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A E)nw% i oF Fi GHEM%E#ALﬁ & F’H&Q?&ML[ UTICALS LIMITED

GOOD PEDPLE
for GDOD HEALTH
TNOVAGRA EURO Certificate No.: - Pagelid
| _HOBAI'PA €BPO Ceprugicar Ne: 10FP 2@9 Cropinxa 134
BATCH CERTIFICATE
_CEPTHOIKAT HA CEPIKD .
Product name:  NOVAGRA EURO  Manufacturing conntry:  India
__Hasa npoayruil: . HOBAI'PA €BPO - Kpaiga-anpobunx:  Iniiy
Pharmaceutical form:  film-coated tablets ¢ Livense No.: Gi1430
Jdikapessn hopya:  taloerin, arprt naiskosow ofoaonken 3 JHnensin Ne; "

Strengthipotency: | tablet contains sildenafil citrate equivalent to 100 mg of sildenufil
Crag aifaxrussicrs: | rabiaeTka micrrrs cacnadiay awrpary expinasenrnn 100 wr
enenadiay

Type and size of | 4 film-coated tablets in a blister, | blister in u curdboard box with Ukrainian
packaging: | und English languages labeling
Bua t possip | no 4 rabacrey, skparny naiakonme ofieaonwoi, ¥y Gaicrepd, no 1 Guicrepy B
VIAKDBKRE: | kapronnill kopobiui 3 vapry BanusaM YKPalHCLKO0I0 T2 st sifichion monavin

Batch No.: N Batch size: | ' hoxes
25002 N n P ¥t ;
Cepin No: FrozameA Possip cepil: 23150 | wopodor
‘Hanui’aemring date: 062025 Expiry date: | 0§/2028
Hwra supolfinuitrna; Tepwin upmummcri e
Registration certifica e UARTOT103 | Unlimited Trom: 04.10.2018
Peve xpmmiaw nocBlient; Heobweseno 3:

Manufacturer: © Unique Pharmacestical L.ahnmmria% (a division of J. B. Chemicals &
| Pharmaccuticals Lid.), Plot No. 215-219, G.LD.C,, Industrial Ares, Panoli -
' 394 116, Dist. Bharuch, Indis
Bupobuux: § O0uin Papsactiorwra Jaboparopis (siviiaeaun pipvn «Tx. b, Kemixnos
{enn Gapmactorakny Jras)y, diasina Ne 218219, i, A L CL
| Ismcrpian Epia, Tlaroai - 394 116, okpyr bxapyx, Ingin

Certificate of GMP compliance No.: | dated: | .
‘ S 7. p
~ Cepragivay sianosinocri HBIT Me: | BSZIZVGNIP Bl1: 3 - 2{} ”
Aua!} $is procedu re results /
o . Pesy auTaTH NPOBEICHNA ANANITY
NAME OF METHODS OF
PARAMETER / REQUIREMENTS ¢ CONTROL, / RESULTS
HAIBA BHMOI'H METOAN PEIYIAbLTATH
NOKAIHHEA KOHTPOIID
Appearance Purplered oolor, Irsngular shape, biconve film- . visually Conniies
coated tablets inserbed with =100 o vne side ’ "» -
o - Hyprypao-sepsonern koeopy TprEyTHol dopsi | ], Risyasung
AROUIYEST DRPUT] IUBKOBOKY OSCUIGHRON Buanosinac
TR, 3 wanscos o 10e 3 pnmomo Goky e

Average weight of oM g+ 5% P2 BPE X G - )
Tublets S . B 63398 mp
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@ UNIQUE PHARMACEUTICAL LABORATORIES
, . A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

GOOD PEQOPLE
_for GOOD HEALTH
NOVAGRA EURO | Certificate No.: Page234 |
HOBATPA €BPO | Ceprngikar Me: 10FP25002409 Cropinka234
NAME OF 3 METHODS OF
PARAMETER/ REQUIREMENTS/ CONTROL/ RESULTS/
HA3BA BUMOI'H METOAN PE3YJIBTATH
NOKA3HUKA: KOHTPOJIIO
Uniformity of mass Mass of not more than two tablets, may deviate p.3, BP*,
from the average mass by more than 5 %, and none | XII G Complies
- by more than 10%
OanopianicTs macu Maca He 6isblle HiX TBOX Tabi1eTOK, MOXKE n.3, bo* XII G
BIAXMIATHCE BiJX cepeanboi Macy Ginblie Hixk Ha S Biarosizac
% i xoaHa — He Binbilie Hixx Ha 10%
Uniformity of dosage Acceptance value (AV) <15 p.4, in-house
units monograph, 1.4%
USP* <905>
OuanopianicTs Yucno npuitnataocti (AV) < 1S - .4, BHYTpilms
| 1030BaHHX OAHHHUBL ' MoHorpacis, 14%
F O.CILIA* ’
<905>
. Identification Retention time of principal peaks in p.5, HPLC,
: Sildenafil chromatograms of the rest and the standard in-house
solutions, obtained in the “Assay” test should monograph, Complies
coincide. BP* 1II D
laenTudixauis Yac yTpMMyBaHHA OCHOBHHX NiKiB Ha n.5, BEPX
Cwnnenadin Xpomarorpamax 0oc.1i0xCyearno2o i cmawdapmuozo | BHyTpILLHS -
po3vunie, OTpUMAHHX B po3nini «KinskicHe moHorpadis,
BH3HAMEHHA » TOBUHEH CMiBNanarH. bO* 111D
Dissolution Not less than 80 % (Q) of label claim of sildenafil | p.6, USP* 100 %
should dissolve during 45 minutes. <711> °
Pozyunenns He mene 80 % (Q) Bim 3a4BneHOT KijIbKOCTI n.6, ®.CILIA*
cuiitenadiny MOBUHHO POSUMHUTHCH NpoTaroM 45 | <71 1> 100 %
XBUJIHH.
Disintegration (in Not more than 30 minutes. p.7, BP*, XI1 A .
water) 3 min. 00 sec.
Poznaxauns (y soni) He 6inbule ik 30 xBHAKH. n.7, bd*, XII A
3 xB. 00 cex.
_Assay For realise: p.8, HPLC, in-
: Sildenafil 95.0% ~ 105.0% of label claim of sildenafil, i.e. house
95.0 mg/tablet to 105.0 mg/tablet. monograph, 98.8 %
For shelf life: BP* 1ILD 98.78 mg/tablet
90.0 % — 110.0% of la Idenafil, i.e.
90.0 mg/tablet to Im
Kiabkicne s eunycky: // g&“ No;; \ 1.8, BEPX 98.8 %
BH3IHAYEHHA S g;,
7 —
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9 Factory: 9 Registered Office: @ Corporate Office: _
CIN: 1.24390MH1976PLCO19380 CIN: L24300MH1976PLCOT9380 CIN: L74390MH1976P1LCD19380
Plot 21510 219, GIDC industrial Estate Neelam Centee, '8 Wing, 47 Fioor, Crergy iT Park, Umit A 8" Floor,
Panoli - 394 116, Bharuch, Gujarat. Hind Cycle Road, Worli, Mumbai - 400030, Appa Saheb Marathe Marg,

U 4012646272472/ 784 /304 /7837335 L #9122 24822222 Prabhadevi, Mumbai -- 400025,

@ ibepl.paroliGibpharma.com L +91 722 24295200/5500




@ UNIQUE PHARMACEUTICAL LABORATORIES
- A Division of | B. CHEMICALS & PHARMACEUTICALS UIMITED

G000 PEDPLE
for GOOB HEALTH
NOVAGRA EURO Certificate No.: v Page 314
O 4L et WFPZSMM% P ,
HOBAI'PA €BPO Cepruginar No: Cropinxa 334
NAME OF METH(}D!& OF
PARAMETER/ REQUIREMENTS ¢ CONTROL/ RESULTS/
HA3IBA BRMOI'# METOIH PEIYALTATH
. HOKATHHKA KOHRTPOIK)
L ’wum%n £ @500 - 105.0% BiX 3R4RICHOT KiTbEeeT HY TERLEH 04,78
cuatcHspiny, Todine pin 850w rafacrry 50 smenorpadiz, 0 s Tadaerey
L8505 i radaeTyy, (B 1D
SR IRED MY BRI
WLt - 110.0% wla sasaneiol xbeord
cunaenadit oy, TabTo i Y00 arvalaersy an
00 M vl sy o
Rebuted subsinpres Aaty :m*s{scu%wd impurity - not more than 0.2% P9, HPLL, in- D03 Y
Totad semsoirst of mpurities - not more fhan 0.3 % house DD %
menograph,
P . PR g . % S Bi”' a“ {} ,,,,,,,,, . TR
Cruy sl aostoarn By b9 RN TR KO SostimRa - He Olnane | o9 BEPX Q03 %
LR HEY'T pAELIBER
Taraanha KiNesKIcTe A0 ik - we Sasme 6,5 %% sonvepades, o,
- ) Epe HID . :
Microhiologival purity | [n the prosiuct @ is accepted: p A, Ph Eurx, L
otal pernbic micrabtad count U7 AMC) - 5. 26,02, ! Complies
st more than 100 CFLU 2643 ‘
ttl yeasts and monids count TTYMU) - pot mare | USPY, <61, Comgplies
than 1D CHLE,  <HY
Notallowed F. Caliin | g of provtugt ‘ Complies
Mikpodinsoriang B upenapian SompCraEThON cno i,
HHETOTS FHPRLARHE Hei aepoliuay Mispoopranisia (Dt p 2602, Binnoniiae
{TAMCOY - He Glnaie 10 KYQ; 2633
ML TRHE HHCAS IPIEROBIX Ta usiongsny rpadin | GOHIAY, Bianoainae
{EYMO - ne Guamipe 100 KY O <61, <62
. - He aonyeksemes B, Calig | 7 spenapary Bianosizar
T Current edition. A lnm%‘ BELANNRE, T
. Labellirg: Should correspond tir the registered labelling. Compties
_Mapxyuanin: Do pisnosizany sapwee CTPORIHOMY MAPKYRINHKS, Bianoniaue
i Pockaging: Should wm'spmd i the reguiremenss of MOU, Carmplies
 Hawyeanuw: s m m«mmm N BEMOTAM AMEH. B;,“mmaam

l’ herchy certify thut the above information is authentic and uccurate. This batch o of proddict has heen monufaciured,
tnctuding packagingdabellting and quality control analysis, af the above mentioned site in full compliagace with the
GMP requirements of the focnl Regularery Authariey and with the specification avatlable in registration dosster.,
Protocels of bitch pracessing, packaging end anelysis records were reviewed amd found te be in compliance with
LeME L horehy confirm that il production stages for this batch of finished product were carvied out In full
compliance with the requiresments speclfiod b the mmm & «'H‘P guidelines approved by the Ministry of Health of

9 Factary: 9 Registored Difce.
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UNIQUE PHARMACEUTICAL LABORATORIES |

A Tison ot J. B, CHEMICALS & PHARMACEUTICALS LIMITED

B

GOOD PEOPLE
for GOOD HEALTH

NOVAGRA EURO © Certifieate No.: Page 414

HOBAIPA €BPO . - ~ Cepradixay Ni: 10FP25002409 Cropinka 4 3 4

HuM & 1a0Ridnym, wo inasedena eutiie Induopstiauia ¢ decmpripuss mo mosiens. L copine npodysudi dyaee
BHPOSACHE (RTINS RORTSAHER/NAPRYSAIA} N Bposedenn Kowmipaan I arecni He suwlesamavcitia dixsryi
¥ nodintis withrosidnwce ¥ snsocan GMP, sOmManasTeHwi MicHenss Pesyaumupuss QpInom, i maKe e
slonaaitne do cneunginmigid, mo Micmumses ¢ peecmpauiiingsy docwr. [Tpomosats supibuuymed, ROKYSIHR 1w
anarizie 6y.ro nepesyanyme ma scrinostens sidnogidiicme GMP, Huw nidosepdscyn, o acl supabiai cmaoff
AR qick copit 2omaeni npedvrnil By sOIcHeni 8 nosniil rIOnoeidnocmi 3 FILMOSIME, HIINGRERILY ¢ winuli
nacmanost 1 GMP, mmeepdacenii Minicmepemaay oxeponi sdopos’s Yapainu.

Nume aad positivn of person responsible for the snalysiss | M AP, SHAH
Npimmmne v nocasy ocofu, wo simesiaes sa awaaiy | A, 11 (ilay (
Grencral Manager - QO

R Kepinunx - KH :
Sigrature of person responsible for snalysis; ‘ 7
s ocofin, mo sixmonizac @ anmai:

Name and pasition of person responsible for batch refease: | Hasmukh Jaysinh Arva
[Apisumne 1a poca1 acoba, mo slimoslaae 18 emves copil: Xacyyx Lxaiicin Apa
Assist. Manager Quality Assurance
Acrer. Inheineqenny uxocti menegsepn |

Signature of persnn responsible for bateh release; |
_ Nigeme ocofie, wo slanosiaac s puayex cepil; -

ot -
Date of signature: . o4 o Nt Y
- 2elot k= »

Jdars nianncanun:

D\.i HA\

@ Fuctory: *
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AEPXJINKCITYXBA

JAEPKABHA CJIYKBA 3 JIIKAPCbKUX 3ACOBIB TA KOHTPO.I1O 3A

HAPKOTHKAMM Y TEPHOIILJIbCBKIM OBJIACTI

Byn. Bponisceka, 5, M. Teproninb, 46002, 1.(0-352) 52-67-57, 25-08-59
E-mail: dls.te@dls.gov.ua, Kog €IPIIOY 37076515

BUCHOBOK

Npo sIKicTh BBe3eHOro B Y KpaiHy Jikapchbkoro 3acoly

15.08.2025 Ne 40565/25/19

HOBAI'PA €BPO

(HaiMeHyBaHIA TiKapCchKOro 3acoBy 3riRHO 3 PEECTPALINHEM NOCBIAMCHHAM)

Tab.1eTKH, BRPHTI MIiBKOBO10 0601011K010, 10 100 M, o 4 TadaeTkH, BRPHTHX NBKOBOIO

000JI0HKO10, Y GJticTepi; no 1 GicTepy B KapToHHiil kopobui

(bopya BUICKY, J03yBaHHs, BHI NaKyBallid 1iKapchkoro 3acoly)

Homep peectpauiiisoro nocsinyenns UA/8707/01/03 ctpox aii peectpauiithoro nocsinuenns 01.01.2099

Cepis nixapebkoro 3acoby Ne PP625003A KinbkicTs BBe3eHOrO stikapebkoro 3acoby 4500
BipoGiik IOnix @apmacsiotikan JlaGoparopis (Binaincnns ¢pipmu "Ik, b.
Kemikans en @apmacerotuxans Jita."), [nnais
(HaliMeHyBaHHA BUPOOHMKA JiKapCHKOTo 3ac00y, KpaiHa MOXOIKeH )
BaeseHo B Vkpainy TosapueTBo 3 o0Me:keHo10 Binnosigaasuicrio "Konapk Inveamen',

inenT. koa: 25182226

(naitmenysanns Ta kox 3a €APTIOY topuanunoi ocobu abo npissuuie, iM'a, 10 Sarskosi digut ol

ocobu - ninnpuemug, i Miclie NPOXKUBARHA Ta PEECTPALIHHKA HOMEP 00AIKOROT KAPTKH TIFTHMKY

nogarkis abo cepist ta HOMEP nacnopTa)
fIpoToxon Bisyanshoro xontpoaw sig 21.07.2025 N 271. -

JlabopaTtopuuit aHani3 aKocTi AikapcsRoro 3acody 3ailicHeH il

JlaGopatopis 3 KOHTpOJIEO sKoCTI Jikapeskux 3aco6is TOB "JOBPOBY T-JIIKUJIAB" (m. Kuid
Bya1. Hoeropoa-CiBepcbka, 6ya.3, HeXXHTIOBI IpHMileHHs 92) 1

o

(matiMeryBanHs Ta MICHE3HAXOUKEHHS TabopaTopil, 1o nposena nadopaTopHui aHal3 AKOCTI)

BrcHOBOK o0 aKocTi Nikapcbkoro 3acoly, Bunanuil naGoparopicio sin 11.08.2025 Ne 1157-25

PesyasTaTyt 1aSopaTopHOro aHaisy AKOCT Jikapchkoro 3aco0y 3a MepeBipeHnMy NOKasHikaMK BigNoBial0TH.

BHMOTAM METOAIB KOHTPOIIO AKOCTI (RHATITHIHO-HOPMATHBHOT JOKYMEHTALil).

2

1

3a  pesyapTaTaMid  ICPKABHOIO KOHTPONIO BCTAHOBNEHO, IO nikapchkmil  3acid BaeicHe B yxpa‘x’*y

AOTPHMAHHAM BuMOr 3aKOHOIABCTBA WIOLO 3a02311EYEHHA AKOCTI IKAPCHKAX 3aC00iB.

T.B.0 HauansHuKa cinyx0u

(nocaacna ocoda OPTiaHy JCPAABHOIO KOI‘“‘})C.’IIO)

M.IL

05 3e°
€ guid¥
seeaatg




UNIQUE PHARMACEUTICAL LABORATORIES

GOOD PEDPLE
for GOOD HEALTH

A Division of J. B, CHEMICALS & PHARMACEUTICALS LIMITED

NOVAGRAEURO [~
i ’gizj; B € ﬁﬁ ) Tl 4 ;

" CertificateNos | oo .
C‘emgngg rar Ne: | - AOFPISON2432

BATCH CERTIFICATE
CEPTHOIKAT HA CEPIIO

Product pame:

| ___Haea npoayxuil: =k

Pharmaceutical form:
Jixapcexa opma:

NOVAGRA EURO T Manufactaring country: | India

HOBAI'PA €BPO : Kpalus-supobum:

fugin
flim-conted tablets License No.: G430
TalaeTy, veputi niiskosow oboaonxkow Jlinemsin Ne;

Strength/potency:
Cuna giVakrumgicrs:

1 tablet contains silderafil citrate equivalent to 180 meg of sildenafil
1 Tabrersa MicTHTs cAzeuadiny unTpaty exsisascuruc 100 mr

cunaenzplay

Type and size of
packaging:

Bun i poamip
YNAKOBKH!

4 fllm-coated tablets in a blister, 1 blister in a cardboard box with Ukrainian
and Eaglish lunguages labeling

na 4 vaGaern, seputux gaisxoso obononxow, y Galerepi, no 1 GoicTepy B
saprouniil xopobuj 3 Maprysanuam yRpalicLioio Ta anralicskoio MoRaVR

Batch No.:

Cepis Ni:
Manufacturing date: |
_Jara smpobrugrsa: 4672025

_ Batch size: boxes
EPaISHsA Poisip cepil: 40500 Kopolox

Expiry date: |
HIATHOCTH: 952028

Tepuinn
Registration certificate: Unlimited from:
Pe S Mol UA/8707/01/0) Heob o 3: 04.10.2018
Manuafacturer: | Unique Pharmaceutical Laboratories (= division of J. B, Chemicals &
Pharmaceuticals Lid.), Piot No. 215-219, G.LD.C., Industrial Area, Panoli -
354 116, Dist. Bharuck, India
HOuix PapmacsioTnran Jdaboparopls (sllacann Gipmn «/Ix. B. Kemixans
eny Capasceioruwans Jirae), Tinsska N 215-219, Jxi. A%, J(L CL
| Iuaacrpisa Epia, ITanoni - 394 116, oxpyr Bxapyx, Inain
Certificate of GMP complunce No.: dated:
Ceprudinar sianosinuocyi HBIL M: #362023/GMF BiL:
Anslysis procedure results /
DBCACHHA R

Bupobuux:

27.11.2023

Appearance Purple~red colos, triangular shape, biconvex film- | p.) vi Comoli
coated tablets inscribed with “100™ an one side mpres
Onnc TTypnypao-uepsonoro koaLsopy TpaxyTrol opatn | n.l1, siayansmo
ABOOHYKAT BRPHTE U1 I8x08010 080K Bianosinae
Tabnerxn, 3 anucomt « 100w 3 oxHoro Soxy
Averag ke of 631.0mg 4 $% 2, BP*, X1 G )
h;'e'mge welght o 31 0mg+ 5 , BP*, X111 G 639.87 mg
Cepensa Maca 631 0mrx 5% 2, B, XI G
- 639,87 »

* %
//
p 07 o~ 7
% Factory: % Regivkersd Ofice: fwﬁé" Y/
CHI L 2AVECMRG 6 (T UIR0 CIN: £ 20900MH1976PLODIFIEG c u@@w PCOEa38N
Mat 215 10 299 GG widusteisl Catane Nateianr Dentre, '’ g, 4% Flopr iy 1 it & 8" Flo,
tand CyCle oo, Work, Mutios - 400030 Agpa Muocuthe Marg,

Panct - 3%4 116, Brarach, Guget
C 81 TRt JPRATT 0 TS/ 304 VTHE ) A0S »9F 22 2480021

ot panolyg gk srha, tm

Prabbhadevi, Mavoa - $HKI25
¢ +91 27 243053006 5500




UNICUE PHARMACEUTICAL LABORATORIES :

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

S~
GOOD PEOPLE
_for GOOD HEALTH
Certnﬁcate No.. :

Unlformlty of mass Mass of not more than two tablets, may deviate p.3, BP*,
from the average mass by more than 5 %, and none | XII G Complies
— by more than 10%

OaHopiaHicTb MacH Maca He Ginblie Hix ABOX TabiieTok, MoXe n.3, bo* XIIG
BIIXWIATHCB BiA cepelHboT MacH GiJibile Hix Ha 5 Bianosinae
% i xo0aHa — He 6uiblue Hix Ha 10%

Uniformity of dosage Acceptance value (AV) <15 p-4, in-house

units g monograph, 1.8%

’ USP* <905>
OaHopiaHicTb Yucno npuitHatHocTi (AV) <15 n.4, BHyTpillIHA
J030BaHHX OAHHMUb MoHorpadis, 1.8%
O.CIIA* ’
<905>

Identification Retention time of principal peaks in p.5, HPLC,

Sildenafil chromatograms of the test and the standard in-house
solutions, obtained in the “Assay” test should monograph, Complies
coincide. BP*, 111 D

IneHTndikauin Yac yrpumyBaHHs OCHOBHHX MiKiB Ha n.5, BEPX

Cungenadin XPOMATOrpaMax docaidncyeanozo i cmandapmnozo | BHYTPillIHA Bi ;
Ppo3uunig, OTpUMaHUX B po3ziii «KinbkicHe moHorpadis, 1AnoBIAAE
BH3Ha4YeHHs» ITOBHHEH CIiBNaJaTH. BO* 111D

Dissolution Not less than 80 % (Q) of label claim of sildenafil | p.6, USP* 101 %
should dissolve during 45 minutes. <711>

Po3uuHeHHS He mesue 80 % (Q) Bia 3aqBiieHol KinbKoCTi 1.6, ®.CILIA*
cwineHadiny NOBHHHO PO3YMHHTHCH NpoTarom 45 [ <711> 101 %
XBHJIHH. ~

Disintegration (in Not more than 30 minutes. p.-7, BP*, XII A )

water) 3 min. 00 sec.

Po3nagauus (y soai) He Ginbuue Hik 30 XxBHIHH. n.7, bd*, XI1 A

3 xB. 00 cek.

Assay For realise: p.8, HPLC, in-

Sildenafil 95.0% ~ 105.0% of label claim of sildenafil, i.e. house
95.0 mg/tablet to 105.0 mg/tablet. monograph, 99.6 %
For shelf life: BP*, 111 D 99.56 mg/tablet
90.0 % - 110.0% of label claim of sildenafi, i.e.
90.0 mg/tablet to 110.0 mg/tablet.

Kinbkiche Ana eunycky: ﬂ‘\ n.8, BEPX 99,6 %
BH3HAYMEHHSA TR
lﬁ\K/

9 Factory: 9 Registered Office:
CIN: L24390MH1976PLC019380 CIN: L24390MH1976PLC019380 Mtﬂ‘? 6PLC019380
Plot 215 to 219, GIDC Industrial Estate Neelam Centre, '8’ Wing, 4" Floor, C"e’gy iT Park, Unit A, 8" Fioor,
Panoli - 394 116, Bharuch, Guijarat. Hind Cycle Road, Worli, Mumbai - 400030, Appa Saheb Marathe Marg,

C +91 2646272472/ 784/304 /783 /335 L +91 2224822222 Prabhadevi, Mumbai - 400025,

@ jbepl.panocli@jbpharma.com ¢ +91 22 24395200/5500




UNIGUE PHARMACEUTICAL LABORATORIES :

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

Cwuieradin 95.0% - 105.0% »nia saxmaenol xixwrocri
cirienapiny, vobro six 95.0 srivaliersy ao smonorpai, srTalneriy
105.0 srirabneTay. BO*, D
e mepainy npudampocmi:
90.0 % - 1 10.0% s wanneno’ klaskoct
cunacuadiny, robro sin 90.0 MriTafinerky fo
110.0 mrirabaerky. _
Related subsiances Any unspecified impurity — not more than 0.2% p.9, HPLC, in- 0.03 %
Totad amount of impurities — not more than 0.5 % | house 0.09 %
monograph,
BP*. I D
Cynyrai nosdunun Byn-uxa weinenrudicosana mosimua — we Sinsime | 0.9, BEPX 0,03 %
’ 2% BHYTPitl
Jaransts kiapkicTe tominiox - ne Sitewe 0.5 % MoHorpadix, 0,09 %
BO*, D
Microbiological purity | In the product it is accepied: p.10, Ph. Eur.®,
total aerobic microbial count [TAMC) - % 2.6.12, Complies
not more than 1000 CFU/g; 26,13
total yeasts and moulds count (TYMC) - pot mere | USP*, <6i>, Complies
than 100 CFU/g. 6>
Not allowed E. Coli in | g of product Complics
Mixpotiioaoriune B npenapari aonyckuerson: n 10,
SHCTOTA JArALHC YHCRO Bepolnis MIKPOOpANiIMin E€d*, p. 2612, Bitnosime
(TAMC) - we Ginnwe 1000 KYO/rs 2.6.13
MIATHHE YHCNO APTDROBUX Ta ruticuaaux rpefin | O.CHIAY, Binnosiaae
(TYMC) - ne Gianme 100 KYOiT, <H 1, <6
He ponycsacrnes E. Cali 8 1 r npenapary Bianosinse
* Current edition, / Jlisoue BrtaHnR,
Labelling: Should correspond to the registered labelling. Complies
Maprysanuns: TloBHIHO BIANOBIIATH JAPSECTPORAHOMY MADKYBIHHIO. Binnoaimae
Packaging: Should correspond to the requirements of MQC. Complies
Naxysannsu; [osunno sianoiza sisoram MKS, Binnosigae

{ hereby certify that ihe above information ks authentic and accurate. This batch of product has been mannfactured,
including packoging/labeiling and quullly control analysis, at the above mentioned site in full complicnce with the
GMP requirements of the local Regulatory Authority and with the specification available in regisiration dossier.
Protoculs of batck processing, packaging and analysis  were revivwed and fownd to be in compliance with
GMP. 1 hereby confirm that all production stages f; r-of finished product were carvied out in full

fongiotored Office:
CIN: L I000HT S 7RPLCD 19380
Pigk 21510 D%, BIDC industrinl Extate Siecism Cantrs, 'R "Wing, 47 Floar,
Bl - 394 136, Bharach, Gugarat shad Cycle o, Waorl( Mumba: - 400030,
L R 2640 TV2 472 FRA ) OA SIS 138 . 19T B2 24822022
& hept panoli@ibhphacma som

¥ Fuciony: v

CHN: L2930MH 1S8R L1938 IR TR0 1 1P Y168

Lnergy 1T Pk, it & 87 Flpos

Appa Suheb Marathe Marg.

Prabhade | Mumbo: - 400025,
L 91 22 24395201 S5O0




UNIQUE PHARMACEUTICAL LABDRATORIES

A Division of J. B, CHEMICALS & PHARMACEUTICALS LIMTED

' \,am ety S ;.,» i m‘“\ : d?«f“, .‘ ‘, ,Cerﬁﬂc:‘wtc}ﬁo‘z § ? u"f,, \Wemevwém“

Lium A saceidwgyio, mo nasedena suuie ingopsiayin £ docmoniprom ma mownow, Lho cepir npodyxyll fyae
Supolieny (BRIOVIOIH RAKYREINNAMUPRFSTHRA) PN APOSEDeNs KONMPOTe IT AKGCH Na 6UMEIRINGHENTR divsnai
¥ noenilil glonosionoemi 3 amozan GMP, scranoszennMi MiCKEGUM PEFININOPRUMN OpZOIOM, & MGKONC
sidnosidno do cuegugpicanliy; wo micmumpen ¢ pecempaglitnosy docse. HlpomoxoIu supolunymmy, NaKYBANHE It
anavizie SyT0 NEPEZIANYIIO id ScranoRIeno sidnusionicmy GMP. Hum nidmeepdonymw, siio ool supednigi caadi
dan wicl cepll 2omosot npodysnll Syaw sdificnent 8 nosnlii sionosionocmi 3 SMOZoNM, JTINAVEHENN & YRNNIT
nacmanoai 3 GMP, 3ameepasicenii Minicmepomaon axopony sdopos’s Yxpaluu.

Name and position of person responsible for the aualysis: | Mr. AP. SHAH
Mpisanme va nocann ocols, o sianosinne 32 anxais; | A, IL Hiax
' General Manager - QC
Kepianux - K#
Signature of person responsible for analysis;
Manue ocobun, mo sinnosinac 3a ananls; g)

Name and position of person responsible for bateh release: | Hasmukh Jaysiah Arya
Mpizaime ¥a nocann ocoln, mo eianosinac 3a sunycx cepli: | Xacmyw Qxalicls Apu

Assist. Manager Quality Assurance

Acwcr, SMEUCHNN HRUCTi NeneDReps
Signature of person responsible for batch release: !
Nianwe ocobu, mo mianoslitac sa sunycex cepil: :

Date of signature: E@' vy D

Jara niynwcanun; !

v 1 g ¥ Regtered Uffice; ¢ Corporase Offica:
CIN: L2AGDMH 1 9 7G0T RER) CIN: L 24390 S76PLCLTI38 M L24300MH TR EPLCD 1 2380
Fod T8 1o 219, GINCS Industrinl Extule Newlan Conire. B Wing 4" Fioor, Crargy & Patk, Unt A8 Flaos,
Pt - 394 118, Bherach, Gaarel. Hid Cptle Rosd, Wadl, Mumba ~ #0038 Ao Salwiy Mintatha Mg,

{ FE RDAS ITLAL VA S04 /TBE £ 335 o O 22 4B202 Prabbadewi, Mumba: - 400025,

& hogt panaligibpteemo com L DY 22 2439500 S 500




AEPXJINKCITYXBA

JAEPKABHA CJIYKBA 3 JIIKAPCbKUX 3ACOBIB TA KOHTPO.I1O 3A

HAPKOTHKAMM Y TEPHOIILJIbCBKIM OBJIACTI

Byn. Bponisceka, 5, M. Teproninb, 46002, 1.(0-352) 52-67-57, 25-08-59
E-mail: dls.te@dls.gov.ua, Kog €IPIIOY 37076515

BUCHOBOK

Npo sIKicTh BBe3eHOro B Y KpaiHy Jikapchbkoro 3acoly

15.08.2025 Ne 40565/25/19

HOBAI'PA €BPO

(HaiMeHyBaHIA TiKapCchKOro 3acoBy 3riRHO 3 PEECTPALINHEM NOCBIAMCHHAM)

Tab.1eTKH, BRPHTI MIiBKOBO10 0601011K010, 10 100 M, o 4 TadaeTkH, BRPHTHX NBKOBOIO

000JI0HKO10, Y GJticTepi; no 1 GicTepy B KapToHHiil kopobui

(bopya BUICKY, J03yBaHHs, BHI NaKyBallid 1iKapchkoro 3acoly)

Homep peectpauiiisoro nocsinyenns UA/8707/01/03 ctpox aii peectpauiithoro nocsinuenns 01.01.2099

Cepis nixapebkoro 3acoby Ne PP625003A KinbkicTs BBe3eHOrO stikapebkoro 3acoby 4500
BipoGiik IOnix @apmacsiotikan JlaGoparopis (Binaincnns ¢pipmu "Ik, b.
Kemikans en @apmacerotuxans Jita."), [nnais
(HaliMeHyBaHHA BUPOOHMKA JiKapCHKOTo 3ac00y, KpaiHa MOXOIKeH )
BaeseHo B Vkpainy TosapueTBo 3 o0Me:keHo10 Binnosigaasuicrio "Konapk Inveamen',

inenT. koa: 25182226

(naitmenysanns Ta kox 3a €APTIOY topuanunoi ocobu abo npissuuie, iM'a, 10 Sarskosi digut ol

ocobu - ninnpuemug, i Miclie NPOXKUBARHA Ta PEECTPALIHHKA HOMEP 00AIKOROT KAPTKH TIFTHMKY

nogarkis abo cepist ta HOMEP nacnopTa)
fIpoToxon Bisyanshoro xontpoaw sig 21.07.2025 N 271. -

JlabopaTtopuuit aHani3 aKocTi AikapcsRoro 3acody 3ailicHeH il

JlaGopatopis 3 KOHTpOJIEO sKoCTI Jikapeskux 3aco6is TOB "JOBPOBY T-JIIKUJIAB" (m. Kuid
Bya1. Hoeropoa-CiBepcbka, 6ya.3, HeXXHTIOBI IpHMileHHs 92) 1

o

(matiMeryBanHs Ta MICHE3HAXOUKEHHS TabopaTopil, 1o nposena nadopaTopHui aHal3 AKOCTI)

BrcHOBOK o0 aKocTi Nikapcbkoro 3acoly, Bunanuil naGoparopicio sin 11.08.2025 Ne 1157-25

PesyasTaTyt 1aSopaTopHOro aHaisy AKOCT Jikapchkoro 3aco0y 3a MepeBipeHnMy NOKasHikaMK BigNoBial0TH.

BHMOTAM METOAIB KOHTPOIIO AKOCTI (RHATITHIHO-HOPMATHBHOT JOKYMEHTALil).

2

1

3a  pesyapTaTaMid  ICPKABHOIO KOHTPONIO BCTAHOBNEHO, IO nikapchkmil  3acid BaeicHe B yxpa‘x’*y

AOTPHMAHHAM BuMOr 3aKOHOIABCTBA WIOLO 3a02311EYEHHA AKOCTI IKAPCHKAX 3aC00iB.

T.B.0 HauansHuKa cinyx0u

(nocaacna ocoda OPTiaHy JCPAABHOIO KOI‘“‘})C.’IIO)

M.IL

05 3e°
€ guid¥
seeaatg




UNIQUE PHARMACEUTICAL LABORATORIES

GOOD PEDPLE
for GOOD HEALTH

A Division of J. B, CHEMICALS & PHARMACEUTICALS LIMITED

NOVAGRAEURO [~
i ’gizj; B € ﬁﬁ ) Tl 4 ;

" CertificateNos | oo .
C‘emgngg rar Ne: | - AOFPISON2432

BATCH CERTIFICATE
CEPTHOIKAT HA CEPIIO

Product pame:

| ___Haea npoayxuil: =k

Pharmaceutical form:
Jixapcexa opma:

NOVAGRA EURO T Manufactaring country: | India

HOBAI'PA €BPO : Kpalus-supobum:

fugin
flim-conted tablets License No.: G430
TalaeTy, veputi niiskosow oboaonxkow Jlinemsin Ne;

Strength/potency:
Cuna giVakrumgicrs:

1 tablet contains silderafil citrate equivalent to 180 meg of sildenafil
1 Tabrersa MicTHTs cAzeuadiny unTpaty exsisascuruc 100 mr

cunaenzplay

Type and size of
packaging:

Bun i poamip
YNAKOBKH!

4 fllm-coated tablets in a blister, 1 blister in a cardboard box with Ukrainian
and Eaglish lunguages labeling

na 4 vaGaern, seputux gaisxoso obononxow, y Galerepi, no 1 GoicTepy B
saprouniil xopobuj 3 Maprysanuam yRpalicLioio Ta anralicskoio MoRaVR

Batch No.:

Cepis Ni:
Manufacturing date: |
_Jara smpobrugrsa: 4672025

_ Batch size: boxes
EPaISHsA Poisip cepil: 40500 Kopolox

Expiry date: |
HIATHOCTH: 952028

Tepuinn
Registration certificate: Unlimited from:
Pe S Mol UA/8707/01/0) Heob o 3: 04.10.2018
Manuafacturer: | Unique Pharmaceutical Laboratories (= division of J. B, Chemicals &
Pharmaceuticals Lid.), Piot No. 215-219, G.LD.C., Industrial Area, Panoli -
354 116, Dist. Bharuck, India
HOuix PapmacsioTnran Jdaboparopls (sllacann Gipmn «/Ix. B. Kemixans
eny Capasceioruwans Jirae), Tinsska N 215-219, Jxi. A%, J(L CL
| Iuaacrpisa Epia, ITanoni - 394 116, oxpyr Bxapyx, Inain
Certificate of GMP complunce No.: dated:
Ceprudinar sianosinuocyi HBIL M: #362023/GMF BiL:
Anslysis procedure results /
DBCACHHA R

Bupobuux:

27.11.2023

Appearance Purple~red colos, triangular shape, biconvex film- | p.) vi Comoli
coated tablets inscribed with “100™ an one side mpres
Onnc TTypnypao-uepsonoro koaLsopy TpaxyTrol opatn | n.l1, siayansmo
ABOOHYKAT BRPHTE U1 I8x08010 080K Bianosinae
Tabnerxn, 3 anucomt « 100w 3 oxHoro Soxy
Averag ke of 631.0mg 4 $% 2, BP*, X1 G )
h;'e'mge welght o 31 0mg+ 5 , BP*, X111 G 639.87 mg
Cepensa Maca 631 0mrx 5% 2, B, XI G
- 639,87 »

* %
//
p 07 o~ 7
% Factory: % Regivkersd Ofice: fwﬁé" Y/
CHI L 2AVECMRG 6 (T UIR0 CIN: £ 20900MH1976PLODIFIEG c u@@w PCOEa38N
Mat 215 10 299 GG widusteisl Catane Nateianr Dentre, '’ g, 4% Flopr iy 1 it & 8" Flo,
tand CyCle oo, Work, Mutios - 400030 Agpa Muocuthe Marg,

Panct - 3%4 116, Brarach, Guget
C 81 TRt JPRATT 0 TS/ 304 VTHE ) A0S »9F 22 2480021

ot panolyg gk srha, tm

Prabbhadevi, Mavoa - $HKI25
¢ +91 27 243053006 5500




UNICUE PHARMACEUTICAL LABORATORIES :

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

S~
GOOD PEOPLE
_for GOOD HEALTH
Certnﬁcate No.. :

Unlformlty of mass Mass of not more than two tablets, may deviate p.3, BP*,
from the average mass by more than 5 %, and none | XII G Complies
— by more than 10%

OaHopiaHicTb MacH Maca He Ginblie Hix ABOX TabiieTok, MoXe n.3, bo* XIIG
BIIXWIATHCB BiA cepelHboT MacH GiJibile Hix Ha 5 Bianosinae
% i xo0aHa — He 6uiblue Hix Ha 10%

Uniformity of dosage Acceptance value (AV) <15 p-4, in-house

units g monograph, 1.8%

’ USP* <905>
OaHopiaHicTb Yucno npuitHatHocTi (AV) <15 n.4, BHyTpillIHA
J030BaHHX OAHHMUb MoHorpadis, 1.8%
O.CIIA* ’
<905>

Identification Retention time of principal peaks in p.5, HPLC,

Sildenafil chromatograms of the test and the standard in-house
solutions, obtained in the “Assay” test should monograph, Complies
coincide. BP*, 111 D

IneHTndikauin Yac yrpumyBaHHs OCHOBHHX MiKiB Ha n.5, BEPX

Cungenadin XPOMATOrpaMax docaidncyeanozo i cmandapmnozo | BHYTPillIHA Bi ;
Ppo3uunig, OTpUMaHUX B po3ziii «KinbkicHe moHorpadis, 1AnoBIAAE
BH3Ha4YeHHs» ITOBHHEH CIiBNaJaTH. BO* 111D

Dissolution Not less than 80 % (Q) of label claim of sildenafil | p.6, USP* 101 %
should dissolve during 45 minutes. <711>

Po3uuHeHHS He mesue 80 % (Q) Bia 3aqBiieHol KinbKoCTi 1.6, ®.CILIA*
cwineHadiny NOBHHHO PO3YMHHTHCH NpoTarom 45 [ <711> 101 %
XBHJIHH. ~

Disintegration (in Not more than 30 minutes. p.-7, BP*, XII A )

water) 3 min. 00 sec.

Po3nagauus (y soai) He Ginbuue Hik 30 XxBHIHH. n.7, bd*, XI1 A

3 xB. 00 cek.

Assay For realise: p.8, HPLC, in-

Sildenafil 95.0% ~ 105.0% of label claim of sildenafil, i.e. house
95.0 mg/tablet to 105.0 mg/tablet. monograph, 99.6 %
For shelf life: BP*, 111 D 99.56 mg/tablet
90.0 % - 110.0% of label claim of sildenafi, i.e.
90.0 mg/tablet to 110.0 mg/tablet.

Kinbkiche Ana eunycky: ﬂ‘\ n.8, BEPX 99,6 %
BH3HAYMEHHSA TR
lﬁ\K/

9 Factory: 9 Registered Office:
CIN: L24390MH1976PLC019380 CIN: L24390MH1976PLC019380 Mtﬂ‘? 6PLC019380
Plot 215 to 219, GIDC Industrial Estate Neelam Centre, '8’ Wing, 4" Floor, C"e’gy iT Park, Unit A, 8" Fioor,
Panoli - 394 116, Bharuch, Guijarat. Hind Cycle Road, Worli, Mumbai - 400030, Appa Saheb Marathe Marg,

C +91 2646272472/ 784/304 /783 /335 L +91 2224822222 Prabhadevi, Mumbai - 400025,

@ jbepl.panocli@jbpharma.com ¢ +91 22 24395200/5500




UNIGUE PHARMACEUTICAL LABORATORIES :

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

Cwuieradin 95.0% - 105.0% »nia saxmaenol xixwrocri
cirienapiny, vobro six 95.0 srivaliersy ao smonorpai, srTalneriy
105.0 srirabneTay. BO*, D
e mepainy npudampocmi:
90.0 % - 1 10.0% s wanneno’ klaskoct
cunacuadiny, robro sin 90.0 MriTafinerky fo
110.0 mrirabaerky. _
Related subsiances Any unspecified impurity — not more than 0.2% p.9, HPLC, in- 0.03 %
Totad amount of impurities — not more than 0.5 % | house 0.09 %
monograph,
BP*. I D
Cynyrai nosdunun Byn-uxa weinenrudicosana mosimua — we Sinsime | 0.9, BEPX 0,03 %
’ 2% BHYTPitl
Jaransts kiapkicTe tominiox - ne Sitewe 0.5 % MoHorpadix, 0,09 %
BO*, D
Microbiological purity | In the product it is accepied: p.10, Ph. Eur.®,
total aerobic microbial count [TAMC) - % 2.6.12, Complies
not more than 1000 CFU/g; 26,13
total yeasts and moulds count (TYMC) - pot mere | USP*, <6i>, Complies
than 100 CFU/g. 6>
Not allowed E. Coli in | g of product Complics
Mixpotiioaoriune B npenapari aonyckuerson: n 10,
SHCTOTA JArALHC YHCRO Bepolnis MIKPOOpANiIMin E€d*, p. 2612, Bitnosime
(TAMC) - we Ginnwe 1000 KYO/rs 2.6.13
MIATHHE YHCNO APTDROBUX Ta ruticuaaux rpefin | O.CHIAY, Binnosiaae
(TYMC) - ne Gianme 100 KYOiT, <H 1, <6
He ponycsacrnes E. Cali 8 1 r npenapary Bianosinse
* Current edition, / Jlisoue BrtaHnR,
Labelling: Should correspond to the registered labelling. Complies
Maprysanuns: TloBHIHO BIANOBIIATH JAPSECTPORAHOMY MADKYBIHHIO. Binnoaimae
Packaging: Should correspond to the requirements of MQC. Complies
Naxysannsu; [osunno sianoiza sisoram MKS, Binnosigae

{ hereby certify that ihe above information ks authentic and accurate. This batch of product has been mannfactured,
including packoging/labeiling and quullly control analysis, at the above mentioned site in full complicnce with the
GMP requirements of the local Regulatory Authority and with the specification available in regisiration dossier.
Protoculs of batck processing, packaging and analysis  were revivwed and fownd to be in compliance with
GMP. 1 hereby confirm that all production stages f; r-of finished product were carvied out in full

fongiotored Office:
CIN: L I000HT S 7RPLCD 19380
Pigk 21510 D%, BIDC industrinl Extate Siecism Cantrs, 'R "Wing, 47 Floar,
Bl - 394 136, Bharach, Gugarat shad Cycle o, Waorl( Mumba: - 400030,
L R 2640 TV2 472 FRA ) OA SIS 138 . 19T B2 24822022
& hept panoli@ibhphacma som

¥ Fuciony: v

CHN: L2930MH 1S8R L1938 IR TR0 1 1P Y168

Lnergy 1T Pk, it & 87 Flpos

Appa Suheb Marathe Marg.

Prabhade | Mumbo: - 400025,
L 91 22 24395201 S5O0




UNIQUE PHARMACEUTICAL LABDRATORIES

A Division of J. B, CHEMICALS & PHARMACEUTICALS LIMTED

' \,am ety S ;.,» i m‘“\ : d?«f“, .‘ ‘, ,Cerﬁﬂc:‘wtc}ﬁo‘z § ? u"f,, \Wemevwém“

Lium A saceidwgyio, mo nasedena suuie ingopsiayin £ docmoniprom ma mownow, Lho cepir npodyxyll fyae
Supolieny (BRIOVIOIH RAKYREINNAMUPRFSTHRA) PN APOSEDeNs KONMPOTe IT AKGCH Na 6UMEIRINGHENTR divsnai
¥ noenilil glonosionoemi 3 amozan GMP, scranoszennMi MiCKEGUM PEFININOPRUMN OpZOIOM, & MGKONC
sidnosidno do cuegugpicanliy; wo micmumpen ¢ pecempaglitnosy docse. HlpomoxoIu supolunymmy, NaKYBANHE It
anavizie SyT0 NEPEZIANYIIO id ScranoRIeno sidnusionicmy GMP. Hum nidmeepdonymw, siio ool supednigi caadi
dan wicl cepll 2omosot npodysnll Syaw sdificnent 8 nosnlii sionosionocmi 3 SMOZoNM, JTINAVEHENN & YRNNIT
nacmanoai 3 GMP, 3ameepasicenii Minicmepomaon axopony sdopos’s Yxpaluu.

Name and position of person responsible for the aualysis: | Mr. AP. SHAH
Mpisanme va nocann ocols, o sianosinne 32 anxais; | A, IL Hiax
' General Manager - QC
Kepianux - K#
Signature of person responsible for analysis;
Manue ocobun, mo sinnosinac 3a ananls; g)

Name and position of person responsible for bateh release: | Hasmukh Jaysiah Arya
Mpizaime ¥a nocann ocoln, mo eianosinac 3a sunycx cepli: | Xacmyw Qxalicls Apu

Assist. Manager Quality Assurance

Acwcr, SMEUCHNN HRUCTi NeneDReps
Signature of person responsible for batch release: !
Nianwe ocobu, mo mianoslitac sa sunycex cepil: :

Date of signature: E@' vy D

Jara niynwcanun; !

v 1 g ¥ Regtered Uffice; ¢ Corporase Offica:
CIN: L2AGDMH 1 9 7G0T RER) CIN: L 24390 S76PLCLTI38 M L24300MH TR EPLCD 1 2380
Fod T8 1o 219, GINCS Industrinl Extule Newlan Conire. B Wing 4" Fioor, Crargy & Patk, Unt A8 Flaos,
Pt - 394 118, Bherach, Gaarel. Hid Cptle Rosd, Wadl, Mumba ~ #0038 Ao Salwiy Mintatha Mg,

{ FE RDAS ITLAL VA S04 /TBE £ 335 o O 22 4B202 Prabbadewi, Mumba: - 400025,

& hogt panaligibpteemo com L DY 22 2439500 S 500




UNIQUE PHARMACEUTICAL LABORATORIES

A Divigion of J. B. CHEMICALS & PH M?‘MEUIICAL% LIMITED

. GOOD PEOPLE
for GOOD HEALTH

@

” cdﬁi; o S 3y %
{‘“t:rxmgtﬁiw Ne:

BATCH CERTIFICATE
v . CEPTH®IRAT HA CEPIIG
Product name: | NMOVAGRA EURO Manufacturing country: | India
Haaga apogyeniiz | HOBAPPA €BPO 4 Kpaina-srpobums: Inain
Pharmaceutical form, dosage: | film-coated tablets, 100 mg " ,
i V : . s , License No.
Hiraposka dopsn, | wadaerwn, agputi piainkosno obosouroe, : . .
, JHuewsis Ne:
aosyeasuna: | ao 100 mr
Strength/potency: | 1 tablet contaiuy sildenafil citrate equivalent to 100 mg of sildenaiil
Cuna giVascrneaicrs: | 1 rafisersa sicrurs cavmenmdiny urepary expisagenyno 100 sy cangenadiny
Type and size of 4 film-coated tableis in a blister, 1 blister in a cardboard box with Ukrainian

packaging: and English languages labeling
Bua i poswsip | no 4 Tabacres, sepaviid nnisxoson sboaonkow, ¥ Gaicrepi, no 1 Haicrepy ¥

G/1430

ynakuum: KAPTOWEiE oopoiu 3 mupkyBainaM YEPANCER 0 T3 auralicekon Mosamn
Batch No: | o000 60014 Batch size: | 10709 Boxey
Lepiv Ni: Posmip cepils wopobos
Mam;fwm‘ring date: 0672026 ? F‘xplry dgte: 052029
Jara pupobnunrea; Pepm. npri.; ,
Registration certificate: UASTOT01AS E}i??llmtw&“ from: 04.10.2018
Pecerpaniiine nocainuenna: Heofimewene 3t

Magufscturer: | Unique Pharmaceutical Laboratories (a division of J. B, Chemicals &
Pharmaceaticals Ltd. ), Plot No, 215219, G.LD.C., Industrial Arey, Panoli -
344 116, Dist, Bharuch, Indis

Bapoteni:  Buis Tapsacwivrisan JTadoparopis (sbadacuus gipsw «Tac. B. Kesivamp
eua Dapyracswrmean: Jdrae ), doasaws No 215219, i, Ak, 6. Ci

| Inpacrplan Epin, Tasoal - 394 116, oxpyr Bxapyx, Ingin

Certilicate of GMP compliance No.: . Valid till: :
Ceprudivar ninponigmocri HBI Ne; 050/2026/GMP Jiscunl a0 aLl ,LJIEIQS

Analysis procedure results /

Pesyan 1o nponeinen s aniay
Yo - METHODS OF :
REQU&EMEN?&A’ . | CONTROL/ Riblfiﬁ"ﬁ!
BHMOIH ! o METOAU | P EIVIRTATH
TOKAZ B G e RORTROIRON i TR
Appearange Purple-red color, ‘lxiangzxim @émpv:. biconvex film- | p, visually Comnlics
coated tablets inseribed with 7 1007 on_one side ‘ ‘ OrmpEies
Qe Ty privpHo-HEPROHOTG KOILODY TRMKYTHUT (hopsi | .1, nésyasnse
OGSV BEPEETE BTGB aG0NaHKDH) Bimnonduae
Tafaerey, 1w 00 9 oo Bony
Averafe weight of O3 0mgs 5 % p, B XN G 636,50 mg
tnblets
Coprans wacs BRI ek 5 % P 636,50 s
Tabacrex . *
9 foctory: ¢ Bagiziured Difee:
Tl LSS T OTEPLE DRITY M LIS ARG 97 PLE T IA0T 7
Plot Mo 18 - 395, QI Indhastrisd Latass U, baocey Mall Star ledie Bagw Buildag,
Fannd - 304 114, Bhaub, Sujaent, Opp. st BRTES Salibig wm dw; Mem}m aggm

& #RY 20A6 LIS U2 S VU8 S 3NN PRE 33k #rensdiabad - SOE Supwin, e Frnbbaded Mumibie - J000E,

@ hepl aandiibphema s LR P G wwer fhabarsacom



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

ISR é . iy 6 ;
Average weight of 36 0meg«£5% p2, BP* XILG —
tablets _ | MIL2% mg
Cepenus Macs J8.0ur+ 3 % 2, GO, XL G
1lserox IN2D Mr
Uniformity of mass Mass of not move than two tablets, may deviate p3, BP* XIIG

from the averape mass by more than 5 %%, and nons Complies
- by mre than 1086
Oawopiawicry macs Maca e Giasiire nix toox Tafnerok, Moxe nJ3, bo*, Xi
pimarurHes ein cepeannol Macy Gumwe nikea s | G Bianosisac
% i aoama — e Bitswoe win 1a 10%
Uniformity of dosage | Acceptance value (AV) < 15 pd, in-house
unity monogrugh, 3%
» USP* <905>
O anopiyaicys Yricao npniliarinoct (AV) s 15 n.4, aRyTpimAEs
AOIOBRIUR DANHNILL MOHOTpADIS, 33%
v D CILIA* <9054
ldentification Retention time of principal peaks in chromatograms | p.3, HFLC, in-
Sildenafil of the fess and the standard solutions, olained in | houso " Complics
the “Assay™ test should coinclde. monograph, '
B D
Inewrwdixanin Yae yipuMyBaHHa OCHORHMX HIKiE HI ! .5, BEPX
Chanenaddn XPOMBTOTPENEN docridacyoanoss | cmadapmnosy | pHyTpimya Wimslaie
poRasia, OTPEMARNEX B poaain s Kinxicme sonorpadis,
B HAERIB BOBKHEH CTRMANATIE B HID
Dissolation Not less than 80 % (Q) of label claim of sildenafil | p.6, USPF* 98 9%
should dissolve during 45 minutes. <M1=
Poavnwenny He seere B0 % () ein 2su0ew07 XinskocTi 16, B.CUIA*
crAneHadiny DOBHHHO PUITHHITICE npoTaroM 45 | <711 98 %
KBHNKH,
mgcgwﬁou {ins Naxt more than 30 minuwtes, p.7. BP* XH A .
| Pownanamas (y soni) | He Sinnioe wis 30 xpaumies. 7. 60% XILA| 3.5 0cex
Assay For realive: p.8, HPLC,
Sildenafil 95,104 « 105.0% of label ¢laim of sildenafl], ie. in-house
47.5 mp/tablet to 52.5 mgftablet. monogragh, 91.7%
For shelf life: BP, 1D 48.34 my/tablet
90.0 %% - 110.0-% of label cluim of sildenafil, i.e
45,0 mg'tablel to 554 mglablel. , s
Kissxdens Aes ourmyeny: n.d, B
BHITENEUNY o H A\
§ Fuctory; ¢ Rogletersd Office;
CIN; LSR0GIGTERLCI 73077 CIN: L2A3505J1 976PLET RGTY
Pt No 218 - 214, BHHC mcustrin! Estate 30, soan Mal|, St india Bazar Buliding,
Faroil - 394 736, Bbaroch, Gujsrst Opp. Jotryut BATS Sutelite,

& YN 2646 FT7 AT TR : M TRIS 15 Khivothabad - 380074, Gojmny, India.
& (hopd panolil bpbamma com




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

il L5

e

- Cunnenadin 95.0% - 105,0% sin 3asmnenol kinnxocri BHYTpititi 48,84
cunpcandiny, robTo 8in 47.5 mrimafnerky au 52.5 | monorpadis, urfrabneTiy
myimaBnerky. BO 1D
Ass mepaciny npudamuocint
90,0 % « 110.0% sig sanmpenol xinkkocri
cunackapiny, robro sia 45.0 ariraboersy oo 55.0
srirafinerxy.

Related substances Any unspecified impurity ~ not more than 6.2% p9, HPLC, in- 0.03 %
Total amount of impurities - not more than 0.5 % house
monograph, 0.13%
BP* I D
Cymyrui sotimsu Byas-nxi wetaennnjuxosusa aomitgsa — pe Sinse | 0.9, BEPX 0.03 %
0,2% BHYTPiLIRN '
Jarannis KUTLXICTh Aomitoox — ne Gineioe 0,5 % - stenorpadin, 0.13 %
59”11 D
Microblolopical purity | In the product it is accepted: p-10, Ph. Eur.*,
tutal aerobic microbial count (TAMC) 8 2.6.12, Complics
not more than 1000 CFUY; 2613
total yeasts and moulds count (TYMC) - not more | USP*, <612, Complics
than 100 CFU/g. 62>
Not allowed E. Coli in | g of product Complies
Mixpobionorivun B npenapuri aonyexsetect: n. 19,
SHCTOTA saranbise yneno sepoliumx wikpooprasiauia €%, p. 26.12, Bianosiase
(TAMC) - re Sinstre 1000 KY Oir; 26.13
IACAMLIC MHCI0 SPIAIROBHX Ta nuicimmmx rpulis | G CLHIAY, Bianosinse
(TYMC) —~ ie Ginste 100 KY'Orr, 41>, B>
He ponyeraereea E. Coli o | r npenapary Bianosinoe
* Current edition. /' [lsoue suzanns,
Labelling: Should correspondd to the registered labelling. Complies
_ Mapiysaunn: MMosxHso BiSNOB{IATH JAPOLCTPOBSAHOMY NEDIKY BAHIDO, Bianosinse
Puckaging: Shouid correspond to the requiremenits ol MQC. Complics
Naxysanun: Flossimo sianosiasm esMoray MKCH. Bianosiane
9 Factory. ¥ Regiviened Office:
CIM; L24IB0G AT RLEY 7207 CIN: L2A390G1976PLCT 73077
Pict No 215 - 219, GIOC Indusestaf Estane 203, lscon Mak, Star g Bazer Buiding
Fanoli ~ 396 116, Bharuch, Gujant. Opp. Jeahpor BRTE Sswdig,

t +UT 2048 2TZ 4V £ TBA 7 A FPR3 ) 335 ArrRGahed - SBGGTS, Gujenst, Wekn,
& opl prooligibphama e




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J, B, CHEMICALS & PHARMACEUTICALS LUIMITED

I hereby ceniify that the abuve information & anthentic and uccurste. This bateh of product has been
manufactured, including packaginglabelling and guallty comrol analysis, at the above mentfoned sie in Jutl
compliance with the GMP requirenents of the locat Reguiatory Authority ond with the specifivarion avallable in
registration dossier. Protocels of bawck processing, packaging and analysis records were reviewed and found to be in
compliance with GMP, 1 hereby confirm that all prodaction stages for this batch of finished product were carvied out
in full complinnce with the reguirements specified in the current GMP guldelines approved by the Ministry of Health
of Uhkraine,

Ios & 3acelduyio, wio nasedens sue indopamagin ¢ docmveipionw ma monow. Lo cepln HpodYKRIT Byao
SNPOERENO (EXAONRIDNR RTKPEINIA/MAPKISRINI] W0 Bposedens Konwpats I arocmd ne soueyrNavenil divsnni
¥ moswill sidnodldnocnd 3 sumozam GMP, SOMANORAEHUME MICRECNN PCIIAMOPHEN OPIONCH, & MOKUN
sidnosidne du cnewudinoyit, mo sicmamsca ¢ peecmpaniiinemy docee. Jipomoraas Qupolnuimen, RAXySaRR ma
asanisis Span mEPELIANYING A acmanoneno eldnosiduicms GMP. Hum niomeepdcymw, wo eci supobnui cmadil
aun gie¥ cepll zomonol mpodysnii byan 30iGcnent & nownifi sidnosidnocntl 3 SUMOSIME, JORANENIMN & NG
wacrusedl ¥ GMP, ramsepdycenili Mindcmepomeon oxopons opos’s Yrpalun,

Name and position of person responsible for the amalysis: | Mr, Yagnesh K. Trivedi, Sr. Manager QC
[lpizamute va nocazs ocofis, sto bitnonisac 3a awais; | Hricu K. Tpiseal, Cr. Meuepuep K8
Signatore of person responsible Tor analysis:
Miansc ocoda, mo signoniaac 12 susaiy :
Name and position of person responsible for batch release: | Hasmukh Jaysinh Arya
Dipissnme T2 nocaza ocobu, me sianosizac 33 pnuyex cepll: | Manager Quality Assursnce
' Xacnyx ,.!amﬁcm Aps

Signature of person responsible for batch rolesse:
Nianue ocolu, uio siznopiasc 3a sunyce ceplls
Date of signature:

Aata slanucanng:

%\ mmn g

=
v
%
3

® Factary: ¥ Wagisteend Office: T e

i L2000 NS TP 30Ty Tl L4303 G76PLCI 700 7Y
Plot No 274 - 319, GIIC Freuainial Estats B2, Saoon Mull Star Indin Bazac Buiidng,
Paned) - 334 716, Eharach, Gujara G, JoBpur BRTS Satelite, mmwmmm

G WHET68E IR AT F TRA S 304 TR 7 335 Aterredabad - 380015 Sujar, Indis Prablvadivi Mumbe < 40658,
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UNIQUE PHARMACEUTICAL LABORATORIES

A Divigion of J. B. CHEMICALS & PH M?‘MEUIICAL% LIMITED

. GOOD PEOPLE
for GOOD HEALTH

@

” cdﬁi; o S 3y %
{‘“t:rxmgtﬁiw Ne:

BATCH CERTIFICATE
v . CEPTH®IRAT HA CEPIIG
Product name: | NMOVAGRA EURO Manufacturing country: | India
Haaga apogyeniiz | HOBAPPA €BPO 4 Kpaina-srpobums: Inain
Pharmaceutical form, dosage: | film-coated tablets, 100 mg " ,
i V : . s , License No.
Hiraposka dopsn, | wadaerwn, agputi piainkosno obosouroe, : . .
, JHuewsis Ne:
aosyeasuna: | ao 100 mr
Strength/potency: | 1 tablet contaiuy sildenafil citrate equivalent to 100 mg of sildenaiil
Cuna giVascrneaicrs: | 1 rafisersa sicrurs cavmenmdiny urepary expisagenyno 100 sy cangenadiny
Type and size of 4 film-coated tableis in a blister, 1 blister in a cardboard box with Ukrainian

packaging: and English languages labeling
Bua i poswsip | no 4 Tabacres, sepaviid nnisxoson sboaonkow, ¥ Gaicrepi, no 1 Haicrepy ¥

G/1430

ynakuum: KAPTOWEiE oopoiu 3 mupkyBainaM YEPANCER 0 T3 auralicekon Mosamn
Batch No: | o000 60014 Batch size: | 10709 Boxey
Lepiv Ni: Posmip cepils wopobos
Mam;fwm‘ring date: 0672026 ? F‘xplry dgte: 052029
Jara pupobnunrea; Pepm. npri.; ,
Registration certificate: UASTOT01AS E}i??llmtw&“ from: 04.10.2018
Pecerpaniiine nocainuenna: Heofimewene 3t

Magufscturer: | Unique Pharmaceutical Laboratories (a division of J. B, Chemicals &
Pharmaceaticals Ltd. ), Plot No, 215219, G.LD.C., Industrial Arey, Panoli -
344 116, Dist, Bharuch, Indis

Bapoteni:  Buis Tapsacwivrisan JTadoparopis (sbadacuus gipsw «Tac. B. Kesivamp
eua Dapyracswrmean: Jdrae ), doasaws No 215219, i, Ak, 6. Ci

| Inpacrplan Epin, Tasoal - 394 116, oxpyr Bxapyx, Ingin

Certilicate of GMP compliance No.: . Valid till: )
Ceprudivar ninnosignocri HRIT Ne: 030/2026/GMP Mikewatii 20: o1l L:IHQS
Analysis procedure results
Pesvaprave wponetenns suaniay
S - METHODS OF A
REQU!REMEN?S:‘ . | CONTROL/ Riblfiﬁ"ﬁ!
BUMOTH METOAM | PEIVIBTATH
TOKAZ B G e RORTROIRON i TR
Appearange Purple-red color, ‘lxiangzxim @émpv:. Bigonvex film. | p, visually Comnlics
conted tablets inseribed with » 1007 onone side ‘ ‘ ompres
e Ty privpHo-HEPROHOTG KOILODY TRMKYTHUT (hopsi | .1, nésyasnse
OGSV BEPEETE BTGB aG0NaHKDH) Bimnonduae
Tafaerey, 1w 00 9 oo Bony
Axerape weight of 03 0mg+ 5% v 2 BPe X G 5 N
ablets s F 636.50 myg
Coprans wacs BRI ek 5 %
Tabacrex !
9 foctory: ¢ Bagiziured Difee:
CaM: LSRRI DR AT GIME LIABAEGA 9 A0ILE 11077
Plot Mo 18 - 395, QI Indhastrisd Latass U, baocey Mall Star ledie Bagw Buildag,
P - 354114, Bhands, Sujerst, Opg. st BRTE Saibile *‘z«m dw; Mmm ’*Wxi

& #RY 20A6 LIS U2 S VU8 S 3NN PRE 33k #rensdiabad - SOE Supwin, e Frnbbaded Mumibie - J000E,

@ hepl aandiibphema s LR P G wwer fhabarsacom



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

ARG i
Average weight of 36 0meg«£5% p2, BP* XL G —
tablets _ | 3129 mg
Cepenus Macs J8.0ur+ 3 % 2, GO, XL G
1lserox IN2D Mr
Uniformity of mass Mass of not move than two tablets, may deviate p3, BP* XIIG
from the averape mass by more than 5 %%, and nons Complies
- by mre than 1086
Oawopiawicry macs Maca e Giasiire nix toox Tafnerok, Moxe nJ3, bo*, Xi
pimarurHes ein cepeannol Macy Gumwe nikea s | G Bianosizac
% i aoama — e Bitswoe win 1a 10%
Uniformity of dosage | Acceptance value (AV) < 15 pd, in-house
unity monogrugh, 3%
» USP* <905>
O anopiyaicys Yricao npniliarinoct (AV) s 15 n.4, aRyTpimAEs
AOIOBRIUR DANHNILL MOHOTpADIS, 33%
v D CILIA* <9054
ldentification Retention time of principal peaks in chromatograms | p.3, HFLC, in-
Sildenafil of the test and the standard solutfons, obtained in | house Complics
the “Assay” test should coincide. monograph, '
BP* I D
Inenrndixania Yae yipuMyBaHHa OCHORHMX HIKiE HI ! .5, BEPX
Cunperaddn XPOMBTOTPANAN Ao | condapmnosy | BHYTPIEHS Binnosimac
poRasia, OTPEMARNEX B poaain s Kinxicme sonorpadis,
B HAERIB BOBKHEH CTRMANATIE B HID
Dissolution Not less than 80 % (Q) of label claim of sildenafil | p.6, USP® 58 %
should dissolve during 45 minutes. <M1=
Poavnwenny He seere B0 % () ein 2su0ew07 XinskocTi 16, B.CUIA*
crAneHadiny DOBHHHO PUITHHITICE npoTaroM 45 | <711 98 %
XBHNKH,
?:;W. {in Nat more than 30 minutes. p.7. BP*, XA .
| Pownanamas (y soni) | He Sinnioe wis 30 xpaumies. 7. 60% XILA| 3.5 0cex
Assay For realive: p.8, HPLC,
Sildenafil 95,104 « 105.0% of label ¢laim of sildenafl], ie. in-house
47.5 mgitablet to 52.5 mg/tablet. monogragh, 971.7%
For shelf life. BP, 1D 48.34 my/tablet
90.0 %% - 110.0-% of label cluim of sildenafil, i.e
45,0 mg'tablel to 554 mglablel.
Klanxicue Aen guryexy:
BHINENEHnS
§ Fuctory; ¢ Rogletersd Office;
CIN; LSR0GIGTERLCI 73077 CIN: LZEROG1 926PLETTIONT
Pt Mo 218 - 114, GHC moustial Exiate 30, smean Mall, Star indix Gaear Bulding,
Faroil - 394 736, Bbaroch, Gujsrst Opp. Jotryut BATS Sutelite,

& YUY 2645 JT2ATY ) THA ) M TTRAV 136

& [bopd pencli bebanma com

Kunedstad - 380015, G, India.




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

il L5

e

- Cunnenadin 95.0% - 105,0% sin 3asmnenol kinnxocri BHYTpititi 48,84
cunpcandiny, robTo 8in 47.5 mrimafnerky au 52.5 | monorpadis, urfrabneTiy
myimaBnerky. BO 1D
Ass mepaciny npudamuocint
90,0 % « 110.0% sig sanmpenol xinkkocri
cunackapiny, robro sia 45.0 ariraboersy oo 55.0
srirafinerxy.

Related substances Any unspecified impurity ~ not more than 6.2% p9, HPLC, in- 0.03 %
Total amount of impurities - not more than 0.5 % house
monograph, 0.13%
BP* I D
Cymyrui sotimsu Byas-nxi wetaennnjuxosusa aomitgsa — pe Sinse | 0.9, BEPX 0.03 %
0,2% BHYTPiLIRN '
Jarannis KUTLXICTh Aomitoox — ne Gineioe 0,5 % - stenorpadin, 0.13 %
59”11 D
Microblolopical purity | In the product it is accepted: p-10, Ph. Eur.*,
tutal aerobic microbial count (TAMC) 8 2.6.12, Complics
not more than 1000 CFUY; 2613
total yeasts and moulds count (TYMC) - not more | USP*, <612, Complics
than 100 CFU/g. 62>
Not allowed E. Coli in | g of product Complies
Mixpobionorivun B npenapuri aonyexsetect: n. 19,
SHCTOTA saranbise yneno sepoliumx wikpooprasiauia €%, p. 26.12, Bianosiase
(TAMC) - re Sinstre 1000 KY Oir; 26.13
IACAMLIC MHCI0 SPIAIROBHX Ta nuicimmmx rpulis | G CLHIAY, Bianosinse
(TYMC) —~ ie Ginste 100 KY'Orr, 41>, B>
He ponyeraereea E. Coli o | r npenapary Bianosinoe
* Current edition. /' [lsoue suzanns,
Labelling: Should correspondd to the registered labelling. Complies
_ Mapiysaunn: MMosxHso BiSNOB{IATH JAPOLCTPOBSAHOMY NEDIKY BAHIDO, Bianosinse
Puckaging: Shouid correspond to the requiremenits ol MQC. Complics
Naxysanun: Flossimo sianosiasm esMoray MKCH. Bianosiane
9 Factory. ¥ Regiviened Office:
CIM; L24IB0G AT RLEY 7207 CIN: L2A390G1976PLCT 73077
Pict No 215 - 219, GIOC Indusestaf Estane 203, lscon Mak, Star g Bazer Buiding
Fanoli ~ 396 116, Bharuch, Gujant. Opp. Jeahpor BRTE Sswdig,

t +UT 2048 2TZ 4V £ TBA 7 A FPR3 ) 335 ArrRGahed - SBGGTS, Gujenst, Wekn,
& opl prooligibphama e




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J, B, CHEMICALS & PHARMACEUTICALS LUIMITED

I hereby ceniify that the abuve information & anthentic and uccurste. This bateh of product has been
manufactured, including packaginglabelling and guallty comrol analysis, at the above mentfoned sie in Jutl
compliance with the GMP requirenents of the locat Reguiatory Authority ond with the specifivarion avallable in
registration dossier. Protocels of bawck processing, packaging and analysis records were reviewed and found to be in
compliance with GMP, 1 hereby confirm that all prodaction stages for this batch of finished product were carvied out
in full complinnce with the reguirements specified in the current GMP guldelines approved by the Ministry of Health
of Uhkraine,

Ios & 3acelduyio, wio nasedens sue indopamagin ¢ docmveipionw ma monow. Lo cepln HpodYKRIT Byao
SNPOERENO (EXAONRIDNR RTKPEINIA/MAPKISRINI] W0 Bposedens Konwpats I arocmd ne soueyrNavenil divsnni
¥ moswill sidnodldnocnd 3 sumozam GMP, SOMANORAEHUME MICRECNN PCIIAMOPHEN OPIONCH, & MOKUN
sidnosidne du cnewudinoyit, mo sicmamsca ¢ peecmpaniiinemy docee. Jipomoraas Qupolnuimen, RAXySaRR ma
asanisis Span mEPELIANYING A acmanoneno eldnosiduicms GMP. Hum niomeepdcymw, wo eci supobnui cmadil
aun gie¥ cepll zomonol mpodysnii byan 30iGcnent & nownifi sidnosidnocntl 3 SUMOSIME, JORANENIMN & NG
wacrusedl ¥ GMP, ramsepdycenili Mindcmepomeon oxopons opos’s Yrpalun,

Name and position of person responsible for the amalysis: | Mr, Yagnesh K. Trivedi, Sr. Manager QC
[lpizamute va nocazs ocofis, sto bitnonisac 3a awais; | Hricu K. Tpiseal, Cr. Meuepuep K8
Signatore of person responsible Tor analysis:
Miansc ocoda, mo signoniaac 12 susaiy :
Name and position of person responsible for batch release: | Hasmukh Jaysinh Arya
Dipissnme T2 nocaza ocobu, me sianosizac 33 pnuyex cepll: | Manager Quality Assursnce
' Xacnyx ,.!amﬁcm Aps

Signature of person responsible for batch rolesse:
Nianue ocolu, uio siznopiasc 3a sunyce ceplls
Date of signature:

Aata slanucanng:

¢ Fariwy: ¥ Hagisterpd Offica:

i L2000 NS TP 30Ty Tl L4303 G76PLCI 700 7Y
Plot No 274 - 319, GIIC Freuainial Estats B2, Saoon Mull Star Indin Bazac Buiidng,
Paned) - 334 716, Eharach, Gujara G, JoBpur BRTS Satelite, mmwmmm

G WHET68E IR AT F TRA S 304 TR 7 335 Aterredabad - 380015 Sujar, Indis Prablvadivi Mumbe < 40658,

& fbugk panhigibobarmacom L 91 2 2439520075500



UNIQUE PHARMACEUTICAL LABORATORIES

A Divigion of J. B. CHEMICALS & PH M?‘MEUIICAL% LIMITED

. GOOD PEOPLE
for GOOD HEALTH

@

” cdﬁi; o S 3y %
{‘“t:rxmgtﬁiw Ne:

BATCH CERTIFICATE
v . CEPTH®IRAT HA CEPIIG
Product name: | NMOVAGRA EURO Manufacturing country: | India
Haaga apogyeniiz | HOBAPPA €BPO 4 Kpaina-srpobums: Inain
Pharmaceutical form, dosage: | film-coated tablets, 100 mg " ,
i V : . s , License No.
Hiraposka dopsn, | wadaerwn, agputi piainkosno obosouroe, : . .
, JHuewsis Ne:
aosyeasuna: | ao 100 mr
Strength/potency: | 1 tablet contaiuy sildenafil citrate equivalent to 100 mg of sildenaiil
Cuna giVascrneaicrs: | 1 rafisersa sicrurs cavmenmdiny urepary expisagenyno 100 sy cangenadiny
Type and size of 4 film-coated tableis in a blister, 1 blister in a cardboard box with Ukrainian

packaging: and English languages labeling
Bua i poswsip | no 4 Tabacres, sepaviid nnisxoson sboaonkow, ¥ Gaicrepi, no 1 Haicrepy ¥

G/1430

ynakuum: KAPTOWEiE oopoiu 3 mupkyBainaM YEPANCER 0 T3 auralicekon Mosamn
Batch No: | o000 60014 Batch size: | 10709 Boxey
Lepiv Ni: Posmip cepils wopobos
Mam;fwm‘ring date: 0672026 ? F‘xplry dgte: 052029
Jara pupobnunrea; Pepm. npri.; ,
Registration certificate: UASTOT01AS E}i??llmtw&“ from: 04.10.2018
Pecerpaniiine nocainuenna: Heofimewene 3t

Magufscturer: | Unique Pharmaceutical Laboratories (a division of J. B, Chemicals &
Pharmaceaticals Ltd. ), Plot No, 215219, G.LD.C., Industrial Arey, Panoli -
344 116, Dist, Bharuch, Indis

Bapoteni:  Buis Tapsacwivrisan JTadoparopis (sbadacuus gipsw «Tac. B. Kesivamp
eua Dapyracswrmean: Jdrae ), doasaws No 215219, i, Ak, 6. Ci

| Inpacrplan Epin, Tasoal - 394 116, oxpyr Bxapyx, Ingin

Certilicate of GMP compliance No.: . Valid till: :
Ceprudivar ninponigmocri HBI Ne; 050/2026/GMP Jiscunl a0 aLl ,LJIEIQS

Analysis procedure results /

Pesyan v nponetenns anauisy
Yo - METHODS OF ‘
REQU&EMEN?S:’ . | CONTROL/ Ribl%’?’”ﬁ!
BHMOIH ! e METOAU | P EIVIRTATH
TOKAZ B G e RORTROIRON i TR
Appearange Purple-red color, ‘lxiangzxim @émpv:. biconvex film- | p, visually Comnlics
conted tablets inseribed with » 1007 onone side ‘ ‘ OrmpEies
Qe Ty privpHo-HEPROHOTG KOILODY TRMKYTHUT (hopsi | .1, nésyasnse
OGSV BEPEETE BTGB aG0NaHKDH) Bimnonduae
Tafaerey, 1w 00 9 oo Bony
Averape weight of 0310 myg+ 5 % p2, BES XILG 636,50 my
tnblets :
Cepuanes aaes B0 s 5 % o
Tabacrex *
9 foctory: ¢ Bagiziured Difee:
CaM: LSRRI DR AT GIME LIABAEGA 9 A0ILE 11077
Plot Mo 18 - 395, QI Indhastrisd Latass U, baocey Mall Star ledie Bagw Buildag,
Fannd - 304 114, Bhaub, Sujaent, Opp. st BRTES Salibig wm dw; Mem}m aggm

& #RY 20A6 LIS U2 S VU8 S 3NN PRE 33k #rensdiabad - SOE Supwin, e Frnbbaded Mumibie - J000E,

@ hepl aandiibphema s LR P G wwer fhabarsacom



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

Alse s nty . : . 2 2 :
g’g&gﬁ weight of 3160meg 5% p2, BP* XILG 31129 g
f:mnuum JB0ur+ 5% n2, 5=, XL G 311,29 wr
Uniformity of mass Mass of not move than two tablets, may deviate p.3, BP* XIIG

from the averape mass by more than 5 %%, and nons Complies
- by mre than 1086
Oawopiawicry macs Maca e Giasiire nix toox Tafnerok, Moxe nJ3, bo*, Xi
pimarurHes ein cepeannol Macy Gumwe nikea s | G Bianosizac
% i aoama — e Bitswoe win 1a 10%
Uniformity of dosage | Acceptance value (AV) < 15 pd, in-house
unity monogrugh, 3%
» USP* <905
O anopiyaicys Yricao npniliarinoct (AV) s 15 n.4, aRyTpimAEs
AOIOBRIUR DANHNILL MOHOTpADIS, 33%
v D.CHIA* <905
ldentification Retention time of principal peaks in chromatograms | p.3, HFLC, in-
Sildenafil of the fesf and the standard solutions, obtained in | houso ' Complics
the “Assay” test should coincide. monograph, '
B D
Inewrwdixanin Yae yipuMyBaHHa OCHORHMX HIKiE HI ! .5, BEPX
Cunperaddn XPOMBTOTPANAN Ao | condapmnosy | BHYTPIEHS Binnosimac
poRasia, OTPEMARNEX B poaain s Kinxicme sonorpadis,
B HAERIB BOBKHEH CTRMANATIE B HID
Dissolution Not less than 80 % (Q) of label claim of sildenafil | p.6, USP® 58 %
should dissolve during 45 minutes. <M1=
Poavnwenny He seere B0 % () ein 2su0ew07 XinskocTi 16, B.CUIA*
crAneHadiny DOBHHHO PUITHHITICE npoTaroM 45 | <711 98 %
KBHNHH,
mgcmﬁou {in Nat more than 30 minutes. p.7. BP*, XA .
| Posnananax (y soai) He Sinutge wis 30 xname. o7, 6P XA 3.5 0cex
Assay For reolise: p.8, HPLC,
Sildenafil 95,104 « 105.0% of label ¢laim of sildenafl], ie. in-house
47.5 mgitablet to 52.5 mg/tablet. monograpl, 97.7%
For shelf life: BP, 1D 48.34 my/tablet
90.0 % ~ 110.0% of label cluim of sildenalil, i, |
45,0 mp/tablel to 554 myltablet, , A
Klusxicne LLen gumyexy: n.8, BEPX A LNEATIE
BTN THA N ‘
§ Fuctory; ¢ Rogletersd Office;
CIN; LSR0GIGTERLCI 73077 CIM: L2061 S76PLCTTINNT
Pt No 21§ - 2149, BIHC wcusinial Extate 302, smcan Mal, Star india Gacar Bulidng,
Faroil - 394 736, Bharoch, Gujsrat Opp. Jotryut BATS Sutelite,

& YN 2646 FT7 AT TR : M TRIS 15 Khivothabad - 380074, Gojmny, India.
& (hopd panolil bpbamma com



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

28

' {Zmnmm@m 95.0% « 105.0% sin 3axmnenol kinsxocTi BHyTpitbs 48,84
cunpcandiny, robTo 8in 47.5 mrimafnerky au 52.5 | monorpadis, urfrabneTiy
myimaBnerky. BO 1D
Ass mepsriny npudamnoci.

90,0 % « 110.0% sig sanmpenol xinkkocri
cunackapiny, robro Bia 45,0 mrirabnerxy a0 55.0
srirafinerxy.
Related substances Any unspecified impurity ~ not more than 6.2% p9, HPLC, in- 0.03 %
Total amount of impurities - not more than 0.5 % house
monograph, 0.13%
BP* I D
Cymyrui sotimsu Byas-nxi wetaennnjuxosusa aomitgsa — pe Sinse | 0.9, BEPX 0.03 %
0,2% BHYTPiLIRN '
Jarannis KUTLXICTh Aomitoox — ne Gineioe 0,5 % - stenorpadin, 0.13 %
59”11 D
Microblolopical purity | In the product it is accepted: p-10, Ph. Eur.*,
tutal aerobic microbial count (TAMC) 8 2.6.12, Complics
not more than 1000 CFUY; 2613
total yeasts and moulds count (TYMC) - not more | USP*, <612, Complics
than 100 CFU/g. 62>
Not allowed E. Coli in | g of product Complies
Mixpobionorivun B npenapuri aonyexsetect: n. 19,
SHCTOTA saranbise yneno sepoliumx wikpooprasiauia €%, p. 26.12, Bianosiase
(TAMC) - re Sinstre 1000 KY Oir; 26.13
IACAMLIC MHCI0 SPIAIROBHX Ta nuicimmmx rpulis | G CLHIAY, Bianosinac
(TYMC) — e Ginste 100 KYOrr, 61>, <hT>
He ponyeraereea E. Coli o | r npenapary Bianosinoe
* Current edition. /' [lsoue suzanns,
Labelling: Should correspondd to the registered labelling. Complies
Mapxysaunn: ITosxaao BizOOEY CTPOBEHD RAEAEND, Bianosinse
Packaging: Should correspond to the reguirements of MQC. Complics
Naxysanun: Flossimo sianosiasm esMoray MKCH. Bianosiane
® Factory. ¥ Pugisteced Office:
CIM; L24IB0G AT RLEY 7207 CIN: L2A390G1976PLCT 73077

Plok No 215 - 219, GIOC industniad Estate

Fanoli ~ 396 116, Bharuch, Gujant.

4 497 2648 272 477 £ 784 ) 304 [7B3 ) 335

& opl prooligibphama e

0T, Incoe Mal, St inda Bazer Buiding
Opp. Jeahpor BRTE Sswdig,
Arenegabed - SBGGTS, Gujenss, ek,




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J, B, CHEMICALS & PHARMACEUTICALS LUIMITED

I hereby ceniify that the abuve information & anthentic and uccurste. This bateh of product has been
manufactured, including packaginglabelling and guallty comrol analysis, at the above mentfoned sie in Jutl
compliance with the GMP requirenents of the locat Reguiatory Authority ond with the specifivarion avallable in
registration dossier. Protocels of bawck processing, packaging and analysis records were reviewed and found to be in
compliance with GMP, 1 hereby confirm that all prodaction stages for this batch of finished product were carvied out
in full complinnce with the reguirements specified in the current GMP guldelines approved by the Ministry of Health
of Uhkraine,

Ios & 3acelduyio, wio nasedens sue indopamagin ¢ docmveipionw ma monow. Lo cepln HpodYKRIT Byao
SNPOERENO (EXAONRIDNR RTKPEINIA/MAPKISRINI] W0 Bposedens Konwpats I arocmd ne soueyrNavenil divsnni
¥ moswill sidnodldnocnd 3 sumozam GMP, SOMANORAEHUME MICRECNN PCIIAMOPHEN OPIONCH, & MOKUN
sidnosidne du cnewudinoyit, mo sicmamsca ¢ peecmpaniiinemy docee. Jipomoraas Qupolnuimen, RAXySaRR ma
asanisis Span mEPELIANYING A acmanoneno eldnosiduicms GMP. Hum niomeepdcymw, wo eci supobnui cmadil
aun gie¥ cepll zomonol mpodysnii byan 30iGcnent & nownifi sidnosidnocntl 3 SUMOSIME, JORANENIMN & NG
wacrusedl ¥ GMP, ramsepdycenili Mindcmepomeon oxopons opos’s Yrpalun,

Name and position of person responsible for the amalysis: | Mr, Yagnesh K. Trivedi, Sr. Manager QC
[lpizamute va nocazs ocofis, sto bitnonisac 3a awais; | Hricu K. Tpiseal, Cr. Meuepuep K8
Signatore of person responsible Tor analysis:
Miansc ocoda, mo signoniaac 12 susaiy :
Name and position of person responsible for batch release: | Hasmukh Jaysinh Arya
Dipissnme T2 nocaza ocobu, me sianosizac 33 pnuyex cepll: | Manager Quality Assursnce
' Xacnyx ,.!amﬁcm Aps

Signature of person responsible for batch rolesse:
Nianue ocolu, uio siznopiasc 3a sunyce ceplls
Date of signature:

Aata slanucanng:

PATH

~N \Loe\nansn,
3o o

® Factary: ¥ Wagisteend Office: T e

i L2000 NS TP 30Ty Tl L4303 G76PLCI 700 7Y
Plot No 274 - 319, GIIC Freuainial Estats B2, Saoon Mull Star Indin Bazac Buiidng, :
Paned) - 334 716, Eharach, Gujara G, JoBpur BRTS Satelite, mmwmmm

G WHET68E IR AT F TRA S 304 TR 7 335 Aterredabad - 380015 Sujar, Indis Prablvadivi Mumbe < 40658,

& fbugk panhigibobarmacom L 91 2 2439520075500



UNIQUE PHARMACEUTICAL LABORATORIES

A Divigion of J. B. CHEMICALS & PH M?‘MEUIICAL% LIMITED

. GOOD PEOPLE
for GOOD HEALTH

@

” cdﬁi; o S 3y %
{‘“t:rxmgtﬁiw Ne:

BATCH CERTIFICATE
v . CEPTH®IRAT HA CEPIIG
Product name: | NMOVAGRA EURO Manufacturing country: | India
Haaga apogyeniiz | HOBAPPA €BPO 4 Kpaina-srpobums: Inain
Pharmaceutical form, dosage: | film-coated tablets, 100 mg " ,
i V : . s , License No.
Hiraposka dopsn, | wadaerwn, agputi piainkosno obosouroe, : . .
, JHuewsis Ne:
aosyeasuna: | ao 100 mr
Strength/potency: | 1 tablet contaiuy sildenafil citrate equivalent to 100 mg of sildenaiil
Cuna giVascrneaicrs: | 1 rafisersa sicrurs cavmenmdiny urepary expisagenyno 100 sy cangenadiny
Type and size of 4 film-coated tableis in a blister, 1 blister in a cardboard box with Ukrainian

packaging: and English languages labeling
Bua i poswsip | no 4 Tabacres, sepaviid nnisxoson sboaonkow, ¥ Gaicrepi, no 1 Haicrepy ¥

G/1430

ynakuum: KAPTOWEiE oopoiu 3 mupkyBainaM YEPANCER 0 T3 auralicekon Mosamn
Batch No: | o000 60014 Batch size: | 10709 Boxey
Lepiv Ni: Posmip cepils wopobos
Mam;fwm‘ring date: 0672026 ? F‘xplry dgte: 052029
Jara pupobnunrea; Pepm. npri.; ,
Registration certificate: UASTOT01AS E}i??llmtw&“ from: 04.10.2018
Pecerpaniiine nocainuenna: Heofimewene 3t

Magufscturer: | Unique Pharmaceutical Laboratories (a division of J. B, Chemicals &
Pharmaceaticals Ltd. ), Plot No, 215219, G.LD.C., Industrial Arey, Panoli -
344 116, Dist, Bharuch, Indis

Bapoteni:  Buis Tapsacwivrisan JTadoparopis (sbadacuus gipsw «Tac. B. Kesivamp
eua Dapyracswrmean: Jdrae ), doasaws No 215219, i, Ak, 6. Ci

| Inpacrplan Epin, Tasoal - 394 116, oxpyr Bxapyx, Ingin

Certilicate of GMP compliance No.: . Valid till: :
Ceprudivar ninponigmocri HBI Ne; 050/2026/GMP Jiscunl a0 aLl ,LJIEIQS

Analysis procedure results /

Pesyan 1o nponeinen s aniay
Yo - METHODS OF :
REQU&EMEN?S:’ . | CONTROL/ Ribﬁiﬁ"ﬁ!
BHMOIH ! o METOAU | P EIVIRTATH
TOKAZ B G e RORTROIRON i TR
Appearange Purple-red color, ‘lxiangzxim @émpv:. biconvex film- | p, visually Comnlics
coated tablets inseribed with 7 1007 on_one side ‘ ‘ OrmpEies
Qe Ty privpHo-HEPROHOTG KOILODY TRMKYTHUT (hopsi | .1, nésyasnse
OGSV BEPEETE BTGB aG0NaHKDH) Bimnonduae
Tafaerey, 1w 00 9 oo Bony
Averafe weight of O3 0mgs 5 % p, B XN G 636,50 mg
tnblets
Coprans wacs BRI ek 5 % i 6365080
Tafiaeros S !
9 foctory: ¢ Bagiziured Difee:
Tl LSS T OTEPLE DRITY M LIS ARG 97 PLE T IA0T 7
Plot Mo 18 - 395, QI Indhastrisd Latass U, baocey Mall Star ledie Bagw Buildag,
Fannd - 304 114, Bhaub, Sujaent, Opp. st BRTES Salibig wm dw; Mem}m aggm

& #RY 20A6 LIS U2 S VU8 S 3NN PRE 33k #rensdiabad - SOE Supwin, e Frnbbaded Mumibie - J000E,

@ hepl aandiibphema s LR P G wwer fhabarsacom



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

ARG i
Average weight of 36 0meg«£5% p2, BP* XL G —
tablets _ | 3129 mg
Cepenus Macs J8.0ur+ 3 % 2, GO, XL G
1lserox IN2D Mr
Uniformity of mass Mass of not move than two tablets, may deviate p3, BP* XIIG
from the averape mass by more than 5 %%, and nons Complies
- by mre than 1086
Oawopiawicry macs Maca e Giasiire nix toox Tafnerok, Moxe nJ3, bo*, Xi
pimarurHes ein cepeannol Macy Gumwe nikea s | G Bianosizac
% i aoama — e Bitswoe win 1a 10%
Uniformity of dosage | Acceptance value (AV) < 15 pd, in-house
unity monogrugh, 3%
» USP* <905>
O anopiyaicys Yricao npniliarinoct (AV) s 15 n.4, aRyTpimAEs
AOIOBRIUR DANHNILL MOHOTpADIS, 33%
v D CILIA* <9054
ldentification Retention time of principal peaks in chromatograms | p.3, HFLC, in-
Sildenafil of the test and the standard solutfons, obtained in | house Complics
the “Assay” test should coincide. monograph, '
BP* I D
Inenrndixania Yae yipuMyBaHHa OCHORHMX HIKiE HI ! .5, BEPX
Cunperaddn XPOMBTOTPANAN Ao | condapmnosy | BHYTPIEHS Binnosimac
poRasia, OTPEMARNEX B poaain s Kinxicme sonorpadis,
B HAERIB BOBKHEH CTRMANATIE B HID
Dissolution Not less than 80 % (Q) of label claim of sildenafil | p.6, USP® 58 %
should dissolve during 45 minutes. <M1=
Poavnwenny He seere B0 % () ein 2su0ew07 XinskocTi 16, B.CUIA*
crAneHadiny DOBHHHO PUITHHITICE npoTaroM 45 | <711 98 %
XBHNKH,
?:;W. {in Nat more than 30 minutes. p.7. BP*, XA .
| Pownanamas (y soni) | He Sinnioe wis 30 xpaumies. 7. 60% XILA| 3.5 0cex
Assay For realive: p.8, HPLC,
Sildenafil 95,104 « 105.0% of label ¢laim of sildenafl], ie. in-house
47.5 mgitablet to 52.5 mg/tablet. monogragh, 971.7%
For shelf life. BP, 1D 48.34 my/tablet
90.0 %% - 110.0-% of label cluim of sildenafil, i.e
45,0 mg'tablel to 554 mglablel.
Klanxicue Aen guryexy:
BHINENEHnS
§ Fuctory; ¢ Rogletersd Office;
CIN; LSR0GIGTERLCI 73077 CIN: LZEROG1 926PLETTIONT
Pt Mo 218 - 114, GHC moustial Exiate 30, smean Mall, Star indix Gaear Bulding,
Faroil - 394 736, Bbaroch, Gujsrst Opp. Jotryut BATS Sutelite,

& YUY 2645 JT2ATY ) THA ) M TTRAV 136

& [bopd pencli bebanma com

Kunedstad - 380015, G, India.




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

L5

' {Zmnmm@m 95.0% « 105.0% sin 3axmnenol kinsxocTi BHyTpitbs 48,84
cunpcandiny, robTo 8in 47.5 mrimafnerky au 52.5 | monorpadis, urfrabneTiy
myimaBnerky. BO 1D
Ass mepsriny npudamnoci.

90,0 % « 110.0% sig sanmpenol xinkkocri
cunackapiny, robro Bia 45,0 mrirabnerxy a0 55.0
srirafinerxy.
Related substances Any unspecified impurity ~ not more than 6.2% p9, HPLC, in- 0.03 %
Total amount of impurities - not more than 0.5 % house
monograph, 0.13%
BP* I D
Cymyrui sotimsu Byas-nxi wetaennnjuxosusa aomitgsa — pe Sinse | 0.9, BEPX 0.03 %
0,2% BHYTPiLIRN '
Jarannis KUTLXICTh Aomitoox — ne Gineioe 0,5 % - stenorpadin, 0.13 %
59”11 D
Microblolopical purity | In the product it is accepted: p-10, Ph. Eur.*,
tutal aerobic microbial count (TAMC) 8 2.6.12, Complics
not more than 1000 CFUY; 2613
total yeasts and moulds count (TYMC) - not more | USP*, <612, Complics
than 100 CFU/g. 62>
Not allowed E. Coli in | g of product Complies
Mixpobionorivun B npenapuri aonyexsetect: n. 19,
SHCTOTA saranbise yneno sepoliumx wikpooprasiauia €%, p. 26.12, Bianosiase
(TAMC) - re Sinstre 1000 KY Oir; 26.13
IACAMLIC MHCI0 SPIAIROBHX Ta nuicimmmx rpulis | G CLHIAY, Bianosinac
(TYMC) — e Ginste 100 KYOrr, 61>, <hT>
He ponyeraereea E. Coli o | r npenapary Bianosinoe
* Current edition. /' [lsoue suzanns,
Labelling: Should correspondd to the registered labelling. Complies
Mapxysaunn: ITosxaao BizOOEY CTPOBEHD RAEAEND, Bianosinse
Packaging: Should correspond to the reguirements of MQC. Complics
Naxysanun: Flossimo sianosiasm esMoray MKCH. Bianosiane
® Factory. ¥ Pugisteced Office:
CIM; L24IB0G AT RLEY 7207 CIN: L2A390G1976PLCT 73077

Plot No 218 - 219, GOC Industriad Eshate
Fanoli ~ 396 116, Bharuch, Gujant.
t +UT 2048 2TZ 4V £ TBA 7 A FPR3 ) 335
o Joopl paooligibphame oo

0T, Incoe Mal, St inda Bazer Buiding
Opp. Jeahpor BRTE Sswdig,
Arenegabed - SBGGTS, Gujenss, ek,




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J, B, CHEMICALS & PHARMACEUTICALS LUIMITED

I hereby ceniify that the abuve information & anthentic and uccurste. This bateh of product has been
manufactured, including packaginglabelling and quallty comrol analysis, at the above mentioned sie in Jull
compliance with the GMP requirenents of the locat Reguiatory Authority ond with the specifivarion avallable in
registration dossier. Protocels of bawck processing, packaging and analysis records were reviewed and found to be in
compliance with GMP, 1 hereby confirm that all prodaction stages for this batch of finished product were carvied out
in full complinnce with the reguirements specified in the current GMP guldelines approved by the Ministry of Health
of Ukraine,

Hus & 3acelduyio, wio imsedens sue ingopaayin ¢ docmuosipuow ma mosnow. Lho ceplo HpodyKRil Uyao
SNPOERENO (EXAONRIDNR RTKPEINIA/MAPKISRINI] W0 Bposedens Konwpats I arocmd ne soueyrNavenil divsnni
¥ moswill sidnodldnocnd 3 sumozam GMP, SOMANORAEHUME MICRECNN PCIIAMOPHEN OPIONCH, & MOKUN
sldnagione do cnawdinonii, nio sicmunscs ¢ peccmpaiiiinemy docre. Hpomokonu SupoSKuLmen, HOXYEQHIR M
auanizie Span nepezianyme ma scmanosreno eidnoslonicms GMP, Hum nidmeepdncym, wp eci supobnuyi cmadil
aun gie¥ cepll zomonol mpodysnii byan 30iGcnent & nownifi sidnosidnocntl 3 SUMOSIME, JORANENIMN & NG
wacrusedl ¥ GMP, ramsepdycenili Mindcmepomeon oxopons opos’s Yrpalun,

Name and position of person responsible for the amalysis: | Mr, Yagnesh K. Trivedi, Sr. Manager QC
[lpizamute va nocazs ocofis, sto bitnonisac 3a awais; | Hricu K. Tpiseal, Cr. Meuepuep K8
Signatore of person responsible Tor analysis:
Miansc ocoda, mo signoniaac 12 susaiy :
Name and positian of person responsible for batch release: | Hasmukh Jaysinh Arya
Dipissnme T2 nocaza ocobu, me sianosizac 33 pnuyex cepll: | Manager Quality Assursnce
Xacmyx [bsaticin Apa

JabeaneugHna AKOCTI MeneDReps

Signatare of person responsible for batch rolesse:
Nianue ocolu, uio siznopiasc 3a sunyce ceplls

Date of signature: v
Jara nlanucannn: m ’ W% v

¢ Fariwy: ¥ Hagisterpd Offica:

G L 2Q050G9Tem L1301y CHE LEZWGIT976RL 17307
mmmﬁ*evsaammmmu B2, devon Mall, Ster Indis Barae Budiding,
Paenedl - 394 116, Bharuch, Gujarst O, Jouleur BRTS Ratelite,

& VI I686 ITRATE S T84 304 FTRA 1 338 Aterredabad - 380015 Sujar, Indis
i (begd pachigbobarmacom




UNIQUE PHARMACEUTICAL LABORATORIES

A Divigion of J. B. CHEMICALS & PH M?‘MEUIICAL% LIMITED

. GOOD PEOPLE
for GOOD HEALTH

@

” cdﬁi; o S 3y %
{‘“t:rxmgtﬁiw Ne:

BATCH CERTIFICATE
v . CEPTH®IRAT HA CEPIIG
Product name: | NMOVAGRA EURO Manufacturing country: | India
Haaga apogyeniiz | HOBAPPA €BPO 4 Kpaina-srpobums: Inain
Pharmaceutical form, dosage: | film-coated tablets, 100 mg " ,
i V : . s , License No.
Hiraposka dopsn, | wadaerwn, agputi piainkosno obosouroe, : . .
, JHuewsis Ne:
aosyeasuna: | ao 100 mr
Strength/potency: | 1 tablet contaiuy sildenafil citrate equivalent to 100 mg of sildenaiil
Cuna giVascrneaicrs: | 1 rafisersa sicrurs cavmenmdiny urepary expisagenyno 100 sy cangenadiny
Type and size of 4 film-coated tableis in a blister, 1 blister in a cardboard box with Ukrainian

packaging: and English languages labeling
Bua i poswsip | no 4 Tabacres, sepaviid nnisxoson sboaonkow, ¥ Gaicrepi, no 1 Haicrepy ¥

G/1430

ynakuum: KAPTOWEiE oopoiu 3 mupkyBainaM YEPANCER 0 T3 auralicekon Mosamn
Batch No: | o000 60014 Batch size: | 10709 Boxey
Lepiv Ni: Posmip cepils wopobos
Mam;fwm‘ring date: 0672026 ? F‘xplry dgte: 052029
Jara pupobnunrea; Pepm. npri.; ,
Registration certificate: UASTOT01AS E}i??llmtw&“ from: 04.10.2018
Pecerpaniiine nocainuenna: Heofimewene 3t

Magufscturer: | Unique Pharmaceutical Laboratories (a division of J. B, Chemicals &
Pharmaceaticals Ltd. ), Plot No, 215219, G.LD.C., Industrial Arey, Panoli -
344 116, Dist, Bharuch, Indis

Bapoteni:  Buis Tapsacwivrisan JTadoparopis (sbadacuus gipsw «Tac. B. Kesivamp
eua Dapyracswrmean: Jdrae ), doasaws No 215219, i, Ak, 6. Ci

| Inpacrplan Epin, Tasoal - 394 116, oxpyr Bxapyx, Ingin

Certilicate of GMP compliance No.: . Valid till: :
Ceprudivar ninponigmocri HBI Ne; 050/2026/GMP Jiscunl a0 aLl ,LJIEIQS

Analysis procedure results /

[’w}'mmm ll@:ymumwm anmaizy
T 4 Mﬁmﬂm OF !
Eﬂl Mﬁfﬂ s ME!’QM P “S}TJIETA‘T i
TORA e G e RORTROIRON i TR
Appearange Purple-red color, 'lziangzximlsémpu, biconvex film- | p, visually Comnlics
conted tablets inseribed with » 1007 on one side ‘ ‘ -
Crane Ty privpHo-HEPROHOTG KOILODY TRMKYTHUT (hopsi | .1, nésyasnse
OGSV BEPEETE BTGB aG0NaHKDH) Bimnonduae
Tafaerey, 1w 00 9 oo Bony
‘ornpe welnh: 0 myrd 5 % 2 R 3 .
m:im[;‘ weizht of O3L0mg= 5 % P2, BE XD | yapsg mE
hﬂ}uﬁm ’ Pt N
Ceprass wacs BIEG sk 5 % nand ATRN, fit / WIhG | BB
TabeToR o8 Zo v ;
§ Factory: ¥ Regintuned DBeg:
oM LISIHOGITOTEPLD PAITT GiM: LEASEG 9 R0PLE 1 TI0T?
Plot Mo 18 - 395, QI Indhastrisd Latass U, baocey Mall Star ledie Bagw Buildag,
P - 354114, Bhands, Sujerst, Dpp. gt BRTE Sainkile wm dw; Mamgm aggm
& #RY 20A6 LIS U2 S VU8 S 3NN PRE 33k #rensdiabad - SOE Supwin, e Frnbbaded Mumibie - J000E,
wwer fhabarsacom
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UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

AIRAGTH 45
Average weight of 36 0meg«£5% p2, BP* XL G —
tablets _ | 3129 mg
Cepenus Macs J8.0ur+ 3 % 2, GO, XL G
1lserox IN2D Mr
Uniformity of mass Mass of not move than two tablets, may deviate p3, BP* XIIG
from the averape mass by more than 5 %%, and nons Complies
- by mre than 1086
Oawopiawicry macs Maca e Giasiire nix toox Tafnerok, Moxe nJ3, bo*, Xi
pimarurHes ein cepeannol Macy Gumwe nikea s | G Bianosisac
% i aoama — e Bitswoe win 1a 10%
Uniformity of dosage | Acceptance value (AV) < 15 pd, in-house
unity monogrugh, 3%
» USP* <905>
O anopiyaicys Yricao npniliarinoct (AV) s 15 n.4, aRyTpimAEs
AOIOBRIUR DANHNILL MOHOTpADIS, 33%
v D CILIA* <9054
ldentification Retention time of principal peaks in chromatograms | p.3, HFLC, in-
Sildenafil of the fest and the standard soluticets, obtained in | house Complies
the “Assay™ test should coinclde. monograph, '
BP* I D
Inenrndixania Yae yipuMyBaHHa OCHORHMX HIKiE HI ! .5, BEPX
Chanenaddn XPOMBTOTPENEN docridacyoanoss | cmadapmnosy | pHyTpimya Wimslaie
poRasia, OTPEMARNEX B poaain s Kinxicme sonorpadis,
B HAERIB BOBKHEH CTRMANATIE B HID
Dissolation Not less than 80 % (Q) of label claim of sildenafil | p.6, USPF* 98 9%
should dissolve during 45 minutes. <M1=
Poavnwenny He seere B0 % () ein 2su0ew07 XinskocTi 16, B.CUIA*
crAneHadiny DOBHHHO PUITHHITICE npoTaroM 45 | <711 98 %
KBHNHH,
?:‘QW' {ins Naxt more than 30 minuwtes, p.7. BP* XH A .
| Pownanamas (y soni) | He Sinnioe wis 30 xpaumies. 7. 60% XILA| 3.5 0cex
Assay For realive: p.8, HPLC,
Sildenafil 95,104 « 105.0% of label ¢laim of sildenafl], ie. in-house
47.5 mp/tablet to 52.5 mgftablet. monogragh, 91.7%
For shelf life. BP, 1D 48.34 my/tablet
90.0 %% - 110.0-% of label cluim of sildenafil, i.e
45,0 mg'tablel to 554 mglablel.
Klanxicue Aen guryexy:
BHINENEHnS
§ Fuctory; ¢ Rogletersd Office;
CIN; LSR0GIGTERLCI 73077 CIN: LZEROG1 926PLETTIONT
Pt Mo 218 - 114, GHC moustial Exiate 00, smoon Mall Star india Bazar Bubding,
Faroil - 394 736, Bbaroch, Gujsrst Opp. Jotryut BATS Sutelite,

& YUY 2645 JT2ATY ) THA ) M TTRAV 136

& [bopd pencli bebanma com

Kunedstad - 380015, G, India.




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

il L5

e

- Cunnenadin 95.0% - 105,0% sin 3asmnenol kinnxocri BHYTpititi 48,84
cunpcandiny, robTo 8in 47.5 mrimafnerky au 52.5 | monorpadis, urfrabneTiy
myimaBnerky. BO 1D
Ass mepaciny npudamuocint
90,0 % « 110.0% sig sanmpenol xinkkocri
cunackapiny, robro sia 45.0 ariraboersy oo 55.0
srirafinerxy.

Related substances Any unspecified impurity ~ not more than 6.2% p9, HPLC, in- 0.03 %
Total amount of impurities - not more than 0.5 % house
monograph, 0.13%
BP* I D
Cymyrui sotimsu Byas-nxi wetaennnjuxosusa aomitgsa — pe Sinse | 0.9, BEPX 0.03 %
0,2% BHYTPiLIRN '
Jarannis KUTLXICTh Aomitoox — ne Gineioe 0,5 % - stenorpadin, 0.13 %
59”11 D
Microblolopical purity | In the product it is accepted: p-10, Ph. Eur.*,
tutal aerobic microbial count (TAMC) 8 2.6.12, Complics
not more than 1000 CFUY; 2613
total yeasts and moulds count (TYMC) - not more | USP*, <612, Complics
than 100 CFU/g. 62>
Not allowed E. Coli in | g of product Complies
Mixpobionorivun B npenapuri aonyexsetect: n. 19,
SHCTOTA saranbise yneno sepoliumx wikpooprasiauia €%, p. 26.12, Bianosiase
(TAMC) - re Sinstre 1000 KY Oir; 26.13
IACAMLIC MHCI0 SPIAIROBHX Ta nuicimmmx rpulis | G CLHIAY, Bianosinse
(TYMC) —~ ie Ginste 100 KY'Orr, 41>, B>
He ponyeraereea E. Coli o | r npenapary Bianosinoe
* Current edition. /' [lsoue suzanns,
Labelling: Should correspondd to the registered labelling. Complies
_ Mapiysaunn: MMosxHso BiSNOB{IATH JAPOLCTPOBSAHOMY NEDIKY BAHIDO, Bianosinse
Puckaging: Shouid correspond to the requiremenits ol MQC. Complics
Naxysanun: Flossimo sianosiasm esMoray MKCH. Bianosiane
9 Factory. ¥ Regiviened Office:
CIM; L24IB0G AT RLEY 7207 CIN: L2A390G1976PLCT 73077
Pict No 215 - 219, GIOC Indusestaf Estane 203, lscon Mak, Star g Bazer Buiding
Fanoli ~ 396 116, Bharuch, Gujant. Opp. Jeahpor BRTE Sswdig,

t +UT 2048 2TZ 4V £ TBA 7 A FPR3 ) 335 ArrRGahed - SBGGTS, Gujenst, Wekn,
& opl prooligibphama e




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J, B, CHEMICALS & PHARMACEUTICALS LUIMITED

I hereby ceniify that the abuve information & anthentic and uccurste. This bateh of product has been
manufactured, including packaginglabelling and guallty comrol analysis, at the above mentfoned sie in Jutl
compliance with the GMP requirenents of the locat Reguiatory Authority ond with the specifivarion avallable in
registration dossier. Protocels of bawck processing, packaging and analysis records were reviewed and found to be in
compliance with GMP, 1 hereby confirm that all prodaction stages for this batch of finished product were carvied out
in full complinnce with the reguirements specified in the current GMP guldelines approved by the Ministry of Health
of Uhkraine,

Ios & 3acelduyio, wio nasedens sue indopamagin ¢ docmveipionw ma monow. Lo cepln HpodYKRIT Byao
SNPOERENO (EXAONRIDNR RTKPEINIA/MAPKISRINI] W0 Bposedens Konwpats I arocmd ne soueyrNavenil divsnni
¥ moswill sidnodldnocnd 3 sumozam GMP, SOMANORAEHUME MICRECNN PCIIAMOPHEN OPIONCH, & MOKUN
sidnosidne du cnewudinoyit, mo sicmamsca ¢ peecmpaniiinemy docee. Jipomoraas Qupolnuimen, RAXySaRR ma
asanisis Span mEPELIANYING A acmanoneno eldnosiduicms GMP. Hum niomeepdcymw, wo eci supobnui cmadil
aun gie¥ cepll zomonol mpodysnii byan 30iGcnent & nownifi sidnosidnocntl 3 SUMOSIME, JORANENIMN & NG
wacrusedl ¥ GMP, ramsepdycenili Mindcmepomeon oxopons opos’s Yrpalun,

Name and position of person responsible for the amalysis: | Mr, Yagnesh K. Trivedi, Sr. Manager QC
[lpizamute va nocazs ocofis, sto bitnonisac 3a awais; | Hricu K. Tpiseal, Cr. Meuepuep K8
Signatore of person responsible Tor analysis:
Miansc ocoda, mo signoniaac 12 susaiy :
Name and position of person responsible for batch release: | Hasmukh Jaysinh Arya
Dipissnme T2 nocaza ocobu, me sianosizac 33 pnuyex cepll: | Manager Quality Assursnce
' Xacnyx ,.!amﬁcm Aps

Signature of person responsible for batch rolesse:
Nianue ocolu, uio siznopiasc 3a sunyce ceplls
Date of signature:

Aata slanucanng:

¢ Fariwy: ¥ Hagisterpd Offica:

i L2000 NS TP 30Ty Tl L4303 G76PLCI 700 7Y
Plot No 274 - 319, GIIC Freuainial Estats B2, Saoon Mull Star Indin Bazac Buiidng, :
Paned) - 334 716, Eharach, Gujara G, JoBpur BRTS Satelite, mmwmmm

G WHET68E IR AT F TRA S 304 TR 7 335 Aterredabad - 380015 Sujar, Indis Prablvadivi Mumbe < 40658,

& fbugk panhigibobarmacom L 91 2 2439520075500




UNIQUE PHARMACEUTICAL LABORATORIES

A Divigion of J. B. CHEMICALS & PH M?‘MEUIICAL% LIMITED

. GOOD PEOPLE
for GOOD HEALTH

@

” cdﬁi; o S 3y %
{‘“t:rxmgtﬁiw Ne:

BATCH CERTIFICATE
v . CEPTH®IRAT HA CEPIIG
Product name: | NMOVAGRA EURO Manufacturing country: | India
Haaga apogyeniiz | HOBAPPA €BPO 4 Kpaina-srpobums: Inain
Pharmaceutical form, dosage: | film-coated tablets, 100 mg " ,
i V : . s , License No.
Hiraposka dopsn, | wadaerwn, agputi piainkosno obosouroe, : . .
, JHuewsis Ne:
aosyeasuna: | ao 100 mr
Strength/potency: | 1 tablet contaiuy sildenafil citrate equivalent to 100 mg of sildenaiil
Cuna giVascrneaicrs: | 1 rafisersa sicrurs cavmenmdiny urepary expisagenyno 100 sy cangenadiny
Type and size of 4 film-coated tableis in a blister, 1 blister in a cardboard box with Ukrainian

packaging: and English languages labeling
Bua i poswsip | no 4 Tabacres, sepaviid nnisxoson sboaonkow, ¥ Gaicrepi, no 1 Haicrepy ¥

G/1430

ynakuum: KAPTOWEiE oopoiu 3 mupkyBainaM YEPANCER 0 T3 auralicekon Mosamn
Batch No: | o000 60014 Batch size: | 10709 Boxey
Lepiv Ni: Posmip cepils wopobos
Mam;fwm‘ring date: 0672026 ? F‘xplry dgte: 052029
Jara pupobnunrea; Pepm. npri.; ,
Registration certificate: UASTOT01AS E}i??llmtw&“ from: 04.10.2018
Pecerpaniiine nocainuenna: Heofimewene 3t

Magufscturer: | Unique Pharmaceutical Laboratories (a division of J. B, Chemicals &
Pharmaceaticals Ltd. ), Plot No, 215219, G.LD.C., Industrial Arey, Panoli -
344 116, Dist, Bharuch, Indis

Bapoteni:  Buis Tapsacwivrisan JTadoparopis (sbadacuus gipsw «Tac. B. Kesivamp
eua Dapyracswrmean: Jdrae ), doasaws No 215219, i, Ak, 6. Ci

| Inpacrplan Epin, Tasoal - 394 116, oxpyr Bxapyx, Ingin

Certilicate of GMP compliance No.: . Valid till: :
Ceprudivar ninponigmocri HBI Ne; 050/2026/GMP Jiscunl a0 aLl ,LJIEIQS

Analysis procedure results /

Pesyan v nponetenns anauisy
Yo - METHODS OF ‘
REQU&EMEN?S:’ . | CONTROL/ Ribl%’?’”ﬁ!
BHMOIH ! e METOAU | P EIVIRTATH
TOKRA3 B ke ko UKORTROMIO: =l T
Appearange Purple-red color, ‘lxiangzxim @émpv:. biconvex film- | p, visually Comnlics
conted tablets inseribed with » 1007 onone side ‘ ‘ OrmpEies
Qe Ty priypHO-HePROHCTT KOTLOPY TRHEYTHOT (hopsi | 1,1, néspani
OGSV BEPEETE BTGB aG0NaHKDH) Bimnonduae
Tafaerey, 1w 00 9 oo Bony
Averape weight of 0310 myg+ 5 % p2, BES XILG 636,50 my
tnblets
Coprans wacs BRI ek 5 %
Tabacrex *
9 foctory: ¢ Bagiziured Difee:
CaM: LSRRI DR AT GIME LIABAEGA 9 A0ILE 11077
Plot Mo 18 - 395, QI Indhastrisd Latass U, baocey Mall Star ledie Bagw Buildag,
Fannd - 304 114, Bhaub, Sujaent, Opp. st BRTES Salibig wm dw; Mem}m aggm

& #RY 20A6 LIS U2 S VU8 S 3NN PRE 33k #rensdiabad - SOE Supwin, e Frnbbaded Mumibie - J000E,

@ hepl aandiibphema s LR P G wwer fhabarsacom



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

ARG i
Average weight of 36 0meg«£5% p2, BP* XL G —
tahlets — | 3129 mg
Cepenus Macs J8.0ur+ 3 % 2, GO, XL G
1aluseron IN2D Mr
Uniformity of mass Mass of not move than two tablets, may deviate p3, BP* XIIG
from the averape mass by more than 5 %%, and nons Complies
- by mre than 1086
Oawopiawicry macs Maca e Giasiire nix toox Tafnerok, Moxe nJ3, bo*, Xi
pimarurHes ein cepeannol Macy Gumwe nikea s | G Bianosizac
% i aoama — e Bitswoe win 1a 10%
Uniformity of dosage | Acceptance value (AV) < 15 pd, in-house
unity monogrugh, 3%
» USP* <905
O anopiyaicys Yricao npniliarinoct (AV) s 15 n.4, aRyTpimAEs
AOIOBRIUR DANHNILL MOHOTpADIS, 33%
v D.CHIA* <905
ldentification Retention time of principal peaks in chromatograms | p.3, HFLC, in-
Sildenafil of the test and the standard solutfons, obtained in | house Complics
the “Assay™ test should coinclde. monograph, '
BP* I D
Inenrndixania Yae yipuMyBaHHa OCHORHMX HIKiE HI ! .5, BEPX
Cunperaddn XPOMBTOTPANAN Ao | condapmnosy | BHYTPIEHS Binnosimac
poRasia, OTPEMARNEX B poaain s Kinxicme sonorpadis,
B HAERIB BOBKHEH CTRMANATIE B HID
Dissolution Not less than 80 % (Q) of label claim of sildenafil | p.6, USP® o8 %
should dissolve during 45 minutes. <M1=
Poavnwenny He seere B0 % () ein 2su0ew07 XinskocTi 16, B.CUIA*
crAneHadiny DOBHHHO PUITHHITICE npoTaroM 45 | <711 98 %
KBHNKH,
gw) w {in Nex more than 30 minutes. pr.BEL KA L o
| Poanananas (y poai) He Siansise sis 30 Xxnsms. 7, 60% XILA| 345 0cex
Assay For realive: p.8, HPLC,
Sildenafil 95,104 « 105.0% of label ¢laim of sildenafl], ie. in-house
47.5 mgitablet to 52.5 mg/tablet. monogragh, 971.7%
For shelf life: BP4, 11D 48.34 mg/tablet
90.0 %% - 110.0-% of label cluim of sildenafil, i.e -
45,0 mp/tablet to 55.0 mp/table. LN
Klanxicue Aen guryexy: SO
LY it L
§ Fuctory; ¢ Rogistersd Dffcs:
CIN; LASR0GIGTERLCY 73077 CIN: L2A3505J1 976PLET RGTY
Pl N0 215 - 214, GHC Tcurtrial Estate 30, ssoan Malf Star india Giear Bubiding,
ool - 394 736, Bbarach, Gujerat Opp. Jotirgas BATS Sutufite,

& YUY 2645 JT2ATY ) THA ) M TTRAV 136

& [bopd pencli bebanma com

Kunedstad - 380015, G, India.




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

L5

' {Zmnmm@m 95.0% « 105.0% sin 3axmnenol kinsxocTi BHyTpitbs 48,84
cunpcandiny, robTo 8in 47.5 mrimafnerky au 52.5 | monorpadis, urfrabneTiy
myimaBnerky. BO 1D
Ass mepsriny npudamnoci.

90,0 % « 110.0% sig sanmpenol xinkkocri
cunackapiny, robro Bia 45,0 mrirabnerxy a0 55.0
srirafinerxy.
Related substances Any unspecified impurity ~ not more than 6.2% p9, HPLC, in- 0.03 %
Total amount of impurities - not more than 0.5 % house
monograph, 0.13%
BP* I D
Cymyrui sotimsu Byas-nxi wetaennnjuxosusa aomitgsa — pe Sinse | 0.9, BEPX 0.03 %
0,2% BHYTPiLIRN '
Jarannis KUTLXICTh Aomitoox — ne Gineioe 0,5 % - stenorpadin, 0.13 %
59”11 D
Microblolopical purity | In the product it is accepted: p-10, Ph. Eur.*,
tutal aerobic microbial count (TAMC) 8 2.6.12, Complics
not more than 1000 CFUY; 2613
total yeasts and moulds count (TYMC) - not more | USP*, <612, Complics
than 100 CFU/g. 62>
Not allowed E. Coli in | g of product Complies
Mixpobionorivun B npenapuri aonyexsetect: n. 19,
SHCTOTA saranbise yneno sepoliumx wikpooprasiauia €%, p. 26.12, Bianosiase
(TAMC) - re Sinstre 1000 KY Oir; 26.13
IACAMLIC MHCI0 SPIAIROBHX Ta nuicimmmx rpulis | G CLHIAY, Bianosinac
(TYMC) — e Ginste 100 KYOrr, 61>, <hT>
He ponyeraereea E. Coli o | r npenapary Bianosinoe
* Current edition. /' [lsoue suzanns,
Labelling: Should correspondd to the registered labelling. Complies
Mapxysaunn: ITosxaao BizOOEY CTPOBEHD RAEAEND, Bianosinse
Packaging: Should correspond to the reguirements of MQC. Complics
Naxysanun: Flossimo sianosiasm esMoray MKCH. Bianosiane
® Factory. ¥ Pugisteced Office:
CIM; L24IB0G AT RLEY 7207 CIN: L2A390G1976PLCT 73077

Plot No 218 - 219, GOC Industriad Eshate
Fanoli ~ 396 116, Bharuch, Gujant.
t +UT 2048 2TZ 4V £ TBA 7 A FPR3 ) 335
o Joopl paooligibphame oo

0T, Incoe Mal, St inda Bazer Buiding
Opp. Jeahpor BRTE Sswdig,
Arenegabed - SBGGTS, Gujenss, ek,




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J, B, CHEMICALS & PHARMACEUTICALS LUIMITED

I hereby ceniify that the abuve information & anthentic and uccurste. This bateh of product has been
manufactured, including packaginglabelling and quallty comrol analysis, at the above mentioned sie in Jull
compliance with the GMP requirenents of the locat Reguiatory Authority ond with the specifivarion avallable in
registration dossier. Protocels of bawck processing, packaging and analysis records were reviewed and found to be in
compliance with GMP, 1 hereby confirm that all prodaction stages for this batch of finished product were carvied out
in full complinnce with the reguirements specified in the current GMP guldelines approved by the Ministry of Health
of Ukraine,

Ios & 3acelduyio, wio nasedens sue indopamagin ¢ docmveipionw ma monow. Lo cepln HpodYKRIT Byao
SNPOERENO (EXAONRIDNR RTKPEINIA/MAPKISRINI] W0 Bposedens Konwpats I arocmd ne soueyrNavenil divsnni
¥ moswill sidnodldnocnd 3 sumozam GMP, SOMANORAEHUME MICRECNN PCIIAMOPHEN OPIONCH, & MOKUN
sldnagione do cnawdinonii, nio sicmunscs ¢ peccmpaiiiinemy docre. Hpomokonu SupoSKuLmen, HOXYEQHIR M
auanizie Span nepezianyme ma scmanosreno eidnoslonicms GMP, Hum nidmeepdncym, wp eci supobnuyi cmadil
aun gie¥ cepll zomonol mpodysnii byan 30iGcnent & nownifi sidnosidnocntl 3 SUMOSIME, JORANENIMN & NG
wacrusedl ¥ GMP, ramsepdycenili Mindcmepomeon oxopons opos’s Yrpalun,

Name and position of person responsible for the amalysis: | Mr, Yagnesh K. Trivedi, Sr. Manager QC
[lpizamute va nocazs ocofis, sto bitnonisac 3a awais; | Hricu K. Tpiseal, Cr. Meuepuep K8
Signatore of person responsible Tor analysis:
Miansc ocoda, mo signoniaac 12 susaiy :
Name and positian of person responsible for batch release: | Hasmukh Jaysinh Arya
Dipissnme T2 nocaza ocobu, me sianosizac 33 pnuyex cepll: | Manager Quality Assursnce
Xacmyx [bsaticin Apa

JabeaneugHna AKOCTI MeneDReps

Signatare of person responsible for batch rolesse:
Nianue ocolu, uio siznopiasc 3a sunyce ceplls

Date of signature: v
Jara nlanucannn: m ’ W% v

A/ hat! >
24 oky MRS

¢ Fariwy: ¥ Hagisterpd Offica:

i L2000 NS TP 30Ty Tl L4303 G76PLCI 700 7Y
mwm-evsaammmmu B2, devon Mall, Ster Indis Barae Budiding,
Pamedl - 394 716, Evaruch, Gujscat O, JomPour BRTS Satelite, : .
G WHET68E IR AT F TRA S 304 TR 7 335 Aterredabad - 380015 Sujar, Indis Prablradevi Mumbs: < 400025,

% [brad pamchiijboharma.com \ 491 22 2439520075500 ‘ wewew jbphaerma com



UNIQUE PHARMACEUTICAL LABORATORIES

A Divigion of J. B. CHEMICALS & PH M?‘MEUIICAL% LIMITED

. GOOD PEOPLE
for GOOD HEALTH

@

” cdﬁi; o S 3y %
{‘“t:rxmgtﬁiw Ne:

BATCH CERTIFICATE
v . CEPTH®IRAT HA CEPIIG
Product name: | NMOVAGRA EURO Manufacturing country: | India
Haaga apogyeniiz | HOBAPPA €BPO 4 Kpaina-srpobums: Inain
Pharmaceutical form, dosage: | film-coated tablets, 100 mg " ,
i V : . s , License No.
Hiraposka dopsn, | wadaerwn, agputi piainkosno obosouroe, : . .
, JHuewsis Ne:
aosyeasuna: | ao 100 mr
Strength/potency: | 1 tablet contaiuy sildenafil citrate equivalent to 100 mg of sildenaiil
Cuna giVascrneaicrs: | 1 rafisersa sicrurs cavmenmdiny urepary expisagenyno 100 sy cangenadiny
Type and size of 4 film-coated tableis in a blister, 1 blister in a cardboard box with Ukrainian

packaging: and English languages labeling
Bua i poswsip | no 4 Tabacres, sepaviid nnisxoson sboaonkow, ¥ Gaicrepi, no 1 Haicrepy ¥

G/1430

ynakuum: KAPTOWEiE oopoiu 3 mupkyBainaM YEPANCER 0 T3 auralicekon Mosamn
Batch No: | o000 60014 Batch size: | 10709 Boxey
Lepiv Ni: Posmip cepils wopobos
Mam;fwm‘ring date: 0672026 ? F‘xplry dgte: 052029
Jara pupobnunrea; Pepm. npri.; ,
Registration certificate: UASTOT01AS E}i??llmtw&“ from: 04.10.2018
Pecerpaniiine nocainuenna: Heofimewene 3t

Magufscturer: | Unique Pharmaceutical Laboratories (a division of J. B, Chemicals &
Pharmaceaticals Ltd. ), Plot No, 215219, G.LD.C., Industrial Arey, Panoli -
344 116, Dist, Bharuch, Indis

Bapoteni:  Buis Tapsacwivrisan JTadoparopis (sbadacuus gipsw «Tac. B. Kesivamp
eua Dapyracswrmean: Jdrae ), doasaws No 215219, i, Ak, 6. Ci

| Inpacrplan Epin, Tasoal - 394 116, oxpyr Bxapyx, Ingin

Certilicate of GMP compliance No.: . Valid till: :
Ceprudivar ninponigmocri HBI Ne; 050/2026/GMP Jiscunl a0 aLl ,LJIEIQS

Analysis procedure results /

Pesyan 1o nponeinen s aniay
Yo - METHODS OF :
REQU&EMEN?&A’ . | CONTROL/ Riblfiﬁ"ﬁ!
BHMOIH ! o METOAU | P EIVIRTATH
TOKAZ B G e RORTROIRON i TR
Appearange Purple-red color, ‘lxiangzxim @émpv:. biconvex film- | p, visually Comnlics
coated tablets inseribed with 7 1007 on_one side ‘ ‘ OrmpEies
Qe Ty privpHo-HEPROHOTG KOILODY TRMKYTHUT (hopsi | .1, nésyasnse
OGSV BEPEETE BTGB aG0NaHKDH) Bimnonduae
Tafaerey, 1w 00 9 oo Bony
Averafe weight of O3 0mgs 5 % p, B XN G 636,50 mg
tnblets
Coprans wacs BRI ek 5 % P 636,50 s
Tabacrex . *
9 foctory: ¢ Bagiziured Difee:
Tl LSS T OTEPLE DRITY M LIS ARG 97 PLE T IA0T 7
Plot Mo 18 - 395, QI Indhastrisd Latass U, baocey Mall Star ledie Bagw Buildag,
Fannd - 304 114, Bhaub, Sujaent, Opp. st BRTES Salibig wm dw; Mem}m aggm

& #RY 20A6 LIS U2 S VU8 S 3NN PRE 33k #rensdiabad - SOE Supwin, e Frnbbaded Mumibie - J000E,

@ hepl aandiibphema s LR P G wwer fhabarsacom



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

ISR é . iy 6 ;
Average weight of 36 0meg«£5% p2, BP* XILG —
tablets _ | MIL2% mg
Cepenus Macs J8.0ur+ 3 % 2, GO, XL G
1lserox IN2D Mr
Uniformity of mass Mass of not move than two tablets, may deviate p3, BP* XIIG

from the averape mass by more than 5 %%, and nons Complies
- by mre than 1086
Oawopiawicry macs Maca e Giasiire nix toox Tafnerok, Moxe nJ3, bo*, Xi
pimarurHes ein cepeannol Macy Gumwe nikea s | G Bianosisac
% i aoama — e Bitswoe win 1a 10%
Uniformity of dosage | Acceptance value (AV) < 15 pd, in-house
unity monogrugh, 3%
» USP* <905>
O anopiyaicys Yricao npniliarinoct (AV) s 15 n.4, aRyTpimAEs
AOIOBRIUR DANHNILL MOHOTpADIS, 33%
v D CILIA* <9054
ldentification Retention time of principal peaks in chromatograms | p.3, HFLC, in-
Sildenafil of the fess and the standard solutions, olained in | houso " Complics
the “Assay™ test should coinclde. monograph, '
B D
Inewrwdixanin Yae yipuMyBaHHa OCHORHMX HIKiE HI ! .5, BEPX
Chanenaddn XPOMBTOTPENEN docridacyoanoss | cmadapmnosy | pHyTpimya Wimslaie
poRasia, OTPEMARNEX B poaain s Kinxicme sonorpadis,
B HAERIB BOBKHEH CTRMANATIE B HID
Dissolation Not less than 80 % (Q) of label claim of sildenafil | p.6, USPF* 98 9%
should dissolve during 45 minutes. <M1=
Poavnwenny He seere B0 % () ein 2su0ew07 XinskocTi 16, B.CUIA*
crAneHadiny DOBHHHO PUITHHITICE npoTaroM 45 | <711 98 %
KBHNKH,
mgcgwﬁou {ins Naxt more than 30 minuwtes, p.7. BP* XH A .
| Pownanamas (y soni) | He Sinnioe wis 30 xpaumies. 7. 60% XILA| 3.5 0cex
Assay For realive: p.8, HPLC,
Sildenafil 95,104 « 105.0% of label ¢laim of sildenafl], ie. in-house
47.5 mp/tablet to 52.5 mgftablet. monogragh, 91.7%
For shelf life: BP, 1D 48.34 my/tablet
90.0 %% - 110.0-% of label cluim of sildenafil, i.e
45,0 mg'tablel to 554 mglablel. , s
Kissxdens Aes ourmyeny: n.d, B
BHITENEUNY o H A\
§ Fuctory; ¢ Rogletersd Office;
CIN; LSR0GIGTERLCI 73077 CIN: L2A3505J1 976PLET RGTY
Pt No 218 - 214, BHHC mcustrin! Estate 30, soan Mal|, St india Bazar Buliding,
Faroil - 394 736, Bbaroch, Gujsrst Opp. Jotryut BATS Sutelite,

& YN 2646 FT7 AT TR : M TRIS 15 Khivothabad - 380074, Gojmny, India.
& (hopd panolil bpbamma com




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

L5

' {Zmnmm@m 95.0% « 105.0% sin 3axmnenol kinsxocTi BHyTpitbs 48,84
cunpcandiny, robTo 8in 47.5 mrimafnerky au 52.5 | monorpadis, urfrabneTiy
myimaBnerky. BO 1D
Ass mepaciny npudamuocint
90,0 % « 110.0% sig sanmpenol xinkkocri
cunackapiny, robro Bia 45,0 mrirabnerxy a0 55.0
srirafinerxy.

Related substances Any unspecified impurity ~ not more than 6.2% p9, HPLC, in- 0.03 %
Total amount of impurities - not more than 0.5 % house
monograph, 0.13%
BP* I D
Cymyrui sotimsu Byas-nxi wetaennnjuxosusa aomitgsa — pe Sinse | 0.9, BEPX 0.03 %
0,2% BHYTPiLIRN '
Jarannis KUTLXICTh Aomitoox — ne Gineioe 0,5 % - stenorpadin, 0.13 %
59”11 D
Microblolopical purity | In the product it is accepted: p-10, Ph. Eur.*,
tutal aerobic microbial count (TAMC) 8 2.6.12, Complics
not more than 1000 CFUY; 2613
total yeasts and moulds count (TYMC) - not more | USP*, <612, Complics
than 100 CFU/g. 62>
Not allowed E. Coli in | g of product Complies
Mixpobionorivun B npenapuri aonyexsetect: n. 19,
SHCTOTA saranbise yneno sepoliumx wikpooprasiauia €%, p. 26.12, Bianosiase
(TAMC) - re Sinstre 1000 KY Oir; 26.13
IACAMLIC MHCI0 SPIAIROBHX Ta nuicimmmx rpulis | G CLHIAY, Bianosinse
(TYMC) — e Ginste 100 KYOrr, 61>, <hT>
He ponyeraereea E. Coli o | r npenapary Bianosinoe
* Current edition. /' [lsoue suzanns,
Labelling: Should correspondd to the registered labelling. Complies
Mapxysaunn: ITosxaao BizOOEY CTPOBEHD RAEAEND, Bianosinse
Packaging: Should correspond to the reguirements of MQC. Complics
Naxysanun: Flossimo sianosiasm esMoray MKCH. Bianosiane
¥ Factory. . o e Y“‘ \\?‘ 4
CIN: L24300G R 7 6ELEY A0 i gxﬂmwwmtnun ' coell ,";»'., m&%&‘t&n : .;
Pict No 215 - 219, GIOC Indusestaf Estane 302, Incon Mak, St ind Bazer Buiding Crarky T BN ma,s" oo ~
Panoli - 396 116 Bhoruch, Gujsnt. Opp. Jodhpit BRTS Sanwiina Apps ReANG 6”\*
G HUTISAB ZTZATI/TBA) IDAUPRZIAE  Abevwgabed - SBUGTS, Gujenst, ieka, Prmb ?‘f’@"?\w Tazs
o fcpl panoligibphamn com L +51 22 ZONSENEG *




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J, B, CHEMICALS & PHARMACEUTICALS LUIMITED

I hereby ceniify that the abuve information & anthentic and uccurste. This bateh of product has been
manufactured, including packaginglabelling and quallty comrol analysis, at the above mentioned sie in Jull
compliance with the GMP requirenents of the locat Reguiatory Authority ond with the specifivarion avallable in
registration dossier. Protocels of bawck processing, packaging and analysis records were reviewed and found to be in
compliance with GMP, 1 hereby confirm that all prodaction stages for this batch of finished product were carvied out
in full complinnce with the reguirements specified in the current GMP guldelines approved by the Ministry of Health
of Ukraine,

Ios & 3acelduyio, wio nasedens sue indopamagin ¢ docmveipionw ma monow. Lo cepln HpodYKRIT Byao
SNPOERENO (EXAONRIDNR RTKPEINIA/MAPKISRINI] W0 Bposedens Konwpats I arocmd ne soueyrNavenil divsnni
¥ moswill sidnodldnocnd 3 sumozam GMP, SOMANORAEHUME MICRECNN PCIIAMOPHEN OPIONCH, & MOKUN
sldnagione do cnawdinonii, nio sicmunscs ¢ peccmpaiiiinemy docre. Hpomokonu SupoSKuLmen, HOXYEQHIR M
auanizie Span nepezianyme ma scmanosreno eidnoslonicms GMP, Hum nidmeepdncym, wp eci supobnuyi cmadil
aun gie¥ cepll zomonol mpodysnii byan 30iGcnent & nownifi sidnosidnocntl 3 SUMOSIME, JORANENIMN & NG
wacrusedl ¥ GMP, ramsepdycenili Mindcmepomeon oxopons opos’s Yrpalun,

Name and position of person responsible for the amalysis: | Mr, Yagnesh K. Trivedi, Sr. Manager QC
[lpizamute va nocazs ocofis, sto bitnonisac 3a awais; | Hricu K. Tpiseal, Cr. Meuepuep K8
Signatore of person responsible Tor analysis:
Miansc ocoda, mo signoniaac 12 susaiy :
Name and positian of person responsible for batch release: | Hasmukh Jaysinh Arya
Dipissnme T2 nocaza ocobu, me sianosizac 33 pnuyex cepll: | Manager Quality Assursnce
Xacmyx [bsaticin Apa

JabeaneugHna AKOCTI MeneDReps

Signatare of person responsible for batch rolesse:
Nianue ocolu, uio siznopiasc 3a sunyce ceplls

Date of signature: v
Jara nlanucannn: m ’ W% v

¢ Fariwy: ¥ Hagisterpd Offica:

Cid: 1239069 Tem T30 CHE LEFWOS N G76PLEITINTY
mmmﬁ*evsaammmmu B2, devon Mall, Ster Indis Barae Budiding,
Paenedl - 394 116, Bharuch, Gujarst O, Julpur BRTS Sateline, Appa Sabely

G WHET68E IR AT F TRA S 304 TR 7 335 Aterredabad - 380015 Sujar, Indis Prablradevi Mumbs: < 400025,
& fbugk panhigibobarmacom L 91 2 2439520075500



UNIQUE PHARMACEUTICAL LABORATORIES

A Divigion of J. B. CHEMICALS & PH M?‘MEUIICAL% LIMITED

. GOOD PEOPLE
for GOOD HEALTH

@

” cdﬁi; o S 3y %
{‘“t:rxmgtﬁiw Ne:

BATCH CERTIFICATE
v . CEPTH®IRAT HA CEPIIG
Product name: | NMOVAGRA EURO Manufacturing country: | India
Haaga apogyeniiz | HOBAPPA €BPO 4 Kpaina-srpobums: Inain
Pharmaceutical form, dosage: | film-coated tablets, 100 mg " ,
i V : . s , License No.
Hiraposka dopsn, | wadaerwn, agputi piainkosno obosouroe, : . .
, JHuewsis Ne:
aosyeasuna: | ao 100 mr
Strength/potency: | 1 tablet contaiuy sildenafil citrate equivalent to 100 mg of sildenaiil
Cuna giVascrneaicrs: | 1 rafisersa sicrurs cavmenmdiny urepary expisagenyno 100 sy cangenadiny
Type and size of 4 film-coated tableis in a blister, 1 blister in a cardboard box with Ukrainian

packaging: and English languages labeling
Bua i poswsip | no 4 Tabacres, sepaviid nnisxoson sboaonkow, ¥ Gaicrepi, no 1 Haicrepy ¥

G/1430

ynakuum: KAPTOWEiE oopoiu 3 mupkyBainaM YEPANCER 0 T3 auralicekon Mosamn
Batch No: | o000 60014 Batch size: | 10709 Boxey
Lepiv Ni: Posmip cepils wopobos
Mam;fwm‘ring date: 0672026 ? F‘xplry dgte: 052029
Jara pupobnunrea; Pepm. npri.; ,
Registration certificate: UASTOT01AS E}i??llmtw&“ from: 04.10.2018
Pecerpaniiine nocainuenna: Heofimewene 3t

Magufscturer: | Unique Pharmaceutical Laboratories (a division of J. B, Chemicals &
Pharmaceaticals Ltd. ), Plot No, 215219, G.LD.C., Industrial Arey, Panoli -
344 116, Dist, Bharuch, Indis

Bapoteni:  Buis Tapsacwivrisan JTadoparopis (sbadacuus gipsw «Tac. B. Kesivamp
eua Dapyracswrmean: Jdrae ), doasaws No 215219, i, Ak, 6. Ci

| Inpacrplan Epin, Tasoal - 394 116, oxpyr Bxapyx, Ingin

Certilicate of GMP compliance No.: . Valid till: :
Ceprudivar ninponigmocri HBI Ne; 050/2026/GMP Jiscunl a0 aLl ,LJIEIQS

Analysis procedure results /

Pesyan 1o nponeinen s aniay
Yo - METHODS OF :
REQU&EMEN?&A’ . | CONTROL/ Riblfiﬁ"ﬁ!
BHMOIH ! o METOAU | P EIVIRTATH
TOKAZ B G e RORTROIRON i TR
Appearange Purple-red color, ‘lxiangzxim @émpv:. biconvex film- | p, visually Comnlics
coated tablets inseribed with 7 1007 on_one side ‘ ‘ OrmpEies
Qe Ty privpHo-HEPROHOTG KOILODY TRMKYTHUT (hopsi | .1, nésyasnse
OGSV BEPEETE BTGB aG0NaHKDH) Bimnonduae
Tafaerey, 1w 00 9 oo Bony
Averafe weight of O3 0mgs 5 % p, B XN G 636,50 mg
tnblets
Coprans wacs BRI ek 5 % P 636,50 s
Tabacrex . *
9 foctory: ¢ Bagiziured Difee:
Tl LSS T OTEPLE DRITY M LIS ARG 97 PLE T IA0T 7
Plot Mo 18 - 395, QI Indhastrisd Latass U, baocey Mall Star ledie Bagw Buildag,
Fannd - 304 114, Bhaub, Sujaent, Opp. st BRTES Salibig wm dw; Mem}m aggm

& #RY 20A6 LIS U2 S VU8 S 3NN PRE 33k #rensdiabad - SOE Supwin, e Frnbbaded Mumibie - J000E,

@ hepl aandiibphema s LR P G wwer fhabarsacom



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

ARG i
Average weight of 36 0meg«£5% p2, BP* XL G —
tablets _ | 3129 mg
Cepenus Macs J8.0ur+ 3 % 2, GO, XL G
1lserox IN2D Mr
Uniformity of mass Mass of not move than two tablets, may deviate p3, BP* XIIG
from the averape mass by more than 5 %%, and nons Complies
- by mre than 1086
Oawopiawicry macs Maca e Giasiire nix toox Tafnerok, Moxe nJ3, bo*, Xi
pimarurHes ein cepeannol Macy Gumwe nikea s | G Bianosizac
% i aoama — e Bitswoe win 1a 10%
Uniformity of dosage | Acceptance value (AV) < 15 pd, in-house
unity monogrugh, 3%
» USP* <905>
O anopiyaicys Yricao npniliarinoct (AV) s 15 n.4, aRyTpimAEs
AOIOBRIUR DANHNILL MOHOTpADIS, 33%
v D CILIA* <9054
ldentification Retention time of principal peaks in chromatograms | p.3, HFLC, in-
Sildenafil of the test and the standard solutfons, obtained in | house Complics
the “Assay” test should coincide. monograph, '
BP* I D
Inenrndixania Yae yipuMyBaHHa OCHORHMX HIKiE HI ! .5, BEPX
Cunperaddn XPOMBTOTPANAN Ao | condapmnosy | BHYTPIEHS Binnosimac
poRasia, OTPEMARNEX B poaain s Kinxicme sonorpadis,
B HAERIB BOBKHEH CTRMANATIE B HID
Dissolution Not less than 80 % (Q) of label claim of sildenafil | p.6, USP® 58 %
should dissolve during 45 minutes. <M1=
Poavnwenny He seere B0 % () ein 2su0ew07 XinskocTi 16, B.CUIA*
crAneHadiny DOBHHHO PUITHHITICE npoTaroM 45 | <711 98 %
XBHNKH,
?:;W. {in Nat more than 30 minutes. p.7. BP*, XA .
| Pownanamas (y soni) | He Sinnioe wis 30 xpaumies. 7. 60% XILA| 3.5 0cex
Assay For realive: p.8, HPLC,
Sildenafil 95,104 « 105.0% of label ¢laim of sildenafl], ie. in-house
47.5 mgitablet to 52.5 mg/tablet. monogragh, 971.7%
For shelf life. BP, 1D 48.34 my/tablet
90.0 %% - 110.0-% of label cluim of sildenafil, i.e
45,0 mg'tablel to 554 mglablel.
Klanxicue Aen guryexy:
BHINENEHnS
§ Fuctory; ¢ Rogletersd Office;
CIN; LSR0GIGTERLCI 73077 CIN: LZEROG1 926PLETTIONT
Pt Mo 218 - 114, GHC moustial Exiate 30, smean Mall, Star indix Gaear Bulding,
Faroil - 394 736, Bbaroch, Gujsrst Opp. Jotryut BATS Sutelite,

& YUY 2645 JT2ATY ) THA ) M TTRAV 136

& [bopd pencli bebanma com

Kunedstad - 380015, G, India.




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

L5

' {Zmnmm@m 95.0% « 105.0% sin 3axmnenol kinsxocTi BHyTpitbs 48,84
cunpcandiny, robTo 8in 47.5 mrimafnerky au 52.5 | monorpadis, urfrabneTiy
myimaBnerky. BO 1D
Ass mepsriny npudamnoci.

90,0 % « 110.0% sig sanmpenol xinkkocri
cunackapiny, robro Bia 45,0 mrirabnerxy a0 55.0
srirafinerxy.
Related substances Any unspecified impurity ~ not more than 6.2% p9, HPLC, in- 0.03 %
Total amount of impurities - not more than 0.5 % house
monograph, 0.13%
BP* I D
Cymyrui sotimsu Byas-nxi wetaennnjuxosusa aomitgsa — pe Sinse | 0.9, BEPX 0.03 %
0,2% BHYTPiLIRN '
Jarannis KUTLXICTh Aomitoox — ne Gineioe 0,5 % - stenorpadin, 0.13 %
59”11 D
Microblolopical purity | In the product it is accepted: p-10, Ph. Eur.*,
tutal aerobic microbial count (TAMC) 8 2.6.12, Complics
not more than 1000 CFUY; 2613
total yeasts and moulds count (TYMC) - not more | USP*, <612, Complics
than 100 CFU/g. 62>
Not allowed E. Coli in | g of product Complies
Mixpobionorivun B npenapuri aonyexsetect: n. 19,
SHCTOTA saranbise yneno sepoliumx wikpooprasiauia €%, p. 26.12, Bianosiase
(TAMC) - re Sinstre 1000 KY Oir; 26.13
IACAMLIC MHCI0 SPIAIROBHX Ta nuicimmmx rpulis | G CLHIAY, Bianosinac
(TYMC) — e Ginste 100 KYOrr, 61>, <hT>
He ponyeraereea E. Coli o | r npenapary Bianosinoe
* Current edition. /' [lsoue suzanns,
Labelling: Should correspondd to the registered labelling. Complies
Mapxysaunn: ITosxaao BizOOEY CTPOBEHD RAEAEND, Bianosinse
Packaging: Should correspond to the reguirements of MQC. Complics
Naxysanun: Flossimo sianosiasm esMoray MKCH. Bianosiane
® Factory. ¥ Pugisteced Office:
CIM; L24IB0G AT RLEY 7207 CIN: L2A390G1976PLCT 73077

Plot No 218 - 219, GOC Industriad Eshate
Fanoli ~ 396 116, Bharuch, Gujant.
t +UT 2048 2TZ 4V £ TBA 7 A FPR3 ) 335
o Joopl paooligibphame oo

0T, Incoe Mal, St inda Bazer Buiding
Opp. Jeahpor BRTE Sswdig,
Arenegabed - SBGGTS, Gujenss, ek,




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J, B, CHEMICALS & PHARMACEUTICALS LUIMITED

I hereby ceniify that the abuve information & anthentic and uccurste. This bateh of product has been
manufactured, including packaginglabelling and guallty comrol analysis, at the above mentfoned sie in Jutl
compliance with the GMP requirenents of the locat Reguiatory Authority ond with the specifivarion avallable in
registration dossier. Protocels of bawck processing, packaging and analysis records were reviewed and found to be in
compliance with GMP, 1 hereby confirm that all prodaction stages for this batch of finished product were carvied out
in full complinnce with the reguirements specified in the current GMP guldelines approved by the Ministry of Health
of Uhkraine,

Ios & 3acelduyio, wio nasedens sue indopamagin ¢ docmveipionw ma monow. Lo cepln HpodYKRIT Byao
SNPOERENO (EXAONRIDNR RTKPEINIA/MAPKISRINI] W0 Bposedens Konwpats I arocmd ne soueyrNavenil divsnni
¥ moswill sidnodldnocnd 3 sumozam GMP, SOMANORAEHUME MICRECNN PCIIAMOPHEN OPIONCH, & MOKUN
sidnosidne du cnewudinoyit, mo sicmamsca ¢ peecmpaniiinemy docee. Jipomoraas Qupolnuimen, RAXySaRR ma
asanisis Span mEPELIANYING A acmanoneno eldnosiduicms GMP. Hum niomeepdcymw, wo eci supobnui cmadil
aun gie¥ cepll zomonol mpodysnii byan 30iGcnent & nownifi sidnosidnocntl 3 SUMOSIME, JORANENIMN & NG
wacrusedl ¥ GMP, ramsepdycenili Mindcmepomeon oxopons opos’s Yrpalun,

Name and position of person responsible for the amalysis: | Mr, Yagnesh K. Trivedi, Sr. Manager QC
[lpizamute va nocazs ocofis, sto bitnonisac 3a awais; | Hricu K. Tpiseal, Cr. Meuepuep K8
Signatore of person responsible Tor analysis:
Miansc ocoda, mo signoniaac 12 susaiy :
Name and position of person responsible for batch release: | Hasmukh Jaysinh Arya
Dipissnme T2 nocaza ocobu, me sianosizac 33 pnuyex cepll: | Manager Quality Assursnce
' Xacnyx ,.!amﬁcm Aps

Signature of person responsible for batch rolesse:
Nianue ocolu, uio siznopiasc 3a sunyce ceplls
Date of signature:

Aata slanucanng:

PATH

~N \Loe\nansn,
3o o

® Factary: ¥ Wagisteend Office: T e

i L2000 NS TP 30Ty Tl L4303 G76PLCI 700 7Y
Plot No 274 - 319, GIIC Freuainial Estats B2, Saoon Mull Star Indin Bazac Buiidng, :
Paned) - 334 716, Eharach, Gujara G, JoBpur BRTS Satelite, mmwmmm

G WHET68E IR AT F TRA S 304 TR 7 335 Aterredabad - 380015 Sujar, Indis Prablvadivi Mumbe < 40658,

& fbugk panhigibobarmacom L 91 2 2439520075500




UNIQUE PHARMACEUTICAL LABORATORIES

A Divigion of J. B. CHEMICALS & PH M?‘MEUIICAL% LIMITED

. GOOD PEOPLE
for GOOD HEALTH

@

” cdﬁi; o S 3y %
{‘“t:rxmgtﬁiw Ne:

BATCH CERTIFICATE
v . CEPTH®IRAT HA CEPIIG
Product name: | NMOVAGRA EURO Manufacturing country: | India
Haaga apogyeniiz | HOBAPPA €BPO 4 Kpaina-srpobums: Inain
Pharmaceutical form, dosage: | film-coated tablets, 100 mg " ,
i V : . s , License No.
Hiraposka dopsn, | wadaerwn, agputi piainkosno obosouroe, : . .
, JHuewsis Ne:
aosyeasuna: | ao 100 mr
Strength/potency: | 1 tablet contaiuy sildenafil citrate equivalent to 100 mg of sildenaiil
Cuna giVascrneaicrs: | 1 rafisersa sicrurs cavmenmdiny urepary expisagenyno 100 sy cangenadiny
Type and size of 4 film-coated tableis in a blister, 1 blister in a cardboard box with Ukrainian

packaging: and English languages labeling
Bua i poswsip | no 4 Tabacres, sepaviid nnisxoson sboaonkow, ¥ Gaicrepi, no 1 Haicrepy ¥

G/1430

ynakuum: KAPTOWEiE oopoiu 3 mupkyBainaM YEPANCER 0 T3 auralicekon Mosamn
Batch No: | o000 60014 Batch size: | 10709 Boxey
Lepiv Ni: Posmip cepils wopobos
Mam;fwm‘ring date: 0672026 ? F‘xplry dgte: 052029
Jara pupobnunrea; Pepm. npri.; ,
Registration certificate: UASTOT01AS E}i??llmtw&“ from: 04.10.2018
Pecerpaniiine nocainuenna: Heofimewene 3t

Magufscturer: | Unique Pharmaceutical Laboratories (a division of J. B, Chemicals &
Pharmaceaticals Ltd. ), Plot No, 215219, G.LD.C., Industrial Arey, Panoli -
344 116, Dist, Bharuch, Indis

Bapoteni:  Buis Tapsacwivrisan JTadoparopis (sbadacuus gipsw «Tac. B. Kesivamp
eua Dapyracswrmean: Jdrae ), doasaws No 215219, i, Ak, 6. Ci

| Inpacrplan Epin, Tasoal - 394 116, oxpyr Bxapyx, Ingin

Certilicate of GMP compliance No.: . Valid till: :
Ceprudivar ninponigmocri HBI Ne; 050/2026/GMP Jiscunl a0 aLl ,LJIEIQS

Analysis procedure results /

Pesyan 1o nponeinen s aniay
Yo - METHODS OF :
REQU&EMEN?&A’ . | CONTROL/ Riblfiﬁ"ﬁ!
BHMOIH ! o METOAU | P EIVIRTATH
TOKAZ B G e RORTROIRON i TR
Appearange Purple-red color, ‘lxiangzxim @émpv:. biconvex film- | p, visually Comnlics
coated tablets inseribed with 7 1007 on_one side ‘ ‘ OrmpEies
Qe Ty privpHo-HEPROHOTG KOILODY TRMKYTHUT (hopsi | .1, nésyasnse
OGSV BEPEETE BTGB aG0NaHKDH) Bimnonduae
Tafaerey, 1w 00 9 oo Bony
Averafe weight of O3 0mgs 5 % p, B XN G 636,50 mg
tnblets
Coprans wacs BRI ek 5 % LIS A M
Tabaerow g *
9 foctory: ¢ Bagiziured Difee:
Tl LSS T OTEPLE DRITY M LIS ARG 97 PLE T IA0T 7
Plot Mo 18 - 395, QI Indhastrisd Latass U, baocey Mall Star ledie Bagw Buildag,
Fannd - 304 114, Bhaub, Sujaent, Opp. st BRTES Salibig wm dw; Mem}m aggm

& #RY 20A6 LIS U2 S VU8 S 3NN PRE 33k #rensdiabad - SOE Supwin, e Frnbbaded Mumibie - J000E,

@ hepl aandiibphema s LR P G wwer fhabarsacom



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

ISR é . iy 6 ;
Average weight of 36 0meg«£5% p2, BP* XILG —
tablets _ | MIL2% mg
Cepenus Macs J8.0ur+ 3 % 2, GO, XL G
1lserox IN2D Mr
Uniformity of mass Mass of not move than two tablets, may deviate p3, BP* XIIG

from the averape mass by more than 5 %%, and nons Complies
- by mre than 1086
Oawopiawicry macs Maca e Giasiire nix toox Tafnerok, Moxe nJ3, bo*, Xi
pimarurHes ein cepeannol Macy Gumwe nikea s | G Bianosisac
% i aoama — e Bitswoe win 1a 10%
Uniformity of dosage | Acceptance value (AV) < 15 pd, in-house
unity monogrugh, 3%
» USP* <905>
O anopiyaicys Yricao npniliarinoct (AV) s 15 n.4, aRyTpimAEs
AOIOBRIUR DANHNILL MOHOTpADIS, 33%
v D CILIA* <9054
ldentification Retention time of principal peaks in chromatograms | p.3, HFLC, in-
Sildenafil of the fess and the standard solutions, olained in | houso " Complics
the “Assay™ test should coinclde. monograph, '
B D
Inewrwdixanin Yae yipuMyBaHHa OCHORHMX HIKiE HI ! .5, BEPX
Chanenaddn XPOMBTOTPENEN docridacyoanoss | cmadapmnosy | pHyTpimya Wimslaie
poRasia, OTPEMARNEX B poaain s Kinxicme sonorpadis,
B HAERIB BOBKHEH CTRMANATIE B HID
Dissolation Not less than 80 % (Q) of label claim of sildenafil | p.6, USPF* 98 9%
should dissolve during 45 minutes. <M1=
Poavnwenny He seere B0 % () ein 2su0ew07 XinskocTi 16, B.CUIA*
crAneHadiny DOBHHHO PUITHHITICE npoTaroM 45 | <711 98 %
KBHNKH,
mgcgwﬁou {ins Naxt more than 30 minuwtes, p.7. BP* XH A .
| Pownanamas (y soni) | He Sinnioe wis 30 xpaumies. 7. 60% XILA| 3.5 0cex
Assay For realive: p.8, HPLC,
Sildenafil 95,104 « 105.0% of label ¢laim of sildenafl], ie. in-house
47.5 mp/tablet to 52.5 mgftablet. monogragh, 91.7%
For shelf life: BP, 1D 48.34 my/tablet
90.0 %% - 110.0-% of label cluim of sildenafil, i.e
45,0 mg'tablel to 554 mglablel. , s
Kissxdens Aes ourmyeny: n.d, B
BHITENEUNY o H A\
§ Fuctory; ¢ Rogletersd Office;
CIN; LSR0GIGTERLCI 73077 CIN: L2A3505J1 976PLET RGTY
Pt No 218 - 214, BHHC mcustrin! Estate 30, soan Mal|, St india Bazar Buliding,
Faroil - 394 736, Bbaroch, Gujsrst Opp. Jotryut BATS Sutelite,

& YN 2646 FT7 AT TR : M TRIS 15 Khivothabad - 380074, Gojmny, India.
& (hopd panolil bpbamma com




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

28

' {Zmnmm@m 95.0% « 105.0% sin 3axmnenol kinsxocTi BHyTpitbs 48,84
cunpcandiny, robTo 8in 47.5 mrimafnerky au 52.5 | monorpadis, urfrabneTiy
myimaBnerky. BO 1D
Ass mepsriny npudamnoci.

90,0 % « 110.0% sig sanmpenol xinkkocri
cunackapiny, robro Bia 45,0 mrirabnerxy a0 55.0
srirafinerxy.
Related substances Any unspecified impurity ~ not more than 6.2% p9, HPLC, in- 0.03 %
Total amount of impurities - not more than 0.5 % house
monograph, 0.13%
BP* I D
Cymyrui sotimsu Byas-nxi wetaennnjuxosusa aomitgsa — pe Sinse | 0.9, BEPX 0.03 %
0,2% BHYTPiLIRN '
Jarannis KUTLXICTh Aomitoox — ne Gineioe 0,5 % - stenorpadin, 0.13 %
59”11 D
Microblolopical purity | In the product it is accepted: p-10, Ph. Eur.*,
tutal aerobic microbial count (TAMC) 8 2.6.12, Complics
not more than 1000 CFUY; 2613
total yeasts and moulds count (TYMC) - not more | USP*, <612, Complics
than 100 CFU/g. 62>
Not allowed E. Coli in | g of product Complies
Mixpobionorivun B npenapuri aonyexsetect: n. 19,
SHCTOTA saranbise yneno sepoliumx wikpooprasiauia €%, p. 26.12, Bianosiase
(TAMC) - re Sinstre 1000 KY Oir; 26.13
IACAMLIC MHCI0 SPIAIROBHX Ta nuicimmmx rpulis | G CLHIAY, Bianosinac
(TYMC) — e Ginste 100 KYOrr, 61>, <hT>
He ponyeraereea E. Coli o | r npenapary Bianosinoe
* Current edition. /' [lsoue suzanns,
Labelling: Should correspondd to the registered labelling. Complies
Mapxysaunn: ITosxaao BizOOEY CTPOBEHD RAEAEND, Bianosinse
Packaging: Should correspond to the reguirements of MQC. Complics
Naxysanun: Flossimo sianosiasm esMoray MKCH. Bianosiane
® Factory. ¥ Pugisteced Office:
CIM; L24IB0G AT RLEY 7207 CIN: L2A390G1976PLCT 73077

Plot No 218 - 219, GOC Industriad Eshate
Fanoli ~ 396 116, Bharuch, Gujant.
t +UT 2048 2TZ 4V £ TBA 7 A FPR3 ) 335
o Joopl paooligibphame oo

0T, Incoe Mal, St inda Bazer Buiding
Opp. Jeahpor BRTE Sswdig,
Arenegabed - SBGGTS, Gujenss, ek, b

l*‘@!!ﬁ :x-\m-tl 4




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J, B, CHEMICALS & PHARMACEUTICALS LUIMITED

I hereby ceniify that the abuve information & anthentic and uccurste. This bateh of product has been
manufactured, including packaginglabelling and guallty comrol analysis, at the above mentfoned sie in Jutl
compliance with the GMP requirenents of the locat Reguiatory Authority ond with the specifivarion avallable in
registration dossier. Protocels of bawck processing, packaging and analysis records were reviewed and found to be in
compliance with GMP, 1 hereby confirm that all prodaction stages for this batch of finished product were carvied out
in full complinnce with the reguirements specified in the current GMP guldelines approved by the Ministry of Health
of Uhkraine,

Ios & 3acelduyio, wio nasedens sue indopamagin ¢ docmveipionw ma monow. Lo cepln HpodYKRIT Byao
SNPOERENO (EXAONRIDNR RTKPEINIA/MAPKISRINI] W0 Bposedens Konwpats I arocmd ne soueyrNavenil divsnni
¥ moswill sidnodldnocnd 3 sumozam GMP, SOMANORAEHUME MICRECNN PCIIAMOPHEN OPIONCH, & MOKUN
sidnosidne du cnewudinoyit, mo sicmamsca ¢ peecmpaniiinemy docee. Jipomoraas Qupolnuimen, RAXySaRR ma
asanisis Span mEPELIANYING A acmanoneno eldnosiduicms GMP. Hum niomeepdcymw, wo eci supobnui cmadil
aun gie¥ cepll zomonol mpodysnii byan 30iGcnent & nownifi sidnosidnocntl 3 SUMOSIME, JORANENIMN & NG
wacrusedl ¥ GMP, ramsepdycenili Mindcmepomeon oxopons opos’s Yrpalun,

Name and position of person responsible for the amalysis: | Mr, Yagnesh K. Trivedi, Sr. Manager QC
[lpizamute va nocazs ocofis, sto bitnonisac 3a awais; | Hricu K. Tpiseal, Cr. Meuepuep K8
Signatore of person responsible Tor analysis:
Miansc ocoda, mo signoniaac 12 susaiy :
Name and position of person responsible for batch release: | Hasmukh Jaysinh Arya
Dipissnme T2 nocaza ocobu, me sianosizac 33 pnuyex cepll: | Manager Quality Assursnce
' Xacnyx ,.!amﬁcm Aps

Signature of person responsible for batch rolesse:
Nianue ocolu, uio siznopiasc 3a sunyce ceplls
Date of signature:

Aata slanucanng:

PATH

~N \Loe\nansn,
3o o

® Factary: ¥ Wagisteend Office: T e

i L2000 NS TP 30Ty Tl L4303 G76PLCI 700 7Y
Plot No 274 - 319, GIIC Freuainial Estats B2, Saoon Mull Star Indin Bazac Buiidng, :
Paned) - 334 716, Eharach, Gujara G, JoBpur BRTS Satelite, mmwmmm

G WHET68E IR AT F TRA S 304 TR 7 335 Aterredabad - 380015 Sujar, Indis Prablvadivi Mumbe < 40658,

& fbugk panhigibobarmacom L 91 2 2439520075500




UNIQUE PHARMACEUTICAL LABORATORIES

A Divigion of J. B. CHEMICALS & PH M?‘MEUIICAL% LIMITED

. GOOD PEOPLE
for GOOD HEALTH

@

” cdﬁi; o S 3y %
{‘“t:rxmgtﬁiw Ne:

BATCH CERTIFICATE
v . CEPTH®IRAT HA CEPIIG
Product name: | NMOVAGRA EURO Manufacturing country: | India
Haaga apogyeniiz | HOBAPPA €BPO 4 Kpaina-srpobums: Inain
Pharmaceutical form, dosage: | film-coated tablets, 100 mg " ,
i V : . s , License No.
Hiraposka dopsn, | wadaerwn, agputi piainkosno obosouroe, : . .
, JHuewsis Ne:
aosyeasuna: | ao 100 mr
Strength/potency: | 1 tablet contaiuy sildenafil citrate equivalent to 100 mg of sildenaiil
Cuna giVascrneaicrs: | 1 rafisersa sicrurs cavmenmdiny urepary expisagenyno 100 sy cangenadiny
Type and size of 4 film-coated tableis in a blister, 1 blister in a cardboard box with Ukrainian

packaging: and English languages labeling
Bua i poswsip | no 4 Tabacres, sepaviid nnisxoson sboaonkow, ¥ Gaicrepi, no 1 Haicrepy ¥

G/1430

ynakuum: KAPTOWEiE oopoiu 3 mupkyBainaM YEPANCER 0 T3 auralicekon Mosamn
Batch No: | o000 60014 Batch size: | 10709 Boxey
Lepiv Ni: Posmip cepils wopobos
Mam;fwm‘ring date: 0672026 ? F‘xplry dgte: 052029
Jara pupobnunrea; Pepm. npri.; ,
Registration certificate: UASTOT01AS E}i??llmtw&“ from: 04.10.2018
Pecerpaniiine nocainuenna: Heofimewene 3t

Magufscturer: | Unique Pharmaceutical Laboratories (a division of J. B, Chemicals &
Pharmaceaticals Ltd. ), Plot No, 215219, G.LD.C., Industrial Arey, Panoli -
344 116, Dist, Bharuch, Indis

Bapoteni:  Buis Tapsacwivrisan JTadoparopis (sbadacuus gipsw «Tac. B. Kesivamp
eua Dapyracswrmean: Jdrae ), doasaws No 215219, i, Ak, 6. Ci

| Inpacrplan Epin, Tasoal - 394 116, oxpyr Bxapyx, Ingin

Certificate of GMP compliane No.: 050/2026/GMP Mk [ TRTE T
Ceprudivar sinnosianocri HBIT Ne; HJitkcunil 20 7
Analysis procedure results /
Pesyan tove nponeien s ananiay
~  METHODSOF |
REQU&EMEN?S:’ . o mmm..f : Ribl%’?”ﬁ!
BHMOIH I G ME!’QN“T , : “SFJIﬁTATH
TORAJ Ll LS . KOHTPONIO| o
Appearance Purple-red color, ‘lxiangzxim @émpv:. bisonvex flm- | p.d, vissally Comnlics
coated tablets inseribed with 7 1007 on one side ‘ ‘ Ormpiies
Oune Ty priypHO-HePROHCTT KOTLOPY TRHEYTHOT (hopsi | 1,1, néspani
OGSV BEPEETE BTGB aG0NaHKDH) Bimnonduae
Tafaerey, 1w 00 9 oo Bony
Average weight of O3l Omg 5% pd, B XN G " i
Wmﬁ R & 636.50 mg
Cepuanes aaes B0 s 5 % LS, AT
Tabacros L —
By ¢
' 3 18 \\ : : A &
el L
¥ factory: ¢ Registorsd Difica: %\ MO
CoM LSRG OTAPLD PRI GiM: LEASSEG 9B RLL 113077 & %
Pt Mo Z95 - 375, QI Inghustriad Eatase UL, dmocey Mol Star lodis Bave Buikdag, @ 37
Fannd - 304 114, Bhaub, Sujaent, Opp. sochpist BRTS Sadedine swm uﬂ"ﬁ'}:} Memﬁm %%xm
& #RY 20A6 LIS U2 S VU8 S 3NN PRE 33k #rensdiabad - SOE Supwin, e Frnbbaded Mumibie - J000E,
wwer fhabarsacom

@ hepl aandiibphema s LoV dassnEnnsan



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

AIRAGTH 45
Average weight of 36 0meg«£5% p2, BP* XL G —
tablets _ | 3129 mg
Cepenus Macs J8.0ur+ 3 % 2, GO, XL G
1lserox IN2D Mr
Uniformity of mass Mass of not move than two tablets, may deviate p3, BP* XIIG
from the averape mass by more than 5 %%, and nons Complies
- by mre than 1086
Oawopiawicry macs Maca e Giasiire nix toox Tafnerok, Moxe nJ3, bo*, Xi
pimarurHes ein cepeannol Macy Gumwe nikea s | G Bianosisac
% i aoama — e Bitswoe win 1a 10%
Uniformity of dosage | Acceptance value (AV) < 15 pd, in-house
unity monogrugh, 3%
» USP* <905>
O anopiyaicys Yricao npniliarinoct (AV) s 15 n.4, aRyTpimAEs
AOIOBRIUR DANHNILL MOHOTpADIS, 33%
v D CILIA* <9054
ldentification Retention time of principal peaks in chromatograms | p.3, HFLC, in-
Sildenafil of the fest and the standard soluticets, obtained in | house Complies
the “Assay™ test should coinclde. monograph, '
BP* I D
Inenrndixania Yae yipuMyBaHHa OCHORHMX HIKiE HI ! .5, BEPX
Chanenaddn XPOMBTOTPENEN docridacyoanoss | cmadapmnosy | pHyTpimya Wimslaie
poRasia, OTPEMARNEX B poaain s Kinxicme sonorpadis,
B HAERIB BOBKHEH CTRMANATIE B HID
Dissolation Not less than 80 % (Q) of label claim of sildenafil | p.6, USPF* 98 9%
should dissolve during 45 minutes. <M1=
Poavnwenny He seere B0 % () ein 2su0ew07 XinskocTi 16, B.CUIA*
crAneHadiny DOBHHHO PUITHHITICE npoTaroM 45 | <711 98 %
KBHNHH,
?:‘QW' {ins Naxt more than 30 minuwtes, p.7. BP* XH A .
| Pownanamas (y soni) | He Sinnioe wis 30 xpaumies. 7. 60% XILA| 3.5 0cex
Assay For realive: p.8, HPLC,
Sildenafil 95,104 « 105.0% of label ¢laim of sildenafl], ie. in-house
47.5 mp/tablet to 52.5 mgftablet. monogragh, 91.7%
For shelf life. BP, 1D 48.34 my/tablet
90.0 %% - 110.0-% of label cluim of sildenafil, i.e
45,0 mg'tablel to 554 mglablel.
Klanxicue Aen guryexy:
BHINENEHnS
§ Fuctory; ¢ Rogletersd Office;
CIN; LSR0GIGTERLCI 73077 CIN: LZEROG1 926PLETTIONT
Pt Mo 218 - 114, GHC moustial Exiate 00, smoon Mall Star india Bazar Bubding,
Faroil - 394 736, Bbaroch, Gujsrst Opp. Jotryut BATS Sutelite,

& YUY 2645 JT2ATY ) THA ) M TTRAV 136

& [bopd pencli bebanma com

Kunedstad - 380015, G, India.




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

L5

' {Zmnmm@m 95.0% « 105.0% sin 3axmnenol kinsxocTi BHyTpitbs 48,84
cunpcandiny, robTo 8in 47.5 mrimafnerky au 52.5 | monorpadis, urfrabneTiy
myimaBnerky. BO 1D
Ass mepsriny npudamnoci.

90,0 % « 110.0% sig sanmpenol xinkkocri
cunackapiny, robro Bia 45,0 mrirabnerxy a0 55.0
srirafinerxy.
Related substances Any unspecified impurity ~ not more than 6.2% p9, HPLC, in- 0.03 %
Total amount of impurities - not more than 0.5 % house
monograph, 0.13%
BP* I D
Cymyrui sotimsu Byas-nxi wetaennnjuxosusa aomitgsa — pe Sinse | 0.9, BEPX 0.03 %
0,2% BHYTPiLIRN '
Jarannis KUTLXICTh Aomitoox — ne Gineioe 0,5 % - stenorpadin, 0.13 %
59”11 D
Microblolopical purity | In the product it is accepted: p-10, Ph. Eur.*,
tutal aerobic microbial count (TAMC) 8 2.6.12, Complics
not more than 1000 CFUY; 2613
total yeasts and moulds count (TYMC) - not more | USP*, <612, Complics
than 100 CFU/g. 62>
Not allowed E. Coli in | g of product Complies
Mixpobionorivun B npenapuri aonyexsetect: n. 19,
SHCTOTA saranbise yneno sepoliumx wikpooprasiauia €%, p. 26.12, Bianosiase
(TAMC) - re Sinstre 1000 KY Oir; 26.13
IACAMLIC MHCI0 SPIAIROBHX Ta nuicimmmx rpulis | G CLHIAY, Bianosinac
(TYMC) — e Ginste 100 KYOrr, 61>, <hT>
He ponyeraereea E. Coli o | r npenapary Bianosinoe
* Current edition. /' [lsoue suzanns,
Labelling: Should correspondd to the registered labelling. Complies
Mapxysaunn: ITosxaao BizOOEY CTPOBEHD RAEAEND, Bianosinse
Packaging: Should correspond to the reguirements of MQC. Complics
Naxysanun: Flossimo sianosiasm esMoray MKCH. Bianosiane
® Factory. ¥ Pugisteced Office:
CIM; L24IB0G AT RLEY 7207 CIN: L2A390G1976PLCT 73077

Plot No 218 - 219, GOC Industriad Eshate
Fanoli ~ 396 116, Bharuch, Gujant.
t +UT 2048 2TZ 4V £ TBA 7 A FPR3 ) 335
o Joopl paooligibphame oo

0T, Incoe Mal, St inda Bazer Buiding
Opp. Jeahpor BRTE Sswdig,
Arenegabed - SBGGTS, Gujenss, ek,




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J, B, CHEMICALS & PHARMACEUTICALS LUIMITED

I hereby ceniify that the abuve information & anthentic and uccurste. This bateh of product has been
manufactured, including packaginglabelling and quallty comrol analysis, at the above mentioned sie in Jull
compliance with the GMP requirenents of the locat Reguiatory Authority ond with the specifivarion avallable in
registration dossier. Protocels of bawck processing, packaging and analysis records were reviewed and found to be in
compliance with GMP, 1 hereby confirm that all prodaction stages for this batch of finished product were carvied out
in full complinnce with the reguirements specified in the current GMP guldelines approved by the Ministry of Health
of Ukraine,

Hus & 3acelduyio, wio imsedens sue ingopaayin ¢ docmuosipuow ma mosnow. Lho ceplo HpodyKRil Uyao
SNPOERENO (EXAONRIDNR RTKPEINIA/MAPKISRINI] W0 Bposedens Konwpats I arocmd ne soueyrNavenil divsnni
¥ moswill sidnodldnocnd 3 sumozam GMP, SOMANORAEHUME MICRECNN PCIIAMOPHEN OPIONCH, & MOKUN
sldnagione do cnawdinonii, nio sicmunscs ¢ peccmpaiiiinemy docre. Hpomokonu SupoSKuLmen, HOXYEQHIR M
auanizie Span nepezianyme ma scmanosreno eidnoslonicms GMP, Hum nidmeepdncym, wp eci supobnuyi cmadil
aun gie¥ cepll zomonol mpodysnii byan 30iGcnent & nownifi sidnosidnocntl 3 SUMOSIME, JORANENIMN & NG
wacrusedl ¥ GMP, ramsepdycenili Mindcmepomeon oxopons opos’s Yrpalun,

Name and position of person responsible for the amalysis: | Mr, Yagnesh K. Trivedi, Sr. Manager QC
[lpizamute va nocazs ocofis, sto bitnonisac 3a awais; | Hricu K. Tpiseal, Cr. Meuepuep K8
Signatore of person responsible Tor analysis:
Miansc ocoda, mo signoniaac 12 susaiy :
Name and positian of person responsible for batch release: | Hasmukh Jaysinh Arya
Dipissnme T2 nocaza ocobu, me sianosizac 33 pnuyex cepll: | Manager Quality Assursnce
Xacmyx [bsaticin Apa

JabeaneugHna AKOCTI MeneDReps

Signatare of person responsible for batch rolesse:
Nianue ocolu, uio siznopiasc 3a sunyce ceplls

Date of signature: v
Jara nlanucannn: m ’ W% v

¢ Fariwy: ¥ Hagisterpd Offica:

G L 2Q050G9Tem L1301y CHE LEZWGIT976RL 17307
mmmﬁ*evsaammmmu B2, devon Mall, Ster Indis Barae Budiding,
Paenedl - 394 116, Bharuch, Gujarst O, Jouleur BRTS Ratelite,

& VI I686 ITRATE S T84 304 FTRA 1 338 Aterredabad - 380015 Sujar, Indis
i (begd pachigbobarmacom




UNIQUE PHARMACEUTICAL LABORATORIES

A Divigion of J. B. CHEMICALS & PH M?‘MEUIICAL% LIMITED

. GOOD PEOPLE
for GOOD HEALTH

@

” cdﬁi; o S 3y %
{‘“t:rxmgtﬁiw Ne:

BATCH CERTIFICATE
v . CEPTH®IRAT HA CEPIIG
Product name: | NMOVAGRA EURO Manufacturing country: | India
Haaga apogyeniiz | HOBAPPA €BPO 4 Kpaina-srpobums: Inain
Pharmaceutical form, dosage: | film-coated tablets, 100 mg " ,
i V : . s , License No.
Hiraposka dopsn, | wadaerwn, agputi piainkosno obosouroe, : . .
, JHuewsis Ne:
aosyeasuna: | ao 100 mr
Strength/potency: | 1 tablet contaiuy sildenafil citrate equivalent to 100 mg of sildenaiil
Cuna giVascrneaicrs: | 1 rafisersa sicrurs cavmenmdiny urepary expisagenyno 100 sy cangenadiny
Type and size of 4 film-coated tableis in a blister, 1 blister in a cardboard box with Ukrainian

packaging: and English languages labeling
Bua i poswsip | no 4 Tabacres, sepaviid nnisxoson sboaonkow, ¥ Gaicrepi, no 1 Haicrepy ¥

G/1430

ynakuum: KAPTOWEiE oopoiu 3 mupkyBainaM YEPANCER 0 T3 auralicekon Mosamn
Batch No: | o000 60014 Batch size: | 10709 Boxey
Lepiv Ni: Posmip cepils wopobos
Mam;fwm‘ring date: 0672026 ? F‘xplry dgte: 052029
Jara pupobnunrea; Pepm. npri.; ,
Registration certificate: UASTOT01AS E}i??llmtw&“ from: 04.10.2018
Pecerpaniiine nocainuenna: Heofimewene 3t

Magufscturer: | Unique Pharmaceutical Laboratories (a division of J. B, Chemicals &
Pharmaceaticals Ltd. ), Plot No, 215219, G.LD.C., Industrial Arey, Panoli -
344 116, Dist, Bharuch, Indis

Bapoteni:  Buis Tapsacwivrisan JTadoparopis (sbadacuus gipsw «Tac. B. Kesivamp
eua Dapyracswrmean: Jdrae ), doasaws No 215219, i, Ak, 6. Ci

| Inpacrplan Epin, Tasoal - 394 116, oxpyr Bxapyx, Ingin

Certilicate of GMP compliance No.: . Valid till: :
Ceprudivar ninponigmocri HBI Ne; 050/2026/GMP Jiscunl a0 aLl ,LJIEIQS

Analysis procedure results /

Pesyan v nponetenns anauisy
Yo - METHODS OF ‘
REQU&EMEN?S:’ . | CONTROL/ Ribl%’?’”ﬁ!
BHMOIH ! e METOAU | P EIVIRTATH
TOKRA3 B ke ko UKORTROMIO: =l T
Appearange Purple-red color, ‘lxiangzxim @émpv:. biconvex film- | p, visually Comnlics
conted tablets inseribed with » 1007 onone side ‘ ‘ OrmpEies
Qe Ty priypHO-HePROHCTT KOTLOPY TRHEYTHOT (hopsi | 1,1, néspani
OGSV BEPEETE BTGB aG0NaHKDH) Bimnonduae
Tafaerey, 1w 00 9 oo Bony
Averape weight of 0310 myg+ 5 % p2, BES XILG 636,50 my
tnblets
Coprans wacs BRI ek 5 %
Tabacrex *
9 foctory: ¢ Bagiziured Difee:
CaM: LSRRI DR AT GIME LIABAEGA 9 A0ILE 11077
Plot Mo 18 - 395, QI Indhastrisd Latass U, baocey Mall Star ledie Bagw Buildag,
Fannd - 304 114, Bhaub, Sujaent, Opp. st BRTES Salibig wm dw; Mem}m aggm

& #RY 20A6 LIS U2 S VU8 S 3NN PRE 33k #rensdiabad - SOE Supwin, e Frnbbaded Mumibie - J000E,

@ hepl aandiibphema s LR P G wwer fhabarsacom



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

ISR é . iy 6 ;
Average weight of 36 0meg«£5% p2, BP* XILG —
tablets _ | MIL2% mg
Cepenus Macs J8.0ur+ 3 % 2, GO, XL G
1lserox IN2D Mr
Uniformity of mass Mass of not move than two tablets, may deviate p3, BP* XIIG

from the averape mass by more than 5 %%, and nons Complies
- by mre than 1086
Oawopiawicry macs Maca e Giasiire nix toox Tafnerok, Moxe nJ3, bo*, Xi
pimarurHes ein cepeannol Macy Gumwe nikea s | G Bianosisac
% i aoama — e Bitswoe win 1a 10%
Uniformity of dosage | Acceptance value (AV) < 15 pd, in-house
unity monogrugh, 3%
» USP* <905>
O anopiyaicys Yricao npniliarinoct (AV) s 15 n.4, aRyTpimAEs
AOIOBRIUR DANHNILL MOHOTpADIS, 33%
v D CILIA* <9054
ldentification Retention time of principal peaks in chromatograms | p.3, HFLC, in-
Sildenafil of the fess and the standard solutions, olained in | houso " Complics
the “Assay™ test should coinclde. monograph, '
B D
Inewrwdixanin Yae yipuMyBaHHa OCHORHMX HIKiE HI ! .5, BEPX
Chanenaddn XPOMBTOTPENEN docridacyoanoss | cmadapmnosy | pHyTpimya Wimslaie
poRasia, OTPEMARNEX B poaain s Kinxicme sonorpadis,
B HAERIB BOBKHEH CTRMANATIE B HID
Dissolation Not less than 80 % (Q) of label claim of sildenafil | p.6, USPF* 98 9%
should dissolve during 45 minutes. <M1=
Poavnwenny He seere B0 % () ein 2su0ew07 XinskocTi 16, B.CUIA*
crAneHadiny DOBHHHO PUITHHITICE npoTaroM 45 | <711 98 %
KBHNKH,
mgcgwﬁou {ins Naxt more than 30 minuwtes, p.7. BP* XH A .
| Pownanamas (y soni) | He Sinnioe wis 30 xpaumies. 7. 60% XILA| 3.5 0cex
Assay For realive: p.8, HPLC,
Sildenafil 95,104 « 105.0% of label ¢laim of sildenafl], ie. in-house
47.5 mp/tablet to 52.5 mgftablet. monogragh, 91.7%
For shelf life: BP, 1D 48.34 my/tablet
90.0 %% - 110.0-% of label cluim of sildenafil, i.e
45,0 mg'tablel to 554 mglablel. , s
Kissxdens Aes ourmyeny: n.d, B
BHITENEUNY o H A\
§ Fuctory; ¢ Rogletersd Office;
CIN; LSR0GIGTERLCI 73077 CIN: L2A3505J1 976PLET RGTY
Pt No 218 - 214, BHHC mcustrin! Estate 30, soan Mal|, St india Bazar Buliding,
Faroil - 394 736, Bbaroch, Gujsrst Opp. Jotryut BATS Sutelite,

& YN 2646 FT7 AT TR : M TRIS 15 Khivothabad - 380074, Gojmny, India.
& (hopd panolil bpbamma com




UNIQUE PHARMACEUTICAL LABORATORIES

85

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

28

Plok No 215 - 219, GIOC industniad Estate

Fanoli ~ 396 116, Bharuch, Gujant.

4 497 2648 272 477 £ 784 ) 304 [7B3 ) 335

& opl prooligibphama e

- Cunnenadin 95.0% - 105,0% sin 3asmnenol kinnxocri BHYTpititi 48,84
cunpcandiny, robTo 8in 47.5 mrimafnerky au 52.5 | monorpadis, urfrabneTiy
myimaBnerky. BO 1D
Ass mepsriny npudamnoci.

90,0 % « 110.0% sig sanmpenol xinkkocri
cunackapiny, robro Bia 45,0 mrirabnerxy a0 55.0
srirafinerxy.
Related substances Any unspecified impurity ~ not more than 6.2% p9, HPLC, in- 0.03 %
Total amount of impurities - not more than 0.5 % house
monograph, 0.13%
BP* I D
Cymyrui sotimsu Byas-nxi wetaennnjuxosusa aomitgsa — pe Sinse | 0.9, BEPX 0.03 %
0,2% BHYTPiLIRN '
Jarannis KUTLXICTh Aomitoox — ne Gineioe 0,5 % - stenorpadin, 0.13 %
59”11 D
Microblolopical purity | In the product it is accepted: p-10, Ph. Eur.*,
tutal aerobic microbial count (TAMC) 8 2.6.12, Complics
not more than 1000 CFUY; 2613
total yeasts and moulds count (TYMC) - not more | USP*, <612, Complics
than 100 CFU/g. 62>
Not allowed E. Coli in | g of product Complies
Mixpobionorivun B npenapuri aonyexsetect: n. 19,
SHCTOTA saranbise yneno sepoliumx wikpooprasiauia €%, p. 26.12, Bianosiase
(TAMC) - re Sinstre 1000 KY Oir; 26.13
IACAMLIC MHCI0 SPIAIROBHX Ta nuicimmmx rpulis | G CLHIAY, Bianosinac
(TYMC) — e Ginste 100 KYOrr, 61>, <hT>
He ponyeraereea E. Coli o | r npenapary Bianosinoe
* Current edition. /' [lsoue suzanns,
Labelling: Should correspondd to the registered labelling. Complies
Mapkysaunn: Mosxuio Biznos] CTPOBAHOMY MAPKY BAHIDO, Bianosinse
Puckaging: Shouid correspond to the requiremenits ol MQC. Complics
Naxysanun: Flossimo sianosiasm esMoray MKCH. Bianosiane
- ¥ Regiviened Office: ¢
CIM; L24IB0G AT RLEY 7207 CIN: L2A390G1976PLCT 73077

0T, Incoe Mal, St inda Bazer Buiding
Opp. Jeahpor BRTE Sswdig,
Arenegabed - SBGGTS, Gujenss, ek,




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J, B, CHEMICALS & PHARMACEUTICALS LUIMITED

I hereby ceniify that the abuve information & anthentic and uccurste. This bateh of product has been
manufactured, including packaginglabelling and guallty comrol analysis, at the above mentfoned sie in Jutl
compliance with the GMP requirenents of the locat Reguiatory Authority ond with the specifivarion avallable in
registration dossier. Protocels of bawck processing, packaging and analysis records were reviewed and found to be in
compliance with GMP, 1 hereby confirm that all prodaction stages for this batch of finished product were carvied out
in full complinnce with the reguirements specified in the current GMP guldelines approved by the Ministry of Health
of Uhkraine,

Ios & 3acelduyio, wio nasedens sue indopamagin ¢ docmveipionw ma monow. Lo cepln HpodYKRIT Byao
SNPOERENO (EXAONRIDNR RTKPEINIA/MAPKISRINI] W0 Bposedens Konwpats I arocmd ne soueyrNavenil divsnni
¥ moswill sidnodldnocnd 3 sumozam GMP, SOMANORAEHUME MICRECNN PCIIAMOPHEN OPIONCH, & MOKUN
sidnosidne du cnewudinoyit, mo sicmamsca ¢ peecmpaniiinemy docee. Jipomoraas Qupolnuimen, RAXySaRR ma
asanisis Span mEPELIANYING A acmanoneno eldnosiduicms GMP. Hum niomeepdcymw, wo eci supobnui cmadil
aun gie¥ cepll zomonol mpodysnii byan 30iGcnent & nownifi sidnosidnocntl 3 SUMOSIME, JORANENIMN & NG
wacrusedl ¥ GMP, ramsepdycenili Mindcmepomeon oxopons opos’s Yrpalun,

Name and position of person responsible for the amalysis: | Mr, Yagnesh K. Trivedi, Sr. Manager QC
[lpizamute va nocazs ocofis, sto bitnonisac 3a awais; | Hricu K. Tpiseal, Cr. Meuepuep K8
Signatore of person responsible Tor analysis:
Miansc ocoda, mo signoniaac 12 susaiy :
Name and position of person responsible for batch release: | Hasmukh Jaysinh Arya
Dipissnme T2 nocaza ocobu, me sianosizac 33 pnuyex cepll: | Manager Quality Assursnce
' Xacnyx ,.!amﬁcm Aps

Signature of person responsible for batch rolesse:
Nianue ocolu, uio siznopiasc 3a sunyce ceplls
Date of signature:

Aata slanucanng:

¢ Fariwy: ¥ Hagisterpd Offica:

i L2000 NS TP 30Ty Tl L4303 G76PLCI 700 7Y
Plot No 274 - 319, GIIC Freuainial Estats B2, Saoon Mull Star Indin Bazac Buiidng,
Paned) - 334 716, Eharach, Gujara G, JoBpur BRTS Satelite, mmwmmm

G WHET68E IR AT F TRA S 304 TR 7 335 Aterredabad - 380015 Sujar, Indis Prablvadivi Mumbe < 40658,

& fbugk panhigibobarmacom L 91 2 2439520075500



UNIQUE PHARMACEUTICAL LABORATORIES

A Divigion of J. B. CHEMICALS & PH M?‘MEUIICAL% LIMITED

. GOOD PEOPLE
for GOOD HEALTH

@

” cdﬁi; o S 3y %
{‘“t:rxmgtﬁiw Ne:

BATCH CERTIFICATE
v . CEPTH®IRAT HA CEPIIG
Product name: | NMOVAGRA EURO Manufacturing country: | India
Haaga apogyeniiz | HOBAPPA €BPO 4 Kpaina-srpobums: Inain
Pharmaceutical form, dosage: | film-coated tablets, 100 mg " ,
i V : . s , License No.
Hiraposka dopsn, | wadaerwn, agputi piainkosno obosouroe, : . .
, JHuewsis Ne:
aosyeasuna: | ao 100 mr
Strength/potency: | 1 tablet contaiuy sildenafil citrate equivalent to 100 mg of sildenaiil
Cuna giVascrneaicrs: | 1 rafisersa sicrurs cavmenmdiny urepary expisagenyno 100 sy cangenadiny
Type and size of 4 film-coated tableis in a blister, 1 blister in a cardboard box with Ukrainian

packaging: and English languages labeling
Bua i poswsip | no 4 Tabacres, sepaviid nnisxoson sboaonkow, ¥ Gaicrepi, no 1 Haicrepy ¥

G/1430

ynakuum: KAPTOWEiE oopoiu 3 mupkyBainaM YEPANCER 0 T3 auralicekon Mosamn
Batch No: | o000 60014 Batch size: | 10709 Boxey
Lepiv Ni: Posmip cepils wopobos
Mam;fwm‘ring date: 0672026 ? F‘xplry dgte: 052029
Jara pupobnunrea; Pepm. npri.; ,
Registration certificate: UASTOT01AS E}i??llmtw&“ from: 04.10.2018
Pecerpaniiine nocainuenna: Heofimewene 3t

Magufscturer: | Unique Pharmaceutical Laboratories (a division of J. B, Chemicals &
Pharmaceaticals Ltd. ), Plot No, 215219, G.LD.C., Industrial Arey, Panoli -
344 116, Dist, Bharuch, Indis

Bapoteni:  Buis Tapsacwivrisan JTadoparopis (sbadacuus gipsw «Tac. B. Kesivamp
eua Dapyracswrmean: Jdrae ), doasaws No 215219, i, Ak, 6. Ci

| Inpacrplan Epin, Tasoal - 394 116, oxpyr Bxapyx, Ingin

Certilicate of GMP compliance No.: . Valid till: :
Ceprudivar ninponigmocri HBI Ne; 050/2026/GMP Jiscunl a0 aLl ,LJIEIQS

Analysis procedure results /

Pesyan 1o nponeinen s aniay
Yo - METHODS OF :
REQU&EMEN?&A’ . | CONTROL/ Riblfiﬁ"ﬁ!
BHMOIH ! o METOAU | P EIVIRTATH
TOKAZ B G e RORTROIRON i TR
Appearange Purple-red color, ‘lxiangzxim @émpv:. biconvex film- | p, visually Comnlics
coated tablets inseribed with 7 1007 on_one side ‘ ‘ OrmpEies
Qe Ty privpHo-HEPROHOTG KOILODY TRMKYTHUT (hopsi | .1, nésyasnse
OGSV BEPEETE BTGB aG0NaHKDH) Bimnonduae
Tafaerey, 1w 00 9 oo Bony
Averafe weight of O3 0mgs 5 % p, B XN G 636,50 mg
tnblets
Coprans wacs BRI ek 5 % LIS A M
Tabaerow - *
9 foctory: ¢ Bagiziured Difee:
Tl LSS T OTEPLE DRITY M LIS ARG 97 PLE T IA0T 7
Plot Mo 18 - 395, QI Indhastrisd Latass U, baocey Mall Star ledie Bagw Buildag,
Fannd - 304 114, Bhaub, Sujaent, Opp. st BRTES Salibig wm dw; Mem}m aggm

& #RY 20A6 LIS U2 S VU8 S 3NN PRE 33k #rensdiabad - SOE Supwin, e Frnbbaded Mumibie - J000E,

@ hepl aandiibphema s LR P G wwer fhabarsacom



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

AIRAGTH 45
Average weight of 36 0meg«£5% p2, BP* XL G —
tablets _ | 129 mg
Cepenus Macs J8.0ur+ 3 % 2, GO, XL G
1alscron IN2D Mr
Uniformity of mass Mass of not move than two tablets, may deviate p3, BP* XIIG
from the averape mass by more than 5 %%, and nons Complies
- by mre than 1086
Oawopiawicry macs Maca e Giasiire nix toox Tafnerok, Moxe nJ3, bo*, Xi
pimarurHes ein cepeannol Macy Gumwe nikea s | G Bianosisac
% i aoama — e Bitswoe win 1a 10%
Uniformity of dosage | Acceptance value (AV) < 15 pd, in-house
unity monogrugh, 3%
» USP* <905>
O anopiyaicys Yricao npniliarinoct (AV) s 15 n.4, aRyTpimAEs
AOIOBRIUR DANHNILL MOHOTpADIS, 33%
v D CILIA* <9054
ldentification Retention time of principal peaks in chromatograms | p.3, HFLC, in-
Sildenafil of the test and the standard solutfons, obtained in | house Complics
the “Assay™ test should coinclde. monograph, '
BP* I D
Inenrndixania Yae yipuMyBaHHa OCHORHMX HIKiE HI ! .5, BEPX
Chanenaddn XPOMBTOTPENEN docridacyoanoss | cmadapmnosy | pHyTpimya Wimslaie
poRasia, OTPEMARNEX B poaain s Kinxicme sonorpadis,
B HAERIB BOBKHEH CTRMANATIE B HID
Dissolation Not less than 80 % (Q) of label claim of sildenafil | p.6, USPF* 98 9%
should dissolve during 45 minutes. <M1=
Poavnwenny He seere B0 % () ein 2su0ew07 XinskocTi 16, B.CUIA*
crAneHadiny DOBHHHO PUITHHITICE npoTaroM 45 | <711 98 %
KBHNHH,
m‘mﬁ"” w {in Nex more than 30 minutes. pr.BEL KA L o
| Posnananas (y sos) He Siansise sis 30 Xxnsms. 7, 60% XILA| 345 0cex
Assay For realive: p.8, HPLC,
Sildenafil 95,104 « 105.0% of label ¢laim of sildenafl], ie. in-house
47.5 mp/tablet to 52.5 mgftablet. monogragh, 91.7%
For shelf life: BP, 1D 48.34 my/tablet
90.0 %% - 110.0-% of label cluim of sildenafil, i.e
45,0 mptablel o 5.4 migtablel , s
Kissxdens Aes ourmyeny: n.d, B
BHITENEUNY o H A\
§ Fuctory; ¢ Rogletersd Office;
CIN; LSR0GIGTERLCI 73077 CIN: L2A3505J1 976PLET RGTY
Pt Mo 218 - 114, GHC moustial Exiate 00, smoon Mall Star india Bazar Bubding,
Faroil - 394 736, Bbaroch, Gujsrst Opp. Jotryut BATS Sutelite,

& YUY 2645 JT2ATY ) THA ) M TTRAV 136

& [bopd pencli bebanma com

Kunedstad - 380015, G, India.




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

L5

' {Zmnmm@m 95.0% « 105.0% sin 3axmnenol kinsxocTi BHyTpitbs 48,84
cunpcandiny, robTo 8in 47.5 mrimafnerky au 52.5 | monorpadis, urfrabneTiy
myimaBnerky. BO 1D
Ass mepsriny npudamnoci.

90,0 % « 110.0% sig sanmpenol xinkkocri
cunackapiny, robro Bia 45,0 mrirabnerxy a0 55.0
srirafinerxy.
Related substances Any unspecified impurity ~ not more than 6.2% p9, HPLC, in- 0.03 %
Total amount of impurities - not more than 0.5 % house
monograph, 0.13%
BP* I D
Cymyrui sotimsu Byas-nxi wetaennnjuxosusa aomitgsa — pe Sinse | 0.9, BEPX 0.03 %
0,2% BHYTPiLIRN '
Jarannis KUTLXICTh Aomitoox — ne Gineioe 0,5 % - stenorpadin, 0.13 %
59”11 D
Microblolopical purity | In the product it is accepted: p-10, Ph. Eur.*,
tutal aerobic microbial count (TAMC) 8 2.6.12, Complics
not more than 1000 CFUY; 2613
total yeasts and moulds count (TYMC) - not more | USP*, <612, Complics
than 100 CFU/g. 62>
Not allowed E. Coli in | g of product Complies
Mixpobionorivun B npenapuri aonyexsetect: n. 19,
SHCTOTA saranbise yneno sepoliumx wikpooprasiauia €%, p. 26.12, Bianosiase
(TAMC) - re Sinstre 1000 KY Oir; 26.13
IACAMLIC MHCI0 SPIAIROBHX Ta nuicimmmx rpulis | G CLHIAY, Bianosinac
(TYMC) — e Ginste 100 KYOrr, 61>, <hT>
He ponyeraereea E. Coli o | r npenapary Bianosinoe
* Current edition. /' [lsoue suzanns,
Labelling: Should correspondd to the registered labelling. Complies
Mapxysaunn: ITosxaao BizOOEY CTPOBEHD RAEAEND, Bianosinse
Packaging: Should correspond to the reguirements of MQC. Complics
Naxysanun: Flossimo sianosiasm esMoray MKCH. Bianosiane
® Factory. ¥ Pugisteced Office:
CIM; L24IB0G AT RLEY 7207 CIN: L2A390G1976PLCT 73077

Plot No 218 - 219, GOC Industriad Eshate
Fanoli ~ 396 116, Bharuch, Gujant.
t +UT 2048 2TZ 4V £ TBA 7 A FPR3 ) 335
o Joopl paooligibphame oo

0T, Incoe Mal, St inda Bazer Buiding
Opp. Jeahpor BRTE Sswdig,
Arenegabed - SBGGTS, Gujenss, ek,




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J, B, CHEMICALS & PHARMACEUTICALS LUIMITED

I hereby ceniify that the abuve information & anthentic and uccurste. This bateh of product has been
manufactured, including packaginglabelling and quallty comrol analysis, at the above mentioned sie in Jull
compliance with the GMP requirenents of the locat Reguiatory Authority ond with the specifivarion avallable in
registration dossier. Protocels of bawck processing, packaging and analysis records were reviewed and found to be in
compliance with GMP, 1 hereby confirm that all prodaction stages for this batch of finished product were carvied out
in full complinnce with the reguirements specified in the current GMP guldelines approved by the Ministry of Health
of Ukraine,

Ios & 3acelduyio, wio nasedens sue indopamagin ¢ docmveipionw ma monow. Lo cepln HpodYKRIT Byao
SNPOERENO (EXAONRIDNR RTKPEINIA/MAPKISRINI] W0 Bposedens Konwpats I arocmd ne soueyrNavenil divsnni
¥ moswill sidnodldnocnd 3 sumozam GMP, SOMANORAEHUME MICRECNN PCIIAMOPHEN OPIONCH, & MOKUN
sldnagione do cnawdinonii, nio sicmunscs ¢ peccmpaiiiinemy docre. Hpomokonu SupoSKuLmen, HOXYEQHIR M
auanizie Span nepezianyme ma scmanosreno eidnoslonicms GMP, Hum nidmeepdncym, wp eci supobnuyi cmadil
aun gie¥ cepll zomonol mpodysnii byan 30iGcnent & nownifi sidnosidnocntl 3 SUMOSIME, JORANENIMN & NG
wacrusedl ¥ GMP, ramsepdycenili Mindcmepomeon oxopons opos’s Yrpalun,

Name and position of person responsible for the amalysis: | Mr, Yagnesh K. Trivedi, Sr. Manager QC
[lpizamute va nocazs ocofis, sto bitnonisac 3a awais; | Hricu K. Tpiseal, Cr. Meuepuep K8
Signatore of person responsible Tor analysis:
Miansc ocoda, mo signoniaac 12 susaiy :
Name and positian of person responsible for batch release: | Hasmukh Jaysinh Arya
Dipissnme T2 nocaza ocobu, me sianosizac 33 pnuyex cepll: | Manager Quality Assursnce
Xacmyx [bsaticin Apa

JabeaneugHna AKOCTI MeneDReps

Signatare of person responsible for batch rolesse:
Nianue ocolu, uio siznopiasc 3a sunyce ceplls

Date of signature: v
Jara nlanucannn: m ’ W% v

¢ Fariwy: ¥ Hagisterpd Offica:

Cid: 1239069 Tem T30 CHE LEFWOS N G76PLEITINTY
mmmﬁ*evsaammmmu B2, devon Mall, Ster Indis Barae Budiding,
Paenedl - 394 116, Bharuch, Gujarst O, Julpur BRTS Sateline, Appa Sabely

G WHET68E IR AT F TRA S 304 TR 7 335 Aterredabad - 380015 Sujar, Indis Prablradevi Mumbs: < 400025,
& fbugk panhigibobarmacom L 91 2 2439520075500



UNIQUE PHARMACEUTICAL LABORATORIES

A Divigion of J. B. CHEMICALS & PH M?‘MEUIICAL% LIMITED

. GOOD PEOPLE
for GOOD HEALTH

@

” cdﬁi; o S 3y %
{‘“t:rxmgtﬁiw Ne:

BATCH CERTIFICATE
v . CEPTH®IRAT HA CEPIIG
Product name: | NMOVAGRA EURO Manufacturing country: | India
Haaga apogyeniiz | HOBAPPA €BPO 4 Kpaina-srpobums: Inain
Pharmaceutical form, dosage: | film-coated tablets, 100 mg " ,
i V : . s , License No.
Hiraposka dopsn, | wadaerwn, agputi piainkosno obosouroe, : . .
, JHuewsis Ne:
aosyeasuna: | ao 100 mr
Strength/potency: | 1 tablet contaiuy sildenafil citrate equivalent to 100 mg of sildenaiil
Cuna giVascrneaicrs: | 1 rafisersa sicrurs cavmenmdiny urepary expisagenyno 100 sy cangenadiny
Type and size of 4 film-coated tableis in a blister, 1 blister in a cardboard box with Ukrainian

packaging: and English languages labeling
Bua i poswsip | no 4 Tabacres, sepaviid nnisxoson sboaonkow, ¥ Gaicrepi, no 1 Haicrepy ¥

G/1430

ynakuum: KAPTOWEiE oopoiu 3 mupkyBainaM YEPANCER 0 T3 auralicekon Mosamn
Batch No: | o000 60014 Batch size: | 10709 Boxey
Lepiv Ni: Posmip cepils wopobos
Mam;fwm‘ring date: 0672026 ? F‘xplry dgte: 052029
Jara pupobnunrea; Pepm. npri.; ,
Registration certificate: UASTOT01AS E}i??llmtw&“ from: 04.10.2018
Pecerpaniiine nocainuenna: Heofimewene 3t

Magufscturer: | Unique Pharmaceutical Laboratories (a division of J. B, Chemicals &
Pharmaceaticals Ltd. ), Plot No, 215219, G.LD.C., Industrial Arey, Panoli -
344 116, Dist, Bharuch, Indis

Bapoteni:  Buis Tapsacwivrisan JTadoparopis (sbadacuus gipsw «Tac. B. Kesivamp
eua Dapyracswrmean: Jdrae ), doasaws No 215219, i, Ak, 6. Ci

| Inpacrplan Epin, Tasoal - 394 116, oxpyr Bxapyx, Ingin

Certilicate of GMP compliance No.: . Valid till: :
Ceprudivar ninponigmocri HBI Ne; 050/2026/GMP Jiscunl a0 aLl ,LJIEIQS

Analysis procedure results /

Pesyan v nponetenns anauisy
Yo - METHODS OF ‘
REQU&EMEN?S:’ . | CONTROL/ Ribl%’?’”ﬁ!
BHMOIH ! e METOAU | P EIVIRTATH
TOKRA3 B ke ko UKORTROMIO: =l T
Appearange Purple-red color, ‘lxiangzxim @émpv:. biconvex film- | p, visually Comnlics
conted tablets inseribed with » 1007 onone side ‘ ‘ OrmpEies
Qe Ty priypHO-HePROHCTT KOTLOPY TRHEYTHOT (hopsi | 1,1, néspani
OGSV BEPEETE BTGB aG0NaHKDH) Bimnonduae
Tafaerey, 1w 00 9 oo Bony
Averape weight of 0310 myg+ 5 % p2, BES XILG ﬁfifsfzf} mE
tnblets
Coprans wacs BRI ek 5 % o
Tabacrex *
9 foctory: ¢ Bagiziured Difee:
CaM: LSRRI DR AT GIME LIABAEGA 9 A0ILE 11077
Plot Mo 18 - 395, QI Indhastrisd Latass U, baocey Mall Star ledie Bagw Buildag,
Fannd - 304 114, Bhaub, Sujaent, Opp. st BRTES Salibig wm dw; Mem}m aggm

& #RY 20A6 LIS U2 S VU8 S 3NN PRE 33k #rensdiabad - SOE Supwin, e Frnbbaded Mumibie - J000E,

@ hepl aandiibphema s LR P G wwer fhabarsacom



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

ARG i
Average weight of 36 0meg«£5% p2, BP* XL G —
sk - M12mg
Cepenus Macs J8.0ur+ 3 % 2, GO, XL G
ORI IN2D Mr
Uniformity of mass Mass of not move than two tablets, may deviate p3, BP* XIIG
from the averape mass by more than 5 %%, and nons Complies
- by mre than 1086
Oawopiawicry macs Maca e Giasiire nix toox Tafnerok, Moxe nJ3, bo*, Xi
pimarurHes ein cepeannol Macy Gumwe nikea s | G Bianosizac
% i aoama — e Bitswoe win 1a 10%
Uniformity of dosage | Acceptance value (AV) < 15 pd, in-house
unity monogrugh, 3%
» USP* <905
O anopiyaicys Yricao npniliarinoct (AV) s 15 n.4, aRyTpimAEs
AOIOBRIUR DANHNILL MOHOTpADIS, 33%
v D.CHIA* <905
ldentification Retention time of principal peaks in chromatograms | p.3, HFLC, in-
Sildenafil of the test and the standard solutfons, obtained in | house Complics
the “Assay” test should coincide. monograph, '
BP* I D
Inenrndixania Yae yipuMyBaHHa OCHORHMX HIKiE HI ! .5, BEPX
Cunperaddn XPOMBTOTPANAN Ao | condapmnosy | BHYTPIEHS Binnosimac
poRasia, OTPEMARNEX B poaain s Kinxicme sonorpadis,
B HAERIB BOBKHEH CTRMANATIE B HID
Dissolution Not less than 80 % (Q) of label claim of sildenafil | p.6, USP® o8 %
should dissolve during 45 minutes. <M1=
Poavnwenny He seere B0 % () ein 2su0ew07 XinskocTi 16, B.CUIA*
crAneHadiny DOBHHHO PUITHHITICE npoTaroM 45 | <711 98 %
KBHNKH,
mmr) w {in Nex more than 30 minutes. pr.BEL KA L o
| Posusnanas (y poni) He Sinutpe stise 30 xnamie. o7, 6P XA 3.5 0cex
Assay For realive: p.8, HPLC,
Sildenafil 95,104 « 105.0% of label ¢laim of sildenafl], ie. in-house
47.5 mgitablet to 52.5 mg/tablet. monogragh, 97.7%
For shelf life: BP4, 11D 48.34 mg/tablet
90.0 %% - 110.0-% of label cluim of sildenafil, i.e
45,0 mp/tablel to 550 mytablel. , -
Kiasxicue Ll surmyeny: n.8, BEPX/ " 1'4
BTN et A
‘\\(;;émnnh HCTy % I ¥
§ Fuctory; ¢ Rogletersd Office;
CIN; LASR0GIGTERLCY 73077 CIN: L2A3505J1 976PLET RGTY
Pl N0 215 - 214, GHC Tcurtrial Estate 30, ssoan Malf Star india Giear Bubiding,
Poroll - 394 736, Barach, Gujerat Opp. Jotirgit BATS Sutslite,

& YUY 2645 JT2ATY ) THA ) M TTRAV 136

& [bopd pencli bebanma com

Kunedstad - 380015, G, India.




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

L5

' {Zmnmm@m 95.0% « 105.0% sin 3axmnenol kinsxocTi BHyTpitbs 48,84
cunpcandiny, robTo 8in 47.5 mrimafnerky au 52.5 | monorpadis, urfrabneTiy
myimaBnerky. BO 1D
Ass mepsriny npudamnoci.

90,0 % « 110.0% sig sanmpenol xinkkocri
cunackapiny, robro Bia 45,0 mrirabnerxy a0 55.0
srirafinerxy.
Related substances Any unspecified impurity ~ not more than 6.2% p9, HPLC, in- 0.03 %
Total amount of impurities - not more than 0.5 % house
monograph, 0.13%
BP* I D
Cymyrui sotimsu Byas-nxi wetaennnjuxosusa aomitgsa — pe Sinse | 0.9, BEPX 0.03 %
0,2% BHYTPiLIRN '
Jarannis KUTLXICTh Aomitoox — ne Gineioe 0,5 % - stenorpadin, 0.13 %
59”11 D
Microblolopical purity | In the product it is accepted: p-10, Ph. Eur.*,
tutal aerobic microbial count (TAMC) 8 2.6.12, Complics
not more than 1000 CFUY; 2613
total yeasts and moulds count (TYMC) - not more | USP*, <612, Complics
than 100 CFU/g. 62>
Not allowed E. Coli in | g of product Complies
Mixpobionorivun B npenapuri aonyexsetect: n. 19,
SHCTOTA saranbise yneno sepoliumx wikpooprasiauia €%, p. 26.12, Bianosiase
(TAMC) - re Sinstre 1000 KY Oir; 26.13
IACAMLIC MHCI0 SPIAIROBHX Ta nuicimmmx rpulis | G CLHIAY, Bianosinac
(TYMC) — e Ginste 100 KYOrr, 61>, <hT>
He ponyeraereea E. Coli o | r npenapary Bianosinoe
* Current edition. /' [lsoue suzanns,
Labelling: Should correspondd to the registered labelling. Complies
Mapxysaunn: ITosxaao BizOOEY CTPOBEHD RAEAEND, Bianosinse
Packaging: Should correspond to the reguirements of MQC. Complics
Naxysanun: Flossimo sianosiasm esMoray MKCH. Bianosiane
® Factory. ¥ Pugisteced Office:
CIM; L24IB0G AT RLEY 7207 CIN: L2A390G1976PLCT 73077

Plot No 218 - 219, GOC Industriad Eshate
Fanoli ~ 396 116, Bharuch, Gujant.
t +UT 2048 2TZ 4V £ TBA 7 A FPR3 ) 335
o Joopl paooligibphame oo

0T, Incoe Mal, St inda Bazer Buiding
Opp. Jeahpor BRTE Sswdig,
Arenegabed - SBGGTS, Gujenss, ek,




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J, B, CHEMICALS & PHARMACEUTICALS LUIMITED

I hereby ceniify that the abuve information & anthentic and uccurste. This bateh of product has been
manufactured, including packaginglabelling and quallty comrol analysis, at the above mentioned sie in Jull
compliance with the GMP requirenents of the locat Reguiatory Authority ond with the specifivarion avallable in
registration dossier. Protocels of bawck processing, packaging and analysis records were reviewed and found to be in
compliance with GMP, 1 hereby confirm that all prodaction stages for this batch of finished product were carvied out
in full complinnce with the reguirements specified in the current GMP guldelines approved by the Ministry of Health
of Ukraine,

Hus & 3acelduyio, wio imsedens sue ingopaayin ¢ docmuosipuow ma mosnow. Lho ceplo HpodyKRil Uyao
SNPOERENO (EXAONRIDNR RTKPEINIA/MAPKISRINI] W0 Bposedens Konwpats I arocmd ne soueyrNavenil divsnni
¥ moswill sidnodldnocnd 3 sumozam GMP, SOMANORAEHUME MICRECNN PCIIAMOPHEN OPIONCH, & MOKUN
sldnagione do cnawdinonii, nio sicmunscs ¢ peccmpaiiiinemy docre. Hpomokonu SupoSKuLmen, HOXYEQHIR M
auanizie Span nepezianyme ma scmanosreno eidnoslonicms GMP, Hum nidmeepdncym, wp eci supobnuyi cmadil
aun gie¥ cepll zomonol mpodysnii byan 30iGcnent & nownifi sidnosidnocntl 3 SUMOSIME, JORANENIMN & NG
wacrusedl ¥ GMP, ramsepdycenili Mindcmepomeon oxopons opos’s Yrpalun,

Name and position of person responsible for the amalysis: | Mr, Yagnesh K. Trivedi, Sr. Manager QC
[lpizamute va nocazs ocofis, sto bitnonisac 3a awais; | Hricu K. Tpiseal, Cr. Meuepuep K8
Signatore of person responsible Tor analysis:
Miansc ocoda, mo signoniaac 12 susaiy :
Name and positian of person responsible for batch release: | Hasmukh Jaysinh Arya
Dipissnme T2 nocaza ocobu, me sianosizac 33 pnuyex cepll: | Manager Quality Assursnce
Xacmyx [bsaticin Apa

JabeaneugHna AKOCTI MeneDReps

Signatare of person responsible for batch rolesse:
Nianue ocolu, uio siznopiasc 3a sunyce ceplls

Date of signature: v
Jara nlanucannn: m ’ W% v

¢ Fariwy: ¥ Hagisterpd Offica:

G L 2Q050G9Tem L1301y CHE LEZWGIT976RL 17307
mmmﬁ*evsaammmmu B2, devon Mall, Ster Indis Barae Budiding,
Paenedl - 394 116, Bharuch, Gujarst O, Jouleur BRTS Ratelite,

& VI I686 ITRATE S T84 304 FTRA 1 338 Aterredabad - 380015 Sujar, Indis
i (begd pachigbobarmacom




UNIQUE PHARMACEUTICAL LABORATORIES

A Divigion of J. B. CHEMICALS & PH M?‘MEUIICAL% LIMITED

. GOOD PEOPLE
for GOOD HEALTH

@

” cdﬁi; o S 3y %
{‘“t:rxmgtﬁiw Ne:

BATCH CERTIFICATE
v . CEPTH®IRAT HA CEPIIG
Product name: | NMOVAGRA EURO Manufacturing country: | India
Haaga apogyeniiz | HOBAPPA €BPO 4 Kpaina-srpobums: Inain
Pharmaceutical form, dosage: | film-coated tablets, 100 mg " ,
i V : . s , License No.
Hiraposka dopsn, | wadaerwn, agputi piainkosno obosouroe, : . .
, JHuewsis Ne:
aosyeasuna: | ao 100 mr
Strength/potency: | 1 tablet contaiuy sildenafil citrate equivalent to 100 mg of sildenaiil
Cuna giVascrneaicrs: | 1 rafisersa sicrurs cavmenmdiny urepary expisagenyno 100 sy cangenadiny
Type and size of 4 film-coated tableis in a blister, 1 blister in a cardboard box with Ukrainian

packaging: and English languages labeling
Bua i poswsip | no 4 Tabacres, sepaviid nnisxoson sboaonkow, ¥ Gaicrepi, no 1 Haicrepy ¥

G/1430

ynakuum: KAPTOWEiE oopoiu 3 mupkyBainaM YEPANCER 0 T3 auralicekon Mosamn
Batch No: | o000 60014 Batch size: | 10709 Boxey
Lepiv Ni: Posmip cepils wopobos
Mam;fwm‘ring date: 0672026 ? F‘xplry dgte: 052029
Jara pupobnunrea; Pepm. npri.; ,
Registration certificate: UASTOT01AS E}i??llmtw&“ from: 04.10.2018
Pecerpaniiine nocainuenna: Heofimewene 3t

Magufscturer: | Unique Pharmaceutical Laboratories (a division of J. B, Chemicals &
Pharmaceaticals Ltd. ), Plot No, 215219, G.LD.C., Industrial Arey, Panoli -
344 116, Dist, Bharuch, Indis

Bapoteni:  Buis Tapsacwivrisan JTadoparopis (sbadacuus gipsw «Tac. B. Kesivamp
eua Dapyracswrmean: Jdrae ), doasaws No 215219, i, Ak, 6. Ci

| Inpacrplan Epin, Tasoal - 394 116, oxpyr Bxapyx, Ingin

Certilicate of GMP compliance No.: . Valid till: :
Ceprudivar ninponigmocri HBI Ne; 050/2026/GMP Jiscunl a0 aLl ,LJIEIQS

Analysis procedure results /

Pesyan tarve nponeien s auariay
i ) Mﬁmﬂm OF :
REQU&EMEN?&A‘ . 4 mmm..f Ribl%’?’”ﬁ!
BHMOTH ! o ME!’QM A ¢ “3}’"%‘1‘”&51‘ H
TORA e G e RORTROIRON i TR
Appearange Purple-red color, ‘lxiangzxim @émpv:. biconvex film- | p, visually Comnlics
coated tablets inseribed with 7 1007 on_one side ‘ ‘ OrmpEies
Qe Ty privpHo-HEPROHOTG KOILODY TRMKYTHUT (hopsi | .1, nésyasnse
OGSV BEPEETE BTGB aG0NaHKDH) Bimnonduae
Tafaerey, 1w 00 9 oo Bony
Averafe weight of O3 0mgs 5 % p, B XN G 636,50 mg
tnblets
Coprans wacs GBI s 5 % AHEN 10,50 ur
Tabaeros $ A V/OMETEI X AN o !
% \ .
9 foctory: ¢ Bagiziured Difee:
oM L 2SUOn T PRI PHNTT IR LEASSEG 920 RLI BT
Plot Mo 18 - 395, QI Indhastrisd Latass U, baocey Mall Star ledie Bagw Buildag,
Fannd - 304 114, Bhaub, Sujaent, Opp. st BRTES Salibig wm dw; Mem}m aggm

& #RY 20A6 LIS U2 S VU8 S 3NN PRE 33k #rensdiabad - SOE Supwin, e Frnbbaded Mumibie - J000E,

@ hepl aandiibphema s LR P G wwer fhabarsacom



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

AIRAGTH 45
Average weight of 36 0meg«£5% p2, BP* XL G —
tablets _ | 3129 mg
Cepenus Macs J8.0ur+ 3 % 2, GO, XL G
1lserox IN2D Mr
Uniformity of mass Mass of not move than two tablets, may deviate p3, BP* XIIG
from the averape mass by more than 5 %%, and nons Complies
- by mre than 1086
Oawopiawicry macs Maca e Giasiire nix toox Tafnerok, Moxe nJ3, bo*, Xi
pimarurHes ein cepeannol Macy Gumwe nikea s | G Bianosisac
% i aoama — e Bitswoe win 1a 10%
Uniformity of dosage | Acceptance value (AV) < 15 pd, in-house
unity monogrugh, 3%
» USP* <905>
O anopiyaicys Yricao npniliarinoct (AV) s 15 n.4, aRyTpimAEs
AOIOBRIUR DANHNILL MOHOTpADIS, 33%
v D CILIA* <9054
ldentification Retention time of principal peaks in chromatograms | p.3, HFLC, in-
Sildenafil of the fest and the standard soluticets, obtained in | house Complies
the “Assay™ test should coinclde. monograph, '
BP* I D
Inenrndixania Yae yipuMyBaHHa OCHORHMX HIKiE HI ! .5, BEPX
Chanenaddn XPOMBTOTPENEN docridacyoanoss | cmadapmnosy | pHyTpimya Wimslaie
poRasia, OTPEMARNEX B poaain s Kinxicme sonorpadis,
B HAERIB BOBKHEH CTRMANATIE B HID
Dissolation Not less than 80 % (Q) of label claim of sildenafil | p.6, USPF* 98 9%
should dissolve during 45 minutes. <M1=
Poavnwenny He seere B0 % () ein 2su0ew07 XinskocTi 16, B.CUIA*
crAneHadiny DOBHHHO PUITHHITICE npoTaroM 45 | <711 98 %
KBHNHH,
?:‘QW' {ins Naxt more than 30 minuwtes, p.7. BP* XH A .
| Pownanamas (y soni) | He Sinnioe wis 30 xpaumies. 7. 60% XILA| 3.5 0cex
Assay For realive: p.8, HPLC,
Sildenafil 95,104 « 105.0% of label ¢laim of sildenafl], ie. in-house
47.5 mp/tablet to 52.5 mgftablet. monogragh, 91.7%
For shelf life. BP, 1D 48.34 my/tablet
90.0 %% - 110.0-% of label cluim of sildenafil, i.e
45,0 mg'tablel to 554 mglablel.
Klanxicue Aen guryexy:
BHINENEHnS
§ Fuctory; ¢ Rogletersd Office;
CIN; LSR0GIGTERLCI 73077 CIN: LZEROG1 926PLETTIONT
Pt Mo 218 - 114, GHC moustial Exiate 00, smoon Mall Star india Bazar Bubding,
Faroil - 394 736, Bbaroch, Gujsrst Opp. Jotryut BATS Sutelite,

& YUY 2645 JT2ATY ) THA ) M TTRAV 136

& [bopd pencli bebanma com

Kunedstad - 380015, G, India.




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

L5

' {Zmnmm@m 95.0% « 105.0% sin 3axmnenol kinsxocTi BHyTpitbs 48,84
cunpcandiny, robTo 8in 47.5 mrimafnerky au 52.5 | monorpadis, urfrabneTiy
myimaBnerky. BO 1D
Ass mepsriny npudamnoci.

90,0 % « 110.0% sig sanmpenol xinkkocri
cunackapiny, robro Bia 45,0 mrirabnerxy a0 55.0
srirafinerxy.
Related substances Any unspecified impurity ~ not more than 6.2% p9, HPLC, in- 0.03 %
Total amount of impurities - not more than 0.5 % house
monograph, 0.13%
BP* I D
Cymyrui sotimsu Byas-nxi wetaennnjuxosusa aomitgsa — pe Sinse | 0.9, BEPX 0.03 %
0,2% BHYTPiLIRN '
Jarannis KUTLXICTh Aomitoox — ne Gineioe 0,5 % - stenorpadin, 0.13 %
59”11 D
Microblolopical purity | In the product it is accepted: p-10, Ph. Eur.*,
tutal aerobic microbial count (TAMC) 8 2.6.12, Complics
not more than 1000 CFUY; 2613
total yeasts and moulds count (TYMC) - not more | USP*, <612, Complics
than 100 CFU/g. 62>
Not allowed E. Coli in | g of product Complies
Mixpobionorivun B npenapuri aonyexsetect: n. 19,
SHCTOTA saranbise yneno sepoliumx wikpooprasiauia €%, p. 26.12, Bianosiase
(TAMC) - re Sinstre 1000 KY Oir; 26.13
IACAMLIC MHCI0 SPIAIROBHX Ta nuicimmmx rpulis | G CLHIAY, Bianosinac
(TYMC) — e Ginste 100 KYOrr, 61>, <hT>
He ponyeraereea E. Coli o | r npenapary Bianosinoe
* Current edition. /' [lsoue suzanns,
Labelling: Should correspondd to the registered labelling. Complies
Mapxysaunn: ITosxaao BizOOEY CTPOBEHD RAEAEND, Bianosinse
Packaging: Should correspond to the reguirements of MQC. Complics
Naxysanun: Flossimo sianosiasm esMoray MKCH. Bianosiane
® Factory. ¥ Pugisteced Office:
CIM; L24IB0G AT RLEY 7207 CIN: L2A390G1976PLCT 73077

Plot No 218 - 219, GOC Industriad Eshate
Fanoli ~ 396 116, Bharuch, Gujant.
t +UT 2048 2TZ 4V £ TBA 7 A FPR3 ) 335
o Joopl paooligibphame oo

0T, Incoe Mal, St inda Bazer Buiding
Opp. Jeahpor BRTE Sswdig,
Arenegabed - SBGGTS, Gujenss, ek,




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J, B, CHEMICALS & PHARMACEUTICALS LUIMITED

I hereby ceniify that the abuve information & anthentic and uccurste. This bateh of product has been
manufactured, including packaginglabelling and guallty comrol analysis, at the above mentfoned sie in Jutl
compliance with the GMP requirenents of the locat Reguiatory Authority ond with the specifivarion avallable in
registration dossier. Protocels of bawck processing, packaging and analysis records were reviewed and found to be in
compliance with GMP, 1 hereby confirm that all prodaction stages for this batch of finished product were carvied out
in full complinnce with the reguirements specified in the current GMP guldelines approved by the Ministry of Health
of Uhkraine,

Ios & 3acelduyio, wio nasedens sue indopamagin ¢ docmveipionw ma monow. Lo cepln HpodYKRIT Byao
SNPOERENO (EXAONRIDNR RTKPEINIA/MAPKISRINI] W0 Bposedens Konwpats I arocmd ne soueyrNavenil divsnni
¥ moswill sidnodldnocnd 3 sumozam GMP, SOMANORAEHUME MICRECNN PCIIAMOPHEN OPIONCH, & MOKUN
sidnosidne du cnewudinoyit, mo sicmamsca ¢ peecmpaniiinemy docee. Jipomoraas Qupolnuimen, RAXySaRR ma
asanisis Span mEPELIANYING A acmanoneno eldnosiduicms GMP. Hum niomeepdcymw, wo eci supobnui cmadil
aun gie¥ cepll zomonol mpodysnii byan 30iGcnent & nownifi sidnosidnocntl 3 SUMOSIME, JORANENIMN & NG
wacrusedl ¥ GMP, ramsepdycenili Mindcmepomeon oxopons opos’s Yrpalun,

Name and position of person responsible for the amalysis: | Mr, Yagnesh K. Trivedi, Sr. Manager QC
[lpizamute va nocazs ocofis, sto bitnonisac 3a awais; | Hricu K. Tpiseal, Cr. Meuepuep K8
Signatore of person responsible Tor analysis:
Miansc ocoda, mo signoniaac 12 susaiy :
Name and position of person responsible for batch release: | Hasmukh Jaysinh Arya
Dipissnme T2 nocaza ocobu, me sianosizac 33 pnuyex cepll: | Manager Quality Assursnce
' Xacnyx ,.!amﬁcm Aps

Signature of person responsible for batch rolesse:
Nianue ocolu, uio siznopiasc 3a sunyce ceplls
Date of signature:

Aata slanucanng:

PATH

~N \Loe\nansn,
3o o

® Factary: ¥ Wagisteend Office: T e

i L2000 NS TP 30Ty Tl L4303 G76PLCI 700 7Y
Plot No 274 - 319, GIIC Freuainial Estats B2, Saoon Mull Star Indin Bazac Buiidng, :
Paned) - 334 716, Eharach, Gujara G, JoBpur BRTS Satelite, mmwmmm

G WHET68E IR AT F TRA S 304 TR 7 335 Aterredabad - 380015 Sujar, Indis Prablvadivi Mumbe < 40658,

& fbugk panhigibobarmacom L 91 2 2439520075500




UNIQUE PHARMACEUTICAL LABORATORIES

A Divigion of J. B. CHEMICALS & PH M?‘MEUIICAL% LIMITED

. GOOD PEOPLE
for GOOD HEALTH

@

” cdﬁi; o S 3y %
{‘“t:rxmgtﬁiw Ne:

BATCH CERTIFICATE
v . CEPTH®IRAT HA CEPIIG
Product name: | NMOVAGRA EURO Manufacturing country: | India
Haaga apogyeniiz | HOBAPPA €BPO 4 Kpaina-srpobums: Inain
Pharmaceutical form, dosage: | film-coated tablets, 100 mg " ,
i V : . s , License No.
Hiraposka dopsn, | wadaerwn, agputi piainkosno obosouroe, : . .
, JHuewsis Ne:
aosyeasuna: | ao 100 mr
Strength/potency: | 1 tablet contaiuy sildenafil citrate equivalent to 100 mg of sildenaiil
Cuna giVascrneaicrs: | 1 rafisersa sicrurs cavmenmdiny urepary expisagenyno 100 sy cangenadiny
Type and size of 4 film-coated tableis in a blister, 1 blister in a cardboard box with Ukrainian

packaging: and English languages labeling
Bua i poswsip | no 4 Tabacres, sepaviid nnisxoson sboaonkow, ¥ Gaicrepi, no 1 Haicrepy ¥

G/1430

ynakuum: KAPTOWEiE oopoiu 3 mupkyBainaM YEPANCER 0 T3 auralicekon Mosamn
Batch No: | o000 60014 Batch size: | 10709 Boxey
Lepiv Ni: Posmip cepils wopobos
Mam;fwm‘ring date: 0672026 ? F‘xplry dgte: 052029
Jara pupobnunrea; Pepm. npri.; ,
Registration certificate: UASTOT01AS E}i??llmtw&“ from: 04.10.2018
Pecerpaniiine nocainuenna: Heofimewene 3t

Magufscturer: | Unique Pharmaceutical Laboratories (a division of J. B, Chemicals &
Pharmaceaticals Ltd. ), Plot No, 215219, G.LD.C., Industrial Arey, Panoli -
344 116, Dist, Bharuch, Indis

Bapoteni:  Buis Tapsacwivrisan JTadoparopis (sbadacuus gipsw «Tac. B. Kesivamp
eua Dapyracswrmean: Jdrae ), doasaws No 215219, i, Ak, 6. Ci

| Inpacrplan Epin, Tasoal - 394 116, oxpyr Bxapyx, Ingin

Certilicate of GMP compliance No.: . Valid till: :
Ceprudivar ninponigmocri HBI Ne; 050/2026/GMP Jiscunl a0 aLl ,LJIEIQS

Analysis procedure results /

Pesyan 1o nponeinen s aniay
Yo - METHODS OF :
REQU&EMEN?&A’ . | CONTROL/ Riblfiﬁ"ﬁ!
BHMOIH ! o METOAU | P EIVIRTATH
TOKAZ B G e RORTROIRON i TR
Appearange Purple-red color, ‘lxiangzxim @émpv:. biconvex film- | p, visually Comnlics
coated tablets inseribed with 7 1007 on_one side ‘ ‘ OrmpEies
Qe Ty privpHo-HEPROHOTG KOILODY TRMKYTHUT (hopsi | .1, nésyasnse
OGSV BEPEETE BTGB aG0NaHKDH) Bimnonduae
Tafaerey, 1w 00 9 oo Bony
Averafe weight of O3 0mgs 5 % p, B XN G 636,50 mg
tnblets
Coprans wacs BRI ek 5 % LIS A M
Tabaerow g *
9 foctory: ¢ Bagiziured Difee:
Tl LSS T OTEPLE DRITY M LIS ARG 97 PLE T IA0T 7
Plot Mo 18 - 395, QI Indhastrisd Latass U, baocey Mall Star ledie Bagw Buildag,
Fannd - 304 114, Bhaub, Sujaent, Opp. st BRTES Salibig wm dw; Mem}m aggm

& #RY 20A6 LIS U2 S VU8 S 3NN PRE 33k #rensdiabad - SOE Supwin, e Frnbbaded Mumibie - J000E,

@ hepl aandiibphema s LR P G wwer fhabarsacom



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

ARG i
Average weight of 36 0meg«£5% p2, BP* XL G —
sk _ - M12mg
Cepenus Macs J8.0ur+ 3 % 2, GO, XL G
1alscron IN2D Mr
Uniformity of mass Mass of not move than two tablets, may deviate p3, BP* XIIG
from the averape mass by more than 5 %%, and nons Complies
- by mre than 1086
Oawopiawicry macs Maca e Giasiire nix toox Tafnerok, Moxe nJ3, bo*, Xi
pimarurHes ein cepeannol Macy Gumwe nikea s | G Bianosizac
% i aoama — e Bitswoe win 1a 10%
Uniformity of dosage | Acceptance value (AV) < 15 pd, in-house
unity monogrugh, 3%
» USP* <905
O anopiyaicys Yricao npniliarinoct (AV) s 15 n.4, aRyTpimAEs
AOIOBRIUR DANHNILL MOHOTpADIS, 33%
v D.CHIA* <905
ldentification Retention time of principal peaks in chromatograms | p.3, HFLC, in-
Sildenafil of the test and the standard solutfons, obtained in | house Complics
the “Assay” test should coincide. monograph, '
BP* I D
Inenrndixania Yae yipuMyBaHHa OCHORHMX HIKiE HI ! .5, BEPX
Cunperaddn XPOMBTOTPANAN Ao | condapmnosy | BHYTPIEHS Binnosimac
poRasia, OTPEMARNEX B poaain s Kinxicme sonorpadis,
B HAERIB BOBKHEH CTRMANATIE B HID
Dissolution Not less than 80 % (Q) of label claim of sildenafil | p.6, USP® o8 %
should dissolve during 45 minutes. <M1=
Poavnwenny He seere B0 % () ein 2su0ew07 XinskocTi 16, B.CUIA*
crAneHadiny DOBHHHO PUITHHITICE npoTaroM 45 | <711 98 %
KBHNKH,
gw) w {in Nex more than 30 minutes. pr.BEL KA L o
| Poanananas (y poai) He Siansise sis 30 Xxnsms. 7, 60% XILA| 345 0cex
Assay For realive: p.8, HPLC,
Sildenafil 95,104 « 105.0% of label ¢laim of sildenafl], ie. in-house
47.5 mgitablet to 52.5 mg/tablet. monogragh, 971.7%
For shelf life: BP4, 11D 48.34 mg/tablet
90.0 %% - 110.0-% of label cluim of sildenafil, i.e .
45,0 mp/tablel to 550 my/tablel. LN
Kiasxicue Ll surmyeny: Y BEPX 1116\
LY it L
§ Fuctory; ¢ Rogistersd Dffcs:
CIN; LASR0GIGTERLCY 73077 CIN: L2A3505J1 976PLET RGTY
Pt No 21§ - 2149, BIHC wcusinial Extate 30, ssoan Malf Star india Giear Bubiding,
Faroil - 394 736, Bbaroch, Gujsrst Opp. Jotirgit BATS Sutslite,

& YUY 2645 JT2ATY ) THA ) M TTRAV 136

& [bopd pencli bebanma com

Kunedstad - 380015, G, India.




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

L5

' {Zmnmm@m 95.0% « 105.0% sin 3axmnenol kinsxocTi BHyTpitbs 48,84
cunpcandiny, robTo 8in 47.5 mrimafnerky au 52.5 | monorpadis, urfrabneTiy
myimaBnerky. BO 1D
Ass mepsriny npudamnoci.

90,0 % « 110.0% sig sanmpenol xinkkocri
cunackapiny, robro Bia 45,0 mrirabnerxy a0 55.0
srirafinerxy.
Related substances Any unspecified impurity ~ not more than 6.2% p9, HPLC, in- 0.03 %
Total amount of impurities - not more than 0.5 % house
monograph, 0.13%
BP* I D
Cymyrui sotimsu Byas-nxi wetaennnjuxosusa aomitgsa — pe Sinse | 0.9, BEPX 0.03 %
0,2% BHYTPiLIRN '
Jarannis KUTLXICTh Aomitoox — ne Gineioe 0,5 % - stenorpadin, 0.13 %
59”11 D
Microblolopical purity | In the product it is accepted: p-10, Ph. Eur.*,
tutal aerobic microbial count (TAMC) 8 2.6.12, Complics
not more than 1000 CFUY; 2613
total yeasts and moulds count (TYMC) - not more | USP*, <612, Complics
than 100 CFU/g. 62>
Not allowed E. Coli in | g of product Complies
Mixpobionorivun B npenapuri aonyexsetect: n. 19,
SHCTOTA saranbise yneno sepoliumx wikpooprasiauia €%, p. 26.12, Bianosiase
(TAMC) - re Sinstre 1000 KY Oir; 26.13
IACAMLIC MHCI0 SPIAIROBHX Ta nuicimmmx rpulis | G CLHIAY, Bianosinac
(TYMC) — e Ginste 100 KYOrr, 61>, <hT>
He ponyeraereea E. Coli o | r npenapary Bianosinoe
* Current edition. /' [lsoue suzanns,
Labelling: Should correspondd to the registered labelling. Complies
Mapxysaunn: ITosxaao BizOOEY CTPOBEHD RAEAEND, Bianosinse
Packaging: Should correspond to the reguirements of MQC. Complics
Naxysanun: Flossimo sianosiasm esMoray MKCH. Bianosiane
® Factory. ¥ Pugisteced Office:
CIM; L24IB0G AT RLEY 7207 CIN: L2A390G1976PLCT 73077

Plot No 218 - 219, GOC Industriad Eshate
Fanoli ~ 396 116, Bharuch, Gujant.
t +UT 2048 2TZ 4V £ TBA 7 A FPR3 ) 335
o Joopl paooligibphame oo

0T, Incoe Mal, St inda Bazer Buiding
Opp. Jeahpor BRTE Sswdig,
Arenegabed - SBGGTS, Gujenss, ek,




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J, B, CHEMICALS & PHARMACEUTICALS LUIMITED

I hereby ceniify that the abuve information & anthentic and uccurste. This bateh of product has been
manufactured, including packaginglabelling and guallty comrol analysis, at the above mentfoned sie in Jutl
compliance with the GMP requirenents of the locat Reguiatory Authority ond with the specifivarion avallable in
registration dossier. Protocels of bawck processing, packaging and analysis records were reviewed and found to be in
compliance with GMP, 1 hereby confirm that all prodaction stages for this batch of finished product were carvied out
in full complinnce with the reguirements specified in the current GMP guldelines approved by the Ministry of Health
of Uhkraine,

Ios & 3acelduyio, wio nasedens sue indopamagin ¢ docmveipionw ma monow. Lo cepln HpodYKRIT Byao
SNPOERENO (EXAONRIDNR RTKPEINIA/MAPKISRINI] W0 Bposedens Konwpats I arocmd ne soueyrNavenil divsnni
¥ moswill sidnodldnocnd 3 sumozam GMP, SOMANORAEHUME MICRECNN PCIIAMOPHEN OPIONCH, & MOKUN
sidnosidne du cnewudinoyit, mo sicmamsca ¢ peecmpaniiinemy docee. Jipomoraas Qupolnuimen, RAXySaRR ma
asanisis Span mEPELIANYING A acmanoneno eldnosiduicms GMP. Hum niomeepdcymw, wo eci supobnui cmadil
aun gie¥ cepll zomonol mpodysnii byan 30iGcnent & nownifi sidnosidnocntl 3 SUMOSIME, JORANENIMN & NG
wacrusedl ¥ GMP, ramsepdycenili Mindcmepomeon oxopons opos’s Yrpalun,

Name and position of person responsible for the amalysis: | Mr, Yagnesh K. Trivedi, Sr. Manager QC
[lpizamute va nocazs ocofis, sto bitnonisac 3a awais; | Hricu K. Tpiseal, Cr. Meuepuep K8
Signatore of person responsible Tor analysis:
Miansc ocoda, mo signoniaac 12 susaiy :
Name and position of person responsible for batch release: | Hasmukh Jaysinh Arya
Dipissnme T2 nocaza ocobu, me sianosizac 33 pnuyex cepll: | Manager Quality Assursnce
' Xacnyx ,.!amﬁcm Aps

Signature of person responsible for batch rolesse:
Nianue ocolu, uio siznopiasc 3a sunyce ceplls
Date of signature:

Aata slanucanng:

PATH

~N \Loe\nansn,
3o o

® Factary: ¥ Wagisteend Office: T e

i L2000 NS TP 30Ty Tl L4303 G76PLCI 700 7Y
Plot No 274 - 319, GIIC Freuainial Estats B2, Saoon Mull Star Indin Bazac Buiidng,
Paned) - 334 716, Eharach, Gujara G, JoBpur BRTS Satelite, mmwmmm

G WHET68E IR AT F TRA S 304 TR 7 335 Aterredabad - 380015 Sujar, Indis Prablvadivi Mumbe < 40658,

& fbugk panhigibobarmacom L 91 2 2439520075500



UNIQUE PHARMACEUTICAL LABORATORIES

A Divigion of J. B. CHEMICALS & PH M?‘MEUIICAL% LIMITED

. GOOD PEOPLE
for GOOD HEALTH

@

” cdﬁi; o S 3y %
{‘“t:rxmgtﬁiw Ne:

BATCH CERTIFICATE
v . CEPTH®IRAT HA CEPIIG
Product name: | NMOVAGRA EURO Manufacturing country: | India
Haaga apogyeniiz | HOBAPPA €BPO 4 Kpaina-srpobums: Inain
Pharmaceutical form, dosage: | film-coated tablets, 100 mg " ,
i V : . s , License No.
Hiraposka dopsn, | wadaerwn, agputi piainkosno obosouroe, : . .
, JHuewsis Ne:
aosyeasuna: | ao 100 mr
Strength/potency: | 1 tablet contaiuy sildenafil citrate equivalent to 100 mg of sildenaiil
Cuna giVascrneaicrs: | 1 rafisersa sicrurs cavmenmdiny urepary expisagenyno 100 sy cangenadiny
Type and size of 4 film-coated tableis in a blister, 1 blister in a cardboard box with Ukrainian

packaging: and English languages labeling
Bua i poswsip | no 4 Tabacres, sepaviid nnisxoson sboaonkow, ¥ Gaicrepi, no 1 Haicrepy ¥

G/1430

ynakuum: KAPTOWEiE oopoiu 3 mupkyBainaM YEPANCER 0 T3 auralicekon Mosamn
Batch No: | o000 60014 Batch size: | 10709 Boxey
Lepiv Ni: Posmip cepils wopobos
Mam;fwm‘ring date: 0672026 ? F‘xplry dgte: 052029
Jara pupobnunrea; Pepm. npri.; ,
Registration certificate: UASTOT01AS E}i??llmtw&“ from: 04.10.2018
Pecerpaniiine nocainuenna: Heofimewene 3t

Magufscturer: | Unique Pharmaceutical Laboratories (a division of J. B, Chemicals &
Pharmaceaticals Ltd. ), Plot No, 215219, G.LD.C., Industrial Arey, Panoli -
344 116, Dist, Bharuch, Indis

Bapoteni:  Buis Tapsacwivrisan JTadoparopis (sbadacuus gipsw «Tac. B. Kesivamp
eua Dapyracswrmean: Jdrae ), doasaws No 215219, i, Ak, 6. Ci

| Inpacrplan Epin, Tasoal - 394 116, oxpyr Bxapyx, Ingin

Certilicate of GMP compliance No.: . Valid till: :
Ceprudivar ninponigmocri HBI Ne; 050/2026/GMP Jiscunl a0 aLl ,LJIEIQS

Analysis procedure results /

Pesyan 1o nponeinen s aniay
Yo - METHODS OF :
REQU&EMEN?&A’ . | CONTROL/ Riblfiﬁ"ﬁ!
BHMOIH ! o METOAU | P EIVIRTATH
TOKAZ B G e RORTROIRON i TR
Appearange Purple-red color, ‘lxiangzxim @émpv:. biconvex film- | p, visually Comnlics
coated tablets inseribed with 7 1007 on_one side ‘ ‘ OrmpEies
Qe Ty privpHo-HEPROHOTG KOILODY TRMKYTHUT (hopsi | .1, nésyasnse
OGSV BEPEETE BTGB aG0NaHKDH) Bimnonduae
Tafaerey, 1w 00 9 oo Bony
Averafe weight of O3 0mgs 5 % p, B XN G 636,50 mg
tnblets
Coprans wacs BRI ek 5 % LIS A M
Tabaerow g *
9 foctory: ¢ Bagiziured Difee:
Tl LSS T OTEPLE DRITY M LIS ARG 97 PLE T IA0T 7
Plot Mo 18 - 395, QI Indhastrisd Latass U, baocey Mall Star ledie Bagw Buildag,
Fannd - 304 114, Bhaub, Sujaent, Opp. st BRTES Salibig wm dw; Mem}m aggm

& #RY 20A6 LIS U2 S VU8 S 3NN PRE 33k #rensdiabad - SOE Supwin, e Frnbbaded Mumibie - J000E,

@ hepl aandiibphema s LR P G wwer fhabarsacom



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

ARG i
Average weight of 36 0meg«£5% p2, BP* XL G —
sk _ - M12mg
Cepenus Macs J8.0ur+ 3 % 2, GO, XL G
1aluseron 328 mr
Uniformity of mass Mass of not move than two tablets, may deviate p3, BP* XIIG
from the averape mass by more than 5 %%, and nons Complies
- by mre than 1086
Oawopiawicry macs Maca e Giasiire nix toox Tafnerok, Moxe nJ3, bo*, Xi
pimarurHes ein cepeannol Macy Gumwe nikea s | G Bianosizac
% i aoama — e Bitswoe win 1a 10%
Uniformity of dosage | Acceptance value (AV) < 15 pd, in-house
unity monogrugh, 3%
» USP* <905
O anopiyaicys Yricao npniliarinoct (AV) s 15 n.4, aRyTpimAEs
AOIOBRIUR DANHNILL MOHOTpADIS, 33%
v D.CHIA* <905
ldentification Retention time of principal peaks in chromatograms | p.3, HFLC, in-
Sildenafil of the test and the standard solutfons, obtained in | house Complics
the “Assay™ test should coinclde. monograph, '
BP* I D
Inenrndixania Yae yipuMyBaHHa OCHORHMX HIKiE HI ! .5, BEPX
Cunperaddn XPOMBTOTPANAN Ao | condapmnosy | BHYTPIEHS Binnosimac
poRasia, OTPEMARNEX B poaain s Kinxicme sonorpadis,
B HAERIB BOBKHEH CTRMANATIE B HID
Dissolution Not less than 80 % (Q) of label claim of sildenafil | p.6, USP® o8 %
should dissolve during 45 minutes. <M1=
Poavnwenny He seere B0 % () ein 2su0ew07 XinskocTi 16, B.CUIA*
crAneHadiny DOBHHHO PUITHHITICE npoTaroM 45 | <711 98 %
KBHNKH,
gw) w {in Nex more than 30 minutes. pr.BEL KA L o
| Posnanasns (y pos) He Siansise sis 30 Xxnsms. 7, 60% XILA| 345 0cex
Assay For realive: p.8, HPLC,
Sildenafil 95,104 « 105.0% of label ¢laim of sildenafl], ie. in-house
47.5 mgitablet to 52.5 mg/tablet. monogragh, 971.7%
For shelf life: BP4, 11D 48.34 mg/tablet
90.0 % - 1 10.0% of label cluim of sildenafil, i.e. .
45,0 mgz/tablel o 55.0 mytablat. , P
Kimxicue s aumyeny: 0.8, BEPX 00 Lo s
BHImANCUnY Zar HA N up it 2
§ Fuctory; ¢ Rogletersd Office;
CIN; LASR0GIGTERLCY 73077 CIN: L2061 76PLCT T30
Pl N0 215 - 214, GHC Tcurtrial Estate 30, ssoan Malf Star india Giear Bubiding,
Poroll - 394 736, Barach, Gujerat Opp. Jotirgit BATS Sutslite,

& YUY 2645 JT2ATY ) THA ) M TTRAV 136

& [bopd pencli bebanma com

Kunedstad - 380015, G, India.




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

L5

' {Zmnmm@m 95.0% « 105.0% sin 3axmnenol kinsxocTi BHyTpitbs 48,84
cunpcandiny, robTo 8in 47.5 mrimafnerky au 52.5 | monorpadis, urfrabneTiy
myimaBnerky. BO 1D
Ass mepsriny npudamnoci.

90,0 % « 110.0% sig sanmpenol xinkkocri
cunackapiny, robro Bia 45,0 mrirabnerxy a0 55.0
srirafinerxy.
Related substances Any unspecified impurity ~ not more than 6.2% p9, HPLC, in- 0.03 %
Total amount of impurities - not more than 0.5 % house
monograph, 0.13%
BP* I D
Cymyrui sotimsu Byas-nxi wetaennnjuxosusa aomitgsa — pe Sinse | 0.9, BEPX 0.03 %
0,2% BHYTPiLIRN '
Jarannis KUTLXICTh Aomitoox — ne Gineioe 0,5 % - stenorpadin, 0.13 %
59”11 D
Microblolopical purity | In the product it is accepted: p-10, Ph. Eur.*,
tutal aerobic microbial count (TAMC) 8 2.6.12, Complics
not more than 1000 CFUY; 2613
total yeasts and moulds count (TYMC) - not more | USP*, <612, Complics
than 100 CFU/g. 62>
Not allowed E. Coli in | g of product Complies
Mixpobionorivun B npenapuri aonyexsetect: n. 19,
SHCTOTA saranbise yneno sepoliumx wikpooprasiauia €%, p. 26.12, Bianosiase
(TAMC) - re Sinstre 1000 KY Oir; 26.13
IACAMLIC MHCI0 SPIAIROBHX Ta nuicimmmx rpulis | G CLHIAY, Bianosinac
(TYMC) — e Ginste 100 KYOrr, 61>, <hT>
He ponyeraereea E. Coli o | r npenapary Bianosinoe
* Current edition. /' [lsoue suzanns,
Labelling: Should correspondd to the registered labelling. Complies
Mapxysaunn: ITosxaao BizOOEY CTPOBEHD RAEAEND, Bianosinse
Packaging: Should correspond to the reguirements of MQC. Complics
Naxysanun: Flossimo sianosiasm esMoray MKCH. Bianosiane
® Factory. ¥ Pugisteced Office:
CIM; L24IB0G AT RLEY 7207 CIN: L2A390G1976PLCT 73077

Plot No 218 - 219, GOC Industriad Eshate
Fanoli ~ 396 116, Bharuch, Gujant.
t +UT 2048 2TZ 4V £ TBA 7 A FPR3 ) 335
o Joopl paooligibphame oo

0T, Incoe Mal, St inda Bazer Buiding
Opp. Jeahpor BRTE Sswdig,
Arenegabed - SBGGTS, Gujenss, ek,




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J, B, CHEMICALS & PHARMACEUTICALS LUIMITED

I hereby ceniify that the abuve information & anthentic and uccurste. This bateh of product has been
manufactured, including packaginglabelling and guallty comrol analysis, at the above mentfoned sie in Jutl
compliance with the GMP requirenents of the locat Reguiatory Authority ond with the specifivarion avallable in
registration dossier. Protocels of bawck processing, packaging and analysis records were reviewed and found to be in
compliance with GMP, 1 hereby confirm that all prodaction stages for this batch of finished product were carvied out
in full complinnce with the reguirements specified in the current GMP guldelines approved by the Ministry of Health
of Uhkraine,

Ios & 3acelduyio, wio nasedens sue indopamagin ¢ docmveipionw ma monow. Lo cepln HpodYKRIT Byao
SNPOERENO (EXAONRIDNR RTKPEINIA/MAPKISRINI] W0 Bposedens Konwpats I arocmd ne soueyrNavenil divsnni
¥ moswill sidnodldnocnd 3 sumozam GMP, SOMANORAEHUME MICRECNN PCIIAMOPHEN OPIONCH, & MOKUN
sidnosidne du cnewudinoyit, mo sicmamsca ¢ peecmpaniiinemy docee. Jipomoraas Qupolnuimen, RAXySaRR ma
asanisis Span mEPELIANYING A acmanoneno eldnosiduicms GMP. Hum niomeepdcymw, wo eci supobnui cmadil
aun gie¥ cepll zomonol mpodysnii byan 30iGcnent & nownifi sidnosidnocntl 3 SUMOSIME, JORANENIMN & NG
wacrusedl ¥ GMP, ramsepdycenili Mindcmepomeon oxopons opos’s Yrpalun,

Name and position of person responsible for the amalysis: | Mr, Yagnesh K. Trivedi, Sr. Manager QC
[lpizamute va nocazs ocofis, sto bitnonisac 3a awais; | Hricu K. Tpiseal, Cr. Meuepuep K8
Signatore of person responsible Tor analysis:
Miansc ocoda, mo signoniaac 12 susaiy :
Name and position of person responsible for batch release: | Hasmukh Jaysinh Arya
Dipissnme T2 nocaza ocobu, me sianosizac 33 pnuyex cepll: | Manager Quality Assursnce
' Xacnyx ,.!amﬁcm Aps

Signature of person responsible for batch rolesse:
Nianue ocolu, uio siznopiasc 3a sunyce ceplls
Date of signature:

Aata slanucanng:

PATH

~N \Loe\nansn,
3o o

® Factary: ¥ Wagisteend Office: T e

i L2000 NS TP 30Ty Tl L4303 G76PLCI 700 7Y
Plot No 274 - 319, GIIC Freuainial Estats B2, Saoon Mull Star Indin Bazac Buiidng, :
Paned) - 334 716, Eharach, Gujara G, JoBpur BRTS Satelite, mmwmmm

G WHET68E IR AT F TRA S 304 TR 7 335 Aterredabad - 380015 Sujar, Indis Prablvadivi Mumbe < 40658,
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UNIQUE PHARMACEUTICAL LABORATORIES

A Divigion of J. B. CHEMICALS & PH M?‘MEUIICAL% LIMITED

. GOOD PEOPLE
for GOOD HEALTH

@

” cdﬁi; o S 3y %
{‘“t:rxmgtﬁiw Ne:

BATCH CERTIFICATE
v . CEPTH®IRAT HA CEPIIG
Product name: | NMOVAGRA EURO Manufacturing country: | India
Haaga apogyeniiz | HOBAPPA €BPO 4 Kpaina-srpobums: Inain
Pharmaceutical form, dosage: | film-coated tablets, 100 mg " ,
i V : . s , License No.
Hiraposka dopsn, | wadaerwn, agputi piainkosno obosouroe, : . .
, JHuewsis Ne:
aosyeasuna: | ao 100 mr
Strength/potency: | 1 tablet contaiuy sildenafil citrate equivalent to 100 mg of sildenaiil
Cuna giVascrneaicrs: | 1 rafisersa sicrurs cavmenmdiny urepary expisagenyno 100 sy cangenadiny
Type and size of 4 film-coated tableis in a blister, 1 blister in a cardboard box with Ukrainian

packaging: and English languages labeling
Bua i poswsip | no 4 Tabacres, sepaviid nnisxoson sboaonkow, ¥ Gaicrepi, no 1 Haicrepy ¥

G/1430

ynakuum: KAPTOWEiE oopoiu 3 mupkyBainaM YEPANCER 0 T3 auralicekon Mosamn
Batch No: | o000 60014 Batch size: | 10709 Boxey
Lepiv Ni: Posmip cepils wopobos
Mam;fwm‘ring date: 0672026 ? F‘xplry dgte: 052029
Jara pupobnunrea; Pepm. npri.; ,
Registration certificate: UASTOT01AS E}i??llmtw&“ from: 04.10.2018
Pecerpaniiine nocainuenna: Heofimewene 3t

Magufscturer: | Unique Pharmaceutical Laboratories (a division of J. B, Chemicals &
Pharmaceaticals Ltd. ), Plot No, 215219, G.LD.C., Industrial Arey, Panoli -
344 116, Dist, Bharuch, Indis

Bapoteni:  Buis Tapsacwivrisan JTadoparopis (sbadacuus gipsw «Tac. B. Kesivamp
eua Dapyracswrmean: Jdrae ), doasaws No 215219, i, Ak, 6. Ci

| Inpacrplan Epin, Tasoal - 394 116, oxpyr Bxapyx, Ingin

Certilicate of GMP compliance No.: . Valid till: :
Ceprudivar ninponigmocri HBI Ne; 050/2026/GMP Jiscunl a0 aLl ,LJIEIQS

Analysis procedure results /

Pesyan tove nponeien s ananiay
e - Mﬁmﬂm 0OF ‘
REQU!REMEN’FSJ’ . o ﬁi}mﬂhf Ribl%’i”ﬁ!
BHMOTH % METOIN | PEIVIIBTATH
TORAJ Ll LS . KOHTPONIO| o
Appearance Purple-red color, ‘lxiangzxim @émpv:. bisonvex flm- | p.d, vissally Comnlics
coated tablets inseribed with 7 1007 on one side ‘ ‘ Ormpiies
Qrane Ty priypHO-HePROHCTT KOTLOPY TRHEYTHOT (hopsi | 1,1, néspani
OGSV BEPEETE BTGB aG0NaHKDH) Bimnonduae
Tafaerey, 1w 00 9 oo Bony
Averafe weight of O3 0mgs 5 % p, B XN G 636,50 mg
tnblety
Coprans wacs BRI ek 5 % LIS A M
vabaerex 5 N\ > !
9 foctory: ¢ Bagiziured Difee:
CoM LSRG OTAPLD PRI GiM: LEASSEG 9B RLL 113077
Plot Mo 18 - 395, QI Indhastrisd Latass U, baocey Mall Star ledie Bagw Buildag,
Fannd - 304 114, Bhaub, Sujaent, Opp. st BRTES Salibig wm dw; Mem}m aggm

& #RY 20A6 LIS U2 S VU8 S 3NN PRE 33k #rensdiabad - SOE Supwin, e Frnbbaded Mumibie - J000E,

@ hepl aandiibphema s LR P G wwer fhabarsacom



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

ARG i
Average weight of 36 0meg«£5% p2, BP* XL G —
tablets _ | 3129 mg
Cepenus Macs J8.0ur+ 3 % 2, GO, XL G
1lserox IN2D Mr
Uniformity of mass Mass of not move than two tablets, may deviate p3, BP* XIIG
from the averape mass by more than 5 %%, and nons Complies
- by mre than 1086
Oawopiawicry macs Maca e Giasiire nix toox Tafnerok, Moxe nJ3, bo*, Xi
pimarurHes ein cepeannol Macy Gumwe nikea s | G Bianosizac
% i aoama — e Bitswoe win 1a 10%
Uniformity of dosage | Acceptance value (AV) < 15 pd, in-house
unity monogrugh, 3%
» USP* <905>
O anopiyaicys Yricao npniliarinoct (AV) s 15 n.4, aRyTpimAEs
AOIOBRIUR DANHNILL MOHOTpADIS, 33%
v D CILIA* <9054
ldentification Retention time of principal peaks in chromatograms | p.3, HFLC, in-
Sildenafil of the test and the standard solutfons, obtained in | house Complics
the “Assay” test should coincide. monograph, '
BP* I D
Inenrndixania Yae yipuMyBaHHa OCHORHMX HIKiE HI ! .5, BEPX
Cunperaddn XPOMBTOTPANAN Ao | condapmnosy | BHYTPIEHS Binnosimac
poRasia, OTPEMARNEX B poaain s Kinxicme sonorpadis,
B HAERIB BOBKHEH CTRMANATIE B HID
Dissolution Not less than 80 % (Q) of label claim of sildenafil | p.6, USP® 58 %
should dissolve during 45 minutes. <M1=
Poavnwenny He seere B0 % () ein 2su0ew07 XinskocTi 16, B.CUIA*
crAneHadiny DOBHHHO PUITHHITICE npoTaroM 45 | <711 98 %
XBHNKH,
?:;W. {in Nat more than 30 minutes. p.7. BP*, XA .
| Pownanamas (y soni) | He Sinnioe wis 30 xpaumies. 7. 60% XILA| 3.5 0cex
Assay For realive: p.8, HPLC,
Sildenafil 95,104 « 105.0% of label ¢laim of sildenafl], ie. in-house
47.5 mgitablet to 52.5 mg/tablet. monogragh, 971.7%
For shelf life. BP, 1D 48.34 my/tablet
90.0 %% - 110.0-% of label cluim of sildenafil, i.e
45,0 mg'tablel to 554 mglablel.
Klanxicue Aen guryexy:
BHINENEHnS
§ Fuctory; ¢ Rogletersd Office;
CIN; LSR0GIGTERLCI 73077 CIN: LZEROG1 926PLETTIONT
Pt Mo 218 - 114, GHC moustial Exiate 30, smean Mall, Star indix Gaear Bulding,
Faroil - 394 736, Bbaroch, Gujsrst Opp. Jotryut BATS Sutelite,

& YUY 2645 JT2ATY ) THA ) M TTRAV 136

& [bopd pencli bebanma com

Kunedstad - 380015, G, India.




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

L5

' {Zmnmm@m 95.0% « 105.0% sin 3axmnenol kinsxocTi BHyTpitbs 48,84
cunpcandiny, robTo 8in 47.5 mrimafnerky au 52.5 | monorpadis, urfrabneTiy
myimaBnerky. BO 1D
Ass mepsriny npudamnoci.

90,0 % « 110.0% sig sanmpenol xinkkocri
cunackapiny, robro sia 45.0 ariraboersy oo 55.0
srirafinerxy.
Related substances Any unspecified impurity ~ not more than 6.2% p9, HPLC, in- 0.03 %
Total amount of impurities - not more than 0.5 % house
monograph, 0.13%
BP* I D
Cymyrui sotimsu Byas-nxi wetaennnjuxosusa aomitgsa — pe Sinse | 0.9, BEPX 0.03 %
0,2% BHYTPiLIRN '
Jarannis KUTLXICTh Aomitoox — ne Gineioe 0,5 % - stenorpadin, 0.13 %
59”11 D
Microblolopical purity | In the product it is accepted: p-10, Ph. Eur.*,
tutal aerobic microbial count (TAMC) 8 2.6.12, Complies
not more than 1000 CFUY; 2613
total yeasts and moulds count (TYMC) - not more | USP*, <612, Complics
than 100 CFU/g. 62>
Not allowed E. Coli in | g of product Complies
Mixpobionorivun B npenapuri aonyexsetect: n. 19,
SHCTOTA saranbise yneno sepoliumx wikpooprasiauia €%, p. 26.12, Bianosiase
(TAMC) - re Sinstre 1000 KY Oir; 26.13
IACAMLIC MHCI0 SPIAIROBHX Ta nuicimmmx rpulis | G CLHIAY, Bianosinse
(TYMC) — e Ginste 100 KYOrr, 61>, <hT>
He ponyeraereea E. Coli o | r npenapary Bianosinoe
* Current edition. /' [lsoue suzanns,
Labelling: Should correspondd to the registered labelling. Complies
Mapxysaunn: ITosxaao BizOOEY CTPOBEHD RAEAEND, Bianosinse
Packaging: Should correspond to the reguirements of MQC. Complics
Naxysanun: Flossimo sianosiasm esMoray MKCH. Bianosiane
§ Factory. ¥ Rugluiened Office: i
CIM; L24G0G ST 6RLET 707 CIN: L2A390G1976PLCT 73077 A
Bick No 215 - 219, SDC Industriaf Estate 202, Incon Mak, Stas inds Bazer Duiding e
Panoli- ¥36 116 Bhoruch, Gujsnt, Qpp. Jochput BRTS Suwiia, R e Marm
& 57 2648 272 472 £ 784 7 304 /783 } 335 Areongiatied - SHOGTS, Gujerss, eka, Pmb \‘.’&"\wv
o poplpsncligibphanme com L #5122 ZONEE !



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J, B, CHEMICALS & PHARMACEUTICALS LUIMITED

I hereby ceniify that the abuve information & anthentic and uccurste. This bateh of product has been
manufactured, including packaginglabelling and quallty comrol analysis, at the above mentioned sie in Jull
compliance with the GMP requirenents of the locat Reguiatory Authority ond with the specifivarion avallable in
registration dossier. Protocels of bawck processing, packaging and analysis records were reviewed and found to be in
compliance with GMP, 1 hereby confirm that all prodaction stages for this batch of finished product were carvied out
in full complinnce with the reguirements specified in the current GMP guldelines approved by the Ministry of Health
of Ukraine,

Ios & 3acelduyio, wio nasedens sue indopamagin ¢ docmveipionw ma monow. Lo cepln HpodYKRIT Byao
SNPOERENO (EXAONRIDNR RTKPEINIA/MAPKISRINI] W0 Bposedens Konwpats I arocmd ne soueyrNavenil divsnni
¥ moswill sidnodldnocnd 3 sumozam GMP, SOMANORAEHUME MICRECNN PCIIAMOPHEN OPIONCH, & MOKUN
sldnagione do cnawdinonii, nio sicmunscs ¢ peccmpaiiiinemy docre. Hpomokonu SupoSKuLmen, HOXYEQHIR M
auanizie Span nepezianyme ma scmanosreno eidnoslonicms GMP, Hum nidmeepdncym, wp eci supobnuyi cmadil
aun gie¥ cepll zomonol mpodysnii byan 30iGcnent & nownifi sidnosidnocntl 3 SUMOSIME, JORANENIMN & NG
wacrusedl ¥ GMP, ramsepdycenili Mindcmepomeon oxopons opos’s Yrpalun,

Name and position of person responsible for the amalysis: | Mr, Yagnesh K. Trivedi, Sr. Manager QC
[lpizamute va nocazs ocofis, sto bitnonisac 3a awais; | Hricu K. Tpiseal, Cr. Meuepuep K8
Signatore of person responsible Tor analysis:
Miansc ocoda, mo signoniaac 12 susaiy :
Name and positian of person responsible for batch release: | Hasmukh Jaysinh Arya
Dipissnme T2 nocaza ocobu, me sianosizac 33 pnuyex cepll: | Manager Quality Assursnce
Xacmyx [bsaticin Apa

JabeaneugHna AKOCTI MeneDReps

Signatare of person responsible for batch rolesse:
Nianue ocolu, uio siznopiasc 3a sunyce ceplls

Date of signature: v
Jara nlanucannn: m ’ W% v

® Factory: ¥ Hogistersd Offce: T e

Cid: 1239069 Tem T30 CHE LEFWOS N G76PLEITINTY
mmmﬁ*evsaammmmu B2, devon Mall, Ster Indis Barae Budiding,
Paenedl - 394 116, Bharuch, Gujarst O, Julpur BRTS Sateline, Appa Sabely

G WHET68E IR AT F TRA S 304 TR 7 335 Aterredabad - 380015 Sujar, Indis Prablradevi Mumbs: < 400025,
& fbugk panhigibobarmacom L 91 2 2439520075500



UNIQUE PHARMACEUTICAL LABORATORIES

A Divigion of J. B. CHEMICALS & PH M?‘MEUIICAL% LIMITED

. GOOD PEOPLE
for GOOD HEALTH

@

” cdﬁi; o S 3y %
{‘“t:rxmgtﬁiw Ne:

BATCH CERTIFICATE
v . CEPTH®IRAT HA CEPIIG
Product name: | NMOVAGRA EURO Manufacturing country: | India
Haaga apogyeniiz | HOBAPPA €BPO 4 Kpaina-srpobums: Inain
Pharmaceutical form, dosage: | film-coated tablets, 100 mg " ,
i V : . s , License No.
Hiraposka dopsn, | wadaerwn, agputi piainkosno obosouroe, : . .
, JHuewsis Ne:
aosyeasuna: | ao 100 mr
Strength/potency: | 1 tablet contaiuy sildenafil citrate equivalent to 100 mg of sildenaiil
Cuna giVascrneaicrs: | 1 rafisersa sicrurs cavmenmdiny urepary expisagenyno 100 sy cangenadiny
Type and size of 4 film-coated tableis in a blister, 1 blister in a cardboard box with Ukrainian

packaging: and English languages labeling
Bua i poswsip | no 4 Tabacres, sepaviid nnisxoson sboaonkow, ¥ Gaicrepi, no 1 Haicrepy ¥

G/1430

ynakuum: KAPTOWEiE oopoiu 3 mupkyBainaM YEPANCER 0 T3 auralicekon Mosamn
Batch No: | o000 60014 Batch size: | 10709 Boxey
Lepiv Ni: Posmip cepils wopobos
Mam;fwm‘ring date: 0672026 ? F‘xplry dgte: 052029
Jara pupobnunrea; Pepm. npri.; ,
Registration certificate: UASTOT01AS E}i??llmtw&“ from: 04.10.2018
Pecerpaniiine nocainuenna: Heofimewene 3t

Magufscturer: | Unique Pharmaceutical Laboratories (a division of J. B, Chemicals &
Pharmaceaticals Ltd. ), Plot No, 215219, G.LD.C., Industrial Arey, Panoli -
344 116, Dist, Bharuch, Indis

Bapoteni:  Buis Tapsacwivrisan JTadoparopis (sbadacuus gipsw «Tac. B. Kesivamp
eua Dapyracswrmean: Jdrae ), doasaws No 215219, i, Ak, 6. Ci

| Inpacrplan Epin, Tasoal - 394 116, oxpyr Bxapyx, Ingin

Certilicate of GMP compliance No.: . Valid till: :
Ceprudivar ninponigmocri HBI Ne; 050/2026/GMP Jiscunl a0 aLl ,LJIEIQS

Analysis procedure results /

Pesyan v nponetenns anauisy
Yo - METHODS OF ‘
REQU&EMEN?S:’ . | CONTROL/ Ribl%’?’”ﬁ!
BHMOIH ! e METOAU | P EIVIRTATH
TOKRA3 B ke ko UKORTROMIO: =l T
Appearange Purple-red color, ‘lxiangzxim @émpv:. biconvex film- | p, visually Comnlics
conted tablets inseribed with » 1007 onone side ‘ ‘ OrmpEies
Qe Ty priypHO-HePROHCTT KOTLOPY TRHEYTHOT (hopsi | 1,1, néspani
OGSV BEPEETE BTGB aG0NaHKDH) Bimnonduae
Tafaerey, 1w 00 9 oo Bony
Averape weight of 0310 myg+ 5 % p2, BES XILG 636,50 my
tnblets
Coprans wacs BRI ek 5 %
Tabacrex *
9 foctory: ¢ Bagiziured Difee:
CaM: LSRRI DR AT GIME LIABAEGA 9 A0ILE 11077
Plot Mo 18 - 395, QI Indhastrisd Latass U, baocey Mall Star ledie Bagw Buildag,
Fannd - 304 114, Bhaub, Sujaent, Opp. st BRTES Salibig wm dw; Mem}m aggm

& #RY 20A6 LIS U2 S VU8 S 3NN PRE 33k #rensdiabad - SOE Supwin, e Frnbbaded Mumibie - J000E,

@ hepl aandiibphema s LR P G wwer fhabarsacom



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

TIORARH - ; b BE S8 /
Average weight of 36 0meg«£5% p2, BP* XILG —
b - M12mg
Cepenus Macs J8.0ur+ 3 % 2, GO, XL G
oy s IN2D Mr
Uniformity of mass Mass of not move than two tablets, may deviate p3, BP* XIIG

from the averape mass by more than 5 %%, and nons Complies
- by mre than 1086
Oawopiawicry macs Maca e Giasiire nix toox Tafnerok, Moxe nJ3, bo*, Xi
pimarmTdcs sin cepeanzol Macy Gumwe wix s § | G Bianosisac
% i aoama — e Bitswoe win 1a 10%
Uniformity of dosage | Acceptance value (AV) < 15 pd, in-house
unity monogrugh, 3%
» USP* <905
O anopiyaicys Yricao npniliarinoct (AV) s 15 n.4, aRyTpimAEs
AOIOBRIUR DANHNILL MOHOTpADIS, 33%
v D.CHIA* <905
ldentification Retention time of principal peaks in chromatograms | p.3, HFLC, in-
Sildenafil of the test and the standard solutfons, obtained in | house ' Complics
the “Assay™ test should coinclde. monograph, '
B D
Inewrwdixanin Yae yipuMyBaHHa OCHORHMX HIKiE HI ! .5, BEPX
Cunperaddn XPOMBTOTPANAN Ao | condapmnosy | BHYTPIEHS Binnosimac
poRasia, OTPEMARNEX B poaain s Kinxicme sonorpadis,
B HAERIB BOBKHEH CTRMANATIE B HID
Dissolation Not less than 80 % (Q) of label claim of sildenafil | p.6, USPF* 98 9%
should dissolve during 45 minutes. <M1=
Poavnwenny He seere B0 % () ein 2su0ew07 XinskocTi 16, B.CUIA*
crAneHadiny DOBHHHO PUITHHITICE npoTaroM 45 | <711 98 %
KBHNKH,
mmr) w {in Nex more than 30 minutes. pr.BEL KA L o
| Pownananns (y soxi) He Sinutoe sis 30 xnsumim. o7, 6P XA 3.5 0cex
Assay For realive: p.8, HPLC,
Sildenafil 95,104 « 105.0% of label ¢laim of sildenafl], ie. in-house
47.5 mgitablet to 52.5 mg/tablet. monogragh, 971.7%
For shelf life: BP4, 11D 48.34 mg/tablet
90.0 %% - 110.0-% of label cluim of sildenafil, i.e
45,0 mgz/tablel o 55.0 mytablat. , .
Klanxicne LLen gumyexy: 0.8, BEPY " I,
BTN AN e/ o
A \(~0 ;g'\n‘““’ HICTy, % *
+ 0&
§ Fuctory; ¢ Rogistersd Dffcs:
CIN; LASR0GIGTERLCY 73077 CIN: L2A3505J1 976PLET RGTY
Pl N0 215 - 214, GHC Tcurtrial Estate 30, ssoan Malf Star india Giear Bubiding,
Farol - 394 736, Bbaruch, Gujat Opp. Jodreut BATS Sulefite,

& YN 2646 FT7 AT TR : M TRIS 15 Khivothabad - 380074, Gojmny, India.
& (hopd panolil bpbamma com



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

L5

' {Zmnmm@m 95.0% « 105.0% sin 3axmnenol kinsxocTi BHyTpitbs 48,84
cunpcandiny, robTo 8in 47.5 mrimafnerky au 52.5 | monorpadis, urfrabneTiy
myimaBnerky. BO 1D
Ass mepsriny npudamnoci.

90,0 % « 110.0% sig sanmpenol xinkkocri
cunackapiny, robro Bia 45,0 mrirabnerxy a0 55.0
srirafinerxy.
Related substances Any unspecified impurity ~ not more than 6.2% p9, HPLC, in- 0.03 %
Total amount of impurities - not more than 0.5 % house
monograph, 0.13%
BP* I D
Cymyrui sotimsu Byas-nxi wetaennnjuxosusa aomitgsa — pe Sinse | 0.9, BEPX 0.03 %
0,2% BHYTPiLIRN '
Jarannis KUTLXICTh Aomitoox — ne Gineioe 0,5 % - stenorpadin, 0.13 %
59”11 D
Microblolopical purity | In the product it is accepted: p-10, Ph. Eur.*,
tutal aerobic microbial count (TAMC) 8 2.6.12, Complics
not more than 1000 CFUY; 2613
total yeasts and moulds count (TYMC) - not more | USP*, <612, Complics
than 100 CFU/g. 62>
Not allowed E. Coli in | g of product Complies
Mixpobionorivun B npenapuri aonyexsetect: n. 19,
SHCTOTA saranbise yneno sepoliumx wikpooprasiauia €%, p. 26.12, Bianosiase
(TAMC) - re Sinstre 1000 KY Oir; 26.13
IACAMLIC MHCI0 SPIAIROBHX Ta nuicimmmx rpulis | G CLHIAY, Bianosinac
(TYMC) — e Ginste 100 KYOrr, 61>, <hT>
He ponyeraereea E. Coli o | r npenapary Bianosinoe
* Current edition. /' [lsoue suzanns,
Labelling: Should correspondd to the registered labelling. Complies
Mapxysaunn: ITosxaao BizOOEY CTPOBEHD RAEAEND, Bianosinse
Packaging: Should correspond to the reguirements of MQC. Complics
Naxysanun: Flossimo sianosiasm esMoray MKCH. Bianosiane
® Factory. ¥ Pugisteced Office:
CIM; L24IB0G AT RLEY 7207 CIN: L2A390G1976PLCT 73077

Plot No 218 - 219, GOC Industriad Eshate
Fanoli ~ 396 116, Bharuch, Gujant.
t +UT 2048 2TZ 4V £ TBA 7 A FPR3 ) 335
o Joopl paooligibphame oo

0T, Incoe Mal, St inda Bazer Buiding
Opp. Jeahpor BRTE Sswdig,
Arenegabed - SBGGTS, Gujenss, ek,




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J, B, CHEMICALS & PHARMACEUTICALS LUIMITED

I hereby ceniify that the abuve information & anthentic and uccurste. This bateh of product has been
manufactured, including packaginglabelling and guallty comrol analysis, at the above mentfoned sie in Jutl
compliance with the GMP requirenents of the locat Reguiatory Authority ond with the specifivarion avallable in
registration dossier. Protocels of bawck processing, packaging and analysis records were reviewed and found to be in
compliance with GMP, 1 hereby confirm that all prodaction stages for this batch of finished product were carvied out
in full complinnce with the reguirements specified in the current GMP guldelines approved by the Ministry of Health
of Uhkraine,

Ios & 3acelduyio, wio nasedens sue indopamagin ¢ docmveipionw ma monow. Lo cepln HpodYKRIT Byao
SNPOERENO (EXAONRIDNR RTKPEINIA/MAPKISRINI] W0 Bposedens Konwpats I arocmd ne soueyrNavenil divsnni
¥ moswill sidnodldnocnd 3 sumozam GMP, SOMANORAEHUME MICRECNN PCIIAMOPHEN OPIONCH, & MOKUN
sidnosidne du cnewudinoyit, mo sicmamsca ¢ peecmpaniiinemy docee. Jipomoraas Qupolnuimen, RAXySaRR ma
asanisis Span mEPELIANYING A acmanoneno eldnosiduicms GMP. Hum niomeepdcymw, wo eci supobnui cmadil
aun gie¥ cepll zomonol mpodysnii byan 30iGcnent & nownifi sidnosidnocntl 3 SUMOSIME, JORANENIMN & NG
wacrusedl ¥ GMP, ramsepdycenili Mindcmepomeon oxopons opos’s Yrpalun,

Name and position of person responsible for the amalysis: | Mr, Yagnesh K. Trivedi, Sr. Manager QC
[lpizamute va nocazs ocofis, sto bitnonisac 3a awais; | Hricu K. Tpiseal, Cr. Meuepuep K8
Signatore of person responsible Tor analysis:
Miansc ocoda, mo signoniaac 12 susaiy :
Name and position of person responsible for batch release: | Hasmukh Jaysinh Arya
Dipissnme T2 nocaza ocobu, me sianosizac 33 pnuyex cepll: | Manager Quality Assursnce
' Xacnyx ,.!amﬁcm Aps

Signature of person responsible for batch rolesse:
Nianue ocolu, uio siznopiasc 3a sunyce ceplls
Date of signature:

Aata slanucanng:

PATH

~N \Loe\nansn,
3o o

® Factary: ¥ Wagisteend Office: T e

i L2000 NS TP 30Ty Tl L4303 G76PLCI 700 7Y
Plot No 274 - 319, GIIC Freuainial Estats B2, Saoon Mull Star Indin Bazac Buiidng, :
Paned) - 334 716, Eharach, Gujara G, JoBpur BRTS Satelite, mmwmmm

G WHET68E IR AT F TRA S 304 TR 7 335 Aterredabad - 380015 Sujar, Indis Prablvadivi Mumbe < 40658,

& fbugk panhigibobarmacom L 91 2 2439520075500




UNIQUE PHARMACEUTICAL LABORATORIES

A Divigion of J. B. CHEMICALS & PH M?‘MEUIICAL% LIMITED

. GOOD PEOPLE
for GOOD HEALTH

@

” cdﬁi; o S 3y %
{‘“t:rxmgtﬁiw Ne:

BATCH CERTIFICATE
v . CEPTH®IRAT HA CEPIIG
Product name: | NMOVAGRA EURO Manufacturing country: | India
Haaga apogyeniiz | HOBAPPA €BPO 4 Kpaina-srpobums: Inain
Pharmaceutical form, dosage: | film-coated tablets, 100 mg " ,
i V : . s , License No.
Hiraposka dopsn, | wadaerwn, agputi piainkosno obosouroe, : . .
, JHuewsis Ne:
aosyeasuna: | ao 100 mr
Strength/potency: | 1 tablet contaiuy sildenafil citrate equivalent to 100 mg of sildenaiil
Cuna giVascrneaicrs: | 1 rafisersa sicrurs cavmenmdiny urepary expisagenyno 100 sy cangenadiny
Type and size of 4 film-coated tableis in a blister, 1 blister in a cardboard box with Ukrainian

packaging: and English languages labeling
Bua i poswsip | no 4 Tabacres, sepaviid nnisxoson sboaonkow, ¥ Gaicrepi, no 1 Haicrepy ¥

G/1430

ynakuum: KAPTOWEiE oopoiu 3 mupkyBainaM YEPANCER 0 T3 auralicekon Mosamn
Batch No: | o000 60014 Batch size: | 10709 Boxey
Lepiv Ni: Posmip cepils wopobos
Mam;fwm‘ring date: 0672026 ? F‘xplry dgte: 052029
Jara pupobnunrea; Pepm. npri.; ,
Registration certificate: UASTOT01AS E}i??llmtw&“ from: 04.10.2018
Pecerpaniiine nocainuenna: Heofimewene 3t

Magufscturer: | Unique Pharmaceutical Laboratories (a division of J. B, Chemicals &
Pharmaceaticals Ltd. ), Plot No, 215219, G.LD.C., Industrial Arey, Panoli -
344 116, Dist, Bharuch, Indis

Bapoteni:  Buis Tapsacwivrisan JTadoparopis (sbadacuus gipsw «Tac. B. Kesivamp
eua Dapyracswrmean: Jdrae ), doasaws No 215219, i, Ak, 6. Ci

| Inpacrplan Epin, Tasoal - 394 116, oxpyr Bxapyx, Ingin

Certilicate of GMP compliance No.: . Valid till: :
Ceprudivar ninponigmocri HBI Ne; 050/2026/GMP Jiscunl a0 aLl ,LJIEIQS

Analysis procedure results /

Pesyan 1o nponeinen s aniay
Yo - METHODS OF :
REQU&EMEN?&A’ . | CONTROL/ Riblfiﬁ"ﬁ!
BHMOIH ! o METOAU | P EIVIRTATH
TOKAZ B G e RORTROIRON i TR
Appearange Purple-red color, ‘lxiangzxim @émpv:. biconvex film- | p, visually Comnlics
coated tablets inseribed with 7 1007 on_one side ‘ ‘ OrmpEies
Qe Ty privpHo-HEPROHOTG KOILODY TRMKYTHUT (hopsi | .1, nésyasnse
OGSV BEPEETE BTGB aG0NaHKDH) Bimnonduae
Tafaerey, 1w 00 9 oo Bony
Averafe weight of O3 0mgs 5 % p, B XN G 636,50 mg
tnblets
Coprans wacs BRI ek 5 % LIS A M
Tabaerow g *
9 foctory: ¢ Bagiziured Difee:
Tl LSS T OTEPLE DRITY M LIS ARG 97 PLE T IA0T 7
Plot Mo 18 - 395, QI Indhastrisd Latass U, baocey Mall Star ledie Bagw Buildag,
Fannd - 304 114, Bhaub, Sujaent, Opp. st BRTES Salibig wm dw; Mem}m aggm

& #RY 20A6 LIS U2 S VU8 S 3NN PRE 33k #rensdiabad - SOE Supwin, e Frnbbaded Mumibie - J000E,

@ hepl aandiibphema s LR P G wwer fhabarsacom



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

ISR : ;
Average weight of 36 0meg«£5% p2, BP* XILG —
tahlets — | 3129 mg
Cepenus Macs J8.0ur+ 3 % 2, GO, XL G
1aluseron IN2D Mr
Uniformity of mass Mass of not move than two tablets, may deviate p3, BP* XIIG
from the averape mass by more than 5 %%, and nons Complies
- by mre than 1086
Oawopiawicry macs Maca e Giasiire nix toox Tafnerok, Moxe nJ3, bo*, Xi
pimarurHes ein cepeannol Macy Gumwe nikea s | G Bianosisac
% i aoama — e Bitswoe win 1a 10%
Uniformity of dosage | Acceptance value (AV) < 15 pd, in-house
unity monogrugh, 3%
» USP* <905
O anopiyaicys Yricao npniliarinoct (AV) s 15 n.4, aRyTpimAEs
AOIOBRIUR DANHNILL MOHOTpADIS, 33%
v D.CHIA* <905
ldentification Retention time of principal peaks in chromatograms | p.3, HFLC, in-
Sildenafil of the test and the standard solutfons, obtained in | house Complics
the “Assay™ test should coinclde. monograph, '
BP* I D
Inenrndixania Yae yipuMyBaHHa OCHORHMX HIKiE HI ! .5, BEPX
Chanenaddn XPOMBTOTPENEN docridacyoanoss | cmadapmnosy | pHyTpimya Wimslaie
poRasia, OTPEMARNEX B poaain s Kinxicme sonorpadis,
B HAERIB BOBKHEH CTRMANATIE B HID
Dissolation Not less than 80 % (Q) of label claim of sildenafil | p.6, USPF* 98 9%
should dissolve during 45 minutes. <M1=
Poavnwenny He seere B0 % () ein 2su0ew07 XinskocTi 16, B.CUIA*
crAneHadiny DOBHHHO PUITHHITICE npoTaroM 45 | <711 98 %
KBHNHH,
m‘mﬁ"” w {in Nex more than 30 minutes. pr.BEL KA L o
| Posnananas (y sos) He Siansise sis 30 Xxnsms. 7, 60% XILA| 345 0cex
Assay For realive: p.8, HPLC,
Sildenafil 95,104 « 105.0% of label ¢laim of sildenafl], ie. in-house
47.5 mp/tablet to 52.5 mgftablet. monogragh, 91.7%
For shelf life: BP4, 11D 48.34 my/tablet
90.0 %% - 110.0-% of label cluim of sildenafil, i.e .
45,0 my/tablel o 550 mytable. e P
Klanxicne LLen gumyexy: o8, B Ly s e
BHITENEUNY o H A\ A3
§ Fuctory; ¢ Rogletersd Office;
CIN; LASR0GIGTERLCY 73077 CIN: L2A3505J1 976PLET RGTY
Pl No 215 - 214, GDC mcusirial Extate 302, smcan Mal, Star india Gacar Bulidng,
Faroil - 394 736, Bbaroch, Gujsrst Opp. Jotirgit BATS Sutslite,

& YUY 2645 JT2ATY ) THA ) M TTRAV 136

& [bopd pencli bebanma com

Kunedstad - 380015, G, India.




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

L5

' {Zmnmm@m 95.0% « 105.0% sin 3axmnenol kinsxocTi BHyTpitbs 48,84
cunpcandiny, robTo 8in 47.5 mrimafnerky au 52.5 | monorpadis, urfrabneTiy
myimaBnerky. BO 1D
Ass mepsriny npudamnoci.

90,0 % « 110.0% sig sanmpenol xinkkocri
cunackapiny, robro Bia 45,0 mrirabnerxy a0 55.0
srirafinerxy.
Related substances Any unspecified impurity ~ not more than 6.2% p9, HPLC, in- 0.03 %
Total amount of impurities - not more than 0.5 % house
monograph, 0.13%
BP* I D
Cymyrui sotimsu Byas-nxi wetaennnjuxosusa aomitgsa — pe Sinse | 0.9, BEPX 0.03 %
0,2% BHYTPiLIRN '
Jarannis KUTLXICTh Aomitoox — ne Gineioe 0,5 % - stenorpadin, 0.13 %
59”11 D
Microblolopical purity | In the product it is accepted: p-10, Ph. Eur.*,
tutal aerobic microbial count (TAMC) 8 2.6.12, Complics
not more than 1000 CFUY; 2613
total yeasts and moulds count (TYMC) - not more | USP*, <612, Complics
than 100 CFU/g. 62>
Not allowed E. Coli in | g of product Complies
Mixpobionorivun B npenapuri aonyexsetect: n. 19,
SHCTOTA saranbise yneno sepoliumx wikpooprasiauia €%, p. 26.12, Bianosiase
(TAMC) - re Sinstre 1000 KY Oir; 26.13
IACAMLIC MHCI0 SPIAIROBHX Ta nuicimmmx rpulis | G CLHIAY, Bianosinac
(TYMC) — e Ginste 100 KYOrr, 61>, <hT>
He ponyeraereea E. Coli o | r npenapary Bianosinoe
* Current edition. /' [lsoue suzanns,
Labelling: Should correspondd to the registered labelling. Complies
Mapxysaunn: ITosxaao BizOOEY CTPOBEHD RAEAEND, Bianosinse
Packaging: Should correspond to the reguirements of MQC. Complics
Naxysanun: Flossimo sianosiasm esMoray MKCH. Bianosiane
® Factory. ¥ Pugisteced Office:
CIM; L24IB0G AT RLEY 7207 CIN: L2A390G1976PLCT 73077

Plot No 218 - 219, GOC Industriad Eshate
Fanoli ~ 396 116, Bharuch, Gujant.
t +UT 2048 2TZ 4V £ TBA 7 A FPR3 ) 335
o Joopl paooligibphame oo

0T, Incoe Mal, St inda Bazer Buiding
Opp. Jeahpor BRTE Sswdig,
Arenegabed - SBGGTS, Gujenss, ek,




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J, B, CHEMICALS & PHARMACEUTICALS LUIMITED

I hereby ceniify that the abuve information & anthentic and uccurste. This bateh of product has been
manufactured, including packaginglabelling and guallty comrol analysis, at the above mentfoned sie in Jutl
compliance with the GMP requirenents of the locat Reguiatory Authority ond with the specifivarion avallable in
registration dossier. Protocels of bawck processing, packaging and analysis records were reviewed and found to be in
compliance with GMP, 1 hereby confirm that all prodaction stages for this batch of finished product were carvied out
in full complinnce with the reguirements specified in the current GMP guldelines approved by the Ministry of Health
of Uhkraine,

Ios & 3acelduyio, wio nasedens sue indopamagin ¢ docmveipionw ma monow. Lo cepln HpodYKRIT Byao
SNPOERENO (EXAONRIDNR RTKPEINIA/MAPKISRINI] W0 Bposedens Konwpats I arocmd ne soueyrNavenil divsnni
¥ moswill sidnodldnocnd 3 sumozam GMP, SOMANORAEHUME MICRECNN PCIIAMOPHEN OPIONCH, & MOKUN
sidnosidne du cnewudinoyit, mo sicmamsca ¢ peecmpaniiinemy docee. Jipomoraas Qupolnuimen, RAXySaRR ma
asanisis Span mEPELIANYING A acmanoneno eldnosiduicms GMP. Hum niomeepdcymw, wo eci supobnui cmadil
aun gie¥ cepll zomonol mpodysnii byan 30iGcnent & nownifi sidnosidnocntl 3 SUMOSIME, JORANENIMN & NG
wacrusedl ¥ GMP, ramsepdycenili Mindcmepomeon oxopons opos’s Yrpalun,

Name and position of person responsible for the amalysis: | Mr, Yagnesh K. Trivedi, Sr. Manager QC
[lpizamute va nocazs ocofis, sto bitnonisac 3a awais; | Hricu K. Tpiseal, Cr. Meuepuep K8
Signatore of person responsible Tor analysis:
Miansc ocoda, mo signoniaac 12 susaiy :
Name and position of person responsible for batch release: | Hasmukh Jaysinh Arya
Dipissnme T2 nocaza ocobu, me sianosizac 33 pnuyex cepll: | Manager Quality Assursnce
' Xacnyx ,.!amﬁcm Aps

Signature of person responsible for batch rolesse:
Nianue ocolu, uio siznopiasc 3a sunyce ceplls
Date of signature:

Aata slanucanng:

PATH

~N \Loe\nansn,
3o o

® Factary: ¥ Wagisteend Office: T e

i L2000 NS TP 30Ty Tl L4303 G76PLCI 700 7Y
Plot No 274 - 319, GIIC Freuainial Estats B2, Saoon Mull Star Indin Bazac Buiidng, :
Paned) - 334 716, Eharach, Gujara G, JoBpur BRTS Satelite, mmwmmm

G WHET68E IR AT F TRA S 304 TR 7 335 Aterredabad - 380015 Sujar, Indis Prablvadivi Mumbe < 40658,

& fbugk panhigibobarmacom L 91 2 2439520075500




UNIQUE PHARMACEUTICAL LABORATORIES

A Divigion of J. B. CHEMICALS & PH M?‘MEUIICAL% LIMITED

. GOOD PEOPLE
for GOOD HEALTH

@

” cdﬁi; o S 3y %
{‘“t:rxmgtﬁiw Ne:

BATCH CERTIFICATE
v . CEPTH®IRAT HA CEPIIG
Product name: | NMOVAGRA EURO Manufacturing country: | India
Haaga apogyeniiz | HOBAPPA €BPO 4 Kpaina-srpobums: Inain
Pharmaceutical form, dosage: | film-coated tablets, 100 mg " ,
i V : . s , License No.
Hiraposka dopsn, | wadaerwn, agputi piainkosno obosouroe, : . .
, JHuewsis Ne:
aosyeasuna: | ao 100 mr
Strength/potency: | 1 tablet contaiuy sildenafil citrate equivalent to 100 mg of sildenaiil
Cuna giVascrneaicrs: | 1 rafisersa sicrurs cavmenmdiny urepary expisagenyno 100 sy cangenadiny
Type and size of 4 film-coated tableis in a blister, 1 blister in a cardboard box with Ukrainian

packaging: and English languages labeling
Bua i poswsip | no 4 Tabacres, sepaviid nnisxoson sboaonkow, ¥ Gaicrepi, no 1 Haicrepy ¥

G/1430

ynakuum: KAPTOWEiE oopoiu 3 mupkyBainaM YEPANCER 0 T3 auralicekon Mosamn
Batch No: | o000 60014 Batch size: | 10709 Boxey
Lepiv Ni: Posmip cepils wopobos
Mam;fwm‘ring date: 0672026 ? F‘xplry dgte: 052029
Jara pupobnunrea; Pepm. npri.; ,
Registration certificate: UASTOT01AS E}i??llmtw&“ from: 04.10.2018
Pecerpaniiine nocainuenna: Heofimewene 3t

Magufscturer: | Unique Pharmaceutical Laboratories (a division of J. B, Chemicals &
Pharmaceaticals Ltd. ), Plot No, 215219, G.LD.C., Industrial Arey, Panoli -
344 116, Dist, Bharuch, Indis

Bapoteni:  Buis Tapsacwivrisan JTadoparopis (sbadacuus gipsw «Tac. B. Kesivamp
eua Dapyracswrmean: Jdrae ), doasaws No 215219, i, Ak, 6. Ci

| Inpacrplan Epin, Tasoal - 394 116, oxpyr Bxapyx, Ingin

Certilicate of GMP compliance No.: . Valid till: :
Ceprudivar ninponigmocri HBI Ne; 050/2026/GMP Jiscunl a0 aLl ,LJIEIQS

Analysis procedure results /

Pesyan 1o nponeinen s aniay
Yo - METHODS OF :
REQU&EMEN?&A’ . | CONTROL/ Riblfiﬁ"ﬁ!
BHMOIH ! o METOAU | P EIVIRTATH
TOKAZ B G e RORTROIRON i TR
Appearange Purple-red color, ‘lxiangzxim @émpv:. biconvex film- | p, visually Comnlics
conted tablets inseribed with » 1007 onone side ‘ ‘ OrmpEies
Qe Ty priypHO-HePROHCTT KOTLOPY TRHEYTHOT (hopsi | 1,1, néspani
OGSV BEPEETE BTGB aG0NaHKDH) Bimnonduae
Tafaerey, 1w 00 9 oo Bony
Averafe weight of O3 0mgs 5 % p, B XN G 636,50 mg
tnblets
Ceprass wacs YLD s 5 % jsﬁé,ﬁtl o
Tabacrex S *
9 foctory: ¢ Bagiziured Difee:
Tl LSS T OTEPLE DRITY M LIS ARG 97 PLE T IA0T 7
Plot Mo 18 - 395, QI Indhastrisd Latass U, baocey Mall Star ledie Bagw Buildag,
Fannd - 304 114, Bhaub, Sujaent, Opp. st BRTES Salibig wm dw; Mem}m aggm

& #RY 20A6 LIS U2 S VU8 S 3NN PRE 33k #rensdiabad - SOE Supwin, e Frnbbaded Mumibie - J000E,

@ hepl aandiibphema s LR P G wwer fhabarsacom



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

ISR : ;
Average weight of 36 0meg«£5% p2, BP* XILG —
tablets _ | 129 mg
Cepenus Macs J8.0ur+ 3 % 2, GO, XL G
1aluseron IN2D Mr
Uniformity of mass Mass of not move than two tablets, may deviate p3, BP* XIIG
from the averape mass by more than 5 %%, and nons Complies
- by mre than 1086
Oawopiawicry macs Maca e Giasiire nix toox Tafnerok, Moxe nJ3, bo*, Xi
pimarurHes ein cepeannol Macy Gumwe nikea s | G Bianosisac
% i aoama — e Bitswoe win 1a 10%
Uniformity of dosage | Acceptance value (AV) < 15 pd, in-house
unity monogrugh, 3%
» USP* <905
O anopiyaicys Yricao npniliarinoct (AV) s 15 n.4, aRyTpimAEs
AOIOBRIUR DANHNILL MOHOTpADIS, 33%
v D.CHIA* <905
ldentification Retention time of principal peaks in chromatograms | p.3, HFLC, in-
Sildenafil of the test and the standard solutfons, obtained in | house Complics
the “Assay™ test should coinclde. monograph, '
BP* I D
Inenrndixania Yae yipuMyBaHHa OCHORHMX HIKiE HI ! .5, BEPX
Chanenaddn XPOMBTOTPENEN docridacyoanoss | cmadapmnosy | pHyTpimya Wimslaie
poRasia, OTPEMARNEX B poaain s Kinxicme sonorpadis,
B HAERIB BOBKHEH CTRMANATIE B HID
Dissolation Not less than 80 % (Q) of label claim of sildenafil | p.6, USPF* 98 9%
should dissolve during 45 minutes. <M1=
Poavnwenny He seere B0 % () ein 2su0ew07 XinskocTi 16, B.CUIA*
crAneHadiny DOBHHHO PUITHHITICE npoTaroM 45 | <711 98 %
KBHNHH,
m‘mﬁ"” w {in Nex more than 30 minutes. pr.BEL KA L o
| Posnananas (y sos) He Siansise sis 30 Xxnsms. 7, 60% XILA| 345 0cex
Assay For realive: p.8, HPLC,
Sildenafil 95,104 « 105.0% of label ¢laim of sildenafl], ie. in-house
47.5 mp/tablet to 52.5 mgftablet. monogragh, 91.7%
For shelf life: BP, 1D 48.34 my/tablet
90.0 %% - 110.0-% of label cluim of sildenafil, i.e .
45,0 mg/tablel to 550 mytabla, T LGN
Kilssxicue Len sumexy: n.8, B 4 1L
BHITENEUNY o H A\
§ Fuctory; ¢ Rogletersd Office;
CIN; LSR0GIGTERLCI 73077 CIN: L2A3505J1 976PLET RGTY
Pt No 21§ - 2149, BIHC wcusinial Extate 302, smcan Mal, Star india Gacar Bulidng,
Faroil - 394 736, Bbaroch, Gujsrst Opp. Jotirgit BATS Sutslite,

& YUY 2645 JT2ATY ) THA ) M TTRAV 136

& [bopd pencli bebanma com

Kunedstad - 380015, G, India.




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

il L5

e

- Cunnenadin 95.0% - 105,0% sin 3asmnenol kinnxocri BHYTpititi 48,84
cunpcandiny, robTo 8in 47.5 mrimafnerky au 52.5 | monorpadis, urfrabneTiy
myimaBnerky. BO 1D
Ass mepaciny npudamuocint
90,0 % « 110.0% sig sanmpenol xinkkocri
cunackapiny, robro sia 45.0 ariraboersy oo 55.0
srirafinerxy.

Related substances Any unspecified impurity ~ not more than 6.2% p9, HPLC, in- 0.03 %
Total amount of impurities - not more than 0.5 % house
monograph, 0.13%
BP* I D
Cymyrui sotimsu Byas-nxi wetaennnjuxosusa aomitgsa — pe Sinse | 0.9, BEPX 0.03 %
0,2% BHYTPiLIRN '
Jarannis KUTLXICTh Aomitoox — ne Gineioe 0,5 % - stenorpadin, 0.13 %
59”11 D
Microblolopical purity | In the product it is accepted: p-10, Ph. Eur.*,
tutal aerobic microbial count (TAMC) 8 2.6.12, Complics
not more than 1000 CFUY; 2613
total yeasts and moulds count (TYMC) - not more | USP*, <612, Complics
than 100 CFU/g. 62>
Not allowed E. Coli in | g of product Complies
Mixpobionorivun B npenapuri aonyexsetect: n. 19,
SHCTOTA saranbise yneno sepoliumx wikpooprasiauia €%, p. 26.12, Bianosiase
(TAMC) - re Sinstre 1000 KY Oir; 26.13
IACAMLIC MHCI0 SPIAIROBHX Ta nuicimmmx rpulis | G CLHIAY, Bianosinse
(TYMC) —~ ie Ginste 100 KY'Orr, 41>, B>
He ponyeraereea E. Coli o | r npenapary Bianosinoe
* Current edition. /' [lsoue suzanns,
Labelling: Should correspondd to the registered labelling. Complies
_ Mapiysaunn: MMosxHso BiSNOB{IATH JAPOLCTPOBSAHOMY NEDIKY BAHIDO, Bianosinse
Puckaging: Shouid correspond to the requiremenits ol MQC. Complics
Naxysanun: Flossimo sianosiasm esMoray MKCH. Bianosiane
9 Factory. ¥ Regiviened Office:
CIM; L24IB0G AT RLEY 7207 CIN: L2A390G1976PLCT 73077
Pict No 215 - 219, GIOC Indusestaf Estane 203, lscon Mak, Star g Bazer Buiding
Fanoli ~ 396 116, Bharuch, Gujant. Opp. Jeahpor BRTE Sswdig,

t +UT 2048 2TZ 4V £ TBA 7 A FPR3 ) 335 ArrRGahed - SBGGTS, Gujenst, Wekn,
& opl prooligibphama e




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J, B, CHEMICALS & PHARMACEUTICALS LUIMITED

I hereby ceniify that the abuve information & anthentic and uccurste. This bateh of product has been
manufactured, including packaginglabelling and guallty comrol analysis, at the above mentfoned sie in Jutl
compliance with the GMP requirenents of the locat Reguiatory Authority ond with the specifivarion avallable in
registration dossier. Protocels of bawck processing, packaging and analysis records were reviewed and found to be in
compliance with GMP, 1 hereby confirm that all prodaction stages for this batch of finished product were carvied out
in full complinnce with the reguirements specified in the current GMP guldelines approved by the Ministry of Health
of Uhkraine,

Ios & 3acelduyio, wio nasedens sue indopamagin ¢ docmveipionw ma monow. Lo cepln HpodYKRIT Byao
SNPOERENO (EXAONRIDNR RTKPEINIA/MAPKISRINI] W0 Bposedens Konwpats I arocmd ne soueyrNavenil divsnni
¥ moswill sidnodldnocnd 3 sumozam GMP, SOMANORAEHUME MICRECNN PCIIAMOPHEN OPIONCH, & MOKUN
sidnosidne du cnewudinoyit, mo sicmamsca ¢ peecmpaniiinemy docee. Jipomoraas Qupolnuimen, RAXySaRR ma
asanisis Span mEPELIANYING A acmanoneno eldnosiduicms GMP. Hum niomeepdcymw, wo eci supobnui cmadil
aun gie¥ cepll zomonol mpodysnii byan 30iGcnent & nownifi sidnosidnocntl 3 SUMOSIME, JORANENIMN & NG
wacrusedl ¥ GMP, ramsepdycenili Mindcmepomeon oxopons opos’s Yrpalun,

Name and position of person responsible for the amalysis: | Mr, Yagnesh K. Trivedi, Sr. Manager QC
[lpizamute va nocazs ocofis, sto bitnonisac 3a awais; | Hricu K. Tpiseal, Cr. Meuepuep K8
Signatore of person responsible Tor analysis:
Miansc ocoda, mo signoniaac 12 susaiy :
Name and position of person responsible for batch release: | Hasmukh Jaysinh Arya
Dipissnme T2 nocaza ocobu, me sianosizac 33 pnuyex cepll: | Manager Quality Assursnce
' Xacnyx ,.!amﬁcm Aps

Signature of person responsible for batch rolesse:
Nianue ocolu, uio siznopiasc 3a sunyce ceplls
Date of signature:

Aata slanucanng:

¢ Fariwy: ¥ Hagisterpd Offica:

i L2000 NS TP 30Ty Tl L4303 G76PLCI 700 7Y
Plot No 274 - 319, GIIC Freuainial Estats B2, Saoon Mull Star Indin Bazac Buiidng,
Paned) - 334 716, Eharach, Gujara G, JoBpur BRTS Satelite, mmwmmm

G WHET68E IR AT F TRA S 304 TR 7 335 Aterredabad - 380015 Sujar, Indis Prablvadivi Mumbe < 40658,

& fbugk panhigibobarmacom L 91 2 2439520075500



UNIQUE PHARMACEUTICAL LABORATORIES

A Divigion of J. B. CHEMICALS & PH M?‘MEUIICAL% LIMITED

. GOOD PEOPLE
for GOOD HEALTH

@

” cdﬁi; o S 3y %
{‘“t:rxmgtﬁiw Ne:

BATCH CERTIFICATE
v . CEPTH®IRAT HA CEPIIG
Product name: | NMOVAGRA EURO Manufacturing country: | India
Haaga apogyeniiz | HOBAPPA €BPO 4 Kpaina-srpobums: Inain
Pharmaceutical form, dosage: | film-coated tablets, 100 mg " ,
i V : . s , License No.
Hiraposka dopsn, | wadaerwn, agputi piainkosno obosouroe, : . .
, JHuewsis Ne:
aosyeasuna: | ao 100 mr
Strength/potency: | 1 tablet contaiuy sildenafil citrate equivalent to 100 mg of sildenaiil
Cuna giVascrneaicrs: | 1 rafisersa sicrurs cavmenmdiny urepary expisagenyno 100 sy cangenadiny
Type and size of 4 film-coated tableis in a blister, 1 blister in a cardboard box with Ukrainian

packaging: and English languages labeling
Bua i poswsip | no 4 Tabacres, sepaviid nnisxoson sboaonkow, ¥ Gaicrepi, no 1 Haicrepy ¥

G/1430

ynakuum: KAPTOWEiE oopoiu 3 mupkyBainaM YEPANCER 0 T3 auralicekon Mosamn
Batch No: | o000 60014 Batch size: | 10709 Boxey
Lepiv Ni: Posmip cepils wopobos
Mam;fwm‘ring date: 0672026 ? F‘xplry dgte: 052029
Jara pupobnunrea; Pepm. npri.; ,
Registration certificate: UASTOT01AS E}i??llmtw&“ from: 04.10.2018
Pecerpaniiine nocainuenna: Heofimewene 3t

Magufscturer: | Unique Pharmaceutical Laboratories (a division of J. B, Chemicals &
Pharmaceaticals Ltd. ), Plot No, 215219, G.LD.C., Industrial Arey, Panoli -
344 116, Dist, Bharuch, Indis

Bapoteni:  Buis Tapsacwivrisan JTadoparopis (sbadacuus gipsw «Tac. B. Kesivamp
eua Dapyracswrmean: Jdrae ), doasaws No 215219, i, Ak, 6. Ci

| Inpacrplan Epin, Tasoal - 394 116, oxpyr Bxapyx, Ingin

Certilicate of GMP compliance No.: . Valid till: :
Ceprudivar ninponigmocri HBI Ne; 050/2026/GMP Jiscunl a0 aLl ,LJIEIQS

Analysis procedure results /

Pesyan v nponetenns anauisy
Yo - METHODS OF ‘
REQU&EMEN?S:’ . | CONTROL/ Ribl%’?’”ﬁ!
BHMOIH ! e METOAU | P EIVIRTATH
TOKRA3 B ke ko UKORTROMIO: =l T
Appearange Purple-red color, ‘lxiangzxim @émpv:. biconvex film- | p, visually Comnlics
conted tablets inseribed with » 1007 onone side ‘ ‘ OrmpEies
Qe Ty priypHO-HePROHCTT KOTLOPY TRHEYTHOT (hopsi | 1,1, néspani
OGSV BEPEETE BTGB aG0NaHKDH) Bimnonduae
Tafaerey, 1w 00 9 oo Bony
Averape weight of 0310 myg+ 5 % p2, BES XILG 636,50 my
tnblets
Coprans wacs BRI ek 5 %
Tabacrex *
9 foctory: ¢ Bagiziured Difee:
CaM: LSRRI DR AT GIME LIABAEGA 9 A0ILE 11077
Plot Mo 18 - 395, QI Indhastrisd Latass U, baocey Mall Star ledie Bagw Buildag,
Fannd - 304 114, Bhaub, Sujaent, Opp. st BRTES Salibig wm dw; Mem}m aggm

& #RY 20A6 LIS U2 S VU8 S 3NN PRE 33k #rensdiabad - SOE Supwin, e Frnbbaded Mumibie - J000E,

@ hepl aandiibphema s LR P G wwer fhabarsacom



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

ARG i
Average weight of 36 0meg«£5% p2, BP* XL G —
tablets _ | 3129 mg
Cepenus Macs J8.0ur+ 3 % 2, GO, XL G
1lserox IN2D Mr
Uniformity of mass Mass of not move than two tablets, may deviate p3, BP* XIIG
from the averape mass by more than 5 %%, and nons Complies
- by mre than 1086
Oawopiawicry macs Maca e Giasiire nix toox Tafnerok, Moxe nJ3, bo*, Xi
pimarurHes ein cepeannol Macy Gumwe nikea s | G Bianosizac
% i aoama — e Bitswoe win 1a 10%
Uniformity of dosage | Acceptance value (AV) < 15 pd, in-house
unity monogrugh, 3%
» USP* <905>
O anopiyaicys Yricao npniliarinoct (AV) s 15 n.4, aRyTpimAEs
AOIOBRIUR DANHNILL MOHOTpADIS, 33%
v D CILIA* <9054
ldentification Retention time of principal peaks in chromatograms | p.3, HFLC, in-
Sildenafil of the test and the standard solutfons, obtained in | house Complics
the “Assay” test should coincide. monograph, '
BP* I D
Inenrndixania Yae yipuMyBaHHa OCHORHMX HIKiE HI ! .5, BEPX
Cunperaddn XPOMBTOTPANAN Ao | condapmnosy | BHYTPIEHS Binnosimac
poRasia, OTPEMARNEX B poaain s Kinxicme sonorpadis,
B HAERIB BOBKHEH CTRMANATIE B HID
Dissolution Not less than 80 % (Q) of label claim of sildenafil | p.6, USP® 58 %
should dissolve during 45 minutes. <M1=
Poavnwenny He seere B0 % () ein 2su0ew07 XinskocTi 16, B.CUIA*
crAneHadiny DOBHHHO PUITHHITICE npoTaroM 45 | <711 98 %
XBHNKH,
?:;W. {in Nat more than 30 minutes. p.7. BP*, XA .
| Pownanamas (y soni) | He Sinnioe wis 30 xpaumies. 7. 60% XILA| 3.5 0cex
Assay For realive: p.8, HPLC,
Sildenafil 95,104 « 105.0% of label ¢laim of sildenafl], ie. in-house
47.5 mgitablet to 52.5 mg/tablet. monogragh, 971.7%
For shelf life. BP, 1D 48.34 my/tablet
90.0 %% - 110.0-% of label cluim of sildenafil, i.e
45,0 mg'tablel to 554 mglablel.
Klanxicue Aen guryexy:
BHINENEHnS
§ Fuctory; ¢ Rogletersd Office;
CIN; LSR0GIGTERLCI 73077 CIN: LZEROG1 926PLETTIONT
Pt Mo 218 - 114, GHC moustial Exiate 30, smean Mall, Star indix Gaear Bulding,
Faroil - 394 736, Bbaroch, Gujsrst Opp. Jotryut BATS Sutelite,

& YUY 2645 JT2ATY ) THA ) M TTRAV 136

& [bopd pencli bebanma com

Kunedstad - 380015, G, India.




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

28

' {Zmnmm@m 95.0% « 105.0% sin 3axmnenol kinsxocTi BHyTpitbs 48,84
cunpcandiny, robTo 8in 47.5 mrimafnerky au 52.5 | monorpadis, urfrabneTiy
myimaBnerky. BO 1D
Ass mepsriny npudamnoci.

90,0 % « 110.0% sig sanmpenol xinkkocri
cunackapiny, robro sia 45.0 ariraboersy oo 55.0
srirafinerxy.
Related substances Any unspecified impurity ~ not more than 6.2% p9, HPLC, in- 0.03 %
Total amount of impurities - not more than 0.5 % house
monograph, 0.13%
BP* I D
Cymyrui sotimsu Byas-nxi wetaennnjuxosusa aomitgsa — pe Sinse | 0.9, BEPX 0.03 %
0,2% BHYTPiLIRN '
Jarannis KUTLXICTh Aomitoox — ne Gineioe 0,5 % - stenorpadin, 0.13 %
59”11 D
Microblolopical purity | In the product it is accepted: p-10, Ph. Eur.*,
tutal aerobic microbial count (TAMC) 8 2.6.12, Complies
not more than 1000 CFUY; 2613
total yeasts and moulds count (TYMC) - not more | USP*, <612, Complics
than 100 CFU/g. 62>
Not allowed E. Coli in | g of product Complies
Mixpobionorivun B npenapuri aonyexsetect: n. 19,
SHCTOTA saranbise yneno sepoliumx wikpooprasiauia €%, p. 26.12, Bianosiase
(TAMC) - re Sinstre 1000 KY Oir; 26.13
IACAMLIC MHCI0 SPIAIROBHX Ta nuicimmmx rpulis | G CLHIAY, Bianosinac
(TYMC) — e Ginste 100 KYOrr, 61>, <hT>
He ponyeraereea E. Coli o | r npenapary Bianosinoe
* Current edition. /' [lsoue suzanns,
Labelling: Should correspondd to the registered labelling. Complies
Mapxysaunn: ITosxaao BizOOEY CTPOBEHD RAEAEND, Bianosinse
Packaging: Should correspond to the reguirements of MQC. Complics
Naxysanun: Flossimo sianosiasm esMoray MKCH. Bianosiane
A [N i'H A \ — =
\pBnbHicy, ZoweHorn i
4& ei\ ] f_oir- S 3\{?
¥ Factory. ¥ Rugistered Office: ? Corpbrete (e n"‘ \
CIM; L24G0G ST 6RLET 707 CIN: L24390G )19 76PLCT 73077 ) po- 1) g <
Bt No 215 - 219, DG Industrist Estase 30T, Incon Mak, St inds Baze Buiding Crrahih BN
Panoli - 396 116, Bhoruch, Gujant. Opp. Jodhput BRTS Sinwdhe Apps Reeta

{ 5T 2648 272 471 £ 784 7 3D4 /7R3 § 335
o rplpanoligibphanme coem

Areongatied - SROGTS, Gujerss, eka, nh
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UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J, B, CHEMICALS & PHARMACEUTICALS LUIMITED

I hereby ceniify that the abuve information & anthentic and uccurste. This bateh of product has been
manufactured, including packaginglabelling and guallty comrol analysis, at the above mentfoned sie in Jutl
compliance with the GMP requirenents of the locat Reguiatory Authority ond with the specifivarion avallable in
registration dossier. Protocels of bawck processing, packaging and analysis records were reviewed and found to be in
compliance with GMP, 1 hereby confirm that all prodaction stages for this batch of finished product were carvied out
in full complinnce with the reguirements specified in the current GMP guldelines approved by the Ministry of Health
of Uhkraine,

Ios & 3acelduyio, wio nasedens sue indopamagin ¢ docmveipionw ma monow. Lo cepln HpodYKRIT Byao
SNPOERENO (EXAONRIDNR RTKPEINIA/MAPKISRINI] W0 Bposedens Konwpats I arocmd ne soueyrNavenil divsnni
¥ moswill sidnodldnocnd 3 sumozam GMP, SOMANORAEHUME MICRECNN PCIIAMOPHEN OPIONCH, & MOKUN
sidnosidne du cnewudinoyit, mo sicmamsca ¢ peecmpaniiinemy docee. Jipomoraas Qupolnuimen, RAXySaRR ma
asanisis Span mEPELIANYING A acmanoneno eldnosiduicms GMP. Hum niomeepdcymw, wo eci supobnui cmadil
aun gie¥ cepll zomonol mpodysnii byan 30iGcnent & nownifi sidnosidnocntl 3 SUMOSIME, JORANENIMN & NG
wacrusedl ¥ GMP, ramsepdycenili Mindcmepomeon oxopons opos’s Yrpalun,

Name and position of person responsible for the amalysis: | Mr, Yagnesh K. Trivedi, Sr. Manager QC
[lpizamute va nocazs ocofis, sto bitnonisac 3a awais; | Hricu K. Tpiseal, Cr. Meuepuep K8
Signatore of person responsible Tor analysis:
Miansc ocoda, mo signoniaac 12 susaiy :
Name and position of person responsible for batch release: | Hasmukh Jaysinh Arya
Dipissnme T2 nocaza ocobu, me sianosizac 33 pnuyex cepll: | Manager Quality Assursnce
' Xacnyx ,.!amﬁcm Aps

Signature of person responsible for batch rolesse:
Nianue ocolu, uio siznopiasc 3a sunyce ceplls
Date of signature:

Aata slanucanng:

PATH

~N \Loe\nansn,
3o o

® Factary: ¥ Wagisteend Office: T e

i L2000 NS TP 30Ty Tl L4303 G76PLCI 700 7Y
Plot No 274 - 319, GIIC Freuainial Estats B2, Saoon Mull Star Indin Bazac Buiidng, :
Paned) - 334 716, Eharach, Gujara G, JoBpur BRTS Satelite, mmwmmm

G WHET68E IR AT F TRA S 304 TR 7 335 Aterredabad - 380015 Sujar, Indis Prablvadivi Mumbe < 40658,

& fbugk panhigibobarmacom L 91 2 2439520075500




UNIQUE PHARMACEUTICAL LABORATORIES

A Divigion of J. B. CHEMICALS & PH M?‘MEUIICAL% LIMITED

. GOOD PEOPLE
for GOOD HEALTH

@

” cdﬁi; o S 3y %
{‘“t:rxmgtﬁiw Ne:

BATCH CERTIFICATE
v . CEPTH®IRAT HA CEPIIG
Product name: | NMOVAGRA EURO Manufacturing country: | India
Haaga apogyeniiz | HOBAPPA €BPO 4 Kpaina-srpobums: Inain
Pharmaceutical form, dosage: | film-coated tablets, 100 mg " ,
i V : . s , License No.
Hiraposka dopsn, | wadaerwn, agputi piainkosno obosouroe, : . .
, JHuewsis Ne:
aosyeasuna: | ao 100 mr
Strength/potency: | 1 tablet contaiuy sildenafil citrate equivalent to 100 mg of sildenaiil
Cuna giVascrneaicrs: | 1 rafisersa sicrurs cavmenmdiny urepary expisagenyno 100 sy cangenadiny
Type and size of 4 film-coated tableis in a blister, 1 blister in a cardboard box with Ukrainian

packaging: and English languages labeling
Bua i poswsip | no 4 Tabacres, sepaviid nnisxoson sboaonkow, ¥ Gaicrepi, no 1 Haicrepy ¥

G/1430

ynakuum: KAPTOWEiE oopoiu 3 mupkyBainaM YEPANCER 0 T3 auralicekon Mosamn
Batch No: | o000 60014 Batch size: | 10709 Boxey
Lepiv Ni: Posmip cepils wopobos
Mam;fwm‘ring date: 0672026 ? F‘xplry dgte: 052029
Jara pupobnunrea; Pepm. npri.; ,
Registration certificate: UASTOT01AS E}i??llmtw&“ from: 04.10.2018
Pecerpaniiine nocainuenna: Heofimewene 3t

Magufscturer: | Unique Pharmaceutical Laboratories (a division of J. B, Chemicals &
Pharmaceaticals Ltd. ), Plot No, 215219, G.LD.C., Industrial Arey, Panoli -
344 116, Dist, Bharuch, Indis

Bapoteni:  Buis Tapsacwivrisan JTadoparopis (sbadacuus gipsw «Tac. B. Kesivamp
eua Dapyracswrmean: Jdrae ), doasaws No 215219, i, Ak, 6. Ci

| Inpacrplan Epin, Tasoal - 394 116, oxpyr Bxapyx, Ingin

Certilicate of GMP compliance No.: . Valid till: )
Ceprudivar ninnosignocri HRIT Ne: 030/2026/GMP Mikewatii 20: o1l L:IHQS
Analysis procedure results
Pesyan tove nponeien s ananiay
S - METHODS OF A
REQU!REMEN?S:‘ . | CONTROL/ Riblfiﬁ"ﬁ!
BUMOTH METOAM | PEIVIBTATH
TOKRA3 B ke ko UKORTROMIO: =l T
Appearange Purple-red color, ‘lxiangzxim @émpv:. Bigonvex film. | p, visually Comnlics
conted tablets inseribed with » 1007 onone side ‘ ‘ ompres
e Ty priypHO-HePROHCTT KOTLOPY TRHEYTHOT (hopsi | 1,1, néspani
OGSV BEPEETE BTGB aG0NaHKDH) Bimnonduae
Tafaerey, 1w 00 9 oo Bony
Averape weinht of O3 0megs 5% 3R XIHG .
ablets s F 636.50 myg
Coprans wacs BRI ek 5 %
Tabaerox !
9 foctory: ¢ Bagiziured Difee:
CaM: LSRRI DR AT GIME LIABAEGA 9 A0ILE 11077
Plot Mo 18 - 395, QI Indhastrisd Latass U, baocey Mall Star ledie Bagw Buildag,
P - 354114, Bhands, Sujerst, Opg. st BRTE Saibile *‘z«m dw; Mmm ’*Wxi

& #RY 20A6 LIS U2 S VU8 S 3NN PRE 33k #rensdiabad - SOE Supwin, e Frnbbaded Mumibie - J000E,

@ hepl aandiibphema s LR P G wwer fhabarsacom



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

ISR é . iy 6 ;
Average weight of 36 0meg«£5% p2, BP* XILG —
tablets _ | MIL2% mg
Cepenus Macs J8.0ur+ 3 % 2, GO, XL G
1lserox IN2D Mr
Uniformity of mass Mass of not move than two tablets, may deviate p3, BP* XIIG

from the averape mass by more than 5 %%, and nons Complies
- by mre than 1086
Oawopiawicry macs Maca e Giasiire nix toox Tafnerok, Moxe nJ3, bo*, Xi
pimarurHes ein cepeannol Macy Gumwe nikea s | G Bianosisac
% i aoama — e Bitswoe win 1a 10%
Uniformity of dosage | Acceptance value (AV) < 15 pd, in-house
unity monogrugh, 3%
» USP* <905>
O anopiyaicys Yricao npniliarinoct (AV) s 15 n.4, aRyTpimAEs
AOIOBRIUR DANHNILL MOHOTpADIS, 33%
v D CILIA* <9054
ldentification Retention time of principal peaks in chromatograms | p.3, HFLC, in-
Sildenafil of the fess and the standard solutions, olained in | houso " Complics
the “Assay™ test should coinclde. monograph, '
B D
Inewrwdixanin Yae yipuMyBaHHa OCHORHMX HIKiE HI ! .5, BEPX
Chanenaddn XPOMBTOTPENEN docridacyoanoss | cmadapmnosy | pHyTpimya Wimslaie
poRasia, OTPEMARNEX B poaain s Kinxicme sonorpadis,
B HAERIB BOBKHEH CTRMANATIE B HID
Dissolation Not less than 80 % (Q) of label claim of sildenafil | p.6, USPF* 98 9%
should dissolve during 45 minutes. <M1=
Poavnwenny He seere B0 % () ein 2su0ew07 XinskocTi 16, B.CUIA*
crAneHadiny DOBHHHO PUITHHITICE npoTaroM 45 | <711 98 %
KBHNKH,
mgcgwﬁou {ins Naxt more than 30 minuwtes, p.7. BP* XH A .
| Pownanamas (y soni) | He Sinnioe wis 30 xpaumies. 7. 60% XILA| 3.5 0cex
Assay For realive: p.8, HPLC,
Sildenafil 95,104 « 105.0% of label ¢laim of sildenafl], ie. in-house
47.5 mp/tablet to 52.5 mgftablet. monogragh, 91.7%
For shelf life: BP, 1D 48.34 my/tablet
90.0 %% - 110.0-% of label cluim of sildenafil, i.e
45,0 mg'tablel to 554 mglablel. , s
Kissxdens Aes ourmyeny: n.d, B
L ML A\ ‘
§ Fuctory; ¢ Rogletersd Office;
CIN; LSR0GIGTERLCI 73077 CIN: L2A3505J1 976PLET RGTY
Pt No 218 - 214, BHHC mcustrin! Estate 30, soan Mal|, St india Bazar Buliding,
Faroil - 394 736, Bbaroch, Gujsrst Opp. Jotryut BATS Sutelite,

& YN 2646 FT7 AT TR : M TRIS 15 Khivothabad - 380074, Gojmny, India.
& (hopd panolil bpbamma com



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

L5

' {Zmnmm@m 95.0% « 105.0% sin 3axmnenol kinsxocTi BHyTpitbs 48,84
cunpcandiny, robTo 8in 47.5 mrimafnerky au 52.5 | monorpadis, urfrabneTiy
myimaBnerky. BO 1D
Ass mepsriny npudamnoci.

90,0 % « 110.0% sig sanmpenol xinkkocri
cunackapiny, robro Bia 45,0 mrirabnerxy a0 55.0
srirafinerxy.
Related substances Any unspecified impurity ~ not more than 6.2% p9, HPLC, in- 0.03 %
Total amount of impurities - not more than 0.5 % house
monograph, 0.13%
BP* I D
Cymyrui sotimsu Byas-nxi wetaennnjuxosusa aomitgsa — pe Sinse | 0.9, BEPX 0.03 %
0,2% BHYTPiLIRN '
Jarannis KUTLXICTh Aomitoox — ne Gineioe 0,5 % - stenorpadin, 0.13 %
59”11 D
Microblolopical purity | In the product it is accepted: p-10, Ph. Eur.*,
tutal aerobic microbial count (TAMC) 8 2.6.12, Complics
not more than 1000 CFUY; 2613
total yeasts and moulds count (TYMC) - not more | USP*, <612, Complics
than 100 CFU/g. 62>
Not allowed E. Coli in | g of product Complies
Mixpobionorivun B npenapuri aonyexsetect: n. 19,
SHCTOTA saranbise yneno sepoliumx wikpooprasiauia €%, p. 26.12, Bianosiase
(TAMC) - re Sinstre 1000 KY Oir; 26.13
IACAMLIC MHCI0 SPIAIROBHX Ta nuicimmmx rpulis | G CLHIAY, Bianosinac
(TYMC) — e Ginste 100 KYOrr, 61>, <hT>
He ponyeraereea E. Coli o | r npenapary Bianosinoe
* Current edition. /' [lsoue suzanns,
Labelling: Should correspondd to the registered labelling. Complies
Mapxysaunn: ITosxaao BizOOEY CTPOBEHD RAEAEND, Bianosinse
Packaging: Should correspond to the reguirements of MQC. Complics
Naxysanun: Flossimo sianosiasm esMoray MKCH. Bianosiane
® Factory. ¥ Pugisteced Office:
CIM; L24IB0G AT RLEY 7207 CIN: L2A390G1976PLCT 73077

Plot No 218 - 219, GOC Industriad Eshate
Fanoli ~ 396 116, Bharuch, Gujant.
t +UT 2048 2TZ 4V £ TBA 7 A FPR3 ) 335
o Joopl paooligibphame oo

0T, Incoe Mal, St inda Bazer Buiding
Opp. Jeahpor BRTE Sswdig,
Arenegabed - SBGGTS, Gujenss, ek,




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J, B, CHEMICALS & PHARMACEUTICALS LUIMITED

I hereby ceniify that the abuve information & anthentic and uccurste. This bateh of product has been
manufactured, including packaginglabelling and guallty comrol analysis, at the above mentfoned sie in Jutl
compliance with the GMP requirenents of the locat Reguiatory Authority ond with the specifivarion avallable in
registration dossier. Protocels of bawck processing, packaging and analysis records were reviewed and found to be in
compliance with GMP, 1 hereby confirm that all prodaction stages for this batch of finished product were carvied out
in full complinnce with the reguirements specified in the current GMP guldelines approved by the Ministry of Health
of Uhkraine,

Ios & 3acelduyio, wio nasedens sue indopamagin ¢ docmveipionw ma monow. Lo cepln HpodYKRIT Byao
SNPOERENO (EXAONRIDNR RTKPEINIA/MAPKISRINI] W0 Bposedens Konwpats I arocmd ne soueyrNavenil divsnni
¥ moswill sidnodldnocnd 3 sumozam GMP, SOMANORAEHUME MICRECNN PCIIAMOPHEN OPIONCH, & MOKUN
sidnosidne du cnewudinoyit, mo sicmamsca ¢ peecmpaniiinemy docee. Jipomoraas Qupolnuimen, RAXySaRR ma
asanisis Span mEPELIANYING A acmanoneno eldnosiduicms GMP. Hum niomeepdcymw, wo eci supobnui cmadil
aun gie¥ cepll zomonol mpodysnii byan 30iGcnent & nownifi sidnosidnocntl 3 SUMOSIME, JORANENIMN & NG
wacrusedl ¥ GMP, ramsepdycenili Mindcmepomeon oxopons opos’s Yrpalun,

Name and position of person responsible for the amalysis: | Mr, Yagnesh K. Trivedi, Sr. Manager QC
[lpizamute va nocazs ocofis, sto bitnonisac 3a awais; | Hricu K. Tpiseal, Cr. Meuepuep K8
Signatore of person responsible Tor analysis:
Miansc ocoda, mo signoniaac 12 susaiy :
Name and position of person responsible for batch release: | Hasmukh Jaysinh Arya
Dipissnme T2 nocaza ocobu, me sianosizac 33 pnuyex cepll: | Manager Quality Assursnce
' Xacnyx ,.!amﬁcm Aps

Signature of person responsible for batch rolesse:
Nianue ocolu, uio siznopiasc 3a sunyce ceplls
Date of signature:

Aata slanucanng:

® Factary: ¥ Wagisteend Office: T e

i L2000 NS TP 30Ty Tl L4303 G76PLCI 700 7Y
Plot No 274 - 319, GIIC Freuainial Estats B2, Saoon Mull Star Indin Bazac Buiidng,
Paned) - 334 716, Eharach, Gujara G, JoBpur BRTS Satelite, mmwmmm

G WHET68E IR AT F TRA S 304 TR 7 335 Aterredabad - 380015 Sujar, Indis Prablvadivi Mumbe < 40658,

& fbugk panhigibobarmacom L 91 2 2439520075500



UNIQUE PHARMACEUTICAL LABORATORIES

A Divigion of J. B. CHEMICALS & PH M?‘MEUIICAL% LIMITED

. GOOD PEOPLE
for GOOD HEALTH

@

” cdﬁi; o S 3y %
{‘“t:rxmgtﬁiw Ne:

BATCH CERTIFICATE
v . CEPTH®IRAT HA CEPIIG
Product name: | NMOVAGRA EURO Manufacturing country: | India
Haaga apogyeniiz | HOBAPPA €BPO 4 Kpaina-srpobums: Inain
Pharmaceutical form, dosage: | film-coated tablets, 100 mg " ,
i V : . s , License No.
Hiraposka dopsn, | wadaerwn, agputi piainkosno obosouroe, : . .
, JHuewsis Ne:
aosyeasuna: | ao 100 mr
Strength/potency: | 1 tablet contaiuy sildenafil citrate equivalent to 100 mg of sildenaiil
Cuna giVascrneaicrs: | 1 rafisersa sicrurs cavmenmdiny urepary expisagenyno 100 sy cangenadiny
Type and size of 4 film-coated tableis in a blister, 1 blister in a cardboard box with Ukrainian

packaging: and English languages labeling
Bua i poswsip | no 4 Tabacres, sepaviid nnisxoson sboaonkow, ¥ Gaicrepi, no 1 Haicrepy ¥

G/1430

ynakuum: KAPTOWEiE oopoiu 3 mupkyBainaM YEPANCER 0 T3 auralicekon Mosamn
Batch No: | o000 60014 Batch size: | 10709 Boxey
Lepiv Ni: Posmip cepils wopobos
Mam;fwm‘ring date: 0672026 ? F‘xplry dgte: 052029
Jara pupobnunrea; Pepm. npri.; ,
Registration certificate: UASTOT01AS E}i??llmtw&“ from: 04.10.2018
Pecerpaniiine nocainuenna: Heofimewene 3t

Magufscturer: | Unique Pharmaceutical Laboratories (a division of J. B, Chemicals &
Pharmaceaticals Ltd. ), Plot No, 215219, G.LD.C., Industrial Arey, Panoli -
344 116, Dist, Bharuch, Indis

Bapoteni:  Buis Tapsacwivrisan JTadoparopis (sbadacuus gipsw «Tac. B. Kesivamp
eua Dapyracswrmean: Jdrae ), doasaws No 215219, i, Ak, 6. Ci

| Inpacrplan Epin, Tasoal - 394 116, oxpyr Bxapyx, Ingin

Certilicate of GMP compliance No.: . Valid till: :
Ceprudivar ninponigmocri HBI Ne; 050/2026/GMP Jiscunl a0 aLl ,LJIEIQS

Analysis procedure results /

Pesyan 1o nponeinen s aniay
Yo - METHODS OF :
REQU&EMEN?&A’ . | CONTROL/ Riblfiﬁ"ﬁ!
BHMOIH ! o METOAU | P EIVIRTATH
TOKAZ B G e RORTROIRON i TR
Appearange Purple-red color, ‘lxiangzxim @émpv:. biconvex film- | p, visually Comnlics
coated tablets inseribed with 7 1007 on_one side ‘ ‘ OrmpEies
Qe Ty privpHo-HEPROHOTG KOILODY TRMKYTHUT (hopsi | .1, nésyasnse
OGSV BEPEETE BTGB aG0NaHKDH) Bimnonduae
Tafaerey, 1w 00 9 oo Bony
Averafe weight of O3 0mgs 5 % p, B XN G 636,50 mg
tnblets
Coprans wacs BRI ek 5 % LIS A M
Tabaerow g *
9 foctory: ¢ Bagiziured Difee:
Tl LSS T OTEPLE DRITY M LIS ARG 97 PLE T IA0T 7
Plot Mo 18 - 395, QI Indhastrisd Latass U, baocey Mall Star ledie Bagw Buildag,
Fannd - 304 114, Bhaub, Sujaent, Opp. st BRTES Salibig wm dw; Mem}m aggm

& #RY 20A6 LIS U2 S VU8 S 3NN PRE 33k #rensdiabad - SOE Supwin, e Frnbbaded Mumibie - J000E,

@ hepl aandiibphema s LR P G wwer fhabarsacom



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

ISR é . iy 6 ;
Average weight of 36 0meg«£5% p2, BP* XILG —
tablets _ | MIL2% mg
Cepenus Macs J8.0ur+ 3 % 2, GO, XL G
1lserox IN2D Mr
Uniformity of mass Mass of not move than two tablets, may deviate p3, BP* XIIG

from the averape mass by more than 5 %%, and nons Complies
- by mre than 1086
Oawopiawicry macs Maca e Giasiire nix toox Tafnerok, Moxe nJ3, bo*, Xi
pimarurHes ein cepeannol Macy Gumwe nikea s | G Bianosisac
% i aoama — e Bitswoe win 1a 10%
Uniformity of dosage | Acceptance value (AV) < 15 pd, in-house
unity monogrugh, 3%
» USP* <905>
O anopiyaicys Yricao npniliarinoct (AV) s 15 n.4, aRyTpimAEs
AOIOBRIUR DANHNILL MOHOTpADIS, 33%
v D CILIA* <9054
ldentification Retention time of principal peaks in chromatograms | p.3, HFLC, in-
Sildenafil of the fess and the standard solutions, olained in | houso " Complics
the “Assay™ test should coinclde. monograph, '
B D
Inewrwdixanin Yae yipuMyBaHHa OCHORHMX HIKiE HI ! .5, BEPX
Chanenaddn XPOMBTOTPENEN docridacyoanoss | cmadapmnosy | pHyTpimya Wimslaie
poRasia, OTPEMARNEX B poaain s Kinxicme sonorpadis,
B HAERIB BOBKHEH CTRMANATIE B HID
Dissolation Not less than 80 % (Q) of label claim of sildenafil | p.6, USPF* 98 9%
should dissolve during 45 minutes. <M1=
Poavnwenny He seere B0 % () ein 2su0ew07 XinskocTi 16, B.CUIA*
crAneHadiny DOBHHHO PUITHHITICE npoTaroM 45 | <711 98 %
KBHNKH,
mgcgwﬁou {ins Naxt more than 30 minuwtes, p.7. BP* XH A .
| Pownanamas (y soni) | He Sinnioe wis 30 xpaumies. 7. 60% XILA| 3.5 0cex
Assay For realive: p.8, HPLC,
Sildenafil 95,104 « 105.0% of label ¢laim of sildenafl], ie. in-house
47.5 mp/tablet to 52.5 mgftablet. monogragh, 91.7%
For shelf life: BP, 1D 48.34 my/tablet
90.0 %% - 110.0-% of label cluim of sildenafil, i.e
45,0 mg'tablel to 554 mglablel. , s
Kissxdens Aes ourmyeny: n.d, B
BHITENEUNY o H A\
§ Fuctory; ¢ Rogletersd Office;
CIN; LSR0GIGTERLCI 73077 CIN: L2A3505J1 976PLET RGTY
Pt No 218 - 214, BHHC mcustrin! Estate 30, soan Mal|, St india Bazar Buliding,
Faroil - 394 736, Bbaroch, Gujsrst Opp. Jotryut BATS Sutelite,

& YN 2646 FT7 AT TR : M TRIS 15 Khivothabad - 380074, Gojmny, India.
& (hopd panolil bpbamma com




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

L5

' {Zmnmm@m 95.0% « 105.0% sin 3axmnenol kinsxocTi BHyTpitbs 48,84
cunpcandiny, robTo 8in 47.5 mrimafnerky au 52.5 | monorpadis, urfrabneTiy
myimaBnerky. BO 1D
Ass mepsriny npudamnoci.

90,0 % « 110.0% sig sanmpenol xinkkocri
cunackapiny, robro Bia 45,0 mrirabnerxy a0 55.0
srirafinerxy.
Related substances Any unspecified impurity ~ not more than 6.2% p9, HPLC, in- 0.03 %
Total amount of impurities - not more than 0.5 % house
monograph, 0.13%
BP* I D
Cymyrui sotimsu Byas-nxi wetaennnjuxosusa aomitgsa — pe Sinse | 0.9, BEPX 0.03 %
0,2% BHYTPiLIRN '
Jarannis KUTLXICTh Aomitoox — ne Gineioe 0,5 % - stenorpadin, 0.13 %
59”11 D
Microblolopical purity | In the product it is accepted: p-10, Ph. Eur.*,
tutal aerobic microbial count (TAMC) 8 2.6.12, Complics
not more than 1000 CFUY; 2613
total yeasts and moulds count (TYMC) - not more | USP*, <612, Complics
than 100 CFU/g. 62>
Not allowed E. Coli in | g of product Complies
Mixpobionorivun B npenapuri aonyexsetect: n. 19,
SHCTOTA saranbise yneno sepoliumx wikpooprasiauia €%, p. 26.12, Bianosiase
(TAMC) - re Sinstre 1000 KY Oir; 26.13
IACAMLIC MHCI0 SPIAIROBHX Ta nuicimmmx rpulis | G CLHIAY, Bianosinac
(TYMC) — e Ginste 100 KYOrr, 61>, <hT>
He ponyeraereea E. Coli o | r npenapary Bianosinoe
* Current edition. /' [lsoue suzanns,
Labelling: Should correspondd to the registered labelling. Complies
Mapxysaunn: ITosxaao BizOOEY CTPOBEHD RAEAEND, Bianosinse
Packaging: Should correspond to the reguirements of MQC. Complics
Naxysanun: Flossimo sianosiasm esMoray MKCH. Bianosiane
® Factory. ¥ Pugisteced Office:
CIM; L24IB0G AT RLEY 7207 CIN: L2A390G1976PLCT 73077

Plot No 218 - 219, GOC Industriad Eshate
Fanoli ~ 396 116, Bharuch, Gujant.
t +UT 2048 2TZ 4V £ TBA 7 A FPR3 ) 335
o Joopl paooligibphame oo

0T, Incoe Mal, St inda Bazer Buiding
Opp. Jeahpor BRTE Sswdig,
Arenegabed - SBGGTS, Gujenss, ek,




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J, B, CHEMICALS & PHARMACEUTICALS LUIMITED

I hereby ceniify that the abuve information & anthentic and uccurste. This bateh of product has been
manufactured, including packaginglabelling and guallty comrol analysis, at the above mentfoned sie in Jutl
compliance with the GMP requirenents of the locat Reguiatory Authority ond with the specifivarion avallable in
registration dossier. Protocels of bawck processing, packaging and analysis records were reviewed and found to be in
compliance with GMP, 1 hereby confirm that all prodaction stages for this batch of finished product were carvied out
in full complinnce with the reguirements specified in the current GMP guldelines approved by the Ministry of Health
of Uhkraine,

Ios & 3acelduyio, wio nasedens sue indopamagin ¢ docmveipionw ma monow. Lo cepln HpodYKRIT Byao
SNPOERENO (EXAONRIDNR RTKPEINIA/MAPKISRINI] W0 Bposedens Konwpats I arocmd ne soueyrNavenil divsnni
¥ moswill sidnodldnocnd 3 sumozam GMP, SOMANORAEHUME MICRECNN PCIIAMOPHEN OPIONCH, & MOKUN
sidnosidne du cnewudinoyit, mo sicmamsca ¢ peecmpaniiinemy docee. Jipomoraas Qupolnuimen, RAXySaRR ma
asanisis Span mEPELIANYING A acmanoneno eldnosiduicms GMP. Hum niomeepdcymw, wo eci supobnui cmadil
aun gie¥ cepll zomonol mpodysnii byan 30iGcnent & nownifi sidnosidnocntl 3 SUMOSIME, JORANENIMN & NG
wacrusedl ¥ GMP, ramsepdycenili Mindcmepomeon oxopons opos’s Yrpalun,

Name and position of person responsible for the amalysis: | Mr, Yagnesh K. Trivedi, Sr. Manager QC
[lpizamute va nocazs ocofis, sto bitnonisac 3a awais; | Hricu K. Tpiseal, Cr. Meuepuep K8
Signatore of person responsible Tor analysis:
Miansc ocoda, mo signoniaac 12 susaiy :
Name and position of person responsible for batch release: | Hasmukh Jaysinh Arya
Dipissnme T2 nocaza ocobu, me sianosizac 33 pnuyex cepll: | Manager Quality Assursnce
' Xacnyx ,.!amﬁcm Aps

Signature of person responsible for batch rolesse:
Nianue ocolu, uio siznopiasc 3a sunyce ceplls
Date of signature:

Aata slanucanng:

PATH

~N \Loe\nansn,
3o o

® Factary: ¥ Wagisteend Office: T e

i L2000 NS TP 30Ty Tl L4303 G76PLCI 700 7Y
Plot No 274 - 319, GIIC Freuainial Estats B2, Saoon Mull Star Indin Bazac Buiidng, :
Paned) - 334 716, Eharach, Gujara G, JoBpur BRTS Satelite, mmwmmm

G WHET68E IR AT F TRA S 304 TR 7 335 Aterredabad - 380015 Sujar, Indis Prablvadivi Mumbe < 40658,
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UNIQUE PHARMACEUTICAL LABORATORIES

A Divigion of J. B. CHEMICALS & PH M?‘MEUIICAL% LIMITED

. GOOD PEOPLE
for GOOD HEALTH

@

” cdﬁi; o S 3y %
{‘“t:rxmgtﬁiw Ne:

BATCH CERTIFICATE
v . CEPTH®IRAT HA CEPIIG
Product name: | NMOVAGRA EURO Manufacturing country: | India
Haaga apogyeniiz | HOBAPPA €BPO 4 Kpaina-srpobums: Inain
Pharmaceutical form, dosage: | film-coated tablets, 100 mg " ,
i V : . s , License No.
Hiraposka dopsn, | wadaerwn, agputi piainkosno obosouroe, : . .
, JHuewsis Ne:
aosyeasuna: | ao 100 mr
Strength/potency: | 1 tablet contaiuy sildenafil citrate equivalent to 100 mg of sildenaiil
Cuna giVascrneaicrs: | 1 rafisersa sicrurs cavmenmdiny urepary expisagenyno 100 sy cangenadiny
Type and size of 4 film-coated tableis in a blister, 1 blister in a cardboard box with Ukrainian

packaging: and English languages labeling
Bua i poswsip | no 4 Tabacres, sepaviid nnisxoson sboaonkow, ¥ Gaicrepi, no 1 Haicrepy ¥

G/1430

ynakuum: KAPTOWEiE oopoiu 3 mupkyBainaM YEPANCER 0 T3 auralicekon Mosamn
Batch No: | o000 60014 Batch size: | 10709 Boxey
Lepiv Ni: Posmip cepils wopobos
Mam;fwm‘ring date: 0672026 ? F‘xplry dgte: 052029
Jara pupobnunrea; Pepm. npri.; ,
Registration certificate: UASTOT01AS E}i??llmtw&“ from: 04.10.2018
Pecerpaniiine nocainuenna: Heofimewene 3t

Magufscturer: | Unique Pharmaceutical Laboratories (a division of J. B, Chemicals &
Pharmaceaticals Ltd. ), Plot No, 215219, G.LD.C., Industrial Arey, Panoli -
344 116, Dist, Bharuch, Indis

Bapoteni:  Buis Tapsacwivrisan JTadoparopis (sbadacuus gipsw «Tac. B. Kesivamp
eua Dapyracswrmean: Jdrae ), doasaws No 215219, i, Ak, 6. Ci

| Inpacrplan Epin, Tasoal - 394 116, oxpyr Bxapyx, Ingin

Certilicate of GMP compliance No.: . Valid till: :
Ceprudivar ninponigmocri HBI Ne; 050/2026/GMP Jiscunl a0 aLl ,LJIEIQS

Analysis procedure results /

Pesyan 1o nponeinen s aniay
~[METHODSOF |
REQU&EMEN?&A’ S CONTROL / Ribl%’i’”ﬁ!
BHMOIH s METOAU | P “3}’"5&‘1‘”&51‘ H
TORA e G e RORTROIRON i TR
Appearange Purple-red color, 'lziangzximlsémpu, biconvex film- | p, visually Comnlics
conted tablets inseribed with » 1007 on one side ‘ ‘ -
Crane Ty privpHo-HEPROHOTG KOILODY TRMKYTHUT (hopsi | .1, nésyasnse
OGSV BEPEETE BTGB aG0NaHKDH) Bimnonduae
Tafaerey, 1w 00 9 oo Bony
2 05 1800 5 P b o i £ sk = .
M'imﬁ‘ weight of O3 Omgs 5% pd BRG] e g
tablets DN
Ceprans swacs AILO w5 % S0
Tabaeros ’
§ Factory: ¥ Regintuned DBeg:
oM LISIHOGITOTEPLD PAITT GiM: LEASEG 9 R0PLE 1 TI0T?
Plot Mo 18 - 395, QI Indhastrisd Latass U, baocey Mall Star ledie Bagw Buildag,
Fangh - 394 114, Bhpads, Sulwnt Opp. sochpist BRTS Sadedine swm uﬂ"ﬁ'}:} Memﬁm %%xm
& #RY 20A6 LIS U2 S VU8 S 3NN PRE 33k #rensdiabad - SOE Supwin, e Frnbbaded Mumibie - J000E,
wwer fhabarsacom
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UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

AIRAGTH 45
Average weight of 36 0meg«£5% p2, BP* XL G —
tablets _ | 3129 mg
Cepenus Macs J8.0ur+ 3 % 2, GO, XL G
1lserox IN2D Mr
Uniformity of mass Mass of not move than two tablets, may deviate p3, BP* XIIG
from the averape mass by more than 5 %%, and nons Complies
- by mre than 1086
Oawopiawicry macs Maca e Giasiire nix toox Tafnerok, Moxe nJ3, bo*, Xi
pimarurHes ein cepeannol Macy Gumwe nikea s | G Bianosisac
% i aoama — e Bitswoe win 1a 10%
Uniformity of dosage | Acceptance value (AV) < 15 pd, in-house
unity monogrugh, 3%
» USP* <905>
O anopiyaicys Yricao npniliarinoct (AV) s 15 n.4, aRyTpimAEs
AOIOBRIUR DANHNILL MOHOTpADIS, 33%
v D CILIA* <9054
ldentification Retention time of principal peaks in chromatograms | p.3, HFLC, in-
Sildenafil of the fest and the standard soluticets, obtained in | house Complies
the “Assay™ test should coinclde. monograph, '
BP* I D
Inenrndixania Yae yipuMyBaHHa OCHORHMX HIKiE HI ! .5, BEPX
Chanenaddn XPOMBTOTPENEN docridacyoanoss | cmadapmnosy | pHyTpimya Wimslaie
poRasia, OTPEMARNEX B poaain s Kinxicme sonorpadis,
B HAERIB BOBKHEH CTRMANATIE B HID
Dissolation Not less than 80 % (Q) of label claim of sildenafil | p.6, USPF* 98 9%
should dissolve during 45 minutes. <M1=
Poavnwenny He seere B0 % () ein 2su0ew07 XinskocTi 16, B.CUIA*
crAneHadiny DOBHHHO PUITHHITICE npoTaroM 45 | <711 98 %
KBHNHH,
?:‘QW' {ins Naxt more than 30 minuwtes, p.7. BP* XH A .
| Pownanamas (y soni) | He Sinnioe wis 30 xpaumies. 7. 60% XILA| 3.5 0cex
Assay For realive: p.8, HPLC,
Sildenafil 95,104 « 105.0% of label ¢laim of sildenafl], ie. in-house
47.5 mp/tablet to 52.5 mgftablet. monogragh, 91.7%
For shelf life. BP, 1D 48.34 my/tablet
90.0 %% - 110.0-% of label cluim of sildenafil, i.e
45,0 mg'tablel to 554 mglablel.
Klanxicue Aen guryexy:
BHINENEHnS
§ Fuctory; ¢ Rogletersd Office;
CIN; LSR0GIGTERLCI 73077 CIN: LZEROG1 926PLETTIONT
Pt Mo 218 - 114, GHC moustial Exiate 00, smoon Mall Star india Bazar Bubding,
Faroil - 394 736, Bbaroch, Gujsrst Opp. Jotryut BATS Sutelite,

& YUY 2645 JT2ATY ) THA ) M TTRAV 136

& [bopd pencli bebanma com

Kunedstad - 380015, G, India.




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

L5

' {Zmnmm@m 95.0% « 105.0% sin 3axmnenol kinsxocTi BHyTpitbs 48,84
cunpcandiny, robTo 8in 47.5 mrimafnerky au 52.5 | monorpadis, urfrabneTiy
myimaBnerky. BO 1D
Ass mepsriny npudamnoci.

90,0 % « 110.0% sig sanmpenol xinkkocri
cunackapiny, robro Bia 45,0 mrirabnerxy a0 55.0
srirafinerxy.
Related substances Any unspecified impurity ~ not more than 6.2% p9, HPLC, in- 0.03 %
Total amount of impurities - not more than 0.5 % house
monograph, 0.13%
BP* I D
Cymyrui sotimsu Byas-nxi wetaennnjuxosusa aomitgsa — pe Sinse | 0.9, BEPX 0.03 %
0,2% BHYTPiLIRN '
Jarannis KUTLXICTh Aomitoox — ne Gineioe 0,5 % - stenorpadin, 0.13 %
59”11 D
Microblolopical purity | In the product it is accepted: p-10, Ph. Eur.*,
tutal aerobic microbial count (TAMC) 8 2.6.12, Complics
not more than 1000 CFUY; 2613
total yeasts and moulds count (TYMC) - not more | USP*, <612, Complics
than 100 CFU/g. 62>
Not allowed E. Coli in | g of product Complies
Mixpobionorivun B npenapuri aonyexsetect: n. 19,
SHCTOTA saranbise yneno sepoliumx wikpooprasiauia €%, p. 26.12, Bianosiase
(TAMC) - re Sinstre 1000 KY Oir; 26.13
IACAMLIC MHCI0 SPIAIROBHX Ta nuicimmmx rpulis | G CLHIAY, Bianosinac
(TYMC) — e Ginste 100 KYOrr, 61>, <hT>
He ponyeraereea E. Coli o | r npenapary Bianosinoe
* Current edition. /' [lsoue suzanns,
Labelling: Should correspondd to the registered labelling. Complies
Mapxysaunn: ITosxaao BizOOEY CTPOBEHD RAEAEND, Bianosinse
Packaging: Should correspond to the reguirements of MQC. Complics
Naxysanun: Flossimo sianosiasm esMoray MKCH. Bianosiane
® Factory. ¥ Pugisteced Office:
CIM; L24IB0G AT RLEY 7207 CIN: L2A390G1976PLCT 73077

Plot No 218 - 219, GOC Industriad Eshate
Fanoli ~ 396 116, Bharuch, Gujant.
t +UT 2048 2TZ 4V £ TBA 7 A FPR3 ) 335
o Joopl paooligibphame oo

0T, Incoe Mal, St inda Bazer Buiding
Opp. Jeahpor BRTE Sswdig,
Arenegabed - SBGGTS, Gujenss, ek,




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J, B, CHEMICALS & PHARMACEUTICALS LUIMITED

I hereby ceniify that the abuve information & anthentic and uccurste. This bateh of product has been
manufactured, including packaginglabelling and guallty comrol analysis, at the above mentfoned sie in Jutl
compliance with the GMP requirenents of the locat Reguiatory Authority ond with the specifivarion avallable in
registration dossier. Protocels of bawck processing, packaging and analysis records were reviewed and found to be in
compliance with GMP, 1 hereby confirm that all prodaction stages for this batch of finished product were carvied out
in full complinnce with the reguirements specified in the current GMP guldelines approved by the Ministry of Health
of Uhkraine,

Ios & 3acelduyio, wio nasedens sue indopamagin ¢ docmveipionw ma monow. Lo cepln HpodYKRIT Byao
SNPOERENO (EXAONRIDNR RTKPEINIA/MAPKISRINI] W0 Bposedens Konwpats I arocmd ne soueyrNavenil divsnni
¥ moswill sidnodldnocnd 3 sumozam GMP, SOMANORAEHUME MICRECNN PCIIAMOPHEN OPIONCH, & MOKUN
sidnosidne du cnewudinoyit, mo sicmamsca ¢ peecmpaniiinemy docee. Jipomoraas Qupolnuimen, RAXySaRR ma
asanisis Span mEPELIANYING A acmanoneno eldnosiduicms GMP. Hum niomeepdcymw, wo eci supobnui cmadil
aun gie¥ cepll zomonol mpodysnii byan 30iGcnent & nownifi sidnosidnocntl 3 SUMOSIME, JORANENIMN & NG
wacrusedl ¥ GMP, ramsepdycenili Mindcmepomeon oxopons opos’s Yrpalun,

Name and position of person responsible for the amalysis: | Mr, Yagnesh K. Trivedi, Sr. Manager QC
[lpizamute va nocazs ocofis, sto bitnonisac 3a awais; | Hricu K. Tpiseal, Cr. Meuepuep K8
Signatore of person responsible Tor analysis:
Miansc ocoda, mo signoniaac 12 susaiy :
Name and position of person responsible for batch release: | Hasmukh Jaysinh Arya
Dipissnme T2 nocaza ocobu, me sianosizac 33 pnuyex cepll: | Manager Quality Assursnce
' Xacnyx ,.!amﬁcm Aps

Signature of person responsible for batch rolesse:
Nianue ocolu, uio siznopiasc 3a sunyce ceplls
Date of signature:

Aata slanucanng:

4‘0‘1

] ITIB
J AN EE

\\\\\\\

/)
>

¢ Fariwy: ¥ Hagisterpd Offica:

i L2000 NS TP 30Ty Tl L4303 G76PLCI 700 7Y
Plot No 274 - 319, GIIC Freuainial Estats B2, Saoon Mull Star Indin Bazac Buiidng,
Paned) - 334 716, Eharach, Gujara G, JoBpur BRTS Satelite, mmwmmm
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UNIQUE PHARMACEUTICAL LABORATORIES

A Divigion of J. B. CHEMICALS & PH M?‘MEUIICAL% LIMITED

. GOOD PEOPLE
for GOOD HEALTH

@

” cdﬁi; o S 3y %
{‘“t:rxmgtﬁiw Ne:

BATCH CERTIFICATE
v . CEPTH®IRAT HA CEPIIG
Product name: | NMOVAGRA EURO Manufacturing country: | India
Haaga apogyeniiz | HOBAPPA €BPO 4 Kpaina-srpobums: Inain
Pharmaceutical form, dosage: | film-coated tablets, 100 mg " ,
i V : . s , License No.
Hiraposka dopsn, | wadaerwn, agputi piainkosno obosouroe, : . .
, JHuewsis Ne:
aosyeasuna: | ao 100 mr
Strength/potency: | 1 tablet contaiuy sildenafil citrate equivalent to 100 mg of sildenaiil
Cuna giVascrneaicrs: | 1 rafisersa sicrurs cavmenmdiny urepary expisagenyno 100 sy cangenadiny
Type and size of 4 film-coated tableis in a blister, 1 blister in a cardboard box with Ukrainian

packaging: and English languages labeling
Bua i poswsip | no 4 Tabacres, sepaviid nnisxoson sboaonkow, ¥ Gaicrepi, no 1 Haicrepy ¥

G/1430

ynakuum: KAPTOWEiE oopoiu 3 mupkyBainaM YEPANCER 0 T3 auralicekon Mosamn
Batch No: | o000 60014 Batch size: | 10709 Boxey
Lepiv Ni: Posmip cepils wopobos
Mam;fwm‘ring date: 0672026 ? F‘xplry dgte: 052029
Jara pupobnunrea; Pepm. npri.; ,
Registration certificate: UASTOT01AS E}i??llmtw&“ from: 04.10.2018
Pecerpaniiine nocainuenna: Heofimewene 3t

Magufscturer: | Unique Pharmaceutical Laboratories (a division of J. B, Chemicals &
Pharmaceaticals Ltd. ), Plot No, 215219, G.LD.C., Industrial Arey, Panoli -
344 116, Dist, Bharuch, Indis

Bapoteni:  Buis Tapsacwivrisan JTadoparopis (sbadacuus gipsw «Tac. B. Kesivamp
eua Dapyracswrmean: Jdrae ), doasaws No 215219, i, Ak, 6. Ci

| Inpacrplan Epin, Tasoal - 394 116, oxpyr Bxapyx, Ingin

Certilicate of GMP compliance No.: . Valid till: :
Ceprudivar ninponigmocri HBI Ne; 050/2026/GMP Jiscunl a0 aLl ,LJIEIQS

Analysis procedure results /

Pesyan 1o nponeinen s aniay
Yo - METHODS OF :
REQU&EMEN?&A’ . | CONTROL/ Riblfiﬁ"ﬁ!
BHMOIH ! o METOAU | P EIVIRTATH
TOKAZ B G e RORTROIRON i TR
Appearange Purple-red color, ‘lxiangzxim @émpv:. biconvex film- | p, visually Comnlics
coated tablets inseribed with 7 1007 on_one side ‘ ‘ OrmpEies
Qe Ty privpHo-HEPROHOTG KOILODY TRMKYTHUT (hopsi | .1, nésyasnse
OGSV BEPEETE BTGB aG0NaHKDH) Bimnonduae
Tafaerey, 1w 00 9 oo Bony
Averafe weight of O3 0mgs 5 % p, B XN G 636,50 mg
tnblets
Coprans wacs BRI ek 5 % LIS A M
Tabaerow g *
9 foctory: ¢ Bagiziured Difee:
Tl LSS T OTEPLE DRITY M LIS ARG 97 PLE T IA0T 7
Plot Mo 18 - 395, QI Indhastrisd Latass U, baocey Mall Star ledie Bagw Buildag,
Fannd - 304 114, Bhaub, Sujaent, Opp. st BRTES Salibig wm dw; Mem}m aggm

& #RY 20A6 LIS U2 S VU8 S 3NN PRE 33k #rensdiabad - SOE Supwin, e Frnbbaded Mumibie - J000E,

@ hepl aandiibphema s LR P G wwer fhabarsacom



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

ARG i
Average weight of 36 0meg«£5% p2, BP* XL G —
sk _ - M12mg
Cepenus Macs J8.0ur+ 3 % 2, GO, XL G
1alscron 328 mr
Uniformity of mass Mass of not move than two tablets, may deviate p3, BP* XIIG
from the averape mass by more than 5 %%, and nons Complies
- by mre than 1086
Oawopiawicry macs Maca e Giasiire nix toox Tafnerok, Moxe nJ3, bo*, Xi
pimarurHes ein cepeannol Macy Gumwe nikea s | G Bianosizac
% i aoama — e Bitswoe win 1a 10%
Uniformity of dosage | Acceptance value (AV) < 15 pd, in-house
unity monogrugh, 3%
» USP* <905
O anopiyaicys Yricao npniliarinoct (AV) s 15 n.4, aRyTpimAEs
AOIOBRIUR DANHNILL MOHOTpADIS, 33%
v D.CHIA* <905
ldentification Retention time of principal peaks in chromatograms | p.3, HFLC, in-
Sildenafil of the test and the standard solutfons, obtained in | house Complics
the “Assay” test should coincide. monograph, '
BP* I D
Inenrndixania Yae yipuMyBaHHa OCHORHMX HIKiE HI ! .5, BEPX
Cunperaddn XPOMBTOTPANAN Ao | condapmnosy | BHYTPIEHS Binnosimac
poRasia, OTPEMARNEX B poaain s Kinxicme sonorpadis,
B HAERIB BOBKHEH CTRMANATIE B HID
Dissolution Not less than 80 % (Q) of label claim of sildenafil | p.6, USP® o8 %
should dissolve during 45 minutes. <M1=
Poavnwenny He seere B0 % () ein 2su0ew07 XinskocTi 16, B.CUIA*
crAneHadiny DOBHHHO PUITHHITICE npoTaroM 45 | <711 98 %
KBHNKH,
gw) w {in Nex more than 30 minutes. pr.BEL KA L o
| Poanananas (y poai) He Siansise sis 30 Xxnsms. 7, 60% XILA| 345 0cex
Assay For realive: p.8, HPLC,
Sildenafil 95,104 « 105.0% of label ¢laim of sildenafl], ie. in-house
47.5 mgitablet to 52.5 mg/tablet. monogragh, 971.7%
For shelf life: BP4, 11D 48.34 mg/tablet
90.0 %% - 110.0-% of label cluim of sildenafil, i.e .
45,0 my/tablel to 550 migtablet. [
Klusxicne Slew gumyexy: 1.5 X
LY it L
§ Fuctory; ¢ Rogistersd Dffcs:
CIN; LASR0GIGTERLCY 73077 CIN: L2A3505J1 976PLET RGTY
Pl N0 215 - 214, GHC Tcurtrial Estate 30, ssoan Malf Star india Giear Bubiding,
Poroll - 394 736, Barach, Gujerat Opp. Jotirgit BATS Sutslite,

& YUY 2645 JT2ATY ) THA ) M TTRAV 136

& [bopd pencli bebanma com

Kunedstad - 380015, G, India.




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

il L5

e

- Cunnenadin 95.0% - 105,0% sin 3asmnenol kinnxocri BHYTpititi 48,84
cunpcandiny, robTo 8in 47.5 mrimafnerky au 52.5 | monorpadis, urfrabneTiy
myimaBnerky. BO 1D
Ass mepaciny npudamuocint
90,0 % « 110.0% sig sanmpenol xinkkocri
cunackapiny, robro sia 45.0 ariraboersy oo 55.0
srirafinerxy.

Related substances Any unspecified impurity ~ not more than 6.2% p9, HPLC, in- 0.03 %
Total amount of impurities - not more than 0.5 % house
monograph, 0.13%
BP* I D
Cymyrui sotimsu Byas-nxi wetaennnjuxosusa aomitgsa — pe Sinse | 0.9, BEPX 0.03 %
0,2% BHYTPiLIRN '
Jarannis KUTLXICTh Aomitoox — ne Gineioe 0,5 % - stenorpadin, 0.13 %
59”11 D
Microblolopical purity | In the product it is accepted: p-10, Ph. Eur.*,
tutal aerobic microbial count (TAMC) 8 2.6.12, Complics
not more than 1000 CFUY; 2613
total yeasts and moulds count (TYMC) - not more | USP*, <612, Complics
than 100 CFU/g. 62>
Not allowed E. Coli in | g of product Complies
Mixpobionorivun B npenapuri aonyexsetect: n. 19,
SHCTOTA saranbise yneno sepoliumx wikpooprasiauia €%, p. 26.12, Bianosiase
(TAMC) - re Sinstre 1000 KY Oir; 26.13
IACAMLIC MHCI0 SPIAIROBHX Ta nuicimmmx rpulis | G CLHIAY, Bianosinse
(TYMC) —~ ie Ginste 100 KY'Orr, 41>, B>
He ponyeraereea E. Coli o | r npenapary Bianosinoe
* Current edition. /' [lsoue suzanns,
Labelling: Should correspondd to the registered labelling. Complies
_ Mapiysaunn: MMosxHso BiSNOB{IATH JAPOLCTPOBSAHOMY NEDIKY BAHIDO, Bianosinse
Puckaging: Shouid correspond to the requiremenits ol MQC. Complics
Naxysanun: Flossimo sianosiasm esMoray MKCH. Bianosiane
9 Factory. ¥ Regiviened Office:
CIM; L24IB0G AT RLEY 7207 CIN: L2A390G1976PLCT 73077
Pict No 215 - 219, GIOC Indusestaf Estane 203, lscon Mak, Star g Bazer Buiding
Fanoli ~ 396 116, Bharuch, Gujant. Opp. Jeahpor BRTE Sswdig,

t +UT 2048 2TZ 4V £ TBA 7 A FPR3 ) 335 ArrRGahed - SBGGTS, Gujenst, Wekn,
& opl prooligibphama e




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J, B, CHEMICALS & PHARMACEUTICALS LUIMITED

I hereby ceniify that the abuve information & anthentic and uccurste. This bateh of product has been
manufactured, including packaginglabelling and quallty comrol analysis, at the above mentioned sie in Jull
compliance with the GMP requirenents of the locat Reguiatory Authority ond with the specifivarion avallable in
registration dossier. Protocels of bawck processing, packaging and analysis records were reviewed and found to be in
compliance with GMP, 1 hereby confirm that all prodaction stages for this batch of finished product were carvied out
in full complinnce with the reguirements specified in the current GMP guldelines approved by the Ministry of Health
of Ukraine,

Ios & 3acelduyio, wio nasedens sue indopamagin ¢ docmveipionw ma monow. Lo cepln HpodYKRIT Byao
SNPOERENO (EXAONRIDNR RTKPEINIA/MAPKISRINI] W0 Bposedens Konwpats I arocmd ne soueyrNavenil divsnni
¥ moswill sidnodldnocnd 3 sumozam GMP, SOMANORAEHUME MICRECNN PCIIAMOPHEN OPIONCH, & MOKUN
sldnagione do cnawdinonii, nio sicmunscs ¢ peccmpaiiiinemy docre. Hpomokonu SupoSKuLmen, HOXYEQHIR M
auanizie Span nepezianyme ma scmanosreno eidnoslonicms GMP, Hum nidmeepdncym, wp eci supobnuyi cmadil
aun gie¥ cepll zomonol mpodysnii byan 30iGcnent & nownifi sidnosidnocntl 3 SUMOSIME, JORANENIMN & NG
wacrusedl ¥ GMP, ramsepdycenili Mindcmepomeon oxopons opos’s Yrpalun,

Name and position of person responsible for the amalysis: | Mr, Yagnesh K. Trivedi, Sr. Manager QC
[lpizamute va nocazs ocofis, sto bitnonisac 3a awais; | Hricu K. Tpiseal, Cr. Meuepuep K8
Signatore of person responsible Tor analysis:
Miansc ocoda, mo signoniaac 12 susaiy :
Name and positian of person responsible for batch release: | Hasmukh Jaysinh Arya
Dipissnme T2 nocaza ocobu, me sianosizac 33 pnuyex cepll: | Manager Quality Assursnce
Xacmyx [bsaticin Apa

JabeaneugHna AKOCTI MeneDReps

Signatare of person responsible for batch rolesse:
Nianue ocolu, uio siznopiasc 3a sunyce ceplls

Date of signature: v
Jara nlanucannn: m ’ W% v

¢ Fucuwy: ¢ Hagisterad Offico: L1 Woik )
CIN: 2435001 TEPLET 13017 Il L2005 976RC179077 \ Y ey
Piot No 278+ 399, GIC ¥nckaitriel Estats 30 fsvon Sdall. Star India Bazar Bubidng, %
Panci) - 394 776, Ebanuch, Gujarat Opp. kudpur BRTS Satefive, v _ 2k S

G WHET68E IR AT F TRA S 304 TR 7 335 Aterredabad - 380015 Sujar, Indis Prablradevi Mumbs: < 400025,

% [brad pamchiijboharma.com \ 491 22 2439520075500 ‘ wewew jbphaerma com



UNIQUE PHARMACEUTICAL LABORATORIES

A Divigion of J. B. CHEMICALS & PH M?‘MEUIICAL% LIMITED

. GOOD PEOPLE
for GOOD HEALTH

@

” cdﬁi; o S 3y %
{‘“t:rxmgtﬁiw Ne:

BATCH CERTIFICATE
v . CEPTH®IRAT HA CEPIIG
Product name: | NMOVAGRA EURO Manufacturing country: | India
Haaga apogyeniiz | HOBAPPA €BPO 4 Kpaina-srpobums: Inain
Pharmaceutical form, dosage: | film-coated tablets, 100 mg " ,
i V : . s , License No.
Hiraposka dopsn, | wadaerwn, agputi piainkosno obosouroe, : . .
, JHuewsis Ne:
aosyeasuna: | ao 100 mr
Strength/potency: | 1 tablet contaiuy sildenafil citrate equivalent to 100 mg of sildenaiil
Cuna giVascrneaicrs: | 1 rafisersa sicrurs cavmenmdiny urepary expisagenyno 100 sy cangenadiny
Type and size of 4 film-coated tableis in a blister, 1 blister in a cardboard box with Ukrainian

packaging: and English languages labeling
Bua i poswsip | no 4 Tabacres, sepaviid nnisxoson sboaonkow, ¥ Gaicrepi, no 1 Haicrepy ¥

G/1430

ynakuum: KAPTOWEiE oopoiu 3 mupkyBainaM YEPANCER 0 T3 auralicekon Mosamn
Batch No: | o000 60014 Batch size: | 10709 Boxey
Lepiv Ni: Posmip cepils wopobos
Mam;fwm‘ring date: 0672026 ? F‘xplry dgte: 052029
Jara pupobnunrea; Pepm. npri.; ,
Registration certificate: UASTOT01AS E}i??llmtw&“ from: 04.10.2018
Pecerpaniiine nocainuenna: Heofimewene 3t

Magufscturer: | Unique Pharmaceutical Laboratories (a division of J. B, Chemicals &
Pharmaceaticals Ltd. ), Plot No, 215219, G.LD.C., Industrial Arey, Panoli -
344 116, Dist, Bharuch, Indis

Bapoteni:  Buis Tapsacwivrisan JTadoparopis (sbadacuus gipsw «Tac. B. Kesivamp
eua Dapyracswrmean: Jdrae ), doasaws No 215219, i, Ak, 6. Ci

| Inpacrplan Epin, Tasoal - 394 116, oxpyr Bxapyx, Ingin

Certilicate of GMP compliance No.: . Valid till: :
Ceprudivar ninponigmocri HBI Ne; 050/2026/GMP Jiscunl a0 aLl ,LJIEIQS

Analysis procedure results /

Pesyan 1o nponeinen s aniay
Yo - METHODS OF :
REQU&EMEN?&A’ . | CONTROL/ Riblfiﬁ"ﬁ!
BHMOIH ! o METOAU | P EIVIRTATH
TOKAZ B G e RORTROIRON i TR
Appearange Purple-red color, ‘lxiangzxim @émpv:. biconvex film- | p, visually Comnlics
coated tablets inseribed with 7 1007 on_one side ‘ ‘ OrmpEies
Qe Ty privpHo-HEPROHOTG KOILODY TRMKYTHUT (hopsi | .1, nésyasnse
OGSV BEPEETE BTGB aG0NaHKDH) Bimnonduae
Tafaerey, 1w 00 9 oo Bony
Averafe weight of O3 0mgs 5 % p, B XN G 636,50 mg
tnblets
Coprans wacs BRI ek 5 % £36,50 ser
Tabacrex . *
9 foctory: ¢ Bagiziured Difee:
Tl LSS T OTEPLE DRITY M LIS ARG 97 PLE T IA0T 7
Plot Mo 18 - 395, QI Indhastrisd Latass U, baocey Mall Star ledie Bagw Buildag,
Fannd - 304 114, Bhaub, Sujaent, Opp. st BRTES Salibig wm dw; Mem}m aggm

& #RY 20A6 LIS U2 S VU8 S 3NN PRE 33k #rensdiabad - SOE Supwin, e Frnbbaded Mumibie - J000E,

@ hepl aandiibphema s LR P G wwer fhabarsacom



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

ARG i
Average weight of 36 0meg«£5% p2, BP* XL G —
tablets _ | 3129 mg
Cepenus Macs J8.0ur+ 3 % 2, GO, XL G
1lserox IN2D Mr
Uniformity of mass Mass of not move than two tablets, may deviate p3, BP* XIIG
from the averape mass by more than 5 %%, and nons Complies
- by mre than 1086
Oawopiawicry macs Maca e Giasiire nix toox Tafnerok, Moxe nJ3, bo*, Xi
pimarurHes ein cepeannol Macy Gumwe nikea s | G Bianosizac
% i aoama — e Bitswoe win 1a 10%
Uniformity of dosage | Acceptance value (AV) < 15 pd, in-house
unity monogrugh, 3%
» USP* <905>
O anopiyaicys Yricao npniliarinoct (AV) s 15 n.4, aRyTpimAEs
AOIOBRIUR DANHNILL MOHOTpADIS, 33%
v D CILIA* <9054
ldentification Retention time of principal peaks in chromatograms | p.3, HFLC, in-
Sildenafil of the test and the standard solutfons, obtained in | house Complics
the “Assay” test should coincide. monograph, '
BP* I D
Inenrndixania Yae yipuMyBaHHa OCHORHMX HIKiE HI ! .5, BEPX
Cunperaddn XPOMBTOTPANAN Ao | condapmnosy | BHYTPIEHS Binnosimac
poRasia, OTPEMARNEX B poaain s Kinxicme sonorpadis,
B HAERIB BOBKHEH CTRMANATIE B HID
Dissolution Not less than 80 % (Q) of label claim of sildenafil | p.6, USP® 58 %
should dissolve during 45 minutes. <M1=
Poavnwenny He seere B0 % () ein 2su0ew07 XinskocTi 16, B.CUIA*
crAneHadiny DOBHHHO PUITHHITICE npoTaroM 45 | <711 98 %
XBHNKH,
?:;W. {in Nat more than 30 minutes. p.7. BP*, XA .
| Pownanamas (y soni) | He Sinnioe wis 30 xpaumies. 7. 60% XILA| 3.5 0cex
Assay For realive: p.8, HPLC,
Sildenafil 95,104 « 105.0% of label ¢laim of sildenafl], ie. in-house
47.5 mgitablet to 52.5 mg/tablet. monogragh, 971.7%
For shelf life. BP, 1D 48.34 my/tablet
90.0 %% - 110.0-% of label cluim of sildenafil, i.e
45,0 mg'tablel to 554 mglablel.
Klanxicue Aen guryexy:
BHINENEHnS
§ Fuctory; ¢ Rogletersd Office;
CIN; LSR0GIGTERLCI 73077 CIN: LZEROG1 926PLETTIONT
Pt Mo 218 - 114, GHC moustial Exiate 30, smean Mall, Star indix Gaear Bulding,
Faroil - 394 736, Bbaroch, Gujsrst Opp. Jotryut BATS Sutelite,

& YUY 2645 JT2ATY ) THA ) M TTRAV 136

& [bopd pencli bebanma com

Kunedstad - 380015, G, India.




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

28

' {Zmnmm@m 95.0% « 105.0% sin 3axmnenol kinsxocTi BHyTpitbs 48,84
cunpcandiny, robTo 8in 47.5 mrimafnerky au 52.5 | monorpadis, urfrabneTiy
myimaBnerky. BO 1D
Ass mepsriny npudamnoci.

90,0 % « 110.0% sig sanmpenol xinkkocri
cunackapiny, robro Bia 45,0 mrirabnerxy a0 55.0
srirafinerxy.
Related substances Any unspecified impurity ~ not more than 6.2% p9, HPLC, in- 0.03 %
Total amount of impurities - not more than 0.5 % house
monograph, 0.13%
BP* I D
Cymyrui sotimsu Byas-nxi wetaennnjuxosusa aomitgsa — pe Sinse | 0.9, BEPX 0.03 %
0,2% BHYTPiLIRN '
Jarannis KUTLXICTh Aomitoox — ne Gineioe 0,5 % - stenorpadin, 0.13 %
59”11 D
Microblolopical purity | In the product it is accepted: p-10, Ph. Eur.*,
tutal aerobic microbial count (TAMC) 8 2.6.12, Complics
not more than 1000 CFUY; 2613
total yeasts and moulds count (TYMC) - not more | USP*, <612, Complics
than 100 CFU/g. 62>
Not allowed E. Coli in | g of product Complies
Mixpobionorivun B npenapuri aonyexsetect: n. 19,
SHCTOTA saranbise yneno sepoliumx wikpooprasiauia €%, p. 26.12, Bianosiase
(TAMC) - re Sinstre 1000 KY Oir; 26.13
IACAMLIC MHCI0 SPIAIROBHX Ta nuicimmmx rpulis | G CLHIAY, Bianosinac
(TYMC) — e Ginste 100 KYOrr, 61>, <hT>
He ponyeraereea E. Coli o | r npenapary Bianosinoe
* Current edition. /' [lsoue suzanns,
Labelling: Should correspondd to the registered labelling. Complies
Mapxysaunn: ITosxaao BizOOEY CTPOBEHD RAEAEND, Bianosinse
Packaging: Should correspond to the reguirements of MQC. Complics
Naxysanun: Flossimo sianosiasm esMoray MKCH. Bianosiane
® Factory. ¥ Pugisteced Office:
CIM; L24IB0G AT RLEY 7207 CIN: L2A390G1976PLCT 73077

Plok No 215 - 219, GIOC industniad Estate

Fanoli ~ 396 116, Bharuch, Gujant.

4 497 2648 272 477 £ 784 ) 304 [7B3 ) 335

& opl prooligibphama e

0T, Incoe Mal, St inda Bazer Buiding
Opp. Jeahpor BRTE Sswdig,
Arenegabed - SBGGTS, Gujenss, ek,




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J, B, CHEMICALS & PHARMACEUTICALS LUIMITED

I hereby ceniify that the abuve information & anthentic and uccurste. This bateh of product has been
manufactured, including packaginglabelling and guallty comrol analysis, at the above mentfoned sie in Jutl
compliance with the GMP requirenents of the locat Reguiatory Authority ond with the specifivarion avallable in
registration dossier. Protocels of bawck processing, packaging and analysis records were reviewed and found to be in
compliance with GMP, 1 hereby confirm that all prodaction stages for this batch of finished product were carvied out
in full complinnce with the reguirements specified in the current GMP guldelines approved by the Ministry of Health
of Uhkraine,

Ios & 3acelduyio, wio nasedens sue indopamagin ¢ docmveipionw ma monow. Lo cepln HpodYKRIT Byao
SNPOERENO (EXAONRIDNR RTKPEINIA/MAPKISRINI] W0 Bposedens Konwpats I arocmd ne soueyrNavenil divsnni
¥ moswill sidnodldnocnd 3 sumozam GMP, SOMANORAEHUME MICRECNN PCIIAMOPHEN OPIONCH, & MOKUN
sidnosidne du cnewudinoyit, mo sicmamsca ¢ peecmpaniiinemy docee. Jipomoraas Qupolnuimen, RAXySaRR ma
asanisis Span mEPELIANYING A acmanoneno eldnosiduicms GMP. Hum niomeepdcymw, wo eci supobnui cmadil
aun gie¥ cepll zomonol mpodysnii byan 30iGcnent & nownifi sidnosidnocntl 3 SUMOSIME, JORANENIMN & NG
wacrusedl ¥ GMP, ramsepdycenili Mindcmepomeon oxopons opos’s Yrpalun,

Name and position of person responsible for the amalysis: | Mr, Yagnesh K. Trivedi, Sr. Manager QC
[lpizamute va nocazs ocofis, sto bitnonisac 3a awais; | Hricu K. Tpiseal, Cr. Meuepuep K8
Signatore of person responsible Tor analysis:
Miansc ocoda, mo signoniaac 12 susaiy :
Name and position of person responsible for batch release: | Hasmukh Jaysinh Arya
Dipissnme T2 nocaza ocobu, me sianosizac 33 pnuyex cepll: | Manager Quality Assursnce
' Xacnyx ,.!amﬁcm Aps

Signature of person responsible for batch rolesse:
Nianue ocolu, uio siznopiasc 3a sunyce ceplls
Date of signature:

Aata slanucanng:

PATH

~N \Loe\nansn,
3o o

® Factary: ¥ Wagisteend Office: T e

i L2000 NS TP 30Ty Tl L4303 G76PLCI 700 7Y
Plot No 274 - 319, GIIC Freuainial Estats B2, Saoon Mull Star Indin Bazac Buiidng, :
Paned) - 334 716, Eharach, Gujara G, JoBpur BRTS Satelite, mmwmmm

G WHET68E IR AT F TRA S 304 TR 7 335 Aterredabad - 380015 Sujar, Indis Prablvadivi Mumbe < 40658,

& fbugk panhigibobarmacom L 91 2 2439520075500




UNIQUE PHARMACEUTICAL LABORATORIES

A Divigion of J. B. CHEMICALS & PH M?‘MEUIICAL% LIMITED

. GOOD PEOPLE
for GOOD HEALTH

@

” cdﬁi; o S 3y %
{‘“t:rxmgtﬁiw Ne:

BATCH CERTIFICATE
v . CEPTH®IRAT HA CEPIIG
Product name: | NMOVAGRA EURO Manufacturing country: | India
Haaga apogyeniiz | HOBAPPA €BPO 4 Kpaina-srpobums: Inain
Pharmaceutical form, dosage: | film-coated tablets, 100 mg " ,
i V : . s , License No.
Hiraposka dopsn, | wadaerwn, agputi piainkosno obosouroe, : . .
, JHuewsis Ne:
aosyeasuna: | ao 100 mr
Strength/potency: | 1 tablet contaiuy sildenafil citrate equivalent to 100 mg of sildenaiil
Cuna giVascrneaicrs: | 1 rafisersa sicrurs cavmenmdiny urepary expisagenyno 100 sy cangenadiny
Type and size of 4 film-coated tableis in a blister, 1 blister in a cardboard box with Ukrainian

packaging: and English languages labeling
Bua i poswsip | no 4 Tabacres, sepaviid nnisxoson sboaonkow, ¥ Gaicrepi, no 1 Haicrepy ¥

G/1430

ynakuum: KAPTOWEiE oopoiu 3 mupkyBainaM YEPANCER 0 T3 auralicekon Mosamn
Batch No: | o000 60014 Batch size: | 10709 Boxey
Lepiv Ni: Posmip cepils wopobos
Mam;fwm‘ring date: 0672026 ? F‘xplry dgte: 052029
Jara pupobnunrea; Pepm. npri.; ,
Registration certificate: UASTOT01AS E}i??llmtw&“ from: 04.10.2018
Pecerpaniiine nocainuenna: Heofimewene 3t

Magufscturer: | Unique Pharmaceutical Laboratories (a division of J. B, Chemicals &
Pharmaceaticals Ltd. ), Plot No, 215219, G.LD.C., Industrial Arey, Panoli -
344 116, Dist, Bharuch, Indis

Bapoteni:  Buis Tapsacwivrisan JTadoparopis (sbadacuus gipsw «Tac. B. Kesivamp
eua Dapyracswrmean: Jdrae ), doasaws No 215219, i, Ak, 6. Ci

| Inpacrplan Epin, Tasoal - 394 116, oxpyr Bxapyx, Ingin

Certilicate of GMP compliance No.: . Valid till: :
Ceprudivar ninponigmocri HBI Ne; 050/2026/GMP Jiscunl a0 aLl ,LJIEIQS

Analysis procedure results /

Pesyan 1o nponeinen s aniay
~ [METHODSOF ;
REQU&EMEN?S:’ o CONTROL / Riblfiﬁ’%!
BHMOTH ' ME!’QM B “S}TJIETA‘T H
TORA e e IKORTRONION il
Appearange Purple-red color, 'lziangzximlsémpu, biconvex film- | p, visually Comnlics
conted tablets inseribed with » 1007 on one side ‘ ‘ -
Ouue Ty privpHo-HEPROHOTG KOILODY TRMKYTHUT (hopsi | .1, nésyasnse
OGSV BEPEETE BTGB aG0NaHKDH) Bimnonduae
Tafaerey, 1w 00 9 oo Bony
2 05 1800 5 P b o i £ sk = .
M'imﬁ‘ weight of O3 Omgs 5% pd, BP=, XILG 635.50 mg
Ml}uﬁm
Ceprams e BAL0 M s 5% 36,50 88
Tabaeros o ’
§ Factory: ¥ Regintuned DBeg:
Cil: LSO OTEPLT PRITY M LA AGG 1 9 FLE T IR0T?
Plot Mo 18 - 395, QI Indhastrisd Latass U, baocey Mall Star ledie Bagw Buildag,
Fangh - 394 114, Bhpads, Sulwnt Opp. sochpist BRTS Sadedine swm uﬂ"ﬁ'}:} Memﬁm %%xm
& #RY 20A6 LIS U2 S VU8 S 3NN PRE 33k #rensdiabad - SOE Supwin, e Frnbbaded Mumibie - J000E,
wwer fhabarsacom

@ hepl aandiibphema s LoV dassnEnnsan



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

Alse s nty . ;
Average weight of 36 0meg«£5% p2, BP* XILG —
tablets _ | 3129 myg
Cepenus Macs J8.0ur+ 3 % 2, GO, XL G
1lserox 322 mr
Uniformity of mass Mass of not move than two tablets, may deviate p3, BP* XIIG
from the averape mass by more than 5 %%, and nons Complies
- by mre than 1086
Oawopiawicry macs Maca e Giasiire nix toox Tafnerok, Moxe nJ3, bo*, Xi
pimarurHes ein cepeannol Macy Gumwe nikea s | G Bianosizac
% i aoama — e Bitswoe win 1a 10%
Uniformity of dosage | Acceptance value (AV) < 15 pd, in-house
unity monogrugh, 3%
» USP* <905>
O anopiyaicys Yricao npniliarinoct (AV) s 15 n.4, aRyTpimAEs
AOIOBRIUR DANHNILL MOHOTpADIS, 33%
v D CILIA* <9054
ldentification Retention time of principal peaks in chromatograms | p.3, HFLC, in-
Sildenafil of the fesf and the standard solutions, obtained in | houso Complics
the “Assay™ test should coinclde. monograph, '
BP* I D
Inenrndixania Yae yipuMyBaHHa OCHORHMX HIKiE HI ! .5, BEPX
Cunperaddn XPOMBTOTPANAN Ao | condapmnosy | BHYTPIEHS Binnosimac
poRasia, OTPEMARNEX B poaain s Kinxicme sonorpadis,
B HAERIB BOBKHEH CTRMANATIE B HID
Dissolution Not less than 80 % (Q) of label claim of sildenafil | p.6, USP® 58 %
should dissolve during 45 minutes. <M1=
Poavnwenny He seere B0 % () ein 2su0ew07 XinskocTi 16, B.CUIA*
crAneHadiny DOBHHHO PUITHHITICE npoTaroM 45 | <711 98 %
KBHNHH,
?:;W. {in Nat more than 30 minutes. p.7. BP*, XA .
| Pownanamas (y soni) | He Sinnioe wis 30 xpaumies. 7. 60% XILA| 3.5 0cex
Assay For realive: p.8, HPLC,
Sildenafil 95,104 « 105.0% of label ¢laim of sildenafl], ie. in-house
47.5 mgitablet to 52.5 mg/tablet. monogragh, 971.7%
For shelf life: BP, 1D 48.34 my/tablet
90.0 % - 110.0:% of label cluim of sildenadil, i = ST
45,0 mg'tablel to $5.0 mgtabla. k\\\
Klanxicne Jlen gumyeny: e
BHINENEHnS
§ Fuctory; ¢ Rogletersd Office;
CIN; LSR0GIGTERLCI 73077 CIM: L2061 S76PLCTTINNT
Pt No 21§ - 2149, BIHC wcusinial Extate 302, smcan Mal, Star india Gacar Bulidng,
Faroil - 394 736, Bharoch, Gujsrat Opp. Jotirgut BATS Sulefite,

& YUY 2645 JT2ATY ) THA ) M TTRAV 136

& [bopd pencli bebanma com

Kunedstad - 380015, G, India.




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

il L5

e

- Cunnenadin 95.0% - 105,0% sin 3asmnenol kinnxocri BHYTpititi 48,84
cunpcandiny, robTo 8in 47.5 mrimafnerky au 52.5 | monorpadis, urfrabneTiy
myimaBnerky. BO 1D
Ass mepaciny npudamuocint
90,0 % « 110.0% sig sanmpenol xinkkocri
cunackapiny, robro sia 45.0 ariraboersy oo 55.0
srirafinerxy.

Related substances Any unspecified impurity ~ not more than 6.2% p9, HPLC, in- 0.03 %
Total amount of impurities - not more than 0.5 % house
monograph, 0.13%
BP* I D
Cymyrui sotimsu Byas-nxi wetaennnjuxosusa aomitgsa — pe Sinse | 0.9, BEPX 0.03 %
0,2% BHYTPiLIRN '
Jarannis KUTLXICTh Aomitoox — ne Gineioe 0,5 % - stenorpadin, 0.13 %
59”11 D
Microblolopical purity | In the product it is accepted: p-10, Ph. Eur.*,
tutal aerobic microbial count (TAMC) 8 2.6.12, Complics
not more than 1000 CFUY; 2613
total yeasts and moulds count (TYMC) - not more | USP*, <612, Complics
than 100 CFU/g. 62>
Not allowed E. Coli in | g of product Complies
Mixpobionorivun B npenapuri aonyexsetect: n. 19,
SHCTOTA saranbise yneno sepoliumx wikpooprasiauia €%, p. 26.12, Bianosiase
(TAMC) - re Sinstre 1000 KY Oir; 26.13
IACAMLIC MHCI0 SPIAIROBHX Ta nuicimmmx rpulis | G CLHIAY, Bianosinse
(TYMC) —~ ie Ginste 100 KY'Orr, 41>, B>
He ponyeraereea E. Coli o | r npenapary Bianosinoe
* Current edition. /' [lsoue suzanns,
Labelling: Should correspondd to the registered labelling. Complies
_ Mapiysaunn: MMosxHso BiSNOB{IATH JAPOLCTPOBSAHOMY NEDIKY BAHIDO, Bianosinse
Puckaging: Shouid correspond to the requiremenits ol MQC. Complics
Naxysanun: Flossimo sianosiasm esMoray MKCH. Bianosiane
9 Factory. ¥ Regiviened Office:
CIM; L24IB0G AT RLEY 7207 CIN: L2A390G1976PLCT 73077
Pict No 215 - 219, GIOC Indusestaf Estane 203, lscon Mak, Star g Bazer Buiding
Fanoli ~ 396 116, Bharuch, Gujant. Opp. Jeahpor BRTE Sswdig,

t +UT 2048 2TZ 4V £ TBA 7 A FPR3 ) 335 ArrRGahed - SBGGTS, Gujenst, Wekn,
& opl prooligibphama e




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J, B, CHEMICALS & PHARMACEUTICALS LUIMITED

I hereby ceniify that the abuve information & anthentic and uccurste. This bateh of product has been
manufactured, including packaginglabelling and guallty comrol analysis, at the above mentfoned sie in Jutl
compliance with the GMP requirenents of the locat Reguiatory Authority ond with the specifivarion avallable in
registration dossier. Protocels of bawck processing, packaging and analysis records were reviewed and found to be in
compliance with GMP, 1 hereby confirm that all prodaction stages for this batch of finished product were carvied out
in full complinnce with the reguirements specified in the current GMP guldelines approved by the Ministry of Health
of Uhkraine,

Ios & 3acelduyio, wio nasedens sue indopamagin ¢ docmveipionw ma monow. Lo cepln HpodYKRIT Byao
SNPOERENO (EXAONRIDNR RTKPEINIA/MAPKISRINI] W0 Bposedens Konwpats I arocmd ne soueyrNavenil divsnni
¥ moswill sidnodldnocnd 3 sumozam GMP, SOMANORAEHUME MICRECNN PCIIAMOPHEN OPIONCH, & MOKUN
sidnosidne du cnewudinoyit, mo sicmamsca ¢ peecmpaniiinemy docee. Jipomoraas Qupolnuimen, RAXySaRR ma
asanisis Span mEPELIANYING A acmanoneno eldnosiduicms GMP. Hum niomeepdcymw, wo eci supobnui cmadil
aun gie¥ cepll zomonol mpodysnii byan 30iGcnent & nownifi sidnosidnocntl 3 SUMOSIME, JORANENIMN & NG
wacrusedl ¥ GMP, ramsepdycenili Mindcmepomeon oxopons opos’s Yrpalun,

Name and position of person responsible for the amalysis: | Mr, Yagnesh K. Trivedi, Sr. Manager QC
[lpizamute va nocazs ocofis, sto bitnonisac 3a awais; | Hricu K. Tpiseal, Cr. Meuepuep K8
Signatore of person responsible Tor analysis:
Miansc ocoda, mo signoniaac 12 susaiy :
Name and position of person responsible for batch release: | Hasmukh Jaysinh Arya
Dipissnme T2 nocaza ocobu, me sianosizac 33 pnuyex cepll: | Manager Quality Assursnce
' Xacnyx ,.!amﬁcm Aps

Signature of person responsible for batch rolesse:
Nianue ocolu, uio siznopiasc 3a sunyce ceplls
Date of signature:

Aata slanucanng:

PATH

~N \Loe\nansn,
3o O

® Factary: ¥ Wagisteend Office: T e

i L2000 NS TP 30Ty Tl L4303 G76PLCI 700 7Y
Plot No 274 - 319, GIIC Freuainial Estats B2, Saoon Mull Star Indin Bazac Buiidng,
Paned) - 334 716, Eharach, Gujara G, JoBpur BRTS Satelite, mmwmmm

G WHET68E IR AT F TRA S 304 TR 7 335 Aterredabad - 380015 Sujar, Indis Prablvadivi Mumbe < 40658,

& fbugk panhigibobarmacom L 91 2 2439520075500



UNIQUE PHARMACEUTICAL LABORATORIES

A Divigion of J. B. CHEMICALS & PH M?‘MEUIICAL% LIMITED

. GOOD PEOPLE
for GOOD HEALTH

@

” cdﬁi; o S 3y %
{‘“t:rxmgtﬁiw Ne:

BATCH CERTIFICATE
v . CEPTH®IRAT HA CEPIIG
Product name: | NMOVAGRA EURO Manufacturing country: | India
Haaga apogyeniiz | HOBAPPA €BPO 4 Kpaina-srpobums: Inain
Pharmaceutical form, dosage: | film-coated tablets, 100 mg " ,
i V : . s , License No.
Hiraposka dopsn, | wadaerwn, agputi piainkosno obosouroe, : . .
, JHuewsis Ne:
aosyeasuna: | ao 100 mr
Strength/potency: | 1 tablet contaiuy sildenafil citrate equivalent to 100 mg of sildenaiil
Cuna giVascrneaicrs: | 1 rafisersa sicrurs cavmenmdiny urepary expisagenyno 100 sy cangenadiny
Type and size of 4 film-coated tableis in a blister, 1 blister in a cardboard box with Ukrainian

packaging: and English languages labeling
Bua i poswsip | no 4 Tabacres, sepaviid nnisxoson sboaonkow, ¥ Gaicrepi, no 1 Haicrepy ¥

G/1430

ynakuum: KAPTOWEiE oopoiu 3 mupkyBainaM YEPANCER 0 T3 auralicekon Mosamn
Batch No: | o000 60014 Batch size: | 10709 Boxey
Lepiv Ni: Posmip cepils wopobos
Mam;fwm‘ring date: 0672026 ? F‘xplry dgte: 052029
Jara pupobnunrea; Pepm. npri.; ,
Registration certificate: UASTOT01AS E}i??llmtw&“ from: 04.10.2018
Pecerpaniiine nocainuenna: Heofimewene 3t

Magufscturer: | Unique Pharmaceutical Laboratories (a division of J. B, Chemicals &
Pharmaceaticals Ltd. ), Plot No, 215219, G.LD.C., Industrial Arey, Panoli -
344 116, Dist, Bharuch, Indis

Bapoteni:  Buis Tapsacwivrisan JTadoparopis (sbadacuus gipsw «Tac. B. Kesivamp
eua Dapyracswrmean: Jdrae ), doasaws No 215219, i, Ak, 6. Ci

| Inpacrplan Epin, Tasoal - 394 116, oxpyr Bxapyx, Ingin

Certlficate of GMP complisace No.: 050/2026/GMP Yalidall Ty, g amg
Ceprudivar sinnosianocri HBIT Ne; HJitkcunil 20 7
Analysis procedure results /
Pesvaprave wponetenns suaniay
S - METHODS OF ‘
REQU&EMEN?SI . | CONTROL/ Riblfiﬁ’”ﬁ!
BUMOTH METOAM | PEIVIBTATH
TOKAZ B G e RORTROIRON i TR
Appearange Purple-red color, ‘lxiangzxim @émpv:. Bigonvex film. | p, visually Comnlics
conted tablets inseribed with » 1007 onone side ‘ ‘ ompres
e Ty privpHo-HEPROHOTG KOILODY TRMKYTHUT (hopsi | .1, nésyasnse
OGSV BEPEETE BTGB aG0NaHKDH) Bimnonduae
Tafaerey, 1w 00 9 oo Bony
Average weight of O3 0mgs 5 % o
mlﬂamﬁ » & 636,50 myg
Coprans wacs BRI ek 5 % P 636,50 s
Tabacrex . *
9 foctory: ¢ Bagiziured Difee:
CaM: LSRRI DR AT GIME LIABAEGA 9 A0ILE 11077
Pt Mo Z95 - 375, QI Inghustriad Eatase UL, dmocey Mol Star lodis Bave Buikdag,
Fannd - 304 114, Bhaub, Sujaent, Opp. sochpist BRTS Sadedine swm uﬂ"ﬁ'}:} Memﬁm %%xm
& #RY 20A6 LIS U2 S VU8 S 3NN PRE 33k #rensdiabad - SOE Supwin, e Frnbbaded Mumibie - J000E,
wwer fhabarsacom

@ hepl aandiibphema s LoV dassnEnnsan



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

AIRAGTH 45
Average weight of 36 0meg«£5% p2, BP* XL G —
tablets _ | 3129 mg
Cepenus Macs J8.0ur+ 3 % 2, GO, XL G
1lserox IN2D Mr
Uniformity of mass Mass of not move than two tablets, may deviate p3, BP* XIIG
from the averape mass by more than 5 %%, and nons Complies
- by mre than 1086
Oawopiawicry macs Maca e Giasiire nix toox Tafnerok, Moxe nJ3, bo*, Xi
pimarurHes ein cepeannol Macy Gumwe nikea s | G Bianosisac
% i aoama — e Bitswoe win 1a 10%
Uniformity of dosage | Acceptance value (AV) < 15 pd, in-house
unity monogrugh, 3%
» USP* <905>
O anopiyaicys Yricao npniliarinoct (AV) s 15 n.4, aRyTpimAEs
AOIOBRIUR DANHNILL MOHOTpADIS, 33%
v D CILIA* <9054
ldentification Retention time of principal peaks in chromatograms | p.3, HFLC, in-
Sildenafil of the fest and the standard soluticets, obtained in | house Complies
the “Assay™ test should coinclde. monograph, '
BP* I D
Inenrndixania Yae yipuMyBaHHa OCHORHMX HIKiE HI ! .5, BEPX
Chanenaddn XPOMBTOTPENEN docridacyoanoss | cmadapmnosy | pHyTpimya Wimslaie
poRasia, OTPEMARNEX B poaain s Kinxicme sonorpadis,
B HAERIB BOBKHEH CTRMANATIE B HID
Dissolation Not less than 80 % (Q) of label claim of sildenafil | p.6, USPF* 98 9%
should dissolve during 45 minutes. <M1=
Poavnwenny He seere B0 % () ein 2su0ew07 XinskocTi 16, B.CUIA*
crAneHadiny DOBHHHO PUITHHITICE npoTaroM 45 | <711 98 %
KBHNHH,
?:‘QW' {ins Naxt more than 30 minuwtes, p.7. BP* XH A .
| Pownanamas (y soni) | He Sinnioe wis 30 xpaumies. 7. 60% XILA| 3.5 0cex
Assay For realive: p.8, HPLC,
Sildenafil 95,104 « 105.0% of label ¢laim of sildenafl], ie. in-house
47.5 mp/tablet to 52.5 mgftablet. monogragh, 91.7%
For shelf life. BP, 1D 48.34 my/tablet
90.0 %% - 110.0-% of label cluim of sildenafil, i.e
45,0 mg'tablel to 554 mglablel.
Klanxicue Aen guryexy:
BHINENEHnS
§ Fuctory; ¢ Rogletersd Office;
CIN; LSR0GIGTERLCI 73077 CIN: LZEROG1 926PLETTIONT
Pt Mo 218 - 114, GHC moustial Exiate 00, smoon Mall Star india Bazar Bubding,
Faroil - 394 736, Bbaroch, Gujsrst Opp. Jotryut BATS Sutelite,

& YUY 2645 JT2ATY ) THA ) M TTRAV 136

& [bopd pencli bebanma com

Kunedstad - 380015, G, India.




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

L5

' {Zmnmm@m 95.0% « 105.0% sin 3axmnenol kinsxocTi BHyTpitbs 48,84
cunpcandiny, robTo 8in 47.5 mrimafnerky au 52.5 | monorpadis, urfrabneTiy
myimaBnerky. BO 1D
Ass mepsriny npudamnoci.

90,0 % « 110.0% sig sanmpenol xinkkocri
cunackapiny, robro Bia 45,0 mrirabnerxy a0 55.0
srirafinerxy.
Related substances Any unspecified impurity ~ not more than 6.2% p9, HPLC, in- 0.03 %
Total amount of impurities - not more than 0.5 % house
monograph, 0.13%
BP* I D
Cymyrui sotimsu Byas-nxi wetaennnjuxosusa aomitgsa — pe Sinse | 0.9, BEPX 0.03 %
0,2% BHYTPiLIRN '
Jarannis KUTLXICTh Aomitoox — ne Gineioe 0,5 % - stenorpadin, 0.13 %
59”11 D
Microblolopical purity | In the product it is accepted: p-10, Ph. Eur.*,
tutal aerobic microbial count (TAMC) 8 2.6.12, Complics
not more than 1000 CFUY; 2613
total yeasts and moulds count (TYMC) - not more | USP*, <612, Complics
than 100 CFU/g. 62>
Not allowed E. Coli in | g of product Complies
Mixpobionorivun B npenapuri aonyexsetect: n. 19,
SHCTOTA saranbise yneno sepoliumx wikpooprasiauia €%, p. 26.12, Bianosiase
(TAMC) - re Sinstre 1000 KY Oir; 26.13
IACAMLIC MHCI0 SPIAIROBHX Ta nuicimmmx rpulis | G CLHIAY, Bianosinac
(TYMC) — e Ginste 100 KYOrr, 61>, <hT>
He ponyeraereea E. Coli o | r npenapary Bianosinoe
* Current edition. /' [lsoue suzanns,
Labelling: Should correspondd to the registered labelling. Complies
Mapxysaunn: ITosxaao BizOOEY CTPOBEHD RAEAEND, Bianosinse
Packaging: Should correspond to the reguirements of MQC. Complics
Naxysanun: Flossimo sianosiasm esMoray MKCH. Bianosiane
® Factory. ¥ Pugisteced Office:
CIM; L24IB0G AT RLEY 7207 CIN: L2A390G1976PLCT 73077

Plot No 218 - 219, GOC Industriad Eshate
Fanoli ~ 396 116, Bharuch, Gujant.
t +UT 2048 2TZ 4V £ TBA 7 A FPR3 ) 335
o Joopl paooligibphame oo

0T, Incoe Mal, St inda Bazer Buiding
Opp. Jeahpor BRTE Sswdig,
Arenegabed - SBGGTS, Gujenss, ek,




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J, B, CHEMICALS & PHARMACEUTICALS LUIMITED

I hereby ceniify that the abuve information & anthentic and uccurste. This bateh of product has been
manufactured, including packaginglabelling and guallty comrol analysis, at the above mentfoned sie in Jutl
compliance with the GMP requirenents of the locat Reguiatory Authority ond with the specifivarion avallable in
registration dossier. Protocels of bawck processing, packaging and analysis records were reviewed and found to be in
compliance with GMP, 1 hereby confirm that all prodaction stages for this batch of finished product were carvied out
in full complinnce with the reguirements specified in the current GMP guldelines approved by the Ministry of Health
of Uhkraine,

Ios & 3acelduyio, wio nasedens sue indopamagin ¢ docmveipionw ma monow. Lo cepln HpodYKRIT Byao
SNPOERENO (EXAONRIDNR RTKPEINIA/MAPKISRINI] W0 Bposedens Konwpats I arocmd ne soueyrNavenil divsnni
¥ moswill sidnodldnocnd 3 sumozam GMP, SOMANORAEHUME MICRECNN PCIIAMOPHEN OPIONCH, & MOKUN
sidnosidne du cnewudinoyit, mo sicmamsca ¢ peecmpaniiinemy docee. Jipomoraas Qupolnuimen, RAXySaRR ma
asanisis Span mEPELIANYING A acmanoneno eldnosiduicms GMP. Hum niomeepdcymw, wo eci supobnui cmadil
aun gie¥ cepll zomonol mpodysnii byan 30iGcnent & nownifi sidnosidnocntl 3 SUMOSIME, JORANENIMN & NG
wacrusedl ¥ GMP, ramsepdycenili Mindcmepomeon oxopons opos’s Yrpalun,

Name and position of person responsible for the amalysis: | Mr, Yagnesh K. Trivedi, Sr. Manager QC
[lpizamute va nocazs ocofis, sto bitnonisac 3a awais; | Hricu K. Tpiseal, Cr. Meuepuep K8
Signatore of person responsible Tor analysis:
Miansc ocoda, mo signoniaac 12 susaiy :
Name and position of person responsible for batch release: | Hasmukh Jaysinh Arya
Dipissnme T2 nocaza ocobu, me sianosizac 33 pnuyex cepll: | Manager Quality Assursnce
' Xacnyx ,.!amﬁcm Aps

Signature of person responsible for batch rolesse:
Nianue ocolu, uio siznopiasc 3a sunyce ceplls
Date of signature:

Aata slanucanng:

(D e
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® Factary: ¥ Wagisteend Office: T e

i L2000 NS TP 30Ty Tl L4303 G76PLCI 700 7Y
Plot No 274 - 319, GIIC Freuainial Estats B2, Saoon Mull Star Indin Bazac Buiidng, :
Paned) - 334 716, Eharach, Gujara G, JoBpur BRTS Satelite, mmwmmm
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UNIQUE PHARMACEUTICAL LABORATORIES

A Divigion of J. B. CHEMICALS & PH M?‘MEUIICAL% LIMITED

. GOOD PEOPLE
for GOOD HEALTH

@
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{‘“t:rxmgtﬁiw Ne:

BATCH CERTIFICATE
v . CEPTH®IRAT HA CEPIIG
Product name: | NMOVAGRA EURO Manufacturing country: | India
Haaga apogyeniiz | HOBAPPA €BPO 4 Kpaina-srpobums: Inain
Pharmaceutical form, dosage: | film-coated tablets, 100 mg " ,
i V : . s , License No.
Hiraposka dopsn, | wadaerwn, agputi piainkosno obosouroe, : . .
, JHuewsis Ne:
aosyeasuna: | ao 100 mr
Strength/potency: | 1 tablet contaiuy sildenafil citrate equivalent to 100 mg of sildenaiil
Cuna giVascrneaicrs: | 1 rafisersa sicrurs cavmenmdiny urepary expisagenyno 100 sy cangenadiny
Type and size of 4 film-coated tableis in a blister, 1 blister in a cardboard box with Ukrainian

packaging: and English languages labeling
Bua i poswsip | no 4 Tabacres, sepaviid nnisxoson sboaonkow, ¥ Gaicrepi, no 1 Haicrepy ¥

G/1430

ynakuum: KAPTOWEiE oopoiu 3 mupkyBainaM YEPANCER 0 T3 auralicekon Mosamn
Batch No: | o000 60014 Batch size: | 10709 Boxey
Lepiv Ni: Posmip cepils wopobos
Mam;fwm‘ring date: 0672026 ? F‘xplry dgte: 052029
Jara pupobnunrea; Pepm. npri.; ,
Registration certificate: UASTOT01AS E}i??llmtw&“ from: 04.10.2018
Pecerpaniiine nocainuenna: Heofimewene 3t

Magufscturer: | Unique Pharmaceutical Laboratories (a division of J. B, Chemicals &
Pharmaceaticals Ltd. ), Plot No, 215219, G.LD.C., Industrial Arey, Panoli -
344 116, Dist, Bharuch, Indis

Bapoteni:  Buis Tapsacwivrisan JTadoparopis (sbadacuus gipsw «Tac. B. Kesivamp
eua Dapyracswrmean: Jdrae ), doasaws No 215219, i, Ak, 6. Ci

| Inpacrplan Epin, Tasoal - 394 116, oxpyr Bxapyx, Ingin

Certilicate of GMP compliance No.: . Valid till: :
Ceprudivar ninponigmocri HBI Ne; 050/2026/GMP Jiscunl a0 aLl ,LJIEIQS

Analysis procedure results /

Pesyan 1o nponeinen s aniay
~ METHODSOF |
REQU&EMW&:’ o CONTROL / Ribﬁiﬁ”ﬁ!
BHMOTH : ME!’{LHH B “SXJIETA‘T H
TOKAZ e G e RORTROIRON i TR
Appearange Purple-red color, 'lziangzximlsémpu, biconvex film- | p, visually Comnlics
conted tablets inseribed with » 1007 on one side ‘ ‘ -
Qe Ty privpHo-HEPROHOTG KOILODY TRMKYTHUT (hopsi | .1, nésyasnse
OGSV BEPEETE BTGB aG0NaHKDH) Bimnonduae
Tafaerey, 1w 00 9 oo Bony
2 05 1800 5 P b o i £ sk = .
M'imﬁ‘ weinht of 0¥ 0mg+ 5% pd, B XN G 635.50 mg
tbdets
Ceprases wacs R KUPYISE i 636,50 st
Tabacrex . *
§ Factory: ¥ Regintuned DBeg:
oM L 2SUOn T PRI PHNTT M LA AGG 1 9 FLE T IR0T?
Plot Mo 18 - 395, QI Indhastrisd Latass U, baocey Mall Star ledie Bagw Buildag,
Fangh - 394 114, Bhpads, Sulwnt Opp. sochpist BRTS Sadedine swm uﬂ"ﬁ'}:} Memﬁm %%xm
& #RY 20A6 LIS U2 S VU8 S 3NN PRE 33k #rensdiabad - SOE Supwin, e Frnbbaded Mumibie - J000E,
wwer fhabarsacom

@ hepl aandiibphema s LoV dassnEnnsan



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

ARG i
Average weight of 36 0meg«£5% p2, BP* XL G —
sk _ - M12mg
Cepenus Macs J8.0ur+ 3 % 2, GO, XL G
1alscron IN2D Mr
Uniformity of mass Mass of not move than two tablets, may deviate p3, BP* XIIG
from the averape mass by more than 5 %%, and nons Complies
- by mre than 1086
Oawopiawicry macs Maca e Giasiire nix toox Tafnerok, Moxe nJ3, bo*, Xi
pimarurHes ein cepeannol Macy Gumwe nikea s | G Bianosizac
% i aoama — e Bitswoe win 1a 10%
Uniformity of dosage | Acceptance value (AV) < 15 pd, in-house
unity monogrugh, 3%
» USP* <905
O anopiyaicys Yricao npniliarinoct (AV) s 15 n.4, aRyTpimAEs
AOIOBRIUR DANHNILL MOHOTpADIS, 33%
v D.CHIA* <905
ldentification Retention time of principal peaks in chromatograms | p.3, HFLC, in-
Sildenafil of the test and the standard solutfons, obtained in | house Complics
the “Assay™ test should coinclde. monograph, '
BP* I D
Inenrndixania Yae yipuMyBaHHa OCHORHMX HIKiE HI ! .5, BEPX
Cunperaddn XPOMBTOTPANAN Ao | condapmnosy | BHYTPIEHS Binnosimac
poRasia, OTPEMARNEX B poaain s Kinxicme sonorpadis,
B HAERIB BOBKHEH CTRMANATIE B HID
Dissolution Not less than 80 % (Q) of label claim of sildenafil | p.6, USP® o8 %
should dissolve during 45 minutes. <M1=
Poavnwenny He seere B0 % () ein 2su0ew07 XinskocTi 16, B.CUIA*
crAneHadiny DOBHHHO PUITHHITICE npoTaroM 45 | <711 98 %
KBHNKH,
gw) w {in Nex more than 30 minutes. pr.BEL KA L o
| Poanananas (y poai) He Siansise sis 30 Xxnsms. 7, 60% XILA| 345 0cex
Assay For realive: p.8, HPLC,
Sildenafil 95,104 « 105.0% of label ¢laim of sildenafl], ie. in-house
47.5 mgitablet to 52.5 mg/tablet. monogragh, 971.7%
For shelf life: BP4, 11D 48.34 my/tablet
90.0 %% - 110.0-% of label cluim of sildenafil, i.e
45,0 mgz/tablel o 55.0 mytablat.
Klanxicue Aen guryexy:
LY it L 2
. H
S )
§ Fuctory; ¢ Rogistersd Dffcs:
CIN; LASR0GIGTERLCY 73077 CIN: L2A3505J1 976PLET RGTY
Pt No 21§ - 2149, BIHC wcusinial Extate 302, smcan Mal, Star india Gacar Bulidng,
Faroil - 394 736, Bbaroch, Gujsrst Opp. Jotirgit BATS Sutslite,

& YUY 2645 JT2ATY ) THA ) M TTRAV 136

& [bopd pencli bebanma com

Kunedstad - 380015, G, India.




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

L5

' {Zmnmm@m 95.0% « 105.0% sin 3axmnenol kinsxocTi BHyTpitbs 48,84
cunpcandiny, robTo 8in 47.5 mrimafnerky au 52.5 | monorpadis, urfrabneTiy
myimaBnerky. BO 1D
Ass mepsriny npudamnoci.

90,0 % « 110.0% sig sanmpenol xinkkocri
cunackapiny, robro Bia 45,0 mrirabnerxy a0 55.0
srirafinerxy.
Related substances Any unspecified impurity ~ not more than 6.2% p9, HPLC, in- 0.03 %
Total amount of impurities - not more than 0.5 % house
monograph, 0.13%
BP* I D
Cymyrui sotimsu Byas-nxi wetaennnjuxosusa aomitgsa — pe Sinse | 0.9, BEPX 0.03 %
0,2% BHYTPiLIRN '
Jarannis KUTLXICTh Aomitoox — ne Gineioe 0,5 % - stenorpadin, 0.13 %
59”11 D
Microblolopical purity | In the product it is accepted: p-10, Ph. Eur.*,
tutal aerobic microbial count (TAMC) 8 2.6.12, Complics
not more than 1000 CFUY; 2613
total yeasts and moulds count (TYMC) - not more | USP*, <612, Complics
than 100 CFU/g. 62>
Not allowed E. Coli in | g of product Complies
Mixpobionorivun B npenapuri aonyexsetect: n. 19,
SHCTOTA saranbise yneno sepoliumx wikpooprasiauia €%, p. 26.12, Bianosiase
(TAMC) - re Sinstre 1000 KY Oir; 26.13
IACAMLIC MHCI0 SPIAIROBHX Ta nuicimmmx rpulis | G CLHIAY, Bianosinac
(TYMC) — e Ginste 100 KYOrr, 61>, <hT>
He ponyeraereea E. Coli o | r npenapary Bianosinoe
* Current edition. /' [lsoue suzanns,
Labelling: Should correspondd to the registered labelling. Complies
Mapxysaunn: ITosxaao BizOOEY CTPOBEHD RAEAEND, Bianosinse
Packaging: Should correspond to the reguirements of MQC. Complics
Naxysanun: Flossimo sianosiasm esMoray MKCH. Bianosiane
® Factory. ¥ Pugisteced Office:
CIM; L24IB0G AT RLEY 7207 CIN: L2A390G1976PLCT 73077

Plot No 218 - 219, GOC Industriad Eshate
Fanoli ~ 396 116, Bharuch, Gujant.
t +UT 2048 2TZ 4V £ TBA 7 A FPR3 ) 335
o Joopl paooligibphame oo

0T, Incoe Mal, St inda Bazer Buiding
Opp. Jeahpor BRTE Sswdig,
Arenegabed - SBGGTS, Gujenss, ek,




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J, B, CHEMICALS & PHARMACEUTICALS LUIMITED

I hereby ceniify that the abuve information & anthentic and uccurste. This bateh of product has been
manufactured, including packaginglabelling and guallty comrol analysis, at the above mentfoned sie in Jutl
compliance with the GMP requirenents of the locat Reguiatory Authority ond with the specifivarion avallable in
registration dossier. Protocels of bawck processing, packaging and analysis records were reviewed and found to be in
compliance with GMP, 1 hereby confirm that all prodaction stages for this batch of finished product were carvied out
in full complinnce with the reguirements specified in the current GMP guldelines approved by the Ministry of Health
of Uhkraine,

Ios & 3acelduyio, wio nasedens sue indopamagin ¢ docmveipionw ma monow. Lo cepln HpodYKRIT Byao
SNPOERENO (EXAONRIDNR RTKPEINIA/MAPKISRINI] W0 Bposedens Konwpats I arocmd ne soueyrNavenil divsnni
¥ moswill sidnodldnocnd 3 sumozam GMP, SOMANORAEHUME MICRECNN PCIIAMOPHEN OPIONCH, & MOKUN
sidnosidne du cnewudinoyit, mo sicmamsca ¢ peecmpaniiinemy docee. Jipomoraas Qupolnuimen, RAXySaRR ma
asanisis Span mEPELIANYING A acmanoneno eldnosiduicms GMP. Hum niomeepdcymw, wo eci supobnui cmadil
aun gie¥ cepll zomonol mpodysnii byan 30iGcnent & nownifi sidnosidnocntl 3 SUMOSIME, JORANENIMN & NG
wacrusedl ¥ GMP, ramsepdycenili Mindcmepomeon oxopons opos’s Yrpalun,

Name and position of person responsible for the amalysis: | Mr, Yagnesh K. Trivedi, Sr. Manager QC
[lpizamute va nocazs ocofis, sto bitnonisac 3a awais; | Hricu K. Tpiseal, Cr. Meuepuep K8
Signatore of person responsible Tor analysis:
Miansc ocoda, mo signoniaac 12 susaiy :
Name and position of person responsible for batch release: | Hasmukh Jaysinh Arya
Dipissnme T2 nocaza ocobu, me sianosizac 33 pnuyex cepll: | Manager Quality Assursnce
' Xacnyx ,.!amﬁcm Aps

Signature of person responsible for batch rolesse:
Nianue ocolu, uio siznopiasc 3a sunyce ceplls
Date of signature:

Aata slanucanng:

PATH

~N \Loe\nansn,
3o o

® Factary: ¥ Wagisteend Office: T e

i L2000 NS TP 30Ty Tl L4303 G76PLCI 700 7Y
Plot No 274 - 319, GIIC Freuainial Estats B2, Saoon Mull Star Indin Bazac Buiidng, :
Paned) - 334 716, Eharach, Gujara G, JoBpur BRTS Satelite, mmwmmm

G WHET68E IR AT F TRA S 304 TR 7 335 Aterredabad - 380015 Sujar, Indis Prablvadivi Mumbe < 40658,

& fbugk panhigibobarmacom L 91 2 2439520075500




UNIQUE PHARMACEUTICAL LABORATORIES

A Divigion of J. B. CHEMICALS & PH M?‘MEUIICAL% LIMITED

. GOOD PEOPLE
for GOOD HEALTH

@

” cdﬁi; o S 3y %
{‘“t:rxmgtﬁiw Ne:

BATCH CERTIFICATE
v . CEPTH®IRAT HA CEPIIG
Product name: | NMOVAGRA EURO Manufacturing country: | India
Haaga apogyeniiz | HOBAPPA €BPO 4 Kpaina-srpobums: Inain
Pharmaceutical form, dosage: | film-coated tablets, 100 mg " ,
i V : . s , License No.
Hiraposka dopsn, | wadaerwn, agputi piainkosno obosouroe, : . .
, JHuewsis Ne:
aosyeasuna: | ao 100 mr
Strength/potency: | 1 tablet contaiuy sildenafil citrate equivalent to 100 mg of sildenaiil
Cuna giVascrneaicrs: | 1 rafisersa sicrurs cavmenmdiny urepary expisagenyno 100 sy cangenadiny
Type and size of 4 film-coated tableis in a blister, 1 blister in a cardboard box with Ukrainian

packaging: and English languages labeling
Bua i poswsip | no 4 Tabacres, sepaviid nnisxoson sboaonkow, ¥ Gaicrepi, no 1 Haicrepy ¥

G/1430

ynakuum: KAPTOWEiE oopoiu 3 mupkyBainaM YEPANCER 0 T3 auralicekon Mosamn
Batch No: | o000 60014 Batch size: | 10709 Boxey
Lepiv Ni: Posmip cepils wopobos
Mam;fwm‘ring date: 0672026 ? F‘xplry dgte: 052029
Jara pupobnunrea; Pepm. npri.; ,
Registration certificate: UASTOT01AS E}i??llmtw&“ from: 04.10.2018
Pecerpaniiine nocainuenna: Heofimewene 3t

Magufscturer: | Unique Pharmaceutical Laboratories (a division of J. B, Chemicals &
Pharmaceaticals Ltd. ), Plot No, 215219, G.LD.C., Industrial Arey, Panoli -
344 116, Dist, Bharuch, Indis

Bapoteni:  Buis Tapsacwivrisan JTadoparopis (sbadacuus gipsw «Tac. B. Kesivamp
eua Dapyracswrmean: Jdrae ), doasaws No 215219, i, Ak, 6. Ci

| Inpacrplan Epin, Tasoal - 394 116, oxpyr Bxapyx, Ingin

Certilicate of GMP compliance No.: . Valid till: :
Ceprudivar ninponigmocri HBI Ne; 050/2026/GMP Jiscunl a0 aLl ,LJIEIQS

Analysis procedure results /

Pesyan 1o nponeinen s aniay
Yo - METHODS OF :
REQU&EMEN?&A’ . | CONTROL/ Riblfiﬁ"ﬁ!
BHMOIH ! o METOAU | P EIVIRTATH
TOKAZ B G e RORTROIRON i TR
Appearange Purple-red color, ‘lxiangzxim @émpv:. biconvex film- | p, visually Comnlics
coated tablets inseribed with 7 1007 on_one side ‘ ‘ OrmpEies
Qe Ty privpHo-HEPROHOTG KOILODY TRMKYTHUT (hopsi | .1, nésyasnse
OGSV BEPEETE BTGB aG0NaHKDH) Bimnonduae
Tafaerey, 1w 00 9 oo Bony
Averafe weight of O3 0mgs 5 % p, B XN G 636,50 mg
tnblets
Coprans wacs BRI ek 5 % LIS A M
Tabaerow g *
9 foctory: ¢ Bagiziured Difee:
Tl LSS T OTEPLE DRITY M LIS ARG 97 PLE T IA0T 7
Plot Mo 18 - 395, QI Indhastrisd Latass U, baocey Mall Star ledie Bagw Buildag,
Fannd - 304 114, Bhaub, Sujaent, Opp. st BRTES Salibig wm dw; Mem}m aggm

& #RY 20A6 LIS U2 S VU8 S 3NN PRE 33k #rensdiabad - SOE Supwin, e Frnbbaded Mumibie - J000E,

@ hepl aandiibphema s LR P G wwer fhabarsacom



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

ARG i
Average weight of 36 0meg«£5% p2, BP* XL G —
tablets _ | 3129 mg
Cepenus Macs J8.0ur+ 3 % 2, GO, XL G
1lserox IN2D Mr
Uniformity of mass Mass of not move than two tablets, may deviate p3, BP* XIIG
from the averape mass by more than 5 %%, and nons Complies
- by mre than 1086
Oawopiawicry macs Maca e Giasiire nix toox Tafnerok, Moxe nJ3, bo*, Xi
pimarurHes ein cepeannol Macy Gumwe nikea s | G Bianosizac
% i aoama — e Bitswoe win 1a 10%
Uniformity of dosage | Acceptance value (AV) < 15 pd, in-house
unity monogrugh, 3%
» USP* <905>
O anopiyaicys Yricao npniliarinoct (AV) s 15 n.4, aRyTpimAEs
AOIOBRIUR DANHNILL MOHOTpADIS, 33%
v D CILIA* <9054
ldentification Retention time of principal peaks in chromatograms | p.3, HFLC, in-
Sildenafil of the test and the standard solutfons, obtained in | house Complics
the “Assay” test should coincide. monograph, '
BP* I D
Inenrndixania Yae yipuMyBaHHa OCHORHMX HIKiE HI ! .5, BEPX
Cunperaddn XPOMBTOTPANAN Ao | condapmnosy | BHYTPIEHS Binnosimac
poRasia, OTPEMARNEX B poaain s Kinxicme sonorpadis,
B HAERIB BOBKHEH CTRMANATIE B HID
Dissolution Not less than 80 % (Q) of label claim of sildenafil | p.6, USP® 58 %
should dissolve during 45 minutes. <M1=
Poavnwenny He seere B0 % () ein 2su0ew07 XinskocTi 16, B.CUIA*
crAneHadiny DOBHHHO PUITHHITICE npoTaroM 45 | <711 98 %
XBHNKH,
?:;W. {in Nat more than 30 minutes. p.7. BP*, XA .
| Pownanamas (y soni) | He Sinnioe wis 30 xpaumies. 7. 60% XILA| 3.5 0cex
Assay For realive: p.8, HPLC,
Sildenafil 95,104 « 105.0% of label ¢laim of sildenafl], ie. in-house
47.5 mgitablet to 52.5 mg/tablet. monogragh, 971.7%
For shelf life. BP, 1D 48.34 my/tablet
90.0 %% - 110.0-% of label cluim of sildenafil, i.e
45,0 mg'tablel to 554 mglablel.
Klanxicue Aen guryexy:
BHINENEHnS
§ Fuctory; ¢ Rogletersd Office;
CIN; LSR0GIGTERLCI 73077 CIN: LZEROG1 926PLETTIONT
Pt Mo 218 - 114, GHC moustial Exiate 30, smean Mall, Star indix Gaear Bulding,
Faroil - 394 736, Bbaroch, Gujsrst Opp. Jotryut BATS Sutelite,

& YUY 2645 JT2ATY ) THA ) M TTRAV 136

& [bopd pencli bebanma com

Kunedstad - 380015, G, India.




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

L5

' {Zmnmm@m 95.0% « 105.0% sin 3axmnenol kinsxocTi BHyTpitbs 48,84
cunpcandiny, robTo 8in 47.5 mrimafnerky au 52.5 | monorpadis, urfrabneTiy
myimaBnerky. BO 1D
Ass mepsriny npudamnoci.

90,0 % « 110.0% sig sanmpenol xinkkocri
cunackapiny, robro Bia 45,0 mrirabnerxy a0 55.0
srirafinerxy.
Related substances Any unspecified impurity ~ not more than 6.2% p9, HPLC, in- 0.03 %
Total amount of impurities - not more than 0.5 % house
monograph, 0.13%
BP* I D
Cymyrui sotimsu Byas-nxi wetaennnjuxosusa aomitgsa — pe Sinse | 0.9, BEPX 0.03 %
0,2% BHYTPiLIRN '
Jarannis KUTLXICTh Aomitoox — ne Gineioe 0,5 % - stenorpadin, 0.13 %
59”11 D
Microblolopical purity | In the product it is accepted: p-10, Ph. Eur.*,
tutal aerobic microbial count (TAMC) 8 2.6.12, Complics
not more than 1000 CFUY; 2613
total yeasts and moulds count (TYMC) - not more | USP*, <612, Complics
than 100 CFU/g. 62>
Not allowed E. Coli in | g of product Complies
Mixpobionorivun B npenapuri aonyexsetect: n. 19,
SHCTOTA saranbise yneno sepoliumx wikpooprasiauia €%, p. 26.12, Bianosiase
(TAMC) - re Sinstre 1000 KY Oir; 26.13
IACAMLIC MHCI0 SPIAIROBHX Ta nuicimmmx rpulis | G CLHIAY, Bianosinac
(TYMC) — e Ginste 100 KYOrr, 61>, <hT>
He ponyeraereea E. Coli o | r npenapary Bianosinoe
* Current edition. /' [lsoue suzanns,
Labelling: Should correspondd to the registered labelling. Complies
Mapxysaunn: ITosxaao BizOOEY CTPOBEHD RAEAEND, Bianosinse
Packaging: Should correspond to the reguirements of MQC. Complics
Naxysanun: Flossimo sianosiasm esMoray MKCH. Bianosiane
® Factory. ¥ Pugisteced Office:
CIM; L24IB0G AT RLEY 7207 CIN: L2A390G1976PLCT 73077

Plot No 218 - 219, GOC Industriad Eshate
Fanoli ~ 396 116, Bharuch, Gujant.
t +UT 2048 2TZ 4V £ TBA 7 A FPR3 ) 335
o Joopl paooligibphame oo

0T, Incoe Mal, St inda Bazer Buiding
Opp. Jeahpor BRTE Sswdig,

Arewgae - 380015, Gujarer, Ik, prat \ka
L *‘9122 it i)




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J, B, CHEMICALS & PHARMACEUTICALS LUIMITED

I hereby ceniify that the abuve information & anthentic and uccurste. This bateh of product has been
manufactured, including packaginglabelling and quallty comrol analysis, at the above mentioned sie in Jull
compliance with the GMP requirenents of the locat Reguiatory Authority ond with the specifivarion avallable in
registration dossier. Protocels of bawck processing, packaging and analysis records were reviewed and found to be in
compliance with GMP, 1 hereby confirm that all prodaction stages for this batch of finished product were carvied out
in full complinnce with the reguirements specified in the current GMP guldelines approved by the Ministry of Health
of Ukraine,

Hus & 3acelduyio, wio imsedens sue ingopaayin ¢ docmuosipuow ma mosnow. Lho ceplo HpodyKRil Uyao
SNPOERENO (EXAONRIDNR RTKPEINIA/MAPKISRINI] W0 Bposedens Konwpats I arocmd ne soueyrNavenil divsnni
¥ moswill sidnodldnocnd 3 sumozam GMP, SOMANORAEHUME MICRECNN PCIIAMOPHEN OPIONCH, & MOKUN
sldnagione do cnawdinonii, nio sicmunscs ¢ peccmpaiiiinemy docre. Hpomokonu SupoSKuLmen, HOXYEQHIR M
auanizie Span nepezianyme ma scmanosreno eidnoslonicms GMP, Hum nidmeepdncym, wp eci supobnuyi cmadil
aun gie¥ cepll zomonol mpodysnii byan 30iGcnent & nownifi sidnosidnocntl 3 SUMOSIME, JORANENIMN & NG
wacrusedl ¥ GMP, ramsepdycenili Mindcmepomeon oxopons opos’s Yrpalun,

Name and position of person responsible for the amalysis: | Mr, Yagnesh K. Trivedi, Sr. Manager QC
[lpizamute va nocazs ocofis, sto bitnonisac 3a awais; | Hricu K. Tpiseal, Cr. Meuepuep K8
Signatore of person responsible Tor analysis:
Miansc ocoda, mo signoniaac 12 susaiy :
Name and positian of person responsible for batch release: | Hasmukh Jaysinh Arya
Dipissnme T2 nocaza ocobu, me sianosizac 33 pnuyex cepll: | Manager Quality Assursnce
Xacmyx [bsaticin Apa

JabeaneugHna AKOCTI MeneDReps

Signatare of person responsible for batch rolesse:
Nianue ocolu, uio siznopiasc 3a sunyce ceplls

Date of signature: v
Jara nlanucannn: m ’ W% v

¢ Fariwy: ¥ Hagisterpd Offica:

G L 2Q050G9Tem L1301y CHE LEZWGIT976RL 17307
mmmﬁ*evsaammmmu B2, devon Mall, Ster Indis Barae Budiding,
Paenedl - 394 116, Bharuch, Gujarst O, Jouleur BRTS Ratelite,

& VI I686 ITRATE S T84 304 FTRA 1 338 Aterredabad - 380015 Sujar, Indis
i (begd pachigbobarmacom




UNIQUE PHARMACEUTICAL LABORATORIES

A Divigion of J. B. CHEMICALS & PH M?‘MEUIICAL% LIMITED

. GOOD PEOPLE
for GOOD HEALTH

@

” cdﬁi; o S 3y %
{‘“t:rxmgtﬁiw Ne:

BATCH CERTIFICATE
v . CEPTH®IRAT HA CEPIIG
Product name: | NMOVAGRA EURO Manufacturing country: | India
Haaga apogyeniiz | HOBAPPA €BPO 4 Kpaina-srpobums: Inain
Pharmaceutical form, dosage: | film-coated tablets, 100 mg " ,
i V : . s , License No.
Hiraposka dopsn, | wadaerwn, agputi piainkosno obosouroe, : . .
, JHuewsis Ne:
aosyeasuna: | ao 100 mr
Strength/potency: | 1 tablet contaiuy sildenafil citrate equivalent to 100 mg of sildenaiil
Cuna giVascrneaicrs: | 1 rafisersa sicrurs cavmenmdiny urepary expisagenyno 100 sy cangenadiny
Type and size of 4 film-coated tableis in a blister, 1 blister in a cardboard box with Ukrainian

packaging: and English languages labeling
Bua i poswsip | no 4 Tabacres, sepaviid nnisxoson sboaonkow, ¥ Gaicrepi, no 1 Haicrepy ¥

G/1430

ynakuum: KAPTOWEiE oopoiu 3 mupkyBainaM YEPANCER 0 T3 auralicekon Mosamn
Batch No: | o000 60014 Batch size: | 10709 Boxey
Lepiv Ni: Posmip cepils wopobos
Mam;fwm‘ring date: 0672026 ? F‘xplry dgte: 052029
Jara pupobnunrea; Pepm. npri.; ,
Registration certificate: UASTOT01AS E}i??llmtw&“ from: 04.10.2018
Pecerpaniiine nocainuenna: Heofimewene 3t

Magufscturer: | Unique Pharmaceutical Laboratories (a division of J. B, Chemicals &
Pharmaceaticals Ltd. ), Plot No, 215219, G.LD.C., Industrial Arey, Panoli -
344 116, Dist, Bharuch, Indis

Bapoteni:  Buis Tapsacwivrisan JTadoparopis (sbadacuus gipsw «Tac. B. Kesivamp
eua Dapyracswrmean: Jdrae ), doasaws No 215219, i, Ak, 6. Ci

| Inpacrplan Epin, Tasoal - 394 116, oxpyr Bxapyx, Ingin

Certilicate of GMP compliance No.: . Valid till: :
Ceprudivar ninponigmocri HBI Ne; 050/2026/GMP Jiscunl a0 aLl ,LJIEIQS

Analysis procedure results /

Pesyan 1o nponeinen s aniay
~ METHODS OF ;
REQU&EMEN?&A’ . | CONTROL/ Ribl%’?’”ﬁ!
BHMOTH e METOAN | PEIVIBTATH
TOKAZ B G e RORTROIRON i TR
Appearange Purple-red color, ‘lxiangzxim @émpv:. bigonvex filme | p.1, vizually Complics
coated tablers inseribed with " 1007 on one side ‘ ‘ omples
Qe Ty privpHo-HEPROHOTG KOILODY TRMKYTHUT (hopsi | .1, nésyasnse
OGSV BEPEETE BTGB aG0NaHKDH) Bimnonduae
Tafaerey, 1w 00 9 oo Bony
Averape weight of DR L Umgs 5% pd, BE X G 636.50 g
tnblets
Coprans wacs BRI ek 5 % IS, e, MU G 636,50 s
Tabacror 4 g *
/ % |
§ Factory: ¢ Bagiziured Difee: AF R ‘ >
Tl LSS T OTEPLE DRITY BN LI A6 9B T po iy S
Plot Mo 18 - 395, QI Indhastrisd Latass U, baocey Mall Star ledie Bagw Buildag,
Fannd - 304 114, Bhaub, Sujaent, Opp. st BRTES Salibig wm “aw; Mamgm aggm
& #RY 20A6 LIS U2 S VU8 S 3NN PRE 33k #rensdiabad - SOE Supwin, e Frnbbaded Mumibie - J000E,
wwer fhabarsacom

@ hepl aandiibphema s LoV dassnEnnsan



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

AIRAGTH 45
Average weight of 36 0meg«£5% p2, BP* XL G —
tablets _ | 3129 mg
Cepenus Macs J8.0ur+ 3 % 2, GO, XL G
1lserox IN2D Mr
Uniformity of mass Mass of not move than two tablets, may deviate p3, BP* XIIG
from the averape mass by more than 5 %%, and nons Complies
- by mre than 1086
Oawopiawicry macs Maca e Giasiire nix toox Tafnerok, Moxe nJ3, bo*, Xi
pimarurHes ein cepeannol Macy Gumwe nikea s | G Bianosisac
% i aoama — e Bitswoe win 1a 10%
Uniformity of dosage | Acceptance value (AV) < 15 pd, in-house
unity monogrugh, 3%
» USP* <905>
O anopiyaicys Yricao npniliarinoct (AV) s 15 n.4, aRyTpimAEs
AOIOBRIUR DANHNILL MOHOTpADIS, 33%
v D CILIA* <9054
ldentification Retention time of principal peaks in chromatograms | p.3, HFLC, in-
Sildenafil of the fest and the standard soluticets, obtained in | house Complies
the “Assay™ test should coinclde. monograph, '
BP* I D
Inenrndixania Yae yipuMyBaHHa OCHORHMX HIKiE HI ! .5, BEPX
Chanenaddn XPOMBTOTPENEN docridacyoanoss | cmadapmnosy | pHyTpimya Wimslaie
poRasia, OTPEMARNEX B poaain s Kinxicme sonorpadis,
B HAERIB BOBKHEH CTRMANATIE B HID
Dissolation Not less than 80 % (Q) of label claim of sildenafil | p.6, USPF* 98 9%
should dissolve during 45 minutes. <M1=
Poavnwenny He seere B0 % () ein 2su0ew07 XinskocTi 16, B.CUIA*
crAneHadiny DOBHHHO PUITHHITICE npoTaroM 45 | <711 98 %
KBHNHH,
?:‘QW' {ins Naxt more than 30 minuwtes, p.7. BP* XH A .
| Pownanamas (y soni) | He Sinnioe wis 30 xpaumies. 7. 60% XILA| 3.5 0cex
Assay For realive: p.8, HPLC,
Sildenafil 95,104 « 105.0% of label ¢laim of sildenafl], ie. in-house
47.5 mp/tablet to 52.5 mgftablet. monogragh, 91.7%
For shelf life. BP, 1D 48.34 my/tablet
90.0 %% - 110.0-% of label cluim of sildenafil, i.e
45,0 mg'tablel to 554 mglablel.
Klanxicue Aen guryexy:
BHINENEHnS
§ Fuctory; ¢ Rogletersd Office;
CIN; LSR0GIGTERLCI 73077 CIN: LZEROG1 926PLETTIONT
Pt Mo 218 - 114, GHC moustial Exiate 00, smoon Mall Star india Bazar Bubding,
Faroil - 394 736, Bbaroch, Gujsrst Opp. Jotryut BATS Sutelite,

& YUY 2645 JT2ATY ) THA ) M TTRAV 136

& [bopd pencli bebanma com

Kunedstad - 380015, G, India.




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

il L5

e

- Cunnenadin 95.0% - 105,0% sin 3asmnenol kinnxocri BHYTpititi 48,84
cunpcandiny, robTo 8in 47.5 mrimafnerky au 52.5 | monorpadis, urfrabneTiy
myimaBnerky. BO 1D
Ass mepaciny npudamuocint
90,0 % « 110.0% sig sanmpenol xinkkocri
cunackapiny, robro sia 45.0 ariraboersy oo 55.0
srirafinerxy.

Related substances Any unspecified impurity ~ not more than 6.2% p9, HPLC, in- 0.03 %
Total amount of impurities - not more than 0.5 % house
monograph, 0.13%
BP* I D
Cymyrui sotimsu Byas-nxi wetaennnjuxosusa aomitgsa — pe Sinse | 0.9, BEPX 0.03 %
0,2% BHYTPiLIRN '
Jarannis KUTLXICTh Aomitoox — ne Gineioe 0,5 % - stenorpadin, 0.13 %
59”11 D
Microblolopical purity | In the product it is accepted: p-10, Ph. Eur.*,
tutal aerobic microbial count (TAMC) 8 2.6.12, Complics
not more than 1000 CFUY; 2613
total yeasts and moulds count (TYMC) - not more | USP*, <612, Complics
than 100 CFU/g. 62>
Not allowed E. Coli in | g of product Complies
Mixpobionorivun B npenapuri aonyexsetect: n. 19,
SHCTOTA saranbise yneno sepoliumx wikpooprasiauia €%, p. 26.12, Bianosiase
(TAMC) - re Sinstre 1000 KY Oir; 26.13
IACAMLIC MHCI0 SPIAIROBHX Ta nuicimmmx rpulis | G CLHIAY, Bianosinse
(TYMC) —~ ie Ginste 100 KY'Orr, 41>, B>
He ponyeraereea E. Coli o | r npenapary Bianosinoe
* Current edition. /' [lsoue suzanns,
Labelling: Should correspondd to the registered labelling. Complies
_ Mapiysaunn: MMosxHso BiSNOB{IATH JAPOLCTPOBSAHOMY NEDIKY BAHIDO, Bianosinse
Puckaging: Shouid correspond to the requiremenits ol MQC. Complics
Naxysanun: Flossimo sianosiasm esMoray MKCH. Bianosiane
9 Factory. ¥ Regiviened Office:
CIM; L24IB0G AT RLEY 7207 CIN: L2A390G1976PLCT 73077
Pict No 215 - 219, GIOC Indusestaf Estane 203, lscon Mak, Star g Bazer Buiding
Fanoli ~ 396 116, Bharuch, Gujant. Opp. Jeahpor BRTE Sswdig,

t +UT 2048 2TZ 4V £ TBA 7 A FPR3 ) 335 ArrRGahed - SBGGTS, Gujenst, Wekn,
& opl prooligibphama e




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J, B, CHEMICALS & PHARMACEUTICALS LUIMITED

I hereby ceniify that the abuve information & anthentic and uccurste. This bateh of product has been
manufactured, including packaginglabelling and quallty comrol analysis, at the above mentioned sie in Jull
compliance with the GMP requirenents of the locat Reguiatory Authority ond with the specifivarion avallable in
registration dossier. Protocels of bawck processing, packaging and analysis records were reviewed and found to be in
compliance with GMP, 1 hereby confirm that all prodaction stages for this batch of finished product were carvied out
in full complinnce with the reguirements specified in the current GMP guldelines approved by the Ministry of Health
of Ukraine,

Ios & 3acelduyio, wio nasedens sue indopamagin ¢ docmveipionw ma monow. Lo cepln HpodYKRIT Byao
SNPOERENO (EXAONRIDNR RTKPEINIA/MAPKISRINI] W0 Bposedens Konwpats I arocmd ne soueyrNavenil divsnni
¥ moswill sidnodldnocnd 3 sumozam GMP, SOMANORAEHUME MICRECNN PCIIAMOPHEN OPIONCH, & MOKUN
sldnagione do cnawdinonii, nio sicmunscs ¢ peccmpaiiiinemy docre. Hpomokonu SupoSKuLmen, HOXYEQHIR M
auanizie Span nepezianyme ma scmanosreno eidnoslonicms GMP, Hum nidmeepdncym, wp eci supobnuyi cmadil
aun gie¥ cepll zomonol mpodysnii byan 30iGcnent & nownifi sidnosidnocntl 3 SUMOSIME, JORANENIMN & NG
wacrusedl ¥ GMP, ramsepdycenili Mindcmepomeon oxopons opos’s Yrpalun,

Name and position of person responsible for the amalysis: | Mr, Yagnesh K. Trivedi, Sr. Manager QC
[lpizamute va nocazs ocofis, sto bitnonisac 3a awais; | Hricu K. Tpiseal, Cr. Meuepuep K8
Signatore of person responsible Tor analysis:
Miansc ocoda, mo signoniaac 12 susaiy :
Name and positian of person responsible for batch release: | Hasmukh Jaysinh Arya
Dipissnme T2 nocaza ocobu, me sianosizac 33 pnuyex cepll: | Manager Quality Assursnce
Xacmyx [bsaticin Apa

JabeaneugHna AKOCTI MeneDReps

Signatare of person responsible for batch rolesse:
Nianue ocolu, uio siznopiasc 3a sunyce ceplls

Date of signature: v
Jara nlanucannn: m ’ W% v

¢ Fariwy: ¥ Hagisterpd Offica:

Cid: 1239069 Tem T30 CHE LEFWOS N G76PLEITINTY
mmmﬁ*evsaammmmu B2, devon Mall, Ster Indis Barae Budiding,
Paenedl - 394 116, Bharuch, Gujarst O, Julpur BRTS Sateline, Appa Sabely
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UNIQUE PHARMACEUTICAL LABORATORIES

A Divigion of J. B. CHEMICALS & PH M?‘MEUIICAL% LIMITED

. GOOD PEOPLE
for GOOD HEALTH

@

” cdﬁi; o S 3y %
{‘“t:rxmgtﬁiw Ne:

BATCH CERTIFICATE
v . CEPTH®IRAT HA CEPIIG
Product name: | NMOVAGRA EURO Manufacturing country: | India
Haaga apogyeniiz | HOBAPPA €BPO 4 Kpaina-srpobums: Inain
Pharmaceutical form, dosage: | film-coated tablets, 100 mg " ,
i V : . s , License No.
Hiraposka dopsn, | wadaerwn, agputi piainkosno obosouroe, : . .
, JHuewsis Ne:
aosyeasuna: | ao 100 mr
Strength/potency: | 1 tablet contaiuy sildenafil citrate equivalent to 100 mg of sildenaiil
Cuna giVascrneaicrs: | 1 rafisersa sicrurs cavmenmdiny urepary expisagenyno 100 sy cangenadiny
Type and size of 4 film-coated tableis in a blister, 1 blister in a cardboard box with Ukrainian

packaging: and English languages labeling
Bua i poswsip | no 4 Tabacres, sepaviid nnisxoson sboaonkow, ¥ Gaicrepi, no 1 Haicrepy ¥

G/1430

ynakuum: KAPTOWEiE oopoiu 3 mupkyBainaM YEPANCER 0 T3 auralicekon Mosamn
Batch No: | o000 60014 Batch size: | 10709 Boxey
Lepiv Ni: Posmip cepils wopobos
Mam;fwm‘ring date: 0672026 ? F‘xplry dgte: 052029
Jara pupobnunrea; Pepm. npri.; ,
Registration certificate: UASTOT01AS E}i??llmtw&“ from: 04.10.2018
Pecerpaniiine nocainuenna: Heofimewene 3t

Magufscturer: | Unique Pharmaceutical Laboratories (a division of J. B, Chemicals &
Pharmaceaticals Ltd. ), Plot No, 215219, G.LD.C., Industrial Arey, Panoli -
344 116, Dist, Bharuch, Indis

Bapoteni:  Buis Tapsacwivrisan JTadoparopis (sbadacuus gipsw «Tac. B. Kesivamp
eua Dapyracswrmean: Jdrae ), doasaws No 215219, i, Ak, 6. Ci

| Inpacrplan Epin, Tasoal - 394 116, oxpyr Bxapyx, Ingin

Certilicate of GMP compliance No.: . Valid till: :
Ceprudivar ninponigmocri HBI Ne; 050/2026/GMP Jiscunl a0 aLl ,LJIEIQS

Analysis procedure results /

Pesyan 1o nponeinen s aniay
Yo - METHODS OF :
REQU&EMEN?&A’ . | CONTROL/ Riblfiﬁ"ﬁ!
BHMOIH ! o METOAU | P EIVIRTATH
TOKAZ B G e RORTROIRON i TR
Appearange Purple-red color, ‘lxiangzxim @émpv:. biconvex film- | p, visually Comnlics
coated tablets inseribed with 7 1007 on_one side ‘ ‘ OrmpEies
Qe Ty privpHo-HEPROHOTG KOILODY TRMKYTHUT (hopsi | .1, nésyasnse
OGSV BEPEETE BTGB aG0NaHKDH) Bimnonduae
Tafaerey, 1w 00 9 oo Bony
Averafe weight of O3 0mgs 5 % p, B XN G 636,50 mg
tnblets
Coprans wacs BRI ek 5 % LIS A M
Tabaerow g *
9 foctory: ¢ Bagiziured Difee:
Tl LSS T OTEPLE DRITY M LIS ARG 97 PLE T IA0T 7
Plot Mo 18 - 395, QI Indhastrisd Latass U, baocey Mall Star ledie Bagw Buildag,
Fannd - 304 114, Bhaub, Sujaent, Opp. st BRTES Salibig wm dw; Mem}m aggm

& #RY 20A6 LIS U2 S VU8 S 3NN PRE 33k #rensdiabad - SOE Supwin, e Frnbbaded Mumibie - J000E,

@ hepl aandiibphema s LR P G wwer fhabarsacom



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

AIRAGTH 45
Average weight of 36 0meg«£5% p2, BP* XL G —
tablets _ | 3129 mg
Cepenus Macs J8.0ur+ 3 % 2, GO, XL G
1lserox IN2D Mr
Uniformity of mass Mass of not move than two tablets, may deviate p3, BP* XIIG
from the averape mass by more than 5 %%, and nons Complies
- by mre than 1086
Oawopiawicry macs Maca e Giasiire nix toox Tafnerok, Moxe nJ3, bo*, Xi
pimarurHes ein cepeannol Macy Gumwe nikea s | G Bianosisac
% i aoama — e Bitswoe win 1a 10%
Uniformity of dosage | Acceptance value (AV) < 15 pd, in-house
unity monogrugh, 3%
» USP* <905>
O anopiyaicys Yricao npniliarinoct (AV) s 15 n.4, aRyTpimAEs
AOIOBRIUR DANHNILL MOHOTpADIS, 33%
v D CILIA* <9054
ldentification Retention time of principal peaks in chromatograms | p.3, HFLC, in-
Sildenafil of the fest and the standard soluticets, obtained in | house Complies
the “Assay™ test should coinclde. monograph, '
BP* I D
Inenrndixania Yae yipuMyBaHHa OCHORHMX HIKiE HI ! .5, BEPX
Chanenaddn XPOMBTOTPENEN docridacyoanoss | cmadapmnosy | pHyTpimya Wimslaie
poRasia, OTPEMARNEX B poaain s Kinxicme sonorpadis,
B HAERIB BOBKHEH CTRMANATIE B HID
Dissolation Not less than 80 % (Q) of label claim of sildenafil | p.6, USPF* 98 9%
should dissolve during 45 minutes. <M1=
Poavnwenny He seere B0 % () ein 2su0ew07 XinskocTi 16, B.CUIA*
crAneHadiny DOBHHHO PUITHHITICE npoTaroM 45 | <711 98 %
KBHNHH,
?:‘QW' {ins Naxt more than 30 minuwtes, p.7. BP* XH A .
| Pownanamas (y soni) | He Sinnioe wis 30 xpaumies. 7. 60% XILA| 3.5 0cex
Assay For realive: p.8, HPLC,
Sildenafil 95,104 « 105.0% of label ¢laim of sildenafl], ie. in-house
47.5 mp/tablet to 52.5 mgftablet. monogragh, 91.7%
For shelf life. BP, 1D 48.34 my/tablet
90.0 %% - 110.0-% of label cluim of sildenafil, i.e
45,0 mg'tablel to 554 mglablel.
Klanxicue Aen guryexy:
BHINENEHnS
§ Fuctory; ¢ Rogletersd Office;
CIN; LSR0GIGTERLCI 73077 CIN: LZEROG1 926PLETTIONT
Pt Mo 218 - 114, GHC moustial Exiate 00, smoon Mall Star india Bazar Bubding,
Faroil - 394 736, Bbaroch, Gujsrst Opp. Jotryut BATS Sutelite,

& YUY 2645 JT2ATY ) THA ) M TTRAV 136

& [bopd pencli bebanma com

Kunedstad - 380015, G, India.




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

L5

' {Zmnmm@m 95.0% « 105.0% sin 3axmnenol kinsxocTi BHyTpitbs 48,84
cunpcandiny, robTo 8in 47.5 mrimafnerky au 52.5 | monorpadis, urfrabneTiy
myimaBnerky. BO 1D
Ass mepsriny npudamnoci.

90,0 % « 110.0% sig sanmpenol xinkkocri
cunackapiny, robro Bia 45,0 mrirabnerxy a0 55.0
srirafinerxy.
Related substances Any unspecified impurity ~ not more than 6.2% p9, HPLC, in- 0.03 %
Total amount of impurities - not more than 0.5 % house
monograph, 0.13%
BP* I D
Cymyrui sotimsu Byas-nxi wetaennnjuxosusa aomitgsa — pe Sinse | 0.9, BEPX 0.03 %
0,2% BHYTPiLIRN '
Jarannis KUTLXICTh Aomitoox — ne Gineioe 0,5 % - stenorpadin, 0.13 %
59”11 D
Microblolopical purity | In the product it is accepted: p-10, Ph. Eur.*,
tutal aerobic microbial count (TAMC) 8 2.6.12, Complics
not more than 1000 CFUY; 2613
total yeasts and moulds count (TYMC) - not more | USP*, <612, Complics
than 100 CFU/g. 62>
Not allowed E. Coli in | g of product Complies
Mixpobionorivun B npenapuri aonyexsetect: n. 19,
SHCTOTA saranbise yneno sepoliumx wikpooprasiauia €%, p. 26.12, Bianosiase
(TAMC) - re Sinstre 1000 KY Oir; 26.13
IACAMLIC MHCI0 SPIAIROBHX Ta nuicimmmx rpulis | G CLHIAY, Bianosinac
(TYMC) — e Ginste 100 KYOrr, 61>, <hT>
He ponyeraereea E. Coli o | r npenapary Bianosinoe
* Current edition. /' [lsoue suzanns,
Labelling: Should correspondd to the registered labelling. Complies
Mapxysaunn: ITosxaao BizOOEY CTPOBEHD RAEAEND, Bianosinse
Packaging: Should correspond to the reguirements of MQC. Complics
Naxysanun: Flossimo sianosiasm esMoray MKCH. Bianosiane
® Factory. ¥ Pugisteced Office:
CIM; L24IB0G AT RLEY 7207 CIN: L2A390G1976PLCT 73077

Plot No 218 - 219, GOC Industriad Eshate
Fanoli ~ 396 116, Bharuch, Gujant.
t +UT 2048 2TZ 4V £ TBA 7 A FPR3 ) 335
o Joopl paooligibphame oo

0T, Incoe Mal, St inda Bazer Buiding
Opp. Jeahpor BRTE Sswdig,
Arenegabed - SBGGTS, Gujenss, ek,




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J, B, CHEMICALS & PHARMACEUTICALS LUIMITED

I hereby ceniify that the abuve information & anthentic and uccurste. This bateh of product has been
manufactured, including packaginglabelling and guallty comrol analysis, at the above mentfoned sie in Jutl
compliance with the GMP requirenents of the locat Reguiatory Authority ond with the specifivarion avallable in
registration dossier. Protocels of bawck processing, packaging and analysis records were reviewed and found to be in
compliance with GMP, 1 hereby confirm that all prodaction stages for this batch of finished product were carvied out
in full complinnce with the reguirements specified in the current GMP guldelines approved by the Ministry of Health
of Uhkraine,

Ios & 3acelduyio, wio nasedens sue indopamagin ¢ docmveipionw ma monow. Lo cepln HpodYKRIT Byao
SNPOERENO (EXAONRIDNR RTKPEINIA/MAPKISRINI] W0 Bposedens Konwpats I arocmd ne soueyrNavenil divsnni
¥ moswill sidnodldnocnd 3 sumozam GMP, SOMANORAEHUME MICRECNN PCIIAMOPHEN OPIONCH, & MOKUN
sidnosidne du cnewudinoyit, mo sicmamsca ¢ peecmpaniiinemy docee. Jipomoraas Qupolnuimen, RAXySaRR ma
asanisis Span mEPELIANYING A acmanoneno eldnosiduicms GMP. Hum niomeepdcymw, wo eci supobnui cmadil
aun gie¥ cepll zomonol mpodysnii byan 30iGcnent & nownifi sidnosidnocntl 3 SUMOSIME, JORANENIMN & NG
wacrusedl ¥ GMP, ramsepdycenili Mindcmepomeon oxopons opos’s Yrpalun,

Name and position of person responsible for the amalysis: | Mr, Yagnesh K. Trivedi, Sr. Manager QC
[lpizamute va nocazs ocofis, sto bitnonisac 3a awais; | Hricu K. Tpiseal, Cr. Meuepuep K8
Signatore of person responsible Tor analysis:
Miansc ocoda, mo signoniaac 12 susaiy :
Name and position of person responsible for batch release: | Hasmukh Jaysinh Arya
Dipissnme T2 nocaza ocobu, me sianosizac 33 pnuyex cepll: | Manager Quality Assursnce
' Xacnyx ,.!amﬁcm Aps

Signature of person responsible for batch rolesse:
Nianue ocolu, uio siznopiasc 3a sunyce ceplls
Date of signature:

Aata slanucanng:

PATH

~N \Loe\nansn,
3o o

® Factary: ¥ Wagisteend Office: T e

i L2000 NS TP 30Ty Tl L4303 G76PLCI 700 7Y
Plot No 274 - 319, GIIC Freuainial Estats B2, Saoon Mull Star Indin Bazac Buiidng, :
Paned) - 334 716, Eharach, Gujara G, JoBpur BRTS Satelite, mmwmmm
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UNIQUE PHARMACEUTICAL LABORATORIES

A Divigion of J. B. CHEMICALS & PH M?‘MEUIICAL% LIMITED

. GOOD PEOPLE
for GOOD HEALTH

@
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BATCH CERTIFICATE
v . CEPTH®IRAT HA CEPIIG
Product name: | NMOVAGRA EURO Manufacturing country: | India
Haaga apogyeniiz | HOBAPPA €BPO 4 Kpaina-srpobums: Inain
Pharmaceutical form, dosage: | film-coated tablets, 100 mg " ,
i V : . s , License No.
Hiraposka dopsn, | wadaerwn, agputi piainkosno obosouroe, : . .
, JHuewsis Ne:
aosyeasuna: | ao 100 mr
Strength/potency: | 1 tablet contaiuy sildenafil citrate equivalent to 100 mg of sildenaiil
Cuna giVascrneaicrs: | 1 rafisersa sicrurs cavmenmdiny urepary expisagenyno 100 sy cangenadiny
Type and size of 4 film-coated tableis in a blister, 1 blister in a cardboard box with Ukrainian

packaging: and English languages labeling
Bua i poswsip | no 4 Tabacres, sepaviid nnisxoson sboaonkow, ¥ Gaicrepi, no 1 Haicrepy ¥

G/1430

ynakuum: KAPTOWEiE oopoiu 3 mupkyBainaM YEPANCER 0 T3 auralicekon Mosamn
Batch No: | o000 60014 Batch size: | 10709 Boxey
Lepiv Ni: Posmip cepils wopobos
Mam;fwm‘ring date: 0672026 ? F‘xplry dgte: 052029
Jara pupobnunrea; Pepm. npri.; ,
Registration certificate: UASTOT01AS E}i??llmtw&“ from: 04.10.2018
Pecerpaniiine nocainuenna: Heofimewene 3t

Magufscturer: | Unique Pharmaceutical Laboratories (a division of J. B, Chemicals &
Pharmaceaticals Ltd. ), Plot No, 215219, G.LD.C., Industrial Arey, Panoli -
344 116, Dist, Bharuch, Indis

Bapoteni:  Buis Tapsacwivrisan JTadoparopis (sbadacuus gipsw «Tac. B. Kesivamp
eua Dapyracswrmean: Jdrae ), doasaws No 215219, i, Ak, 6. Ci

| Inpacrplan Epin, Tasoal - 394 116, oxpyr Bxapyx, Ingin

Certilicate of GMP compliance No.: . Valid till: :
Ceprudivar ninponigmocri HBI Ne; 050/2026/GMP Jiscunl a0 aLl ,LJIEIQS

Analysis procedure results /

Pesyan 1o nponeinen s aniay
~ [METHODSOF ;
REQU&EMEN?S:’ o CONTROL / Riblfiﬁ’%!
BHMOTH ' ME!’QM B “S}TJIETA‘T H
TORA e e IKORTRONION il
Appearange Purple-red color, 'lziangzximlsémpu, biconvex film- | p, visually Comnlics
conted tablets inseribed with » 1007 on one side ‘ ‘ -
Ouue Ty privpHo-HEPROHOTG KOILODY TRMKYTHUT (hopsi | .1, nésyasnse
OGSV BEPEETE BTGB aG0NaHKDH) Bimnonduae
Tafaerey, 1w 00 9 oo Bony
2 05 1800 5 P b o i £ sk = .
M'imﬁ‘ weight of O3 Omgs 5% pd, BP=, XILG 635.50 mg
Ml}uﬁm
Ceprams e BAL0 M s 5% i 636,50 ser
Tabaeros o ’
§ Factory: ¥ Regintuned DBeg:
Cil: LSO OTEPLT PRITY M LA AGG 1 9 FLE T IR0T?
Plot Mo 18 - 395, QI Indhastrisd Latass U, baocey Mall Star ledie Bagw Buildag,
Fangh - 394 114, Bhpads, Sulwnt Opp. sochpist BRTS Sadedine swm uﬂ"ﬁ'}:} Memﬁm %%xm
& #RY 20A6 LIS U2 S VU8 S 3NN PRE 33k #rensdiabad - SOE Supwin, e Frnbbaded Mumibie - J000E,
wwer fhabarsacom
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UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

AIRAGTH 45
Average weight of 36 0meg«£5% p2, BP* XL G —
tablets _ | 3129 mg
Cepenus Macs J8.0ur+ 3 % 2, GO, XL G
1lserox IN2D Mr
Uniformity of mass Mass of not move than two tablets, may deviate p3, BP* XIIG
from the averape mass by more than 5 %%, and nons Complies
- by mre than 1086
Oawopiawicry macs Maca e Giasiire nix toox Tafnerok, Moxe nJ3, bo*, Xi
pimarurHes ein cepeannol Macy Gumwe nikea s | G Bianosisac
% i aoama — e Bitswoe win 1a 10%
Uniformity of dosage | Acceptance value (AV) < 15 pd, in-house
unity monogrugh, 3%
» USP* <905>
O anopiyaicys Yricao npniliarinoct (AV) s 15 n.4, aRyTpimAEs
AOIOBRIUR DANHNILL MOHOTpADIS, 33%
v D CILIA* <9054
ldentification Retention time of principal peaks in chromatograms | p.3, HFLC, in-
Sildenafil of the fest and the standard soluticets, obtained in | house Complies
the “Assay™ test should coinclde. monograph, '
BP* I D
Inenrndixania Yae yipuMyBaHHa OCHORHMX HIKiE HI ! .5, BEPX
Chanenaddn XPOMBTOTPENEN docridacyoanoss | cmadapmnosy | pHyTpimya Wimslaie
poRasia, OTPEMARNEX B poaain s Kinxicme sonorpadis,
B HAERIB BOBKHEH CTRMANATIE B HID
Dissolation Not less than 80 % (Q) of label claim of sildenafil | p.6, USPF* 98 9%
should dissolve during 45 minutes. <M1=
Poavnwenny He seere B0 % () ein 2su0ew07 XinskocTi 16, B.CUIA*
crAneHadiny DOBHHHO PUITHHITICE npoTaroM 45 | <711 98 %
KBHNHH,
?:‘QW' {ins Naxt more than 30 minuwtes, p.7. BP* XH A .
| Pownanamas (y soni) | He Sinnioe wis 30 xpaumies. 7. 60% XILA| 3.5 0cex
Assay For realive: p.8, HPLC,
Sildenafil 95,104 « 105.0% of label ¢laim of sildenafl], ie. in-house
47.5 mp/tablet to 52.5 mgftablet. monogragh, 91.7%
For shelf life. BP, 1D 48.34 my/tablet
90.0 %% - 110.0-% of label cluim of sildenafil, i.e
45,0 mg'tablel to 554 mglablel.
Klanxicue Aen guryexy:
BHINENEHnS
§ Fuctory; ¢ Rogletersd Office;
CIN; LSR0GIGTERLCI 73077 CIN: LZEROG1 926PLETTIONT
Pt Mo 218 - 114, GHC moustial Exiate 00, smoon Mall Star india Bazar Bubding,
Faroil - 394 736, Bbaroch, Gujsrst Opp. Jotryut BATS Sutelite,
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UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

L5

' {Zmnmm@m 95.0% « 105.0% sin 3axmnenol kinsxocTi BHyTpitbs 48,84
cunpcandiny, robTo 8in 47.5 mrimafnerky au 52.5 | monorpadis, urfrabneTiy
myimaBnerky. BO 1D
Ass mepsriny npudamnoci.

90,0 % « 110.0% sig sanmpenol xinkkocri
cunackapiny, robro Bia 45,0 mrirabnerxy a0 55.0
srirafinerxy.
Related substances Any unspecified impurity ~ not more than 6.2% p9, HPLC, in- 0.03 %
Total amount of impurities - not more than 0.5 % house
monograph, 0.13%
BP* I D
Cymyrui sotimsu Byas-nxi wetaennnjuxosusa aomitgsa — pe Sinse | 0.9, BEPX 0.03 %
0,2% BHYTPiLIRN '
Jarannis KUTLXICTh Aomitoox — ne Gineioe 0,5 % - stenorpadin, 0.13 %
59”11 D
Microblolopical purity | In the product it is accepted: p-10, Ph. Eur.*,
tutal aerobic microbial count (TAMC) 8 2.6.12, Complics
not more than 1000 CFUY; 2613
total yeasts and moulds count (TYMC) - not more | USP*, <612, Complics
than 100 CFU/g. 62>
Not allowed E. Coli in | g of product Complies
Mixpobionorivun B npenapuri aonyexsetect: n. 19,
SHCTOTA saranbise yneno sepoliumx wikpooprasiauia €%, p. 26.12, Bianosiase
(TAMC) - re Sinstre 1000 KY Oir; 26.13
IACAMLIC MHCI0 SPIAIROBHX Ta nuicimmmx rpulis | G CLHIAY, Bianosinac
(TYMC) — e Ginste 100 KYOrr, 61>, <hT>
He ponyeraereea E. Coli o | r npenapary Bianosinoe
* Current edition. /' [lsoue suzanns,
Labelling: Should correspondd to the registered labelling. Complies
Mapxysaunn: ITosxaao BizOOEY CTPOBEHD RAEAEND, Bianosinse
Packaging: Should correspond to the reguirements of MQC. Complics
Naxysanun: Flossimo sianosiasm esMoray MKCH. Bianosiane
® Factory. ¥ Pugisteced Office:
CIM; L24IB0G AT RLEY 7207 CIN: L2A390G1976PLCT 73077

Plot No 218 - 219, GOC Industriad Eshate
Fanoli ~ 396 116, Bharuch, Gujant.
t +UT 2048 2TZ 4V £ TBA 7 A FPR3 ) 335
o Joopl paooligibphame oo

0T, Incoe Mal, St inda Bazer Buiding
Opp. Jeahpor BRTE Sswdig,
Arenegabed - SBGGTS, Gujenss, ek,




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J, B, CHEMICALS & PHARMACEUTICALS LUIMITED

I hereby ceniify that the abuve information & anthentic and uccurste. This bateh of product has been
manufactured, including packaginglabelling and guallty comrol analysis, at the above mentfoned sie in Jutl
compliance with the GMP requirenents of the locat Reguiatory Authority ond with the specifivarion avallable in
registration dossier. Protocels of bawck processing, packaging and analysis records were reviewed and found to be in
compliance with GMP, 1 hereby confirm that all prodaction stages for this batch of finished product were carvied out
in full complinnce with the reguirements specified in the current GMP guldelines approved by the Ministry of Health
of Uhkraine,

Ios & 3acelduyio, wio nasedens sue indopamagin ¢ docmveipionw ma monow. Lo cepln HpodYKRIT Byao
SNPOERENO (EXAONRIDNR RTKPEINIA/MAPKISRINI] W0 Bposedens Konwpats I arocmd ne soueyrNavenil divsnni
¥ moswill sidnodldnocnd 3 sumozam GMP, SOMANORAEHUME MICRECNN PCIIAMOPHEN OPIONCH, & MOKUN
sidnosidne du cnewudinoyit, mo sicmamsca ¢ peecmpaniiinemy docee. Jipomoraas Qupolnuimen, RAXySaRR ma
asanisis Span mEPELIANYING A acmanoneno eldnosiduicms GMP. Hum niomeepdcymw, wo eci supobnui cmadil
aun gie¥ cepll zomonol mpodysnii byan 30iGcnent & nownifi sidnosidnocntl 3 SUMOSIME, JORANENIMN & NG
wacrusedl ¥ GMP, ramsepdycenili Mindcmepomeon oxopons opos’s Yrpalun,

Name and position of person responsible for the amalysis: | Mr, Yagnesh K. Trivedi, Sr. Manager QC
[lpizamute va nocazs ocofis, sto bitnonisac 3a awais; | Hricu K. Tpiseal, Cr. Meuepuep K8
Signatore of person responsible Tor analysis:
Miansc ocoda, mo signoniaac 12 susaiy :
Name and position of person responsible for batch release: | Hasmukh Jaysinh Arya
Dipissnme T2 nocaza ocobu, me sianosizac 33 pnuyex cepll: | Manager Quality Assursnce
' Xacnyx ,.!amﬁcm Aps

Signature of person responsible for batch rolesse:
Nianue ocolu, uio siznopiasc 3a sunyce ceplls
Date of signature:

Aata slanucanng:

PATH

~N \Loe\nansn,
3o o

® Factary: ¥ Wagisteend Office: T e

i L2000 NS TP 30Ty Tl L4303 G76PLCI 700 7Y
Plot No 274 - 319, GIIC Freuainial Estats B2, Saoon Mull Star Indin Bazac Buiidng, :
Paned) - 334 716, Eharach, Gujara G, JoBpur BRTS Satelite, mmwmmm
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