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MUHUCTEPCTBO 3/IPABOOXPAHEHU ST POCCUMCKOU ®EJIEPALIUA

NMHCTPYKLUA
[TO MEJULTMHCKOMY TTPUMEHEHHMIO JIEKAPCTBEHHOI'O ITPEITAPATA
BAJIB3AM 30JI0TAS 3BE3/IA

Perucrpaunonnsiii Homep: [1 NO11814/01

Toprosoe naumenoBanue: banns3zam 3osoras 3Be3a

MexkayHapoaHoe HeNnaTeHTOBAaHHOE WM TPYNINHPOBOYHOE HAHMEHOBAHHE:
I'Bozauku uBetkoB macio + Kamdopa + KopuuHuka KuUTalckoro Kopbl macio +
MsiThI IepevyHO JINCThEB MacIIo + DBKAIUIITA JUCThEB Maciio + [JleBoMeHTO]
JlekapcTBenHasi gopma: Masb /Uil HAPYKHOTO IIPUMEHEHUS

CocraBna 4,0 r:

Jeticmeyrowue eewjecmea:

JleBomeHTOJI 0,455 r
Kampopa panemudeckas 0,910
M Tl IepedyHo JIMCTHEB MaCJIo 0,530 r
DBKaJIUITA JIMCTHEB MACJIO 0,129r
['BO3IMKHU IIBETKOB MacJio 0,236

KopryHuka KUTalCcKOro KOpbl Maciio 0,056 r

Bcnomoeamenvnuwie eeuyecmea:

Bock nmuenuHbIi 0,611r
[Tapacdun 0,842 r
JlaHoJinH Oe3BOIHBIN 0,084 r
Bazenun 0,063 r
[TapaduH xuakui 0,084 r

Kpacurens xunonmHoBbsid xénteiii E104 0,060 mr

Kpacurenb kopuuneBbii Solvent Red 3 0,015 mr
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Onucanne

Ma3b 0IHOPOJHON KOHCUCTEHIMH, OT CBETJIO-)KEJITOro JI0 KOPUYHEBATO-)KEJITOTO
IBETa C XapaKTepHBIM 3allaXoM.

PapmakoTepaneBTHYECKasl TPyNmna:

MecTHOpazapakatolee CpesCTBO MPUPOTHOTO MTPOUCXOXK/ICHHSI.

Koa ATX: R0O5X

Papmako0ruuecKue cBoicTBa

Dapmakoounamuka

banpzam 3osortas 3Be3na  oOka3blBaeT MeCTHOpaszjpakarollee, OTBIEKalollee,
aHTUCENTHUYEeCKoe, c1aboe MeCTHOe MPOTUBOBOCIIAIUTENILHOE JEHCTBHUE.

JleiicTBue mnpenapara 0OyCJIOBIEHO CO/Ep)KAaHMEM B €ro COCTaBe TEPIEHOBBIX

IIPOM3BOJHBIX (JI€eBOMEHTOJIAa U KaM(Opbl) U 2PUPHBIX Mace.

JleBomeHTOI [pH HaAHCCCHUHU Ha KOX>XHBIC ITOKPOBBI OKa3bIBaACT
MECTHOpa3Apaxaroliee, HEKOTOPOEC HpOTI/IBOMI/IKp06HO€ %1
I[TPOTHUBOBOCITAJIMTCIIBHOE ﬂCﬁCTBHe, COIIPpOBOXKIAOIICECHA YMEHbBIICHUEM

BBIPA)KEHHOCTH OO0JIEBOrO CHHApPOMA M 3yla. MecTHOe JIeHCTBUE COMPOBOXKIACTCSI
CY)KEHHEM COCY/O0B, OLIYIIEHHEM XOJIOAa, NMEepPeXOiIlUM B OLIYLIEHUE JIErKOro
JKOKEHUS U ITOKaJIbIBAaHHUS.

Kamdopa oxa3piBaeT aHTUCENTHYECKOEe, MECTHOpa3/pakaroliee, MeCTHOe
aHalbre3upylollee M [POTUBOBOCHAIUTENbHOE  JaeicTBUe.  Bo30yxnas
YYBCTBUTEJIbHbIE HEPBHbIE OKOHYAHUS KOXKHU, PAaCIIUpsIeT KPOBEHOCHBIE COCY/IbI U
yiydqiaeTr Tpo(pUKy TKaHeH.

MsTbl  NepeyHOM  JMCTBEB  Macjo  OKa3blBaeT  MeCTHOpasapaxarollee,
MECTHOAHECTE3UpYIolllee, aHTUCEIITUUECKOEe JIeMCTBHE.

DBKaJIMINTA JUCTHEB MACII0, FBO3/IMKH 1IBETKOB MACJI0, KOpUUHUKA KUTAHCKOIO KOPBI
Macj0 00J1alatoT AaHTUCENTHYECKUM JICHCTBHEM.

DapmaKoKuHemuKka

[Ipenapar oxa3bIBaeT MECTHOE IEHCTBHUE, €ro KOMIIOHEHTBI IIPAKTHYECKH He

BCAChIBAIOTCA YE€PE3 KOXKY U HE OKA3bIBAIOT CUCTEMHOTO neucTBus. B ¢Bsi3u ¢ 3THUM,
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npoBefieHHe  (papMaKOKMHETHUYECKUX  MCCIIeIOBAHUM  HE  TpeJCTaBIISIeTCS
BO3MOJKHBIM.

IMoka3aHusi K NIPUMEHEHHUIO

B kauecTBE CHMIITOMAaTMYECKOrO CpEACTBA B KOMIUIEKCHOM Tepamuu OCTPbIX
pecniuparopHbix 3aboneBanuit (OP3), rpumnma, roJoBHON 00JiM, rOJOBOKPYKEHUS,
puHHUTa (HACMOpPKa), YKyCOB HAaCEKOMBIX.

IIporuBonoka3zanus

[ToBbllIEHHAs YyBCTBUTEIBLHOCTb K KOMIIOHEHTAM Ipernapara.

[ToBpexxJ1IeHUsI KOKHBIX IMOKPOBOB, HaJM4Me KOXKHBIX 3a00JIeBaHMM Ha ydacTKax
IpeIoJIaraeMoro NpuMeHeHusl rpenapara (muoiepMusi, 1epMaTuT, IK3eMa).
Onuencus, CKIOHHOCTb K Cyaoporam, crasMouius, OpoHXHaJIbHAs acTMa,
KOKJTIOLI.

Jlerckuii Bo3pact 10 2 ner.

IIpumenenue npu 6epeMeHHOCTH U B EPHO/ I'PYIHOI0 BCKAPMJ/IHBAHUS

B ¢BsI3u ¢ OTCyTCTBHEM ClIEMANIbHBIX UCCIIeI0BAHUM, MPUMEHEHHE Mpernapara npu
OepeMEeHHOCTH U B MEPUO] I'PYIHOTO BCKapMJIMBaHUsI POTUBOIIOKa3aHo. B ciyuae
HeOOXOIIMMOCTH TpPUMEHEHHUs TIperapara B TMEPHOJA  JIAKTAllUH, TPYIHOE
BCKapMJIMBaHUE CJIEAyeT MPEKpaTUTh Ha MepUoJl IPUMEHEHHUs Mperapara.

Cnoco0® npuMeHeHHus H 103bl

Hapyxno. Ilpu romoBHoi 6omu u rosnoBokpyxkeHusix banb3zam 3osoras 3Be3a
BTUPAIOT B KOXKY BUCOUYHOM M 3aThlIouHOM obnacteid. [Ipu punure (Hacmopke), OP3
— Ma3b BTUPAIOT B KOXKY KPbUIbEB HOCA, BUCOYHOM oOsacTu. [1pn ykycax HaceKoMbIX
CMa3bIBalOT MpernaparoM MecTo yKyca.

banbk3am 3osoTas 3Be3/1a rpeiHa3HaueH TOJIbKO JUIsl Hapy KHOTro rpuMeHeHus. Eciu
nocje JiedeHUs YJIy4dlleHHe He HACTyIaeT WM TOSIBJSIOTCS HOBbIE CHUMIITOMBI,
HE00X0IMMO MTPOKOHCYJIBTUPOBATHCS C BPAYOM.

[IpumensiiiTe mpenapar TOJbKO COIIaCHO TOMY CIIOCOOY TPUMEHEHHUs U B TeX 034X,
KOTOpbIE YKa3aHbl B UHCTPYKIMU. B cirydyae He0OX0IMMOCTH IPOKOHCYJIBTUPYUTECH
C BpauoM Iepej] MpUMeHeHWeM Ipenapara.

IToGouHoe neiicTBHe



[TNO11814/01-150520

IIpencraBnenHass Huxke uHGOpMaLUsi OCHOBaHA Ha JAHHBIX, MOJYUYEHHBIX W3
KJIMHUYECKUX MCCJIeJOBAaHUI U JTaHHBIX IIUPOKOTO MOCTPEruCTPALIMOHHOIO OTIbITa
npuMeHeHus: banbzam 3onotas 3Be3na. [loGouHbIe 1elCTBHS KiIaCCUPHUIIMPOBAHEI
110 4acTOTe U 110 CUCTEMHO-OpraHHoMy Kiaccy. Yactora mo MedDRA onpenensiercs
CJIeAYIOIIUM 00pa3oM:

o4yeHb 4vacto (>1/10), gacto (>1/100 mo <1/10), Heuacto (>1/1 000 mo <1/100),
peako (>1/10 000 mo <1/1 000), odenp penko (<1/10 000), yacTora HeW3BeCTHA
(HEeBO3MOXKHO OLICHUTb 110 UMEIOIIMMCS JJAHHBIM ).

HaDVII_IeHI/ISI CO CTOPOHbI UMMYHHOM CUCTEMBbI, BKJIIOYasl TUIIEPYYBCTBUTEJIbHOCTh

Heuacmo — KOXHBIU 3y, KpallUBHUIIA, ChIITb.
Peoko — aHrMOHEBPOTUYECKUI OTEK.
Yacmoma neuzeecmna — Cunipom CtuBeHca-/[>koHcoHa.

Hapyuenus co CTOPOHEI OpraHa 3pCHUs

HYacmo — clie30TeyeHHe.

Hapymenus co CTOPOHBI KOXH U ITOJAKOXKHbIX TKaHEeH

Yacmo — mnoOKpacHEHME KOXH U paz[pa)keHHe KOXHM B 00JacTH HaHECEHUs
nperapara.

Peoko — anneprudeckuii 1epmMaTur.

Bo03MOXHBI peakuuy runepuyBCTBUTEIbHOCTH, IIPU MOSBICHUH TTEPBbIX MPU3HAKOB
KOTOPBIX (OT/AEJIbHBIE 3JIEMEHTHI ChINU, MEPUICHUs B ropje, 3yAa, MOKpacHEHHs)
[IPUMEHEHWE Mperapara clelyeT MNOpeKpaTuTb W OoOpaTUThCs K Bpady. [lpu
NOsIBJIEHUH MOOOUHBIX 3G (HEKTOB, BKIIIOYAsl HE ONMKUCAHHBIC B JaHHOW MHCTPYKIIUH,
ClIelyeT IPEeKpPaTUTh UCIIOIb30BaHUE Ipernapara U COOOIIMUThL 00 3TOM JeyaleMy
Bpady H/WIM B OpraHU3alUI0 OTBETCTBEHHYIO 3a (apMakoHaI30p, KOHTAKTHI
KOTOPOH MpHUBEIEHBI B KOHIIE MHCTPYKIIMH.

B mensix mnosydeHuss HOBBIX CBEIEHMA 10 O€30M1aCHOCTH JIeKapCTBEHHOIO
npenapara, MEAUIMHCKUM paOOTHUKAM pPEKOMEHIYeTCs COOo0IIaTh O KaXaoM
Cllydae HeXKeJlaTeJIbHOM peaklM, BO3HUKIIEH Ha (oHe npumeHeHus: banb3ama
3om0Tast 3Be3/la. JTO IO3BOJSET IIOCTOSIHHO KOHTPOJIMPOBATH COOTHOLIEHUE

nonwa/pucx JICKApCTBEHHOI'O ITpeliapara.
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Ilepexo3upoBka

Jlo HacTosi1Iero BpeMeHH CIIy4yaeB Mepelo3UPOBKA OTMEUEHO He ObLIO.

[Ipu ciyqaitHoM npueme npenapara BHyTPb CUMITOMbI IEPEA03UPOBKH BKIHOYAIOT
KeJlyZIOYHO-KUILIeYHble (TOLIHOTa, pBOTa, JMapes, OOJIM B IKUBOTE) W
HEBPOJIOTMYECKUE PACCTPOMCTBA (roJIoBHAsE 00JIb, TOJOBOKPYKEHUE, OULyLICHUE
JKapa/«IPUIUBBD), CyOPOTH, YTHETEHHE JbIXaHUs U KOMa).

Jleuenne cumnromaruueckoe. He ciemyeT BbI3bIBaTH PBOTY U3-3a pPUCKA,
CBSI3aHHOTO C MOCJIeAYIOIIe HHransIue kam(opbl U pa3BUTUEM JIAPUHIOCIIA3Ma Y
JleTel MJIAJIIero Bo3pacTa, KOTOPbI MOXKET MPHUBECTH K JeTalbHOMY HcXoay. B
ciIyvae npuema Oanb3aMa BHYTPb HEOOXOJIMMO HEME/IJIEHHO O0OpaTUThCS K Bpayy.
B3aumogeiicTBHe ¢ IpYrHMH JIeKAPCTBEHHBIMH CpeACTBAMH

He onwucano. [Ipenapar He pekoMeHAyeTCsl MPUMEHSTh OJJHOBPEMEHHO C JPYyTHUMHU
JIEKapCTBEHHBIMHU MpernapaTaMu J1Ji1 Hapy>KHOTO NMPUMEHEHUsI B MeCTaxX HaHeCEHHs
banp3ama 3o0Tast 38e3/1a B CBSI3U C OTCYTCTBHEM JIAaHHBIX O B3aUMOACHCTBHH.
OcoOble yka3anusi

[Ipenapar npeHa3Ha4YeH TOJIBKO JJI1 HAPYIKHOTO IIPUMEHEHUSI.

Cnenyer m3berarb nomajaHus Ma3M B IVla3a, Ha CJIM3UCTbIe OOOJOYKH HOCA H
MIOJIOCTHU PTa, @ TAKXKE HA MOBPEKICHHbIE YUACTKHU KOXKHU.

U3-3a pucka ¢oroceHcubunuzanuu nocie HaHeceHus banb3ama 3osoras 3Be3na
cienyet u3berarb npeObIBAaHUS Ha COJTHIIE.

B ciyyae nonagaHus mMa3u Ha CIM3UCTbIe 000JIOYKH, ClIeyeT YAaluTh Npernapar
IIPY MOMOIIM BJIQXKHBIX CAI(ETOK U MPOMBITH OOUIBHBIM KOJIMYECTBOM BOJIbI.

He pexomennyeTcs npuMeHsITh Mpernapar B J€TCKOM Bo3pacTe 0e3 KOHCYJbTallH
Bpaua.

Biusinne Ha cnoco0HoOCTh yNpaB/siTb TPAHCHOPTHBIMH  CpeICTBAMH,
MeXaHH3MaMH

[IpumeHeHue rnpernapata He OKa3bIBaeT BIMSHHUS HA CIIOCOOHOCTH K BBINOJIHEHUIO
MOTEHUMALHO OIACHBIX BHJOB JIESATEIBHOCTH, TPEOYIOIMUX IOBBbILIEHHON

KOHLIGHTPAllUM BHUMaHHUS U OBICTPOTHI TICUXOMOTOPHBIX peaklMil (ynpaBieHHe
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TPAHCIIOPTHBIMU CpEACTBaMM, paboTa ¢ ABMXKYLIUMHUCS MeXaHU3MaMH, padora
JUCIieTyepa U oreparopa).

®opma BbINIyCKa

Mas3b 115t Hapy’KHOTO IPUMEHEHHUS.

[To 4 r ma3u B xecTsiHOM GaHouke. Kaxxayto 0aHOUKY BMecTe ¢ MHCTPYKIHMEH 110
MEIULMHCKOMY NPUMEHEHHIO NTOMEIAIOT B KAPTOHHYIO MavKYy.

Cpok roaHocTH

S JIeT:

He npuMeHsTh 0 UCTEUEHUHU CPOKA FOJHOCTH.

YesoBust XpaHeHust

[Ipu Temneparype He Bbie 30 °C.

XpaHUTh B HEJOCTYITHOM JJIs1 IeTeil mecTe!

YesoBust oTnycka

Otnyckator 6e3 peuernra.

[IpousBoauTe/ b

JJAHA®A GAPMACBIOTHUKAJI JDKOWMHT CTOK KOMITAHU,

n. 253, yn. 3yur Cu Txaub Txe, p-on Txanb Txe, r. Jlanaur, BeeTHam.

Ten. +84 511760129.

Buiiagesien perncTpallHOHHOIO y10CTOBepeHHUs

AO «/lomunanta-CepBucy,

Poccust, 142100, MockoBckasi obnactb, I. [lononbck, yn. Komcomonbckas, a. 1,
ctpoenue 49, nomeuieHue 1, komHara 223.

Opranu3zauuu, NpUHAMAIOLIHE NPEeTeH3HH NMOTpeduTeIei:

l. [To Bonmpocam kadecTBa NpOy KIUU:

AO «/lomunanra-CepBucy,

Poccusi, 142100, MockoBckasi obnacts, . ITogonbek, yi. Komcomounbekast, a. 1,
ctpoenue 49, nomeiienue 1, komHara 223.

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

e-mail: sekretar@dn-serv.ru
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2. Opranuszaunus  OTBETCTBeHHas 3a  (apmakoHama3op  (mus  mpuéma
COO0OIIEHUI/BOTTPOCOB oT norpeduTeneu 1o He)KeslaTesIbHbIM
SBJICHUSIM/OTCYTCTBUIO ~ TEpANeBTHYECKOr0  JEHCTBHsI, 110  MEIMIMHCKOM
MH(OpMAaLlMM U APYTUM BOIIpOCaM, CBSI3aHHBIM C OOpallleHHeM I[perapara Ha
PBIHKE):

AHO «HaunonanbHbli HayuHbIN 1IeHTp PapMakoHaa30pay,

Poccus, 127051, . MockBa, Manas CyxapeBckas 1., 1. 2., CTp. 2,

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

e-mail: info@drugsafety.ru

['eHepanbHbINA JUPEKTOP

AO «1IOMHNHAHTA-CEPB
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