COOTEBETCTEYET 3KI(
ot 06.06.2024 N= 11235

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1001

“MEPTHOMY OTYETY

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITPETTIAPATA

Xmoprekcuaus, 0,5 %, pacTBOp 71 HAPYKHOTO IPUMEHEHUS [ CITUPTOBOM].

2. KAUECTBEHHBIN 1 KOJJTMYECTBEHHBIN COCTAB
JleficTByro1I€€ BELIECTBO: XJIOPTEKCUIUH.

Kaxxnpie 1000 M1 pacTBOpa AJis HApY»KHOTO MPUMEHEHHs COAeprKaT 25 Ml XJIOpreKcuauHa (B
BUJIE cyocTanuuu-pactBopa 20 %, SKBUBaJIEHTHBIX 5 T XJIOprekcuauHa OUTIIIOKOHATA).

BcnomorareabHble BCIICCTBA, HAJIMYMUC KOTOPLIX HAA0 YUYUTBIBATH B COCTABC JICKAPCTBCHHOI'O
npenapara: 3tanon (cM. pasaen 4.4).

ITomubrit MEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA

PactBop /1t HApyKHOTO MPUMEHEHUS [CITUPTOBOH .

becuBeTHass unu CBeTJO-XKeNTas, MpO3payHas WU CJerka OMajeclUpyromas >XKUIKOCTh C
XapaKTepHBIM 3aM1axoM CITUPTA.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloka3aHusl K NPUMEHEHH IO

e rurueHuyeckas oOpabOTKa pyK MEAMLMHCKOTO MEpCOoHaja, PyK XUPYpProB, Ais 00paboTKu
KO>KH OTIEPALIMOHHOTO U MHBEKIIMOHHOTO MOJIeH, JIOKTEBBIX CTMOOB JOHOPOB;

e ne3uH(eKrs HeOONbIINX M0 MJIOMAAN MOBEPXHOCTEN U3AETUN MEIUIIMHCKOTO Ha3HAYEHUS,
BKJII0Yasi CTOMATOJIOTHYECKHUE HHCTPYMEHTHI (TepMHUUecKast 00paboTKa KOTOPBIX HEXeaTeabHa)
B JIe4Y€OHO-TIPOPHIIAKTUUECKUX YUPEKICHUSAX;

e TUrMeHu4Yeckas o0paboTka pyK B J1e4eOHO-NPOPUIAKTUYECKUX YUPEKICHUSAX;

® TUTHEHHYECKas 00pabdoTKa pyK MEIUIIMHCKOTO MEpCcoHaa YUPEKISHUN pa3TudHOro npohus
Y Ha3HAYECHUS.

4.2. Pe:kum 103MPOBAaHNS M CIOCO0 MPUMeEHEHUs!

PexxuM 103upoBaHusd

[Tpu rurnennveckoit 00paboOTKe pyK MEIUIIMHCKOTO MIEPCOHAa 5 MJT CpeACTBA HAHOCST Ha KUCTH
PYK ¥ BTUPAIOT B KOKY B TeueHue 2-x MUHYT. [Ipu 06paboTke pyk XUpypros nepeJ IpuMeHeHHEeM
CPEJCTBA PYKH TLIATEIBHO MOIOT TEIUIOM IPOTOYHOM BOJOW U TyaJIETHBIM MBUIOM B T€UEHHUE 2-X
MHUHYT, BBICYILIUBAIOT CTEPHIILHON MapiieBoi candeTkoii. 3aTeM Ha cyXue pyKd HaHOCAT CPEJCTBO
HOPLMSIMHU 110 5 MJT (HEe MeHee 2-X pa3) U BTUPAIOT €r0 B KOXY PYK, HE 00THpast pyKH MOJIOTEHIEM.

[Tpu 06paboTKe ONEepalmOHHOrO MOJIS WM JIOKTEBBIX CTHOOB JIOHOPOB KOXKY MOCIEI0BATEIBHO
JBOXKIbl TPOTUPAIOT PA3/AENbHBIMM  CTEPWJIBHBIMH  MAapJIeBBIMM  TaMIIOHAMH, OOMJIBHO
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CMOYEHHBIMU CPEICTBOM. Bpemsi BbIIEPIKKH MOEIe OKOPEEH;II:P-I.}I-lgG%g&%Igg 'fvlﬁ'l:r}'rr-lrzf' ﬁ;};'gﬁyHe

“MEPTHOMY OTYETY

orepannu 00JIbHOW MPUHUMAET AyIl (BaHHY), MEHSET Oebe.

[Tpu 06paboTke OnepalroHHOTO MOJIS KOXKY MPOTUPAIOT (B OJJHOM HAIPaBJIEHWU) CTEPUIIbHBIM
TaMIIOHOM, CMOYEHHBIM CPEJICTBOM. Bpemsi BbIIEp:KKH 1OCIe OKOHYaHUsl 00paboTku 1 MuHyTa.

Jns  obOe33apakuBaHusi HEOONBLIMX [0 IUIOIIAAM TOBEPXHOCTEH (CTOJIBI, ammaparypa,
MO/UIOKOTHUKHU KPECeJ U JIp.) TOBEPXHOCTH MPOTHPAIOT BETOIIIBIO, CMOUEHHOM cpeicTBoM. Hopma
pacxosia cpeicTBa mpu Takod oOpabotke cocrapiser 100 mur/kB.m. Ilepen nesmHdpexnuei c
HAPYKHOM MOBEPXHOCTU M3/CIIUN MEAUIIUMHCKOTO HA3HAYCHUS YAAJSIOT BUIUMBIC 3arPA3HCHHUS C
HIOMOIIIbIO TKAHEBBIX Caj(eTOK, CMOYECHHBIX BOJOW; BHYTPEHHHE KaHAJbI MPOMBIBAIOT BOJOU C
MIOMOIIIBIO epIlia WM HIMPUIA ¢ COOIIOICHUEM MPOTUBOIMHIEMHUOIOTHYSCKUX Mep (PE3MHOBBIC
nep4yaTtku, papTyk). CandeTku, IPOMBIBHBIC BOJIbI M EMKOCTH JJIsl IPOMBIBAHUS JC3MHOUIUPYIOT
KUISTYCHUEM WU OJIHAM U3 JAe3UHGHIUPYIOIIUX CPEACTB 0 PEXKUMaAM, PEKOMEH/IOBAHHBIM TPH
BUPYCHBIX MMApPEHTEPATbHBIX renarutax (Mpu TyOepKyJe3e — Mo pekuMaM, peKOMEHIOBAHHBIM
npyu STOW WHQEKIUH) COTIACHO JACHCTBYIOUIMM HHCTPYKTUBHO-METOJAMYECKHM JIOKYMEHTAM.
W3nenus nocie ynajieHus 3arpsi3HEHUS MOJTHOCTBIO TMOTPY)KAIOT B PaCTBOP CPEICTBA, 3arOJIHSI
UM TOJIOCTH W KaHaibl. Pa3beMHBIC WM3MEIHs MOTPYXKAIOT B pa3oOpaHHOM Buie. Emkxoctu ¢
PacTBOPOM CJIeIyeT IIOTHO 3aKPhIBATh KPBIIIIKAMH BO H30€KaHUE UCTIAPEHHS CITUPTA U CHHYKCHUS
€ro KOHIICHTPAIIHH.

Jns ne3uH(peKnny u3aenuil, MpeIBapruTeIbHO OTMBITBIX OT 3arpsS3HEHUH, IPernapaT MOXKET ObITh
UCIIOJIb30BaH B TE€YEHHME 3-X CYTOK MHOIOKPATHO (IIPH YCJIOBHHM XPaHEHMs HCIIOIb30BAaHHOIO
CPEJCTBA B IUIOTHO 3aKPHITOM €MKOCTH BO M30€KaHuE U3MEHEHMsI KOHIeHTpauuu crupta). [Ipu
HOSBJICHUM MNEPBbIX INPU3HAKOB M3MEHEHHUS BHELIHErO0 BUJA CPEACTBa (IOSBICHMS XJIONbEB,
HOMYTHEHUE U JIp.) €ro cielyeT 3aMEHUTb.

Cnoco0 nnpuMeHeHus

Hapy»xHo.
4.3. IlpoTuBONOKa3aHUS

® THUIIEPYYBCTBUTEIHHOCTh K XJIOPTEKCHIWHY WU K JIFOOOMY M3 BCIIOMOTATEIHHBIX BEIIECTB,
MIePEYHCIICHHBIX B pazjene 6.1;

® JIcpMaTHUTBHI.
4.4. Ocobble yka3aHus U Mepbl MPeI0CTOPOKHOCTH NPHU NPUMEHEeHHH

C 0CTOPOKHOCTBIO

Jerckuii Bo3pacr.
He HanocuTh Ha paHbl U CIIM3UCTHIE OOOJIOUKH.

B cnyuae nmomananus Ha CAM3UCTBIE 000I0YKH IJ1a3, UX CJIEIYET ObICTPO U TIIATEIHHO MIPOMBITh
nona crpyeil Boabl M 3akamate 20 % pactBopoMm cynbdammia Hatpus (anbOynuna), mnpu
HE00X0IMMOCTH 00paTUThCs K Bpauy. [lpu ciyyaiiHoM nonajiaHuy BHYTpPb CIIEAyeT HEMEIJICHHO
c/enaTh NMPOMBIBAaHHE JKENyJIKa OOJBIINM KOJMYECTBOM BOJBI, 3aTeM HaTh azacopOeHt (10—
20 TabneTok aKTUBUPOBAHHOTO yrist). IIpm HE0OXOAMMOCTH MPOBOIMTCS CHUMIITOMATHUECKas
Tepanusi.
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DTaHOJ MPU HAPY>KHOM MPUMEHEHUHM YaCTUYHO BCACHIBAETCA Uepe3 KOXKY M MOXKET OKa3bIBaTh
pe30pOTUBHOE OOIIETOKCHYECKOe elcTBUE (YyTHETEHUE LEHTPaIbHOW HEPBHOM CHUCTEMBI), UTO
HYKHO YYHUTBIBATh IPU MPUMEHEHUU MpernapaTa y AeTeld, OepeMEeHHBIX >KEHIIMH U B MEPHOJ
TPYAHOTO BCKAPMIIMBAHHS.

4.5. B3zauMmopeiicTBHe ¢ APYrMMH JeKAPCTBEHHBIMH MNpenapaTaMd MW JApyrue BHIbI
B3aUMO/JeHCTBUSA

HecoBMecTUM ¢ MBUTOM, IIEIOYAMH | JIp. AHUOHHBIMH COSIMHEHUSMH (KOJUIOUIbI, TYyMMHapaOuK,
KapOOKCHMETHIIIICIUTION03a).

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JJAKTALMUS

bepemeHHOCTD

[Tpemapar npegHa3HAYCH ISl HAPYKHOTO IPUMEHEHHUS U MMPAKTUICCKH HE 00JIaJaeT CHCTEMHBIM
JIEMCTBUEM, BMECTE€ C TEM MpPU NPUMEHEHHWU B TEpHOJ OCPEMEHHOCTH CIeAyeT OOpaiaTh
BHMMaHHUE Ha HAJIMUME ITHUJIOBOIO CIIUPTA B COCTABE Iperapara.

[Ipumenenne B neproa OEpeMEHHOCTH BO3MOXKHO, €CIIM IIpEAroyiaraeMas I1oJib3a Uil MaTepH
NPEBBIIIACT MOTEHIINATBHBINA PUCK AJIS TUTOJ1A HITH peOeHKa.

JlakTauus

[Ipenapat npeaHa3Ha4YeH Ui HAPY>KHOTO MMPUMEHEHUS M MPAKTHYECKU HEe 00J1a/1aeT CUCTEMHBIM
JefiCTBHEM, BMECTE C TEM IPU IPUMEHEHUH B IEPUOJ JIaKTaI[MH CIe1yeT 00pallaTh BHUMaHUE Ha
HaJu4Me 3THIIOBOTO CIIUPTA B COCTaBE IIpernapara.

HpI/IMeHeHI/IC B IICPpHOA JIAKTallMK BO3MOKHO, CCJIM IIpCAIiojgaracmMas II0JIb3a I MaTCpu
IMMPEBLIIACT MOTEHIIHAIbHBIN PUCK IJIA U104 NI pe6eHKa.

4.7. BausiHue HA CIOCOOHOCThH YupaBJisiTb TPAHCHIOPTHBIMHU CpEACTBaAMHU H paﬁoTaTb C
MEXaHU3MaMHU

[TpumeHeHue mpenapaTta He OKa3bIBA€T BIMAHUS HA CIIOCOOHOCTH K BBIIOJHEHUIO MOTEHIIUAIBHO
OTaCHBIX BUJIOB J€SITEIbHOCTH, TPEOYIOIINX MOBBIIIEHHOW KOHIIEHTPAIlUM BHUMAaHUSI U ObICTPOTHI
IICUXOMOTOPHBIX PEAKIUH.

4.8. HexkenareJibHbIE peaKUMU

PesroMme HexxenaTeabHbBIX PEAKIINT

Aniepruyeckue peakiuu (KOXKHasi ChIllb), CYXOCTh KOXH, 3Yy/]l, I€PMATHUT, JUIKOCTb KOXHU PYK (B
TeueHue 3—5 MuH), (QoToceHCHOMNIM3alus, TKENIble aUIeprUuYecKre peakluu, BKIoYas
aHa(UIIaKCHIO.

COO6HI€HI/I6 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKITNAX

Baxno COO6I.I.IE[TB 0 IOAO3PCBACMBIX HCIKECIATCIIbHBIX PCAKIHAX ITOCJIC PETUCTpAllUU IIpEeIiapaTa C
OCIIBIO obecneucHUs HCTIPECPLIBHOI'O MOHHUTOPHUHI'Aa COOTHOMICHUSA  «I10JIb3a — PHUCK»
JICKApCTBCHHOT'O IIpCriapara. MeauuuHCKUM pa6OTHI/IKaM PCKOMCHAYCTCA COO6H_IaTB 0 IIH0OBIX
MMoAO3pCBACMBIX HCKCIIATCIIbHBIX PCAKIUAX JICKAPCTBCHHOI'O IIPCIapara 4Cpe3 HAIlMOHAJIBHBIC
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CHUCTEMBI COOOIICHUS O HEXENATeIIbHBIX PEAKIINIX 'FBE;;;:&E&'E EE'T%‘H:EBE: GEE]B&%;I%{(OFO

HKOHOMHUYECKOI'0 COI03a.
Poccuiickas @enepanus

®denepaiibHas Ciryx0a 1Mo Ha30py B chepe 3ApaBOOXpaHCHUS

Anpec: 109012, r. Mocksa, CiiaBsiHCKast Iiiomiaip, 1. 4, ctp. 1
Tenedon: +7 (800) 550-99-03

DnekrpoHHas mouta: pharm@roszdravnadzor.gov.ru

Caiit B mHGOPMAIIMOHHO-TEIICKOMMYHHUKAIIMOHHOM ceTH «MIHTepHeT»:
https://roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

B nacrosmee Bpems 0 cilydasix epe03UpPOBKH IIPU HAPYKHOM IIPUMEHEHHUH XJIOPIeKCHINHA HE
CO0O0IIAI0Ch.

5. DPAPMAKOJIOTMYECKUE CBOHCTBA

5.1. @apmakoauHaAMHYeCcKHe CBOiiCTBa

dapmakoTepareBTHUECKas TPyIa: aHTUCENITUKY U JIe3NH(PHUIMPYIOIINE CPEACTBA; OUTyaHUIbI U
aMUJIMHBI.

Kon ATX: DOSACO02

Mexanuswm neiicteus u hapMmakoauHaMmudeckue dbhheKThl

[IposiBNsieT B OTHOIIEHWM TPAMIIOJIOXKHUTEIBHBIX M I'PaMOTPHUIATENbHBIX  OakTepuit
OakTepULIMIHOE JeiicTBHE, OKa3blBaeT (DYHTUIMIHOE U BUPYJIUIMIHOE eiicTBUE (B OTHOLICHUH
munoduineHeIX BUpycoB). Ha cmopel Oaktepuil AeicTByeT TOJIBKO TpU IMOBBIILIEHHON
temneparype. OQQGEKTHBEH B OTHOLICHHMH TI'PaMIOJOXKUTEIbHBIX M TI'PaMOTPULATENIbHBIX
Oakrepuii (B T.u. Treponema spp., Neisseria gonorrhoeae, Chlamydia spp.), BupycoB u rpu6os.
XJTOpreKCUanH CTa0WIeH, Tociie 00paboTKH KOXKH (PYK, ONIEPAIIMOHHOIO TOJIsI) COXPaHSETCs Ha
HEl B HEKOTOPOM KOJMYECTBE, JIOCTATOYHOM JJIsi TPOSIBICHUS OaKTepUIMIHOTO 3(deKTa.
CoxpaHsieT akTUBHOCTh (XOTsI HECKOJIbKO CHWKEHHYI0) B IPUCYTCTBUH KPOBH, THOSI, Pa3IMYHBIX
CEKPETOB M OpraHMYECKHMX BemlecTB. KpaillHE peako BbI3BIBAET AJIEPIUUYECKHE pEaKluH,
pa3gpax€HUE KOXXM M TKaHEH, HE OKa3bIBACT IOBPEKIAIOUIETO JEHUCTBUS Ha IPEIAMETHI,
M3TOTOBJIEHHBIE U3 CTEKJIA, TUIaCTMACChl, METAJIIOB.

5.2. ®apmakoKuHEeTHYeCKHE CBOHCTBA

He uzyuanocs.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHb BCIOMOTraTeIbHbIX BEelIECTB

Ora”ona (cnupT STHIOBBIH 95 %)
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Bona ouniennas

6.2. HecoBMeCTUMOCTH

He npumenumo.

6.3. Cpok roaHocTu (CpOK XpaHeHHs )

3 rona.

6.4. Oco0ble Mepbl NPEIOCTOPOKHOCTH NIPH XPAHEHUHU

XpaHUTh B 3aIMIICHHOM OT CBETa MECTE, B XOPOIIO YKYNOPEHHOH Tape, BIalIH OT OTHS, IpH
temnepatype He Bbie 25 °C.

6.5. XapakTep u cofep:KaHHe MEPBUYHOI YIAKOBKH

ITo 25 mu, 50 mu, 100 mut, 500 mut, 1000 Mt Bo hitakOHBI CTEKIISTHHBIE WUTH TTOJTMATHIICHOBBIE, HIIH
U3 TonudTWIeHTepedTanara, YKYMOpEHHBbIE KPBIIIKON MONMUATUICHOBOW, WIM NPOOKaMuU
MOJIMATUIICHOBBIMH U KPBIIIKAMU MTOJMATHIICHOBBIMH, WM B KOMIUICKTE C ITUIIETKON U KPBIIITKON
MOJIUITUIICHOBOA.

Mo 11,3 m5m, 101,20 1,21,5 1 B KAHUCTPBI OJUITUIECHOBBIE, YKYTIOPEHHbIE HABUHYMBAEMbBIMU
MJIACTMACCOBBIMH KPBIIIKAMH C MPOKJIAIKaMH (ISl CTAIIMOHAPOB).

Ha ¢akoHbI 1 KAaHUCTPBI HAKJIEUBAIOT YTUKETKU M3 OyMaru STUKETOYHOM.

Kaxnapiii prmakon mo 25 mu, 50 ma wiu 100 M BMecTe ¢ MHCTPYKLUMEH MO MEAUIIMHCKOMY
MPUMEHEHHUIO MTOMEIAOT B MAYKy U3 KapTOHA.

I[OHYCKaeTCﬂ HAaHECCHUEC TCKCTA MHCTPYKIUN IO MCAUIIMHCKOMY IMMIPUMCHCHUIO HA IMAYKY.

®nakonsl oT 4 wt g0 200 T 1o 25 miu, 50 mu, 100 mu, 500 mu, 1000 M BMecCTe ¢ paBHBIM
KOJIMYECTBOM MHCTPYKIMM MO0 MEAUIIMHCKOMY NPUMEHEHHUIO YIAaKOBBIBAIOT B SIIIMK M3 KapTOHA
ropupOBaHHOTO WM B TUICHKY MOJUATHICHOBYIO TEPMOYCAIOUHYIO (7Sl CTAllMOHAPOB).

Ha ynakoBky 1715t cTalinoHapOB HAKJIEUBAIOT STUKETKU U3 OyMaru STUKETOYHOM.
He Bce pa3mepsl ymakoBOK MOTYT OBITh JOCTYIIHBI JIJISl pean3aliiu.

6.6. Oco0ble M€EPDbI MpeaoCTOpPoOKHOCTH npu YHAUYUTOKCHUU HCITOJIb30BAHHOI'0
JIEKAPCTBCHHOI'0 npemnapara NN 0TX0/10B, MOJIYYCHHBIX mocJjie NMPUMEHECHUSA
JJEKAPCTBCHHOI'O Ipenmapara, 1 APyru€ MaHMIyJassuu ¢ nmpemnapaTomM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPALIMOHHOI'O YIOCTOBEPEHUSA
Poccuiickas @enepanus
000 «IOxdapm»

353821, Poccus, KpacHomapckuii kpaii, KpacHoapmeiickuii p-H, cT. UBaHOBCKas, yi. JlyOuHCKas,
. 65.

Ten./dakc: +7 (86131) 2-28-28
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E-mail: info@yuzhpharm.ru (NOCNEOCBATENEHOCTE 00071)

7.1. Hpe)ICTaBI/ITeJ'[L ACPKATEIA PETUCTPANUOHHOIO YI0CTOBEPECHUA

[Iperen3zun HOTDC6HTCHCﬁ CJIICAYET HAIlpaBJIATh 110 aJIPECY.

Poccniickas @enepanys
000 «¥OxDapm»

353821, Poccus, Kpacuomapckuii kpaii, KpacHoapmeiickuii p-H, cT. UBaHOBCcKas, yi. JlyOunckas,
1. 65.

Ten./dakc: +7 (86131) 2-28-28

E-mail: info@yuzhpharm.ru

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUS

9. IATA NEPBUYHOH PEIMCTPAIIMM (IIOJATBEPXKJIEHHS PETHMCTPAIIAMH,
INEPEPETUCTPALIUN)

JlaTta nepBoii perucTpanuu:

10. JATA IEPECMOTPA TEKCTA

OOrmrasi  XapakTepPHCTHKAa JIEKAPCTBEHHOrO  Iperapara  XJIOPreKCHIWH  JOCTyIIHA  Ha
uH(GOPMAIIMOHHOM TOpTaie EBpasuiickoro 5KOHOMHYECKOTO COr03a B HMH()OPMAIMOHHO-
KOMMYHHUKaIMOHHOM cetu «HTepHEe™ https://eec.eaeunion.org/.


mailto:info@yuzhpharm.ru
https://eec.eaeunion.org/

