EBpa3sniicKuii IKOHOMMUYECKUIA COI03

PTY «Komurer Meuimnckoro # (papMalcBTHYECKOro KOHTPOJISL
Mutmerepersa 3)ipasooxpaniciivs PecuyGimnkn Kasaxcrai»

CEPTUDUKAT
COOTBETCTBHA [TPOU3BOJICTBA JIEKAPCTBEHHLIX CPEJICTB TPELOBAHWAM [TPABMII
I-IAI[HE}KALH‘EI/I HPOI/BBOI[C'[‘BF,HI'IOP’[ TTPAKTHUKIA
EBPA3ZHUUCKOI'O DKOIIOMMWYLECKOI'O COIO3A
Ne GMP/EAFU/KZ/171-02-2025
Cpok jeicreus ¢ 29 oxrs0ps 2024 1. 110 28 oxrsibpst 2027 r.
Bbyian 110 MTOraM [pOBCACHMs (PAPMAICBTHYCCKONH WHCIICKIMH B CcOOTBETCTBMM C IlpaBmiamu
HpoBeicHUs  (apMalleBTUYCCKUMX — MHCHCKIMH,  yrBepi/ieHHsiMi  Pemenvem Cosera  Eppasuiickoi

aKoHOMUUEcKOM koMuccuu ot 3 nosOps 2016 r. Ne 83.

Komurer MCJIHIMHCKOIO U (bapMauchuqccmoro KOHTPOJIA
MI/IEII’ICTCDC’I‘B& 3APaBooXPaHCIisA PCCIIV6J]HKH Kazaxcratt

MOJATBCPIKAACT CIHCIYIOUICC:
[IPOBC/ICHA c])apmau,es'mqecxaﬂ HHCHCKIIUA

FARMALIDER, S.A.
C/Aragoneses, 2, Alcobendas, 28108 Madrid, Spain

Ha OCHOBAHWHK.

- saspiienus o1 23.08.2024 rojia 11a UPOBC/CIIHE HIICHICKIIMU HA COOTBETCTBUS TpeboBanusaM Hapesxaie
[IPOM3BOJICTBCHHOM LIPaKTHKKY EBpasiiickoro dSKOHOMITMECKOTO COI03a (MHOC OCHOBANKNE).

Ila ocuoBatuy CBCACHMM, HONYYCHHBIX IPU 1IPOBCJICHHH (apMallCBTHYECKOH HIICIICKIMH, 1TOCHCHAL U3
KOTOpLIX Onita mposesiena ¢ 28 okrabps 1o 29 oxradps 2024 roja, YCTAUORBICHO, YTO JaHHOC
(apMatieBTHHECKOE IPOU3BOJACTBO  COOTBCTCTBYST Tpebopamuam llpasui Hajuiekalled IIpou3BO/ICTBEHHOM
npakTHky EBpasuiickore HJKOHOMHUECKOI0 coi03a, sxBuBaiicHTHbIX | Ipunimnam u PykosojcTsy EBponeiickoro
cOoM3a 10 HAUIeKAICH NPOM3BOJICTBCHION 1IPAKTUKE JICKAPCTBEHHLIX CPEHACTB JUIS  MEIMIMHCKOr0 M
BETEPMHAPHOIO IPUMEHENHs M npuiiimiam CHeTeMbl COTpY/IHRYCCTEA hapMalesTHycckux uicnexuui (P1IC/S).

Hacrosiuit  cepruduxar orpaskacr CraTyc 1IPOM3BOJACTBEIHONM I1UIOWA@IKKM Ha jary IPOBCHCHHA
(apManeBTHYCCKON MHCICKIIMIN 1 110 ueTedeHuu Boslee 3 JieT OT jlaThl IPOBCICHMs HOCHCIHETO AHS MOC/ISIHEI0
MHCIHCKTUPOBAIN HC MOKCT CYMTATHLCH JIOKYMCHTOM, CBUJICTCILCTBYIOUIMM © craryce coorserctsus. Cpok
IICFICTBI/IH cep’rntbm{a"ra MOZKET OLITh COKpalticil 1pH MCIICJIb30BalH COOTBCTCTBYOLUUX [IPUHITMIIOB YIITPABJICHNU
PHCKAMKM 1IPH HANMYUKM COOTBCTCTBYIONICH 3aimen B toje «Orpalnucins Hin HOSCHHTCHLHBIC 3aMCTKH,
KacaloUInees 00JIaCTH IPUMCHCHMS HACTOSICIO CePTH(HKATA.

Ceprudurar sBISICTCH JACHCTBUTCILIBIM B CIIYUAS HPE/ICTABICHI BCCX CI'O JIMCTOB (KAK OCHOBHBIX JIMCTOB,
TaK U JOLIOJHUTCIIBHbBIX JlI’ICTOB).

AYTeNTHYIOCTS (II0AMMHIOCTD) HACTOMICIO cepruduKkarta MOKHO 1poBepnTh B Gase pannbix Komurera
MCJIMHCKOTO W (papMatieBTi4eckoro Konrpoist MunncrepeTsa 3jipasooxpanenus PeciryOnukn Kasaxcran.

Lenu ceprudmrar HE IPCICTABICH B ykazannoil 6ase Jlanisix, cieiyer odparuThes B YIOIHOMOYCIIbIH
Opra. ero BLIABIINH.
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EBpa3uiicKuii 3KOHOMMUYECKWUiA CO03

Ne GMP/EAEU/KZ/171-02-2025

X

JlekapCTBEHHBIC CPEJICTBA JUIS MCJIMIIMHCKOIO HPUMCTICHHA

JlekapcTREHILIC HPCLAPATD JUTsH KIIMITHHCCKIUX MCCIIC/IOBATTHH (MCIIbLITaHMA)

AAYN

Koj

HaumcoBatue

1. IPOU3BOJICTBEHHBIE OIEPAIMH - JEKAPCTBEHHASI NPOAYKUMA

1.1

Crepuibias NPOAYKIINA

1.1.1 ITpoussoJUMas acerTnyecKuM nyTem (orepaly 00paboTKK JUIs CIICLYIOLIAX JISKapCTBCHHbIX hopm):

1.1.1.1. XKunkue nexapersenibie PopMel 60:b10r0 00bemMa

1.1.1.2. X ke nekapersennbie GOpMEl MATOTo obLeMa

1.1.1.3. Jluoduiimsarsl

1.1.1.4. Trepiosic JiekapeTBCHHEIC GOPMbI W MMILIALTETbI

S|

1.1.1.5. Msrkue JiexapcrBeliHbie Gopmbl

1.1.1.6. [Ipouas HpOJLyKIMs, IPOM3BOJMMAS B ACCITHYCCKUX YCJIOBHAT PACTBOPbI, CYCUCH3MN 1 IMYJIbCHH B
0JIH10/1030B0M KOHTSHIICPE ¢ TCXHOJOIMCH BHILY BAHUA/31I0NICHHA/YILIOTHEI1S BFS.

1.1.2. TlossepracMas GEIMILHON cTepriin3alliy (oepaly 00paboTKy JUis CIEAYIOUINX JICKAPCTBEHIAIX thopm):

1.1.2.1. Kuuxue nexkapctaeinibie hopmsl Sonbiioro odbema

1.1.2.2. ke Jiekaperseiibe (opmbl Masioro o0bema

1.1.2.3. TBCpABIC JICKAPCTBEIILIC GOPMEL J UMILIAITATSL

1.1.2.4. Msirkuc JICKapCTBCIHbIC QopMbl

1.1.2.5. 11poyas mpoJLyKIst, 110jiBepracMas GUHMLIION CTCPUIM3ALIUN

1.1.3. BhllycKatoumii KOHTPOJIb KadCCTha (BhlIIYCK CCPUM)

1.2

HectepulibHas IPOJLYKILAS

1.2.1. HecrepunbHas IIPOIYKIIAs (TCXHOJIOIMYCCKIC OLEPAIHH JUIs 1I0JyEHHAA CIIC/YIOIUX NCKAPCTECHHbIX hopm):

1.2.1.1. Kancyusl B TBEp/10# 0bonouke

FACY. Y.

1.2.1.2. Kancyisl B Msir'ko# 0B0s104Ke

1.2.1.3. Yeareinibic JICKAPCTBCIILIC GOpMbI

1.2.1.4. UMUpEIIHPOBAIILIC JICKAPCTREINIBIC (POpMBbI

1.2.1.5. JKuikue JcKapeTBCHHbLIC (POPMBL JU1S HAPYHKHOTO 1PUMCHCIIHH

1.2.1.6. JKujixac JICKapeTBEINLIC (POPMBI JUls BIYTPCHHCIO IIPHMEHCHIA

1.2.1.7. MEAMIMICKHC I'asbl

1.2.1.8. TIpouue Teepimbie chkap(:'rgsgggélc hopmbl

1.2.1.9. Ilpenaparsl, HAXOAANMCC 110]{ /IABJICIIHCM

1.2.1.10. Pa)MOHYKJIMJLIBIC ICHEPATOPLI

1.2.1.11. Markue JickapcrBeHibIc GopMbl

1.2.1.12. CBeun (CyII03UTOPHH)

1.2.1.13. TabneTkn

1.2.1.14. TpaucacpMajibHbIC [LIACTHIDH

1.2.1.15. Tlpoyas HeCTEPUILIAS IPOJLYKIIMS: IOPOILIKHA JUIs IPUFOTOBIICHHS PACTBOPOB JUTA NIPHCMA BITYTPD,
KAnCyJibl JUIs Hurassiniuii

1.2.2. BolnycKaloluii KOHTpOIlL KauccTra (ceprudukaiis cepun)

buonoruyeckas JieKapcTBenas poJyKIus

1.3.1. buojornyueckas JeKapcTBEHHAs IPOJLYKIAA .

1.3.1.1. IIpojlyK1hl KPOBH

1.3.1.2. Ummyosoruyeckast IpoyKIus

1.3.1.3. IlpojtyKiius 1a OCHOBE COMATHYECKUX KICTOK (HPOAYKIMA JUlA TEPANi COMATHHCCKUMMU KJICTKAMH)

1.3.1.4. I'cnoteparneBTHYECKAs PO KILHS

1.3.1.5. BHOTEeX110JIOTHHCCKas! IPOJIYKITUsl

1.3.1.6. Ilpoiyxims, BuICJICHNas W3 AKUBOTHLIX HCTOMHUKOB MK Opratios (Txarcii) yenoBeKka

[.3.1.7. TkatieHipKelicprias upoLyiits (IpO/LyKIMs TKAIICBOH HHxCHEpiu)
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1.3.1.8. [Ipoyas GUOIOIMYCCKAsN JICKAPCTBCHHAA MIPOJLYKIHS

1.3.2. BullyCKaiomit Ko1rrpolib kaucerna (ceprudukaiiys cepiu) (Liepeueis, BHI0B PO KIINH):

1.3.2.1. lIpoayKTbl KPOBU

1.3.2.2. UIMMyHOJIOTHUCCKAA 1IPOJIYKIHS

1.3.2.3. TIpojIyKThl Ha OCHOBC COMATHYCCKUX KICTOK (IPOJLYKILs JULL TCPaIlii COMATHYCCKIX KJICTOK)

1.3.2.4. [eHorepalieBTHYCCKAs LPOJIYKILH

1.3.2.5. BHOTEXHOJIOIHYCCKAs HIPOJLYKIEA

1.3.2.6. lpojtyKiins, BbLIEHCHITAS U3 KUBOTHLIX HCTOUIIMKOB MIIH Opralon (rxaneit) qeynoBeKa

1.3.2.7. TraneupKeHepas TIPOJYKIs (IPOIYKIUS TKAICBOH WHIKCHCPUM)

1.3.2.8. [potas fronornyccxas JACKApCTECHIAN IPOLYKILHA

1.4

Ilpoqaa JiCKapcTBeHuas Hpoy KIS HJIH TIPOHU3BOJICTBCHHANA nesarelbHOCThL

1.4.1. ITponssojicTBO:

1.4.1.1. PacraTennuas 1pojLyKIust

1.4.1.2. l'omconaTuicckol npoyKInu

1.4.1.3. lpouas 1pojyKiys 7

1.4.2. Crepwinzarius hapMalleBTHUCCKUX CYOCTAlTMA, BCLOMOTATCIILHbIX BEUICCTH, rOTOBOM TPOJLYKIMH:

1.4.2.1. @unsrpauus

1.4.2.2. Cyxoxkaponas cTCpHII3AIN

1.4.2.3. CTepuiidsaliisi 11iapomM

1.4.2.4. XyMudcckas Crepuiinsanms

1.4.2.5. Creprimzaliist raMMa-u3JIyueuem

1.4.2.6. CrepmiM3ariis DJICKTPOIILIM M3JIY4CIIHCM

1.4.3. llpouce

VYiakoska

1.5.1. Heppuuiiast yriakopka:

1.5.1.1. Karrcynsl B TBEpj10# 000J10UKEe

1.5.1.2. Kacyunt B MsirkoH 000JI0UKC

1.5.1.3. HenarclbHbIe JICKAPCTBCHHEIC (OPMbL

1.5.1.4. IMiperaupoBanibIc JICKAPCTBEHbIC (OpMb

1.5.1.5. Muaxuce JickapeTBeHHbBIC (GOPMDI UL HAPYIKIIOTD 1IPUMCHCHNASA

1.5.1.6. Xuyxue sekapersenibie GopMbl UL BHYTPEHIE0 NIPUMCHCHMSA

1.5.1.7. MciuiMHCKUe ra3hbl

1.5.1.8. [Ipoune TREpIIbie JieKapeTBebe (POpMbL

1.5.1.9. [lpetiaparnl, HAXO/BIIMCCs 110/1 IABICHHCM

1.5.1.10. PajiMOBYIIIHLILIC EICpaTopb

1.5.1.11. Msirkue jeckaperietiibie (Gopmbl

1.5.1.12. Creuu (CyLIO3HTOPHI)

1.5.1.13. Tabnerku

1.5.1.14. T'panc/iepMaliHbIC 1LIACTHIPU

1.5.1.15. Tlpouas HeCTCpHIIbHAs JICKAPCTREIIIAS 1IPOJ(Y KIS HOPOLIKH JUIsl PHUIOTOBJICHNA PACTEOPOB JUIA
LPUCMa BITYTDE, KAIICYIIBL JULA MITaJA i

1.5.2. Broprunas (10TpeOUTEILCKAs) YIIAKOBKA

Konrpoins kauecTsa

1.6.1. MUKpOOHOIOIHUCCKHE UCTTLITANNS: CTCPUILIOCTE

1.6.2. MUKpOGHOJIOTHUCCKOE TECTHPOBANNC: MUKPOOHOIIOTHHCCKAs HUCTOTA

1.6.3. Xumuueckne (pU3HICCKUC) MCTIbITas

1.6.4. BUOIOTHYCCKHC UCLILITAIUA

B orHoumeHdH JOOBIX Ol‘p’dll[’l‘ik’,llﬂﬁ MM noscieif. oTHOCAIMXCH K JallLIM TIPOU3BOJACTBCHHLIM onepauuam (’321 HCKIIIOUCHNACM
ClIy4acB, KOrjla NOsACHCHHC ABIHCTCS OGI_IIHM KOMMEHTAPUEM K TponeccdaM Ha LHPOU3BOJICTBCHIOM l)ﬁ"f)CK']'G)N rjie Obl 11H NPUMCHATIHG

YTH OTPAHMYCHHMS WK TOSCHEII, HCOBX0MMMO BRINOYATE OTCLUIKY K COOTBETCTRYIOWIEMY HOMEPY TYHKTA cepradurara GMP.
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2. UMIIOPT JIEKAPCTBEHHOU NTPOAYKIMH

2.1

Kourrpoiib KauecTBa UMTIOPTHPYCMOii JICKAPCTBCHHOH TIPOJLYKITHH

2.1.1. MuKpoGHOI0I HYCCKHE HCILITAHHS: CTCPHIBIIOCTL

2.1.2. MEKpOOHOIOTHUETKOE TCCTHPOBAHNC! MHUKPOGHOIIOI MUYCCKAs YUCTOTa

2.1.3. Xumuscckne (QU3MUCCKNC) HeIbITalis

2.1.4. BHOJOTHYCCKAC MCLIbITallis

2.2

CepruduKaLis CCpil HMIOPTHPYCMOT JICKAPCTRCHHOH TPOJIYKIHK

2.2.1. Crepuibias HPOJYKIHs:

2.2.1.1. [IponzBojiuMas B ACCHTHUCCKUX YCIOBHAX

2.2.1.2. [Mojsepraemas QUHHIITEON CTCPHITH3AIAN

2.2.2. llecTepribuas 1poJLy KIs

2.2.3 Buonoruucckas Jiexkaperseinas IpojiyKIms:

2.2.3.1. llpouyxrsl KposH

2.2.3.2. UMMynosorgueckas poyKims

2.2.3.3. IlpoayKimst na 0CHOBC COMATHUCCKUX KIICTOK (1IpOJLY KIS JUIS TCpauui COMATUICCKUMH KIIETKaMH)

2.2.3.4. lenorepalieBTHICCKHIE HIPOJLyKTHI

2.2.3.5. BUOoTexHoJ0HYecKas IpoJLyKIm

2.2.3.6. llposyKuust, BLIICICHIAS 3 HHBOTHLIX MCTOUHHKOB WM OpratoB (TKaHcH) YeioseKa

2.2.3.7. Txanempkeniepias npojtykrs (11poiyKLLIs TKAICBOH MIDKCHEPUM)

2.2.3.8. Ilpouas Onoliorrueckas JICKApCTRCHas IPOJLY KA

[Ipouas JIesTeNLHOCT] 110 UMIIOPTY (BBO3Y)

2.3.1. lnowajka husHaccKoro umiopTa (83o3a)

2.3.2. UIMNopT npoMexyToanon 1pojiyKIMH, [OJIBCPIal0ICHCs JlanbHeeH obpaborke

2.3.3. llpouce 7

dapmalnesTHHecKas cybcTalms (cyberamm):

3. [IPOM3BOICTBEHHBIE OIEPAILAN — GAPMALEBTUUYECKHE CYBCTAHLMU

3.1 | llpoussoscTBo (GapMalCBTHICCKIX cyOCTABLHA MCTOJIOM XMMUYECKOIO CHHTC3
3.1.1. 11pon3BOJICTBO 1IPOMCIHCY TOUHBIX HPOILYKTOBR apMatEeBTHUCCKOH cyDeTanimu
3.1.2. llpousBoj/IcTRO HEQUMITLCHIIOTN lpap.waucu'l‘mccx{oifi cyOcTalum
3.1.3 Coneobpazosanue (04UCTKA):
3.1.4. llpouee e -
3.2 | llpousroacTso GapManCBTHICCKUX cybcraniuil MCToaMyl BELICHCHMS U3 IIPHPOJIILIX HCTOHIMKOE
3.2.1. Boijiciiciue (GapManeBTHICCKHX CyOCTanImii 13 HETOHIMKOB PACTATEILIOI0 IPOUCXOMIICIINA
3.2.2. Buyicienie dpapmanenTrucckux cyferatiiui 13 nerotinKon JKHBOTHOTO HPOHCXOIICTTHA
3.2.3. Bouienenue (apmalenTuicckux cyocranimin us opraion (TrAHEH) YeII0BCKa
3.2.4. Boiteltenne GapMaieBTHICckux cyOcTaiipii us HerouuKos MUHEPAILLIOTO HPOHCXOMKICHMS!
3.2.5 MojutuKallis BLUICICHION (hapMaleBTHICCKOT cyberammu (YKkasblBaeTes u3 HyHkros 3.2, 1-3.2.4)
32.6. OuncTKa BLLACHCHHON hapMalcETHYecKoi cybeTanuy (YKa3bIBacTes HCTOUNUK U3 ITyHKTOB 3.2.1-3.2.4)
3.2.7. llpouee ) -
3.3 | Ipon3B0icTBO (hapMaICETHHMCCKIX cyBGoTanimii ¢ HCIoJH30BANNEM DUOJIOTHYCCKIX ITPOLECCOB
3.3.1. MbepMenTalys
3.3.2. IlIpoM3BOJCTBO € HMCHOJNb3OBAHMEM  KICTOYHBIX  KyJILTYP B (ykazark TH
UCHOIBL3YEMBIX KICTOK) (110/1 YKA3AIHCM THIIA KIICTOK HOHMMACTCH UX THLIOBAA CHCIHPULHOC TS, JIMHHH, LITaMM
1npouce) e
3.3.3. Beyelicnue (04NCTKa) -
3.3.4. Mojmdukauus
3.3.5. llpouce S -
3.4 | llpoussoacTBo cTepuibibiX GapManeBTHICCKUX cyberannmit (pasiens 3.1, 3.2, 3.3 Jl0JEKHb OBITh 3AMICJIHEHBI, TJL
| IPUMCHUMO)

Crpauuna 4 u3 5




EBpa3smUitCKUiA SKOHOMUYECKMUIA COI03

Ne GMP/EAEU/KZ/171-02-2025

F 3.4.1. MapmMaueBTHIecKue CyOCTaIMu, HIPOU3BOJIMBIC B ACCUTHHCCKUX yCIOBUAX

3.4.2. apmanesTHIcckue CyOoCTANIMK, NOJBEPracMbie (UHMIITION CTCPIIIN3ALITH

3.5 | 3asepuiaioniue CTajMU HPOM3BOJICTEA (apMalCBTHYCCKIX cyOcranimii

5.1, Crapnu dusnycckoii obpaborku:

2
2
3.5.2. llepHunas ylakopxa
=

3.5.3. BropuuHas YIIlaKOBKa

3.5.4. llpouee

 (yKasarh JUiA OIepAInH, 1Ie OTMCAHHLIX BLINE

(W51
N

Koutpoilb Kauecrisa

3.6.1. Guznucexe (XMMUICCKIC) UCTIbI AN

3.6.2. MUKPOOKHOJIOI MHCCKUC MCIbITAlNA (BKIIOYAA NCObLITAHMA Ha CTCPHIILIIOCTD)

3.6.3. MEKpOOMOJOIHUICCKUE MCILITAHNS (MCKIIOUAd HCIIbITals Ha CTCPHILHOCTE)

3.6.4. BHOJOIHUCCKIHE HCHILITANMS

4. TPOYUE ONEPALUMHA - CAPMAIEBTUYECKUE CYBCTAHUHUH

Orpauwwumﬂ HIM TOACHHTCIBILIE 3aMCTKH, Kacalomecs obnacru HIPUMCHCHMH c.cp'l‘ncbmca'ra:

Kenxexanosa A. 7K.

H.o. lpeacenarens Komurera
MEUIMICKOIO 1 (hapMatieE THICCKOIO
KoHTpolist Munmcrepersa

3parooxpatictins Peciybimkn Kasaxeran
(@, H.0., 10KHOCTS)

04 L7 2005

(}131’3 TOANECAHMS, UL, M(‘(‘..l'l"l’) M‘l_['
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