Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 08.02.2018

aKTiJIep/IiH STaOHAB! OaKpIIay OaHKI Caxray KyHi 28.03.2018
+ il CHN I DTaJIOHHBII KOHTPOJIBHBIH OaHK HOPMATHBHBIX IIPAaBOBBIX aKTOB Jlata penakuun 08.02.2018
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE TlaTa ckaunBanus 28.03.2018
KazaxcTtan Pecry6iukachiHbIH JleHcayIIbIK caKTay ITpuka3z Munucrpa MuHuCTepCcTBO 31paBooXpaHeHus PecryOauku
MHHHCTPJIIri 3apaBooxpaHeHus Pecry6mnku Kasaxcran

Kasaxcran ot 8 peBpass 2018 roga
Ne 53. 3apeructpupoBaH B
MHUHHCTEPCTBE OCTULHN
Pecny6nuku Kazaxcran 17 ¢espans
2018 roma Ne 16379

O BHeceHMHU M3MEHEHUI B MPUKA3 UCIIOJHSAIOLIEr0 00s13aHHOCTH MuHKMCTpa
31PABOOXPAHEHMS U COUAIBHOTO pa3Butusa Pecnyosmku Kazaxcran ot 30 urous
2015 roga Ne 639 «O0 yrBep:xaennu Ilpasua popmupoBanus HeH HA
JIEKAPCTBEHHbIE CPeACTBAa M M3eJIMS MeIMIMHCKOI0 HA3HAYEHHUS] B PAaMKax
rapaHTHPOBAHHOI0 00beMa 0eCIIATHOH MeJUIIMHCKONH OMOII)

B cootBercTBUU ¢ noanyHkroMm 112) nynkra 1 crateu 7 Kogekca PecryOnuku
Kazaxcran ot 18 centsa6ps 2009 roga «O 310poBbe HApOJa U CHCTEME
3apaBooxpanenus» IIPUKA3BIBAIO:

1. BHecTu B mpuka3 UCMIONHSIONIETO 0013aHHOCTH MUHKCTpA 3/[paBOOXPaHEHUS
u counanbHoro pazsutus Pecnyonuku Kazaxcran ot 30 utons 2015 roma Ne 639 «O6
yrBepxaeHuu [Ipasun opMupoBaHus LIeH Ha JIEKapCTBEHHbBIE CPEACTBA U U3JICIHS
MEIUIIMHCKOI0 Ha3HAUYEHUS B paMKaX rapaHTUPOBAHHOTO 00beMa OecIIaTHON
MEMIIMHCKON MTOMOIINY (3aperucTpUpPOBaH B PeecTpe rocy1apcTBEHHOM perucTpainuu
HOPMAaTHUBHBIX MPaBOBBIX akTOB 1o Nel 1887, ony6nukoBaH B MHGOPMAIIMIOHHO-
paBoBOM cucteme «Oauier» 25 asrycra 2015 roga) cneayrone n3MEHEHHUS:

3aroJIOBOK M3JIOKHUTh B CIEAYIOLIEN pEAaKIINN:

«IIpaBuina hopMupoBaHUS MPEAEIbHBIX [IEH U HALICHOK HA JIEKAPCTBEHHbIE
CPEACTBA U U3EIINS MEAULIMHCKOTO Ha3HAYEHUS, 3aKyIIaeMbIX B paMKax
rapaHTUPOBAHHOTO 00beMa OECIUIaTHON MEAUIIMHCKON TOMOIIY U B CUCTEME
0043aTENBHOr0 COMATBHOIO MEAUIIMHCKOTO CTPAXOBAHUS»;

[IpaBuna popMHUpOBaHUs LIEH HA JIEKAPCTBEHHBIE CPEACTBA U U3EIIHS
MEIMIMHCKOTO Ha3HAYEHUs B paMKaxX rapaHTUPOBAHHOTO 00beMa OecryiaTHOU
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MEUIIMHCKON MTOMOIIH, YTBEPK/ICHHbIE YKa3aHHBIM MPUKA30M U3JI0KUTh B HOBOU
pEeIaKIMy COTIACHO MPUJIOKEHUIO, K HACTOAIIEMY TPUKA3y.

2. Komurery dapmariun MunucrepcTBa 3apaBooxpaHeHus Pecryonuku
Kazaxcran B ycTaHOBJIIEHHOM 3aK0HO1aTeNIbCTBOM PecmyOnuku Kazaxcran nopsiike
00eCeyunTh:

1) rocy1apcTBEHHYIO PErUCTPAIMIO HACTOSIIIETO TprKa3a B MUHUCTEPCTBE
roctutinu Pecry6onuku Kaszaxcran;

2) B TEUEHUE AECATU KAICHAAPHBIX JHEN CO IHS TOCYAapCTBEHHON PETUCTPALIUU
HACTOSIIEr0 MPUKa3a HAIIPaBJICHUE €r0 KOMUU B OyMa)KHOM U 3JIEKTPOHHOM BHJIE HA
Ka3aXCKOM M PYyCCKOM si3bIKkax B PecryOinkaHCKkoe ToCcy1apCTBEHHOE IPEANPUsATHE Ha
npaBe X03IMCTBEHHOT0 BeieHUs «PecnyOnukaHCKui IIEHTp MpaBoBOM MHOOpMALIUK
TSt O(QUIIMATTEHOTO OMYOIMKOBAHUS U BKJIIFOYCHHS B DTAJOHHBIA KOHTPOJIBHBIN OaHK
HOPMAaTHUBHBIX MPaBOBBIX akTOB Pecmyonuku Kazaxcrawn;

3) B TeueHUE AECATU KaJeHIApPHbIX JHEH MOCie roCyAapCTBEHHON PErucTpaluu
HACTOSIILIETO NMPUKa3a HAIIPAaBJICHUE €ro KOMUHU Ha O(YUIHATIbHOE OIyOJIMKOBaHUE B
NEPUOJNYECKUE NTIEYaTHBIC U3/IaHNUS;

4) pa3menieHre HaCTOAIIETO IPUKa3a Ha UHTEPHET-pecypce MuHuCTEpCTBa
3npaBooxpaHenus Pecnyonuku Kazaxcran nocie ero opuiuanbHOro onyOJuKoBaHuUS,

5) B TeueHue ecsaTH paboyux JHEH Mociie roCy1apCTBEHHON perucTpaiuu
HACTOSIIIIETO MPUKa3a MpecTaBieHre B JlenapTaMeHT IpUInIecKon CIryKObI
MunucrepcTBa 3apaBooxpanenus Pecnyonuku Kazaxcran cBegeHuit 00 MCIIOJTHEHUN
MEPONPUITUI, TPEIYCMOTPEHHBIX MOANYHKTaMH 1), 2), 3) u 4) HAacTOAIIETO MYHKTA.

3. KoHTpOsb 32 UCIIOJIHEHUEM HACTOSAILETO MPHUKAa3a BO3JIOKUTH HA BUIIE-
MUHHUCTpa 37paBooxpanenus PecyOnuku Kazaxcran Lo A.B.

4. Hacrosiuii mpyuka3 BBOJAUTCS B ACHCTBHUE 110 UCTCYCHUHU JIECATH KaJE€HIapHBIX
JTHEH TIoCJIe JHS €ro MepBOro OPUIMaIbHOTO OMyOJIMKOBAHHUS.

Munuctp 3apaBooxpanenusi Pecnyoiuku Kazaxcran E. bupranos
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[Ipunoxenue
K npukazy Munucrpa
3/IpaBOOXPaHEHUS
Pecny6nuku Kazaxcran
ot 8 deBpans 2018 roma Ne 53

[Ipunoxenue 1
K [pUKa3y
HCTIOJTHSIIOIIETO 00sI3aHHOCTH
MunucTpa 3a4paBOOXpaHECHUS
U COITMATILHOTO Pa3BUTHS
PecnyOnuku Kazaxcran
oT 30 nroist 2015 roga Ne 639

IIpaBuia popMupoBaHus npeaebHbIX IeH U HAIIEHOK HA JIEKAPCTBEHHbIE
CpeACTBA U U3/1eJIUs MEeTUIMHCKOTO HA3HAYeHMS 3aKYyNaeMbIX B paMKax
rapaHTHPOBAHHOI0 00beMa 0ecNIATHONH MeIUIMHCKONH MOMOIIIU U B CUCTEMe
005132T€JIbHOI0 CONMAJIBLHOI0 MEMIMHCKOI0 CTPAXOBAHUS

I'masa 1. O01mme moJ10KeHus

1. Hacrosimue IlpaBuina popmupoBanus npeaeiabHbIX IEH U HALIEHOK Ha
JIEKapCTBEHHBIE CPEJICTBA U U3JEIU MEAUIIMHCKOTO Ha3HAYCHUS 3aKYTIaEMbIX B paMKax
rapaHTUPOBAHHOTO 00beMa OECIIIIaTHON METUIIMHCKON TOMOIIM U B CUCTEME
00513aTeIIbHOT0 COIMAIFHOTO MEUIIMHCKOTO cTpaxoBaHus (nanee — [IpaBuia)
OTIPENICIIAIOT MOPSIA0K (POPMUPOBAHUS MPEICTBHBIX IIEH U HAIICHOK Ha JICKAPCTBEHHBIC
CpPEACTBa U U3/ACIIHS MEIUIIMHCKOTO Ha3HAYEHUS 3aKyI1aeMbIX B paMKax
rapaHTUPOBAHHOTO 0ObeMa OecrIaTHON MeauInHCKoN oMot (nanee — 'OBMII) u B
cUcCTeMe 00s3aTEIBLHOTO COIMAILHOTO0 MEAUIIMHCKOTO cTpaxoBaHus (nanee — OCMC).

2.B HACTOAIIIUX HpaBI/max HCIOJB3YIOTCA CICAYIOIMUEC OCHOBHBIC ITOHATHA:

1) mpenenbHas LIeHA HA JEKAPCTBEHHOE CPEJCTBO M U3EIHE MEIULUHCKOTO
HA3HAYEHUS B paMKaX rapaHTUPOBAHHOTO 00beMa OECTUIaTHON MEAUITMHCKON TTOMOIITH
U B CUCTEME 0053aTEIbHOIO COLMATBHOTO MEJAUIIMHCKOTO CTPAXOBaHUS
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(manee — mpeAenbHas IEHA) — [IEHA Ha JIEKApCTBEHHOE CPEACTBO U U3JIENUE
MEUIIMHCKOTO Ha3HAYEHUSI, BBIIIE KOTOPO HE MOXKET OBITh MPOU3BECH 3aKyTl
€IUMHBIM TUCTPUOBIOTOPOM M OPTAHHU3AIUSIMHU 3IPABOOXPAHEHUS, OKA3BIBAIOIIIUMHI
MEIUIIMHCKYIO ITOMOIIb B paMKaX rapaHTUPOBAHHOTO 00beMa OecriaTHON
MEUIIMHCKON MTOMOIIHN U B CUCTEME 0053aTEIBLHOIO COIUAIBHOTO MEAUIIUHCKOTO
CTpaxOBaHUS;

2) BHemHee pedepeHTHOE 11IeH000pa30BaHNe Ha BBOSUMBIE JIEKAPCTBEHHBIE
CpelICTBa — CPAaBHUTEIBHBIN aHau3 IeHbl @panko-3aBo 1 3asBuTeNs ¢ ieHaMu OpaHKo-
3aBOJ1 OTHOTO U TOTO K€ MPOU3BOAUTEIS JIEKAPCTBEHHOTO CPEJICTBA C OJHUM U TEM KE
AKTUBHBIM BEIIECTBOM, C YUETOM JICKAPCTBEHHOH (OPMBI, KOHIICHTPAITMH U JO3UPOBKH
B peepPEHTHBIX CTPaHAaX, ONPEACICHHBIX MMyHKTOM 16 HacTosmux [IpaBun, a Takxke, B
ClIy4ae OTCYTCTBUS IIeHbI B pe(pepeHTHBIX CTpaHaX, B CTpaHax, /i€ JIEKapCTBEHHOE
CPEICTBO 3aperUCTPUPOBAHO;

3) rocyiapcTBeHHBIN opraH B cpepe oOpalieHus JeKapCTBEHHBIX CPEJICTB U
U3JIeNIUiA MEUIIMHCKOTO Ha3HAUYEeHUS (J1ajiee — TOCYITapCTBEHHBIN OpraH) — BEIOMCTBO
YIOJHOMOUYEHHOTO OpraHa, OCyIIECTBIISIONIEE B Mpe/ienax CBOei KOMITETEHIIUN
pEryJISTUBHBIE, peaIM3allMOHHbIC, UCTIOTHUTEIbHBIE, KOHTPOJIbHBIE PYHKIINH B chepe
oOparieHus JIeKapCTBEHHBIX CPEJICTB U U3JIETUN MEAUIIMHCKOTO Ha3HAYCHUS;

4) rocyapCTBEHHBIN PEECTP JEKAPCTBEHHBIX CPEACTB, U3AEIUA METULIUHCKOTO
Ha3HAYEHUS U METUIIMHCKON TeXHUKH (Hanee - ['ocy1apcTBEHHBIN PEecTp) - TOKYMEHT
y4eTa 3aperuCTPUPOBAHHBIX U PA3pPELICHHBIX K MEAULIMHCKOMY IIPUMEHEHUIO B
PecniyOnuke Ka3zaxcTaH ekapCTBEHHBIX CPEICTB, U3AEIUNA MEAUIIMHCKOIO Ha3HAUCHUS
Y MEJMIIMHCKON TEXHUKH;

5) rocyapcTBeHHas SKCIepTHAs opraHu3aius B cdepe oOpaiieHus
JIEKapCTBEHHBIX CPEJICTB, U3ACTUN MEIUIIMHCKOTO HA3HAYEHUS U MEIULIMHCKON
TEXHUKH (ajiee - SKCIIePTHAsI OpraHu3alns) — PeCcIyOInKaHCKOe TOCYJapCTBEHHOE
OpeanpUATHE Ha MPaBe XO3SMCTBEHHOTO BEACHUS, OCYIIECTRISIONIEE POU3BOICTBEHHO-
XO3SIICTBEHHYIO JCSTEILHOCTD B 00JIACTH 3/IpaBOOXPAHEHUS TI0 00ECIICUCHHIO
0e3omacHOCTH, 3P(HEKTUBHOCTH M KaUeCTBA JIEKAPCTBEHHBIX CPEJICTB, a TAKKE HAYUHBIE
UCCIIEJIOBAHUS B 00J1aCTH pa3pabOTKU HOBBIX OPUTMHAIBHBIX JEKApPCTBEHHBIX CPEJICTB,
dbapmanuu, papmMakoIOoTUH;

6) 3aperucTpupoBaHHas lIeHA — [IEHA MPOU3BOIUTEIISI HA JIEKAPCTBEHHOE
CpPEACTBO, YCTaHABIMBAaEeMasi [0 TOProBOMY HAMMEHOBAHUIO HA OCHOBAHUU 1[€HbI
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®panko-3aBoj U ¢ y4eTOM (PaKTUUECKH TOHECEHHBIX 3aTPAT Ha JOTUCTHUKY,
CTpaxoBaHUE, TAMOKEHHOE O(popMIIeHUE, OLIEHKY 0€30I1aCHOCTH M KauecTBa, a TAKXKe,
Ha MapKETUHT U COAepKaHue IOPUIUUYECKOro JINLIA, B ciydyae Hanuuus B PecyOmnmke
KazaxcTan npeactaBUTeNbCTBA OCYIIECTBISIOIETO TOPrOBYIO AESATENBHOCTD;

7) 3asBUTENb — OPraHU3aLMS-IIPOU3BOJUTED WU ACPIKATENb PErUCTPALIUOHHOTO
YAOCTOBEPEHUS, ABJIAIOLIEECS IOPUINUECKUM JIULIOM, IIPABOMOYHOE I10/1aBaTh
3as1BJICHUS, JIOKYMEHTBI U MaTEPUAIIbl HA YCTAHOBJIEHUE IIEHBI TPOU3BOAUTEIA HA
JIEKaPCTBEHHOE CPEJICTBO WM U3JAEINE MEIUIIMHCKOIO HAa3HAYECHUSI;

8) MeXIyHapOIHOE HEMATEHTOBAHHOE HAa3BaHUE JIEKAPCTBEHHOI'O CPEJICTBA
(nanee — MHH) - Ha3BaHue 1€KapCTBEHHOI'O CPEICTBA, peKOMEHJ0BaHHOEe BecemupHoii
OpraHM3alNeN 31paBOOXPAHEHHUS;

9) ontoBas HalleHKa — HaJ0aBKa K 3apEerUCTPUPOBAHHOM 1I€HE JIEKapCTBEHHOTO
CPEICTBA U U3JIeJIMe MEIUIMHCKOIO Ha3HAYEHHUs, 3aKynaeMoro B pamkax ['OBMII u
OCMC 1o perpeccuBHON LIKaJI€, BKIIOYAOIIAs PacX0/bl U MPUObLIb, CBA3AHHBIE C
OCYLIECTBJIECHUEM ONTOBOM peaIn3aliK JIEKAPCTBEHHBIX CPEJICTB, B TOM YHCJIE PACXOJIbI
Ha TPAHCIIOPTUPOBKY U TAMOKEHHbIE TJIATEKU B COOTBETCTBUU C JIEUCTBYIOIIUM
3aKoHOJIaTeIhCTBOM Pecnybnuku Kazaxcraw;

10) perpeccuBHas 1IKajia ONTOBOM HAIICHKU — pa3Mep ONTOBOM HAIICHKHU B
MIPOIICHTHOM BBIpQ)XEHUH, yCTaHABIIMBaEMasi B 3aBUCUMOCTH OT BEITUYUHBI
3apEeruCTPUPOBAHHOMN 1IEHBI JIEKAPCTBEHHOI'O CPEJICTBA U U3JIEITUE METUIIUHCKOTO
Ha3HAYCHMUS;

11) pedepentHbie cTpaHbl — cTpaHbl Bxoasmue B OpraHu3aiuio
OxoHomuyeckoro Corpynauuecta u PasBurus u EBpazuniicknii DkoHoMuueckuil Coros;

12) ITOIT ”THKOTEPMC 2010 - MexxayHapOAHbIA TOPrOBBIA TEPMUH
CTAaHJAPTHBIX YCIOBUN JOTOBOPOB MEXKIyHAPOIHON KYIUIA-IIPOAAXKHU, KOTOPBIE
pa3paloTaHbl U onpeeneHbl MexayHapoJHON TOProBoil nmajnaTo, Korjaa ToBap
JOCTABJISICTCS 3aKa34YMKy B MECTO HA3HAYEHMS, YKA3aHHOE B JOTOBOPE, OUNILEHHBIM OT
BCEX TAMOYKECHHBIX IOLLJINH U PUCKOB;

13) mpaiic-TUCT €TMHOTO JUCTPUOBIOTOPA - IIEHOBOE MIPEITIOKEHNE Ha TOBAPHI,
c(hopMHUPOBAHHOE B MOPSJIKE, YCTAHOBJICHHOM HacTosiiiuMmu [IpaBunamu,
YTBEPKIAEMOE €IMHBIM JUCTPUOBIOTOPOM JIJISl 3aKA3YMKOB U MTOCTABITUKOB YCIIYT 110
y4eTy M peaju3alii TOBapOB, COJEPIKaIlee EPEUCHb 3aKyTUICHHBIX €IMHBIM
JTUCTPUOBLIOTOPOM TOBAPOB C YKAa3aHUEM UX XapaKTePUCTUKU, €UHULIBI U3MEPEHUS,
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(dhacoBKM, HAMMEHOBAHUS MMPOU3BOJAUTEIS], CTPAHBI IPOU3BOIUTEIIS, LICHBI, HE
MPEBBINIAOIIEH MTPEACTBHOMN IIEHBI 110 CITUCKY €MHOTO TUCTPUOBIOTOPA, C YUYETOM
HAIICHKU €JIMHOTO0 TUCTPUOBIOTOPA 3a €AMHUILY, a TaK¥Ke JJIsl JICKapCTBEHHBIX CPEJICTB
TOPrOBOTO M MEXIYHAPOAHOTO HEMATEHTOBAHHOTO HAMMEHOBAHHUSI WM COCTAaBa, JJIs
U3AEIUN MEIUIIMHCKOTO Ha3HAYEHUSI TOPTrOBOTO HAMMEHOBAHUS WJIM COCTAaBa;

14) dukcupoBaHHas LIeHa - [IeHa JIEKAPCTBEHHOT'O CPEACTBA, U3EIHS
MEIUIMHCKOI0 Ha3HAYEHHUs, ONIPEIeTIEHHAs IO pe3yJIbTaTaM 3aKyIa, [0 KOTOPOM
MOCTABIIMK 00S3y€TCsI MOCTABUTD JIEKAPCTBEHHBIE CPENICTBA, U3JICTUS MEIUITTHCKOTO
Ha3HAYEHUS €IUHOMY JUCTPUOBIOTOPY.

3. ®opMupOBaHUE 1I€H Ha JICKAPCTBEHHBIC CPEJICTBA U U3/ICTUS MEIUIIMTHCKOTO
HazHaueHus B pamkax ['OBMIT 1 OCMC u HalleHOK BKJIIOYAET 3apETUCTPUPOBAHHYIO
IIEHY C YUYETOM:

1) uensr dpanko-3aBOJT TPOU3BOAUTENS C YUETOM BHEUTHETO PEPEPEHTHOTO
EHOOOpa30BaHus JUIsl CIIy4aeB BBO3a JIEKAPCTBEHHBIX CPEACTB U U3EIHIMA
MEIUIMHCKOI0 Ha3HauYeHUsl WK 1ieHbl OPpaHK0-3aBOJI AJISI CIIyYaeB HAXOXKIACHUS
poU3BOICTBA Ha TeppuTtopuu Pecnybnuku Kazaxcran;

2) ONTOBBIX HAIIEHOK Ha JICKAPCTBEHHBIC CPEJICTBA U HA U3JIEIUS MEIUIIMHCKOTO
Ha3HAYCHUS;

3) 11eH Ha JIeKapCTBEHHBIE CPEJICTBA M0 TOPIOBLIM HauMeHoBaHusiM 1 MHH;

4) 11eH Ha U3JIeNus MEIUIIMHCKOTO HAa3HAUYEHUS TI0 TOPTOBBIM HAUMEHOBAHUSM U
TEXHUYECKUM XapakTtepuctukam (nanee — TX).

4. Jluira, UMeroIue 10CTyN K KOH(PUISHIIMATbHOM HH(POPMAITUH, OTHOCSIIIEHCS K
MpoLeAype PETUCTPALIMH IIEHBI Ha JISKAPCTBEHHOE CPEJICTBO UJIU WU3/CIIHNE
MEIMIIMHCKOrO0 Ha3HAUYE€HMs, BCICACTBHE 3aHUMAaeMOM JTOJDKHOCTH, MOJI0KCHUS MITH
BBITIOJTHEHUS 00513aTENIHCTB, COXPAHSIOT U MIPUHUMAIOT MEPHI K €€ OXpaHe.

5. [lpenenbHas 1leHa HA JIEKAPCTBEHHBIE CPEACTBA U U3EIHS MEAUIIMHCKOTO
HA3HAYEHUs1, TPOU3BEICHHBIE B YCIOBHIX HaJIEKAIEH TPOU3BOICTBEHHOM MMPAKTUKHU
(manee —GMP (Jxudwmlln) u nmocTaBisieMble OTEYECTBEHHBIMH MPOU3BOIUTEISIMU B
paMKax JOJITOCPOUYHBIX JOTOBOPOB, OMPEEIAETCS HA OCHOBE LIEHBI (PaKTUYECKOIO
3aKyna NpeaplIyIIero roja U €KeroJHo B TEUEHHE MOCIEAYIOIUX 5 JIeT, CHUKAETCS Ha
5 %. B ciydae ecnu 3asBlIeHHAs 1I€HA HUXKE LEHBI PAaKTUYECKOT0 3aKyTa MPeblIyIIero
rojia, IpeiejabHas eHa Ha JIEKapCTBEHHbIE CPEACTBA U U3EIIHS MEIULIMHCKOTO
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HazHauyeHus, npousBereHHble B ycinoBusx GMP ([Jxudmlln) nom UCO u
IIOCTaBJIIEMbIE OTEYECTBEHHBIMU IIPOU3BOAUTEISAIMUA B PAMKAX JOJTOCPOYHBIX
JOTOBOPOB, ONPEIEISACTCS 110 3asIBJICHHOU LICHE.

6. LleHa Ha JIeKapCTBEHHbBIE MIPENAPaThl, U3TOTOBJIEHHBIE B YCIOBUSX alTEKH,
ONPENENAETCS PYKOBOJICTBOM alITEYHON OpPraHU3alUH.

I'naBa 2. Ilopsaa0K yCTAHOBJICHUS IIeH HA JIEKAPCTBEHHbIE CPEICTBA U M3/1eJIUsA
MeauIMHCKOro Ha3Havyenusi B pamkax 'OBMII u OCMC uHOCTpaHHBIX U
0Te4eCTBEHHBIX IPOU3BOAUTEIEN

7. I'ocynapcTBEHHAs SKCIIEPTHASI OpraHU3aLUsl OCYLIECTBIISET:

1) MOHUTOPHHT BHEITHETO PEPEPEHTHOTO 1IeHO00pa30BaHUs HA BBO3UMBIE HA
tepputopuro PecyGnuku Kazaxcran 3aperucTpupoBaHHbIE JIEKapCTBEHHBIE CPEJICTBA U
U3JIeNIUSI MEAUIIMHCKOTO Ha3HAYCHUS;

2) MOHUTOPUHT COOTBETCTBHUS 3apETUCTPUPOBAHHOMN 1IEHBI TPEOOBAHUSM ITYHKTOB
15,16, 17, 18, 19 Hactosimux [IpaBu;

3) pacyeT npoeKTa MPEAENbHBIX LIEH Ha TOPrOBblE HAMMEHOBAHUS
JIEKAPCTBEHHBIX CPEACTB M U3/ICIINI MEIUIIMHCKOTO HA3HAUYCHUS,

4) pacuet npoekTa npeaeabubix e Ha MHH nekapcTBEHHBIX CPENCTB;

5) pacdeT npoekTa mpeAeIbHBIX 1IeH Ha TEXHUUECKUE XapaKTepUCTUKH (fayiee —
TX) uznenuii MEIUIIMHCKOTO Ha3HAYCHMUSI.

8. LleHbl Ha TEKapCTBEHHBIE CPEICTBA U U3AEIUA MEAULIIMHCKOTO Ha3HAYCHUS
IIPOM3BOAUTEIICH YCTAaHABIMBAIOTCS B HALIMOHAJIBHOW BaroTe. [Ipyu KOHBEpTalMy LIEHBI
MIPOU3BOJIUTENS B HAITMOHAIBHYIO BAJIIOTY MCIOJIb3YETCs O(UIIMATBHBIN CpeTHUIM
MecsYHBIN 00MeHHBIN Kypc HanmonansHoro banka Pecy6nuku Kazaxcran 3a
MPOLIEAIINNA MECSLI.

9. llens! Ha TIeKapCTBEHHBIE CPECTBA U U3 METUIIMHCKOTO Ha3HAYEHUS

YCTAaHABJIMBAKOTCA 3d MUHUMAJIBHYIO CIMHUIY U3MCPCHUA.

10. I ycTaHOBIEHHS LIEH NPOU3BOAUTENEN JIEKAPCTBEHHBIX CPEACTB M U3ICIIHI
MEIULIUHCKOIO Ha3HAYEHHUS, 3aPETUCTPUPOBAHHBIX, TOJAHHBIX Ha PECUCTPALUIO,
MEPEPETUCTPALMIO WU JJ1sl BHECEHHS] U3SMEHEHUN B PETUCTPALIMOHHOE 10ChE HA



Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 08.02.2018

aKTiJIep/IiH STaOHAB! OaKpIIay OaHKI Caxray KyHi 28.03.2018

il CiN ;;snogm,fl KIgHTpoanmﬁ GaHK HOPMATHBHBIX [IPABOBBIX aKTOB Jlata penakuun 08.02.2018
myOnuky KasaxcraH B 2JIeKTPOHHOM BHJIE TlaTa ckaunBanus 28.03.2018

tepputopun Pecniybnuku Kazaxcran, 3asBUTENb IPEIOCTABISAET B TOCYAAPCTBEHHYIO
HKCIIEPTHYIO OpraHMU3AIHIO 3asBJICHHUE 110 (JOPME COTTIACHO MPHIIOKEHUIO 1 1 2 K
HacrosuM [IpaBuiiam.

11. K 3aABneHUI0 NpUIArarTCs CIEAYIOIMINE JOKYMEHTHI:

1) undopmanus o uene @paHko-3aBo] IPOU3BOAUTENS, a TAKKE HHPOPMALIUS O
neHe @panko-3aBoJ B pepepeHTHBIX CTpaHaxX C YKa3aHHEM HCTOYHUKA WH(POpMaLUu
(3a MCKJIFOUEHUEM OTE€YECTBEHHOTO Ipon3BoAuTENs ). B ciyuae oTcyTcTBus
uH(popmanu o uene @panko-3aBoj] B pePEpEeHTHBIX CTpaHaX, 3asBUTEIb
npenocrapisieT HHPopmaluio o neHe dpanko-3aBol B HE MEHEE YEM IATU
aNbTEPHATUBHBIX CTPAHAX C YKa3aHUEM MCTOYHHUKA MH(POPMALIMH, B KOTOPBIX
3as1BJIEHHOE JIEKAPCTBEHHOE CPEJICTBO, U3JEIHE MEIULIIMHCKOIO HA3HAYEHUS UMEIOT
rOCy/IapCTBEHHYIO PETUCTPALINIO;

2) pacueT 000CHOBaHHUE ISl YCTAHOBJICHUS 3aPErUCTPUPOBAHHOM LIEHBI - TAHHBIE
(dhaKTU4YEeCKH MOHECEHHBIX 3aTPaT Ha JIOTUCTUKY, CTPAXOBaHUE, TAMOXKEHHOE
oopMIIEHUE, OLIEHKY 0€30MaCHOCTH M Ka4eCTBa, a TAK)KE, HA MAPKETUHT U COJIEP>KaHNE
IOpUJINYECKOrO JINIA, B cIydae Hanuuus B PecriyOonuke Kazaxcran npencraBuTeIbLCcTBa
OCYILIECTBJISIFOILIETO TOPTOBYIO NEATEIbHOCTD;

3) JOBEPEHHOCTh WM €€ KOMHUsI (3aBEpEHHasi HOTapualbHO), OATBEPKAAOLIAs
MIOJIHOMOYHS 3asBUTENS IPEACTABIATh HHTEPECHI TPOU3BOIUTENIA, BJIAIEIbLIA WIIN
JepKaTeNsl pETUCTPALMOHHBIX yIOCTOBEPEHHM JIEKAPCTBEHHBIX CPEACTB U U3/IEIIAN
MEIULIUHCKOIO HA3HAYEHHUs Ul YCTAHOBIICHHUS LICHBI IPOU3BOAUTEINS IIPEAOCTABIISAETCS
B FOCY/JIapCTBEHHYIO SKCIIEPTHYIO OPTraHU3aLMI0 OJTHOKPATHO U JEUCTBUTEIbHA 10
OKOHYaHUs CPOKA €€ ECUCTBUS.

4) KOnuI0 IOKYMEHTA, MOATBEPKIAONTYI0 JEHCTBUE NATEHTHOM 3aIlUThI
OPUTMHAJIBHOTO JICKAPCTBEHHOTO CPEJICTBA/OPUTHHAIHHOTO OMOJIOTMYECKOTO
JIEKAPCTBEHHOTO CPEJICTBA;

5) konuto gonrocpounoro gorosopa (st JIC u UMH npousBeneHHbIX B
ycnousax GMP ([xudDwmlIn) nnmu MCO u mocTaBiseMbIX 0T€UeCTBEHHBIMH
MIPOU3BOJIUTEIISIMHU B paMKaXx JIOJITOCPOUYHBIX JJOTOBOPOB);

6) xonuto ceptudurara GMP (DxudmlIn) i UCO (ansa JIC u UMH
npou3BeeHHBIX B ycinoBuax GMP (JlxxudwmlIn) unu MCO u nocraBiisieMbIx
OTEUECTBEHHBIMHU MTPOU3BOAUTENIIMUA B paMKaXxX JIOJITOCPOYHBIX JIOTOBOPOB);
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12. DnexTpoHHYIO (POpMY 3asBIICHUS 3asBUTENIb OPOPMIISIET HA cailTe
AKCTIepTHOM opranu3aiuu (www.dari.kz) B onnaitn (online) pexume, ¢ qanbHEHIIINM
IpeaoCTaBIieHUEM Ha OyMa)KHOM HOCHTETIE.

13. N'ocynapcTBeHHas skcriepTHasi opranuzanus B TeueHue 10 (gecsatu) pabounx
JHEW ¢ MOMEHTA MOJy4YEeHUS 3asIBJICHUSI U COTIPOBOUTEIbHBIX IOKYMEHTOB
OCYUIECTBIISIET:

1) npoBepKy MOJIHOTHI IPEICTABICHHBIX MAaTEPHUAIOB B COOTBETCTBUU C
TpeboBaHusIMU NyHKTa 10 HacTosmux [Ipasun;

2) pe3yJIbTaTOB BHEUIHETO peepeHTHOTO 1IEHO00pa30BaHUsI HA COOTBETCTBUE C
TpeboBaHUSIMH ITyHKTOB 15, 16, 17, 18, 19 HacTostmux [IpaBun.

14. B cnyuae mpenocTaBiIeHUs 3asiBUTEIIEM HETIOJTHOTO MaKeTa JOKYMEHTOB
rocyJlapCTBEHHas SKCIIEPTHAsI OpraHu3alus B TeueHue 5 (MmsTh) padboyux JTHeH
HAIPABJISIET 3asSBUTEIIO0 YBEIOMJICHHE O HEOOXOIMMOCTH MX YCTPAHEHHS B CPOK HE
6onee yeM 5 (1msaTh) pabouux aHeu. [Ipu mOBTOpHOM BHECEHUU TOKYMEHTOB C
YCTPaHCHHBIMHU 3aMEUaHUSMH, CPOK TIPOBEICHUS pehepeHTHOTO IIEHOOOpa30BaHMs
IPOJIEBACTCS HA KOJIMYECTBO JHEH, 3aTpauyeHHBIX 3asiBUTEIEM Ha UX ycTpaHeHue. B
ClTy4ae TIOBTOPHOTO BHECEHUS JOKYMEHTOB C HapyIICHUEM CPOKa MPEICTaBIIEMOro Ha
YCTpaHEHHE 3aMEYaHHI, CPOK PACCMOTPEHUS 3asBICHHSI BO30OHOBIISETCS.

15. BHemHee pedepeHTHOe IIeHO00pa30BaHNe OCYIIIECTBIISETCS HA OCHOBE
CPaBHUTEJIBHOTO aHaln3a 1eHbl PpaHko-3aBoj 3asBUTENS ¢ ieHaMu DpaHKo-3aBOJ] B
pedepeHTHBIX CTpaHAX.

16. [1ns ycTraHOBIEHUS 3apETUCTPUPOBAHHON LIEHBI HA TEHEPUK IS
JIEKapCTBEHHBIX CPEJICTB MPOU3BEACHHBIX Ha TeppuTtopuu Pecniybnuku KazaxcraHn, (3a
UCKJIFOUEHUEM JIEKaPCTBEHHBIX CPEACTB, MPOU3BEACHHBIX B yciaoBusix GMP
(oxuDmIIn) u mocraBisieMbIX OT€YECTBEHHBIMU TPOU3BOUTEISIMHA B paMKax
JIOJITOCPOYHBIX IOTOBOPOB, B pa3zpese ogHoro MHH ¢ yueTom nexkapcTBeHHON (HOpMBI,
KOHLEHTPAIMHU U I03UPOBKH, 3apETUCTPUPOBAHHAS LIEHA JOJKHA OBITh HE MEHEE YeM
Ha 30 % HuXe 3aperucTpupPOBAHHOMN LIEHBI OPUTUHAIBHOTO JIEKAPCTBEHHOT'O CPEICTBA,
BO BpEMs JCWCTBUA MATEHTHOW 3a1uThl, ¢ cooTBeTcTBYoIMM MHH. B cinyuae
OTCYTCTBHUS OPUTHHAIBHOTO JIEKAPCTBEHHOTO CPEJICTBA HE BBIIIE MAKCUMAIBHOM
3apEeruCTPUPOBAHHON LIEHBI BOCIIPOM3BEIECHHOIO JIEKAPCTBEHHOI'O CPEJICTBA C
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cootBercTByOIIMM MHH (3a rckintoueHneM JIeKapCTBEHHBIX CPENICTB, TPOU3BEIEHHBIX
B ycnoBusx GMP (xudwmlIn) u mocraBiseMblx OTEYECTBEHHBIMU MPOU3BOIUTEIISIMU B
paMKax JI0JATOCPOYHBIX JOTOBOPOB, 3aKIt0UeHHbIX 10 1 stuBaps 2018 rona).

17. Jlnsg ycTaHOBIIEHUS 3apETUCTPUPOBAHHOM LIEHBI HA OMOCUMWIISIP IS
JIeKapCTBEHHBIX CPEJICTB MPOU3BEICHHBIX Ha TeppuTopuu Pecybonuku Kazaxcran, (3a
VCKIIFOYEHUEM JIEKAPCTBEHHBIX CPEJICTB, IPOU3BEICHHBIX B ycinoBusix GMP
(dxuDmlIn) u mocTaBiasieMbIX OTEUECTBEHHBIMU MTPOU3BOAUTENIIMHU B paMKax
JIOJITOCPOYHBIX IOTOBOPOB, B pa3zpese ogHoro MHH ¢ yyeTom nexkapcTBeHHOH (HOpMBI,
KOHIIEHTPAILIMU U JIO3UPOBKH, 3apETUCTPUPOBAHHAS 1IeHa HE MeHee yeM Ha 10 % Huxke
3apEerucTPUPOBAHHON IIEHBI OPUTHHAIBHOTO OMOJIOTUYECKOTO JIEKAPCTBEHHOTO
cpeacrtsa ¢ coorsercTByroniuM MHH. B cinydyae oTCyTCTBUS OpUTMHAIIBHOTO
OHMOJIOTUYECKOTO JIEKAPCTBEHHOI'O CPEJICTBA HE BBIIIE MAKCUMAIbHOM
3aperuCTPUPOBAHHON 1IEHBI OMOCUMMIIAPA ¢ cOOTBeTCTBYrOIIMM MHH;

18. JIng uzaenuii MeIMIMHCKOTO Ha3HAUYECHUS POU3BEACHHBIX HA TEPPUTOPUHU
PecnyOnuku Kazaxcran (3a HCKITIOUEHHEM, MOCTABISIEMBIX B paMKaX JOJTOCPOUHBIX
JIOTOBOPOB) B pa3pese oxHoi TX, 3aperucTpupoBaHHAs IIeHa JOJDKHA OBITh HE BBIIIE
MaKCUMaJIbHOW 3apETUCTPUPOBAHHOM LIEHBI U3/I€JINS MEIUIIMHCKOTO HA3HAYEHUS C
coorBeTcTBYIOmEN TX;

19. Jlna ycTaHOBIIEHHS 3apETUCTPUPOBAHHOM LIEHBI HA TEHEPUK U OMOCUMUJISIP
(3a MCKJIIOUEHUEM MPOU3BECHHBIX Ha TeppuTopun Pecnybnnku Kazaxcran) nena
IPOU3BOAUTENS YTBEPIKIAETCS HUKE 3HAYEHUS EHbl OPUTMHAIIBHOTO JIEKAPCTBEHHOTO
CpencTBa:

1) nnst renepuka - Ha 30 % OT LIEHBI MPOU3BOAUTENS] OPUTUHAIIBHOTO
JIEKapCTBEHHOI'O CPEJICTBA BO BPEMSI JEUCTBUS MATEHTHOM 3aIlUThI B pazpe3e MHH;

2) nyst Guocumudsipa - Ha 10 % OT 11eHbI TPOU3BOAUTEIIS OPUTUHATILHOTO
OMOJIOTMYECKOTO JIEKAPCTBEHHOT'O CPEJICTBA BO BpEeMSl JCHCTBUS TATEHTHOMN 3alllUThI B
paspeze MHH.

20. [Tocne mpoBeAEHHOTO BHEIIHETO pepepeHTHOTO IIeHO00pa30BaHus, B CIyvae:

1) 115 BBO3UMBIX JIEKAPCTBEHHBIX CPEACTB, €ciu 1ieHa PpaHko-3aBojl
JIEKAPCTBEHHBIX CPEJICTB WIIM U3JEIUI METUIIMHCKOTO Ha3HAYEHHUS paBHA WJIM HIDKE
CpPEeIHEro 3HAYEHUS AT MUHUMAJIbHBIX 1IeH @paHko-3aBo/j] B pe(hepEeHTHBIX CTpaHax,
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rocyJapCcTBeHHas SKCIIEPTHAs] OPraHU3alsl, yCTAHABIMBAET 3aPETUCTPUPOBAHHYIO
LEHY (C y4E€TOM B3aMMOCBSI3H LIEHBI OPUTMHAIIBHOIO JIEKAPCTBEHHOI'O CPEACTBA U
reHEpUKa);

2) nis Ipou3BeAeHHBIX Ha TeppuTopun Pecnyonuku Kazaxcran reHepuxos (3a
HCKIIFOYEHUEM JIEKAPCTBEHHBIX CPEJICTB, MOCTABISIEMBIX B PaMKaX JOJTOCPOUYHBIX
JIOTOBOPOB), €CJIA 3apETUCTPUPOBAHHAS [I€HA OT€UECTBEHHOT'O MPOU3BOIUTEINS HIKE
3aperuCTPUPOBAHHON 1IEHBI OPUTHHAIBHOTO JIEKAPCTBEHHOTO CPECTBA BO BpEMSI
nercTBUs naTeHTHOoU 3amuThl He MeHee 30 % B pa3pe3e MHH wunu B ciiyuae
OTCYTCTBUS 3aPETUCTPUPOBAHHOTO OPUTHHAIIBHOTO JICKAPCTBEHHOTO CPEICTBA, HUKE
WJIM paBHA MaKCUMAJIbHOW 3apETUCTPUPOBAHHON 1IEHE 3apETrUCTPUPOBAHHOIO FEHEPHUKA,
rocyJIapCTBEHHAas SKCIIEPTHASI OpraHU3allisl YCTaHABIMBAET 3aPETUCTPUPOBAHHYIO IIEHY
OTEYECTBEHHOI'O MPOU3BOAUTENS;

3) U1t mpou3BeNEeHHbBIX Ha TeppuTopuu PecnyOnuku Kazaxctan OMOCHMUIISIPOB
(32 UCKJIFOYEHUEM JIEKAPCTBEHHBIX CPEJICTB, OCTABISIEMBIX B PaMKaX JOJITOCPOUYHBIX
JIOTOBOPOB), €CIIA 3apPETUCTPUPOBAHHAS LIEHA TPOU3BOAUTENS HUKE
3apEerucTPUPOBAHHON LIEHBI OPUTHHAIBHOTO OMOJIOTUYECKOTO JIEKAPCTBEHHOTO
CpPEACTBAa BO BpeMs ICMCTBUS MaTEHTHOM 3amuThl He MeHee 10 % B paszpeze MHH wnmn
B CJIy4ae OTCYTCTBUS 3apETrUCTPUPOBAHHOTIO OPUTHHAIBHOTO OMOJIOTMYECKOr0
JIEKAPCTBEHHOTO CPEACTBA, HUKE UIIM PAaBHA MaKCUMAaJIbHOM 3apEeruCTPUPOBAHHOM LIEHE
3apErucTPUPOBAHHOTO OMOCUMMIISPA, TOCYIaPCTBEHHAS SKCIIEPTHAS OpraHu3alys,
YCTaHABJIMBAET 3aPETUCTPUPOBAHHYIO LIEHY OT€YECTBEHHOTO ITPOU3BOIUTEIIS;

4) nyist mpou3BeICHHBIX Ha TeppuTtopuu Pecriybnuku Kazaxcran uznenmit
MEIUIUHCKOIO Ha3HAYEHUSI, €CJIA 3aPETUCTPUPOBAHHAS LIEHA MPOU3BOAUTEISI HUKE WIIH
paBHAa MAKCHUMAaJIbHOW 3aPETMCTPUPOBAHHOM LIEHE 3aPETUCTPUPOBAHHOTO U3AETUS
MEIULIMHCKOT0 Ha3HAYEHHUs, aHAIOTHYHOTo 110 TX, rocygapcTBEHHAs SKCIIEPTHAS
OpraHu3alys yCTaHABJIMBAET 3aPETUCTPUPOBAHHYIO LIEHY OTE€UYECTBEHHOTO
IIPOU3BOAUTEIIS;

5) AJ11 BBO3UMBIX JIEKAPCTBEHHBIX CPEACTB, €ciiv ieHa PpaHko-3aBoj 3asBUTENS
(c yueToM B3aUMOCBSI3U 1IEHbl OPUTHHAIBHOIO JIEKAPCTBEHHOT'O CPEACTBA U TEHEPUKA)
IIPEBBILIAET CPEAHEE 3HAUCHHE MATH MUHUMAaIbHBIX IIeH PpaHko-3aBoj B
pedEepeHTHBIX CTpaHaX, FOCY1apCTBEHHAsI SKCIIEPTHASI OpraHU3alus HalpaBJsieT
3asIBUTEII0 MOTUBUPOBAHHBINA OTKAa3 B MPOU3BOJIBLHON ()OpME B PETrMCTPALIUU LIEHBI
IIPOU3BOIUTEILS;
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6) eciu pa3HUIA MEX]Ty 3apETUCTPUPOBAHHON LIEHON reHEepUKa MPOU3BEIEHHOTO
Ha Tepputopun Pecniyonuku Kazaxcran coctasisier menee 30 %, 1100 nopoxe
3apEerUCTPUPOBAHHON 1IEHBI OPUTHUHAIBHOTO JIEKAPCTBEHHOTO CPECTBA BO BpEMSI
JEeNCTBUS TATEHTHOW 3alIUThI B pa3pese ogqnoro MHH (3a uckitoueHuem
JIEKApCTBEHHBIX CPEJICTB, MOCTABIISIEMBIX B paMKax JOJTOCPOYHBIX JIOTOBOPOB) WJIU B
Clly4dae OTCYTCTBHUSI 3aPErUCTPUPOBAHHOTO OPUTHUHAIBHOTO JICKAPCTBEHHOT'O CPE/ICTBA,
BBIIIIE MAKCUMAaJIbHON LIEHBI 3apETUCTPUPOBAHHOIO T€HEPUKA, TOCYJaPCTBEHHAS
AKCIEPTHAsl OpraHu3allysl HapaBisieT 3asBUTEIII0 MOTUBUPOBAHHBIN OTKa3 B
IPOU3BOJIBHON (hOpPME B PETUCTPAIIMH IIEHBI OTEUECTBEHHOTO MPOU3BOIUTENS;

7) eciu pa3HHUIIA MEXKITY 3apETUCTPUPOBAHHOMN IIEHON OMOCUMUIIsIpa
npousBeeHHOro Ha Tepputopun Pecriyonuku Kazaxcran cocrasisier meree 10 % nmbo
JIOPOXKE 3apETUCTPUPOBAHHOMN 1IEHBI OPUTHUHAIIBHOTO OMOJIOTMYECKOT0 JIEKAPCTBEHHOTO
CpeIICTBA BO BpEMsI JEUCTBUS MATCHTHOM 3alUThI B pa3pe3e ognoro MHH wnu B
Cllydae OTCYTCTBHUSI 3aPErUCTPUPOBAHHOTO OPUTHHAIIBHOTO OMOJIOrMYECKOT0
JIEKapCTBEHHOI'O CPEJICTBA, BBIIIE MAKCUMAaIbLHOM 1IE€HBI 3aPETrCTPUPOBAHHOIO
onocuMuIIsipa, roCyAapCTBEHHAsI SKCIIEPTHAS OPraHU3AIUs HAMIPABIISICT 3asIBUTEIIO
MOTHBUPOBAHHBINA OTKA3 B MPOU3BOJILHOMN ()OpME B PETUCTPAIIUH [IEHBI OMOCUMUIISIpa
OTEYECTBEHHOT'O TTPOU3BOIUTEIIS;

8) ecnu 3aperucTpupoOBaHHAs [IEHA U3/IENN MEAUIIMHCKOTO Ha3HAUYCHMUS,
mpou3BeIeHHOr0 Ha Tepputopuu Pecnybnuku KazaxcraH, Bblllie MAKCUMaIbHOU 1I€HbI
aHasiornyHoro no TX m3aenus MEAUIUHCKOTO Ha3HAYEHHUS, TOCY IApCTBEHHAS
AKCIIEPTHAS OpraHu3alys HaIpaBIsSIET 3asBUTEII0 MOTUBUPOBAHHBIN OTKa3 B
IPOU3BOJIBHON (hOpPME B PETUCTPAIIMH IIEHBI OTE€UYECTBEHHOTO MTPOU3BOAUTEIIS.

21. Ilocne nomy4yeHUss MOTUBUPOBAHHOT'O OTKa3a B IPOU3BOJIBHOM (hopMe B
YCTaHOBJIEHUHU LIEHBI TPOU3BOIUTENS, 3asBUTENb 110 UcTeueHuu 10 (gecsitu) pabounx
JTHEW IPEACTABIISIET IIOBTOPHOE 3asBJICHUE HA YCTAHOBJICHUE LIEHBI IIPOU3BOAUTENSA C
Y4€TOM PE3yJIbTaTOB BHEIIHEr0 peepeHTHOro IeHOO0pa30BaHUs U aHAJIM3a pacueTa-
000CHOBaHUSI CTOMMOCTH, TPOBEIEHHOT'0 TOCYAapCTBEHHON AKCIIEPTHOM OpraHu3anue.

22. B cinydae u3MEHEHM 1IEH 3asBUTEIb [IPEACTABIISET B TOCYJAPCTBEHHYIO
JKCIEPTHYIO OPTaHHU3ALNIO 3asIBJICHUE Ha BHECEHNE N3MEHEHHUM B 3apETUCTPUPOBAHHYIO
LICHY Ha JIEKApCTBEHHbIE CPEJICTBA U U3/ETUS MEIULIMHCKOTO Ha3HAUYEHHUS 110 popme
COTJIACHO IMpUIOKeHUIO | mnu 2 k HacTossmuM [IpaBuiiam.
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I'naBa 3. Ilopsaaok onpeneseHusi 3aperuCTPUPOBAHHBIX IIEH HA JIEKAPCTBEHHbIE
CpeaCcTBA U U3/1eJIHsl MEeIUIMHCKOT0 HA3HAYEHUS, MOJIeKANIUX 3aKyIly B paMKax
I'OBMII u OCMC

23. BHeceHne U3MEHEHUH B 3apETUCTPUPOBAHHYIO IIEHY Ha JIEKAPCTBEHHOE
CPEZICTBO WM U3EINE METMLIMHCKOTO HA3HAYEHUS I0IyCKaeTCsa He 0OJIbIIE OJTHOTO
pasa B TEYEHUE TPEX MECSLIEB, MOCIIE PETUCTPALIMU LIEHBI HA UHTEPHET PeECypce.

24. 3aperucTpupoBaHHas lIeHa BCTYyHaeT B cuily uepe3 60 (mecTuaecsatu)
KaJIeHJapHbIX JIHEW C MOMEHTA €€ rOCYIapPCTBEHHOM pEerucTpaliH.

25. T'ocynapcTBeHHas SKCIIEPTHASI OpraHU3aIHsl MyOJIUKYET Ha CBOEM HHTEPHET-
pecypce www.dari.kz 3apeructpupoBaHHbIE [IEHBI Ha JICKAPCTBEHHBIEC CPEJICTBA U
U3JIeTUST MEAUIIMHCKOTO HA3HAYCHUS.

26. OTBETCTBEHHOCTh 32 JOCTOBEPHOCTh, IIOJIHOTY U COJIEpIKaHUE
MPEAOCTABICHHBIX IOKYMEHTOB HeceT 3asButTelib. [Ipencrapienue 3asBuTenemM
3aB€JIOMO HEJOCTOBEPHBIX CBEJICHUI SIBJSIETCSI OCHOBAHUEM JIsl OTKa3a B
YCTaHOBJICHUH LIEHBI TIPOU3BOIUTEIIS.

27. Peructpanus 3aperucTpupoBaHHOM LIEHBI TPOU3BOUTCS B TeueHue 20
(IBaAIaTH) KaleHIapHBIX JTHEH Mocie MpeJoCTaBICHUs MaKeTa JOKYMEHTOB.

I'naBa 4. Ilopsinok onpeaesieHus npeaebHbIX lIeH HA JIEKAPCTBEHHbIE CPEACTBA U
U3/1eJIUSA MeIUIMHCKOI0 HA3HAYEeHU s, MoAJIe:kauX 3akyny B pamkax 'OBMII u
OCMC

28. Ha ocHOBaHMHU 3apEruCTPUPOBAHHBIX 1ICH HA JICKAPCTBEHHBIE CPEACTBA U
U3JeNIM MEIUIIMHCKOTo Ha3HaueHus B TeueHue 10 (necsitu) pabouux JHEH co AHS UX
perucTpauuu, rocyAapCTBEHHAs SKCIIEPTHASI OpraHu3alus pa3padbaTbiBaeT MPOEKT
IPEIEIbHBIX LIEH IO TOPTOBBIM HAUMEHOBAHUSM JIEKAPCTBEHHBIX CPEACTB U U3
MEIUIUHCKOIO HaA3HAYEHHUS C YYETOM PETPECCUBHOM IIKAJIbl ONITOBOW HALICHKHU B
COOTBETCTBMH C I'J1aBOW S5 HacTosAmux lIpaBui n HarpaBiseT B yIOJIHOMOYEHHBIN OpraH
JUISL YTBEPIKICHHUS.

29. Ha ocHOBaHWHU YTBEPKACHHBIX MPEICTbHBIX 1IEH HA TOPTOBbIC HAMMEHOBAHUS
JIEKAPCTBEHHBIX CPEJICTB U U3AEINN MEIULIMHCKOTO Ha3HAYECHUS TOCYJapCTBEHHAs
AKCIIEPTHAS OpraHu3aIus B Cpok He mo3aHee 10 anpens pa3padaTbiBacT IPOSKT
MPEIEIBbHBIX LIEH HA CIEAYIOLIAN KaJIEHIApHbIN 1o Ha TX u3nenui MeUIMHCKOrO
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Ha3HaueHus 1 Ha MHH nexapcTBEHHBIX CPEACTB C YUETOM JIEKAPCTBEHHOM (hOPMBI,
JNO3UPOBKH, KOHLIEHTPALIUH.

30. Ilpenensuas nena Ha MHH dbopmupyeTcst Ha OCHOBaHMHM MaKCUMaJIbLHOTO
3HAYEHHMS U3 TPEX MUHUMAJbHBIX MPEIEIbHBIX 1IEH IO TOPTOBBIM HAUMEHOBAHUAM C
y4ETOM JICKaPCTBEHHOUN (POPMBI, I03UPOBKH, KOHIICHTPAIUH.

31. IlpenenwvHas 1iena Ha TX u3aenuss MEAUIIMHCKOTO Ha3HaYeHUs (hopMupyercs
Ha OCHOBaHWH MaKCHUMaJIbHOTO 3HAYEHUS U3 TPEX MUHUMAJIbHBIX MPEIEIbHBIX IIEH O
TOPrOBBIM HAMMEHOBAHHUSIM.

32. B cityyae OTCYTCTBUS TPEX 3aPErUCTPUPOBAHHBIX LIEH HA TOPTOBBIE
HauMEeHOBaHus, penenpHas nena Ha MHH dbopmupyercs Ha ocHoBaHuM
MaKCHUMAaJIbHOT'O 3HAYE€HHSI 3aPETUCTPUPOBAHHBIX 1IEH 110 TOPrOBBIM HAUMEHOBAHUSIM C
y4€TOM JIEKapCTBEHHOH (POPMBI, JOZUPOBKHU, KOHIICHTPALIHH.

33. B ciiyyae oTCYTCTBUS TPEX 3aPETUCTPUPOBAHHBIX 1IEH HA TOPTOBBIE
HalMEHOBaHUs, NpeaeibHas [ieHa Ha TX u3aenus MEJUIMHCKOTO Ha3HAauYCHUS
dbopmupyeTcsi Ha OCHOBAaHUU MaKCUMAJILHOTO 3HAUYEHUS 3apPETUCTPUPOBAHHBIX IIEH 110
TOPTOBBIM HAUMEHOBAHUSIM.

34. B ciyuyae OTCyTCTBUS pErucTpanuu oppaHHbIX JIEKAPCTBEHHBIX CPEJICTB HA
tepputopun Pecniyonuku Kazaxcran npenensHas 1nieHa onpenensercs Ha janHoe MHH
roCcyJapCTBEHHOM IKCTIEPTHOM OpraHu3aliell Ha OCHOBE BHENTHETO pehepeHTHOTO
1IEeHO00pa30BaHus, IPOBEICHHOIO FOCYJapCTBEHHOM SKCIIEPTHON OpraHU3aluen.

35. B caydae oTcyTcTBUS NpenesbHoi 1iensl Ha MHH niekapcTBeHHOTO cpencTBa
BBU/ly OTCYTCTBUS 3aPETUCTPUPOBAHHOM 1IEHBI HA TOPTOBOE HAUMEHOBAHUE
JIEKApCTBEHHOTO CPEACTBA, ero 3akyn B pamkax ['OBMIT u OCMC no MoMeHTa
YCTAHOBJIEHUS LIEHBI IPOU3BOUTEIS JIEKAPCTBEHHBIX CPEJICTB HE OCYILIECTBIISIETCS.

36. Ciucok npeaenbHbIX [IEH Ha JIEKAPCTBEHHBIE CPEJICTBA U U3JIETIUS
MEIUITMHCKOTO Ha3HaueHus, chopmupoBanHbx Ha ocHoBaHuu TX u MHH, a taxxke
NPEAENbHBIX LIEH 110 TOPTOBOMY HaUMEHOBAHUIO.

I'nasa S. Ilopsiiok HAYKCJIEHUS ONITOBBIX HALICHOK K LIEHAM MPOU3BOAUTE/IeH HA
JIEKAPCTBEHHBbIE CPeICTBA M U3/1eJ U MEAULIMNHCKOr0 HA3HAYCHUS U PacyeTa HeHbI
Npaic-JIuCcTa M HAIEHKH eINHOI0 JUCTPUOBIOTOPA HA JIeKAPCTBEHHbIE CPEACTBA H

U3eJMs MeIUIUHCKOro Ha3HaYeHus: B pamkax 'OBMII u OCMC
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IHaparpad¢ 1. Ilopsiaok HauKMCJIeHUs ONTOBBIX HALICHOK K LIEHAM NPOU3BOAUTEIeH
HA JIEKAPCTBEHHbIE CPEACTBA U M3/1eJIMA MEIUIIMHCKOT0 HA3HAYCHUS

37. OnToBbI€ HALICHKH K 3apETUCTPUPOBAHHBIM LIEHAM Ha JIEKAPCTBEHHBIC
CPEACTBA U U3ENINS MEAULMHCKOTO Ha3HAYEHUS YCTAHABIMBAIOTCS JUIsl OpraHu3anui
ONTOBOM pean3aliy Ha JIEKAPCTBEHHBIE CPEICTBA U U3EIU MEJULUHCKOIO
Ha3HaueHus B pamkax [[OBMII u OCMC na tepputopun Pecnyonuku Ka3zaxcras.

38. IIpenenbHbIE LIEHBI HA JIEKAPCTBEHHBIE CPEACTBA U U3ACIUS MEAUIIUHCKOTO
HazHaueHus B pamkax [[OBMII u OCMC ycranaBiuBaroTcs myTéM J100aBIeHUS
ONTOBOM HalleHKH, (P HEPEHIIMPOBAHHON UCXO/I U3 BETUYUHBI 3apETUCTPUPOBAHHOMN
LEHBI, K 3aperUCTPUPOBAHHOMN IICHE.

39. YcraHoBiieHHE TPEIEIbHBIX ONTOBBIX HAIIEHOK HA JICKAPCTBEHHBIE CPEJCTBA
Y W3EIUs MEAUIIMHCKOTO Ha3HAYCHUSI OCYIIECTBIISIETCS] B COOTBETCTBUU C
PETPECCUBHOM MIKAJION HAYUCIICHUS HAIICHOK:

1) 20 % nust ToBapoB, ctouMocThio 10 1 000 TeHre BKIIOUUTENBHO 32 €AUHUILY
U3MEPEHUS;

2) 19 % nns ToBapos, croumocThio oT 1 001 Tenre no 3 000 Tenre
BKJTFOYUTEBHO 32 CIMHUITY U3MEPEHUS;

3) 18 % nys ToBapoB, ctoumocThio OT 3 001 Tenre 1o 5 000 Tenre
BKJIFOYUTEIBHO 33 €IUHUILY U3MEPEHHUS;

4) 17 % nns ToBapos, croumocTtbio oT 5 001 tenre no 30 000 Tenre
BKJIFOUUTEIIBHO 32 €IMHUILYy U3MEPEHUS;

5) 16 % nns toBapos, croumocTtbio oT 30 001 Tenre o 100 000 Tenre
BKJIFOUUTEIBHO 32 €IMHUILY U3MEPEHHUS;

6) 15 % s ToBapoB, crouMocThio cBbiiie 100 001 TeHre 3a equHUILY U3MEPEHUS.

IHaparpad¢ 2. Ilopsizok pacyera HeHbI MPANC-TUCTA U HALCHKHU eIMHOI0
AUCTPUOBIOTOPA HA JIEKAPCTBEHHbIE CPEACTBA U M3AEJIUs MeAUIIMHCKOI 0
HasHayeHus B pamkax 'OBMII u OCMC

40. Pacuer 1ieHbl Mpaiic-IncTa eqMHOr0 IUCTPUOBIOTOPA OCYILIECTBIISAETCA:

1) myTem npubaBieHUs] HALIEHKU €IMHOTO JTUCTPUOBIOTOpPA K (PMKCUPOBAHHOMN
1eHe ToBapa, nmocrasiieHHoro Ha ycnoBusx [IOIT THKOTEPMC 2010;
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2) myteM npubaBIeHUS HALICHKU €IMHOTO TUCTPUOBIOTOPA K (PUKCUPOBAHHOU
1IEHE ToCcTaBJIeHHOT0 Ha ycinoBuaX oTandHbIX OT [IOIT MHKOTEPMC 2010 nocne
yIUIaThl TAMOKEHHBIX MOIUIMH U COOPOB, CBA3aHHBIX C MOCTABKOW TOBAPOB €IUHOMY
TUCTPUOBIOTOPY;

3) myTem npubaBieHUs HAIIEHKH €IMHOTO JUCTPUOBIOTOPA K (GDUKCUPOBAHHON
[IEHE B CIIy4asx BO3MEIIEHUS TOCTABIIIMKOM PACX0JI0B €MHOTO TUCTPUOBIOTOPA,
CBSI3aHHBIX C YIIATOM TAMOXKEHHBIX MOILIUH U COOPOB, U MHBIX PACXOJIOB CBSI3AHHBIX C
MIOCTaBKOM TOBApOB €MHOMY JUCTPUOBIOTOPY;

4) mytem nipubaBiIeHUs HAIIEHKU €IMHOTO TUCTPUObIOTOpA K (PUKCUPOBAHHOMN
IIEHE TOBapa IMOCJe YIUIaThl TAMOXEHHBIX MOILJIUH U COOPOB, KOMUCCUOHHBIX COOPOB,
pPacxo/IoB Ha TPAHCTIOPTUPOBKY, CTPAXOBAHUE U MHCIIEKIIUIO, CBSI3aHHBIX C MTOCTABKO
TOBapOB €IMHOMY JIUCTPUOBIOTOPY, B CIIy4asiX MOCTAaBKH TOBAPOB B COOTBETCTBUU C
naparpadowm 8 riasel 14 [IpaBui opranuzanuu 1 IpOBEACHUS 3aKyIa JEKapCTBEHHBIX
CPEICTB, MPOPMIAKTUIECKUX (MIMMYHOOHOIOTUYECKUX, TUATHOCTHYECKUX,
Ne3UHGUIMPYIONINX ) TIPENnapaToB, N3N MEIUIIMTHCKOTO HA3HAUYCHUS U
MEIUITTHCKON TEXHHUKH, (hapMaIleBTUIECKUX YCIYT M0 OKa3aHUIO TapaHTHPOBAHHOTO
o0beMa OecIuIaTHON MEIUIIMHCKON TOMOIIY U MEAUIIMHCKON TTOMOIIY B CUCTEME
00513aT€IbHOT0 COLIMAIBHOTO MEUIIMHCKOTO CTPAXOBAHUSI, YTBEP>KICHHBIX
noctranoByenrueM [IpaBurensctBa PecnyOomuku Kazaxcran ot 30 okTsiops 2009 roga No
1729;

5) myTeM npubaBiieHUs] HAIIEHKU €MHOTO JUCTPUOBIOTOPA K CyMMeE 3aTpaT 3a
eIVHUITY TOBapa Ha yIjiaTy TaMOKEHHBIX TIONLINH ¥ cOOPOB, MPHU TIOCTaBKE TOBAPOB
€MHOMY JTUCTPUOBIOTOPY IO HYJIEBOH IieHe (OeCIIaTHO);

6) B clly4asix TOCTaBKM TOBapa 1o HYJIEBOU IIEHE €AMHOMY TUCTPUOBIOTOPY Ha
ycnoBusix [IOIT MTHKOTEPMC 2010 nnu Bo3MemeHUs MOCTaBIIUKOM PAaCcX0J0B
€IMHOTO JTUCTPUOBIOTOPA, CBSI3aHHBIX C YIUIATOM TaMOXKCHHBIX MOIUIMH B COOPOB, U
WHBIX PACXOJ0B CBSI3aHHBIX C IMTOCTABKOW TOBAPOB IO HYJECBOU LIEHE €AMHOMY
JTUCTPUOBIOTOPY, IICHA IIpalic-IMCTa 32 IMHUITY TOBapa yCTAaHABIMBASTCS B pa3Mepe
0,01 Tenre.

Llenb! npaiic-1ucTa €IMHOTO AUCTPUOBIOTOPA Ha TOBAPHI HE MPEBBIIIAIOT
peleIbHYI0 LIEHY.

41. Hatenka Kk 1ieHaM Ha JICKAPCTBEHHBIEC CPEICTBA U U3/IEIUSI MEIULIMHCKOTO
Ha3HAYCHUS yCTaHABIMBAeTCs B ¢ depeHIMPOBAHHBIX % 0 perpeCCUBHOM IIKAJIE.
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[Ipu 3TOM HaleHKa €IMHOTO JUCTPUOBIOTOPA OT (PUKCUPOBAHHOW LIEHBI
yCTaHAaBJIMBAETCA B pa3Mepe:

1) 7 % nns ToBapoB, crouMocThio 10 100 000 TeHre 3a enTMHUIYY U3MEPEHUS;

2) 6 % nns ToBapoB, CTOMMOCTB KOTOpBIX Bapbupyercst oT 100 001 u 1o 139 999
TEHIe 3a €AUHUILY U3MEPEHUS;

3) 5 % nns ToBapoB, croumMocTbio 0T 140 000 TeHre 3a eIMHUILY U3MEPEHUS.

42. I1pu pacueTe BbIIECTECHHON JIJIsl 3aKyMa CyMMBbI €IMHBIN AUCTPUOBIOTOD
YMEHBIIAET MPEACIIbHBIE LIEHB] HA JIEKAPCTBEHHBIE CPEACTBA U U3JEIIN MEIUIUMHCKOIO
HA3HAYEHUS 10 KaXKJOMY JIOTY, Ha HAallEHKY B COOTBETCTBUH C IIyHKTOM 41 HacTOAINX
[Ipasui.

43. Harienka e1MHOTO AUCTPUOBIOTOPA OCYIIECTBIISIETCSI B COOTBETCTBUU C
noanyHkroM 20) myakra 1 crateu 7 Kogekca Pecriybnuku Kazaxcran ot 18 ceHTa0ps
2009 roaa «O 310pOBbE HAPOAA U CUCTEME 3APABOOXPAHECHHUS.

44, Harenka 3a (hapMaIieBTUYECKYI0 YCIYTY JiJisi 00bEKTOB PO3ZHUYHON
peanu3aluu JeKapCTBEHHBIX CPEJCTB U U3EINI MEIUIIMHCKOTO Ha3HAYEHUS
cocTasiisieT He Oonee 12 %.
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JlaTa ckauMBaHHS

08.02.2018
28.03.2018
08.02.2018
28.03.2018

[Ipunoxenue 1
k [IpaBunam dhopmupoBanus
NpEENTbHBIX 1IEH U HAIlEHOK

(HavMeHoBaHMe rocyAapCTBEHHOW 3KCMEepTHON opraHu3auuun)

dopma

3asiBjieHHEe HA YCTAHOBJECHHUE LHECHDbI HpOI/BBOHI/ITe.]IH/ BHeCEHHE U3MEHEHUH B meny

MMPOMU3BOIUTE/ISA HA JICKAPCTBEHHOE CPEIACTBO

HpeILOCTaBJ'IHeM I/IHCI)OpMaI_II/IIO JJIs1 YCTAHOBJICHUWA LICHBI ITPOU3BOANTCIIA HaA

JICKAPpCTBCHHOC CPCIACTBO

1. 3agBuTean

1.1. IlpousBoauTess JIEKapCTBEHHOTO CPEJICTBA

HaumeHnoBaHue

Crpana

IOpunuyeckuii agpec

®dakTHueckuil agpec

Tenedon

®dakc

e-mail

KonrakTHOE 11110

damuus, UMsi, OTYECTBO

(rIpu ero HaNnU4UK)

HoikHocTh

Tenedon

daxc

e-mail

JIM3aluu JJIs1 OIITOBBIX III/ICTpHGLIOTOpOB

Hanuune B Pecny6nrke KazaxcraH CTpyKTypHOTO moJpa3aeieHus (FOpUIMIecKoe JIULo, GHInai i IpoYne) HaaeIeHHOro GyHKIUeH pea-

1.2. Brnanenen perucTpaiioOHHOTO yA0CTOBEPEHUS

HazBanue

Crpana

IOpunnyeckuii anpec

®daxTHueckuii agpec

Tenedon

®dakc

e-mail

damunust, UMs, OTYECTBO (TIPU €ro HAJIMYUH) PYKOBOAUTEIS




e.zan

Kazakcran Pecry6nrkachIHbIH JICKTPOH/IBI HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTLIepAiH STATOHIbI OaKblIay OaHKI

DTaJOHHBIA KOHTPOJIbHBINA OaHK HOPMATHBHBIX IIPABOBBIX aKTOB

PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

Penakumsnay kyHi
Cakray KyHi

Jlara penakuuu
JlaTa ckauMBaHHS

08.02.2018
28.03.2018
08.02.2018
28.03.2018

KonrakTHOE 11110

Damuusi, UMs1, OTIECTBO

(TIpH €ro HaJIM4uH)

JloIKHOCTB

Tenedon

daxc

e-mail

JIM3aluu JJIs1 OIITOBBIX HI/ICTpI/I6I>IOTOp0B

Haune B Pecy6nuke KazaxcraH cTpyKTypHOTO IOpa3aeneHus (FOPUIMIECcKOe U0, QIIHal U IIPOYNE) HaIeICHHOTo (yHKINEH pea-

1.3. I[OBepeHHOG J'II/IHO/KOMHaHI/IH, MpCaACTaBUTCIbLCTBO OT 3ajABUTCIIA,

YIOJIHOMOYEHHOE ITPOBOAUTH ACHCTBHS BO BPEMS MPOLEAYPHI PETUCTPALIMH LIEHBI B

Pecny6nuke Kazaxcran

HasBanue (mnu hamusns, uMsi, OTIECTBO (IIPU €ro HATUYNH)

Crpana

IOpunnyeckuii anpec

daxTHueckuii agpec

Tenedon

dakc

e-mail

damunus, UMs, 0TYECTBO (TIPU €ro HAJIMYUH) PYKOBOAUTEIS

JlaHHBIE O TOBEpEHHOCTH Ne noBepeHHOCTH

Jlara BbIIaUN

Cpoxk neficTBus

2. Undopmanus o JJeKapCTBEHHOM CpeCcTBe

1. Toprosoe Ha3zBaHUE
2. Howmep u nara perucrpanroHHOTO yocroBepeHus B Pecniyonuke Kaszaxcran
3. JICKApCTBEHHOE CPE/ICTBO SBISIETCS: (HY>)KHOE OTMETHTh) D

O

O

CEeHEePUK

Buocumunsip

O

Opghannutii

Cpok neiicTBUS aTeHTa J0:

opueunanvhwii JIC (noo delicmeuem nameHmHoul 3auumot)

Cpok zeiicTBUS TAaTEHTA J10:

(yxa3aTb AaTy HCTEUCHHUS MTaTCHTA)

(o eficTBHEM MTaTEHTHOM 3aIUThI)

OpucUHANbHOE OUONI02UYECKOe NeKAPCMEEHHOe CPeOCmBO

(Yxa3aTp AaTy NCTCUCHHUS NTATCHTA)
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MexayHapoaHoe HenaTeHToBaHHOe Ha3Banue (MHH) npu Hannuuu

CocraB

JlekapcTBeHHas Gpopma

Jlo3upoBka

Konnenrparus

Al Il Pl Bl I

O0BbeM

10.

KomnuyecTBO BO BTOPUYHOH (IMOTPEOUTENBCKOM) YITAKOBKE

11.

Kop corimacHo AHaToMO-TepaneBTHYeCKO-XuMIueckoil kiaccudukanmu (ATX ko)

12.

CrocoObI BBEIEHHUS

13.

]

Lena @panko-3a600 0n5 uHOCMpPannbIX KPOU380OUMenell

IleHa HWHOCTPAHHBIX Hp0H3BOL[I/ITCJIeI>II JUIsL perucrpaiuun (C Y4€TOM NOHECCHHBIX paCXOHOB)

O

Lena @panko-3a600 0t omeuecmeeHublx npou3goouUmeretl

[ena oTeuecTBEHHBIX IPOU3BOAUTENCH [T PErUCTPALIUK (C YIETOM MTOHECEHHBIX PAaCcXo-
JIOB)

O

Llena na nexapcmeennoe cpedcmeo, npouszgedennoe 6 ycaogusix GMP ([owcudmllu) u
nOCMAsNsAeMoe OMeYeCmEeHHbIMU NPOUZBOOUMENIMU 8 PAMKAX O0I2OCPOUHBIX 002080P08

16.

Caenenust o 1ieHe @paHko-3aBoJL IPOU3BOAMTENS B pe)epPEHTHBIX CTpaHax U (MJIM) B CTpaHaxX, IJie HIMEeTCs rOCyAapCTBEHHAs peru-

CTpalus JICKapCTBEHHOI'O CPEACTBA.

Crpana ToproBoe HaMMEHO- Llena ¢panko-3aBoJ IPoO- Ilena ¢panko-3aBox mpo-

BaHHC HU3BOJUTCIISA

HU3BOJUTCIISA B TCHI'C

Pecry6mmka benapycs

Poccuiickas @enepanms

Kuprusus

Apmenust

ABctpanust

ABcTpust

Bbenbsrus

BenukoOputanus

Benrpus

I'epmanusa

I'penus

Jlanus

Wzpanne

Wpnannus

Ucnangus

Wcnanus

Hranus

Kanana

Kopes

JlatBus




e.zan

Kazakcran Pecry6nrkachIHbIH JICKTPOH/IBI HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTLIepAiH STATOHIbI OaKblIay OaHKI

DTaJOHHBIA KOHTPOJIbHBINA OaHK HOPMATHBHBIX IIPABOBBIX aKTOB

PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

Penakumsnay kyHi
Cakray KyHi

Jlara penakuuu
JlaTa ckauMBaHHS

08.02.2018
28.03.2018
08.02.2018
28.03.2018

JIrokceMOypr

Hranus

Mekcuka

Hunepnanast

Hosas 3enmanaus

Hopserus

TTonpmra

Iopryranus

Dpanus

Yexus

Yuu

[IBelinapus

IIBenms

DcToHUS

Sronust

(anpTepHATHBHAS CTPaHA)

(anbpTepHATHBHAS CTPaHA)

(anbTepHATHBHAS CTpaHA)

(anbpTepHATHBHAS CTpaHA)

(anbpTepHATHBHAS CTpaHA)

17.

JlaHHBIE O TOHECEHHBIX PAcXoax (32 MUHUMAIIBHYIO SUHHILY H3MEPECHHS):

HaumeHnoBanue

Tenre, (32 eTUHULYY H3MEPCHHS)

Jloructuyeckue pacxosl

Pacxonp! Ha cTpaxoBaHHe

Pacxo/p! Ha TAMOXKEHHBIE YCIIyTH

Pacxo/p1 Ha OI[eHKY 6€30MTaCHOCTH M Ka4ecTBa

Pacxo/1p1 Ha MAPKETHHT U COJIEPKaHHEe KOMMEPYECKOTO MO pa3AeIeH s/ OpraHH3ani

["apanTHpy10: JOCTOBEPHOCTH NMPEAOCTABICHHON HH(OPMAIIMH O IIEHaX Ha

JICKapCTBCHHBIC CPCICTBA.

CpPCACTBA, a TAKIKC IIPCACTABIIATL 3a4BJICHUC U MaTCPUAJIbI, H€06XOI[I/IMI>IC JJIA

O06s3y10Ch CO00IATh 000 BCEX M3MEHEHHUAX B LIEHAX HA JIEKAPCTBEHHbIE

poBejieHUs pepepeHTHOro 1IeHO000pa30BaHUS U YCTAHOBJICHUS 1IEHBI TPOU3BOIUTEIS

Ha JICKAPCTBCHHLIC CPCACTBA.

haTa

JONXHOCTb, noanucb, ®.U.0. (Npu ero HanAW4MM) OTBETCTBEHHOrO NUUA 3aABUTenA
MecTo neyaTu (Npu HanMyum)




Kazakcran Pecry6nrkachIHbIH JICKTPOH/IBI HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
aKTUIEP/IiH ATAIOH/IBI OaKpLIay OaHKi

- . ﬂ 11 DTaJOHHBIA KOHTPOJIbHBINA OaHK HOPMATHBHBIX IIPABOBBIX aKTOB
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

Penakumsnay kyHi
Cakray KyHi

Jlara penakuuu
JlaTa ckauMBaHHS

08.02.2018
28.03.2018
08.02.2018
28.03.2018

[Ipunoxenue 2

k [IpaBunam dhopmupoBanus

IMPCACIbHBIX IICH U HAIICHOK

(HavMeHOBaHMe roCyAapCTBEHHOW SKCMEpTHON opraHu3auuun)

dopma

3asiBjieHHEe HA YCTAHOBJECHHUE LHECHDbI HpOI/BBOHI/ITe.]IH/ BHeCEHHE U3MEHEHUH B meny

IMPOMU3BOAUTEISA HA U3ACJINEC MEIUIIMHCKOTIO HAZHAYCHUSA

HpeIIOCTaBJ'IHeM I/IHCI)OpMaI_II/IIO IJIs1 YCTAHOBJICHHWA LCHBI ITPOU3BOANTCIIA HA

HN3JCINC

MCIUIIMHCKOI'O HAa3HAYCHUA

1. 3asBuTEND

1.1 IlpousBoauTtenn

HanmenoBanue

Crpana

IOpunuyeckuii anpec

dakTHUecKuil agpec

Tenedon

daxc

e-mail

KoHTakTHOE JTHII0

dammus, UM, OT4Ye-
CTBO (IIPU €r0 HAINYHH)

JOJDKHOCTB

Tenedon

®dakc

e-mail

Hammune B Pecry6nuke KazaxcraH cTpyKTypHOTO IoApa3aeneHus (FOpUITIecKoe TUIo, GIInai i Ipodne) Ha-

JIENICHHOTO (DYHKIMEH peanu3alyu Ui ONTOBBIX AUCTPHOBIOTOPOB

1.2. Bnagenen perucTpaiimoOHHOIO YJI0CTOBEPEHUS

HazBanue

Crpana

IOpunuuecknii anpec

dakTHuecKuil agpec

Ten.

daxc




KazaxcTan Pecry6a1kachIHBIH 2JIEKTPOH/IBI HBICAHAAFbl HOPMATHBTIK KYKBIKTBIK Pepakuusnay kyni

AKTLIepAiH STATOHIbI OaKblIay OaHKI
- - ﬂ 11 DTaJOHHBIA KOHTPOJIbHBINA OaHK HOPMATHBHBIX IIPABOBBIX aKTOB
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

Cakray KyHi
Jlara penakuuu
JlaTa ckauMBaHHS

08.02.2018
28.03.2018
08.02.2018
28.03.2018

e-mail

(I)aMI/IJ'[I/IH, UM, OTYCCTBO (l'[pI/I €ro HaJ'IH‘H/II/I) PYKOBOAUTEIIA

KonrakTHOE 11110

Damunus, UM, oTye-
CTBO (TIPU €ro HAJIUYUM)

JloiKkHOCTD

Tenedon

daxc

e-mail

HaJIeNICHHOTO (DyHKIUEH peann3aliy A ONTOBBIX JUCTPHOBIOTOPOB

Hanune B Pecry6nuke KazaxcraH cTpyKTypHOTO IIOpa3aeneHus (FOPUIMIECKOE UL, QIIHAT H IIPOYHE)

1.3 I[OBGpGHHOG JII/IIIO/KOMHaHI/IH, MNpeaACTaBUTCIbLCTBO OT 3ajABUTCIIA,

YIOJIHOMOYEHHOE ITPOBOAUTH AEHUCTBHS BO BPEMS MPOLETYPHI TOCYIapPCTBEHHOM

peructpaiuu B Pecniyonuke KazaxcraH.

HasBanue (mnu pamusms, uMsi, 0OTYECTBO (IPU €ro HATUYUH)

Crpana

IOpunnyeckuii anpec

®daxTHueckuii agpec

Tenedon

®dakc

e-mail

damunus, UMs, OTYECTBO (NIPU €ro HAJIMYUH) PYKOBOAUTEIS

JlaHHbIE O Ne noBepeHHOCTH

JIOBEpPEHHOCTH Jara BbI1aun

Cpok nefcTBHs

2. Undopmanust 00 u3aeIusiX MEAUIIMHCKOTO HAa3HAUYCHUS

1. TOpFOBOC HaAanMCHOBaHHUEC U3ACITUA MCIUIIMHCKOTO Ha3HAYCHUS

2. HOMCp PETUCTPALIUOHHOI'O YAOCTOBEPEHUS, 1aTa BblIa4U

3. | W3penue MeAMIIMHCKOTO Ha3HAUYCHUS OTHOCUTCS K KJIaccy 0e30IacHOCTH
(Hy’KHOE OTMETHTb)

Ki1acc 1 — ¢ HU3KOU CTCIICHBIO pucka

Kjacc 2 a — co CpeZ[Heﬁ CTCIICHbIO pUCKaKJIacC

2 0 — C TMOBBIIICHHO CTEIIEHBIO

pI/ICKa3 — C BBICOKOH CTEIICHBIO pucka

+ | O

Lena @panxo-3a600 015 UHOCMPAHHBIX NPOU3EOOUMENEl

]_leHa HMHOCTPAHHBIX HpOH3BOIIHTeJ'Ieﬁ JUISL perucTpalun (C Y4€TOM NOHECCHHBIX paCXOI[OB)

.| 0O




Kazakcran Pecry6nrkachIHbIH JICKTPOH/IBI HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTLIepAiH STATOHIbI OaKblIay OaHKI

- - ﬂ 11 DTaJOHHBIA KOHTPOJIbHBINA OaHK HOPMATHBHBIX IIPABOBBIX aKTOB
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

Penakumsnay kyHi
Cakray KyHi

Jlara penakuuu
JlaTa ckauMBaHHS

08.02.2018
28.03.2018
08.02.2018
28.03.2018

Llena ®panro-3a600 015 omeuecmeeHHbIX NPoOU3600UMeNel

Llena oTeyecTBEHHBIX POM3BOUTENCH JIsl PETUCTPALUH (C YUETOM IMOHECEHHBIX PACXO0B)

|14
[[eHa Ha uzoenue Meduuuﬁcxoeo HA3HAYeHUA, npou3sedeHH020 8 YCI108UAX HUCO u nocmasnsiemoe
ome4ecmeeHHbIMU npousgodume/z}wu 6 pamkax 00ﬂ20€p0‘£Hbl.X 002080[708

7. | CBenenus o 1ieHe NPOU3BOIUTENS B IPYTHX CTPAaHAX, I1I€ UIMEETCS] PETUCTPALHS U3ASNUS MEIUIIMHCKOTO Ha3HAYCHHUS

HUMCHOBAHUC

Crpana Toprosoe Ha- JlaTa peructpanuu

Lena ¢ppanko-3aBon
MTPOU3BOAUTEIS

Pecnyonuka Benapych

Benrpus

JlatBus

Yexus

Bonrapus

Poccuiickas ®eneparus

Typuus

CroBeHus

TTonbira

ABcTpus

CrioBakust

Benbrus

Hcnanus

I'penns

T'ocynapcrBo U3panis

(anmpTepHaTHBHAS CTpPaHA)

(anpTepHaTHBHAS CTpPaHA)

(anmpTepHaTHBHAS CTpPaHA)

(anmpTepHaTHBHAS CTpPaHA)

(anmpTepHaTHBHAS CTpPaHA)

8. | laHHBIE O IOHECEHHBIX pacXoJax (3a MUHUMAJIbHYIO €IMHUILY U3MEPEHUs):

HaumeHnoBanue Tenre, (3a eAMHUILY H3MEPEHHUS)

Jlorucruueckue pacxoabl

PaCXOI[B] Ha CTpaxoOBaHHEC

PaCXOI[B] Ha TaMOXXCHHBIC YCIIYyT'1

Pacxonpl Ha OLEHKY 0e30MacHOCTH U KayecTBa

Pacxonpl Ha MapKETUHI U COACPIKAHUE KOMMEPUCCKOIo 1'[021pa3lleHeHHﬂ/0pl"aHH3aHI/IH

[MapanTupyro: JOCTOBEPHOCTh MPEIOCTABICHHON HH(POPMAIIUH O IIeHaX Ha

N31CIn MCANITMHCKOI'O HA3HAYCHM .

O06s13yr0Ch c0001IaTh 000 BCEX U3MEHEHUSIX B IICHAX HA M3JICTUS MEIUIIMHCKOTO

Ha3HAYCHHUA, a TaKKE IIPCACTABIIATE 3a4BJICHUC U MAaTCPUAJIbI, HGO6XO)II/IMBI€ JIIAA

poBeIeHUs pedepeHTHOTO IICHOOOPa30BaHUS M YCTAHOBJICHUS IIEHBI PON3BOIUTEIIS

Ha n31CJIus1 MCANITHMHCKOT'O HA3HAYCHM .




KazaxcTan Pecry6a1kachIHBIH 2JIEKTPOH/IBI HBICAHAAFbl HOPMATHBTIK KYKBIKTBIK Pepakuusnay kyni
AKTLIepAiH STATOHIbI OaKblIay OaHKI Cakray KyHi
‘.‘ d.' .' DTaJIOHHBII KOHTPOJIBHBIH OaHK HOPMATHBHBIX IIPAaBOBBIX aKTOB Jlata penakuun

Pecny6nuku Kazaxcran B 37€KTpPOHHOM BHJIE
JlaTa ckauMBaHHS

08.02.2018
28.03.2018
08.02.2018
28.03.2018

HaTa

JOJIXHOCTb noAnuchb ®.1.0. (Npu ero Ha/nuM4uMu) OTBETCTBEHHOrO /JMLA 3aABUTENA
MecTo neyaTu (Npu HanM4yum)
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