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OG0 yTBepKACHHH IPaBWI 0TOOpa C PEIHKA, B TOM YHCJIC B MEAUIMHCKAX OpraHA3aINiX,
JIEKapCTBEHHEIX CPEJCTB M MEIUIMHCKUX W3/ENIHi, IIOIeKANMX KOHTPOIIIO Ka9eCTBa C
Y9ETOM PHCK-OPHEHTHPOBAHHOT'O ITOX0Aa

[Tpuka3 u.o. Munuctpa 3apaBooxpanenusi Pecrryonuku Kazaxcran ot 24 nexadps 2020 roga
No KP ICM-323/2020. 3apeructpupoBan B Munucrepctse roctuiiuu Pecriyonmku Kazaxcran
26 nexabps 2020 roga Ne 21923.

B cootBerctBum ¢ nmognynkrom 20) crateu 10 Komexca Pecry6nuku Kazaxcran "O
310poBbe Hapoaa u cucreMe 3apaBooxpaneHus” IIPUKA3BIBAIO:

Caocka. I[IpeamOyna - B penakiuu npukasa u.0. Munuctpa 3apaBooxpanenus: PK ot
14.09.2022 Ne KP JICM-100 (BBoAUTCA B ACHUCTBUE 10 UCTCYEHUHU JIECATU KAJICHIAPHBIX
JTHEH TOCJIE AHS €ro MepBOro O(PUIMaILHOIO OMyOJIMKOBAHHUS).

1. YTBepauth npusiaraeMple MpaBuiia 0TOOpa ¢ PhIHKA, B TOM YHUCJE B MEIULIUHCKUX
OpraHU3alUsIX, JICKAPCTBEHHBIX CPEACTB U MEIUIIMHCKUX U3JCIINUM, TOJICKAIIUX KOHTPOIIIO
KauecTBa C yU€TOM PUCK-OPUEHTHPOBAHHOIO MOAXO0/A.

2. Komuretry MeauuuHCKoro u (papMaieBTUUECKOTO KOHTpoJisi MunHuctepcTna
3npaBooxpaneHuss PecnyOnuku Kazaxctan B yCTaHOBICHHOM 3aKOHOAATEIbLCTBOM
Pecny6sinku Ka3zaxcran nopsiike o0ecnevuTh:

1) rocyapCTBEHHYIO PETUCTPAIMIO HACTOSAIIETO MpUKa3a B MUHUCTEPCTBE FOCTULIMU
PecnyOnuku KazaxcraHn;

2) pa3MelleHHE HACTOAIIEro IMpHUKa3a Ha HHTEpHET-pecypce MuHHCTEpcTBa
3npaBooxpaHeHus Pecryonuku Kazaxcran nocie ero ouiuagIbHOTO Oy OIMKOBAHUS;

3) B TeUeHHE JIeCITH pabounx AHEH Mociie TOCYJapCTBEHHON perucTpanuu HacTOSIIEro
npukaza B MunucrepctBe roctunuun PecnyOonuku Kazaxcran mpeacraBieHue B
KOpunuueckuit nenaprameHT MuHucTepcTBa 31paBooxpaHenus PecnyOnuku Kazaxcran
CBEICHUN 00 WCHOJHEHWHM MEPONPUITUH, MPETyCMOTPEHHBIX MOANyHKTamMu 1) u 2)
HACTOSAIIETO MyHKTA.

3. KoHTpoab 32 MCIOTHEHHEM HACTOSIIEr0 MPUKa3a BO3JOXKUTh HAa KypPUPYIOIIETO
BHUILIe-MUHHUCTpa 37paBooxpanenus Pecniyonuku Kazaxcran.

4. Hacrodmmi npuka3 BBOAUTCS B JICMCTBUE MO UCTEYEHUU JIECATU KAJIEHJAPHBIX JTHEU

1ocJie JHsS €ro NePBOro OPUIIMAIbHOTO OMyOIUKOBAHMS.

Hcnonasromti 0043aHHOCTH
M. lllopaHoB
Munnctpa 3apaBooxpanenns Pecmybommkn Kazaxcran

[Ipunoxenue k npuKasy
Hcnonusironiero 00s13aHHOCTH
MuHucTpa 31paBoOXpaHEHUS



Pecny6nukn Kazaxcran
ot 24 nexabps 2020 roga
Ne KP ICM-323/2020

ITpaBuia orOopa ¢ prHKA, B TOM 9HCII€ B MEIUIMHCKAX OpTaHU3aIUsiX, JIEKAPCTBEHHBIX CPEACTB 1
MEUINHCKUX H3/eJIHii, TOIC)KAIHX KOHTPOJIIO Ka9€CTBA C YI€TOM PHUCK-OPHEHTHPOBAHHOTO
Ioaxozna

I'maBa 1. O6oiue monoXKeHH

1. HacTosiue npaBuia oToopa ¢ pblHKa, B TOM YHCJI€ B MEIULMHCKUX OpPTaHU3aIUX,
JIEKAPCTBEHHBIX CPEJICTB M MEAUIMHCKUX HM3JEIUHN, MOAJIEekKAUUX KOHTPOJIIO KayecTBa C
Y4eTOM PUCK-OPUEHTUPOBAHHOTO Mojaxoaa (fnanee — [IpaBuia) pazpaboTaHbl B COOTBETCTBUU
¢ moanyHkroM 20) crareu 10 Konmekca Pecnybnuku Kazaxcran "O 3m0poBbhe Hapoaa u
cucteme 31paBooxpaHeHus” (nanee — Kojekc) U yCTaHaBIMBAIOT MOPSAOK 0TOOpa € phIHKA, B
TOM YHUCJ€ B MEIUIMHCKUX OPraHHU3alUsX, JICKAPCTBEHHBIX CPEACTB U MEIMIIMHCKUX
U3JIeNNHI, TOJUIeKAIMX KOHTPOJIIO KauecTBa ¢ YUYETOM PHUCK-OPHUEHTHUPOBAHHOTO Moaxona (
nanee — oToop 0OpasIoB).

CHocka. [lynkr 1 - B pegakuuu npukasa u.0. Munuctpa 3apaBooxpanenusi PK or
14.09.2022 Ne KP ICM-100 (BBOOUTCS B ICCTBUE 110 UCTEUEHUHU JIECATH KaJCHIAPHBIX
JTHEH TIOCJIe THS €T0 MePBOro O(PUIMaILHOTO OMyOJIMKOBAHMUS ).

2. Ins uenen HacroAmux [IpaBril MpUMEHSIOTCS CIENYIOIME TEPMUHBI U ONIPEIEICHUSA:

1) rocymapcTBeHHBI OpraH B cdepe oOpallleHus JIEKapCTBEHHBIX CPEICTB U
MEIMLUMHCKUX M3JeIUi (Janee — rocyAapCTBEHHBIM OpraH) — rocyJapCTBEHHBIM Oprad,
OCYILECTBIJISIIOLIUMNA PYKOBOJACTBO B cdepe oOpalleHus JIEKapCTBEHHBIX CpPEACTB U
MEIUIMHCKUX U3/, KOHTPOJIb 32 OOpallleHUeM JIEKAPCTBEHHBIX CPEJICTB U MEIULIMHCKUX
WU3ACIINHI;

2) rocyaapcTBEHHAsl SKCHEpTHas opraHu3anus B chepe oOpalleHus: JeKapCTBEHHbIX
CpPElCTB M MEJUIIMHCKUX HW3JeNuil (llajiee — JKCIepTHas oOpraHu3amus) — CyObeKT
roCy/1apCTBEHHONM MOHOMOJIMHM, OCYLIECTBISIONIMNA MNPOU3BOJICTBEHHO-XO35MCTBEHHYIO
JEeSATENBHOCTh B 00JIaCTH 3APaBOOXPaHEHHUs 110 00ecTeueHnt0 0€30MacHOCTH, 3P(HEKTUBHOCTH
Y KaueCTBAa JIEKAPCTBEHHBIX CPEJCTB U MEAUIIUHCKUX U3IECITUM;

3) yIoJIHOMOYEHHBIA OpraH B 00JIACTH 3/IpaBOOXpaHeHUs (Aanee — yInoJIHOMOYEHHbBIN
Oprad) — UEHTPaJdbHbIA MCIOJHUTEIbHBIM OpraH, OCYUIECTBISIONIMNA PYKOBOJCTBO U
MEKOTPACIEBYI0 KOOPAMHALIMIO B OOJIACTHM OXpaHbl 3J0pOBbs TrpaxiaaH PecnyOnuku
Kazaxcran, wemurnuHCKOM W  (papManeBTHYECKOW HAYKH, MEIUIUHCKOTO W
(dapMalleBTUYECKOT0 00pa30BaHMsl, CAHUTAPHO-3MUJIEMHOIOTHYECKOro OJIaronoryyus
HaceJIeHHs, OOpallleHusl JIEKAPCTBEHHBIX CPEACTB M MEIMIIMHCKUX HW3JENIHi, KauecTBa
OKa3aHUs MEIUIIMHCKUX YCIYT (ITOMOIIIN);



4) npoaykuusi — JIEKapCTBEHHBIE CpPEJICTBA M MEJUIIMHCKUE W3JeNIus,
3apETUCTPUPOBAHHBIE B MOPSJKE, YCTAaHOBJIECHHOM NyHKTOM 3 crtarbu 23 Koxaekca u
pa3pelieHHbIe K MEIUIIMHCKOMY NpuMeHeHuto B PecniyOnnke Kazaxcran.

CHocka. ITyHkT 2 - B penakunu npukasa u.0. Munuctpa 3apaBooxpanenust PK ot
14.09.2022 Ne KP ICM-100 (BBOAMTCS B ICHCTBHUE 110 UCTCUCHUHU JIECATH KaJEHIaPHbBIX
JTHEH TIOCJIe THS €0 MEePBOro O(PUIMaILHOTO OMyOJIMKOBAHMUS).

3. OT60p 00pa3LoOB NPOBOJUTCS €XKETOJHO CIEHHAINCTAMH SKCIEPTHOW OpraHU3aliH,
OCYILIECTBIISAIOIIEH OLEHKY KayeCTBa JIEKAPCTBEHHBIX CPEACTB M MEIULMHCKUX U3JIEINNA B
MOpsAKE, MPENyCMOTPeHHOM TyHKTOM | ctateu 241 Konekca.

4. DKcriepTHAsE OpraHU3aIMs €KEroIHO B CPOK 10 1 HOsIOpsi hopMHpyeT U yTBEPKIaeT
m1aH oT6opa oOpa3loB ISl OLIEHKU KAayecTBa, HAXOALIMXCS B OOpallleHuH Ha TEPPUTOPUU
Pecny6nmkn Kazaxcran nekapCTBEHHBIX CPEJICTB M MEAUITMHCKUX U3MIETUN Ha CIICTYIOITIi
KaJICHIApHbIA roj (Janee — IJaH), a TakKe pa3MellaeT ero B CBOOOJHOM JOCTyIle Ha
opUIIMaNTbHOM CaliTe FKCIIEPTHON OpraHU3aLUu.

DKcnepTHasi OpraHu3alvs 3aKII0YaeT ¢ IPOU3BOAUTENEM (AepKaTelb PETUCTPAITMOHHBIX
YAOCTOBEPEHUM JIEKAPCTBEHHBIX CPEJICTB, YIIOJHOMOYEHHBIN IPEACTABUTEID IIPOU3BOAUTEINS
MEIULMHCKUX U3JEJINI) WU €r0 JOBEPEHHbIE JIMIA (Jajee — MPOU3BOAUTEND) MPOAYKIUHY,
BKJIFOYEHHOM B IJIaH JOTOBOP HA MPOBEICHUE UCTIBITAHUN 00pa3lioB MPOAYKIIMH, OTOOPaHHOM
C pbIHKA C YYE€TOM DPHUCK-OPHEHTHPOBAHHOTO MOAXOJa, B TeUeHHe 15 paboumx mHEH C
MOMEHTa 00pallleHus MPOU3BOIUTEIS.

C MOMEHTa 3aKI0YeHUs JOTOBOpa Ha MPOBEIECHUE UCIIBITAHUNA 00pa30B MPOIYKLIHH,
OTOOpPaHHOM C PBIHKA C YYETOM PUCK-OPUEHTUPOBAHHOTO MOX0/1a, SKCIIEPTHAS OpraHU3aIus
B TeueHue 10 pabouunx aHeil popmupyet rpaduk or0opa 00pa3LoB MPOIYKLIHUHA U HAPABIIAET
€ro Ha COIVIaCOBaHUE MPOU3BOJUTEIIIO.

[IpousBoauTeNnb corjlacoBhiBaeT rpaduk oTdopa oOpas3oB NpoayKiuu B TeueHue 30
KaJICHJAPHBIX JHEHN CO THA ero nojydyeHus. [Ipu oTcyTcTBUUM corsacoBaHus MPOU3BOJUTEIEM
B TeyeHue 30 KaJeHIapHbIX JHEW CO JHS MOJIyYEHHUsS 3ampoca OT dKCIEPTHOM OpraHu3aluu,
JKCIEpPTHAsl opraHu3anus B TedeHne 10 KameHJapHbIX JHEW HaIpasisieT yBeAOMIICHHE (B
IPOU3BOJILHOM (hOpME) B TOCYJAPCTBEHHBIN OpPTraH O MPUHITHH COOTBETCTBYIOLIUX MEP.

[lepecMOTp WJIM BHECEHUE KOPPEKTUPOBOK B Irpaduk ordopa 00pa3loB MPOAYKLIUU
OCYIIECTBJISIETCSI IKCIIEPTHON opranu3anuei B teuenue 10 pabouux gHEH mocie moy4eHus
MMCBMEHHOT0 3anpoca (B IpOU3BOJIbHON (OpME) OT MPOU3BOIUTEINS.

[Io wroram KajJeHZApHOrO TOJa S3KCHEpPTHAas OpraHHU3alUs HaNpaBisieT B
rocy/1apCTBEHHbI opraH uHpopMauuio (B MPOU3BOJIbHOM Qopme) O MNpOAYKIHH,
BKJIFOUEHHOM B IUIaH, HO HEMpOUIeAieil 0T00p, B CBSI3U C HE3AKIIOUEHUEM MPOU3BOIUTEIEM
JIOTOBOPA HA MPOBEJEHUE UCTIBITAaHUI 00pa3lioB MPOAYKIIMH, OTOOPAHHOMN C PHIHKA C YYETOM
PUCK-OPUEHTHUPOBAHHOIO TMOAXO0JA, JJISI MPUHATHS PEHIEHUs O MPUOCTAHOBIECHUH
JEHUCTBYIOIIMX CEPTU(PHUKATOB COOTBETCTBUSL MPOAYKIIMHU, BBIJIAHHBIX B COOTBETCTBUU C
npuka3oM Munucrtpa 3apaBooxpanenus Pecnyonuku Kazaxcran ot 20 nekadps 2020 roga Ne



KP HACM-282/2020 "OO6 yTBepXJeHUH TpaBUJ TPOBEJACHUS OIEHKH KadyecTBa
JIEKAPCTBEHHBIX CPEJACTB U MEIUIMHCKUX HM3JIeNIUM, 3aperucTpupoBaHHbIX B PecryOnuke
Kazaxcran" (3apeructpupoBanHB PeecTpe rocyaapCTBEHHOM pErucTpaivii HOPMAaTUBHBIX
paBoOBbIX akTOB 1Mo Ne 21836).

Cuocka. [Iynkr 4 - B penakunu npukaza Munucrpa 3apaBooxpanenusa PK ot 19.05.2023
No 85 (BBOAMTCS B ICHCTBUE 110 UCTCUCHUH JIECATH KaJICHAPHBIX JHEU MOCIIE IHS €ro
MEepPBOro O(PUIIMATHEHOTO OMyOJIMKOBAHMUS).

5. BkiroueHu1o B IJIaH MOJJICKAT:

1) nexapCTBEHHBIE CPEACTBA, TPEOYIONINE 0COOBIX YCIOBUM XpaHEHUS (XpaHAIIUuecs Npu
temmneparype 10 +15 (rpagycoB Llenbcus));

2) NeKapCTBEHHBIE CPEACTBA MO TOPTOBHIM HAUMEHOBAHUSM, 3aKYIIJICHHBIC B pPaMKax
rapaHTUPOBAHHOTO OO0beMa OecrIaTHOM MEAMIMHCKONW MOMOIM U (MJIM) CHCTEMBI
00513aTEIBLHOTO COIMATBLHOTO MEIUIIMHCKOTO CTPaxOBaHUS €AUMHBIM JUCTPUOBIOTOPOM IO
COCTOSIHMIO Ha | nexaOpsi TEKyUIero rojia, 3a UCKIOUYEHUEM Op(aHHBIX JIEKApCTBEHHBIX
CPEACTB;

3) nekapcTBEHHbIE CPEACTBA, BIEPBBIC 3apETUCTPUPOBAHHBIE HA TeppuTOpUn PecryOnuku
Kazaxcran;
4) nekapCTBEHHbIC CPEJICTBA MAPEHTEPATILHOTO BBEICHHUS;

5) cTepuibHbIE JEKAPCTBEHHBIE CPEJICTBA W MEIMUIMHCKUE H3JEIUs, a TaKxke
MEIULUMHCKHE H3JENus, SBISIOIIMECS CPEICTBAMH HWHIAWBUIYAJIBHOW  3aILMTHI,
MpeHa3HAaYeHHbIE TPOU3BOIUTENIEM JIJIs 3alUThHI NAIMEHTOB WM MEIUIIMHCKOIO MepCcoHalIa
U MPUMEHSAEMBIE B MEIULMHCKUX UENSAX NI MHAWBUAYAIBHOM 3alIUThI, 32 UCKIOUYEHUEM
UMIUJIAHTUPYEMBIX M MEAUIMHCKUX HW3JEIUN JJ JHAarHOCTUKU In Vitro, a TaKxke
MEIUILIMHCKOM TE€XHUKHU;

6) JieKapCTBEHHBbIE CpEJCTBA W MEIUIIMHCKHUE U3JCIUS C BbISIBICHHBIMU
HECOOTBETCTBUSIMU TIO pe3ysibTaraM (apMaleBTHUYECKOTO KOHTPOJIS, UHCTICKTUPOBAHUS B
COOTBETCTBUM C TNpuKazoM Munuctpa 3apaBooxpanenus PecnyOnuku Kazaxcran ot 27
ssaBaps 2021 roga Ne KP JICM-9 "O6 yTBepk1eHnn MpaBuil IPOBeIeHUs (papMareBTHIECKUX
MHCHEKIMHN 10 HauIeKauuM (papMalieBTHYeCKUM MpakThukaM' (3apeructpupoBan B Peectpe
roCyJIapCTBEHHOM perucTpaluu HOPMaTUBHBIX TIPaBOBBIX akTOB Mo Ne 22143), u npukazom
Munuctpa 3apaBooxpanenus Pecnyonuku Kazaxcran ot 23 nexabpst 2020 roga Ne KP JICM-
315/2020 "OO yTBep>KICHHU MpaBUJ MPOBEACHUS WHCICKUHMN MEIUIMHCKUX u3Aenui" (
3aperucTpupoBaH B PeecTpe rocyapCcTBEHHON pEerucTpaluii HOPMaTUBHBIX MPABOBBIX aKTOB
noa Ne 21898), dhapmakoHaa30pa B COOTBETCTBHH C NMPUKa3oM MUHHCTpA 31paBOOXPaHEHUS
Pecniy6mmku Kazaxcrtan ot 23 mexabps 2020 roma Ne KP JICM-320/2020 "O6 yTBepkaeHun
npaBWJ MpOBeAeHUS (apMakOHAI30pa M MOHUTOpPUHra O€30MacHOCTH, KauyecTBa U
s heKTUBHOCTH MEAUIIMHCKUX u3aenuit” (3apeructpupoBad B Peectpe rocymapcTBeHHOU



perucTpalui HOPMATUBHBIX MPaBOBBHIX akToB moja Ne 21896), orGopa ¢ pbeiHKa 3a
npeapayye 3 roja, a Takke Npy HATMYUM HECOOTBETCTBUM TPEOOBAHUSM IO KayeCTBY, O
KOTOPBIX COOOIIAIOT PETYIISATOPHBIC OPTAHBI.

CHocka. ITyHkT 5 - B penakunu npukasa u.0. Munuctpa 3apaBooxpanenus PK ot
14.09.2022 Ne KP ICM-100 (BBOAMTCS B ICHCTBHUE 110 UCTCUCHUHU JIECATH KaJEHIaPHbBIX
JTHEH TIOCJIe THS €0 MEePBOro O(PUIMaILHOTO OMyOJIMKOBAHMUS).

I'maBa 2. ITopsimok oTO0pa ¢ peIHKa, B TOM YHCJIE B MEUIIMHCKUX OPTaHU3aIAAX, JIEKapPCTBEHHBIX
CPEZCTB H METUIMHCKUX H3JEIIHi, MOUIEKAIMX KOHTPOJIIO Ka9eCTBa C yI€TOM
PHCK-OpPHCHTHPOBAaHHOI'O MOAX0a

6. OTO60p 00pa3Il0OB MPOBOIUTCS B OPTAHU3AMMAX MO MPOU3BOJICTBY JIEKAPCTBEHHBIX
CPEICTB ¥l METUIIMHCKUX U3/ICTHI, OpraHU3aIUsIX, OCYIIECCTBIISIONINX ONTOBYIO U POSHUYHYIO
peaTu3aiuio JEKapCTBEHHBIX CPEACTB M MEIWIIMHCKUX HW3IENUi (anmTeKd, B TOM YHCIIE
OCYIIECTBIISIONINE peanu3aiuio depe3 MHTepHET, anTedyHble MyHKTHl B OpraHU3aIuax
3IpaBOOXPaHEHUs, alTEYHbIC, TUCTPUOBIOTOPCKUE CKIIAJIbI, CKIIAaX BPEMEHHOTO XPaHCHUS
JEKApCTBEHHBIX CPEACTB, MEAUIMHCKUX W3JEIUNA, Mara3uHbl ONTHUKH, Mara3uHbl
MEIUIMHCKUX H3JIeNINi), a TakKe B OpraHMU3alldsIX 37PaBOOXPAHCHUS B IMPUCYTCTBUU
MPEACTABUTEIS PONU3BOTUTEIS.

7. OT60p 00pa3loB OCYIIECTBIACTCA B KOJIMYECTBE, HEOOXOAMMOM JJIsi OJTHOKPATHOTO
MIPOBEICHUSI TAOOPATOPHBIX UCIIHITAHUH.

IIpu orGope 00pa3loOB cocTaBisieTcss akT oTOOpa 00pa3moB MPOAYKIHHU 10 dhopMme
COTJIaCHO MPUIIOKEHUIO K HacTosmuM [IpaBumam.

8. OmHOBpEMEHHO ¢ 0TOOPOM 00pa3OB MPOAYKIIMH Ha UCTIBITAHUS TIPOU3BOJIUTCS OTOOP
KOHTPOJIbHBIX 00pa3IoB B KOJIMUECTBAX, PABHBIX KOJIMYECTBY OTOOPAHHBIX 00PA3IIOB.

9. OT60py 00pa3IoB MOAJICIKAT TOTOBBIC JICKAPCTBEHHBIE CPEACTBA B MOTPEOUTENHCKOM
yIaKOBKeE.

10. IIpu otGope 00pa3lOB MPUHUMAIOTCA MEPbI MPEIOCTOPOKHOCTU, YUUTHIBAsS
TOKCUYHOCTH, B3PBIBOOMACHOCTh, OTHEOMACHOCTh, THTPOCKOMMYHOCTH JICKAPCTBEHHBIX
CPEIICTB, a TaKXKe I MPEJOXPAHSHUS UX OT 3arpsi3HEHUN.

OT60p 00pa31ioB MPOBOJIUTCS C COOMIOJEHUEM YCIOBUN, UCKITIOYAIONINX yXYIIICHUE
KauecTBa JICKAPCTBEHHBIX CPECTB.

Cnoco6br oTO0pa 00pa3moOB TapaHTHPYIOT HEM3MEHHOCTh XMMHYECKOTO COCTaBa
mpernapara B HHTEpBaJIe MEXKIY €ro 0TOOPOM 1 aHATH30M.

OO6pa3upl OTOMPAIOT M3 HEMOBPEKICHHBIX YIMAKOBOYHBIX €IUHHI], YKYTIOPEHHBIX H
YIIAKOBAHHBIX COTJIACHO HOPMATHUBHOM JJOKYMEHTAIUH.

11. lyist mpoBeieHUST UCTTBITAHUS JICKAPCTBEHHBIX CPEICTB HA COOTBETCTBHE TPEOOBAHUSIM
HOPMAaTHBHOTO JOKYMEHTa MPOBOJSAT MHOTOCTYIEHYAThId 0TOOp oOpasmoB. OOpasmsl B



KXKJION CTYIeHH OTOMpAIOT CIydaHBIM O00pa3oM B MPOMOPIIMOHATBHBIX KOJUYECTBAX W3
€IMHUI], OTOOpPaHHBIX B MPEABIAYIIECH cTyneHu. YHUCIIO CTymeHeill omnpenessieTcss BUIOM
YIIaKOBKH.

[TepBast cTymeHb: OTOOpP €IWHUII YINAKOBOYHOW Taphl (SIIIMKOB, KOPOOOK, MEIIKOB,
OyThuICH, OapabaHOB);

Bropas crynenb: oTOOp ynakOBOYHBIX €IMHUI], HAXOASIIUXCS B YIAKOBOYHOM Tape (
KOpOOOK, (h1aKOHOB, 0AHOK);

Tpetbst cTyneHb: oTOOp MPOAYKIIMU B MEPBUYHON yMaKOBKe (ammyli, TyO, KOHTYPHBIX
YIaKOBOK).

Pacuer xonmuecTBa oTOMpaeMoil MPOAYKIIMU HA KaXJOW CTYNEHU OCYIIECTBISETCS IO
dopmyme 0,4 Vn, rie n - KOIMYECTBO 06PA3LOB IAHHON CTYIICHH OXHOM cepuu (IIApTHH).
[TonyuenHoe B pesynbTaTe mojcyeTa mo (Gopmynie ApoOHOE YUCIO OKPYTJISIOT B CTOPOHY
yBEJIMYEHHUS JI0 1IeJIOT0 YKciia, KoTopoe He MeHee 3 u He Oonee 30.

B ciydae HemoCcTaTOYHOTO KOJIMYeCTBa 00OPa3IoB sl IPOBEICHUS UCIIBITAHUS TTOBTOPHO
oTOMparoT 00pasiibl, KaK YKa3aHO BBIIIIE.

W3 oToOpaHHBIX Ha MOCIETHEH CTYNMEHH YNMAaKOBOYHBIX €IWHUII TIOCIIC KOHTPOJIS IO
BHEIIHEMY BHUJY OepyT oOpaszerm B KOJHYECTBE, HEOOXOIUMOM I IPOBEICHUS
71a00paTOPHBIX UCITBITAHUN B COOTBETCTBUU C TPEOOBAHUAMH HOPMATHUBHBIX JJOKYMEHTOB (C
Y4E€TOM UCIBITAHUS HA MUKPOOHUOJIOTHYECKYI0 YUCTOTY, CTEPHIIHBHOCTB ).

JIist TBepIIbIX JO3MPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB pacueT KOJIMYEeCTBA €IMHUII,
TpeOyEeMBIX NJIsI TPOBEACHUS MHUKPOOMOJOTHYECKOTO KOHTPOJIS, OCYIIECTBISCTCS ITyTEeM
nesneHus TpedyeMoro KoinudecTBa oopasia B rpamMmax (50 ) Ha cpeHIO Maccy TaOJIeTKH (
Ipake, Kamncyibl, cynmmno3utopus). OOpasibl JIEKapCTBEHHBIX CPEICTB IS WHBEKIUNA U
IJIa3HBIX Karejab OTOUPAIOTCS C yY€TOM UCIBITAHUN Ha MEXaHUYECKUE BKITFOYCHHUSI.

12. OToOpanHbie 00pa3lbl U30JUPYIOT OT OCHOBHOW MPOAYKIMHU, YIAKOBBIBAIOT,
OTIeYaThIBAIOT Ha MecTe oTOOpa.

OTtoOpaHHBIC 0031l ICKAPCTBEHHBIX CPEJCTB HAIIPABIISIOTCS Ha KOHTPOJIb B YIIaKOBKE,
MPETYCMOTPEHHON HOPMATUBHBIM JJOKYMEHTOM M 00ECTICUMBAIOIIEH €€ COXPAHHOCTb.

13. OT60py 00pa3LoB MoAJIeKaT TOTOBbIE MEAUIIMHCKUE U3JENIHS B TOTPEOUTEIBCKON
yYIaKOBKE.

14. Tlepen oT6opoM 00pa3IloB MPOU3BOAUTCS BHEITHUI OCMOTp YIIaKOBKH, OTPEEISETCS
€€ KadecTBO, IIEJIOCTHOCTb, a TaKXe€ COOTBETCTBHE Tapbl M YMAaKOBKH TpPeOOBAHUSIM
HOPMAaTUBHOW JoKyMeHTanuu. OJHOBPEMEHHO MPOBEPSAIOTCS TEMIIEpAaTypHBIE YCIOBUS
XpaHCHUs] METUIIMHCKUX M3ACIUN (TEMIIEPATYPHBIA PEKUM, BIAKHOCTH) TI0 TPUMEHUMOCTH.

15. OT60op 006pa3IoB MPOBOIUTCS C COONTIOACHUEM YCIIOBUM, UCKITFOYAIOIINX YXYIIIICHUE
KayecTBa MEIUIIMHCKHUX U3JIETUH.

OOpa3upl 0OTOMpAOT M3 HEMOBPEXKJAEHHBIX YMAKOBOK, COTJIACHO HOPMATHUBHOM
JOKYMEHTAIIIH.
16. B npouecce oT6opa 00pa3iioB MEAUIMHCKUX U3IE€TUN B OOILEM CIy4Yae YUYUTHIBAETCS:



1) ogHOPOIHOCTH APTHUH;
2) NpeACTaBUTENBHOCTh BHIOOPKH 110 COCTABY;
3) mpencTaBUTEILHOCTH BEIOOPKH IO KOJIUYECTBY;
4) COOTBETCTBHE 00PA31I0B UICHTU(UKAITMOHHBIM ITPU3HAKAM MPOTYKIIUH.
17. OrOupaembie 00pa3ubl MO KOHCTPYKIHMH, COCTaBY M TE€XHOJOTUU M3TOTOBICHUS
COOTBETCTBYIOT NMPOAYKIIMH, IPEAHAZHAYECHHOM JIJISl pean3aliiu.

18. Bribopka mo coctaBy 00pa3loB OTpa)kaeT BCHO COBOKYMHOCTH OJHOPOJHOM
MPOAYKIIUU, SBISIOMICHCS OOBEKTOM OILIEHKM KadecTBa C YYETOM pa3lIMuusi CBOWCTB
OTJIEJBHBIX TUIIOB (MapoK, pa3MepoOB, TUIIOB, MOJI€JIEN) TAKOH COBOKYITHOCTH.

19. Tlpu oTbope 006pa3IOB MEAUITMHCKUX U3JIETUN THIOPA3MEPHOTO Psifia OJHOPOIHOM
MPOAYKIIUM WU MEAUIIMHCKOTO M3JIeNNs, BXOASAIIEr0 B HAOOp WM KOMIUIEKT, B BHIOOPKY
BKJIIOYAIOTCS 00pa3iibl U3 PA3IMYHBIX CEPUN, KOTOPBIE PACTIPEACISIOTCS NI MPOBEICHUS
UCIIBITAHUM MO Pa3IUYHBIM IOKa3aTelsiM KauecTBa B COOTBETCTBUU C HOPMATHUBHBIM

JOKYMCHTOM I10 Ka4C€CTBY MCAUIIMHCKOI'O U3JCJINA.

[punoxenne k mpaBUiIaM 0TOOpa

C pPBIHKA, B TOM YHUCIIC B
MEIUIITHCKIX OpPTaHU3aIHsIX,
JIEKapCTBEHHBIX CPEACTB U

MEIUIMHCKUX U3JICTUH,

MOJITIEXKAIUX KOHTPOJIIO KadecTBa

C YU4ETOM PUCK-OPUEHTHUPOBAHHOTO

OX0/1a

dopma
AxT 0T00pa 00pa3noB NPOIYKIMH

or" " 20 roma Ne
HaumenoBanue opranuzanuu:

Mecro oTb6opa:

(anpec) OTOOp mpoussen:

®UO (ripu HaTUYUK) JIUIA, OCYIIECTBUBIIETO OTOOP 00pa31oB
AKT COCTaBJIEH:

®UO (ripy HaTUYUKM) TPEACTABUTENS SKCIIEPTHON OpraHU3aluu ¢ y4acTHUEM:

®UO (npu HaTU4KMK) TPOU3BOAUTEIIS UM €TI0 PEICTABUTENS
OO0pa31bl IpeAbABIEHHON MPOIYKIIMK OTOOPAHBI B COOTBETCTBUHU C

(HaMeHOBaHUE HOPMATHUBHOTO JOKyMEHTA)



JUUTS UCTIBITAaHUM C LIEJIBIO OLCHKH KAa4eCTBa MPOTYKIINHU

[Iponykuus mosrydena mo:

(TOBapHO-TPAHCIIOPTHON HAKJIAHOW; KBUTaHIIUU No,

1o koHTpakty Ne, nara; norosopy Ne, nara)
IIponsBonuTens:

(cTpana, opraHu3alus U ajapec)
[TocTaBmuk:

(cTpana, opraHuzaius u aJpec)
OCMOTpPOM yCTaHOBIICHO:

YcaoBus XPaHCHUA:

Bun u cocrosiHuE Taphl, yIaKOBKH, EMKOCTEN:

Hammcn Ha YIIAaKOBKC U 9THKCTKaAX:

OO0pa31er 0TOOpaHbI OT MPOAYKITUH, IPEIBSIBICHHON M0 HANMEHOBAHUEM:

HaumenoBanu KonuuectBo
e obOpasumos Enmuuna Pasme aTa Cpok 0TOOpaHHBIX
P Howmep naptuu P A P P
MPEIBSIBICHHO HU3MEPEHUS apTUu MPOU3BOJICTBA TOMHOCTH 00pasIos
¥ TIPOTYKITHH MIPOAYKITUHI

1 2 3 4 5 6 7

KoHnTponbHbie 00pa3iibl B KOJWYECTBAX, PABHBIX KOJIMYECTBY OTOOpAHHBIX 0Opa3IOB,
oTOOpaHbl, ONeyaTaHbl U XPAHITCA B HAJJICKAIUX YCIOBUAX B TEUEHHUE CpPOKa JIEUCTBUS
cepTuduKaTa COOTBETCTBUS MPOAYKIIUU y CyObekTa B cpepe oOparieHus JIeKapCTBEHHBIX U
MEIUIIMHCKUX U3JICITUH.

[IpencraBurens 3KCIEPTHOM OpraHU3ALINAU:

MOJITUCH ®OUO (ripy HaTUYUN)
[IpousBoaurens
(npencraBUTENh IPOU3BOINUTENS):

MOJITHACH ®UO (ripu HaTUYUN)
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