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MHCTPYKIHSI 110 MEJMITHHCKOMY TIPHM Ao ~2015
JEEKAPCTBEHHOT'O CPE/ICTRA——co——rromrs

30BUPAKC / ZOVIRAX MHHUCTEPCTBOM 3IPABOOXPAHEHHA
PECITYBJIMKH BEJIAPYCbH
Ilpnxa3 MuHnCTEPCTBa 3APABOOXPAHEHUS

Toprosoe nazsanne: 30BUPAKC / ZOVIRAX or 1gpe°‘}1y£"“é‘$&?“apy“ 41796

MexayHapoaHoe HenaTeHToBanHoe HasBanne (MHH): anuknosup
JlexapcTBeHHasi popMa: KpeM U1 HApY>KHOTO NMpUMeHeHHs 5%

CocraB (Ha ynakoBky, 2 r):

Axmuenoe sewgecmso - aupxiosup 100 mr.

Bcnomozamenvnvie sewyyecmsea — monokcamep 407, LETOCTEapWIOBBIA CHMPT, HATPHA
naypuncyibdar, mnapapuH Oenblif  MArkui, mnapaduH OKUAKMH, JQUMETHMKOH 20,
OpONUICHIJIMKOIb, apiauen 165, Boja ouMIeHHas.

Onucanne: 6enblif WM MOYTH OeNbIil KpeM, OHOPOJHBIM, 6€3 3epHUCTOCTH M KOMOYKOB, Ge3
MOCTOPOHHMX BELIECTB U MPU3HAKOB pa3AeICHH.

dapmMakoTepaneBTHYECKAN Ipynna
ITpoTHBOBUPYCHOE CPEACTBO ISt MECTHOTO MPUMEHEHHS. ALIUKIOBH.
Koa ATX: D06BB03.

IToka3zaHus K NpAMeHEeHHIO

30BMpaKC NpeaHa3Ha4eH ISl JIeYeHUs HH(eKuuid ryé M Juua, BhI3BaHHBIX BUpycom Herpes
simplex (peuuaANBUPYIOLIHIA TAGHATBHBIN reprec).

IIpumenenue y nayuenmoe c ocnabneHHbIM UMMYHUMEMOM:

[Taupentam ¢ ocnaGneHHBIM HMMYHHTETOM [PUMEHATh HE pPEKOMEHIYETCS W Cleayer
TIPOKOHCYJILTUPOBATELCS ¢ BPAYOM OTHOCHUTEJNBHO JIEYeHHS JII000iH HHpEeKIuu.

Cnoco6 npuMeHeHHs H 103HPOBKA

IIpenapat npenHa3Ha4€H TONBKO AJI MECTHOT'O MPUMEHEHHS.

Bspocnuie (exnouas nosxcunvix):

I[Ipenapat pekoOMEHAyeTCs HAHOCUTD 5 pa3 B JeHb (IPUMEPHO KaxKIble 4 Yaca), 3a HCKJIIOYEHHEM
HOYHOTO BPEMEHH.

HeoGxoauMo NpHMEHHTh NpenapaT Kak MOXXHO paHbLIE, JKENaTeIbHO YXKE IIPH IEPBbIX
npu3Hakax 3abojeBaHHs (B MPOAPOMANbHOM MEPHOAC WIIM IIPH MOKPACHEHHH KOxu). OqHaKo
JIeYCHHE MOKET ObITH Ha4YaTO M Ha Ooyiee MO3JAHEH CTaauM (HaJMYKe MaIysibl WIH BE3UKYJIb).
JUTATEIEHOCTD IEYeHHs — He MeHee 4 JHeil. B cilyyae OTCYTCTBHS 3aXKHUBJIEHHS JIEYEHHE MOXKET
GeITh MpofokeHo 10 10 aueit. B ciyuae coxpaHenus cuMnromoB 3a6oneBanus 6onee 10 aHei,
clielyeT oOpaTUThCS K Bpady.

Uto6bl HE JOMYCTHTh YXYAIUEHHA COCTOSHHS M INpeayNpeauTh Mepeaady HHPEKLHH,
HEOOXOMMO MBITh PYKH JIO M MOCIE HaHECEHHs HpenapaTa, HE TEPeTh W HE MPHKAcaThCs K
MNOPaXXEHHBIM YYaCTKaM KOXXH MOJOTEHLIEM.

Ilpumenenue y Oemeii. B CBA3M C OTCYTCTBMEM aJIeKBaTHBIX [aHHBIX IIPUMEHEHHE
JIEKapCTBEHHOTO CPE/CTBA y ACTeH A0 12 neT He peKOMEHI0BaHO.

IIpumenenue y nayuenmoe c noueunoti/nevenounoli Hedocmamounocmoio. HecMoTps Ha To, 4TO
AUMKJIOBUDP BBIBOAUTECA TMPCHMYILIECTBEHHO YEpe3 TMOYKH, CHCTEMHas abcopOuus rmocie
MECTHOrO NPHUMEHEHHUs HE3HauyMTelbHas. 1103TOMY mauueHTam ¢ MOYEYHON WM MEYEHOYHOU
HEJIOCTATOYHOCTBIO KOPPEKTHPOBKA 103bI He TpebyeTcs (cM. pazzen «DapMaKOKUHETHKAY).
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IIpoTHBONOKA3AHMA
[MoBBIIEHHAs YyBCTBUTENBHOCTh K allUKJIOBHPY, BaJaliMKIOBHPY, HNPOMUICHIIUKOMIO HWIH
mMoOOMY U3 BCIOMOTaTENbHBIX BEIECTB KpeMa 30BUpAKC.

Ocobb1e YKa3aHHMS H M€PbI NPEAOCTOPOKHOCTH NPH HCIOJIL30BAHHH

KpeM MOXXHO MpHMEHATH TOJBKO IpH reprece Koxu ry6 u smmua. Kpem He pexoMmeHayercs
HaHOCUTB Ha CJIU3UCTHIE OOOJIOUKH MOJOCTH PTa U I71a3, a TAKOKE HE CAEAYET MCIOJb30BaTh AIs
JICYCHHU I'CHUTAJIBHOI'O repueca.

H36eraTh ciry4aifHOTO MOMAJaHUs B IJ1a3a.

[Ipy BbIpaXXEHHBIX NPOSABICHUAX Trepreca ryd peKOMEHAYeTCs IPOKOHCYIbTHPOBATbCA C
BpauoM.

JlunaM, uMeromMM repriec Ha ry6ax (0COOGEHHO NpPH HAJIMYMH OTKPBITBHIX HOPAXKEHHIA),
HEOOXOOMMO CTporo cobiiofaTh MNpaBHIa IPEAOCTOPOXKHOCTH, 4YTOOBI HE JOMYCTUTH
MHOUIMPOBaHUS APYTHX JHOACH (HarpUMep, MBITh PYKH 10 U MOCIE HAHECEHHUS MpenapaTta, CM.
pazzen «Cnocob mpUMEHEHUs U I03MPOBKAY).

I[IpenapaT COREPKUT LETUIOBBIN CIUPT, KOTOPBIA MOXET BHI3BIBATH MECTHBIE KOXKHbIE PEaKLUH,
TaKWEe KaK KOHTAKTHBIM HEPMATHT, a TaKkXke MPONMIEHTJIMKOJb, KOTOPBIH MOXET BBI3bIBATDH
pasapakxeHne KOXH.

B3aumogeiicTBHuS ¢ APYrHMH JIeKapCTBEHHBIMH CpeCTBAMH
KnuHnueckn 3HauMMOro B3aUMOAEHCTBHS C JPYrMMH JIEKAPCTBEHHBIMH CpPEACTBAMHU HE
BBISBJICHO.

IIpumenenne B nepuos GepeMEHHOCTH H IPYAHOr0 BCKAPpMJ/IMBAHHUS

bepeMeHHOCTS.

IIpMeHeHHe MOKa3aHO TOABKO B TeX Cily4asX, KOrja npejnonaraeMas mojib3a Ajs MaTepH
NPEBBIILAECT MOTEHUMANBHBIH pUCK And mioaa. OQHAKO, CUCTEMHass SKCHO3MLMS alUKJIOBHPa
T10CJIE MECTHOTO MPUMEHEHHS OYEHb HU3Kas.

B noctpeructpaioHHOM peectpe GepeMeHHOCTElH MPH PUMEHEHNH allUKIOBHpa PUKCHPOBaIHU
naHHble 00 wHcxoie OEpeMEHHOCTH Yy JKEHIUWH, NPUHUMABIIMX AaUWKJIOBUP B Ppa3HbIX
JIEKapCTBEHHBIX popMax. AHaNU3 JaHHBIX PEECTpa HE BHISBH/ YBEJIMUCHUS YUCIIA BPOXKIEHHBIX
nedeKToB y JeTei, Marepu KOTOPHIX MPHHUMATH alMKJIOBHP BO BpeMsi OEPEMEHHOCTH, IO
CpaBHEHHIO ¢ oOuiei mnomynsuuell. BuisgBleHHbIE BpOX/ICHHbIE AEPEKTHI HE OTJIMYAIHCH
€IMHOOpa3sHeM WIIM 3aKOHOMEPHOCTBIO, MO3BOJISAIOMIUMU MPEANOIIONKUTh OOHIYI0 MPUYHHY HX
BO3HMKHOBeHMsA. CHCTEMHas 3KCHO3UIMS ALMKIOBUpA IIOCJIE€ MECTHOMO MPUMEHEHHMS OYEHb
HH3Kasl.

['pynHoe BckapmiuBanue. MMeronuecss orpaHHYCHHbIC AaHHBIC NPUMEHEHHUS AlMKIOBHPA Y
XEHIUUH B NIEPHOJ IPYJHOrO BCKAPMIIMBAHUSA TOKA3bIBAIOT, YTO PU Ha3HAYECHUH allMKJIOBHpA B
¢dopmax a1 CHCTEMHOTO NPUMEHEHHUS JIEKAPCTBEHHOE CPEACTBO MPOHUKAET B IPYAHOE MOJIOKO.
Opnnako, OXHAaeTcs, 4TO [03a, MONy4aeMas peOCHKOM, HaXOASIIEMCS Ha TPYIHOM
BCKapMJIMBaHUH, HEBEIHKA.

Bansinue Ha ciocOGHOCTH YNIPaBJASITH ABTOMOOH/IEM H Pa6OTaTh ¢ MEXAHU3MAMH
Biusnve Ha CcnocoGHOCTH YNpaBiATH aBTOMOOWIEM H paboTaTh ¢ MEXaHU3MaMH IpU
IPHMMEHEHMH alMKIIOBUpa B popMe KpemMa MaJOBEPOSITHO.

IloOounoe aelicTBue
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30BHpaKC, KPEM [UIsl HAPYXHOTO IPUMEHEHHS 5 %, TEKCT MHCTPYKLHY (OXHOBPEMEHHO nucTKa-BkiIaasima) — BY

[106OUHBIE PEAKIMH YKa3aHBl C HCTONB3OBAHHEM CIEIYIOWIEH CHCTEMBl KIaCCH(UKALMK
HeXKeNaTebHBIX 2 deKToB Mo yacToTe: oYeHb Yacto > 1/10, wacto > 1/100 u <1/10, Hewacto >
1/1000 u <1/100, peaxo > 1/10 000 u <1/1000, ouens peaxo <1/10 000.

Hapywienusi co cmopombl KOJXCYU U NOOKONCHOU KIemUamKu.

Heuacto L mm = =

° Hpoxonslmee JOKEHHE MJTH TTOKAJIbIBaHUE MOCE MPUMEHCHHS KPE

e CyxOCTb MJIH LIETYLICHHE KOXKHU 4 L -
. 873 -2019
Penxo

e Dpurema
e KOHTaKTHBI [EepMAaTHT B MeCTe HAHECEHHs, 4Yallle CBA3AHHBIA C peakuued Ha
BCIIOMOTraTe/IbHbIE BEILECTBA, 4 HE Ha ALIUKJIOBHP
Hapywenus co cmopoHbl UMMYHHOU CUCIEMbL.
OueHsb peaxo
e Peakiuy runepuyBCTBUTENLHOCTH HEMEIIEHHOTO TUIIA, B TOM YHcIie 0TeK KBHUHKe.

Ilepeno3npoBka

IMpy ciyyaitHOM MpPOTJIATBIBAHMK MJIM MECTHOM NPUMEHEHHH BCETO COACPXKHUMOro TyObl Kpema
3oBHpakc Maccoil 2 rpamma, cogepxkamiero 100 Mr auukioBupa, HeOIAronpUATHOrO ACHCTBHUS
BBISIB/IEHO HE OBLIO B CBSI3M ¢ MUHUMAJIbHOM CUCTEMHOM SKCIIO3ULIUEH.

I[Tpy nomo3peHnH Ha MEPEAO3UPOBKY CleayeT 0OpaTUThCs 3a BpaueOHOH MOMOILBIO.

DapMaKoJIOrH4ecKue CBOHCTBa

dapMaKoIHHAMHKA

AUMKJIOBUD SIBJISETCS MPOTUBOBHUPYCHBIM JIEKAPCTBEHHBIM CPEACTBOM. B 3KCNEpUMEHTAIBHBIX
MCCJIEIOBAHMSAX in Vilro IEMOHCTPUPYET aKTMBHOCTb MPOTHB BUpyca mpocTtoro repreca (herpes
simplex) 1 u 2 Tuna. TOKCHYHOCTP Ui KJIETKM-XO3UMHa (KJIETKM YeJlOoBeKa) HH3Ka. Ilpu
NoNnajaHuy B KIETKH, MHQHUUMPOBAHHBIE BHPYCOM reprieca, auuKiIoBUp (Gocopunupyercs u
npeobpasyeTcs B akTHBHYIO (opMy - anukioBupa Tpudocdar. Ilepsriit 3Tan sToro mpouecca
3aBUCUT OT Ham4uss HSV-KoaqupoBaHHO!M THMHIMHKHHA3BL. ALMKIOBHpa TpudocdaT aekcTyeT
KaKk MHruouTop M cyberpar mmsa reprec-cnienuduunoi JIHK monmmepasel, npeaoTspaiias
nanbHe#mmii cunte3 BupycHoi JJHK, He Bnuss Ha OObIYHBIE KIE€TOYHBIE IIPOLIECCHL.

PapMaKOKHHETHKA

A6copbrus

®apMakoIOru4ecKiue MCCIEAOBaHUS MTOKA3ali, YTO IIPU MHOTOKPATHOM MECTHOM IPHMEHEHHH
KpeMa alykJIOBUpa CUCTEMHas abcopOIys MUHUMAITbHAS.

Cpox rogaocTn
3 roaa.
He ncnons30BaTh N0 UCTEYEHUH CPOKA FOJHOCTH.

YcaoBus xpanenus
ITpu Temniepatype He Boiuie 25 °C. He 3amopaxuBarts.
XpaHUTh B HEAOCTYITHOM [JIS IETel MecTe.

®opma BbImycKa

Kpem nna nHapyxHoro npumesHeHus 5%. Ilo 2 r mnpemapata B amOMHHHEBYIO TyOy c
HaBMHYMBAIOIUMCS KOJMAYKOM. AIIOMUHUEBYIO TyOy MOMEIIAIOT B KAPTOHHYIO MAYKy BMECTE C
HUHCTPYKLMEH 110 MPUMEHEHHIO.
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JlepxaTe b PErHCTPALHOHHOTO YAOCTOBEPEHHS

I'nakcoCmutKnsitn Koncetomep Xenckep (FOK) Tpaiguur Jlumuren, 980 I'peiir-Yact-Poagn,
bpenrdopa, Muancekc, TW8 9GS, BenukoGpuranus / GlaxoSmithKline Consumer Healthcare
(UK) Trading Limited, 980 Great West Road, Brentford, Middlesex, TW8 9GS, United
Kingdom.

IIpousBoaunTean

I'nakco Onepetinc IOK Jlumutes, ToproBoe Hassanue I'makco Bankom Onepeitmnc, Xapmup
Poyn, bapuapn Kacn, DL12 8DT, BenuxoGpuranus / Glaxo Operations UK LTD trading as
Glaxo Wellcome Operations, Harmire Road, Barnard Castle, DL12 8DT, United Kingdom.

IIpy BO3HUKHOBEHUH HEXXeNaTeNbHBIX SBNCHHUI IPY NPUEME TIperapaTa, MoXanyicTa, CooGIuTe
00 3TOM MO O3JIEKTPOHHOM moute: 0ax70065@gsk.com (m1s AsepGaiimkana, ['py3un,
Y3bekucrana, Tamxukucrana, Typkmenucrana) u EAEU.PV4customers@gsk.com (s
Apmenun, benapycu, Keipreiscrana u Monromun). CoobuieHust o kanobax Ha KadecTBO
npenapara NMpUHUMAIOTCA 110 311eKTpoHHOM nmoute UA-CIS.LOC-POC@gsk.com.

ToproBbie Mapku NpuUHAJIEXKAT HIIM KCTIONB3YIOTCA MO JMUEH3HH rPYNIoN Komnanuit GSK.
©2019 rpynna xomnanuit GSK i ux 1uuen3uap.

COTJACOBAHO
MUHHCTEPCTBOM 3/IPABOOXPAHEHUA
PECIYBJIMKM BEJIAPYCh

Tpuxas MuHHCTEPCTBA 3/PABOOXPAHEHIA
Pecnybauxu Benapycs
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