«YTBEPXKJAEHO»

dapMaKOJOTHIECKEH KOMHTET
TocypapcTBeHHOrO y9pexAeHHA
«llenTp 6esonacHocTH papManeBTHIECKOH
npoAyKnau» MUHHCTepCTBa 3ApaBOOXpaHeHHSA
Pecny6auky Y36ekucTan

%30 Yr. N /j

HHCTPYKIUS 10O MEJUIIUHCKOMY IIPUMEHEHHIO
MYKEKC®

Toprosoe HazBanue npenapata: Mykekc®

HeiictByromee BemectBo (IVIHH): amOpoxcorna ruipoxiiopu

JlexapcrBennast popma: TalbeTKu

Cocrag:

Kaxnas TabnieTka ConepKuT:

axkmusHoe geujecmso. aMopoxcosia rugpoxsIopu 30 Mr;

gcnomozamenvhble Geujecmea: MUKPOKPHCTAILUIMYECKas LEJUI0JI03a, KPOCKapMeio3a HaTpHs
KOJUIOMIHBIA TUOKCH KPEMHUSI U MarHusl cTeapar

Omnucanne: Bernsle, Kpyrible, IIIOCKHE, CO CKOIIEHHBIMH KpasiMU TaOJIETKH ¢ JTMHUEH pa3ioMma Ha
OJIHOH CTOpOHE.

(dapmaxoTepaneBTHYECKAs] IPYNIA: MyKOJHTHYECKHE CPEJICTBA.

Koax ATX: RO5CB06

(dapmako/IorH4ecKHe CBoicTBa

DapmakoOuHamMuUKa

AMOpPOKCONT  YBEJIMUMBACT CEKPELMIO JBIXATeBHBIX IyTeH, YCIIMBAeT BBIPAOOTKY JIETOYHOIO
cyppakraHta © CIUMYJHpyeT AaKTHBHOCTH MepIarenpHoro onurenus. Kak 1mokasanu
(bapMaKoJIOTHYEeCKHe HUCCIECHOBAaHMS, O5TU JEHCTBHS NPHUBOIAAT K YIydIIEHWIO IIOTOKa M
TpaHCIIOpTa CIM3H (MYKOIMJIHAPHBIN KIHPEHC). YCHICHUE NEHCTBUS CEKPELMM JKUIKOCTH H
MYKOIIMJIHAPHOTO KIHpeHca oOJerdaeT BBIACICHHE MOKPOTBI M YCIOKaWBaeT Kalllellb;
AHAIOTMYHO, Y MAIUEHTOB C XPOHWYECKAM OPOHXUTOM M / MM XPOHUYECKOH OOCTPYKTHBHOH
Oosiesnbto serkux (XOBJI), 3T0 ymeHbpLIaeT KOJIM4ECTBO OOOCTPEHUH.

[IpuMeHeHre amOpoKcola THAPOXIOPHAA YBEIMYMBAECT KOHIIEHTPAIMIO AHTHOMOTHKOB
(aMOKCHIMILTHH, 1eypOKCHM, SPHUTPOMHIUH, AOKCULHUKIUH) B OpPOHXOJETOYHOM TKaHU H
CITFOHE.

DapMaKOKUHEMUKA

Abcopbyus

BcacriBanue aMOpOKCcoJIa THAPOXJIOPHIA U3 IEPOPATHHEIX (OPM HEMEUIEHHOTO BEICBOOOXKIEHUSA
MPOMCXOJIUT OBICTPO M MOJHOCTBIO, C JIMHEHHOCTBIO H03bl B TEPANEBTHYECKUX IIpelenax.
Makcumaibible KOHUEHTpallMd B IUIa3Me JIOCTUTAIoTCS B TedeHHe 1-2,5 yacoB mocie
IIpUMEHEHHUST (POPM HEMEIJIEHHOTO BHICBOOOXKIEHHS U B CpPEAHEM B TedeHHE 6,5 4acoB MOCIIE
(bopM MeIIEHHOTO BEICBOOOXKIEHUS.

A6comoTHas GHOIOCTYIIHOCTE Mocie mpuMeneHus Tabnetku 30 Mr coctaBisiia 79%.
Pacnpeoenenue

Pacnpenenenne aMOpoKcoia THAPOXIOPH/A U3 KPOBU B TKaHb IIPOUCXOJHUT OBICTPO U 3aMETHO,
JOCTHTasi MAKCUMAIbHOM KOHIEHTPAIlMX aKTHBHOI'O KOMIIOHEHTA B JIETKHX.

O06beM pacpeesieHUs MoCie MepopaIbHOro IpHUMEHEHHs cocTaBiil 552 L. B TepaneBTHYECKHUX
Npejienax. CBsI3bIBaHKe ¢ OEJIKaMHF MIa3Mbl COCTABIIIO MpHOIH3UTEIsHO 90%.

Memaobonusm

AMOpOKcoJIa THAPOXJIOPU MEeTabOIH3UPYeTCs B OCHOBHOM B II€YEHH IJIIOKYPOHHPOBAHUEM H
TUIPOJIM30M JI0 AMOPOMAaHTPAHWIOBOM KHCIOTHI (mpuMepHo 10% 103BI) B JONOJHEHHE K
HEKOTOPHIM HE3HAYHMTENFHBIM MeTabonurtaM. MccnenoBanus B MHUKPOCOMAaxX MEYCHH YeIOBEKa
nokazamu, uyro CYP3A4 orBercTBeHeH 3a Merabomu3M aMmOpoKcosia THIAPOXJIOpHAa OO
IUOPOMAHTPAHHUIIOBOM  KHCIOTHL. UYepes 3 JHS 1OCIE IEPOPAIBGHOTO  IPHUMEHEHHS



NpUOIU3UTENBHO 6% O3Bl HAXOAUTCSI B CBOOOAHOM (opMe, TOrjaa Kak MpUOIU3HTENHHO 26%
JI03BI BOCCTaHABJIUBACTCSI KAK KOHBIOTAT B MOYE.

Buvigeoenue

Oxor1o 30% BBOIIMO} IIepOPATBHOI 10361 yeTpansercst 3p(eKToM HepBoro MPOXOKICHHS Yepe3 TeYeHb.
AMOpOKcOTa IMIPOXIOPUI, BBIBOIHICS C KOHEYHBIM IIEPUOZIOM TIOJYBBIBEIEHUs MPHOMMBUTEIHHO 10
gacoB. OOmmi KIMpEHC HaXOAWTCs B IpamasoHe 660 M1 / MUH, NOYEYHBIi KIMPEHC COCTABISET
IpUOIM3UTEBHO 83% OT 001IIero oosemMa KIMpeHca.

Y NameHToB ¢ IEYeHOYHOH JMCHYHKIeH BBIBEICHHE aMOpOKcoNa TMOPOXJIOPHIA CHIDKACTCS, B
PEe3yJIbTaTe Yero YpoBHH IIa3Mbl IIPUMEPHO B 1,32 pasa Beiiie.

BBujy IMPOKOro TepaneBTHYECKOro JUara3oHa aMOpoKcosa THApOXJIOpUa KOPPEKTHPOBKA 110361 He
Tpebyercs.

Dapmaroxunemudeckue / Yapmakoounamuyeckue OanHoie.

Bospact 1 mon He OBIMSUTH Ha (papMaKOKHHETHKY aMOpOKCOJIa IHIPOXJIOpU/IA KIMHHYECKH 3HAYUMBIM
00pazoM, MO3TOMy HEOOXOIHMOCTE KOPPEKTHPOBKH JI03bI HE TPeOyeTcs.

[Tua He BIMsieT Ha GHOIOCTYIHOCTH aMOPOKCOIA THIPOXJIOPH/IA.

IToxazaHus K NpHMeEHEHHIO
CexperopHas Teparis PH OCTPBIX H XPOHIYECKHIX OPOHXOITYIbMOHATEHEIX 3a00/1eBaHNSX, CBSI3aHHBIX C
HapyIeHueM OPOHXHAIBHOM CEKPELIHH U IPOIBHKEHHEM CITH3H.

Cnocod npuMeHeHus U 1035l

Bspocnete u demu cmapuee 12 nem

1 Tabnetka (30 Mr amOpokcoNia IHAPOXNIOPHIA), 3 pa3a B JeHb (KakIble § YacoB), YTO O3HAYACT
MakcHMambHO 90 Mr aMOPOKCOTIa THAPOXIIOPUIA EXKETHEBHO. :
Tepanesriyeckuii addexr MoxxeT OBITH yCHIEH Npu IprumeHeHud 2 Tabnetok (60 mMr amGpoxcona
THZIPOXIIOpU/IA) 2 pa3a B JIeHb (Kakaple 12 4acoB), 4TO 03HaYaeT MakcumainbHo 120 Mr amOpokcona
TUIPOXJIOPHIA EIKETHEBHO.

Hemu 0o 12 nem

JlanHpIii npenapar He NpeaHasHaYeH is aeTeit 1o 12 ner.

Iayuenmer ¢ nouyeyHoll u neyeno4nol HedoCmamoyHOCMbIO

B ciydyae manueHTOB ¢ HapyIIeHHOW (QyHKIMEH MOYeK MIH TSHKEIBIX 3a00JIeBAaHUSX IECYCHH,
Ipenapar cieayeT IpUHUMATh TOIBKO 110 HaOII0JeHHEM Bpaya, U /1032 MOXET OBITh YMEHbIIEHA
MM yBEIMYCHbI HHTEPBAIbl IPUMEHEHHUS npenaparta. IlockonpKy npenapat MeTaboIn3upyeTcs B
IICYCHH, 8 BEIBEJICHHUE OCYIIECTBIISETCS II0YKaMU, B CITydae TsHKeJI0i HOYeYHOH HEJ0CTaTOYHOCTH,
MOJXHO OXKHZIATh HAKOIJIEHHE NEUYEHOUHBIX MeTabOIHTOB aMOpPOKCOIa.

Cnocob npuMeHeHus!

IlepopanbHo.

Tabnerxu cnexyer 3anuBaTh BoJ0i. PekoMeH IyeTcs BBIIMBAThL CTaKaH BOJKI ITOCTIE KAy 10 1035
1 OOJIBIIOE KOJTUYECTBO XUIAKOCTH B TEYEHHE JHS.

JlaHHBIH penapaT MOXHO IPUHAMATS ¢ IHIeil nin 6e3 Hee. OIHOBPEMEHHEIH TPHEM JIeKapcTBa
C IHILEH He BIUseT Ha ero 3)HeKTHBHOCTE.

Ecmu cocTosnue nmanpeHTa He yIydllaeTCs MM yXyIUIAETCs IOCie 5 JHEH JedeHHus, ClemyeT
OLIEHUTh KJIIMHHYECKYIO CHTYAIIHIO.

IloGounrbIe neiicTBHA

YacToTa BO3HHKHOBEHHS MMOOOYHBIX peakluii OblIa OIMCaHa COITACHO COTMAIICHHIO O YAaCTOTE
MedDRA cnenyromum o6pazom: odens gacto (>1/ 10); wacto (ot 1/100 mo <1/10); Heuacto (oT
>1 /1000 no <1/100); pexxo (ot 1/10 000 xo <1/1000); ouens pexko (<1/10000).



Kona ceupacauin ITo6o4HbIe 3¢ PeKThI Yacrora
CHCTEM OPraHOB
Peaxnus runeprnyyBCTBHTEIIEHOCTH penKo
Hapywenus co AHapunakTHYECKHE peaKIiy, Takue Kak | YacToTa Heu3BecTHA
CMOPOHbL UMMYHHOU aHaUIaKTUYeCKUH IIOK, OTEK KBHHKE | (HEBO3MOXKHO OILIEHUTH
cucmemol WU 3y T 110 HMEIOIUMCS
JIAHHBIM )
Kenyoouno- TomHoTa 4acTo
Kuweitole Ppora, nwuapesi, mucnencusi, 00jJb B | HEYACTO
HapyuwieHus JKHUBOTE
ChIIIb, KpallMBHULA penKo
et co Tspxenple Ko)xHBIE TOOOYHEIE peakuy | YacToTa HeW3BecTHA
CIOpOHL KOSt (Taxme Kak MyJIbTH()OpPMHAS 3pHTEMA, (HEBO3MOXHO OIICHHUTH
o CHHIPOM CTUI/IBeHca-IIKOHCOHva /n o HUMEIOIIHAMCS
ERaG TOKCHYECKH I SIHAEPMATbHBIH ) JaHHBIM)
HEKPOJIA3 OCTPHIN IeHepaTH30BaHHBIH
9K3aHTEMATO3HBIH IIyCTYJIe3)
IIpoTHBONMOKa3aHus
- I'mmepuyBCTBHTENBHOCTH K aMOpPOKCONY THAPOXJIOPHAA KM K APYTHM KOMIIOHEHTaM
npernapara.

- Ilpumenenne amOpokcona TPOTHBOIOKA3aHO B Cllydae peOKUX HAacIeICTBEHHBIX
3aboseBaHul, KOTOpPBIE MOTYT OBITH HECOBMECTHMEI C JIFOOBIM M3 BCIIOMOIATEILHBIX BEIIECTB
npenapata (cM. Takxke paszzuen «OcobOble yKazaHHsy ).

- Jeru o 12 ner.

JlexapcTBeHHbIE B3aHMOAEHCTBHS
HebnaronpuaTHeIX B3aUMONEHCTBHI KIMHMYECKOrO 3HAYEHHsl C JPYTMMH IIpernapaTamu
BBISIBJIEHO HE OBLIO.

Oco0pble ykazanus

Coo06manock 0 cephe3HBIX KOXKHBIX PEaKLHsX, TAKUX KaK MYJIbTU(GOPMHAs 3pUTEMA, CHHIAPOM
Crusenca-J[xoncona (SJS) / Toxcmyeckuii smunepmansHbii Hekponus (NET) m  ocTpblit
TeHEpaIM30BaHHbI  5K3aHTeMaTo3HbId mycTyne3 (PEGA), cBs3aHHBIH C DpUMEHEHHEM
aMOpokcona ruapoxjgopujaa. Ecny y mammeHTa HPHCYTCTBYIOT CHMITOMBI WM IPH3HAKH
IPOrPECCUPYIOMIEN  CHIMM  (MHOIZA CBA3aHHBIE C  OYJUIE3HBIMH  NOPKEHHSIMH I
IOBPEXKIACHUSAMH CIM3MCTOM OOOJ0YKH), JIE4YEeHHE aMOpPOKCOJIOM THAPOXJIOPUIOM CIEIyeT
HEMEJJIEHHO IIPEKPATHTh U 00PaTUTHLCS K Bpady.

B ciyyae HapymieHHs QYHKIHMH ITOYEK WIIH TSOKEIBIX 3a001eBaHusAX meueHH Mykekc® ciaemyer
IPUMEHATH TOJBKO IIOCNIE KOHCYIBTalUM C BpadoM. JIng mnpemapaToB C TMEYEHOUIHBIM
MeTabOoJIM3MOM C HOCTIEAYIOUIMM TOYEUHBIM BBIBEJIEHHEM BO3MOYKHO HAKOIJIEHUE MEeTabOIHTOB
amMOpoxcoia, 00pa3yroIUXCs B IEUSHH IMPH THKETOM MOYeYHON HEI0CTATOYHOCTH.
IIpeoynpesicoerue 0 6CnOMO2amenbHbIX Geuyecmeax

JannpIi Ipenapat cogepkuT MeHee 1 MMoIb HaTpus (23 Mr) Ha TabIETKY, TO €CTh, 110 CYLIECTBY,
«Oe3HaTPUEBBIN.

Hpumenenue npu bepemenHocmu u 6 nepuood 1AKMauUU

Bepemennocmo

AMOpOKCONI TpOHHKaeT uepe3 IUIAICHTApHBIA Oaprep. KccienoBanus Ha XKMBOTHBIX HE
yKa3bIBalOT Ha IIPsIMOE MM KOCBEHHOE BpEIHOE BO3JeiicTBHE Ha OEpeMEHHOCTh, Pa3BHTHE
sMOpuoHa / 1oJa, pobl WM IIOCTHATATHEHOE Pa3BUTHE.

B Xo/1e TOKTMHAYECKIX HCCIIEIOBAHIHN, & TAKKe SKCTEHCHBHOIO KIMHIYECKOTO HCCIIEIOBAHMS TTOCTe 28-i
HeJle OEpeMEHHOCTH He BBIBIICHO BPEIHOIO JeicTBust Ha miof. OIHAKO, MMEIOT MECTO OOBIYHBIE



NPEYIPEXICHAS] OTHOCHTENFHO IIPUMEHEHHs JICKapCTBEHHBIX CPEICTB B IIEpUON OEpeMEHHOCTH.
ITpumenenre aMOpoKcoIa He pEKOMEH/YETCsl, OCOOEHHO B IEPBOM TPUMECTPE OEPEMEHHOCTH.
Jlakxmayus

IIpenapat NpoHUKAET B IPYAHOE MOJIOKO.

HecMmoTps Ha TO, 4TO BIMsHME MOOOYHBIX pEaKIUil Ha MIAIEHIIEB HE OXKHIACTCS, IPHMEHEHHE
amMOpoKcoJIa BO BpeMs JIaKTallul He PEKOMEHIYETCSL.

DepmunvHocmb

HWccnenopanus Ha JXMBOTHBIX HE ITOKAa3alH NPSMOT0 JHOO KOCBEHHOI'O BPEIHOIO BIHSHHS Ha
(hepTUIBHOCTS.

Brusanue na cnocobnocms ynpasname agmompancRoOpmoM U Opy2uMu Mexanusmamu

ITo maHHBIM HOCT-MapKETHHIOBBIX HCCIICIOBaHHMN, BIHSHHE HA CIIOCOOHOCTH YIPABIATH U
HCIIOJIB30BaTh MAIIUHEI HE BBISBIICHO.

Wccnenosanuii 0 BIMSHAM Ha CIIOCOOHOCTE YIPABIATh U HCIIOJIH30BAaTh MAIIAHbI IPOBEAEHO HE
OBLI0.

Ilepeno3upoBka

Oco0BIX COOOIEHUI OTHOCHTETEHO CUMIITOMOB TIEPEIO3UPOBKH HET.

ITo pesynpraTtam cooOiieHuit 0 cirydaifHOH mepeIo3upoBKe 1 / Wik ommbOKe IpuéMa mpernapara,
HaOIIOaeMBIE  CHMIITOMBI COBIQJAIOT C ITOOOYHBIMH pEaKIUsAMH, HaONOIaeMbEIMU B
PEKOMEH/IyEMEBIX J103aX. B cilyyae BO3HHMKHOBEHHS NEPEIO3UPOBKH PEKOMEHIYETCS IPOBOIHUTH
CHMIITOMAaTHU4eCKOe JIeYCHHE.

dopmMma BBIIyCKA
ITo 10 Ttabnerox B IIBX/AIJABX Omicrepe. ITo 2 wm 10 GmmcTepoB BMECTE ¢ MHCTPYKIMEH IO
ME/IMIMHCKOMY IIPHMEHEHHUIO B KAPTOHHOM YTIAKOBKE

YcioBust XpaHeHUsI
XPpaHHUTh B CyXOM, 3aIIUIIEHHOM OT CBETa MeCTe IpH TeMieparype He Boime 25°C.
XpaHUTb B HEJIOCTYIIHOM JUIS IETeH MeCTe.

Cpox rogaocTH
3 roja.
He npumeHsTh ocie ucTeyeH st CpoKa roAHOCTH.

YceaoBus oTHycKa U3 anTex
bes penenra.

IIpousBoauTean
Kusum Healthcare Pvt. Ltd.

Ajnpec npou3BoACTBA
SP-289(A), RIICO Industrial Area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), M us

HanmenoBanue M ajapec opraHm3anuy, NPHHAMAMONIEH NpereH3HH (NPENI0KeHHs) II0
Ka4yecTBY JIeKapCTBEHHBIX CPeJACTB Ha TeppuTopun PecnyOaukn ¥Y30exkucran

UIT OO0 «BARAKA DORI FARM»

100022, Pecnybmuka Y36ekucran, 1. TamkesT, SIkkacapaiickuii paiion, yi. Kuunk Xanka ﬁynn,
a. 91.

Ten.: +998 78 150 97 97; daxc: + 998 78 150 97 87

Cot.: + 998 93 388 87 82

E-mail: pv@kusum.uz

Web-caiiT: kusum.uz





