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CepTudikat Bunycky cepii

Koa marepiany 7602866 Homep cgpﬁ' Aana 40000244491
iHCnekuii
Onuc matepiany AtopsacraTun-Tesa, TabneTkn, BKpMTI Naiskosolo ofonoxKolo, no 10 mr, Ne30 {2
6aicrepu x 15 Tabnetok)
Cepin 20039 Posmip cepit 10071 ynakoeok
Dara BupeGHuuTEa 19 civna 2024 Crpok npugatHocTi CiueHb 2026
¥YMmoBU 36epiranns He suwe 30°C Aata nakysaHns 17 Gepesqs 2024
ApxieHa KinbKicTb 13
Nikapckka dopma MNepopankHi TabneTky, BKPUTI Twn nakyeanns Bnicrep
NNIBKOBOK OBONOHKOK
Cvna giifAkTueHicTh AtopsacTatuH 10 mr Po3mip ynakosku 30
Kpaina noxomwenns lcnanis Kog npoaykty na punky -
E:a'l'Ha-imnopTep Ypaina Homep peecTpauiiHoro UA/M6377/01/01
noceijgveHHn

Qinbuuus, wo Bignoeinae 3a BUNYCK cepil

Ha3ea TEBA ®APMA CIY

agpeca Moniroro IHaacTpian Mansnika cfc 4, 50018, Caparoca, Icnatis
HOMep niuensif 1090 (MIA)

HOMep cepTudikaTa signosigtocti GMP 29/12/21 ARA

Qinbruus, wo BiAnoBifae 3a KOHTPONbL cepii

Ha3Ba TEBA ®APMA CITY

agpeca MonireHe IHgacTpian Manenika cfc 4, 500186, Caparoca, Icnanis
HoMep niueHasii 1090 (MIA)

Homep cepTudikarta signosigrocTi GMP 29112121 ARA

dinkHuus, e Bianowinac 3a NakyBaHHA cepii

Haaga TEBA ®APMA CNY

agpeca MoniroHo InaacTpian Manenixka c/c 4, 50018, Caparoca, lcnanis
HOMep niyersit 1090 (MIA)

HOMep cepTudikara BignosinHocTi GMP 29/12/21 ARA

NakysansHi maTepiany SKU nakyBasnn Cepii Homep nepernagy
LEA.ATOR.(UA)ALU.TEVA ESZ0242780 G120232150 06

LEAATOR.(UAJALU TEVA ESZ0242780 Gl202404086 06

CAR.ATOR.A 0/30(UA) ALU.TEVA ESZ0252450 EMC0745381 04

HinbHnus, wo Bignoeigae 3a BUPOBHULTRO

cepii “in bulk”

Ha3Ba TEBA GAPMA CRTY

anpeca NoniroHo IHgacTpian Mansnika ¢/c 4, 50016, Caparcea, Icnanis
HOMeED niueHail 1090 (MiA)

HOMeD cepTudikata signosigHocTi GMP 29/12/21 ARA
Onuc SKU | Homep SKU cepil aTa BUPOGHULITEA
BLK.TAB.ATOR.10mgS1 TAPI 2012 32104632 2000093538 19 ciuHa 2024

dineHuus BUpOBHUUTBA Aitoyoi peHoBUHM

Hasea Tesa A®! IHgis MNpaiiser Nimiten Mananmyp
aApeca Mnot NeQ1-Q4 1, 477117 Manannyp, IHgis
HoMep nileHsii .

Homep cepTudikaTa BignoeigHoeTi GMP BIXGMP202011534

Homep FEI 25/3/2009 F.25

APLATOR.CALCIUM FORM | EP
TAPI CEP2012

Homep SKU Homep cepii | CEPIDMF
ESZ0101637 5000024171 ' RO-CEP 2022-099-REVQG

Poscnigysanns - BiAcyTHIiR
Mpouec Baninauii cepii - BIOCYTHiM

Bunyweno: Juan Carlos Asensio, ynosHosaxena ocoba. Rarafuac: 19 Gepeans 2024, 15:09:46

HokyMeHT cTBOpEHME B ENEKTPOHHIA CUCTEMI 3 eNEKTPOHHIM manMcom

el
4770471
H
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Tesa Dapya CJ1Y, Anaben Cerypa, 11 Yerpo ne Herochoe Ansbarpoc B, 1a Inawra. 28108 AnskoSHnac (Manmpna) x
Ten.: +34 913 873 280. daxc +34 916 638 862 Dabpuka: ITonirono lunacrpian Manenika ¢/C Ned, 50016, Caparaca, Temo, : +34 976 571 784. «
www.tevapharma.cs
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Mpogykr: ATopBacTaTUH-Tesa, TabneTtku,

BUNPOBYBAHHA
1. 3osHiwHiiA BUrNAA,

2. laentudikayin*
1-ainenTudikayia A i B
2-aigenTudikauin A i C

Aigentudikayis metopom PX

B igenTudikauia metogom PX/Aioana marpuuyn
C ineHTudirauia 33 Aonomoroto Y& cnexrpy

3. laenTudikauis TUTaHY giokcngy
4. PosnapaHua
5. Bmicr aTopeacratuay (PX)

6. MpoaykTu poaknaay
t-Mertabonir ATB
Nakton ATB
Enokeugurigpokcu-ATB
Enokcugukeron ATB
Hesigomi gomiwky
3aranbHi gomiwkm

7. Bunpobysanya Ha PO3YUHEHHA
8. Brpara B maci NpU BUCYIIYBAHHI

9. OaHopigHicts AO30BAHUX OANHHUUB
(Bapiaujin macu)

10. Mikpo6ionoriynuii KOHTpoap**
TAMC:
TAMC:
Escherichia coli:

* Nepuwa j gpyra ineHThdiKanii ansTepHaTHani
** Mikpobionoriumnii KOHTPO/ML: NepioguuHo {

Big cuTyauii).

mmineuﬁ"“““ &
4770471

g, laen
“'-.._ xoR3

Tesa ®apria C.JLY. Anaben Cerypa, |1 entpe sie Herochoe Anwbarp
Ten.: +34 913 873 280. Dakc +34 916 638 862 Datpuxa: Hoxiromos Ia

nacTpian Manenika o/C

CEPTUDIKAT AHANIZY

BKPHTI NNiEKOBOIO 06010HKOI NO 10 mr, Ne30 (Ykpaina)

PE3YNBTATHA
Bianosigae

Bignosigae

He B1KoHyBasca

Bignoeinae
4,4 xB.
10,1 mr/Tabnetky

<0,05%
< 0,05%
< 0,05%
<0,05%
0,05%
0,10%

100%
2,0%

23

< 100 KYO/r
<100 KYO/r
BincyTHii/r

{Mlidnuc)

Susana Almarcegui
Menepep BIAAIAY KOHTPOMIO AKOCT]

oc B, la [nanTa, 28108 Anrkofmrac (Maypug)
MNed, 50016, Caparoca, Temo, : +34 976 57] 784, Qaxc: +34 976 572 663, www.tevaphanma.es

Cepin:
Bata supobuunursa;
Tepmin npupaarHocri;

20039
19 ciuHn 2024
31 ciunn 2026

Aara awanisy:  18/03/2024
Cneumdiravis: SDIR005649/1

Aarta sunycky ceprudikary***:  19/03/2024

CNEUMOIKALIR

bini abo maiirke Bini eninTu4Hi, ABoONYKAT Ta

rnageHbKi Tabnetinm, PoO3MipM AKkux

CTAHOBAATL NPUBAM3HO 9,7 mm X 5,2 mm

36ir v,
36ir cnekTpis
36ir v,
36ir cnexTpis

PO34MH nomapaHyesoro KOAbopy
<£15xs
10,0 mr/rabnetka + 5,0%
(9,5-10,5 mr/Tabnerxa)

<0,20%
<0,20%
<0,20%
<0,20%
<0,20%
<1,5%

Q=280% (3a 30 XBUAKH)
<3,0%

AV <15

< 10° Kyo/r
< 10° KYO/r
Bidcyrhicts/r

NPX BURYCKY KOHTPOMOIOTH KoXHy 10 cepic abo O4HY cepito 6 piK, 8 3a1eKHOCT]

BucHosok : Bianoginae

Aara : 19/6epesznn/2024
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AEPKABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIKO 3A
HAPKOTHKAMM Y KHiBCBKIN OBJIACTI

npoB. Ceitimunoi Hapii, 3, M. Kuis, 02099, rer/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JIPIIOY 37078774

BHUCHOBOK
NPo SAKICTH BBE3CHOTO B Yxpainy agikapeskoro 3acoly

24.05.2024 Ne 24931/24/10

ATOPBACTATHH-TEBA
(HaliMeHyBaHHA NiKapcEKOTO 3acoBy 3rifHo 3 peecTpauiiinmm TIOCBi TICHHSAM)
Ta0IeTKH, BKPUTI IIIBKOBOIO 060, 10HK0I0 o 10 mMr no 15 Tadaerox y OuricTepi; mo 2
Omicrepu y kopo6ui
(thopma Bumycky, A03YBAHKS, BHJ AKYBaHHs JTIKApCEKOTO 3acoBy)

Homep peectpauiitioro nocsiguenns UA/16377/01/01 CTPOK Jii peectpaniitnoro moceiguerns 01.01.2099
Cepis nikapcrkoro saco6y Ne 20039 Kinskicts Besenoro nikapesxoro sacosy 10068

Bupo6uuk Tesa @apma C.JLY ., Icnanis
(uaiimeryBanus BEPOGHHKA JIKAPCEKOTO 3ac06y, Kpaina TIOXO/KCHEHS )

Beeseno B Vipainy Tosapucreo 3 06mexenoro BignoBinaasnicro "Tepa Ykpaina",
ixenr. xon: 34770471

(nafiMeryBanms Ta kon 3a E€APTIOY ropumuaHoi ocobu a6o Ipi3BHILE, iM'a, no GaTbkoBi
thiznunoi ocobu - nianpremis, i Micne npoxuBanHs Ta peecTpaniiinuii Homep o6mixopol
KapTKH NNIaTHHKA I0AATKIB a6o cepix Ta HOMED nacnopra)

IIporokon eisyantnoro kourpoo rin 17.05.2024 Ne 1398/8.

3a pesynsraTamu ACPHABHOTO  KOHTPONIO BCTAHOBNEHO, [0 NMKAPCRKHH  3aci6 BEeseno B Vkpainy 3
AOTPHMAHHSAM sunor 3aKOHO/ABCTBA WOA0 3a0e3MeYeHHS AKOCT] MKapchKuX 3aco0in,
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