Jlorotun

Marepuan: 7500315020

Kauectso: QDP0012563
V3

CepTnduKar aHanmsa

Homep ceptudukara:
40000082184

HaumenoBanme: 3kopan 50 mr, 5x10 Kancyn

Homep cepuu: 100027894

Konuuecrso: 4464 wr

Oata npoussopacrea: 05.10.2021 Cpok rogHocTu: 30.09.2023
NapameTpsb! Cneunduraumna Pe3synbratbl
OnucaHue Npogonrosatelie Henpo3spayHbie, GypoBaTo- COOTBETCTBYET
BM3yanbHbIN XenTble, MATKME }KeNaTMHOBbIE KancyNbl ¢

1306paKeHneM CABOEHHOIO TPeyroNbHUKa M

«50 mg». Copeprkumoe Kancynbl —

MaCcNAHWCTanA KUOKOCTb OT XEeNTOBATOro 40

YKENTO- KOPUYHEBOTO LIBETA.
NopnuHHOCTL Bpema yaep»uBaHWA OCHOBHOTO NUKa Ha COOTBETCTBYET
AM/RD/LC001 XpOMaTOrpamme MCnbITyeMoro pacTsopa

AONKHO COOTBETCTBOBATL BpEMEHM

YAEPHMBAHWA OCHOBHOrO NUKa Ha

XpomaTtorpamme CTaHAapPTHOrO pacTeopa

LUMKNOCNOpUHa
OaHopoAHOCTbL Macc cooTBeTCTBYET
B cooTBeTCTBMM C EBp. ®. 2.9.5.
- He meHee 18 13 20 kancyn +10% COOTBETCTBYET
- He bonee 2 13 20 kancyn +25%
Pacnapaemoctb He 6onee 15 muH
AM/RD/DS001 1.Echu 1 mnn 2 kancynbl U3 6 McnbITyeMmblx 4 MUH

Kancyn pacnapaiotca bonee yem 3a 15 MUH, HO

He Bonee yem 3a 30 MUH, UCNbITaHUE

NOBTOPAIOT ewe Ha 12 Kancynax;

2. He 6onee 2 kancyn u3 18 ucnbiTyembix

Kancyn moryT pacnagatbcA bonee yem 3a 15

MWH, HO He Bonee 4em 3a 30 MUH
Nokasarenb npenomneHun Ot 1,340 go 1,470 1,464
B coOTBeTCTBMM C EBp. P, 2.2.6.
OAHOPOAHOCTL AO3MPOBaHMA He 6onee 15.0 % 4,4 %
KpuTepwuit npuemnemoctu Ecnn AV ona nepebix 10 kancyn Gonee yem
AV 15.0 %, ucnbiTaHKe NPOBOAAT Ha CAEAYIOLLMUX
AM/RD/LC257 20 kancynax.

WTorosbii KpuTepuit npuemnemoctm (AV) ana

30 kancyn < 15.0 % v HKU 0AMH

WUHAMBMAYANbHbIA PE3YNLTAT HE AOMKEH BbiTh

meHee yem 0.75 M man 6onee yem 1.25M
3taHon He meree 8,0 % (w/w) 9,4 % (w/w)
QDP0017850
Boaa He 6onee 3,0 % (w/w) 2,5 % (w/w)
QGM001362
CopepxaHue uMKnoCcnopuHa ot 45,0 no 55,0 mr/kanc. 50,0 mr/kanc.
AM/RD/LC002
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NpoayKTbh! Aerpagauum

QDP0110573

- uuknocnopuH H He bonee 0,5 % (oT KonuyecTBa uMknocnopuHa) | <0,1%

- U30LMKNOCNOPUH A He bonee 0,5 % (oT KonuyecTBa umknocnopunHa) | 0,3%
MNpumecu

- unknocnopun U He 6onee 0,4 % (oT konuuecTsa umknocnopuHa) | 0,1%

- LMKNocnopuH Abu 5 He 6onee 0,3 % (0T KonWyecTBa UMKNocnopuHa) | 0,1%

- uMKnocnopuH D He 6onee 0,2 % (oT KonuuecTsa umknocnopuHa) | 0,1%

- AUTUOPOLUMKNOCNOPYH A He 6onee 0,4 % (0T KonuuecTBa umknocnopuHa) | 0,2%

- LUKNOCNOpUH V He 6onee 0,4 % (0T KonuuecTsa uMknocnopuHa) | 0,1%

- HEM3BECTHbIE NPUMECH He 6onee 0,1 % (0T KonudecTBa uMknocnopuna) | 0,1%
WHAMBUAYANLHO

- CyMMma npumecei U NpoLyKTOB He Bonee 1,5 % (oT konuuecTsa umknocnopmHa) | 0,9%
Aerpagauum

Mukpobuonoruueckan yucrorta

QDP0058279

-Obuwee Yncno aspobHbix — He bonee 10° KOE/r <50 KOE/r
MWKPOOPraHW3mMoB

-ObLiee YMCNO APOHOKEBBIX U — He 6onee 10? KOE/r <50 KOE/r
nNNecHeBbIX rpubos

-Escherichia coli —oTcyTcTBMeB 1T oTcyTcTBue/r

Tect «OgHOpOAHOCTE NO Macce», NPOBOAUTCA NO EBp.P., pe3ynbTaThl YKasbIBalOTCA B COOTBETCTBUM C
TpeboBaHWMAMK, NPUHATLIMK B PO (TP P®), Cebinka Ha Papmaroneto CLUA n I PO 8KAOYEHE B COOTBETCTBMM C
TpebosaHuamn M3 PO, nponssoguTens NPOBOAUT UCNLITaHWA B COOTBETCTBMK ¢ TpeboBaHWaMKM Ph. Eur. nam
USP 1 no BHYTPEHHWM ONepauMOoHHLIM Npoueaypam. KOHTPOAUPYETCA Kamaan Cepus «Nonyrotosoro
NPoAyKTa» B COOTBETCTBMM CO CneumbUKaLmen Ha «NoyroToBbLIM NPOAYKT» (B T. Y. U NO NOKa3saTtento
«Mukpobuonornyeckas YMCTOTa») U BKAKOYAET NONYUEHHbBIE PE3YNLTaThl UCMBLITAHMIA B cepTUOMKATBLI aHaNu3a
Ha roTOBbIM NPOAYKT N0 BCEM NOKa3aTeNAM, 338 UCK/IOHEHUeM NoKasaTena «OnucaHmer. (CneuuduKkaumm npu
BbINYCKE Ha «NONYroTOBLIA NPOAYKT» U FOTOBbIA NPOAYKT aHANOTUYHbI).

NoAaTBepAalo, YTO BbILLEYKa3aHHaA MHGOPMaLUA ABNAGTCA AOCTOBEPHOM M TOYHOM. [laHHaA NapTMa NpoayKTa
Bblna npoTecTMpoBaHa B COOTBETCTBUM ¢ TpeboBaHMAMU GMP MECTHOro perynmMpyoLero opraHa 1
3apPerncTpUpoBaHHON cneuudmKaLmeit CTpaHbl-MMNopTepa. PesynbTaTel TECTMPOBaHUA BbNK PaccMOTPEHbI U
NpU3HaHbl COOTBETCTBYOLMMKU 3aPErMCTPMPOBAHHOW CneudURraLmm.

[Oara: /Bpema: 15.11.2021/ 10:47:27 CET

OpobpeHo: Pavel Mucha
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Noroin  CepTudhMKaT Ha BbINyCK CEpUm

Homep marepuana: 7500315020

Ne ceptudmkara: 40000082184

KayectBo: QDP0012563 V3

HaumeHoBaHue: OKOPAD 50 mr, 5x10 kancyn

[o3upoBka LinknocnopwnH 50 mr

NekapcTBenHan Msrkue xenaTuHoBble Kancynel AN NPUEMa BHYTPb

¢dopma:

YcnoBus xpaHeHuns: 15-25°C Twun ynakoBku: 6nucrtep

Cepus: 100027896 KonuuecTtBo: 4464

[ata npousBoAcTBa: 05.10.2021 CpoOK rogHOCTH: 30.09.2023
[aTta ynakoBku: 19.10.2021

CtpaHa
NPOUCXOXAOEHUA:

Yewckaa Pecnybnuka

yOOCTOBepeHus:

Homep perucTpauuMoHHOro

M1 N015585/01

MmnopTupylowas cTpaHa:

Poccuirckaa ®egepauns

WUccnepoBaHue:

HeTt

Mpouecc Banuaauuu cepuum:

LIR: 2100211 (1000028792)

MpouzBoauTens:

TEBA YELWCKUE NPEONPUATUA C.P.O., ONABA, OCTPABCKA
305/29, OMNMABA KOMAPOB, 747 70, YELLICKAA PECMYB/IMKA

Homep NMALEH3Un:

22975/2/INS/98

Ceptudpukar
GMP:

SUKLS238001/2016,

SUKLS424838/2018,
SUKLS293205/2018,

SUKLS189852/2020

YnakoBuMK:

TEBA YELLUCKWE MPEANPUATNA C.P.
305/29, OMNMABA KOMAPOB, 747 70, YELLICKAA PECMYBJ/IMKA

0., OMNABA, OCTPABCKA

Homep JNTAUEH3UNn:

22975/2/INS/98

CepTtudwmkar
GMP:

SUKLS238001/2016,

SUKLS424838/2018,
SUKLS293205/2018,
SUKLS189852/2020

KOHTpOﬂ b KayecTBa:

TEBA YELUCKWE NPEANPUATNA C.P.
305/29, OMNABA KOMAPOB, 747 70, YELLICKAA PECNYBNNKA

0., OMNABA, OCTPABCKA

Homep nuueH3uu:

22975/2/INS/98

Ceptuchukar
GMP:

SUKLS238001/2016,

SUKLS424838/2018,
SUKLS293205/2018,
SUKLS189852/2020

Bbinyckarwmin KOHTPONb

TEBA YEWCKWE NPEANPUATNA C.P.

0., OMNABA, OCTPABCKA

aKTUBHON

KavyecTBa: 305/29, OMNABA KOMAPOB, 747 70, YELLICKAA PECNYBITMKA
Homep nuueH3uum: 22975/2/INS/98 Ceptudcukar SUKLS238001/2016,
GMP: SUKLS424838/2018,
SUKLS293205/2018,
SUKLS189852/2020
Homep maTtepuana 32051274

Tesa Yewckue lpednpuamus c.p.o.
OCTPABCKA 29/305, 747 70 OMABA-KOMAPOB

Yewckasa Pecnybauxa
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TENNE®OH (OKK): +420 553 644 521
@AKC (OKK): +420 553 644 523



thapmarieBTMYECKOM
cybcTaHyum:

Cepua aKTUBHOM 5000011953
crapmaueBTMYECKON
cybcTtaHumm:

HanmeHoBaHue matepuana Linknocnopux, USP/Ph.Eur.
aKTUBHOW
capmMaLeBTHYECKON
cybcTaHuum:

CaiT nponssoautens TEVA CZECH INDUSTRIES SRO,TAPI OPAVA OSTRAVSKA
aKTUBHOM 305/29,0PAVA KOMAROV,747 70,Czech Republic
thapmaueBTMYECKOH
cy6cTaHumm:

Ceprtudonkar GMP: SUKLS344613/2018

Homepa ynakoBouHoro

MaTepuana: Martepuan:32025427 | Cepus: 7000026743 | Homep Bepcuw: 06
WHcTpykums

MNayka kapToHHaA Matepnan:4079604 | Cepusi: 7000026914 | Homep Bepcuu: 05

MoaTeepxaalo, YTo NpuBEeAEHHas Bhille MHpOPMaLMA ABNSETCA AOCTOBEPHOM N TOYHOW. JTa
napTua NpoAykTa Obina u3rotosneHa / M3roToBNeHa, BKHYas yNakoBky M KOHTPONb KaYecTBa
Ha BbILLEYNOMSAHYTOM calTe (ax) B NMOMHOM COOTBETCTBUU ¢ TpebosaHusamu GMP mecTHoro
Perynupytolero opraia u cneunukaumamMm B paspeLleHn Ha NPpoaaxy cTpaHbl-uMmnopTepa.
3anMcn 0 nNpou3BOACTBE, YMNakoBKE W aHanuse 6binu NpoBepeHbl W NpU3HaHbI
cooTeeTcTBYOWMMU GMP.,

Hata: 15.11.2021 /1 10:47:2 CET

OpobpeHo:
Pavel Mucha
YNonHomo4YeHHoe nuuo

[aHHbI OOKYMeHT Bbin co3naH B cucTeme ¢ ONEKTPOHHLIMU NOANUCAMM.
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OCTPABCKA 29/305, 747 70 OlTABA-KOMAPOB TE/IEQOH (OKK): +420 553 644 521

Yewckasa Pecnybauka @AKC (OKK): +420 553 644 523
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