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OT 3KCTPEHHOIro MMNOopTO3aMeLLEeHUS K
CUCTEMHOMY pPa3BUTMUIO:
nocrpoeHme LmdpoBou CUCTEMDI
KayecTBa Ha 6a3e Docs5 EQMS
B AO «<AKPUXUH»



AKOPUXUH

Nioaum 3a6oTartca o noaax

«AKPUXUNH» — ogHa U3 KpynHeULWmnx poccMmcknx papmaueBtmyecknx kKomnaHmm. Bxogut B TOIM-5
KPYMNHENLW X POCCUNCKUX dapMnpoussBogmnTenem no o6beMy npoaak Ha PO3HNMYHOM pPbIHKeE.

000 KomaHpa «<AKPUXWNHa» - noutn 1500
q' COTPYAHUKOB, 60nee 400 U3 KOToOpbIX
| pa6oTaloT B 76 permoHax CTpaHbl

8 cTpaH gNn4ga akcnopTa NpoAyKUUu:
& Bbenopyccudqa, Monpgasud, KasaxcTaH,

Knprusma, MoHronua, ApMeHuUs,

A3epb6anpyKaH, Y36eknucrtaH

B noptdene «<KAKPUXUHa» 6onee 200
NeKapcTBeHHbIX cpeacTB. 45%
npenapaToB B o6beMe peannsaumm
npoayKuuu, BbinNnycKaeMom
KOMMaHueun, BxoaaT B [NepeyeHb
XHBJIM
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(®) AcpuxuH CuTyauusa o npoekKTa

CucrtemMa
MeHeO)XMeHTa
KayecTBa U peJsin3a
Nnpoun3BoaOCTBa
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YnpaBneHme oTKJIOHEHUAMU
KOHTpONb U3MeHeHUN

YnpaBneHne KoppeKTUpYoLLMMHU
MepPonpUATUAMU

AyOunTbl U CaMOUHCNEKUUNN
O630pa KayecTBa NpoayKLmnm
KBannpmkaumm noctaBLLMKOB
PerynatopHble OOKYMEHTDI
YnpaBieHne npeTeH3namum
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(®) AxprxuH

Kakue BapuaHTbl paccMaTpuBanun?

3aTpaThbl

BapuaHT YT1Oo TpebyeTcH o6wmnn
PUCK
JononHuTenbHble TPyAQoO3aTpaThbl
[OoTOBbIE .
BbicOKnu
peLlleHud 3HauuTenbHble PUHAHCOBLbIE

Nepexopn Ha

Docs5

KactoMmnsauma oencTByroLlem
cuctemMbl WSS Docs

YMepeHHbIN




(®) AcpuxuH NMouemy Docs5?

'| PaboTta B eanHOM cucrteme:

BHeOpeHMeE B y)Ke paboTaloLly o MHCTaNNaumnto
WSS Docs GxP

2 NpoBepeHHoOe pellueHue:
nonoXutenbHblM onblT BHeapeHna B AO «KAKPUXUH» GMP
— KPUTUYHbIX Mogynen (JokymMeHTbl GxP)

3 M6KOCTb HaCTPOMKU CBOMMMU CUNAMU UNN

cunamm WSS-Consulting:
No-Code BO3MOXXHOCTU co3aHMAa PyHKLMOHANa

4 MMnopTo3aMeLLUeHUE: poCCUNCKUI NPOAYKT,
BXO4OAUT B peecCTp oTedHeCTBEHHOTIO |_|O, npem aToM
NCIMOJ1b3yeTCH 6onee yem B 20 CTpaHax.

5

6

FoTOoBbIE MHTEerpauumn.
AD, Oracle OeBS, LIMS

[oTOBbIE
CMpaBOYHUKU

[OTOBbI KOHCTPYKTOP
oT4yeToB

BbicTpas apganTauus
nonb3oBarenen



(©) Axpuxun

@ Llenb npoekTa:

Co3pgaHue eguHOMN,
MMMNOPTOHE3aBUCUMOU
LMNPPOBOUN CUCTEMDBI OIS
yripaBneHnsa AOKyMeHTaMm
n npoueccamm OCK

CpoKu:
NioHb 2024T. - MmapT 2025r.

O npoekTe

' WY .
a Pucku:

YnpasneHue npoueccamm OCK
B PY4YHOM pexxmnme oo
OKOHYaHUSA Pa3paboTKM HOBOToO
peLwleHunsa

Bbirpy3ka MICTOPUYECKUX
OaHHbIX (~170 000 3anucemn)

C)KaTble CPOKU peanunsaumm



(@) AxpnxuH JTanbl NPOEKTa

2024 2025

UIoHDb Uonb ABrycT CeHTa6pb OKTAGPDL Hosa6pb Oekabpb AHBapb deBpanb

EQMS 14.06.2024 — 26.02.2025

F_| AyauT, aHanm3 TpeboBaHuii, Nogrotoska T3

| J Peannsauyma npoueccos coriacHo T3
' M NOArOTOBKA AOKYMEHTaLMK

. D Cpaya gopaboTaHHOM cUCTEMDI
) MepeHoC Ha NPOAYKTUB

Mwurpauma onepaTMBHbIX KAPTOYEK I—_h )

O MecdLleB

oT Mﬂ,el/] anO 3a|_|yCKa B O6yuyeHure nonb3oBaTenemn v ':'
M pOM biLL/1eH Hy|'O 3Kcn”yaTa LLM O ConpoBoAeHMe OMbITHOW 3KCNAyaTaLmm

MapT



(®) AxpuxuH Pe3ynbTaTbl NpoeKTa

YnpaBneHue
Cucrema ynpaBneHusa KkayectsoM Docs5: OTKITOHEHUAMU

. No-code oBMXXOK AyOonTbl U YnpaesneHue
CAPA N3IMEHEeHNAaAMU

* PoneBag Mogenb gocTtyna

 Towuck (aTpmnbyTUBHbIN, MOJTHOTEKCTOBbIN)

* OnoBelweHnq, nepmnogmnyeckKme ornopeLleHmd KBanudpukauma

MpeTeH3Unn
MOCTaBLMKOB P

¢«  KOHTpONb cpoKOB

« PaboTa c dannamMm, KOHTPONb BEPCUN

35 000+ 1000+ 20+ O630p KayecTBa PerynaTopHbIi

y NpoaOyKLunm Moaynb
ONOKYMEHTOB Mnonb3oBaTenien KaCTOMM3aL N

NHTerpauunmu OT4yeThbl

MHTerpaumna. ORACLE



@ AKOPUXUH

INioau 3a6oTatcs o nioasx

Co3gaHue un
NMnoaoroToBKa

CornacoBsaHue

YTBepXXaeHune U
paccbliika

ABTOMAaTUYECKUA
BBOO, JOKYMEHTOB
B encTeme

ABTOMaTUN4ecKadq
OoTnpaBKa
OOKYMEHTOB C
NCTEKLLUMM CPOKOM
OENCTBUSA B apXUB

OJokyMeHTbl GMmP

Mogyne kavectea: SOP000013/01 (27.11.2025)

JIMCT cornacosaHnA | KonWpoBaTh QOKYMEHT | KOHTpONBHBIE KOTIWK | Opyroe

TN QoKymeHTa *

Tuvn npoueaypbl

Dainbl JoKyMeHTa

HaumeHoBaHWe *

OBnacTo
OOKYMEHTA

Kntouesble cnosa

B3ameH

OnucaHne
W3MEHEHHA *

YTBED® A0WMA *

[laTa BBOOA B
LedCTBHE

NeRcTeyeT oo

on

CON{0H) - CTaHaapTHan onepaLuoHHan Npoueny...

@ it o o e Lbgme o rnma ITRED IE&E&
R e e el Y O B e pocorp
Lt LE ] e aiinz

CHCTeMHanA Y42THaA 3aNuch

28.11.2025

27.11.2028

3tan: YTRepwaeH

Cratyc: [leldcTBRYIOWMWA

CBA3aHHbIE
LOKYMEHTEI

nog

WHuumaTop *

Bnapeney
OOKYMeHTa *

MNogpa3nensHWA, Ha
KOTOphIE
pacnpocTpaHRETCA
LOKYMEHT

OMCTPHELIOTODR *

OTMeHReT
LOKYMEHT

MNpueneyeHHbLle
COTDYIHWEMN

Paccbinka

Brlop anpecatos (0)

Monb3oBarens: ApMYHOB AHTOH BHKTOpOBMWY

Nnoa-2025-0006

CHCTEMHAA YYETHaA 3aNUCh

AAAAAA_Ovnen 1

AAAAAA OTtnen 1

CHCTEMHAA YYETHaA 3aNUCh

Komy pasocnaHo (2)



AKOPUXUH

Nioaum 3a6oTartca o noaax

Co3pgaHune n
NnoaroToBKa

CornacoBaHue

YTBepXgeHme m
pacchblika

ABTOMaTUYECKUN BBO[,
OOKYMEHTOB B
nevncTeme

ABTOMaTUYeCKad
OTnpaBKa OOKYMEHTOB
C NCTEKLUMM CPOKOM
0encTemsa B Apxms

OdokyMeHTbl GXP

DokymeHT GxP: GxP-2025-7778 Jtan: Noarotoeka Crartyc: Ha nogrotoeke

JMcT cornacoBaHuA | Konuposathb fokymeHT GxP | KoHTponupyeMbie KonuM Monb3oBaTens: wss02

(& 3arpyauTh hainel

Dainbl WHuumatop * wss02
LOKyMeHTa (D & 3arpyauThb W3 Wabnoua
P & 3arpyaurb dainb: MopgpasneneHue * AQMUHMCTRATUEHBIA oTREn X L]
KOMMEHTEPHMN
JoKymeHT- @
OCHOBaHWe
Tvn AoKyMeHTa * MWypuan X L]
CBA3aHHble L]
Homep S0P015144 JOKYMEHTbI
LLOKyMeHTa *
OTMenseT GxP-2019-0056 X L2
Homep Bepcuu 1 MOKYMEHT
LIOKYMEHT * Mpy M3MEHEHWW LaHHOTO NONA GYAYT OGHOBMNEHDI 8APECATbI PACCHUTKM
MNpWBNEYEHHbIE
HanmeHoBaHne HE TPEBYETCA X L COTPYAHHKK
npenapata *
Paccrinka Bhigop afpecartos (0) Komy pasocnato (0)
Copepmatme * JypHan y4eTa
YTBEpHAA0WMA * wss03 X L
Ilata BEOAA B
OedCcTEME
NeicTayeT oo
[MCTpUEBIOTOp * wss02 X L
Mopy4yeHHa K BOKYMEHTY
Per. Homep ABTOp nopy4YeHna Wcnonnurens ConcnonHuTenn Copepanune Wcnonauts go Kontponep Craryc
KoHTponupyembile KONuu
N® HaumeHoBaHwe npenapata® Homep cepun® N2 Komuu Kon -0 cTpaHuy B Konu  [laTa nevatu KTo neyatan Bossf ) NMCTOB pHi Bananc
Bup JomyHOCTb CoTpyaHuk CornacoBaHo LeicTeun
COTNAcoBaHuA
YTBep#ieHne &4- BE,EIYLLI,HIFI CNELUMANMCT wss03 ]E[
J1068BUTb NOCNEROBATENbHbIA 6NOK Jl063BUTb NapannenbHbli 610K

Bepcua: 1.0
Cosgax B 30.05.2025 17:18 nonbsosatenem: wss02 ST




@) Akpnxni KOHT

Nioaum 3a6oTartca o noaax

Konus npoeepeHa ANy ne4yatu

@ain goKkymeHTa *

JanpoweHo gna *

MpHYKHAE 3anpoca YYTEHHOR KONMK *

NWana3oH cTpaHiy ™

MNpuHTEP *

HaWmeH0OBaHWE NpenapaTa *

Homep cepumn *

KoMMEHTADHA

pOsib Ne4yaTm u BO3BpaTa KONMun

] nmcT TMO HoBas BepcuA.pdf
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AkpuxuH  JIMCTbl NPUEMOYHOI0 KOHTPOJA

Nioaum 3a6oTartca o noaax

MpueMoyYHBIA KOHTponk: NMNK_2026-0598 3Tan: MoaroToBKa CraTtyc: Ha nogroToBKe
Y | @; MpocmoTp paspewweHi | E ypHan sepcui I Opyroe MNonb3osaTent: AHoCDEa AHGCTaCHA ANERKCaHAPOBHT
TMCT NPMEMOYHOrD KOHTPONA * [3) Nuct npremosHore konTpona.docx[Ee TpaHCNopPTHOE CPEACTED ONNOMEMPOBAHD Oa
‘ O3|D|a H M e M Ooen. dains @aiinkl He arpymeHs CaHWTapHOE COCTORHWE B KY30BE COOTBETCTEYET Na
TpeboBaHUAM (4UCToe, Ge3 3aMaxa, NoCTOPOHHMI

[ata NocTaEKK NpefMeToE)

noaroToBKa

Tenmnepatypa & ky3ose TC, HaNHYHe pacnedaTsn ¢
TEPMOPErHCTRATOPE/ ANEKTPOHHONS HOCHTENA ANA
ADK

MpowzsoguTens/TocTaBwmE.

[MognucaHwue R

MocyAapCTEEHHbIN HoMmep TC

MocTaeka ceipeq W YM Ha nogaoHax Oa

MoaAcHEI COOTEETCTEYHOT GMTOCAHHTAPHBIM Oa

q)OpM M po Ba H M e ®WO Bogwrena HOpMAaM: Knedmo HT, YncTble, uensie
I_I pOTO KO” a P —— MoBpeKaEHIUE TPEHCNOPTHON YAKOEKK Her

MePEHYHEIR BMIYANEHLIA OCMOTP KaNGoN CEpHM: Oa
Bpema ckOHYAHKA PASTPYIKM WHBOPMALMA HE STMKETKE TAPHOMD MECTa
C B q 3 b C M Oﬂlyn e M COOTBETCTBYET HHOOPMELWK B COMPOBOAMTENbHBIX
ACKYMEHTAX (HEMMEHOBAHIE, CEPHA, KONMYECTED,
Bug matepuana YNaKoBOYHEIE MATEDHANSI CPOKM rogHoCTH)
«KBannpmkaumnga
n Homep 3akasa va Mprobpetenne - OCTATOUHBIR CROK MOJHOCTI Ha AATY NONYYEHHA Het

Hime B0% gnA cyBoTaHumi, e 70% gna

n OCTa B Ll_l M KO B)) BCNOMOraTENEHLIX BEWECTE W YNaK0BIHHBIX

METEPHENDE

KommeHTapum

HHvymaTop *
MNogpasgenexwe *
Odhopmn *

Mposepwun

K
Pacceinka == ) ;mai;::xcnaHo (0)




AKPUXVH MpoTOKO/bl O6YyYeHUq

Nioaum 3a6oTartca o noaax

lNMpoTokon o6y4yeHus u ouleHKM 3HaHui: [100-2026-13437 9Tan: [NoaroTtoska Crartyc: Ha nogrotoeke
@; MNMpocMmoTp paspeLleHnit | [Ee XypHan eepcuit MNonk30BaTent: AHOCOBA AHAacTacHs AneKcaHApoBHa
Bug oByyeHuna * BHennaHoBoe X |_E CKaH. Konua © 3arpyaute Gaitnel
npoTokorna B
I_I pOTO KOﬂ bl Homep npoTokona
dopMaT o6y4eHun MHCTPYKTaM X (K
obyyeHua m
() DOPMAT OLEHKH CoGecenoeaHue X "]
OueHKWM 3HaHUNH
,[I,ﬁaTa Hayana 15.05.2026 [
OBYYEHMA *
[TpOTOKObI
,ﬂﬁara OKOHYaHWUA 15.05.2026 [
OBYYEHMA *
O3HaKOMJ1IeHNA C
Tema oByqeHna *
OOKYMEHTOM
OCHOBaHWe onAa
[MporpamMmbil oty
nepBmNHYHOIO T o] =
obyyeHunsa um
HammeHoa@Hue
MoBbllWUEHUNH ot
KBanUuKaumm
CoTpyaHuku
N2 COTPYAHMK * LOOMKHOCTD Moppazpenexne PeaynbTaTt oueHKH *

1 3aver




AkpnxuH  [MlepcoHanlbHOe AocCbe

Nioaum 3a6oTaTtca o noaax

lNepcoHanbHoe gocbe coTpyAHMKA: OnemeHT: 8716

@; MpocMoTp paspeLeHuil | [Ee *ypnan sepcuii | Pe)XXuM afMUHNCTpaTopa MNonb3oBaTenb: AHOCOBA AHACTAcHA ANeKcaHApoRHa
[l ]e] [aTta Bbixoga Ha
paboTy
OBpasoBaHue & 3arpyanThb haiinb

MoTorpadua

MpenopasaTens/ D

LomKHOCT
HacTaBHUMK/
WHCTpykTOp
MNogpasgeneHue
YeoneH

NaTa poxaeHua

lMpoBeaeHHbIE
oBy4eHuA

MHudopmauus o npueMe 1 nepemell,eHUAX

MepBuYHOe 06yueHUe

nepBUYHOE TeopeTUUecKoe (Kypcoeoe) o6yueHune

nporpamMMbl NepBUYHOro 06yyYeHus/ NOBbIWEHUA KBanupukalum
BHyTpeHHee nepuoguyecKoe o6yyeHue

BHyTpeHHee BHemnnaHoBoe 06y4yeHue

O3HaKoMJIeHME C JOKYMeHTaMu

BHewwHee o6yyeHue

Bepcus: 2.0
Co3faH B 04.12.2025 02:00 nonb3oBaTeneM: CUCTEMHasA y4eTHanA 3anuch 3akpITh

W3amMeHeH B 05.12.2025 01:15 nofb3oBaTtenemM: CUCTEMHaRA y4eTHAA 3aNuchb




AKOPUXUH

Nioaum 3a6oTartca o noaax

OueHKa n aHanus
PUNCKOB

[MnaHnpoBaHuMe U
yTBepXXOeHWe nmaHa
MeponpuUaTnm

Peanusauyuga nnaHa
MeponpuUaTnm

[MpoBepkKa
peanin3o0BaHHOIO MNsaHa
MeponpuUaTun

OKoOH4YaTenbHasaA oUeHKa
BHeapeHNd NSMeHeHU4d
N MOHUTOPWUHTI

KoHTponb usmexenuin: KU-2025-1367

Jtan: Apxus

Craryc: 3aKpbITo-cAenaHo

KOHTpPO/1Ib UBMEHEeHUN

Mporokon KU Monb3osarenn: wss02
S —

MpunoxexHbie [ Mpotokon KU GxP-2024-38255.docx  [5o [
daitnbl
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(HeT AOCTYNHbIX peLeHmit)

Csf3aHHble
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otgen QA
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cneunanuct QA
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NPOAYKLUMN

Ha3BaHue 1 ko
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AKOPUXUH

Nioaum 3a6oTartca o noaax

OLuUeHKM Meponpuatmad MOHUTOPUHIN

nopy‘leﬂlﬂﬂ K AOKYMEHTY
Co3aaTth NopyyeHue Co3aaTh Nnopyyexue B KapToyke
Per. Homep WHuunartop Tun nopyyenus Mopgpaspaenenune WUcnonuutensb Kpartkoe onucatue OnucaHue sagayu Wcnonuutb o Craryc
0-2025-11603 OueHka B ) 14.10.2024 3aKpbiTo-CAeNaHo
noapasneneHuun J
0-2025-11602 = OueHka B s | H 14.10.2024 3aKpbITO-CAeNnaHo
o ] nogpasgeneHuu | o
0-2025-11601 OueHka B ) 14.10.2024 3aKpbiTO-CAeNaHo
noapasfeneHuu
0-2025-11600 OueHka B ) 14.10.2024 3aKpbITO-CAENaHO
nogpasaeneHuu
M-2025-8810 MeponpusaTue o B = 20.12.2024 3aKpbiTo-CAeNaHo
M-2025-8804 MeponpusaTue ) ! 20.12.2024 3aKpblTO-CAENaHo
1 ]
= @
BE =3 ¢
i3



@ AKOUXWUH

INioau 3a6oTatcs o nioasx

OTKNOHeHUA U NpeTeH3nn

NMnaHmnpoBaHue u
Perncrtpauuda P -
peannsauund AHanum3 KopeHHOMU NMoaroroBka
OTKJ/IOHeHUS Unu .
npeTeH3nm MeponpuUdaTUM Nno NMPUYUHDI nnaHa CAPA
paccnenoBaHUAM
CornacosaHuve OKOHYaTesnnbHoe
yTBepXXaeHue Peanusauus yTBepXXgeHue
niJaaH APA
niaHa CAPA naHa C OTKJ/TOHeHuUda




AKOUXMH OTK/TIOHeHusd

Nioaum 3a6oTartca o noaax

OTKnoHeHun: OTKNOHeHWe-2025-0075 3tan: Apxus Cratyc: 3aKpbiTo-cieNnaHo
MNMporoxon OTknoHeHuA Monb3osarens: wss02
MpunoxeHHble Daiinbi He 3arpyXKeHb Ccbinka Ha
dainb BOKYMeHT WSS
Docs
DNarta, korga 22.01.2025
npousowno * Mrmumatop * N EN CTETew e
Oxupaeman gata 19.02.2025 Moapasgenexue, 8 OTAen rNaBHOro TEXHONOra
yTBEpXAEHHA * KOTOPOM BO3HHKNO
OTKNOHeHMUe *
KpaTkoe onucaHue [ B s B a
omkoners * PyrosogATens [SSE s B RS S
paccnegosaHua *
Onucanue * W )
OTBETCTEEHHBIN OTAeN CHCTEMHOIO KaYecTBa
oTgen QA *
Ea etp:r(;:::afbﬁaﬂ C (Minor) OTBETCTBEHHBIN wss03
cneynanuct QA
O6nactb XpaHeHue
== HassaHue 1 ko HaumeHoBaHue
OTKNOHEHNA * npoayKupm * Kon
k
O6opysoBaHme * mm a
Homep cepun 1
Hemens H i npoaykumm *
peicTens *
Konuuectso
| KTa B Cepum
BrusHue BnuAHKe OTKNOHEHUA Ha APYTHE NPOAYKTLI pon o
OTKNOHEHWA Ha
[APyTUe NpoayKTbI * HassaHne u kog HawmenoBatmne Koa
marepuana *
MoTeHy 1! ACTBMA
nocnegcrTemna *
Homep cepun 1
marepuana *
AHANW3 KOPEHHbIX AHaNU3 KOPeHHbIX NPU4MH
npu4mH *
Konuyectso
MaTepuana B cepui
Kop NPHYMHA. \( p
Buisog v =
3aKnioueHme * Kareropus * C (Minor)
OIEECTEE RO CT Oa Koa npuunHbl HF-HT - Hapywenwe geicTeyrowmx TpeGosanni
AKPUIXMH * = OTKNOHEHUA *
KoMMeHTapHit Ransrediwme Nepepaborka /Tepeynaxosxa
AeNCTBUA C
npoAykymeit *
OxoHyaTensHoe 123
3akntouenne QA *
YTeepxaarowmin wss03

(HeT gocTynHbIX peluetni)

MCTOpUA




AKPUXWH peTeH3unn

Nioaum 3a6oTartca o noaax

MpeTeHanu: MpeTeH3usa-2025-0133 (25.01.2025)  3Tan: Apxus Craryc: 3aKpbiTo-cienaHo

MpoToxon MpeTexsum Mons3osarens: wss02
n B Te i daitn(3).docx B WHuymaTop * wss02
dainbi
Oxupaeman aata 31.01.2025
[Nara nony4exus 24.01.2025 yTBEpXAEHUA *
npeTeHsum *
OTseTcTBEHHbIN Otaen onepaumoHHOro obecneuerus kauecTsa
Kpatkoe oTaenQA*
onucaxue *
OTBeTCTBEHHBINA wss03
Tun npeTeHamy * orc e - are - cneumanucr QA * 3aknwyeHue no NpeTeH3un
*
OnucaHme n A DaTUBHBIN OTAEN 3akntoueHue
npeTeH3uM * €BA3aHHOE C
obnacTeio
OTKAOHEHMA *
Bug npeTensun * KauectBo Bosspar Het
Pyxosoguent N wss03 NPETEH3MOHHON
KaTteropua A (Critical) SOUPSORCHC S npogyxuuu *
npeTeH3nm
(nepsonavanshan) * PyKOEOAMTENS wss04
paccnegosanua Pewenue no MNpu3HaHa
CnocoG nonyyesus  email npeTeHsumM *
npetersim YnonHomoueHHoe wss06
nnyo *
O6nacTb MpOM3BOACTBO NO KOHTPAKTY Yeepomnenue ha
npeTeHsum * YTeepxaaoumil * wss07 PErynavtopHoro
opraHa *
npoussoguTens ' AHaNU3 KOpPeHHbIX NPUYUH [lata otseTa
R n rble B T ¥ daitn(4).docx BR KAMEHTY
Mponykt Mpopyxr hainbl KOPEHHO#
NPUYHHbI
HasBatue 1 oA DNaneHeiiwune He Tpebyetca
npoayKuMk AHanus KopeHHbIX auc AeicTBuA ¢
npuumH. Beisog * npoayKumen *
Homep cepum * 1
Kog npuumHb! CB - CxpbiTbii 6pak Cbipbsi M MATEPHANOE MO BUHE...
Konmuectso OTKNOHEHUA DoGaenretca & fda
KPI: *
Enarmua z:munne ;lze;renauu Da
u3MepeHus ADYTHE CEpUH *
Wndopmauus o
CBA3aHHBIX 33NUCAX g}'_'l':::::ﬁ 2xe
(npeTeHauAx)
MpegvABATEnD [LMcTpubsioTOp Kateropua A (Critical)
npeTeHsum * npeTeHsuu (nocne
paccnegosaxua) *
OaHHble
CHTAMTCH P Buiop anpecartos (0) Komy pasocnao (8)
npeTeHsum
Hanmerosanue
KnuexTa

Agpec KnHeHTa




AKOPUXUH

Nioaum 3a6oTartca o noaax

CAPA nocne

OTK/IOHeHUusi/MpeTeH3un

Mons nopy4yeHus

Per. Homep WHnymuaTop Twn nopyyeHna Wcnonuurens Mogpaspenexne
CAPA-2025-1390 CAPA nocne otknoHesua wss04
CAPA-2025-1388 CAPA nocne otknoHexsua wss04
B E .
CAPA-2025-1356 CAPA nocne otknoHesus wss04
P-2025-1342 PaccneposaHue wss04
P-2025-1309 PaccnegosaHue wss04
Bepcusa: 26.0

Cospgad B8 23.01.2025 10:09 nonb3oBaTenem:
U3mereH B 24.01.2025 16:08 nonb3osaTtenem: CUCTEMHAER y4eTHaA 3anuUcChb

Kparkoe onucaHue

ik

Onucanune sagaum

WcnonHuts go

29.05.2025
31.01.2025

31.01.2025

29.01.2025

31.01.2025

PaccnenoBaHue

Craryc

3akpbiTo-cAenaHo

3aKkpbiTo-cCAenaHo

3aKpbiTo-cAENaHO

3aKpbiTo-CAENaHo

3aBeplueHo-
OTMEHEHO

3aKpbiTh



AKOPUXUH

Nioaum 3a6oTartca o noaax

[TnaHupoBaHUe
ayauTa

OTparkeHUe
pe3ynbTaToB ayguTa

Pa3paboTka u
yTBepykaeHume NnaHa
CAPA

Peanun3auuma NnaHa
CAPA

OKoOHYaTesnbHoe
yTBEPXOAEHME ayaouTa

AyauTbl U CAMOUHCNEKLUUN

MpunoxenrHbie

tannbl

KpaTtkoe
onucaHue *

Tun ayguta *

Ob6wexT ayauTa *

Cnucok nuy gna
WH(DOPMKUPOBAHUA O
NNaHWpyeMOM
aygute *

Haseatwue
KOMMaHWW
(BHewWwHHA ayauT) *

Konuyectso
ayputopos *

BrewHwne
ayauTopbl *

AyAUTDbI U CAMOMHCNEKUUK: A-2025-0137

@ainbi HE 3arpyMeHb!

BHeLHWI ayanT

BHewHui

wss19 wss18 wss17

OAO "Bepeska’

WsaHos MBax MBaHoBHY

9rtan: Apxus

CraTtyc: 3aKpbITo-CAENAHO

Mpunoxerne:
Mporpamma no

ayguty *

Mpunoxexne: OTyer
no aygury *

WuuymaTop *
Bepywui ayguTop *

OTBETCTBEHHbIN
otgenQA *

OTBETCTBEHHbIN
cneyuanuct QA *

MnaxoBan gata
aypura *

[arta nposegeHus
ayguta *

Oxugaeman garta
pa3paboTku
oTyeTta *

[arta nony4yeHun
oTyeTa *

KommeHTapui

[2) Tectosbii dain.docx

[2) Tecrosbin ann.docx

3
S

wss03

Otaen aeknapupoBaHus

30.01.2025

30.01.2025

30.01.2025

30.01.2025

KoMmmeHTapuit no ayauty

Ee =

YN




AKOPUXUH

Nioaum 3a6oTarca o noaax

OTyeT NO ayauTy

Otuer nmo ayaury Ne A-2025-0137 lara renepanun: 02.06.2025

OTtuer noaroroBui: Butkun Jenuc Butansepny
KpaTtkoe onucanme:

Bremnuii ayaur
Tun aynura: Bremnnii
ObBexT aynura: BayTpenHHe cHeTeMEL
BuyTpenHue ayIHTOpbI: Kikankuna Enena Anexcanaposna; ApsyHoB AuToH Bragumuposny
KommenTapwmii: AynuT 3aBepuieH
Ipuaoxenne: [porpamma mo Ilporpamma ayaura 30.01.2025.docx
AyauTYy :
Mpunoxenune: OTuer no
AyauTY:

Oruet no ayauty ot 30.01.2025.docx

Ipuiaoxennsie haiib: [Tportoxon ayauta.docx; Cniucok JOMOMHUTENBHBIX BOMPOCOB.X1sX

Ilopy4enusn
PerncrpanHoHHbIii Onucanue OTBeTcTBEHNBIN 3a
" Onucanne 3aaa4n Hunnmartop Henonnurens Kareropus Crartyc
HOMep HeCoOTBEeTCTBHI pazpadorky CAPA
CAPA-2025-1776 HecoorsercTeHe H Omicanue sanan Kuxankuna Enena Cupopoe Anecanap Heanoe Aunpeii A SaxpErTo-crenano
€ro onucaHHe AJnexcanapoeHa Heanosuu Buranserny
CAPA-2025-1777 HecooTtseTcTBHE H Omicante 3anauu Kusankina Enena Cunopoe Anecanip Anronoe Ceprei A 3aKPEITO-CRENaNo
€ro OMHCaHHE Anekcanaposua Heanosuy JAMuTpHesHY

[MnanoBan gata AyIHTaA:

HOMC[] JAanHCH:

ﬂ,ElT}l OTKPBITHA 3aIIHCH:

Craryc:

30.01.2025
Hara npoenenus ayaura: 30.01.2025
000178
17.01.2025

3aKpBITO-C/IETAHO

Hudopmauns o 3anucu




Nioaum 3a6oTartca o noaax

@A O630p KavecTBa npoaykuuu (OKM)

0630p KayecTea Nnpoaykuun: OKMN-2025-0282 9Tan: ApXuB CraTyc: 3akpbITo-ciENaHo

NMpoToxon OKI MNons3oeaTens: wssl2

rl J-I a H M po B a H M e 0 630 po B MpHnokeHHsIe daiinsl  PEANGI HE SErPYKEHD! MHuymatop * [IN- B TN .
Ka4deCTBa npoaoykKumm amocemeser QA e Remmosn

I—I E‘s;:::::““‘_mﬂ HaumenosaHmue Kog gggm;ﬁ;i“é’g'* NS NN CEN BN
oAroTtoBKa U NMpoBepkKa asom

YNoNHOMOYEHHOE ] A ——
pa3,El,eJ'I oB O K I_I ::::;::::*qu Hanmerosanne Hop o *

ﬂﬁﬁ 3AKNHYEHHA 03.03.2025

YTBepxaeHume OKI1 un Opeusicoox | 0708205
pa3ﬂ.en O B O K I_I OT4ETHBIR Nepruog oT *  01.01.2025

OTYETHEIA Nepuog A0 *  28.02.2025

[Mopgrotoeka lNnaHa CAPA PSS ——

3aknwodeHns Y * TECT

e e (¥YNIONHOMOYEHHOE NMUE)  03.03.2025 15:30

pean M 3 a L'I M q I_I n a H a Pﬂuenue:!"mp;u‘rb oKN WMsmenenna: [lata saknrouenwn ¥ (c ™ 1a "03.03.2025")

O e s s (MHAUmaTop) 03.03.2025 14:59
‘ APA Pewenne: Boe CAPA 3asepLieHbl

o) JESS—— e e (YnonHomodeHHoe nuuo)  03.03.202512:13
Pewenne: YTBEpPAWTE | LnaH CAPA

OKoHYaTenbHoe
Mopy4YeHHsa K AOKYMEHTY
yT B e p)K.D.e H M e O K I_I Per. HoMep HHAUMaTOP Tvn nopy4eHna MNogpaseneiie HcnonHuTenk KpaTkoe onucaHne WcnonHuTe ao Craryc

CAPA-2025-15448 CAPA nocne OKI O1aen obcnymrMeaHus TECT 28.03.202500:00 3akpoiTo-coenaHo
EMWEHTCE |

Paspen Paspen QKM [enapTamedT TECT 07.03.202500:00 SaxkpmiTo-cOenaHo

OKM-2025-282/154 MHMUHUDWHTE

4 MHODECTRYKTYPG!

Bepcwa: 13.0 .
Cospnax B 03.03.2025 09:55 nonbaosatenem: | 3aKpHITE

M3




@ Ao O630p KauvecTBa NPOAYKLUMK

Nioaum 3a6oTartca o noaax

O0630p kauecTBa npoaykuun Ne OKI1-2025-0266 Jara renepanun: 11.04.2025
IMepuoa ob3opa:
01.11.2023 - 31.10.2024

Ha3zpaHue NpoayKuuu: | 1M -

Koa npoaykumn: e

Jakaouenne: Murpuposano u3 qokymestos GxP
Jlara 3aka4eHHs: 30.01.2025

Yreepauni: Cuiopos Anexcasap
YrBepwaeHo: 30.01.2025

Paznennt OKII:
Pa3zaen 1 O630p perucTpanHoHHOro Joche 3a nepuoa Hossops 2023 r. - okradps 2024 1.

3a oTuétHbli nepuo B PA 6s1mo nogano 6 uzmenenuii B PY, HJ1, UMII, Makets1, [locke 03.04.2024; yreepxaeno 6 uzmenennii B PY, HI1, UMII, MakeTst,
Jocee 12.08.2024. OTKNOHEHHBIX TOKYMEHTOB HE OBIIIO.

B Asepbaiimxane He OBIIO TOMAHO W YTBEPHKACHO H3MeHEHHH, OTKIIOHEHHBIX TOKYMEHTOB HE OBLIO,
IMpunoxennsie gaiabi:
11.2023-10.2024. Ipod xancynsl. Paznen 1.docx

Yreepana: Kmxkankuna Enena Jara yreepsaennn: 30.01.2025

CAPA nociae OKII

PerucrpanuonHbii

S Kparkoe onucanmde Henoanurean JlaTa BLINOAHEHHS Craryc

CAPA-2025-0424 [TposecTn 0byueHne Burtkun Jenne Buransesny 28.01.2025 FaKPLITO-CAENIAHD




CAPA Independent

CAPA Independent: CAPA-2025-16207 (20.03.2025 14:57) 3Tan: Apxve CTaTtyc: 3aKpbiTO-CASNAHO

AKOPUXUH

Nioaum 3a6oTartca o noaax

MpHnoHEHHEIE Dalinkl He 3ArPYHEHE CER3EHHbIE
hannb AOKYMEHTEI
OnMcaxue Murpuposato uz JokymeHTos GxP PoguTensckuii
HECOOTBETCTBMA * AOKYMEHT
NMHunymauma CAPA —
Kog npuqmtbl CO - CUCTEMHEA DLIMGKA WHuymaTop * B BN o N B
HECOOTBETCTEMA *
PaspaboTka CAPA o o Tece | A
OTKMOHEHWA *
OTeetcT E"?t“"b'ﬁ OT/Aen ONEpaLMOHHOND oBecneYeHna KaYecTea
WeTounvk CAPA * Npyroe oTAen A
I_I po BepKa CAPA OTBeTCTEeHHbIH I EIEE CH O COE——
KH?CTEE?I'I;:’:'CTBHH b < creduanacT QAT
CO rn a CO Ba H M e M OmmngaeMuli Cpok 28.02.2025 bl S—————
pazpaboTiu CAPA *
CAPA wror y
yTBep)Kﬂ.eHme Eﬁ;a‘;e’ El N BN NI N N . HenenruEna - .- EUEE B "EENE BN B NN N
Ll = 1 & IEEET N
NS N B .
Peanmnzauuna CAPA
OnucaHKe 3agaym (T TEETET B B T (FARAEEEIELS 2L
N TEEE B SN
Ly o QA ¢
KOH4YaTelJIbHOE
yTBepxaeHune CAPA fenomarens - — oamenn (e
NpogyKLmMu
Moppasaenetde * Liex No NpOM3BOLCTBY, TEEP/bIX FOTOBLIX NEKAPCT... HE TPEBYETCA HETPEBVETCA
WMcnonHuTs go * 12.02.2024 00 00 Hassanue “*m'q' Hanmenosanme Kon
MaTepHana
HE TPEEYETCA HE TPEEYETCA

Pyrosogurents
MCMONHWTENR *

(HET ROCTYNHBIX pELIEHMI)

O CHCTEMHEA YYETHEA JaNUch
Pewenne: Cozgaq ua GxP

20.03.202514:57
W3amenenua: Tun CAPA (c ™ Ha "Qpyroe”) u 20 ap.

() CucTemtbie pewelnA  PacluMPERHER HCTOPHA



@ Aoy KBaMPUKaLMA NOCTaBLUMKOB

Nioaum 3a6oTartca o noaax

NpouaeoguTenp: NpoW3BOAWTENL-2025-2157 3Tan: YTBEPHAEHHbIR craryc: YTBepMAEHHbIA

Monsaosarens: wssi2

p——

MprncreHHslE Dainsl He 3arpymeHsl WHnumatop wss02
tain
OTBETCTEEHHBIA e
lMpoussoguTens — . — - CNeLWanAcT 33
Co3pgaHune n e—"
| B} u e
Kpamoe onncarie Paccbinka Buifop anpecaros (1) Kowmy pasocnano (0)
HOpMaM4ecKMi
adKTyaJ/in3aulUnNAd OOCbEe == Komerap
Crpana KuTai
KoHTakTHoE NUYo
eaBapuTes/ibHad o cropore
MpoussoguTens
oL eHKa s
NPOHIBOACTEEHHEIX
MAOLER0K
O CHcTeMHBIE P:
I a C I-IJ M pe I I I I a! I OT: CHCTEMHEA Y4ETHEA 3aNHCH 21.04.2025 16:04
Pewenme: MurpuposaH us GxP Mamenenua: CTpana (c ™ va "Kurail”) u 8 gp.
Martepuanbl
Per. Homep HHHumaTop OTEETCTESHHLIA CNELMANUCT HpaTeoe onucaHue THn Marepuana Llens noctasok  MponsBoguTEns Crpana Appec TB3 Tun Craryc
AyﬂM I M a I Ian M3 Marepuan-2025-19 n u = [ B B oc Aa | =] Kurain NepenyHag NpegsapuTensho
35 KBANWHUKELIMA KEANAGULIMPOBAHD
Marepuan-2025-15 | @C Aa Kuraih Mepen4Has NpepsapuTensHo
1z KBANWHUKELIMA KEANWGULIMPOBAHD

[MpncBoeHUe
KBanndukaumm — 3 e P r—

KBANMBUKALMA KEANUDULIMPOBAHD

18

Marepuan-2025-15 u u = @C Her | =] Kurain Nepuogmyeckan Npegsapuiensho
10 KBanWhHKaLua KEaNWMLWPOBEHD
Bepcua: 8.0 3aKpbITh

Coagan 6 21.04.2025 16:04 nonpaosatenem: CHCTEMHEA Y4ETHEA 3aMHCh
MameHer B 31.05.2025 18:08 NoNb308aTeENeM: CUCTEMHER YYETHERA 3ANKCH




AKPUXMH MaTepuanbl

Nioav 3a6oTarcs o noasx

Marepwanbi: Matepwan-2025-1935 (22.04.2025) 3Tan: YTBEp¥AEHHbIA Craryc: lNpeasapuTensHo KBanM{MUUpoBaHo

=y VaMeHnTs NonbsosaTens: wss02
F— o

MpoussoguTens-2025-2157 (KeanWdguUKalMA NocTABWMKOE)

MNprnomeHHsI Dainkl He 3arpymeH| PoguTensckHi
thanns LOHYMEHT
KpaTHoS ONHCEHWE EE CBA3aHHbIE
LOKYMEHTE
HassaHwe
marepuana (eng) MHMymMaTop wssh2
OnucaHue OTEETCTEEHHLIH wsslZ
TpeBoBaHHIA K CNEUMEnNHCT 38
HOBOMY ChIpBH KEANHGHKALHD
Marepuany/ycmyre
CnHcoK N2 Hassanwe gokymenta MpuHagnemHocTs gokymenta ObasarencHocTe gokymenta LaBnon
HassaHre W Kog 3aNPaLUHBEEMEIX
matepuana HanmenoBatne LOKYMEHTOE AHKETE KaYecTBa ,’“ C:\Users\ user\,
1 KESNHDHKELHOHHEIA n QGRzaTeENsHO Documents',
CMPOCHUK WabnoH
2 CV / pestome M He Tpefiyetca
HazeaHwe 1 Kog
npoayKLMN 3 Nuyerana n OGRzaTensHo
4 MSDS/ TDS it] 0fAzaTensHo
u
NpoussoguTens 5 Cepruduxkat GMP M 06AzaTENsHO
Kurai Ceprwdgwrar IS0 9007 /
Crpana 3 pmv M PeKOMEHAYETCA
NpOMIBOIUTENR HACCP / ppyrue
oC 7 Cepruduxar IS0 17025 M He Tpefyetca
Tun matepuana Ceprudukar IS0 13485 M He TpefyeTca
Tin kBanudukaymy | |EPEMHHER KBANMGUKALMA 9 Ceprudmkart ISO 15378 M He TpefyeTch
10 CepTWHHKAT COOTEETCTEMA M PeromeHayeTeh
Lienk nocTasok Aa
1 ATTECTAT aKKpeqUTaLMK n He Tpefyetca
Anpec u 43 Ceprutukat aHanusa (Coh) M OfAzaTEnsHD
NPOMEBOACTER / MacnopT Ka4vecTea
13 Cnegudrxauma OGAzaTENLHD
HassaHwe 1 agpec =
NoCTABLMKE AP Haseatme 10puppecki afpec 14 Drug Master File M 0GAzaTENsHO
— 15 Site Master File PeKOMEHIYETCH




AKOPUXUH

Nioaum 3a6oTartca o noaax

ABTOMaTU4YeCKoOe co3gaHue
CMUMCKa 3anpallnBaeMbIxX
OOKYMEHTOB ONe
KBaTMPUKa LU

MaTepuanbl

Crnucok
JanpallMEaeMblx
LOKYMEHTOB

M2

=y

[0 IR =S S I &

10
11

12

13
14
18
16
17

18

19
20

HassaHwe gokymeHTa

AHKETA KAYeCTBa /|
KBaNWBUKaLMOHHBIA
OMPOCHKWE

CV / pesome
Nuuedsua
MSDS / TDS
CepTHipukar GMP

Ceprudukar IS0 2007 /
HACCP / npyrue

Ceprudrear IS0 17025
Ceprudrear IS0 13485
Ceprudrkat IS0 15378
CepTWdhMKaT COOTBETCTEMA
ATTeCTaT aKKpeoHTALMH

CepTudukar aHanusa (CoA)
/ TacnopT KaYecTsa

Crneyudukalna
Drug Master File
Site Master File
CEP
MeToguen aHanwsa

BanuoaumMa METOOMK
aHanusa

LaHHBIE N0 CTAGMNBHOCTH

OeknapauwA TSE/BSE

MpuHagnexHoCTs gokymeHTa 0O6A3aTensHOCTh goKymeHnTa Laénod

n

=/ 9/ 2 £ 9= 2 2 5/ £ =2/ 2 3 =

=

=

MpH H3MeHeHHN THNA MaTepHana TpesyeTcA
3anpocHTE OBHOBNEHHBIA CNIMCOK AOKYMEHTOB.

JInA hopMUpOBaHWA CIIMCKE JOKYMEHTOE NDUMNTE

peweHwe "CHopMHPOBaTE CMIMCOK JOKYMEHTOB"

O&AsarenbHo

He TpedyeTcA
Q&A3aTenbHO
O&AsarenbHo

Q&A3aTenbHO
PexoMmeHOyeTCR

He TpedyeTCcA
He Tpe6yeTcA
He TpetyeTcA
PexoMeHayeTch
He TpedyeTcA

O&AsarenbHo

OBA3aTenbHD
06AzaTensHo
PexoMeHayeTch
PexomeHOyeTCR

O&AsarenbHo
QE6a3aTenbHO

Q6A3aTenbHD

O&AsarenbHo

Ch\Usersh usery
Documents?,
LaBnoH



@ AKOPUXUH

INioau 3a6oTatcs o nioasx

Peectp 0g00peRHELIX N0CTARMIAKOE/ MPOA3IBOIATETeH

OT4eTbl MO CNUCKY OOKYMEHTOB

Coxpasnts & Excel

PervcTpaUMoHHbIR HoMep KpaTkoe onMcaHWe HazeaHWe MaTepuana Kon Matepvana | Twn maTepkana | Kateropus MpoWsB0AWTENk Anpec NPOWSBOOCTEEHHLI NAOLWLAA0K Per. HOMED NPOM3EOAMTENR
Matepuan-2025-0048 TOKCMEONOrWUECKan OUeHKa Yonyrm B MpovzeoguTens-2025-1772
Matepuan-2025-0042 ®C B MpovzeoguTens-2025-1770
Matepuan-2025-2165 E B EXP A = MpovzeoguTens-2025-1733

EXP A MNpovzeoguTens-2025-1651

Matepuan-2025-2129




@) AxpvxvH MaTpuua NOCTAaHOBKM AOYEPHUX 3a4au

BhiGpaTh pelleHne  ~ () CucTemuble pelleHA  PacluMpeHHas MCTOpUA

COXpPEHHTD
leumanuet  02.06.202519:37
COHOpMUPOBATE 334341 HE OLEHKY

CONPEHNTE I OTNRABNTS M3mMeHeHWA: OTBETCTBEHHDIA cneywanieT QA (¢ "CMCTEMHEA YYETHAA 3an1ce” Ha "wss03)

MepeiTh K aHaNW3Y PHCKOB 02.06.202519:32
MeT QA)
3anpocHTh MHOOPMALIHID X
OTMEHNTL
T T VP Y TR S TR T T FR TR 02.06.202519:32
PacMPEHHBIMMH NPaBaMH)
Pewenune: MepedTH K paccMoTpeddo B OP HMsmenenua: Kateropua w3MeHeHuA (¢ ™ Ha "He perucTpaumoHHoe™) u 1 ap.
I'Iﬂpyl-lEHHH K JOKYMEeHTY
COo30aTh NopYYeHHE
Per. Homep WHuumaTtop Tvn nopy4yeHua NogpaspeneHne WenonHurens KpaTtkoe onucaHne WenonuuTe Ao CraTtyc
i} wss03 QueHka Apmunmerpar... X | wss0d L EbINontuTE OUEHKY 09.06.2025 [5
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() AkpnxiH HoBbiu 3Tan pa3BUTUS:
undpoBU3aLMa Banmaaumm

@ WSGSESCS MaBHan BHyTpeHHue MpoTokonbl o6y4yeHun EQMS Banupgauusa n kBanudukaumsa

3a,uat4v1: |_|pOLI,eCCbI N OTUHETDI.
- BepeHue 6a3bl BanvgaLMOHHOMN « BanugauMWoHHble 06beKThbI
OOKYMEeHTaLuuMmn

* OT4yeTbl C MaTpUnuaMm CTaTyCoOB

« [lnaHupoBaHme 06BHEKTOB

BanMOaALMOHHbIX MeponpmaTmm
AL Porp « [lpouecc «Jocbe»

* OTcnexxmBaHme CTaTyCoOB

. [Mpouecc «BanngaunoHHbIe
o6BbeKTOoB Banmpgauunum POL Aall

nopy4veHUsa»



() Axpnxud BanupaunoHHble 06beKTbl

NH)XXeHepHble

NMomMelwweHUs, 30aHUA O60 oBaHue
— ) S PyA CUCTEMDI
KoMnbloTepusnpoBaHHble AHanuTnyeckue
P P OuunucTtka
CUCTEMbI MeTOOUKMU
Mpouecchbl MapLpyThbl OnvHa KaMnaHuu




(®) AcpuxuH BanvpaumoHHble 06beKTbl

Nioaum 3a6oTaTca o noaax

YNpaBreHWe cTaTyCamMy el st rerse e
OObEKTOB:

E-478 B npouecce

« TpebyeTcqa
Banugauma/kBanmndmkaumna - nomaepzes

- Banupauuga/kBanubukauma = S
B npoLiecce

E-475 Banupauua/

« CraTtyc nogreep)xgeH e peoyercn

E-474 Banugauums/ -—
*  ApxuB e

E-473 Banupaums/
« OTMeHeH repecyercs ]
 DKCTpanonauumsa = e

KBANMOKUKALKWA

-  Banupauwuga/kBannoukaumsa

LI,BeTOBa;I I/I,El,eHTl/ICI)l/IKaLI,l/I‘FI CTaTyCoOB 0OBbEeKTOB B cUCTEME
He TpebyeTcqa



(®) AcpuxuH BanvaaumoHHble NopyyYeHUs

Nioaum 3a6oTaTca o noaax

« JoOKYMEeHTbl NoanuUCbIBalOTCH
MPOCTOM 3M1EeKTPOHHOM MOoAMNUCHIO

3aK/1louYeHud

* YnpaBneHue BEpPCUAMUN OOKYMEHTOB

«  LundpoBaHUe 1 3aLLMTa OT NeyaTu .
OOKYMEHTOB O63opbl

 [le4yaTb KOHTPONMNPYEMbIX BEPCUU
e YyeT KOMUM B cUCTEME

° YBeOoMneHmna o Heob6xoanMoCTuU
BbIMOJIHEHNA 3a0a4YU

e BO3MOXHOCTb CBSA3KM C APYrMMMU MpoToKonb
Mooynamum (eQMS, Mmoagynb KayecTBa)




AKPUXUH BanungauMoHHbIe Nopy4YeHUs

Nioaum 3a6oTaTca o noaax

Mpotokon: CLC-PR/D0142/CLC/0788 v.1 (27.04.2026 09:02) 9tan: CornacoBaHue CraTyc: Ha yTBEp#MOEHUM

¥aanums | @; MpocMoTp pa3pelueHni |E MypHan sepcui I N pyroe MNonb3oBaTens: AHOCOES AHACTaCHA ANeKcaHapoBHa
Caiinsl gokymenta ) KowTpons kavectsa [T B & PoguTensckHi [0142/CLC (BanMAalWoHHOE A0CHE)
doc OOKYMEHT
WMepapxka OoKYMEHTS

gm;mﬂ CBA3aHHbIE

LOKYMEHTH
Non. Gaine DaANEl HE 3EMPY#EHE Nopasaenehme *
Twn nopydeHua * NpoToxkon WHWUKaETOp
Tun ofbekTa [NUHE KOMNEHWAK T
Mpouecc MonTee HME [MMHEL KaMNaHWH P ————
Tun npouecca * MonTee HME [MMHE] KaMNEHKH c

OMCTIONHWTEMK

HazsaHue HaHMeHoBaHIE K .
npenapaTa oA MpoBepAOWKHA

Hdata nposepKK
OfopyaoaaHue

OTMEHRET 1"
MomeweHsue OOKYMEHTE
CraguR [MNpuroToBNEHWEe rPaHYNATA JanntodeHne
Homep cepiu
Kpatkoe KoHTpone KawecTea MM

onucaHue *




(®) Acpuxu BanuaauuMoHHbIe Aocbe

Nioaum 3a6oTaTca o noaax

KoMnbOTEPU3IKMpOBaHHbIE CHCTEMbI: CS-104 Cratyc: CTaTyCc NOATBEPWAEH

= OTC}'I e>xXmnBaHMe OaTbl "'FB""T"| @; MpocMoTp paspeweHnid |E£Kmﬂnmpcuﬁ|ﬂwme Monb30BaTENs: AHOCOBa AHACTaCHA ANEKCaHPOBH
OeNCcTBMA BanUaHOro Rowymenrauns
CTaTyca qujpfan{EHHme Dafnkl HE 3arpy#eHbl R It
« OTob6pakeHWe NoSIHOro Rers eicrsin 19092027 Pocpocrpasserc

KOMIMJ1eKTa AJOKYMEHTOB
Mo CTaamndaMm

3annaHWpoBaHHble aKTUEHOCTH

« OTCcnexXuBaHue Sl
3a |-”-| a H M po Ba H H le PerncTpaLMOHHBIA HoMep  Mpoyecc Tun npowecca Homep cepumn
o DOO7E/CS KoMNbHOTEPMIHPOBAHHBIE CHCTEMBL - OTYeT oBLWWMIA
dAKTUBHOCTEU
OtyeT DQ
° Bo3MOXXHOCTb co3a4aHUA
0oCbe Ha HECKOJIbKO OTueT IQ
O6BHEKTOB
OTyeT 0Q

OTyer PQ




() AxpnxvH MpeuMyLlecTBa LMdpPOBU3aALIUM
DOLECCOn BANMAALY

[TonHagqa
NpPOCNeXXnBaeMoCTb 1 000+
OAHHDbIX ‘ nopy4vyeHmM co3gaHo
CHWXeHne BbICTPbIN 56000
3aTparT 06beKTOB MUTPUPOBAHO
JLOLAS B CNCTEMY
t KoppekTHoe «
NJaHUPOBaHUE

BaSIMOALMNOHHbIX
MepornpmuaTumn



(@) Akpnxun YTO yyecTb Npu nepexoage
Ha oTeyecTBeHHYI0O EQMS

AyOUT KaK PyHOAMEHT HncumnnnmHa

YCreLwHOoro npoeKTa peannsaunm

HnarHocTmnka TeKkyLLmMX npoLLeccosB « [MpopaboTaHHbIN NaH-rpapmk

On4a nocrenyrouem onTtuMmsaymm. * PerynapHoOCTb BCTped paboden rpynmbl

« KOHTPOSb CPOKOB Ha BbICLLEM YPOBHE

Bbibop nnatdopMbl M BeHOoPpa —
CTpaTermyeckoe peLlueHme

¢ DKCMepTm3a nogpaaymka
* OnbIT paboTbl ¢ PapMKOMMAHMUAMM
« CootBeTcTtBMe MO perynatopHbiM TpeboBaHMAM



Cnacu6o 3a BHUMaHue!

AHacTacmnga AHOCOBA
AHaNMTUK Mo BusHec-npunoXxeHmam, NT

AO «AKPUXUH»
https://www.akrikhin.ru/
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