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NVBEJIMYHOE AKITHOHEPHOE OBILECTBO «HAYUHO-TTPOIBBOACTBEHHBI
UEHTP «5OPLIATOBCKHIT XHMITKO-®APMAUEBTHUECKHIT 3ABOI»

Ykpauna, 03134, r. Kues, yn. Mupa, 17
Tea. (+38044) 205-03-10, 205-41-10;
(+38044) 205-03-83, (+38044) 205-03-14 (YIOIHOMOUCHIOE JHLO)
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CEPTU®UKAT CEPHUM IJIs1 JEKAPCTBEHHOI'O CPEJICTBA
Ubynpoden, TabeTKH, NOKPLITbIE MJIEHOUHOI 060J10uK0#, o 200 Mr

Hanwmenosanue npogyKunu
Jlekapcrennasn gopma

Cuna
aelicTBHA/AKTHBHOCTDL

Pasmep o THI YIAKOBKYH
Crpana-npoussoanTes

Homep perncrpanuonsoro
CBHAETELCTBA
Homep cepun

Pasmep cepun
Jara npoussoacrsa

JaTa okoHuanug cpoka
FOAHOCTH

Haspanns, agpeca u
HOMEPA JIMLEH3NH BCeX
YY4CTKOB NPOH3BOACTBA U
KOHTPOJSA Ka4yecTBa
Cepruduxarsl GMP
YUaCTKOB, YKa3aHHbLIX B
.10

Pe3yJibTaThl aHANH30B

Kommenrapun

3asuBienne o
cepTuhuKALHY

Damuaus, HOAMICH M
JOJKHOCTL JIHILA,
BBLIIABILErO pa3pelucHiie Ha
BLINYCK CePHM

Hoynpoden
Tabnetku, nokpeiThie MIECHOYHOI 0Go0UKOH, 110 200 MI

1 Tabnerxa comepxut: nbynpodena (B nepecuere Ha cyxoe
BetecTso) — 200 mr

Ilo 10 Tabnetox B Gnuctepe, 1o 5 GAMCTEPOB B nauke
Yxpausa
UA/3304/01/01 (Yxpauna)

1891120

26 820 yn.
20.11.2020
no 11.2023

Vxpauna, 03134, r. Kues, yn. Mupa, 17;
Anuensus AB No5S98003;
CBHAETENLCTBO 00 arTecTauuy naboparopuit OKK Negé

Ne017/2019/GMP no 18.01.2022

IlpuBeneHsl B ceprudHKaTe KayecTsa

Hacrosuam noatsepxnaio, 4TO BhIlEYKazaHHas HHDOpMaLs
ABAAETCS JOCTOBEpHOH W TouHolf. DTa cepist npoiykuuy Obina
npousseseHa  (BKkmOvas  YHAKOBKY/MapKHpPOBKY) M npoBeaci
KOHTPOJIb €€ Ka4yecTBA Ha BHILCYKA3AHHOM YHACTKE B NOJHOM
COOTBETCTBMH ¢ TpeGosanuamu GMP, YCTaHOBAEHHLIMH MECTHLIM
PETYNATOPHLIM  OpPraHoM, a TaKke B COOTBETCTBHH  CO
crneuOHKANUAMH, KOTOPbIE COREPIKATCS B PErHCTPALHOHHOM A0CHE.
IMpotokomsl npon3BoicTBa ObLIH HPOCMOTPEHBI M YCTAHOBJCHO
cooreercTene GMP

Ianamapuvk E.A.

YuoaroMouennoe Jnio

1 18.12.2020 1
Harwnomincanns
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{Ty6niuve akuionep P «Hay P il yeHmp Ny6nuynoe axuuoneproe o8uiecmeo «HaywHo-np AcmeenMbill tenmp
«BOPLYATIBCBKUA XIMIKO-®APMALIEBTHYHII 3ABOA> «BOPUIATOBCKUA XUMHKO-OAPMALEBTHYECKUA 3ABOL»
Biddin Konmpomio fAxocmi Omden Konmponsn Kavecmea

Csigourso npo atecrauiio Ne NT-410/14 sig 03.12.14
aupase AN "Yxkpmerprecrcranpapr”

Csigourso npo arecrauic Ne 96 sin 20.01.12
Bupane fepxasHoic cnyxBoio Ykpainm 3 nikapcekux 3acobis
Yrpaing , 03134, m.Kuie, Byn,Mupy, 17
Ten 205-41-38, 402-78.36, chanc 401-40-38

Cauaerenscrao of aTrectauuy Ne (1T-410/14 ot 03,12.14
sbinaro M "Ykpmerprectcrangapr”

Cewnerenscrao of atrecraum Ne 96 or 20.01.12

By aHO0 TocyaapcTaeHHOM Cnyx30A YKDanHbl N0 NeXapCTaeHRbiM CpeacTaam
Yipauna, 03134, r Kues, yn. Mapa, 17
ten, 205-41:38 . 402.76-36, akc 401-40-36

CEPTUDIKAT HAKOCTI
(CepTuchuxar kauecTsa)
IBYNPO®EH

{vbynpocbeH)
rabneTku, BKpUTi NNiBKOBOK 060NOHKOI0, No 200 mr, no 10 tabneTok y 6nicrepi, no 5 Gnicrepis y nayui
(raBneTku, NOKPLITHIE NNEHOMHON! oGonoukol, no 200 mr, no 10 tabnerok 8 Bnuctepe, no 5 Gnucrepos B navke)

N2 cepii (cepun) 1891120 KinbkicTb B cepii (konuuectso B cepun) 26831 wr
[data BUpOBHUUTBA (aaTa NPOWIBOACTEA) 20.11.2020
Peccrpauinne nocsinyenns (pe uworHoe cengeTenscrso) NeUA/3304/01/
Tepmis Ali peccrpauliHOro Nocs! MEXEHUIA (CDOK AeicTBun rUCTPALMOHHOIO reuaeTent:CTaa HEorpaHnieHHbIA}

BunpobysaHus nposeaeHe 3rinno Metoais Kontponto Akocti 113 Ne SFP-078-06
(nCribiTaHUA nposeaeHsl cornacko Metoaos Kontpons Kavecrea JIC Ne SFP-078-06)

Moka3HUKKN AKOCT
(noxasartenu xauecrea)

Kpurepil npuitnaTHocT! (xpurepnu npuemnemocTy)

Npw sunycky (npu abinycke)

PesynsTati (pesynsrartii)

Onuc (onucanue)

Tabnetxu kpyrno¥ hopMu, BKpuTi nniBkoBoo 060noHKo0

POXEBOIO KOMLOPY, 3 ABOONYKNOIO NoBepxHelo. Ha nonepauHoMy

po3nami BUAKO AAPO, OTOMEHE Wapom NNIBKOBOY ofonoHku
{TaGreTkh KpYrnoR GOpMs!, NOKPHITHIE NNEHOUHOR oBonoukon
PO30BOrG UBETA, C ABOAKOBLINYKNON NOBEPXAOCTSI0. Ha NOTEPEUHOM
PAANOME BUAHO AAPO, OKPYKEHHOE CIOBM NNEHONHOR ofonoUrw)

Bianosinac (coorBevcTayeT)

inenTudikauin (upeHrudnkauns)

A, CD-meToA B8ianoBiAHO A0 TEGTY
(CO-meTon B COOTBETCTRUN C TECTOM)

Bianoainae (cootsercrayeT)

B. Metoa PX sianosiavo no vecry
(meTos XKX B COOTBETCTBUN C TECTOM)

Bianosigac (coorsercrayer)

Cepeann Maca (cpeanss macea ) Big {o7) 300 mr 80 330 mr (315 mr £.5:%) 314,0 mr
OnHOpiAHICTL A030BANUX OAWHUIL Mac signosigaru sumoram QOY/E®, AVS156,0 %, pospaxyH-
(0AHOPOAHOCTE AO3NPOBAHHBIX @ANHNL) KOBO BAroBWA METOA (A0NXKHE COOTRETCTBOBATL Tpeliosa- 6,9 %
Huam FOY/ED, AVE15,0 %, pacyeTHO-BECOBON METOA)
CynposiaMi aoMiwkn [Domiwxa (npumecs) B - He Binwiue (ne Gonee) 0,3 % <0,3%
Bynaw-aka iHuwa gomiuka (nobas apyras npumece) - <03%
e GinLue (He 6onee) 0,3 % ’
Cyma aoMiwok (cymma npumeced) ve Binbwe (He Gone?2) 0,7 % <0,7%
Po3unHeHHn (pactaoperue) He mexwe 80 % (Q) iGynpodeny 3a 45 xa, 1001 %
(ne menee 80% (Q) wbynpodena 3a 45 M) '
Mikpo6ionoriuna yucrora 3aranuie YMCNO aepobrux MixpoopraHiamia
{MuxpoBuonoruyeckan YueToTa) {oBuiee yucno aapoBubix MAKPOOPTaHNIMos) -TAMC - < 100
ne Binbwe (He Bonae) 10°KYO (KOE)a1r
3aranbHe YRG0 APHKMKOBMX Ta nniceHgaunx rpvbis
(obluee yucno apoxckessix # nnecHesbix rputos) -TYMC - < 50

e Ginbwe (He 6onee) 10 KYO (KOE) B8 11

BiacyTHicTe (oTCyTCTBUE) ESCherichia coli

Bincyrui (oTeyrerayior)

KinoxicHe BU3HAMEHHA
{KONUYECTBEHHOE OnpejeneHue )
16ynpocpen (UBGynpoghen)
(C13H4502)

Big (o1) 190,0 mr a0 210,0 mr (200,0 Mrx 5 %),
B NEPOPAXyHKY Ha CepeaHio macy onHic! rabnerku
(B nepecyeTe Ha CPEAHIOID MaCCy OAHON Ta0NETKY)

AR

oF e
STARC T,
~ WHUM

S 3

Ynakoeka (ynakoska)

Nouuren sinnosigar sumoram H
(nonxen coorsercTeoBars Tpebosanuam Hi)
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r\s, oBifac (cooThercTayeT)
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MapkysaHHsa (Mapkuposa)

Nosunen sianosigaru sBumoram HA
(nonxeH coorseTcraoears TpeBosanuam HJ)
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Tepmin NPMAATHOCTI (CPOX FOAHOCTH)

3 poxu (roaa)
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BucxoBok BKA:

Binnosipac

BUMOTaM onis Koxrponto fikocti N13 Ne -SFP~D78-0§‘\:_
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NYBJINYHOE AKIIMOHEPHOE OBUIECTBO «HAYYHO-TIPOM3BOJCTBEHHDIf
LEHTP «BOPHIATOBCKHI XUMHKO-®APMALIEBTHYECKH 3ABO»
Yxpamuna, 03134, r. Kues, yn. Mupa, 17

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

(+38044) 205-03-83, (+38044) 205-03-14 (YnonnoMouenHoe 11u0)
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CEPTUOUKAT CEPUH JJISI JEKAPCTBEHHOI'O CPEACTBA
Hb6ynpoden, TabieTks, NOKpbIThIE NJIEHOYHOI 000104K0H, 0 200 Mr

Haunmenosanue npogykuun
JlexapcTBennas ¢popma

Cuna
AeHCTBHS/AKTBBHOCTL

Paamep H THI YNAaKOBKH
CTpana-npomnonnTenb

Homep perncTpanuoHHoro
CBHETEJILCTBA
Homep cepun

Pazmep cepun
Jlata nponsBoactaa

JlaTa OKOHYaHMSA CPOKA
FOLHOCTH

Ha3zsanus, agpeca u
HOMeDa JIHLIEH3HH Beex
Y44CTKOB [IPOH3BOACTBa H
KOHTpOJIA Ka4yecTBa
Ceprudukaral GMP
YYACTKOB, YKa3aRHbLIX B
n10

PesynnTaTsl aHau3oB

KoMmeHnTapun

3asiBnenne o
cepTHHKALNH

damuans, NoANKCH H
AOJKHOCTD JINNQ,

BbhLAABLICrO pa3pewieHne Ha

BbINYCK CEpHH

e

N6ynpoden
Ta6netku, nokpsiTbie nieHoyHOH 060n0uKOH, 10 200 Mr

1 Ta6nerka conepxuT: HGynpodeHa (B nepecueTe Ha CyXoe
BElECTRO) — 200 mMr

Io 10 Ta6nerok B Gnuctepe, no 5 6.aucTepoB B nauke

Vkpausa
UA/3304/01/01 (Yxpauna)

2101220

26 342 yn.
16.12.2020
no 12.2023

VYxpauna, 03134, r. Kues, yn. Mupa, 17;
nuueH3ns AB Ne598003;
CBHAETENLCTBO 06 aTrecTauuu gaGopatopuit OKK Ne96

Ne017/2019/GMP no 18.01.2022

TTpuBeaetsl B cepTdHKaTe KayecTsa

Hacrosuumum noaTBepxiato, 4ro BbiueyxasaHHas HHQOpMaLHsA
ABNAETCA AOCTOBEPHOH M TOHHOH. DTa Cepus mnpoiykuuH OGbina
npousBeAcHa  (BIUTIOYAs — YMaKOBKY/MapKHDOBKY) M IpPOBEACH
KOHTPOJIb €€ KaueCTBA Ha BHIMICYKA3aHHOM YYACTKE B 10JHOM
COOTBETCTBHH ¢ TpeGoBaHusaMu GMP, ycTaHOBNEHHBIMM MECTHRIM
peryasTOPHBIM ~ OPraHoOM, a Takke B  COOTBETCTBHM  CO
cneuu(HKALHAMHE, KOTOPbIE COAEPHKATCA B PELHCTPALHOHHOM JOCHE.
[TpoTokone!l NpoH3BOACTBA GHIAH NPOCMOTPEHB! M YCTAHOBJIEHO
coorsetcreie GMP

o8 "Y‘”a”ﬁa >
ko-tha,”
St+“\:'a“w, Hiey s 'Y

14.01.2021 r.

Jara noanncanusn

Hanamapuyk E.A.

Ynoanomouennoe Auuo
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My6nlyne axyionep p «Hay up 0 yenmp TNy6nuvroe akyuoHepHoe obuiecmeo «Hayyno-npou3sodcmeeHtuid uenmp
«BOPWAIBCHKHA XIMIKO-OAPMALEBTHYHMA 3ABO, «BOPLYAT OBCKHA )MMHKO-OAPMAL[EBTH‘IECKW 3ABOL»
Biddin Kowmposio Sixocmi Omden Konmponn Kavecmea
Ceigoyreo npo atectauito Ne MT-410/14 sig 03.12.14 CauaeTenbcTeo of aTrecTaumun Ne NT-410/14 o7 03.12.14
suaane AN "YxpmeTpTectcrangapt” BchB M "YxpmeTp Rapr”

CeigouTec npo atecrauito Ne 96 sig 20.01.12

=

CewaeTenscteo o6 aTrectauuy Ne 96 or 20.01.12

suaare [lepxasHow Ciy

Yxpaliuy 3 nikapcbimx 3acobis BbIAAHO F'OCYAap yxBoi ¥kp

0 nexap W CpeACTRaM

Yupaina , 03134, m.Kuis, syn.Mupy, 17
ven. 205-41-38, 402-76-36, daxc 401-40-36

CEPTUDIKAT AKOCTI

(Ceprudchurar kauecrsa)

IBYNMPO®EH
(SynpocpeH)

Ypauns, 03134, r.Kues, yn. Mups, 17
ven. 205-41-38, 402-76-36, dhawc 401-40-38

TabneTku, BKPUTI NNiBKOBOI 060/10HKO10, NO 200 M, NO 10 Ta6netok y 6nicTepi, no 5 Gnicrepis y nayui
(Tabnetku, ROKPLITLIE NeHouHoR oSonoukol, no 200 mr, no 10 Tabnerok B Gnucrepe, no 5 Gnucrepos 8 nadke)

Ne cepii (cepun) 2101220 KinbkicTe B cepil (konu4ecTso B copui) 26353 wr
ara HMUTBa (nata npoussoscraa)  16.12.2020

Peectpauyiine no YeHHS (perucTpaunonxoe cauaertenscrao) NeUA/3304/01/01

HHA HEOOMENeHWH edcT €rneTpaLNOoHHOT eTenbeTBa Heorpanuyerkpif)

Bunpo6yBanns nposeaeHe 3rigHo Meroais KoHTponio flkocti N3 Ne SFP-078-06
(vcnbiTanus nposegeHsl cornacHo Metogos Kortpons Kauecrsa J/1IC Ne SFP-078-06)

Tepmin giv ayifiHoOro No

Moka3HMKKU AKOCTI
(noxasavenu ka4ecTsa)

Kpurepil npuAHATHOCTI (kpUTepuu nprMemMnemocT)

Mpwn BUNYCKY (Npy BLINyCke)

PesyniTaTh (pesynbTarbi)

Onuc (onucaHue)

TabneTku Kpyrnol hopMH, BKPHTI NNiBkoBoI0 060NOHKOK

poanami BUAHO AAPO, OTOYEHS WapOM nnisxoBoY 0G0NOHYXWN
(tabneTku Kpyrnoi PopMb), NOKPLITHIE nnenouHo o6onouxoi
PO30BOrO LBETA, C ABOAKOBBINYKNOH NOBEPXHOCTBLIO. Ha nonepeyHom
pa3nouMe BUAHO ALPO, OKPYKEHHOE CROEM nnexHounon oGonouim)

POXEBOro KOnsopy, 3 ABOONYKNOK NOBEPXHEN. Ha nonepeuromy|

Bianosiaae (coovseTcTayeT)

IaexTudbixayin (waenTndukalms)

A. C®-meTOA BiANOBiAHO AO TECTY
(C®-merToa 8 COOTBETCTBUN C TeCTOM)

Bianoslaae (cooTeeTcrayer)

B. Metoa PX BianosigHo A0 TecTy
(meTtog XX 8 cooTBETCTBMA C TECTOM)

Bianosigac (cooTeeTcTayer)

CepeaHs Maca (CpeaHsa macca ) Big (o) 300 mr a0 330 mr (315 mr 2 5 %) 320,0 mr
OnHOPIAHICTE A030BaHNX OAUHULL Mac Bignoslaatn Bumoram 1OY/EP, AVS15,0 %, po3paxyu-
(ORHOPORHOCTb A03UPOBAHHVIX EAUHALY) -KOBO BaroBMi METOA (AOMKHa CooTBBTCTROBATS Tpebosa- 54 %
Husam FOY/ED, AVS15,0 %, pacHetHo-BecoBOi METOA)
CynposinHi AoMIwKu Domiwxa (npumect) B - ve Ginbwe (e Gonee) 0,3 % <0,3%
Byab-naka iHwa paomlwka (noBan Apyras NPUMecs) - <0.3%
He Ginbiue (He Sonee) 0,3 %
Cyma aomilwok (cymma npumecei) He Ginbuwe (He Gonee) 0,7 % <0,7%
PO34MHEHHA (pacTBOPEHNe) He Monwe 80 % (Q) i6ynpodcheHy 3a 45 xa. 936 %
(e meree 80% (Q) ubynpochena 3a 45 MuH)
MikpoGionori4ia YMcToTa 3aranbHe YMCno aepoGHUX MikpoopraHiamis
(MuKkpoBMOnoruyeckan YucroTa) (obLyee 4ucno aapoBHbix mMukpoopraHuimos) -TAMC - <100
He Ginwiue (He Sonee) 10° KYO (KOE)m 1+
3aranbHe YACNO APPKAKOBHX Ta niliceHeBnx rpwbia
(oBWee YUCNO APONOKEBLIX W NNECHeBLIX rpuGos) -TYMC - <50

He Ginbie (ve Gonee) 10° KYO (KOE)B 1T

BiacyTHicTe (o1cyTcTane) Escherichia coli

Biacysi (oTcyTCTRyIOT)

KinekicHe BU3HaYeHHA
(KonnuecTeexHoe onpeaenexue )
16ynpogben (uBynpogheH)
(Cy3H103)

Bia (o7) 190,0 mr fi0 210,0 mr (200,0 mr £ 5 %),
B NepepaxyHKy Ha CepeaHIo Macy oAHicl Tabnerku
(8 nepecyeTe Ha CPEAHIOID Maccy oAHon Talnetku)

199,3 mr

YnakoBka (ynakoska)

NoeuHeH Bianosiaat Bumoram HA
(AOMXEH COOTBETCTBOBATL TPEGOBBHUAM HO)

Bianonlaae (cooTeeTcTeyeT)

MapkyBaHHa (MapkupoBKa)

NoeuHex Bianosinatu Bumoram HA
(AOMKeH COOTBETCTBOBATL TpeboBanuam H)

Bianosiaae (cooTeercTayeT)

Tepmix NpnaaTHOCTI (CPOK TOAHOCTH)

3 poku (roga)

fo 12.2023

BucHosok BKAl:  Binnosinae
(3axniouenue OKK:  CootsercrayeTt

Hay. BKA (OkK): TNeaeuwko O.M.

TpetosaHnaM

Bumoram Metoais Konrponto flkocti 113 Ne SFP-078-06
ETOROB Ko} caupetEPAG Ne SFP-078-06)

(24 204/ p.
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Ny6nusKoe axyuonepros oBecmeo «Hayyno-Npou3Iaodcme eNmbiD yeHmp
«EOPUIArOBCKHA XHMHKO-CAPMALIEBTHYECKHH 3ABOd»
Omden Konmpona Kavecmea
Cougerenscrso of aTrectaumu Ne NT.-410/14 o1 03.12.14
Bbigake M1 “YkpmeTprectcrangapr”
CauzerenncTso o0 arrecraywa Ne 96 ot 20.01.12
BblAans MOCyAapCTee ROl CNywGOoR Yipanrbl N0 NEXapCTBEHHbIM CPEACTERM

MyGniune axuonepre MoSAPUCMEO tHaYK0QO-GUPOBHUNUD YONMP
«BOPUWATIBCLKHA XIMIKO-OAPMALEBTHYHHNA 3ABOAs
Biddin Konmponwo Skoemi
Ceiacurao npo atectauyio Ne NT-410/14 eig 03.12.14
sraane [IN "YepmerprecTeTangapr”
CBiaoyTB0 NPO aTecTauyio Ne 96 Big 20.01.12
Bugane fJepxasno cnywBoi0 Yipaind 3 nikapcokux 3acobie

D
BXD3

Yepawsa, 03134, r.Kees, yn. Mupa, 17
ron, 205-41-38, 402-76-38, pauc 401-40-36

Yepaina 03134, m Kuim, wyn Mapy, 17
Ten 205-41-38, 402-76-36, paxc 401-40-36

CEPTUND®PIKAT AKOCTI
{CepTudumraT kavecTsa)
IBYNPO®EH
(vBynpotben)
rabnerku, expuri nniskosoro oBonowkoo, no 200 mr, no 10 raBnerox y Bnicrepi, no 5 Snicrepis y nauui
(TaGneTki, NOKpLITLIE NNEHOMHOM 06oNoNKoR, no 200 Mr, no 10 TabneTok & GnncTepe, no 5 BnUcTepos 8 navke)

N¢ cepii (cepuu) 2111220 i il (konuyecreo wy 27011 wr
ara HUUTBA (faran 1 17.12.2020
T iMH iQYeHH M HOHHO! NbCT|

(ncTbiTakks NpoBeaeHs! cornacke Metogos Koktpons Kavectsa JIC Ne SFP-078-06)

NoKa3Hwku AKoCTI
(nokasartenu xasecrea)

KpuTepii NpUAKATHOCTI (KpUTEPUX NPUEMNEMOCTI)

Mpux BUNyCKy (Npu BbINyCKe)

Pedynerary (peaynsTaThi)

Onuc (onucanue)

TaBnerxu xpyrnoi dopmu, BXpuTi nniekosow oBonoHkow
poxesora KONLOPY, 3 ABOONYKNOK NoBepxHen. Ha nonepevnomy
poanami BHAHO RAPO, OTOY@HE WAPOM NNIBKOBOT 060NOHKK
(Tabnerka kpyrnoi GOPMsI, NOKDLITLIE NNEHONHOA 080NOUKOA
PO30BOTO UBeTa, C ABORKOBLINYKNOA NOBEPXHOCTLO. Ha nonepesHom
painome BUAHO AADO, OKPYKEHHOE CNoeM NNEHOHHOM ofonoyku)

Bianoeipac (cooreercrayer)

laenTrdikauin (naenTudukaymns)

A. C®-meton Blanceingno no Tecty
(C®-meT0a B COOTHETCTBHM C TECTOM)

Bianosigac (coorsercrayer)

B. MeTog PX sianosiane go tecry
{mMeT0a XX 8 COOTBETCTBMM C TECTOM)

Bignoeigac (cooteercieyer)

CepeaHn maca {cpeaHan macca )

OaropinnicTs 4030BAHKX O4MHWLL
(CAROPOANHOCTD AOIUPOBAHHBIX 84 MHWLL)

Cynposigxi aoMiwkm

PoJ4nHeHHA (pacTsopenue)

MikpoBionoriyka wmcroTa
{MukpOGUONOrMYECKas YHCTOT)

Bia (ot} 300 mr o 330 mr (315 mr 2 5 %) 319,5 wr
Mac slanosigatn sumoram APY/EP, AVS15,0 %, pospaxym-
KOBO BaroBWA METOA (AONXHKE COOTBETCTROBATs Tpebosa- 31 %
nuam FOY/E®, AVS15,0 %, pacueTHo-BeCOBORA METOR)
Lomiwka (npumecs) B - ve Binbwe (e Gonee) 0,3 % <0,3%
Byab-aka inwa aomlwka (nwbar Apyras npumecs) - <0.3%
e Ginbwe (ve Gonee) 0,3 % i
Cyma nomiwok (Cymma npumeced) He Ginbwe (He Gonee) 0,7 % <07 %
He moHwe 80 % (Q) iBynpodeny 2a 45 xB. 96.7 %
(ve mewnee 80% (Q) ubynpodena 33 45 Mun)
3araneske Yucno aepobuux mikpoopraxiamis
(obwee yucno aapolbHbix MAKPOOPranuamos) -TAMC - <100
ne Binuwe (ke Gones) 10° KYO (KOE) 811
3aransHe YMCNOC AphKAXOBUX Ta nniceHeBrx rpubis
(o6wee Yueno APONOKEBLIX W NNECHEBLIX rpuboe) -TYMC - <50

e Ginbwe (e Gonee) 10° KYO (KOE)B 1T

BlacyTHicTe (oTCyTeTRMe) Escherichia coli

Biacyrnl (orcyrcrayor)

KinbkicHe BMaHaveHHa
(KONU4BCTEEHKOR Onpesenenie )
iGynpoghen (LUEynpoghen)
(CrHuO3)

Bia (o1) 180,0 mr go 210,0 mr (200,0 Mr £ 5 %),
B nepepaxyHky Ha CepeaHic macy oaHiel TabneTim
(B nepecueTe Ha CPEARII0 Maccy OAHOR TaBnerkn)

199,2 wr

Ynaxoexa (ynaxosxa)

Nosunen Bianosigat BuMoram HI
(A0mxen cooTeeTcTEOBaTL TpEboBaHUAM HU)

Bianosigac (cooteeTcTByeT)

MapxyBanHa (mapxupoexa)

MosuHeH Bignosinath sumoram HY
(aonxeH cooreercraosate Tpebosanwam HI)

Bianosigac {coorsercreyer)

Tepmin 1puaarHOCTi (CPOK roagHOCTH) 3 poxu (ropa) Lo 12,2023
BucHosok BKA: Bianosinac  sumoram Mevopis Kontpono fxkocTi /13 Ne SFP-078-06
(Sakniouenue OKK: _ CootsetcreyeT  TpeGosaHuam Me NC Ne SFP-078-08)
Hau. BKA (OKK):  Tenewko O.N. [ "% Y m or 20A/p.
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MYBJAHYHOE AKIIHOHEPHOE OBHIECTBO «HAYYHO-NPOH3IBOACTBEHHBIN
HEHTP « BOPIHATOBCKHIT XHMHKO-®APMALEBTHMECKHI 3ABOI»
Ykpauna, 03134, r. Kues, yn. Mupa, 17
Ten. (+38044) 205-03-10, 205-41-10;

@ XD

(+38044) 205-03-83, (+38044) 205-03- 14 (Ynoanomouennoe anuo)

CEPTHOUKAT CEPHH AJIs1 JEKAPCTBEHHOI'O CPEICTBA

Héynpoden, TabaeTku, NOKPLIThIE NIeHOYHOIT 060104K0i1, Mo 200 mr

HaumenoBanue npoayKuHH

HUoynpoden

2 Jlekapcrsennan gopma Tabnerku, nokpeiThie naeHo4YHOH obonoukoii, no 200 mMr
3 Cuna 1 TabneTka coaepxkuT: HGynpodeHa (B nepecueTe Ha Cyxoe
AelcTBHA/AKTHBHOCTD peugecTBo) — 200 Mr
4 Paszmep H THI YNaKOBKH Tlo 10 TaGnetok B 6nuctepe, no 5 64HCTEPOB B NAYKe
5 CrpaHa-npoH3IBOAHTE b YxpauHa
6 Homep pericrpauHonuoro UA/3304/01/01 (Ykpauna)
CBHACTENLCTBA
7 Homep cepun 2111220
Paszmep cepun 27 000 yn.
Jarta npowsBogcrsa 17.12.2020
JaTa OKOH4YAHKA CPOKA a0 12.2023
TOAHOCTH
10 Ha3ssauns, agpeca i VYxpauna, 03134, r. Kues, ya. Mupa, 17;
HOMepa JAHUCHINHE Beex AnueHaus AB Ne508003;
YY4CTKOB NPOH3BOACTBA H cauaeTenseTno 00 aTrectanuu raboparopsit OKK Ne96
KOHTPOJ/IA KAauecTsa
11 Ceprudnkarei GMP Ne017/2019/GMP no 18.01.2022
YYACTKOB, YK212HHLIX B
n.10
12 PesysbTaThl aHATHIOB [Ipusesenst B cepTiukare Ka4ecTna
13 Kommentapuu B
14 3asBacHwe 0 Hacrosiuum NOATBEPkAAI0, HTO BblLICyKazaWHas HHpOPMANHa
cepTHOHKAUKH ABASETCA NOCTOREpHOil W TouHOM. 3Dra cepus npoaykunn Owina
npouaBejeHa  (BKAKYAR  YNAKOBKY/MapkHpOBKY) M MpOBedeH
KOHTPONh €€ Ka4yeCTBA HA BhILUCYKAIAHHOM YWACTKC B MOJHOM
cootercteuu ¢ tpebopannamu GMP, ycTaHOBAEHHBIMH MECTHBIM
p&l'yﬂﬁTOthlM OpraHoMm, a TAKKE B COOTBETCTBHH co
cricunHKAUHAMH, KOTOPhIE COJACPKATCH B PCrHCTPALHOHHOM A0Cke.
[Iporokonsi Mpow3BocTsa ObIM NPOCMOTPEHBI K YCTAHOBACHO
coorsercTeHe GMP
15  @aMuius, noanHeh H Manamapuvk E.A. 4.01.2021 r.

DOJIKHOCTD JHUA,
BbIIaBUIEro papeuieHie HA
BBINYCK CEPHH

¥YnoaxoMouentoe A0 MaTa noanncanns




My6Gniyne axyioHepHe moeapucmaeo «HayKoeo-aupoBHUYUT yenmp My&nuyrnoe akyuonepHoe obujecmeo «Hayyno-npouaeodcmeennbiil yeHmp

«5OPUAIIBCbKHA XIMIKO-®APMALIEBTHYHHA 3AB Of» «50PLUATOBCKHIA XHMHKO-®APMALEBTHYECKHHA 3ABOL»
BIodin Konmponwo Axocmi Omden Konmpona Kavecmea
Celaoureo npo atectauio Ne MT-410/14 sig 03.12.14 CeraeTenscTso o6 aTrecTaumu Ne MT-410/14 o1 03,12,14
suaane [N "YpmeTprecTcrangapt” Ech3 sbiaHo M "YxkpmeTprectcrangapr”
Csigouteo npo atectaulio Ne 98 sig 20.01.12 CengeTensctso of arrectaumm Na $6 or 20.01.12
suaaHe [lepxasHow cryxSoik YxpalHk 3 nixapcexux 3acobis BbiaHO MOCYAapPCTBEHHOR CyXGOR YKDauHb! NO MNEKAPCTBEHHbIM CPBACTBaM
Yxpaina , 03134, m.Kuis, syn. Mupy, 17 Yipawa, 03134, r Knes, yn. Mupa, 17
Ten. 205-41-38, 402-76-36, paxc 401-40-36 Ten. 205-41-38, 402-76-38, cpaxc 401-40-36

CEPTUDIKAT AKOCTI

(CepTudpukaT kavecTsa)

IBYNPO®EH
(nGynpocpeH)
Tabnerku, BkpuTi nniskoBoto o6onoHnkow, no 200 mr, no 10 TabneTok y 6nicrepl, no 5 G6nicrepis y navui
(TabneTku, NOKPbITLIE NNeHo4HoR 060no4KoM, no 200 mr, no 10 TabneTok & GnucTepe, no § 6nucTepos B navke)

Ne copll (cepun) 2121220 KineklcTe 8 cepil (konuyectso & cepun) 27335 wr

B Tan 18.12.2020

Bunpoﬁyaaunn nposeaeHe 3rlaHo MeToals KonTponio Akocti J13 Ne SFP-078-06
(4enbiTaxna nposefeHs! cornacHo Metogoe KoHnTpons Kavecrea JIC Ne SFP-078-06)

Noka3Hukk axocT KpuTepil NPUAHATHOCT] (KPUTEPWA NPUEMNEMOCTH)
= PeaynbTath (pe3ynbratbl)
(nokasarenu ka4ecrea) MpKu BUNYCKY (NpW BbiNycKe)
Onme (onncaHue) Tabnetkn kpyrnol ropmm, BxpuTi MNiBxoeo0 0GONOHKOK

POXeBOro KonbLopy, 3 ABOONYKNOK NOBepXHe. Ha nonepeyxHoMy
poanami BMAHO AAPO, OTO4OHE WapoM NNiBkoBOT 0GONOHKK
(rabneTku kpyrnoi OpMbl, NOKPLITHIE NNEHOYHOR 06ONO4KOA
PO30BOrO UBETA, C ABOAKOBLINYKNOA MOBEPXHOCTLIC. Ha NoNepeyHoM
pasnome BUAHO AAPO, OKPYXXBHHOE CNoeM NNeHOYHOR 0BONOYKK)

Blanoslaae (cooteetcreyeT)

laenTndikauln (MaeHTuduKkauma) A. C®-meTtoa BlanoslagHo ao recty

Blanoslgae (cootseTcTeyeT)
(C®-MeTos B COOTBETCTBMM C TECTOM)

B. Mevoa PX Blgnoslano ao recty

Blanoslnae (cooTtBeTcreyeT)
(MeTog HCX B COOTBETCTBMMA C TECTOM)

CepeaHna Maca (cpeaHAs macea ) Bla (o7) 300 Mr ao 330 Mr (315 Mr£ 5 %) 316,0 mr

OnHoplasicTe 4030BaHMX CAUHWUUL Mac slanoslpaTtu BuMoram AY/EP, AVS15,0 %, po3paxyH-

(OAHOPOAHOCTb AO3UPOBAHHLIX 8AUHHLY) KOBO BaroOBMH MeTOA (A0NXHa COOTBETCTBOBATL TpeboBa- 2,6 %
HuaM [QY/E®, AVS15,0 %, pacueTHo-BecoBOA MeToA)

CynposlaHl fomiwxk Homiwka (npumecs) B - ne Ginkwe (He Gonee) 0,3 % <0.3%

Byab-Aka |Hwa aomiwka (nobas Apyras npuMecs) -

He Ginuwe (He Gonee) 0,3 % <0.3%
Cyma pomiwox (cymma nprmecei) He Glnewe (He Gonee) 0,7 % <0.7%
PO34YHHEHHA (pacTBOpPEHHe) He meHwe 80 % (Q) IGynpogeHy 3a 45 xa. 976 %
(He merHee 80% (Q) uGynpodena 3a 45 MuH)
MixkpoGionoriyHa uncTora 3araneHe Yucno aepobHux MikpoopraHiamie
(mukpoBuonoruueckan YucToTa) (oBuwee 4ncno aspobHbix MukpoopraHuamos) -TAMC - <100
He Ginbwe (He Gonee) 10° KYO (KOE)B 11
3araneHe Yucno aphkaxosux Ta nniceHesux rpubls
(oBwee YKCno gpoNokeBbiX W NnecHeBwx rprbos) -TYMC - < 50
He Ginwe (He Gonea) 10° KYO (KOE)B 1 r
BiacyrhlcTe (ovcytcTeue) Escherichia coll Biacytni (otcytcreyior)
KineKicHe BHIHaYeHHRA Bla (o1) 190,0 Mr o 210,0 mr (200,0 mr £ 5 %),
(konuyecTeeHHoe onpeseneHue ) B NepepaxyHky Ha cepeaHio Macy oaHiel Tabnerku 197,6 wr
I6ynpogpen (ubynpogpe) (B Nn2pecyeTe Ha CPeAHK Maccy oaHon TabneTku)
(C13H 14 0,)
¥nakoeka (ynakoska) MoewnHeH Blanoslaatw Bumoram HO BlonosiEae (GocTRaETRYET)
(aonxeH cooTeeTcTBoBaTL TPeGosannam HO)
MapkysaHHa (MapkupoBxa) MosuHeH signosigath Bumoram HO Blanosigas (cooTaeTcTBYeT)
(AQMXeH CoOTBETCTBOBATL TpebosannAM HI)
TepMiH NpuaaTHOCT] (CPOK rOAHOCTH) 3 poku (roaa) Ao 12.2023

BucHosok BKA:  BignoBinae  Bumoram MeTogiB ke
(3aknoyenne OKK:  Cootsetcteyetr  tpefosaHusm MeToaos Konmmnae A4

Hau. BKA (OKK): TMeaewxko O.N. 24 20-27p.




@ 6XD3

IYEJINYHOE AKIWHOHEPHOE OBUIECTBO «<HAYYHO-IIPOM3BOICTB EHHBbIi
HEHTP «6OPLIAFOBCKHH XHUM HKO-®APMAUEBTHUECKHIA 3ABOI»
Ykpauna, 03134, r, Kues, yn. Mupa, 17
Ten. (+38044) 205-03-10, 205-41-10;

(+38044) 205-03-83, (+38044) 205-03-14 (¥ IONTHOMOYEHHOE THLIO)

10

11

13

14

CEPTUOUKAT CEPUM JJIA JEKAPCTBEHHOI'O CPEJCTBA
HNoynpodeH, TableTKH, NOKPLITHIE nieHo4Holi 060049K0it, no 200 mr

HauMeHoBaHHE NPOAYKUKHH
JlekapcTeenHas ¢opma

Cuna
neilicTBUHA/AKTHBHOCThH

Pasmep W THI YNAKOBKH
CTpaHa-npoM3BOJHTE b

Homep perucTpalHOHHOIO
CBHIETe1bCTBA
Homep cepuu

Pasmep cepuH
JlaTa npoH3BOACTBA

JlaTa OKOHYAHKSA CPOKA
rOAHOCTH

Haspanus, agpeca
HOMepa JHUEH3HH BCceX
Y44CTKOB NPOU3BOACTBA H
KOHTPOJIA Ka4ecTBa
Ceprudukarsl GMP
y4aCTKOB, YK23aHHbIX B
n.10

Pe3ynbTaThl AHATH3OB
KoMMeHTapHH

3asBjieHHE O
cepTHHHKAUHH

MaMUIHA, NOANMNKCH H
NOKHOCTB JIHLA,

BbIJABILUEro pa3pellueHHe Ha

BhINYCK CEPHH

NGynpoden
TabneTku, NOKpPLITHIE NIEHOYHOH 06010UKOH, N0 200 mr

1 TabneTka cofepxut: HOynpodeHa (B NepecueTe Ha Cyxoe
BewecTso) — 200 Mr

1o 10 Tabnetok B 6nuctepe, no 5 6AMCTEPOB B navke
YKpanHa
UA/3304/01/01 (Yxpanna)

2121220

27324 yn.
18.12.2020
10 12.2023

VkpauHa, 03134, r. Kues, yn. Mupa, 17;
nuueHsus AB Ne598003;
CBUIETENbCTBO 06 arrecTaumu naboparopuii OKK Ne96

Ne017/2019/GMP no 18.01.2022

[IpuBefeHbI B CEPTH(HKATE Ka4ecTsa

HacToflMM NOATBEPXKAAKD, uTO BbIUEyKa3aHHas HHQOPMAUWs
SBMSETCH [OCTOBEPHONH M TOYHOHW. DTa cepus NPOAYKUHH Obina
npousBeaeHa  (BKJO4as yNaKoBKY/MapkHpoBKy) W MPOBCACH
KOHTpOMb €€ KAyecTBa Ha BbLIWEYKA3aHHOM y4acTKe B [10/HOM
coorseTcTBHH ¢ TpebosanuamMu GMP, yCTaHOBNEHHBIMH MECTHBIM
PEryNsTOPHbIM ~ OpraHoM, @ Takke B COOTBETCTBHH  CO
crelHbHKALHAMH, KOTOPbIE COACPXATCA B PCrHCTPALHOHHOM JOCKE.
[MpoTokonsl Npou3BOACTBAa ObLTH MPOCMOTPEHBI M YCTAHOBICHO
cootBercTBie GMP

0.01.2021 r.

aTta noANHCAHHA

MHanamapuyk E.A,
YnoanomMoyeHHoe JHLO
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