JEPXKJUKCIYKBA
JEPYKABHA CJYKBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y TEPHOTILIBCHKI OBJACTI

Bya. Bpoziscska, 5, M. Tepronine, 46002, 1.(0-352) 52-67-57, 25-08-59
E-mail: dls.te@dls.gov.ua, Kog €APTIOY 37076515

BHUCHOBOK =
npo SIKiCTL BBE3EHOro B Y KpaiHy JiKapchKoro 3acody

15.08.2025 Ne 40563/25/19

HOBAI'PA €BPO

(HalMeHY BRI Aikaposkoro 3acoly 3riduo 3 peecrpauiftygn nocsiguciusm)
Tab.1eTKH, BRPHTI NaiBKOBOIO 06001K010, 1o 100 Mr, no 1 Tabaerni, BKpUTHX naiBKoBoI0
0G0a0HK010, y Oaictepi; no 1 dJicTepy y KaproHuiii Kopobui

{hopma BATIYCKY, HO3YBANIM, B NAKYRAHNA JiKapChKoro 3acoly)
Howmep peecrpauitinoro nocsizgenna UA/8707/01/03 crpox aii peecrpauiitnoro noceimenns 01.01.2099
Cepis aixapeskoro sacoby Ne PP625003, Kixexicts sBeseroro nikapeskora sacoSy 10500

HOuix Papmacsrorurai Jlaboparopis (siuinenns ¢ipmu "JDk. b.

Bupobuuk A ; ;s :
e Kemixkams enn Qapmacsiotakans JIta."), Iuais
{nakimenyaanna BupoGEUKa XiKapesroro 3acofy. Kpaiua MOXOKEHHS)
Breseno B Ykpainy Tosapucrso 3 o6mexenoro Binnosizaapnicrio "Kouapk Inreamen”,

inent. kox: 25182226

(nadimMeuysanns 1a koa 38 CAPTIOVY opuausuol ocolu abo upissuuge, M. 1o Sarsxoni Gizmanoi

0COBH ~ MANPHEMIN, T MICHE IPOKABAKKN T4 PeecTpatifinuil noMep 06AIKOBOT KAPTKH NIATHHKS
nogarxis abo cepis Ta HoMep racnopra)

Ipororon sizyaisuoro xourposo sia 18.07.2025 Ne 263, .
Jaboparopsuit ananis axocti Jikapebxoro 3acoly 3nificHenui:

JTaGopatopis 3 KoHTPOmO sKocTi Jtikapekux 3aco6is TOB "JIOBPOBY T-JIIKHIIAB" (M. Kuis,
By71. Hoeropoa-Cipepebka, 6ya.3, Hexumiosi npuminienns 92)

(HadMeny BasRS Ta MicnesHaxokenis aaloparopii, wo nposesa AabopaTopLHi anam3 AROCTI)

Buciopok o0 skocti Jikapeekoro 3acoly, sunanult naboparopicio sia 14.08.2025 Ne 1155-25
Pesyavtarn nabopatopHoro aratisy Akocti Jixapeskoro 3aco0y 3a nepesipenuMu nokazrukamy Bianosizawrs
BHMOTAM METOXIB KOHTPOJIO $KOCT] {(AHATITHHHO-BOPMATHBHOT A0KYMEHTAWIT).

32 pesyibTATaM¥  NCPKABHOIO KOHTPOSIO  BCTRHOBICHO. IO  gikapeskuit  3aci6  sseseno B Vepaiwy 3
AOTPHMAHHAM saMoOT 33K0HOAABCTRA WOAO 3a0e3neenns AKOCTL fikapchinx 3acobis,

T.B.0 HauanbHuKa CHYKOU
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- UNIQUE PHARMACEUTICAL LABORATORIES

A Diigion of J. B CHEMICALS & PHARMACEUTICALS LIMITED

cnenadginy

-
_GOODD PEOPLE
*f‘m‘* GODD HEALTH
NOVAGRA EURO
| HOBAI'PA €BPO
BATCH CERTIFICATE
CEPTH®IKAT HA CEPLIO
Product name:  NOVAGRA EURO Muanufacturing country: | India
Haira npoayxuii: - HOBAI'PA €BPO Kpaiua-pnpobunk: | Iugia
Pharmaceutical form: film-coated tablets License No.: GI1430
Jixapesky dopms; | valersy, skputi naiskonow oboaoukow Jinemsin Ne: -
Strength/potency: | 1 tablet contains sildenafil citrate equivalent to 100 mg of sildenafil
Craa aivcrsaicrs: | | rafaersa micrwes enaaenadiay uuwrpary exsisaaewrno 100 mr

Tvpe and size of

1 film-costed tablet in » hlister, 1 blister in a cardboard box with Ukrainian

packaging: | and English lunguages labeling
Bua i poamip | no 1 vslaerud, sparrill nusisxosomw obosonxow, y Guricrepi, no 1 Saiderepy ¥
yoakeskn: | xaproanlit kopolui 3 MapEYBREAEM YKPATHCLKOI0 TA ARIAHCLKOI0 MOBAMH
Batch No.: Batch size: | boxes
q g
Cepin Ne; PP625003 Poamip cepil: 13500 _xkopobox
Manufacturing date: ‘ Expiry date:
Jara snpobunursa: 06/2025 Tepsin npuwisrivocri: mm -
Registration certificate: Unlimited from: | .
‘ i ; 10,20
Peccrpanifine nocsiguenna: CARI0IA Heobmemeno 3¢ V10280

Manuofacturer:

Bupobunx:

" Unique Pharmaceutical Laboratories (a division of J. B. Chemicals &
Pharmaceuticals Ltd.), Plot No. 215-219, G.1.D.C., Industrial Area, Panoli -
394 116, Dist. Bharuch, India
Ouix Papmacsiorwran Jlaboparopis (siinenns pipyn « . B, Kemikam
e ©apwacswraaas JTrao), diownsca Ne 215219, i, Ak i Ci.

Inacrpiag Epia, Ianoai - 394 116, oxpyr bxapyx, Ingis

Certificate of GMP compliance No.:
Cepraikar sianosianocyi HBT1 Ne:

096/202WGMP

dated:
s

27.11.2023

Analysis procedure results |

pt‘i!}?ﬂﬁ‘l’ﬂ;‘l‘ﬂ NPOREACHHA Dy i3y

PARAMETER /-
HA3BA
Appearance Purple-red color, triangulaer shape, biconvex film-  pil, visually Compli
conted tablets inscrihed with 100" on one side -OMpHes
e Hyprypro-uepeoHoro KOABOPY TPREYTHOT Gopan 1], BEyaseso
SECOMYRAE BEPHTT TUHRROBOW OF0N0HKOIO Bianosizme
TABACTIH, 1 HANHCOM L Hore Goky
cpiband & & tHA A HpE Y1 O i F
:\:;::fe weight of 631.0mg = 35" %&% A pl BP*. XIIG | 987 mg \
. Cepeinn waca 6310 mr& § 7;{ &/ %g\ n.2, Bd*, X1 g
_Tabaerox i *e N‘é\.ﬂ\a .
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UNIQUE PHARMACEUTICAL LABORATORIES

A Diwsion of J B (‘HEMPCAL% & PHARMACEUTICALS UIMITED

GOOD PEOPLE
_for GDOD HEALTH
NOVAGRA EURO Certificate Noa
HOBATPA €BPO Cepridlscar N
NAME OF -
PARAMETER / REQUIREMENTS /
HA3BA BUMOTH
... OKASHHEKA | KOHTPO
Uniformity of mass Mass of ni! more than two tablets, may deviate p.3, BP*,
from the average mass by more than 5 %, and none | XHG Complies
- by iore than [ 0%
Oanopisnicrn Macw Maca we Glinite His Jn0X 1801e10K, MOXE 13, 5% XN G
B LS HONTHEE Bz capemam'i MACH BLIRBE HiK BA S Biznoniac
% | moytra ~ e Bimane vk wa (%40
Uniformity of dosage Acceptance valug (AV) < 15 p#, in-house
units monograph, 1.8%
USP* <005
Oxln(-phlticm Uneno mpritenrioett {AV) < 15 D, BHYTPIUIHE
AOIOBARHT GARHRUL MOHOTpapix, | 8%
O.CLHAY !
<H)5>
Identification Retention time of principal peaks in p.5, HPLC,
Sildenafil chromatograms of the rest and the standard in-house
selitions, obtained in the “Assay™ test should monograph, Complies
coineide. BP*. I D
Lacatndirnuin Une YIHMYBAHHA OCHOBHIX THKIB Ha n.5, BERX
Crawerain XPOMATT PUMUN DOCIORYOINOG | Corcmekipnnoss | BHYTPittHg Blsosie
raanunig, oTprManix B poagini «Kignxicwe smororpadis,
BHIHAMEHIND THOBRNEN CIHBOALNTH, bpr 11D
Dissolution Not less than 80 % {Q) of label cluim of sildenafil | p.6. USP* 101 %
shounld dissobve during 45 minutes, <71i> ’
Porsunennn He mene 80 % {(Q) sia sasmienod kitskoor .6, O.CHIA*
CHAZICHAPIAY NOBHAHD POTUMHHTHCE NpoTAroM 43 | <T1]> %
XBHUTIH.
. Disintegration {in Not more than 30 minutes. p.T.BP*, XTI A I
' water) 03 min, 00 sec,
Posmayanns (v sogi) He Siamtue wim 30 xnuii, 7. B, XA .
03 xp, OO cex,
Axsay | For realise: 8, HPLC, in-
Sitdenafil Q3. 0% - 15,0% of labe] claim of sildenafil, 1. house
3.0 mgiablet to 1035.0 mgtablet. monograph, 996 %
For shelf life. BPF*, IHD 99.56 mg/usblet
9.4 % - 110084 of label claim of sildenafil, ie.
N0 mg/tablet to 110
Kinkicne Asx sumyery: @vanw% n.8, BEP
BHINAYCHIN
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UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

G000 PEOPLE
for GOOD HEALTH
NOYAGRA EURO Certificate Ne.:
HOBAT'PA €BPO Coprudiscar Ne:
NAME OF |
PARAMETER REQUIREMENTS /
HAZBA BHMOId
NOKASHHKA
Craagenadis 95.0%: - 10507 Bia JMIBICHOT KLBKOCT 3 99,56
crtaesapiry, yodro si 350 sedrabacTry Ao moHorpapis, s/ rafacTry
1050 srivafizerky. b N D
Han mepw‘n;\s pRIRNOCg .
0.0 % - 1 10.0% sixg sasaneHot Kinkoen
critacumpiay, rolro sia 90.0 welradaerey W
10,0 writafnerxy.
Rekated substances Any unspecified impurity -~ not more than 0.2% p.9, HPLC, in- 0.03 %
Taal amoeunt of impurities - oot more than 0.3 % | house 009 %
monograph,
BP* I D
Cynyrai qowimixn Byas-sxa HeieHrabikonars JoMiuka - ue 6imwe | 0.9, BEPX 003 %
4.2 % BHY TP U
Fara/ g KEBKICTE d0sMimox — ve Ginuae 0.5 % wonorpadin. 0,09 %
bO* I D
Microbiological purity | In the product it is accepted: p.10, Ph, Eur.*,
todal aerobic microbial count (TAMO) - 5 2.6.12, Complies
not more than 1000 CFUg; 2613
el veasts and moulds count {TYMC) — oot more | USP*, <61>, Complies
than 106 CFUg. “<f=
Naot allowed E. Coli in | g of producy Complies
MikpoGionorivna B rpenapati gonyckacruin: 1. 10,
URCTOTR IATATLHE HHC0 AEpOBHHY MIKpOOPrasiIsia €D* p. 26,12, Bianosinac
{TAMC) - we Ginse 100D KYO, 2613
SEMAIRHE YRCITO JIPIKTKOBHX T8 nnichasnx rpudia | G.CLLEA®, Bianosiaac
{TYMC) - ne Higpme 100 KYO)r, fy )=, B2
He nomyvekaersen £, Coli s | v upenapary Bignosisac
* Current edition, ! Jioue snaanns.
Labelling: Should correspond to the registered labelling. Complies
Mapkysanns: Noununo BUOKIAATH JapeccTPOBRHOMY MAPKYBANIHNIO, Bianosigac
Packaging: Should correspond to the requirements of MQC, Complies
flacynanns: Honsrao sinosi fatd susoran MK S Biznosiiae

1 kereby certify that the ahove information is awthentic and accurate. This butch of product hus been manufuctired,
including packaginglabelling and guality control analysis, af the above mentioned site in full compliance with the

GMP requiremenix of the local Regalm‘aw Au-rkmﬂ} am! wfm the xper{ﬁcatmn available in registration d ,,
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~ UNIQUE PHARMACEUTICAL LABORATORIES

A Divisitars of J. B, CHEMICALS & PHARMACEUTICALS LIMITED

-
_GOOD PEOPLE
Jerr GOOD HEALTH
NOVAGRA EURO Certificate No.: edad.
HOBAI'PA €BPO ~_ Ceprugixar N ba4

Hus 8 racsiduymw, ugo nasedend SiRe poprsanin ¢ docmosipnow ma movume, 1 cepin npodysid Gyao
GHPOBACHD (RRAHINGIONH HAKY BAHNA CAPRYBANNR] M nposedens Konmpots T sxocmi wa sanperasnovenin dbawii
¥ nosnii eidnogionocmi 3 gustosan GMP, sCmanos e ness Micyeaus Py IRmopREs opzanas, i Makowe
stdnosidinn B¢ coenufiRayin, we Micmumsen & peeempanitinosty doces. TIpomokoii SUPOGHUHMES, NUKYSaHIN M
an@riNe Gy10 REPEARHY I MG scruvarei gionosionicms GMP, Huw nidmsepdncyr, wo oot supobuui cmadil
e wiek cepit rormvaot npodyrudl dyau sobicneni ¢ poanlii eionoBEINOCIE 3 BUMOSAMU, ISTHONCRUMY 8 YUNKIR
nacmanost 3 GMP, samsepincenii Minicmepemeon axopinn wopoe’s Yepatuuw

Namue and positive of person responsible for the analysis: | Mr, AP, SHAH
Iipisswme T2 nocaxa oeobn, mo signonizac 3a amaais: | A, L ey
General Manager — QU
» . Kepinuux - K8
Signature of person responsible for analysis:
[izmce ocofin, uro sianosizac 1 anasiy; @
Name and position of person responsible for bateh release: | Hasmukh Jaysinh Arya
Hpisssme va nocaza ocobu, mo slanosime ta snayex cepii: | Xacmyx Joxaiicin Apn

Assist, Manager Quality Assurance
Acier. Jabesnteuenng RRoCTi MeneRepa

Sigsature of person responsible Tor batch refease:

TMianuce ocofin, mo sianosinae 3a BROyex cepil:

¥

Date of signature:
Awra nianncanun; |

2. €| e [0S

¢ factory ¥ Aegistened (Hhoe:
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JEPXKJUKCIYKBA
JEPYKABHA CJYKBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y TEPHOTILIBCHKI OBJACTI

Bya. Bpoziscska, 5, M. Tepronine, 46002, 1.(0-352) 52-67-57, 25-08-59
E-mail: dls.te@dls.gov.ua, Kog €APTIOY 37076515

BHUCHOBOK =
npo SIKiCTL BBE3EHOro B Y KpaiHy JiKapchKoro 3acody

15.08.2025 Ne 40563/25/19

HOBAI'PA €BPO

(HalMeHY BRI Aikaposkoro 3acoly 3riduo 3 peecrpauiftygn nocsiguciusm)
Tab.1eTKH, BRPHTI NaiBKOBOIO 06001K010, 1o 100 Mr, no 1 Tabaerni, BKpUTHX naiBKoBoI0
0G0a0HK010, y Oaictepi; no 1 dJicTepy y KaproHuiii Kopobui

{hopma BATIYCKY, HO3YBANIM, B NAKYRAHNA JiKapChKoro 3acoly)
Howmep peecrpauitinoro nocsizgenna UA/8707/01/03 crpox aii peecrpauiitnoro noceimenns 01.01.2099
Cepis aixapeskoro sacoby Ne PP625003, Kixexicts sBeseroro nikapeskora sacoSy 10500

HOuix Papmacsrorurai Jlaboparopis (siuinenns ¢ipmu "JDk. b.

Bupobuuk A ; ;s :
e Kemixkams enn Qapmacsiotakans JIta."), Iuais
{nakimenyaanna BupoGEUKa XiKapesroro 3acofy. Kpaiua MOXOKEHHS)
Breseno B Ykpainy Tosapucrso 3 o6mexenoro Binnosizaapnicrio "Kouapk Inreamen”,

inent. kox: 25182226

(nadimMeuysanns 1a koa 38 CAPTIOVY opuausuol ocolu abo upissuuge, M. 1o Sarsxoni Gizmanoi

0COBH ~ MANPHEMIN, T MICHE IPOKABAKKN T4 PeecTpatifinuil noMep 06AIKOBOT KAPTKH NIATHHKS
nogarxis abo cepis Ta HoMep racnopra)

Ipororon sizyaisuoro xourposo sia 18.07.2025 Ne 263, .
Jaboparopsuit ananis axocti Jikapebxoro 3acoly 3nificHenui:

JTaGopatopis 3 KoHTPOmO sKocTi Jtikapekux 3aco6is TOB "JIOBPOBY T-JIIKHIIAB" (M. Kuis,
By71. Hoeropoa-Cipepebka, 6ya.3, Hexumiosi npuminienns 92)

(HadMeny BasRS Ta MicnesHaxokenis aaloparopii, wo nposesa AabopaTopLHi anam3 AROCTI)

Buciopok o0 skocti Jikapeekoro 3acoly, sunanult naboparopicio sia 14.08.2025 Ne 1155-25
Pesyavtarn nabopatopHoro aratisy Akocti Jixapeskoro 3aco0y 3a nepesipenuMu nokazrukamy Bianosizawrs
BHMOTAM METOXIB KOHTPOJIO $KOCT] {(AHATITHHHO-BOPMATHBHOT A0KYMEHTAWIT).

32 pesyibTATaM¥  NCPKABHOIO KOHTPOSIO  BCTRHOBICHO. IO  gikapeskuit  3aci6  sseseno B Vepaiwy 3
AOTPHMAHHAM saMoOT 33K0HOAABCTRA WOAO 3a0e3neenns AKOCTL fikapchinx 3acobis,

T.B.0 HauanbHuKa CHYKOU
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- UNIQUE PHARMACEUTICAL LABORATORIES

A Diigion of J. B CHEMICALS & PHARMACEUTICALS LIMITED

cnenadginy

-
_GOODD PEOPLE
*f‘m‘* GODD HEALTH
NOVAGRA EURO
| HOBAI'PA €BPO
BATCH CERTIFICATE
CEPTH®IKAT HA CEPLIO
Product name:  NOVAGRA EURO Muanufacturing country: | India
Haira npoayxuii: - HOBAI'PA €BPO Kpaiua-pnpobunk: | Iugia
Pharmaceutical form: film-coated tablets License No.: GI1430
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Strength/potency: | 1 tablet contains sildenafil citrate equivalent to 100 mg of sildenafil
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Tvpe and size of

1 film-costed tablet in » hlister, 1 blister in a cardboard box with Ukrainian
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Batch No.: Batch size: | boxes
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Manufacturing date: ‘ Expiry date:
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Registration certificate: Unlimited from: | .
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UNIQUE PHARMACEUTICAL LABORATORIES

A Diwsion of J B (‘HEMPCAL% & PHARMACEUTICALS UIMITED

GOOD PEOPLE
_for GDOD HEALTH
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PARAMETER / REQUIREMENTS /
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For shelf life. BPF*, IHD 99.56 mg/usblet
9.4 % - 110084 of label claim of sildenafil, ie.
N0 mg/tablet to 110
Kinkicne Asx sumyery: @vanw% n.8, BEP
BHINAYCHIN
*? 0=
((m g(p\n\(‘l E\’ﬂ\a\\ : \
# Bty Qftice:

LM L3008 LU PaPL IR T RSB

ABORHIGTED T RRAD

P J18 0 38 JI0Y Indaate

LT 20BN YT Y TR a0y
# ohw ;:umamts;z?wnmmm;

A Estate
St Y 115, Bharnct Gogent

EL NI W 4 ]

fhees y{,ﬁtéwl Pty Mﬁm

FEtt KX S

s Satue Baraibe Marg,

Tty Mumh - 400008,

4 B FE AR B

i Prare Ung & 7 P,




B

UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

G000 PEOPLE
for GOOD HEALTH
NOYAGRA EURO Certificate Ne.:
HOBAT'PA €BPO Coprudiscar Ne:
NAME OF |
PARAMETER REQUIREMENTS /
HAZBA BHMOId
NOKASHHKA
Craagenadis 95.0%: - 10507 Bia JMIBICHOT KLBKOCT 3 99,56
crtaesapiry, yodro si 350 sedrabacTry Ao moHorpapis, s/ rafacTry
1050 srivafizerky. b N D
Han mepw‘n;\s pRIRNOCg .
0.0 % - 1 10.0% sixg sasaneHot Kinkoen
critacumpiay, rolro sia 90.0 welradaerey W
10,0 writafnerxy.
Rekated substances Any unspecified impurity -~ not more than 0.2% p.9, HPLC, in- 0.03 %
Taal amoeunt of impurities - oot more than 0.3 % | house 009 %
monograph,
BP* I D
Cynyrai qowimixn Byas-sxa HeieHrabikonars JoMiuka - ue 6imwe | 0.9, BEPX 003 %
4.2 % BHY TP U
Fara/ g KEBKICTE d0sMimox — ve Ginuae 0.5 % wonorpadin. 0,09 %
bO* I D
Microbiological purity | In the product it is accepted: p.10, Ph, Eur.*,
todal aerobic microbial count (TAMO) - 5 2.6.12, Complies
not more than 1000 CFUg; 2613
el veasts and moulds count {TYMC) — oot more | USP*, <61>, Complies
than 106 CFUg. “<f=
Naot allowed E. Coli in | g of producy Complies
MikpoGionorivna B rpenapati gonyckacruin: 1. 10,
URCTOTR IATATLHE HHC0 AEpOBHHY MIKpOOPrasiIsia €D* p. 26,12, Bianosinac
{TAMC) - we Ginse 100D KYO, 2613
SEMAIRHE YRCITO JIPIKTKOBHX T8 nnichasnx rpudia | G.CLLEA®, Bianosiaac
{TYMC) - ne Higpme 100 KYO)r, fy )=, B2
He nomyvekaersen £, Coli s | v upenapary Bignosisac
* Current edition, ! Jioue snaanns.
Labelling: Should correspond to the registered labelling. Complies
Mapkysanns: Noununo BUOKIAATH JapeccTPOBRHOMY MAPKYBANIHNIO, Bianosigac
Packaging: Should correspond to the requirements of MQC, Complies
flacynanns: Honsrao sinosi fatd susoran MK S Biznosiiae

1 kereby certify that the ahove information is awthentic and accurate. This butch of product hus been manufuctired,
including packaginglabelling and guality control analysis, af the above mentioned site in full compliance with the

GMP requiremenix of the local Regalm‘aw Au-rkmﬂ} am! wfm the xper{ﬁcatmn available in registration d ,,
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~ UNIQUE PHARMACEUTICAL LABORATORIES

A Divisitars of J. B, CHEMICALS & PHARMACEUTICALS LIMITED

-
_GOOD PEOPLE
Jerr GOOD HEALTH
NOVAGRA EURO Certificate No.: edad.
HOBAI'PA €BPO ~_ Ceprugixar N ba4

Hus 8 racsiduymw, ugo nasedend SiRe poprsanin ¢ docmosipnow ma movume, 1 cepin npodysid Gyao
GHPOBACHD (RRAHINGIONH HAKY BAHNA CAPRYBANNR] M nposedens Konmpots T sxocmi wa sanperasnovenin dbawii
¥ nosnii eidnogionocmi 3 gustosan GMP, sCmanos e ness Micyeaus Py IRmopREs opzanas, i Makowe
stdnosidinn B¢ coenufiRayin, we Micmumsen & peeempanitinosty doces. TIpomokoii SUPOGHUHMES, NUKYSaHIN M
an@riNe Gy10 REPEARHY I MG scruvarei gionosionicms GMP, Huw nidmsepdncyr, wo oot supobuui cmadil
e wiek cepit rormvaot npodyrudl dyau sobicneni ¢ poanlii eionoBEINOCIE 3 BUMOSAMU, ISTHONCRUMY 8 YUNKIR
nacmanost 3 GMP, samsepincenii Minicmepemeon axopinn wopoe’s Yepatuuw

Namue and positive of person responsible for the analysis: | Mr, AP, SHAH
Iipisswme T2 nocaxa oeobn, mo signonizac 3a amaais: | A, L ey
General Manager — QU
» . Kepinuux - K8
Signature of person responsible for analysis:
[izmce ocofin, uro sianosizac 1 anasiy; @
Name and position of person responsible for bateh release: | Hasmukh Jaysinh Arya
Hpisssme va nocaza ocobu, mo slanosime ta snayex cepii: | Xacmyx Joxaiicin Apn

Assist, Manager Quality Assurance
Acier. Jabesnteuenng RRoCTi MeneRepa

Sigsature of person responsible Tor batch refease:

TMianuce ocofin, mo sianosinae 3a BROyex cepil:

¥

Date of signature:
Awra nianncanun; |

2. €| e [0S

¢ factory ¥ Aegistened (Hhoe:
THN L AR G P O AR G L 243000 P RLI0 5380 SN L3300 B7EPLEG YR
Pt 2% 50 210 G boarral Fagges Mastirs el B Wag, 47 Pl Uawerye 1T Papk, init &, 87 Py,
Panud - 354 10, Bhmugs, Guisst Bired Cyrrde Bomd Yenrs, Murbes - SIEGS A habeb 3arathe Muy,

L ¥ 2645
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[ T Certificate Nou | FP2500 T Pagelad |
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BATCH CERTIFICATE

 CEPTH®DIKAT Il.f'nz CEPI)
Manufacturing country: | India

HOBATPA €WPO _Kpaing-nupobams: | lrain |
film-couated tablets License No.: ]l
|

|

|

NOVAGRA EURO f

oo ; e 4 1430
b e, s snskonow obogonkolo | Jdinensis Na:
1 tablet contains sildenafil eitrate cquivalent fo 100 mg of sildenafil
Irabaerka sticonre ancienadny usrpaty ensisgacsrae 100 wr
Lekngenudioy
1 film-conted tabiet in u Blister, 1 blister in 4 cardboard box with Ukrainian
and English languages labeling
to 1.lﬁ I tul impmiii Il.li}!-l{nl!um uﬁu,mmmn':, ¥ Eniun:pi, no 1 ﬁaiﬂ-qn' 3

wian

Buuh sizer
~ Poastip eepits - T
o Ewm date: | 10,2028
Vepmiv mpuggrmoeri: 77700
UA/BTT 01703 veiinied r“"“l 04.10, zms
R Heobmemeno 32 o
Unigue ['!mnmurunmi Luborutories {u division of J. B. Chemicals &
| Plutrmacentieals Ltd.), Plot No, 215219, G.LD.C., Industrial Area, Panoli -
C 3 1 L, Dist Bharach, Indig
! 10uix Tapaacniwinkat Jdaboparopis (niyibaenun gipys T B Kemikan
| enn apasacroTiears o s Ne 215-219, J‘-‘h‘i- Al i Ci
| Beracipian Epia, HDanesi - 394 116, owpye Buapyx, Ihain

i i " i i B I — ll
uunillmmv; No. P96/ HIT G _~ dated: | | 37.11.2023 |
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UNIQUE PHARMACEUTICAL LABORATORIES
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Duimpn of 1B CHEMICALS 4 PHARMALEUTCALS I, Maf[..;)
GOOD PEDPLE
for GOOD HEALTH
. NOVAGRA EURO  Certificate No.t | e Page214
___HOBAFPA E'BP(_} | C ﬁp‘ﬂtllnhil‘f “uM[ gt Cropinka 234
| NAME OF METHODS OF
I’.‘\I{AME] ER! REQUIREMENTS/ CONTROL/ | RESULTS/ !
| HA3BA BHMOTH METOIH PEIYABTATH
HOKA3IHKA G KOHTPOJIH .
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i Loy morethan 0% o LT e oL,
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_______________ e L0 LIROMIS o BRI W e YO o B o o
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) fﬁit' G000 REALTH
NOVAGRA EURO | Certificate Nowt | | wosens sons Page3sd |
H - 5 3 : ; |
P Cepantdlinar M | : Cropinka 334 |
. B I 2 TMETHODS OF !
PARAMFT} R/ REQUIREMENTS ! . CONTROL/ RE?E:LTW 5
5 HA3BA : BIHMOI'H METOAK | PEIV.IL I‘A’ﬂt
L MOKAZHHMKA - KOUTPOMIO | sweld
| Crzeirenadin B2« TS 0% g v maese] RETLRDST HHY TPILIHA 99,-93
E LRI LY, oo s 9 s alaendy an MOHOR pagia, MriTataeTny
| HIEA M rafaeTRy. he* 1D
E I RIS T R T R i
G0t o RGPS pio sampccid winkne i
CO I R, Tod o s S0 0 s da ey e
% L8 wrraSieray g T
Ri:hi!ﬂk substances ‘m\ un q'jk‘s.,mn;d M |';|m;[:;wmwl::1 arore e 2% .1'.1..‘}, HPLC, - .03 %
: ; Paatad summvonpt aof bmpeannigies - Gest puere than 0.3 % [TaTRES .12 % i
monagtaph,
- Cynyveni gusbgen DG deinenmidikenans omiika - ae Slosare | 09, BEPX URIER
FO ey | By TR :
Tzttt KT AOMUeR — He BLThie 0,5 % | MOHDTPa #, 2% |
R | | ... i
| Microbiological purity I the prodedt 818 accepied: - - p 6, P, Fur ., _ f
[ tolid nerobie microbial count (TAMCO) - 5. 26,12, Complies
! ot iy thans 1000 CPU e 2.5.13 !
otk veasts and moylds comt CTYMO T - not mose | USPY =61, Complics
Cthan G CFL el :
:.,.._“_ e Nt allowed £ Coli i | g of product | 1 Complics
*rlu.pmi#tuﬂn'm.s E5 SIS I IVE R Tl e 10,
MHCTOT TN A U o e T A R P IR A R T RN £ p. 2612, Bitriosinae i
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CLEVMEC) - e Buine TG KO L], <62 |
- M cotyesaciwen B Colin by openagary g | Blaneslie ;
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; CMaprymanma:  Hhnti SGosii o OSSN MIPKY BT Biamosizac |
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for GOOD HEALTH
| NOVAGRAEURO | Certificate Nu.:§€ "”s"ﬂ“ ﬂ"’]s"g | Page 373—%
__ HOBAI'FA E;lé_lf.{l__...f___ e CeprinpivaT Ni: wr-'rz A | Crophnca 434 |

Hiaw 7 3aceionyio, ww witaeoend sine indopaagin i docmosipnes u mewiow. Lo cepin npm{:'hu}} gyt
AUPOBALHE (BKIPCDOE IIKY ST RAPRYSURa) i yfosedeno sanmpets i arocmi na SHMEIATRANCNTT QLT
1 moanil eidnecidneent @ ppagey GHIP, qomanos i ey Aeyea s JREFTROPULN SDCEIOAT, & ks
Gldneintn 0o CREYIPIRBHIIL e NWCMENRCR © proeeampanriiaeny decoc, Hponoroat eupofiainsa, naxkyemiiiz ma
HWTING (V.0 HEPes TRV itht GCmnne tewn slonpeioicem GAP. 1w nidmeepdacyio, mp aci Rupodtiusi cmadii
bt Wi F CepiE qomttonol npodveail Sy 2HRCieE 6 Reatin RIGTDGIONOCII T BIMOKINN, SOTICHUNG 8 Y
tracniuroet ¢ GMP, sanragpiscenia Mirdcntepenicnit oxopon wapos s YKparun.

] Name and pusition of 1-; rain rmpﬁmihlo for the -uml) sis: | Mr. AP SHAH i
Hpianmue ma nocaan ocodd, o stososione soamesise - A TL Hlax :
" General Manager - QC
e Keplaww: - KA
Sgmatare of person vesponsitle for analysis:
ignuc ocoldy, 1o BLTRGREIRC 1 A8

; ‘Namne and ptmlmn of person ies[rum-:inlv for butch refeases | Hasmukh JS-_'Fsil!h Arya
o Hpissimne 1 nocans eeobin, oo pianosisae 3 sunyes cepiit - Naemyw Laadicin Aps

E Assist. Manager Quality Assurance
S Aener, Jabemesenns wRocri Menewepa
§ Sinuature of person tcapmhllslc for bateh release: |
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AEPAHJIIKCIIYXbA
JEPXKABHA CJYXKBA 3 JIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM ¥ TEPHOINLIBCHKIA OBJIACTI

syn. Bpoisceka, 5, M. Tepronise, 46002, 1.(0-352) 52-67-57, 25-08-59
E-mail: dis.te@dls.gov.ua, Kog €IPTIOY 37076515

BHCHOBOK
Npo AKICTH BBE3CHOro B YKpaiHy Jikapcbkoro 3acoly
20.03.2026 Ne 14383/26/1911
HOBAI'PA €BPO

{HARMETY AN AIKapehRoro 3acoBy IHAH0 3 pecCTpAIifBIM NOCBLIMCIHIM)
TabeTin, BKpUTI niiBKkoBoIo 0boa0nKoK, 1o 100 Mr, no 1 TabneTni, BRPHTHX NAIBKOBOIO
obosonkow, y Gaicrepi; no 1 Gaicrepy y kapronsii kopobui

{(hopsa DUIYCKY, JO3YRAHI, B NaKyBaHUR Alkapcskore sacody)

Homep peecrpanifinoro nocsimenss UA/8707/01/03 erpox 1if peccrpauiftuoro nocsizuenns 01.01.2099

Cepis nikapebkoro sacoby Ne PP625004A KutbKicTs BBEIEIOTO Nikapenkoro sacoby 26100
A — HOuix ®apmacsiotukat Jlaboparopis (sijuaincrns dipmu "JIx. b,
Kemikans eng @apmaceiotHrans Jln"), [vais
(HaliMeRVRaHHA BHPOOHHKR AIKAPCREOTO 3ac00Y, KPaTHa HOXCKSHHR)
Beeseno n Yxpaiuy Tosapucrso 3 o6mexenoro snosizaasuictio "Konapk Inreamen',

inenr, kox: 25182226

(unfiMeiry sannis Ta k0.1 3a CJIPHIOY opuaminel ocobu ubo npiyemue, i's, no Gatekosi diznanoi

ounly - niampuesig, 1T micie DpOXRUBAHHER Ta peecTpaniftniil soMep obRIKOROT KAPTKK ANATHKKR
FHOIETRIB A00 Cepin T HOMEp nuenopia}

Mporokoa sizyanrsnoro konrpoo six 20.03.2026 X 275.

3a  pesyansTaTsMH  QePAABHOTG  KOHTPOMIO BCTAHOBAGHO, MO  Jikapcekaff 3acid Beeleno B Yxpalny 3
AOTPHMAHHSM BUMOr 3aKOHOIABCTEA 10RO 3ADLINEHCHHA HKOCTI TKAPCHKHX 3ac00i8.

0. HAYATEHAKA CTYHKOH Mapis IMWTPIB
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UNIGQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

BATCH CERTIFICATE

Craa giffaxrasaicrs: | |

CEPTHRIKAT HA CEPIK)
Product name: | NOVAGRA EURO ! M%nufacturing csmutry.‘ India
Hasea npogvenit: | ROBATFPA €BPO i s | Dk
Pharmaceutical form, dosage: | film-coated tablets, 100 mg License No.:
Jlikupenrs dopsza, | Tabserky, skpuvi naiskopote plosourow, | . | GI1430
Jligensin M
Jozypamnn: | no 100 mr
Strength/potency: | 1 tablet contains sildenafil a:ftraf)e equivalent to 180 mg of sildenafil

3 M wrpary exnisancurno 100 mr caanenmpizy!
1 film-cowted tablet in a blister, 1 blister in a cardboard box with Ukrainian

Mnnﬁm’mmr

Bupobunx:

Type and size of
packaging: | and English languages labeling
Bun § posmip | so 1 rabaernl, sxpwrill naisxosow ofoxonxon, ¥ fnicrepi, no I Gaicrepy ¥
yuakosks: | xapromuiik kopolui 3 MEpKYBRRINM YRPATHCLKGN T4 ANCHECLEOI0 MOBAMN
Batch No.: ; Batch size: 50800 baxes
Cepin No: Pré26601 FPoamip cepil: vopofok
Manufzeturing date: Expiry date: |
Jlara supobunurna; D206 Tepm. opust.: 0572029
Rﬁgi!vfmﬁon certificate: UA/BTOTI0L03 Uslimited from: 04.10.2018
Heofsaexeno 32

Uulqw !’hxrﬁtm:ﬁm! Lahoratories (a division of 1. B, Chemicals &
Pharmacenticals Lud.), Plot No, 215219, G.LD.C., Industrial Area, P:tm:di -

394 116, Dist. Bharuch, India

HOuik Papmacsiornean Jadoparopis (sianbacaun $ipmn «Ix. B, Kemixans
ea PapMachwTRRans Jtaw), Hinanxa Ne 215219, Jiad. Aii. Ai. Ci
Ingucrping Epis, Iluioni - 394 116, oxpyr Bxapyx, Ingin

Certificate of GMP compliance No.: ke . Valid ill: :
__Ceprnivar sianonianocyi HBIT Ni: s HAiticunil ao: LIl
Analysis procedure results /
Peaynsratn nposegenns anaxisy
e ME’H!{)DS()F“

! Factory:

CINL L2430 N 9780 73077

| Appearsnce Purple-red color, friangular shape, biconvex film Complies
coated tablets insceibed wish 104" on one side - P
Oang [IyparypHO-SCPROROTD KONLOPY TRIKYTHOT Gopun | ., shyyaneno
ABDONYEAT BEPHTI UHTBROBOIG DRONOHKEON Binnogigae
TadieTre, 3 nanueost ¢ 00 3 onwore Goxy
- : = YTy
Average weight of 631.0mg+ 5% PLBPEXNG] a6 somg
tabiets , o .
Cepexom maca 63 0mrE 5% PATHS n.2, %, XN G| 636,50 wr
Talaerox ) presinensy, 3 N '
¥ Sugistered OMew:
CANE L2A3WI5 54576 L 73077
Flot Mo 21521, CIDT Industeiel Betate 302 wcon Mail, o it Bazar todding, N
Panol - 284 116, Bhewuch Qujpat Qg Jodhier BRYS Saadlite, A;!;m Samh M%M Mm‘m
. VR TRAS ITT AP TR S A S TED L B Ahrredaboc - 3B01 S, Gujarat, defa Prabhadei, Musbal ~ 400088
weeri fbpharma. conm

¢ Fepl panodgiibpherma. oo

L 4% 22 M9800/ 5500




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

Uniformity of mass Mass of not more than two Gablets, may deviate p3, BP*,
from the average mass by more than 5 %, and none | X1 G Complies
| — by more than [0% ,
OnwoplawicTs macn Maucn ne Bttt six anox TalaeToR, Moke n3, B, X1 G
BimxHASTHCS Bl copeaubol sack Ginbumr HikK da 5 Bixsonine
% i woawa — ke Giaswe wiw e 10%
Uniformity of dosage Acceptance value (AV) = 15 pd, in-house
units monograph, 52
LSP* <g05>
Oanoplanicrs Hieno npefiusaocr (AV) < 15 14, sy tpitsus
A0IGBRMAX GHEITBEL sonorpadpis, 579
&.ClA® -
805>
Identificution | Retention time of principal peaks in p.5, HPLC,
Sildenafil ciwomatogeams of the rest and the standard in-housc )
solutions, obtained in the “Assay” test shoukd monograph, Complics
coincide. BE, D
| Inewrrmdiscanin Yac yTPHMYBAHHA OCHOBHEX LIKIB B n.5, BEPX
Cunmesiadia - | xpomarorpasax docaidocreanceo | cmandapmuoco | BHYTRIWRA Bignouinse
poywsia, Grpusainx » poatni s Kunkicne sMonorpadis, ’
BHIHAMCHHREN TOBNKCH CRIBNARATH, B 1D B ,
Dissolution Not fess than BU % (4J) of libel clatm of sildenafil | p.6, USP* 26 %
should dissolve during 45 minuees. <711= e
Posunneans He menme 80 % () 8i3 34880800 KUThKOCTI n.6, ©.CHIA*
crittenading BomIIIG pOIiHRTHCE Iportarom 45 | <T11> 95 %
XBILITHH, .
ﬁ'.;:?mﬁm {in Net more than 30 minutes, p.7, BP*, XIIA 3 i, 0 sec.
Poanagauns (y soai) He Sinntoe wiw 30 xmuwmmne, n7, Bo* X1 A
3 xp. ook,
Assay For realive: p-8, HPLL, in-
Sildenafil 9508 — 105.0% of label claim of sildenafil, ie. house
95.0 mghablet to 105.0 mpiablet. monograph, 99,64
For shelf life; BP*, 1D 98.99 mg/tablet
900 % — 110.0% of label claim of sildenafil, i.e.
0.0 mg/tablet to 1100 mzisblet, N
Klynaiene Aus gurpexy: n.8, BEPX 95.0%
BEIRAMCHUR
YKp
§ Factory. ¥ Regintured Offica:
GIN: L 49000515 V6P TR T BIN: L3906 197 6PLET 73077
Pioy e 215 - 219, GOC industrie Estate A6, vsoons Mall, Star Indis Bazar Buikdng,
Pl - 306 118, Bhanuch, Gugarat, Upp. Joctpur BITS Sxialite,

LY 2040 T AT ¢ TEA Y B PRI 325 Anhmedabad - BH0LE, Bujst, Indls.

3§ Ibepdponcli@bphan com % ‘91 mzmww Wi jlipiseris coem



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B, CHEMICALS & PHARMACEUTICALS LIMITED

POITIC

Crumay 95.0% - 105.0% aix jasanerol xiaskperi BHYTPItN 98,99
cranenaping, modro pig 93,0 urfratiserxy no stororpagis, wrirabneTry
105.0 sr'ralnersy. Bo* 11D
Huas meapivey npudanusemi:
90.0 % - 110.0% aia zarsnexo] kinexocTi
cuaasnadiny, robve sin 90.0 sri'ranerxy a0
1100 mrimabneTsy.
Relsted substances Any unspecified impurity - not more than 0.2% p.9, HPLC, in~ 003 %
Total amount of impurities - not more than 0.5 % | house 0.14%
monograph,
BP U D
Cyayrai pomituaxn Byab-axa seizenrndivanana 20sieks ~ ne Sianme | 0.9, BEPX 0,03 %
.2 % HHYTPING
Jarmanss BULKICTS dosiinox - we Binswe 0.5 % | souorpadix, 0,14 %
| ED*. 1D
- Microbiological purity | In the product it is accepted: p.t0, Ph. Eur.®,
total acrobic microbial count (TAMC) — 4. 26,12, Complies
not moee than 1004 CFUYg; 26,13
total yeasts and moulds count (TYMC} - not more | USP*, <61>, Cemplics
than 100 CFUSg, <HL>
, Not ailowed E Coli in I g of product Complies
Mixpobisaorivaa B npenaputi BOMYCKACTECA: n 190,
THETOTA $AraABRC YHCAO BCPODHKX MIKPOOPranizMis £, p. 24612, Bignorigse
{TAMC) — se Gingape 100D 1CY OV, 2.6.13
FAFAREIN R0 RPERIOEOINN 14 Dhicuanmx rpudis | ©.CLIA®, Bianosiasc
CTYMC) ~ e Ginwae H KYQir, <G5>, <G>
He nonyexnereen E. Coli o 1 r npenapary Biznosinae
* Current edition. / Hisoue snpannn,
LabeBing: Should correspond to the registered labelling. Complies
 Mapxysanna: MTosunHo BUTIORIAATH 3ADCCCTPORAHOMY MADKYBIHHIO. _| Bianosingc
Packaging: Should correspond to the requirements of MQC. Complies
Hakysgunn; Hosunso sianowsigary sivoram MK, | Bisnosigae
b Factory: 9 FRegistored Office:
N 2435061 96081 1377 O LISIIDEIITEPLET 73077 1N (ZASNG TSRS
Piot Mo 235 - 218 GIDD Indasirial Estate 302, zeen M, Goar edia Buzar Bidlding Cowegy 1T ek UniL A, 8" Flpor
Panuli - 394 118, Bharuch Sugant, Opp. Jodhpar BRTS Satulite, Appa SebeliMmathe Marg
o YD) BEAB TTTATY S FOA S I0ATRI A A5 Aewsisibed - DY S Sujerst ek, Eralihodeyi, Murbal « S00024,

b Pl peonliibithinii.poaen L w9 22 JASNSICLIRNDD



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

I Rerehy certify that the above information is authentic and accurate, This batch of product has been manufoctured,
incinding packagingAabelling and quality controf analysis, at the above mentioned site in full compliance with the
GMP requirements of the local Regulutory Autharity aud with the specification. availabie in registration dossier.
Provocoly of batch processing, packaging and analysiy records were reviewed and foand to be in compliance with
GMP. I hereby confirm that all production stages for this baich of finished product were carried out in full
complionee with the requirements specified In the currert GMP gulidelines approved by the Ministry of Health of
Ukraine, /

Llam » saceicuyn, sio nasedenya eume indopuaigda ¢ docmonipuoiey ma mosnon. v ceplip mpodyryil Gvag
AUPOBTENO (SRINNBIONH NTKYSANNA MAPKYSANIR) M@ npoeedeno Konmpars I arocmi NG suNeITwaTenit dlrvinsi
¥ Aossda sidnosidnocei 7 sumocan GMPE, SCRunocIenis NicHeans eyARmOpnuN OpIaneM, o maxem
sidnocidne do eneyndinawiii, mo sicmunuca & pecompaniiinoasry doone, HponwKoan supofniymen, NAKYEANKS MG
Faris Bpae nepesaRuymy ow wcmanosaene sionewionicame GMP. Hus nidmespdscyns, sy scl eupodnusd cmadit
aan yiet cepli zomoaol npodyrnil Syaw 1dilicneni & nosrilt eiORNeIOROC 3 SHMO2EMN, IINANEHILNN & SR
wacmanowl 3 GMFE, samespoxcenii Miniomepemeos oxopony sdopos’s Yupoine,

Name and position of person responsible for the analysis: | Mr. Yagnesh K. Trivedi, Sr. Manager QC
HNpissume ra nocaga ocolin, wo slanosinac 3a avani: | Sruew K. Tpiscai, Cr. Menemuep K3
Signatuve of person responsible for analysis: ?,f’
Hianue ocobu, wio vianosisae 33 wnanks:
Name and position of person responsible for batch refease: | Hasmukh Jaysinh Arya
Mpbeae Ta socazs ocolbu, mo simosinee 38 sunyex cepitt | Manager Quality Assurance
Xacmyx Ixalicin Aps

Sabe HA ¥KOCTI MEHCTREPR
Skgnature of person responsible for batch relesse:
Hinmwe ocoln, wo sinnosliac 32 sunycs cepi;

Date of signature: [\ |
Aavs niamncawan: | T 5/ 93}’“«3%

Factory: T Hagliteosd Olfion

CIR: L 243U R7eM S X307 T LW L2A3005397 6P 0173077 A8
Pt No 215 - 296, QIDEG Industetdl Eatate 02, moon Mol Star india Bazar Buddivg, Croegy IT Pued; it 5, 4" Plopg)
Parok - 30 116, Hhaeuch, Gujaral O Jodhpur BRTS Satedkvg, Afipi Satuth Marsttes Mang,
+01 26A6 2T 42 § Fod S 304 £7RY ) TS Ahmadnbad - 2R0TE, Sjant, da, Prathsdesd, Mumbal ~ 20065,

Bepl panolvgzkphaema oo & +9% 22 R4AS20U/GH0



UNIGQUE PHARMACEUTICAL LABORATORIES

BATCH CERTIFICATE

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

Craa giffaxrasaicrs: | |

CEPTHRIKAT HA CEPIK)
Product name: | NOVAGRA EURO ! M%nufacturing csmutry.‘ India
Hasea npogvenit: | ROBATFPA €BPO i s | Dk
Pharmaceutical form, dosage: | film-coated tablets, 100 mg License No.:
Jlikupenrs dopsza, | Tabserky, skpuvi naiskopote plosourow, | . | GI1430
Jligensin M
Jozypamnn: | no 100 mr
Strength/potency: | 1 tablet contains sildenafil a:ftraf)e equivalent to 180 mg of sildenafil

3 M wrpary exnisancurno 100 mr caanenmpizy!
1 film-cowted tablet in a blister, 1 blister in a cardboard box with Ukrainian

Mnnﬁm’mmr

Bupobunx:

Type and size of
packaging: | and English languages labeling
Bun § posmip | so 1 rabaernl, sxpwrill naisxosow ofoxonxon, ¥ fnicrepi, no I Gaicrepy ¥
yuakosks: | xapromuiik kopolui 3 MEpKYBRRINM YRPATHCLKGN T4 ANCHECLEOI0 MOBAMN
Batch No.: ; Batch size: 50800 baxes
Cepin No: Pré26601 FPoamip cepil: vopofok
Manufzeturing date: Expiry date: |
Jlara supobunurna; D206 Tepm. opust.: 0572029
Rﬁgi!vfmﬁon eerﬁiimie. UA/BTOTI0L03 Uslimited from: 04.10.2018
Heofsaexeno 32

Uulqw !’Mrmm:im! Lahoratories (a division of 1. B, Chemicals &
Pharmacenticals Lud.), Plot No, 215219, G.LD.C., Industrial Area, P:tm:di -
394 116, Dist. Bharuch, India
HOuik Papmacsiornean Jadoparopis (sianbacaun $ipmn «Ix. B, Kemixans
eux PapmackoTanans Jre), Kinwaxa Ne 215219, Mawd, Al Ri. Ci
Inpucrping Epis, Ianoai - 394 116, oxpyr Bxapysx, [ngis '

Certificate of GMP compliance No.: ke . Valid ill: :
__Ceprnivar sianonianocyi HBIT Ni: s HAiticunil ao: LIl
Analysis procedure results /
Peaynsratn nposegenns anaxisy
e ME’H!{)DS()F“

Appearsnce Purple-red color, triangular shape, biconvex film Erlieg
coated tablets insceibed wish 104" on one side T s
Oang [IyparypHO-SCPROROTD KONLOPY TRIKYTHOT Gopun | ., shyyaneno
ABDONYEAT BEPHTI UHTBROBOIG DRONOHKEON Binnogigae
TadieTre, 3 nanueost ¢ 00 3 onwore Goxy
Average weight of 83 0mg+:5% p2, BPEXIG
& ' 53630 m
tablets | - | -
Cepeum waca 6ILOmr: 5% CPATLY n2, bo*, X1 G| 636,50 me
@“m'm N N\aslnﬂnb;., N N ‘ )
! Factory: ¥ Rogisteced Ofiey
TR L24390Q N 975001 73077 CANE L2A3WI5 54576 L 73077
Flot Mo 21521, CIDT Industeiel Betate 302 wcon Mail, o it Bazar todding, N
Panol - 284 116, Bhewuch Qujpat Qg Jodhier BRYS Saadlite, A;!;m Samh M%M Mm‘m
. VR TRAS ITT AP TR S A S TED L B Ahrredaboc - 3B01 S, Gujarat, defa Prabhadei, Musbal ~ 400088
weeri fbpharma. conm

¢ Fepl panodgiibpherma. oo

L 4% 22 M9800/ 5500



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

Uniformity of mass Mass of not more than two Gablets, may deviate p3, BP*,
from the average mass by more than 5 %, and none | X1 G Complies
| — by more than [0% ,
OnwoplawicTs macn Maucn ne Bttt six anox TalaeToR, Moke n3, B, X1 G
BimxHASTHCS Bl copeaubol sack Ginbumr HikK da 5 Bixsonine
% i woawa — ke Giaswe wiw e 10%
Uniformity of dosage Acceptance value (AV) = 15 pd, in-house
units monograph, 52
LSP* <g05>
Oanoplanicrs Hieno npefiusaocr (AV) < 15 14, sy tpitsus
A0IGBRMAX GHEITBEL sonorpadpis, 579
&.ClA® -
805>
Identificution | Retention time of principal peaks in p.5, HPLC,
Sildenafil ciwomatogeams of the rest and the standard in-housc )
solutions, obtained in the “Assay” test shoukd monograph, Complics
coincide. BE, D
| Inewrrmdiscanin Yac yTPHMYBAHHA OCHOBHEX LIKIB B n.5, BEPX
Cunmesiadia - | xpomarorpasax docaidocreanceo | cmandapmuoco | BHYTRIWRA Bignouinse
poywsia, Grpusainx » poatni s Kunkicne sMonorpadis, ’
BHIHAMCHHREN TOBNKCH CRIBNARATH, B 1D B ,
Dissolution Not fess than BU % (4J) of libel clatm of sildenafil | p.6, USP* 26 %
should dissolve during 45 minuees. <711= e
Posunneans He menme 80 % () 8i3 34880800 KUThKOCTI n.6, ©.CHIA*
crittenading BomIIIG pOIiHRTHCE Iportarom 45 | <T11> 95 %
XBILITHH, .
ﬁ'.;:?mﬁm {in Net more than 30 minutes, p.7, BP*, XIIA 3 i, 0 sec.
Poanagauns (y soai) He Sinntoe wiw 30 xmuwmmne, n7, Bo* X1 A
3 xp. ook,
Assay For realive: p-8, HPLL, in-
Sildenafil 9508 — 105.0% of label claim of sildenafil, ie. house
95.0 mghablet to 105.0 mpiablet. monograph, 99,64
For shelf life; BP*, 1D 98.99 mg/tablet
900 % — 110.0% of label claim of sildenafil, i.e.
0.0 mg/tablet to 1100 mzisblet, N
Klynaiene Aus gurpexy: n.8, BEPX 95.0%
BEIRAMCHUR
YKp
§ Factory. ¥ Regintured Offica:
GIN: L 49000515 V6P TR T BIN: L3906 197 6PLET 73077
Pioy e 215 - 219, GOC industrie Estate A6, vsoons Mall, Star Indis Bazar Buikdng,
Pl - 306 118, Bhanuch, Gugarat, Upp. Joctpur BITS Sxialite,

LY 2040 T AT ¢ TEA Y B PRI 325 Anhmedabad - BH0LE, Bujst, Indls.

3§ Ibepdponcli@bphan com % ‘91 mzmww Wi jlipiseris coem



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B, CHEMICALS & PHARMACEUTICALS LIMITED

Crunay 95.0% - 105.0% sig 3ananerol xiaskpert amimm
cannenading, oo b 95.0 urfralineTxy a0 stororpagis, wmﬁ:mxy
105.0 sr'ralnersy. PO IHD
Huas meapivey npudanusemi:
90.0 % - 110.0% aia zarsnexo] kinexocTi
cuaasnadiny, robve sin 90.0 sri'ranerxy a0
1100 mrimabneTsy.
Relsted substances Any unspecified impurity - not more than 0.2% p.9, HPLC, in~ 003 %
Total amount of impurities - not more than 0.5 % | house 0.14%
monograph,
BP U D
Cyayrai pomituaxn Byab-axa seizenrndivanana 20sieks ~ ne Sianme | 0.9, BEPX 0,03 %
.2 % HHYTPING
Jarmanss BULKICTS dosiinox - we Binswe 0.5 % | souorpadix, 0,14 %
| ED*. 1D
- Microbiological purity | In the product it is accepted: p.t0, Ph. Eur.®,
total acrobic microbial count (TAMC) — 4. 26,12, Complies
not moee than 1004 CFUYg; 26,13
total yeasts and moulds count (TYMC} - not more | USP*, <61>, Cemplics
than 100 CFUSg, <HL>
, Not ailowed E Coli in I g of product Complies
Mixpobisaorivaa B npenaputi BOMYCKACTECA: n 190,
THETOTA $AraABRC YHCAO BCPODHKX MIKPOOPranizMis £, p. 24612, Bignorigse
{TAMC) — se Gingape 100D 1CY OV, 2.6.13
FAFAREIN R0 RPERIOEOINN 14 Dhicuanmx rpudis | ©.CLIA®, Bianosiasc
CTYMC) ~ e Ginwae H KYQir, <G5>, <G>
He nonyexnereen E. Coli o 1 r npenapary Biznosinae
* Current edition. / Hisoue snpannn,
LabeBing: Should wmspond to the registered labetling. Complies
 Mapxysanna: MTosunHo BUTIORIAATH 3ADCCCTPORAHOMY MADKYBIHHIO. _| Bianosingc
Packaging: Should correspond to the requirements of MQC. Complies
Hakysgunn; Hosunso sianowsigary sivoram MK, | Bisnosigae
¥ Fasctory ¥ Regissond Office:
N 2435061 96081 1377 O LISIIDEIITEPLET 73077 ;
Pl No 275 - 218, GIDG indastr sl Eotate 302, zeen M, Goar edia Buzar Bidlding Cnmgy I‘l’?*mk M&t“' )?km.
Panuli - 394 118, Bharuch Sugant, gy Jodhpu: BRTS Satelie, Apga Sabeli Mmathe Mang
o YD) BEAB TTTATY S FOA S I0ATRI A A5 Aewsisibed - DY S Sujerst ek, Eralihodeyi, Murbal « S00024,

b Pl peonliibithinii.poaen L w9 22 JASNSICLIRNDD



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

I Rerehy certify that the above information is authentic and accurate, This batch of product has been manufoctured,
incinding packagingAabelling and quality controf analysis, at the above mentioned site in full compliance with the
GMP requirements of the local Regulutory Autharity aud with the specification. availabie in registration dossier.
Provocoly of batch processing, packaging and analysiy records were reviewed and foand to be in compliance with
GMP. I hereby confirm that all production stages for this baich of finished product were carried out in full
complionee with the requirements specified In the currert GMP gulidelines approved by the Ministry of Health of
Ukraine, /

Llam » saceicuyn, sio nasedenya eume indopuaigda ¢ docmonipuoiey ma mosnon. v ceplip mpodyryil Gvag
AUPOBTENO (SRINNBIONH NTKYSANNA MAPKYSANIR) M@ npoeedeno Konmpars I arocmi NG suNeITwaTenit dlrvinsi
¥ Aossda sidnosidnocei 7 sumocan GMPE, SCRunocIenis NicHeans eyARmOpnuN OpIaneM, o maxem
sidnocidne do eneyndinawiii, mo sicmunuca & pecompaniiinoasry doone, HponwKoan supofniymen, NAKYEANKS MG
Faris Bpae nepesaRuymy ow wcmanosaene sionewionicame GMP. Hus nidmespdscyns, sy scl eupodnusd cmadit
aan yiet cepli zomoaol npodyrnil Syaw 1dilicneni & nosrilt eiORNeIOROC 3 SHMO2EMN, IINANEHILNN & SR
wacmanowl 3 GMFE, samespoxcenii Miniomepemeos oxopony sdopos’s Yupoine,

Name and position of person responsible for the analysis: | Mr. Yagnesh K. Trivedi, Sr. Manager QC
HNpissume ra nocaga ocolin, wo slanosinac 3a avani: | Sruew K. Tpiscai, Cr. Menemuep K3
Signatuve of person responsible for analysis: ?,f’
Hianue ocobu, wio vianosisae 33 wnanks:
Name and position of person responsible for batch refease: | Hasmukh Jaysinh Arya
Mpbeae Ta socazs ocolbu, mo simosinee 38 sunyex cepitt | Manager Quality Assurance
Xacmyx Ixalicin Aps

Sabe HA ¥KOCTI MEHCTREPR
Skgnature of person responsible for batch relesse:
Hinmwe ocoln, wo sinnosliac 32 sunycs cepi;

Date of sigaature:

e
Nara nizoucannn: | ! 5/ 03}’ UL,

Factory: 9 Hagitersd Oéhce: 9 Corponiiding——"
CH L 243000 178 S 77 LW L2A3005397 6P 0173077 CIN: LASECCH APy FaD T
Pt No 215 - 296, QIDEG Industetdl Eatate 02, moon Mol Star india Bazar Buddivg, Croegy IT Pued, it 5, 8" Ploo,
Parok - 30 116, Hhaeuch, Gujaral O Jodhpur BRTS Satedkvg, Afipi Satuth Marsttes Mang,
+01 26A6 2T 42 § Fod S 304 £7RY ) TS Ahradabed - 200015 Sjgrat, Wda, Prabhsdend, Miumbal - £3589

Bepl panolvgzkphaema oo & +9% 22 R4AS20U/GH0




UNIGQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

BATCH CERTIFICATE

CEPTHRIKAT HA CEPIK)
Product name: | NOVAGRA EURQ ! Manufacturing csmutry.' India
Hasea upogvenif: | HOBATPA €BPO i _Kpa s | Dk
Pharmaceutical form, dosage: | film-coated tablets, 100 mg License No.:
Jlikupenrs dopsza, | Tabserky, skpuvi naiskopote plosourow, | Migemis M: G/1430

Jozypamnn: | no 100 mr
Strength/potency: | 1 tabdet contains sildenafil a:ftraf)e equivalent to 180 mg of sildenafil

Cuaa gifavrasaicrs: | | 3 M wrpary exnisancurno 100 mr caanenmpizy!
Type and size of | 1 film-conted tablet in a blister, 1 blister in a cardboard box with Ukrainiun

packaging: | and English languages labeling
Bun § posmip | so 1 rabaernl, sxpwrill naisxosow ofoxonxon, ¥ fnicrepi, no I Gaicrepy ¥

yuakosks: | xapromuiik kopolui 3 MEpKYBRRINM YRPATHCLKGN T4 ANCHECLEOI0 MOBAMN
Batch No.: ; Batch size: 50800 baxes
Cepin No: Pré26601 FPoamip cepil: vopofok
Manufzeturing date: Expiry date: |
Jlara supobunurna; D206 Tepm. opust.: 0572029
Rﬁgi!vfmﬁon eerﬁiimie. UA/BTOTI0L03 Uslimited from: 04.10.2018
Heofimewono 3:

Mnnﬁm’mmr Unlqw Pharmaceutical Laboratories {a division of J. B. Chemicals &
Pharmacenticals Lud.), Plot No, 215219, G.LD.C., Industrial Area, P:tm:di -
394 116, Dist. Bharuch, India
BupoGunx: | FOuik ®apmacwiorunas Jaboparopis (elbunbrennn $ipmy «/Ix. B, Kemixans
eux PapmackoTanans Jre), Kinwaxa Ne 215219, Mawd, Al Ri. Ci
Inpucrping Epis, Ianoai - 394 116, oxpyr Bxapysx, [ngis '
Certificate of GMP compliance No.: e . Valid «ili: :
__Ceprnivar sianonianocyi HBIT Ni: s HAiticunil ao: LIl
Analysis procedure results /
Peaynsratn nposegenns anaxisy
Lt e s e L ME’,I‘H{)DS()F :

Appearence Purple-red color, friangular shape, biconvex film Compliss
coated tablets insceibed wish 104" on one side - ks
Oang [IyparypHO-SCPROROTD KONLOPY TRIKYTHOT Gopun | ., shyyaneno
ABDONYEAT BEPHTI UHTBROBOIG DRONOHKEON Binnogigae
TadieTre, 3 nanueost ¢ 00 3 onwore Goxy
Average weight of 83 0mg+:5% p2, BPEXIG
ol ' 63630 m
tablets | . | -
Cepeany maca G OwmrE 5% CPAIL
Taboerox ) goosineney, 4 "N
! Factory: # Rogivteed Offies:
TR L24390Q N 975001 73077 CANE L2A3WI5 54576 L 73077
Flot Mo 21521, CIDT Industeiel Betate 302 wcon Mail, o it Bazar todding, N
Panol - 284 116, Bhewuch Qujpat Qg Jodhier BRYS Saadlite, A;!;m Samh M%M Mm‘m
. VR TRAS ITT AP TR S A S TED L B Ahrredaboc - 3B01 S, Gujarat, defa Prabhadei, Musbal ~ 400088
weeri fbpharma. conm

¢ Fepl panodgiibpherma. oo LOS8Y 22 TAa48200 5500



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

; @ o S e e
Uniformity of mass Mass of not more than two Gablets, may deviate
from the average mass by more than 5 %, and none | X1 G Complies
| — by more than [0% ,
OnwoplawicTs macn Maucn ne Bttt six anox TalaeToR, Moke n3, B, X1 G
BimxHASTHCS Bl copeaubol sack Ginbumr HikK da 5 Bixsonine
% i woawa — ke Giaswe wiw e 10%
Uniformity of dosage Acceptance value (AV) = 15 pd, in-house
units monograph, 52
LSP* <g05>
Qanppboniers Hicnn npeifsaracer (AV) £ 15 14, sy tpitsus
A0IGBRMAX GHEITBEL sonorpadpis, 579
& CIIA* -
805>
Identificution | Retention time of principal peaks in p.5, HPLC,
Sildenafil ciwomatogeams of the rest and the standard in-housc )
solutions, obtained in the “Assay” test shoukd monograph, Complics
caineid: BE*, I D
| Inewrrmdiscanin Yac yTPHMYBAHHA OCHOBHEX LIKIB B n.5, BEPX
Cunmesiadia - | xpomarorpasax docaidocreanceo | cmandapmuoco | BHYTRIWRA Bignouinse
poywsia, Grpusainx » poatni s Kunkicne sMonorpadis, ’
BHIHAMCHHREN TOBNKCH CRIBNARATH, B 1D
Dissolution Not fess than BU % (4J) of libel clatm of sildenafil | p.6, USP* 26 %
should dissolve during 45 minuees. <711= e
Posunneans He menme 80 % () 8i3 34880800 KUThKOCTI n.6, ©.CHIA*
crittenading BomIIIG pOIiHRTHCE Iportarom 45 | <T11> 95 %
XBILITHH,
ﬁ'.;:?mﬁm {in Net more than 30 minutes, p.7, BP*, XIIA 3 i, 0 sec.
Poanagauns (y soai) He Sinntoe wiw 30 xmuwmmne, n7, Bo* X1 A
3 xp. ook,
Assay For realive: p-8, HPLL, in-
Sildenafil 9508 — 105.0% of label claim of sildenafil, ie. house
95.0 mghablet to 105.0 mpiablet. monograph, 99,64
For shelf life; BP+, I D 98.99 mg/tablet
900 % — 110.0% of label claim of sildenafil, i.e.
0.0 mg/tablet to 1100 mzisblet, N
Klynaiene Aus gurpexy: nd, BEPX ___ 1990%
BRIERNCAUN ﬂ -
VKp TOKSNFITIS
§ Factory. ¥ Regintured Offica:
GIN: L 49000515 V6P TR T BIN: L3906 197 6PLET 73077

Pt e 215~

Praeci - 304 118, Bhanach, Gigarat,
LORYT GG ZTZ AT P ML P B P A0S

219 GOC industind Extote

§ Ibeptponcliibphama com

462, isoon Mall, Dar Indiz Baear Buiding,
Upp. Jochpur BRTE Satwlkie,
Ahmmedabad - F00AE, Bujeewt, Indle

L *91 z Z&Emfﬁﬁm
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UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B, CHEMICALS & PHARMACEUTICALS LIMITED

POITIC

Crumay 95.0% - 105.0% aix jasanerol xiaskperi BHYTPItN 98,99
cranenaping, modro pig 93,0 urfratiserxy no stororpagis, wrirabneTry
105.0 sr'ralnersy. Bo* 11D
Huas meapivey npudanusemi:
90.0 % - 110.0% aia zarsnexo] kinexocTi
cuaasnadiny, robve sin 90.0 sri'ranerxy a0
1100 mrimabneTsy.
Relsted substances Any unspecified impurity - not more than 0.2% p.9, HPLC, in~ 003 %
Total amount of impurities - not more than 0.5 % | house 0.14%
monograph,
BP U D
Cyayrai pomituaxn Byab-axa seizenrndivanana 20sieks ~ ne Sianme | 0.9, BEPX 0,03 %
.2 % HHYTPING
Jarmanss BULKICTS dosiinox - we Binswe 0.5 % | souorpadix, 0,14 %
| ED*. 1D
- Microbiological purity | In the product it is accepted: p.t0, Ph. Eur.®,
total acrobic microbial count (TAMC) — 4. 26,12, Complies
not moee than 1004 CFUYg; 26,13
total yeasts and moulds count (TYMC} - not more | USP*, <61>, Cemplics
than 100 CFUSg, <HL>
, Not ailowed E Coli in I g of product Complies
Mixpobisaorivaa B npenaputi BOMYCKACTECA: n 190,
THETOTA $AraABRC YHCAO BCPODHKX MIKPOOPranizMis £, p. 24612, Bignorigse
{TAMC) — se Gingape 100D 1CY OV, 2.6.13
FAFAREIN R0 RPERIOEOINN 14 Dhicuanmx rpudis | ©.CLIA®, Bianosiasc
CTYMC) ~ e Ginwae H KYQir, <G5>, <G>
He nonyexnereen E. Coli o 1 r npenapary Biznosinae
* Current edition. / Hisoue snpannn,
LabeBing: Should correspond to the registered labelling. Complies
 Mapxysanna: MTosunHo BUTIORIAATH 3ADCCCTPORAHOMY MADKYBIHHIO. _| Bianosingc
Packaging: Should correspond to the requirements of MQC. Complies
Hakysgunn; Hosunso sianowsigary sivoram MK, | Bisnosigae
b Factory: 9 FRegistored Office:
N 2435061 96081 1377 O LISIIDEIITEPLET 73077 1N (ZASNG TSRS
Piot Mo 235 - 218 GIDD Indasirial Estate 302, zeen M, Goar edia Buzar Bidlding Cowegy 1T ek UniL A, 8" Flpor
Panuli - 394 118, Bharuch Sugant, Opp. Jodhpar BRTS Satulite, Appa SebeliMmathe Marg
o YD) BEAB TTTATY S FOA S I0ATRI A A5 Aewsisibed - DY S Sujerst ek, Eralihodeyi, Murbal « S00024,

b Pl peonliibithinii.poaen L w9 22 JASNSICLIRNDD



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

I Rerehy certify that the above information is authentic and accurate, This batch of product has been manufoctured,
incinding packagingAabelling and quality controf analysis, at the above mentioned site in full compliance with the
GMP requirements of the local Regulutory Autharity aud with the specification. availabie in registration dossier.
Provocoly of batch processing, packaging and analysiy records were reviewed and foand to be in compliance with
GMP. I hereby confirm that all production stages for this baich of finished product were carried out in full
complionee with the requirements specified In the currert GMP gulidelines approved by the Ministry of Health of
Ukraine, /

Llam » saceicuyn, sio nasedenya eume indopuaigda ¢ docmonipuoiey ma mosnon. v ceplip mpodyryil Gvag
AUPOBTENO (SRINNBIONH NTKYSANNA MAPKYSANIR) M@ npoeedeno Konmpars I arocmi NG suNeITwaTenit dlrvinsi
¥ Aossda sidnosidnocei 7 sumocan GMPE, SCRunocIenis NicHeans eyARmOpnuN OpIaneM, o maxem
sidnocidne do eneyndinawiii, mo sicmunuca & pecompaniiinoasry doone, HponwKoan supofniymen, NAKYEANKS MG
Faris Bpae nepesaRuymy ow wcmanosaene sionewionicame GMP. Hus nidmespdscyns, sy scl eupodnusd cmadit
aan yiet cepli zomoaol npodyrnil Syaw 1dilicneni & nosrilt eiORNeIOROC 3 SHMO2EMN, IINANEHILNN & SR
wacmanowl 3 GMFE, samespoxcenii Miniomepemeos oxopony sdopos’s Yupoine,

Name and position of person responsible for the analysis: | Mr. Yagnesh K. Trivedi, Sr. Manager QC
HNpissume ra nocaga ocolin, wo slanosinac 3a avani: | Sruew K. Tpiscai, Cr. Menemuep K3
Signatuve of person responsible for analysis: ?,f’
Hianue ocobu, wio vianosisae 33 wnanks:
Name and position of person responsible for batch refease: | Hasmukh Jaysinh Arya
Mpbeae Ta socazs ocolbu, mo simosinee 38 sunyex cepitt | Manager Quality Assurance
Xacmyx Ixalicin Aps

Sabe HA ¥KOCTI MEHCTREPR
Skgnature of person responsible for batch relesse:
Hinmwe ocoln, wo sinnosliac 32 sunycs cepi;

Date of signature: [\ |
Aavs niamncawan: | T 5/ 93}’“«3%

Factory: 9 Hagitersd Oéhce: 9 Corponiiding——"
CH L 243000 178 S 77 LW L2A3005397 6P 0173077 CIN: LASECCH APy FaD T
Pt No 215 - 296, QIDEG Industetdl Eatate 02, moon Mol Star india Bazar Buddivg, Croegy IT Pued, it 5, 8" Ploo,
Parok - 30 116, Hhaeuch, Gujaral O Jodhpur BRTS Satedkvg, Afipi Satuth Marsttes Mang,
+01 26A6 2T 42 § Fod S 304 £7RY ) TS Ahradabed - 200015 Sjgrat, Wda, Prabhsdend, Miumbal - £3589
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UNIGQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

BATCH CERTIFICATE

Craa giffaxrasaicrs: | |

CEPTHRIKAT HA CEPIK)
Product name: | NOVAGRA EURO ! M%nufacturing csmutry.‘ India
Hasea npogvenit: | ROBATFPA €BPO i s | Dk
Pharmaceutical form, dosage: | film-coated tablets, 100 mg License No.:
Jlikupenrs dopsza, | Tabserky, skpuvi naiskopote plosourow, | . | GI1430
Jligensin M
Jozypamnn: | no 100 mr
Strength/potency: | 1 tablet contains sildenafil a:ftraf)e equivalent to 180 mg of sildenafil

3 M wrpary exnisancurno 100 mr caanenmpizy!
1 film-cowted tablet in a blister, 1 blister in a cardboard box with Ukrainian

Mnnﬁm’mmr

Bupobunx:

Type and size of
packaging: | and English languages labeling
Bun § posmip | so 1 rabaernl, sxpwrill naisxosow ofoxonxon, ¥ fnicrepi, no I Gaicrepy ¥
yuakosks: | xapromuiik kopolui 3 MEpKYBRRINM YRPATHCLKGN T4 ANCHECLEOI0 MOBAMN
Batch No.: ; Batch size: 50800 baxes
Cepin No: Pré26601 FPoamip cepil: vopofok
Manufzeturing date: Expiry date: |
Jlara supobunurna; D206 Tepm. opust.: 0572029
Rﬁgi!vfmﬁon certificate: UA/BTOTI0L03 Uslimited from: 04.10.2018
Heofsaexeno 32

Uulqw !’hxrﬁtm:ﬁm! Lahoratories (a division of 1. B, Chemicals &
Pharmacenticals Lud.), Plot No, 215219, G.LD.C., Industrial Area, P:tm:di -

394 116, Dist. Bharuch, India

HOuik Papmacsiornean Jadoparopis (sianbacaun $ipmn «Ix. B, Kemixans
ea PapMachwTRRans Jtaw), Hinanxa Ne 215219, Jiad. Aii. Ai. Ci
Ingucrping Epis, Iluioni - 394 116, oxpyr Bxapyx, Ingin

Certificate of GMP compliance No.: ke . Valid ill: :
__Ceprnivar sianonianocyi HBIT Ni: s HAiticunil ao: LIl
Analysis procedure results /
Peaynsratn nposegenns anaxisy
e ME’H!{)DS()F“

! Factory:

CINL L2430 N 9780 73077

| Appearsnce Purple-red color, friangular shape, biconvex film Complies
coated tablets insceibed wish 104" on one side - P
Oang [IyparypHO-SCPROROTD KONLOPY TRIKYTHOT Gopun | ., shyyaneno
ABDONYEAT BEPHTI UHTBROBOIG DRONOHKEON Binnogigae
TadieTre, 3 nanueost ¢ 00 3 onwore Goxy
- : = YTy
Average weight of 631.0mg+ 5% PLBPEXNG] a6 somg
Cepeanm maca 63 OMrE 5% CPATR n.2, b*, X1 G| 636,50 wr
Tabaerox ) geositene, 3 N :
# Registered Officx:
CANE L2A3WI5 54576 L 73077
Flot Mo 21521, CIDT Industeiel Betate 302 wcon Mail, o it Bazar todding, N
Panol - 284 116, Bhewuch Qujpat Qg Jodhier BRYS Saadlite, A;!;m Samh M%M Mm‘m
. VR TRAS ITT AP TR S A S TED L B Ahrredaboc - 3B01 S, Gujarat, defa Prabhadei, Musbal ~ 400088
weeri fbpharma. conm

¢ Fepl panodgiibpherma. oo

L 4% 22 M9800/ 5500




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

. o b e e
Mass of not more than two Gablets, may deviate

Uniformity of mass
from the average mass by more than 5 %, and none | X1 G Complies
| — by more than [0% ,
OnwoplawicTs macn Maucn ne Bttt six anox TalaeToR, Moke n3, B, X1 G
BiAXAISTHES BilL copeaHnol Mack Ginsle Hik Ha 5 Binnoninse
% i woawa — ke Giaswe wiw e 10%
Uniformity of dosage Acceptance value (AV) = 15 pd, in-house
units monograph, 52
LSP* <g05>
Qanppboniers Hicnn npeifsaracer (AV) £ 15 14, sy tpitsus
A0IGBRMAX GHEITBEL sonorpadpis, 579
& CIIA* -
805>
Identificution | Retention time of principal peaks in p.5, HPLC,
Sildenafil ciwomatogeams of the rest and the standard in-housc )
solutions, obtuined in the “Assay™ test should monograph, Complics
caineid: BE*, I D
| Inewrrmdiscanin Yac yTPHMYBAHHA OCHOBHEX LIKIB B n.5, BEPX
Cunmesiadia - | xpomarorpasax docaidocreanceo | cmandapmuoco | BHYTRIWRA Bignouinse
poywsia, Grpusainx » poatni s Kunkicne sMonorpadis, ’
BHIHAMCHHREN TOBNKCH CRIBNARATH, B 1D
Dissolution Not fess than BU % (4J) of libel clatm of sildenafil | p.6, USP* 26 %
should dissolve during 45 minuees. <711= e
Posunneans He menme 80 % () 8i3 34880800 KUThKOCTI n.6, ©.CHIA*
crittenading BomIIIG pOIiHRTHCE Iportarom 45 | <T11> 95 %
XBILITHH,
ﬁ'.;:?mﬁm {in Net more than 30 minutes, p.7, BP*, XIIA 3 i, 0 sec.
Poanagauns (y soai) He Sinntoe wiw 30 xmuwmmne, n7, Bo* X1 A
3 xp. ook,
Assay For realive: p-8, HPLL, in-
Sildenafil 9508 — 105.0% of label claim of sildenafil, ie. house
95.0 mghablet to 105.0 mpiablet. monograph, 99,64
For shelf life; BP*, 1D 98.99 mg/tablet
900 % — 110.0% of label claim of sildenafil, i.e.
0.0 mg/tablet to 1100 mzisblet, N
Klynaiene Aus gurpexy: n.8, BEPX 95.0%
BHIREMCHUR
YKp
§ Factory. ¥ Regintured Offica:
GIN: L 49000515 V6P TR T CIN: L3906V 976PLE 1 73077

Pt e 215~

Praeci - 304 118, Bhanach, Gigarat,
LORYT GG ZTZ AT P ML P B P A0S

219 GOC industind Extote

§ Ibeptponcliibphama com

462, isoon Mall, Dar Indiz Baear Buiding,
Upp. Jochpur BRTE Satwlkie,
Ahmmedabad - F00AE, Bujeewt, Indle
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UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B, CHEMICALS & PHARMACEUTICALS LIMITED

,,

Crumay 95.0% - 105.0% aix jasanerol xiaskperi BHYTPItN 98,99
cranenaping, modro pig 93,0 urfratiserxy no stororpagis, wrirabneTry
105.0 sr'ralnersy. Bo* 11D
Huas meapivey npudanusemi:
90.0 % - 110.0% aia zarsnexo] kinexocTi
cuaasnadiny, robve sin 90.0 sri'ranerxy a0
1100 mrimabneTsy.
Relsted substances Any unspecified impurity - not more than 0.2% p.9, HPLC, in~ 003 %
Total amount of impurities - not more than 0.5 % | house 0.14%
monograph,
BP U D
Cyayrai pomituaxn Byab-axa seizenrndivanana 20sieks ~ ne Sianme | 0.9, BEPX 0,03 %
.2 % HHYTPING
Jarmanss BULKICTS dosiinox - we Binswe 0.5 % | souorpadix, 0,14 %
| ED*. 1D
- Microbiological purity | In the product it is accepted: p.t0, Ph. Eur.®,
total acrobic microbial count (TAMC) — 4. 26,12, Complies
not moee than 1004 CFUYg; 26,13
total yeasts and moulds count (TYMC} - not more | USP*, <61>, Cemplics
than 100 CFUSg, <HL>
, Not ailowed E Coli in I g of product Complies
Mixpobisaorivaa B npenaputi BOMYCKACTECA: n 190,
THETOTA $AraABRC YHCAO BCPODHKX MIKPOOPranizMis £, p. 24612, Bignorigse
{TAMC) — se Gingape 100D 1CY OV, 2.6.13
FAFAREIN R0 RPERIOEOINN 14 Dhicuanmx rpudis | ©.CLIA®, Bianosiasc
CTYMC) ~ e Ginwae H KYQir, <G5>, <G>
He nonyexnereen E. Coli o 1 r npenapary Biznosinae
* Current edition. / Hisoue snpannn,
LabeBing: Should correspond to the registered labelling. Complies
 Mapxysanna: MTosunHo BUTIORIAATH 3ADCCCTPORAHOMY MADKYBIHHIO. Bianosingc
Packaging: Should correspond to the requirements of MQC. Complies
Hakysgunn; Hosunso sianowsigary sivoram MK, | Bisnosigae
 Faciony: ¥ Fagistorsd Ofice: % Corporsta i o1
N 2435061 96081 1377 O LISIIDEIITEPLET 73077 CIN: 1243900, T PRETF 1
Piot Mo 235 - 218 GIDD Indasirial Estate 302, zeen M, Goar edia Buzar Bidlding Cowegy 1T ek UniL A, 8" Flpor
Panuli - 394 118, Bharuch Sugant, Opp. Jodhpar BRTS Satulite, Appa SebeliMmathe Marg

o YRV ZEAG TTZATY 2 FOA S J0A SRR 335
b g prliliphie o b

Aheewgalind - 380018, Cujarst, hudir.

@rabhedey, Muarbal < S00024.
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UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

I Rerehy certify that the above information is authentic and accurate, This batch of product has been manufoctured,
incinding packagingAabelling and quality controf analysis, at the above mentioned site in full compliance with the
GMP requirements of the local Regulutory Autharity aud with the specification. availabie in registration dossier.
Provocoly of batch processing, packaging and analysiy records were reviewed and foand to be in compliance with
GMP. I hereby confirm that all production stages for this baich of finished product were carried out in full
complionee with the requirements specified In the currert GMP gulidelines approved by the Ministry of Health of
Ukraine, /

Llam » saceicuyn, sio nasedenya eume indopuaigda ¢ docmonipuoiey ma mosnon. v ceplip mpodyryil Gvag
AUPOBTENO (SRINNBIONH NTKYSANNA MAPKYSANIR) M@ npoeedeno Konmpars I arocmi NG suNeITwaTenit dlrvinsi
¥ Aossda sidnosidnocei 7 sumocan GMPE, SCRunocIenis NicHeans eyARmOpnuN OpIaneM, o maxem
sidnocidne do eneyndinawiii, mo sicmunuca & pecompaniiinoasry doone, HponwKoan supofniymen, NAKYEANKS MG
Faris Bpae nepesaRuymy ow wcmanosaene sionewionicame GMP. Hus nidmespdscyns, sy scl eupodnusd cmadit
aan yiet cepli zomoaol npodyrnil Syaw 1dilicneni & nosrilt eiORNeIOROC 3 SHMO2EMN, IINANEHILNN & SR
wacmanowl 3 GMFE, samespoxcenii Miniomepemeos oxopony sdopos’s Yupoine,

Name and position of person responsible for the analysis: | Mr. Yagnesh K. Trivedi, Sr. Manager QC
HNpissume ra nocaga ocolin, wo slanosinac 3a avani: | Sruew K. Tpiscai, Cr. Menemuep K3
Signatuve of person responsible for analysis: ?,f’
Hianue ocobu, wio vianosisae 33 wnanks:
Name and position of person responsible for batch refease: | Hasmukh Jaysinh Arya
Mpbeae Ta socazs ocolbu, mo simosinee 38 sunyex cepitt | Manager Quality Assurance
Xacmyx Ixalicin Aps

Sabe HA ¥KOCTI MEHCTREPR
Skgnature of person responsible for batch relesse:
Hinmwe ocoln, wo sinnosliac 32 sunycs cepi;

Date of signature: [\ |
Aavs niamncawan: | T 5/ 93}’“«3%

Factory: 9 Hagitersd Oéhce: 9 Corponiiding——"
CH L 243000 178 S 77 LW L2A3005397 6P 0173077 CIN: LASECCH APy FaD T
Pt No 215 - 296, QIDEG Industetdl Eatate 02, moon Mol Star india Bazar Buddivg, Croegy IT Pued, it 5, 8" Ploo,
Parok - 30 116, Hhaeuch, Gujaral O Jodhpur BRTS Satedkvg, Afipi Satuth Marsttes Mang,
+01 26A6 2T 42 § Fod S 304 £7RY ) TS Ahradabed - 200015 Sjgrat, Wda, Prabhsdend, Miumbal - £3589

Bepl panolvgzkphaema oo & +9% 22 R4AS20U/GH0




UNIGQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

BATCH CERTIFICATE

Craa giffaxrasaicrs: | |

CEPTHRIKAT HA CEPIK)
Product name: | NOVAGRA EURO ! M%nufacturing csmutry.‘ India
Hasea upogvenif: | HOBATPA €BPO i _Xpal s | Dk
Pharmaceutical form, dosage: | film-coated tablets, 100 mg License No.:
Jlikupenrs dopsza, | Tabserky, skpuvi naiskopote plosourow, | . | GI1430
Jligensin M
Jozypamnn: | no 100 mr
Strength/potency: | 1 tablet contains sildenafil a:ftraf)e equivalent to 180 mg of sildenafil

3 M wrpary exnisancurno 100 mr caanenmpizy!
1 film-cowted tablet in a blister, 1 blister in a cardboard box with Ukrainian

Mnnﬁm’mmr

Bupobunx:

Type and size of
packaging: | and English languages labeling
Bun § posmip | so 1 rabaernl, sxpwrill naisxosow ofoxonxon, ¥ fnicrepi, no I Gaicrepy ¥
yuakosks: | xapromuiik kopolui 3 MEpKYBRRINM YRPATHCLKGN T4 ANCHECLEOI0 MOBAMN
Batch No.: ; Batch size: 50800 baxes
Cepin No: Pré26601 FPoamip cepil: vopofok
Manufzeturing date: Expiry date: |
Jlara supobunurna; D206 Tepm. opust.: 0572029
Rﬁgi!vfmﬁon certificate: UA/BTOTI0L03 Uslimited from: 04.10.2018
Heofsaexeno 32

‘Unlqua !’hxrﬁtm:ﬁm! Laboratories (a division of I. B, Chemicals &
Pharmacenticals Lud.), Plot No, 215219, G.LD.C., Industrial Area, P:tm:di -

394 116, Dist. Bharuch, India

HOuik Papmacsiornean Jadoparopis (sianbacaun $ipmn «Ix. B, Kemixans
ea PapMachwTRRans Jtaw), Hinanxa Ne 215219, Jiad. Aii. Ai. Ci

Ingucrping Epis, Iluioni - 394 116, oxpyr Bxapyx, Ingin

Certificate of GMP compliance No.: ke . Valid ill: :
__Ceprnivar sianonianocyi HBIT Ni: s HAiticunil ao: LIl
Analysis procedure results /
Peaynsratn nposegenns anaxisy
e ME’H!{)DS()F“

Appearznce Purple-red color, triangular shape, biconvex film Compli
coated tablets insceibed with “100" on one side _-omplis
Ouue [MypuypHo-wepaonoro wonsopy Tpatkyteel dopsn | m.l, sbyamno
ABDONYEAT BEPHTI UHTBROBOIG DRONOHKEON Bianogigae
TadieTre, 3 nanueost ¢ 00 3 onwore Goxy
Average weight of 631 Gmg+ 5% p2, BP, XU G yﬁSﬁ .S{l mg
Cepennm maca 6310 mr+5% /\LPATH
Eﬁ“m m N

! Factory:

CIR: LZAMR0CC N 98P 73077

ot Mo 25 - 1%, 1D Indastvisl Batate
Panal- 284 114 Bhetuch Quinrt

. VR ZRAR YT ATR VTR A TR BN

¥ Rugistered Offiew
CANG L 243905 05 76D L0 73077
IR oo Mall, Suee Tucha Bazar Hodding,
Qg Jodhier BRYS Saadlite,
Ahrredaboc - 3B01 S, Gujarat, defa

¢ Fepl panodgiibpherma. oo

A;x;:n Satmh M&mh& um
Prabhadevi, Mumbal ~ 400075
LOS8Y 22 TAa48200 5500

weeri fbpharma. conm



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

Uniformity of mass Mass of not more than two Gablets, may deviate p3, BP*,
from the average mass by more than 5 %, and none | X1 G Complies
| — by more than [0% ,
OnwoplawicTs macn Maucn ne Bttt six anox TalaeToR, Moke n3, B, X1 G
BimxHASTHCS Bl copeaubol sack Ginbumr HikK da 5 Bixsonine
% i woawa — ke Giaswe wiw e 10%
Uniformity of dosage Acceptance value (AV) = 15 pd, in-house
units monograph, 52
LSP* <g05>
Oanoplanicrs Hieno npefiusaocr (AV) < 15 14, sy tpitsus
A0IGBRMAX GHEITBEL sonorpadpis, 579
&.ClA® -
805>
Identificution | Retention time of principal peaks in p.5, HPLC,
Sildenafil ciwomatogeams of the rest and the standard in-housc )
solutions, obtained in the “Assay” test shoukd monograph, Complics
coincide. BE, D
| Inewrrmdiscanin Yac yTPHMYBAHHA OCHOBHEX LIKIB B n.5, BEPX
Cunmesiadia - | xpomarorpasax docaidocreanceo | cmandapmuoco | BHYTRIWRA Bignouinse
poywsia, Grpusainx » poatni s Kunkicne sMonorpadis, ’
BHIHAMCHHREN TOBNKCH CRIBNARATH, B 1D B ,
Dissolution Not fess than BU % (4J) of libel clatm of sildenafil | p.6, USP* 26 %
should dissolve during 45 minuees. <711= e
Posunneans He menme 80 % () 8i3 34880800 KUThKOCTI n.6, ©.CHIA*
crittenading BomIIIG pOIiHRTHCE Iportarom 45 | <T11> 95 %
XBILITHH, .
ﬁ'.;:?mﬁm {in Net more than 30 minutes, p.7, BP*, XIIA 3 i, 0 sec.
Poanagauns (y soai) He Sinntoe wiw 30 xmuwmmne, n7, Bo* X1 A
3 xp. ook,
Assay For realive: p-8, HPLL, in-
Sildenafil 9508 — 105.0% of label claim of sildenafil, ie. house
95.0 mghablet to 105.0 mpiablet. monograph, 99,64
For shelf life; BP*, 1D 98.99 mg/tablet
900 % — 110.0% of label claim of sildenafil, i.e.
0.0 mg/tablet to 1100 mzisblet, N
Klynaiene Aus gurpexy: n.8, BEPX 95.0%
BEIRAMCHUR
YKp
§ Factory. ¥ Regintured Offica:
GIN: L 49000515 V6P TR T BIN: L3906 197 6PLET 73077
Pioy e 215 - 219, GOC industrie Estate A6, vsoons Mall, Star Indis Bazar Buikdng,
Pl - 306 118, Bhanuch, Gugarat, Upp. Joctpur BITS Sxialite,

LY 2040 T AT ¢ TEA Y B PRI 325 Anhmedabad - BH0LE, Bujst, Indls.

3§ Ibepdponcli@bphan com % ‘91 mzmww Wi jlipiseris coem



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B, CHEMICALS & PHARMACEUTICALS LIMITED

,,

Crumay 95.0% - 105.0% aix jasanerol xiaskperi BHYTPItN 98,99
cranenaping, modro pig 93,0 urfratiserxy no stororpagis, wrirabneTry
105.0 sr'ralnersy. Bo* 11D
Huas meapivey npudanusemi:
90.0 % - 110.0% aia zarsnexo] kinexocTi
cuaasnadiny, robve sin 90.0 sri'ranerxy a0
1100 mrimabneTsy.
Relsted substances Any unspecified impurity - not more than 0.2% p.9, HPLC, in~ 003 %
Total amount of impurities - not more than 0.5 % | house 0.14%
monograph,
BPYJHD
Cyayrai pomituaxn Byab-axa seizenrndivanana 20sieks ~ ne Sianme | 0.9, BEPX 0,03 %
.2 % HHYTPING
Jarmanss BULKICTS dosiinox - we Binswe 0.5 % | souorpadix, 0,14 %
% BO* 1D
- Microbiological purity | In the product it is accepted: p.t0, Ph. Eur.®,
total acrobic microbial count (TAMC) — 4. 26,12, Complies
not moee than 1004 CFUYg; 26,13
total yeasts and moulds count (TYMC} - not more | USP*, <61>, Cemplics
than 100 CFUSg, <62>
, Not ailowed E Coli in I g of product Complies
Mixpobisaorivaa B npenaputi BOMYCKACTECA: n 190,
THETOTA $AraABRC YHCAO BCPODHKX MIKPOOPranizMis £, p. 24612, Bignorigse
{TAMC) — se Gingape 100D 1CY OV, 2.6.13
FAFAREIN R0 RPERIOEOINN 14 Dhicuanmx rpudis | ©.CLIA®, Bianosiasc
CTYMC) ~ e Ginwae H KYQir, <G5>, <G>
He nonyexnereen E. Coli o 1 r npenapary Biznosinae
* Current edition. / Hisoue snpannn,
LabeBing: Should correspond to the registered labelling. Complies
 Mapxysanna: MTosunHo BUTIORIAATH 3ADCCCTPORAHOMY MADKYBIHHIO. _| Bianosingc
Packaging: Should correspond to the requirements of MQC. Complies
Hakysgunn; Hosunso sianowsigary sivoram MK, | Bisnosigae
b Facioey: 9 Begistored Office: # Corporste B
N 2435061 96081 1377 O LISIIDEIITEPLET 73077 CINE (7439
Flot No 215 - 212, GIDG Indust (sl Estate 302, lacon Mad, Brac dia Bazer Bidlding Loy
Panuli - 394 118, Bharuch Sugant, Opp. Jodhpar BRTS Satulite, Appa SebeliMmathe Marg
o YD) BEAB TTTATY S FOA S I0ATRI A A5 Aewsisibed - DY S Sujerst ek, Eralihodeyi, Murbal « S00024,

b Pl peonliibithinii.poaen L w9 22 JASNSICLIRNDD



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

I Rerehy certify that the above information is authentic and accurate, This batch of product has been manufoctured,
incinding packagingAabelling and quality controf analysis, at the above mentioned site in full compliance with the
GMP requirements of the local Regulutory Autharity aud with the specification. availabie in registration dossier.
Provocoly of batch processing, packaging and analysiy records were reviewed and foand to be in compliance with
GMP. I hereby confirm that all production stages for this baich of finished product were carried out in full
complionee with the requirements specified In the currert GMP gulidelines approved by the Ministry of Health of
Ukraine, /

Llam » saceicuyn, sio nasedenya eume indopuaigda ¢ docmonipuoiey ma mosnon. v ceplip mpodyryil Gvag
AUPOBTENO (SRINNBIONH NTKYSANNA MAPKYSANIR) M@ npoeedeno Konmpars I arocmi NG suNeITwaTenit dlrvinsi
¥ Aossda sidnosidnocei 7 sumocan GMPE, SCRunocIenis NicHeans eyARmOpnuN OpIaneM, o maxem
sidnocidne do eneyndinawiii, mo sicmunuca & pecompaniiinoasry doone, HponwKoan supofniymen, NAKYEANKS MG
Faris Bpae nepesaRuymy ow wcmanosaene sionewionicame GMP. Hus nidmespdscyns, sy scl eupodnusd cmadit
aan yiet cepli zomoaol npodyrnil Syaw 1dilicneni & nosrilt eiORNeIOROC 3 SHMO2EMN, IINANEHILNN & SR
wacmanowl 3 GMFE, samespoxcenii Miniomepemeos oxopony sdopos’s Yupoine,

Name and position of person responsible for the analysis: | Mr. Yagnesh K. Trivedi, Sr. Manager QC
HNpissume ra nocaga ocolin, wo slanosinac 3a avani: | Sruew K. Tpiscai, Cr. Menemuep K3
Signatuve of person responsible for analysis: ?,f’
Hianue ocobu, wio vianosisae 33 wnanks:
Name and position of person responsible for batch refease: | Hasmukh Jaysinh Arya
Mpbeae Ta socazs ocolbu, mo simosinee 38 sunyex cepitt | Manager Quality Assurance
Xacmyx Ixalicin Aps

Sabe HA ¥KOCTI MEHCTREPR
Skgnature of person responsible for batch relesse:
Hinmwe ocoln, wo sinnosliac 32 sunycs cepi;

Date of signature: [\ |
Aavs niamncawan: | T 5/ 93}’“«3%

#U1 T4 2TE 472 4 YU S 304 /7S ) E1S Ahiradobed - 280015, Suiurat, Wl Pratshisden, Mumbal - 400055 ‘
jept panaligitipaema som L +U3 22 ARG L ¥ worw jbpharma. com

Factory: ® fnglitered Office: ¥ Copuniitios——
CH L 243000 178 S 77 LW L2A3005397 6P 0173077 CIN: LASECCH APy FaD T
Pt No 215 - 296, QIDEG Industetdl Eatate 02, moon Mol Star india Bazar Buddivg, Croegy IT Pued, it 5, 8" Ploo,
Ptk - 394 116, Hhaecd, Gujaal Opg Jodbpar BRTES Sateikte, Afipi Satuth Marsttes Mang,



UNIGQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

BATCH CERTIFICATE

Craa giffaxrasaicrs: | |

CEPTHRIKAT HA CEPIK)
Product name: | NOVAGRA EURO ! M%nufacturing csmutry.‘ India
Hasea npogvenit: | ROBATFPA €BPO i s | Dk
Pharmaceutical form, dosage: | film-coated tablets, 100 mg License No.:
Jlikupenrs dopsza, | Tabserky, skpuvi naiskopote plosourow, | . | GI1430
Jligensin M
Jozypamnn: | no 100 mr
Strength/potency: | 1 tablet contains sildenafil a:ftraf)e equivalent to 180 mg of sildenafil

3 M wrpary exnisancurno 100 mr caanenmpizy!
1 film-cowted tablet in a blister, 1 blister in a cardboard box with Ukrainian

Mnnﬁm’mmr

Bupobunx:

Type and size of
packaging: | and English languages labeling
Bun § posmip | so 1 rabaernl, sxpwrill naisxosow ofoxonxon, ¥ fnicrepi, no I Gaicrepy ¥
yuakosks: | xapromuiik kopolui 3 MEpKYBRRINM YRPATHCLKGN T4 ANCHECLEOI0 MOBAMN
Batch No.: ; Batch size: 50800 baxes
Cepin No: Pré26601 FPoamip cepil: vopofok
Manufzeturing date: Expiry date: |
Jlara supobunurna; D206 Tepm. opust.: 0572029
Rﬁgi!vfmﬁon certificate: UA/BTOTI0L03 Uslimited from: 04.10.2018
Heofsaexeno 32

Uulqw !’hxrﬁtm:ﬁm! Lahoratories (a division of 1. B, Chemicals &
Pharmacenticals Lud.), Plot No, 215219, G.LD.C., Industrial Area, P:tm:di -

394 116, Dist. Bharuch, India

HOuik Papmacsiornean Jadoparopis (sianbacaun $ipmn «Ix. B, Kemixans
ea PapMachwTRRans Jtaw), Hinanxa Ne 215219, Jiad. Aii. Ai. Ci
Ingucrping Epis, Iluioni - 394 116, oxpyr Bxapyx, Ingin

Certificate of GMP compliance No.: ke . Valid ill: :
__Ceprnivar sianonianocyi HBIT Ni: s HAiticunil ao: LIl
Analysis procedure results /
Peaynsratn nposegenns anaxisy
e ME’H!{)DS()F“

! Factory:

CINL L2430 N 9780 73077

| Appearsnce Purple-red color, friangular shape, biconvex film Complies
coated tablets insceibed wish 104" on one side - P
Oang [IyparypHO-SCPROROTD KONLOPY TRIKYTHOT Gopun | ., shyyaneno
ABDONYEAT BEPHTI UHTBROBOIG DRONOHKEON Binnogigae
TadieTre, 3 nanueost ¢ 00 3 onwore Goxy
- : = YTy
Average weight of 631.0mg+ 5% PLBPEXNG] a6 somg
tabiets , o .
Cepexom maca 63 0mrE 5% PATHS n.2, %, XN G| 636,50 wr
Talaerox ) presinensy, 3 N '
¥ Sugistered OMew:
CANE L2A3WI5 54576 L 73077
Flot Mo 21521, CIDT Industeiel Betate 302 wcon Mail, o it Bazar todding, N
Panol - 284 116, Bhewuch Qujpat Qg Jodhier BRYS Saadlite, A;!;m Samh M%M Mm‘m
. VR TRAS ITT AP TR S A S TED L B Ahrredaboc - 3B01 S, Gujarat, defa Prabhadei, Musbal ~ 400088
weeri fbpharma. conm

¢ Fepl panodgiibpherma. oo

L 4% 22 M9800/ 5500




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

; @ o S e e
Uniformity of mass Mass of not more than two Gablets, may deviate
from the average mass by more than 5 %, and none | X1 G Complies
| — by more than [0% ,
OnwoplawicTs macn Maucn ne Bttt six anox TalaeToR, Moke n3, B, X1 G
BiAXAISTHES BilL copeaHnol Mack Ginsle Hik Ha 5 Binnoninse
% i woawa — ke Giaswe wiw e 10%
Uniformity of dosage Acceptance value (AV) = 15 pd, in-house
unity monograph, 52
LSP* <g05>
Qanppboniers Hicnn npeifsaracer (AV) £ 15 14, sy tpitsus
A0IGBRMAX GHEITBEL sonorpadpis, 579
& CIIA* -
805>
Identificution | Retention time of principal peaks in p.5, HPLC,
Sildenafil ciwomatogeams of the rest and the standard in-housc )
solutions, obtuined in the “Assay™ test should monograph, Complics
coincide. BE, D
| Inewrrmdiscanin Yac yTPHMYBAHHA OCHOBHEX LIKIB B n.5, BEPX
Cunmesiadia - | xpomarorpasax docaidocreanceo | cmandapmuoco | BHYTRIWRA Bignouinse
poywsia, Grpusainx » poatni s Kunkicne sMonorpadis, ’
BHIHAMCHHREN TOBNKCH CRIBNARATH, B 1D
Dissolution Not fess than BU % (4J) of libel clatm of sildenafil | p.6, USP* 26 %
should dissolve during 45 minuees. <711= e
Posunneans He menme 80 % () 8i3 34880800 KUThKOCTI n.6, ©.CHIA*
crittenading BomIIIG pOIiHRTHCE Iportarom 45 | <T11> 95 %
XBILITHH,
ﬁ'.;:?mﬁm {in Net more than 30 minutes, p.7, BP*, XIIA 3 i, 0 sec.
Poanagauns (y soai) He Sinntoe wiw 30 xmuwmmne, n7, Bo* X1 A
3 xp. ook,
Assay For realive: p-8, HPLL, in-
Sildenafil 9508 — 105.0% of label claim of sildenafil, ie. house
95.0 mghablet to 105.0 mpiablet. monograph, 99,64
For shelf life; BP*, 1D 98.99 mg/tablet
900 % — 110.0% of label claim of sildenafil, i.e.
90.0 mg/iablet to 10,0 mziablet, _
Klynaiene Aus gurpexy: n.8, BEEX- """ 199,0 %
BEIRBICHUR A
YKp
§ Factory. ¥ Regintured Offica:
GIN: L 49000515 V6P TR T BIN: L3906 197 6PLET 73077

Pt e 215~

Praeci - 304 118, Bhanach, Gigarat,
LORYT GG ZTZ AT P ML P B P A0S

219 GOC industind Extote

§ Ibeptponcliibphama com

462, isoon Mall, Dar Indiz Baear Buiding,
Upp. Jochpur BRTE Satwlkie,
Ahmmedabad - F00AE, Bujeewt, Indle

L *91 z Z&Emfﬁﬁm

i jliphaemacoem



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B, CHEMICALS & PHARMACEUTICALS LIMITED

,,

Crumay 95.0% - 105.0% aix jasanerol xiaskperi BHYTPItN 98,99
cranenaping, modro pig 93,0 urfratiserxy no stororpagis, wrirabneTry
105.0 sr'ralnersy. Bo* 11D
Huas meapivey npudanusemi:
90.0 % - 110.0% aia zarsnexo] kinexocTi
cuaasnadiny, robve sin 90.0 sri'ranerxy a0
1100 mrimabneTsy.
Relsted substances Any unspecified impurity - not more than 0.2% p.9, HPLC, in~ 003 %
Total amount of impurities - not more than 0.5 % | house 0.14%
monograph,
BP U D
Cyayrai pomituaxn Byab-axa seizenrndivanana 20sieks ~ ne Sianme | 0.9, BEPX 0,03 %
.2 % HHYTPING
Jarmanss BULKICTS dosiinox - we Binswe 0.5 % | souorpadix, 0,14 %
| ED*. 1D
- Microbiological purity | In the product it is accepted: p.t0, Ph. Eur.®,
total acrobic microbial count (TAMC) — 4. 26,12, Complies
not moee than 1004 CFUYg; 26,13
total yeasts and moulds count (TYMC} - not more | USP*, <61>, Cemplics
than 100 CFUSg, <HL>
, Not ailowed E Coli in I g of product Complies
Mixpobisaorivaa B npenaputi BOMYCKACTECA: n 190,
THETOTA $AraABRC YHCAO BCPODHKX MIKPOOPranizMis £, p. 24612, Bignorigse
{TAMC) — se Gingape 100D 1CY OV, 2.6.13
FAFAREIN R0 RPERIOEOINN 14 Dhicuanmx rpudis | ©.CLIA®, Bianosiasc
CTYMC) ~ e Ginwae H KYQir, <G5>, <G>
He nonyexnereen E. Coli o 1 r npenapary Biznosinae
* Current edition. / Hisoue snpannn,
LabeBing: Should correspond to the registered labelling. Complies
 Mapxysanna: MTosunHo BUTIORIAATH 3ADCCCTPORAHOMY MADKYBIHHIO. Bianosingc
Packaging: Should correspond to the requirements of MQC. Complies
Hakysgunn; Hosunso sianowsigary sivoram MK, | Bisnosigae
b Factory: 9 Fegissered Dffice: ,
N 2435061 96081 1377 O LISIIDEIITEPLET 73077 CIN: 243900, TP
Flot No 215 - 212, GIDG Indust (sl Estate 302, lacon Mad, Brac dia Bazer Bidlding Eowigy AR
Panuli - 394 118, Bharuch Sugant, Opp. Jodhpar BRTS Satulite, Appa SebeliMmathe Marg

o YRV ZEAG TTZATY 2 FOA S J0A SRR 335
b g prliliphie o b

Aheewgalind - 380018, Cujarst, hudir.

@rabhedey, Muarbal < S00024.
LW 22 IS N0




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

I Rerehy certify that the above information is authentic and accurate, This batch of product has been manufoctured,
incinding packagingAabelling and quality controf analysis, at the above mentioned site in full compliance with the
GMP requirements of the local Regulutory Autharity aud with the specification. availabie in registration dossier.
Provocoly of batch processing, packaging and analysiy records were reviewed and foand to be in compliance with
GMP. I hereby confirm that all production stages for this baich of finished product were carried out in full
complionee with the requirements specified In the currert GMP gulidelines approved by the Ministry of Health of
Ukraine, /

Llam » saceicuyn, sio nasedenya eume indopuaigda ¢ docmonipuoiey ma mosnon. v ceplip mpodyryil Gvag
AUPOBTENO (SRINNBIONH NTKYSANNA MAPKYSANIR) M@ npoeedeno Konmpars I arocmi NG suNeITwaTenit dlrvinsi
¥ Aossda sidnosidnocei 7 sumocan GMPE, SCRunocIenis NicHeans eyARmOpnuN OpIaneM, o maxem
sidnocidne do eneyndinawiii, mo sicmunuca & pecompaniiinoasry doone, HponwKoan supofniymen, NAKYEANKS MG
Faris Bpae nepesaRuymy ow wcmanosaene sionewionicame GMP. Hus nidmespdscyns, sy scl eupodnusd cmadit
aan yiet cepli zomoaol npodyrnil Syaw 1dilicneni & nosrilt eiORNeIOROC 3 SHMO2EMN, IINANEHILNN & SR
wacmanowl 3 GMFE, samespoxcenii Miniomepemeos oxopony sdopos’s Yupoine,

Name and position of person responsible for the analysis: | Mr. Yagnesh K. Trivedi, Sr. Manager QC
HNpissume ra nocaga ocolin, wo slanosinac 3a avani: | Sruew K. Tpiscai, Cr. Menemuep K3
Signatuve of person responsible for analysis: ?,f’
Hianue ocobu, wio vianosisae 33 wnanks:
Name and position of person responsible for batch refease: | Hasmukh Jaysinh Arya
Mpbeae Ta socazs ocolbu, mo simosinee 38 sunyex cepitt | Manager Quality Assurance
Xacmyx Ixalicin Aps

Sabe HA ¥KOCTI MEHCTREPR
Skgnature of person responsible for batch relesse:
Hinmwe ocoln, wo sinnosliac 32 sunycs cepi;

Date of sigaature:

e
Nara nizoucannn: | ! 5/ 03}’ UL,

Factory:; 9 Hwghiteosd Odfice: t > —

CIE L2430 TS0 2T LW L24300503878PLC1 73077 CIN: L IAZACG I HRGPLCT
Pt No 215 - 296, QIDEG Industetdl Eatate 02, moon Mol Star india Bazar Buddivg, Croegy IT Pued, it 5, 4" Plooe,
Ptk - 394 116, Hhaecd, Gujaal Opg Jodbpar BRTES Sateikte, Afipi Satuth Marsttes Mang,

#U1 T4 2TE 472 4 YU S 304 /7S ) E1S Ahmadnbad - 2R0TE, Sjant, da, Prabhsdes, Murmbal ~ 200005
Bcpl panclygzhiphaema coe & +9% 22 R4AS20U/GH0



UNIGQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

BATCH CERTIFICATE

CEPTHRIKAT HA CEPIK)
Product name: | NOVAGRA EURQ ! Manufacturing csmutry.' India
Hasea upogvenif: | HOBATPA €BPO i _Kpa s | Dk
Pharmaceutical form, dosage: | film-coated tablets, 100 mg License No.:
Jlikupenrs dopsza, | Tabserky, skpuvi naiskopote plosourow, | Migemis M: G/1430

Jozypamnn: | no 100 mr
Strength/potency: | 1 tabdet contains sildenafil a:ftraf)e equivalent to 180 mg of sildenafil

Cuaa gifavrasaicrs: | | 3 M wrpary exnisancurno 100 mr caanenmpizy!
Type and size of | 1 film-conted tablet in a blister, 1 blister in a cardboard box with Ukrainiun

packaging: | and English languages labeling
Bun § posmip | so 1 rabaernl, sxpwrill naisxosow ofoxonxon, ¥ fnicrepi, no I Gaicrepy ¥

yuakosks: | xapromuiik kopolui 3 MEpKYBRRINM YRPATHCLKGN T4 ANCHECLEOI0 MOBAMN
Batch No.: ; Batch size: 50800 baxes
Cepin No: Pré26601 FPoamip cepil: vopofok
Manufzeturing date: Expiry date: |
Jlara supobunurna; D206 Tepm. opust.: 0572029
Rﬁgi!vfmﬁon eerﬁiimie. UA/BTOTI0L03 Uslimited from: 04.10.2018
Heofimewono 3:

Mnnﬁm’mmr Unlqw Pharmaceutical Laboratories {a division of J. B. Chemicals &
Pharmacenticals Lud.), Plot No, 215219, G.LD.C., Industrial Area, P:tm:di -
394 116, Dist. Bharuch, India
BupoGunx: | FOuik ®apmacwiorunas Jaboparopis (elbunbrennn $ipmy «/Ix. B, Kemixans
eux PapmackoTanans Jre), Kinwaxa Ne 215219, Mawd, Al Ri. Ci
Inpucrping Epis, Ianoai - 394 116, oxpyr Bxapysx, [ngis '
Certificate of GMP compliance No.: e . Valid «ili: :
__Ceprnivar sianonianocyi HBIT Ni: s HAiticunil ao: LIl
Analysis procedure results /
Peaynsratn nposegenns anaxisy
Lt e s e L ME’,I‘H{)DS()F :

Appearsnce Purple-red color, triangular shape, biconvex film Erlieg
coated tablets insceibed wish 104" on one side T s
Oang [IyparypHO-SCPROROTD KONLOPY TRIKYTHOT Gopun | ., shyyaneno
ABDONYEAT BEPHTI UHTBROBOIG DRONOHKEON Binnogigae
TadieTre, 3 nanueost ¢ 00 3 onwore Goxy
Average welght of 31 0mp+ 5% p2, BPE XILG
i i CHOk 636.5‘“ m
tabiets | _ | 8
Cepexom maca 63 Owmr 3% \LpAIH % 636,50 mr
Tabaerox ) poosinene, 4 w
! Factory: ¥ Rogisteced Ofiey
TR L24390Q N 975001 73077 CANE L2A3WI5 54576 L 73077
Flot Mo 21521, CIDT Industeiel Betate 302 wcon Mail, o it Bazar todding, N
Panol - 284 116, Bhewuch Qujpat Qg Jodhier BRYS Saadlite, A;!;m Samh M%M Mm‘m
. VR TRAS ITT AP TR S A S TED L B Ahrredaboc - 3B01 S, Gujarat, defa Prabhadei, Musbal ~ 400088
weeri fbpharma. conm

¢ Fepl panodgiibpherma. oo LOS8Y 22 TAa48200 5500



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

. o b e e
Mass of not more than two Gablets, may deviate

Uniformity of mass
from the average mass by more than 5 %, and none | X1 G Complies
| — by more than [0% ,
OnwoplawicTs macn Maucn ne Bttt six anox TalaeToR, Moke n3, B, X1 G
BiAXAISTHES BilL copeaHnol Mack Ginsle Hik Ha 5 Binnoninse
% i woawa — ke Giaswe wiw e 10%
Uniformity of dosage Acceptance value (AV) = 15 pd, in-house
units monograph, 52
LSP* <g05>
Qanppboniers Hicnn npeifsaracer (AV) £ 15 14, sy tpitsus
A0IGBRMAX GHEITBEL sonorpadpis, 579
& CIIA* -
805>
Identificution | Retention time of principal peaks in p.5, HPLC,
Sildenafil ciwomatogeams of the rest and the standard in-housc )
solutions, obtuined in the “Assay™ test should monograph, Complics
caineid: BE*, I D
| Inewrrmdiscanin Yac yTPHMYBAHHA OCHOBHEX LIKIB B n.5, BEPX
Cunmesiadia - | xpomarorpasax docaidocreanceo | cmandapmuoco | BHYTRIWRA Bignouinse
poywsia, Grpusainx » poatni s Kunkicne sMonorpadis, ’
BHIHAMCHHREN TOBNKCH CRIBNARATH, B 1D
Dissolution Not fess than BU % (4J) of libel clatm of sildenafil | p.6, USP* 26 %
should dissolve during 45 minuees. <711= e
Posunneans He menme 80 % () 8i3 34880800 KUThKOCTI n.6, ©.CHIA*
crittenading BomIIIG pOIiHRTHCE Iportarom 45 | <T11> 95 %
XBILITHH,
ﬁ'.;:?mﬁm {in Net more than 30 minutes, p.7, BP*, XIIA 3 i, 0 sec.
Poanagauns (y soai) He Sinntoe wiw 30 xmuwmmne, n7, Bo* X1 A
3 xp. ook,
Assay For realive: p-8, HPLL, in-
Sildenafil 9508 — 105.0% of label claim of sildenafil, ie. house
95.0 mghablet to 105.0 mpiablet. monograph, 99,64
For shelf life; BP*, 1D 98.99 mg/tablet
900 % — 110.0% of label claim of sildenafil, i.e.
90.0 mg/iablet to 10,0 mziablet, _
Klynaiene Aus gurpexy: 95.0%
BHIREMCHUR
§ Factory. ¥ Regintured Offica:
GIN: L 49000515 V6P TR T CIN: L3906V 976PLE 1 73077

Pt e 215~

Praeci - 304 118, Bhanach, Gigarat,
LORYT GG ZTZ AT P ML P B P A0S

219 GOC industind Extote

§ Ibeptponcliibphama com

462, isoon Mall, Dar Indiz Baear Buiding,
Upp. Jochpur BRTE Satwlkie,
Ahmmedabad - F00AE, Bujeewt, Indle

L *91 z Z&Emfﬁﬁm
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UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B, CHEMICALS & PHARMACEUTICALS LIMITED

POITIC

Crumay 95.0% - 105.0% aix jasanerol xiaskperi BHYTPItN 98,99
cranenaping, modro pig 93,0 urfratiserxy no stororpagis, wrirabneTry
105.0 sr'ralnersy. Bo* 11D
Huas meapivey npudanusemi:
90.0 % - 110.0% aia zarsnexo] kinexocTi
cuaasnadiny, robve sin 90.0 sri'ranerxy a0
1100 mrimabneTsy.
Relsted substances Any unspecified impurity - not more than 0.2% p.9, HPLC, in~ 003 %
Total amount of impurities - not more than 0.5 % | house 0.14%
monograph,
BP U D
Cyayrai pomituaxn Byab-axa seizenrndivanana 20sieks ~ ne Sianme | 0.9, BEPX 0,03 %
.2 % HHYTPING
Jarmanss BULKICTS dosiinox - we Binswe 0.5 % | souorpadix, 0,14 %
| ED*. 1D
- Microbiological purity | In the product it is accepted: p.t0, Ph. Eur.®,
total acrobic microbial count (TAMC) — 4. 26,12, Complies
not moee than 1004 CFUYg; 26,13
total yeasts and moulds count (TYMC} - not more | USP*, <61>, Cemplics
than 100 CFUSg, <HL>
, Not ailowed E Coli in I g of product Complies
Mixpobisaorivaa B npenaputi BOMYCKACTECA: n 190,
THETOTA $AraABRC YHCAO BCPODHKX MIKPOOPranizMis £, p. 24612, Bignorigse
{TAMC) — se Gingape 100D 1CY OV, 2.6.13
FAFAREIN R0 RPERIOEOINN 14 Dhicuanmx rpudis | ©.CLIA®, Bianosiasc
CTYMC) ~ e Ginwae H KYQir, <G5>, <G>
He nonyexnereen E. Coli o 1 r npenapary Biznosinae
* Current edition. / Hisoue snpannn,
LabeBing: Should correspond to the registered labelling. Complies
 Mapxysanna: MTosunHo BUTIORIAATH 3ADCCCTPORAHOMY MADKYBIHHIO. Bianosingc
Packaging: Should correspond to the requirements of MQC. Complies
Hakysgunn; Hosunso sianowsigary sivoram MK, | Bisnosigae
b Factory: 9 FRegistored Office:
N 2435061 96081 1377 O LISIIDEIITEPLET 73077 1N (ZASNG TSRS
Piot Mo 235 - 218 GIDD Indasirial Estate 302, zeen M, Goar edia Buzar Bidlding Cowegy 1T ek UniL A, 8" Flpor
Panuli - 394 118, Bharuch Sugant, Opp. Jodhpar BRTS Satulite, Appa SebeliMmathe Marg

o YRV ZEAG TTZATY 2 FOA S J0A SRR 335
b g prliliphie o b

@rabhedey, Muarbal < S00024.
LW 22 IS N0

Aheewgalind - 380018, Cujarst, hudir.




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

I Rerehy certify that the above information is authentic and accurate, This batch of product has been manufoctured,
incinding packagingAabelling and quality controf analysis, at the above mentioned site in full compliance with the
GMP requirements of the local Regulutory Autharity aud with the specification. availabie in registration dossier.
Provocoly of batch processing, packaging and analysiy records were reviewed and foand to be in compliance with
GMP. I hereby confirm that all production stages for this baich of finished product were carried out in full
complionee with the requirements specified In the currert GMP gulidelines approved by the Ministry of Health of
Ukraine, /

Llam » saceicuyn, sio nasedenya eume indopuaigda ¢ docmonipuoiey ma mosnon. v ceplip mpodyryil Gvag
AUPOBTENO (SRINNBIONH NTKYSANNA MAPKYSANIR) M@ npoeedeno Konmpars I arocmi NG suNeITwaTenit dlrvinsi
¥ Aossda sidnosidnocei 7 sumocan GMPE, SCRunocIenis NicHeans eyARmOpnuN OpIaneM, o maxem
sidnocidne do eneyndinawiii, mo sicmunuca & pecompaniiinoasry doone, HponwKoan supofniymen, NAKYEANKS MG
Faris Bpae nepesaRuymy ow wcmanosaene sionewionicame GMP. Hus nidmespdscyns, sy scl eupodnusd cmadit
aan yiet cepli zomoaol npodyrnil Syaw 1dilicneni & nosrilt eiORNeIOROC 3 SHMO2EMN, IINANEHILNN & SR
wacmanowl 3 GMFE, samespoxcenii Miniomepemeos oxopony sdopos’s Yupoine,

Name and position of person responsible for the analysis: | Mr. Yagnesh K. Trivedi, Sr. Manager QC
HNpissume ra nocaga ocolin, wo slanosinac 3a avani: | Sruew K. Tpiscai, Cr. Menemuep K3
Signatuve of person responsible for analysis: ?,f’
Hianue ocobu, wio vianosisae 33 wnanks:
Name and position of person responsible for batch refease: | Hasmukh Jaysinh Arya
Mpbeae Ta socazs ocolbu, mo simosinee 38 sunyex cepitt | Manager Quality Assurance
Xacmyx Ixalicin Aps

Sabe HA ¥KOCTI MEHCTREPR
Skgnature of person responsible for batch relesse:
Hinmwe ocoln, wo sinnosliac 32 sunycs cepi;

Date of sigaature:

e
Nara nizoucannn: | ! 5/ 03}’ UL,

Factory: 9 Hagitersd Oéhce: 9 Corponiiding——"
CH L 243000 178 S 77 LW L2A3005397 6P 0173077 CIN: LASECCH APy FaD T
Pt No 215 - 296, QIDEG Industetdl Eatate 02, moon Mol Star india Bazar Buddivg, Croegy IT Pued, it 5, 8" Ploo,
Parok - 30 116, Hhaeuch, Gujaral O Jodhpur BRTS Satedkvg, Afipi Satuth Marsttes Mang,
+01 26A6 2T 42 § Fod S 304 £7RY ) TS Ahradabed - 200015 Sjgrat, Wda, Prabhsdend, Miumbal - £3589

Bepl panolvgzkphaema oo & +9% 22 R4AS20U/GH0




UNIGQUE PHARMACEUTICAL LABORATORIES

BATCH CERTIFICATE

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

Craa giffaxrasaicrs: | |

CEPTHRIKAT HA CEPIK)
Product name: | NOVAGRA EURO ! M%nufacturing csmutry.‘ India
Hasea npogvenit: | ROBATFPA €BPO i s | Dk
Pharmaceutical form, dosage: | film-coated tablets, 100 mg License No.:
Jlikupenrs dopsza, | Tabserky, skpuvi naiskopote plosourow, | . | GI1430
Jligensin M
Jozypamnn: | no 100 mr
Strength/potency: | 1 tablet contains sildenafil a:ftraf)e equivalent to 180 mg of sildenafil

3 M wrpary exnisancurno 100 mr caanenmpizy!
1 film-cowted tablet in a blister, 1 blister in a cardboard box with Ukrainian

Mnnﬁm’mmr

Bupobunx:

Type and size of
packaging: | and English languages labeling
Bun § posmip | so 1 rabaernl, sxpwrill naisxosow ofoxonxon, ¥ fnicrepi, no I Gaicrepy ¥
yuakosks: | xapromuiik kopolui 3 MEpKYBRRINM YRPATHCLKGN T4 ANCHECLEOI0 MOBAMN
Batch No.: ; Batch size: 50800 baxes
Cepin No: Pré26601 FPoamip cepil: vopofok
Manufzeturing date: Expiry date: |
Jlara supobunurna; D206 Tepm. opust.: 0572029
Rﬁgi!vfmﬁon eerﬁiimie. UA/BTOTI0L03 Uslimited from: 04.10.2018
Heofsaexeno 32

Uulqw !’Mrmm:im! Lahoratories (a division of 1. B, Chemicals &
Pharmacenticals Lud.), Plot No, 215219, G.LD.C., Industrial Area, P:tm:di -
394 116, Dist. Bharuch, India
HOuik Papmacsiornean Jadoparopis (sianbacaun $ipmn «Ix. B, Kemixans
eux PapmackoTanans Jre), Kinwaxa Ne 215219, Mawd, Al Ri. Ci
Inpucrping Epis, Ianoai - 394 116, oxpyr Bxapysx, [ngis '

Certificate of GMP compliance No.: ke . Valid ill: :
__Ceprnivar sianonianocyi HBIT Ni: s HAiticunil ao: LIl
Analysis procedure results /
Peaynsratn nposegenns anaxisy
e ME’H!{)DS()F“

Appearsnce Purple-red color, triangular shape, biconvex film Erlieg
coated tablets insceibed wish 104" on one side T s
Oang [IyparypHO-SCPROROTD KONLOPY TRIKYTHOT Gopun | ., shyyaneno
ABDONYEAT BEPHTI UHTBROBOIG DRONOHKEON Binnogigae
TadieTre, 3 nanueost ¢ 00 3 onwore Goxy
Average weight of 83 0mg+:5% p2, BPEXIG
& ' 53630 m
tablets | - | -
Cepeum waca 6ILOmr: 5% CPATLY n2, bo*, X1 G| 636,50 me
@“m'm N N\aslnﬂnb;., N N ‘ )
! Factory: ¥ Rogisteced Ofiey
TR L24390Q N 975001 73077 CANE L2A3WI5 54576 L 73077
Flot Mo 21521, CIDT Industeiel Betate 302 wcon Mail, o it Bazar todding, N
Panol - 284 116, Bhewuch Qujpat Qg Jodhier BRYS Saadlite, A;!;m Samh M%M Mm‘m
. VR TRAS ITT AP TR S A S TED L B Ahrredaboc - 3B01 S, Gujarat, defa Prabhadei, Musbal ~ 400088
weeri fbpharma. conm

¢ Fepl panodgiibpherma. oo

L 4% 22 M9800/ 5500



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

. o b e e
Mass of not more than two Gablets, may deviate

Uniformity of mass
from the average mass by more than 5 %, and none | X1 G Complies
| — by more than [0% ,
OnwoplawicTs macn Maucn ne Bttt six anox TalaeToR, Moke n3, B, X1 G
BiAXAISTHES BilL copeaHnol Mack Ginsle Hik Ha 5 Binnoninse
% i woawa — ke Giaswe wiw e 10%
Uniformity of dosage Acceptance value (AV) = 15 pd, in-house
units monograph, 52
LSP* <g05>
Qanppboniers Hicnn npeifsaracer (AV) £ 15 14, sy tpitsus
A0IGBRMAX GHEITBEL sonorpadpis, 579
& CIIA* -
805>
Identificution | Retention time of principal peaks in p.5, HPLC,
Sildenafil ciwomatogeams of the rest and the standard in-housc )
solutions, obtuined in the “Assay™ test should monograph, Complics
caineid: BE*, I D
| Inewrrmdiscanin Yac yTPHMYBAHHA OCHOBHEX LIKIB B n.5, BEPX
Cunmesiadia - | xpomarorpasax docaidocreanceo | cmandapmuoco | BHYTRIWRA Bignouinse
poywsia, Grpusainx » poatni s Kunkicne sMonorpadis, ’
BHIHAMCHHREN TOBNKCH CRIBNARATH, B 1D
Dissolution Not fess than BU % (4J) of libel clatm of sildenafil | p.6, USP* 26 %
should dissolve during 45 minuees. <711= e
Posunneans He menme 80 % () 8i3 34880800 KUThKOCTI n.6, ©.CHIA*
crittenading BomIIIG pOIiHRTHCE Iportarom 45 | <T11> 95 %
XBILITHH,
ﬁ'.;:?mﬁm {in Net more than 30 minutes, p.7, BP*, XIIA 3 i, 0 sec.
Poanagauns (y soai) He Sinntoe wiw 30 xmuwmmne, n7, Bo* X1 A
3 xp. ook,
Assay For realive: p-8, HPLL, in-
Sildenafil 9508 — 105.0% of label claim of sildenafil, ie. house
95.0 mghablet to 105.0 mpiablet. monograph, 99,64
For shelf life; BP*, 1D 98.99 mg/tablet
900 % — 110.0% of label claim of sildenafil, i.e.
0.0 mg/tablet to 1100 mzisblet, N
Klynaiene Aus gurpexy: n.8, BEPX 95.0%
BHIREMCHUR
YKp
§ Factory. ¥ Regintured Offica:
GIN: L 49000515 V6P TR T CIN: L3906V 976PLE 1 73077

Pt e 215~

Praeci - 304 118, Bhanach, Gigarat,
LORYT GG ZTZ AT P ML P B P A0S

219 GOC industind Extote

§ Ibeptponcliibphama com

462, isoon Mall, Dar Indiz Baear Buiding,
Upp. Jochpur BRTE Satwlkie,
Ahmmedabad - F00AE, Bujeewt, Indle

L *91 z Z&Emfﬁﬁm
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UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B, CHEMICALS & PHARMACEUTICALS LIMITED

Crunay 95.0% - 105.0% sig 3ananerol xiaskpert amimm
cannenading, oo b 95.0 urfralineTxy a0 stororpagis, wmﬁ:mxy
105.0 sr'ralnersy. PO IHD
Huas meapivey npudanusemi:
90.0 % - 110.0% aia zarsnexo] kinexocTi
cuaasnadiny, robve sin 90.0 sri'ranerxy a0
1100 mrimabneTsy.
Relsted substances Any unspecified impurity - not more than 0.2% p.9, HPLC, in~ 003 %
Total amount of impurities - not more than 0.5 % | house 0.14%
monograph,
BP U D
Cyayrai pomituaxn Byab-axa seizenrndivanana 20sieks ~ ne Sianme | 0.9, BEPX 0,03 %
.2 % HHYTPING
Jarmanss BULKICTS dosiinox - we Binswe 0.5 % | souorpadix, 0,14 %
| ED*. 1D
- Microbiological purity | In the product it is accepted: p.t0, Ph. Eur.®,
total acrobic microbial count (TAMC) — 4. 26,12, Complies
not moee than 1004 CFUYg; 26,13
total yeasts and moulds count (TYMC} - not more | USP*, <61>, Cemplics
than 100 CFUSg, <HL>
, Not ailowed E Coli in I g of product Complies
Mixpobisaorivaa B npenaputi BOMYCKACTECA: n 190,
THETOTA $AraABRC YHCAO BCPODHKX MIKPOOPranizMis £, p. 24612, Bignorigse
{TAMC) — se Gingape 100D 1CY OV, 2.6.13
FAFAREIN R0 RPERIOEOINN 14 Dhicuanmx rpudis | ©.CLIA®, Bianosiasc
CTYMC) ~ e Ginwae H KYQir, <G5>, <G>
He nonyexnereen E. Coli o 1 r npenapary Biznosinae
* Current edition. / Hisoue snpannn,
LabeBing: Should wmspond to the registered labetling. Complies
 Mapxysanna: MTosunHo BUTIORIAATH 3ADCCCTPORAHOMY MADKYBIHHIO. _| Bianosingc
Packaging: Should correspond to the requirements of MQC. Complies
Hakysgunn; Hosunso sianowsigary sivoram MK, | Bisnosigae
¥ Fasctory ¥ Regissond Office:
N 2435061 96081 1377 O LISIIDEIITEPLET 73077 ;
Pl No 275 - 218, GIDG indastr sl Eotate 302, zeen M, Goar edia Buzar Bidlding Cnmgy I‘l’?*mk M&t“' )?km.
Panuli - 394 118, Bharuch Sugant, gy Jodhpu: BRTS Satelie, Apga Sabeli Mmathe Mang
o YD) BEAB TTTATY S FOA S I0ATRI A A5 Aewsisibed - DY S Sujerst ek, Eralihodeyi, Murbal « S00024,

b Pl peonliibithinii.poaen L w9 22 JASNSICLIRNDD



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

I Rerehy certify that the above information is authentic and accurate, This batch of product has been manufoctured,
incinding packagingAabelling and quality controf analysis, at the above mentioned site in full compliance with the
GMP requirements of the local Regulutory Autharity aud with the specification. availabie in registration dossier.
Provocoly of batch processing, packaging and analysiy records were reviewed and foand to be in compliance with
GMP. I hereby confirm that all production stages for this baich of finished product were carried out in full
complionee with the requirements specified In the currert GMP gulidelines approved by the Ministry of Health of
Ukraine, /

Llam » saceicuyn, sio nasedenya eume indopuaigda ¢ docmonipuoiey ma mosnon. v ceplip mpodyryil Gvag
AUPOBTENO (SRINNBIONH NTKYSANNA MAPKYSANIR) M@ npoeedeno Konmpars I arocmi NG suNeITwaTenit dlrvinsi
¥ Aossda sidnosidnocei 7 sumocan GMPE, SCRunocIenis NicHeans eyARmOpnuN OpIaneM, o maxem
sidnocidne do eneyndinawiii, mo sicmunuca & pecompaniiinoasry doone, HponwKoan supofniymen, NAKYEANKS MG
Faris Bpae nepesaRuymy ow wcmanosaene sionewionicame GMP. Hus nidmespdscyns, sy scl eupodnusd cmadit
aan yiet cepli zomoaol npodyrnil Syaw 1dilicneni & nosrilt eiORNeIOROC 3 SHMO2EMN, IINANEHILNN & SR
wacmanowl 3 GMFE, samespoxcenii Miniomepemeos oxopony sdopos’s Yupoine,

Name and position of person responsible for the analysis: | Mr. Yagnesh K. Trivedi, Sr. Manager QC
HNpissume ra nocaga ocolin, wo slanosinac 3a avani: | Sruew K. Tpiscai, Cr. Menemuep K3
Signatuve of person responsible for analysis: ?,f’
Hianue ocobu, wio vianosisae 33 wnanks:
Name and position of person responsible for batch refease: | Hasmukh Jaysinh Arya
Mpbeae Ta socazs ocolbu, mo simosinee 38 sunyex cepitt | Manager Quality Assurance
Xacmyx Ixalicin Aps

Sabe HA ¥KOCTI MEHCTREPR
Skgnature of person responsible for batch relesse:
Hinmwe ocoln, wo sinnosliac 32 sunycs cepi;

Date of sigaature:

e
Nara nizoucannn: | ! 5/ 03}’ UL,

Factory: 9 Hagitersd Oéhce: 9 Corponiiding——"
CH L 243000 178 S 77 LW L2A3005397 6P 0173077 CIN: LASECCH APy FaD T
Pt No 215 - 296, QIDEG Industetdl Eatate 02, moon Mol Star india Bazar Buddivg, Croegy IT Pued, it 5, 8" Ploo,
Parok - 30 116, Hhaeuch, Gujaral O Jodhpur BRTS Satedkvg, Afipi Satuth Marsttes Mang,
+01 26A6 2T 42 § Fod S 304 £7RY ) TS Ahradabed - 200015 Sjgrat, Wda, Prabhsdend, Miumbal - £3589

Bepl panolvgzkphaema oo & +9% 22 R4AS20U/GH0




UNIGQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

BATCH CERTIFICATE

Craa giffaxrasaicrs: | |

CEPTHRIKAT HA CEPIK)
Product name: | NOVAGRA EURO ! M%nufacturing csmutry.‘ India
Hasea npogvenit: | ROBATFPA €BPO i s | Dk
Pharmaceutical form, dosage: | film-coated tablets, 100 mg License No.:
Jlikupenrs dopsza, | Tabserky, skpuvi naiskopote plosourow, | . | GI1430
Jligensin M
Jozypamnn: | no 100 mr
Strength/potency: | 1 tablet contains sildenafil a:ftraf)e equivalent to 180 mg of sildenafil

3 M wrpary exnisancurno 100 mr caanenmpizy!
1 film-cowted tablet in a blister, 1 blister in a cardboard box with Ukrainian

Mnnﬁm’mmr

Bupobunx:

Type and size of
packaging: | and English languages labeling
Bun § posmip | so 1 rabaernl, sxpwrill naisxosow ofoxonxon, ¥ fnicrepi, no I Gaicrepy ¥
yuakosks: | xapromuiik kopolui 3 MEpKYBRRINM YRPATHCLKGN T4 ANCHECLEOI0 MOBAMN
Batch No.: ; Batch size: 50800 baxes
Cepin No: Pré26601 FPoamip cepil: vopofok
Manufzeturing date: Expiry date: |
Jlara supobunurna; D206 Tepm. opust.: 0572029
Rﬁgi!vfmﬁon certificate: UA/BTOTI0L03 Uslimited from: 04.10.2018
Heofsaexeno 32

394 116, Dist. Bharuch, India

‘Unlqua !’hxrﬁtm:ﬁm! Laboratories (a division of I. B, Chemicals &
Pharmacenticals Lud.), Plot No, 215219, G.LD.C., Industrial Area, P:tm:di -

HOuik Papmacsiornean Jadoparopis (sianbacaun $ipmn «Ix. B, Kemixans
ea PapMachwTRRans Jtaw), Hinanxa Ne 215219, Jiad. Aii. Ai. Ci
Ingucrping Epis, Iluioni - 394 116, oxpyr Bxapyx, Ingin

Certificate of GMP compliance No.: ke . Valid ill: :
__Ceprnivar sianonianocyi HBIT Ni: s HAiticunil ao: LIl
Analysis procedure results /
Peaynsratn nposegenns anaxisy
e ME’H!{)DS()F“

! Factory:

CINL L2430 N 9780 73077

Appearence Purple-red color, friangular shape, biconvex film Compliss
coated tablets insceibed wish 104" on one side - L
Oang [IyparypHO-SCPROROTD KONLOPY TRIKYTHOT Gopun | ., shyyaneno
ABDONYEAT BEPHTI UHTBROBOIG DRONOHKEON Binnogigae
TadieTre, 3 nanueost ¢ 00 3 onwore Goxy
- : = YTy
Average weight of 8310 mg+ 5% PLBPEXNG] a6 somg
tablets ) " . s
Cepeany maca G OwmrE 5% CPAIL
Taboerox ) goosineney, 4 "N
¥ Sugistered OMew:
CANE L2A3WI5 54576 L 73077
Flot Mo 21521, CIDT Industeiel Betate 302 wcon Mail, o it Bazar todding, N
Panol - 284 116, Bhewuch Qujpat Qg Jodhier BRYS Saadlite, A;!;m Samh M%M Mm‘m
. VR TRAS ITT AP TR S A S TED L B Ahrredaboc - 3B01 S, Gujarat, defa Prabhadei, Musbal ~ 400088
weeri fbpharma. conm

¢ Fepl panodgiibpherma. oo

L 4% 22 M9800/ 5500




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

. o b e e
Mass of not more than two Gablets, may deviate

Uniformity of mass
from the average mass by more than 5 %, and none | X1 G Complies
| — by more than [0% ,
OnwoplawicTs macn Maucn ne Bttt six anox TalaeToR, Moke n3, B, X1 G
BiAXAISTHES BilL copeaHnol Mack Ginsle Hik Ha 5 Binnoninse
% i woawa — ke Giaswe wiw e 10%
Uniformity of dosage Acceptance value (AV) = 15 pd, in-house
units monograph, 52
LSP* <g05>
Qanppboniers Hicnn npeifsaracer (AV) £ 15 14, sy tpitsus
A0IGBRMAX GHEITBEL sonorpadpis, 579
&.CIUA® -
805>
Identificution | Retention time of principal peaks in p.5, HPLC,
Sildenafil ciwomatogeams of the rest and the standard in-housc )
solutions, obtuined in the “Assay™ test should monograph, Complics
caineid: BE*, I D
| Inewrrmdiscanin Yac yTPHMYBAHHA OCHOBHEX LIKIB B n.5, BEPX
Cunmesiadia - | xpomarorpasax docaidocreanceo | cmandapmuoco | BHYTRIWRA Bignouinse
poywsia, Grpusainx » poatni s Kunkicne sMonorpadis, ’
BHIHAMCHHREN TOBNKCH CRIBNARATH, B 1D
Dissolution Not fess than BU % (4J) of libel clatm of sildenafil | p.6, USP* 26 %
should dissolve during 45 minuees. <711= e
Posunneans He menme 80 % () 8i3 34880800 KUThKOCTI n.6, ©.CHIA*
crittenading BomIIIG pOIiHRTHCE Iportarom 45 | <T11> 95 %
XBILITHH,
ﬁ'.;:?mﬁm {in Net more than 30 minutes, p.7, BP*, XIIA 3 i, 0 sec.
Poanagauns (y soai) He Sinntoe wiw 30 xmuwmmne, n7, Bo* X1 A
3 xp. ook,
Assay For realive: p-8, HPLL, in-
Sildenafil 9508 — 105.0% of label claim of sildenafil, ie. house
95.0 mghablet to 105.0 mpiablet. monograph, 99,64
For shelf life; BP+, I D 98.99 mg/tablet
900 % — 110.0% of label claim of sildenafil, i.e.
0.0 mg/tablet to 1100 mzisblet, N
Klynaiene Aus gurpexy: n.8, BEPX 95.0%
BEIRRMCHNN v‘Q* N
YKp
§ Factory. ¥ Regintured Offica:
GIN: L 49000515 V6P TR T CIN: L3906V 976PLE 1 73077

Pt e 215~

Praeci - 304 118, Bhanach, Gigarat,
LORYT GG ZTZ AT P ML P B P A0S

219 GOC industind Extote

§ Ibeptponcliibphama com

462, isoon Mall, Dar Indiz Baear Buiding,
Upp. Jochpur BRTE Satwlkie,
Ahmmedabad - F00AE, Bujeewt, Indle

L *91 z Z&Emfﬁﬁm
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UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B, CHEMICALS & PHARMACEUTICALS LIMITED

Crunay 95.0% - 105.0% sig 3ananerol xiaskpert amimm
cannenading, oo b 95.0 urfralineTxy a0 stororpagis, wmﬁ:mxy
105.0 sr'ralnersy. PO IHD
Huas meapivey npudanusemi:
90.0 % - 110.0% aia zarsnexo] kinexocTi
cuaasnadiny, robve sin 90.0 sri'ranerxy a0
1100 mrimabneTsy.
Relsted substances Any unspecified impurity - not more than 0.2% p.9, HPLC, in~ 003 %
Total amount of impurities - not more than 0.5 % | house 0.14%
monograph,
BP U D
Cyayrai pomituaxn Byab-axa seizenrndivanana 20sieks ~ ne Sianme | 0.9, BEPX 0,03 %
.2 % HHYTPING
Jarmanss BULKICTS dosiinox - we Binswe 0.5 % | souorpadix, 0,14 %
| ED*. 1D
- Microbiological purity | In the product it is accepted: p.t0, Ph. Eur.®,
total acrobic microbial count (TAMC) — 4. 26,12, Complies
not moee than 1004 CFUYg; 26,13
total yeasts and moulds count (TYMC} - not more | USP*, <61>, Cemplics
than 100 CFUSg, <HL>
, Not ailowed E Coli in I g of product Complies
Mixpobisaorivaa B npenaputi BOMYCKACTECA: n 190,
THETOTA $AraABRC YHCAO BCPODHKX MIKPOOPranizMis £, p. 24612, Bignorigse
{TAMC) — se Gingape 100D 1CY OV, 2.6.13
FAFAREIN R0 RPERIOEOINN 14 Dhicuanmx rpudis | ©.CLIA®, Bianosiasc
CTYMC) ~ e Ginwae H KYQir, <G5>, <G>
He nonyexnereen E. Coli o 1 r npenapary Biznosinae
* Current edition. / Hisoue snpannn,
LabeBing: Should wmspond to the registered labetling. Complies
 Mapxysanna: MTosunHo BUTIORIAATH 3ADCCCTPORAHOMY MADKYBIHHIO. _| Bianosingc
Packaging: Should correspond to the requirements of MQC. Complies
Hakysgunn; Hosunso sianowsigary sivoram MK, | Bisnosigae
} Faciney: 9 Begistored Office: % Corporata Ol
N 2435061 96081 1377 O LISIIDEIITEPLET 73077 CIN: (745
Pl No 275 - 218, GIDG indastr sl Eotate 302, zeen M, Goar edia Buzar Bidlding Loty I‘l’?*mk M&t“' )?km.
Panuli - 394 118, Bharuch Sugant, gy Jodhpu: BRTS Satelie, Apga Sabeli Mmathe Mang
o YD) BEAB TTTATY S FOA S I0ATRI A A5 Aewsisibed - DY S Sujerst ek, Eralihodeyi, Murbal « S00024,

b Pl peonliibithinii.poaen L w9 22 JASNSICLIRNDD



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

I Rerehy certify that the above information is authentic and accurate, This batch of product has been manufoctured,
incinding packagingAabelling and quality controf analysis, at the above mentioned site in full compliance with the
GMP requirements of the local Regulutory Autharity aud with the specification. availabie in registration dossier.
Provocoly of batch processing, packaging and analysiy records were reviewed and foand to be in compliance with
GMP. I hereby confirm that all production stages for this baich of finished product were carried out in full
complionee with the requirements specified In the currert GMP gulidelines approved by the Ministry of Health of
Ukraine, /

Llam » saceicuyn, sio nasedenya eume indopuaigda ¢ docmonipuoiey ma mosnon. v ceplip mpodyryil Gvag
AUPOBTENO (SRINNBIONH NTKYSANNA MAPKYSANIR) M@ npoeedeno Konmpars I arocmi NG suNeITwaTenit dlrvinsi
¥ Aossda sidnosidnocei 7 sumocan GMPE, SCRunocIenis NicHeans eyARmOpnuN OpIaneM, o maxem
sidnocidne do eneyndinawiii, mo sicmunuca & pecompaniiinoasry doone, HponwKoan supofniymen, NAKYEANKS MG
Faris Bpae nepesaRuymy ow wcmanosaene sionewionicame GMP. Hus nidmespdscyns, sy scl eupodnusd cmadit
aan yiet cepli zomoaol npodyrnil Syaw 1dilicneni & nosrilt eiORNeIOROC 3 SHMO2EMN, IINANEHILNN & SR
wacmanowl 3 GMFE, samespoxcenii Miniomepemeos oxopony sdopos’s Yupoine,

Name and position of person responsible for the analysis: | Mr. Yagnesh K. Trivedi, Sr. Manager QC
HNpissume ra nocaga ocolin, wo slanosinac 3a avani: | Sruew K. Tpiscai, Cr. Menemuep K3
Signatuve of person responsible for analysis: ?,f’
Hianue ocobu, wio vianosisae 33 wnanks:
Name and position of person responsible for batch refease: | Hasmukh Jaysinh Arya
Mpbeae Ta socazs ocolbu, mo simosinee 38 sunyex cepitt | Manager Quality Assurance
Xacmyx Ixalicin Aps

Sabe HA ¥KOCTI MEHCTREPR
Skgnature of person responsible for batch relesse:
Hinmwe ocoln, wo sinnosliac 32 sunycs cepi;

Date of sigaature:

e
Nara nizoucannn: | ! 5/ 03}’ UL,

Factory: 9 Hagitersd Oéhce: 9 Corponiiding——"
CH L 243000 178 S 77 LW L2A3005397 6P 0173077 CIN: LASECCH APy FaD T
Pt No 215 - 296, QIDEG Industetdl Eatate 02, moon Mol Star india Bazar Buddivg, Croegy IT Pued, it 5, 8" Ploo,
Parok - 30 116, Hhaeuch, Gujaral O Jodhpur BRTS Satedkvg, Afipi Satuth Marsttes Mang,
+01 26A6 2T 42 § Fod S 304 £7RY ) TS Ahradabed - 200015 Sjgrat, Wda, Prabhsdend, Miumbal - £3589

Bepl panolvgzkphaema oo & +9% 22 R4AS20U/GH0




UNIGQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

BATCH CERTIFICATE

Craa giffaxrasaicrs: | |

CEPTHRIKAT HA CEPIK)
Product name: | NOVAGRA EURO ! M%nufacturing csmutry.‘ India
Hasea npogvenit: | ROBATFPA €BPO i s | Dk
Pharmaceutical form, dosage: | film-coated tablets, 100 mg License No.:
Jlikupenrs dopsza, | Tabserky, skpuvi naiskopote plosourow, | . | GI1430
Jligensin M
Jozypamnn: | no 100 mr
Strength/potency: | 1 tablet contains sildenafil a:ftraf)e equivalent to 180 mg of sildenafil

3 M wrpary exnisancurno 100 mr caanenmpizy!
1 film-cowted tablet in a blister, 1 blister in a cardboard box with Ukrainian

Mnnﬁm’mmr

Bupobunx:

Type and size of
packaging: | and English languages labeling
Bun § posmip | so 1 rabaernl, sxpwrill naisxosow ofoxonxon, ¥ fnicrepi, no I Gaicrepy ¥
yuakosks: | xapromuiik kopolui 3 MEpKYBRRINM YRPATHCLKGN T4 ANCHECLEOI0 MOBAMN
Batch No.: ; Batch size: 50800 baxes
Cepin No: Pré26601 FPoamip cepil: vopofok
Manufzeturing date: Expiry date: |
Jlara supobunurna; D206 Tepm. opust.: 0572029
Rﬁgi!vfmﬁon certificate: UA/BTOTI0L03 Uslimited from: 04.10.2018
Heofsaexeno 32

Uulqw !’hxrﬁtm:ﬁm! Lahoratories (a division of 1. B, Chemicals &
Pharmacenticals Lud.), Plot No, 215219, G.LD.C., Industrial Area, P:tm:di -

394 116, Dist. Bharuch, India

HOuik Papmacsiornean Jadoparopis (sianbacaun $ipmn «Ix. B, Kemixans
ea PapMachwTRRans Jtaw), Hinanxa Ne 215219, Jiad. Aii. Ai. Ci
Ingucrping Epis, Iluioni - 394 116, oxpyr Bxapyx, Ingin

Certificate of GMP compliance No.: ke . Valid ill: :
__Ceprnivar sianonianocyi HBIT Ni: s HAiticunil ao: LIl
Analysis procedure results /
Peaynsratn nposegenns anaxisy
e ME’H!{)DS()F“

! Factory:

CINL L2430 N 9780 73077

| Appearsnce Purple-red color, friangular shape, biconvex film Complies
coated tablets insceibed wish 104" on one side - P
Oang [IyparypHO-SCPROROTD KONLOPY TRIKYTHOT Gopun | ., shyyaneno
ABDONYEAT BEPHTI UHTBROBOIG DRONOHKEON Binnogigae
TadieTre, 3 nanueost ¢ 00 3 onwore Goxy
- : = YTy
Average weight of 631.0mg+ 5% PLBPEXNG] a6 somg
tabiets , o .
Cepexom maca 63 0mrE 5% PATHS n.2, %, XN G| 636,50 wr
Talaerox ) presinensy, 3 N '
¥ Sugistered OMew:
CANE L2A3WI5 54576 L 73077
Flot Mo 21521, CIDT Industeiel Betate 302 wcon Mail, o it Bazar todding, N
Panol - 284 116, Bhewuch Qujpat Qg Jodhier BRYS Saadlite, A;!;m Samh M%M Mm‘m
. VR TRAS ITT AP TR S A S TED L B Ahrredaboc - 3B01 S, Gujarat, defa Prabhadei, Musbal ~ 400088
weeri fbpharma. conm

¢ Fepl panodgiibpherma. oo

L 4% 22 M9800/ 5500




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

: i L S e e
Uniformity of mass Mass of not more than two Gablets, may deviate
from the average mass by more than 5 %, and none | X1 G Complies
| — by more than [0% ,
OnwoplawicTs macn Maucn ne Bttt six anox TalaeToR, Moke n3, B, X1 G
BiAXAISTHES BilL copeaHnol Mack Ginsle Hik Ha 5 Binnoninse
% i woawa — ke Giaswe wiw e 10%
Uniformity of dosage Acceptance value (AV) = 15 pd, in-house
unity monograph, 52
LSP* <g05>
Qanppboniers Hicnn npeifsaracer (AV) £ 15 14, sy tpitsus
A0IGBRMAX GHEITBEL sonorpadpis, 579
& CIIA* -
805>
Identificution | Retention time of principal peaks in p.5, HPLC,
Sildenafil ciwomatogeams of the rest and the standard in-housc )
solutions, obtuined in the “Assay™ test should monograph, Complics
coincide. BE, D
| Inewrrmdiscanin Yac yTPHMYBAHHA OCHOBHEX LIKIB B n.5, BEPX
Cunmesiadia - | xpomarorpasax docaidocreanceo | cmandapmuoco | BHYTRIWRA Bignouinse
poywsia, Grpusainx » poatni s Kunkicne sMonorpadis, ’
BHIHAMCHHREN TOBNKCH CRIBNARATH, B 1D
Dissolution Not fess than BU % (4J) of libel clatm of sildenafil | p.6, USP* 26 %
should dissolve during 45 minuees. <711= e
Posunneans He menme 80 % () 8i3 34880800 KUThKOCTI n.6, ©.CHIA*
crittenading BomIIIG pOIiHRTHCE Iportarom 45 | <T11> 95 %
XBILITHH,
ﬁ'.;:?mﬁm {in Net more than 30 minutes, p.7, BP*, XIIA 3 i, 0 sec.
Poanagauns (y soai) He Sinntoe wiw 30 xmuwmmne, n7, Bo* X1 A
3 xp. ook,
Assay For realive: p-8, HPLL, in-
Sildenafil 9508 — 105.0% of label claim of sildenafil, ie. house
95.0 mghablet to 105.0 mpiablet. monograph, 99,64
For shelf life; BP*, 1D 98.99 mg/tablet
900 % — 110.0% of label claim of sildenafil, i.e.
90.0 mg/iablet to 10,0 mziablet,
Kivuuicne ALss gumpeKy:
BHIREMCHUR
YKp
§ Factory. ¥ Regintured Offica:
GIN: L 49000515 V6P TR T BIN: L3906 197 6PLET 73077

Pt e 215~

219 GOC industind Extote

462, isoon Mall, Dar Indiz Baear Buiding,

Praeci - 304 118, Bhanach, Gigarat,
LORYT GG ZTZ AT P ML P B P A0S
§ Ibeptponcliibphama com

Upp. Jochpur BRTE Satwlkie,
Ahmmedabad - F00AE, Bujeewt, Indle

i jliphaemacoem
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UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B, CHEMICALS & PHARMACEUTICALS LIMITED

D% auz_aaml: }:‘;mnm:ﬁ

Cinay 95.0% - amimm
cannenading, oo b 95.0 urfralineTxy a0 stororpagis, wmﬁ:mxy
105.0 sr'ralnersy. PO IHD
Huas meapivey npudanusemi:
90.0 % - 110.0% aia zarsnexo] kinexocTi
cuaasnadiny, robve sin 90.0 sri'ranerxy a0
1100 mrimabneTsy.
Relsted substances Any unspecified impurity - not more than 0.2% p.9, HPLC, in~ 003 %
Total amount of impurities - not more than 0.5 % | house 0.14%
monograph,
BPYJHD
Cyayrai pomituaxn Byab-axa seizenrndivanana 20sieks ~ ne Sianme | 0.9, BEPX 0,03 %
.2 % HHYTPING
Jarmanss BULKICTS dosiinox - we Binswe 0.5 % | souorpadix, 0,14 %
% BO* 1D
- Microbiological purity | In the product it is accepted: p. 10, Ph. Eur.®,
total acrobic microbial count (TAMC) — 4. 26,12, Complies
not moee than 1004 CFUYg; 26,13
total yeasts and moulds count (TYMC} - not more | USP*, <61>, Cemplics
than 100 CFUSg, <HL>
, Not ailowed E Coli in I g of product Complies
Mixpobisaorivaa B npenaputi BOMYCKACTECA: n 190,
THETOTA $AraABRC YHCAO BCPODHKX MIKPOOPranizMis £, p. 24612, Bignorigse
{TAMC) — pe Ginsoe 1000 1Y Ovr; 2.6.13
FAFAREIN R0 RPERIOEOINN 14 Dhicuanmx rpudis | ©.CLIA®, Bianosiasc
CTYMC) ~ e Ginwae H KYQir, <G5>, <G>
He nonyexnereen E. Coli o 1 r npenapary Biznosinae
* Current edition. / Hisoue snpannn,
LabeBing: Should wmspond to the registered labetling. Complies
 Mapxysanna: MTosunHo BUTIORIAATH 3ADCCCTPORAHOMY MADKYBIHHIO. Bianosingc
Packaging: Should correspond to the requirements of MQC. Complies
Hakysgunn; Hosunso sianowsigary sivoram MK, | Bisnosigae
¥ Fasctory ¥ Regissond Office:
N 2435061 96081 1377 O LISIIDEIITEPLET 73077

Plot Ho 235 - 218, GIDO Indusirial otate
Panuli - 394 118, Bharuch Sugant,
o YRV ZEAG TTZATY 2 FOA S J0A SRR 335
b g prliliphie o b

Aheewgalind - 380018, Cujarst, hudir.

302, zeen M, Goar edia Buzar Bidlding
Qpp. Jodhipus BRTS Ssielne,

C‘nmgy I‘l”?’wk. M& fﬁm
Appg Sl Mmathe Marg
Eralhodeyi, Muarbal < SDUIZY,
L A 22 TABICLIGNDD




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

I Rerehy certify that the above information is authentic and accurate, This batch of product has been manufoctured,
incinding packagingAabelling and quality controf analysis, at the above mentioned site in full compliance with the
GMP requirements of the local Regulutory Autharity aud with the specification. availabie in registration dossier.
Provocoly of batch processing, packaging and analysiy records were reviewed and foand to be in compliance with
GMP. I hereby confirm that all production stages for this baich of finished product were carried out in full
complionee with the requirements specified In the currert GMP gulidelines approved by the Ministry of Health of
Ukraine, /

Llam » saceicuyn, sio nasedenya eume indopuaigda ¢ docmonipuoiey ma mosnon. v ceplip mpodyryil Gvag
AUPOBTENO (SRINNBIONH NTKYSANNA MAPKYSANIR) M@ npoeedeno Konmpars I arocmi NG suNeITwaTenit dlrvinsi
¥ Aossda sidnosidnocei 7 sumocan GMPE, SCRunocIenis NicHeans eyARmOpnuN OpIaneM, o maxem
sidnocidne do eneyndinawiii, mo sicmunuca & pecompaniiinoasry doone, HponwKoan supofniymen, NAKYEANKS MG
Faris Bpae nepesaRuymy ow wcmanosaene sionewionicame GMP. Hus nidmespdscyns, sy scl eupodnusd cmadit
aan yiet cepli zomoaol npodyrnil Syaw 1dilicneni & nosrilt eiORNeIOROC 3 SHMO2EMN, IINANEHILNN & SR
wacmanowl 3 GMFE, samespoxcenii Miniomepemeos oxopony sdopos’s Yupoine,

Name and position of person responsible for the analysis: | Mr. Yagnesh K. Trivedi, Sr. Manager QC
HNpissume ra nocaga ocolin, wo slanosinac 3a avani: | Sruew K. Tpiscai, Cr. Menemuep K3
Signatuve of person responsible for analysis: ?,f’
Hianue ocobu, wio vianosisae 33 wnanks:
Name and position of person responsible for batch refease: | Hasmukh Jaysinh Arya
Mpbeae Ta socazs ocolbu, mo simosinee 38 sunyex cepitt | Manager Quality Assurance
Xacmyx Ixalicin Aps

Sabe HA ¥KOCTI MEHCTREPR
Skgnature of person responsible for batch relesse:
Hinmwe ocoln, wo sinnosliac 32 sunycs cepi;

Date of signature: [\ |
Aavs niamncawan: | T 5/ 93}’“«3%

oY
o
»

¢ e
JOKYMEHT

Factory: ® fnglitered Office: ¥ Copuniitios——
CH L 243000 178 S 77 LW L2A3005397 6P 0173077 CIN: LASECCH APy FaD T
Pt No 215 - 296, QIDEG Industetdl Eatate 02, moon Mol Star india Bazar Buddivg, Croegy IT Pued, it 5, 8" Ploo,
Ptk - 394 116, Hhaecd, Gujaal Opg Jodbpar BRTES Sateikte, Afipi Satuth Marsttes Mang,

91 J0A6 2T 4727 T8 /304 178 Y s Ahiradobed - 280015, Suiurat, Wl Pratshisden, Mumbal - 400055

#pl panclggpharma e & +9T 22 4TIS20U/S50 L % wore jbpharma.com




UNIGQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

BATCH CERTIFICATE

Craa giffaxrasaicrs: | |

CEPTHRIKAT HA CEPIK)
Product name: | NOVAGRA EURO ! M%nufacturing csmutry.‘ India
Hasea upogvenif: | HOBATPA €BPO i _Xpal s | Dk
Pharmaceutical form, dosage: | film-coated tablets, 100 mg License No.:
Jlikupenrs dopsza, | Tabserky, skpuvi naiskopote plosourow, | . | GI1430
Jlineniin m .
Jozypamnn: | no 100 mr
Strength/potency: | 1 tablet contains sildenafil a:ftraf)e equivalent to 180 mg of sildenafil

3 M wrpary exnisancurno 100 mr caanenmpizy!
1 film-cowted tablet in a blister, 1 blister in a cardboard box with Ukrainian

Mnnﬁm’mmr

Bupobunx:

Type and size of
packaging: | and English languages labeling
Bun § posmip | so 1 rabaernl, sxpwrill naisxosow ofoxonxon, ¥ fnicrepi, no I Gaicrepy ¥
yuakosks: | xapromuiik kopolui 3 MEpKYBRRINM YRPATHCLKGN T4 ANCHECLEOI0 MOBAMN
Batch No.: ; Batch size: 50800 baxes
Cepin No: Pré26601 FPoamip cepil: vopofok
Manufzeturing date: Expiry date: |
Jlara supobunurna; D206 Tepm. opust.: 0572029
Rﬁgi!vfmﬁon certificate: UA/BTOTI0L03 Uslimited from: 04.10.2018
Heofsaexeno 32

Uulqw !’hxrﬁtm:ﬁm! Lahoratories (a division of 1. B, Chemicals &
Pharmacenticals Lud.), Plot No, 215219, G.LD.C., Industrial Area, P:tm:di -

394 116, Dist. Bharuch, India

HOuik Papmacsiornean Jadoparopis (sianbacaun $ipmn «Ix. B, Kemixans
ea PapMachwTRRans Jtaw), Hinanxa Ne 215219, Jiad. Aii. Ai. Ci

Ingucrping Epis, Iluioni - 394 116, oxpyr Bxapyx, Ingin

Certificate of GMP compliance No.: ke . Valid ill: :
__Ceprnivar sianonianocyi HBIT Ni: s HAiticunil ao: LIl
Analysis procedure results /
Peaynsratn nposegenns anaxisy
e ME’H!{)DS()F“

Appearznce Purple-red color, triangular shape, biconvex film Compli
coated tablets insceibed with “100" on one side _-omplis
Ouue [MypuypHo-wepaonoro wonsopy Tpatkyteel dopsn | m.l, sbyamno
ABDONYEAT BEPHTI UHTBROBOIG DRONOHKEON Binnogigae
TadieTre, 3 nanueost ¢ 00 3 onwore Goxy
A% 1 [43 Fslam 1 .&;
g;:;gewgight of 631 Gmg+ 5% | o p.E,IB? » XUG 636.50 mg
Cepexnm maca 63 0mr 5% /\LPAH,
Tabacrox AT TR

! Factory:

CIR: LZAMR0CC N 98P 73077

ot Mo 25 - 1%, 1D Indastvisl Batate
Panal- 284 114 Bhetuch Quinrt

. VR ZRAR YT ATR VTR A TR BN

¥ Rugistered Offiew
CANG L 243905 05 76D L0 73077
IR oo Mall, Suee Tucha Bazar Hodding,
Qg Jodhier BRYS Saadlite,
Ahrredaboc - 3B01 S, Gujarat, defa

¢ Fepl panodgiibpherma. oo

A;x;:n Satmh M&mh& um
Prabhadevi, Mumbal ~ 400075
LOS8Y 22 TAa48200 5500

weeri fbpharma. conm



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

: i L S e e
Uniformity of mass Mass of not more than two Gablets, may deviate
from the average mass by more than 5 %, and none | X1 G Complies
| — by more than [0% ,
OnwoplawicTs macn Maucn ne Bttt six anox TalaeToR, Moke n3, B, X1 G
BiAXAISTHES BilL copeaHnol Mack Ginsle Hik Ha 5 Binnoninse
% i woawa — ke Giaswe wiw e 10%
Uniformity of dosage Acceptance value (AV) = 15 pd, in-house
units monograph, 52
LSP* <g05>
Qanppboniers Hicnn npeifsaracer (AV) £ 15 14, sy tpitsus
A0IGBRMAX GHEITBEL sonorpadpis, 579
& CIIA* -
805>
Identificution | Retention time of principal peaks in p.5, HPLC,
Sildenafil ciwomatogeams of the rest and the standard in-housc )
solutions, obtuined in the “Assay™ test should monograph, Complics
caineid: BE*, I D
| Inewrrmdiscanin Yac yTPHMYBAHHA OCHOBHEX LIKIB B n.5, BEPX
Cunmesiadia - | xpomarorpasax docaidocreanceo | cmandapmuoco | BHYTRIWRA Bignouinse
poywsia, Grpusainx » poatni s Kunkicne sMonorpadis, ’
BHIHAMCHHREN TOBNKCH CRIBNARATH, B 1D
Dissolution Not fess than BU % (4J) of libel clatm of sildenafil | p.6, USP* 26 %
should dissolve during 45 minuees. <711= e
Posunneans He menme 80 % () 8i3 34880800 KUThKOCTI n.6, ©.CHIA*
crittenading BomIIIG pOIiHRTHCE Iportarom 45 | <T11> 95 %
XBILITHH,
ﬁ'.;:?mﬁm {in Net more than 30 minutes, p.7, BP*, XIIA 3 i, 0 sec.
Poanagauns (y soai) He Sinntoe wiw 30 xmuwmmne, n7, Bo* X1 A
3 xp. ook,
Assay For realive: p-8, HPLL, in-
Sildenafil 9508 — 105.0% of label claim of sildenafil, ie. house
95.0 mghablet to 105.0 mpiablet. monograph, 99,64
For shelf life; BP*, 1D 98.99 mg/tablet
900 % — 110.0% of label claim of sildenafil, i.e.
0.0 mg/tablet to 1100 mzisblet, e
Klynaiene Aus gurpexy: n.8, BEPX
BEIERMCAUR
YKp
§ Factory. ¥ Regintured Offica:
GIN: L 49000515 V6P TR T BIN: L3906 197 6PLET 73077

Pt e 215~

Praeci - 304 118, Bhanach, Gigarat,
LORYT GG ZTZ AT P ML P B P A0S

219 GOC industind Extote

§ Ibeptponcliibphama com

462, isoon Mall, Dar Indiz Baear Buiding,
Upp. Jochpur BRTE Satwlkie,
Ahmmedabad - F00AE, Bujeewt, Indle
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POITIC

Crumay 95.0% - 105.0% aix jasanerol xiaskperi BHYTPItN 98,99
cranenaping, modro pig 93,0 urfratiserxy no stororpagis, wrirabneTry
105.0 sr'ralnersy. Bo* 11D
Huas meapivey npudanusemi:
90.0 % - 110.0% aia zarsnexo] kinexocTi
cuaasnadiny, robve sin 90.0 sri'ranerxy a0
1100 mrimabneTsy.
Relsted substances Any unspecified impurity - not more than 0.2% p.9, HPLC, in~ 003 %
Total amount of impurities - not more than 0.5 % | house 0.14%
monograph,
BP U D
Cyayrai pomituaxn Byab-axa seizenrndivanana 20sieks ~ ne Sianme | 0.9, BEPX 0,03 %
.2 % HHYTPING
Jarmanss BULKICTS dosiinox - we Binswe 0.5 % | souorpadix, 0,14 %
| ED*. 1D
- Microbiological purity | In the product it is accepted: p.t0, Ph. Eur.®,
total acrobic microbial count (TAMC) — 4. 26,12, Complies
not moee than 1004 CFUYg; 26,13
total yeasts and moulds count (TYMC} - not more | USP*, <61>, Cemplics
than 100 CFUSg, <HL>
, Not ailowed E Coli in I g of product Complies
Mixpobisaorivaa B npenaputi BOMYCKACTECA: n 190,
THETOTA $AraABRC YHCAO BCPODHKX MIKPOOPranizMis £, p. 24612, Bignorigse
{TAMC) — se Gingape 100D 1CY OV, 2.6.13
FAFAREIN R0 RPERIOEOINN 14 Dhicuanmx rpudis | ©.CLIA®, Bianosiasc
CTYMC) ~ e Ginwae H KYQir, <G5>, <G>
He nonyexnereen E. Coli o 1 r npenapary Biznosinae
* Current edition. / Hisoue snpannn,
LabeBing: Should correspond to the registered labelling. Complies
 Mapxysanna: MTosunHo BUTIORIAATH 3ADCCCTPORAHOMY MADKYBIHHIO. _| Bianosingc
Packaging: Should correspond to the requirements of MQC. Complies
Hakysgunn; Hosunso sianowsigary sivoram MK, | Bisnosigae
b Factory: 9 FRegistored Office:
N 2435061 96081 1377 O LISIIDEIITEPLET 73077 1N (ZASNG TSRS
Piot Mo 235 - 218 GIDD Indasirial Estate 302, zeen M, Goar edia Buzar Bidlding Cowegy 1T ek UniL A, 8" Flpor
Panuli - 394 118, Bharuch Sugant, Opp. Jodhpar BRTS Satulite, Appa SebeliMmathe Marg
o YD) BEAB TTTATY S FOA S I0ATRI A A5 Aewsisibed - DY S Sujerst ek, Eralihodeyi, Murbal « S00024,
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I Rerehy certify that the above information is authentic and accurate, This batch of product has been manufoctured,
incinding packagingAabelling and quality controf analysis, at the above mentioned site in full compliance with the
GMP requirements of the local Regulutory Autharity aud with the specification. availabie in registration dossier.
Provocoly of batch processing, packaging and analysiy records were reviewed and foand to be in compliance with
GMP. I hereby confirm that all production stages for this baich of finished product were carried out in full
complionee with the requirements specified In the currert GMP gulidelines approved by the Ministry of Health of
Ukraine, /

Llam » saceicuyn, sio nasedenya eume indopuaigda ¢ docmonipuoiey ma mosnon. v ceplip mpodyryil Gvag
AUPOBTENO (SRINNBIONH NTKYSANNA MAPKYSANIR) M@ npoeedeno Konmpars I arocmi NG suNeITwaTenit dlrvinsi
¥ Aossda sidnosidnocei 7 sumocan GMPE, SCRunocIenis NicHeans eyARmOpnuN OpIaneM, o maxem
sidnocidne do eneyndinawiii, mo sicmunuca & pecompaniiinoasry doone, HponwKoan supofniymen, NAKYEANKS MG
Faris Bpae nepesaRuymy ow wcmanosaene sionewionicame GMP. Hus nidmespdscyns, sy scl eupodnusd cmadit
aan yiet cepli zomoaol npodyrnil Syaw 1dilicneni & nosrilt eiORNeIOROC 3 SHMO2EMN, IINANEHILNN & SR
wacmanowl 3 GMFE, samespoxcenii Miniomepemeos oxopony sdopos’s Yupoine,

Name and position of person responsible for the analysis: | Mr. Yagnesh K. Trivedi, Sr. Manager QC
HNpissume ra nocaga ocolin, wo slanosinac 3a avani: | Sruew K. Tpiscai, Cr. Menemuep K3
Signatuve of person responsible for analysis: ?,f’
Hianue ocobu, wio vianosisae 33 wnanks:
Name and position of person responsible for batch refease: | Hasmukh Jaysinh Arya
Mpbeae Ta socazs ocolbu, mo simosinee 38 sunyex cepitt | Manager Quality Assurance
Xacmyx Ixalicin Aps

Sabe HA ¥KOCTI MEHCTREPR
Skgnature of person responsible for batch relesse:
Hinmwe ocoln, wo sinnosliac 32 sunycs cepi;

Date of signature: [\ |
Aavs niamncawan: | T 5/ 93}’“«3%

#U1 T4 2TE 472 4 YU S 304 /7S ) E1S Ahiradobed - 280015, Suiurat, Wl Pratshisden, Mumbal - 400055 ‘
jept panaligitipaema som L +U3 22 ARG L ¥ worw jbpharma. com
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