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TBAEOH PUXTEP
T Ghaaitnas & 1HD! wdy

CEPTRDHKAT CEPHH
Hassargre npoxyxuua: HOPKOJIYT®
Crpasa nponssonirens: Benrpus. Crpana-wMooprep: Vipanna

HoMep peracTpanuonsore yaocrosepenus: UA/7288/01/01
. HciictraTennno go: Geccpouro

CRuaa nelicTsug: 5 Mr HOP3THCTEPOHA

JlexapcTaennay fopma: Talnerkn

Pasmep # Tun ynaxoBkn: 10 Tabnerok 8 Gaucrepe; no 2 Gaycrepa B ynakoske,

Homep cepaa: TO3557A Pasmep cepun: 54 920 ym,

Mara nporssoacrea: 03 2020 JlaTa Rcredenus cpoka ronsocru: 03 2025

Haspanan, axpeca, RoMepa Jmnendnii m cepraduxaror GMP Beex Npos3BOACTBEHHLIX YIRCTKOB H
YHACTKOB KOHTPOIR KAUeCTBR:

Haspanwe(a) u anpec(a) Cranua Homep nunensun na ~ Homep ceprudaxara

npoR3BOARTENN(IEH): RPOB3ROACYBA RPOH3BOACTEO GMP

OAO «leseon Puxtepn, Tlonnei wkn HU-M-RICH OGYEL/9446-6/2019

H-1103, BynaneioT, NPOM3BOACTEA, :

yn. Hempen, YNaKoRKa,

19-21, Beurpus, KOHTPOAb KayecTsa . :
H BRIITYCK CEPHH

Kommentapum: VkasadHas BbILIC CCPHA BHNYLICHA Ha PHIHOK,

3usgnenme o cepraduxammn: HacTosmuM YNOCTOBEPAIO, WTO NPHBEACHHAA Bl RHPOPMAUHS
MOUIMHHAA ¥ TOYHRY. 3Ty CepHIO. JIEKApCTBEHHOKO CPEJCTBA GLLIO H3TOTORACHO, BKNIOMAR
YNaKOBKY/MapKHPOBKY ¥ KOHTPONE KAWECTBA, KA 'YKA3AHHOM(kIX) BHINE MNPOHIBONGTBCHHOM(BIX)
y4actke(ax) B NOIHOM COOTBETCTBUM ¢ Tpebosammamu GMP MecTHOro perynupylowero opraka
cneLHKALIY, yTRepKIeRBo} B cTpane-HMnopTepe. [IpoTOKONE NPOUIBOACTEA, YNEKOBKH H AHANA30B

6su1H nepecMOTPCHEI # YCTRHOBAEHO cooTeTcTBHe GMP, >~
f -
JNara wemycxa cepun: 11.06.2020, i
JHara suinycka cepraduxara:  11.06.2020. 7 F pom———
IMBEPUN O, LA G o /[ ;.
Ocsanga Spxeter ap.lms2 ,3;). omnorx‘::gg:
OAO fegeoH Puxre, . NOAHOMOMEHH ; . e
OAQ «l'eneoH Pixreps preve
Mec H-1193 Budapest, Gybmrdi ol 19-2)., Benrpue « finurosoc otencune; H-1475 Budapest 14, Pf. 27., Benrpus j

Tenedon: +36 1431 4000 ¢ Tenedase! -36 1 260 6650, +30 | 260 489) » Dnexrporras noymn: postaf@richierhu
Perucrp cyab ¥oro Tpubiyhana No Cg. 01-10-040934 » Huveprer: wivw.richier.bu.
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TEAEOH PUXTEP

Lhawesens. 2 S1F5 ooy

Ne CEPHHE: TO3557A
-PE3VJIbTATh! AHAJIH30B

TECTEI TPEEOBAHHA JAHHGIE AHAJIA3A
OIMUCAHHE: TInockue kpyrnsie TabneTku 6enoro Wit nowTu Georo ubeT2 ¢

dackoii, Ha ogHoli cropote TabneTox — MapxupoaKa

«NORCOLUT», Ha npyro# — «+». Juamerp: oxono § MM. COOTBETCTBYCT
OIHOPOHOCThH
1O MACCE: .. 0,157 +7,5% COOTBETCTBYET
HCTHPAEMOCTD: He Gonee 1,0% 0,1%
MMPOYHOCTD: He menee 20 H 53H
NOATHHOCTSD: IsTHo NeficTRYIOMEro BEMECTEA HODKHO NONBAATLCA PH

HACHTIHIHOM 3HAUCHAN Rf Ha XpOMaTOrpaMMe ACTRITYEMOIC

H CTaHAAPTHOrO PacTaopa. COOTBETCTBYET

MaKCHMYM CNCKTpa NOFNOWEHHS HCIILITYEMOro H

‘CTaHRAPTHOIO PacTBOPa AOMKEH IOSBAXTHCH IPH

TOXAeCTBEHHOR THHE BOJHM (0K0J10 240 HM). COOTBETCTBYET
TIOCTOPOHHHE 60L-THAPOKCH-HOPETHCTEPOK: ue Sonee 0,3% 0,10%
TPAMECH: (BITCX)  6p-ruapokcu-Hopeructepon: ue Sonee 0,3% <0,01%

10-THRPOKCH-HOPETHCTEPOH: He Sonee 0,3% 0,20%

6-KeTO-HOPETUCTEPOH: He Gonee 0,3% <0,06%

HenapecTHan PHMECD, KAKAA: e Gonee 0,1% <0,10%

Cymma npumeceit: ne Gonee 1,5% 0,30%
MHKPOEHOJIOTH- Ofwee uncno a3pobHEIX MRKPOOPraHHIMOB:
YECKAAYHCTOTA: ve Gonee 10°n 1 1 <10/r

OBwee yucio rpuGos: e Gonee 107 11 <10/r

Escherichia coli: oTCyTCTBHEB 1 T COOTBETCTBYET
HEUCTBYIOIEE Hoparucrepor: 4,75 — 5,25 Mr/ra6a. 4,932 mr/rata.
BEHIECTBO: 95,0 - 105,0% .. 98,6% —
PACIIATIAEMOCTh:  He Gonee 15 ManyT. 7 L o :
PACTBOPEHHME: He mence 75% (Q) aeiicteyiomero entecraa .uomﬁ:: .

nepeliTy B pacTaop 3a 45 MuH. o 98% e )
OIHOPOTHOCTD JonycTamoe 3nauehne (AV) S L1 (n = 10) wm - :
JAO3HPOBAHMA: Honycrimoe anauenue (AV) < L1 (n = 30), B o1oM ciryyae

MutrMyM 2 (1 -L2 % 0,01) M,
MaxcamyM £ (1 + L2 x 0,00)Mrae L1 =15,0, L2 =25,0

AVv=49

3awnsouenne: Kauecreo npenapata cooraercrsyer tpebosanuam, ykasaunuiM 8 HITNe 11:6021/4-1
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OAQ «Teneon Puxrep»
Gybmzdi &t 19-21,, Benrpi « Novro:

H-1103 Budap

R-1475 Budapest 30),, Pf. 27.. Bexrpua

Teacpon: 736 1 431 4000 « Tenedione: +36 1 260 6650, 436 1 260 4891 » Daextpounas noura: postatirichierhu

Perxcrp

K cya B; o Tpibyrana No Cg. D1-10:040943 « Hureprer: wwwaichterhy | ,f
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JAEPXJIIKCIIYXXBA
JEPXABHA CJIYXBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTUKAMMH Y KHiBCBKIN OBJACTI

npocniekt Banepis Jlo6anoscekoro, 51, M. Kui, 03110, Ten/dakc: (044) 2753030
E-mail: dIs.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €JIPTIOY 37078774

BUCHOBOK
Npo AKICTL BBe3eHOro B Y KpaiHy JikapcbKOro 3acody

11.11.2020 Ne 60151/20/10

HOPKOJYT®

(HaliMeHyBaHHA TiKapcbkoro 3aco0y 3riHO 3 PEECTPaliiHUM NOCBIAYEHHM)
TabJs1eTKH 10 5 Mr no 10 Tadaerok y 6aicrepi, mo 2 GaicTepn y KapToHHil ynakosui

(dopma BHITycKy, N03yBaHHS, BUJ NaKyBaHHA Jikapcbkoro 3acoly)

Howmep peecrpauiiinoro nocsixgenna UA/7288/01/01 crpox aii peectpauiitnoro nocsizuenss 01.01.2099

Cepis nixapcekoro 3acoby Ne T03557A Kinskicts BBe3eHOro Jixapcrkoro 3acoby 270
Bupo6uux BAT "T'eneon Pixtep", Yropmuna
(nalimMeHyBaHHs BUPOGHHKA JTIKapPCBKOro 3ac00y, Kpaina NOXOMKEHHS)
Baeseno B Ykpainy Cnisibne ykpaiHCbKO-€CTOHCbKe MANpHEMCTBO Y Gpopmi ToBapHCcTBa
3 o0mexeHoI0 BinnoBizanasnicTio "OnriMa-®apm, JITH", inenr. xon:
21642228

(nalimenyBanHs Ta kox 3a €JIPTIOY 1opuanuHoi ocoGu a6o npissuine, im'a, 1o 6atekosi diznuHoi
0co0u - nianpuemus, ii MicLe NpoXHBaHHA Ta peecTpauilinuii HoMep 06aiKOBOT KRPTKH NIaTHHUKA
nozarkis abo cepis Ta HOMEP MacnopTa)

IlpoTokos BisyansHoro koutpoao Bix 10.11.2020 Ne 3843/35.

3a pesymbTaraMM [EPXKaBHOTO KOHTPONMIO BCTAaHOBJIEHO, IO JKapchkuii 3aci6 BBeseHO B VkpaiHy 3
AOTPHMAHHSAM BHMOT 3aKOHOJABCTBA MO0 3a6e3MeUeHH AKOCT] JIiKapCHKUX 3aC06iB.

3acTynmHHuK Haqaﬂ%>ﬁnxa Cnyx6u \ Z, Onexciit COJIOJIPAM

: N Y upd \/‘ o e . .
(nocazoBa oco0a, OpraHy AepKaBHOr0 KOHTPOJIO) (niamuc) (iniwianu Ta npizsuie)
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