COOTBETCTEYET E_I‘i. CMNEPTHOMY OTYETY

ot 17.03.2023 N= 5132

nHCTRYKius10CTEAOBATENBHOCTE

, 0010)

I[10 MEJUIITMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA
AIUKJIOBUP-AKPUXUNH

PerncrpaunoHHblii HOMep:

Toprosoe HaumeHoBaHue: ALMKIOBUP-AKPUXUH

MexayHapoaHOe HeMATEHTOBAHHOE HAUMEHOBAHMe: al[UKJIOBUP

JlekapcTBenHasi gopma: Masb Uil HAPY>KHOTO IPUMEHEHUS

Cocras: 100 r ma3u cozepxar:

Oelicmeyowee seujecmeo: aukiioBup B nepecuere Ha 100 % BemectBo — 5 T;
6cnomozamenvhvle Gewjecmea: TPONUIIEHTINKONb, Ba3€lIMH, Ba3e€JIMHOBOE MAacjo, BOCK
SMYJILCHOHHBIN, MaKkporoJ (moaudtuieHokcua 1500), Boa ounineHHas.

Onucanme: Ma3p 6e50ro WK moutu Oexoro nBera. JlomyckaeTcs: HaTM4KUe XapaKTEPHOro 3amaxa.
dapmakoTepaneBTHYECKAs TPYNIIA: IPOTUBOBUPYCHOE CPEACTBO.

Kox ATX: D06BB03

dapMakoJIoOrn4yecKue CBoiicTBa

dapMakoIUHAMHKA

AUUKJIOBUP — MPOTHBOBUPYCHOE JIEKAPCTBEHHOE CPEACTBO. BBICOKO akTWBEH IN Vitro B
otHomeHun Bupyca Herpes simplex (HSV) 1 u 2 tunos. Hu3kast TOKCHYHOCTD K KJIETKaM XO35IMHA
- wiekonuTatoniero. Ilocne momaganust B KIETKM, WHGUIUPOBAHHBIE BHPYCOM Treprieca,
anukIoBup GochopuaupyeTcss 10 aKTHBHOTO COeAMHEHUsT — anukioBupa Tpudocdar. [lepprrii
3Tall JAHHOTO IIpolecca 3aBUCHT OT mnpucyrctBus HSV - 3akoaupoBaHHOro QepmeHTta
UMHJIMHKUHA3bL. AnMKiIoBupa Tpudochar AeHCTBYeT Kak HMHTHOMTOp M cyOcTpar reprec-
crnenuduaeckort JJHK mommmepassl, npensaTcTBys aanbHeimeMmy cunatesy BupycHou JTHK, npu

9TOM, HC OKa3bIBas1 BOSHCﬁCTBHH Ha HOPMAJIBHBIC KJIICTOYHBIC ITPOLICCCHI.

DapMaKOKHHETHKA
®apMaKoJIOrM4ecKre HCCIeIOBaHUS TMOKa3ald MUHUMAIbHYIO CHUCTEMHYIO abcopOuuio mnpu

MOBTOPHOM HApY»XHOM MPUMEHEHHUH allUKIIOBHPA.
Iloka3aHusi K NpUMEHEHUI0
Jleuenre BUPYCHBIX HH(EKIWIA, BBI3BAHHBIX BHpycoMm Herpes simpleX, ry6 u Kkoxxu Iuia

(peuANBUPYIOLIHI reprec Ty0).

IIpoTruBonokazanusi
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IToBeImeHHas YYBCTBUTCIIbHOCTb K AalUKJIOBUPY, BAJIAIIUKIIOBUPY, IMMPOIUJICHTIMNKOJIIO WIA

APYruM KOMIIOHCHTAaM IIpcrapara.

C 0CTOPOXKHOCTHIO

bepemenHOCTS, IIEpUOA IPYIHOTO BCKapMIIMBAHUS.

IIpumeHeHune pu GepeMEeHHOCTH M MePHO/I FTPYAHOr0 BCKAPMJIMBAHHS

bepemeHHOCTD

[IpumeHeHre BO3MOXKHO TOJIBKO B T€X CIyd4asx, KOTJa IMpearojiaraeMasl mojb3a I MaTepu
NPEBBIIIACT MOTEHIIMAIBHBIA U HEM3BECTHBIM PHCK JUIS IJI0JA, OJHAKO CHUCTEMHAs SKCIO3UIIHS
IpY MECTHOM NPUMEHEHHH Ma3W O4YeHb HU3Kas. B pesynpTare MOCTPETHCTPAIMOHHOTO OIBITa
NPUMEHEHHS allMKIOBUPA ObIIM MOIYyYEHBI JTaHHBIE, COJIep KaIye HH(OPMALIUIO 110 PEe3yIbTaTaM
OepeMEHHOCTH Y KEHIIUH, TTOTy4aBIINX allMKIOBUD B JII000H JekapcTBeHHOH hopme. JlaHHBIE HE
JEMOHCTPUPYIOT YBEIMYCHHUS 4YHCIA BPOXKICHHBIX ITOPOKOB PA3BUTHS CpPEAM TAIUCHTOB,
NOJTYy4YaBIINX JICYCHHWE ANUKIOBUPOM, IO CPAaBHEHHUIO C OOmeld momyssinued, u He ObLIo
3apErUCTPUPOBAHO BPOXKACHHBIX JE()EKTOB, KOTOpbIC, OBl SBISINCH YHHKAJIbHBIMH HIIH
XapaKTepU30BAINCH MOCTOSIHHBIM HAa0OPOM IMPHU3HAKOB, YKa3bIBAIOIIMX Ha OOLIYI0 HpPUYMHY.
[lepen mpumenenueM, eciu Bbl OepeMeHHBI, WM Tpennojaraere, yto Bel moriu Obl OBITH
OepeMEeHHOM, W MJIaHupyeTe OepEeMEHHOCTb, B TIEPHO/I TPYIHOTO BCKapMIIMBAHHSI HEOOXOMMO
HPOKOHCYJIBTHPOBATHCS C BPAYOM.

Ileproa rpyIHOTO BCKAPMJIMBAHUS

OrpanryeHHbIE JaHHBIEC TOKA3BIBAIOT, UTO MPU PETYISIPHOM IPUMEHEHUHU AllUKJIOBUP TOMA/IaeT B
rpyaHoe mojioko. OmHaKko, 103a, KOTOPYIO TOJy4YaeT MIIAJICHEI, HaXOIAIIUNUCS Ha TPYIHOM

BCKapMJIMBaHHUHU, 6yz:eT HE3HA4YHUTCIIbHA.

Cnoco6 npuMeHeHus1 U 103b1

Tonbko 111 HApy>)KHOTO IPUMEHEHHS.

[TpumeHnstiiTe mpenapar TOJIBKO COTJIACHO TE€M ITOKa3aHUsIM, TOMY CIOCO0y MPUMEHEHHUS U B TEX
J103aX, KOTOPBIC YKa3aHbl B HHCTPYKIHH.

B3pociible u geTu: npenapar peKOMEeHAyeTCs HAHOCUTh S pa3 B J€Hb, IPUMEPHO Kaxable 4 yaca,

3a MCKJIIOYEHUEM HOYHOIO BPEMEHU Ha MOPAXKEHHBIE U I'PAHMYALIUE ¢ HUMH YYaCTKH KOXKH.
BakHO KaKk MO’KHO paHBIIEC HAYMHATH JICUCHHE, JKEJIATEIbHO MIPH MOSABICHUH IIEPBBIX IPU3HAKOB
U CUMITOMOB (B NpPOJPOMAJIbHOM IIE€PUOJE WIM NpPU NOKpacHEHUH). JledeHue Taxke MOXKHO

HauaTh Ha OoJyiee MO3THUX CTAIMX (Mamyja Wi My3bIph). JJIUTEIbHOCTD JIeUyeHus He MeHee 4
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nHell. B ciaydae OTCYTCTBUS 3aKMBIICHHS JICUEHHE MOb ‘%‘é&ﬁé'ﬁﬁbﬁﬁ%ﬁiﬁoﬁﬂ' z[ﬂ['éﬁ B

cllydae COXpaHEHHs CUMNTOMOB 3aboneBaHus Ooinee 10 mHel, cieayeT oOpaTHTbCS K Bpady.
UroObl HE JOMYCTUTh YXYALICHHUS COCTOSHHS M IMpeayNpeluTh pacHpocTpaHeHue HH(EKIHH,
HEOOXOAMMO MBITh PYKH IO M IOCJIEe HAaHECEHWUs Iperaparta, He TEpeThb W HE MPUKAcaThCS K

IMOPAXKXCHHBIM YUaCTKaM KOXKH ITOJOTCHICM.

ITodouyHOE neiicTBHE

Knaccudukanmst yacToTsl pa3BuTHs T0O0YHBIX 3P HEKTOB COTIIaCHO peKOMEeHIanusaM BeemupHoi
opranmu3anuu 3apaBooxpanenus (BO3): ouens yacro > 1/10; wacto ot > 1/100 g0 < 1/10; Hewacto
ot > 1/1000 mo < 1/100; peaxo ot > 1/10000 mo < 1/1000; ouenp peaxo < 1/10000, Bkmtouas
OTIENIbHBIC COOOIIEHHS; YaCTOTa HEM3BECTHA — M0 UMEIOIIUMCS JaHHBIM YCTaHOBUTH YacCTOTY
BO3HUKHOBEHUS HE TIPEJICTABIISIETCS] BO3MOKHBIM.

Hapywenua co cmoponbl UMMYHHOU cucmeMvl. OYEHb PEIKO — pPEAKUHUU MOBBIIIEHHON
YyBCTBUTEIHLHOCTA HEMEIJIEHHOTO TUIIA, B TOM YHCJIE aHTHOHEBPOTHUECKUN OTEK, KPAIMBHHUIIA.
Hapywenus co cmoponsl Kodicu u NOOKOMCHBIX MKaHell.: HEe9aCcTO — KPaTKOBPEMEHHOE JKKCHHE,
MOKaJIbIBAaHUE HA yYacTKaX HaHECEHHsI mpernaparta, HeOObIIas CyXOCTh WIIH IIETyIICHUE KOXKH,
3yI; PENKO — MOKPACHEHWE, KOHTAKTHBIM JIEPMATUT B MECT€ HAHECEHHs, Yalle CBS3aHHBIA C
peakiuei Ha BCTIOMOTaTeIbHbBIE BEIIECTBA, YeM Ha al[iKJIOBHP.

Ecim y Bac ormeuarorcss moOounble 3((eKThl, yKa3aHHbIE B WHCTPYKIHUH, WIA OHHU
yCyryonsroTcsi, win Bbl 3aMeTrunu r00bie pyrue moOouHblie 3¢ (GeKThl, HE yKa3aHHBIC B

UHCTPYKIINH, CIIeyeT HEMEJIEHHO COOOLIUTh 00 3TOM Bpauy.

Ilepeno3upoBka

W3-3a MUMHMMAaNBbHOTO CUCTEMHOTO BO3/ICHCTBHS HE OKUIAETCA BOSHUKHOBEHHS HEXKeIaTeNbHbIX
3pQPeKTOB TMpH MpHEeMe BHYTPb MM IPH MECTHOM HAHECEHHH BCETO COJEPKUMOTO
NOTPEOUTENHCKOM ymakoBKy mpemnapata. CiaemyeT oOpaTuThes K Bpady B ClIydae MOAO03PEHUS Ha

NepeI03UPOBKY.

B3aumoaeiicTBue ¢ IpyruMu JIEKAPCTBEHHBIMH CPEACTBAMU
IIpn HaApyXKHOM NPUMEHEHHHM B3aUMOJICUCTBUS C APYI'MMH JIEKAPCTBEHHBIMHM CPEACTBAMU HE

BBIABJIICHO.

Oco0ble ykazanus
[Ipenapat cneayer NpUMEHSATh UCKIIOYUTENLHO MPU Tepriece KOXU ryd 1 JIna.

He PEKOMEHAYCTCA HAHOCUTH Ha CIIM3HUCTHIC 000JIOUKH MOJIOCTH pTa, riia3, ¥ Bjiarajiviia.
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He IMPUMCEHATH C LCJIBIO JICYCHHA I'CHUTAJIBHOT'Oj répIrieca.

W3GeraiiTe momaganust Ma3u B riasa.

[Ipy  BBIpaKEHHBIX  MPOSBICHMSIX  PEUUAUBUPYIOLIETO  reprneca  peKOMEHIYeTcs
IIPOKOHCYJILTUPOBAThCA ¢ BpayoM. [lanmentam c repmecom ry0 cienyeT usz0eratb mepenauu
BHpYCa, 0COOCHHO MPY HAIUYUHU aKTUBHBIX MOPAKEHUH.

[TanenTaM ¢ UMMYHOAE(DUIIUTHBIMU COCTOSHHSIMUA HE PEKOMEH IyeTCs MCIIOJIb30BaTh Mpemnapar.
Takue mNanUeHTsl MpU JIEYCHHUU JIOOBIX HMH(EKIMOHHBIX 3a00JIeBaHUI JTOJKHBI CJEI0BaTh
PEKOMEHIalusIM Bpaya.

Ilayuenmul ¢ noyeunol U neyeHOYHOU HedOCMAMOYHOCHbIO.

HecmoTps Ha TO, YTO B OCHOBHOM AITUKJIOBUD BBIBOAUTCS ITOYKAMHU, CUCTEMaTHUYECKasi abCOpOIIHs
alMKJIOBHpA IIOCJII€ HApPYKHOTO IIPUMEHEHHs HecyllecTBeHHAa. (COOTBETCTBEHHO, HET
HEOOXOJUMOCTH Ui HW3MEHEHHs J03bl MalUeHTaM C [IOYE€YHBIMU WJIM [E€YCHOYHBIMU

HapyLICHUSIMH.

Bunsinne Ha CIOCOOHOCTD K YNIPaBJICHUI0O TPAHCIIOPTHBIMHU CPEeACTBAMM H MeXaHU3MAMH
[Ipemapar He BiOUsSET Ha CIOCOOHOCTH YIPABIATH TPAHCHOPTOM WM 3aHUMATbCS APYTUMU
MOTEHLMAIbHO OMACHBIMHM BHJIAMHU JIE€ATEIbHOCTH, TPEOYIOUIMMH MOBBIIIEHHOW KOHIEHTpaLUu

BHUMAaHHUA U OBICTPOTHI ICUXOMOTOPHBIX PEaKITH.

®opMma BBINLYCKA
Mas3p 155 HapyKHOro nmpumeHeHus S5 %.
ITo 5 nnu 10 r B TyOy amomunueByo. Kaxayio Ty0y BMecTe ¢ MHCTPYKIUEH 110 MEIUITTHCKOMY

NPUMEHEHHIO TOMEIAIOT B TAUKy M3 KapTOHA.
YcaoBusi XxpaHeHust
[Ipu remneparype He Bbie 25 °C.

XpaHUTb B HEOCTYITHOM JUIs IETEU MECTE.

Cpok rogHoctu

3 rona. He npumMeHsATH penapaT o UCTEUEHUHU CPOKa TOAHOCTH.

YcaoBus oTnycKa U3 anTek

bes penenra.

Jep:xaTe/ib perncTpalMOHHOI0 Y10CTOBEPEHUS
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Ak1oHepHoe 0011ecTBO "XUMUKO-(hapMaLeBT yeckuii kOMEMtar UARPAX ppf C T 0010)

(AO "AKPUXWH"), Poccus
142450, MockoBckast 061acTs, r.0. boropoackuii, r. Crapas Kynashna, yn. Kuposa, 1. 29.

ITpousBoauresnb
AxmmoHepHoe obmectBo " Xumuko-hapmanepruaeckuit komounat "AKPUXHWH"
(AO "AKPUXHH"), Poccust

142450, MockoBckas 00yacTth, 1.0. boropoackuii, r. Ctapas Kynasna, yin. Kuposa, 1. 29, ctp. 3.

Opranusanusi, IPMHUMAKOIIAS PeTeH3HU NOTpeduTeIeH

AxktmoHepHoe oomiecTBo " Xumuko-hapmaneprauueckuii komounar "AKPUXUH"

(AO "AKPUXWH"), Poccus

142450, MockoBckast 061acTs, r.0. boropoackuii, r. Crapas Kynashna, yn. Kuposa, 1. 29.
Tenedon/dakc: +7 (495) 702-95-03.



