NMHCTPYKIIMA
I10 IIPUMEHEHMUIO JIEKAPCTBEHHOIO IIpernapara st MEIULIMHCKOTO IIPUMEHEHUS

DPAPMATEKC

Perucrpanmonnbiii Homep: I[1NO011489/01
Toprosoe nazpanne: DAPMATEKC
MHH: beH3ankoHUs XJIOpUI

JlekapcTBeHHas (popMa: CyNIIO3UTOPUHN BarMHAJIbHbBIC

Cocras Ha 1 cynno3utopuii (1,6 r):
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YTO COOTBETCTBYET OCH3AIKOHUIO XTOPHILY ..eovvnrennnnnn.. 18,9 mr
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THIIPOIOBA. .ot e, 9,1 mr
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Onucanue

Cymnmo3utopuu 06e510ro 1BeTa, MUINHAPHIESCKOU (POPMBI ¢ KOHYCOOOpa3HBIM KOHIIOM.

dapmakoTepaneBTHYeCKAas rPynna
KoHTparnenTtuBHOE CPeCTBO ISl MECTHOTO TIPUMEHEHUSI.

Kox ATX: G02BB

DapMaKoJIOrHYecKue CBOMCTBA

@CIDMGKOOMHGMMKCZ

beH3ankoHus  XJOpUI  SBISIETCS  OJHOBPEMEHHO  CHEPMHUMIOM U AHTHUCENTHKOM.
CnepMuniHOE JIeHCTBHE O0YCIOBIEHO CIIOCOOHOCTBIO JIEWCTBYIONIETO BEIIECTBA pa3pyIlIaTh
MeMOpaHbl CHEpPMaTO30MA0B (CHAayala >KCYTHKOB, 3aT€M TOJOBOK), 4YTO MPUBOAMUT K
HEBO3MOXKHOCTH  OIUIOJOTBOPEHHUS]  AWLEKJIETKH  TOBPEXKIECHHBIM  CIEPMAaTO30MJIOM.
OddexT pa3BuBaeTcs uepe3 5 MUH MOCIIE BBEACHUSI CYNIIO3UTOPHS BO BiIarajuiie.
[Ipumenenne npenapata @apmaTekc 3HAYUTEIBHO CHUXKAET PHUCK BO3HUKHOBEHMS
0epeMEeHHOCTH, OJHAKO HE YCTPAHSET €ro MOJHOCTBIO.

He Brusier Ha HOpMasbHYI0 MUKPOGIOpY Blaraiumia (B T.4. Ha nanouky Jlonepsiina).

dapMaTeKkc He BIMSIET Ha MEHCTPYaJIbHbIN UKL, TUOUI0 U GePTUIHLHOCTD.



In vitro 6eH3aTKOHUS XJIOPH aKTUBEH B OTHOICHUU Neisseria gonorrhoeae, Chlamydia spp.,
Trichomonas vaginalis, Herpes simplex tan 2, Staphylococcus aureus. He oka3bIBaeT NeHCTBUS
Ha Mycoplasma spp. m cnabo neiictByer Ha Gardnerella vaginalis, Candida albicans,
Haemophilus ducreyi u Treponema pallidum.

Dapmakokunemuxa

AOGcopOumst OCH3aNKOHUS XJIOpUAAa CIU3UCTOM OO0ONOYKOM Biaranwma ouyeHb Hu3ka. C
MOBEPXHOCTH CIU3UCTOW OOOJOUYKH Tpernapar yJalsIeTcs MPOCTHIM MPOMBIBAHUEM BOJON U C

HOpMaJIbHbIMU Q)HSI/IOHOFI/I‘IGCKI/IMI/I BBIJACIICHUAMMU.

Iloxka3zaHus K NIPUMEHEHHIO
MecTHast KOHTpAIEHIHS IS )KEHIIMH PENPOAYKTUBHOTO BO3pacTa, I OCOOEHHO:

- [pU HAJTUYUU MPOTUBOIOKA3AHUN K MPUMEHEHHUIO TOPMOHAJIbHBIX KOHTPALENITUBOB WM
BHYTPHUMAaTOYHOM KOHTpAIEeNIINH;

- B IOCJIEpPOJIOBOM IMEPHOJE, B MEPHOJ TPYIHOrO BCKAPMIIMBAHMS; IOCIE IPEPHIBAHUS
OEpEeMEHHOCTH;

- IpH IPEMEHOIAYy3e;

- IIpU HEPETYJISAPHBIX ITOJIOBBIX KOHTAKTaX;

- B Ka4€CTBEC HOHOHHHTGHBHOﬁ MECTHOH KOHTpaluCnuun mnpu HUCIoJIb30BaHUU BarvHajabHOU
nuadparMel, IEpBUKAIBHOTO KOJMAYKa MM JIPYTUX BHYTPUMATOYHBIX KOHTPALENTHBOB,
0COOEHHO TMPH IJTUTEIHFHOM MTPUMEHEHUHN JICKAPCTBEHHBIX IpenaparoB, Takux kak HITBC
(HecTepouHBIC MPOTUBOBOCTIAIMTEIILHBIC CPEJICTBA).

- B KayecTBe JOMOJHUTEILHOTO METOJa KOHTpAaLENIUU MpPU MPOIMYCKE WM OMO3JaHUU B
[IpUeMe MePOPAIbHBIX TOPMOHAIBHBIX KOHTPALENTUBOB. B 3TOM cilyyae peKOMEHAyeTCs
coyeraTh 00a METO/1a KOHTPALEIIIMUA HA MPOTSHKEHUH OCTABIIUXCS JHEH MEHCTPYaIbHOTO

LUKJIA.

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

pasapakeHue CIM3UCTON 000JOYKH BIIaraauila U MEeHKH MaTKH.

bepemMeHHOCTH M TePHOJ IPYAHOr0 BCKAPMJIMBAHMUS
bepemennocmu

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



[Tpu cayyailHOM MPUMEHEHUH STOTO CIIEPMHUIIN/IA HA PAaHHUX CPOKaX OEPEMEHHOCTH He OBbLIO
BBISIBJICHO KaKOT0-JIM0O OTPUIIATETHHOTO BO3JCHCTBHS HA IO/,

I'pyonoe sckapmausanue

[IpoHUKHOBEHHE B MATEPUHCKOE MOJIOKO BO3MOXKHO B KpailHE HE3HAYNTEIbHOM KOJMYECTBE
0e3 KakuX-JI10O0 W3BECTHBIX HETaTUBHBIX MOCIeACTBUH. [Ipenapat MoKeT IpUMEHAThCS B

IIEPUOJ IPYAHOTO BCKAPMIIMBAHMSL.

Cnoco0d npuMeHeHHs U 103bI

JIns1 BarnHaJIbHOTO MPUMEHEHHS.

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

KaXXIbIM ITOBTOPHBIM ITOJIOBBIM aKTOM.

IToGouHnoe neiicTBue

ANnepruuecKkue peaklud, KOHTAaKTHBIA JEpMaTUT, 3yJd U JKKCHHE BO BIarajuile W/Win
II0JIOBOM 4JIEHE MapTHEpa, 00JIE3HEHHOE MOYCHCITy CKaHHE.

B cny4ae nx BOZHUKHOBEHHS IPEKPATHTH HcIoiab3oBanne dapmarekca.

Ecnu mio0ble 13 yKa3aHHBIX B HMHCTPYKIHHM MOOOYHBIX 3(PQEKTOB ycyryOmstorcs, uian Bol
3aMeTHIIN JII00bIe apyrue 1modounsie 3PQeKTsl, He yKa3aHHbIE B MHCTPYKIMH, cOOOIIUTE 00

3TOM Bpauy.

Ilepeno3upoBka

Ciy4au nepe1o3upOBKU HE OTMEUCHBI.

B3aumopneiicTBHe ¢ APYTrMMH J1eKAPCTBEHHBIMH CPeACTBAMH

JIroboe cpeacTBO, MPUMEHSIEMOE HHTPABATMHAIILHO, MOXKET CHUXKATh CIICPMUIIUIHOE JIEHCTBUE
npemnaparta. JlelicTByromIee BEEeCTBO — OCH3IKOHUS XJIOPUJ, Pa3pyIIAeTCsl MBUIOM, ITO3TOMY
3alpellaercss UCIOJb30BaHUE MbLIa JJIs TyajieTa MOJOBBIX OPraHoB, Ja)XX€ B MUHUMAJbHbBIX

KOJIMYECTBAX.

Oco0ble ykazanus
®dapmatekc saBiseTcs 3G ()EKTUBHBIM MpenapaToM sl PEAOXpaHeHUs OT OEPEMEHHOCTH TIPH
YCJIOBUHM €ro MpaBUJIbHOrO NpuMeHeHusa. OmHako, METOJl CIEPMHIIMIHON MECTHOM

KOHTpAIIeTUH Bcerjaa MeHee 3(p(EeKTUBEH, TI0 CPAaBHEHHUIO C TOPMOHAJIBHON KOHTpPALEHIHEH,



BHYTPUMATOUYHBIMM KOHTpAalleNTHUBaMH, JauadparMoil, I€pBUKAIBHBIM KOJIMAYKOM WM
MIPE3€pPBATUBOM.

3anpemiaeTcss — MCIOJb30BAHME  MbUIAa  JUJIsl  Tyallera MOJIOBBIX ~ OpPraHoB  3a
2 4Yaca 10 ¥ 2 4Yaca MOCJ€ TMOJIOBOrO aKTa, T.K. MbUIO pa3pyllaeT ACHCTBYIOLIEE BEIIECTBO
npenapara @apmarekc.

Tyaner HapyXHBIX MOJOBBIX OPraHOB BO3MOXKEH TOJIBKO IPOCTOW  BOAOH Uit 00OHMX
napTHEPOB. BnaranuiHoe opolieHue (CIPUHIIEBAHUE) MOXKET MPUMEHSITHCS HE PaHBIIE, YeM
yepe3 2 yaca 1ociie MoJoBOro akTa.

C nmpenaparom @apmarekc, BBEACHHBIM BO BIAraJivdile, HEJIb3sl IPUHUMATh BAHHBI U KyNaThCs
B Mope, OacceifHe 1 BoJjoeMax BO n30ekaHHe CHUKEHHS €r0 KOHTPAIICIITUBHOTO JCHCTBHSL.
[Ipn HEOOXOAMMOCTH JI€YCHUs TMpernapaTaMd s BarMHaJbHOTO TPUMEHECHHS CIEIyeT
BPEMEHHO IIPEKPATUTh UCIOJIb30BaHUE mpernapara PapMareke 10 OKOHYaHUs Kypca JICUEHHUS.
JlaHHBIN METOJ KOHTPALEHIINK HE 3alUIIAET OT MH(PEKINA, TepeatoIXCcs OJOBBIM yTEM
VI BBI3BAHHBIX BUPYCOM UMMYHOAedumuTa genoBeka. Ot 3Tux 3a00JIeBaHUI €CTh TOIHKO

OJIMH MeTOJ 6apbepHON KOHTPALICTILINH — ITPE3ePBATHB.

®opMma BBIILYCKA
CynnosuTopuu BarvuHajlbHBbIE.
ITo 5 cynnozuropues B ctpun u3 [I1BX muieHkH, HOKPBITON NOJIUITUIICHOM HU3KOU IIJIOTHOCTH.

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

YciaoBus XxpaHeHUs
XpaHuTb 1pu TeMIiepatype He Boiie 25 °C.

XpaHUTb B HEOCTYITHOM JUIs IETEU MECTE.

Cpok rognoctu

3 roaa. He ncrionp3oBaTh Mo UCTSUYCHUH CpOKa roaHOCTH, YKa3aHHOI'O Ha YIIaKOBKC.

YcaoBus oTnycKka u3 anrtexk

bes peuenra.



HaumenoBanmue gep:xares (Bjaageabua) PY:
JlaGoparopus MuHOTEeK IHTEpHACHOHAND
22, aBeHto Apuctun bpuan, 94110 Apkeii, @panuus

IIpou3BoACTBEHHbIE ILJIOIIAJIKH

IIpou3B0aCTBO roTOBOM JIeKapCTBEHHOU (POPMEI, hacoBKa:
Ounurep Jluksua Manydakaypusr

1-3 anne ne na Hect, nmpoMbliieHHas 30Ha
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