Meprne FmbX

nI,D,TBEP}-H,B,EHHH BUNYCKY CEPII

.Hpama |

3aMDEHMI{

MpoayKT:

Hnmep r.:Epu

nEpBHHHa yna KOBKa:

Mepune Homep cepil:

CAM Homep:

NikapcbKa dpopma:

AKTUBHUH iHTPEAIEHT:

Cuna gii: - - -

OANHULA CUAM aji:

Ymoen 3bepiraHHa:

Homep peecTpauiiHOro NocBiaueHHA:
Poamip cepii roToBoro npoaykry:
Homep niueHsii:

GMP ceptudikar:

NMPE3EHTALIA NPOAYKTY

Dopma YNaKoBKK:

MovaToK NnakyBaHH=R:
3aBeplWeHHA NaKkyBaHsHA:
ETUKeTKa:

Kopofra:

IHCTpYKLA:

BupobHuk cepii “in bulk”,
NaKyBaAbHMUK:

KoHTpONk AKOCTI:

BMpOOHWK aKTUBHOT peyoBruHU:

BianoeinanoHui 3a ennyck:

HKOAHUX CYTTEBUX UM KPUTHMMHUX BiAXUAEHD, AK MOMYTb BNANBATU HA BUNYCK cepii He Byno 3apeecTpoBaHo.

YKpaiHa

Tesa

Uepykan® poaunn ansa in’exuiis, 10 mr/2 mna; Nel0 (10 amnya x 2 mn)

AB5960 JaTta supobHuuTBa:; 07.2023
A65960 Tepmid NnpuAaTHOCTI: 07.2028
A65960

262433 Poamip ynakogKH: 10

PO3YKH ANA iH EKUIN

MeToknonpamigy rigpoxnopmpg,

5

mr/mn

3b6epirath npu TemnepaTtypi He euwe +30°C

UA/2297/02/01

16. 061,000 ynakosok

DE_BW_01_MIA_2023_0057/ DE_BW_01_Merckle Weiler
DE_BW_01_MIA_2023 0056/ DE_BW _01_Merckle Ulm
DE_BW_01_MIA_2022_0088/ DE_BW _01_Merckle Blaubeuren
DE_BW_01_GMP_2023_0108 — gjtouni (Bnayboiipen)
DE_BW_01_GMP_2023_0087 — ajtounii (bnayboiipeH, paiioH Beiinep)
DE_BW_01_GMP_2023_0086 — aitoumii (Yabm)
DE_BW_01_GMP_2022_0090 - nonepeaHiit (Yaom)
DE_BW_01_GMP_2022_0022 — nonepesHii (Bnay6oiipen, palioH Beiinep)
DE_BW_01_GMP_2021_0173 — nonepegHiii {bnaybolipen)

10 IW’eRLiAHUIA pO34UH/ cKNAHA amnyaa
AG5960

30.08.2023

31.08.2023

281234.03-UA

B281236.03-UA

281235.03-UA

Mepknae FmoX
Niwoggir Mepkne Wrpacce 3
89143-BnayboipeH, HimeyunHa

Meprne TmbX
[pad-Apro-UlTpacce 3,
89079-Ynbm, HimeuunnHa

IKPOM C.P.N.
Bia genne ApTti 33
20863- KoHkope330, MoHua-e-BpiaHua, ITanis

Mepkne TMBX
Noasir Mepkne Wrpacce 3
89143-bnayboiipen, HimeuyunHa

daHum A nigTeepaxylo, WO NoJgaHa BMLLE iMpopmaLia € gocTosipHOW Ta TouHow, flaHa cepia NpoaykTy 6yna BUrOTOBACHA, BKAKOYAKOYN
naHyBaHHH/mapHvBaHHﬂ | KOHTPO/IL AAKOCTI ¥ NoBHIN BignosigHocTi Ao eumor GMP, BCTaHOBAECHUX €C, a TakoK ¥ signosigHocTi go cneywndikauii

Mepkne TmBX
padg-Apro-Ltpacce 3
D-83079-Ysbm
QO-RST@teva.de

Crop.132
Mepkne cepia/Homep AG5960/262433

#
N/

/5 st ;/ 33300 /Gl 7 i




Mepkne MmbX

Toproeoi AiueHsii kpaiHu-imnopTtepa. MPoOTOKOAM BUPOBHULTEA, naxysaHHA 1 aHanisy cepil By poarnanyTi | BU3HaHI TakmmK, Wo signosigaoTs
ymoBam GMP,
AaHa cepin sBUNytueHa 40a npoaamy

Aata / wac; 08.09.2023 / 11:33:42 CET
-3aé’lr'\3_eﬁ,ﬁ,}ié:_e:ﬁu: Dr. Michael Doelker

| - QA SLS5-5D-B, ynosHosaMeHa ocoba
AaHnit AOKYMEHT CTBOPEHUIA B ENEKTPORHOMY BUFAAA] 3 €/IEKTPOHHUM N1 ANMCOM.

Mepkne TmEX
MNpag-Apro-LUtpacce 3 Crop.232
D-83079-Yabm Mepkne cepia/Homep A65960/262433

QO-RST@teva.de




Vipsina'

CEPTUDIKAT AHANI3IB

Aara BupobHMUTEA TepmiH NpUAATHOCTI Bepcin

07.2023 07.2028

Ol

Cepin Cepin 3amosHuka  Cepia npoaasus

A65360
KoHTponbHa napTis

202304025722
ID npoaykTa: Cneumndikavria
MOKQ MOKQ-M-F14

- Llebyu'ah“:poawu AN TH eKLiH, 10 mr/2 mn; N210 (10 amnyn x 2 mn)

S

Tectu -

Cnevuudikauin

Pesynbrama i

3aransHii cneuudivHi xapakTepuUcTUKRH

Onuc [Mpo3opa besbapsHa pianHa Bianosigae
Buaumi wacteum [MpakTUYHO He MICTHUTL BUAUMUX HACTOK Bianosinae
HeBuAWMI YacTKy

= 10 mrm/amnyny < 6000 vacToK 2 YaCcTKM
Hesnanmi 4acTku

> 25 mrkm/amnyny < 600 yacToK 0 vacrox
pH - 4,5—-6,5 pH 5,51 pH
0O6'eMm, LLIO BUTAraETLHCA > 2,0 mn 2,0 mn
3abapeaeHicTb <B9 Bianosigae
[1po30picTb Ta onanecueHLn < eTajA0HHa cycneHsis | Bianosigae
laeHTudikauin

MeTokaonpamiay rigpoxnopuay moHorigparty | Yac YTPUMYBaHHA BIANOBIAAE CTaHAAPTY Bignosigae
(BEPX)

Hatpiit (3abapeneHictb nonym’s) tKoBTe noaym’a: no3anTUBHa Bianosipae
Xnopup (peakuia ocagskeHHR) binuh ocan: nosuTUBHa Bignosigace
CynodiT (peakuin ocagreHHs) biAnM ocan: nosuTHUBHA BinnoBigae
Tect Ha XimidHy ynctoty (BEPX)

N,N-gieTunetmnengiamin (gomiwka E, €ep.d.) | <0,5% <0,05%
4-amMiHO-5-XN0op-2-METOKCU-BEH30MHA <05%

kucnota (pomiwka C, Esp.dapm.) <0,05%
OKpemi HeBigOMI AOMILLIKM <0,5% <0,05%
3aranbHi HeBiLOMI LOMILIKK <0,5% <0,05%
Cyma BCix 40MilLOK £10% <0,05%
Bmicr / 2 mn posuuny

MeroKkaonpamiay rigpoxnopuay moHorigpaty | 10,54 mr 45 % 10,55 mr
(BEPX)

Yy 8IACOTKax 95 - 105% 100 %
Hatpia cynbdit (YO-Buauma obnacrte) £0,2625 mr (< 105% 3anBneHoro emicty) 0,2304 mr
BunpobyeaHHa Ha GionoriuHy 6esneky

CTepuabHicTb [loBMHHO BigNOBIAATH Bignosiaae
bakrepianbHi eHAO0TOKCHHM < 12,50 MO/mn < 5,00 MO/mn

Cepina 6yna BU3HaHa AK TaKa, W0 Bignosigae cneuundirayii NPOAYKTY

Nara / yac; 08.09.2023 /11:33:42 CET

3asTeepaxeHo: Dr. Michael Doelker / QA SLS-SD-B,
AaHnA AOKYMEHT CTBOPEHO 8 NEKTPOHHINA cucTemi 3 ENEKTPOHHUM Ni gk

YAOBHOBaXeHa ocobag

Meprne 'méXx
Fpad-Apko-llTpacce 3
D-89079 Yibm
QO-R3T@teva.de




A

. JIEP)KABHA CIIYKBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPO.TIO 3A
- HAPKOTHKAMM Y KHIBCBKIA OBJIACTI

npos. CeitnnyHoi Haxii, 3, M. Kuis, 02099, ten/akc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €JIPIIOY 37078774

BUCHOBOK .
PO AKICTH BBE3EHOI'0 B YKpaiHy JIKApCHLKOro 3acoly

- ._30'10'2023 | Ne 52719/23/10

IEPYKAJI®

(HaliMeHyBaHHA iKapcLKOTO 3aC00y 3rigHO 3 peecTpariianM TIOCBITYEHHAM)
PO3YMH NS iH'exuiif, 10 Mr/2 mu; mo 2 mu1 B ammyJi; mo 10 ammyn Y Kopooui
(popma Bumycky, mo3yBaHHs, BUA AKyBaAHH JIIKAPCHKOTO 3ac00y)

Homep peecrpaniiinoro noceigzenns UA/2297/02/01 CTPOK Iii peectpamiiinoro noceizgenns 01.01.2099
Cepist nikapcrkoro 3aco6y Ne A65960 KinbxicTs BBe3eHOro sikapcskoro 3aco6y 16061

BupoOHux Mepxkne I'm6X, Himeuynna

(HaliMeHyBaHHA BHPOGHHKA AIKAPCBKOTO 3aco0y, KpaiHa MOXOJUKEHHS)

Bseseno B Ykpainy ToBapucrso 3 06Mexenoro BinnosizanbuicTio "Tera Yxpaina", izenr.
kon: 34770471

(HaliMeHyBaHHS Ta KO/ 32 €PIIOY ropuauunoi ocobu abo npi3BHLIE, iM'A, 0 6ATLKOBI (piznunoOl
0cobu - mianpuemus, ii Micie npoxUBaHHS Ta PeeCTpawifiHui HOMEp 061IKOBOT KapTKK IIATHHKA
onaTKis abo cepia Ta HoMep I1aCropTa)

IIporokou Bizyansuoro kourpoaso six 26.10.2023 Ne 3393/6.

3a  pesyneTatamm  JepxaBHOro KOHTPOJIIO  BCTAHOBJICHO, INO JIKAPCHKHH 3aci6 BBe3eHo = Ykpainy 3

AOTPHMAHHAM sumor 3aKOHOJABCTBA IO/I0 3a0e3neYeHHs IKOCTi JIKapCHKUX 3ac00iB.

Biraniit BOHJTAPEHKO

(iniujann Ta npizsuiie)




