JNEPJKABHA CJOYKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU Y KHIBCBKIA OBJIACTI

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

BUCHOBOK
Npo AKicTH BBe3eHOro B YKpaiHy JiKkapcbKoro 3acody

14.05.2025 Ne 13194/25/10

MOI'MHUH®

(naiimenyBatHs TiKapebkoro 3acoy 3rifHO 3 peecTpaulifiniM NOCBIANCHIAM)
Ta6JIeTKH, BKPUTI IJIIBKOBOIO 06001K0I0, 10 100 Mr; mo 4 Tabnerku y 6aicrepi; no 1
6aicTepy y xapTouHiii ynakosui

(popma BUIyCKy, HO3yBaHHS, BU NAKYBAHHS IKaPCLKOIO 3aco0y)

Howmep peectpauiitnoro nocsisuenns UA/15520/01/02 crpox aif peectpauiitiioro nocsijuetns 01.01.2099

Cepis nikapchkoro 3acoby Ne 1005492 KinnkicTh BBe3eroro nikapebkoro sacoby 20230
Bupobuuk KYCYM XEJITXKEP IIBT JIT/, Ingis
(naiimenypanus BMpobHnKa JiKapchKoro 3acody, Kpaita I0XO/UKCHHS)
Baesero B Yipainy CrijibHe YKPaiHCbKO-€CTOHCHKE MiANPUEMCTBO Y (OPMi TOBAPUCTBA
3 o0meskenolo BignosinanshicTio "Onrima-®apm, JITA", inenr. kon:
21642228

(maitmenysanns ra kox 3a CJPTIOY topuarunoi ocobn abo npissuiue, iv's, no Garbiosi Giznanol
0co6H - TiAnpHEMLLs, Ti MiCle POKHBAHHA Ta PEECTPALIHHHH HoMep 0BJ1iKOBOT KAPTKH IJIATHHKA
nonaTkis abo cepist Ta HOMEp 11aCIopTa)
TipoToKko. BisyansHoro kontpouo ix 29.04.2025 Ne 0827/2.

JlaGoparophuii anani3 akocTi Jikapcbkoro 3acoby 3AiHCHEHMi:

®inis JIT "LlenTpansua 1abopaTopis 3 aHai3y SIKOCTI MTiKapchKux 3ac00IB 1 MEANIHOT npoayKuil”
y m.JIbBiB (M.JIbBiB, Byn.Kynenapkisceka,131)

(saiiMeHyBaHHs Ta MicLe3HAXOLKeHHs nabopatopil, 1o nposena naBopatopHuil aHasi3 AKOCTI)
BHCHOBOK IOJ10 SKOCTI JIiKapehkoro 3acoby, Butanmii iaGoparopieio in 13.05.2025 Ne 54

Pesynsrati 1aGopaTopHOTO aHANI3Y SKOCTI Jikapebkoro 3acoly 3a repeBipeHHMH NOKa3HHKaMH BiANOBIAAIOTH
BHMOTAM METOAIB KOHTPOINO AKOCTI (aHANITHIHO-HOPMATHBIOT AOKYMEHTALLT).

3a  pe3ynbTaTaMd  JACPXKABHOIO  KOHTPOJIO  BCTAHOBICHO, WO nikapcbkuit  3aci®  BBezeHo B Ykpainy 3

AOTPHMAHHSAM BUMOr 3aKOHOJABCTBA OO 3a6e3rneueHHs SIKOCTI IIKapChKUX 3ac00iB.
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Kusum Healthcare Pvt Ltd Bhiwadi

CERTIFICATE OF ANALYSIS
(FINISH GOODS)

PRODUCT NAME: Moginin Tablet 100mg

Product Code 1000318 Specification Id QC/FP/000403-003 |Batch Size 85712 Tablets
A.R. No. 1110FG25000093  |Mfg. Date 12-2024 Received Date 07/01/2025
Batch No. 1005492 Exp. Date 11-2026 Date Of Release 20/01/2025 09:11
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 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.
3 Titanium oxide Yellow to yellowish red colour develops Yellow colour develops with
with hydrogen peroxide 30% hydrogen peroxide 30%
4 Indigo carmine Scan of the solution exhibits absorbance  |Complies
maxima between 615 + 4 nm
5 Average weight 618mg + 3.0% (599.46mg- 636.54mg) 610.54 mg
6 Uniformity of dosage units  |AVs L1, where L1=15.0
(By content uniformity) 1.1
7 Disintegration Time Not more than 30 minutes. 6.24 Minutes
8 Dissolution Not less than 80% (Q) after 30 minutes.
Minimum:96.0 %
Maximum:102.6 %
Average:100.5 %
9 Assay 95.0 to 105.0% sildenafil of label Claim
97.89 %
10 Related Substances
10.1 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
1.1 Total aerobic microbial Not more than 10° cfu/g <10cfu/g
count (TAMC)
11.2 Total combined yeast / Not more than 10? cfu/g <10cfulg
mould count (TYMC)
11.3 Escherichia coli Should be Absent/1g Absent/1g

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

Last Test By Manish.Yadav

Checked By

Kshama.Pandey

Authorized By

sandeep.Mishra

Last Test On 18/01/2025 15:08

Checked On

18/01/2025 16:37

Authorized On

20/01/2025 09:11

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 100mg

Product Code 1000318 Specification Id QC/FP/000403-003 |Batch Size 85712 Tablets
A.R. No. 1110FG25000083  |Mfg. Date 12-2024 Received Date 07/01/2025
Batch No. 1005492 Exp. Date 11-2026 Date Of Release 20/01/2025 09:11

Assay

Outsource Test(s): Sildenafil citrate
Uniformity of dosage units
(By content uniformity)

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

Last Test By

Manish.Yadav

Checked By

Kshama.Pandey

Authorized By

sandeep.Mishra

Last Test On

18/01/2025 15:08

Checked On

18/01/2025 16:37

Authorized On

20/01/2025 09:11

Printed By: Manish.Yadav

Printed On: 24/01/2025 11:44

Copy No.: 1

Page No.: 2 of 2

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




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 BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody
02.07.2025 Ne 24353/25/10
MOI'MHUH®

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
Tab/eTKH, BKPHTI NJIIBKOB 010 000/10HK010, 10 100 Mr; 1o 4 Tabjaerkn y Oaicrepi; no 1
OicTepy y KapTOHHIH ynakoBui

(dhopma BHITYCKY, 1O3YBaHHS, BH [1AKyBAHHA JIIKapCHKOro 3acoby)
Homep peectpauiitnoro noceiguenns UA/15520/01/02 crpox aii peecrpauiitnoro nocsinuenns 01.01.2099
Cepis nikapeskoro 3acoby Ne 1005872 Kinskicts BBe3enoro sikapeskoro 3acoby 20700

Bupobuuk KYCVYM XEJITXKEP IIBT JITH, Iuais

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

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

(naiiMenysanus Ta ko 3a €JIPTIOY ropuauusoi ocobu abo npissuie, iM's, o GaTeKoBi
(hisruHOi 0co0M - mignpremus, ii Micle NIPoXKUBAHHS Ta peecTpaliliHuii HoMep 001 KOBOT
KapTKH MJIATHHKA N0JaTKiB afo cepis Ta HOMep nacnopTa)

IIporokoa Bisyaasnoroe xoutpomo sig 23.05.2025 Ne 1568/4.
JlaGoparopuuii anani3 sKoCTi JIiKAPCHLKOTO 3ac00y 3/iiicHEHHIL:

JIT "HenrpanbHa 1abopatopist 3 aHATI3y SKOCTI JIIKAPCHKUX 3ac00iB 1 MeAUYHOT MpoayKiii"
(m.Kuis, Byn. Kyapseceka 10r m.KuiB, 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 naboparopiecro sig 30.06.2025 Ne 0914

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.



Y /{ealthéare Por. Ltd.

Jikapeoknii 3aci6: MOTIMHNH®

Medicinal product: MOGININ®
Jlitosa pedoBHHA :

Active ingredient:
Pecerpaniiine nocsiguenns:
Registration Certificate:
Jimensis na BupoéunuTBO Ne:
Ceprudikar GMP Ne:
Bupodunk:

Anpeca BupoOHHKA:
Manufactured by:

Address of manufacturer:

Cepis: Ne 1005872

Poswmip cepii: 20700 yn.

CEPTU®IKAT SAKOCTI
CERTIFICATE OF QUALITY

A.R. Ne 1110FG25000416
Jata/Date 29.03.2025

(TabneTKH, BKpHTi MIiBKOBOIO oGononkoto, mo 100 mr, o 4 tabnerkn y 6aicrepi, no 1
Gaictepy y Kaprounii ynaxoBii)
(film coated tablets, 100 mg, 4 tablets ina blister ,
cunaenadiay uuTparTy 'y nepepaxyBamnii na cnaacnadia 100 mr
sildenafil citrate, calculated on sildenafil 100 mg
Ne UA/15520/01/02 Bin 08.07.2021, Tepmin aii peccrpaniiinoro nocpiquens: neofmemenuii
Ne UA/15520/01/02, 08.07.2021, Registration Certificate validity is unlimited

1 blister in a carton package)

Raj/2354

005/2025/GMP

Kycym Xearxkep ITsT Jita, Inais
CII 289 (A), PITKO Inpacrpian apea,
Kusum Healthcare Pvt Ltd, India
SP 289 (A), RIICO Industrial area,

Jlata BMI.. 02/2025

Yonanki, Bxisaai, lict. Aasap (PagKacTan), Tupin

Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India

Jliticunit Ro: 01/2027

Baich: Batch Size: D/M: D/E:
No TlokA3HHKH AKOCTI Bumorn PezyabTaT
Tests Requirements apasizis
Result of analyses
1 | Onne Kpyrai Apoonyki +aGneTky, BKPUTI MUIIBKOBOIO 060J10HKO10 0JIaKMTHOTO Binnosijac
KOJIBOPY, FlIAJIKi 3 000X GOKiB.
Description Blue colour, round shape, biconvex film coated tablets, plain on both sides. Complies
2 | ImenTudikanisn
Cunoenadiny yumpam Uac yTpUMyBaHHs OCHOBHOTO niKy Ha xpomarorpami 00CHIONCYEAN020 TA Biunosijae
cmandapmino2zo po3uuHis, OTPUMAHKX B yMOBaX KillbKICHOTO BH3HATCHI,
NOBHHHI CTiBNAAATH.
Tumany 0iokcuo YTBOpEHHs Bil)KOBTOTO 10 JKOBTYBaTO-1€PBOHOTO 3a0apBJeHHs 3 PO3YHHOM Binnosijae
poamio nepokcuy 30 %. '
Inouzoxapmin Y d-criekTp MOTIMHAHNS PO3HHMHY, MOBHHEH MaTH MAKCHMYM IOTJIHHAHHS 32 Bianosijae
JOBKCHHY XBUI 615 = 4 1M,
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.
Complies
Titanium oxide Yellow to Yellowish red colour develops with hydrogen peroxide 30%.
Complies

Indigo carmine

Scan of the solution exhibits absorbance maxima between 61

S+4nm

3 OanopiANICcTh 1030BANNKX AV <Ll neL1=150 Bianosigae
OAHHHIb
Uniformity of Dosage Units AV <L1, where L1=15.0 Complics

Posznaganus
Disintegration Time

He 6inbue 30 X8
NMT 30 minutes

2 xB 25 cex
2 min 25 sec

Poszunncnus
Dissolution

He menwe 80 % (Q) 3a 30 xB
Not less than 80 % (Q) in 30 min

Kinpkicne BH3HAYCHE S

Assay

TIpu gUNYCKY:

Biz 95 % no 105 % cunnenadiny y TabneTui (Bia 3a4BJICHOTO BMICTY)

Ha mepmin npudamuocmi:
Bix 90 % g0 110 % cungenadiny

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

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

Factory : SP 289 (A),

RIICO Indl. Area, Chopanki, Bhiwadi,
Email : info@kusum.corm,

y Tabserui (Bif 3aABIEHOTO BMiCTY)

100.7% -103.4%
100.7% -103.4%

102.3%

102.3%

£
4
),'/./f/

%7/ A /’iﬂ QZ),{;-/}
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Distt. Khairthal-Tijara, Rajasthan (India), Ph : +91-1493-298232/33/34/35
Website : www.kusumhealthcare.com = 9
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Kusum flea[théare Pot. Ltd.

Jlikapebkuii 3acif: MOI'HHNH® (raGaeTkH, BKPHTI IUTIBKOBOIO oBoaonKolo, no 100 mr, o 4 Tabaerisy gaicrepi , mo 1
gaicTepy y Kapronmiii yHaKosui )

Medicinal product: MOGININ® (film coated tablets, 100 mg, 4 tablets in a blister, 1 blister in a carton package)

Cepisi: Ne 1005872

Batch:
7 | Cynpogiani nomimkn Tlomiwka B: He Ginvume 0,2 %. He BUSIBJICHO
MakcrMalbia HeigeHTH{iKoBaHa JOMIlIKa | He Ginvwe 0,2 %. HIbKUYE MEXI IPHOPYBAHHS
Cyma gomiwox: e fifbue 0,75 % He BUSBIICHO
Related substances Impurity B: Not more than 0.2% Not Detected
Highest unknown impurity: Not more than 0.2% Below disregard limit
Total impurities: Not more than 0.75% Not Detected
8 | MixpoGionoriuna ZaranpHa KinpkicTh aepoOHMX mikpooprauizmis (T AMC) ue
uucrora® Ginvwe 10° KYO/T.

BaraibHa KibKiCTh APDKDKOBUX i MTICEHEBUX rpu6is (TYMC)
ue Ginsiue 102 KYO/r.
Bincyruicts Escherichia coli B | r mpenapary.

Microbiological purity* Total acrobic microbial count: (TAMC) NMT 10° cfu/g. Not required
Total combined yeast/mould count: (TYMC) NMT 10? cfu/g.
Escherichia coli should be absent per 1g J

* BunpoOysans Mikpo6ionoriuHOT YnCTOTH NPOBOAMTLCA AU niepix 3 cepild, noTiM g kOwHOi 101 cepii, abo oK pa3 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.

BUCHOBOK: Cepis Ne 1005872 inosizae sumoram MKS PI1 Ne UA/15520/01/02
CONCLUSION: Batch Ne 1005872 complies with the requirements of MQC RC Ne UA/15520/01/02

AHAJII3 BUKOHAB JATA LM \Rn S
ANALYSED BY DATE
( ) § O %\\%\‘\mg‘ ( )

Kowmenrapi: HEMAE ::33&\'\ S \'\Q\/W\

Comments: no

3assa npo ceprudikauiio: «likcHum st 3acBifuylo, 0 HaBeleHA BHIE indgopmanis € noctosipHoto i Tounoro. s
cepist mpoaykuii Gy/ia BUTOTOBICHA (BKJIIOYAIOHH YNAKOBKY / MapKyBaHHs) i APOBEACHO KOHTPOJIE i sKocTi Ha
BHULIE3ragaHOMYy MiANPHEMCTEI B [OBHiii BiANOBIAHOCTI 3 BHMOraMH, 3a3HAMEHHMH B yunniit sacranosi GMP,
zarBepkeniii MinicTepcTBOM OXOPOHH spopoB's  YKpaiuu, i 3 BHMOraMM PpeECTPAUIHHOro A0CHE KpaTHH
npusuavenns. IIpoToxoau BUPOGHHNTBA, YNAKOBKH Ta aHanizip GyJM mepersisHyTi i BCTaHOBJECHO ix
gianosiguicTs BuMoram GMP».

Certification statement: «On this 1 certify that the above-mentioned information is true and accurate. This product
patch 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».

KepiBHUK Ipyny KOHTPOIO SIKOCTE N At mmn o Vnhopiopaxena ocofa, WO  3AIACHIOC
Quality control group manager /\\'\,K-L’\ ceprrdikauiio cepil

AN Qualified Person certifying the batch.
IM'st Ta npizBKLLE V“*‘\{'Lu\.\\"Q $'€M‘S\‘ ﬂ;)(-cs Vius € | ImM'st Ta Npi3BHLLE
(Name) (Name) B
Mignuc ITinnuc O> ‘Ahkc\j
(Signature) (Signature) QUALITY
Jlata nianucanHs JlaTa nignucanus ASSURANCE
(Date of signature) (Date of signature)

Page No. 2 of 2

Factory : SP 289 (A), RIICO Indl. Area, Chopanki, Bhiwadi, Distt. Khairthal-Tijara, Rajasthan (India), Ph : +91-1493-298232/33/34/35

Email : info@kusum.com, Website : www.kusumhealthcare.com
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