COOTBETCTBYET BKCNEPTHOMY OTYETY
oT Z5 ] 1 /l_.-}'{ No 27488

HHQTPYKIHOCNEOOBATENEHOCTE 0002)

IO MEJUITMHCKOMY ITPUMEHEHRHNIO JIEKAPCTBEHHOI'O IIPEITAPATA
AJITE3HP YJILBTPA

HaUMCHOBAaHHE JICKAPCTBCHHOI'O IIpeIIapaTa

PerucrpainioHHs1ii Homep:

T oproBoe HauMeHOBaHMe: ATe3up Y JIbTpa

MexayHapoaHoe HellaTeHTOBaHHOe HAMMEHOBaHMe: HallpOKCeH

JlekapcrBeHHasi popma: TabiIeTKH, MOKPHITHIE IUIEHOUHOH 000109KOH

CocrtaB

1 TabneTKa, MOKPHITAs TUICHOYHOU 000JIOUKOH, COJICPIKUT:

Oeticmeyroujee 6enyecmeo. HaIPpOKCeH HATpUsI — 275 mr;

6CNOMO2aMENbHbIE Geljecnea; KajbIUsl cTeapaTr, KOIOBHIOH, KPeMHHS JUOKCH/l KOJUIOWTHBIN
(appocuit), TaKTO3bl MOHOTH/PAT, IEJUII0JI03a MUKPOKPUCTAILINYSCKAST,

6CNOMOCAMENBbHBIE 6eecmea Ona 0DONOYKYU: THIIPOMEIIos3a (THAPOKCUIIPOIHIME THIIISIIIION03a),
KomoBu0H, Makporoa 6000 (mommsTrineHrmkob 6000), TalbK, TUTAaHA JUOKCH/.

Onucanue

TabneTku, MOKpPHITHIE IUIGHOYHOW oO0o0J0uKkorW Oejoro WM mouTh Oesloro IBeTa, KpyrJble,
JIBOSIKOBBIMYKJIOH (opmel. Ha momepeunoM paspese syqpo Oesioro Wi OeJIoTO ¢ KEJITOBATHIM
OTTCHKOM IIBETA.

dapmakoTepanieBTHUCCKAA TPyIHIa:

Hectepouansiit npotuBoBocniaIuTeIbHbIN penapat (HIIBII).

Kox ATX: MO1AEO2

dapmako/IorHiecKHe CBOMCTBA

Dapmaxoduramuxa

[Ipenapatsi HAIpPOKCEeHA obnamaroT 00e300THBAIONITUM, JKaApOMOHUKAIOITUM u
IPOTUBOBOCHIAJIMTENIBHBIM  JIeHCTBHEM. MexaHM3M  JIeHCTBHsI CBSI3aH € HECEJIGKTHBHBIM
WHTHOUpOBaHUEM aKTHBHOCTH IMUKJIOOKCcHTeHaskI-1 u -2 (I[OI'-1, ITOI'-2).

Hanpokcen xopomo pacTBopsieTcsi, OBICTPO BCACBIBACTCS M3 JKEJIYJOUYHO-KHIISYHOTO TpaKTa H
obecreunpaeT ObICTPOE HACTYIUICHHE 00e300IuBatomero s¢dexra.

Dapmaxoxunemuxa

BBICTpO M MOJHOCTHIO BCACHIBACTCS U3 KEIYJOYHO-KHUIISUHOTO TpakTa. buomoctymHocts — 95 %
(IpueM NUIIM NPAaKTHYSCKH HE BJIMSCT HU Ha MOJIHOTY, HH Ha CKOpPOCTh BCachlBaHWs). Bpems
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JOCTHKEHHSI MakcHMaTbHOH KoHLIEeHTpanuH ([fCmax) — 112 (9aga [ Cosan [o-Oemkamu THAZMEI KpPOBH

> 99 %. Ilepuon momyBeiBeaeHus (T12) cocrapnsieT 12—135 yacoB. MeTaboam3M IpOUCXOIUT B TIEUSHU

JIO TUMETHIHANIPOKCeHa ¢ yuacTreM uzopepmenta CYP2C9. Kimmupenc — 0,13 sur/mun/kr. Beioaurcest

Ha 98 % moukamu, 10 % BBEIBOAHTCSA B HEH3MEHEHHOM BHE, ¢ »Kequbio — 0,5-2,5 %. PapHoBecHas

KOHIICHTPAIUA B IJIa3Me KpOBH OMpeeisieTcs mocie npuema 4-5 qo3 npenapata (23 JHs).

[Ipu moyeuHol HEJOCTATOUHOCTH BO3MOIKHA KyMYJISIITUS MeTaOOIUTOB.

Iloxa3zaHus K IpUMeHeHHIO

HanpokceH mpUMeHSSTCS T CHMITOMATHUSCKOM Tepanuu (JUIs1 YMEHBIISHUSI OOJTH, BOCTIATICHUS

CHUKCHHMSI TIOBBINICHHOHN TeMIepaTyphl Tejla) U Ha TMPOTPECCHPOBAHUE OCHOBHOTO 3a00JICBAHUS HE

BJIUSIET.

e 3aloseBaHHE OMOPHO-IBUTATEIHHOTO aMMapaTta (PEBMAaTHISCKOS MOPAKSHHE MITKUX TKaHEH,
0CTe0apTPO3 MepUPepUUSCKUX CYCTABOB U MO3BOHOYHHKA, B TOM YHCIE ¢ PATUKYIISPHBIM
CHH/IPOMOM, TeHJOBAardHUT, OYPCHUT).

e bBonepoit cunapom cnabol WM YMEpEHHON CTEeNeHH BhIPAKEHHOCTH: HEBPAJITHS, OCCAIITHA,
MUQITHS, JIIOMOOUIIHAITHUS, IOCTTPaBMaTUYeCKUM Oo0sieBOH CHHAPOM (pacTsDKEHUS H
ymuObI), CONPOBOKAAIOMUNUCS BOCTIAJICHHEM, TOJIOBHAsI OOJIb, MUTPEHbB, aJIbTOJIUCMEHOPES,
3yOHast GOJTb.

e B cocraBe KOMIUICKCHOU Tepanuu HHPEKITMOHHO-BOCTIAIUTEILHBIX 3a00JIeBaHUH yXa, TopIia,
HOCA € BbIPAJKEHHBIM OOJICBBIM CHHJIPOMOM ((papUHTUT, TOH3UILIUT, OTUT).

e Jluxopa/louHbIH CHH/IPOM IPHU KIIPOCTYIHBIX» U HHPESKITHOHHBIX 3a00ICBAHUSIX.

IIpoTiBoOIOKAa3aHNA

. 'unepuyBCTBUTENBHOCTh K HANPOKCEHY WJIM K JIFOOOMY M3 BCIIOMOTATEJILHBIX BEIIECTB,
BXO/ISIIUX B COCTAB JICKAPCTBEHHOTO Ipernapara.

. [TosiHOE WK HENOJIHOE coUeTaHUE OPOHXUATILHON aCTMBI, PELIUAUBUPYIOMIETO MTOJIUII03a HOCA
WM OKOJIOHOCOBBIX IIA3yX M HEMNEePeHOCHMOCTH aleTWICAIULUIOBOW KUCIIOTHI U JIPYTHUX
HECTePOUIHBIX IPOTUBOBOCTIAJINTENIbHBIX IpenapaTos (HIIBII) (B ToM unciie B aHaMHE3Re).

. Ilepuop mociie MpoBeIeHUSL AOPTOKOPOHAPHOTO IIYHTUPOBAHUSL.

. DpO3UBHO-SI3BEHHbIE U3MEHEHMS CIM3UCTOM KeIyAKa Wi 12-epcTHON KUIIKH, aKTHBHOE
JKEITYOUHO-KUIIIEUHOS KPOBOTECUCHHE.

. BocnanmutenbHble 3a00ieBaHUs KUIIEUHUKA (HecTeM(pUUSCKUN S3BEHHBIH KOJIUT, 00JIC3HDb
Kpomna) B daze oGocTpeHms.

o I'emoumst 1 [pyrue HapyIMIeHHUs CBEPTHIBASMOCTH KPOBH M HAapyIICHHSI TeMOCTAa3a.
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° I{epebpoBackyIsipHOE KPOBOTSUSHUE WITH MHBIC (KPOBOTSUSHAM A TE [LHOC TR 0002)

o i )

. JlekoMIieHCHpOBaHHAs CepAeUHAasI HEJOCTATOYHOCTb.
. BripaxeHHas TeYeHOYHASI HETOCTATOYHOCTh WM AKTUBHOE 3a00JIBaHUE MTeUCHH.
° BripaskeHHas1 moveyHasi HeJOCTaTOUHOCTh (KupeHce kpeatnHuHa (KK) menee 30 mu/mun),

MpOTpeCcCUpYIOMUe 3a00JIeBaHUs MTOUSK, MTOATBEPIKICHHAS THIISPKATUSMUSL.
. BepeMeHHOCTB, IepUO/1 IPYAHOTO BCKAPMJIMBAHMSL
) Jletckuii Bo3pact 10 15 JeT.
C ocTOpOKHOCTBIO
HNmemuueckast OGoJe3Hb cep/na, nepeOpoBacKyssipHble 3a00JIeBaHMsS, 3acTOHHAsl cep/euHas
HEJIOCTATOUHOCTh,  JIUCITHIHISMISI/ TUTICPIUIHISMUS,  caXapHbId  jguaber,  3a0oJieBaHUA
nepudepuUecKux apTepui, KypeHue, Hapymenue ¢yukiun nouek (KK 30-60 wmun/mun),
AHAMHECTHYECKHE JaHHbIE O Pa3BUTHH SI3BEHHOIO IIOPAXKEHUS JKEJIy/I0YHO-KHIIEYHOTO TpaKTa
(KKT), nanuuue undexuuu Helicobacter pylori, npuMeHeHHe y NMAIUEHTOB IMOJKUIIOTO BO3pacTa,
CHUCTeMHasl KpacHasl BOJIYaHKA WJIM CMeEIIaHHbIe 3a00JIeBaHUS COSJUHUTEILHOM TKaHW (CHHIPOM
[Tapna), mmutensHoe mpumenenne HIIBII, yactoe ynoTpebiieHre aTKOT OIS, TSHKEIbIS COMAaTHISCKUE
3a00JIeBaHHUS, COMYTCTBYIOMAS TePAIHsI CIICAYIONTUMHE MperapaTaMu: aHTHKOATYJISTHTHI (HapuMep,
BapdapuH), aHTHArperaHThl (HAIpUMEp, alleTUICATUITMIIOBAST KUCIIOTA, KIIOTH/IOTPET), IepOopaIbHbIC
TJIFOKOKOPTUKOU/IBI (HAIpUMEp, TPETHU30JI0H), CeJICKTHBHbIC HHTUOMTOpPHI OOpAaTHOTO 3axBaTa
CepOTOHHHA (HAIIPUMeEp, TUTAIONpaM, (PJIyoKCeTHH, TAPOKCETHH, CePTPAJIUH).
IIpyMeHeHUe TP GepeMEeHHOCTH U B MIePHO/ TPYAHOT0 BCKAPMJIMBAHUSA
[Ipemapar Anresup YapTpa MNPOTHBONOKA3aH MPH OEPEeMEHHOCTH W B TEPHOA TPYIHOTO
pckapmiupanusi. He cenyet npumenars HIIBII sxkenmuaam ¢ 20-# Hemen OepeMEHHOCTH B CBSI3H C
BO3MOJKHBIM DPHCKOM pa3BUTHUS MAJIOBOJMS W/HWIH TATOJIOTHH TIOYeK Yy HOBOPOKICHHBIX
(HeoHaTaIbHASI IOYSUHAS TUCHYHKITUA).
Cnocod mpuMeHeHUs U 10351
BayTpb. TabneTkn cieqyer IpUHAMATH C JOCTATOYHBIM KOJTHIESCTBOM BOJIBI.
Pexomenoyemasn cxema mepanuu
B3pocnsie, demu om 15 1em u cmapuie
OOGpIYHAS CyTOYHAS JT03a, IPUMEHSIeMas U1 oOserdeHust 0oyin, coctapysier 2—3 Tabmetku (550
825 wmr). MakcumambHasi cCyTouHast Jioza — 3 Tabnerku (825 wmr). J[MUTensHOCTh MPUMEHEHHS — HE
Oosee 5 nuell.

HpH MNPpUMCHCHHUH HAIIpOKCCHA B KAaYCCTBC JKApPOIIOHHIMKAIOMICTO CpeACTBa HadaJlbHasd [Jo3a
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COCTaBISIET 2 TabJIeTKH, ajiee IpHHAMaeTes 1 1 Tabnerie (275 vi) kaskybie| 8 Macosy 1, (100 7)

Jl1s npeiynipeskAeHUs U JIeUeHUs IPUCTYIIOB MUTPEHU HadaJlbHasi peKOMEHyeMast /1032 COCTABIIeT
2 TabaeTku (550 Mr), pu HEOOXOTUMOCTH MOJKHO MPUHUMATH 1O 1 TaGmeTke (275 Mr) Kakabie 8—12
yacop. MakcumaiibHas cyTouHas jgo3a — 3 TabneTku (825 mr).

Jlns obserueHusi MEHCTpyaslbHBIX OoJied W cma3MoB, OoJiel mocie BBeJACHUS BHYTPUMATOYHBIX
cuupasied (BMC) u apyrux ruHeKoJOrHUYecKuX OoJiel peKoMeHIyeTCsl Ha3zHaueHHUe IpernapaTa B
HavaIbHOH J103e, cocTappitomed 2 Tabnetku (550 mr), nanee o 1 tabietke (275 Mr) Kax/sie

8 gacos.

Hemu

Hanpokcen npoTuBomokasaH Jiisi IpUMEHEHUA y JieTed 1o 15 JeT.

Hayuenmor nosxcunozo eozpacma (= 65 nem)

[TanpmentaMm ctapme 65 JieT ciieAyeT NPUHUMATh IpenapaT o Mepe HeoOXOJUMOCTH Kax/ple 12
9acoB.

JIns1 cHUMKEeHMST pUcKa pa3BUTHUS HeKeNaTeNbHbIX siBjieHUU co ctoponbl JKKT mpenapar ciemyer
NPUHUMATh B MEHAMAJTbHOH 2(h(heKTHUBHOH J103¢ MUHUMAIILHO BO3MOKHBIM KOPOTKHM KYPCOM.
Ecnmu y Bac cospmaercst preuariieHHe, 4to >(p@QeKkT mpemapaTa OUeHb CHJIBHBIM WM CJAOBIH,
npouHGOpMHUpYHTE JeUaliero Bpaua wid gpapMarieBTa.

IloGouHoe nelicTBUE

Pesrome npoduiist 6e300acHOCTH

Hamnbosnee uwacto HaﬁJ'IIOI[aJ'[IrICB HEMKCJIATCJIBHBIC pCaKIUd CO CTOPOHBI KEJIYJOYHO-KHIICYHOTO
TpaKTa. Bosmozkao Pa3BUTHC MEeNITHYSCKON SI3BBI, Hepq)opaunn WA KCIIYAOUHO-KHUIICYHOT'O
KpOBOTCUCHUS, HHOTAAa CO CMCPTCJIBHBIM UCXOI0M, ocobeHHo Y HAIUCHTOB ITOXKUJIOTO BO3pacTa.

PesroMe HekeJIATEJIbHBIX PeaKIH

HexxenatenbHble 5¢QekThl, KOTOpble MOTYT pa3BUBAThCSI BO BpeMsl JICUCHHs HAIMPOKCEHOM,
KJIACCH()MITMPOBAHBI B COOTBETCTBHH CO CISAYIOMEH YaCTOTOH BCTPEUAEMOCTH: OUSHB YacTo

(> 1/10); wacto (ot = 1/100 g0 < 1/10); Heuacto (oT = 1/1 000 go < 1/100); peako (ot = 1/10 000 xo
< 1/1 000);, owenp penko (< 1/10 000); wacToTa Hem3BecTHa (He MOKET OBITh OTpesc/icHa Ha
OCHOBAHUHU UMEIONINXCS JAHHBIX).

B kaxao# rpynme HexkenaTeIbHbIE SIBICHUS MepeUUCIICHBI B TOpsA/IKe YObIBAHUS CePbE3HOCTH.
Hapyuienusa co cmoponbt seny0ouHO-KUMEeUHO20 mMpaKma:

qacTo: 3a1nop, 60Jib B AKUBOTE, JUCIICTICUS, TONTHOTA, IHapesi, CTOMATHT, METCOPU3M,

HEeYacTo: JKeJyJOUHO-KHIICUHOEe KPOBOTCUSHHE W/WIM nepdopallus Kely/ka, KpoBaBas pBOTa,

MeJIeHa, PBOTA,
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OYEHb PEJIKO: PELHINB UM 000CTPEeHHE A3BEHHOTO KoM Ta i (Coyressn Kpomas | Tk 0002)

et b )

4acTOTa HEU3BECTHA: TACTPUT.

Hapyuienusa co cmoponvl Kposu u TUMQamuuecko Cucmembl.!

HEeYacTo: DO3UHO(UIUS, TPaHYIONUTONCHHUSL, JIeHKOTICHUSI, TPOMOOIMTOIICHHSL.

Hapywenusa co cmoponvi HepeHoli cucmembi:

9acToO: rOJIOBHASA GOJIb, BEPTHTO, TOJIOBOKPYIKSHHE, COHIIMBOCTH;,

HEYacTo: JICTIPeCCHsl, HapyLIeHHe CHA, HEBO3MOYKHOCTh KOHIIEHTPUPOBATHCsA, OeCcCOHHUIIA,
HEJIOMOTaHUe.

Hapyuwenusa co cimoponsi opeana 3peHus:

9acTo: HapyLISHUE 3pSHHUSL.

Hapyuienusa co cmoponvi opeana cnyxa u 1abupunma:

9acTo: IIyM B yIIaX, HApyIISHUE CIIyXa,

HEeYacTO: CHHKEHHE CIIyXa.

Hapyuienusa co cmoponwi cepoya:

94acTO: OIMYIIESHHUE CepAIcOUCHHSI.

HEYacTo: 3aCTOHHAas cep/leuHasi HeIOCTaTOUYHOCTh.

Hapyuienusa co cmoponst cocyoos:

9acTO: OTEUYHOCTD.

Hapyuienusa co cmoponsl ObixamenbHol CUCEMbL, OPeAHO8 SPYOHOU KNEMKU U CPEOOCHEHU:
9acTo: OJIbIINIKA;

HEYacTo: PO3UHO(UIBHbIC THEBMOHUH.

Hapyuienua co cmoponsl neueHu u Jcenue6ubleo0suux nymei.

HEeYacTo: MOBBINICHHE aKTUBHOCTH «IIEUYSHOUHBIX» (PePMEHTOB, JKeJITyXa.

Hapyuwienua co cmoponst Kodicu u nOOKOJICHbIX MKAHEN !

9acTO: KOMKHBIH 3y/I, KOJKHASI ChIIb, SKXUMO3bI, IypPIypa;

HEYaCTO: aJionelnus, (poToIepMaTo3bl,

OUeHb peAKo: OyJUIe3Hble peakluu, BKIIOUas cuHApoM CtHuBeHca — J[KOHCOHA W TOKCHYECCKHM
STHIEPMAJIbHBINH HEKPOJIH3.

Hapywienusa co cmoponvt MuiteuHoll, CKeNemHOl i COCOUHUMENLHOU MKAHU:

HeYacTO: MUAJITUS U MbIIIeUHas! ¢1ab0CTh.

Hapyuienua co cmoponsi nouex u Mo4esvle 00 uux nymeii:

HEeYacTo: IJIOMepYJIOHe(PHUT, reMaTypHsl, UHTePCTUIMAIIBLHBIH HepUT, HePpOTHUSCKUN CHHAPOM,

[Mo4ucyYHas1 HCA0CTaTOYHOCTD, MOYCYHbIN Hal'[PIJ'IJ'[HpHBIfI HCKPO3.
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Obuyue napyuenus u peaxyuu 6 mecme ssederpus:  (NOCNENOBATENLHOCTE 0002)

o i )

4acTo: XKaxX/1a, HOBBIIIEHHOE MOTOOT/ICIICHHE,
HEYacTO: peaKIMH IMOBBIIMICHHON YYBCTBUTEIBHOCTH, HApPYIIEHUs MEHCTPYAJIBHOTO ITUKJIA,
runeprepmMus (03HOO U JIMXOpAIKa).

[Tpu tepanuu HIIBII coo61anock o MOSBIICHUH OTEKOB U CUMIITOMOB Cep/IeYHOHN HEJJOCTaTOUHOCTH,
MOBBINICHUH apTePUATILHOTO JIABJICHUS.

Knuanyeckue HCCISAOBAHHUS U HIUASMHUOJIOTHUSCKUE JJaHHbIE CBHUJIETECJBCTBYIOT O TOM, YTO
npumeHeHHe HeKoTopblx HIIBII (ocoOeHHO B BBICOKHX JI03aX H MPH JUTHTSIILHOH Tepaliuu) MOXKET
OBITH CBS3aHO C HEOOJBIIUM YBEJIMUSCHHEM PHUCKA BO3HHUKHOBEHHUS apTEpHAIBHBIX TPOMOO30B
(mampumep, HHPAPKT MUOKAP/1a UITH HHCYJIBT).

Hexcenamensnvie 3¢hghexmsl, npuduHHO-C1e0CHMEEHHAA C6A3bL KOMOPBHIX C RPUMEHeHUeM
HANPOKCeHA He YCIMAHO08NeHa

Hapywenus co cmoponst Kpoeu u JIumgamuueckol cucmemvi: aIUlaCTHUECKas aHEMUs,
reMOJIUTHUYECKAsT AaHEMUSL.

Hapyuienusa co cmoponvl HepsHOT cucmemsl: aCeTITHUSCKUNH MEHUHTHT, KOTHUTHBHAS TUCQHYHKITHSL.

Hapyuienua co cmopouvl KOJCU U NOOKOJCHBIX mMKaHel: MYyJIbTU(GOPMHASI SpUTEMa, PEeaKIuH
(OTOUYBCTBUTEIILHOCTH, IM0/IO0HBIC TMO3HEH KOXKHOH mopdupuu U OyJUIC3HOMY SIUASPMOIIH3Y,
KpallMBHHIIA.

Hapyuienusa co cmoponsi cocy0os: BaCKyJIuUT.

Obwue paccmporicmeéa U HApYuieHus 6 Mecme 66e0eHUs: aHTHOHCBPOTHUSCKHH OTEK,
TUIEPIIIUKEMUs], THIIOTJIMKEMHUSI.

Ecnmu Bel 3ameTunu mojo0HBIC SIBJICHHS, NPEKpaTHTe MpUeM IMpernapata U IO BO3MOMKHOCTH
oOpaTuTech K Bpauy.

IlepenozupoBka

Cumnmomsl

3HauyuTeNbHAA ~ NepeO3UpPOBKA  HAMPOKCEHA  MOMKET  XapaKTepH30BaThCA  COHJIMBOCTHIO,
JIACTICTICHYSCKUMH PacCTPOUCTBAMHU (M3KOTOH, TOIMHOTOM, pBOTOH, OOJIbIO B JKHBOTE), CIa00CThIO,
IMIYMOM B VIIIaX, pa3/IpaKUTeIbHOCTHIO, B TSDKEJIBIX CIIydasX — KpOBaBasi pBOTa, MeJIeHa, HapylIeHUue
CO3HAHMSL, CY/IOPOTH H MM0YeYHasl HeIOCTATOYHOCTb.

Jeuenue

[TanuenTy, NpUHABIIEMY CIyYalHO WJIM MpeJHaMEpeHHO O0JIbIoe KOJUYECTBO HANPOKCEHa,
HeOOXOIMMO  TNPOMBITH  JKEIYAOK, TPHUHSATH  aKTUBHUPOBAHHBIH  yIoJib M NPOBOJUTH

CHUMITOMATHYSCKYIO TEpaIHIO: aHTAIUIbl, Omokatopbl Hz-penenTopoB, HHTHOWTOPHI MPOTOHHOM
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nommel. I'emosuanus Heo( ek THECH. (NOCNEOOBATENBLHOCTh 0002)

o e J

BzaumogeiicTBHe ¢ APYTVMHU JIEKAPCTBEHHBIMM cpeAcTBaMH

ITpu nedeHUH aHTUKOATYJITHTAMH CJIeTyeT UMETh B BUIY, YTO HAIIPOKCEH MOJYKET YBEJIMUUBATH BPEeMs
KkpoBoTeueHHUs. He ciieyeT IpUMeHsITh HAlIPOKCEH OJJHOBPEMEHHO ¢ alle THJICATHIIUIOBON KUCIOTOMH,
npyrumu HIIBII, Bimrouast celeKTHBHbIE WHTHOMTOPHI IHUKJIOOKCHUTEHA3bI-2 (BO3pacTaeT PHUCK
pa3BHUTHS TOGOUHBIX S (HEKTOB).

[TarueHThI, OJHOBPEMEHHO IMOJYHYAIONME THIAHTOWHBI, AHTUKOATYJIHTHI WJIH  JpYTHE
JICKapCTBEHHBIC TIPETAPaThl, CBSI3BIBAIOIHUECS B 3SHAUUTESIILHOM CTETICHHU ¢ OeIKaMH IUTa3MBbl, JOJDKHBI
CJISIUTH 3a MPU3HAKAMHU OTSHIIMPOBAHUS ACUCTBUS WIH MIepe03UPOBKOM ATHX IIPenapaToB.
HanpokceH MOMKeT CHH)KATh AaHTUTHIICPTCH3UBHOE [eHCTBHE INpompaHojoida U JApyrux OeTa-
a7peHOOIOKATOPOB, a TAKIKE MOXKET YBEJIMUMBATH PUCK MOUSUHON HEJOCTATOYHOCTH, CBSI3aHHOH ¢
IpUMEHEHHUEM UHIHOUTOPOB aHTHOTeH3UHIIpeBpamatomero ¢pepmenta (AIID).

HIIBII MoryT yMeHbIIaTh MOYETOHHOE JAeHcTBUe auypeTukoB. Iloa pgelicTBueM HampoKceHa
UHTHOUpYeTCs HaTpuypeTHUecKoe neicTBHe (QypoceMuia. [[MypeTHKH MOTYT TOBBIIATh PHUCK
HedpoTokcuunoctu HIIBII.

HNurubupopanue MOYEUHOTO KIMPEHCA JIUTHSI HPUBOJMT K YBEIHUSHHUIO KOHIICHTpAIMH JIUTHS B
wiazme. llpuem mnpoGeHenuia yBeTWUYMBAeT KOHIICHTPAIMIO HANMpPOKCeHA B IUIa3Me KpPOBH.
[TUKJIOCTIOPHH YBEJIMUUBAST PUCK PA3BUTHUSA II0Y€YHON HETOCTATOYHOCTH.

HanpoxkceH 3aMeIseT 9KCKPEIHIO MEeTOTpeKcaTa, (PEeHUTOWHA, CYIhb(paHUIAMH/IOB, YBEJTHIUBAs PUCK
PA3BUTHS UX TOKCUUSCKOTO JICHCTBUSL.

AHTanmIHbIe IpenapaThsl, CoAepIKallie MAarHUN U ATFOMUHUAN, YMEHBIIAIOT a0CopOIIHI0 HATIPOKCEHA.
MuenoTokcuueckue JIGKapCTBEHHBIE CpeACTBA YCHJIMBAIOT IPOSIBICHUST I'€MaTOKCHYHOCTH
npenapara.

ITo naHHBIM HCCIIeIOBAHUM in Vitro OJHOBPEMEHHOE IPHUMEHEHHME HAIpOKCeHa W 3WI0BYAHHA
YBEJIUUUBACT KOHIICHTPAIIUIO 3UI0BYAHHA B TIA3ME KPOBH.

OgHOBpeMEHHOS IPUMEHEHHE KOPTHKOCTEPOUIOB MOKET YBEJIMUUBATh PUCK 00pa30oBaHUs SI3BbI WK
kpoBoTeueHHs KKT.

HIIBII MoryT yCHJIMBaTh ISHCTBHE aHTHKOATYJISTHTOB, TAKHX Kak BapgapHH.

OnHOBpeMEeHHOE IPUMEHEHHE HAMPOKCEHA M AaHTUTPOMOONMTApHBIX MpPENapaToB, CEJICKTUBHBIX
UHTUOUTOPOB OOpaTHOTO 3aXBaTa CEPOTOHMHA MOBBIMAST PUCK PA3BUTHUS JKEITYJOUYHO-KHUIICUHOTO
KpOBOTEUCHUSL

He pexomennyertcsi oguoBpeMmenHbli npuem HIIBII B Teuenune 8-—12 ngHel mocliie mpUMEHEHUS

MHU(pETIPUCTOHA.
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Onnoepemennoe npumenenne HIIBII u Takpofiimyca QBB AET pHeR HIPPQTOKCHIHQCTHY() 2 )

Oco0ble yKkazaHus

He npeBblmaiiTe /103, yKa3aHHBIX B HHCTPYKUHUHU. J[JI CHUKSHHST pUCKa Pa3BUTHS HE)KeJIATSIBHBIX
SIBJISHUM CO CTOPOHBI XxKemyouHo-kumeyHoro tpakra (JKKT) cienyet uenoiab3oBaTh MUHUMAIILHYIO
3¢ dexTHBHYIO 103y MUHUMATILHO BO3MOMKHBIM KOPOTKHUM KYPCOM.

Ecnu Gostb 1 TMXOpaJika COXpaHSIOTCS WIH CTAHOBATCS CHIIbHEE, CIIe/TyeT OOpaTHThCS K Bpady.
[TaruenTaM ¢ OpOHXHATBHON aCTMOM, ¢ HApYIICHUEM CBEPTHIBAEMOCTH KPOBH, a TaK)Ke MAIUSHTaM ¢
MOBBIIIEHHON TyBCTBUTEJLHOCTBIO K JIDYTUM aHAJIbIeTUKaM Iepe] IPUeMOM HaIpOKCEeHa ClieayeT
IPOKOHCYJIBTHPOBATHCS ¢ BPAUOM.

C OCTOpOIKHOCTBIO CJIeyeT HazHayaTh MallMeHTaM ¢ 3a00JIeBAHUSIMH II€UeHH U TOYESUHOU
HEeJO0CTATOYHOCTHIO. Y MAIMEHTOB ¢ MOYeYHOH HEJOCTATOYHOCTHIO HEOOXOJUMO KOHTPOJIHPOBATH
kpenc kpearunua. IIpu KK menee 30 mui/MUH npuMeHSTH IpenapaT npoTuBonokazaHo. Ilpu
XPOHUUYECKOM AaJIKOTOJIBHOM H JpYIUX (opMax IUppo3a IEUeHU KOHICHTpAIUsl HECBSI3aHHOTO
HAIPOKCeHA TOBBIASTCS, IOATOMY TaKHM TAaIlUEHTaM PEKOMEHIYIOTCs 6osiee HU3KHUe 103bl. [locme
JBYX HeJleh IPUMEHEHHS Tipenapara HeoOX0 UM KOHTPOJIb TIoKa3aTelie (pyHKITHH TTeUCHH.
Hampokcen He cielyeT MNpUHUMATh BMeCTe ¢ JPYTHMH I[POTHBOBOCHAIUTEIBHBIMU U
GOJICY TOJISIFONTUMH TIpeTiapaTaMy, 3a HCKIIIOUCHHEM HAa3HAUYCHHUH Bpaya.

[TanpeHTaM MOKUIJIOTO BO3pPACTA TAKIKE PEKOMEH/IYIOTCS O0Jiee HU3KUE JT03BL.

CrienyeT u3beraTh preMa HapOKCeHA B TeUeHUE 48 YacoB JJO XUPYPTHUSCKOTO BMENIATEIILCTRA.
[Ipu HEOOXOAMMOCTH onpeieTicHus 1 7-KOPTUKOCTEPOH/IOB TIpenapaT cJieIyeT OTMEHHUTH 3a 48 JacoB
JI0 HCCIIeOBaHMs. AHAJIOTMYHO HAIPOKCEH MOJKeT OKa3blBaTh BJIMSHME Ha OIpe/eieHHe 5-
THJIPOKCUUHIOYKCYCHOU KUCJIOTHI B MOYE.

[IpuMeHeHHe HANIPOKCEHA, KaK M JIPYrUX IpenaparoB, OJOKUPYIONUX CHHTE3 INPOCTArJaHIUHOB,
MOJKET BJIMATH Ha (EePTUIBHOCTH, IMOATOMY HE pPEKOMEH/yeTCsl JKEHIIMHAM, IUTAHUPYIOIIHM
OCpEeMEHHOCTb.

Kaxxnas Ttabnerka mpemapata COJSpKHT NpubmusureabHo 25 Mmr Hatpus. llpu orpanuueHumn
noTpeOICHUSI COMTU 3TO HEOOXOUMO YUUTHIBATS.

BmisiHue Ha cloCOOHOCTH YIIPABJIATH TPAHCIIOPTHBIMH CPeICTBAMH, MeXaHW3MAMH
HamnpokceH 3ame/uIsgeT CKOPOCTh PEAKIMK Y MAlUeHTOB. DTO CJIeAyeT YUUThIBATh IIPH YIIpaBJICHUH
aBTOMOOWJIEM U BBITIOJTHEHUH 33,124, TPeOYIOMHUX IMOBBINIEHHOTO BHUMAHHSL.

Popma BBIOIyCKA

TabneTku, MOKPHITHIS TUIEHOYHOU 000JI09KOH, 275 MT.

ITo 5, 10, 12 wm 15 TabieTOK B KOHTYPHYIO SUCHKOBYIO ymakoBKy 3 mieHKH [IBX/IIXTO® u

8



COOTBETCTBYET QKCINEPTHOMY OTHETY
or 25.11.2022 Ne 2748
!

(hoTbTH ATFOMHUHUCBOM TICUATHON JIAKHPOBAHHPH. (NOCNENOBATENEHOCTE 0002)

]
o

Ilo 1, 2,3, 5, 6 win 10 KOHTYPHBIX STYSHKOBBIX YIIaKOBOK BMECTE ¢ HHCTPYKITUEH 1O TPUMEHEHUIO
MOMEMIAIOT B MaUKy U3 KapTOHA.

Y ciaoBusi xpaHeHUst

IIpu Temnepatype He Bbimie 25 °C.

XpaHUTh B HEJOCTYITHOM JIJIS1 JIeTeH MecTe.

Cpok rogHocTH

3 ropa.

He npuMeHATH IO UCTEUEHUH CPOKA TOJHOCTH, YKa3aHHOTO HA YIAaKOBKE.

Y caoBus oTmycka

OtnyckaroT 6e3 penernra.

IIpouzBouTE/IH

AO «AJIUYM», Poccusi.

Mockogrckast 001, T.0. CepryxoB, . O6oneHck, Tep. Kpapran A, 1. 2.
Buinyckarmwwuii koumpons kaiecmea

Mockorckast 061, T.0. CepmyxoB, . O6onenck, Tep. Kpapran A, 1. 2, c1p. 1.
Opranuszanysi, NpMHMMAOIIA ITPeTeH3 N

AO «AJIUYM», Poccusi.

142279, MockoBckas 001, T. CepryxoB, 1. OGoseHck, Tep. Ksaptan A, 1. 2.
Ten.: +7 (495) 646-28-68.

E-mail: info@binnopharmgroup.ru
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HHQTPYKIHOCNEOOBATENEHOCTE 0002)

IO MEJUITMHCKOMY ITPUMEHEHRHNIO JIEKAPCTBEHHOI'O IIPEITAPATA
AJITE3HP YJILBTPA

HaUMCHOBAaHHE JICKAPCTBCHHOI'O IIpeIIapaTa

PerucrpainioHHs1ii Homep:

T oproBoe HauMeHOBaHMe: ATe3up Y JIbTpa

MexayHapoaHoe HellaTeHTOBaHHOe HAMMEHOBaHMe: HallpOKCeH

JlekapcrBeHHasi popma: TabiIeTKH, MOKPHITHIE IUIEHOUHOH 000109KOH

CocrtaB

1 TabneTKa, MOKPHITAs TUICHOYHOU 000JIOUKOH, COJICPIKUT:

Oeticmeyroujee 6enjecmeo. HapoKceH HaTpust — 550 mr;

6CNOMO2aMENbHbIE Geljecnea; KajbIUsl cTeapaTr, KOIOBHIOH, KPeMHHS JUOKCH/l KOJUIOWTHBIN
(appocuit), TaKTO3bl MOHOTH/PAT, IEJUII0JI03a MUKPOKPUCTAILINYSCKAST,

6CNOMOCAMENBbHBIE 6eecmea Ona 0DONOYKYU: THIIPOMEIIos3a (THAPOKCUIIPOIHIME THIIISIIIION03a),
KomoBu0H, Makporoa 6000 (mommsTrineHrmkob 6000), TalbK, TUTAaHA JUOKCH/.

Onucanue

TabneTku, MOKPHITHIC ICHOUHON 000JI0UKOW GeI0T0 WIIH MOUTH OeJIoTO I[BeTa, JBOSKOBBINYKIIbIL,
pOJOJITOBaTOM (hOPMBI CO CKPYTJICHHBIMHU KOHITAaMH, ¢ puckoil. Ha momepednom paspese sygpo 6esioro
WK GeJIoTo ¢ JKEJITOBATHIM OTTSHKOM IIBETA.

dapmakoTepanieBTHUCCKAA TPyIHIa:

Hectepouansiit npoTuBoBocnaIuTeIbHBIN npenapat (HIIBII).

Kox ATX: MO1AEO2

dapmako/IorHiecKHe CBOMCTBA

Dapmaxoduramuxa

[Ipenapatsi HAIpPOKCEeHA obnamaroT 00e300THBAIONITUM, JKaApOMOHUKAIOITUM u
IPOTUBOBOCHIAJIMTENIBHBIM ~ JIeHCTBHEM. MexaHM3M  JIeHCTBUS CBSI3AH € HECEJISKTHBHBIM
WHTHOUpOBaHUEM aKTHBHOCTH ITUKII0OKCcHTeHaskI-1 u -2 (I[OI'-1, ITOI'-2).

Hanpokcen xopomo pacTBopsieTcsi, OBICTPO BCACBIBACTCS M3 JKEJIYJOUYHO-KHIICUHOTO TpaKkTa H
obecrieunpaeT ObICTPOE HACTYIUIGHHE 00e360IuBatomero s dexra.

Dapmaxoxunemuxa

BBICTpO M MOJHOCTHIO BCACHIBACTCS W3 KEJIYJOUYHO-KHUIISUHOTO TpakTa. buomoctymHocth — 95 %
(IpueM NUIIM NPAKTHYSCKH HE BJMSCT HU Ha IOJIHOTY, HU HAa CKOPOCTh BcachIBaHWs). Bpems

1
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JOCTHXKEHUS MaKCUMaIbHOH KOHIEHTpaluH (FCrmax) — 112 Hacaj-Cpsugn ¢ O IKaMi IUTazMBL KPOBH

> 99 %. Ilepuon momyBeiBeaeHus (T12) cocrapnsieT 12—15 yacoB. MeTaboam3M IpOUCXOIUT B ICUSHU

JIO TUMETHTHANIPOKCeHa ¢ yuacTreM uzopepmenta CYP2C9. Knupenc — 0,13 sur/mun/kr. Beioaurcest

Ha 98 % moukamu, 10 % BBEIBOAHTCSA B HEH3MEHEHHOM BHE, ¢ eunio — 0,5-2,5 %. PapHoBecHas

KOHIICHTPAITUA B IJIa3Me KPOBH OMpeeisieTes mocje npuema 4-5 qo3 npenapata (2-3 Hs).

[Ipu moyedyHoU HEJOCTATOUHOCTH BO3MOKHA KYMYJIAIHS METaOOJIUTOB.

Iloxa3zaHus K IpUMeHeHHIO

HanpokceH mpUMeHSSTCS T CHMITOMATHUSCKOM Tepanuu (JUIs1 YMEHBIISHUSI OOJTH, BOCTIATICHUS

CHUKCHHMSI TIOBBINICHHOHN TeMIepaTyphl Tejla) U Ha TMPOTPECCHPOBAHUE OCHOBHOTO 3a00JICBAHUS HE

BJIUSIET.

e 3aloseBaHHE ONMOPHO-JABUTATEIILHOTO ammapaTa (peBMATOWIHBIH apTPHUT, MCOPHATHUCCKUM,
IOBCHWIbHBIH XPOHWYECKHH apTpUT, aHKWIOBHUPYIOMUNH CHOHAWI0ApTpUT (6oJe3Hb
bextepera), mnogarpuyeckui apTpUT, peBMAaTHUUYSCKOE IMOpaKeHHWE MSTKHX TKaHEH,
0CTe0apTPo3 NepUPEpUUSCKUX CYCTABOB M MO3BOHOYHHMKA, B TOM UHCJE C PaJUKYJSIPHBIM
CHH/IPOMOM, TeHJOBAaruHUT, OYPCHUT).

e bosneroii cun/ipoM cabol WM YMEPEHHON CTEIICHH BBIPAKCHHOCTH: HEBPAJITHS, OCCAJITHS,
MHUQITHS, JTIOMOOWIIHAITHS, TOCTTPABMATHYSCKHH Oo0JeBOH CHHAPOM (pACTSDKECHUS H
ymuObI), CONMPOBOMNIAIOIUNCS BOCHAJIeHHEM, OOJIb B IOCJICONEpAIHOHHOM mepuonae (B
TPABMATOJIOTHH, OPTOTIE/IUN, THHEKOJIOTHH, YEJIFOCTHO-JIUIIEBOW XUPYPIHUH), TOJIOBHAs 60JIb,
MUTPEHb, aJIbTOIUCMEHOpEs], AAHEKCUT, 3yOHast 60JIb.

e B cocraBe KOMIUICKCHOU Tepanud HHPEKITHOHHO-BOCTIATATE/ILHBIX 3a00JIeBaHUH yXa, TopJia,
HOCA C BRIPAKEHHBIM GOJICBBIM CHH/IPOMOM ((hapUHTUT, TOH3WUIHUT, OTHUT).

e Jluxopa/TIouHBIH CHH/IPOM IPH TIPOCTY/THBIX» U HHPESKITHOHHBIX 3a00ICBAHUSX.

IIpoTuBonOKazaHun

. ['unep4yBCTBUTENLHOCTh K HANPOKCEHY WIHM K JIIOOOMY W3 BCIIOMOTaTeJIbHBIX BEIIECTB,
BXO/ISIIUX B COCTAB JICKAPCTBEHHOTO IIpernapara.

@ [ToHOE WK HeTIOJTHOE coUYeTaHHUE OPOHXUATHLHOU aCTMBI, PEIIUIUBUPYIOMIETO MOJIUI03a HOCA
WU OKOJIOHOCOBBIX IA3yX M HEMEPEHOCHMOCTH ALCTHWICATULUIOBOW KUCIOTHI U JIPYTUX
HECTEPOUIHBIX MPOTURBOBOCTANIUTENbHBIX TipenmapaTtor (HIIBII) (B ToMm uuciie B aHaMHE3RE).

. Ilepuop mociie MpoBeIeHUS AOPTOKOPOHAPHOTO ITYHTHPOBAHUS.

. DpO3UBHO-SI3BEHHbIE U3MEHEHMS CIIM3UCTOM KeNlyAKa Wi 12-epcTHOM KUIIKH, aKTHBHOE

JKEJIYJOUHO-KHIICYHOC KPOBOTCUCHHUC.
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° Bocnammrenbabie 3a6osieBanus KumeYHHKa (He¢HeMUpAISCKRHA FBES Bab i KOmAT() 60 je3Hb

Kpona) B daze oGocTpenwusi.

. I'emouims u [pyrue HapyIIeHUs CBEPTHIBAEMOCTH KPOBH.

. IlepeGpoBackyJiipHOE KPOBOTEUEHUE MJIM UHBIE KPOBOTEUCHUSI.

® JlexoMIIeHCHpOBaHHAs cep/ieuHasi HeJJOCTaTOUYHOCTb.

. BripaskeHHas1 IeUeHOYHAsI HEJOCTATOUHOCTh MJIM aKTUBHOE 3a00JIeBaHUE [TeYeHH.

. BripaxxenHnast noueunasi HerocTarouHocTh (kiupeHe kpeatwauHa (KK) menee 30 mur/mun),

MPOTPECCUPYIONIUE 3a00JIeBaHUA MMOUSK, MOATBEPIKICHHAS TUIIePKATASMUSI.
. BepeMeHHOCTS, IEpUO/I TPYAHOTO BCKapMIIMBAHUS.
] Jletckuii Bo3pact 1o 16 JeT.
C oCcTOPOKHOCTHIO
HNmemuueckast OGoJe3Hb cep/na, nepeOpoBacKyssipHble 3a00JIeBaHUs, 3acTOMHAsl Ccep/euHas
HEJIOCTATOUHOCTh,  JIUCIUIHUISMUSI/TUIICPIUIUASMHUS,  caXapHbIi  jguaber,  3abosieBaHUA
nepudepudecKux apTepui, Kypenume, HapymeHue ¢yskimu mouek (KK menee 60 wun/mun),
AHAMHECTUUYSCKHUE JaHHbIC O Pa3BUTUU SI3BEHHOTO MOPAKEHHUS KEIYJOUHO-KUIISYHOTO TpaKTa
(KKT), nanuuue undexuun Helicobacter pylori, npuMeHeHHE V MAIUEHTOR IMOXKHUIJIOTO BO3pAacTa,
CHUCTeMHAsI KpacHasi BOJIYAHKA WJIM CMEIIaHHBbIC 3a00JICBAHUS COCIMHUTEIILHOW TKaHW (CHHJIPOM
[Mapma), nmutensHoe mpumeHenne HIIBIL, gactoe ynmoTpeGiieHHe aIKOT OIS, TSDKEIBIC COMATHUYSCKHE
3a00JIeBaHuUs, COMMYTCTBYIOMAS TepAIUsI CIICAYIONUMH MIperapaTaMu: aHTUKOATYJISIHTHI (HapuMep,
Bap(dapuH), aHTHArperanThl (HAIpUMeEp, alleTUICATUITMIOBAS KUCIIOTA, KIIOTH/IOTPEIT), IepOpaIbHbIC
[JIFOKOKOPTHKOUIBI (HAIpUMeEp, IMPEeJTHU30JI0H), CEJISKTHBHbIE HHTUOMTOpPHI OOpAaTHOrO 3axBaTa
CepOTOHHHA (HAIIpUMeEp, ITUTAIoNpam, (PIyoKCceTHH, MAPOKCETHUH, CEPTPAJIUH).
IIpyMeHeHUe TIPH GepeMEeHHOCTH U B TI€PUHO/ TPYAHOT0 BCKAPMJINBAHUSA
[Ipenapatr Anresup YiabTpa IPOTUBOINOKA3aH NpH OCPEMEHHOCTH W B MEPHUOJ TPYIHOTO
BckapmiuBanus. He crenyer npumensite HIIBII sxenmunam ¢ 20-# Henein GepeMEeHHOCTH B CBSI3H C
BO3MOJKHBIM DPHCKOM pa3BUTHS MAJIOBOJMS W/HWIH TATOJIOTHH TIOYeK Yy HOBOPOKICHHBIX
(HeoHaTaJbHAS TTOYSYHAs TUCPYHKITHN).
Crnioco0 npuMeHeHHs U JTI03bI
BuyTtps. TabneTku ciiegyer NIpUHAMATE € IOCTATOYHBIM KOJMYECTBOM BOJIBI.
Crporo ciieaylite yKkazaHUsM Bpada. Bel He JIOJDKHBI NIpEKpallaTh JISUeHUE WIH MEHATH JI03UPOBKY
6e3 mpeIBapUTEILHOM KOHCYJIBTAIIHH C BpauoM. Y3HAWTe Y Bpada MpoI0JDKUTEIILHOCTE IPUMEHEHUS

Ipemnapara.
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Pexomendyemasn cxema mepanit (NOCNEOOBATENBLHOCTh 0002)

o i )

B3pocnsie, demu om 16 1em u cmapuie
OOGBIYHO CYTOYHAS /1034, IPUMEHsIeMas i1 oOJerueHust 60, cocTapisieT 1-2 Tabietku (550—
1100 mr).

IIpu oveHb CUIBHBIX OOJIAX U OTCYTCTBHH B aHAMHeE3e JKEJIyT0UHO-KUIISYHBIX 3a00JIeBaHUN Bpad
MOKET YBEJIMUUTH CYTOUHYIO 03y JI0 3 TabneTok (1650 mr), HO He GoJiee ueM Ha 2 HEJISIH.

IIpy mnpuMeHEHUM HaNpPOKCEHa B KauecTBe IKAPOIMOHMIKAIOMIETO CpeACTBAa HadallbHasl J103a
cocrapisieT 1 Tabnetky (550 Mr), nanee npuHUMAaeTCs 1Mo Y2 TabneTku (275 Mr) Kax/pie 6—8 Jacos.
JInst mpeynpeskAeHUST IPUCTYIIOB MUTPEHH pekoMeHayeTcst 1 tabnerka (550 Mr) nmBaskipl B JISHb.
OaHako JIe4eHHe JOJDKHO ObITh IPEKpaIleHo, €CJIM YacToTa, MHTCHCHUBHOCTh U JUIMTEJILHOCTD
NPUCTYIIOB MHUIPEHHM He YyMEHbHIAIOTCI B TedeHHe 4-6 Hedenb. llpum mepBbIX mNpu3Hakax
MHUTPEHO3ZHOTO MpHUcTyna Bel ToJKHBI IPUHATH 112 TabneTku (825 Mr), a npu HeoOXOAUMOCTH eI
Y2—1 Tabnetky (275-550 mr) cnyetst 30 MUHYT.

Jlnst obnerueHust MEHCTPYaJbHBIX GoJiel W cmasmoB, 0oJiel mocie BBE/ICHUS BHYTPHUMATOYHBIX
cnupasie (BMC) u jpyrux ruHekoJoruueckux Oosedl (NpH aJHEKCHTe, pojax B KayecTBe
AQHAJIbIe3UPYIOMEr0 M TOKOJMTUYSCKOIO CpeJCTBA) PEeKOMEHAYeTCs HazHaueHWe IperapaTra B
HAvYaTBHOHU J103e, cocTapiisaomied 1 Tabnerky (550 mr), nanee mo % tabnetku (275 Mr) kaxapie 68
9acoB.

IIpu ocTpoM mIpHCTyIE MOAArpbl HayaJibHasl qo3a cocTaBisieT 1%z Tabmetku (825 wr), manee 1
TabneTka (550 mr) cycts 8 yacop, a 3aTeM Y2 TabneTkH (275 MT) Kask/Ipie 8 4acoB JI0 MPEKpaneHUs
MIPUCTYTIA.

Ilpu peBMaTOMAHBIX 3a00JIeBaHUSX (PEBMATOMIHBIN apTPUT, OCTEOAPTPUT U AHKHIO3UPYIOUIHH
CIIOHAWJINT) OObIUHAS HAaYaJIbHAS /1032 Mpenapara coctapiisieT 1-2 tabnetku (5501100 Mr) mBasabi
B JIHb YTpOM U BedepoM. HavanpHast cyTouHasi qo3a, cocTapistomast 112—3 tabneTku (825—-
1650 Mr), peKOMEHIyeTCs TIAIUSHTAM C BRIPAKCHHON HOYHOHN OOJIbIO M/HITH BRIPAKESHHOU yTpeHHEH
CKOBAHHOCTB IO, TAITUCHTAM, TIePEBOAUMbBIM Ha JICUSHHE HAIIPOKCEHOM C BRICOKHUX 03 Apyrux HIIBII,
U MalUeHTaM, Y KOTOPBbIX OOJIb SIBJISISTCS. BEIYIUM CHMIITOMOM. OOBIYHO CYTOUHAS /1032 COCTABIISIET
1-2 Tabmetku (550-1100 Mr), HazHAYaeMbIe B 2 pHeMa.

Y TpeHHsISI U BeUEpHsIs 103l MOTYT ObITh HeoIMHAKOBRIMH. C corytacus jedamero Bpada Bel MoskeTe
U3MEHSTh UX B 3aBUCHMOCTH OT NpeoOIaJJaHus] CHMIITOMOB, T. €. HOYHOH OOJIM W/WIH yTpeHHEH
CKOBAHHOCTH.

JI71s1 CHUOKEeHHS pUCKa pa3BUTHUS HeXKeJlaTelIbHBIX sBJIeHUH co cTopoHsl JKKT cieyet ucnons3osaTts

MUHUMAJIBbHYIO 3(Q(QEeKTUBHYIO 103y MHHUMAIBHO BO3MOMKHBIM KOPOTKHM KYPCOM.
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Ecim y Bac cospaercs Bnedarmienue, uto pOGOEKT (MPONapaTa) (OHGHE CHIlbHBIA THIA()C/IA0bIH,

pouHGOPMHUPYHTE JIeUalIero Bpada Win gapmMareBTa.

Hemu

Hamnpokcen npoTuBomokasaH Jiisi IPUMEHEHUS y JieTed /1o 16 JeT.

Hayuenmor nosxcunozo eospacma (= 65 nem)

[TaruentaMm cTapiie 65 JIeT ciieAyeT NpUHUMATh MpenapaT 1Mo Mepe HeoOXOTUMOCTH Kakple 12
9acoB.

IToGouHoe neiicTBHE

Pesrome npoduiisa 6e300acHOCTH

HaunGosee uacto HaOMIOMATHCh HEKENATeIbHBIC PEAKIUM CO CTOPOHBI JKEJYT0YHO-KHUIISUHOTO
TpakTa. BO3MOMKHO pa3BUTHE MENTHYECKOH S3BBI, Mepdopalddl WIH JKeIyJOUHO-KUIICTHOTO
KpOBOTEUCHHUS, HHOT/A CO CMEPTEJIbHBIM UCXO/IOM, OCOOCHHO Y MAIIHEHTOB MOXKUIIOTO BO3pacTa.

PesroMe HeKeJIATEJILHBIX PEAKIHHA

HesxkenmatenbHble 5 QeKThI, KOTOPbIE MOTYT pa3BHUBATHCS BO BPEeMsl JICUCHHS HAMPOKCEHOM,
KJIACCH(UITHPOBAHBI B COOTBETCTBHH CO CIISTYIONICH JaCTOTOH BCTPEIACMOCTH: OUeHb JaCTO

(> 1/10); gacro (ot = 1/100 o < 1/10); Hewacto (ot = 1/1 000 go < 1/100); peako (ot = 1/10 000 g0
< 1/1 000);, owenp penko (< 1/10 000); wacToTa Hem3BecTHa (He MOKET OBITh OTpesc/icHa Ha
OCHOBAHUH UMEIOLINXCS JaHHbIX).

B ka0l TpyIine HexKeIaTeIbHbIC SIBIICHUS TIEPSUUCIICHBI B MTOPS/IKE YOBIBAHUS CEPbE3HOCTH.
Hapyuwienua co cmoponbt Jceny 00U HO-KUMEUHO20 MPaKma:

4acTo: 3amop, 60JIb B JKUBOTE, JIUCIICIICHUS, TOITHOTA, UAPEes, CTOMATHT, METCOPH3M,

HEYaCTO: JKeIyJOUHO-KHUIICUHOEe KPOBOTCUCHHE W/WIM mepdopalus Keily/ka, KpoBaBas pBOTa,
MeJIeHa, pBOTA;

OUeHb PEAKO: PEIUIUB WM 000CTpEeHHUE SI3BEHHOTO KosIuTa Wi Gosesnu Kpona;

9acTOTa HEU3BECTHA: TACTPHUT.

Hapyuienusa co cmoponsi Kposu 1 TUMPAmMuYeckoi cucmemb:

HEYACTO: POZHHODUIHS, TPAHYJIONUTONCHUS, JICHKOTICHUSI, TPOMOOIIUTOTICHHUSL.

Hapyuwenusa co cmoponsi HepeHOli cucmembi:

4acTo: roJIoBHAasI 00JIb, BEPTUTO, TOJIOBOKPYIKEHHE, COHITMBOCTD;

HEYacTO: JICTIPECCHsl, HapyIIeHHE CHA, HEBO3MOJKHOCTh KOHIIGHTPUPOBATHCS, OSCCOHHMIIA,
HEJIOMOTaHHeE.

Hapywenusa co cimopomnst opeana 3peHus:

HaCTO: HAPYIICHHUC 3PCHUSL.
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Hapyuienua co cmoponsl opeana cnyxa u tabupurma:

9acTo: MIyM B yIIaxX, HApYHICHHUE CITyXa;

HEeYacTO: CHUXKEHHE CJIyXa.

Hapywienus co cmoponwi cepoya:

9acTo: OIYIIeHUE cepAllcOneHHUSI.

HEYacTo: 3acTOMHAsA cep/leuHasi HeIOCTATOUHOCTh.

Hapyuienusa co cmoponst cocyoos:

9acTO: OTCUHOCTb.

Hapywienusa co cmoponvt ObixamenvHoll CUCmeMbl, OPeaHos SpYOHOU KNemKY U CPeOOCMEH U
4acTo: OJIbIINIKA;

HEYacTo: P03UHO(PUIHHBIC THEBMOHUH.

Hapywienua co cmoponst nedeHu u Jcenue6bi6o0auux nymei.

HEYACTO: MOBHINICHHE AKTUBHOCTH «IIEUCHOUYHBIX)» (PEPMEHTOB, JKEITyXa.

Hapyuienua co cmoponsl KOJCU 1 NOOKOICHBIX MKAHEN !

Y4acTO: KOXKHBIH 3y/1, KO)KHAS ChIIb, YKXUMO3bI, IIyPIIypa;

HEYacTO: aJIomeIus, (poToAepMaTORhI,

OUeHb peAKo: OyJUle3Hble peaKlMH, BKIoUas cuHApoM CtHBeHca — J[PKOHCOHA M TOKCHYECKHMH
STHIEPMAJIbHBINA HEKPOJIH3.

Hapyuienusa co cmoponsl MuliieuHOU, CKeIeMHOT 1 COOUHUMENLHOU MKAHU:

HEeYacTO: MUAJITUS U MbIIIeUHast c1ab0CTh.

Hapyuienusa co cmoponst nouex 1 Moueebl6003uux nymei.

HEeYacTo: IJIOMEpYJIOHE(PUT, reMaTypHsl, HHTePCTUIMAILHBIN HeQpUT, HePPOTHUSCKUN CHHAPOM,
IoYeyHast HeJJOCTaATOYHOCTh, IIOYSYHbIN NAWUIIPHBIA HEKPO3.

Obuyue HapyuweHUs 1 peaKyul 6 Mecme 66e0eHUs.:

9acTo: KK/, MOBBINICHHOS MOTOOT/AC/ICHUE;

HEYacTO: peaKIUH MOBBIMICHHON YYBCTBUTEIBHOCTH, HApPYIICHUS MEHCTPYAJIBHOTO ITUKJIA,
THIePTEPMUS (03HOO U JIMXOpAIKa).

[Tpu Tepanuu HIIBII coo6ianock o MOSBIICHUH OTEKOB U CHMIITOMOB Cep/IeYHOHN HEJJOCTaTOUHOCTH,
MTOBBIIIEHUH apTEPUAIILHOTO JIABJICHUS.

Knunuueckue ucCleAOBaHUA W DIUJASMHOJIOTHYESCKUE JaHHBbIE CBUICTCIBCTBYIOT O TOM, UTO
npumeHeHre HekoTopbix HIIBII (ocoGeHHO B BBICOKHMX J103aX U TPH JUTUTSIIHLHOU Tepariuu) MOKET

OLITH CBsI3aHO ¢ HeOOJLITHM YBCIIMUCHUCM PHCKAa BO3HHKHOBCHHA apTCPHAJIbBHBIX TpOM6030B
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(HanpuMep, HHPAPKT MHOKAP/Ia MM HHCYIILT (NOCNEOOBATENBLHOCTh 0002)

o i )

Hexcenamenvnvie 3¢hghexmsl, npuUyHUHHO-CIE0CHMEEHHAA C6A3bL KOMOPHIX C HPUMEHeHUeM
HANPOKCEeHA He YyCIMAHOGeHa

Hapywenua co cmoponst Kpoeu u JRumpamudeckol cucmemvl: aIUIacTHUECKas aHEMUs,
reMOJIUTHYECKasl aHEMUSL.

Hapyuienua co cmoponsl HepsHOT cucmemsl: aCeTITHUSCKAN MEHUHTHT, KOTHUTHBHAS TUCHYHKITHSL.
Hapyuwienua co cmopoust Koo U© NOOKOJCHLIX mKaHell: MyJIbTU(DOpMHAA dpUTeMa, peakiud
(hOTOUYBCTBUTENBHOCTH, MOJOOHBIC MO3JAHEH KOXKHOH mopdupHu U OYyJUIC3HOMY SIUASPMOIIU3Y,
KpaIlluBHHUILIA.

Hapywienusa co cmoponst cocyoos: BacKyJIuT.

Obwue paccmporicmeéa U HApyuwieHus 6 Mecme 66e0eHUs. aHTHOHCBPOTUUSCKUH OTeK,
TUINEPIIUKSMHUS], TUIIOTJIMKEMUSI.

Ecniu Bpl 3ameTusu mojoOHbIC SIBJICHHUs, NpEKpaTHTe IpHEM IpernapaTa U IO BO3MOXKHOCTH
oOpartuTech K Bpauy.

IlepenozupoBka

Cumnmomot

3HaunTeIbHAS  NEPEJO3UPOBKA  HAIPOKCEHA  MOXKET  XapaKTepHU30BaThCsl  COHJIMBOCTBIO,
JIACTISTITHYECKUMHU PacCTPOUCTBAMHU (MU3KOTOU, TOIMHOTOM, pROTOH, GOJIbIO B JKHUBOTE), CIa00CTHIO,
IIYMOM B YIIIaX, pa3/IpakKUTEIbHOCTBIO, B TSDKEIIBIX CIIydasiXx — KpOBaBasi pBOTa, MeJIeHa, HapylIeHUe
CO3HAHUS, CYJIOPOTH U MOYeUHAsl HeTOCTATOUHOCTb.

Jeuenue

[lanpeHTy, NpHHSBIIEMY CIy9alHO WM MpeJHAMEPEHHO OO0JbIIOe KOJIWYESCTBO HAIPOKCEHA,
HeoOXOAUMO  TNPOMBITH  JKEIYAOK, TMPUHATH AKTUBUPOBAHHBIH  yIroJib M MPOBOJUTH
CUMITOMATHYSCKYIO TepalHio: aHTaIruIbl, Omokatopbl Hz-penenTopoB, MHTHOMTOpPHI MPOTOHHOM
nomriel. ['emMoananus HedhpeKTHBEH.

BzaumoneiicTBUe ¢ APYTVMU JIEKAPCTBEHHBIMM CpeAcTBAMH

[Ipu nedeHUH aHTHUKOATYJISTHTAMH CJIeIyeT UMETh B BU/IY, YTO HAIIPOKCEH MOYKET YBEJIMUUBATH BPEeMs
KpoBoTeueHuUs1. He cielyeT IpUMEHATh HAIIPOKCEH OJTHOBPEMEHHO € alle TUJICATUIIMIIOBOM KUCIIOTOH,
npyrumu HIIBII, Brirouast celeKTHBHbIE WHTHOMTOPHI IHMKJIOOKCHUTEHAa3bl-2 (BO3pacTaeT PHUCK
pazBUTHE MOOOUHBIX 3(P(PEKTOR).

[TareHThI, OJHOBPEMEHHO TMOJMYYAIONME THIAHTOWHBI, AHTUKOATYJIHTBI WM  JPYTHE
JIeKapCTBEHHBIE TperapaThl, CBSI3bIBAIOIIHUECS B 3HAUUTEIILHOM CTETIEHHU ¢ OeIKaMH IUTa3Mbl, JOJDKHBI

CJICAUTD 3a IIpU3HAKAMH ITIOTCHIIUPOBaHU I[eﬁCTBHﬂ HiIn HepeﬂOSHPOBKOﬁ STHX IIpCIIapaToB.
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HanpokceH MOXET CHWKATh AHTHTHIICPTCHBHBHOC JIGHCTBAE [TIPQURIHOMIOINA M TRYIAR »OeTa-

a7peHOOIOKATOPOB, a TAKIKE MOXKET YBEJIMUMBATh PUCK MOUYSUHOM HEJOCTATOYHOCTH, CBSI3aHHOH C
NIPUMEHCHHEM HHIHOMTOPOB aHTHOTSH3HMHIpeBpamaromero dgepmenta (AIID). Ilox nelictBruem
HAIlpOKCeHa HWHTUOHpyeTCs HaTpuMypeTrHueckoe [JeHcTBHe ¢ypoceMuna. JMUypeTHKH MOTYT
MOBBIMATh puck HedpoTokcuunoctu HIIBIIL.
HNurubupoBanie MOYCYHOTO KIMPSHCA JIUTHS NPUBOJHWT K YBEITHUYCHHIO KOHICHTPAIIUU JUTHS B
wiazme. llpuem mnpoOeHenuga YBEIUUYMBAST KOHIEHTPAIMIO HANpPOKCEHA B IUJIa3Me KpOBH.
[TuKIOCTIOPUH YBEJIMUUBAST PUCK PA3BUTHUS IOUEYHOU HETOCTATOYHOCTH.
HanpoxkceH 3aMeIseT 9KCKPEIHIO MEeTOTpeKcaTa, (PEeHUTOWHA, CYIhb(paHUIAMH/IOB, YBEJTHIUBAs PUCK
Pa3BUTHS UX TOKCHUYECKOTO JICHCTBUS.
AnTanuHbIe Ipenapathsl, CoAepiKaliie MarHui U aTFIOMHHUH, YMEHBIIAIOT a0copOI1IHI0 HAlIpOKCeHA.
MuenoTokcHUeCKUe JICKApCTBEHHBIE CPEJACTBA YCHJIMBAIOT MPOSIBICHUSI TeMaTOKCHYHOCTH
npenapata. Ilo mgaHHBIM HCCIIeIOBAaHUM {7 Vitro OJHOBpPEMEHHOEe IIpHMEHEHHE HAlpOKCeHa U
3UJOBY/IMHA YBEJIUUUBAST KOHIICHTPAIIUIO 3UA0OBY/UHA B IUIa3Me KPOBH.
OgHOBpeMEHHOS IPUMEHEHHE KOPTHKOCTEPOUIOB MOKET YBEJIMUUBATh PUCK 0Opa30BaHMUSI SI3BbI WITH
kposoteuenus KKT.
HIIBII MoryT ycuimBaTh JSHCTBHE AHTHKOATYJITHTOB, TaKHMX Kak BapdapuH. OTHOBpEMEHHOES
IIPUMEHEHUE HAIPOKCEHA M AHTUTPOMOOLMTAPHBIX IPENapaToB, CEJICKTHUBHBIX HHIUOHUTOPOB
o0paTHOTO 3aXBaTa CEPOTOHHHA TOBBIINACT PUCK PA3BUTHUS JKEIYOYHO-KUISUYHOTO KPOBOTSUCHHSI.
He pexomennyercsi ogHoBpeMmeHHbl mpuem HIIBII B Teuenuwe 8-—12 gHel mociie IpUMEHEHUS
mupenpuctona. Opnoppemennoe mnpumenenne HIIBII u Takpoaumyca TOBBIIIAET PHCK
He(POTOKCHUHOCTH.

Oco0ble ykazaHus
He npesblmaiiTe /103, YKa3aHHBIX B HHCTPYKIHMU. JJI1 CHUKSHHSI pUCKa Pa3BUTHS He)KeJlaTeJIbHBIX
SIBJICHUM CO CTOPOHBI XKelyouHo-kumeyHoro Tpakra (JKKT) cnexyeT uenoiab30BaTh MUHUMAIBHYIO
3(pdekTUBHYIO 103y MUHUMAJILHO BO3MOKHBIM KOPOTKHM KYpPCOM.
Ecnu 6ok 1 IMxopa/ika COXpaHSIOTCS WIHM CTAHOBATCS CHIIbHEE, CIIeyeT 0OpaTUTLCS K Bpauy.
[TarenTaM ¢ GpOHXHATBLHOM aCTMOH, ¢ HAPYIICHHUEM CBEPTHIBASMOCTH KPOBH, a TAKIKE TAIIUSHTAM C
MOBBIIIEHHON YYBCTBUTEJILHOCTBIO K JIDYTHM aHaAJbIeTHKaM Iepe/] IPUEeMOM HaIIpOKCEHa ClleAayeT
IIPOKOHCYJIBTHPOBATLCS ¢ BPAUOM.
C OCTOpOKHOCTBIO CJIeIyeT HazHauaTh MallUeHTaM ¢ 3a00JIeBaHUSIMH TICUCHH U TOYCUHOHU
HE/IOCTATOYHOCTHIO. Y TAI[UEHTOB ¢ MOYEYHOH HEJOCTATOYHOCTHIO HEOOXOJAMMO KOHTPOJIHUPOBATH

wmpeHc kpearuauna. [Ipu KK menee 30 wi/MHH mpHUMEHATH Mpemapar MpoTHBoMokKaszaHo. [Ipu
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XPOHHYECCKOM AJIKOT'OJIBHOM U APYIux (l)OpM III/Ipp03:2} [KQHH@HW@HH}I HECB3aHHOIIO Hanpglgceﬂa

MOBBIIIASTCS, [TO3TOMY TaKUM IAIUeHTaM peKOMEHYIOTCS OoJiee HU3kHe J03bl. 1locie nByx Henenn
NpUMEHEHHS TpeTnapaTa HeoOX0 UM KOHTPOJIh MoKa3aTesiel PyHKIIUY TeUeHH.

Hampokcen He cieayeT MpUHHUMATh BMeCTe € JPYTHMH [POTHBOBOCHAJIUTE/ILHBIMH H
60y TOJIIIOMTUMH TIpeTiapaTaMy, 3a HCKJIIOUeHUEM Ha3HAauUeHUH Bpaya.

[TareHTaM TIOKUIIOTO BO3PACTA TAKIKE PEKOMEH/TYIOTCS 00Jiee HU3KHE JTO3BL.

Creqyer uzberath preMa HallpoKCeHa B TeUeHUE 48 4acoB /IO XUPYPrUUECKOTO BMEIATeIhLCTRA.
[Ipu HeoOxoAMMOCTH onpeAeiicHHUs 1 7-KOPTUKOCTEPOH/IOB TIpenapaT clie/IyeT OTMEHUTH 3a 48 JacoB
JIO HCCIIeOBaHMS. AHAJOTHYHO HANPOKCEH MOJYKeT OKa3bIBaTh BIMSHHE Ha OIpe/Ie/ICHUE
KOHIEHTPAIUH 5-THIPOKCHUUH/IOIYKCYCHON KHUCIIOTHI B MOYE.

[IlpuMeHeHHe HANPOKCEHA, KaK M JIPYTUX IpenaparoB, OJIOKUPYIONUX CHHTE3 IMPOCTATaHUHOB,
MOJKET BJIMSTh Ha (PepTUIBHOCThH, TMOATOMY HE PEKOMEHIYETCS JKEHIWHAM, I[UIAHHUPYIOUIHUM
OepeMeHHOCTb.

Kaxnas TtabiieTka mpemapaTa COJEpKUT HpuOIM3uTeNsHO 25 Mr Hatpus llpu orpanuucHum
noTpeOICHHSI COMTH 3TO HEOOXOIUMO YUUTHIBATS.

BmisiHue Ha clocoOGHOCTH YIPABJIATH TPAHCTIOPTHBIMH CpeICTBAMH, MeXaHW3MAMH
HampokceH 3ame/uIsieT CKOPOCTh PEaKIMU Y MAMeHTOB. DTO ClIeyeT YUUThIBaTh NIPU YIIPaBICHUHN
ABTOMOOMJIEM U BBIIIOJTHEHUH 33724, TpeOYIOMHUX MOBLIINIEHHOTO BHUMAHUSL.

Pdopma BRIOTyCKA

TabneTKu, MOKPHITHIE TUICHOYHOM 0007109KOH, 550 Mr.

ITo 5, 10, 12 wmm 15 TabieToK B KOHTYPHYIO SUeHKOBYIO ymakoBky u3 IwuieHkH [IBX/TIXTO® u
$oIbTH ATIOMHHHEBOU TICUATHOH JIAKHPOBAHHOM.

IIo 1, 2, 3, 5, 6 win 10 KOHTYPHBIX STYSHKOBBIX YIIAaKOBOK BMECTE ¢ MHCTPYKIIUEH MO MPUMEHEHUIO
MIOMEMIAI0T B IA4YKy U3 KapTOHA.

Y ciioBusi XxpaHeHUs

ITpu Temmepatype He Bbime 25 °C.

XpaHUTh B HEJJOCTYITHOM JIJIS1 IeTeH MecTe.

Cpoxk romgHocTH

3 roga.

He npuMeHATH 0 UCTEYEHUH CPOKA TOJHOCTH, YKa3aHHOTO HA YIIaKOBKE.

Y ciioBus oTImycka

OTIyCKAIOT IO PelenTy.
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AO «AJIUYM», Poccus.
Mockorckas o0, 1.0. Cepnyxos, m. OGomneHck, Tep. Kpapran A, 1. 2.
Buinyckarowuii konmpone kaiecmesa

Mockorckast 0611, T.0. CepryxoB, . O6oneHck, Tep. Kpapran A, 1. 2, c1p. 1.
Opranuzanysi, NpUHUMAIOIIAA TPeTeH3UH

AO «AJIUYM», Poccusi.

142279, Mockosckas 001, 1. Cepryxos, 1. OGoseHck, Tep. Keaptan A, 1. 2.
Ten.: +7 (495) 646-28-68.

E-mail: info@binnopharmgroup.ru
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