OBLIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Xanukcoi, 30 Mr, TaOJICTKH.

2. KAUECTBEHHBIN M1 KOJJMYECTBEHHBIN COCTAB

JleiicTByto1IIE€E BEMIECTBO: aMOPOKCOJI.

1 Tabnetka coaepkut 30 Mr aMmOpoKcoIa THAPOXIOPUIA.

BcenomorarenbHble  BEIIECTBA, HAIWYHE KOTOPBIX HEOOXOAMMO YYHUTBHIBaTh B COCTaBe
JIEKapCTBEHHOTO Mpemnapara: j1akro3a — 84,0 mr (cM. pasaen 4.4.).

[TonHbIi TepeyeHb BCIIOMOTaTEIbHBIX BEIIECTB MPUBEIEH B paznene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Tabnetkwu.

benbie nnm moutn 6erbie MIIOCKUE KPYTIIble TA0NIETKH ¢ (pacKOM, C PUCKON Ha OJTHON CTOpOHE
u rpaBupoBkoii E 231 — Ha npyroi ctopone, 6e3 v modtu 0e3 3amaxa.

TaGneTky MOXKHO pa3feUTh Ha paBHBIC J103BI.

4. KIMHUYECKHUE JAHHBIE

4.1 Iloxa3aHusl K NPUMEHEHHU IO

Octpble 1 XpoOHUYECKHE 3a00JI€BaHUS JBIXaTEIbHBIX IyTeH C BBIZCIICHHEM BA3KOW MOKPOTHI:
- OCTPBIN M XPOHUUYECKUI OpOHXUT;

- THEBMOHUS;

- XpOoHHYECKasi 0OCTPYKTHUBHAs O0JIE3Hb JIETKUX;

- OpoHXHallbHAsL ACTMa C 3aTPYyTHEHUEM OTXO0XICHUSI MOKPOTHI;

- OpoHXOdPKTaTu4ecKas 00JIe3Hb.

4.2 Pe:xxuM 103MPOBAHUS U CIIOCO0 MPUMEHEHUs

PexxuM no3upoBaHusa

Pexomenayemas no3a npemnapara y B3pocibix: 30 mr (1 Tabnerka) 3 pasza B CyTKu.
ITpu HeoOX0AMMOCTH Ul YCUIICHUSI TEPANIEBTUYECKOT0 YPPeKTa MOKHO Ha3HayaTh 1Mo 60 mr

(2 Tabnetkn) 2 paza B CyTKH.



[TpoaomKUTENEHOCTD JIEUEHHs ONpEAeNseTcs WHIUBUIAYaIbHO B 3aBHCHUMOCTH OT TEUEHUS
3aboneBanus. He pekoMeHayeTCst IpUHUMAThL aMOpoKcoll Oornee 4—5 aHel 0e3 KOHCYIbTaluu
c BpaduoM. B crmydae coxpaHeHHs CHMITOMOB 3a00ieBaHMs B TedeHHE 4—5 NHEW OT Havala
npremMa cielyeT 0OpaTUThCS K Bpauy.

eTH
Peowcum o0osuposanus y Odemeti 6 6o3pacme om 12 0o 18 nem COOTBETCTBYET PEXKUMY
JI03UPOBAHUS Y B3POCIBIX.
Pexomenoyemasn ooza npenapama y oemeii 6 6o3pacme om 6 0o 12 nem: mo 15 mr (1/2
TabneTkn) 2—3 pas3a B CyTKHU.
[IpenapaT nmpoTHBONOKa3aH K MPUMEHEHUIO y Oemell 6 6o3pacme 0o 6 nem (B DaHHOU
JIEKapCTBEHHOM (popMe U T03UPOBKE).

Croco0 mpuMeHeHus

BuyTpb, HE3aBHCUMO OT IpUEMa MUIIH.

Tabnerky (WM TOJOBHHY TaONETKH) CIEAyeT MpOrJIaThiBaTh IETUKOM, HE >KEBaTh, HE
M3MeNbYaTh, 3aIIUBasi BOJAOH.

4.3 IIpoTuBONOKAa3aHUS

- 'unepuyBCTBUTENBHOCTh K aMOPOKCOIY W/WIM K JII0OOMY M3 BCIIOMOTAaTENbHBIX BEIECTB,
IIEPEUNCIICHHBIX B pa3zene 6.1;

- 6epemenHocTs (I Tpumectp);

- IEPUOJ] TPYTHOTO BCKapMIIMBAHUS;

- IGTCKUI BO3pACT 110 6 JeT (7151 TaHHOM JIeKapcTBEHHON (hOPMBI M TO3UPOBKH);

- neUINT JIaKTa3bl, HEIEPEHOCUMOCTD JIAKTO3bI, TIIOKO30-TalaKTO3HasT MaahabcopOIus (CM.
paznen 4.4).

4.4 OcoOble yka3zaHus U MePbl MPEA0CTOPOKHOCTH NPU NPUMEHEHU U

C 0CTOPOKHOCTBIO

AMOpPOKCO CleayeT C OCTOPOXKHOCTBIO MpUMEHSITh B mepuoa OepemeHHoctu (II-IIT
TPUMECTpP), TPHU TIOYCYHOW W/WIM TIEYCHOYHOW HEIOCTATOYHOCTH, HAPYIIEHWH MOTOPHOU
GyHKIIMH OpPOHXOB M YBEJIWYEHUHM CEKpEelUH CIU3M (HampuMep, IpHU PEIKOM CUHIpOME
MEPBUYHON NHUCKUHE3UH PECHUYEK), S3BCHHON OOJIE3HM JKEeNyAKa M JIBEHAIIATHIIEPCTHOU
KHIIKHU B IEPHOJ 000CTPEHHUS.

He cnengyer xoMOMHHpOBaTh C MPOTHBOKALUUIEBHIMH CpPEACTBAMH, 3aTpPyAHSIOIIMMU

BBIBCJICHUC MOKPOTEI.



[Tpu HapymeHrnr MOTOPHOM QYHKITUK OPOHXOB (HAITpUMED, TIPH PEIKOM CHHAPOME IIEPBUYHON
JTMCKMHE3UN PECHUYEK) aMOPOKCOJ CIEAyET MPUMEHSATH C OCTOPOKHOCTBIO U3-32 BOZMOXKHOTO
YBEJIMYCHUS CEKPELIUH.
VY manMeHToB ¢ TSHKENBIMU MOPAXKEHUSIMH KOXH - cUHApoMoM CtuBeHca-/[>KOHCOHA WIn
TOKCHYECKHUM SIUepMaIbHbIM HEKPOJIU30M - B paHHEH (a3e MOTYT MOSBISATHCS TEMIIEPATypa,
001b B TeJNe, PUHHT, Kallelb M BOCHAJIeHHE Topia. [Ipu CUMOTOMATHYECKOM JICUCHUU
BO3MOYKHO OIIMO0YHOE Ha3HAUYECHHE MYKOJUTUYECKHX CPEACTB, TAKMX KaK aMOpOKCOII.
Nmerorcss envHUYHBIE COOOUICHHS O TSKENBIX MOPAKEHUAX KOXKH, TAKUX Kak CHHIPOM
CruBeHca-/[>kOHCOHA, TOKCUYECKUH AMUIEPMATbHBIN HEKPOJIU3, OCTPhIM T€HEPATU30BaHHbBIN
sK3aHTeMaTo3HbIN myctyne3 (OI'DI1) u MHOroopMHas SKcCylaTUBHAS SpUTEMa, COBIIABIIHE
M0 BpPEMEHU C Ha3HAYCHHEM OTXApKHUBAIOIIMX IIPErapaTtoB, TaKUX Kak aMOpokcosn. B
OOJIBIIMHCTBE CTy4aeB OHU MOTYT ObITh OOBSICHEHBI TSKECThIO OCHOBHOT'O 3a00JI€BaHUS U/UITU
CONMYTCTBYIOIIEH Tepanued. Y manueHToB ¢ cuHapoMoM CrtuBeHca-/[>koHCOHA Wi
TOKCHYECKUM SUACPMATBHBIM HEKPOJIM30M B paHHEH (pa3e MOTyT MOSBISATHCS TEMIIEPATypa,
00Jb B TeNle, pUHUT, Kalieab U 060b B ropie. [Ipu cuMOTOMaTHYeCKOM JICUEHUU BO3MOXKHO
OLIMO0YHOE Ha3HAUEHHUE «IIPOTUBONPOCTYAHBIX» CpeCTB. [Ipy mosiBIIeHNN HOBBIX MOPAKEHUIN
KOXHM U CIM3UCTBIX OOO0JIOUEK PEKOMEHIYeTCS MPEeKpaTUTh JeueHue aMOpOKCOJIIOM U
HEMEJICHHO 00paTUTHCS 3a MEIUIIMHCKOM TOMOIIIb.
[Ipu pa3BUTHM BHIMICNIEPEUUCICHHBIX CHHAPOMOB PEKOMEHIYETCS MPEKPATUTh JICYCHUE U
HEMEJIEHHO 0OpaTUThCS 32 MEIULIMHCKON TOMOIIbBIO.
[Ipn wHapymenun GyHKOHE TOYEK aMOpOKCOJ HEOOXOAMMO TPUMEHSATH TOJBKO 110
pEKOMEHIalliy Bpaya.
IIpenapar coxmepxutr nakrody. llamuentamM ¢ penko BCTPEYANOIICHCS HACIEACTBEHHON
HENEPEHOCUMOCThI0  TalaKTO3bl, JCPUIMTOM JaKTa3bl WM  T[JIIOKO30-TalaKTO3HOU
MajababcopOIelt He cieayeT NpUHUMATh ATOT Mpenapar.
4.5 BzaumoneiicTBHe ¢ JAPYIMMH JIeKAPCTBEHHbIMHM INpenapaTaMM W Jpyrue BHIbI
B3aMMOJAeHCTBHS
O KJIMHHUYECKU 3HAUYMMBIX HEKEIaTeIbHBIX B3aUMOJIEHCTBUSAX C JIPYTUMH JIE€KapCTBEHHBIMU
cpeactBamMu  He cooOmanock. Ilpu ONHOBpEMEHHOM NPUMEHEHHH aMOpoKcoiia C
MPOTUBOKALIUIEBHIMU  IIpernapaTaMi BO3MOXKHO 3aTPyAHEHHE OTXOXKICHHS MOKPOTHI B
pe3yiabTaTe TOJABJICHUS  KallIeBOro pediexkca. YBeIWYMBaeT NPOHHUKHOBEHHE B
OpOHXHUATBHBINA CEKPET aMOKCUITMILTNHA, IepypoKCHMa, S3pUTPOMUIINHA.

4.6 PepTHIBHOCTD, 0€PEMEHHOCTD M JIAKTAIUA

bepemeHHOCTH



AMOpPOKCOJI TIPOHUKAET 4epe3 IulalieHTapHbIA Oaphep. JloKIMHWYECKHe HCCIeAOBaHUS HE
BBISIBIJIM TPSIMOTO MJIM KOCBEHHOTO HEOJAaronpHsITHOTO BIMSHUS Ha OepeMeHHOCTb,
sMOpHOHaNIbHOE/PeTanbHOe, TOCTHATATBHOE Pa3BUTHE U HAa POJOBYIO IE€ATEIBHOCTb.
OOmMpHBIN KIMHAYECKUHA OMBIT MPUMEHEHHS aMOpOKcoJa rocie 28-i Heaenn 0epeMeHHOCTH
He 00HapYKUJ CBUAETEIHCTB OTPULIATEIBHOIO BIUSHUA €ro Ha of. TeM He MeHee cleayeT
co0JII01aTh MEPHI MPEJOCTOPOKHOCTH IPU IPUMEHEHUH aMOPOKCOIIa BO BpeMst 0epeMEHHOCTH.
[Tpumenenne amOpoKkcosia MpoTUBOMNOKa3aHo B I TpumecTpe OepeMeHHOCTH.

Bo II u III TpumecTpax OepeMEHHOCTH NMPUMEHEHHE aMOpOKCOIa BO3MOXKHO TOJIBKO B TOM
cllydae, €ciay MOTEHLMaJIbHas MMOoJib3a JJI MaTepu MPEeBBIIIAeT MOTEHUUANbHBIA PUCK IS
10/a.

JlakTanus

AMOPOKCOJI MOKET NMPOHUKATh B TPyAHOE MOJoko. HecMoTps Ha TO, YTO HexelaTelbHbIE
3 dexT y AeTel, MoMy4yarolmux KOPMIICHHE TPyAbl0, HE HAOMIOAAINCh, MPUMEHEHHE
amMOpoKcoJia B IEPHO IPyAHOTO BCKAPMIIMBAHUS IPOTUBOIIOKA3aHO.

DepTHIbHOCTD

JIOKITMHHYECKHE UCCIel0BaHus aMOpOKCoa He BBIIBWIIM OTPULATENILHOIO BO3JEHCTBHS Ha
(hepTUIBLHOCTD.

4.7 Bausinue Ha cNOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CPeICTBAMH H padoTaTh ¢

MeXaHu3MaMH

He 051110 BBISIBIIEHO Clly4aeB BJIMSHUSA [IpeNapara Ha ClIOCOOHOCTh YIIPABIIATh TPAHCIOPTHBIMU
CpeACTBaMU M MeXaHM3MaMu. MccnenoBaHus IO BIMSHHIO IIpernapara Ha CIHOCOOHOCTb
YOpaBJIATh TPAHCHOPTHBIMU CPCACTBAMU U 3aHUMATHCA APYTUMH NMOTCHHHUAJIBHO OITACHBIMU
BUJIAMU JIEATEILHOCTH, TPEOYIOMIMMHU MOBBIIICHHOW KOHIICHTPAIIUM BHUMAHUS W OBICTPOTHI
NICUXOMOTOPHBIX PEAKLUH, HE IPOBOJMIUCS.

4.8 HexxetaTesibHbIE peaKkuu

Pe3roMe HexenaTenbHBIX PEAKIIi

Bo3moxHbIe TOOOYHBIC pEaKIIUY MPUBEICHBI HIKE B COOTBETCTBUH CO CJICIYIONICH Tpaganuen
YaCTOTHI UX BO3HUKHOBEHHS: 04eHb yacTo (> 1/10), wactro (>1/100, <1/10), meuacro (=1/1000,
<1/100), penko (>1/10000, <1/1000), ouenr peako (<1/10000), wacToTa Hem3BecTHa (IO

MMEIOLIUMCS TaHHBIM YaCTOTa HE MOXET OBITh YCTAHOBJICHA).
Hapywenus co cmoponvl uMMyHHOU cucmembl

PG,Z[KOZ pCaku runcpuUyBCTBUTCIIBHOCTH, KOXKHAA ChIllb, KPAITUBHULIA,



Yactora Hew3BeCTHA: aHA(PWIAKTUYECKHME peaKIuu (BKJIOYas aHA(PUIAKTHUYECKUHA IIIOK),

AHT'MOHEBPOTUYECKUM OTEK, KOKHBIN 3y.

Hapywenus co cmopoHbl HepeHOU cucmembl

Yacro: Hapy1IeHue BKyca.

Hapywenus co cmopoHbl ObixamenvHotl cucmembl, Op2anos 2pyOHOU KIemKU U Cpe0oCmenUs.
YacTo: oHEMEHHE B TOpJIE;

OueHb penKo: puHOpes;

YacTora HeM3BeCTHA: OABIIIKA (KaK IPU3HAK PEAKIIUU TUIIEPUYBCTBUTEIBLHOCTH).
Kenyoouno-kuweunvie napyuenus

YacTo: TOUTHOTa, OHEMEHHE CIIM3UCTOM 000JI0UKH POTOBOM MOJIOCTH;

Heuacto: nucnencusi, pBoTa, iuapes, 60Jb B )KUBOTE, OLIYIIIEHHE CyXOCTH B POTOBOM MOJIOCTH;

Penxo: cyxocts B ropie;
OdeHs penko: 3amop, TunepcaauBaims (0OMIHLHOE CITIOHOOT/ICIICHHUE).
Hapywenus co cmopoHbl Kodcu u N0OOKOMCHBIX MKAHel

Yacrora HeusBecTHa: MHOroOpMHas JIKCCydaTHUBHAs »dpureMa, cuHapom CTUBEHCa-
JI)KOHCOHA, TOKCHYECKHH SIuepMaibHBIA Hekposm3 (cuHapom Jlaifenma), oOCTpbId

reHepaIn30BaHHbINA SK3EHTEMATO3HBIN My CTYJIE3.
Hapywenus co cmoponuvl nouex u Mo4esbigo0AuuUx nymei
OueHsb penko: 1u3ypus.

Obwue HapywieHus U peakyuu 8 mecme 66e0eHUs
Heuacro: nuxopazaxka.

COO6H.I€HI/IG 0 TOA03PEBACMBIX HCXKECIATCIbHBIX PCAKIINAX

Baxxno cooOmarh 0 T™OM03pEBacMbIX HEXKENTATENbHBIX PEAKIHMAX [OCIe pPETUCTpaIlluu
JIEKapCTBEHHOI0 Tperapara ¢ Ledbl0 OOecrleueHusi HENpepbhIBHOTO MOHUTOPHUHTA
COOTHOIIEHUS «IO0JIb3a — PHUCK» JIEKAPCTBEHHOIO Mperapara. MenuuuHCKUM pabOTHHKAM
pEKOMEHAYEeTCsI  coo0marh O JIIOOBIX  MOJ03PEBAEMBIX  HEKENATENbHBIX  PEAKIIHIX
JIEKapCTBEHHOT'O TperapaTa yepe3 HAIMOHAIbHBIE CHCTEMBI COOOIIECHHUS O HEXelaTelIbHbBIX

PEaKIHsIX TOCYAapCTB — WieHOB EBpa3uiickoro 3KOHOMUYECKOTO COI03a.



Poccuiickaa ®@eoepayus

®denepanbHas ciry:k0a 1o Haa30py B cdepe 3ApaBOOXPaHECHUS
Anpec: 109012, r. Mocksa, CriaBsiHCKasl miiomiaib, 1. 4, ctp. 1
Tenedon: +7 (800) 550-99-03

DnekTpoHHas nmovra: pharm@roszdravnadzor.gov.ru

Caiit B UH(POPMALMOHHO-TEJIEKOMMYHHUKAITHOHHON ceTH

https://www.roszdravnadzor.gov.ru

Pecnyonuxa Kazaxcman

«HTepHeT:

PI'TI na IIXB «HauroHaIbHBIN HEHTP SKCIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB U METULIMHCKHUX

uznenuity Komutera KOHTPOJIS KayecTBa U 0€30MaCHOCTH TOBAPOB U YCIyT MUHUCTEPCTBA

3npaBooxpaneHust Pecnyomuku Kazaxcran

Anpec: 010000, r. Acrana, yi. A. ImanoBa, 13

Tenedon: +7 (7172) 235-135

OnexTponHas noyra: farm@dari.kz

Caiit: http://www.ndda.kz/

Pecnybnuxa benapyco

VII «llenTp 3KcnepTU3 U UCHBITAHUHN B 3JPaBOOXPAHEHU)
Anpec: 220037, r. Munck, ToBapuieckuit ep., 2a
Tenedon: +375 (17) 242-00-29

®axc: +375 (17) 242-00-29

DnekTpoHHas nmoyrta: repl@rceth.by

Caiit: https://www.rceth.by

Pecnybnuka Apmenus

I'HKO «lleHTp sKCepTU3bl J€KAPCTB U MEIUIIUHCKUX TEXHOJIOTHUI»
Anpec: 0051, r. Epesan, nip. Komuraca 49/5

Tenedon: (+374-60) 830073-1012,1013

OnexTpoHHas noyra: vigilance@pharm.am

Caiit: http://www.pharm.am

4.9 Ilepeno3upoBka

CHUMIITOMBI

Crenuduueckux CHUMITOMOB NEPEAO3UPOBKH Yy ueloBeKa He 3aduxcupoBano. Mmerorcs

COOOMICHUSI O CIIyJallHOW TepeIo3MpPOBKE W/WIW MEAWIIMHCKONW OIMUOKe, B pe3ysbTaTe

KOTOPBIX HAOJIOIATNCh CUMIITOMBI U3BECTHBIX MOOOYHBIX d(PPEKTOB aMOpOKCOIIa: TOIIHOTA,
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http://www.pharm.am/index.php/ru/

JUCTICTICHS, PBOTa, al0aoMmuHanbHas Ooxb. I[lpu 3TOM BO3MOXHA HEOOXOIWMOCTH B
CUMIITOMaTUYECKOHN TEPAINH.

JleueHnne

HckyccTBeHHas pBOTa, MPOMBIBAaHUE KETyAKa B IEpBble 1—2 daca mocie mpuemMa npemnapara,
CUMITOMaTH4ecKas Tepanusi.

BcenencTBue BBICOKOM CTENEHHM CBS3BIBAaHUS aMOpoOKcona ¢ OelkaMu IUIa3Mbl KPOBU U
6onpIOoro 00BeMa pacrpeesieHus], IPOBECHUE TeMOINaIN3a UIH (POPCUPOBAHHOTO JHype3a

B ClTydae Mepe1o3upoOBKY aMOPOKCOIIOM HelleJIecoo0pasHo.

5. DPAPMAKOJIOTHYECKHE CBOVMCTBA
5.1 dapmMakoAUHAMHYECKHE CBOIICTBA

dapMmakoTepareBTU4YecKas Tpymnia: 0TXapKUBarolee MyKOJIUTHUECKOE CPECTBO.
Kong ATX: ROSCBO06.

Mexaausm aeiicteus U hapMakoauHamMuueckue 3O GEKThI

B nccnenoBanusx mokazaHo, 9TO aMOPOKCOJ YBEJIIMUNBACT CEKPEIHIO B IBIXATEIBHBIX MTyTAX.
OH ycmmBaeT NPOAYKIHIO JETOYHOT0 Cyp(dakTaHTa U CTUMYJIHPYET IIIHAPHYIO aKTHBHOCTb.
OTH 3G HEeKTH TPUBOIAT K YCUIICHHUIO TOKA U TPAHCIIOPTA CIIN3H (MYKOIMIMAPHOTO KIUPEHCA).
VYcunenre MyKOIMINApHOTO KIMPEHCA YITyUIIaeT OTXO0XKAEHUE MOKPOTHI M 00JIerdaeT Kareb.
VY manMeHToB € XPOHMYECKOH OOCTPYKTHBHOW OOJIE3HBIO JIETKHX JUINTENbHAs Teparus
aMOpOKCOJIOM (Ha MMPOTSHKEHUH HE MEHEe 2 MECSIIIeB) NPUBO/IMIIA K 3HAYNTEIILHOMY CHIKCHHUIO
yrciaa obocTpeHuit. OTMeUYaioch TOCTOBEPHOE YMEHBILICHHE UIMTENHOCTH OO0OCTPEHUM U
qucia JHeW aHTHOMOTUKOTEPAIUH.

5.2 dapMaKOKHHETHYECKHE CBOMCTBA

Abcopbuus

Jlnst BcexX JeKapCTBEHHBIX (hopM amMOpOKcoJia HEMEIUIEHHOTO BBICBOOOXKACHUS XapaKTepHa
ObICTpast ¥ IOYTH MOJIHAS a0COPOIHS ¢ IMHEHHOM 3aBUCUMOCTBIO OT 03Bl B TEPANIeBTHUECKOM
WHTEpBajie KOHIeHTpaluii. MakcumanbHasi KOHIIeHTparus B Tu1azMe (Cmax) TP IIEPOPATTEHOM
npuemMe jocturaercs depe3 1-2,5 daca. AOGcoyroTHas OMOMOCTYIMHOCTh aMOpOKCOIa MOocye
npuema tabnetok B 03¢ 30 mr coctaBnsieT 79%.

Pacnpenenenue

O0bem pacnpenerneHust coctaBisieT 552 1. B TepaneBTHUECKOM HHTEpBAiEe KOHIIEHTpAIUi
CBSI3bIBaHUE ¢ OenKkamu I1a3Mbl cocTaBisier nmpuMepHo 90%. Ilepexon amOpokcosia u3 KpoBu
B TKaHU [IPH MIEPOPATLHOM TPUMEHEHHH MPOUCXOAUT OBICTPO. CaMble BBICOKHE KOHLIEHTPAIIH

AKTUBHOI'O KOMITOHCHTA IIpCIriapaTa Ha6.HIO,Z[aIOTC5I B JICTKHUX.



Buorpancdopmaris

[Tpumepno 30% npuHATONW mEepopadbHONH J03bI ToaBepraercs 3(P(PEeKTy MNEepBUUYHOTO
MIPOXOXKACHHSI uepe3 reyeHsb. MccnenoBanus Ha MUKPOCOMax MEYSHH YeJI0OBEKa MOKA3aju, YT
m3odepmenT CYP3A4 sBnsercs npeodnamaronieit n30gpopMoii, OTBETCTBEHHON 332 METa00IM3M
aMOpoKcojia 110 JUOpOMaHTpaHWUIOBOM KHUCHOTHL. OcTaBmiascs dYacTb amMOpoOKcoja
MeTaboNMM3upyeTcss B TEYCHH, TJIaBHBIM OO0pa3oM, MyTeM TIIOKYPOHUJANUA € MyTeM
YaCTUYHOTO pacUICIUICHUsI O AMOPOMAHTPAHWIOBOW KHUCIOTH (mpubiamsurensHo 10% ot
BBEJICHHOM J103bI), @ TAK)K€ HEOOIBIIIOTO KOJIMYECTBA TOTOIHUTENbHBIX META00INUTOB.
OIMMUHALNS

[leproa TepMUHATHHOTO MOJYBBIBEICHUS aMOpOKcoia cocTaBisgeT okoso 10 wacoB. OOmuit
KIIMPEHC HaXOJIUTCS B mpenenax 660 M/ MUH, Ha TOYEYHBINA KIIMPEHC MPUXOIUTCS TIPUMEPHO
8% ot olmero kiaupeHca. MeTooM pagrloaKTUBHOW METKH ObUIO TOJCYMUTAHO, YTO TOCIIE
OJIHOKPAaTHOTO MpHeMa Mpernapara B TeUeHUE MOCIEeAYIONMX 5 JHEeH MOoYKaMH BBLACISAETCS
okoJ110 83%.

Oco0ble rpynisl MalueHTOB

He oGHapykeHO KIMHHYECKH 3HAYUMOTO BIUSHHUS BO3pacTa U mojia Ha (apMaKOKMHETHKY

aMOpoKcCoJia, MOATOMY HET OCHOBAHUM I 1T0100pa 103bI 110 ATUM MTPU3HAKAM.

6. PAPMAIIEBTUHUYECKHUE CBOHMCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
JIAKTO3bl MOHOTUPAT

LEJUTI0JI03a MUKPOKPHUCTAIIINYECKAs
KapOOKCUMETHIIKpaxMal HaTpus (Tum A)
noBu10H (K-30)

Mar"us creapar.

6.2 HecoBMeCTHUMOCTD

He npumenumo.

6.3 Cpok rogHocTH (CPOK XpaHEHHs )

5 ner.

6.4 Oco0ble Mepbl NPETOCTOPOKHOCTH MPU XPAHEHUH



XPpaHWUTh B OPUTHHAIBHOM yITaKOBKE C IIEJIBIO 3aIIUTHI OT CBETA IIPU TEMIIEpaType HE BhIIIE
30°C.

6.5 Xapakrep u coaepkaHue NEPBUYHOH YIAKOBKH

ITo 10 Tabnerox B 6muctepe u3 [IBX/amomunaneBoii Gponsru mnu [IBX/TIBIX/antoMuHneBoi

¢donbru. 2 6aucTepa BMECTE € JIMCTKOM-BKIIAJIBIIIEM YIIAaKOBAHbI B KAPTOHHYIO MAYKYy.

6.6 OcoOble Mepbl TNPEIOCTOPOKHOCTH NPH YHUYTOKEHHH HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 mMpenapaTra MWJIH OTXO0A0B, MOJYYEHHBIX TMOcJe MNpPUMEHEHUs

JIEKApPCTBEHHOI0 Mpenapara, ¥ Ipyrue MaHUIMyJISIUM C IPenapaToM

Het oco0bIx TpeOoBaHM K yTHIM3AIUH.
Bech ocTaBIIMiics JIEKapCTBEHHBIM MpenapaTr U OTXOMAbI CIENYET YHUUTOXKHUTh B COOTBETCTBUU

C YCTaHOBJICHHBIMHU HAIITMOHAJIBbHBIM 3aKOHOAATCIIECTBOM TpC6OBaHI/I5[MI/I.

7. AEPXKATEJIb PETUCTPAIHUOHHOI'O YAOCTOBEPEHUSA
Benrpus

3A0 «®apmarneBrrueckuii 3apoa II'MCy»

1106 r.byganemr, yiu. Kepectypu 30-38

Tenedon: (+36—-1) 8035555

DnexTpoHHas mouTa: mailbox@egis.hu

7.1. llpencraBuTeb AepKaTesisi PerucTPAIMOHHOTO YA0CTOBEPEeHUA

IIperen3uu nmorpedbuTeneil HAIPABIATh 110 aIPECY:

Poccuiickas @enepanus

000 «9I'C-PYC»

121552, r. Mockaa, yiu. SpueBckas, 1.19, 6ok B, atax 13
Tenedon: +7 (495) 363-39-66

DnexTpoHHas mouTa: pharmacovigilance@egis.ru

Pecny6nuka Kazaxcran

[IpencraButenscTtBo 3A0 «DapmaneBrrueckuii 3aBog D' MIC» B Pecmybnmke Kazaxcran
050060, r. Anmarsl, yi. XKapokosa 286 I'

Tenedon: + 7 (727) 247 63 34, + 7 (727) 247 63 33

DneKkTpoHHas movTa: egis@egis.kz



Pecrrybnuka benapych

[TpencraButensctBo 3A0 «®PapmaneBruueckuiit 3aBon DI UC» (Benrpusi) B PecryOmmke
benapych

220053, r. Munck, nep. Epmaka, 1. 6A

Tenedon: (017) 380-00-80, (017) 227-35-51, (017) 227-35-52

dakc: (017) 227-35-53

DnekTpoHHas mmoyra: info@egis.by

PecniyGninka ApmeHust

[IpencraButenbctBo 3A0 «®apmanesruueckuit 3aBog DI’ UCy» B PecriyOnnke ApmeHus
0010, r. EpeBan, ys1. AHpaneTyTsH, 1om 67, 4 aTax

Tenedon: +374-10-574509, +374-94555050

OnexrponHas noyra: info@egis.am

8. HOMEP PETHCTPALIMOHHOTI'O Y/IOCTOBEPEHUSI
JITI-Ne(000407)-(PT-RU)
9. KATETOPHSI OTITYCKA JJEKAPCTBEHHOT'O TTIPEITAPATA

JlexapcTBeHHBIH IpenapaT OTHOCUTCS K KaTeropuH OTHycka 0e3 perenra.

10. JATA NIEPECMOTPA TEKCTA

OOm1ast XapaKTEepUCTHKA JICKAPCTBEHHOTO TpernapaTa XaJInuKcoll TabJIeTKH JOCTyITHA Ha
WHGOPMAIIMOHHOM TopTasie EBpa3znuiickoro "KOHOMHYECKOTO COr03a B MH()OPMAIIHOHHO-
KOMMYHHKaAIMOHHOU cetn «IHTepHEeT» https://eec.eacunion.org/
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