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OBILASI XAPAKTEPUCTHUKA JIEKAPCTBEHHOTO TIPEHAPATA ")

1. HAUMEHOBAHUME JIEKAPCTBEHHOTI O IIPEITAPATA

AnurepnuH, 5 %, KpeM 1Jisl Hapy>KHOTO TPUMEHEHUS.

2. KAYECTBEHHBIA U KOJJMYECTBEHHBIN COCTAB

JelicTByrolee BENIECTBO: ALUKIOBHP.

1 r npenapara conepkat S0 Mr alMKIOBUpA.

BcenomoratenbHble  BellecTBa, HalW4Me KOTOPBIX HAJA0 YYUTHIBAaTH B  COCTaBe
JIEKapCTBEHHOT'O TIperapara: MPOMUICHTIUKONb, IETOCTEAPUIOBBIA CIHPT, XJIOPOKPE30J
(cm. paznen 4.4).

[ToHBIN TIEpevYeHb BCIIOMOTATEIBHBIX BEIIECTB NMPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
KpeM nns Hapy>KHOTO IpUMEHEHUS.

OHOPOIHBIM KpeM Oeoro WM MOoYTH Oenoro IBeTa.

4. KIMHNYECKHUE JAHHBIE

4.1. Iloxazanus K NPUMEHEHHIO

AnurepnuH IOKa3aH K INPUMEHEHHUIO Yy B3pOCIBIX M JA€Tell Uil JIeYeHUs BHUPYCHBIX
UHQEKIMH, BEI3BaHHBIX BUpycoM Herpes simplex, Ty0 M KOXHU JULIA (peLUIUBUPYIOIINI
repriec ryo).

4.2. PeskxuM 103MpPOBaHUs U CIIOCO0 NPUMEHEHUS

PesxuM 103upoBaHus

Bspocnvie

[Ipenapar pexkoMeHIyeTcsi HAHOCHTh 5 pa3 B JE€Hb, NMPUMEPHO Kaxable 4 daca, 3a
HCKJIFOUEHHEM HOYHOTO BPEMEHU Ha MOPAKEHHBIE ¥ TPaHUYAIlINe C HUMH YYaCTKU KOXKHU.
BaxxHo kKak MOXHO paHbIlle HAYWHAThH JICUYECHHE, >KEJNATEIbHO IMPHU TOSBICHUU TEPBBIX
MPU3HAKOB U CUMITOMOB (B MPOJAPOMAIBLHOM MEPUOAEC WM MPHU MOKpacHeHUH). JleueHue
TaK)Ke MOXKET HauaThCs Ha 0oJiee MO3AHUX CTAUsX (Mamyia WK My3bIPh).

JnutenbHOCTh JieueHUus He MeHee 4 nHell. B ciayuae OTCYTCTBUS 3a)KUBIICHUS JICUCHHE
MOXXeT ObITh TIpomoskeHo o0 10 muei. B ciydyae coxpaHeHHs CUMITOMOB 3a00JI€BaHUS
oomee 10 gHel, ciemyeT oOpaTUTHCS K Bpayy.

Oco0ble rpynIisl MalueHToB

Hauuenmbl C NOYEYHOI U NEeYEeHOUYHOU HedOCMAMOYHOCIbIO
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Hecmotps Ha TO, 4TO B OCHOBHOM allUKJIOBUD BLIBOﬂH%&ﬁ%?&ﬁEM;%% ﬂrm"“.

allMKJIOBHpA II0CJIE€ HApY)KHOTO IPUMEHEHUs HecyllecTBeHHa. (COOTBETCTBEHHO, HET
HEOOXOAMMOCTH JJISi M3MEHEHHUs MJ03bl MalMeHTaM C IOYE€YHBIMH WJIM TE€YCHOYHBIMU
HapyLIECHUSMH.

eTH
Pexxum nozupoBanus 1uisl J€TEN HE OTINYAETCS OT PEKUMA JO3UPOBAHUS IS B3POCIIBIX.

Cnoco0 mpuMeHeHus

HapyxHo.

YroObl HE JONMYCTUTh YXYIUIEHUS COCTOSHUS W TPEAYNPEANUTh paclpoCTpPaHEHUE
UHQEKIH, HEOOXOIUMO MBITh PYKH JI0 W TIOCJIC HaHECEHHWs NpernapaTa, HE TepeTh U He
IPUKACATHCS K MOPAKEHHBIM y4acTKaM KOXKU TOJOTEHIIEM.

4.3. [IpoTBONOKA3aHUA

['mnepuyBCTBUTENBHOCTh K ALMKIOBHPY, BaJAllMKIOBHPY, NPONWIECHITIMKOIIO WIU K
J11000My M3 BCIIOMOTATEIbHBIX BEIIECTB, IEPEUUCIICHHBIX B pa3zede 6.1.

4.4. OcoOble yka3aHusi H MepbI IPEI0CTOPOKHOCTH NPU NPUMEHEHUHT

AnurepnuH, Kpem AJisl HapyKHOTO NPUMEHEHUs, CIIeAyeT IPUMEHATh UCKIIOUUTEIBHO MPH
reprnece Koxku ryo m nuna. He pexkomeHayeTcss MPUMEHSATb Ha CIM3HUCTBIE OOOJIOUKH
MOJIOCTH PTa, Va3 U Biaraauia. He mpuMeHsTh ¢ LeNbio JeUSHHUs TeHUTAILHOTO reprieca.
W3GeraiiTe momaganus Kpema B Tiasa.

[Ipu  BBIpaXEHHBIX  MPOSABICHHUAX  PELUIAMBUPYIOILETO  TIepreca  PEeKOMEHIyeTcs
IIPOKOHCYJIBTHPOBATHCS C BPAUOM.

[Tanentam ¢ reprecom ry6o cieayer u3derarb nepeaayd BUPyca, OCOOCHHO MPH HAIWYHH
AKTUBHBIX [TOPAKCHUIA.

[TaupeHTaM € MMMYHOJE(QUUMUTHBIM COCTOSIHUSAMU HE PEKOMEHAYETCS HCIOJIb30BaTh
AnurepnuH, KpeM JUlsl Hapy>KHOTO NPUMEHEHHs. Takue MalueHThl MPU JIEYEHUHU JII0OBIX
UHQEKIIMOHHBIX 3a00JI€BaHMI JOJDKHBI CJIEA0BAaTh PEKOMEHAUAM Bpaya.

BcnomorarenbHBIE BEIIECTBA

ALWTEpIIMH  CONEP)KUT IPONUJICHIVIMKONb, KOTOPBIA MOXET pasfpaxaTrb KOXy, H
LETOCTEAPUIIOBBI  CIIMPT, KOTOPBIM MOXET BBI3BIBATH MECTHBIE KOXHBIE PEaKIHUH
(HarpuMmep, KOHTAKTHBIM Jepmatut). llpenmapar AnuUrepnuH COAEPKUT XJIOPOKPE30I,

KOTOpBIfI MOZKCT BbI3bIBATH aJIJICPTUYCCKUC PCAKIIUU.

4.5. BzaumoneiicTBue ¢ APYrHMH JIeKAPCTBEHHBIMH NpenaparaMd W JApyrue BHAbI
B3aUMO/JAeHCTBUSA

I[Ipy  Hapy)kHOM NPUMEHEHUU  B3aUMOJEHUCTBHE C  JAPYIMMH  JIEKAPCTBCHHBIMU
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(NOCNEOCBATENEHOCTE 0003)

Cp€acTBaMu HEBLIABJICHO.

4.6. ®epTUIBHOCTD, 0€PEMEHHOCTb U JIAKTAIUS

bepemeHHOCTD

[IpumMeHeHrne BO3MOXKHO TOJIBKO B TE€X CIIy4asX, KOTJa Ipearnoaraemas moJjib3a MpeBbIlacT
MOTCHITMAIBHBIA W HEWU3BECTHBIM PHUCK, OJHAKO CHCTEMHAsl SKCIO3UIUSA TP MECTHOM
MPUMEHEHUU KpEeMa OYeHb HU3Kasl.

B pesynbraTe mocTperucTpanMoHHOTO ONBITa MPUMEHEHUS AllMKIOBHpA OBUIM MOTYYCHBI
JaHHBIE, cojepkamue WHGOPMAIMI0 TI0 pe3ysibTartaM OEpeMEHHOCTH Y IKEHIIUH,
MOJIYYaBIIMX TIpernapar amukIoOBUp B JIFOOOW JiekapcTBeHHOW ¢opme. JlaHHBIE HE
JEMOHCTPUPYIOT YBEIMYEHUE YHUCIa BPOKICHHBIX MOPOKOB Pa3BUTHUSL CPEA MAIMEHTOB,
MOJTyYaBIINX JICYCHHUE AlUKIOBUPOM, 1O CPaBHEHHIO C OOMICH momymnsiueid, u He ObLIo
3apETrUCTPUPOBAHO BPOXKICHHBIX ME()EKTOB, KOTOpPHIE OBl SBJISUIMCH YHUKAJIBHBIMU WU
XapaKTEePU30BAIUCh TOCTOSHHBIM Ha0OpOM TPU3HAKOB, YKa3bIBAIOIIUX Ha OOIIYIO
MPUYUHY.

JlakTanms

OrpaHvYeHHBIC JITaHHBIE IIOKA3bIBAIOT, YTO NPH PETYJISIPHOM TPHUMEHEHHH Ipernapar
nmonagaeT B TPyaHOEe MoOJIoKO. OHAKO JO3WPOBKA, KOTOPYIO IIOIy4YaeT MIIQJICHEII,
HAXOJSAIIUNCS HA TPYTHOM BCKapMJIMBAaHUU, Oy/IeT HE3HAYNTEbHA.

4.7. BiausiHue Ha CNIOCOOHOCTH YNPABJIATH TPAHCIOPTHBIMHU CPeACTBAMM H padoTaTh ¢
MeXaHH3MaMH

[Ipenapar AunurepnuH HE BIUAET HA CIIOCOOHOCTHh YMPABIATH TPAHCIOPTOM HIIH
3aHUMATbCA JPYTMMH TOTEHIMATHHO OIMACHBIMH BHJAMHU JEATEIBLHOCTH, TPEOYIOUTUMHU
MOBBIIICHHON KOHIIEHTPAIIMH BHUMAHUS M OBICTPOTHI IICUXOMOTOPHBIX PEAKIIHIA.

4.8. HexenarejJbHble peakunu

YactoTra HEXENaTeNbHBIX PEAKIUH OINpeaesuiach B COOTBETCTBUM C KilaccH(PUKaIMen
BcemupHoii opranuzanuu 3apaBooXpaHeHusi: odeHb yacto (=>1/10); wacto (=1/100, HO
<1/10); newacto (>1/1 000, o <1/100); penko (=1/10 000, o <1/1 000); oueHb peako
(<1/10 000), dgacrora Heu3BecTHa (Ha OCHOBAaHMH HMCIONINXCSA JAHHBIX OIICHUTH
HEBO3MOXHO).

Hapywenus co cmoponul Kodcu u n0OOKONCHbIX MKAHEU.:

Heuacro: kpaTKOBpeMEHHBIE X)KEHHE, TOKAIbIBAHUE HA ydyacTKaX HAaHECEHWs Ipernapara,
HEeOOJIbIIIast CyXOCTh WJIH IICTYIICHHE, 3Y/T;

Penko: mokpacHeHWE, KOHTAKTHBIA JEPMATUT IMOCIAE HAHECEHWs, 4Yalle CBA3aHHBIA C
peakiei Ha BCoMoraTeIbHbIe BEIIECTBa, YEM Ha allUKJIOBHUP.

Hapywenus co cmoponsl uMMyHHOU cucmemul:
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OueHb peIKo: PEaKIu MOBBIIICHHONW YyBCTBU reanoch:EI 'ge-ﬁlﬁn‘;léﬁﬁ’é‘r%ﬁlﬂhg! % L-r&\? Qﬂﬂgge'

aHI‘I/IOHeBpOTI/I‘-IGCKI/Iﬁ OTCK, KpalluBHUIIA.

COOGH.IGHI/IG 0 MOJ03PE€BACMBIX HCXKCIIATCIIbHBIX PCAKITMAX

BaxxHo coo0mare O MOJ03pPEBAEMBIX HEXKENATENbHBIX PEaKIUsAX IOCIe PEerucTpanuu
JIEKapCTBEHHOI'0 TpermapaTa ¢ LEeJabl0 00ecreyeHus] HEeMpepbIBHOTO MOHMTOPHHIA
COOTHOIIIEHUS «II0JIh3a — PUCK» JICKAPCTBEHHOTO MpemapaTa. MeIuIUHCKUM paOOTHUKAM
pEKOMEHAyeTCS CcOoo0Imarh O JIOOBIX MMOJ03PEBACMBIX  HEKENATENbHBIX — PEaKIIHsIX
JIEKapCTBEHHOT'O IpernapaTayepe3 HAlMOHAJIbHBIE CUCTEMbl COOOILEHUSI O HEXKENaTeIbHbIX
peakuusax rocyaapcTB — wieHOB EBpa3uiickoro 3KOHOMHUYECKOI0 COI03a.

Poccuiickas Denepanus

®denepanbHas Ciryx0a 1Mo Ha30py B chepe 3ApaBoOXpaHEHUS

Anpec: 109012, r. MockBa, CnaBstHcKast miomais, a. 4, ctp. 1.

Ten.: +7 (800) 550-99-03

On. noura: pharm@roszdravnadzor.gov.ru

Caiit B UH(POPMALMOHHO-TEJIEKOMMYHHUKAITUOHHON ceTu «HTEepHET»:
https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

W3-3a MUHMMAaIbHOTO CHCTEMHOTO BO3JCHCTBUS HE OXHIACTCS BO3HHUKHOBEHHE
HE)KEeNaTeNbHBIX d(PEKTOB NpU NpUEMe BHYTPh WM MPU MECTHOM HAHECEHUH BCETro

COJIEP’)KUMOT0 MOTPEOUTENHCKOM YITaKOBKU KpemMa ALIMTepIIHH.

5. ®APMAKOJIOTMYECKHE CBOMCTBA

5.1. apmakoguHAMHMYECKHE CBOIICTBA

dapMakoTepaneBTUYECKass TpyIna: aHTUOMOTHUKM M NPOTUBOMHUKPOOHBIE Tpenaparsl,
IpUMEHSEMblE B JI€PMAaTOJIOTHHM; MPOTUBOMHUKPOOHBIE TMpemaparbl sl HapyKHOTO
MPUMEHEHUS; IPOTUBOBUPYCHBIE MTPENapaThl.

Kon ATX: DO6BB03

MexaHu3M aercTsud ¥ dpapMakoauHaMuyeckue 2P erTel

AUUWKIOBUP — MPOTHUBOBUPYCHBIN Mpenapar — BBICOKO aKTUBEH in Vitro B OTHOILIEHUU
Bupyca Herpes simplex (HSV) 1 u 2 tunos. Hu3kass TOKCHYHOCTh K KJIETKaM XO3sIMHA -
miekonuraomero. Ilocne monamanuss B KJIETKH, MH(UIIMPOBAHHbIE BUPYCOM Treprieca,
anukioBup pochopumupyeTcss 10 aKTHBHOTO COCAMHEHHS alnukioBupa Ttpudocdar.
IlepBblii 3Tam JOaHHOTO TMpolecca 3aBUCUT OT npucyrcTtBus HSV-3akoaupoBaHHOTO
depMeHTa TUMUIMHKMHA3BL. AIMKIOBHpa Tpudocdar AeHCTBYeT KaKk HHTHOUTOp U

cyocrpar repnec-cnenuduunoir JJHK mommumepassl, npensTCTBYsl NalbHEUIIEMY CHHTE3Y
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BupycHor JIHK, mpu sTOM He oKka3biBas BOSﬂeﬁC@gﬁ:'ﬁg%ﬁMEIEI%IE?M%I%

IIPOLIECCHI.
5.2. dapmakoOKNHeTHYECKHE CBOHCTBA
dapMaKkoIOrHUecKUe UCCIIEeIOBaHMS MOKa3aIl MUHUMAIbHYIO CUCTEMHYIO a0COpOIHIo mpu

MTOBTOPHOM MIPUMEHEHUU KpeMa alluKJIOBHUP.

6. PAPMAIIEBTUUYECKHE CBOMCTBA

6.1. [lepeuyeHnb BcioMoraTeJibHbIX BelIECTB

Huuarpus saerat

XII0pOKpe301

IleTocreapunoBslii cnupt [eTrioBeli ciupt 60%, cteapunossiii cniupT 40%]

[Tapadun Msrkuii 6enbIi

[Heromakporoa 1000

IIponmieHrmuKonb

CumeTuKoH

[Tapadun cBETIBIN KUAKUN

Bona ouniennas.

6.2. HecoBmecTuMOCTD

He nmpumenumo.

6.3. Cpok rogHocTH (CpoK XpaHeHwus1)

3 rona.

6.4. Oco0ble MepbI IPEIOCTOPOKHOCTH NPH XPAHEHUH

[Ipu remneparype He Boie 25 °C.

6.5. XapakTep u coaep:kaHue NePBUYHONH YIAKOBKH

ITo 5 unu 10 r nmpenapaTa B aTFOMAUHUEBOU TyOe, YKYITOPECHHOW OyIIOHAMU W3 MOJUITHIICHA
BBICOKOM IUIOTHOCTH WM B JIAMUHUPOBAHHOM TyOe (MOMUATUIICH/COMONMMEDP STHICHA U
aKpUJIOBOM  KHCIOTBHI/aJIOMHHMEBAss  (OJbra/cornoiumep STWIEHA H  AKPHIOBOK
KHCJIOTBI/MHOTOCIIOWHAsT OaphepHas IMICHKA C MOJTUATHIICHOM), YKYITOPEHHOW OyloHaMu U3
MOJIMATHIICHAa BBICOKOW TIOTHOCTH. [lo 1 TyGe BMecTe ¢ MHCTpPYKIMEH MO MPUMEHEHHUIO
MOMEMIAIOT B KAPTOHHYIO TAUKYy.

6.6. OcoOble Mepbl MNPEIOCTOPOKHOCTH TPU YHHYTOKEHUM HCHOJIb30BAHHOIO
JIEKAPCTBEHHOI0 Mpenapara WJIM OTXOA0B, IOJYYEHHbIX [OcJe MpPUMeHeHHs
JIEKApPCTBEHHOI'0 Mpenapara, 1 Apyrue MAHUIYJISLHUHU ¢ IPenapaTom

Oco0ble TpeOOBaHUs OTCYTCTBYIOT.
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7. IEPJKATEJIb PETUCTPAIIMOHHOT O YI0CTOREPE s = 2O TE 0004)

Nunua

AJIIKNO ®APMAIIEBTUKAII3 JITA.

A-38, [Ipom. 3ona Hanmxuot, Kypna-Auaxepu Poya, Ceitda [Tyn, Mymoaii - 400 072.
Ten.: 91-22-42319000

Anpec am.nouTsl: marketing @agio-pharma.com

7.1. IlpeacTaBuTeNb I€PKATEJSI PETHCTPANMOHHOTO YI0CTOBEPEHHs

[Iperen3un noTpeOUTENEN HAIPABIISITH 10 4JIPECY:

Poccniickas @enepanus

000 «A/XKNO PYC»

115230, r. Mocksa, Kamupckoe mocce, 1. 3, kopn.2, ctp.4, nom. 1/7
Temn.: 8 (495) 502-90-01

Anpec 311, mouthl: docs @agiorus.ru

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

9. JATA NMEPBUYHOMN PEI'UCTPALIUA (IIOATBEPKAEHUSA
PEI'’MCTPALUU, HEPEPETUCTPALIUN)

JlaTa nepBoH perucTpanuu:

10. JATA IEPECMOTPA TEKCTA

OOmast  XxapakTepuCTHKa JIGKApCTBEHHOTO IMpernapara ANUIepNMH JOCTyIIHa Ha

WHPOPMAIIMOHHOM TIopTajie EBpa3suilckoro SKOHOMHYECKOTO COK3a B WH(POPMAIMOHHO-

KOMMYHUKaIMoHHOU ceTu «MHTepHeT» https://eec.eacunion.org/.



