A

JAEPHKABHA CJHYXBA 3 JIKAPCBKUX 3ACOEBIB TA KOHTPOJTIO 3A
HAPKOTHKAMHA ¥ KHIBCBKI OBJIACTI

npos. CeiTmaanoi Haaii, 3, mKuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dis.ko@@dls.gov.ua, Ko ENPIIOV 37078774

BHCHOBOK
PO AKICTE BBE3EHOI0 B YKpaiRy JiKapchKoro 3acoby

07.12.2023 Ne 60602/23/1(

TPRIAEPM®

(taHMenyBaHHA NEKAPCLKOTO 3acoBy ariaze 3 peecTpaniitaus nocsigaennsn)
Ma3b moe 15 v y Tyhi; no 1 1y6i B kaprouniit kopooui

(dropma BHITYCKY, I03YBAHRA, B [FAKYBAHHEA JIikapcsKore 3acoby)

Howmep peectpaniiiroro nocsinuennn UA/2022/02/01 crpor aii peecrpaniiinoro mocsiguenns 01,01,2099

Cepin nikapcexoro.sacoby Ne A102498 KinskicTs BBe3enoro aikapesxoro sacoby 9600
BupoGruxk Iepiar-Tnay Jlabo H.B., Bensrisz
(HaiiMetyBanna BIpoSHIka NIKapCLKOro 33coBy, xpaiHa OXOTACHRS)
Beezeno 5 Yipainy CninbHe ykpalHChKo-ecTOHChKE IATPHEMCTBO Y oprsi TOBAPHCTBA
3 oGaeRenolo sianosinanbuicTio " OntiMa-®apy, JITHA", ixenr. Kon:
21642228

(HaitmenyBanmns Ta xop 3a €APHIOY ropnamuzol ocofit abo npi3pime, iM'a, 10 GATEKOBI drizmysol
‘0co0H -~ miznpsemus, # Micne NpoAHEaKHS Ta peccTpaIitHII HoMep obnixoRo KAPTKH IUIATHEKA
nojatkis 460 cepig Ta HoMep macnopra)

Iiporokon sizyansnoro xourponw six 06.12.2023 N 3859/10.

31 pe3syseTATEMI AEPKBBHOTO KOKTPONO BCTAHOBACHO, IO JIIKADCBKMIl 32¢i6 BBeleHo B Yipaiay 3
HJOTDHMAHHAM siuMOr 3aX0H0A3BCTEA WIOAO 3a6¢3NCUYEHHA SKOCT HIKAPCHKHX 3acobis.

B iffﬁ;;ii_’i. BOBIIAPEHKO

(ixiniam 12 ngizeinae)




ORGANON

lepiur-Iinay JlaGo H.B., Beanris
Ingyctpienapk 30, XercT-on-aen-Bepr, 2220, Benbris
Ten. +32 15 258711

CEPTU®IKAT SAKOCTI CEPII IIKAPCLKOI'O 3ACOBY

Ha3sa
@opma BUNYCKY

Jo3yBanus

YnakoBka

Cepin

Kiaskictsb y cepii

JlaTta BupoORHITBA

Jara 3akingenns Tepminy
MPHAATHOCTI

Kpaina supodnuka
PeecTpauiiine nocBiguenns
Ha3ssa BHpoOuuka, BianoBinannHoro
3a BHILYCK cepil

Anpeca

Jlinenzis Ha BupoGHENTBO No

TPUJIAEPM ®, mazn

Ma3b

0,5 mr/r Beramerazony (annponionary); 10,0 mr/r Knorpamazony; 1 mr/r Fenraminnny
(cysepary)

no 15 r B 1y6i; no 1 1y6i B kapTonniit kopo6ui

A102498

62240 ynakoBok

06.2023

06.2026

benbris
No UA/2022/02/01

lepinr-Ilnay Jlado H.B.

Inpycrpienapk 30, Xelicr-on-nen-Bepr, 2220, Besria
304 H

PesysibraTn nposepenns ananisy skocri JiKapcesKoro 3acofy sianosixmo 10 MKS PIT Ne UA/2022/02/01

. Pesyabrarn
ITokazHuKH gKOCTI Bumormu :
AHAJTIZY
Onue (Bisyaisno) M'sikoi koBCHCTeH1T, Bix 6i70T0 40 CBITIO-K0BTOrO KOJIOPY OZHOp1AHA Ma3k, |BianoBinae
6€3 CTOPOHHIX BKIIIOYEHE
InenTndikauia beramerasony Xpomarorpama BUNPOGYBAHOTO POIUHHY BiANOBifaE Xpomarorpami po3unny |Bimmosigae
punponionar (I'panieatna BEPX) CTaAHIApTyY
InenTudixania Knorpumason XpoMaTorpama BUPoOYBAaHOrO PO3UMHY BinoBigae Xpomarorpami posuury |Bianosimae
(I'paxientHa BEPX) CTaHAapTy
Inentudikania I'enramiuun (TILX) Xpomarorpama BHIpoGYBaHOTo pO3UHHY BiAOBigae XpoMmarorpami po3unHy |Biamosinae
CTaHAapTy

KinbkicHe Bu3navyenus
Beramerazony aumponionary 0,611 - 0,675 mr/r (95,0 % - 105,0 %) 0,643 mr/r
(I'panientna BEPX)
Kinbxkicne sn3navenns Kinorpamason
(rpaﬂ,iEHTHﬂ BEPX) 9,50 - 10,50 mr/r (95,0 % - 103,0 %) 9,96 Mr/r
Kinbkicne Bu3navenns [entaminus
(mMikpobGiosorinmit MeTo) 0,900 - 1,100 mr (a6o 900 - 1100 MO)/r (90,0 % - 110,0 %) 1,041 mr/r
Hanosnenusn (Ilposoautecs six Bignosinae Epp. ®. Bimmosinae
BHYTPILUHLOBHPOOHMYHIA TECT) CepeiHe HaOBHEHHA He MEHIIE 3a3HAYEHON0 Ha YIIAKOBIIi

Komenrapi: ITokasauk MikpoGionoriuna uucrora JTIKAPCHKOTO 3aC00y

3acrocyBaHua.(*) He pyTunHuii tecr.

(*) Bianosinae Ep.®. 5.1.4 ys Ipenaparis JUIs 30BHILIHLOTO

Ha3pa aineHuWi, BiAmopigansHoi 3a BHPOOHMLTBO/TIEPBHHHE Ta BTOPUHHE NIAKYBAHHS /KOHTPOIIL IKOCTI/BHIYCK Cepii: [epiur-ITnay

Jla6o H.B.

Ajnpeca IINBHUIL, BITOBIAATEHOL 32 BHPOOHHI[TBO/TIEPBHHHE T4 BTOPHHHE NIAKYBAHHS /KOHTPOJIL AKOCTI/BHITYCK Cepii: Innyctpienapk

30, Xeiicr-on-aen-bepr, 2220, Benbris
Jlinenszig Ne 304 H

Linm 1 3acBinuyro, mo BHieskaszana indopmanis € AOCTOBIPHOIO i TO4HOM0. Jlana cepis nponyxry Gyia BUPOOIIEHA, BKIIOYAI0UH
YNaKOBKY / MAPKYBAaHHS Ta KOHTPOJIb SKOCT] Ha BUINE3TadaHiil BUPOOHNYIH ALTBHULI (-1151X) B OBHIH BiZANOBIHOCTI 3 BUMOraMu GMP,
BCTAHOBJICHUMH MICUEBUM PETryISTOPHMM OPraHOM, & TAKO 3TiAHO crieLu (pikarii, o MiICTHTECH B peectpaniiinomy nocee. [IpoTokomu
BUPOOHHMITBA, YIAKOBKH Ta KOHTPOJIO AKOCT NEPErILHYTO 1 BCTAHOBJICHO X BiZNOBiAHICTE BUMoram GMP,

Hara sunycky cepii: 02.10.2023
YnoBHoBaxena ocoba/
Bianosinansunii npomuciaosmnii
¢apmanesT

3a lurpia ne Kok

Hara mianncy:

T. Baec /ni
03.10.2023




