OBLIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOTI'O IIPEITAPATA

1. HAUMEHOBAHMUE JJEKAPCTBEHHOI'O IIPEITAPATA

3oBupakc, 5 %, KpeM Uil HApyKHOTO IPUMEHEHUS.

2. KAYECTBEHHBIN 1 KOJIUMYECTBEHHBIN COCTAB

JelicTBytomiee BEmecTBO: alluKIOBHP.

Kaxpasie 100 r npenapata cogepxar S r allUKIOBUpA.

BcrmiomorarensHbIe BCUICCTBA, HAJIMYNC KOTOPLIX HAA0 YUYUTBIBATHL B COCTABC JICKAPCTBCHHOIO
npenapaTa: NpONHJICHIIUKOIb, IIETOCTeapUIIOBbIN criupT (cM. pasaen 4.4).

[TonubIit IEPEUYCHb BCIIOMOT'aTCJIbHBIX BEIICCTB IIPUBCACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA
Kpem a5 Hapy’»KHOTO IpUMEHEHUS.
OmHOpPOIHBIA KpeM Oenoro Wid Mo4YTH Oeoro mBera, 0e3 MENKHX, KPYHMHBIX M MOCTOPOHHHX

qacTun, oe3 IIPHU3HAKOB PACCIIOCHUS.

4. KIMHUYECKUE JAHHBIE
4.1. Iloxka3zaHus K NPUMeHEHUIO
3oBHpaKc MOKa3aH K MPUMEHEHWIO y B3POCIBIX M JIETEH /sl JIeUeHUs] BUPYCHBIX HH(EKITHHA,

BBI3BaHHBIX BUPYCOM Herpes simplex, Ty0 ¥ KOXU Il (pEIUAUBHPYIOIINN Teprec ry0).

4.2. Pe:xum 103UPOBAHNSA U CTIOCO0 MPUMEHEHHS

PexnMm JO3HUPOBAHUA

Bspocnvie

[IpenapaTt pekoMeHIyeTcsl HAHOCHTB 5 pa3 B J€Hb, IPUMEPHO KaXK/ble 4 yaca, 3a UCKIIIOYCHUEM
HOYHOT'O BPEMEHHU Ha MOpPaKEHHbIE U TPAaHUYAINEe C HUMU YYaCTKU KOXKH.

JmuTensHOCTD JieueHusl He MeHee 4 aHel. B ciiydae OTCYTCTBHS 3a)KUBJICHUS JICYEHHUE MOXKET
ObITh TpomoinKeHo A0 10 gueit. B ciydae coxpaHeHus: cUMIITOMOB 3a0oneBanus 6onee 10 mHei,
caeayeT oOpaTUThCS K Bpady.

Oco0ble TPYIIBL MALMEHTOB

Tlayuenmul ¢ noueunoll u neyeHoYHoU HedOCMAamMoYHOCHbIO

HecmoTps Ha TO, 4TO B OCHOBHOM AIIMKJIOBHP BBIBOJHUTCS IOYKAMH, CHCTeMaTh4eckas abcopOrust
alMKJIOBHpA IIOCJE HApYyXXHOIO IpUMEHEHHUs HecyliecTBeHHa. (COOTBETCTBEHHO, HET
HEOOXOIUMOCTH Uil WM3MEHEHHs J03bl MAaIlMeHTaM C T[OYE€YHBIMH WM TEeYCHOYHBIMHU

HapYILICHUAMH.



CTHu
Pexum A03UPOBAHUS JIA JieTell He OTIINYaeTCs OT pPCKruMa JO3UPOBAHUA IAJIsI B3POCJIbIX.

Cnoco0 OPpUMCHCHUA

Hapyxwno.

[TpumensiiiTe mpenapar TOJBKO COTJIACHO TE€M MOKAa3aHUSAM, TOMY CIOCOOY NMPUMEHEHHS U B T€X
Jo3ax, KotTopsle ykazansl B OXJIII.

BaxxHo Kak MOKHO paHbllle HAUMHATH JICUECHHUE, JKEIaTeIbHO MPH MOSBICHUN MEPBBIX MPU3HAKOB
U CHMITOMOB (B MPOJIPOMAlIbHOM IEPHOJE WIHA MPHU MOKPACHEHWH). JleueHne Takke MOXKeT
HayaThCsl Ha OoJiee MO3IHUX CTAUSIX (MaIysa WK My3bIph).

YroObl HE AOMYCTUTh YXYAIIEHHUS COCTOSIHUSA M MPEeAyNpeanTh PaclpocTpaHEeHHE HWHQEKIHH,
HEOOXOMMO MBITh PYKH [0 W TIOCJI€ HaHECEHHs Ipernapara, He TepeTb W HE MPUKACAThCA K

IMMOPAXECHHBIM YYaCTKaM KOXKH ITOJIOTCHICM.

4.3. IlpoTuBONOKA3aHUA
I'Mnep4yBCTBUTEIBLHOCTD K allUKJIOBUPY, BAAIMKIOBUPY, MPOMUICHIIMKOIIO MK K JIIOOOMY U3

BCIIOMOTI'aTCJIbHBIX BEUICCTB, ICPCUUCIICHHBIX B pa3aciic 6.1.

4.4. OcoOble ykazaHusi M Mepbl IPEAOCTOPOKHOCTH NPHU NPUMEHEHUH

[Ipemapat 30BUpakc ciexyeT NMPUMEHSTh UCKIIOYUTENHHO MpHU repriece Koxu rydo u jmma. He
PEKOMEH/IyeTCsl NPUMEHATh Ha CIM3HCThle OOOJOYKHM IOJIOCTH pTa, IVla3 W Biaraauma. He
IPUMEHSIITE C LeNbIo JIeYeHNs TeHUTAIBHOT 0 repreca. M36eraiite monagaHus kpema B Iiasa.
[pu BBIP@XEHHBIX  NPOSBICHUAX  PEUUMAUBUPYIOIIEr0  Iepreca  pPeKOMEHIyeTcs
MIPOKOHCYJIbTUPOBATHCS C BPAuOM.

[TatmenTam ¢ reprmecoM Ty0 ciemyeT m30erath Iepenadd BUpyca, OCOOEHHO NpW HATMYUHU
AKTUBHBIX ITOPAKECHHMN.

[ManmentaM ¢ UMMYHOJECUIIUTHBIM COCTOSHUSIMH HE PEKOMEHAYETCS NMPUMEHSATH MpemapaT
3oBupakc. Takue nanMeHTHl NMPH JICUEHHM JIOOBIX MH(EKLHMOHHBIX 3a00JI€BaHMN JOJKHBI
CJIel0BaTh PEKOMEHIALUAM Bpaya.

BcnomorarenbHbI€ BEIIECTBA

30BUpAKC COAEPIKUT MPOMHUIICHIIINKOIIb, KOTOPBIH MOKET pa3ipaXkaTh KOXKY, U IIETOCTEapUIIOBBIN
CIHPT, KOTOPBI MOKET BBI3BIBATH MECTHBIC KOXKHBIE peakiuu (HampuMep, KOHTAKTHBIN

JIEPMATHUT).



4.5. BzaumojeiicTBHe ¢ JPYrUMHU JeKAPCTBEHHbIMU IIpenapaTramMM W Jpyrue BHUAbI
B3auMoOAeHCTBHSA
IIpn Hapy>XHOM NPUMEHEHHM B3aUMOAEUCTBHE C APYIMMHU JICKAPCTBEHHBIMHM CpEICTBAMU HE

BBIABJICHO.

4.6. ®epTHIBLHOCTh, 0€PEMEHHOCTD U JTAKTAIUS

bepemenHocTh

[IpumeHeHne BO3MOXHO TOJBKO B TEX CIydasx, KOTJa IMpeanojaraemas I0Jib3a MPEBBIIIAeT
NOTEHIMANbHBI WM HEWU3BECTHBIM PHUCK, OJHAKO CHCTEMHAasl J3KCIO3UIMA IPH MECTHOM
NPUMEHEHNHU KpeMa OYeHb HU3Kasl.

B pe3ynbpTare mocTperncTpamoHHOTO OIBITa IPUMEHEHHS AalIMKIIOBUPA OBLIH TTOTyYeHBI JAaHHBIE,
conepxanre MHGOpMaIHIo 1o pe3ysbTaraM OSpEeMEHHOCTH Y JKSHIIMH, ITOJyYaBIIAX IpenapaT
3oBupakc B J000H JekapcTBeHHOM ¢opme. JlaHHbIE HE AEMOHCTPUPYIOT YBEIMUYEHHE 4HcCia
BPOXKJICHHBIX MOPOKOB PAa3BUTUS CPEAM MAIMEHTOB, MOJIYYaBIIMX JIEYEHHE AIMKIOBUPOM, IO
CPaBHCHHMIO C OOINIEH MOMYJSAIMe, U He OBLJIO 3apervuCTPUPOBAHO BPOXKIECHHBIX Je(PEKTOB,
KOTOpble Obl SBISUICh YHHUKAJIBHBIMH WM XapaKTEPU30BAJIUCh MOCTOSHHBIM Ha0OpOM
MPU3HAKOB, YKA3bIBAIOUINX HA OOMIYIO PUYNHY.

Jlakranms

OrpaHWYeHHBIC JTAHHBIC TTOKA3bIBAIOT, YTO NP PETYJSIPHOM NMPUMEHEHHH TIperapar momnajaaet B
rpyaHoe Motoko. OHaKo T03MPOBKA, KOTOPYIO TOTyYaeT MilaIeHell, HaXOISIIUHCS Ha TPYTHOM

BCKapMJIMBaHHU, 6YJ1€T HC3HAYHTCIIbHA.

4.7. Biausinme Ha CNOCOOHOCTH YNPABJATH TPAHCHOPTHBIMU CpeACTBAMH M PadoTaTh ¢
MeXaHH3MaMu

[Mpenapat 30BHpakc HE BIHMAET HA CHOCOOHOCTH YHPABIATH TPAHCIIOPTOM WIJIM 3aHUMATHCS
JPYTUMH TOTEHIMAJIbHO ONACHBIMM BHMJAMM JESITEIbHOCTH, TPEOYIOIMMH IOBBIIIEHHON

KOHICHTpAalluX BHUMAHHS U 6LICTpOTI>I MCUXOMOTOPHBIX peaxunﬁ.

4.8. HexenaTe/ibHbIe peakUMU

YacTtoTa HeXeNaTeIbHBIX pEAKIHUi Ompenessiach B COOTBETCTBUM C  KIacCHU(HKaIen
BcemupHoli opranuzainuu 3ipaBooxpaHeHus: oueHb yacto (>1/10); gacto (=1/100, HO <1/10);
Hewacto (>1/1 000, Ho <1/100); peaxo (=>1/10 000, o <1/1 000); ouenr peaxo (<1/10 000),
YaCTOTa HEU3BECTHA (Ha OCHOBAHMU MMEIOIIMXCS JaHHBIX OLCHUTh HEBO3MOXKHO).

Hapywenus co cmoponbl Kodcu 1 NOOKONCHbIX MKAHELL:

HeuacTo: KpaTKOBpEMEHHBIC >KKCHHE, IMOKAJILIBAHWE HA Y4YacTKaX HAHECCHHs IIperapara,

HEOOJIbIIIAst CYXOCTh WIIH IIETyIICHHUE, 31



Penko: mokpacHeHre, KOHTAKTHBIN AEPMATHT MTOCJIE HAHECEHHUS], Yallle CBS3aHHBIN C peakuue Ha
BCIIOMOTaTeJbHbIE BELIECTBA, YEM Ha allUKJIOBUD.

Hapywenus co cmoponbt ummyHHOU cucmembi:

OdyeHb peaKo: peakUud MOBBILIEHHON YYBCTBUTEIBHOCTHM HEMEMJIEHHOI'O THIIA, B TOM YHUCIE
AHT'MOHEBPOTUYECKUM OTEK, KpallMBHULA.

Co00I11IeHHE 0 IOI03PEBAEMBIX HEXKEIATEIbHBIX PEAKIIUIX

Baxno COO6HIaTB 0 MMOoAO3pPCBACMBIX HCIKCIATCIIBHBIX PCaKOUAX IIO0CJIC PCrucTpanun
JICKAapCTBCHHOTI'O IpfIiapaTta C LCIbIO obecrneueHus HCMIPCPBIBHOTO MOHUTOPUHTA COOTHOIICHUA
«I0JIb3a — PHUCK» JIEKApCTBEHHOro mnpemnapara. MeIuIMHCKUM paOOTHUKAM PEKOMEH]yeTCs
coolIaTe 0 JHOBIX MOJ03PEBAEMBIX HEKENIATENBHBIX PEAKLUSAX JIEKAPCTBEHHOIO Ipernapara
4epe3 HAIIMOHAJIbHBIC CUCTEMBI COO6H_[6HI/I$[ 0 HCXKCJIATCIIbHBIX PCAKIUAX IOCYyAapCTB — YJICHOB
EBpazniickoro 3k0OHOMHUYECKOTO CO03a.

Poccuiickag Penepanus

OenepanbHas ciryk0a 10 Haa30py B cdepe 3ApaBOOXpaHEHHS
Anpec: 109012, r. Mocksa, CnaBsHCKas Tiomans, 1. 4, ctp. 1
Ten.: +7 (800) 550-99-03

On. moura: pharm@roszdravnadzor.gov.ru

Caiit: https://www.roszdravnadzor.gov.ru

PecnyOanka ApMeHus

«Hay4HBIi LEHTp OKCIEPTU3bl JIEKAPCTB W MEAMIMHCKUX TEXHOJIOTMH HM. aKaJIeMHUKa
3. 'abpuensray AO3T

Anpec: 0051, r. Epesan, np. Komuraca 49/4

Ten.: (+374 10) 20-05-05, (+374 96) 22-05-05

On. moura: admin@pharm.am

Caiit: www.pharm.am

Pecny0Oauka benapycen

MunucrepcTBo 3apaBooxpaHeHusi Pecryonmuku  benmapych, PecnyOnmkanckoe yHUTapHOE
npennpusitue «LleHTp sKcepTH3 1 UCIIBITAHUHN B 3[PaBOOXPAHEHUNY

Anpec: 220037, r. Munck, ToBapuiieckuii mep., 2a

Ten.: +375-17-242-00-29

On. moura: repl@rceth.by

Caiit: www.rceth.by



PecnyOnuka Kazaxcran

PT'TI na IIXB «HauuoHandpHBIM LEHTP AKCIEPTU3BI JEKAPCTBEHHBIX CPEACTB M MEAMIIMHCKUX
m3nenuit» Komurtera MenunuHckoro M ¢apMaleBTHYECKOro KOHTpoJs MuHHcTepcTBa
3apaBooxpanenus PecrryOnmuku Kazaxcran

Anpec: 010000, r. Actana, paiion baiikonsip, yin. A. imanosa, 13

Ten.: +7 (7172) 235-135

On. moura: farm@dari.kz

Caiit: www.ndda.kz

KbIpreisckast PecnyOanka

JlemapTaMeHT JIEKapCTBEHHBIX CpEACTB M MEIUIMHCKUX H3Jenudl npu  MuHHCTEepcTBe
3npaBooxpaHenust Kelpreizckoit Pecryomuku

Anpec: 720044, r. bumkek, yn. 3-s nuHus, 25

Ten.: +996 (312) 21-92-88

On. moura: vigilance@pharm.kg

Caiit: www.pharm.kg

4.9. Ilepeno3npoBka
H3-3a MUHUMAJILHOTO CHCTEMHOTO B03)1€I>’ICTBPI${ HE€ 0KNMJAa€TCA BOBHUKHOBCHUE HCKECIATCIIbHBIX
3pPeKTOB TpHM TpUEME BHYTPh WM TPH MECTHOM HAHECEHHH BCETO COAEPKUMOTO

MOTPEOUTENHCKON YIAKOBKH Kpema 30BHpaKC.

5. ®APMAKOJIOTHYECKHE CBOMCTBA

5.1. ®apmakoanHaAMUYecKHe CBOICTBA

®dapmMakoTepaneBTHYecKasi TpyINna: aHTHOMOTHKA W MPOTUBOMHUKPOOHBIE  TIpenaparsl,
MPUMEHSEMBIE B JIEPMATOJIOTMH;, TPOTHBOMHUKPOOHBIE MTpemapaTsl UIsl HApyKHOTO MPUMEHECHHS,
IIPOTUBOBUPYCHEIE IIpETapaThL.

Kox ATX: D0O6BB03

Mexanu3m I[CﬁCTBI/ISI n (baDMaKO)II/IHaMI/I‘IeCKI/Ie BdeZ)eKTBI

AULMKIOBHpP — MPOTHBOBHUPYCHBIM Mpemnapar — BHICOKO aKTHUBEH in Vitro B OTHOUIEHWU BHUpYycCa
Herpes simplex (HSV) 1 u 2 Tunos. Hu3kas TOKCHYHOCTH K KJIETKaM X03IWHA—MJIIEKOITUTAFOIIIETO.
[Tocne monananus B KJIETKH, MHPUITMPOBAHHBIE BUPYCOM replieca, aukiIoBup hochopunupyercs
JI0 aKTUBHOTO COCIMHEHUS aluKIIoBUpa Tpudocdar. [1epBhlit aTan JaHHOTO Mpoiiecca 3aBUCUT OT
npucyTcTBus HSV-3akonupoBaHHOTO (epMEHTa TUMHIWHKHHA3BIL. AIMKIOBUpa TpHUdochar
NEWCTBYET KaKk MHTHOMTOp M cyOcTpaT reprec-cnenuduanor JJHK mommmepassl, nmpensTcTBys
nanpHeimemy cunte3dy BupycHol JIHK, mpu 3ToM He oka3biBas BO3ACHCTBUS HA HOPMAaJbHbIC

KJICTOYHBIC ITPOLCCCHI.



5.2. @apmakoKMHeTHYECKHE CBOIICTBA
®dapMakoJIOrMUecKue HCCIEIOBAHNS TMOKa3all MHUHUMAIbHYIO CHUCTEMHYIO abcopOnuio mpu

IMOBTOPHOM IPUMCHCHNU KpEMa alilUKJIIOBUP.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. IlepeueHb BCIOMOraTeIbHBIX BELECTB
[Tonokcamep 407,

[letocTeapunoBslii CIUPT,

[Tapadun Oenplil MATKHIA,

Hatpus naypuncynsdar,

[Mapadun KugKHUiA,

I'munepos MmoHOCTEApAT,

Makporona creapar,

[IponuneHrnmmKonsp,

JuMeTHKOH,

Bona ounniennas.

6.2. HecoBMeCcTHMOCTD

He mpumenumo.

6.3. Cpok rogHocTH (CpOK XpaHeHHs )

B anromunmeBoi Ty0Oe — 3 To/1a, B TNIACTHKOBOM (DJIAKOHE C IO3UPYIOLIUM YCTPOHCTBOM — 2 rojia.

6.4. OcoOble MepbI MPEIOCTOPOKHOCTH MPH XPaHEHUHT

XpanuTh npu Temnepatype He Boiie 25 °C. He 3aMmopaxuBatsh.

6.5. XapakTep u coaep:KaHue NEPBUYHON YIIAKOBKH

Ilo 2 v, 5 r unmu 10 T mpenapara B aTIOMHUHHMEBYI0 TyOy C HAaBUHYMBAIOIIMMCS KOJMAYKOM
IUIACTMACCOBBIM WJIU 110 2 T' B IUTACTUKOBBIH ()JIAKOH C 03UPYIOILUM YyCTPOICTBOM, YKYTIOPEHHBII
KPBILIKOW IIACTUKOBOM.

AJNIOMHMHUEBYIO TyOy WIM TUIACTUKOBBIM (DJIAKOH MOMENIAI0T B KAPTOHHYIO NMA4yKy BMECTE C
JIUCTKOM-BKJI IBIILIEM.

Ha nmepBrnyHOM 1 BTOPUYHON yIIaKOBKE JTOIyCKAETCS HAJTMYHE KOHTPOJIA IEPBOTO BCKPBITHSL.

6.6. Oco0ble Mepbl MPeIOCTOPOKHOCTH NPUH  YHHYTOKEHHH  HCHOJIb30BAHHOIO
JIeKAPCTBEHHOI0 Mpemaparta WJIH  OTXO0A0B, TMOJYYEHHBIX TMOcje TPUMeHEeHUst
JIEKAPCTBEHHOI'0 MpenapaTa, i Apyrue MaHUMYJIAIUU ¢ TPenapaTomM

OcoObie TpeOOBaHMUS OTCYTCTBYIOT.



7. AEPKATEJIb PETUCTPAIIUOHHOI'O YAOCTOBEPEHUA
Poccuiickas ®enepanus

AO «Xeneon Pyc»

123112, r. Mocksa, Ha0. [Ipecuenckas, a. 10, moment. 111, komuara 9, 3T 6
Ten.: +7 (495) 777-98-50

Tenedon 6ecrumataoit «I opstueit muanm»: 8 (800) 333-46-94

7. moura: rus.info@haleon.com

7.1. IlpeacraBuTe b Aep:KaTe/Isl PeruCTPALIMOHHOIO Y10CTOBePeHUs

[IpereH3un nOTpeOUTENEH HAPABJIATH 110 aAPeECy:

Poccuiickas ®enepanus

AO «Xeneon Pyc»

123112, r. MockBa, Ha0. [Ipecnenckas, 1. 10, momenr. III, komHaTa 9, 3T 6
Ten.: +7 (495) 777-98-50

Tenedon 6ecrnarnoit «["opsiueit muaumy: 8 (800) 333-46-94

1. moyra: rus.info@haleon.com

8. HOMEP PETHCTPAIIMOHHOI' O YIOCTOBEPEHMSI
JITI-Ne(004177)-(PT-RU).

9. TATA NEPBUYHOM PETMCTPAIIMM (IIOJATBEPXJIEHUS PETMCTPAIINU,
HEPEPET'UCTPALIUN)

Jara nepBoii peructpanuu: 27 nekadps 2023 r.

10. JATA HEPECMOTPA TEKCTA

OO0mrast XapaKTepHCTHKA JIEKApCTBEHHOTO Tpernapara 30BHpake JOCTYITHA HAa WHPOPMAIMOHHOM
noptane EBpasuiickoro SKOHOMHYECKOTO COI03a B MH()OPMAIMOHHO-KOMMYHUKAIIHOHHON CETH

«uTepreT» http://eec.eacunion.org/.



