BEPHO [EZEOH PUXTEP
rﬁdacrepno cepTrdrKal P Y o
J Qornnd 220

TH. mgw
20 n

CEPTHOHKAT KAYECTBA
Hanumenosanue npomyxra: IOPJIOKCY
' JlekapcToeiHas dopma: pacTBOp IR BHYTPHMBEHHOIO Baenenks, 10 000 KHE/mn
Hozupoaxa: 25x 10 mn
Homep cepun: A01106A
JlaTa mpoH3iBoJCTEA: 012020
Tonen no: 012025
XpaneHne: B aawmnwiennomM ot ceeTa MecTe npu TeMnepatype He eenwe 30 °C,
TECTEHI TPEBOBAHWA HAHHLIE
AHAJIM3A
OINHMCAHHE: BeclpeTHAS HIK CIIerka OKpAUISHHAST MHAKICTE. COOTBETCTBYET
TIOLJIMHHOCTD:
ATpPATHHIH BpeMs yaepAuBaHNA OCHOBHOTO TIMKA Ha XPOMATOrpaMMe
®apm. CIIA, KCMLITYEMOro PACTBOPA AO/KHO COOTBETCTROBATD BPEMEHH
BAOXX YIEPKHBAHHA MHKA anpoTHHHHA HA XpPOMATOrpaMMme
CTAHARPTHOrO PACTBOPR AT UCIIBITAHHA HA NOIHHHOCTE. COOTBETCTRYST
Esp. Qapm., [Ipenapar nosxest 05A2NATE AHTHTPHIICHHOBOH BKTHBHOCTBIO. COOTBETCTBYET
THTPHMETEHSA,
onpeacneHue
MpoTEONHTHNRCKOf]
aKTHBHOCTH
Hartpus xaopun
HaTpHH IlpenapaT AonseH AaBATE NOMOARUTSABHYEC PRAKIMIO Ha QKPACKY
T'® X111, kawecrBeHHas NNaMeHH. COOTBETCTRYET
peakuus
XITOpUAE! Ipenapat pomiex 06pa3oBbIRaTh Genblit TBOPOKUCTEIA 0CAN0K €
[ XIL, kauecTreHHAR pacTBOpoM cepelpa HUTpAaTE. COOTBETCTRYEST
peakLs
[TPO3PAYHOCTE: TIpenapat gomxeH GBITh MPO3PaYHEIM. COOTBETCTBYET
LIBETHOCTb: [TpenapaT AOMKEH BEIISPAKHBATE CpaBHeHHe ¢ aTatoHoM BYS
Han YS. COOTBETCTRYECT
OITTHYECKAA Ornrideckas MMOTHOCT PACTBOPA NPENAPATE, COASPAALUETO
IUIOTHOCTDB*: 3,0 EQE**/mn (5400 KME/Mn), H3M@pEHHAS TTPU JUIMHE BOMHB!
277 B, He gonxHa npesbiuats 0,80, COOTBCTICTHY ST
**] EQE (Ph. Eur. U) = 1800 KHE (KILU)
pH Or 5,0 5o 7,0. 5,8
MEXAHHYECKHE
BKJIIOYERMA:
BUJIWMBIE YACTHIIBI
Wenerranue Buaumble YACTHLE! HOIDKHEL OTCYTCTBOBATD COQTBEICTBYET
TIPOR3BOIMTENE
BEITIONHAST B paMKax
MEAOIISPALIUOHHOTO
xourpons (IPC).
HEBHIMMELIE wactHirsl > 10 MrM - He Gonee 6000/ammyna; 1 58/amnyna
YACTHULIBI yacTALR! = 25 MiM - e Gonee 600/ammyna. 7/ammyna
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CEPTHOHKAT KAUECTBA
HanmMeHoBaHKHE NPOLYKTa: TOPIOKC®
JlexapcTaeHHas popma: pACTBOP JUI BHYTPHBERHOTQ peenenns, 10 000 ICHE/Mn
Jlo3HpoBKa: 25x 10 Mn
Homep cepu: AO0L106A
Jlata npoM3BOACTEA! 012020
TofeH 1o 012025
Xpanenus: B 200 HHOM OT CBETa MeCTe NpH TeMriepaType He BbIlIC 30 °C.
TECTBL TPEEOBAHWA IAHHEIE
AHAJIM3A
J3BIEKAEMbIM OBBEM: | He wenee 10,0 M. 10,1 Mn
OJTMTOMEPBI
AITPOTHHUHA Cymna ONUToMepoB - He Gonee 1,5 %. <0,20%
TIOCTOPOHHHME N-nuporayTaMii-aNpoTHRUE HE gonee 1,0 %; <0,30%
TIPUMECH: TTio6an cavuHanas HeMACHTHHUHPOBAHHAR npyMech
ne Gonee 0,5 %; <0,10%
CyMmMa Ipyris npuMecei He Gonee 1,0 %. <0,10%
CYXOU OCTATOK: He 6onee 2,5 MI/miI penapara (Ge3 yuera HATPHA XOPHIA). 1,3 Mr/MIL
AHOMAJTILHAJ TIpenapar nomkeH BLITh HETOKCHUHEIM, COOTBETCTBYET
TOKCHUHOCTE*
WCTIBITAHME HA Te Gonee 0,2 MKC FICTAMMHA QCHOBAHHA Ha
TUCTAMUH* 3 EDE* (5400 KHE). COOTBETCTBYET
CTEPWILHOCTE: Tpenapar JO/KEH BLITH CTEPHILHBIM, COOTBETCTBYET
BAKTEPUAJIBHLIE
SHAOTOKCHHBL: He Gonee 0,78 ED/ma. <{),25 E9/m11,
BEH3AJBIAETAL He Gonee 0,05 % 0,01%
AnbTepHaTHBHBIR METOL (BIKX), MpUNEHAETCA BMECTO meronon X,
KOJIMYECTBEHHOE AKTHRBHOCTH ANPOTAURIA:
OIMPEENEHME: Ot 9000 fo 11000 KME/mn 9468 IGE/Mn
ANpPOTHHHH (o1 90,0 o 110,0 %6 OT 3AABACHHOLO conepHRAHHA) 94,7%
Or 5,0 a0 6,1 EQE/mn 5,26 EQE/mn
(o 90,0 o 110,0 % OT 3a4BJIEHHOIO COREPHKAHAR) 94,7%
Benswiossiit CrspT Or9,00 xte 11,00 mr/mn 9,87 Mr/mn
(ot 90,0 no 110,0 % ot 38ABJICHHOTO COREPXKAHAR) 98,7%
‘Harpus Xopu Or 8,1 20 8,9 Mr/Mn. 8,4 mMr/mn

* lcnsITaRNA TIO ONPEAE/ICHHIO OOTHYCCKOH MIQTHOCTH, aHOMANbHONH TOKCHHHOCTH ¥ TUCTAMANZ NpoU3BOIUTEE
TPOBOMIT Ha ACHCTBYIOULCM BELIECTRE, HO KAKAOS H3 BEOLCYKAIAHHBIX HCTIBITAHMIE MOAHO NPOBOINTE M HA '
npenapare. TIPOH3BORUTEIE FApaKTHPYeT Ka4ecTRO M0 HpeICTARNCHHBIM TIOKA3ATERAM.
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ammyne | THOPOAKTHHESKOro Kasca ¢ ToMKol ana
pasnoma. Tlo 5 aMrmysT B NIacTAKOBOM MOANOHE, 1
NOIULOH € aAMITyNaMK B xapTonHol nadke ¢
MHCTRYRUMEHA [TO MPHMOHSHIIO Mk 5 nogmQHoB €
AMITYNaMH B KAPTOHHOH xopofike ¢ MHCTPYKLHCH
N0 TIPHAMEHEHMIO.

CEPTHOHKAT KAUYECTBA
HayumeHORaHHE NPOLYKTa! FOPIOKC®
TlekapcTBeHHAR popMa: PACTBOp A/ BHYTPHBEHHOrO BRENCHHA, 10 000 KHE/Mn
To3npoBKa: 25x 10 mn
Homep cepyu: A01106A
JlaTa npoM3BORCTBA: 012020
ToneH Ao: 01 2025
ApaHeHHe: B 3aulMUIEHHOM OT CBETA MECTe MpH TEMIepaType He BEILC 30°C.
TECTDI TPEEOBAHWS TAHHBIE AHAJTH3A
VIIAKOBKA: TTo 10 Mn mipenapaTa B GectBeTHOH CTERJITHHOA 10 wn npenapata B SeciBetHOR CTEKIAHHON

ammyse [ repouTiSCKOro Kiasca ¢ TO4ROA
ANR paaToMa, S aMImyn B MUIACTHKOBOM
foIacHe, 5 NOLNOHOB ¢ aMIYNIAMH B
kaprontol kopolke ¢ WHCTpYKUMER IO
npHMEHEHIO,

MAPKHPOBKA

Ha STHKETKE aMIIyJik! A PYCCKOM A3BIKE
YKA3LIBAIOT: TOProB0e HAMMCHOEARKE npenapata
¢ npexynpeauTessHok MapkupoBKoit @;
MeRTYHAPOIHOE HETATEHTOBAHHOE HAWMEHOBAHME]
aKTHBHOCTS AelCTBYIOWEro BEICCTBA; obmeM
COMEPRUMOTO aMIYITBI; cnocol seenenys («B/B.2);
HA3BAHME MPOHIBOIMTENA 1 ero IMOMeMy; HOMEP
CEpHH; JATY HIrOTOB/IGHHS; CPOK TOAHOCTH (naty
YCTEHEHHA CPOKA TOAHOCTH).

Ha 5THKETKE KAPTONHOil KOPOSKH 1A PYCCKOM
SI3BIKE YKAILIBAOT: TOProBOC HANMEHOBAHHE
npenapaTa ¢ npejTynpenuTenbHofH Mapk#poBKoit ®
{sryGnHpyeTCA Ha RHCAMACKOM R3LIKe);
MEsKIYHAPOAHOS HEMATCHTOBANHOE HANMCHOBANHE
(myGnupyeTcs Ha AHTTHACKOM A3LIKE); IEKAPCTREH~
Y10 QopMy; aKTHBHOCTD neHCTRYOLISrO BELICCTRA
{myGnispyeTca Ha AHIJIHAHCKOM A3bIKE); KONHYECTBO
AMITYJ1 B YHAKOBRE 1t 00BeM CoAepiHMOro aMITyJIBL,
HasBaHKe AeHCTRYIOUICrO BELUESTBA H €ro
AKTHBHOCTE B Kazioli aMmyne; nepeteHs
BCLIOMOTATENbHEIX BELLECTR; CI0C00 BREICHHA,
YCAOBHA XPAHESHKS, YONIOBIA OTIYCKE, npeny-
(PENHTENbHbIE HANTHCH: «Crepunuiio.y, «llepall
npHMEHEHHEM NPOCHM NPOYUTATE NPHACKEHHYIO
MHCTPYKLIIO.», (XPaHitTy B HEJOCTYHIOM IR
neTelt MecTe!»; HOMep perHCTpatHOHHOrO
yocroseperna («P.H.:»);

Ha 3THKETKE aMIy/Ll HA PyCCKOM R3bIRe
YKOIAHBL: TOPrOBOE HAWMEHOBAHKE
nperapaTac npeXynpeauTeEHOA
MAPKHPOBKOH B MEAITYHAPOAHOS
HEMATSHTOBAHHOE HAHMEHOBAHHE,
AKTHBHOCTb ASHCTBYIOLICro BEMmeECTa; 00LeN
COREPKMMOTO amMuybl; CrIOcO6 BBEACKUA.
(«B/B.%); HAIBAHHE NPOMIBONUTENS H EM0
amGrema; HOMEP COpItH; IATA WITQTOBMEHMA]
CpOK ronHOCT:H (1aTa HCTENEHIA CpOKa
FONHOCTH).

Ha 2THRETKE KAPTOHHO KopoDKu Ha
PYCCKOM R3ILIKE YKR3ANLI: TOPTOBOE
HayMeHOBEHHE NperapaTa ¢
npenynpemnemuonMapxnposxoﬂ @
(myGnupyeTcs Ha aHrIARCKOM Aablke); '
MEKIYHAPOAHOE HETTATSHTORAHHOC
HanMeHoBaHHE (MyGnuUpyeTca Ka BHTIHRCKOM
A3bTKE); MeKAPCTREHHAR POPMA; AKTRBHOCTE
sfeficTeytomero pealecTsa (xyGnupyeres Ha
AHTITRIICKOM 23bIKe); KOAHYECCTBO MY B
yrnaKoKe # 0TBEM COAEPRAMOTO AMITYIIBE'
HA3EAHHE NeHCTRYIOIErD BEINecTda W .ero
aKTHBHOCTE B kawnol aMnyne, nepeieHh
BCTIOMOFATENBHEIX BELLECTB; COcO0
BEeACHUR; YSIOBUA XPAHCHHA, YCTORUR
OTNYCKA; IPEIy IPENRTENBHBIC HANHCH:
«CrepunsHo.», «Ilepe MpHMEHERHEM
NPOCAM MPOUKTATh NPHADKEHHYIO
HHCTPYKUMIO.», CXPAHNTS B HEJOCTYNHOM
118 meTei MecTely; HOMED PErHCTPALIHORHOIO
yA0CTOBEPEHHA («P.H.n);

—
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Biit MACTEP TIO CEPTHOUKALMK
T.H. Wepcttok
&,
CEPTU@UKAT KAHECTBA
HaumedoBaEue NPoIyKTa: TOPJOKC*
TexapetreHHaR Gopma: PAcTBOP JUIA BHYTPHBEHHOIO BBC/CHHA, 10 000 KWE/Mn
Jo3uposka: 25x10Ma
Homep cepH#: AOL106A
JlaTa npoOM3BOACTEA: 01 2020
Tope nos 01 2025
| Xpanende: B 2allALIeHHOM OT CBETA MECTE NpH TEeMNSpaType He BENLE 30 °C.
TECTBL TPEBOBAHNA TAHHEIE AHAJTM3A
WTPAX-KO; HAIBAHHE IPOHIBOIAHTENS, €T0 WTPUX-KOA; HA3BAHHE TIPOHIBOAHTEN, Cro

Kkpatksit aapec (ropox, CTpaHy) H JIOrOTHI; HOMEP kpatkait anpec (ropox, CTpaHa) i NOFOTHIT

CepHH; JaTY HIroTOBNEHHA, CPOK TOOHOCTH HOMEp CEpHit; IATA HATOTOBASHHA; CPOK
(«Tonen o). ronnocTH («TOACH BOM).

JT[ONONHHATELHO MOTYT HAHOCHTACA AAHHBIE JUA
|eseit MOHHTOPUHIA B CHOTEME MU —

CPOK
roJHOCTH: 5 JeT. 5 nerT.
KayecTBo Mpenapara cOOTRETCTEYReT TpeGOBAHHAM,

' ykasanmsm 8 TTNOI 3656/01-210817 Wam. Nel, 2 ([T N013656/01-1 10719)
Hactosuwuit Cepruduxar Kauectsa SBAETICA WelpaBneHHoOR Bepenel Ceprudrxara Kayectea 0T 27.03.2020 roxa.
HenpasneHus He BRUSIOT Ha KAHESTBO MIPOMYKUMH.
JlaTa BHITYCKA B PEATTH3ALMIO: 27.03.2020.
TlaTa BHECSHUS WCTIPABTEHHE: 05.05.2020.

ctp. 4 u3 4 ]

Myikywe Qopiiad flgnopec

Ynmnomoukejqu-nuuu

. DOAQ =zlepeoH Puxtep>»
Mectonaxomnerne: H=1103 Budspest, Gydmdi it 19-21., Bourpna « Tluuiosoe otileneHie: H-1475 Budapest 10, PL 27., Bentpus
Tenedoi: +36 1 431 4000 « Tenedare: +36 1 260 6650, +36 1 260 4891 « DnexTpormas noury! pun:a@‘rrichh:r.hu.
Perncrputmonii Gy Byaanemreaoro ¢rvinitoro Tpidyraiia No Cg. 01-10-040044,» Murepuer: \\'\\!\'v.richler,hu



