baltep Al

Kaitsep-Binsrensm-Anee : : Crop.:131
51368 Jlesepkyaet Ceprudpikat aHaniay Dara: 28-04-2021
Himeyunna
Marepian: 82109448 Aserokc® Tabnetku, BkpuTi o6oroHkoto, no 400mr Ne5 B Gnicrepi
Cepist: BXJK321 Kpaina: Yipaia
Data supobumuyrea:  11.03.2020 Homep nocrasku: 124484705
Tepmin npugatHocTi:  31.03.2025 Homep samosrienHs: 2172004989
Bux, matepian; 82406892 MOXIFLOXACIN TABL 0,4G LACK
Maprisi: BXABBEA MepesipoyHnia npunue:  T.02.02 - 20
Homep npotu: 040002285701 Crieyucikauis: T.02.28 - 24
MokasHuk Kpurepint npuiinstHocTi/of. BUMIpY Pesynerat
Oruc yepsoHi TaGneTky, BKpUTI 0DOMOHKOIO, yepBoHi TabneTky, BKpUTi 660NoHKoIo,
oBanbHoT hopmu, osarbHol chopmu,
poamip 17 X7Mm poamip 17x7vm
HacuveHicmb xoneopy MaTOBUIA MaToBui
Ha ofHill cropoHi: «M400» M400
Maprysatts Ha ML CTOpPOHI: «BAYERY BAYER
I8enmucpinayia (TUX abo AMP) NOBMHHO BignosinaTi AMP sigriosinae
Joenmuchikayin (BEPX) NOBWHHO BiOnosigaTi Bignosigae
Odropidnicmb dozoeanlx odunuys (n=10) make. 15.0 % 1.5
OdHopiduicme dosoeanux oduruls (n=30) make. 15.0 % -
OdHopidnicms dozodaHux 0OUHUUE MiH. MiH. 75.0%
{Ha ocHoBi M) -
Odnopidnicme doszoeatux oduHUUbL Make. makc. 125.0 %
(Ha ocHosi M) -
PosvuHerHs
3a 30 x& 6 Tabn.- cepeaHe MiH. 85% 94
3a 30 xB. 6 Tabm,- miHiMym miH. 85% 0
3a 30 xg. 12 Tabn.- cepegHe MmiH. 80% -
aa 30 xB, 12 Tabn. — MiHiMym MiH. 65% -
Boda make. 5.0 % 24
Cynymi omiwku:
Bysb-sika HEBU3HAYEHa AOMILLKA makc. 0.1 % <=0.1
Cywma aomiliok Make, 0.1 % <=0.1
KinekicHe BU3HAYeHHA 380 — 420 mr/tab 402
Mixpo6ionoziyna Yucmoma
BarankHa KinbkicTh aepobHuxX Mikpooprakismis He Girswe 1000 KOE/r “
(TAMC)*
SarankHa KinbKICTs OpPKIKOBYX Ta MNiCHABKUX He Ginwlwe 100 KOE/F *}
rputie (TYMC)*
Bi-TonepanTHi rpam-HeratueHi Gakrepii™ He Ginswe 100 KOE/r *
Escherichia coli* BigcytHiB1 T *)

*) YacToTa npoBefieHHs TecTy: koxHa 20-a cepis

——

*) TectT npoeoguTsCs BMBipKoBO. OfiHaK My NigTEEpPAKYEMO BIANOBIAHICTE AaHOT cepll BCIM BUMOram T2

Hana cepis signosigae crietmdikadil,

£ TUM camum CTBEPAKYIO, WO AGHA cepis Gyna supobneHa 3 NosHii BignosigHocT go Bumor GMP E}

MICTSTBCS B peecTpaLiitHOMY BOCHE KpATHY NPUSHAHEHHS.

[laHa AokyMeHTALs mignicana YnosHosaxeHoto ocoBoio PS-PH 8C LEV QU.

EneKTpoHHMiA nignue YriosHoBaxkeHoT 3a Bunyck cepil ocobu:

Haralac
IHeneKuUiiHWA noT:

Bo (W JB2 4D 10855




CepTudpikaT BignosigHocTi

HalimenyBaHHA NMPOOYKTY: Agernoke® TabneTku, BKpUTi 0GoroHKow, no 400 mr, Ne5 B Grictepi
MarepianbHnil Homep: 82109448
Cepist Ha yriaKoBui: BXJK321
Kpaina npusHayeHHs: Ykpaina
Hata BupoGHuuTBa: 11.03.2020
TepMiH NpuAaTHOCTI: 31.03.2025
hopma BUNYCKY: TabneTky, BkpuTi 06ONOHKOI
Bup / po3mip ynakoBgu: rio 5 TabneTok B GnicTepi, 1 GricTep B KAPTOHHIRA ynakosLy
Cuna aii / akTuBHiCTL? MokcudpnokcauuH / 400 mr
KinsKicTk, Wo NocTa4acTben: 182 868 ynakoBok
Posmip cepil (ynakoBku): 182 868 ynakoBok
Baifep AT,
HaiimeHyBaHHs | appeca BUpOOHMKa: Kaitsep-Binsrenbm-Aree,
[1-51368, lleeepkyseH, HiMeuuuHa
Peectpauiiine nocBigyeHasa MO3Y: UA/4071/01/01
Tepmin aii PI: HeoBmexeHnl
JliveHziA Ha BUPOGHUUTBO: DE_NW_04_MIA_2021_0002 Bayer AG Big 14.01.2021

PesynwTaTi aHanisy HaBegeHi B Ceprudikati anariay.

[ana cepiss Gyna BuroToBrieHa B NoBHi BignosigHoctl 3 Bumoravy HBIM, nileHsiii Ha BUPOGHMUTBO. A Takox Y
BignosigHocTi 3 fOKyMeHTaLlieto 3aBoay - BUpoGHuKa.

KouTponb sikocTi BXigHMX marepianis, nakysanbHuUX Matepianis i roTosol npoAykuil nposepeHa y BiAnoBIAHOCTI 3

LiounMy METOZaMU KOHTPONIO sIKoCTi | cneludpikallil, 1o MicTUTLCS B peecTpauiiiHomy flocke. MpoTokoni BUpobHuLTBEa
i aHanisy BignosifaloTb AilOUNM IHCTPYKLIAM Ha BUPOGHULTEO.

Mignue; [Jata: 29-04-2021

Dr. Christian Wiese

Batiep AT.

Mocraska nponykry dapma.
LleHTp nocrayarqHs JlesepkyseH
YrosHoBa)eHa ocoba




04071, m.Kuiis, ByrmLs BepxHitt Ban, ByauHok 4-b, Ten, +38044 220
1OpugnuHa appeca: 3300

08330, Kuiaceka 061., Bopucninscbkuii p-H, ¢. Jypapkis, Byr.

Anpeca MicList BNpoBapkeHHs AiANbHOCTE HesanexHooti, 2/1

No3sin Ha sBunyck (peanizauito) Ne27802/21/26

#1, YroHoBaxeHa ocoBa 3 sikocti TOB «BAVIEP», nigTeepmxkyto, Lo Jikapcbkuit 3acib:
HalimenyBaHHst npoaykuil: ABEJIOKC®

Hepxasa-BupobHuk: HimewunHa

Homep peecTpauiiiHoro nocsigyenHs B Ykpaiti: UA/4071/01/01

Curia giifaktusHicTs: mokcudnokcauuH / 400 mr

TNikapcbka thopma: TabneTky, BkpuTi 06ONoHKo0

Poamip Ta TUR nakyeaHHs: no 5 TaGneTok y Gnictepi, 1 BricTep B kapTOHHIRA kopoBui

Homep cepii: BXJK321

Poawmip cepii: 182 868 ynaxoBok
[ara upobuuyrsa: 11.03.2020

[aTa sakiHueHHs TepMiHy npugarHocti: 31.03.2025

[lata ceptuddikara skocTi cepii nikapcekoro sacofy, BUAAHOTO BMPOBHMKOM, yrioBHOBaxeHa ocoba sikoro
Hafae 03BN Ha BUNYCK cepil nikapcbkoro aacoby:

Ne 040002375950 Big 27.04.2021

Homep Ta aata BUCHOBKY Mpo AKICTb BBE3EHUX NiKapchkix 3acobis:
Ne 27802/21/26 gif 20.05,2021

HaitmeHyBaHHS, MiCLIE3HaXOMKEHHS Ta HoMep niLeHsil BupoGHuka, yroBHoBaXeHa 0coba sAkoro Hajae Ao3Bin
Ha Bunyck cepii (aa HasBHocti): Baiiep A, Kaiisep-Binbrenbm-Anee, [-51368, JleeepkyseH, Himeuuuta,
DE_NW_04_MIA_2021_0002 Bayer AG

Ceptndikatvt BiGMOBIAHOCTI HanexHO! BUpoBHNHOT NpakTki BUPOBHMKa, YNOBHOBEYKEHS ocoba aKoro Hanae
[O3BiI Ha sunyck cepii, a6o HoMepu nocunams y Gasi faHnx EudraGMP (3a HassHoCTi):

KomeHTapi (3a HAasBHOCTI): Kinbkicme 8ee3eHo0z0 NikapcbKo20 3acoby ~ 48 000 ynakoeok

3anga nipo Bunyck (peanizaiio) cepil nikapcbkoro sacoby.

[Hoseonso ekaszanuil nikapcekull 3aci6 do peanizauil.

Mpiseuie, iHibiany Ta nocapa/aeaHHsa ocoby, sika Bugana 03BN Ha BYycK cepil: YnosHoBaxkera ocoba 3

sikocti TOB «BAVIEP» KocTeubkuii K. B. \

Tignuc ocobu, sika BUaana Ao3sin Ha BUMYCK cepif: I\,

[ara rignucanHs goseony Ha Bunyck (peanisauiio): 21.05.2021
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