@ 5x¢3 NYEAIYHE AKLIOHEPHE TOBAPUCTBO «HAYKOBO-BUPOBHWYMHA LIEHTP
«BOPLLATIBCHKUA XIMIKO-®APMALIEBTUYHUA 3ABOA»

Ykpaina, 03134, m.Kuia, Byn.Mupy, 17 Ten. (044) 205-03-10, (044) 205-41-10,
(044) 205-03-83, (044) 205-03-14 (YnosropaxeHa ccoba)

CEPTU®IKAT AKOCTI
HICTATUH

TabrieTky, BKpKTI NNIBKOBOIO 0G0NOHKO, NO 500000 O no 20 Tabnetok y 6nicTepl, no 1 6nicrepy 8 nauul

Howmep cepll 0531123 Kpaina Yxpaina
KinbKicTb B cepil 30038 wr PeectpaulitHe nocalaueHHn Ne UA/3625/01/01
Aara supoGHuyTBa 07.11.2023 Tepwmin gil peccTpauiinoro nocelaveHHs HeOGMeMEHHH
Bunpo6ysaHKA nposeaexe arigno MeTtoais konTpono axocti J13 Ne SFP-090-05
Kpurepll npuitHaTHOCTI
NoxasHukun akoctl Pesynbratn
{npwu BUNYyCKy)
Onwne Tabnetkun Kpyrnol hopMu, 3 ABCONYKIOK NOBEPXHEID,
BKPHTI NRIBXOBOK 06ONOHKOIO BIG XOBTOrO A0 KOPHUYHIO- Bignosiga€
BaTO-XOBTOTO KOJibLOPY
laenTndikauin
MeTopn C® sriaHo Tecty Bianosinae
- Micmamun
CepeaHn maca Big 160,1 Mr go 166,9 mr (168,0 mr £ & %) 158,8 mr
OpHopinHicTe A030BAHNX OANHNLL Mae signosigatu sumoram ADY/EP, AV S 15,0 %;
2,6 %
PO3paxyHKOBO-BaroBuA MeTOQ
Poanaganua He 6inbwe 30 x8 15 x8
Mixpo6lonoriuna uuctoTa 3arannme Yncno aepobuux MikpoopraHlamis -
Blanosigac
TAMC - He 6inbwe 10°KYO 817
3aranbHe YHCNC APIXAKOBKX Ta nalceHeBnx rpubis -
Blanosinac
TYMC - He Ginbwe 101 KYO s 1r
Biacyrsict, Escherichia coll s1r Bignosigac
KinbkicHe BU3HAMEGHHA Big 475000 Of] ao 525000 O (5600000 Of, £ 5 %),
501948 OQ
Hicmamuny (C g H 35 NO 47) Yy NepepaxyHKy Ha cepeaHia macy Tabnetkn
Ynakoska MosuHeH Bianosinata suMoram HI Bignosinac
MapkyBaHHs NosukxeH BianosigaTh BuMoram HI Bignosigac
Tepmix npuaaTHoCTI 2 pokun Do 11.2028

YmoBu a6epiradia; B opuriHanbHii ynakosui npu Témnepawpi He Bule 25 °C.

BucxoBok BKA: Bignosigac  Bumoram Metoals konTponio Axocti 13 Ne SFP-090-05
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[YEJIYHE AK1IOHEPHE TOBAPHCTBO «HAYKOBO-BHPOBHUYHIL (EHTP
«BOPIIATIBCbKHI XIMIKO-®APMALEBTUHHHI 3ABO I

Byn. Mupy, 17, m. Knis, 03134, Yxpaita
Ten. (+38044) 205-03-10, 205-41-10;
(+38044) 205-03-83 (YnosHosaxena ocoba)

P 6xd3

CEPTU®IKAT CEPII JJ1 JIKAPCBKOI'O 3ACOBY

HictaTtus, TabaeTku, BKPUTI MIiBK0OBOI0 06010HKOI0, 10 500000 OJ1

HajtmenyBaus 1poayKLii

HICTATHH

TabneTky, BKPUTI IUIIBKOBOO 060I0KKO10, 110 500000 O

2 Jlikapcska Gopma

3 Cuaa QiV/aKTHBHICTH | Tabnerka MicTHTh HicTaTHHY 500000 O

4 Poamip i THN YIAKOBKH nio 20 Tabnerox y 6aicrepi; no 1 Gaictepy B nauni

Kpaina-Bupobuuix Ykpaina
6  Homep peeerpaniiinoro Ne UA/3625/01/01
nocBiAYeHHs
7 Howmep cepil 0531123
Posmip cepif 30 014 nax.
8  Jara Bupobuuuraa 07.11.2023
9 Jlara saxinuenHs TepMiHy ao 11.2025
npuaaTHOCT
10 Haseu, aqpeca T4 HOMEpH By Mupy, 17, M. Kuin, 03134, Ykpaiua,
Aiuen3ifi Beix AiABHHIL 3 niensis AB Ne598003;
BHPOGHUIITBA TA KOHTPOIIO cBiZouTBO Npo atectauio naboparopii BKS N6
sAKocTi
Il Ceprudixarn GMP Ne(15/2022/GMP 1o 10.12.2024
AiLHALL, BKA3AHUX B 1110

12 PesynwTaTn BunpobyBaHb Haseneni B ceprudikaTi axocTi

13 KomeuTapi -

14 3asBa npo ceprudikauiro llum s 3aceiguylo, L0 HaBEACHA BHLIE indopMallis € JOCTOBipHOIC Ta
tounoro. Llio cepito nponyxkuil 6yn0 BHUTOTOBICHC (rxnOUarOYH
aKYBaHHA/MapKyBaHHf) Ta TNpOBEJCHO  KOHTpOIb ji axocTi Ha
BHINe3a3HAYEHil AINBHHUI y MOBHIM BIANOBIAHOCTL 3 BUMOTaMH GMP,
BCTBHOBJICHUMH MiCILICBHM PETYIATOPHHM OPraHOM, @ TaKoX BiANOBIAHO
no crneuubikauilf, wo MicTATLCH Y peectpauiitiomy socke. [Iporokonu
BHpOOHUITRA GYNIO NEPEITIAHYTO T2 BCT o Bianosignicrs GMP.
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P6xD3 MYBNIYHE AKLIOHEPHE TOBAPUCTBO «HAYKOBO-BUPOEHWYMIA LIEHTP
. 'S (BOPLIAIBCHKUIA XIMIKO-GAPMALIEBTUYHUA 3ABO/» /

Ypaina, 03134, m.Kuis, Byn.Mupy, 17 Ten, (044) 205-03-10, (044) 2054110,
(044) 205-03-83, (044) 205-03-14 (YnosHosaxeHa 0coba)

CEPTMd)‘IKAT AKOCTI
HICTATUH

“rabreTku, BkpuTl NNIBKOBOIO 060/IOHKOID, N10.500000 Of} no 20 TabneTok y 6nicTepl, no 1 Gnictepy B nayul -

Homep cepii 0521123 Kpalua YkpaiHa
KinbxicTb 8 cepil 29092 wr Peecrpaljiline nocalayenHs Ne UA/3625/01/01
[ata Bupo6HKLTES 06.11.2023 Tepmlin alf peecTpaulitHoro nocsiadeHtn HEOOMEXeHHA
BunpoBysanns nposegeHe arlano MeToals kontponio sikoctl J13 Ne SFP-090-05
Kpurepil npuissaTHocTi
TMoka3Huku aKocTi PeaynbTaTth
(npu BURycKy)
Onwuc TabneTku Kpyrnol GopMH, 3 [BOONYKIIOK NOBEPXHELO,
BkpuTl NNIBKOBO 06ONOHKOIO BIA KOBTOr0 KO KOPHUHIO- Blanosinae
BaTO-XOBTOro KONLOPY
lpenTudikauls
Meton C® 3rigHo Tecty Bignoslaae
- Hicmamun
Cepenna Maca Bin 150,1 Mr go 166,9 mr (168,0 mr 1 6 %) 167,3 Mr
OpHoplaricTh RO30BAHUX OANMHHLIL Mac Blanosiaatu sumoram AOY/ED, AV S 16,0 %; ”
4,0 %
po3paxyHKOBO-Barosu# MeTon
Po3napanus He 6inbwe 30 x8 16 xB
Mikpob6lonoriuna uncrora 3aranbHe YHCNO aepobHKUX mikpooprariamis -
Blanosinae
TAMC - He 6inbwe 10°KYO 81T -
3aranbHe Y#cno AphKAKOBUX Ta nniceHesmx rpubis -
Blanosinae
TYMC - ne 6inbwe 10° KYO B 1T
Biacyruicts Escherichiacoli 811 Bignosinae
KinbKicHe BU3HaYeHHS Big 475000 Of] o 525000 OA (500000 OA + 6 %),
497144 O
Hicmamuny (C 4 H 15 NO 47) y nepepaxyHKky Ha cepesiHio macy Tabnerku
Ynakoska MosuHeH BlanosigaTu BumMoram H Bignosinae
MapkyBsaHHA MNoruuxen signosinaru sumoram HO Binnosigae
TepMik npuaarTHoCT 2 poku Ho 11.2025

YMoBy 3BepiraHHa; B opuriHanbHii ynakosui npy Temnepatypi He suuie 25 °C.

BucHoBok BKA: Binnosigae aumoram MeToais KoHTponio sikoctl 113 Ne SFP-090-06
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@ obxXD3

MYBJIYHE AKIIOHEPHE TOBAPMCTBO «HAYKOBO-BUPOBHHYHI LLEHTP
«BOPLIATIBCHKHH XIMIKO-®APMAEBTUUHUH 3ABO An»

Byn. Mupy, 17, m. Kuis, 03134, Yxpaiua

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

(+38044) 205-03-83 (Y noBHoBaxena ocoba)
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CEPTU®IKAT CEPII 1151 JIKAPCHKOI'O 3ACOBY

HicTtaTnn, Tabnerky; BKPUTI NJIIBKOBOI0 000710HK 010, 110 500000 O/

HaiiMenysanns npoaykuit

Jlikapeska popma

Cuna piv/akruBHicTs

Posmip i THN YyNakoBKH

Kpaina-supobunx

HoMep peccTpauifisioro
nocpigyenud

Homep cepil
Posmip cepif
Jata BHpOGHUITBA

JlaTa 3aKinvdedHs TepMiny
NPHAATHOCTI

Haseu, afpeca Ta HOMEpH
sinensii Beix AinbHAUD 3
BHPOOGHHATBA TA KOHTPOJIIO
AKoCTi

Ceprudixatn GMP
AlbHALUDL, BKa32aRUX B 1.10
PesyabTaTH BHDPoOYBanL

Komenrapi

3asiBa npo cepTudikaniio

Ipissuite, nignue i nocajaa
ocofu, f1Ka Haana J03Bin
HA BHNYCK cepil

HICTATHH

TabneTKY, BKPHUTI ILTIBKOBOK 06010RK010, 10 500000 O/

1 rabnetxa mMicTuTs HictatuHy 500000 O

no 20 tabietox y 6iictepi; no 1 GaicTepy B navui

Ykpaina
Ne UA/3625/01/01

0521123

29 068 nax.
06.11.2023
no 11.2025

By Mupy, 17, M. Kuis, 03134, Ykpaiua;
niuensis AB Ne598003;
CBIZOLTBO NPO aTecrauiio saboparopii BKA Ne96

Ne015/2022/GMP o 10.12.2024

Haseneni B ceptudixaTi sxocTi

LM # 3acBiguyio, WO HABEAEHA BUlile iHOpMAallis € HOCTOBIPHOK T4
Tounoo. Lljo cepilo npoaykuii 6yn0 BMIrOTOBNEHO (BKILOYAIOUH
nNakyBaHHf/MapKyBaHHS) Ta TPOBEACHO KOHIPONh 1  AKOCTI  Ha
BHLIE3A3HAYCHIH AinbHMUI Y nosHif sianmosiguocti 3 Bumoramd GMP,
BCTAHOBJIEHMMM MICLIEBAM DETY/IATOPHHM OPraHOM, a TaKOX BiANOBIAHO
no cneuudikauid, U0 MICTIATECS Y T2 fiyoMy nocke. TTporokonu
BrpoGHULTBa GYII0 NEPETIIAHYTO T/g i g&q&é},’ggfk
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@ BICDB MYBNIYHE AKLIOHEPHE TOBAPUCTBO «HAYKOBO-BUPOBHUYUM LIEHTP ‘J/
«BOPLLATBCBHKUN XIMIKO-®APMALIEBTUYHUW 3ABO»

Yrpaina, 03134, m.Kuis, syn.Mupy, 17 Ten. {044) 205-03-10, (044) 205-41-10,
(044) 205-03-83, {044) 205-03-14 {¥nosHosaxeHa ocoba)

CEPTUDIKAT AKOCTI
HICTATUH

TabneTku, BKpuTi NnirkoBOKW 060N0HKOK, no 500000 O no 20 tabneTok y Gnictepi, no 1 6Gnicrepy B navui

Howmep cepii ' -0450_824 Kpaina YkpaiHa
KinekicTe B cepli 30898 wr PeecTpauifine noceigueHHs Ne UA/3625/01/01
Oata eupoGHuuTBa 06.08.2024 TepMmiH gl peecTpauiitHoro nocBloyeHHs HeobMexeHHH

Bunpobyeanns nposeaere arigHo MeToais koHTponto sikocti 13 Ne SFP-090-06

Kputepll npuitHaTHoOCTI
MoxasHukK AakocTi Pesynbraru
(npw BUNYCKY)
Onue TaBnerku kpyrnoi hopmu, 3 4BOONYKIIOKH NOBEPXHERD,
BKPWTI NNIBKOBOK 060/IOHKOK Bifl XOBTOIO A0 KOPHYHIO- Bignosinae
BaTO-MOBTOro KONbOPY
lnenTudikauin
Mertog CP arigHo recty Binnosinae
- Hicmamukx
CepenHs mMaca Bin 160,1 mr o 165,9 mr (158,0 mr £ 5 %) 159,7 mr
OAHOPIAHICTL A030BAHUX OAMHKLL Mae signoslaatv sumoram APYIED, AV S 16,0 %;
8,5 %
PO3paxyHKoBO-BaroBuit Meton
Poznaganns He Ginbwe 30 xB 11 xB8
MikpoGionoriyna yuctora 3aranbHe yucno aepobHux MikpoopraHizmie -
Bianosigae
TAMC - He Ginwwe 10°KYO B1r
3aranbHe Yucno ApixmKoBUX Ta nniceHesnx rpubis -
Binnosigae
TYMC - ne Ginbwe 10° KYO B 1 r
BincytnicT Escherichiacolis1r Bianosigae
KinbkicHe Bu3HaYeHHs Big 475000 O[] no 525000 OLL (500000 O £ 5 %),
499354 O[]
#Hicmamury (C ;HsNO 47) y nepepaxyHKy Ha cepefHwo macy Tabnerku
YnakoBka MNosuHeH signosigaTv sumoram HO Bianosinae
MapkysaHHA MosuHeH BinnosinaT suMmoram HOQ Bianosinae
Tepmin npuparsoctl 2 pokuM Do 08.2026

Ymosu 30epiranHa; B opurinaneHii ynakostyi npu Temneparypi He suie 25 °C.

BucHoBOK BKA: Bianosigace BuMoram MeToais koHuTponio sikocTi 13 Ne SFP-090-06

HauanbHuk BKA: Mepewko O.I. ’, :

AT 10 CH T

A%

281220 @87




NMYBMYHE AKIIOHEPHE TOBAPHCTBO «HAYKOBO-BHPOBHHIHIT UEHTP
«BOPIIATIBCEEH XIMIKO-®APMAIEBTHYHMIA 3ABO/b»

By, Mupy, 17, m. Kuis, 03134, Vxpaina
Tem (+38044) 205-03-10, 205-41-10;
(+38044) 205-03-83 (VY ropHoBaxeHa ocoba)
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CEPTU®IKAT CEPILL VIsI IKAPCBKOI'O 3ACOBY

HicraTus, TabaeTks, BKpUTI M1iBKOBOI0 06o0HKo0, 10 500000 O

HaiimenysaHus npopyxuii

Jlikapeeka dopma

Cwuua giVaxrapnicrs

Poamip | THI yHaKOBKH

Kpaina-supoOuux

Homep peecTpaniiinero
nocBigeHHs

Homep cepit
Posmip cepil
Jata BHpOOHEUTEA

HaTa 3akiHyeHHs TepMiny
npHaaTHocTi

Haisu, agpeca Ta HOMEDH
Jinensii Beix AlIBHRNL 3
BHPOOHHITBA TA KOHTPOIIO
siKoeTi

Ceprudivary GMP
AinBHANL, BKA3aHuX B 0.10
PeayapraTi BHOpoOYBasD

Komenrapi

3ausa npo ceprrdixanin

Hpiseuuie, nianue i nocaga
ocolH, AKa Hajaa xo3Bin
HA BHOYCK cepii

HICTATHH

TabneTxy, BKPUTI I1iBKOBOI0 060IOHKOI0, 110 500000 O3

] Tabaerka MicTHTh HiCTaTHHY 500000 OJX

o 20 tabnetox y Grictepi; no 1 Gaicrepy B nawuui

Yxpaisa
Ne UA/3625/01/01

0450824

30 874 nak.
06.08.2024
xo 08.2026

Ay Mupy, 17, m. Kuis, 03134, Yipaida;
sinensia AB Ne598003;
ceizonTso npo arecraiiio naboparopii BKA Ne96

Ne015/2022/GMP po 10.12.2024

Hasepeni B ceprrdixkari axocTi

1y 5 3acBiOUyI0, 110 HaBegeHa Buie iHGOpPMAalid € IOCTOBIPHOKC Ta
rounoro. Ll cepito npomyxnii Oyno BHrOTOBEHO (BKIIOYANOYM
NAKYBAHHA/MADKYBAHHT) T4 NPOBEAEHO KOHIPOIb il AKOCTI  Ha
pUINela3uaueniil HUIBHMII y NoBHiE BianosizsocTi 3 Bumoramu GMP,
BCTAHOBICHMMY MICIERMM PEryISTOPHWM OPIaHOM, a TAKOX BiiIIOBIIHO
1o crenudixalii, mo MicTATRCA Y peecTpauifiiomy pocke. TIpoTokonu
BupoGHUITEA GYNIO TICPErNAHYTO T3 RETAHOBIEHO BULTOBIAHICTE GMP.

ii.lz-,

Jara'miag



http://www.tcpdf.org

