COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 14.01.2025 N= 465

OBIIAS XAPAKTEPUCTHKA JEKAPCTBERHOT O TIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

AmMOpokcon Anbgaktus, 30 Mr, TaOIETKH.

2. KAUECTBEHHBIN U KOJIMMECTBEHHBIN COCTAB

JeticTBytolI1€€ BEIIECTBO: aMOPOKCOJI.

Kaxxnas tabnerka comepxut 30 Mr amOpokcosa (B BUAE THAPOXIOPUIA).

BcmomoratenbHbIe BElIeCTBA, HATUYHE KOTOPBIX HAO0 YYUTHIBATH B COCTABE JICKAPCTBEHHOTO
npemnapara: jaktosa (cm. paszuen 4.4).

ITomubIi MNEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku.

Kpyribie TIOCKOIMIMHAPUYECKUE TAOJIETKH OEJIOr0 WIIM TOYTH OEJoro IBEeTa, C PUCKOW U
(dackoi.

TabneTKy MOKHO pa3IeluTh Ha PAaBHBIC JO3BI.

4. KIMHNYECKUE JAHHBIE

4.1. Tloka3aHusl K IPUMEHEHHUIO

[Tpenapat AMOpokcon Anb(pakTUB MMOKa3aH K MIPUMEHEHHIO Y B3pOCIIBIX U JeTel cTrapiue 6 JeT.
Octpble 1 XpoHHUYECKHUE 3a00JI€BaHUS JIbIXaTEIbHBIX MyTeH C BBIACICHUEM BA3KOH MOKPOTHI:

®  OCTPBIN U XPOHUUECKUI OPOHXHUT;

® [THEBMOHUS;

e XpoHHYECKas OOCTPYKTHBHAs 00JE3Hb JIETKUX;

e OpoHXHaJbHAs aCTMa C 3aTPYIHEHHEM OTXOXIEHUS MOKPOTHI;

® OpoHXOIKTaTU4ecKasi 00JIe3Hb.

4.2. Pe:kum 103MPOBAaHNUS M CIOCO0 NPUMeEHEHUs!

Pexxum go3upoBaHus

Bspocnvie
ITo 30 mr (1 Tabnerka) 3 paza B CyTKH.
[Tpr HEOOXOOMMOCTH JAJIsl YCUJICHUSI TE€PareBTUUECKOro »deKxTa MOXKHO Ha3HaydaTh mo 60 mr

(2 TabneTkm) 2 paza B CyTKHU.
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Oco0nie T'pYHOIIbI TAaMEHTOB

Tlayuenmul nodcunozo eospacma
Koppekmus 103sl penapara i NaueHToB MOKUIOro Bo3pacta He TpedyeTcs (cM. pasaen 5.2.).
Tayuenmoi ¢ noueunoli HeOOCMamMoOyHOCMbIO
VY manueHTOB ¢ HapyLIEHUEM IOYEK IperapaT He cleayeT MPUMEHSITh 0e3 Ha3HaueHus Bpaya
(cm. paznen 4.4.).
Tayuenmoi ¢ neueHOYHOU HEOOCMAMOYHOCHbIO
[Taruentam ¢ TsDKeNbIMU 3a00JIeBaHMSIMM TI€UEHU Tpernapar He ClelyeT HPUMEHATbh Oe3
Ha3HaueHuss Bpadya (cMm. pasgen  4.4). Ilockosbky amMOpoKcoa 00JIaaeT IMIUPOKUM
TEPANeBTHYECKUM JIUANA30HOM, KOPPEKIUsS JI03bl y TAIMEHTOB C HAapyIICHWEM TIICUCHU HE
TpeOyercs (cM. paznen 4.4.).

eTu
Jlemu cmapwe 12 nem
PexxuM 103upoBaHMs aHATIOTUYCH PEKUMY JTIO3UPOBAHUS JUTS B3POCITBIX.
Jlemu om 6 0o 12 nem
[To 15 mr (1/2 Tabnerku) 2-3 pasza B CyTKH.
Ilemu 0o 6 1em
[Ipenapat AmOpokcosr AnbhakTu, Ta0neTku 30 MT, MPOTUBOIIOKA3aH K MPUMEHEHUIO Y IeTeH B
BO3pacte 10 6 yet (cM. pazaen 4.3.).
B cnydae coxpaHeHuss CMUMITOMOB 3a0o0jieBaHUsI B TeueHUe 4-5 JHEH OT Hayaia mnpuema
PEKOMEHIyeTcsl 0OpaTUTHCS K Bpauy.

Criocob nnpuMeHeHu s

BnyTps.

[IpemapaT npuHUMAIOT, 3aTTUBast )KUIKOCTHIO.

[TpuaMMaTh TaOIETKU MOKHO HE3aBUCHMO OT MPHEeMa MHUIIIH.

Heo6xoaumMo motpedisiTh 10CTATOUHOE KOJTHMYECTBO KUIKOCTH.

[Tocnennwuii mpuem npemnapara I0JKEH ObITh HE Mo31Hee 18 vacos.

BreimonHeHne KoOMIUIEKCa yIpa)XHEHHH (AbIxaTeiabHas TMMHACTHKA, ACTCKUM APEeHUPYIOLIUi
Maccak) ¥ aKTHBHOE OTKAIIJTMBAHUE BO BPEeMsl ICUEHUSI CITIOCOOCTBYIOT YAATICHHUIO Pa3KUKEHHON

MOKPOTBI U3 ABIXaTCJIbHBIX HYTeﬁ.

4.3. IlpoTuBONOKA3aHUS
® TUINEPUYYBCTBUTEIHHOCTh K aMOpPOKCONY W/MIM K JTIOOOMY U3 BCIIOMOTATENIbHBIX BEIIECTB,
MepEeYMCIICHHbIX B pazzene 6.1;

e OepemenHocTh (I TpumecTp) (cMm. pazaen 4.6.);
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® TIEpHOJ TPYIHOTO BCKapMiMBaHus (cM. pazzen 4.6.);

® JIeTCKUM BO3pacT A0 6 JeT.

4.4. OcoOble ykazaHMsl M1 Mepbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

C 0oCTOpOXHOCTBIO MpUMEHATH aMOpokcosn B mepuoj Oepemennoctu (lI-111 tpumectp), mpu
MOYCYHON W/WIIM TICUEHOYHOW HEAOCTATOYHOCTH, HAPYIICHHUH MOTOPHOU (YHKIIMH OpPOHXOB U
VBEJIMUECHUU CEKPEIMU CIU3U (HAlpUMeEp, MPU PEAKOM CHHAPOME MEPBUYHON TUCKUHE3UU
PECHUYEK); I3BEHHOM OOJIC3HH KEy/Ka U JBSHAIATUIIEPCTHON KUIIIKH B TIEPUOJT 00OCTPEHUSI.

Oco0ble yKkazaHus

IIpomuseoxawinegvle npenapamoi

He cnenyer koMOMHUPOBaTh C MPOTHUBOKAILIEBBIMU CPEACTBAMMU, 3aTPYIHSAIOIIMMHU BbIBEICHUE
MOKPOTHI.

Taoicenvie nopasicenus: Koxicu

HmeroTcst eTMHUYHbBIE COOOIIEHUS O TSHKETIBIX MOPAXKEHUSIX KOKHU, TAKUX Kak cuHApoM CTUBEHCa-
JIKOHCOHA,  TOKCHYECKUH  JSIUIACPMAIbHBIA  HEKPOJIM3, OCTPbIM  I'€HEPATN30BAHHBIN
sK3aHTeMaTo3HbIi myctynes (OI'DI1) u MHOrogopMHas FKCCynaTUBHAS SPUTEMa, COBIABIIIHE 110
BPEMEHH C Ha3HAYCHHEM OTXApPKUBAIOIIMX MpPErapaTroB, TakKux kak AMOpokcon Anbdaxtus. B
OOJIBIIMHCTBE CIy9acB OHH MOTYT OBITh OOBSCHEHBI TSHKECTHEO OCHOBHOTO 3a00JICBAHUS H/HITU
COMYTCTBYIOIIEH Tepanuen. Y manueHToB ¢ cuaapoMoM CtuBeHca-/[)KOHCOHA WM TOKCUYECKUM
AMUAEPMAIBHBIM HEKPOJIM30M B paHHEH (haze MOTYT MOSABIATHCA TeMIeparypa, 00ib B Telle,
PUHUT, Kamenb ¥ 601b B ropie. IIpy cuMOTOMaTHYeCKOM JIEYEHHUH BO3MOXKHO OIIMOOYHOE
Ha3HAUYE€HHE «IPOTUBOIPOCTYAHBIX» CpeACTB. lIpH MOSBIEHWHM HOBBIX MOPAXKEHUN KOXH U
CIIM3UCTBIX O000JOYEK PEKOMEHAYETCSl MPEeKpaTUTh JieueHHue amMOpOKCOJIOM U HEMEJIEHHO
00paTUTHCS 32 METULIUHCKOM MTOMOIIIBIO.

Hapywenue momopnoii ¢pynkyuu 6ponxos u ysenuuenue cekpeyuu ciusu

VY nauuMeHToB ¢ HapylIeHHMEM MOTOPUKHM OpPOHXOB M C OOJIBIIMM KOJMYECTBOM MOKPOTHI
(Hampumep, TpH PEAKO BCTPEYAIOLIEMCSl CHHAPOME MEpPBUYHON IMJIMAPHOM JMCKUHE3UH)
npenapar cjielyeT HPUMEHSTh C OCTOPOKHOCTBbIO, TaK KaK OH MOXXET BBI3bIBATh CKOIUICHHE
MOKPOTBI.

Tayuenmoi ¢ noueunol/neuenouHol HedOCmMamo4HOCMbIO

VY nanueHTOoB ¢ HapyIIEHWEM [TOYEK WX TSXKEIbIMU 3a00JIeBaHUAMU NTEYEHH TIperapar He cleayeT
NpUMEHSTh 0e3 HazHadueHus Bpaua. [Ipu mpueme amOpokcosna, Kak U JOOOT0 JEKapCTBEHHOIO
CpeACTBa, KOTOPOE META0OIU3UPYETCS B [IEUEHHU U BHIBOJUTCS MOYKAMH, Y AI[UEHTOB C IIOYEYHOH

HEJIOCTATOYHOCTHIO TSIKENIOHN CTETEHH ClIeyeT OKUIaTh HAKOIIJICHHSI METa0OJIUTOB aMOpOKCOoIa,
Crpannma 3 u3 10



COOTBETCTEBYET ZKCNEPTHOMY OTUETY

(MOCNEOOBATENLHOCT 0004)

00pa3yromuxcs B MEYEHHU.

Jemu
Juist mereit mutagmie 6 JIeT BO3MOXKHO NMPUMEHEHHE IPYTHX JIEKApCTBEHHBIX (DopM mpemapara
AmOpoxcon Anbdaktus (cupor 15 mr/5mi).

BcnoMorarenbpHEIC BEIECTBA

Opnna tabnerka cojaepkut 145 mr nakto3sl. B mMakcumanbHOM cyTouHOM n03€ (4 TaOneTKu)
coaepxutcs 580 Mr JIaKTO3BI.

[TatimeHTaM ¢ peAKO BCTPEYAIOUICHCS HACICICTBEHHONH HENEPEHOCUMOCTBIO TalaKTO3bI,
NeQUIIMTOM JIaKTa3bl JIOMApEH WM TIIFOKO30-TAIAKTO3HOW MaibabcopOnmeli He clieayer

MIPUHUMATh 3TOT Ipenapar.

4.5. BzaumojeiicTBie ¢ [PYrHMH JeKAPCTBEHHbIMHM TMpenaparaMd M JApyrue BH/bI
B3aNMOJAeHCTBUSA

O KIIMHUYCCKHN 3HAYUMbIX, HCEKCIIATCIIbHBIX B33.PIMOI[CI>1CTBI/I$[X C I[pyrI/IMI/I JIeKapCTBeHHI)IMI/I
cpeacTBamMu He cooOrmanock. [Ipu COBMECTHOM NMPUMEHEHUW YBEJIMYMUBACT MPOHUKHOBEHHUE B
OpOHXUATBHBINA CEKPET aMOKCUIIMIIINHA, LIEPYPOKCHMA, SPUTPOMULIMHA, TOKCUIIUKITNHA.

He pexoMenayeTcsi ofHOBpeMEHHOE MPUMEHEHHE aMOPOKCOJIa M MPOTUBOKAIILIEBBIX MPENapaToB
(HampuMmep, KOJIeMHa), TaK KaK 3a CUET IOJABIICHUS KallJIeBOro pediiekca MOXKET BO3HUKHYTH

OIMAaCHOCTDH CKOIJICHUA MOKPOTBI B IIPOCBETC AbIXAaTCIIbHBIX HYT€I>'I C 3aTPYAHCHUCM €€ BLIICIICHU .

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD H JIAKTALUS

bepeMeHHOCTB

AMOpOKCOJI TIpOHWKAET dYepe3 IUIAlleHTapHbIN Oapbep. JOKIMHUYECKHE WCCIeOBaHUS HE
BBISIBUJIM TPSMOTO WM KOCBEHHOIO HEOJAarompHsITHOTO BIUSHUS Ha OEpeMEHHOCTb,
sMOpHOHaNIbHOE/ (heTaibHOE, TOCTHATAIBHOE Pa3BUTHE U HA POJOBYIO JIEATENBHOCTb.
OOmuMpHBIA KIMHUYECKUH OMBIT MpUMEHEHUs1 aMOpoKcoJa nocie 28-0i1 Henenu 0epeMeHHOCTH
He 00HApYKUJI CBUAETEIBCTB OTPUIATENILHOTO BIMSHUS IIpenapaTa Ha IO/,

Tem He MeHee HE0OXO0IUMO COOII0AATh OOBIYHBIE MEPBI IPEAOCTOPOKHOCTH IPU UCIIOIb30BaHUN
JexapcTBa BO Bpemst OepeMeHHOCTH. OcoOeHHO He pPEeKOMEHyeTcCsl MPUHUMATh aMOpokcoid B I
Tpumectpe OepemeHHoctd. Bo II u III Tpumectpax OepeMeHHOCTH NpUMEHEHHE Ipenapara
BO3MOXXKHO TOJIbLKO B TOM Cjy4ae, €Cli IOTEHLHaJdbHas MOJb3a JUIi MaTepu IPEBBIIACT
HNOTEHIMATIBHBIN PUCK JUIS MJI0/1A.

JlakTanus

AMOpOKCOT MOXET OSKCKPETHpPOBAaThCS C TpPYyAHBIM MoOJOKOM. Hecmorpst Ha TO, YTO

He)XenaTelbHble 3(QQeKThl y neTeil, Moiaydyaromux KOpMJIEHHE TpyAblo, He HAOIIOAANuCh, B
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NEepUOoJ JTaKTallM1 HE PEKOMEHyeTCsl HCTIOIb30BaTh npeﬁ&%l@féﬁb&tﬁ&%&#ﬂ&%ﬁrﬁ% Pabheriu.

DdepTUabHOCTD

,Z[OKJII/IHI/I‘-IGCKI/IC HUCCICI0BaHUA aMGpOKCOJIa HC BBIABUIIM OTPULATCIBHOI'O BO3I[CﬁCTBHH Ha

(bepTUIBHOCTD.

4.7. BiusiHue Ha CrnOCOOHOCTH YNPaBJATH TPAHCIOPTHBIMHM CpeJcTBaMH M padorarb ¢
MeXaHUu3MaMH

He ObL10 BBIABIEHO Ciy4aeB BIMSHMA IIpernapara Ha CIIOCOOHOCTh YNpPaBIIATh TPAHCIOPTHBIMU
CpeAcTBaMu U MexaHu3MaMmu. MccnenoBanus o BAUSHUIO IIpenapaTa Ha ClIOCOOHOCTh YIIPaBIIsATh
TPAHCIIOPTHBIMU CPEICTBAMM M 3aHUMAThCA JPYTMMHU IIOTEHIMAJIBHO OIACHBIMU BHUIaMU
NeSITeIbHOCTH, TPEOYIOIIMMH TOBBIIICHHOH KOHILEHTpPAlMM BHUMAaHUA U OBICTPOTHI

IICUXOMOTOPHBIX peaKHI/Iﬁ HC IIPOBOAUIIUCE.

4.8. Hexkes1aTelbHbIE peaKIUH

PesroMe HexxenaTeabHbIX PEaKIU

[To nanueiM Bcemupnoit opranmzanmu 3apaBooxpanenus (BO3) HexenarenbHble peakuu
KJIACCU(UIUPYIOTCS B COOTBETCTBUHU C YAaCTOTOM MX Pa3BUTUSA CIEAYIOIIUM O0pa3oM: oueHb
yacmo (> 1/10); uacmo (= 1/100 no < 1/10); reuacmo (> 1/1000 mo < 1/100); peoxo (= 1/10 000
1o < 1/1000); ouenv peoko (< 1/10 000); uacmoma neuzéecmua (He MOXeET ObITH OIICHEHA Ha
OCHOBE UMEIOIINXCS JaHHbIX ).

Hapywenus co cmoponvl uMmynHOU cucmembl

Yacmoma  meuzsecmua:  aHa(pUIAKTUYECKUE  pPEAKIMM,  aHA(QUIAKTUYECKUH  WIOK,
TUTIEPUYYBCTBUTEILHOCTb.

Kemyoouno-kuuieunvie HapyueHus

Yacmo: TOIHOTA.

Heuacmo: pBoTa, nuapesi, Aucnencus, 60jab B )KUBOTE.

Hapywenus co cmoponsl Kodtcu u nOOKOHCHbIX MKAHel

Peoxo: cpilb, KpanMBHUIIA.

Ouenw peoxo: cunnpoM CtuBeHca-J[>xoHcoHa, cunapom Jlaiienna.

Yacmoma meuzeecmmua: OCTPHIM TeHEpaTU30BaHHBIA HSK3aHTeMaTo3HbIM myctyne3 (OI'DIl) u
MHOTO(OpMHas SKCCyJaTUBHAs 3pUTEMA.

COO6H.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

Baxno COO6H_IaTB 0 TIOAO3PCBACMBIX HECKCIATCIBHBIX PCAKIHAX TIIOCJIC PErucTpanun
JICKApCTBCHHOT'O IMperapara ¢ LECJIbIO o0OecreyeHus HCIMIPEPBIBHOI'O MOHUTOPHHTI'Aa COOTHOIICHUSA

«I10J1b3a — PHUCK» JIEKAPCTBEHHOIo Mpemnapara. MeIuIMHCKUM pabOTHUKAM PpPEKOMEHAYETCs
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co00ImaTh O JIOOBIX MOJO3PEBAEMBIX HEKEIATEIbHBIX: %’cﬁfcﬂgﬂ;": '%Ifcqﬁéil[ﬁbrg:ﬁbe'ﬁ%bam

Yyepe3 HalMOHALHBIE CUCTEMBI COOOIICHUS O HEXKEIATeNbHBIX PEAKIMIX TOCYIapCTB — YICHOB
EBpa3uiickoro 3K0HOMHUYECKOTr0 COI03a.

Poccuiickas @enepanus

®denepanbHas ciyx0a 1Mo Haa30py B chepe 31paBoOXpaHeHUs

109012, r. Mocksa, CraBsiHCKasl IIIOIaab, 1. 4, cTp. 1

Tenedon: +7 (800) 550-99-03

OnekTpoHHas mouta: pharm@roszdravnadzor.gov.ru

Cair B HH()OPMAITMOHHO-TEIIEKOMMYHHUKAITAOHHON ceTu «uTepHeT»:

https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CuMITOMBI

Crienu(uyecKux CHMIITOMOB ITEPEI0O3UPOBKH Y YEIIOBEKA HE OMUCAHO.

HmeroTcst cOOOIIeHHS O CITyJaitHOW MepeI03UPOBKE W/WITH METUITUHCKOM OMMOKE, B Pe3yIbTaTe
KOTOPBIX HAOJIIOAATUCh CHUMIITOMBI M3BECTHBIX MOOOUYHBIX 3(dekToB mpenapara AMOpPOKCOT
AnbpakTuB: TOUIHOTA, AWCIENCHUSA, PBOTA, abaoMuHanbHble Oonmu. Ilpu sTOM BO3MOXKHA
HEO0OXOAMMOCTh B CUMIITOMATHYECKOM TepaIuu.

Jleuenue

HckyccTBeHHasi pBOTa, NMPOMBIBAHUE JKETyJIKa B MepBble 1-2 yaca mocie mnpuema mnpemnapara,

CUMIITOMAaTUYCCKas TCpanusi.

5. PAPMAKOJIOTUMYECKHE CBOMCTBA

5.1. ®apmakoaMHAMHYeCKHE CBOICTBA
®dapmakoTepaneBTUUYeCKas Tpylna: Ipenaparsl, NPUMEHSIEMblE NPH Kalnule M MPOCTYAHBIX
3a00JIEBaHUAX; OTXapKUBAIOLME CPEJICTBA, KpOME KOMOMHAUMH C MNPOTUBOKALLIEBBIMU
CpPENCTBaMU; MYKOJIMTUYECKUE CPEICTBA.

Kox ATX: RO5CB06

Mexaumnsm nerictus U hapMakogrnHaMudeckue YO HEKThI

B uccrnenoBanusx mokazaHo, 4TO aMOPOKCOJI YBEJIMYUBAET CEKPELUIO B JIbIXATEIbHBIX MYTSX,
CHIDKAET BSI3KOCTh MOKPOTHI, YCHJIMBAET MPOAYKILHUIO JIETOYHOTO Cyp(aKTaHTa U CTUMYIUPYET
JIBUTATENIbHYIO aKTUBHOCTh PECHUYEK MEPLATENBHOTO ASMUTENHA. DTH IPQPEKThl NPUBOIAT K
YCHUJIEHHIO TOKA U TPAHCIOPTA CIU3H (MyKOLMIMAPHOTO KIMPEHCA), YTO YJIyUIIaeT OTXOXKIECHUE
MOKPOTBI 1 00JIer4aeT Kalleib.

[Tpu coBMECTHOM MPUMEHEHUU C AHTUOMOTUKAMH (AMOKCHUITWILINH, 11e()ypOKCUM, S)pUTPOMUIIUH,
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JOKCUIIMKJIMH) YBEJIMYUBACT UX KOHIIEHTPAIIHIO|B 6p0H£:ﬂgﬁ%gﬁ%g@%I£ﬂbHc CTb 0004)

In Vvitro u B wWcclieoBaHMSAX HA JKUBOTHBIX OBUIO IOKAa3aHO, YTO aMOPOKCON OKa3bIBaeT
MECTHOAHECTEe3Upyomee (3a cueT OJOKMpPOBAaHUS HATPUEBBIX KaHAJIOB HEHPOHOB) U
IPOTUBOBOCHAIMTENBHOE (32  CYET  yMEHBIIEHUS  BBICBOOOXKICHMSI  LIUTOKMHOB U3
MOHOHYKJIEAPHBIX WJIM MOJUMOP(GHOAIEPHBIX KJIETOK, MPUCYTCTBYIOIIMX KaK B KPOBH, TaK U B
TKAHSIX) 1eHCTBUS.

Y mnanMeHToB € XPOHUYECKOW OOCTPYKTHUBHON OOJIE3HBIO JIETKUX JUIMTENbHAs Tepamnus
amMOpokcosioM (B TedeHHe 6 MecsAleB) NMPHUBOAMIA K 3HAYMTEIBHOMY CHHKEHHMIO 4MCIA U
JUINTEJIBHOCTH OOOCTpEHUH, a TakkKe JOCTOBEPHOMY YMEHBIICHUIO MPOAOJDKUTEIbHOCTH
NPUMEHEHHUS aHTUOMOTHKOB, YTO IMPOSBISUIOCH yXKE TMOciie 2 MecsaleB Tepanuu. llpumenenue
npernapara TakKe BBI3BIBAJIO CTATUCTHYECKH 3HAUYMMOE YIy4llIeHHE KIMHHYECKUX CHMIITOMOB
3a00seBaHusl (3aTPYJHEHHOE OTXOXKIEHHE MOKPOTHI, Kallelb, OJBIIIKA, IaTOJIOTHYEeCKHUe
ayCKyJIbTaTUBHbIE IPU3HAKH) B CPABHEHUH C I1J1a11e00.

Takum 00pa3zom, aMOpPOKCOJI OKa3bIBa€T KOMILJIEKCHOE 3aIIUTHOE JIEWCTBHE HA OPOHXOJIETOUHYIO
CHUCTEMYy 3a CYEeT HOpPMAJIM3allM¥ ECTECTBEHHOW (DYHKIMM MYyKOUWIMAPHOTO KJIHMpPEHCa |
IPOTEKIMU 00O0CTPEHUH XPOHHUECKUX PECITUPATOPHBIX 3a00I€BaHNUMN MPH JUTUTEIBHOM Teparuu.
5.2. ®DapmakoKuHeTHYECKHE CBOMCTBA

AOGcopouus

Jist Bcex JIEKapCTBEHHBIX (OPM aMOpPOKCOJIa HEMEIJICHHOTO BBICBOOOKICHUS XapakTepHa
ObICTpast U MOYTH MOJHAsE a0COPOLMSI C JIMHEHHOM 3aBUCHMOCTBIO OT /103l B TEpPaeBTUYECKOM
MHTEepBaJe KOHICHTpanuii. MakcumasbHas KOHLEHTpalus aMOpokcona B ria3Me KpoBH (Cmax)
IpU MepopajIbHOM IpUeMe JaocTuraercss depe3 1-2,5 waca. AOGcomtoTHas OMOIOCTYIMHOCTH
coctaBisieT 79 %. [Ipuem numm He BAUSET HA OMOJOCTYITHOCTh aMOPOKCOJIa.

Pacnpenenenue

B rTtepaneBTMueckOM UWHTepBale KOHLEHTpAIMi CBs3bIBaHUWE C OelKaMM IUIa3Mbl KPOBHU
coctapisieT mpuMepHo 90 %. AMOpPOKCO OBICTPO U B 3HAYUTEIIHLHON CTENIEHU PACTIPeIesIeTCs U3
KpOBH B paznuyHble TKaHU. O0beM pacrpesiesieHus: cocTapiseT 552 .

Camble BBICOKHE KOHIIEHTpALlUK aKTUBHOI'O KOMITOHEHTA Ipernapara HalIi01aloTCs B JIETKUX.

BI/IOTDaHC(bODMaHI/IH

[Tpumepno 30 % mnpuHATOW mNeEpopalbHON 1036l moABepraercs d>(Q(exTy NepBUUHOTO
MIPOXOXKACHUS Yepe3 neueHb. AMOPOKCOI MeTaboIM3UpPyeTCsl TPEUMYIIIECTBEHHO B MIEYEHHU, TIe
IIPOUCXOOUT €ro IJIIKypOHUpOBaHME U pacuieruieHne (mpumepHo 10 % ot no3el) 1o
TUOPOMAHTPAHUJIOBOM  KHCJIOTBI, IMOMHUMO 00pa3oBaHHs HEKOTOPBIX  BTOPOCTENEHHBIX
METa0O0IUTOB.

HCCJ’IG}IOBaHl/Iﬂ C HCIOJB30BAHHMEM MHUKPOCOM IICYCHH 4YCJIOBCKa ITOKa3ajh, 4YTO METa00IN3M
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aMOpokcojia 70 JUOPOMaHTPAHUIIOBOM KHCI

CYP3A4.

DIMMUHALIUA

COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 14.01.2025 N= 465

i ipbtEobn it Iydabiin “sodepiienra

B Teuenue 3 nHell mocnie mepopaibHOro mpueMa aMOpoKcola B Moye OOHapyKUBAETCs

npuOIU3UTENBHO 6 % OT MPUHSTOM 10361 B hopMe CBOOOIHOTO COeIMHEHUS U TPUMEpHO 26 % oT

J03bI B (hOpME KOHBIOTATA.

KoHeuHslii meproy moyryBbsIBEACHUS aMOpOKCOJIa COCTaBIseT mpudmmu3uTensHo 10 gacos.

OO0muit KIMPEHC COCTAaBIsAET MpUMEepHO 660 MJI/MUH; MOYSUHBINA KIUPEHC MOCIE MePOPaTLHOTO

npreMa aMOpOKCoJia COCTaBIseT MPUOIU3UTENHHO 8 % OT 00IIero KJIMpeHca.

bBII0 yCTaHOBIIEHO, YTO KOJIMYECTBO IIpENapara, BBIACICHHOIO ¢ MOYOM B TEUYECHHE S5 JHEW,

coctaBuiio 83 % oT 103kl (110 METOly C UCIIOJIb30BAHUEM PATUOAKTUBHON METKH).

Oco0nIe T'pYIIIBI IMAIIMCHTOB

Y manueHToB C HapyHmIeHUueM (bYHKI_II/II/I INEYCHHU BBIBCICHUC aM6p0Kcona 3aMCIJICHO, 4YTO

MPUBOANT K YBEJIIMUEHHUIO €T0 KOHIIEHTPAIMH B TUIa3Me KPOBU pUMEPHO B 1,3-2 pasza.

[Tockonbky aMOpOKCO 00JadaeT MUPOKUM TEPATIEBTUUECKUM JHANa30HOM, KOPPEKIIHS 1036l HE

TpeOyercs.

He O6H&py>KeHO KIIMHUYCCKHU 3HAYMMOI'O BJIMAHHA BO3paCTa H II0JIa Ha q)apMaKOKI/IHeTI/IKy

aMOpOKCOJIa, ITOATOMY KOPPEKITUs A03bI HE TPeOyeTCsI.

6. PAPMAIIEBTUUECKHUE CBOMCTBA

6.1. IlepeyeHp BCIOMOraTeJIbHBIX BEIIECTB
JlakT03BI MOHOTHAPAT (CaXxap MOJOYHBIN)
Kpaxmain kykypy3HbIil

[emmrono3za mukpokpuctammudeckas (MKII-101
[ToBunon-K25

Maruus creapar

Kpemuus nuokcua KOO AHBIA

6.2. HecoBmecTUMOCTD

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHus1)

3 roxa.

[Ipemuym)

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH PH XPAHEHUHU

XpaHuTh pH Temnepatype He Bole 25 °C B KapTOHHOH yIakoBKe (Tayke).

6.5. Xapakrep u coaepkaHue NePBUYHOH YIAKOBKH
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COOTBETCTEBYET 3KCNEPTHOMY OTYETY
~ oT14012025N2465
ITo 10, 20, 25 TabIETOK B KOHTYPHYIO SYEHKOBYIO YIIaK\ kﬁf'ﬁgﬂfé#kﬁT%Elﬂﬂl{'ﬂgiﬁépﬁﬁhoﬁ,

100 TUICHKH TOTUBUHWIXJIOPHIHON/TIOTUBUHWIAICHXIIOPUIHON UM B KOHTYPHYIO STUEHKOBYIO
VIIAKOBKY W3 Marepuania KOMOMHHUPOBAHHOTO Ha OCHOBE (DOJIBTH (TPEXCIIONWHBIA MaTepuall,
BKJIIOYAIOLIUI  allOMUHUEBYIO  (oOJIbry, IUIEHKY U3 OpPHUEHTHPOBAHHOIO  IMOJHAMM/IA,
MOJIMBUHWJIXJIOPUAHYIO TUICHKY) U (DOJIBTY aIOMUHUEBOM M1eYaTHOM JIAKUPOBAHHOM.

1, 2, 3, 4,5, 6, 8 win 10 KOHTYpHBIX SYEHKOBBIX YIAKOBOK BMECTE C HHCTPYKLHEH IO
MEIUIIMHCKOMY TPUMEHEHUIO (JTMCTOK-BKIIAJIBIII) TOMEIIAIOT B KAPTOHHYIO YIIAKOBKY (ITAUKY).
6.6. OcoOble Mepbl NPEeIOCTOPOKHOCTH TPH YHUYTOKEHHMH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WM OTX0A0B, TMOJIYYeHHBbIX IIOcjle NPHMEHEeHUus
JIEKAPCTBEHHOI'0 Mpenapara u Apyrue MaHUIMYJIALIUHU ¢ PenapaToM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEP/KATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHU S
Poccus

000 «ATomn»

445351, Camapckas 001., r. XKurynesck, yi. ['mapoctpourenei, 1. 6

Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

7.1. IlpencraBurtenb AepakaTessi pericCTPALMOHHOIO YA0CTOBEPEHHUS

[Iperen3uu HOTDC6I/ITCJ'IGI\;I HalpaBJIATH IO agpPeECy:

B cnydae n3rotosneHus npenapara Ha Ipou3BoAcTBeHHOM miomanke OO0 «O308»:
Poccus

000 «O308»

445351, Camapckas 0611., r.0. XKurynesck, r. XKurynesck, yi. ['uapocrpoureneii, 1. 6
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

B cnyuae usrorosnenus npemnapara Ha npou3BoacTBeHHOH 1uiomiaake OO0 «O30H Dapm»:
Poccus

000 «O30n Dapm»

445043, Camapckas 0071., 1.0. Tombsitta, Tep. O3 IIIIT, maructpans 3-4, 31. 11, cTp. 1
Ten.: +79874599993, +79874599994

E-mail: ozonpharm@ozon-pharm.ru
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
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8. HOMEP PETUCTPAIIMOHHOI'O Y IOCTOBEPE IS =MV T 0004)
JITT-Ne(001188)-(PT-RU)

9. JATA TIEPBUYHOW PETMCTPALIMM (MMOATBEPKIEHUS
PETACTPAIIAU, TEPEPETVCTPALIAN)

Jara nepBoii peructpanuu: 8§ ceHTssOps 2022 r.

10. JATA IIEPECMOTPA TEKCTA
8 uronst 2024 r.

OO0miass xapakTepucTHKa JEKapCTBEHHOTo mnpemnapara AmOpokcon Anb(akTHB IOCTyImHa Ha
uH(GOPMallMOHHOM TmopTaje EBpasuiickoro SKOHOMHYECKOTO COr03a B HWH(OPMAIMOHHO-

KOMMYHUKaIMOHHOM cetn «HTepuer» http://eec.eaeunion.org/.
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