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Monowa Rata cepTudpirary Homep ceptudikary
Ten: +48.61 850 12 00 Pare: +48 61 867 5717 1o:1i0=2022 40000350801
cropiHka 1 3 2
Homep martepiany: 264948
Ha3zga: IAMIKTAN TabneTky, 1o aucnepryioTbes, no 50 mr Ne28 (14x2) v Bnicrepax
Homep peectpauilthoro noceiguennsn: UAJ0452/01/03
BupobHui: fendapm Mosxads C.A., 189, Byn.I'moHsanbackla, 60-322 MosHanb, Monbla
Homep BupoBhnyot nivexaii: 100/0092/15
Cuna pilfakTuBHICTb:
AoYa PeYoBHAT NaMOTPUANME;
1 Tabnerka mictuts napMoTprUAXWMHY 50 Mr
LM 3aceiguyio, o HaseaeHa eutue indopmadis e BJocTosipHote Ta TouHole. L
cepilo npoaykry Gyno BUTOTOBNEHO/BUPOBNEHO, BICAIOMAIONY eTany
nNakyBsaHHa/MapkyBaHHR Ta KOHTPOSIO SKOCTI, HA 3a3HAYeRIR(-ux) BuLLe cxBaneHif{-ux)
BUpoBHUYIR AinsHUUI{-AX) ¥ nosHiR BignobliaHocTi suMoram Hanexwol BUPOOHKUYOT
npakTiki (GMP), BeTaHoBREHUM MICUESWUM PEryNATOPHUM OpraHoM, Ta
cnewupichirallismM y peecTpauiiinomy noceiguenni kpaiHu-imnoprepa. Mpotokony
00pobiw, nakysankHs Ta akaniay cepii Gynu nepesipeHi Ta susHaHi Takumi, LWUo
BianosigaioTe Bumoram GMP.
Cepin: CDGF Tepmin npugarHocTi: 08/2027
Poamip ceplif {ynaxoeok): 3 838
AaTa supoGruuTBa: 10/09/2024
Onue Crneuundiikauis PesyneTati
Onuc Bini aBo Gini 3 sigTiHKoMm BaraTorpanHor, Bignoeipae
cynepenunTiyHol dbopmu TabneTiu 3 konom GSCX7 3
ofHoro Goky Ta uucbpoio 50 Ha IHIR cTopoH.
Tabnerku matoTb 3anax YopHoT cMopoguln. Ha
noeepxHi TabneTok AONYCKAETLES MAapMYDOBICTb
laenTuchikauis giovol peHoBuHm; MosuTiBHO Binnosigae
JNamoTtpumsur (TLUX)
laeHTkhiaLln Allovoi pevoBKUHN: Butpumye sBunpobyBaHHs Bignosinae
Namotpugsmy Yo
abo
Namotpugun BEPX
OpgHopigHICTs A030BaHUX OAUHULb Bianoeinae sumoram ¢ Binnorinas
PoanagaHHs Bignoeigae sumoram €&, He Binblue 3 X8, 1
Pogunrenns Bignosinae sumoram $. CLUA, Q=75 3a 30 x8. 99
OnHopigHicTs auenepcii Bignoeinae Bumoram €@ Bianosigae
KinbkicHe BU3HAYEHHSA NAMOTPUANAHY 99,6
MeToaom Y 95,0% - 105,0% Big 3ansBneHoT go3u
abo
KinxicHe BuaHa4eHHA NamOTRHAKUHY
meTogom BEPX 95,0% - 105,0% s8in aaasneHol A03H
lAeHTUdBIKALIN JonoMibKHUX pevoBiH * NosuTueHo FapanTosano
Kansuito kapbouaTty
lnenTuthiauin gonomixevx pedosmy 1 MNoauTusHe MapaHToBaHO
I'apokcUNponULenionoau
|geHTHbiRaLIN SOROMIKHWX PEYOBUH | MMo3uTHBHO FapakToBaHo
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Aenpapu Noanaub C A,
Nonwua

189, nyn FpioMBanscuxa,
60-322 Noananb

Nonutia

Ten: +48 61 860 12 00 @ake: +48 61 B67 5717

CTOpiHKa 2 52

Hava cepmachikaty Homep ceprudhikary
15-10-2024 40000350801

Anomidilo Markilo cunikary
laeHTuhikauin AonombIHKX peyosuH NosutineHo rapaHroBaHo
Harpilo kpaxmansriikonaty
laeHTugikalin AoNOMIKHUX pevyoBiH * NosuTueHo rapaHTOBaHD
ogigory K30
lneHTUDIKayin AoNOMKHUX PEYOBIUH 1 MosntveHo MapaxToBaHO
CaxapuHaty Harpito
|aeHTHChikauis AONOMINKHUX PEYOBKH MNoautneHo lapaHTOBaHO
ADOMATH3ATOPY YOPHOCMODOAKHOBOMO
502.008 / AP 0551
lAeHTHhIKaLiS AONOMIKHWX PEYOBMWH MosurusHo MapauToBaHo
Marrilo cTeapary
Mixpobionoriuna uncrora? He Ginbiue 1000 KYO/r {apaHToBaHO
3aransHa KinekicTs MMTTE3LATHMX
aepobHux Mikpoopraismis
Mikpobionorivba uncrora? He Binvwe 100 XYOIr "apaHTOBaHO
Cymaphe yncno Apbidxis Ta rpubis
MixpoBionoriyna unctota? BigeytHig 11 [apaHToBaHo
Escherichia coli

! Perynapui sunpolysanna He NQOBOARATRCA

? Perynapui aunpoBysanns He NPOsoaATeCH, Bunpebyaatta NPoBoARTLCA HE MEHWE Hix KA OAHIA cepii a pik.

Kpaiua, ska imnopTye: YipaiHa

LDara nignucadns ceprudirary

Osaba Wykwalifikowana/ YnosHosaniera ocoba
Qualified Pevgon Nianuc .
r AL Loyl Magdalena Dominiczak
’:\‘)_)L er Lt 7

Magdalena Dominiezak

Aara sunyciry 11.10.2024
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HAEPXKABHA CJIIYJKEBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM ¥ KHIBCHKIU OBJIACTI

npos, Ceitiayrof Haall, 3, m.Kuie, 02099, Ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €PIIOY 37078774

BHCHOBOK
Ipo AKICTL EBe3eHOro B YKpainy MiKapebKoro 3acoby

05.12.2024 No 62484/24/10

JAMIKTAJ

{nafivenysamns nixaperkoro sacoBy arinuo 3 peecTpaLiiinuM NoCRITICIIAM)
TabJIeTKH, M0 ANCHePryIoThes, o S0 mr; mo 14 Ta6ieTox y Gnicrepi; o 2 Gictepu B
KapTouuiii xopobi

({popaa BrITYCKY, AO3YBAHHS, BHI TAKYBAHHE JIKAPCHIEOTD 3acofly)
Hoxep peecrpaniitioro noceinuenns UA/0452/01/03 erpox aii peecrpauitinoro noceinenns 01.01.2099
Cepis snxapcskoro sacosy Ne CDGF KinnxicTs BBe3eHOrO Nikapcsxoro sacofy 3838

BupoBiux Hendapm Hoznans C.A., ITonbima
{HafiseHysanus Bupobinka pixaperKoro 3acoby, kpalHa NOXOMACeH)

Baresero B Yxpaity TopapucTeo 3 06mexenoro Bignosizaneuictio "Ciraxeo CotiTICnstitn
®apmaceroTikaine Yipaina', igenr. woa: 35619519
(wakmenysars a kon 3a CPTIOY 1opunsitat ocoGe ado npisemie, i'a, 00 GaTEKOB! pizsrenmos

0coBH - MARPHEMLA, T MiCLIC NPOKABAHNI Ta PECCI PALIHAKI HOMEp 06aikoBo! KaprKH QAaTHHKA
nogarkis afo cepis Ta nomep nacropra)

IIporokon Bisyamsioro koatposmo sin (2,12.2024 N 3758/5.

32 pesyibTaraMM JAepABHONO  KONIPONIO RCTAHOBAGHO, IO nikapcekuit 3aci6 Bsesemo B Vkpainy 3
AOTPHMAHHIIM BUMOT 3aKOROABCTRA WOAO 3a6e3NEYEHH KOCTI RixapchxHX sacofie,

Onsra EPLOMEHIKO

{nige) (immank ta npizanme)
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