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HHCTPYKUHS N0 MeTHIHHCKOMY IIPHMEHEHHIO Tpenapara JIazonBan®/
Lasolvan®

Toprosoe nassanue: JIA3OJIBAH cupon 30 mr/5 mn [ COrnAGGBARGS

MWHUCTEPCTBOM 30PABOOXPAHEHIS
PECNYBNVKW BENaPY(C L
Npukaz Munuctepcraa J-‘,MFJ,!«;'U"vvx"r‘ﬂ-l
Pecnybsivkn benapycr .

Memnynapouﬂoe HEMATCHTOBAHHOC HA3BAHHE: aM6pOKCOJ'I

0 2E G Aty - IS
JlekapcTBeHHas ¢opMa: CHPOI
Cocras
Cupon 30 m2/5 mn: 5 MJI CHpOIIa COAEPXKAT aKmusHoe Geujecmeo — aMOPOKCOIa THIPOXIIOPUA
30 Mr; 6cnomozamenvhvie 6ewjecméa — O€H30HHAs KHUCIOTA, T'HAPOKCHITHIIIEILIIONO03A,

cykpano3a, apomarusarop «KimyOuuka co cmukamu» PHL-132200, apomarusatop «BaHuiby
PHL-114481, Boma ounineHHas.

Onucanne
[Tpo3pavHblii I TOYTH MTPO3PAYHBI, OECIBETHBIN WK OYTH OECI[BETHBIN, CIIETKA BA3KHUI CHPOIL.

dapmakoTepaneBTHYECKAs IPYIIIA
CpencrtBa, IpEMeHsieMbIe TP KaIllle W IPOCTYAHBIX 3a00eBaHusX. OTXapKHBarOIUE CPEICTBA,
MCKITIOYasi KOMOWHAIMH C IPOTUBOKAIIIEBBIME CPEACTBaMU. MyKOIUTHYECKHE CPEICTBA.

Kox ATX: RO5CBO06.

®apmakosoruyeckue cBoiicTBa

DapmakoouHamuka

B nmoxsmHMYeCKHX HCCNeOBaHUAX OBUIO MOKa3aHO, YTO aMOpOKCOJa THAPOXIIOPH], aKTHBHOE
BerecTBo JIa3oBaHa, MOBHIIAET CEKPEIHIO B BIXaTEIbHBIX Iy TSX, YCUIABAET CUHTE3 JIETOYHOIO
cypdakrtanta W CTHUMYJUpyeT LUIMAPHYIO AKTHBHOCTE. OH Tak)Ke IIOBBIIIAET CEKPEIHIO
MIOBEPXHOCTHO-aKTUBHBIX BEIECTB B Pe3yJIbTAaTe MPSIMOTO BO3/A€HCTBUSA Ha MHEBMOLUTHI [I THIIa,
PAacIoIOKEHHBIE B allbBeoax U KieTkax Kitapa B OpoHXHOIaX, a TaK)Ke CTUMYJIMPYET aKTHBHOCTh
MepuatenbHoro snutenus. Onucanubie 3)(GEeKThl BBI3BIBAIOT CHUXKEHHE BS3KOCTH MOKPOTHI H
yJIy4lIeHHe TPaHCIIOPTa MOKPOTHI (MyKOLIMJIMAPHOTO KIMPEHCa). YIIydIleHHe MyKOLUIHAPHOIO
KJIMpEHCa IPOJEMOHCTPUPOBAHO B KIMHMYECKAX (DapMaKOJOTMUYECKHX MCCIIENOBAHUAX.
VBenMueHne CEKpeluH CEpO3HOr0 KOMIIOHEHTa MOKPOTBl M YCHJIEHHE MYyKOLMJIMApHOIO
KJIMPEHCa CIIOCOOCTBYIOT OTX0XKICHUIO MOKPOTHI U 00JIer4aroT Kamiesb. Kpome Toro, y manueHToB
C XPOHMYECKMM OpPOHXHTOM W/WIIM XpOHHYECKO#H oOcTpykTHBHOW Oose3nbio jerkux (XOBJI)
YMEHBIIAETCs KOJIMYECTBO 000CTpeHui 60Ie3Hu.

¥ manuentoB ¢ XOBJI, npunumasmux JIASOJIBAH kancyibl IMpoJIOHTHPOBAHHOTO IAEHCTBUS
75 Mr B TeueHHe 6 MecsleB, K KOHIly 2-TO Mecsla JICYCHHs 3apEerHCTPUPOBAHO JOCTOBEPHOE
CHIDKEHHE 000CTpeHH#l mo cpaBHeHHIO c Iutanebo. Y mamuentoB B rpymnmne JIA3OJIBAHA
HaOMOJAT0Ch HOCTOBEPHOE YMEHBINECHHE KOJIMYecTBa JHEH OONe3HH U CHIXKEHHE KOJIMYECTBa
JHEHN NpreMa aHTHOaKTepHalbHbIX IpenaparoB. Takxke, B rpynne JIA3SOJIBAHA no cpaBHeHHIO
¢ mrane6o HabMIOAATOCh CTATUCTHYECKH 3HAYMMOE YJIYYIICHHE OIEHUBABIIUXCS CHMITOMOB,
TAaKUX KaK 3aTpyJHEHHE OTXOXXICHHUS MOKpOTHI, Kalleib, OJBIIKA M ayCKyJIbTaTHBHBIE
CHMIITOMBIL.

MecTHs1i 00e300mBaromuit 3G dektT aMOpokcosa THAPOXIOpHIa HAOTIOKAJICS B HCCIIEN0BAHUAX,
MPOBE/IEHHBIX HAa MOJIENH Tla3a KPOJIMKA W, BEPOSATHO, CBA3aH C OJIOKMPOBAHHEM IpENapaToM
HATPUEBBIX KaHATOB. TeCTBI in Vitro TOKa3aly, 4YTO Ipenapar oOpaTHMO H JI0303aBHCHMO
ONOKHPYET HEHPOHHBIE HATPUEBHIE KAHAIIBL.
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In vitro 6110 yCTaHOBIJIEHO, YTO aM6p§Kcona ﬁanpox:%pgn1o§i_ai[q¢r TIPOTHBOBOCHIATATE/bHBIM
meiicTBHeM. B TecTax in Vifro OH 3HAUATENBHO CHIKQT BBICBOOOXKIECHHE IUTOKHHOB M3
IUPKYJIMPYIOIUX ¥ TKAHEBBIX MOHOHYKJICAPHBIX M HOTAMOP(QHOSIEPHBIX KICTOK.

{
1

Knuanueckue uccienoBaHus, NPOBCACHHBIC Y ITAITUEHTOB C 00JIBI0 B ropjie, moxkasaiau, 49TO
aM6p01<cona TEAPOXJIOPHUI B BUJIC TabJIeTOK IS paccacbIBaHHUsl 20 Mr 3HAYUTEIBHO YMEHBIIACT
0016 1 IIOKPaCHCHHUE B T'JIOTKE.

OtH (apMaKoIOTHIECKHE CBOUCTBA MOATBEPIKIAIOT JOTIOTHUATENBHOE HAOIIOIEHHE, IOy YCHHOE
B KJIMHMYECKHAX HCCIENOBaHUAX 3(P(EKTHBHOCTH, YTO HHTAISAIUs aMOpokcona obecreurBaeT
ObICTpOE 0OJIeryeHre GOJU MPH JICUCHUH HApYIIEHUH BEPXHUX JbIXaTeIbHBIX 1Ty TEH.

OnHOBpEMEHHOE TPUMEHEHHE aMOPOKCOoJIa THIPOXIIOpHIA ¢ aHTHOMOTHKAMH (aMOKCHIIAILTHHOM,
ey POKCHMOM, SPUTPOMHUIIAHOM U JOKCHI[MKTHHOM) TIOBBIIIAET KOHIEHTPALMIO aHTHOHOTHKOB
B JIETOYHO# TKaHu. HeT MaHHBIX 0 KIMHIMYECKON 3HAYMMOCTH 3TOr0 ddekra.

[TpOTHBOBHPYCHBIE CBOMCTBA B MCCIIEIOBAHUSX iK1 Vitro ¥ Ha MOJIENAX )KUBOTHBIX:

Cumwxenue peruukaipn puaoBupyca (RV14) 66u10 0TMEUSHO IPU IPOBEICHUH HCCIIEI0BAHUH in
Vitro Ha SHMTENMAIBHBIX KJIETKaX Tpaxew denoBeka. Ilocne mpemBapuTensHOd 00pabOTKM
aMOpPOKCOJIOM Ha0JII0aJIOCh CHIDKEHHE PEIIMKAIlMA BHpYyCa TPUMIa A B ABIXaTEIbHBIX IIyTIX
IIPU TIPOBEICHUH HCCIICIOBAHUN Ha HKCIIEPUMEHTAIBHBIX MOJENISIX Ha Mblmax. Her naHHBIX O
KJIMHHYECKOW 3HAYMMOCTH 3TOTr0 3¢ deKTa.

DapmaKkoKuHemuKa

Bcacvisanue

AOGcopOiust opambHBIX (GOpM HEMEUIEHHOTO BBICBOOOXIEHHMS BBICOKAs M IIOJHAs, BPEMs
JIOCTH)KEHUSI MaKCHMAaJIbHON KOHIIEHTPAIMH B IIa3Me KpoBH — 1-2,5 yaca mocie nepopaibHOro
nmpreMa 1 6,5 9acoB — Ui GopM MeIJIEHHOTO BHICBOOOKICHHUS.

MaxkcumanbHast 6no0cTymHOCTH TabneTok 30 Mr npubmmkaercs k 79 %.

Pacnpeoenenue

Pacnpenenenne amMOpokcoiia THAPOXJIOPUAA W3 KPOBH B TKAaHH IIPOMCXOJUT OBICTPO H
BBIPOXKEHHO, TIPH 3TOM CaMasi BRICOKAsl KOHIIEHTpAIMsl aKTUBHOTO BellecTBa 00HApYKMBAETCS B
nerkux. OOBeM pacrpeeNIeHus ocie MepopatbHOro npuema coctanseT 552 1. CBa3b ¢ GenkaMu
mwia3Mbl kpoBH — 90 %, mpoHMKaeT uepe3 remartosHIedanudeckuii Gapbep, IUIANEHTapHBIHA
Oapbep, BBIIEISAETCS C TPy IHBIM MOJIOKOM.

Memabonusm u evigedenue

[Tpubmusurensao 30 % mepopanbHOW O3Bl JNMUMHHHPYETCS 3a CUYET IIPECHCTEMHOIO
MeTabonu3Ma. AMOPOKCONT M3HAYATbHO METab0JIM3U3UPYETCs B IEUCHH 3a CUYET KOHBIOIAIUH,
obpasyer IUOpPOMaHTPAHWIOBYIO KHCIOTY (mpuOmusutensHo 10 % 103bI), TIIIOKYpOHOBBIE
KOHBIOTaThl U HECKOJIBKO BTOPOCTEMEHHBIX MeTabonuToB. MccnenoBaHuss MHKPOCOM IE€YEHH
yenoBeka mnokasaym, uto CYP3A4 mpencraBnseTr co0oif TMpeAOMHHAHTHYIO H30(opMy,
OTBEYAOIIYI0 32 MeTaboM3M aMOpoKcoa.

[Ipy TpexIHEBHOM OpaJibHOM IpHeMe amMOpoKcosia MPUOMM3UTENBHO 6 % M03BI HAXOMUTCS B
cBoOOIHOM BHJIE U 26 % I03bI IEPEXOIUT B KOHBIOTHPOBAHHYIO (JOPMY M BBIBOJUTCS ¢ MOYOH.
[Tepuon momyBbiBenieHus: coctaBisier 10 gacoB. OOmMH KIMPEHC HAXOAWTCA B JHAMa3’OHe
660 MI/MUH., IOYEYHBIH KIHpeHe obecneunBaeT npuMmepHo 8 % obmero kmmpenca. Ilokasano,
4TO0 uYepe3 5 AHel BHIBOAMTCS ¢ MO4YOM OKkoyno 83 % OT OoOImEenpuHATOH 03Bl aMOpoKcoia
TUAPOXJIOpHa (PaAHOAKTHBHO MEYEHOH).

DapmakoxuHemuxa 8 0cobvix 2pynnax nayueHmos
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B cBsi31 ¢ TeM, UTO JT€KapCTBEHHOE CpeZ[C?/rBO MeTaGZ g v;]p , lT(L:ySI B HeHeHH i BLIBonnTé;I MOYKaMH,
B CIIydae TSDKEJIOT0o HapyIIeH:s QYHKIMH OYEK MOXKET npimcxonmb HAKOTUICHHE METa0OIMTOB
aMOpokcona, oOpa3ylommXcsi B TedYeHd. Y NAlMEeHTOB C HAPYMIEHUSIMH (YHKIMH ICYCHH
BBIBEJICHHE aMOPOKCOJIa THAPOXIOPH/IA CHIXKAETCS, YTO TIPUBOJIUT K IIOBBINICHHIO €T0 YPOBHS B
mwiasMe KpoBH B 1,3-2 pasa. B CBs3M ¢ IIMPOKHUM TEPANEBTUYECKUM JEHCTBHEM amOpoxkcosia
KOPPEKIHs 10361 He TpeOyeTCs.
HccnenoBaHus MOKA3ajM, 4To (apMakOKHHETHKA aMOPOKCOJIa HE 3aBHCUT OT BO3pacTa H Iojia U
TEM CaMbIM He TpeOyeT U3MEHEHUS 035
I[TpreM MUIIM He OKA3bIBACT BIUSHHUI Ha OHOTOCTYITHOCTH aMOPOKCOJIa THAPOXIOpU/A.

JloKJIHHHYeCKHE TaHHbIEe 0 0€30IACHOCTH

AMGPOKCcOJIa THAPOXJIOPUA UMEET OYeHb HU3KHH IOKa3aTellb OCTPOM TOKCHYHOCTH.

B HCIBITAaHMAX ¢ BBEJEHHEM BHYTPh MHOTOKPATHBIX 103 150 Mr/Kr/neHs (MBIIM — 4 HENEIH),
50 mr/xr/ness (kpeicsl — 52 u 78 Henens), 40 Mr/kr/neHsb (Kpouke — 26 Henenb) 1 10 Mr/kr/neHs
(cobaku — 52 Henenw) COOTBETCTBOBAIH MaKCHMAaJIbHBIM [103aM, HE IPHBOIAIINM K Pa3BUTHIO
HaOmomaeMbIx HexenarenbHbIX peakuuil (NOAELS). Tokcukomoruueckue HCCIeOBaHUs HE
BBISIBUJIM TIOPAXKESHUS OPraHOB-MUIIIEHEH.

HWccenenoBaHuss TOKCHYHOCTH, TIPOBOIUBINUECS B TEUCHUE YETHIPEX HENENb IIPH BHYTPHBEHHOM
BBEJICHAM aMOpOKcolia ruapoxiopuaa kpbicaM 4, 16 u 64 mr/kr/menp u cobaxam 45, 90 u
120 mr/xr/nens (MHQY3UH 3 9/IeHB), HE MOKa3aJId TSHKEJIOH MECTHOM M CHCTEMHOM TOKCHYIHOCTH,
BKJTIOYAsi TACTONATOJIOTHIO. Bee HexenaTenbHble peakiiuy O 00paTUMBIMU.

AMOpOKCcoa THAPOXJIOPH/L NIPH TECTHPOBAHMU B MEPOPANBHBIX A03ax 10 3000 Mr/kr/neHs Ha
Kpeicax W g0 200 MI/Kr/meHp Ha KpOJNHMKAaX HE TPOSBISUI HH SMOPHOTOKHCHYECKHX, HH
TepaTOT€HHBIX CBOMCTB. QEPTHIBFHOCTH CaMIIOB U CaMOK KpPbIC HE M3MEHSIACh IIPH BBEICHHH
npenapara B go3ax mo0 1500 mr/kr/mens. Ilokazarens NOAEL B mepuosa mepuHaTaaIbHOTO H
NOCTHATAIRHOrO pa3BuTHs coctaBisti 50 mr/kr/nens. B mo3e 500 mr/kr/meHp ambpokcoina
THPOXJIOPHU/I MPOSBIIST HEOOJBIIYI0 TOKCHYHOCTH ISl CAaMOK M HOBOPOXKJIEHHOT'O ITOTOMCTBA,
YTO MPOSBIUIOCH B 3aJepXKKe MPUPOCTa MAacChl Tejla M YMEHBIIEHHH pa3Mepa IOMeTa.
['eHOTOKCHYECKHE HCCIIEIOBAaHUS B OIBITaX in vitro (TecT DWMca M aHAIW3 XPOMOCOMHBIX
abepparuii) u in vivo (MHKpPOHYKJICapHBIi TECT Ha MBbIIaX) HE I0Ka3ald MYTareHHOTO
HOTEeHIHaIa aMOpOKCOoJIa THAPOXIIOPHIA.

AMOpOKCcOla THIOPOXJIOPHA HE T0Ka3aJdl OHKOT€HHOTO MOTEHIHala B HCCIIENOBAHHUAX
KaHneporenHocTr Ha Meimax (50, 200 u 800 mr/kr/mens) u kpbicax (65, 250 u 1000 mr/kr/neHs),
IIpY BBEJICHHUH Mpernapara B cMecH ¢ KopMoM B TedeHue 105 u 116 Henenb, COOTBETCTBEHHO.

IToxazanusi K IPHMEHEHHIO
MyxkonmuTrdeckass Tepamusi MpH JICYEHHH OCTPHIX U XPOHUYECKUX 3a00JIEBaHUM J(BIXAaTEIIbHBIX
MyTeH, COMPOBOXKIAOIUXCS 00pa30BaHUEM BSI3KOH TPy IHOOTAEIAEMON MOKPOTEL

Cnoco6 npuMeHeHusl U 103bI

B3pocnvie u 0emu cmapuie 12 nem: 0ObIYHAS 103a COCTABIISET 5 MJI CHPOIIA TPH pa3a B JIEHb (UTO
cooTBeTcTBYeT 90 Mr aMOpoKcosia THAPOXJIOPHIA B IEHb) B TEUCHHE NEPBBIX ABYX-TPEX JHEH, a
Jlaniee o 5 MJI CHpoIa ABaKIBI B IeHb (UTO cooTBeTcTBYET 60 MI aMOpoKcoJia rHAPOXJIOPUA B
JICHB).

JUi1st B3poCTbIX | IeTelt crapine 12 et, MOXHO YCHIIUTD TepaneBTHUeCKUil 3G GEKT yBeTnueHHEM
10361 10 10 M1 crpoma aBa pa3a B IeHb (UTO cOOTBETCTBYET 120 Mr aMOpoKcoiIa THAPOXJIOPH/IA B
JIEHB ).

Jlemu 6-12 nem: 2,5 Mi cHpoIia IBa-TpH pasa B IeHb (4T0 cooTBeTcTBYeET 30 — 45 Mr amOpokcoa
THAPOXJIOPHA B JIEHB).
Jlemu 2-5 nem: 1,25 mn cupoma Tpd pasa B JeHb (Y4TO COOTBETCTBYyeT 22,5 M amOpokcosa
THIPOXJIOPHU/IA B JICHB).
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Jlemu 0o 2 nem: NaHHBIN JEKapCTBEHHBIH ITpenapar npom130n01<a3aﬂ YIS IPEMEHEHHs y JIeTei B
BO3pACTE J10 2-X JIET.

Jumrensnocts npumenenus JIABOJIBAHA mox mHabmoneHweMm Bpada HE OrpaHHYCHA.
[Tpumenenne 6e3 KOHCYIbTAIMU Bpada Oonee 4-5 1HEH He peKOMECHTYeTCHL.

JIABOJIBAH cupon mpuMeHSeTCST HE3aBUCHMO OT IIpHeMa IHIH M JO03UPYETCs] MpH IOMOIIN
COZIEPIKAIIETOCS B YIIAKOBKE MEPHOTO CTAKaHYUKA.

JIAZOJIBAH cupon MOXeT IPHMEHSTHCS Y MAI[MeHTOB C CaXapHBIM IHabeToM, 5 MII cHpora
skBuBasieHTHO 0 XE.

JIA3OJIBAH cupon He COIEpKUT CIIUPTA.

ITo6ouHoe nelicTBHE

Kputepun omeHKM 4YacTOTHI pa3BUTHS HEXEIATENbHBIX pEaKIUi JIEKapCTBEHHOIO CpeNCTBa
KJIaCCH(QUIIUPOBAHBI  COTJIAaCHO MEXIYHAPOIHOMY CJIOBApl0  HEXENATENIbHBIX PEaKlui,
pa3eNeHHbBIX 110 CHCTeMHO-0pranHbM kiaccaM (MedDRA system): ouens gacto (> 1/10); gacto
(>1/100, <1/10); mewacto (> 1/1000, <1/100); peaxo (> 1/10000, < 1/1000); oueHp peaxo
(<1/10000); dwacrora Hew3BecTHa (HEBO3MOXXHO OIPEAETUTh HAa OCHOBAaHMHM HMEIOIIMXCS
JAHHBIX ).

Hapywenus co cmoponbl UMMYHHOU cucmembl

Penko: peakuu runepuayBCTBUTETILHOCTH

YactoTa Hew3BecTHA: aHA(UIAKTHYECKHE PpEaKIWH, B TOM YHUCIEC aHA(QUIAKTHYECKHH IIOK,
AQHTHOHEBPOTUYECKUH OTEK, 3y/I.

Hapywenus co cmoponvl HepeHoti cucmembl
Yacro: nucreB3us (M3MEHEHHE BKYCOBBIX OIIYIIEHUH).

Hapywenus co cmoponsl ObixamenbHOU CUCmeMbl, Op2aH08 2PYOHOU KIemKU U CpeooCmeHUs
Yacro: runecte3us II0TKA
YacToTa HEU3BeCTHA: OJIBIIIKA (KaK CUMITOM aJUIEPIUYECKON peakiiun).

Kenyoouno-xuuieynvie HapyuieHus

YacTo: TOMHOTA, CHUKEHUE YYBCTBUTEIIEHOCTH CIIM3UCTOH MOJIOCTH PTa
Heuacro: pBoTa, auapes, aucrnerncusi, 60J1b B )KUBOTE, CyXOCTb BO PTY
Penxo: cyxocts B ropie

OueHsb peaKo: THIepcaTuBaIIHS.

Hapywenus co cmoponbi Kod#cU U NOOKONCHOU KLem4amKu

Penko: chInb, KpanMBHHAIIA,

YacToTa HEU3BECTHA: TSDKENbIE KOXKHBIE PEaKIuH (BKITFOYAS MyJIbTH()OPMHYIO 3pUTEMY, CHHIPOM
CruBenca-J/[PKOHCOHA, TOKCHYECKUI SMHUIEpMATbHBI HEKPOJIH3, OCTPHIA TI'eHepaH30BaHHBIHA
9K3aHTEMATO3HBIH IIyCTYJIE3).

Obwue HapywieHUs U peaxkyus 6 Mmecme 66e0eHUs
HewacTo: mixopazka, peakiiiy co CTOPOHBI CIIU3UCTOH 000JI0UKH.

Coo0IIeHne 0 HeXeNaTeNbLHEIX DEAKITHIX
BaxHo coo0maTe O TOJ03pEBaeMBIX HEXENATeIbHBIX pEaKIUsAX IOCIE€ PErHCTpaluu
JIEKapCTBEHHOTO TpernapaTa ¢ HeNbI0 00eCeueHNs HETPEPHIBHOIO MOHUTOPHHIA COOTHOIICHHUS
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«TOJIb3a — PHUCK)» JIEKApCTBEHHOI'O IIpermapara. Mennunﬂckw pa6OTHPIKaM peKOMeHz[yeTc;I
c000IaTh 0 JMIOOBIX IOJ03PEBAEMBIX HEXKETATENbHBIX PEaKIHsAX JEKapCTBEHHOTO Mpernapara
yepe3 HAIMOHAJIBHBIC CHCTEMBI COOOLICHHS O HEXENATeIbHbIX PEAKIUAX U He3(DHEKTUBHOCTH
JIeKapCTBEHHBIX TpenapaToB. [alMenTy, eclii y Hero BO3HUKAKOT KaKue-IHO0 HeKelaTebHbIe
peaKIuM, pPEKOMEHIyeTcs IMPOKOHCYJIBTHPOBAThCA C BpadoM. [laHHAasd pEKOMEHIAHAS
pacIpocTpanseTcss Ha JIFOOble BO3MOXKHBIE HEXeEaTellbHBIE PEaKIWH, B TOM YHCJIC HA HE
TepedrceHHbIe B MHCTPYKIMM MO TPUMEHEHHUIO IIpenapaTa. Bl Takke MoXeTe COOOIIHUTH O
HeXelaTeIbHbIX PeakiuaX B WHOOPMAIIMOHHYIO 0a3y NaHHBIX MO HEKEIATebHBIM PEaKIUiIM
(meHicTBMAM) Ha IleKAapCTBEHHBIE IIpemaparhl, BKIIOYas COOOmEeHHs O HedpPeKTHBHOCTH
JleKapcTBEHHBIX mpermapaToB. CoolInas 0 HeXeNaTelbHBIX PEAKIHUIX, BBl IIOMOraeTe MOJIyYHUTh
0oJIbIIe CBEJICHHH 0 0€30ITaCHOCTH IIpernapara.

IIpoTruBonokazanus

[ToBBIIEHHAs YyBCTBUTEILHOCTH K aMOPOKCOJY WM IPYTHM KOMIIOHEHTaM mpemapara (CM.
paznen «CoctaBy).

He npumeHsTh y feTeid B Bo3pacTte 10 2-X JIeT.

Ilepeno3upoBka

CHMITOMOB TIEpEIO3UPOBKH Y YeJIOBEKa He omucano. [Ipu cirydaifHBIX Nepelo3HpOBKax /Wi
CIyYasX METUIHHCKHX OIMHOOK CcOoOOIIanoch, 4TO HAOIIOAAEMble CHMITOMBI COOTBETCTBYIOT
U3BeCTHBIM HexenareabHbM peaknusM JIASOJIBAHA mpu npuMeHEHUH B pEKOMEHIOBaHHBIX
J103aX ¥ JUIS UX KyIIHPOBAHUS MOXKET ITOTPeOOBATHCS IPOBEACHUE CUMIITOMATHIECKOM TePAITUH.

MepsbI npeI0cTOPOKHOCTH

BBUTH 10JTy9€HBI COOOIIEHHUS O Pa3BHTHH TSDKEIBIX KOXKHBIX PEAKIHH, TAKHX KaK MyIbTH(QOpPMHAs
spurema, cuHapoM CrHBeHCa-J/[PKOHCOHA, TOKCHYECKMH SMHUAEPMANIbHBIA HEKPOJIM3, OCTPBIM
reHEpPAIN30BAHHbBIA HK3aHTEMATO3HBIA IMyCTyJe3 y MalHeHTOB, IPUHUMAIOMHKX aMOpOKCOI.
HeoOxomuMo HEMEJIEHHO TpPEKpaTHTh IPUMEHEHUE JIEKAPCTBEHHOIO CpPEJCTBA, €CIH
IPOSIBIJINCH CHMIITOMBI TIPOTPECCUPYIOMIEH KOXKHOU peakIMy (MHOIZa CBA3aHHOW C pa3BUTHEM
Iy3bIpeil ¥ MOPaKEHHUEM CITH3MCTBIX 000JIOYEK pTa, TJIOTKH, HOCA, Va3, TEHUTAINH) U CPOYHO
o0OpaTUThCS K Bpady.

[pu HapymeHusx GyHKIMH MOYEK WM TSOKETBbIX HapymmeHusx ¢yHkuuu nedenu JIA3OJIBAH
CllelyeT MPUHAMATH TOJIBKO TIOCIIe KOHCYIBTAIMH C BpadoM. B CBS3H ¢ TeM, 4TO JIEKApCTBEHHOE
CpecTBO MeTabOIU3UPYETCS B IIEYCHH W BBHIBOJHUTCS MTOYKAMHM, B CIIydae TSKEJIOrO HapyIICHHS
(YHKIHH TOYeK MOXKET MPOUCXOAUTH HAKOIUICHHEe MeTab0IUTOB aMOpoKcoia, 00pasyromuxcs B
TICUEHH.

[TareHTaM ¢ HapyIIEHHEM MOTOPHKH OPOHXOB M OOMJIBHBIM OpOHXHAJIHHBIM CEKPETOM (KakK,
HaIpuMep, TPH PEAKOM CHHIpOMe TepBHYHON mumapHoi auckunesun) JIASOJIBAH cienyer
IPUMEHATH C OCTOPOYKHOCTBIO B CBSA3H C PUCKOM HAKOTUICHHUS] MOKPOTBIL

BepemeHHOCTB, MepHO IPYIHOr0 BCKAPMJIMBAHUS H (epTHIBHOCTD

bepemennocmo

AMOpokcona THIPOXJIOPH] IIPOHHMKAeT dYepe3 IUIaleHTapHbIM Oapwep. MccnemoBanus Ha
KUBOTHBIX HE BBIABWIM TPAMOrO WJIM KOCBEHHOIO HETaTUBHOIO BJIMSHHS Ha TCUYCHHUE
OepeMEeHHOCTH, AMOpHOHATbHOE/(PeTabHOE DPa3BUTHE, POABI MM IIOCTHATAIbHOE pa3BUTHE.
OOCIIMPHBIA KIMHUYECKHH OIBIT MPMMEHEHHs Mperapara B CpoKax mosjgHee 28-i Hexenu
GEpeMEHHOCTH HE BBISBHJ HHMKAKUX JOKA3aTelbCTB HETaTHBHOTO BIHMSHUA Ha IUIOA. TeM He
MeHee, pEKOMEHIyeTcss coOMomaTh OOBIMHBIE MEPBI INPEAOCTOPOXKHOCTH, KacaloIUecs
NpUMEHEHHs JOGOro JIEKapCTBEHHOTO CpeAcTBa BO BpeMs OepemenHocTH. [Ipumenenue
JIABOJIBAHA He peKOMeHIyeTcs1, 0COOEHHO BO BPeMs IIEPBOTO TPHMECTpa GEPEMEHHOCTH.
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Ilepuoo epyonozo 6ckapmaueanus _
AMOPOKCOII, Kak OBLIO MOKAa3aHO B HCCIIEAOBAHUAX HA )KUBOTHBIX, SKCKPETUPYETCS U3 OpraHu3Ma
C TpyAHBIM MOJIOKOM. [IprMeHeHre B IEPHO/L TPy IHOI0 BCKapMIIMBAHHSI HE PEKOMEH/Y €TCH.

DepmunvHocmo
HWcenenoBanus HA KABOTHBIX HE BBISIBHJIM MPSMOTO MM KOCBEHHOI'O HETATUBHOIO BIIUSHHS Ha
(bepTUIIBHOCTD.

Bansinue JCEKAPCTBCHHOI0 CpeacTrBa Ha CIOCOOHOCTH yupaBJfaTh TPAaHCIOPTHBIMH
CpeaAcTBaMHu " paﬁoTaTL ¢ MEXaHHU3MaMH

Hewm3spectHo o ClIydasaX BJIHAHHUA IIp€liapaTra Ha CITIOCOOHOCTH YIIpaBJIATh TPAaHCIIOPTHBIMH
Cp€acTBaMi U MCXaHU3MaMHU. COOTBCTCTBYIOH.II/IX HCCIIEJOBAaHUHN HE ITPOBOAUIIOCE.

B3aumopeiictBue ¢ APYIrHMH JIEKAPCTBCHHBIMH CPEACTBAMH
CoBmecTHOE INIPUMCHCHHAC C TIPOTHBOKAILICBBIMHA IIp€HapaTaMd MOXET IPUBOAUTE K
3aTPpyAHCHHUIO OTXOXIACHHUA MOKPOTEI HA (I)OHS YMCHBIICHHUS KalllIsA, ITIO3TOMY MOXET Ha3HAIATHCs
TOJIBKO IIOCJIE TIATEILHON OLIEHKH COOTHOIICHHUS oJ1b3a/ PHUCK.

YnakoBka

Cupomn 30 mr/5 ma Bo ¢rakoHe TeMHOro crekiia mo 100 M1, 3aKphIThIA U3HY TP MOJIHITHICHOBOH
IUICHKOM M IUIACTHKOBOM KPBIIIKOW ¢ KOHTPOJIEM IEPBOTO BCKPBITHS, MOMELIEH B KapTOHHYIO
[IaYKy ¢ MEPHBIM CTAKAHYMKOM M HHCTPYKIHEH 110 IPUMEHEHHUIO.

YciaoBus XpaHeHHSA
Xpanuts npu Temneparype He Boine 30 °C, He 3aMOpaKUBaTh.
XpaHUTh B HEJIOCTYITHOM JUISL IETeH MecTe.

Cpok rogaocTn
3 rona.
He ucnonp30BaTh 10 HCTEYEHUH CPOKA FOJHOCTH, YKA3aHHOTO Ha YIIaKOBKE.

YcaoBus oTmycka U3 antek
be3s penenra.

JepkaTesib perHCTPAlIHOHHOTO0 YI0CTOBEPEHHUS
A. Harrepmansn sug Cue. 'M6X, ['epmanus,

npousseneHo Onerta Xenckea Uramus.C.P.JI, Buane Espona 11, 21040 Opumxuo, Utanus

IIpemen3suu nompebumenei u UHGHOPMAYUIO O HeNCeLAMENbHBIX ABLEHUAX Cledyem HAnpaeiimb
no aopecy:
Pecnybnuxa Berapyco:

IIpencraBurensctBo AO “Hmxkeropoackuit XuMuko- papMareBriueckuii 3aBox” (PD)
B PecniyOnmuke bemnapycs

Anpec: yn. SIxy6a Konaca, 1.73/3, 4 stax, nomermenue 6, 220113, Munck, Pecrry6irka
benapycn

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

Ten./dpaxc: + 375 (17) 358 06 61

Pecnybauxa Kazaxcman.
TOO "STADA Kazakhstan"
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HLO PS

i (f’s ACOBAHO l

6778 -2018 |

Anpec: 050011, Pecy6nmka Kasaxcran, r. Anmarsl, npocneKT CYH1H6aH 1. 258B
E-mail: PVEurasia@stada.kz , EurasiaQA@stada.com
Temn.: (727) 2222-100, dpaxc: (727) 398-64-95

Pecnybruxa Apmenus:

000 “IITAJA Apmenus”

Anpec: O 0009, Pecriy6nka Apmenws, yi1. Tepesana 105/1, BL] Iutanens, 7 atax, opuc
Ne707

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

Ten.: +374 10 514 885

Kuvipevisckasn Pecnybnuka:

OcOO “HlIrama Keiprencran™

Anpec: 720005, Ksiprenckas PecmyOnuka, r.bumkek, yinMrembepauesa la, bBI{
“ABpopa”, opuc 604

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

Ten. +996 755 111448

Pecnybruxa I'pysus.:

000 “IUTAIA I'py3us

Anpec: 0193, Peciy6iiuka ['py3us, r. TOumacu yin. Mepaba Anekcunze Nel2. 5 stax
E-mail: PVEurasia@stada.kz , EurasiaQA@stada.com

Temn.: (+995) 571 422 299
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