dapena Aubyas

29 poyT nec Ingactpic

37530 Tloce-ciop-Cic, Ppanuia
Ten.: (+33) 2.47.23.77.78
daxe: (+33) 2.47.23.79.80

®apera
Ambyaz
CepridikaT ananizy
Hasga mpoaykry: BIATPA® TpusHauenns: Ykpaina
Kox npoayxry: 3465UKR Tlepexnan
Cepisn Ne: B881008
Crrenndixauia: 00RS07277(25-07-2013)
JlaTa BupoGHHNUTBA: 01-2024
Tepmin npugaTnocTi: 12-2028

Jara Tectysanns: 13-02-2024
KinbkicTs IPoAyKTy B cepil BUpaXeHa YHCIIOM TOTOBOTO POAYKTY, 110 3amakopanHii B kopoGki

MixpoBionoziuna wucmoma. JOTCTHMI Mexi - Binosisae sumoram €sp.Papmakornei 5.1.4 (BUMOTH 10 HEBOHNIX NPENapaTis A
TepopaLHOTo 3actocysanis). TecT He BHKOHYETBCA Ha KOXKHIi cepii; pesyJibTaT 8iAlI0Bilac BUMOraM TecTy PH NPOBEACHHI
TecTyBaHHs. SIKWo B cepTH(IKATI ananizy He BKa3aHi PE3yNbTATH 10 JAHOMY TECTY, UC 03HAYAE, IO TECTYBAHHSA HE POBOUMIIOCE.

Tumany dioxcud (E171): nomyctumi Mexi - nosuTuBHO. LIcH TCCT HC BUKOHYETBCA PYTHHHO, PCIY/bTAT BIANOBILAE BUMOraM TCCTy
Ipi NpoBeAenHi TecTyBaHs. SIkuio B cepri(ikaTi aHanisy He 3a3HaUEH] PE3YNBTATH 110 JAHOMY TECTY, Li¢ O3HAYAE, L0 TeCTYBANHS
HE TIPOBOAUIOCEH, '

Induzoxapatiny anosiniesuii nax (E132); ponyctami Mexi -to3uTHBHO. Lci TeCT HE BUKOHYETBCA PYTHHHO, PC3YNILTAT BiANoBiae
BHMOTraM TECTY NPH MPOBEACHH] TecTyBanHs, SIKWo B cepTi(iKaTi ananisy He 3a3HaueHi pesynisTaTH 110 JAHOMY TECTY, 1e
O3HAYAE, IO TECTYBaHNA HE IPOBOAMIIOCH.

Homep ceprudixary ue xombinauis nomepy cepii Ta Koy npoaykry. Enexrpounuit nianuc sigsasnizosano siznosiano go EU GMP
Ta US CGMP. TpoaykT BHTOTOBNECHO BifTosiano no mitouoi HBTI Ta sateepinkeHoro peecTpauiinoro nocke.

1M 3acBinuyio, M0 HaBezeHa BUILE iHopMaLis ¢ focTosiproIo i Tounoio. s napris Gyna BuroToBeHa (BKINOUAIOUH cTauil
NaKyBaHHA/MaPKYBaHHA T KOHTPOJIO AKOCTI) Y NoBHil Bianosianocti o sumor HBIT Micucsux perynsToprux opranis ta 'y
ianoBizHoceTi i3 cicludikauieto, 3aTBCPIKCHOIO Y Kpaiki NpusHaucHHs. Jlitoda peuoBrHa Gya BUTOTOBIICHA i3 HOTPUMAHHAM
sumor HBIT.

TexHONOM UM 1IpoLEC, TAKYBAHHS TA 3BIT TeCTyBaHHA GyJH IeperitHyTi Ta BH3HAHI TAKHMH, WO Binnosinators BuMoram HBIL
Vei joenimxenns, BIIXHIEH S Ta po3GiKHOCTI NOTOKEHO.

Tleit cepTudirar 6yB cTBOpEHHIT BiNBaNinOBaHOIO CHCTEMOIO Ta € AilicHiM 6e3 miamucy.

Binmiticn YioproBaxeHol ocobu

Enekrponauit migrmic: MALVAULT Aurore Binmirtku npo ac Briycky cepii: 04-03-2024 11:50:48

JIOKYMEHTAILiS POIMISACTHCS K BIACKICTS T4 NpH3HaueHHil ng GiaHee omepantiil ra Uit posrasty CrIiBpOGi THIKAM S KOMITaHIT
Ta perynsTopHiMi opranamn. Hamanns tperiii croponi 6e3 nonepeansoro ao3sony saGopoucto.
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dapesa
AnmByas

CeprudikaT anamnizy

Hassa npoaykry: BIATPA® TpuznaucHns: Ykpaina
Koa npoayicry: 3465UKR Mepexnan
Cepis Ne: B8&1008
Crienndikaris: 00RS07277(25-07-2013)
Jata pupodHunTBa: 01-2024
Tepmil npuIATHOCTI: 12-2028 posmMip cepil 73670
Jata tecryBauus: 13-02-2024
Tecrn Meron HJonyerumi mezxi Pe3yabTaTi
3osHiwwii Bursg - Bisyansno Bizyan. Ta6neTku, BKPUTI MITiBKOBOIO 0607I0HKOIO, Binnosingae BMoram TecTy
6nIaKUTHOTO KONBOPY, ¥ (hopMi AiamanTy i3
3a0KPYITIEHHMY KpasiMu, 3 THeHeHHsM "Pfizer" 3
opHoro 6oky Ta "VGR 50" 3 inuroro.
Bona W51 Makcumym 4 % 2.1%
Ineurndixauia cunpenadina (I4)  [13.973 EkcTpakT TabeTok ZeMOHTPYE CTIeKTp inenTHurnii | Binmosinae suMoram Tecty
CTIeKTpPY CTAMAAPTY CHIAeHadiny UUTpaTy TpH
NPUrOTYBaHHI B OAHAKOBUX YMOBaX
Posunnenus D27.81 Binmoginae BuMoram, AKILO KibKicTs cunaeHadiny, [98%
u1o posuuHMnacs 3a 30 XB, BiNOBITaC BUMOTAM,
BKazaHuM Hkue, ae Q=80 %. Skiio pesynbTaT He
Bys otpumannii Ha cranii S1 HeobXxinno
NPOMOBXKYBATH ZOCIIZUKEHHS 10 APYrot cTail.
Q - xinpKicTh cunnenadiny, Wo po3uuHUIACK,
3a3Hayena y BiICOTKAX Bif 3aABICHOI KIILKOCT.
Cragis 1. Kinpkicrs nocmimiens - 6. Kpurepiit
TMPHIHATHOCTI: KOXHA OIMHWIA - He MeHILE HiX
Q+5 %.
Crapnis 2. Kinskicts gocnimkens - 6. Kpurepiit
npuitasTHocti: CepeHe 3HAYCHHS JUI BCix 12
nociimkens (S1 + S2) exsiBaseHTHO UK Ginbure HOK
Q, Ta He Mac )KOAHOTO 3HaYeHHs, MeHIe Hik Q-15
%
Kinbkicue suznauctus (BEPX) S189.1 Cepenne 3Hauchis st 10 okpemix Tabierox 50,5 mr
CTAHOBHTD
47,5-52,5 mritabnerky (95-105 % Bix 3asBnexol
KinbKocTi)
Oamopianicts go3oBanmx oguHuls |PE Biarnosinae sumoram €sp.dapmaxorei 3,2

Ceprudixar akocti
[Mpusnavenns: Ykpaita
Mapesa Ambyas

3onc Inpacrpianc, 29 poyr acc Inpacrpic, 37530 TToce-crop-Cic, dpanuis
TIpumirka: Hassa symuui Moxe 6yTH 3asHauena ax "Poce-sur-Cisse" a6o "Pocé-sur-Cisse" Ha ynakoBLi, 3aJIexHo Bifl TOro, ik
3a3HAYEHO B PECCTPaNiiiHOMY TOCBINYEHHI KpaikH.
Jiyensis na supoonuymeo Ne 2023 _327_1_2
Cepmudpixam GMP No: 2023/HPF/FR/174
Peeempayiiine nocaiduenns: UA/0313/01/02
Mioua pevosuna: cungeHadiny uurpar
Kinnxicme: 70,225 me/mabaemiy, wo exsisanenmuo 50 me/mabnemxy cundenapiny
Jikapcora hopma : Tabnerku, BKPUTI IUIBKOBOKO 0600HK0IO 110 50 MT

Posmip naxysanns: | tabnerka y 6nicrepi, 1 Gnicrep y kaprouniii kopobui

®dapena Ambyas

29 poyT fec Ingactpic

37530 MMoce-ciop-Cic, $paunis
Ten.: (+33) 2.47.23.77.78
dake: (+33) 2.47.23.79.80



JloxymenTatis posrisRacTbes AK BIACHICTS Ta nprakavenii s Gistec onepauill Ta Ans po3rasay cnipoGiTHikamit KoMmasii
Ta PCryJIATOPHIMH oprasami. Haganus tperifi cropoi 6c3 1onepeanboro 1o3Boity 3a60poHCHO.

dapesa AmGyas

29 poyr pec lugacrpic

37530 Tloce-ciop-Cic, ®panuis
Ten.: (+33) 2.47.23.77.78
daxc: (+33) 2.47.23.79.80
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FAREVA Amboise
Z| de Poce-sur-Cisse

29 Route des Industries

37530 Pocé-sur-Cisse

TEL (+33): 247237778

FAX (+33): 247237980
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Certificate of Analysis

Material Name: VIAGRA®

Material Code: 3465UKR

Lot Number: B881008

For information registered specification : 00RS07277(25-07-2013)

Date of Manufacture: 01-2024

Expiration Date: 12-2028

Testing Date (YYYY/MM/DD) : 2024/02/13 Batch size : 73 670

Test Method Limit Result

Identity -Visual Visval Blue, rounded diamond shaped film-coated tablets, MEETS TEST
debossed with VGR 50 on one side and Pfizer on
the other.

Water content W 1.51 4.0% maximum 2,1%

Identity of Sildenafil (IR) 13.973 Tablet extract exhibits a spectrum which is MEETS TEST
essentially identical to that of the sildenafil citrate
reference standard prepared in the same manner.

Dissolution D 27.81 The requirements are met if the quantity of 98 %
sildenafil dissolved after 30 minutes conforms to
the acceptance table given below where Q=80%.
Continue testing through the two stages unless the
results conform at $1.
The quantity Q is the amount of sildenafil dissolved
expressed as a percentage of label claim.
Stage S1 -Number of tests : 6 -Acceptance Criteria
: Each unit is not less than Q+5%.
Stage S2 - Number of tests : 6 - Acceptance
Criteria : Average of 12 units (S1+S2) is equal to or
greater than Q and no result is less than Q-15%.

Assay (HPLC) 5189.1 The average of ten individual tablet assays should 50,6 mg
be not less than 47.5 mg per tablet, nor more than
52.5 mg per tablet (95% to 105% label claim).

Uniformity of Dosage Units Ph. Eur. Meets Ph.Eur. Requirements 3,2

Certificate of Quality:

Destination: Ukraine

Documentation (s considered PROPRIETARY and is made available for business operatians and review by employees and regulatory agencles, Distribution to third parties without prior permiission s prohibited.
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APABIISE: wmommimins
FAREVA Amboise

Z| de Pocé-sur-Cisse

29 Route des Industries

37530 Pocé-sur-Cisse

TEL (+33) : 247237778

FAX (+33): 247237980

REVA

Certificate of Analysis

Material Name: VIAGRA®
Material Code: 3465UKR
Lot Number: B881008

For information registered specification :

00RS07277(25-07-2013)

Date of Manufacture: 01-2024
Expiration Date: 12-2028
Testing Date (YYYY/MM/DD) : 2024/02/13 Batch size : 73 670

FAREVA Amboise
Zone Industrielle, 29 route des industries,

37530 Poce-sur-Cisse, France

Note: The street address may be expressed as “Poce-sur-Cisse” or “Pocé-sur-Cisse” on the package, depending on the
expression issued in the Marketing Authorization for the country.

Manufacturing license n® n°2023_327_1_2
GMP Certificate n° 2023/HPF/FR/174

Number of the registration certificate: UA/0313/01/02

Active Substance: Sildenafil citrate
Product Strength: Sildenafil citrate 70,225 mg/tablet, equivalent to Sildenafil 50mg/tablet

Dosage Form : film-coated tablets 50mg

Type and size of packaging : 1 tablet per blister, 1 blister in a carton box.

Amount of the product in the batch is expressed as unit number of finished product packaged boxes for the batch.

Microorganism count : Meets Ph. Eur. 5.1.4 requirements for non-aqueous preparations for oral use. These tests are not
performed routinely, meets when tested. If no results are listed on the CoA, testing was not performed.

Titanium Dioxide (E 171) Identification: limit tablets test positive for titanium dioxide. This test is not performed routinely,
meets when tested. If no results are listed on the CoA, testing was not performed

Indigo Carmine (E 132) Identification: limit tablets test positive for Indigo Carmine Aluminium Lake. This test is not performed
routinely, meets when tested. If no results are listed on the CoA, testing was not performed.

Documentation is considerad PROPRIETARY and Is made avallable for business operations and review by and regulatory agencles. Distril to third partios without prior pormission is prohibitod.
Page 2 of 3
Siégo sociol:  FAREVA Amboise 2l de Pocs-sur-Cisse 37530  Poce-sur-Cisse France T4I(+33) 1247237778 - Fax : 247237980 htp:iwww. fareva.com F‘ A F:e %5:‘: v & &
S.AS. associé unique au capliol de 100000 6uros - 799995386 - RCSBoblgny - N'TVA: FRAS799995366 Printed:  04/03/2024 - -




FAREVA
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FAREVA Amboise
Z| de Pocé-sur-Cisse
29 Route des Industries
37530 Pocé-sur-Cisse
TEL (+33): 247237778
FAX (+33) : 247237980
L] il -
Certificate of Analysis
Material Name: VIAGRA®
Material Code: 3465UKR
Lot Number: B881008
For information registered specification : 00RS07277(25-07-2013)
Date of Manufacture: 01-2024
Expiration Date: 12-2028
Testing Date (YYYY/MM/DD) : 2024/02/13 Batch size : 73 670

The number of the certificate is the combination of the lot number and the product code and an electronic signature is
validated according to US CGMP and EU GMP.

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging/labelling and quality control in full compliance with the GMP requirements of the local Regulatory Authority and
with the specifications in the Marketing Authorisation of the importing country. The corresponding active ingredient was
manufactured in compliance with GMP. The batch processing, packaging and analysis records were reviewed and found to be
in compliance with GMP, Any investigations, deviations and discrepancies have been approved.

This certificate was created by a validated system and is valid without manual signature.

QUALIFIED PERSON ASSESSMENT.

Electronic Signature: MALVAULT Aurore Lot Release Local Timestamp: 04/03/2024 11:50:48
(DD/MMIYYYY)
Documentation is considered PROPRIETARY and Is made available for business operations and review by and reg y agencies, D! 1o third parties without prier permission is prohibited.
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AEPKABHA CIYKBA 3 JJIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH ¥V KHIBCBKIN OBJACTI

npos. Ceitmanoi Haait, 3, s Kuis, 02099, Ten/daxe: (044) 363-06-30
E-mail: dis.ko@dls.gov.aia, Kog CAPIIOY 37078774

BUCHOBOK
npo AKICTH BBe3e1oro B Yrpaiuy JikapesKoro 3acofy
10.09.2024 Ne 44426/24/10
BIATPA®

tuafintelrypamiig HKEpeeRor0 3ucofy riaNe T peecTpaifinm QockiIMeHIAM)
tabaerin, BRPITI naisKkeso0 060a0uK0I0, 0 50 Mr o 1 4 tabaerui y Saicrepi; no 1
faicTepy B kapTouuiii Kepobui

{thopsa sIITYCKY, JOTYBAHHA, BILE NAKVBAHNY HEKAPCHKOTD 1a00BY)
Hoxrep peectpauiiinore nocsiguenna UA/0313/01/02 crpox aii peecrpauiiinoro nocsiayenns 01.01.2099
Cepis nikapeskoro sacoGy Ne B881008 Kinsxicrs srezenore aixapeskoro jacofy 1881

BitpoBHug Mapesa AmOyas, Qparuin

{snafivenysanun pupoBHIEL Tikaperoro sacofy, kpalug noxagsenys}

Breseno 8 Yrpainy Cnineune ykpainchiko-ecToHChKe MZNPHEMCTBO ¥ dopari
TOBAPHCTEA 3 obmexkentolo signosinaasricTie "OnTisma-Gapm,
JATHY, igenr. kox: 21642228

{safisresrypomia Ta xon 3a €APIIOY wpnanwiol ocobit ado npizsoae, iv'y, o Barekosi
(iaszol ncodit « nianpresia, ¥ Micue TpoKIBAKEA A precTRadiitauii nonep obaikouol
KSPTEI MAATHIRY TIonaTkis abo cepid Ta HoMep nacnopta)

IMporoxoa sisyaneioro kontpoao sin 04.09.2024 X 2627/6.

32 pesyasTarTamu JepAABHOO  KOWIPOMO BCTAHOBNCHO, MI¢ AIKapesxuii 3acid  smeseno ®  Vipainy 3
AOTPHMAHHAM suMOr 30K0HOZABCTBA 1010 3a8e3NeHEUnd SKOCTL MiKapesris 33¢00iB.
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