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MMWHUCTEPCTBO 3IPABOOXPAHEHUSI POCCUCKON ®EJAEPALIMUA

WHCTPYKIUS
10 MEIULIMHCKOMY TTPUMEHEHUIO JIEKAPCTBEHHOI'O
TIPEITAPATA
BAJIb3AM 30JI0TAS 3BE3/IA

Perucrpaunonnbiii Homep: [T N013889/01

ToproBoe HaumeHoBaHHe: banb3am 3osoTas 38e371a

MexayHapoaHOe HeNaTeHTOBAHHOE HJIH TIpYNIHMPOBOYHOE HAHMEHOBaHHE:
I'Bo3aukn nBeTrkoB macio + Kamdopa + KopuyHHKa KHTaHCKOro KOpbI
macyio + MATHI mepeyHoil JHCThEB Macj0 + JBKAJHNTA JIHCThEB Macjio +
[/IeBomenTO]

JlekapcrBeHHasi popMa: KapaHAALl JIEKaPCTBEHHBIH

CocraB pacTBOpa Ha OJMH KapaHAall AJIsl HHI A HA:

Jleticmeyrowue sewecmea:

JleBoMeHTOI 0,658 1;
Kamdopa panemuueckas 0,124 1;
MsTBI NEpPEeYHO TUCTHEB MACIIO 0,258 1;
DBKaJIMITA JIMCTHEB MACJIO 0,065 1;
['BO3IHKH IIBETKOB MacJo - 0,005
KopuuHrka KUTaCKOro KOphI Maciio 0,006 r;

Bcnomozamenvhole gewjecmea:
Apomaruzatop Green mediol 0,0143 1;

XKunxuii napadpun 0,1697 r.

Onucanmne: 0enoro IBeTa IUIACTMACCOBBIM TIOOMK C IUIOTHO 3aKPBIBAOLINM

KOJIMAYKOM, BHYTPHM TIOOMKA HAxXOAUTCs GHIBTP UIHWIMHAPUYECKOH (OpMBI,
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IIPONUTAHHBIA pPAacTBOPOM KOMIIOHEHTOB; 3allaX XapaKTepHbIH I8 3(HMpPHBIX
Macel.

dapmakoTepaneBTHYecKasi rpynna:  MecTHopa3apakaroiiee  CpeICcTBO
IIPUPOTHOTO POUCXOXKICHHS.

Koa ATX: R05X

®dapmakoJI0OrH4eCKHe CBOMCTBA

DapmakoouHamuka

Banpzam 3o050Tass 3Be3da OKa3bIBaeT MECTHOpPa3IpaXkarollee, OTBJIEKAIoIIee,
aAHTHCEIITHYECKOE, cllaboe MECTHOE MPOTUBOBOCIIAIUTEIbHOE JIEHCTBHE.

JlelictBre mpenapara OO0YyCJIOBIEHO COAEpPXAaHMEM B €ro COCTaBE€ TEPIIEHOBBIX
IIPOM3BOIHBIX (JIEBOMEHTONA ¥ KaM(Ophl) U 3QUPHBIX Macell.

JIeBOMEHTOJI ~ NpW  HAHECEHMH  HA  KOXHbIE  IIOKPOBBI  OKa3bIBaeT
MECTHOpa3IpaXkaroIlee, HEKOTOpOoe POTUBOMHUKPOOHOE u
MPOTUBOBOCIIAJIUTENIFHOE  JIEHCTBHE,  CONPOBOXIAIOLIEECS  yMEHBIIEHHEM
BBIPOKEHHOCTH 00JIEBOr0 CHHApPOMA U 3yAa. MecTHOe JIeHCTBHE COMPOBOKIAETCS
CY)KEHHEM COCY/IOB, OLIYIIEHHEM XOJIOAa, NEPEXOIAIIUM B OIIyIIEHHE JIETKOr0o
MOKEHUS U NTOKaJIbIBAHUS.

Kamdpopa oka3plBaeT aHTHCENTHYECKOE, MECTHOpa3[paxkarollee, MECTHOe
aHaNnbpre3upylollee W MPOTHBOBOCIANMTENbHOE  JelicTBhe.  BosOyxnas
YyBCTBUTEJIbHBIE HEPBHbIE OKOHYAHUS KOXKH, PACIIUPSAET KPOBEHOCHbBIE COCYAbI U
yJIydiiaeT TpPOpHUKy TKaHEeH.

MsTel  TepeYHOM  JMCTheB  Macjo  OKa3blBaeT  MECTHOpasJpaxarouiee,
MECTHOQHECTE3UPYIoIlee, aHTUCETITUYECKOE JIEUCTBHE.

DBKaJIUNTa JHUCTHEB MAacjo, T'BO3IMKU LBETKOB Maclio, KOPUYHHMKA KHTaHCKOIo
KOPBI Macjio 00J1alafoT aHTUCETITUYECKUM JIEHCTBHEM.

DapMaKoOKUHemuKa

[IpenapaT OKa3bIBaeT MECTHOE [eWCTBHE, €ro KOMIIOHEHThI MPaKTHYECKH HE
BCACHIBAIOTCS Yepe3 KOXKY M CIIM3UCThIE M He OKa3bIBAIOT CUCTEMHOIO JeUCTBUs. B

CBsA3U C OTHM, IIPOBCACHHE (bapMaKOKHHeTI/I‘IeCKI/IX I/ICCJ'IGIIOBaHHﬁ HE

HpCI[CTaBJ'IﬂqT 251 gﬁpmaHHM
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IMoka3zaHusi K NPHMEHEHHIO

[TpUMEHSIOT B Ka4deCTBE AHTHCENTHYECKOTO CPEICTBa B KOMILIEKCHOW Tepamnuu
pUHHTA (HACMOpKA).

IIpoTruBONOKa3aHUSA

[ToBbllIEHHAs WHIWBHIyaJbHAas YyBCTBHTEIBHOCTh K KOMIIOHEHTaM IIperapaTa,
KOKJIIOII, CKJIOHHOCTh K OpoHXocma3sMmy, OpOHXHalbHas acTMa, SIWJIEICHs,
CyJ0poru B aHamHe3e (B ToM urciie $heOpribHble). JleTckuil BospacT (10 2-X JIeT).
IlpumeHeHHe NpH GepeMEHHOCTH H B NIEPHO/ I'PYIHOI0 BCKapMJIHBAHHS

B cBsi3M C OTCYTCTBHEM CIELMAJbHBIX HCCIIEOBAHUH, IIPUMEHEHHE IIperapara
npu GepeMEeHHOCTH U B MEPHO]] IPyAHOr0 BCKapMJIMBaHUS IPOTHBOIOKa3aHo. B
cliydyae HEOOXOOMMOCTH IPHUMEHEHHs IpenapaTta B IEPUOJ JIaKTallH, TpyIHOE
BCKapMIIMBaHUE CJIeyeT MPeKpaTUTh Ha EPHOJ IPUMEHEHHS IIperapara.

Cnocob npuMeHeHHs H 03Bl

WHraismuo npoBoUTh Yyepe3 HocoBble Xonsl 10-15 pa3 B neHs no 1-2 Boxa 3a 1
IpUeM.

IloGouHoe AelicTBHE

[TpencraBieHHass HKe HHGOpMalMs OCHOBaHA Ha JaHHBIX, IMOJyYE€HHBIX U3
KJIMHUYECKUX MCCIIEI0BAHHM U JaHHBIX IIHPOKOTO MOCTPETUCTPALIMOHHOIO OIbITa
npuMeHenus Banbsam 3omoTas 3Be3na. [ToGouHble neHCTBUS KIacCU(QUIIMPOBAHBI
0 4YacToTe M 10 CHUCTEMHO-OpraHHomy kiaccy. Yactora mno MedDRA
OTIpeIeIIAeTCs CIeIYIOIMM 00pa3oM:

oueHs 4yacto (>1/10), wacro (>1/100 mo <1/10), Hewacto (=1/1 000 mo <1/100),
penko (>1/10 000 mo <1/1 000), ouens pexko (<1/10 000), c Hem3sBecTHOH
4acTOTOM (Ha OCHOBAHMM CYIIECTBYIOIIHMX JAHHBIX HEJb3s CeNaTh OLEHKY).

HapylieHus co CTOpOHEI HUMMYHHOUW CUCTEMBI, BKJIFOYasi THIEPYYBCTBUTEIBHOCTD

Heuacmo — k0)XHBIY 3y/l, KpAaIIUBHUIIA, ChIIIb.
Peoko — aHTHOHEBPOTUUYECKUN OTEK.
C neussecmnoii wacmomoti — Cuazipom CtuseHca-/xoHCOHa.

HapymeHus o CTOPOHBI OpraHa 3peHUs

Yacmo — cie30TedeHue.
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HapymeHusi co CTOPOHBI KOXH U MOAKOXKHBIX TKaHEeHn

Peodko — TIOKpacHEHHEe KOXXH ¥ pa3ipakeHnue KOXKHU B 00J1aCTH HOCOBBIX XOJIOB.
Ouenb pedxo — alnepru4ecKui 1epMaTur.

BO3MOXHBI ~ peakldd TUNepIyBCTBUTEIBHOCTH, IIPU  IOSBJIEHHH  IEPBBIX
NPU3HAKOB KOTOPBHIX (OTHETbHBbIE 3JIEMEHTHI CBIIM, INEPIICHHsS B ropie, 3yAa,
TIOKpAaCHEHHs) TPUMEHEHHe MpenapaTa CleIyeT NpPEeKpaTUTh M OOpaTHUThCS K
Bpauy. [Ipu nosiBieHnH TOGOYHBIX 3((EKTOB, BKIIOYAs HE ONKCAHHBIE B JTAHHOM
MHCTPYKLIMH, CIIe[yeT NPEKPaTHTh HCIIONb30BaHUE Mpernapara U CooOmHMTh 00
3TOM JieyalleMy Bpady ¥/WIMA B OPraHU3al{i0 OTBETCTBEHHYIO 3a (papMaKOHaa30p,
KOHTAKThI KOTOPO MPUBEIEHBI B KOHLIE HHCTPYKLIMH.

B mensx moyydyeHWss HOBBIX CBEJEHHH 10 O€30MacCHOCTH JIEKAPCTBEHHOIO
npenapara, MeIWIMHCKUM pabOTHHUKAM pEKOMEHAyeTcs coo0maTh O KaXIoM
cllyyae HeXeJaTeJbHOW peakiiy, BO3HUKIIEH Ha (oHe npuMmeHeHus bann3ama
3oj0Tas 3Be3qa. OTO TIO3BOJSET IIOCTOSHHO KOHTPOJIMPOBAThH COOTHOLIEHHE
I10J1b3a/PUCK JIEKAPCTBEHHOT'O Mpernapara.

Ilepeno3upoBka

Jlo HACTOSIIEro BpEMEHH O CITydasiX MepeJo3UPOBKH He COO0OIIaIoCh.

[Mpu crnydaiiHoM npuemMe ImpenapaTa BHYTPb CHMITOMBI II€PEIO3MPOBKU
BKJIOYAIOT JKeJIyJI04YHO-KHIIEYHbIe (TOLIHOTa, pBOTA, AUapes, OOIM B JXKHUBOTE) M
HEBPOJIOTHYECKHE PaccTpOWCTBa (royioBHasi 00Jib, TOJOBOKPY)KEHHE, OLIyIICHUE
)Kapa/«PHJIMBBD), CYJI0POTH, yTHETEHHUE JbIXaHHUs U KOMA).

Jleuenue cumnTomMatudeckoe. He crnemyer BbI3bIBaTE pPBOTY H3-3a PHCKa,
CBSI3aHHOTI'O C MOCJIEAYIOIIeH HHTasIIuei kaM(opsl ¥ Pa3BUTHEM JIApDUHIOCIIa3Ma
y JleTeli MIIaJIIEro BO3pacTa, KOTOPBIH MOXKET NMPUBECTH K JIETAILHOMY UcXony. B
cTydae Ipuema Gab3ama BHYTpb HEOOX0IMMO HEMEJIEHHO 00paTHThCS K Bpady.
B3aumoneiicTBHE ¢ APYTHMH JIeKaPCTBEHHBIMH CPeACTBAMHU

He omnucano.

Oco0ble yka3zaHus
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IIpenapar mpeqHa3HaYeH TOJIBKO AN HapyXKHOro npumeHeHus. Crienyer u3berarb
KOHTaKTa KapaHJalla CO CIM3UCTOM OOOJIOYKOH INla3 W MOJIOCTH pTa, a TaKXke C
MIOBPEXXIEHHBIMH Y4aCTKaMU KOXKH BOKPYT HOCOBBIX XOJ10B.

B ciyyae nomananus Oanb3aMa Ha CIM3MCTBIE OOOJIOYKH CleyeT YyAaluTh
Tpenapar Ipy MOMOIIH caleTKH ¥ IIPOMBITh OOHJILHBIM KOJIHYECTBOM BOJIBI.

He pexoMeHIyeTCs PUMEHSTH Ipenapar B IE€TCKOM Bo3pacTe 0e3 KOHCYJIbTalluH
Bpaua.

Biusinne Ha CHOCOOHOCTH YNPaBJAATHL TPAHCNOPTHBIMH CpPEACTBaMH,
MeXaHH3MaMH

[IpuMeHeHMe TIpenapara He OKa3blBaeT BIMSHMSA Ha CIOCOOHOCTb K BBIMIOJHEHUIO
MOTEHIIMAJIbHO OMACHBIX BHIOB JIESATENBHOCTH, TpeOyIOUIMX IOBBILIEHHOH
KOHLIEHTpAllM¥ BHMMAaHHsS U OBICTPOTHI NCUXOMOTOPHBIX peaKkLuid (ynpaBlieHHe
TPaHCHIOPTHBIMK CpPENCTBaMH, paboTa ¢ IBIDKYIIMMHCA MEXaHM3MaMmu, pabora
JUCIIeTYEepa U oTiepaTopa).

®opma BbINyCKa

Kapanpgam nexapCTBEHHBIH.

[To 1,3 r npemapara MOMENIAIOT B IOJMATHICHOBBIH TIOOMK Oesoro uBera
TOJIU3THICHOBBIM KOJIMA4YKOM M HaXOAIIMMCS BHYTPU TIOOMKa (QUIBTPOM H3
aleraTta IEJUTIONIO3b], NPOMMTAHHBIM pacTBOPOM KoMIoOHeHTOB. Ha kommavox
MHrajasTopa HakjieeHa OyMmaxHas TuKeTka. Kapanmamn [uisi HHrasiiiid BMecTe C
WHCTPYKIIMEH 10 IPUMEHEHHUIO IIOMEIAIOT B KAPTOHHYIO MAavKy.

Cpok roaHocTH

5 ner.

He npuMeHSTh 110 UCTEYEHUH CPOKA T'OJHOCTH.

YciaoBusi XpaHEeHHUs

I[Ipu temneparype He Bbime 30 °C B OpUIMHAIBHON YIaKOBKE (TFOOMK B Mauke
KapTOHHOM).

XpaHUTb B HEAOCTYITHOM JUIs IeTel mecTe!

YciaoBus OTIYCKA

OTmyckaroT 6e3 penenra.
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IIpousBoauTenb

JTAHA®A ®APMACBIOTHUKAIJI JIDKOMHT CTOK KOMITAHU,

1. 253, yn. 3ynr Cu Txanb Txe, p-on Txans Txe, r. /lananr, BeetHam.

Ten. +84 511760129.

Buiiazsesienr perucTpalHOHHOIO YI0CTOBEPEeHHsI

AO «JlomuHanTa-CepBHCY,

Poccus, 142100, MockoBckas o6nacts, . [Tomonbsck, yin. Komcomonbckas, a. 1,
crpoenue 49, momemenue 1, komHaTa 223.

Opranuszauuu, NpUHAMAIOIIHE NPEeTeH3HH NoTpeduTeIei:

1. I[To BompocaM KayecTBa POy KIHH:

Poccusi, 142100, MockoBckast o6acth, r. [Togonsck, yin. Komcomonsckas, 1. 1,
crpoenue 49, momemieHue 1, komHaTa 223.

ten.: +7 (495) 580 30 60,

e-mail: sekretar@dn-serv.ru

2.  Opra#usanus  OTBETCTBeHHas 3a  (apMakoHang3op (Wi mpuéma
COO0IIEHU/BOIIPOCOB oT notpeduTenen o He)XeaTeIbHbIM
ABJICHUAM/OTCYTCTBHIO ~ TEpalieBTUYECKOro  NEHCTBHA, MO  MEIMIMHCKOM
MHpOpPMALMM W JPYTHM BOIpOCaM, CBA3aHHBIM C oOpalleHHeM Iperapara Ha
PBIHKE):

AHO «HanuoHanbHbI#H Hay4dHbIH IeHTp PapMaKoHaa30pay,

Poccus, 127051, r. Mocksa, Manas CyxapeBckas I, 1. 2., CTp. 2,

ten.: 8 800 777 86 04, WhatsApp, Viber, Telegram na Homep: +7 903 79 92 18

e-mail: info@drugsafety.ru

['eHepaJIbHBIN IUPEKTOP

AO «JIOMUHAHTA-CEPBUC»

Babkos I1.A.

_ M3 PO
o } OKCITEPTHBIA OTUET

!_Q v a2
i JAEHCTBUTEJIEH JUISA JIAHHOI
BEPCUH NOKYMEHTA
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