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JEPKIIKCITYKBA
AEPIKABHA CIIYIKEA 3 JIIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMWY ¥y m. KHEBI

By bepesnnisenxa, 29, Kuie, 02098, Tesr./dake: (044) 550-23-55, Ten, {044) 550-20-55
E-mail: dls.kyiv@dls. gov.ua hitps:/fwww.dls.gov.ua, Kon E€LIPTIOY 37079055
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BHCHOBOK
PO AKICTHL BBE3eNoro s Yxpainy aixapeskoro 3aco0y

3(.11.2020 N 65934/20/26

CYHPLIAEKC®
(HafMeHyBaNHR TXapCEKOID 3ac0By 3TiAH0 3 peeCTpaniiisaM nocimyenns:) -
Tabaerkir mo 10 mMr, ne 10 Tabaerox Y Gaicrepi, no 3 Gaicrepn B KapToRHiil ynakosni
(@opwma srrycky, nosyranis, RrA Maxysanks TiKapcLkoro 32c00y)

Hovep peectpauitinoro nocsizwenns UA/9162/01/0] CTpox Ail peecTpauiiinoro nocsinten s HeoGMEKeHHH
Cepin aikapeskore zacoGy Ne 2002982 KimkicTs BBE3€ROIG Jiikapeskore zacody 100

BupobHuk KYCYM XENTXKEP [IBT JTA, Ianix

(HaliMenyBarmn BupOOHIKa THXapCHROTO 38c0By, Kpaine HOXGIPKERMAR)

Boesewo & Yipaiky Tesaprerso 1 o6mexenoro sianosinansEicTso "Tarendapm JITT",
faenT. kop: 20075891 ' : %
(ualiherysanss Ta o 32 CPIIOY XopamHsOT 0COGH b0 Tipiséiine, v's, N0 BATEKOB] (izEROT
0cob# - nignpremus, T micue npexupaitii Te peecpaiimi Homep oOaikopol kapTEY nuaTREK:
nogarkis ao c£pis Ta Homep TACHopTa)

TIporokon eisyansroro xomrpomo six 16.11.2020 N 3554/11.

Jaboparopril ananis sxocri nikapeskoro 3acofy snilcHem:

AT "Uentpamsna naGopatopis 3 aHali3y IKOCT IHKAPCHKHX 3ac06iB i MEHTHOT IPOXYKIT"
(3. Kuis, By1.Kynpsiscrxa 10r) -

{naitmeryBanHs Ta MiclesHaR OISR naGoparopii, mo mpopena HabOpRTOPEUH ABENis AKOCTI)

BrcroBok monio AxocTi sikapeskoro 3acoby, Buxanmit naopatopicio pin 27.11.2020 NQ, 3306

PesynxTats nafopatoproro amanisy sxoci Jixapeskoro 3aco6y.3a nepéﬁipqﬂma,ndmhymm Binnoeizas
BHMOaM METOZAIE KOHTPOJIO. AKOCTI (aHANI THIHO-HOPMATHBROT BoxyMeHTanil}. -

34 pesymeTaTaMM  XEDMARHOID KOHTPOMIC  BCTAHOERSHO, 100 MiKapchkAl zacib mpeseno s Vrpalny 3
ZAOTPHMANHAN BHMOF 3aK0HONABCTEA THOJ0 3abesneusnne AROCTI JKAPCEKEX 2ac
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JEPXINKCIIVIXBA
AEPJKABHA CIYKBA 3 JIIKAPCHKUX 3ACOEIB
TA KOHTPOJIO 3A HAPKOTHKAMMU y m. KHEBI
2 yn. Bepesnaxisceka, 29, Kuis, 02098, Ten/dakc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dis kyiv@dls.gov.va https://www.dls.gov.ua, Kox €JIPIIOY 37079055
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BACHOBOK
Npo sIKieTh BBe3eHOro B YKpainy JikapcbKroro 3acoly
04.12.2020 .N# 67306/20/2611
CYHPLIEKC®

(raitmenyBaung fikapesxoro 3acofy 3rigno 3 peecTpaniiniM oCBNEHHAM)
Tabaerxu no 10 mr, no 10 Tagaerox y Gaicrepi, o 3 Garicrepn B kapronwiit lynaxesui
(thopma wumycky, noaynans, B RAKYBaHHK nikaperkoro zacoby) ‘

Homep peecrpaniitioro noceimvenus UA/9162/01/01 erpox aif peectpauiftnoro nocsizdenns reobMexenuii

Cepia nikapcokoro sacoby Ne 2002982 KinskicTs BReseroro nikapeskoro sacoby 16240

Bupobank KYCYM XEJITXKEP [IBT JITJ, lnuais

(rafimenynanus BHpoGRAKa NiKapeEKOTO sacofy, kpaiiia noxoafkenns)

R s s e

Baeseno B Yipaiuy Tosapuctso 3 o6meskenoso BixmosinaIpHicTIO "T'neaddpm ITA",
inent, kon: 20075891

{nafMenynauna Ta Koz sa €ZIPTIIOY oprAnnOT 0co6H 260 npissHiLe, iM', 0 Gatekoni GisHanol

0c06H - niAnpHeML, 1F Micue NpokMBaEKs T8 peecTpaui AR ‘Homep oBnikopoT xapTkH nnaThHKa

noflaTkis a0 cepin Ta HOMEp nacropra)
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Mporokon nisyansuoero kenrpomo vig 04.12.2020 N 3885/10.

33 pesyapTaTaMH  AEPIKABHOIO KOHTDOMIO  BCTAHOBNIEHO, (o JKApcokHit 3acif meesedo B Yepalay 3
AOTPHMAIHAM nHMOF 33KOHOAABCTEA INOAO 340e3NCEHIR SKOCTI niKapehKHX 3aco6in,
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Rusum Healthcare Por. [1d .

Jhikapesicuit sacie: CYIIPUJIEKC®
Medicinal product: SUPRELAX®
Jliroua pevosnua :

Active ingredient:

Peecrpauiiine nocsiguenus;
Registration Certificate:

Jiveusin #a supobunurao No:
Cepradixar GMP Ne:

Brupofuux:

Aapeca supofiunia:

Manufactured by:

Address of manufacturer:

Cepis: No 2002952

Posmip cepii: 16666y

CEPTH®DIKAT SIKOCTI
CERTIFICATE OF QUALITY

AR. Ne FG/1259/20

Hara/MDate 14.10.2020
(Tabaetks no 10 mr, no 10 Ta6neror y 6aicrepi; no 3 Gaicrepu & KapTonmii ynakosui)
(tablets 10 mg, 16 tablets in a blister; 3 blisters in a carton package)

i3excynpirny riapoxaopiay 10 mr

Isoxsuprine Hydrochloride 10 mg

Ne UA/9162/01/01 min 31.10.18, Tepmin aif peecTpauilinore nocsizgentn neobmemenuii
M UA/9162/01/01, 31.10.18; Registration Certificate validity is unlimited

Raj/2354

001/2018/GMP

Kycym Xenrxskep Ier Jlta, Inpia

CII-289 (A), PIIKO Iuaacrpian apea, Yonanki, Bxiesani, Ricr. Ansap (Pamxacran), Iugin
Kusum Healthcare Pvt Ltd, India

SP-289 {A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar {Rajasthan), India

Hara srr.:09/2020 Hiticuuit no; 08/2023

Batch: Batch Size: D/M: Expiry date;
m Haumenopanue noxasarencii TpeGosanuu PesyneTatiy asannop
Name index Requirements Resuits of analyses
1 | Onucaune Kpyrawe, miockse TaGnerkn Geroro UBSTa, © prckoit Ha onuolt | Coorsercrryer
CTOPOHE.
Description White circular flat tablets with a breakline on ong side. Complies
2 | Haentaduranun HK-cnextp ofipazna B mwckax us kanna GpomMua, NORyYeHHHIR Cooteercrayer
UIOKCYRDUHA 2UCPOXAOpUD IIYTEM JKCTPEKUMY NEHCTBYIONIEr0 BEIECTRA 13 Tabnetke, forxen
HMETE MAKCHMYME! [DH TEX e IUIMHAX BOJIH, 910 M paboyui
cmandapmusi obpazey USOKCYHDUHA audpoxaapuda,
[PATOTORNCHHEIH aHANOTHYNEIM OBpazon,
Bpems  yrepwuauus  umka F3OKCYNDHHE THAPOXICDHAA Ha Coorsercrayer
XPOMATOTPAMMAX  MCOKTYEMOTO M CTAHAAPTHOrO PacrBopos,
TOAYHCHHLIX B YCIOBHAX KOMMYECTBEHION0 ONPONENeHH, NOMKHO
CoBNafars (M30KCYIpHYA THAPOXIIOPRL).
Identification The IR absorption spectrum of the sample in potassium bromide Complies
Isoxsuprine Hydrochloride disks, obtained by the extraction of the active substance from the
tablet, must have the maxima on the same wave lengths as standard
sample of Isoxsuprine Hydrochloride prepared in a similar way,
In the assay, the principle peak in the chromatogram obtained with Complies
sample solution has the refention time as the principle peak in the
chromatogram obtained with standard preparation (Isoxsuprine
Hydrochloride),
3 | Pacnagaemocts He 6onee 15 mun 50cex
Disintegration NMT 15 min 50sec
4 | PacrBopenne He mesiee 75 % (Q) M30KCYIIPHHZ MUIPOXIOPHAS 33 45 MHn 93.3% 10 94.4%
Dissolution Not less than 75 % (Q) of isoxsuprine hydrochloride for 45 min 93.3%t0 94.4%
S | OaHOpoanocTs A03MPOBAHHEIX AV <Ll rae LI=15,0 Coorsercreyer
efumny
AV < L1, where L1=15,0 Complies
Uniformity of dosage units
6 | ConyTreinyiomse npuntecn He Gonee 2,0 % cynaul npuveces. 0.021%
Related subsfances Total Impurities NMT 2,0% 0.021%
7 | Konnuectuennoe onpejienenye IIpu gunyexe; ' i
Or 95,0 % 1o 1050 % uzokcynpuua rRapoxnoprag s I rabnerse | 100.90%
{oT 3assnentoro KONH4ECTRA)
Hns cpoxa z0dnocmu:
Ot 90,0 % no 110,0 % u3oxcynpraa Twapoxiopnza s 1 Tabnerxe
(ot 3azsncunoro KonH4EecTRA) _j
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Factory : SP 289 (A), RIICO Indl. Area, Chopanki, Bhiwadi, Distt. Alwar, Rajasthan (India}, Ph : +91-1493-298232/33/34/35
Email : info@kusum.com, Website : www.kusumhealthcare,com
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Kuesum Healthcare Pot. [1d.

Jixapesxuti 3a¢i6: CYTIPLIIEKC®  (rafaerkn ne 10 mr, no 10 TaGaeror y Gaicrepi; no 3 BaicTep B kapToHuii yNaxenui)
Medicinal product: SUPRELAXY {tablets 10 mg, 10 tablets in a blister; 3 blisters in a carton package)
Cepia: Ne 2002982

Batch;
Assay At release: 95.0 % 10 105.0 % of the labeled amount of isoxsuprine | 100.90%
hydrochloride,
At shelf life: 900% 1o 110,0% of the labeled amount of
isoxsuprine hydrochloride,
8 Muxpo6uosornueckas yuerora* Ofutee uncmo a3poBHbIX MUKPOODIaHHIMOR (TAMC) ue Gonee 107 | <10 KOE/r
KOE/r
OfIee YHENO IPONCKCREIX W TIECHEREIX rpu6os (TYMC) ne Gonee | <10 KOE/r
10? KOE/r OTcyTeTRES /T
Orcytoreye Escherichia coli e 1 v npenapara.
Microbiological purity* Total acrobic Microbial count (TAMC) -NMT 1¢* CFU/g <10 CFU/g
Total Yeast & Mould Count (TYMC) -NMT 102 CFU/g <10 CFU/g
Escherichia coli should be absent per 1 2 Absent/g

* TecT BukoHyeTHCA 1A nepiux 10 Ccepilt, noTiM aim xoxmol 20 cepii ao onuu paz Ha pik.
* Microbial purity will be performed on first ten commercial batches thereafter at every 20% batch or once in a year which comes earlier.

BUCHOBOK:  Cepis Ne 2002982 Bianosinac sumoram MK PIT Ne UA/9162/01/01

CONCLUSION: Batch Ne 2002982 complies with the requirements of MQC RC Ne UA/9162/01/01
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Komenrapi: remae

Comments: no

3asna npo ceprudikamin: «MijficHum s 3acsiguyro, wo HareneHs mume indopmanin € hocrosipaoto i Tounowo. Ha cepin
npoaykuil 6yaa nurotesnens (BrawYaon YAropy / MapKyBanHA) i npoeeseno koHTpoas T sxocri Ha BHIIEIFARBHOMY
MiAnpremcTsi B nosgill ningnosiznecTi 3 BuMorasmu GMP, seranoBieHHMA Miciesnm PEIYASTOPHUM OPTraHoM, a TaKoXK
Bignosiano no coeundicauwii, me MicTHYbeR B peccTpauifinoMy moche Kpalaum iMmoprepa. Tiporokony BupoGumiTES,
YRAKOBKY T2 aHaaizis 6Y1n neperssmnyTi i Boranosneno IX BignoBiAHictD BUMoOram GMP»,

Cerlification statement: «On this I certify, that the above mentioned information is true and accurate, This product batch was
produced (including packaging / labeling) and conducted for its quality control at the above mentioned manufacturer
according to all relevant GMP requirements, established by Local Health Authority, and according to the specification,
contained in the registration of the dossier importing country. Records of manufacturing, packaging and analysis were
reviewed and determined for their compliance with the GMP requirements».
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KepisHik Ipyfis KoHTpoOMIO 2K0GTI
Quality control group manager

A Sahs
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Factory : SP 289 (A), RIICO fndl. Area, Chopanki, Bhiwadi, Distt. Alwar, Rajasthan (India), Ph : +91-1493-798232/33/34/35
Email : info@kusum.com, Website : www.kusumhealthcare.com
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