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Hucrpyxuus M0 MeTHITHCKOMY PUMEHEHHI0 Ipenapara JIasonBa@@’/?' 7 g - 2 D 1 8
COTJIACOBAHOD

Toprosoe mazganue: JJA3OJIBAH cupom 15 mr/5 M MUHUCTEPCTBOM 8/[PABOOXPAHEHUS

PECIIVBJIVIKY BEJAPYCE
| TIpukas Munucrepersa 3JPABOOX PAHEHILS
MeKIyHApPOIHOE HENATEHTOBAHHOE HA3BAHUE: aMOPOKCOI aajl,’emyﬁﬂmm Benapycs

JlexapcTBeHHAs1 (hOpMA: CHPOIT

CocraB
Cupon 15 m2/5 mn: 5 MII cHpOIIa COIEPXKAT AKMUGHOE 6eujecmeo — aMOpOKcoIa THIPOXIOPHL
15 Mr; 6cnomozamenvivle 6eujecmea — OEH30HHAs KHCJIOTa, THIPOKCHITHIIIEIUIIONO03A,

cykpanosa, apomaruzarop «JlecHsie sroms» PHL-1321195, apomarmsarop «Bammis» PHL-
114481, Boyia ounIneHHAs.

Onmcanne
IIpo3pavHbIit KM MOYTH IIPO3PATHBI, GECIIBETHBIH WM TIOYTH OSCIBETHBIH, CIICTKa BS3KHH CHPOIL

dapmakoTepaneBTHYECKAs IPynma
CpercTBa, IPEMEHsEMBIE [IPY Kalllle ¥ IPOCTY IHBIX 3a0omeBanusX. OTXapKUBAIOIIHEe CPE/ICTBA,
ACKITFOYast KOMOMHAIMH ¢ IPOTUBOKAILICBEIMY CPeICTBAMH. MYKOJIUTHYCCKHE CPEIICTBA.

Kox ATX: RO5CBO06.

dapMaKoJIormiecKne CBOMCTBA

DapMaKoOuHamMuKa

B IOKIMHAYECKAX HCCIEIOBAHMAX OBUIO ITOKAa3aHO, YTO aMOPOKCOJa THAPOXIIOPUN, aKTHBHOE
BelecTBO JIa30/1BaHa, HOBBIIIAET CEKPEIIUIO B BIXAaTEIbHBIX Iy TAX, YCHINBACT CHHTE3 JIETOIHOTO
cyphakTaHTa W CTUMYIUPYeT IMIHAPHYIO AaKTUBHOCTh. OH TaKOKe INOBBIIACT CEKPELHIO
ITOBEPXHOCTHO-AKTUBHBIX BEIIECTB B PE3yJIbTAaTe IPSMOr0 BO3ACHCTBHS Ha ITHEBMOLUTHI II Tuna,
PACIIONOKEHHBIE B aIbBe0Iax i KieTkax Kiapa B GpOHXHOIIAX, a TAKKE CTUMY TMPYET aKTUBHOCTH
MepraTenpHoro smurenns. Onucanablie 3QQEeKTsl BbI3BIBAIOT CHIDKCHME BA3KOCTH MOKDPOTEL A
yIIydIIIeHue TPAHCTIOPTa MOKPOTH! (MYKOIMITHAPHOTO KIUPEHCa). YIIydIIeHHEe MyKOIMIIAPHOTO
KIHpeHca IIPOJIEMOHCTPUPOBAHO B  KIMHAYECKHX  (HapMaKoJOIMIECKMX —HCCICTOBAHUAX.
VBenm4eHHe CEKpEIMH CEPO3HOTO KOMIIOHEHTa MOKPOTHI M YCHJICHHE MYKONUIAAPHOTO
KIMpEHCA CIOCOOCTBYIOT OTXOXKICHHIO MOKDOTHI ¥ oOnerdaior kamens. Kpome toro, y
TAIUEHTOB ¢ XPOHUYECKAM GPOHXATOM W/HUIH XPOHHIECKOH OOCTPYKTHBHOM OOJIE3HBIO JIETKUX
(XOBJI) yMeHbIaeTcst KOIMISCTBO 000CTPeHUH GOIE3HIL.

V mamuentos ¢ XOBJL, mpramMasmax JIA3OJIBAH kancyibl IIPOJIOHIUPOBAHHOTO NCHCTBHA
75 MT B TeueHue 6 MECSIEB, K KOHIYy 2-TO MecsIa JICYEHHUsS 3apEerHCTPUPOBAHO JOCTOBEPHOC
CHIDKeHHE OOOCTPEHHil 10 CpaBHEHHIO ¢ IuIanebo. Y IalUeHTOB B IPYINIe JIA30JIBAHA
Ha6OATOCH OCTOBEPHOE YMEHBIICHAE KOIMYECTBA JIHEH OONC3HH M CHIDKCHHE KONMYCCTBA
JHel IpreMa aHTHOAKTePHAIbHEIX PeraparoB. Tawke, B rpymme JIAB0JIBAHA 1o cpaBHEHHIO
¢ miane6o HaOIIONANoCh CTATHCTHYECKH 3HAYUMOC YIIyUIICHHE OLCHMBABIIMXCS CHMITOMOB,
TAKAX Kak 3aTpyJHEHAE OTXOXJIEHHS MOKPOTHI, Kallelb, OJpINKA M ayCKyIbTATHBHBIC
CHMITOMEL

MecTHbI 06e360mBaromuil 3G exT aMOpoKcoIa THAPOXIOpHIa HaOIIO[aJICs B HCCIEIOBAHMIX,
IIPOBEJICHHBIX HA MOJENH IJia3a KPOIMKa U, BEPOATHO, CBS3aH ¢ OJOKHPOBAHUEM IIPENApaToOM
HATPUEBEIX KaHaloB. TecTl in Vilro NOKa3alM, 9TIO Ipenapar 00paTtuMO ¥ JJ0303aBHCHMO
OIOKMpPYET HEHPOHHbIE HATPUEBHIC KaHATIBL.
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h 77 N4 g
In vitro GBIIO YCTAHOBIIEHO, YTO aMOPOKCOIIa THIPOXIOPH o6naz[aeb Hpo’ém«%oméhzmcre;mgbm
JeilicTBEeM. B Tectax in Vvifro OH 3HAYHTENHHO CHIDKAN BBICBOOOXKICHHE IUTOKMHOB W3
IUPKYIEPYIONMIX ¥ TKAHEBHIX MOHOHYKIICAPHBIX F HOIMMOPGHOAICPHBIX KIIETOK.

Knuanueckue HCCIEAOBaHMUS, IIPOBCACHHBIC y IANHUCHTOB ¢ OompI0 B ropie, moxkasajau, 4To
aM6pOKCOJIa ruapoxjaopua B BUAC TabJIeTOK JUIA paccacbIBaHUs 20 MT 3HAYUTEIIHHO YMCHBIOIACT
00JIb 1 TIIOKpACHCHUE B ITIOTKE.

Jtr GapMaKoNOTHYECKHe CBORCTBA IIOTBEPYKIAIOT TOTIONHATENBHOE HAOIIOICHHE, IOy YeHHOS
B KIHHUYIECKUX HCCICTOBAHUAX 3()PEKTUBHOCTH, YTO MHTAIAINNSA aMOPOKCOa O0eCrevnBacT
6BICTpOE ObJIerdenne GOIK IIPH JICUSHHH HApYIEHHH BEPXHUX JBIXaTeIbHBIX IyTeH.

OXHOBpEMEHHOE IPUMEHEHHE aMOPOKCOTIA THIPOXIIOpHIA C aHTHOMOTHKAME (aMOKCHUITMILIMHOM,
11e(hyPOKCHMOM, SPUTPOMHIIHOM U JTOKCHIIUKIMHOM) IIOBBIIIACT KOHIEHTPAIUIO AHTHOMOTHUKOB
B JIETOYHOH TKauy. HeT JaHHBIX 0 KIMHMYECKON 3HAYMMOCTH 3TOro 3 dexra.

DapmakoKuHemuKa

Bcacvieanue

AGcopOIHs OpambHBIX (HOPM HEMEUIEHHOTO BBICBOOOX/ICHHsA BBICOKAs W TONHAS, BPEMI
JOCTIIKEHYS] MAKCAMAGHOM KOHIEHTpally B IIasMe KposH — 1-2,5 gaca mociie nepopaibHOro
npreMa u 6,5 9acoB — 1t pOpM MEUTEHHOTO BEICBOOOIKICHHS.

MaxcuManbHas GHOOCTYIHOCTH TabneTok 30 Mr npuomukaercs K 79 %.

Pacnpeoenenue

PacmpenienieRre aMOpOKcOJa THAPOXJIOpUIA W3 KPOBH B TKAHW IIPOHCXOIUT OBICTPO |
BBIPAKEHHO, TP 3TOM caMas BBICOKas KOHI[CHTPAIKA aKTHBHOTO BEIICCTBA 00OHapyXuBaeTCs B
nerxmx. O6BeM pacipe IeeHHs TIoCe IEPOPAIBHOro IpreMa cocTapset 552 1. Cassk ¢ Oemkamu
mrasmbl kpoBu — 90 %, HPOHHKAeT dYepe3 TeMarodHuedammdecKui Gapbep, IIIAlEeHTapHBIA
Gapbep, BBIICIACTCA ¢ TPYAHBIM MOJIOKOM.

Memabonusm u viseoeHue

Hpu6masutensao 30 % mepopalnbHOM /03Bl  SIMMMHHAPYETCS 33  CYCT IPEeCHCTEMHOIO
Merabomm3Ma. AMOPOKCON M3HAYATPHO MeTaboIM3U3UPYETCs B HMEUCHU 32 CUCT KOHDBIOTaIUH,
obpasyer AUOPOMAHTPAHHUIOBYIO KHCIIOTY (upubmusurensHo 10 % J103BI), TIIFOKYPOHOBBIC
KOHBIOTATHl W HECKOJIBKO BTOPOCTENEHHBIX MeTabonmTOB. MccimenoBaHHsS MHKPOCOM ICYCHH
genoBeka mokazamu, uro CYP3A4 mpercrapiaser coOOM IPEAOMUHAHTHYIO u3zodopmy,
OTBEUAIOIIYIO 3a MeTaboIu3M aMOpOKCoIa.

[Ipy TPEeXTHEBHOM OpAIbHOM TpHeMe aMOpOKCOIa IpUOITH3UTENEHO 6 % 03Bl HAXOIUTCS B
cBOGOIHOM BHIE ¥ 26 % 03B IEPEXOUT B KOHBIOTHPOBAHHYIO HOPMY H BEIBOTHUTCS C MOYOA.
[lepuos TOMYBBIBEACHUS cocTapiseT 10 gacos. O6muii KIMpeHC HaXOAWUTCA B JHaIla3oHe
660 MJI/MHH., IOYEUHEIH KIIpeHe 00ecIednBaeT IpuMepHo 8 % obmero kmupenca. 1loxasano,
gyro dYepe3 5 JHEH BBIBOJUTCA C Mouo#f 0K0Jo 83 % OT OOIMEmpUHATON O3Bl aMOpOKcoia
THAPOXIOpHUa (PaOaKTHBHO MEYCHOMH).

DapMaKoKUHEMUKa 6 0CO0bLX 2PYNNaX NAYUEHMO8

B CBSI3H C TEM, UTO JICKAPCTBEHHOE CPEICTBO META00IM3UPY CTCS B IEUCHH U BEIBOJAUTCSA OIKAMH,
B CIydae TSDKENOTO HapyIreHus (yHKIMH I0YeK MOXKET IIPOUCXOTUTE HAKOIIICHHC MeTabOoIUTOB
aMOpoKcoya, 00pasyroIMUXCs B MECUCHHU. V HAIUeHTOB C HApyMICHUAMH (YHKIMH [CUCHH
BHIBeJICHIE aMOPOKCONA THAPOXIOPH/IA CHIKAETCS, 9TO TPUBO/WT K MOBBIICHUIO €10 YPOBHA B
mmasme KpoBE B 1,3-2 pasa. B CBs3H C IIMPOKUM TCpaleBTHICCKAM neficTBueM aMOpOKCoIa

KOPPEKIUsL 10351 He TpeOyeTes..

COTJACOBAHO

MHHUCTEPCTBOM BIIPABOOXPAHEHIHA
PECITVBJINKHY BEJAPYCb 2

Tlpnkas MuHMCTEPCTBA JAPABOOXpAlIeHNSA
05.10.2020 P Pecnybnuxu Benapycs
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HccnemoBanus 1okasaiy, 4To (l)apMaKOKI/IHCTI/IKa aM6p01<c0J1a HE 3aBUCUT OT BO3pacTa u I1oJjia 1
TEM CaMbIM HC TpeGyeT U3MCECHCHUS J1O3EL.
HpI/IeM IIUIIA HE OKa3bIBACT BIIMAHUA HA 6I/IOIIOCTYHHOCTI> aM6p0KCOHa TuapOXJIopuaa.

JlokJIMHIYeCKUe JaHHbIE 0 0€30AaCHOCTH

AMOGPOKCOJIa THAPOXIOPH/ HMEET OYeHb HU3KUH I0Ka3aTelb OCTPOH TOKCHIHOCTH.

B HCIBITAHHAX C BBEJEHHEM BHYTPh MHOTOKPATHBIX 103 150 MI/Kr/neHb (MpIIH — 4 Helenm),
50 Mr/Kr/1eHb (KPBICH — 52 1 78 Henens), 40 Mr/Kr/eHs (KpoIuKa — 26 Hellenb) 1 10 MI/Kr/IeHb
(cobaku — 52 Hezemnu) COOTBETCTBOBAIM MAKCUMAIBHBIM [[03aM, HE IPHBOIIIMM K Pa3BUTHIO
HabmomaeMbrx HexenatenbHeix peaknuit (NOAELSs). Tokcukonoruveckue HCCICIOBAHUSI HE
BBIABHIIA OPAKSHAS OPTaHOB-MHUIIEHEH.

HccenoBanys TOKCHYHOCTH, TIPOBOAVBINUECS B TCUCHUE YETHIPEX HEZETb IPU BHYTPHBEHHOM
BBEJICHAM aMOpOKCOJIa THApoXiIopuna Kpsicam 4, 16 m 64 MI/Kkr/nenb u cobakam 45, 90 u
120 mr/xr/ness (uHQY31uHA 3 9/I€HB), He TOKA3aId TOKEIOH MECTHOM M CHCTeMHOM TOKCHIHOCTH,
BKJIFOUAS THCTOATONIOTHIO. Bee HexenarebHbIe peakuy ObLI 00paTUMBIMH.

AMGpOKCOTa THAPOXJIOPH [IPH TECTHPOBAHMH B TEpOpanbHEIX Ho3ax o 3000 MI/KT/IeHh Ha
kpsicax # 70 200 MI/KI/ZIeHb Ha KPONTMKAX HE IPOSABISUI HE OSMOPHOTOKHCHYECKHX, HH
TepPATOTEHHBIX CBOMCTB. DEPTHIBHOCTH CaMIIOB U CaMOK KPBIC HE M3MEHANACH IPU BBEICHUM
npemapata B fo3ax xo 1500 mr/xr/mens. Ilokasatens NOAEL B meproj HepUHATAILHOIO H
[OCTHATAIBHOTO pasBUTUs cocTaBiul 50 Mr/kr/mens. B mose 500 Mr/xr/ness amOpokcoma
THIPOXIOPHU TIPOSIBILLUT HEOOIBIIY0 TOKCUYHOCTD UL CAMOK ¥ HOBOPOXXIEHHOI'O IIOTOMCTBA,
9TO IIPOSBIANOCH B 3alepXKKe IPHPOCTa MAacChl Tela M YMEHBIICHMH pasMepa IOMETa.
['eHOTOKCHYECKHE WCCIEeNOBAaHUSA B ONBITaX in vitro (TecT OliMca M aHAIM3 XPOMOCOMHBIX
abeppauuit) u in Vvivo (MHKPOHYKICApHBIH TECT Ha MEBIIIaX) HE TMOKa3alu MyTareHHOIo
[IOTEHIMaIa aMOpOKCOIIa THIPOXIOPHUIA.

AMOpOKCONa THAPOXJIOPHI HEe IIOKa3al OHKOIGHHOr0 IOTEHIMANa B HCCIEOBAHIIX
KaHI[EPOTreHHOCTH Ha Mbimax (50, 200 u 800 Mr/kr/enb) u Kpbicax (65, 250 u 1000 mr/kr/meHs),
IIpH BBEJICHUH Ipenapata B CMecH ¢ KopMoM B Tederue 105 i 116 Heneib, COOTBETCTBEHHO.

IToxazaHust K IPHMEHEHHIO
MyKOonuTAYeCKas: TePANs IIPH JICYCHAH OCTPHIX M XPOHHIECKHX 3a00JIeBaHUN JIbIXATEIBHBIX
Iy Tel, CONPOBOKIAIOLIMXCS 00PA30BAHIEM BA3KOH TPy AHOOTACIAEMON MOKPOTHL.

Cnoco0 nmpuMeHeHUs U 10351

Bspocivle u demu cmapuie 12 em: 06BIHAs 1032 COCTABISICT 10 MII CHpOIIA TPH pasa B /ICHE (uto
cooTBeTcTBYeT 90 MI aMOPOKCOJIa THAPOXIOPUA B JIEHB) B TEYEHHUE IEPBBIX ABYX-TPEX JHEH, a
nasee mo 10 MJI CHpOIIa [iBa pasa B IeHb (YTO COOTBETCTBYET 60 MI aMOpOKCOIIa THAPOXIIOPUNIA B
JICHB).

J{ns B3poCHbIX ¥ AeTeif crapimie 12 et MOXKHO yCHIIMTD TepaneBTHYCCKUN 3DPEKT yBEIUUCHUEM
0351 10 20 MII CHpOIIA IBa pasa B IeHb (UT0 cooTBeTCTBYyeT 120 MI aMOpOKCOJIa TUIPOXJIOpUIa B
JICHB).

Jlemu 6-12 met: 5 M1 cupolia 1Ba-TpHU pa3a B JICHb (ato cootBercTByeT 30 — 45 Mr amOGpokcona
THAPOXJIOPHZIA B JIEHB).

Jlemu 2-5mer: 2,5Mi cupoma TpH pasa B JCHb (4T0 cooTBeTCTBYEeT 22,5 MI amOpokcoia
THPOXJIOPHZIA B JICHB).

Jlemu 00 2 nem: TAHHBIA JIeKapCTBEHHBIH IpelapaT NPOTHBOIOKa3aH UL IPAMCHCHUS Y JieTell B
BO3pacTe 1o 2-X JICT.

COT'JIACOBAHO

MHMHUCTEPCTBOM 3IPABCOXPAHEHNA
PECIIVBJIMKY BEJIAPYCH

Tipukas MusucTepeTBa 31paBoOXPAed 3
Pecnybauxu Beaapycs

05.10.2020



IlnutensHocts npuvenerns JIASBOJIBAHA mox HabmoneHueM Bpada HH)QPEHEEM
I[IpuMerenue Ge3 KOHCYIbTaMHI Bpada 6osee 4-5 nueil He peKOMeHz[yeTc;é -
/79 -2018

JIABOJIBAH cuporn mpuMeHseTcs He3aBHCHMO OT MpHeMa MUK U JO3UPYETCS IPH IOMOIIH
COJIEPIKAIIETrOCs B YIIAKOBKE MEPHOT'O CTaKaHYHKA.

JIABOJIBAH cHpoI MOKET MPUMEHSATHCS y NAIMEHTOB C CaXapHbIM AMabeToM, 5 MII CHpOIa
skeuBaneHTHO O XE.

JIASOJIBAH cupoIr He COIEPIKUT CIIUPTA.

Ilo6ounoe neiicTBHE

KpuTepun OLEHKH YacTOTHI PAa3BUTHA HEKENATENbHBIX PEaKIHi JICKapCTBEHHOIO CPENCTBA
KIIACCH()HUIUPOBAHBI  COIVIACHO MEX/IYHAPOJHOMY CIIOBApiO  HEXENATeNbHBIX  PeaKIui,
pasJIeNeHHbIX 110 chcTeMHO-0praHHbM kinaccam (MedDRA system): oders 9acto (> 1/10); gacto
(>1/100, < 1/10); mewacto (>1/1000, <1/100); penxo (= 1/10000, <1/1000); oueHs pemko
(< 1/10000); wactora HeHm3BECTHA (HEBO3MOXKHO OIPCIEIUTh HA OCHOBAHHH HMEIOMIUXCS
JTAHHBIX).

Hapywenus co cmopoHbl UMMYHHOU CUCTEMbl

Peko: peakiiuy TUIEePYyBCTBUTEIBHOCTH

UYacToTa HeW3BeCTHA: aHADHMIAKTAYECKHE PEaKIHUH, B TOM YHCIE aHA(MIAKTMYCCKHN INOK,
AQHTHOHEBPOTUYECKUH OTEK, 3y,

Hapywenus co cmoponbl HepeHOtl CUcmembl
Yacro: mucreB3us (M3MEHEHHE BKYCOBBIX OITyIIEHHUIA).

Hapyuwienus co cmoponsl ObIXAmebHOl CUCTEMbl, OP2AHO08 ZPYOHOU KIeMmKU U CpedOCmeHus,
Yacro: rumecTe3us IIIOTKH
YacToTa HEM3BECTHA: OJIBIIKA (KaK CHMIITOM aJUICPrHIecKO PeaKilun).

JKenyoouno-xuuieunvie HapyuleHus
YacTo: TOMIHOTA, CHUKEHME UyBCTBUTCIHHOCTH CIM3HUCTOM MOJIOCTH pTa
Heuacro: pBoTa, [uapes, JUCIEeNcus, 60Jb B JKUBOTE, CYXOCTh BO PTY
Penko: cyXoCTh B Topiie

OueHb PeaKo: TUIIEPCATMBALIHSL.

Hapyuienus co cmopoHbl KOJICU U NOOKOJICHOU KNem4amxu

Penxo: chIb, KpalvBHHUIIA,

YacToTa HEM3BECTHA: TSIKETBIe KOJKHBIE PEaKIUH (BKII0OUas My IETH(QOPMHYIO SpUTEMY, CHHIPOM
CruBenca-J[’KOHCOHA, TOKCHYECKHH SIHIEPMANbHBI HEKPOIHM3, OCTpBIl T€HEPAIU30BAHHEIN
SK3aHTEMATO3HBIH MyCTYIIE3).

Ob6uyue Hapyulens U PeaKyus 6 Mmecme 66e0eHUs
HeuacTo: TMXOPA/IKa, PEAKIIIE CO CTOPOHEI CITU3HCTON 000TOUKH.

CoobOmieHye 0 HeKeIaTeIbHBIX PEAKITHIX

BaxHo cOOOMmATH O IOJO3PEBAEMBIX HEXENATENBHBIX PEAKIMAX IOCIC PerHCTpanun
JIEKapCTBEHHOTO IIperapara ¢ IeJIbio o0ecrieueHrs HEMPEPHIBHOIO MOHUTOPHHTA COOTHOMIECHHS
«TIONIb33a — PHCK» JIEKApCTBEHHOTO IIperapara. MeuIMHCKAM PaOOTHUKAM - PEKOMEH Ty €TCs
c006mAaTh O TOOBIX NOJ03PEBaMbBIX HEXKEIATEIBHBIX PEAKIUX JICKApCTBEHHOTO mpernapara
gepe3 HAIMOHAIBHBIE CHCTEMBI COOOIEHHs 0 HeXeNaTeNbHBIX PEaKIHIX B HedpPEeKTUBHOCTH

COTJIACOBAHO
MUHICTEPCTBOM BJIPABOOXPAHEHUS 4
PECIIVBIIHLY BRIAPYCH

05.10.2020 Tpuxas MUHHCTEPCTBA 3XPABOOX PATICHUST
Pecrybauku Berapycs
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JIEKapCTBEHHbIX [penapaToB. Ilanuenty, ecii y Hero BO3HHKAIOT Kakue-In00 HEeXXeIaTeIbHbIE
DeaKIuH, DEKOMEHIYeTCs IPOKOHCYNBTHPOBaThCA C BpadoM. JlaHHAd —pPEKOMEH/ALMS
PAcIpOCTPaHsETCsl Ha JIOOble BO3MOJKHBIE HEXENATebHBIC PEaKIUd, B TOM YHCIC Ha HE
IepeUrCIIeHHble B MECTPYKIHE 10 IPAMEHEHHIO Ipenapara. Bl Takke MOXeTe COOOIUTH O
He)KeJIaTebHBIX PEeakusax B WH(POPMANKOHHYIO 0a3y JAHHBIX [0 HEXeIaTeIbHbIM PEaKIUIM
(meHcTBHSM) Ha JIEKAPCTBEHHBIC IIPENaparhl, BKIOYas COOOMICHHS O HedPPEKTUBHOCTH
JIEKApCTBEHHBIX IpenaparoB. Coobmas 0 HeXeNaTelbHBIX PeaKIHIX, Bbl IOMOTaeTe MOy HTh
OoubIie cBefeHUH 0 Oe30IIaCHOCTH IIpenapara.

IIpoTuBonoKasaHus

[ToBBIIIeHHAs YyBCTBHTEIBLHOCTh K aMOPOKCOJY WM APYTHM KOMIOHEHTaM Ipemapara (CM.
pazzaen «Cocrasy).

He mpuMeHsTH y eTell B BO3pacTe J0 2-X JieT.

Ilepeno3upoBka

CHMIITOMOB IIEPEIO3APOBKY Y UeOBEKa He ONHECaHO. IIpH CllydaiftHbIX TEpeTo3upOBKax U/WilH
CIIydYasx MeTUIMHCKHX OIMHMOOK COOOIIANoch, 9T0 HAOIOIACMBIC CHMITOMBI COOTBETCTBYIOT
n3BecTHRIM HexenarenbHeM peaknusM JIASOJIBAHA npu nprMeHSHAN B PEKOMEHIOBAHHBIX
103aX ¥ UL AX KyIIHPOBAHKS MOXKET IIOTPeOOBATHCS IIPOBEICHAE CUMITOMATHICCKOM TePATHH.

MepbI HIpex0CTOPOKHOCTH

BB I0JLy 9eHBI COOBTIERNS O PA3BHTAY TSDKENBIX KOXKHBIX PEaKIui, TAKHX KaK My IbTH(OPMHAs
spureMa, cuBapoM CruBerca-JKOHCOHA, TOKCHYECKHMH OSIMACPMAIBHBIL  HEKPOJH3, OCTPHIH
TeHepaIH30BAHHBIA BK3aHTEMATO3HBIA IyCTyne3 y IAIHeHTOB, NPUHUMAIOUX aMOPOKCOIL.
HeoOxoquMo HEMEIIEHHO IPEKpaTHTh IPUMEHEHHE JIEKAPCTBEHHOTO CPENCTBA, €CIH
TIPOSIBIUTICH CHMITTOMBI IIporpeccupyromtell KoxHo! peakiuu (MHOIA CBA3AHHOH C PasBUTHEM
Iy3BIpeii i TIOpaKEHHeM CIH3HCTEIX 000TOYeK PTa, TTIOTKH, HOCA, [Ila3, TCHUTAIMI) i CPOTHO
00paTHUThCS K Bpady.

I[Ipu mapymieHAIXK QYHKIMHA TOYEK MM TSDKEIBIX HAPYIICHUAX ¢yuxmuu negenn JIASOJIBAH
clieflyeT IPEHAMATH TOJBKO [OCTe KOHCYIHTAIUA C BpauoM. B CBA3H € TeM, 9TO JIEKAPCTBCHHOS
CPEICTBO METaGOIM3UPYETCs B MEYEHU | BBIBOJWMTCS MOYKAMHE, B CIIydae TSDKEIOTO HapyIICHI
(YHKII TOYEK MOKET IIPOUCKOUTH HAKOTUTEHHE MeTaboIIuTOB aMOpOKCoIIa, o0pasyrommxcs B
TICUCHU.

[areHTaM ¢ HapylICHHEM MOTOPHKU ODOHXOB M OOHMIBHBIM OPOHXMAIBHBIM CEKPETOM (KaK,
HaIIpUMep, TIPH PEIKOM CHHPOME NMEPBAYHOM IIHApHOMN muckunesnn) JIASOJIBAH crenyer
IPAMEHSTH C OCTOPOKHOCTBIO B CBSI3U C PHCKOM HAKOIUICHHS MOKPOTEL.

BepeMeHHOCTH, IEPHOJ FPYAHOr0 BCKAPMIMBAHUSA M PePTUILHOCTD

bepemennocmo

AMGPOKCONTa THAPOXJIOPHJ IPOHUKAET depe3 IUIAleHTapHBIH Oapbep. MccnenoBaHus Ha
JKHBOTHBIX HE BBIBIIM NPSIMOTO WM KOCBEHHOTO HEraTHBHOIO BIMSHHSI Ha TCUCHUEC
GepEeMEHHOCTH, SMOPHOHAITBHOES/QETANbHOE PasBUTHE, POJBL I IOCTHATAILHOC DAasBHTHC.
OGLIEpPHEIA KIMHAYECKAN ONBIT NMPUMCHCHHMS IIperiapara B CPOKax IO3/HEE 28-ii Hemenu
GepEeMEHHOCTH HE BBISBHI HUKAKHX JOKA3aTeIbCTB HETATUBHOTO BIHMSHHA HA ILIOZ. Tem He
MeHee, DEKOMEHAyeTcs COOMonaTh OOBIYHBIC MEPBl MPEJOCTOPOXKHOCTH, —KACAIOMIHMCCs
IpAMEHEHHs. JEOOOro JIEKapCTBCHHOTO CPENCTBA BO  BPEMA Oepemennoctu. IlpuMenenue
JIA30JIBAHA He pexoMeHyeTCsl, 0COOCHHO BO BPEMs IIEPBOTO TPUMECTPa OEpEMEHHOCTH.

ITepuo0 2pyoH020 8CKAPMIUEAHUA
AMGPOKCOT, Kak GBUIO [TOKA3aHO B MCCISOBAHMAX HA XHBOTHBIX, IKCKPETHPY CTCA 13 oprauzMa

COTJACOBAHO
MUHHCTEPCTBOM BIPABOOXPAHEH
PECIVEINKY BRIAPYCE °

05.10.2020 § [pukas Munuerepersa snpasoox
Pecry6amxi Ben};pycz, PaneHIis




C I'pyJHBIM MOJIOKOM. HpI/IMCHCHI/IC B IIepuoOa IpyAHOI'0O BCKapMJ'II/IBaHI/IH HC peKOMeH)IyeTCSI

DepmunvHocmy 8779 -2 018

HccenoBanns Ha KEBOTHBIX HE BBISBEUIM IPSAMOIO MJIM KOCBEHHOIO HETaTHBHOTO BIHSHUS Ha
(bepTUIBHOCTE.

BausiHMe JEKAPCTBEHHOTO CPEACTBA HA CHOCOOHOCTH YHPABIATH TPAHCIOPTHBIMH
cpeacTBaMH U PaboTaTh ¢ MEXaHH3MAaMH

HewmsBecTHO O CIydasX BJIMAHMS Mperapata Ha CIOCOOHOCTh YNIPaBIATH TPAHCIOPTHBIMU
cpencTBaMu M MexaHu3MaMy. COOTBETCTBYIOMMX HCCIE0BAHUI HE IPOBOIAIOCE.

B3ammopeiicTBHE € JPYTrUMH JICKAPCTBEHHBIMH CPEACTBAMU
CoBmecTHOE OPpUMCHCHHEC C I[IPOTHBOKAMIICBBIMUA npenmaparaMu  MOXET [PHUBOIHUTL K
3aTPYAHCHUIO OTXO0XKACHUS MOKPOTBI Ha (1)OHC YMEHBIICHUS KalllJIA, I03TOMY MOJKCT Ha3HA9aTbCsA
TOJIBKO IOCIIE TIIATEILHON OIEHKHU COOTHOIICHMUS oJib3a/ PHUCK.

YnakoBka

Cuporn 15 mMr/5 Mt Bo drakoHe TeMHOro cTekia 1o 100 M1, 3aKpEITBI H3HY TP MTOJTUATUIIEHOBOM
IUICHKOH U IUIACTHMKOBOM KPBIMIKOH ¢ KOHTPOIIEM MEPBOIO BCKPBITHS, HOMeIIEH B KapTOHHYIO
IAYKy ¢ MEPHBIM CTAKaHIMKOM M HHCTPYKIHEH 10 IPUMEHEHHIO.

VYenoBus XpaHeHUust
Xpaauts npu Temueparype He Boie 30 °C, He 3aMOPaKUBATD.
XpaHuTh B HEOCTYIIHOM JIJIsl IETEH MeCTe.

Cpox roxHocTa
3 rona.
He ucmoap30BaTh IO UCTEYEHUH CPOKa FOJTHOCTH, YKAa3aHHOTO Ha YIIaKOBKE.

YecioBust OTIyCKA U3 ANITEK
be3s penenra.

Nudopmanus o Hpou3BoguTee (3asBUTENE)

Cano¢u-Asenruc Jotunany, ['epmanus, MIPOM3BEICHO Canou C.w.A, (Sanoﬁ S.p. A) Buane
Espomna, 11210040 Opumxuo, Uramis

HpeJICTaBnieﬂb JiepaKaTeNsi peruncTPANMOHHOrO YI0CTOBEPEeHUs

IIperen3un noTpedHTEIeH HANPABJISATH II0 A/IPeCy:

¢ Pecnybnuxe benapycoe:

IIpencraButenbcTBo AO «Sanofi-Aventis Groupe» ®paniry3ckas Peciyommka

220004, r. Munck, yi1. Jlumutposa 5, oduc 40,

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

aJipec dIEeKTPOHHON MOYTHL: Pharmacovigilance-BY @sanofi.com

¢ Pecnybnuxe Kaszaxcman u Kvipeoi3ckot Pecnybnuxe:

TOO «Canopu-aBenTuc Kasaxcran» COTJIACOBAHO
MHIHCTEPCTBOM 3IPABOOXPAHE
H.
- PECIIVBIMKHU BEJIAPYCH HH
puxas MunucTepersa sapaso
Pecny6avru Bm};pyczxpaneﬁna °
05.10.2020




HO P5
6779 -2018

050013, r. Amvarsl, poctext Hypcynran Hasap6aes, 187 b,
ten.: +7(727) 2445096,
Azipec 3IeKTPOHHO# MTOYTHI [0 BOIIPOCcaM K KadecTBy Tiperapara: quality.info@sanofi.com

AJIpec 3JIeKTPOHHO MOUTHI II0 BOIpocaM (GapMakoHag30pa:
Kazakhstan. Pharmacovigilance@sanofi.com

AJIpec SIEKTPOHHOM OYTHI [0 BOIPOCAM MEUIHHCKON HHPOpMAIHH:
Medinfo.Kazakhstan@sanofi.com

6 Pecnybnuxe Apmenus, Asepbaiioocanckoii Pecnybnuxe u Pecnybnuxe I pysus:
azpec snekrponnoi moutsr: Gxp.Caucasian@sanofi.com

6 Pecnybnuxe Vsbexucman (Vsbexucman, Typxmenucman, Taooxcuxucmar,):
100015 Tamxenr, yi. Oiibexa, 24, odpucHslit 6ok 3]1,

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

Uzbekistan.Pharmacovigilance@sanofi.com

COT'JIACOBAHO

MHHHCTEPCTBOM 3IPABOOXPAHEHUS
PECIIVBJIKM BEJIAPYCh

Mpuxaz MunucTepeTea sapaBooXpateHHs
Pecny6nuxu Benapycs

05.10.2020



