COOTEBETCTEYET 3KCNEPTHOMY OTY ETr
ot 04 12 2024 Mz 263830

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1001

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITIPEITAPATA

Xnoprekcuauna ouriatrokoHat, 0,05 %, pacTBop At MECTHOTO U HApY>KHOT'O IIPUMEHEHUSI.

2. KAYECTBEHHBIW 1 KOJIMYECTBEHHBIA COCTAB

JleficTByro1I€€ BELIECTBO: XJIOPTEKCUIUH.

B 1000 mn pactBopa comepxutcs 2,5 mMa 20 % pacTBopa XJIOPreKCHAMHA OWIIIIOKOHATa
(axBuUBasIeHTHO (0,5 T XJIOpreKCHUIMHA OUTIIIOKOHATA).

[TonHbIi IepeyeHb BCIOMOTaTEeIbHBIX BEIIECTB MPUBEIEH B pa3jerie 6.1.

3. JEKAPCTBEHHAS ®OPMA

PactBOp 1151 MECTHOTO M HAPYKHOT'O IPUMEHEHMS.

becueTHas mpo3pavHas KUAKOCTh 0€3 3amaxa.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloka3aHusl K IPUMEHEHHUIO

XnoprekcuavHa OUIIIIOKOHAT MOKa3aH K NMPUMEHEHHMIO y B3pPOCIBIX MAlMEHTOB JIs JICUEHUS
CJIETyIOIIMX COCTOSIHUI:

[Ipodunaktuka wuHbEKUUN, TMepeaaBaeMbIX IMOJOBBIM IyTeM (XJIaMHIIMO03, Yypeara3mMos,
TPUXOMOHHA3, TOHOpEs], CU(UINC, TEHUTATBLHBIN Teprec — IPUMEHEHNE He MO37Hee 2 9 mocie
MOJIOBOTO aKTa); 00€33apakKMBaHUE KOXKHBIX IOKPOBOB (MOTEPTOCTH, TpeuiuHbl). ['HOlHBIE
paHbl, THUIIUPOBAHHBIE 03KOTH, OaKTEpHUaIbHbIE U TPUOKOBBIC 3a00JIEBaHUS KOXKHU U CIU3UCTHIX
000JI0YeK B XHUPYPIHH, YPOJOTHH, aKyIIEPCTBE U THUHEKOJOTHH, CTOMATOJIOTHUU (THHTUBUT,
CTOMATHUT, aThl, TAPOJIOHTUT, AITbBEOJIUT).

4.2. PesxuMm 103MPOBaHNS U CTIOCOO MPUMEHEHUSsI

PexxuM 103upOBaHus

5-10 M3 pacTBOpa HAHOCAT HA MOPAKEHHYIO MOBEPXHOCTh KOXM WJIN CIM3UCTBIX 000J0YEK C
skcrio3unueit 1-3 MuH 2-3 pa3a B CyTKH (Ha TaMIIOHE WJIA ITyTEM OpPOIICHHUS).

Jns npodunakTuku 3a0o0jeBaHUM, MEpeNaroluXxcs MOJOBBIM IyTeM, mpenapar 3(Q¢eKTHUBEH,
€CJIM OH MPUMEHSIETCS He M03/1Hee 2 4 1ociie nojaoBoro akra. Conepxumoe ¢uiakoHa ¢ ITOMOIIbIO
Haca/IKU-KaleJIbHULBI BBECTH B MOYEHCITYCKATENIbHBIN KaHal MyX4HHaM (2-3 MiI), KEHIIUHAM
(1-2 mi) 1 Bo Biaramumie (5-10 mn) Ha 2-3 MuH. OOpaboOTaTh KOXKY BHYTPEHHUX MMOBEPXHOCTEH
Oenep, 100Ka, MoyIoBbIX opraHoB. Ilocie nmpoueaypsl He MOUnThCS B TeueHHe 2 4. KommiekcHoe
JIEYEHUE YPETPUTOB U ypPETPONPOCTATUTOB IPOBOAAT IIyTEM BIIPBICKMBAHMS B ypeTpy 2-3 mi
pacTBoOpa XJioprekcuanHa 1-2 pasa B geHsb, Kypc — 10 nHel, nmpoueaypsl Ha3HAYaOT YEPE3 ACHb.

PacTBop a1 mosiockaHusi IpyU MECTHOM MPUMEHEHUHU Ha3HA4Yal0T 00BIYHO 2-3 pa3a B CyTKHU.
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MectHo. Hapy:xHo.

4.3 IIlpoTuBONOKA3aHUSA

['MnepyyBCTBUTENBHOCTh K XJOPI€KCUIMHY WIM K JII0OOMY M3 BCIOMOTraTelbHBIX BELIECTB,
MepEYHCIICHHBIX B pazjaene 6.1.

Hepmarur.

4.4. OcoOble yka3aHMsl M1 Mepbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

Jerckuii Bo3pact, 0epeMeHHOCTb, IEPUO/T JIAKTALIUH.

Oco0ble yKa3zauus

VY nmanueHToB C OTKPBITOM YEpPErHO-MO3TOBOM TPaBMOM, MOBPEXKICHHUSAMHU CIHHHOIO MO3ra,
nepdopanueit OapaGaHHOW TMEpenoHKU cienyeT u30berarb MONaJaHUSd Ha TOBEPXHOCTh
TOJIOBHOT'O MO3Ta, MO3TOBBIX 000JI0YEK U B MOJOCTh BHYTPEHHETO yXa.

B ciyuae nonaganus Ha CAM3UCTBIE 00OJOYKH TJ1a3 UX CIEAYET OBICTPO M TIIATEIHHO MPOMBITH
BOJIOM.

IIpu temnepatype Beimie 100 °C mpenapar uyactuuHo pasnaraercsi. He pekomeHnuayercs
OJIHOBPEMEHHOE TPUMEHEHHUE C HOJIOM.

[Toraganne rUMOXJIOPUCTHIX OTOETMBAIONINX BEIIECTB HA TKAaHU, KOTOPbIE paHee HAXOAWIHNCH B
KOHTAKTE C COACP KAIMMHU XJIOPIeKCHIUH TpeTapaTaMu, MOKET CIIOCOOCTBOBATh TOSBJICHUIO Ha
HUX KOPUYHEBBIX ISTEH.

4.5. B3aumMmopeiicTBHe ¢ JPYrHMH JIEKAPCTBEHHBIMH MNpenapaTtaMu H JApyrue BH/bI
B3aMMOJEHCTBUA

[Tpumensiercs B HeWTpanbHOM cpene. Ilpu pH Oonee 8 Beimamaer ocanok. [Ipemapat He
MPUMEHSIOT B COYETAHMM C AHUOHHBIMM COEAUMHEHUsSMHU, B TOM uucie ¢ MbuioM. [Ipemapar
HECOBMECTUM C KapOoHaTamu, xjopuaamu, ¢pocdatamu, bopatamu, cynbparaMu U UTPATAMHU.
XnoprekcuanHa OUTIIIOKOHAT YBEIMYMBAET YYBCTBUTEIBHOCTh MUKPOOPTaHU3MOB K JIEHCTBUIO
KaHaMHULIMHA, HEOMMIIMHA, 11e(aIoCIOpUHOB, XJopaM(peHUKoIa. DTUIOBBIM CIHUPT yCUIMBAET
OakTepUlIUTHOE JeICTBHE Mpernapara.

4.6. ®epTHIBHOCTb, 0€PEMEHHOCTD U JAKTALMS

bepeMeHHOCTB

[Tpu GepeMeHHOCTH MPUMEHSIOT TOJBKO B Cllydae, €CM IpeJroyiaraemMas Mmojib3a A MaTepu
MPEBBINIAET MOTEHIUATBHBIN PUCK TS IO/,

JlakTanus

B mnepuon rpyAaHoro BCKapMIIMBaHUS MPUMEHSIOT TOJBKO B Clyyae, €clid Ipearosaraemas

ImoJib3a AJId MaTepu IMPEBLIIIACT HOTGHHI/IEL]'IBHI:If/i PHUCK OJId pe6eHKa.
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4.7. BausiHue Ha CMOCOOHOCTH YNPABJIATH TpchnHB¥ﬁﬁm'€§EﬁEgm-:h I 56'1"9“1) c

MeXaHHu3MaMH
[Ipenapat He OKa3bIBACT BIMSHHUSA HA COCOOHOCTh K YIPABICHUIO TPAHCIIOPTHBIMHU CPEACTBAMHU
1 paboTy ¢ MEXaHHU3MaMH.

4.8. HexkenaTesibHbIE peakunu

PesroMe HexxenaTeabHbBIX PeaKIi

Amutepruueckue peakiuu (KOXKHas ChIIlb), CYXOCTh KOXH, 3y, IepMaTHT, (DOTOCEHCHOMITN3AIINS,
OKpaIllMBaHUE AMajd 3yOOB, OTJOKECHHE 3yOHOr0 KaMHs, HapyIICHHE BKYycCa, JUIKOCTh KOXH
PYK, TSOKEINbIE aJNIEPTHUECKUE PEaKIuH, BKIIIOYast aHaAQUITaKCHIO.

COOGH.ICHI/IC 0 ITOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxxHo cooOmare 0 TOJ03PEBACMBIX HEXKENATENBHBIX PEAKIUAX IOCIIe PETUCTPAlluU
JIEKapCTBEHHOT'O Tpernapara ¢ 1eIbl0 00eCIICUCHHSI HEPEPHIBHOTO MOHUTOPUHTA COOTHOIICHUS
«10Jb3a — PHUCK» JIEKAPCTBEHHOTO Mpernapara. MeauIMHCKUM pabOTHUKAM pPEeKOMEHAYEeTCs
CO00IIaTh O JIFOOBIX TOI03PEBACMBIX HEXKEIIATEIBHBIX PEAKIUAX JICKAPCTBEHHOTO Ipernapara
4yepe3 HAIMOHAIBHBIE CUCTEMBI COOOIIECHUSI O HEXKENATeNbHBIX PEAKIUAX TOCYJapCTB - YICHOB
EBpazuiickoro 3KOHOMHUYECKOTO CO03a.

Poccuiickas ®@enepanus

OdenepaiibHas Ciryx0a 1Mo Ha30PY B chepe 31paBOOXPaHCHUS.

Anpec: 109012, r. Mocksa, CraBsiHCKas IUI0IIab, 1. 4, cTp. 1.

Tenedon: +7 800 550 99 03

OnekTpoHHas novra: pharm@roszdravnadzor.gov.ru

Caiit B MH(POPMAIIMOHHO-TEIEKOMMYHHUKAIIMOHHOM CeTH «nTepreT:

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

4.9. Ilepeno3npoBka

[Ipu ciydaiiHOM TONMAJAaHUU BHYTPb MpPAaKTUYECKH He alOcopOupyercs (ciemyeT clenaTh
IIPOMBIBaHHE JKENIyAKa, MCIONb3ysl MOJIOKO, ChIpoe sifio, xenaTuH). Ilpu HeoOxomumoctu
MMPOBOAUTCA CUMIITOMATHYICCKAA TCPaIlus.

5. PAPMAKOJIOTUYECKUE CBOHMCTBA

5.1. ®apMakoIMHAMHYeCKHe CBOMCTBA

®apMakoTepaneBTUYECKasl TPyIIa: aHTUCENTHKU U JIe3WH(ULUPYIONIUE CPEJICTBA; OUTyaHUIbI
1 aMHUIHUHBI.

Kon ATX: DOSBAC02

dapmakoauaamMuyeckue dPHeKTol

AHTHCENTHYECKOE CpPEACTBO, MPOSBISET OakTepuLMIHOE JeiicTBHE (B OTHOILEHUU

IPaMIIOJIOKUTENIBHBIX W TPaMOTPULIATEIbHBIX  OakTepuil);  (QyHruUMOHOE  JIEHCTBUE;


mailto:pharm@roszdravnadzor.gov.ru
https://www.roszdravnadzor.gov.ru/
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BUPYJIMIMIHOE JICHCTBHE (B OTHOIIECHUU JIUTIO HJILHL&FE;H;&-J:%Q';@(%&%lﬁlé;t'::BTE‘f;'fbgﬂéHmn

IPaMIIOJIOKHUTENIBHBIX M TIPaMOTPHIATENbHBIX Oakrepuit — Treponema spp., Neisseria
gonorrhoeae, Trichomonas spp., Chlamydia spp., Ureaplasma spp. CtabuseH, nmociie 00paboTku
KOXXM COXpaHsAETCsl Ha HEH B HEKOTOPOM KOJMYECTBE, JOCTAaTOYHOM JUIS MPOSIBICHUS
O6aktepuniuaHoro 3ddekra. CoxpaHseT aKTHBHOCTh (XOTS HECKOJIbKO CHIDKEHHYIO) B
IPUCYTCTBUM KPOBH, THOS, Pa3IMYHbIX CEKPETOB M OpraHudeckux BeulecTB. KpaliHe penko
BBI3bIBACT AUIEPTUYECKUE pEAKLUM, pasApaXeHHe KOXU M TKaHEH, HE OKa3blBaeT
MOBPEXKIAIOIIET0 IEUCTBUS HA IPEIMETHI, U3TOTOBJIEHHBIE U3 CTEKJIA, IIJIaCTMACChl U METAJUIOB.
5.2. DapmakoKMHeTHYECKHE CBOMCTBA

[Tpu MeCTHOM U HapyKHOM IPUMEHEHUHU IPAKTUUYECKU HE BCACHIBAETCSI.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

Bona ounmennas

6.2. HecoBMecTUMOCTH

He npumennmo.

6.3. Cpok rogHocTu (CpOK XpaHeHUs1)

2 roja.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

XpaHUTh B 3aIUIIEHHOM OT CBETa MECTE MpH Temrieparype He Boimie 25 °C.

6.5. Xapakrep u coepkaHue NEPBUYHON YIIAKOBKH

[To 100 mn Bo ¢umakoHbl opaHxeBoro crekia Mapku OC-1 ¢ BHMHTOBOH TOPJIOBHHOM,
YKyHOpEHHbIE MPOOKaMH U3 MOJUATUIIEHA BHICOKOTO JaBJICHUS U KpPbIIIKAMH HaBUHYMBAEMbIMU
U3 MOJINATHIIEHA HU3KOT'O 1aBJICHUSI.

ITo 80 1 100 M1 BO (h1aKOHBI MOJIMMEPHBIE U3 MOJIUITUIICHA BHICOKOTO JAAaBJICHUS, YKYIIOPEHHBIE
poOKaMu-KareIbHUIIAMU U3 MOJIMATHIICHA BEICOKOTO AAaBIICHUS U KPBIIIKAMU HAaBUHYMBAEMBIMU
U3 MOJINATHIIEHA HU3KOT'O 1aBJICHUSI.

Ha xaxzaplii (pi1akoH HaKJIEUBAIOT ITUKETKY.

Kaxnplii (aakoH ¢ MHCTPYKIMEH MO MEIUIMHCKOMY MPUMEHEHHMIO IMOMEIIAI0T B NaukKy W3
KapTOHa.

6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH TPH YHUYTOKEHHMH  MCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 MNpenapara WJIM OTX0A0B, TMOJYYEHHbIX IOcjde NpPUMEHEeHUus:
JIEKAPCTBEHHOI'0 NMPenapara, u Apyrue MaHUIYJ/ISIUN € PenapaTomM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEP2KATEJIb PETUCTPAIHIMOHHOI'O YIOCTOBEPEHUSA

Poccuiickas ®@enepanns
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109443, r. MockBa, Bonrorpazackuii mpocnekT, 1. 139, oduc 10
7.1. IIpeacTaBUTE/Ib AePKATES PETHCTPANMOHHOIO YA0CTOBEPEHHS

[Iperen3zun HOTDG6PITCJ'ICI>1 HaIIpaBJIATh I10 aApECy.

Poccuiickas @enepanust

00O «Tynbckas papmareBTHUecKas Gpadpuxar»

300004, r. Tyna, TopxoBckuii mpoesa, 1. 10

Ten.: +7 (4872) 41-04-73

dakc: +7 (4872) 41-04-73

8. HOMEP PETUCTPALIUOHHOI'O YIOCTOBEPEHUS

9. IATA TIEPBUYHON PETMCTPALMU (IIOATBEPKJIEHHUSI PETMCTPALIUM,
MEPEPETUCTPALIAN)

JlaTa nepBoii peructpanuu:

10. JATA IIEPECMOTPA TEKCTA

OO11ast XxapakTepHCTHKa JEKapCTBEHHOr0 Npenapara XJIopreKCuauHa OUIIIIOKOHAT JOCTYIHA Ha
nH(pOpMalMOHHOM TmopTaje EBpa3suiickoro SKOHOMHMYECKOIO C€O3a B HH(OpPMalMOHHO-

KOMMYHHUKaIMOHHOH cetn «aTepHe™» http://eec.eaeunion.org.



http://eec.eaeunion.org/

