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EBpa3uiiCKUIA 3KOHOMUYECKUIA COIO3

PI'Y «KoMuTeT MeIMIMHCKOro ¥ (papMalieBTH4ECKOro KOHTPOIIA
MHuH#cTepcTBa 3apaBooxpatenus Pecrybnnku Kaszaxcramn»

IRRARIERE

CEPTH®HKAT

COOTBETCTBW [TPOM3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB TPEBOBAHAM [IF AL {1
HAJUTEKALLEH IPOU3BOJICTBEHHOM IIPAKTHKI

EBPA3MICKOIO SKOHOMWYECKOI'O COI03A e

No GMP/EAEU/KZ/242-10-2025

Cpox aefictaus ¢ 11 centadps 2025 roxa no 10 cenTadpst 2028 r

BhiiaH 1O WTOraM TpoBeleHHs (GapMaleBTHYECKOH MHCMEKUMH B COOTBETCTBMH C [TpasuiaMu

npoBeaeHns  (apMaleBTHUECKMX —HMHCIEKIMH, YTBEPXKICHHBIMH Pemennem Cosera Eapasuiic<on
IKOHOMHMYECKOM KOMHCCHH OT 3 HosAGps 2016 r. Ne 83.

KoMuTeT MeIMIIMHCKOro ¥ apMaleBTHYECKOr0 KOHTPOIIA
MMUHHCTEPCTBA 31paBooxpaHeHus Pecry0.1uku KazaxcTad

MoATBEPKIAET Cleylolee:
nposejeHa papMaLeBTH1ECKas HHCTICKLHA

«Macleods Pharmaceuticals Limited»
Block N-2, Village Theda, Post Office Lodhimajra, Tehsil Baddi, Distt. Solan, Himachal Pradesh -
174 101, India

Ha OCHOBaHHH:
- 3asiBNeHus oT 24.07.2025 roja Ha MpoBeAeHHE HHCMEKLHH Ha COOTBETCTBHE TPEOOBAHMAM Hannexalge:l’

NPOH3IBOJACTBEHHOH NPAKTHKH EBpa3niickoro 9KOHOMHYECKOro coto3a (MHOE OCHOBAHME).

Ha oCHOBaHHM CBENEHU, NOJYyYEHHBIX NMPH MPOBEACHHH (papManeBTHIECKOH HHCTEKUHH, NOC.ICAH
koTopbix Gblta mposenesa ¢ 08 no 11 cenrabps 2025 roaa, yCTaHOBJIEHO, 4TO JAHHOE bapmalesTiechoe
pOM3BOACTBO COOTBETCTBYET TpeGoBaHuaM [1pasun Haexalel TPOM3BOACTBEHHOH MPAKTHKH EBpasniic«c i
KOHOMMUECKOro CO1033, SKBHBaNeHTHbIX ITpHHUMNAM H PykosoacTBy EBponeHckoro cotosa mo Ha e |
NPOH3BOACTBEHHOH MPaKTHKE NEKAPCTBEHHBIX CPENCTB JUIA MEIHUMHCKOrO M BETEPHHAPHOTO MPUMSHCHMA Wl ‘”.
npHHuunam CncTeMbl COTPYAHHUECTBA ¢papMaLleBTHYECKHX uncnekuuit (PIC/S). (

HacToswmit cepTHhHKAT OTpaXaeT CTaTycC NpOM3BOACTBEHHOH TUIOMANKH HA JATy MpOBeiesits
(papMaLeBTHUECKOH HHCTEKLHU H 11O ycTeyeHun Gonee 3 JeT OT JaThl MPOBEJEHHSA NOCAEAHRI0 IHS foC e m el
MHCMIEKTUPOBAHMA HE MOXET CHHTAThCH AOKYMEHTOM, CBU/IETENBCTBYIOUIHM O CTAaTYCe COOTBETCTLws. (C2us
neficTBuA cepTHdHKaTa MOKET BbiTb COKpALLICH TpH HCIONb30BAHUM COOTBETCTBYIOUIMX MPHHLIHMOB YILp. 5123104
pHcKaMu NpH HaJMYHUH cooTReTcTBYIOLeH 3anucH B none «OrpaHR¥eHHs Wi TIOACHHTEIbHEIE < V)

KacaloLLMecss 061acTH NpUMEHEHHA HAaCTOALLEro cepTuduKarar.
CepTH(uKaT ABNAETCA [HICTBUTEIILHEIM B CNTyuae npeJCTABNEHMA BCEX €0 JUICTOB (KaK OCHOE 45\ . 4!

TaK W AOMONHHTENBHBIX JIMCTOB).
AYTEHTAYHOCTS (MOANHHHOCTL
Me/IMUMHCKOro M (papMaLeBTHHECKOTO K
Ecnu cepTH(HUKAT HE NpeACTaBNCH B yKa3
opraH, ero BbiAaBLIKA.

) HACTOSW(Ero CEpTH(MKATA MOKHO NPOBEPHTL B 0aze JAHHBIX "ov .
OHTPOJIA MHHHCTEPCTBA 31PABOOXPAHEHNS Pecryonura Kazaxciax
anHOI Gase AaHHBIX, ClefyeT OOpaTHTBCHA B YMOMHOMOUE! 1 i
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D O O S DDA DA NG OGN NG AXTE AT OG0

EBPa3snUiCKUIA IKOHOMUYECKUMN COLO3

Ne GMP/EAEU/KZ/242-10-2025 1
X | JlekapcTBEHHbIE CPEACTBA [/ MEAMLIMHCKOTO MPHUMEHEHHA ]
JleKapCTBEHHBIE NIPEnapaThl Ais KIHHUYECKHX HCC/IeIOBAHIH (MCTIBITAHHIA) B |
Kon HanmeHoBaHue
1. IPOM3BOJICTBEHHBIE OIEPALIMU - JEKAPCTBEHHAS MMPOAYKIUA 1
1.1 | CrepunbHas npooyKuus -
1.1.1 [Tpou3BoaUMas aceNTHYECKNM IyTeM (omepalmu 06paboTKH L CIEAYIOMNX NEKAPCTBEHHLIX dbopm):
_1.1.1. unxue nexapcTeennbie GopMbl GombIIOro oobrema I — |
1.1.2. )Kunkue nexapcTBeHHble (pOPMBI MATOro o0beMa
1.1.3. JInounusarsl _ __i:
]
1

AR

S

.1.4. TBepable IeKapCTBEHHbIE HOPMBI U MMILIAHTATBI G

.1.1.5. Msirkue nexapcTBeHHble HOpMBbI R
.1.1.6. Ilpoyas npoayKIHMs, MPOU3BOAUMAS B aCENTHUECKHX YCIOBHA 1 “©
1.1.2. Monsepraemas GHHMIIHON CTepuIM3aLMy (omepalyu 00pabOTKH MUIA C/IEYHOMAX JIeKapcTBEHHbIX hopM]|

1.1.2.1. XXuzmkve JexapcTBeHHbIe HOopMbl 60TbIOro oobemMa

1.1.2.2. Xumkue nexapcTBEHHbIE (POPMBI Manoro odsema

1.1.2.3. TBepble JleKapCTBEHHbIE (POPMBI ¥ UMILTAHTATE]

1.1.2.4. Msirkue NleKapCTBEHHbIE QOPMBI

1.1.2.5. Ilpouas npoayKLys, MofBepraemas QUHHMIIHOMK CTEpUIH3ALNH
1.1.3. Beinmyckarommuii KOHTPOIb KauecTBa (BBIMYCK cepHM)
1.2 | HecTepwibHasi ITPOKY KUK

1
1
I
1
1
1

X 1.2.1. HecrepunbHas Moy KUHs (TEXHOJIOTHYECKNE OTIepauy AT MOJTy HEHHA CITe Iy IOUIMX JIEKAPCTBEHHbIX (OpM): t

X 1.2.1.1. Karicysiel B TBEpROH 0Gonotke '
1.2.1.2. KancyJsl B MArKo# o0o104ke

X 1.2.1.3. XXeBaTeNbHbl€ JTEKAPCTBEHHDIE HOPMBI RN
1.2.1.4. UMnperHipoBaHHbIe JleKapCTBEHHBIC hopMEI Bis gk,
1.2.1.5. )Xuaxue nexapcTBeHHbIE GOPMBI I HADYKHOTO MPUMCHEHUA

X 1.2.1.6. XKunxee jexapcTBeHHbIe HOpPMBI Ul BHY TDCHHEr0 MPUMEHCHH
1.2.1.7. MeauuyHCKHe Taskl

X 1.2.1.8. Tpoure TBepAbIE JEKAPCTBEHHBIE (bOpMBI: rpaHyJIbl, MOPOLIKH i

1.2.1.9. MpenapaTsl, HaxoAsuKecs M0 AaBJICHHCM I
1.2.1.10. PagHOHYKIHAHbIE reHepaTOPhI e
1.2.1.11. Msrkue neKkapcTBeHHble GOpMbI v
1.2.1.12. CBe4H (CyNNo3UTOPHH) . I
X 1.2.1.13. TaGieTku ik,
1.2.1.14. TpaHcaepManbHble MIACTHIPH b
1.2.1.15: [Tpo4as HecTepwibHas MPOIYKUHA
X 1.2.2. BeimycKaloUIMi KOHTPOJb Ka4ecTsa (cepTudHKaLIMA CEPUH) o Ei{_" |
1.3 | Buonoruyeckas nekapcTBeHHas NPOAYKIMA S
| 3.1. Buonoruyeckas JekapcTBeHHas npoJIy Kuus. 0
1.3.1.1. INpoayKTbl KpOBH 6
1.3.1.2. UmMyHoJOTHuYeCKas MPOLYKLUHMA -
1.3.1.3. MpoayKuus Ha OCHOBE COMATUHECKHX K1€TOK (MPOLYKLMSA JUlsl TEPAMTUH COMATHIECKIMH KAC TR
1.3.1.4. TeHoTepaneBTHYECKas MPO/IY KLHA o
1.3.1.5. BuoTexHon0ru4eckas mpoay KL
1.3.1.6. TpoayKuus, BblaenetHaa u3 )KMBOTHBIX MCTOYHMUKOB HJIN Op
1.3.1.7. TkaHeHHKeHepHasA NpOLYKLHA (mpoy KLKA TKaHeBOH MIIKEHEPUH) L

raHoB (TKaHeil) yuenoBeka
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EBpa3smniicKnii 3KOHOMMUYECKUIA COI03

Ne GMP/EAEU/KZ/242-10-2025
1.3.1.8. I1povas 6uonoruueckas nekapCcTBEHHAA TPOTYKIIMA
1.3.2. Boinyckarouyii KOHTpOJib KauecTea (cepTad MKl CepHH) (NepedeHb BUIOB POXYKLIMH):
1.3.2.1. [TpoayKTbl KpOBH e
1.3.2.2. UmMyHonornyeckas npoayKLHs [
1.3.2.3. [TpoAyXThl Ha OCHOBE COMATHUECKHX KIIETOK (MPOMYKIMA AN Tepanyh COMaTHICCKUX K1eTOK)
1.3.2.4. TenorepaneBTHYECKast OpOMYKIHA R
1.3.2.5. buoTexHon0oruyueckas rnpomgyKuus
1.3.2.6. TIpoayKiMs, BblIENEHHAS H3 JKMBOTHBIX HCTOYHHMKOB HIIH OPraHOB (TKaHel) 4enoBeka
1.3.2.7. TxaHeMHKeHepHas NpOXyKius (MPOAYKIHA TKAHEBOH HHKEHEPHH)
1.3.2.8. Ipoyas Guonoryueckas JekapcTBEHHAL MPOLYKITHA
Tpoyas jekapcTBeHHasA NPOLYKLMs WM TTPOM3BOACTBEHHAS IeSTENbHOCTD
1.4.1. IlpoU3BOACTBO:
1.4.1.1. PacTuTenbHas NPOOYKUHA
1.4.1.2. ToMeonaTH4ecKOi MpoayKUMHK
1.4.1.3. Ilpoyast npoayKLus :
1.4.2. Ctepunn3auus hapMaleBTHICCKHX CyOCTAHIMIA, BCTIOMOTaTe/IbHbIX BEIECTB, [OTOBOH MPOAYK LI
1.4.2.1. ®unpTpauns -
1.4.2.2. CyxoxapoBas CTepHJIu3auus
1.4.2.3. Ctepwivzalius 1apoM
1.4.2.4. Xumuaeckas CTepUIM3alisa
1.4.2.5. Crepwinzaliusi raMMa-H3TyYeHHEM
1.4.2.6. CTepunu3alus 3NEKTPOHHBIM H3TyIeHHEM
1.4.3. lTnouee
1.5 | YnakoBka
X 1.5.1. [lepBUtHas ynakoBKa:

X 1.5.1.1. Kanicynsl B TBepao# obonouke
1.5.1.2. Kancyssl B MArkoi oGosouke _* J '}
X 1.5.1.3. XKepaTenbHble JleKapCTBEHHBIE GOPMEL ’ ey
1.5.1.4. IMIpersHpoBaHHbIE JleKapcTBeHHbIe GopMbl N
1.5.1.5. XXunkue nekapcTBeHHble GOPMBI IS HADYKHOTO MPHMEHEHHA - B _J‘ .
X 1.5.1.6. XXuakue nexapctBeHHble HOPMBI [ BHY TPEHHETO PUMEHEHHA A, P
1.5.1.7. MeIuUMHCKHE raspl : |
X 1.5.1.8. ITpoune TBep/ible IEKaPCTBEHHbIE (JOPMBbI: [PAaHYJIbI, MOPOMKK B 7: B “

1.5.1.9. Ilpenapartsl, HaxoAgUIKECA 10 1aBJEHUEM
1.5.1.10. PagroHyKJIMAHBIE TEHEPATOPBI ; -
1.5.1.11. Markue nekapcTBeHHble GOPMBI o
1.5.1.12. Cpeuu (cynnosuTopHH) o Ty
X 1.5.1.13. TabneTku ‘ B Tl

1.5.1.14, TpaHcoepMa/bHBIE NJIACTHIPH B
1.5.1.15. [Ipouas HecTepHiIbHAA IEKAPCTBEHHAA POIY KA

X | 1.5.2. Bropuunas (notpebuTensckas) ynakopka
1.6 | KoHTpob Ka4ecTBa -
1.6.1. MUKpOGHONOrMYECKHE UCIBITAHNA: CTEPHIIBHOCTD

X 1.6.2. MHKPOGUONOrHHECKOE TeCTHPOBAHME: MUKPOOHOIOrHYECKas 1HCTOTA
X 1.6.3. Xumuueckue (hH3HMueCKUE) UCTIBITAHHUA

1.6.4. Buonorvueckue HCrbiTaHHA
B oTHOwEHHU MIOOLIX OTPaHUYECHHA MIHU [OACHEH, OTHOCAWIMXCA K JaHMbIM NPOHIBOACTBEHHLIM OMnepalsM (3a HeRMOYe na
C/ly4aeB, KOraa NOACHEHHUE ABJIACTCH 06LIHM KOMMEHTAPHEM K IPOLIECCAM HA NPOM3IBOACTBEHHOM o0beKTe), TAE OBl HI ApHAICIE o
Y1 Orpan{ueHns WK NOACHEHUA, HCOGX0ANMO BIJIIOUATL OTChLIKY K COOTBEICTBYIOWMEMY HOMEDY MYHKTA ceptHurara GNP,
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EBpa3suiiCcKuii IKOHOMMUYECKNI COI03
Ne GMP/EAEU/KZ/242-10-2025 |

2. UMIOPT JIEKAPCTBEHHOH NNPOXYKIIMHA al

2.1

KOHTpO/Ib KauecTBa MMIIOPTHPYEMOH JIeKapCTBEHHON POy KUMH

2.1.1. Mukpo6HONIOr HyeCKHe HCMBITAHUS: CTEPUIBHOCTE )

2.1.2. MHKpOGHONOTHYECKOE TECTUPOBAHNE: MUKPOOHOIOrHUeCKas ACTOTA i

2.1.3. Xumuyeckue (GpuU3HYECKHe) HCITBITAHUA E—

2.1.4. Buonorvyeckue UCIbITaHUs S|

22

CepTHhHKALMs CEPUH MMIOPTUPYEMOI IEKApCTBEHHOH NPO.IY KLHH -

2.2.1. CrepunbHag NpOIyKUHA: ]

2.2.1.1. ITponspoauMas B aCENTHIECKKUX YCIOBHAX 1

2.2.1.2. MNonsepraeMas GHHMIHOM CTEPHUIM3ALMHA 1

2.2.2. HecTtepunibHas NpOLyKIHA i

2.2.3 buonoruyeckas JekapcTBEHHAA NPOIYKLUS: €,

2.2.3.1. [lponyKThl KDOBH |
2.2.3.2. HMMyHonory4ecKas nNpoayKLUHs |

2.2.3.3. TIpofIyKLMs Ha OCHOBE COMATHYECKHX KIIETOK (MPOAYKIMS VIS TePaNiy COMATHACCKIMM IICTIAMIA <

2.2.3.4. T'eHoTepaneBTHYECKHE MPOTYKTBI {

2.2.3.5. BUOTEXHOIOTHYECKAs MTPOIYKLINA

2.2.3.6. [IpoyKuus, BbLAENCHHAS W3 XKUBOTHBIX HCTOYHHKOB MJIH OPratoB (TKaHe#) YeJoBeka

2.2.3.7. TkaHeHHKeHepHas Npo/IyKLKs (POIYKIKs TKaHEBOH HIDKEHEPHH) |

2.2.3.8. Ipoyas Guonorndeckas JiekapcTBEHHaA TPOIYKIIHA 1K

TMpouas aeATeILHOCTL 110 MMNOPTY (BBO3Y)

2.3.1. Tnowanka GpH3MUeCKOro HMNopTa (BBO3a)

2.3.2. UMNopT MpOMEeXYTOYHOH MMPOXYKLMH, noJBepraroleics ranpHeimen obpadorke

2.3.3. lpouee

®Dapm

3. IPOU3BOJACTBEHHBLIE ONTEPALIUH — DOAPMALIEBTHYECKHE CYBCTAHLINN
aneBTHYecKas cybcTanuus (cybcTanuuu):

3.1

[Tpou3BOACTBO (papMaLeBTUUECKHMX cy6CcTaHL METOAOM XUMUYECKOrO CHHTE3a

3.1.1. IT>0M3BOACTBO NNPOMEKYTOYHBIX MPOTYKTOB (apMaLeBTHYECKO#H CyOcTau My

3.1.2. TIpou3BOACTBO HEOUHIIEHHO (apmaLeBTHIECKOH CyOCTaHUIHH .

3.1.3 Coneobpa3opaHue (O4HCTKA): -

3.1.4. Ilpouee i

T1pou3BOACTBO (apmMaLeBTHYECKHX CcyGCTARIMH METOJAMH BBLIENEHVS U3 MPUPOIHBIX UCTOUHHKOB i

3.2.1. BoigeneHue ¢apMaleBTHIECKUX cy6CTaHUMM U3 MCTOYHMKOB PACTHTE/ILHOTO NPOMCXOXKACHHSA e

3.2.2. BoiaeeHue hapMalleBTHecKHX CyOCTa Il H3 HCTOUHHKOB KHBOTHOTO MPOUCXOXIEHAA

3.2.3. BoineneHue ¢papMalleBTHYECKHX cyOCTaHIMA H3 OPTaHOB (TKaHeit) YenoBeka I i)

3.2.4. BoineneHue gapMauesTHIeckuX cy6cTaHImid U3 HCTOUHHKOB MHHEPATLHOTO MPOMCXOKIEHNSA

3.2.5 MoauduKaius BbiaeaeHHOIH hapMaueBTHIECKOH cyGcTaHLmy (YKaspiBaeTcs U3 mynkros3.2.1-3.24) |

3.2.6. Q4UCTKA BhIAENEHHOH (hapMaLeBTHUECKOH cy6craHLyy (YKa3biBaeTcA HCTOYHMK M3 ITyHKTOB 32.1-3.2.4)

3.2.7. Ilpouee

pou3BoacTBO HapMaLEBTHYECKUX cy6CTaHLMA ¢ HCNOJIb30BAHUEM HUONOTHUECKHX ITPOLIECCOB 1

3.3.1. depMeHTALMA .

3.3.2. [lpowsBoACTBO' € HCMOJb30BAHHEM KJIETOYHBIX KYJIbTYP (yxazate T
HCMOJIb3YEMBIX k1eTok) (Noa ykasaHHeM THIIa KIeTOK NOHHMAEeTCA HX TUNoBas crelupUIHOCTD, THHWSA, WTaV

npouee) .

3.3.3. BolneneHue (O4MCTKA) o

3.3.4. Moaudukauusa .

3.3.5. ITouee

34

TpoH3BOACTBO CTEPUIILHBIX (papmaLeBTHHECKHX cyberanumit (pasaenst 3.1, 3.2, 3.3 NOMKHBI GBI Th 3110 16

rje NpHMEHUMO) _

Croauuuad yuz s




51

DT

EBpa3uiicKMii IKOHOMUYECKUW COI03

Ne GMP/EAEU/KZ/242-10-2025 1
3.4.1. ®apMaueBTHYECKHE CYOCTAHLMH, IPOH3BOIHMEIE B aCENTUIECKHX YCIOBHAX __|*
3.4.2. PapManeBTHIECKHE CyOCTaHLMH, [10JBepraeMble QHHMINHON CTepUITH3AIHH ;
3.5 | 3aBepuwaromme cTaJiMH MPOM3BOACTBA (hapMalUEBTHUECKHX CyOCTAHIMH N
3.5.1. Crapnu dpusuueckoii 06paboTkH: _+
3.5.2. IlepBuyHas ynakoBka
3.5.3. BropruHas ynakoBkKa

3.5.4. Tlpouee (yxasaTh 711 ONEpAaLMH, He onwca}mu\I‘
BblLIE) I
3.6 | KoHTponb KayecTBa _,,,_r r

3.6.1. ®isuyeckue (XUMUYECKHE) UCTBITAHUS
3.6.2. Mukpo6UONOrHYecKue HCTbITAHMs (BKIIOUAs CTIITAHUS HA CTEPHIILHOCT)
3.6.3. MHKpo6HONOrMYeckie HCTILITAHKA (MCKII0YAs MCIIBITAHMA Ha CTEPHITLHOCTD) . N

3.6.4. BHOJIOTHYECKHE HCIIbITAHUA
4, TIPOYHUE ONEPALIMH - PAPMALEBTUYECKHUE CYBCTAHIITUA

OrpaHuHeHHs WIH TIOACHUTENbHbIE 3aMETKH, KacaloMHecs 06,1acTH PUMEHEHHs cepTrdrkara: -
O6iacTh hapMaleBTHIECKOH UHCTIEKIIMH OXBAThIBAET:
Mpoussoncreexnsie 610ku GB 1, GB 2, GB 3.

DG O OG DA D NEE N

G

PaiimkynoBa I'.Y.

3amecturens [Ipeacenarens
KomuTeTa METULIMHCKOIO H
(apMalLIeBTHUECKOTO KOHTPOJIs
MuUHHCTEPCTBA 3APABOOXPAHEHNS

Pecnybnuku KasaxctaH
(®.H.0., ponAHOCTL)

(r6anuics)

76. 10. R025

(AATA NOANHCAHNS, AN, MEC, FTIT)
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EypasuanbiK 3KOHOMMKaNbIK 04aK,

«Kazakcran Pecrrybnmkachinbiy JleHcayIIbIK CaKTay MMHHCTPIIIr
MenuumHansik sxoHe hapMaLeBTHKAIBIK OaKbLIay KOMHTET» PMM

CEPTU®UKATHI
EYPA3USJIBIK SKOHOMHUKAJILIK OJIAKTBHIH
THICTI ©HJIPICTIK ITIPAKTHUKA KAF UIAJIAPBIHBIH TAJIATITAPBIHA
JAOPUIIK 3ATTAP ©HIIPICIHIH COMKECTITT TYPAJIBI
Ne GMP/EAEU/KZ/242-10-2025
Konnansuty mepsimi 2025 xbiest 11 kipkyiiekten 2028 xeutrst 10 Kbipkyiiexke geiin
. Eypasusanbik sKOHOMMKaNbIK KOMHMCCHS keHeciHiH 2016 xbuwbl 3 kapamamgars Ne 83 wmerrivivet]
bekiTinren apmaueBTHKANBIK MHCIEKLMS OTKi3y KarMaamapblHa COHKeC (hapMAIeBTHKATBIK HHCTEKIHS

OTKi3y KOPbIThIHABUIAPEI GoMbiHIIA Gepini.

KasakcraH Pecry6aurkace! JleHcayiblK cakTay MEHECTDIIIC
MenuuuHabIK soHe (apMaleBTHKAIBIK 6aKbUIay KOMHTETI

MbIHAHBI pacTaHabI:
(bapMaLeBTHKANBIK HHCTIEKLMA OTKI3iNIi

«Macleods Pharmaceuticals Limited»
Block N-2, Village Theda, Post Office Lodhimajra, Tehsil Baddi, Distt. Solan, Himachal Pradesh -
174 101, India

HeriziHge:

- EypasusnslK 3koHOMUKaIbIK 0OAaKThiH THicTi eHAIpicTiKk NpaKTHKACBIHBIH TANANTaphlHa CalikecTiriHe ag

uHcnekuus xyprizyre 24.07.2025 xeUiFb oTiHIMI (03re Heri3).

®apMaleBTHKAIBIK HHCNEKLHMA OTKI3y Ke3iHAe alnbIHFaH MAJIMETTEp Heri3iHae, COHFbICH 2025 xbuirni 08-/ 77 =i

11 KbIpKY#eK apaneIfbiHa OTKi3ireH ochl (apMalleBTUKANBIK HAIPYLIi EypasusanblK 3KOHOMHKATLIK OJAKThIH! &
TuicTi eHAIpicTiK MPaKTHKA KAaFMAANAPbIHBIH TANANTapEHA COHKeC Kesexi hen Gerinens, MeqUIMHATBIK Kate! 8
BETCPHHAPUANIBIK  KONlaHyFa — apHaiFaH JIOPUIK  3aTTAapAbH  THICTI  OHAIpICTIK  MpakTHKachl  sakie: ('
(apMaLeBTHKANBIK HHCTIEKUMANIAP bIHTBIMAKTACTEIFBI sKYitecinin (PIC/S) karnnarraps! MeH Eyponaisik Onaxrring i
bacLblIbIFBIHA Oanamansl, |

Ocb! cepT::ukar (apMaleBTUKANbIK MHCIEKLMA OTKi3y KYHiHE OHMIpicTiXx anaH Maprebecin kepcereni !¢
’aHe OCbl (hapMaLEBTUKANBIK MHCMIEKLUS XYPri3iireH KyHHeH Gactan 3 »bUT OTKEH COH ColikecTik MopTedeciH| |}
ailirakTalTbIH KyKaT peTiHae caHanmaiael. CepTUMKATTBIH KONJaHbLTY Mep3iMi «OcCbl CepTHHKATTHIH| |\
KOJIAaHBLTY canachblHa KaTbICThl LUEKTEYJIEpP HEMece TyciHAipMme >kasbaniapy XKONBIHAA OJ1 TYpalbl THICTI ska3da
6onca, kayinTepai backapyAblH THICTi KaFMAATTapbIH NaiAanaHy ke3iHae KbICKapThUTY bl MyMKIH.

CeprudukaT oHbIH 6GapiplK napakrapel (Herisri napakrapbl Ja, KOChIMLIA MapakTapbl Oa) YChiHbL1FaH
’KaF/iaiila FaHa xkapambl 6onbin Tabbuiansl.

Ocbl cepTH(UKATTBIH cafikecTirin  (TynmHyckacelH) Kasakcran Pecnybnukacel JleHcaynblk —caxra)
MUHMCTPAIri MeanUMHANBIK skaHe (hapMaleBTHKANBIK 0aKbL1ay KOMHTETIHIH JepeKKOpbIHAa Tekcepyre 0o 1a1al.

Erep cepTudukat kepceTinred aepextep 6a3achiHaH TabbliMaca, OHbl OepreH yaKineTTi opranra xadap.iac,

Kepek.
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X

Meauumnansik Konganyra apHanrad J9piITiK 3aTTap

PANE

GO

Kinuhukansik sepTTey apranran J9pimiK 3aTTap

A

Koabt

ATayrr

1. OHIIPICTIK ONEPALIMSJIAP - IOPLIIIK OHIM/IEP

1.1

Crepunbai eHim

1.1.1 AcenTHKaNbIK )OIMEH NalbIHAAIFAH OHIM (MbIHa [apiNik Typrepai eHeyre apHAIFaH onepauusinap):

1.1.1.1. YnkeH kenemzeri cyiiblk aopinik TYpAep

1.1.1.2. KeneMmi wwaFsiH cyibik aopinix TYpPJEp

DD

-1.1.3. Jlnodunmuzatrap 7~

by

1
1.1.1.4. KatTsl fapinik Typnep xene HUMILTAHTATTap
1.7 1.5. Xymcak aapinik Typaep

1.1.1.6. AcenTHKanbIK O0MMeH Nalbl HAATFaH 03re eHiMzep

N

1.1.2. CoHFbI CTEpHIM3ALMANAH OTETIH OHIM (MBbIHa J9PiNiK TYprepHi eHIeyTe apHAIFaH ONepaLUAnap):

1.1.2.1. YnkeH KeneMIeri cyHblk apinik TypJep

1.1.2.2. Kenemi warbiH cyiibik aapinik Typnep

(J

A
€

1.1.2.3. KatThl gopinik Typnep ssHe uMruianTaTTap

1.1.2.4. 2Kymcax mspinik Typnep

1.1.2.5. CoHFbl CTEpUNH3AUMSAH OTETIH 03T€ OHIMIEP

1.1.3. lbIrapeutbiM canacsiH Gakbliay (cepas IBIFaPbLILIMbI )

A\ )

—
~

Crepunbzi eMec eHiMaep.

1.2.1. Crepunsbai emec eHiMep (keneci Aspinik Typiaepai a1y Ke3iHIeri TEXHONOTHSIIBIK ONepaLManap):

(=

1.2.1.1. KaGbIFbl KaTTh Karcynanap

1.2.1.2. KabrIFLl )XyMcaK Kamncynanap

¢l

=

5]

T
b

1.2.1.3. llaiiHaliTeiH Aapinix Typnep

1.2.1.4. IMnpernupaik 1opiik Typiep

1.2.1.5. ColpTKa KOJIaHyFa apHAIFaH CYIBIK A9PUTIK TYpIEp

1.2.1.6. ke xonaHyra apHajrad CYHBIK JapiiK Typaep

1.2.1.7. MemuuuHansiK rasuap

1.2.1.8. Backa na KaTTh! ASpiTiK Typiep: TyHipuliKTep, YHTAKTap

1.2 1.9, KbIcbIMAaFbl MpenapaTTap

1.2.1.10. PansoHyKJIMATEp reHepaTopaphl

1.2.1.11. Xymcak aapinik Typriep

1.2.1.12. Cgeua (cynno3uTopHiijiep)

1.2.1.13. Tabnerkanap

1.2.1.14. TpancaepManbai xabbICTEIPFBIITAD

1.2.1.15. backa f1a cTepuib/i eMec eHiMIeEp

1.2.2. llIbiFapbinbiM canackliH 6akbliay (CepHsHbl CepTHHHUKATTAY)

Bronoruaneix Japulik eHimM

1.3.1. BHONOTHATBIK A3PiJIiK OHIM:

1.3.1.1. KaH eHimzaepi

1.3.1.2. HMMYHOJIOTUSTIBIK 6HIM

1.3.1.3. ComaTHKaNbIK Kacyluaiapra Heri3geNreH eHimaep

T A A A AN AN e

1.3.1.4. T'eHoTEpanuansIK OHIMIED

69

1.3.1.5. BHOTEXHONOTHSUILIK OHIM

e

1.3.1.6. XaHyapnap HeMece afdM ar3aapblHaH (TiHJepiHeH) aJlbIHFaH OHIMIED

1.3.1.7. Tingix-unxeuepnik eHiMaep (TiHAIK HHXKeHepHs eHiMIepi)

DTS

52 6er
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1.3.1.8. Buonorusibik e3re eHiMaep

1.3.2. UIbirapbuibiMbiH Gakbinay (cepHsiHbl cepTHhHKATTaY) (OHIMAEpP TYpiepiHiH Tizbeci): . 4
1.3.2.1. KaH enimzepi '

1.3.2.2. UMMYHONOTHANIBIK OHIM

1.3.2.3. CoMaTHKanblK xacylluanapra Heri3aenreH eHimaep

1.3.2.4. 'eHoTepanusanbIK 6HIM/ED

—

1.3.2.5. BHOTEXHONOTHANBIK OHIM

1.3.2.6. XKaHyapnap Hemece anaM ar3anapbiHaH (TiHAepiHeH) alblHFaH OHIMIED

1.3.2.7. TiH HHXXeHepUACHIHBIH OHIMaepi

1.3.2.8. bronorusnbik e3re eHimaep

1.4 | ©3re eHiMaep HeMece OHAIPICTIK KbI3MET I v
1.4.1. ©uaipic:. G
1.4.1.1. ©cimaik eniMzepi o _I B

1.4.1.2. F'oMeonaTUsaIbIK OHIMIEp

1.4.1.3. O3re eHiMIep

1.4.2. BenceHai 3aTTapabl, KOCBIMINA 3aTTapbl, AAibIH OHIMAEP/i CTEpHIN3ALMAAIAY: I
1.4.2.1. Cysy

1.4.2.1. Kyprak bICTBIKIIEH CTEpIIH3aLMANAY

1.4.2.3. ByMeH cTepua13auusnay

1.4.2.4. X¥iMUsITbIK CTEPHIH3aLMANAY

1.4.2.5. "'aMMa-Ccay/ieMeH CTepUIIM3aLIHAIaY

1.4.2.6. DneKTpOHIbLI COYJIEMEH CTEPWIH3ALHANAY.

1.4.5. backa
1.5 Kanrama:
X 1.5.1. Bacranks! (ilki) KanTama:
X 1.5...1. KabGbIFbl KAaTThl KancyJianap
1.5.1.2. KabGbiFsl siyMcak KancyJsianap
X 1.5.1.3. [llaiiHaiiTeIH A2piNik TypJep

1.5.1.4. TonbIKTHIPbUIFAH JapiNik TypJep

1.5.1.5. ChIpTKa KOJIaHyFa apHaIFaH CYWbIK A9PUIiK TypJep

X 1.5.1.6. ke KonaaHyFra apHaIFaH CyHbIK A9piJliK Typiep
1.5.1.7. MeauuyHaNbIK ra3aap
X 1.5.1.8. ©3re KaTTbl HAPiNiK Typep: TyHipmikTep, yHTaKTap

1.5.1.9. KpicbIMOarbl npenaparrap
1.5.1.10. PanHOHYKJIHATEP reHepaTopjapbl
1.5.1.11. Xymcak aapisik Typjep

1.5.1.12. Ceua (cynmno3dTopuiinep)
X 1.5.1.13. Tabnerkanap
1.5.1.14. TpaHcaepManbi xkabbICTHIPFBILITAD

1.5.1.15. CTepwib/ii eMec e3re eHiMAED
X 1.5.2. Exinwi (TYTBIHYWIbUIbIK) KanTaMa

1.6 | Lllbirapy canacbiH 6aKbiiayLubl -
1.6.1. MuKpOGHONOrMsLIbIK TECTLIEY: CTEPHIIbAI L
X 1.6.2. Mukpo6GHONOTHsLIbIK TECTIIEY: MUKPOOHONOTHAILIK Ta3alblK L
X 1.6.3. Xvoauansik (busukansls) recriney

1.6.4. Buonorusuibik TecTisey __ __ e
Och! HAIPICTIK ONEPALMRNAPTa KATLICTL KE3 KETEH WEKTCYJICpre Hemece TyCinAipMENEpre KaThICThl (TycinaipmMe @HAIPICTIK O £ G'\;p .., . ‘\f.
bcan bl TyCinikTeme 60/1biM TaGLLIATLIN XKarAaANAPAL! KOCnaraH/a), ochl WeEKTeylep HEMECE TYCIHILUpMEEp Kail epae KoJaaHbLica g, cepindu

rapMarsiHLIH THICTI HOMIPINE CIITEMEHI KOCY KIUKET.
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2. TOPUIIK O©HIM UMITIOPTHI KE3IHAE CAITAHbI BAKBLIAY

2.1 MMnopTTanarbiH A2piJliK OHIMHIH canachlH GaKblIay:
2.1.1. MHKpOGHONOTHANIBIK TECTisICY: CTEPHIBALTIK
2.1.2. MuKpOGHONOrHsIbIK TECTiNEY: MHKPOOHOIOTHAUTbIK Ta3albIK
2.1.3. XuMuansIK ((pU3UKaIbIK) ChIHAKTap e
2.1.4. BuonornusiblK ChIHAaKTap .
2.2 MMnopTTanaTeii A3pinik @HIMII cepHsnapbl cepTudukaTTay
2.2.1. CTepunbai OHiM:
2.2.1.1. AcenTuKanbIK KOJMeH JaiblHIATFaH @HIM
2.2.1.2. COHFbI CTEpHIM3ALMAIAH OTETIH OHIM
2.2.2. CTepunbai eMec oHiMaep
2.2.3 BHONIOTHANBIK A3PiNIK OHIM:
2.2.3.1. Kau enimaepi
2.2.3.2. UMMYHOJIOTHSIBIK OHIM
2.2.3.3. CoMaTHKalbIK XacylualapFa Heri3enreH oHimMaep
2.2.3 4. 'enotepanusiiiblK ©HiMAED
2.2.3.5. BHOTEXHOJIOTHANBIK OHIM
2.2.3.6. XKaHyapnap HeMece a/1aM arsaiapbiHaH (TiHAepiHeH) allbIHFaH OHIMIED B
2.2.3.7. TiHAik-HHKeHepiK oHiMaep (TiHAIK MEXEHEpHs OHIMaepi)
2.2.3.8. backa fa GHOMOTHAIBIK JOPLUIiK eHiMaep
2.3 HmnopT (akeny) O0HbIHILA ©3re KbI3MET:

2.3.1. HakTtsl uMnopT (aKeny) anaHpl

2.3.2. OpaH api eHAeyre KaTaTbIH apaNbIK 6HIM/Ii UMNIOPTTAY

2.3.3.Ezcka

Bencesai 3at (besiceHni 3aTap):

3. OHJAIPICTIK ONEPALUAJIAP-ODAPMAL EBTUKAJIBIK CYBCTAHIUAJIAP

3.1 XUMUANBIK CHHTE3 aiciMeH 6eceH i 3aTTap/bl HAIpY
3.1.1. Benceni 3aTTap/bl apaibiK OHIMIEPiH @HAIPY
3.1.2. TazapThuiMaraH hapMaLEBTHKANBIK CyOCTaHUNA eHAipici
3.1.3 Ty3 Ty3iayi (Tasapry):
3.1.4. backa
3.2 Tabury ke3nepaeH 6ein any aaicrepiMeH papManeBTHKAIBIK cybcTaHLMsIIap @HAIPY
3.2.1. BenceHai 3aTTapabl oCiMIiK TEKTEC KO3AEPIEH feimn ary
3.2.2. BenceHni 3aTTap/b! XKaHyaprnapaaH anblHaTeIH KO3AEPACH bey
3.2.3. Anam ar3anapbiHaH (TinepiHeH) benceHai 3aTTap sl GeJin amy
3.2.4. MuHepai bl WbIFy Ke3epiHen Gesceni 3aTTap/ibi Gemin amry
3.2.5 beniHreH 6enceHi 3aTTapabl Moaudukaunscel (3.2.1-3.2.4 TapMaKTapiaH AEPEKKO3 KepceTine)
3.2.6. Beniurex Gencenni 3atTapsl TazapTy (3.2.1-3.2.4 TapMaKTapiad N1€peKKe3 KepceTiteni) e
3.2.7. backa __
33 | bHonoruanbik MpoLEecTepi NaiiaaiaHa OThIpbIN Oe/ceH i 3aTTap bl OHIIpY I
3.3.1. ®GepMmenTaLNA o
3.3.2. Kacywanslk ecipinaiiep naliianaHblNaThiH eHzipic (maiinan:ans
Kacywanap THNiH kepcety) (kacywanap TUMiHIH KepceTuTyiMeH ONapibiH THUITIK EPEKIIENiriH, Chiis (nt
[ITAMMBIH kaHe T. 6. TyciHyre Gonab) o
3.3.3. Benin any (Tazanay) L
3.3.4. Moandukauusiay R
3.3.5. backa e
3.4 | Crepunbai 6eacenni 3atrap enmipici 3.1, 3.2, 3.3 Genimaepi KaThiCTs 60aThIH HKepNepiHie TONTHIPbIIV LI (1]

3.4.1. AcenTUKAIbIK yaraalina eHaipiLieTiH Genceni 3arrap L
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3.4.2. CoHrbl 3apapchi3ianabipyFa YIILIpaiTeiH Genceni 3aTTap

3.5 Benceni 3aTTapsl eHaipiciHiH cOHFbI Ke3eHzaepi

3.5.]1. DU3HKAIBIK OHAEY CATBLIAPbI: :

3.5.2. bipinwi kantama 1K

3.5.3. ExiHwi kanTama -
3.5.4. backa (’xorapbljia CHIIATTANIMaFaH ONepanusIap Yt kepcery) e

3.6 CanaHsl 6axbinay

3.6.1. Ou3uKanbIK (XUMHSUIBIK) ChIHAKTAD

3.6.2. MUKpOGHONOTHANBIK ChIHAKTAP (CTEPHITBALTIK CHIHAKTAPHIH KOCA) ,

3.6.3. MuKkpoOHONOrUANBIK ChIHAKTAP (CTEPHIBALTIK ChIHAKTAPBIH KOCTIAFaHIa) l ;

3.6.4. BHONOIrMANBIK CHIHAKTAP | :

4. BACKA ONIEPALIVISLJIAP - BEJICEH[I 3ATTAP

CeptudukaTTh! KONAaHy canachlHa KaThICTbI IIEKTEYNIEP HEMECE TYCiHaipMe xaszbanap: -
DapMaLeBTHKAIbIK HHCNIEKLHA ay KbIMbI KeNleCiHl KaMTHIEL: ‘
GB 1, GB 2, GB 3 eHaipicTik 670KTapsl.

Paiimkysosa I'.Y.

Kasakctan PecryGnukacel

JleHcaynblK caKTay MUHHMCTPIITIHIH
MeMLHHATBIK )K9He GapMalleBTHKabIK

Gakblnay KOMHTET] TopaFa OpbIHOacaphbi.
(.. 7K.9., 1aya3nimbl)

16.10. RO S

(k0. Koiibuiran Kykti, KyH, ai, xbL1)
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