
Hanpasnenue
yBeIOMJICHUS 00
N3MEHEHUHN
craTtyca AeicTBHs
1.1 PETUCTPAlMOHHO —
r o

yaocToBepeHus (
P.MM.06.0PR
.024)

4. NUapopManmoHHOE B3aMMOJIEACTBHE IIPH IOydSHHUH KOAa BHIa MEAUIMHCKAX m3nemuii Coro3a

15. CxeMa BBITIOJTHEHUSI TPAaH3aKIMK OOIIEro Mmporecca Mpyu MOJTYyYEeHUH KOJa BUIA
MeIuIUHCKUX u3aenui Coro3a mpeacTaBlieHa Ha pUCyHKe 5. JIIs KakIoW MpOLEnyphl
oO11ero mpoiecca B TaOIHUIE 5 TPUBEIEHA CBSI3b MEXK]y ONEpalusiMU, TPOMEKYTOUHBIMU U
PE3YJIBTUPYIOIIMMHU COCTOSIHUSIMH HH(POPMAIMOHHBIX OOBEKTOB O0OIIEro mpolecca u

TpaH3aKIMUAMU 00IIIEeTo mpoiiecca.

Tabmnuma 4

PesynbpTupytomee
Omepanus, COCTOSTHHE
Tpanzaknus
BBITONHsAEMAss  WH(POPMAIIMOHHO
o01iero mporecca
PECTIOHIEHTOM ro oObekTa

ob1ero mporiecca
4 5 6

YBenomieHrne 00 M3MEHEHHUHU CTaTyca OEHCTBHSA PETUCTPAIOHHOTO yroctoBepeHus (P.MM

NpuemM u

HampaBJCcHUE
oOpaboTka

CBEJCHUS O  YBEIOMJICHHUS 00
yBeIOMIICHHUS 00

perucTpaiuu U3MEHEHUU
W3MEHEHUU .

N MEIUIIMHCKUX cTaryca JAedcTBUs

craryca JEeUCTBUS N

mnennii  (P.MM peructpannoHHO
€rUCTPALMOHHO
peruetpan 06.BEN.001): r o
r o
T (yBeI[OMHeHI/Ie yaoctoBepeHus (

repeaaHo P.MM.06. TRN
P.MM.06.0PR ' PeA 008)
.025) '



Tlomyaatens ceeneHEH OTnpagHTeE CREIEHRE

| |
=

ToTvuerEne K0T BHIA MeTHIHEHCENX H3genui Cowosa
(P MM.06.TRN.015)

| |
|[3anpﬂmeﬂ KO BHAA MeTHIHHCKEY Higenui Coosal |
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|
|
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Puc. 5. CxeMa BRIIOMHEHHA TpaH3aKOui 00IIero mponecca mpy MoJiydeH!H KOa BUAA

MCIUITHHCKHNX H3,I[CJIP]fI Coro3a
Tabmuma 5

ITepedens TpaH3akimii 06mIEro mponecca Mpy MOJYyIeHAN KOAA BUA MEIUIIAHCKUX H3ETHi
Coro3a

IIpomexxyTOouHOE PesynpTupytoiee
Omnepanus, COCTOSTHUE Omnepanus, COCTOSTHHE
Tpau3zakuus
Ne n/m BBINIOJIHSIEMass ~ WH(OPMAIIMOHHO BBIMOJHSAEMas  MH(OPMALMOHHO
obrmero mporecca
WHHUIUATOPOM ro o0bBeKTa  pEecmoHIEHTOM TO 00BeKTa
oO1ero mpouecca o01ero npouecca
1 2 3 4 5 6
1 [Tonyuenue koaa Buna meaunuHckux uzaenuii Coroza (P.MM.06.PRC.015)
Hanpasnenue
3ampoca Ha
CBEJICHUS O
MpeCTaBICHHE
BHaX
KoJga BHUJA
METUITTHCKUAX
MEIUIIMHCKHUX MMOATOTOBKA M .
. CBEIEHHUSI O uspenuit  (P.MM monyuenne xoma
n3aennii Coro3a ( NPEACTABICHUE 0 002)
BHUAAX .06. . : BUJOa
P.MM.06.0PR A KOoIa BHIa A
MEUITHCKUX KOJl OTCYTCTBYET. MEIUIIMHCKUX
1.1 .044). N MEIUIINHCKIX .
0 mnenuit  (P.MM spenmii Corosa ( Ceenenus o  wmaenuit Corosa (
PHEM 1 06.BEN.002): oA
.06. . : BHUJaX P.MM.06. TRN
00paboTka Koma ) P.MM.06.0PR A
KOJ 3aIIpOLIeH 045) MEAUIUHCKHUX .015)
BUIA .
A mpenmuii  (P.MM
MEIUIIMHCKHUX
AT .06.BEN.002):
mspeamit Corosa ( KOJI TIpeICTaBIICH
P.MM.06.0PR P
.046)

VI. Omucanne cooOmeHui obmero mpomnecca

16. Ilepeuenp cooOmeHuil oOmero mnporecca, NepeAaBaeMblX B paMKax
MH(OPMAIMOHHOIO0 B3aMMOJEHCTBUS MpPU peaju3aluyd OOIIero mpoliecca, NMPUBEIEH B
tabmuie 6. CTpykTypa JaHHBIX B COCTaBe COOOIIEHHUS JOHKHA COOTBETCTBOBATH OMMCAaHUIO
bopMaTOB U CTPYKTYp DJIEKTPOHHBIX JOKYMEHTOB M cBeaeHuil. CcbUika Ha



COOTBETCTBYIOIIYIO CTPYKTypy B Omnucanuum ¢GopMaToB U CTPYKTYpP IIEKTPOHHBIX

JOKYMEHTOB U CBEJICHUI yCTaHABIMBAETCS MO 3HAYEHUIO Ipadbl 3 Tabnuis 6.

ITepegens coobmenmii o6mero mpomecca

KonoBoe o603Hauenme
1

P.MM.06.MSG.004

P.MM.06.MSG.009

P.MM.06.MSG.014

P.MM.06.MSG.015

P.MM.06.MSG.016

P.MM.06.MSG.017

P.MM.06.MSG.018

P.MM.06.MSG.019

P.MM.06.MSG.020

P.MM.06.MSG.021

P.MM.06.MSG.022

P.MM.06.MSG.023

HanmenoBanue

2

yBEJIOMIIGHHE O pe3yibTaTrax
00paboTKH CBEICHUI

yBemoMIIeHHEe 00 OTCYTCTBUHU
CBEJICHUN

3aMCUaHusd " HNPCAJIOKCHUA K
KOMIIJICKTY PETUCTPAIUOHHOTO
JOChE

CBCACHUA IKCIICPTHOI'O 3aKITHOYCHUA

MOATBEPKACHHE
HENpU3HAHUSA)
3aKJIFOYEHUS

9KCIIEPTHOTO

yBemOMIICHHE 00 W3MEHCHHH
craryca nelcTBUA
PETHCTPAITMOHHOTO YJ0CTOBEPEHUS

yBeJoMJIeHHe 00 H3MEHEHUHU
cocTaBa JOKYMEHTOB,
COJEPIKAIUXCS B PETHCTPAIMOHHOM
JOChE MIIN O(POPMIIEHHBIX NIPH €T0

paccMOTpeHuH

3alpoc CBEACHHUH O COCTaBe
JIOKYMEHTOB, COJCpXKAIUXCI B
PErUCTPALMOHHOM JIOChE HIIU
opOpMIIEHHBIX  NpPU  €T0
paccMOTpeHuu

CBEICHUSI O COCTAaBE JOKYMEHTOB,
COJEPIKAIUXCS B PETHCTPAINOHHOM
JOChE MIIN O(POPMIIEHHBIX NIPH €T0
paccMOTpEeHUHI

3alpoC JOKYMCHTOB, COACPIKAIINXCA

B PETHUCTPALIMOHHOM JOChE HIIH
opopMIEHHBIX  TpPH  €TO0
PaccCMOTPEHUH

JOKYMEHTHI, COJepiKalluecs B
PETHCTPAIlMOHHOM JIOChE  MJIH
oGopMIEeHHBIE  TpPH €TI0
paccMOTpeHNHU

3ampoc KOJa BHUJAAa MEIUIIUHCKUX
n3nenun Corosza

npusHaHusa  (

Ta6nuia 6

CTtpykTypa 3JIEKTPOHHOI'O
JIOKyMEHTa (CBE/ICHHN)

3

yBEJIOMIICHHE O
o0pabotku (R.006)

pe3yibTaTe

YBEIOMJICHHE O
obpabotku (R.006)

pe3ynbpTarte

CBEJEHUS O PacCMOTPEHUU
3KCHEPTHOTO 3aKIIOYCHHUS
R.HC.MM.06.002)

CBEJCHUS O PpPacCMOTPEHUHU
3KCHEPTHOTO 3aKJIFOYEHHUS
R.HC.MM.06.002)

CBEJICHUSI O PacCMOTPEHHH
9KCMEPTHOTO 3aKJIIOYEHHUS
R.HC.MM.06.002)

CBCIACHUA (6] perucrtpanuu

(

MequuHckux u3nenmunii (R.HC.MM

.06.001)

JNIOKYMEHT, COJepXalluiics B
PETHCTPAIIMOHHOM JIOChE HIIU
ohGOpMIEHHBIH  IpH  €ro
paccmotpennu (R.HC.MM.06.003)

JNIOKYMEHT, COJep)Kalluiics B
PErHCTPAlIMOHHOM  JIOChE  HJIU
ohGOpMIEHHBIH  IpH  €ro
paccmotpernu (R.HC.MM.06.003)

JOKYMEHT, COJAepXalluics B
PETUCTPALlMOHHOM JIOChE HIIH
opopMiIeHHBI  TpHU  €ro
paccmotpennn (R.HC.MM.06.003)

JOKyMEHT, COJIepKaluiics B
PETUCTPAlMOHHOM JIOChEe WIIH
opopMiIeHHBI  TpPU  €Tro
paccmotpennn (R.HC.MM.06.003)

JOKyMEHT, COJIepKaluiics B
PETHCTPAIIMOHHOM JIOChE HJIH
obopMICHHBIII  NpH  ero
pacemotpernu (R.HC.MM.06.003)

CBEJICHHUSI O BHJIC MEAUIHHCKUX
nm3nemmit (R.HC.MM.06.005)



P.MM.06.MSG.024 KOJ BHIAa MEIMIUHCKUX H3IEJIMHA CBENEHHS O BHUIE MEIUIHUHCKHX
Coroza mznenuiit (R.HC.MM.06.005)

VII. Onmcanue TpaH3aKknmi 00mero mpomecca

1. Tpam3akmus o6mero nponecca "Hanpasiieaue yBezoMIeHHA 00 H3MEHEHHH CTaTyca NeHCTBHS
peructpanuorHOro yaocroBeperus" (P.MM.06.TRN.008)

17. Tpanzakus oOuiero npouecca "HanpaBienue yBegomieHust 00 U3SMEHEHUH cTaTyca
nercTBus peructpaunoHHoro ypaocroepenus”" (P.MM.06.TRN.008) BbimonHseTcs s
nepefayl peCHOHACHTY COOTBETCTBYIOIIMX CBeAeHHU. CXeMa BBINOJHEHUS YKAa3aHHOU
TpaH3aKLUU OOIIEro mpouecca NpeAcTaBlieHa Ha pucyHke 6. [lapameTpsl TpaH3akuuu oOLIETO
npolecca NpuBeAeHbI B Ta0IHIIE 7.

Hanunatop PechionasHT

PETHETPATIIOHHOT O Y 10C TOBEPEHIT

Omidxa ¥ ;
_I : Hanpapmenie vee oM IeHis | (P.MM.06/MSG.017)
KOHTpOIS .

@ o HEMCHEHIT CTaTy el
JeTCTRIE PETICTRALRIOR IO
YAOCTORCPEHNA
=)

|

CReJeHid O perieTpag

t YeegosmmeHne of HIMEHeHHI CTATYCA JeilcTRITE

'ﬂpnt:m i oGpaGoTra YBEIOMIEHIH |
00 IMEHEHIT ¢ Iﬂl":,'Cil ..'H‘-ﬁt:'l'ﬂi'lil
PEruct i};'l LHOHHOIO
YACCTOBEPEHIA

MEIMIMHCKIX 130em
[¥BemoMmenne nepenaHo]

é Yemex

Puc. 6. Cxema BHITONHEHAS TPaH3aKIMH 00mero mponecca "HampapieHre yBeAOMICHHUS
00 M3MEHEeHHH CTaTyca AeHCTBHA perucTpanuoHHOro yaocrosepenus” (P.MM.06.TRN.008)

Ta6muia 7

Ommcanue Tparsakmuu o6mero nponecca "Hampasiienue yBegomieHns 06 m3MEHEHHH CTaTyca
JieiicTBHA perucTpanaoHHoro yaocroseperua” (P.MM.06.TRN.008)

Ne i/t O0s13aTeNbHBIA DIIEMEHT Omnucanue
1 2 3
1 Konosoe 0603HaueHme P.MM.06. TRN.008

HalpaBlI€HUE YBEIOMIIEHHS 00
HanmMeHoBaHme TpaH3aKIUK OOIIETO .
2 U3MEHEHUU CcTaTyca JeHCTBUsA

mponecca
PETUCTPALTMOHHOTI'O YIOCTOBEPECHUA

[[TabmoH TpaH3akKIUu O0OMIIETO
3 OIIOBEIICHUE
mpotiecca

4 HNuunuupyrowmas poib MHULIATOP



5 Wannuupytommas oneparus HallpaBJIeHUE YBEAOMIICHHI 00
U3MEHEHUU cTaTyca JAeHCTBHUS
PETUCTPALIIOHHOTO YAOCTOBEPEHUS

6 Pearupytommas poib PECTIOHIEHT

nprueM u o0paboTka yBEeJOMIICHUS
7 [MpuaMMaromas ornepamus 00 W3MEHEHWM cTaryca HCHCTBUS
PETHCTPALMOHHOTO YAOCTOBEPECHUS

CBEIEHHUS O  pPEerucTpamuu
MenuuuHckux usnenut (P.MM.06.
BEN.001): yBenomiieHue niepeaHo

Pe3ynbTaT BBIMOTHEHUS TPAH3AKIINU
o01ero mporecca

[TapameTpsl TpaH3aKIUH O0OIIETO
nporecca:

BpeMid I NOATBCPIKACHUA
MOJIyUCHUS

3 MUH

BpEMs MOATBCPKACHUA TIPUHATHUA B
00paboTKy

BpEMs OKUAAHHS OTBETA -
MIPU3HAK aBTOPHU3AIUU Ja
KOJIUYECTBO ITOBTOPOB -

CooO01mennsi TpaH3aKIUKU OOIIETro
mporecca:

10

YBEAOMIICHHC 00 H3MEHEHUH

craryca nelcTBUA
MHHULUHPYIOIIee CooOIIeHNe
PETHCTPALIIOHHOTO yIOCTOBEPEHH (
P.MM.06.MSG.017)
OTBETHOE COOOIICHNE HET

[TapameTps! cOOOICHUH TPaH3aKIINU

11
o01ero mpoiecca:
npusHak O HET

nepenada EeKTPOHHOTO JOKyMEHTa
¢ HekoppekTHoi DT

2. Tpan3akmus o6mero npornecca "Hanpasnernue cBenieHnit 3KkcnepTaOro 3akmoderus” (P.MM.06.
TRN.009)

18. Tpaunzakuus obiero npouecca "Hamnpasienue cBeieHUN SKCIEPTHOTO 3aKtoueHus " (
P.MM.06.TRN.009) BbInosHAETCS A OPEACTABICHUS PECHOHJIECHTY COOTBETCTBYIOLIUX
cBefeHn. Cxema BBIMOIHEHMs YKa3aHHOM TpaH3aKIUU OOIIEro mnpoliiecca NpecTaBieHa Ha
pucyske 7. [lapameTpsl TpaH3aKIMK OOIIEro Npouecca NpUBEACHBI B TAOIHIIE 8.



Hmnmaarop

‘Pecnionment

?

CrBegeHns JKcme]

Crmmtxa
KOHTPOIA

®- [MpeacTagnenns cpegeHHi
) IKCHEPTHOT O JAKTIOHEHHE

(P.MM.06 MBG.015) ?
==

VEea0oMIeHHS O PesyInTaATaX
, ofpaGorkmenencant |
(P.MM.06[MSG.004) X

LT
1k
k'

s Coelenns o perneTpan

[cRemenna momygenm

ME THIHHCKHY H3neTHH

HH

@ Venex

THOID 3aETHNSHHA

[Mpres 1 odpaboTrRa
CEeIeHHH INCTIEPTHOTO
TAKTHMEHHSA

Puc. 7. Cxema BHIIONIHEHHUS TpaH3aKIMK o0mero nmponecca "HampaBieHue cBencHMI

3KCIEPTHOTO 3aK/IFO9CHU"

(P.MM.06.TRN.009)

Tabmuma 8

Omnucanue Tpar3akuy odmero nponecca "Hanpasierue cBeeHNI SKCIIEPTHOTO 3aKIoIeHA" (

P.MM.06.TRN.009)

Ne /i
1
1

O0s13aTeNbHBINA DIIEMEHT
2
Konosoe 0603HaueHuE

HaumenoBanue TpaH3aKIHUU 06HI€1"0
mponecca

[[laGmon TpaH3akuu OOIIETO
mporiecca

Wunnuupytromas poib
WNuunuupyromas onepanus
Pearupytomas poib

[Ipunumaromast onepanus

Pe3yJ'ILTaT BBITIOJITHCHUSI TPAH3aAKIIUN
O6IIICFO mpounecca

[TapameTpsl TpaH3akuuu 0OIIETO
mporecca:

BpeMs JAJdd TOJTBEPKIECHUA

TOJTyYEHHUS

BpeMsI TIOATBEPIKACHUS IPUHATHS B
00paboTKy

BpEMs OKMJaHHA OTBETaA
MPpU3HAK aBTOpHU3allun

KOJIMYCCTBO ITOBTOPOB

Omnucanue
3
P.MM.06.TRN.009

HanpaBJICHUC CBCHCHI/II\/‘I
OKCIICPTHOT'O 3aKIIFOYCHUA

3armpoc/0TBeT

HHUIUATOP

HaIlpaBJICHUE CBEJEeHUH

OKCIIEPTHOT'O 3aKJIIOYCHUA
PECOOHACHT

npueM ©u 00paboTKa CBEICHHIA
9KCHEPTHOTO 3aKIII0YEHHS

CBEIEHUS perucTpanuu
MenuiuHckux usnenuit (P.MM.06.
BEN.001): cBeneHuns moMy4eHsI

(o)

20 MuH

1y

Ja



10 CooOmieHusT TpaH3aKIUU OOIIEro
mporiecca:

CBCACHUA DKCIICPTHOT'O 3aKIIOUYCHUA

HWHUIUUPYIOLICC COO6H.[€HI/I€ (PMMO6MSG015)

YBEOMIIEHHE O pe3yibTarax
OTBETHOE COOO0IIEHNE obpaborku cBepenmii (P.MM.06.
MSG.004)

[MapaMeTpsl cOOOIICHHH TPaH3aKIIUU

11
o01ero mpomecca:
npuzHak D111 HET

nepenaya 3JIeKTPOHHOTO JOKyMEHTa
¢ HekoppekTHoM DLIIT

3. Tpanmzakmus obmero nponecca "IlpencrapieHre 3aMedaHli U IPEIIOKEHAN K KOMIUIEKTY
perucrpanuorHOro gocse" (P.MM.06.TRN.010)

19. Tpanzakius obmiero mporecca "lIpeacraBienrue 3aMeyaHuil U MPEIJIOKEHUM K
KOMIUIEKTY peructparmonHoro jgocke" (P.MM.06.TRN.010) BwimomHseTcs s
MPEJICTABICHUS PECIOHAEHTY COOTBETCTBYIOIIMX CBEACHUM. CXeMa BBITTOJIHECHUS YKa3aHHOU
TpaH3aKIMU OOIIETo Ipoliecca MpeacTaBieHa Ha pucynke 8. [lapameTpsl TpaH3aKIuK 00IIEeTo
npoiiecca MpuBeIeHbI B TabuIe 9.

Mmnmatop Pecnoraent
SariedaHHd H Npelid&eHHT K KOMILIEKTY

? PerHCTPAITHOHHOTD J0Che
Omubra | 0 ) (P MM.06 MSG.014) f ~
oRTO: [MpegcTaARICHHE TaMeT AR = | “pI-IEM. H obpaboTra

@-;;-‘ : H Npeimomse HHi K AMEYAHHH H MPeaT0eHHH
KOMILIEKTY K KOMILTEKTY
| penm‘rpamm:.mom il o1 —— S — 9 PperHCTpaIlHOHHOIO J0Che )
| oOpaboTEH CBeJeHHH
* (P.MM.06.MSG.004)

: CrégeHHA 0 perdCcTPALTHHE
MEeTHITHHCKHY H3TeTHH
[cRreaeHHs MOy UeHkN |

@ Venex

Puc. 8. Cxema BEIIOMHEHHA TpaH3aKIuH o0mero mpomecca "IIpeacTapieHue 3aMedaHmin
¥ IIpeI0KEHUH K KOMILIEKTY perucrpanuoHHoro nocse" (P.MM.06.TRN.010)

Tab6muma 9

Omucanue Tpan3akmuu obmero npomnecca "IIpexcraBieHne 3aMeYaHmil ¥ IPEAJIOKESHMHM K
KOMILIEKTY perucTpanuoraoro gocke” (P.MM.06. TRN.010)

Ne /i O0s13aTeNbHBINA DIIEMEHT Omnucanne

1 2 3



1 Konosoe 0603HaueHue P.MM.06. TRN.010

IpEICTaBICHUE 3aMEUaHuil U
HammeHnoBaHue TpaH3aKIKUU OOIIETO

2 NPEMIOKEHUH K  KOMIUIEKTY
npotiecca
PETUCTPAIIOHHOTO JTI0ChE
[[TabmoH TpaH3aKIUU OOIIETO
3 3ampoc/0TBET
npotiecca
4 Wuunuupyrormas pojib MHHIIATOP

IpeACTaBICEHNE 3aMEYaHud W
5 WNHunuupyromas onepanus NpPEMAIOKEHUN K  KOMILUIEKTY
PETHCTPAIIMOHHOTO J10ChE

6 Pearupytomas ponb PECTIOHIEHT

npueM U o0paboTka 3aMeYaHHU U
7 IIpunumaromas onepamus NPEIJIOKEHUNH K  KOMIUJIEKTY
PETUCTPAIIIOHHOTO 10Che

CBCIACHUA (6] perucrpanunu
PeSyJ’ILTaT BBITIOJIHEHHWA TPpaH3aKIIUU

8 6 MenuiuHckux usnenuit (P.MM.06.
o01miero mporiecca
P BEN.001): cBeneHns momy4eHs
9 [MapameTphl TpaH3aKIMH OOIIETO
mporiecca:
BpeMsi IS TOATBEPKACHUS
IIOJyYEHHUS
BpEeMs MTONTBEPKACHUS TIPUHATHS B
P AITBEPAKA P 20 MuH
00paboTKy
BpeMsl O)KUJJaHUs OTBETa lu
MIPU3HAK aBTOPU3AIIH na
KOJIMYECTBO TIOBTOPOB 3
10 CooOnieHusT TpaH3aKIUU OOIIEro
mporiecca:
3aMEUYaHUsI M TPeLIOKEHUI K
HHULMUPYIOIee COODIIeHNE KOMIUIEKTY  PErUCTPALMOHHOIO
nocwse (P.MM.06.MSG.014)
YBEIOMIIGHHE O pe3yibTarax
OTBETHOE COOOIIEHNE obpaborku cBepennii (P.MM.06.

MSG.004)

[TapameTpsr cooOmeHni TpaH3aKIUH

11
o01iero mporecca:

mpusHak D11 HET

repesiada 3JIeKTPOHHOTO JIOKYMEHTa
¢ HekoppekTHor DLIIT

4. Tpar3axmus odmero mponecca "IIpencrapicHre NOATBEPKACHNIA IPH3HAHNSA (HETIPA3HAHNUA)
skcmeprHOro 3akmoderna” (P.MM.06.TRN.011)

20. Tpanzakuus obmero npouecca "lIpencraBneHre MOATBEPKACHUS TPU3HAHUS (
HenpusHauus) skcrneptHoro 3akmtoyeHuss” (P.MM.06.TRN.O11) BemmonHsiercs s
MIPEICTABIICHUS PECIIOHJIEHTY COOTBETCTBYIOIIMX CBeeHHUI. CXxemMa BBIITOJIHEHHS YKAa3aHHOU



TpaH3aKIKK OOIIEro mpoliecca npejcTapieHa Ha pucyHke 9. [lapamerpsl TpaH3aKIuu 001Iero
npoiiecca npuBeieHsl B Tadauie 10.

HuHHatop ‘PecnoHIeEHT
t Hu:l’;‘nep:lmeuﬂe OpHIHAHHA (HeNpHIHAHAL)
Omnadka [ | IKCTEepTHOTO|3aKTIOUEHHA |
KOHTPOIIE [IpegcTapneHne (P MMO6MSG016) [Tpnen 1 obpatoTra
OOATBEPEICHHA IIPHIHAHHA NOATEEPHIICHEA IIPHIHAHHA

{ HEPHSHAHRA ) IKCIEPTHOrO YBEIOMIICHIE 0 pesyIbTaTax (HEMPH3HAHHA) JECICPTHOTO

SARTIYCHHA oGpaGoTks cBeeruil AR TH TS HEA
] (P.MM. 06 MSG.004) LL

E 5 CH-IE:[E:I'EII.F.I' O PETHCTPALIHE
MEIHITHHCKHE H3ISTHI
[cBemenna momyaeHE]

é Vimex

Puc. 9. Cxema BHIIOJIHEHHWS TpaH3akIuu oOmero mpomecca "IIpexcraBnenue

MOITBEPKACHUI IpU3HaHNUA (HeNpU3HAHUA) SKcnepTHOro 3akmouenus” (P.MM.06.TRN.011)
Tabmauma 10

Omucanue Tpar3akmun obmero nponecca "IIpeacraBineHne DOATBEPKACHAA IPU3HAHUA (
Henpu3HaHUA) 3KcnepTHOro 3axmodeHus” (P.MM.06.TRN.011)

Ne /it O0s13aTENBHBINA DJIEMEHT Onucanue
1 2 3
1 KonxoBoe 0003HaueHme P.MM.06.TRN.O11

MPEJCTAaBICHHE MOATBEPKACHUS
HanmenoBanue TpaH3akIuu o0IIero
2 HNpU3HAHUSA (Hempu3HaHUs)
nporecca
IKCIEPTHOTO 3aKIHOYCHHS

[[TaGmoH TpaH3akIuu OOIIETO
3 3arpoc/oTBET
nporiecca

4 WNuunuupyromas poib WHULUATOP

MpeICTaBIeHUE TOATBEPXKICHUS
5 Muunuupyromas onepanus NpU3HAHUSA (Hempu3HAHUA)
9KCHEPTHOTO 3aKIH0YEHUS

6 Pearupytomas ponb PECTIOHIEHT

npueM 1 00paboTKa MOATBEPKACHHS
7 [MpuHMMaromas omnepanus NpU3HaHUs  (HENpU3HAHUS)
9KCHEPTHOTO 3aKJIIOYEHHS

CBEIEGHHS O  perucTpanuu
MenuiuHckux usnenuit (P.MM.06.
BEN.001): cBenieHus MosTy4eHsbI

Pe3ynbTaT BBIMOTHEHUS TPAH3AKIIUU
obrmiero mporecca

[MapameTpsl TpaH3aKIUH OOIIETO
nporecca:



BpeMia s NOATBCPIKACHUA —

TOJTY ICHUSI
BpEMs MOATBCPKACHUA TTPUHATHUA B 20 MHH
00paboTKy

BpeMsi OXKHIAHHUS OTBETA la
MPU3HAK aBTOPU3AIUH na
KOJIMYECTBO IOBTOPOB 3

CooOmieHnst TpaH3aKIUU OOIIEro
mporecca:

10

MOATBEpXKACHUE  mpu3HaHusI  (
HHUIUUPYIOLIEE COODIICHHE HEMPU3HAHMS)  JKCIEPTHOTO
3akmodeHus (P.MM.06.MSG.016)

YBEJAOMIIGHHE O pe3ylbTaTax
OTBETHOE COOOIICHUE o0pabotku cBeaenmii  (P.MM.06.
MSG.004)

1 [TapameTpsl cOOOIIEHUI TpaH3aKIINH
o01ero mpoiecca:

npusHak O HET

nepesiada 3JIEKTPOHHOTO JIOKYMEHTa
¢ HexoppekTHoH DIIIT

5. Tpan3aximus o6mero nponecca "Hanpasnernue yBeaoMIIeHHI 00 H3MEHEHUH COCTaBa
JOKyMEHTOB, COJIEpXKAMIUXCA B PETHCTPAMOHHOM JOChEe WM 0()OPMIIEHHBIX IIPH €TO
paccMorpernn” (P.MM.06.TRN.012)

21. Tpan3zakius obmiero mporecca "HampaBnenue yBenomiaeHus: 00 N3MEHEHHH COCTaBa
JOKYMEHTOB, COJIEPXKAIUXCS B PETHCTPAIMOHHOM JOChe WU O(OPMIIEHHBIX HPHU €ro
paccmorpenun" (P.MM.06.TRN.012) BeimonHsieTcs mjisi nOepedadyd pPECHOHIEHTY
COOTBETCTBYIOIIUX CBeJleHn. CxeMa BBITIOJIHEHHS YKa3aHHON TpaH3aKIMK OOIIero mpolecca
npencrapieHa Ha pucynke 10. Ilapamerpsl TpaH3akiuu o0IIero mpoiecca NPUBEICHBI B
tabmmie 11.



HAEHIHATOD

‘PecnmonaenT

Ounidea
KOHTPOILE

@

?

VeegomnenHe ob II":I-!';IEF!-EH'E!H COCTARA JOKYMEHTOB,

COOEPAIIHYCA B{PEerHCTPAllHOHHEOM

-

HanpasieHne ysegoMieHus -

o0 HIMEHSHHH COCTABA

JOKYMEHTOB, COTCPHAlHEC
B PErHCTPAHOHHOM JOCKE
HTH ohopMIeHHRX TPH ero. |
b

PACCMOTPEHHE

AdOCkEe HAH
TIPH Ero
(P.MM

oOPMISHHBIX _
paccMOTpeHHH |
06.0MSG.0LE)

VEeIoMIeHHE|0 PeIyABTATAX
0OpadoTHH cRedeHni

1l

.

(P.MM.O6|MSG.004)

!

: CBEACHNA O perucTpanuy |
MEHIHHCKHY H3emmi

[vBenomnenne momyaeno]

é Yemex

ITpnenm 1 obpaboTEa
YBEJOMISHHA 00 HIMeHEHHH
COCTABA JOKYMEHTOB,
COACPHANINNCE B
PerHCTPAHOHHOM JI0ChE
HIH 0fOpMISHHEIX ITPH 270
PACCMOTPEHHH

Puc. 10. Cxema BrmoiHEeHHA TpaH3akmum obmero mpomecca "HampaBnenme
yBeIOMIICHHS 00 M3MEHCHWH COCTaBa JOKYMEHTOB, COJEPKAIUXCA B PErHCTPAHOHHOM
Jocke W oopMiIeHHBIX mpH ero paccMorperun” (P.MM.06.TRN.012)

Ta6muma 11

Ommcanue Tpar3akoun ob6mero nmponecca "HampasiieHne yBegoMieHHs 00 MI3MEHEHHH COCTaBa
JOKyMEHTOB, COJIEpXKAIIUXCA B PETHCTPAMOHHOM JJOChEe WM 0()OPMIIEHHBIX IIPH €TO
paccmorpernn” (P.MM.06.TRN.012)

Ne i/t

1
1

O0s13aTENbHBINA DJIEMEHT
2

Konosoe o603HaueHue

HammenoBanue TpaH3aKIUK OOIIETO
nporecca

[[laGmon TpaH3akuu OOIIETO
mporiecca

Wuannumpytommas poib

HNHunuupyromas onepanus

Pearupytoias poiib

[Ipunumaromast onepauus

Onucanue
3
P.MM.06.TRN.012

HallpaBJIeHUE YBEAOMJICHHI 00

U3MEHEHUHU COCTaBa JOKYMEHTOB,
COJIEPXKAIIUXCS B PETUCTPAL[IOHHOM
JI0Che WM O(POPMIICHHBIX TIPH €TO0
paccMOTpeHnH

3arpoc/oTBeT

HHUIUATOP

HallpaBJIeHUE YBEAOMJICHHI 00

U3MEHEHUHU COCTaBa JOKYMEHTOB,
COJIEPKAIIUXCS B PETUCTPAIL[IOHHOM
JI0Che WM O(POPMIICHHBIX TIPH €TO
paccMOTpeHNH

PECTIOHIEHT

npreM u o0paboTka yBEeJOMIICHUS

00 M3MEHEHHH COCTaBa JOKYMEHTOB,
COZIePIKAIINXCS B PETUCTPALIMOHHOM
JI0OChE MM O(OPMIICHHBIX MPH €ro

paccMOTpeHHH



CBCACHUA (6] peructpanuun
Pe3yJ’ILTaT BBITIOJIHCHU S TPAH3aKIUN

8 MenuiuHckux usnenud (P.MM.06.
oO1ero mpouecca
BEN.001): yBegomiteHIE MTOTYyICHO
9 [TapameTpbl TpaH3akuuu O0OIIETO
nporecca:
BpeMsi Ui TOJTBEPKICHHUS
MOy YeHHSI
BpEMsl TIOATBEPKICHUS IPUHATHS B
P P P 20 MuH
00paboTKy
BpeMsi OKUIaHHsI OTBETA lu
MPU3HAK aBTOPHU3AIUH Ja
KOJIMYECTBO ITOBTOPOB 3
10 Coo0rieHnsT TpaH3aKIUU OOIIEro
porecca:
yBeqoMIIeHHe 00 HM3MEHEHUHU
cocTaBa JOKYMEHTOB,
MHHULUHUPYIOIIee COOOIIeHHEe COJIEPIKAILMXCSI B PErUCTPALMOHHOM
JI0Che WM OPOPMIIEHHBIX TPH €ro
pacemotpernu (P.MM.06.MSG.018)
YBEOMIIGHHE O pe3ylibTarax
OTBETHOE COOOIICHUE obpabotku ceeaenuii (P.MM.06.

MSG.004)

[TapameTpsl cooOImeHHH TPaH3aKIUH

11
obrmiero mporecca:

npusHak OIIIT HET

nepegava dJIEKTPOHHOTO JOKYMEHTa
¢ HexoppekTHor DLIIT

6. Tpar3akmus o6mero mponecca "IlorydeHue CBeeHMI O COCTaBe JOKYMEHTOB, COAECPIKAIMUXCA
B PETECTPAIHOHHOM J0Che Wi 0dopMiIeHHEIX Ipu ero paccMorperun” (P.MM.06.TRN.013)

22. Tpan3zakuus o6mero npouecca "[lonyuenue cBeeHU O COCTaBe JOKYMEHTOB,
COZIEpKAINXCSl B PETMCTPAIMOHHOM JI0Che WU O(OPMIICHHBIX MPHU €ro paccMoTpeHuu' (
P.MM.06.TRN.013) BeinosiHsieTcst 115l epegay peCOHIEHTY COOTBETCTBYIOIIUX CBEICHMUIA.
CxeMa BBINIOJIHEHUS YKa3aHHOM TpaH3aKIMU OOIIEro mpoiiecca npejcTaBieHa Ha pucyHke 11.
[TapameTpsl TpaH3aKIMK OOIIETO MpoIlecca MPUBEACHBI B Tabmuie 12.



‘HHummaTop

33'[[[]0’; CEBEACHHH O COCTABC IOKVMCHTOR, COICEALTHXCA
z ) i]fE'IIEIiHHHUHHU}T AOCHT LT thi}ph!.']tHHHx

Omutka
KOHTPOTA

Janpoc cBeIeHN O COCTARE
AOKYMEHTOR, COTCPEAIHNCR
B PErHCTPALMOHHOM JOCES [

OpH e10 [PACCMOTPEHHN

[Pecnionent

r

(P.MM.OSIMSG.019)

YeeqoMIeHHe |00 OTCYTCTEHH

-"—-. I.-[IJE:J;I.Z'l'HB.:“:HHI: EEE.’[’.‘.‘HHH
‘ O CocTake JJOKYMEHTOR,
COQCPRAIIXCH B

HI opaUTe R

NpPH 70 PACCMOTPERHA CheleHTIlD cocTane

; CBEASHEA O PerHCTPALIHH
METHUMHCK X 1 Teani
[cBEAsHEA NpeaCTARTCHR]

l‘ &
[ v
| - CBEJEeHHS O PerHcTPAtHN L
METHIHECKHX Hagemi
[cregenns oTeyTCTEYIOT]

é Yemex

cBeaeHu (P .MM.GG.MRG_EIGQ]: | perfcIpAnROHHOM A0CHE

W] T AOKYMCHTOE, |[COOCPEAMHXCH B
PECHCTPATHOHRHOM | TOCES HLITH UltlUpHHeHHL[?{
npi ero pacesmotperns| (P MM_06 MSG.020)

| A OhOPIIEHHRX
o [pH ero PACCMOTPEHHE

Puc. 11. Cxema BHIIONHEHHS TpaH3akmuu obmero nponecca "IlorydeHue cBeieHU# O
COCTaBe JOKyMEHTOB, COEPKAMMXCS B PETHCTPAMOHHOM JJOChEe WK O(POpMIICHHEIX IIPH €T0
paccmotpernn” (P.MM.06.TRN.013)

Tabmauma 12

Omucanune Tpan3akmun o6mero nponecca "Ilomyderne cBeieHMi O COCTaBe JOKYMEHTOB,
COJZIEpKAIIUXCA B PETHCTPAIMOHHOM IOCHe WM 0(OPMIICHHEIX IIpH e€ro paccMorpennn” (P.MM
.06.TRN.013)

Ne /i
1
1

O0s13aTeNbHBINA DIIEMEHT
2

Konosoe 0603HaueHne

HaunmMeHoBaHMe TpaH3aKIUK OOIIETO

mpounecca

[Tabmon TpaH3akuu o0OmIETO
nporecca

WNHunuupyromas poib

MHunuupyromas onepanus

Pearupytomas poib

Omnucanne
3
P.MM.06.TRN.013

MOJIyYeHHe CBEJACHUU O COCTaBe
JOKYMEHTOB, COJEPXKAITHUXCSA B
PETUCTPAIMOHHOM  JIOChE  HIIH
ohopMIICHHBIX  HpPH  €TO0

paccMOTpeHUH

B3aMMHBIE 005A3aTEIbCTBA

WHULIATOP

3ampoCc CBEOCHHH O
JIOKYMEHTOB, COJEpPXKAIUXCI B
PErHCTPAIMOHHOM JIOChE HIIU
o opMIEHHBIX npu ero

COoCTaBC

paccMOTpeHUH

PECOOHACHT



IpeACTaBICHUE CBEICHUM O cocTaBe

7 [MpuHMMatomas onepanus JIOKYMEHTOB, COJEpXalluxcs B
PETHCTPAIIMOHHOM JIOChE HJIN
0(GOpMIEHHBIX  THpPH  €T0
paccMOTpeHNH

CBEIEHHUS O  pEerucTpamnuu
MeaunuHckux m3aenuit (P.MM.06.
Pesynbrat Beimonnenus Tpansakuun BEN.001): cBeeHUs OTCYTCTBYIOT

8
oOrmiero mporecca CBEIICHUS O  pETUCTpamuu
MemunuHckux usnenui (P.MM.06.
BEN.001): cBeneHns mpeacTaBiIeHb
9 [MapameTphbl TpaH3aKIMKH OOIIETO
mporiecca:
BpeEMS JIT  TOATBEPKICHUS
p A AITBEPAA 10 Mun
TIOJy4YEHHUS
BpEMSI IOATBEPKICHHS IPHHITUS B
P ATBEPIAL p 20 MuH
00paboTKy
BpeMS[ OXnJgaHud OTBETa 1 q
MIPU3HAK aBTOPU3AIIH na
KOJIMYECTBO ITOBTOPOB 3
10 Coo0mieHnsT TpaH3aKIUU OOIIEro

mnmponecca:

3aIpoC CBEACHHH O COCTaBe
JIOKYMEHTOB, COJEpXalluXxcs B
UHUIMUpYIOIee cOoOIIeHue PETUCTPAIUOHHOM JI0ChE HIIU
0(GOpMIEHHBIX  TpPH  €TO0
paccmotpennu (P.MM.06.MSG.019)

CBEJICHUSI O COCTaBe JOKYMEHTOB,
COJICPIKAILMXCSI B PErUCTPALMOHHOM
JI0Che WM O(OPMIICHHBIX TIPH €T0
pacemotpernu (P.MM.06.MSG.020)
yBeJOMIIeHHE 00 OTCYyTCTBUH
ceeaenuit (P.MM.06.MSG.009)

OTBETHOE COO0IIEHNE

1 [TapameTpbl cOOOIIEHUI TpaH3aKINH
o01iero mpoiiecca:

npusHak O HET

nepesiada 3JIEKTPOHHOTO JIOKYMEHTa
¢ HexoppekTHoH DT

7. Tpan3akius obmero nponecca "IloxydeHre JOKyMEHTOB, COAEPIKAIIMXCA B PETHCTPAIIMOHHOM
JI0che Wik 0(opMIIeHHBIX IIpH ero paccMotperun” (P.MM.06.TRN.014)

23. Tpanzakuusi obuiero mporecca "l[lonydeHue TOKYMEHTOB, COAEPKAIIUXCS B
PETHCTPALIMOHHOM JTOChe Win oopmieHHBIX npu ero paccMorpeHuun” (P.MM.06. TRN.014)
BBITIOJTHSIETCS JIJIS TIepe/lauu PECIIOHECHTY COOTBETCTBYIOIMIMX CBeAeHUN. CXema BBITTOJTHEHUS
yKa3aHHOW TpaH3aKIMU OOIIero mpoilecca mpejcraBieHa Ha pucyHke 12. [lapamerpsl
TpaH3aKIMU O0IIEero mpolecca MpuBeAeHbI B Tabnuie 13.



Hurunatop

‘Pecnongent

Janpoc IoKYMEHTOR, COJepaalTHYCA B PErHCTPAHOHROM
A0ChE HIH D@DFM.:'IEHHHH IIpH €ro paccMoTPeHHE

?

1HII|JOC AOKYMEHTOR,
COJepHALIANCE B
@-(_—- PECHCTPALHOMHOM A0Cke [
HITH odopMIeHHEX OpH Ero
PACCMOTPEHEH

(P.MM.06|MSG.021) A "
& ﬁ]m,1craannels}:e
JOEYMEHTOR, COOSpEamHENCc
B PETHCTPALLHOHHOM 10Che
HIH ofopaIeHHEY IPH 2To
PRCCMOTPEHEN

Cinbka
KOHTPOIE

YeenoMIlenne od 0TCYTCTEHNA
coeTermni (P)MM 06 MSG.009)

JIOEYMEeHTEL | cogepaanrecs
0 o B PerHCTPALECHAOM J0Che HIH
l ofopMITCHHELE TIPH|CFD PACCMOTPEHHEH

(P.MM.OGIMSG.O2T)

: CHEACHHA O PerncTpalEm
MEAHIFHCKITY HaTemni
[eRenenna npaicTan/Ters |

é ¥omex

CCHEMEHH O PErHCTPALIHN
MeTHUHHCKNY ML 1eTHi
[cBemeHRA OTCYTCTRYIOT]

é Yenex

Puc. 12. Cxema BRIIOMHEHNA TpaH3aKIuH 06mero nponecca "Ilomydenne TOKyMEHTOB,
COZIEpXKAMMXCA B PErHCTPAMOHHOM JOChe WM O(POPMIICHHRIX IPH €0 paccMOTpeHHH" (
P.MM.06.TRN.014)

Tabmnuma 13

Omucanue Tpar3akmuu o6mero nponecca "IlorydeHne JOKYMEHTOB, COAEpKAIUXCA B
PETUCTPAIIOHHOM JO0CHE WX 0()OPMICHHBIX IIpH ero paccMorperun” (P.MM.06.TRN.014)

Ne i/t O0s13aTENbHBINA DIIEMEHT Omnncanne
1 2 3
1 KonoBsoe 0603Hauenne P.MM.06.TRN.014
MoJIydeHue JOKYMEHTOB,
) HanMeHoBaHue TpaH3aKIMU OOIIETO COAEPIKALTUXCS B PETUCTPAIIMOHHOM
npoiiecca JIOChE I O(GOPMIICHHBIX MPH €ro
pPaccMOTpEeHUH
[[TabmoH TpaH3aKIUU OOIIETO
3 B3aHMHBIE 00513aTeILCTBA
npoiiecca
4 WNuunuupytromas ponb MHULAATOD
3arpoc TOKYMEHTOB, COIACPKAITUXCS
B PETHCTPAIlMOHHOM JIOChEe WIH
5 WNuunuupyromas onepanus
o opMIIEHHBIX npu ero
pPaccMOTpEeHUH
6 Pearupytomas poib PECTIOHIEHT
MpelcTaBlieHne  JOKYMEHTOB,
COZIEpPKAIUXCS B PETUCTPALIHOHHOM
7 [Ipunumaromast onepanus

JI0Che WM O(POPMIICHHBIX TIPH €TO
paccMOTpeHNH



CBCACHUA (6] peructpanuun

MenuiuHckux usnenud (P.MM.06.
Pe3ynbpTaT BBIMOIHEHUS TPaH3AKIUH

8 .
ob1iero mponecca BEN.001): cBeeHHS OTCYTCTBYIOT
CBEICHUS O  pErUCTpamuu
MenuiuHckux usnenuit (P.MM.06.
BEN.001): cBenenus mpeacTaBiIeHbI
9 [MapameTphbl TpaH3aKIMH OOIIETO
mporiecca:
BpeMsi JUIS  MOATBEPKIACHUS
P ATBEP 10 Mmun
MOJTyYCHHS
BpeMsl TTONTBEPKACHUS IPUHATHS B
P JITBEPXA P 20 MuH
00paboTKy
BpEMsl OKUJIaHUs OTBETa lu
MIPU3HAK aBTOPU3AIIH na
KOJINYECTBO ITOBTOPOB 3
10 CooOmieHusT TpaH3aKIUU OOIIEro

mnmponecca:

3aIpoC JOKYMEHTOB, COAEPKAIIUXCS
B PETHCTPALlMOHHOM J0ChE WIIH
0GOpMIEHHBIX  TpPH  €TO0
paccmotpennu (P.MM.06.MSG.021)

HHUIMHPYIOIIee COOOIIeHne

JIOKyMEHTBI, COJepiKaliuecs B
PETHCTPAlIUOHHOM JIOChE HJIU
ohopMIEeHHBIE  IIpU  €To
pacemotpernu (P.MM.06.MSG.022)
yBeJOMIIeHHE 00 OTCYyTCTBUH
ceeaenuit (P.MM.06.MSG.009)

OTBETHOE COO0IIEHNE

1 [TapameTpbl cOOOIIEHUI TpaH3aKIINH
o01ero mporecca:

npusHak O HET

nepesiada 3JIEKTPOHHOTO JIOKYMEHTa
¢ HexoppekTHoH DIIIT

8. Tpansakmus o6mero mponecca "Ilomy4enue xoa Buja MeaumacKkax m3aeimit Corosa" (P.MM
.06.TRN.015)

24. Tpanzakius obmiero npouecca "[lonyuenne koja BUJla MEIUITMHCKUX U3CIUN
Coroza" (P.MM.06.TRN.O15) BeimonHsieTcs [Jisl Iepe/ladyd pECIOHAEHTY COOTBETCTBYIOIIUX
cBesieHnil. Cxema BBIMIOJIHEHUST YKAa3aHHOM TpaH3aKIMU OOIIero mpolecca npejacTaBieHa Ha
pucynke 13. [Tapamerpsl TpaH3akiuu o0I11IeTo Mpoliecca NpUBEAEHbI B Tadnuie 14.



‘Hnmarop

Peenonnent

$

Fanpoc BHAE senHEeEn s naaeani Cowsa

(P.ANLO6 MS(.023)

Ommdiea
RopTpoIn Janpoc koma BT
MEAHIHHCEHY Wi
Coroaa

¥ e oMIaeHne |00 OTCVTCTRRNR

| IpeacTaRmedde Koaa Biae
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aRmeH]
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i Checuns o B
SICTIHIHHC KRS e
[wern ve npeeTanicn]

é Yenex

Yerex

Puc. 13. Cxema BemoMHEeHHA TpaH3aknuu obmero nponecca "Ilomydenue koaa Bua
MemumuHckux u3nemmi Corosa" (P.MM.06.TRN.015)

Tabmnuma 14

Omucanue Tpar3akmun obmero nponecca "Iloryderue Koaa BHia MEAUIMHCKAX m3aemaii Coro3a"

(P.MM.06.TRN.015)

Ne /it
1
1

O0s13aTENBHBINA DJIEMEHT
2
KonxoBoe 0003HaueHme

HaunMeHoBaHMe TpaH3aKIUK OOILIETO
mpolrecca

[[TabmoH TpaH3aKIUU OOIIETO
mporecca

Wuannuupytommas poib
Wuannuupytommas onepamus
Pearupyromas pons

[puHMMaromas onepanus

Pe3ynbTaT BBITONHEHHS TPAH3aKITHH
o011ero mporecca

[TapameTpsl TpaH3aknuu 00IIETO
porecca:

Onucanue
3
P.MM.06.TRN.O015

MOJIyYCHHE KOJa BHIA METUIIMHCKUX
n3nenui Corosa

B3aMMHBIE 00513aTeILCTBA

HHUIUATOP

3amnpoc KoAa BHJA METUIIMHCKHUX
m3nenuit Coro3a

PECIIOHICHT

npejcTaBlIeHUe Koja BHIA
MeauuHcKux m3aennii Corosa
CBEIEHHUS O BHIAX MEIUIIMHCKHX
m3nenmit (P.MM.06.BEN.002): xox
OTCYTCTBYET

CBEINEHHUS O BHAAX MEIMIIMHCKHX
m3nenuii (P.MM.06.BEN.002): kox
MPEICTABIICH



BpeMs JAJdsd TOJATBEPKICHUA 10 Mmun

TOJTY ICHUSI
BpEMs MOATBCPKACHUA TTPUHATHUA B 20 MHH
00paboTKy

BpeMsi OXKHIAHHUS OTBETA la
MPU3HAK aBTOPU3AIUH na
KOJIMYECTBO IOBTOPOB 3

10 CooOmieHnst TpaH3aKIUU OOIIEro

nporiecca:
3amIpoc KoJa BUJAa MEAUIIMHCKHUX
WHUIAHPYIOIIee COOOIIeHNE mpemuii  Coroza (P.MM.06.MSG
.023)
KO BHAAa MEIUIMHCKHX H3IEINI
Coroza (P.MM.06.MSG.024)

OTBETHOE COOOIIEHNE
yBeJOMIIeHHEe 00 OTCYyTCTBUH

ceenennit (P.MM.06.MSG.009)

[TapameTpbl cOOOIIEHUI TpaH3aKIINH

11
o011ero mpoiecca:
mpusHak O HET

nepenaya 3EeKTPOHHOTO JOKyMEHTa
¢ HekoppekTHou DIITT

VIII. Ilopsaok AeHCTBHI B HEIITATHRIX CHTYAIAsIX

25. Ilpu urpOpMAIIMOHHOM B3aUMOJCHCTBUU B paMKax OOIIETro MpoIecca BEPOSTHHI
HEIlITaTHbIE CUTYyallUuH, Korjaa o0paboTKa JaHHBIX HE MOXKET ObITh MPOU3BEACHA B OOBIYHOM
pexume. Hemrataple cuTyanuu BOZHUKAIOT NMPU TEXHUYECKUX COOSAX, UCTCUCHUH BPEMEHU
OKUJIaHWUSI W B HUHBIX clydasx. s moiaydeHus ydYacTHUKOM OOIIero Impoiecca
KOMMEHTApUEB O NMPUYMHAX BO3HUKHOBEHUS! HELITATHOW CUTYyallMM M PEKOMEHJAINN 10 ee
Pa3peIICHUI0 TIPEAYCMOTPEHA BO3MOXKHOCTh HAMNpPaBJICHUS COOTBETCTBYIOILIETO 3ampoca B
CHyX0y TOIJAEPX KU HHTErpUpOBaHHONW WHPOpMaMOHHON cucTemMbl EBpasuiickoro
PKOHOMHUYECKOTo coro3a. OO0mme peKoMeHJaluu MO Pa3pelieHUI0 HEIITaTHOW CHUTYalluH
NpuBEJEHBI B Ta0uIe 15.

26. YIOTHOMOYEHHBIN OpraH rocy/lapcTBa-4jieHa MPOBOJIUT MPOBEPKY COOOIIEHUS, B
CBSI3M C KOTOPBIM MOJIYY€HO yBeJOMJIEeHHE 00 ommOke, Ha cooTBeTcTBHUE OmHCaHUIO
(GhopMaToOB U CTPYKTYP DJICKTPOHHBIX JIOKYMEHTOB M CBEJICHHUI U TPeOOBAHUSIM K KOHTPOIIIO
coo0uieHul, ykazanubiM B paszzene [X nacrosimero Pernamenta. B ciydae ecnu BBISIBIEHO
HECOOTBETCTBHE YKa3aHHBIM TPEOOBAHUSIM, YIOJHOMOUYEHHBIM OpraH rocyaapcTBa-uyjicHa
NPUHUMAET BCe HEOOXOIUMbIE MEPHI JUIsl yCTPaHEeHUsI BBISIBIIEHHOM omnOku. B ciyuae ecnu
HECOOTBETCTBUN HE BBIABICHO, YIOJIHOMOYEHHBIN OpPraH roCyJapCTBa-4J€HA HAIPABISECT
COOOIIEHHE C ONMHUCAaHMEM OJTOW HEHITaTHOW CHUTyallMd B CIYXO0y MOJJIEPKKH

MHTErPUPOBAHHON MH(POPMALIMOHHON crcTeMbl EBpa3niickoro 3KOHOMUYECKOTO COI03a.
Tabnuma 15



JlelicTBHS B HEIITAaTHHIX CATYALUAX

Kon nemrratHo#M cutyauuu

P.EXC.002

P.EXC.004

Omnucanne HEMTAaTHOH
CUTYyaIlH

2

HWHHIMATOP JBYCTOPOHHEH
TpaH3aKOWM  OO0MIeTO
mpouecca He MOJY4YHuI
COOOIIEHNE-OTBET IOCIIE
NCTCUCHUSIA
COrJIacOBaHHOTO
KOJIMYECTBA TIOBTOPOB

WHUIIMATOP TPaH3aKIUU
o01Iero mporecca Moy
yBeoMIIeHUe 00 ormmodke

IIpyunHbl HemTaTHOM

CUTyaluu

3

TEXHHYEeCKHe CcOoM B
TPAHCIIOPTHON CHUCTEME
WM CHUCTEMHas OIIMOKa
MIpoOrpaMMHOTO
obecreyeHus

HE CHUHXPOHH3UPOBAHBI
CIPaBOYHUKHU u
KJIACCU(UKATOPBI WIH HE
o6HOoBIeHE XML-cXeMbl
AJIIEKTPOHHBIX TOKYMEHTOB
(cBencHwmiA)

Onucanue neicTBuil mpu
BO3HUKHOBEHHUHU
HEIITATHOHM CUTYyalH

4

HEOOXOAMMO HAIPaBUTh
3almpoc B CIyxO0y
TEXHUYECKON MOANEPKKU
HaIlMOHAIBHOTO CErMEHTa,
B KOTOpoM OblIO
chopMHUPOBAHO
cooOrmenne

WHULIATOPY TpaH3aKIIUn

obmero  mpoiecca
Heo0X0oaMMO
CHHXPOHU3HPOBAThH
HCIOJb3yEMbIE
CIPaBOYHUKH "
KJIacCU(PUKATOPHl WU

00HOBUTh XML-cxeMbl
QJICKTPOHHBIX JOKYMCHTOB
(cBeneHwmit).

Ecnu cnpaBoyHUKH U
Ki1accu(pUKATOPHI
CHHXPOHHU3UPOBAHBI,
XML-cxeMbl 3JEKTPOHHBIX
JIOKyMCHTOB (CBEICHHI)
00HOBJIEHEI, HEOOXOINMO

HalmpaBUTh 3ampoc B
cyx0y  TOAACPKKH
NPUHEMAKIETO
Y4aCTHUKA

IX. TpeboBaHMA K 3aII0THEHHIO JIEKTPOHHBIX JOKYMEHTOB U CBEACHUI

27. TpeboBaHUs K 3aMOJHEHUIO PEKBU3UTOB JJICKTPOHHBIX JOKYMEHTOB (CBeACHUI) "

Ceenenust o paccmotpenuu skcneptHoro 3akimouenus" (R.HC.MM.06.002), nepenaBaembix B

cooO1uieHny "3aMeuanus U NpejIoKeHUsT K KOMIUIEKTY peructpanrontoro gocke" (P.MM.06
.MSG.014), npuBeaens! B Tabmnwuie 16.

Ta6muma 16

Tpe©oBaHAA K 3aMOHEHUIO PEKBH3HTOB AJIEKTPOHHBIX JOKYMEHTOB (CBeeHHi) "CBeIeHHA O
paccMoTpernn 3kcnepTHOro 3akmoderns” (R.HC.MM.06.002), nepenaBaeMsix B cooOmenuw "
3aMedaHMA ¥ MPEIOKEHUA K KOMIUIEKTY perucTpamuoHHoro xocke" (P.MM.06.MSG.014)

Kox tpeboBanus

DopMyIUpOBKa TPEOOBAHHUS

cCcian PEKBU3HUT

"KOZ[

cTpaHsbl" (csdo:

UnifiedCountryCode) 3amojiHeH, TO 3HaYeHHEe aTpudyTa

"Unentudukarop

kyaccugukaropa'

(aTpubyT



codeListld) B ero cocraBe JOIKHO coepkKaTh KOJOBOE
obo3HaueHne Kkiaccupukaropa CTpaH MHpa,
ykazanHoro B pasgene VII [IpaBun ma(pOpMaIimoHHOTO
B3aUMOJENCTBUSA

eciu PEKBU3UT "Kon cTpaHsbl" (csdo:
UnifiedCountryCode) 3amoiiHeH, TO €ro 3HauYcHHE
JIOJDKHO COOTBETCTBOBATH KOJY CTPaHbI COTJIACHO
KJIACCU(PHUKATOPY CTPaH MHpa B COOTBETCTBUU CO
cragaaptom [SO 3166-1

B 3JIEKTPOHHOM COOOLICHWH JOJDKEH OBITH 3alloJIHeH
pexBmut "Kon Buma qokyMeHTa, 0pOPMIICHHOTO TpH
paccMOTpEHHHN PETUCTPANMOHHOTO JOChEe Ha
MEIUIUHCKOE nsnenue" (hesdo:
MedicalProductRegistrationFileCode) mnu pekBusut "
HaunmeHoBaHMe BUIa TOKYMEHTa, OOPMIIEHHOTO MPH
PacCMOTPEHHH PETrUCTPAallMOHHOTO JIOChe Ha
MEeJIUIIHHCKOE n3znenue" (hesdo:
MedicalProductRegistrationFileName)

ecnu 3HaueHue pekBusnta "Koa BuIa NOKyMEHTa,
oopMIIEHHOTO TIPU PACCMOTPEHUH PETHCTPALIMOHHOTO
mocke Ha  MmemunuHckoe — umspenue"  (hesdo:
MedicalProductRegistrationFileCode) coorBercTByeT
3HaueHUio "zapyroe", To pekBm3uT "HanmmMeHoBaHme
BUJIA JIOKYMEHTa, O(DOPMIICHHOTO TIPU PACCMOTPEHHUU
PETHCTPAIMOHHOTO J0Che Ha MeAWIMHCKoe m3aenue"” (
hcsdo:MedicalProductRegistrationFileName)
3aIoJIHsIeTCsl 0053aTENBHO

28. TpeboBaHUs K 3aNOJIHEHUIO PEKBHU3UTOB AJIEKTPOHHBIX JTOKYMEHTOB (CBeAeHUM) "

Ceenenus o paccMoTpenuu skcrneptHoro 3akiaoueHus" (R.HC.MM.06.002), nepenaBaeMbIx B
coobmenun "CBeaenus skcneptHoro 3akiatodeHus" (P.MM.06.MSG.015), npuBeneHsl B

tabmure 17.

Ta6muma 17

TpeboBaHAA K 3aMOTHEHHIO PEKBH3HTOB AJIEKTPOHHBIX JOKYMEHTOB (CBeeHHit) "CBeeHn 0
paccMmoTpernn 3kcnepTHOro 3axmoderns” (R.HC.MM.06.002), nepenaBaeMsIx B cooOmenuw "
Ceenenms sxcneprHOro 3axmodenna” (P.MM.06.MSG.015)

Kox tpeboBanus

dopmynnpoBKa TpeOOBaHUS

ecnu PEKBU3UT "Kon cTpaHbl" (csdo:
UnifiedCountryCode) 3anonHeH, To 3Ha4eHue atpudyTa
"Unentuduxatop kiaccudukaropa"  (atpudbyr
codeListld) B ero cocraBe JOMKHO colepkKaTh KOJOBOE
o003HaueHHe KIacCUpUKATOpa CTpPaH MHpa,
ykazanHoro B paszaene VII [IpaBui mapOpMamonHOro
B3aNUMOJICUCTBHS

eciu PEKBU3UT "Kon cTpaHsbl" (csdo:
UnifiedCountryCode) 3amoiiHeH, TO €ro 3Ha4YcHHC
JIOJDKHO COOTBETCTBOBATh KOJY CTPaHbl COTJIACHO
KJIACCU(HUKATOPY CTPaH MHpa B COOTBETCTBUU CO
cragaaptom [SO 3166-1



B DJICKTPOHHOM COOOIICHHWHU JIOJDKEH OBITh 3aI0HEH
pexBmut "Kon Buma qokyMeHTa, 0OPMIICHHOTO TpH
PacCMOTPEHHH PETHUCTPAIMOHHOTO JOChe Ha
MEIUIUHCKOE nsnenue" (hesdo:
MedicalProductRegistrationFileCode) mnu pekBusut "
HaunmeHoBaHMe BUia JTOKYMEHTa, OOPMIIEHHOTO MPH
PacCMOTPEHHH PETrUCTPAallMOHHOTO JIOChe Ha
MEIUIMHCKOE nsnenune" (hesdo:
MedicalProductRegistrationFileName)

ecnu 3HaueHue peksu3uTa "Kox BHIa MOKyMEHTa,
oopMIIEHHOTO NIPU PACCMOTPEHUH PETHCTPALIMOHHOTO

mocke Ha  MmemunuHckoe — umsmenue"  (hesdo:
MedicalProductRegistrationFileCode) coorBeTcTByeT
3HAYCHUIO

"npyroe", To pekBu3uT "HaummeHoBaHHE BHIA
JOKYMEHTa, O(GOPMIECHHOTO TIPH PacCMOTPEHUH
PETHCTPAIMOHHOTO J0Che Ha MeAWIMHCKoe m3aenue"” (
hcsdo:MedicalProductRegistrationFileName)
3aroJHsETCs 0053aTENBHO

3HaueHHWe peksusuta "Kom BuOa JOKyMeHTa,
o(hopMIIEHHOTO MIPU PACCMOTPEHUH PETHCTPALIMOHHOTO
mocbe Ha  MmemunuHckoe — umimenue"  (hesdo:
MedicalProductRegistrationFileCode) wiu pekpuszura "
HaumenoBanue Buma J0KyMeHTa, 0QOPMIICHHOTO MPH
pacCMOTPEHHHM PETUCTPANMOHHOT'O0 JOChEe Ha
MEIUIMHCKOE nsnenue" (hesdo:
MedicalProductRegistrationFileName) IIOJIKHO
COOTBETCTBOBATH 3HAUYCHHUIO "DKCIEPTHOE 3aKitoueHue"

pexBusut "lIpusHak cornacoBanus nokymenta" (hesdo:
DocAgreementIndicator) He 3amonHAETCS

pexBusutr "lokyment B ¢opmare PDF" (hesdo:
PdfBinaryText) 3amonHsiercsi 00s3aTeNIbHO U JIOJDKEH
COZIEpIKaTh 3KCIEPTHOE 3aKITIOYCHHUE

29. TpeboBaHUA K 3aNOJIHEHUIO PEKBU3UTOB AJICKTPOHHBIX JTOKYMEHTOB (CBeAeHUM) "
Ceenenus o paccMoTpenuu skcrneptHoro 3akiatoueHus”" (R.HC.MM.06.002), nepenaBaeMbIx B
cooOuenun "lloarBepskaeHne npu3Hanus (HEMpU3HaHus) dKcnepTHOTo 3akiaoueHus” (P.MM
.06.MSG.016), mpuBeaeHs! B Tabnuie 18.

Ta6muma 18

TpeboBaHAA K 3aMOTHEHHIO PEKBH3HTOB AJIEKTPOHHBIX JOKYMEHTOB (CBeeHHit) "CBeeHn 0
paccMmoTpernn 3kcnepTHOro 3axmoderns” (R.HC.MM.06.002), nepenaBaeMsIx B cooOmenuw "
IToxTBepxaeHue npu3HaHWA (HeIPHU3HAHKUA) SKcriepTHOro 3akmoderns” (P.MM.06.MSG.016)

Kox tpeboBanus

dopmynnpoBKa TpeOOBaHUS

ecnu PEKBU3UT "Kon cTpaHbl" (csdo:
UnifiedCountryCode) 3anonHeH, To 3Ha4eHue atpudyTa
"Unentuduxatop kiaccudukaropa"  (atpudbyr

codeListld) B ero cocraBe JOIKHO colepkKaTh KOJOBOE



obo3HaueHne Kkiaccupukaropa CTpaH MHpa,
ykazanHoro B paszaene VII [IpaBmi napOpMaImoHHOTO
B3aUMOJENCTBUSA

eciu PEKBHU3UT "Kon cTpaHsbl" (csdo:
UnifiedCountryCode) 3amoyiHeH, TO €ro 3Ha4YcHHE

2 JIOJDKHO COOTBETCTBOBATH KOJY CTPaHbI COTJIACHO
KJIACCU(PHUKATOPY CTpPaH MHpa B COOTBETCTBUU CO
craagaptoMm ISO 3166-1

B 3JIEKTPOHHOM COOOLICHUH JOJDKEH OBITh 3alloJIHEH
pexBm3ut "Kon Buma JOKyMeHTa, 0pOPMIICHHOTO TPH
PAacCMOTPEHHH PETUCTPAllMOHHOTO JIOChE Ha
MEIUIMHCKOE nsnenue" (hesdo:
3 MedicalProductRegistrationFileCode) wimn pexsuzut "
HaumMeHoBaHue BUa TOKYMeHTa, OOPMIIEHHOTO MPH
pPaccCMOTpPEHUH PErucTPallMOHHOTO JI0OChe Ha
MEIUIIMHCKOC usgenue" (hcsdo:
MedicalProductRegistrationFileName)

ecnu 3HaueHwe peksm3uTa "Konx BHma MOKyMeHTa,
oopMIIEHHOTO NIPU PACCMOTPEHUH PETHCTPALIMOHHOTO
mocke Ha  MmemunuHckoe — usmenue"  (hcsdo:
MedicalProductRegistrationFileCode) coorBercTByeT

4 3HaueHuto "zapyroe", To pexBusuT "HanmmeHoBaHUe
BUJIA JIOKYMEHTa, O(DOPMIICHHOTO TPU PACCMOTPEHHUU
PETUCTPAIIOHHOTO AOChe Ha MEIUIIMHCKOe m3aenue” (
hcsdo:MedicalProductRegistrationFileName)
3arnoJiHAeTCS 0053aTENIBHO

3HaueHue pekBuzutra "Koja BHAa JOKYMEHTa,
0(OPMIICHHOTO TIPH PACCMOTPEHUH PETUCTPAITIOHHOTO
nocke Ha  wMemunuackoe — m3aenue"  (hcsdo:
MedicalProductRegistrationFileCode) wiu pekpusura "
HaumenoBanue Buna J0KyMeHTa, 0HOPMIICHHOTO MPH
PacCMOTPEHHHM PETUCTPAlMOHHOT'O0 JIOChEe Ha
MEIUIMHCKOE nsnenune" (hesdo:
MedicalProductRegistrationFileName) IIOJIKHO
COOTBETCTBOBaTh 3HaueHHi0 "llonTBepxkaeHue
Mpu3HaHUS (HETIPU3HAHUS ) SKCIIEPTHOTO 3aKTIOYeHUS"

pexBusut "lIpusHak cornacoBanus nokymenta" (hcsdo:
DocAgreementlIndicator) 3amonHseTCsS 0053aTEEHO

30. TpeboBaHusl K 3aMOJHEHUIO PEKBU3UTOB AJIEKTPOHHBIX JOKYMEHTOB (CBeAeHUi) "
JIOKyMEHT, COIepKaluicsl B PETHCTPAIlMOHHOM JOChe WU O(OPMIICHHBIA TPU €ro
paccmotpenun" (R.HC.MM.06.003), nmepenaBaeMbix B cooOmeHuu "YBegomiieHHE 00
W3MCHCHUU COCTaBa JOKYMCHTOB, COJICP)KAIIUXCS B PETHCTPAIIMOHHOM JOCHE FWIIH

odopmiteHHBIX TIpH ero pacemorpenun” (P.MM.06.MSG.018), npuBeaens! B Tadauie 19.
Tabnuma 19

TpeboBaHm K 3aIIOTHEHUIO PEKBU3UTOB AJICKTPOHHBIX JOKYMEHTOB (CBeCHUI) "J[0OKyMeHT,
COZIePXKAIUICS B PETHCTPAIMOHHOM JOChe WM 0(opMIIeHHEIH TIpH ero paccMoTpeHun" (



R.HC.MM.06.003), mepegaBaeMbIxX B cooOmeHnH "YBeJOMICHHAE 00 H3MEHEHHH COCTaBa
JOKyMEHTOB, COJEPXKAIIUXCSA B PETHCTPAIMOHHOM JOCHE WM 0()OPMIICHHBIX IIPH €TO
paccmotpernn” (P.MM.06.MSG.018)

Kon tpeboBanus DopMynrupoBKa TPeOOBAHUS

eciu PEKBU3UT "Kon cTpaHbl" (csdo:
UnifiedCountryCode) 3amonHeH, TO 3HaYeHHE aTpuOyTa
"Unentudukarop kmaccudpukaropa" (aTpubyT

1 codeListld) B ero cocraBe TOIKHO COAECPIKATH KOTOBOE
o0o3HaueHne kiaccupukaropa CTpaH MUpa,
ykazanHoro B paznene VII [IpaBun nHpopmanuoHHoro
B3aUMOJEHCTBUS

ecitu PEKBH3UT "Kon cTpaHsbl" (csdo:
UnifiedCountryCode) 3amnosiHeH, TO ero 3HadeHHUE

2 JOJDKHO COOTBETCTBOBaTh KOJy CTPaHbl COTJIACHO
KJIACCU(HKATOPY CTpaH MHpa B COOTBETCTBUU CO
cragaaptom [SO 3166-1

B 3JICKTPOHHOM COOOIICHUH IOJKEH OBITh 3alOJIHCH
pexkBu3uT "Homep 3adBieHHS Ha pPETUCTPALUIO
MEIUIUHCKOT O usnenus" (hcsdo:
MedicalProductApplicationld) nnu pexsusur "Homep
perucTpaHOHHOTO yaoctoBepeHus" (hesdo:
RegistrationCertificateld)

ecJI 3HaueHue peksusurta "lIpu3Hak MpUHAIIEKHOCTH
JMOKyMeHTa K peructpanuonHomy gocbe" (hcsdo:
RegistrationFilelndicator) cooTBeTcTBYyeT 3Ha4YeHHIO "
JIOKYMEHT, COICpKAIUIiCS B PETUCTPAIIMOHHOM JTOCHE
Ha MEIMIMHCKOE M3ene", TO JOKEH OBITh 3aII0THEH
pexkBm3uT "Kox BHIOa JHOKyMEHTa, CONEPIKAIIETOCS B
PETHCTPAIMOHHOM JIOChe Ha MeaulMHCKoe u3aenue’ (
hcsdo:MedicalProductRegistrationDocCode)  umm
pexBu3uT "HaumeHoBaHue BHUJa JOKYMEHTA,
COJICpXKAIIECTOCS B PETHCTPANIMOHHOM JOCHE Ha
MEIUIUHCKOE nsnenue" (hesdo:
MedicalProductRegistrationDocName)

ecii 3HayeHue pekBusuTa "[Ipu3Hak NpUHAAIEKHOCTH
MOKyMeHTa K peructpanuonHomy pgocbe" (hcsdo:
RegistrationFilelndicator) cooTBeTcTByeT 3Ha4YeHHIO "
JIOKYMEHT, O(OPMIICHHBIH MPH PACCMOTPEHHUH
PETHCTPAITMOHHOTO JI0Che", TO OJDKEH OBITH 3alOTHEH
pexBusut "Koj Buma mokymeHTta, 0hOPMIICHHOTO MPH
5 PacCMOTPEHHH PETrUCTPAallMOHHOTO JIOChe Ha
MEIUIHHCKOE usgenue" (hcsdo:
MedicalProductRegistrationFileCode) mmm pexkBusut "
HaunMeHoBaHMe BUa JTOKYMEHTa, OOPMIICHHOTO MPH
pPacCMOTpPEHUH PErHUCTPAalMOHHOTO JOChe Ha
MEIUIUHCKOE usnenue" (hcsdo:
MedicalProductRegistrationFileName)

ecnu 3HaueHue pekBuszuta "Koa BuIa OKyMEHTa,
COJIEpXKAIIETOCS B PETHCTPAIIMOHHOM JOChE Ha
MEIUIUHCKOE nsnenue" (hcsdo:
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MedicalProductRegistrationDocCode) cooTBeTcTBYyET
3HaueHuto "apyroe", to pekBusur "HanmenoBaHue

BUJIA TIOKyMEHTA, COAEPIKAILETOCS B PETUCTPALIHOHHOM
nocke Ha  Memunuackoe — m3xenue"  (hcsdo:
MedicalProductRegistrationDocName) 3amonHsiercs

00s13aTeNbHO

ecnu 3HaueHue pekBuszuta "Koa BuUIa OKyMEHTa,
o(opMIIEHHOTO TIPU PACCMOTPEHUH PETHCTPAIIMOHHOTO
mocbe Ha  wMmemumuHckoe — umimenue"  (hesdo:
MedicalProductRegistrationFileCode) coorBeTcTByeT
3HaueHuto "zapyroe", To pexBusuT "HanmmeHoBaHue
BHJa JIOKYMEHTa, 0(DOPMIIEHHOTO IPH PACCMOTPEHHUU
PETUCTPALMOHHOTO JOChEe Ha MEIUIMHCKOE u3zenue’ (
hcsdo:MedicalProductRegistrationFileName)
3aroIHsAETCs 00I3aTENBHO

ecnu pexkBu3uT "OmnucaHue 3JeMEHTa JOKyMEHTa,
o(opMIIEHHOTO TIPU PACCMOTPEHUH PETHCTPALIMOHHOTO
JOChe Ha MEIUIHMHCKOE HW3JeNHe, MM JOKyMEHTa,
COJIEPIKAIIETOCSI B PETUCTPALMOHHOM JOChE Ha
MEIUIUHCKOE usnenue" (hcsdo:
MedicalProductAttributeText) 3amoiHeH, TO IOKEH
ObITh 3anonHeH pexkBu3uT "Kong Buzma snemeHTa
JoKkyMeHTa" (atpubyr
MedicalProductAttributeKindCode) wmm pexBu3HUT
HammenoBanue Buma sneMeHTa MOKyMeHTa" (aTpulOyT
MedicalProductAttributeKindName)

ecin 3HaueHue pexBusuTa "Koa Buaa snemeHTa
JOKyMeHTa" (atpulyr
MedicalProductAttributeKindCode) coorBercTByeT
3HaueHuio "zapyroe", To pekBm3uT "HanmeHoBaHme
BUJa  DJEMeHTa  JoKyMmeHTa" (atpubyTt
MedicalProductAttributeKindName)  3anominsiercs
00s13aTeNbEHO

ecnn 3HavyeHue pekBusuta "Kon BuAa MOKYMEHTA,
o(opMIIEHHOTO MIPU PACCMOTPEHUH PETHCTPALIMOHHOTO
mocbe Ha  MmemunuHckoe — umimenue"  (hesdo:
MedicalProductRegistrationFileCode) wiu pekpuszura "
HaumenoBanue Buna J0KyMeHTa, 0QOPMIICHHOTO MPH
pacCMOTPEHHHM PETUCTPANMOHHOT'O0 JOChe Ha
MEIUIUHCKOE nsnenue" (hesdo:
MedicalProductRegistrationFileName) cooTrBercTByeT
3HA4YCHHIO "3ampoc 3asgBUTEIIO C YKa3aHHEM XapakTepa
3aMeuaHuil", To 3HadeHue pekBuzuta "Konm Buaa
JJIeMeHTa nokyMmeHra" (atpudyrt
MedicalProductAttributeKindCode) wim pekBusura
HaumeHoBaHue BUaa diieMEHTa JOKymeHTa" (aTpulyT
MedicalProductAttributeKindName) IIOJDKHO
COOTBETCTBOBAThH 3HAUEHHIO "CPOK OTBETa Ha 3ampoc”

ecnu 3HaueHue pekBusutra "Koa BuIa OKyMEHTa,

0(OPMIICHHOTO TIPH PACCMOTPEHUH PETUCTPAITIOHHOTO
nmocke Ha  MemummuHckoe — m3xenue"  (hcsdo:
MedicalProductRegistrationFileCode) wimm pexksusura "
HaunmeHoBaHue BUia JTOKYMEHTa, OOPMIIGHHOTO MPH



PacCMOTPEHHH PETUCTPAllMOHHOTO JIOChe Ha
MEIUIUHCKOE u3ngenue" (hesdo:

11 MedicalProductRegistrationFileName) cooTrBercTByeT
3HaueHnio "OTBET 3asSBUTEINS C yKa3aHHUEM XapakTepa
3aMeuaHuii", To 3HadeHue pekBusuta "Konm Buaa
JJIeMeHTa nokyMmeHra" (atpuobyrt
MedicalProductAttributeKindCode) wnu pekBusura "
HaunmMenoBanue Buia sneMeHTa JOKyMeHTa" (aTpuOyT
MedicalProductAttributeKindName) IOJKHO
COOTBETCTBOBAaTh 3HadeHWio "Homep moKyMeHTa

OocHOBaHHA"

12 pexBu3utT "lokyment B ¢opmare PDF" (hcsdo:
PdfBinaryText) He 3anosHseTcs

13 pexkBuszut "Jlokyment B ¢opmare XML" He

3aIll0JIHACTCA
31. TpeboBaHus K 3alOJHEHHIO PEKBU3UTOB AJIEKTPOHHBIX JOKYMEHTOB (cBeAeHUM) "
JIOKyMEHT, coliepKaluiicsi B PETUCTPAIlMOHHOM JOChe WU O(OPMIIECHHBIA TpPHU €ro
pacemotpenun" (R.HC.MM.06.003), nepenaBaemMbix B cOOOIIeHUH "3ampoc CBEACHUN O
COCTaBe JOKYMEHTOB, COJIEPXKAILUXCS B PETUCTPALIMOHHOM JI0Che WM O(OPMIIEHHBIX IIPH €T0

paccmotpenuu" (P.MM.06.MSG.019), npuBenens! B Tadmautie 20.
Ta6muma 20

TpeboBaHwMA K 3aIIOIHEHHIO PEKBU3UTOB AJIEKTPOHHLIX JOKyMEHTOB (cBemeHmit) "J[oKyMeHT,
COJIepXKAIIUICA B PETHCTPAIMOHHOM JOChEe WM 0(OPMIICHHEIH IIPH €ro pacCMOTpeHHH" (
R.HC.MM.06.003), nepeaBaeMbIX B COOOIMEHHH "3ampoc CBEEHHUH O COCTaBe JOKyMEHTOB,
COJIEPKAIUXCA B PETHCTPAIMOHHOM J0CHe WM 0()OpMIICHHBIX IIPH €ro paccmorpernn” (P.MM
.06.MSG.019)

Kon TpeboBanus dopmynnpoBKa TpeOOBaHUS

ecnu PEKBHU3UT "Kon cTpaHbl" (csdo:
UnifiedCountryCode) 3amosiHeH, To 3Ha4eHUe aTpudyTa
"Unentuduxatop kinaccudukaropa"  (aTpudbyr

1 codeListld) B ero cocraBe TOMKHO COACPIKATH KOJIOBOE
o003HaueHHe KlacCUpUKATOpa CTpPaH MHpa,
ykazanHoro B pasgene VII [IpaBui mapOpMaImoHHOTO
B3aNUMOJICUCTBHS

eciu PEKBH3UT "Kon cTpaHsbl" (csdo:
UnifiedCountryCode) 3amoiiHeH, TO €ro 3Ha4YcHHE

2 JIOJDKHO COOTBETCTBOBATH KOJY CTPaHbl COTJIACHO
KJIAaCCU(PHUKATOPY CTpPaH MHpa B COOTBETCTBUU CO
cragaaptom [SO 3166-1

B DJICKTPOHHOM COOOIICHHUHU JIOJDKEH OBITH 3aI0HEH
pexBuszut "Homep 3asBieHUs Ha pPErucTpaLuio
MEIUIIMHCKOTO usnenus" (hcsdo:
MedicalProductApplicationld) nmm pexsmsut "Homep
PETUCTPAIMOHHOTO yaocToBepeHus" (hcsdo:
RegistrationCertificateld)

pexBusut "Kon BHIa NOKyMeHTa, COIepiKallerocs: B
PEeTHCTPalMOHHOM JOChe Ha MeauImHCcKoe m3menne (



4 hcsdo:MedicalProductRegistrationDocCode)  He
3aT0THSETCS

pexkBu3uT "HanmeHoBaHHe BHIa JOKYMEHTa,

COJIEPIKAIIEroCsl B PETUCTPAlMOHHOM JOChe Ha
MEIUIIMHCKOC usnenue" (hcsdo:
MedicalProductRegistrationDocName) He 3amonHseTcs

pexBusut "Kon Buna mokymenrta, ohOpMICHHOTO TPH
pPaccMOTpPEHUH PErucTPalMOHHOTO JI0OChe Ha
MEIUIIMHCKOE usgenue" (hcsdo:
MedicalProductRegistrationFileCode) He 3amonusiercs

pekBu3uT "HamMmeHoBaHWEe BHIa JOKYMEHTa,

0(hOPMIIEHHOTO TIPH PACCMOTPEHUH PETUCTPALIMOHHOTO
mocke Ha  MemunuHckoe — usmenue"  (hcsdo:
MedicalProductRegistrationFileName) He 3amonusercs

pexBm3ur "OmnmcaHme dSIEeMEHTa JOKYMEHTa,
0(hOPMIIEHHOTO TIPH PACCMOTPEHUH PETUCTPALIMOHHOTO
JOChe Ha MEJHMIIMHCKOE H3JeNHe, WM JIOKyMEHTa,
COJIEPIKAIIEerocsi B PETUCTPALlMOHHOM JOChE Ha
MEIUIMHCKOE usgenue" (hcsdo:
MedicalProductAttributeText) He 3amonHseTcs

pexBu3utr "Jlokyment B ¢opmare PDF" (hcsdo:
PdfBinaryText) He 3anonHsieTcs

ekBU3UT "JIOKYMEHT B opmate XML" He
p y p
3aII0JIHSIETCS
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32. TpeboBaHus K 3alOJHEHUIO PEKBU3UTOB AJIEKTPOHHBIX JOKYMEHTOB (CcBeAeHuUi) "
JIOKyMeHT, cojepKalluiicsi B PETUCTPALlMOHHOM JI0Che WU O(OPMIICHHBIM MPHU €ro
pacemorperun” (R.HC.MM.06.003), nepenaBaeMbix B coobmeHun "CBeaeHUs O COCTaBe
JIOKYMEHTOB, COJECPKAIIUXCS B PETUCTPAIIMOHHOM JOChEe WM O(DOPMIICHHBIX MPU €TO
paccmotpenun" (P.MM.06.MSG.020), nmpuBenenst B Tabmuie 21.

Ta6muma 21
TpeboBanus K 3amoOJHEHHIO PEKBU3UTOB JJIEKTPOHHBIX JAOKYMEHTOB (CBeneHHi) "
JIOKyMEeHT, coJepXxaluicsi B PErMCTPAalMOHHOM J0Che€ WU O(OPMIEHHBIA MpU €ro
paccmotpenun" (R.HC.MM.06.003), nepenaBaembix B coobmieHuu "CBeleHHUsI O COCTaBe
JIOKYMEHTOB, COJAEPKAIIUXCS B PETUCTPAlUOHHOM JOChE€ WM O(DOPMIIEHHBIX MPU €ro
paccmoTpenun” (P.MM.06.MSG.020)
KOZ[ Tp€60BaHI/IH CDOpMyJ'II/IpOBKa Tp€6OBaHI/I$I

ecitu PEKBH3UT "Kon cTpaHsbl" (csdo:
UnifiedCountryCode) 3amojiHeH, TO 3HaYeHHEe aTpudyTa
"Unentuduxatop knaccudukaropa"  (aTpudbyr

1 codeListld) B ero cocraBe TOMIKHO COICPIKATH KOJIOBOE
obo3HaueHne Kkiaccupukaropa CTpaH MHUDpa,
ykazanHoro B pasgene VII [IpaBui mapopMaimoHHOT0O
B3aUMOJENCTBUSA

eciu PEKBHU3UT "Kon cTpaHsbl" (csdo:
UnifiedCountryCode) 3amoyiHeH, TO €ro 3Ha4YcHHE



JIOJKHO COOTBETCTBOBATH KOJy CTPAHBI COTJIACHO
KJIACCU(PHUKATOPY CTPaH MHpa B COOTBETCTBUU CO
craagaproM ISO 3166-1

B 3JICKTPOHHOM COOOIIECHHH O/DKEH OBITH 3alOJIHEH
pexBuszut "Homep 3asiBieHUs Ha pPErucTpaluio

MEJIHIUHCKOTO u3aenus" (hcsdo:
MedicalProductApplicationld) nwim pexsusur "Homep
perucTpanuoOHHOTO yaocToBepeHus" (hcsdo:

RegistrationCertificateld)

€CJIi 3HaYeHue peku3uTa "[Ipu3HaK MPUHAIIC)KHOCTH
MOKyMeHTa K peructpanuoHHoMmy pgocke" (hcsdo:
RegistrationFilelndicator) cooTBeTcTByeT 3Ha4YeHHIO "
JIOKYMEHT, COJICPIKAIIHMIACS B PETHCTPAIIMOHHOM JI0ChE
Ha MEIUIIMHCKOE M3Aenue", TO JO/KEH OBITh 3aIl0JIHEH
pexkBusut "Koj BHIa JOKyMeHTa, COJEpKaIerocs B
PETHCTPALMOHHOM JOChe Ha MeauImHCcKoe m3aenue” (
hcsdo:MedicalProductRegistrationDocCode)  wnmu
pexBu3uT "HaumeHoBaHHMEe BHIAa JOKYMEHTA,
COJICPIKAIICTOCS] B PETHCTPAIMOHHOM JOChe Ha
MEIUIUHCKOE usnenue" (hcsdo:
MedicalProductRegistrationDocName)

eci 3HaYeHue pexBu3nTa "[Ipu3HaK IpHUHAAIEKHOCTH
IOKyMeHTa K perucrpanuoHHoMy pnocbe" (hcsdo:
RegistrationFilelndicator) cooTBeTrcTByeT 3HaYeHHIO "
JIOKYMEHT, O(QOPMIICHHBIH MPH PACCMOTPEHHUH
PETUCTPAIIMOHHOTO JIOChEe", TO TOJDKEH OBITh 3aMOTHEH
pexBm3ut "Kon Buma qoKyMeHTa, 0OPMIICHHOTO TPU
PacCMOTPEHHH PETUCTPAllMOHHOTO JIOChe Ha
MEIUIUHCKOE nsnenue" (hesdo:
MedicalProductRegistrationFileCode) wmm pexsuzut "
HaumeHoBaHue BUia IOKYMeHTa, OOPMIIEHHOTO MPH
pPaccCMOTpPEHUH pEerucTpallMOHHOTO JI0Che Ha
MEIUIIMHCKOE usgenue" (hcsdo:
MedicalProductRegistrationFileName)

ecnu 3HaueHWe peksm3uTa "Konm BHma MOKyMeHTa,

COJepKallerocss B PETHUCTPALIMOHHOM JOChEe Ha

MEIUIIMHCKOE usgenue" (hcsdo:
MedicalProductRegistrationDocCode) cooTBercTByeT
3HaueHuto "zapyroe", To pexBusuT "HanmeHoBaHue

BHUJIa TOKyMEHTA, COACPIKAILETOCS B PETUCTPALIHOHHOM
nmocke Ha  Memunuackoe — m3aenue"  (hcsdo:
MedicalProductRegistrationDocName) 3amosnHsiercs

00s13aTeNbHO

ecnu 3HaueHue pekBuszuta "Koa BHIa OKyMEHTa,
0(OPMIICHHOTO TIPH PACCMOTPEHUH PETUCTPAITIOHHOTO
nmocke Ha  Memunuackoe — m3penue"  (hcsdo:
MedicalProductRegistrationFileCode) coorBeTcTByeT
3HaueHuio "zapyroe", To pexkBusuT "HanmeHoBaHUe
BUJA JOKYMEHTa, 0()OPMIICHHOTO TPU PACCMOTPECHUHU
PETHCTPAIMOHHOTO JOChE Ha MeAUIUHCKoe m3nemue" (
hcsdo:MedicalProductRegistrationFileName)
3aMOTHACTCS 005M3aTENBHO
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11

12

13

ecnu 3Hauenue pexBusuta "Kona Buaga anemeHTa
JokyMmeHTta" (aTpubyr
MedicalProductAttributeKindCode) cootBercTByeT
3HaueHuio "zapyroe", To pekBm3uT "HanmeHoBaHme
1:379) ¢:] 3JIeMEHTa JokymeHrta" (aTpubyT
MedicalProductAttributeKindName)  3anosnsiercs
00s13aTeNBEHO

ecnn 3HaueHWe peksm3uTa "Konm BHma MOKyMeHTa,
o(opMIIEHHOTO MIPU PACCMOTPEHUH PETHCTPALIMOHHOTO
mocke Ha  MemunuHckoe — usmenue"  (hcsdo:
MedicalProductRegistrationFileCode) nnu pexBuzura '
HaunmeHoBaHue BUia TOKyMEHTa, OOPMIIEHHOTO NPH
PACCMOTPEHUH  PETrUCTPAIMOHHOTO JOChe Ha

MEIUIUHCKOE nsnenue" (hesdo:
MedicalProductRegistrationFileName) coorBercTByeT

3HaYeHMIO0 "3ampoc 3asBUTENIO C YKa3aHUEM XapaKTepa
3aMeuaHuii", To 3HadeHue pekBusuta "Kon Buaa
3JIeMEHTa JoKyMeHTa" (aTpubyT
MedicalProductAttributeKindCode) wmm pexsusuta
HawumenoBanue Buma sneMeHTa TOKyMeHTa" (aTpulOyT
MedicalProductAttributeKindName) JIOJHKHO
COOTBETCTBOBATH 3HAYCHHUIO "CPOK OTBETA Ha 3ampoc”

n

ecnu 3HaueHue pekBuszuta "Koa BuIa OKyMEHTa,
0(OPMIICHHOTO TIPH PACCMOTPEHUH PETUCTPAITIOHHOTO
nmocke Ha  MemummuHckoe — m3aenue"  (hcsdo:
MedicalProductRegistrationFileCode) mwimm pexksusura "
HaumenoBanue Buaa A0KyMeHTa, 0OPMIICHHOTO MPH
PacCMOTPEHUU PETUCTPAIMOHHOTO JOChe Ha
MEIUIMHCKOE usgenue" (hcsdo:
MedicalProductRegistrationFileName) cooTrBercTByeT
3HAaYCHHUIO "OTBET 3asABHUTENA C yKa3aHHEM XapaKTepa
3amMedaHuii", To 3HaueHwe pekBusnta "Kox Buma
JJIeMeHTa nokyMmeHra" (atpu0yT
MedicalProductAttributeKindCode) winu pekBusura
HaumeHoBaHMe Buia sieMeHTa JOKyMeHTa" (aTpulyT
MedicalProductAttributeKindName) JOJKHO
COOTBETCTBOBaTh 3HaueHHo "Homep noxymeHTa

ocHoBanus"

ecnu pexkBu3uT "OmnucaHue 3JeMEHTa JOKyMEHTa,
oopMIIEHHOTO TIPU PACCMOTPEHUH PETHCTPALIMOHHOTO
JOChE Ha MEIUIHMHCKOE HW3JIeNHe, MM JOKyMEHTa,
COJIepIKALIEr0Cs B PETHUCTPALIMOHHOM JOChEe Ha
MEIUIMHCKOE nsnenue" (hesdo:
MedicalProductAttributeText) 3amoiHEeH, TO DOKEH
OpITh 3amoniHeH pekBM3UT "Kox Bumga syeMmeHTa
JOoOKyMeHTa" (atpulyr
MedicalProductAttributeKindCode) wmm pexBu3uT
HanmeHoBaHMe BHIa dleMeHTa JOKyMeHTa" (aTpuOyT
MedicalProductAttributeKindName)

n

pexBu3ut "lokyment B ¢opmare PDF" (hcsdo:
PdfBinaryText) He 3anonHseTcs

pexBusutr "Jlokyment B ¢opmare XML" =He
3aToJIHAeTCS



33. TpeboBaHus K 3alOJHEHUIO PEKBU3UTOB AJIEKTPOHHBIX JOKYMEHTOB (CcBeAeHUi) "
JIOKyMEHT, cojepKalluicsi B PETUCTPALlMOHHOM JI0Che WM O(OPMIICHHBIA MpPHU €ro
pacemorpernn” (R.HC.MM.06.003), nepenaBaecMbIX B cooOmeHnu "3ampoc JOKYMEHTOB,
COJIEpKAIIMXCSl B PETHUCTPAIIMOHHOM JIOChe WU O(OPMIICHHBIX MPHU €ro paccMoTpeHuu' (

P.MM.06.MSG.021), npuBenensl B Tadiuwe 22.
Tabmnuma 22

TpeboBaHMS K 3aIOTHEHHIO PEKBH3HTOB AIIEKTPOHHBIX JOKYMEHTOB (CBefeHui) "JloKkyMeHT,
COJIepKaIIUiiCSA B PErHCTPAIMOHHOM JIOChe WM 0(OpMIICHHBIH TPH €ro paccMoTpeHHH" (
R.HC.MM.06.003), mepezaBaeMbIxX B co0OmeHnH "3anpoc JOKYMEHTOB, COJIEPXKAIMUXCA B
PErHCTPaHOHHOM J0Che WK 0OpMIICHHEIX IIpH ero paccMorperun” (P.MM.06.MSG.021)

Kon TpeboBanus dopmynnpoBKa TpeOOBaHUS

ecnu PEKBU3UT "Kon cTpaHbl" (csdo:
UnifiedCountryCode) 3anonHeH, To 3Ha4eHue atpudyTa
"Unentuduxatop kinaccudukaropa"  (atpubyr

1 codeListld) B ero cocraBe TOMMKHO COIEPIKATh KOJIOBOE
o0o3HaueHHe KiacCUpUKATOpa CTpPaH MHpa,
ykazanHoro B paszaene VII [IpaBui ma(pOpMamoHHOro
B3aUMOJICUCTBHS

eciu PEKBH3UT "Kon cTpaHsbl" (csdo:
UnifiedCountryCode) 3amoiiHeH, TO €ro 3Ha4YcHHC

2 JIOJDKHO COOTBETCTBOBATh KOJY CTPaHbl COTJIACHO
KJIACCU(PHUKATOPY CTpPaH MHpa B COOTBETCTBUU CO
craggaptom [SO 3166-1

B DJICKTPOHHOM COOOIICHHMHU JIOJDKEH OBITH 3aI0JHEH
pexBuszut "Homep 3asBieHUs Ha pPEruCTpaLMIo
MEIUIIMHCKOTO usnenns" (hcsdo:
MedicalProductApplicationld) i pexsusur "Homep
PErUCTPAIMOHHOTO yaoctoBepeHus" (hcesdo:
RegistrationCertificateld)

eci 3HaueHue pekBu3uTa "[Ipn3Hak IpHUHAAIEKHOCTH
IOKyMeHTa K peructpannoHHoMmy nocbe" (hcsdo:
RegistrationFileIndicator) cooTBercTByeT 3HaueHHIO "
JOKYMEHT, COJICPIKAIIUICS B PETHCTPAIIMOHHOM JI0Che
Ha MEJMIMHCKOE u3zenue"”, To T0JDKeH OBbITh 3aroHEeH
pexBusut "Kon BHIa nOKyMeHTa, colepiKallerocs: B
PETUCTPalMOHHOM JO0ChE Ha MEIUIHMHCKOoe m3zaenue" (
hcsdo:MedicalProductRegistrationDocCode)  nmm
pexkBu3uT "HamMmeHoBaHWe BHIa JOKYMEHTa,
COJIEPKAIIEeTOoCsl B PETUCTPALlMOHHOM JOChe Ha
MEIUIIMHCKOE usgenue" (hcsdo:
MedicalProductRegistrationDocName)

eciy 3HaueHne peksm3uTa "lIpu3Hak MpUHAIIE)KHOCTH
JOKyMeHTa K perucrpainnonHoMmy gocbe" (hcsdo:
RegistrationFileIndicator) cooTBercTByeT 3HaueHHIO "
JOKYMEHT, O(QOPMIIEHHBIH MpH PacCMOTPEHHUH

PETUCTPALIMOHHOTO JI0Che", TO TOJDKEH OBITh 3aII0JIHEH

pexBmut "Kon Buma qokyMeHTa, 0QOPMIICHHOTO TpH



5 PacCMOTPEHHH PETUCTPAllMOHHOTO JIOChe Ha
MEIUIUHCKOE u3ngenue" (hesdo:
MedicalProductRegistrationFileCode) wmm pexsuzut "
HanmenoBanue Buaa 1oKyMeHTa, 0QOPMIIEHHOTO IPH
pPaccCMOTpPEHUH PErucTPallMOHHOTO JIOChe Ha
MEIUIIMHCKOE usgenue" (hcsdo:
MedicalProductRegistrationFileName)

ecnn 3HaueHWe peksm3uTa "Konm BHma MOKyMeHTa,
COJepIKalIerocss B PETHUCTPALIMOHHOM JOChEe Ha
MEIHUIIMHCKOE usgenue" (hcsdo:
MedicalProductRegistrationDocCode) cooTBercTByeT

6 3HaueHuto "zapyroe", To pexBusuT "HanmmeHoBaHue
BUJIA TOKyMEHTA, COACPIKAILETOCS B PETUCTPALIMOHHOM
nmocke Ha  MemumuHckoe — m3xenue"  (hcsdo:
MedicalProductRegistrationDocName) 3amonsseTcs
00513aTeNIbHO

ecnu 3HaueHue pekBuszuta "Koa BuIa OKyMEHTa,
0 OPMIICHHOTO TIPH PACCMOTPEHUH PETUCTPAITIOHHOTO
nmocke Ha  Mmemunuackoe — m3xenue"  (hcsdo:
MedicalProductRegistrationFileCode) coorBeTcTByeT

7 3HaueHuio "zapyroe", To pexBusuT "HanmeHoBaHue
BUJIA JOKYMCHTa, 0()OPMIICHHOTO TPU PACCMOTPECHUHU
PETHCTPAIMOHHOTO JOChE Ha MeAUIUHCKOoe u3nenue" (
hcsdo:MedicalProductRegistrationFileName)
3aTOTHACTCS 0053aTEBHO

ecnu pekBu3uT "OmnucaHue 3JeMEHTa JIOKyMEHTa,
o(opMIIEHHOTO NIPU PACCMOTPEHUH PETHCTPALIMOHHOTO
JOChE Ha MEIUIHMHCKOE HW3JeNHe, MM JOKyMEHTa,
COJepIKALIEroCss B PETHUCTPAlMOHHOM JIOChe Ha

MEIUIUHCKOE nsnenue" (hesdo:
8 MedicalProductAttributeText) 3amoiHEeH, TO DOKEH

OpITh 3amonHeH pekBM3UT "Kox Buma sieMmeHTa

JOKyMeHTa" (atpubyr

n

MedicalProductAttributeKindCode) wmm pexkBu3HUT
HaumeHoBaHMe BHIa dleMeHTa JOKyMeHTa" (aTpuOyT
MedicalProductAttributeKindName)

ecnu 3HaueHue pekBu3uta "Kona Buaga anemeHTa

JOoKyMeHTa" (atpubyr
MedicalProductAttributeKindCode) coorBercTByeT

9 3HaueHuto "apyroe", To pekBu3uT "HanmmenoBaHue
BHJa  DJEMEHTa  JOKyMeHTa" (aTpubyTt
MedicalProductAttributeKindName)  3amosHsercs
00s13aTeIbHO

10 pexBu3ut "Jlokyment B ¢opmare PDF" (hcsdo:
PdfBinaryText) He 3anonHaseTCS

1 pexkBuszut "JlokymeHnt B ¢opmare XML" He

3aIIOJIHACTCSA
34. TpeGoBaHus K 3aMOJHEHUIO PEKBU3UTOB 3JIEKTPOHHBIX JOKYMEHTOB (CBeaeHU) "
JIOKyMEHT, cOJep Kallluiicsi B PErUCTPAlMOHHOM J0Ch€ WM O(OPMIICHHBIH IpPU €ro



paccmorpenun" (R.HC.MM.06.003), mnepenaBaemMbix B cooOmieHuu "JIOKYMEHTHI,
CoJIepKalllecs B PETUCTPAIIMOHHOM JOChe WU O(DOPMIICHHBIE MPU €ro paccMoTpeHuu" (

P.MM.06.MSG.022), npuBenens! B Tadumiie 23.
Ta6muma 23

TpeboBanm K 3aIIOTHEHUIO PEKBU3UTOB AIIEKTPOHHBIX JOKYMEHTOB (CBecHUI) "J[OKyMeHT,
COAEPXKAIMICA B PETHCTPAIHOHHOM J0ChEe WK 0(OPMIIEHHBIH TIPH €T0 pacCMOTpeHMH" (
R.HC.MM.06.003), mepegaBaeMbIX B cooOmeHnH "JJOKyMeHTEI, COZepKamuecs B
PETrHCTPaIMOHHOM JIOChE WK 0(pOpMICHHEIE IpH ero paccMorperun” (P.MM.06.MSG.022)

Kon TpeboBanus DopmynHpoBKa TpeOOBaHUS

eciu PEKBHU3UT "Kon cTpaHsbl" (csdo:
UnifiedCountryCode) 3amosiHeH, To 3HaYeHue aTpudyra
"Unentuduxatop kiaccudukaropa"  (aTpudyr

1 codeListld) B ero cocraBe TOMMKHO COAEPIKaTh KOIOBOE
o0o3HaueHHWe Kiaccuumkaropa CTpaH MHpa,
ykazanHoro B paszaene VII IIpaBun mapopMamonHOro
B3aUMOJEICTBUS

eciu PEKBHU3UT "Kon cTpaHbl" (csdo:
UnifiedCountryCode) 3amoiHeH, TO €ro 3Ha4YcHHE

2 JIOJDKHO COOTBETCTBOBATh KOJY CTPaHbl COTJIACHO
KjIaccu(uKaTopy CTpaH MHpa B COOTBETCTBUHU CO
cranaaptom [SO 3166-1

B DJICKTPOHHOM COOOIICHUU JIOJDKEH OBITh 3aIOHEH
pexBuzuT "HoMmep 3asBiIeHUS Ha PETHCTPALHIO
MEIUIIMHCKOTO nsgenus" (hcsdo:
MedicalProductApplicationld) niu pexsusutr "Homep
perucTPauoOHHOTO yaoctoBepeHus" (hesdo:
RegistrationCertificateld)

eci 3HaueHne peksm3uTa "lIpu3Hak MpUHAIIE)KHOCTH
JOKyMeHTa K perucrpaunonHomy pnocke" (hesdo:
RegistrationFileIndicator) cooTBercTByeT 3HaueHHIO "
JOKYMEHT, CO/ICPIKAIMICS B PETHCTPAIMOHHOM JIOChE
Ha MEIMIUHCKOE n3zienne", TO J0JDKEH OBITh 3aroHEeH
pexBusut "Kon Buza nOKyMeHTa, colepiKallerocss B
PEeTHCTPalMOHHOM JOChe Ha MeIuIuHCcKoe m3menne" (
hcsdo:MedicalProductRegistrationDocCode)  nmm
pexkBu3uT "HanmeHoBaHHe BHIa JOKYMEHTa,
COJIEPIKAIIErocsi B PETUCTPALlMOHHOM JOChe Ha
MEIUIMHCKOE usgenue" (hcsdo:
MedicalProductRegistrationDocName)

ecnu 3HadeHue pekBusnTa "lIpru3HaK MpUHAIICKHOCTH
JOKyMeHTa K peructpainuonHoMmy gocke" (hcsdo:
RegistrationFileIndicator) coOTBETCTBYeT 3HAYCHHIO
JOKYMEHT, OGOpMIICHHBIII MpH PAacCCMOTPEHUH
PETUCTPALMOHHOTO JI0Che", TO OJKEH OBITh 3aIOJIHEH
pexBmsut "Kon Buma nokymeHTa, 0pOPMIICHHOTO TpH
5 pPacCMOTpPEHUH PErUCTPAlMOHHOTO JOChe Ha
MEIUIUHCKOE usnenue" (hcsdo:
MedicalProductRegistrationFileCode) mnm pekBuzut

n



10

HaunmeHoBaHue Buia T0OKyMEHTa, OOPMIIEHHOTO NPH
PAaCCMOTPEHUH  PETUCTPALMOHHOI'O0 JOChe Ha
MEIUIUHCKOE nsnenue" (hesdo:
MedicalProductRegistrationFileName)

ecnu 3HaueHue pekBusuta "Koa BuIa TOKyMEHTa,

COJICpXKAIIETOCS B PETHCTPANIMOHHOM JOChE Ha

MEIUIUHCKOE nsnenue" (hesdo:
MedicalProductRegistrationDocCode) cooTBeTcTBYyeET
3HaueHuio "zapyroe", To pexkBm3uT "HanmeHoBaHme

BUJA TOKYMEHTA, COJCPKAIIETOCS B PETUCTPAIHOHHOM
mocke Ha  MmemunuHckoe — uspenue"  (hesdo:
MedicalProductRegistrationDocName) 3amomHsiercs

00s13aTeNIEHO

ecnu 3HaueHue pekBusuta "Koa BHIa NOKyMEHTa,
oopMIIEHHOTO NIPU PACCMOTPEHUH PETHCTPALIMOHHOTO
mocke Ha  MmemunuHckoe — umspenue"  (hesdo:
MedicalProductRegistrationFileCode) coorBercTByeT
3HaueHuto "apyroe", To pekBusuT "HammenoBanue
BUJIA JIOKYMEHTa, O(DOPMIICHHOTO TPU PACCMOTPEHHUU
PETHCTPAIMOHHOTO J0Che Ha MeAWIMHCKOoe m3aenue"” (
hcsdo:MedicalProductRegistrationFileName)
3aroJHseTCs 00513aTENBHO

ecinm pekBu3uT "OmmcaHue dJIEMEHTa TOKyMEHTa,
0(OPMIICHHOTO TIPH PACCMOTPEHUH PETUCTPAIIIOHHOTO
JOChe Ha MEJHMIMHCKOE H3JeNHe, WM JIOKyMEHTa,
COJIEpKAIIEeroCsl B PETUCTPAlMOHHOM JOChe Ha
MEIUIIMHCKOC usnenue" (hcsdo:
MedicalProductAttributeText) 3amoiaHEeH, TO JOKEH
ObITe 3amonHeH pekBm3UT "Kom Buma sieMeHTa
HokyMmeHnrta" (aTpubyr
MedicalProductAttributeKindCode) wiau pexBusut
HaunmMeHoBaHMe Bua diieMeHTa JOKyMeHTa" (aTpulyT
MedicalProductAttributeKindName)

ecny 3HaueHue pekBusuTa "Kon Buma snemeHTa
JokyMmeHTa" (aTpubyr
MedicalProductAttributeKindCode) coorBercTBYyeET
3HaueHuio "zapyroe", To pexkBusuT "HanmeHoBaHUe
BHJa  JJeMeHTa  JokymeHTa"  (aTpulyT
MedicalProductAttributeKindName)  3anommsiercs
00s13aTeIEHO

ecnu 3HaueHue pekBusuta "Koa BuIa NOKyMEHTa,
oopMIIEHHOTO TIPU PACCMOTPEHUH PETHCTPALIMOHHOTO
mocke Ha  MmemunuHckoe — umsmenue"  (hcsdo:
MedicalProductRegistrationFileCode) nnu pexsusura "
HanmeHnoBanue Buaa TOKyMeHTa, 0QOPMIIEHHOTO IPH
PacCMOTPEHHH PErHCTPallMOHHOI'O JI0Che Ha
MEIUIMHCKOE nsnenue" (hcsdo:
MedicalProductRegistrationFileName) coorBeTcTByeT
3HAYEHHIO "3aIpoC 3asABUTEINIO C yKa3aHUEM XapakTepa
3aMeuyaHuil", To 3HayeHue pekBusuta "Kon Buaa
DIEMEHTA JToKyMeHTa" (atpubyT
MedicalProductAttributeKindCode) mmm pexsBusnta
HaumenoBanue Buaa sneMeHTa TOKyMeHTa" (aTpudyT

n
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12

MedicalProductAttributeKindName) JIOJKHO
COOTBETCTBOBATh 3HAYECHHUIO "CPOK OTBETA Ha 3arpoc”

ecnu 3HaueHue pekBusnta "Koa BHIa OKyMEHTa,
oopMIIEHHOTO NIPU PACCMOTPEHUH PETHCTPALIMOHHOTO
mocke Ha  MmemunuHckoe — uspenue"  (hesdo:
MedicalProductRegistrationFileCode) nnn pexsusura "
HanmeHoBaHMe BHAa TOKyMeHTa, 0QOPMIICHHOTO PH
PacCMOTPEHHUH  PETHUCTPAIMOHHOI'O0 JO0Che Ha
MEIUIUHCKOE usnenue" (hcsdo:
MedicalProductRegistrationFileName) coorBeTcTByeT
3HAQUYEHMIO "OTBET 3asBUTEJNS C YKa3aHUEM XapakTepa
3aMevyaHuil", To 3HayeHue pekBusuta "Kon Buaa
DIIEMEHTA JToKyMeHTa" (atpubyT
MedicalProductAttributeKindCode) mmm pexsBusnta
HammenoBanue Buaa sneMeHTa TOKyMeHTa" (aTpudyT
MedicalProductAttributeKindName) JOJKHO
COOTBETCTBOBATh 3HAUYEHHUIO "HOMEp JOKyMEHTa
ocHoBaHus"

n

pexsusut "Jlokyment B ¢opmare PDF" (hcsdo:
PdfBinaryText) unu pexBusut "JlokyMeHT B hopmaTe
XML" B cocTaBe cinokHOro pekBuzuTa "CBeneHus o
JIOKyMEHTe, O(GOPMICHHOM TMpPU PACCMOTPCHUH
PETHCTPAMOHHOTO JTOChE Ha MEIWIIMHCKOE H3JICIHE,
WM JTOKYMEHTE, COJACPKAIEMCS B PETUCTPAITHOHHOM
nmocke Ha  MeaumuHckoe —um3menue"  (hcecdo:
MedicalProductRegistrationFileDetails) momken OBITH
3aI0JIHCH

35. TpeboBaHus K 3alOJHEHHIO PEKBU3UTOB AJIEKTPOHHBIX JOKYMEHTOB (cBeAeHuUi) "

Ceenenus o Bune menunuackux maenuii" (R.HC.MM.06.005), nepenaBaeMbix B COOOIIEHUN

"3anpoc koja Buaa meauuuHckux uzgaenuin Corosza" (P.MM.06.MSG.023), nmpuBeacHbI B

tabmnuriie 24.

Tabnuma 24

TpeOoBaHAA K 3aMOTHEHHIO PEKBH3HTOB AJIEKTPOHHBIX JOKYMEHTOB (CBeeHUH) "CBeICHAL O BHIC
MemunuHCKHX m3aemmit” (R.HC.MM.06.005), nepenaBaeMsix B coobmennn "3ampoc Kona BHaa
MemunuHCKUX u3aemmii Coroza" (P.MM.06.MSG.023)

Kox tpeboBanus

1

DopMyupoBKa TPEOOBAHHUS

pexBmsut "Kon Buma memummackoro msgenus” (hesdo:
MedicalProductClassificationCode) He 3amonHseTCs

pexBu3uT "HaumeHoBaHHME BHUJA MEIULUHCKOTO
nm3penust” (hesdo:MedicalProductClassificationName)
HE 3aI0JIHAETCS

36. TpeboBaHusl K 3alOJHEHUIO PEKBU3UTOB AJIEKTPOHHBIX JOKYMEHTOB (CBeAeHUM) "

Ceenenus o Buae Mmenuuuackux uzgenuit" (R.HC.MM.06.005), nepenaBaeMbixX B COOOIIEHUN

"Kox Buma meauiuuackux uzaenuii Coroza" (P.MM.06.MSG.024), npuBeneHb! B Tabmuie 25.

Ta6muma 25



TpebGoBaHWA K 3aIIOIHEHUIO PEKBU3UTOB AIIEKTPOHHBIX JOKyMEHTOB (CBeieHMit) "CBeieHHs 0 BUIE
MemumuHCKuX m3nenuit" (R.HC.MM.06.005), nepenaBaeMsix B coobmenun "Koz Buma
MemumuHCKuX u3aenmi Coio3a" (P.MM.06.MSG.024)

Kon tpeboBanus dopmynupoBka TpeOOBaHUS

pexBu3uT "Koa Buga METUUIMHCKOTO
n3nenusg" (hcsdo:
MedicalProductClassificationCode)
JIOJKEH OBITh 3aITOHEH

"

YTBEPXXIEHO
Pemennem Komnerun
EBpa3uiickoil 5KOHOMHUUYECKOH KOMHCCUI
ot 30 aBrycra 2016 r. Ne 92
(B pemakumu Pemenns Komnernn

EBpa3uiickoil 5KOHOMHUYECKOW KOMUCCUU
ot 28 ¢eBpains 2023 r. Ne 19)

Omucanne GopMaTOB U CTPYKTYP NEKTPOHHBIX JIOKYMEHTOB H CBEI€HHIA, HCIOIb3YEMbIX JUIS
peanu3ayy CpeICTBaMA HHTETPUPOBAHHON HH()OPMAMOHHOM CHCTEMBI BHEIIHEH U B3aHMHON
TOProBiM obmiero mpomecca "@opMupoBaHHe, BeICHHE W HCIIOIB30BaHHe €IUHOIO peecTpa
MEIUIIMHCKHUX U3/EeNINi, 3apETUCTPAPOBAHHBIX B paMkax EBpa3uiftcKoro 3kOHOMU9IECKOro co103a"

Cuocka. Onucanue - B peaakiuu pemenus Komnerun EBpa3uiickoil 5KOHOMHYECKOM
komuccun ot 28.02.2023 Ne 19 (Bctynaer B cuiny no ucrteueHuu 30 KaJeHIapHBIX AHEH ¢
JaThl €ro 0(UIUATBLHOTO OIYOJIMKOBAHUS).

I. O6mue monoxenus

1. Hacrosimee Omnucanue pa3paboTaHO B COOTBETCTBUU CO CIEAYIOUIUMHU
MEXAYHApOAHBIMM JIOTOBOPAMU M aKTaMH, COCTABJIAKOIIAMHU NpaBo EBpasmiickoro
AKOHOMHUYECKOTO coro3a (janee — Coro3):

Jorosop o EBpa3uiickoM 3KOHOMHUYECKOM coro3e oT 29 mas 2014 rona;

Pemenne Komnerun EBpazuiickoit skoHOMUYecKoil komuccuu ot 6 HOosiOpst 2014 r. Ne 200
"O TEeXHOJIOIMYECKUX JOKYMEHTaX, PErilaMEHTUPYIOUINX UHPOPMAIIMOHHOE B3aUMOAECHCTBHE
IIpU peanu3aluy CpelCcTBaMU MHTEIPUPOBAHHOW MH()POPMALIMOHHONW CUCTEMBbI BHELIHEH U
B3aMMHOI TOProBJId OOLINX MPOLECCOB";

Pemrenne Konnernu EBpasuiickoit 3xoHOMUYecKo koMuccuu oT 27 ssaBaps 2015 r. Ne 5
"O6 ytBepxaeHun I[IpaBui 3IEKTPOHHOTO OOMEHA JaHHBIMHM B HWHTETPUPOBAHHOUN
MH(}OPMAIMOHHOW CUCTEME BHEIIHEN U B3aMMHOM TOProBiu';

Pemennie Komnerun EBpazuiickoit skoHoMHuueckoil komuccuu ot 14 anpenst 2015 r. Ne 29
"O nepeyHe 00LIMX NMPOLIECCOB B paMKax EBpa3suilckoro 3KOHOMHUYECKOI0 COI03a U BHECEHUU



m3meHenus: B Pemenne Komnernn EBpasuiickoil sJKOHOMHYECKOW KomMuccuu oT 19 aBrycra
2014 r. Ne 132";

Pemenne Komnerun EBpa3zuiickoit s3koHOMU4ecKor komuccuu oT 9 utonst 2015 r. Ne 63 "
O Meroauke aHanu3a, ONTUMHU3ALMU, TAPMOHU3AIMUA U OMUCAHUS OOIIMUX MPOLECCOB B
pamkax EBpa3niickoro 3KOHOMHYECKOI0 coro3a";

Pemenne Komnerun EBpasuiickoii sxoHOMUYecKkoi komuccun ot 28 ceHTaops 2015 r. Ne
125 "OO yrtBepxaeHun IlonoxxeHus o0 oOMeHE SJIEKTPOHHBIMU JIOKYMEHTAMH IpHU
TPAHCTPAaHUYHOM B3aMMOJIECTBUM OPTraHOB TOCYJAapPCTBEHHOW BJIACTH rOCYAapCTB — YJICHOB
EBpa3uiickoro 3KOHOMHUYECKOT0 COr03a MEXIy coboil u ¢ EBpasuiickoii SKOHOMUYECKOM
KoMuccuen".

II. O6nacTh npMeHEHUS

2. Hacrosimee Omnucanme ompenensieT TpeOboBaHus K (opMaraMm M CTPYKTypam
AJEKTPOHHBIX JIOKYMEHTOB U CBEJEHHH, HCMOJb3YEeMbIX TMpU HHOOPMAIMOHHOM
B3aUMOJICHCTBUHU B paMKax obuiero npouecca "®opMupoBaHue, BEAEHUE U HCIOJIb30BAHUE
€UHOI0 peecTpa MEIMIIMHCKUX HU3JIENINi, 3aperUCTPUPOBAHHBIX B pamMkax EBpazuiickoro
AKOHOMMYECKOTO coro3a" (J1anee — oOuuii mpoiecc).

3. Hacrosmee Onucanue nmpuMeHseTcs Ipyu MpOEeKTUPOBAHUU, pa3padOTKe U J10paboTKe
KOMIIOHEHTOB MH(OPMAIIMOHHBIX CHUCTEM NpPH pealu3aluu Mpoleayp OOIIero mpouecca
CpelICTBaMH MHTETPUPOBAHHOU HH(POPMAIIMOHHOMN CUCTEMBI EBpa3uiickoro 3KOHOMUYECKOTO
coro3a (fajiee — MHTETPUPOBAHHAS CHCTEMA).

4. Onucanue HopmMaToB U CTPYKTYP AJIEKTPOHHBIX IOKYMEHTOB U CBEJICHHUM MPUBOIATCS
B TabIU4HOU (opMe € yKa3aHUEM TMOJIHOTO PEKBU3UTHOTO COCTaBa C y4ETOM YpOBHEH
MepapXuu BIUIOTh J0 MPOCTHIX (ATOMAPHBIX) PEKBU3UTOB.

5. B Tabnune onuceiBaeTcs OJHO3HAYHOE COOTBETCTBHE PEKBU3UTOB DJIEKTPOHHBIX
JIOKYMEHTOB (CBeIcHUH) (J1ajiee — PEKBU3UTHI) U JJIEMEHTOB MOJIEIH TaHHBIX.

6. B Tabnuie ¢popmupyrotcs ciemytomiue noss (rpadsl):

"HepapXu4eCKuii HOMep' — MOPSAIKOBBII HOMEP PEKBU3UTA;

"UMs peKBU3UTA" — YCTOSBIIEECS WU OPUIIUATIBHOE CIOBECHOE 0003HAYEHNE PEKBU3UTA;

"onucaHue peKBU3UTA" — TEKCT, MOACHSIONINI CMBICT (CEMaHTHKY) PEKBU3UTA;

"unentudukatop" — uAeHTUPUKATOP SJIEMEHTA JAHHBIX B MOJICJIM JaHHBIX,
COOTBETCTBYIOILIETO PEKBU3UTY;

"00J1aCTh 3HAUYECHUN" — CJIOBECHOE ONMCAHUE BO3ZMOXHBIX 3HAUEHUN PEKBU3UTA;

"MH." — MHO>XECTBEHHOCTb PEKBH3HUTOB: 0053aTE€IbHOCThH (OMIIMOHAIBHOCTH) U
KOJIMYECTBO BO3MOYKHBIX IMOBTOPEHUN PEKBU3UTA.

7. dnd ykazaHHsI MHO>KECTBEHHOCTH PEKBU3UTOB HCIOJB3YIOTCS CIEAYIOIINE
0003HAYCHUS:

1 — pexkBU3UT 00s13aTeNIeH, TOBTOPEHUS HE JAOITYCKAIOTCS;

N — PEKBU3UT 00s3aTelIeH, JOJKEH MOBTOPATHCA n pa3 (n > 1);



1..* — peKBU3UT 00s3aTENICH, MOXKET MMOBTOPSITHCS O€3 OTPaHUYCHMUIA;
n..* — peKBU3UT 00513aTeJICH, I0JHKEH MOBTOPSITHCSA HE MEHEE N pa3
(n>1);
N..M — PEeKBU3UT 00s3aTeNIeH, JOHKECH MMOBTOPSATHCS HE MEHEe h pa3
1 He O6onee m pa3 (n > 1, m > n);
0..1 — peKBU3UT OMIIMOHAJICH, IOBTOPEHUS HE IOMYCKAIOTCS;
0..* — peKBU3UT OMIIMOHAJIIEH, MOXKET MOBTOPSTHCS O€3 OrpaHUUYCHUN;

0..m — peKBU3UT ONIIMOHAJICH, MOKET IMOBTOPSITHCS HEe OoJiee m pa3
(m>1).

III. OcHOBHEIE MOHATHA

8. na uener Hactosmero ONucaHUs UCMOJb3YIOTCS MOHATHUS, KOTOPbIE O3HAYAIOT
Cleayromiee:

"rocyaapcTBO-4J€H" — TOCy1apCTBO, sBIIsItoNIeecs yieHoM Coro3a;

"peKBU3UT" — €IMHUIIA JTAHHBIX DJICKTPOHHOTO JOKYMEHTa (CBEIECHUI), KOTOpas B
ONpEIEIEHHOM KOHTEKCTE CUUTAETCS HEPA3IETUMOM.

[Tonsarus "6a3ucHas MojeNb JaHHBIX", "MO/IeNb NTaHHBIX", "MOJI€NIb TAaHHBIX MTPEIMETHON
obmactu", "mpeamerHas o0xacTe" W "peecTp CTPYKTYp DJIEKTPOHHBIX JOKYMEHTOB H
CBEJICHUI" UCTIOJIB3YIOTCA B HAacToseM ONMCAaHUU B 3HAYCHUSAX, ONPECTCHHBIX MEeTOAMKOM
aHaliu3a, ONTHMH3AIM{, TApPMOHU3AIMH M OMHCAaHUS OOIUX MPOIECCOB B paMKax
EBpa3uiickoro 3k0OHOMHUYECKOT0 COK03a, yTBepkAcHHON Pemennem Kosmernn EBpasuiickoi
AKOHOMUYECKON Komuccuu oT 9 nronst 2015 1. Ne 63.

WHble NMOHATHSA, UCTIOIB3YEMBbIE B HacTOsAEeM ONUCaHUM, IPUMEHSAIOTCS B 3HAYCHHUSIX,
omnpeaesieHHbIX B yHKTe 4 [lpaBuin nHGOPMAIIMOHHOTO B3aUMOJICUCTBUS TIPU peaTu3aluu
CpelICTBAaMH MHTETPUPOBAHHOM HH(POPMAIIMOHHOMN CUCTEMBI EBpa3niickoro 3KOHOMUYECKOTO
coro3a obmiero npoiecca "@opMupoBaHUE, BEICHUE W UCIOJIb30BAaHUE €IMHOTO peecTpa
MEIULUHCKUX W3IEIUN, 3apETUCTPUPOBAHHBIX B pamMKax EBpazuiicKOro 3KOHOMHYECKOIO
coro3a", yreepxkaeHHbIX Pemenunem Kosuternn EBpa3uiickoil 5KOHOMUYECKON KOMUCCHHU OT
30 aBrycra 2016 r. Ne 92.

B tabmunax 4, 7, 10, 13, 16, 19, 22 nacrosimero Onucanusg noja Pernamentamu
MHPOPMAIITMOHHOTO B3aUMOJICUCTBUSL MOHUMAIOTCS PernameHT wuWHQOpMAIMOHHOTO
B3aUMOJEHCTBUS MEXK/y YIIOJIHOMOYEHHBIMUA OpraHaMU rOCyIapCTB — WIEHOB EBpa3nuiickoro
AKOHOMMYECKOTO COI03a MPHU peaiu3allii CPeACTBAMU UHTETPUPOBAHHON MHGOPMAIMOHHON
cucteMbl EBpasuiickoro 3KOHOMHUYECKOTO coio3a obmiero mporecca "dopmupoBanue,
BEJICHUE U MCMOJIb30BAaHUE €AUHOI0 PEECTPa MEAULIMHCKUX M3AEIUMN, 3aPErUCTPUPOBAHHBIX B
pamkax EBpaswmiickoro skoHomMuYeckoro corsa", u PermameHt wH)OpPMAITMOHHOTO
B3aUMOJICHCTBUSI MEXY YIIOJIHOMOYEHHBIMU OpraHaMU roCy1apCTB — WieHOB EBpazuiickoro
AKOHOMMYECKOTO COr03a U EBpa3niiCKOM 3KOHOMHUYECKOM KOMHUCCHUEN MpPHU pean3aluu
CpelICTBAMH MHTETPUPOBAHHOM MH(POPMAIIMOHHOMN cUCTEMbI EBpa3niickoro 3kOHOMUYECKOTr0



coroza ofmiero mporecca "d®opMupoBaHue, BEACHUE U UCIIOJIB30BAHHE €IMHOTO pPEecTpa
MEAUIUHCKUX W3AEIUN, 3apErUCTPUPOBAHHBIX B pamMKax EBpa3viicCKOro 3KOHOMHUYECKOTO
coro3a", yrBepxkacHHble Pemenuem Komnernu EBpasuiickoii 5KOHOMHYECKOWM KOMHCCHHM OT
30 aBrycra 2016 r. Ne 92.

IV. CIpyKTypHI 31IEKTPOHHBIX JOKyMEHTOB U CBEICHWMIA

9. [lepedeHb CTPYKTYp IIAEKTPOHHBIX IOKYMEHTOB U CBEJCHUI NpUBEICH B Ta0IUIE 1.

Tabmmna 1
IlepedeHs CTPYKTYp 37€KTPOHHEIX JOKYMEHTOB H CBEACHHI
Ne n/n Wnentudukatop Nms IIpocTpancTBo uMEH
1 2 3 4
1 CTpYKTypHI 2JIEKTPOHHBIX JOKYMEHTOB U CBEIEHHUI B Oa3MCHOM MOJIeNn
CHOMICHIE © Des aeurn:EEC:R:
BEIOMIICHH JbTaT . .
1.1 R.006 z6 §6o N pesy ProcessingResultDetails:
TKHU
P VY.YY
cocTOsHIE AKTVATHAA urn:EEC:R:
TOSIHHE aKTyaJH3allid .
1.2 R.007 OBIIEro Dec CZ t ResourceStatusDetails:
Hiero peeyp WYY
2 CTpYKTypHI JIEKTPOHHBIX JOKYMEHTOB U CBEIICHHI B TIPEAMETHOH 00JIacTH
cBere o DercTha urn:EEC:R:HC:MM:06:
BEICHHA THCTPaUH . . .
2.1 R.HC.MM.06.001 A P P VH MedicalProductRegistratio
MEIUIMHCKHUX U3JCIUN .
nDetails:v1.1.0
urn:EEC:R:HC:MM:06:
5 R HC.MM.06.002 CBEJICHUS O PACCMOTPCHHUU MedicalProductRegi.stratio
sKkcnepTHoro 3akimoueHns nExpertReportDetails:
vl.1.0
”OiniHT;Cogep’:amziC: urn:EEC:R:HC:MM.:06:
B THUCT HMOHHOM b
23 R.HC.MM.06.003 H;’H 5 (bf ;ﬂeHHHﬁﬂn " MedicalProductRegistratio
P P! DocContentDetails:v1.1.0
€ro pacCMOTPEHUH
ceegenss o HoMmepe urn:EEC:R:HC:MM:06:
24 RHC.MM.06.004 PEerHCTPAIHOHHOTO Med1ca1ProductReg1stratlo
yIOCTOBEpCHHS  Ha nNumberRequestDetails:
MEIUITHCKOE U3/IeNne v1.1.0

urn:EEC:R:HC:MM:06:
CBeIeHUs O BHUIE

2.5 R.HC.MM.06.005 N MedicalProductCodeTrans
MEIULUHCKUX U3IeIUui . .
formationDetails:v1.1.0

CumBonbl "Y.Y.Y" B mpocTpaHCTBax MMEH CTPYKTYpPhI 3JEKTPOHHOIO JOKyMEHTa (
CBEJICHHI1) COOTBETCTBYIOT HOMEPY BEPCUU CTPYKTYPbI SJIEKTPOHHOIO IOKYMEHTA (CBEJICHHI)
, OIpenenseMod B COOTBETCTBUM C HOMEPOM BepcHM Oa3uCHON MOJENH JaHHBIX,
HCITOJIb30BAaHHOM NpH pa3padOTKE TEXHUYECKOW CXEMBI CTPYKTYPbI AJIEKTPOHHOTO JJOKyMEHTA
(cBeneHuii) B cooTBeTcTBUM ¢ TyHKTOM 2 Pemmenust Kommerun EBpasuiickoit 3KOHOMHUYECKOM
komuccuu oT 30 aBrycra 2016 . Ne 92.



1. CTpyKTypHI 3JIEKTPOHHEIX JOKYMEHTOB U CBEACHMI B 6a3UCHOM MoJei

10. Onucanue CTPYKTYpbl JIIEKTPOHHOTO JOKYMEHTa (CBeleHUi) "YBeroMieHue o

pesynbTate 00padoTku" (R.006) mpuBeneno B Tabmuie 2.
Tabnwma 2

Ommcanne CTPYKTYPHI SIEKTPOHHOTO JOKYMEHTa (CBeIeHHIA) "YBEAOMIICHHE O PE3YIIbTaTe
o6paborku" (R.006)

Ne i/mt O0o3HaueHNe 37IeMeHTa Onucanne
1 2 3
1 Vns yBEIOMJIICHHE O pe3yibTaTe
06paboTku
2 Wnentnduxarop R.006
3 Bepcus Y.YY
4 Onpesenene CBEJICHHS O pe3yJsibTare 00paboTKH
3ampoca pecrioHAEHTOM
5 Hcnons3oBanue -
6 Unentndukarop mnpocrpanctea  urn:EEC:R:ProcessingResultDetails:
HMEH vY.Y.Y
K i . .
7 OpHEBOH daemMent ProcessingResultDetails
XML-nokymeHnTa
EEC R P ingResultDetail
8 Nwms daitna XML-cxeMbr C_R_ProcessingResultDetails_v

Y.Y.Y xsd

Cumboisibl "Y.Y.Y" B mpocTpaHCTBaxX UMEH CTPYKTYPhI 2JIEKTPOHHOTO JOKyMeEHTa (
CBEJICHHI1) COOTBETCTBYIOT HOMEPY BEPCUH CTPYKTYPbI SJIEKTPOHHOIO JIOKYMEHTA (CBEJICHMI)
, OIpenenseMOd B COOTBETCTBHU C HOMEPOM BepcuM O0a3uCHON MOJENH NaHHBIX,
WCIIOJIL30BaHHOM TIPHU pa3pabOTKe TEXHUUECKON CXEMbI CTPYKTYPBI AJIEKTPOHHOTO JTJOKYMEHTA
(cBeneHuii) B cooTBeTCTBUM ¢ MyHKTOM 2 Pemenust Komerun EBpasuiickoil 3KOHOMUYECKOM
komuccuu ot 30 aBrycra 2016 . Ne 92,

11. UmnoptupyemMble TpOoCTpaHCTBA UMEH MPUBEACHBI B Ta0IHUIIE 3.
Tabnuma 3

HMmopTapyeMEie IpOCTPaHCTBAa HMEH

Wnentndukarop mnpocTpaHcTBa

Ne i/ IT
n/m MeH pedukc
1 2 3
| urn:EEC:M:ComplexDataObjects: cedo
vX.X.X
urn:EEC:M:SimpleDataObjects:
2 VXXX esdo

CumBonsl "X.X. X" B UMIOPTUPYEMBIX NPOCTPAHCTBAX UMEH COOTBETCTBYIOT HOMEPY
Bepcuu 0a3MCHON MOJIENU JaHHBIX, UCIIOJb30BAaHHOM MpHU pa3pabO0TKe TEXHUUYECKOU CXEMBI



CTPYKTYPBbI JIEKTPOHHOT'O JOKYMEHTA (CBEIAEHMI) B COOTBETCTBUU C IMMYHKTOM 2 PelieHus
Komnerun EBpasuiickoit s5koHOMHYecKOM komuccuu ot 30 aBrycrta 2016 r. Ne 92.
12. PekBHU3UTHBIA COCTaB CTPYKTYpPbl 3JIEKTPOHHOTO JOKyMEHTa (cBeAeHHil) "

YBenomiienue o pesyabsrare 0opadotku” (R.006) npuseneH B Tadauiie 4.
Tabnwma 4

PexBU3UTHEL COCTaB CTPYKTYPHI JJIEKTPOHHOTO JOKyMEHTa (CBeIeHuit) "YBeIOMIIEHHE O
pe3yibTare o6paboTku” (R.006)

o
Nwms pexBusuta frcanme Wnentudukarop Tum naHHBIX MH.
pEeKBH3HTA
ccdo:
COBOKYITHOCTh EDocHeaderType
TEXHOJIOTHYECKUX (M.CDT.90001)
1. 3aroyioBok  3JIEKTPOHHOTO o
JIOKyMEHTa (CBEJICHHUIN) 5;:5:3;;}?;_0 M.CDE.90001 é‘[pe)leJIHeTCH 1
obmacTamMu
(ccdo:EDocHeader) P N
JOKYMEHTa ( 3HAYCHU M
CBEJICHUI) BJIOKEHHBIX
AIIEMEHTOB
csdo:
InfEnvelopeCode
Type (M.SDT
.90004)
1.1. Kon
3HayeHne KoJa B
co0o0meHus KOJIOBOE

COOTBETCTBHUHU C

o
obmtero mporecca odosnaueHue M.SDE.90010 Permamentom 1

(csdo: COOOTIeHUS R
InfEnvelopeCode o6miero npouecca . op a
) B3aUMO/ICHCTBUSL.
[Ta6mon: P\.[A-Z
1{23\.[0-9]{2}\.
MSG\.[0-9]{3}
csdo:
EDocCodeType (
Konosoe M.SDT.90001)
o6o3HaueHUE
3HaueHue Koja B
3JICKTPOHHOTO
1.2. Kox HOKYMeHTa ( COOTBETCTBUU C
. peecTpom
JNEKTPOHHOTO  CBEACHMII) B
c
JIOKYMEHTa ( coorBercTtBHM ¢ M.SDE.90001 TPYKTYP
o 3JIEKTPOHHBIX
CBEIICHHUH) peecTpom
do:EDocCode) cTpyKT JIOKYMEHTOB 1
(esdo: PYKTYP CBEJICHUH.
JJIEKTPOHHBIX
Ma6mon: R(\.[
JIOKYMEHTOB H
. A-Z1{2}\.[A-Z]{
CBEJICHUH
23\[0-91{2})\.[0
9143}
csdo:
UniversallyUniqu

eldType (M.SDT
.90003)



2. [ara u Bpems

1.3.
Unentudukarop
AIEKTPOHHOTO
TOKyMEHTa (
CBEJICHUT)
(csdo:EDocld)

1.4.
Wnentudukarop
HUCXOJHOTO
3JIEKTPOHHOT'O
JOKYMEHTa (
CBEJICHUH)
(csdo:EDocRefld

)

1.5. Jlata wu
BpeMs
3IEKTPOHHOTO
JOKyMEHTa (
CBEJICHUT)
(csdo:
EDocDateTime)

1.6. Kop si3pika
(csdo:
LanguageCode)

(csdo:EventDateTime)

CTpOKa CUMBOJIOB
, OJHO3HAYHO
npentudumpyro M.SDE.90007
o a s

3JIEKTPOHHBIN

JTOKYMEHT (

CBEZICHUA)

UaeHTH(PHUKATOP
3JIEKTPOHHOTO
JOKyMEHTa (
CBeJeHMil), B
OTBET  Ha
KOTOPBIH OBII
chopmupoBan
JaHHBI I
3JIEKTPOHHBIN
JOKYMEHT (

M.SDE.90008

CBEZICHUA)

JaTta M BpeMms
co3aHus
3JIEKTPOHHOTO
JOKyMEHTa (
CBEJICHUIN)

M.SDE.90002

KOJO0BOE
obo3Hauenne
SI3BIKA

M.SDE.00051

JaTa W BpeMms
OKOHYaHUS
00paboTku
CBEJCHUN

M.SDE.00132

KOIOBOE
o0o3HaueHune
pe3yibTaTta

3HadeHHUE
HUACHTU(PHUKATOPA

B COOTBETCTBHUHU C |
ISO/IEC 9834-8.
[Ta6moH: [O-
9a-fA-F]{8}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{12}

csdo:
UniversallyUniqu
eldType (M.SDT
.90003)
3HadeHHE
uaeHtupuraropa
B COOTBETCTBHHU C
ISO/IEC 9834-8.
[Ta6moH: [O-
9a-fA-F]{8}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{12}

bdt:
DateTimeType (
M.BDT.00006)
O0o3HaueHue 1
JIAThl U BPEMEHU

B COOTBETCTBHH C
ISO 8601

0..1

csdo:
LanguageCodeTy
pe (M.SDT
.00051)
JIByXOyKBEHHBIN
KOJ S3bIKa B
COOTBETCTBUH C
ISO 639-1.
[a6mon: [a-z]{2
}

bdt:
DateTimeType (
M.BDT.00006)
O6o3HaueHue 1
JaTbl 1 BpEMCHHU

B COOTBCTCTBHHU C

ISO 8601

csdo:
ProcessingResult
CodeV2Type (
M.SDT.90006)



3. Kon pe3ynbrara 00paboTKu
(csdo:ProcessingResultV2Code)

4. Omnucanue
(csdo:DescriptionText)

00paboTku
MOJIyYEeHHOTO
3IEKTPOHHOTO
JOKyMEHTa (
CBEJICHUM)

M.SDE.90014

WHPOPMAIIIOHHO
W cucremon
yJacTHUKA
oOrmiero mporecca

OIIMCAaHHUuCcC
pesynpTara
obpadoTku M.SDE.00002

CBEJECHUN B
MIPOU3BOJILHOM

dopme

3HaueHue KoJa B
COOTBETCTBHH CO
CNIPaBOYHUKOM |
pe3yIpTaTOB
o0paboTku
AIEKTPOHHBIX
JIOKYMEHTOB U
CBEICHHUM.

MuH. gouHa: 1.
Makc. niuna: 20

csdo:
Text4000Type (
M.SDT.00088)
Crtpoka
CI/IMILOJ'IOB. 0.1
Mun. gnuna: 1.
Makc. panuHa:
4000

13. Onucanue CTPYKTYphl AJIEKTPOHHOTO AoKyMmeHTa (cBenenuit) "CocrosiHue
aktyanuzaiuu oomero pecypca" (R.007) npuBeaeHo B Tabnuiie 5.

Tabmuma 5

Ommcanre CTPYKTYPHI JIEKTPOHHOT'O TOKyMeHTa (cBeneHmit) "CocToAHIe aKTyaIH3alui 001mero

pecypcea" (R.007)

Ne /i
1

O06o03HaueHue dIeMEHTa

2
Nmsa

Wnentndukatop

Bepcus

Omnpenenenue

Hcnons3oBanue

Wnentndukarop mpocTpaHcTBa
HUMEH

Kopuesoit
XML-gokymeHra

QJICEMCHT

Nwms daitna XML-cxemsl

Omnucanue
3

COCTOSIHHE aKTyaTu3al[i OOIIero
pecypca

R.007

YYY

CBEICHHSA IS
o0rIero pecypca

AKTyaJnu3alnuu

UCIIOJIB3YETCs JJIs 3arpoca AaThl U
BpEMEHH OOHOBJICHHUS OOIIETO
pecypca M OTBETa Ha STOT 3arpoc, a
TaKXKe JUIs 3alpoca aKTyalbHbBIX UITH
MOJIHBIX (M3MEHEHHBIX,
OOHOBJICHHBIX) CBEACHHI U3 0O0IIETro
pecypca

urn:EEC:R:ResourceStatusDetails:
vY.Y.Y

ResourceStatusDetails

EEC R _ResourceStatusDetails vY.
Y.Y .xsd

CumBonbl "Y.Y.Y" B mpocTpaHCTBax MMEH CTPYKTYpPhI 3JIEKTPOHHOIO JOKyMEHTa (

CBEJICHHI1) COOTBETCTBYIOT HOMEPY BEPCUU CTPYKTYPbI SJIEKTPOHHOIO IOKYMEHTA (CBEJICHMI)



, OIpenenseMOd B COOTBETCTBHU C HOMEPOM BepcuM O0a3uCHON MOJENH NaHHBIX,
WCIIOJIB30BaHHOM TIPHU pa3pabOTKe TEXHUUECKON CXEMbI CTPYKTYPBI AJIEKTPOHHOTO JJOKYMEHTA
(cBeneHuii) B COOTBETCTBUM ¢ MyHKTOM 2 Pemenust Komnerun EBpazuiickoii 5JKOHOMUYECKON
komuccuu ot 30 aBrycra 2016 . Ne 92,

14. ImniopTHpyeMble IPOCTPAHCTBA UMEH MTPUBEJAEHBI B TA0IHIE 6.
Tabnuma 6

HMmopTapyeMEie IpOCTPaHCTBAa HMEH

Wnentndukarop mpocTpaHcTBa

Ne i/ IT
n/m MeH pedukc
1 2 3
| urn:EEC:M:ComplexDataObjects: cedo
vX.X.X
urn:EEC:M:SimpleDataObjects:
2 VXXX esdo

CumBonsl "X.X. X" B UMIOPTUPYEMBIX NPOCTPAHCTBAX UMEH COOTBETCTBYIOT HOMEPY
Bepcuu 0a3MCHON MOJIENU JaHHBIX, UCIIOJIb30BAaHHOM MpHU pa3pabO0TKe TEXHUYECKOU CXEMBI
CTPYKTYpPBI JIEKTPOHHOI'O JOKYMEHTa (CBEIEHUI) B COOTBETCTBUU C MYHKTOM 2 Pemrenus
Komnerun EBpazuiickoii skoHoMuueckoi komrccuu ot 30 aBrycrta 2016 r. Ne 92.

15. PekBU3UTHBINM COCTAaB CTPYKTYPbI 3JEKTPOHHOIO TOKyMeHTa (cBeneHuil) "CocTosiHue

aktyanu3aiuu obmero pecypca” (R.007) mpuseaen B Tabmuiie 7.
Tabmmma 7

PexBU3UTHEL COCTaB CTPYKTYPHI JJIEKTPOHHOTO TOKyMeHTa (cBeaeHuit) "CocTosHue
axkTyaymm3amnuu obmero pecypca” (R.007)

o
Wms pexBu3uTa fracarme Wnentnpukatop Tum maHHBIX Ms=.
P pEeKBHU3UTA P
ccdo:
COBOKYIIHOCTD EDocHeaderType
1. 3arooBOK  SIEKTPOHHOIO TEXHOJIOTHYECKHUX (M.CDT.90001)
JOKyMeHTa (CBeIeHHit) PEKBHSHTOR /iy ggpop  OnPeAenseTea
(cedo:EDocHeader) BJIEKTPOHHOTO obmacTamMu
' JOKyMEHTA ( 3HAYEHU U
CBEJICHHIA) BJIOKEHHBIX
JJIEMEHTOB
csdo:
InfEnvelopeCode
Type (M.SDT
.90004)
1.1. Kon 3HaueHue Koaa B
COOOIICHUS KOJIOBOE COOTBETCTBHH C
obmiero mpouecca 0603HaYeHHE MSDES00l0  Permamentom |
(csdo: cooOuieHus MH(OPMALHOHHO
InfEnvelopeCode obmiero mpouecca r o

)

B3aNUMOICUCTBHS.



1.2. Kon
3IIEKTPOHHOTO
TOKyMEHTa (
CBEJICHUT)
(csdo:EDocCode)

1.3.
WNnentudukarop
AJIEKTPOHHOTO
JIOKYMEHTa (
CBEJICHUH)
(csdo:EDocld)

1.4.
Wnentudukarop
HUCXOJHOTO
AJIEKTPOHHOTO
JIOKYMEHTa (
CBEJICHUH)
(csdo:EDocRefld
)

1.5. Jlata wu
BpeMs
3JEKTPOHHOTO
IOKyMEHTa (
CBEJICHUT)
(csdo:
EDocDateTime)

KOJOBOE
o0o03HaUCHHE

3JIEKTPOHHOTO

JOKYMEHTa (

CBEJCHUN) B

coorBercTBuu ¢  M.SDE.90001
peecTtpom

CTPYKTYD

BIIEKTPOHHBIX

JTOKYMEHTOB H

CBEJICHUI

CTpOKa CUMBOJIOB
, OJIHO3HAYHO
UAEHTHGUIHPYIO
o a s
3JIEKTPOHHBIN
JOKYMEHT (
CBEJICHUS)

M.SDE.90007

HICHTH(PHUKATOD
3JIEKTPOHHOTO
JOKYMEHTa (
CBeJeHUil), B
OTBET
KOTOPEIH  OBLI
copmupoBan
JaHHBI I
3JIEKTPOHHBIN
JOKYMEHT (
CBEJICHH)

Ha
M.SDE.90008

JaTta W BpeMms
co3aHus
3JIEKTPOHHOTO
JOKyMEHTa (
CBEJICHUI)

M.SDE.90002

[Ta6mon: P\.[A-Z
1{23\.[0-9]{2}\.
MSG\.[0-9]{3}

csdo:
EDocCodeType (
M.SDT.90001)
3HaueHue KoJia B
COOTBETCTBHH C
peecTpom
CTPYKTYP
3JIEKTPOHHBIX
JOKYMEHTOB H
CBEJICHUIA.
Ma6non: R(\.[
A-Z]1{2}\.[A-Z]{
23\[0-91{2})\.[0
9143}

csdo:
UniversallyUniqu
eldType (M.SDT
.90003)
3HadeHHE
UACHTH(PHUKATOPA
B COOTBETCTBHHU C
ISO/IEC 9834-8.
[Ta6moH: [O-
9a-fA-F]{8}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{12}

csdo:
UniversallyUniqu
eldType (M.SDT
.90003)
3HadeHUE
UACHTHPHUKATOPA
B COOTBETCTBHU C
ISO/IEC 9834-8.
[Ta6mon: [0-
9a-fA-F]{8}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{12}

bdt:
DateTimeType (
M.BDT.00006)
O0o3HaueHue
JIaTBl ¥ BPEMEHH

B COOTBETCTBHH C
ISO 8601

0..1



1.6. Kopx s3b1ka

(csdo:
LanguageCode)

2. JlaTa 1 BpeMsi OOHOBJICHUS
(csdo:UpdateDateTime)

3. Kox ctpanst
(csdo:UnifiedCountryCode)

a)

uaeHTu(uKaTop

CIIpaBOYHUKA

KOJ0BOE
o0o3HaueHue
SI3BIKA

M.SDE.00051

nata U Bpems
0OHOBIICHUS

obmiero pecypca ( M.SDE.00079
peectpa, mepeyHs

, 0a3bl JTaHHBIX)

KOJIOBOE
o0o03HaUcHUE
CTpaHBbI,
NpeACcTaBUBIIEH
CBEJICHHUS B
obmmit pecype (
peectp, mepeucHb
, 0a3y JaHHBIX)

M.SDE.00162

o0003HaueHNE
crpaBoyHUKa  (

( xmaccudukaropa)

kiaccu(uKaTopa) , B COOTBETCTBUU

(aTpubyt
codeListld)

¢ KOTOPHIM
yKa3aH Koj

CTpOKa CUMBOJIOB

UOCHTUDUITUPYIO
mast  obmui

csdo:
LanguageCodeTy
pe (M.SDT
.00051)
JByx6yksennpiii  0..1
KOJ s3BIKa B
COOTBETCTBUU C
ISO 639-1.
[la6mon: [a-z]{2
}

bdt:
DateTimeType (
M.BDT.00006)

O6Go3HaueHue 0.1

JIaTBl ¥ BPEMEHHU
B COOTBETCTBUU C
ISO 8601

csdo:
UnifiedCountryC
odeType (M.SDT
.00112)
3HaueHue
JIBYXOyKBEHHOTO
KOJZia CTpaHbl B
COOTBETCTBUU CO
CITpaBOYHUKOM  (
KJIaccu(prKaTopo

M), 0..*

uaeHTuduKaTop
KOTOpOTO
ompeacneH B
aTpubyre
Wnentuduxarop
CIIpaBOYHUKA  (
KJaccudukaropa)
[a6mon: [A-Z]{
2}

csdo:
ReferenceDatald
Type (M.SDT
.00091)
HopmanuzoBanna 1
i CTpOKa
CHMBOJIOB.

MuH. gnuna: 1.
Makc. mmna: 20

csdo:
InformationReso
urceldType (
M.SDT.00330)



4. Uneutudukarop pecypc (peectp, M.SDE.00326 Hopmanusosanna 0..1

MH(OPMAIIMOHHOTO 00BeKTa 00LIero IepedeHs, 0asy s CTpoKa
mporiecca JaHHBIX ) CHMBOJIOB.
(csdo:InformationResourceld) Mun. muHa: 1.

Makc. mpmmHa: 20
2. CprI(TypH JJICKTPOHHBIX JOKYMCHTOB U CBCJ.'[CHI’]fI B leCJ.'lMCTHOﬁ obnacTi

16. Onucanue CTPYKTYphI DJIEKTPOHHOTO JOKyMeHTa (cBeneHuii) "CBeaeHHs o

peructpanuu MeguuuHckux u3nenui” (R.HC.MM.06.001) npuBeneno B Tabnuue 8.
Tabmmma 8

Ommcanue CTPYKTYpHI SJIEKTPOHHOI'O TOKyMeHTa (cBeieHmit) "CBeieHHs O peTHCTpaliu
MemumuHCKHX m3nemmi" (R.HC.MM.06.001)

Ne n/m O0o3Ha4eHHe 37IeMeHTa Omnucanne
1 2 3
| Mot CBEACHHUS O pel:I/ICTpaLlI/II/I
MEIUIMHCKUX W3JETHH
2 Wnentuduxarop R.HC.MM.06.001
3 Bepcus 1.1.0
4 Onpenencne CBEICHUS O pellI/ICTpaIlI/II/I
MEIUIMHCKHUX U3JIeTHN
5 Hcnons3oBanue -
Vigenmndmxaro oCThANCTEE urn:EEC:R:HC:MM:06:
6 FISHTHQUKATOp  NpOCTpArcTs MedicalProductRegistrationDetails:
HUMEH
v1.1.0
K 7 . . . .
7 OpHEBOH daeMent MedicalProductRegistrationDetails
XML-nokymeHnTa
EEC R HC MM 06
8 Nwms daitma XML-cxeMsr MedicalProductRegistrationDetails

v1.1.0.xsd

17. UmnopTupyembie MPOCTPAHCTBA UMEH MTPUBEJEHBI B Ta0IHIIE 9.
Tabmnuna 9

HNmMmopTrpyeMbie IPOCTPAHCTBa HMEH

Unentudukarop mnpocrpaHcTBa

Ne o/mt MeH Ipeduxc

1 2 3

1 urn:EEC:M:ComplexDataObjects: cedo
vX.X.X

) urn:EEC:M:HC: heedo
ComplexDataObjects:vZ.Z.Z

3 urn:EEC:M:HC:SimpleDataObjects: hesdo

VZ.Z.Z



4 urn:EEC:M:SimpleDataObjects: csdo

vX.X.X

CumBonsl "X.X. X" u "Z.Z.Z" B uMIOPTUPYEMBIX MPOCTPAHCTBAX UMEH COOTBETCTBYIOT
HOMEpPY BepcUM Oa3MCHOW MOJEIU JAaHHBIX M MOJEIW JaHHBIX MPEIMETHON 001acTu,
WCIIONIb30BAHHBIX TIPU Pa3pabOTKe TEXHUYECKOW CXEMBl CTPYKTYPHI DJIEKTPOHHOTO

JTOKyMeHTa (CBeJeHUI) B COOTBETCTBUU ¢ MyHKTOM 2 Pemenus Komnernn EBpasuiickoit
sKOHOMHUYEeCcKOM Komuccuu ot 30 asrycra 2016 r. Ne 92.

18. PeKBU3UTHBIN COCTAaB CTPYKTYPHI AJIEKTPOHHOTO JOKyMeHTa (cBeaeHui) "CBeeHus o

peructpanuu MeguuuHckux unenui” (R.HC.MM.06.001) npusenen B Tabnuue 10.

Tabmauma 10

PexBH3UTHEIA COCTaB CTPYKTYPHI DJIEKTPOHHOI'O JOKyMeHTa (cBefieHHi) "CBeIeHns o
perucrpanuu MemumuHaCKUX m3nemmit" (R.HC.MM.06.001)

Wwms pexBusura

1. 3arosioBOK 3JE€KTPOHHOIO JOKyMEHTa (CBEIECHUI)
(ccdo:EDocHeader)

1.1. Kox coobmienus o0miero mporecca
(csdo:InfEnvelopeCode)

Onucanne Wnentndu Twum

peKBH3HTa KaTOp

COBOKYITHO

CTh

TEXHOJIOTH

YEeCKHX

pexBuzuto M.CDE
B 90001
AJIEKTPOHH

oT O

TOKyMEHTa
(cBemeHuit)

KOI0BOE
0003HaUeH

u e M.SDE
coobmenns .90010
obmiero

mporiecca

JaHHBIX

ccdo:
EDocHead
erType (
M.CDT
.90001)
Omnpenensie
TCHA
o0nacTsIMHu
3HAYCHHUU
BIIOXKEHHBI
X
2JIEMEHTOB

csdo:
InfEnvelop
eCodeType
(M.SDT
.90004)
3HaueHue
Koga B
COOTBETCTB
Hu
Pernament
oM
nH(popMaI
HOHHOTO
B3anMO/Iei
CTBHSL.
Ila6mon: P
\JA-Z]{2}\
J0-9T{2}\.
MSG\.[0-9]
{3}

csdo:
EDocCode

MHn.

1



1.2. Koz aneKTpoHHOTO JOKyMeHTa (CBEICHH)
(csdo:EDocCode)

KOJIOBOE
0003HaUYCH
u e
SIIEKTPOHH
oro
JIOKyMEHTa
(cBeneHwmii)
B

M.SDE

90001

COOTBETCTB

HH C
peectpom
CTPYKTYp
3JIEKTPOHH
Bl X
JTOKYMEHTO
B "
CBEJCHUN

cTpoKa
CHMBOJIOB,
OJTHO3HAYH

0
1.3. MnenTnduKaTop 37MEKTPOHHOTO JOKYMEHTa

(cBeneHMA)
(csdo:EDocld)

uneatudun M.SDE

upymomas
AJIEKTPOHH
bl U
JIOKYMEHT (
CBEJICHH)

HOCHTUDHUK
aTop

3JICKTPOHH
oro

JIOKyMEHTa
(cBenenmii)
, B OTBET

.90007

Type  (
M.SDT
.90001)
3HaueHUE
Koma B
COOTBETCTB
Hu C
peectpoMm
CTPYKTYp
AJIEKTPOHH
Bl X
JOKYMEHTO
B u
CBEICHUM.
[Ta6mon: R
(\.[A-Z]{2}
\JA-Z]{2}\
[0-9]{2})?
\.[0-91{3}

csdo:
Universally
UniqueldT
ype (
M.SDT
.90003)
3HaueHHe
uneHTHHUK
atopa B
COOTBETCTB
nn ¢ 1SO/
IEC 9834-8

[Tabmon: [
0-9a-fA-F]
{8}-[0-
9a-fA-F]{4
j-10-
9a-fA-F]{4
j-10-
9a-fA-F]{4
}-10-
9a-fA-F]{
12}

csdo:
Universally
UniqueldT
ype (
M.SDT
.90003)
3HaueHUE
HUICHTUDUK
atopa B
COOTBETCTB



1.4. nenTndukaTop NCXOJHOTO IEKTPOHHOrO H a

JTOKyMeHTa (CBEIICHH) KOTOPBIH

(csdo:EDocRefId) 0 b
cthopmupo

BaH

M.SDE
.90008

JAHHBIN
JJIEKTPOHH
bl "
IOKYMEHT (

CBEJICHUS)

nara
BpeMs
1.5. Jlata 1 BpeMs 3IEKTPOHHOTO JOKYyMeHTa ( cO3IaHMs
CBEJICHUH) JNEKTPOHH
(csdo:EDocDateTime) oro
JIOKYMEHTa
(cBemeHuit)

M.SDE
.90002

1.6. Ko sizbika KEHOBOG M.SDE
0003HaueH
: .00051
(csdo:LanguageCode) -

CBEJICHUS O
perucTpup

yemom  (
3apeructpu M.HC.CD
posarrnom) E.00017
MEIUIMHCK

oM

2. CBezieHUS O PETHCTPUPYEMOM (3apETUCTPUPOBAHHOM)
MEIUIUHCKOM U3JIeTTHN
(hcedo:MedicalProductDetails)

H3JICITUN

nu ¢ ISO/
IEC 9834-8

ma6n0H: [
0-9a-fA-F]
{8}-[0-
9a-fA-F]{4
}-10-
9a-fA-F]{4
j-[0-
9a-fA-F]{4
}-10-
9a-fA-F]{
12}

bdt:
DateTimeT
ype (
M.BDT
.00006)
O6o3HaueH
He JIaThl U
BpEMEHH B
COOTBETCTB
uu ¢ ISO
8601

csdo:
LanguageC
odeType (
M.SDT
.00051)
JIByxOykBe
HHBIN KOJ
sI3BIKA B
COOTBETCTB
un ¢ ISO
639-1.
[Iabmon: [
a-z]{2}

hccdo:
MedicalPro
ductDetails
Type  (
M.HC.CD
T.00015)
Omnpenensie
TCH
obacTaMu
3HAYCHHUU
BJIOJKEHHBI
X
3JIEMEHTOB

hccdo:
MedicalPro

0..1

0..1

1.*



2.1. CBeneHus 0 3asBICHMHM O PETHCTpPALUU
MEAMIUHCKOTO W3JENUs WJIW O IPOBEICHHH
CBSI3aHHBIX ITPOLIEAYD
(hcedo:MedicalProductApplicationDetails)

2.1.1. Homep 3asBneHus Ha
PETUCTpALMIO WM INPOBEICHUE
WHBIX TPOLERYpP, CBSA3aHHBIX C
perucrpanueld  MEIUIIMHCKOTO
U3/1eNHS

CBEJICHUS O
3asIBJICHUH

0

peructpar

U u M.HC.CD
oro

n3/1eNns

178187 S

MIPOBEICHH

u

CBSI3aHHBIX

Ipoueayp

HOMEp
3asIBJICHUS
H a
peructpar
HI0 WU
MIPOBEICHH
€ MHBIX
Ipoueayp,
CBSI3aHHBIX

M.HC.SDE
.00660

(hcsdoMedicalProductApplicationld) ¢

2.1.2. Jlata nokyMeHTa
(csdo:DocCreationDate)

perucTparg
neu
METUIITHCK
oro
H3IeTus

marTa
nmogavdu
3asBJIEHUS

M.SDE
.00045

ductApplic
ationDetail
sType  (
M.HC.CD
T.00198)
Omnpenensie
TCH
o0nacTsIMHu
3HAYCHUU
BIIOKEHHBI
X
2JIEMEHTOB

hcsdo:
MedicalPro
ductApplic
ationldTyp
e (
M.HC.SDT
.00737)
Hopmanus
OBaHHasI
CTpoKa
CHMBOJIOB.
[Iabmon: [
A-Z]1{2}-\d
{6}-(0[1-9]
I[1121\d[3[O]
1D.(0[1-9]
1[0-27]).20\
d{2}

bdt:
DateType (
M.BDT
.00005)
O6o03HaveH
ue JaThl B
COOTBETCTB
un ¢ ISO
8601

csdo:
UnifiedCo
untryCode
Type (
M.SDT
.00112)
3HaueHue
IByXOyKBe
HHOT'O KOJa
CTpaHbl B
COOTBETCTB
HH CO
CIIPaBOYHHU



2.1.3. Kon pedepenTHoro KOIOBOE KOM (
rocyaapcrsa o60snauen M-HC.SDE yacendux 1
(hesdo: n e 00719 aToOpoM),
ReferenceUnifiedCountryCode) pedepentH uneHTuduK
oro aTop
rocyapcTB KOTOPOTO
a ompeeneH
B arpubyTe
Unentudu
KaTop
CIIPaBOYHH
Ka (
KJ1accuux
aTopa)".
[Ma6mon: [
A-Z]{2}

csdo:
Reference
0003HaYCH DataldTyp

ne e (M.SDT
CIIPaBOYHH 00091)
a) uacHTU(UKATOP Ka ( .

CIIpaBOYHHUKA ( knaccuduk
KiaccudukaTopa) aTtopa), B

Hopmanus
- oBaHHas |

CTpOKa
(arpubyt codeListld)  cooTBeTcTB p

nn C

CHMBOJIOB.
MuHn.

KOTOPBIM
mmHa: 1.

YKa3aH KOJ
Makec.

mHa: 20

csdo:
UnifiedCo
untryCode
Type  (
M.SDT
.00112)
3HaueHHe
IBYXOYKBE
HHOTO KOJa
CTpaHbI B
COOTBETCTB
HH CO
CIIpaBOYHHU
KOM (

KOZOBOE
0003HaueH

u e M.HC.SDE 1acendnx
atopom), 0.%*

HIACHTUDHUK
aTop
KOTOPOTO
oTpe/ieTIcH
B aTpudOyTe

2.1.4. Kopx rocymapcTBa mpHU3HaHUS
(hcsdo:

.00700
RecognitionUnifiedCountryCode) ZOCYI[apCTB

MIPU3HAHUSA

Wnenrudu



KaTop

CIPaBOYHU
Ka (
KJIaCCH(UK
aTopa)".
[Tabmon: [
A-Z1{2}
csdo:
Reference
0003HaUCH DataldTyp
e ¢ (M.SDT
CIIPaBOYHH 00091)
a) uaeHTU(UKATOP Ka ( Hopmams
CIpaBOYHUKA ( xmaccuduk
kiaccuukaropa) atopa), B - oatiag |1
. CTpOKa
(atpubyt codeListld)  coorBercTB CHMBONIOB.
nuu C
KOTOPBIM Mun.
yYKa3aH KOJ{ AHa: 1.
Makec.
muHa: 20
hcsdo:
MedicalPro
ductRegistr
ationDocC
odeType (
M.HC.SDT
KOZ[OBOC 00712)
0003HaUEH 3HaueHue
ne BHIA Koga wu3
3asBJICHUS KIIACCU(UK
2.1.5. Koxg Bupma 3asBieHUsS HAa H a aTopa "
MpoBeICHHUE perucrpanuu MPOBEICHH Knaccuduk
MEIUIIMHCKOTO u3Aenus u (Wiu) e M.HC.SDE aTop BUIOB
CBSI3aHHBIX MTPOIEIYP perucTpait 00468 JOKYMEHTO |
(hecsdo: U u B ,
MedicalProductApplicationKindV2 MenuuuHck cojepKarg
Code) oT o0 uxcsa B
H3IeNns 1 perucTparg
(nnm) HOHHOM
CBSI3aHHBIX J0Che Ha
TpoIeIyp MEIUIIHHCK
oe u3aene
MuH.
mHa: 1.
Make.
mmHa: 10
csdo:
Reference
0003HaueH DataldTyp
u e e (M.SDT
CIIPAaBOYHH .00091)

Ka (



a) uAEHTUPUKATOP Knaccupuk Hopmanns

CIIpaBOYHUKA ( aTopa), B OBaHHAs
KiaccudukaTopa) COOTBETCTB CTpOKa
(atpuOyrt codeListld) HH € CHMBOJIOB.
KOTOPbIM Musu.
yKasaH KOJ muHa: 1.
Makc.
uHa: 20
hesdo:
MedicalPro
ductRegistr
ationStatus
KOJIOBOE
A CodeType
0003HaYCH (
ue cTaryca
Y M.HC.SDT
s
A .00911)
OTCIIeXKHBA
3HayeHue
HUSL X0Ja
KoJa wu3
accMOoTpe
P P KIIACCU(UK
HU S
2.1.6. Kon craryca 3asBieHHUS O aTopa "
3asBJICHUS
MPOBEACHUU perucTpamnuu Knaccuduk
0
MEIMIIMHCKOTO HW3JCIUSA WU aTop

peructparn M.HC.SDE

CBA3AaHHBIX TpOUCAYP -, 00911

craryco 0..1

(hcsdo: it
. . . MIPOBEICHH
MedicalProductRegistrationStatusCo I OTCIIEXKHBA
de) HUSA XoJa
nponenyp,
paccMoTpe
CBSI3aHHBIX
HU A
c
3asBJICHUS
perucTparg o
new
erucTpa
METHITHHCK P patt
uu
oro
MEJIUIMHCK
N3IETHS
oro
m3nenus”.
la6mon: \
d{2}
HAaMMEHOBA
HUeE
craryca
JUJT St
OTCIIeXKHBA
HHUS XOJa csdo:
paceMoTpe Name500T
HU A ype (
2.1.7. HauMeHOBaHHE CTATyCa  saqpcHUs M.SDT
3asBJI€HUSIT O IPOBEJECHUHU o .00134)
eruCTpallud  MEIUIIMHCKOTO Hopmanus
peruerp PETHCTPAIL \f e SDE 0P
W3JCIIHA UIIH CBASAHHBIX MPOUCAYD  ju MM ()0 cag oBanHast  0..1
( h CS d 0 NPOBEAECHU ’ CTpOKa
MedicalProductRegistrationStatusNa y  pgpix CHUMBOJIOB.
me) nporenyp, Munu.

CBS3aHHBIX uHa: 1.



2.2. HanmeHOBaHME MEIUIIMHCKOTO HU3AETUS
(hesdo:MedicalProductName)

2.3. CeneHus o MOIETH (MapKe) MEIUIIMHCKOTO
H3J1ENINsL
(hcedo:MedicalProductModificationDetails)

2.3.1. HammenoBauue wmomenu (
MapKH) MEIUIIITHCKOTO H3ICITHS
(hcsdo:
MedicalProductModificationName)

c
perucrparg
neu
METUIITHCK
oro
n3aeiiuAa

HauMeHOBa
HUeE
MEIUIIMHCK
oro
H3EIHS

CBEJICHUS O
Monmenn  (
Mapke)
MEIUIMHCK
oro
U3JICTHS

HAaMMEHOBA
HUeE
Monmenu  (

MEIUAIMHCK
oTr o
HA3ETUS

M.HC.SDE
.00763

M.HC.CD
E.00763

M.HC.SDE
.00466

Makec.
mHa: 500

csdo:
Name500T
ype (
M.SDT
.00134)
Hopmanus
OBaHHAas
CTpOKa
CHMBOJIOB
Mus.
maHa: 1.
Makec.
mauHa: 500

hccdo:
MedicalPro
ductModifi
cationDetai
IsType (
M.HC.CD
T.00787)
Omnpenensie
TCH
obmactamu
3HAYCHUH
BJIOJKCHHBI
X
9JIEMEHTOB

csdo:
Name500T
ype (
M.SDT
.00134)
Hopmanus
OBaHHas
CTpOKa
CHMBOJIOB.
MuH.
mmHa: 1.
Makec.
quHa: 500

hcsdo:

MedicalPro
ductClassif
icationCod

0..1



2.3.2. Kog BuUAa MeOUIMHCKOTO
W3IENAS

(hcsdo:
MedicalProductClassificationCode)

a) uAcHTU(PUKATOP
CIIpaBOYHUKA
KiaccupukaTopa)
(atpubyT codeListld)

2.3.3. CegeHust 0 coOcCTaBe
MEMIIMHCKOTO M3IeITHs
(hccdo:MedicalProductSetDetails)

KOJIOBOC
0003HauYeH
ne BHIA
MEIUIIMHCK
oro
HU3JACTHS
Mapku  (
MOJIENIN) B
COOTBETCTB
HU CO
CIIPaBOYHH
KOM "
Homenknat
ypa
MEIULIMHCK
H X
U3eIun
EBpazuiick
oro
9KOHOMHYE
CKOTO
coro3a"

0003HaueH
u e
CIPaBOYHH
Ka (
KIIACCH(PUK
atopa), B
COOTBETCTB
uu c
KOTOPBIM
yKa3aH KOJ{

CBEICHHUS O
cocTaBe
MEIULIMHCK
oro
H3JICIUS

M.HC.SDE
.00447

M.HC.CD
E.00215

eType (
M.HC.SDT
.00580)
3HayeHue
KoJa BUOA
MEIULINHCK
oro
uzaenusi B
COOTBETCTB
U CO
CIPaBOYHU
KOM (
KJ1accupurK
aTopoMm),
naeHTH UK
aTtop
KOTOPOTO
ompenesneH
B aTpubyTe
"
Wnentudu
KaTop
CIPaBOYHU
K a (
KIaccu(uK
aTopa)".
[la6mon: \
d{6}

csdo:
Reference
DataldTyp
e (M.SDT
.00091)
Hopmanus
OBaHHAas
CTpOKa
CHMBOJIOB
Mus.
mauHa: 1.
Makec.
muHa: 20

hccdo:
MedicalPro
ductSetDet
ailsType (
M.HC.CD
T.00199)
Omnpenensie
TCHA
obacTaMu
3HAYCHHUU

0.1



* 1. HaumeHnoBanue
COCTAaBHOW  YacTH

MCIUIMHCKOI'O U3CIINA

(hcsdo:

ModelNumberSetName

)

* 2. HammeHoBaHuUe
X035IMCTBYIOIIETO
cyOBeKTa

(csdo:
BusinessEntityName)

*.3. Kop crpanst
(csdo:
UnifiedCountryCode)

HanMEHOBa
HHUE
COCTaBHOM

M.HC.SDE

qacTH
.00601

MEIUIMHCK

oro

n3acius

HAaNMMCHOBA

HHUC

MPOU3BOIH

et M.SDE
COCTaBHOHU 00187
qgacTHu

MEIUIITHCK

oro

n3aciuda

KO
CTpaHBHI
MIPOM3BOJIC
TBa
COCTaBHOI
YacTH
MEIOUIITHCK
oro

M.SDE
.00162

HU3IETUST

BJIO’KCHHBI
X
OJIECMCHTOB

csdo:
Name500T
ype (
M.SDT
.00134)
Hopmanus
OBaHHAas
CTpOKa
CHUMBOJIOB
MuHn.
muHa: 1.
Makec.
mmHa: 500

csdo:
Name300T
ype (
M.SDT
.00056)
Hopmanus
OBaHHas
CTpOKa
CHMBOJIOB
MuH.
JtiHa: 1.
Makec.
nmiuna: 300

csdo:
UnifiedCo
untryCode
Type (
M.SDT
.00112)
3HaueHue
IBYXOyKBe
HHOTO KOJIa
CTpaHbI B
COOTBETCTB
HH €O
CIPaBOYHU
KOM (
KJ1accupux
aToOpOM),
UOCHTUDUK
aTtop
KOTOpOTO
oIpesieicH
B arpubyTte
Unentudu
KaTop

0..1



a)
HICHTUDUK
aTtop
CIpaBOYHH
Ka (
KJ1accupux
aTropa)
(aTpubyT
codeListld)
2.3.4. CBenenus 0
MPUHAJICKHOCTH MEIUIIUNHCKOTO
U3ICTIHS
(hccdo:
MedicalProductAccessoryDetails)
*.1. HaumeHoBaHuUe
MPUHAIICKHOCTH
MEIHUITHCKOTO U3ICIIHS
(hcsdo:
MedicalProductAccesso
ryName)

0003Ha4YCH
u e
CIPaBOYHH
Ka (
KJ1accuuK
atopa), B
COOTBETCTB
UH C
KOTOPBIM
yKa3aH KoJ

CBEJICHUS O
MIpUHAAIEXK
HOCTSX
MEIUIIMHCK
oro
H3JCTIUS

HauMEHOBa
HHUEC
MIpUHAIIEXK
HOCTH
MEIUIIMHCK
oro
H3eTIUS

HauMMCHOBa
HHUC

M.HC.CD
E.01131

M.HC.SDE
01571

CIIpaBOYHHU
Ka (
KIIACCH(PHK
aTopa)".
[Ta6mon: [
A-Z]{2}

csdo:
Reference
DataldTyp
e (M.SDT
.00091)
Hopmanus
OBaHHas
CTpOKa
CHUMBOJIOB.
MuH.
mHa: 1.
Makec.
mtuHa: 20

hccdo:
MedicalPro
ductAccess
oryDetails
Type (
M.HC.CD
T.01131)
Omnpenensie
TCHA
obJacTaMu
3HAYCHHUU
BIIOXKEHHBI
X
2JIEMEHTOB

csdo:
Name500T
ype (
M.SDT
.00134)
Hopmanus
OBaHHas
CTpOKa
CHUMBOJIOB.
MuH.
Ha: 1.
Makec.
mHa: 500

csdo:
Name300T
ype (
M.SDT
.00056)

1



* 2. Haumenosanune  npoussomu M.SDE  Hopmamus (.1
XO3ANUCTBYIOIIETO Tens .00187 OBaHHas
cyObekTa NpruHALICK CTpOKa
(csdo: HOCTH CHMBOJIOB.
BusinessEntityName) MuH.

JuHa: 1.

Makc.

mmHa: 300

csdo:
UnifiedCo
untryCode
Type  (
M.SDT
.00112)
3HadeHue
IBYXOyKBe
HHOT'O KOJia
CTpaHbl B
COOTBETCTB
HH €O
KOonI CIIPaBOYHH
CTpaHBbl KOM (
npousBoac M.SDE  kmaccudux
TBa .00162 aTopoM),
NPUHAIICK UICHTU(UK
HOCTH aTtop

*3. Kog crpansr
(csdo:
UnifiedCountryCode)

KOTOpOTO
onpeaecH
B arpuldyre
Unentudu
KaTop
CIpaBOYHU
K a (
KJ1accupuK
aTopa)".
[la6mon: [
A-Z1{2}

csdo:

Reference
2) 0003HaueH DataldTyp
UIeHTU UK e e (M.SDT
atop COpPaBOYHU 00091)

K a (

CIPaBOYHH Hopmanus

Kiaccuduk

Ka ( - oBaHHas |
aropa), B

KIIACCU(UK CTpOKa
COOTBETCTB

aTopa) CHMBOJIOB.
uum c

(aTpubyT MuH.

. KOTOPBIM
codeListld) P
yKa3aH KO

mauHa: 1.
Makec.
mmHa: 20

hccdo:
MedicalPro



2.4. CBeneuus 0 pPeTHCTPAliOHHOM
YIIOCTOBEPEHHU MEIHIIUHCKOTO U3/IEIIHU
(hccdo:
MedicalProductRegistrationCertificateDetails)

2.4.1. Homep peructpauuoHHOroO
yIOCTOBEPEHHS
(hcsdo:RegistrationCertificateld)

2.4.2. lara perucTpanuu
METUIIMHCKOTO U3IEHs
(hcsdo:
MedicalProductRegistrationDate)

2.4.3. lata WCTEYEHHS CpOKa
JICHCTBUS TOKYMEHTA
(csdo:DocValidityDate)

CBCACHUA O
perucrpan

HUOHHOM

ynoctoBep M.HC.CD
CHUH E.00277
MEIUIMNHCK

oro

n3aeauns

HOMED

peructparg
HOHHOTO
YIOCTOBEP

CeHUS

meanimack M.HC.SDE
oro .00045
H3ICTIHS,
3aperucTpu
POBaHHOTO

B paMKax

Coroza

maTa
perucTparg

U U M.HC.SDE
meaunuHck 00767
oro

H3EIHS

marta
OTMCHEI

nerictBust (
AHHYJIHPOB

aHUA)

peructpaiy M.SDE
nonuoro .00052
YIOCTOBEP

eHUA

MEIUIIMHCK

oro

n3aeiuia

ductRegistr
ationCertifi
cateDetails
Type (
M.HC.CD
T.00652)
Omnpenensie
TCH
obnactsamu
3HAYCHHUU
BJIOJKCHHBI
X
3JIEMEHTOB

csdo:
1d50Type (
M.SDT
.00093)
Hopmanus
OBaHHas
CTpOKa
CHMBOJIOB.
MuH.
mauHa: 1.
Make.
mHa: 50

bdt:
DateType (
M.BDT
.00005)
O6o03HaueH
W€ IaThl B
COOTBETCTB
uu ¢ ISO
8601

bdt:
DateType (
M.BDT
.00005)
O6o03HaueH
W€ IaThl B
COOTBETCTB
nu ¢ ISO
8601

csdo:
UnifiedCo
untryCode
Type (
M.SDT
.00112)

0..1

0..1



3HaueHue
IBYXOyKBe
HHOT'O KOJIa
CTpaHbl B
COOTBETCTB
KOJIOBOE HH €O

0003HaYCH
2.4.4. Kon pedepeHTHOTO CHpaBOTHH
u e KOM (

rocyiapcTBa M.HC.SDE
pedepentH kimaccupuk 1
oro aTopoM),

(hcsdo: .00719
ReferenceUnifiedCountryCode)
rocyAapcTB UOCHTUDHUK
a aTtop
KOTOpOTO
oIpesieicH
B arpubyTe
Unentudu
KaTop
CIIPAaBOYHU
Ka (
KJ1accuux
aropa)".
[Iabmon: [
A-Z]{2}

csdo:
Reference
DataldTyp

e (M.SDT
CIPaBOYHH 00091)
a) MIeHTU(PUKATOD Ka ( .

CIIpaBOYHUKA ( knmaccuduk
KiaccudukaTopa) atopa), B

o0o3HaueH
u e

Hopmanus

— OBaHHAs 1
CTpOKa
CHMBOJIOB.
MuH.
JmuHa: 1.

(atpudyt codeListld)  cooTBercTB
HU C
KOTOPBIM

YKa3aH KoJ
Makec.

mHa: 20

csdo:
UnifiedCo
untryCode
Type (
M.SDT
.00112)
3HayeHue
IByxOyKBe
HHOT'O KOJIa
CTpaHbI B
COOTBETCTB
U CO

KOZOBOE CIIPaBOYHU

245 K 0603HaueH KoM (
A4.5. Kon rocynapetsa npusnanus = MLHC SDE K7accniui

0..*
rocymapcts .00700 aTopom),



(hcsdo:
RecognitionUnifiedCountryCode)

a) uAeHTU(UKATOP

CIpaBOYHHUKA (

Knaccupukaropa)
(atpudyT codeListld)

2.4.6. Kon cTatyca
PETUCTPALlMOHHOTO yIOCTOBEPEHUS
MEIUIIMHCKOTO M3/IeITHSI
(hcsdo:
MedicalProductRegistrationCertifica
teStatusCode)

a
MPU3HAHUA

00o03HaueH
u e
CIPaBOYHH
Ka (
KITaCCU(PUK
atopa), B
COOTBETCTB
uu c
KOTOPBIM
yKa3aH KOJ{

KOIOBOE
0003HaUCH
ue craryca
peructpaig
HOHHOTO
YAOCTOBED
eHUS
MEIUIITHCK
oro
H3IeTUs

M.HC.SDE
.00530

naeHTH UK
aTtop
KOTOPOTO
ornpeneneH
B aTpubyTe
Unentudu
KaTop
CIIPaBOYHH
K a (
KIacCu(uK
aTopa)".
[a6mon: [
A-Z]{2}

csdo:
Reference
DataldTyp
e (M.SDT
.00091)
Hopmanus
OBaHHAas
CTpOKa
CHMBOJIOB
MuHn.
nnuHa: 1.
Makec.
quHa: 20

hcsdo:
MedicalPro
ductRegistr
ationCertifi
cateStatus
CodeType
(
M.HC.SDT
.00912)
3HaueHUE
KoJa wu3
KIIACCH(PUK
atopa "
Knaccuduk
aTop
CTaTyCOB
peructpar
HOHHBIX
YIOCTOBED
CHU U
METUIIUHCK
H X
u3aenuin".
Ila6mon: \
d{2}

0..1



2.4.7. HaumeHnoBanue
PETUCTPAITHOHHOTO YIOCTOBEPCHHUS
MEIULIMHCKOTO U3IENINS

(hcsdo:

MedicalProductRegistrationCertifica

teStatusName)

2.4.8. Jlara
(csdo:EventDate)

2.4.9. Jlata Bblgaum ngyOnmKaTa
PErHCTPAIIMOHHOTO YA0CTOBEPEHHSI

cratyca

(hesdo:CertificateDuplicateDate)

2.4.10. Jlata BHECECHUSI U3BMECHEHUN B

perucTpanuoHHOE

MCIUIIMHCKOTO U3ACIINA

(hcsdo:

RegistrationCertificateModification

Date)

J0ChE

HaMMEHOBa
HUE
craryca
perucTparg
HOHHOTO
ynoctoBep .00631
eHUS

MEIUIUHCK

oTro

M3

rarta
WU3MEHEHUS
craryca
peructpar
HOHHOTO

M.SDE
.00131

YIOCTOBEP
CHHUSA

mara
BEIJAYHU
nryOnmkarta
perucTparg
HOHHOTO
YIOCTOBEP
EHHS

.00534

maTa
BHECCHUS
H3MEHEHUH
B

peructpany M.HC.SDE

HOHHOC .00531
nochbe
MEIUIIMHCK

oro

n3acius

KOJIOBOE
0003HaueH
u e
METUITHCK
oro

M.HC.SDE

M.HC.SDE

csdo:
Name500T
ype (
M.SDT
.00134)
Hopmanus
OBaHHAas
CTpOKa
CHUMBOJIOB
MuH.
mmHa: 1.
Make.
mmHa: 500

bdt:
DateType (
M.BDT
.00005)
O6o03HaueH
W€ 1aThl B
COOTBETCTB
uu ¢ ISO
8601

bdt:
DateType (
M.BDT
.00005)
O6o03HaueH
W€ IaThl B
COOTBETCTB
nu ¢ ISO
8601

bdt:
DateType (
M.BDT
.00005)
O6o03HaueH
e JaThl B
COOTBETCTB
uu ¢ I1SO
8601

hcsdo:
MedicalPro
ductClassif
icationCod
eType (
M.HC.SDT
.00580)
3HaueHUE
KOJla BHIA
MEIUITHHCK
oro

0.1

0..1

0..1

0..1



U3acianusa B U3acinsg B

COOTBETCTB COOTBETCTB
HH CO HH CO
CIpPaBOYHH CIPaBOYHU
2.5. Kog Busia MEJUIIMHCKOIO U311 P » M.HC.SDE P (0.*
KOM KOM .
(hcsdo:MedicalProductClassificationCode) .00447
Homenknar KJ1accupuK
ypa aTopoM),
MEIUIMHCK uaeHTH UK
u X aTop
U3eIun KOTOpOTI'0
EBpazuiick onpezelieH
oro B arpudyTte
SKOHOMMYE "
CKOTO Wnentudu
coroza" KaTop
CIPaBOYHU
K a (
KJ1accupuk
aTopa)".
[Ta6mon: \
d{6}
csdo:

5 Reference
0003HaYCH DataldTyp
we ¢ (M.SDT
CIIPaBOYHH 00091)

K a (
a) UACHTU(UKATOP CIHPAaBOYHUKA ( Hopmanus
KIaccuduk
KJ1accU(UKaTopa) - oBaHHas |
. aropa), B
(atpubyT codeListld) CTpOKa
COOTBETCTB
CHMBOJIOB.
iU C
Mun.
KOTOPBIM
uHa: 1.
yKa3aH KO
Makc.
mumHa: 20
csdo:
KOJIOBOC Codelto2T
0003HaYCH ype (
He Kiacca M.SDT
NOTEHLUA .00313)
2.6. Kog kmacca MOTEHUHATBHOTO pHCKA LHOTO Hopmanus
P M.HC.SDE P
MIPUMEHCHUA MECIUIHUHCKOI'O U3AEJI1A puCKa 00032 OBaHHaAa O 1
(hcsdo:RiskClassCode) NPUMEHEHH CTpOKa
st CHMBOJIOB.
MEIULUHCK Mun.
oTro mHa: 1.
U3J1eIUs Makec.
JUTHHA: 2
hecdo:
MedicalPro
ductManuf
acturingAu
thorization

HolderDeta



2.7. CeneHus 0 MPOU3BOAUTENIC MEAULIMHCKOTO CBEIEHUS O

n3aciims

(hccdo:

MedicalProductManufacturing AuthorizationHold

erDetails)

2.7.1. Kog ctpaHsl
(csdo:UnifiedCountryCode)

a) uAeHTU(PUKATOP
CIIpaBOYHHUKA
KiaccupukaTopa)
(atpubyT codeListld)

HpOI/I3BO)II/I M.HC . CD

Tene
MEIULMHCK
oro
W3ACIIHS

KOJIOBOE
0003HaueH
He CTpaHbl

peructpanr M.SDE

uu
XO3SICTBY
IOIIETO
cyOBeKTa

0003HaUYeH
ue
CIPaBOYHH
Ka (
KIIacCU(UK
atopa), B
COOTBETCTB
uu c
KOTOPBIM
yKa3aH KoJ{

E.00665

.00162

ilsType (
M.HC.CD
T.00777)
Omnpenensie
TCH
obmacTaMu
3HAUYCHHUH
BJIOKEHHBI
X
3JIEMEHTOB

csdo:
UnifiedCo
untryCode
Type  (
M.SDT
.00112)
3HaveHne
IBYyXOyKBE
HHOT'O KoJia
CTpaHbI B
COOTBETCTB
HH CO
CIpaBOYHU
KOM (
KJ1accupuK
aTopom),
UACHTUDUK
aTtop
KOTOpOTO
orpe/ieneH
B aTpuoyTe
Unentudu
KaTtop
CIPaBOYHU
K a (
KIIAaCCH(PUK
aTopa)".
[Tabmon: [
A-Z1{2}

csdo:
Reference
DataldTyp
e (M.SDT
.00091)
Hopmanus
OBaHHas
CTpOKa
CHMBOJIOB.
MuH.
nauHa: 1.
Makec.
muHa: 20

0..1

1



IMOJIHOC

HAaUMCHOBA
csdo:
HUE
. Name300T
XO3SICTBY
IOIIEeT 0 ype (
M.SDT
cyOBeKTa
.00056)
UIH
2.7.2. HaumeHoBaHue bamns, M SDE Hopmanus
XO3SIHCTBYIOIIETO CyOBEKTa oBanHas  0..1
s . uMs - u- 00187
(csdo:BusinessEntityName) OTUCCTBO CTpOKa
(buzmuecKo CHMBOJIOB.
ro nuua, Mumn.
Be/TYIIEro JHa: 1.
X03sHCTBE Make.
HHYIO mmHa: 300
JIeSATEITHHO
CTh
COKpAIICHH
o e
HAaUMCHOBA
csdo:
Hu ev Namel20T
XO3SICTBY
ype (
“’Ige“’ M.SDT
cyoperTa .00055)
Uu
2.7.3. Kparkoe HamMeHOBaHHE Hopmanus
. ¢amummsas, M.SDE
XO3SIHCTBYIOIIETO CyOBEKTa 00188 oBanHas  0..1
. . . aMs " .
(csdo:BusinessEntityBriefName) CTpOKa
OTYECTBO
CHMBOJIOB.
¢buznuecko
Mun.
ro JuIa,
muHa: 1.
BEIYIIETO
. Make.
X03sTHCTBE
mmHa: 120
HHY IO
JIeSTEIHHO
CTh
csdo:
UnifiedCo
de20Type (
M.SDT
.00140)
3HaueHue
Koja B
COOTBETCTB
KOJIOBOE U CO
0003HaueH CTIPaBOYHA
u e KOM (
opraHu3a KJ1accupuk
HOHHO-TIpa aToOpoM),
2.7.4. Kon BOBOM HAECHTU(DHUK
N M.SDE ¢
OpraHMU3alHOHHO-TIPaBOBOIl OPMBI  hOpMEI, B 00023 atTop 0..1
(csdo:BusinessEntity TypeCode) KOTOpOH KOTOpOTO
3apEeTUCTpU oTpeserneH

poBaH B arpubyTe



XO3SIUCTBY Wnentudu

O I U 1 KaTop
CyOBEKT CIPaBOYHU
K a (
KJ1accupuK
aTopa)".
MuH.
mmHa: 1.
Makec.
mHa: 20
csdo:
Reference
0003HaYCH DataldTyp
we ¢ (M.SDT
CIIPaBOYHH 00091)
a) uaeHTU(UKATOP Ka ( i‘IOpMaJ'II/B
CIIpaBOYHUKA ( xmaccuduk
- OBaHHasd 1
knaccudukaropa) atopa), B
. CTpOKa
(arpubyt codeListld)  cooTBeTcTB
CHMBOJIOB.
Hu
MuH.
KOTOPBIM
uHa: 1.
yKazaH KOJ
Makc.
mHa: 20
csdo:
HAaUMEHOBA Name300T
HUE
ype (
oprasu3arit M.SDT
HOHHO-TIpa 00056)
2.7.5. HaumenoBanue BoBoH Hopmanus
. ¢opmer, B M.SDE
OpraHM3alOHHO-IIPABOBOW (POPMBI . oBaHHaxs  0..1
. . koTopor  .00090
(csdo:BusinessEntity TypeName) CTpOKa
3aperucTpu
CHMBOJIOB.
poBaH
. MuH.
XO3SIUCTBY
. mmHa: 1.
1200119787
Makc.
CcyOBeKT
qnuHa: 300
csdo:
BusinessEn
HoMep (ko1 tityldType
) 3amucu (M.SDT
0 peecTpy 00157)
2.7.6. UneHTuduratop (permctpy), Hopmanus

npucsoeHH M.SDE

XO3STCTBYIOMIETO CyOBeKTa . opaHHasa  (..1
) . pii mpu .00189
(csdo:BusinessEntityld) CTpOKa
roCyIapcTB
% CHUMBOIIOB.
eHHO#
MuH.
peructpar
muHa: 1.
uu
Makec.
mHa: 20
csdo:
BusinessEn

tityldKindI



dType (

M.SDT
.00158)
3HaueHue
METOJ
HIeHTHOHK HOCHTUDUK
a) MeTon AU K aropa u3
neHTUHUKALUH X03AiCTBY — CIIpaBOYHHU |
(arpubyT kindId) IO I X Ka METOJ10B
uaeHTU(hUK
CyOBEKTOB ACHTH(
8197871
XO03UCTBY
O I M X
CyOBEKTOB.
MuHn.
mmHa: 1.
Makec.
nuHa: 20
YHUKAJIEHBI csdo:
i UniqueCus
UAECHTH(UK tomsNumb
AlMOHHBIN erldType (
HOMEP M.SDT
2.7.7. YHUKaNbHBIH XO3SHCTBY .00089)
UICHTUUKAIIMOHHBIN TAMOXKEHHBIH FOLIET O M.SDE Hopmanus
HOMEp cyopekra, .00135 OBaHHas
(csdo:UniqueCustomsNumberld) mpenHa3Ha CTpOKa
YEeHHBIU CHMBOJIOB.
I 1enei Mun.
TaMOXEHH JHa: 1.
oro Make.
KOHTpOJIA muHa: 17
csdo:
Taxpayerld
Type (
M.SDT
.00025)
HAEHTU(DHUK
5 ¢ 3HauecHUe
aTo
IU) uaeHTHHUK
XO3SUCTBY
atopa B
IOIIEeTr0
COOTBETCTB
cyObeKTa B un o
2.7.8. Unentuduxaro eecTpe
¢ P P P M.SDE IpaBUIaMHU
HaJIOrOIUIaTENbIINKA HaJIoromia 00025 0..1
(csdo:Taxpayerld) TEJBIUKOB ’
MIPUHSATHIM
CTpaHBbI
U B CTpaHe
perucTparg
peructpar
u "
H H
HaJIOroIa
HAJIOroIlIa
TENbIUKA
TEJIbIIUKA.
Mun.
JuHa: 1.
Make.

mmHa: 20



2.7.9. Kox npu4yuHbI MOCTAHOBKH HA

y4der

(csdo:TaxRegistrationReasonCode)

2.7.10. Anpec
(ccdo:SubjectAddressDetails)

*.1. Koz Buma agpeca

(csdo:AddressKindCode

)

KO,
HUICHTUDUI
HpyOUIUi
MPUYUHY
MOCTAaHOBK
u
XO3SICTBY
IOIETO
cyOBeKTa

H a

M.SDE
.00030

HaJIOT OBBIM
y4eT B
Poccuiicko
i
denepanu

nu

agpec
xo3siiictsy M.CDE
IOLIETO .00058
cyOBeKTa

KOIOBO€E
o6o3naued M.SDE
ne Buga .00192
ajpeca

csdo:
TaxRegistr
ationReaso
nCodeType
(M.SDT
.00030)
Hopmanus
OBaHHas
CTpoKa
CHMBOJIOB
[Ta6mon: \
d{9}

ccdo:
SubjectAd
dressDetail
sType  (
M.CDT
.00064)
Omnpenensie
TCHA
o0acTsIMHu
3HAYCHHUU
BIIOXKEHHEI
X
2JIEMEHTOB

csdo:
AddressKi
ndCodeTy
pe M.SDT
.00162)
3HaueHue
Koga B
COOTBETCTB
HU CO
CIPaBOYHU
KOM BHUJIOB
aJIpecoB.
Mus.
nnuHa: 1.
Makec.
muHa: 20

csdo:
UnifiedCo
untryCode
Type (
M.SDT
.00112)
3HaueHue
IBYXOyKBe

0..*

0..1



HHOTI'O KOJa

CTPaHbI B
COOTBETCTB
HH CO
CIIPAaBOYHU
*2. Kon cTpaHbI KOZIOBOE SDE KoM (
(csdo: 00603HaueH 6162 Knaccnpuk )
UnifiedCountryCode) ~ ue cTpaHsl aTopom),
UICHTUDUK
aTtop
KOTOpOTO
oIIpe/ieicH
B arpuldyte
Unentudu
KaTop
CIpaBOYHU
Ka (
KJ1accupuK
aTopa)".
IIabmon: [
A-Z]{2}
csdo:
Reference
2) 0003HaYCH DataldTyp
UIeHTU UK e e (M.SDT
aTop CIpPaBOYHH 00091)
K a (
CIPaBOYHH Hopmanus
Kiaccuduk
K a ( — oBa"HHas |
atopa), B
KITACCU(HK CTpOKa
COOTBETCTB
aTopa) CHUMBOJIOB.
uum c
(aTpubyT MuH.
. KOTOPBIM
codeListld) uiaHa: 1.
yKa3aH KO
Makc.
unHa: 20
csdo:
TerritoryC
odeType (
KO M.SDT
€IUHULIBI .00031)
H
*3. Kox reppuropun VIMHUHACTD g SDE OPMATHS
) aTUBHO-TEP oBaHas 0..1
(csdo:TerritoryCode) .00031
pHUTOpHANh CTpOKa
HOTO CHMBOJIOB.
HEIIEHUS MuH.
JuHa: 1.
Makc.
qnuHa: 17
csdo:
Namel20T
HaMMEHOBa
He ype (
M.SDT
CAUHUIIbI

.00055)



* 4. Permon
(csdo:RegionName)

*.5. Pation
(csdo:DistrictName)

*.6. Topoxn
(csdo:CityName)

* 7. HaceneHHbINA
MYHKT

(csdo:SettlementName)

* 8. Viuna

AIMUHUCTP M.SDE

aTHBHO-TEP -
puTopHaNb

HOTO
JeICHUS
epBOro
YPOBHS

HalMEHOBa

HUE

€IUHULIBI
AJMUHUCTP
atuBHO-Tep M.SDE
putopuans .00008
HOTO

JeIeHus

BTOPOTO

YPOBH:

HaumeHoBa M.SDE
Hue ropoga .00009

HanMEHOBa
HHEC M.SDE
HaceneHHo .00057
ro IyHKTa

HaVMEHOBA
HHUE
JIeMEHTa
YIHYHO-I0
pPOXHOHU

Hopmanus
OBaHHas
CTpOKa
CHMBOJIOB.
MuH.
JuHa: 1.
Makec.
muHa: 120

csdo:
Namel20T
ype (
M.SDT
.00055)
Hopmanus
OBaHHas
CTpOKa
CHMBOJIOB.
MuH.
mmHa: 1.
Makec.
quHa: 120

csdo:
Namel20T
ype (
M.SDT
.00055)
Hopmanus
OBaHHAas
CTpOKa
CHMBOJIOB
MuH.
muHa: 1.
Makec.
mHa: 120

csdo:
Namel20T
ype (
M.SDT
.00055)
Hopmanus
OBaHHas
CTpOKa
CHMBOJIOB.
MuH.
JtiHa: 1.
Makec.
miauna: 120

csdo:
Hopmanus
OBaHHAs
CTpOKa
CHMBOJIOB.

0.1

0.1

0..1

0..1

0..1



(csdo:StreetName)

*9. Homep moma
(csdo:
BuildingNumberld)

*.10. Howmep
MIOMEILICHUS

(csdo:RoomNumberld)

*.11. ITouToBsIi
HHJIEKC
(csdo:PostCode)

*.12. Howmep
a0OHEHTCKOTO SIIHKA

(csdo:PostOfficeBoxId)

CETH M.SDE
ropoackoit .00010

uHppacTpy
KTYpBI

0003HaueH
M.SDE
.00011

ue Jaoma,
KopIyca,
CTpOeHHS

0003HaUCH

ne opuca M.SDE
HIHU .00012
KBapTUPBI

IIOYTOBEIN

HHIEKC

npennpust M.SDE
u .00006
MOYTOBOM

CBA3HU

HOMeEp

abOHEHTCK

Oro SIIUKa

H a M.SDE
npennpuar 00013
uu

IIOYTOBOM

CBSI3U

MuH.
mmHa: 1.
Makec.
mmHa: 120

csdo:
1d50Type (
M.SDT
.00093)
Hopmanus
OBaHHas
CTpOKa
CHMBOJIOB
MuH.
JqiHa: 1.
Makec.
muHa: 50

csdo:
1d20Type (
M.SDT
.00092)
Hopmanus
OBaHHas
CTpOKa
CHMBOJIOB.
MuH.
mmHa: 1.
Makec.
mnHa: 20

csdo:
PostCodeT
ype (
M.SDT
.00006)
Hopmanus
OBaHHas
CTpOKa
CHMBOJIOB.
[a6mon: [
A-Z0-9][
A-Z0-9 -
1,8}[A-Z0-
9]

csdo:
1d20Type (
M.SDT
.00092)
Hopmanus
OBaHHaA
CTpOKa
CHMBOJIOB.
MuH.
JuiiHa: 1.

0..1

0..1

0..1



Makec.

mnHa: 20
ccdo:
Communic
ationDetail
sType  (
KOHTaKTHBI M.CDT
. W PEKBU3UT .00003
2.7.11. KoHTaKTHBIN pEKBU3UT p N M.CDE o ) 0L
.. . XO03SHCTB npenense O..
(ccdo:CommunicationDetails) Y 00003 pex
JOIIETO TCH
cyObeKTa o0acTAMHU
3HAYCHHUH
BIIOKEHHEI
X
3JIEMEHTOB
csdo:
Communic
ationChann
elCodeV2T
ype (
Kg,I[OBOC M.SDT
0003HaueH 00163)
ne BHA
( 3HayeHue
cpelcTBa
*.1. Kox Buma cBsi3u pea ) KoJga B
KaHana
(csdo: M.SDE  cOOTBETCTB
. CBS3H ( 0..1
CommunicationChannel .00014 HU C
TenedoH,
Code) TepeYHeM
daxkc,
BUIOB
3JIEKTPOHH
cpeactB (
as 1moyra u
) KaHaJlOB)
Ap- CBSI3H.
MuHn.
mmHa: 1.
Makec.
mHa: 20
csdo:
Namel20T
HanMEHOBa
ype (
HHE BHAA M.SDT
cpelcTBa
* 2. HaummeHnoBaHue pea ( .00055)
KaHaja)
BHJIA CBSI3H Hopwmanus
CBS3HU ( M.SDE
(csdo: oBanHas  0..1
.. tenedon, .00093
CommunicationChannel baxc CTpOKa
Name) ’ CHMBOJIOB.
AJIEKTPOHH
MuHn.
asl Io4Ta u
p.) miauHa: 1.
' Makec.
miauHa: 120
HoCJIe0Ba csdo:
TEIBLHOCTH Communic
CHUMBOJIOB, ationChann

I/II[GHTI/I(I)I/ILI elIdType (



* 3. Wnentndpukatop wupyromas
KaHasa CBsI3U KaHa
(csdo: cesa3u ( M.SDE
CommunicationChannel yka3zanue (00015
1d) HOMeEpa

TenedoHa,

dakca,

ampeca

JJIEKTPOHH

OH IOYTHI

u ap.)

CBCACHUA

2.7.12. Cemenuss 00 angpece 00 aapece
IIPOU3BOJICTBEHHON IIOMIANKU  MPOM3BOJIC

MEIUIUHCKOTO U3AETus tBenHod  M.HC.CD
(hccdo: mwiomankn  E.00845
MedicalProductManufacturingArea MeIHIIHHCK
Details) oro

U3ICITUS

KOJI0BOE

*.1. Koz Buma aapeca
(csdo:AddressKindCode
)

obo3naued M.SDE
ue Buma .00192
azpeca

M.SDT
.00015)
Hopmanus
OBaHHAas
CTpOKa
CHUMBOJIOB.
Mun.
JHa: 1.
Make.

JOIWHA:
1000

ccdo:
AddressDe
tailsV4Typ
e (M.CDT
.00079)
Omnpenensie
TCH
obmactamMu
3HAYCHUU
BIIOKEHHBI
X
3JIEMEHTOB

csdo:
AddressKi
ndCodeTy
pe M.SDT
.00162)
3HaueHue
Koma B
COOTBETCTB
HU CO
CIpaBOYHU
KOM BHJIOB
aJIpecoB.
MuHn.
muHa: 1.
Makec.
mmHa: 20

csdo:
UnifiedCo
untryCode
Type  (
M.SDT
.00112)
3HaueHHe
IBYXOYKBE
HHOT'O KoJa
CTpaHBI B
COOTBETCTB
U CO
CIIpaBOYHA
KOM (

1.*

0..1



*.2. Kop crpanst kogoBoe M.SDE  kmaccudux

0..1
(csdo: obo3znauen .00162 aToOpoM),
UnifiedCountryCode) ~ He€ CTpaHBI UIEHTA(HUK
aTop
KOTOpOTO
oIpe/iesicH
B arpubyTe
Unentudu
KaTtop
CIPaBOYHU
Ka (
KJ1accupuK
aTopa)".
[abmon: [
A-Z]{2}
csdo:
Reference
2) 0003HauYeH DataldTyp
UICHTUPUK e e (M.SDT
aTop CIIPaBOYHH 00091)
Ka (
CIPaBOYHH Hopmanus
KJaccupuk
Ka ( - oBaHHas |
atopa), B
KIIACCHU(HK CTpOKa
COOTBETCTB
aTopa) CHUMBOJIOB.
um c
(aTpubyT MuH.
. KOTOPBIM
codeListld) JuiiHa: 1.
yKazaH KOJ
Makc.
JunHa: 20
csdo:
TerritoryC
odeType (
KO M.SDT
€IUHULIBI .00031)
H
* 3. Kog teppuropun R ) OpMailis
. aTUBHO-TEP oBanHas  0..1
(csdo:TerritoryCode) .00031
pUTOpHAITH CTpOKa
HOTO CHMBOJIOB.
HEIIEHUS MuH.
JuHa: 1.
Makc.
uHa: 17
csdo:
Namel20T
HalMEHOBa
ype (
e M.SDT
CTMHUTIIBI 00055)
aIMHHUCT]
Hopmanus
* 4. Peruon atuBHO-Tep M.SDE P
) oBaHHas  0..1
(csdo:RegionName) puropuans 00007
CTpoKa
HOTO
CHMBOJIOB.
Mun.

mHa: 1.



neJeHus Makec.

[epBOro mHa: 120
YPOBHS
csdo:
Namel20T
HalMEHOBA
ype (
Hue M.SDT
C/UHUIBL .00055)
AIMUHUCTP
Hopmamu3z
*.5. Paiion arusHo-Tep M.SDE pMaiH
o opanHas 0.1
(csdo:DistrictName) putopuans 00008
CTpOKa
HOTO
CHMBOJIOB
IeaeHus
MuHn.
BTOPOTO
ypoBH niauHa: 1.
Makec.
mmHa: 120
csdo:
Namel20T
ype (
M.SDT
.00055)
Hopmanusz
*.6. T'opox HanmeHoBa M.SDE p
' oBanHas 0..1
(csdo:CityName) Hue ropoga .00009
CTpoOKa
CHMBOJIOB
MuHn.
mauHa: 1.
Makec.
mmHa: 120
csdo:
Namel20T
ype (
M.SDT
.00055)
*.7. Hacenenusiit Hatverona Hopwmanmus
HUE M.SDE
IIYHKT OBaHHasA 0..1
HaceneHno .00057
(csdo:SettlementName) CTpOKa
ro myHKTa CHMBOJIOB
MuHn.
mmHa: 1.
Makec.
mmHa: 120
csdo:
Namel20T
ype (
HaAanMEHOBa M.SDT
HUE .00055)
sJIEMEHTA Hopmaiu3
*8. Vinma YAWIHOTAO ) gpg ~ OBaHHaA ol
0XKHOH .
(csdo:StreetName) P .00010 cTpoKa
CeTH CHMBOJIOB.

rOpOJICKOH



*9. Homep moma
(csdo:
BuildingNumberld)

*.10. Howmep
MIOMEILICHUS

(csdo:RoomNumberld)

*.11. ITouToBsIi
HHJIEKC
(csdo:PostCode)

*.12. Howmep
a0OHEHTCKOTO SIIHKA

(csdo:PostOfficeBoxId)

nHppacTpy
KTYpBI

0003HaueH
M.SDE
.00011

ue Jaoma,
KopIyca,
CTpOeHHS

0003HaUCH

ne opuca M.SDE
HIHU .00012
KBapTUPBI

IIOYTOBEIN

HHIEKC

npennpust M.SDE
u .00006
MOYTOBOM

CBA3HU

HOMeEp

abOHEHTCK

Oro SIIUKa

H a M.SDE
npennpuar 00013
uu

IIOYTOBOM

CBSI3U

MuH.
mmHa: 1.
Makec.
mmHa: 120

csdo:
1d50Type (
M.SDT
.00093)
Hopmanus
OBaHHas
CTpOKa
CHMBOJIOB
MuH.
JqiHa: 1.
Makec.
muHa: 50

csdo:
1d20Type (
M.SDT
.00092)
Hopmanus
OBaHHas
CTpOKa
CHMBOJIOB.
MuH.
mmHa: 1.
Makec.
mnHa: 20

csdo:
PostCodeT
ype (
M.SDT
.00006)
Hopmanus
OBaHHas
CTpOKa
CHMBOJIOB.
[a6mon: [
A-Z0-9][
A-Z0-9 -
1,8}[A-Z0-
9]

csdo:
1d20Type (
M.SDT
.00092)
Hopmanus
OBaHHaA
CTpOKa
CHMBOJIOB.
MuH.
JuiiHa: 1.

0..1

0..1

0..1



*.13. Anpec B
TEKCTOBOH (hopme
(csdo:AddressText)

2.8. Cenenuss 00  yIOJHOMOYEHHOM
NpeACTaBUTENE MPOU3BOAUTEINS MEIUIIMHCKOTO
N3IEHs

(hccdo
MedicalProductManufacturerAgentDetails)

2.8.1. Kox crpansl
(csdo:UnifiedCountryCode)

Habop
SIIEMEHTOB
anpeca,

IpeNCTaBI W o

. .00005
cBOOOIHOMI

dbopme B
BUJE
TEKCTa

CHHBIX B

CBEJICHHUS
o0
YIIOTHOMOY
€CHHOM

HPCACTABI N HC.CD

rege E.00221
HpOI/I3BOI[I/I

Tels
MEIUIIMHCK
oro
H3ACIUS

KOJI0BOE
0003HauYeH

ne CTpaHbl
peructpay M.SDE
nu .00162
XO03UCTBY

I0IIET0

cyObeKTa

Makec.
mnHa: 20

csdo:
Text1000T
ype (
M.SDT
.00071)
Ctpoka
CHUMBOIIOB.
MuH.
nnuHa: 1.
Makec.

IIWHA:
1000

ccdo:
BusinessEn
tityDetails
Type  (
M.CDT
.00061)
Omnpenensie
TCo
obnacTsamMu
3HAYCHHUU
BJIOJKCHHBI
X
3JIEMEHTOB

csdo:
UnifiedCo
untryCode
Type (
M.SDT
.00112)
3HaueHue
IByXOyKBe
HHOT'O KOJa
CTpaHbI B
COOTBETCTB
HH CO
CIIPaBOYHHU
KOM (
KIIACCU(UK
aToOpOM),
HUOCHTUDUK
aTtop
KOTOpOTO
oIIpesieicH
B arpubyTe
Unentudu
KaTop
CIPaBOYHU
Ka (

0..1



KJ1accuux

aTopa)".
[Ma6mon: [
A-Z]{2}
csdo:
5 Reference
0003Ha4YeH DataldTyp
e e (M.SDT
: o CIIPaBOYHH 00091)
a) MIEHTU(PUKATO Ka
8 P ( Hopmanus
CIIpaBOYHHUKA ( knaccuduk
- oBaHHas 1
KiaccudukaTopa) aTtopa), B
) CTpOKa
(arpubyT codeListld)  cooTBeTcTB
CHMBOJIOB.
HH C
Mun.
KOTOPBIM
JuiiHa: 1.
yKa3aH KoJl
Makc.
mHa: 20
MOJHOE
HaMMEHOBA
HUe csdo:
XO3AUCTBY Name300T
IOLETO ype (
cy0ObeKTa M.SDT
Hnu .00056)
2.8.2. HaumeHoBaHue bamunus, M.SDE Hopmanus
XO3SIHCTBYOIIETO CyOBEKTa UM U 0 0 187 oBanHas  0..1
(csdo:BusinessEntityName) OTYECTBO CTpoKa
¢dusnyecko CHUMBOJIOB.
ro Iuna, Mun.
BEAYILETO JuHa: 1.
XO3SIHUCTBE Makc.
HHYIO nmuaaa: 300
JeSITENLHO
CTb
COKpAIlleHH
o e
HaMMEHOBA
csdo:
e Name120T
XO3SHUCTBY
ype (
fomero M.SDT
cyOBeKTa 00055)
17887t
2.8.3. Kparkoe HammMeHOBaHHUE Hopmanus
. bamumus, M.SDE
XO3SIHCTBYIOLIET0 CyOBheKTa 00188 oBanHast 0.1
. . . uMs ©u .
(csdo:BusinessEntityBriefName) CTpoOKa
OTYECTBO
CHMBOJIOB.
¢dusnuecko
MuH.
ro JuIa,
JuHa: 1.
BEAYILETO
o Makec.
X035HCTBE
muHa: 120
HHY IO
JIESITENILHO

CTb



2.8.4.

Kon
OpTraHU3aIIOHHO-TIPABOBOM (POPMEI

(csdo:BusinessEntity TypeCode)

a) MICHTU(PUKATOP
CIIpaBOYHUKA
KIaccuukaTopa)
(atpubyT codeListld)

2.8.5. HaumeHoBanue

OpraHHU3aIIOHHO-NIPABOBOH (POPMBI

(csdo:BusinessEntity TypeName)

KOIOBO€E
0003HaUCH
n e

opraHu3arg
HOHHO-TIpA

BOBOH
M.SDE

opmet, B 1003

KOTOpOH
3aperucTpu
poBaH
XO3SICTBY
IO |
CyOBEKT

0003Ha4YeH

u e
CHPaBOYHH
Ka (
KJaccuuk
atopa), B
COOTBETCTB
HH C
KOTOPBIM
yKa3aH KoJ|

HanMEHOBa
HHE
opraHuzarg
HOHHO-TIpA
BOBOU
¢dbop™mEI, B

KOTOPO# M SDE

3aperucTpu 100090
pOBaH

csdo:
UnifiedCo
de20Type
M.SDT
.00140)
3HaueHue
Koga B

(

COOTBECTCTB

nn co

CIIPaBOYHU

KOM

(

KIIACCU(UK

aToOpoOM),

uaeHTH UK

aTtop
KOTOPOTO
ornpenaeneH

B aTpudyTe

WNnentudu
KaTtop

CIIPaBOYHU

K a

(

KIIACCU(UK

aTopa)".
Mun.
mHa: 1.
Make.
mHa: 20

csdo:
Reference
DataldTyp

e (M.SDT

.00091)
Hopmanus
OBaHHaA
CTpOKa
CHUMBOJIOB.
Mun.
mHa: 1.
Make.
mHa: 20

csdo:

Name300T

ype
M.SDT

.00056)
Hopmanus
OBaHHas
CTpOKa
CHMBOJIOB

(

0..1

1

0..1



XO034UCTBY MuH.

O I U 1 mmHa: 1.
CyOBEKT Makec.
mmHa: 300
csdo:
BusinessEn
HOMep (kon tityldType
) 3amucu (M.SDT
1o peeetpy .00157)
2.8.6. UneHTudurarop (permctpy), Hopmanus
. npucsoeHH M.SDE
XO3STMCTBYIOIIETO CyOBEeKTa . opaHHaa  (..1
i ) pii mpu .00189
(csdo:BusinessEntityld) CTpOKa
roCyIapCTB
. CHMBOJIOB.
eHHO#
MuH.
peructpart
uHa: 1.
uu
Makec.
mHa: 20
csdo:
BusinessEn
tityldKindI
dType (
M.SDT
.00158)
3HadeHue
METO AICHTUDUK
a) Meton UOCHTUDHUK aTopa u3
anuu CIIPaBOYHU
HUICHTUDUKAIAH . — 1
Gyt kindld) XO03SICTBY Ka METOJIOB
(arpubyT kin IO U X uaeHTHHUK
CyOBEKTOB amuu
XO03UCTBY
OIUX
CyOBEKTOB.
Mun.
JHa: 1.
Make.
nHa: 20
YHHKAJIbHBI csdo:
7 UniqueCus
UACHTH(UK tomsNumb
AIHOHHBIH erldType (
HOMeEp M.SDT
2.8.7. YHUKanbHBIHI XO3SIUCTBY .00089)
UICHTU(PUKAIIMOHHBIN TAMOXKEHHBIN [OLIET 0 M.SDE Hopmanus |
HOMEp cyowekra, .00135 OBaHHas -
(csdo:UniqueCustomsNumberld) mpenHa3Ha CTpOKa
YEeHHBIH CHUMBOJIOB.
I 1esei Mun.
TaMOXEHH muHa: 1.
oro Make.

KOHTPOJIA mauHa: 17



2.8.8. Upentudurartop
HaJIOTOTLJIATEIbIINKA

(csdo:Taxpayerld)

2.8.9. Kox nmpruuHBI OCTAaHOBKH Ha
y4er
(csdo:TaxRegistrationReasonCode)

2.8.10. Anpec
(ccdo:SubjectAddressDetails)

uaeHTH(HUK
aTop
XO3SIUCTBY
I0IIET0
cyOBeKTa B
peecTpe
HaJIororJa M.SDE
TEJIbIUKOB 00025
CTpaHBbI

peructpar

uu

HaJIOToTIa
TeJIbIINKA

KOJ,

UICHTUDUIL
Hpyoumn
MPUIUHY
ITOCTaHOBK

u

XO03UCTBY

IOLETO M.SDE
cyobekta .00030
H a

HaJIOTOBBIN

y4eT B
Poccuiicko

i

®denepanu

u

azpec

xo3sifictesy M.CDE
I0IETO .00058
cyOBeKTa

csdo:
Taxpayerld
Type  (
M.SDT
.00025)
3HaueHue
HACHTUDUK
atopa B
COOTBETCTB
HH C

0..1
TIpaBUIIaMH

)
MIPUHATHIM
U B CTpaHe
peructparg
H U
HaJoroImia
TeIbIINKA.
MuH.
mauHa: 1.
Makec.
quHa: 20

csdo:
TaxRegistr
ationReaso
nCodeType
(M.SDT
.00030)
Hopmanus
OBaHHasl
CTpoKa
CHMBOJIOB
[Ta6mon: \
d{9}

ccdo:
SubjectAd
dressDetail
sType  (
M.CDT
.00064)
Ompenense 0..*
TCH
obnacramMu
3HAYCHHUH
BIIOKEHHEI
X
2JIEMEHTOB

csdo:
AddressKi



ndCodeTy
pe (M.SDT
.00162)

3HaucHHE
*.1. Kog Buma agpeca  KomoBoe Koxa B

(csdo:AddressKindCode 0003HaYeH M .SDE cooTBeTCTB () |

) ue BHIA (0192 HHA CO

anpeca CIIPaBOYHU

KOM BHJIOB
aJIpecoB.
MuH.
nnuHa: 1.
Makec.
muHa: 20

csdo:
UnifiedCo
untryCode
Type (
M.SDT
.00112)
3HaueHHe
IBYXOyKBe
HHOT'O KOJia
CTpaHbI B
COOTBETCTB
HH €O
CIIPaBOYHH
KOM (
M.SDE  knaccuduk
.00162 aTopoM),
naeHTH UK
aTtop
KOTOPOTO
ornpeneneH
B aTpudyTe

* 2. Kog crpansr KOIOBOE
(csdo: 0003Ha4YeH 0..1

UnifiedCountryCode)  ue cTpaHbI

Wnentudu
KaTop
CIPaBOYHU
K a (
KJ1accupuK
aTopa)".
[Ma6mon: [
A-Z]{2}

csdo:
Reference
DataldTyp
e (M.SDT
.00091)

Hopmanus

0003HaueH
u e
a) CIIPaBOYHHU
UAEHTHDUK g (
aTop K1accuuk
CPaBOYHH aropa), B

Ka ( coorsercTn —
KJ1accupux

aTopa)

OBaHHas |
CTpOKa
CHMBOJIOB.



(atpubyr wum ¢ MuH.

codeListld) xoTopbim mHa: 1.
YKa3aH KOJ{ Makc.
mtuHa: 20
csdo:
TerritoryC
odeType (
KO I M.SDT
€TMHUIIBI .00031)
H
* 3. Kog teppuropuun AMIRACTD \ 1 SDE OPMaiH3
) aTUBHO-TEP oanHas  (..1
(csdo:TerritoryCode) .00031
pHUTOpHAb CTpoKa
HOTO CHMBOJIOB.
JIEJIEHUS Mun.
uHa: 1.
Makec.
mmHa: 17
csdo:
Namel20T
HaAnMMCHOBa
ype (
nme M.SDT
€TMHUIIBI 00055)
aJIMUHHCTD Hopmaus
*4. Permon atuBHO-Tep M.SDE
) opaHHasa 0.1
(csdo:RegionName) puropuans 00007
CTpoKa
HOTO
CHMBOJIOB.
JeTIeHUs M
epBOro i
— uHa: 1.
Makc.
mHa: 120
csdo:
Namel20T
HaMMEHOBa
ype (
Hme M.SDT
CAUHUIIbI 00055)
aJIMHHHUCT] Hopmams
*.5. Paifon atuBHO-Tep M.SDE
o oaHHast  0..1
(csdo:DistrictName) putopuans .00008
CTpOKa
HOTO
CHMBOJIOB.
JeTeHUs Mun
BTOPOTO '
ypOBHS JuHa: 1.
Makc.
mmHa: 120
csdo:
Namel20T
ype (
M.SDT
.00055)
Hopmanus
*.6. Topoxn HanMmeHoBa M.SDE  paunas 0.1
(csdo:CityName) aue ropoma .00009 CTpoKa h

CHMBOJIOB.



* 7. HacemeHHbI
MYHKT

(csdo:SettlementName)

* 8. Yiuma
(csdo:StreetName)

*.9. Homep noma
(csdo:
BuildingNumberld)

*.10. Howmep
HOMEILICHUSA

(csdo:RoomNumberld)

HaHMEHOBA
HHUE M.SDE
HaceneHHo .00057
r'0 IMyHKTa

HAaUMEHOBA
HUE
3JeMeHTa
yJINYHO-/10
pOXHOM
cetu

M.SDE
.00010

rOpOJICKON

uHppacTpy
KTYypBbI

o0003HaueH
M.SDE
.00011

ue joma,
KopIyca,
CTPOCHUS

0003HaUCH

ue opuca M.SDE
HIHU .00012
KBapTUPBI

MuH.
mmHa: 1.
Makec.
mmHa: 120

csdo:
Namel20T
ype (
M.SDT
.00055)
Hopmanus
OBaHHas
CTpOKa
CHMBOIIOB.
MuH.
muHa: 1.
Makec.
mHa: 120

csdo:
Namel20T
ype (
M.SDT
.00055)
Hopmanus
OBaHHas
CTpOKa
CHMBOJIOB
Mus.
JiuHa: 1.
Makec.
mauHa: 120

csdo:
1d50Type (
M.SDT
.00093)
Hopmanus
OBaHHas
CTpOKa
CHUMBOIIOB.
MuHn.
Ha: 1.
Make.
mHa: 50

csdo:
1d20Type (
M.SDT
.00092)
Hopmanus
OBaHHas
CTpOKa
CHMBOJIOB
MuH.
JuHa: 1.

0..1

0..1

0..1

0..1



Makec.

mnHa: 20
csdo:
PostCodeT
ype (
M.SDT
MOYTOBBIN .00006)
* 11. IToyroBBIN HHACKC Hopmarus
npennpust M.SDE  oBanHas
HHJIEKC 0..1
(csdo:PostCode) u ) .00006 CTpOKa
TOYTOBO¥ CHMBOIIOB.
CBsI3U [Tabmon: [
A-Z0-9][
A-Z0-9 -{
1,8}[A-Z0-
9]
csdo:
1d20Type (
HOMED M.SDT
a0OHEHTCK .00092)
%12, Howmep Oro sIIuKa Hopmanus
a0OHEHTCKOTO SIIIHKa ta M.SDE opatHas 0..1
(csdo:PostOfficeBox1d) upeanpuat 00013 crpoia
" CHMBOJIOB.
MOYTOBOM MuH.
CBS3U JHa: 1.
Makec.
muHa: 20
ccdo:
Communic
ationDetail
sType  (
KOHTAKTHBI M.CDT
2.8.11. KOHTaKTHBI! pEKBU3UT 1 PERBIBHT 1 cDE 00003) N
(ccdo:CommunicationDetails) ROSAIETEY ™ 00003 Onpeense 0.
IOLIETO TCH
cyOBeKTa oOmacTsaMu
3HAYCHUU
BIIOKEHHBI
X
3JIEMEHTOB
csdo:
Communic
ationChann
elCodeV2T
ype (
KOJIOBOE M.SDT
0003HaUCH .00163)
We BHJA 3HaueHUE
*.1. Kox Buma cBsizu cpenctsa ( Kona B
KaHana) M.SDE COOTBETCTB
CBS3U U C 0..1

( .00014



(csdo: TenedoH, nepevHeM

CommunicationChannel ¢axc, BHUJIOB
Code) AJIEKTPOHH cpeactB  (
as mo4Ta u KaHaJIOB)
ap.) CBSI3U.
MuH.
JHa: 1.
Make.
nuHa: 20
csdo:
Namel20T
HaAMMCHOBa
ype (
HUE BHIA M.SDT
*2. Haumenosamme b o0 ( .00055)
KaHaja)
BHJIA CBSI3U Hopmanus
CBSA3U ( M.SDE
(csdo: oanHas 0..1
. tenedoHn, .00093
CommunicationChannel baxc CTpOKa
Name) ’ CHMBOJIOB.
3JICKTPOHH
MuH.
ast movTa u
p.) JuHa: 1.
' Makc.
mHa: 120
nocie0Ba csdo:
TEIHHOCTh Communic
CHMBOIJIOB, ationChann
uAeHTHUI elldType (
Hpyromas M.SDT
* 3. UnenTnduKaTOp KaHai .00015)
KaHaJsa CBSI3H cBaAsu M.SDE Hopmanus
(csdo: yKasamue . oBaHHas  ].*
CommunicationChannel Homepa ' CTpOKa
Id) tenedoHa, CHMBOJIOB.
daxkca, MuH.
agpeca mmHa: 1.
3JICKTPOHH Makec.
OH IIOYTHI OJIAHA:
¥ JIp.) 1000
csdo:
HHCTPYKIH BinaryText
S8 1o Type (
MIPUMEHEHH M.SDT
2.9. Nnc 0 SHEHHIO .00143
HCTPYKIHUS 0 MpUMEHECHHU 10 M.HC.SDE )
MEIUIMHCKOTO U3EIIHsI MEIMLMHCK oy Koneunas 0..1
(hcsdo:UserGuidePdfBinaryText) oro ’ ocJIeI0Ba
U3JeTUs B TENBHOCTh
¢dbopmare JIBOUYIHBIX
PDF OKTEeTOB (
0aiToB)
csdo:

MediaType



CodeType

KOJI0BOE (M.SDT
0003HaUCH :00147)
U e 3HayeHue
a) Kox opmara JaHHBIX bopmara Koja B ol
(arpubyt mediaTypeCode) JTAHHBIX COOTBETCTB
HH CO
CIIpaBOYHU
KOM
¢dbopmaToB
JaHHBIX.
MuH.
miHa: 1.
Makec.
uHa: 255
csdo:
n3o0paxeH BinaryText
u e Type (
MapKHPOBK M.SDT
2.10. M3obpaxkeHne MapKHPOBKH MEIMIIMHCKOTO U M.HC.SDE .00143)
U3JEeNUs MEJMUIHCK o2 n Koneynas 0..1
(hcsdo:ImageMarkingPdfBinaryText) oro ocJe10Ba
u3genus B TEIBHOCTh
dopmate JIBOUYIHBIX
PDF OKTETOB  (
0aifToB)
csdo:
MediaType
CodeType
(M.SDT
.00147)
3HaueHue
KOJI0BOE KoJga B
0003HaUYeH COOTBETCTB
a) Kox opMaTa JaHHBIX
) u e - uu co 0.1
(arpnbyt mediaTypeCode) bopmata crpaBouHH
JAHHBIX KOM
¢dbopmaToB
JaHHBIX.
MuH.
auHa: 1.
Makec.
JnuHa: 255
ccdo:
Resourcelt
emStatusD
COBOKYITHO etailsType
crhb (M.CDT
2.11. TexHONOrHYECKUE XaPAKTEPUCTHKHU 3aIHCH TEXHOTOTH .00033)
o0rmiero pecypca eckux . M.CDE Omnpenensie 1
) cBezeHuit o .00032
(ccdo:ResourceltemStatusDetails) TCH
oOmacTsIMu

3HAUYEHHUH



3alnucu BJIO’KCHHBI

obmiero X
pecypca 3JIEMEHTOB
ccdo:
PeriodDeta
ne?non ilsType (
IEeHCTBHS M.CDT
3%““"“ .00026)
2.11.1. Tlepuon necTBust Oecmercz ( M.CDE Omnpenensie 0.1
(cedo: ValidityPeriodDetails) beeyp 00033 tcs g
peectpa,
obJracTaMu
MEepeYHs, .
6 a3 Bl 3HAYCHUU
BIIOKEHHEI
JIaHHBIX )
X
2JIEMEHTOB
bdt:
DateTimeT
ype (
M.BDT
*1. H .00006
ayajabpHas Jara U HayalbHas M.SDE )
BpeMsi nata mo oo an O6o3nauen 0..1
(csdo:StartDateTime)  Bpems ' We JaTel U
BpEMCHH B
COOTBETCTB
uu ¢ ISO
8601
bdt:
DateTimeT
ype (
M.BDT
* 2. KoHeuHas fgata U koHe4Has M.SDE .00006)
BpeMs nata " 00134 O603Hauen 0..1
(csdo:EndDateTime) BpeMs ’ He JaThl U
BpEMEHH B
COOTBETCTB
nu ¢ ISO
8601
bdt:
Aata DateTimeT
BpeMs
0OHOBJICHU ype (
M.BDT
s 3aIucH
.00006
2.11.2. Jlata u BpeMsi OOHOBJICHUS  00IIErO M.SDE 06 ) 0.1
(csdo:UpdateDateTime) pecypca (.00079 O3HATCH |-
He JIaThl U
peectpa,
BpEMEHH B
MepeyHs,
623 COOTBETCTB
uu ¢ ISO
JTAaHHBIX)
8601

19. OnucaHue CTPYKTYphI DJIEKTPOHHOTO JOKyMeHTa (cBeneHuii) "CBeaeHHs O

paccmoTtpenunu dkcnepTHoro 3akmoueHus" (R.HC.MM.06.002) nmpueneHo B Tadmuie 11.
Ta6muma 11



Ommcanue CTPYKTYpHI JIEKTPOHHOI'O TOKyMeHTa (cBezieHmit) "CBeileHus 0 pacCMOTPEHHAH
skcrneptHOro 3axmodenns” (R.HC.MM.06.002)

Ne /m O0o3Ha4eHHe 31IeMeHTa Omnmucanne

1 2 3

1 Vnis CBEICHUS O PAacCMOTPEHHUH
9KCIIEPTHOTO 3aKITIOYCHHS

2 Wnentudukarop R.HC.MM.06.002

3 Bepcus 1.1.0
CBEJICHUSI O PpacCMOTPEHHH
9KCIIEPTHOTO 3aKJIIOYEHUs IO
OIleHKE 6e3omacHOCTH,

4 Omnpenenenue
3QdeKTHBHOCTH ¥ KadecTBa
MEAULUHMHCKUX H3LCNUUH  MpHU
perucTpanuu

5 Hcnonp3oBanue -

Wnentndukarop mnpocrpaHcTBa urn:EEC:R:HC:MM:06:

6 I/Il\ieH b Hpoctp MedicalProductRegistrationExpertR
eportDetails:v1.1.0

7 Kopuesoit SIEMEHT MedicalProductRegistrationExpertR

XML-gokymeHTa eportDetails

EEC R HC MM 06 _

8 Nwms daitna XML-cxemsl MedicalProductRegistrationExpertR

eportDetails v1.1.0.xsd

20. UmnoptupyeMbie TpOCTPAHCTBA UMEH MPUBEEHBI B Tabuie 12.

HMmopTapyeMEie IPOCTPaHCTBAa HMEH

Wnentndukarop mpocTpaHcTBa

Ta6muma 12

Ne 1/ IT

n/n MeH pedukc

1 2 3

| urn:EEC:M:ComplexDataObjects: d
VXXX eeco

) urn:EEC:M:HC: heedo
ComplexDataObjects:vZ.Z.Z

3 urn:EEC:M:HC:SimpleDataObjects: hesdo
VZ.2.Z

4 urn:EEC:M:SimpleDataObjects: csdo

vX.X.X

CumBonsl "X.X. X" u "Z.Z.Z" B uMIOPTUPYEMBIX MPOCTPAHCTBAX UMEH COOTBETCTBYIOT
HOMEpPY BepcUM Oa3MCHOW MOJEIU JAaHHBIX M MOJEIW JaHHBIX MPEeIMETHON 001acTu,
WCIIONIb30BAHHBIX TIPU Pa3pab0TKe TEXHUYECKOW CXEMBl CTPYKTYPHI BJIEKTPOHHOTO
TOKyMeHTa (CBeJeHu) B cOOTBETCTBUU ¢ MyHKTOM 2 Pemenus Komerun EBpasuiickoit
sKOHOMHUYEeCcKOM komuccnuu ot 30 asrycra 2016 r. Ne 92.



21. PekBU3UTHBIN COCTAB CTPYKTYPHI AJIEKTPOHHOTO JOKyMeHTa (cBeaeHui) "CBeneHus o

paccMmoTpenuu skcniepTHoro 3akiatoueHus”" (R.HC.MM.06.002) npusenex B Tabauiie 13.

Tabmnuma 13

PeKBH3UTHEIHA COCTaB CTPYKTYPHI JJIEKTPOHHOT'O TOKyMeHTa (cBeeHmit) "CBeneHns o
paccMoTpeHnH 3kcnepTHOro 3akmoderus” (R.HC.MM.06.002)

Mwms pexBusuTa

1. 3aronoBok  3JIEKTPOHHOIO
JIOKyMEHTa (CBe/ICHHI)

(ccdo:EDocHeader)

1.1. Kog
coo0menns
o0rmiero mporecca
(csdo:
InfEnvelopeCode

)

1.2. Kon
3IEKTPOHHOTO
IOKyMEHTa (
CBEJICHUT)
(csdo:EDocCode)

1.3.
Unentudukarop

Onucanue
Wnentndukarop Tum naHHBIX MH.
peKBU3nTA
ccdo:
COBOKYITHOCTh EDocHeaderType
TEXHOJIOTHYECKUX (M.CDT.90001)
€KBU3UTOB Omnpenensiercs
P M.CDE.90001 bea 1
3JIEKTPOHHOTO obmacTamMu
JOKyMEHTa ( 3HAaYCeHUU
CBEJICHUI) BJIOKE€HHBIX
AIIEMEHTOB
csdo:
InfEnvelopeCode
Type (M.SDT
.90004)
3HaueHne KOJa B
KOJOBOE
SosHAMCHIC COOTBETCTBUU C
o
M.SDE.90010 PernamenTom 1
cooOuieHus
MHQOPMAIIMOHHO
o01ero nporecca
r o
B3aHMOJICHCTBUSI.

KOJIOBOE
o0o3HaueHHE
3JICKTPOHHOTO
JOKyMEHTa (
CBEJCHUN) B
cootBeTctBuu ¢ M.SDE.90001
peecTtpom

CTPYKTYP
3JIEKTPOHHBIX
JIOKYMEHTOB H
CBEJICHHI

CTpOKa CHMBOJIOB
, OIHO3HAYHO
AICHTADUITUPYIO

[ITa6bnon: P\.[A-Z
1{2}3\.[0-9]{2}\.
MSG\.[0-9]{3}

csdo:
EDocCodeType (
M.SDT.90001)
3HayeHne KoJa B
COOTBETCTBHHU C
peecTtpom
CTPYKTYP
3JIEKTPOHHBIX
JIOKYMEHTOB H
CBEICHHM.
Ma6bmon: R(\.[
A-Z1{2}\.[A-Z]{
23\.[0-9]1{2})?\.[0
9143}

csdo:
UniversallyUniqu
eldType (M.SDT
.90003)
3HaucHUE
naeHTH(UKaTOpa



2. Kop ctpansl

3IEKTPOHHOTO
TOKyMEHTa (
CBEJICHUT)
(csdo:EDocld)

1.4.
Unentudukarop
HCXOJHOTO
3IEKTPOHHOTO
TOKyMEHTa (
CBEJICHUT)
(csdo:EDocRefld

)

1.5. lata w
BpeMs
3JIEKTPOHHOTO
JOKYMEHTa (
CBEJICHUH)
(csdo:
EDocDateTime)

1.6. Kopx s3p1ka
(csdo:
LanguageCode)

(csdo:UnifiedCountryCode)

o a s M.SDE.90007
3JIEKTPOHHBIN
JOKYMEHT (

CBEJICHUS)

UACHTU(DUKATOD
3JIEKTPOHHOTO
JOKyMEHTa (
CBEJICHU), B
OTBET  Ha
kotopsii  Ob1  M.SDE.90008
chopmMupoBaH

NaHHBI U

3JIEKTPOHHBIN

JOKYMEHT (

CBEJICHUS)

JaTta W BpeMms
co3aHus
snektpoHHoro  M.SDE.90002
JOKyMEHTa (

CBEJICHH)

KOJIIOBOE
ob0o3HaueHue M.SDE.00051

SA3bIKa

KOJOBOE
o6o3HaUeHNE
CTpaHHI, M.SDE.00162
HanpaBUBIIEH

JIOKYMEHT

B COOTBETCTBUU C |
ISO/IEC 9834-8.
[Ta6mon: [O-
9a-fA-F]{8}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{12}

csdo:
UniversallyUniqu
eldType (M.SDT
.90003)
3HaueHUE
UACHTU(DHUKATOPA
B COOTBETCTBHHU C
ISO/IEC 9834-8.
[Ta6mon: [O-
9a-fA-F]{8}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{12}

bdt:
DateTimeType (
M.BDT.00006)
O6o3HaueHue 1
JaTbl 1 BpCMCHU

B COOTBETCTBUH C
ISO 8601

csdo:
LanguageCodeTy
pe (M.SDT
.00051)
JIByxOyKBEHHBIH
KOJ s3bIKa B
COOTBETCTBUU C
ISO 639-1.
[Ma6mon: [a-z]{2
§

csdo:
UnifiedCountryC
odeType (M.SDT
.00112)
3HadeHUE

0..1

JIByXOYKBEHHOTO
KOJZia CTpaHbl B
COOTBETCTBUU CO
CHpaBOYHUKOM (
KJ1accu(HKaTopo
M),
uaeHTuduKaTop
KOTOPOT O



a)
unaeHTuduKaTop
crpaBoYHUKa  (
KiaccuukaTopa)
(atpubyt
codeListld)

3. Howmep
perucTpanyio WM TPOBEACHHE
WHBIX MpOLEIYyp, CBS3aHHBIX C
perucTpanueii  MeIUIMHCKOTO
H3ACIUS
(hcsdo:MedicalProductApplicationld

)

3asBJICHUA Ha

4. Homep perucTpamuoHHOTO
yIOCTOBEPEHHUS
(hcsdo:RegistrationCertificateld)

5. Homep nokymeHnTa
(csdo:Docld)

6. HanveHoBaHHE TOKYMEHTa
(csdo:DocName)

obo3HaueHHE
crnpaBoyHuKa  (
KJ1accugukaropa)

, B COOTBETCTBUH
¢ KOTOPBIM
yKazaH KOJ

HOMEp 3asBICHUS
Ha PETUCTPALUIO
WX TIPOBEJCHUE
UHBIX IpOLERYp,
CBSA3aHHBIX C
peructpanuei
MEIULUHCKOIO
N3IETHS

M.HC.SDE
.00660

HOMED

peructpannonno M.HC.SDE
0 .00045

YAOCTOBEPEHUS

nudpoBoe wuIU
OykBeHHO-IIN(PO
BO€ 0003HaYEHHE,
MPUCBOCHHOE
JOKYMEHTY TIpH
€ro perucTpanuu

M.SDE.00044

HaMMEHOBaHHE
JTOKYMEHTA,
0(hOPMIICHHOTO

npu M.SDE.00108

ompenaeneH B
aTpudbyre

Wnentndukarop
crpaBoYHUKa  (
kiaccudukaropa)

n

[a6mon: [A-Z]{
2}

csdo:
ReferenceDatald
Type (M.SDT
.00091)
Hopmanuzosanna
s CTpOKa
CHMBOJIOB.

Mun. gnuna: 1.
Makc. npiuna: 20

hcsdo:
MedicalProductA
pplicationldType
(M.HC.SDT
.00737)
HopmanuzoBanna
S CTpoKa
CHMBOJIOB.
[a6mon: [A-Z]{
23\d{6}-(0[1-9]][
1]2\d|3[0]1]).(0[1
-9]|1[0-2]).20\d {2
¥

csdo:1d50Type (
M.SDT.00093)
HopmanuzoBanna
1  CTpOKa
CHMBOJIOB.

Muys. gnuHa: 1.
Makec. mmna: 50

csdo:1d50Type (
M.SDT.00093)
HopmannzoBanna
s CTpOKa
CHMBOJIOB.

MuH. gnuna: 1.
Makc. mmnaa: 50

csdo:
Name500Type (
M.SDT.00134)
HopmanuzoBanna
S CTpoOKa
CHMBOJIOB.

MuH. gnuna: 1.

0..1

0..1

0..1



7. Kon Buza JIOKyMeEHTa,

0(hOPMIIEHHOr0 IPU PacCMOTPEHHH

PErUCTPaMOHHOTO
MEIMIIUHCKOE U3EIIHE
(hcsdo:

J0CBEC Ha

MedicalProductRegistrationFileCode

)

a)

uaeHTuduKaTop

CIIpaBOYHUKA

(

kinaccudukaropa)

(aTpubyt
codeListld)

8. HammeHoBaHUe BUJa TOKYMEHTA,

0(hOPMIIEHHOr0 IPU PacCMOTPEHHH

PErUCTPaMOHHOTO
MEIMIIUHCKOE U3IEIIHE
(hcsdo:

JA0CBEC Ha

MedicalProductRegistrationFileNam

e)

9. JlaTa nokymeHTa
(csdo:DocCreationDate)

10. ITpusnax
JOKyMEHTa

coriacoBaHuA

paccMOTpeHnH
9KCIEPTHOTO
3aKITFOYCHUS

KOJOBOE
0003HaueHNE
BUJIA TOKyMEHTa,
0(hOpPMIICHHOTO
onpHu
paccMOTpeHnn
pEerucTpalnroHHO
ro Joche Ha
MEJIUIITHCKOE
u3zenue

M.HC.SDE
.00529

o0003HaueHNE
crpaBoyHUKa  (
krmaccudukaropa)

, B COOTBETCTBHH
C KOTOPBIM
yKa3aH KoJ|

HaMMEHOBaHHE
BHJIa IOKyMEHTa,
0(hOPMIICHHOTO
npu
paccMoTpeHun
PETHCTPAIIHOHHO
ro mocke Ha
MEIHIHHCKOE
u3zIenue

M.HC.SDE
00588

JaTta BbIJAYH,
MOMHUCAHNUS,
YTBEPKACHUSA
WIM PETUCTPAIIH
JIOKyMEHTa

M.SDE.00045

MpU3HAK,
OMpe eS0T
corjacoBaHue
JOKYMEHTA!

Makec.
500

IUIMHA:

hcsdo:
MedicalProductR
egistrationFileCo
deType (
M.HC.SDT
.00713)
3HadeHne Koza
3
KJaccudukaTopa
"Knaccuduxarop
BHJOB 0..1
JIOKYMEHTOB,

0 OpMIICHHBIX
npu
PacCMOTPCHUH
PETUCTPALIUOHHO

ro Joche Ha
METUITTHCKOE
n3nenue".

MuH. gnuna: 1.

Makc. mmna: 10

csdo:
ReferenceDatald
Type (M.SDT
.00091)
HopmanuzoBanna 1
i CTpOKa
CHMBOJIOB.

MuH. gnuna: 1.
Makc. mmna: 20

csdo:
Name500Type (
M.SDT.00134)
HopmanmuzoBanna
s CTpoOKa 0..1
CHMBOJIOB.

MuH. gnuna: 1.

Makec.
500

bdt:DateType (
M.BDT.00005)
O0o3HaueHue
IaTEl B

COOTBETCTBUU C
ISO 8601

JUIMHA:

bdt:IndicatorType
(M.BDT.00013)

0..1



(hcsdo:DocAgreementIndicator)

11. JoxymenT B ¢popmare PDF
(hcsdo:PdfBinaryText)

a) xox dopmara

JaHHBIX
(atpubyt

mediaTypeCode)

12. XML-goxymeHT
(hcedo:AnyDetails)

12.1.

XML-a0KyMEHT

22. OnucaHue CTPYKTYphl AJIEKTPOHHOTO JOKyMeHTa (cBemeHuit) "J[okymeHT,
COZIEpXAIUICSA B PETUCTPALIMOHHOM J10Che WM O(OPMIIEHHBIM MPHU €ro paccMoTpeHuu" (

1 —cornmacosan; M.HC.SDE
0 - He .00503
COTJTacOBaH

nokymerr B M.HC.SDE
¢dopmare PDF .00326
KOJOBOE

0003HauUeHNE -

(opmara TaHHBIX

nokymerr B M.HC.CDE
¢opmare XML  .00303

XML-n10KyMeHT
MpPOU3BOJIBHON  —

CTPYKTYpPHI

R.HC.MM.06.003) npuBeneno B Tabnure 14.

Omucanue CTPYKTYpHI SIEKTPOHHOT'O JOKyMeHTa (cBeneHmit) "JloKkyMeHT, coaepKamuiics B
PEeruCTpaImOHHOM A0Che Win opopmieHHsIH npu ero paccMorperun” (R.HC.MM.06.003)

Ne /i
1

O6o03HaueHnE PIEMEHTA

2

OnHO U3 ABYX
3HaueHHi: "true"
(uctuHa) WM
false" (710%b)

n

csdo:
BinaryTextType (
M.SDT.00143)
Koneunas 0.1
IOCJIEIOBATEIBHO

CTh JIBOMYHBIX
OKTETOB (0aiTOB)

csdo:
MediaTypeCode
Type (M.SDT
.00147)
3HayeHne KoJa B
COOTBETCTBHH CO
CIIPAaBOYHUKOM
dbopmaros
JAHHEIX.

Mun. quHa: 1.
Makc. panuHa:
255

hccdo:
AnyDetailsType (
M.HC.CDT

.00274)
Onpenensiercs 0.1
obnacTsaMu
3HAaYeHHU U
BJIOKEHHBIX
3JIEMEHTOB

MIPOU3BOJIbHBIN
3JIEMEHT.
IIpoctpancTBO
HAMEH: JII000e. 1
Bamupanus:
TIPOU3BOTUTCS
BCerjaa

Ta6muma 14

Omnucanne

3



1 Nmsa

2 Unentudukarop
3 Bepcus

4 Omnpenenenne

5 Hcnons3oBanue

Wnentudukatop MNpOCTPaHCTBA

6
HMEH

7 Kopuesoit 3JIEMEHT
XML-nokymenTa

8 Nms daitma XML-cxeMsr

JIOKyMEHT,
PETUCTPAllMOHHOM J0ChE

coaepxalluncs B
WUnu

obopMiIeHHBIH  TpU  ero
paccMOTpeHHH

R.HC.MM.06.003

1.1.0

JIIOKYMEHT, CoOJepXalluiics B

PErUCTPAllMOHHOM J10Che
ohGOpMIEHHBIH  TNpH  €ro
paccMOTpeHUH

HIJIN

urn:EEC:R:HC:MM:06:
MedicalProductRegistrationDocCont
entDetails:v1.1.0

MedicalProductRegistrationDocCont
entDetails

EEC_R HC MM 06
MedicalProductRegistrationDocCont
entDetails v1.1.0.xsd

23. UmniopTupyembie IPOCTPAHCTBA UMEH MPUBEJEHBI B Ta0IMIE 15.

HNmMmopTrpyeMsie IPOCTPAHCTBa HMEH

Unentudukarop mnpocrpaHcTBa

Ne m/m
HUMEH

1 2

| urn:EEC:M:ComplexDataObjects:
vX.X.X

) urn:EEC:M:HC:
ComplexDataObjects:vZ.Z.Z

3 urn:EEC:M:HC:SimpleDataObjects:
vZ.Z.Z

4 urn:EEC:M:SimpleDataObjects:
vX.X.X

Tabmnuma 15

IIpeduxc

ccdo

hcedo

hesdo

csdo

CumBonel "X.X. X" n "Z.Z.Z" B AMIOPTUPYEMBIX POCTPAHCTBAX UMEH COOTBETCTBYIOT
HOMEpY BepcuM Oa3MCHOW MOJIENM JAaHHBIX W MOJEIH JaHHBIX MPEeIMETHON oObiacTw,
UCIIOJIb30BAHHBIX MpPU pa3pabOTKe TEXHUYECKOW CXEMbl CTPYKTYPhl 3JIEKTPOHHOTO
JOKyMEHTa (CBEeJIeHUI) B COOTBETCTBUU ¢ MyHKTOM 2 Pemenus Komnerun EBpaszuiickoit
sKOHOMHUEeCcKOi komuccuu ot 30 aBrycra 2016 r. Ne 92.

24. PeKBU3UTHBIN COCTaB CTPYKTYPhI AJIEKTPOHHOIO JOKyMeHTa (cBeAeHui) "JlokyMeHT,
COJIEpXAIIUICS B PETUCTPALIMOHHOM J10Che WM O(OPMIIEHHBIM MpHU ero paccMoTpeHuu" (

R.HC.MM.06.003) npuBenex B Tabdinuiie 16.
Tabnuna 16



PeKkBH3UTHEIA COCTaB CTPYKTYPHI JIEKTPOHHOI'O JOKYMeHTa (CBeZieHHit) " JloKyMeHT,
COJZIepIKaIIUICSA B PETHCTPAIMOHHOM JIOChe WK 0(OpMIICHHBIH TPH €ro paccMoTpeHHH" (
R.HC.MM.06.003)

(0] "
Nms pexBusuTa facaime JCHTHuKAT Tun nanepix  MH.
peKBU3UTA op
ccdo:
COBOKYITHOCTh EDocHeaderT
TEXHOJIOTHYEC ype (M.CDT
1. 3arojioBOoK JJIGKTPOHHOTO JOKyMeHTa ( K W X .90001)
CBE/ICHUIN) pexsusutoB  M.CDE.90001 Omnpenensiercst 1
(ccdo:EDocHeader) ANIEKTPOHHOTO obnacTsMu
nokyMeHTa  ( 3HAYEHHUH
CBEJICHHI) BIIO’KEHHBIX
JJIEMEHTOB
csdoInfEnvelo
peCodeType (
M.SDT.90004)
3HaueHue KoJa
B
COOTBETCTBHU
KOJIOBOE .
1.1. Kox cooOmeHus o0Iero o6o3HaueHue P
mporiecca coobmenuss  M.SDE.90010 CTIAMCHTOM 1
WHPOPMaIOH
(csdo:InfEnvelopeCode) obmero
HOTO
npotiecca N
B3aUMO/ICHCTB
usl.
[Ta6mon: P\
A-Z1{2}\.[0-9]
{2}\.MSG\.[0-
91{3}
csdo:
EDocCodeTyp
e (M.SDT
KOJIOBOE 90001)
0003HaueHHE i
3HayeHne Koma
JJEKTPOHHOTO 5
nokyMeHTa  (
. COOTBETCTBHUH
1.2. Kox »ieKTpOHHOTO CBEJICHHI) B
JIOKYMEHTa (CBEJICHUIA) cootsercteun  M.SDE.90001 © PECCTPOM
CTPYKTYP
(csdo:EDocCode) c peecTpoMm
AIEKTPOHHBIX
CTPYKTYP
JIOKyMEHTOB U
ANEKTPOHHBIX N
CBEICHUM.
JIOKyMEHTOB U
N [Ma6mon: RO\.[
CBEJICHUI
A-Z1{2}\.[A-Z
H25\[0-91{2})
N.[0-9]{3}
csdo:

UniversallyUni
queldType (
M.SDT.90003)



1.3. Upentudukartop

9JIEKTPOHHOTO JIOKyMeHTa (

CBEJICHUT )
(csdo:EDoclld)

1.4. Upentuduxatop

HUCXOOHOTO

3JIEKTPOHHOTO

JIOKyMEHTa (CBEeICHUI)

(csdo:EDocRefld)

1.5. lara wu

3JEKTPOHHOTO JOKyMeHTa (

CBEJICHHH)

BpeMs

(csdo:EDocDateTime)

1.6. Kopx sa3bika

(csdo:LanguageCode)

CTpOKa
CHUMBOJIOB,
OJIHO3HAYHO
UACHTUQHUIND
yomas
3JIEKTPOHHBIN
OOKyMeHT  (
CBEZICHUA)

uaeHTH(UKATO
p
JIEKTPOHHOTO
nokyMeHTa  (
CBelcHUH), B
OTBET Ha
KOTOPBI ObLI
chopMupoBaH
MaHHBIH
3JIEKTPOHHBIN
OOKyMeHT  (
CBEJICHUS)

JaTta U BpeMs
CcO3JaHuA
3NIEKTPOHHOTO
nokyMeHTa  (
CBEJICHUIN)

KOJIOBOE
o0003HaueHne
SI3BIKA

M.SDE.90007

M.SDE.90008

M.SDE.90002

M.SDE.00051

3HauyeHUE
UOCHTU(UKATO
pa B
COOTBETCTBUH
¢ ISO/IEC
9834-8.
[Mabmon: [0-
9a-fA-F]{8}-[
0-9a-fA-F]{4}
-[0-9a-fA-F]{4
}-[0-9a-fA-F]{
4}-[0-9a-fA-F]
{12}

csdo:
UniversallyUni
queldType (
M.SDT.90003)
3HayeHue
UACHTU(UKATO
pa B
COOTBETCTBUH
¢ ISO/IEC
9834-8.
[Ta6mon: [0-
9a-fA-F]{8}-[
0-9a-fA-F]{4}
-[0-9a-fA-F]{4
}-[0-9a-fA-F]{
41-[0-9a-fA-F]
{12}

bdt:
DateTimeType
(M.BDT
.00006)
O6o3HauyeHHE
qaTel H
BpeMEHU B
COOTBETCTBUH
¢ ISO 8601

csdo:
LanguageCode
Type (M.SDT
.00051)
JIByxOyKBEeHH
BIA KO SI3BIKA
B
COOTBETCTBHUH
¢ ISO 639-1.
[Ta6non: [a-z]
{2}

csdo:
UnifiedCountr

0..1

0..1



2. Kop ctpansl

(csdo:UnifiedCountryCode)

a) UICHTUPUKATOP
CHpaBOYHHKA
kinaccudukaropa)
(atpubyT codeListld)

3. Homep 3asBieHHs Ha PETHCTPALHUIO HIIH
MIPOBEICHUE MHBIX INPOLENYpP, CBA3AHHBIX C
perucTpamnueit MeUIMHCKOTO M3 s
(hcsdo:MedicalProductApplicationld)

KOJIOBOE
o00o03HaueHHE
CTpaHBbI, M.SDE.00162
HaIpaBUBIIEH

AOKYMCHT

obo3HaueHME
CIIpaBOYHHKA (
KJIACCH(PHUKATO
pa), B -
COOTBETCTBHUH

C KOTOpPBIM
yKa3zaH KOJl

HOMED
3asBJICHHUS Ha
PETHCTPAIIHIO
HIu
MpOBEICHHUE
U H Bl X
npoueayp,
CBSI3aHHBIX C

M.HC.SDE
.00660

perucrpanuei
MEIULUHCKOTO
U3enus

yCodeType (
M.SDT.00112)
3HaueHue
JBYXOYKBEHHO
ro Kxojnxa
CTpaHbl B
COOTBETCTBUH
c o
CIIPaBOYHUKOM
(
KIJIACCH(HUKATO
pom),
UACHTU(UKATO
P KOTOpOTO
omnpeneicH B
aTpudyTe
Unentuduxat
o p
CIIpaBOYHHKA (

"

KJIACCH(PHUKATO
pa)".
1Ia6mon: [A-Z
{2}

csdo:
ReferenceData
IdType (
M.SDT.00091)
Hopmanuzosa
HHas CTpOKa
CHMBOJIOB.

MuH. mmuHa: 1

Makc. mimHa:
20

hcsdo:
MedicalProduc
tApplicationld
Type (
M.HC.SDT
.00737)
Hopmanuzosa
HHasl CTPOKa
CHMBOJIOB.
[Ta6mon: [A-Z
1{2}-\d{6}-(0
1-9]|[1)2]\d|3[0
|11).(0[1-91[1[0
-2]).20\d{2}

csdo:1d50Type
(M.SDT.00093

)



4. Homep perucTpaiuoHHOrO y10CTOBEPEHHUS
(hcsdo:RegistrationCertificateld)

5. CseneHusi 0 TOKyMeHTe, 0(OPMIICHHOM IIpH
pPaccMOTPEHUH PETHCTPALMOHHOIO JI0Che Ha
MEJIUIIMHCKOE HW3JeNue, WIH JIOKyMEHTa
COJIEPIKAILETOCs B PETUCTPALIMOHHOM JIOChE Ha
MEUIMHCKOE U3/IeITUE
(hccdo:MedicalProductRegistrationFileDetails)

5.1. Ilpusnaxk
MIPUHAJUIC)KHOCTH JIOKYMEHTa K
PETHCTPALIMOHHOMY J0ChE
(hcsdo:
RegistrationFileIndicator)

5.2. Homep noxymeHTa
(csdo:Docld)

HOMED
PErucTpanroH
HOTO
YAOCTOBEPEHH
S

CBEJEHUS O
JOKYMEHTE,
0pOpMICHHOM
npu
paccMOTpeHHH
peruCTpauoH
HOTO JTOChE Ha
MEIUIHHCKOE
U3Jenue, Uin
JOKYMEHTE,
cozieprKameMc
st B
perHCTpaInoH
HOM JIOChE Ha
MEUIHHCKOE
usjienue

NpHU3HaK,
OTIpE IS IOIIN
i
MPUHAJIICKHO
CTb TOKyMCHTa
K
perucTpannon
HOMY J10Che:

1 — mOKyMeHT,
coaepKaniuic
st B
perucTpanuon
HOM JIOChE Ha
MEUIUHCKOE
u3zIenue;

0 — nokymeHT,
o opMITCHHBIH
npw
paccMOTpeHUH
perucTpanuon
HOT'O JTOChE

HOMED
JOKYMEHTA,
0(OpPMIICHHOT
0 npu
paccMOTpEeHHH
perucTpanuoH
HOTO JTOChE Ha
MEOUILIMHCKOC
u3JIene, Win

M.HC.SDE
.00045

M.HC.CDE
.00650

M.HC.SDE
.00527

Hopmanuzosa
HHasi CTpOKa
CHMBOJIOB.

MuH. gnuHa: 1

Makc. mmHa:
50

hccdo:
MedicalProduc
tRegistrationFi
leDetailsType
(M.HC.CDT
.00259)
Omnpenensiercs
obmactsamMu
3HAYCHUMU
BIIOYKEHHBIX
JJIEMEHTOB

bdt:
IndicatorType
(M.BDT
.00013)

OxHo U3 ABYX
3HaueHuu: "
true" (MctuHa)
nmun  "false" (
JIOKb)

csdo:Id50Type
(M.SDT.00093
)
Hopmanu3zosa
HHasi CTpOKa

M.SDE.00044 CHMBOJIOB.

0..1

0..*

0..1

0..1



5.3. HanmmeHoBaHue

JAOKYMCHTA

(csdo:DocName)

5.4. Kon BuIa OoKyMeHTa,
coaepiKamerocs B
pPEeTHCTPAlMOHHOM JO0Che Ha
MEIUIIMHCKOE U3JICTINE

(hcsdo:

MedicalProductRegistrationDo

cCode)

a)
HUACHTU(DHUKATO
p CrpaBOYHHKA

(

KJIacCU(PHKATO
pa)

JIOKYMEHTA,
COJIepIKAIIETOC
s B
peTUCTpannoH
HOM JI0ChE Ha
MEIUIIUHCKOE
n3Ieane

HaWMEHOBAHHUE
JIOKYMEHTA,
0(hOpMIICHHOT
0 npu
paccMOTpeHuH
perucTpanuon
HOTO JIOChE Ha
MEIUINHCKOE
u3JIene, Win
JOKYMEHTA,
COZIEPKAILIETOC
st B
perucTpanuon
HOM JIOChE Ha
MEIUINHCKOE
u3zIenue

KOIOBOE
0003HaUYCHUE
BHUOa
JIOKYMEHTa,
COJIepIKAIIEToC
s B
perucTpanuon
HOM J0ChE Ha
MEIUIINHCKOE
n3eane

o0o3HaueHHE
cIpaBOYHHKA (
KJIACCH(PHUKATO
pa), B
COOTBETCTBHHU

M.SDE.00108

M.HC.SDE
.00651

MuH. mmuHa: 1

Makc. mmHa:
50

csdo:
Name500Type
(M.SDT.00134
)
Hopmanuszosa
HHasi CTpOKa
CHMBOJIOB.

Mun. mmHa: 1

Makc. mimHa:
500

hcsdo:
MedicalProduc
tRegistrationD
ocCodeType (
M.HC.SDT
.00712)
3HaueHue KoJa
u 3
KIIACCU(HUKATO
pa !
Knaccudukaro
P BHIOB
JIOKYMEHTOB,
coJIepKalIuxc
st B
perucTpanuon
HOM JIOChE Ha
MEIUIMHCKOE
uznenue".
MuH. muHa: 1

Makc. jumHa:
10

csdo:
ReferenceData
IdType (
M.SDT.00091)
Hopmanuzosa
HHas CTpOKa
CHMBOJIOB.

0..1

0..1

1



(atpubyr
codeListld)

5.5. HaumeHnoBanue Bujaa
JIOKyMEHTA, COJIEPKaIErocs: B
PETUCTPallMOHHOM JOChEe Ha
MEIUIMHCKOE U3/ICTUC

(hcsdo:

MedicalProductRegistrationDo

cName)

5.6. Kon Bupma noxymeHTa,
odopmieHHOTO npu
paccMOTpeHHH

PErHCTPAllMOHHOTO J0Che Ha
MEIUIIHHCKOE U3/IEIHE
(hcsdo:
MedicalProductRegistrationFil
eCode)

a)

HUACHTU(DUKATO
P CIIpaBOYHHKA

(

Kiaccu(pukaTo

pa)
(aTpubyrt
codeListld)

C KOTOpBIM
yKa3aH KOJl

HaMMCHOBAHUC
BuUaa
AOKYMCHTa,
COZCpIKaIeroc
A B

M.HC.SDE

00659
perucTpauruoH

HOM JOChC Ha
MCIHUIIMHCKOC
u3acimne

KOIOBOE
0003HaYCHUE
BHIA
IOKYMEHTA,
0(OpPMIICHHOT
0 npu
paccMOTpeHuH
perucTpanuon
HOTO JIOChE Ha
MEOUIUHCKOE

M.HC.SDE
.00529

u3acimne

obo3HaueHNe
CIIpaBOYHHKA (
KJIACCHU(PHUKATO
pa), B -
COOTBETCTBHUH

C KOTOpPBIM
yKa3aH KOJ{

HauMEHOBaHHUE
BUIAa

MuH. mmuHa: 1

Makc. mmHa:
20

csdo:
Name500Type
(M.SDT.00134
)
Hopmanuzosa
HHasg CTpOKa
CHMBOJIOB.

Mun. mmmHa: 1

Makc. mimHa:
500

hcsdo:
MedicalProduc
tRegistrationFi
leCodeType (
M.HC.SDT
.00713)
3HaueHHue Koaa
u 3
KJ1accu(HUKaTo
pa !
Knaccudukaro
p BHUAOB
JIOKYMEHTOB,
0(OPMITCHHBIX
npwu
paccMoTpeHuu
perucTpanuon
HOTO JIOChE Ha
MEOUIUHCKOE
nznenue".
Mumn. nnuna: 1

Makc. mimHa:
10

csdo:
ReferenceData
IdType (
M.SDT.00091)
Hopmanuzosa
HHas CTpOKa
CHMBOJIOB.
MuHn. guHa: 1

Makc. mHa:
20

csdo:
Name500Type

0..1



5.7. HaumeHoBanue Bujaa
JIOKYMEHTa, 0(OpPMIIEHHOT'O
npu paccMoOTpeHHuH
PETUCTPAIIMOHHOTO JOCHhE HA
MEIUIMHCKOE U3/IEIHE
(hcsdo:
MedicalProductRegistrationFil

eName)

5.8. JlaTa moxymeHTa
(csdo:DocCreationDate)

5.9. Jlatra ucreueHus cpoka
JIeHCTBUS JOKYMEHTa
(csdo:DocValidityDate)

5.10. HammenoBanue
XO3SHCTBYIOLIETO CyOBhEeKTa

JOKYMEHTa,
0(pOpPMIICHHOT
0 npu
paccMOTpeHHH
perucTpanvon
HOTO JIOChE Ha
MEIUIIMHCKOE
u3zenue

Jata BbLIAYH
JTOKYMEHTa,
0(pOpMIICHHOT
0 npu
paccMOTpeHHH
perucTpanvuon
HOTO JIOChE Ha
MEIUIMHCKOE
u3ene, WIN
JIOKYMEHTa,
COIEPXKAILETOC
A B
perucTpanvuon
HOM JIOChE Ha
MEIUITHCKOE
u3zenue

JaTa
HCTEUCHHS
cpoka
IehCTBHSI
JOKYMEHTa,

o opMIIEHHOT
0 npu
pPaccMOTpEeHUH
PETHCTPALAOH
HOT'0 J0ChE Ha
MEIMIIUHCKOE
HU3Jeaue, WIn
JIOKYMEHTa,
cojiepKaIeroc
i B
PETHCTPALHOH
HOM JI0ChE€ Ha
MEIHMIIUHCKOE
H3eane

HaMEHOBaHHUE
OpTraHM3aIlNH,
BBIJaBIIEN
JOKYMEHT,

o opMIICHHBIH
npu
paccMOTpeHUH
PETHCTPALHOH
HOTO JI0ChE,

M.HC.SDE
.00588

M.SDE.00045

M.SDE.00052

M.SDE.00187

(M.SDT.00134
)
Hopmanuzosa
HHasi CTpOKa
CHMBOJIOB.
Mun. mmmHa: 1

Makc. mimHa:
500

bdt:DateType (
M.BDT.00005
)

O6o3HadyeHne
OaTBhlI B

COOTBETCTBHHU
¢ ISO 8601

bdt:DateType (
M.BDT.00005
)

O6o3HaueHue
IaTel B

COOTBETCTBHHU
¢ ISO 8601

csdo:
Name300Type
(M.SDT.00056

)

0..1

0..1

0..1



(csdo:BusinessEntityName)

5.11. Omnucanue »>1eMeHTa
IOKyMEHTa, O(OPMIICHHOTO

npu

paccMOTpeHHUH

PETUCTPAIIMOHHOTO J0ChE Ha

MEIUIUHCKOE HU3JACIue, WU
JIOKyMEHTa, COJIEPIKaIerocs: B
PETUCTPAIlMOHHOM JOChe Ha
MEIUIIMHCKOE U3JIeTTHe

(hcsdo:

MedicalProductAttribute Text)

a) KoJ BHJA
JJIeMeHTa
JIOKyMEHTa
(aTpubyT
MedicalProduc
tAttributeKind
Code)

WU JOKYMEHT,
coaeprKaluiic
i B
peTUCTpannoH
HOM JIOChE€ Ha
MEIULIMHCKOE
H3JIeIue

ONMHCaHHE
3JIeMeHTa
JOKYMEHTa,
0(pOpMIICHHOT
npu
paccMOTpeHHH
perucTpanvuon
HOTO JIOChE Ha
MEIUIIMHCKOE
u3Jenue, Win
JIOKYMEHTa,
COIEpIKAIIETOC
B
perucTpanvuon
HOM JIOCh€ Ha
MEIUIMHCKOE
u3zenue

KOJIOBOE
o00o03HaueHHE
BHJIA DIIeMEHTa
JIOKYMEHTA,
0(pOpPMIICHHOT
npu
paccMOTpeHHH
perucTpanvuon
HOTO JIOCh€ Ha
MEIULTHCKOE
U3eine, WIN
JTOKYMEHTA,
COAEPXKAILETOC
st B
perucTpanvuon
HOM JIOChE Ha
MEIULUHCKOE
u3zenue

M.HC.SDE
.00776

Hopmanuzosa
HHasi CTpOKa
CHMBOJIOB.

MuH. gnuHa: 1

Makc. mmHa:
300

hcsdo:
MedicalProduc
tAttributeText
Type (
M.HC.SDT
.00771)
Ctpoka
CHUMBOJIOB.
MuH. guHa: 1

Makc. mimHa:
4000

hcsdo:
MedicalProduc
tAttributeKind
CodeType (
M.HC.SDT
.00291)
3HaveHHe KoJa
u 3
KJIACCH(PHUKATO
pa !
Knaccudukaro
P BHUIOB
3JIEMEHTOB
JOKYMEHTOB,
0(OpPMIICHHBIX
npu
paccMOTpeHuH
pEerUCTpaIuoH
HOTO JIOChE Ha
MEIUIHCKOE
U3JeNne, WiIH
JIOKYMEHTOB,
COJIEPKAIIUXC
st B
perucTpanuon
HOM JIOChE Ha
MEIUIMHCKOE
uznenue".

0..1



[Ma6mon: \d{2

}
HauMEHOBaHKE
BU/A dJIEMEHTa
JOKYMEHTa,
0(pOpPMIICHHOT csdo:
6) 0 mpu Name500Type
paccMOTpeHHH (M.SDT.00134
HalMEHOBaHHE
pEeTUCTpannOH )
BU/Ia 3JIEMEHTA
HOTO JIOChE Ha Hopmanuzosa
JOKyMEHTa
MEIMIMHCKOE — HHag cTpoka (..1
(aTpubyT
. u3Jenue, Win CHMBOJIOB.
MedicalProduc OKYMEHTA M )
. . ) WH. JJIMHA!
tAttributeKind Y
COJeprKaIeroc
Name)
A B Makc. mmHa:
perucTpanvon 500
HOM JIOChE Ha
MEIUIIMHCKOE
u3zenue
JOKYMEHT,
o opMIICHHBIH
npu csdo:
paccMOTpEHUH BinaryTextTyp
PETHCTPALHOH e (M.SDT
HOTO JI0ChE, .00143)

5.12. JlokyMeHT B ¢opmare
Jloxy Gbop wm nokyment, M.HC.SDE Koneunas

P}?F PRI conepxamuiic .00326 MOCJIEIOBATEN 01
(hcsdo:PdfBinaryText) B s LHOCTE
pETUCTPaIUOH JBOMYHBIX
HOM JIOChE Ha OKTETOB (
MEJIUIIHHCKOE 0alToB)
u3jenue B
¢dbopmare PDF
csdo:
MediaTypeCo
deType (
M.SDT.00147)
a) xon 3HaueHne Koga
(I)OpMaTa HOAOBOE iOOTBCTCTBI/II/I
JIAHHBIX 0003HauCHME c o 0.1
(arpubyT popmara CIPaBOYHUKOM
mediaTypeCod TaHHBIX
dbopmaToB
©) JIAHHBIX.

Mun. mmHa: 1

Makc. mimHa:

255
JOKYMECHT,
0o OpMIICHHBIH
oapu
paccMOTpeHuH hccdo:

peTUCTpaoH AnyDetailsTyp



HOro 10Ch€ Ha

e (M.HC.CDT

MEIUIIMHCKOE .00274)
5.13. XML-,HOKyMeHT u3Jenue, Wi M.HC.CDE OHpeﬂeHﬂeTCH 0.1
(hcedo: AnyDetails) JIOKYMEHT, 00303 obnactsaMu
copepIKanuiic 3HAYCHUM
s B BJIOKEHHBIX
PETHCTPALNOH 3JIEMEHTOB
HOM J0ChE Ha
MEIMIIUHCKOE
H3JeIne B
¢dopmare XML
MIPOU3BOJIbHBII
2JICMEHT.
5.13.1. XML-nokymeH
IIpocTtpancTBO
XML-nokyMeH T
L= nMeH: modoe. 1
T MIPOU3BOJIBHOM
Banmuganus:
CTPYKTYPHI
TIPOU3BOAUTCS
BCera

25. Onucanue CTPYKTYphI 3JEKTPOHHOTO IOKyMeHTa (cBeneHuit) "CBeaeHus o Homepe
perUCTpalMOHHOTO yaocToBepeHuss Ha Meaunuuckoe wuznaenue” (R.HC.MM.06.004)

npuBeJIeHO B Tabuie 17.

Ta6muma 17

Ommcanue CTPYKTYPHI JIEKTPOHHOI'O IOKyMeHTa (cBezieHmit) "CBeIeHus 0 HoMepe
PErHCTPaiOHHOTO YAOCTOBEepeHHs Ha MeauuHckoe m3aeme" (R.HC.MM.06.004)

Ne i/t
1

O0o03HaueHne dJIeMeHTa

2

Nmsa

Wnentudukarop

Bepcus

Omnpenenenue

Hcnonr3oBanue

Wnentudukarop mpocTpaHCTBA
UMeH

KopueBoit
XML-nokymMeHTa

QJIEMCECHT

Nwms daitma XML-cxeMsr

Omnucanue
3

CBCACHUA o HOMEpC
PEruCTpalluOHHOTO YIOCTOBEPCHU A
Ha MEOUIITMHCKOC U3ACIINUC

R.HC.MM.06.004
1.1.0

CBCACHUA () HOMEpE
PETUCTPAIMOHHOTO YIOCTOBEPCHUSA
Ha MCOIUIUHCKOC U3CIIUEC

urn:EEC:R:HC:MM:06:
MedicalProductRegistrationNumber
RequestDetails:v1.1.0

MedicalProductRegistrationNumber
RequestDetails

EEC R HC MM 06
MedicalProductRegistrationNumber
RequestDetails_v1.1.0.xsd

26. UmnoptupyeMbie TpoCTpaHCTBA UMEH MPUBECHBI B TaOwuIe 18.

Tab6muma 18



NMmopTrpyeMEle IPOCTPaHCTBAa UMEH

Wnentndukarop mnpocrpaHcTBa

0 II

Ne n/n ven pedukc

1 2 3

) urn:EEC:M:ComplexDataObjects: cedo
vX.X.X

) urn:EEC:M:HC: heedo
ComplexDataObjects:vZ.Z.Z

3 urn:EEC:M:HC:SimpleDataObjects: hesdo
vZ.Z.Z
urn:EEC:M:SimpleDataObjects:

4 VXXX esdo

CumBonsl "X.X. X" u "Z.Z.Z" B uMNOPTUPYEMBIX MPOCTPAHCTBAX UMEH COOTBETCTBYIOT
HOMEpY BepcuU Oa3MCHONW MOJENW JAaHHBIX M MOJENH JaHHBIX MpeIMEeTHOH oObacTtu,
UCIIOJb30BAHHBIX MpPU pa3pabOTKe TEXHUYECKOW CXEMbl CTPYKTYPhl 3JIEKTPOHHOTO
JTOKyMeHTa (CBeJCHUI) B COOTBETCTBUU ¢ NMyHKTOM 2 Pemenus Komnernm EBpasuiickoit
skoHOMHUYeckor komuccuu ot 30 aBrycra 2016 r. Ne 92.

277. PeKBU3UTHBIN COCTaB CTPYKTYpPHI JIEKTPOHHOTO JOKyMeHTa (cBeaeHui) "CBeneHus o
HOMEpPE PErHCTPALMOHHOTO yaocToBepeHus Ha meaunuHckoe uzgenue" (R.HC.MM.06.004)

npuBezieH B Tabmuie 19.
Ta6muma 19

PexBHU3UTHEILH COCTaB CTPYKTYPHEI 3JIEKTPOHHOTO JOKyMEHTa (CBeAeHMi) "CBeieHIa 0 HOMepe
PEruCTPAIHOHHOTO YAOCTOBepeHus: Ha MeaumuHckoe m3aenue” (R.HC.MM.06.004)

Onucanue

Nms pexBu3uTa Wnentnpukatop Tum maHHBIX MH.
peKBU3UTA
ccdo:
COBOKYIIHOCTD EDocHeaderType
TEXHOJOTHIECKUX (M.CDT.90001)
1. 3aroyioBOK  3JE€KTPOHHOTO 0
JOKyMeHTa (CBeIeHHit) Se:fm:m; ,  M.CDE0001 gpeﬂeﬂ’mc" 1
JICKT HHOT (6] ac
(ccdo:EDocHeader) P . TﬂNiH
JOKyMEHTA ( 3HAa4YCHU I
CBEJICHUI) BJIOKCHHBIX
3JIEMEHTOB
csdo:
InfEnvelopeCode
Type (M.SDT
.90004)
3HaueHue Koja B
1.1. Kon
COOTBETCTBHU C
COOOIICHUS KOIOBOE P
Ouiero mpouecca 0603HaYCHHE c1 TANEHTON
oot P M.SDE.90010  wuH(OpMALHOHHO |
(csdo: CcoOOTICHUS r oo

InfEnvelopeCode obmiero mpouecca

)

B3aUMOJECUCTBHS.



1.2. Kon
3JIEKTPOHHOTO
JIOKyMEHTa (
CBEJICHUH)
(csdo:EDocCode)

1.3.
Wnentudukarop
3NEKTPOHHOTO
JIOKYMEHTa (
CBeZIeHUiN)
(csdo:EDocld)

1.4.
Unentudukarop
HUCXOJHOTO
3JIEKTPOHHOT'O
JIOKYMEHTa (
CBEJICHUH)
(csdo:EDocRefld

)

1.5. Jlata wu
BpeMs
3IEKTPOHHOTO
JOKyMEHTa (
CBEJICHUT)
(csdo:
EDocDateTime)

KOJA0BOE
o0o3HaUeHHE

3JIEKTPOHHOTO

JOKYMEHTa (

CBEIECHUH) B

coorBercTBuu ¢  M.SDE.90001
peecTtpom

CTPYKTYD

SIEKTPOHHBIX

JOKYMEHTOB H

CBEJICHUM

CTPOKa CHMBOJIOB
, OJHO3HAYHO
uAeHTHGUIUPYIO
o a o
SIEKTPOHHBIN
JOKYMEHT (
CBEJICHUS)

M.SDE.90007

uaeHTH(PHUKATOP
9JIEKTPOHHOTO
JOKyMEHTa (
CBeJeHMil), B
OTBET  Ha
KOTOPBIH OBLI
chopMupoBaH
JaHHBIHI
3JIEKTPOHHBIN
JTOKYMEHT (
CBEZICHU)

M.SDE.90008

JaTta W Bpems
co3aHus
3JIEKTPOHHOTO
JOKyMEHTa (
CBEJICHUI)

M.SDE.90002

abnon: P\.[A-Z
J{23\.[0-9]{2}\.
MSG\.[0-9]{3}

csdo:
EDocCodeType (
M.SDT.90001)
3HaueHue KoJa B
COOTBETCTBHH C
peecTpom
CTPYKTYp
3JIEKTPOHHBIX
JOKYMEHTOB H
CBEJICHUM.
MMa6mon: R(\.[
A-Z1{2}\.[A-Z]{
21\.[0-9]{2})?\.[0
9143}

csdo:
UniversallyUniqu
eldType (M.SDT
.90003)
3HaueHHE
uaeHtupuraropa
B COOTBETCTBHHU C
ISO/IEC 9834-8.
[Ta6mon: [O-
9a-fA-F]{8}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{12}

csdo:
UniversallyUniqu
eldType (M.SDT
.90003)
3HaueHHE
uaeHrupuraropa
B COOTBETCTBHHU C
ISO/IEC 9834-8.
[Ta6moH: [O-
9a-fA-F]{8}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{12}

bdt:
DateTimeType (
M.BDT.00006)
O06o3HaueHue
JIAThl U BPEMEHU

B COOTBETCTBHH C
ISO 8601

0..1

1



1.6. Kop s3b1Ka

(csdo:
LanguageCode)

2. Homep  3asBieHus
PETHCTPALMI0 WM IIPOBEACHHE
HHBIX TIPOLEIyp,
perucrpanueii  MEIULUHCKOIO
n3acinAa
(hcsdo:MedicalProductApplicationld

)

Ha

CBA3aHHBIX C

3. Homep perucTpanuoHHOTO
yIIOCTOBEPEHHUS
(hesdo:RegistrationCertificateld)

KOJO0BOE
obo3Hauenne
SI3BIKA

M.SDE.00051

HOMeEp 3asBJICHHSA
Ha PErHCTPaLHIo
WIN TIPOBEJCHUE
WHBIX TpOLEayp,
CBSI3aHHBIX C

M.HC.SDE
.00660
peructpanuen

MEIUIHHCKOTO

U3IETIHs

HOMED

peructpaunonno M.HC.SDE
0 .00045

YIOCTOBEPEHUS

csdo:
LanguageCodeTy

pe (M.SDT
.00051)
Heyx6yksennbiii  0..1
KOJ s3BIKa B
COOTBETCTBUU C

ISO 639-1.
[a6mon: [a-z]{2

}

hcsdo:
MedicalProductA
pplicationldType
(M.HC.SDT
.00737)
HopmanusoBanna
s CTpoOKa 1
CHMBOJIOB.
[Tabnon: [A-Z]{
25-\d{6}-(0[1-9]I[
121\d|3[0]17).(0[1
-9]]11[0-2]).20\d{2
}

csdo:1d50Type (
M.SDT.00093)
Hopmanuzosanna
st CTpoKa 0..1
CHUMBOJIOB.

MuH. nuna: 1.

Makec. piauna: 50

28. Onucanue CTPYKTYphI 3JEKTPOHHOTO JOKyMeHTa (cBeaeHuii) "CBeaeHus O BHUJIE

mequimHckux uznenuit” (R.HC.MM.06.005) npuseneno B Tabaute 20.

Ta6muma 20

Omcanne CTPYKTYPHI 3IEKTPOHHOTO TOKYMeHTa (CBeeHHit) "CBeieHHs O BUIe MEIUIIMHCKHUX

mnemat” (R.HC.MM.06.005)
Ne n/m O0o3HaueHue 3IeMeHTa
1 2
1 Nms
2 Wnentudpukartop
3 Bepcus
4 Omnpenenenue
5 Hcnonb3oBanue
6 Unentudukarop mnpocrpaHcTBa

UMCH

Omnucanue
3

CBCIACHUA O BHUAC MCIOHUIIMHCKUX
U3ACTINH

R.HC.MM.06.005
1.1.0

CBEIEHHUS O BHJE MEIUIMHCKHX
W3OS

urn:EEC:R:HC:MM.:06:
MedicalProductCodeTransformation
Details:v1.1.0



7 Kopuesoit SIEMEHT MedicalProductCodeTransformation

XML-mokymeHTa Details
EEC R HC MM 06
8 Nwms daitna XML-cxeMbr MedicalProductCodeTransformation

Details v1.1.0.xsd
29. UmnoptupyeMble TpOCTPAHCTBA UMEH MPUBEEHBI B TabuIe 21.

Tabmuma 21
HMmopTrpyeMEie IpOCTPaHCTBAa HMEH
WpnenTudukatop mnpocTpaHCTBa
Ne n/m [Mpeduxc
UMEH
1 2 3
| urn:EEC:M:ComplexDataObjects: cedo
vX.X.X
urn:EEC:M:HC:
2 ComplexDataObjects:vZ.Z.Z heedo
3 urn:EEC:M:HC:SimpleDataObjects: hesdo
VZ.2.Z
urn:EEC:M:SimpleDataObjects:
4 VXXX csdo

CumBonsl "X.X. X" u "Z.Z.Z" B uMIOPTUPYEMBIX MPOCTPAHCTBAX UMEH COOTBETCTBYIOT
HOMEpPY BepcUM Oa3MCHOW MOJEIM JAaHHBIX M MOJEIW JaHHBIX NPEIMETHON 0011acTH,
WCIIOJIb30BAHHBIX TIPU Pa3pabOTKe TEXHUYECKOW CXEMBl CTPYKTYPHI DJIEKTPOHHOTO
TOKyMeHTa (CBeJeHU) B COOTBETCTBUU ¢ NMyHKTOM 2 Pemenus Komternnm EBpasuiickoit
skoHOMUYeckor komuccuu ot 30 aBrycra 2016 r. Ne 92.

30. PekBU3UTHBIN COCTAB CTPYKTYPBI AJIEKTPOHHOTO JOKyMeHTa (cBenenuii) "CBenenus o

Buse meaurmuckux u3aenuit” (R.HC.MM.06.005) npuBenex B Tabnuie 22.
Tabmuma 22

PexkBH3UTHEIA COCTaB CTPYKTYPHI DJIEKTPOHHOT'O TOKyMeHTa (cBeeHmi) "CBeieHna 0 BUIe
MemumuHckux m3nemmit” (R.HC.MM.06.005)

Nms pexBu3uTa Omucanne Mnentuguxar Tum manuelIx  MH.
peKBU3NTA op
ccdo:
COBOKYITHOCTh EDocHeaderT
TEXHOJIOTUYEC ype (M.CDT
1. 3aromoBOK 3NEKTPOHHOTO K U X .90001)
JIOKyMeHTa (CBEIeHHUIN) pexBuzutoB  M.CDE.90001 Ompenensiercs 1
(ccdo:EDocHeader) AIEKTPOHHOTO obnacTamMu
nokymeHTa ( 3HAYCHU U
CBCJICHUIN) BIIOKCHHBIX
3JIEMEHTOB
csdo:

InfEnvelopeCo



1.1. Konx
COOOIIEHNS
obmero
mporecca
(csdo:
InfEnvelopeCo
de)

1.2. Kon
ANEKTPOHHOTO
IoKyMeHTa  (
CBEJICHUT)

(csdo:
EDocCode)

1.3.
Unentuduxar
o p
AJIEKTPOHHOT'O
JIoKymMeHTa  (
CBEJICHUH)
(csdo:EDocld)

KOJIOBOE
0003HaUeHHE
COOOIEeHUs
obmrero
npotecca

KOJ0BOE
o0o3HaUcHUE
JNEKTPOHHOTO
IokyMeHTa  (
CBEIEHUI) B
COOTBECTCTBUU
C peecTpoM
CTPYKTYp
AIEKTPOHHBIX
JIOKYMEHTOB U
CBEACHUM

CTpoOKa
CHMBOJIOB,
OJIHO3HAYHO
HIACHTUDHUIND
yomas
3JIEKTPOHHBIN
IOKyMeHT  (
CBEJICHUS)

HUACHTU(DUKATO
p

M.SDE.90010

M.SDE.90001

M.SDE.90007

deType (
M.SDT.90004)
3HadeHne KoJa
B
COOTBETCTBUU
c
Pernamentom
MHPOPMaIOH
HOT O
B3aHMO/ICHCTB
Hsl.

[Ta6mon: P\.[
A-Z]{2}\.[0-9]
{2}\.MSG\.[0-
9143}

csdo:
EDocCodeTyp
e (M.SDT
.90001)
3Hayenne Koma
B
COOTBETCTBUH
C peecTpoM
CTPYKTYp
SJIEKTPOHHBIX
JIOKYMEHTOB U
CBEJICHUM.
[a6mon: R(\.[
A-Z1{2}\.[A-Z
J{23\.[0-9]{2})
N\.[0-9]{3}

csdo:
UniversallyUni
queldType (
M.SDT.90003)
3HayeHUe
UACHTUDUKATO
pa B
COOTBETCTBUH
¢ ISO/IEC
9834-8.
[Ta6mon: [O-
9a-fA-F]{8}-[
0-9a-fA-F]{4}
-[0-9a-fA-F]{4
}-[0-9a-fA-F]{
41-[0-9a-fA-F]
{12}

csdo:

UniversallyUni
queldType (
M.SDT.90003)



1.4.
Unentuduxar
Op UCXOJHOTO
JJIEKTPOHHOTO
IoKyMeHTa  (
CBEJICHUT)
(csdo:
EDocRefld)

1.5. Jlata wu
BpeMs
3JIEKTPOHHOTO
JOKyMeHTa  (
CBEICHUIN)
(csdo:
EDocDateTim

e)

1.6. Kon
SI3BIKA

(csdo:
LanguageCode

)

2. Kox Buma MeIuIIMHCKOI'O
HM3JIENIMsI B COOTBETCTBUU C
I'moGanpHON HOMEHKIATYpOit
MEIMIIMHCKHUX U3IeInn
(hcsdo:GMDNCode)

3JIEKTPOHHOTO
IokyMeHTa  (
CBEJICHUI), B
OTBET Ha
KOTOPBIA OBbLI
chopMupoBaH
TaHHBIHA
SIEKTPOHHBII
IOKyMeHT  (
CBEJICHMS)

JaTa u BpeMs
CO3IaHus

snexrpornoro M.SDE.90002

TOKyMeHTa  (
CBEJICHUIN)

KOJOBOE
o0o3HaueHUeE
SI3bIKA

KOJOBOE
o0o3HaueHue
BHIa
MEIULIMHCKOTO
U3JeNus B
COOTBETCTBUH
¢ I'moGanbHO#
HOMEHKJIATYPO
7|
MEIULMHCKHUX
HU3IETNH

M.SDE.90008

M.SDE.00051

M.HC.SDE
.00747

3HaueHuE
UACHTU(DUKATO
pa B
COOTBETCTBUH
¢ ISO/IEC
9834-8.
[Ta6mon: [0-
9a-fA-F]{8}-[
0-9a-fA-F]{4}
-[0-9a-fA-F]{4
}-[0-9a-fA-F]{
4}-[0-9a-fA-F]
{12}

bdt:
DateTimeType
(M.BDT
.00006)
O06o3HaueHuE
IaTel H
BpEMEHH B
COOTBETCTBHH

¢ ISO 8601

csdo:
LanguageCode
Type (M.SDT
.00051)
JByxOyKBEHH
BII KOJ SI3BbIKA
B
COOTBETCTBUU
¢ ISO 639-1.
[[TabnonH: [a-z]
{2}
hcsdoGMDNC
odeType (
M.HC.SDT
.00680)
3HayeHne Koma
B
COOTBETCTBUHU
¢ 'nobanbHOM
HOMEHKJIATYPO
51
MEIUIMHCKHX
U3OCIINH.
[Ma6mon: \d{5
}

hcsdo:
MedicalProduc
tClassification

0.1

0.1



3. Kox Buma MeIMIIMHCKOTO

U3JICTTHSE
(hesdo:

MedicalProductClassificationC

ode)

4. HammeHOBaHUE

a)
HOCHTU(DUKATO
P CrIpaBOYHHKA
(
KJIACCHU(PHUKATO
pa)

(arpubyTr
codeListld)

BHIA

MEIUIMHCKOTO U3IENHS

(hcsdo:

MedicalProductClassificationN

ame)

KOZOBOE
0003HaueHne
MCOUIIMHCKOI'O
U3JeNus B
COOTBETCTBUU
c o

CIPaBOYHUKOM

M.HC.SDE

.00447
Homenknarypa

METUITUHCKHUX
u3aenui
EBpasuiickoro
3KOHOMHUYECKO
ro coro3a"

o0o3HaueHHne
CIPaBOYHHUKA (
Kiaccuduraro
pa), B —
COOTBETCTBHH

C KOTOpHIM
yKa3aH KoJ

HauMEHOBaHHUE
BUAa

MEIUIITHCKOTO

U3aenus B
COOTBETCTBHHU

c o

crnpaBounukoMm M.HC.SDE
" .00448
Homenknatypa
MEIUIIMHCKIX

u3aeani

EBpasuiickoro
SKOHOMHUYECKO

ro cor3a"

MOJIHOE
HaMMEHOBaHUE
opraHa

CodeType (
M.HC.SDT
.00580)
3HayeHue Koma
BUA
MEIUIIMHCKOTO
U3IeNus B
COOTBETCTBHH
c o
CIPaBOYHUKOM
(
KJaccuduxaro
pom),
UACHTU(DUKATO
P KOTOpOTO
ompeleicH B
aTpubyTe
WNnentudukat
o p
CIPaBOYHHUKA (
KJIaccU(pHKaTo
pa)".
[Ta6mon: \d{6
}

csdo:
ReferenceData
IdType (
M.SDT.00091)
Hopmanuzosa
HHasi CTpOKa
CHMBOJIOB.

n

MuHn. nnuna: 1

Makc. nnuHa:
20

csdo:
Name500Type
(M.SDT.00134
)
Hopmanuzosa
HHas CTpOKa
CHMBOJIOB.

Mun. mmHa: 1

Makc. ajiuHa:
500

csdo:
Name300Type
(M.SDT.00056

)

0..1

0.1



5. HaumeHoBaHue
YIIOJIHOMOYEHHOT'0 OpraHa
(csdo:AuthorityName)

6. Unentudukarop
JIOJDKHOCTHOT'O JIMIIA
(hesdo:OfficialPersonld)

7. ®UO
(ccdo:FullNameDetails)

7.1. Umsa

(csdo:
FirstName)

TOCYyJIapCTBEH
HOIl BJacTH
nubo

YIIOJITHOMOYEH
HOH UM

OpraHu3auu

YHUKaJIbHBIN
HUACHTU(DHUKATO

p

M.SDE.00066

M.HC.SDE
00073

JIOJIKHOCTHOTO

JIALA

hamums, UM,
OTYECTBO

UM s
¢uznveckoro
aMna

OTYECTBO (

7.2. OT4ecTBO BTOpOE WIIH

(csdo:

cpemHee UMs)

MiddleName) ¢usnueckoro

Juna

M.CDE.00029

M.SDE.00109

M.SDE.00111

Hopmanuzosa
HHasi CTpOKa
CHMBOJIOB.

MuHn. pnuHa: 1

Makc. nnuna:
300

csdo:1d50Type
(M.SDT.00093
)
Hopmanuzosa
HHas CTpOKa
CHMBOJIOB.

Mun. mmHa: 1

Maxkc. nnuHa:
50

ccdoFullName
DetailsType (
M.CDT.00016
)
OnpenensieTcs
obacTsaMu
3HaUYeHUI
BJIOKEHHEIX
3JIEMEHTOB

csdo:
Namel20Type
(M.SDT.00055
)
Hopmanuzosa
HHasi CTpOKa
CHMBOJIOB.

MuHn. pnuna: 1

Makc. nnuHa:
120

csdo:
Namel20Type
(M.SDT.00055
)
Hopmanuzosa
HHasg CTpOKa
CHMBOJIOB.

Mun. gmuna: 1

Makc. mjuHa:
120

csdo:
Namel20Type
(M.SDT.00055

)

0.1

0.1

0.1

0..1

0.1



7.3. ®amuus haMuans Hopmanuzosa
(csdo: ¢usuueckoro M.SDE.00110 mmas ctpoka O0..1
LastName) Ina CHMBOJIOB.

MuHn. pnuHa: 1

Makc. nnuna:
120

csdo:

Namel20Type

(M.SDT.00055

)
HaVMEHOBaHUE Hopmanuzosa
pomkHocTd  M.SDE.00127 Huas ctpoka 0..1 "
COTpYAHHKA CHUMBOJIOB.

8. HaumeHnoBaHue JOKHOCTH
(csdo:PositionName)

Mun. muna: 1

Makc. mjuHa:
120

YTBEPX/IEH
Pewenuem Komnerun
EBpa3zuiickoii 53KOHOMUYECKOH KOMUCCUH
ot 30 aBrycra 2016 1. Ne 92
(B penakuuu Pemennst Komneruun
EBpasuiickoil 5KOHOMHUECKOH KOMHCCUHI
ot 28 ¢espanst 2023 r. Ne 19)

ITopsmox mpucoenwHeHnd kK 06meMy mponeccy "®opMupoBaHHe, BeIeHAE H HCTIOIH30BAHHE
©IMHOI'0 peecTpa MEAUIMHCKHAX H3/CIHii, 3aperiCTPHPOBaHHBIX B paMKax EBpasuiickoro
3KOHOMHYECKOTO COI03a"

Cnocka. ITopsinok - B penakuuu pemenus Konnerun EBpasuiickoil SKOHOMUYECKOU
komuccuu ot 28.02.2023 Ne 19 (Bctynaer B cuiny no ucteueHuu 30 KajJeHJIapHBIX JHEU ¢
JaThl €r0 O(UIIUATIBHOTO OITyOIMKOBAHUS ).

I. O6nue monoxeHus

1. Hacrosmuii Ilopsmoxk pa3paboTaH B COOTBETCTBHHM CO CICAYIOIIHMH
MEXJIYHapOJHbIMU JOTOBOpAaMHM M aKTaMM, COCTaBISIOIIMMHU MpaBo EBpasuiickoro
AKOHOMHUYECKOTO coro3a (janee — Coro3):

Horosop o EBpasuiickom skoHOMUYECKOM coro3¢e oT 29 mas 2014 rona;

Pewmenune Komnerun EBpazuiickoil 3koHOMUYeckoi komuccuu ot 6 Hosiops 2014 r. Ne 200
"O TEXHOJIOTMYECKUX JOKYMEHTaX, PErlaMeHTUPYIONUX HWH(HOPMAIIMOHHOE B3aUMOJICHCTBYE
IpU peanu3aluu CpelCcTBaMU UHTErPUPOBAHHOW MH()POPMALIMOHHONW CUCTEMBbI BHELIHEH U
B3aMMHOM TOPTOBIU OOIIUX MPOIECCOB";



Pemenne Konmnernn EBpasuiickoil 3xoHoMuueckoit komuccuu oT 27 stuapsa 2015 r. Ne 5
"OO yrtBepxaeHuun IlpaBun »1EKTPOHHOro oOMEHa JAaHHBIMM B HWHTETPUPOBAHHOU
MH(POPMAITMOHHOM CHCTEME BHEIITHEH M B3aUMHOM TOProOBJIN';

Pewmenne Komnernn EBpazuniickoii s5koHOMHUYECKON KoMuccuu oT 14 anpens 2015 r. Ne 29
"O nepeuHe 00X MPOIECCOB B pamkax EBpa3zuiickoro 3KOHOMHUYECKOTO CO03a U BHECCHUU
n3MeHeHus B Pemenne Komnerun EBpasuiickoid 5KOHOMUYECKON KOoMUCCUU OT 19 aBrycra
2014 r. Ne 132";

Pemenne Komnerun EBpa3zuiickoii skoHOMUYeCKON Komuccuu oT 9 utons 2015 r. Ne 63 "
O Meroauke aHanu3a, ONTUMHU3ALMH, TAPMOHU3ALMUA U OMUCAHUS OOIIMX MPOLECCOB B
paMkax EBpa3uiickoro 3KOHOMHU4ECKOro coro3a'.

II. O6nacTh npMeHEHUS

2. Hactosmuit Ilopsmox ompenensier TpeOoBaHUS K WHGOPMAIMOHHOMY
B3aMMOJICHCTBUIO TMpPU NPUCOECIMHEHUM HOBOTO Yy4YacTHHKAa K oOmemy mporeccy "
dopMUpOBaHUE, BEJICHHUE U HCIOJIL30BAHUE E€JUHOTO PEecTpa MEIULMHCKUX HU3JCIUH,
3aperuCTPUPOBAHHBIX B paMKax EBpasuiickoro saxkonHomuyeckoro corosa" (P.MM.06) (nanee —
001111t mporecc).

3. IIpouenypsl, onpeaeneHHble B HacTodAleM [lopsiake, BBITOTHAIOTCS OAHOMOMEHTHO
a0 Ha TPOTSHKEHUU OMNPEEICHHOTO TMepUuojJia BPEMEHH MpPU MPUCOETUHEHUU HOBOTO
y4acTHHKA K 00IIeMy IpOIecCy.

III. OcHOBHEIE TOHATHA

4. lna ueneun Hacrosmero Ilopsaka mMConab3yrOTCA MOHATHS, KOTOPBIE O3HAYarOT
cleayolee:

" TOKyMEHTBI, TPUMEHSIEMbIE MPU 00ecreyeHnr (yHKIIMOHUPOBAHUS UHTEIPUPOBAHHOMN
CUCTEMBI" — TEXHMYECKHE, TEXHOJOIMYECKUE, METONUYECKHME U OpraHM3allMOHHBIC
JOKYMEHTBI, pa3padaThiBaeMble U yTBEpKIaeMble EBpazniickoil SJKOHOMUYECKON KOMUCCHEN
B cooTBercTBUM ¢ NyHKTOM 30 IIportokona 06 uH(pOpMAMOHHO-KOMMYHUKAIIMOHHBIX
TEXHOJIOTUSIX W HHPOPMAIMOHHOM B3auMMOJEWCTBUUM B paMkax EBpasuiickoro
AKOHOMHYECKOT0 coro3a (mpuinoxkenue Ne 3 k JloroBopy o EBpa3uiickoM 3KOHOMHYECKOM
Corose ot 29 mas 2014 rona);

"TEXHOJIOTMYECKHE JOKYMEHTBI, periIaMeHTHUPYIOIKe HHPOPMAIIMOHHOE B3aUMOICHCTBHE
Opu peanu3anuu oOuero mnpouecca — JTOKYMEHTHI, BKIIOUEHHbIE B THUIIOBOM IEpeueHb
TEXHOJOTHYECKUX TOKYMEHTOB, yKa3aHHbIM B NyHKTe | Pemenusa Komnernn EBpasuiickoit
HKOHOMHUYECKOUN KomMuccuu oT 6 HosOpst 2014 1. Ne 200.

Nuble noHATHS, UCTIONB3yEMBIE B HacTodAwmeM l[lopsake, MpUMEHSIOTCA B 3HAYCHHUSIX,
ornpezaeneHHbIX B nmyHKTe 4 IlpaBun nH(pOpMaMOHHOTO B3aUMOACUCTBUS MPU peaslu3aliu
CpelICTBAMH MHTETPUPOBAHHOU MH(POPMALIMOHHOMN cUcTEMbI EBpa3niickoro 3KOHOMUYECKOT0



coroza ofmiero mporecca "d®opMupoBaHue, BEACHUE U UCIIOJIB30BAHHE €IMHOTO pPEecTpa
MEAUIUHCKUX W3AEIUN, 3apErUCTPUPOBAHHBIX B pamMKax EBpa3viicCKOro 3KOHOMHUYECKOTO
coro3a", yrBepxkaeHHbIX Pemenuem Kosuternun EBpasuiickoil 5KOHOMHUYECKON KOMUCCHH OT
30 aBrycra 2016 r. Ne 92 (nanee — [IpaBuna nHGOPMALIMOHHOTO B3aUMOICUCTBHS).

IV. YaacTanku B3anMoeiicTBUS

5. Pomm Y4aCTHHUKOB BSaHMOIIGﬁCTBHH ITPHU BBIITOJIHCHUHN UMHU ITPpOUCAYP NPUCOCINHCHUA

K O6H16My IIpoueCCy MpUBCACHEI B Ta6J'H/II_[e 1.
Tabmuuna 1

Pomu Y49aCTHHUKOB B3aHMOJIEHCTBHUSA

V4acTHUK, BEITOTHSIONIAA

Ne /it HanmenoBanue ponu Ornucanue ponu
poiib
[Ipucoenuustomuics BBIIIOJIHSIET MPOLEAYpPHl, YIOJHOMOYEHHBIH OpraH
1 Y4YaCTHUK obmero NpelyCMOTPEHHBIE rocyjapcrBa — 4JeHa
rporuecca HacrosmuM [opsakom Coro3a
KOOPIAUHUDPYET
BBIIIOJIHEHUE NPOLE] EBpasuiickas
2 AnvunmECTpaTop P P p
npeayCMOTPEHHBIX 9KOHOMHYECKass KOMUCCHS
HacTtosmuM [lopsiakom
OCYLIECTBISIET
B3aMMOJIEHCTBHE B
COOTBETCTBUHU c
TEXHOJOTUYECKUMU YIOJIHOMOYEHHBIN Opran
JIOKYMEHTaMH M y4acTBYET rocyjapcTBa — 4YJ€Ha
Y4yacTHUK  obmero y o y yAap
3 B TECTUPOBAHUU Cotro3a,
rporuecca .
HHPOPMAITHOHHOTO EBpasuiickas
B3aUMOJENUCTBHUS C 9KOHOMHYECKAsA KOMUCCHSI
MPUCOENUHSIOIUMCS
YYaCTHHKOM  0OIIero
mporuecca

V. Breaenue o6mero mporecca B AeiicTBHe

5. C patwl Betymienus: B cuily Pemenust Konnerun EBpa3uiickoil 3KOHOMHYECKOM
Ne 92
pEerIaMeHTUPYIONINX WH()OPMAIIMOHHOE B3aMMOJCHCTBUE TPH pEeaTU3alli CPEIACTBAMHU

komuccun ot 30 asrycra 2016 r. "O TEXHOJIOTUYECKUX JOKYMEHTaXx,
MHTETPUPOBAHHON MH(OPMALMOHHON CHUCTEMbl BHEIIHEW M B3aUMHON TOPTOBIM OOILETO
npouecca "®@opMUpOBaHUE, BEACHUE M HUCIIOIb30BAHUE €IMHOIO PEECTpa MEIUIMHCKHUX
W3JEINi, 3aperHCTPUPOBAHHBIX B paMKax EBpasmiicCKoro 3KOHOMHYECKOrO Coro3a"
rocyzapctsa — ujieHbl Coro3a (Jajiee — rocyAapCcTBa-4ieHbl) Mpy KoopauHanuu EBpazuiickoit
HPKOHOMMUECKON KoMuccuu (manee — Komuccusl) npucTynarT K BBIIOJIHEHUIO MPOLETYPHI
BBEJICHUS B JIEUCTBUE 00I1IETO Ipoliecca.



6. [lns BBeAeHUs B AeicTBHE OOIIEro mpoiecca rocyapCcTBaMu-4ieHaMu JOKHbBI ObITh
BBINTOJIHEHBI HEOOXOAMMBIE MEPONPUSATHUS, ONPEEICHHbIE MPOUEAYPON NPUCOECTUHEHUS K
o01eMy MpoIeccy B COOTBETCTBHH ¢ pazzaenoM VI Hactosimero ITopsaka.

7. Ha ocHOBaHMM pEKOMEHJALM KOMHUCCHH IO MPOBEICHUIO MEKTOCYIapCTBEHHBIX
UCIIBITAHUI UHTETPpUPOBaHHON MH(pOpMannoHHO# cuctemsl Toproiu Kosmerus Komuccun
NPUHUMAET PaCIoOpsKEHHE O BBEJIEHUHU B JISHCTBUE OOIIIEro mpoiiecca.

8. OcHoBaHHMEM I NPHUHATUS PEKOMEHIALMU KOMHUCCUU IO MPOBEIECHUIO
MEKTOCY/TapCTBEHHBIX HCIBITAHUN WHTETPUPOBAHHOW HMHGOPMAIMOHHONW CHCTEMBI O
TOTOBHOCTH OOUIEro Mpolecca K BBEACHUIO B IEUCTBUE SBIISIIOTCS PE3YJIbTAThl TECTUPOBAHMS
WHQOPMAIMOHHOTO B3aWMOJICUCTBUS MEXIYy HWH(POPMAIMOHHBIMH CUCTEMaMU BCEX
rocy1apcTe-uieHoB U Komuccun.

VI. Onucanue npoieaypsl OpUCOCTUHEHUS

9. Ilocne BBeneHUs B IelicTBUE OOIIETO Mpoliecca K HEMY MOTYT NMPUCOEAUHSITHCS HOBbIE
YYACTHUKHU IIyTEM BBIIIOJTHEHUS TPOLEAYPhI IPUCOEAMHEHHS K 00ILEMY IPOLIECCY.

10. Jlnst mpucoeIMHeHus K o0IIeMy MPOIECCY MPUCOSAUHSIIONUMCS YHACTHUKOM OOIIETO
npoliecca JOJDKHBI OBITh BBINOJHEHBI TPEOOBaHUS JOKYMEHTOB, MPUMEHSIEMBIX MIPU
obecnieyeHun (YYHKIMOHHPOBAHUS HWHTETPUPOBAHHON CHUCTEMBI, TEXHOJIOTUYECKUX
JOKYMEHTOB, a TakXe TpeOOBaHUS 3aKOHOJATENbCTBA TIOCYyJapCTBa-uJieHa,
periiaMeHTUPYIOIIHe HHPOPMAIIMOHHOE B3aUMOJICHCTBIE B paMKax HAI[MOHAJIILHOTO CErMEeHTa
rocyJ1apCTBa-4yJI€Ha.

11. BemmosiHeHHe mpoLeaypbl MIPUCOEIUHEHHUS] HOBOIO YYACTHUKA K OOLIEMY MPOLECCY
BKJIIOYAET B ceOsi:

a) uH(GOPMUPOBAHUE TOCyAapcTBOM-wieHOM Komuccuu o mpucOeaMHEHUH HOBOTO
y4acTHHUKa K 0011eMy npolieccy (¢ yka3aHHeM yIOJIHOMOYEHHOT'O OpraHa, OTBETCTBEHHOTO 32
oOecrieyeHue NHHOPMALIMOHHOTO B3aUMOICHCTBHS B paMKax OOIIEro mpouecca);

0) BHECEHHWE B HOPMATHBHBIC IMPABOBBIE aKThI TOCYJapCTBa-dieHA N3MEHEHHH,
HEOOXOAMMBIX ISl BBINOJIHEHUS] TPEOOBAaHUM TEXHOJIOTHYECKUX JOKYMEHTOB (B TedeHUE 2
MECSALIEB C JaThl Hayaja BBIIOJIHEHUS IPOLETYPbl IPUCOECUHEHU);

B) pa3paboTky (1opabOTKy) HMpHU HEOOXOAUMOCTH HH(OOPMAIIMOHHOU CHCTEMBI
MPUCOEANHSIONIErOCs yYacTHHUKA OOILEero mpoiecca, B TOM YUCJIE B YaCTH HNPHUMEHEHUS
CPEACTB DJIEKTPOHHOM HUQPPOBON MOANUCU (PIEKTPOHHOM MOINUCH), COBMECTHUMBIX C
CEpBUCAaMU JIOBEPEHHOMN TPEThel CTOPOHBI HAMOHAIBHOIO CErMEHTa roCcy1apcTBa-uiieHa (B
TE€UEHHE 3 MECSIIEB C JaThl HA4YaJIa BHIMOJIHEHHS IPOLIEAYPhI IPUCOCTUHEHMUS );

I') NOJIKJIFOYeHHE UH(DOPMAITMOHHOM CUCTEMBI TPUCOEIUHSIONIETOCs YYaCTHUKA OOIIEro
rpolecca K HallHOHAJBbHOMY CETMEHTY IOCY/IapCTBA-4I€HA, €CJIU TAKOE IMOIKIIOUYECHHE HE
OBLJIO OCYIIECTBIIEHO paHee (B TeUEHUE 3 MECSIEB C JIaThl Hayaja BBINOJTHEHUS MPOLEIYPHhI
MPUCOETUHEHHUS);



1) OJIy4YeHUE IPUCOSANHAIOMNUMCS YYaCTHUKOM OOIIIEro Mpoliecca pacipoCTpaHsIeMbIX
aIMUHUCTPATOPOM CIPABOYHMKOB M KJIacCU(PUKATOPOB, YyKa3zaHHbIX B I[IpaBuiax

WH()OPMAITMOHHOTO B3aUMOJICHCTBUS;
€) TecTupoBaHUE MHPOPMALIMOHHOTO B3aMMOJICHCTBUS MEXIYy HHOOPMAITMOHHBIMU

CHUCTEMaMH TPUCOCAUHSIONINXCS yYYaCTHUKOB OOIIEro mpolecca M y4aCTHUKOB OOIIEro
npolecca Ha COOTBETCTBUE TPEOOBAHMSAM TEXHOJIOTMUECKMX JOKYMEHTOB (B TeueHue 6
MECSLIEB C JaThl Hayasa BIMOIHEHUS IPOLEAYPbl IPUCOEAUHEHUS)." .
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