AEPXKABHA COYXKBA 3 JIKAPCBKHX 3ACOBIB TA KXOHTPOJIO 3A
HAPKOTHKAMM Y KRIBCBKIA OBJIACTI

mpos. Caitamauol Haaii, 3, K, 02099, tea/dakc: (044) 363-06-50
E-mail: dls.kof@dis.gov.ua, Kog €APTIOY 37078774

BHCHOBOK
11po AKICTL BBe3eHOIo B YKpainy JikapchKroro 3acofy
10.09.2024 Ne 44428/24/10
BIATPA®

{iaiiyenysanua TIKAPCLKOTG 3000y 3TUIHO 3 precTpaiiinny Hocsingeninat)
Ta/IeTKI, BRPHTI 13iBKOB0O 0607401HK010, 10 50 Mr 0o 4 Tadnerku y Saicrepi; no 1
GaicTepy B KapTouniii kopodui
{thopya BUTyTKY, AO3YPAMIL, AU NAKYBAH JikapeLxoro jucoby)

Hoxep peectpaniiinoro noesiguenus UAJO313/01/02 crpok aif peecrpauiiinoro nocsinnenss 01.01.2009
Cepis aikapeskore acedy Ne BRS9513 Kinprictn BBeagHoro nixapenkoro sacoby S48

Bupotaig Dapesa Avbyas, Ppaniis
{naiiMenysaHHA BHpOGHIIKE TiKAPCEKOTY 30¢06Y, Kpaitla noxomsein)

Baescno B Yipainy Crisnts e yKpalicbKo-¢CTOHCBRE MIANPHEMCTBO Yy dopari
TOBAPICTBA 3 ofMe:KeHoto BinnosigaasnicTio "Qurira-Dapa,
JITRY, tneur. wop: 21642228
{maityenyaanus T2 koi 3a COPIIOY 1opuanueol ocofy abo nplssnie, in's, no Garsxoni
drizitattoi ocoft - migopucMus, T adcie npomnsarna Ta peectpaitifiiongt vosep-ofaikonui
RUPTRIL IANTIIKA TOATTKIR 260 Cei ‘T4 HoMep Hacinpr)

Hpoertoxon sisyansiore kourpome sin 04.09.2024 Ne 2627/8.

32 peIyNLTATAMH  JepWABIOCG  KOMTPOTIO BCTAHOBICHO, MO JfiKapobkait 3acif seescno B Vipainy 3
AOTDIIMAHIISIM snsoT 3ak0n0IaBCTBA MoAe 3aberieuents AkocTl nikapeskuX 3acobip,
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hapesa Ambyas

29 poyT Rec Ingacrpic

37530 TMoce-ciop-Cic, Ppanuisn
Ten.: (+33) 2.47.23.77.78
daxe: (+33) 2.47.23.79.80

®apesa
Anbyas
Ceprudixar ananizy
Haszsa npoayxry: BIATPA® Ipusnavenns: Ykpaina
Koa npoaykry: 3467UKR Tlepexnan
Cepis No: B859513
Crenndixanis: 00RS07277(25-07-2013)
Jara supobunurea: 10-2023
Tepmin npugaTHOCTI: 09-2028

Jara tecryBanus: 15-11-2023
KinbKicTb IPORYKTY B cepii BUpaxeHa 9HCIOM FOTOROTO MPOAYKTY, MO 3aTakoBaHwif B KOpOOKH

MixpoGionoziuna uucmoma: RomycTami Mexi - Bianosinae sumoram €sp.dapmaxorel 5.1.4 (BUMOTH 1O HEBOMHKX NpEnapaTin s
nepopansHOTo 3acTocyBanis), TecT He BHKOHYETbCA Ha KOKIT cepii; pe3yNkTaT BiLMOBiIa€ BHMOTaN TeCTY 1PH TpoBeNCHHi
recTyBunng. SIKWIO B cepTH(pIKATi aHaNi3y He BKA3aHi PE3YNBTATH 0 JAHOMY TECTY, e 03HAUAE, ULO TCCTYBAHHS HC NpOBONWIIOC.

Tumany dioxcud (E171): nonycrimi mMexi - nosuTrBHO. LIeH TCCT He BUKOHYETLCA PYTHHHO, PC3YNbTAT BiANOBiae BUMOTaM TCCTY
npH NpoBeeKHi TecTyBaHHs. SIKIO B cepTrikaTi ananizy He 3a3HayeHi pe3yNbTaTH MO JAHOMY TECTY, UE 03HAYAE, WO TECTyBaRMA
He [POBOAKUNIOCE.

Inouzorapainy amominiceui nax (E132): nonycrumi mexi -nozutusro. Leh TCCT HE BUKOHYETHCSH PYTUHHO, pC3yfLTaT BigIosinae
BHMOrAM TECTy Npu npoBenenHi TecTyBanks. SIKWo B ceprudikaTi ananisy ne 3a3HaueHi pesyNbTaTh 10 JAHOMY TECTY, Ue
03HAYAE, 1O TCCTYBAHHA HE IPOBOJUIOCH.

Homep ceprudpikary ne komGinawis HoMepy cepii Ta koay npouykry. Enexrpoxmnit nigmic BiBaninosano sianosigHo xo EU GMP
Ta US CGMP. TTpoaykT BHreToBNcHO Binnosizgo fo Airouoi HBIT ra 3aTsepikenoro peecTpaliiiHoro N0ChE.

LM sacsinuyro, o HaBeIeHa BHLLE i(opMalLis € ocToBipHoIo i TouroIO. Il napTis Gyna BHTOTOBIICHA (Brutouaroun craiii
flaKyBanHsA/MapKyBatHs TA KOHTPONIG AKOCTI) Y nopiil Bignosinnocti no sumor HBIT MiCUCBUX PErYISTOPHIUX Opranis 1a y
minnosipHocTi i3 crienrikallieio, 3aTBEPIIKCHOIO Y KpaiHi npusHauckHs. [litoua peyosina Gyna BUTOTOBJICHA i3 JOTPHMaHHAM
sumor HBIT.

TexHoMoriubHil poliec, TAKYBaHHA Ta 3B{T TeCTyBaHus GyJu NeperiiHyTi Ta BU3HAHI TAKUMH, IO signosinators sumoram HBIT.
Vei ocmimpkentin, BIIXWICHHS Ta po30iKHOCTI MOTOIMKEHO.

Uit cepTadixat 6ye CTBOpEHHIl BilBATINOBAHOIO CHCTEMOIO Ta € AiHCHHM Ge3 migmucy.

BinmiTku YiiosHoBaxeH0l 0c00U

Enexrpounuii niznnc: FOUQUEAU Mélanie BigmiTku 1po yac BUITycky cepii: 09-02-2024 11:41:49

TIOKYMCHTalli POILIAACTRCS 3K BAACHICTS Ta MpHIHatielBil juis Gisnec oncpaniit Ta yis posTy CITiBPUGITHIKAMT KOMIANIT
T PerysIsTOpHING opranamy. Hamawns TpeTiit croponi Ge3 nonepeibora KosBoNy 3a00PORENO.
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dapesa

AmByas

CeprudikaTt agamizy

Haaga npoaykry: BIATPA® IMpusnauenns: Yxpaina
Koa npoaykry: 3467UKR Tlepeknan
Cepist Ne: B859513
Crenndikanin: 00RS07277(25-07-2013)
Jara supobnuuTBa: 10-2023
TepMin IPUAATHOCTI: 09-2028 po3mip cepil 16800
Jara TecryBanus: 15-11-2023
Tectu Merton JlonycTumi Mexi Pesyibratn
Sosuiwniil BursIY - Bizyanszo Bizyan. Tabnerku, BKPUTI ITIBKOBOIO 060MI0HKOI0, Bianosinae suMoram TecTy
BIAKUTHOTO KONLOPY, ¥ (PpopMi AiamaHTy i3
330KPYrEHUME KpasMy, 3 THCHeHHAM "Pfizer" 3
onnoro 6oky Ta "VGR 50" 3 inuoro.
Bona W 1.51 Makcumynm 4 % 2.8%
InenTubirauis cunnenadina (I4)  |13.973 ExcTpakT TabneTok AeMOHTpYE CIIEKTp ifenTHunuit |Bimrosifae BUMOraM Tecty
CHIEKTpY CTaHZapTy CHIAcHa(iny nUTpaTy npH
NPUrOTYBaHHi B OAHAKOBHX YMOBAX
Posunncnus D 27.81 Binmosizae BUMOTaM, AKINO KinbKicTs cunaeHadiny, [101%
10 posyHHMIacs 3a 30 X8, BiLNogizac BUMoOTaM,
BKazaHuM HIKue, ge Q=80 %. Sxuio pesynsTar He
6yB orpuMannii Ha cranii S1 Heobxiato
NPOAOBXKYBATH HOCIIIKEHH S 10 APYrol cTail.
Q -~ KinsKicTh cufeHadiny, o po3uMHKIACH,
3a3HaveHa y BicOTKax Bill 3asBieHOl KiTbKOCTI.
Crapis 1. Kinbkicts nocninkens - 6. Kputepiit
NPUITHATHOCTI: KOXHA OQMHUIA ~ HE MCHIIE HDK
Q+5 %.
Crapia 2. Kinskictb nocnizokens - 6. Kpurepitt
npuitnstHocti: CepeiHe 3HAYeH s UL Beix 12
nocimxens (S1 + S2) exsiBaseHTHO ¥y Ginbire Hix
Q, T2 He Ma€ KOAHOro 3HAYCHH, MeHIe Hik Q-15
%
Kinskicue susnauctus (BEPX) S 189.1 Cepenne 3nauchns st 10 oxpemux Tabinerok 50,5 mr
CTaHOBHUTH
47,5-52,5 Mr/rabnetky (95-105 % Bin 3assienoi
KiNpKoOCTi)
OnHopixHicTh A030BanuX oanHuLE [PE Bianosinae sumoram €sp.Papmaxortei 2,6

Ceprudikar sicocTi
TIpusHauenns: Ykpaina
Mapesa AMGyas

3onue Inpacrpiase, 29 poyr acc Innacrpic, 37530 Toce-ciop-Cic, dpanuis
Tlpumirka: Hasea Bynmuui Moxe 6yt 3asnauena ax "Poce-sur-Cisse" a6o "Pocé-sur-Cisse" Ha ynaKoBlli, 3a1exHO BiJl TOTO, 5K
3a3HaYEHO B PEECTPALIITHOMY ITOCBIIMEHHT Kpaini.
Jiyensis na eupobnuymeo Ne2023_327_1_2
Cepmughixam GMP No: 2023/HPF/FR/174
Peecmpayitine noceiouenns: UA/0313/01/02
Mitowa pevosuna: cunnenadiny uarpat
Kinoricmp: 70,225 mz/mabaemxy, wo exsiganenmuo 50 me/mabnemy cundenagpiny
Jlixapevka ghopma : TabaeTky, BKPUTI I1iBKOBOIO 0Gomonkoto 1o 50 Mr

Posuip nakysanns: 4 tabnetku y 6micrepi, 1 Guicrep y xapronnii xopobui

dapesa Am6yas

29 poyT nec Ingacrpic

37530 Moce-ciop-Cic, dpanuin
Ten.: (+33) 2.47.23.77.78
daxc: (+33) 2.47.23.79.80



JloKyMEHTAliA POMNANAETLCA AK BIACHICTh Ta pH3Hayeniit A Gisnec onepauilf Ta Ans posrnany cniBpoGiTHHKAMH KOMMIaHii
Ta peryisTopaiMi opranamu. Haganns Tpetiit cropoi 6e3 nolepeisoro 103801y 3a60poHCHO.

hapesa Ambyas

29 poyr nec Inpactpic

37530 Moce-ciop-Cic, Gpanuis
Ten.: (+33) 2.47.23.77.78
Daxc: (+33) 2.47.23.79.80
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FAREVA Amboise
Z| de Pocé-sur-Cisse
29 Route des Industries
37630 Pocé-sur-Cisse
TEL (+33): 247237778
FAX (+33) : 247237980
=g .
Certificate of Analysis
Material Name: VIAGRA®
Material Code: 3467UKR
Lot Number: B859513
For information registered specification : 00RS07277(25-07-2013)
Date of Manufacture: 10-2023
Expiration Date: 09-2028
Testing Date (YYYY/MM/DD) 2023/11/15 Batch size : 16 800
Test Method Limit Result
ldentity -Visual Visual Blue, rounded diamond shaped film-coated tablets, MEETS TEST
debossed with VGR 50 on one side and Pfizer on
the other.
Water content w151 4.0% maximum 2,8 %
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 D27.81 The requirements are met if the quantity of 101 %
sitdenafil 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 S1.
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+52) 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 26

Certificate of Quality:

Destination: Ukraine

Documentation is consldered PROPRIETARY and Is made avallablo for business operatians and review by employees and regulatory agencles. Distribution to third parties without prior permission Is prohibited.

Page 1 of 3
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FAREVA Amboise
ZI de Pocé-sur-Cisse

29 Route des Industries

37530 Pocé-sur-Cisse
TEL (+33): 247237778
FAX (+33) : 247237980
Certificate of Analysis
Material Name: VIAGRA®
Material Code: 3467UKR
Lot Number: B859513

For information registered specification :
Date of Manufacture:

Expiration Date:

Testing Date (YYYY/MM/DD) :

00RS07277(25-07-2013)
10-2023
09-2028
16 800

2023/11/15 Batch size :

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 : 4 tablets 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) ldentification: limit tablets test positive for titanium dioxide. This test is not performed routinely,
meets when tested. If no resuits 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 avallabla for business operations and review by employees and regulatory agencies. Distributlon to third parties vithout prior permission Is prohiblied.

Page 2 of 3
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FAREVA Amboise
21 de Pocé-sur-Cisse

29 Route des Industries

37530 Pocé-sur-Cisse
TEL (+33): 247237778
FAX (+33) : 247237980
Certificate of Analysis
Material Name: VIAGRA®
Material Code: 3467UKR
Lot Number: B859513
For information registered specification : 00RS07277(25-07-2013)
Date of Manufacture: 10-2023
Expiration Date: 09-2028
Testing Date (YYYY/MM/DD) : 2023/11/15 Batch size : 16 800

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: FOUQUEAU Mélanie Lot Release Local Timestamp: 09/02/2024 11:41:49
(DD/MM/IYYYY)
Documentation is considerad PROPRIETARY and is made zvalfable for business operations and review by and regulalory agencies. Distribution to third parties without prior permission is prohibited,
Page 3 of 3
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JNEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

07.02.2025 Ne 3174/25/10

BIAT'PA®
(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
TabJIeTKH, BKPHUTI ILTIBKOBOIO 000,10HK010, 10 S0 Mr 110 4 TabieTku y Oaicrepi; nmo 1 duicrepy
B KapTOHHilH Kopo6ui
(dhopma BHITYCKY, 1O3YBaHHS, BH [1AKyBAHHA JIIKapCHKOro 3acoby)

Howmep peecrpariitoro nocsiguenns UA/0313/01/02 crpox aii peecrpauiitnoro nocsinuenns 01.01.2099

Cepis mixapcebkoro 3aco6y Ne B859728 Kinskicts BBe3eHOro Jikapcskoro 3acoby 597
BupoGHik dapesa AMOya3, Opanuis
(naliMeHyBaHHA BHUpOOHHKA JIIKapCBKOTO 3aco0y, KpaiHa MOXOMKEHHS )
Baesero B Yipainy CrijbHe yKpaiHCbKO-€CTOHChKE MiAMPHEMCTBO Y (popmi ToBapucTBa
3 o0Me:xeHO10 BiqnosinansHicTIo "OnTtiMa-®apm, JIT/L", inenr. kox:
21642228

(naiimenyBanHs Ta kog 3a €JIPTIOY ropumuusoi ocobu abo npizsuiue, iM'a, o GarekoBi ¢iznaHOT
ocobu - mignmpuemns, i Micle NpoKHBaHHA Ta peecTpaliiHmi HoMep 00IIKOBOT KAPTKH IIATHHKA
nojaTkis abo cepis Ta HOMep nacnopTa)

Iporoxoa sBizyaasnoro xoutposo six 07.02.2025 Ne 0224/7.

3a pesynbTaTaMM JEPHKABHOIO KOHTPONIO BCTAHOBIEHO, IO Jikapcekuit 3aci6 Beeseno B Ykpainy 3
AOTPHMAHHAM BuMOT 3aKOHOJABCTBA 111010 3a0€31IEYCHHS AKOCTI JIIKAPCHKHX 3aC00iB.

/g @/ Bixrop CTE®KIBCHKHI

HTPO/THO) [ 1nm:]'" (ivinianu Ta npuamuc)

tPA;

“"\HHH i

op}!wﬂm.p c@%l’ﬁ
KYMEHIJI'JB Lt =

TRIAL MCDE - a valid license will remave this message. See the keywards property of this PDF for mare infarmation.



FAREVA

AMBOISE

®dapesa Ambyas
3one Inpacrpiane,
29 poyT nec Inpacrpic,

37530 [Toce-ciop-Cic
Ten. (+33): 247237778
Pake (+33): 247237980

Ceprudikat ananizy

Haspa npoaykty: BIAI'PA®, Tabnertku, BKpUTI NJ1iBKOBOK 060/10HKO0, 110 50 MT;
no 4 rabnerku y 6nicrepi YKP

Kon nponyxry: 5467UKR

Howmep cepif: B859728

Indopmaris npo 3apeectposany cneuuikauito: 00RS07277(25-07-2013)

Hara BupobHuuTBa: 10.2023

TepMiH MpUIATHOCTI: 09.2028

Hata aHanisy (na/mMM/pppp): 04/12/2023 Posmip cepii: 15720

Bunpo6yBanus MeTona Mexa PesyabTar

3oBHiwHIA BUrAaa | Bisyaneno | TaGnertku, BKpUTI 1iBKOBOK 06010HKO ronyboro | Bignopinae
KOJIbOPY, ¥ GOopMi AiamaHTa, i3 3a0KpYTrJIeHUMH BUIMPOOYBaHH!O

KpasiMi, 3 TUCHeHHAM «Pfizer» 3 ogHoro 6oky, Ta
«VGR 50» - 3 iHworo.

Busnauenust ooy | W 1.51 Makcumym 4,0 % 2,6 %

[nenTudikauis 13.973 ExcrpakT TabneTok AeMOHCTpYE CIIEeKTp, iAeHTHUHUI | Binnosigae

cunpeHadimy (14) CNEKTpY CTaHAapTa cuiaeHadiny uuTpary, BUNpOOYBaHHIO
MiArOTOBJICHUH TaKUM K€ YHHOM

PozunHenHs D 27.81 BuMory BUKOHYIOTBCS, SIKLIO KiJIbKiCTb po3uuHeHoro | 97 %

uepes 30 xBuinMH cunaeHadiny Biarosigac BumMoram
B TabnuLi, HaBeaeHil Hwkue, ae Q = 80%.
SIkwo HeoOXinHi peynbraTy He OyJu JOCATHYTI Ha
craaii S1, BunpoOyBaHHs HEOOXiAHO MPOJOBIKYBATH
IO Apyroi cTauii.
Bennumna Q — 1€ KibKicTh pO3UMHEHOT0
cunzaeHadiny, BupaxeHa y BiACOTKax Bif
HOMIHaJIbHOT'O BMICTY.

Cranis | Kinekicts Kpurepil npuiinarHocTi

BUNPOOOBY-
BaHUX
OJMHU LD
S1 6 He menie Q+5 % ans
KOKHOT OJIMHULL
S2 6 CepenHe 3HaueHHs i3 12

olMHULB (S1+ S2)
JopiBHIOE abo Ginblue Q i
HeMae JKOJIHOrO
pe3yJbTaTy MEHILE, HiJK
Q-15%

Ceptudikar sikocTi:
[TpusHauenHs: YkpaiHa

HokymenTauisa searkacthest BIIACHICTDIO Ta Hagaerses s JiA0BUX onepauili i neperiisjly criBpoGiTHUKAMH Ta KOHTPOIIOIOUHMU OPFraHaMH,
Posnosclomielitst TpeTiM ocobam 6e3 NonepesH»Oro 10380y 3a60POHEHO.

Cropinka 133

Fonosunii oic:  dapesa AMbGyas  3owe lumacrpiane INoce-ciop-Cic 37530  Tloce-ciop-Cic  dpanuis

Ten. (+33): 247237778 Maxke (+33): 247237980  http://www. fareva.com FA R EVA ®
S.A.S enunuit naptaep y kanitani 100 000 €spo - 799995386 - RCS Bobigny

- Peecrpauiiinunii Homep niaruuica [TIB: FR45799995386 Posupykosano: 25.07,2024
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FAF%EVA

I
d)apuza Ambyas

3oue [naacrpiane,

29 poyt aec Innactpic,

37530 [Toce-ctop-Cic
Ten. (+33): 247237778
Daxc (+33): 247237980

Ceprudikat aHaizy

Hassa nponykry: BIATPA®, Tabnetku, BKpUTI [171iBKOBOIO 000JIOHKOI0, 10 50 Mr;
no 4 Tabnerku y 6nicrepi YKP

Kon MpOAYKTY: 5467UKR
Howmep cepil: B859728
Iudopmanis po 3apeectposaty crietmdikauito: 00RS07277(25-07- 2013)
Ilara BUpOOHULITBA: 10.2023
Tepmin npupaTHoCTI: 09.2028
Jata ananizy (an/mMm/pppp): 04/12/2023 Po3smip cepil: 15720
Kinbkicue S 189.1 - cepeniit pesynbtat ans 10 oxpemux 50,0 mr
BU3HAUECHHS TabNeToK nopuHeH OyTH He MeHLe 47,5 M Ha
(BEPX) tabnerky i He Ginbuie 52,5 mr Ha Tabnetky (95 — 105
% BiJ HOMiHAJILHOTO BMICTY)
OpuopinHicTh €Bp. Bignosinae Bumoram €pp. @apmaxonei (Maxce. 15,0) | 2,4
JI030BaHUX dapmakon
OJIMHMLIb est
®dapea AmOya3

3one Inpactpiane, 29 poyT aec Ingacrpic, 37530 IToce-ciop-Cic, DpaHLiis

Hpumm{a Ajpeca Ha ynakoBli Moxe GyTH 3a3Hauena K «IToce-ciop- -Cicy abo «ITocé-ctop-Cicn, 3aneKHO
BiJl TOTO, K 3a3HAUEHO Y BiAMOBIHOMY [03BOJI Ha IPOJAK, AKHH BUAGHO B KOHKPETHIM KpaiHi.

Jlinensis ua supobuuyTBo Ne 2023_327 1 2
Ceprudikar GMP Ne 2023/HPF/FR/174

Homep peectpauiinoro nocsinuenns: UA/0313/01/02

Hitoua pevoBHuHa: cunpaeHadiny uupar

Cuna gii npoaykty: 1 Tabnerka Mictutsb 70,225 mr cunaenadiny uuTpary, 1o eksipanenTHO SO Mr
cunaeHagdiny

Jlikapcbka opma: TabneTky, BKpUTI NIiBKOBOO 060JI0HKOO, 10 50 Mr

Posmip Ta TMN makyBauHs: o 4 TaGnerku B Gnictepi, no 1 6aicrepy B KapTOHHIi# KopoOLi.

KinbKicTh NPoAyKTy B cepii BUpaxeHa K KilbKiCTb ONMHULb B Cepii rOTOBOrO nikapcbkoro 3aco0y,
3araKkoBaHoOro B KOPOOKHU.

MleO6lOJIOF111Ha yucroTa: Bianoeinae Bumoram €pp. @apmaiornel, 5.1.4 (BUMOTH 10 HEBOJHUX
npenaparip /sl epopajibHoro 3actocysanns). Li BunpoOyBaHHA € HEDYTHHHUMU Ta NOBMHHI BiAMOBiAaTH

Jlokymenranis sanaerbest BJIACHICTBIO Ta Hanaersest Aist ALIOBUX onepauiit i neperssiiy crniBpoGiTHHKAMI T2 KOHTPOMOIOUHMH OPraHaMK,
PO3N0BCIOLKEHH TPETIM 0cobam Ge3 MonepeHLOT0 K03B0JTY 3a00POHEHO.

Cropinka 2 i3 3

Tonosuuit oic:  apesa AmBya3  3ome lugactpiane Foce-ciop-Cic 37530 [loce-ciop-Cic ~ dpanuis
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FAREVA

ARABOISE
Dapesa AmOyas

3oHe IHpacrpiane,
29 poyr nec lupacrpic,

37530 [Toce-crop-Cic
Ten. (+33): 247237778
Paxkc (+33): 247237980

Ceprudikar ananizy

Hassa nponyxry: BIATPA®, tabnerku, BKpUTI TIiBKOBOIO 0600HKOI0, 110 50 MT;
no 4 tabnetku y 6nicrepi YKP

Kon nponyxry: 5467TUKR

Homep cepif: B859728

Indopmauis npo 3apeectpoBany cneuudikaniro: 00RS07277(25-07-2013)

Hara BupoOHuUTBA: 10.2023

TepMiH npupatHocTi: 09.2028

Hata ananizy (ma/mMm/pppp): 04/12/2023 Po3mip cepil: 15 720

npu npoBesieHHi. Skio pe3ynpTaty He Bkaszaui B CepTudikari aHasisy, 3Ha4uTh BUNPOOYBaHHS He
NPOBOIMIOCA.

Turany piokenn (E 171), inentudikauis: mexa mis TabneToK: pe3ysibTat BUNPoOyBaHHs A/Isl THTAHY
RioKCHAY: MO3UTUBHO. Le BUnpoByBaHHs € HEPYTHMHHKMM Ta MIOBUHHO BiANOBifaTH NpH NpoBeeHH . SIKio
pesynbTar He BKazaHo B CepTudikaTi aHaizy, 3HaUMTh BUTIPOOYBAHHS HE IPOBOAMIIOCS.

[nauroxapmin (E 132), inentndikauis: Mexa as1s TaGiaeToK: pesyabTaT BUNpoOyBaHHs s [ngurokapmin
aIOMiHiEBUH aK: NO3UTHBHO. Lle BUNpoOyBaHHs € HEpYTHHHUM Ta MIOBUHHO BiAMOBIAATH [IPY NPOBEAEHHI.
Axwo pesynbrat He Bka3aHo B CepTudikaTi aHasizy, 3Ha4uTh BUNPOOYBAHHS HE NPOBOAMIIOCH.

Homep cepTudikara - ne kombiHaLlis HoMepa cepii Ta Koy npoiaykty. EnekTpoHHuii nianuc nepesipeno
sianosigno ao sumor airouoi HBII CLLA ta HBIT €C.

[um s 3acBin4yro, WO HaBeAeHa BULLE iH(OpMaLlis € JOCTOBIPHOO Ta TOUHOK. [JaHa cepist npoaykTty OyJa
BUTOTOBJICHA, BKJIIOUAIOUH MaKyBaHHs/MapKyBaHHs Ta KOHTPOJIb SIKOCTI, Y MOBHIH BifMOBIAHOCTI 10 BUMOT
HBIT micueBoro peryasTopHoro oprany ta 1o crneurikaiiii, 3aTBepakeHnX 3riHO peecTpalifHoOro
MOCBiAYEHHs KpaiHU-iMnopTepa. BianosigHy aitouy peuoBHHY BUMOTOBJEHO 3rigHo 10 Bumor HBII.
3anucH npo BUrOTOBJIEHHs cepil MPOAYKTY, NaKyBaHHs Ta aHaji3 6yJin nepeipeHi Ta BU3HAHI TAKMMH, 110
BianoBinaioTe Bumoram HBII. Byap-ski po3ciiayBaHHs, BiAXHIICHHS Ta HEBIAMOBIAHOCTI 6yNK cXBaseHi.
Lle# cepTudikar CTBOPEHO BaJliIOBAHOO CUCTEMOIO Ta € JiliCHuit 6€3 py4HOro mianucy.

OLIIHKA YTIOBHOBAJKEHOI OCOBH.

Enexrponnnit nignuc: KA30 bearpic  Micuesa BiaMiTka 1010 AaTh BUNYCKY cepii: 25.07.2024 11:10:27
(4/MM/PPPP)

DNoxymenTauis ssanactsbes BJJACHICTBIO Ta nagaerses s Ainosux onepauiit | nepersisay cniBpoBiTHAKAMK T KOHTPOIIOIOMUMI OpraHaMHi.
Posnosciomxenns Tpetiv ocobam Ge3 nonepesHboro K030y 3a00pOHEHO.

Cropinka 3 i3 3

Tonosunii opic:  dapesa AmGyas  3oue lupacrpiane [Moce-ciop-Cic 37530 TMoce-ciop-Cic ~ Mpanuis
Ten. (+33): 247237778 Dake (+33); 247237980 http://www. fareva.com FAREVA ®

S.A.S enuuuii napthep y kanitani 100 000 €spo - 799995386 - RCS Bobigny
- Peectpauifinuil somep naathuka [MB: FR45799995386 Posupykosano: 25.07.2024
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FAREVA Amboise
Zl de Pocé-sur-Cisse

29 Route des Industries

37530 Pocé-sur-Cisse
TEL (+33) ; 247237778
FAX (+33) : 247237980
Material Name: VIAGRA 50mg TABLET Box 4 UKR
Material Code: 5467UKR
Lot Number: B859728
For information registered specification ; 00RS07277(25-07-2013)
Date of Manufacture: 10-2023
Expiration Date: 09-2028
Testing Date (YYYY/MM/DD) : 2023/12/04 Batch size : 16720
Test Method Limit Result
Identity -Visual Visuat Blue, rounded diamond shaped film-coated tablets, MEETS TEST
debossed with VGR 50 on one side and Pfizer on
the other.
Water content w151 4.0% maximum 26 %
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 guantity of 97 %
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 S1.
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 unitis not less than Q+5%.
Stage S2 - Number of tests : 6 - Acceptance
Criteria : Average of 12 units (S1+82) is equal to or
greater than Q and no result is less than Q-15%.
Assay (HPLC) $189.1 The average of ten individual tablet assays should 50,0 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 (Max 15.0). 2,4

Certificate of Quality:

Destination: Ukraine

Documentation is considered PROPRIETARY and is made avaitable for business oporations and review by and regulalory agencios. Dislribulion to third parties without prior permission is prohibited.
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FAREVA Amboise
ZI de Pocé-sur-Cisse

29 Route des Industries

37530 Pocé-sur-Cisse
TEL (+33) 247237778
FAX (+33) 247237980
Certificate of Analysis
Material Name: VIAGRA 50mg TABLET Box 4 UKR
Material Code: 5467UKR
Lot Number: B859728
For information registered specification : 00RS07277(25-07-2013)
Date of Manufacture: 10-2023
Expiration Date: 09-2028
Testing Date (YYYY/MM/DD) : 2023/12/04 Batch size : 15720
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 : 4 tablets 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 considered PROPRIETARY and is made available for business oporations and roview by employoas and rogulatory agancles. Distribution to third parties without prior permission is prohibited.

page 2 of 3

Siegosocial:  FAREVAAmboiss 2l do Pocé-sur-Cisse 37530 Pocé-sur-Cisse France  -Tol(s33) 247237778 - Fax: 247237980 Rtp:fivoietIarova,com F lx R E V A

$.A.8. assoclé uniquo au capitat do 100000 ouros. - 799995386 - RCS Bobigny - N'TVA: FR45795995388 Printed : 25/0712024




FAREV

.......................... APABEHISH sonmimnoisonmomisin

FAREVA Amboise
Z| de Pocé-sur-Cisse

29 Route des Industries

37530 Pocé-sur-Cisse
TEL (+33) : 247237778
FAX (+33) : 247237980
Certificate of Analysis
Material Name: VIAGRA §0mg TABLET Box 4 UKR
Material Code: 5467UKR
Lot Number: B859728
For information registered specification : 00RS07277(25-07-2013)
Date of Manufacture: 10-2023
Expiration Date: 09-2028
Testing Date (YYYY/MM/DD) : 2023/12/04 Batch size ; 15720

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.

I'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: CAZEAUX Béatrice Lot Release Local Timestamp: 25/07/2024 11:10:27
(DD/MM/YYYY)

Documentation is considered PROPRIETARY and is made available for business operalions and review by employees and regulatory agencies. Distribution to third parties without prior permission is prohibited.
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AEPKABHA CJIVIKBA 3 IIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KNIBCHKIN OBJIACTI

npos. Csitiwunoi Haail, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mait: dls.ko@@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
npo siKicTh BBe3eHoro B YKpainy aikapchkoro 3acofy

29.11.2024 Ne 61243/24/10

BIATPA®

{naifmesysanns Aikapeskoro sacofy 3rimno 3 pecctpauiiivim nocsigyensa)
Tal/IeTKH, BKPUTI ANBKOBOIO 0601011010, 00 50 Mr3 mo 4 TabaeTkn y Gaicrepi; mo 1 Gaicrepy
B KapToHHii Kopodui

(thopam aumycKy, Ao3yBAHNA, BI MAKYBAHHA JiKAPCHKOTO 32¢06Y)

Honmep peectpauiiinoro nocriavesns UA/0313/01/02 crpox aii peecrpatiiiroro nocsinuenss 01.01,2099

Cepix nixapenkoro sacoby Ne B881016 Kisbkicts BBe3CHOPO sTikapcrkoro 3acoby 960
Bupo6ank dapesa Ambyas, Gpannis
(naiiMeuyranns BipoBHIKa NikApCEKOro 3acoby, xpaiia NOXOIKENR)
Baeseno B Vpainy Cninbne yrpainchbKo-ecTOHCHKE MIAMPHEMCTEO Y GopMi TOBAPIHCTBA
3 ofmemenolo sinnosiganspicrio "Ourima-Mapns, JITH", inenr. xom:
21642228

{(nafivenyeauns 0 kKo 3a €FPTIOY 1opraniuet ocol abo npisene, is'a, o darsxosi Dizseno]
ocobnt - nianpesus, 1 Micile Npoximanus T2 peccTpauiiinuii HoMep oBAikoRol KAPTKH MIAT mKA
NOAATKIR 80 cepid Ta HOMEP BACNOpPTa)

Hpotekox BlayaasHore Kourpono six 22.11.2024 N 3668/4.

3a pesymbTATAMH [JEpAABHOIO KOHTPOMH) BCTAHOBIEHO, MO0 Jikapcekiill 3aciG  BeeseEo B Yxpaiuy 3
AOTPHMAHHAM BiMOTr 3AKOHOZABCTEA MO0 330e3MEUEIHA REOCTT JIKAPCHRIX 3aC06IE,

%/ - Onsra €POMEHKO

(nizue) (Eroinimnin T npi e
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Certificate of Analysis
Malerial Name: VIAGRA®
Material Code: 3467UKR
Lot Number: B881016
Eorinformatian reqisiored specilication : OORSOP’Z??(Q@O"/-EOU)
Date of Manufacturo: 01-2024
Expiration Date: 12.2028
Testing Date (YYYY;‘MM/DD) K 2024102113 Baich size : 15 720
Test Methoo Limi¢ Resutt
Identily \isual Vaiat Blue, roundey diamong shaped fiim-coated tablels, MEETS TEST
debGasod with ViR 50 an one sige ang Plizee on
the: other
Water content WG A.0% magimum 1%
identity of Silttenatt (iR} [R%:75] Tablet oxtract xhidits a spoctrueny which iy MEETS TEST
assentially identical t that of the sitdenafil citrate
refetence standary Pregared in s Same manner,
Bissoution 0278y The requirements arg el if the quantity of 98 %
sitdenafil dissolvsg after 30 minuteg conorms 1o
the acceptancy table given bekw where Q=80%,
Continue testing through the two slages unless the
fesults eonform at § 1,
The Guantity Q is the wnount of siktenstit dissolveg
exXpressed as a reentage of labe! claim.
Stage $1-Number of lests © 6 -Acceptance Criteria
Each unit is not less than QeB%,
Stage $2 - Numiser of tegys - & - Acceptance
Criteria : Avercage of 12 units (51482 is equal 1o or
gromter than (3 and o eesult is less than (215%,
p The averags of ton individual tablat 550y5 should 50.5 mg
AS$3y (HPLC) BRI averag )
be ot less than 47.5 my per tablet, nor more than
52.5 my per lablat (95% (o 105% labol elaimy.
3,2

Unitormity of Dosage Unity P, i Meuts PhBur Requirsmenty

Certificate of Quality:
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Certificate of Analysis
Maleriat Name: VIAGRA®
Material Code; J467UKR
Lot Number; B8G1016
For informatian registered specification - 006‘280727’/(25@?-2(7113)
Date of Manufactyre: 01-2024
Expiration Data: 122028
Testing Date (YYYYIMMDD) © 2024/02113 Bateh size : 15 720
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 Autharization for the country,

Manufacturing license n® n“2023m327_jm2
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 : 4 tablets per blister, 1 blister in 3 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-agueous preparations for orgl use. These tests are not
performed rautinely, 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 tasted. If no results are listed on the CoA, testing was not performad

Indigo Carmine (£ 132) Kdentification: limit tablets test positive for Indigo Carmine Aluminium Lake. This test is nat performed
routinely, meets when tested. If naresults are listed on the CoA, testing was not performed.
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Certificate of Analysis

Materigr Name; VIAGRA®

Materin Code: J4B7UKR

Lot Numper: 8881016

For nformatian registored specification OORS()7277{25~0?-2013)
Date of Manufactyre: 01-2024

Expiration Date: 12-2028

Tesling Date {YYYWMM/DD) i 2024102013 Bateh size 18720
The number of the certificate is the combinatj er and the prodyct code and an electronic signaturg is

validated according to (s CGMP and 1y GMP,

I hereby certify that the aboye information s authentic ang accurate. This batch of product has been manufactused, including
packaging/#abezllmg and quatity control in fulf compliance with the Gmp requirements of the focal Regula!ory Authority ang
with the spedifications in the Marketing Authorisation of the importing country, The corresponding active ingredient was
manufactured in ompliance with GMP. The hatch processing, packaging and analysis records were reviewed and found to be
in compliance with GNP, Any investigations, deviations and discrepancies have bgen approved.

This certificate was created by g validated system and is valid without manual signature,

QUALIFIED PERSON ASSESSMENT.
Lot Release Loca Timestamy: 25/04/2024 15:59:53

Electronic Signature: CAZEAUX Béatrico
(DD YY)
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