MHCTPYKIHS 110 MeHIMHCKOMY NpUMeHeHu o npenapara Jlazoasan®

Toprosoe nazBanue: JIASBOJIBAH cupon 15 mr/5 mn
MesxkyHapoaHOe HEIATEHTOBAHHOE HA3BaHUe: aMOPOKCOT

JlekapcTBeHHas popma: cupon

CocraB
Cupon 15 me/5 mn: 5 M1 cupona colepkar akmuehoe eeujecnso — aMOpPOKCOIa THAPOXIOPHUL
15 wmr; ecnomocamenvhvie 6eujecmeéa — OCH30WHAsA KUCIIOTA, TUIPOKCHUATUIIICIUIIONO3a,

cykpasiosza, apomaruzatop «JlecHwsie sromer» PHL-1321195, apomartusarop «Banumb» PHL-
114481, Boma ounieHHas.

Onucanue
[Tpo3paunblii WM TIOYTH TPO3PAYHBIN, OSCIIBETHBIA WM TIOYTH OCCIIBETHBIH, CIIETKa BA3KUN CHPOIL.

dapmakoTepaneBTHYECKas IPyNna
CpenctBa, mpUMeHsieMble IPU KalllJIe ¥ MPOCTYAHBIX 3a00aeBaHusAX. OTXapKUBaIOIINE CPEACTBA,
UCKIIIOYasi KOMOMHALIMYU C IPOTHBOKAIIUIEBBIMU CpeACTBaMU. MyKOJIMTUYECKHE CPECTBA.

Koa ATX: RO5CBO06.

dapmakoI0ru4ecKkne cBOiCTBa

Dapmakoounamuxa

B noxnuHuYeckux MccienoBaHMSX ObIJIO MOKa3aHO, YTO aMOpPOKCOJa THAPOXJIOPHUJ, aKTHBHOE
BeniecTBo JlazonBaHa, MOBBIIIAET CEKPELINIO B IBIXATEIBHBIX ITYTAX, YCHINBAET CHHTE3 JIETOYHOTO
cyppakTaHTa M CTUMYJIMPYET LMIMApHYIO aKTUBHOCTh. OH TakKe IOBBIIIAET CEKPELHUIO
MIOBEPXHOCTHO-aKTUBHBIX BEIIECTB B PE3YJIbTaTe MPSIMOTO BO3ICHCTBHS Ha THeBMONUTHI Il THma,
pacrioyio’keHHbIE B albBeosax U kieTkax Kinapa B OpoHXnonax, a Takxke CTUMYJIUPYET aKTUBHOCTD
MepraTenbHoro snutenus. Onucanabie 3(QGEKTH BBI3BIBAIOT CHUKEHUE BSI3KOCTH MOKPOTHI U
yJIydIIeHHEe TPAHCIOPTa MOKPOTHI (MYKOIMIMAPHOTO KIHPEHCa). YIIydllleHne MYKOIMIHAPHOTO
KJIMpEHCa MPOJEMOHCTPHPOBAHO B KIMHUYECKHX (HapMaKOJIOTHIECKUX HCCIECTOBAHUSX.
VYBenu4yeHue CeKpeluu CEepO3HOr0 KOMIIOHEHTAa MOKPOTHI U YCHJIEHHE MYKOIMJIHApHOTO
KJIMPEHCa CHOCOOCTBYIOT OTXOXIEHHIO MOKPOTHI M oOierdarorT kamenb. Kpome Toro, y
MAIMEHTOB C XPOHMUYECKUM OPOHXUTOM M/MJIM XPOHUYECKOH OOCTPYKTUBHOW OOJIE3HBIO JIETKUX
(XOBJI) ymeHbIaeTcst KOIMYECTBO 00OCTPEHUI O0JIE3HH.

V¥V nanuentoB ¢ XOBJI, npuaumasmux JIA3OJIBAH kancynel IpOJIOHTMPOBAHHOIO ACHCTBUSA
75 Mr B TeyeHue 6 MecsIEeB, K KOHIy 2-TO Mecsla JICUEHHs 3apeTUCTPHUPOBAHO JJOCTOBEPHOE
CHI)KEHHE O0OCTpeHUH 1o cpaBHeHHIO ¢ Iutanebo. Y mamuentoB B rpynne JIASOJIBAHA
Ha0JII01a7I0Ch JOCTOBEPHOE YMEHBIIEHHWE KOJIWYeCcTBA JHEH OOJIe3HW M CHUIKEHUE KOJINYEeCTBA
IHEl npuema aHTubakTepuaabHbIX npenaparoB. Takxke, B rpynne JIA3ZOJIBAHA no cpaBHeHUIO
¢ muarnebo HabII0aNoCh CTATUCTHYECKH 3HAYMMOE YIIYYIIEHHE OLIEHUBABIINXCS CHMIITOMOB,
TaKUX Kak 3aTpyJHEHHE OTXOXKJIEHUS MOKpOTHI, Kallledb, OJBIIIKA U ayCKYyJIbTaTHUBHbIE
CUMITOMBI.

MectHblii 06e360mmBaronHii 3 PexT aMmOpoKcoa ruAPOXIOPUIa HAOIIONANICS B UCCIIETOBAHMSIX,
IPOBEJCHHBIX HAa MOJIEJH TJla3a KPOJIMKA M, BEPOSATHO, CBsI3aH C OJIOKHMPOBAHHEM IperapaToM
HATPHUEBBIX KaHajoB. TecThl iN VItr0 mokaszamu, 4To mIpemnapar oOpaTHMO M J10303aBUCHMO
ONOKMpYeT HEHPOHHbBIC HATPUEBBIEC KaHAIbI.
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In vitro 6bpUTO0 YCTaHOBJICHO, YTO aMOPOKCOJIA TUAPOXIOPH]] 00J1aIaeT MPOTUBOBOCIIATUTEILHBIM
nedictBueM. B Tecrax in VItr0 OH 3HAYHMTENBHO CHHXKAT BBICBOOOXKACHHE IIMTOKUHOB H3
UPKYJIUPYIOMIUX U TKAHEBBIX MOHOHYKJICAPHBIX U MOJTUMOP(PHOSICPHBIX KIETOK.

Knuanyeckne ucciaenoBaHus, MPOBEJACHHBIE y MAalMEHTOB ¢ OOJNBIO B ropie, MOKa3alid, 4YTO
amMOpoKcoJia FHAPOXJIOpUA B BUJe TalOleToK /i paccackiBaHus 20 MI 3HAUUTEIBHO YMEHbIIAET
00J1b U IOKPACHEHUE B IIOTKE.

Ot GapMaKoIOTHIECKUE CBOMCTBA MOATBEPKAAIOT JONOIHUTEIbHOE HAOIIOCHNE, TTOIyYeHHOE
B KJIMHMYECKUX HCCIENOBaHUAIX 3(PPEKTUBHOCTH, UYTO HHTASAIUS aMOpoOKcosia obecrieunBaeT
ObIcTpoe obserueHre OOJH MPH JCUCHUH HAPYIICHUH BEPXHUX JbIXaTeIbHBIX ITyTEH.

OnHOBpEeMEHHOE TPUMEHEHHUE aMOPOKCOJIa TUAPOXJIOPUAA C AHTUOUOTUKAMH (AMOKCHULIMIIITUHOM,
e ypOKCUMOM, SPUTPOMULIMHOM U TOKCUITUKIMHOM) TOBBIIIAET KOHIIEHTPALIUIO aHTUOMOTUKOB
B JICTOYHOM TKaHW. HeT JaHHBIX 0 KIIMHUYECKOW 3HAYUMOCTH 3TOro I dekra.

DapmakoKunemuka

Bcacvieanue

AOGcopbumst opanbHBIX (OPM HEMEIJIEHHOTO BBICBOOOXKICHHUS BBICOKAs M IIOJIHAS, BpPEMS
JOCTHKEHHUSI MaKCUMAaJIbHOW KOHIIEHTpAIlMH B IJ1a3Me KpoBu — 1-2,5 yaca mocine nepopanbHOTro
npuema u 6,5 yacoB — i1t GOPM MEUIEHHOTO BBICBOOOKICHHSL.

MaxkcumanbsHast 6uogocTynHocTh Tabsetok 30 mr nmpudmmxaercs k 79 %.

Pacnpeoenenue

Pacnpenenenne amOpokcona THAPOXJIOPHAA K3 KPOBU B TKAHU TPOHCXOAUT OBICTPO U
BBIPQXXCHHO, IPU 3TOM caMasi BBICOKAsh KOHIICHTPAIUsl aKTHBHOTO BEIIeCTBA OOHAPYKUBACTCS B
nerkux. O0beM pacmpe/ereHus mocie nepopaibHOro npuema coctapisieT 552 1. Cs3b ¢ 6benkaMu
wia3mMbl kpoBu — 90 %, mpoHmMKaeT depe3 reMaTodHIe]amnuecKkuil Oapbep, IUIaleHTapHBIH
Oapbep, BBIETSAETCS C TPYAHBIM MOJIOKOM.

Memabonusm u evigedeHue

[Tpubnuzutensno 30 % mnepopanbHONW J03bI DIUMUHUPYETCS 3a CYET MPECUCTEMHOIO
MeTaboan3mMa. AMOPOKCOJI M3HAYAJIbHO MeTa0OIU3U3UpYEeTCs B MEUEHM 3a CUET KOHBIOTAIUH,
oOpaszyer IUOPOMAHTPAHWIOBYIO KHCIOTY (mpuOmusutenbHo 10 % 103bI), TIIIOKYPOHOBBIE
KOHBIOTAaThl U HECKOJIBKO BTOPOCTENEHHBIX MeTabonuToB. MccrnenoBaHMs MHKPOCOM IE€YEHU
yenmoBeka mokazanmu, uro CYP3A4 mpencraBiser co0oil TpeIOMHHAHTHYIO w30(opMy,
OTBEYAIOIYIO 32 MeTab0JIM3M aMOpoKcoa.

[Tpu TpexIHEBHOM OpallbHOM IpHEMEe aMOpOKCcoJia MPUOTU3UTENHHO 6 % 03B HAXOTUTCS B
cBOOOTHOM BHJIE U 26 % 103bI IEPEXOAUT B KOHBIOTHPOBAHHYIO ()OPMY M BBIBOAMTCS C MOYOIA.
[Tepnon momyBbIBeneHus coctaBiasieT 10 dgacoB. OOmMMIl KIMPEHC HAXOIUTCA B JIUAINIA30HE
660 mu/MuUH., moYeuHBIH KIMpeHC olOecrieuynBaeT mpuMepHo 8 % obuiero knupenca. [lokasaHo,
YTO 4epe3 S5 JTHEH BBIBOAUTCS C MO4Yor Okojo 83 % oT oOmenpuHATOM 103bI amMOpoOKcoIa
THAPOXJIOpHU/A (PaJHOAKTUBHO MEUCHOH).

DapmarokuHemuka 8 0codbIX 2pyNnax NayueHmos

B cBs13u ¢ TeM, 4TO JIeKapCTBEHHOE CPEICTBO META00IM3UPYETCS B [IEYEHH M BEIBOJUTCS TOYKAMH,
B CITy4yae TSHKEJIOro HapyIIeHHUs (PYHKIIMH TOYEK MOXKET MPOUCXOAUTh HAKOIUIEHHE METa0OIUTOB
aMOpokcoJia, oOpa3yIolmUXCs B TEUEHU. Y TAIMEHTOB C HapymIeHUAMH (QYHKIUUA TEYEHU
BBIBEJICHHE aMOPOKCOJIa TUAPOXJIOPUIA CHUXKACTCS, YTO TPUBOIUT K MOBBIIICHUIO €T0 YPOBHS B
mia3Me KpoBw B 1,3-2 paza. B cBsI3u ¢ MIMPOKUM TepameBTUYECKUM JACHCTBHEM aMOpOKcoJia
KOPPEKIHS O3Bl HE TpeOyeTCs.
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HccnenoBanust mokasaiu, 4yTo (papMaKOKWHETHKA aMOPOKCOJIa HE 3aBUCUT OT BO3pacTa M MoJja u
TEM caMbIM He TpeOyeT U3MEHEHHUs J03bI.
[Tpuem nuiM He OKa3bIBACT BIMSIHUA HAa OMOJOCTYITHOCTh aMOPOKCOIa THAPOXJIOPH/IA.

JlokJIMHHYeCKHe JaHHbIe 0 0e30MacHOCTH

AMOpoOKCOIa THAPOXIIOPHU] UMEET OYEHb HU3KUI M0Ka3aTeNlb OCTPOH TOKCUYHOCTH.

B ucnpiTaHusaxX ¢ BBEJACHHWEM BHYTPb MHOTOKpPATHBIX 103 150 mr/kr/mens (Mbimu — 4 Henenwn),
50 mr/kr/nens (kpeichl — 52 u 78 Henens), 40 mr/kr/aeHs (kpoauku — 26 Heaenb) U 10 Mr/kr/neHs
(cobaku — 52 Henmenu) COOTBETCTBOBAIM MAaKCHMAJIbHBIM J03aM, HE MPUBOJSIINM K Pa3BUTHIO
HaOmromaembix HexenareabHbIX peakiuidi (NOAELS). TOKCHKOJOTHYECKHE HMCCIIEIOBAHUS HE
BBISIBIJIU TIOPKEHUSI OPTaHOB-MUIIICHEH.

HccnenoBaHusi TOKCUYHOCTH, ITPOBOJMBILIMECS B TEUCHHE YEThIPEX HEAENb NPH BHYTPUBEHHOM
BBEJICHUN aMOpOKcoja Tuapoxjopuna kpeicam 4, 16 u 64 wmr/kr/aenp u cobakam 45, 90 u
120 mr/xr/nens (MHpy3un 3 4/neHb), HE TOKA3IU TSHKEOM MECTHOM U CHCTEMHOM TOKCUYHOCTH,
BKJTI0Yasi THCTOMATOJIOTHIO. Bee HexkenaTenpHble peakiuy ObUTH 00paTUMBIMH.

AMOpoKcoIa TUAPOXJIOpU] IPU TECTUPOBAHUU B HepopayibHbIX Ho03ax 10 3000 mr/kr/neHp Ha
kpeicax u 10 200 Mr/Kr/meHp Ha KpOJNHMKAax HE NPOSBISI HU SMOPUOTOKMCHYECKUX, HU
TEpaTOreHHbIX CBOMCTB. DepTUIBHOCTh CAMILIOB U CaMOK KpbIC HE M3MEHsUIaCh IPU BBEICHUU
npenapata B go3ax a0 1500 mr/kr/nens. [lokaszatrens NOAEL B mepuoa mepuHATaNIbHOTO H
MOCTHATAIBHOTO pa3BUTHSA cocTaBisii S0 mr/kr/aeds. B mose 500 wmr/kr/mpers amOpoxcosa
THIIPOXJIOPHJT MIPOSBISUT HEOONIBITYI0 TOKCHYHOCTh IJIi CAMOK M HOBOPOYKIEHHOTO TTOTOMCTBA,
YTO MpPOSBISUIOCH B 33/E€PKKE IPUPOCTa MacChl Tela U YMEHbLIEHMHM pa3Mepa IOMeTa.
['eHOTOKCHYECKHE HCCIEeIOBaHUs B OMbITax IN VItro (tect DiiMca WM aHaIM3 XPOMOCOMHBIX
abeppaumii) 1 in VivO (MHKpPOHYKIICAPHBIH TECT Ha MbIIIAX) HE MOKA3aJld MYyTareHHOIO
MOTEHIMAaJIa aMOPOKCOIIa THIPOXIIOPHIA.

AMOpoKcOIa THUIPOXJOPHJ HE IMOKa3aJl OHKOI'€HHOTO IOTEHIHala B MCCIEJOBAHUAX
KaHLeporeHHocTy Ha Mblimax (50, 200 u 800 mr/kr/aens) u kpeicax (65, 250 u 1000 mr/kr/nens),
IIPY BBEJICHUU TIpernapara B cMecu ¢ KopmoM B TedeHue 105 u 116 Henenp, COOTBETCTBEHHO.

Ioka3zaHus K NPUMEHEHHIO
MyxkonuTudeckasl Tepanusi MpH JIEYEHUH OCTPBIX M XPOHMYECKHUX 3a00JIeBaHHUM JbIXaTeNbHbIX
nyTei, COMpOBOXKIAIOIINXCSI 00pa30BaHUEM BSI3KOM TPYAHOOTAEIIEMON MOKPOTHI.

Cnocod npuMeHeHHus U 103bl

B3pocnvie u 0emu cmapuwie 12 nem: o6p14Has 103a coctanisier 10 M cupona Tpu pasa B IeHb (4To
cooTtBeTcTBYeT 90 Mr amMmOpoKcosa THAPOXJIOPH/IA B IEHb) B TEUEHUE NEPBBIX ABYX-TpeX AHEH, a
nanee o 10 mu cupomna 1Ba pasza B JIeHb (4T0 cooTBeTCTBYeT 60 MI aMOpoOKcoJia THAPOXIOpUIA B
JICHB ).

Jlnist B3pocabIX U feTelt crapiue 12 1eT MOXHO yCHIIMTh TepaneBTHUECKUH 3¢ (eKT yBeTrnueHneM
10361 10 20 MiT cuporna JiBa pasa B JeHb (4TO COOTBETCTBYET 120 MI aMOpOKCOIa THAPOXIOPHIA B
JICHB ).

Hemu 6-12 ner: 5 mi cupona JBa-TpU pasa B JeHb (4To cooTBeTcTBYET 30 — 45 Mr amGpokcomna
THPOXJIOPHU/IA B JICHB).

Jlemu 2-5 ner. 2,5 mn cupomna Tpu pasa B JeHb (YTO COOTBETCTBYeT 22,5 Mr amOpokcona
THJIPOXJIOPHU/IA B JICHB).

Lemu 0o 2 nem: naHHBIN JIEKAPCTBEHHBIN ITpenapaT NPOTUBOIIOKA3aH AJi1 IPUMEHEHHUS y JETEN B
BO3pacTe A0 2-X JIET.
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JmurensHocTh mpumeHeHus JIABOJIBAHA mnon nHaOmrofgeHneM Bpada HE OrpaHUYCHA.
[Ipumenenue 6e3 KOHCYIbTAIIMK Bpava Oosiee 4-5 THEH HE PEKOMEHTYETCS.

JIA3BOJIBAH cupon npuMeHsieTcs HE3aBUCUMO OT MpUeMa MUIIM U JO3UPYETCS MPU MOMOIIN
COJIEpIKalIerocs B yIIaKOBKE MEPHOT'O CTAaKaHYHUKA.

JIABOJIBAH cupomn MOXeT NPUMEHATHCS Y MAIMeHTOB C caxapHbIM auadeToM, 5 Mi cupona
skBuBajeHTHO 0 XE.

JIA3OJIBAH cupomn He coiepKUT cnupTa.

ITo0ouyHOE nelicTBUE

KpuTtepun OICHKHA YacTOThI Pa3BUTHS HEKEIATEIBHBIX PEAKIMA JIEKApCTBEHHOTO CPEICTBa
KJIaCCH(UIIUPOBAHBI  COMVIACHO  MEXKIYyHApOIHOMY  CJIOBApI0  HEXKEIATEIbHBIX — PEaKIHi,
pas3zeaeHHbIX 10 CHCTeMHO-opranHbiM Kitaccam (MedDRA system): odens gacto (> 1/10); gacto
(> 1/100, < 1/10); mewyacro (> 1/1000, < 1/100); peaxo (> 1/10000, < 1/1000); oueHsr peaxo
(< 1/10000); wactora Heu3BecTHa (HEBO3MOXKHO OMNPEACIUTh HA OCHOBAHUU HWMEIOIIUXCS
JTAHHBIX ).

Hapywenus co cmoponwvt ummynnou cucmemol

Penxo: peakuuuy runepuyBCTBUTENBHOCTH

Yacrora HewsBecTHa: aHapUIAKTUYECKHE PEaKIMHM, B TOM 4YHCJIC aHa(pMIAKTHYECKUU IIIOK,
AHTMOHEBPOTHYECKUI OTEK, 3Y/.

Hapywenus co cmoponvl nepgnoti cucmembi
Yacro: aucreB3us (M3MEHEHHUE BKYCOBBIX OIIYIICHHUH).

Hapywenus co cmopoHvl OvixamenvHol cucmemsl, Op2aHo8 2pyOHOU KIemKu U Cpe0oCmeHUs
YacTto: runecTe3us riioTKA
YacroTa HeM3BECTHA: OJBIIIKA (KaK CUMIITOM aJJIEPTUIECKON PEAKIUN ).

Kenyoouno-kuuieunvie HapyueHus

Yacro: TOHIHOTA, CHUKCHUC YYBCTBUTCIIbHOCTHU CITU3UCTOM MOJOCTH pTa
Heuacto: pBoTa, Auapesi, AucIencus, 60ib B AKHUBOTE, CYXOCTh BO PTY
Penko: cyxocTts B ropie

OdeHb peako: runepcaauBarus.

Hapywenus co cmoponwl Kodicu u nOOKOICHOU KNemyamKu

Penko: cbinb, KpanMBHUIIA;

YacToTa HEM3BECTHA: TSDKEINbIE KOJKHBIE peakIiy (BKI0Yasi MyJIbTH(HOPMHYIO SpUTEMY, CHHIPOM
CruBeHca-/[)KOHCOHA, TOKCHYECKHI SIHIEPMaAIbHBI HEKPOJIHM3, OCTPBIM TIe€HEPATN30BaHHBINA
IK3aHTEMATO3HbIH MyCTYJIE3).

Obwue napyuwieHus u peakyus 6 Mmecme 66e0eHuUs
Heuacro: nuxopaska, peakiiuu co CTOPOHBI CIIM3UCTON 000T0UKH.

CooOuieHne 0 HekeIaTeIbHbIX PeaKIHIX

Baxxno cooOmare 0 TOJ03PEBACMBIX HEXKENATENbHBIX PEAKIUAX TIOCIIe PETUCTpPaIlluU
JIEKapCTBEHHOT'0 Mperapara ¢ 1eabi0 00ecrnedeHrs HeMPEePhIBHOIO MOHUTOPHUHTA COOTHOIICHHUS
«ONb3a — PHUCK» JICKAPCTBEHHOTO mpemnapara. MeIuIMHCKUM pabOTHUKAM pPEeKOMEHIYETCS
coo01aTh O JIIOOBIX MOJ03PEBAEMbIX HEXKENATENbHBIX PEaKIUAX JEKapCTBEHHOTO Ipemnapara
yepe3 HalMOHATbHBIE CHCTEMBI COOOIIEHUSI O HEXKENATeNbHBIX peakuusx U HedpekTuBHOCTU
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JICKapCTBEHHBIX MpenaparoB. llamuenTty, eciu y HEro BO3HUKAIOT Kakue-Tr00 HeKelaTelbHbIC
peaKIuu, pPEKOMEHIYeTCsI MPOKOHCYIbTUPOBAThbCI C BpadyoM. JlaHHAs pEKOMEHIAIHs
pacmpocTpaHsieTcsl Ha JIOObIe BO3MOXKHBIC HEXENIaTelIbHBIE pPEaKIHH, B TOM YHCIE Ha HE
NEPEYNCIICHHBIC B MHCTPYKIUH 110 NMPHUMEHEHHIO Ipernapara. Bel Takke MOXeTe COOOIIUTh O
HEXXENaTeNIbHBIX PEakIusX B MH()OPMANMOHHYIO 0a3y JaHHBIX MO HEXKENATEIbHBIM PEAKIIHSIM
(melicTBUSIM) Ha JIEKApPCTBEHHBIC IIpemaparbl, BKIIOYas COOOmEeHus O HedPPHEKTUBHOCTH
JICKapCTBEHHBIX TpenaparoB. CooOlImas 0 He)KEeNaTeIbHBIX PEAKIUAX, BBl IOMOTAeTe MOJIYYUTh
OoJbIIe CBEJICHHUI 0 OE30MACHOCTH Iperapara.

IIporuBonokazanus

[ToBbIIeHHAsT YYBCTBUTEIHHOCTh K aMOpPOKCOy WJIM JAPYTUM KOMIIOHEHTaM Ipemnapara (CM.
pasznen «CocraBy).

He npumensars y nereil B Bo3pacre 10 2-X JIET.

Ilepeno3supoBka

CuUMNITOMOB MEpeO3UPOBKU y YeloBeKa He omucaHo. [lpu ciayyailHbIX mepeao3upoBKax H/Uin
ClIydasix MEIUIIMHCKHX OIIMOOK COOOINANOCh, YTO HAOII0OJaeMble CHUMIITOMBI COOTBETCTBYIOT
U3BECTHBIM HexenarenbHbIM peakuusm JIASOJIBAHA npu npuMeHeHHH B PEKOMEHOBaHHBIX
J103aX | JUIs X KyIIUPOBAHUS MOXKET OTPEOOBATHCS MPOBEICHHE CUMITTOMATHIECKOH Teparuu.

MepsbI Ipe0CTOPOKHOCTH

bbu1u nosy4deHsl COOOIEHNS O Pa3BUTHHU TSXKEIBIX KOXKHBIX PEAKIUH, TAKUX Kak MyJIbTH(QOpPMHas
spureMa, cuHApoMm CruBeHca-/[>KOHCOHA, TOKCHYECKUI SNUAEpMalbHBI HEKPOJU3, OCTPBIN
IeHEepaIN30BaHHbIM 3K3aHTEMAaTO3HBIA MYyCTyJe3 Yy HAalMEHTOB, NMPUHUMAIOIUX aMOpPOKCOI.
HeoOxonnMo HeMeaeHHO TNPEeKpaTUTh MPUMEHEHHE JIEKAPCTBEHHOTO CpEACTBa, €ClU
HPOSIBUJIMCH CUMIITOMBI IPOTPECCUPYIOIIEH KOKHOW peakluu (MHOT/Ia CBSI3aHHOHM ¢ pa3BUTHEM
My3bIpeil ¥ MOpaXEeHUEM CIU3UCTBIX 000JI0YeK PTa, INIOTKU, HOCA, IJ1a3, TEHUTAINNA) U CPOYHO
00paTUTHCS K Bpayy.

[Tpu HapymeHHusx QYHKIUU [MOYEK WIM TSHKEIbIX HapymeHusx ¢yHkuuu nedenu JIASBOJIBAH
clelyeT IPUHUMATh TOJBKO MOCe KOHCYIbTAllUM C BpayoM. B cBs3M ¢ TeM, YTO JIeKapCTBEHHOE
CpeACTBO MeTa0OMU3UpPYETCs B EYEHU U BBIBOAMUTCS MMOYKAMH, B ClIyyae TSDKEIOro HapylleHUs
(GYHKIIMM TTOYEK MOXKET MPOUCXOIUTh HAKOIUIEHHE METab0IUTOB aMOpOKCoIIa, 00pa3yronuxcs B
NIEYEHH.

[TatmenTam ¢ HapylIeHHEM MOTOPUKHA OpPOHXOB M OOMJIBHBIM OpOHXHAJIbHBIM CEKPETOM (Kak,
HanpuMep, NMpU PeKOM CHUHIpoMe nepBUyHON nunuapHoi auckuHesnn) JIAZOJIBAH cnenyer
IPUMEHATH C OCTOPOKHOCTBIO B CBSA3H C PUCKOM HAaKOIIJIEHHUS] MOKPOTBHI.

BepemeHHOCTD, IePHOJ TPYAHOT0 BCKAPMJUINBAHUSA M (PePTHIBLHOCTD

bepemennocmo

AMOpoKcoIa TUAPOXJIOpU] NPOHMKAEeT uepe3 IUIalleHTapHbli Oapbep. MccienoBaHus Ha
KUBOTHBIX HE BBIBWIM TPSAMOIO MJIM KOCBEHHOIO HEraTHBHOIO BIMSHHUS Ha TEUeHUE
OepeMeHHOCTH, SMOpHOHAIbHOE/(peTanbHOe pPa3BUTHE, POABI WM MOCTHATAJIbHOE pa3BUTHE.
OOmupHBIA KIMHUYECKUH OMNBIT NMPUMEHEHHUs IpernapaTa B Cpokax IMo3aHee 28- Hexenu
OEepeMEHHOCTH HE BBISIBHJI HUKAaKUX JI0KA3aTENIbCTB HEraTUBHOTO BIMSHMA Ha Iiof. Tem He
MEHee, pPEKOMEHJyeTcsi CoOMoaaTh OOBIYHBIE MEpPbl IMPEAOCTOPOKHOCTH, KAacaloluecs
OPUMEHEHHs JII000r0 JICKApCTBEHHOTO CpPEICTBa BO Bpemsi OepeMeHHOCTH. IIpumeHeHue
JIA30OJIBAHA He pekoMeHIyeTCsl, 0COOEHHO BO BPEMsI TIEPBOTO TPUMECTPa OEPEMEHHOCTH.

Ilepuoo epyonoeo eckapmauarus
AMOpOKCOII, KaKk OBLJIO TIOKa3aHO B CCIIEAOBAHUSAX HA )KUBOTHBIX, SKCKPETUPYETCS U3 OpraHu3Ma
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C TPYJIHBIM MOJIOKOM. [IprMeHeHue B Iepuo/1 TPYAHOTO BCKAPMIIMBAHUS HE PEKOMEHTyeTCSl.
DepmunbHocms

HccnenoBanus Ha )KUBOTHBIX HE BBISIBIUIM MPSIMOTO MJIM KOCBEHHOTO HETaTUBHOTO BIIMSHUS HA
(bepTUIBHOCTD.

Biansinne J1eKapCTBEHHOI0 CpPeICTBA Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHHIMU
cpeacTBaMM M paboTaTh ¢ MeXaHU3MaMM

HeusBectHo o0 cnyyasix BAMSHHS Tperapara Ha CIOCOOHOCTh YIPAaBIATh TPAHCHOPTHBIMU
cpeacTBamMu U MexaHuzMaMmu. COOTBETCTBYIOIIMX UCCIEAOBAHUI HE MPOBOAMIOCH.

B3aHMOHEﬁCTBHe C APYIr'mMM JICKAPCTBCHHBIMU CPEACTBAMU
CoBMecTHOE IIPUMEHCHUE C IIPOTUBOKANUICBBIMH IIpEllapaTaMHd MOXET IMPUBOJUTH K
3aTPYAHCHUIO OTXOXKIACHUS MOKPOTHI Ha q)OHe YMCHBIICHUA KalllJId, TIO3TOMY MOKCT HA3HAYATHCA
TOJIBKO ITIOCJIC TIHaTeHLHOﬁ OLICHKHU COOTHOLICHUA HOJ'ILSa/pI/ICK.

YnakoBka

Cupor 15 mr/5 mit Bo ¢uiakone TeMHOro ctekiia mo 100 M1, 3aKpbIThIid H3HYTPH MOTUITHICHOBON
IUICHKON W TUIACTUKOBOM KPBIIIKOW C KOHTPOJEM IEPBOTO BCKPBITHS, TIOMEUIEH B KapTOHHYIO
MaYKy C MEPHBIM CTAKAaHYMKOM U MHCTPYKLIMEH 110 MPUMEHEHUIO.

YciaoBus XxpaHeHust
Xpanuts nipu Temneparype He Boie 30 °C, He 3aMOpaXKUBaTh.
XpaHUTb B HEJOCTYITHOM ISl JIETEH MecTe.

Cpoxk rognocTu
3 rona.
He ucnonp30BaTh 110 UCTEUEHUHN CPOKA TOTHOCTH, YKa3aHHOTO Ha YIAKOBKE.

YcaoBust oTnycka u3 anrexk
bes peuenra.

Jlep:kaTeib perucTPallMOHHOI0 YA0CTOBEPEHUS
A. Harrepmans 517 Cue. I'm6X, I'epmanus,

Bbpronunrmrpacce 50, 65929 ®pankpypr-na-Maiine, ['epmanus

npowusseneHo Onemra Xenckea Uranua.C.P.JI, Buane Espona 11, 21040 Opumxno, Utanus

Ilpemenszuu nompedoumeneti u UHGOPMAYUIO O HEHCEAMENbHBIX SGNEHUAX Clledyenm HaANpasisamy
no aopecy:
Pecnybauxa Beaapyco:

[IpencraButensctBo AO “Huxeroponckuii xumuko-hapmareBruuecknii 3aBoa (PD)
B PecniyGnnke benapych

Anpec: yn. SIxky6a Konaca, 1.73/3, 4 atax, nomemenue 6, 220113, Munck, Peciybnuka
bemapych

E-mail: PVEurasia@stada.kz , EurasiaQA@stada.com

Temn./akc: + 375 (17) 358 06 61

Pecnybnruxa Kasaxcman:
TOO "STADA Kazakhstan"
Anpec: 050011, Pecnybnuka Kazaxcran, r. Anmatsl, npocnekt CyiinoOait, 1. 258B
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E-mail: PVEurasia@stada.kz , EurasiaQA@stada.com
Ten.: (727) 2222-100, daxkc: (727) 398-64-95

Pecnybnuxa Apmenus:

000 “ITAIA Apmenus”

Anpec: O 0009, Pecnny6iuka Apmenns, yi. Tepssina 105/1, BL Llutanens, 7 aTax, oduc
Ne707

E-mail: PVEurasia@stada.kz , EurasiaQA@stada.com

Ten.: +374 10 514 885

Kuipevizckas Pecnyonuka:

OcOO “Ilrana Keipreizcran”

Anpec: 720005, Keipreizckass PecriyOnmka, r.bumkek, yn.HrembepnueBa la, BIl
“ABpopa”, opuc 604

E-mail: PVEurasia@stada.kz , EurasiaQA@stada.com

Ten. +996 755 111448

Pecnybnruxa I'py3us:

000 “IITAHA I'py3us

Anpec: 0193, Peciyonuka ['py3us, r. Toumucu yn. Mepaba Anekcunze Nel2. 5 stax
E-mail: PVEurasia@stada.kz , EurasiaQA@stada.com

Ten.: (+995) 571 422 299
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