NHCTPYKLMA
10 IIPUMEHEHUIO JICKAPCTBEHHOT'O IIperapara I MEIULIMHCKOrO IIPUMEHEHHUS

PAPMATEKC

Peructpaunonnsiii Homep: [T N011489/01
Toprosoe nazpanne: DAPMATEKC
MHH: beH3ankoHUs XJIOpUI

JlekapcTBeHHas (popMa: CYNIIO3UTOPUHN BarMHAJIbHbBIC

CocraB Ha 1 cynnosuropuii (1,6 r):

leticmsyrowee gewjecmeso.

bensankonus xsnopun 50 % BOgHBINA pacTBOp ...............37,8 MT,
YTO COOTBETCTBYET OCH3AIKOHUIO XTOPUIY v v vnrannnsnns 18,9 mMr
Bcnomozamenvuvie seujecmaa

I'mmponoza..........coeevennnn. 9,1 mr

xup TBepabiit Witepsol S51................. 1553,1 mr

Onucanue

Cymnmoszutopuu 6€510ro 1BeTa, MUINHAPHIESCKOU (POPMBI ¢ KOHYCOOOPa3HBIM KOHIIOM.

dapmakoTepaneBTHYeCKAas rPynna
KoHTparnenTtuBHOE CPEeCTBO ISl MECTHOTO TIPUMEHEHUSI.

Kox ATX: G02BB

DapMaKoJIOrHYecKue CBOMCTBA

@CIDMGKOOMHGMMKCZ

benzankonuss xyopuj  SABISETCS  OJHOBPEMEHHO  CHEPMULUIOM U  AHTHUCENTHUKOM.
CnepMunIHOE JIeHCTBHE O0YCIIOBIECHO CIIOCOOHOCTBIO JIEHCTBYIOMIETO BEIIECTBA Pa3pylIaTh
MeMOpaHbl CHEpMaTO30MA0B (CHAayala >KCYTHKOB, 3aT€M TOJOBOK), 4YTO MPUBOAMUT K
HEBO3MOXXKHOCTH  OIUIOJOTBOPEHHUS  AWLEKIETKH  TOBPEXKIEHHBIM  CIEPMAaTO30MJIOM.
DddekT pa3BuBaeTcs yepe3 5 MUH TOCIe BBEICHHS CYIIIIO3UTOPHS BO BiIarajuiile.
[Ipumenenue mpemapata dapmarekc 3HAYUTENBHO CHIXKAET PUCK  BO3HUKHOBEHMS
0epeMEeHHOCTH, OJHAKO HE YCTPAHSET €ro MOJHOCTBIO.

He Brusier Ha HOpMasbHYI0 MUKpOGIIOpY BiIaraiumia (B T.4. Ha nanouky Jlonepsiina).

dapMaTekc He BIMSIET Ha MEHCTPYaJIbHbIN LUK, TUOUA0 U PepTUIHLHOCTS.



In vitro 6ensankonus XJaopua akTuBeH B oTHoreHuu Neisseria gonorrhoeae, Chlamydia spp.,
Trichomonas vaginalis, Herpes simplex tum 2, Staphylococcus aureus. He oka3ssiBaet aeiicTBus
Ha Mycoplasma spp. u cmabo neiictByer na Gardnerella vaginalis, Candida albicans,
Haemophilus ducreyi u Treponema pallidum.

Dapmakoxunemuxa

AlcopOumst OCH3aKOHUS  XJIOpHJA CIM3UCTOM O000JIOUKOW Biaramuiia o4eHb Hu3ka. C
MOBEPXHOCTH CIU3UCTOW OOOJOUYKH Tpernapar ydalseTcs MPOCTHIM MPOMBIBAHUEM BOJON U C

HOpMaJIbHbIMU @HSHOHOFI/I‘ICCKI/IMI/I BBIJACIICHUAMMU.

Iloxka3zaHus K NIPUMEHEHHIO
MecTHast KOHTpaLEIUs IS AKEeHIUH PepoIyKTUBHOTO BO3pacTa, U 0COOEHHO:
- IIpY HaJIW4YUU NPOTHUBOINOKA3aHUI K NPUMEHEHUI0 TOPMOHAJIBHBIX KOHTPALECITHUBOB WIN

BHYTPUMATOYHOM KOHTpAIENIINH;

- B IIOCIIEPOJIOBOM NEpHUOAE, B MEPUOJA TPYIHOTO BCKApMIIMBAHUSA; IOCIE MpPEpbIBaHUS

OEpEeMEHHOCTH;
- [pU IpEeMeHOonay3e;
- IpU HEPETYJIAPHBIX IOJIOBBIX KOHTAKTaX;

= B Ka4€CTBC HOHOHHHTGHBHOﬁ MECTHOH KOHTpaluCnuun mnpu UCIoOJIb30BaHUU BarvHajabHOU
nuadparMel, IEpBUKAIBHOTO KOJMAYKa MM JIPYTUX BHYTPUMATOYHBIX KOHTPALENTHBOB,
0COOEHHO TPH IJIUTEIHFHOM MTPUMEHEHUHN JICKAPCTBEHHBIX Tpernaparos, Takux kak HITBC

(HecTepouHBIC MPOTUBOBOCTIAIMTEIILHBIC CPEJICTBA).

- B KaueCTBE JOIOJIHUTEIBHOIO METOJAa KOHTPALENLHH IPHU MPOIYCKE WU ONO3AAaHUU B
IIpueMe MepOPAIbHBIX TOPMOHAIBHBIX KOHTPALENTUBOB. B 3TOM ciiydae pexkoMeHAyeTcs
coyeraTh 00a METO/1a KOHTPALEIIIMUA HA MPOTSHKEHUH OCTABIIUXCS JTHEH MEHCTPYAIbHOTO

LUKJIA.

IIporuBonokazanusi
IloBrrnIeHHasa YYBCTBUTCIIbHOCTb K KOMIIOHCHTAM TIIp€riapara, BaruHUT, H3BA3BICHUC U

pasapakeHue CIM3UCTON 000JOYKH BIATaauIla U MEeHKH MAaTKH.

BepemMeHHOCTH M NepHOA IPYAHOr0 BCKAPMJIMBAHUS
bepemennocmu

[Ipenapar sBisgETCS KOHTPALENTHBOM, BO BpeMsi 0€peMEHHOCTH HE IPUMEHSIETCS.



[Tpu cnyyaitHOM MPUMEHEHUHU STOTO CIIEPMHUIIN/IA HA PAHHUX CPOKAaX OEPEMEHHOCTH He OBbLIO
BBISIBJICHO KaKOT0-JIM0O OTPUIIATETHHOTO BO3CHCTBHS HA IO/,

I'pyonoe sckapmausanue

[IpoHUKHOBEHHE B MATEPUHCKOE MOJIOKO BO3MOXKHO B KpailHE HE3HAYNTEIbHOM KOJMYECTBE
0e3 Kakux-JI10O0 N3BECTHBIX HETaTUBHBIX MOCIeACTBUH. [Ipenapat MoxeT IpUMEHAThCS B

NIEPUOJ IPYAHOTO BCKAPMIIMBAHMSL.

Cnoco0d npuMeHeHHs M 103bI

JIns1 BarnHaJIbHOTO MPUMEHEHHSL.

Jlexxa Ha CrIMHE, CYNIIO3UTOPUI BBOJAAT INIyOOKO BO BIArajviie 3a 5 MUHYT JI0 TOJIOBOTO aKTa.
JlurenpHOCTh aAeiictBus — 4 yaca. O0s3aTenbHO BBOAWTH HOBBIM CYMIIO3UTOPUN TIEPE]

KaXXIbIM ITOBTOPHBIM ITOJIOBBIM aKTOM.

IToGouHnoe neiicTBHE

ANnepruuecKkue peaklud, KOHTAaKTHBIA JEepMaTUT, 3yJ M JKKEHHE BO BIarajuile W/Win
II0JIOBOM 4JIEHE MapTHEpa, 00JIE3HEHHOE MOYCHCITyCKaHHE.

B cnydae nx BOSHUKHOBEHHS NPEKPATHTH HcIob3oBaHne dapmarekca.

Ecnu mio0ble 13 yKa3aHHBIX B HMHCTPYKIMHM MOOOYHBIX 3(PQEKTOB ycyryomsiorcs, uian Bol
3aMeTHIIN JII00bIe apyrue 1modounsie 3PQeKTsl, He yKa3aHHbIE B MHCTPYKIMH, COOOIIUTE 00

3TOM Bpauy.

Ilepeno3upoBka

Ciydau nepe1o3upoOBKH HE OTMEUYEHBI.

B3aumoneiicTBHe ¢ APYTrUMH J1eKAPCTBEHHBIMH CPeACTBAMH

JIroboe cpeacTBO, MPUMEHSIEMOE HHTPABATMHAIILHO, MOXKET CHUXKATh CIICPMUIIUIHOE JIEHCTBUE
npemnaparta. JlelicTByroIIee BEIIeCTBO — OCH3AIKOHUS XJIOPUJ, PA3PYIIAETCS MBUIOM, TO3TOMY
3alpellaeTcss UCIOJIb30BaHUE MbLIA JJIs TyajieTa MOJOBBIX OPraHOB, Ja)X€ B MUHUMAJbHbBIX

KOJIMYECTBAX.

Oco0ble ykazanus
®dapmartekc saBiseTcs 3G ()EKTUBHBIM MpenapaToM sl MPeAoXpaHEHUs OT OEPEMEHHOCTH TIPH
YCIOBUHM €ro MpaBUJIbHOrO mpuMeHeHusa. OmHako, METOJl CIEPMHIIMIHON MECTHOM

KOHTpAIIeTIUH Bcerjaa MeHee 3((EeKTUBEH, TI0 CPAaBHEHHUIO C TOPMOHAJIBHON KOHTpALCHIIHNEH,



BHYTPUMATOYHBIMU KOHTpAlleNTHBaMH, JauadparMoil, I€pBUKAIBHBIM KOJIMAYKOM WM
IIPE3EPBATUBOM.

3ampemaeTcss  MCIOJb30BAaHME  MbUIA  JUIsl  TyaleTa [IOJIOBBIX ~ OpPraHoB  3a
2 4Yaca 10 ¥ 2 4Yaca MOCJ€ TMOJIOBOrO aKTa, T.K. MbUIO pa3pylIaeT ACHCTBYIONIEE BEIIECTBO
npenapara dapmarexc.

Tyaser HapyXHBIX IOJOBBIX OPTaHOB BO3MOXKEH TOJBKO MPOCTOW  BOAON s 00oMX
napTHEPOB. BraranumiHoe opoieHue (CrpUHILIEBAaHHE) MOKET IMPUMEHSITHCS HE paHbIIe, YeM
yepe3 2 yaca 1oclie MoJoBOro akTa.

C nmpenaparom Papmarekc, BBEACHHBIM BO BIArajivile, HEJIb3sl IPUHUMATh BAHHBI U KyNaThCs
B Mope, b6acceifHe U BoJjoeMax Bo n30eXaHnue CHUKEHUS €ro KOHTPALENTUBHOTO JICHCTBUSI.
IIpu HeoOXoAMMOCTH JICUEHHsS TMpernapaTaMd JUIsi BarMHAJIbHOTO TPHUMEHEHHUS CJenyeT
BPEMEHHO NIPEKPATUTh UCIOJIb30BaHUE Mnpernapata PapMaTreke 40 OKOHYaHUs Kypca JICUEHUS.
JlaHHBIN METOJ] KOHTpALENINK HE 3alUIIaeT OT HH(PEKINN, TepeJatoInXcs TOJIOBBIM TyTEM
WIY BBI3BaHHBIX BUPYCOM HMMYyHOAe(duuTa yenoeka. OT 3TUX 3a00J7€BaHUN €CTh TOIBKO

OJIMH MeTOJ 6apbepHON KOHTPALIECTILINH — ITPE3ePBATHB.

®opMma BBINLYCKA
Cynno3uTopuu BarnuHajlbHbIE.
ITo 5 cynnozuropues B ctpun u3 [I1BX muieHKH, TOKPBITON NOJIUITUIICHOM HU3KOU IIJIOTHOCTH.

| wm 2 ctpumna ¢ HHCTPYKIHMEH MO MPUMEHEHHIO B KAPTOHHOM MaykKe.

YciaoBust XxpaHeHUs
XpaHuTh 1ipu Temnepatype He Baiie 25 °C.

XpaHUTb B HEOCTYITHOM JUIS IETEU MECTE.

Cpok rognoctu

3 roaa. He ncrionp3oBaTh mo UCTEUYCHUH CpOKa roaHOCTH, YKa3aHHOT'O Ha YIIaKOBKC.

YcaoBus oTnmycka u3 anrexk

bes peuenra.

HaumenoBanmue ngep:xares (Bjaageapua) PY:
JlaGoparopus MuHOTeK MIHTEpHACHOHAND
22, aBeHto Apuctun bpuan, 94110 Apkeii, @pannus



IIpou3BOACTBEHHbIE ILIOIHAIKH

IIpou3BoaCTBO roTOBOII JIeKapcTBeHHOM Gopmbl, pacoBKka:
I0OuuTep JInkBua ManyhoKaypruHT

1-3 anne ne ns Hect, mpoMebITiuieHHAs 30Ha

An-Curan 31770 Konombe, @paniuus

YnakoBKa H BBINYCKAKOIIUI KOHTPOJIb Ka4ecTBa:
Hunorepa [ly3u

Pro Pene lllanrtepo, ly3u-crop-Cuc,
Banyap-crtop-Cuc, 41150, @panuus

IIperen3un norpeduTesneid HanmpaBJaaTh o aapecy: OO0 «MHHOTEK»
127051, r. Mocksa, yi. [lerpoBka, a. 20/1
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