Y _
AEPKABHA CJIYKBA 3 JIIKAPCBKIj_IX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMU Y KHIBCBHKIN OBJIACTI

npoB. CeiTau4noi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon C€JIPIIOY 37078774 |

BHUCHOBOK

NpPo AKICTH BBE3€HOro B YKpainy JIKAPCHKOro 3aco0y
04.12.2023

Ne 59687/23/10
KAJIIMIH® 60 H

BAHHS JTIKAPCHKOTO 3ac00Y 3rimno 3 PeeCTpaniinuM nocBiT9eHHIM)
TabsaeTku 1o 60 mr; no 100 Tadnerok Y QaKomui;

(opma Bumyeky,

(naiimeny

no 1 ¢pyiakoHy B KOpoG i
AOSYBaHHA, BHI TIAKYBAHHS JIIKapCKOTO 3aco0y)

Homep peectpauiiinoro noceinuenns UA/9462/01/01 CTPOK Ail peectpauiittoro noceinuenns 01.01.2099

Cepis nikapcekoro 3aco6y Ne 0617779

Kinbkicts Beesenoro nikapeskoro sacody 8817

Bupo6uuk Mepxsie 'm6X, Himewunna

(natimenyBanms BHPOOHHKa JIIKapPChKOTO 3aco6y, KpaiHa ImoXo/DKeHHs)

ToBapucTro 3 o6meskeH 010 BiTNOBINATLHICTIO "TeBa Ykpaina", inenr.
xon: 34770471

(HaiiMenyBaHHs Ta Koz 3a €JIPTIOY o
ocobu - miampuem, i Micie TIPOIKUB

Beeseno B Ykpainy

puARYHOL 0co6M abo Npi3BHILLE, IM'S, TIO BATLKOBR] (pizugHOT

aHHS Ta peecTpaliinmii nomep o6ikoBoT KapTKH I1JIaTHUKA
noaarTkis abo cepis Ta HOMED Nacnopra)

IIpoTokon BisyansHOTO KOHTpPOMIO Bix 30.11.2023 Ne 3815/5.

3a  pesynbTaTaMu  IepykaBHOrO KOHTPOJIK)  BCTAHOBJICHO,

IO JNIKapceKuil  3aci6  BBe3eHo B Ykpainy 3
AOTPHMAHHSAM Bumor 3aKOHONABCTRA OO0 3a0€3MeYSHH s IKOCT] JKapchKUX 3aCO0iB.

Biraniit BOHIAPEHKO

(inindamn Ta npisByLLe)

YKPATHA B
%}ﬁ’”}“‘:ﬁmﬁf_’ﬁhkﬁ iy
i 34770471

B o .
s




Mepkne MbX

MIATBEPKAEHHRA BUNYCKY CEPIl

KpaiHa:

3aMOBHMK:

FlpoayKT:

Homep cepii:

Mepkne Homep cepii:

CAF Homep:

flikapcbKa popma:

AKTUBHWNA iHrpeaieHT:

Cuvna aji::

YMOBU 3bepiraHHa;

Homep peecTpauiiHoro nocBiaueHHA:
3ara/bHa 3anaKoBaHa KinbKkicTs cepii:
Po3mip cepii rotoBoro npoaykty:
Homep niueHsif:

GMP ceptudikar:

NPE3EHTAL|IA NPOYKTY

Popma yrnakosKu:

YKpalda

TeBa

KARIMIH® 60 H, TabneTku no 60 mr, N2100 (1 ¢pnakon x 100 Tabn.)
0617779 Aara supobHuuTBa: 07.2023
0617779 TepmiH npuaaTHOCTI: 07.2026
180610 - Poamip ynakoBKu: 100
Tabnertku

MipuaoCTUrMiH bpomin

60 mr

He noTtpebye cneuianbHmx ymos 36epiraHHa

UA/9462/01/01

8.829,000 ynakoBoK

8.829,000 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 — gitoumit (Bnayboitpen)
DE_BW_01_GMP_2023_0087 - aitouuii (BnayBoiipes, paiioH Beinep)
DE_BW_01_GMP_2023_0086 — ajioumit {Yaom)
DE_BW_01_GMP_2022_0090 - nonepeaniii {Yabm) s
DE_BW_01_GMP_2022_0022 — nonepeapii (bnayboiipen, parnoH Bennep)
DE BW_01_GMP_2021_0173 - nonepegHiii (BrayboipeH)

100 Tabnetok/CrasaHa nnawka

BropuHHa ynakoska cepis: 0617779
fepBUHHa ynakoBKa cepia: 0617779
ETukerka AAAMBA5E
Kopobka: AAAMB457
IHCTpYKUiA: AAAMBA65

BrupobHuk cepii “in bulk”,
KOHTpONL AKOCTI:

Knoke ®apma-Cepsic TmbX.
Wrpacchyprep Wrpacce 77,
77767 AnneHBanep,
Himeuunua

MNaxkysanbHUK: Knoke BepnakyHre-Cepsic 'm6X,
Makc bekep LWTpacce 6,
76356 BeltHrapTen,
HimeuynHa

BUPOBHUK aKTUBHOT peuoBUHU: Apesidapma 'm6X. JE-Pageboiin
MeicHep IlTpacce 35,
01445-Pageboiin, HimeuunnHa

BianosigansHuit 3a sunyck: Mepkne TmbX
/ropgir Mepkne LTpacce 3
89143-bnayboiipeH, HimeyuyHa

HKOOHUX CYTTEBUX YU KPUTUUHMX BIAXUAIEHD, AKI MOXYTb BNAMBATY Ha BUNYCK cepiil He Byno 3apeecTpoBaHo.

AarHum a 3aTBepaMylo, w0 noaaHa BULLE IHPOPMaWiA € AOCTOBIPHOK Ta TOYHOIO. AaHa cepis npoaVHTy
BK/IOHAIOUMN NaKyBAHHA/MAPKYBAHHA | KOHTPOAL AKOCT] Y NOBHIW signosigHocti 4o sumor GMP, Fap le
BignosigHoCTi A0 cneundikauii Toproeoi filyensii KpatHu-imnoptepa. MpoTtokoan supobHMLTBa, nat HHA | aﬁaﬂi 2R
PO3FNAHYTI i BUBHAHI TakmMmy, L0 BIANOBINAOTL BuMoram GMP, y «TE T8 Ay
Aana cepia sunyuiena Ana npoaaKy. yﬁ[’ﬁlﬂ
\Nees ey

fata/Mac: 30.10.2023 / 16:21:58
3aTBepmpKeHo:  Armin Leifick, YNoBHOBaXKeHa 0co
Llei AOKYMEHT cTBOpeHUii B eneKTpOHHOMY BUTNANI 3 eneKTPOHHUM [l

Meprse TmEX, Mpad-Apko-lTpacce 3, D-89007, Yabm




YKpaiHa

CEPTUDIKAT AHANIZY |
Aarta BMpobHUUTE] Tepmin npuaatHocTi  Bepcis
07.2023 07.2026 01
Cepis Cepist 3amoBHMKa  Cepis npoaasUA
0617779 0617779
KoHTponkHa napTis
202304034441
ID npoaykra CneundikaLis
POAA POAA-11rtp
KA/IMIR® 60 H, Tabnetku no 60 mr, N2100 {1 ¢pnakon x 100 Tabn.)
. Bunpobysanus Cneuudikauin PesyabraTtu
3aranoHi i cneuundiuni xapa KTePUCTUKH
e  Onuc bini aBoonykAi AOBracTi TabAETKY 3 Ainicto posnomy wa | Bianosigae
OOHIM CTOPOHI
e [loBxuHa 16,7 - 17,3 mm 17,1 mm
o LnpuHa 7,9 -8,3 mm 8,1 mMm
. Bucota 54— 6,1 mm 5,4 M
* CepegHa maca 640 - 680 mr 653 mr
® ABCOMIOTHE CTaHAAPTHE BiaxuaeHHA MaKe. 20 mr 5 pr
* BigHocHe cTaHaapTHe BiaxuneHHs MaKc. 3 % <1 9%
*  OavopigHicrb macn (€sp. dapm. 2.9.5) BinxuneHns sig cepegHboi macu
18 320 < 5%
2320<10% Bignosinae
* CrilkicTh 4O PO3AABAIOBAHHA {cepenHe |
3H3a4YeHHA} 80-240H 144 H
®* Brparta B maci npu BUCYLUYBAHHI 4-8% 59%
¢  CTupanicTb £1,0% 0,1 %
laenTudikauin
* [lipnoocturmin (BEPX) Hac yTpumyBaHHs AOCAIKYBAHOrO PO3YMHY Bignosigae | Bignosisae
Hacy yTPUMYBAHHA PO3YUHY NOPIBHAHHA.
* bpomig (Peakuia OCagKeHHA) YTBOPEHHR Baia0-KOBTOro ocany Biarosinae
TecT Ha ximiyHy yncrory | BEPX)
* 3-Tigpokcunipuamn £0,2% <0,01%
* 3-Tigpokcu-1-metnanipuaunin 6pomia | <20% 0,08 %
* 3-dumetunkapbamoinoxcunipuans <0,2% <0,01%
* Hesigomi nomiwku, KowHa <0,2% 0,01 %
* Hesigomi gomiwkm, saranena KiNbKiCTh <1,0% 0,01 %
*  CymMma ycix A0MILLOK <3,0% 0,09 %
Bmict/Tabnerka \
NipnaocTurminy bpomig (BEPX) 57,0 mr — 63,0 mr 60,4 mr
Y Biancorkax 95,0 % - 105,0 % 101 %
Po3syuHHeHHs
Mipupocturminy 6pomia (YO) uepes 45 xaunm >75% 9% %
BinHocHe ctaiaapTHe BigxmnenHn <15 % 2 %

Meprne mBX

[pad-Apko-Wrpacce 3

D-B9079 Ynem

QO-RST@teva.

de




YKpaiHa

ata BupobHMuTea
(7.2023

Cepin

0617779
KOHTponbHa napTis
202304034441

ID npoaykTa

POAA

CEPTUDIKAT AHASIZY

Cepia 3amMOBHMWKa

Cneuundikauis
POAA-11rtp

Tepmin npuaaTHoOCT
07.2026 |
Cepia npogasus
0617779

Bepcis
01

- KANIMIH® 60 H, TabneTtku no 60 mr, N2100 (1 ¢naroH x 100 Tabn.)

Mikpobionoria

€sp. ©.2.6.12/2.6.13
€sp.d.5.1.4

TAMC: £1000 KYO/r
TYMC: <100 KYO/r

E.coli: BincytHsa/r [NoBMHHO BignosiaaTu

30BHILWHLOT TECTYIOYOT BINbHULI

Bianosinae
BianosigHicte aHaniTMUHMX pe3ysabratis
Ornap pesynbTatie aHanisiBs, 0 AepKanux Big MoBuHHI BianosiaaTu

Bignogipnae

Cepia byna BusHanHa sk TaKa, wo signosiaae cneundirkauyii NPoAYKTy.

Aata/Mac: 30.10.2023 / 16:21:58

3atBepAKEHD:  Armin Leifick, YnosHoBaxeHa ocoba Mepkae Mm6X

Llei AOKYMEHT cTBOpenuit B CNCKTDOHHOMY BArNAA] 3 €N1EKTPOHHUM MAnNUcom.

Mepkne MabX
rpag-Apro-LiTpacce 3
-89079 Ynbm
QO-RST@teva. de




