JEPYKABHA CJIYKBA 3 JIKAPCHBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI.

npos. Hanii Ceitnnysof, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €/IPTIOY 37079055

BHCHOBOK

NpO SIKICTE BBE3€HOI0 B YKpaiHy JikapchbKoro 3acody

15.01.2024 : T Ne1085/24026

ANIA®

(HaliMeHyBaHHS HIKapChKOTo 3aC00Y 3TiMHO 3 PEECTPALIHHUM NOCBIAMEHHIM)
posamu st in'exnii, 40 mr/mur; mo 0,278 mur y ckastHOMYy ¢raxoni; mo 1 guraxony 3
PLILTPYBATEHOI0 rokoo 18 G y kapToumiii ynakosui

((hopma BunycCKy, NO3YBaHHS, BHJ NAKYBAHHS JIIKADCHLKONO 3acoby)

Homep peectpauiiinoro mocsimuenns UA/12600/01/01 crpox aii peecTpauifHOro nocBig4eH s 2-8.65.2024

Cepis nikapcskoro 3acoby Ne KTOL4FB Kinskicts BBe3eHOTO nikaperkoro 3acoby 900
BrpoGHuk baitep A", Himeuyuuna
l (uaiiMenyBaHHS BUPOGHHKA JTIKAPCHKOro 3aco0y, KpaiHa NOXOMKCHHS)
BeeseHo B Ykpainy TosapucTBo 3 06Mexenoro BignoBizanBHicTIO "Ba#ep', inenr. xox:
' 22911794 g >

(HalimeHyBaHHs Ta kox 3a €APIIOY IOpUAHYIHOI 0co6H ab0 npisBHILE, iM'A, 110 6aTEKORBI
di3u4HOT 0co6H - mifmpreMLs, T Micle NPOXUBAHNAS T2 peectpauiiinuii Homep o6itixosoi
KapTKH NJIaTHUKA MOJATKiB ab0 cepis Ta HOMEp nacnopra)

[Iporoxon Bisyansnoro xoutposo sin 15.01.2024 Ne 66/1.

3a pe3ynbTaTaMU  JEepPIKaBHOTO KOHTPDOJIIO BCTAHOBJEHO, IO JKapchkui 3aci6 BBe3zeHo B Yxpainy 3
AOTPHMAHHAM BUMOT 3aKOHONABCTBA MIONO 3a0e3MeYeHHS IKOCT] JIIKapChKHX 3aco0iB. '

Muxona XOJIOJIEHKO

BHOTO KOHTPOJIIO) (nianuc) (inimiany Ta npi3BUILLE)




baiep Al e

LleHTp nocravanHs Bepnin CepTudikar aHanisy CropiHka: 134

Mionnepwtpacce, 178 Aara : 17-11-2023
13353, Bepnin
| HaﬁmeHyBaHﬂﬂ NpoayKTY : AUNia®, po3unH ANA iH exkuii, 40 mrimm
Tun YNAKOBKM : 0.278 mn y chnakoHi
F’oaMip YNaKkoBKK : 1 nakoH 3 hinbTpyBansHOW ronkok 18G B KAPTOHHIA yrnakoBLli
MaTtepianbHuii Homep : 81245835
Kpaiva npuaHayeHHs : YKpaiHa
PeecTpaliiHe nocsinyenHs : UA/12600/01/01
Bunyck . banep AT, Mionnepultpacce, 178,
: 13353 BepniH, HiMeyuuna
BupoBHuya niuenais Ne : DE_BE_01_MIA_2022 0003/5373/1 -BAYERAG/05-MARKTWARE
Ynakoeano . bariep AT, Mionneputpacce, 1 78,
: 13353 Bepnin, Himeyuuna
Bupo6Huua niyensia Ne : DE_BE_01_MIA_2022_0003/5373/1 -BAYERAG/05-MARKTWARE
Bupobneno - BetTep ®apma-PepriryHr TMeX i Ko. Kl
: lyT3enHwTpacce, 87
: 88212 PaBencbypr
BrpoGHunya niueHsia Ne : DE__BW_01_MIAﬁ2022_O1 01
YmoBu 36epiraHHs - TPUMaTh B pecppwxeparopi (2-8°C). He 3amMopoXyBaTK
YMOBW TpaHcnopTyBaHHs :2-8°C/36-479F
Cuna aii/ AKTMBHICTb > apnidepcent 40 mr/mn
dopma Bunycky . PO3YMH AnA iHexuiin

V¥ Ot 000 o (gor 1e




Ganep Al

LlenTp nocravanns Bepnin
Mionnepuitpacce, 178
13353, BepniH

CepTudikat aHanisy

CTopiHKa: 234
Hara: 17-11-2023

Matepian: 81245835

Arnia®, po3uuH gns IH eKUin, chbnakoH 1x2mn UA

Cepis: KTOL4FB Kpaina: Ykpaina
Nata snpoGHuuTea: 30-06-2023
[MpuaaTHmia go: 30-06-2025
Matepian: 88059727 IM-EYLEA 2RVL 0,278ML US/US21 VET-A CLL
MNapris: 32265 IHCTPYKUiN Mo koHTponio:  --
KonTponbha naptisi: 01001 2983370 Creundikayis: --
w . . | Oanruus
KoHutpons Kputepit npuiiHaTHocTi BUMiDy PesynbTtar
HokymeHTn Bunycky HeTpyKLin: BiAnoBigace
015677133-08
Cneundikadia:
009719926-04
Onue, €Bponeiicbka dapmakones 2.2.1 He Dinblite, HXX MyTHICTL
CraHaapTHoro apaska fl BlAnoBsigae
Onuc, €sponetickka Papmarones 2.9.20 NOBHA BIACYTHICTL
BUAMMUX YACTOK Bianoeigae
KonkoposicTs BizyaneHo BIAHOBIEHUIA PO3YMH |He BinbLl IHTEHCUBHMIA
HDK @TanoHHWA po3unH < BY8
BY5
PH 3HaveHHs, Epponelicbka dapmakones |59 -6.5 6.3
2.2.3
laeHTudikavis, MeTo BectepH — 6noTUHNY BlANOBIgae BigNoBigae
CTaHAapTHOMY 3pa3sky
3aransHun BMicT Binicy 36,0 — 44,0 MI/MI 39.8
EdbexrvenicTs, Bionoriuna aKTUBHICTb Ha
KIMITUHHOMY piBHi 60 - 140 % 104
HucTtota 3a KE-AACH HeBIAHOoBNEHI %
YUCTOTU MiH. 97 5 % 98,9
Uncrtora 33 KE-OOCH sigHoBreHi %
YMCTOTHU MiH. 92 5 %o 95,9
YucTota 3a KE-NACH BioHoBNeHa % HMM |makc. 7,5 Y% 41
“Yuctora ynbrpasdektusHa piAvHHA
XpomaTtorpadist OCHORHUIA Nik
acnibepcenTy MiH. 97.5 99.0




Baviep Al

LlenTp noctavanus Bepnix
Mionnepwrtpacce, 178
13353, Bepniu

CepTudikat aHaniay

CTopiHka: 334
\Hara: 17-11-2023

Martepian: 81245835

Annis®, pozunH gna JH ekuin, dnakor 1x2mn UA

Cepisi: KTOL4FB KpalHa: Ykpaina
Harta sBupobHuuTsa: 30-06-2023
Mpuoarumiz po: 30-06-2025
Martepian:; 88058727 IM-EYLEA 2RVL 0,278ML US/US21VET-A CLL
MapTis: 32265 IHCTPYKUiA No KOHTPOMID;  --
KoHTponbHa naptisi: 010012983370 Cneuundpikaulis: -~
. . .| OanHuus
KoHTpone KpUTepin NpURHATHOCT BUMiDY PesynbTar

Hucrora ynbTpaedekrusHa PiAnHHA
XpomaTtorpadhisi, arperosani NOKazHWKK Makc. 2.5 Yo 1.0
AHanis BapiaHTie 3apsay lNpodine Mae BigriosigaTu

CTaHaapTy NOpiBHAHHS BiANoBigae
AHani3 BapiaHTis 3apsaay Mpodins
a. flinavka 1 22-38 % 30
AHani3 BapiaHTie 3apsagy MNpodine
b. inanka 2 39-50 Y% 44
AHanis BapiaHTiB 3apsay lMNMpodine
c. Ainaxka 3 14-36 % 26
KinbkicHe BUsHaveHHs I30acnaprary makc. 0,10 MOIb/MO 0,06

b

EHpoTOKCMH <04 EO/Mn <04
MexaHiuHi BknoveHHs = 10 MKM,
€Bponeiicbka Papmakones 2.9 19 Makc. 2000 yact./mn 9
MexaHiuHi Bkniowenus = 25 MKM,
EBponencbka Papmakones 2.9.19 Make. 50 vacTt./mn 1
CTepuneHicTs, €Bponeiicbka Mae sBignosigaTu Bignogigae
dapmakones 2.6.1 BUMoram Papmakonei

CLUIA,

CBponenchbkot

Papmakonei
O0’em, wWo BUTAraeTbes, Eeponenckka MiH. 0.1 M
®bapmakones 2.9.17




Banep Al

LlenTp nocrauannsn Gepnin ’ _ CropiHka: 4 3 4
Mionnepitpacee, 178 Ceptudikart aHaniay Nata: 17-11-2023
13353, Bepnin

Matepian: 81245835 Annis®, po3unH ans iH ekuin, pnakoH 1x2mn UA
Cepia: KTOL4FB KpaiHa: Ykpaina

Hata BupobruuTRa: 30-06-2023

[NpuaatHniA go: 30-06-2025

Po3Mmip cepil: 3528 ynakosok

Uum A saceiguyio, o HaBefieHa Bulle IH(popMaLlia € AOCTOBIPHOK Ta TOMHOI. L{io cepito npoaykuii 6yno
BUpOONEeHo, BKNoYaoun NakyBaHHA/MapkyBaHHA Ta npoBegeHo KOHTpONL 11 AKOCTI Ha BULLE3a3HaYeH AINbHULI Y
MNOBHIA BIANOBIAHOCTI 3 BUMOramu GMP, BcTaHoBneHnMn MICUEBUM perynaTtopHum OPraHom, a Takox sianosigHo Oo

cneuudikauiv, Wo MicTaTbes Y peectpauiMHomy focke. MpoTokonu BUPOBHULITBA, MakyBaHHA Ta aWanisis byno
NepermnaHyTo Ta BCTaHoBNEHO BiAnoBigHicTs GMP.

Cepisn byna npotecropana 3rigHo cneumdikauii i goasonena A0 peanisaliil.

RaHuin CepTudikar akocTi OyB cTBOpeHuit 3AKPUTOK EeNeKTPOHHOK CUCTEeMOL obpobkn maHux, came TOMY
3ATBEPIUKYETLCSl eNeKTPOHHUM nignucom. Ocobu, ulo MawTs npaso Ha nianuc : Madeleine Blumenberg, Caroline
Frenzel, lvonne Koppelmann, Dr. Caroline Morvan, Elisabeth Schmuck, Dr. Ferdinand Westhoff.

EnektporHui nignuc: Dr. Ferdinand Westhoff (SGNLQ)
YnosHoBaxkeHa ocoba 3rigHo 2001/83/EC
Harta/uac: 2023-11-16 12:13:14 p.m. CET (UTC + 1 hour )

IHCnekuinHmuia noT: 040002716305




