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HucTpyKnus o MEAHIMHCKOMY NPHMMEHEHHIO IpenapaTa JIazoaBan"/
Lasolvan®
COTJIACOBAHO
Toprosoe nassanue: JIA3SOJIBAH cupomn 30 mr/5 M MIHUCTEPCTBOM 8/IPABOOXPAHEHNS

PECIIYBJIVKHU BEIAPYCH
TIpukas MuHMCTepCTEA 34PABOOX PaHEHILs

. Pecny6nuxu Bemapyes
Mexc);(yﬂapouﬂoe HEIIATCHTOBAHHOC HA3BAHHC: aM6pOKCOJI | or «75'5 N 7 oWaZ/L N /ﬁﬁ

JlexapcTBeHHas1 popMa: CHPOIIL

Cocras
Cupon 30 m2/5 ma: 5 MII CHpOIIa COZEPXKAT aKMuUsHoe 6eujecmeo — aMOpOKCoa TUIPOXIIOPHL
30 Mr; 6cnomozamenvHvie Geujecméa — O€H30HHAA KHCIOTa, I'MAPOKCHITHILEILIIONO03A,

cykpanosa, apomarusarop «Kiy6uuka co cmuBkamm» PHL-132200, apomarusarop «Banuiby
PHIL-114481, Boga ouunineHHAas.

Onncanue
TTpo3padHbIi MM IOYTH IPO3PATHBIA, OECIBETHBIA MM [IOYTH OECIBETHBIH, CIIerka BSI3KUI CHPOIL.

dapmakoTepaneBTHIECKas Ipynna
CpezcrTBa, HpUMEHsEMBIE [IPU Kallllle X IPOCTyIHBIX 3a00ieBanusx. OTXapKUBarOIIHe CPEICTBA,
MCKITI0Yas KOMOMHAIUY C IIPOTHBOKANUIEBEIME cpeicTBaMu. MyKOIUTHIECKUE CPECTRA.

Kox ATX: R0O5CBO06.

dapmakoornIecKue CBOHCTBA

DapmaKoOuHamuKa

B [OKIHHMYECKUX HCCIENOBAHUSX OBUIO ITOKA3aHO, YTO aMOPOKCOJa TUIPOXIOPUJ, aKTUBHOC
BelrecTBO JIa30IBaHa, OBEIIAET CEKPEITHIO B IBIXATENIbHBIX Iy TAX, YCHIABACT CHHTE3 JIETOYHOT0
cyphaKkTaHTa W CTUMYJIHPYeT IWIHAPHYIO aKTHBHOCTh. OH TakKe IOBBIIACT CEKPELHIO
IOBEPXHOCTHO-AKTHBHBIX BEMIECTB B Pe3yJIbTaTe IPAMOT0 BO3/IeHCTBIA Ha THeBMOIMTH! 11 TiTa,
pacIoNokKeHHbIE B allbBeonax U kKineTkax Kiiapa B OpoHXHONaX, a TAKKe CTUMYTUPYET aKTABHOCTD
MepriaTensHoro smurenus. OmucanHble QQEKTHI BBI3BIBAIOT CHIDKCHHE BA3KOCTH MOKPOTHI H
yIIydIleHne TPAHCIIOPTa MOKPOTEL (MyKOIMIHAPHOTO KIMPEHCa). Y IIydIeHAe MyKOIMIHAPHOTO
KIHpeHca MPOJEMOHCTPHPOBAHO B KIMHWYECKHX  (apMaKkOIOTHYECKHX —HCCIEOBAHMSIX.
VBenuueHHe CEeKpeldM CEPO3HOT0 KOMIIOHEHTa MOKPOTHI ¥ YCHIICHHE MYKOIMIMAapHOIO
KIIEPEHCa CIOCOOCTBYIOT OTXOXK/ICHHIO MOKPOTHI M 00/IerdaroT Kame b Kpome Toro, y manuenTos
¢ XPOHHYECKHM OPOHXHTOM W/HIM XPOHMYECKOH OOCTPYKTUBHOH OOJNE3HBIO JIETKHX (XOBJI)
YMEHBIIAETCS KOJIMIECTBO 000CTPEHUH OOIE3HH.

V marentoB ¢ XOBJI, npuanmasnmx JIASOJIBAH karcyisl IPOIOHIHPOBAHHOTO IeHCTBHS
75 MT B TedeHme 6 MecsIeB, K KOHIy 2-TO Mecslla JICYCHHs 3aperHCTPUPOBAHO JOCTOBCPHOC
CHIDKEHHE OOOCTpEHHi II0 CpPaBHEHHIO ¢ Iulaneo. Y MalueHTOB B IPYIIIE JIASOJIBAHA
HAGIIOIAIOCH JIOCTOBEPHOE YMEHBIIECHNIE KOIMIECTBA THEH OONE3HN M CHIDKEHHE KOIMIECTBa
nHel mprueMa aHTHOAKTepHANBHEIX IIpenaparoB. Takxke, B rpyIe JIASOJIBAHA 1o cpaBHEHHUIO
¢ muane6o HaOMOAANOCh CTATHCTHYCCKY 3HAYMMOE YIIYUYIICHUE ONECHHBABIIMXCS CHMIITOMOB,
TAKAX KaK 3aTPyJHEHHE OTXOXIEHHS MOKPOTHI, Kallelb, OJbIIKA H ayCKyJIbTaTHBHbIC

CHUMIITOMBI.

MecTHEL 06e360mBaromuit 3pdexT aMGpoKcoIa FEAPOXIOpULIA HaOOIANICS B HCCIIEIOBAHMSX,
IIPOBEICHHBIX Ha MOJIENH IJla3a KPOJIHKA M, BEPOSTHO, CBS3AH C OIOKUPOBAHHUEM IIPEIapaToOM
HAaTpUEBRIX KaHauoB. TecTwl in Vifro IMOKa3aid, 4TO Iperapar o0paTtuMO ¥ J103033aBHCHMO
GJIOKUPYET HEMPOHHBIEC HATPUEBBIC KAHATIBL.
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In vitro GBITO YCTAHOBIEHO, YTO aMOPOKCOIIA THAPOXIOPH]] 00/1aaeT MPOTHBOBOCIIATUTEb
nelicTBreM. B Tectax inm Vifro OH 3HAYHTENBHO CHIDKAI BBICBOOOXKICHWE IUTOKHHOB M3
IEPKYIHPYIONIAX ¥ TKAHEBBIX MOHOHYK/IEAPHBIX M MOMMMOPGHOSIICPHBIX KIETOK.

Kimmanueckne HCCIEIOBaHUs, IIPOBCACHHBIC y MAIUECHTOB C 00JIBI0 B ropie, Imoxkasaid, 49To
aM6p01<cona THAPOXJIIOPU B BHIC Ta0JIETOK JIJIS paccachIBaHUI 20 MT 3HAYUTEIHLHO YMEHbIIACT
001 U IIOKpaCHCHUE B TTIOTKC.

O1H (hapMaKoJIOrHIecKue CBOMCTBA IOATBEPIKIAIOT IOMOIHUTEIEHOS HaOJIOZICHUE, TTOJTyYeHHOE
B KIMHAYECKUX MCCIENOBaHMAX >()QPEKTHBHOCTH, YTO MHTALAINMS aMOpOKCOlIa 0OECIeuMBacT
6BICTpOE OOJIerdenye GOITH P JICICHUN HAapyIIEHHH BEPXHUX JIBIXaTeIbHBIX Iy TCH.

OJHOBPEMEHHOE IIPIMEHEHHE aMOPOKCOIIa THAPOXIOPU/IA ¢ aHTHOMOTHKAMY (aMOKCHITAIITHHOM,
11e(bypPOKCHMOM, SPHTPOMHUIIMHOM U JOKCHITAKITIHOM) IOBBIAET KOHIIEHTPAIMIO aHTHONOTHKOB
B JIErO4HOM TKaHW. HeT JaHHBIX 0 KIMHUYECKOH 3HAaYMMOCTH 3T0ro dddekra.

[TpoTHBOBUPYCHEIE CBOMCTBA B MCCIIEIOBAHUAX i1 Vilro X Ha MOJIENISX JKUBOTHBIX:

CHmxeHne permkamuy puosupyca (RV14) 65110 0TMEIEHO IIPH IPOBEACHAN HCCIICIOBAHAM] i71
Vitro Ha OSIWTENWATbHBIX KIETKaX Tpaxed uenoBeka. [locie IpeaBapHTENbHOH 00paOOTKH
aMOPOKCONIOM HaGIONANOCH CHIDKCHUE PEIUTHKAIMM BHpPyca Ipunna A B ABIXaTCIbHBIX IyTAX
IIPM IPOBEICHAN WCCIIEAOBAHM HAa SKCIEPUMEHTABHBIX MOZENIX Ha Mblmax. Her HaHHBIX 0
KIMHAYECKON 3HAYMMOCTH 3TOro dddexTa.

DapmakoKuHemMuKa

Bcacvisanue

A6copbus  opanbHBIX (HOPM HEMEUICHHOTO BBICBOOOXK/CHHS BBICOKAS M IOIHAd, BPEM
TOCTHKEHMS. MAKCUMAIIBHOM KOHIEHTPAIIUK B ITa3Me KpoBH — 1-2,5 yaca mociie mepopaibHOro
npreMa 1 6,5 9acoB — [t GOpM MEIEHHOTO BHICBOOOXKICHIS.

MakcuMmanbsHas GHOXOCTYIIHOCTh TabneTok 30 Mr mprbmnkaercs X 79 Y.

Pacnpeoenenue

Pacnpenenenne amOpokcona THAPOXIOpHAA U3 KPOBM B TKaHH IIPOUCXOAUT OBICTpO U
BHIP@KEHHO, TIPH 3TOM CaMasi BEICOKasi KOHIICHTPAIUs aKTHBHOTO BEIIECTBA 0OHAPYKUBACTCS B
nerkux. O6BeM pacpeeNeHns IIOCe IEPOPAIBHOTO IIpHeMa cocTarseT 552 . CBsi3b ¢ benkamu
wiasMel KpoBH — 90 %, TPOHHKAeT depe3 remMarodHnedammyeckuii 6apbep, IUIaleHTapHBIA
Oapbep, BBIIEIAETCS C IPYAHBIM MOJIOKOM.

Memabonusm u evigeoenue

[pu6musutensro 30 % HepopalbHOE /03l SIUMUHHPYETCA 32 CHET PECHCTCMHOrO
MeTabom3Ma. AMOPOKCOJ M3HAYAIBFHO METa0O0IU3U3UPYETCs B MEUCHM 3a CYET KOHBIOTAINH,
o6pasyerT IMOPOMAHTPAHUIOBYIO KHCJIOTY (IPHOIHA3HTETBHO 10 % 103BI), TIIOKYPOHOBBIE
KOHBIOTaTHl U HECKOJIBKO BTOPOCTENCHHBIX MeTabonmMTOB. VccimemoBaHWS MHKPOCOM IICUCHH
genosexa mokasam, uro CYP3A4 mpescTaBiuser co06odl IPETOMMHAHTHYIO H30(hOpMY,
OTBEUAIOIIYIO 3a MeTab0IM3M aMOpOKCoIa.

[Ipsr TpEeX/THEBHOM OpPAIBHOM IpHEME aMOpOKcoya pUOIH3ATENEHO 6 %0 03bI HAXOIUTCA B
cBOOOTHOM BHE ¥ 26 % [103bI IEPEXOIUT B KOHBIOTHPOBAHHYIO (GopMy ¥ BBIBOJUTCSA C MOYOH.
Ileprio; IHOIYBBIBEICHHUS COCTAaBJIACT 10 wacoB. OOmMi KIMPEHC HAXOAMUTCI B JUANa30HE
660 MJI/MEH., TIOUEUHBIT KIMPEHC 00eCedrBaeT IPUMEPHO 8 %o obmmero xmpenca. 1lokasano,
4T0 Yepe3 5 JHEH BHIBOAUTCA C MOYOH OKOJIO 83 % oT OOImEnpHHATON 03Bl aMOpPOKCOoya
THAPOXIOPH/IA (PaIiOaKTHBHO MEYEHOH). -

nnax nayuermos -_
(Dapmakoxunemum 8 0006blx epynn Y CO I‘JIA C O B A H §)
MUHUCTEPCTBOM 3JPABOOXPAHEHL:,.
PECIIVBJIVKHU BRIAPYCH §
Ilpukas I\gmnc'é'epcTBaBaApanooxpanemm 2
CCOYDANKY DeJlapych
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B CBSI3H ¢ TeM, 9TO JIEKAPCTBEHHOE CPEIICTBO META00IM3UPY €TCSI B IICUCHN 1 BBIBOJIUTCS IIOIKAMH,
B CJIydae TSHKEJIOro HapyIeHHs (yHKIMH OYCK MOXKET IPOMCXOUTh HAKOIUICHHS MeTabOJIUTOB
aMOpoKcoia, OOpasyOMUXCA B IEYEHW. Y IANUCHTOB C HAPYUICHUSAMH GyHKIMH TIEYCHU
BBIBEICHHE aMOPOKCOJIA THAPOXIIOPHA CHIKAETCSI, YTO IPUBOJUT K MOBBIIEHHUIO €r0 YPOBHS B
wiasMe KpoBH B 1,3-2 pasa. B CBs3M ¢ IMMPOKMM TEepalleBTHYCCKAM JCHCTBHEM amOpokcoma
KOPPEKIIUS 10351 He TPEOyeTCH.

VccienoBaHus TOKa3aid, 9To (papMaKoKHHETHKA aMOPOKCOJIa HE 3aBICHUT OT BO3pacTa U II0jia 1
TEM caMbIM He TpeOyeT U3MEHEHHUS JO3BL.

IIpueM MUK He OKa3bIBACT BIUSHHA HA OHOJOCTYIIHOCTH aMOPOKCOTIA THIPOXTIOPHUIA.

JokamHIYecKre JaHHbIE 0 0€30IaCHOCTH

AMO6POKcOIIa THIPOXIIOPUL IMEET 0UYEHb HU3KUM MOKa3aTelb OCTPOH TOKCHIHOCTH.

B HCIBITaHUSAX C BBEACHWEM BHYTPh MHOIOKPATHBIX 703 150 MI/Kr/neHb (Mbomm — 4 Heenn),
50 Mr/kr/meHb (KpsICE — 52 u 78 Hezens), 40 Mr/Kr/neHs (KpomuK — 26 Heziens) 1 10 MI/Kr/neHs
(cobaku — 52 Hezen) COOTBETCTBOBATN MAKCHMAJIBHBIM 103aM, HE IPUBOJAIIMM K Pa3BUTHIO
pabmonaeMerx Hexenarenbubex peakmnuit (NOAELS). Tokcukomornyeckue HCCICAOBaHUS HE
BBIABIIIM IIOPAXKEHUS OPraHOB-MUIIEHEH.

VcctenoBanus TOKCHYHOCTH, MPOBOJMBINKECS B T€UECHHUE YETHIPEX HENENb IIPU BHYTPUBCHHOM
BBEJIEHUN aMOPOKCoNa THApoxiopuaa Kpeicam 4, 16 m 64 mr/kr/nens u cobakam 45, 90 u
120 mr/xr/nenb (uEdY31uH 3 9/IeHb), He ITOKa3ali TSHKEI0H MECTHO! M CHCTEMHOM TOKCHYHOCTH,
BKJIFOYAS TUCTOMATOJIOIHIO. Bee HexenarebHble peakiiuy ObLIA 00paTHMBIMH.

AMGpOKCoia THAPOXIOPH IIPU TECTHPOBAHUH B MEPOPANBHBIX 032X 1O 3000 Mr/kr/meHs Ha
kpeicax u mo 200 MI/KT/IeHb Ha KpPONHKaXx HE IPOABJIAN HU SMOPHOTOKUCHIECKUX, HU
TEpaTOreHHBIX CBOMCTB. QPEePTHIBHOCTD CAMIIOB U CaMOK KPHIC HE M3MEHSIACH IPU BBCACHUN
npenapara B mo3ax 10 1500 mr/xr/nens. [loxasarens NOAEL B mepuojJ HEpHUHATAILHOIO H
IIOCTHATAIGHOrO pasBUTHA cocTapisul 50 mr/kr/mens. B pose 500 mr/kr/#eHs amOpoxcona
THAPOXIIOPH TIPOSIBILLT HEOONBIIYIO TOKCHYHOCTS AT CaMOK M HOBOPOXICHHOIO ITOTOMCTBA,
9TO HPOSBISUIOCH B 3aEPXKKEe IIPHPOCTA MAcChl Telld M YMEHBIICHAM pasMepa [oMeTa.
[eHOTOKCHYECKHE WCCIICIOBAHUSA B OIBITAX in Vvifro (TecT OHMca W aHAIA3 XPOMOCOMHBIX
abeppamuii) u in vivo (MHKDOHYKIeapHbII TecT Ha MBIIIaX) HE IOKa3ald MyTareHHOIo
HoTeHIMaIa aMOPOKCOIa THAPOXIIOPUIA.

AMOpOKcona THAPOXIOPHI HE TOKa3al OHKOICHHOr0 IOTEHIMAla B HCCIIC/OBAHIAX
KaHIeporeHHocTH Ha Mbmax (50, 200 1 800 Mr/Kr//ienb) u Kpbicax (65, 250 u 1000 Mr/xr/neHs),
IpY BBEICHHUH IIPENIapaTa B CMECH ¢ KOPMOM B TE€UCHHUE 105 u 116 Henenb, COOTBETCTBEHHO.

Ioxa3anus K IPHMEHEHHIO
MyKOIUTAYECKAs Tepanysi [P JIEUCHHH OCTPHIX M XPOHMYCCKHX 3a00NEBAHUH JBIXaTETbHBIX
TIyTei, COMPOBOYKIAIOIUXCS 00PA30BAHMEM BS3KOH TPYAHOOTIENAEMOH MOKPOTBL.

Cnoco0 npuMeHeHHs H 10351

Bspocnvie u 0emu cmapuie 12 nem. 0ObIYHAS J03a COCTABIIAET 5 MJI cupolia TpH pasa B IeHb (YTO
cootBercTByeT 90 MI aMGPOKCOJIa THAPOXIIOPUTIA B ICHB) B TCUCHHE HEPBBIX BYX-TPEX IHEeH, a
Janee MO 5 MJI CHPOIA JBaX/IB! B IeHb (4T0 COOTBETCTBYET 60 MI aMOpoKcoJa THAPOXIIOpUIa B
JICHB ).

i B3pOCHIBIX ¥ JieTel cTapiie 12 jieT, MOKHO yCHIIUTh TepaneBTHIecKuil 3G PEKT yBeInIcHIeM
10351 10 10 MJI cupora iBa pa3a B IEHb (4TO COOTBETCTBY €T 120 Mr amMmOpoKcoIa THAPOXJIOpHIA B

JICHB).

Jlemu 6-12 nem: 2,5 MJI cupomia J1Ba-TpK pasa B ICHb (aro coorBercTByeT 30 — 45 Mr aMOpoKcoa

THIPOXJIOPHZIA B JICHB).
Jlemu 2-5 nem: 1,25 M cupona Tpu pasa B JICHb (4T0 COOTBETCTBYeT 22,5 MI' aMOpOKcoIa

THIPOXJIOPHZA B JICHB).

COTJIACOBAHO

f..LEHHI/ICTEPCTBOM 3 PABOOXPAHEHNI
1} PECIIVBIIWKY BEJIAPYCh 3
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! T1parxns MAHHCTEpCTBA SAPABOOXPATICHAA
: Peenytmixu Benapycsk
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Jlemu 0o 2 nem. JNaHHbIA TeKapCTBEHHBIN Mpenapar IPOTHBONOKA3AH I TIPHMC cHIt y JieTelt B

BO3pACTE /10 2-X JIeT.
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Ilmurensrocts npumenenus JIASBOJIBAHA mox HaGmroneHHeM Bpada HE OrpaHAYCHA.
[IprMeHenue 6e3 KOHCYIBTAIMH Bpada Ooiee 4-5 HHCH HE PEKOMEHITYETCsL.

JIA3OJIBAH cupon mpuMeHSeTcs HE3aBHCUMO OT TpHeMa IHUIK ¥ JO3HPYETCs IPH MOMOIIH
COJIEpKaIerocs B yakoBKe MEPHOI'0 CTaKaHIHKa.

JIABOJIBAH cupom MOXeT NPUMEHSTHCS Y IAIMEHTOB C CaXapHbIM JUabeToM, 5 MJI CHpona
skBuBaiieHTHO 0 XE.

JIASOJIBAH cupomn HE COAEPKUAT CIIHUPTA.

ITo6ounoe neiicTeue

Kputepus OLEHKA YacTOTHI PA3BUTHS HEKENATENBHBIX DPEaKIUH JEKApCTBEHHOIO CPENCTBA
KITACCH(MIIEPOBAHBI  COTNIACHO MEXIYHApPOJHOMY —CIIOBApIO  HEXCNIATCNBHBIX  PEAKIHi,
paszIeleHHBIX 110 CHCTeMHO-0praHHEM Kiaccam (MedDRA system): 04eHb 9acTo (= 1/10); wacto
(> 1/100, <1/10); megacto (>1/1000, <1/100); penxo (= 1/10000, <1/1000); odeHs pemKo
(<1/10000); wacrora HeW3BECTHAa (HEBO3MOXHO OIPEACIHTH HA OCHOBAHWHM HMEHOIIUXCS
JIQHHBIX).

Hapywienusi co cmopoHbl UMMYHHOU CUCHEMbL

Penko: peaknuy rUNepYyBCTBUTEIIEHOCTH

YacToTa HEW3BeCTHA: aHA(HMIAKTHYECKHE DEAKIMH, B TOM YHCIE aHA(MIAKTHYCCKHH IIOK,
AQHTHOHEBPOTHUYECKUH OTEK, 3y .

Hapyuienus co cmoporl HepEHOT CUCHIEMbL
YacTo: aucreB3us (M3MEHEHHE BKYCOBBIX OIMYINEHHH).

Hapywienusa co cmopons. ObIXameibHOU CUCHEMbl, OP2aHO8 ZPYOHOT KNemKu U CPeOOCmenus
YacTo: rurecTe3rs ITI0TKH
YacToTa HEM3BECTHA: OJBIMKA (KaK CHMIITOM AJUICPIHIECKON PEaKIun).

JKenyoouno-kuuieunvie HapyuleHus

YacTo: TOITHOTA, CHIDKEHNE YyBCTBUTEIHHOCTH CIIM3UCTOM IIOJIOCTH PTa
HeuacTto: pBOTa, qUapes, JUCTIENCHs, O0Jb B )KUBOTE, CyXOCTh BO PTY
Penko: cyxocTh B ropie

OueHb pPeKo: THIePCATHBAITHL.

Hapywienus co cmopoHbL KOICU U NOOKOICHOU KNemUamKu

Penko: ChIllb, KpalvBHMIIA,

YacToTa HEM3BEeCTHA: TKENBIE KOKHBIE PEakuy (BKIII0OUas My IbTH(QOPMHYIO SpUTEMY, CHHIPOM
Cruserca-J[PKOHCOHA, TOKCHYCCKHH SIHIEPMAIbHBIN HEKPOIH3, OCTpBIi TeHEPATU30BaHHBIA
HK3aHTEMATO3HBIH ITyCTYJIE3).

O6wue Hapywienus. u peaxyus 6 Mecme 66e0eHUs
HeuacTo: IMXOPa/IKa, PEAKIUH CO CTOPOHBI CITM3UCTON 000IOUKH.

Coo0bImeHre 0 HeXXeIaTeIbHBIX PEaKIUAX
Baxxgo cooOm@aTh O IIOJ03PEBAaGMbIX HEXENaTeNbHBIX —PCaKIUAX —IOCTE PEruCTpaIu
JIEKapCTBEHHOTO IIpenapara ¢ LETbIo o0ecreue U HEIPEPHIBHOTO MOHUTOPHHTA COOTHOMICHHUS

COTIACOBALD
SHISE
- {{HCTEPCTEOM 3[{PABOOXPAHE
B (VBT BEIAPYCD 4

MuaueTepeTsa 3paBOOXpaeHId
Pecnytousn Bexapych

05.10.2020
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(IIOJIb3a — PHCK» JIEKAPCTBEHHOTO Iperapara. MeIuIUHCKAM paboTHHKAM ~ Pe oivlgmyeTc;l
co00ImAaTh 0 MOOBIX HOJO3PEBAEMBIX HEXENATeNbHBIX PEaKIUAX JIEKapCTBCHHOIO Ipernapara
Yepe3 HAIMOHATHHBIE CHCTEMBI COOOIICHHS 0 HEXETaTelbHBIX Peakuuax u HedppeKTHBHOCTH
JIEKApCTBEHHBIX MperaparoB. IIaNMenTy, ecliu y HeTo BO3HAKAIOT KaKue-IM00 HeXelaTelbHbIe
peaKIum, PpEKOMEHIYeTCs IPOKOHCYIHTHUPOBAThCA ¢ BpadoM. JlaHHas peKOMEHHAITAS
PAaCIpOCTPaHAETCS Ha JIOOBIE BO3MOXKHBIE HEXENaTelNbHBIC PEaKIdd, B TOM 4YHCIC Ha HE
TIepeuncIeHHble B MHCTPYKIMA [0 [PUMEHEHMIO Iperapara. Bhl Taxke MOXETe COOOMMUTH O
HeKeaTeNbHBIX PEaKiuaX B MHQOPMAIMOHHYIO 0a3y NAHHBIX 110 HEXENATeNbHBIM PEaKIusIM
(melicTBHSM) Ha JIeKapCTBEHHBIC IpelapaThl, BKIIOYas cooOmeHHs O Hed()eKTHBHOCTH
JIEKapCTBEHHBIX mpemnaparoB. CoolImas 0 HeXeTaTeIbHEIX PeaKIMaX, Bbl IOMOraeTe MOIyYuTh
OoJiblie CBEACHUH 0 0€30IIaCHOCTH IIpenapara.

IIpoTuBONOKAa3aHUA

[ToBBIIEHHAs YyBCTBUTEIHHOCTh K aMOPOKCONy WM IPYTEM KOMIIOHEHTaM IIperapara (CM.
paznen «CoctaBy).

He mpuMeHSITh y IeTel B BO3pacTe 10 2-X JIeT.

Ilepeno3upoBka

CHMIITOMOB Iepeo3UPOBKY y YelioBeka He ommcaHo. [Ipa ciydadiHEIX Iepefo3upOBKax W/l
CIydasX MEIUIMHCKAX OIMOO0K COOOIAnoCch, YTO HAOIIONAEMbIC CHMIITOMbBI COOTBETCTBYIOT
m3BecTHBIM HexenarenbabM peakiusM JIASOJIBAHA npu npuMeHeHHH B PEKOMEHIOBAHHBIX
033X W JUII UX KyIHPOBAHKSA MOXKET MOTPEOOBATHCS IPOBEIEHHE CHMIITOMATAYECKON TEPAITHH.

MepbI pexoCcTOPOKHOCTH

BBLUIH IOy YeHEI COOOIIEHHS O Pa3BUTHE TSDKEIbIX KOXKHBIX PEaKIUi, TAKAX KaK MyJIbTH(HOpMHAst
spuTema, cuuapoM CruBeHca-J/[)KOHCOHA, TOKCHYECKHH OSMUIECPMAIbHBIA HEKPOJIH3, OCTPHIH
TeHEPATH30BAHHbIA SK3aHTEMATO3HBI IYCTyJe3 y INalEeHTOB, NMPHHEMAIOMUX aMOPOKCOIL
HeobxoquMo0 HEMEIEHHO IPEKPaTHTh IIPAMEHEHHE JIEKAPCTBEHHOTO CpPEJICTBA, €CIH
IPOSIBAJIACH CUMITTOMBI IIPOrPecCHpyIomell KOXHOH peakiuy (HHOI/A CBI3aHHOM C pasBUTHEM
Iy3sIpeil U TOpaKeHUEM CIM3UCTHIX 000J0YEK PTa, TIOTKH, HOCA, I71a3, TCHUTAINH) I CPOIHO
00paTuThCS K Bpady.

IIpn HapymeHusX QYHKIMH IOYEK K THKEIBIX HAPYIMICHUSX (QYHKIMY ICICHH JIASOJIBAH
cielyeT IPHHUMATH TOJIBKO IIOCIE KOHCYNIBTAlldU ¢ BpadoM. B CBSI3M ¢ TEM, UTO JIEKapCTBEHHOE
CPEZICTBO MeTabOIM3UPYETCs B IEUEHH U BHIBOJUTCS [IOYKAMH, B CIIyYae TSHKEIOTO HAPYINCHHUS
(YHKITHE TIOYeK MOXKET IPOUCXOUTH HAKOIUIEHHE META00TIUTOB aMOPOKCOIa, 00pa3yIomuxcs B
TICYCHU.

[TamuenTam ¢ HapyIIeHHEM MOTOPHKH OPOHXOB M OOMIIBHBIM OpOHXHMAIBHBIM CEKpeTOM (Kak,
HAIpUMeED, TIPH PEIKOM CHHAPOME NEPBUYHON [MIHAPHON muckunesnn) JIASOJIBAH crenyer
TIIPAMEHSTH C OCTOPOXKHOCTBIO B CBSI3U C PHCKOM HAKOIICHHS MOKPOTBL.

BepeMeHHOCTD, IIEPHOJ IPYTHOT0 BCKAPMIIMBAHHS H ()ePTHILHOCTH

bepemennocmo

AMGPOKCONTa THAPOXJIOPHJ MPOHHKAET dYepe3 IUIAICHTAPHBIH Oapbep. MccnenmoBanus Ha
JKMBOTHBLIX HE BBIIBUIIM IIPIMOrO WM KOCBEHHOIO HETaTHBHOIO BIMAHWS Ha TCUCHHC
GepeMeHHOCTH, SMOpHOHANBHOE/(heTanbHOe PasBUTHE, POJBI WM IOCTHATANBHOC DPA3BUTHE.
OOUMPHBIN KIAHHYIECKHH OIBIT MPUMEHEHHA Npenapara B CPOKaX IIO3THCC 28-it Henenu
GepeMEHHOCTH He BBIIBHJ HEKAKHX [0Ka3aTeNbCTB HEraTMBHOTO BIMAHHA HA IUIOM. Tem He
MeHee, PEKOMEHAyeTCs COOMoMaTh OOBIMHBIC MEPBI' IPENOCTOPOKHOCTH, —KaCAIOMHACC:H
IpEMEHEHHs] JIEOOOTO JIEKApCTBCHHOTO CpPEJICTBA BO  BPEMA Oepemennoctu. IlpuMenenue
JIA3B0JIBAHA He peKoMeH/yeTcs, 0COOEHHO BO BpeMs IEPBOr0 TPUMECTPa OEepeMEHHOCTH.

COTJIACOBAHO
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Ilepuoo 2pyoro20 6CKAPMAUBAHUS
AMGPOKCOJI, KaK ObUIO IIOKAa3aHO B MCCIEIOBAHMAX HA XHBOTHBIX, 9KCKPETHPYETCS U3 OpraHu3Ma
¢ IpyIHBIM MOJIOKOM. IIprMeHeHH e B IEPHOJ] TPYJHOTO BCKApMIINBAHHA HE PEKOMEH/TY €TCS.

DepmunvHoCmy
HcenenoBanus Ha )KUBOTHBIX HE BBISBIIM IPSMOIO WM KOCBEHHOI'O HEIaTHBHOTO BIIMSHUS Ha
(bepTUIEHOCTS.

Bausinue JIeKAPCTBEHHOIO CPEICTBA HA CIOCOOHOCTH YNPABJATHL TPAHCHOPTHBLIMHU
CpeAcTBaMH U PaboTaTh ¢ MEXaHU3MaAMM

HeusBecTHO O CIydYasx BIMSHHS Iperapara Ha CIIOCOOHOCTH YIPABJIATh TPAHCIOPTHBIMA
cpencTBaMu 1 MexaHu3MaMu. COOTBETCTBYIOMIUX MCCIIEOBAHMUN HE IIPOBOUIIOCH.

B3anmopeiicTBueE € JPYruMH JI€KApPCTBCHHBIMM CPEICTBAMHU
CoBmecTHOE OpUMEHECHHE C IIPOTHBOKAIUICBBIMU IIpEIIapaTaMd MOXCT IPUBOAUTH K
3aTPyAHCHUIO OTXO0XKACHUS MOKPOThBI Ha (bOHC YMECHBIICHUA KalllJIA, IIO3TOMY MOXKET Ha3HA4aThC:A
TOJIBKO IIOCJIE TIIATSILHON OIEHKHA COOTHOIICHIS IIOJIB3a/ PHUCK.

YnakoBka

Cupon 30 Mr/5 Mi1 Bo (prakoHe TeMHOro cTekia 1o 100 MiI, 3aKpHITEIA U3HY TPH IOJIHITHICHOBOK
IUICHKOHM ¥ IUTACTHUKOBOM KPBIIMIKOM ¢ KOHTPOJIEM IIEPBOIO BCKPLITHS, ITOMEIICH B KapTOHHYIO
[a4Ky ¢ MEPHBIM CTAKAHIUKOM M HHCTPYKIHEH MO MTPUMCHCHHIO.

YciaoBust XpaHeHust _
Xpanuts npu Temueparype He Bemmne 30 °C, He 3aMOpaXKHBATD.
XpaHuTh B HEOCTYITHOM JUIS J€TEH MeCTe.

Cpok rogHocTa
3 ronma.
He ucnonp30BaTh 110 UCTEYCHUN CPOKA FOJHOCTH, YKA3aHHOIO Ha YIIaKOBKE.

VYciaoBus 0TIyCKa U3 aNTEK
bes penenra.

Hudopmanus o npou3BoauTee (3asBATEIE)
Canodu-Asentuc Hoitwnann, ['epmanms, npouspenero Canopu C.arA, (Sanofi S.p.A) Buane
Esporma, 11210040 Opumxuo, Uramus

IIpeacTaBUTENb AEPIKATE/S PETHCTPANMOHHOIO YA0CTOBEPEHUs
IIperenzuu noTpeOUTe €l HANPABJISTH 1O aApecy:

6 Pecnybauxe benapyco:

IIpencrapurensctBo AO «Sanofi-Aventis Groupe» ®paniry3ckas Peciyomuka
220004, r. MuHck, yi1. Jlumutposa 5, oduc 40,

ten.: +375-17-203-33-11,

aJpec dIEKTPOHHOM MOYTHL: Pharmacovigilance-BY @sangfi.com

COTI'JIACOBAHO
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6 Pecnybnuxe Kazaxcman u szpzbwquzi Pecnybnuxe:

TOO «Canodu-aBentuc Kazaxcrany

050013, r. Ammarsl, mpocrekt Hypcynran Ha3apOaes, 187 b,
tei.: +7(727) 2445096,

AJipec 3IIEKTPOHHOM ITOYTHI 110 BOIIpocaM K KadecTBy Ipenapara: quality.info@sanofi.com

AJlpec BIIeKTPOHHOM ITOYTHI II0 BOIpocaM (GapMaKoHa[30pa:
Kazakhstan.Pharmacovigilance@sanofi.com

AJpec 9IeKTPOHHO# TTOYTHI 10 BOIIPOCAM MeTUITHCKON HEpOpMAayH:
Medinfo.Kazakhstan@sanofi.com

6 Pecnybnuxe Apmenus, Asepbatiodcanckoti Pecnybnuxe u Pecnybnuxe I pysus:
anpec sexTponHoit moutel: Gxp.Caucasian@sanofi.com

6 Pecnybnuxe YVzbexucman (Y3b6exucman, Typkmenucman, Taoxcukucman):
100015 Tamxkent, yi. Oiibeka, 24, opucHsrit 6110k 3/1,

tesL.: (99878)1470344/45, daxc.: (99878)1470347,

Uzbekistan.Pharmacovigilance@sanofi.com
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