JEPXIJIIKCITYXBA
HAEPKABHA CJIIVIKEA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMHA Y KHIBCHKIA OBJACTI

npocniexT Banepis JloGarosesxoro, 51, M, Kuis, 03110, ten/axc: (044) 363-06-50
-mail: dls ko@dls.gov.ua, https://www.dls.pov.ua, Kon E€JIPIIOY 37078774

BHCHOBOK
PO AKICTb BBe3¢HOro B YKpainy JiKapcbKoro 3acoby

12.04.2021 Ne 16186/21/10

KOPHH®DAP® YHO 40
(ualimenysarms mixapcskoro 3acoGy Srinmo 3 peecTpartiffram noceimyentm) _
Ta0aeTKH Nposonropanoy aif mo 40 Mrs mo 10 Tabaerox y Gaicrepi; mo 10 6micrepis v Ko obmi
(popma Bumycky, nosysanus, BAZ BAKYBAHHA NIKAPCEKOTO 3ac06y)

Homep peectpaniiinoro noceimuenns UA/9902/01/01 Crpok nil peectpamitinoro nocsixuerax 01.01.2099
Cepis mixapcsxoro saco6y Ne 2103A034 Kinsxicts BBe3eHOrO iKapcsxoro sacoby 8990

Bupofumk Mepxne 'm6X, HiMegunna
(HatiMeHypanua BEpOGHNKa aixapcekoro 3acofy, kpaiia noxomxenns)

Bae3seno B Vipainy ToBapncrso 3 06Meskenor BignoBiTANLHiCTIO "Tesa Ykpaiua", zenr.

xop: 34770471
(nakiMenypanns ta oz 3a CJPIIOY foprIBTHOT 0c06K abo npissume, iM's, no GaTokoBi dismunol

ocolu - mianpuemus, T Micue TPOMUBAHHSA Ta PeecTpauifinuif Homep 06mixoBoT KapTKW [JIATHHKA
nosaTkiB a60 cepist Ta HoMep macnopTa)

IIpoTokoa isyansHoro kentpomo six 12.04.2021 X 0995/1.

AOTDHM SRR M
P /.%11{ P A [T
g N

. S -'\";”‘HM”_Jrnbmif N

3a  pesymeTaTaMH  IepiKaBHOTO KOHTPOMIO BCTAHOBJIEHO, D10 JHKADCBKHM 3aci6 BBe3eEO B Ykpainy 3
OT 3aKOHOM2BCTEA oo 3abesneuenys H!*;??écﬁ JixapchKux 3acobis.
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Mepkne FmEX

TeBa AxeHepike cucTem ratiﬂpharm

MATBEPAKEHHA BUNMYCKY

Kpaina: YKpaiHa

3aMOBHMK: Tesa

NpoaykKr: HKOPUH®DAP® YHO 40, TabaeTku NponoHrosaHoi aii no 40 mr, Ne100 (10 Baicr. x 10 vabn.)
Homep cepii: 2103A034 Aata BupobruyTea: 08.2020
Mepkne Homep cepii: 2103A034 TepmiH npugaTHoCTI: 08.2023
CAN Homenp: 180599 Po3mip ynakoeku: 100
Nikapcbka popma: TabneTku npoaoHrosaHoi Aif

AKTUBHWIA iHrpeaieHT: Hibeaunin

Cuna aii: 40

OanHUUA cunm ail: mMr

YmoBsu 36epiraHHa; He notpebye cneujanbHux ymos abepiranna

Homep peectpauifiHoro

noceigyerHa; UA/9902/01/01

Po3mip cepiiroToBoro npoaykty:  8.994,000 YNaKoBOK

Homep niueHsii: DE_BW_01_MIA_2020_0069/DE_BW_01_Merckle

GMP cepTudikaT: DE_BW_01_GMP_2020_0151 — gjtouwnii (Ena yboiipeH)

DE_BW_01_GMP_2018_0069 ~ gjioyuii (BnayBoiipen, paiion Belinep)
DE_BW_01_GMP_2020_0154 — ajtounii (Ynbm)

NPE3EHTALYIA NPOLYKTY

®opma ynakoeku: 100 Tabnetok nponokrosakoi aji /BnicTep
BTopuHHa ynakoeka Homep cepil: 2103A034

lMepBUHHa ynakoBKa Homep cepii: 2103A034

ETukeTka: AAAM3126

Kopobka: AAAM3125

IHCTpyKUin: 186145.06-UA

Brpo6HuK cepii «in bulk»: 3irdpug Dapma Al

YHTepe bponswtpacce 4

4800-3odiHren, Waeluapia
MaKkyBansHuK 3irdppua Mansra fTa,.

HHFO70 Xan dap Ingactpien Ecteiir

BBG3000-Xan dap, Bipsebyria, Manbra
KoHTponb akocTi: 3irdpua dapma Al

YHTepe Bpronbwrpacce 4

4800-3odinren, Waeiiuapia
BUpOoBHUMK akTUBHOT peuosuHM: 3irgpug Kr-LodiHren

YHTepe bpronbwrpacce 4

4800- LogiHren, Weeiiuapin
BinnosinaneHuit 3a sunyck: Mepkne Trmoex

Mioggir Mepkne Wrpacce 3

89143-bnayboiipen, Himeuuuna
HoaHux cepitozimx aBo KpUTHUYHKMX BiAXMAEHD, AKI MOMYTb MaTV BNAME Ha BUMYCK cepil, He Byno

KPAIHA»Y
DaHum 7 3aTBepwKYI0, WO HaBeaeHa Buwe IHGOPMALIR € CIIPaBKHBOI Ta TOYHGH. Lia cepis npo, Y yna&lgag\gﬂaﬁa gidouatoun
N3KYBAHHA/MAPKYBAHHA Ta KOHTPOAbL AKOCTI Ha BUlLe BKasaHiM AinAaHui (ginAaHkax) B nosHi 7 Biﬁfhﬁtbmépf‘ﬁ or GMP,

BCTaHoBneHWx €C, Ta & BignosiaHocTi 40 cneuyudikauiii Toprosoi niueHsii kpaiHu-imnopTepa. MNpoTo
aHanisis cepii 6yn0 posraaHyTo Ta BUHAHO BiANOBIAHICTE 3 GMP.
Lia cepis Bunywena ann Toprieai.
YnoBHOBaXeHa ocoba
Dr, Pierre Guiswe

11.03.2021
Meprne MTm6X
[pa¢-ApKo-Lrpacce 3 ) Crop.132
D-89007-¥nbm
QO-RST@teva.de Mepkae cepia/Homep 2103A034/180599

@OLL&& vands €9 50 w0k




Ykpaina

ratiop harm

CEPTM®IKAT AHANI3IB

Hata BUpobHULTBE TepmiH npupatHocti  Bepcin
08.2020 08.2023 01
Cepis Cepina samoBHuka  Cepia npogasus
2103A034 2103A034
KoHTponsHa naprtia
202104006487
ID npoaykry Cneuwndikauia
NOMS 1
KOPUH®AP® YHO 40, rabneTku nponoHrosaHoi Al no 40 mr, Ne100 (10 6nicr. x 10 Ta6a.)
BunpobyBaHHa Cneuyndirauin PeaynbraTty
Onuc HYepsoHo-kopuyHesi, kpyrai, Asoonykni TabneTkw | Bignosigae
AfameTpom 7 MM, BKPUTI NAIBKOBOK 060A0HKOK .
3anax bes 3amaxy Bianosinae
OaHopigHicte macu (Esp. Papm. 2.9.5) Bianosigae Ep. ¢. Bianosigae
Cepeann maca 148 - 162 mr 159 mr
Po34nHeHHA
* u4epes 3 roguHu 5- 25 % Hideguniny 8 LULLIC; npoToqHui meropn 10%
*  yepes 4 roguHu 10 - 30 % HibepuniHy 8 LLULLC; npoTo4HWE metog | 14 %
®* uepes b6 roguH 18 - 45 % nideauniny s LULC; npoTtounnii metop, | 24 %
*  uyepes 8 roauH 25 - 55 % Hideanniny B LLIIC; npoToyxmit metog | 33%
* yepes 6 roamH He meHuwe 75 % Hibeavniny y LLULIC/1% HAC, 95 %
MeToA, 3 N1onaTTio
laenTudikauis Higeauniny (BEPX) MosutueHa Bignosigae
IaeHTUdIKauia 3ani3a oKCcHay MNosuTtuBHa Binnosinae
laeHTudikalia TuTaHy aiokcuay MosuTuBHa Bignosigae
Bmict 38,0 - 42,0 mr Hideauniny/Tabnetka 39,8 mr
CynposigHi gomiwku
*  Hideauniny HitpodeninnipuguHosoro He Ginbwe 0,08 mr (0,2 %) 0,0%
aHanory/Tabnerka
*  HideauniHy HitposoderinnipuanHosoro | He Ginbue 0,08 mr (0,2 %) <0,1%
aHanory/Tabnetka
®  KOMHOI HeBILOMOT LOMiWwKK/TabneTKa He Binbwe 0,08 mr (0,2 %) 0,0%
®  3aranbHUX AOMIlLOK /TabneTka He Binbwe 0,40 mr (1 %) <0,1%
Mikpobionoriuna yucrota Bianosinae €sp. ¢. He peryaspHuit
(Esp. ¢.) TecT
AHaniTW4HI pesynbTaT HagaHi 30BHIWHLOD MoBuHHI BignosigaTk Bignosigae
naboparopiero

Cepin 6yna Bu3zHaHa aK Taka, wo Bignosigae cneundikayil.

Mepkae TmBX
Mpad-Apro-LUTpacce 3
D-85079 Ynbm

QO-RST@teva.de
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Onepaujii 3 AKocTi
Dr. Pierre Guiswe
11.03.2021
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