Ilepexknan na ykpaiHchbKy MOBY

I'eneon Pixtep
3acnosanay 1901 poyi

CEPTU®IKAT CEPIi

Hazea npoayknii: KBAMATEJI ®
Kpaina Bupo6unka: Yropumna. Kpaina-imnoprep: VYkpaina
Howmep peectpaniiinoro noceinuenns: UA/2937/02/01

Yunue ao: 6e3cTpokoso

Cuana pii: 20 Mr pamotuanny
Jlikapcbka ¢opma: TaGeTky, BKpUTi TTIBKOBOIO 060JIOHKOO
Posmip i Tun ynakosxu: 14 Tabnerok B 6nictepi, mo 2 GicTepy B ynaxkoBLi.
Poamip cepii: 19420 yn.

Homep cepii: : TO6609A
Mata Burorosiaenns: 06.2020

HAara 3akin4eHHs Tepminy npuaaTHocTi: 06.2024

Hasen, agpecn, Homepu Jinensii Ta ceprudikarisB GMP Beix BHPOOHHYHX ALIAHOK i AiNHOK

KOHTPOJIIO SIKOCTI:

Hassa(-n) i agpeca(-n)
BHpOOHHKA(-KiB)

Cragisn BupoGHHUTBA

Homep ainensii na
BHPOOGHHITBO

Homep ceprudikara
GMP

BAT «I'eneoH Pixtep»,
H-1103, Bynanemrr,
By Jlempei,

19-21, Yropumna.

IoBuu LUK
BUPOOHMITBA,
YIIaKOBKa,
KOHTPOJIb SIKOCTi Ta
BUITyCK cepii

HU-M-RICH

OGYEL/9446-6/2019

KomenTapi: Brazana Buiie cepist Bumymena Ha PHMHOK.

3asBa npo ceprudikaniro: Llum 3aceinuyro, wo HaBeneHa BUIle iHdOpMaLis crpaBxHs i Touna. Llx
cepis NiKapchkoro 3acoby 6Gyna BHUrOTOBIIEHA, BKIIOUAIOYH YNaKOBKY/MapKyBaHHs Ta KOHTpOJb AKOCTI,
Ha 3a3HaYeHil(-MX) BHIe BUPOGHMYI(-UX) AisHUi(-KaxX) Y MOBHi# BigmoBimHoCTi 0 BHMOr GMP
MICLIEBOTO  PEry/IsATOPHOTO OpraHy Ta cnemundikalii, cxpaneHoi B KpaiHi-imnoprepi. ITpotokonn
BHUPOOHMLTBA, YIAKOBKH Ta aHaNi3iB Gyu TIEPETNIAHYTi | BCTAHOBJIEHI BiAMOBiAHO N0 cTangapTis GMP.

Hata Burmycky cepii:

Hata Bunycky ceprudikara:

Micue sHaxomxenna: H-1103 Budapest, Gidmrdi it 19-21 ., Yropumna *

18.09.2020
18.09.2020
crop. 132
BAT «I'edeon Pixmep»

Hp. Xomnorx Yinna,
VToBHOBaxeHa ocoba
(nmigmuc)

3aripuB Kennep 1605
BAT «I'eneon Pixtep»
(nigmnuc)

THowrrose sinninenns: H-1475 Budapest 10., Pf27., VYropumna

Tenedon: +36 1 431 4000 « Tenedaxc: +36 1 260 6650 - Enextponna nomra: posta@richter.hu

Peectpauiiinnii cyn Byganemrrcskoro cronuasoro TpuGyHnany No Cg.01-10-040944 + InTepseT: www.richter.hu
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Ilepexknan Ha ykpaiHcbKy MOBY

I'eneon Pixrtep

3acnosana’y 1901 poyi
Ne CEPII: TO6609A
. PE3YJBTATH AHAJII3IB
TECTHU BHUMOTI'H JAHI AHAJII3Y
OININC: PoxxeBoro konbopy, omyk:i TaGlieTku, BKPUTi IIHBKOBOIO
0GoNoHKo10, 3 MapkyBakHaM F 20 3 oxHoro 6oky. liamerp
TabneTok GnussKo § MM, BijlNIoBigae
INEHTU®IKALIL: Meron 1: Makcumymu i Migimymu Y& criektpy
Hiroya pevoBuHa: BHNPOGYBAHOrO i CTAaHAAPTHOTO PO3YMHY TIOBHHHI 3'ABIATHCA
NP TOTOXHUX JOBKHHAX XBHIb. BiAMnoBiaae
Meropa 2: ITnsamu nitouoi peHoBMHA Ha XpOMaTOrpaMax
BUNPOGYBaHOTO i CTAHAAPTHOTO PO3YMHY TIOBMHHI 3'ABIATHCA
IIPH TOTOXHi# Bennuuni Ry BLANOBiZa€
bapBHuxku: Hepronwuit okcun 3anisa: Ilpu nporenenni peakuii, noBuHEH HEpPETyJapHe
(neperynspHe CrIoCTepiraTics CHHii ocas. BUNPOGYBaHHS
BHNpoOyBaHHA) Hgooxwuc TutaHy: IIpu nposenenni peaxuii, oBUHHO HEPETYJIsApHE
(HeperynsipHe CIIOCTCPIraTHCs MOMapaHUeBe 3a6apBIEHHS PO3UMHY. BUINPOOYBaHHs
BHIPOOYBaHHA)
CTOPOHHI JOMIIIKH: Cyma noMimok: [ <1,0% 0,29%
(BEPX) InpuBinyansHi goMmiiku:
Damoamigng: <0,2% <0,01%
®damo xuciora: <0,2% <0,01%
DaMOTH/IOH: <0,3% 0,04%
Cyasdokenn: <0,3% 0,07%
Lluxniunuii auMep: <0,2% <0,01%
Awmin damo kucnoru: <0,3% 0,08%
Hucynpdin: <0,2% <0,02%
HesinoMa inmwmBinyansHa nominika: (koxna) | <0,1% <0,10%
MIKPOBIOJIOT'TYHA 3aranpna KibKicTs aepoGHux Gaktepiit (TAMC):
YUCTOTA: He binpuie 1000 KYO/r
(HeperynsapHe 3aranbHa KiEKICTE APXMKOBHX i 1BiIEBUX rpu6is (TYMC):
BHNPOOyBaHHA) e 6inpmie 100 KYO/r | Heperynapue
Escherichia coli: BiCyTHi B Ir BHIpOGYBaHH:A
BMICT JIIIOUYOI damoTHauH:
PEYOBHHU: 19,00 - 21,00 mr/Ta6n. 20,09 mr/ra6n.,
95,0 - 105,0% 100,5%
PO3IMNAJJAHHS: He 6inpme 30 xpummn 3 XB.
PO3YUHEHHSI: He menme 75% (Q) aitouoi peuoBHHR Mae po3unHmTHCA 32
30 xa. 98 %
OJIHOPIOHICTH AV <15 (n = 10), sxuio yMoBa He BHKOHYETBCS, TOMI
OZIMHULIb TO3YBAHHS | AV <15 (n= 30), i ana 30/30 Tabierok, BKpUTHX
(BunpoGysanus npoBosiaTe | 0GONOHKOM, KibKiCHUH BMICT Hil0t0i peuoBuHH Ma€ 6yTH B
Ha A1pi TabneTok) inTepBani 0,75xM - 1,25xM. AV=16

Bucuopok: SIkicTs npenapary Bianosinae BuMoram, 3a3HaucHuM B HJI Ne 5-00208-Q1-00-01

Micue 3naxonxenns: H-1103 Budapest, Gidmréi it 19-21., Yropumna *

cTop.232

BAT «l'edeon Pixmep»

Towrose Bigainenna; H-1475 Budapest 10., Pf27., Yropumna

Tenedon: +36 1431 4000 «  Tenedakc: +36 1260 6650 - Enextponna nowrra: posta@richter.hu

Peectpauiiinuit cyn Bynanenrrcekoro cronm4noro Tpubynany No Cg.01-10-040944 « IntepHet: www.richter.hu
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FTEJEOH PUXTEP
S L

CEPTHOUKAT CEPHH

Ha3spanue nponykunn: KBAMATEJ® . . ;
Crpana npoussoantens: Benrpua. Crpara-umnoprep: Ykpanna

Homep perucrpauuonsoro yaocrosepenus: UA/2937/02/01
HelicTBUTEIbHO N0; GeCCPOUHO

Cuana peficrbusi: 20 Mr ¢pamMoTHINHA ‘ ;
JlexapcrBennan ¢opma: TaGneTH, NOKpPbITbIE NIEHOYHOH 060on0uKOH

Pasmep # TN ynakosku: 14 Tabnerok B Gaucrepe, no 2 6aucTepa B ynaxosxe

Homep cepnu: TO6609A Pasmep cepun: 19420 ym.

Hata nponspoacta: 06 2020 Hata ncreuenns cpoka roaunocru: 06 2024

Ha3sanusg, agpeca, Homepa Junen3uit u ceprupukaToB GMP BceX NPOH3BOJACTBEHHLIX YYACTKOB H y4ACTKOB
KOHTPOJIf KaYecTBa:

Hassanue(st) u aapec(a) Crajguu npou3BOACTBA Homep nnuensun na Homep cepTidnkata
npoussonuTens(aeii): NpPOHIBOACTBO GMP il
OAO «T'eneoH Puxrepy, Hlonubit nukn ’ HU-M-RICH ' OGYE1/9446-6/2019

H-1103, By aanewr, HpPOH3BOACTBA, YIIAKOBKa, :

yn. Jempesn, KOHTPONb Ka4YeCTBa

19-21, Benrpus. H BBINYCK CEPHH

KommenTapun: YkalaHHas BbILUE CEPHs BbINYLIEHA HA PLIHOK.

3asnsenne 0 cepTHdukamun: HacToAWMM YIOCTOBEDAIO, YTO MPHBEACHHAA BbINe MHQOPMALHH NOANAHHAN H
TouHas. DTa cepus JIEKAPCTBEHHOTO CpeacTBa Gblna M3rOTOBNEHA, BKAOHAS YNakOBKY/MapKHPOBKY M KOHTPOb
Ka4ecTBa, Ha YKa3aHHOM(bIX) Bbillle MPOHU3BOACTBEHHOM(BIX) YuacTke(ax) B MOJIHOM COOTBETCTBHH C TpeGOBAHUAMM
GMP. MeCTHOTO pery/iMpyloOulero opraia W cueuuuxauny, yTbepxacHuol B crpane-ummnoprepe. [Tportokosst
NPOU3BOCTBA, YNAKOBKHM H GHANK308B GBUTH IEPECMOTPEHbI H YCTAHOBJICHD! B COOTBETCTBUH C CTaHnapTaMn GMP,

Jlara Bbimiycka cepuu: 18.09.2020.
Hara Beinycka cepriudmkara:  18.09.2020.

crp. 1 32
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JAp. Xomnotx Yunna

YoanHomoueHHOe NKa

3ABEPUNT

Kennep U6osn
OAO lepeoH Puxtep
OAQ «l'epeoH Puxtep»
Mecronaxoxacnne: H-1103 Budapest, GySmrdi ut 19-21.. Benrpus ¢ Tlowrosoe oraencune; H-1475 Budapest 10., Pf. 27., Beurpus
Tenedon: +36 1 431 4000 » Teacdaxe: +36 1 260 6650. +36 1 260 4891 » InexTponnas nouta: posta@richter.hu
Perucrpauvonnsiii cya Bymanemrrcxoro crommioro tpubyiasa No Cg. 01-10-040944 « Hareprer: wwiw.richterhu '—\h‘
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TEAEOH PUXTEP
vt 8 7507 oy

Ne CEPHH: T06609A

PE3YJIBTATEI AHAJTU3O0B
TECTBI TPEEOBAHUSA JAHHBIE AHATW3A
OIIMCAHHME: Po3osoro upeta, soinyiisie Tabmetky, TIOKPHITEIS IUICHOMHOM
o6onouroit, ¢ Mapkuposkoit F 20 na ogroit cropore. [Tnamerp
TabNeToK OKoJIo 8 MM, COOTBETCTBYET
TIOJIMHHOCTD: . .
Leltetayromee serrecTso! Meron 1: MakcHMyME! # MRHUMYME! YO CneKTpa
. HCHBITYEMOTO H CTEHRAPTHOTO PACTBOPA NOIDKHEI NOARNATECH
HDH TOXAECTBEHHBIX JIIAHAX BONH, COOTBETCTBYET
Meron 2: ITatHa neficTayromtero senecTsa Ha
XPOMATOrpPaMMAX HCIIEITYSMOTO M CTAHXAPTHOTO PACTEOPa
: AOIDKHEI HOABNATECS NPH TOXAECTBEHHON BeNmwmne Re COOTBETCTBYeT
Kpacwrenn: Kpachsi#t oxcun xenesa; [Tpw npopenenun peaxumy, HeperynspHoe
(HeperynapHOe HCIBITAHHE) CHHHH 0CANOK FO/MKEH HRGTIONATHCS. HCHEITaNNe
(HeperyJpHOe HCILITaHuE) HByoxch Tutane: [Ipx MPOBENEHWY PeAKIHH, OPAHIKEBOE HeperynapHoe
OKpalIMBaHHE PACTBOPA JOIDKHO HaBMOAaTLCH, WCIEITaHHE -
[TOCTOPOHHHE ITPUMECH:  Cymma npumeceit: . SL0%  0,29%
(BIXX) WHupHLyansHble TpUMecH: .
QaMoaMHANH: : £02%  <0,01%
amo kucioTa; - <02% <0,01%
QaMOTHIOH: £0,3%  0,04%
Cyabgoxens: £03% 0,07%
Menomueckuit numep: <02% <0,01%
Amuz amo KHCROTEL: £0,3% 0,08%
HOnecynedun: £02%  <0,02%

Hen3BecTHaA HEAHBHLYATbHAN TIPHMECK; (xaxnan) S0,1%  <0,10%
MHKPOBHOJIOTUYECKASL O6mee wmcno aspobHeix Gakrepnit (TAMC);

YUCTOTA.: He Gonee 1000 KOE/r
(HeperynapHoe HCIIBITAHRAE) Obuee TCI0 APOKOKEBEIX 1 NTECHEBEIX PHGOB TYMC): .
He Gonee 100 KOE/r HepélYproe
, Escherichia coli: OrcyrctBue s 1 r ACTIBITAHIE

COJEPXAHHE DamotaauH:
JEMCTBYIOIErO 19,00 - 21,00 mr/Tabm, 20,09 mr/ratm.
BEIIECTBA: : 95,0~ 105,0% e 100,5% .
PACITAIAEMOCTb: He 6onee 30 mMunyr. & 3 MuH.
PACTBOPEHHUE: He menee 75% (Q) neficTsyromero BenIECTrE JODIKHO :

pactBopATheA 33 30 MHHYT, 98%
OJHOPOOHOCTS AV <15 (n= 10), ecn ycnosue He BHTONHLETCH, TO .
HO3HMPOBAHHRIX EIMHULL: AV < 15 (n=30), u ans 30/30 Ta6reTox TTOKPBITHIX oBorfouxoii ;
(McmbiTanue NpoBOAST Ha SAPE  KONAYECTBEHHOE COAEPIKAHHE NEHCTBYIOMIErO BEUIECTRE )
TabneTokK, ) ZOJDICHO HAXOAUTECS B HHTepBane 0,75xM — 1,25%xM, AV=1,6

3awnowenue; Kavectso npenapara cooTBeTCTBYET TPeGOoBaHUAM, ykasawHeIM B HI Ne 5-00208-Q1-00-01

o OAO «I'epeoH Puxtep» carerr
Mectonaxowaenue: H-1103 Budapest, Gysmrdi ot 19-21., Benrpua « [lowrosoe ornenenne: H-1475 Budapest 10., Pf. 27., Benrpus
Tenedon: +36 1 431 4000 » Tenedasc: +36 | 260 6650, +36 § 260 4891 « JackTpoHnan nouta: posta@richter.hu
Peructpaumonnsiii cyn Bynancwrckoro cronnusnoro Tpubytasa No Cg. (11-10-040944 « Harepuer: www.richier.hu -
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HEPXIIIKCIIYXXEA
AEP)KABHA CJIYKEA 3 JIIKAPCI)KI:IX 3ACOBIB TA KOHTPOJTIO 3A
HAPKOTUKAMM Y KUIBCBLKIii OBJIACTI

npocnext Basepis Jlo6anoscskoro, 5 1, m. Kuis, 03110, Tes/pakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://Www.dls.gov.ua, Kon €IPTIOY 37078774

BUCHOBOK
Npo SIKiCTh BBE3eHOro B Ykpainy aikapcskoro 3aco0y

29.03.2021 Ne 12966/21/10

KBAMATEJI®
(HaliMenyBaHHs nikapchkoro 3acofy 3rigHo 3 peecTpaiifauM NOCBiTYCHHSM)
Ta0JIeTKH, BKPMTI MIIiBKOBOIO 060.10HK010, 0 20 Mr N0 14 TaxeToK y GuricTepi; mo 2 OaicTepn
B KaPTOHHIH ynakoBui
(bopma Bumycky, A03yBaHHs, BUJ NAKYBAHHS JTKapChKOro 3aco0y)

Howmep peecrpaniiinoro nocimuenns UA/2937/02/01 CTpOK i peecTpauiiinoro nocsizgenns 01.01.2099

Cepis mikapcrkoro saco6y Ne TO6609 A Kimskicte BBesenoro mikapcskoro 3acoGy 810
Bupo6uuk BAT "Tegeon Pixrep”, Yropuuaa
(natiMenyBaHHs BHPOGHMKE NTiKAPCEKOro 3acoby, kpaina MOXOMKEHHA)
BeeseHo B Vipaiuy CuinbHe ykpaiHCchKo-ecTOHChKe mianpuemcreo y gopmi TOBapHCTBa
3 00MexeHO10 BinmoBina LHicTIO "Onrima-®apm, JITX", izenr. Kon:
21642228

(HaliMeHyBaHHs Ta Ko 3a €IIPITOY 1opumm4s0i 0c06u abo npi3BuIe, iM'g, 0 6aTbKOB] dizuynoi
0cobu - nixnpuemus, i Micue TIPOXWBaHHA Ta peccTpallidHui HOMep 06I1iKOBOT KapTKH MiIaTHMKA
Hozatkis aGo cepis Ta HOMep macropTa)

IpoToxon BisyansHoro kowTpoio eix 22.03.2021 Ne 0802/16.

3a pesympratamu  nepxarHOro KOHIPOMIO  BCTAHOBICHO, IO NKapchKWM 3aci6 BpeseHo b Ykpainy 3
AOTPHMAHHSAM BHMOr 3aKOHOIABCTBA INoz0 3a6e3neyeH s SKOCTi KapCHKHX 3aC06is.
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