KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

1. AME HA JIEKAPCTBEHHUA IMNPOAYKT

GOAPMATEKC 1,2% BarunajieH Kpem
PHARMATEX 1,2% vaginal cream

2. KAYECTBEH U KOJMIHUYECTBEH CHCTAB

AKTUBHO BEILIECTBO:
ben3ankonueB xnopuj (Benzalconium chloride)......cooeeevveeeeiiiiiiiiieeiie, 1,20 g
[Toa popmara Ha BoAEH pa3TBOp HA OeH3aKoHUEB XJlopua rpu 50% w/v... 2,40 g

3a 100 2 eacunanen kpem.

3a MbJIHUA CIIMCBHK HA MOMOIIHUTE BEIIeCTBA BUXK T. 0.1 | u3nNb/IHUTENHA ATEHUNMS NO NEXKAPCTBATA

3. JEKAPCTBEHA ®OPMA

BarunaneHn kpem

4. KIAHUYHU JAHHHU

4.1 TEPAIIEBTHUYHHU IIOKA3AHUA

JlokanHa KOHTpauenuus: TO3U METO/1 3HAYUTETHO HAMAJIIBa PUCKA OT HeXKeJlaHa OpeMEeHHOCT,

HO HE I'0 eJIUMUHKPA HAN'BJIHO.

EdukacHocTTa 3aBUCH OT Crla3BaHETO HA HHCTPYKLIUUTE 3a yrnoTpeoda.

To31 HaUKH HA JI0KAJIHA KOHTpPALENUKA € NpeaHa3Ha4YeH 3a BCUUKH KEHHU, [IPU KOUTO Ce

[MpenopbiBa KOHTPALEIILIMA U 110 CIIELHAHO:

- Ilpu BpeMeHHHU U1K a0COJNIHOTHU MPOTUBOINOKA3aHUA HA XOPMOHAJIHKU KOHTPALENTUBH WK
BbTPEMATOYHU CPEACTBA (CITUPAIH);

- Cnen paxkJaaHe, 110 BpeMe Ha KbpMEHE WJIH B MEPHO/IA NTPeId MEHOIay3ara;

- 3a BpeMeHHa KOHTpaLlenuus,;

- B cayuyaii, 4ye e npornycHar npueM Ha NpoTUBO3ayaTbyHa Ta0JIeTKA: B TO3M Clly4yai, ABaTa MeToaa Ha
KOHTpauenuus TpadBa ga ce KoOMOMHMpAT 10 Kpas Ha LUKBJIA;

- Karo ponbiHeHME KbM JIOKalHAaTa KOHTpAaUeNnuus, WU3MOJI3BAaKM BarMHaiHa tana (auadparma,
LEepBUKAJIHA Tara) WK BbTPEMATOYHU KOHTPALECNTUBHH YCTPOMCTBA (CUpaAIH, 0COOEHO B Ciiydaill Ha
peaoBHa ynoTpeda Ha nekapcra kato HCIIBC).

4.2. 103UPOBKA U HAYHUH HA NPHJIOXKEHHUE

Jo3upoBKa

CucreMaTuyHo NMPHJIOAKCHHUC TIPCAH BCCKH I10J10B dKT, HC3ABHCUMO OT d)aza'ra Ha MCHCTPYAJIHHUA LHUKBJL.

Havun na npuioosiceniie

3a BaruHaAJIHO NPUIIOKEHHUE,
B nernano noioxeHue HaHeCeTe €AHAa J03a KPEM ABbJIOOKO BbB BIAraIMIIETO C MOMOIITA HA alUIMKATOpA.
Havanoro Ha edekTa e He3abaBHO U npoab/nkana 10 10 yaca.

B ciry4aii Ha MOBTOpPEH IMOJIOB aKT, HAHECETe JApyra J03a KpeM C MOMOIITA Ha aryTiKaTopa.
BeaHnara ciep nojioB akT € Bb3MOXHO CaMO BbHIIIHO U3MHUBAaHE ¢ YUCTA BOJIA.

[lpakTHYecKH CbBETH:
To3u MeTOA HA KOHTpaLENUKA € CbBMECTUM ChC CUJIMKOHOBU AUadparMy U LIEPBUKAH
rpe3epBaTUBH OT JIATEKC U TMOJUU3ONPEH (BXK. ToOUKa 4.5).




4.3. TPOTUBOIIOKA3ZAHHUA

CBpbX4yBCTBHTENIHOCT KbM aKTUBHOTO BEILECTBO WM KbM HAKOE OT NOMOILHUTE BELIECTBA, ni3bpoeHu 8
TOUKa 6.1].

[lpu u3non3BaHe Ha MbKKH MPE3EPBATHBH OT MOIUYPETaH.

44.CIELHUAJHH NPEAYNPEXIAEHHA U ITPEAIIAZHHA MEPKH I1PH YIIOTPELGA

AKO ce M3M0IT3Ba MIPaBITHO TIPH BCEKH MONO0B akT, PapMaTekc € eQeKTUBEH 3a HaMaIgBaHe HA pUCKa
OTPEeMEHHOCT. TO3W IOKANEH MeToJi 3a KOHTpauenuus obauye ¢ Nno-Manko epeKTUBEH OT OpYTHTE
BUAOBE METOAM 733 KOHTpALEMNUHS, HANp. XOPMOHANMHA KOHTpaUenuus, cnupand, IAnadparmu,
UepBUKAJIHU TaNH WK NIpe3epBaTUBH.

EduKacHOCTTa Ha KOHTPAUENLUNATA 3aBUCH OCHOBHO OT NPaBUJIKOTO U M3MOINI3BAHE, 3aTOBA € BAXXHO 1A
ce oOJCHH TOUHO Ha NMallMEeHTa MHCTPYKUMHTE 32 yrnotpeba M JAa ce rapaHrHpa, 4€ T€ Ca IpaBHJIHO
pa3bpaHu.

To3H TUN KOHTpalleNiKs TpA6Ba Aa ce W304ArBa OT NTHLIA, KOETO HE MOrar Aa paidepar WHCTPYKLHHUTE U
HaYHHA Ha MIPUANOXEHUE,

AKO TOo3W TMN KOHTpALIENIIMS Ce W3MON3Ba B Clydai Ha 3abpaseH umM 3a0aseH npdeM Ha opalHa
KOHTpauernuud, npenopbysa Cceé OTHOBO Aa ce 00iCHM Ha NauMeHTa HEeoOXOAUMOCTTA 1a MPOABIKU
obyuaiiHaTa cu opajTHa KOHTPALCIILIMA.

TpsabBa na ce cnas3par CleJHHTE YCIIOBUA:

- CucTeMHO 1a ¢e npunara €Ha Jno3a KpeM ABAOOKO BBE BRAralnuiueTo Mpead BCEeKH MMOJIOB akT,
He3aBHCHMO OT (pa3aTa HA MEHCTPYASTHHS LMK,

- Ila ce u36arsa W3IMHBAHETO WIH MPOMHBAHE HA BIATAIUILIETO CHC CAlTyH 2 Yyaca Npean UaM 2 yaca
cjen MOJNIOB aKT, 3alllOoTO AOPHM MHHUMAIHO KOJIMYECTBO CallyHEHa Boja, HeyTpanusupa edekra Ha
aKTHUBHOTO BellecTBo. CaMo BLHIIHO W3MHBAHE ¢ YUCTA BOJAA € Bb3MOXKHO W 32 1BaMaTa NapTHLOPMU.

- AKO maumMeHTa UCKa Ja ce H3KbIe, Tpa0Ba JIa u3juaka MoHe 2 yaca, Thi KaTo pUCKYBa Ja eJIMMHHHDA
NeKapCTBEHUA NPOLYKT;

- Ila ce u3barea KurnaHe, IUTyBaHe B MOPeTO U B 6aceliH , 3a1{0TO KOHTPAUENTHBHOTO JEHCTBUE MOXKe
na 6nae HaMaJIeHo,

- AKO Bb3IHUKHAT HAKAKBH TF'CHHUTAIHM JIE3WH WINHM CBHIUSCTBYBAIUWUTE CE BAOLIAT, NPUIIOKEHHETO HA
dapmatekc TpadBa na ce NMpeyCcTaHOBH.

- To3u MeTOZ Ha KOHTpALENUMsi He Mpeana3Ba OT Nnonoso npeaasaHn uHdekunu (TTITH) unu cpeuty
BHpyca Ha 4OBelIKaTa MMYHHa HejocratbaHocT (XWUB), koiito npuumussa CITHH (cunapoM Ha
NpUIoOUTa HMYHHA HEAOCTATHYHOCT). [IpaBiimHO M3NON3BAH MO BpEME HA NONOB aKT, [TPE3CPBATUBLT
(MBXKHM HUITH KEHCKH) € eIWHCTBEHWAT KOoHTpauenTus, ko#fto cbuio npeanasea or IMMIA u XHWB /
CITHUH.

AKO ce NIeKyBaTe C ApYyT NMPOAYKT 3a BarMHAJIHO NMPWIOXKEHUE, ICUCHHETO TpA0Ba 1a 3aBbPIUN TIpeqH
3anoyBaHe WIH [POAbIKABaHE HA KOHTpALIGNUNATA ¢ BArHHAIHUA KPEM.

CnepoparenHo TpabBa 6Bbae IpenopbyaH APYT METOA 38 KOHTPALCITIMA.

4.5. B3AUMOJENUCTBHE C JIPYT'H JJEKAPCTBEHM MPOAYKTH H APYI'H ®OPMH
HA B3AUMOJIEHWCTBHE

IIpoTHBONOKa3AA KOMOHHALIHN C:
- MBXKKH Ope3cpBAaTUBH OT NONHYPETaH.
MMa pHcK OT CKbCRAHE.

He ce npenoppruBaT KOMOHHALIHM C:

- JlekapcTBeHH MPOAYKTH 32 BATHHAJHO NPHJIOKEHHAE

Bcsxo Ipyro NOXanHO NeyeHHe MoXe Aa HHAKTHBHPA CIIepMULIMIHATA JIOKATHA KOHTPA




- CanyHu

To3u cnepMULIMI C€ YHHIOXKABA OT CaITyH.
H364arpaiiTe BarMHanHa MPOMHUBKA CBC CANTYH TNPEIU WIH CleA NOJMOB aKT, 3all0TO JOPH MUHUMANHOTO

KOJIUYECTBO CAyH MOXE Aa HEYTpAIN3Upa e¢eKTa Ha AKTUBHATA ChCTaBKa.

UicneasaHe Ha CHBMECTUMOCTTA MEXKAY KpeMa H pa3iMuH{ TbProBCKH MapKU Ha MIPE3epPBaTUBU (Che U
fe3 jaTekc) He MM0Ka3Ba yBpexAaHe Ha PUINISCKUTE CBOMCTBA HA TECTBAHUTE IIPE3ECPBATUBH.

4.6. DEPTHIAUTET, BPEMEHHOCT H KBPMEHE

bpeMeHHOCT

KnuAnuHETE H eNHASMHOIOTHYHUATE H3CACABAHUA HE NoKalaxa ¢peKTH Ha MandopMauuy, IbIXallu ¢
Ha yrmoTpebaTa Ha NPoAYKTA Mo BpemMe Ha 6peMEeHHOCT.

Kspmene

MUHEMAITHH KOTU4YECTBA OT MPOJyKTa MOXE Aa ObAaT OTKPUTH B MaliyMHOTO MIIaKo. He ca ussecTHU
obaye HUKAKBH BpelHHU eGEeKTH U NMOpaaH TOBA MMPOXYKTA MOXKE JIa C€ ITPUIIara 1o BpeMe Ha peMeHHOCT.

4.7. E®@EKTH BBPXY CITIOCOBHOCTTA 3A INHO®HPAHE H PABOTA C MALLIMHH

HsmMa npoyuBaHus 32 eeKTHTE BLpXY CIIocoOHOCTTA 32 Iopupane # padoTa ¢ MalIMHU

4.8. HEXEJAHH JJEKAPCTBEHH PEAKIIHH

HexenanuTe iexapCTBEHY peakUuu, chrobmeHu ¢ PapMaTekce 10 BpeMe Ha NOCTMApKETUHTORUS OTIHUT,
ca U3OpoeHH MO-HONYy, MO CUCTEMO-OPraHHM KIACOBE M YeCcToTa, Karo ¢e U3MON3BaT CledHUTe
KaTeropuu: MHoro yectu (> 1/10), wectn (& 1/100 mo <1/10), vevectu (= 1/1 000 no <1/100), peaxn (>
1/10 000 mo <1/1000), muoro peaku (<1/10 000), yecTroTa HEW3BECTHA (HE MOKeE Oa ObAC OLEHEHA OT
HAJIMTHUTE JaHHHU).

HapymeHnnd Ha BL3NPOH3BOAHTENHATA CHCTEMA H I'bPAATA:

- Hen3ssecTHa 4ecToTa. reHUTaneH ,HHCHDMCDGPT, Bh3NAICHHUE H YCCLIAHE 34 MMAPCHE NPH COHHUA HITH
ABaMaTa I[MIapTHBOPH.

HapymeHHS HA HMYHHATA CHCTEMA

- HEH3BECTHA Y€CTOTa: peakLldd Ha CBPbXTyBCTBUTENHOCT.

Cro0maBaHe H3 MONO3IHPAHH HEXENaHH peaKLnH
CrobiapaHeTo HA NOJ03HPAHH HEXENaHH peaklMM cliel pa3peliaBaHe 3a ynorpeda Ha NeKapcTBCHUA

MPORYKT € BaXXHO. ToBa [103BO/IABa Ja MPOABIKHA HaOMOJAEHHETO HA CbOTHOILCHHETO MOMN3a/PUCK 33
NeKapCcTBeHUS NpoaykT. OT MEIUUUHCKHTE CHOEUHMANTMCTH C€ HU3UCKBA JAa cbobLIaBar BCAKa
NMOAO3UPAHA HEeXCITAHA PEaKIUg Ype3:
HMsnbmHUTENHA areHLHd 10 JIEKapCTBaTa
yn. Jamsau I'pyer” Ne §

1303 Codusx

Ten.: +35 928903417

yebcaliT: www.bda.bg

4.9. IPENO3HPAHE

He ca onucanu cry4yau Ha Mpeao3paHe




5. DPAPMAKOJIOTHYHU CBOUCTBA

5.1. DAPMAKOJAMHAMHYHU CBOHCTBA

M®apmakotepanenTuuna rpyna: FTEHUTO YPHHAPHA CUCTEMA U NOJJOBHU XOPMOHH
(Opy2u zunexoa0zuMnU CpeOCmsa, KOHmMpayenmueu 3a JT0KATHO NPUIONCERUE, UHMPABAZURAIHU
xonmpayenmusu) - ATC xoa: GO2BB

Mexanuzom na deticmaue; beH3aNKOHUEBUAT XJIOPUJ € KBaTEpHECPHA aMOHUEBA COM ChC CIIEPMHUUMIHO H
AHTUCENTHYHO AeHCcTBHE. AKTHBHOTO BEIIECTBO NPUYNHABA PA3KbCBAHE HA ClIEpMaTO30MIHATA
MeMOpaHa.

OUIHONOTHYHO, CIEPMHILIHAHUAT e(eKT ¢e NOCTHra B JIBE CTHIIKY: YHUINOKABAHE HA ONAIIKATA H Clel
TOBA HA FABATA Ha CAICPMAaTO30UIUTE.

Dapmarxodurnamuunu epexmu. EGUKacHOCTTa Ha TO3U METOJ 34 KOHTpaUENLUA Bapupa B 3aBUCHUMOCT
OT TOBA KOJIKO CTPHKTHO C€ CTIa3BaT HHCTPYKLIMUTE M MPELM3HOCTTA Ha BOJAEHHUA Pasrosop Npeau
NPEeANUCBAHETO.

Tbil KaTo He € OT XOPMOHAIEH NPon3xoJ, PapMaTeKkc HEe BIUIE BbPXY MEHCTPYAIHUA UKD, TMOUIOTO

U MNOJOBUTOCTTA.
Hama Momu¢ukaimg Ha canpoduTHaTa ¢nopa: bauwmnure Ha Dbderlein ce saaspxar.

B13 ocHOBA HAa eKCTIEPHMEHTATHM JaHHH, OeH3aNKOHUEBUAT XTOpM UMA U AHTUCENTTHYHU e(eKTH:

*in vitro TIDOAYKTHT ¢ AKTHBEH Cpelly peavna WHGEKUMO3HM areHTH, OTTFOBOPHH 33 TIOJIOBO
npenasaHu 6onectu, ocobeno: Neisseria gonorrhceae, Chlamydia spp., Herpes simplex tan 2, HIV,
Trichomonas vaginalis, Staphylococcus aureus. Tolt obave HAMa akTUBHOCT BRpXY Mycoplasma spp. 1
HUCKA aKTHBHOCT BepXy Gardnerella vaginalis, Candida albicans, Haemophilus ducreyi u Treponema
pallidum;

* in Vivo, HIKOH eNeMEHTH ITOCOYBAT Bh3MOXKHA AeHHOCT B IPEeBEHIMATA Ha HAKOHU IOJIOBO TIpeIaBaHU
GonecTH, Ge3 IIpeKH N0KA3IaTEICTRA 3a TOBA IIPEBAHTHUBHO JcHCTRHUE.

5.2. DAPMAKOKMHETHYHU CBOHCTBA
Benzankouuen xnopHa ce abcopbupa camo B HE3HAYUTENHA CTEINEH OT BATKHANTHATA MYKO3a,

5.3 MPEAKTHHUYHH JAHHU 3A BE3OITACHOCT

HexnuuuyHuTe MaHHY HE [MOKA3BaT ocobeH pHCK 3a XopaTa BB3 OCHOBA Ha KOHBEHUHOHATHH
mpoyuyBaHHus 3a JapMmaxkoliorMyHa 0e30MacHOCT, TOKCUYHOCT MNOpU  MHOrOKPaTHH  A03H,
r¢HOTOKCHYHOCT, KAHLEPOreHeH [TIOTEHUMAN, penpoayKTIBHA TOKCHYHOCT.

6. DAPMAHNEBTHUYHH TAHHH
6.1.CITHCBHK HA IIOMOINHHUTE BEILECTBA

JlumoneHa KucenuHa He3BoaHa

Maxporon 500 n 1500

eTUneHrnukon creapar (1efose 63)
JAHHaTpHeB XuxporeH ¢ocdat poackaxuapar
JlaBaHIyJI0BO MACno

[IpeyucteHna soaa

6.2. HECbBMECTHMOCTH

He e npunoxumMo

6.3.CPOK HA T'OJHOCT




36 Mecelia
6.4. CIEINUAJIHM YCJIIOBU 3A CBXPAHEHHUE

Ila ce chXpaHsaBa IIpH TeMIiepaTypa noa 25°C.

6.5.BHJ{ 1 CBABPXKAHHUE HA OIIAKOBKATA

72 g KpeM B aTyMHHHEBa TyOa ¢ enokcHdeHoJIEH NTaK H arUIHKaTop,

6.6. CIIELIMAJTHHA ITPEJAITIAZHHA MEPKH ITPH A3XBHPJISIHE 1 PABOTA
Hama cneumManiy H3UCKBaAHHA

7 IPATEXKATEJ HA PASPENIEHHETO 3A YIIOTPEBA

LABORATOIRE INNOTECH INTERNATIONAL
22 Avenue Aristide Briand

94110 ARCUEIL, ®panHupm

8. HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEBA

Per. Ne 9800112
9. IATA HA ITBPBOTO PA3PEIIEBAHE/ HOJHOBABAHE HA PASPENIEHHETO 3A

YIIOTPEBA

Jlata Ha MBPBO paspelasane: 17.04.1998
IaTa Ha nocieaHO NOAHOBABAHE! 01.07.2010

10. IATA HA AKTYAJIM3UPAHE HA TEKCTA




