AEP2KABHA CUIYZKDBA 3 .JIIKAPCBKI'/_IX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMNM Y KMIBCHKIN OBJIACTI

nipos. Ceitnmunot Hanil, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
PO AKICTH BBE3EHOI0 B YKPAaIHy JIKAPCHKOIro 3acoly

27.02.2024 | Ne 7100/24/10

AHYMET

(HaliMeHYBaHHA MIKAPCLKOTO 3aco0y 3riAHO 3 peecTpatiiinuM HOCBIATEHHAM)
Ta0JIETKH, BKPHUTI IVIIBKOBOK 00010HK010, Ito 50 Mr/850 mr; no 14 tabieror y 6aicTepi; mo 4
~_OaicTepM B KaPTOHHIH KopoOii ‘

(bopma BHITYCKY, TO3VREHHA, BHA HaKYBAHHA JHKapcsKoro 3acoly)

Houmep peecrpauniiinoro noceiggends UA/11003/01/02 crpox xii peectpaniitnoro nocsimuenus 01.01,2099

Cepis nixapcesxoro sacofy Ne X023371 KinpkicTs BBE3€HOrO Nikapchkoro 3acoby 300
Bupofuur Mepxk Hlapmn 1 Jloym B.B., Hitepnangu
(HalimeHyBaHHA BHPODHHKA JKapCHKOrQ 3ac00y, KpalHaA MOXONKEeHH)
Baeseno B Ykpainy CninpHe YKPalHCHKO-ECTOHCHKE MANPHEMCTRO Y (hopMi TOBAPHCTBA
3 o0Mexenoy Bignosinanasnicrio "Onrima-@apm, JITA", inenr. xox:
21642228

(maiiMenynanns Ta xoy 3a EJPTIOY ropuauunoi ocobu abo npisenmue, iM's, o Garskorl disnynoi
ocobH - nignprHeMLd, ii MICIie IIPOKHBAHASA Ta peecTpauiiinui HoMep 0ONiKOBOT KAPTRM NHATHHKA
NOAaTKis adn-cepid Ta HOMeD nacmopTa)

IIporoxoen Bizyaasnore xewrponro eix 26.02.2024 N2 0205/16.

32 pesyabTaTaMH [EPK&BHOTO KOHTPOM:O BCTAHOBIAGHO, MO JikapchKui 3a¢ib BeezeHo B VEpainy 3

AOTPHMAHHAM BHMOI 3aKOHOJABCTBA LIOA0 320e3MeYEHHS AKOCTI JIKAPCHKHX 3aC001B.

Biktop CTE®KIBCHKHIA
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Mepx lilapn i Joym B.B.,
Baapnepper 39, 2031 BH Xaapaem,

Ceprudikar sikocri cepii sikapceskoro 3acody

Hazsa

Jlikapcbka popma

A 03yBaHHA
MNakyBaHHA

Cepin

Cepin in-bulk
Homep npoaykry
Marepian

Onnc

Kinbkicrb 8 cepii
Hara BupobHuurea
TepmiH npuaaTHOCTI
Kpaika BupoSHuk in Bulk

KpaiHa BpobHUK

BupobHuk signosinanshnii 3a sunyck
cepil

Appeca

KpaiHa npusHaueHHA

PeecTpauiiHe nocBigueHHsn

RiueHsia No

Ceptudikar signosigHocri GMP

Anymer, TabneTkn, BRKpUTi nAiBKOBOIO 060/10HK0I0, NO 50mr/850mr
Tabnertku, BKpUTI NNiBKOBOK 0BOAOHKOW

Cutaraintui 50 mr, Metdopminy rigpoxnopuay 850 mr
14 Tabnetok B bricTepi; 4 6aicTepPU B KAPTOHHIM Kopobui
X023371

MT3T092790

6748

1006810

AHymet 50/850mr 4x14Tab yrp

1182 ynakosok

06.05.2023

05.2025

MNyepTo Piko

Higepnanan

Mepk Wapn i doym b.B., HiaepnaHan

Baapaepser 39, 2031 BH Xaapnem, HigepnaaHam
YKpaira

UA/11003/01/02

108958 F

NL/H 21/2035427A

Higepaannn
Ten, +31 23 5153153
Paxe 31 23-5148000

PesyseTaTi nposesennn aHalily IKoCTi JiKAPCHKOro 3aco0y y BianogigHocri o MKS, PIT Ne UA/11003/01/02

MoxasHukM KOHTpONIo Bumorn MKA Pesynh_TaTn
aHanisy
Ormuc Tabnerku, BkpuTi MNiBKOBOK OGOJOHKOIG POKEBOTO KOJIBOPY 3 Binnosinae
rpaBipyBaHHsaM "515" 3 oguoro 60Ky Ta rIafeHsKi 3 iHIIOTO boky |
|
IpenTudikanin: Mergopminy (BEPX) |Uac YTPUMYBaHH# MiKY METHOPMIHY Ha XpoMaTorpami
BHIPOOYBAHOrO i CTAHAAPTHOTO PO3UMHIB MOBUHHI BiAMOBiNATH (  |Binuosigae
Irentudixanis: Curarnintuny (BEPX) |mexax + 2,5%) |
Hac yTpuMyBaHHS Miky CHUTARIINITHHY Ha XpOMarorpami Bianosigae
Inenmudikanin (I4): Merdopmin i BHIPOOYBAHOTO i CTAHAAPTHOTO POSYHHIB MOBHHKI BIANOBIIATH (B
Curaraintany Mexax + 2,5%) Binnosigae i
CrieKkTp 3pasky [Mokasye MakCHMyM IPH THX K€ NOBKHHAX XBRJII, 1110
1 Ha CTAHAAPTHUX 3pa3Kkax
.. . 95,0 - 105,0 % Big 3asBineHol KiJILKOCTI 99,7%
Kinnxicne Bu3uavennn: metdopminy o
rizpoxiopua (BEPX) 3afpnena xinbkicTs = 850 mr/Tabnerka |
i S E RaraEa e s 95,0 - 105,0 % Bix 3as81eH0] KIIBKOCT] 99,8% I
Curarninmumy (BEPX) 3asaBnera Kinbkicts = 50 mr/rabnerka
[IpoaykTu posnany: Makcumym 0,1% 0,0 %

METQOPMIHY FiIPOXIIOPHIY:
Bynp-sxHX HeceuudiuHUX MPORYKTIB
(BIXKX)
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Hpoayxru posnagy: Merdopminy
TIAPOXSIOPHA;
Cyma

Makcumym 0,2%

0,0 %

NpoayxT posnaay: Curarnintuny:
byab-sxux Hecreundiunmx npoaykris
(BIAKX)

Maxcumym 0,2%

0,0 %

IIpoxyxkTn poznany:
Crrarnintuny:
Cyma

Maxcumym 0,2%

0,0 %

Onnopiatiers go3ysannsn:
Merdopminy riapoxnopua (BEPX)

Biantoginae @apm.CIUA. / €sp.Dapw.

Biamosinae

Ounuopignicts nozyBannsn:
Cutarnintury (BEPX)

Binnosinae ®apm.CIUA. / €zp.dapm.

Bixnosigae

Posuunenns t Merdopumin

Minimym 85% posuunsternca yepes 20 xpwmn

98 %

LPDS‘IHHEHHH 1: Cutarninruny

T Q=80% Binnosizae ®.CIIIA

Llum 1 3acBinuyio, 1o HaBeaeHA BUILE iH(OpMAIlis € 0CTOBIPHOIO TA TOUHOIO. Lo cepiro npenapary
[aKyBaHHs/MapKy BAHHs) Ta NPOBEEHO KOHTPOJb SKOCT]

YnoBHOBaXKeRA ocoba: /midnuc/
15.11.2023 M.Kooric
YoBHOBaXKEHa ocoba

Mepk Llapn i Toym B.B., Hinepnanan

IMinnuc /nionuc/
Hara sunycky cepil / ninnucauns

%

Minimym 85% pozuunserscs uepes 20 Xpuamy 99 % |

Ilinrorosneno: P, Joe Jlytiken /nionuc/ 15.11.2023

[Tposipeno: 4. [, Ceedopdh /nidnuc/ 15.11.2023

Oyno BUpobAeHs (BKIIOUAIOYH
Ha BHINE3A3HAYCHIH AiNbHUUI Y TOBHIN BIAMOBI AHOCTI 3 BUMOraMu GMP,
BCTAHOBJIEHHMHU MICLIEBHM PEryNATOPHHAM OPTaHOM, 4 TAKOX BLATIOBIIHO 110 cneundikauii, wo MicTaTees y peecTpalitHOMY JOChE.
IIpotokonu BupoGuunTEa, Nakysauns Ta aHam3y OYJ0 NePErsHyTo Ta BCTAHOBNEHO BiANOBLAHIcTE GMP.




