Y

JAEPKABHA CJIVKBA 3 JJIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBKIN OBJIACTI

npos. Ceitnuynoi Hapii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €JIPIIOV 37078774

BUCHOBOK
NMpo AKICTh BBE3€HOr0 B YKpaiHy JiKapchbKoro 3acody

09.01.2024 Ne 68048/24/10

IEJECTOIEPM-B®

(HaiiMeHyBaHHA MiKapCLKOTo 3ac00Y 3rilHO 3 PeeCTPALiiHHM NOCBITICHHAM)
ma3b 0,1 %; mo 30 r B Ty6i; mo 1 Ty6i B kapTouniii Kopodui

(thopma BHmycKy, A03yBaHHA, BH/I NAKYBaHHA JIKAPCLKOro 3acoby)

Homep peectpauiiinoro nocsiguenns UA/9500/01/02 crpox aii peectpaniiinoro nocsiggenns 01.01.2099

Cepis nikapcskoro 3acoby Ne A103509 Kinekicts BBe3eHoro mikapeskoro 3acoby 800
BupoGHHK [llepinur-Inay Jlabo H.B., Bensris
(HaiiMenyBanHA BHpoGHMKaA Nikapchkoro 3acoby, KpaiHa NoXowKeHHS)
Bseseno B Yipainy CrhifbHe yKpaiHChbKO0-eCcTOHCbKe MANPHEMCTBO y opmi ToBapuCTBa
3 00MexkeHO010 BiNOBiAaaAbHicTIO "OnTiMa-®apm, JIT", izent. kon:
21642228

(naiiMeryBanna Ta koa 3a €IPTIOY jopuanynoi ocobn abo npizeume, iM's, 0 GATLKOBI (piznyHOI
0co0H - mianpuemus, ii Miclie MPOXKHBAHHA Ta peecTpauiiinuii Homep o6ikoBoi KAPTKH IJIATHHKA
nonatkie abo cepis Ta HoMep nacnopra)

Mporokoa Bizyaassoro koutpomo Bin 09.01.2024 Ne 4345/5.

3a pesynbTaTaMH  JICPKABHOTO KOHTPOMIO BCTAHOBICHO, 1O miKkapchkmii  3aci0 BBeseHo B VYkpainy 3

AOTPHMAHHSM sHMOr 3aKOHOZABCTBA 110/10 3abe3nedeHHA AKOCTI NiKapCHKHX 3acobiB.

BiTaniit EOHI_I,APEHKC_}P

{ninnnci (iniuiann Ta npiasuiLe)




= ORGANON

IHlepinr-Ilaay Jla6o H.B., beanris
Innycrpienapk 30, Xeiicr-on-nen-bGepr, 2220, bensria
ten. +32 15 258711

CEPTH®IKAT SIKOCTI CEPII JIIKAPCLKOI'O 3ACOBY

Ha3zpa
dopmMa BHNIYCKY

JHo3yBanus

YnakoBkKa

Cepin

KinskicTs y cepii
Jdara BupoOHHIITBA

Jara 3akiH4eHHS TepMIiHY
MPUAATHOCTI

Kpaina Bupoduuka
PeecTpaniiine mocBig4yeHHs

Ha3pa BupoOHHKA, BiAMOBIAAABLHOI0
3a BUIIYCK cepil

Anpeca
JlineH3ist Ha BHpoOHHITBO Ne

HEJECTOAEPM-B ®, mazs 0,1 %
ma3b 0,1 %
1 mr/r beramerasony (17-Banepary)

no 30 r B Ty0i; mo 1 Ty0i B KAapTOHHIH KOpoOui
A103509
4 800 ynakoBOK

09.2023
09.2026

benbris
Ne UA/9500/01/02

Hlepiar-Ilnay Jla6o H.B.

Inayerpienapk 30, Xeiicr-on-pen-bepr, 2220, beapris
304 H

PesyabTaTH NpoBeAeHHS aHAJI3Y SIKOCTI Jikapcbkoro 3acoby Bianosiano no MK PIT Ne UA/9500/01/02

panepar (BEPX)

pPO3UMHY CTaHIAPTY

. PesyabraTtu
[ToKka3HHKH AKOCTI Bumornu _
aHaJji3y
Onuc (BizyanpHo) I'nagka ogHOpiaHa Ma3b OLIOro KOJBOPY, 0€3 CTOPOHHIX BKIIKOYEHD Bianogsinae
[nenTudikauis beramerasony BEPX xpomarorpama Bunpo0yBaHoOro po3uuHy BiJMOBIIa€ XpoMaTorpami Bianosingae

KinbkicHe BU3HAYEHHS
beramerasony Banepar (BEPX)

1,159 - 1,281 mr/r (95,0 % - 105,0 % Big 3asBaeHOl KIJILKOCTI)

1,207 mr/t

Hanosuenns (ITpoBoauThCs sik
BHYTPILIHLOBMPOOHUYHH TECT)

Biagnoginae €sp.d.
CepeHE HANIOBHEHHS HEe MeHIIIe 3a3HaY€HOro Ha yakoBlli

Bianorinae

Komenrapi: [Tokasauk Mikpo6iosoriusa yicToTa jikapcskoro 3acodby (*) Bimnosinae €sp.®@. 5.1.4 jaya npenapartis 1J1si 30BHILIHBOTO

sactocyBaHHs.(*) He pyTuHuuii Tecr.

HasBa ainpHULI, BIAMOBiIaNbHOT 32 BUPDOOHHLITBO/TIEPBUHHE Ta BTOPUHHE ITAKyBaHHA /KOHTPOJIb AKocTi/Bunyck cepil: lllepinr-TTnay

Jlabo H.B.

Azipeca AUIBHHLI, BIANOBIAAILHOL 32 BUPOOHUUTBO/TIEPBUHHE Ta BTOPHHHE MaKyBaHHs /KOHTPOJb IKOCTI/BHNycK cepil: Inaycrpienapk 30,

Xe#cT-on-neH-bepr, 2220, benbris

Jiten3ia Ne 304 H

[um s 3acBiauylo, 110 BUlIEBKa3aHa iHdopmaLis € JocToBIpHOO | TOuHOIO. JlaHa cepist mpoaykTy OyJa BUpoO/IeHa, BKIIOYAOYH

YIaKOBKY / MapKyBaHHS Ta KOHTPOJIb SIKOCTI Ha BHIIE3raAaHii BUpoOuuyin ainenuui (-1gX) B noBHii Biagnosiauocti 3 Bumoramu GMP,
BCT@HOBJIEHMMH MICLIEBUM DEryJISTOPHUM OpPraHoM, a TakoX 3rigHo cneuudikauii, o MicTHTRCS B peecTpauifinomy ocee. [IpoTokomu
BUPOOHMUILITBA, YIAKOBKH Ta KOHTPOJIIO SIKOCTI MIEPETJISIHYTO | BCTAHOBIEHO 1X BiAnoBiguicTs Bumoram GMP.

Hara sBunycky cepii: 03.11.2023
YnosHoBaxeHna ocoda/
BianoBizansHuA nNpoMHCIOBHH
hapmauesT

Iurpia ae Kok

Jdara migmucy:

Iurpin ne Kok /nionuc/

06.11.2023




