EypasunsanblK 3KOHOMMUKANbIK OAAK

«Kasakcrau PecriybnukachitbiH Jlencaysibik cakTay MUHUCTPJIITT
MeMIMHAIIBIK 5koHe (hapMaleBTHKANBIK OaKbiiay komuTeTi» PMM

CEPTUPUKATDI

EVPA3USUIBIK SKOHOMUKAJIBIK OJIAKTBIH
THICTI OHJIPICTIK IIPAKTUKA KATHJIAJIAPBIHBIH TAJIAIITAPBIHA
JIOPUTIK 3ATTAP OHIIPICTHIH COMKECTITT TYPAJIBI

Ne GMP/EAEU/KZ/34-04-2023
Konpanbiiny mepaimi 2023 KbUIre! 10 axnannan 2026 sxpursl 09 aknanra JIEHIH

Eypasusiiibl JKOHOMUKAIIBLIK KOMHUCCH kenecimin 2016 xbutrpt 3 Kapatiajnarsi N 83 wiewrimimen
GexitiireH PapMaleBTHKaIBIK MHCTICKILAN OTKI3y Karujajapbiia coikec (hapmarcpTHKaIbIK HICHCKITA
OTKI3y KOPBITEIH/bUIAPEI OOMBIHIIA Gepinji.

Kazakcran Pecrny6Jiukach! J{eHcaysiblK cakray MUIHCTPIIT
MeJiHITMHANBIK Jkate (apMalCBTHKAIIBIK B6aKLLIAY KOMUTCTI

MBIHAHB] PACTAR/IBI:
(apMalleBTHKAIBIK HHCTIEKIS oTKi3ii

HETEROQ LABS LIMITED, UNIT-VII
Unit — VIL Plot No. 14, Survey No. 50 Phase I, Industrial Area, Jeedimetla, Hyderabad, PIN -
500055, Telengana, India

HeriziHje:

- EypasusiiblK 9KOHOMHKAJILIK OIaKThIH Tuicri eHIAIPICTIK PAKTHKACBLIHBIH Ta/laNTapblia cofikecTirine
uncnekims xxyprizyre 20.09.2022 >xKbulrbl eTiHiMi (e3rc Heris).

dapmaneBTHKAIbIK HHCIEKIHA OTKi3y Kesinje ajbiHFan ManiMerTep Herisiie, courbickl 2023 HKbITEbl
06-10 aknan apajiblFbIljla OTKISUINCH OCbI hapmarierTvKaIbIK oHlipymi Eypasus/biK IKOHOMHKAJILIK
ojtakThiH TricTi enipicTik NpaKTHKa KarulanapbiibiH TaJanTapbita coiikec xeneji jgen GenriieHl.

Ocpi ceprrdukaT hapMalleBTHKAIBIK MHCIICKITHA OTKI3y KyHiHe eHAIPICTIK ajiaH Moprebecii kepeeTe/li
skoHe 0Chl (papMALICBTUKAJIBIK MICTIEKLMsS JKYPrisiiren KyHHeH Gacram 3 IKBUI OTKCH COH COMKECTIK
Moprebecin allFakralTblH  KYKaT perinjie  canajaManibl. CepridHKaTTBIL  KOJJIAHBLTY mep3iMi «Ochl
cepTudHKATTBIH KOJJIAHBUTY CAllaChiia KaTBICTBL ICKTCYIICP HEMECE Tycinaipme skazbanap» KoJblHa Ol
typanbl Tmicti sxazba Oosca, KayinTepai Oackapyabit THICTI  KarujaTTapbii naiijanany  Kesiujie
KBICKAPTBIIYDI MYMKIH.

Cepruduxar onbi OapibIK NapakTaphb! (nerisri napaKrapbl 12, KOChIMINA [1apaKkTaphbl J1a) YCLIHbIIFaH
JKar/aiijia FaHa sxapamjibl 0071bi1 TAObIIA/bI.

Ocbl  ceprH(MKATTLIE, COHKECTIriH (rynnyckachii) Kasakcran PecnyGinmkacel Jlencayiiblk caKray
MHUHMCTPJIIrT MeIHIMHANBIK KoHE (bapMaueBmKanbm HaKbl1ay KOMHTETIHIH JICPCKKOPBINAA TEKCCpyre
Bonajpl.

Erep cepTHUKAT KOPCCTUITEH ICPCKTEP fasachial TabLuUIMAca, OHLI Deprem YoKilerri opradra
xabap/iacy Kepek.
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|

MeMIMHaIbIK KOIIalyFa apHayIFaH JpuliK 3aTTap

-

JOMHAKANILIK 23epTTey dpHAIFa JIPLIIK 3aTTap

rKOHbI

Ataysl

1.1

Crepuiib/i eHIM

1.1.1 AcenTHKabIK *OIMeH JaiibiHIaran oHiM (MblHa JRPiJIiK TYpIIEpl O1yIcyTe aplanrat oneparmanap).

1.1.1.1. Ynken konemzeri CyibIk JIOpiik Typacp

1.1.1.2. Konemi marsii cyibIK JIOPULIK TYPICD

1.1.1.3. JIncnepcusiap

1.1.1.4. JInodunuzarrap

1.1.1.5. Karrel nopilik Typiep Kolc MMILIAHTATTap

1.1.1.6. Mymcak Japinik TypJicp

1.1.1.7. AcenTHKanbIK KOIMEH JaliblHialran e3re oHIMJIEP

1.1.2. Conrbl CTepMIIH3AIIAsA/IAN OTCTIH OHiM (Mblla J19piJliK TypJiepal omyieyre apHamal orepalmsIap):

1.1.2.1. YnxeH KojeMmJeri cyibIK JIpitik Typiep

1.1.2.2. Kosemi marsii cyibIK A9pinik Typaep

1.1.2.3. Karre! 1spifiik TypIep KoHE UMIIaHTaTTap

1.1.2.4. Mymcak Japijtik Typrep

1.1.2.5. Corybl CTepUWIH3AIIsIAH OTETiH 03¢ eHimMacp

1.1.3. [LIsiFaphuibiM canachii Oakbiiay (cepus 1IBIFAPBLIBIMBI)

1.2

Crepuibili emMec OHIMIEP.

1.2.1. Crepuusai emec onimjiep(keneci IOpitik Typrepiti any Kesinaeri TexHoJI0rHIIbIK oriepalMsIap):

1.2.1.1. Kabplrpl KATTHI Kalicynarap

1.2.1.2. Kabrirsl KyMCaK Kalcyianap

1.2.1.3. IlajisailThiH I9PLIIK TYpICp

1.2.1.4. Umiiperuupiix JOpiiiK Typrep

1.2.1.5. CrIpTKa Kojljanyya apiaifan CYHbIK [OPiNtiK TYpiICep

1.2.1.6. lIKke KOJAAHYFA apHAIFat CYMbIK foplilik Typiep

1.2.1.7. MeavUHBAJILIK Ta3/1ap

1.2.1.8. Backa aa KaTThl JIOpiliK Typiep

1.2.1.9. KpichMaFel NIperaparTrap

1.2.1.10. PajpuoHYKIHATED reHeparopiiapel

1.1.1.11. Mymcak aopinik Typnep

1.2.1.12. Ceeua (cynnosuropuiinep)

1.2.1.13. Tabnerkanap

1.2.1.14. TpatcaepManbli KalbICTRPFLIITAD

1.2.1.15. UnTpapyMUHAIbAIL (THIPTEIK ilnine) eHrisyre apHanFaH Kypanrbuiap

1.2.1.15. backa J1a CTCpPUIIB/Ii EMEC oMiMuep

1.2.2. 11IbIFappliibIM Callachll OaKbliay (cepusiibl cepTUhUKATTAY)
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BrOIOrHABIK JISPiliK OHIM

1.3.1. BHOIOTHAIIBIK JIOPiIiK OHIM:

1.3.1.1. KaH onimMuepi

1.3.1.2. YUMMYHOIOIHSUIBLK OHIM

1.3.1.3. CoMaTHKaNbIK Xacyllajlapra Herisaenrey OHIMIED

1.3.1.4. leHoTepaliaAnbIK oHiMIep

1.3.1.5. BUOTEXHONOTHSUIBIK OHIM

1.3.1.6. anyapnap nemece ajiam ar3anapbliail (TinziepineH) aibHEal oHIMIEp

1.3.1.7. Tinnik-nixenepiik onimaep (Tinjiik HHAKCHEPH eHiMzepi)
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1.3.1.8. BHOJOTHMAIIBIK 03¢ 0HiM/Iep

1.3.2. [LlpiFapsinniMbid Gakbuiay (CepuAinl ceprudukarray) (oHiMICp Typnepiniy Tizdeci):

1.3.2.1. Kau onimzepi
1.3.2.2. UMMYHOJIOTHSIIBIK OHIM

1.3.2.3. CoMaTHKabIK JKacyllanapra Herisaenres eHIMJIED

1.3.2.4. TenoTepalMalibiK OHIMICP

1.3.2.5. BHOTCXHONOTHAJIBIK OHIM

1.3.2.6. XKauyapnap HeMcce ajiam ar3aaphitan (Tinaepinci) ajibiHFaH OHIMACH

1.3.2.7. TiH WHKCHEPHACBIHLIH ouimaepi

1.3.2.8. BHOJIOrHAIIBIK O3T¢ OHIM/ED

14 | Osre onimMjep HEMECE OHJIIPICTIK KbI3MCT

1.4.1. ©upipic:

1.4.1.1. Ocimjiik eHimM/epi

1.4.1.2. ToMCONATHAIBLIK OHIMACD

1.4.1.3. Osre eximicp

1.4.2. Bencenai 3arTapibl, KOChIMIIA 3aTTapbl, NaiiblH OHIMAEPl CTeprIn3alIusiay:

1.4.2.1. Cy3y

1.4.2.1. Kyprax bICTBIKNCH CTCPHIH3AIMIAY

1.4.2.3. bBymMen crepuiiMsalmaay

1.4.2.4. X AMHANBIK CTCPHIIH3ALMsIIAY

1.4.2.5. TamMma-caylieMell crepuiusanusiay

1.4.2.6. DNeKTPOH/IbI CoyJIeMeH CTepUITM3aNsay.

1.4.3. backa

1.5 Kanrama:

1.5.1. bacranxsl (imki) Kanrama;:

1.5.1.1. Kabuirpl KaTThl Kancynanap

1.5.1.2. Kabwire! xyMcaK Karncynajap

1.5.1.3. Nlajimaiitein Iopiaik Typaep

1.5.1.4. TonbIKTLIPLUIFAI JIDPLTIK TYplep

1.5.1.5. Criprka KonjiaHYFa apiansat cyfiblK TopiniK TYpiep

1.5.1.6. like KOJAAHYFa apHAIFall CYHbIK OPITK TYpICp

1.5.1.7. MenuuMaansik raznap

1.5.1.8. ©3re KaTThl JIDPIMIK TYpIIEp

X 1.5.1.9. KpicbiMAarsl pernaparrap

1.5.1.10. PagroHyKIHATCP ICHEPATOPIAPbI

1.5.1.11. XymcaKk Jopilik Typrep
1.5.1.12. Cneua (Cynno3HTOpHIATED)

1.5.1.13. TabneTkanap

1.5.1.14. TpancaepManb/ii JKa0bICTHIPFHIILITAP

1.5.1.15. Crepuinbil eMec 031¢ oHiMJIEp

X 1.5.2. Exinmi (TyThIHYIIBUIBIK) KanTamMa

1.6 | lllpirapy canmachiil OaKbljlaymmbl

1.6.1. MUKpOGUOJIOTHSUIBIK TCCTIIEY CTEPHIIBAL

X 1.6.2. MukpoOHONOr HANBIK TECTLICY: MUKPOOHONOrUsIIBIK TA3aJIbIK
X 1.6.3. Xumussik (husHKasbIK) TECTiCY

1.6.4. BuonorusibIK TecTiliey

Ocrl ouuipictix ONcpauyAnapra KaTbiCThl Ke3 KEired EKTCYIEPre HEMECE TYCIHAIPMCTICPIE KATHICTHI (rycingipme oHAipicTil
oGBEKTI/ICT] NPOIIECTEPre KAl Tycinikreme Gorpit TaGpIaTie Kar1ainap b KOCTTAFAILA), OCHI HIEKTCYIep HeMEce TyCiHaipumenep
Kail xepac koansinca e, GMP cepruduKarhl TApMAFRIHLIL tuicTi HoMipiHE cinTEMeRi KoCy KaumcT.
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2. JIOPUIIK OHIM UMITOPTBI KE3IHJIE CATTAHBI BAKBUIAY

2.1

UMnoprTanarbiH 19piliK OHIMHIH canackil DaxkblUIay:

2.1.1. MuxpoOUOJIOTHATIBIK TECTLICY: CTEPHIIBIIIIK

2.1.2. MukpoGHOJIOTHAIIBIK TECTINCY: MUKPOGHOIOIHAJIBIK Ta3a/IbIK

2.1.3. XuMusiblk ((H3UKAILIK) ChIHAKTap

2.1.4. BruonorusaiblK ChIHAKTAP

2.2

WUMriopTTanaThii OHIM/L CepUAIap/bI cepTuduKarTay

2.2.1. Crepuiibjii OHIM:

9.2.1.1. AceITTHKaNBIK KOJIMEH Jafblijlairat oHim

77.1.2. CoHFbl CTEPMIIA3ALMSLALL OTCTiL ONIM

2.2.2. Crepuibjil eMec OHIMJICD

2.2.3 BHOIOTrMAIBIK ARPINiK OHIM:

2.2.3.1. Kau oHimjiepi

2.2.3.2. UMMYHOIIOTUAUIBIK OHIM

2.2 .3.3. CoOMaTHKaNBIK Jacyllanapra HerisjenreH eHIMIEP

2.2.3.4. [eHoTepanysiuiblK OHiMIED

2.2.3.5. BHOTeXHONOTUsIBIK 6HIM

2.2.3.6. Xamyapiap HeMece ajlaM ar3anaphiiai (injiepineir) amblirad oHiMjep

2.2.3.7. Tinjik-urkeHepik eximaep (TiHAIK HHKCHCPHA onimiepi)

2.2.3.8. backa jia GMOJIOrMsUIBIK J1apiilik oniMcp
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Wmropt (sxeity) G0#bIHIIE O3IC KbI3MCT:

2.3.1. Hakts mMuopT (aKeIy) amaHsl

2.3.2. Opna api OHJIEYTC KATATHIH apaJiblK eHIMJII UMIIOPTTAY

2.3.3. backa

3. OHJIPICTIK OITEPALLPIHHAP-CDAPMAL[EBTI/IKAJTBIK CYBCTAHLIMAIIAP

Benceni 3at (Gencenii 3aTap):

3.1

X UMIAIBIE cuiTe3 aicimen Gesiceni 3arTapiibl oHJipy

3.1.1. bejcen i 3aTTap)ibl apaiibik OHIM/EpIH oHAIpY

3.1.2. TazapTeuiMarail GapMauesTHKAILIK cybeTanms OHIpic

3.1.3 Ty3 Ty3inyi (Tasapry): KpUCTajL1aly

3.1.4. backa

3.2

Tabury kozaepien denin any anicTepiMen dhapMaleBTHKAIbIK cyBcTallmAIap OHIpy

3.2.1. Bencenai 3aTTapipl OCIMIIK TCKTEC KO3ASPACH Goain any

3.2.2. Bencenal 3aTTap/ipl JKaHyapJjap/iaH anblHaThiH KO3ICPICH Doy

3.2.3. Anam arsanapbiias (Tinaepinei) Gencen saTTapp Oenin ary

3.2.4. Munepanjibl 1Y KO3/epinen Gesceni sarTapsl e any

3.2.5 bouinren 6ejceni 3aTTap ikl MOJMpHKAIIMACH] (3.2.1-3.2.4 TapMaKTap/@n JIepeKKo3 kepceTinei)

3.2.6. Beuinren Genceni 3aTrapsl Tasapry (3.2. 1-3.2.4 TapMaKrapiam JepeKKos KopceTinei)

3.2.7. backa

3.3

B1OJIOTHSIIBIK TTPOLIECTEP/L aii/[anana oThIpbIll Gescenli 3aTTapbl OHAIPY

3.3.1. GepmenTalus

33.2. OKacymaiuslk ocipinfizep —raijanaHbuiaTelH onuipic (maiaHbIIAThIE
xacymaiap THIii kepceTy) (kacyulanap THIIHIH KOpCEeTULYIMCH OJap/biH TUITIK epeKLIeNirin, CHI3bIFhIH
LrTaMMBbI %aHe T. 6, Tycinyre 6osanb)

3.3.3. Benin any (tazanay)

3.3.4. Mojuduxanusanay

3.3.5. backa
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Crepuiibii bencenai sarrap enpipici (3.1,3.2,3.3 Genimepi KarbleThl 00NaThH sKeprepinie TONTBIPBUTYbI THIC)

3.4.1. AcenTuKaIbIK Xarj@ina emipinetin fencely 3arrap
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[_ 3.4.2. Coirbl 3apapChI3Aan/IbIPYFa YIUBIPAHTLIH Dencenyl 3aTrap

33 BeJicen ii 3aTTapbl @HLIPICiHIH COHFbI Kezeruepi

3.5.1. ®u3UKANLIK OHJEY CaThIaphl. CICKTCH OTKIZY

3.5.2. BipiHmi xanrama

3.5.3. Ekinnoii karnrama

3.5.4. bacxa (xorapblfia CHIIaTTa/IMaral onepalanap YIiH KOPCeTy)

3.6 | Capansl Oaxbuiay

3.6.1. Du3uKAIBIK (XUMUAIIBIK) ChIHAKTAD

3.6.2. MukpoOHONOrisbIK CelHAKTAP (cTepuIbIIiK CBIHAKTAPBIH Koca)

3.6.3. MukpoOHoJIOrHsJIbIK ChIHAKTAD (CTEpHNBALIK ChIIAKTAPBIH Kocrarana)

3.6.4. BHONOTUANLIK CHIHAKTAD

4. BACKA OIIEPALIMSUIAP - BEJICEH]I 3ATTAP

CepTH(HKATTBL KONIAHY CAlackiHa KaThICThl LICKTEYJIEp HEMCCT Tyciiaipme xasdanap:

Doses

- 1.2.1.9. KpichiMarsl npernaparrap: Salmeterol and Flucatisone Propionate Inhalation 25 meg and 250 mcg, 120 Metered

Axmernuss JI.M.
Kazaxeran Pecry0imkacki
JleHcay/IBIK CAKTAY MUIHCTPIIIITHIH

MeiHHaIBIK JKaHe hapMalleBTHKATBIK M.O. )

6B.Kblﬂay KOMHTECTL ToparachlHBIH M.a.
(AJK.D., nayaieimbi)

SY Oy LOLE e

KON KOITBLATAN KYHiy KYILAILKEL
Y

(Kob1)




