My6niuvne axylonepre moeapucmeo sHayxoso-eupobHUNULT yeHmp
«BOPLYATIBCLKHA XIMIKO-@APMALIEBTHYHAN 3ABOL»
Biddin Konmpomo fAxocmi
CeigoyTso npo arecraujiio Ne [MT-410/14 Big 03.12.14
sraane QN "YxkpmertprecTcrangapr”
CaiaoyTeo npo arecradile N 96 ig 20.01.12
suaaxe [epxaBHolo cnyxGoK Ykpaliu 3 nikapcokux 3acobis

NMy6nusHoe axyuoHepHoe o6uWecmeo «HayyHo-NPou3e0dcmeenHbill Uenmp
«BOPLYAMOBCKHA XHMHKO-@APMALEBTHYECKHHA 3ABOL»
Omaden Konmpons Kavecmeaa
Ceugerenbcreo o6 atrectaymd Ne [TT-410/14 o7 03.12.14
BeinaHo Ml "YkpmeTpTectcTaHaapT’
Cauperenscrso ob atrecrauum Ne 96 or 20.01.12
BblAaHO MOCYAapCTBEHHON CNyGOR YKpanHbl NO NEKapCTBEHHbIM CPEACTBaM

D
BXD3

Yxpaina , 03134, m.Kuis, syn.Mupy, 17
Ten. 205-41-38, 402-78-38, daxc 401-40-36

Yepanra, 03134, r.Knee, yn. Mwpa, 17
Ten. 205-41-38, 402-76-38, caxc 401-40-38

CEPTUDIKAT HAKOCTI

(CepTudhukar xavecTea)

MPALUETAM

(nMpaueTtam)

TabneTku, BKpUTI nniBkosoto o6onokkoto, no 200 mr no 10 Tabnetok y Gnicrepi, no 6 Gnicrepie y nayui
(TabneTku, NOKpbIThIE NNEHOYHOW 0Bonoykoi, no 200 Mr no 10 TaBneTok B BnucTepe; no 6 GnUcTepoB B Navke)

Ne cepii (cepun)

0150920

PeecTpauinHe nocpigyeHHs (DErMCTDALMOHHOE CBUAETENLCTEO) NelUA/3622/01/01
TepMiH aii peecTpauiiHoro nocsin4yeHHs HeoBMeXeHUI (CPOK NeACTBUS DErMCTDaUWMOHHOro CBMAETENbCTBA HEOrPAHUYEHHbIN)

BunpobysanHa nposeaexe 3rinHo Metoais koHuTponio AkocTi /13 Ne SFP-093-04

(ucnbiTaHus npoBeAeHs! cornacHo Metoaos kouTpons kauectea JIC Ne SEP-093-04)

Moka3Hukm AkocTi
(nokasaTenu kayecTea)

KinbkicTb B cepil (konvyecTso B cepuu)
[Narta BUpoBHUUTBA (naTa npoussoacTsea)

21685 wr.
08.09.2020

Kputepil npuiHATHOCTI (KPUTEPUU NPUEMNEMOCTH)

Npy BUNYCKY NPy BbiNycke)

Pe3ynbTaTtu (pesynerarsl)

Onuc (onucakue)

Tabnetkn kpyrnoi opmy, 3 ABOONYKNOK NOBEPXHE,
BKpMTI nniekoeo 060M0HKOI0, BiA XOBTOro A0 KOPHU-
HIOBaTO-XOBTOro KONLOPY (TabneTky kpyrnod opmel,
C ABOAKOBLINYKNOH NOBEPXHOCTBK, NOKPLITHIE NNEHOYHOM
0GOMOYKOR OT XEeNTOro 40 KOPUYHEBATO-KENTOro YseTa)

Ta6netku kpyrnol opmu, 3 agBoonyk- |
NOKX NOBBPXHBID, BKPUTI NNIBKOBOIO

©06ONOHKOK, KOPHYHIOBATO-XOBTOTO

Koneopy (Tabnetku kpyrnon opmel, ¢

naonuoaunymoﬁ noBepxHOCTLID, NOKPLI-
Thl€ NNEHOYHOMN 060NOYKOM, KOpUUHEBA -

TO-XenToro useTa)
Bianosiaae (cooTaercrayeT)

laexTudikauin (naeHTudmrkaymna)
- nipayemam (nupauemam)
- aMidna epyna (amudHas epynna)

A. MeTtop PX arigHo Tecty (MeToa XX cornacHo Tecra)

Bianoeinae (cooteercTeyeT)

B. Axicha peakuin (ka4yecTaeHHan peakyus)

Bipnoeinac (cooteercieyer) |
1

CepeaHs mMaca (cpeaHsas Macca ) Bin (o1) 242 mr no 268 mr (255 mr £ 5 %) 255,1 mr
OaHopigHICTL 4O30BAHWX OAHHMLL Mae sianoginaTti Bumoram @Y, NpPHHMANbLHE YHCNO
(0AHOPOAHOCTL [03UPOBAHHBIX €ANHKL) (AV) £ 15 %; po3paxyHKOBO-BaroBHH MeTo4 289
(AomxHa cooTeeTcTsoBaTh TpeboBaHuAM MDY, NnpuemoyHoe ’
yucno (AV) s 15 %; pac4eTHO-BECOBOA METoA)

CynposiaHi aomiwku
(conyTcTBYIOWME NPUMECH) |

n - 1
~KQncHOk ovbac Aouiiivy He Ginkwe (He Gonee) 0,2 % < 0,05 % i

(kaxxa0i OTAENBHOW NpUMEcH)

- CYMa AoMiWoK (cyMmma npumecei) He 6intwe (He 6onee) 0,5 % < 0,05 %
Po3unHeHHA (pacTeopeHne) He merwe 75% (Q) 3a 30 xB (He meree 75% (Q) 3a 30 MuH) 99,9 %

Mikpo6ionoriuna yncroTta
(MUKpoGronorudeckas 4YucToTa)

3araneHe yncno aepoBHKX MiKpoopraHismie
(o6Lee 4Mcno aspobHLIX MUKPOOPraHuamoe) - TAMC -
He Ginbwe (He Gonee) 10° KYO (KOE)e 1 r

Biganosigae (cooTeertcreyer)

3aransHe YKucno ApPIXAXOBKX Ta NniceHeBux rpubis
(obwee wncno apoxsxessix v nnecHeasix rpuGos) - TYMC -

Ho Ginbwe (He bonee) 10? KYO (KOE)B1Tr

Bignosigae (cooteetciayert)

Biacyrnicts (otcyterane) Escherichiacolis1r

Bignosipnae (cootsercrayer)

KinekicHe BuaHaueHHA
(konuuecTeeHHoe onpeaeneHue )
- nipayemam (nupayemam) (CgHioN203)

Bia (o) 190,0 mr o 210,0 mr (200 mr £ 5,0 %),
y nepepaxyHKy Ha CepeaHio Macy TabneTku
(B nepecveTe Ha CPEAHIOI Maccy TabneTku)

196,5 mr

Ynakoeka (ynakoska)

Moeunen BianosigaTu Bumoram HO
(ponxeH cooTeeTcTeO8aTE TpeboBanuam HJ)

Blanoeinae (cooTeetcrayer)

MapkyBaHHA (MapkupoBka)

NosuHew sianosinaTw Bumoram HA
(norxeH cooteeTcTEOBaTE TPeGoBaHAM HL)

Bignosigae (COOTBETCTBYET)

TepMiH npuAATHOCTI (CPOK rOAHOCTH)

3 pokm (ropa)

Do 09.2023

BucHoBok BKA: Bignosinac

3aknoy

ne OKK: CooTtsetcTRyeT TpebosaHuUsAN

Hau. BKA (OKK) :

Negewko O.MN.

Vxpanid, M. RAID
Nyfini<He axioHepHe T083PALTEO

sumoram Metopie konTponto akocTi 113 Ne SFP-093-04
0T wmrTBa JIC Ne SFP-093-04)
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@ exXD3

MYBJIHYHOE AKIIHOHEPHOE OBLUECTBO «HAYYHO-TIPOM3BOACTBEHHAIN
LIEHTP «BOPILAT'OBCKHIT XHMHKO-®APMALEBTHYECKHH 3ABOL»

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

Ten. (+38044) 205-03-10, 205-41-10;

(+38044) 205-03-83, (+38044) 205-03-14 (Y 101HOMOYEHHOE JIHLO)

o

13

14

CEPTUOUKAT CEPUH JUIs1 JEKAPCTBEHHOI'O CPEACTBA
IMupaueram, TabJeTKH, NOKPLITbIE nJIeHo4YHo#M o6os104Koii, mo 200 Mr

HauMeHoBaHHe NPOAYKIIHH
JlekapcTBenHnas popma

Cuaa
NedCTBHA/AKTHBHOCTDb

PaizMep ¥ THIT YNTAKOBKH
CrpaHa-NpoH3BOAKTENb

HoMep perncTpanHoHHOro
CBHIETE/ILCTBA
Homep cepun

Pa3zmep cepuu
JlaTa npoH3BOACTBA

JlaTa OKOH4YaHHSA CPOKa
ro{HOCTH

Hazsauus, agpeca H
HOMepa JHLEeH3HH Bcex
Y4ACTKOB MPOH3BOACTRA H
KOHTPO/IS Ka4ecTBa
Cepruduratsi GMP
Y4aCTKOB, YKa3aHHBIX B
n.10

Pe3ysbTaThl aHANH30B

KomMeHTapHuH

3anBieHHEe O
cepTHPHKALHH

damuiug, NOANHCHL H
MOJAHOCTD JIHLIA,
BbIAABIIEro pa3pellleHHe Ha
BbITTYCK CepHH

[Iupaueram
TabneTkH, NOKPLIThIE NaeHouHOH 0bonoukoi, no 200 mr

| Tabnetka conepkuT: nupauetama 200 Mr B nepecuete Ha 100%
BELLECTBO

Mo 10 TaGnetok B 6GnKcTepe; No 6 6AUCTEPOB B MavkKe

Vkpauna

UA/3622/01/01 (YkpanHa)

0150920

21672 yn.
08.09.2020
no 09.2023

Vkpanna, 03134, r. Kues, yn. Mupa, 17;
nuueHsna AB NeS98003;
cBHeTeNLCTRO 00 aTrecTalMu naboparopHi OKK Ne96

Ne017/2019/GMP no 18.01.2022

[puBencHbl B cepTHHKATE KayecTBa

HacToSluMM MOATBEPXKIAK, YTO BblllleyKalaHHas HHGopMauus
sBaseTcs nocToepHON W TouyHOM. DTa cepus NpOAyKUHH Obina
npousBeseHa (BK/IKOYAs  ynakoBKy/MapkMpOBKY) H  MpoOBeleH
KOHTPONb €¢ KayeCTBa Ha BbllICYKa3aHHOM y4acTke B MOJIHOM
cooTseTcTBHH ¢ TpeboBaHuamu GMP, ycTaHOBNEHHBIMH MECTHBIM
PEerynaTOPHbIM ~ OpPraHoM, @ Takke B  COOTBETCTBHM  CO
cneuubuKaluaMi, KOTOPbIE COAEPKATCA B PETHCTPAUHOHHOM 10ChE.
[lpotokonsl npou3soAcTBa OblIM NPOCMOTPEHBI H YCTAHOBICHO
cootsetcteue GMP

07.10.2020 r.

JlaTa noANHCAHHSR

Hanamapuyk E.A.

YNnoaHOMO4YeHHOE JTHLL




P oxDd3

TIIYBJIMYHOE AKIIHOHEPHOE OBMIECTBO «<HAYYHO-1TPOH3BO/ICTBEHHBIN
LIEHTP «BOPIATOBCKH 1 XHMHKO-®APMAHEBTUYECKHI 3ABOI»

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

Ten. (+38044) 205-03-10, 205-41-10;

(+38044) 205-03-83, (+38044) 205-03-14 (¥ nonHOMOUEHHOE NH1I0)
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15
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CEPTUOPHUKAT CEPHUH 1JIsI JEKAPCTBEHHOI'O CPEJICTBA
HMupaueram, Ta6aeTKH, MOKPLITHIE MJIEHOYHO# 060104K0i#i, Mo 200 Mr

HanMeHoBaHHe npoayKuUMH
JlekapcTBennas gopma

Cuna
neHCTBUS/aAKTUBHOCTD

Pasmep u THI ynaKkoBKH
CtpaHa-npou3BoAUTEb

Homep perncrpannoHHoro
CBHAETEbCTBA
Homep cepun

Pa3mep cepuu

Hara npon3soacTBa

HNaTa okoHuaHHS CPOKa
FONHOCTH

Ha3zBauus, anpeca n
HOMEPA JIMLIEH3UH BCeX
Y4acTKOB NPOM3BOACTBA M
KOHTPOJIA Ka4ecTBa
Ceprnduxarsl GMP
Y4acTKOB, YKa3aHHBIX B
n.10

PesyanTaTthi ananunzos

KommenTapnu

3aaBaenne o
cepTRHKanHH

Damusus, NOANNCH H
ROJKHOCTD JTHUA,
BbUAABIIEro pa3pellleHHe Ha
BBINYCK CepHH

IInpaueram
TabneTku, NOKPBITbIE MIEHOYHOU 060K0uKOH, 110 200 MF

1 TabneTka copepxut: mupauerama 200 Mr B nepecuete Ha 100%
BELECTBO

To 10 Tabnerox B GaucTepe; N0 6 61UCTEPOB B Nauke
Vkpauna
UA/3622/01/01 (Yxpanna)

2070121

21 462 yn,
27.01.2021
no 01.2024

Vkpauna, 03134, r. Kues, yn. Mupa, 17;
nuuensus AB Ne598003;
cBUAETENLCTBO 06 aTTecTaumu haGopatopuit OKK Ne96

Ne017/2019/GMP no 18.01.2022

IpuBeeHEl B CepTH(UKATE KauecTBa

HacTosumM noaTBepxkmaio, uTO BbillleyKa3aHHas HHGOPMaUMs
ABJAETC JOCTOBEPHOH M TOYHOH. DTa cepus npoaykuuu OGbina
npoussefeHa (BKNloyas  YNakOBKY/MapKHMpPOBKY) W NpOBeleH
KOHTPONb €€ KAa4eCTBAa HAa BbILICYKA3aHHOM YYACTKe B MOJIHOM
COOTBETCTBHH ¢ TpeGoBaHuamMu GMP, ycTaHOBNEHHBIMH MECTHBIM
PErynsTOPHEIM ~ OPraHOM, a Talke B  COOTBETCTBHH  CO
creliMdpHKaHuAMH, KOTOPhlE COAEPKATCA B PErHCTPALIMOHHOM J0Che,
Ipotokonsl MNPOH3BOACTBA BRQOCMOTPEHbl H YCTaHOBJIEHO

¢ Yrpa
cootsetcTBe GMP Gyl

St
N"$

26,02,2021 r.

Jata nognucanus

Hanamapuyk E.A.

YnonHomouennoe JHLO

e &
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Ty6niune axylorep

«BOPLATBCLKHHA XIMIKO-®APMALIEBTHYHUA 3ABOA»
Biddin Konmpomo Slkocmi
CsiaoyTeo npo atecraujio Ne NT-410/14 sin 03.12.14
suaane AN "YkpmeTprectcraHaapt”
CaigoyTso npo arecTayiio Ne 96 sig 20.01.12

upoGNuvud P TTy6nusHO® aKUUOHEPHOS 06Uy «Hay P yonmp
«50PLArOBCKHA XHMMKO-OAPMALEBTHHECKHA 3ABOA»
@ Omaden Konmpons Kawecmea
Bx CDB CauaeTenscreo o6 avrectauyuu Ne N1T-410/14 o7 03.12.14
awo M1 "Ykpmetp \napt"

BupanHe [lepxasHoK CryxGor0 Ykpalty 3 nikapcbxux 3acobis 0 MocyaapcTeeHHOM

CauaeTenscyeo of arTectayuu Ne 96 or 20.01.12
YKpauHbl N0 NexapcTBeHHbIM CPeACTBaM

Yipalna , 03134, M.KWIB, Byn.Mwpy, 17
Ten. 20641-38, 402-76-36, chaxc 401-40-36

CEPTUDIKAT AKOCTI

(CepTuduxaT KayecTaa)

NIPALETAM

(nupaueTam)

Yxpanna, 03134, r.Kues, yn. Mupa, 17
Ten, 205-41-38, 402-76-36, haKc 401-40-38

Tabnerku, BKpUTi NniBkoBOK o6onoHkolo, No 200 mr no 10 Ta6nerok y 6nictepi, no 6 Gnicrepis y nauul
(TabneTku, NOKpLITbIE NNEHOUHOWH 06ONOUKOW, NO 200 mr no 10 TabneTok B Gnuctepe; np 6 6nucTepos B nade)

Ne cepii (cepum)

Bunpo6yBaHHs NPOBEASHS 3rig

2070121

Ho MevopiB koHTponio sikocTi /13 Ne SFP-093-05

I
DOK 1, VA DECUCTPALUMOHHOIQ

(McnbITaHWS NpoBefeHbl cornacko MeTo/08 KOHTPONA kayecTea JIC Ne SFP-093-05)

MNoka3nukmM sikocCTi
(nokasaTenv ka4ecTBa)

KinekicTb B cepil (konuiecTso B cepuv)
[laTta BMpoOHWUTBA (naTa NPOM3BOACTBA)

PeccTpaulifiHe nocsifgueHHA (DErncTpaunmoHHoe ceugetenscTso) NeUA/3622/01/01

epmin Al peccTpauifHoro nocsinyenHs Heob

21501 wr.
27.01.2021

bCT8 HUYEHHbIA

Kpurepii npuiHaTHocTi (kpurepuu npuemMneMocTy)

npw BUNYCKY (Npy Boinycke)

Pe3ynbTaTi (pesynbTarel)

Onuc (onucaxue)

Tabnerku kpyrnoi OpMK, 3 ABOONYKIIOK NOBEpXHelo,
BKpUTI NNiBKOBOIO 06ONOHKOID, B OBTOTO A0 KOPUY-
HIOBATO-XOBTOTO KONLOPY (Tabnetkn kpyrnoi GopMsl,
€ ABOAKOBLINYKIION NOBEPXHOCTLIO, NOKPLITHIE ANEHOUHON
060N04KON OT KENTOro A0 KOPUUHEBATO-KENTOro UBeTa)

Tabnetku kpyrnol hopmu, 3 ABOONYK-
N0I0 NOBEpPXHeIo, BKpHTI nfiskosolo
obonoHKkoio, kopu 0-XKOBTOro
xonwopy (rabneTin kpyrnow (opmsl, &

[ABOAKOBbINYKNOW NOBEPXHOCTLIO, NOKPLI-
Thie NNAHONHOW 0BONOYKOR, KOPUUHEBa-

TO-XENTOro LgeTa)
Binnosigae (cooTBeTcTBYET)

laenTudikauia (naeHTudukaums)
- nipayemawm (nupayemam)
- amidHa epyna (amudHas epynna)

A. Motoa PX 3riano Tecty (Metoa XKX cornacHo Tecta)

Bianosigac (cooTsercrayer)

CepeaHst Maca (CpeaHns macca )

OAaHOpiAHicTL A030BAHNX OAUHKLL
(OAHOPOAHOCTL A03UPOBAHHBLIX EAUHULY)

CynpoBigHi AoMiwku

(conyTcTBylOLUME NPUMECH) :

- KOXHOT OKPeMOT AOMILLIKK
(ka0 OTAENbHO NPUMECH)

- CymMa AOMIlLOK (Cymma npUMeCen)

PO3YMHOHHS (pacTBOpEHUE)

MikpobionoriyHa yucToTa
(MMKpOGMONOTMHECKan YNCTOTa)

B. AKicHa peaKuin (ka4ecTBEHHaA peakums) Bianosi, (cooTeetcrayeT)
Big, (0T) 242 Mr no 268 mr (255 Mr £ 5 %) 255,2 mr
Mac signosiaaty sumoram QOY, npuiAmanche Yncno
(AV) S 15 %; PO3paxyHKOBO-BarosHi METOA 17 %
(ROMKHa COOTBETCTBOBATL TPeGoBaHKAM [OY, npuemouroe
wneno (AV) s 15 %; pac4eTHO-BECOBOA METOA)
He 6inbwe (He 6onee) 0,2 % < 0,05 %
He 6inbwe (He 6onee) 0,5 % <0,05 %
He meHwe 75% (Q) 3a 30 xB (He meHee 75% (Q) 3a 30 MuH) 98,2 %
ZaranuLHe Yucno aepobumx Mikpoopraxismis
(o6yee NGO a3pOBHBIX MHKPGOPraHWIMOB) - TAMC - <50
we Ginbue (He Gonee) 10° KYO (KOE)B 1 T
3aransie YMcno APLKAKOBKX Ta NniceHesux rpubis
<10

(0buiee YUCNO APONOKEBLIX U NIECHEBbIX rpubos) - TYMC -
He Ginbwe (He Gonee) 10° KYO (KOE) s 1T

BiacyTHicts (otcytcTeue) Escherichia colla1r

BigcyrHi (oTcyTeTBYIOT)

KinbkicHe BU3HaYeHHS
(KonKuecTBeHHOE onpeaeneHue )
- nipayemawm (nupauemam) (CsHioN;05)

Big (or) 190,0 Mr a0 210,0 Mr (200 mr £ 5,0 %),
y NepepaxyHKy Ha COpeaH:o Macy TabneTkn
(B NnepecyeTe Ha CPEAHIOK MacCy TabneTkw)

198,3 mr

YnakoBka (ynakoBka)

NoswHex signosigatv Bumoram HI
(nOrxeH COOTBETCTBOBATL rpebosaxuam HA)

Bianosigac (cooreeTcTayeT)

MapkyBaHHs (MapkupoBKa)

Nosunen signosinath aumoram HA
(nOMXeH COOTBETCTBOBATL Tpebosannam H)

Bianosipac (cooteercTayer)

TepMin NPUAATHOCTI (CPOK FOAHOCTH)

3 poku (roaa)

Lo 01.2024

BucHosok BKAl: Bignosigac Bumoram MATOAIE 4:TeTp]]
3aknioueHne OKK: CoorsetcreyeT TpeGoBaHus Me B X
HayK080-5pe

Hau. BKA (OKK) :

MNenewxo O.N.!

A3 Ne SFP-093-05
cTea JIC Ne SFP-093-05)

1] ,;? ‘;n

OX 204 p.

4




fiylniyue akuloHepse moeapucneo sHayKoeo-aupobHuyul yenmp
«BOPLAMIBCHKHA XIMIKO-SAPMALEBTHYHMH 3ABOS»
Biddin Konmponto Arocmi @
Ceigourso npo arectayito Ns MT-410/14 sip 03.12.14
eufane [N "YepMeTprecTcrarjapt
CeigoyTtec npe arectauike Ne 86 sig 20.01.12
sugare [lepxasuoio cnykbaio Ykpainw 3 rikapcukax sacofie

BXP3

MyGruykoe anyuoxepHos o6uecmao sHayqHo-npouIgodcmastnLid qasmp
«B5OPLAFOBCKHI XHMHKO-®APMALEBTHYECKHHA 3ABO
Omden Koumponsn Kavecmea
CevneTensctao o6 atTectayvun Ne MT-410/14 or 03.12.14
saigaKo M "YkpMeTpTecTCTaHaapt”
Caugetenscreo ob artectayun Ne 88 or 20.01.12
B8bl42H0 MoCyqapeTEEeHHOA cNywBoR ¥ Kpanksl N0 NekapCTBEHHHM CPEACTBAM

Yipaina . 03134, M.Kuie, eyn. Mupy, 17
Ten. 205-41-38, 402-76-36. anc 401-40-36

CEPTU®IKAT AKOCTI

{CepTudukaT KavecTsa)

MIPALLETAM

{nupalieram)

Yxpaura, 03134, r.Kues, yn. Mupa, 17
Ten. 205-41-38, 402-76-36, akc 401-40-36

TabneTkW, BKpUTI NNiBKOBOK 0BoNoHKoW, No 200 Mr no 10 TaneTok y GnicTepi, no 6 Gnicrepis y nayui
(TabneTkn, NoKpbITbie NNEHOYHOR oBonoykon, no 200 Mrno 10 TaBneTtok 8 BnucTepe; no 6 BnucTepos B Naqke)

Ne cepil (cepuu)

2080121

Kinbkicte B cepil (xkonudectso B cepuu) 21685 wr.
Hata supobunuTEa (naTa npoussoactra)  28.01.2021

PeecTpauiiiHe nocBigueHHA (perucTpaUMolHoe ceugeTenscTe0} NeUAJI622/01/01
TepMiH Aii peecTpauiiHOro NocBiAYEHHA HeoBMexeHUH (CpOK 0eRCTBWS DETMCTPEUMOHHOIC CBUABTENLCTBE HEOIPAHNEHHGIN)

BunpoGysanHa nposegeHe 3rigHo Metoaie koHTponio akocTi 113 Ne SFP-093-05
{ncnbiTanua nposegeHsl cornacHo MeTonos koHTpons kayecTea JIC Na SFP-093-05)

MNoka3HuKKM AKOCTI

(nokasaTenu kayecTea)

Kpurepil npHAHATHOCTI (KpUTEPYM NPUEMNEMOCTH}

NPy BUNYCKY (NPK BLINycKe)

PelynbraTu {pesynsrarsi)

Onue (onucanme)

TaGnatku kpyrnoi HhopMH, 3 ABOCNYKNOI NOBOPXHED,
BKPMTI NNiExoBOI 06ONOHKCI0, Bil KOBTOro A0 KOPHY-
HIOBATO-XOBTOTO KONLOPY (TabneTku Kpyrnoi hopmel,
C ABOAKCBbLINYKNOA NOBEPXHOCTLIO, NOKDPbITHIG NNEHOYHON
06CNOYKOR OT KENTOro AC KOPWYHEBATO-KENTOrD LiBETa)

TabneTku Kpyrnoi hopMH, 3 ABCONYK-
NOK roBepxHel, BKPHUTI nniskosowo
0G0MOHKOI0, KOPHYHIOBATO-KOBTOIO
Konbopy {(Tabnerku Kpyrnoi hopmsl, ¢

ABOAKOBLINYKNOW NOBEPXHOCTLIO, NOKPbI-
Tele nNBHOYHOW ofoncukol, KopuyHera-

TO-MeNToro usera)
Bianoeigae {cootBerciByeT)

laeHTUdikauis (1geHTudnrauma)
- nipayemam (nupayeman)
= aMidna epyna (amMudHas epynna}

A, MoTog PX arigno Tecty (mevop MKX cornacHo Tecta)

Bignosigac (cooreercrayer)

B. AxicHa peakuis (ka4yeCTBEHHAR peakuun}

Bignosinac {(cooreeTcTayeT)

CepoHa maca (cpeaHsin Macea ) Bin (o1) 242 Mr g0 268 Mr {255 Mr t 5 %) 2551 mr
QaHOPigHiCTL A030BAHUX OAHHHLL Mac signosifaTu sBHmoraM AdY, npHilmansHe YHCNo
(0AHOPOAHOCTE A03MPOBAHHDIX eAAHULL) (AV) £15 %; pPo3paxyHKOBO-BaroBWHA MeTOA 279
{aorxHa cooTBETCTROBaTL TpEDoBannam [OY, npuemouHoe '
yucno (AY) s 15 %; pacdeTHo-BECOBOK MeToa)
Cynposiasi nomiwku
{CONYTCTRYOWME NPUMECH) !
) KO)KHO{OKPSMOT A?M“mm He Ginwe (He Bonee) 0,2 % < 0,05 %
(KAWA0A OTAENLHOR TPUMECH)
- CYMa AOMILIOK (CymMMa npUMecen) He Ginbe {#e bonee) 0.5 % <0,05 %
PoayrHeHHA {pacTeoperue) He meHwe 75% (Q) 3a 30 xB {He Mexee 75% (Q) 2a 30 MWH) 96,3 %

MikpoGlonoriyna wucToTa
(Mukpobuonormieckan wcToTa)

3aransHo uucno aspobHux mMikpoopraviamie
(oButee Ymeno azpobHLIX MUKpoopraHuamon) - TAMC -
w6 Binbtue (e Gonee) 10° KYO (KOE) B 1T

Bignosigae (cooTseTcrayeT)

3aranbHe YUCRO APIXKOBMX Ta MniceHeBuX rpubla
(0BLUEE HMTNIO APOHOKEBLIX M NNECHEBLIX rpubos) - TYMG -
we Binbue (ke Sones) 10° KYO (KOE)B 11

Bignopigae (cooTRETCTBYET)

BiacynicTe (oTcyrcreue) Escherichia colis1r

Binnoelaae (cooTeeTCTBYET)

KinbKic#e BU3HayoHys
(KoMUJeCTBEHHOE OnpegeneHne )
- nipayemam (nupauemas) (CgHyoN,O,)

Bin (o) 180,0 Mr go 210,0 mr (200 mr £ 5,0 %),
¥ népepaxyHky Ha COpefHIO Macy TabneTkH
(8 nepecqeTe Ha CPEAHIDN Maccy TabneTki)

197.8 mr

YnakoBeka (ynakoeka)

MosuxsH signoeigaTh BMMoram H
{nomxeH cooteeTcTeceark Tpebosaram HI)

Bignosigae {cooTseTcTRyeT)

MapKyBaHHA (MapkypoBKa)

MoBKrHeH BianopinaT suMoram HO
{nomxen cooTeeTcTBOBATL TpebosaHAAM Hil)

Bianosigae {cooTReTcTBYET)

TopMiH NpuaaTHeCTi {CpoK FOQHOCTH)

3 poku (ropa)

o 01.2024

BucHosok BKA: Bignosigae

Hau. BKA (OKK) :

__Bignoeigae _ sumoram NeT
Sawnouerve OKK: CooTteercreyeT TpeBosanuam NMeToOARRKQHERRR

Megewko Q.M.

KDRINA, M., KRB

<HayioBo-Bun0d4s
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NYBJIHYHOE AKIIHOUEPHOE OBUECTBO « HAYYHO-[IPOHM3IBOACT BEHHBIIT
UEHTP « 50PIRATOBCKHA XMMHKO-DAPMAUEBTHHECKHUH 3ABOI»

@ BXD3

Yxpauna, 03134, r. Kueg, yn. Mupa, 17
Ten. (38044} 205-03-10, 205-41-10;

(+38044) 205-03-83, (+38044) 203-03- [4 (Y nonHoMouEHHOE NHID)

CEPTHOUKAT CEPAM J1JIS1 JEKAPCTBEHHOT'O CPEACTBA
Hupaueram, TabaeTkH, NOKPBITHIE NJCHOYHONW 060a04K0i1, o 200 Mr

1 HaumenoBalye NpoaAyKIHH Mupaneram
2 JexapcrsenHas gopma TabneTky, NOKPLITHIE MISHOYHOR 0B0NOUKOH, no 200 Mr
3 Cuaa | Tabnerka conepxxut: nupauerama 200 Mr B nepecyere Ha 100%
AeHCTBHI/AKTHEHOCTE BEL[ECTBO
4 Pasmep s THI YIAKOBKH [To 10 TaBnetok B Onucrepe; no 6 OnHCTEPOB B MaYKe
5 CTpaHa-npoH3BoAHTENb Ykpauna
6  Homep perncrpauHoHHOro UA/3622/01/01 (Yxpaunna)
CBHAETCABCTHA
7 Homep cepun 2080121
Pasmep cepuu 21 672 yn.
Jara npoHiBoACTBa 28.01.2021
9 JlaTa 0KOHYAHHS CPOKA no 01.2024
TOAHOCTH
10 Hassaumug, anpeca d Ykpauna, 03134, r. Kues, yn. Mupa, 17;
HOMCPa AHLEH3HH BCeX auuedsia AB NefG8003;
YYaCTKOB NPOHIBOACTBA H cBHASTENBCTRO 06 arTecrauun nabopatopynit OKK Ne96
KOHTpONS Kauyecrsa
11 Ceprudukars GMP Me(17/2019/GMP no 18.01.2022
Y4ACTKOB, YKA3aHHBIX B
n10
12 PeaysisTaTbi aHANH3OB [lpueenens b cepTH(IKATE KA4ecTBa
13 Kommentapuu =
14  3ausaenue o HacTosilMM MOOTBEpXAaio, UTO BBIEYKa3aHHas wHbopManus
cepTHHKANNA ABngeTca AOCTOBEPHOA M TOYHOH. DTa cepus nponyxuuu Geima
npousBelleHa (BKNKYAag  YNAaKOBKY/MapKHDOBKY) W NpeBelen
KOHTpOMs €¢ KayecTBa Ha BLILUEYKA3AHHOM Y4aCTKE B MOMHOM
cooTseTcTBR ¢ TpeGosanusmy GMP, ycTaHOBNEHHBIMA MECTHLIM
DeryNnsaTOPHbIM ~ ODFaHOM, 2  TalKe B  COOTBETCTBHH €O
cnenH(UKAN MY, KOTOPBIE COAEDKATCH B PErHCTPALMOHHOM [OChE.
TIpoTokomsl npou3soicTsa Ok OCMOTPEHBl H  YCTAHOBJICHO
<R
cootsercTane GMP e
4.‘;“%‘;\‘0»““ ;;4:0
i.'}:\-tja , %
15 amuang, DoanHuch 1 [Manamapuyk E.A. 26.02.2021 r.

NOKHOCTB JINUA,
BEbLIAaBlIEro pajpelienHe Ha
BbLIOYCK CEpHH

¥Ho1HOMOYEHHOE AKLD AT NOAMHCAHHR




NYEJINYHOE AKIIHOHEPHOE OBUIECTBO «HAY4YHO-IIPOH3BOACT BEHHBIA
UEHTP «BOPLIATOBCKHI XHMHKO-®APMALIEBTHYECKHI 3ABO/»

Vxpauna, 03134, r. Knes, yn. Mupa, 17
Ten. (+38044) 205-03-10, 205-41-10;

P BXP3

(+38044) 205-03-83, (+38044) 205-03-14 (Y noanomouennoe nuuo)

CEPTHOUKAT CEPHH LISl JEKAPCTBEHHOT' O CPEACTBA
Iupaueram, TabaeTKH, MOKPHITHIE NIEHOYHON ofosroukoit, no 200 mr

HaumenoBanue npogyKumn

IMupaueram

2 Jlekapcreenuas dopma TaGneTku, NOKPLIThIE NAeHOuNOH obonouxoi, no 200 mr
3 Cuna | TaGaeTka conepxuT: nupaueraMa 200 Mr 8 nepecuere va 100%
AciicTRHA/AKTHBHOCTS BELLECTBO
4 Paimep ¥ THN yNaKoBKH [lo 10 Tabnerok 8 Gaucrepe; no 6 GnucTepos B Nauxe
5  Crpana-npomisoauTent Yxpanua
6  Homep perucTpaunonHoro UA/3622/01/01 (Yxpanua)
CBHACTENLCTRA
7 Homep cepun 2090121
Pasmep cepuu 21 546 yn.
8§  [lata npom3BoacTBa 28.01.2021
9  JlaTa OKOHYAHHA CPOKE no 01.2024
FOAHOCTH
10  Hasanwun, agpeca u Vipauua, 03134, r. Kues, ya. Mupa, 17;
HOMEDPE ANUEHIHN BCEX nwiensus AB Ne598003;
YHMACTKOB NPOM3IBOACTEA W cauaeTenseTeo o6 arrectauun nabopatopuit OKK Ne96
KOIITP(IJIII KauecTRa
11 Ceprudukarst GMP Ne017/2019/GMP no 18.01.2022
Y4ACTKOB, YKaJaHHLIX B
n.10
12 PeayabTaThi anajiu3ion lpuseneHsl B cepTHKkaTe KaYeCTBa
13 Kommentapun -
14 3aseaeune o HacToRiMM TIOATBEPAARIO, HTO BhillieykalaHHas HHQOPMAUHS
cepTHdHKAUNN ABASETCH AOCTOBEpHOH H TowwoR. DTa cepus npoaykuwn Guina
npousseaena  (BKAOYAR ynakosKy/MApKHpPOBKY) H  NpOBEICH
KOHTPONb €€ KAYECTBA HA BBHILCYKA3AHHOM YHacTKe B TOJIHOM
cooreercrauyd ¢ TpeGosanuamu GMP, yCTAHOBNCHMBIMM MCCTHBIM
PerynfTOPHBIM OPraHoM, @& TaKke B COOTBETCTBHH  CO
cnenndHKALMAMH, KOTOPBIE COACPKATCS B PEFHCTPALHONHOM A0CkE.
[IpoTokonbl NMPOHIBOACTBA ObLAH NPOCMOTPEHB W YCTAHOBACHO
coorsercTene GMP
15 ®asmuans, NOANKCH B a
YoanomoMennoe AU 2 u || dare noanucannn

AOKHOCTD AN,
BLULABIIET0 pajpelienne Ha
BBINYCK cepHu

-
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MyGniuwe yewmp My6. 5 eHayswo-np o 10 yenmp
-smmﬁ mammwm 3ABOg» caqvuuroscxm XHMHKO-@APMALIEBTHYECKHA 3ABOO»
Biddin Konmpomo fkocmi @ Omden Konmpons Kavecmeaa
Caigoyreo npo atectayio e NT-410/14 aig 03.12.14 Cengerensctao of atrectauymn Ne NT-410/14 o7 03.12.14
1aane AN “Yxpmerp yiap mea Beigano [T “YxpueTprecTcTanaapt”
Caigoyso npo atectayio Ne 96 sig 20.01,12 Cana CTRO Of aT i Ne 96 ot 20.01.12
BHASH 500 Yxpainu 3 nikag sacobis Bbiano Mocygap A cywGod Y) no P P
Yepaina , 03134, s Kila, syn Mupy, 17 Yipawna, 03134, r.Knes, yn. Mups, 17
Ten 205-41-38, 402.76-36, anc 401-40-36 Tan 20541-38, 402.76-36, daxc 401-40-36

CEPTUD®IKAT SAKOCTI
(CepTudmkaT kavecrsa)
MIPALIETAM
(nupaueTam)

Tabnevku, BKpUTi nniBkoBolo o6onoHkoo, no 200 mr no 10 TabneTok y Gnicrepi, no 6 Gnicrepis y nayui
(TabneTku, NOKpLITLIE NNEHOMHOK oBonoukoi, no 200 mr no 10 Tabnetok B 6nucTepe; no 6 6NMcTepoB B navke)

Ne cepil (cepun) 2090121 KinekicTs B cepil (konuuecrso e cepuu) ___ 21559 wr.,
Dara BupoBHKUTEA (naa npoussoncTea) __ 28.01.2021 2021

BunpoGyBIHHﬂ nposeaeHe arimlo I\le'ro.nla KOHTpOn AKocTi 113 Ne SFP-OOS-OS
(wcnbiTaHus nposeneHsl cornacHo MeTooB KoHTpons kayecTsa JIC Ne SFP-093-05)

Mokaaxmkm AkocTi Kputepll NpPUAHATHOCTI (KPUTEPHK NPUEMNEMOCTH)
PeaynbTaru (pesynbTatel)
(nokasarenu kayecrea) npu BUNYCKY (Npw Bbinycke)
Onue (onucanme) TabneTku kpyrnol HopMK, 3 ABOONYKNOI NOBIPXHAID, TabneTkw kpyrnol Gopmu, 3 ABoONYK-
8xpuTi nniskoBow oBonoxkow, Bl XOBTOro A0 KOPHY- no noBepxHelo, akpuTl nniekoaok
HIOBaTO-XOBTOro Konbopy (rabnerki kpyrnoi dopms!, 060NOHKOK, KOPHYHIBATO-KOBTOIO
C ABOAKOBGLINYKNOA NOBEPXHOCTLIO, NOKPBITLIE NNEHOMHORA Konsopy (Tsﬁmmi KpYrnoA hopmel, ¢
o60NouKOR OT MENTOMD 40 KOPHYHEBATO-MENTOMD LBETa) A p ThiO, NOKPbI-
Toie maumﬁ obonoukod, kopudHesa-
TO-XenToro ysera)
Bignosinae (cootsercrayer)
!mmdnnu.ln (unamnmm)
" (nupat ) A. Metop PX arigno Tecty (metop WX cornacqo tecta) Bignosinae (cooteercrayer)
- amidna epyna (amudwas epynna) B. AxicHa peaxula tnua{mgnm peaxums) Bianoelaae (cooreercrayer)
|Cepeana maca (cpegHan macca ) Bia (071) 242 mr no 268 mr (255 mr £ 5 %) 2559 mr
OaHopigHicTs AOI0OBANKX OAMHHUL Mae elanosinaru suMoram @Y, npuAMansHe YHcno
(0AHOPOAHOCTE AO3IMPOBAHHLIX EAHHMLY) (AV) S 15 %; poapaxyHKOBO-BAroBMA MeTOg 29 %
( [+ b Tpeb roy, np oe

4Meno (AV) s 15 %, pacueTHo-BECOBOR MeTOa)

Cynpoalani aomiwkm

(conyTcTayOWmMe npuMeck) ©
VT ot s He Ginwuwe (He Gonee) 0,2 % <0,06 %
(xamaon u'rnemuoa npMMecH) #i
- cyma gomi i) He Binuwe (1e Gonee) 0,5 % < 0,05 %
PO3YMHBHHA tpamomue) He menwe 75% (Q) 3a 30 xa (He mexee 75% (Q) 3a 30 mun) 100,8 %
MixpoGionoriuna YmcToTa 3 He YMcno aepobHux Mikpoopraniamia
(Muxpobuononeckan YicToTa) (obujee 4MCNO aIpobHiix poop ) - TAMC - Blanosinae (cooreercrayer)
| He Binuwe (e Gonee) 10" KYO (KOE) B 1r
3araneHe Yucno Apixaxoanx Ta nniceHesux rpubis
(ofuiee YHCNO APONOKEBBIX M NNECcHeBbix rpubos) - TYMC - Blanosigac (cooTmeTcTayeT)
He Ginbwe (we Gonee) 10" KYO (KOE)m 1 ¢
Biacyrnlets (oTcyrcTeue) Escherichia coli s 1r Bignosinac (cooteertcrayer)
KinexicHe BHIHaYeHHR Bia (or) 190,0 mr go 210,0 mr (200 mr £ 5,0 i].
(tom«m-emoe onpegenetine ) ¥ Nepepaxyxxy Ha cepedno macy TabneTu 197,8 mr
- nipay (nug ) (CeHyoN;0;) (B nepacyeTe Ha CPEAHIOI Maccy TabneTim)
Ynakoexa (ynakoeka) ; Noaukxen sianoslaatn m:umu HAHA) Bianosiaae (cooTsercraye)
Mapxysanna (Mmapkupoeka) Nosunen sianosigaTk sumoram H
([OrmKeH COOTBETCTBOBATL Tpefoaanuam HL) i b o e
[Tepmin npuaaTHocTi (cpox roaHocTH) 3 poxu (rona) Lo 01.2024

BucHosok BKA: Bianosigae Bumoram Meteaie

Ne SFP-093-05
3aknioyerue OKK: Cootsercrayer TpeGosaHusM :

3a JIC Ne SFP-093-05)

Hay. BKA (OKK): Megewxko O.M. fondEn 0L 204/ p.

Hewtpannuyi;
CK g

A
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*EOPUIAFIBCHKUR XIHIKC-OAPHALEBTHYHIA SABOS

Biddin Renmpome Rrovmf
CeipouTea npo arecTayia Na MT-410/14 eip 03.12.12

fy

D

v BXD3

<BOPILArOBCKISH XHMNKG-CAPMALIES THYECKHR 3AB0R»
Grriden Konumpopas Hevecmean
Cengerentctan off sTracraym e [TT-410714 or G3.12.14

AN Yepratpy empana M Ygpmergresicramept”
CeinouTeo npe atectayin Ne 98 aig 20.01.12 CewgeTonscran off arrecTaym Na 88 o7 200112
N3HE vGoio Ykpalud 2 ni A% 3acofin pwgana Focyasy i cmyfion Yepa e fexaps CPeACTRAM

Vipaina , 03132, s Kuls, eyrMuapy, 37
Ten. 205-91-38, 402-78-16, daxe 401-40-26

CEPTU®IKAT AKOCTI

(Cepruthukat kavecTea)

NIPALETAM

{AnpaueTam)

Yipawss, 03134, r Kues, ya. Mupa, 17
Ton. 205-01-38, 402-76-36, dare 491-40-35

FabRevey, BKPNTI ARIEKOE0IO 0D0NONEGID, No 200 mr no 10 TabneTok y BricTepi, Ro 6 6nic1'epia y nadui
{TEBNETKW, NOKPEITEIG INEHOYHOA oSonoykoi, ro 200 Mr no 10 Tabnetok B GnucTepe; no & GRUcTepce B naHKe)

Ne eepii (cepu)

2110127

KiReKicTE B cenil (konvyecTeo B cepyn}
Aata eppoSuMUTEA (AaTa NPCHU3E0ACTEA)

21800 wy.
28012021 _

Peccrpauiviue noceigyenrs (pervcTpalvor+os canperenscrag) NeUAISE22/01/01 s
Tepmis A poec inore aocaipyeuna HeoGmemeHni (Cook RERCTEN! ALMOHHOIO CRUAETENLCTBE HEOIDAHTEHHGIA
Bunpobyganun nposegene srigro Mevopie kosTponte akoeti T3 Ne SFP-093-05
{MeNLITaHMA NDOESASHR cornacHo MeToaorR koHTPoRA kadecTea fiC Ne SFP-093-05)
Mokazpvky AKCET KpwTepil NPMANATHSCT) (RpUTEPHA NPMEMNEMOCTI)
PesyReTat {pesynkraThl)

(noxasatenn kauecTsa)

npY BARYEKY (MpY ekinycre}

Onue {oRycasve)

Tabnetey «pYrnol GopMu, 3 ABCONYKACK NCBARXHEH,
BXPISTI NRIBKORDIO CBONGMKDIO, Bif MORTRFO RO KOPHY-
HIORATO-KOBTONO KONLopY {Ta0neTn KpYTRGH QOpME,
€ ABOSKOALIAYRNOA NOBEPXHOCTEIN, AOKPLITHE PREHOUHOR
oBonouKked OT HEMTOTD A0 KOMMMHEBATO-KENTOro LreTa}

Tabnaetav Kpymol hopMy, 3 ABOCYK-
ROK ROBBRXHOI0, BKPWTI ATRKOBOK
OBONeHKoWR, KOPWYHIMRATS-KOBTOM
KORLOPY (TaSnevi «nyrnod ¢opMed, ©

LABOREISHINYAION NOBEPXHOCTLID, AGKPL

T™Ie nREHsuroR oFoRoMKDA, KepVUHEBRa-

TR-MENTOr LBeTa)
Bignnelpae (CODTBATCTRYET)

lonewmichikawia (MopeHTadurkausa)
- Ripaueman (Aupausman}

A. Wevog PX aripse vecTy (metog XX cornacHo vecra)

Bianosigae (cooTRETCYBYET)

He Glnbwre (ke Gones) 10° KYO (KOE) e 1 v

- aufdna 2pyna (amudnas epymma) 8, Axicva pearuin (se4ecTEEHHER paaKUA) Binnoeigae (cootReTcTRYET)}
Cepegya Maca (CHeAHAA Macea ) Big {o7) 242 rar 8o 268 mr (255 mr £ 5 %) 256,7 mr
OAHGPIBRICTE AOICHINNE OQUHMLL Mae pignosigati oumoram ADY, apuAMancHe YHCAD
{opH0pOAMOCTE ADIMPOBAHHLIX @RWHLY {RY]} £ 15 %) pOInaXyMEOBO-BAFORMIA MOTOR 24%

{AormKHa COOTRETCTBORATL TReBonaHuam MY, npuemoudoe
vueno (AV) £ 15 %; pac4eTHO-BECHRCH METOR)
Cynperigti aoMike
(conyTeTBYIOWME NpUMECH) 3
"ol G oLae He Gintwe (e Gones) 6,2% <0,05%
(xa®aah 07AenbHOA NpUMELH)

- Cyma OMImOK {CyMma NpuMBcen) He Ginbwe (ve Gonee) 6,5 % <0,05%
Poaunsanns (pacTaopedne) He maxme 75% (Q) 23 30 %8 {ue mexee 75% (Q) 32 30 pud} 1013 %
MikpeBionorivea yugToTa ZaranbHe YUCnS appoGHNX Mikpoopraniamie
(muepoSuononiueckasn HUEToTa) (obuiee yucno aapobHelx MUKpeopraHuamos) - TAMC - <50

#e Ginbure (we Gonee) 10° KYO (KOE) A1 F
AarankHe SUCRo ARPRDKOBKY TA AhiceHesnx: rpubie
{efiLiee YUCRO APOHCKEELTX W NNECHEBLIX rpubos) - TYMC - <10

Bigcytuictn (oveyrerane) Escherichfacol 11

Bigeyrai (oTcyrciEpnaT)

KinkklcHe EMasaveHHa
(xonuHecTBEHHOS DRpEASNEHVE )
- mipatemans {nugaueman) (GeHaaN.Og)

Big (o7} 196,0 Mr ao 210,80 Mr {200 wr £ 5,0 %),
¥ NOpEPAXYHKY Ha Gepeauto Macy TabneTEn
(B NEpECUBTE HA CREHIoio Macey TabreTm)

198,3 mr

¥naugceka (ynakosia)

Noesuren BigNoBigaTH BUMoramM HE

Bignonigas (cooTReTeTRYRT)

{aomuen caoTBETETACRATH TRebC Hl)

MapxyBannA (MapepoRka)

Mosuxen eignoeinaT sumoram HE
{nonwen cooTReTCTAGRATE Tpelosanuam HE}

Bianoeinac {CoXEETCTRYET}

TepmMin NpARATHOCTI (CPaX roaHLETY) 3 pown {foga) e 01.2024
Buchasok BKS: Bignoeigac _Bumoram MeTaaie KOHTRORIO aftgqi_ns Ne SFP-083-08
SakmoueHne OKK: Cooreereieyer Tpelomanusm MIETOR0E x'rSﬁT_-ﬁéﬁa‘K 48T NG Ne SFP-093-05)
‘ " " ) i
Ha4. BKA 0k :  FNegemko O.N. i o AD w 0 2 -’ﬂﬁ n.

* pgLonee




@ EXD3

NYEJEYHOE AKIMOHEPHOE OFIECTRO «HAYUHO-IIPOMZBOACTBEHHME
DNEHTP «BOPHATOBCKHH SAMMKO-0APMALERTHYECKIAH 3ABO»

Yrpausa, 03134, r. Kunes, yr. Mupa, 17

Tea. (+38044) 205-03-10, 205-41-10;

(+38044) 205-03-83, (+38044} 205-03-14 (Ynonsomouentos auuo)

15

CEPTHOHUKAT CEPHH AJis1 JEKAPCTBEHHOIO CPEACTBA
Tupaveram, TabaeTn, TOKPLITHIE NACtHouHo# o6oacuxoil, o 200 Mr

Haumenosanue NRoIYKIMH
Jlexapernennan Gopma

Cuna
AeficTRuA/ AKTUBHOCTD

Pazmep H THN YH2KOBKH
Crpana-nponsBoAuTEN,

Hemep perucTpandoinero
CEHALTENLCTBA
Homep cepnn

Pasmep cepru
JaTa npou3BoacTea

Jata oroudanua CpoKa
TOAHOCTH

Hazeanpa, agpeca u
HOMEPa ARDEHIAN BCCX
YHACTKOB APOMIBOACTR2 H
KOHTPONS Ka4ecTRa
Ceprudurarsi GMP
YHACTHOB, YKA3aRHKBIX B
n.16

PesyanTaTht ABANN30E

Kommentapun

3agBiienue 0
CEpTHOMKABHNY

@ampard, NoANUch #
BOSKAGCTD ABNA,

BERIARMIETO PAIpEMICHNE HA
BBIEYCK CCPHR

gy
¥
M
v
o2
wied

NFLy

D

Hupaneram

TabneTky, NOKpLITHIC nacHoYHoH obonoukol, fio 200 mr

1 TaBneTka copepxuT: nupauerama 200 mr 8 nepecuete na 100%
BEMICCTRO

o 10 Tabaerok & GaucTeps; nio 6 6AMCTEPOB B na4ke .

Vipauna

UA/3622/01/01 (Yrpauna)

2116121

21784 ya.
29.01.20621
ao 01.2024

Yipauna, 03134, . Kues, ya. Mupa, 17;
nunenzua AB Ne5S98003;
cEMAETEnECTRO 0b atrecTaiuy nabopatophit OKK Ne96

Me017/2019/GMP o 18.01.2022

Tlpuecaentl B cepTubuKate Ka4ecTea

HacTosiuM TOATBEPKAAI0, UTC RBUMEYK23AHWA MHGOPMAHUA
sRAsercs GOcToRepHoli # Toumoll. Dra cepus RPOJYRUEH 6bina
npouzpencHa  (BKAOYAR ynakoBKy/MapkKpoBKY) M mpoBCheH
KOHTpONh € Ka¥ecTBa M2 BRLIMEYKASARHOM yYacTke B ROIHOM
cooTRercTEMM ¢ TpeOoBauusmy GMP, YCT2HOBNCHHBIME MECTHEM
PEryNSTOPHRM  OpraMmoM, 24 Talxe B COOTRETCTBMM €O
cneuudHKaUMAME, KOTOPHIS COACPHATES B PETHCTPAUMOHHOM NaChE.
[TpoTokofs! MpPOM3BOACTEA GbllM NMPOCMOTPEHBl W YETAHORICHO
cooteetcTere GMP

16.63.2021 r.

Vroanomoueanoe SHi6S JlaTa nognacanna
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