Eypasusnbik s3koHOMMKanbiK ogak,

«Kasakcran Pecny6imrkachinbig Jlencayneix cakray musucTpiiri
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Konnaneuny mepsimi 2024 scouiret 16 aknanuan 2027 KbUIFs! |5 aknaura gefiin
Eypazsusiibik sKkoHOMHKAmbIK Komuccus kenecimin 2016 AKBUTFBL 3 Kapamagarsl Ne 83 miemmimimern
Oexitinren MapmaleBTHKAILIK HHCHEKIHS OTKIZy Karumanaphisa colikec (apmauerTHKANBIK WHCIEKLMA

OTKI3Y KOPBITBIHALLIAPLI GOMBIHIIA Bepingi.

Kazakcran Pecny@nukacs LleHcayiibiK cakTay MUHKMCTPAIT]
MenuuUuHAIbIK KaHe (apmanesTrukanbik Gakeinay komureri

MbIHAHBI pACTANIBI:
(hapMaleBTHKANBIK MHCTIEKMS OTKI3LTI

HBM Pharma s.r.o.
Sklabinska 30, Martin, 036 80, Slovakia

Herisinze:
- Eypasusansik sxoHoMukanbik onakteiy Tuicri OHAIPICTIK MPAKTIKACLINLIN TATAITAPLIHA COHKECTIriHE
HHCNeKUA syprizyre 16.11.2023 sxpuirst oTinimi (orre weriz).

DapmMaleBTHKANbIK WHCIICKLMS OTKI3Y Ke3iHAe anbliFad MOniMeTTep Herizinge, coHruicnl 2024 scnuirn 12-
16 aknaw apanbiFelina eTKI3ifreH ocsl (apmauesTHKANBIK oHAipymi ‘Lypasuansik sKOHOMHKaNBIK OAAKTHIH
Tuicri ennipictik npaxtika KaruIaNapbible TalanTapbina colikec keneni jen Genrigeri, MeIHUMHATBIK AoHC
BETCPHUHADHANILIK  KOJAAUYFa — apHanran  Jepinik 3aTTapApiH - ThicTi  eHpipicTik  mpakThKack  ome
hapmaiepTuRaILIK WHCTICKLUHANAD bIHTBIMAKTACTLIEG! sKYiecinin (PIC/S) Karpjarraper MeH Eyponansix Onaxtein
SaCIUBIIBIFbIHA GaTaMaibl.

Ochi cepTudurar dapmaueBTHKATEIK HHCNEKLAS &TKi3y KyHiHe eHipicTik anau MapredeciH kepceresi
IHE OCBI (hPapMalleRTHKANBIK WHCMIEKIUS KYPrisinres KyHuen Gactan 3 Kbl OTKEH COH CONKECTik mMapTebecii
AfraKkTaliThiH  KyKaT peringe cananMaiip. Cepruduxarrsin Konsanbiny MepziMi  «OCEl  cepTHOUKATTLIH
KOIIA@nbLTY cagachina KaTLICTI WEKTEYNep HeMece Tycinaipme asbanapy oNLHIA 01 TYPamLl THICTI %a36a
onea, kayinrepai Gackapyasin Thicri KAFRNATTAPLIH [AH1A7aHY Ke3IHAE KhICKAPTHUTYbI MYMKIH.

Ceprugmrar ounin Gapisik napakrapel (Herisri mapakrapsl [a, KocbiMiga NaApaKTapel 1a) YChIHLITFAH
AATAGIAA FAHA KAPAMAG! GOMBUT TABbLIALI.

Ochl  ceprudurartoiy  colikecTirin (Tynuyckacein) Kasakcrau PecnyOnukacer [lewcaynek  caxray
MUHICTPAIrT MeauuHanbIK Kone (hapmauesTHKaNbIK Oakbilay KOMUTETIHIN AEPEKKOPBIHAA TeKCepyre Honansi.

Lrep cepruduiar kepcetinren Aepekrep OazachiHan Tadblivaca, oubl Geprex Y3KUIeTTI opranra xabapnacy
KEPeK.
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X | Meannmnanbi koslaHyra apHanFas 1spiiik saTTap

Knnnnkanbik seprrey apnairan gopinix saTTap

Konpl

ATaybl

1. OHAIPICTIK ONEPALMSJIAP - IOPLIIK OHIMJIEP

1Ll

Crepunbai erim

I.1.1 AcenTHkaiplK KoNMeH JalibHIANFAH OHiM (MbIHA A2pINiK TYpNepAi OHIAEYTe apHANFaH onepanusiap):

L1.1.1. Yaken konemzueri cylibik gopinix TYpaep

1.1.1.2. Kounemi warsin cyitbik gapinik typnep

1.1.1.3. Tucnepcusnap

1.1.1.4. Inodunusarrap

1.1.1.5. Kartei aapinix typaep sxaue UMILTAHTATTAP

1.1.1.6. Mymcak aopisik Typaep

[.1.1.7. AcenTukanslK y%ONMEH IalbIHAANFAH O3re OHIMIED

1.1.2. Congpl cTepunusaumsian oTeTin oxiM (MbHa H3pifix Typnepai eHAcyre apHanray onepauusnap):

L1.2.1. Yaken kenemueri cyiibik aspitik Typrep

1.1.2.2. Kenemi marplH cyiibIk J9pinix Typiep

1.1.2.3. KarThl 1opiik Typiiep xaHe UMIIanTaTTap

1.1.2.4. HKymcax nopinix Typaep

1.1.2.5. Conrpl cTepHIH3ALMAAH OTETIH 631¢e QHIMIEp

1.1.3. llpirapeiibiv canachin Gakpinay (cepus LUBIFAPBLIBIMBI)

]2

Crepunbnii emMec eHiMaep.

1.2.1. Ctepunsui eMec eHimaep(keeci J9PiTiK Typarepai a1y Keinmeri TeXHOTOrHAIbIK omepauusiap):

1.2.1.1, Ka0bIFsl KaTThl kancynanap

1.2.1.2. KaObIFbl kyMCaK KancyJiasiap

1.2.1.3. llaiiuaiiTelH 2opinik Typaep

1.2.1.4. imnpernupaix aapinik typaep

1.2.1.5. CripTka KonnaHyra apHanrad cylisiK napinix Typuep

1.2.1.6. luike Komnanyra apHaiiran cyiibIk aapinik TYpiep

1.2.1.7. Mepnumyansig raznap

1.2.1.8. backa Jia kaTTel aapinik Typaep

1.2.1.9. KplchIMnars! mpenaparrap

[.2.1.10. PamMoHYK/IMATED FEHEPATOPIAPbLE

L.1.1.11. Yymcak gapinik Typaep

1.2.1.12. Ceeua (cynnosutopuiinep)

1.2.1.13. Tabnerkanap

1.2.1.14. Tpancaepmanbi xKabbICThIPFbI mrap

1.2.1.15. Mupapymunansi (TeIpThIX illline) enrizyre apHaIFaH KypaitrsLiap

1.2.1.16. backa aa cTepuiibii emec oHiMaep

1.2.2. Wpirapeibiv canacsin Hakbuiay (cepusHbl cepTuduKrarTay)

Buonoruansik nopinik exim

1.3.1. Buonorusansix 1apinik eHim:

1.3.1.1. Kan enimuepi

1.3.1.2. UMMyHONOrHSIBLIK OHIM

1.3.1.3. ComarnkaibIK jKacyuiaiapsa Herisaenres eHiMaep

1.3.1.4. Tenorepannsisik enimaep

1.3.1.5. BUOTEXHONOTUANLIK OHIM

1.3.1.6, XKanyapnap Hemeoe ajam arsanapbiiad (TIHAEPIHEH) AllbINFAH eRIMAED

i

1.3.1.7. Tinpik-unxenepnik enivaep (tinmik WHKEHEpHS eHiMzepi)
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1.3.1.8. Bronorusask esre enimuep

1.3.2. UlbirapsuinimMbii Gakbinay (cepusis ceprunxarray) (enimuep Typaepinia Tisdeci);

1.3.2.1. Kan enimzepi

1.3.2.2. MIMMyHONOrUsABIK oHim

1.3.2.3. ComaTuKaIbiK JKacylIanapra Herisaenrex eHiMmep

1.3.2.4. I'enoTepanusuibik oHiMIEp

1.3.2.5. BHOTEXHONOTHANBIK OHIM

1.3.2.6. JKanyapnap Hemece ajgam arsanapsinan (TinpepideR) anbiHFaH BHIM D

1.3.2.7. Tin MHKEHEPHSACHIHEIN OHIM/IEP]

1.3.2.8. Buonorusinbik o3re oHiMzep

1.4

Osre eHimaep Hemece eHAIpICTIK Kpl3MeT

1.4.1. Onpipic:

1.4.1.1. B¢cimaik enimaepi

1.4.1.2. ToMeonaTHaneIk eHiMIep

[.4.1.3. ©3re e”imaep

1.4.2. Bencenpi 3aTTapasl, KocbiMIina 3aTTapAabl, JAHBIH OHIM/EPA CTepHIM3aIMsIaY:

1.42.1. Cysy

1.4.2.1. Kyprax bictblKneH CTepunM3anuanay

1.4.2.3. bymen crepunusanusnay

1.4.2.4. XuUMHSIBIK CTEpUIM3AUMANAY

1.4.2.5. 'amma-caynemen CTepuinzaumgnay

1.4.2.6. DneKkTpon/ipt cayiueMen CTepUIN3ALMsAIAY.

1.4.3. backa

Kanrama:

1.5.1. bacTanks (imxi) xantama:

1.5.1.1. KaGbirbl KarThi Kancynanap

1.5.1.2. Kabbirsl symcak kancynanap

1.5.1.3. LlaétHaiiTeid opilik Typrep

1.5.1.4. TonblkTsIpharaH 1apifik Typuep

1.5.1.5. ColpTra KOALaHYFa apHATFAH CyiibIK JRpinik Typaep

1.5.1.6. lwike Konnanyra apuanFas cyiibix AQpULK Typnep

1.5.1.7. MeovunHanbix raznap

1.5.1.8. ©3re karTh! 12pisik Typaep

1.5.1.9. Kbiceimaarst npenapatrap

1.5.1.10. Papsonykimarep reHEpaToOpIapb

1.5. 1.11. XKymcak aopinik Typnep

1.5.1.12. Cpeva (cynnosutopuiinep)

1.5.1.13. TaGnerkanap

[.5.1.14. Tpaucnepmannni xatol CTHIPFBILLITAP

1.5.1.15. Crepuneni cMec o3re enimaep

>

1.5.2. ExiHwi (TyTeiHylbInbic) kanrtama

—
[

Ulbirapy canackin dakbiiayurs

1.6.1. MukpoSuoTOrHsIbIK TeCTiNey: CTEPUALIL

1.6.2. MukpoGuonorusnsik recriney: MHKPOGHOOMHANLIK TASANBIK

1.6.3. Xumuansik (pusukansix) Tectiney

Pl o

1.6.4. buonoruansix rectiney

Ocwt ounipicric onepangsiapra Karbicrs Ke3 KeJ

Kl xep e kotanbuica i1a. GMP cepradukars TapMarsHing THict HOMIpiHE ClITeMeHi KoCy Kasker.

IPCIL WICKICY1epre. HEMECS TYCIHIPMEICPTe  KATBICTR (TYCiugipMe olLuipict
ODBCKTINCT] TPOICCTEPre KATMHI TYCHIKTEME GOBIT TaShLIATHIT KaraiTap/bl KOCTIArai;ia), 0ckl ekTeynep nemMece Tyeiutipmen

K

Smmd- 0L




Eypasusanbik 3KoHOMUKanbIK opak

Ne GMP/EAEU/KZ/88-03-2024

2. JOPLIIK 6HIM UMNOPTHI KE3IHAE CAITAHBI LAKBLIAY

HMnoprranarsin 19pinik 6HIMHIH canacsiy Oakhinay:

2.1.1. MuKpOGHOIOrHANIbIK TECTINEY: CTepHABALTIK

2.1.2. MUKPOSHOIOTHANLIK TECTiNEY: MHKPOOHONOTHSINBIK TA3AIbI:

2.1.3. Xumussik (Gusuiansi) cernacrap

2.1.4. BNONOrUANBIK ChIHaKTAp

Hmnoprrararein eniMai cepusmapan cepTHpHKaTTay

2.2.1. Crepunnii oHim:

2.2.1.1. AcenTuKansIK ONMCH NaiiblHIAIFAY B1iM

2.2.1.2. CoHfbl CTEPUIH3ALAALAH OTETIH BHIM

2.2.2. Crepunnai emec enimaep

2.2.3 brONOTHANBIK A3PITIK oH M:

2.23.1. Kan enimzaepi

2.2.3.2. UIMMYHOIOTUSITBIK OHIM

2.2.3.3. CoMaTHKAIBIK JKacyllaNapra HerizneireH OHIMIEp

2.2.3.4. lenorepanusibik eniMaep

2.2.3.5. BHOTEeXHOIOTHAJIBIK OHIM

2.2.3.6. Xanyapnap Hemece anam arsaflapelHaH (TiHAEPIHEN) aTbIHFaH OHIMIEp

2.2.3.7. Tinpik-unkenepaix onimaep (Titaix HHKEHEPHA eHiMzIEp])

2.2.3.8. backa aa OMOI0rusibiK Aapinik eximaep

Umnopr (sxeny) Golibinima 03re Kbi3MeT:

2.3.1. Hakret umniopt (akeny) anampl

2.3.2. OjpaH api eHjIeyre KaTaThiH apalibiK OHIMAII UMIIOPTTAY

t B 3

2.3.3. Backa

3. OHAIPICTIK ONEPAUUATAP-DPAPMAILEBTHKAJIBIK CYBCTAHIMAJIAP

Bencenni sar (Gencenni sarap):

-y

3.1

XUMUABIK CHHTES dliciMen Bencenn 3aTTap Akl OHAIpY

F W 9 €

3.1.1. Bencenni sattapas apablk OHIMACPIH eHIIpY

3.1.2. TasapTsinmaran QapmalesTHKaNbIK CyGCTaHIUs OHAipici

T

3.1.3 Tys Tysinyi (tasapry): kpucranaany

3.1.4. backa

35
to

Taburn kesnepaeH Gonin any snictepiven thapmaresTiKanbik cyGeTanIMANAp GHAIPY

3.2.1. Bencenai sarrapas eciMaik TexTec Ke3aepaeH 0eqin any

3.2.2. Bencenni saTTapab! xKaHyapIapaH alsIHATHIH Ke3mepren Gony

3.2.3. Anam arsanapsinan (tinaepiven) Genceni 3aTTapasl Oesin any

3.2.4. Munepanisl Weiry Ke3aepinen Gencer i 3aTTapnt Oeqin any

3.2.5 bemitren fenceni saTTapasl MogubHKanuics (3.2.1-3.2.4 TapMaKTapIaH JepeKkKes Kepcerinesni)

3.2.6. beninren Gencenai 3aTTaps Tazapty (3.2.1-3.2.4 rapmaKTapaan Aepexkes kepcetineni)

3.2.7. backa

BuONOrHANBIK npolecTep i najizanana oTLIPLIN Genceni 3aTTapapl OHIIpY

3.3.1. depMenTanums

3.3.2. Kacymanwik ecipinpinep naiiiasasbiateg eHipic (natimausinars

Kacywianap TUnin Kepcety) (Kacywanap Tunimiig KOPCETINYIMEH ONAPAbIH THNTIK EPEKUICNIriH, ChI3bIFbI
WITAMMEIH &9HE T. §. Tycinyre Sonamw)

=

=
-

=

3.3.3. Benin axy (tazanay)

3.3.4. Monudukamsnay

4"

3.3.5. backa

34

Crepunbai Hencenni satrap onmipici (3.1, 3.2, 3.3 DoniMepi KaTbICTbl H01aTRIH KepIIepine TONTBIPBUTYBI THIC

3.4.1. Acemnkaneik sxarnaiina enipineTin Gencenai 3arTap

5 4 bet
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[ 1342 CoHrbl 3apaperI3AanbIpyra yurbipaiiTsii Genceni 3aTTap

3.5 bencenai 3arrapbl enaipicinin conrst Ke3enaepi

3.5.1. Du3MKATBIK OleY CATHUTAPHI: €NEKTEH OTKI3Y

3.5.2. bipinmi kanrama

3.5.3. Exinwi xkantama

3.5.4. backa (skoFapblia cHnaTTAIMAaFaH ONepauranap Vs KepceTy

3.6 | Canausl Gakbinay

3.6.1. DU3MKANBIK (XUMUSILIK) ChIHAKTap
3.6.2. MukpoSHOTOTHSIIBIK ChIHAKTA (CTEpUIBLAiTIK ChIHAKTAPBIH KOCa)

3.6.3. MUKPOBHONOrHANILIK ChiAKTAp (CTepUIBLAINiK CEIHAKTAPBIH KOCHAFAHA)
3.6.4. Buonorusasix ceiHakTap

4. BACKA OINEPALTUSJIAP - BEJICEHI 3ATTAP

CepruuraTrel KOIIEHY CaNaChIHA KATHICTDI WeKTEYNEP HemMece TycinaipMe xasdanap: -

Kenxexanora A. 2.
Kazakctan Pecnybnukacer

Jletcaynbik cakTay MUHMCTPAIrIHIH
MeirimMHanbIK JkaHe GapMalleBTHKAIbIK
Oakpinay xomureri ToparaHby

opbiHGacapbl.
(AJK.D., nayazpiMer)

RIS .
O
Fo% Lot T o

0 a5 09 58
P W¥P-Cyg San i
e [

7. 03 02 Yy

(KOut KOIBLIE A1 1Y Hi, KYH,311,KbLT)

(Rosnr)




