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OBLIAS XAPAKTEPUCTUKA JIEKAPCTBEHHOTI O ITPEIIAPATA
(uudopManus AN CELHATHCTOB)

1. HAUMEHOBAHME JIEKAPCTBEHHOT O IIPEIIAPATA

AKTOBMUP, Ma3p 11g Hapy>XHOIO U MECTHOT'O IIPUMEHEHHS.
MexayHapoaHoe HeMmaTeHTOBAHHOE HAaHMEHOBAHHE

OTtcyTcTBYyeT.
2. KAYECTBEHHBIN M KOJJUYECTBEHHBII COCTAB

Onna Ty6a 4 T comepXuT deticmeyiowue euyecmea. auuxiioup — 100 mr, Gytamutoden — 40 mr.
[TonHBIH CIHCOK BCMIOMOTATENBHEIX BEWECTB CM. B MYHKTE 6.1.

3. JEKAPCTBEHHASA ®OPMA

Ma3sb Ut Hapy>KHOTO H MECTHOTO IPUMEHEHHS.
Ma3sp oT 6e70ro ¢ CepoBaThIM MJIH KENTOBAaTBIM OTTEHKOM LBETA IO CBETJO-XKENTOro C
KOPHUYHEBATHIM MJTH 3€I€HOBATHIM OTTEHKOM LIBETA.

4. KIMHUYECKHUE JAHHBIE

4.1 IToka3zaHHus K NPHMEHEHHIO

lepnieTHdeckie TTOPaXEHHs KOXW, BbI3BAHHBIE BHpYcOM Herpes Simplex, BKIIOuas
MepBUYHBIA ¥ PEUHIHBUPYIOIINH reHUTAIbHEBIH reprec.

Ipumenenue y nayueHmog ¢ 0C1abAEHHBIM UMMYHUMEMOM.

[MauueHTaM ¢ ocnabieHHBIM HWMMYHHTETOM TNPHMEHATh HE PEKOMEHIYETCS M CleAyeT
IPOKOHCYTETHPOBATHCS C BPa4OM OTHOCHTENBHO JIeHeH s Mo60H HHEKIHH.

4.2 PeskuM K03MPOBAHHUSA H cNoco0 MPHMEHEHHUS

Cnioco6 npuMeHeHHS

Hapy>»xHo. TonbKo st MECTHOTO IPUMEHEHHS.

PexxuM 103UpOBaHHUS

[IpenapaT peKOMEHIYETCs HaHOCHTh Ha MOPaXX€HHbIE U MPAaHHYAINME C HUMH YIaCTKH KOXH,
HeGONMBITON MOMOCKM Ma3W MTHHON okogo 1 cM OocTaTowHo ans ofpaBotkk 25 cm?
nopaxeHHoit obnacTH.

I[IpenapaT HeOOXOOHMO TPHUMEHATh KaK MOXHO paHblle, JKENaTebHO YXE TpH IMEPBBHIX
npU3HaKax 3a6osieBaHus (BO BpeMs IPOAPOMaiibHOH (a3el WM B CaMOM Hauane MposBJIeHUs
nHbeKIuK).

[Ipenapar peKOMEeHIYeTCs HAHOCHTE 5-6 pa3 B CYTKH.

JUTHTENBHOCTD JIEUEHHS He MeHee 5 nHel, Ho He Gonee 10 qHeH.

B criydae coxpaHeHHs cUMITOMOB 3aboneBanus Gonee 10 mueit Heo6xoouMa KOHCYNBTALUS
Bpaya. ’

Uto6bl HE OOMYCTHTh YXYOIIEHHA COCTOSHMS M [peoyNpelHTbh nepenady HHQexuwuu,
Heo6X0aMMO MBITh PYKH IO M MOC/e HaHECEHHWs Npenapara, He TEpeTh H He NpUKacaThes K
NOpaeHHBIM YYaCTKaM KOXH MOJIOTEHIIEM.

Ocobble rpynmnel Nal¥EeHTOB

TMayuenmel ¢ noueunol/neyeHoYHOU HeOOCMAMOYHOCMBIO

KoppekTupoBka no3sl HE TpebyeTes.

Jlemu

B cBA3M C OTCYTCTBHEM aNeKBaTHBIX NAHHBIX TPHMEHEHWE JIEKaPCTBEHHOro rpenapara y
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HETeH He PEKOMEHO0BAHO.

4.3 IIporuBonoKkaszaHus

*  TUINEepPYYBCTBUTENBHOCTL K AUMKIOBHPY, OyTaMHHOGEHY WM K OPYTHM KOMIIOHEHTaM
rnpenapara, yka3aHHbIM B IIyHKTE 6.1,

* ot¢raneMorepnec;

* B CBS3W C OTCYTCTBHEM aJICKBaTHBIX JaHHBIX IPHMEHEHHE JIEKaPCTBEHHOrO Tpenapara y
neteil He peKOMEHO0BaHoO.

4.4 Ocobnb1e ykazaHHA U Mepbl NPEN0CTOPO’KHOCTH NMPH IPHMEHEeHHH
C ocmopooicnHocmbio: GepeMEHHOCTD, NEPHO JlakTaunu (cM. paszen 4.6).
Jns npenynpexneHus ayTOWHOKYIALMH Bnpyca Ha npyme YYaCTKH KOXH HIH CIAH3HCTOH

He cneJIyeT HAHOCHTh Ma3b HA CIH3HCTHbIE OBOJOYKH MOJOCTH pra u rnas. Msberatsb
C/Ty4alHOro monagaHus B rjasa.

Ipenapar AxkrtoBup oad¢ekTHBeH 8 MpodQUIaKTUKM pPEUMOHBOB repneca ryo.
OddexktBHOCTE OyneT TeM BBIE, YEM paHbIIE OHO HAayaTo (MIPH TEPBBIX IPH3HAKAX
HH}EKUHH).

Ilpy BBIp2XXEHHBIX TpPOSBIEHHSX Tepreca ry6 peKOMEHIYETCs MPOKOHCYILTHPOBATHCH C
BpauoM,

JIvuam, uMeromuM repncc Ha rybax (0coOeHHO MpH HATMYMM OTKPBITBIX MOPaXEHHUH),
Heob6XomMMo CTporo cobmogaTth NpaBWia TNPEeNOCTOPOXXHOCTH, UYTOOBI HE OONYCTHTH
MHQUIKUPOBAHHE IPYrHX JIIOREH (HampuMep, MBITh PyKH O W IOC/E HaHECEHHs lperapara,
cM. pasnen 4.2).

AKTOBHD He MpeXyTIpexAaeT Nepefavy repreca nojioBsM ITyTeM, TO3TOMY B TEPHON JIEYEHHS
HEeOoOXOIHMO BO3NEPXKHBATHECS OT MOJOBBIX KOHTAKTOB, AaXe MPH OTCYTCTBHH KIHHHYECKHX
MIPOSIBIEHUH HHOEKLHUH.

IIpumenenue y oemeii

B cBA3u C OTCYTCTBHEM aleKBaTHBIX AAHHBIX MPHUMEHEHHE JIEKapCTBEHHOro Ipemapara y
JleTeH HE PEKOMEHIOBaHO.

4.5 BsaumopaeiicTBue ¢ OPYrMMH JIEKADCTBEHHLIMH MNpenapaTraMH W Jpyrue BHABI
B3aHMOAEHCTBHA

[Tpu Hapy>XHOM NPHMEHEHHUH B3aUMOIEHCTBHI C IPYTMMH JIEKAPCTBEHHBIMH CPENCTBAMH He
BBISIBJIEHO.

4.6 PepTHIBHOCTb, 0EPEMEHHOCTD U IAKTALUSA
be3onacHOCTe MPHMEHEHHs JIEKApCTBEHHOTO NpernapaTta NpH OepeMEHHOCTH H KOPMIIEHHH
TPYABIO HE YCTAHOBJIEHA.

4.7 BausHue Ha cnocoGHOCTH YNPaBASTh TPAHCMOPTHLIMH CpeACTBaMH M paGorarth ¢
MeXaHH3MaMH

HccrnenoBannsa no H3y4YeHHIO BIHSHHS JIEKapCTBEHHOTO CpeACTBa Ha YNpaBlieHHe
TPaHCIIOPTHBEIMH CPEICTBAMH M 3aHATHA [OPYrMMH IOTEHUHAIBFHO OMNACHBIMH BHAaMH
NEATENBHOCTH HE POBOJHITHCH, OHAKO TaKOe BIIMSHHE MATOBEPOSTHO

4.8 HexxenatenbHble peakuuu

Bo3MoxHBIE HEXEaTeNbHBIE PEaKUHH MEPeYHCIIEHB! 0 CHCTEMHO-OPTaHHBIM KjlaccaMm M
4acTOTEe BCTPEYaeMOCTH. HacToTa onmpexnenseTcs ciienylomumM obpasom: oueHs yacto (>1/10);
yacto (=1/100, Ho <1/10); newacto (>1/1000, Ho <1/100); peaxo (=1/10000, HO <1/1000);
oveHs peaxo (<1/10000); yactoTa HeusBecTHa (HCXOIA W3 MMEKOLIMXCH HAHHBIX, YaCTOTY
BO3HMKHOBEHHSI ONPENETHTH HEBO3MOXHO).

Hapywenus co cmoponvl umMMmyHHOT cucmembr |
OYE€Hb PEOKO: pCaKUHH THNEPYYBCTBUTEIIBHOCTH HEMEIJICHHOr0 THIIA, B TOM YHCJIC OTEK
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KBuHKke 1 xpanuBHHLA.

Hapywenus co cmoponst kooicu u noOKoNCHbIX mKaHel

HEYacTO: MPOXOSALIEE MOIKEHHE WM TNOKATBIBAHHE MOCe NMPHMEHEHHST Ma3H, CyXOCTb HIJH
ey LIEHHe KOXH, 3Y1I;

penKo: S3puTeMa, KOHTAKTHBIA NEPMATHT B MECTE HAHECEHHUS.

Jlabopamopnvie u uncmpymenmanoHoie OaHHbLE

4acTOTa HEM3BECTHA: MMOBBILIECHHE akTHBHOCTH AJIT*,

*COr/acHo pesynbTaTaM KIMHHYECKHX UCCIeNOBaHH#M Ma3u AKTOBHD.

Cooburenue 0 Mogo3peBaeMbIX HeXEJIATELHBIX PeaAKIHAX

Baxno coobmare 0 NONO3PEBaEMBIX HEXENATENBHBIX PEAKIHAX TMOCIE PETHCTPALHH
JIEKAapCTBEHHOTO  INperaparta C UENbl0  OOGECTEUEHHs HENMpEephLIBHOIO  MOHHTODHHTA
pekomeHmyercs  coobwarb O MOOBIX MONO3PEBAaEMBIX  HEXENATENBHBIX  peaKkIusX
JICKapCTBEHHOrO Mpernapara 4epe3 HalHOHANBHBIE CHCTEMBI COOOLIEHHS O HEXENaTeIbHBIX
peakuusx (YII «LleHTp o3KCMepTH3 W WCNBITAHHH B  3apaBooXpaHeHuH» M3 PB,
http://www.rceth.by).

) 4.9 Ilepeno3nposka
Cnyyau nepeno3WpoBKH He OMHUCAHBI.
Ilpn HempenHamepeHHOM NEPOPAILHOM MpPHEME BO3MOXHEI I(P(EKTHI CO CTOPOHDI
XeNyAO4YHO-KHIIEYHOr0 TPAKTa.
Jleuenue: CUMITOMAaTHYECKOE.

5. PAPMAKOJIOTHYECKHUE CBOMCTBA

5.1 ®apmakoxHHaAMHYECKHE CBOHCTBA

®apmakoTepaneBTHYecKas rpynna: CHHTETHYECKHE TPOTHBOMUKPOGHbIE MpEnapaThl JUTS
MECTHOro npumeHeHus. [IpoTHBoBHpyCHbIE Ipenaparsl.

Kon ATX: D06BB.

AKTOBMpP — KOMOMHHDOBAaHHBIHf IIpernapar, OKa3bIBAIOIIHM MPOTHBOBUPYCHOE NeHCTBHE
(MpPOTHBOTEPNETHYECKOE), KOTOPOEe OOYC/MOBNEHO (DapMaKOJOTHYECKHMH  CBOMCTBAMH
BXOJSILHUX B HETO aKTHBHBIX KOMIIOHEHTOB: allMKIIOBHpa ¥ OyTamuHodeHa,

Ayuxnogup

AUMKJIOBUD ABIAETCA MPOTHBOBHPYCHBIM JIEKAPCTBEHHBIM CPEACTBOM. B HCCNENOBaHHUSX in
Vilro A€MOHCTPUPYET aKTHBHOCTB IIPOTUB BUpYca npoctoro repreca (Herpes Simplex) 1 u 2
tina. [lpy monajmaHMmM B KIETKH, HHQHUAPOBAHHBIE BUPYCOM Trepreca, AUMKIOBHD
dochopunupyercs u npeobpasyeTcs B aKTHBHYO (opMy — anmkiosupa Tpudocdarar.
[lepBoiit 3Tan 3Toro mporecca 3aBHCHT OT HalHYHs HSV-KOOMPOBaHHON THMMIMHKWHA3LL
AuvkiioBupa Tpudocdar neHcTByeT Kak WHrHOMTOpP H Cy6CTpaT [isi reprec-crienudHoM
JIHK nonumepassl, npenorspaiiast AaubHEHIIHE CHHTE3 BupycHoit JIHK, ne Bnusas Ha
OGBIYHBIE KJIETOYHEIE [TPOLIECCHI.

Bymamunoghen

ByramuHodeH sBnseTCS aHTHOKCHIOAHTOM (EHONBHON MPUpPOMLL. JIeKapCTBEHHOE CPENCTBO
ob1anaeT NPOTHBOBHPYCHOH aKTHBHOCTBIO IIPH JIEYEHHH TeprEeTHYECKHX 3a60IEBaHHN KOXKH.
MexaH13M NPOTHBOBHPYCHOTO AEHCTBAS GyTaMHHO(MEHA H3YYeH HENOCTATOHO.

B uccrenosanusx Ha JKHBOTHBIX BBIABJEH CHHEPTH3M MpPOTHBOBHDYCHOrO AEHCTBHSA
BXOIAIIMX B COCTAB Mpenapara JeHCTBYIOMKMX KOMITOHEHTOB.

5.2 ®apmakokHHeTHYECKHE CBOHCTBA

CreunaneHble MCCIEQOBaHUs MapaMeTpoB (apMaKOKHHETHKHM MpernapaTa AKTOBHD M €ro
COCTaBJIAIOIMX HE MPOBOMUIIHCE. [IpH HaHECEHHH Ha HEMOBPEXIAECHHYIO KOXY M CIIHU3HMCTBIE
060/I0YKH MOCTYTINIEHHE ALHKIOBHPA B CHCTEMHBIH KPOBOTOK MHHMManbHO. Ipy HaHeceHuH
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HA TIOPaXKEHHYIO KOXY (HanpuMep, MpH OMOSACHIBAIOLIEM repriece) BCachiBaHHE allMKIOBHpa
yMepeHHoe; Y GOJIbHBIX ¢ HOpMalbHOH (QYHKIHEH NMOYeK KOHUEHTPaUKs B CBIBOPOTKE KPOBH
cocrasnser 10 0,28 MKr/mi, Npu HapyweHUH dyHKuuy moyex — no 0,78 mxr/mi. BeBoauTes
nouxamu (1o 9,4% cyrouno#t no3el). BTopoit koMmoHeHT mpenapara — 6yTaMUHO(EH — MpH
HAHECEHHH Ha KOXY H CIM3UCThIE OOOJIOYKH MPAaKTHYECKH HE MOCTYMAaeT B CHCTEMHBIH
KPOBOTOK.

5.3. JaHHbIe JOKJIMHHUYECKONH 0€30MacHOCTH

Pe3ynpTaThl JOKJIMHUYECKHX HCClenoBaHUH (OOLIENPUHSATEIE HCCIIENOBAHUSA (bapmaxonoruu
6€e30MacHOCTH, TOKCHYHOCTH MPH OLZHOKPAaTHOM W NMOBTOPHOM BBEINCHHH) HE YKa3bIBAIOT HA
HatHuHe 0coOol omacHOCTH IS YeSIoBEKa.

6. PAPMAIIEBTHYECKHUE CBOMCTBA

6.1 Ilepeyenn BcromMoraTe/ibHBIX BeNIEeCTB
[Napadun sxunxuil, napaduH TBepAbIA, mapadHH MATKHH GerbIif.

6.2 HecoBmMecTHMOCTD
He npumenumo.

6.3 Cpok rogHocTH
2 ropa.
He vcnonb30BaTh N0 HCTEYEHUH CPOKa FOJHOCTH.

6.4 Ocobble Mepbl NPENOCTOPOKHOCTH NPH XPAHEHHH
XpaHuTh pH TeMnepatype He Borue 25 °C.

6.5 XapakTep u cogep’kaHHe NEPBHYHOH YNIAaKOBKH
[To 4 r B TyGax amomuHHeBbIX. Kaxxayto Ty6y BMeCTe C MHCTKOM-BKJIAALIIEM [TOMELIAIOT B
MayKy U3 KapToHa.

6.6 Ocolble Mepbl TNPEJOCTOPOXNKHOCTH TIPH YHHUTOXKEHHH HCOJb30BAHHOIO
JIEKAPCTBEHHOr0 MpenapaTa HJIH OTXO0XOB, MOJYYEHHBIX ToOCAe TNPHMEHEHHS
JIEKapCTBEHHOI0 NMpPenapara Win paboThl ¢ HUM

Her oco6b1x TpebGoBaHMH K YTHIIM3ALIHH.

Bech ocTaBIImiics 1eKapCTBEHHBIH MpenapaT U OTXOABI CENYET YHHYTOXHUTE B COOTBETCTBHH
C YCTaHOBJIEHHBIMH HAMOHAILHBIM 3aKOHOATEIBCTBOM TPeGOBAHUAMH.

6.7. YcioBust oTIycKa
Be3 peuenra.

7. AEPXKATEJIb PETUCTPAIIHOHHOTI'O YAOCTOBEPEHMS o M s,
PYII «Benmeampenaparsly, N M' N
Pecniy6nuka Benapycs, 220007, r. MuHck, > "
yn. ®abpuunyca, 30, Ten./daxc:(+375 17) 220 37 16, g

e-mail: medic@belmedpreparaty.com

8. IATA MEPBUYHOM PETUCTPALINU
Hata nepsoii peructpanuu: 30 Host6ps 2010 r.
9. IATA IIEPECMOTPA TEKCTA




