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Jlikapesrniiecio: THPAHTEJ
Medicinal product: PYRANTEL

Ao pesosun:
Active ingredients:
Pecerpastiiine socsbpensa:

Registration Certificate;
Jiinenain un supoBunmrro Ne;
Ceprudinar GMP Ne;
Bupaliox:

Aupeea Bupabinzra:

Manufactured by:
Address of nunufacturer:
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CERTIFICATE OF QUALITY

AR M 1IIOFG2I001478
Aata ! Date :03.01.2024

TalneTkn mo 250 mr, me 3 vabserien y Gnjcrepi; mo ¥ faicrepy ¥ Kaprowrii
yauronui; 1o 10 ynorenok y kaprouniii wepotui

Tablets 230 mg, 3 tablets in a blisler; 1 blister in a carton paclkage; t0 package fn a
carton box

Hiparreay nasmoar y nepepaxyranni uaniparen 250 mr

Pyrantel Paroate cquivaleat. fo Pyrantel 250 my

Ne UAGISI/01/CT wix 23.01,.2017, vepaia il pecerpaniiinore noesiavenun ao:
nepdmexenii

Ne UAIGISTAOIA, 23.01.2017; Registration Certificate valid ill: unfimited
Kajl2354 ‘

04222020/GMP

Kyeys Xearxxep [Tet Jfra, Inaia

CII-289 (A}, PTIKO Ynaacrpian apea, Youauxd, Bxiaag, Qler. Aasap (Pamiacran),
Tsraise

Kusum {lealtheare Pyt Ltd, India

SP-28% (A), RILCO Industrial area, Chopanlki, Bhiwadi, Dist. Alwar {Rajasthan),
India

Cepin: e H002639 Possip vepil: 1000y, Jaraowne10/2023 Jificunii go: 0972026
Batch: Bawch Size: DA Expiry date:
Ao Hazsa noxasgnkin Busmaorn Pesynurarn ananisis
Name Index Reguirements Result of analyses
1 1 Omie Téfuerru vaney 1006101 GopMi wopToro KOALOPY 3 PO3ROAIALYOIO prickow | Bianosinae
3 oauonro Goky.
Description Yailow colored capsule shaped tablets with break line on one side. Comyilies

2 | nenvadixauin

Tdentification

Hac YTpumypaHHL OCHOKUHY Dixis Ha XpoNaTarpaMsax ducaidxcyeanoze Ta | Bianosizac
CIMAROGPIIIOEN  POINUILY, OTPHMAIX B YMOBAX KiNLKICHORO BI3IaN s
MALOTL CRiRnaaaTH (HpauTeny navoar),

The retention times of the major peaks in the chrontatogram of fevr sofation 1 Complies
correspond to these in the chromatqgram of the standard solntion s obtained in

the Assay (Pyraniel Panjoale).

3 | Cepernst maca Bix 788.5 mr 20 871,35 wr 826.3 ur
Avernpe weight 9885 meto 8715 mp 326.5 mg

4 | Oanepianicrs Biauosijiae huaoram Biznonizae
AGIOBAT N ORHHUIL
Uniformity of dosage Compties (o requirements Complies
wanit

5 | Poaganuuny He Giasne 15 xn 10 x8 48-cex
Disintegration Not more than 13 minutes 10 min 18 sec

6 | Poruumennn | He semne 75 % (Q) 24 43 xnwann 101.3% 1w 102.8%
Bissoliijon Not less than 75% (Q) for 45 minules. i01.3% to 102 8%

7 | Kimericie Buznasennn TTpy annyexy:

Assny

95,0-105.0 %% »ij 3aasacHore sMicry
Ha mepasin npudamnoci:
80,0-110.0 % pix sanbaenore nuicry

At rzlease:

95.0-105.0 % of Label Claim
Shelf life:

$0.0-110.0 % of Label Claim

101.62%

101.62%

Factory - SP 289 {A), RIICO Indl, Area, Chopanki, Bhiwadi,
Email :

wfo@lmsum.com, Website ; worw kusumhealtheare.com
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Distl. Alwar, Rajasthan (India), Ph : +91-1493-208232/33/34/35
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Jlikapesrni 3acio: IIPAHTEJL TafineTsi 10 250 My, mo 3 walneion v SaieTepi; o1 Gnievepy v kapronuii
yiakanui; ne 10 ynasopow y xaprowiit Ropobui
Medicinal product; PYRANTEL {ablets 230 myg, 3 tablets in a blister; 1 blister in 2 carten packages 10 package
) in & carton box
Cepin: No 1002639
Datch:
8 | Mixpofinioriana Bavamhia  KimeKiCTE aepofunx Mikpaopranizmis {TAMC) ue Bimwwe 10° | <10 KYO/r
aeroTat Kyon. ] )
3arausira KEBRICTE APERUKOBHY T2 Tiicenesx Tpubin (TYMG) i Simame 10° | <10 Ky O/
KYO/r, )
Bineyruicrs Excherichia coli s r npenapary. - Bixcyrni f:
Microbiological purigy® Total aerobic Microbial count (TAMC) ~ NMT 10° CFU/g. <10 CF/g
Total Yeast & Mautd Conng (TYMC)-NMT 10? CFUO/g. <10 CFU/
Estherichia boli should Ye absent per 1 p. Absent/y
* TecT PIKOUYCTLES! A NEPUIMX 3 CEPill, 5I0TM st Koknol 10 cepii abo oARA a3 Ha pik.
* Microbial purity will be performed on First 3 commercial batches thereafter at every. 1 0™ batcly orance in a year which comes earlier.
BMCHOBOK: * Cepis No 1002639 ninnopigae samoray MK PIT Me UA/6151/0140]
CONCLUSION: Baich Mo 1602639 complies with the requirements of MQC RC Na UA/6151/01/01
w3 [e1] 2024 201
AHAJIE BUKOHAR : BATA B2 [O1] 202 4
e Foep
(ANALYSED BY) NI Yolgr | ;f"‘ew (DATE)

Ioserncrapi: wesae
Comments; no

3asea Nipo cepridicaitio: GlEtennm s 3ACBIAMYI0, WO NaBegeHa Bume indopmauia ¢ AoctoBipnoo I rousma. [n cepin
npoayruii Gyna Burovomaena {(BEMOMAIOYM  ynarokKY / mMapkyRanmus) i HPORCALHO wouTponk 1 fxecr ua
HUWICIFAJAHOMY NIAUDREMETBI B moanili mimnoeiamocyi 3 BHMOTAMH, IAINAYEHHMN B MuMGiH Bacrtanopi GMP,
saTeepmaendit Minierepersom oXopoun asépos'ss Yipaiun, i 3 sasiorasin peccrpaniinero necse RPaimy OpHINayens.
NpoTorkosnr BRPOGHHITE, YHAKGBKE Ta anAAitiE Gyan TeperAany T i BCTANGs e o iX Bianesianicrs eunoram GMPy,

Cevtification statement; «On this I eertify that the above-menfioned inforination is true and accurate. This product bateh
was produced (including padkaging / labeling) and conducted for its quality. control at the-above-mentioned manufacturer
aceording fo speeified in the current GMP guidelines, approved by the Ministry of Health of Ukraine, and witl the
réquiréments of the vegistration dossier of the destination country, Records of manufactering, packaging and analysis.
were reviewed and defermined for their compliance with the GMP recuirémentss.

Kepiapic ppyay xoRTpOMO AocH Vnoedobamens ocoda, o aidcmoc
Quality contral group manager ceprudiicauio cepii

Qualified Person certifying the bateh,
Im's 2 npisine fi)’ é M Im's Ta apissine
{Nanie) T (Name) 5 v 6] ;
Minmie ({g 9&3 IMinsc '
(Signature} H (Signafure) / Ly

Hara niznuvcania o3 ’ 01 1 o OQ—L;‘ Aara nigmicannsg

(Date ol signature) (Date of signature)

Kepiskyy tpyud K0RTpOmo cocTi Meneixep pinairy 3abesneuenns axoct
Quality control group manager Quality Assurance group manager
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Factory : 8P 289 (A), RIICO mdl. Area, Chopanki, Bhiwadt, DistL. Alwar, Rajasthan (India), Ph : +91-1493-298232/33/34/35
Email : info@kusum.com, Website ; www knsumhealthcars.com
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