JEPXIOKCIVABA -~ »
JEPKABHA CJIY)KBA 3 JIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A |
HAPKOTHUKAMM Y KHIBCBKIN OBJIACTI i
npocrekT Banepisa Jlobanoecrkoro, 51, M. Kuis, 03110, ten/taxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua,https://www.dis.gov.ua, Kog CAPIIOY 37078774
BUCHOBOK !i
PO AKICTH BBE3EHOTO B Y KPAIHY JiKapPCHKOro 3aco0y :
27.10.2022 Ne 45309/22/10
BETATICTHH.TEBA

(Ha¥MeHyBaHHA TIKAPCHKOTO 3ac00y 3TiTHO 3 pecCTPalliiiHAM MOCBIIIEHHIM )
Tabnrerku no 16 mr, no 10 tabnerok y 6aicrepi; no 3 6aicrepn y KapToHHIi xopoOui
(tbopma BHITYCKY, 03YBAHHSA, BAJ NAKYyBaHHs NiKAPCEKOTO 3aC00Y)
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‘Homep peectpauiiinoro noceiquennia UA/7806/01/02 crpox nii peecrpauiiinoro nocsiguenns 01.01.2099
Cepis nikapcskoro 3acoby Ne X36023B KinskicTs BBe3eHOro Nikapebkoro 3aco6y 9400 -

Bupobuux Mepxne I'm6X, Himeuunna
(HaliMeHyBauHa BUPOOHUKA HIKHpGLK{)I‘D 3aco0y, Icpama HDXD,[[H{EI-H{H)

‘Bresero B Ykpafny TosapucTBO 3 06MexkeHOI0 BinnoBiTaabHicTIo '"T'era Ykpaina', inenr. o
xon: 34770471 ) l
(nattmenysannsa Ta ko 3a CAPIIOY opuapanoi ccobu abo npisBuile, iM's, no GaTexosl PisHaHOL i

oco0H ~ manpHeMI, 1 Micue NpoKHBAHHA Ta peccTpaniiHuii HoMep 0011KOROT KAPTKH TTATHHKA
noxarkis ado cepis Ta HOMep HACHOPTa)

porokoa Bisyansnoro xourpomio six 25.10.2022 Nz 2767/2.
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MATBEPAXKEHHA BUNYCKY

Kpaina:. YHKpaiH3

.3aMOBHUK: TeBa | |

MpoayKT: BETATICTUH-Tesa, TabneTiu nio 16 mr; Ne 30 (3 6aict. x 10 Taba.)

‘Homep cepit; X36025B DaTa supoBHULTEa: 03,2022
MepBUHHA yNakoBsKa: 'X360258 TepmiH npuaaTtHocTi:. 03.2025
Homep cepii Mepxne: X360258B.

‘CAIN Homep: 272333

JNikapcbxa popma: Tabnerkn PO3MIp YNaKOBKMA: 30
AKTUBHWMIA iHrpenienT: BetaricTvHy anrigpoxnopua.

[l03yBaHHA: 16 mr

YM0BM 36epiraHnn: He 36epirati npu Temnepatypi sMiLie +25°C

Homep peectpauiiHoro nocsipdernda: UA/7806/01/02

Po3mip cepii rotoBoro npogyKry: 9400 ynakosoK |

Homep RiueHsit: DE_BW_01_MIA_2022. 0085/ DE_ BW 01 Merckle Weiler

DE_BW_01_MIA_2022_0086/ DE_BW_01_Merckle Ulm
DE_BW_01_MIA_2021_0121/DE_BW_01_ Merckle

GMP ceprudirar: DE_BW_01_GMP_2021_0173 - gitoumit (Bnay6olipeH) -
DE_BW_01_GMP_2022_0022 — aitounit {(Bnaybotipen, p'aﬁfjHjB'éﬁﬂép]
DE_BW_01_GMP.2022_0090 - airounit (Ynom)
DE_BW_01_GMP_2021_0174 — nonepeaHin (Ysibm)
DE_BW_01_GMP_2020_0052 — nonepeaHin (Yabm)
DE_BW_01_GMP_2021_0077 — nonepeanit (bnay6oiipeH)

fIPESEHTALIA NPOAYKTY

$opma ynakoBKu: 30 Tabnevok/Bnictep
BTopuHHa ynakoBka: X360258
MNovaToKk ynaxkoBKM: 12.08.2022
3aBeplleHHA YNaKoBKW: 12.08.2022
Ynaxoska: §274086.03:UA.
IHETDYKLIA: 274064.03-UA
Bupobruk cepii “in-bulk”, KoHTpo b KatanenT rkepmani WopHaopd TmbX
AKOCTI: CTerdHbepHwTpacce 1-2
73614 WopHaopd, HimeyunHa
[MaKkyBansHMK:: Mepkne TmbX
I'pad-Apkro-Wrpacce 3

‘89079-Ynbm, Himeyumna
BUPOBKMK KTUBHOI PEYOBUHM:. ‘Onou C:MLA. IT- KazaneTro-floai askano

Bia flisennil

26852- Kasanetro-flopiawarno, lrania
BianosiaansHWii 3a BUNYCK: Mepkne I'moX

NMogsur Mepkae Wtpacce 3

-89143-bnayboitpen, Himeuyiika
MOAHUX CYTIEBUK YK KPUTMUHMX BiAXMAEHB, AKE MOIKYTL BIANBATU Ha BUNYCK Cepii He Byno 3apeectpoBaHG
AaHum 2. nigTBEpAXYlo, WO noaaHa Buwe iHbopmauia € aoctosipHa Fva Toywa. Liw cepin NPOAYKTY BYAd. BUTOTOB/ABHA, BRAIOYAIONM
YNaKOBKY/MapKyBaHHA, | NPOBEAGHMIA KOHTPOTb AKOCTI HA BRA3aHiM BMPOGHMYIKA aineHUUI ¥ NOBHII BianoBigHOCTI A0 ' z
EC, a Takox y BignosigHocT Ao cneyundikauii go PII KpaiHu-imropTepa Ha npenapar. NpoTOKo/ M. BUPOGHMLTE],
PO3MAHYTI { BH3aHaHi TaKKMMK, WO BIANOBIAaTL yMmoBam GMP.

LiA cepia BUNyileHa ana npoaaxy.

Aata /yac:29.08.2022 [11:28:36
3atsepireHo:  Manfred Tritscher, YroBHOBEKEHa 0coba

‘Mepkne Fm6X

[pag-Apro-LUtpacee 3
D-89007 ¥Yabm ~ Crop. 132
QO-RST@teva.de 3 X36025B /272333
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et AoKYMeHT CTBOPEHO B @ABKTPOHHIN CUCTEMI 3 €NERTPOHHUM NIAMUCOM..
YKpaiHa

CEPTUQ®IKAT AHANIZY
flata eMpobHMUTBA CTpOK npuAaTHOCTI Bepcis
03.2022 03.2025 01
Cepia Cepia 3amoOBHUKA Cepia npogasus
X36025B
KOHTpOMbHa NapTiA
| 202204026341
ID npogykTy Cneundikaviis
BOAS BOA9-10rtp
BETATICTUH-Teea; Tabnetku no 16 mr, N2 30 (3 6aict. x 10 Taba.)
Tectu - - - Cneumdikauina = © | PeayabTat!
e  30BHIWHIMA BUrNAg, LuniHgpryHi, nAocK Tabnetku 3 dackow 3
060X cTopiH. Ha 0gHil i3 cropid — TMCHEHHSA
B16, Ha iHWIii — niHis po3nomy. Bignosinae
o Konip. binn abo malxe 6inmmn Bianosisae
e CTupaHicTs (25 06/xB, 4'XB) He binbwe 1,0 % 0,1%
¢ Po3naflaHHA y BOAi (37°C) He 6inblue 15 xB 6 xB
o CepeaHs maca 243,0~261,0 mr |
(HOMiIHANbHE 3HAYEHHA =252 Mr) 250,6' mr
e BTpaTta macu npu chymv‘aaHHi '(N'aucwuysa'H'Hn- _
" npw 80°C) He Binbiue 3*5%. _. 14% o
e |aeHTHdikauia GeTarictuHiy 2 HCl (BEPX) YO-crieKTpu 1 Yacu yTpUMyBaHHA BignosigawoTe | Bignosinawotb
e  BmicT BerarictvHy aurigpoxnopuay 8 0AaHIiA 15,20 - 16,80 mr
TabneTuj (HOMiHanbHe 3HaueHHn = 16,0 mr) 16,14 mr
CynyTHi A0MIWKK | NPOAYKTH pO3Knaay
¢« 2-giHinnipuauH (nomiwka A, €.$.) He Binbuwe 0,1% <0,02%
o  bic[2-(2-nipuana)-etnnlmernnamin (pomiwka C, He 6inbwe 0,3% <0,02%
€.9.)
e IHWicynyTHi AOMILLKM, IHAMBIAYaABHO He binbwe 0,2% <0,06%
e  Cyma BCIX JOMILLOK _He' binblue 1,0%'_- <0,10%
HepezynapHo
BunpobyBaHHA Ha mikpobionoriuHy KOHTamiHaLiw Bianosigae
3arancHa KiAbKicTb aepobHnx mikpaopraHiamis 8 r (TAMC) He Ginbwe 10° KYO/r
3aranbHa KinbKicTh APIKAKOBUX/ naiceHeBUX rpubiB B T He Ginbwe 102 KYO/r
{TYMC)
| Escherichia coli B BiACYTHS/T
HepezynapHo
OpHopiaHICTh macy Tabnetox, po3aineHux Ha NOAOBUHU Esp. Papm . Bionosigae
OAHOPIAHICTD AO30BAHUX OAWHMLLb Bignosinae €ep. Papm Binnosigae
Po3unHeHHA He meHwe 80 % (Q = 75%) yepe3 30 xsMAMH,
) ouiHKa BignoeigHo Eep.dapm. 2.9.3 100%
AHaniTuyHi pesynbTaTh 3 30BHIWHLOI Nabopatopii [ToBWHHI BiANCBIgaTH Bignosigae

Cepia Byna BU3HaHa Takolo, o Bignosigae cneumdika Ui,

fata fy4ac:29.08.2022 /11:28:36

3aTtBepmkeHo:  Manfred Tritscher, YrosHoBaxeHa 0coba | o
y =

Hen 40KYMEHT CTBOPEHO B €AEKTPOHHIN CUCTeMI 3 N1eKTPO HHHM'ni,n,'nMc,@%? HODMI

Mepkne [TmbX
[pag-Apko-LTpacce 3
D-89079 Yabm
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