JIEPJKABHA CJYKBA 3 JIKAPCBKHAX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KUIBCHKIN OBJIACTI

nipos. CeiTunoi Hanii, 3, M.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €IPTIOY 37078774

BUCHOBOK
NMpo AKICTH BBE3eHOro B YKpaiHy JiKapcbLKoro 3acody

14.05.2025 Ne 13196/25/10

MOT'MHUH®

(saiiMenyBais JJikapesKoro 3aco0y 3riauo 3 peecTpatiittium NoCBiACHHIM)
Ta6aeTKH, BKPUTI MI1iBKOBO10 060101 KOI0, 110 50 mr; no 4 Taénerkn y Gaicrepi; mo 1 Gaicrepy
y KapToHHiil ynakosui

(popma BUITYCKY, AO3YBAHHS, BUA TIAKYBAHHS aixapeskoro 3acoby)

Homep peectpauiiinoro nocsiguenns UA/] 5520/01/01 crpox aii peccrpaniitioro nocsinuenns 01.01 2099

Cepis nikapcwioro 3acoby Ne 1005489 KinbkicTh BBE3CHOrO Mikapebkoro 3acoby 19580
BupoGHuK KYCYM XEJITXKEP INBT JITH, Inmxis
(saiimenyBans BHPOGHHKA JIIKaPCHKOIO 3acoBy, Kpaina OXOKEHHS)
Baescro B Yipainy CnijibHe YKPAiHCbKO-eCTOHChKE MIANPUEMCTBO Y ¢opmi TOBapucTBa
3 oGMeskeHoI0 Bianosinaasuicrio "Onrima-dapm, JITA", inent. won:
21642228

(uaitmenysainis ta xoa 3a €/IPTIOY 1opHaMUIOT 00BN ab0 NpI3BHILE, iM'st, no Garbrosi Qiznunol
0co6H - nignpHemus, Ti Micle NPOKUBAHHS Ta peecTpaitiitiiii HoMep 00MIIKOBOT KapTKH MIaTHHKA
NonaTKiB afo cepis Ta HOMEp NACTiopTa)

IIpoToKoJ1 Bi3yalbHOr0 KOHTPOJIIO Bill 21.04.2025 No 0827/4.
JlaGopaTopiuit asani3 sSkocTi JIKapcLKOro 3aco0y 3iHCHEHHI:

®inis U1 "Llentpansna nabopatopis 3 aHalisy SKOCTI JIIKApCLKHUX 3ac00IB 1 MEMYHOT npoayKuii"
y m.JIbBiB (M.JIBBIB, pys1.Kynbmapkiscpka,131)

(HaiiMeHyBaHHs Ta MiCLE3HAXOIKEHHI naGoparopii, 1o nposena jaboparopHuii amasiz sikocTi)

BHCHOBOK LIOJI0 AKOCT JiKapehkoro 3acoby, BuaHuii naboparopieio Bit 13.05.2025 Ne 49

Pesynsraty 1a60paTOpPHOTO aHatisy AKOCTI JliKapehKOro 3aco0y 3a MepeBipeHHMHU TIOKa3HHKaMH gianoBinawThL
BHMOTaM METOJIIB KOHTPOIIO SKOCTi (aHAITHYHO-HOPMATHBHOT JOoKyMeHTauii).

3a  pesyjlbTaTaMi  JCPHKABHOIO  KOHIPOJIO  BCTAHOBJICHO, IO nikapebkuit  3aci6  BBeseno B Ykpaiwy 3

HOTpI/IMaHHﬂM BUMOT 3aKOHO/1aBCTBA 110/10 3a0e3MneUCHHs! SKOCTI AikapehKHX 3ac0BiB.

(i)
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Kusum Healthcare Pvt Ltd Bhiwadi

CERTIFICATE OF ANALYSIS

citrate)

the chromatogram of test solution is
corresponds to that of the major peak in
the chromatogram of standard solution as
obtained under assay

(FINISH GOODS)
PRODUCT NAME: Moginin Tablet 50mg
Product Code 1000326 Specification Id QC/FP/000464-003 |Batch Size 85712 Tablets
A.R. No. 1110FG25000030  [Mfg. Date 12-2024 Received Date 02/01/2025
Batch No. 1005489 Exp. Date 11-2026 Date Of Release 17/01/2025 13:49
S. No. TEST SPECIFICATION RESULT

1 Description Blue colour round shape, biconvex film Blue colour round shape,

coated tablets, plain on both sides. biconvex film coated

tablets, plain on both sides.

2 Identification (Sildenafil The Retention time of the major peak in Complies

3 Identification (Titanium Yellow to yellowish red colour develops Complies
oxide) with hydrogen peroxide 30%
4 Identification (Indigo Scan of the solution exhibits absorbance |Complies
carmine) maxima between 615 + 4 nm
5 Average weight 309mg + 3.0% (299.7mg- 318.3mg) 307.8 mg
6 Uniformity of dosage units  |AV< L1, where L1=15.0
0.4
7 Disintegration Time Not more than 30 minutes. 4.05 Minutes
8 Dissolution Not less than 80% (Q) after 30 minutes.
Minimum:998.9 %
Maximum:102.4 %
Average:101.0 %
9 Assay 95.0 to 105.0% sildenafil of label Claim
98.74 %
10 Related Substances
101 Impurity- B Not more than 0.2% Not Detected
10.2 Highest unknown impurity Not more than 0.2% BDL
10.3 Total impurities Not more than 0.75% Not Detected
11 Microbiological purity
111 Total aerobic microbial Not more than 10° cfulg <10cfulg
count (TAMC)
11.2 Total combined yeasts & Not more than 107 cfulg <10cfulg
moulds count (TYMC)
11.3 Escherichia coli Should be Absent/1g absent/g

Assay

Outsource Test(s): |dentification (Sildenafil citrate)
Uniformity of dosage units

[Remark(s): APPROVED (Sample conforms to above Specification)

Last Test By

Shiwani.Panchal1

Checked By

Sonu.Yadav

Authorized By

sandeep.Mishra

Last Test On

17/01/2025 10:57

Checked On

17/01/2025 1158

Authorized On

17/01/2025 13:49

Printed By: Aashutosh.Rana

Printed On: 17/01/2025 14:36

Copy No.:

1

Page No.; 10of2

Note: This document has been generated electronically with E-Signature,




Kusum Healthcare Pvt Ltd Bhiwadi

CERTIFICATE OF ANALYSIS

(FINISH GOODS)

PRODUCT NAME: Moginin Tablet 50mg

Product Code 1000326 Specification Id QC/FP/000464-003 |Batch Size 85712 Tablets
A.R. No. 1110FG25000030  (Mfg. Date 12-2024 Received Date 02/01/2025
Batch No. 1005489 Exp. Date 11-2026 Date Of Release 17/01/2025 13:49

Test Plan Remarks: ....

[Remark(s): APPROVED (Sample conforms to above Specification)

Last Test By

Shiwani.Panchal1

Checked By

Sonu.Yadav

Authorized By

sandeep.Mishra

Last Test On

17/01/2025 10:57

Checked On

17/01/2025 11:58

Authorized On

17/01/2025 13:49

Copy No.: 1

Printed By: Aashutosh.Rana

Printed On: 17/01/2025 14:36

Page No.: 20f2

Note: This document has been generated electronically with E-Signature.



http://www.tcpdf.org

