N

IEP)KABHA CJYXKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH
Y JHIIIPONETPOBCHKINA OBJACTI

Huinpo, n1.Co6opHa,d, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kog €APTIOY 37070665

BHCHOBOK
npo AKicTs BBe3eHOro B YKpaiNy Jikapcbkoro 3acofy
19.01.2024 Ne 1692/24/0411
KABIHTOH

(HaRtMcHYBaHHA AIXapebKoro 3acoBy 3riHO 3 peecTpauitHuM NOCBIAMCHHAM)
rabaeTkn no 5 Mr no 28 Tabaerok y 6aicrepi; no 2 6aicrepn y kaproHHiii ynaxosni
(dopMa BrITyCKY, AO3YBAHHS, BiJ NAKYBAHHA NiKapChKOTo 3acoly)

Homep peectpauiitroro nocsinuenns UA/4854/01/02 crpok aii peectpanifitoro nocsimiens 01.01.2099

Cepin nixapcekoro 3acoby Ne T36418A KinskicTs BBe3eHoro nikapcbkoro 3acoby 3717
BHpoGHHK BAT"leneon Pixtep", Yropinuna
{(naitMeryBanHs BupoSHKKa mikapcekoro sacoly, kpalua NOXODKEHHA)
Beesero B Ykpalily Tosapuerso 3 o6Mexkenolo Binnosizanbaictio "ballM", izent. kox:
31816235

(naftmexyganns Ta xoz 3a €JPITOY opuauusol ocolu a6o npizsuie, iM's, 10 GaTsKoBI
pisnano! ocobu - niznpremus, It Micue MpoxkHBaHHA T8 peecTpauifHMA Homep obrikoBoi
KAPTKH TUIATHHKA NoJaTkiB aGo cepis Ta HoMep nacnopra)

TpoToxo BizyaasHoro koutpoaio six 18.01.2024 M 07-01/75/29.

3a pelyNLTETAMH HACPKABHOTO KOHTPOMIO BCTAHOBIEHO, IO Jikapchku#l 3aci6 BBeseHo B VYipainy 3
AOTPHMAHHAM BHMOT 3aKOHOJABCTBA W00 386€3NeYeHHA AKOCTi NiKapCLKHX 38c06iB.

B. 0. HayaneREKa JepxaBrol cyx6H 3
TIKapchKuX 3acoliB Ta KOHTpPOMIO 38 .

p . ipaiig= Mapis BPE3IL[EKA
HapKOTHKaMH y JIHiTponeTpoBChKiH
obnacTi o

{nocanosa ocoGipLs uc)

nad
TOKY MEHT B

P

Hikitiuera Okcana +38(066)345-41-71



Mepexnax na ykpaiHCbKy MOBY

©

I'eneon Paxtep
CEPTH®IKAT CEPII

Hazspa npoxykuii: KABIHTOH
Kpaina sapobuuka: Yropmura. Kpaina-iMmoprep: Yipaina

Homep peccrpaniiinoroe nocsinuenns: UA/4854/01/02
YunHe Xo: HE3CTPOKOBO

Crnaa aii: 5 mr BiHnoneTHEY

Jlikapchka gopma; TabneTrn
Posmip i THn ynakeskn: 25 Tabnerok y 6uictepi, 2 6iicTepu B ynaxkosI.
Homep cepii: T36418A

Hata parorosinenns; 06.2023

Poamip cepii: 23 681 yn.
Harta 3axinaenns TepMminy apryaTnocri: 06.2028

Haiswu, aapecu, Homepn ainen3ii Ta ceprudicarie GMP Beix Bupobununx ginanox i gitgnox
KOMTPOJIO SKOCTI}

Hassa(-n) { agpeca(- | Craaii supoGrunrea | Homep ninensii ma | Homep ceprudivara
H) BApobaMKA(-KIB) BHpPOGHMITRO GMP

BAT «'eneon IMorauMi kT HU-M-RICH OGYEL/20786-7/2022
Pixrep», H-1103, BUpOGHUITE],

Bynanemr, syn. YIIAKOBKA,

Hempei, KOHTPOJIH SKOCTI Td

19-21, Yropummna, BHITYCK cepil

3agBa npo ceprudiramio: Iim
Lla cepia nikapcekore sacoby Gy
AKOCTI, Ha 3A3HAYCHIN(-MX) BMI
BuMor GMP MiclieBoro perynsarops
IpoTokomt BHPOOHHLTBR, YHAKOB

cranpapris GMP,

Jara Bumycky cepii:

- ’dm

24,08.2023

Hara Bunmycky ceprudikara: 24.08.2023

'ana.mamﬁ
o, }13\/\\,

_4

BHIIE iHGopMania cripaBkHA i TOUHA,

J4H YIaKOBKY/MapKyBaHHS Ta KOHTPO.Ib
i(-kax) y nmOBHiH BigmoBigHOCTI j0
- nii, cxeanenoi B KpalHl-anopTepl

¥nu {freg [JIMHYTi | BCTAHOBMEH] BiamoBigHo no

Kyn-Ivopap-Ilerepdi Tionne
YnopHOBaxkKeHa ocoba
(mmimmc)
crop. 132

BAT «IFedeon Pixmepy
Micuesnaxomenus: H-1103 Budapest, Gybordi &1 19-21,, Yropupsa + Howrraas siaginenus: H-1475 Budapest 10, PE27., Yropumna
Tenedon: +36 1 431 4000 +  www.gedeonrichter.com
[lyBaixauii saynaxene no cepdiraram: certifleate_complaint@richter.hu



Ne CEPIIL: T36418A

Ilepexnag Ha yKPAINCLKY MOBY

(%)

I'eneon Puxrep

PEIVILTATH AHAJII3IB

TECTH BUMOTH JAHI AHAJII3Y
OITHC: Bini abo maibke 6ini, onacki, kpyrii TabneTky 3
tbackoro, aiameTpoM Oimapko 9 MM, 6e3 3amaxy, 3
rpasitopanHAM «CAVINTON» Ha oanoMy Goui. BiIIOBiIa€
BUTHUPAHHSI; He 6inbwe 1,0% 0,2%
TBEPHICTE:
(cTilikicT A0 He menme 20 H I9H
pO3JABIIIOBAHHA)
CIIPABXHICTD: OcHOBHA IUIMA HAa XPOMATOrpaMi BUnpobysanoro
Meroa Ne 1 (TLIX) po3uMHY 3a 3HaueHHAM Ry Mae BinnosinaT nusMi
BIHMOHETHHY HA XPOMATOTpaMi CTAHAAPTHOTO BinoBinae
PO3YMHHY.
Meron Ne 2 (Y- Y@-criexTpH nmorIMHaHHA BHIpoOyBaHoro i
CIIeKTPOQOTOMETDIA) | CTAHAAPTHOTO POIYHHIB MOBUHHI MATH MaKCHMYMH
IIPH QHAKOBMX AOBXHHAX XBU/E. BIMOBiAge
MIKPOFBIOJIOI'TUHA | 3aranpHa KitkKiCTh acpo0HuX OaxTepiii:
YUCTOTA: ne Ginpme 10008 1 1 HEperynsapHe
(seperynapxe 3aranbHa KiTekicTs rpuGiB:  He Gitbme 1008 1 r | BHIpoOyBaHHA
BHTIpOOYBAHHA) Bincyruicts Escherichia coli: BlIr
KUTBKICHUH BinnoueTus:
BMICT AIIOUOI 4,750 - 5,250 M1/ Tabn. 4,978 mr/Tabn,
PEYOBHHU: 95,0 - 105,0% 99,6%
OOHOPITHICTD AV <15 (n = 10), gaxuo yMoBa He BUKOHYETECH, TO
JO30BAHUX AV <15 (n = 30), i ana 30/30 rabnerok KinbkicHuii
OJIMHUITb BMICT Ril040] peTOBHHH Ma€ OyTH B iHTepBani AV =32

0,75xM - 1,25xM.

BucuoBox: fxicTs npenapaTty BifIOB]

Micueanaxomxesnna: H-1103 Budapest, Gyomrdi Gt 19-21., Yropmusa *

BAT «I'edeon Pixmep»

Tenedon: +36 t 431 4000 = www.gedeanrichter.com

TySmicanii suyrasenn no ceprudiratam: certificate complaint@richter.hu

TMourroee sinnineuns: H-1475 Budapest 10, PL27., Yropouaa




T'BE4ZEOH PUXTEP

CEPTHOUKAT CEPHH

Hazsanue npoayxnsn: KABHHTOH
Crpana npowssoanyeas: Berrpus. Crpana-umnoprep: Ykpanna

Homep perrcrpanaontoro yiocropepenna: UA/4R54/01/02
JeHereureanno no: Secepouno

Cuaa geliersun: 5 mr suuaoueTina

JlexaperBennas opma: Tabneriy

Pasmep ¥ tin ynakoniu: 25 rabievok B 6ancrepe; 2 6incTepa B Ynakoske.

Homep cepun: T36418A Pasmep cepuu: 22 681vn.

Jara nponinoacrea: (6 2023 Jata ncrewering ¢pora roanoctie: 06 2028

Hazsanmus, anpeea, nomepa Jnpewsui i ceprudnkaros GMP Beex HPOHIBOJCTBEHHBEX YIACTKOR H YHaCTKOB
KOHTPOSIH KAMECTRY

Haspanmne(n) w agpecia) Cranun npowsogcren Homep naruexzuu na Homep copradicara
HpousBoAHTEAR(10i): IPOHIBOACTRO GMP

OAO aleneon Puxteps, [lonuwiit nuKA HU-M-RICH OGYE1720786-7/2022
H-1103, Gy sanewr, 1IPONIBRORCTRA, YNAKOBKA,

vi. Hempen, KOHTPOJTH KayecTsa

19-21, Benrprs. H BbINYCK CEPHH /;m
' -""-.:‘I-.
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RyHleHaHd PalHOKNS, .

JOKY MEHTIB X5

AocTosep FCrepHBEReHHRA BLILE HHDOPMATHS TOANHAHHAS 1

5&6[@* ma.ﬁ 3433 YNIZKOBKY/MAPKHPORKY ¥ KOHTPOK

CTBCHHOM(bIX) yuae Q X) B (I0AHOM COOTBETCTBHH ¢ TPEGOBAHHAMH

uq_d)mcm.mu, }’1_;5‘4‘& WALHHO# B CTpane-umitoptepe. {1porokons

p};l m‘rpewg_}f/{f\?’_ BACHBI B COOTRETCTRHM ¢ cTaraaprame GMP.
B

e

)"i';'_‘;*__*i. \-,,_',;-’_/
KyH-O8pao-Tlerepou Tionpe
Ynonuomouestoe nuun

",
0,

X

Kommenrapnn: Yxaszainaz ssiic cephs A\

<

)

3anpsnenue o cepradrrkaunn: Hacton
rOMHAA. ITA CepHA HCKAPCTBEHHONO Cpe;
KatecTsd, Ha YKA3aHHOM(bIX) BRILE PO
GMP MecTHOrO peryniupyotero oprana
NPOH3BOACTRA, ¥NAKOBKH H AHAAH30B Bt

llaTa Bbmycka cephu; 24.08.2023
Adara samycka ceprudurara:  24.08.2023

crp. 1 a2

0AD «MeneoH Puxtep»
Mectonaxosgenne: H-1103 Budapest, Gytmebi it 19-21 ., Benrpux » Floutonoe ornesenne: H-1475 Budapest 10.. PE. 27., Benrpax
Teaeon: +36 1 431 4000 « waw.gedeonrichier.com
[IyGauknuma yamesiarmit no cepragusaram: certificate_complamigrichter.buy



Ne CEPHIH: T36418A

FEAEOH PUXTEP

PE3YJBTATHI AHAJTHIOB
TECTBI TPEBEOBAHIA TAHHBIE AHATTHIA
OIMUCAHHE: Bensie unw nouty Geanle, NAOCKKE, KpyIiible TabneTky ¢
thackoli, xMameTpoM okosio 9 MM, 6ea sanaxa, ¢
rpaenpoekol «CAVINTON» ua oano#l cTopote, COOTRETCTBYET
UCTUPAEMOCTb: He 6onee 1,0% 0.2%
TBEPIOCTD: He menee 20 H 39H
{(yCTOHYHBOCTD K
pA3ARNYBAHUIIO)
NOAJIMHHOCTD:
Meroxn Nel (TCX) OCHORHOE FATHO Ha XPOMATOTPAMME HCITBITYEMOTO PACTBODA [0
AHAYEHHIO Ry AOMKHO COOTRETCTROBATE ITHY BUHIOUCTHHA HA COOTBETCTBYET
XpOMETOTpaMME CTaHAaPTHOTO PACTBOPA.
Merog Ne2 (Y- V®-cnekTphl MOMNTOILIEHHT ACHLITYEMOro K CTaHIapTHOrO
CHSKTPODOTOMETPHS) PacTBOPOR JOIMKHE! UMETh MaKCHMYME! TIPA ONWHAKORLLX ATHAAX
BOJIH, COQTBETCTBYET
MHKPOEUOTON - Ob1ee wmcno aspobupX Gakrepuli: MElr
JECKAA YUCTOTA: O61ee M0 TPROOB M NACCHERLIX (PUGOR 7 HarGunee LR HeperyIspHoe
(Heperynapuoe Orcyrerene Escherichis coli: K1lrqynd c UCTTLITANKE
HCALITAHNE) JOKY MEHT
KOIMYECTBEHHOQE BusnoneTuH:
COJIEPXKAHHE 4,750 — 5,250 Mr/Tabn. 4,978 mr/Tabum,
CTBVIQLLETO 95,0 - 105,0% 99,6%
BEIIECTBA:
OITHOPOAHOCTD AV £15 (n= 10), ecnn ycnoBHe He BLINONHIETCH; T8
JO3UPOBAHHBIX AV <15 (n = 30), # naa 30/30 Tabnerok kONHUECTREHHOS
EVHHALL: cofiepkatie AeHCTBYIOEN0 BEIECTRA AOMKHO HAXOAUTHLCH B ey

nureprane 0,75%M — 1,25xM

Saxnroaenane; [(auecTRO NPeTapaTa COOTBETCTRYET TpeGoBanuaM, ykasauHwM B HJ[ Ne 5-00018-Q1-00-01

crp.2n32

0AQ «lepaon Puxrep»

Mecroraxoswaenue: H- 1103 Budapest, Gytmrdi it [ 9-21.. Bearpna » [loarosoe orgenenye: H-1475 Budapest 10., Pf 27.. Benrpia

Tenedon; +36 1431 4000 « www.gedeonrichter.com
IyGansating 3amMenarmit ne cepTRQARITIM: certificate_complaint@rickterlin
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