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Kossum Healtheave Pot. L.

CEPTH®IKAT SIKOCTI
CERTIFICATE OF QUALITY

AR N TH0PG 23001341
-  Aata/Date 21.11.2023
JlEapeLk cio; C YIPUIEKC®  (raénerin no 10 e, 1o 10 va6aeror y Gaicrepii e 3 Siicrepy B wapTontiii ynarosui
Medicinal product: SUPRELAX® (tablets 10 mig, 10 tablets it a blister; 3 blisters in a carton packagé)

Aigua penorina = Paxeyupiny capexaopuny- 10 mr
Active ingredient: Isoxsuprine Hydrochloride  10mg | N |
~ Peectpaniiine mocgiawenia:. - - No UA/9162/01/01 -six- 31.10.18, vepmin i pecerpauiiitoro mocsign angr ireoGicxeny i
" Registration Certificate: Ne UA/9162/01/01, 31.10.18; Registration Certiticate validity is unlimited.
Jlinensis ux pupofumiree No: Raj/2354
Ceprndirar GMP Ne; 042/2020/GM P
Bnpabuuk:. Kycysr Neavxgep Her T, Iunis- '
Aapeca pupofunka: CIX-289 (A), PIIKO Iiza cTpias aped; Yohanki, Bxisaai, Aicr. Ansap (Pamwacran); Tanin
Manufaciured by: Kusum Healtheare Pyt Lid, India :
Address of manufactoyers SP-289(A), RIICO Yadustrial area, Chnpanki,’-]}hﬁmdi,-Dist_. Alwir (Rajasthan), India.
Cepin: No 1002416 Peasip cepii 16666 . Hava snr.:09/2023 _ JikcHni 5o; 082026
. Baichw . _ Batch Size: o DM ... Expirydate; T
Ny Tlerajuinxn aroeti Bussrory Pesyantary
Tests Requirements anaiis
B | ‘ Resutlis
1 | Ome Kpyrai nnocki 1aduersn Ginoro KOilb 0Dy, 3 PHCKOIO 3 024HDTO (oRy. Binnorinac
Description -White cireular flat tablets with a breakline on one side L Complies
2 | Dtenridivanin T-cnexrp spaska B ppckax 3 Kamio Bposriay, orpusanifi waaxoM | Binnorimae
Boxcynpuny 2I0pLxatpud EKCTPAKIT ABOMOT PENORIAL 3 TaBReTKI. ITOBIAAH MaTH MARKCHMYM NpH
THN- K AOWRHMAX  XBHNG. WO i podovunt  cmandapmyui 3pO30K
TBGRCYNPUHY 2IOPOXAOPNIY, IPHTOTOBICHI AHATOF TN METGIIOM,

Hac yTpaviyranua nixy DOKCYRPHIY TEApOXAOpIY ua XpoMarorpamax | Bianoninae
oocridmvadioze Ta CINGHOGMINRO20  poIutn e, OTPHMEBNINX '8 yMOBax |
KLARKICHORD BA3NAYEHNN, MAIOTD CINBIaaTH (I30KCYIIpiy FHADGXNOPITR).

The IR absorplion specirim of the sample in potassinei bromide disks,
L obtained by the extraction of the aclive substance from the tablet, must Complies
Identification have the maxima -on the” same. wave lengths as siandard - sainple of
Isoxsupiine Hydrochioride {soxsuprine Hydrachloride prepared inpsimilar way,

In the assay,.the'principle peak in the clir’um’amg‘ram 0btained withi sample.
‘solution has the retention time as the principle peak in the chromatogram Coinplies
_oblamed with standard preparation {Isoxsuprine Hydrochboride).

1

3 Pumﬂ,mnuﬁ | : He Ginnuie 15 xp Fxm 40 <_:_r:1<”
‘Disintegration NMT 15 min ' Emin 40 see,

4 | Poxutnewns Hemenuwe 75 % (Q) I3DRCYNPUIY TIUpOXsopHy 3a 45 B 39.53% - 102.80%

| Dissolution Notless than 75 % (Q) of jsoxsuprine hydrochioride. for 45 min 99.53% - 102.80%

5 1 OanopianicTs ao3e8anux ganmmn AV < L1, nie LI=15,0 | | ' Bianosigae

. | Uniformity of dosage ppits: AV L], where L1=135.0 Complies

O | Cyuposigui roMiurgy Cyma gerimnox — ne Siasiue 2 0%, 0.19%
Related substances Total Tmpiititics NMT 2.0% - | 0.19%

7 | Kirewienc BRIATCIIHT pu annyexgs:

Bix 95,0% no 105,0%. isoxcynpuuy TiApoxaopiay Bt tafmerd (min | 101.1%
3aNBAENOro BMicTY)

Ha mepain npudamisocmi:

Big 90,0% 20 1100 % I0KeyTIpaY Papoxaopuay B Irabnetud (Bin
3AABNCHOIO BAICTY)

-Assay Al refease: 95.0% to 105.0% of the labeled aniount -of isoxsupring | ‘101.1%.
hydrochloride. | -
At shelf lifer 90,0 % 1o 1100 %--of ‘the labeled amouit “of 1SOXsUprine

hydrochloride.
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Kustum Hoalthcare Pot. [td.

Tikapesicind sacifi CYIPITEKCY.
Medicinal proeduct: SUPRELAX®
Cepis: Ne 1602416

!f 3 . DAP#

Al NN

i-” ]“-; e "r';:qur:;jJ:;;jJ_r ;

il"‘:_-l Ko 2007580,

1T\ 1)

W PP THOIR Ay
SN

(rabnerxn o 10 N, 11910 1abaevor y Snierepis no 3 Salerepi B kapiomiill yaakoiid)
{tablets 10 mp; 10 tablety in a blister; 3 blisters in 4 carton package) '

ey

- Batch:
8. | MixpoBionorisua vnerora”

3arainHa  KiNRKicTH ae
Oinews 10° KO/,

pn_Smn_r Mikpoopranisair  (TAMC) ne

Fe '?_.']J_t_“—ﬁ)"ETi..‘:ﬁ. T

Jarambua KDILKICT, ApincpopHx. Ta
Junicenesnx.  rpubiz {TYMC) e

Ginnlite 10 KYO/,

| Bixeyriicts Escherichia coliv ) r TPeTapary..

1 Total serobic Microbial count (TAMC) -NMT 10° CFU/g
Totat Yeast & Mould Count (TYMC) -NMT 10% CFU/g
Escherichia coli should be ahsent per I g.

‘Not requived

* Teer suxonyeTbes Amg nepuiux 18 cepift, rotiy ana Komiof 20 cepii-abo oaur pay wa pix.
¥ Microbial purity will be perforuied on first ten commercial batehes theresfier at every 20" batch or otice’in a year which comes earlicr.

BHCHOBOK:  Cepis Ne1002416.

CONCLUSION: Bat¢h Ne1002418

| 2ifrjrexz
AMAJTII BHKOHAR o o B A
M, __iE g #‘_.67%[&
- (ANALYSED BY)

Konenrapi: nesae

Comments: no

BIITORLAEE Brnoram MKSL PIT Ne UA/9162/01/0]

complies with.the requirements of MQC RC Ne UA/9162/01/01

nata_ 220 [ 11 o2 q

(DATE)

3anpa npo coptRiikaiio «HiHCHEM H SACBINYYI0, B0 HABENCHA BUNKE IHOPMANI ¢ 10eToB]

PHOO 1 Tounolo, Hor cepis

IpGAYKHIT 8Yan BHIOTOBACHA (BKAIORAIOMH yRa
ninpnencersi B nosnii sianosinHecti 3 BrMora

KOBKY./ MapKyBaHLs) | ApoBeseno KoHT

POIts T AKROCTI R BHIMCITANARO Y

MU, JAIRATEHUME B TaRiil nacranosi GMP, aarsepuxenii

MinicreperBon DXOpONH 3a0pOB'A Yiyiainy, i3 BHMOIAMY peceTPaniinore goche kpan o piznatiennn, IMporoxkon
sHPOdNHITRA, YNAKOBKE T snasnizip Gynn neperisniyTii seTanoBReuS TX BIANOBIANICT b BHMOTAM GiviPy,

Certification statement: «On this I certify that the aboy

was produced (including packaging / Iabeling) and conducie

according to specified i;:'tlié'curfent G-MP guidelines,
requirements of the regis tration dossier of the destina

e-mentioned information.is true and accurate. This product batch

approved
tion count

d for its quality controi at the above-mentioned manufaeturer

by the Ministry of Health.of Ukraine, and with the |
ry. Records of manufacturing, packaging and analysis. .

‘were reviewed and determined Tor their compliance with the GMP requirementsy,

Kepisunk rpyms kortposio nkoTi

‘Quality control group manager
- Sohu

In'a ta upizpuie

YoBHOBANKCHA
cepindinanino cepiy

Qualified Person certifying the bﬁtéﬁb B

IM'a Ta npiasmue:

(Name) {Name) -
TTiuie . Hianue
(Signature) @_ g&n {Sighature)’
Haravirmeaniis  — Jara mianucanns (

(Date of signalure)

"R~
i 1’
i M

P, ";

2y 1 nlnona

Glig Area, Chopanki, Bhiviadi, Disi Al war, Rajas
mli : info@kusum,com, Website : www.kusum

{Date of signature)
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