COOTBETCTB

OBILIASI XAPAKTEPUCTHKA JI KAPC‘beHhéLPGHPEﬁAPATA 0011)

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITIPEITAPATA

I'excukoH, 16 Mr, Cynno3uTopuy BaruHaJbHbIE

2. KAUECTBEHHBIN 1 KOJITMYECTBEHHBIA COCTAB

JeiicTBytolee BEIIECTBO: XJIOPTeKCUTUH.

Kaxxprii cynmosuropuii comepkut 16 Mr xmoprekcuanHa OWITTIOKOHAaTa (B BHIIE XJIOPIEKCHIMHA
ourmrokoHara pactsopa 20 %).

[TonHbIi IepeyeHb BCIOMOTaTEeIbHBIX BEIIECTB MPUBEICH B pazjedie 6.1.

3. JEKAPCTBEHHAS ®OPMA

Cynmno3uTopuu BaruHaJIbHEIE.

Cynno3utopuu ToprnenoodpasHoit Gopmbl 0€10ro Wi 6eoro ¢ KeaToBaThIM OTTEHKOM IIBETA.
JlomyckaeTcsi MpaMOpPHOCTh M HaJM4YUe Ha Cpe3e BO3YIIHOTO CTEPXHS M BOPOHKOOOPA3HOIo
YTy OaeHus.

4. KIIMHUYECKHUE JAHHBIE

4.1. Illoka3aHusl K IPUMEHEHHUIO

[Tpopmnaktuka wuHpekuui, nepeaaBaeMbIX IOJOBBIM MyTeM (XJaMHMIMO3, Ypearia3mos,
TPUXOMOHHA3, TOHOPES, CU(UITIC, TEHUTATBHBIN repIiec u ap.).

[Tpodmaktuka HHPEKIMOHHO-BOCTIAIUTENBHBIX OCIOXKHEHUH B aKylIEpCTBE-THHEKOJIOTHH
(mepen onepaTUBHBIM JICYEHHEM THHEKOJIOTHUECKUX 3a00JI€BaHNH, Tepe]] poiaMu 1 abopToM, 10
U Iocje YCTaHOBKM BHyTpumarouHoi crnupanu (BMC), no m mocne auaTtepMoKoarysiuu
HIEWKU MaTKH, Iepe/l BHyTPUMATOYHBIMU UCCIIEIOBAaHUSIMHU).

Jleuenune OakTepHUaTbHOTO BarMHO3a, KOJBIUTOB (B TOM YHCIIE HECHEIM(PUUECKHX, CMEILIaHHbIX,
TPUXOMOHA/THBIX ).

4.2. Pe:kum 103UPOBAaHUS U CMIOCO0 MPUMeEHEHHUS

Pexum no3upoBanus

Jlns nedenus: mo 1 cynmo3uTtoputo 2 pa3za B CyTKH, B TeueHue 7-10 queil.

Jnis npodmiiak Tk HHGEKIHHA, IepeaaBaeMbIX MOJIOBBIM ITyTeM: | Cynmo3uTopuil He mo3Hee 2
4acoB M10CJIE€ HE3AIUIIIEHHOTO OJIOBOTO AKTA.

Cnoco6 npuMeHeHus

WUntpaBarunanbHo. Ilepen npuMEHEHHEM CYIIIO3UTOPUN  OCBOOOXKIAIOT OT KOHTYPHOM
YIaKOBKH.

4.3. IlpoTuBONOKA3aHUS
['Mnep4yBCTBUTENBHOCT K XJIOPTeKCHIMHA OUTIIIOKOHATY WJIHM K J0OOMY M3 BCIIOMOTaTeNbHBIX
BEIIIECTB, IEPEUNCIECHHBIX B pa3ene 6.1.

4.4. Ocobble yka3aHus M Mepbl MPeI0CTOPOKHOCTH MPH NPUMeEHEeHUH

[Tpy BOBHMKHOBEHMH HEMPUATHBIX OILIYIIEHUH MOCJe BBEICHUS CYMIO3UTOpUS (3yAa, HOKEHUS)
IIPUMEHEHHUE IIperapara cielyeT NPeKpaTuTh.

[Ipu mpumeHeHHH MpernapaTa BO3MOXKHO YBEIMUYEHHUE KOJIMYECTBA BBIJCIECHUN U3 Biarajiuiia.
Kak mnpaBuio, mpu HeOOJBIIOM KOJMYECTBE MPO3PAYHBIX BBIIEICHUH JIEUeHUE NpenapaToM
MO’KHO HE IpepbiBaTh. [Ipu MOsABIEHUU CYKpPOBHUYHBIX BBIIEICHUI pEKOMEHAYETCS MPEeKPaTUTh
IIPUMEHEHNE IIpenapara u IPOKOHCYJIbTUPOBATHCS C BPAYOM.

[Tocne koHTakTa ¢ mpenapaToM cielyeT BBIMBITh PYKH, BO M30€XKaHHE BO3MOXKHOT'O MONAaAaHus
XJIOPreKCHUI1Ha B Ii1asa.

Tyaner HapyXHBIX IOJIOBBIX OpPraHOB HE BIMAET Ha AS(PQPEKTUBHOCTH M MNEPEHOCUMOCTh
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CYTIO3UTOPHUEB, T.K. Mpenapar NpUMEHSETCsS HHIPaBark

4.5. BzaumojeiicTBHe € [PYrHMH JeKAPCTBEHHbIMHM MpenapaTtamMd W Jpyrue BH/bI
B3aHMO/JeHCTBUSA

He pexomenayercst 0fHOBPEMEHHOE IPUMEHEHHUE C HOJOM.

['eKCUKOH HE COBMECTUM C JETEpPreHTaMH, COAEpKallMMU AHUOHHYIO TpyIIy (CallOHWHBI,
HaTpUs JaypuicyibdaT, HATpUS KapOOKCHUMETWIIEIUII0I03a) U MbUIAMHU, €CJIM OHU BBOJSTCS
UHTpaBaruHaibHO. Tyaner Hapy>KHBIX TOJOBBIX OPraHOB HE BIMSAET Ha A(PPEKTUBHOCTH MU
MIEPEHOCUMOCTh  CYIIIO3UTOPUEB BarMHajdbHbIX ['€KCHKOH, T.K. Mpenapar HNpPUMEHSETCS
MHTPaBaruHaJIbHO.

4.6. @epTUWIBLHOCTDH, 0ePEMEHHOCTDH U JAKTAUS
Bo3moxHO mpuMeHeHre BO BpeMsi 0epeMEHHOCTH U B IIEPUO/I TPYAHOTO BCKapMIIMBAHHUS.

4.7. BausiHMe HA CNMOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CPeICTBAMHU U padoTaTh ¢
MeXaHu3MaMu

[IpumeHneHue mpemnapara He OKa3bIBAaeT BJIMSHUS HA CIIOCOOHOCTH YMPAaBJISATh TPAHCIIOPTHBIMHU
CpeICcTBaMu, MEXaHU3MaMH.

4.8. Hexkes1aTelbHbIE peaKkIUH

Pestome HexenaTeabHbIX peakiun

Knaccugukanuss 9acToThl pa3BUTHS HEXeNaTeNbHBIX peakiuii: odeHbp vacto (>1/10), gacto
(>1/100, no <1/10), mewacto (>1/1 000, HO <1/100), penko (>1/10 000, Ho <1/1000), o4yeHBL
peako (<1/10000), wacroTra HeW3BeCTHa (HAa OCHOBAaHWUU WMCIOIIMXCS JAHHBIX OIICHHUTH
HEBO3MOJKHO).

Hapywenus co cmoponsl uMMyHHOU cucmembl

OdeHb peaKo: peakuu TMOBBIIIEHHONW YYBCTBHUTEIBHOCTH, BKIIIOUAs TKENBIE allIepTUYECKUe
peakiuu 1 aHapUIaAKCHIO.

YacToTa HEM3BECTHA: aJNIEPTUUYECKUE PEeaKIUU (ChITlb, 3Y), XKKEHUE.

Obwue Hapywenus u peakyuu 8 mecme 68e0eHUs.

YacToTa HEU3BECTHA: B OTJEIBHBIX CIydasx BO3MOXKHO MOSBICHUE CYKPOBUYHBIX BBIJCICHUN U3
Braraynuima (cMm. pazzaen 4.4).

Coo011eHne 0 MOI03PEeBaACMbIX HEKEIATEILHBIX PEAKIIHAX

Baxxno coob1maTte 0 mojo3peBaeMbIX HeKeIaTeNbHbIX PEeaKlUIX MMOCie PerucTpaluu npenapara
C Ienpl0  00eCredYeHHsT HENMPEepPhIBHOIO MOHHTOPHHTA COOTHOIICHUS «IOJIb3a — PHCK»
JIEKapCTBEHHOTO Tpemnapara. MeIuIMHCKUM paOOTHUKAM PEKOMEHIYeTCs COOOIaTh O JFOOBIX
M0JIO3PEBACMBIX HEKEIATEIbHBIX PEaKIHIX JICKAPCTBEHHOTO Iperaparta depe3 HalHMoOHATbHBIE
CHUCTEMBI COOOINEHHsT O HEXKeJIaTeNbHBIX pPEaKIUsIX TOoCyAapCcTB — YJIeHOB EBpasuiickoro
SKOHOMHYECKOT'O COI03a.

Poccniickas @enepanvs

®denepanpHas coyx0a mo Haa30py B chepe 3apaBooxpanenus (PoczapaBaanzop)

Anpec: 109012, r. Mocksa, CraBsiHCKasl Iiiomaip, 1. 4, ctp. 1

Temedon: +7 800 550 99 03

e-mail: pharm@roszdravnadzor.gov.ru

Caiir: https://roszdravnadzor.gov.ru/

Pecny0Onuka Apmenus

«lleHTp sKCHIEPTU3BI JIEKAPCTB U METUUMHCKUX TexHonorui» 'HKO
Anpec: 0051, r. Epesan, nip. Komuraca 49/5

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

e-mail: vigilance@pharm.am
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Caiir: http://pharm.am/

Pecnyonnka benapychb

VII «LleHTp 3KCIIepTU3 U UCIIBITAHUM B 3PaBOOXPAHCHUN
Anpec: 220037, r. Munck, ToBapuiieckuii nep., 2a
Tenedon/dakc ornena papmakonamzopa: +375 (17) 242-00-29
e-mail: rcpl@rceth.by, rceth@rceth.by

Caiit: https//www.rceth.by/

Pecniy6nuka Kazaxcran

PI'TI na ITXB «HauuoHaJIbHBINA LEHTP SKCHOEPTHU3BI JIEKAPCTBEHHBIX CPEICTB U MEIUIIMHCKUX
u3nenuity Komurera MeauuumHCKOro W (apMaleBTHYECKOrOo KOHTpOJs MuHHCTEpCTBa
3npaBooxpaneHus Pecyonuku Kazaxcran

Anpec: 010000, r. Actana, paiion baiikonslp, yi. A. maHoBa, 13

Tenedon: +7 (7172) 235 135

e-mail: farm@dari.kz

Caiir: https://www.ndda.kz/

Keipreizckas Pecrybnuka

JlemapramMeHT  JIEKapCTBEHHBIX CpPEICTB M MEAMIMHCKHX  u3nenuid  MuHHcTepcTBa
3apaBooxpaHeHus Koipreizckoil PecriyOnuku

Anpec: 720044, r. bumikexk, yiu. 3-sa Jlunus, 25

Tenedon: 0800 800 26 26

e-mail: pharm@dIismi.kg

Caiit: https://dlsmi.kg/

4.9. Ilepeno3npoBka
B Hacrosiee Bpems 0 cirydasix epeJo3UpOBKY MpenapaTa He COO0IIanoch.

5. PAPMAKOJIOTMYECKHE CBOMCTBA

5.1. ®apmakoauHaMHu4ecKHe CBOiicTBa

®dapmakoTepaneBTUYECKass  Tpynmna: MPOTHUBOMUKPOOHBIE  CpeICTBA W aHTHUCENTHKH,
NPUMEHSEMbIE B THHEKOJOTMH; TPOTHBOMHKPOOHBIC CpPEICTBA W AHTHUCENTHKH, KpPOME
KOMOMHAIUN ¢ KOPTUKOCTEPOUAAMHU; IPYTHe MPOTUBOMUKPOOHBIE CPEJICTBA M AHTUCEIITUKH.
Kon ATX: GO1AX

Mexanusm aeiicteus U hapMakoauHaMudeckne YO GEKTHI

['eKCHKOH — aHTHUCENTUYECKUH TpenapaT JIsi MECTHOTO TMPUMCHEHUS, aKTUBEH B OTHOIICHUU
MPOCTEHIINX, TPAMIOJIOXKUTENbHBIX M TPaMOTPULIATEIbHBIX OaKTepui, BUPYCOB, B T.4..
Treponema pallidum, Chlamidia spp., Ureaplasma spp., Neisseria gonorrhoeae, Trichomonas
vaginalis, Gardnerella vaginalis, Bacteroides fragilis, Herpes-virus. K mpemapary
CJ1a00YyBCTBUTEIBHBI HEKOTOphie mTamMMbl Pseudomonas spp., Proteus spp., a Takxe
YCTOWYMBBI KHCIOTOYCTONUMBBIE (OpPMBI OakTepuii, cropbl OakTepuii, rpuObl. ['eKCUKOH He
Hapymaer (QYHKIMOHAIBHYK aKTHBHOCTh JakrtoOanmmi. CoxpaHsSeT aKTUBHOCTh (XOTA U
HECKOJIBKO MOHMKEHHYI0) B IPUCYTCTBUU KPOBH, THOS.

5.2. ®apmakoKUHEeTHYECKHE CBOHCTBA
IIpy MHTpaBarMHAJILHOM IIPUMEHEHUN IIPAKTUYECKH HE BCACBIBAETCS, CUCTEMHOIO JCHCTBUS HE
OKa3bIBacT.

6. ®PAPMAIIEBTHUECKHWE CBOWCTBA
6.1. [lepeyeHb BCIOMOraTeJIbHBIX BellleCTB
Cwmecw makporonos (Makporoin 1500, Makporoi 400)
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6.2. HecoBMecTHMOCTD

['éKCMKOH HE COBMECTHM C JICTEPreHTaMH, COJACpXKAIIMMH aHUOHHYIO TPYIITY (CallOHHMHBI,
HATpUs JAypuiIcyiIbaT, HATPUS KapOOKCHMMETHIIICIUTI0N03a) U MBUIAMHU, €CJIM OHU BBOJISITCS
WHTpPaBaruHAIBHO.

6.3. Cpok roaHocTH (CpOK XpaHeHHsI)
2 roja.

6.4. OcoOble Mepbl NPEIOCTOPOKHOCTH NPH XPAHEHUH
ITpu Temneparype He Boite 25 °C.

6.5. XapakTep u coaep:kaHue NEPBUYHOI YIIAKOBKH

IIo 5 cynmo3uropueB B KOHTYPHYIO SYEHMKOBYIO YIIAKOBKY M3 IIEHKH ITOJIMBUHUIXJIOPUIHON
JAMUHUPOBAaHHOW MOJIMATUIICHOM.

| win 2 KOHTypHbIE SYEHKOBBIE YIIAKOBKH 110 5 CYNIIO3UTOPUEB BMECTE C JIMCTKOM-BKJIAIBIILIEM
B [IaUYKy U3 KapTOHA.

6.6. OcoOble Mepbl NPEJOCTOPOKHOCTH TNPH YHUYTOKEHHMH HMCHOJIH30BAHHOIO
JIEKAPCTBEHHOTI'0 Mpenapara
Het ocoObIx TpeOoBaHMIl K YTHUIH3AINH.

7. TEPXKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA
AO «Hwuxdpapm», Poccust
603105, r. Huwxnuit Hosropon, yn. Canranckas, 1. 7

7.1. IllpeacraBure/ib AepKaTessl peruCTPAIHOHHOIO YA0CTOBEPECHUS
[Iperen3un moTpeOUTENICH HAIPABIATH 11O aJIPECy:

Poccuiickaa ®edepayus, Pecnyonuxa Apmenus, Pecnyonuxa bBenapyco
AO «Hwuxdapm», Poccust

603105, r. Huwxuauit Hosropon, yn. Canranckas, 1. 7

Tem.: (831) 278-80-88

E-mail: med@nizhpharm.ru

Pecnybnuxa Kasaxcman

TOO «STADA Kazakhstany, Pecriyosmka Kazaxcran
050044, r. Anmarsl, yn. Hypnana Kannaposa, 1. 408
tei.: (727) 2222-100

e-mail: almaty @stada.kz

Kuipevizckaa Pecnybauka
OcOO «llltana Keipreizcrany», Keipreizckast Pecriyonuka
720005, r. bumkek, yin. Urem6epauesa 1a, BL] "Apopa", opuc 604

8. HOMEP PETHCTPAIIMOHHOT'O YIOCTOBEPEHHS
JITT-Ne(002071)-(PT-RU)

9. JTATA NEPBUYHOW PETUCTPAIIMU (ITOJATBEPKJIEHUSI PETHCTPAIINH,
HEPEPETUCTPALINN)

JlaTa nmepBoii peructpanuu:

30 mapta 2023
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10. JATA HEPECMOTPA TEKCTA

OO0mast XxapakTepUCTHUKA JIEKapCTBEHHOTO mpernapara ['eKCHKoH JocTyHa Ha HHPOPMAMOHHOM
noprajie EBpa3suiickoro 3KOHOMHUYECKOTO CO03a B MH(POPMAIMOHHO-KOMMYHHUKAIIMOHHON CETH
«uTepuer» https://eec.eaeunion.org
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