EBpasuiickuii skoHoMUuecKuii colos3

PI'Y «Komurer menminmnckoro u hapmarienruucckoro KOHTpOIIs
Munucrepersa slipaBooxpanciina Peciybinkn Kazaxcramns

CEPTH®UKAT

COOTBETCTBUS [IPOU3BOJICTBA JIEKAPCTBENILIX CPEJICTB TPEBOBAHUSM ITPABMI
HAJULESRAIIEN TTPOU3BOJICTBEHHOM LIPAK THIH
EBPASHHCKOI'O DKOHOMUYECKOI'O COIO3A

Ne GMP/EAEU/KZ/158-12-2024

Cpoxk neiiersus ¢ 15 HOstOps 2024 r. 1o 14 HOsAOps 2027 r.

Bouian no wroram LIPOBEICHUA  hapmalleBTHYCCKOMN HHCHCKIIMN B COOTBCTCTBHH ¢ lpasunamu
nposeincHus  hapmalesTuueekuy MICHCKIMA,  YTBEPIICHILIMEA Pemeniem  Corera Espazwuiickoi
IKONOMHYECKON KOMHCCHIA OT 3 10s16pst 2016 r. Ne 83,

Komurer mejur HIICKOI'D U
Mmmcmpc”ma sApaBooxpaneuns Pecniybunkn Kazaxcrai

IOATBEPIKIIAET Creyiomce:
NpoBe/icHa (hapMaleBTHYCCKas HICHeK s

CIAREVA Unterach GmbIly
‘Mondseestmﬁe 11, 4866 Unterach am Attersee, Austria

Ha OCHOBAHUHK;
- 3asBlicHust oT 23.07.2024 rona na HPOBCACHHC HICHCKLIWM HA COOTBETCTEHG TPeOOBaHMAM HaeKameri
HPOM3BOACTBEHHOM 1pakTHKY Espasuiickoro skonomuueckoro CoI03a (MHOC OcHOBaMNHE).

Ha ocnosanuu cBesenuii, HOIYHCHULIX DU LPOBCUCHHH (apMAleBTHYCCKOL WHCICKINN, MOCHCIIST 13
KOTOpbLIX Gbla npoeejiena ¢ 11 mo 15 nosdpst 2024 roja, YCTAHOBJIECHO, YTO JlaHIIoe bapmanerTHaeckoe
HIPOM3BOJICTBO COOTRETCTBYCT TpeGOBaIMsIM [pasun najyiexkareii HPOHSBOJICTBEHHON NpakTHkKn Epasuiickoro
IKOHOMIYECKOIO COI03a, DKBHUBAJICIITILIX Hpnimnam u Pykosonersy Esponeiickoro corosa 110 Hajiexkanei
NPOM3BOJICTBEHHON MpaKTHKE JICKAPCTBCHIBIX CPCJICTR JUIS MEIMITMHCKOrO 1 BETCPUHAPHOIO MPUMEHEHHs M
puHiAnaM CHCTEMB COTPY TIYeeTRa (hapmaresTnucckny nnciexnui (PIC/S).

Hacrosumii - cepruduxar OTPKACT  CTATYC LPOU3BOJICTRBEHITON IJIOINA/IKK & J1laTy  1poBejieHus
(hapmanesTHYeckoi] HHCLCKIHMH U 110 ucTedeHun Gojee 3 JieT o AQTBI IPOBC/ICHUSL LIOCIIC/IHETO IHS HOCICHEr0
MHCICKTUPOBAHHS G MONKET CHUMTATLCH JOKYMCHTOM, CBUJICTCILCTBYIONUM O craryce coorsercteus. Cpok
AEHCTBHS CepTUdhMKaTa MOKET GLIT) COKPAUICH 1IPH UCIIOJL30BAHUY COOTBETCTBYIONNX NPUHIMIIOR YIPABIICHHs
pucKamu 1pu  HasMuun COOTBCTCTBYIONICH 3aliien B noje «Orpanvueiyst WM noscHmuTensipe 3aMCTKH,
Kacaroumees 00/1acTu puMeleHs Hacrosero ceprudukaray,

Ceprudurar ssisercs ACHCTBHTEIILILIM B CiTyuae UPCIACTABIIEHNS BCEX €0 JIMCTOB (KAK OCHOBHLIX JIMCTOR,
TaK u IOTONHHTEIBHBIX JINCTOR).

AyTeHTHYHOCT) {HosmunnocTs) HACTOSIICTO Ceprudukara MOKIIO NposepuTs B Base pamieix Komurera
MEJIMIHMHCKOrO ¥ (hapMaiesTHyeckoro KonTpois Munncrepersa 3/ipaBooxpanenns Pecnybnuku Kasaxcran.

Ecmu ceprudmrar we HPCJICTARICH B yKazanmoii Gasc jamibix, CIC/yeT 0DPaTHTLES B YIOIHOMOYCHHLI
Opram, ero BB,
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L] 1. IPOM3BONICTBEHUBIE ONIEPALIMN - JIEKAPCTBENIAS HPOYKIHSI

Crepuimsnas mpoay ks i
L.1.1 lponssosumas aceiruaccrim Hy'rem (ouepau oGpadoTki Ut cicyionmx JICKAPCTBCHHBIX hopm): |
AL 11 XKwjkie siekapersenibie dbopmbl Gotbioro o6nema
T s+ BCHHDIC QOPMBI DOIBIIOTO 067

X

X

|

1.5. Msrkue siekapereninsic (popMbI

] 1-1.3: Brinyexaromuii KOITPOJIL KaueeTsa (cegrug}gmaum 1 BBITYCK CCpUH)
Hecrepunsnas

——fe . [ VICHHIMACKHE raskr
1.2.1.8. Ipoune tepimic neka PCTBCIHIILIC hopmbl
= 0. PUHHC TBCPJILIC JICKAPCTRC

L.1.1.11. Msarkue JICKapecTBeHbIC (hopMpl
1.2.1.12. Cpeuu (Cyl][[OSl/ITOEHS/I)
1.2.1.13. Tabnerku
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EKapcTBeHHbIC cpeacrea s MCJIAITMHCKOTO HIPUMEHCHH

CKApPCTREIHLIC [pena AThL JUIS KIHHUYCCK X HCCIe/loBatun HUCIIBITAHMEH

Hanmenosanue

1.2. XKuixue siekaperaenmnic popmer masioro obnema

1.3. Jlnodunuzars

1
|

1.4. Teepipic JCKAPCTBCHHBIE DOPMBI U MMILIATATLI

]
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L.1.1.6. Tpouas HUPOJIYKIHA, UPOU3BOIMMAS B aCCIITHYCCKIX YCIOBUSX -
L CedOn A

1.1.2. Tlopsepracmast punmimmio Crepuinisamnm (oiepalun 06padorku juis CUCAYIOLHX JICKAPCTBCHHBIX (OpM):

L.1.2.1. Xnnkue siekapersenmsic thopmsl Gorblioro ofnema
2 A ARHC JICKAPCTBCINBIC ( TR G s e e e |
1.1.2.2. 3mnkue JICKAPCTBCHIIBIC HOPMBI MAIOr0 06beMa

1.1.2.3. Teepisie JCKAPCTBCHHLIC (POPMbI M AMILIAHTATL]

1.1.2.4. Msrxue JICKAPCTREHHDLIC PopMEL

1.1.2.5. INpouas UPOUYKLMA, HOABCpraeMas QUHmIIoil cre HITM3a1TH N

IPOJIYKIIMS
1.2.1. Hecrepunshas HPOLY KIS (TEXHOIONHUCCKHE O1ICpAIHH 115 NOJIYHEHHA CIIC/{YIONHX JICKAPCTREHILIX popm):

1.2.1.1. Kancynsi B TRCPJI0H 00oI0vke

1.2.1.2. Kancyinl 8 Msrkoit o6oj10uke

1.2.1.3. Xeparennumic JCKAPCTBCHHBIC (opMb]
1.2.1.4. Umnperumposanimie iexa CTBCHIIbIC (o

1.2.1.5. JKmyixue JICKAPCTECHIBIC hOPMBI IS HAPYIKHOTO IPHMEHeHus
1.2.1.6. Humicue ICKAPCTRCHIBIC (DOPMBI JULsl BIYTPCHIET0 UPHMCHCHUS

[.2.1.7. Mepununckue rasn

1.2.1.9: Upenaparsy, naxossnces 1101 JIaBIIEHHEM
1.2, 1.10. Pajmonyiuuisie reneparo bl

1.2.1.14. Tpanciepmanbusie I1acThipy
[.2.1.15. Ilpovas necrepunsnasg n OJLYKIIMSA

=12, [ IPOHAd HOCTCPUIILHAS 1IPOTYKILE

1.3

LTTH

1.2.2. Bounyckaromuti konmpo)is KauecTna (CepTuduraryis 1 Bpi
buosnoriacckas nexaperseimas POJIY KIS

CK CCpHH) 1

1.3.1. Bronoruyeckas JICKApCTREHHAS lwm@__ :ii_ y
L3.1.1. lpouykrul kposu
1.3.1.2. Mmmynosnormuccras LIPOJLYKITHAS i
1.3.1.3. Mponykuus na ocnose COMATHYCCKUX KICTOK (LPOIYKLIS J1Isi TCPANIY COMATHICCKUME KIICTKAMH)
1.3.1.4. Tenorepanesruueckas HPOLYKITS i
1.3.1.5. Buotexnonornueckas HPOJLYKIIHS bes
1.3.1.6. Ipoayxims, BBUICICHIAS M3 5KMBOTHRIX HCTOYHHKOR MiM opramnos (Tkaucit) uenosexa 4
1.3 1.7 Tranewkencpuas HPOLYKITA (HPOMYKIS TKAHCRO HIDKeHC 1) | E’

_k
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1.3.2. Beiyckaionuii Kourpois (ceprudmralius cepuu) (1epeucns suios HPOJYKLIK);
1.3.2.1. llpopyxrit KpoBu
- ®
1.3.2.2. Ummyniosormacckasn i ONYKIIHH
— =2 CMMYNIOIIOrHiCcKas 11pojy T S ——

1.4.3. ITpouee _7 -

1.5.1.2. Karicyist B MArkoi o0boiouKe
1.5.1.3. JKenarennnnie JCKapeTBeHILe hopmpl
L\_ﬁ_ L, P T—— s £ R |
IHHPOBALULIC JICKAPCTBCHIBIC POPMBI

e L
L.5.1.11. Msrkue sickapcrreinnie hopmel
R NS
1.5.1.12. Cpeun (Cymuosnropun)
e
1.5.1.15. Tlpouas HCCTEpRIILHAS JIGKAPCTREHHAY TPOJLYKIUA -
1.5.2. Bropuunas yuaxonka
Kontpous kagccrsa

1.6.3. Xumuuccrne (bmzuaccrue) neusrranms

[xx:x ol

% _v—_—_-‘_‘*_—___‘—_-__“*——_—'_—_i
B OTHOWICHHHU TIOOLIX OTPAHHYEHUIT HITH HOACHCH. OTHOCHIITINNCYH K JaHHBLIM [TPOU3BOJICTBEHIILIN OrIcpalmam (3& HCKITIOYCH K
ClIy4aes, koraa HOACHCHHC ABIACTCH obumm KOMMCHTﬂpHCM K TIporeccam 1a HPOHBBOJCTEBCHITIOM OG'hL‘KTG}‘ e Obl 1u HMpUMCHsIN
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1.3.1.8. Ipouas Guosornueckas JCKAPCTBCHIAL POLY KIS

L.

1.3.2.3. lpopnyxrst ua ocnose COMaTHYCCK

=

1.3.2. 4. I'enorepanesruiceras 11 OJLYKIIH30

UX KJICTOK (11p0)1yr<11mi JUIA Tepanum COMATHYCCKUMM KJICTKAMU

)
|

1.3.2.5. buorexnonornueckas 1POJIYKIIMS

1.3.2.6. lponykums, suincicias 3 FKUBOTHLIX HCTOUHUKOB HIIH OPralon (TKaneii) enoseka
.32 7, Traneussxenepnas UPOAYKITHS (1IDOJYKIIHS TKAHCBOI HHIKCHEepHI)

1.3.2.8. Ilpovas 6ronoruyeckas JICKAPCTBEHHAS POYKITHS -
lpoyas sexapcrsennas HPOJIYKILAS MM LPOU3BOJCTBCHEAN JCHTCIbLOCTT
1.4.1. lpoussoyctsor:

L.4.1.1. Pacrurensias HPOJYKITHs |
= - s N
1.4.1.2. Tomeonaruucckoii HPOJYKILMH

1.4.1.3. Ilpouas npojykums: Hurocratnky -

1.4.2. Crepunmsaius gapmanesruieckix CYOCTANIMIA, BCIIOMOIATEIBITLIX BCHICCTB, IOTOROH HPOAYKIME:
1.4.2.1. Dunbrpanus

1.42.2. Cyxoxapogas crepuiizanmg
1.4.2.3. Crepunusarms 11apom

1.4.2.4. Xumnucckas CTCpWIH3aTs
e |

1.4.2.5. Crepunmsanys | AMMa-H3JYYCHHCM
T A0 e T et E———
1.4.2.6. Crepumisanms JICKTPOHIILIM M3JIyHe HeM

VYiakoska

1.5.1. Mepsuunas yrakopka:

1.5.1.1. Kancyupi B TBCPJI0#i 0Bo0YKe

1.5.1.4. Umupe
e Y |
1.5.1.5. Xupukue nexapersennnie OPMBL LIS HADYIKIOIO HPUMCHCITA

1.5.1.6. Kunxuc JCKAPCTBCHHbBIC OPMBI LIS BHYTPCHITEIO HPUMCHEHHsI
1.5.1.7. Mepunmickue razn

1.5.1.8. llpowne TBCPIILIE JICKAPCTBCHHLIC (HOPME]
1.5.1.9. Upeuapars, HAXO)IAUIMECH 1HOJL JIABICHUCM

1.5.1.10. Papsonykimuisie ICHCpaTOpLI

1.5.1.13. TaGneriu
L.5.1.14. Tpancuepmansimie

IJIACTEIPK

1.6.1. Mukpoduouornucckie MCULITAMA. CTePMIILHOGTT,

1.6.2. MukpoGuonoruueckoe MCHBITATIA: MUKPODHONIOIHICCKAS YHCTOTA

1.6.4. Buonornucekue HCIILITAIMS

TPAHWHCHIHS I TIOACHEHNA, HEOGNOANMO RIIOUATE, OTCLUIKY K COOTBCTCTBYIONIEMY HOMEpy IYHKTa cepruukara GMP,
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T 2. UMIIOPT JIEKAPCTBEHHOM [IPOIYKIAN
2.1 | Kourpoms kauecrsa MMIIOPTHPYEMOIT JieKapeTien oil HPOJLYKILIM

2.1.1. MukpoGuosioruieckue MCHBITAHNS: CTEPUILHOCTE

2.1.2. MHKpoBHOIOIMICCKOC HCURITAIHSA: MUKPOOHOJIOIMUCCKAs YHCTOTA

2.1.3. Xumnueckne (busnucckue) nersrranuy

2.1.4. Buonornyccrue HCIILITAHMS
2.2 | Ce THGHRAT M CCPHH UMIOPTHPYEMOH JIcKapCIBeiio HPOJIYKIIUK

2.2.1. Crepuibias HPOIYKIHSE: |
2.2.1.1. Hpoussommas i ACCIITHYCCKUX YCIORMSX

2.2.1.2. Ilojsepracmas PHHHLITHON CTCPHIH3AIIM
2.2.2. Hecrepumsiag 11 OJLYKILMS
2.2.3 Buonornyeckas JICKAPCTRCHNAS HPOIIYKILMS:

2.2.3.1. Hponyxrsl kposn
2.2.3.2. UMMynonoriueckas i OJLYKUHH

2.2.3.3. llpoayxums 1a ocriose coMarunye
2.23 4. I'enorepanesrugeckue HPOJLYKTE]
2.2.3.5. Buorexuonornucckas HPOJIYKILis i
2.23.6. lponyxkims, BRIICJICHIAS 13 JUBOTHLIX HCTOYHUKOB M Opratos (Tkancii) yenoreka |
2239, 'I’Karrcmm{mwp@ponykuml Qrpostykims rkanesoii HIGKCIICD I |
2.2.3.8. llpoyas 6110.&01‘”‘5CCKMKHDC'[‘BCHIH:UI Upoiykmms )

[poyas jesTemmuocts 1o UMITOPTY (BBO3Y)

[ ]

2.3.1, ITnomajika dhusuuccroro UMIIOPTA (BBO3A)

2.3.2. Hmnopr HPOMEUCYTOTHO 1TPojIyKLMY, HOJBCprafoweiics Jabnciiiueii o6padorke
2.3.3. Ilpouee

3. nPOM?}R)]I’E”TBI«:E{EI'ESHF_,1’*’;111_1?171/1 ~ ®APMAUEBTUMECKUE CYBCTAHIUIN

Dapmanceruucckay cyBcranus (cybcranmn):
g . “ 3| vy v Al b 't 1Yy ~ b HNsleLs i
lpoussosicBo dapmalesTicerix CYDETanIMi MCTOIOM XUMHYCCKOIO cunresa
]

3.1
3.1.1. Ilpoussosicrro LUPOMEIKY TOUHBIX 1IPOJIYKTOR $apmarentuucckoii cyberanuun )

3.1.2. llpowssonerro Heommmenol GapMalcMicekoil cyoeTanmg
3.1.3 ConcoBpazosanue (ouncrra);

3.14. Ilpouce e o
lIponsBoscTBO papmaucsTudcckix cyGeranumii MeTolaMu BrIIC e HIs U3 TIPUPOUIILIX HCTOYHHKOR
3.2.1. Beuenenpe $apmauesruuccinx ¢ ‘Ocramumii w3 ucrounnkon PACTHTCILHOTO HIPOHCXOKICH U
3.2.2. Belaenenue (apmaresTiyeckix cyﬁcu'ammi 13 UCTOUHUKOB KHBOTHOTO 1IPOUCKOK/ICHHS

3.2.3. Buijtenenue dapmatesruyeckuy cybcrammii us opratnos (rkancit) ucioncka

(98]
bo

3.2.4. BeuielicHue (hapmManesTnacek i cyOCTanuii us ueTouHKos MUHCPAILHOIO HPOHCXOMIIC 1S
T B e Rars e - O DATBHAT 1]
3.2.5 Momudmkains BBIJICIICHOI _(i_)apMauczamtlcc;_{ou cyOcTanmm (ykasnsacres s IyHkros 3.2.1-3.2.4)

3.2.6. Ouncrka Bhizccnnol PAPMALICBTHYCCKOH cyBCTalmu (yrasnpactes MCTOUIHK 13 iryrikTos 3.2.1-3.2.4)

3.2.7. llpowee o
HOH?}BO,UC'I'BD_ PAPMAaLCBTHUCCKHX
3.3.1. depmenranms

y6c:‘ammﬁ C HUCIIONBL3OBAHHUCM 6HOJ[0I‘HLICCKI/IX Hpolcccon

a4 2 a2 TR Pl ]

3.3.3. Buinenenue (ouncrra) i
oLl o

3.3.4. Mopudukarims

L | La

_ 3. [pouce: punaisuoe bopmuporanue cocrasa OMOJIOIHICCKON AKTHBHO tapmanesTiucekoit cyberanmm

3
4 | Ilponssosictso CICPHIBHLIX (hapMalerinycckix cyOcranumit (pasueist 3.1, 3.2, 3.3 nowkun 6bITH 3anomeHd
/1 IPUMCHIMO)

o )

- 3.3.2. lponsBojictso ¢ nconmsosamien KICTOUHBIX KYULTYD
5
o b
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3aBepiuaionue crajmu i

3.54, Hpoycee

3.4.1. Dapmanesriucckuc cyberammmm, npoussommpre dCCITHYCCKHX YCIIOBIAX
3.4.2. dapmanentinieckme cybCTanmn, HoBCpracMbc - (huinInoil crepumimanmy

3.5.1. Crajum Qpusuyeckon obpaBork:
3.5.2. IlepBuuiias yiakoska

3.5.3. Bropuunas ynaxoska
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OM3EOJICTRA (apMALCETHICCKIX CYOCTAN I

Konrpouns kauecrsa

Orpannyenns i nosciy

——— e

Kenixexanosa A, JK.
H.o. Ipeucenarens Komurera

MCJIMIIHIICKOI'O K q)ﬂpM AlICBTHYCCKOIrO

Kourpoist Muttnerepersa

3lpaBooxpancuns Pecuy@imcu IKaszaxeran

(A0, Jw'.nmm)c"rb)

/DRy

{mara nommear, . Mec.TIT)

3.6.1. Pusnycckie (XuMuCeKue) uermrrams
p HOTILTT — ]

3.6.2. MuxpoGuonoruycckue MCUBITAHUA (BKIIOMAS HCHBITATINS 11a CICpHIILIOCTE)

3.6.3. MukpoGuosiornucckie MCHBITAHMS (MCKIIOUAs HCHLITAHUA 1A CICPWILHOCTE)

3.6.4. Brosormaeckue nenmmanis
4. lIPOYUE OHEPALIUU - DA

TCHLHBIC 3aMCTKH, Kkacarommecs obuacry HPHUMCHCHHA CCD'I‘M(})MKE’I‘HZ

e (yxazarn jus OlICpalinii, HC OIHCAHHBIX BHILIG

PMAIEBTUYECKUE CYBCTAHLMH

r/
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