Jovorin «bapena Anbviay

Jone humaerpiase, 29 oyt tee lxaerpie, 37530 Toce-ciop-Cic, pan 1is
Tea {(+33% 247237778

are(+33% ZATIITIE0

Ceprudikar anajuizy

Hanma marepiany: BIAIPA®R

Kossurrepiany: 3484UKR

Homep cepils BY811006

s inhopaarti 3apecerponana cnenmdixas: QORS(7278 (25-07-2013)
Jara supodunmaa: 01.2024

Hara sawinucins repsiny npiarnoeris 122028

Jara mmpoGynanns (PPPPAMM/IUL): 2602.2024 Poastip cepit: 4900
Bunpoiyeanns Memon Meaici Pesyasmam
[nenwrngixauis - sizyansio Bisyanpnnit Tabnerxky,  skpuri  wiiskopolo  o80A0HKOI0, BUITTOBINIAC

Grakwnoro  koasopy, y  dopumi  alamanry i3 | BUTIPOBYBAHHIO
FOKPYIACHUMI  KPRssy, 3 THCHCHHAM "VGR
100" 3ommoro Suky Ta "Plizer” 3 inmoro,

Baicr sojm W 151 Magcisys 4,0 G 2.8 %

Lrerrmidikauis cugienadiny | 13.973 BErerpast 1a0aeToR ASMOHTPYC CTICKTD eraannii | BUIIOBIJIAC

(14) creRTpy  cranaapry  cpctginy  uarepary  npi BUNPOBYBAHRIO
NPHEOTYBANIH B OANAKOBHR YMOBAX

Poyastren s D 2781 Bianosizae BHMORINM, SKING KLKICTs cusenadiay, 102 %

ne posunpmmcs 3a 30 XB, BlANOBiAAE BHMOTAM,
prazais mokue, e Q=80 %, Shiono pesyasrar He
Gys  orpunmamidi  wa o crepii S1 HeodKiu0
HPOAOBIKYBATH JOCTLLKEHHA 20 Apyrof craail.

Q - xigekicrs cigesadiny, 1O pO3UHHIIACA,
JaBuaUCHa Y BIACOTRAX Bl 3aaBacnol Kiankoerh,
Cragis 1, Kiaekicrs zocaimgenn - 6. Kpurepiii
APHITHATHOCTI: KOWKIA OAMHHIL - HE MEHIC HiK Q+3
.,

Cramga 2. Kinpkicn, aocaiorens - 6. Kpurepiit
npuitnsrnoeti:s Cepeane SUaHCHRg LT peix 12
nocaiukens (S1 4+ $2) expinanerrrno wi Simnue uik
Q. Ta HE MAE SKOAHOTO JHANCHNN, MCHILE Hine Q-15 %

Kinsricunit saict (BEPX) S 1891 Cepoiie anauenns  kiabkicnoro  wmicry  zeesra | 100.5 mr
ORPEMIX TalIeToR Mac CriaTH e Mere 95,0
wa rabaerky 14 ve Giapme 1050 st wa Tabacrry (sin
95% 10 105%, i 3auns1cHOro BMICTY).

Oauopianicts  aosomannx | €np. Qaps. Biuosiaac siaorast €np. dapa. 2,
O

Ceprudikar skocri:

Ipusuaacuns: Yrpaina
AORERCH I BRARACTINE KOMEDPLLT HOKD 5 HaTa0 6 008 ZRI0RHN DAL QU SIKos us ossion euinpadiviikng i SORTQETKNOHEAL OTaTine, POIQUTHIORCIRE 1PRTIN
BrobaM B BORPEAIHOTE A0THOTY RO,

Cropinxa | 33
ey WAPEBRA asbyvas Jouce baaceprue, 2 poyy e bsgacrpic, 37530 Hove-cop-Cic, Dpaiie ST, (0335 T2 B3 AT ‘}) A PF B }\@}
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| Hororm «bapesa Anbyam
Jone hmerpiaie, 29 poyt see liaerpie, 37530 Hloce-ciop-Cie, Mpania

Teg. (+33) 247237778
Daxe{4+33): 247237980
Ceprudikar anajizy
Hazpa svrepiasy: BIALP,
Koasarepiany: 3484UKR
Honep cepii; BRS1I00
Japecerposaia cneudiranis ag indopraun OORSO7278(25-07-2013)
Jara mipoGunrea: 01.2024
“fepmin npiiarnoct; 12,2028
Jara recrysanns (PPPPAMMUL): 26.02.2024 Possip cepiic 4900

DAPEBA AsmGyas
Bone laacrpiane, 29 poyr aee lijacrpic,
37530 Hoce-ciop-Cie, Pparuis

[ipsntirsa: Byasmor 3 agpeci mozke DyTi 3a3padciia na yoaxoiti Ak "Poce-sur-Cisse” ado "Pocé-sur-Cisse”, 3a1OKLo BLL BHpasy,
sasauctoro s Peecrpariituomy Noesiasenni ans xpaiui.

Hinewsin ira pupoGuieo Ne 2023 327 1.2
Ceprinpicar HBIT 2023/HPF/ER/174

Homep Pecerpaniiioro Tocsiuenis: UAA313/01/03

Jlhoua pevori: craaenwhiay wirpar
Kitbiicrs: 140,430 mrrataersy, o cxpinaaeirno 100 svrabierky cuaenapiiy

Hikapenka opma; TaBerka, BEPHTA IAIBKOBOIO 000H0HKOI0, 100 w1

Purr 1a poasip nakysaiis: 4 Tabaersn na Gaicrep, 2 Gaicrepn y kaprouniii Kopobul.

Kiruiiers npoayeTy i cepil BHPBAKENA AR KUILKICTS 0N HHUD YIIROBAIHX KOPODOK POTOBOTO POAYKTY 1A Cepito.

Upeso mikpoopranismin siaosizae sumoran Cap. hapm, S04 s HEBOAHHN OPEHAPATIB JUIH OPLILHONO 3aCTOCYHURIS. Hani
FHIPOTYBRINIA HC BIKOTYIOTHCA PYTHENO, BLINOBLHIC ¥ BIILLIKY apoBysaing, KO PCIYARTAT I FUAUCIHNT & ceprudiari
ananity, BHnpoSYBIHI I BHROIYBAIOTH,

Lnentidikanis rurany giosenay (B 171): punpoGysatiig o0Mexennx FalaeToR Ha TIFANY oKci rosuTsne. Jdake sunpodysams
HC BHKOTYCTBCH PYTIINO, BLUIOBIAMC y sunaaky sunpolysatis. Ko pesyaprar ne samancuniit B cepradixari ananizy,
BHNPOSYBAUITHA HE BUKORYBAIOCH.

Lnewrndpianis insurorapainy (E 132): punpodysanns odmenetix TabARTOK 1R HHrOKapMin amomiicamit sak noswrusie. Jave

BIIPOBY B HC BUKOHYCTROS PYTHINO, BIITOBJIC Y BUNAAKY BHNPOGY RN, SIRINO PesyILTAT HE sasnaveniii B copridixari
aAaRi3y, BUIPOBYBANI 1C BHKOHYBAIOM.

Hosyseaianiy sursactses KOMEPIY PHICHO §gian the L AN 01epanii, a v R ST NI ST RGN EEGHPOOIE opT e, Fomonchisatiin Vi
Grodant i BONCpemare KBy alaparend.

Cropiuxa 233
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Jlovorun «bapera Aslvam
Jome perphane, 29 poyr aee naaerpic, 37530 Moce-ciop-Cie, Opannis

Tex (+33% 247237778
Darc(+33) 247237980
Ceprudikar ananizy
Hassa aserepiaay: BIAPA®
Kostasrrepiany: 3484UKR
Howmep cepii; BS81100
Fapecerposnua cienmpixaris o idopmartii Q0ORS07278(25-07-2013)
Hara nupoduinn; 01.2024
“Tepuin npuaarHocTi: 12,2028
Jbvra vecrysanns (PPPPAMM/IU): 26.02.202:4 Possip cepii: 4900

Honep ceprudiata - e komGinatis nomepa cepil Ta Koy IPOAYKTY, 4 CACKTPONIIAI TUHE BARiAOBANKIT BIANOBIARO 40 BHMOT
CGMP CIIA 1a GMP €C.

LM SACRUIYIO, HIO BABEICHS BHINCG IHGOPSIILiA € A0CIOBIPUOIO Ta TOUIO, Lt cepis npoayrry Gyia pipolacna, BRIONIONY
MAKYBANI/ MAPKYBAIIA Ta KOMIPOAb ARCCTI, y noBUiH pignopiuoctt a0 pusvor HBIT micuesoro peryistropiioro oprady 1a
cneidhikaniit, 2a3uaueius B peeerpatiittony nocsiuenu kpain-ismoprepa. Biznosimmit ol inrpeaieiy Oy supodacuuii
phoniang 10 savor HBIL Byso nepenipono samucn 1040 o0po0Ka, HakyBauus il sHaiiay cepil Ta BCTAHOBICHO, 1O BORY
sinosizaote srsorast HBIL Byan-axi aocalmreins, sEx e pepianosi ot Oy saTBepRent.

Haussit coprudirat Oys crnopentii BATLAOBINOIO CHETEMOKO T3 U JHTCITI Ged PYRBIHCHOrD NUEICY,

OUIHKA YTIOBHOBAKEHOIO OCOBOIO.

Jloxanpua MITKS Hacy BHITYCKY cc:pi'f: 14/03/20124 17:19:34
MM/PPPPY

Eackrpommit nipe: BILLES Ségoldéne

OOV CGPOITTIIKAM § RO IPOAOITIN A, P, it TReiiM
SOTR0HY HRGHOHCHT,

CLORYMEHTAIE BREHICTIRN KOMEPTHTHOWD 1o v v dain @ cpaniil, i TR
pceliag ) BOHSPLAREOIT

Cropinxa 333

HOpuunng aapecs; GAPEBA Asbyas Joue Injserpiaie, 24 poyr ace Iwacrpic, 37530 Hoce-ciop-Cle, Dpanaig CTea (433 243237778 Al (DAPI:B ,{\Q@
s 2 5 3 $ f 03 o ¥
SALS, et sion 5 EUHeIom HHI00G eapo « T9R0953505 ©ORES Bodmund - N TNA FRASTORRIZIRG  Porspysimana 140320024
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Certificate of Analysis
Matedal Name: VIAGRAE
bateriat Codes J4BAUKR
Lot Numiber: BBE1HE
For information regisiored specification QORSU7278(25-07-2013)
Date of Manufacture: (31-2024
Expiration Dala: 12-2028
Testing Date (YYYYIMMDD) ¢ 2024002126 Bateh size 4 900

Test Method Limit Result

idestity -Visusl Vgt Blue, rousded diamend shaped Him-coated fablets, MEETS TEST
dobossad with VISR 100 on one side aml Pl on
fhe pther.

Wales content Wa A.0% reaximsm 28%

tdentity of Sildenati (IR} (&R Toblet extragt oxhibits a spectrum which iy MEETS TEST
oasentially identical 1o that of the sildenafil citmte
toference standan pregared in thy same maanes,

Dissoiutivn [Sxe] The raquirements are mot i thi quantity of 102 %
sildenafil dissolved after 30 minutes conformg o
the asseptanes tabie given bl where D850%
Continae testing through the two stages unless the
sty confanm ot S1.
Ther guartity 1 is the amont of sikfenalil dissolvedt
expressed as o percentage of label claim.
Stage $1-Number of tests © 6 -Acceptance Critgnia
L Each unilis nof lass than Q

Stage S2 - Number of tests © 6 - Aveptane

Crites

tia  Avoraga of 12 units (51+82) is equal 1o of

groater thars 0 and ro result is less thaa Q- 15%,
Assay (HPLC) RSN The average of Wen indvidual tablet as5ays shauld IS g
be not less than Y54 mg per takdet, por more: ihiat

1050 g por tiblet (98% 1 108% tabel dlaim),

Uniforaily of Bosage Linits P, Eut. Wonts PhEun Requiementi 23

Certificate of Quality:

Destination: Ukraine

e b P v wIAA SO ERs e i POt

et

Rrnsdodag PR BRI et i veadt e WG %

e e ey by wepaa 300 tug iy iy
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EARE NA

FAREVA Ancise
2 de Potdsur-Cisse

25 Route din Industéng

AHA0 Pocs-sur-Cissn
TEL {(+23) 2ATLITITE
FAX (+33 . 24T2AVHED
¥ * «
Certificate of Analysis
Maledat Name: VIAGRAS:
patedal Cotde: 34B4UKR
Lot Kumber: 8881106
For information registored specilication QORBGTZT8(25-07-2013)
Date of Manufacture: 01-2024
Eapiration Data: 12-2028
Testing Date (YYYYIMMOD) 2024i02/26 Batch size . 4 900
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/HPE/FRI174

Nurmbar of tha registration certificate: UA/0313/01/03

Active Substance: Sildenafil citrate
Product Strengths Sitdenafit citrate 140,450 mg/tablet, equivalent to Slidenafil 100mg/tablet.

Qosage Form ; film-coated tablets 100mg.
Type and size of packaging : 4 tablets per blister, 2 blisters 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-agqueous 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 (€ 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 Cok, testing was not performad.

indigo Carmine (E 132) Identification: limit tablets test pasitive far Indigo Carmine Aluminium Lake. This test is not performed
routinely, meets when tested. If na results are listed on the Coh, testing was not performed.

rvhares PRCETETRICY 106 v 2wty ralitia 106 b yutaiond sod tved by agilams st nipdakity Npma Losaeinsniets S S Kot BEAAR S0 s AARI B SOMIILARE
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FAREVA

FAREVA Audiciae
2t de PocsurnCingo

2% Foute dis bndusides

ARG Poaciaur-Cisso
TEL {#33) JILSTITS
FAX (+33 PATIATHD
g .

- Certificate of Analysis
paleriat Name: VIAGRAS
tateriat Code: J4B4UKR
Lot Humber: 8841106
For informatian registered specitication QORSHT278(25-07-2013)
Date of Manufacture: 01-2024
Expiration Date: 12-2028
Testing Date (YYYYHIDD) 2024102026 Bateh size . 4 900

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 &U GMP.

{ hereby certify that the above Information is authentic and accurate. This batch of product has heen manufactured, including
packaging/tabelling and quality control in full compliance with the GMP requirements of the local Regulatory Authority and
with the specifications in the Marketing Autharisation 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: BILLES Seégoléna Lot Release Local Timestamgy 14/03/2024 17:19:34
(DDIMMIYYYY)
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AEPAABHA CIIYVIKBA 3 JIIKAPCBHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHM Y KHMIBCBHKIN OBJACTI

npog. Ceitmunoi Haail, 3, m.Kuis, 02099, ten/barc: (044} 363-06-50
E-mail: dis.kof@dls.gov.ua, Kog €HPIIOY 37078774

BUCHOBOK
NpPO AKICTH BBE3CHOI0 B YKpaiHy JIKapchLbKoro 3acofy

11.10.2024 Ne 50767/24/10

BIATPA®

(xalinenyBaHRA Jikapeskoro 3acofy 3rimuo 3 peecTpamiiinis nocsiAICHHM)
TabJeTky, BKpHTI NIiBKOBOIO 060a0H K010, 110 100 Mr o 4 Tatuerin y Haictepi; no 2
OaicTepi B RapTomiii xopobui

(thopma pimycky, J03YRABHA, BIUA MAKYEAHHS AiRApCLROrD 20c06y)

Homep peectpaniiizoro moesiguenns UA/0313/01/03 crpok Afi peectpamiiinoro noceiguesas 01.01.2099

Cepis aikapesgoro sacofy Ne B881106 KinbkicTs BBe3enorn gikapeskoro sacaby 30
Bupobunxk Dapesa Anbyaz, ®panLis
{traitmertynanna pupobSiunke aikapeskoro sacoby, kpalHa noxoipKenia)
Beeseno B Yxpainy Cninnne yxpaincueko-ecToNchKe NiANPHEMCTBO Y opMi ToBapHCTBa
3 o6mexxenoro sianoBizaasuicTio Y OnriMa-@apay, JITAM, iaeur. ko
21642228

{naitsenysanHs Ta xox 3a €APIIOY wpnanuanoi ocofis afo npispisule, ia's, to Batskon Givuoi
ocofi - niarpicyus, 1 Micle MPOKIBANHA T2 peccTpaltifiniuil oMep obaixono] KapTan maTHIKS
nogatkis a60 cepis Ta HOMep ARCNOPTA)

TIporosxoa Bisyaawnore xorrpomo piz 08.10.2024 xe 3025/2,

3a  pe3yneTATAMM  GEPAKABHOTO KOHTPOMO BCTaHOBAGHO, Mo alkapcekuii 3acid seesedo B Yrpainy 3

AOTPHMAHHAM sunMor 3a8cHOIABCTRA 1010 3a0e3Nedelig sKoeT] Mkapeskix 3acobia.

/é : w Biktop CTE®KIBCHKUIA

A7 i P .
g TanncF {ininiany Ta npizamie)
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Jlorotun «@apesa AmGyas»

3one Inpactpiane, 29 poyr aec Inpactpic, 37530 Ioce-ciop-Cic, ®panuis
Ten. (+33): 247237778

Daxc(+33): 247237980

Ceprudikart ananizy

Hazsga matepiany: BIATPA®

Koxa marepiany: 3480UKR

Howmep cepi: C006704

1 indopmanii 3apeectporana cnenudikartis: O00RS07278 (25-07-2013)

Jlara BupobHuuTBa: 02.2024

Harta 3akinyeHns Tepminy npupatHoeri:  01.2029

Hara sunpobysauns (PPPP/MM/AN): 05.04.2024 Poamip cepil: 5280

Bunpobtysanna Memoo Menci Pesynsmam
Inentndikanis - Bisyansno | Bizyamenuit Tabnerxks, Bxpuri [wiiBkoBo  obonoHkowo, | BITIOBIOAE

GnakurHoro xomsopy, y ¢opmi  giamauty i3 | BATIPOBYBAHHIO
3a0KPYIJIEHUMH KpasMy, 3 TucHeHHaM "Pfizer" 3
onHoro 6oky Ta "VGR 100" 3 inmoro.

Buicr Bonu W 151 Maxcnmym 4,0 % 2,6 %

Inentudikauia cmnpenadiny | 13.973 Exctpakt TabneTok AeMOHTpye cnekTp ineHTwunuit | BIATIOBIIAE

I CHEKTpY CTaHmapTy cuiageHadinmy unurpary npu | BUTIPOBYBAHHIO
NPUroTYBaHHI B ONHAKOBHX YMOBAX

Posunnenns D 27.81 Bignosimac Bumoram, Axmo Kinekicts cungeHadiny, | 99 %

mo pozumHmiacs 3a 30 XB, BigmoBimae BuMoram,
BKazaHuM Hipkue, e Q=80 %. SIkuio pesyneTar He
6y orpumanmii mBa crapii Sl  HeoOximgHo
TPOJOBIKYBAaTH IOCHIDKEHHS IO ApYyTof cTafii.

Q — ximekicTe cunuenadiny, mo posuuHMIacH,
3a3HaYeHa y BiZICOTKAX Bij 3asBJIEHOT KIJILKOCTI.
Crania 1. Kinskicts nocnimxens - 6. Kpurepiii
NPUHATHOCTI: KOXKHa OAWHMIA - HE MeHwe Hix Q+5
%.

Cragis 2. Kinekicte mocnimxens - 6. Kpurepiit
npuitusrrocti:  Cepenne 3HayeHHs mis Beix 12
nocrimkers (S1 + S2) exBiBaseHTHO YU Ginblie Hix
Q, Ta He Ma€ >KOAHOTO 3HaYeHHs, MeHme Hix Q-15 %

Kinskicauii Bmict (BEPX) S 189.1 Cepenue 3HaueHHA KinbkicHoro Bwmicry pecsatu | 102,3 mr
oxpeMux TabneTox Mae cKiIajaTH He MeHuWe 95,0 Mr
Ha Tabnerky Ta He Ginpwe 105,0 Mr Ha Tabnerky (Bin
95% mo 105% Bix 3a9BAEHOrO BMICTY).

OnHxopimuicts  poszoBanux | €p. Gapm. Bimmosinae Bumoram €Bp. @apm. 4,7
OZVHHMIIB

CeprudixaT SKOCTi:

Ilpu3HaueHHsa: YKpaina

JHoxymentrauis ssakaerscs KOMEPLIMHOIO i vanaetses ans ainosux onepartiii, a Takosxk s 03HaloMIEHHA CriiBpOOiTHHKAM | KOHTPOOOUHM OprasaM. Po3noBCIOAKeHHA TpeTiM
ocobam Ge3 nonepeaHporo 103801y 3a50pOHEHO.

Cropinka 133

IOpumyuna anpeca: PAPEBA AmGyas 3oue Inpactpiane, 29 poyT nec Innactpic, 37530 IMoce-crop-Cic, ®panuia -Ten. (+33): 247237778 -daxc: DOAPEB A®
247237980 http://www fareva.com
S.A.S. equmi akujosep 3 KanitasoM 100000 egpo - 799995386 - RCS BoGumbi - Ne TVA: FR45799995386 Poaapyxopano: 04.03.2024

By au N 767 0/(7 AL05 014

422

7,
&



Jlorotun «®apepa AmMOyas»

3oue Inmacrpiane, 29 poyr nec Inmactpic, 37530 Iloce-crop-Cic, @pais
Ten. (+33): 247237778

daxc(+33): 247237980

Ceprudikar anaaizy
Haspa marepiany: BIATPA®
Kox matepiaiy: 3480UKR
Homep cepii: C006704
3apeectpoBana cneuubikauis wis indopmaii: 00RS07278(25-07-2013)
Jlata BupoOHULTRA: 02.2024
TepmiH NpHAATHOCTI: 01.2029
Iara Tectysauns (PPPP/MM/IL): 05.04.2024 Posmip cepil: 5280

DOAPEBA Ambyas
3one Iumactpiane, 29 poyT nec InnacTpic,
37530 Toce-crop-Cic, Opanis

Ipumitka: Bymaus B appeci Moxe OyTH 3a3HaueHa Ha ynakosui sk "Poce-sur-Cisse" aGo "Pocé-sur-Cisse", 3aneH0 BiJ BUpasy,
3a3HaueHoro B Peectpauiiinomy IToceiguenni ais kpaidu.

Jlinenais na BupoGHuITBO Ne 2023 327 _1_2
Ceptudirar HBII 2023/HPF/FR/174

Howmep Peectpauiitnoro IToceizuenns: UA/0313/01/03

Jlitoua peyoBHHA: CHIACHAdINY UUTpaT
KinbkicTs: 140,450 mr/rabieTky, o exsisanentHo 100 Mr/rabnerky cunaenadiny

Jlikapceka hopma: TabneTka, BKpHTa MiBKOBOKO 060/10HK010, 100 Mr

Tun Ta po3mip naxyBauHs: 4 Tabnetku Ha Gnictep, 2 GnicTepn y KapTOHHiH KOPOOLi.

KinbKicTb IPOAYKTY B Cepii BUpakeHa sk KiIbKICTh ONMHHIIb YTIAKOBAHMX KOPOGOK rOTOBOrO MPOIYKTY Ha cepiro.

Ypcino Mikpoopranismis: Bianosinae sumoram €sp. ®apM. 5.1.4 Wia HEBOIHUX npenapariB [ OpanbHOro 3actocysanHs. Jani
BHNPOGYBAHHA HE BUKOHYIOTBCA PYTHHHO, BiMNIOBiNae y BMNaJKy BUNpPOOYBaHHA. SIKIIO pe3ysbTaT He 3a3HaueHuii B cepTudikati
aHasnizy, BUnNpoOyBaHHsS HE BUKOHYBalIOCh.

InenTudikauis Tutany aiokcuny (E 171): BunpoGysanHs oOMeKeHUX TabeTOK Ha THTAHY niokcun nosutysHe. Jlaxe BUNpoOyBaHHA
He BHKOHYEThCS PYTHHHO, BiAmoBigac y Bumamky BunpoGyBanHA. SIKIIO pe3yJbTaT He 3asHaueHnii B ceprudikari ananisy,
BUIpOOYBaHHS HE BUKOHYBAIOCH.

Inentndikanis inguroxapminy (E 132): BunpobyBaHns o6MexeHHX TabneToK Ha inpuroxapmin amomiHieBuit lak nosuTueHe. laue

BHIIpOGYBaHHA HE BUKOHYETBCSA PYTHMHHO, BIANOBIAAE y BUMAAKY BunpoGyBanHA. SIKIO Pe3yNbTaT He 3a3HaueHui B cepTUdikati
agasizy, BUNpoOyBaHHA HE BUKOHYBAIOCH.

JHoxymeHTaUis BEAKAETHCA KOMEPLIIFHOIO i nanaeTses Ans AUTOBUX Orepauiii, 8 TAKOX U1 O3HaHOMITEHHA CriiBpoBITHURAM 1 KOHTPOIMOIOUHM QPraHaM. Po3MOBCIOMKEHHA TPETIM
ocofam Ge3 monepeIHBOro N03BOITY 3a60POHEHO.

Cropinka 233
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Jlorotun «®apesa AMOyas»
3one Ingacrpiane, 29 poyrt aec Inaacrpic, 37530 Ioce-crop-Cic, Ppanuis

Ten. (+33): 247237778
Daxc(+33): 247237980
Ceptudikar anajisy
Hazga matepiany: BIATPA®
Kon martepiamy: 3484UKR
Howmep cepi: C006704
3apeectposana cneuudikauia s inpopmawii: 00RS07278(25-07-2013)
Jara BupoOHULITBA: 022024

JlaTa 3akinuenHs TepMiHy npuparsocti:  01.2029

Tata punpo6ysanns (PPPP/MM/I]D): 05.04.2024 Posmip cepii: 5280

Homep ceptuoixara - ue komGinamis Homepa cepii Ta Kofly NPOAYKTY, @ CIEKTPOHHNAH HiANHC BaMiJOBaHM BIINOBIHO IO BUMOT
CGMP CILIA ta GMP €C.

LluM 3acBinuyio, 10 HaBeaeHa BAmE iHQOPMALliA € HOCTOBIPHOIO Ta TOYHOM. L cepis nponykry Oyna BupoGieHa, BKIIOYAOUH
NTaKyBaHHA/MapKyBaHH:i Ta KOHTPOJb SKOCTi, y MOBHIiM BimmosigHocTi m0 BHMor HBII MicueBoro peryJsTOpHOTO OpraHy Ta
crenudixanili, 3a3Ha4ueHUX B peECTpaLiHHOMY NOCBiUeHH] KpaiHU-iMIIOpTEpa. Bixmosinumit akTusHui inrpegieHt 6ye BupoOienui
pinnosiano mo Bumor HBIL Byno mepesipeno 3ammcy mojo o6poGku, naKyBaHHS Ta aHamisy cepii Ta BCTAHORNEHO, LIO BOHM
BinmoBizaroTs BuMoram HBII. Byne-axi DOCTiDKEHHS, BIAXWICHHA Ta HeBiamoBigHocTi Oynu 3aTBEPAIKEHi.

Jlanuii ceprudixat 6yB cTBOpeHuH BaJi0BAHOIO CHCTEMOIO Ta € JiHCHHM §€3 PYKOMHCHOr0 MiAmcy.

OIIHKA YIIOBHOBAXEHOIO OCOBOIO.

Enexrpounuii migmuc: MALVAULT Aurore JlokanbHa MiTKa 4acy BHITyCKY cepil: 31/05/2024 10:42:45
(I/MM/PPPP)

JIoKyMeHTALlA BBAKAETHCS KOMEPLIIFHOIO i HanaeTses ANA AUTOBHX ONEPaLii, @ Tk AnA 03HAHOMIICHHA CriiBpOBITHHKAM | KOHTPOIIOIOYHM OPraHaM. PO3NOBCIOIUREHHS TPeTiM
ocobam Ges nonepeaxsora 403pomy 3a6opoxeHo.
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JAEPKABHA 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 €APIIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

08.04.2025 Ne 15901/25/10

BIATPA®

(naiiMeHyBaHHS JliKapChKOro 3aco0y 3rifHO 3 peecTpaliifHUM ITOCBiTYEHHAM)
Ta0JIeTKH, BKPHTI ILTIBKOBO10 000,10HK010, 10 100 Mr o 4 Taduaerkn y bJicrepi; mo 2
OJticTepn B KapTOHHIH KopoOwi

(thopma BHMyCKY, AO3yBaHHs, BH IAKYBAHHA JIiKapchkoro 3acoy)

Howmep peecrpauiitnoro nocsizuennss UA/0313/01/03 crpox aii peectpauiitnoro nocsinuenns 01.01.2099

Cepis mixapcbkoro 3acoby Ne C006704 Kinskicrs BBeseHoro rikapeekoro 3acoby 120
BupoGruk dapesa AMOya3, Dpanuis
(naliMeHyBaHHA BHpOOHHKA JIIKapCHKOTO 3ac00y, KpaiHa MOXO DKEHHS )
Baesero B Yipainy CrijbHe yKpaiHCbKO-eCTOHChKE MiAMPHEMCTBO Y popmi ToBapucTBa
3 o0Me:xeHO10 BiqnosinansHicTIo "OnTtiMa-®apm, JIT/L", inenr. kox:
21642228

(naiimeHyBaHHs Ta koj 3a €/[PTIOY ropumnuasoi ocobu abo npissume, iM's, no OaTbKoBi (izuaHOT
ocobu - mignpuemns, i Miclie IpoKHBaHHA Ta peecTpaliiHmi HoMep 00IIKOBOT KAPTKH IJIATHHKA
nojaTkie abo cepis Ta HOMep Macnopra)

Iporoxoa sisyaasnoro xkourposo six 07.04.2025 Ne 0998/1.

3a pesynbTaTaMu [Ep:KABHOIO KOHTPOIIO BCTAHOBIEHO, IO Jiikapcekud 3acib BBeseHo B VYkpainy 3
JOTPHUMAHHSM BuMmOr 3aKOHOJABCTBA 1I0/10 3a6e3neueHHs AKOCTI JIIKapChKHX 3ac00iB.

o

Ouera €CPbOMEHKQO

{nigmre) {iwinianm Ta npisemue)
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