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O BHECEHHM H3MCHEHMH B MpHKa3 MUHUCTpa 3ApaBOOXPAHECHAA M COMUAILHOIO
pa3BuTui Pecrry6mixu Kasaxcran ot 27 dgespang 2015 roga Ne 106 "O6 yrBepxxaeHun
IIpaBwi 3ampeTa, NPHOCTAHOBIICHNA, U3BATHA WIX OTPAHWICHUA W3 OOpameHus
JICKapCTBEHHBIX CPEACTB, W3/IEIIMii MEIUI[MHCKOTO HA3HAYCHUS U MEIAIMHCKOM
TEXHUKH"

YrparuBmmii caTy

[Ipuka3 u.o. Munuctpa 3apaBooxpanenust Pecnyonuku Kazaxcran ot 16 anpens 2019
rona No KP JICM-41. 3apeructpupoBan B MuHuctepcTBe toctuiiuu Pecnyomuku
Kazaxcran 19 anpensa 2019 roga Ne 18561. Yrparun cuny npukasom u.0. Munucrtpa
3npaBooxpaneHus PecmyOmmku Kazaxcran ot 24 gexadps 2020 roma Ne KP JICM-322/
2020.

CHocka. YTpatun cuily npukazom u.0. Munuctpa 3apaBooxpanenus PK ot
24.12.2020 Ne KP JACM-322/2020 (BBOAMTCSA B ACHCTBHE IO MCTEUYCHHH JIECATU
KaJICHJIApHBIX JIHEH Mociie THS €ro NePBOTro 0(QUIIMATIBHOTO OMYOIUKOBAHUS).

B cootBetrcTBUU ¢ mynkToM 2 ctathu 84 Konmekca PecnyOnuku Kazaxcran ot 18
centsa6ps 2009 roma "O 3m0poBbe Hapoja U CHCTEME 3JpaBooXpaHeHUs"
ITPUKA3BIBAIO:

1. BHectn B mpuka3 MuHHCTpa 3ApaBOOXPAHEHUS U COLUAIBHOIO Pa3BUTHUSA
Pecrrybnuku Kazaxcran ot 27 ¢espains 2015 roga Ne 106 "O6 yrepxaenun [IpaBun
3ampera, MNPUOCTAHOBJICHUS, HU3BATUS WJIM OTPAHUYECHUS U3 OOpalieHus
JIEKAPCTBEHHBIX CPEJACTB, W3ACIUNA MEIUIIMHCKOTO HA3HAYEHUS U MEIUIMHCKOU
TeXHUKU'" (3aperucTpupoBaH B PeecTpe rocy1apcTBEeHHON perucTpalui HOPMaTUBHBIX
npaBoBbix akToB mox Ne 10670, omyOmukoBan 17 ampens 2015 roma B
MH()OPMAIIMOHHO-TIPABOBOM cucTeMe "OiIeT") Caeayrone n3MEeHECHHUS:

3aroJI0BOK M3JIOKHUTH B CIICIYIONIECH pelaKIuu:

"O6 ytBepxkaeHun [IpaBuna MPUOCTAHOBJICHUS, 3alpeTa WM HU3IBATHSI U3
oOparieHus 1100 orpaHUYCHUS] TPUMEHEHUS JIEKAPCTBEHHBIX CPEACTB U METUIIMHCKHUX
u3nenuii.";

MYHKT | W3JI0KUTH B CIEAYIOLIEH pelaKIUu:

"1. YTBepaute npuiiaraemele [IpaBuia npuoCTaHOBICHHUS, 3aIIPETA UIIA U3bIATUS U3
oOparieHus 1100 OrpaHUYCHUS TPUMEHEHUS JIEKAPCTBEHHBIX CPEACTB U METUITUMHCKHIX
n3nenuii.";

[IpaBuna 3ampeta, MPUOCTAHOBIICHHS], U3BSITUS WM OTPAHUYCHUS U3 OOpaIeHUS
JIEKAPCTBEHHBIX CPEACTB, M3AECIUNA MEIHUIMHCKOIO HA3HAYEHUS U MEIUIUHCKOU



TEXHUKH, YTBEPKICHHBIC YKA3aHHBIM IIPUKA30M, WM3JI0KUTh B HOBOM peEAaKIuu
COTJIACHO MPUJIOKEHUIO, K HACTOSIIEMY MPUKA3Y.

2. Komurery dhapmanuu MunuctepcTa 3apaBooxpanenus Pecyonmmku Kazaxcran

B YCTaHOBJIEHHOM 3akoHoJaTenbcTBOM Pecny0nuku Kazaxcran nopsiake o0ecrneunTs:
1) rocyaapCTBEHHYIO0 PErMCTpalyi0 HACTOSLIEro Ipuka3za B MuHucTepcTBe
toctuniuu Pecry6onuku Kazaxcran;

2) B TeUEHUE ACCATU KAICHAAPHBIX JTHEH CO JHS rOCyAapCTBEHHOM perucTpanuu
HACTOSIIETO MpHKa3a HAIPaBJICHUE €ro KOMUU B OYMa)KHOM M 3JIEKTPOHHOM BHUJIE HA
Ka3aXCKOM M PYCCKOM si3bIKax B PecnyOnuKkaHCKOe rocy1apCTBEHHOE PEANpUsiTUE Ha
npaBe XO3SUCTBEHHOTro BeleHUsA "WHCTUTYT 3aKOHOJATEIbCTBA M IMPaBOBOU
unopmanmu Pecnyonuku Kazaxcran" MunuctepcTBa toctuiiuu PecnyOnnku
Kazaxcrtan anga oduuuanbHOro OmyOJWKOBaHUS W BKJIIOUEHHUS B OTaJIOHHBIN
KOHTPOJIbHBIN 0aHK HOPMATUBHBIX MPABOBBIX akTOB PecnyOnuku Kazaxcran;

3) pa3menieHrne HACTOSIIErO MpUKaza Ha MHTEpHET-pecypce MuHucrepcrna
3npaBooxpaHeHus Pecryonuku Kazaxcran nmocie ero opuuuaibHOTO Oy OIMKOBAHUS;

4) B TeueHUe NeciATU pabOUYUX JHEW MOCIe TOCYIapCTBEHHOW PErucTpanuu
HACTOSIIIETO MpHKaza MpeicTaBieHue B JlemapraMeHT OpUANYECKON CIIyKOBbI
MunucrepcTBa 3apaBooxpaHeHust Pecnyonuku Kazaxcran cBeieHuil 00 UCIIOTHEHUU
MEPOMIPUATUI, TPEAYCMOTPEHHBIX MOAMYHKTaMH 1), 2) 1 3) HACTOSIIIETO MyHKTA.

3. KoHTpOJIb 32 HCIIOJHEHUEM HACTOAILIETO MTPUKa3a BO3JI0KUTh Ha KypHUPYIOIIETO
BUIIE-MUHHCTpA 3ApaBooxpanenus PecryOnmku KazaxcraH.

4. Hacrodmuii npuka3 BBOAUTCS B JE€UCTBUE 110 UCTEYEHUU JIECSITH KaJeHAAPHBIX

JTHEH TOCJIe AHS €ro MepBoro oPuIMaIbHOro OMyOJIMKOBAHMUS.
[Ipunoxxenne K nmpukazy
MuHHCTpa 37paBOOXPaHEHHS
Pecny6nmkn Kazaxcran
ot 16 ampens 2019 roma
Ne KP ICM-41
YTBepKIEHbI
npukazoM Munucrpa
3/[paBOOXPaHEHUS
U COLMAJIBHOTO Pa3BUTHUSA
Pecny6onmku Kazaxcran
ot 27 despams 2015 roga Ne 106

IIpaBria OprOCTAHOBIECHNU, 3alIPETa WM U3BATHA U3 00pameHus 160
OrpaHMYeHHS IPUMEHEHHUA JIEKAPCTBEHHBIX CPEICTB U MEIUIIMHCKUX W3S

I'masa 1. O0mue mosoxeHus

1. HaCTOHH_II/IC HpaBI/IJ'Ia MMPUOCTAHOBJICHUS, 3alIPCTa UJIH UIBATUA U3 06paIHeHI/I$I
00 OIrpaHUYCHUA IIPUMCHCHUS JICKAPCTBCHHBIX CPCACTB U MCIAUIMHCKUX I/ISI[GJ'II/Iﬁ (



nanee — [IpaBuia) onpeaenstoT NOpsIAOK MPUOCTAHOBIICHUS, 3alIPETa WIH U3BITUS U3
oOpaiieHust MO0 OrpaHUYCHUSI MPUMEHEHUS JICKAPCTBEHHBIX CPEJCTB U MEIUITMHCKUX
17631 (1117178

2. YHOJHOMOYEHHBI OpraH B 00JacTu 3JpaBooXpaHeHUs (panee —
YIOJHOMOYEHHBI OpraH) B COOTBETCTBMM ¢ NyHKTOM | crtatbu 84 Kopekca
Pecnyonuku Kazaxcrtan ot 18 centsops 2009 rona "O 310poBbe Hapoga U CUCTEME
3apaBooxpaHenus” (nanee - Kojaekc) npuHUMaeT pelieHne O MPUOCTAHOBICHUU WU
3ampeTe NPUMEHEHUs, pean3aluy WK TPOU3BOJACTBA JIEKAPCTBEHHBIX CPEACTB U
MEIUIIMHCKUX HU3JENIUMi, a TakKe 00 U3BATUM U3 OOpalleHHs WU OTPAHUYCHHUU
NPUMEHEHHUS B CIydasiX:

1) HECOOTBETCTBUS JIEKAPCTBEHHBIX CPEJACTB U MEIMIIMHCKUX H3ACIUN
TpeboBaHMIM 3aKOHOATENhCTBA PecmyOnmku Ka3zaxcran B o6actu 34paBoOXpaHCHUS
5

2) BBISIBJICHUS HEXKEIIATEIbHBIX PEAKIIUH JIEKAPCTBEHHBIX CPEJICTB, OMACHBIX IS
310POBbs YEJIOBEKA, HE YKA3aHHBIX B MHCTPYKIMU [0 MEAUIMHCKOMY IPUMEHEHUIO
JIEKAPCTBEHHOI'O CPEJICTBA, UJIW MOBBIIICHUS YACTOTHI BBISIBIICHUS CITy4aeB CEPbE3HBIX
HEXKEJIATEIBHBIX PEAKLNN, YKA3aHHBIX B UHCTPYKIUU, UM HU3KON TEPaIeBTUUYECKOU
3 pekTuBHOCTU (OTCYTCTBHE TepameBTUUEeCKOro »3¢dekra), HIM HaIU4Yud
uHGOPMAITIHU O IPUOCTAHOBJIICHUH | (UJTH) OT3BIBE €T0 C PHIHKA IPYTUX CTPAH B CBSA3HU
C BBISIBICHUEM CEPbE3HBIX HEXKeNaTeIbHBIX peakuid ¢ HeOIaronpusaTHBIM
COOTHOIIIEHHEM '"TI0NIb3a-pHCK";

3) oOHapy»XeHHUsI B MpoIlecCe MPUMEHEHUS] MEIUIIMHCKUX U3JeNuil AedeKTOB
KOHCTPYKIIMH, IPUHIIUNA JEHCTBUS, MPOU3BOACTBEHHOTO UCIIOJHEHHUS, BIUAIONIUX Ha
0€30MacHOCTh UX TPUMEHEHUS;

4) HapylIeHus! YTBEPKJICHHOTO MpoIecca MPOU3BOJICTBA JICKAPCTBEHHBIX CPEICTB
U MEIMITMHCKUX W3JCIIHH, BIUSIONIET0 Ha 0€301acHOCTh, Ka4eCTBO M d(h(PEKTHBHOCTD
UX TIPUMEHEHHUS;

5) HaIM4YKs JAHHBIX O HAHECEHUU Bpe/a 3/I0POBBIO MAlMEHTa UK MOTPEOUTENs B
CBSI3U C IPUMEHEHUEM JIEKAPCTBEHHBIX CPEJICTB U MEAULMHCKUX U3ETUN;

6) MoJy4eHHUs] JaHHBIX O HEJAOCTATOYHOCTH HAYUYHO-TEXHUYECKOrO YPOBHS
TEXHOJIOTUU TPOU3BOJCTBA M KOHTPOJIA KauecTBa, OOECIEUMBAIONIUX CHIDKCHUE
YPOBHS 0€30MaCHOCTH TPUMEHEHHUS JIEKAPCTBEHHBIX CPEJICTB U METUIIMHCKUX U3CTUI
5

7) oOparieHus AepKaTensi peruCTPALMOHHOTO YAOCTOBEPEHUS O MPUOCTAHOBICHUH
, 00 OT3BIBE PETrHMCTPAIIMOHHOTO YJIOCTOBEPEHUS WU M3BIATHU M3 oOpaimeHus ITubo
OTpaHUYCHHUH NPUMEHEHHUS JIEKAPCTBEHHOT'O CPEICTBA U MEAULIMHCKOTO U3EIIHS;

8) HECOOTBETCTBUS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHUAM HAJICKALIUX

dapmaneBTuueckux mnpakTuk PecnyOnuku Kazaxcran u (wnm) EBpasuiickoro



SKOHOMHYECKOTO CO03a, BBISBICHHOTO M0 pe3ysibTaTaMm ¢apMareBTHIeCKOn
WHCTIEKIIHH,

9) HeBBIMONHEHMSI 0053aTEIBCTB MO (apMakOHAA30py JepiKaTeaeM
PETHCTPAIMOHHOTO YJOCTOBEPEHUS JIEKAPCTBEHHOTO CPEACTBA U MPOU3BOAMUTEIEM
MEIUITUHCKOTO U3CIIAS TI0 MOHUTOPHHTY 0€30TacCHOCTH, KauecTBa U 3(h(PEKTUBHOCTH
MEIUIIMHCKHUX U3ICITUH.

I'nmaBa 2. Ilopsamox OpHOCTAHOBIICHHS, 3aIIpeTa WIM U3bATHA U3 0OpameHns
00 OrpaHMYEHNA IPUMEHEHHA JIEKAPCTBEHHBIX CPEJICTB H MEIUIIMHCKHAX
1631 (S 1171

3. Ilpu Hanuuuu cBeICHUM U (WJIK) BBISIBICHUU OOCTOSITENLCTB, MPEIYCMOTPEHHBIX
NYHKTOM 2 Hactoamux [IpaBui, ymoJTHOMOYEHHBI OpraH B TEYEHHE TpeEX
KaJICHJAPHBIX JHEW CO JHS TMOCTYIUIEHUS HH(OpMalUM TPUHUMAET PEIICHUE O
IPUOCTAHOBJIICHUN TMPUMEHEHUs (CEpUU W/WIU TapTHH) JIEKAPCTBEHHBIX CPEJCTB U
MEIUIIMHCKUX W3JCIUMN, 3ampere NMPUMEHEHUs WIM U3bSITUU U3 OOpalleHus, Ju0o
OTpaHMYCHUU (CepUM W/WUIW TAPTUHM) TPUMEHEHHUS JEKapCTBEHHBIX CPEICTB U
MEUIMHCKUX U3ICIIUM.

4. YOMTHOMOYEHHBIA OPraH B T€UYEHHE OJHOTO KAJIEHIAPHOIO JIHS CO JHS
NPUHSTHUS PEIICHUs, IPEAYCMOTPEHHOTO MyHKTOM 3 HacTosimux [IpaBui, u3semaer 00
3TOM B NHUCBMEHHOW (TIPOU3BOJBHOM) (hopMe TeppuUTOpHAIbHBIE MOAPA3IACICHUS
YIOJHOMOYEHHOTO OpraHa (Jiajee - TeppUTOpUaTIbHBIE MOpa3IeieHus1), Blaaeabla
PETUCTPAIMOHHOTO YIOCTOBEPEHUS JICKAPCTBEHHBIX CPEJICTB U MEIUIIMHCKUX U3JIETUN
¥ TOCYJJaPCTBEHHYIO SKCIEPTHYIO OpraHU3anuio B chepe oOparieHus JeKapCTBEHHBIX
CPEACTB U MEIUIIMHCKUX W3JCIIUN (J1aee - SKCIepTHasi OpraHu3aius).

5. DKcrniepTHasi OpraHu3aius B Cay4dasiX, yKa3aHHbIX B MOANYHKTaxX 1), 2), 3) u 5)
nyHKTa 2 HactoAmux [IpaBun B TedeHnE NBYX KaJIEHIAPHBIX THEU MOCIIE MOCTYIICHUS
U3BEIICHUS MPEJOCTABISCT B TEPPUTOPUATILHBIE TOAPA3EICHUSI pacueTbl 00bEMOB
00pa3IoB JIEKaPCTBEHHBIX CPEJCTB U MEIUIMHCKUX H3ICIUI, HEOOXOIUMbIE IS
MPOBEJICHUS SKCIIEPTU3bI, B TOM YHUCJIE JIAOOPATOPHBIX UCTIBITAHUN.

Bce pacxonpl, cBsi3aHHBIE C MPOBEACHUEM JKCIEPTHU3bl U3BATHIX 00pa3IOB
JIEKApCTBEHHOTO CPEACTBA U MEIMUIIMHCKOTO U3JCNHsS, B TOM UYHCIE Ja0OpaTOPHBIX
UCTIBITAHUW, HECET MPOU3BOJUTEDL JIEKAPCTBEHHOTO CPEICTBA U MEIUIIMHCKOTO
U3JICNINs, JIepXKATeNlb PErUCTPAIMOHHOTO YOCTOBEPEHUS JIEKAPCTBEHHOTO CPEICTBA
WU YIOJHOMOYEHHBIM MPEACTaBUTENb MPOU3BOAUTENST MEIUIMHCKOTO WU3JETUs B
COOTBETCTBHMHM C MYHKTOM 2 ctaThu 63 Koxekca.

6. TeppuTopuanbHbie MOAPA3ACICHUS B CIIydasX, YKa3aHHBIX B MOAMYHKTax 1), 2),
3) u 5) nynkta 2 Hactosiuux [IpaBui, B TedueHHe MATH KaJeHIAPHBIX THEWU CO JTHS



MOJIYYCHHS U3BEIICHHS, OCYIIECTBIISIOT U3BSITHE 00PA3IOB JIEKAPCTBEHHOTO CPEACTBA
U MEJTUIIMHCKOTO U3JEHS.

7. OOpa3iibl JIEKapCTBEHHBIX CPEJCTB U3BIMAIOTCS B KOJWYECTBAX, TOCTATOUYHBIX U
HE TPEBBIMIAIONIUX HEOOXOJAUMbIE OO0BEMBI JJIsi TPOBEACHUS DKCHEPTU3bI 0e€3
KOMIIEHCAIIMM CTOMMOCTH 3TOW MPOAYKIMU. MEeAUIMHCKUE U3MIeNUsI U3bIMAIOTCS Ha
BO3BPATHOMN OCHOBE.

N3bsiTue 00pas31ioB JIEKapCTBEHHBIX CPEACTB, MEIUIIMHCKUX U3AEIUI 0hOpMIISIETCS
AKTOM U3BSATHSL 00PA3I0OB JIEKAPCTBEHHBIX CPEACTB U (WIJIM) MEIUIIMHCKUX U3EIHI 10
dopme, cornacHo npuioxkeHuto 1 k Hacrosumm IIpaBunam.

JlexapcTBEHHBIC CPEACTBA M MEAUITMHCKHUE U3CIHsI, 00Pa3I[bl KOTOPHIX U3bSITHI
JUIS. TIPOBEJICHUSI DKCIEPTHU3BI, XPaHITCS OTAENbHO ¢ Yykazanuem "M3bATo 10
MOJIYYEHUSI pe3yJIbTAaTOB SKCIEPTU3BI, HE MOJJICKUT peain3anun’.

8. JIOJDKHOCTHBIE JMIA TEPPUTOPUAIBHOTO TOApa3eieHuss ¢ COONI0IeHUEM
YCJIOBUN XpaHEHUS W TPAHCIIOPTUPOBKHU B TEUCHHUE MATU PaObOUYUX JHEH HAMPaBISIOT
U3BATHIE 00pa3llbl JIGKAPCTBEHHBIX CPEACTB, MEAUIIMHCKUX H3JEIUN B IKCIEPTHYIO
OpraHU3aIMIO JJISI OCYIIECTBICHUS UX SKCIIEPTHU3HI.

9. DkcnepTusa U3BATHIX 00Pa3loOB JEKAPCTBEHHBIX CPEACTB, MEIUITUHCKUX
U3JIeJIUNA OCYIIECTBIISICTCS B CPOKH, HE MIPEBBINIAIONINE TPUIIATh KaJE€HIAPHBIX JTHEH.

[To pe3ynbratam SKCHEPTU3BI COCTABISIETCS 3aKIIOYEHUE IO OE30MaCHOCTH U
KaueCTBY JIEKapPCTBEHHOT'O CPEJCTBA U MEIUIIMHCKOTO M3Jeiusi, 00pa3ibl KOTOPHIX
U3BATHl JJIS TPOBEACHUS JKCIEPTU3bl MO (OpPME COTITACHO MPHUIOXKEHUIO 2 K
HacTtoamuM [lpaBuiiam, KOTOpO€ SKCIEpTHasi OpraHu3aius B TEYEHUE OHOTO
pabouero AHS HAMPABJIAET B YIIOJTHOMOYEHHBIN OpraH.

10. B cnyuasix, yka3aHHBIX B OANYHKTax 4) u 6) nmyHkra 2 Hactosmux [Ipasun,
YIOJITHOMOUYCHHBIM OpraH i MPUHITUS PEIICHUS O TPUOCTAHOBJICHUHM, 3aNIPETe WU
U3BATHH U3 OOpalIeHus MO0 OrPAaHNYCHUH MPUMEHEHHS JIEKAPCTBEHHBIX CPEJICTB U
MEIUIIMHCKUX  M3JCJUM  Ha3HadyaeT TMPOBEPKY B  COOTBETCTBUH C
[Tpeanpuanmarenbckum Koaekcom Pecrybnuku Kazaxcran ot 29 oktsaops 2015 rona.

11. B ciiydae nmosy4deHus MOJ0KUTEILHOTO 3aKII0YEHHS SKCIIEPTHON opraHu3anuu
, TIOJIOKUTENILHBIX PE3yIbTaTOB MPOBEPOK U MPHU YCTPAHCHUU HAPYILIEHUH B CPOKH,
yKa3aHHbIC B aKTax MPOBEPKH, YIIOJHOMOYCHHBIA OpPraH B T€UEHHUE MATH KaJICHIapHBIX
JHEeW CcO JHS TOJY4YEeHUs pe3yJIbTaTOB KCIEPTU3bl U (WJIM) MPOBEPOK MPUHUMAET
pelieHrne O CHATHHM MPUOCTAHOBIICHUS, 3alpeTa WM U3BATUS U3 OOpaiieHus Jubo
OTpaHUYEHUS] TPUMEHEHUS JICKAPCTBEHHBIX CPEACTB U MEAUIMHCKUX H3JCIUN U
UHGOPMHUPYET O IPUHSATOM PEUICHUU TEPPUTOPUATILHBIC TTOPA3CIICHHUS.

12. TeppuTopuanbHble TOAPA3ICICHUS B TEYEHUE OJTHOrO paboyero AHS CO AHS
MOJTy4YeHHS] HHPOPMAIIAHN:

u3BeNIaloT (B MUCbMEHHOW MPOU3BOJHLHOW (QOpME) MECTHBIE OpTaHbI
roCyJapCTBEHHOI'O0  YIpAaBICHUS 3JpaBOOXpaHeHHEM olJiacTeil, ropoja



pecnyOJIMKaHCKOrO 3HA4Y€HMsI W CTOJMIBL, JAPYTHE TOCYAAapCTBEHHBIE OpraHbl (IO
KOMITIETEHIIMN) O CHATHH NMPUOCTAHOBIICHHUS, 3aPETa WIN U3BATUS U3 00palleHus 1100
OrpaHUYEHMs IPUMEHEHHMS JIEKAPCTBEHHBIX CPEJCTB U MEAULUHCKHUX U3IETHI;

pa3MelalT B CpPeACTBAX MacCcOoBOM HH(OpMalUM CBEJCHUS O CHSITUU
OPUOCTAHOBJIEHUSA, 3alpeTa WM HU3biATUA K3 OOpaleHHus JHOO OTrpaHUYEHUS
IPUMEHEHMUS JIEKAPCTBEHHBIX CPEJACTB U MEAUIIUHCKUX U3IECTUM.

13. B cny4ae monydeHus OTPULIATENBHOTO 3aKIFOUEHUS SKCIEPTHON OpPraHU3allH,
OTPULIATEIIBHBIX PE3YyJIbTAaTOB IPOBEPOK M IPU HE YCTPAHEHHWH HApYLICHHWH B CPOKH,
yKa3aHHBIX B aKTaxX MPOBEPKHU, YIIOJHOMOUYEHHBIN OpraH B T€UEHUE TPEX KaJCHIapHBIX
JHEH CO JHS MOJIyYEHHs pe3yJIbTaTOB 3KCIEPTHU3bl U (WJIM) MPOBEPOK NMPUHUMAET
pelieHrue o 3ampeTe MPUMEHEHMs, pealu3aliy WM MPOU3BOJICTBA U U3BATHUIO U3
oOparieHus J1M00 OrpaHUYECHUS] TPUMEHEHUS JIEKAPCTBEHHBIX CPEACTB U MEIULIMHCKHUX
15631 (10505 8

14. B cnydae npuHATHS PEUNICHHS O 3aIlpeTe NMPUMEHEHUs, PEAIN3AlUN WU
NPOU3BOJCTBA M HU3BATHIO U3 OOpamieHus au00 OrpaHUYEeHUs NPUMEHEHHS
JIEKapCTBEHHBIX CPEACTB U MEIULMUHCKUX U3JIEIUN MPOU3BOJUTEND JIEKAPCTBEHHOTO
CpeICcTBa U MEJULMHCKOIO M3JENUS, AEPKATEIb PETUCTPALOHHOTO yA0CTOBEPEHUS
JEKApPCTBEHHOI'0 CPEJCTBA, YMOJHOMOYEHHBIH MPEACTaBUTENb HTPOU3BOIUTEIS
MEAMIIMHCKOTO U3AENus, TUCTPUOBbIOTOp ((hunaibl AUCTPUOBIOTOPA) B TEUCHHE TISTH
pabouux JHEW CO HS MPUHATUS PEIICHHUS:

MIPEAOCTABIISIET B TEPPUTOPUAIIBHBIE TIOIPA3/IECIEHNS YIOJIHOMOYEHHOTO OpraHa
uH(MOpMaLIUI0 O KOJIMYECTBE BBE3EHHBIX Ha Tepputopuio Pecnybnuku Kazaxcrah,
peaJn30BaHHBIX W 00 OCTaTKax MPUOCTAHOBIEHHBIX, 3alPEUICHHBIX WU
OrpaHUYECHHBIX K IPUMEHEHUIO JIEKAPCTBEHHBIX CPEACTB U MEAULIMHCKUX U3/EIIN;

yBeOMJISieT (B MUCbMEHHOW MPOU3BOJBbHOU (opMe) CYOBEKTOB, UMEIOIIUX B
HaJIU4YUKU [TPUOCTAHOBJIEHHBIE, 3ANPEIICHHbIE WM OTPaHUYEHHBIE K INPUMEHEHHIO,
peanu3alry WIM TPOU3BOJACTBY, WJIM NOJJIEKAIIUE HU3BATHIO U3 OOpalleHHs
JI€KapCTBEHHBbIE CPEACTBA U MEIUIMHCKHUE HU3JETUs, O HEOOXOJUMOCTH BO3BpaTa
JIEKAPCTBEHHBIX CPEJCTB U MEAUIMHCKUX U3CTUM.

15. CyObekT, uMeNui B HAJTUYUKU CEpUI0 (MapTHUIO) WU Cepuu (MapTUH)
IIPUOCTAHOBJICHHBIX, 3alIPEIIEHHBIX WM OTPAHUYEHHBIX K MPUMEHEHUIO, peaanu3aluu
WIN TPOU3BOJCTBY, WM MOJJIEKAINIMX HIBATHIO M3 OOpaLIEHUs JIEKAPCTBEHHBIX
CPEACTB M MEOULMHCKHX HM3JEJIUA, B TEUEHHE IIATH KaJCHIAPHBIX JHEW CO JIHS
NOJYy4YEHHUS] YBEJOMJIEHUS O HEOOXOJMMOCTH MX BO3BpaTa, HampasiseT
TEPPUTOPUATILHOMY MOJPA3JEICHUIO COOTBETCTBYIOIIYI0 MH(OpPMAIMIO O BO3BpATe
POU3BOUTENIO, TUCTPUOBIOTOPY C MPUIOKEHUEM MOATBEPKIAIOIIUX IOKYMEHTOB.

16. TeppuropruaibHble TOAPA3CICHUS B TEUECHUE AECATU KAICHAAPHBIX THEH CO
IHS TOCTYIUIEHUS CBEICHHUM, NMPEAyCMOTPEHHBIX NMyHKTamMu 14 m 15 HacTosmumx
[IpaBun, HampaBAsSIOT B YHNOJHOMOYEHHBIH OpraH CBOJHYK HH(QOpPMaLHIO B



OTHOHICHHUHU ITPHUOCTAHOBJICHHBIX, 3aIIPCIICHHBIX HJIM OI'PAHUYCHHBIX K IIPUMCHCHHUIO
JICKAPCTBCHHBIX CPCACTB U MCAUITUHCKUX HBHCHHﬁ.

ITpunoxenue 1 x IlpaBunam
IIPUOCTAHOBJICHHUS, 3alpeTa WiIn
U3BSTHUS U3 00paleHns
100 OrpaHWYEHHs IPUMEHEHHS
JIEKapCTBEHHBIX CPEACTB 1
MEIUINHCKUX U3IETHN

thopma

AKT
HU3BATUA 00pa3moB JIEKAPCTBEHHOT'O CPEICTBA U (WIHM) METUIIMHCKOTO
W3EIAL

Mecro [lata [IpeacraBurenem (- ssMu)

(®.MN.0. (npu HANMMUUK) IODKHOCTH, HAMMEHOBaHue topuandeckoro numa/ O©.1.0. (
npwu HalWwduua)

busznueckoro nuuma, ajpec)
IPOU3BEICHO U3BATHUE CIEAYIONIUX JIEKAPCTBEHHBIX CPEICTB, MEAUIIMHCKUX U3ICITUMA

(mammeHoBaHue ropuandeckoro juma/ @.M.0. (npu Hanmann) GU3nIecKoro auIa,

I p € ¢ )
C LEJIBIO

[Tpu 3TOM OOI1IIEE KOJIMUECTBO JICKAPCTBEHHBIX CPEJICTB, METUIIMHCKUX U3ETUI



(HauMeHOBaHUE, T03UPOBKA, CEpHs, IPOU3BOJICTBO, KOJIMUECTBO)

Ne m/ HamMeHOBaHME JIEKapCTBEHHOTO CPEACTBA, HOMEP

Pazmep KonuvectBo
MPOU3BOIUTEb
n MEIUIIMHCKOTO U3JICITUS cepuun

napTumn U3BATBIX 06pa3u0B

[IpeacTaBuTens 3KCMEPTHON OpraHu3aluy/ TEPPUTOPUATBHOTO MOJApa3aeiIeHUs
YIOJIHOMOYEHHOI'O OpraHa:

(MOMKHOCTH) (MOATHUCH) ®.N.O.(nmpu HaATUYHN)
[IpencraBuTeNb IOpUanYecKoro/ (bU3UYECKOTO auIa
(TOIKHOCTH) (TIO/ATIHUCH ) @®.1.0.(ipu HATMYKH)

ITpunoxenue 2 x IlpaBunam
MIPUOCTAHOBIICHMS], 3aIIpeTa
WM U3BSATHS U3 00paIIeHus
00 OrpaHWYIEHUS IPUMECHEHHS
JIEKapCTBEHHBIX CPEACTB U
MEIULUHCKUX U3JEIUN

dhopma

3axmoueHne 1o 0e30IaCHOCTH M Ka9EeCTBY JIEKApPCTBEHHOTO CPEIICTBA H

MEIUITMHCKOTO H3eJIHs, 00pa3Isl KOTOPHIX H3BATHI I IPOBEACHUA
SKCIIEPTU3BI

1. CBeaenusi 00 aKKpEeIUTOBAHHOM MCIBITATEIBbHON J1aDOpaTOpUH, B KOTOPOUH

HCCICOOBAIHNCH N3BATHBIC O6pa3HLI

(ATTecTar akkpeauTanuu (HoMep, AaTa, CpOK JIEUCTBUS)
2. CBeneHus O JIEKAPCTBEHHOM CPEJICTBE, MEAUIIMHCKOM U3/IEITUU:

ToproBoe HaMMEHOBaHUE JICKAPCTBCHHOTO CPEJICTBA:
MexayHnaponHoe HemateHToBaHHOE HazBanne (MHH) (mpu Hanngwm):

HeKapCTBeHHaH (I)opMa, JA03UPOBKA, KOHLICHTpAalus, 00BeM 3allOJIHCHHUA, KOJIMYECTBO 103 B YIIAKOBKE:



HanmeHoBaHMe METUIIMHCKOTO U3IENHUS:
ITpoussonutens, CTpaHa MPOU3BOJUTEINS
Cepus

Mogens MeETUIMHCKOTO W3NS, HOMEpP 3aBoJa
[TapTus

KonmuaectBo 06pasios

JlaTa mocTyIUIeHHS HA UCTIBITAHUS

OTKyzaa nocTynmwin o0pasipsl (HauMEeHOBaHNE TOCYJapCTBEHHOTO OpraHa, IpelocTaBuBIIero oopasibl, Ne i 1ata
JOKYMEHTa IO KOTOPOMY IpPHHSTHI 00pa3lbl) B cliydyae HampaBlCHUS HEMOCPEICTBEHHO CYOBEKTOM:
HaNMEHOBAaHHE CYOBEKTa, aJJpec PacloIoKeHUs 00beKTa

JlaTa 3aBepiieHust UCTIBITAHUI

3. UcnplTanus npoBOAMIIMCH MO IMOKA3aTEISAM:

[TokazaTenr kauecTBa U  0E€30MACHOCTH 1 PesynpraThl  ucmBITAaHUW ~ 00pa3moB
OITyCTHMBIE

JIEKapCTBEHHOIO0 CpPEJCTBA U MEIUIIMHCKOIO Y JIEKapCTBEHHOT'0 CPEJICTBA M MEAMIIUHCKOTO
HOPMBI

U3Jenus P u3enus

4. BpIBOA: JIEKAPCTBEHHOE CPEACTBO U MEAULIMHCKOE MU3EINE COOTBETCTBYET WU
HE COOTBETCTBYET TpeOOBaHUSAM HOPMATHBHOIO JTOKYMEHTa MO KOHTPOJIO 3a
KayeCTBOM U 0€30MaCHOCTHIO JIEKAPCTBEHHOI'O CPEACTBA U MEAULIMHCKOTO U3IEHS.
5. Ha ocHoBaHMM TPOBEJACHHON OKCIEPTU3Hl (aHAIN3a, WCIBITAHUS)
PEKOMEHIOBAHO: MPOJIOJIKUTH WU 3alPETUTh MPUMEHEHUE JIEKAPCTBEHHOI'O CPEJICTBA,
Y MEIMIIMHCKOTO U3/IEIINS.

[Togmucu  auL, OPOBOAMBIIUX  IKCHEPTH3Y
T 7 " (Romkmocts) (mommics) ®-M.0. (mpw mameain)
T (romxmocts) (mommicy) ©H.0. (npu mamm)
T T (romxmoors) (momics) ®-H.0. (npu Hammin)

Mecto s ieyatu
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