JEPXJIKCIIYXBA
JEPKABHA CJIIYKBA 3 JIKAPCHKUX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

ByJi. bepesnskiBepka, 29, Kuie, 02098, tesn. (044) 295-26-85 ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua,https:/www.dls.gov.ua, Kog €JIPTIOY 37079055

BUCHOBOK
npo AKICTH BBE3EHOTr0 B Y KpaiHy JikapchKoro 3acoly

27.08.2021 Ne 48344/21/26

PEJIO® ITPO

(naiiMenyBanus. nikapcbkoTo 3ac00y 3UiAHO 3 peecTpaliiinumM nocsinuenHsm)
CYMO3HTOPIl peKTAJMbLHI; M0 5 cymo3uTopiiB y cTpumi; mo 2 ¢TpuM B naviti

(thopma BrryCKy, HO3YBAHHA, BU NAKYBAHHS HiKapebkoro 3acoby)
Homep peecrpauiiinoro nocsimuenus UA/10318/02/01 crpox aif peecrpaniitoro nocriguenns HeoOMeKeHHIH
Cepis nikapcekoro 3acoby Ne 21E19 Kinbxicts BBe3eHoro nikapeskoro sacoby 29006

Bupobuk IcrityTto e Amxeni C.p.i., Iramis

(nalimenypanss BupobHuia nikapesroro 3acoly, kpaisa NOXOMKEHHN)

BreseHo B Vipainy ToBapucrBo 3 o6mMexeHoto BignosigansuicTio "'Haiiep", inent. xon:
22911794

(Halimenypaans Ta xox 3a EAPTIOY opunuunol ocobu abo npizsuie, iv's, o Garskosi diznunol
ocobu - nignpuemus, - MICLE TpoKuBaHES Ta peecTpauifinnit HoMep 0GAIKOROT KapTEN MAATHHKA
noparkie abo cepin Ta HOMEp NACIopPTa}

Mpotokon sisyansHoro kortpoio sig 27.08.2021 e 2854/4.

3a  pesynwraTamMy  AEDMABHOrO KOHTPOMID BCTAHOBIGHO, IO Jikapebkui 3aci6 seeseso B VYkpainy 3
HMOTPHMAHHAM BuMOr 32KOHOIABCTBA OO 3a0€e3TICHEHHI AKOCTI mmpcwnx 3acobis,
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Cepr.Ne 21003247

Ierivyro e Awweni CopJLh-Jlox, Hpyani 103/e-50066 Perresino (@a)-Iranin
Jhuensia ua supobunurse Ne aM-81/2020 sig 29/07/2020

GMP Ceprudirar Ne: YT/96/H/2020

Mm
Istivuto

De Angeli
L

Ceprudivar aganizy ra signosignocri

Hassa npenaparty: PEJIO® PO cyneszuropii Nel0 UA

Howmep cepii: S1R19 Ne ananizy: 21002663 —3 -1
Apricys Nog 269729 Hara pupobunnrea: 22.05.2021
Hanisnponyxry cepin 131768 Tepwmin npugaraocti: 03/2025
Tecropa cnepudinanin MNo:  K260E250 Hanpyrxosano: 15.06.2021
BupofGauua exeundinauin Ne: AO8937 Koasamosunia: 85218719

Peccerpauifine nocsiguenns:  UA/10318/02/01

Teerosuit crangapr Ne K260E140 pen. 4.1

Cropiura: |
Kpaiia supoGunursa; [ranig
Cuaa giifaxrusnicTs: Onyoxopronony nisasar | mMr/cynosuropii,
nitoxainy riapoxnopun 40 mr/eynosutopiit
Hoxaznux Crneyndixkanin Peavaptar Ouninxa
Onue Kosrysaro-6inoro Konpopy. cynosuropil Gez Binnosimae C
sEamvax nedieris
Inenrudixanin girovol pedoBuum:
Garyoxopronony risamar (THIX) [loruuno Binnosigarn Bianosinae C
Qayoropronony risasar (BEPX) [osunno signosigary Bigriosifae C
Jipoxatuy riapoxmopun (THIX) Tosunno signosigaTu Binnosigae &
Jlimoraiuy rinpoxnopun (BEPX) Tosumno signosigaTn Bigrioninae C
Yac Poznany He Ginpme 30 x8 & ¢
Croponni gomimky
Dy oROPTONOHY MiBANATY:
= {1-Kerocmonyka (BEPX) He Ginpme 1,5 % 0,3 C
- Byne-axa Heigentudixobaga tomiutka He 6insue 0,5 % 0,1 C
- Cyma gominox He 6inbmre 2,0 % 0.4 C
Jinokaiuy rigpoxnopuay:
- Ninoxain-N-oxenn (BEPX) He Ginsme 0,5 % 0,0 C
~ Byas-sika neinenrdiconana JomMiima He 6inemre 0,2 % 0,0 C
- Cyma gomimox He Gigpme 1,0 % 0.0 C
OpuopignicTs H030BaIHUX OAUHIID]
DITyOKOPTONOHY TiBaNaT 101,2 100,6 100,2 100,3 C
100,2 102,3 100,2 101,3.99.5
98,9
CranaaptHe pigxunenss (STD) -
1,0
Jonycrimve Bigxurenns ne Ginsue 15% 2.3 -
Y pasi oonyemume gi0xunenns Ginvue 15%
noeniopumy mecm 3 dodumrosumu 20-wa
CyRosumopinam
Honyemune ¢ioxunenns ona 30 cynozumopiic we
Ginvute 15% ma Ons JeOONOZ0 CYROSUMOPTIO
emic ne.momce Gyvmu menwe 75% wu Binvue
125% eid emanony
Cepeane suagem (AVG) 100.5 -
Kinsxicuuii smict:
DayoKopTONOHY fBAIAT 95 - 105 % 100 C
Opsopinnicrs 030BAHNX OAHHHIL! 102,4 101,2 100,4 100,299.6 C
Higoxainy rizpoxiopun 102,7 103,2 101,7 100,0 98,4
Craugaprae sinxsienns (STD) »
Homycrame pigxunenus ve Ginsuie 15% -
Y pasi donyemuste gidxinennn Binvue 15%
noemopuiny mecn 3-000amrogumi 20-va
CYROZUMOPIAMU
Honyemune gidxunenna ona 30 cynosumopiie ne
Ginsue 15% ma dna wcodwozo cynozumopin
gxticm He sedice Bymumeniue 75% it bliviue
123% aic emanony
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Cepr.No 21003247

Terityro [ie Awweni CopJl-Jlow. Hpyani 103/¢-80066 Perresno (Ba)-Tranin

Jlivewsis wa pupobunures N aM-81/2020 ig 29/07/2020

GMP Ceprudirar No: IT/96/H/2020

Ceprudixar anangizy 1a signosinmocti
Hassa npenapary: PEJIO® [IPO cynosaropii Meld UA
Howmep cepii: 21619 Ne anasiay: 21002663 —3 1
Apturyn M 269729 Hara supebunurea: 22,05.2021
Hanisnponykry cepis 131768 Tepumin npunaruocti: 05/2025
Tecropa cnemminauin No:  K260E250 Hanpywosane: 135.06.2021
Bupobunua cnemudicanin Ne: AOBY37 Koa samossnra; 85218719
Pecctpauifine nocsiguenna:  UA/10318/02/01 Tecvopnil crangapr Mo K260E140 pea. 4.1
Cropinka;
Cepenge sHasenns (AVG) 101,0 -

Kinsricuuii smicr;
Jligoxainy rigpoxiopus 95— 105 % 101 G
MixpoGiosioriuna ynerora
Baransaa kinskicrs aepobinx Gakrepil < 1000 KYO/r 0 C
SaransHa KinbKICTE Apbigukis Ta rpubis <100 KYO/ir 0 C

KinbricTs, go3sonena fo peanizauif (ynaxosru): 20006 - BCC 2171997384
3axaoueHnsn: Bigmopigae

Ceprudiauiiinnil BucHoBOK:

SLTHM CAMEM 3aTREDIDKYIO, IO BHIE3A3HAYEHA cepls HposyKTy Bupofiena, BIIOYAIOTH YIAKOBKY | KOHTPOIE AKOCT] Ha BULIE3a3HATEHIH
BupoGHuiit Ainbunid 5 noswili sinnosizuocri no eavor GMP Micuesix Perymorodnx opranis ta Cretmibikanisve Peccrpaniiinoro aocke
Kpatay iMroprepa.

Ynopropmxesa ocoda
Dr.ssa Paola Giori
15.06.2021

Tlepesipero
Dr. Beatrice Nannini
15.06.2021




04071, m.Kuie, Bynnus Bepxuiih Ban, Byanrok 4-B, ten. +38044 220
OpuauaHa appeca; 3300

08330, Kuiscbka 06n., Bopueninkcsrmit p-#, ©. Qygapkis, Byn.

eca MicLin BrIpos HS Oisink it
Agp MiCLIS BOpOBAPKEHH:A dIfNbHOCT] HesanexdocTi, 2/

Dosgin Ha Bunyck (peaniszauiio) Ne48344/21/26

A, YnosrosaxeHa ocoba 3 akocti TOB «BAWMEP», ninTeepaxyio, o nikapchbkuil saci6:
Halimenypanua npogyxuil: PENIGO® NPO

Hepuasa-supobuuk: itanis

Homep peecTtpatiitnore noceiguenss 8 Yigaini: UAM0318/02/01

Cuna piilaxruadicts: 1 mr chrivorkopTonony niganaty ta 40 mr nigokainy rigpoxnopugy (6essogHoro)
Hikapceia dhopma: cynosuTopil pekransHi
Posmip Ta Tvn nakyBaxus: no 5 cynosutopiie y cTpuni, no 2 crpuny B nadui

Howmep cepiit 21E19

Poawmip cepil: 28006 ynakoeok

Hara supoBrnyrea: 22.05.2021

Hara sakinvenus Tepmivy npuaatHocti; 06,2025

Hata ceprudpikaTta siocTi cepii nikapcekoro sacoBy, supgaHoro BupobGHuKoM, ynosHoeakeHa ocofia gkoro
Hafae [o3Bin Ha Bunyck cepil nikapeskoro sacoby:

Ne 21003247 mip 15.08.2021

Homep ta farta BUCHOBRY NP0 SKICTL BEE3eHUX Nikapcsrux sacobis,
Ne 48344/21/26 sip 27.08.2021

Halimenysatng, MICLIe3HaXoAXeHHs Ta Homep niuexsil BupoBHuka, ynosHosaxeHa ocolia axoro Hagae [03sin
Ha Bunyck cepil (3a HaseHocTl): lcrityto Oe Awxeni C.pJl.- Nok. Mpynni, 103/c-50066 Perrenno, lranis, aM-
81/2020 Big 29.07.2020

CepTudbikaTy BignoBigHOCTI HanexHo! BupobHu4ol NpaxTuki BrpobHuKa, VIOBHOBaEXKEHS ocoba AKOre Hanae
poszein wa sunyck cepil, a6o Homepu nocunads vy Sasi gannx EudraGMP (3a HassHocTi):
KomenTapi (3a HasBHOCTI):

3asea npo Bunyck (peanisauio) cepil nikapeskoro sacoby:

Hozeonsuo exazanuil nikapesiull 3aci6 do peanizauil.

ﬂpmamme |stanm Ta nocafa/azeaxns ocobu, saxa BUAAana A03BiN Ha BUnycK cepil: YnogHosakeHa ocoba 3
sikocti TOB «BAVEP» Kocteubkuii K. B. Ny
Mignue ocobu, ska Bugana Ao3sin Ha BUNyCK cepii i ﬂ

Hara nignucauxs aossony Ha sunycek {peanizayin): 01.09.2021 :i
W
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