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Eypa3uanbik 3KOHOMUKaNbIK 0AaK,

«Kasaxcran Pecny6iykaceinbid [leHcay bk cakTay MHHHCTPIIIT
MenuumHanbIk xkoHe (apMaLeBTUKaAIBIK Hakblay KOMHTETI» PMM

CEPTHO®HKATHI
EVPA3MSUIBIK SKOHOMUKAJIBIK OJIAKTHIH
THICTI OH/JIPTCTIK IIPAKTHKA KAFUIAJIAPBIHBIH TAJIATITAPBIHA

JIOPUIIK 3ATTAP OH/IPICIHIH COUKECTITT TYPAJIBI
Ne GMP/EAEU/KZ/244-11-2025

Konnawsuty Mepsimi 2025 scpiarst 25 kpipkyitekren 2028 xkeUTrsl 24 KbIpKYHekke aeifin

Eypa3uanbik 3KOHOMMKAIBIK KOMMCCHsST KeHeciHiH 2016 bUirbl 3 Kapamagarel No 83 1ueruimimen

Oekiriiren @apMaleBTHKANbIK WHCTIEKLMA OTKi3y KaFMJanapblHa coiikec (hapMALEBTHKAIBIK HHCIEKI (s
8TKI3Y KOPBIThIHABLIAPE! GoibIHIIA Gepini.

Kazakcran Pecny6ankace! JleHcayablk cakTay MUHHCTPIIT]
MenuuprHanelK xoHe hapMaleBTHKAIBIK OaKbUI1ay KOMHTETI

MBIHaHbI pacTanIbl:
thapmaLleBTHKANBIK HHCTIEKLIMSA OTKI31IAi

Macleods Pharmaceuticals Limited
Block N-1, Village Theda, Post Office Lodhimajra, Tehsil Baddi, Distt. Solan, Himachal Pradesh —
174101, India

Heri3iHpe:

- EypasuanelK 5KOHOMMKanbIK ONaKThIH THICTI eHAIpiCTIK MpakTHKACHIHBIH TalanTapblHa CaliKecTiriHe
nHcnexkuus xyprizyre 24.07.2025 kpInFel ©TiHIMI (©3re Heriz).

dapmaueBTUKANIbIK HHCMEKLUS OTKi3y Ke3iH[Je alblHFaH MaJliMeTTep HeTi3iHpe, COHFBICHI 2025 bIIFb!
22 MeH 25 KbIpKYHEK apaiibiFblH[a ©TKi3ireH ockl (apmaleBTUKaIBIK OHAIpyul Eypasusiblk 3KOHOMHKAaNbIK
onakTblH THICTI eHAIpiCTiK mNpakTHKAa KaFMAANapblHBIH TANAlTapblHA COMKeC Kelemi Jem  6enrinemui,
MEIMLUHMHANBIK JKOHE BETEPUHAPHAJBIK KONAAHyFa apHaIFaH JOpiIiK 3aTTapJbIH THICTI @HIIpICTIK MpakTHKack
>kaHe (hapMalleBTUKANbIK MHCIEKLUSIAp bIHTBIMAKTACTHIFEI skyiteciHin (PIC/S) xarumatrapsl MeH Eyponanbix
OpnaKkTbiH OaclubLIbIFbIHA OaaMalIbl.

Ocbl ceprudukar apmaleBTHKAIBLIK MHCTEKUMS OTKi3y KYyHiHe eHZipicTik anmaH MaprebeciH kepcereni
’KoHe OCbl (papMaLEBTHKANbIK MHCIEKLMA KYPri3lireH KyHHeH OacTtam 3 Kbl ©TKEH COH COMKecTik mapredecin
allFakTalTblH KyxXaT peTibae caHanMmaiapl. CepTudUKaTThiH KonaaHeuly Mep3imi «OCBI CepTH(HHKATTBIH
KOJIIaHbIy caliachlHa KaTbICTLI LUEKTey/lep Hemece TyciHAipMe jkaszbanap» JKOJNBIHAA O Typaibl THICTI xa3ba
Hosnca, Kayintepai 6ackapyAblH THICTI KaFMAATTapblH NaiijanaHy Ke3iHJe KbICKapThUTY bl MYMKIH.

CepTudmkar oHbIH Oapnblk mapakTapbl (HErisri mapakTapbl [a, KOCBIMILA NapakTapbl Aa) YCbIHbUIFaH
JaFaaiijla raHa skapambl 601bin TabbU1aabl.

Ocbl  cepTHdUKaTThIH coiikecTirin  (tynHyckaceiH) Kasakctan Pecny6nukacel JleHcaynblk —cakTay
MHHHUCTPJIr MeIMLMHANBIK jkaHe (papMalleBTHKaNbIK GaKpliay KOMUTETIHIH JIEPEKKOPBIH/A TeKcepyTe onaibi.

Erep ceprudukar kepcerinreH aepekrep 6asacbiHan TaObliMaca, OHbl OEpreH yaKineTTi opranra xadapiiacy
Kepek.
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Eypa3snAnbIK 3KOHOMMUKaNbIK OAAK,
Ne GMP/EAEU/KZ/244-11-2025

X | MeavumHaneIK KoJfaHyFa apHaJFaH J9piJiik 3aTTap

KiMHUKabIK 3epTTey apHanfaH JopuliK 3aTTap

———

Konsl ATaybl

1. OHAIPICTIK OIIEPALIUAJIAP - N19PIJIIK OHIMJIEP

1.1

Crepunbii 6HIM

1.1.1 AcenTHKasbIK )KOIMEH faiblHIaTFaH 6HiM (MBIHA I9PiJiK TYpiepAi eHAeyre apHAIFaH ONepaLusIap):

Y JNQ

1.1.1.1. YnkeH kenemueri cyiibIx 1opinik Typaep

.1.2. Kenemi warblH CyHbIK Japisik Typsep

.3. Jluodusnsarrap

4. KatTbl Jopinik Typnep skoHe HMILIAHTaTTap

1.1
1.1.1

1.1.1

1.1.1.5. Xymcak J1opiik Typsep

1.1.1 .6. AcenTvKasIbIK XOJIMeH falblHIaIFaH e3re eHiMaep: BFS yprey/TonTsIpy/TEIFBI3AAY TEXHOIOTHUAC]
i

MeH JaibiHaairad 6ip nosacel Hap KOHTEeHHepJepaeri epiTiHaIep, CyCIeH3UsIap )XoHe IMYIIbCHATap
1.1.2. CoHFBI CTEPHWIM3ALIMAAAH OTETIH OHIM (MbIHA AOPUIIK TYpJepai 8HIeyre apHaJIFaH onepalusiap):

1.1.2.1. YnxeH kenemeri cyiblK 1apinik Typniep

1.1.2.2. KesneMi wiarbid CYHbIK A9piTiK Typrep

1.1.2.3. KarThbl nopijlik Typiep *oHe HMILIaHTaTTap

1.1.2.4. XKymcak 1apinik Typaep

1.1.2.5. CoHFbl CTEPHIIM3ALMAIAH OTETIH O3re OHIMALP

1.1.3. LLIpIrapbUibIM canachiH faKbuiay (Cepus MIbIFapbLIbIMbI)

[

Crepunbai eMec eHiMaep.

|.2.1. CTepunbi eMec eHiMaep (keeci Aopinik Typrep/i ay Ke3iHaeri TEXHONOTHSIBIK ONepalHsap):

x|

1.2.1.1. KabbIrbl KaTThl KancyJiaiap

1.2.1.2. KaGbIFb! syMcaK KarcyJiauap

1.2.1.3. lllaiHaiThIH AopiNlik TYpaep

1.2.1.4. MMnperHupaix aspinik Typiep

1.2.1.5. ChIpTKa KoJ1aHyFa apHairaH CyifbIK 19pisik Typiep

1.2.1.6. TuIike KoNiaHyFa apHa/iral CyHbIK JOpiliK Typaep

1.2.1.7. MeayuMHaibIK rasjaap

1.2.1.8. backa ja KaTTbl O9piJiik TypJep -

1.2.1.9. KpICbIMAaFb! MpenapaTrap

1.2.1.10. PagnoHyKIuaTep reHepaTopiapel

1.1.1.11. XKyMcak napisik Typsiep

1.2.1.12. Cseua (cynno3uropmiinep)

1.2.1.13. Tabnerkanap

1.2.1.14. TpancaepMaibAi )aObICThIPFbILITAP o

1.2.1.15. Backa j1a cTepuibAi eMec oHiMaep

1.2.2. LlpirapblibiM canachii 6akbuiay (CepusHbl cepTHdUKaTTay) o

BHONOrHANBLIK D9PiNiK OHIM o

1.3.1. BUONOrMANbIK A9pifliK OHIM: L

1.3.1.3. CoMaTHKaIbIK Xacyliajapra Heri3jenreH eHiMaep

1.3.1.1. KaH eHimzepi |
1.3.1.2. UMMYHOJOTHANILIK OHIM ]

1.3.1.4. TenoTepanusblK @HiMIED o

1.3.1.5. BUOTEXHONOTHSIBIK OHIM

1.3.1.6. Xanyap.iap Hemece ajaM arsajapbiHaH (TinaepiHeH) anblHFaH OHIMACD

1.3.1.7. Tinaik-uHxKeHepik oHiMaep (Tinaik NHKeHepHs oHimMAepi)

s 2 0er
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Eypasuanbik 3KOHOMMUKaNbIK, 043K,
Ne GMP/EAEU/KZ/244-11-2025

1.3.1.8. BHonorusnsik o3re 8HiMaep

1.3.2. lllbirapsuibiMbig Gakbinay (cepusiHbl cepTHdHKATTA

y) (eHiMIep TyprepiHiH Ti36eci):

9%

1.3.2.1. KaH enimzepi

1.3.2.2. UMMYHONOTHANBIK OHIM

23

[

l

D Cowamxanbu\ JKacyuwanapra Heri3nenrex GHIMHED

4. eHoTepanusibik eHiMAED

.5. Buotexnonorusn BIK OHIM

.6. Xanyapnap Hemece anam arsanapbisaH (TiHIEpiHEH) anbIHFan eHIMIEp

Lu Lu Lu L[
l\) l\) J\)

|t [t

2 7. TiH MHXeHEPHsChIHBIH 6HIMIEP]

1 3.2.8. Buonorusibik e3re oHiMaep

14 O3re eHiMaep Hemece OHMIPICTIK KbI3MeET

1.4.]. ©Hnipic:

1.4.1.1. Ocimuik enimMaepi

1.4.1.2. ToMeonaTHsIIbIK OHIMIED

1.4.1.3. ©3re eHimMaep

1.4.2. BenceHi 3aTTap/b!, KOCKIMILIA 3aTTapIbI, AaMbIH OHIMIEp/i CTepHITH3ALMSIAY:

1.4.2.1. Cy3y

1.4.2.1. KypFak bICTBIKNIEH CTEPUIM3AMHATAY

1.4.2.3. BymeH crepuinzaupmsiay

1.4.2.4. XuMUAITBIK CTEpHITH3ALHAIAY

1.4.2.5. 'aMMa-coysieMeH CTepUIIH3alUANay

1.4.2.6. DneKTPOHbI CoyNeMeH CTEPHUIM3ALIMAIAY.

1.4.3. backa

bt

Kanrama:

5
i X 1.5.1. Bacranks! (imki) kantama:
X

1.5.1.1. KabbIFb! KaTThl Karcysanap

1.5.1.2. KaObIFbl JKyMcaK Kamncyiaiap

i X 1.5.1.3. IllaliHalTbIH ASPUIIK TYpJIEp

1.5.1.4. ToNBIKTBIPbUIFAH JSpiNiK Typaep

1.5.1.5. CpIpTKa KoJIIaHyFa apHaJIFaH CYHbIK J9piJK Typiep

1.5.1.6. Inike KoJIaHYFa apHaJlFaH CYHMBIK ASPIIIK Typaep

1.5.1.7. MenuuuHanslk rasuap

1.5.1.8. ©3re KaTThl IoPLTIK TypJiep

1.5.1.9. KpIcbIMaarbl npenapaTrap

1.5.1.10. PaguoHYKJMATEP reHepaTOpJIaphbl

1.5.1.11. XXymcak aspiniik Typnep

1.5.1.12. CBeua (cynno3utopuiinep)

X 1.5.1.13. Tabnetkanap i
1.5.1.14. TpaHcaepManb/i #a0blCThIPFBILITAD
| 1.5.1.15. Crepunbai eMec e3re oHiMaep
X 1.5.2. Exinugi (TYThIHY WIbUIbIK) KanTama

Al 1.6 [lIpirapy canacblH 6aKbljay Lkl

1.6.1. MUKpOBHOJIOTHAJILIK TECTIIEY: CTEPUABI

X 1.6.2. MUKpOBHOIOrHsAJIbIK TECTiJIeY : MUKPOOHOJIOTMAIIBIK TA3ANBIK
X 1.6.3. XumuanbiK (hU3KKalibIK) TECTLIEY

1.6.4. BUOJOrHaAbIK TECTiIEy

TdpMasrbiHbIH THICTI IIOMI[)IH(C CiITeMeHl KOCY KaKer.

S5-—30er

Ocbl eumplcrm onepaupanapra KarbiCTbl KE3 KEIreH LCKTeyaepre Hemece Tycingipmenepre KavsicTbl (Tycinaipme euaipictix 0GBeRTI T |l]“( tee K
ACANND wcmmrcuc 6onpin TabbiNaTLIH Jaraalinapibl Kocnaraija), ocbl LeKTeyaep Hemece Tycinaipmenep Kail sxepae konnanbinca nn, GMP ceprudu kit




—1‘77-;@‘*%\

IR

Eypa3uanbiKk 3KOHOMMKaNbIK 0A3aK
Ne GMP/EAEU/KZ/244-11-2025

2. I9PLJIIK ©HIM UMIIOPTHI KE3IHAE CAINIAHBI BAKBLIAY

2.1 MMnopTTanareiH Japiiik @HIMHiH canachlH GaKbLIay: |
2.1.1. MUKpOGHONOTHSTBIK TECTiNTey: CTEPHIBALTIK \
2.1.2. MUKpOGHONOrHSAIBIK TECTINEY: MEKPOOGHONOTHSAIBIK TA3ATBIK
2.1.3. XuMusnblK (HHU3HKaIBIK) ChIHAKTAD
2.14. Buonorwanbik ceibakrap I
2.2 HmnoprrataTein fI9pinik eHiMai cepusnapel cepTudukaTTay |
2.2.1. Crepunbai eHiMm: j
2.2.]1.1. AcenTuKaIbIK JKOTMeH bl HIANFAH OHIM :____ o
2.2.1.2. CoHFbl CTEpHIM3ALNANAH OTCTIH OHIM
2.2.2. Crepunsi emec oHimaep — I
2.2.3 BHONOrMANBIK J9piNiK OHIM: o L |
2.2.3.1, Kan enimaepi ] s
2.2.3.2. UIMMYHONOTUATBIK OHiM _ —
2.2.3.3. CoMaTHKaNbIK JKacyLuaIapra Heri3fenre eHIMIED 1
2.2.3.4. TeHOTEpaNUsUILIK @HIMAED
2.2.3.5. BHOTEXHONOrHANBIK OHIM
2.2.3.6. XaHyapnap Hemece aaam arsanapbiHaH (TiHepiHEH) aNbIHFAH OHIMIED i \
2.2.3.7. Tinaik-uHxeHnepik oHimep (TiHaik WHKeHepUs eHiMaepi) - o
2.2.3.8. backa 1a GHONOTHSIBIK AApiMiK eHiMaep )
2.3 HmnopT (akeny) 60iibIHIIA ©3r€ KbI3MET: o
2.3.1. H aKThl MMIIOPT (9KeJy) anaHsl o i
2.3.2. OnaH api eHaeyre KaTaTblH apasiblK OHIMII MMIOPTTay : ]
2.3.3. backa )

3. OHAIPICTIK ONEPALUANAP-®PAPMALEBTUKAJIBIK CYBCTAHITUSIAP
bencenai 3at (6encenni 3arap):

3.1 XUMHANBIK CHHTE3 91liCiMeH BesiceH i 3aTTapasl OHAipy

I.1. BenceHai 3aTTapabl apayiblK OHIMAEPIH OHIIPY

1.2. TazapThuiMaraH ¢apMaueBTHKAIIBIK CYOCTAHLKS OHAIpiC]

.1.3 Tys Ty3inyi (Tazapty):

[VSRIFSY (VS } (V5]

.1.4. Backa

(93]
[

Taburu ke3nepnen Genin any saictepiMeH hapManeBTHKaIbIK CyOCTAHLMIAD SHIIPY

3.2.1. Beacenai 3atrap/p! ociMAiK TeKTeC Ko3aepaeH Genin any

3.2.2. Bencenai 3aTTap/bl )KaHyapiapaH albiHATHIH Ke3/aep/eH bey

'u)

.2.3. Anam arsanapbiHaH (TiHaepiHeH) Oescer/l 3aTTappl benin amy

.2.4. MuBepan/sl WbIFy Ke3/epiHeH OeceH i 3aTTapabl fenin amy

DJ

'u)

.2.5 beniHreH bencenai 3aTTapab Moaxdukanuace! (3.2.1-3.2.4 TapmMakrapaaH JepeKKo3 KOpCceTine i)

bJ

.2.6. BeniHred 6encexni 3aTrape! TazapTy (3.2.1-3.2.4 TapMaKkTapiaH IepeKKo3 KopceTineni)

.2.7. Backa

bJ

Buonorianslk npoueCTepm nainanaxa OTBIPhIIT Gencenai 3aTTapIabl OHlllpy

(O3]
w

)

~

3.3.1. depmeHTaLUS

a2

3.3.2. Xacywanslik ecipiHninep nainanaHeUtaTelH — ©HZIpic

IUTAMMBIH JkaHe T. 6. TyciHyre 6onanbl)

(manparsmardy i
)acyllanap THITIH KepceTy) (kacyllanap THMIHIH KepCeTUTyIMeH ONapIblH THUNTIK €PEKIUENiTiH. ChiAbirs

.3.3. Benin any (tazanay)

[VER VS

3.4. Moaudvkauusnay

A

.3.5. backa

LV5)

34 Crepunbai fencenni 3atrap enaipici (3.1,3.2

3.3 Genimzepi KaTBICTbI GONIATBIH KEPAEPIHIE TONTLIDLIIYE [ic

3.4.1. AcenTHKasIbIK JKaFailla eHnipineTid GejceHni 3aTrap

S_48eT
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Eypasuanbik 3SKOHOMMKaNbIK 0aak,
Ne GMP/EAEU/KZ/244-11-2025

3.4.2. Cowurbl 3apapcei3fanabIpyFa YIIBIPAATEIH Gencerai 3aTrap

93]
w

bencenni sarrapsi enipicinin conrsl kesenaepi

3.5.1. Pu3MKAIBIK KLY caThlIapsl:

&
<

3.5.2. Bipinwi kanrama

3.5.3. Exinwi kanrama

3.6 CanaHel 6akpiiay

3.6.1. PU3HKATBIK (XMMHANLIK) ChIHAKTAD

3.5.4. backa (>koFapblia CHTIATTANIMAFaH OTIEPALIASLIAD YILiH Kepceil ﬁ

3.6.2. MHKpPOGHONOTHABIK ChIHAKTAD (cTepwiIb AiNTiK CHIHAKTAPBIH KOCA)

<

3.6.3. MMKpPOOHONOTHAMBIK CHIHAKTAP (CTEPHITBILTIK CLIHAKTAPbIH KOCTIaFaHaa)

3.6.4. BUONOTHSNIBIK ChIHAKTAP

4. BACKA ONNEPALIUSLIAP - BEJICEHI 3ATTAP

CepTH(uKaTThl KOMIAHY CanachiHa KaTHICTI LIEKTEYIIEp HEMece TYCiHAipMe xa3banap: -

PaiimkynoBa I'.Y. /'QV:“;;-‘;E'Q o
Wa
Kazakcran PecriyGnukacel éi;; ﬁ,v.cvm,'pq;@,‘%\
JeHcaybiK caKTay MHHHCTPJINHIH SEANE=S %%\
MeaMLMHABIK KoHe QapMaLEeBTHKAIbIK 55‘; N7 =%
. = SN
HaKbLIay KOMHUTETI Tepara opbIHOacapsl M.OzS G = =
(AJK.D., nayasbimbl) = x;_‘\?%“;. TR 2 ,f/
g AN )
‘I«_,_e}g,; X Z & 9 s//
""ﬁ.:#é‘;* m* ea\aﬁl x?//
b \a)
O3. 77. RORS =

(K0J1 KOMBLATAH KYHI, KYII, 2i1, &LL1)

(Koabr)
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EBpa3uiickmit aKoHOMMYECKUA CO103

PI'Y «KomuTeT MEIMIIMHCKOrO H (hapMaLieBTHYECKOTO KOHTPOJIA
Munucrepetsa 3apaBooxpaHedns PecryGinku Kasaxcrany

CEPTHO®UKAT
COOTBETCTBHA [TPOM3BOICTBA JIEKAPCTBEHHbBIX CPE[ICTB TPEBOBAHMSM ITPABUI
HAJUTEXALLEUW ITPOU3 BOJICTBEHHOM ITPAKTHKH
EBPA3HHUCKOI'O SKOHOMHUYECKOI'O COIO3A
Ne GMP/EAEU/KZ/244-11-2025

Cpok neicreus ¢ 25 centsbps 2025 rona no 24 cents6ps 2028 roga

Bbigan no uroram INPOBEACHHA rbapmaueamqecxoi HHCNEKIIUKH B COOTBETCTBHH C I—[paBHﬂaMl/{

NpoBeeHHa  (apMaLEeBTHYECKMX HWHCMEKLMH, yTBepxkaeHHsiMu Pemenuem Coseta EBpasuiickoit
5KOHOMHUEeCKOH koMUccHH OT 3 HosOps 2016 r. Ne 83,

KoMHTET MEAULMHCKOrO U $apMalleBTUYECKOTrO KOHTPOIA
MunucTepcrBa 3apasooxpanenus PecnyOiiku Kazaxcran

MOATBEPIKAAET CIICAYOLIee:
npoeezeHa papMaleBTHUECKas HHCIIEKLIS

Macleods Pharmaceuticals Limited
Block N-1, Village Theda, Post Office Lodhimajra, Tehsil Baddi, Distt. Solan, Himachal Pradesh —
174101, India

Ha OCHOBaHHM:

- 3asBaenus ot 24.07.2025 roaa Ha MpoBeAEHHE WHCMEKUHUH Ha COOTBETCTBHE TpeDOBAHMAM Hajuiekalleit
NPOM3BOACTBEHHOMN NPakTHKYN EBpa3niickoro 3KOHOMHYECKOTO €0i03a (WHOE OCHOBaHHE).

Ha oCHOBaHWHM CBEIEHMIT, MOJy4eHHbIX NPUA MPOBEACHUH (PapMaleBTHUECKOH WHCIEKUHH, TIOCNEHSs U3
KOTOpBIX Oblia mpoBeneHa ¢ 22 no 25 centabpa 2025 roja, yCTaHOBNEHO, YTO JaHHOE (apMaleBTHUYECKOe
NPOM3BOACTBO COOTBETCTBYET TpeGoBanuaM [1paBun HayexkalneH NPOM3BOACTBEHHON NPaKkTHKH EBpasuiickoro
9KOHOMHUECKOro CO0I03a, 3KBUBaNeHTHBIX [IpuHUMNIaM W PykoBoacTBy EBporneickoro corosa no Haanexkatlen
MPOU3BO/ICTBEHHON NPAKTHKE NeKapCTBEHHBIX CPEACTB /sl MeJWLUMHCKOrO H BETEPHHAPHOIO NpHMEHEHH: W
npuHuxnam CHCTEMbl COTPYAHNYECTBA (PpapMaleBTHYECKHX HHCIIEKUHH (PIC/S).

Hacrosiumii  cepTdukar OTpakaeT CTaTyc NPOM3BOACTBEHHOW IUIOIALKK HA Jary IpOBe/CHUs
papMaueBTHYECKOH HHCMIEKUMH H 10 HCTe4eHUH bonee 3 JIeT OT NaThl POBECHHS MOCEIHErO JHA NOC/EHEro
WHCTMEKTUPOBAHHUS HE MOXET CHMTAThCA JOKYMEHTOM, CBHAETENBCTBYIOLIHM O CTaTyce COOTBETCTBUA. CpOK
neficTBHS cepTH(HKATA MOKET ObITh COKpALLEH NPH HCMOJIb30BAHHH COOTBETCTBYHOLIMX NPUHLIMIIOB y paBJIeHH
PMCKaMH TMpH HaIMYHK COOTBETCTBYIOLUEH 3anucu B mojie «OrpaHiyeHHs WM TOACHHTENBHBIE 3aMETKH,
KacaioL[Mecs 061acTH NpHMEHEHNs HAaCTOALILEro CepTUdUKATay.

CepridukaT ABNSETCS AeACTBUTENbHBIM B CTy4ae NPEACTABIEHNs BCEX €ro IMCTOB (Kak OCHOBHBIX JIHCTOB,
TaK W QOTOJHHUTENbHBIX JIUCTOB). '

AyTEHTHYHOCTb (MOAJIMHHOCTb) HACTOALIETO CePTH(HKATA MOXKHO NPOBEPUTL B paze maHHbIXx KomuTteTta
MeMLMHCKOrO ¥ (hapMaLleBTHUECKOrO KOHTPO/As MuHKicTepeTBa 34paBooXpaHeHus Pecnybuku Kasaxcran.

Ecnu cepTH(MKAT He MPEACTABNEH B yKa3aHHOH Oase JaHHBIX, CleayeT 00paTUThCS B YMOJHOMOUEHHbIii
OpraH, ero BblJaBLUKA. ‘
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e X | JlekapcTBeHHbIE CPeICTBA VIS MEAMUMHCKOrO MPUMEHEHHS

Jv\\ [ JlekapcTBeiiHble Mpenapathl 1Sl KIIMHUYECKWX HeenenoBaHui (MCnbITaHui)

':‘j.’{ t Kon HanmMeHoBaH#ue

{ s 1. MPOHU3BOACTBEHHBIE OINEPALIUH - JEKAPCTBEHHASA IMPOAYKLUA

5V; 1.1 | CrepunbHas npoayKuus

«k\‘/ L 1.1.1 ITponzsoaumas acenTHuecknM myTem (onepauuu o6paboTKH 1ist CIIeIYIONIMX JIEKapCTBEHHBIX Qopm):

1.1.1.1. XKupkne nekapctBenible GopMbl Gonbmoro obbema
1.1.1.2. XKunkne nekapctBeHtblie GOpMbl Maoro obbeMa
A1 1.1.1.3. JInodunu3zatel
1.1.1.4. Tepabie NekapcTBeHHbIE HOPMBI ¥ HMIUIAHTATHI
1.1.1.5. Markue nekapcTBeHHble (HhOPMBI
| 1.1.1.6. [Ipoyas nponyKums, NpOM3BOAMMAs B ACENITHUECKHX YCIOBHS: paCTBOPLI, CYCIIEH3HH H 3MYJIbCHH B
< 0/1H0JI030BOM KOHTEHEpE C TeXHOIOTHEH BbIAYBaHHs/3anomHe HUs/ynaoTHenus BES. _
1.1.2. TTonsepraemas GUHMLLHON CTepHIM3aLMH (Onepaurd 06paboTKH i CeYIOLMX JEKAPCTBEHHbIX (GopM)

1.2.1. XKunkue nexapcrBeHHsle HOpMBI DONBIIOT0 00beMa

1.2.2. XKunkue nexapcTBeHHble HOpMbI MaIoro 0obema
1.2.3. TBepable NekapcTBEHHbIE GOPMBI M HMILTAHTATHI
|
|

2
-2.4. Markue nekapcTBeHHble HOPMBI
.1.2.5. Tlpouas npoaykuus, nojsepraemas GUHHLUIHONH CTEPHIM3ALIHA

L.
1.
1.
1.
]

1.1.3. Beinyckaoumii KOHTPOJIb KauecTBa (BBITYCK CEPUH)

1.2 | HectepwibHas mpogyKuus
X 1.2.1. HectepuibHas npoayKuus (TEXHOJIOIHYECKHE ONEPALIHH Ul [IOJTYUSHHS CIISAY FOLIMX JIEKAPCTBEHHBIX (POPM):
X 1.2.1.1. Kancynsl B TBep10#t 060s0uKe

1.2.1.2. Kancynsl B MArko# obosiouke

X 1.2.1.3. X eBaTenbHble NeKapcTBEHHbIE (HOPMBbI

1.2.1.4. UMnperHupoBaHHble JIeKapCTBEHHbIE (HOPMBI

1.2.1.5. JKunkue nekapcTBeHHble hOpMBI VISl HAPYAHOTO MPUMEHEHHS

1.2.1.6. XKuakune nekapcTBeHHble GOpMbI IUISl BHYTPEHHET0 NPUMEHEHHS

1.2.1.7. MeIHLHMHCKHE ra3bl

1.2.1.8. [Tpouse TBEpAbIE JIEKApCTBEHHbIE (JOPMbI
1.2.1.9. [TpenapaTsbl, HAXOAAUIHECH 1101 JdBJEHHEM

1.2.1.10. PanHOHYKIHAHbBIE T€HEPATOPLI
1.2.1.11. Msrkue nexapcTBeHHbIC OPMEI

1.2.1.12. Cseyn (cynmo3uTOpHH)
X 1.2.1.13. TabneTku
1.2.1.14. TpaHcaepMasibHBIE TUTACTBIpH

1.2.1.15. Ilpouas HecTepHNbHAS MPOTYKIIHA

X 1.2.2. Bbinyckaowuii KOHTPOJb KauecTBa (CepTHOHKALMA CEPHH)

1.3 | Buonoruyeckas JNekapcTBeHHas MpoLyKUHs

1.3.1. Buonoryyeckas JiekapcTBEHHAsH MPOIY KL
1.3.1.1. I[Tpomy KThl KpOBU
1.3.1.2. ©UMMyHOnoruyeckas npomayKums
1.3.1.3. TIpojtyKuHs Ha OCHOBE COMATHYECKHMX KIETOK (TPOMYKUMA Al TEPAMTHH COMATHYECKHMH KIETKaM )|
1.3.1.4. 'eHoTepaneBTHHecKas npoayKuna
1.3.1.5. BHoTexHoNoruyeckas npoayKuns
1.3.1.6. [TpotyKLus, Bbl/IeJI€HHAs 13 KMBOTHBIX MCTOUHHKOB MIJIM OPraHoB (TKaHei) venoseka
1.3.1.7. TkaneHneHepHas npoaykuus (IPOLYKLHMA TKAHEBOH HHiKEHEPHI)

Croatidiia2-uz-s
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1.3.1.8. Tlpouas Guonoruyeckas JeKapcTBeHHAs MPOTyKIMA

1.3.2. BuimycKaroLMi KOHTPOITL KauecTsa (cepTudUkamms cepun) (epedeHb BUIOB NPOLYKIHMH):

1.3.2.1. [TpoayKTbl KpOBH

1.3.2.2. UMMyHonory4eckas NpoayKUus

1.3.2.3. TIpOAYKTbI HA OCHOBE COMATHYECKMX KJIETOK (IIPOILYKIMSI LTS Tepami COMAaTUUECKHX KIETOK)

1.3.2.4. l'enoTepaneBTHYECKas NPOLYKUMS

1.3.2.5. BuoTexHonoruieckas mpoayKuus

1.3.2.6. MpomyKiinsi, BbIACIEHHAsE U3 XXMBOTHBIX MCTOUHHKOB WY OPTraHOE (TKaHe#) yenopeka

1.3.2.7. TkaHenHxeHepHas MPOAyKiMs (MPOAYKIMA TKAHEBOH WH:KEHEPEH)

1.3.2.8. [pouas Guosnornueckas JekapcTBEHHAS TPOIYKIUS

ﬂpoqaﬂ JIEKapCTBCHHA NPOJAYKUKUA WIH MPOW3BOACTBEHHAA NEATEIIBHOCTD

1.4.1. T1pOH3BOACTBO:

1.4.1.1. PacTuTensHas MpOIyKLUHs

1.4.1.2. F'oMeonarHYeCKOH NMPOAYKIHH

1.4.1.3. Tlpouas npoayKLus

7o

1.4.2, Crepunuzauus (papmaleBTHUECKHX cyOCcTaHIMH, BCIOMOTATENbHEIX BEIIECTB,

rOTOBOH MTPOAY KLMH:

1.4.2.1. GunbTpauus

1.4.2.2. CyxoxapoBas CTepHIH3aLHA

1.4.2.3. Ctepunusaums napoM

1.4.2.4. Xumuyeckad CTCpHIH3aLIUA

1.4.2.5. Ctepuanzauus raMMa-u3ay4eHHEM

3
)

1.4.2.6. CTepunu3aLya 3JIEKTPOHHBIM H3ITyUeHHEM

1.4.3. Tlpouee

VYnakoBka

—=
AC)

h\ e 4
PG RLd s i

1.5.1. TlepuuHas ynakoBka:

1.5.1.1. Kancynsl B TBEpAOH 0D0/I0UKE

1.5.1.2. Kancysl B MArKO# obosiodke

NCE

1.5.1.3. XKeBaTenbHble NeKapCTBEHHbIE (POPMBI

1.5.1.4. IMOperu1poBaHHbIe JeKapcTBEHHbIE (OPMBI

—

1.5.1.5. XKuakue nexapcTBeHHble GOPMBbI UL HAPYKHOTO NPUMEHEHHA

1.5.1.6. Kunxue nekapcTBeHHble GOpPMbI 1A BHYTPEHHETO NPHMEHEHH

1.5.1.7. MemuduMHCKHe ra3bl

1.5.1.8. Tpouue TBEp/ible IeKapCTBEHHbIE (POPMBbI

1.5.1.9. Ilpenapatsl, HAXoAAUWIMECH O] AaBIEHUEM

W«q‘}l@ 2%

AN

1.5.1.10. PanyMoHyKNIUAHbIE FEHEPATOPBI

1.5.1.11. Msrkue JieKapcTBEHHbIE (OPMBI

1.5.1.12. Cpeuy (CYNno3uTOpHH)

1.13. TabneTku

1.5.
1.5.1.14. TpaHcaepMalibHbIE TIACTLIPH
1.5.1.

15. Tlpouas HecTepuibHas JIEKapCTBEHHAS NPOXY KA

1.5.2. Bropuunas (noTpedurenbckasn) ynakoBka

KonTposb KauecTBa

1.6.1. MuKpOBGHOJIOrHYECKHE HCTIBITAHUA: CTEPHIILHOCTD

X

1.6.2. MHKpOOHOJOTHUECKOE TECTUPOBAHHE: MHKpoOHoIOrHuecKas 4McTora

X

1.6.3. XumHueckue (pu3HuecKue) UCTbITaHUA

1.6.4. BUonOrHYecKHe HCMbITaHUA

B OTHOWEHHH JICIbIX OFPaHWYEHHH WK MOACHEH, OTHOCALLMXCA K JaHHLIM NpOM3BOACTB2HILIM OMNEpaumaM (3 hekmonei
C/lyyaes, KOIJla MOACHEHHE ABIACTCS 06LIMM KOMMEHTAPHEM K IIPOLECCAM HA MPOH3IBOACTBCHHOM oObexTe), rae Obl HH NIPHMCHIL
ITH OFPAHKUYCHHS WIIH NOSCIICHHS, 100X 0AMMO BIKIIOYATH OTCLUIKY K COOTBETCTBYIOLUIEMY HOMEDY NMYHKTA cepruukara GMP. |
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2. UMITOPT JIEKAPCTBEHHOH NPOAYKIIMHU

KoHTpoAs KauecTsa HMNOPTHPYEeMOii iekapcTBeHHOMH MPOayKLHU

2.1.1. Muxpobuonoruyeckie HCIbITAHMUA: CTEPUIILHOCTD

2.1.2. Mukpobuonoririeckoe TeCTHpOBaHHe: MHKpOGHONOrMaeckas YUCTOTa

2.1.3. Xumuueckue (Gusvueckre) NCTILITAHUA

2.1.4, BUoNorMiecK1e HCrbiTaHus

(B8]
(%]

CepTy(dhvKaLHA CEPHH UMTIOPTHPYEMOIL TeKapCTBEHHON MPOIY KLY

2.2.1. CrepunbHasl OpOLyKUHS:

2.2.1.1. TIpou3Bo/iuMas B aCENTHUECKHX YCIOBHAX

2.2.1.2. loagepraemMas QUHHIIHON CTEpUITH3ALIAH

..... 2. HectepunbHas npoayKuMs

3 buonoruueckas JICKapCTBEHHAs MPOIYKIIUA:

2.2.3.1. IIpoayKThl KPOBH

2.2.3.2. UMMyHoOnoruyeckas npoayKmus S

(39
|88
o

5 HPOIIyKLlMﬁ Ha OCHOBC COMATHYCCKHX KJIETOK (ﬂpo,ﬂ)’Klﬂ‘lﬂ JUIA Te€paiind COMATHIECKHMHU I{_TICTKaMi)

. TeHoTepaneBTHYECKHE NTPOIYKTHI

. BuoTexHonoruueckas MPOLYKLHA

. [TpoayxuKs, BeIAENIEHHAA W3 XKMBOTHBIX HCTOYHHKOB HIIM OPraHoB (TKaHeH) uesoBeka

Qo e

Lo Lo | Lo

. TkaneumxeHnepHas npoayKuus (MpoXy KLU TKaHEBOH HHKEHEPHH)

!\JE\)!\)!\)!\J
MNI\)I\)I\J

8 [Mpoyas Guonorydeckas JexapcTBEHHAA MPOTYKLMA

R
(U8}

Hpo‘-!a}i NEATENHHOCTH 110 UMNOPTY (BBO3Y)

3.1. Mnowanka duznueckoro nMnopTa (BBo3a)

’) .3.2. MnopT npoMesxyTouHo#l NPOAYKLHH, oBepraioiieiica faisHedmel o6padboTke

2.3.3. Tlpouee

Dapm

auepTHUeckaa cyOcrauums (cydcTaHLUNA);

3. MPOHU3BOACTBEHHBIE ONNEPAIIMU — PAPMALEBTHYECKHME CYBCTAHLIUH

-

3.

1

[IpoH3BOACTBO (apMalleBTHHECKHX CyOCTaHIHIi METOIOM XHMHYECKOTO CHHTE3a

3.1.1. TIpon3BOACTBO MPOMEXKYTOYHBIX MIPOLYKTOB (apMalleBTHYECKOH CyOCTaHIMH

3.1.2. TIpou3BOACTBO HEOUMLIEHHOTi (hapMalleBTHUeCKOH cyOcTanmK

3.1.3 Coneobpa3zoBanue (04HCTKA):

3.1.4. [Ipouee

(93]

&)

Ipou3BoacTBo (GapMalleBTHUECKUX CyGcTaHumii METONaMH BBLAEIEHNS U3 NPAPOIHEIX HCTOUHHKOE

3.2.1. anneneﬂne thapMaleBTHYECKHX cy6c7a1—mnﬁ H3 WUCTOUHHKOB PacTUTENLHOTO nponcxomneﬂm

3.2.3. Bbmeneuu dapmaueBTHUECKUX CyGCTAHLMI U3 OPraHoB (TKaHei) YeIoBeKa

3.2.4. Buinenexve gapmalieBTHIECKUX CyOCTaHIMiA H3 MCTOUHHKOB MHHEPATbHOIO NPOHCXOKACHHA

3.2.5 Monudukalua BblaeIeHHON (apMaleBTHYECKOl cybcTaHUMK (ykaspiBaeTcs M3 myHkToB 3.2.1-3.2.4)

3.2.6. OuncTKa BBIAENEHHOM (papMalleBTHdeckol cyOcTaHHA (YKa3b[BAETCS HCTOYHUK U3 MYHKTOB 3i2.1-3.24)

3.2.7. Ilpouee

L

(93]

[TpoM3BOACTBO (JapMaLIeBTHIECKUX CYOCTAaHLMI ¢ HCTIONb30BAHMEM OMOIOTHIECKHX MPOLIECCOB

3.3.1. bepmeHTALMA I

3.3.2. TlpousBoAcTBO € MCHOJNL30BAHHEM KIIETOHYHBIX  KYIBTYP (yrazars Tf
HCIONB3YEMBIX K1ETOK) (M0/1 yKa3aHHeM THIA KI1eTOK TIOHHMAETCA HX THIIOBaA CHENUPHYHOCTD, JIUHISA, LITAMY
npouee)

3.3.3. Beinenenwve (0UnCTKa)

3.3.4. Moaudmrauus

3.3.5. [Ipouee o

[TpOU3BOACTBO CTEPWILHLIX (apMaLeBTIHHECKHX cy6eranumit (pasgens 3.1, 3.2, 3.3 JOMKHBI ObITh 3a00AHCHA! 1
Np1UMEHHUMO) .}
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3.4.1. dapmauesTHYeCKHE CyOCTaHLNH, MPOH3BOAMMbIE B ACENTHIECKHX YCIOBHIX

3.4.2. ®apmaleBTHYeCKHE CYOCTaHLNH, NOABEPraeMble (PMHNIIHOM CTEPHIH3AINY

(93
wn

3aBeplualolie CTaAnN NPOM3BOACTBA (pAapMALIEBTHYECKHX CyOCTaHLIMt

3.5.1. Cranuu pusnieckoii obpaborki:

3.5.2. TlepBuyHas ynakoska

3.5.3. BropHuHas ynaxkoska

3.6 | KoHTposab KauecTna

3.6.1. Dusnueckue (XHMHYECKHE) HCNBITAHUA

3.6.2. MuKpoOHonorHueck e HCTbITaHus (BKIIOUAs HCMBITAHUSA Ha CTEPHILHOCTB)

.6.3. MukpoGuonoruueckne UCIbITaHUA (HCKII04as UCMBITAHMS HA CTEPHIBHOCTD)

(U5 1E%]

.6.4. BUONOrM4ecKHe HCMbITAHMA

4. TPOYUUE OTNIEPALUH - PAPMALEBTUUECKHUE CYBCTAHUWMU

S—

3.5.4. Ilpouee (YrasaTh [Uis OTEPALIMH, HE OMKalliIbIX 51l

Orpamme HISA HITH MOSCHUTENbHbIE 3AMETKH, Kacarolinecs o0nacTH NMPpUMEHEHHSA cepmdomcara:

I KomuTeTra MEIMUMHCKOrO U

| Pecnybnuku Kazaxcran M

Paiimkynosa I'.Y.
3amectuTens [lpeacenarens

(papMaLeBTHYECKOr0 KOHTPOJIA >
MuHuUCTepCTBA 3APABOOXPAHEH U jg%“ £, M

=

4
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