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CEPTHDUKAT CEPHH

Hazsanne npoayxunn: CTYTEPOH
Crpaua npoussopurens: Benrpus, Crpana-umnoprep: Yxpanua

Homep pernerpannonnoroe ynocrosepenna: UA/7385/01/01
He#icTBATEALHO A0: : feccpouHO

Cunna peficTsHA: 25 Mr uvHHAPH3UNA
Jlexapereennag gopma: Tabnetky

Pasmep i Tn ynakoska: 25 Tabaerok B 6mucTepe; 2 B1ucTepa B YNaKoske,

Homep cepun: T9C370A Paamep cepuu: 22 610 yn,

JiaTa npou3soncrsa: 12 2019 JlaTa HeTedeHns cpoka roarocTn: 12 2024

Ha3sanus, agpeca, Homepa aunensnit u cepruduxaros GMP BreX IPOH3BOACTBEHHBIX YHACTKOB H Y4aCTRKOB : #
KOHTPOJIA KayecTsa: k
Hazeanune(n) u aapec({a) Cragus npoH3BOJICTBa HoMmep anmensus na Homep ceprudmrara !
NPOHE3BOAHTE 5A(/Tei): HPOHIBOACTRO GMP T
QAO «leneon Puxtepy, Tonmblii wnkn HU-M-RICH OGYE/9446-6/2019 -7
H-1103, Bynaneuwr, NPOM3BOACTBA, YAKORKA,

yan. Hempey, KOHTPOJTb KAYECTBA

19-21, BeHrpHs. H BbilIYCK CEPHH

Kommenrapun: Vkasanuas Bbillie ceépH BoIIYLIEHA Ha PLIHOK,

3agenenne o ceprudpuranui: HaCTORHINM YIOCTOBEDSIO, YTO NPUBEISHHAS BEIUE HHOOPMALHS TOATHAHAY U
To4Kas. DT CEpHS REKAPCTBEH HOIO CPEACTBA BbIna MITOTOBNEHA, BKIKOUAN YHAKOBKY/ MAPKHPOBKY # KOHTDONL
KauCCTBa, HA YKa3aHHOM(bIX) Bblilie NPOM3BOACTEEHHOM(bIX) yHacTke(ax) B I0/THOM COOTBETCTBUM C TPeBOSaHMAMHU
GMP MeCTHOro pery/HpyIomero oprasa k cnedd(pHKaLHUH, YTBEDA IeHHOH B CTPaHE-HMIOpTEpe. [poroxons
NPOH3BOLLTBA, YEKOBKH H 8HaiW308 OblTH NEPEcMOTPEHE! i YCTAHOBISHBI B COOTBETCTDHH ¢ cTaniapTamy GMP.

Jata Beinycka cepiu: 18.06.2020 _ : A
Jara soiirycka ceptudukara; 18.06.2020 YnomomoueH
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CAQ «l'eneoH Puxtep»

Mecronuxomaenue: H-1103 Budapest. Gydmrdi 0t 19-21.. Benrpus « Tlowrosoc otacaenue: H~1475 Budapest (0., PE 27, Bewrpun
Texedon: +36 [ 431 4000 » Teneae: +36 1 260 6650, +36 ) 260 4891 » Inexrponnan noura: postawrichterhuy

Peructpaunontibii Cys bymancmrekore cromiuore tpudyrana No Cg. 01-10-040944 » ntepuer: www.richterbu
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Ne CEPHH: T9C370A
PE3YJThTATEI AHAJTH30B
TECTHI TPEEOBAHU S JAHHBIE AHAJIM3A
OIMHCAHME: bennie unn nourk Gensie, nrockue, xckoobpasHbie TabneTkH ¢
dacko#l, npakTHueckn Heas 3anaxa, ¢ rpasuposko#i «STUGERON»
Ha 0/HOMH 1 pHCKO¥ Ha Apyroi cTopoke. COOTBETCTBYET
HCTHPAEMOCTb: He 6onee 1,0% 0,3%
TBEPJOCTh: He menee 10N 62 N
NOANMHHHOCT: Meroa 1: Makcumymsl Y®-cnekrpos UCILITYEMOFO H
HeiicTyouiee Belnectso: CTaHNAPTHOTO PACTBOPOB AOIKHbI MOABAKTHCS NPH
TOKICCTBEHNBIX SHAYEUHUAX QIHH BONH. COOTBETCTRYET
MeTon 2: Bpems yAepRHBAHUS OCHORHOIO fIMKA 1A
XpPOMAaToOrpaMMe HCMbITYEMOro PAcTBOPA AOMKHO COOTRETCTROBATS
BPEMCHH YACPHMBAKHA NHKA LHHHAPH3IHHA HA XPOMATOIPAMME
CTaHAaPTHOrC pacTBOPa 1IpH HAEHTHUHATX YernoBusx BKX. COOTBETCTBYET
ITOCTOPOHHUE Haentaduunposannsie npoaykrsl pa3nomKeHHS:
IMPHUMECH: Ansha-henun: He Gosee 0,2% < 0,02%
(B3XAX) 3-peHun: He bonee 0,2% < 0,02% p
Huderun: de Honee 0,2% 0.06% % .
BeH3ruApuIT: He Boaege 0,2% 0,10% il
Jlrodo# senaeHTHPHUKPOBAAHDIH NPOAYKT PA3NOKEHHS:
He bonee 0,2% < 0,05% i
Cymma nipumeceii: ne fosee 1,0% 0,16% o
MHKPOBUOJIOIMYEC- Ob1mee uncno a3pobHLIX MUKPOOPraHH3MOR:
KAS YHUCTOTA: ne Gonee 10 8 1 r npenapara
(Heperynaphoe uenpiTanue)  OBliee uucno rpufon:  He Gomee 1028 1 ¢ rnpenapara Heperyngpaoe
Escherichia coli: OTCYICTBWE B 1 I npenapara HCHLITAHHE

KOJIMYECTBEHHOE
OPEAENEHUE
TNEUCTBYIOIIEE
BEILECTBO:
PACIAJIAEMOCTb:
PACTBOPEHME:

© (llepHOAHYECKDE
HCTIBITARKE)
OJIHOPOJIHOCTD
IO31POBAHHbBIX
EJIMHMLL:

3akmouenne: Kayecreo Tpenapara coOTBETCTBYET TpedoBaHUAM, YkazanHLiM B HJT Mo 5-00082-Q1-

Mecronaxowaenuc: H-103 Budapest, Gymréi 6t 19-21.. Benrpux »
Tereon: +36 1 431 4000 » Tenedaxc: +36 | 260 6650, +36
Peructpaumonnsiii cyn Bynanemteroro crommnono tpisfynama No Cg. 01-30-040934 « Hurepuer: wwwirichterhu

Hnnrapuznn:
23,75 - 26,25 Mrfrabn.
95,0 - 105,0%

He Bonee 15 mMuH.

He menee 80% (Q) 0T HOMHHANBHOMD KOAHYECTES neffcTeyomero

BELUCCTRA NIOJIKHO MepefTH B pacTsop 3a 43 MUH.

AV <15 (n=10), ecnu ycilosue we BbINIOAHACTCS, TO

AV =15 (n = 30), u a7 30/30 tabrerok KO/IHYECTBEHH O
COAepxaH He ASHCTBYIOLLETO BEIUECTRA AODKHO
HaxoIHThCR B HHTepBane 0,75xM - [ 25xM,

cTp. 213 2

OAQ «TeneoH PuxTep»

25,16 mriTabm,
100,6%

4 Mun,

NepHoaHYecKoe
HCObITaHKE

AV =306
00-01

Floutoroe craneaense: H-1475 Budapest 10, PE 27., Berrpua
1 260 489 « Dnextponnan nowta: posta@irichier hu



JAEPXJIIKCIIYXXBA
AEPIJKABHA CJIYKBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHiBCBKIN OBJIACTI

npocnext Banepis JloGanosckkoro, 51, m. Kuis, 03110, Ten/dpakc: (044) 2753030
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €JIPTIOY 37078774

BHUCHOBOK
PO SIKIiCTh BBE3€HOro B YKpaiHy JlikapchbKoro 3acoby

22.10.2020 Ne 54671/20/10

CTYI'EPOH

(HaliMeHyBaHHsl JlikapChKOro 3ac00y 3TiAHO 3 peECTpaIiHHIM TIIOCBiTYEHHSM)
Ta0JIeTKH 110 25 Mr, 110 25 TabJeToK y Guicrepis; mo 2 Gaicrepn B KApPTOHHIl ynaxkoBui

(popma BumyCKy, 103yBaHHS, BUJ MIAKYBaHHS JlikapChKOr0 3aco0y)

Homep peecrpauiiiroro nocsiraenns UA/7385/01/01 crpox nii peectpauiiitioro nocsimuenns 01.01.2099

Cepis nikapcekoro 3aco6y Ne T9C370A KinbkicTs BBe3eHOTO0 Jikapcbkoro 3acoby 300
Bupo6HuK BAT "I'eneon Pixtep", Yropmuna
(HaliMeHyBaHHs BUPOGHHKA JIiKapCHKOTO 3ac06y, KpaiHa MOXOIKEHHS)
BaeseHo B VkpaiHy CuinbHe yKpaiHChKO0-eCTOHChKE MiANPHEMETBO y popMi ToBapHCTBa
3 o0mezkenolo BianoBinanbHicTIo " OnriMa-®apm, JT/L", inent. kox:
21642228

(maiimenyBanHs Ta koz 3a €/IPTIOY 1opunuaHoi 0co6u aGo npizsuiie, iM's, 0 GaTbkosi BisuaHOT
0co6u - mianpuemwy, ii Micue MpoXKUBAHHS Ta peecTpauiiinuii HoMep 06iKOBOI KAPTKH IUIATHHKA
nonarkis abo cepist Ta HOMep nacropra)

Iporokon BisyansHoro koutpomo ix 15.10.2020 Ne 3485/40.

3a pesyiabTaTaMM JIEPKABHOTO KOHTPOJIO BCTAHOBJNEHO, IO JHKAPCHKMH 3aci6 BBe3eHO B Vkpainy 3
AOTPHMAHHSAM BHMOT 3aKOHO/IaBCTBA IIOZIO 3aGe3MeYeHHs AKOCTI JiKapChKHX 3aC00iB.

3aCTYIHUK HaYaJIbHUKA Bi 1Ty

// 3ybapesa H. B.

(migmuc) (iniuianu Ta npissuiEe)
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