TEPYIIKCITYIKEA
JAEPKABHA CJIVIKBA 3 IIKAPCBKUX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTHUKAMM Y KUIBCBLKII OBJIACTI

npocriext Banepis JloGanoscrkoro, 51, M. Kuis, 031 10, Ten/axe: (044) 2753030
E-mail: dis.ko@dls.gov.ua,https://www.dls.cov.ua. Kox €APTIOY 37078774

BUCHOBOK
[P0 AKICTL BBE3€HOTO B Yxpainy aikapeskoro 3aco0y

09.09.20620 Ne 45049/20/10

CTOIUTYCHUH-TEBA
(HaMMENyRaHAS NiKapeeKOTo 3acoly 3rigHo 3 peecrpanifivum TOCBIIMEHHSM)
Tabierku 1o 10 Tadrerox v Guicrepi, no 2 Guticrepu B Kopobui
(popma punycky, nozysanss, mun TIaKyBaHHg JHKapCLKOro 3acoby)

Howep peectpaniiinoro nocsinuenns UA/2447/03/01 CTpOK Iil peectpaniitnoro nocsiguenns 01.01.2099
Cepia nikapcekoro zacoby Ne 16243720 KinskicTs BBe3eHOrO nMikapeskoro sacoby 20700

Bupofinnk TOB Tesa Onepeiimms Honana, loaema
(walhveHyBsanHa BHPOGHMKA JiKapebKoro 3acoby, kpaina MOXOIKEHH:1 )

Bseseno B Vpaiuy ToBapucTBo 3 06MeRenOW Bianosixanashicrio "Tepa Yxpaina", inenr.

won: 34770471

(nattMenysanus Ta ko 3a EAPTIOY wpnmiunoi ocobu abo rpi3BuIe, iM's, 10 GaTteKoBi drzuynor

ocobu - nixnpremus, 11 Micue BPOMUBAHNS Ta peecTpauifinmnit HoMep obmikonol KapTxy NIaTHuKa
nonarkie abo cepis Ta HoMmep nacnoepra)

Hiporokon Bisyanbroro kourposo sin 03.09.2020 No 2837/5.

3a peaxyneTaTamu ACPHABHOIO0  KOHTPONIO BCTAHOBIEHO, 1IN0 NiKapChKHA  3aci6  mmeseno B Vipalny 3
ACOTPHMAHHAM BUMOT 33KOHOIABCTEA I0/10 3aGe3MeYeHHES AKOCT] TiKapehKuX 32c06]B.
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teva

A2

CEPTUDUKAT COOTBETCTBUA
ﬁ Hazsanue npoaykra CTOMNTYCWH-TEBA, TabneTku, No20 T
2 Crpana-umnoprep: YKpauHa
3 PerMcTpaunoHHoe cBuaeTenscTso Ne: UA/2447/03/01
4 | Cuna/ AKTUBHOCTB Gyramupara untpara 4 mr
readeHesnna 100 mr
5 JlexapctBeHHan dopma TabaeTtku
6 Paamep W TMN ynakoskwu 10 TabneTok B 1 6auctepe, 2 6nucTtepos
7 Homep cepuu 16243720
8 fata npoussoacTBa MioHL 2020
9 Cpok roaHocTu: HIoHb 2025
TOB Tesa Onepeitwna MNonaxpg, ya. Morunscbkan 80, 31-
HasBaHwue, agpec 1 Homepa nuLEeH3ui 546 Kpakos, Monbuwa
10 | yyactkoB no npoussoacTsy u
KOHTRO/I0 KayecTsa pon3BoACTBEHHAA ANLEH3NA: 138/0018/15
(npeabiaywan GIF-IW-400/0018/01/545/ZW215/14)
11 | Pasmep cepunu 20700 yn
12 | BoinyweHHoe KoMuvecTso 20700 yn
Ceprudurar cooteetcTBUA GMP
13 Ceptudukar coorseTcTBUA GMP ans IWZ).405.11.2017.MG.1 WTC/0018_01_01/237,
BCEX YHACTKOB yKasaHHbIX B rpade 10 | IWSF.405.50.2020.MG.3 WTC/0018_01_03/108,
IWZ).405.11.2017.MG.3 WTC/0018_01_02/239
14 | PeaynbraThl aHanusa CornacHo CepTudukary aHanuza
15 | KommeHTtapum
3anABneHune o cepTUBMKaLUU:
Hacroawmm s yaocTtosepsio, uto NpuBeeHHan Boile MHGOPMaLMA ABAAETCA NOANMHHON 1
TOYHOW. 3Ta cepun NpoaykTa 6uina NPOM3BEAEHA, BKAKOYAA YNAKOBKY/MapKMPOBKY M KOHTPOb
16 | Ka4eCTBa HA BblleYKAa3aHHOM y4acTKe (y4yacTKax) B NONHOM COOTBETCTBUM cTpeboBaHuammu GMVIP,
YCTaHOBNEHHbIMW MECTHLIM PETYAATOPHLIM OPraHOM, U B COOTBETCTBUM CO cneunduKauamm
Toproeoit AnueHsum CTpaHbl-umnopTepa. [1pOTOKOAbI NPOW3BOACTRA, YNaKOBKM M aHANN30B cepuu
BbIN10 PaccMOTPEHO M NPU3HAaHO cooTeeTCTBME ¢ GMP.,
Cepus Bbina BbINyLEHa ANA Npoaamy.
Kopobka 70065391
17 | Baucrep 70065340
MHCTpyKUMA 70065393
Craplunii cneumanmct oTaena obecneyeHma KauecTea
Pamuaun U 0OMKHOCTL/3BaHKe
18 | ocobbl, oTBevatOLLEl 33 BbINYCK YNoNHOMOYEHHOE Lo
cepun/ flata nopnucakia Malgorzata Magier-Bugai 09.07.2020

000 Tesa Onepeiiwna Monang
yA. EMunuum Mantep 53, 00-113 Bapwasa; www.teva.pl

AZpec Ans nepenucku oduce 1 sasog 8 Kpakose: ya. Moruabckan 80, 31-546 Kpakos, Ten.: +48 12 411 10 47, email: krakow@teva
AZpec Ans nepenvick oduc 1 3asog, 8 KytHo: ¥n. CeHKesuqa 25, 88-300 KytHo, Ten.: +48 24 3561 33 50, email: kutno@teva.pl
OKpwKHO# cya cTonuUel Bapliasst B Bapluase, 12-i BuaHes Paznen HayuoHanbHoro cygebHoro paectpa;

Pervct payueHHbIf Homep: KRS D000070048; UHH Homep: 951-15-88-683; CTaTucTiveck it Homep 012230311,

ARUKOHEPHBIA kanwTan: PLN 22,220,000.00 {nonHocTsio onnayex).

@m,m v AHS BIP 4l 03, JOY




teva

Ne ceptudunkarta: 40476698

CEPTUDPUKAT AHATMU3A
Ceptudukar Homep: 40476698
HasBaHue npoaykra: CTONTYCKUH-TEBA, Tabnetku 4+100 mr Ne20 UA
HomeHknartypHbiit kop; 19000708
Cepua No: 16243720
Cepusa 6anka No: 14167320

Cneundmkauma/wmoprep:
Hata npousBsoacrea:
Cpok rogHocTu:

SDII002304/15 YkpauHa

23 nioHna 2020
UIoHbL 2025

Obwmne Tpebosarua:

benvie Tabnetku Kpyrioi dopmbl, ¢ AnHUe CooTtserctayeT

pasnoma Ha O4HOW U3 CTOPOH

lpoBepeHo: M. Piek

Naentnduraumn 6ytamupara

untpaTa (BIXKX)

Bpema ypepskuBanua  nuka

Byramupara

u1Tpata Ha xpomatorpamme ucnbiTyemoro CooTseTcTByer
pacTBopa A0/KHO COOTBETCTBOBATbL BPEeMEHM

VAEepXKUBaHKUA CTaHAapTa byTamupara

uMTparta
MaeHtndukauma Gyramupara [Tonoxenue, BHEWHUIA BUA U MHTEHCUBHOCTD CootBeTcTBYET
uutpara (TCX) OKpallMBaHWA MATHA Ha Xpomartorpamme

MCMbITYEMOro pacrtsopa O0JIXHbI

COOTBETCTBOBATb  TAKOBbLIM
Xpomartorpamme cTaHaapTa

MATHaAM Ha

MpeHTudurkaumn reaiipeHesnna

(BIX)

Bpems yaepskusanua nuka reaiipeHesvHa Ha CootseTcTByeT

XpomMaTtorpamme  MCMbITYEMOro
COOTBETCTBOBATL

NOMKHO

pacTteopa
BpemeHu

YACPHKUBAHMA CTaHAapTa realideHesrHa

NaeHTudukauua realidbeHesmna

(TCX)

lMonoxeHne, BHEWHMIA BUL M MHTEHCUBHOCTD CoorseTtcTBYET

OKpalWuMBaHMA nNATHa Ha

UCNbITYEMOTO
COOTBETCTBOBATL

Xpomarorpamme
pacTBopa
TaKoBbIM
Xpomatorpamme CTaHgapTa

A0/ ¥KHbI

MNATHam Ha

OAHOpOAHOCTL Macchl TabaeTku
- He MmeHee 18 13 20 TabneTok

- He Bonee 2 U3 20 Tabnetok

*7,5%
+15%

CooTtsetctBYET

KommeHTapuii: L=225.9; H=237.0: A=230.43

OaHopoaHoCTb copepskaHun

Ona 10 Tabnetok * 15
coaep)kaHua byramupara uutpaTa

OoT cpeaHero CooTBeTCTByeT

Ana 30 muH. 29 u3 30 Tabnetok + 15 % or
CpeaHero cogep)aHus byramupara uutpata
makc. 1 u3 30 Tabnetok * 25 % oT cpegHero

cojepaHua bytamuparta uuTpara
KommeHTtapuii: reaiipeHesunna: AV = 3,5, L

97,5;H=101,9; A=100,4; RSD = 1,5

Byramupata umTtpata: AV = 9,7; | = 98,7; H

107,7, A=104,3; RSD = 2,7

i

OAHOPOAHOCTL MacChl

TlpoBOAAT  ucnbiTawMe  ans

nepBbix TPEX COOTBETCTBYyeT

DOD0 Teea Onepeiiwns Nonang

/1. Eminun NinsTep 53, 00-113 Bapwass; www.teva.pl

Agpec AR nepenncku oduc 1 3a 804 6 Kpakose: yn. Morunbckan 80, 31-546 Kpakos, Ten.: +48 12 411 10 47, email: krakow@teva.pl

AApPEC ANR NERENUCKK odUC U 3aE04 B KyTHo: yn. Cenkesuua 25, 39-300 KytHeo, Ten,: +48 24 361 33 50, email: kutno@teva.pl

OkpyHOM cy g cToAKUb Bapwaskl & Bapuwase, 12-i BusHec Pasgen HauvoHansHoro cyAebHoro peectpa;
PerucrpaliMoHHeIi Homep: KRS 0000070048; VIHH Homep: 951-15-88-683; CratMcTHYeCK Ui Homep 012230311,




teva

Ne ceptudurata: 40476698

CEPTUDUKAT AHANTU3A

PasnomaHHbIX eAUHUL-He
PYTUHHbBIN TecT

NPOMBILIEHHbIX CEPUIA MU, NO MeHbliel mepe,

OAMWH pas B rog

KommeHTapuii: L= 108,5; H=127,0; A= 118,87

OaHOpoAHOCTL Macehl TabneTkn BbIAEPKUBAIOT MCALITAHUE, ecnu COOTBETCTBYET
pasnomaHHbIX TabneToK MaKkcumanbHo 1  wHAMBMAYanbHaa macca

BbIXOAMUT 3a npegenbl anmnta 85% - 115% ot

cpeaHen maccol. TabneTku He BblaepKUBaKOT

ucnbitaHve, ecan, Oonblue uYem  oAHa

MHAMBUAYaANbHAA Macca BbIXOAMUT 3a 3TW

npegenbl uam  ecam 1 wHAMBMAyanbHas

eAMHNLA BbIXOAWT 3a npegesbl AMMUTa 75%-

125% ot cpegHei maccol.

KommenTapwii: L= 108,5; H=127,0; A = 118,87
PactBopeHue reaitdenesmHa He menee 80% (Q) oT 3aABneHHOTO KOAMYecTBa
32 30 munH; Q=80%; Esp. ¢. realideHesnHa, cooTBeTcTBYeT TpeboBaHUAM CooTtBeTcTBYET
2.9.3; Eep. ¢. 2.9.3;

ctagun S 1, S2, S3 cooTBETCTBEHHO
KommeHTapui1:100;98;97;99;101;99;A=99

PacTtsopeHue bytamupara He wmenee 80% (Q) oT 3asBaeHHoro
uuTpaTa 3a 30 muH; Q=80%; KOAMYyecTBa byrammpara unTtpara, CooTseTtcTByeT
Esp. ¢.2.9.3; cootsetcTByeT TpebosaHuam Eep. ¢. 2.9.3:

cTagum 51, S2, 53 COOTBETCTBEHHO

KommenTapuii: 107;97;90;102;104;103:A=101
PacnapaemocTb He 6onee 15 munyr 3 MUHYTBI
KonnyectseHHoe onpepenexve
ByTamuparta umrpata ot 95,0% - 105,0% 102.1%
33ABNIEHHOIO KONUYECTBa
(B3KX)
KonuuecteeHHoe onpegenexuve
Byramupata umTpata B 0AHOM 3,8-4,2 mr 4.1 mr
Tabnetke (BIHKX)
KonuyecrseHHoe onpeaenexue
rearibeHesnHa oT 3asBneHHoro  95,0% - 105,0% 98,7 %
Konunyectea (BIXKX)
KonuuecreeHnuoe onpepenequne
reaiipeHesnHa B oaHOM 95,0 - 105,0 mr 98,7 mr
Tabnerke (BIXKX)
[MpOAYKTLI PasNoOXKeHUsA - [pOBOAAT MCMbITaHWE ANA NEpBbIX AecATH
AW3TUNAMUHOITOKCHMITAHON MPOMBbILNIEHHBIX CEPUM W/IW, NC MeHblued
(TCX) - He pyTHUHHbINM TecT Mepe, 0OAWH pas B rog,

He 6onee 0,5% ot 3assneHHoro konuuecrsa 0,0%

ByTamupara umtparta COOTBETCTBYET

KommeHTapuii: He obHapyKeHo

Mpumecw (8 % OT 3a9BAEHHOIO
Konuyectsa reaideHesnHa
BIMKX):

000 Tesa Onepeliwxs Monang
yA. EMuanui Nnatep 53, 00-113 Bapwasa; www.teva.pl

Appec Ana nepenucky oduc 1 3aBog e Kpaxose: ya. Morvnbckas 80, 31-546 Kpanos, Ten.: +48 12 411 10 47, email: krakow@teva.pl
Afpec Ans nepenucku opue 1 3aB0A B KYTHO: yA. CeHKkeMua 25, 98-300 HyTHo, Ten.: +48 24 361 33 50, email: kutno@teva.pl
OwpyiHoli cyn eTonuuel Bapwassl s Bapuase, 12-% BusHec Paagen HaunoHansHoro cygedHoro peectpa;

PerverpaumonHbli Homep: KRS 0000070048; WHH Homep: 951-15-88-683; CraTucTu{ecknit Homep 012230311,




tetwfa Ne ceptndurara: 40476698

CEPTUGUKAT AHANU3ZA

- npumecs A (B-uzomep) He 6onee 1,0% 0,1%
- npumecsb B (reaskon) He 6onee 0,5% KommeHTapuii: He obHapyxeHo 0,0 %
-npumecs C (bBucadup) He 6onee 0,5% KommeHTtapwii: He obHapyxkeHo 0,0 %

He 6onee 0,5% KommeHTapuii: Huxe npepena
- npumecsh D (aumep) 0bHapyeHus 0,0 %
Mukpobuonoruyeckan yncrora -
ANA Kaxaon 10-1 cepuu CooTtsetcTByeT
- 0buwee KonuyecTso aapobHbIx  He 6onee 1000 KOE/r
MHUKPOOPTraHM3MOB KommeHTapuit: <100 KOE/r CootBeTcTBYET
- 0buee KonnuecTso He 6bonee 100 KOE/r
APOHIKEBBIX M NAECHEBbIX KommeHTapuii: < 10 KOE/r CootBeTcTBYET
rpubos
- Escherichia colis 1 r OrtcyTcTBYeT CootseTcTByeT

KommenTapuii: nposepeHo M.Cyganek
CooTsetcTBUE UHAMBMAYANbHON TabneTkn ynakosaHbl B8 Gauctep ¢ [BX/Al CoorsertcTBYeT
ynakogke ¢onbru no 10 Tabnerok s Kakabiit bavcrep, 2

Bavctepa (20 epuHuy) yNakoBaHbl B

KapTOHHYI0 KOPOBKY € MHCTPYKUMel

KommeHTapuit:  cpok rogHoctu 06.2025,

nposepeHo T. Jaros

KoHTpoab nepBUYHOro BCKpbITUA — 3aKkneeHan CooTtBeTcTBYET

Kopobka

Hactoauwmm s yaoctosepsio, uto MpUBEAEHHAA Bbile MHPOPMALMA ABAAETCA NOAJUHHON W
TOYHOW. ITa cepua NpogykTa Gbina NPOTECTMPOBaHa B NO/IHOM COOTBETCTBUM C TPeBOBAHNAMM
GMP, yCTaHOBAEHHbIMM  MeECTHbIM PEryNATOPHbIM  OpPraHOM, WM B COOTBETCTBMM  CO
cneuvdukaumamm TOProBoi nuLeH3uK CTpaHbl-uMmnopTepa. PesyabTaThl Tect g@"@éﬁ@*@gg‘m
66110 paccMoTpeHbl U NPU3HAHDI COOTBETCTBYIOWMMM CieLUdUKaLMamM. i RSO\
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MpoaykT cooTseTcTBYET TPpEBGOBaHMAM SDII002304/16

Y1BepxaeHo Tomasz Jaros

Kpakos: 08.07.2020, 13:23:22

3TOT AOKYMEHT BbiN YTBEPHKAEH & INEKTPOHHOM BUAE, COBCTBEHHOPYYHaA NOANUCH He
TpebyeTcH

Cneumnanucr no obecneveHnio KayecTsa
Renata Ferlejko
08.07.2020

000 Tesa Onepeiiwns Monang

yA. Emunu ik Naatep 53, 00-113 Bapwasa; www.teva.pl

Appec Ans nepenvcku oguc 1 sasog 8 Kpakose: ¥n. Moruneckan 80, 31-546 Kpakos, Ten.: +48 12 411 10 47, email: krakow@teva.pl
Afipec Ana nepenucki oduc 1 3asog 8 KyTHo: yn. CeHkenmya 25, 99-300 RytHo, Ten.: +48 24 361 33 50, email: kutno@teva.pl
OKpyKHOM cyA cTonvus Bapwass & Bapuwase, 12-/ BuaHec Pazgen HalyuoHansHoro cyaebHoro peecrpa;

Perucr paumoHHslit Homep: KRS 0000070048; UHH Homep: 951-15-88-683; CTaTMcTHUECKMi Homep 012230311,




‘S

JAEPKINKCITYXBA YKPATHK
AEPXKABHA CIAYIKEA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJTIO 34
HAPKOTHKAMM Y KHIBCBKIH OBJIACT

DpocriexkT Banepiy Jlobanogenkoro, 51, M. Kuis, 031 10, Tes/haxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Koz €JIPITOY 37078774

BUCHOBOK
PO AKICTh BBe3eHOro B Ykpainy Jikapeskoro 3acoGy

13.08.2020 Ne 38971/20/10

(uabivenypanuy TiKApLEKOTO 34C00Y arinHG 3 peecTpairi Hium IIOCBinqr:;%JiﬂM_)
e Tabj1eTkH 110 10 Tabrerox y Guicrepi, o 2 baicrepn B Kopobi

N,

{(thopna BHITYCKY, 103YBARHN, B HaKYRAIAS JIKAPCEKOro sacofyy T T
Homep peecrpaniiinoro nocsizaemsy UA/2447/03/01 CIpok aiil pecctpanitinoro uocsinuenms 01,01 2099

Cepist nikapeskoro sacofy No 16243820 KinkkicTs Besenoro mikapeskoro 3acoby 33047

Bupofinux TOB Tepa Onepeiimaz Honann, ITonema

(raibvenyBaimg BUPOBHHKa Rikapcrxoro 3ac00y, kpaina TIOXOMKEHHA)

Breseio » Vipainy Tosapucreo 3 06Mesensro BianoBinaasnicTio "Tena Yxpaina", e,

_wom: 34770471

5 T4 KOH a8 TP ————— = s : N 78 oo
(HaliMenyBanns T4 Koy za COPIOY ropuamsuot oconn 400 TPI3BHLe, IM', 110 Bathkop] thiznunoi
ocobu - Hianpuenns, it Micrie npoxuBanns Ta PeecTpanifismii Homep oSaikosol KapTKH IWIATHHKA

nonavkis aGo cepis ta HOMED macropra)

Hporoxon sisyanniore wonTpomo eix 05.08.2020 N 2480/12.

3a  pesyneraramp UEPHABHOrO  KOHTPOILO BCTAHOBACHO, w0  nikapeskuil  3acif

BRE3EHC B Vkpainy 3
AOTPUMAIHHAM nmvor SAKOHOIABCTRA W00 326eaneaeniy

AKOCTI MKapChKUX 3acobin,

Ty
SR
e

B.o. Haydibsnks CHY
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sl e M e ET 08 e
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CEPTU®UKAT COOTBETCTBUS
, _ _ co e
1 HazgsaHue npoaykTa CTOoNTYCKH H-TEBA, 1a BneTtku, Ne2(Q
- ] |
Crpana-umnoprep: YKpauHa J
| e———— e,
3 PerncrpaumoHtoe CBUAETeNbCTBO No: UA/2447/03/01 l

‘J_%_Mk—xﬁ
4 ’ Cuna/ AKTUBHOCTS ByTamupaTa uutpara 4 mr
| reaiiberesuna 100 mr

s — ]
1 5 Nekapcraennan dopma TabneTku

—_—

6 Pazmep 1 Trn ynaxkosku 10 rabnertok 8 1 Baucrepe, 2 GavcTepos
| - ]
Ho

MEp cepun

- 0 r -

HAata npoussoacrsa “oHb 2020

C

POK rogHocTu: WioHb 2025

-—

Haseanue, agpec n HOMeEpa NMUEeH3 i
Y4acTkoB No npou3soacTsy u
KOHTPOII0 KavecTaa lpouzBoACTBEHHAA ANLEHIUA: 138/0018/15
(npeabiayuan GIF-IW—400/0018/01/545/ZW215/14)

16243820

/

TCB Tesa Onepeliwhs lMonanp,
546 Kpakos, MNoabuwa

yAn. Morunbcebkan 80, 31-

I, _r

S - .
1 | Pasmep cepuu 33047 yn
—— e
B

33047 yn

Ceprugukar coowﬁ:muﬂ GMP
IW2).405.11.2017.MG.1 WTC/0018_01_01/237,
IWSF.405.50.2020.kK 1; WTC/0018_01_03/108,
IWZ2).405.11.2017.MG.3 WTC/0018_01_02/235

BINYWEeHHoe Kon n4yecTBo

SR .
|
l

Ceptudukar coorsercrausg GMP ana
BCEX YHACTKOB YKa3aHHbIX B rpade 10

14 | PesynbraThl aHanusa CornacHo Ceprudukaty ananuza

!

3aaBneHue o cepTuduxaymum:
Hacroauwmm s YAOCTOBEPSI0, YTO NPUBEAEHHAA Bbile WHQopMauus senaeTcy NOANMHHON U
TOYHOW. 3Ta cepus npoAyKTa Gbiaa npousseneHa, BkAOYas ynaKoaxy/Mapmposky U KOHTPONL
KaqecTsa Ha BblleyKasaHHOM ydacTke (yuacrkax) 8 noanom COOTBETCTBUM C TpeBoBaHMAMM GMP,

( 16

Toprosoii NUUEH3WN CTPaHbl-umnopTepa. MpoToKonw NpouW3BoACTBa
| Bbino PaccmMoTpeHo v npusHako cooTeeTcTBUE ¢ GMP.

Cepus 6bina BbINyLleHa Ana npoaamu,
——FIZ 2c BbhiNYleHa ans

KopoBra 70065391 -
17 | Bancrep 70065340 |
| UHcTpykuma /70065393 o

= _ - :
Crapwnii cneymnanucr otaena obecnevenun kayecrsa
Damunua u AONMHOCTL/3BaHMe

18 | ocoBul, oTseus IOLLEein 33 Bbinyck
cepun/ [lara nognucanus

YnonHomoueHHoe Anuo

Malgorzata Magier-Bugai 10.07.2020

000 Tesa Cnepeiiunz Monawg

¥A. Lvunum Nastep 53, 00-113 Bapluaaa;www‘teva‘pl
ANPEC N5 Nepenucku DRUC 1 33804 B Kpakose: ya. Morunsckas 80, 31-546 Kpakos, Ten.: +48 12 411 10 47, email: krakow@teva.pi
ANpEC Ans Nnepenucka oGk v 3ason B KyTHo: yn. Cenkenuya 25, 99-300 KyTHo, Tea.: 448 24 361 33 50, email: kutno@teva.pl
Crpyrnoi CYACTenuys Bapwansl g Bapuage, 13-4 Busnec Pasaen HaumoHansHoro cyaebroro peecTpa;
Perucrpaguonibk Homep: KRS 0000070048: MKH Homep: 951-15-88-683; CTarmcTideckunf Homep 012230311,
ARUMOHEDHLIA HanuTan: PLN 22 220,000.00 (nontioctbio onaa4eH).

éaw o A797 Z;M;MJVW




Ne ceptudurara: 40477052

CEPTUDUKAT AHAZTM3A
Ceptudukar Homep: 40477052
HassaHue npogykra: CTOHTVCMH—TEBA, TabneTtkn 4+100 mr Ne20 UA
HomeHknatypHbiii Kog: 15000708
Cepua Ne; 16243820
Cepusa 6anka Ne: 14170820
Cneu,mbwuau,wﬂ/umoprep: SDII002304/15 Ykpauna
Hara npousBoacTsa: 23 ioHa 2020

Cpok rogHocTu: WIOHL 2025
Obwune tpebogatms: benvie Tabnetkn KPYriion dopmbi, ¢ nueuen CootseTcreyer

Pa3noma Ha 0AHGH K3 cTopoH

L Mpoeepeno: M. Piek
NaerHTudurauma Byramupara Bpema  yaepsusarus NuKka  byramupara
UnTpaTa (BOMX) UnWTpata Ha xpomaTorpamme HMCNbITYEMOro CooTtBerctyer

PacTBOpPa AC/IKHO COOTBETCTBORATH BpemeHu

YAEPHKUBAHUA CTaHaapTa Gyramupara uurpara B
WaerTudukayua bytammpara MNonoxenue, BHewHMi BWO W MHTEHCMBHOCTL CooTsercteyeT
unTpaTta {TCX) OKpawwBaHWa naTHa  Ha Xpomartorpamme

MCNbITYemoro pactBopa AONMKHbI
COOTBETCTBOBATH TaKOBbim NATHam Ha

Xpomarorpamme craHziapTa
VipeHTudukauma reaiideHesnng Bpems yaepskusanns NWKa reanideresmna Ha Coorserctyer

(BIMHX) Xpomatorpamme ucnbiTyemoro pacTeopa
ACMKHO COOTBETCTBORATL BpemeHu
- - ygaﬁwﬂgcmr{,ﬂ,apri@_aﬁﬁbeHe:MHa _ -
Naentudurayun rBanpeHesnHa Monomenne, BHeHWUY BUA M MHTEHCUBHOCTL Coovsetcrayer
(TCX) OKPaWWBaHMA nATHa g XpomaTtorpamme
nenblTyemoro pPacTeopa AONMKHbI
COOTBETCTBOBATE  TAKOBbLIM NATHam Ha

- XpoOmMavtorpamme cTaHgapTa
OzHopoaHocTs maces,

TabneTku 7,5% CootBetcrayer
- He meHee 18 u3 20 tabnetok  + 15 %
- He Bonee 2 u3 20 Tabnetok KommeHTapui: A=233.8; L=232.4: H=236.0
OpHopoaHocTs coaepxaHua Ana 10 Tabnetok + 15 % 0T cpepHero Cootsetcrayer
CoAepiKaHna bytamupaTa uMTpara
Ans 30 mun. 29 u3 30 Tabnetok + 15 % or
CpeaHero cogepxKanHms byramupara uutpara
Makc. 1 13 30 tabnetork + 25 % or cpeaHero
COAep#aHWa byTammpata yurpara
__ Kommentapui: L=232.4; H=236.0

OnHopogHocTb maces MpoBoAST  mcnbitanue Anst nepsbIX  Tpex cooTBeTcTayeT
PasNomMaHHbIX e HML-He MPOMBILNGHHbIX CEPUIA unM, o MEeHblIeK mepe,
PYTUHHBIA TeCT OAMH pa3 B rog,

KommeHTapuii: | = 110,5; H=129,6; A = 120,35

I .
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Ne ceptudukara: 40477052

CEPTUDUKAT AHAMMU3A
e -
OLHOPOAHOCTL Macehi TabneTkn BbigepkuBaloT ncnbiTaHve, ecau CooTsercTayer
PA3/10MaHHbIX TabneTok MakCumaneHo 1 uwHauBuayanbHas  macca

BbIXOAMT 3a npeaensl aumuta 85% - 115% of
cpeaHel maccol. TabaeTky He BblAEPMKUBAOT
ucneiTanne, ecnan, Bonbwe  yem 0AHa
MHAVBUAYyanbHas  macca  BbIXOAUT 33 37w
npegens:  wam  eciu 1 MHOWBUAYENbHAR
EAMHULUZ BLIXOAWT 33 Npepens! numuta 75%-
125% o1 cpepHeit maccsl.
o ___ Hommentapwii: L= 110,5; H = 129,6; A= 120,3L
PactBopeHue ralideHesnHa  He meHee 80% (Q) o1 3asBnelHoro KOAKMYecTBa
3a 30 muH; Q=80%; Egp. ¢. rearipeHesnHa, coaTBeTcTBYeT TpeboBarMaAm CocotseTcTBYeT
298 Esp. ¢. 2.9.3;
Ctaamn S 1, S2, S3 cooTReTCTEEHHO

- HOMmeHTapMH:101;100;102;101;101;102;A:101
Pacteoperue ByTammpara He meHee 80% (Q) ot 3assneHHoro
UMTpaTa 3a 30 muH; Q=80%; KO/1MYecTBa bytamuparta uutpata, CoorseTcreyer
EBp. d.2.9.3; cooTBeTCTRYEeT TpeboBaHuam Esp. &. 2.9.3;

cTaamu S1, S2, 53 COOTBETCTBEHHO

o KommenTtapuii: 99,104,97,95;103;102:A=100 B
Pacnapaemocrs He 6onee 15 MUWHYT 3 MUHYTLI

T el S e oy, HENTRL
KonuuectsenHoe onpeapenerme

ByTamupara unrpara or

95,0% - 105,0% 102.2 %
33ABAEHHOIO KOJMYyecTBa

(BIX)

Konnsectsenrioe onpegenerme T — — ———
ByTamupara unTpaTa B 04HOM 3,8-4,2 mr 4.1 mr

Tabnetke (BIMHKX)

Konuuectsennoe onpepgeneHue

reaideHezvina ot 3aaBaeHHoro  95,0% - 105,0% 99,5 %
_Konudectsa (BIXKX)
Konnqecmemﬁe onpegeneHune

reavideresnHa 8 CAHOW 85,0 - 105,0 mr 99,5 mr
_Tabnetke (BIKX) _
MpoaykTbi paznomenus - ﬂpoaoﬁ—m EﬂbiTaHME ,u,;q nepBblx ﬂea{ri_- -
ANITUNAMUHOITOKCUITAHO N MPOMBILNEHHLIX CEPUIA MAKM, NC MeHbWe
(TCX) - He pyTUHHbLI TecT Mepe, O4MH pas B rog,
He 6onee 0,5% or 33aABNEHHOIO Konwuyectsa 0,0%
byramupara uutpara CoovsetcrByer

Mpumecn (8 % oT 3asBaeHHOTO

Konuyectsa reafidperHesmnna

B3KX):
- npumecs A (B-uzomep) He Bonee 1,0% 0,1 %
_~npumece B {reankon) He bonee 0,5% KOMMEHTapuit: Huke npegena 0,0 %_g,___
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Ne ceptudurara: 40477052

CEPTUDUKAT AHANIN3A
oBHapyKeHus
- npumecs C (Brcadup) He bonee 0,5% KommeHTapuii: Hume npegena 0,0 %
obHapyeHun
- npumecs D (aumep) He Gonee 0,5% KommenTapuii: Huxe npegena 0,0 %
- oBHapymeHun
Muikpobuonoruyeckas yncrora
- ANA Kamaon 10-i cepun CooTsetcreyer
- obuiee KoNU4ecTBO a3pobHbix  He Gonee 1000 KOE/r
MWKPCOPraHMImMoBs KommenTapuin: <100 KOE/r CootBeTcTBYET
- obuiee KonuyecTso He Gonee 100 KOE/r
APOMGKEBBIX U NMASCHEBbIX KommeHTapuii: < 10 KOE/r CootseTcTByeT
rprbos
- Escherichiacalis 1r OrcyTcreyeT CootBeTcTBYET

o RKommeHTapuit: nposeperio M.Cyganek
CooveetcTBUE
WHOAMBUAY2NBLHOW ynaKkoBKe donbrn no 10 Tabnetok & Kaabii 6ancrep, 2
6nuctepa (20 eaunuu) yNaKoBaHbl B
KapTOHHYIO KOPOBKY C MHCTPYKUMe
KommeHTapuit:  cpok  rogHocTu 06.2025,

nposepeHo T. Jaros

Tabnetku ynakoBaubl B Baucrep ¢ TMBX/AI Cob%E;CEET

HOHTDO}Tb nepsryHOro BCKPbLITUA — 3aKkneeHasn COOTBETCTB\/ET

Kopobka

Hactoawum s yaoctosepsaio, uto NPUBEACHHAA Bbllle WHOOPMALWA ABAAGTCH NOAAMHHON M
TOYHOWU. 3Ta cepua NPoaykTa 6bina POTECTVPOBAHA B NO/IHOM COOTBETCTBUM C TpeBoBaHUAMMY
GMP,  yCTaHOBAGHKLIMK  MECTHBIM PETY/IATOPHbIM  OPraHoOM, W B  COOTBETCTBUM  cO

cneundukaynsmm Toprosos AIMUEH3UM CTpaHbl-umnopTepa. PesynbTaThl TECTMPTBaH

Bbino paccmoTpeHsi u NPU3HaHbLI COOTBETCTBYIOWMMU cneuudpuKkaumam,

YTBepxaerno Tomasz Jaros

Kpakos: 10.07.2020, 08:03:55

3T0T AOKYMEHT Bbin YTBEDKAEH B 3/1@KTPOHHOM BUAe, COBCTBEHHOPYYHan noanucs He

TpebyeTcs

Cneunanuct no obecneyeHnio KayecTes
Renata Ferlejko
10.07.2020
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