OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHUE JIEKAPCTBEHHOTI O ITPEITAPATA
JIA30JIBAH
cupor 15 mr/5 mn

Me:xayHapoaHOe HeATEeHTOBAHHOE Ha3BaHHe: aMOPOKCOJL.

2. KAMECTBEHHBIN M1 KOJTMYECTBEHHBIN COCTAB
2.1 Odmee onucanmne
[Ipo3pauHsblii WK TOYTH MPO3PAYHBII, OCCIIBETHBIN MIIM OYTH OECLIBETHBIM, CJIETKA BSI3KHIA CUPOIIL.

2.2 KauecTBeHHbIH U KOJMYeCTBEHHbIIl COCTAaB

Cupon 15 me/5 mn:

5 MI1 cupora cofepxkaT akmugHoe eujecmso — aMOpoKcoIa TuApoxIopua 15 mr.
[ToJTHBII CIHCOK BCITOMOTATEIbHBIX BEIIECTB CM. B IIyHKTE 6.1.

3. JEKAPCTBEHHAS ®OPMA
Cupor.

4. KIMHUYECKHUE JAHHBIE

4.1 Moka3aHusi K NPUMeHEHH 0

Mykonutudeckas Tepanus MpH JICYUEHUH OCTPBIX U XPOHUYECKHUX 3a00JIeBAaHUM JbIXaTeIbHbIX
IIyTEH, COMPOBOXKAAIOIINXCS 00Pa30BAHUEM BS3KOH TPYIHOOTAEIIEMON MOKPOTHI.

4.2 PesxuM 103UPOBAHUS H CIIOCOO MPUMEHEHUsI

Bspocnvie u oemu cmapwe 12 nem: oObluHas no3a coctasiser 10 mul cupomna Tpu pasza B JI€Hb
(uto cootBercTBYeT 90 Mr amMOpoKcosia THAPOXJIOPHIA B JIEHb) B TEUEHHUE MEPBBIX ABYX-TPEX
nHel, a panee mo 10 M cupoma ABa pas3a B JAeHb (YTO cooTBeTcTBYeT 60 Mr amOpoxcoia
TUIPOXJIOPH/IA B JICHD).

Jlnist B3pocTbIX M ieTeit crapie 12 et MOKHO YCHIINTh TepaneBTHYecKui 3 ekt yBenndeHnnem
1036l 10 20 MJ1 cupora J1Ba pasza B JieHb (4To cooTBeTcTBYeT 120 Mr amMmOpokcosia ruApoXopuaa
B JICHB).

Hemu 6-12 ner: 5 ma cupona ABa-TpU pasa B JeHb (4To cooTBeTcTBYeT 30 — 45 Mr amOpokcoina
TUIPOXJIOPH/IA B JICHD).

Jlemu 2-5 metr: 2,5 Mi cupoma TpU pasza B JCHb (YTO COOTBETCTBYeT 22,5 Mr aMOpokcoiia
THIPOXJIOPH/IA B JICHB).

Jemu 0o 2 nem: naHHBIN JEeKapCTBEHHBIN MpenapaT NPOTUBOIOKA3aH JAJIs IPUMEHEHUs y 1eTeil B
BO3pacTe J0 2-X JeT.

JmurenpHocts npumeHeHuss JIASOJIBAHA mnon nHaOnrogeHneM Bpadya HE OrpaHHUYEHA.
[Tpumenenne 6e3 KOHCYIbTAIMK Bpada Oolee 4-5 THEH HE PpEKOMEHIYETCS.

JIA3OJIBAH cupon npuMmeHsieTCsl HE3aBUCUMO OT IIPHEMa IUIIM U JI03UPYETCs NMpPU MOMOIIU
COJIEPIKAIIET0Cs B YIIAKOBKE MEPHOT'O CTaKaHUYMKA.



JIA30JIBAH cuponm MOXeT MPUMEHSTHCSA y TAIMEHTOB C CaXapHbIM AuabeToM, S5 MJI cuporia
skBuBaieHTHO (0 XE.

JIA30JIBAH cupon He COIEpKUT CIIUPTA.

4.3 IlpornBoNoOKa3aHUs

[loBpllIEHHAsT YyBCTBUTEJIBHOCTh K aMOPOKCOY WJIM JAPYTMM KOMIIOHEHTaM Ipenapara (CM.
paznen «Cocrasy).

He npumensTs y neteid B Bo3pacte 10 2-X JeT.

4.4 OcoOble yka3aHHusl H MepPbl MPEI0CTOPOKHOCTH NMPHU MPUMEHEHU !

MepsbI npeocTOPOKHOCTH

bbutn  moNy4eHbl COOOIIEHUS O Pa3BUTHH TSDKEIBIX KOXKHBIX PEAKIMHA, TaKUX Kak
MyneTU(OpMHAS dpuTema, cuHIpoM CruBeHCa-/[PKOHCOHA, TOKCHYECKUH AIUACPMATbHBIN
HEKpOJIM3, OCTPBI  TI'eHEpPAIIM30BAaHHBIN  DK3aHTEMATO3HBIH  TYCTyJe3 y  IalUeHTOB,
MPUHAMAOIINUX  aMOpokcos.  HeoOXxommMo  HEMEUIGHHO  MPEKPaTUTh  MPUMEHEHHE
JICKQpPCTBEHHOT'O CPEJICTBA, €CJIHM MPOSIBHIIMCH CUMIITOMBI MPOTPECCUPYIOINIEH KOXKHOM peakiuu
(MHOTa CBSA3aHHOM C pa3BUTHEM Iy3bIpEM U MOPAKEHUEM CIM3UCTBIX 000JOYEK pTa, TJIOTKH,
HOCA, I1a3, TCHUTAJIMN) U CPOYHO OOPATUTHCS K Bpauy.

[Tpu HapymeHUsAX (QYHKIMH MMOYEK WM TSOKENBIX HapymeHusx ¢yHkuuu nedenu JIASOJIBAH
cllelyeT IPUHUMATh TOJIbKO I1OCJIE€ KOHCYJIbTALUU C BpauyoM. B cBsI3u ¢ TeM, YTO JIEKapCTBEHHOE
CpeACTBO MeTaboJIM3UPYEeTCsl B IEUEHU U BBIBOAMTCS MOYKAMHM, B Clydae TSHKEJIOro HapyUIeHHUs
(YHKINHU TTOYEK MOXKET MPOUCXOANUTH HAKOIUICHHE METa00IUTOB aMOpOKcoia, 00pa3yIouXcs B
MICUCHH.

[TanenTam ¢ HapylmeHHEM MOTOPUKHM OPOHXOB M OOMJIBHBIM OpPOHXMAJIbHBIM CEKPETOM (Kak,
HampuMmep, IpU PelIKOM CHHIpoMe NepBUYHON nunuapHoil auckunesun) JIA3SOJIBAH cnenyer
IIPUMEHSTH C OCTOPOKHOCTBIO B CBA3U C PUCKOM HAKOIIJIEHUS] MOKPOTBHI.

45 B3aumoaeiicTBHMe ¢ [PYrHMH Je€KAPCTBEHHbIMH IMpenaparaMd M [pyrue BHAbI
B3aNMO/IeHCTBUSA

CoBMeCTHOE MNPUMEHEHHE C MPOTUBOKALUIEBBIMU I[penapaTaMd MOXKET MNPUBOAUTH K
3any21H€HI/IIO OTXOXACHUS MOKpOTI)I Ha (bOHe yMeHI)HICHI/Ifl KalnuiA, HOSTOMy MOXET
Ha3HAYaThCs TOJIBKO MOCIE TIIATEIHHON OLIEHKH COOTHOIICHUS MOJIb3a/PUCK.

4.6 ®epTHIBHOCTH, 0ePEeMEHHOCTb M JIAKTALUS

bepemennocmo

AMOpOKcoOJIa THAPOXJOPHA TPOHUKAET uepe3 IUlaneHTapHeli Oapeep. MccrnemoBanus Ha
KUBOTHBIX HE BBIIBWJIM TMPSMOTO WJIM KOCBEHHOTO HETaTUBHOTO BIMSHUS Ha TEYCHUE
OepeMEeHHOCTH, SMOpHOHAbHOE/(PeTalbHOe pa3BUTHE, POJBI WJIM TOCTHATAJIbHOE pa3BUTHE.
OOwmMpHBIA KIMHUYECKHI OMBIT TpPUMEHEHHUS Mpernapara B CpoKax Tmo3aHee 28-i Hemenu
6epeMeHHOCTI/I HC BBIIBUJI HUKAKHUX JOKA3AaTCJIIBCTB HCTATHUBHOI'O BIIMSHHUSA HA IIJIOM. Tem He
MEHee, PEKOMEHJIyeTcsi CcoONoaTh OOBIYHBIE MEpPbl IPEIOCTOPOKHOCTH, Kacaroluecs
MPUMEHEHUs JII000ro JIEKapCTBEHHOTO CcpeicTBa BO Bpemsi OepemeHHocTH. [IpumeHeHue
JIA30OJIBAHA He pekoMeHyeTcsi, 0cOOEHHO BO BpeMsI IIEPBOTO TPUMECTpa OEPEeMEHHOCTH.



Ilepuoo epyonoeo eckapmausanus

AMOpOKcoJI, Kak OBUIO TOKa3aHO B HCCICIOBAHUSX HA J>KUBOTHBIX, JKCKPETHPYETCS U3
opranu3mMa C TpyJHbIM MOJIOKOM. l[IpuMeHeHue B mepHoJ TPyIHOTO BCKApMIIMBAHUSA HE
PEKOMEHTyeTCH.

DepmunvHocms

HccnenoBanus Ha )KUBOTHBIX HE BBISIBUJIH MPSMOTO MM KOCBEHHOT'O HETaTUBHOTO BIIMSIHUS Ha
(hepTHIILHOCTBD.

4.7 BausiHue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CpeICTBAMH M PpadoTaTh €
MeXaHUu3MaMu

HeusBecTHo 0 ciywasx BiMSHHUS IIpernapaTa Ha CIIOCOOHOCTb YIPABISTh TPAHCIOPTHBIMU
CpCACTBAMU U MCXaHU3MaMMU. COOTBGTCTBYIOH_II/IX I/ICCJIeI[OBaHI/Iﬁ HC NPOBOAUIIOCE.

4.8 HexkesaTeIbHbIE PeaKIUH

Kpurepun OIEHKHM YacTOTHI Pa3BUTHUS HEXKEIATCIBHBIX PEAKIUH JIGKAPCTBEHHOTO CPEACTBA
KJIacCU(UIIMPOBAHBl  COTJIACHO  MEXIYHAPOJHOMY  CJIOBapl0  HEXKEJATeIbHBIX  PEaKIIUH,
pa3IeNIeHHBIX 10 CUCTeMHO-opranHbIM Kiaccam (MedDRA system): odens gacto (> 1/10); gacto
(>1/100, < 1/10); mewacro (> 1/1000, < 1/100); peaxo (> 1/10000, < 1/1000); oueHb peako
(< 1/10000); uwacrora Heu3BecTHa (HEBO3MOXHO OIPEIACIUTh HAa OCHOBAaHUU HMECHOIUXCSI
JTAaHHBIX ).

Hapywenus co cmoponsl ummyHnnot cucmembl

Peoko: peakuiuy rUnepIyBCTBUTEIHLHOCTH

Yacmoma Heussecmua: aHa(DUIAKTHYECKUE PEAKIIMU, B TOM YHCIE aHA(DUIAKTHYECKUH MIOK,
AHTHMOHEBPOTUYECKUI OTEK, 3Y/I.

Hapywenus co cmopomnwi nepsHotl cucmemoi
Yacmo: nucreB3ust (M3MEHEHUE BKYCOBBIX OIIYIIICHHI).

Hapywenus co cmoponel OvixamenvHou cucmemvl, opeanos 2pyoHOU KIemKu U CpeooCmeHuUs:
Yacmo: runecte3us TIIOTKU
Yacmoma neuzsecmna: OJpIIKA (KaK CUMIITOM aJNIEPTUYECKOMN peaKiui).

Kenyoouno-kuweunvie napywenus

Yacmo: TOIHOTA, CHUKEHUE YyBCTBUTEIILHOCTH CIM3UCTOM MOJIOCTH pTa
Heuacmo: pBota, nuapes, aucrerncus, 00yb B )KUBOTE, CYXOCTh BO PTY
Peoxo: cyxocTb B ropie

Ouenwb pedxo: TUNEepCcaIUBalys.

Hapywenus co cmopoHul Kodicu U NOOKONICHOU KNemyYamKu

Peoxo: cpinb, KpalMBHULIA;

Yacmoma HeuzgecmHna: TsKeNble KOXHBIE peaKIMU (BKIOYas MYJIbTHU()OPMHYIO 3pUTEMY,
cuapoM  CruBeHca-/[)KOHCOHA,  TOKCHYECKMM  SMHUJIECPMAIbHBIA  HEKPOJIM3,  OCTPBII
TeHepaJIN30BAHHBIN HK3aHTEMATO3HBIH ITyCTYIIE3).

Obwue napyuienus u peakyus 8 mecme 66e0eHuUs
Heuacmo: nuxopanka, peakiiui co CTOPOHBI CIU3UCTON 00OJIOUKH.



CoobuieHue 0 n0003pesaemMblx HeAHCeNamenbHblX PeaKyusix

BaxHo coo0marb O TMOMO3pEeBAaCMBIX HEXKENATeNbHBIX PEaKIUsIX I0CIe PEerucTpanuu
JIEKapCTBEHHOI'O Iperapara ¢ Lelblo 00ecreueHusl HeNpepbIBHOIO MOHUTOPUHTA COOTHOILICHHUS
«I10JIb3a — PHUCK» JIEKapCTBEHHOTro npenaparta. CoTpyIHHKaM 3/paBOOXPAHEHUS] PEKOMEHIYETCS
coo0maTe 0 JII0OBIX MOJ03PEBAEMbIX HEXKENATENbHBIX pPEeaKIUsIX JIEKapCTBEHHOrO Ipernaparta,
BKJIIOYast COOOIIEHUSI 0 Hed(P(PEKTUBHOCTH JIEKAPCTBEHHOTO Iperapara, 4yepe3 HalluOHaJIbHbIE
CUCTEMBbI COOOIICHMSI O HEXKeNaTeNIbHbIX pEeaKIHUsIX TOoCydapcTB - wWieHOB EBpasuiickoro
SKOHOMMYECKOTO COI03a.

Poccuiickas ®@edepayusi.

aapec: 109074, r. Mocksa, CnaBsHcKas 1iomap, 1. 4, crp. 1.

Oenepanbhas Ciyx0a 1o Haa30py B chepe 3apaBoOXpaHEHHUS.

Ten.: +7 (495) 698-45-38, +7 (499) 578-02-30.

aJipec AIIEKTPOHHOU moYTHl: pharm@roszdravnadzor.ru

UHTEpHeT-caiiT: http://www.roszdravnadzor.ru/services/npr_ais

Pecnyonuxa Benapyco.

aapec: 220037, r. Munck, niep. ToBapuiieckuid, 2a.

PVII "LlenTp sKCcniepTr3 U UCIIBITAHUH B 3[paBOOXpaHEHUN" .

ten./dakc: +375 17 242 00 29.

azipec 31eKTpoHHOM moutsl: repl@rceth.by

3aI0JIHUTh U3BEILCHUE O HEXKENIATSIbHOM peakiuu Ha cainTe: WWw.rceth.by

Pecnybonuxa Kazaxcman.

anpec: r. Hyp-Cynran, yi. A. UmanoBa, 1 13 (4 stax).

PI'TI na IIXB «HanuoHalbHBIN HEHTP 3KCIEPTU3BI JEKAPCTBEHHBIX CPEJCTB U MEAUIIMHCKUX
m3nenuiny  Komurera wMeauumHCKOro #  (papManeBTHYECKOTO KOHTPOJIsT MMHHCTEpPCTBA
3npaBooxpanenus Pecnyonuku Kazaxcran.

ten.: 8 (7172)78-98-28.

azpec >1neKTpoHHOH noutsl: pdlc@dari.kz

UHTEpHeT-caiT: www.ndda.kz

Kuipevizckas Pecnyonuka.

JlemapTaMeHT J€KapCTBEHHOTO OOECHeYeHUs U METUIIMHCKON TEeXHHKHU Mpu MHHHCTEpCTBE
3npaBooxpanenus Keipreizckoii PecryOmuku.

ten./ropstaas muaus: 0800 800-26-26.

anpec >nekTpoHHo# noutsl: dlomt@pharm.kg

HHTEepHET-caiT: WWw.pharm.kg

Pecnybnuxa Apmenus.

anpec: . Epesan 0051, nip. Komuraca 49/4.

«HAYYHBIM LIEHTP SKCITEPTU3LI JIEKAPCTB U MEJIMITMHCKUX TEXHOJIOT i1
M. AKAJJIEMUKA 5. TABPUEJISIHA» AO3T.

OTnien MOHUTOpPUHTA 6€3011aCHOCTH JIEKAPCTB.

HMHTEpHET-caiiT: Www.pharm.am

Tei./ropsiuast munus: (+374 10) 20-05-05, (+374 96) 22-05-05.

ajipec AIIEKTPOHHOU moYThI: Vigilance@pharm.am

4.9 Tlepeno3upoBka

CuMIITOMOB MepeAo3UpPOBKU Yy deloBeKa He omucaHo. [Ipu cmydallHbIX mepeno3upoBKax /MU
CllyyasixX MEIUIUHCKUX OIIMOOK CO00IIanoch, 4YTO HaOII0/aeMble CUMOTOMBI COOTBETCTBYIOT
U3BECTHBIM HexenatenbHbIM peakiusM JIASOJIBAHA npu nprMeHeHuu B peKOMEHOBAHHBIX
7103aX U JJIs MX Ky[HPOBAaHUS MOXKET MOTPeOOBATHCS MPOBEACHNE CUMIITOMATHUECKOW TEpaniH.
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5. PAPMAKOJIOTHYECKHWE CBOMCTBA

5.1. @apmakoaAnHAMHUYECKHE CBOIICTBA

dapmakoTepaneBTHYeCKasi TPyIna

CpencTBa, npuMeHsIeMbIe IPH Kalllle ¥ MPOCTYAHbBIX 3a00eBanusaX. OTXapKUBAIOIIUE CPEJICTBA,

HCKJIF0Yasi KOMOMHAIIMHN C TPOTHBOKAIILUIEBBIMU CPEACTBAMU. MYKOJIUTHYECCKHE CPECTBA.
Kox ATX: RO5CBO06.

Dapmakoounamuxa

B nOoKIMHMYECKHX HCCIEeTOBAHUAX OBLIO MOKAa3aHO, YTO aMOPOKCOJa THAPOXJIOPUA, aKTHBHOE
BemlecTBO Jla3onBaHa, TMOBBIMIAET CEKPELHUI0O B JABIXATENbHBIX IYTSIX, YCUIMBAET CHUHTE3
JETOYHOTO CypdakTaHTa W CTUMYIHPYET MHIUAPHYI0 aKTUBHOCTh. OH TakKe IMOBBIIIACT
CEKpELMI0 IMOBEPXHOCTHO-AKTHUBHBIX BEIIECTB B pe3yjbTare MpPsSMOro BO3ACUCTBUA Ha
nHeBMOIUTHI Il THIa, pacmonoeHHbIe B allbBeoIax W KieTkax Kiapa B OpoHXHONAX, a TaKxKe
CTUMYJIMPYET AaKTUBHOCTb MepuareiabHoro smurenus. OnucanHble 3()(EeKTsl BBI3BIBAIOT
CHIDKCHHE BSI3KOCTH MOKPOTHI M YIIYYIIEHHE TPAHCIIOPTa MOKPOTHI (MYKOIMJIMAPHOTO
KIMpeHca). YIydlleHHe MYKOIMJIMAPHOTO KIMPEHCa MPOJAEMOHCTPUPOBAHO B KIMHUYECKUX
(hapMaKOJIIOTUIECKUX HCCIICOBAHUSAX. YBEINYCHNE CEKPEIIH CEPO3HOTO0 KOMIIOHEHTa MOKPOTHI
U yCUJIEHHE MYKOLMJIMAPHOTO KJIMPEHCA CHOCOOCTBYIOT OTXOXKIIEHUIO MOKPOTHI M OO0JIEr4aroT
Kamenb. KpoMe TOro, y TalWeHTOB C XPOHWYECKUM OpOHXHTOM W/WUIM XPOHHUYECKOUH
o0cTpykTHBHOM 60se3HbIo erkux (XOBJI) ymenbiaeTcs Koam4ecTBO 000CTpeHHi 00e3HU.

V¥ nanuentroB ¢ XOBJI, npunumaBmux JIA3OJIBAH karcynbl MpoJIOHTMPOBAHHOIO JIEHCTBHS
75 Mr B TedeHue 6 MecsleB, K KOHIy 2-T0 Mecslla JICYECHHUS 3apeTUCTPUPOBAHO JTOCTOBEPHOE
CHIDKEHHE 00O0CTpEeHMH IO cpaBHEHMIO C Iutanebo. Y maumentoB B rpynne JIABOJIBAHA
Ha0I10/1a710Ch JOCTOBEPHOE YMEHbBIIIEHUE KOJIWYECTBA JHEW OONIe3HW U CHMXKEHUE KOIUYEeCTBa
THEW mpueMa aHTHOaKTepHalbHBIX npenaparoB. Takke, B rpynne JIASOJIBAHA no cpaBHeHHIO
¢ miane0o HaOMI0anoch CTaTUCTUYECKH 3HAUUMOE YIy4llIeHHE OLEHHBABIIUXCS CHMITOMOB,
TaKMX KaK 3aTpPyJHEHHE OTXOXKJIEHUS MOKpPOTHI, Kalllelb, OJABIIIKA M ayCKYJbTaTHBHbIE
CHUMIITOMBI.

MectHblii  obe30onuBaromnii  3¢pdext amOpokcona  Tuapoxjopuaa  HaOmonaics B
WCCIIEIOBAHMSIX, TIPOBEICHHBIX HA MOEIH Ti1a3a KPOJIHMKA M, BEPOSTHO, CBS3aH C OJIOKMPOBAHUEM
npernapaToM HaTpHEBBIX KaHanmoB. TecTel iN VItro mokasamu, 4ro mpenapatr o0paTumMo H
710303aBUCUMO OJIOKHPYET HEWPOHHBIE HATPUEBbIC KaHAIBI.

In vitro GsLI0 ycTaHOBIIEHO, YTO aMOPOKCOJIa THAPOXJIOPHL 00J1a1aeT IPOTHBOBOCIATUTEIBHBIM
nerictBueM. B Tectax in VItro OH 3HAYMTEIBHO CHUXKAT BBICBOOOXKICHUE IUTOKHHOB W3
LUPKYJIUPYIOLUIUX U TKAHEBBIX MOHOHYKJIEAPHBIX U MOJTUMOPPHOSIEPHBIX KIETOK.

Knunudeckue wuccienoBaHus, MPOBEACHHBIE Y MAIMEHTOB C OONBIO B TOpJe, MOKa3ald, YTO
aMOpOKCoJIa THUIPOXJIOPU] B BUJE TaOJIETOK /I paccachiBaHus 20 MT 3HAYUTEITHHO YMEHBIIIAET
00JIb ¥ IOKPAaCHEHHE B TIIOTKE.

OTH (apMaKoJIIOTHYECKHE CBOMCTBA MOITBEPKAAIOT JIOMOJIHUTENFHOE HAOII0AeHNE, TTOTYYEHHOE
B KJIMHUYECKHX HCCIEIOBAHUAX 3(PPEKTUBHOCTHU, UYTO HMHTAIALMS aMOpOKcoyia oOecreunBaeT
ObIcTpoe obsierueHue O0H MPH JEUYSHUH HapyIIeHUH BEPXHUX JbIXaTebHBIX MTyTEH.

OnHOBpeMEHHOE MIPUMEHEHNE amMOpoKcona TUAPOXJIOpHUAA c AHTHOMOTUKAMU
(aMOKCHUTIMIUTHHOM,  IIE(PYPOKCUMOM, OSPUTPOMHIIMHOM ¥  JOKCHUIIMKIMHOM)  TIOBBIIIAET



KOHIICHTPALIMI0 aHTHOMOTHUKOB B JICTOYHOH TKaHW. HeT NaHHBIX O KIMHUYECKOW 3HAYMMOCTH
aToro 3¢ dexTa.

5.2 ®apMaKkoKHHeTHYECKHE CBOHCTBA

DapmakoKkunemuka

Bcacwvieanue

AbGcopbuust opanbHBIX (OPM HEMEAJIECHHOTO BBICBOOOXKIIEHUS BBICOKAs U IOJHAs, BpEMs
JOCTHKEHHSI MAKCUMAIIbHOM KOHIICGHTpAIMK B T1a3Me kpoBu — 1-2,5 waca mocne nepopalibHOTO
npuema u 6,5 yacoB — A HOpM MEUIEHHOTO BBICBOOOXKICHHUS.

MakcumanbHasi 6Mo10cTYITHOCTh TadsieTok 30 Mr mpudmkaercs k 79 %.

Pacnpeoenenue

Pacnipenencnune amOpokcosia THAPOXJIOPUAA M3 KPOBH B TKAaHH HPOMCXOIUT OBICTPO U
BBIPQKEHHO, TIPU 3TOM camasi BbICOKash KOHIICHTPAIUs aKTHBHOTO BEIIECTBA OOHAPY)KUBACTCS B
nerkux. OOBeM pachpeleneHus Iocie IMepopatbHOro mpueMa coctaBiser 552 1. CBs3b ¢
O6enkamu 1uia3mbl KpoBu — 90 %, mpoHukaer uepe3 remMartosHuedamnueckuii Oapbep,
TUTACHTApHBINA Oaphep, BBICTSETCS ¢ TPYAHBIM MOJIOKOM.

Memabonusm u evigedenue

[Mpubnuzurensuo 30 % mnepopanbHON J03BI AIUMUHUPYETCS 3a CYET TMPECUCTEMHOIO
MeTabomu3Ma. AMOPOKCOJ M3HAYAIBHO METaOOMU3N3UPYETCsS B TMEYEHHU 32 CUET KOHBIOTAIWH,
oOpa3yeT AMOpPOMaHTpaHWIOBYIO Kuciaory (mpubnusutensHo 10 % m03bI), TIIOKYPOHOBBIE
KOHBIOTAaThl M HECKOJIbKO BTOPOCTEIIEHHBIX MEeTa0ONUTOB. VcciemoBaHus MUKPOCOM IEUEHH
yenoBeka mokazanu, uyto CYP3A4 mpencraBiaser coOoi NpEeIOMHHAHTHYIO U30(GOpMY,
OTBEYAIOLIYIO 3a METa00JIU3M aMOpOKCoJIa.

[Ipu TpexaHEBHOM OpaJbHOM IpuemMe aMmMOpokcosia HMpuOIU3UTEeNbHO 6 % H03bI HAXOIUTCS B
cBOOOJHOM BHJE U 26 % 103bl MEPEXOJUT B KOHBIOTUPOBAHHYIO ()OPMY U BBIBOJUTCS C MOYOM.
Ilepuon mnonysbiBeneHus: coctapisier 10 yacoB. OOwmMil KIMpEHC HAXOAUTCS B JUAra3oHe
660 Mur/MHH., TIOYEUHBII KIHpEeHC obecnieuynBaeT nmpuMepHo 8 % obmiero kimpenca. Ilokaszano,
4TO yepe3 5 JHeH BBIBOAMTCA C MOuYoi OkojJo 83 % OT oOUenpuHATON 03B aMOpoKcosa
rupoxyaopuaa (paguoakTUBHO MEUYEHON).

DapmaxkokuHemura 6 0CoObIX 2pynnax nayueHmos

B cBs3u ¢ TeM, 4TO JEKapCTBEHHOE CPEJICTBO METAa0OIM3UPYETCS B TMEYEHH U BBIBOJAUTCSA
IMOYKaMH, B CJIy4dac TAKCJIOro HapyUICHUA (1)YHKIII/II/I IMOYCK MOXKCET MPOUCXOJUTH HAKOILJICHUEC
MeTaboIUTOB aMOpOKcoia, 00pa3yroMXcs B MeUeHU. Y MAalMeHTOB ¢ HApYIICHUAMU (QYHKIIMH
IICYCHU BBLIBCIACHHUC aM6p0Kcona THAPOXJIOpHUIa CHUKACTCA, UTO NPUBOAWUT K ITOBBIMICHUIO €TI0
ypOBHS B Mmia3Me KpoBu B 1,3-2 paza. B CBA3M C IIMPOKUM TEPANEeBTUYECKUM JCHCTBHEM
aMOpPOKCOJIa KOPPEKITUs 103kl HE TPEOyeTCs.

HccnenoBanust mokaszainy, 9To GpapMaKOKHHETHKA aMOpPOKCOJIa He 3aBHCUT OT BO3pacTa M Toja u
TEM CaMbIM He TpeOyeT H3MEHEHUS T03bI.

[Tprem UM He OKa3bIBaeT BIMSHUS Ha OMOJOCTYITHOCTh aMOPOKCOJIa THIPOXIJIOPHU/IA.

5.3. /lanHbIe NOKJIMHUYECKON 0€30I1aCHOCTH

AMOpOKCOIIa THAPOXIIOPU]] UMEET OUY€Hb HU3KHI TT0Ka3aTelh OCTPON TOKCHYHOCTH.

B ucnbiTaHusix ¢ BBE€JAEHHEM BHYTPb MHOTOKPATHBIX 103 150 mr/Kr/mens (Mbluu — 4 Heaenn),
50 mr/kr/nens (kpwickl — 52 u 78 Henens), 40 Mr/kr/aenp (kponuku — 26 Hepens) u 10 Mr/kr/neHp
(cobaku — 52 HeleN) COOTBETCTBOBAIM MaKCHMAJIBHBIM J103aM, HE TMPHBOISAIINM K Pa3BHTHIO



HaOmogaeMbeIx HexenaTenbHbIX peakiuii (NOAELs). Tokcukosiorudyeckue ucciaeoBaHUs HE
BBISIBUJIM TTOPA)KEHUSI OPraHOB-MUIIICHEH.

HccnenoBanusi TOKCHYHOCTH, MPOBOJUBIINECS B TEUCHHE YETHIPEX Hellelb IPU BHYTPUBEHHOM
BBeJICHUN aMmOpokcosia ruapoxiopuaa kpeicam 4, 16 m 64 mr/kr/mens u cobakam 45, 90 u
120 mr/kr/nens (uHbY3uU 3 4/1€HB), HE MTOKA3aJIH TSHKEJIOH MECTHOM M CUCTEMHON TOKCUYHOCTH,
BKJIIOYasi THCTOIMATONIOTHIO. Bee HexkenaTenbHble peakiuy ObUTH 00paTUMBIMH.

AMOpOKcosIa THAPOXJIOPHU IIPU TECTUPOBAHUM B NepopaibHbIX fo3ax A0 3000 mr/kr/meHs Ha
Kppicax ¥ A0 200 MI/Kr/meHb Ha KpOJHMKaX HE MPOSBISLI HU SMOPHOTOKUCHYECKUX, HH
TEpPATOreHHbIX CBONCTB. PEPTUILHOCTD CAMIIOB U CaMOK KpPBIC HE M3MEHSJIACh MPU BBEICHHUU
npenapara B no3ax n0 1500 mr/kr/nens. Ilokazatens NOAEL B mepuon mepuHaTalbHOTO H
MMOCTHATAIBHOTO pa3BUTHA cocTaBisin S0 wmr/kr/aens. B mo3e 500 wmr/kr/aeHr amOpokcosa
THJIPOXJIOPH]T TIPOSBIISUT HEOONBIIYI0 TOKCHYHOCTh JUII CAMOK M HOBOPOJXKICHHOTO MOTOMCTBA,
YTO MPOSABISJIOCH B 3aJIepKKE MPUPOCTa MAacChl Tela M YMEHBIICHHWU pa3Mepa IoMeTa.
['eHOTOKCHYECKUE HCCIICIOBaHUSI B OMbITax IN VItro (tect DiiMca W aHaIM3 XPOMOCOMHBIX
abepparuii) u IN VIVO (MHKpOHYKJICAPHBI TECT HA MbIIIAX) HE MOKa3ald MyTareHHOTrO
MOTEHIMala aMOPOKCOJIa THAPOXIOPH/IA.

AMOpoKcona THAPOXJIOPHA HE IIOKa3aJl OHKOTEHHOTO TIOTEHIMala B  HCCICIOBAHUAX
KaHueporeHHoctr Ha Mprmax (50, 200 u 800 mr/kr/nens) u kpbicax (65, 250 u 1000 Mr/kr/neHs),
MpY BBEJICHUM MpernapaTa B cMecu ¢ KopMoM B TedueHue 105 u 116 Henennb, COOTBETCTBEHHO.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. [lepeyeHb BCIOMOTaTeIbHBIX BEIIECTB

Cupon 15 me/5 mn: 5 M cuporna coaepkar

gcnomocamenvhvle Geujecmea — O€H30WHAs KHUCIOTA, THUAPOKCHUATHILEIUIIOI03a, CYKpanosa,
apomatuzatop «Jlecuwie sroap» PHL-1321195, apomatuzatop «Banwns» PHL-114481, Bona
OUHIIICHHAS.

6.2. HecoBMecTHMOCTH
He mpumenumo.

6.3 Cpok roqHocTu
3 rona.
He ncrosp30Bath M0 HCTEUEHUH CPOKA TOJTHOCTH, YKa3aHHOTO Ha yITAKOBKE.

6.4 Oco0ble MepbI NPEIOCTOPOKHOCTH NMPH XPAHEHUH
Xpauuth npu Temreparype He Boie 30 °C, He 3aMOpakUBaTh.
XpaHUTh B HEAOCTYITHOM JUIsl IETel MecTe.

6.5 XapakTep U coiep:kaHHe IEPBUYHON YIAKOBKH

Cupon 15 mr/5 mi Bo prakone Temuoro crekia mo 100 mit, 3aKpbIThIM H3HYTPH MOTUITHIEHOBOM
TUTIGHKOM W TUIaCTUKOBOW KPBIIIKOH C KOHTPOJEM TEPBOTO BCKPBITHS, MOMEIIEH B KapTOHHYIO
MaYKy C MEPHBIM CTAaKaHYUKOM U MHCTPYKLIUEH 10 NPUMEHEHHUIO.

6.6 Oco0ble Mepbl MNPEIOCTOPOKHOCTH MNPH  YHHYTOKEHHH  HCIOJH30BAHHOIO
JIEKAPCTBEHHOT0 MpemapaTa WJIM  OTXOA0B, MOJYYEHHBIX TOCJe NPUMEHEHUs
JIEKAPCTBEHHOT0 NPenapara uiu padoTbl ¢ HUM

Het oco6bIx TpeboBaHuUi.



6.7 YcaoBus OTIYCKA U3 aNITEK
bes penenra.

7. IEPZKATEJIb PETUCTPAIIMOHHOTI'O YAOCTOBEPEHUSA
A. Harrepmann su1 Cue. 'M0X, ['epmanus,

bpronunrmrpacce 50, 65929 Opankdypr-Ha-Maiine, ['epmanus

IIpousBoaure/n
Onemnna Xenckea Uranus.C.P.JI, Buane Espomna 11, 21040 Opunxuo, Utanus

7.1 Tlperen3uu mnorpeduTeseil M HHOPOPMANMI0O 0 HeXKeIATEJbHBIX SIBJICHHSAX CJIeayeT
HaNpaBJIsSITh MO ajpecy:
Pecnybnuxa benapycy.:

[TpencraButenbctBo AO “Huxeropoackuilt xumuko-gpapmanerudyeckuit 3ason” (PD) B
Pecny0mnuke benapych
Anpec: yn. SIlky6a Konaca, 1.73/3, 4 stax, nomemienue 6, 220113, Munck, Pecniybnuka

bemapyce
E-mail: PVEurasia@stada.kz , EurasiaQA@stada.com
Temn./bakc: + 375 (17) 358 06 61

Pecnybnuxa Kazaxcman:

TOO "STADA Kazakhstan"

Anpec: 050011, Pecniy6nuka Kazaxcran, r. Anmatsl, npocrnekt CyitinOai, a1. 258B
E-mail: PVEurasia@stada.kz , EurasiaQA@stada.com

Tem.: (727) 2222-100, daxkc: (727) 398-64-95

Pecnybauxa Apmenus.

000 “IITAIA Apmenus”

Anpec: O 0009, Peciy6ika Apmenus, yi. Tepbsina 105/1, BI Hutanens, 7 atax, oduc
Ne707

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

Ten.: +374 10 514 885

Kuipevizckas Pecnybauka:
OcOO “IlITaga Ksipreizcran™

Anpec: 720005, Keipreckas Pecmybnmuka, r.bumkek, yn.MremOepmaumea la,  BIJ
“ABpopa”, opuc 604

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

Ten. +996 755 111448

Pecnyonuxa I'pyszus:

000 “IUITAHA I'py3us

Anpec: 0193, Pecniyonuka I'py3us, r. Tomnucu yn. Mepaba Anexcuaze Nel2. 5 stax
E-mail: PVEurasia@stada.kz , EurasiaQA@stada.com

Tem.: (+995) 571 422 299



mailto:PVEurasia@stada.kz
mailto:EurasiaQA@stada.com
mailto:PVEurasia@stada.kz
mailto:EurasiaQA@stada.com
mailto:PVEurasia@stada.kz
mailto:EurasiaQA@stada.com
mailto:PVEurasia@stada.kz
mailto:EurasiaQA@stada.com
mailto:PVEurasia@stada.kz
mailto:EurasiaQA@stada.com

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA
20899

9. IATA NEPBUYHOMN PETMCTPAIIMM (IIOATBEPKJIEHUSI PETUCTPAIIUU,
INEPEPEI'MCTPALINN)

Jlata nepBuunoi peructparuu: 02 dpespans 2012

Jlata mocneHero MmoATBEePKACHUS perucTpanuu (nepeperucrpanun): 23 centsops 2022

10. JATA IEPECMOTPA TEKCTA

08/2023

OOmast xapakTepuCTHKa JICKapCTBEHHOIO TIpernapaTra AOCTyNHAa Ha oO(UIMaIbHOM caifte
http://www.pharm.am
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