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CEPTUDIKAT AHANI3Y

Homep ceptudikaty: 40490277

Homep ceptudikaTty: 40450277
MpogykT: OIHAENCHH® 400 PETAPL, Tabnetku no 400 mr Ne50 YkpaiHa
HomeHKnaTypHUIA Koa: 10009877
Homep cepii; 16183821
Homep cepii Banka: 14087621

Cneumndikauis/kpaiHa-imnoprep:

SD11002241/17 YkpaiHa

Hata BupobHmuTBa:

08 bepesnn 2021

MpuaaTHWiA go:

bepeseHb 2024

NMokasHUK

Bumorn

PeaynbTatn

3aranbHi BUMOTH

Bini abo moeTyeaTi, Kpyrai, nnacki Tabnetkn y
$opmi AMCTa KOHKOWKMHK 3i CKOWEHUMK Kpasmh,
xpectonogibHow AiHielo poznomy 3 060X CTOPIH,
4 Haciykamu Ha OOKOBWMX CTOPOHAX, FNAAKCH
NOBEPXHEH, WiABHUMMW KpaAmMKM Ta OAHAKOBUM
30BHILWHIM BUrASLOM,

KomeHTap: nepeeipeHo PMigala

Bignogigae

laenTndikauin KapbamaseniHy -BEPX Bignoeigae ctaHaapty Bignogigae
laeHTudikaudia Kapbamaseniny - YO Bignoeigae craHaapTy Bignogigae
CepeaHa maca TabneTtim 588,0 mar - 612,0 mr 598.3 mr

(600,0 mr +2%)

OaHopigHicTe Mack TabneTok He G6inewe, Hi 2 iHgweigyansHi mack | Bignoeigae
BIOXMAAKOTLCA Big cepegHbol mack finblle Hix
Ha 5% i »oAHa 3 HUX He Bigxwnaetbes Hinbwe
Hix Ha 10%.
KomeHTap: L=587.5; H=609.7
Po3auMHeHHA Ailouoi peyoBUHU
- Yepesz 15 XBHMAWH 10 - 30 % Big 3as8NEHOT KiNbROCTI
kapfamaseniny Bignoeigae eumoram Eep. ¢.
2.9.3, PipeHe L1, L2, L3 BignoeigHO Bignoeigae
KomeHrtap: 24;21;21;22;16;14; A=20
Po3uMHEeHHA Ailouoi peyoBUHU
- Yepes 90 XBHMAWH 45 - 65 % BiA 3aA8NEHOI KiNbHOCTI
kapfamaseniny Bignoeigae eumoram Eep. ¢.
2.9.3, PiseHe L1, L2, L3 BignoeigHo Bignogigae
KomeHrtap: 57;55;56;55;54;52; A=55
Po3uMHEeHHA Ailouoi peyoBUHU
- Yepes 210 xennuH He meHwe 70% Big 3asBAeHOI KiNbROCTI
KapfamaseniHy Bignoeigae eumoram Eep. ¢.
2.9.3, PigeHb L1, L2, L3 BignoBigHO Bignogigae
KomeHrap: 79;78;79;77,78;,77; A=78
XpomarerpadiuHa umuctota {BEPX):
- Kapfamaszeniny enokcug, He Binbwe 0,2% KomeHTap: He BUABAEHO 0,0%
- AKpUAOoH He 6inbwe 0,2% KomeHTap: He BUABAEHO 0,0%
- AKpUAaWH He 6inewe 0,2% KomeHTap: HUXYe mexi 0,0%
KiNbKiCHOro BU3Ha4YeHHA
- 9-MeTunhakKpuamH He 6inewe 0,2% KomeHTap: He BUABAEHO 0,0%
- ImiHoCTINBEOEH He 6inewe 0,2% KomeHTap: HUMkKYe mexi 0,0%
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Homep ceptudikaty: 40490277

KiNbKiCHOro BU3Ha4eHHA

- byab-AKa HeBigoma gomillka He Binbwe 0,2% KomenTtap: 0,04 0,0%
- 3araAbHMA BMICT HEBIAOMMX AOMILLIOK He Binbwe 0,5% KomenTtap: 0,09 0,1%
- 3arafibHUIA BMICT BigomuMx Ta Heeigommx | He Binbwe 0,5%; KomeHTap: 0,09 0,1%
AOMILLIOK
KinbkicHe BU3HaueHHA Kapbamasenivy B | 380,0 - 420,0 mr 398.1 mr
1 rabnetui (BEPX)
KinbkicHe BU3HaueHHA kapbamaseniny (B 95,0-105,0% 99.5 %
% Bijg, 3aABAEHOI KinbKOCTI)
MikpobBioneriuna umctorta:
MpoeocasTb BMNpobyBaHHA AAA KOKHOI
10-0i cepii abo, AK MiHiMyMm, 0AWH paz Ha | KomeHTap: He peryAApHWiA Tect
piK
- 3aranbHa KinbKicTb aepobHKUX He 6inbwe 1000 KYO/r
MiIKpoopraHi2mie KomeHTap: He peryaapHuia TecT
- 3arafibHa KinbRIiCTE APiIMAKOBUX Ta He 6inbwe 100 KYO/T
naiceHeBUX rpubie KomeHTap: He peryaapHuia TecT
- Escherichiacolis 1 r BigcyTHa
KomeHTap: He peryaapHui Tect
BignesigHicTb iHaMBiayanbHOI ynakoBku| TabneTku ynakoBaHi 8 Baictepw, aki 3pobneHi 3 | Bighoeigae
Binoro, Henposoporo
MNBX/NBAX/MepramentHoi/Al donbri, 10
TabneToK B KOXHOMY BaicTepi i 5 Bnictepie (50
O4MHMLb) YNAKeBaHI B KAPTOHHY KOPOOKY 3
IHCTPYHUIEHR.
BignesigHicTb iHagMBIAYaNbHOT YNAaKOBKM| HaaeHICTb KOHTPOAD NepLlloro BigKkpuTTa — Bignosigae

KOpo BKa 3akneeHa.

AidcHUM A 3aTBEpAXYIO, WO HaBedeHa BULWeE iHpopmaLis € 4OCTOBIPHOK Ta TOYHOK. KOHTpONbL AKOCTI
Aana uiei cepii Byno nposegeHo B NOBHIW BignoBigHocTi go Bumor GMP, wo BCcTaHOBAEHI mMicueBWMm
pPerynaTopHUM OpraHom, Ta 3apeecTpoBaHMX cneuudikauiin kpaiHM-imnoprtepa. PesynbTat TecTyBaHb
Byno po3rAAHYTO M BM3HAHO TaKMMM, LLO BIANOBIAAICTb 2apeecTpoBaHUM cneumdikaliam.

3aTeepaeHo: Agnieszka Makowiec
Kpakis: 07.05.2021, 08:42:30

Ueit gokymeHT ByE 3aTBEpAKEHWUIA B €1€KTPOHHOMY BUrNAAj, BAAaCHOPYY
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PaxieeUt i3 3aBezned4eHHa AKOCTI
Beata Stolarz
07.05.2021
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JIEPXJUKCIIVKBA
AEPAKABHA CNYKEA 3 JIIKAPCBK[?!X 3ACQEIB TA KOHTPOIIO 3A
HAPKOTHUKAMM Y KHIBCBHKIH OBJIACTI

npocnexT Banepis JloGanoscokoro, 51, M. Kuig, 031 10, Ten/akc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua https://www.dls.cov.ua. Kon €JIPTIOY 37078774

BUCHOBOK
PO AKiCcThL BBe3eHOro B YKpaiHy JlikapcsKoro 3acoly

15.06.2021 Na 32037/21/10

PIHJEINCHH® 400 PETAP
{sadiveryBanss nixApCLKOTO 38¢00Y AriIHO 3 PECCTPANiHHMM TTOCBiAYCHIIM)
TaleTKA NposIoEroBaHoY Ail mo 400 mr, no 10 Tabaerok y 6aicrepi; o 5 Gaicrepin y xopobui
(thopMa mwITycky, mo3yRaHmHs, B NEKYBAHHA TiKAPCEKOTO 38000y}

Howmep peecrpaniftnoro nocsimaenns UA/9848/01/02 crpox aii peecTpauiitroro noceimuersa 01.01.2099
Cepis rixapcekoro 3acoby Ne 16183821 KinbkicTs BRE3EHOTO Nikapchkoro sacoby 7047

Bupobmux TOB Tesa Onepeiinms [Tonanx, Ionema
(HalfMeRy RaHHR BUPOGHMKA aikapeskorae sacoly, kpaing MOXO/KEHES)

Bee3eno & Vkpainy Tosapacrro 3 o6Mexenolo BianosizaasHicT0 "Tepa Ykpaina", izenr.

xop: 34770471
(nalivenynanHg T2 kog 3a CAPIIOY opunuHoel ocotu 860 mplssdine, iv'a, mo GaTekosi biznqu0]

0co0H - mnpremu, 17 Micue NpoxwBanIT T2 peECTpaui Hrit soMep o6aikoRoT RapTKy IWIaTHIKA
TIOATKiE 860 cepis Ta HOMep necnopTa)

[Iporokon pisyankaoro kentpomo sin 08.06,2021 Ne 1928/6.

3a pesynpTaTaMm  IepxaBHOrO KOHTPO.IIG  BCTAGHOBIEHO, M0 JiKapcekdil  3aciG  BBeseno & Yxpainy 3

AOTPHMAHHAM BAMOr 3aKOHOARCTBA MO0 3abe3NeTeHA[AKOCT] NikapCEKHX 3acobip.
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CEPTUMIKAT BIANOBIAHOCTI

1 | HasBa npoaykry GIHAENCHUH® 400 PETAPA, TabneTkM npoAcHresaHoi 4ii no
400 nar; Tabnetku no 400 mr Ne50
2 | KpalHa-imnopTtep YKpaiHa
3 | Homep peectpauiiiHoro UA/9848/01/02
noceigyeHHA
4 Cuna/ AKTUBHICTb KapBamaszenid 400 mr
5 | flikapceka dopma TabneTkW NponoHroeaHoi aii no 400 mr
6 | Pozmip i TMN ynakoekK 10 trabnetok B 1 Bnictepi, 5 Brictepis
7 | Homep cepii 16183821
8 | Harta ewpobHuuTBa bepeseHb 2021
9 | NpugaTHWir Ao bepeseHb 2024
10 | Po2mip cepil 7047 yn.
11 | BunyweHa KinbKicTb 7047 yn.
12 | Hazea, agpeca i Homepu AiLeH3ir TOB Teea OnepeiwHs MNonaHa, Byn. Mormabceka 80, 31-546
AiNBHULE BUpOoBHWUUTBa | KoHTponto | Kpakie, Monbwa
AHOCTI Bupo6Huua niuensia: 138/0018/15 (nonepeaHs GIF-IW-
400/0018/01/545/2wW215/14)
13 | CeptudikaTtu signoeigHocti GMP Homepw ceptudikarie BignosigHocti GMP:
ANA BCIX AiNbHWUb BKazaHUX B rpadi | IWSC.405.13.2021.AJE.1 WTC/0018 01 01/55
12 abo, 3a HARBHOCTI, NocUnaHHA Ha | (IWZ).405.11.2017.MG.1 WTC/0018 01 01/237)
EudraGMP IWSF.405.50.2020.KK.1 WTC/0018 01 03/108
IWSC.405.13.2021.AJE.2 WTC/0018 01 02/56
14 | Pe3ynbTaT aHanisie BignoeigHo ao Ceptudikaty AHanisy
15 | KomeHTapi/3ayBarkeHHs -
16 | 3assa npo ceptudikadito:
HilcHum 8 3aTBepAy), WO HasegeHa Buwe iHpopmalis € AOCTOBIpHOW Ta TodHow. Us cepis
npoaykTy Byna sMpobieHa, BKAKYAKOYM NaKyBaHHA/MapKyBaHHA Ta KOHTPOAb AKOCTI Ha BMLLE BKasaHik
AinbHUUI  {ginbHUUAX) B nNOBHIA BignoeigHocti Ao eumor GMP, Wo BCTaHOBAEHi MicUgEMM
peryAaTopHum opraHom, Ta cneumndikauid PeecTpauiliHoro noceiaveHHa KpaiHu-imnoptepa abo
cneundikauid gocbe gns NPOAYKTY, WO ACCAILMKYETLCA. [TpOTOKONAM BMPODHUUTEA, NAKyBaHHA i aHanisy
cepii 6yn0 po3rAsHYTO M BUSHAHO TakKMMMK, WO BignoeigatoTe GMP.
Cepia 6yna evnywweHa AnA NPOAAKY.
17 | Kopobka 70067344
Baictep 70067343 m
IHCTRYKUA 70062694 A7 i )
18 | MNpisBrLLe Ta Nnocana/3saHHA Ta KepieHwk Bigainy 3abeznedeHHs akocTif/ £y ;

Mianuc ocobu, AKa Bignoeiaae 3a
BUNYCK cepii / JaTa nignucaHHs

YnoeHosaxKeHa ocoba

3
£ TaHav
me.wmq:mﬁul 4

Anna Wierzbicka-Kowalik 07.05.2021 o047 .' 4
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