HAEPCIKCITYXKBA
HEPHKABHA CHYIKBA 3 TIKAPCHLKHX 3ACQ;E¥B TA KOHTPOJIIO 3A
HAPKOTHKAMHM Y BIHHAUBKIM OBJIACTI

BysL. Xmenbshniske moce,7, M. Binmaus, 21036, (0432) 66-07-69, 66-03-51
E-mail: dls.vn@dls.gov.ua, hittps:/region.dls.gov.ua Kea €PTIOY 37084828

BHICHOBOK
MpO SIKICTH BBE3EHOTO B YKpalty Jikapeskoro 3acoby

23.10.2023 Ne 53649/23/02

BILTHMKJION

(nadiMerynanns aikapenkoro sacofy 3riano 3 pecer PALGTTHIM TOCRIAYEH M)
rabuerkn 1o 25 Mr; 1o 9 rabnerox y Guicrepi; no 2 Gxictepn B navi

(tbopsta BunyCicy, nOTYBANEA, BHA HAKYBATHR TIKAPCHEOIO sacoly)

Homep peecrpiiiinoro nocsinuenns UA/LT36/01/01 erpok aif pecerpatiiinoro nocsixenis neodvexenii

Cepis nikapenkoro sacoby Ne 230614 Kinbriets sresenioro sikapesicoro sacody 10000 yu,
Bupobnik beiiprinr [0mion Gapmackiorian Gexropt, Kurait
(naknenynanis supoGuukd skapesoro sacoby. kpaina NOXODKEHHA)
Breseno v Yepainy CrisisHe yKpaiHChKO-ICHanChKe HIPHEMETBO ¥ hopmi TorapucTpa 3
obmexenoro pinnoinansuictio "CIEPKO YKPATHA", inenr. xox:
20112362

(naftmenyBanHs ta ol 3a CJIPTIOY 1opraaHeT ocebit abo npiserue, iM's, 10 BaTLKOBI Hnssnol
0cobu ~ nignpuemis, i MiCue HPORNBAHNS Ta pecerpaniiinmii nomep oSnikobol kapTiU TATIMKE
nojariis ato cepist Ta HOMED Haciopra)

lporeroa sisvansnore kowrpomo sig 01.09.2023 M 349/0/01.02-23/1.
Jadoparopiiii anauis akoeri dikapeokoro 4acody saiiicuenuii:
JUL "Henrpwisna aGoparopis 3 axamizy skocti NKAPCEKHX 32C0biB | MenyuHol npoayxuii”

(v.Knis, syn. Kyapsseska 10r m.Kuis, sy, Kynpsserka 8B Kuinenka obiacrts, ¢, Hogi Ietpisni
Byit. Isana Opanxa, 19)

>

(naiimenynaniol Ta MicuesnaxomReHns aaboparopit, uo nposeta nabapatopum wnaaiz skocri)

Bucnosox niono sxocti nikaperkoro sacoly, Buganmii nmaGoparopicio iz 19.10,2023 No 1922
Peayasraty naGoparopHoro ananizy skocti JKAPCLKOTO 3C00Y 3a NEPEBIPEHUMA IOKAIHIT KM Y BIIOBLAAIOTD
BHMOTaM METOAIR KOHTPOIO akocTi (atan ITHYHO-HOPMATHBHOT NOKyMeHnTanii).

3a pesynLTATAMH AEPIKARIOID ROHTPOIIO BCTAROWICHO, L0 JHKaPChKII 3aci0 Baeseno s Yipainy 3 JOTPHMAHHIM
BHMOT 3aKOHOMABCTEY WONO 3aDe3NedeH A AKOCT] NKApChKHX 3ac00in,

Iprua BIIACIOK

(Imkiaze ra npissnige

M.IT.




H ILRIBIET HEAE

PEERHRG URNION PHARMACEET N ACTORY £10)

CEPTU®IKAT AKOCTI

3siT N2, 2340414

I

Exenopr Yipaiua

(penapar

Biuvknon, rabneriu wo 25 mr Ne18

HatimeHysanus i
agpeca BupabhvKa:

Bedgxinr l0nion @apmacuiotikan Lexropi NTH
N 37, KOoursanr Poya, Bio-megiciu pacrpi
Mapx, pation Daxcin, Mewxis, Kuraii

Poamip i vun yriakosku

no 8 vabneTox y
Gnicrapi; no 2
Onicrepy B navyi

22,5 = 27,5 mrirabn. (90,0 - 110,0 %)

. X . . . . _ |Crnap na oauy Tabnatky |KinsKicTs:
HNiensia wa Niuensin Ha upoBruLTRO Nikapokkuy aacobia YRAET | oprunnor PEYOBUKH: 55120 yn
BUPOGHULTRE 09.12.2020 Ne J 20150011 BiurKnon 25 mr,

. : . MNpugareaui no 06/2026
Cepruthirar GMP Ceprudikay 060/2023/GMP sia 03.08.2023 Bara nupobHMLTE] 14/06/2023
Cepin 230614 Hara orpumanns 25/06/2023
Tecr cranpapTt E£pponeficera thapmakones Anasils sanwcio 0B/08/2023
PoecTpauiine nocsigueHHs o Yxpaiui Ne UAMT36/01/01
Hazea noxaaquka Cnieymdikauin Lani nocnimkens Peaynurat

KOHTROMO
Onne Bini, kpyrni, Aeoskoenykn! TabReTkn 5ini, kpyrni, Bignosinae
ABOAKOONYKA]
Tabnevuu
Inewridinaus A. Tlpenapar noauen fasarh KONLOpoBY Mosutnsna Bignoaigae
PEKLUII0 3 XpOMOTPONOBOI KUCNOTOW
B. Hassxicrs MaKCuMymMy Ha Yd-cnerrpi Bignogipae Bisnosigae
BUNPODYBAKOTO POSHUHY NPt AOBMMH] Xenni 228 s,
C. “Yac yrpumysaHHs OCHOBHOM niky Ha xpomarorpami |Bianoaizae Bignosigae
BUNNOBYBAHOM POLMHY MEE BIANOBIAATYH uacy
YTPAMYBAKIS OCHOBHOIG MKy Ha XpoMaTorpasi
CTAHAADTHOID DO3UNHY.
Homiwkn - Homiwka Gigenpary — ve Binswe 0,1 % 0,004% Bignoainae
- Howmitikn metrneTeputhikoaaroro
Giuuxnony - ke Binswe 0,3% 0,09%
- Hesigomi inaneigyansni gomiwm - ve Ginswe 0,2% [0,02%
- Cyma Beix gOMILWOK ~ He Binswe 0,5% 0.14%
OpHopinkHicTs BianoBiano g0 BUMor saranbLHol cTaT Bignosigae Binnosaigae
AQIOBEHUX 2.8.40 €sp Dapm,
SOMHNLL
PosynHeHus He menwe 80% vepes 30 xounun Bignosiaac Bigroninse
MikpoGionariuna Jaraneke wucno aepobnnx Mikpoopranismis Binnoainas Binnogigae
aneroTa (TAMC) He Binwwe 10° KO
3araribHe uncno Aphbigxosux i nnicranmx
rpuia (TYMC) ne Binswe 10° KYO/r:
Bigeyrhicts Escherichia coli 8 1r npenapary
Kinwxicne Mpu Bunycry 498,3% Bignosigac
BU3HAUEHHR 23,75 — 26,25 wrfrabn. (95,0 -105,0 %)
Bliswnony Mporarom Yepminy npusarHocTi

Bucsosoxr: cnegudikauin nignosizac craigapyam €sponelichkol Dapmaronei.

Livs ninToapangsmo, ugo HARBAGHA Byl HMpOpM
{(Beniovaods YRakoBKy/MapKysasg) i npoBeseHo
GMP, scravosnonux micuesmum PErynsaTopHumM o
AOChe, 3aTsep/ReHOMY 8 YRpati ana Aika
BCTAHOONEHO BiANOBIgHICTL GMP,
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Certificate of Quality

Report No. 2340414

Export Ukraine|

Name | Bicyclol, 25 myg tablets Neig !
Name and address |Beijing Union Pharmaceutical Faciory Ltd, Packing Siablets ina
of production: No. 37, Yongwang Road, Bio-redicine Industry Park, blister, 2 blisters
Daxing District Beijing, Ching ina pack
Manufacturing Manufacturing license for medicinal products in Composition per tablet active |Quantity: '
License P.R.China from 09.12.2020 Ne 20150011 substance 55128boxes !
! bicyclol 25 mg.
Certificats of GMP | Cerlificate 060/2023/GMP from 03.08.2023 Exp. Date 052026
compliance Mifg. Date 14/08/2023
Batch No 230614 Receive Date 281062023
Test Standard European Pharmacopoeia Repori Date 08/08/2023
Registration certificate in Ukraine Ne UA/M736/01/01
| Test jtem Standard Test data Result
Description White round biconvex tablets, White round biconvex tablets |Conform
Identification A.Drug shall give a color reaction with chromotropic Positive Conform
acid.
B.Maximum on UV-spectrum of test solution at 228 nm{Conform Conform
wavelength.
Conform Contorm
C.Retention time of the major peak in the chromatogram
of test solution shall correspond (o retention time of the
major peak in the chromatogram of standard solution.
- Impurities of bfendate - not more than 0,1% 0.004% Conform
- impurities of Methyl etherificated bicyclol - not more
Related than 0,3 % 0,09%
substances -tndividual unknown impurities - not more than 0,2 % 0,02%
- Sum of all impurities - not more than 0,5 % 0.14%
Uniformity of Conforming to the rule of the general chapter Ph. Eur.  Conform Conform
gosage units 2.9.40.
Dissolution Not less than 80% in 30 minutes Conform Conform
Microbiological Total aerobic mizrobial count (TAMEC) Conform Conform
quality not more than 10° CFU/g;
Total cormbined yeasts and moulds count
(TYMC)
not more than 107 CFU/g;
Absence of Escherichia coli in 1 g of the product
Assay in output: 23,75 ~ 26,25 mgftab. (95,0 - 105,0 %) 99 3% Conform
For explry date: 22,5 — 27,5 mg#ab. (80,0 - 110,0 %)
Goncluslon: The specification coniorms fo European Pharmacoposta.
This is So corzﬁrr_n that the information cite_d above is frue and accurate. This product line was manufactured (including its
;:ezclgagsngfrnarkljg) and has passed quality centfoi at the above-mentioned production area [{;ju&%f;gﬁe;arqance_ with GMP
rquxrem?nts as_s;gried by th tocal health authont_y and also in accordance with specification oftedistiration doctmentation
afﬂ:{ned in Ukryame.»or medmlna{ product. Production, packaging and guality control reports’sf the product Iiné’a‘_re tasted and
ara in conformity with GMP requirements, E g ik
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