EBpasmiickuii akoHoOMMUYecKuii coto3

PI'Y «Komurer menuumnckoro u (apmanerTuueckoro KOHTPOIIS
Munucreperpa 3Apasooxpanenust Pecrry6nuku Kasaxcrany

CEPTH®UKAT
COOTBETCTBUS I IPOI/IBBOI[CTBAU JEKAPCTBEHHBLIX CPEJICTB TPEBOBAHUSIM [1PABU)]
HAIIJ]E)KA%LIEI/I ITPOU3BOACTBEHHOM [TPAKTUKH
EBPA3MHCKOIO SKOHOMMYECKOIO COI03A
Ne GMP/EAEU/KZ/ 151-11-2024
Cpok nefictsus ¢ 11 OKTA0ps 2024 1. 110 10 OKTsIOps 2027 .
Boian no wroram nposexcrus (bapmartertiueckoit uncreximy & COOTBETCTBMM ¢ [lpaBunamu
NpoBeneHus  dapmanerTHuecKux MHCICKUMH,  yTBepikicnnbiMu  Pewenimem  Conera Espasuiickoit

IKOHOMMYECKON KOMHCCHH OT 3 Hosa0ps 2016 T. Ne 83,

Komurer meannumnckoro u APMAIICBTHYCCKOrQ KOHTPROS
Mununcreperea 3 asooxpaneuns PecnyGnuku Kasaxcran

NOATBEPIKIAET Clie/lyrolee:
npoBesiena papmaieETuYeckas HHCIEK LM

oncomed manufacturing a.s.
Kardasek 2229/1p, building 02, Reckovice, 621 00 Brno, Yewcrasn Pecnybnura

Ha OCHOBaHWU:

lipuiLnnam CHCTEMBI COTPY [HHYCCTRA (apmarnesTiecKkuX uicrekpit (PIC/S).

Hacrosuumii  ceprugurar OTPAKACT  CTATYC  1IPOU3BOJICTBEHHOM IUIOMANKy  Ha jatry npoBsejicHus
bapmanestueckoii HHCIICKLHM U TI0 ucTedenun Gosiee 3 et o JTHL IPOBE/ICHUA 1I0CIE/HETO JIHS [IOCHE/Hero
MHCIICKTMPDOBAHUA TE MOMKET CUHTATHLCS HOKYMEHTOM. CBHIACTENLCTBYIONMM O Craryce coorsercthus. Cpok
AEHCTBHs cepTuduKkaTa MOKeT GuiTs COKpALLCH IIPH UCHOJIb30OBAHUN COOTBETCTBYIOMX IPUHIUIIOB YIPABICHUS
PHCKAMH TIPM HAMYMH COOTBETCTBYIOmMCH 3aricH s note «OrpaHv¥enns WM MOSCHHTEIbHbIE 3aMEeTKH,
Kacaromuecs 001acTH HipuMeHenus Hacrosuero ceprudukaray,

Ceprudukar ssisgercs ACTCTBUTENLILIM B ClTyuae TIPC/ICTABICHHUA BCEX €I JIMCTOR (Kak OCHOBHBIX JIUCTOB,
Tak U JIONOTHHTENbHBLX JIHCTOR).

AyTeHTHYHOCTD (NOAMMHHOCTL) HacTosIIero cepruduraTa MOXHO liposepuTs B Gaze nanneix Komurera
MEIHIMHCKOro i hapmarcs

OpTaH, ero BeIABIINIA,

Crpannnal uz 5




Kon

Jlexkapereentnic cpencrsa juis ME/TUIMHCKOIO LIpUMEHEHMsI
Jlekapereennbie UPEMAPATE! J11st KIIMHUYECKHX HCCIIC0BAHI (Menbrranmii)

EBpasuiickuii skoHOMUuecKkuii coloz
Ne GMP/EAEU/KZ/ 151-11-2024

Haumenoranme

1. IPOU3BOJICTBEHHBIE OIIEPAUMM - NEKAPCTBEHHA §I MNPOAYKLUSI

il
—

CrepunbHas nponyxims

el

>

>

<

L.1.1 TIpoussosmmasn acentuaeckum IyTeM (orepaunn oGpaboTky juis CICNYFOIMX NEKapPCTBEHHBIX hopm):

1.1.1.1, XKnpnxue JIEKAPCTREHUbIE (POPMBI BOMBLIOTO 00heMa

1.1.1.2. Huaxue JICKaPCTBEHHBIC (JOPMEI MAIOT0 00beMa

1.1.1.3. Jlucnepcun

1.1.1.4. JInodmnmsare:

1.1.1.5. Teepasic JICKAPCTBEHHbIC QOEMLI U UMIUIANTAThI

1.1.1.6. Msrkue JICKAPCTBCHHBIE (hopmEl

1.1.1.7. Tlpouas IPONYKIUMS, IPOUIBOANMAS B ACCIITHIECKHUX YCIOBHAX

1.1.2. oasepraemas puHHIIROM CTepunusanmny (onepanuu o6paboTku aus CACOYIOIMX JIEKAPCTBCHHBIX (hopn

1.1.2.1. Xunikue nexapcrsenmnie thopmel Gonpmoro ofLema

1.1.2.2. Kmukue nekaperaenpie dopmeL Masoro ofnema

1.1.2.3. Teeparic JICKAPCTBEHHLIC POPMBI M MMILTAHTATLI

1.1.2 4. Markue niekapcraennbie (popmbl

1.1.2.5. [lpouas UPOJLYKUKs, NojBepracMas QuHuIHoji CTCPMIM3AIIHN

1.1.3. Buinyexaromuit KOHTPOJIL KaYeCTBa (BLITYCK CepHu)
Hecrepuienas npouykius

1.2.1. Hecrepunshas MPOAYKIUMS (TEXHONOTHICCKHE ONCPAIMH s TOJIYHEHHA CIIC/yIOMMX JICKAPCTBEHHbIX hopm)

1.2.1.3. Xesarenbubic JickapeTsenipic (opmp
= 2. RCBATEJILULIC JICKAPS

1.2.1.1. Kancynpl B TBEP/I0H oboNouKe

1.2.1.2. Karicynul B Markoii 060104xe

X
1.2

1.2.1.4. Umnpernuposanmpic JICKAPCTBEHILIC (DOPMDI

1.2.1.5. Kumikue siekaperacnmnie hopmbl st Hapyikioro IIPUMEHEHHS

1.2.1.6. XKunxne JICKAPCTREHHLIE (HOPMEI JUIsl BUYTPCHIECTO HPUMCHCHUS

1.2.1.7. MeMIMHCKITE razh]

1.2.1.8. TIpoune TBepibie nexapcrrenimio popmut

1.2.1.9. Ipenapatsl, Haxosmmecs nojy JanjIeHuemM

i

1.2.1.10. Pajtonyiominle [CHEPATOPEL

1.1.1.11. Markue JICKAPCTBEHHbIC GOPMBI

R

1.2.1.12. Cseun (eynmozuro uu)

1.2.1.13. Ta6uerku

1.2.1.14. TpancepmaiisHbre IUIACTRIPH

1.2.1.15. Verpoiicrea mis MHTPAPpYMUHAILHOIO (BHYTPHPYOILOBOrO) BEE/ICHIA

[.2.1.16. [Tpouas HECTEPHIILHAS IPOAYKIMS

= /]

1.2.2. Buinyexatouuit KOHTPOJIL KauccTha (ceprudnkaums cepun)

7 Y

Luonornueckas JICKapCTBEHNAA NP0/ YKL
1.3.1. Buonornueckas JIEKAPCTBCHUAS! [IPOJLYKIIM:

1.3.1.1. Tlponykrer KpPoBH

L

1.3.1.2. MMMynonoruueckas HPOIYKIHS

1.3.1.3. Ilpoayxims na ocHose COMATUICCKHX KIETOK (MPOAYKIIHS 115 TCpaIi COMaTH4ECKUMH KJIETKaMM)

1.3.1.4. 'enotepanesruueckas NPOJLY KIS

]

|

1.3.1.6. llpopyxums, Beinenennas w3 AHBOTHLIX HCTOUHHKOB MIIH OPranos (TkaHeil) uenoseka

LY

1.3.1.5. buorexnonormueckasn HPOLYKIMSA

1:3.1.7, Tranenmxenepuas TPOJIYKIMS (IPOJIYKIMS TKATEeROI MHKCHEPHH)

F 3
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1.3.1.8. ITpouas OuHonorHYECcKas JACKAPCTBEUHAS HPOYKIIHS

1.3.2. Buinyckaoumii ko point (ceprudmraims cepuH) (nepeyens suon POMYKIHN);
1.3.2.1. ITponykrs! kposn

1.3.2.2, HmMMyHONOrHYeCcKas HPOLYKIIHs

1.3.2.5. buorexnonoruueckas OPOYKIMA

1.3.2.8. [Tpouag Ononoruyeckas JACKAPCTBEHHASA IPOYKIIHS
. Ilpouas nekapersenmas IPOAYKLMA Wiy POM3BONCTBEHHAS JNCATEIBHOCTY
1.4.1. TIpomssoncTro:
1.4.1.1. Pacturennnas mp ONYKIINg
1.4.1.2. l'omeonatuucckoit mp ONYKIIUK
1.4.1.3. ITpoyas HPONYKIHS HUTOCTATHICH: Jmodunnzar, ROUUCHTPAT] HH/IKHE JICKapCTREHNBIC (hopMAl
L.4:3. Crepuinmzanus PAPMAlLICBTHYECKHX cyberannmii, BCIIOMOI'aTCIILHBIX BELICCTR, roToROH HPONYKIHK:
1.4.2.1. ®uibrpauus
1422, Cyxoxaposas crep WITM3aL s
1.4.2.3. Crepunmsarys napom
1.4.2.4. Xumuaeckas CTEPUIIM3AIIUS
14235, Crepmwmsanng raMMa-M3yae Huem
1.4.2.6. Crepuwmusanus JHICKTPOHHBIM U3AYYCHHEM
1.4.3. TTpoyee:
: Ynakoska
1.5.1. Iepeianag YUaKOBKa:
1.5.1.1. Kancyu s TBEPOH 0Bo0uKe
1.5.1.2. Kancynst B Markoii obosoyke
1.5.1.3. KepaTennunie JICKAPCTBCHIIBIC (hopMbI
1.5.14, Umopernuposanpie JCKAPCTREHHEIE (ropMb]
1.5.1.5. HKuyxue JACKAPCTBEHUBIC HOPMBI JuTs HAPYHKIOro NpuMeERCH s

1.5.1.6. Kunwme JICRAPCTBEHHLIC (GOPMBI 1151 BHYyTpennero HpUMCHEenHy
L.5.1.7. Mejmnunexue razm

1.5.1.8. IIpoyne teepprc JICKAPCTBCHHBIE (HOpMb
1.5.1.9, [penaparei, HAXO)IIUCCH T10)T IABNCHHeM
1.5.1.10, Panuonyknumsnie rene paTophi
L5.1.11. Msrkue JCKAPCTREHHBIE (hOPMEI
1.5.1.12. Caeun (c HITO3UTOPHI)
1.5.1.13. TaGucrku
1.5.1.14. Tpance MaJTLbHLIC ACTLIpH
1.5.1.15. lpouas necrep WILHAS JICKapCTBCHHAS 11D ONYKIus
1.5.2. Bropuunas (nm*eﬁmenbcmﬁ') YIaKOBKa
; Konrpois xauecrea
1.8:]; Mukpo6uonorugeckue HCHBITAHMS: CTEPHABLHOCTE
1.6.2. Mukpoduosornueckoe reery POBARNC: MUKPOOHONOIrHYecKas YieToTa
X 1.6.3. Xumuueckue (busugeckie) nenmranns
1.6.4. Buonornucckue HClibITaHNY

B otuomenun mioBrx OFPANHYCHNN UAK NOACHCH, OTHOCHIMXCH K JGHUBIM IPOH3BONICTBEHHLIM OLICpariim (3a uczcmoqeﬁncT
CIYHACR, KOTAA NosCHente apsercy OBIUM KoMMenTapieM & lIpOIICCCam 11a Npou3BoACTREHIION o0BeKTe), rue Ol uu npuMensue
ITH OTPAHUYCHHS Wl n0gCHeIHy, HCOOX0 UMD BRITTOYATY OTCLUIKY K COOTBETCTRYIOIIEM HOMepy nyixra ceprupukara GMP,

-
tn

—_
(=)}

1.3.2.3. Ilpoaykrs! Ha ocrone COMATUICCKUX KIETOK (IPOYKIWS s TCPANMH COMATHYECKHUX KIIETOK) |
1.3.2.4. I'cHoTepanesTugcexas TOPOAY KL

Crpasnua 3 uz 5




EBpasuiickuii skoHomuueckui; coto3

Ne GMP/EAEU/KZ/ 151-11-2024
2. UMIIOPT JEKAPCTBEHHOM NMPOAYKIIHA |
Kourpons kauecrra UMIIOPTHPYCMOH Neka PCTBCHHOM 1poyKIn
Zluly Mukpebronoruyeckie MCTIBITAHUSA, CTEPHIILHOCTE

2.1.2. MukpoSuosorayeckoe TCCTHPOBAIINE: MUKPOOHOJIOrHYeCKas YHCTOTA
2.1.3. Xumuueckue (dm3nucckie) HCIBLITAINASN

ﬁmm‘\_
1.4, Buonoruvecxue HUCIIBLITAHNS

o

]
]
-
]
-]
]
]
]
[
]
[ ]
-
| ]
]
-
]
]
]

2
Ceprudukauns cepuu nmo PTHPYCMOI tpoyKIp
2.2.1. Crepunsnas 1 POJTYKITHS:
2.2.1.1. llpomssoaumas 5 ACCHTHYCCKUX YCIIOBHSIX
2.2.1.2. Nlonsepraemas PUHKIIHON cTepumM3amy
2.2.2. HecTepuibnas 11 POLYKIIMS
2.2.3 Buonoriyeckasn JACKAPCTBCHUASA 1IPOYKITHS
2.23.1. Nponykrel KPOBH
2.2.3.2. UmmyHonoruaeckag UPONYKITHS

2.2.3.3. Tlpoayxuust na ocHone COMATHIECKUX KICTOK (IPOAYKIMS s TCPpaI COMATHYECKUMK KJIETKAMH) ]
2.2.3.4. I'eHotepanestuccrue TPOIYKThI I

2.2.3.5. Buotexnosoruyeckas NPOAYKIHS

223611 POLYKIMA, BEUICTACHHAS U3 JKHBOTHRIX MCTOYHHMKOB WM Oprauosn (T}caHeFf) YeJioBeKa
2289 TKaHeHH}KeueHaﬂ TPOAYKIMS (MPOJIYKLIMS TKAHCBOI MIDKEHEpHH)

2.2.3.8. lpouas Guosiornucckas JACKAPCTBEH A POIY KIS

: [Tpouas nesrenshocts o AMIOpTy (BRO3Y)

2.3.1. Inouranka PU3IHECKOr0 HMIIOPTA (BBO34)

2.3.2. Umnopr ITPOMEIKYTOUHOM NPOAYKILIK, 0j1BC prafoueics gansneiinei obpaborke

2.3.3. ITpouee

Bl Ty [Tpouseoactro TPOMEKYTOYHBIX HPOIYXTOB (hapManesTHyeckoii cyOcTanimy
3:1.2, [pounseoncrso HCOUHUICHHOM hapMaueBTHYcokoH cybcranpm

3.1.3 Coneobpasosanne (ouncrka): KPHCTAILIM3AI U

3.1.4. Tlpovee

KHBOTHOIO IIPOHMCX 0K 1€ HUS b

3.2.3. Bulenenme (apmanesTiiccinx cyOcTanimii ws Oprauos (TkaHei) yesiopeka

3.2.4. Briesncume PAPMALCBTHYCCKHX cYOCTAIIIHI 13 MCTOYHIUKOB MUHCPAIBHOI0 HPOUCXOMICHHA

3.2.5 Mondmxanus BhlIe.icHIOH dapmanesrnycexol cyOcranumny (ykasnizactres us LYHKTOE 3.2,1-3.2.4)
- 3.2.6. Quncrka BbiICHCHIION bapmauenTHUCcCKOI ¢ Ocranuuy (yxasnivacres UCTOMHMK 13 NIYHKTOB 3.2.1-3.2.4)
- 3.2.7. lTpoyee ]

lpoussosctro ( APMANCBTHICCKUX CYOCTAHIU ¢ UCHIOTL30BaHUEM OHOJIOMHYeCKIX IPOLECCOB

3.3.1. OepmenTtarms

b
L%

3.3.2. Ipomsoacreo ¢ HCHONB30BANMEM  KIIETOUHbBIX KYJILTYD (vkazats T
-

MCHONB3YEMBIX KIICTOK) (110/1 yKa3akHeM THIA KJICTOK IOHUMAGTCH MX THUIIOBAS CHenbpHIHOCTE, IS, mTamy 1

lipoyce)

39
3.3.3. Brigenenue {ouwcria) ’ 4
R iollee (oauerke) .
3.3.4. Momumduraims
BERET e — e ]
3.3.5. ITpouee

3.4 | IlpoussoscTeo CTEPHIBHBIX apMaLeBTHYEC KX cybderanmii (pasiers 3.1, 3.2, 3.3 nomxuel 6LITE 3ANONHEHb
CAC TPHMEHUMO
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Espasuiickuii SKOHOMMYECKMIT coto3
Ne GMP/EAEU/KZ/ 151-11-2024

34.1. DapmatesTiyeckie cyberamny, NPOU3BOMMBIE B aCeNTHYECKUY YCIIOBHAX

- 3.4.2. DapmanesTuueckue cyberanipmu, nojsepracmpre (unniioi crepunusang
3asepluarouue cranmm 11 POH3SBOJICTRA (hapMalleRTHY CCRiX cyOeranimit
3.5.1. Craun pusuaeckoii o6 aboTKH: Npocensanme

-
- 3.5.2. lepBuunas ynakoska
]
-

3.5.3. Bropuuuas 1aKOBKa

3.5.4. llpouce (vraszarn s OlICPALMH, HE ONUCAHHBIX BbImIC
3.6 | Kourpons kauccrsa

- 3.6.1. ®usnueckue (xummieckue) ucimrrans |
- 3.6.2. Muxpobuonoruuecipe UCTILITANMS (BKIIOYAS HCIIBITAHIS 112 CTePHIILHOCTE) -
3.6.3. MukpoBronormacckme MCHILITAHUSA (MCKIIONAS HClLITARNS 113 CTCPHIILHOCTE)

3.6.4. Bronoruyeckye WCTIbITa M |

4. MPOYUE ONEPALINH - PAPMALEBTUYECKUE CYBCTAHUMH

Orpaﬂw{emm WM HOACHUTEe I bHBIE 3aMCTKH, Kacaromuecs odiiacti IIPHMCHCHHH CCPTHQ)PIKEITHZ

Kemxexanosa A, K.

W.o. lpencenarens Komurera
MEMIHMHCKOTO | hapMarieBTHyeckoro
KonTpost Munucreperga

3/pasooxpancius Pecriy6imxn Kaszaxcran
(DILO., NoJEBocTL)

CH 11 204Y

|
|
f
|
I
|
|
'J

(mata noamicarus, g, Mec.rrr) B M.IT. i %}u’mcb)
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