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FEZEOH PUXTEP
e 8 790/ voryy

CEPTHOHKAT CEPHH

Hassauwe nponyxnes: JAKTHHET® - PHXTEP
Crpasa npoussoanrens: Benrpus, Crpana-umnoprep: Ykpanna

Homep peracTpaunonsoroe ynocrosepenns: UA/9036/01/01
JdelicTaaTennE0 X0: GecopouHo -

Cuna peficrens: 0,075 Mr aesorectpena i

Jlexapcroenaas Gopma; taGnetTry, NOKPEITHE WIeRoTHOH 060IO4KOM

Pasmep v Tan ynakosxs: 28 Tabnerox B GnucTepe; no 1 Gancrepy B ynakoske.

Homep cepan: N7Q52F Pasmep cepun: 6 480 ym.

HJara npousBogcrea: 07 2020 JaTa Bcrewenns cpoxa roxaocra: 07 2022

Ha3panus, agpeca, Romepa AnNen3nl | cepradrxaror GMP Bcex BPORIBOACTBEHHLIX YIACTKOB B
Y98CTKOB KOETDPOJIS KAYECTBAS

Hazpanue(s)  agpec(a) Cragun Homep nunessnz Ba Homep cepTRpBKara

npom3BORETEAS(Teit): DPOHIBOACTBA DPOHIBOACTRO GMP
OAO «I'eneon Puxrepy, Tlonuei H HU-M-RICH OGYEV9446-6/2019
H-1103, Bynanemr, NPOH3BONCTES,
yn. Jempen, ' yNaKoBKa,
19-21, Benrpus. KOHTpOJIb KA4eCTBE
' H BSUTYCK CEPHH

KommenTapau: VKasaHHa% BHIIE CEpHA BHnymeHa HAt PEIHOK.

3amBaenne o cepradpuxanan: Hacrosmmm yz(ocmnepmo YTO NPHBEACHHAA BhIlS ﬁmpc.pmmm TIOAIMHHAS
M TOYHAN. 3Ty CEpHIO JISKapCTBOHHOTO CPeLCTBE GLUIC HBrOTOBNCHO, BK/NOUas ynaiconxy/mpmposxy H
KOHTPONL KAYECTBA, HA YKa3aHHOM(KIX) BHILIE NPOMIBOACTBEHHOM(EIX) YIaeTKe(ax) B NIONHOM COOTBETCTRNN C..
TpeSopamuamn GMP MeCTHOTO pery/dpyiomlero Oprasa W cneipgiukanus, },mpmneumﬁ B CTpaHe-
uMriopTepe. IIpOTOKONEI NIPOH3BOACTBR, YNAKOBKH H SHAITUZOB ﬁwm nepeeuorpeum H YCTAHORNEHO

cootsercTRae GMP.
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- Jlara BrimycKa cepHu: 21.10.2020.
Jlara BRnycka cepriuxara: 21.10.2020. : g ﬁ!mm
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QAQ «I'efeoH Puxrep»
Mecronaxoxnenne: H-1103 Budapest, GySmrdi at 19-21., Berrpus » Hoq';osoe ormeneime H-1475 Budapest 10, Pf. 27.; Beurpua
Tenedor: +36 1 431 4000 » Tenedaxe: +36 1 260 6650, +36 1 260 4891 + 3nexrponnan noara: posta@richterhu ™
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PE3VILTATHEL AHAJIH30B

TPEEOBAHHA

JAHHBIE AHAJTH3A

OITHCAHHME:

MNOTIMHHOCTL:
Heticmsyiowyee
selygecmeo
(Dezozecmpen)

Anmuorcudanm
(all-rac-a-moxogepon)

Kpacumenv Tumana
duokcud:

(He pyTuHHEIR TECT)

TIOCTOPOHHUE
TIPUMECH:

Mecroraxoxnenne: H-1103 Budapest, GySmréi it 19-21., Benrpas + Ilogrosoe ome.rlme H-1475 Budapest 10, Pf. 27,,  Beurpnz
Tenedor: +36 1 431 4000 « Tenearc: +36 1 260 6650, +36 1 2604891 + aﬂexrpouaan noTTa: posta@richterhu

Pemcrpalmomm cyR Byranemrekoro cromrauoro Tpubynana No Cg 01- 10-040944 » Hirepuer: www.richtechu ™ e 5 % .

Kpyrnsie, 1BOAKOBEITTYKJ15Ie TAGNSTKH, TIOKPBITEIE NJICHOHHOH
obonoukoi, 6enoro wim nowTH Gesioro upera, HAMETPOM
OKONO 5,5 MM, ¢ MapkHpoBKolt «Dy» Ha ofHo#M cropone

u «75» Ha Apyro#i cropoue.

Bpemena yaepKHBaHHA OCHOBHEIX THKOB Ha XpoMaTorpaMme
HCTIBITYEMOI0 PECTBOpA HOJDKHAI COOTRETCTBOBATE BPEMEHAM
YACPAHUBAHHS TTHKOB IE30TECTPelIa HA XPOMATOrPaMMe
CTAHIAPTHOTO PACTBOPA NP MACHTHYHBIX ycIoHaX BIXKX.
BpeMera yiepkHBaHHA OCHOBHEIX [HKOB Ha XPOMaToTpaMMe
HCTIBITYEMOI'C PacTBOpa JO/DKHE! COOTBETCTBOBATE BpEMeHaM
YACPKHBAHHA TIHKOB JIE30TSCTPENIA HA XPOMATOIpaMMe
CTaHJIapPTHOrO PACTBOPA IPH MASHTHHHBIX yonosmax BIJKX.
AMI-cnexTpsl HCMBITYEMOTO H CTARAAPTHOTO PACTBOPOB,
CHATEIE B MAKCHMyMaX ITHKOB AE30recTpena, MODKHE!
MTOKA3EIBATE MAKCHMYMBI TIPH OfHHX H TeX K€ JIJIHHAX BOJH.
BpemeHa ynepBaHHA OCHOBHBIX THKOB HA XPOMATOIPaMMe
HCTBITYEMOT'O PACTBOPA JNOITAHE] COOTBETCTBOBATD BPEMEHAM

YASPRUBAHHSA NKXOB all-rac-a-Torodepona Ha XpoMarorpamMme

CTRHAAPTHOIO PACTBOPE [IPH HACHTHUHBIX YIOBEAX B3N,
Bpemena yrepuBaHns OCHOBHBIX MHKOB HA XPOMATOTPaMME
HCTIBITY €MOT0 pacTBOpa NODKHE! COOTBETCTBOBATD BPEMQHEM

YASPXKHBAHHA MHKOB all-rac-a-Tokodepana Ha xpoMarorpaMme

CTAHAAPTHOTO PACcTBOPA NPH WASHTHYHBIX YCNOBHIX BOMX,
AMJI-criekTprl HCNBITYEMONO B CTAHOAPTHOTC PACTBOPOB,
OHATHIC B MAKCHMYMEX ITHKOB all-rac-a~Tokopeposa, JOIDKHLI
NOKA3KLIBATE MAKCHMYMB] NIPH OAHUX. U TEX JKe ATHHAX BOJH.
Ionyuaemble B pe3ynsTaTe HBETHOW PESKLMH PacTBop
craHfaprHOro o6pasna u pacTeop TableTox, (ConepKaLHE
IWIEHOUHYIO 06070UKY), NOMDKHE! IpHOGpeCcTH memwm
QPaIKEBYIO OKDACKY.

3-KeTo-esorecTpen: e Gonee 0,5%

3-Q-THAPONEPOKCH-NE30recTpeNt; ¢ He Gosree 0;4%
3-B-rupponepoxcu-aezorectpen: ~ ne Gonet 0,4%
JiroGas equrmuras Heme}rmcpumtpomymma HpOEYKT
PazIOKEHHN: £ ue foaee 0,50%
CymMa npaMeceif (TpogyKThl pmm?mm) He Gonee 1,5%
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Ne CEPHHM: T0O7052F

PE3VJIBTATHI AHAJIA3OB
TECThI TPEEOBAHMS _ JMAHHBIE AHAJIM3A
MHUKPOBHOJIOT - Obmee xomuuecTro a3poburx Gakrepuit (OKA):
YECKAS YACTOTA: He Gonee 10° KOETT, < 10 KOE/r
(HeperynspHoe Obmee xomuuectso rpubos (OKI):He Gonee 10° KOET, < 10 KOE/r
HCIBITAHHAE)) Escherichia ¢oli: QTCYTCTBEE B | I [IperapaTa.  COOTBSTCYBYET
OCTATOYHLIE
OPTAHHYECKHE
PACTBOPUTEHH: AneTon: e bonee 5000 ppm 100 ppm
KOJIMYECTBEHHOE  [Jlesorectpen: 73,5 — 78,75 Mxr/tabi. 76,27 mxr/Tadi.
OIIPEJEJIEHHE: « 98,0 — 105,0% 101,7%
all-rac-a~rokodepon: 72,0 — 88,0 Mkr/rabn. 82,96 mkr/Tabn.
90,0-110,0% 103,7%
PACTBOPEHHE: He menee 80% (Q) 0T HOMAHRILHOTO KONHYECTBA
HeHCTBYOUISTO BEIECTRa AO/KHO MepeHTH B
pacTBop 3a 15 MHH, 93%

OJTHOPOTHOCTD AV <15,0 (n = 10), ecni ycnoBKe He BRITOIHAETCSA, TO
JO3HPOBAHHDBIX AV <15,0 (n=30), u nma 30/30 TaGneTok NOKPHTHIX

EJAHMIY; TWTEHOYHOH 060I09KOH KONMHYeCTBEHHOE CONEPKAHKES
METOJ IPAMOTo JAEeHCTBYIOMEro BEIIECTBa AOMDKHO HAXOIHTECS B
onpefeneHus muTepsane 0,75xM — 1,25xM, AV=13

1
3axmouenne: KasecTro npenapata COOTBETCTBYeT TpeGobannam, ykasanusM B HII Ne 5-00918-Q1-02-04
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OAQ «T'egeoH Puxrep» .
Mecronaxoswnenne: H-1103 Budapest, Gyomedi it 19-21., Berrpun » Tlowrrosoe otnencasne: H-1475 Budapest 10., Pf. 27., Benrpia
Tenedon: +36 1 431 4000 » Tenedare: +36 1 260 6650, +36 | 260,489+ Snexrporyas noTra: posta@richterhu .
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JIEPJUIIKCITYXXBA
JNEP)KABHA CJIYKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH Y KHIBCBKIN OBJIACTI

npocnekt Banepis Jlobanoscekoro, 51, M. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €EZIPITIOY 37078774

BUCHOBOK
Npo sIKiCTh BBE3€HOI0 B YKpaiHy JIikapchbKOro 3aco0y

22.12.2020 Ne 69779/20/10

JAKTUHET®-PIXTEP

(HafiMenyBaHHA NiKapCLKOro 3aco0y 3riZIHO 3 peccTpauiiiHuM NOCBiIMEHHAM)
TabJ1eTKH, BKPHTI ILTIBKOBOIO 000.;10HK010, 110 0,075 mr, no 28 Tabuerox y G.ricrepi; no 1
Gaicrepy y nakeri 3 JJaMiHoBaHol anoMiHieBol Gpoabru; mo 1 nakery pa3om 3 KAPTOHHHM
Gyraspom pas 30epiranns 0JicTepa B KApTOHHIH ynakosui

((opma BunyCKy, 103YBaHHSA, BH NAKyBaHHA Jikapckkoro 3acody)

Homep peectpauiiinoro nocsinuernns UA/9036/01/01 crpok aii peecrpauiitnoro nocsiguenns 01.01.2099

Cepis nikapcskoro 3acoby Ne TO7052F Kinskicts BBe3eHoro sikapcskoro 3acoby 144
Bupo6uuk BAT "T'eneon Pixtep", Yropimuna
(naiiMenypanns BupoGHHKa Jikapcskoro 3acoly, KpaiHa NOXOWKeHH: )
Beeseno B Vipainy CrninibHe yKpaiHChbKO0-eCTOHCHKE MANPHEMCETBO Y opmi TOBapHcTBA
3 oOmezxenoro BixnosinaabHicTIo "Onrima-®apm, JITA", inent. xoa:
21642228

(naiimenysaunns Ta koj 3a €JIPTIOY 1opuanynoi ocobu abo npiseuule, iM'a, no 6atekosi diznunol
ocobu - nianpuemis, i Miciie MPOXKUBAHHS Ta peecTpauiiiHuii HoMep 061iKOBOT KApTKH NIaTHUKA
noaarkis abo cepis Ta HoMep nacriopTa)

Iporokoa BisyansHoro kontpomio sia 18.12.2020 Ne 4467/17.

3a pesyibTaTaMH JIEPAKABHOrO KOHTPOJIIO BCTAHOBAEHO, M0 Jikapchkuii 3acid BBeseHo B YKpaiHy 3

AOTPHMAHH T 3aKOHOJABCTRA WO/0 3a0e3neueHHs AKOCTI likapchKHX 3acobiB.

Ounexciit COJIOJIPAK

(inivianu Ta npiseune)
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