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| NOVAGRA EURO Certificate No.: | 10FP25004782 Page3ad
HOBATPA €BPO _Ceprugisar M| | Croplika 3 3 4
. “NAME OF METHODS OF |
. PARAMETER/ REQUIREMENTS / CONTROL/ |  RESULTS/
| HA3BA RHMOT' 'METOH | PE3YJIBTATH
i MOKA3ZHHKA I KOHTPOJIO | R
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i Relatedt sabsiances 'm\ vmpc-;,sli-. [impenetty - et mrone thas 2% p-9, HPLL. - 003 %

: lotal amennt of mparities - mel mere dian B85 %0 | hoose 052 %
: maonograph,
TP — e |BP* D
| Cy¥ :m wi Joim R I IR T R N TR AR T aminsa - e Biasase | 1.9, BEPX 0,03 %%
! ; 0,2 %y BHVTPLLIA
? R i ST e ontition — ne Blane 6.3 % sicaiorpahie, 0.124%
" f o o _ G, 1 1D
- Microbiological purity | D the prodiet it i aveepted P10, Ph. Eur*,
i Fetil acoohic e bl connt £ TAMC) 5 1612 Complies |
Dot e thaa DH00 {FL A 2613 !
l lortal yeists ard mmoolds count ITYAMET - not mone | USSP, i, Lomplics l
. Hhooe ol UFU { <62 :‘
A r Notoltewed 2 Colim Iaofproduee & o Complies %
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L umeroTy LR M PO MIRPOORT ATV Ot p 2612 Bignonie |
! CEANIL S = s O peie OO0 KV 2613 i '
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JAEPAIIKCITYKBA
JAEP)KABHA CJIYKBA 3 JIIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH ¥ TEPHOITUIBCBKIM OBJIACTI

Byn1. bpoaisceka, 5, m.Tepaonias, 46002, 1.(0-352) 52-67-57, 25-08-59
E-mail: dis.te@dls.gov.ua, Kog €APIIOY 37076515

BUCHOBOK
npo AKICTH BBE3eHOro B YKpainy nikapebkoro 3acoby
20.03.2026 Ne 14382/26/1911
HOBAI'PA €BPO

(nafvciyammg aikapeskoro sacofly 3riane 3 peecTpatiiinus nocbiavennas)
TabaeTkH, BRKPUTI iBKoBo1 o6oonkolo, no 100 mr, no 4 TabaeTkn, BKPHTHX NIIBKOBOIO
obononkomw, y Giicrepi; no 2 6aicrepu B kapTonrmiii Kopobui
{hopma By, A0IYDRING, BIY NAKYBakA Jkapcexoro 3acoby)

Homep peccrpauiiinoro noesinaenns UA/8707/01/03 crpok uii peccrpauiituoro nocpinvenns 01.01.2099
Cepin nikapenkoro sacoby Ne PP625004 KiansicTs naesenoro nikapeskoro sacoby 19110

HOnik ®apmackiotukan JlaBoparopis (siuiinenns dipmu "Ik, B.

Bupobuus S : :
E Kemixans enn apmackiorurans Jita"), Iuais
{nafiveny paHtg BHpobHHKL MKAPCKEOTO 3aco0y, Kpaiia MOXO/UKCHHA)
Baesenio B Ypainy Tosapuerso 3 obvewenotw sinosinansuicrio "Konapk Inreamen”,

inent, kox: 25182226

(radMey sanug Ta k04 30 CPTIOY opwaunol ocobn abo npispuue, iv'a, 1o Sarokomi §iswdnoi

0cobH - manpHesit, T micte npokanais ta peecrpanifingil vomep ofizikoRol kAPTRY NIATHHKE
HOLATKIE a00 CEpiR Ta HOMEP nRCnOpTa)

[poTokoa sisyanenore xontpenso sin 20,03.2026 Ne 274,

3a PEIYNILTATAME AEPXABHOTO KONTPOMO  BCTAHOBACHO, IO nikapcekuil  3aci®  Bmezeno A Yxpaiwy 3
HOTﬁHMH I{Hﬂﬁl .&me JAKROHOABCTRA WO10 3abeIeHeHHR AKOCTI JHXKRPCLKNX 1acobis.
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'NOVAGRA Eum Certificate No.: R Pagela:d4
__HOBATPA €BPO Ceprudinar N | OFP2O002135 | 0 oiunea1ad
BATCH CERTIFICATE
CEPTHDIKAT HA CEPTIO
Product name: | NOVAGRA ELRO - Manufacturing country: | India
Haswu npoaykuli: | HOBATFA €8P0 f Kpaiua-supobans: | banin
Pharmaceatical form, dosage: . film-coated tablets, 100 mg .k }
| P = License No.
Jikapenka dopma, | rafacren, pEpati naisxosow oboaonrow, G- 1430
) Mincasis Ne:
aosypanus: | go 1 sy
Strength/potency: | 1 tablet contains sildenafil citrate equivalent to 100 mg of sildenalfil

'I‘) pe and slze of

4 Alm-coated tablets in a blister, 2 blisters in 1 cardboard box with Ukralonlan

packaging: | and English languages labeling
Bua i posmip | uo 4 ruGaersn, separid nainsoson pboaonkaw, y daicrepi, no 2 Gaicreps ¥
o YRAKOBKH: | KAPTOHNIN Kopolui 3 MAPKYBAHREM YEPATHCLEU TA AHTIHICHR0I0 MOBIMK
wh Nou . Batch size: boxes
Batch No.t | b a60024 5 CHIEEERE ] gy
Cepia Ne Possmip cepit: | wopodiow
» ring date: | Fxiry date: ‘
fanufacturing date: 062026 Expiry date 08/2029
Jara supobunurua; Tepst. npui.:

Registrution cectificate:
Pecerpamiiine nocsizacann;

UA/BToTarn3 l

Manufacturer:

Bupobunk:

Unigue Pharmaceuticn! Laborsitories (4 division of 1. B, Chemicals &
- Pharmaccuticals Lul), Plot No, 215219, G.LD.C., Tndustrin]l Arei, Panoli -
| 394 {16, Dist. Bharuch, India
Haix Papmacuiornras daboparopis (shydaenun dipsn « o B, Kestisam
e Papsackrwornrays JIrae), Tianuwa No

Unlimited from:
Heolimewneno 3:

04102018

Inacrpian Epia, Hanoni - 394 116, oxpyr bxapyx, Tngin

" Certificate of GMP compliance No.: |
Ceprudinar sianoniznecy HBI Ne: |

| OS2026:GMP

215219, i Aib. Jd Ci,

Valldall: |
Jiitcunii 10: 01.11.2028

Ann!wm prmdum results /
PeayanTary RpoBeIcnus iy

9 Ragistenl HMhce
[ SRR O R

FHZ boren Mol Sno bl Baagr Balding

TIEPLIY SRS

Y L L : METHODS OF
REQUIREMENTS/ CON’TROL! RESULTS/
BHMOI'H METOJH PE3YULTATH
a : KOHTPOTH)
impcammt Purple-red volor, irtangulier shape, biconves film- | p 1. visually Conpli
N Fpal Tonkion Termin 2 ik SRR o r Arphics
coated wablets insoribed waith “E007 on one side
Onue Tlvprivpro-tepsoHany sounopy rpraytsol dpopsit | ], pizyansio
NG YIS Brpt 1] U BROBOIY 0GOIIEKDNY Rignosigac
Tadnerksy s manncos « D0 1 oauoro Soxy o
Averape weight of 631 0mg = 5% p2.BP* XI1G £17.34 mu
tablets =
Ccpmua LI 0310w » 2% \%
vabaerox 10
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UNIQUE PHARMACEUTICAL LABORATORIES

A Divigion of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

BHMOI'H
niformity of mass Mass of not more than two gablets, may devinte
from the average mass by more than $ %, and none
~ by more than 10%
OanepianicTs macn Mace He Sinbite Hix 200X TalaeToK, MOXe n.3, BO*, XII G
NXHARTHCE BIJT copamipcl Macy Ginsime ni #a 5 Binnosinae
%% i wommn ~ He Ginsute wiw ya 1 (%5
Uniformity of Jasage Acceptance value (AV) 5 15 p4, in-hause
units monograph, 3
USP* <80 5>
Oanepianier, Uncno opustasnocti {AV) < 15 e, mRyTpim
JOAOBINHX OTMIHUL mosorpadis, 5.7
D.CIEHA* -
~505>
Identification Retention time of principal peaks in p.5, HPLC,
Sildenafil chromatngrams of the tes and the standard in-house _
soiwtions, obtained in the “Assay™ test should monograph, Complies
Soineide: BP= 1N D
_[menrudikanin Yac YTy BaRHA OCHORHWA TIKIH HI n.5, BEPX
Crutaeraiin XPOMBTOMAMAX (ATIACISNO0 | CRIINOAPIIC0 BUYTPILIEN Bianosiase
Poaaide, orprManix B poaain a Kinskicne soHorpadisn,
HUIHANCHHAY NOBMHCH CHIBOIATH. LP*HLIND
Dissolution Not less than 80 %6 (1)) of label claim of sildenafil | p.6, USP* I8 %
should dissolve during 45 minutes. <71)>
Poauauenns He scuwe 80 %% (Q) sin sxynaennl ximxocri .6, ®.CIIA*
cHMNSHAHINY DOBHENG POIMHHKUTICH NpoTsress 45 | <71 1> 28 %
XBEITHEL :
glshlcgmﬂen (in Not more than 30 minubes. p 7. BF XH A 3 min, 0 sec.
et)
y : e : 2 A
Posuazanna {y sou) He Binnwe iz 30 xssran, n?, BO* Xl A 4 xb. 0 ¢oK.
| Assay For realise: p.8, HPLC, in-
Sitdenafil 08.0% — 105.0% of label claim of sitdenafil, i.e, house
95.0 mg/tublet to 1050 mgitablet. monograph, 98.6%
For shelf e pe HID 98.55 mg/uablat
90,08 % - | 10.0% of label claim of sildenafil, i.c.
90.0 mip/tablet ro | 10.0 mphablet,
Khnscbene Lrw wuryosy: .8, BEPX D8.6%
| sEzERYCUHY
Fucaury: P Registared Officw: ® Cn
LIN: LAKSSOGNSTSPLCY P30T LI L2339 FeOL0 #9077

Plat o 735 219, GIOC Yousiinl Estate

32, oo Mall, S India Bazar Buldieg,

wraths Marg,
Prabhades, by ~ 400028

§ +31 22 2439520003300

P - 394 114, Bharuch, Gujarat.
S 268N FT2 A7% £ I8E £ B0 TR 1 XIS
#opt panobJihphsema.com

Do Jodhpar BRTS Zasallig,
arrredabad - 300015, Gujses, kidka.
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98.0% - 105.0% sin aaaienol Rinskoori
cunacHadrisny, Tobro sua 95.0 wtfrabaetky 1o sionorpagia, writabaeTRy
105.0 sp'raineTiy. b, HT D
Lan mepsliy spudamuocnl
90.0D % - 110.0% pra masnenod kixukoen
cuaneHapiny, Tobro sig 90.0 srrabneTky 1o
110.0 mriralinersy,
Reluted substances Any unspecified impurity - not more than 0.2% py, HPLC, in- 0.93 %
. Total mmount of impurities - not more than 5.5 % | house 0.13%
monograph,
y BP*. HID
Cyayrnl xominixn Byne-aka neigentadikonans gosimem - ne Gmie | 1.9, BEPX 0,03 %
0.2 % BHYTPIINN
Jarancus ¥iAsKcTL JOMIWOK - He Glake 0,5 % Monorpadi, 0,13%
) Bo 11D
- Microbiological purity | (n the product it is acceptod: p.10, Ph. Ewr.*,
wial acrobic microbiol count {TAMC) £.2.5.12, Complics
not more than 1000 CFU/g; 2613
total yeasts and moulds count {TYMO) — not more | USP*, <613, Complics
than 100 CFLVg. 20
Not allowed E. Coli in | g of product Complics
Mixpoblngorivus B npenapari 20myCKBETECS” " 10,
SHETOTS ISTANRIY LHCHD ACPOBHIX MIKpUopraniiMiy CPr, p 26,12, Biznoaizae
{TAMC) - se Santue 1400 KY O, 2613
WFWILHE YHEAO APikiwoaux Ta niickasry rpabis | O.CLIA®, Biznoniasc
(TYMC} ~ we Gineme 100 KYOir. Bz, <52
He ponveraerses E. Coli 8 | r npenapary Biznosizae
* Curvent edition. / iwove puaarHg,
Labelitng: Should correspond to the registered labelling. Complies
Mapxysannu: Hosuino BUIOBIAATH 3APLOCTPOBANIOMY MIPKYBAHHIO. Bianosiage
Packaging: Should correspond 1o the requirements of MQC. Complics
Haxysapns: Flopyruo pinosigary susoram MK, Bianoeinae
Factary: ¥ Rujistared Offca:
CIN; L DG I TEPLCATINT? CIM: L 260G S0P CY RN
Pt Ko 218 - 299300 Industrin Evinie 2, ssoon Mall Star Indio Barar Bukdng, ’ P AP
Pancli - 194 118, Bharach, Gaart. Opp. Jodhpr BRTS Zatelite, Anpa Ssheh Mzcathe Mary,
<01 208 TR ATL ) T84 L 304 4783 £ 399 Ahmeduhact - IR Gadarat, ingla Papiadev, Mumbal ~ a0XES

gl panchigERpharos com L 5T 32 2AI9S200¢5500
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Pharmaceatical form,
Jdigapenxa popma, |

A Dwision of 3. 8. CHEMICALS 4 PHARMACEUTICALS LIMITED
H000 PEOPLE
for GOOD HEALTH
NOVAGR.A EUR@ Certificate No.: s . Pagels 4
__HOBATPA €BPO Ceprudrinar MNe: topre w%{;ss Croplukalad
BATCH CERTIFICATE
CEPTHDIKAT HA CEPTIO
Product name: | NOVAGRA ELRO - Manufacturing country: | India
Haswu npoaykuli: | HOBATFA €8P0 f Rpains-supobuns: | bapin

dosage: . film-coated tablets, 100 mg }

. License No.:
TAfACTRN, BEPIT AIBROB0 K 0DOI0IR0W, G. 1430

Mincasin Mo

aosypanus: | go 1 sy
Strength/potency: | 1 tablet contains sildenafil citrate equivalent to 100 mg of sildenalfil
Cuas piVakrronicre: | 1 1alnerwa sicrars cuontenadiay unrpary exsisasewrno 100 sr cnivteradlay
'I‘)pe and size of | 4 film-coated tablets in a blister, 2 blisters in @ cardboard box with Ukrabnian
packaging: | and English languages labeling
Bua i posmip | uo 4 ruGaersn, separid nainsoson pboaonkaw, y daicrepi, no 2 Gaicreps ¥
o YRAKOBKH: | KAPTOHNIN Kopolui 3 MAPKYBAHREM YEPATHCLEU TA AHTIHICHR0I0 MOBIMK
Bawch N’a.‘ PP626002A v, liatlch’ Sl".'.f‘: S180 boxes
Cepia Ne Possmip cepit: | wopodiow
Man ufacturing tlate 062026 Expiry date: 08/2029
Jara supobunurua; e Tepst. npui.:
chm'('ruti:m certificate: UA/RTGTAT 03 Unlimited from: 04.10.2018
Pecerpaniiisie nocsizucans:

Heolimewneno 3:

Manufacturer:

Bupobunk:

~ Pharmaccuticals Ltd.), Plot No. 215219, G.LD.C,, Industrinl Arex, Panoli -
| 394 {6, Dist. Bharuch, India

Unigue Pharmaceuticn! Laborsitories (4 division of 1. B, Chemicals &

Haix Papmacuiornras daboparopis (shydaenun dipsn « o B, Kestisam
enn Papsachrornrass Trae), Tiasnwa Ne 215-219, Ewi Ail. A4 Ci
Inacrpian Epia, Hanoni - 394 116, oxpyr bxapyx, Tngin

" Certificate of GMP compliance No.: |
Ceprudinar sianoniznecy HBI Ne: |

Valld tll: | 01113028

! ” .
% OS0/2026:GMI Miticnmii 30 |

Ann!wm prmdum results /
PeayanTary RpoBeIcnus iy

9 Ragistenl HMhce @
[ SRR O R

Py oo

Y L L : METHODS OF
REQUIREMENTS/ CON’TROL! RESULTS/
BHMOI'H METOJH PE3YULTATH
: : KOHTPOTH)
impcammt Purple-red volor, irtangulier shape, biconves film- | p 1. visually Conpli
N Fpal Tonkion Termin 2 ik SRR o r Arphics
coated wablets insoribed waith “E007 on one side
Onue Tlvprivpro-tepsoHany sounopy rpraytsol dpopsit | ], pizyansio
NG YIS Brpt 1] U BROBOIY 0GOIIEKDNY Rignosigac
Tadnerksy s manncos « D0 1 oauoro Soxy o
Averape weight of 631 0mg = 5% p2.BP* XI1G £17.34 mu
tablets =
Ccpmua LT 63108 = 2%
valaeroR

FHZ boren Mol Sno bl Baagr Balding
Dy dedhpar BRTS Satalite,
e ELTT \15%};“- u.uw ¥ ety

fo_, nlb* :\% ¥
\\ A A

TIEPLIY SRS

w”
mmm Sy - 2R
LANE SR e 05 v T ]

" ehwwBpRRrme oo



UNIQUE PHARMACEUTICAL LABORATORIES

A Divigion of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

BHMOI'H
niformity of mass Mass of not more than two gablets, may devinte
from the average mass by more than $ %, and none
~ by more than 10%
OanepianicTs macn Mace He Sinbite Hix 200X TalaeToK, MOXe n.3, BO*, XII G
NXHARTHCE BIJT copamipcl Macy Ginsime ni #a 5 Binnosinae
%% i wommn ~ He Ginsute wiw ya 1 (%5
Uniformity of Jasage Acceptance value (AV) 5 15 p4, in-hause
units monograph, 3
USP* <80 5>
Oanepianier, Uncno opustasnocti {AV) < 15 e, mRyTpim
JOAOBINHX OTMIHUL mosorpadis, 5.7
D.CIEHA* -
~505>
Identification Retention time of principal peaks in p.5, HPLC,
Sildenafil chromatngrams of the tes and the standard in-house _
soiwtions, obtained in the “Assay™ test should monograph, Complies
Soineide: BP= 1N D
_[menrudikanin Yac YTy BaRHA OCHORHWA TIKIH HI n.5, BEPX
Crutaeraiin XPOMBTOMAMAX (ATIACISNO0 | CRIINOAPIIC0 BUYTPILIEN Bianosiase
Poaaide, orprManix B poaain a Kinskicne soHorpadisn,
HUIHANCHHAY NOBMHCH CHIBOIATH. LP*HLIND
Dissolution Not less than 80 %6 (1)) of label claim of sildenafil | p.6, USP* I8 %
should dissolve during 45 minutes. <71)>
Poauauenns He scuwe 80 %% (Q) sin sxynaennl ximxocri .6, ®.CIIA*
cHMNSHAHINY DOBHENG POIMHHKUTICH NpoTsress 45 | <71 1> 28 %
XBEITHEL :
glshlcgmﬂen (in Not more than 30 minubes. p 7. BF XH A 3 min, 0 sec.
et)
y : e : 2 A
Posuazanna {y sou) He Binnwe iz 30 xssran, n?, BO* Xl A 4 xb. 0 ¢oK.
| Assay For realise: p.8, HPLC, in-
Sitdenafil 08.0% — 105.0% of label claim of sitdenafil, i.e, house
95.0 mg/tublet to 1050 mgitablet. monograph, 98.6%
For shelf e pe HID 98.55 mg/uablat
90,08 % - | 10.0% of label claim of sildenafil, i.c.
90.0 mip/tablet ro | 10.0 mphablet,
Khnscbene Lrw wuryosy: .8, BEPX D8.6%
| sEzERYCUHY
Fucaury: P Registared Officw: ® Cn
LIN: LAKSSOGNSTSPLCY P30T LI L2339 FeOL0 #9077

Plat o 735 219, GIOC Yousiinl Estate

32, oo Mall, S India Bazar Buldieg,

wraths Marg,
Prabhades, by ~ 400028

§ +31 22 2439520003300

P - 394 114, Bharuch, Gujarat.
S 268N FT2 A7% £ I8E £ B0 TR 1 XIS
#opt panobJihphsema.com

Do Jodhpar BRTS Zasallig,
arrredabad - 300015, Gujses, kidka.



UNIQUE PHARMACEUTICAL LABORATORIES

H000 PEOPLE
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NOVAGRA EUR@
__HOBAT'PA €BPO

- Pagels 4

Certificate No.: i P
Cropluxalsd

Ceprudinar Me:

10FP26002135

BATCH CERTIFICATE
CEPTHDIKAT HA CEPTIO

Haisa npoayxulic

0%

Product name: |

Pharmaceatical form,
Jdigapenxa popma, |

NOVAGRA ELRO - Manufacturing country: | India

HOBATPA €BPO f Kpaiua-supobans: | banin

dosage: - film-coated tablets, 100 mg . }
4 L ; License Nou:

TafacTkN, BEPITi nAiBROBo 0 060I0HK0Y,

) Mincasis Ne:

panus: | go 10 sy

G-Iﬂﬂ

Strength/potency:
Craa alVasTHONICTE:

1 tabict contains sildenafil citrate equivalent to 100 mg of sildenalfil
1 rafiaeTea wicrars cuoatenadiay unrpary exsinasewrno 100 mr eniutenadiay

'I‘) pe and size of

packaging:

Bna i posmip

YIHIKOBR

Batch NO\.‘
Cepin No

4 film-coated tahlets in a blister, 2 blisters in & cardboard box with Uliralnian
and English lunguages labeling

uo 4 radaeren, separif naineoson ebnanukaw, ¥ éaicrepi, no 2 Gaicrepn ¥
KAPToHNi kopolui I MAPKYRIHHIEM YEPATHCLKOW T4 ARCATHCHR0I0 MOBIAMK
PP626002A v, liatlch’ si)zf‘: boxes

Posmip cepit: RopodoK

8180

Man ulacturing llate

Expiry date:

062026 0a2029

Jara supobungrya:

Tepst. npui.:

Registrution cectificate:
Pecerpamiiine nocsizacann;

UARTOT/OT NI Unlimited from: |, 00 o018
Heolimewneno 3:

Manufacturer:

Bupobunk:

~ Pharmaccuticals Ltd.), Plot No. 215219, G.LD.C,, Industrinl Arex, Panoli -
| 394 {6, Dist. Bharuch, India

Unigue Pharmaceuticn! Laborsitories (4 division of 1. B, Chemicals &

Haix Papmacuiornras daboparopis (shydaenun dipsn « o B, Kestisam
enn Papsachrornrass Trae), Tiasnwa Ne 215-219, Ewi Ail. A4 Ci
Inacrpian Epia, Hanoni - 394 116, oxpyr bxapyx, Tngin

" Certificate of GMP compliance No.: |

Valld tll: | 01113028

! _' .
Ceprudinar sianoniznecy HBI Ne: | ! BNMLOZGML Jlisicumii ao;
Ann!wm pmcedum resylts /
PeayanTary RpoBeIcnus iy
NI , METHODS OF
REQUIREMENTS/ CON’TROL 5 RESULTS/
BHMOI'H METOJH PE3YULTATH
: _ KOHTPOTH)
impcammt Purple-red volor, irtangulier shape, biconves film- | p 1. visually Complic
coated wablets insoribed waith “E007 on one side -DEpHE
Onue Tlvprivpro-tepsoHany sounopy rpraytsol dpopsit | ], pizyansio
NG YIS Brpt 1] U BROBOIY 0GOIIEKDNY Rignosigac
Tadnerksy s manncos « D0 1 oauoro Soxy o
Averape weight of 631 0mg = 5% p2.BP* XI1G £17.34 mu
tablets =
Ccpmua LT 63108 = 2%
valaeroR

9 Ragistenl HMhce
[ SRR O R

Py oo

FHZ boren Mol Sno bl Baagr Balding
Dy dedhpar BRTS Satalite,
e ELTT \15%};“- u.uw ¥ ety

TIEPLIY SRS
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UNIQUE PHARMACEUTICAL LABORATORIES

A Dwision of J. 8. CHEMICALS & PHARMACEUTICALS LIMITED

95.0% - 305.0% Bif 3aRaa2301 Rinsgoeti

cunacHadrisny, Tobro sua 95.0 wtfrabaetky 1o sionorpagia, writabaeTRy
105.0 sp'raineTiy. b, HT D
Lan mepsliy spudamuocnl
90.0 % - 116.0% pia saasnenod KiaLKoen
cuaneHapiny, Tobro sig 90.0 srrabneTky 1o
110.0 mriralinersy,
Reluted substances Any unspecified impurity - not more than 0.2% py, HPLC, in- 0.93 %
Total mmount of impurities - not more than 5.5 % | house 0.13%
monograph,
B BP* . HID
Cyayrnl xominixn Byap-fka seimenTudironans gosium - ue G | 1.9, BEPX 0,03 %
0.2 % BHYTPIINN
Jarankus LKL QoMLK - He Giasue 0,5% | Moworpadis, 0,13%
) Bp* 1D
- Microbiological purity | (n the product it is acceptod: p.10, Ph. Ewr.*,
wial acrobic microbiol count {TAMC) £.2.5.12, Complics
not more than 1000 CFU/g; 2613
total yeasts and moulds count {TYMO) — not more | USP*, <613, Complics
than 100 CFLVg. 20
Not allowed E. Coli in | g of product Complics
Mixpoblngorivus B npenapari 20myCKBETECS” " 10,
SHETOTS ISTANRIY LHCHD ACPOBHIX MIKpUopraniiMiy CPr, p 26,12, Biznoaizae
{TAMC) - se Santue 1400 KY O, 2613
IBFWOHE UHEAO Apisirobux Ta mwiickaskx rpabis | ©.CLIA®, Binnoniaac
(TYMC} - we Sineme 100 KYOrr. <f1=, <b2>
He ponveraerses E. Coli 8 | r npenapary Biznosizae
* Current edition. / iovwe pupatug,
Labelitng: Should correspond to the registered labelling. Complies
Mapxysannu: Hosuino BUIOBIAATH 3APLOCTPOBANIOMY MIPKYBAHHIO. Bianosiage
Packaging: Shoukd correspond o the requirements of MQUC. Complies
Haxysapns: Hosuntio pimnosigary suaoras MK, Bianoeinae
Faetary: ® Rugistared Offea: )
CIN; L DG I TEPLCATINT? GIN L2630G N 978 CY R

Pt Wo 219 - 219, GO0 Industind Extie
Panchi - 188 116, Bharach, Guerat.
+U1 208 TTR AT ) T4 P A 1982 £ 335

teegd ponchigEpharon oo

2, ssoon Mall Star Indio Barar Bukdng,
Opp. Jodhgxr BRTY Satelize,
#Ahmodobad - IBIR Gadaigt, india

Agppn mm wm Mmg,
Peabiadav, Mumbal - S0DXES,
L 81 E2 2439K200/ 5500




UNIQUE PHARMACEUTICAL LABORATORIES

A Divigion of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

BHMOI'H
niformity of mass Mass of not more than two gablets, may deviate p-3, BP*,
from the average mass by more than $ %, and none | XHG Complies
~ by more than 10%
Oaneplanicrs macy Mace He Gisbite Hix Ap0K Talaerox, Moke n3, Bo* Xt G
NXHARTHCE BIJT copamipcl Macy Ginsime ni #a 5 Binnosinae
%% i wommn ~ He Ginsute wiw ya 1 (%5
Uniformity of Jasage Acceptance value (AV) 5 15 p4, in-hause
units monograph, 3
USP* <80 5>
Oanopianicrs Wneno apediasrmocti {AVI < 15 w4, wryrplin
JOAOBINHX OTMIHUL mosorpadis, 5.7
D.CIEHA* -
905>
Identification Retention time of principal peaks in p.5, HPLC,
Sildenafil chromatograms of the resz and the siandard in-house _
sodutions, obtained in the “Assay"™ test should monograph, Complies
cosncide; BP= 1 D
_[menrudikanin Yac yTPIOIYBERHA OCHORHMX TIKIE Ha n%, BEPX
Cwiaessdyin XPOMBTOITaMAX OORESIOHCRSIED | CRMOAPIIROSS | BUYTDILIHS Bianosiase
Poaaide, orprManix B poaain a Kinskicne ssoHorpadin,
HUIHANCHHAY NOBMHCH CHIBOIATH. LP*HLIND
Dissolution Not less than 80 %6 (1)) of label claim of sildenafil | p.6, USP* I8 %
should dissolve during 45 minutes. <71)>
Poauauenns He scuwe 80 %% (Q) sin sxynaennl ximxocri .6, ®.CIIA*
cHMNSHAHINY DOBHENG POIMHHKUTICH NpoTsress 45 | <71 1> 28 %
XBEIHEL
i 10 mi :
g;s‘:;cgmﬂm (in Not more than 30 minubes. p 7. BF XH A 3 miin, 0 se.
y : e : 2 A
Posmazanna {y soji) e Binnee six 30 xommnn, n7, BO* XA 4 xb. 0 ¢oK.
| Assay For realise: p.8, HPLC, in-
Sitdenafil 95.0% — 105.0% of latxel claim of sitdenafil, i.e, house
95.0 mg/tublet to 1050 mgitablet. monograph, 98.6%
For shelf e pe HID 98.55 mg/uablat
90,08 % - | 10.0% of label claim of sildenafil, i.c.
90.0 mip/tablet ro | 10.0 mphablet,
Kinuione A muryosy:
| sEzERYCUHY
Facsory, ? Registared Office:
LIN: LAKSSOGNSTSPLCY P30T LI L2339 FeOL0 #9077
Plat k0 785~ 219, GHIC Yeustnal Extate B2, lscon Mal, e ncka Bazar Buldig k ;
Panesi - 394 115, Bhacuch, Qujgas. O Jodhpur BRTS Zagallimg, Appa Sl W;!Bt I wfg
S8 2080 F72 472 £ 78¢ £ 304 78T ¢ RIS aravedsbad - J00015. Gujsesr, kicka, Prabthate, Wby ~ 400028

#opt panobJihphsema.com € +51 22 2439530005300



A Division of J, B. CHEMICALS & PHARMACEUTICALS LIMITED

R
C@ UNIQUE PHARMACEUTICAL LABORATORIES

- 6000 PEOPLE
for GOOD HEALTH

I kereby ceriify that the ahove information &s anthentic and accurate, This bawck of product hus been mannfoctured,
including packagingAabelling and quality control analysis, ot the ubove mentioned site in full compliance with the
GMP requirements of the local Regwiatory Anthority and with the specificerion available In regluration dessier.
Provocols of basch processing, packagiag and analysis recurds were reviewed and found to be in compliance with
GMP, T hereby confirm that all preduction siuges for this botch of finished product were carvied out in full
compliance with the requirements specificd in the current GMP guidelines approved by the Minlstry of Health of
Ukralne. /

L{ust n 3aceioayio, no nasedena susie ndopsanin ¢ docmueipnoe ma moulow. Lo cephn npodygii Gpae
SHPOOILRO (RIAIONRNONY HAKYRANNI/ MAPRYSANHR) NG MPpOsedeo RowmpoNs T axoemi ne exwesaronestil dinvnugl
¥ nosnili esionpsidnocmi 1 sumozan GMP, pomanuercnnxp MiCHEsRN PERISMOPHARAL UPNIHOM, & MOKONR
cionomione do crcuudinanii, wo micoumecn ¢ perempaniinosy docee, Hipomoxoti supobunymed, RAKYSaKNL ma
awarbri Byaa neperipany ma ecmanoeieno sidnesidnicms GMP. Llum nidmsepiacyiv, aw aci aupodrui cmadi
o wied cepil comoool RPOOYKWIT Gy S0MICHeni ¢ Rognil aldrpgidnormd 3 BuMpIONL, 3a3NovenuMe & vunnid

wacmanosd 3 GMP, sameepdncentii Minicmepcmion oxoponu 3dopoe’s Yxpuahi.

Name and pasition of person responsible for the analysis: | Mr, Yagnesh K. Trivedi, Sr, Manager QU
Mipisshmie Ta nocaaw ocobn, wo slanoninac 3a aranls: | Hruco K. Tpiseai, Cr. Menemowep KA
Sigwature of person responsible for anabysls: )3_{:)
Mitaac ocobn, mo simoningc 33 ananiy;

Name and position of person responsible for batch release: | Hasmukh Jaysinh Arya
Mpissume 74 nocazn ccobn, mo siznosizac 3 sunycx cepii: | Manager Quality Assurance
Xacnyx naficin Aps
. 3abCaNCUCHHA IKOCTI MCHELKEDa
Sigaaturc of persen responsible for baich release: ﬂ

ianuc ccofin, mie singosinac 3a suaycx cepilt (1
Date of signature: | o ](;371 O

Java ninnucanun;

\LP A.'.H}f

$‘(\05'\nel'nm,".’b

qA

CIN: L24390BS19TEPLCITIONT CIN: L24990G.11976PL00 13077 T80 W27
Pink Ko 215 - 219, GIOC fduetind Estutn 2, tmvon Ml Stor Indiz Bazar Building, Coaegpy IT Park, Mndt A, B* Floa
Pacsdl - 304 Y18, Bharach, Gusrat. COpp: Jodipis BRTE Sateiite, Agun Sahab Maesmhe Mary,

497 2666272472 PMA 1 304 /B398 Ahmadobe - 38D, Bagarat, Ingia Peatenitav. Muirbal - $00028.

Jhopd pancligytphanma com L 012 24398200/5500



UNIQUE PHARMACEUTICAL LABORATORIES
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A Dwision of J. 8. CHEMICALS & PHARMACEUTICALS LIMITED

98.0% - 105.0% sin aaaienol Rinskoori 98.55
cunacHadrisny, Tobro sua 95.0 wtfrabaetky 1o sionorpagia, writabaeTRy
105.0 sp'raineTiy. b, HT D
Lan mepsliy spudamuocnl
90.0 % - 116.0% pia saasnenod KiaLKoen
cuaneHapiny, Tobro sig 90.0 srrabneTky 1o
110.0 mriralinersy,
Reluted substances Any unspecified impurity - not more than 0.2% py, HPLC, in- 0.93 %
Total mmount of impurities - not more than 5.5 % | house 0.13%
monograph,
B BP* . HID
Cyayrnl xominixn Byap-fka seimenTudironans gosium - ue G | 1.9, BEPX 0,03 %
0.2 % BHYTPIINN
Jarankus LKL QoMLK - He Giasue 0,5% | Moworpadis, 0,13%
) Bp* 1D
- Microbiological purity | (n the product it is acceptod: p.10, Ph. Ewr.*,
wial acrobic microbiol count {TAMC) £.2.5.12, Complics
not more than 1000 CFU/g; 2613
total yeasts and moulds count {TYMO) — not more | USP*, <613, Complics
than 100 CFLVg. 20
Not allowed E. Coli in | g of product Complics
Mixpoblngorivus B npenapari 20myCKBETECS” " 10,
SHETOTS ISTANRIY LHCHD ACPOBHIX MIKpUopraniiMiy CPr, p 26,12, Biznoaizae
{TAMC) - se Santue 1400 KY O, 2613
IBFWOHE UHEAO Apisirobux Ta mwiickaskx rpabis | ©.CLIA®, Binnoniaac
(TYMC} - we Sineme 100 KYOrr. <f1=, <b2>
He ponveraerses E. Coli 8 | r npenapary Biznosizae
* Current edition. / iovwe pupatug,
Labelitng: Should correspond to the registered labelling. Complies
Mapxysannu: Hosuino BUIOBIAATH 3APLOCTPOBANIOMY MIPKYBAHHIO. Bianosiage
Packaging: Shoukd correspond o the requirements of MQUC. Complies
Haxysapns: Hosuntio pimnosigary suaoras MK, Bianoeinae
Factary: ¥ Rujistared Offca:
CIN; L DG I TEPLCATINT? GIN L2630G N 978 CY R

Biot Ko 218 - 219, R0C Industrind Evinie
Pancli - 398 18, Bharach, ot

U 2648 TTRAIL) TBA ) T4 1783 £ 395
teegd ponchigEpharon oo

2, ssoon Mall Star Indio Barar Bukdng,
Opp. Jodhgxr BRTY Satelize,
#Ahmodobad - IBIR Gadaigt, india

Agppn mm wm Mmg,
Peabiadav, Mumbal - S0DXES,
L 81 E2 2439K200/ 5500




A Division of J, B. CHEMICALS & PHARMACEUTICALS LIMITED

R
C@ UNIQUE PHARMACEUTICAL LABORATORIES

- 6000 PEOPLE
for GOOD HEALTH

I kereby ceriify that the ahove information &s anthentic and accurate, This bawck of product hus been mannfoctured,
including packagingAabelling and quality control analysis, ot the ubove mentioned site in full compliance with the
GMP requirements of the local Regwiatory Anthority and with the specificerion available In regluration dessier.
Provocols of basch processing, packagiag and analysis recurds were reviewed and found to be in compliance with
GMP, T hereby confirm that all preduction siuges for this botch of finished product were carvied out in full
compliance with the requirements specificd in the current GMP guidelines approved by the Minlstry of Health of
Ukralne. /

L{ust n 3aceioayio, no nasedena susie ndopsanin ¢ docmueipnoe ma moulow. Lo cephn npodygii Gpae
SHPOOILRO (RIAIONRNONY HAKYRANNI/ MAPRYSANHR) NG MPpOsedeo RowmpoNs T axoemi ne exwesaronestil dinvnugl
¥ nosnili esionpsidnocmi 1 sumozan GMP, pomanuercnnxp MiCHEsRN PERISMOPHARAL UPNIHOM, & MOKONR
cionomione do crcuudinanii, wo micoumecn ¢ perempaniinosy docee, Hipomoxoti supobunymed, RAKYSaKNL ma
awarbri Byaa neperipany ma ecmanoeieno sidnesidnicms GMP. Llum nidmsepiacyiv, aw aci aupodrui cmadi
o wied cepil comoool RPOOYKWIT Gy S0MICHeni ¢ Rognil aldrpgidnormd 3 BuMpIONL, 3a3NovenuMe & vunnid
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Name and pasition of person responsible for the analysis: | Mr, Yagnesh K. Trivedi, Sr, Manager QU
Mipisshmie Ta nocaaw ocobn, wo slanoninac 3a aranls: | Hruco K. Tpiseai, Cr. Menemowep KA
Sigwature of person responsible for anabysls: )3_{:)
Mitaac ocobn, mo simoningc 33 ananiy;

Name and position of person responsible for batch release: | Hasmukh Jaysinh Arya
Mpissume 74 nocazn ccobn, mo siznosizac 3 sunycx cepii: | Manager Quality Assurance
Xacnyx naficin Aps
. 3abCaNCUCHHA IKOCTI MCHELKEDa
Sigaaturc of persen responsible for baich release: ﬂ

ianuc ccofin, mie singosinac 3a suaycx cepilt (1
Date of signature: | o ](;371 O
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