JloroTui KoMIIagii
Ceprudirkar saxocri Ne 425/2024
BICEINTOJI ®, TadaerkH, o 400 mr/80 mr

Kpaina BupoOnuka: Iomnema

Pecctpauiitne noceiguenna Ne: UA/3027/01/02 aie po: HeoOMexKeHMi

Cuna nit / akTuBHICTE: cyinbsdameTokcazony 400 mr, Tpumetonpumy 80 Mr

Jixapceka gpopma: TablIeTKH

Tun ta posmip ynaxkosku: Ne 20 (o 20 Tabnetok y Gnictepi; o 1 &nictepy B kapTOHHIA KopobILi)
Homep cepii: 13066507

KiaesKicThL ynakoBok y cepii: 27 744 yo.

Harta Bupobuunrea: 12 2023

Crpox npuaataocti: 11 2028

BrpoOHUK NIKapcLKOTo 3aco0y:

AT «Apnamen ®apmay, [Toneuia

Ceprudikar Bignmosignocti GMP pns BupoOuuka, n1o Hajgae Q03Bij Ha BUIYCK Cepil:
Hinpaunsa: AT «Agamen @apmay, [Tonbiia

Appeca: syn. Mapu, JUx. Hutcyzacekoro 5, 95-200, [Tab’aniue, Ionpina

Ceprudikar GMP: Ne IWSF.405.18.2021.1P.1.WTC/039 01 01/74

Homep ninensii: 204/0039/15

KoHTpoas nposeaenuii y eianoeignocti 3 MKS no PIT Ne UA/3027/01/02

Ne | IIokasHuxu Bumvorn / n1iMiTH npu BUNyCcKy cepii Pesyabratn
1 Onuc TabneTku O1T10r0 KOJIBOPY 3 | Biamosinae
KOBTYBATUM  BIATIHKOM,  KPyrmol

(opmu, mmocki 3 obox cropiH, 3
[NMafgkol0 [OBEPXHEIO, 3  UiJIbHUMHU
KpasiMi, 3 ¢ackorw, 3 ogHoro OOky
IPABIPOBAH] PHUCKOID «-» HaJ SKOIO
3HAXOASTHCA NITEPU «Bs»

2 HiameTp TabneTku 12,8 — 13,4 MM 13,1 MM

3 [nenTudikauis :
3.1. BunpobyBaHHs Ha
IIPACYTHICTh

CynEhaMeTOKCA30MY:

- peakilisi oca/HKEHHS 3 3eNeHO-3KOBTUH ocal Bianmorigae
cynsdatoM M1l (11)

- KOJIBOPOBA peal{ui}?{ 3 OpaH}KeBe 3&6apBHeHHH Blﬂ,HOB]ﬂaE

KHUCJOTOK XIIOPHUCTOBOIHEROIO,
HATPIIO HITPUTOM 1 JTy>KHHM
po34nHOM [3-HadTOoNy

3.2. BunpoOGyBasHus Ha
IPUCYTHICTE TPUMETOIPUMY

- KOJIEOPOBA peakuis 3 [HTeHCHBHE YepBOHE 3a0apBIeHHS Bianosinae

OPOM(PEHOIIOBUM CHHIM

- KONEOPOBA PeaKiuA 3 HOAOM OpamXeBO-KOpHUYHEBe 3a0apBIeHHS Bianosiznae
4 Cepenns maca 646,0-714,0 mT 670,9 Mmr

(680,0 Mr + 5%)

5 OaHopIAHICTE MACH VY BIAMOBIIHOCTI 3 BUMOraMH Bianoginae
6 CroponHi gominikn (BEPX): He BUMaracTecs npu BUIIYCKY cepil -

-OKpeMi BIIOMI JOMIIITKH

CYNB(aMeTOKCa30My

- OKpeMI BIAOMI JIOMIHIKH

TPUMETONIPHMY

-OKpeMa HERIAOMA JIOMILIIKA

- CyMa JOMIILIOK
7 PosnananHs

8 | Pozuunenus' (BEPX)




JloroTun KoOMIaHil

Ceprugikar axocri Ne 425/2024

BICEIITOJI ®, Tadnerkn, no 400 mr/80 mr

Kpaina supoduuxka: [lonpiua

PeecTpaniiine mocBiguenns Ne: UA/3027/01/02
Cuaa gii / akTHBHICTE: cynbdameroxcazony 400 mr, tpumeronpumy 80 mMr

Jlikapceka gopma: TabreTkn
Tan Ta posmip ynmakosku: Ne 20 (o 20 tabnetok y Omictepi; no 1 6aictepy B kapTOHHIHA kopobiii)
Homep cepii: 13066507
KinsRIiCTh YHAKOBOK y cepii: 27 744 y.
dara pupodHuuTia: 12 2023
Ctpok npugatHocti: 11 2028

oie a0: HeoOMexe it

(Q)

9

KUJIbKICHE BH3HAYECHHA:

9.1. CynsthameTtoxcason

(M-7 TUTPYBAHHHA, M-
MIOTEHLIOMETPUYHOTO THIPYBAHHA )

9.2, TpUMETONPUM (M-A
THTpyBaHH, Y M-n)

388,0 - 412,0 mr (400,0 Mr £ 3%)

76,0-84,0 mr (80,0 mr + 5%)

390,5 mr

78,6 MI'

10

Mikpobionoriuna yuctoTta !
(€Bp.PapM.)

3arajibHa KUIBKICTh aepoOHIX
MikpoopratizmiB (TAMC)
JaranpHa KiNbKiCTh
APLKIKOBHX 1 LBiNEBUX I'PHOIB
(TYMC)

Escherichia coli

He 6inpie SO0 B 1 10

He 6inbe 508 1 13

BiacyTHicte B I T

" - sunpoGYsaHHA GUKOIYIOMD ONA KoXcnot 10-1 cepii

BN CHOBOK: Jana cepis Bianoginae sumoraMm MK no PeecTpauiitnoro noceiguedys Ne
UA/3027/01/02

Komenrapi: 36epiratu npu temnepaTypi He Bulle 25 © C. 36epirati B HeJOCTYHOMY U8 AiTeli MicIi.

3ansa npo cepmudpirayiio: Lfum s 3aceiduyio, wo nasedena suye ingpopmayis e Q0CMOoBIPHOIO |
mounoro. Lo cepito npodykyii 6yno eupobieno, 6KuIONQIONU NAKYEAHHA / MADKYBAHHA MA NPOBENeNO
KOHMpOAy i axocmi na suwesasnaveniii Oinenuyi vy noenitt 6idnogionocmi 3 eumocavu GMP,

BCMANHOGACHUMU MICYEBUM PESYIATHOPDHUM Op2aHOM, d MAKOXC GIONOGIOHO 00 cheyudikayil
MicmaAmeCa Yy peecmpayiiunomy docee. [Ipomoxonu eupobuuymsa, naxyeawus ma ananizie
nepezianyno ma 6CMaHoeneno sionosionicme GMP.

Peanizayia npodyxmy dossonena.

Hata Bugayi: 06.02.2024
Binnosizaasha ocoba 3a Bunyck cepii: Onexcanapa Magexdyk
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