Agpeca 02093, m. Kuig, syn. Bopucninbcbra, 13

Ten./Qakc: (+38044)566-68-78 Mpuitmanca

(+38044)207-73-41 Biagin xoHTpONK AKOCTI

(+38044)207-73-01 YnoBHoBaweHa ocoba 3 AKOCTI 1 :

(+38044)207-73-27 YnosHosaxeHa ocoba 3 dapmakoHarnany

CeptudikaT skocri / Ceprudikar aHanisy N° 170000013896

1. HaliMeHYyBaHHA NpoayKuii: LEMICTA® BYO

(Ha3Ba, cuna Aii/akTuBHICTb, Nikapcbka Gopma Ta 1 tabneTka MicTUTL: Aeksaninito xnopugy 0,25 mr, LmHXoKaiHy rigpoxnopuay
po3Mip ynakosku (IifeHTUYHO A0 TEKCTY Ha (anbykainy rigpoxnopuay) 0,03 mr;

ynaKoBLji FoToBO! MPOAYKLii)) TabneTKN ANA PO3CMOKTYBaHHs; no 10 Tabnetok y GnicTepi; no 1 6nicTepy B

naulli 3 MapKyBaHHAM YKpalHCbKOK MOBOIO

2. Homep cepii: 1HB101124
3. Po3mip cepii: 18,871 TYI
4. KpaiHa-BUpOOGHUK: Ykpaixa

5. HaiimeHyBaHHa KpaiHu / KpaiH npusHaveHHAa YkpaiHa

AnA cepii:

6. Homep peecrpauiiiHoro noceigueHHs: UA/19330/01/01 Lie po 22.04.2027

7. Nara Bupo6HuLTBa: 11.2024

8. [laTa 3aKiHueHHA TepmiHy NpnAaTHOCTI 11.2027

(Micaup i pik, nicna sikoro J13 He 3aCTOCOBYETLCA):

9. Hasea, agpeca Ta HoMepu NileHsii BCix BUPO6NeHO, BKNIOUAOUN YNIaKoBKY/MapKyBaHHA Ta KOHTPONb aKkocTi Ha TpAT

AiNbHULL BUPOGHULTBA | KORTPOIO AKOCTI; «@apmalesTuuHa odipma  «[apHuua» 3a  appecow: M Kuis, 8yn.

Ceprudikaru signosigHocti GMP Bcix Bopucninscoka, 13; niuensia AB Ne598086; ceigoutso npo artecrauito

AinbHULG: na6opartopiit BKA Ne 128; ceptudikat GMP Ne 072/2023/GMP

10. AHanis BUKOHaHUi 3rigHo: MKA 13 ao peectpauiiHoro Noceig4eHHs NeUA/19330/01/01 sig 22.04.2022
NeG73

PezynbTatu aHanisy:

N .. HalimeHyBaHHA NMOKa3sHuKa Bumoru HopmMaTUBHO! fOKyMeHTaLil PesynbTar aHanizy
1 Onuc TabneTku 6inoro abo Mavbke 6inoro KONbOpPy, KPYrnol Gopmu 3 Bignoeinae

PHUCKO 3 OfHIEl CTOPOHN Ta dackoto 3 060X CTOpiH
2 laeHTHdiKauia A YM-cnekTp NornuHaHHA BUNPo6oBYBaHOTO PO3UNHY B obnactisig  Bianosinae

230 HM 0 270 HM NOBUHEH MaTV MaKCUMYM 3a AOBXWHN xsuni 242
HM {pexsariHilo xnopua)
3 laeHTudikauia B Y®-cnexTp NornuHaHHA BUNPO6OBYBaHOTo PO3UnHY B obnacTi Bi ~ Bipnosinae
220 Hm 7o 280 HM NOBYHEH MaTV MaKCUMYM 3a BOBXUHIA xsuni 245
HM (UuHXOKaiHY rigpoxnopug (andyKaiky rigpoxnopuil))
4 laeHTudikauia C Ha xpomaTtorpamax BUnpo6oByBaHoro posuuHy Ta posyuHy Bianosinae
nopigHAHHA (c), ogepxaHux y po3aini "KinbkicHe BU3HAYEHHA",
yacy yTpUMYBaHHA NiKiB AeKsaniHiio Ta UMHXOKaiHy (AndyKaimy)
MaoTh crisnagaTu
5 OpHopigHicTe macu Bignosinae sumoram A0OY, 2.9.5 Bignosipae

6 Mikpo6ionoriuHa 4ucroTa KpuTepil NpUAHATHOCTI: 3aransHe Ynucno aepobHuX Bianosinae
MikpoopraHismia - 102 KYO/r. 3aranbHe 4UCno ApKAKOBUX i
nniceHesux rpwbis - 107 KYO/r. BigcytHicts Staphylococcus aureus

LpoNHMg B 1 r. BigcyTHicts Pseudomonas aeruginosa s ir
7 Kianngtii?A‘(BMBHaquHﬂ.(D,QI!t(._BaJ‘IiHhO He meHwe 0,238 mr i He Ginbiwe 0,300 mr & Tabnerui, y 0,264 wmr/tab
xnopufi “e nepepaxyHKy Ha cepefiHio Macy TabneTku
8 KinskicHe é&@_f?é@é?fﬂ%‘fﬁumdeKaTHy He meHwe 0,0285 mr i He Ginbwe 0,0405 mr & Tabnetui, y 0,0336 mr/tab
rinBoxnopua(HAEyEiny . nepepaxyHKy Ha cepegHio macy TabneTkn

righoxnopn : -
9 yrakoskas L0V /T Ny BignosiaHo go MKA N3 Bignoeiaae
o oodsiziz <
10 MapKﬁ%@yHﬂ P BifinoBifgHO [0 3aTBEPAKEHOIO TEKCTY MapKyBaHHA Bignosinae
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MpoaorxkenHs Ceptudikar axocti / Ceprudikar aHanisy Ne 170000013896 m .IIIIIII”'M"IM”I“I"””"mmm

11. KomeHtapi: Be3 komeHTapie
12. YMmoBu 36epiraHHa:; B opuriHanbHil ynaxkosui npu Temrepatypi He suuje 25°C. 36epiratu 8 HeROCTyNHOMY ANA
aiten micuyi.

13. 3asea npo ceptudikauito: Llum nigteepgxyio, Wo BC BUpoGHWUI cTagii ana i€l cepil roTosol npoayKuil 6ynu nposefeHi
8 NOBHI BIANOBIAHOCTI 3 BAMOraMu, BCTAHOBMEHUMU B YAHHOMY KepPIBHWUTBI no GMP,
3aTBEPIKEHOMY MIHICTEPCTBOM OXOPOHW 300POB'A YKpaiHy, i 3 Bumoramn peecTpalyinHoro
LOChE KpalHUt NPU3HAYEHHA

Cepin nosBsoneHa Ao peanisauii / BigBaHTaXeHHs 3 29.11.2024

3aTBepaxyt

Mib: Kopotkoea O..

Mocapa: YnosHoBaxeHa ocoba

MignucaHo enekTpoHHuM nignucom: 29.11.2024  13:56

JloKyMeHT nignucaHo y cepeici ByacHo (noyaTok)
00481212_20241129_Certificate_170000013896.pdf

Ctop.232



JlokymeHT nignucaHo y cepsici BuacHo (npoaoBxeHHs)
00481212_20241129_Certificate_170000013896.pdf

Homep nokymenty: 170000013896

[okymeHT BignpasneHo: 13:58 29.11.2024
BianpaBHUK JOKYMEHTY

EnexTpoHHUi nignuc

13:58 29.11.2024

€L4PMOY/IMH: 00481212

tOp. Hasea: MPUBATHE AKLIIOHEPHE TOBAPUCTBO GAPMALIEBTUHHA ®IPMA JAPHULIA
CTapLuuit iIHCNeKTOp-yrnoBHOBaxXeHa ocoba: KopoTkosa OkcaHa leopriisHa

Yac nepesipku KEM/ELM: 13:58 29.11.2024

Cratyc nepesipku ceptudixaty: CepTudikar gie

CepiltHuit Homep: 32BA6ADAS780FF45040000009715000005010100

Tun nignucy: keanipikosaHnn



