MUHUCTEPCTBO 3JIPABOOXPAHEHUSI POCCUNCKOU ®EJIEPALIMU

MHCTPYKLMA 10 MEJIMLIMHCKOMY TTPUMEHEHMIO JIEKAPCTBEHHOI'O
[TPETTAPATA

3oupakc® /[yo-AKTuB

BHUMaTeNbHO MpoYUTaiiTe 3TY HHCTPYKLMIO Mepe/l TeM, KaK HauaTh MPUMEHEHHUE 3TOro npenapara,
TaKk KaKk OHa COAEpPKHUT BaxkHyro Juisi Bac mndopmaumio. CoxpaHsiiTe MHCTPYKLHMIO, OHA MOXKET
noHasoburscsi BHOBb. Ecnu y Bac Bo3HMKIM Bonpockl, oOparutech K Bpauy. JlekapcTBeHHOE
cpencTBO, KOoTOphiM Bbl neuutech, mpeaHasHayeHo au4HO Bam, M ero He crenyer nepejaBarh
JPYTUM JIMLAM, TIOCKOJIbKY OHO MOXET MPUYUHUTEL UM BpeJ IaKe NMPHU HAJTUUUU TeX )Ke CUMIITOMOB,

4yto U y Bac.
Perncrpaunonnsii Homep: JI[1-001674
ToproBoe HaumenoBauue: 3osupakc® J[yo-AxTus

MexayHapoaHOe HeNmaTeHTOBAHHOE HWJH TIpYNIHPOBOYHOe HAaHMMEHOBaHHe: AILMKIOBUD +

['uapoKOpTH30H
JlexaperBenHasi gopma: Kpem Ui HApYKHOTO MPUMEHEHUS

Cocras npenapara (Ha 1 r)

Axmuenvie seujecmsa: aukinoBup 50 mr, ruipokopTru3oH 10 mr.

Bcnomozamenvuvie eewjecmea: napapun xuakuit 56,5 mr, napadpun markuit 6ensiii 100,0 mr,
m3onponuiamupuctar 150,0 mr, Hatpus naypuicyibdar 8,0 mr, uerocreapunoBsiii cnupt 67,5 mr,
nonokcamep 188 10,0 mr, nponunenrnukons 200,0 Mr, TMMOHHON KMCIOTBI MOHOruapar 1,4 wmr,
Harpus ruapokeuns 0,6 mr q.s. go jgocrwkenus pH, XiopuctoBosopoaHas KucioTa (.S. J0

npoctukenus pH, Bojaa ounmennas q.s. 10 1000,0 mr.

Onucanue

OnHOpoAHBIH Kpem 6enoro uim 6eoro ¢ KeJToBaThbiM OTTEHKOM LIBETa.



(I)apmaKOTepaneBTuquKan rpymmna: npOTUBOBHPYCHOE CPEACTBO AJII MECTHOTI'O IIPUMECHCHHMSI.

Kon ATX: D0O6BB53

dapMakoJ0oruyecKHe cBoOiCTBA

DapmakoHHAMHKA

Mexarnuzm oeticmeus

ANMKIIOBUpP — IPOTHBOBUPYCHBIH Mpernapar - BLICOKO aKTUBEH in Vitro B oTHOLIeHUH BUpyca Herpes
simplex (HSV) 1 u 2 tunos. Tokcuueckoe BO3AeiCTBHE HA KJIETKM MJIEKOIMTAIOIMX MUHUMAIIBHO.
[Tociie nonaganus B KiIeTKH, HHGULMPOBAHHBIE BUPYCOM reprieca, alMkIoOBUp ¢ochopuiupyercs
JI0 aKTUBHOIO COeJMHEHMs auukioBupa Tpudocdar. [lepBblii 3Tan JaHHOrO npouecca 3aBUCUT OT
npucytetBuss  HSV-3akoaupoBanHoro ¢epmeHnta TUMUAMHKHHA3bL. AwnukioBupa Tpudochar
JIEHCTBYET Kak MHIMOUTOp M cyberpar repriec - crneunduyeckoit JIHK nonumepassl, npenstcrBys
JanpHeimemy cuntesy BupycHoi JIHK, nmpu 3TOM, He OKasbiBasi BO3JEHCTBHSI HAa HOpMaJibHBIE
KJIETOYHBIE MPOLIECCHI.

['MApOKOPTH30H  OTHOCHTCS K  €abO0aKTUBHBIM  TJIFOKOKOPTHKOCTEpOMIaM,  00JaJaloum
pasIMYHBIMKM ~ UMMYHOMOJYJUPYIOIUMMU  jaeicTBUsMH.  [Ipy  Hapy)KHOM  TNpUMEHEHUH
TepaneBTHYecKass aKTUBHOCTb TMAPOKOPTH30HA OOYC/IOBJIEHA KOHTPOJIMPOBAHUEM pa3MYHBIX
BOCIAJIMTEJIbHBIX KOXKHBIX HapyLICHUH.

IIpenapat 3oBupakc® Jlyo-AKTHB, COYETAIOUIMH NPOTHBOBHPYCHbIE CBOMCTBA AalMKIOBHpA M
NPOTHBOBOCTIAJIMTENIEHOE IEHCTBHE M'MAPOKOPTHU30HA, CHUIKAET YaCTOTy NMPOrpecCUpoBaHus repreca
Ha rybax /10 MosiBICHUs A3BEHHBIX MOPAKEHUH, a TAKXKE COKpAIAeT BPeMsi UX 3a)KUBJICHUs. TOYHBIN
MEXaHM3M JIEUCTBHS NMOJHOCTBIO HEU3BECTECH, OJHAKO TPEIOJI0KUTENILHO CBS3aH C BbIBEJCHUEM
BUpYCa M I0/IaBJIEHUEM MECTHOMN BOCHAIMTEILHON peaklMy Ha rybax, yTo NpUBOJIMUT K OCIabJIeHUIO
MPU3HAKOB U CUMITTOMOB UH(EKLIUU.

PapMaKOKHHETHKA

Knunnyeckne (dapmakokuHeTHyecKWe HccaeqoBaHus mpenapara 30BUpakc® JIyo-AKTHB He
MPOBOIUJIUCH.

Beacwvieanue

B cBA3M ¢ orpaHMYEHHBIM BCAaCbIBAHMEM O)KM/IaeMasi CUCTEMHasi dKCIO3UIMs allMKJIOBUpA MOCIe
MECTHOTrO NpUMEHEHUs Kpema 30Bupakc® Jlyo-AKTuB Oy1eT HU3KOI.

[ IIOKOKOPTHKOCTEPOM/IbI TIPOHUKAIOT B POTOBOI CIIOH AMUAEPMHUCA U BO3/ICHCTBYIOT Ha Ti1yOOKHe

cion kierok. Kak IpaBUJIO, BCACbIBACTCA JIUIIb HeOoJIbIlas 4acThb JA03bl, IO3TOMY HU3MEHCHHE
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rFOpMOHAJIbHOT'O OanaHca MaJIOBEPOATHO. CucremHoe BO3/ICHCTBHE IIIOKOKOPTUKOCTEPOH/10B
BO3MOJKHO TIpH YBCJIIMYEHUH BCACbIBAaHUS (Hanpnmep, [NpyU HAHECEHUH Kpema Ha O61Ul/lprle
BOCIIAJICHHBIE YYAaCTKHW KOXXHU MJIK Ha KOXKY C IMOBPEKIACHHBIM pPOIrOBbBIM CJIOEM 3nH11epMuca).

OKKJIIO3UOHHBIE TTOBSA3KH TAKIKE YBCIIMYHUBAKOT BCACbIBAHUE.

Iloka3anus K NpUMeHEeHHI0
Jleuenve paHHUX NPOSIBJICHWUI PELMIMBUPYIOLIErO JIAOMABLHOTO Teprieca y B3pOCHbIX M jeTei

crapuie 12 et ¢ HopMaJabHBIM HMMYHHBIM CTaTyCOM.

IIporuBonoka3zanus

- TMOBBILICHHAs YYBCTBUTEJIBHOCTh K alMKIOBUPY, BaJAUMKIOBUPY, T'MIPOKOPTU30HY WIIU
mobOMY JIpyroMy KOMIIOHEHTY Tperapara;

- TOpaXeHMsi KOXKH, O0OyCIOBIEHHblE JpYrMMU BUpycamH, TIpuOKOBble, OakTepuaibHbIe
3a00/1€BaHuUs KOXKH, a TAKKe MapasuTapHblie HHOEKIMU KOKHM;

- JIETCKHi1 Bo3pacT 10 12 ner.

Ilpumenenne npu GepeMeHHOCTH U B MEPHO/I FPYAHOI0 BCKAPMJIHBAHHUS

bepemennocmo

Ilepen npumenenuem npenapara 30Bupakc® Jlyo-AKTHB, eclii Bbl OepeMEeHHBI HIIH MpejInoiaraeTe,
yto Bbl Morim Obl ObITh OepeMeHHOW, WM TUIAHUpyeTe OepeMeHHOCTb, He0OX0AUMO
NPOKOHCYJILTUPOBAThCsi ¢ BpauoM. Ilpumenenue npenapara 3oBupakc® Jlyo-AKTUB BO Bpems
OepeMeHHOCTH HEe PEeKOMEHJIYeTCs, 32 MCKIIIOUYEHHEM CllydyaeB, KOrja OHO Ha3HayeHo BpayoM (eciiu
npejnojaraeMas 1noJjb3a Uil MaTepu MNMpeBbIlIAaeT MOTEHUMalIbHbIA pUcK Juis miaoja). CucteMHas
SKCMO3ULIMS alMKJIOBUPA U IMIPOKOPTU30HA MPU MECTHOM NMPUMEHEHUH KpeMa OueHb HU3Kasl.
Ilepuoo epyonozo eckapmnueanusi

B nepuoj rpyaHOro BCKapMIIMBaHUs Tepel NpUMeHeHHeM rpenapata 30BUpakc® JIyo-AKTHB
He0OX0IMMO MPOKOHCYILTUPOBATHCS ¢ BpauoM. [Ipumenenue npenapara 3oBupakc® Jlyo-AKTHB B
MEepHOJl TPYJAHOr0 BCKapMJIMBAaHUS HE PEKOMEHJYeTCsl, 32 MCKIIOUEHUEM Clly4aeB, KOrja OHO
Ha3HA4Y€HO BpauyoM (eciM mpejrnojaraeMasi nojb3a Jjsi MaTepyu MPEeBBIIIAeT MOTeHLUUAIbLHBIA PUCK
JUist peOeHka).

AUMKIIOBMP M TMIPOKOPTU30H BBIJIEJSIOTCS ¢ MOJIOKOM T0CJI€ CUCTEMHOTrO npuMeHeHus. OQHako
J03a, nojiyyaemas peOEHKOM C TIpyAHBIM MOJIOKOM I0C/e TPUMEHEHHMs MaTepbio [Mpenapara

3oBupakc® Jlyo-AKTUB, HE3HAUUTEIIbHA.



Depmunvrocmo
HeBo3moxkHO ouenuth jeiictBue mnpenapata 30BuUpakc® Jlyo-AKTUB Ha (epTHIBLHOCTH W3-3a

OTCYTCTBHS JAAHHBIX, IMOJYYCHHBIX HA JIIOAAX.

Cnocob npuMeHeHHsI H 103bl

[IpumensiiiTe npenapart TOJBKO COIJIACHO TEM MMOKa3aHMsAM, TOMY crocol0y NMpUMEHEHHS M B TeX
J103aX, KOTOpPbI€ YKa3aHbl B HHCTPYKLMH.

TonbKko 1151 HAPYKHOTO NMPUMEHEHHUS.

Bspocnvie u oemu cmapwe 12 nem.

IIpenapar 30Bupakc® Jlyo-AKTUB cieyeT HAHOCUTh 5 pa3 B JieHb (IPUMEPHO Kaxble 4 yaca), 3a
MCKJIIOYEHWEM HOUYHOIrO BpeMeHM, 5 aueil. IlpenapaT HaHOCAT Ha MOpa)KCHHBIE U IpaHUYAILUE C
HUMHU Y4YacTKM KOXH. IIpM KakIoM NpUMEHEHMM CleJyeT HaHOCUThb JOCTATOYHOE KOJIMYECTBO
Kpema, YTOObl MOKPLITh MOPaKEHHBIN YUacTOK, BKJIIOYasi HApYKHbIH Kpaii S3BbI.

Ecniu Bbel mpomycTuin Bpemsi NPUMEHEHMs, HaHECUTE KpeM B CIEAYIOLHH pa3, Kak TOJbKO
BCIIOMHMTE, U MPOJIOJKANTE aiblie 1o rpaduky.

BakHO Kak MOKHO paHbllle HAYMHATh JICYEHUE, JKEJIATEIbHO MPU MOSBJICHUH MEPBLIX MPU3HAKOB U
CUMIITOMOB (3K)KEHME, OKaJIbIBAHUE, OLLYIIEHUE CTIHYTOCTH KOXKH).

JlnurensHocTh sieyeHus — 5 aueil. Ilpu coxpanenuu cumnromoB 3abosneBanust B TeueHue 10 nueit
HEO00XO0IMMO MPOKOHCYJILTUPOBATBCS € BPAUOM.

Yro0bl HE NOMYCTUTH YXYALICHUS COCTOSHUA M MPEAYNpeanTh nepeaady MHQEKIHU, HeoOX0aumo
MBITh PYKH JI0O M IOCJ€ HAHECEHWs NpenapaTta, He TEpeThb M HE MpUKacaTbCsd K MOPAaXKCHHBIM

y4yacCcTKaM KOXKH IMOJIOTCHLIEM.

IToGo4uHoe peiicTBHE

[To6ounbie 3ddexTbl nepeyncieHbl HUKE B 3aBUCUMOCTH OT KJIacca CUCTEM OPraHOB M YaCTOThI
BCTpeyaeMocTH. YacToTa BCTpedyaeMOCTH TMOJpa3zelisulaich ClIeyloluM o0pa3oM: OYeHb 4YacTo
(=1/10), yacro (ot >1/100 no <1/10), neuacro (ot >1/1000 mo <1/100), peaxo (ot > 1/10000 mo

<1/1000) u ouyens peako (<1/10000), Takke BKIIOUEHBI OTAETbHBIE COOOIIECHHS.



Kaace cucrem HesxenareibHasi peakiusi/siBjieHue Yacrora
OpraHoB BCTPEYaeMOCTH
Hapyienus co Cyx0oCTbh MM 1IeTYIIEHHE KOXKH Yacro
CTOPOHBI KOXKH U KpatkoBpemenHoe ouyumienue okeHus wid | Hewacto
MOJIKOYKHBIX TKaHEH | 1MOKaJbIBAHMS HA yyacTKax HAHECEHHs rperapara

3ya

[TokpacHeHHe KOXKH Penko

W3meHeHre nurMeHTauu Koxu

KoHTakTHBIIl JepMaTUT Moclie HaHECEHHUs TM0Jl
OKKJIIO3MOHHOM  TMOBSI3KOH,  BBISBIEHHBIH B
UCCIIeI0BAaHUAX 1o Oe3onacHoCcTH (npu
NPOBE/ICHUU npoo 4YBCTBUTEJILHOCTH,
PEaKTUBHBIM BELECTBOM CIIY)KUJ TMIAPOKOPTU30H
WJIM KOMIIOHEHT KPEMOBOM OCHOBBI).

Peakuuu Ha yyacTke HaHeCeHMs1, BKJIIOYAst

INNPpHU3HAKW U CUMIITOMBI BOCIIAJICHHUA.

Hapymenus co
CTOPOHBI UMMYHHOM

CHUCTEMBI

Peakiuu rANnepyYyBCTBUTEIIBHOCTH HEMEIJICHHOI'O

THIIa, BKJIHO4Yas aHFMOHeBpOTl/l'-ICCKl/Iﬁ OTEK

OueHb peko

Hemu 6 6o3pacme 12 — 17 nem

[Ipodune GezonacHocTH y aeteit B Bo3pacte 12 — 17 net cooTBeTcTBYET MPOPHI0 6€30MacHOCTH Y

B3pOCIIbIX.

Ecnu y Bac ormeuatotcss nobounsie 3¢ exThl, ykazaHHbIE B MHCTPYKLMH WK OHH YCYTyOJISIOTCS,

wiu Bel 3ameTriin obbie apyrue no6ounsie 3hdexThl, He yKkazaHHble B UHCTPYKIMHU, COOOIIUTE 00

9TOM Bpayy.

ITepeno3npoBka

Ilpy npueme BHYTpb MM TPU HAPY)KHOM HAHECEHWH BCEro COAEPKMMOro TIOOMKA Kpema
3oBupakc® Jlyo-AkTHB (2 I') HE 0XKHM/IAETCs BOSHUKHOBEHHE HEKesaTelbHbIX 3Q(EKTOB B CBA3M ¢

MHUHMMaJIbHONH CHCTEMHOW 5Kcno3uuued. B ciydae nojo3peHuss Ha NEpeOo3HMpPOBKY TPOBOJASAT

CUMIITOMATHYCCKOC JICHCHHE.




B3aumopaeiicTBue ¢ APYTIrHMH JIEKAPDCTBEHHBIMH IpenapaTaMmu

Mccenenoanus B3aumo ieiicTBus ¢ npenaparom 30Bupakc® Jyo-AKTUB HE MPOBOMIKCE.

Ocobble ykazanusi
He nanocute Ha cau3ucTbie 000J10UKH (HarpuMep, riias, MoJIOCTH pTa, HOCA WK TeHUTaJIni).

He IMPUMEHATH AJI JIEYEHUS F€EHUTAJIBHOI'O reprieca.

M36erath nonajaanus kpema B riasa. Eciau kpem ciydaiiHO moman B riasa, TIIATEIbHO MPOMONTE
rnasa Ttenyoi BojaOW. IIpoKoHCYynbTHpyHTECH C BpayoM TIpU BO3ZHUKHOBEHMH HENMPUATHBIX
OLIYLIEHUHA.

Ilpy BbIpaKEHHBIX MpPOSBICHUAX TIepreTHYecKo HH(EKUUH KOKH Tyl cieayeT oOpaTHUThCS K
Bpayy.

He nHaknaabiBaTh OKK/IIO3MOHHbIE MOBA3KH, TaKHe KaK, OOBIYHBIC WM ClIELUAbHBIE TUIACTBIPH IS
JIeYeHus reprieca.

He pekomeHayeTcs NpUMEHATh MalMeHTaM ¢ OclalbJeHHbIM MMMYHMTETOM, TaK KaK Helb3s
MCKJIIOYMTL  YCJIOBHO-NIATOTEHHYI0 WH(EKLUHI0O MM  PEe3UCTeHTHbIE IITaMMBbl, TpeOyroIue
MPOBEJIEHUE CUCTEMHON aHTUBUPYCHOM Teparuu.

Jleyenue NMauMEHTOB € COMYTCTBYIOLIMM IEPMATUTOM JIPYTOro MPOMCXOXK/ICHUS HE H3Y4alioCh.
[Tanuenram ¢ reprnecom ry6 cienyer uzberarh nepenayd BUpyca, B OCOOEHHOCTH TMpU HaJMYMU
AKTUBHBIX MOPaXKEHUH (MBITh PYKH 10 U NIOCJI€ HAHECEHUs KpeMa).

Cnenyer usberaTh JUIMTENBLHOTO TMOCTOSIHHOTO NpuMeHeHHs. He clieayer mpumeHsTh npenapar
Oonee 5 Hei.

IIpenapaT coaep:KUT LETHIIOBBINA CIUPT, KOTOPBI MOXET BBI3bIBATh MECTHbIE KOXHbIE pEaKiluH,
Takh€ KaK KOHTAKTHBIH JAEpMAaTUT, a TaKkKe TMPOINUIEHITIMKOIb, KOTOPBIH MOXET BbI3bIBAThH
pas/ipa)keHue KOXKHU.

Ecnin Bbel nponycTunu Bpemsi NpUMEHEHUs, HAHECHTE KpPeM B CIEAYIOUMH pa3, Kak TOJbKO
BCIIOMHMTE, U NPOJI0JKANTE Aaliblie 1o rpaduky.

Jlo npuMeneHus npenaparta coodLUTe Bpady, €Cli Bbl PEryyispHO NMpUMeHsieTe to0oe JIeKapCTBO
Mo peuenty uiu 6e3 Ha3HaYeHUs Bpaya.

Biusinue Ha ¢nocoOHOCTH YNPaBJASITH TPAHCIIOPTHBIMH CPEJICTBAMH, MEXaHHU3MAMH

I[Tpenapar 3osupakc® Jlyo-AKTHB He BIMS€T Ha yNpaBleHHE TPAHCIOPTHBIMH CpEICTBAMH,

MEXaHHU3MaMu.



®opma BbINyCKa
Kpewm a1 HapysxHoro npumenenus 5% + 1%.
Ilo 2 r kpema B amlOMUHHEBYIO TyOy ¢ HaBUHYMBAIOLIMMCS [JIACTHKOBBIM KOJIIAYKOM.

AJIFOMHUHHEBYIO TYOY BMECTE C MHCTPYKLIMEH 10 NPUMEHEHHUIO TTOMEIIAI0T B KAPTOHHYIO MauKy.

YceaoBusi XxpaHeHust
Xpanuth npu Temneparype He Boitne 25°C. He xpanutsb B XonouinbHuKe. He 3aMopaxkuBats.

XpaHI/lTb B HEJIOCTYITHOM 1J1d JIeTel Mecre.

Cpok roagHocTu
2 roja.
CpoK roIHOCTH 1ocjie NepPBOro BCKPBITHS TyOBl — 3 Mecsi1ia.

He ucnonbp3oBaTh nocjie ucreueHus CpOKa rogfHOCTH, YKa3aHHOI'O Ha YITaKOBKE.

YcaoBusi OTIYCKA U3 anTeK

be3s peuenra.

KOpuanyeckoe JHMIO, HA HMS KOTOPOr0 BbIJJAHO pPErHCTPAIMOHHOE Y/AOCTOBEpeHHE H
OpraHM3auusi, NPUHUMAIOIIAs IPeTeH3HH Ha TeppuTopuH Poccuiickoii @enepanun:

AO «I'nakcoCmutKnaitn Xenckepy». 123317, r. Mocksa, [1pecHenckas HabepexHas, 1. 10.

Ten. +7 (495) 777 9850; dakc +7 (495) 777 9851.

Tenedon 6ecninarnoii «"opsiueit THHUN

8 800 2000 775

E-mail: rus.info@gsk.com

IIpousBoaurein:
I'nakco Bankom Onepeiitine, Benuko6puranus/ Glaxo Wellcome Operations, United Kingdom,

Harmire Road, Barnard Castle, Co. Durham, DL12 8DT, United Kingdom.

Meme/pkep o peructpaimu

AO «I'nakcoCmutKnsitn Xenckep» Munacsn K.B.

“ o[ GlaxoSmithKline } 4
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