TNEPYKABHA CJYXKEBA 3 JIIKAPCbKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KUIBCBKIH OBJIACTI

npos. Ceitmynot Haif, 3, m.Kuis, 02099, rerr/daxce: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Koa € APTIOY 37078774

BUCHOBOK
po AKICIL BBE3CHOIO B Y KpPaiHy JiKapcLKOro 3acoly

10.04.2026 Ne 16819/26/10

PEATTIA

(H(lH\/lL:HVﬂdHUﬂ alll\ﬁpchOl O mcoﬁy 3r]'1li() 3 ]J\,fbldeUIIHHM IIO(.,BIII‘ICHHSJM)
kancy.an vsepai no 1,5 mr no 7 kancya y baicrepi; no 4 d.nicrepn B K LApPTOHHIN ynakosui

{(hopMa BIITYCKY, A03yBAHNA, BH HAKYBAHHA JIKAPEHKOTO 3acoBy)
Hosep pecerpauiitiioro rocnizuenis UA/17545/01/01 crpox xii pecctpaniiinoro nocsiaaenna 01.01.2099
Cepist sikapenkoro sacofy Ne TOL023A Kinbkicts sesenoro nikapeskoro sacody 1008

Bupo6nnk BAT "T'ciucon Pixtep", Yropuuna

(najiMcHyRans BHPOOIMKA liKapebkuro jacofy, kpaila HOXOKCHIA)

Breseno s Ykpaiiy ToBapHCTBO 3 06MEKEHOI sipnosigansuicrio "TEJEOH PIXTEP
YKPAIHA", inent. coa: 20005075

(nanmu:ymmm ra ko3t 3a EJPTIOY wopuimunol ocadu abo npizsuute, imM's, no Sark kosi (pizuwirol
0cofn - nianpuenia, 1T Micue MpOsKIBatiig Ta pe(‘crpaumumt pomep 0GAIKOBOT KAPTKH (1aTHHKA
1LoRATKIB 860 Cepis Ta HOMCP IACHOPTa)

Tpotoxosn sizyansnoro kowrpomw six 03.04.2026 N 0948/12.

a4 pesy bTaTAMM  JICPAKABIOTO  KONTPOMO  BCTAHOBACHO, OO nikapeekuit  3aci®  seeseno B Yipaiuy 3

AOTPHMAHHAM BHMOT 3AKOHO1ABCTEA OO0 1a6C3CUEHHA HKOCT] NIKAPCHKHX 3aC0DIR.
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Meperaaj HA YRPATHCHKY MOBY

Tejpeon Puxrep

CEPTU®IKAT CEPII
Hasea npoayxuii: PEATLUIA
Kpaina supobunka: Yropuuua,  Kpaisa - ivnoprep: Ykpalga
Homep pecerpaniiioro nocsinenns: UA/I 7545/01/01
Jiticue go: 12.08.2024
Hisoui peqoémm/cu;la it Kapunpasun 1,5 mr
Jlikapebka popma: Kaucyan TBEP/L

Posmip Ta THI YHAKOBKH: I10 7 Kancyst TBCPAHX Y Guicrepi; o 4 Guicrepn B KapTOHHIA YIIaKOBI
PA30OM 3 IICTPYKUIEIO i MEAMYHOTO 3aCTOCYBAHHA.

Homep cepil: TO1023A Posmip cepii: 1 008 ym.
Jata supobuuursa: 01.2026 Nara 3akinuenns Tepminy npujaariocri: 01 2031

Hasgu, agpecy, nomepa xineisiii 1a ceprudixaris GMP ycix BUPOOHHUHX JIASMIOK | ALIsHOK
KOITPOJIO KOCTI:

Hassa(-u) i agpeca(-n) Cranii Homep miuensii na | Homep ceprudixara
BupoGHnKa(-Kin) RUPOOHHUTBA | BHPOOHULTBO GMP

BAT «egeon Pixtep», Mopsnuit unkn | HU-M-RICH NNGYK/17068-9/-2025
H-1103, bynaneurr, BHPOOHMLTBA

sy dempel,
19-21, Yropumna.

Kowmentapi: Bkazada Buine cepia BUITYIIEHA HA PHHOK.

Jasisa npo ceprudiraniio: L{um sacsiauyio, 110 HABEACHA BULIE iHdopmauis cnpasxug i Touna, La
cepls nikapebkoro 3acofy 6yna BHIOTOB/ICHA, BKIKOYAIOYH YNaKoBKY/MapKyBaHHs Ta KOHTPOJIb SKOCTI,
HA 3A3HAUCHIT(-1X) BHIIC BHPOGHHUIN(-HX) AinsHuUi(-Kax) y ToBHIHA sianosifHocti 4o sumor GMP
MICLEBOTO PETYAATOPHOTO OPraHy T4 cneundikauii, cxBanenoi ipaimi-iMrioprepi. [IpoToxoin
BHPOBHULITBA, YTIAKOBKH Ta aHIi318 Oy:1H TieperisHyTi | BCTaHOBJICHI Bimmosiano g0 craHmapris GMP.

Lcit Ceprudixkar SIkocTi ABNAETLCH BHIIPABJICHOIO epcicio Ceprudikara Axkocri Bix 18.02.2026p.
BuI(paBNeHHS He BIUIMBAIOTH HA AKICTL NPOYKLLIL

Hara Bunycky cepii: 18.02.2026
Jlara BHCCCITHS BHIIPABICHD! 30.03.2026

Kyn-Asopas-Tlerepdi Tronue
YhosHoBakcHa ocoba /uinuc/

BAT «l'edeon Pixmep»
Micuesnaxoamenna: H-1103 Budapest, Gyémri ut 19-21., Yropumha - Mowrose sisaisiennn: H-1475 Budapest 10, P1.27,, Yropwmia
TenedoH: +36 1431 4000 +  www.gedeonrichter.com
MyBAikaui 38yBaMeHL No cepTUdikaTam: certificate_complaint@richter.hu
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IMepexnai Ha YKPATHCHKY MOBY

[eneon Puxrep

crop. 133

Ne CEPII: T61023A
PE3VJIBTATH AHAJN3IB

TECTH BHUMOI'H JAHI AHAJIIZY

OIMMC: Kancyau 1,5 ve. TBepUI )CNATHHOBI Kancysiy,
posmip Ne 4. Kpmieuka Kaicynu — 6ina Henposopa,
Kopriyc xancy:iu - 6iuit Hermpozopwuit, Ha xopriye
kancynn nanecexo Harne «GR 1.5» qyopHum
KonbopoM. Bumict xancyn — nopowmok Gitoro abo

YKOBTYBATO-OUIOI0 KOJIBOPY. BLINOBIIAE
OOHOPIAHICTL He 6inpuie 10,0% inaMsigyajibiinx Mac MOXKYTh
MACH: BLUAXMISATHCE Bill cepe/iHboil Mack Ha Outblue
(BMicTy Kancyn) ik £ 10,0%, 1npu ubOMY X)0AHA HEe NOBHHHA MATH

pigxuncuua ga duiblue ik + 20,0% B1AM0B1AaC

ITEHTU®DIKAILLIS:
Kapunpasug: | Yac yrpuMyBainis miky Ai0H0T PeHOBHHY Ha
(BEPX) | xpoMatorpami Bunpo0yBaHoro po3yuny BiAnoRijiae
HACY YTPMMYBAHHS MIOMOT PEYOBUHM HA
XPOMATOrpaMi CTAHIaPTHOTO PO3UYHHY NPH
LenTHUHMX ymoBax BEPX. BIAMOBIIAE
(BEPX-IAM/L) | [Ipu BukopucTalii Ai0IH0-MaTPUUHOIO JETEKTOPY
Yd-criekTpH, SKi 3apeecTpoBao MpH vaci
YTPHMYBaHHS OCHOBHMX MIKIB, Ha XpoMaTorpami
BUIPOOYBAHOTO T CTAHUAPTIIONO PO3UHHIB MOBMHHI
MaTH MaKCHMYMH ITOTIHHAHHS NP3 OMBHX H THX
CaMHX JIOBXHHAX XBHJIb. Bianosinae

Bapsunk obononxu
xarcysmu:*

THTany JIOKCHI
(konhopoBa peakiin) Po3unBH KOBTOTO KONTLOPY. BIAMOBIAC
(KOpIIYC Ta KpHIIEYKA
Karncyiu)

*nentudikais DapRHMKIB HE € peryagpHuM BunpobysaiaM, Arania Th OJIHY CEPHO 3 KOXKIHOT
s S y
BPIpO6HH‘!O.l' KaMuani,
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BAT «fedeoH Pixmep»
MicueaHaxoperna: H-1103 Budapest, Gydmrdi it 19-21., Yropwusa + Nowvose siaainernnr: H-1475 Budapest 10, PL.27,, Yropwuna
Tenedon: +36 1 431 4000 + www.gedeonrichter.com
My6aixauii 3ayaaxens no ceptndikatam: certificate_complaint@richter.hu



Ne CEPII: T61023A

Hepernaa na yKpaiHChbKy MOBY

Iencon Puxrep

PE3Y.IbTATH AHAJII3IB

TECTH BHMMOI'H JAHI AHAJII3Y
CITOPIIHEH] De-BOC-ankin-188: e 6ienre 0,3% <0,03%
CIOJIYKH: RGH-188 N-oxcwa: uc 6inbure 0,3% <0,03%
RGH-188 anmep: we Guibwe 0,3% <0,03%
Oauuuyini HelieHTH(PIKOBAaRT IPOLYKTH PO3KIIA/IAHHS:
ae Ginkire 0,2%, koxnuit | <0,03%
Cyma UpOUYKTiB PO3KIANAHHA. e 6uistie 2,0% <0,03%
MIKPOBIOJIOTTUHA | 3aransia KVLKICTh aepoOHUX MIKPOOPraHizmin
YUCTOTA**: {TAMC): ue 6lpme 1000 KYO/r | <10 KYO/T
3araneHa KiThKicTh APUKIDKOBHX i LIBINEBNX rpubis
(TYMCOC): ue 6umee 100 KYO/r | < [0 KYO/r
Escherichia coli nosmima 6yTy BiacyTaa (8 1 1) BiIOBIA¢
KUIBKICHE Kapurnpasun:
BH3HAUEHHA: 1,500 mr/kancyna (1,440 — 1,575 mr) 1,537 mr/kaucyna
96,0 — 105,0% 102,5%
PO3UMHEHH: He menie 80% (Q) Ailouoi peHOBHHH TOBHHHO ICPCHTH
y po34MH 3a 15 xs. 98%
OJHOPIIHICTD [puitmansre ancno (AV)S LI {n=10) abo
BMICTY JIHOYOI Tpuitmansiic uncio (AV)S L1 (n=30), i B oMy
PEHYHOBMHH: BHTIAJKY:
(CU) MiHiMym = (1- L2 x 0,01)M; AV = 6,8

Makenmyy < (1+L2 x 0,01)M, ae L1=150; L2=25,0

** AHATI3YIOTH IPH BHITYCKY OIHY CEpil0 3 KOKIOT BHPOGHUIOT KaMITaHil, anc He Meniue ofniel cepii na

piK.

Buciosox: SIkicTs nipenapary BiAnoBinae BamMoram, sastadesnm B HJ{ Ne 5-01180-Q1-06-01

Miciesnaxakenns: H-1103 Budapest, Gyomrdi Ot 13-21., YropuinHa
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BAT «l'edeoH Pixmepn

Tenedon: +36 1 431 4000 «  www.gedeonrichter.com
MyBnikauii 3ayaaxens no ceprudikatam: certificate_complaint@richter.hu

« NowTose sigaineunn: H-1475 Budapest 10., P1.27,, Yropumna
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