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HHCTPYKIIUA
10 MEAMIIHHCKOMY NPHMEHEHHIO Mpenapara
(uHdopMaLUs AT CIELHATNUCTOB)

COTITACOBAHO
MITRMCTEPCTRBOM 3IPABOOXPAHEHUA
) PECTIVBI MKW BEJAPYCbH
Tipuras MugucTepeTBa 3ApaBooxpal (15
1. HABBAHUE JIJEKAPCTBEHHOI'O CPEJACTBA PecriyGauis B<‘Jlg>’%
aT « /g 2 » gZé’. ﬁgQ/ 2. Ne 4{85

Xanukcoa® radaerku 30 Mr

MesxnyHapoiHoe HenaTenToBanHoe Hazganue (MHH): am6pokcon (ambroxol)

2. COCTABJEKAPCTBEHHOI'O CPEACTBA
Kaxgas tabnerka conepxut 30 Mr aMOpokcosia THIPOXJIOPHIA.
[TosHbI# MepeYeHs BCIIOMOTaTeIbHBIX BELIECTB IpUBECH B paszene 6.1.
3. ®OPMA BBIITYCKA:
Tabnerku a1 npueMa BHYTpPb.

Onucanue: Genple MM MOYTH Gesble, KPyTrible IUIOCKHE TabneTku ¢ (ackoi, ¢ rpaBUpOBKOH
cTHIM30BaHHOM GykBbl E u uudpsr 231 Ha 0fHOM CTOpOHE W PHCKOi - Ha JpPYro# cTopoHe, 6e3
WM o4t Oe3 3amaxa.

C moMOIIBIO PUCKH TAOJNIETKH MOXHO Pa3ICINTh Ha JBE OJMHAKOBbIC MTOJIOBHHBIL.

4. KJIMHUYECKHE JAHHBIE

4.1. Noka3anus K NPMMEHEHHUIO

CexpeTonuTHyecKas Tepanus IPH OCTPHIX M XPOHMYECKHMX 3aboeBaHMAX OPOHXOB M JETKHX,
COTPOBOX/IAIONIMXCS HAPYIIEHHEM 0Opa30BaHKs U BBIBEJECHHS CEKPETa (MOKDOTEI).

[Ipenapat npeaHasHaueH [is B3pOCIbIX, HOAPOCTKOB U JIETEH OT 6 JIeT U cTaple.

4.2. Cnioco® npruMeHeHHst U 103b1

PexxuM no3upoBaHus

Bspocavie u noopocmku cmapwe 12 nem:

PexoMeH/yemasi CyTOUHAs 1032 B MEPBBIE JBa-TPH JH: JICYCHUS - 110 O/HOH Tabierke 3 pasa B
IeHb (4T0 cooTBETCTBYET 3 X 30 Mr aMGpoKcoia rHAPOXIOPHAA B IEHE), @ B IIOCIETYIOIIME HA —
110 oxHoil TabneTke 2 pasa B N€Hb (4TO coOTBEeTCTBYET 2 X 30 Mr amGpoxcona rMApOXJI0opHa B
neHp). B3pocneM M moapocTkaMm crapuie 12 neT TepanmeBTHYECKHH >GGEKT MOXHO YCHIHTB,
MpuHEMas 1o 2 TabJeTKy Ba pa3a B IeHb (T0 COOTBETCTBYeT 120 Mr aMbpokcona ruipoxniopuia
B JICHB).

HMemu:
Hemu e eospacme 6-12 nem: 1o %> TabneTku 2 — 3 pasa B J€Hb.

Hemsam mnaowe 6 nem: HE PEKOMEHAYETCs Mpemnapar Xanukcon® Tabnerku. Jletsm g0 6 jer
peKOMEH/IyeTCs Mpenapar Xamukcol® CHpOIL.

Tpu HapyumleHun GYHKLMH NOYEK WM TIPU THKEIOM 3a00eBaHHM TEUEHH aMOpOKCOJI CleflyeT
TIPUMEHATH C 0000 OCTOPOXKHOCTBIO (CM. paszen 4.4 «Mepel NPEXOCTOPOKHOCTH).

Cnoco0 npHuMeHeHHUs
Tabnerku nj1s npueMa BHYTPb.

Halixol tbl SmPC BY 201805
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Tab1eTKH MOXHO NPMHMMATh HE3ABUCKMO OT IPHEMa ITHILHM U 3aNMBaTh GOJBIIUM KOJIHYECTBOM
KUIKOCTH. OOHIBHBIM MPHEM JXUAKOCTH CIOCOOCTBYET PadKIXKECHHIO MOKDOTHI MpH JICHCHHH
aMOpOKCOJIOM.

JITUTEIBHOCTS JIEYeHHs OMNpenenseTcss HHAMBHAYaNTbHO, C YYETOM IIOKa3aHMH M THKECTH
3a6oneBanus. He ciefyer NpHHUMaTh aMOpOKCO/Ia THAPOXJIOpH] Gollee 4eM B TeUEHHE 4-5 JHEH
0e3 pekoMeHJalluH Bpava.

4.3. IlporuBonoKa3aHus

e TlOBHIIEHHAs YYBCTBUTENBHOCTD K JEHCTBYIOLIEMY BEIECTBY (aMOpOKCoIy), OpOMIeKCHHY
WK 11060My JIpyroMy BCIIOMOTaTeNIbHOMY BEILECTBY Mperapara, IPUBEACHHOMY B pasjiene
6.1.

e Penkasg HacleACTBEHHAs HENEPEHOCHMOCTh HEKOTOPBIX BCIIOMOTATENBHBIX BEILECTB
npenapata Xanukcon® TaGneTky.

e Jletu B BO3pacTe /10 6 JieT.

4.4. Mepbl npeaocTOPOKHOCTH

Bo BpeMs NpHMeHeHHMs mpemapata Xainukcon®

THNCPYYBCTBUTCIBHOCTH.

CIEMyeT Y4YeCTh BO3MOXHOCTh pEaKLUH

W3-3a OmacHOCTH 3acTOsi OPOHXMAJBHOTO CEKpeTa JICYEHHE MMpernapaToM Xamakcon® Tpebyer
0c060# OCTOPOXKHOCTH Y GONBHBIX C HAPYILIEHHEM MOTOPHOH (yHKIMHM GPOHXOB HIIH OOMIBHBIM
BBIJIC/ICHHEM MOKPOTHI (HAaIlpEMEp, TIPH 3J0Ka4eCTBEHHOM IIMIMAPHOM CHHIPOME).

[Ipy WCIONB30BaHMM MPENApaToB, COLEPXKALIMX aMOPOKCONa THOPOXJIOpHA, HAOMIOATHCh
Cephe3Hble PEaKMH CO CTOPOHBI KOXH, Take Kak cuHapom Cruenca-JDkoHcoHa (CCh,
TOKCHYECKMil SMUAcpManbHEIA Hekpomus — TOH  (cumnpom  Jladenna) u OCTphIH
reHepaIM30BaHHbI JK3aHTEMAaTO3HBIH MycTyne3. IIpy MOABICHHH NPOIPECCHPYIOLICH KOXHOMU
CHIIA (MHOTHA COTPOBOXIAIONMIEHCS MOABICHHEM BOJABIPEH M MOBPEXICHHH CIHM3UCTBIX
00051049€K) ClIeyeT OTMEHHTh aMOpOKCOJ1a THIPOXIOPHA.

Mpu napywenuu @ynkyuu novex u msadxcenvix 3abonesanusx nevenu TpeNapar Xamuxcon®

CJIeAyeT Ha3HA4YaTh ¢ OCTOPOKHOCTBIO.

Tak e Kak ¥ B ciydae JPYTMX NpPENaparoB, NOABEPralolUXCs MEYEHOUHOMY MCTabOoNIu3My C
NOCIEyIONMM BHIBEIEHHEM 4Uepe3 MOUKH, IPH MANCEIOM HAPYWeHUU noueuHol @ynkyuu
BO3MOYHO HAKOIUIEHHE MeTabonuToB amGpokcona. IIpu HapymieHMM (YHKUMH TOYEK WM
TSDKEJIBIX ~ 3a00/IeBaHMsIX TeuyeHH amOpoKkcona THAPOXIOPHA — ClefyeT NPUMEHSTH C
MCKJIIOUHTEIbHON OCTOPOXKHOCTBIO.

V naimuenToR ¢ s3BeHHBIMHM 3aboneBanmsiMd JKKT HeoOXOIUMMO OLEHHTh PUCK U IOJb3Y,
CBAI3aHHYIO C IPUMEHEHHEM Ipelapara.

Taéaerkn Xaankcoa® coxepskar jakro3y. ITOT MpenapaT He CleAyeT Ha3Ha4yaTh NalMeHTaM C
peKoif HAaCIEACTBEHHOM HEMEPEHOCHMOCTBIO IalaKTO3H], HACTEACTBEHHBIM ASQULIMTOM JIaKTa3bl
CaaMM WM CHHIPOMOM MajibaGCopOLHH IIIOKO3bI-TaakTo3s!l. [Ipu HenepeHOCHMMOCTH JIaKTO3bI
CcledyeT YUMTHIBATh, YTO KaXaas TabJIeTka COAEPKUT 84 MI JTaKTO3bI.

4.5. B3aumoJeicTBHS ¢ JPYrMMH JeKAPCTBEHHBIMHU CPEACTBAMH

IIpy  OZHOBPEMEHHOM I@pUEME C  HEKOTOPHIMU aHTUOMOTHKAMH  (AMOKCHLIMIUTHHOM,
116y pOKCHMOM, SPUTPOMHLIMHOM, JOKCHLIMKIAHOM) aMOpoKcon CrocoOCTBYET IPOHUKHOBEHHIO
AHTHOMOTHKOB B BbAENsAeMblii OpoHXaMM CekpeT. Ha CeromsuHuMi J€Hb KIHHHYECKAsd
3HAYUMOCTB 3TOTO HE M3BECTHA.

COYJIACOBAHO
Halixol tol SmPC BY 201805 MUHJACTEPCTBOM BAPABCOXPAHEHMS
PECILYBJIMKY BEIAPYChH

[Ipnkas MunuctepcrBa 34panooxpanens
Pecnybnuxnu Bejnapycs
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Xanukcon® He cIefyeT COYeTaTh CO CPEICTBAMH OT Kalllsi (HalphMep, KOAEHHOM), MOCKOJIbKY
OHH MOTYT 3aTpyIHHTb BBIAEICHHE MOKPOTBI, PA3KIHKEHHONH aMOPOKCOIOM.

4.6. BepeMeHHOCTb M NIEPHOJ FPYAHOr0 BCKAPMJIHBAHMA

JoxnuHuyeckue uccne008aHus.:

AMOpOKCONa THAPOXJOpHA CHOCOGeH MPOXONMTh 4depe3  [UIAUCHTAapHBIH G6aprep. B
SKCIIEPUMEHTAaX Ha JKUBOTHBIX OBLIO YCTaHOBIIEHO, YTO aMOPOKCON HE OKa3bIBajl MpPAMOTO HIH
KOCBEHHOTO BJIMSAHMSA Ha TeYcHHE OEPEMEHHOCTH, pa3BHTHE 3MOpHOHA/TUIOAA, POAbI HIM
MOCIEPOIOBOE Pa3BUTHE.

bepeMeHHOCTh
KJIMHUYECKHH ONBIT TpUMMEHEeHHs1 aMbpokcona mocie 28-i Henenu GEPEMEHHOCTH HE BBIABHI

HeOaaronpuATHEIX 3¢ dekToB Ha o, HecMoTps Ha 3To, TakKe KaK M MpH MPUMEHCHHH ApYTHX
JIEKapCTBEHHBIX CPECTB BO BpeMs 6€pEMEHHOCTH, JaHHBIH NpenapaT peKOMEHIyeTCA l'[pPIMeHS[TB
C OCTOPOXHOCTBIO. B IepBoM TpUMETPE HE PEKOMEHIYETCsl IPHMEHEHHE Npenaparta Xamikcon®.

I'pyaHOE BckapMIMBaHKe

AMGPOKCOJ BBIAENAETCA B IPYAHOE MOJIOKO.

HecMoTpss Ha To, 4TO HeGnarompusATHHINA 3hdexT aMOpokcola Ha OpPraHu3M Mnaneﬂua npH
IPyJHOM BCKapMIIMBaHHHM HE OXKHJAETCS, HE PEKOMEHIYeTCs NPUHUMATh Xamukcon® B TepHon
TPYIOHOTO BCKapMIIMBAHUSL.

DepTUIBHOCTD
Pe3ynbTaThl JOKIMHHYECKMX HCCIEIOBAHUN He BBIBMIM HEONAronpHATHBIX 3((eKkToB Ha
PENpPOAYKTUBHYIO (GYHKLHIO.

4.7. BiusiHne Ha CNOCOGHOCTh YNPABJIATH TPAHCMOPTHHIMH CPeICTBaMH M padoraTh
MeXaHH3MaMH

Hccnenosanuid BIUSHUSA JICKApCTBEHHOI'O CpEACTBA HA CMocoOHOCTh ynpaBJiATb TPaHCIIOPTHBIMH
CpE€aACTBaMHu H pa6OTaTI> ¢ ME€XaHU3MaMHU HE HpOBO,Z[I/IJIOCB OTCYTCTBy}OT JaHHBIC OTHOCHTCIBHO
OTPHLIATCIBHOIO BIIWAHUSA IIpETIapaTa Xanm(con Ha BBIIICYKa3aHHBIC CIIOCOGHOCTH.

4.8. IToGouHoe neiicTBHE

VHpopMaLHs 0 HeXeaTeNbHBIX PEaKUMsAX NpeICTaBleHa B COOTBETCTBHM C KIacCH(HKalMeH
MedDRA 1o Kj1accaM CHCTEM OpTaHOB M YaCTOTOM BCTPEYAEMOCTH MO CICAYIOIIMM KaTErOpUiM:
o4eHb yacto (> 1/10),

yacrto (> 1/100 o <1/10),

neuacrto (> 1/1000, <1/100),

peako (> 1/10 000 u <1/1000),

oueHs peako (<1/10 000),

YaCTOTA HEM3BECTHA (4ACTOTA HE MOXKET ObITh OLICHEHA HA OCHOBAHWM HMEIOIIMXCS JaHHbIX).

Hapywenus co cmopoHbl UMMYHHOU CUCMeMbl:
Yacmoma Heuzéecmua: PEAKIMH TUIEPYyBCTBUTCIBHOCTH, BKIKOYad aHA(UIAKTHYCCKHE
peaKiuM, aHaQuIaKTHYECKUH IOK, aHTHOHEBPOTHYECKUHI OTEK H 3y .

Hapywenus co cmopoHsl HepeHou cucmembl
Yacmo: HapyieHHe BKYCOBBIX BOCIPUATHH.
Peodxo: c1abocTh, rojoBHas 00JIb.

Hapywernus co cmoponbl OblXxamenbHoU CUCeMbl, OP2AHO8 2DVOHOU K1emKU U CPe0oCmeHus

Yacmo: (dapuHreanbHas IdrecTe3ns. e m
b COTrJTACOBAHSG |
Peoko: BBIIENEHHS U3 HOCA. o
MWBUCTEPCTBOM BJTPABOOX PAHE: 15"
PECIYBJIIKY BENAPYCE

8
¢
TIpukas MusucTepeTBa 3APaBOOXParici L’ '§

Pecuybuuxu Besapycs i
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Yacmoma nHeuzgecmna. OLBIIIKA (KaK MPH3HAK p€AKIIHHA FI/IHep‘IYBCTBPITeJII:HOCTI/I).

Hapywenus co cmopomsl JicenydouHO-KUmeyHo20 mpakma

Yacmo: TOIHOTa, OHEMEHHE PTa.

Heuacmo: nuapesi, pBOTa, JUCIIENCHS, CyXOCTb BO PTY, 60JIb B XKHUBOTE.
Peoxo: caioHOTEYEHHE, U3)KOTa.

Ouenv pedko: 3amop.

Yacmoma HeussecmHa: OLLYIIEHUE CYXOCTH B ITIOTKE.

Hapywenus co cmopoHbl KoX4CU 1 HOOKONCHbIX MKAHEU

Peoko: KOXHBIE BBICHINIaHHS, KPAaIIMBHHULIA.

Yacmoma HeuzeecmHa: THXeJble PEaKIdM CO CTOPOHBI KOXH (BKmodas cuHApoM CrHBeHCa-
JIXKOHCOHA, CHHAPOM TOKCHYECKOTO SMHUAEPMAIBHOIO HEKPOJIM3a M OCTPBIA IeHepaln30BaHHBIH
3K3€MaTO3HBIH MyCTYIEe3).

Hapywenus co cmoponbl houek u Mouegbleo0auux nymeu
Ouenv pedko: Tu3ypus.

Obwue HapyweHus u peakyuu 8 Mecme 66e0eHus
Heyacmo: nuxopajika, peakli CO CTOPOHBI CITU3UCTBIX 000JI0YEK.

Coob1enne 0 HexeJIaTeJbHbIX PeaKIHAX

Baxuo COO6I].IaTb O TIIOAO03PE€BACMBIX HEXKCIATCIBHBIX PpEaKUUAX TIIOCHEe PETrUCTpaluU
JICKaPCTBCHHOI'O Ipenapara ¢ LEIbIO obecrneyeHus HENpPEPBIBHOIO MOHHUTOPHHIA COOTHOLICHHA
«IOJIb3a — PHCK» JIEKAapCTBCHHOT'O IIpelriapara. MenuunHCcKuM pa6OTHPIKaM PEKOMEHAYETCA
coo0lmaTe 0 JIFOBIX IOJ0O3pEBAEMBIX HEXEIATCHBHBIX pPEaKIUiIX JECKApCTBEHHOI'O IIpErapara
Yepe3 HAIlMOHAJIBHBIC CHCTEMBI COOOIIEHUsT O HeXeIaTeJbHbIX peakuusax u HCB(I)Q)GKTI/IBHOCTPI
JICKaAPCTBCHHBIX IPETIapaToB.

4.9. IlepenosupoBka

Cumnmomul

Cneuyduyeckde CHMITOMBI [EPENO3HPOBKH HA CETOAHSAIIHWHA JieHb Heu3BeCTHHL. [lpu
CIy4alHBIX II€PENO3UPOBKAX WIMA CIy4Yasx BpaueOHBIX OILIMOOK HaOMIOJaeMble CHMIITOMBI
COOTBETCTBOBAJIM HEXEJATEAbHBIM peakLdsAM, 3aperMCTPUpPOBaHHBIM B ClydYasx Tmpuema
JIEKapCTBEHHOT'O CPEICTBA B PEKOMEHAOBAHHBIX 103aX.

Jleuenue
CuMmToMaTyueckas Tepanus.

®APMAKOJOIAYECKHE CBOMCTBA

dapmakoTepaneBTHYECKasi TPYINa: CPEACTBA, IPUMEHAEMbIE MPU Kalule W NPOCTYIHBIX
3aboneBanusax. Mykomutudeckue cpeactaa. Kog ATX: ROSC B06.

5.1. ®apmakoaHHaAMHKA

AMOPOKCOJT - aKTUBHBIH KOMIOHEHT TabJIeTOK Xanukcon® - SBIAETCH aKTUBHBIM METa0OJIUTOM
6pomrekcuHa. OH NPUHAIEKAT K IPYMIe MYyKOJIUTHYECKHUX CPEICTB ¢ OeH3MIaMMHOBOM

CTPYKTYPOH.

MexanusM nencTBUA

AMBpOKcoN ycuuBaeT GOpMHUPOBAHKE JU30COM B KICTKaX, CEKPETHPYIOLIMX CIIU3b, ¥ MOBBIIACT
AKTUBHOCTh THAPOJMTHYECKHX (EPMEHTOB B OTHX KICTKaX, 4TO CIIOCOOCTBYET pa3pylICHHIO
BOJNOKOH, COCTOSIIMX M3 KHCIBIX MYKOIONHMCAXapuuoB, B _OPOHXMAILHOM  CEKpETe.

COTJTACOBAHG E
i

MWHUCTEPCTBOM 3JIPABOOXPAHEHILS
Halixol tbl SmPC BY 201805 PECUYEJYKU BEJIAPYCh

ITpukas Muuucrepersa 3APABOOX PANEH K
PecuyGauxu Bexapycsb
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OXHOBPEMEHHO HpeNapaT CTUMYJIHPYET CepPO3HBIE XKENe3bl, YTO PUBOIHUT K 00Pa30BaHHIO MEHEE
BA3KOM CIIM3H.

KpoMe TOro, aMGpOKCON CTMMYJMPYeT BBIAEIECHHE AIbBEONSPHOTO Cyp(akrTaHTa, TaKk Kak
HEIIOCPEJCTBEHHO NeHCTBYeT HAa MHEBMOLHMTH 2-ro THna W Kietku Kmapa B MeNKuX
BO3yXOHOCHBIX IYTSX U TAKKe yIydlaeTcs QyHKIUS PECHHTYATHIX KICTOK.

B pesyibTaTe 3TOro MOHMXKAETCS BA3KOCTb BBIIENAEMOrO CEKPETa M MYKOLMIHAPHBIH KIMPEHC
cTaHOBHTCA 6071ee 3 dekTrBHBIM. TT0BRIIICHHE MYKOLMIMAPHOrO KIMPEHca OBLIO MOATBEPXKACHO
KIMHHKO-()apMaKoJOrH4€CKUMH UCCIEI0BaHUIMH.

Pa3xikeHHe cekpeTa M MOBBIIEHHE MYyKOLMIMApPHOro KIMpeHca o0jerdaer OTKallIMBaHHE
MOKpOTBI.

Ilpy mIHTENbHOM MpHMEHEHHMH aMOpokcoiia (B TeYeHHe 6 MeCALEB) yke mociae 2 MecsleB
Ne4eHus: JOCTOBEPHO MOHMKANOCH KONMYECTBO OOOCTPEHHH y OONBHBIX € XPOHUYECKOH
o6cTpyKTHBHOM GonesHpro serkux (XOBJI). V  manueHtoB, momy4aBMX —aMOpokcona
TUIPOXJIOPU], JOCTOBEPHO YMEHBIUMIOCH KOJIHUYECTBO AHEH Ha GONBHMYHOM M JUIMTEIBHOCTH
nedeHus antuOMoTMKamu. Ilo cpaBHeHMIo ¢ rpynmoil mnanebo, y OONbHBIX, MONyYaBIIMX
aMOpOKCOJa TMAPOXJIOPHA, HOCTOBEPHO YJIyHYLIATMCh CHMIOTOMBI 3aboseBaHus (TpYZHOCTH
OTXapKHUBaHUs, KAL), OJbINIKA U ayCKyJIbTaTHBHBIC IPU3HAKH).

CBoiicTBa aM6pOKCONa KaK MECTHOTO aHEeCTeTHKa M3YYaluCh Ha IJIa3aX KpOJMKOB. bbuio
YCTaHOBJIEHO, YTO 3TOT 3 (EKT, MO BCell BEPOATHOCTH, 00BACHAETCS OIIOKMPOBAaHHEM HATPHEBBIX
KaHaJIOB.

In vitro amOpokcoia THAPOXJOpHI OJOKHUPOBAJ KJIOHMPOBAHHBIE IOTECHLMAT-3aBHCHMBIC
HaTpHeBbIe KaHallbl HEHPOHOB B COCTOAHMM THepnonipyusaiuy. CsasbiBaHAe ObUI0 0OPaTUMBIM U
I0303aBUCUMBIM.

UccnenoBaHus in  vitro TOKasaaW, 4TO aMmOpokcon o01afaeT MPOTHBOBOCHATHTEIbHBIMU
CBOMCTBaMM, TaK KaK HHIHOHUPYET BHICBOOOXIEHHUE IIMTOKHHOB M3 LIUPKYJIMPYIOLIUX M TKaHEBBIX
MOHOHYKJIEAPHBIX H MOTUMOPGHOAAEPHBIX KIETOK.

Ha ocHOBaHMM pE3yJbTATOB KIMHAYECKUX MCCICAOBAHMM, OBLIO YCTQHOBICHO, YTO IIpH
dapuHruTe aMOPOKCOa THAPOXJIOPU 3HAYMTENBLHO MOHWXKAN 60JNb M THIEPEMHUIO CIM3UCTOH
TOPTaHHU.

IIpuBesennble  (AapMaKoOJOTHYECKHE XapaKTEPUCTHKH COINACYIOTCA €  JNOMOJHHTEIbHBIMU
pe3yNbTaTaMH, TIOMY4EHHBIMH 110 XOAY KIHHUYECKUX MCCIeN0BaHMM 3(pGEeKTHBHOCTH Npenapara
TIpHU JIEYEHUH CUMIITOMOB BEPXHHUX IbIXaTENbHBIX MyTeH. BbUIO yCTAHOBICHO, YTO NP MHI AN
mpenapaT GBICTPO CHMMAeT 6OJb M HENPHATHBIC OIIYIIEHHs, CBA3AHHBIE C 0ONbIO, B 0071aCTH
TJIOTKH.

ITocne mpuMeHeHUs aMOPOKCONa MOBBILIATUCH KOHIEHTPAlMK aHTUOHOTHKOB (aMOKCHIMLIHHA,
ne(ypoKCHMa, SPUTPOMULIMHA) B BblAenseMoM OpoHxamu cekpere. KinHuyeckas 3Ha4MMOCTH
3TOroO (paKTa HEU3BECTHA.

5.2. ®apMaKoOKMHETHKA

BcacpiBanue
AM6pokcon GBICTPO M TPaKTHYECKHM TNOJHOCTHIO BCACHIBAETCS B KHILCYHHMKE IOCIE IpHeMa
BHYTpb. B TepaneBTHYECKOM NHMamnasoHe 103 (papMaKOKHHETHKAa aMOPOKCOI2 HOCHT JIMHEHHBIH
XapakTep. AMOPOKCON IOABEPraeTcs aKTHBHOMY MeTabonusmy “nepBoro NPOXOXKACHUA B
nedeHd. MakcHMalbHas KOHIIEHTpaius aMOpokcona B IIa3M€ KPOBH JOCTUIacTCs NPUMEPHO
yepes 1-2,5 yaca mocse mpueMa. AGCOMOTHAs GMOTOCTYHOCTE IOC/E NIpUEMa BHYTpb TabNeToK
ambpoxkcona ruapoxaopuna 30 mr coctapiset 79%.

[Iuma He BIuseT Ha OMOIOCTYITHOCTh aMOPOKCOIIa THAPOXIOpUA.

COTJIACOBAHCG |
MENACTEPCTBOM 3[[PABOOXPAHEHI!
PECHYEJIAKH BELAPYCS

Pacnipenencuue /
Tiprkas MusmnceTepeTBa SEPABOOX PAKCH AN g
§

Pecuybauniu Benapych

Halixol tbl SmPC BY 201805
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AMGPOKCOJI GBICTPO M B 3HAUMTENBHON MEpe NIEPEXOHUT U3 KPOBH B TKaHH, IOCTHIasi HAMBBICIICH
KOHIEHTpalK B Jerkux. OGbeM pacnpefienieHus cocTapisieT 552 J1. B TepaneBTHYECKUMX 103aX
npuMepHO 90% MPHUHSATON NO3BI CBA3BIBAECTCA C OEIKaMH I1a3MbI KPOBH.

Buotpanchopmanms

Ilocne mpHeMa BHYTPh okoio 30% mo3bl aMGpoKcosna IOABEpraeTcs MeTaboiausMy “HepBoro
IPOXOXKIEHHA” B TedeHH C 0Opa3soBaHHEM TIIIOKYPOHHIOB IMOPOMAHTPaHHIOBOH KHCIOTHI
(npumepHO 10% 10351) M HEKOTOPHIX HE3HAYUTENBHBIX MeTaboaUTOB. Hccne0BaHHA MHKPOCOM
TIeYeHH YeJOoBeKa YCTAHOBUIIH, YTO MpeBpalleHie aMOpoKcoia B I1-OpOMaHTPaHUIOBYIO KHCIOTY
ocyiecTBisiercd ¢ yuactiueM muroxpoma CYP3A4.

BriBenienue

B TeueHue Tpex AHel nocie rpueMa BHYTPb OKOJIO 6% H03BI BHIBOIUTCA B HEM3MEHHO# ¢opMe, a
0K0J10 26% - BEIBOJUTCS IIOYKaMH B KOHBIOTHPOBaHHOH Gopme.

TepMuHaIbHOE BpeMs MONYBBIBEAEHHs cOCcTaBisieT 0koso 10 yacoB. OO KIMPEHC U3 IUIa3MBbl
COCTaBJAET NMPUMEPHO 660 MI/MHH, a TMOYEHHBIH KIMPEHC COCTaBiieT okoino 8% ot obuiero
KJIHpEHCa.

CneuuanvHbie 2pynnbl RAKUEHMOE

Ilpy Hapywenuu ynkyuu neuenu BBIBeleHHE aMOPOKCOJIA ITOHMIKAETCH, & €r0 KOHLEHTpaLHs B
miasMme rnoseimaerca B 1,3 — 2 pa3za. B cBf3M ¢ IIMPOKMM TEpPANEBTHYECKUM OUANA30HOM
aMOpoKcoJia THAPOXJIOPHIa HET HEOOXOAUMOCTH B M3MEHEHHH O3B

Jpyrue hbakTopbl
Bo3spacT ¥ Mo ¢ KIMHAYECKON TOYKHM 3pPEHHS HE BIHUAIOT Ha (apMaKOKHHETHKY aMOpoKcoa,
TaKkuM 06pa3oM, HeT He0OOXOAUMOCTU B U3MEHEHHUH [103bI.

JIOKIMHUYECKHe HCCIEeOBaHUs IIOKa3ald, YTO aMOPOKCON NPOHMKAaeT 4epe3 IUIalleHTapHbINA
Gapwep. Ero koHLeHTpanus B IiasMe 1ioja B 2 - 4 pasa BHIIIE, YEM B IIa3Me MaTepy.

AMOpOKCOI 0OHapYKHUBAETCS B CIUHHOMO3TOBOM JKHIKOCTH H B TPy THOM MOJIOKE.

5.3 JlaHHbIE JOKJIHMHUYECKOH 0€30MacHOCTH
OcTpas TOKCUYHOCTh aMOpOKCOJIa YpE3BBIYAaMHO HU3KA.

TOKCHKOJIIOTHYECKHE MCCIEI0BAHHMS TIOKA3alld, YTO IPH IIOBTOPHOM BBEJICHUH MNpernapara BHYTPb
CleflyIolIie 0361 He BHI3bIBATM HUKAakuX Hapywenuil (NOAEL — no observed adverse effect
level): 150 mr/kr/cyTku (B Teuenue 4 Henenb y Meiurei), 50 MI/kr/cyTku (B TeueHue 52 u 78
HeZienb y Kpbic), 40 MI/Kr/cyTku (B TedeHue 26 Heelb y KPOIUKOB) H 10 MI/KI/CYTKH (B Te4eHHE
52 nHenens y cobak). C TOKCHKOJIOTHYECKOM TOYKH 3pEHHSA Y aMOPOKCOIIa HET OpPraHOB-MHILCHEH.

4-He[leTbHOE TOKCHKOJIOTHYECKOE MCCIIEN0BaHME (BHYTPUBEHHBIC MHY3HUH 3 4aca/CyTKH Kpbicam
B 7103ax 4, 14 u 64 mr/kr/cyT u cobakam B 103ax 45, 90 u 120 Mr/kr/cyT) He BBISIBUIIO CEPbE3HBIX
POSIBJIEHUH MECTHOM MIIM CHCTEMHON TOKCHYHOCTH, BKJIIOYas MHCTONATONOIHYECKHE H3MEHEHUS.
Bce mo6oyHbIe peakLui HOCHIIA 00paTUMBIH XapakTep.

TOKCHKOIOTHYECKHE HCCIIENOBAHUA TIEpOPAIBHOrO aMOpoKcona B MakCMMalbHBIX n03ax 3000
MI/KT/CyTKH y Kpbic B 200 MI/KI/CyTKH Y KPOJHMKOB HE BBIABUIM HH 3MOPHOTOKCHYECKOrO, HH
TeparorenHoro >¢dekros. Bonee Toro, B go3e 1500 Mr/Kr/CyTkd amMOpOKCOX HE BIHSAI Ha
(GepTUIBHOCT CaMLIOB M CaMOK KphIC. B mepuoz nepu- U MOCTHATAIBHOTO Pa3sBUTUSA 3HAYCHHE
NOAEL cocrasmsno 50 mr/kr/cytku. B nose 500 Mr/Kr/CyTkH y CaMOK ¥ MX IOTOMCTB2 B PaBHO#H
Mepe HabIONAIMCh CHMITOMBI Clabod TOKCHYHOCTH (HAmpuUMep, YMEHBIUICHUE CKOPOCTH
npubaBKH Beca y IOTOMCTBA).

COTJXACOBAHG ¢
MUHUCTEPCTBOM B3JiPABOCKPAHEHLH é
PECIIYBIVKHU BEJIAPYCh :
TIprkas MusUcTepeTBa 3PaBooX paHeIus i
Pecnybnuxnu Benapych i
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WccnemoBanusi TEHOTOKCHYHOCTH in Vitro (TecT DiiMca M TeCcT Ha HMHAYKIMIO abeppaiiuii

XPOMOCOM) U in vivo (110 pe3y/IbTaTaM MHKPOSIEPHOTO TECTa Y MBILIEH) HE BBISBUIN MyTareHHbIX
s¢deKToB npenapara.

VccnenoBaHHe KaHLEPOTEHHOCTH y Mbieii (B mo3ax 50, 200 u 800 Mr/kr/cyTku B TeueHue 105
Helleasb) U Kphic (B Ao3ax 65, 250 u 1000 mr/kr/cyTku B TeuyeHue 116 Hemenb) He BBIABHIO
KaHIIEPOT'€HHBIX CBOKMCTB Mpernapara.

6. ®APMAHEBTUYECKHE JAHHBIE

6.1. IlepeueHb BCIOMOraTe/ibHbIX BelIECTB

Jlakto3a moHoruapar (84 Mr/Tabnerka), LENTON03a MUKPOKpHCTaLIMyeckas, nosuaoH K-30,
HATpHUs KpaXMalNTTHKOJIAT (TUIl A), MarHus cTeapar.

6.2. HecoBmecTuMOCTH

HewusBectHa.

6.3. Cpok roagHoctu

5 ner.

He ucnons308ath Npenapar rnocje HCTeYeHus CpoKa rOAHOCTH, YKa3aHHOTO Ha yIIaKkoBKe!
JlaToii MCTEYEHHA CPOKA FOTHOCTH CYUTAETCS MOCIEHUMN IE€Hb YKa3aHHOro Mecsla.

6.4. YciaoBus XpaHeHHUs

XpauuTh npu Temrneparype He Boitie 30 °C, B 3aILUIIEHHOM OT CBETA MECTE.

IIpenapat XpaHuTh B HEIOCTYITHOM [UIs IeTei MecTe!

6.5. YnakoBka

IIo 10 Tabnerox B 6mmcrepe coctaBa IIBX/IIBAX / amomuHueBas ¢omera. 2 Guaucrepa
YIIaKOBaHbl B KAPTOHHYIO NMAYKy BMECTE C MHCTPYKLMEH [0 MEAWUIUHCKOMY MPHUMCHEHHIO NI
NaLMEeHTOB.

6.6. Mepbl Npea0CTOPOKHOCTH NPH 00paLeHHH U YTHIIH3ALMH

CnenuanbHbie TpeOOBaHUS OTCYTCTBYIOT.

6.7. YciioBusl 0TIyCKA

OTtnyckaercs 6e3 peuenra.

7. UHOOPMALIMSA O ITIPOU3BOJUTEJIE

3A0 «®apmauestuyeckuii 3asog I UC»
1106 Bynanewr, yi. Kepectypu 30-38
BEHI'PIS

IpencrasurensctBo 3A0 «PapmauebTHueckuii 3aBog ST MCy» B Pecnybiuke benapyck
220053, r. MuHuck, nep. Epmaxa, 1. 6A

KontaxThsle Tenedonst: (017) 380-00-80, dakc (017) 227-35-53 COTJACOBAHO |
OnexTponnas noyra: info@egis.by MUFHCTEPCTEOM BIPABOOXPAHEH )

e

PECIIVBLIUKY BEAAFYCE
Tprkas MuHKCTCPCTBA 35paBOOXpATIEs S
Pecnyfuury Bexapych

o
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