JAEPIKABHA CJIYXKBA 3 JUKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCHKI# OBJIACTI

npoe. Ceitmiynol Haail, 3, m.Kuis, 02099, ren/daxe: {044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kox €APTIOY 37078774

BHCHOBOK
PO SAKICTH BBe3eHOI0 B YKpainy Jikapeskoro 3acoby

14.06.2024 _ Ne 28515/24/10

BIATPA®

{waliscHyranHg FiKapeoKoro 3acody ariane 3 peectpaiitny TOCB AYCHHEAM)
TabaeTKH, BKPHTI MIIBKGB0IO 00010HKOI0, 10 100 M no 4 Tabrerkn y Guaicrepi; no 1 6aicrepy
B KapTouniil xopobui
{shopara BiNyeKy, HoIYBaKHA, BT MAKYBRHIA HIKADCHROIO 3acuby)

Homep peectpauiitaore nocsingenns UA/313/01/03 expok aii peectpaniiinoro nocsiguenna 01.01.2099

Cepis aikapeexore 3acoty Noe B868703 Kizukicts BBezenoro nikapcekore sacofy 120
BupoGunk Dapesa AMOyaz, Ppanitis
{saiiveryBaHHE BUPOSHItKY TikAPCLROrO 3ac0By, KPaiHD TONODKCHHH)
Becsenio 5 Yipainy Chnignie yKpaiHCEKo-eCTOHChKE MIANPHEMCTBO ¥ hopyi ToBapHCTBA
3 obmexeno10 BignosixanbuicTro "OntirMa-Papm, JITH", inenr. koa:
21642228

(naizvenysans Ta soi 3a CAPIIOY wpuapuol ocobn abo npizemie, in's, no Gatsroni (izmmoi
ocofir - pianpirenmud, i Micue npoxieanng Ta peectpaniiingit nosep 08aikosol RapTY mAATAKSD
noaatkis abo cepis Ti HOMEp NacaopTa)

TpoToxou eizyannnere konrpono siz 13.06.2024 X 1613/3.

32  peaynsTataMil  AEPAABHOTO  KOMIPOQ  BCTAHOBIEHO, [MO  JiKapeekmil 3aciG Beezese B Yrpainy 3
ZOTPHMAHHAM sHaor 3aK0HOAARCTEA W00 340e3ISHEHNA AKOCTE AIKAPCERAX 3ucobip.
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Jorotun «@apera AmOyasy
3oue lunactpiane, 29 poyr xec Ingactpic, 37530 Hoce-crop-Cic, Dpanuis

Ten. (+33): 247237778
Pare(+33): 247237980
Ceprugikar ananizy
Hassa marepiany; BIATPA®
Kon matepiany: 3482UKR
Homep cepi: BRG68703
naa tedopmanii 3apeectposana cnenudrikanis: QORS07278(25-07-2013)
Hata supoBupurea: 11.2023
Jara sakinseHns tepMidy npiiatHoet: 10,2028
Jata Bunpodysanus (PPPE/MM/II): 07.12.2023 Posmip cepil: 21060
Bunpodyeansnn Memod Meoct Pezynpmam
[nenTuikanis - BizyansHo Bizyannassii Tabnerxn, BEpHTI MAIBKOBOK) obononxoro, | BIIITIOBIIAE

brakuraoro  xomeopy, Y (opmi miamanty i3 | BUIIPOBYBAHHIO
3a0KPYIIIEHNMHM KpaAMM, 3 THCHeHHam "Pfizer” 3
oanoro Goky ta"VGR 100" 3 inmoro.

Bwmict soau W 151 Maxkcumym 4,0 % 2,6 %

InenTrikauis cunenadiny | I3.973 Eketpaxt Tabnetox gemontpye crmextp imentmunmii | BIITIOBIJAC

() CHEKTPY CTaHuapTy CufiacHadimy wurtparty npu | BHIIPOBYBAHHIO
NPHTOTYBAHHI B OJHAKOBHX YMOBAX

PozunHenHs D27.81 Biamosigac suMoram, SKMo KiNbKICTE cunpeHadiny, | 97 %

mo poszunHupaca 3a 30 xe, BigmoBigac BUMOran,
BKazaHuM Humue, ge Q=80 %. Skuo pezynsraT He
6ys  otpumanmit  Ha cramii S1  Heobximmo
NpOJ0BAYBATH HOCTIDKCHHA A0 Apyroi cranii.

Q - kinexicrs cungcHadiny, We POITHHANACH,
333H2UeNa y BIACOTKAX Bifl 3aABNEHOT KUIBKOCTI.
Cragin 1. KinpxicTs nocmizkens - 6. Kputepiit
NPHANSTHOCTE KOWHA OIUHHLA - HC MEINLe Hik Q+5
%.

Crapiz 2. Kinexicte gocnimxens - 6. Kpurrepiit
npuitagTiocti:  Cepefuie 3Hauyenns mId Beix 12
nocaimrens (S1 + S2) exBiBaNeHTHE 9 Glnbie Hix
Q, T2 He MA€ XOAHOTO 3HAYEHHS, MeHne Hix Q-15 %

Kinpkichni pamict (BEPX) S 189.1 CepenHe 3uaucHHA KinekicHoro BMicTy mecars | 99,3 mr
OKpeMHx TabNeToOK Ma€ CKIAfaTH He MeHme 95,0 mr
na tabnetky Ta He Oinbuie 105,0 Mr Ha TabneTky (pin
95% 0 105% Big 3adBnenora BMicTy).

Oanopignicts  nososanux | €sp. Gapm. Bixneeigae sumoram Cep. dapy. 34
OZMHHIE
CeprudikaT aKocTi:

IIpusHadeHHs: Yxpaina

HokyMcntallis spawactbed KOMEPLIIHHOIO | HagacThes Am7 Zinosnx GnCpauii, 2 Takow UTA Q3RAAOMACHI CTHEPOBITHIKAM | KOHTPOMEOIOMHM GpPranam, PO3II0BCHOIKCHAA TpeTiM
0coban 63 10NePeHsOre 03ROy 3a60POHEHO.

Cropinka 1 33

HOpitnsrana anpeca: PAPEBA AmByas 3ore lnaactpiane, 29 poyT aec Inaactpic, 37530 [oce-crop-Cic, Opanuin -Ten. (+33): 247237778 -(rake: @APEBA@)
247237980 http:/wiww fareva com
S.AS. expnit akuionep 3 kanitanos 100800 espo - 799995386 - RCS BoGunsi - Ne TVA: FR435799995386 Pozapyxowane: 15.12.2023
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Jororun «Dapesa Ambyaz»
3oue lunactpiane, 2% poyr nec lugactpic, 37530 Noce-ciop-Cic, Ppanuia

Ten. (+33): 247237778
Make(+33): 247237980
Ceprudikar ananisy
Hazpa marepiany: BIATPA®
Ken matepiany: 3482UKR
Homep cepil: B&68703
3apeccrposana cnelindixaiin ang indopaanii: O0RSC7278(25-07-2013)
Hara BupobruuTsa; 11.2023
Tepais HpHIATHOCT: 10.2028
Hata Tectysanss (PPPP/MM/ I 07.12.2023 Posmip cepii: 21060
DAPEBA Ambyas

Joue Inpactpiane, 29 poyt iec Inmactpic,
37530 Ioce-crop-Cic, dpannis

[pumiTia: Byauus B aspect moxe GyTH 3a3iadena Ha ymakorui sk "Poce-sur-Cisse” a60 "Pocé-sur-Cisse", saierxcro BLJ BHpA3y,
3a3Haqeroro 8 PeecTpauiitnomy [locsinuenai ans kpaimm.

JineHsis na BpobunuTEo Ne M 17/091
Ceprudixar HBIT 2021/HPF/FR/158

Homep Peectpanifizoro [locsinuenus: UA/0313/01/03

Hirada pevoruna: cunperadiny wnrpar
Kimnxicts: 140,450 Mr/Tabnerky, mo expisanentro 100 mr/tabrerky cungexadiny

Jlikapceka Gopma: Tabnerka, BKPHTA IUTIBKOBOXO 060I0HKO10, 100 Mr

Tun ta posmip naxysannsa: 4 raGnerxy Ha 6nictep, 1 fnicTep y xapTOHHIH KOPOBL.

Kuexicts nposyKty B Cepii BupaskeHa K KiTbKICTS OIMHHIIb YITAKOBAHHX KOpoBoK roTOBOrO IPOZYKTY Ha Cepiro.

Hucno mixpooprakismis: Bignosigae BuMoram €pp. dapM. 5.1.4 i HesomHMX Npenaparis 478 epalbHOTO 3acTocysandd. Jami
BUMPOOYBAHEA HE BHKOHYIOTHCs PYTHHHO, BIINOBIAAC Y BUNAAKY BHTpoSysauus, Skio Pe3YILTaT He 3a3HAYCHHH B ceprrikari
ananisy, BunpofyBaHHs He BUKOHYRATOCE.

[renTudiranis turany piokcuay (E 171): ernpoBGyranHs o6MexeHEX TaGNETOK 1A THTAHY HioKcHi nosHTusue. Jaie sunpoGypanis
He BHKOMYETHCA DYTHHHO, BIONOBifae Yy BUmadxy BuipoOdyBaups. SKUO pe3ymbTAT HE 3a3HAYEHMI B ceprudikari anamizy,
BUIIPOEYBAHHA HE BHKOHYEAIOC.

Lneutudixauis inmuroxapminy (E 132): Bunpotypauns obmexeunx TabacToK Ha inguroxapmin amomiitiesnii nax nosurHeIe, Jaue

BUNPOGYBaHHA HE BHKOHYETHCR PYTHHHO, BIINOBINAE ¥ BIMAAKY BHNPoOyRauHg. Ko pe3ynbrar ke 3azuavciuii B cepridikari
ananisy, BunpoGyBaHHA KE BUKOHYBAIOCE.

Hexymenrauis spakacrnes KOMEPLIHHOW { Hagacrses Juta Qijosns OUEPALIT, 3 TAKEHK JUIR OIHAAOMIEII CLIBPOGITHHKAM | KOITTPOMIDI 1K OPrataM. Po3moBCIGNHEL A TpeTiN
ocodan 803 nonepeinLOre A03BoY 2afopoHCHo,

Cropinka2 33

10pinana anpeca: PAPEBA Anbyas 3ore [naactpiane, 29 poyr gec [naacrpie, 37530 IMocc-crop-Cic, bpanuig -Ten. (+33): 247237778 -Daxe: CDAPEBA®
247237980 httprfiwww fareva.com
5.A.8. eanuuii akuioacp 3 Kanitanos 100000 ezpo - 799995386 - RCS BoBuusi - Ne TVA; FR43799995386 Pozapyxosano:  15.12.2023




Jlorotun «Dapesa Avbyas»
3oHe Innactpiane, 26 poyt nec lugactpic, 37530 Moce-crop-Cie, dpaniuia

Tem, (+33): 247237778
QGaxe(+33): 247237980
Ceprudikar ananizy
Hazpa marepialy: BIATPA®
Kon martepiany: 3482UKR
Homep cepii: B&68703
3apeecTposana crienudikanin Ana indopMauii: O0RS07278(25-07-2013)
Hara BupobuuirTea; 11.2023

Hara zaxiHdestis TepMiny npuataocri  10.2028

Hara Butipoysanus (PPPE/MM/TIIL): 07.12.2023 Posmip cepil: 21060

Homep ceprueikara - ue xombinanis rosepa cepii Ta kogy npoiykry, a CNCKTPOHREHHA NIANHC BT 10BAHKI BiATOBILHO 10 BrUMOL
CGMP CLUIA ta GMP €C.

Lum sacsigdyio, wo Hazespena BHIue IHPOPMALA € JOCTORIPIOIG TAa To4row0, Llx cepia npoaykry Gynia Bupobiena, BRIIOUAIONH
MAKYBaH A/ MAPKYBAHHA TA KOHTPOJG AKOCTI, ¥ MOBHIR Bipmoeizpocti o sumor HBII Micuesoro PErYIATOPHOTO oprany 1a
criewpikalii, 3a3HAUeHNX B PeecTpaliiiHOMy NOCBi19cHE] Kpaiud-iMnoprepa. Bifmosiannit aktnsruii inrpeient 6ys supobaenuii
Binnosiano 10 sumor HBIL. Bymo nepesipeno samic moge o6po6Ki, IEKYBAHHA TAa aHauisy cepii T2 BCTAHOBACHO, IO BOHH
BiAnOBinatoTe BuMoram HBIL Byab-axi focimKeHins, BiAXHNENII Ta HeBiATOBIALOCT Bynu 38TBCPIKCH]

Hanuii ceprudikar 6y cTROpeknil Baki NOBAROK CHCTEMOIO Ta © TilcHIM Ges PYKOTHCHOTQ [IIHCY.

OLIHKA YIIOBHOBAXEHOK OCOBOLD,

Enexrponruil nignuc: Cazeaux Beatrice Jloxanpia MiTka 44cy BAMYCKY cepil: 15/12/2023 11:25:22
(JJJYMM/PPPD)

Hokymenrania saazactees KOMEPLIMHOK i nanacrhen ana sdiomsmns OLEPAIAR, A TAKOK JUIH OINATOMNICINIE CiIBPOGITIHKAM | KOUTPETIOIONHM oprasay. Po3lUoRSIOIKEHHA THETIM
ocadawm O3 TENepearLore 40ROy 3afopoHeHo.

Cropinka 3 3 3

FOpuana appeca: GAPEBA Ambyas Jone Inaactpiane, 29 poyr nec Innactpic, 37530 Tloce-crop-Cic, Dpanuin ~Tea. (+33%: 247237778 ke (DAPEBA®
247237980 http:fwww.fareva.com
S.A.S. exnnii axuionep 3 XaniTaOM 106000 eppo - 799995386 - RCS Bobuunl - Ne TVA: FR45799995386 Pozipykorano:  15.12.2023




AEPKABHA CJIYKBA 3 JJIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCBKIA OBJACTI

mpos. Ceitnuunol Hagid, 3, M.Kuis, 02099, tex/daxe; (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €PIIOY 37078774

BHCHOBOK
PO AKICTH BBE3EHOI0 B YKpaiHy JikapchKoro 3acody

17.01.2025 Ne 699/25/10

BIAT'PA®

{HaiimenyBaiTHa mikapcekoro 3acofy sriaro 3 peecTpaniiinmm DOCB{MeHHAM}
TadnerKs, BRKPHTI INIIBK0B010 06010HKO, 7o 100 M1 no 4 Tabnerkn y 6aicrepi; no 1 Gnicrepy
B KapToHHi kopobui

(thopaia BiMycKy, AOTYRAHI, BHA NAXYBRaNHA MKApchiaro jacofy)

Honep peecrpaniiinoro nocsiguenna UA/0313/01/03 crpox aii peecrpanifinoro nocsiguenns 01,01.2099

Cepia nikapcskoro 3acoby Ne C006804 Kinskicrs ecseHoro nixapeskoro sacofy 480
BrpoGuuk dapepa AmOyas, Dpannis
(natimenypanya spofinxa Aikapceroro 3acofy, KpaiHa NOXOKKEHHE)
Baeseno 8 Yipainy CrinbHe yKpaiHChK0-€CTONCHKE ANPHEMCTBO Y OPAMI TOBAPICTBA
3 obae:reHoI0 BinnosixaasuicTio " OnTima-@apar, JTA", isenr. koa:
21642228

(HafiMenysanna Ta kop 3a CAPIIOV wpmarol ocobir afo npiseute, iM's, no Satexosi GizHunoT
ocadis - TigUpREMUR, T MiCHE IMPOKIBAEHA T2 peecTpaniitnimii Honep o6 tkoBOT KAPTRIL TATIGME
noAaTxis abo cepig Ta HOMEp nacnopTa)

Ilpororoa sisyansioro xenrpomo six 17.01.2025 N 0041/2.

3a pesyanTaraMH EpPKABHOTG KOHTPONID BCTAHOBAEGHO, M0 AiKAapchkuit 3aci6é ssezero B VYipaimy 3
JAOTPHMAHHAM 3HMOr 3aK0HOAABCTBA BI0]0 3a0C3NCYEHHA AKOCT] TiKapCEXHX 3ac0GiB.

Omsra EPLOMEHKO

{uiniamy Ta:apisemme);




Jlororun «Dapesa Ambyan
3one Innactpiane, 29 poyT mec lupacrpic, 37530 Toce-ciop-Cic, dpanuis

Ten. (+33): 247237778

Dake(+33): 247237980
CepTndikar anajisy

Hazsa nponyxry: BIATPA®

Kon nponyxkry: 3482UKR

Howmep cepii: C006804

Ilna indopmauii 3apeecTpoBaHa cricnMdikais: 00RS07278(25-07-2013)

Jara supobnuuraa: 02.2024

TepMil IpURaTHOCTI: 01.2029

Jara sunpobysanus (PPPP/MM/I): 18.04.2024 Posmip cepii: 21450

Bunpooysanns Memod Mesici Pesynomam

Laenrrudikauis - BisyaisHo Bizyansuuii TabneTkH, BKPHTI IJIIBKOBOIO o6ononxoto, | BIATIOBIIAE
GnakuTHOrO Konkopy, y ¢opmi amiamauty i3 | BUTTPOBYBAHHIO
300KpYIVIEHHMH KpasMmHu, 3 THCHeHHsM "Pfizer” 3
onHoro 6ooky Ta "VGR 50" 3 iHworo.

BwmicT Boan W 151 Maxcumym 4,0 % 2,4 %

Inenrudikauis cunpenadiny | 13.973 ExcrpakT TabrnerTok aemouTpye ciekrp ixentuunuii | BIATIOBILAE

(9) criexTpy cramaapty cuimenadiny uutpaty npu | BUTIPOBYBAHHIO
[IPUroTYBaHHI B OIHAKOBHX YMOBAx

PosunHeRHs D 27.81 Binnoeizae BUMoraM, SXIo KibkicTs cungeHadiny, | 99 %

wo posumnniacs 3a 30 XB, BIANOBIAE BUMOTAM,
BKazanuMm minkue, ae Q=80 %. Sxuio pesynsrar He
6yr  oTpumanuii Ha cragii S1  HeobximHO
[IPOLOBKYBATH JOCHIDKCHHA K0 Apyroi cTamii.

Q - kinpkicTh cunmeHadinmy, ulo poO3UMHHUIIACK,
3a3HAUEHA Y BiICOTKAX Bill 3asBJIEHOT KUTHKOCT.
Cranis 1. Kinekicts pocnimkens - 6. Kputepiii
TIPUEHATHOCTI: KOXKHA OLHHHLLS - HE MeHIe Hibk Q+5
Y.

Cramis 2. Kinexicts mociimkess - 6. Kputepiit
npuitnsTHoct:  Cepefie 3HaueHHs ns Beix 12
nocnimxens (S| + S2) ekpiBaneHTHO 4N Ginblle Hixk
Q, Ta He Ma€ XOIHOTO 3HAYEHHS, MeHIue Hix Q-15 %

Kinpkicuuit BMicT (BEPX) S 189.1 CepegHe 3HatueHHs KinbKicHoro BMicty xecatu | 102,2 mr
OKpeMHX TabNeTOK Mae Ckiafath He Menue 47,5 mMr
Ha TabneTky Ta He 6inblue 52,5 Mr Ha TabrneTky (Bin
95% no 105% Bix 3asBJCHOTO BMICTY).

Opnopiugnicts  nosoeanux | €p. Gapm. Bixrnosizae sumoram €sp. Gapm. 54
OIMHUIIB ]

Ceprudikar skocri:

TTpu3HayeHHs: YKpaiHa

TokymenTattis spakacthes KOMEPIIHHOI i nagactbes AN Ain0BUX onepattii, a Takox A OIMAROMACHI CITRPOGITHIKAM § KOHTPOMOIONHM Opraant. PO3TOBCIOURCHIS TPLTiM
ocoGanm Ge3 HONEPEAHBOTO H03RONY 31G0POHENO.

Cropinka 133

1Opiuna anpeca: PAPEBA AmByas 3oue Inptactpianc, 29 poyr acc Inpactpic, 37530 Toce-ciop-Cic, Gpanitis <Ten. (+33): 247237778 ~ake: CDAPEBA’LO
: ; I
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Jlororun «apea AMOya3»
3one Inpactpiane, 29 poyt aec Ingactpic, 37530 Moce-ciop-Cic, ®pannis

Ten. (+33): 247237778
Parc(+33): 247237980
Ceptudikar aHaJizy
Hasga nponyxTy: BIATPA®
Koa nponykry: 3482UKR
Howmep cepii: C006804
Ins indopmauii sapeecTpoBaa crenudikaris: 00RS07278(25-07-2013)
Jara supobnuuraa: 02.2024
Tepmin npuaaTiiocTi: 01.2029
[Hara recrysanus (PPPP/MM/IL): 18.04.2024 Posaip cepii: 21450
OAPEBA Ambyas

3owue Tupactpiane, 29 poyr aec lnpacrpic,
37530 Toce-crop-Cic, dpanuis

IMpumitka: Bymius B anpeci Moke 6yTu 3aznauena na ynakosii sk "Poce-sur-Cisse" a6o "Pocé-sur-Cisse”, samexno Bin Bupasy,
3asHauenoro B Peccrpauiiinomy TTocBinvuenni s kpaivu,

Jliuewsis wa BupobuunTeo Ne 2023_327_1_2
Ceprudikar HBTT 2023/HPF/FR/174

Howmep Peecrpauiitnoro TToceiguenns: UA/0313/01/03

Jitoua peuosniia; cunnenadiny muTpar
KinukicTs: 140,450 mr/tabnerxy, uto eksiranentio 100 mr/rabnerky cungesadiny

Jikapeska Qopma: Taberka, BKPUTA MIIBKOBOIO 06osonKoI0, 100 Mrr

Tun Ta po3Mip nakysarms: 4 TaGnetku Ha 6micrep, | Gnictep y KapToHHiHA Kopo6ii.

Kinkkicts NpoaykTy B ¢epil BHpakena sK KiMbKiCTh O YITAKOBAHHX KOPOOOK roTOBOTO NMPOAYKTY Ha cepiio.

Uneio MikpoopraHisMis: siznosigae sumoram €sp. ®apm. 5.1.4 ana HeBOAHUX NpemapaTis Wisl OPAILHOIO 3aCTOCYBAHHSL. Hani
BATIPOGYBAITHS HE BUKOHYIOTBCS PYTHHHO, BIIMOBIZae y BUNAZKy BUNIPOGYBanns. SIKUIO pesyibTaT He 3asnaueHiit B ceprudikari
aHaJlizy, BUIIpoOyBaHHS HE BHKOHYBAJOCh.

[pentudikauis turany niokeuay (E 171): BunpoGysatiis 0GMEKEHNX TabNETOK HA THTAITY IIOKCHJL TTO3UTHBHE. Jlane BunpobyBanns
HC BMKOHYETHCS PYTHHHO, BIATIOBiZAc y BHNAAKY BHNPOOYBaHHA. SKWIO pe3y/lsTaT HE 3a3HAUCHUIA B cepTuikari aHamisy,
BHIPOOYBAHHS HE BUKOHYBANTOCE.

Laenrndikauis inguroxapminy (E 132): ButpoGyBanss 06MekeHAX TabNETOK HA iHAHIOKAPMIH amIOMIHIEBUIT JIAK HO3UTIHBHE. Haue

BHTIPOBYBaHHS He BHKOIYEThCS PYTHHHO, BI/NOBiNae y BHMajKy BUNpobyBarHs. SKIIO PE3ynLTaT He sastlauennit B cepTudikari
anaizy, BAMPoOYBaHHS 1€ BUKOHYBAIOCh.

Tlokymenrais spakacrues KOMEPLIIMHOIO i naza€rscs Ans AinoRuX onepauiii, a Takoiw Ani 03nalionicH iz CIBPOGITHIKAM | KOHTPOMOIOUIM Opratas. PosioaciokeIts TpeTinm
ocobam Ge3 MOMCHESTHLOMO RO3IBONY 32\60[}0[10"0.

" Cropinka 233

IOpumina aapeca; GAPEBA AnmGyas 3one Ijaetpiane, 29 poyt aee ligactpic, 37530 TToce-ciop-Cie, Dpanuis =Tet. (+33): 247237778 -akc: (DAPFBA®
247237980 huy . Y
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Jlororum «hapepa Ambyas»
3one Innactpiane, 29 poyt rec lupacrpic, 37530 IToce-ciop-Cic, ®paniis

Ten. (+33): 247237778
Paxc(+33): 247237980
CepTudikar ananizy
Hazga nponyxTy: BIAI'PA®
Koz nponykry: 3482UKR
Howmep cepii: C006804
Ilns indopmauii 3apeectpoBana crienndikawis: O00RSH7278(25-07-2013)
Hdata pupobHuLTBA: 02.2024
Tepmin npuaariocti: 01.2029
Mara suripobysanus (PPPP/MM/I1): 18.04.2024 Posmip cepii: 21450

Homep ceprudikara - e KoMbiHalia HoMepa cepil Ta Koiy UPOLYKTY, a CASKTPOHKMH MIANHC BaJliIOBaHHH BIAMOBIAHO J0 BHMOT
CGMP CUIA ta GMP €C.

LM 3acaiidylo, IO HaBeleHa BHUIE iHGOpPMALis € DOCTOBIPHOW Ta TowHO. Lla cepis nponykry Oyna supoGicHa, BKIKOUAIOUH
MAKYBAHHS/MApKYBaHHs Ta KOHTPOJL sKOCTi, y mnosHili Bimnosignocti po mumor HBII micuesoro perynsropHoro oprawy Ta
cneund)i}\auiﬁ 3a3HAYUCHUX B PEECT pauiﬁnomy noceizuerni kpainu-iMnoprepa, Binnosignuii akrueHui inrpenicnr Gys pupobnenuii
BianosingHo 1o sumor HBIL Byno nepeBxpeHo 3armicH moae o6pobkH, NaKyBaHHS Ta aHaji3y cEpii Ta BCTAHOBICHO, IO BOHU
Bignosigarotn umoram HBTT. Byap-siki HocimkeHHs, BiiXWICHHS Ta HCBIANOBIXHOCTI BynH 3aTBEPIKEN.

Tlanuii ceprudixar 6ys cTBOpEHUIl BaJiiZIOBAHOI0 CUCTEMONO Ta € XiicHUM Ge3 PYKOTIHCHOTO T AIHCY.

OLIHKA YITOBHOBAXEHOIO OCOBOIO.

Enexrpounuit minmic: Cazeaux Beatrice Jlokanbna MiTka uyacy BHITYCKy cepil: 22/04/2024 11:18:44
(AJI/MM/PPPD)

TlokyMcuraiis saaxactbes KOMEPIITMHOIO | naactues futt 1inoBUX oitepattiil, a Takok AnA 03HaHOMICKIIS CriBPOBITHIKAM | KOHTPOIOIOUUM Opralan. Po3NoRSIOIKCHITA TPETint
ocofam 6Ge3 nolepeIiburo 10380y 3abopoHCHO.
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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
Certificate of Analysis
Material Natne: VIAGRA®
Material Code: 3482UKR
Lot Number: C006804
For information registered specification : 00RS07278(25-07-2013)
Date of Manufacture: ' 02-2024 ’
Expiration Date: . 01-2029
Testing Date (YYYY/MM/DD) : 2024/04/18 Batch size : 21450
Test Method Limit Result
Identity -Visual Visual Blue, rounded diamond shaped film-coated tablets, MEETS TEST
debossed with VGR 100 on one side and Pfizer on
tne other.
Water content W 1.51 ’ 4.0% maximum 4 2,4 %
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 99 %
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 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) S 180.1 The average of ten individual tablet assays should 102,2 mg
be not less than 95.0 mg per tablet, nor more than
105.0 mg per tablet (95% to 105% label claim).
Uniformity of Dosage Units Ph. Eur. Meets Ph.Eur. Requirements 54

Certificate of Quality:

Destination: Ukraine

Documamaton s considered PROPRIETARY and is made available far husiness of:erations wou rview by employees and regulatory agencies, Distribution to third parties without prior permission Is prohibiled,
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FAREVA Ambaise
2| de Focé-sur-Cisse

29 Route des Industries

37530 Pocé-sur-Cisse
TEL (+33): 247237778
FAX (+33) 247237980
Certificate of Analysis
Material Name: VIAGRA®
Material Code: 3482UKR
Lot Number: C006804
For information registered specification : 00RS07278(25-07-2013)
Date of Manufacture: ' 02-2024 ' ’
Expiration Date: : 01-2029
Testing Date (YYYY/MM/DD) : 2024/04/18 Batch size : 21 450

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. S ’

Manufactﬁring license n® n°2023_327_1 2
GMP Certificate n® 2023/HPE/FR/174

Number of the registration certificate: UA/0313/01/03

Active Substance: Sildenafil citrate
Product Strength: Sildenafil citrate 140,450 mg/1ablet, equivalent to Sildenafil 100mg/tablet.

Dosage Form : film-coated tablets 100mg.
Type and size of packaging : 4 tatlets per blister, 1 blister in a.carton box.
Amount of the product in the batch is exbressed as unit number of finished product packaged boxes for the batch.

Microorganism count :Meets Ph. Eur. 5.1.4 requirements for ‘non—aqueou's preparations for oral use, These tests are nct
performed routinely, meets when_tesxed. If no resuits are li§téd on the CoA, testing was not performed.

Titanium Dioxide {E 171) Identification: limit tablets test positive for titanium dioxide. This test is hot 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.

Douumentation is considered PROPRIET ARY and s ade avalishlo for business operations ang eoview by s and regulatory agoncies. DSt 10 third parties withaul pror pesratssion Is Lrohiblied.
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FAREVA

FAREVA Amboise
Z| de Pocé-sur-Cisss

29 Route des Industries

37530 Pocé-sur-Cisse
TEL (+33): 247237778
FAX (+33) 247237980
Certificate of Analysis
Material Name: VIAGRA®
Material Code: 3482UKIX
Lot Number: C00&804
For information registered specification : 00RS07278(25-07-2013)
Date of Manufacture: ' 022024 ' ’
Expiration Date: - .. . - : 01-2028
Testing Date (YYYY/MM/DD) : 2024/04/18 Batch size : 21 450

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 i}:.e Marketing Authorisation of the importing country. The corresponding active ingredient was

manufactured in compliance with GMP. The hatch proteséihg, péckaging and analysis records were reviewed.and found to be
in coiﬁpliarﬂce with GMP. Any ihl'estigations, deviations and discrépancies have been approvéd. ‘ . '

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: 22104/2024 11:18:44
) (DD/MM/YYYY)

Ducumeantation is considerad PROPRIETARY and Is made availible for businass operations and raview by employees and reg lotaty ngancias, Distribution to third parties without prior permission 1s profibilac.
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