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Ceprudikar akocri Ne 040000117768

Biconpon®, Tabnetkn no 2,5 mr, no 10 Ta6netok y 6nicrepi, no 2 6nicrepn B nauni
1TABNETKA MICTWUTb BICOTPOJIONY OYMAPATY B MEPEPAXYBAHHI HA 100 % PEYOBUHY 2,5 Ml

Homep cepil: 60924 KpaiHa otpumysau; YkpaiHa
Kinbkicte npogyxuii: 113.332 Tuc.ynax. N¢ Peectp. noceiguenns: UA/3214/01/03
NaTa BupobHuLTBa: 09.2024 Tepmin pil peecTp. nocsigueHHs:  HeobMmexeHui

Ananis BUKOHaKUIA No: MKA N3 go PN NeUA/3214/01/03, 3minnm sig 14.11.2023 p.

HalimeHyeauHsa nokazHukis Bumorn AHA(cneundikauii) . PesynbTtatn BunpoGyeanb

Onuc TabneTku 6inoro Konbopy Kpyroi dopmu 3
ABOONYKIIO NOBEpPXHeto, 3 puckoio abo 6e3 puckny.
Ha noeepxHi TabneTtok fonyckaeTbca MapMypoBicTb. Bianosigae
lpeHTndikauia

6iconponony dpymapat ‘ Ha xpomaTorpami BUNpo6oBysaHOro posuuHy,
OTPUMaHIN y pozpini "KinbkicHe BusHaueHHa",
4ac yTpuMyBaHHA nika 6iconponony Mae
cniBnagaTi 3 Hacom yTPYMYBaHHA Mika

Giconponony Ha XpomaTorpami po3unHy NopiBHAHHA

(b) 3 TouHicTio £ 2 % Binnosigae
CepegHa maca Big 100 mr go 110 mr 105 mr
CynpogigHi gomiwku ‘
6yab-AKol gomiLku He 6inbue 0,5 % 0,0 % (<MKB)
Cyma AOMILLOK He 6inbwe 2,0 % 0,0 % (<MKB)
OpHopigHicTs go3oBaHNX ‘Mae Bignosigatu Bumoram
OANHULb Bianosipae
Po3unHeHHn He meHiwe 85 % (Q) 3a 30 xs 99 %
Mikpo6ionoriuda uncrora
3aranbHe YKUCNo aepoBHUX Kputepiit npuithatrocti 1000 KYO/r
mikpoopranismis (TAMC) * *
3aranbHe YNCIO OPIKGKOBUX Ta ‘Kputepin npuiinaTHocTi 100 KYO/r
nnicusiBux rpubis (TYMC) * *
Escherichia coli * BiacytHictb B 11 *
KinbkicHe BU3HauYeHHA ‘ .
6iconpopony dymapar Big 2,38 mr po 2,63 mMr B nepepaxysaHHi Ha

cepefiHio macy ofjHiei Tabnetku (Ha MomeHT

Bunycky). Big 2,25 mr go 2,63 mr B

nepepaxyBaHHi Ha cepefHI0 Macy ofHiel Tabnetku 2,46 mritab
YnakoBka Mae Bignosigatu sBumoram Bianoginae
Cepmucbikam nidnucaHo enekmpoHHUM nidnucom i ) ID 040000117768 Crop.1 32
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MapkyBaHHA Mae signosigatu sumoram Bianogigae

Tepmin npngarHocTi: 2 poku [o 09.2026
Ymoeu 36epiraHHA:  36epiratv B opuriHanbHii ynakosui npu Temnepatypi He suute 25 °C.
KomeHTapi:

*Ha nipcTagi nepioguuroro koHtponio. [poTe My NIETBEPAKYEMO BiANosiaHICcTL AaHoi cepii BuMoram HYJ

3anea npo ceptudikayiio:

Linm s 3acsiguylo, Lo BUWeBKazaHa iHpopmallis € gocTosipHoio i TouHow. Lo cepilo npogykuii 6yno supobneHo (Bkiouaouu
ynakosKy/MapKyBaHHsA) Ta MpoBefeHWI KOHTPONb 1i AKOCTI Ha HWKYeBKasaHii QinbHuUi B NosHil BignosigHocti go sumor GMP,
BCTAHOBNEHUX MICLIEBUM PErynATOPHM OpraHoMm, a TakoX y BignoBigHocTi i3 cneyudikaliamu, Aki 3HaxofATbCA Y peecTpaliiiHomy
pocbe/Toprosoi niueHsii, MpoTokonn BUpo6HULTRA, NaKyBaHHA Ta aHanisie 6ynn nepeeipeHi Ta BCTaHOBNEHa BignosigHicte GMP.

DlozBoneHo fo peanizauii / no sigBanTa)KeHHA

YnosHoBaxeHa ocoba — MNposigHui iHxeHep BCraBM fipemenko B.B. 30.09.2024

BupoGHuua ginbHnya:

yKPA'I'HA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74; Jlinensia Ha eupobHuuTeo AE Ne 637430 sig 07.04.2015;
Ceptudikat GMP Ne045/2022/GMP sig 25.08.2022; GMP_UZ-08:2023 ig 30.11.2023; UP/1-530-10/21-03/13 Big
28.10.2021; GMP/EAEU/KZ/81-01-24 sig 15.12.2023

Kontponb aKocri Ta Bujaua fo3Bony Ha peanisauio:
YKPAIHA, 04080 m. Kuie-80, Byn. Kupuniscbka, 74; CeigoyTtso npo atecrauito Ne 390 sig 22.01.2019

Cepmuchikam nidnucaHo enekmpoHHUM nidnucom ID 040000117768 Crop.2 32




