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- Kusum Healtheare Por. [t N\ cevrmeans

CEPTI'IfDII{AT AKOCTI
CERTIFICATE QF QUALITY

AR Ne 11 HOFG4000634
2 . . JavaDate 23.05.2024
; Wlikd peprnii sacit: CYNPLARKCS. Crabrersn no 18wy, 1o 10 1adasros ¥ Baicrepd; mo 3 Grrivreps & wapronnii YHARUBRI)
* Medivinal produce: SUPRELAX®. (ablets 10 mg, 10 tablets.in a blister; 3 blisters in & carfon package}

- Tiwus peuaBrpa ; Roxeynjmuy riapoxsspuny U T
Active ingredient: . . Iseasuprine Hydrochloride WDmg
‘Pecerpagifine nocsigreiem; o N UA/SLGO1/01 sin 22.04.2024, Tépaii Al peeeTpaniinoro socsizgenn HeobM e
 Registration Certificute; Ne UAST62901401, 22.04.2024; Registeatinn Certificate vafidity is unlimitel
- Mineusis ng inpaGingrao Ne: Rajf2354
Ceprndiizar GMP Neg 042/2024/GpP
Bupobui: : Kyeym Xenrxsiep Hur Jirn, Yupin
“Anpeca sirpobHgn: © CLL-289 (A, PITKO Ingacuplan apea, Yonansi, Bxinani, Aler. Annap {(Pamnacran), Inain
- Manufactured by; Kusuni Hedltheare Pyt Ltd, India )
Address of mandafucturer: SP-289 (A), RTICO Industeial ares, Chliopanki, Bltiwadi, Dist. Abwar (Rajusthan), India
Cepin: No 1003923 Posuiy cepif: 16666 yn. Hare-siir, 0472024 Hiftenni ao: 0372027
Baich: Batéh Size: DivL: ) ‘Expirg dale:
ot Howasunri nxocri Bumorir Pesyaetarn
Tests Reguirements anuaizis
Resuity
1 | Omne Kpyrai nrocki 1aGierkn 6inoro KOALOPY, 5 PHCKOIO 3 8211070 Goky. Bianopigae
Beseriptipn White circular flat tablets with 4 breskline 0n one side. Complies
2 | Brewsndiranis 1K-tnertp spasxa 5 auckax 3 Kapile BPeMIfY, OFpuaRUAl 109x08 Bignorizae
CORCYRpRNY aidpaxapud ERCTPARUE Ali0Yol pevcwrmnm 3 alALTRE, NoBAHEn MaTi AHEGIMYM ITDH

THX ke gonwkmiay XBHih, o W poBownn cuaRdapII  3pasor
30KCYRPRIY-2i0poxaopudy, HPHTOTOBREIAIT srmanorinmn MetTo0x,

Hac yrpuMydanni Dicy BOKSYRPHAY TipoXAOpIZY EHa ApomarorpaMax | Binnozinae
QoeidRyeanop Ta CHILHOAPIIOED. PO3NIIHE, OTPIMAHHY B yAORAN
KIALKICHOIO BUSSAMCHHA, MATOTH CHiRnALATH {i3oxeyupuny HAPOXADPH).

-The IR absorption spectrum of the sample in polassium bromide disks,

obtained by the extraction of the active substance from the tables, must | Complies
Identification have the maxima on the same wave lengths as standard sample of
oxsupring Hydrochloride Isoxsuprine Hvdrochloride prepared in a similar way.

In the agsay, the principle pesk iy the chromatogram obtained with, sample
selutinir has (he tetention timé as.ihe principle peak in the chromatogram | Complies
obtained with standard preparition dsoxsuprine Hydrochloride),

3 | Porvoagmnpn M He Sinsize 15 xp - 1 xB 04 cexc
Distntegration NMT 13 min ) 1 min 04 sec.

4 1 Posunuesin He sesze 735 % () FORGYIpMHY HApeXsopuAY 10 45 X 93.0% - 96 .51

i | Dissolution No less thian 75 % (Q) of isoxsuprine hydrochloride for 45 min 93.0% - 96.5%
3 | Daweplunicry Avosmnty oaumme | AV <L peL1=15.0 Binnosigae
Uniforuiify of dosage units _ AV LI, where Li=15,0 B Complics

6 | Cyiaponixni sosimkn Cyma omilmak — 1i¢ Gixpine 2,0%. 0.21%
Related substances Total mpurisies NMT 2,0% 0.21%

7 | Kiapxicne nnsnagemir Hpu sunyerye )

Bia 95,0% a0. 1650 % 0Ky ey viapoxsopuay a1 taGaery (iz | 97.67%
FHBROROTO RMjoTy)

Het mepain npudemnqemi:

Bix 90,0% no 1100 % BOKCYIpHRY riapoxaopuiy n I vabnenni (sig
HBEBACIFOND BMICTY)

Assay Al release; 95.0% ta 105.0% of the tabeled. omount of isussuprine | 97.67%
hydrochloride, )
| AL shelf [ife: 900 % 10 110.0% of ihe lubeled ‘amannt of isoxsuprine
[ _— o hydrochloride. - S ]
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Faciory : SP 289 {A) RIICO Indl. Arca, Chopanki, Bhiwadi, Diste Alwar, Rajasthan (India), Pir - +9]. 1493-298232/33/34/35
' Email ; info@@kusum.com, Website : www kusumhealtheare.com
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Rstem foaltheare Tvt. Lid .

JHEnpenruii sacis: CYHPINEKCE
“Medicinal product: SUPRELAX®
= Cepis: Mo 1003923 !
" Baich: . .
: Mirpotloavrinng nrcrora®

CeREniR

Microbiclogical purity*

* TeeT mnkoHyeTnea G 0 cepifi, rgrim
"

BHCHOBOK; Coepin No1603923
CONCLUSION: Batch Neroazgas
ifﬂ-rw
NACsl Jev . Poctets,

ALAJIE BHKOHAB
{ANALYSED BY)
Konentapi; yeric

Comments: no

3uspa npo cepradinaniio: «wliftenzin o Jaceirayie, o nasesena pnme indopmanis

Rpoayreil Syaa snroronnens (Rrcmowaton yaa
RIAABHENCTR B HoRHiH sinnosigaocti s BHNMOrasmy,
Minfereperson BXOPONM SRopon's Yipatum, | 3 sim
BHPOENMNTET, yRaKoRKY T8 ananizie Syan neperas

Was produced (inchuding prcka
aceording to specified in the cu
requirements of the registratio
were reviewed and determined

Kepisuns rpynm ko PONO SKoETI
Quality control group managar

N\ vetoy o
L
é 1o/ 2o0y,

Iv's 71 nipisenige
(Name)

Fiprme
(Sigrature)

Hara gianucainy
(Date of signature)

Faclory : P 249 {A), RINCO Tndl, Area, Chopanld, Bhiwad;

Eradaenen 1o 10 mr, ne 14 rafiucrom ¥o
(tabiets 10 g 10 tablets in 4 Wlister; 3 blisters in u enrton package)
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CEPTHlDIKATiB

Aicrepis nn 3 Saierepn » waprowmiii YuaRoRIj)

3aransna igngier)
Gintwe 105 KVO/p,
3arasuka kimricrp ADBIGERONIY o

Ginkiue [FKYO/r,
Bineyrnicrs Eschierichio coli g 1 ¢ npenapary,

Total acrobic Microbial cout (TAMQ)
Total Yeust & Maould Cotnt (TYMC),
Escherichin coli should be-absent per

ARH xoaaiol 20 cepif abo oqun
* Microbiat puity-wil] be performed o Frst 1en commercial batches thereefier at

KOBKY / stapiysanim) i upoRegeHo
SAIHACRHMH B UNMLH HacTay
oraMn pecerpaniiinors pocne
Hy1i i Beranopens ix Blanonianicrs Bystoram GMP».

I certify that the aboyve-mentioned information ist
gitty / labeling) and conducted for its
rrent GMP guidelines, approv
u dossier-of the destingtion country, Records of manufadturing, packaging and analysis
for their vompliance with the

~

n - = T T e
dEpODIIIX  AEKPORPTAHIIMT {TAMC) wme

rpuiiis (TYMC) pe

~NMT 10° CFUj
-NMT 10% CFlYg
g

Not required

pat Ha piK,
every 20%batch or onee in « year which comes ¢

arlier.

BiRN0Binae mivoram MY PETNe UA/DT162/01/01

complies with the requirements O MQC RC Ne UA/S162/01/01

JATA __{E@Q,] oy 04

(DA'TE)

EAOCTORIpiTo0 | TounOI, s cepin
KOUTPoss 1 axoeri na BHILCIraRAmeny
o081 GMP, saviepmucenii

Kpaiin RpusHauen, 1T pPoTOKONN

rue and acourate, Thiy product baich
quality control at the nbuve-mems‘oneﬂ_m;mufncrurer
¢d by the Ministry of Healthk of Ukraine, and with the

GMP requirementss,

Ynopmonankena ocola,
ceprripiraniio cepif
Qualificd Person certifying the bateh.--
Iv's 1a upisnpue Tkl b anl
(Name) :
Mixsne
(Signature)
Jlara ninrneay

(Date of signature) { %é

O 3iibanoe
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, Distt, Alwar, Rajasthan (India), Ph . T91-1493-298232/33/34/35

Email ; infogBkusum,corm, Website - www.kusumhealthcare.com
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