¢ MsSD

IHEPIHT-TIJTAY JIABO H.B. )
tuaycrpienapx 30, Xeter-On-flen-Bepr, Awrnepnen. B2220. Beris
Ten. +32 15 258711

CEPTHOIKAT AKOCTI CEPIT JIIKAPCLKOT O 3ACOBY

Hassa

EPIYC®, TabaeTicn, skputi nninxosor o6onouKkoio, no Svr

hopma sunycKy

TAGJAETKH, BKPHTI NNIBKOBO10 060I0KKO1D

Cutna aii/fakTHsnicTs

S mriraba. nesnoparaguny

YrakoBra no 10 Tadaerox B Gaicrepi; no | Gaicrepy B kapTouHiii kopobui
Homep cepit W031443

Po3mip cepii 44904 ynakorox

Aata supobnauTes 05.2022

Tepmin npnasrrocTi 05.2024

Burpofiuux (kpaika) Bennria

Peccrpaniiine ealnourse

Mo UA/5827/01/01

Hazea Bnpobumnka

Lilepiar-Tihay JlaGo H.B.

Anpeca

bunycrpienapk 30. Xeicr-On-Jen-Bepr, Awrsepnen. B2220, Beabria

Homep niuensif na enpobanurss

304 H

Pely nTaTH aHanizy giocri mikapeskoro 3acoby v rinnorinmoeri 3 MKH a0 PC Ne UA/5827/01/01

Pesyantarn
mvorse MIKS s
MTokasnuk B+ aHagisy
. Kpyrst TadneTkn, caitno-61akHrioro Koasopy. is tHeHeIimM ¥ aurasi ; ;

Onue (nizyanuio) pyTi 3 ;. e P L e oo Bianosiaac

BHTAPHYTHX GyKB «S» Ta «» 3 0/utici cTopoun Ta raauxi 3 inwoi cropoiin

Binnojmenns uacy yrpusainig ocosnoro niky na xpomarorpami
AOCHIKYBALOIO POBUHY, IPHIOTORANOI0 A KiALKICINICO BHTHANCHTIAL R

InenTudivania aesnopatanuny

AD sacy yrpuManns niky acanopartaauiy (SCH 34117y na XPOMATOMPaMI
CTAIARPTHONO JpA3KY IAXOANTLCH B Aiaiasoni (.98 - 1,02

3nauenns Rf ua xpomatorpasi smupoGysaiora po3wMiy Bianorisae

. : Binnoniac
suauening RE na xpomarorpami erannaprioro IpAsKy

= 0, 1 g A
. He menue Q = 80% acanoparaguuy nosnrto nepeftd B posuRH yepes B st
435 xpuaun

Bona (mevon K. ®imepa) He Ginnime 5,0% 26%

Kimbxicne pinuavennn 4,50-5,30 mr/rabn 4.92 sr/raG
AEINOPATANHHY {90.0-110.0%) +oe MITh
MTpoayicri posnany <{).1 %
Craeundivni inenTiiconani: e Giasie 0.1% e
@opMin-aesnoparasu
Q
He emeundiani inwi: bic Giave 0.2% <0.1%

Koxua inausiaynanno

Cyma nponykTis poznasy

| 1,
He Giabte 0.3% <01 %

OanepianicTs yozysanun

HosstHen Brpusy siei svorn ©. CLUA <905= Birroniiuw

Mikpobiosoriuua uncrora

Hosuiten purpusiysard nivorn (O 5.1 4, JUIH BPCTAPUTIR JUIA OPaLIONY
BCTOCY Balisl

Komerrapi: mikpoGionorivita uncrota™ nonnnen nianosijati wimo

™ pe pyrrHHNA TeeT

ram Cep.®. 5.1.4 aaa nperaparis juia OPATLHOID 3ACTOCY AN L.

Hasea nupoGunkalllepruina Ta HTOPHHHA YTEKORKY KOHTRONL AKOCTI/BHIYCK: Ulepiur-laay Nado 1.B.

Aapeca sispoSunxal lNepimana Ta RTOpHuHa ynakoska/Koarpoan

B2220. Beawria
Homep nisenait ua snpoGanirs

sumoram GMP.

Yiosrosamena ocofa / Bianosinansuui pupmatest i supoGnunsi

Bert Van Peteghem
i

INGRIED DE COCK
Aara sunyery cepii ;
Harea nianscey

17.10.2022
18.10.2022

akoeTifBunyck: hiuyerpienapx 30, Xebier-On-flen-bepr, AnTiepuen,

J04 H
1 TiM cartim CTBEPIIKYIO, WO BYILEIAIHALEHE indopmantin ocrosi
i KOHTPORE AKOCT] Ha BMILEIAsHAYEHIH supobuuaii Alsnui
Creuntiranismun Peectpauiiinoro aocoe, fpoTokean eupod

pHa § TouHa. Jlana cepis NPORYKTY BHPOGNCHA. BRKAKOUAIOuN YIRKOBKY

B 1oRuiH RimoRimOCTi 10 RUMOr GMP MiciiesHx Pervmoiounx opranis 1a

HHULTBZ Cepil. YHAKORKE | KONTPOIO SKecTi L) PR
L
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JEPXCIKCITY)XXBA
JEPKABHA CJHIYXBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMMH y m. KMEBI

Byn. Bepeanskisebka, 29, Kuis, 02098, Ten. (044) 295-26-85 Tea. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Koa €JPTIOY 37079055

BHUCHOBOK
npo AKiCTb BBE3EHOro B YKpaiHy dikapceKoro 3acoby
13.12.2022 Ne 54115/22/2611
EPIYC®

{naiMerynanis Aikapeskaro 3acoBy srigHo o peecrpaniitunm nocsinueram)
TabJieTKH, BRPUTI [1iBK0BO10 000.10HK0I0, 110 5 Mr; 1o 10 TabneTok y Gaicrepi; no 1 6aicrepy
B KAPTOHHIiT Kopobui

(dopmz aunycKy, 203yDainif, BHA naxysaniA hikapeskoro 3acofy)

Howmep peecrpatiititoro noceimuenns UA/5827/01/01 crpox aif peectpauiiinoro nocsinvenns HEOOMexeHuH

Cepix nikapebkoro 3acofy Ne W031443 KinbkicTb BBeseHOro nikapcskoro sacoby 17280
Bupo6uuk 1epiur-Inay Jiabo H.B., Benerig
{nafiMeiyBalHs BUpOBHKKA Rikapcbkoro 3acoby, Kpaing NOXOAHCIHA)
Boeaeno B Yxpaity TosapHeTpo 3 o6Mexenolo BianosinaabuicTio 'baitep”, izeur. won:
22911794

(naiivenynanss Ta kod 3a €APIOY wprwaunol ocoOk abo npisaumie, iM'a, no Gorbxosi dizmaiol
ocobH - mitapAeMU, it Micue npokKBanng Ta peectpauiifunit vomep oBniroBOT KEPTKH ARETHHRL
nopatkis afio cepis Ta ROMEp NACKopTa)

32 pesynbTaTaMM  AEPKABHOLC KOHTPONIO BCTAHOBREHO, LUo nikapcexuf  3aciG  meeseno B Yipaluy 3
JOTPHMAHHA HouascTea woao 3abesnedents akocTi nikapgprux 3acobis.

—

Mukona XOJOLEHKO

0110) (nigruc) (itlwiank Ta apizsuiie)




‘A

JEPXJIKCITY XBA YKPATHUA
JTEPXXABHA CJIYXKBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KHEBI

ByJ1. Bepesuskinceka, 29, Kuis, 02098, Ten. (044) 295-26-85 tei. (044) 295-26-82
E-mail: dis.kyiv@dls.gov.ua, Kog €EAPTIOY 37079055

BHCHOBOK
npo sIKicTh BBe3¢HOro B Y KpaiHy JiKkapcbKoro 3acody

03.03.2023 Ne 9908/23/26

EPIYC®

(HaliMeHyBaHHS iKapchKOro 3acofy 3rifHO 3 peecTpaLlifHHM MOCBITYCHHAM)
Ta6/1eTKH, BKPHTI IJ1iIBKOBOIO 060/10HK010, 110 S Mr; mo mo 10 Tabaerok y OJicrepi; mo 1
0JicTepy B KapTOHHI# KopoOui

(dopma Bumycky, fO3yBaHHA, BUA MaKyBaHHA Jikapcbkoro 3acoby)

Homep peecrpauiiinoro nocsiguenns UA/5827/01/01 crpox aii peectpauiitnoro nocsiauents HEOOMEXXEHHI

Cepis nikapcexoro 3aco6y Ne W036572 KinbkicTs BBE3eHOrO0 Nikapcnkoro 3aco6y 55039
BupoGuuk Hlepinr-ITnay Jla6o H.B., benbris
(HaliMeHyBaHHs BHUPOOHHKA JlikapchKoro 3acoQy, KpaiHa NOXOKEHHA)
Baeseno B Ykpainy ToBapHCTBO 3 06MexeHOI0 BianoBigaabHicTio ""Baifep", inent. xoa:
22911794

(naiiMeHyBaHHA Ta koA 3a €[IPTIOY ropumudaHoi oco6u aGo mpissuie, iM'd, 0 6aTbKOBI
disuunol 0co6H - miaMpUEMLY, il MicClie MPOXHUBAHHA Ta peecTpauiitHuif HoMep o6nikoBoi
KapTKH IUIaTHHUKA NOAATKIB a6o cepis Ta HOMep macnopra)

3a pesyabTaTaMH [JEpXaBHOTO KOHTPOMIO BCTRHOBNEHO, 110 Jikapchkuif 3aci6 BBeseHo B VYkpaiHy 3
AOTPUMAHHSAM suMOTr 3aKOHOJABCTBA LIOAO 3a6€3Me4eHHA AKOCTI JTIkapChKHX 3ac06iB.

HavanpHHK Mukona XOJIOAEHKO

(nocagoBa oco6a oprany Aep>KaBHOro KOHTPOJIO) (nigmac) (iniuiark Ta npissuine)

M.IL

= Y
dipa MR



ORGANON

LHIEPIHF-TUIAY JIABO H.B.

tnaycrpicnapk 30, Xefter-On-Jlen-Bepr. Auruepuen, 82220, Beanris

Ten +32 15258711

CEPTU®DIKAT SIKOCT] CEPILIKAPCHKOI'Q 3ACOBY

Hasba

EPLYC®, rabaericn, skpiuti naisxonoio oboaonxelo, no Smr

@opma BURYCKY

rabnerxu, sputi naiskosoeto oboaoursio

Cuita aivakTusiicTs

§ mr/raba. nexiopaTaamuy

Ynakopxa

no 10 rabaerok 8 Gaicrepi: no 1 Gaicrepy b kaprouniit Kopofini

Homep cepil

W036572

Poamip cepif 55039 ynakosog !
JaTta supebnursa 08,2022 l
Tepain npuaarnecti 08.2024

Bupobuux (xkpainun) Beanrin

Peccrpauifine ¢sigourso Ne UA/5827/01/01

Hassa syupobunka

Wepinr-Tinay Jia6o H.B.

Aapecs

luayerpienapk 30. Xeiier-On-Jleu-bepr, Anrsepuen. B2220, Beavris

Homep ainensii va supobunurso

304 H

Pe3ysLTaTit ananizy sKocTi ikapebKoro 3aced
PesyasTaTs
TMorazmik Bumoru MK ¥ i
. anaaizy
. Kpyrii Tabaerki, CRirI0-GHakHTHONO ROULOPY. I3 THCHCHHAM Y BHRART ; ;
Onuc (Bizyaanno) 4 P} : Biuosinae

BRHTACHYTHX OVKB «S» Ta «P» 3 oanicl cropony Ta raaasi 3 inmoi croponn

Lnenrudikauin aeznoparaiuny

Biaomienna 4acy yrpuManiisn 0CHOBRORO BIiKY Ha XpoMatorpami
AOCALDKYBAHOTO POFHIIY, HPUTOTORAHOTO 18 KLLKICHON® RUIHUMCHNY,
A0 sacy yrpuManss niky gessoparaiuny (SCH 34 117) wa xpomarorpami

CTRIAAPTHOTO 3PAIKY 3HANOANTLEH B Alanazoni 0.98 - 1.02

Brasonia

Sunuenus RI na xposaTorpasi snnpolysanoro posiriy sianosilac

. . Bianoni;ac
aryeniio REHa XPoMATOrpami CTRHAAPTHOIO 3PUSKY
He me ) = 80% ACIAOPATAAHHY HORUIHO nEpeliThH B POIUME Hepes . .
Porunnenus He menmeQ o P 4 (4o po P Bianoniaac
45 xBuani
Boaa (veroa K. ®iwepa) He Siabme 5.0% 2.7 %

KinskicHe su3uasenns
ACINOPATAANGY

4,50-5.50 Mr/vaGi
(90,0-110.0%)

5.01 mrdra

Tipoaykrit po3naay
Cneunditni inenrudicoani:
Dopmii-ae3nopaATAIIN

Heé criewsidrivni inwsic
Kowua inansiayaanno

Cyma npoaykrin posnasy

He Giavie 0.1%

e Biasine 0.2%

He Giavine 0.3%

<1 %

<. %%

<01 %

Qauepiagicrn a03ysauns

[onunes surpusysary suyorn O, CHIA <905

Bianosiwe

Komenrapi: Mikpodioaoriana uncrora™ nosuisen sianosizamt sunoran Crp.d. 5.1.4 118 Dpendpatis 448 OPaILioro 3actocyBanus.

e pyeutinei recr

Massa supobuska] lepsimia 1a sropunna ynakoska/Kowrpons sxocri/Bunyek: Wepinr-lLxay Jabo H.B.
Aapeca pupoSunky/ Tlepiunna Ta sropuuna ynakoska/Korrpoan skocti/Buntyex: hityerpicuape 30, Xeer-Ou-Hen-bepr, Asrrsepiien,

B2220. Beaoris
Homep aiuensii na sipoBuuirao

304 14

S THM CaMBM CTBEPIDKYIO, 1RO BUItEsasHaveud indhopmanis noctosipua i vouna. [Jana cepin HpoaykTy BUPOGACHE. BRAINUAIONH YIAKOBKY
¥ KOUTPOL AKOCTE Ha BuuesazHaveniit aupoBuudilt Aiasunni B NOBHIA BiANOBIAKOCTE 10 Bimor GMP miciesax Pery:noounx oprauis 1a
Chenndiratiamu Peecrpanitivoro soenc. Tporoxom supobinirsa cepil, YHUAKOBKH | KOHTPOIIO KKOCTI Heperasnyri i sianosizawrs

Bimoram GMP,

Ynosuonaneny ocoba / Bianosizanuuuit papmauest na supodiniTai

Bert Van Peteghem
Hidnue

Jlrva Bunyeky cepii

05.12.2022
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