@ qu>3 nyBNIYHE AKLIOHEPHE TOBAPUCTBO «HAVKQBO-BMPOEHW-MVI LIEHTP
«BOPLUATIBCbKUWA XIMIKO-®APMALIEBTUYHUW 3ABO»

Yxpaita, 03134, m.Kuis, syn.Mwpy, 17 Ten. (044) 205-03-10, (044) 205-41-10,
(044) 205-03-83, (044) 205-03-14 (YnosHosaxeHa ocoba)

CEPTU®IKAT AKOCTI
NIHKOMILUUHY TAPOXITIOPUA

kancynu no 250 mr no 10 kancyn y 6nictepi, no 2 6nictepu y nayui

Homep cepii 0791024 Kpaina YkpaiHa
KinskicTs B cepii 13430 wr PeecTpauifive noceigueHns No UA/1562/01/01
[lara BupobHuuTBa 15.10.2024 TepmiH il peccTpayifiHoro nocBifiYeHHs HeoOMeXeHnit

BunpoByBaHHA NpoBefeHe 3rigHo Metoais KOHTPOno skocTi 13 Ne SFP-056-08

MokaaHUku sikocTi KpuTepli npuiHATHOCTI (NpU BUNYCKY) PeaynnTaTu
Onwuc Teepnl kancynu 3 KoprycoM 6inoro konbopy | xpuieykoto . .
Bignosinae
KOBTOro Konbopy. BMmicT kancyn - nopowok 6inoro konsopy
lneHTUdikauin A. Ha xpomarorpami BUNpoGoByBaHOro PO3YnHY, ofepKaHin
Npy KiNbKICHOMY BU3HaueHHi, 4ac yTpuMyBaHHA OCHOBHOIO
Bignosigae
nika ninkomiuuHy mace 36iraTca 3 4acom yTpUMyBaHHA
OCHOBHOTO Nika Ha XxpoMarorpami po3unHy NopiBHAHHA
B. XapaktepHa akicHa peakuin 3 Hampilo Himponpycudom P Binnosinae
C. Peakuin (a) Ha xsopuamn Bianosinae
CepenHa Maca BMiCTy Kancynu Big 332,5 mr no 367,5 mr (350,0 mr £ 5 %) 353,0 mr
OaHOPIAHICTL JO30BaAHUX OOUHULL Mae Bignosigatu Bumoram EO/4OY, AV € 15,0 %, 219
) 0
po3paxyHKOBD-BaroBuit MeToq
Bona He 6inbwe 5,0 % 4,50 %
CropoHHi pomiwKu
He Ginbwe 5,0 % <50%
JliHkomiyuH B8
PO34YNHEHHA He meHwe 75% (Q) ninkomiuudy 3a 30 x8 102,9 %
Mikpobionoriuna uncroTa **3aranbHe Yucno aepobHux Mikpoopraniamie -
Bipnosigae
TAMC - He Ginbwe 10°KYO B 1r
3aranbHe YUCHO APDKAXKOBUX Ta niiceHeBux rpubis -
Bignosinae
TYMC - He Ginbwe 10°KYO 811
*BigeyThicTh Escherichiacolis 1 ¢ Bianogipae
KinbkicHe Bu3Hauenus Bing 237,5 mr po 262,5 mr (250,0 mr £ 5,0 %),
251,7 mr
- ninkomiyuH {CigHaN,06S) y nepepaxyHKy Ha cepefiHIO Macy BMICTy ofHiel Kancynn
YnakoBka Nosunen Bignosinat aumoram HO Bignosigae
MapkyBarHs NosuHeH BianosiaaTn eumoram H Binnosinae
Tepmin npugatHocTi 3 poku Ro 10.2027

** . Ona cmildkux hopm MikpoopaaHiamis. A
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BucHoBok BKA: __ Blanosinae _ BuMoram MeToais koHTposio AkocTif13 Ne SFP-056-08
DR ‘

YmoBu 36epiranHs: B opuridanbHii ynakosui ripu Temrepatypi He e 25 °C.
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MYBJIYHE AKINOHEPHE TOBAPHCTBO «HAYKOBO-BUPOBHUYM A IIEHTP
«BOPHIATIBCHKHH XIMIKO-®APMALIEBTHYHUI 3ABO»»

Vxpatua, 03134, m. Kuie, nyn. Mupy, 17
Teit. (+38044) 205-03-10, 205-41-10;
(+38044) 205-03-83 (YnosHoBaxeHna ocoba)
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CEPTH®IKAT CEPII JIJISI JIKAPCBKOI'O 3ACOBY

Jlinkominuny rigpoxJjopn, kancyau no 250 mr

HaiimenyBaHHs npogykuit

Jlikapcebka gopma

Cuna 1ii/akTHBHICTDL

Poamip i THI yHakoBKH

Kpalua-sHpobHauK

Homep peccrpaniiisoro
nocsinuenys

Homep cepil
Po3mip cepif
JaTa BupobuHITBA

Jara 3akiHyeHHA TepMiHy
APHIATHOCTI

Hazssn, aapeca Ta nomephn
JineHsii Beix ginsnuub 3
BHpOOHHITBA T4 KOHTPOJIIO
siKocTi

Ceprudicarn GMP
AIIbHHEND, BKA3aHEX B .10
PesyabTaTn BunpobyBaHb

KomenTapi

3asBa npo ceprudikanin

Hpiseuine, uignuc i nocaga
ocobH, AiKa HA4/13 A03BIA
HAa BHIYCK cepil

JIIHKOMIIHMHY I't IPOXJIOPU

Kancyiau no 250 mr

1 kancyna MiCTHTH JHHKOMIUKMHY TiIPOXIIOPILY Y NepepaxyBatHi
na 100% ninxomitgs — 250 mMr

no 10 kancyn y 6aicrepi; 1o 2 6aictepH y naymi

VYxpaina
Ne UA/1562/01/01

0791024

13 416 nax.
15.10.2024
no 10.2027

Yxpaina, 03134, M. Kuis, syn. Mupy, 17;
ninensis AB NeS98003;
crifionrBo 11po arectaiio naboparopii BKS Ne96

Ne 015/2022/GMP 10 10.12.2024

Habeseni B cepTHdiraTi gxocTi

LuM s 3acBifuyro, 10 HaBexeHa Bume iHQOpMALUS € AOCTOBIPHOIO Ta
tounoro. Il cepiro npoaykuil 6ymo  BHrotoBieHO  (BKIIOYAIOUM
NaKyBaHHs/MapKyBaHHi) Ta DNPOBEACHO KOHTpONs 11 AKOCTI  Ha
BHIIE3a3HaYeniil NinpHHNl Yy NoBHiM Bianosiguocti 3 Bumoramn GMP,
BCTAHOBJICHHMM MICUEBHAM PETYJISTOPHHM OPIrafOM, a TaKOX BiINOBILIHO
no cneundikanif, mo MicTaThCR Y peecTpauidHoMy nocse. IIporoxomn
pupobHuuTBa 6yI0 neperngHyTo Ta BCraHoBieHo rifnosinnicts GMP.

apuca [IIseunb

Ynosnosaxeusa ocoba




