COOTBETCTBHS [IPOM3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB TPEBOBAHMSIM IIPABUJI

Beigan n
TIPOBE ICHHA
DKOHOMMYECKO

MOATBECPKNACT CJ1 ClyHolIEee:

IIpOREJICH

Unit —

Ha OCHOBAHUU:
- saapneHus ot 20.09.2022 rona na HPOBC/ICHHE HHCNCKIIMH 1a COOTBETCTBHC TpeboBanuiIM

HaJUICKAIIECH 11

Ha ocrosanuu CBEJICHHH, 1OJIYYCHHBIX TIPH 11DOBE/IeHIAN bapmanerTuucckoii HHCUCKIIHH, MOCIC/IHN
13 KOTOPBIX Opu1a niporeaena ¢ 06 ro 10 (erpans 2023 rosa, YCTAHOBJICHO, YTO JaHHOC (apMalieBTHYECKOR

NPOU3BOACTEO
Espasuiickoro

COOTBCTCTBHS.

COOTBCTCTB)/IOIL[HX TIIPHHIIUIIOR YHpasJieHus PHCKaMH TIpH HaNIMYMUH COOTBETCTBY[OILICﬁ 3allMCH B 1oJie

«Orpanuuenus
ceprudukaTay.

Ceprudpukar ssistercs jeiicrsurensibm » Cllydae IpE/ICTaBNCHHs BCEX €10 JIMCTOR (KAK OCHOBHBIX
JIMCTORB, Tak U JIOTIOJHHTEIIBHBIX JIMCTOR).

Ayrentuunocts (noanunmocTs) nacrosmero cepTHhUKATA MONKHO NpoBepuTh B 0aze panmubx
Komurera mermuunnckoro u bapmanesruyeckoro kontpons MuHucTepeTBa 31paBooxpancHus PecnyGuku

Kazaxcran.

Ecnu  cepruduxar ne MpECTaBICH B ykasauHoi Gase JaHHbBIX, cienyer  obparurhes B
YIOJIHOMOYCHHELA OPraH, ero BbIJABIIHIL,

EBpasuiickuii skoHomMUuecKuii coros

PI'Y «Komurer Memumnckoro u (apmanesTHyeckoro KOHTPOJIst
Munmucrepersa sApaBooxpanenud PecniyGnmiu Kasaxcramun

CEPTUOUKAT
HAIIJIE)KALL,HEI?I [IPOU3BOJICTBEHHOM ITPAKTUKH
EBPABUKCKOI'O DKOHOMUYECKOT'O COIO3A
Ne GMP/EAEU/KZ/34-04-2023
Cpok peictsust ¢ 10 hespais 2023 r. 1o 09 thespans 2026 r.
O HTOram nposeaeHus (GapMaleBTHUCCKOl MHCIICKIMK B COOTBETCTBHMM ¢ Ilparumamu
bapmanesTuyeckix MHCTICKIWWH,  yTBCpskieHHsM  Pemiennem  Conera EBpazuiickoii

H KOMMCCHH OT 3 noabps 2016 1. No 83.

Komurer meauumiickoro u dapmaiierTHYeCcKOro KOHTPOIs
Munucrepersa 31pasooxpanenns Pecnybnmku Kazaxcran

a tbapMaueB'queCKaﬂ HHCIICKIIH A

HETERO LABS LIMITED, UNIT-VIT
Vil Plot No. 14, Survey No: 50 Phase LI, Industrial Area, Jeedimetla, Hyderabad PIN —
300055, Telengana, India,

POUSBO/ICTBCHIION NpakThich EBpasuickoro SKOHOMHYECKOTO cooza (Mnoe ocrHosanue).

coorsercreyeT rtpeGosanuam  I[lpasun  Hamiexaweii [IPOM3BOJICTBEHHOR  IpPaKTHKH
3KOHOMMYECKOIr0 Co103a.

HCICKTUPOBAHMS HE MOXKET CUYMTATLCS HOKYMCHTOM, CBH/ICTE/ILCTBYIONMM O CTaTyce
Cpok  neiicTBus ceprudMKaTa  MOKET  ObITH COKpallleH T1IpH  HCHONb3OBAHKWMN

HITH  ITOACHUTENBHBIC 3aMETKH, Kacarolmecs obJracTi HpUMEHCHUWA HacTosAILEero
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Jlexapcreennbie cpencrra uis MCAMIMHCKOIO IpUMEHeHMs
JlexapcTennrie npenaparo

: CrepuiibHas IPOJIYKINSA
1.1.1 Ipoussommas ACCNITHIECKNM ITyTeM (onepaiuu 00paboTku nns CICAYIOIMX JIEKAPCTREHHBIX thopm):
L.1.1.1. Kuukue JICKAPCTBEHHBIE POPMBI HOIIBLLIOTO 06 beMa
1.1.1.3: Hucnepcuu
L.1.1.5. Teeppie JIEKAPCTBCHHBIC (hOPMbI U HMITAHTATEI

1.1.1.7. Ilpouas PO/LYKLMS, TIDOMBBOIMMAS B ACCITHYECKIX YCHOBHSAK.

: HECTC‘.“HJ’IBHﬂﬂ HpOayKIIUg

1.2.1.8. Ilpoune TBCpABIE JIEKApCTBeHHbIE opMBI
1.2.1.9, ngnagant, HaxoMsinyuecs 1o/ AaBicHueM

1.3.2.3. I‘Igo,ugxuna Ha OCHOBE COMATHYCCKHX KJIETOK (ngonxkum JUIA TCPATTHK COMATHYECKHMH KJIETKaMu)
1.3, 1.4, reHOTcp_aHCBTH‘«ICCKaH OPOJYKIIHs

EBpasuiickuii skoHomuueckuii cotoz
Ne GMP/EAEU/KZ/34-04-2023

AU KNTMHUYECKHX HCClieIOBAHMEH HCIBITaHHMI)

Hanmenosanue

1.1.1.2. Kunkue JIEKAPCTREHHBIE hOPMLI MAIIOrO 06BCMa

1.1.1.4. JInodunusars

1.1.1.6. Msrkue jeka CTBEHHbIE (QOPMBI

1.1.2. TMoneepraemas MHHIIHOH cTepuin3anmuu
1.1.2.1. XKupkne nexa CTBCHHBIE hopMbl 6o

JILUIOTO 0ObeMa

1.1.2.2. Xunkue JICKAapCTREHHbIE GOPMEI Manoro oobeMa
1.1.2.3. Teepyie JIeKapCTREHHBIE YOPMBI M HMINIAHTATE]

1.1.2.4, Markue nexa CTBeHHLIE (hOopMBI
1.1.2.5. Tlpoyas m OAYKUHS, NOABCpracMas PUHMLIHOMN CTEPUIH3ALHU
1.1.3. Beinyckalomuii Kontpons KauecTsa (BLIyCK cepu)

1.2.1. Hecrepuisnas NPOAYKIIUS (TEXII0JIOIrMYCCKHE ONCPANNH VI HONYHEHHA CACIYIONX JICKAPCTREHHBIX hopm):
1.2.1.1. Kaucynst B TBepaoi obonoyke

1.2.1.2. Kancyne! B Markol 0600uke
1.2.1.3. Kesarenbusie NiekapeTBeHbe hopmbl

1.2.1.4. HMﬂperHHQOBaHHHe NICKApCTBEHHbIC QOEMM

1.2.1.5. Kunrue JICKAPCTBEHHbIC (POPMBI JIsi HAPYKHOTO NIPHMEHEHMSA

1.2.1.6. Muixue nexa CTBCHHBIC (QOPMbI AT BHYTPEHHEIO IPUMEHEHMS
1.2.1.7. MeimumncKue rasn

1.2.1.10. Pajmionykiinsnie ICHEPATOPBI
1.1.1.11. Markue neka CTBEHHBIE (DOPMET
1.2.1.12. Ceuu (c TITO3HTOPHN)

1.2.1.13. Tabnerku
1.2.1.14. Tpaucue

1.2.1.15. VYerpoiictsa s MHTPapyMUHAILIOrO (BHX’I‘E‘HEX@L[OBO[‘O! BBEJICHUS
1.2.1.15. Tlpoyas HECTEPUIILHAS NPOIYKIIUT

1.2.2. Benyckatonuii konrpons KayecTra (cepTuthukarus CEpHH)

. Buonormnueckas JICKApCTBCHHAS 1PO/IYKIINS
1.3.1. Buonoruycckas JICKapCTBECHHAS NPOAYKIIN:

1.3.1.1. TIpoaykrsr Kk OBH
1312, HMMXHOJTOI"H‘IE:CK&H NPOAYKLIMS

1.3.1.5. buotexnonoruueckas NPOAYKIHA
1.3.1.6. Uponykuus, Beiienenman us KUBOTHBIX HCTOYHMKOB HIIH OPraHoE (TKanci) yenonexa

1.3.1.7. Txaneumwkenepuasn NPOAYKUMS (TPOAYKIINS TKAHEBO HILKEHCp M)
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EBpasuiickuii skoHoMMYeCKuij coM3
No GMP/EAEU/KZ/34-04-2023

1.3.1.8. pouas Guonoruueckas JIEKAPCTREHHAS MPOYKIIHs

1.3.2.1. llpoaykthl kposu

1.3.2.2. Mmmynonornieckas i LYK
1.3.2.3. IlpoaykThl Ha ocHoBe COMATHUYCCKHX KJICTOK (IPOAYKLIMS [T TCpalii COMaTHYECKHMX KIETOK)
1.3.2.4. I'eHoTepanesTHuecKkas HpONYKUUs
1.3.2.5. Buorexnonornueckas OLYKIHS

1.3.2. Beinyckarompuii Komrpoiih_(ceprudmkanus cepun) (iepedcun BrIOB HPOILYKIMH):

1.3.2.6. Ipoaykuus, suinenenas w3 KUBOTHBIX HCTOYHHKOB MJIH OPraHOB (TraHel) yenoreka
1.3.2.7. Tkanenmxenepnas UPOAYKUMSA (TPOAYKIIHS TKAHERO HHKCHEPHH)
1.3.2.8. Ilpouas 6uonornucckas JTEKAPCTBCHHAS NPOAYKIHA

1.4 H!!D‘-]afi HBKaECTBCHHaH HNPOUYKIMA WMITH IIDOU3BO/ICTREHIIAS JACATCIILHOCTDL

1.4.1. Mpousroactro:
1.4.1.1. Pacturenpuas HPOAYKINA
14.12.T OMEONATHICCKON NpoiyKInm

1.4.1.3. IIquasa TPOYKLIHS

1.4.2. Crepunuzanus (papmarnesTHecKx cyberanumi, BCIIOMOTaTe/bHLIX BEIICCTB, FOTOBO HPOJYKIHM:
1.4.2.1. ®unprpanus

1.4.2.1. Cyxoxaposas cTe WIIM3AIHA

1.4.2.3. Crepunusanms 1apom

1.4.2 4. Xumuueckas cre WIIM3AITIs
— . -7.e%. AUMMMECKas cTep

1.42.5. Crepunusanus raMMa-H3IyYeHHCM

1.4.2.6. Crepunusarus S7CKTPOHHBIM H3ITYHennem

1.4.3. INpouce

1.5 | Ynakonka
1.5.1. IMepsuunas ynakopka:

1.5.1.1. Kancynsl & TBEPJI0H 00omoyke
1.5.1.2. Kancyinl 8 Markoi 060101ke

1.5.1.3. XKenaTenbunie neka CTBeHIbE GopMEI
== MCBATCILHBIC IEKAPCTBEHHD

1.5.1.4. UIMnperuuporanusie nexa CTBCHUBIE (DOPMBI

L.5.1.5. XKujikue nexapereemmnie OPMBI JUIA HapyKIOI'0 NPUMEHEHUs
1.5.1.6. XXunkue JICKAPCTBEHHLIC GOPMbI [ITs BHYTPEHHETO TpUMeHeHus
1.5.1.7. Meaunimnckue rasor

1.5.1.8. IIpoune TBepanie neka CTBEHHLIC OpPMBI

X 1.5.1.9. Ilpenaparsi, HaxoAd1uecs 10| faBJIeHeM

1.5.1.10. Paimoryknuamse rene aTOPEI
= TAIMOHYKIIMHbIE reHepaToph
1.5.1.11. Markne JICKAPCTBEHHBIC hOpMBbI

1.5.1.12. Cseun (cynmnosuro Hu)

1.5.1.13. TabneTku

1.5.1.14. Tpancaepmanshsie ITACTBIPY
1.5.1.15. [Mpouas HECTCPUILHAA JICKAPCTBE HHAS IPOAYKIUA
X 1.5.2. Bropuynas (oo eBurenbekas) yrnakoska
1.6

. KOHTEOJ‘IB KavyecTra

1.6.1. MukpoGuonorndeckue MCHBITAHUS: CTEPHILHOCTE

X | 162, Mukpofuonornueckoe TCCTUpOBaNHe: MUkpoGHONOrHYCCKas YneToTa
X 1.6.3. Xumnyeckue (busudeckue) uensiranus

1.6.4, Buonoruyeckme wenbiranms
B otnomwemun moGuix OTpaMuYeHHi WM NosCHCH, OTHOCHUMXCH K AAHHBIM TIPOMSBOATCBCHIBIM ONEPAIHAM (32 HCKIIOYCHHCM
CILyacs, KOria noAcHeHue ABIAeTCs 06ImMM KOMMCIHTAPUEM K MPOLECCaM HA NPOU3ROICTRCHHOM ofLekTe), rae 6bl HU IpUMCHAIHC
ITH OrPAHUMEHHS WM MOAGHEHIIN, HCOOX0IMMO BKIIOUATL OTCLIIKY K COOTBETCTBYIOMEMY HOMEpy nynkra ceprudurara GMP,
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2.1.1. MukpoGHonorneckue UCTILITAHKSA: CTCPHITLHOCTE

EBpaswuiickuii sxoHomMMueckuii coros

© GMP/EAEU/KZ/34-04-2023
2. UMIIOPT JIEKAPCTBEHHOM LIPOIYKITAM
2.1

Kourpons xavecrsa nmmoprn YEMOH JIeKapeTREHHO HPoIyKIMK

2.1.2. Mukpobuonoruyeckoe TCCTHPOBAHHE: MUKPOOHOJIOTHYECKAs YMCTOTA

2.1.3. Xumugeckne (pmsmaeckue) uermranns

2.1.4. Buonoruueckue HCIbITAHHA

Ceptuduxauus CCPHH HMIIOPTHPYEMOii 1POJIYKIIHN

2.2.1. Crepunbnas HPONYKIHS:
2211, IIpoussonmmas B acenmuyecknx YCIIOBHAX
2.2.1.2. Tloasepracmas bununInoi CTEPHIH3ANHH

2.2.2. Hecrepunphas NPOIYKIMS

2.2.3 bnonornueckas JICKapCTBEHHAS IIPOJYKIINS:
2.2.3.1. llpoaykre KpOBH

2.2.3.2. HWmMmyHomormyeckas LHPOAYKILUS
2.2.3.3. lpoayxnus na ocHoBe COMATUYECKHX KITETOK (NPOAYKITHA /11 ICPIIANN COMATHICCKMMU KNETKaMM)

2234.T CHOTCPANCBTUYCCKUE IPO/IYKTh]

2.2.3.5. BuoTexmnonoruycckas n OAYKIMA
2.2.3.6. llpoaykums, BriicicHas M3 HKUBOTHBIX HCTOYHMKOB HJIM OPraHoB (TxaHeit) uenoseka

| S ——"
——

2237 T'kaneniskencpuas HPOYKIHS (IPOIYKIMS TKaHeBO WHXCHEPHH)
2.2.3.8. Ilpouas OHonornyeckas J€KAPCTBEHIAS ITPOLYKITHs

Ipouast gearensuocTs 110 MMITOPTY (BBO3Y)

2.3.1. lnomtanka duznyeckoro HUMIIOpTA (BBO3a)

2.3.2. Umnopt HPOMEAKYTOUHOM NPOJYKIIM, NOJIBEpPraromeiics AanpHelmed obpaborie

o

apMaleBTHYECKas cybeTanius (cyﬁcmﬂuumz
3.1 | Hpoussouctro dapmanesTiuyeckux cyOCTaHUMil METOROM XUMUICCKOrD CHHTE3a

2.3.3. [poyee

3. TIPOU3BOJICTBEHHbIE OIEPALIMK — ®APMAIEBTUYECKUE CYBCTAHIIMH

3.1.1. TlpousBoscTeo 1 OMEKYTOYHLIX NPOJIYKTOR (hapMaleRTHUCCKO cydcranunu
-1.2. TlpousBoncteo neowmmenon $apmaucrTnucckoi cyGeTanmm

3.1.3 Coneodpazosanue (ouHCTKa): KpHCTATI3AIHS

314, [Mpouee

. HEGHBBO,[[CTBO QEHEMEILICBTH‘{CCKHX C¥6CTaHlIHﬁ MCTOJIAMH BBIJICHEHMS U3 NPHUPOIHLIX HCTOYHUKOB
3.2.1. ap

|

B2, [Ipouee

E

Boinenenue da MalEBTHYCCKHX CYOCTAHIIMN 13 MCTOYHUKOB PACTHTEILHOTO NPOUCXOMKIIEHUS

3.2.3. Briytenenue oa MALCBTHYCCKUX CyOCTANUME M3 OPraHoR (TkaHeit) yenopexa

3.2.4. Belaeneune GapmatiesTuyecKkmx CyOCTaHUMA 13 UCTOYHMKOR MUHEDPATBHOIO LIPOUCXOKACHHS
325 M

2.0 MIOAHQUKAIMA BLIACIICHHON (hapManesTuicckol cybcranmu (ykaspiaeres us nynkros 3.2.1-3.2 4)
3.2.6. O4ucrxa BhIENCHHOM bapmanesTuaeckoi CyOcTanImy (yKa3biBaeTCst UCTOUIHK 13 aynkros 3.2,1-3.2 4)

H[!OH?:BOZ[CTBO (DEEMHHBBTH'-IGCKI/IX CYGCT&HHHI"‘I € HUCIIOJIb30BAHHEM GHOHOFI/]HECKHX IIpoIICCCOB

3.3.1. GepmenTanus

3.3.2. TlpowssojictRo ¢ ucnonbsoBaION KIETOYHBIX  KYIbTYp (yKkazath T

e e
HMCTIONB3YEMBIX KIICTOK) (TMOJL YKa3aHMeM THIA KIeToK TOHAMACTCH UX THIIOBAs CHICHUUYHOCTD, TMHUSA, 10TAMM |
npouee)

3.3.3. BuijencHue (oumcTka)
3.3.4. Momudurarus

3.3:5. [Ipouee

[Tpousroncrro crepunbipix hapmanesTuycckux cyberanmmii (paspens 3.1, -3.2, 3.3 NOMKHBI BbITh 3aMONHCHBI
T/Ie IPUMEHHMMO)
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EBpa3uiickuii skoHoMuueckuii cotos
Ne GMP/EAEU/KZ,/34-04-2023

3.4.1. Dapmanestiueckie cyOCTanImy, PON3BOUMbIE B ACENTHYCCKMX YCIOBHIX

3.4.2. DapManerTHueckne cyOcTanimy, TIO/BepracMble PUHUIIHON cTepunmM3aluy

L

3.5 | 3apepmaromue cragum HPOH3BOJICTEA (hapMalEBTHIECKHX cyOcranumii

3.5.1. Craamu dbusuyeckoii 00paboTku: npoceuBanue
3.5.2, IlepBuynas ynakoska

333 Bropmnas YIIAKOBKa

3.5.4. Ilpouee (YKazath uts onepauui, He onHCANILIX BLIIIE
3.6 | Konrpounn kauectra

3.0.1. Duzneckne (xumMmyeckue) HennTanms
3.6.2. Mukpoduonormeckuc MCTILITAHHA (BKIIOYAA UCTTBITAHMS Ha CTEPHIILIOCTL)

3.6.3. MukpobHonoruueckue MCHBITANNUA (HCKIIH0YAT HCIIBITAHUS HA CTCPHIILHOCTE)
3.6.4. BUOJIOTHYECKHE UCTIbITAHNS

4. TIPOYHE OIEPALIMH - PAPMALEBTUYECKUE CYBCT AHIIUK

OI"[JH,HPI‘{CHMH MK MOACHHUTEN bHLIC 3aMCTKH, Kacaloniuecs obnacTu TIIpUMEHEHUS cepTHd)wKa'ra:

- 1.2.1.9. Npenaparsl, naxomsnuecs o nasnendem: Salmeterol and Flucatisone Propionate Inhalation 25 mcg and 25(
meg, 120 Metered Doses

Axmernnsns JI.M. S e
W.o. lpencenarens Komurera S

ME/IMLIMHCKOTO 1 hapMalleBTHICCKOrO s
KOHTponst Munucrepersa -
3ApaBooxpareHus Peciiybimku Kazaxeran 54"

(C]‘J.l‘l.O.,nonnmocn,) MH. w0 ¢ (noannc)

S OY 40882

(2aTa nopnncanns, . MEC.OTT)
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