HEPUIKCITYXKBA
HAEPKABHA CHYKBA 3 JIKAPCHKHUX EACU‘?H} TA KOHTPOJIIO 3A
HAPKOTHUKAMH ¥ BIHHUUBKIM OBJIACTI

BYJI. XMeNIbHHLLKE 1woce,7, M. Binnuug, 21036, (0432) 66-07-69, 66-03-51
E-mail: dls. vn@dls.gov.ua, https:/region.dls.gov.ua Kog €JPTIOY 37084828

BHMCHOBOK

PO SIKICTH BBE3EHOro B YKpalHy JikapchKoro 3acoby

23.10.2023 Ne 530649/23/02

BILMKJITION

(aliMeHyBaHNA AIKAPCHLROTO 3acoly IND 3 peCCTPAItiiHIM MOCRIYEH M)
rabiaerky 10 25 Mr; 1o 9 rabiieTok y Gricrepi: mo 2 OJjcTepn B rasi

((popma BHAYCKY, AO3YBANNA, BUA TAKYBAHHS JHRAPCHKOTO 33c00Yy)
Hosmep peecrpaniiinoro mocsizuenns UA/1736/01/01 crpok aif pecerpauiifinoro nocsixtens HeoSMeke il
Cepin nixapenkoro sacoby Ne 230614 Kinskics BBesenoro sikapenkoro sacoby 10000 .

BupoGurk beiiprinr I0nion ®apMacerorikan Oexropt, Kurai

(HalMenysanist ipotuuka likapenxoro 3acoby. kpaina NOXOMAKCHHS)

BeeseHo B Ypainy Crivisie ykpalHebKO-ICHanCehKe 1 PHEMCTRO ¥ JOpPMI TOBAPHCTRA 3
obMexenoro pignosipansuictio "CIHEPKO YKPATHA" ineur. kox:
20112362

(afivenyBaris T ko 3a CJIPTIOY opmmiunet ocoGit abo npisname, iM's, 110 GaTHKOn] pisnunoi
0cobu - nianpuenmis, 1 MICHE IPOKUBANNS Ta peceTpattiiimii HoMep 0BAIKOBOT KapTU ATk
Hnojatkiz ado cepis Ta uomep nacnopra)

Mporokos visyansnoro xonrpomo sig 01.09.2023 M 349/0/01.02-23/1.
Jladoparopuuit aHai3 AKoCTi HKapeLKoro 3aco0y 3atHCHeHnI:
JUT "Henrpansua naGoparopis 3 aHamizy skocTi JKAPCHKUX 3acOBIB 1 MEAMUHOT NPOAYKLLT"

(M.Knis, By Kynpsisebka 10r m.Kuin, By:x. Kynpsiscska 8B Kuisenka obsacrs, ¢. Hosi lerpisni,
Byi1. Isana Mpanka, 19)

(HalmenyBamis Ta MICLe3HaXopKeHts Jaboparopii. mo nposea AabOPATOPHMH uHaA3 stkoCT)

BHCHOBOK OO SKOCTI NikapehKkoro sacoly, Bumannii naboparopicio siz 19.10.2023 No 1922

Pesyawrarty naboparoprore ananisy sxocri JUKAPCHKOTO 3ac00y 3a HEPEBipeHHMM NOKA3HITKAM Y BLHOBLAAIOTE
BHMOIaM METOJAIB KOHTPOMO AKOCT (aHa ITHIHO-HOPMATHBHOT ZOKYMEHTaiT),

3a pe3ynnTataMu AEPIKABIOTO KOHTPOIIO BCTAROBJACHO, WO jtiKapchkuil 3acid Breseno B Vkpainy 3 HOTPUMaHHAM
BIMOT 30 KOHO/@BCTBA 11040 3a0€3NICYCHHS AKOCTI IKapChKUX 3acobin,
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CEPTUDIKAT SAKOCT]

31iT N2, 23A0414

e s

Npenapar

BiuuKnon, Tabnerku o 25 mr Nog

g s

Mavmenysanus |
appeca supabuuvka:

Bedmxinr lOuion @apmacusiorikan Dexropt T[]
Ne 37, KOuraanr Poya, Bio-megiciu iugacrpi
Mapk, pailon Haxcik, Mekin, Kuraii

FPoamip i tun yrnakoskm

no 8 rabnetox y
Gricrapi no 2
Onigrepy B nayy

22,5 ~ 27,5 mritabn. (90,0 ~ 110,0 %)

‘ ) , ) , _ . 1Ckran va ogny TabnaTtky |[Kinekicrs:
Ninenaia wa Riuensis Ha prpoBuuyreo nikapebsux 3acofis y Kutai AKTHBHOT PEYOBUHK: 56420 yn
BUPODHULTRE 09.12.2020 N2 J.20150011 BiLMKnon 25 mr.

‘ . _ T Iipunatnig go 0572026
Cepruthivar GMP Ceprudhikar 060/2023/GMP sia 03.08.2023 Hara BupoSHULTREA 14/06/2023
Cepisn B 230614 Hara orpumanus 250612023
Tecrt cranpanpT EBponeficexa thapmakonesn Anarila 3anucis 08/08/2023
PoecTpauiine nocsigyents B Yxpaini Ne UA/7236/01/01
Haasa nokazyuxa Criennchirauin T Hani gocnimkens Peayneram

KOHTPOFNO
Onne Bini, xpyrni, aeoskoonyknl Tabnerin Bini, ;{ﬁfﬁf Binnopinae
ABOAKOONYKH
TabneTum
Lnewrsdinan s Al Mpenapar noauren nasath ONLOPOBY Nosurusha Bianoaigae
PEAELIO 3 XpOMOTRONOROI KUCNOTO
B. Hassxicrs MEKCUMYMY Ha YO-cnekrpi Bignosigae Bianosigae
BUNPODYBAHOIG POSHUHY NP AOBMKIHI Xaui 226 tus.
. Yac YTPUMYBRSHHR OCHOBHOTO niky Ha xpoxarorpami [Bianosizae Bignosigae
BUNPOOYBAKOIO DO3UMHY MEE BIANORIAATY YaCy
YIPUMYBIHHA OCHOBHOIO MKy Ha xpoMarorpasl
CTAHAEPTHOIO PO3YMHY,
hmmimﬂn - Homiwka Gichengary - na Ginswe 0,1 % 0,004% I%i:a:ngai,qae
- Homilwky mertuneteputhikosaxore
Giyuxnony - we Binsive 0,3% 0.09%
-~ Hesigomi ingusiayaneni gomiwem — ne Binswe 0,.9% 0,02%
- Cyma Beix fomiluok — He Sinswe 0,5% 0,14%
OnHopiaHicTs BiANOBIAKO A0 BUMOr 38F2HbHOT CTATTI Biariosigae Bignosigas
AGIOBBHUX 2.9.40 €8p .Dapwm,
GhWHKLL
FO3YMHEHHR He manwe 80% vepes 30 xsunun Bianosigac - Bignonigee
MikpoBionorivma JaransHe uneno aepobaux mikpoopranisumio Bianosipas Binanogigae
HHCTOTA (TAMC) He Ginbiwse 10° KYO/r:
JarasibHe wnene AphEXOBNX | nnicHannrx
rpvbia (TYMC) ve Ginswe 10?7 KYOIr
Bigcyrsictn Escherichia cafi s 1 nNpenapary
RinLkicHe ﬁﬂm BUNYCRY G9G,3% Bignosigac
BUIHAMEHHN 23,75 — 26,25 wrfrabn. (95,0 -105.0 %)
Blnuinony MpoTsrom Tepminy npuaariocti

Livn niarnepagyemo, wo Hanesonsa sulie IHPopMaLLs € ADCTORIPHOD | TOUHOID. ALy cepiw ﬂpl:-,qyﬁlgﬂ' 6ym} EnpﬂﬁnﬁHG

(BrIOMaIYY ynarosky/mapkynaina) i nposesetio KOHTPONL 1T AKOCT] HE BRLesranakil ginsu
GMP, eeravosnenux MICLUEBUM DErynaTopHUM Opranom, a Takom BIANOBIAHO a0 creduthika

ADCLE, 3aTeeRIReHOMY B YRpalHi ans RIKBRCLKOrO 33608y, Mporokonu supobuuyrea, Ragy

BCTAHOBNEHO BiANOBIgHICTL CMP,
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\Report No. 23A0414
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Name |

| C@E‘ﬁ%ﬁmm of {Emiiﬁgﬂ_

Export Ukraine |

wr A

Bicyclol, 25 myg tablets Nei§

----- s o i

of praduction:

Name and address

Beijing Union pharmacauﬁ%ﬁmiaw itd,
No. 37, Yongwang Road, Bio-medicine Industry Park,

Packing

9 tablets in A
blister; 2 blisters

b

Daxing District Beijing. China in a pack
“i*ﬂaﬂufﬂ{:iiﬂ‘iﬂg Manufacturing license for :nediciﬁwéﬁarmdazcts in Composition per tablet active [Quantity: |
Licensso P.R.China from 09.12.2020 Ne J.20150011 substance: 55120boxes E
_3 bicyclol 25 mg.
Certificate of GMP | Certificate 060/2023/GMP from 03082023 Exp. Date 0512026
compliance Mfg. Date 14/06/2023
Batch No 230614 Receive Date 12500612023
Test Standard European Phamacopoeia ) Report Date 08/08/2023
Registration certificate in Ukraine Ne UA/1736/01/01 i
Test item . Standard - Testdata | Result |
gﬂescriptim White round biconvex tablets. White round biconvex tablets [Conform |
3 N B
identification A,I_Z)rug shall give a color reaction with chromotropic Positive Conform 1
acid.
B.Maximum on UV-spsctrum of test solution at 228 nm Conform Conform |
wavelength.
Conform - Conform
! C.Retention time of the major peak in the chromatogram
of test solution shall correspond to retention time of the
i major peak in the chromatogram of standard solution.
: - Impurities of bfendate - not more than 0.1% 0.004% Conform
- Impurities of Methyl etherificated bicyelol - not more
Related than 0,3 % 0,09%
subsiances ~Individual unknown impurities - not more than 0.2 % 0,062%
- 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 Lunits 2.8.40. o
Dissolution Not less than 80% In 30 minutes Conform Conform
Microbiological | Total aerobic microbial court (TAMC) B Conform Conform ]
quality not more than 10° CFU/g;
Total combined yveasts and moulds count
(TYMC)
E not more than 107 CFU/g;
| Absence of Escherichia coli in 1 g of the product
|Assay "~ {in output: 23,75 ~ 26,25 mg/ab. (95,0 — 105.0 %) 199.3% Conform |

For expiry date: 22,5 - 27,5 mg/tab. (90,0 ~ 110,0 %)

........

ﬁﬁ'ﬁ'ﬁiuﬁfgﬁ: The specification conlorms to European ﬁhawnaﬁapﬂaia.

I

This is to confirm that the information cited above i frue and
?;nmkagingfmarkiﬁg} and has passed quality control at the
irequirements assigned by the local health authority and al
affirmed in Ukraine for medicinal product. Production,
are in conformity with GMP requirements.
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Analyst Supervisor

G0 Director

He Lijuan _H,@W[/QW

Lyu Zhaoyun
Diate

accurate, This product line was manufactured (including its
above-mentioned production area in ful-actordance with GMP
50 in accordance with specificatiof ofregisiration documentation
packaging and quality control reports of the product line avé tested and |
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