Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 09.02.2021

aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 26.04.2024
s iGN I DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB JlaTa pesaKiyu 09.02.2021
Pecny6nnku Kazaxcran B 3J€KTPOHHOM BH, b
ecmryG, a3aXCTaH B SIICKTPOHHO e JlaTa cCKaunBaHHS 26.04.2024
KazaxcTtan Pecry6iukachiHbIH JleHcayIIbIK caKTay ITpuka3z Munucrpa MuHuCTepCcTBO 31paBooXpaHeHus PecryOauku
MHHHCTPJIIri 3apaBooxpaHeHus Pecry6mnku Kasaxcran

Kazaxcran ot 27 mast 2019 rona Ne
KP JICM-87. 3apeructpupoBaH B
MHUHHCTEPCTBE OCTULHN
Pecniy6nuku Kazaxcran 28 mas 2019
roaa Ne 18739. Yrparun cuiny
npukasoM MuHucTpa
3]ipaBoOXpaHeHus PecryOuuku
Kazaxcran ot 9 ¢espans 2021 roga
Ne KP JICM-16 (BBOIMTCS B
JEiCTBHE [0 HCTCYCHNH JECATH
KaJICHIAPHBIX [HEH MOCIIE THS ero
[epBOro OHIHAIBLHOIO
OIyOJIMKOBaHHMS)

O BHeceHMH M3MEHEHUIl B HPUKa3
Munuctpa 3apaBooxpanenusi Pecny6sinkn Kaszaxcran
ot 18 Hos0pst 2009 roxa Ne 735 «O6 yreepxkaenun IlpaBua
roCyJAapCTBEeHHOM perucTpanuu, NepeperucTpaniyu ¥ BHECEHUs!
U3MEHEeHHN B PerncTpaluoOHHOE J0Che JeKAPCTBEHHOI0 CPeICTBa,
U3/1eJIUil MeJUIIUHCKOT0 HA3HAYMEHUS U MeIMINHCKON TeXHUKI»

CHocka. Ympamun cuny wpurazom Munucmpa 30pagooxpanenus PK om
09.02.2021 Ne KP J[CM-16(6600umcs 6 oeticmaue no ucmedeHuu oecamu
KaleHOapHblX OHell NOCe OHsl eeo Nep8oco 0PuyUaIbHO20 0NYOIUKOBAHUSL).

B cootBercTBUICO cTaTheit 71 Konekca PecniyOnuku Kazaxcrtan ot 18 ceHTa0ps
2009 roga «O 3m0poBBE Hapoaa u cucteme 3apaBooxpanenus», IPUKA3ZBIBAIO:

1. Buectu B npuka3z Munuctpa 3apaBooxpanenus Pecniyonuku Kazaxcran ot 18
HOs10pst 2009 roma Ne 735 «O0 ytBepxkaenuu [IpaBui rocy1apcTBEHHOM perUCTpaIlvi,
NEPEePErucTpalvi U BHECEHHUSI U3MEHEHU B PETHCTPALIMOHHOE JI0CHE JIEKAPCTBEHHOTO
CpEeICTBA, U3/ICTUI METUITMHCKOTO Ha3HAUYCHHUS U MEIULIMHCKON TEXHUKI

QR-KOJT COAEPIKUT CCHUIKY Ha
nansbiif nokyment B OKb HITA PK
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(3apeructpupoBaH B PeecTpe rocy1apcTBEHHON perucTpaiii HOPMAaTUBHBIX MPABOBBIX
aktoB moj Ne 5935, ommy6ukoBan 5 mas 2010 roga «HOpuanueckas razera» Ne 63
(1859)) cnenyroniue u3MeHeHuUs:

3aroJIOBOK M3JIOKUTh B CIEAYIOLIEN peAaKIIN:

«O0 yTtBepxkenuu [IpaBuin rocy1apcTBEHHON perucTpaium, nepeperucTpauum u
BHECEHHUS U3MEHEHUI B PETHUCTPALMOHHOE JJOChE JIEKAPCTBEHHOI'O CPEACTBA WIIN
MEAMLUHCKOTO U3JEIINAN;

NYHKT | U3JI0KUTH B CIICIYIONICH pelaKIuu:

«1. YTBepauth npunaraemolie [IpaBuna rocyjapcTBEHHOM perucTpaiuu,
NEepPEPEruCTPALIU U BHECCHUSI U3BMEHEHUM B PETUCTPALIMOHHOE JTOChE JIEKAapCTBEHHOTO
CpPEeACTBAa WU MEIULIUHCKOTO U3EIHS.»;

[IpaBuiia rocy1apcTBEHHOM peruCTpalvy, HEPEPETUCTPALUA U BHECEHUS
U3MEHEHHI B pErUCTPALIMOHHOE J0ChEe JIEKAPCTBEHHOTO CPEICTBA, W31
MEIUIMHCKOTO Ha3HAYEHHUS U MEAUIIUHCKON TEXHUKHU, U3JI0KUTh B PEJIaKI[UU COTJIACHO
MPUIOKEHUIO K HACTOSIIIEMY MPUKA3Y.

2. Komutety dhapmanmru MusncTepcTBa 34paBooxpaHenus PecryOmuku
Kazaxcran B ycTaHOBIICHHOM 3aKOHOAATeILCTBOM PecryOnuku Kasaxcran mopsijke
00eCIeYnTh:

1) rocy1apcTBEHHYIO PErUCTPAIMIO HACTOSIIIETO TpruKa3a B MUHUCTEPCTBE
toctuiuu PecnyOnuku Kazaxcran;

2) B TeUEHUE JACCITH KaJIeHAAPHBIX JHEN CO JHS TOCYAApCTBEHHON perucTpanuu
HACTOSIIIIETO MPUKa3a HAMIPABJICHUE €T0 KOTTMH B OYMa)KHOM M 3JIEKTPOHHOM BHJIC Ha
Ka3aXCKOM M PYCCKOM si3bIKax B PecryOinkaHCKoe ToCy1apCTBEHHOE IPEANPUsTHE Ha
IIPaBe XO3SIMCTBEHHOTO BeAeHUS «MIHCTUTYT 3aKOHOIATENHCTBA M TIPABOBOM
uHpopmaruu Pecniybnuku Kazaxctan» s opuImanbHOTo onmyOIuKOBaHUS U
BKJIFOUCHHSI B DTAJOHHBIH KOHTPOJIbHBIN OaHK HOPMATUBHBIX IPABOBBIX aKTOB
PecnyOnuku Kazaxcran;

3) pa3MeleHre HaCTOSILEro MpUKa3a Ha HHTEpHET-pecypce MUHUCTEpCTBa
3npaBooxpaHeHus Pecriyonuku Kazaxcran nmocie ero ouiuaibHOTO Oy OIMKOBAHUS;
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4) B TeueHUe ACCITH pabOUUX JHEH MOCIe rOCyIapCTBEHHON PEruCTpaluu
HACTOSIIEro MpUKa3a MpeicTapieHue B JlenapraMeHT IpuanIecKon Ci1yK0bl
MunucrepcTBa 3apaBooxpanenus Pecnyonuku Kazaxcran cBefeHuit 00 MCTIOTHEHUN
MEPOIPUATUHN, TPETYCMOTPEHHBIX MOAMYHKTaMu 1), 2) u 3) HACTOSIIEro MyHKTA.

3. KoHTpoJ1b 32 HCIIOJIHEHUEM HACTOSIIETO MTPUKa3a BO3JIOKUTh HA
KypHUPYIOILLEro BUIIe-MUHHUCTpA 3/ipaBooxpaHeHus Pecnyonuku Kazaxcran.

4. Hacrosiiuii npyuka3 BBOJAUTCS B ACHCTBUE 110 UCTEUEHUHN JIECATU KaJCHIAPHBIX
JTHEH TTOCJIe JTHS €0 MepBOro o(pUIIMaIbHOTO OIyOJIMKOBAHHMS.
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[Ipunoxenue
K npuka3zy MuHHCTpa 3/[paBOOXpaHEHUS
Pecny6nuku Kazaxcran
OT« » 201 roma Ne

Y TBepKIACHBI IPUKA30M
MuHuCcTpa 34paBOOXpPAHEHUS
Pecny6uku Kazaxcran
ot 18 Hos16pst 2009 roma Ne 735

IIpaBuia
roCyIapCTBEHHOI peruncTpanum, nepeperucTpaniyu 1 BHECCHUs1 M3MeHeHUil
B PErHCTPALMOHHOE 10Che JIEKAPCTBEHHOI0 CPEACTBA MM MEIMIUHCKOI 0 H3/1e/IUs

I'naBa 1. O01Iue MOJI0KEHUS

1. Hactosimue IIpaBuna rocyiapCTBEHHOM perucTpaln, NepeperucTpauuu u
BHECEHUS U3MEHEHHUU B PETUCTPALIMOHHOE TOCHE JIEKAPCTBEHHOTO CPEACTBA WIIN
MEIULIHUHCKOro n3aenus (panee - [Ipapuiia) onpeaenstor NopsaoK MpoOBEICHUS
rOCyapCTBEHHOM PETrUCTPALMU; TIEPEPETUCTPALIMN U BHECEHUSI U3MEHEHUN B
PEruCTPalMOHHOE A0CHE JIEKAPCTBEHHOT'O CPEICTBA WM MEJULIMHCKOTO U3/IEIINS B
Pecny6nuke Ka3zaxcran.

2. 'ocynapCTBEHHYIO PETUCTPALIMIO, IEPEPETUCTPALIUIO U BHECEHUE U3BMEHEHUN B
PErUCTPALIMOHHOE AOChE JIEKAPCTBEHHOI'O CPENCTBA WU MEIULIMHCKOTO U3EIIHS
OCYIIECTBJISIET TOCYIapCTBEHHBIN OpraH B cepe oOpalleHus JeKapCTBEHHBIX CPEICTB
U MEAUIMHCKUX U3JENHN (J1anee — TOCyJapCTBEHHbBIN OpraH) B COOTBETCTBUU €
Hactosumu [IpaBunamu, mocpeacTBOM BeO-1opTaja «3JIEKTPOHHOTO IPABUTEILCTBAY
(manee — [lopran) npu B3aumoaeiicTBuu ¢ CucteMoit yrnpaBieHuUs JI€KapCTBEHHOTO
obecrieuenust EquHoii nH(pOpMAIMOHHONM CHCTEMBI 3JpaBoOXpaneHus PecmyOmmku
Kazaxcran (nanee — CYJIO).

I'masa 2. Ilopsaaok rocy1apcTBeHHOM perucTpanu, NepeperucTpanu, BHECCHU
U3MEHEHHMH B PErHCTPAllMOHHOE J0Che JIEKAPCTBEHHOI'0 CPeACTBA WU
MEIMIMHCKOI0 U3/1eTHsA



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 09.02.2021
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Cakray KyHi 26.04.2024

e. ‘ ﬂ ' ,' 3TaHOHHBIf/’I KOHTpO.TII)HHﬁ 68.HK HOpMaTI/IBHLIX HpaBOBbIX aKTOB IlaTa pe,uaKqu 09 02 2021
p K ‘o4
eCl'ly6JH/IKI/I a3axCTaH B BHCKTpOHHOM BHJIC I[aTa CKauMBAHHS 26042024

3. JIns rocy1apCTBEHHOM perucTpanuu, epeperucTpaluy 1 BHECEHUS
M3MEHEHUM B PETUCTPALIMOHHOE JIOChE PECITYOIMKAHCKUM TOCY1apCTBEHHBIM
MPEANPUATHEM Ha MPABE XO3IMCTBEHHOTO BeleHUs «HalmoHaIbHBIN EHTP
AKCIIEPTU3BI JICKAPCTBEHHBIX CPEJICTB U MEAUITMHCKUX U3enui»y KoMurera KOHTPOJIs
KauecTBa U 0€30MaCHOCTH TOBAPOB M YCIYyT MUHUCTEPCTBA 37]paBOOXPAHCHHUS
Pecny6nuku Kazaxcran (gajiee — skcnepTHasi OpraHu3anys) IpoBOJUTCS IKCIIEPTH3a
JIEKAPCTBEHHBIX CPEJICTB U MEAUIIMHCKUX U3/IETUN HAa 0€30MaCHOCTh, KAYECTBO U
3¢ (PEeKTUBHOCTH B COOTBETCTBUU C [IpaBuiiaMu MpoBeACHUS YKCIIEPTU3bI
JIEKAPCTBEHHBIX CPEJICTB U MEAUIIMHCKUX U3ICTUHN, YTBEPKACHHBIMU TPUKA30M
Munuctpa 3apaBooxpanenus Peciyonuku Kazaxcran@r 19 Hos6ps 2009 romga Ne 736
(3apeructpupoBaH B PeecTpe rocynapcTBeHHOM petucTpaliiii HOPMAaTUBHBIX MPABOBBIX
akToB 3a Ne 5926) (nanee — [IpaBuna skcepTu3bl).

4. ]l rocy 1apCTBEHHOM PETUCTPALIMN, IEPEPETUCTPALINA U BHECEHNUS
U3MEHEHUH B pErMCTPAlMOHHOE 1OChE JIEKaPCTBEHHOI'O CPEJCTBA UM MEIULIUHCKOTO
uznenus Ha [lopraie pa3paOoTUnK WIlH, TPOU3BOJUTEND JIEKAPCTBEHHOTO CPEACTBA UIIH
MEIULUHCKOIO U3JIEUs, WIH HX-JI0BEPEHHOE JIULIO, YIIOJTHOMOYEHHOE MTOAABaTh
3asiBJICHUE, IOKYMEHThI U Mafepualibl Ha IPOBEJICHNE TOCYAapCTBEHHON PEruCTpaluy,
NEPEPEruCTPALMH U BHECEHUS, M3MEHEHNUI B PETUCTPALIMOHHOE JI0CHE JIEKAPCTBEHHOTO
CPEICTBA WM MEAULIMHCKOrPO U3/enus (1anee — 3aiBUTENb) (POPMHUPYET AIEKTPOHHOE
3asiBJI€HUE Ha PErUCTPALHIO, IEPEPETUCTPALIMIO U BHECEHHE U3MEHEHUN B
perucTpauroHHoe 1ocke. K 3asBiIeHNIO NpUIaratoTcs IEKTPOHHAs KOMHS ITATEXHOTO
JOKYMEHTA, TOATBEPKAAIOIIET0 OIJIaTy CyMMbI PEFMCTPALMOHHOTO cOopa, 3a
UCKJIFOUEHUEM OIUIATHI, COBEPLIEHHON Uepe3 MIaTEKHbIN [IUTI03 «3JIEKTPOHHOTO
IPaBUTEIHCTBAY.

5. 3asBJICHUE HA MEPEPETHCTPAIINIO, B TOM YHCIIC HA DKCIIEPTU3Y JJIS
HIepePEruCTPALINN, TIOJACTCS 10 OKOHYAHHUS JCHCTBUS PErHCTPAIIMOHHOTO
yJIOCTOBEPCHHSI.

6. 'ocynapcTBeHHas perucTpaius, NepeperucTpanns, BHECEHUE U3MEHEHHI B
PETUCTPAIOHHOE JI0ChE JIEKAPCTBEHHOTO CPEJICTBA UM MEAUIIMHCKOTO U3JIENUs B
PecnyOnmke Kazaxctan umm 06 0TKa3 B rocyAapCTBEHHON PETUCTpaLnHy,
HepeperucTpalry, BHECEHUH N3MEHEHHH B PETUCTPAIIMOHHOE JI0OChE OCYIIECTBIISETCS
COTJIACHO CTaHJapTy TOCYAapCTBEHHOM yciyTu «I ocyaapcTBEeHHas perucTparus,
HepeperucTpanns 1 BHECEHNE U3MEHEHHUI B PETUCTPALIMOHHOE JOChE JIEKAPCTBEHHOTO
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CpeACTBa, MEIUIIMHCKOTO U3JENHS», YTBEPKIECHHOTO MPpUKa30M MUHUCTpa
3[paBOOXpaHEHUs U conanbHoro pazsutus Pecnyonuku Kazaxcran ot 28 anpens 2015
rona Ne 293 (3apeructpupoBaH B PeecTpe rocy1apcTBEHHON perucTpaiuu
HOPMAaTUBHBIX IPaBOBbIX akTOB 3a Ne 11338).

Cpoxu okazaHwus rocy1apcTBeHHOM ycmyru Ha [loprane — 5 (msth) pabouunx
nHel. JleHb mojauu nakera JOKyMEHTOB 3asBUTeNieM yepe3 [lopran He BXOIUT B CPOK
OKa3aHMsI TOCYITAPCTBEHHO YCIYTH.

7. Ilpn MOIOKUTENBHOM PELIEHUH O PETUCTPALUU, IEPEPETUCTPALINN, BHECCHUN
VU3MEHEHUN B PETUCTPALIMOHHOE JOChE JIEKAPCTBEHHOI'O CPEACTBA WIM MEIULIMHCKOTO
uznenus Ha [loprane popMupyroTcs cienyronme 3J1eKTpOHHbIE TOKYMEHTHI,
HOJIMTUCaHHbIE 3JIEKTPOHHO-IIU(PPOBOI MOAMUCHIO PYKOBOAUTENS TOCYJAPCTBEHHOTO
opraHa:

1) peructpanimoHHoe y0CTOBEPEHUE, AEHETBYOLIEE HAa TeppuTOpun Pecriybnuku
Kazaxcran cormacno ¢popmam 1, 2, 3 npunoxkenus 1 k Hactosmmm [IpaBuiam;

2) 3aperucTpUpPOBAHHBIC HHCTPYKIHS (JTUCTOK-BKJIABII) IO METUIIUHCKOMY
MPUMEHEHUIO JIEKAPCTBEHHOTO CPE/ICFBA UM MEAUITMHCKOTO U3JIETUs U 001Ias
XapaKTEPUCTHKA JIEKAPCTBEHHOI'Q.CPE/ICTBA HA Ka3aXCKOM U PYCCKOM SI3bIKAX;

3) 3aperucTpupOBaHHBIS MAKETHl YIIAaKOBOK, 3TUKETOK, CTUKEPOB Ha
JIEKApCTBEHHBIE CPEACTBA, MEUIIMHCKUE U3/ENIHS HA Ka3aXCKOM U PYCCKOM SI3bIKAX.

8. IIpu oTKa3e B roCyJapCTBEHHOW PETUCTPALMH, IEPEPETUCTPALIAN WIIU
BHECEHUU M3MEHEHUH B PETUCTPAIIMOHHOE JOChE JIEKAPCTBEHHOI'O CPEICTBA WU
MeauuuHcKoro uzaenus B Pecnyonuke Kazaxcran na [lopTane popmupyercst oTkas mno
dbopme cornacHo MpUIIoKEeHUIO 2 K HacTosmuM [IpaBuiam.

9. MeauuuHCKOe U3JIeIue, COAEPIKaIlee B COCTABE WM B KAYECTBE COCTaBHOM
YacTH JIEKAPCTBEHHOE CPEICTBO, MOJICKUT IOCYIapCTBEHHON pETUCTpaIIiH,
NEPEPErUCTPALMH B KAYECTBE MEAUIIMHCKOTO U3/I€TUS IPU YCIOBUHU PETUCTPALIMH B
CTpaHe MPOU3BOAUTENS B KAUECTBE MEAUIIMHCKOTO U3IEIHSL.

10. I'ocynapcTBeHHas peructpaius oppaHHbIX JEKaPCTBEHHBIX MIPENapaToB
MPOBOJIUTCS IO YCKOPEHHOM Mpolielype MPOBEACHUS SKCIIEPTU3bI B COOTBETCTBHUHU C
[IpaBuiiamu 3KCepTU3BI U MO COTVIACOBAHUIO C 3aIBUTENEM IIPU HEJOCTATOUYHOCTHU
JAHHBIX PE3yJIbTATOB JOKIMHUYECKUX (HEKIMHUYECKHUX) U KIMHUYECKUX
UCCIIEIOBAHUM, B CIIEIYIOIINX CIydasiX:
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1) ecm ypoBeHb HAyYHBIX 3HAHUH B JICHB MOJa4YH 3aSBKU Ha TOCYIapCTBEHHYIO
PETHUCTPAIIMIO HE MO3BOJISIET cOOpaTh OoJee MOIHY0 HH(OPMAITHIO;

2) ecnu nofydeHue 0oJiee MOJHBIX JIAHHBIX MPOTHBOPEYUT OOIIECTPUHSITHIM
MPUHIIMIIAM METUIIMHCKON ITUKHU.

11. He nomyckaercs rocyjapcTBeHHasi perucTpalius JIeKapCTBEHHBIX CPEJICTB
1101 O/THUM TOPTOBBIM HAUMEHOBAaHUEM, UMEIOIMX Pa3HbId COCTaB AKTUBHBIX BELIECTB.

12. TIpu rocy1apCTBEHHOM pETUCTPALIAN JIEKAPCTBEHHOTO CPEJICTBA
OTEYECTBEHHOI'O MPOU3BOACTBA, IPEAHA3HAYEHHOTO U1l SKCIIOPTA, B PETUCTPALIMIOHHOM
YAOCTOBEPEHUHU MOTYT OBITh YKa3aHbl pa3Hbl€ TOPrOBbIC HA3BAHUS MIPU YCIOBUU
IIOATBEPKICHUS IPOU3BOIUTENEM UICHTUYHOCTH COCTaBa, TEXHOJIOITHYECKOTO
polrecca, METOA0B U METOJAMK KOHTPOJIS KA4eCTBA JIEKAPCTBEHHOTO CPEACTBA.

13. T'ocynapcTBeHHas perucTpays BOCIPOU3BEACHHOTO JIEKAPCTBEHHOTO
npernapara OCyIIECTBISETCS C BbIIauel PEeLUCTPAIMOHHOTO YAOCTOBEpEHUs, O€3 mpaBa
peanu3aluu JeKapCTBEHHOTO Mpenapara A0 HCTEUSHHs CpOKa JEHCTBUS OXPaHHOTO
JOKYMEHTa OPUTHHAILHOTO JICKaPCTBEHHOTO Tpermapara.

3asBUTENb IPU 3TOM B TUCBMEHHOM BUJE HHPOPMHUPYET O HE HAPYLICHUU MPAB
TPETHEU CTOPOHBI, 3AIIMILECHHBIX TTATEHTOM B CBA3U C PETUCTPALIMEHN JIEKAPCTBEHHOTO
npernapara.

14. B ciyude TOCTyIIeHUs] B TOCYAApCTBEHHBIN opraH HHGOpMAILIUK O
HapYyIICHUU UCKIIOYUTEIbHBIX MPaB OXPAHHOTO JOKYMEHTa Ha N300peTeHUe Uiu
HOJIE3HYIO MOJIENb B chepe oOpalieHus! IEKapCTBEHHBIX CPEACTB, MEAUIIMHCKUX
U3JIEJUI NaTeHThl HA U300pETEeHHUs, TPOMBILUIECHHBIE 00pa3Lbl U MOJE3HbIE MOEIN —
rocyJapCTBEHHBI OpraH NPHOCTAHABINBAET JEHCTBUE PETUCTPALIMOHHOTO
YZIOCTOBEPEHMS 10 MOITYUYEHHsI PE3YJIbTaTOB CyAeOHOro pa3oupareabCcTBa Ha
OCHOBAHMH CIIEAYIOMIMX JOKYMEHTOB:

1) 3asiBiIeHNE MATEHTOO0IAaTENsI OXPAHHOTO JOKyMEHTa Ha H300peTeHNE WITH
TIOJIE3HYIO MOJIEJb O (haKTe HAPYIICHUS €T0 UCKITFOYUTEIbHBIX MPaB APYTUM
3asBUTEJIEM JINOO €ro MpeCcTaBUTENs (MPU HATMYUU HOTApUAJIbHO 3aBEPEHHOMN
JIOBEPEHHOCTH);

2) HOTapHuaJIbHO 3aBEPEHHAs KOTHSI MATEHTA Ha U300PETEHHE WU TIOJIE3HYIO
MOJENb;
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3) peuienue cyaa 0 Ha3HAYEHUH Jiesia 00 ocrapuBaHuu (HapyIICHUN)
UCKITIOUNTEIBHBIX TIPaB K pa30upaTesibCTBY B CyIcOHOM 3aCeIaHuU.

[Tpu BCTymIeHHH B 3aKOHHYIO CHITY PEIICHHS CyJa O HapYIICHUN WJIH HE
HAPYIICHUU UCKITIOUYNTEIHHBIX TIPAB TPETHUMH JIUIIAMU YIIOJTHOMOYCHHBIN OpraH
OT3BIBAaET PETUCTPAIMOHHOE YJOCTOBEPEHNE WIIH BO3OOHOBIISET JICHCTBHUE
PETHCTPAIIMOHHOTO YIOCTOBEPEHHUS, B COOTBETCTBUU C [IpaBmiramu 3ampera,
MPUOCTAHOBJICHUS WM U3BATHUS U3 00paIeHUS JICKAPCTBEHHBIX CPEICTB, METUIIMHCKUX
U3JICTINH, YTBEPKICHHBIX MPUKa30M MUHUCTpPA 3paBOOXPAaHEHHUS U COITMAIIBHOTO
pasutus Pecniyonuku Kazaxcran ot 27 despains 2015 romga Ne 106 (3apeructpupoBan
B Peectpe rocynapcTBeHHOM perucTpaiii HOpMaTUBHEIXHPaBOBbIX akToB No 10670).

15. TIpu rocy1apCTBEHHOM perUCTpallul YCTAHABIMBACTCS CPOK ICHCTBUS
PETUCTPALIMOHHOTO YIOCTOBEPEHUS JJIsI JICKAPCTBEHHBIX CPEJICTB WM MEAUIIUHCKUX
U3JIEITAN - 5 JIeT.

[Tpu nepepeructpaiiy BolgaeTcsk 0ECCPOUHOE PErUCTPALIMOHHOE YA0CTOBEPEHHUE
Ha JIEKapCTBEHHBIE CPEACTBA, MPOU3BEICHHbBIE B COOTBETCTBUM C TpeboBaHusimu GMP
PecnyOnuku Kazaxcran, cTpan-pernoHoB Mex1yHapoaHOM KOH(epeHIH 110
rapMOHM3AIUHN TEXHUYECKUX FPEOOBAHNN K PETUCTPALINY JIEKAPCTBEHHBIX IIPENapaToB
uist MmeauiuHckoro npuMmeneHus (ICH).

16. B nnepuoj, JeicTBUSI pETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
CpEeACTBA WX MEIULMHCKOTO U3/IENIHNS BHOCATCS U3MEHECHUS B PETUCTPALMOHHOE J1I0CHE.

17. BHOCUMBIEC H3MECHEHUS HE JOJDKHBI CHUKAaTb 0e301aCHOCTh M KaUeCTBO
JICKAPCTBCHHOT'O CPCACTBA NN MCAUIIUHCKOI'O U3ACIINA.

18. IIpu BHECEHMU U3MEHEHHI B PErUCTPALIMOHHOE 10ChE PETUCTPALMOHHOE
yA0CTOBEPEHHE (POPMUPYETCS O] MPEKHUM HOMEPOM C YKA3aHUEM J1aThl BBECHUS
WU3MEHEHHUs, 1aThl BBIJAYU U CPOKa IEUCTBUS PETUCTPALIMOHHOIO YAOCTOBEPEHUS Ha
OCTaTOYHBIN CPOK JENCTBUA I'OCYAAPCTBEHHOM PErUCTpallUy, B ClIy4yae HAIUYUSA
0eccpOYHOro PerucTpPalOHHOIO yI0CTOBEPEHHS — O] IPEKHUM HOMEPOM C
yKa3aHUEM JaThl BHECEHHBIX U3MEHEHUH U 1a4M BblJaul OECCPOYHOrO YAOCTOBEPEHUSI.

19. Uudopmartius o JIEKapCTBEHHOM CPEJICTBE WIIM MEAUITMHCKOM U3JICTUH,
MOJAHHBIX HAa TOCYIAPCTBEHHYIO PETUCTPAIUIO, IEPEPETrUCTPAIMIO WIIH BHECEHUE
W3MEHEHUM B PETUCTPAIIMOHHOE JIOChE SBIISICTCS KOHPUACHITUATLHOM.
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Jluna, nmeronue A10CTyn K KOH(UIESHITMATLHON HHPOPMAaIIUK, OTHOCSIIEHCS K
MPOLEYyPE TOCYIAPCTBEHHON PETUCTPALINY, IEPEPETUCTPALIMN U BHECCHUSI N3MEHEHUI
B PETUCTPALMOHHOE JIOCHE JIEKAPCTBEHHOI'O CPEJICTBA UM MEAULUHCKOTO U3JIEIIHS,
BCJICAICTBUE 3aHUMAEMOM JOJIKHOCTH, TTOJIOKEHUS UM BBITTOJTHEHUS 003aTEIbCTB
COXPAHSIOT U MPUHUMAIOT MEPBI K €€ OXpaHe.

20. ITocne mpoueayp nepeperucTpali 1 BHECEHUSI U3MEHEHUN B
PETUCTPALMOHHOE JOChE B TEYEHUE BOCBMU HEENb JOMYCKAETCS MPOU3BOICTBO
JIEKApCTBEHHOTO CPEJICTBA WJIM MEIUIIMHCKOTO U3/IETUs B COOTBETCTBUU C MPEKHUM
PETUCTPAIMOHHBIM JOChHE.

21. B ciyuae nepeperucTpanuy Uil BHECEHUS MBMEHEHNN B PETUCTPALIMOHHOE
JIOChE TOJIBKO M0 MApKUPOBKE U I10 YIIAKOBKE JIEKAPCTBEHHOIO CPEICTBA NN
MEIULIUHCKOTO U3ENHS AOIYCKAETCs BBO3 B paHEe 3aPErMCTPUPOBAHHOMN YIIAKOBKE Ha
CPOK 0 IIECTH MECSLEB MOCIIE IEPEPETUCTPALIMM NI BHECEHUS U3MEHEHNH B
PETUCTPALIMOHHOE A0ChE, IPOU3BEICHHBIE 10 IIEPEPETUCTPALNH WIIN BHECEHUS
WU3MEHEHNW U OJTHOBPEMEHHAs PeaIN3aLls JIEKAPCTBEHHOTO CPEACTBA, MEAULIMHCKOTO
U3JIeNIMs B paHEEe U BO BHOBb 3apericTpUPOBAHHOMN YIIAKOBKE O OKOHYAHMS CPOKa
TOJTHOCTH JIEKAPCTBEHHOI'O CPEACTBA, MENUIIMHCKOTO U3ENIHSL.

22. B cniyyae BHECEHUA,U3MEHEHUI B MHCTPYKIIMIO 110 MEIULIIMHCKOMY
IPUMEHEHUIO JIEKAPCTBEHHOT O CPEICTBA, MEIULIMHCKOTO U3AENINS (JTUCTOK-BKJIAbII) U
OOLIYIO0 XapaKTepUCTHUKY JIEKAPCTBEHHOI'O CPEJCTBA, HE KacaloLUXcsl 0€30I1aCHOCTH,
KayecTBa U 3((HEKTUBHOCTH OCYIIECTBIISIETCS BBO3 U Pealin3alis JIeKapCTBEHHOTO
CPEeACTBA, MEAULIMHCKOIO U3ENINS C PAHEE 3apErUCTPUPOBAHHON UHCTPYKLIMEN 110
MEIUIUHCKOMY IPUMEHEHMIO JI0 IIECTH MECSLIEB MIOCIIE BHECEHNSI U3BMEHEHUH 1
OJIHOBPEMEHHAs peanu3anus JEKapCTBEHHOIO CPEACTBA, MEAULIMHCKOTO U3IEIus C
HOBOW U paHee 3aperuCTPUPOBAHHON MHCTPYKLHUEN IO MEIULIUHCKOMY IIPUMEHEHHUIO 10
OKOHYaHUs CPOKa TOJHOCTH JIEKAPCTBEHHOI'O CPEICTBA, MEAUIMHCKOIO U3IEIIHS.

[Ipu 3TOM nEpKaTENb PETUCTPALMOHHOTO YIOCTOBEPEHHS TOBOIUT HH(POPMAIHIO
0 BHECEHHBIX UBMEHEHUSX, COAEPIKAIINXCS BO BHOBb 3aPETUCTPUPOBAHHOM
MHCTPYKIMH MO MEAULIMHCKOMY IPUMEHEHUIO (JIMCTKE-BKJIABIIIE) U OOLIYIO
XapaKTEepUCTUKY JEKapCTBEHHOTO CPECTBA, IO BCEX CYObEKTOB (hapMalieBTHUECKOIro
PBIHKA U MEAUIIUHCKUX OpraHU3aIui.
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23. JIekapCTBEHHBIE CPEACTBA, BBE3EHHBIEC U ITPOU3BEACHHBIE HA TEPPUTOPUU
Pecny6ku Kazaxcran 1o ucteueHus: cpoka JAeMCTBUS peTUCTPALIMOHHOTO
YAOCTOBEPEHMS, XPAHATCS U PEAIU3YIOTCS 10 UCTEUYEHHUSI CPOKA TOJHOCTH.

MenumnuHCcKkre U3Ieus, BBE3EHHBIC U MPOU3BEICHHBIE HA TEPPUTOPUHU
Pecniy6nmku Kazaxcran 10 ucTedeHus cpoka JeHCTBHUS PErHCTPAIIHOHHOTO
yIOCTOBEPEHHUS, PUMEHSIFOTCS, OOPAIIafOTCs M KCIUTYaTUPYIOTCS Ha TEPPUTOPUN
Pecny6nuku Kazaxcran 6e3 orpaHuyYeHUs WIH 10 UICTEUCHUS CPOKA TOHOCTH
(9KCILTyaTaIun).

24. Ha 3apeructpupoBaHHBIC JICKAPCTBEHHBIC CPEICTBA I MEIUITUHCKUE
U3JICITUS TIPOBOUTCS TIEPUOUICCKAsT OTICHKA COOTHOMICHIS TI0JTh3a/pUCK HA
OCHOBAaHHH PE3yJIbTAaTOB (hapMaKOHaA30pa Ha JIEKAPCTBEHHBIE CPECTBA U
MOHUTOPHUHTa 0€30MaCHOCTH, KauecTBa U 3 (DEKTUBHOCTH MEIUIIMHCKUX U3JICTUH.

25. JleiicTBUE pETUCTPALIMOHHOTO YAOCTOBEPEHUS MOKET OBITh IPUOCTAHOBIIEHO
WM OTO3BAHO I10 PELICHUIO N'OCYJapCTBEHHOIO OpraHa B CIEAYIOIIUX CIIydasiX:

1) HEBBINOJIHEHUH EPKATEILEM PErUCTPALIMOHHOTO YOCTOBEPEHUS
0053aTeNbCTB MO (PapMaKoHA30PY JIEKAPCTBEHHOIO Mpenapara, o MOHUTOPUHTY
0€30macHOCTH, KauecTBa U FIPPEKTUBHOCTU METUIIUHCKOTO U3CIIHS;

2) BBISIBICHUU B MOCTPETUCTPALIMOHHBIN MTEPUOJ HEAOCTOBEPHBIX JaHHBIX B
PETUCTPALIMOHHOM JOChE;

3) Ha ocHOBaHMH UH(POPMAIIUU (3aAKITIOUYECHHS, OTYETa) 00 U3MEHEHUSIX B OIICHKE
COOTHOILEHHUS MOJIb3a-PUCK JIEKAPCTBEHHOTO CPEJACTBA, U3AENUSI MEAULUHCKOTO
Ha3HAYCHUS U MEAULUHCKOW TEXHUKH, PEKOMEHIALUN SKCIEPTHOM OpTraHU3aliu;

4) o oOpalIeHHIO 3asIBUTEIIS,
5) o peuieHuo (ONpPeAEICHHIO) Cyaa.

26. ITocne 3aBepHieHus MPOLETYPhI TOCYIapCTBEHHON PETUCTPALUH,
MepEepPErucTpaIuy JEKAPCTBEHHOI'O CPEACTBA I MEIULIMHCKOTO U3JIETUS SKCIIepTHAs
opraHuzanus GopMHUPYET FJIECKTPOHHBIN apXUBHBIN HK3EMILISAP PETUCTPALIMOHHOTO
JI0OChE, BKJIFOYAIOIIHHI:

QJICKTPOHHOC PCTUCTPAINNOHHOC N0CHC 3asABUTCILA,

QJICKTPOHHYIO KOIINIO PCTUCTPAIMOHHOI'O YAOCTOBCPCHUA,
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AIIEKTPOHHOE 3aKJIIOUCHNE HAaYaIbHOW IKCTIEPTU3BHI (BaTHIAIIHS
PETUCTPAIMOHHOTO JIOChE);

CBOJHBIN 3JIEKTPOHHBIN OTYET CIIEHUAIU3UPOBAHHON AKCIEPTU3BI;
AJIEKTPOHHBIN MPOTOKOJI UCTIBITATEIbHON 1ab0paTopuu;

3apEruCTPUPOBAHHYIO IEKTPOHHYIO HHCTPYKIIUIO MO MEAUIIMHCKOMY

IMPUMCHCHUIO JICKAPCTBCHHOT'O CPCACTBA (JII/ICTOK—BKJIaI[BIIH) 1 MCOANTTHMHCKOT'O U3ACINA

¥ OOIIYI0 XapaKTepUCTUKA JIEKAPCTBEHHOTO CPEJICTBA;

AJIEKTPOHHBIN HOPMATUBHBIN JOKYMEHT 110 KOHTPOJIIO KauecTBa U O€30MacHOCTH

JICKAPCTBCHHOI'O CPpCACTBA,

3apECruCTPpUPOBAHHBIC SJICKTPOHHBIC MAKCTLLYIIAKOBOK, 9TUKCETOK, CTUKCPOB,

QJICKTPOHHBIC MAaTCpHAJIbI 10 IICPEITHUCKE C 3aIBUTCIICM.

DKCHepTHAsE OpTaHU3aIusl OCYIISCTRIASCT XpaHEHNUE DICKTPOHHOTO
PETUCTPAIMOHHOTO JJOChE B apXUBE C COOIMI0ICHUEM TpeOOBaHMIA
KOH(HICHIINATLHOCTH.

27. Bo Bpems AeCTBUS PEFUCTPAIIMOHHOTO YIOCTOBEPEHUS AIEKTPOHHOE

PErucCTpanrOHHOC JOCHC, HAXOAANICCCS B apXUBEC, JOIIOJIHACTCS KOIMUAMU pCH_IﬁHI/If/'I (0)

BHECCHUHU M3MECHCHM I CO BCEMU IIPUIIOKCHHBIMU JOKYMCHTAMH 3a4BUTCIIAA, OTUCTAaMU O

0e30macHOCTU U YPHEKTUBHOCTH.
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[Ipunoxenue 1

K [IpaBriiam rocy 1apcTBEHHOM pErUCTpaLInH,

MEPEPETUCTPAIIMN U BHECECHUS NU3MEHECHUH B

PETUCTPAIMOHHOC JOCHC JICKAPCTBCHHOI'O CPCACTBA,

MCIAULIMHCKOI'O U3ACIUA

I'epo
PecnyOoimkun Kazaxcran
MunucrepcTBo 31paBooxpanennsi Pecnyoiuku Kazaxcran

PerucrpaumnonHoe y1oCroBepenne
PK-JIC ~Ne

®opma 1

B cootBercTBuu ¢ Kogexcom Pecriyomuku Kazaxcran «O 310poBbe Hapoja u

CUCTEME 3IpaBOOXPAHCHU ) HACTOAIIES YAOCTOBEPCHUC BLIAAHO!

1. HaumenoBanue aepxaresns
PETUCTPAIIIOHHOTO YAOCTOBEPECHUS

2. CTpaHa JACpiKaTeisl pETUCTPALIMOHHOI'O Y 1O0CTOBEPCHUS

B TOM, 4TO JICKAPCTBCHHOC CPCACTBO 3aPCTUCTPHUPOBAHO U PA3PCUICHO K

IPUMEHEHUIO B METUTIMHCKON MTpakTUKe Ha Tepputopuu Pecnybnuku Kazaxcran

HNudopmanus o 3aperucTpupoBaAaHHOM JIEKAPCTBEHHOM CPeEACTBE

3. ToproBoe HaMMEHOBaHHE IperapaTa

JUi1s OTe4eCTBEHHBIX IPOU3BOUTENICH TOProBOE HAUMEHOBAHUE IS IKCIIOpTa
5. MextyHapoJHOE HEMaTeHTOBAHHOE Ha3BaHUE (TIPY HAJTUYHH)
6. JlexapcTBeHHas Gpopma
7. Jlo3upoBka
8. ®dacoBka
9. Kon ATX
10. CocTraB aKTHBHBIX BEIIECTB
11. Cpok xpaHeHHs
12. Iopsinok ormycka (1o peuenty, 6e3 perernTa)

HNudopmanus o npou3BoauTeIe JIEKAPCTBEHHOI0 CPeICTBA

Ne Tun opranu3anuy WM y9acTOK MPOU3BOICTBA HanmenoBanue oprannzanuu Crpana
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1. IIpousBoauTens
2. YnakoBImuk
JlaTa rocyJapCTBEHHOU peructpanuu (MepeperucTpanum) « _ ». 20
roaa Ne pelIeHHUS.
JIeUCTBUTENBHO 10 « » 20 roja win «beccpouno» (HyxkHOE
yKa3arhb).
JlaTa BHECEHUS U3MEHEHHUN « » 20 roxa Ne peLIeHUs.

damMunus, UMs, OTYECTBO (MIPU €r0 HATUYUH ) PYKOBOJUTENSI TOCYIaPCTBEHHOTO
opraHa (Ujau yIOJHOMOYEHHOE JIUIIO)

®opma 2

I'ep6 Pecnyboamkn-Kazaxcran
MunucTepcTBO 3ApaBooxpaHeHus Pecnyoimku Kaszaxcran

PerucrpannoHHoe yaocToBepeHne
PK-(UMH/MT) - Ne

B cootBercTBunt c'Kogexeom Pecniybnuku Kazaxcran «O 310poBbe Hapoja u
CUCTEME 3PaBOOXPAHEHUD HACTOSIIEE PETUCTPALMOHHOE YA0CTOBEPEHHUE BBIIAHO:

Wudopmarus Haumenosanne

IIpoussBoanTens, crpana -

HpOHSBOZ[CTBCHHaH IIomaika, crpaHa -

YNoJIHOMOYEHHBIN NpeACTaBUTEIIb IIPOU3BOAUTEIIA -

B TOM, 4TO

(HaMMEHOBaHUE MEUITMHCKOTO U3]IEIIs )

(knmacc 6€30MacHOCTH B 3aBUCUMOCTH OT MOTEHIIHAIBHOTO PUCKA TPUMECHEHHMS)
3aperucTpUPOBaHA/O U Pa3peIIeHa/0 K IPUMEHEHHUIO B MEIMIIMHCKOM NPaKTHKE Ha
Teppuropuu PecriyOnuku Kazaxcran.

ITepedeHb pacxoaHBIX MATEPUAIOB U KOMIUIEKTYIOIIUX K MEIUITUHCKOMY
U3JICJIUIO B TIPUJIOKEHUH K JAHHOMY PETHCTPALIMOHHOMY YIOCTOBEPEHHUIO COTJIACHO
¢dopme 3 (ykazaTh KOJTHMYECTBO JIHICTOB).

JlaTa rocyJapCTBEHHOM perucrpanuu (mepeperucTpaiun).

« _» 20 roga No pemeHus.
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Pecry6inkn Kasaxcran B 9JI€KTPOHHOM BHJIE Tlata cxaunpanis 5 6:0 4:202 4
JIEUCTBUTENBHO J0 « » 20 rona unu «beccpouno» (HyxHoe
yKa3aTh).
JlaTa BHECEHUSI U3BMEHEHUM « » 20 roga Ne pelieHust

®amMunus, UMsi, OTYECTBO (IIPU €0 HATUYUH ) PYKOBOJUTENSI TOCYIaPCTBEHHOTO

oprasa (Wiv yIOJIHOMOYEHHOE JIUILIO)

[Ipumeuanue: B ciiydyae BbIJJaYM PETUCTPALIMOHHOTO YIOCTOBEPEHUS Ha U3/eIIne

MEeIHUIMHCKOro Ha3HaueHus ykaspiBaetcss PK-MIMH - No.

B CJIydac BblJIa4U PCTUCTPALNMOHHOI'O YAOCTOBCPCHUA Ha MCAUIIMHCKYIO TCXHUKY

ykaszbpiBaercss PK-MT - Ne.

®opma 3
Munucrepcrso 3apaBooxpadenusi Pecnyosiuku Kazaxcran
IIpuioxenue Kk peructpanuoHaomy yaocropepennio PK-UMH/MT Ne

HepequL pacxoaHbIx"MaTepPHUaJI0B U KOMIUVICKTYIOIIUX
K ME/IMIINHCKOMY HU31€JINI0

No
/1

HanmeHnoBanue pacxogHbIX, MATEPHAIIOB U KOMIUIEKTYIOIINX K MEIUITTHCKOMY Mo- IIpousBoauTens (H3roTOBH- Crpa-
H3IEIHUIO §i ()13 TeJb) Ha

Eall el B

Damunust, UMs, 0TYECTBO (TIPU €r0 HAJTMYNH) PYKOBOIUTEINS TOCYAAPCTBEHHOTO

opraHa (WM YHOJIHOMOYCHHOE JIUIIO)

«

» 20 rojga
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[Ipunoxenue 2
K [IpaBriiam rocy 1apcTBEHHOM pErUCTpaLInH,
NIEPEPETUCTPALIMN U BHECEHUSI U3BMEHEHNH B
PErUCTPALMOHHOE 10ChE JIEKAPCTBEHHOT'O CPENICTBA,
MEIULIUHCKOTO U3IETUS

Pemenue 00 oTkaze
B rOCyJIapCTBEHHOI perncTrpaunuu, nepeperucTpaunu Ui BHECEHNH U3MeHEeHU B
PerucTpaniOHHOE 10Che JIEKAPCTBEHHBIX CPEeICTB, MEeIUIIMHCKUX U3/1eJIUil B
Pecnybinke Ka3zaxcran

Howmep 3asBnenus

Jlara 3asBIICHUS

3asBUTEITH

Homep pemrenns 06 oTkase

Jlara pemienust 00 oTkaze

HAaNMCHOBaHHE TOCYIaPCTBEHHOTO OpraHa

yBenomiseT Bac 00 oTkase B perucTpaiuu, nepeperucTpalii Hik BHECEHUH U3MEHEHUH B PErUCTPALMOHHOE 0Che U MEULIMHCKOM IpUMe-
HEHUH JICKAPCTBEHHOTO CPEJICTBA/MEIUIIMHCKOIO N3CNs (HYKHOE IOAYEPKHYTh) Ha Tepputopun Pecnyonuku Kazaxcran.

ITpnunnHa oTkaza:

®damunusi, UM, 0TYECTBO (TIPH €FQ HaMYH|K) PYKOBOINTENS TOCYIapCTBEHHOTO OpraHa (M yIOoJIHOMOUYEHHOTO JIUIA)
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