Ay 4 pucmea tHayko pobi yoHmp Nybnu4Hos akyuceproe obwecmeo «Hay<no-np 3 i yanmp
«BOPLANIBCLKHA XIMIKO-©APMALIES THUHKHA JAB0 s «BOPUATOBCKHIA XHMHKO-GAPMALEBTHUECKHA 2ABC D
Biddin Konmponwo Axocmi @ Omden Kosmpona Kavecimea
Ceijaouyrsa npo atecrayiro Ne MT-410/14 sig 03.12.14 CougetanscTeo of aTTecTauud Na NT-410/14 ot 03.12.14

euaane [0 "Yupuarprecrerangapt” awaaKc M “YkpmeTpracterangapt”
Ceiaourso npo arectaujie Nd 86 sig 20.01.12 Ex 3 CadaeTen,cTeo ob aTTecTauww Ne B8 o1 20.01.12
aijane JepxaBHoo cywbo Yrpaim 3 nikapcskix 3acobia BoaaHn [ocyaapcTaaHAon CiyGol YipanHsl no NexapcTgeHHEM COEACTEaM
Yupping , 03134, mKuic, eyn.Mapy, 17 YrpanHa, 03134, r.Knes, yn. Mupa, 17
Ten. 205-41-38, 402-78-38, (boxt 401-40-35 Ton. 205-41-38, 402-76-36, Gaxc 401-40-38
{Ceprvdukar kayecTsa)
(OHAAHCETPOH)

PO34MH ANA iH'eKUil, 2 Mr/MN No 4 MN B amnynax, Ne5
(pacTROp ANA UHBLEXRUAHA, 2 MI/MN No 4 MmN B amnynax, Ne5)

Ne cepil (cepuu) 0370221 KinbkicTs B cepii MUBCTBO B Cepuu 2061 wr.

Harta BMpoBHUUTBA (aaTa npoussoacraa)  22.02.2021

PeecrpayivHe nocBigueHHnA {perucTpauvonHoe ceraeTenscrso) NeUA/3803/02/01
Tepwmin ol peecTpaUlWHOFO NOCBIAYEHHS HeoBMexeHWn (CPOK AEACTBUA PETUCTPALMOKHOrO CBUABTENbGTBA HEOMPAHUYEHHbIR)

BunpoBGysanHa nposenete 3rigHo Metoaie kxoHTpomo skocti N3 Ne SFP-098-05
(MCnbITaHWA NpoBEASHbI cornacHe MeToaoB koHTpona kadectea NIC Ne SFP-098-05)

MNoxasHuk AKocTi Kpwvepii npuAHATHOCTI (KPUTEPUA NPUEMNBMOCTH}
{noxasaTenu kadecrea) Mpu BUNycky {rpu Beinycke) Peaynurara (pesynetator)
ONHE (onucakme) Mpo3opa Geabapexa piaMHa (Npo3paqkas SaCUaeTHasn MAQroCTh} Bignoeipae (cooTsetcrsyet)

laenTHdikauia (maenTudukayms)

Ondaricempon (ondancempor) A. Meron C® 3rigno 3 TecTom (MeTog CP cornacko Tecta) Bignosigac (COCTERTCTBYST)

B. Metoa PX 3rinHo 3 TeCToM (MeTog KX COrnacHo recTa) Bignoeigae {cooTBeTCTRYET)
MposopicTh (MPO2pasHOCTL) Npenapar Mae Bytv NPo3opHM (Npenapar gonked GsiMe NPoIpayHeIM) Bilaneeigae (cooteeTCTBYET)
KonoopoesicTs {UBETHOCTL) Mp paT mae Byru GeabapsHum {npenapar gomxeH Cbite BecugeTHsIM} Bignoaipae (cooTsercTeyeT)
pH Blafor} 3,3 no 4,0 347

CynpoB|axi noMiwkn

{conyTCTBYIOLME NPUMECH)

- domiuma D (apumecs D) He 6inwwe (He Gonee} 0,15 % 0,06 %
- Hechieyugikogana doMiwka

He 6incwe (e Gonee) 0,2 % 0,05 %
{HECPEUUPULUDOGAHHER NPUMEC)
- cyMa JoMiuiok {CyMma npumecedl) He Ginkwe (e Gonee) 0,5 % 0,15 %
O6'eM, WO BUTATAETLECA

He wenwe {He meHee) 4,0 mn Bianoeinae (cogTaeTCcTRYeT)
(M3snekaemsis 05bEM)
Mexaniudi axniouanHa
(MeXarMYECKHe BKAKNEHUR}
- guduM! HACMKY (BUAUMBIE YaCTLLLT) Mobwhni GyTH NpakTMiHo BIACYTHI {{0/MKHL NPAKTUYECKM OTCYTCTROBATE) Blanorlpae (cooTBeTcTBYET)
- HeguduMi yacmRu
{#eaudumbie vacmuysr) :
=10 pm He Gincwe {ne Gonee) 6000 B KoMTERHepI (xOHTEAHEpR) 43
225 pm He Ginbwe (He Sonee) 600 B KOHTeHHep! (KOHTSAHEPS) 3
BaKTepiannH| eHOOTOKCUHK He 6inbwe 9,9 MO 8 1 Mr OHZaHCBTPOHY rigpoxnopuay

Bignoelnae {COOTBETCTBYET}

{GadTepransHbie SHAGTOKCUHBI) {He Gonee ©,8 ME 8 1 Mr OHAAKCETDOHA ruapoxnapyaa)
CTepuNbHICTS (CTEPUNEHOCT L) Mac BUTDHMYBATH BUNPOSYBAHHA Ha CTEPHNLHICTL

BlgnoBelpae {COOTBETCTBYET)
(ACNKEH BLIAEPNMEATL KCMbITAHME Ha CTEPHILHOCTE)

KinbxicHe 8naHaueHHA
{kanuuecTEeHHOE DIpeAencHUe)

oHdaHcempoH {ondancempoH)

Big (ot} 1,90 Mrao 2,10 mr (2,0 mr £ 5 %) 8 1 Mn npenapaty (Apenaparta} 1,84 mr
{c 1§ H ik N 3 O!
cyma xnopudie {cymuma xnopudos) Bin (oT) 8,5 Mr [0 10,3 mr, y nepepaxyHKy Ha HaTpilo xnopHa, y 1 Mn npenapary 5 r
(B NIepecHeTe Ha HATPKWA XNOPKHA, 8 1 MN npenapata) '

‘YnaxoaKa (ynakoska) MNoanHeH Bignopinaru suMoram Hil{nomkeH cooteeTcTRORaTL TpeGosaHuaM H) Blgnoeigae {(cocTBETCTBYET)
|lo\apxyl;auhﬂ {Mapsnpoeka) MNoswrHew BigNoBiaam Bumoram HE (A0n%eH COOTBETCTEOBaT: TpetoBaturm HI) Bignosigae {COOTBETCTBYET)
{Tepmin npMpatHocT! (cpoK roavocta) 3 poku (roaa) flo 02.2024

BucHosok BKA: __ Binncasinae  sumoram MeToals konTportigaasect13 F'|-098-05

{3akmouenne OKK: Cootaercrayer TpefoBarusm MeTdgos u&?ﬂﬁ‘ﬁ‘ﬁﬂ%‘ﬂfgﬁ 3 SFR-098-05)

Ao b wHayrkoRd-BUpODHK! .

abODILENBCEIA XitKG-(

Hau, BKA (ckKy :  Mepewxo O.MIBIILU KOH @3

W




P XD3

TMYEAAYHOY. AKIHOHEPHOE OBUECTBO «HAYUYHO-ITPOM3IBOJCTBEHHBINA
LEHTP «BOPUATOBCKHN XUMMHKO-GAPMANEBTHUECKUA 3ABOJ»

Vkpansa, 03134, r. Kues, y1, Mupa, 17

Ten. (+38044) 205-03-10, 205-41-10, akc: (+38044) 401-40-36 (mpremna);
(+38044) 205-03-83, (+38044) 205-03-14 (VnoasoMoennos THI0)

CEPTU®UNKAT CEPHH )15 JEKAPCTBEHHOT'O CPEJICTBA

10

11

15

OHIaHCEeTPOH, PACTBOP I HHbEKIHH, 2 MI/MJ1

HaumenoBanHe NPOJYKUHH
JexapeTBeHHas Gopma

Cnaa
AelCTBHA/AKTHBHOCTE

Pa3Mep H THN YHAKOBKH
Crpana-npoH3BoHTENb

Homep perHerpallHOHHOTO
CBHAETENBCTBA
Homep cepru

Pasmep cepun

JlaTa npoR3BOACTBA

JaTa oKOHYAHHA CPOKA
TFORHOCTH

Hassanus, agpeca b
HOMEpA JHHEHINH BCeX
y4ACTKOB NPOH3BOACTRA H
KOHTPOJISE KauecTBA
Ceprugpurate GMP
Y4ACTKOB, YKA3AHHLIX B
.10

PesyapTarsl aH2NH3OB

KommeHnTapuu

JaseieHHE O
cepTHHHKANNHE

damuras, NOANHCE H
A0IRHOCTE JIKLA,
BbIIABINEro pa3pelicHAC
Ha BBINYCK CCPHH

OnaaHcerpoH
PacTBOp Al MHBEKINH 2 MI/MI

| MJI pacTBOpA CONCP)KHT: OHAAHCETPOHA THAPOXIOPHAA AUUIPATE B
riepepacyeTe Ha OHJAHCETPOH 2 MI

ITo 4 Mu B aMityne, IO 5 aMIys B KacceTe, 110 1 kacceTe B navke
Ykpauta

UA/3803/02/01

0370221
2029 yn.

22022021
no 02.2024

Vipanna, 03134, r. Kues, yn. Mupa, 17;
nuiensus AB Ne598003;
CBEETENLCTBO 0f aTTectannu nabaparopuit OKK Ne96

Ne0G17/2019/GMP no 18.01.2022

Tlpuserens! B cepTHdHKaTe KauecTBa

HecTofuuM  HOATREGPAIIAIO, YTO Bhilieykasausas Hrbopmais
gBERETCS NOCTOBEPHOH M Toumoi. DTa cepus npogysumu Geuia
npou3Beena (BXIYAA YITAKOBKY/MAaPKHPOBKY) M IIPOBEACH KOHTPOIIL
£C Ka4ecTBa Ha BHILICYKA33HHOM YHACTKE B TOJHOM COOTBETCTBHH C
Tpebopanuamu  GMP, ycTaHOBIEHHRIMH MECTHBIM DETYIATOPHBIM
OpraHoM, a TAKKE B COOTBEICTEMHM CO CreuuduxalisiMH, KOTOPhE
Zocse. TIPOTOKOIEI TPOM3BOACTBA
qraercrsue GMP

_15.03.2021 _
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NYBJIHYHOE AKIIHOHEPHOE OBUIECTBO «HAYYHO-IIPOH3IBOACTBEHHBII
LEHTP «50PHIATOBCKHA XHMHKO-®APMALIEBTHYECKHI 3ABO]I»

Yxpauna, 03134, r. Kues, yn. Mupa, 17

@ BXD3

Ten. (+38044) 205-03-10, 205-41-10, daxc: (+38044) 401-40-36 (npuemnas);
(+38044) 205-03-83, (+38044) 205-03-14 (YnonnoMouennoe aHu0)

CEPTH®HUKAT CEPHH 11 JEKAPCTBEHHOI'O CPE/JICTBA

OnpgaHceTpoH, pacTBOP A HHBbEKUHI, 2 MIr/mMa

HanmeHoBanHe NPOIYKUHH

OnaaHceTpoH

2 JlekapcrBennas Gopma Pactsop ana uanekumii 2 Mr/mn
Cuna | ma pacTBOpa COREPKHT: OHJAHCETPOHA I'MAPOXJIOpHIA AHIHADPATA B
AeHCTBHR/aKTHBHOCTE nepepacyere Ha OHIAHCETPOH 2 Mr
- Pasmep H THIO YIAKOBKH IMo 4 mn B amnyne, no 5 amnyn B Kaccere, 1o | kaccere B nayie
CTpaHa-poH3BOHTENb YkpauHa
6 HoMmep perHcTpauHoHHOro UA/3803/02/01
CBH/ETENbCTBA
7 Homep cepHH 0390221
Pa3mep cepun 2029 yn.
JlaTa npoH3BOACTBa 24.02.2021
9 JlaTa OKOH4aHHS CPOKa 10 02.2024
TOAHOCTH
10 Ha3ssaHHs, aapeca H VYxpauna, 03134, r. Kues, yn. Mupa, 17;
HOMEpA JHUEHIHH BCeX nuuensng AB Ne598003;
Y4SCTKOB IIPOH3IBOACTBA H cBHAeTeNbCTBO 06 aTrecTanuy naboparopuit OKK Ne96
KOHTPO.IA Ka4ecTBa
Il Ceprudpukare: GMP Ne017/2019/GMP no 18.01.2022
YH4ACTKOB, YKA3AHHbBIX B
n10
12 PesyabTaTbl aHANH3O0B [Tpupenens! B cepTHdHKaTE KayecTsa
13  KommeHTapHh -
14 3assienue o Hacrosmum noareepia, 4YTO  BhlllleyKalaHHas HMHOODMALHA
cepTHHHKAUHH SBJISETCA MJOCTOBEPHOHW H TO4YHOH. OTa cepua mnpomykuuu Obuia
MpoM3Be/ieHa (BKIKOYaA YIaKOBKY/MapKHPOBKY) H NPOBEAEH KOHTPOIb
€ Ka4yecTBa Ha BLILICYKA3aHHOM YYACTKE B MNOJHOM COOTBETCTBHH C
TpeGoanmamu  GMP, ycTaHOBIEHHBIMH MECTHRIM pEryIATOPHLIM
OpPraHoM, @ TaKXKe B COOTBETCTBHH CO CrEUH(PHKALMAMM, KOTOpbIE
colepXarTcs B PErHCTPALMOHHOM—AOCkRE, [IPOTOKO/LI MPOU3BOACTBA
ObLUTH NPOCMOTPEHE! H YCTAHERM q
15 daMHIHA, DOATIHCL H Pomanwok T.H.

AOKHOCTD JIHUA,
BbIIABLIEr0 pa3peiicHue
HA BBLINYCK CEPHH

iF
[

by w3 4920 ‘25’5 10032024

YNoAHOMOMEHHOE THUO




R § i i & i - ) e
ﬁmmwmmnmmuaqm «E0PUATOBCKHA XHMHKO- @ APMALEBTHYECKHA JABO s
Biddin Kowmpoma Axocmi @ Omaden Konwmpona Kavecmeaa
Celaoyree npo aTecTauio Ne MT-410/14 nig 03.12.14 ConaeTenscTso of aTrectaums Ne NT-410/14 or 03.12.14
sugase [ “YapueTprecTcTangapT™ spigano [T] "YxpueTprecTcTangapt™
Caiaoumso npo avectauio Ne 86 aig 20.01.12 Ex 3 CevaetenscTeo of aTTecTayms Ne 86 or 20.01.12
Brgare [ Yipalt 3 Nikapcoi 3acobis bl ano [ FOR Yip no
Yepaiva , 0‘:“14 K, ayn Mapy, 17 Yipaana, 03134, r Kues, yn. Mupa, 17
Ten. 205-41-38, 402-T6-38, chaxc 401-40-38 Ten 205-41-38, 402-T8-38, Ganc 401-40-38
CEPTUDIKAT SHAKOCTI
(CepTuchuxar kayecrea)
OHOAHCETPOH
(oHpaHceTpoH)
PO34HH ANA IH'eXUlA, 2 Mr/Mn no 4 Mn B aMnynax, Ne5
(pacTeop Ans MHbEKUMA, 2 Mr/MA N0 4 MN B amnynax, Ne5)
Ne cepil (cepun) 0390221 !ﬂuulmmﬂmw 2061 wr.

BunpoByBanHa nposeaeHe arigHo Metoaie KoHTpornio skocTi 113 Ne SFP-098-05
MCNLITaHWA NpoBeeHbI cornacHo MeToaos koHTpons kavectsa JIC Ne SFP-098-05)

Moka3nukW skocTi Kpurepil NpHAKATHOCTI (kpuTepuu NPUEMNeMOCTH) TaT™ (pesynsTarsi)
(nokasarenu kavecrsa) TipW @ ey (npw Beinycxe) z
OnmMe (onucanue) Nposopa Geabag (npospasuran GecuseTHas »uaKoCTs) Blanosinac (cooTeercreyer)
I bl { prxaLmA)
Ownd, (o, A. Mevon C® 3rigto 3 TecTom (MeTos CO cornacHo TecTa) Blanoslgac (cooTeeTcTayeT)

B. Mevop PX 3rigHo 3 TecTom (MeToa XX cornacko Tecra)

Blanoslnae (cooreercreyer)

Mpo3oplcTi (NPoIPasHOCTE)

Mpenapar mac Gyt npoopum (npenapar 4 GeiTb NPO3PaUHLIM)

Blanosigae (cootsetcreyer)

KonsopoalcTe (UseTHocTs)

MNpanapat mac GyTw GelBapeHMM (NPENapaT JonmeH GuTs GacuUBETHLIM)

Blanoslaae (cooTeeTcTayeT)

PH Bia (07) 3,3 g0 4,0 341
Cynposlani gomiwks
(conyTeTayiowne npumecy)
- omiwwa D (npumecs D) He Sinswe (He Gonee) 0,15 % 0,06 %
i = He Ginbuwe (Me Ganee) 0,2 % 0,05 %
p ch )
- Cyma domi; " He Ginbwe (He Sonee) 0,5 % 0,16 %
O6'em, BUTArACTLE
» " He merwe (He menee) 4,0 mn Blgnoslpae (cooTeetcreyer)
(v3Bnexaemsti 06bém)

Mexanivni BKnIOMeHHA

- @UAUMI YacmK (UALMBIe YaCMUUsI)

MNosuHHI GyTH NPaKTHYHO BIACYTHI (AOMMHL NPAKTHYECKH oTCyTCTBOBATE)

Blgnoslaae (cooTsercrayer)

- Weauduml vacmuu

(Hesudumsie yacmuusi) :
210 pm He Binbwe (ve Gonee) 6000 B koHTeAHep] (xoHTEAHEPE) 17
225 ym He Ginbwe (He Gonee) 600 & konTeAHepl (koHTeRHepa) 1
,9 MO O
BaxteplansHl eHAOTOKCHHK He Glnswe 9 81 Mr OHgaHCeTROHY riapoxnopuay Blan ( ")
(Gax IHA ) (+e Gonee 8,9 ME B 1 mr OHg POHE AL P

CTepunsHicT (CTEpUNLHOCTS)

Mac BuTpHMyBaTH BUNPOBYEAHHA Ha CTEPHNLHICTE
(RONMEH BbiJEPMMBATE HCNLITAKWE HA CTEPUNLHOCTL)

Blanosinae (cootsetcrayer)

KinbkicHe Buanavernn
(KonuuecTBEHHOE ONpegenaHue)

a. 2 1
| { L'

(CruHuN,0)
cyma xnopudie (cyusa xnopudos)

Bla (o7) 1,90 Mr 8o 2,10 mr (2,0 mr £ 5 %) 8 1 mn Npenapary (npenapara)

1,92 wr

Bla (o7) 8,5 Mr Ao 10,3 wr, y nepepaxyHKy Ha HaTpho XNopKA, ¥ 1 Mn npenapary

(8 nepecueTe Ha HaTPMA XNOPMA, B 1 MN Npenapara)

9.4 mr

Ynaxoexa (ynaxoexa) n Tped HA) Blanosigae (cooTsetcreyer)
MapxyBaHHA (Mapxvposka) n TpedosaHnam H) Blonosigae (cooTeetcreyer)
Tepuin npuaarrocT (cpox rogHocTw) Ao 02.2024
BucHosok BKA: __ Bignosigae am Me 98-05
(3aknouerne OKK: Cooteetcrayer TpeGosaHuam M 98-05)
Hay. BKA (OKK): Megewko O. wdG w 03 2021 p.




TiyGs wre

Yy pHE P «Hayxk040-eupOGHUYLE usHMp
o!fOPﬂIA TBChKAH XIMIKO-®APMALEBTHYHUA 3AB04»
Biddin Konmposmo Sikocmi
Ceigoyrso npe atecrai Ne NT-410/14 8ig 03.12.14
suaane [N “Yepmerprecrcrangapr”
Ceigourso npo arecrayjio Ne 96 sig 20.01.12
BHAEHE JEpKaBHOK CyWO0I0 YkpalHi 3 NIKapCbrvx 38C00Ia

D
BXD3

fly6nuinoe aRyUOHOPHOE 0BUWSCME0 «HayYHO-NPOU3IBOACMEEHABIT LeHMD
«S0PUIATOBCKUIA XUMHKO-@APMALEBTHYECKIWA 3AB0OL»
Omden Kowmpons Kavecmaa
Ceuaerenscreo of arTectauuu Ne MT-410/14 or 03.12,14
85iaan0 [T "Yepuerprecteranpapt”
Cauzerenscrso of arrectauuu Ne 86 or 20.01.12
BblA2HO FOCYAaPCTBEHHOR CriyskBOR YXpanksl N0 NIEKAPCTBENHEIM CPEACTRAM

Yrpdina , 03134, m Kuis, syn. Mupy, 17
ven. 205-41-38, 402-76-36, (axc 401-40-26

CEPTUO®IKAT HAKOCTI

(CepTudmkar kauecrea)

OHOAHCETPOH
(oHAaHCeTPOH)
PO34KMH Ana IH'ekuid, 2 mr/mn no 4 mn B amnynax, Ne5
(pacTsop Ans HBeKUMI, 2 Mr/MN N0 4 MA B amnynax, Ne5)

Ne cepii (cepun) 0490321 Kinbkicts B8 il (x

Peecrgaglv‘mg NOCBIAYEHHA (perucTpaunonHoe cenaeTenscTso) NeUA/3803/02/01

MuEeCT
Oara BupoGHKMUTEA (gaTa npousscacTea)

Yxpaua, 03134, r.Kwes, yn. Mupa, 17
Ten. 205-41-38, 402-76-36, Paxc 401-40-36

B uu 2080 wr.

TepmiH gif peecTpauiiiHoro noceigyexHsn HeoBMemeHU (CpoK NelCTBUS DeruCTPaLNOHHOIO CBUABTENbLCTBA HEOIPaHUYEHHbIA)

BunpoByeaHhn nposeaewe srigHo Metogis KOHTpono AkocTi 13 Ne SFP-098-05
(vcnelTaHua NposeaeHs! cornacHo Metonos KOHTpONA kavectea JIC Ne SFP-098-05)

02032021 _

MNoka3nvkmn akocTi
(nokasatenu kavyecrsa)

Kputepii npuiHATHOCTI (kpUTepuu npueMnemMocTy)

IpY BANYCKY (NPW BoinyCKe)

PeayneTatu (peayneratsl)

Onuc (onucanue)

MNposopa GesGapsHa plauHa (npospaunas GecusetHas XUAKOCTD)

Bianosinae (cooreercrayer)

lpenTudikauin (vaenThukagms)

OHOarcempoH (0HOaHCEOMPOH)

A. Metoa C® arigHo 3 TecTom (MeToa C® cornacko TecTa)

Bianoeipac (cooreetcreyer)

B. MeToa PX srinHo 3 TecTom (meToa XXX cornacko Tecra)

Bianoslgae (coorsercrayer)

Mpo20opicTe (NPO3IPAUHCCTL)

Npenapar mae 6yTu Npo3opum (nNpenapat nomxeH BbiTe NPO3payHbIM)

Bianosigae (cootsetcreyer)

KonwopoeicTe (UseTHOCTS)

Npenapar mac GyTn GeaBapsHum (NpenapaT 40nxeH BbiTe SecuseTHbim)

Binnosinae (cooreeTtcrayer)

pH

Bia (o7) 3,3 a0 4,0 3,43

CynpogiaHi pomiwxu |
(conyTcTBYIOWME NpUMecH) 1
- domiuka D (npumecs D) He 6Ginbwe (He 6onee) 0,15 % 0,08 % ‘
- Hecnedugbixoaara domiwka |

) He Ginbwe (He Gonee) 0,2 % 0,05 % |
(HeCIeyUPUUUPOBaHHER NPUMEcs) |
- cyma domiwox (cymma npumeced) He Binswe (He Gonee) 0,5 % 0,17 % |

O6'eM, WO BUTATAETLCR

(nasnexaemoi 0Obém)

He meHwe (He MeHae) 4,0 mn

Blanosinae (cooreetcrayeT)

MexaHiuni BKNIOveHHA
(MexaHueckme BKIIOVeHMA)

- BUOUMI YacmKu (eudumMele Yacmuusl)

MoBuHHI 6yTi NPaKTUYHO BIACYTHI (30MKHEI NPaKTUYECKM OTCYTCTBOBATE)

Blanosinae (coorsercrayer)

~ HeguUOUMI yacmxuy
(He8UOUMbIe Yacmuust) !
210 pm
225 um

He Ginbwe (e Gonee) 6000 B koHTeWHEP! (koHTeAHEDE)

15

He Binwwe (1e Gonee) 600 e konTennepi (korTeAnepe)

Baxrepiansni eHQoOTOKCHHN

{GaxTeprancHsie 3HL0TOKCHHBI)

He Ginewe 9,9 MO & 1 mr OnpanceTpony rinpoxnopuay
(He Gonee 9,9 ME 8 1 Mr OHAGHCETPOHA TMAPCXNOPHUAZ)

Bignosigae (cootsetcTeyeT)

CrepuniHICTL (CTEPUNBHOCTS)

Mae BuTpumyBaTh BUNpoGyBanHa Ha CTePUNLHICTL

(AOMmKEH B5IASPMUBATS UCNBITEHUE HE CTEPWNBHOTTS)

Bianosigae (coorsercrayeT)

KinbkicHe BuaHaveHHA
(konu<ecTseHHoe onpeAenexne)
oHdaHcempoH (oHdaHCeMpPOH)
(C1aH13N;0)

Cyma xnopudie (Cymma xnopudos)

Bia (07) 1,90 mr A0 2,10 Mr (2,0 mr £ 5 %) B 1 Mn npenapary (npenapata)

1,91 mr

Bia (o7) 8,5 Mr Ao 10,3 Mr, y nepepaxyHKy Ha HaTpI0 xnopua, y 1 mn npenapary
(B nepecyeTe Ha HATPUR XNOPUA, B 1 MA Npenapata)

9,2 mr

Ynakoska (ynaxoska)

MNoewunen BignosigaTh sumoram HO(aomxeH cooTseTcTeoBaTs TpeGoeannaw HO)

Bianosina teqorseTcrayeT)

MapkyBauHs (Mapkupoeka)

NoeuHeH Bignosinatv Bumoram HL (40M%eH COOTBETCTECAATE TpeGosannam HO)

Blanosigac. (cooTReTcTEYET)

|_TepM|'H NPUAATHOCTI (CPOK rOAHOCTK)

3 poku (ropa)

Do 03.2024

—_—

BucHosok BKA:

Bignosigae  sumoram Mero:,ua mn‘rpom-o nuocri

I}S—SFP 098-05
(3akmovenue OKK:  CooTsercTeyer TpebosaHuam Me'ro.qoa xorrrpana xauecra} f/ SFP-098-05)

|2

Hau, BKA (OKK) :

Y

2D . 2024p.

//, Low 72w
/ b




@ XP3

MYBJIHYHOE AKIIMOHEPHOE OBIIECTBO HAVUHO-TIPOM3BOJACTBEHIBII
IEHTP «BOPIAI'OBCKHH XHMHKO-®APMATIEBTHYECKIH 3ABO/I»

xpauna, 03 134, r. Kues, y;1. Mupa, 17

Teur. (+38044) 205-03-10, 205-41-10, daxe: (+3 8044) 401-40-36 (npuemHasn);
(+38044) 205-03-83, (+38044) 205-03-14 (YponnoMoucuuoe NATIO)

CEPTU®UKAT CEPUM JI51 JEKAPCTBEHHOI'O CPEACTBA

[ S%]

Ll

N

6

12

13

14

wn

OnaaHCceTPOH, PacTBOP AJIs HHBEKUUIL, 2 MI/MIT

HauvmeHoBaRUE MPOAYKIHA
JlekapcTBeHHas Gopma

Cuia
JeiicTBHS/AKTHBHOCTD

Pasmep u THN YNAKOBKH
CrpaHa-NPOH3BOAHTEIbL

Homep perscTpausioHHoro
CBH/IETEJILCTBA
Howmep cepuH

Paszmep cepun

Jlata npoH3IBOJICTBA

JlaTa OKOHYAHHS CPOKA
TOJJHOCTH

Hazpanun, anpeca ¥
HOMepa JIHIEeH3HH BeeX
YYACTKOB NPOH3BOACTBA |
KOHTPOJ/IA KA4eCTRA
Ceprndurkarst GMP
y4aCTKOB, YKA3aHHBIX B
n.10

Pe3yabTaThl aHAJNH30B

KommenTapuu

JasipiicHHe 0
cepruduKanu

MaMuiHA, HOANHCL H
JOJIXKHOCTD JIHIIA,
BLIAABLIEro paipelienne
HA BLINYCK CCPHU

OnpaHcerpod
PacTBOp 15 MHBEKLME 2 MI7/M1

| M1 pacTBOpa COAEPIKHT: OHIQHCETPOHA FHIPOXJIOPHAA JIMTHApPATA B
nepepacueTe Ha OHIAHCETPOH 2 MI

ITo 4 M B amMnyJie, IO 5 aMIyJl B KacceTe, 10 1 KacceTe B I1ayKe
¥YxpauHa

UA/3803/02/01

0490321
2 048 yu.

02.03.2021
no 03.2024

Ykpauna, 03134, r. Kues, yi1. Mpupa, 17,
aunen3us AB Ne598003;

CBHIETE/ILCTRO 06 arrectanuu nadoparopuit OKK Ne96

Ne017/2019/GMP no 18.01.2022

Ipusenens! B cepTH(UKATE Ka1UECTBA

HacrosiuM  [OATBEKAAIO, YTO  BhILLCYKA3aHHAs HHPOPMALIHS
SBNSETCS JIOCTOBEPHOH H TOHHOH. JTa cepust OPOAYKIMU Onina
npou3sBe/icHa (BKIIOYAs YIAaKOBKY/MapKHPOBKY) H [1POBE/ICH KOHTPOIIb
€e KauyecTBa Ha BBILIEYKA3aHHOM YYacTKe B II0IHOM COOTBCTCTBHM C
tpeborarusimu  GMP,  yCTAHOBICHHBIMHM MECTHBIM  PErYJIATOPHBIM
OpraHoM, a TaKKe B COOTBETCTBHH CO cneqdHKAIMAMHE, KOTOPRIE
coJepKaTCa B perucrp - 0che. [IpOTOKOMNBL [IPOKU3BOACTEA
OBUIM TPOCMOTPEHBI H/¥ ; :

a,r

Pomaniox T.H.
YnonnomMouennoe JIu

22.03.2021
_~7laTA noANMEAIHA

D380 p



ly6aivne aKyior (pHE MoBapUCMe0 «Haykos0-8upgolHUYUG Yermp
«5 opu;amﬁ:bmﬁ XIMIKO-®APMALIEB THYHMIA SABC/»

Biddin Konmponso Axoemi

GCeigourac npo arectayio Ne 1T-410/14 sig 03.12.14

BuaaHe 71 "YrpMeTprecTeraHRapT”
CaiaouTeo ngo arectallin Ne 96 sig 20.01.12

D

TGl nee aKyuoHepNoe 00Wecnies «Ha YHHO-NPOUIGOTCMaRHITLIL YEHIDD

GXD3

enaane Nepxasnol caywGore Yipainv 3 Nikapcorwx 3acobis

Omden Konmponsa Kawecmaz

8biA8HO TT] "YKpMeTpTELTEranaapy”

«BOPUATOBCKANR XHMHKO-SAPMALEBTHYECKHA JABOL»

CRIAETENLCTEO 06 ATTecTaywn Ne (1T-410/14 or 03.12 14

CeuaeTenscTse ob atrecTaunu Nt 96 o7 20.01.12

BbigaHo MocyaapcTeeHHoR cnyxGon YxpanHbl N0 NeXapCTBaHHLIE CpeLeTBaM

L

Yepaina , 03134, » Kuis, syn.Mupy. 17
Ten. 205-41-38, 402-78-36, cpakc 401-40-36

Yupawais, 03134, r.Kues, yn. Mapa, 17
Ten. 205-41-38, 402-76-30. chane 301-40-36

Ne cepif (cepun)

CEPTUO®IKAT HAKOCTI

(CepTuncpukar kaqecTsa)

OHBAHCETPOH
(OHRAHCETPOH)
posuMH AnA H'eKUin, 2 Mr/Mn no 4 mn B amnynax, Nes
{paCcTBOP 4NA VHBEKLUMY, 2 MI/MN no 4 mMn B aMnynax, Neb)

0500321

KinbkicTe B cepil (konwuesTBo B cepuy) 2064 wir
[ara BupoBHuuTBa (naTa npovsscacTea)  03.03.2021

Peccrpauivide nocsigvenksa {(perucrpatvioHioe canaerenscrso) NeUA/3R03/02/01

Tepmiu gii peecTpauidHOro NocBiguYeHHA HeODMEXeHUN (CPCK JeACTBUR DErMCTpauMoHHOI0 CBUAETENILCTBA HEOrPaHNYEHHbIA]

BunpoBysarida nposeseHe 3rigHo Metogis koHTpono axocri 13 Ne SFP-098-05
{ucnuiTaHUA NpoBEAEeHs! cornacHo Metoaoe KoHTpons kadectea J/IC Ne SFP-098-05)

FloKa3HuKK KKOCTI
(nokazareny Ka4ecTsa)

Kpurepii npuinaTHOCT] (KpWTEPUM NpHeMNSMOoCTH)

Mpu BANYCKY {(NP# Boinycke)

PeaynuTath (pesyneratul

Onuc {onucaHie)

fipo3opea GeadapeHa pigiHa (NpospavHan GeclBeTHAR MWAKOCTE)

Bipnosigae {cooTEETCYSYEY!

laeHTudikaitin {aeHTudmkaLna)

Oidancempon (OHSaHCEmpPoK)

A. Metof CO 3riaHo 3 TecToM (MeTo CO COrnacHo TecTa)

Bianosigae (cooTeTCraveT)

B. Meron PX 3rigHo 3 Tectom (MeTog XX cornacHo 7ecTa)

Blanorigac fcooTeercrEYeT)

Mpo3opleTs (IPOIRAYHOCTE)

Mpenapat Mae ByTv nposopum {Nponapat 4onKeH BelTb MPO3IPAYHLIM)

Bignouolgae (CoOTBETCTEYET)

KonboposicTe (UBETHOCTE)

fipenapar mMae GyTv GesBapBHUM (RtpENapaT gonKeH GuiTo HecyseTHbIM)

Bianosifae (CooTBeTCTBYET)

pH Bin{om 3,3 no 4,0 3,42

Cynponigni gominky

(conyTCTBYIRUME NpUMECY) i

- Gomluixa D (npumecs D) He Ginwiue (He Gonee) 0,15 % 0,08 % 3

- Hecreyughikoaara domiutka !
He Binbwe (He Bonee} 0,2 % 0,06 % :

(HECIOUUDUUUPOaRHAR TRUMECSH) :

- cyma Jomiwor (cymuia npumeced) He Glnbwe (e Gonee) 0,5 % 0,18 %

Q0'enM, WO BUTATALTLCA

(n3Bnexasmsii 0OnEM)

He meHWwe {(He MeHes) 4,0 mMn

BianchiRac (cooTaerCreyer!

MexariuHi orrioueHHa
{MEXAHNHECKNE BATQHEHWR)

- BUAUMI vacmiU (BUDUMBEIE YACTNIUES)

floBURHI BYTH NPakTUMHO 8IACYTHI (R0NMHbLI APAKTUNECKW DTCYTCTBOBATL)

Bianoainae {cooreeTtYBYET!

- Heaudusl wacoy
(HESUOUMEIE YaCUYsL) ©
210 pm
2 28 pm

He 6inbuwe (e Gonee) 8000 8 kokTelnepl {KoHTelHEpE)

153

He Ginwwe (ne Sonea) 600 n KoHTeHepl (korTehHepE)

13

Banrteplanbhi 8BHOOTOKCKHY

{OBKTePNENbHBIE JHACTOKCUHb])

He Ginkwe 9,9 MO B 1 Mr OHaanceTpory rigpoxmopuay
{He Gonee 9,9 ME 8 1 mr OnjanceTpona rufpoxnopwaa)

Bianorigae (cooTeeTcYsyeT)

CTepnnbHiCTb (CTERWIbHOCTE)

Mae BUTpuMyBaT4 BANPOBYBaxns Ha CTEPUNLHICTL

(,D.OH)KQH BbiAEPHHEaTE MCNLITAHRWE Ha crepvmwccrb}

Bignopinac (coor

KinkkicHe su3HaveHHn
{KOnvueCTBeHHOE ORpeaeNEHHe)
OHOAHCERMPOH [OHdascempon)
{Caut s N O

cyMa xnopudie (cymma xnopudos)

Big (o) 1,90 Mr 5o 2,10 mr (2,0 mr £ 5 %) 8 1 Mn npenapary {npenapara)

Big {o1) B.5 mr no 10,3 Mr, y fiepepaxyHKy Ha Ha‘rph-b xnopha, ¥ 1 Mn npenapary

(B nepecyeTe Ha HATPYA XNopKa. 8 1 MA rdpenapara)

8.2 Mr

Ynigxorka (ynaxoaxa}

Moauken signosigaty suMoram HA(AC/HKEH COOTBETCTBOBATL TPedoBaHUAN H,ﬁ)

MapryBands (MapipoBra)

MoauHeH signosigaTn Bumoram HA (aomien cooteeTcTBOBaTL TRESOBAHKAM M

Tepmin npuaatHocrl (CPoK rogHOCT)

3 poku {roaa) &

BucHosok BKF:  Bignosigae

—, Hau. BKH (OKK) :

BHMOIam Memms mm:pcm

B EI‘

ﬁenemm 0. nﬁ v

— Sl :““
140 A Kocﬂ 3. Negg? 098-05 ffST:
{3akmouenns OKK:  CooTaevcteyer TpebosaHUaM Me’{o.qoa KOHTpUﬂﬂ Kaqac's;a)‘lp’ 5 SﬁP -098-05) -
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u /;’ " 9:"
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HEHTP «BOP{IEAFOBCKHﬁ XHMHKO-GAPMANEBTHYECKH H 3ABO»
Vypauua, 03134, r. Kues, ys. Mupa, 17

6x®3 [YEIHUTIOE AKDHOHEPHOE OBUIECTBO «[IAVUHO-TIPOH3BOIACTE EHHBII

Ten {(+18044) 205-03-10, 205-41-10, dare: (+38044) 401-40-36 (npucamias);
(+38044) 205-03-83, (+38044) 205-03- 14 (¥ 10ONHOMOYEHHOC JIHLO)

CEPTUOUKAT CEPUHM AJIS1 JEKAPCTBEHHOI'O CPEJACTBA

Lad

LA

.=

9

10

12

fas

14

OuaHCeTPOH, PACTBOP M5l HHBbEKIMIL, 2 MI/M

Hausenosanue HPOAYRINE
Jdewaperrennas Qopma

Cuan
AEHCTBH/AKTHBHOCT L

Passep u THI YHAKOBKH
CTpana-npon3BoJANTeIL

Homep peracrpaiiHoNHOIO
CBHAETE/ILCTER
Hoaep cepun

Pasmep cepnn

Jara HPOU3BOICTRE

Aara ¢KOHYARUS CPOKA
FORHOCTH

Hassanus, ajgpeca u
HOMEDA THUCHINH BLEX
YHACTKOB NPOHIBOACTBA )
i\'{)ii'l‘[)()ilﬁ RaeCTna
Cepruduxarst GMP
}"IHC'&'[\"OB, }’Kﬂ?»allliblx B
n10

PesvanTaThl aHAJIHIOB

Kommenrapnn

JauBJICHEE 0
cepruduranun

Mamuaug, BOAHUCL 7
ADTKHOCTD 314,
BLIAABIIErO pA3pelIeHne
Ha BLIIYCK cepnuk

8

Oupaneerpod
PactBop /uis HEbeKLki 2 MI/Ma

I ma PACcTBROPA COREPHIUAT. OHARHCETPOHA TUAPORIOPHIA ANIWAPAaTs B
riepepacueTe Ha OHIAHCCTPOH 2 wmr

[To 4 M1 B aMityne, 0 5 aMIlyn B Kaccere, 110 1 kaccere B aUKe
Ykpauua
UA/3803/02/01

0500321
2 032 yn.

03.03.2021
o 03.2024

Yipauna, 03134, r. Kues, yi. Mupa, 17;
nuierus AB NeS980603;
CBMZIETEILCTRO 06 arrecTaiy aaboparopuit OKK Ne96

NeQ17/2019/GMP no 18.01.2022

TlpusescHsl B CoPTHUKATE KauecTna

HactosimunM  NOATREPKAAI0, HTO  BbllicyKazawuan  HHEPOpManis
ABTASTCH AOCTOBEPHOR ¥ Tounoil. Ora cepus npoxyxwn Omind
mpouspe/ieia (BIoyas YIaKoBKy/MapKUPOBKY) ¥ NPOBEACH KOHTPOILH
£¢ KauecTsa Ha BLILEYKA3ZHHOM YYACTKE B TORMHOM COOTBETCTBHM C
tpebopanpaMy  GMP, yCTanOBNCHNBIME MECTHRIM  PEUVIATOPHAIM
OpraHoM, 4 TaKKe B COOTBETCTBHY CO CHENHQHKAUMAMH, KOTODBHIE
COACPNATCH B DErHCTPAIMOKHOM, J0ChE. TIporoKoNsl IDOH3BOACTEY
QLUK [IPOCMOTPEHEL H ﬁiﬁ’&éﬁf?acbomegemue GMP
1 5 s

tig

7

22.03.2021

Hara poanucans




MyGrisvnoe axyuone; i

L iy HOHMP

NyOrivia AKULIGHEPHA MOAEPUCME0 THIYKOR0-0UCOHUYUD LENMD

*EOPUATIBCLKAN XIMIKO-SAPMALIES THYHHA 3AB0s «BOPUIATOBCKHA XHMHKC-OAPHALEBTHVECKHA 3ABO
Biddin Kenmporw RAxocmit @ Omden Kosmpona Kavecmos
Crlaourso npo arecrayn i FIT-410/14 Big 03.12.14 Cengf cra0 oF arT i Ng [T-410/14 o7 03.12.14
sp ke [N “YepmatpTecTeranaapy puigane 1 *YipuaTprecroranpapr”

BXD3

Ceigoyrao nps arectauin Ne 88 sig 20.01.12
Bugene Sepranio cnyxbow Yepaim 3 niapibre 3acobia
Yvpring , 03124, s i, eyn Mnpy, 57
Tan 2054138, 402-78-16, Qaxc 401-40-36

Congerenscrao of atTecreyysm Ne 90 or 20,0112
BuiaH0 FOCyABpCTREHON ClyxGol VKpawHsl N0 NBKAPRGTODHHEM OpEACTaRM
Yepawxa, 03134, r Xuas, yn, Mapa, 17
Ton. 205-41-38, A02.70.38, pamc 4014038

CEPTUOIKAT AKOCTI

{Ceprudhxar KayecrTsa)

OHOAHCETPOH
(oHaaHceTpoH)
po3uMH AnA iH'exyii, 2 Mr/Mn no 4 mn B amnynax, Ned
(pacTBop ANs KHBEKLWA, 2 MFIMA A0 4 MA B amnynax, Ne5)

Ne cepii (capuuw) 0510321 K K 2060 wr.
[ara pupoBuMyTea (para noowangacrea)  04.03.2021

PeecTpayivne nocsinyerus (pericipalponHoe canaevenseiso) NeUA/IBY3/02/01

Bunpobysanns nposegere srigho Metogis kortponio akocti 13 Ne SFP-038-05
{MCNbITaHWA Npose/leHsl cornacko MeToA0B KOHTPONA kadectsa JIC Ne SFP-098-05)

TNoxazumk mKocTi
{nokazarenu xauecrea)

Kputepil npuAHATHOCTI {(XDWTEPHN NPUEMNEMOCTH)

1pu aknycKy (npu ssinycke)

PeaynwTavi {pesynhtatet)

Oriue (onucanue)

Npoaopa Geabapana plaksa (Npospaqran Geclse™as KUAKGLTb)

Bignoaipac {coormercrayer)

laerTHdixauln (WaeHTbukaumn)
Ondancempos (ondawcempon}

A. MeTtoa C@ arigno 3 Tecrom {meToa C® cornacko TecTa)

Blanoeinse {cooTReTtcTeyeT)

B. Maroa PX srlano 3 vectom (Mertog XX cornacso TecTa)

Bignosifee (coorpercrayeT)

Mpo3aopicTe {(NPO3PAYHOCTE)

MpenapaT Mac GyTH NPOIOPHM {NPENapaT 407men OuiTs NpoIpadHbM}

Bignosiaac {cooTBeTCTBYET)

KonkoposicTh {ubatHocT)

Mpenapar Mac 6ytu GeaGaparvm (npenapar gonxen Boims Geclunerkom)

8innopigac {(cootnercTayer)

pH Bia (01) 3,3 po 4,0 3,46
Cyriponigh! gomiwks
{conyrerayioume npumecs)
- dositia D (apusgen D) He Ginbie {ve Gonee) 8,15 % 0,06 %
- necneyuginosana domiwra

He Ginkuwe (He Gonee) 0,2 % 0,05 %
{HaCneLUBULUDOSTHHEN NPUMBSL)
- CyMa QoMILOK (CyMia npumecad) He Glnbute (na Sones} 0,5 % 011 %

OB'EM, WO BUTREACTHCR

{rapnexaembit oibam)

Ha meHwe (He menee) 4,0 mn

Bignosinae {cocTeercreyer)

Mexanlun! SrnIoYoHHS
|{MEXBHAYBCKIE BIUTOMEHWAY

- auduml Hacmny (aUdUMbIe YACMULLE}

TNeaurnl GyTi npaxriyH) alaeyTal (AOmrHE! NPaKTHUECKY OTCYTCTECRATS)

Blgnoslgae {cocrparcreyar)

~ HegUOUR] Y3CMKY

{HEELIUMBIS YaCmuubl}
210 um Ha Ginnae (re Gonee) 6000 B kOHTeRHBR] (KOHTERHERE) k3]
25 um He Ginuwe (He Bonea) 600 u xonTelnepi (Konrelinepa} [}]

BakyeplaneHl EHROTOKCHRK

{GaxTEPUANLHEE SHADTORCHHLI)

Ha Ginbwe 9,3 MO B 1 mr OnaaHCeTRORY rigpoxnopnAay
(He Gonee 8,2 ME B 1 wr OHpanceTpoHa reppoxnopiaa)

Bignosigae (cooraercrsyat)

CrepUNbHICTL (CTEPUALKOCTD)

Mac BurpumyoaTh siipolyaanHa Ha crepinsHicTE
{AGAXEH BLIAEPWABATE HONLITBHME HB CTEPUASHOCTD)

Bipticsinac {coQTneTcTRYeT)

KinbkicHe BuInaveHHA
(xonMIECTBRMHGE OfpeaeneHie)
oHGIHERMPOH (OHODHCEMDOH)
{CisHuN;0)

Cyma Anopudie (Cymma xpopudos)

Blg (o) 1,90 mr go 2,10 Mr (2,0 mr £ § %) & 1 mn npenapaTy (npenapata}

1,92 wr

Bia (o1) 8,5 mr go 10,3 mr, y nepepaxytky na Hatphio xnopua, y 1 mn npenapary
{8 NepecueTe Ha HATPHR XNOPKA, B 1 MN npenapara)

9.2 mr

Yrakoska (ynaxkoska)

Noauken alanoalgari BumoraM HARONXEH COOTBETCTEOBATL TpeGonaruAmM HI)

Bignosiaac {cooTpercrayer)

Mapxysanus (Mapiiposka)

Noskrek slANCBigaTw aumoraM HI (aonker COOTEeTCTBOAaTL Tpebosannan HJ1)

Bignosigac {cooTeercrayer}

Teprin npuKATHOCT {CHOK FOAHOCTH)

3 poku (roR3)

Do 03.2024

(Jaknouerue OKK: Cooarsercreyer Tpelosanwnm Me onoa%émmﬁéﬁw%}ﬁ ]

Hay. BKA (OKK)

-~

i IO firfenes;
R T Kisting-thypy
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@ obxd3

OYBAHYHOE AKIHOIEFPHOE OBHIECTBO «HA YHHO-NPOHIBOACTBEMIBIA
HEHTP «FOPIIATOBCKHE XMMIKO-BAPMALEBTHUECKHH 3ABO/»

Yxpauua, 03134, r. Kuen, yi1. Mupa, 17

Ten. (+38044) 205-03-10, 205-41-10, thaxe: (+38044) 401-40-36 (npuemuas),
(+38044) 205-03-83, (+38044) 205-03-14 (VnonsoMoueHHOE U0}

CEPTUHOHKAT CEPUU O JEKAPCTBEHHOT O CPEICTBA

15

OHaasceTPoOH, PACTBOP AN HHbEKIHH, 2 Mr/Ma

Haumenonasie NpoRyKoum
Jlexapereennan hopma

Cuna
AeHCTBHS/AKTHBHOCTL

Pasmep #H TiN YRaxKoBrH
CTpana-npou3soauTeIs

HoMep perneTpansoRHOro
CBMJETEALCTEA
Homep cepun

Paamep cepun

Hata npousBopcTsa

HaTa OKOHYIHKE CPOKA
TOHOETH

Hazsauus, agpeca H
Homepa JNHNEH3HH BeeX
YHACTKOS NPOHIBOIACTBR B
KOHTPOIA KAUSLTBA
Ceprudnrare GMP
YHACTKOR, YKAMRHLIX B
.10

PesyanTaThi 2HaAH308

KommenTapnu

3aqBienne o
cepruduKalny

OaMHUIN, ROATUCH H
AGHAKHOCTD JIMNA,
BEIAABINEr( paspeiene
#2 BBINYCK CEPHE

OnjianceTpoH
PacThop AN MHBCKIME 2 Mr/MiT

1 M7 pacTBOpa COAEDKUT: OHOAHCETPOHA FMAPOXAODHAR JIHTHIpATA B
[EPEPACYETC Ha OHARUCETPOH 2 Mrr

7o 4 Ma B aMnyse, N0 § aMmOys B KacceTe, 1o ] KACCeTe B natuxe
Yxpauna

UA/3803/02/01

0510321
2028 yn.

04.03.2021
no 03.2024

Yxpaunra, 03134, r. Kues, yn. Maps, 17;
nuuensus AB Na398003;
cBuACTeNLCTBO 06 arrecraus naboparopuit OKK Ne96

Ne017/2019/GMP 10 18.01.2022

[prBeneHn B cepruduxare KauecTna

HacTosmum  1IOATREPACAAIO, 4TO  BhlUEyKasaHHas Hidopmauns
HRISCTCH NOCTORePHOR # TounoH. Drta cepur mpoayKusH Obua
fpon3BeaeHa (BICHOYAR YIAKOBKY/MAPKHPOBKY) ¥ NIPOBEEH KOHTPOIb
¢¢ KaUECTBa HA BRILUCYKAZRHHOM YHACTKE B FIONHOM COOTBETCTRHH C
TpeGopannavi  GMP, yCTAaHOBACHHBIMM MECTHHIM DErYIRTODHBIM
OprasoM, a TAKKE B COOTBETCTBHH CO CNEUAGHKAUMIMH, KOTOpbIe

Pomanwox T.H,
¥noanomMouenIoe JJHUI0

.‘Q-,',;.-!\R.-’{'H:"g &
Wi XTArj
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MyBininkxe anuIOHERHE MG0AAHEMED nHBYKEED-¢UpSEHIYIL Henmp NyGnuvnoe ary oW aHayyHp-rpoudgadecMasksny Uenny
«SOPIUATTBCEKEK XIMIKO-OAPMALIEBTHYMYY 3ABOH @ <BOPUJAT OBC!\'HFF ZHMHKO- @APMAL{EBTMHECKMM FABDL
Bi3din Koxmpomo Sxocmi Omden Konmpons Kavecmea
CaizouTeo Npo atecTauno Ne ©6 s 20.01 12 cD CaugeTenseTag of arTectauss Ny 96 7 20071 12
auaare [epxasncia cryxGo:D YNpaiay 3 RiHapcaura 2acofie Bx 3 eugane Tocysapernennon a0 Yaparne RO NEXapCTBEHmRLM CREATTHIN
Yapaima 03134, mimn, syn Mupy, 17 Yeomana, 03132, ¢ Kaep, yn, Mupa 17
ten Z08-41-38, 4C2-75-75. Suxe 491-10-38 ran 205-41-38, 2027838, Qase 4015038

CEPTURIKAT HAKOCTI

(CepiucbukaTt KavecTaa)

CHOAHCETPOH

{OHAAHCETPON)
Pe3YMH ANA IH'eKUiR, 2 MM Ne 4 MA B amnynax, Nebd
(pacTeop ANA VHBbeKuwi, 2 mi/mn no 4 Mo & amnynax. Nebd)

Ne cepii (cepun) 1250821 KintKicTe B cepil (konuyecTso 8 cepans 2233 wrT.
fata EnpoBHWUTES (sata hoowspoactea)  21.09.2021

PegcTpauiiiie noegigHesHs (PErMCTpALMOHHOE cernaeTeNscTa0) NeUAIIB03/02/01
Tepmin gii peccTpaUiRHOre NOcRigHenHs Heobmemenni (COOK AEACTENA PETUCTPAUMONHOND CBNASTENLCTEE HEOTDBHWMEHHEIR

Bunpobyeanus nporeseHe arigno Mevoaie konTponio RkoeTi i3 Ne SFP-098-05

(MCHLITEHUS NPOBEASHK COTNAacHo METOA0s KOHTPONA kavecTaa NC Na SFP-098-05) *
e s} Kputopli nputitmruoeti {ouTepus 1puotioMocy) IS ——
Onuc (onacannat Npoaopa GasGapsya piauma (NROAE3HHAA GECUBETHAR HWAKGCTS) Bignaglpae (CCOTBOTCTAYET;
tnrerTudilkaui| (nag-HTrRVKaLYUA)
Ondamncempon (ordancempos) A. Metoa C@ ariaro 3 mé‘rom (meTop C® cornacno TecTa) BIONCBIASE (COSTEETCTEY T
B. Metog PX arinuo 3 TecToM (KeTos HX cornacro 7ecra) Bipnealpae {coTTesToTe 0T
NpoacpleTe (ApO3IPANHICTL) Npenapat mac ByTn NPOICPMM {(NPENAPAT aonkey OniTs RPOIPAURLIM} Blanosigae (cooTaetog, s
KORLoRooieTE (UuBBTHOCT) Mipenapat mac Gy GeabapBhnm (NpeNapat A0Nxen SwTe GECUSETRaIM} Eignootaae (G0 a-fs'-'.tfar»“:
gH . Bin o7} 3,3 o0 4,0 348 )
Cynposianl aomikky 4

{CENYTETE G IRRMBEW}

- domtwma O (npumscs D} He Gipbwe (#e Goneel 0,15 % 007 %
- MECAeUUiNOaarE Domitina :
) He Bincwe (ne Sonee) 0,2 % 0,06 %
fHECIS UL IWIUACEanHaR NEuMecs}
- cyna Qomitor (Cymua npusmeced) He Ginnwe {ne Gonee) 8,5 % 013 %
QB'eM, MO BATRMACTLED
He menwe (He Menee) 4,0 mn Sianogipac (cooTseTCTEYeT,
IRIBNEXAEMuIE OThEM) .
Mexauiunl BRNOYOHMHSA
(MEXANINOCKHS BRAGHEHUAR)
- audumi yacmky {QUGuMmEe YaCmuyb) Noonnkt ByTr APAKTAMHC BIACYTHE (ROMINS! APAKTUMACKY OTCYTCTBOBATS) Bignoslaag (cosTeeTsave”
- Heaudum! Yacmxy
(HEBUOLEE B HACITHM Y |
210 um He 6incwe (He Gonee) 6000 e konTednapl (koHTenqepe” 37
225 um He Blokwa (He Gonza) 600 & konTalHepi [kouTelnane) 0
BaiTeplanuni engcToKCHHI He Ginuwe 9,8 MO 8 1 Mr OHpanceTpoRy (IAPOXROPUAY .
Blgnooigaoe (Ludize . oo
{CATTEPUANRHEIE INAOTONCYHEY) (e Gonee §,9 ME o 1 :ar Ongancetpona tvanoxnopusah
CTepMnLHICTE {CTEPUAERRCTE) Mae BHTPIMYBATH BUNPOSYRIMHA HA CTERWALNICTE
Bipnostgac (oooTaeTTTey
(LONKAH BLIASLRMNEATS MCHBTAHAE HE CTERUNbrOCTS}
- —
Kintkicne auinayedHA
{KONVWeCTRENROS ONPeASNEHIE)
ondancempor [OHOBHCEIMPON)
Bin (a7} 1,20 Mr oo 2,10 Mr (2.0 M7 2 5 %) 8 1 R NPENapaTy ((p2Rapata) 1.95 mr
(CrpH s N3 O) i
cyMa xaepudis (CyMma xnopudcs) Big (o) 8,5 Mr B0 18,3 mr, ¥ Repepaxynry va navplio xnopua, y 1 M0 Apenapaty ” :
2 mMr 7
{B REDECNETE HA MATREVA XKNORKA, 8 1 BN NpenapaTa) i
Ynakoexa [yNanasKa) ftoemnen elgnosinaTw srmoram HO(AOMKEM COOTRETCTE08ATE TREDOBAHEAM ‘ljp}»-—w\onmae {cooTBETCTRYET.
= c At Tc] e
Mapryoanna (Mapsnposna) foekHen sipnoaigaTi oumoram HA {ponxes COCTBETLTRORATL Tpeﬁoaamy‘fé\/mﬂ) ot' ;‘p'iﬂﬁac (coaTaeTITay T
<7,
Tepmin NPUAATHOCT (CPOK TORHOCTU} 3 poun (rona) oftre 4’@ 9 09.2024

lll ¥l p.mm-um
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Bucnosor BKA: Bignosigae
{3acniouenve OKK  Cooveetcrayer

Hau, BKA (OKK) :
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[YB/HUHE AKIIOHEPHE TOBAPHCTRO «HAYKOBO-BHPOBHH I UENTP
«BOPLIATIBCHRYHIT XIMIKO-OAPMAUEBTHUIING 3ABOI»

Yrpaina, 03134, m. Kuris, aya, Mupy, 17

|

Ten. (+38044)205-03.10, 205-4}-10; X

(~38044) 205-03-83, (~38044) 203-03-14 (¥Ynosxonaxcta ocoba)

£ 4

0

|

CEPTUDIKAT CEPII JJsA JHKAPCBKOT'O 3ACOBY

OujlapceTpon, po3unsH Aad in'exuii, 2 mr/mz

Haitmeuyganiusa NPoRy kil

Jdirapeska gopma

Cnaaa aiffasTneyicrs

Posaip i Tun yNaxKosK#
Kpulua-eupodink

Hoxep peceTpauiiinero
noeceinuenna

Honep cepit
Pozmip cepil
JlaTta supolEmITEa

Jara 3akinuenns repminy
HPHAATHOCTI

Hasen, anpeea Ta nomeph
JHUestil Beix giabealb 3
BHpOGHNLTED T2 KOUTPOID
sKocT

Ceprudikarn GMP
AbasRnib, Brazanux 8 mll
PeorvabTaTH BURDGGYBANE

Koyeurapi

3an8a npo cepTngixanimn

D pizsnuie, g i nogaia
0COo0H, AKD BHAAA F03BIA
Ha BRIYCK cepil

OHIAHCETPOH

Pozuum ans in'exaiit, 2 mr/ Mu

| M7 posuHHY OpPenapaTy MICTHTh OHARHCCTPOMY TiAPOXIOPIAY
auriapaty (Y nepepaxyBausi Ha OHAAHCENTPOH) — 2 Mr

Tio 4 a1 8 amnyni. no 5 aunyn a Kaceti, 110 1 kaceri B nasu
‘.-’Kpa'fs'-m s
UJA/3803/02/01

1250921

2 201 max.
21.09.2021
10 09.2022 ' :

Vxpaina, 03134, m. Kuie, pya. Mupy, 17;
aitiensia AB Ne598003,
cBinoiTEO AP arccrauiio nabopatopil BKSA No96

Ne017/2019/GMP mo 18.01.2022

Haresneni 8 ceprudirari aKoeTi

LM 2 3acBiguyio, 10 HABGACHA BHINE iRQOPMaLif € IOCTOBIPHOIO Ta
tousow. Lo cepino npomykuii 6y10 BUroTOWIEHO (RKMIOUAIOUM
HaKyBAEHA/MAPKYBAHHS) TAa NPOBENCHO KOHTPONL 1 AKOCTL HA
BuiezasHadelill ANbHMLE Y TOBHIE BianOBIAMOCTI 3 BHMOraMi
GMP, BCTAHOBACHHMH MICHSBHM DPETYAATOPHUNM OPraHOM, 8 TaKOK_
siagosigyo Ao cueuniraniit, 1o MICTATLCA y peecTpauiliuomy
aocee. [ipoToronn BMPOORHUTER __::sm G Ta BCTAHOBIEHO

piinoeinzicts GMP.

7 71p9.10.2021 p.

Jarn piasney

Yipnosasena oot




NySaiune axyfousp p Hay upod| 0 yeHmp
«5OPUUATIBCHKHHA XIMIKO-2 APNAUEBTHNHHA 3AB0L
Blgdin Kowmposmwo fAxocmi
Caizourea npo aTectawio Ne NT-410/14 lg 03.12.14
angane [ "YkpMsTpTacTCTAHAAPT"
Ceizoyrso npo arectalio Ne 68 nig 20.01.12

BugaHe [epiasHoo CrywBoio YpalkH 3 nixapcexnx sacotia

Yupaina , 3134, w,Kuls, ayn Mupy, 17

Ten. 205-41-38, 402-T6-38, thaxc 401-40-38

fySauvsoe any P i Hay p 3 I Gewing
«SOPUATOBCKAN XHMHXO-PAPMALIEBTHHECKHRA 3ABOA»

Omden Kosmpons Kasgcmaa

CangeTenuCre0 05 ATTeCTaLMH Na [TT-410/14 o1 03.12.14
asano M *YipuetprecTcraniapy”
Cengevenscrec of arvacraumm Ne 98 or 20.01.12
Brig8H0 ['0CYABpCTRSHHON CnyxS0oR Yipanhe #0 NAKBPOTAGHHEM CP8/CTORM
Yipauna, 03134, riuas, yn. Mipa, 17
Tan, 2054138, 402-76-35, Hexc 401-46-38

CEPTU®IKAT HAKOCTI

{CepTuipHkar Kavyecraa}

OHOAHCETPOH
{OHZaHCETPOH)
po3umH AnA IW'ekulid, 2 mr/mn no 4 mn B amnynax, Ne5
{pacTecp £NA WHBEKLWA, 2 MrfMn no 4 Mn B amnynax, Ne5)

19821220 Klnexlete B copif (xonn4ecTag p copuu}

D
BXD3

2081 wr.
16.12.2020

BunpobypanHa npoesaeHe 3rinHo Metoais konTponic akecti 113 Ne SFP-098-04
{1cnbiTaHKA NpoBegensl cornacko MeToaos keHrpona kasecrsa JIC Ne SFP-098-04)

Floka3HHkW sxocTl
(noxasavenn kavecraa)}

Kpurepli npuiHATHOCT] (KpUTBPUKA NPUEMIEMOCT )

Mpw exnycKy {Npy BbimycKe)

Peaynetard {peayneTatoi}

Onue {onucanue)

NMpoaopa GeaBapuHa plauHa (npoapayHas GacLBaTHAN MAAKOCTS)

Blanoslpae {cooTeeTCTBYET)

IreHTHeDIKaUIR {UneHTURAKALMR)
OxOancempoH (OHOAHCBMPOH)

A Metoa C® 3rigHo 3 TecToM (MeTog CO cornacHo Tecra)

Blanoalgac (coOTBETCTRYET)

B. Mevog PX 3rigno 3 TecTom {maTeg XXX cornacHo Tecta)

Bignonlgac (cooTsercreyer}

MpoaopicTe {npoapaqsocTy}

fpanapar wac SyTw nposopuM (npenepat aormkeH Sbims Npo3paqHbIM}

Blanoselaac (coorseTcTayer)

KonboposicTs (UseTHocTs)

fpenapar mac SyTn Gealapanum (npenapat gomeH Bume BocyBeTHEM)

Blanoslgee (cocteeTcTayer)

pH Bla(cT) 33 no 4,0 343
Cynposlpsi positikg

(CONYTCTBYIOLUKE NPHMECH)

- doslwsa D {npumace D) He Binbwa (He Bonee) 0,16 % 0,07 %
- Hecmeyugixoaana domiwia He Slnbue (e Sones) 0,2 % 0,08 %
(HBCHBUUPULLPOBAHHAR fpuMeth)

- cyMa OoMiloK {CymMa hpumeced) He Glnbwe (He Gones) 0,5 % 013 %

Of'em, WO BRTAMACTLCH

(v3mnexasmbii ofuidm)

He MeHWwe (He MoHee) 4,0 mn

Blanceigae {cootsarcTeyer)

MeXaHiYHI BRYOHHA
{MEXAHKUBCINE BKITIOYSHUA)

= uOuM! vacmxy (SUSLMBIE YaCMULE!)

TloBMHHE ByTH NpaKTHYHO 'pl.ncjrml (AONNHL NPAXTHYBCKA DTCYTCTBOBETL)

Blonoslnae (cooteetcrayaT)

- voauduml acmxu
{HaBUAUMbI® YACTHIYbY) !
z10ym

2z 26 pm

He Glnewe {He Bones) 8000 B xOHTERKER| (KOKTEAHSPE)

20

He Sinwwe (He Gonee) 600 B KOHTRAMSPI (KOHTEAHOPE)

BaxreplansHl SHOOTOKCHHH

(BAKTEPHANEHEE IHAOTOKCHHBY)

He Ginbwe 0,8 MQ B 1 Mr OnganceTpoxy rinpoxnopuny
{He 6onee 9,9 MEiB 1 Mr OHaKCOTPOHA MMPAXNOpHAS)

Bignoaigae {CoCTBETCTEYST)

CTepPHALAHICTE (CTEPUNBHOCTL)

MaE BUTPAMYBATH BMNPOGYBAHHA Ha CTAPHABHICTL

(AONMEH BbIQEPMIBATL KCNLITAHNS HA CTEPUNbHOCTS}

Blgnoeloae {CooTBeTCTEYST)

KinoKicHe SHIHAYOHHA
{KONW4ECTEOHHOE ONPARAnBHHe)
OHGBHCEMPO#H (QHOAHCBMPOH)
(CraHuN;0)

cyma xnopudle (Cymma xacpudos)

Blx (o7) 1,90 Mr 10 2,10 Mr (2,0 Wr # § %) 8 1 mn npenapaty {npenapara)

1,83 wr

Big (o1} 8,8 mr a0 10,3 M1, ¥ Nepepaxynxy Ha watpho xnopua, ¥ 1 mn npenapaty
{B nepecyaTe HA HETPAR XNOPHA, B 4 MA NpenapaTa)

9.3 mr

Ynakopka (ynaxceka)

Nosuxen slgnosigati eumorad HI{0NKEH COOTBATCTBOBETL TREGORAHKAM HA)

Blgnoslaae (cootBaTCTRYET)

|MapuyBaHHA (Mapknposka)

FloaHHeH BlanoRigaTH sHMoranm HI (A0/KeH COOTBETCTHORATE Tpeliosanuam HO)

Blanoslgac (coctsercTayeT)

1Tepa.du NpPRBATHECT] (CPOK TOAHOCTH)

3 poxs (roga)

fo 12.2023

BucHoBox BKH:

Hau. BKA (OKK) :

Bianosigae ;i I
{3akmouexue OKK: Cooreercreyer TpebobaniAm Metosor Wﬁgﬁﬂ&ﬁ?ﬁﬁ

BuMoram Merogi

Meaewxo O.1:;




@ bXxP3

NYENMHYHOE AKIIHOHEPHOE OBIUECTBO «HAYUHO-IPOH3BOICTBEHN LI i
HENTP «BOPIATOBCKHH XHMHUKOQ-PAPMALEBTHYECKHH 3ABO/I»

Yxpauna, 03134, v, Kuen, yn, Mupa, 17

Ter. {(+38044) 205-03-10, 205-41-10. axe: (38044} 401-40-36 (1ipremuas):
(—38044) 203-03-83, (+38044) 205-03- 14 {¥ nonHoMOUEHIOE AHLIO)

CEPTUOUKAT CEPUH JJI51 JEKAPCTBEHHOTI'O CPEACTBA

OnaaHCceTPOH, pacTBOP AN HHBEKIHH, 2 MI/MJI

HauMcHOBaNHKE NPOAYKIIHH
Jlexaperpeintas opya

Cuaa
HeicTBHA/AKTHBHOCTE

PEIZMC]) H THN YOAKOBKH
C’l‘pﬂlla-]tp()}{SBO,IHTCﬂb

Homep peracrpainHonnore
CBHACTEALETEA
Homep cepan

Pasmep cepuH

Hara MpPOH3BOACTBA

Jlata oKoHYaHHH CPOKa
TOHOCTH

Hassanus, agpeca H
NnoMepa NHLEeN3HH Beex
Y4ACTKOB [IPOH3BOACTBA H
KONTPO/Ist KA4ecTBa
Cepradukari GMP
YHACTKOB, YKA3aHIILIX B
.10

Pe3vJIBTaThI AHANH30B

Kommenrapun

Jasnaente o
CopTHPHKANHH

D aMHAIHS, HOANACL H
AOJKIOCTL JIKLA,
BLIiAABIUCIC pa:peumlme
112 BBINMYCK CEpHH

OsaaHceTpoH
PacTeop 05 HIBEKUME 2 Mr/Ma

1 mn pacrscpda CO,’ICp)J(!'iT: OHJAAHCETPOHA FHIPOXIICpHIIA IIHIKApara B
niepepacyeTe Ha OHAAHCCTPOH 2 Mrr
[To 4 ma B aMiyie, no § aMnyl B kaccere, No | kacceTe B Ma4ke

Ykpauna
UA/3803/02/01

1921220
2 (029 yn.

16.12.2020
no 12.2023

Vpauna, 03134, r. Kees, yn. Mupa, 17;
nxuchH3nsg AB Ne598003;
canacTENsCTEO 06 atrecTauny nabopatopuii OKK Ne96

NoQ17/2019/GMP pno 18.01.2022

[TpHBe/CiL! B CEPTH(MKATE KayecTna

Hacrosnmym  nogrseprgiao,  4re HIiopMalns
ABJIECTCH AOCTOBCPHOH M TouHOH. Dta CepMs npoiykunn Obula
npoksseacna (BKIoUAs YIIAKOBKY/MapKHPOBKY) H TIPOBCACH KOIFFPOND
ee KauccTBa Ha BLILICYKA3aHIIOM YHACTKC B MONHOM COOTBCTCTBHH €
TpeGoBaHusMH GMP, yCTAHOBIEHHLIMH MCCTHBIM  DETYNIHTOPHLIM
OpraioM, a TAKKE B COOTBETCTBHM CO CHIEUH(HKAUMAMM, KOTOPLIC
COLCPKATCA B pCrUCTpalLljcHHe - [IpoTokonbl NpoH3BCCTEA

BLINICYKa3aHHasn

14,01.2021

Jlata noanueanus

Pomantox T.H. \
¥ 110HOMOSEHHOC JTHIED
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