JTEPYKABHA CJYKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHiBCBHKIN OBJIACTI

npoB. Ceitmmanoi Hanii, 3, m.Kuis, 02099, Ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
npo sIKicTL BBE3€HOr'0 B Ykpainy JiKapcbKOro 3ac00y

14.05.2025 Ne 13195/25/10

MOTI'MHUH®

(naiiMeryBaHHs JiKapchKoro 32c06y 3rijito 3 peectpauiiinum I10CBI/I4CHHSIM)
TabJeTKH, BKPHTI ITIBKOBOIO 060JI0HKOI0, 110 50 mr; no 1 Tadnerui y Gaicrepi; mo 1 Gaicrepy
y KApTOHMIii ynakosBui

(popma BUIYCKY, A03YBAHHS, BHI [1AKYBAHIA AiKkapcLKoOro 3acody)

Homep peecTpauiifiHoro nocsifveHis UA/15520/01/01 crpok i pecctpaitiifioro nocsiaucHis 01.01.2099

Cepis nikapcbkoro 3aco0y Ne 1005491 KinbkicTs BBescioro Jdikapeskoro sacofy 12260
Bupobuuk KYCYM XEJITXKEP IIBT JITH, Inmis
(nalimenysanus BupoBHHKa nikapenkoro 3aco0y, kpaita FIOXOJUKCHHS)
Beeseno 8 Yipainy ChiabHe yKpainCbKO-¢CTOHChKE MANPHEMCTBO Y dopmi TOBApUCTBA
3 06MEIKEHOI0 BIANOBIAANBHICTIO "Onrima-®apm, JITHA", inent. wor:
21642228

(naiimenysanus ta koi sa CIAPTIOY (opranuHOT 0co6H abo 1pissuLLC, im'st, 110 BaTbKkoBi GiznaoT
0co6H - NIANPUEMLI, T MiCLIe POXKKBAKHS Ta peecrpauiiinuit Homep 06J1iKOBOT KApTKK TUIATHHKA
nopatkin a6o cepis Ta HoMep Nacnopra)

TIpoToKoJ Bi3yaJibHOI0 KOHTPOIIO Bilt 21.04.2025 N 0827/3.
Jla6oparopuuii anai3 sKoCTi JIKaPCHKOro 3acoBy 3iiHCHCHHH:

®inig AT "IenrpanpHa naboparopis 3 aHamisy SKOCTI J1iKapChKUX 3aCO0IB | MEAMHOT npoayKLil"
y M.JIbBiB (M.JIBBIB, By Kynpnapkiscbka,131)

(aliMeHyBaHHs| Ta MICHE3HAXOKEHHA naboparopil, 1o nposena raGopaTopHuit atanis sKocTi)

BHCHOBOK LOJO SKOCTi JHikapehkoro 3acoby, Biianmii afopatopieio Bl 13.05.2025 Ne 48

Pesyninraty 1a6OpaTOPHOTO ananisy AKOCTI NiKapchKoro 3acoby 3a nepeBipeHMK MOKasHHKamMu BiMOBIAAIOTH
BUMOTAM MCTOIiB KOHTPOIIO AKOCTI (aHANTITHHIHO-HOPMATHBHOT JIOKyMeHTallii).

3a  pe3yAbTaTaMH JACPHKABHOIO  KOHTPOJLO BCTAHOBJNGHO, 11O Jiikapcbkui  3aci6  BpeseHo B Ykpainy 3

)lOTpl/lMaHHHM BUMOT 3aKOHO/IaBCTBA 1100 3abe3rne cHHA SKOCTI JIIKAPCLKMX 3aco0iB.
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CHikapeswuii naetii; MOPHHARY

Medicinal product: MOGENENY
Jiwag petonuua

Active ingredient:
Pecorpaiivie pocniaen
Reyistration Certificate:
Jinomsis i nupotininrse Mo
Cepradinar GNP Ne
Bupoduni:

Aspeca prpgoinsna:
Manufactured byt

Address of manulactuyer:

Panip cepiin 122600
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Kusum Healthcare Pvt Ltd Bhiwadi

CERTIFICATE OF ANALYSIS

(FINISH GOODS)

PRODUCT NAME: Moginin Tablet §0mg

Product Code 1000322 Specification Id QC/FP/000464-003 |Batch Size 14288 Tablets
A.R. No. 1110FG25000080 |Mfg. Date 12-2024 Received Date 03/01/2025
Batch No. 1005491 Exp. Date 11-2026 Date Of Release 17/01/2025 12:16
S. No, TEST SPECIFICATION RESULT
1 Description Blue colour round shape, biconvex film Biue calour round shape,
coated tablets, plain on both sides. biconvex film coated
tablets, plain on both sides.
2 Identification
2.1 Sildenafil citrate The Retention time of the major peak in Complies
the chromatogram of test solution is
corresponds to that of the major peak in
the chromatogram of standard solution as
obtained under assay
2.2 Titanium oxide Yellow to yellowish red colour develops Complies
with hydrogen peroxide 30%
2.3 Indigo carmine Scan of the solution exhibits absorbance  |{Complies
maxima between 615 + 4 nm
3 Average weight 309mg + 3.0% (299.7mg- 318.3mg)
307.8 mg
4 Uniformity of dosage units  [AVs L1, where L1=156.0
0.4
5 Disintegration Time Not more than 30 minutes.
4.05 Minutes
6 Dissolution Not less than 80% (Q) after 30 minutes.
Minimum:99.9 %
Maximum:102.4 %
Average:101.0 %
7 Assay 95.0 to 105.0% sildenafil of label Claim
98.74 %
8 Related Substances
8.1 Impurity- B Not more than 0.2% Not Detected
8.2 Highest unknown impurity _ [Not more than 0.2% BDL
8.3 Total impurities Not more than 0.75% Not Detected

Outsource Test(s): Sildenafil citrate
Titaniurn oxide

Indigo carmine

Average weight

Uniformity of dosage units
Disintegration Time

Dissolution

Assay

[Remark(s): APPROVED (Sample conforms to above Specification) ]
Last Test By Ajay.Kumar1 Checked By Sonu.Yadav Authorized By sandeep.Mishra
Last Test On 15/01/2025 23:48  |Checked On 16/01/2025 17:50  |Authorized On 17/01/2025 12:16

Printed By: Manish.Yadav

Printed On: 24/01/2025 11:44

Copy No.: 1

Page No.: 10f2

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 1000322 Specification Id QC/FP/000464-003 |Batch Size 14288 Tablets
A.R. No. 1110FG25000080  [Mfg. Date 12-2024 Received Date 03/01/2025
Batch No. 1005481 Exp. Date 11-2026 Date Of Release 17/01/2025 12:16

Related Substances

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

Last Test By

Ajay.Kumar1

Checked By

Sonu.Yadav

Authorized By

sandeep.Mishra

Last Test On

156/01/2025 23:48

Checked On

16/01/2025 17:50

Authorized On

17/01/2025 12:16

Printed By: Manish.Yadav

Printed On: 24/01/2025 11:44

Copy No.: 1

Page No.: 2 0f2

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




JEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody
02.07.2025 Ne 24355/25/10
MOI'MHUH®

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
TabJeTKH, BKPHUTI ILTIBKOBOK 000,10HKO010, 10 S0 Mr; o 1 Tabaerui y 6.xicrepi; mo 1
OicTepy y KapTOHHIH ynakoBui

(dhopma BHITYCKY, 1O3YBaHHS, BH [1AKyBAHHA JIIKAPCHKOTO 3ac00y)
Homep peectpauiitnoro nocsiguenns UA/15520/01/01 crpox aii peecrpauiitnoro nocsinuenns 01.01.2099
Cepis nikapeskoro 3acoby Ne 1005866 Kinskicts BBe3enoro sikapeskoro 3acoby 13420

Bupobuuk KYCVYM XEJITXKEP IIBT JITH, Iuais

(naliMeHyBaHHS BUpOOHHKA JIIKApPCHKOTO 3aco0y, KpaiHa MOXO/KEHHS )

Beeseno B Vipainy CrninbHe yKpaiHChbKO-eCTOHCbKe MINPHEMCTBO Y (opmi
TOBapHCTBA 3 00MexkeHO10 BiinoBifaabHicTI0 "OnTiMa-Dapwm,
JITI", inent. xon: 21642228

(naiiMeHyBanHs Ta ko 32 €/IPTIOY ropumiuHOi 0cobu abo npizeuime, iM'a, 110 GaTEKOBI
(hisruHOi 0co0M - mignpremus, ii Micle NPOXKUBAHHS Ta peecTpaliliHuii HoMep 00IiKOBOT
KapTKy MJIATHHKA N0JaTKiB afo cepis Ta HOMep nacnopra)

IIporokoa Bisyaasnoro xoutpomo ig 26.05.2025 Ne 1568/6.
JlaGoparopHuii aHa1i3 SKOCTI JIKapPCLKOro 3ac00y 3/1HCHEHHI:

JIT "HenrtpanbHa 1abopatopis 3 aHATI3y SKOCTI JIIKApCHKUX 3ac00iB 1 MeAUYHOT IPOAYKILiT"
(m.Kuis, Byn. Kyapseceka 10r m.KuiB, Byn. Kyapsasceka 8B Kuiscpka o6macts, ¢. Hosi
IlerpiBui, Byn. IBana ®panka, 19)

(naliMeHyBaHHA Ta Micle3HaX0LKeHHA abopaTopii, o npoBena NabopaTOPHHI aHaNi3 SKOCTI)

BHCHOBOK 111010 AKOCTI J1iKapcskoro 3acoby, sunanuii naboparopiecro sig 30.06.2025 Ne 0919

PesyibraTy 1a60paTOpPHOro aHaIi3y SKOCTI JIiKapehKoro 3acoby 3a nepesipeHMMH okasHukamMu BiINOBIAaI0THL
BHMOTAM METO/IiB KOHTPOJIIO AKOCTI (AHAIIITHYHO-HOPMATHBHOI JOKYMEHTALLi1).

3a pesynbraTaMu [€p:KABHOTO KOHTPOJIXO BCTAHOBIEHO, ILIO JHKAapchkuil 3aci6 BBeseHo B Ykpalny 3
AOTPHMAHHHAM BUMOT 3aKOHO/IAaBCTBA I10/10 3a0€3MEUEHHS AKOCTI JTIKAapChKUX 3ac00iB.

Onera EPBOMEHKO

{riliamc)y {iziuizm Ta NPIZBHLIE)

TRIAL MCDE - a valid license will remave this message. See the keywards property of this PDF for mare infarmation.



Wusum Healthcare Pot. Ltd.

Jikapenkuii 3aci6: MOTHHHH®

Medicinal product: MOGININ®
Jjito4a peuoBHia

Active ingredient:
Pecerpaniiiue HOCBIAMCHHSE
Registration Certificate:
Jinensis na BHpoSUUNTBO Noi
Ceprudikar GMP No:
BupoOnuK:

Ajpeca BupodunKa:
Manufactured by:

Address of manufacturer:

CEPTU@IKAT AKOCTI
CERTIFICATE OF QUALITY

AR, Ne 1110FG25000420
Jara/Date 29.03.2025

(rabneTky, BKpHTI MJIIBKOBOIO oGononkow, no 50 mr,mno 1 tabnerui y Gaicrepi, o 1
Gaictepy y Kapronniii yuaxosii)
(film coated tablets, 50 mg, 1 tablets in a blister , 1 blister in a carton package)

cunpenadiny nHTpaTy y ncpcpaxyl;:umi na cuagenadin 50 mr
sildenafil citrate, calculated on sildenafil 50 mg

Ne UA/15520/01/01 Bin 08.07.2021, Tepmin aii peecrpaniiinoro ocBigueHIs: HeoOMexenmii
Ne UA/15520/01/01, 08.07.2021, Registration Certificate validity is unlimited

Raj/2354

005/2025/GMP

Kycym Xearxkep et Jdra, Tunis

CII 289 (A), PIIKO IupacTpian apea, Yonanki, Bxisaai, dicr. AaBap (PaumacTau), Iupis
Kusum Healthcare Pvt Ltd, India

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

Cepis: Ne 1005866 Poswmip cepii: 13420 ym. Jlara pur.. 02/2025 Jliitcumit go: 01/2027
Batch: Batch Size: D/M: D/E:
Ne Bumorsu PesynbraTh
Requirements ananizis
Result of analyses
1 | Onuc Kpyrai agoonykiti TabneTiH, BKPHTI ILTIBKOBOIO 060J10HKOI0 OJJaKUTHOTO Bianosijae

Description
InenTudicanis
Cundenadiny yumpam

Tumarny 0ioKcuo

Inouzoxkapmin

Identification
Sildenafil citrate

Titanium oxide

Indigo carmine
OauopiaHicTL X030BARNX

oANHHUD

3
Uniformity of Dosage Units

Po3naganns
Disintegration Time

Posuunenust
Dissolution

KoABOPY, FaaKi 3 060X Goxis.

Blue colour, round shape, biconvex film coated tablets, plain on both sides. Complies

Yac yrpuMyBaHHs 0CHOBHOTO iKYy Ha xpomarorpami docridacysanozo Ta Bigniosijiac
cmandapmiiozo PO3uUHIG, OTPUMATNX B ymoBax KibKicHOro BU3HAYCHHS,
[OBUHHI CITiBTIAAATH.

VTBOPEHHS Bi/I XKOBTOTO J10 JKOBTYBATO-4EPBOHOTO 3a6apBICHHA 3 PO3UMHOM Binnosigace
oo niepoxcuay 30 %.

Yd-criekTp NOMTMHAHHA PO3UKLY, [1OBMHEH MaTi MAKCUMyM [OTJHHAHHS 3a | Bignosigae
JoBKHHM XBHAi 615 4 nm.

The retention time of the major peak in the chromatogram of test solution is | Complies
cotresponds to that of the major peak in the chromatogram of standard solution
as obtained under assay.

Yellow to Yellowish red colour develops with hydrogen peroxide 30%. Complies

Scan of the solution exhibits absorbance maxima between 615 & 4 nm. Complies
AV <L1, e L1=150 Bignosinae

Complies
2 x8 32 ceK
2 min 32 sec

99.0% -100.8%
99.0% -100.8%

AV < L1, where L1=15,0
He 6inpure 30 x8
NMT 30 minutes
He mernwe 80 % (Q) 3a 30 x8
Not less than 80 % (Q) in 30 min

I KinbxicHe BU3HAYCHI

[Tpu guUnycKy:
Bix 95 % no 105 % cunenadiny y Tabnerui (BijL 3a51BJICHOTO BMICTY)

100.3%

Ha niepmit npudgimnocni:
Bix 90 % no 110 % cunpenadiny y Tabnerui (Bij 3aABJCHOTO BMICTY)

At release:
95 % to 105 % sildenafil of label claim

100.3%

At Shelf life:
90 % to 110 %

sildenafil of label claim

Page 1 of 2

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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Wousum Healthcare Pot . Lid.

JlikapebKuii 3aci6: MOTMHUH® (TabieTKH, BKPHTI 1iBK0BOI0 00010HKOI0, BO 50 mr, no 1 TaGaerui y GaicTepi, no 1
Gricrepy y Kapronmiii ynakosui )

Medicinal product: MOGININ® (film coated tablets, 50 mg, 1 tablets in a blister , 1 blister in a carton package)

Cepist: Ne 1005866

Batch:

He BUABICHO
Huskue Mexi irHopyBanHs
He BHSBICHO

Jlomiwa B: He Ginbitie 0,2 %.
MakcuManbHa peijenTu(ixosara fomilka : He Giibuie 0,2 %.
Cyma AoMIWIOK: He Binblue 0,75 %

Cynposiani pominiky

Not detected
Below disregard limit
Not detected

Impurity B: Not more than 0.2%
Highest unknown impurity: Not more than 0.2%

Total impurities: Not more than 0.75%

BaranpHa KUbKicTb aepoBHIX wmikpooprasizmis (T AMC) ne Ginbuie 103
KYOI/r.

JarabHa KibKICTh APIKIKOBHX i nuicenenux rpudis (TYMC) ne
Ginpwe 10> KYO/T.

Bincyruicts Escherichia coli B 1 r npenapary.

Related substances

Mikpobiooriina
qHCTOTA®

Microbiological purity*

Total acrobic microbial count: (TAMC) NMT 10° cfu/g.
Total combined yeast/mould count: (TYMC) NMT 10?% cfu/g.
Escherichia coli should be absent per 1
* BunpoOysans MiKpoGi0I0riaHOT HUCTOTH NPOBOAMTELCS J17Isl NEPLLIHX 3 cepiit, noTim A koxcnoi 10-1 cepii, abo oamn pas Ha pik.

* Test of microbiological purity will be performed on first 3 batches and thereafter on every 10% batch or once in a year whichever is
earlier.

Not required

BHUCHOBOK:  Cepisi Ne 1005866 siarosizac sumoram MK PTT Ne UA/15520/01/01
CONCLUSION: Batch Ne 1005866 complies with the requirements of MQC RC Ne UA/I 5520/01/01

\\\0\\.&\9&\\%& 1oy

\\{\\Q@@f\ SNCN
AHAJII3 BUKOHAB JIATA )\ﬁ\fﬁé 51%2_2'

(ANALYSED BY) (DATE)
KomenTapi: Hemae
Comments: no

3asBa npo ceprudikaliio: «JlificHuM #1 32CBiAMY10, 10 HABEICHA puue indopmauis € poctoipuoio i Tounoto. s
cepisi mpoxyKuii 0yjia BArOTOBJEHA (BKJIIOHAIOUM YTIAKOBKY / MapKyBaHHS) i NpoBECHO KOHTPOJB i SIKOCTI HA
BHIIE3rajaHomy piANpPUEMCTBI B [OBHii1 BiANMOBIAHOCTI 3 BUMOramu, 3a3HAYEHMMH B UMHHIA pactanosi GMP,
jaTeepuKeniii MinicTepcTBOM OXOpOHH 3g0poB'st  YKpainu, i 3 BHMOTAMH DEECTPALIAHOTO A0CHE KpaiHM
npu3HAYEHHSL. TIporoxonu BUpOOHUNTBA, YNAKOBKH Ta aHajizis Oyam nepersisiHyTi i BCTAHOBJIEHO ix
piznosiguicTh Bumoram GMP».

Certification statement: «On this 1 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 specified in the current GMP guidelines, approved by the Ministry of Health of
Ukraine, and with the requirements of the registration dossier of the destination country. Records of
manufacturing, packaging and analysis were reviewed and determined for their compliance with the GMP
requirements».
KepigHuK rpyru KOHTPOIIO aKoCTi ViopHosaxena  ocofa, WO 3iifienioe
Quality control group manager ceprudikaniio cepii

Qualified Person certifying the batch.

IM'st TA TIPI3BHILE ﬁ - (§W Im'st Ta NPI3BULIE ﬁm\ 5
(Name) (Name) g9, 7
Tlianuc @j@ TMignuc } \
(Signature) DOV e (Signature) \}
Jlata nignucatns G o o2 Jlara rijnucanns X NGs
(Date of signature) A 1 %I\ (Date of signature) A (WD 12 z/ﬁ"

4 41\:;@_;

Page 2 of 2

Factory : SP 289 (A), RIICO Indl. Area, Chopanki, Bhiwadi, Distt. Alwar, Rajasthan (India), Ph +01-1493-208232/33/34/35
Email : info@kusum.com, Website : www.kusumbealthcare.com




JNEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKiCTH BBE3EHOI0 B YKpaiHy JiKapchKoOro 3acody
02.07.2025 Ne 24354/25/10
MOI'HHUH®

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
TabJeTKH, BKPHUTI ILTIBKOBOK 000,10HKO010, 10 S0 Mr; o 1 Tabaerui y 6.aicrepi; mo 1
OicTepy y KapTOHHIH ynakoBui

(dhopma BHITYCKY, 1O3YBaHHS, BH [1AKyBAHHA JIIKapCHKOro 3acoby)
Homep peectpauiitnoro nocsiguenns UA/15520/01/01 crpox aii peecrpauiitnoro nocsinuenns 01.01.2099
Cepis nikapeskoro 3acoby Ne 10058635 Kinskicts BBe3enoro nikapeskoro 3acoby 11760

Bupobuuk KYCVYM XEJITXKEP IIBT JITH, Iuais

(naliMeHyBaHHS BUpOOHHKA JIIKApPCHKOTO 3aco0y, KpaiHa MOXO/KEHHS )

Beeseno B Vipainy CrninbHe yKpaiHChbKO-eCTOHCbKe MANPHEMCTBO Y (opmi
TOBapHCTBa 3 00MexkeHO10 BiinoBifaabHicTI0 ""OnTiMa-®Dapwm,
JITA", inen. won: 21642228

(naiiMenysanus Ta ko 3a €JIPTIOY ropuauusoi ocobu abo npissuiie, iM's, o GaTeKoBi
(hisruHOi 0co0M - mignpremus, ii Micle NPOXKUBAHHS Ta peecTpaliliHuii HoMep 00IiKOBOT
KapTKH MJIATHHKA N0JaTKiB afo cepis Ta HOMEp nacnopra)

IIporokoa Bisyaasnoro xoutpomo ig 26.05.2025 Ne 1568/5.
JlaGoparopuuii anani3 sKoCTi JIiKAPCHLKOTO 3ac00y 3/iiicHEHHIL:

JIT "HenrtpanbHa 1abopatopis 3 aHATI3y SKOCTI JIIKApCHKUX 3ac00iB 1 MeAUYHOT IPOAYKILiT"
(m.Kuis, Byn. Kyapseceka 10r m.Kuis, Byn. Kyapsasceka 8B Kuisceka o6macts, ¢. Hosi
IlerpiBui, Byn. IBana ®panka, 19)

(naliMeHyBaHHA Ta Micle3HaX0LKeHHA abopaTopii, o npoBena NabopaTOPHHI aHaNi3 SKOCTI)

BHCHOBOK 111010 AKOCTI J1iKapcskoro 3aco6y, sunanuii naboparopiero sig 30.06.2025 Ne 0916

PesyibraTy 1a60paTOpPHOro aHaIi3y SKOCTI JIiKapehKoro 3acoby 3a nepesipeHMMH okasHukamMu BiINOBIAaI0THL
BHMOTAM METO/IiB KOHTPOJIIO AKOCTI (AHAIIITHYHO-HOPMATHBHOI JOKYMEHTALLi1).

3a pesynbTaTaMu JICPKABHOTO KOHTPOJIIO BCTAHOBICHO, IO JHKapchkuit 3acid BBezeHo B VYkpainy 3
AOTPHMAHHHAM BUMOT 3aKOHO/IAaBCTBA I10/10 3a0€3MEUEHHS AKOCTI JTIKAapChKUX 3ac00iB.

Onera EPBOMEHKO

{riliamc)y {iziuizm Ta NPIZBHLIE)

TRIAL MCDE - a valid license will remave this message. See the keywards property of this PDF for mare infarmation.



Kusum ﬁlea/f/z;'are Pot. Ltd .

Jlikapebkuii 3aci6: MOTHHUH®

Medicinal product: MOGININ®
Hiroua pesoBuna :

Active ingredient:
Peecrpaniiine mocsiguenns:
Registration Certificate:
Jlinensist wa BHpoGHHUTRO No:
Ceprudixar GMP Na:
Bupoounk:

Anpeca BupoGuuKa:
Manufactured by:

Address of manufacturer:

Cepist: Ne 1005865

Po3mip cepii: 11760 yn.

CEPTUDIKAT SIKOCTI
CERTIFICATE OF QUALITY

A.R. Ne 1110FG25000375
Hara/Date 21.03.2025

(rabaerkn, BRpuTI NiBKOBOIO 060T0NK0I0, 0 50 Mr, mo 1 Tabaerui y 6aicrepi, no 1

Gaicrepy y kaprouniii ynakosui )

(film coated tablets, 50 mg, 1 tablets in a blister , 1 blister in a carton package)

50 mr
50 mg

cuaaeHadinay uuTpaTy y nepepaxyBanui ua cusenadin
sildenafil citrate, calculated on sildenafil

Ne UA/15520/01/01 sin 08.07.2021, Tepmin aii peccTpaniiinoro nocsizuenns: neoGmexenyii

Ne UA/15520/01/01, 08.07.2021,
Raj/2354

005/2025/GMP

Kycym Xearxkep et Jita, Tupis

Registration Certificate validity is unlimited

CII 289 (A), PIIKO Ingacrpian apea, Yonanxi, Bxisaai, licr. Aasap (Pamkacrtan), Innis

Kusum Healthecare Pvt Ltd, India

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

Jara Bur.: 02/2025

Hiticuuit no: 01/2027

Batch: Batch Size: D/M: D/E:
Ne IMokaznuku axocti Bumorn Pesyabrarn
Tests Requirements ananizis
Result of analyses
1 | Onne Kpyrni asoonykni TaGnetku, BKpUTI NIiBKOBOIO 060JIOHKCIO GJAKUTHOTO Bianosinae
KOJILOPY, raaxi 3 06ox Gokin.
Description Blue colour, round shape, biconvex film coated tablets, plain on both sides. Complies
2 | Inentudikaunis
Cundenapiny yumpam Yac yTpumyBaHHS OCHOBHOIO MKy Ha XpoMatorpami docridoicyearozo Ta Biarnosizae
CMAHOAPMKHO20 PO3UUHIG, OTPUMAHHX B yMOBAX KiflbKICHOTO BH3HAYCHIS,
NOBHMHHI CITIBHAaTH.
Tumany diokcuo YTBOpEHHS BiX XOBTOTO JI0 JKOBTYBATO-4EPBOHOT0 3a6aPBICHHS 3 PO3YHHOM Bianosigae
BOAHIO nepoxcuay 30 %.
Inouzoxapmin Y®-CreKTp NMOMfIMHAHHA PO3UMHY, NOBMHEH MATH MaKCHMyM MOTJIMMaHHA 32 | Bimmosizac
JOBXCHHE XBUAL 615 + 4 1w
Identification
Sildenafil citrate The retention time of the major peak in the chromatogram of test solution is Complies
corresponds to that of the major peak in the chromatogram of standard solution
as obtained under assay.
Titanium oxide Yellow to Yellowish red colour develops with hydrogen peroxide 30%. Complies
Indigo carmine Scan of the solution exhibits absorbance maxima between 615 =+ 4 nm. Complies
3 | OanopiguicTs x030BaHNX AV <LI1, ge L1=15,0 Binnorinae
OHHHIL
Uniformity of Dosage Units | AV <LI, where L1=15,0 Complies
4 | Posnananusn He Ginbie 30 xB 2 x8 43 cex
Disintegration Time NMT 30 minutes 2 min 43 sec
5 | Posunuennsn He menue 80 % (Q) 3a 30 x» 98.4% -101.1%

Dissolution

Not less than 80 % (Q) in 30 min

98.4% -101.1%

6 | Kinbkicne Bu3znavenus

Assay

ITpu eunyexy:
Bin 95 % no 105 % cunnenadiny y Tabnerui (Big 3assnenoro BMICTY)

Ha mepmin npudamuocmi:
Bin 90 % st0 110 % cungenadiny y Tabnerui (Bin 3assreHoro BMICTY)

At release:
95 % to 105 % sildenafil of label claim

At Shelf life:
90 % to 110 % sildenafil of label claim

98.7%

98.7%

oy 1700 WSS z/‘«/éf/
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Rusum Healtheare Lot Ltd

Jdixapenkuii 3aci6: MOrpuune® (TaGaerkn, BKPHTI
Guicrepy y ka proun

(film coated tablets,

Medicinal product: MOGININ®
Cepis: Ne 1005865
Batch:

Cynposinni gomimn
Makcumansua e

Related substances

Highest unknown im
Total impurities: No
3arasibHa Kinbkictn ae
KYOrr,

3arasnHa Kinbkicts
Gimsue 102KYO/r,

MikpoGionorivna
YHCTOTA*
api

Microbiological purity*
Total acrobic microbial

* Test of microbiological purity will
carlier.

BUCHOBOK: Cepis Ne 1005865
CONCLUSION: Batch Ne 1005865

&\\ sn\m- ON2S T
ERARA SR U
AHAJII3 BUKOHAB
(ANALYSED BY)

complies with t

Komenrapi: nemae

Comments: no

Certification statement- «On th
batch was produced (including packaging / labeling)
manufacturer according to specified in the curren
Ukraine, and with the requirements
manufacturing, packaging and analysis
requirementsy,

Kepisunk FPYIH KOHTPOIIO sikoCT

Quality control group manager

Im'st Ta npizuie

(Name) \[\néuu‘ |<vmnay
Mignuc

(Signature) -~
Jara nignucanus o1\ 03 \ 0™

(Date of signature)

Factory : SP 289 (A), RIICO Indl. Area, Chopanki, Bhiwadi, Dj

Email ; infb@kusum.com

Homiuka B: ye 6imbuie 0,2
REHTH(IKOBaMA goMinKa -
Cyma nomiwox: ye Ginbwe 0,75 %

Impurity B: Not more than 0.2%
purity: Not more than 0.2%

t more than 0.75%

Po6HUX Mikpoopranismis (TAMC) e 6inbue 107

Bineyruicts Escherichia coliglr npenapary.

Total combined yeast/m
Escherichia coli should
* Bunpo6ysauny MIKpo6ionoriynof YHCTOTH NIPOBOAMTLCS 715
be performed on first 3 by

BiinoBigac Bumoram MKS PIT No

is I certify that the above-ment

of the registration dossier o

Website : www, kusumhealth

IiBKOBOIO 06001K010, 110 5( mr,
iii ynaxogui )
50 mg, 1 tablets in a blister , 1 bliste

o 1 Taénerui y Gaicrepi, no 1

rin a carton package)

%. He Buspreno
Hmxue mesxi iIrHOpyBanHs

He Bussneno

He Olbiue 0,2 %,

Not detected
Below disregard limit
Not detected

KIDKOBHX 1 ITICEHeBIX rpuGie (TYMC) e

count: (TAMC) NMT 103 cfu/g,
ould count: (TYMC) NMT 102 cfu/g.
be absent per Ig

nepuvx 3 cepiii, notim am o
tches and thereafter on every |

Not required

cHol 10-i cepii, a6o o
0" batch or once in a

AHH pas Ha pik.
year whichever is

UA/15520/01/01

he requirements of MQC RC Ne UA/15520/01/01

AATA 2\\sd\nen
(DATE) S

ioned information is true and accurate. This product
and conducted for jts quality control at the above-mentioned
t GMP guidelines, approved by the Ministry of Health of
tion country, Records of

Ynosuosaxena ocoba,
ceprudixaniio cepii
Qualified Person certifying the batch.
Im's Ta npissuue
(Name)

Hinnuc

mo  3jiticHioe

(Signature) QUALITY ) %,
Hara nignucannus ASSURANCE Y
(Date of signature) Ly
B AR

Sy e (B

iy, BY
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