KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA
1. AME HA JIEKAPCTBEHMUS ITPOAYKT

PAPMATEKC 1,2% Barunajien Kpem
PHARMATEX 1,2% vaginal cream

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

AKTHBHO BELLECTBO:
benzankonues xnopua (Benzalconium chloride) .......ocoovvevveivieeiecniiinnnnnnn. 1,20 g
[Ton popmara Ha BoAeH pa3TBOp Ha OeH3ankoHueB xyiopua npu 50% w/v...2,40 g

3a 100 2 sazunanen kpem.
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3. JEKAPCTBEHA ®OPMA

BaruHajieH Kpem

......................................................
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4.1 TEPAIIEBTUYHHA ITOKA3AHUS

JlokajiHa KOHTpaLErnLuusA: TO3M METO/L 3HAYUTE/IHO HaMaJIsiBa pUCKa OT HexeslaHa OpeMEeHHOCT,

HO HE 0 eIMMMHHUPA HAIThJIHO.

E¢ukacHoCcTTa 3aBUCH OT Cna3BaHETO HAa MHCTPYKUMHUTE 3a ynoTpeoda.

To34 Ha4YMH Ha JIOKaJIHA KOHTpaLEenuusa € NpeaHa3HavYeH 3a BCHYKH XK€HH, TPH KOUTO Ce

Npenopb»4YBa KOHTpALIENLUA U MO CMELHAHO:

- Ilpu BpeMeHHH WK aOCOMOTHH NMPOTHUBONOKAa3aHUA HA XOPMOHAJIHH KOHTPALIENITHBH HJIH
BBTPEMATOYHH CpeACTBa (CrIMpaIH),

- Cnen paxxaaHe, 1o BpeMe Ha KbPMEHE WM B NEpUOAa Npeau MeHoIay3ara;

- 3a BpEMEHHA KOHTpaLUenLUs;

- B cny4a#, ye e nponycHaT nNpy¥eM Ha NpOTHBO3a4yaTb4yHa TabeTka: B TO3W Clly4ai, BaTa METOa Ha
KOHTpauenuus TpsbBa na ce KOMOMHHUpAT 10 Kpas Ha LIMKbJIA;

- Kato nombjHEHHE KbM JIOKaJHaTa KOHTpaLenuus, W3Moj3BaikM BarvMHanHa Tana (nuadparma,
LIEpBHKAJIHA Tara) WIKM BbTPEMAaTOYHH KOHTPALENTUBHH YCTPOMCTBA (CnMpaiu, 0coOeHO B Cily4yai Ha
penoBHa ynorpeba Ha siekapcTa kato HCIIBC).

4.2. 103UPOBKA U HAYHH HA INPHJIOXEHHE

Jo3upoBKa

CucTeMaTH4Ho MMPHJIOXKCHHE MNPEAH BCCKH MNMOJIOB AKT, HE3aBUCHUMO OT (b&BﬂTEI Ha MCHCTPYaAJIHHA LUHUKDBJI.

Havun na npunoowcenue

3a BarMHAJIHO MPHJIOXKEHHE.
B niernanio nonoxxeHre HaHeCeTe e1Ha 103a KpeM IbJ00KO BbB BJIArajiMLLIETO C MOMOLITA Ha arIuKaTopa.
Hayanoro Ha edekra e He3abaBHO U npoab/pkasa 10 10 yaca.

B cny4yai Ha NOBTOPEH MOJIOB aKT, HAHECETE JApyra A03a KpeM ¢ MOMOLITa Ha aruTHKaTo
BenHara cnej noJjioB akT € Bb3MOMHO CaMO BbHIIHO M3MHMBaAHE ¢ YHCTa BOJA.

4.3. IPOTHBOIIOKA3AHMS 13 i QIR
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TOYKAa 6.1.

4.4. CIIEITAAJIHHA NPEAYIIPEXJIEHHA H ITPEAIIASHU MEPKH ITPH YIIOTPEBA

AKO ce H3noJI3Ba NMPaBWIHO MPH BCEKH NojIoB akT, PapMmaTeke € ¢(peKTHBEH 3a HAMAIABaHE Ha PHCKA
OTpeMeHHOCT. TO3M JIOKaJleH MeTOA 3a KOHTpauenuus ofaue € no-Manko e(eKTHBEH OT IPYTHTE
BHOOBE METOAH 34 KOHTPaUECNUMA, Hanp. XOPMOHAjlHA KOHTpauenuds, Chnupany, adadparms,
LISPBHKAIIHM T&NHW MM NpPe3epBaTHBH.

EdukacHoCcTTa HA KOHTPALIENLIMATA 3aBUCH OCHOBHO OT MPABUIHOTO M M3MOI3BaHe, 3aTOBA € BAXKHO J1a
ce o0ACHH TOYHO Ha MallMeHTa MHCTPYKLHHTE 3a ynorpeba M Ja ce rapaHTHpa, Y€ T€ Ca NpPaBHIHO
pa3bpaHH.

To3u Tin xouTpauenuusa Tpadsa aa ce U3bArsa or NKMLA, KOETO HE MOraT Ja pa3bepaT HHCTPYKLHHTE
HA4YHHA Ha MIPHIOKEHUE.,

AKO TO3W THI KOHTpAllSNUHA Ceé M3MON3Ba B ClIy4ad Ha 3abpaBeH MnM 3abaseH npHeM Ha opajHa
KOHTpALENLMs, NMpernophysa ce€ OTHOBO fa ¢€ O0ACHH Ha malHeHTa HEOOXOOHMOCTTA Aa MPOAB/IKH
oOHuaiiHaTa CH OpalHa KOHTpalenuus,.

Tpabea na ce cna3Bart CACAHUTE YCIOBHA:

- CHcTeMHO Ja ce npuinara eHa 4033 KpeM OwI00KO BBB BIArajiHLIETO NMpeAH BCEKH NMONOB akKT,
He3aBUCHMO OT (pa3aTa Ha MEHCTPYaIHHA UHKDII,

- Jla ce u3bArsa M3MHMBAHETO WM NPOMHBAHE HA BIATAJIMINETO CBHC CAMYH 2 4aca Mpead WiM 2 4aca
cnel MOMOB akT, 3alll0TO JOPH MHHUMAJIHO KOJNIMYECTBO CAITyHEHa BOJA, HeyTpanmusupa edekra Ha
AKTHBHOTO BElIECTBO. CaMO BBHLUHO W3MHBAHE C YHCTA BOJA € BE3MOXKHO M 3a IBAMATA NMAPTHLOPH.

- AKO nauMeHTa HCKa Ja ce H3Kbile, TpadBa Aa n3daxa roHe 2 yaca, Thil KATO PUCKYBA Ja CIMMHHHpA
JICKAPCTBEHHA NPOAYKT;

- Ha ce u30area KkenaHe, IUTyBaHe B MOPETO M B 0aceiH , 3all[0TO KOHTPAUCNTHBHOTO ASHCTBHE MOXKE
na 6b1e HaManeHo;

- AKO BB3HHKHAT HAKAKBA FEHWTANHU NE3MM WIH CBIUECCTBYBALUMTE C€ BIIOIIAT, MPUIIOKEHHETO Ha
Qapmarekc Tpabpa 1a ce NpeycTaHORBH.

- To3n MeTon Ha KOHTpaLenuMa He mnpeanasea ot nonoeo npeaasany wHdexuuu (TTTTH) wnu cpeury
BHpyca Ha 4oBelIKaTa MMyHHa HepoctaTpuHOCT (XHB), koito npuuuuasa CITHH (cunapom Ha
NpUAOOHTa HMYHHA HEAOCTATHYHOCT). [IpaBHNHO H3MON3BAH MO BpeMe Ha MOJIOB aKT, NMpe3epBaTHBBT
(MBLKKH HIM JKEHCKH) € €AUHCTBEHHAT KOHTpauenTuB, KOHTO cbiio npeanazpa ot IIITH uw XHUB /

CITUH.

AKoO ce JieKyBaTe ¢ IpYr NpOAYKT 3a BATHHAIIHO MMPWIOXKEHHKE, IeYEHHETO TpAOBa J1a 3aBLPINH Npeay
3aM0YBaHe WIH NMPOAB/DKABAHE HA KOHTPALEIILIMATA C BATHHANTHHA KPEM.

Cneaosarenno Tpabsa 6bae npenopsyaH ApYr METO/ 32 KOHTpALIELIHA.

4.5. BBAUMOJAEHCTBHE C JIPYTH JEKAPCTBEHY NPOJAYKTH U IPYTH ®OPMH
HA B3AUMMOJEVCTBHE

He ce npenopb4BaT KOMOHHANHH C:

- JlekapcTBeHH NPOAYKTH 32 BArHHANHO HPHJIONKEHHE
Bcako Apyro JOKAHO IeYeHHe MOXKE /1a HHAKTUBUpA CEPMHLIMAHATA TOKAJIHA KOHTpallenHA.
- Canynu

To3u cnepMULIMA C€ YHULI0XKABA OT CallyH.

KOJIMYECTBO CAITyH MOXKE Ja HeYTpalH3Hpa €(eKTa Ha akTHBHATA ChCTAaBKa.

Hicneasane Ha CbBMECTHMOCTTA MEXAY KPEMa H Pa3THYHH TbProBCKH MapKH H
6e3 aTekc) He MoKa3Ba yBpexaaHe Ha GHU3HUECKHTE CBOMCTBA Ha TECTBAHHTE N




4.6. PEPTHWIHUTET, bPEMEHHOCT U KhbPMEHE

bpemennoct

KIMHHUYHHTE U ENHASMHOJIOTHYHHTE U3C/ICABAHHA HE NOKa3axa eekTd Ha ManopMaliH, Jb/DKALIH Ce
Ha ynoTpebara Ha NPOAYKTA MO BpeMe Ha OpeMEeHHOCT.

Knpmene

MUHUMANIHY KOTUYECTBA OT NPOAYKTa MOXKE 2a ObaaT OTKpHUTH B MaHuuHOTO Misiko. He ca n3BecTHH
obaye HUKAKBH BPeAHH €(PEKTH M TOPAAH TOBA NPOAYKTa MOXKE Ia ce Mpuiara o BpeMe Ha peMEeHHOCT.

4.7. EOEKTH BbPXY CIIOCOBHOCTTA 3A MIOPHPAHE H PABOTA C MAIITHHA

Hsama npoyuBaHu4 3a eekTHTe BHPXY crnocobHOCTTA 38 WodHpaHe H padoTa ¢ MallHHY

4. 8. HEXEJIAHHA JIEKAPCTBEHH PEAKIITNHA

Hexenanute nexkapcTeeHy peakuuy, cpobieHn ¢ PapMaTeke rno BpeMe Ha MOCTMApKETHHIOBHS OIHT,
ca H30pOoEcHH no-Z0May, MO CHCTEMO-OPraHHH KIacOoBe M 4HEeCTOTd, KATO C€ H3MON3BAT CACHOHHTE
KaTeropu: MHoro yectH (> 1/10), vectu (> 1/100 no <1/10), neuectu (= 1/1 000 no <1/100), peaxu
1/10 000 no <1/1000), muoro peaku (<1/10 000), c Heu3BecTHA YecTOTa (HE MOKe Ja OBae OlLieHEHA OT
HATTUYHUTE JaHHH).

Hapyimienns HA BL3NPOH3BOJHTETHATA CHCTEMA H I'bp/JATA:

- C HEH3BECTHA YECTOTa: I€HHUTANCH QUCKOMGOPT, BB3TIAJICHHE H YCelllaHe 3a NMapeHe NPH €AHHHA WIH
JBaMaTa MmapTHbOPH.

Hapymenus HR HMYBHATA CHCTEMA

- C HEH3BECTHA YECTOTa: PEeaKklUa Ha CBPbXYYBCTBHTEITHOCT.

Crobmasane HA NO03NPAHH HeXKeJAHH PEAKIHH

CrobinaBaHeTo Ha NOAO3UPAHK HEXKETAHH PeaKliMM ciief] pa3peluaBaHe 3a ynoTpefa Ha neKapcTBEHHA
NpOAYKT € BaXXKHO. ToBa Mo3Bossa Ja NPOAL/DKH HabNIOAEHHETO HAa CHLOTHOLIEHHETO TMOJI3a/PUCK 32
JeKapCTBEHH MNpOAYKT. OT MeJAUUMHCKUTE CIICUHATMCTH ¢€ H3HCKBA Ja CboOlIaBaT BesAKa
NOAO3HpaHA HE)KEJIaHA peaklds upes:

H3anmbanurenna areHuHs 1o Jekapersara

yn. ,,Jaman I'pyen” Ne 8

1303 Codus

Ten.: +35 928903417

yebcaiiT: www.bda.bg
4.9. MIPENO3HPAHE

He ca onucaHu cnyyau Ha Npeao3UpaHe.

5. DPAPMAKOJIOTMYHHE CBOMCTBA

5.1. PAPMAKOJHUHAMHYHUA CBOUCTBA
Papmakorepanesrndna rpyna: TEHUTO YPHHAPHA CUCTEMA U ITIOJIOB

(Opyzu 2unexonozuunu cpedcmea, Konmpauenmusu 3a T0KAIHO NPUTIOICCHUE, UN
Koumpayenmueu) - ATC xon: G0O2BB

Mexanuzvm na deticmeue: BeH3aIKOHHEBUAT XNIOPHJ € KBaTepHEPHa aMOHHEBAE COJT
AHTHCENTHYHO AE€HCTBHE. AKTHBHOTO BELIECTBO NMPHUHHABA Pa3KbLCBaHe HA CriepMa




MeMOpaHa.

CDHBHOHOFH‘-!HD, CNNepMHUHOHUAT E(bBKT CC NMOCTHIa B ABE CTHIIKH. YHHLIOXKABAHE Ha ONallKaTa H CJIcCH
TOBA Ha I'JIaBAT4d Ha CNICPMATO30HHTE.

Dapmaxodounamuynu ecpexmu: EdpuxacHOCTTa Ha TO3M METOA 33 KOHTPALIENILMSA BAPUPA B 3aBHCHMOCT
OT TOBA KOJIKO CTPHKTHO C€ CMa3BaT HHCTPYKUMHUTE H NMPEUM3HOCTTA Ha BOACHHS pPa3roBOp Npeau

NPEANUCBAHETO,
Tbil KaTO HE € OT XOpMOHaNIeH NpoH3xoH, PapMarekc He BIHAE BEPXY MEHCTPYAIHHS LIHKEI, THOUAOTO

H IUIOAOBHTOCTTA.
Hama Mmonuduxaius Ha canpoduTHaTa ¢opa: fawpuure Ha Dderlein ce 3anppixar.

B3 0CHOBA Ha €KCNIEPHUMEHTATHH AaHHU, OEH3ATKOHUEBHAT XJIOPH MMA U AHTHCENTHYHH e(DEeKTH:
*in vitro NPOAYKTHT € AaKTHBECH cpeuly peadua HHGPEKUHO3HH areHTH, OTrOBOPHH 3a TONOBO
npeaaBaHu bonectu, ocobeHo: Neisseria gonorrhoeae, Chlamydia spp., Herpes simplex tunt 2, HIV,

Trichomonas vaginalis, Staphylococcus aureus. To# obasie HAMa akTUBHOCT BBpXY Mycoplasma spp. v
HUCKa aKTUBHOCT BbpXy Gardnerella vaginalis, Candida albicans, Haemophilus ducreyi v Treponema

pallidum;
* in vivo, HAKOH €JIEMEHTH NMOCOYBAT BBE3MOXKHA ASHHOCT B MPEBEHUUATE HA HAKOH TIOJIOBO NPEAABAHH
bonecTn, 63 NpeKH AOKA3aTEeNICTRA 32 TOBa NPEBAHTHBHO JcHCTBHE.

5.2. PAPMAKOKHHETHYHM CBOMCTBA

bensankoHHeB XJI0pH] ce abcopOupa camMo B He3HAYHMTENHA CTENEH OT BarMHAJIHATA MYKO3a.

5.3 IPENKJIMHHHYHHW TAHHH 3A BE3OIIACHOCT

HexnHHHYHHTE JaHHH He noka3zBar ocobeH pHck 3a Xopara Bb3 OCHOBA HAa KOHBEHLMOHAIHH
npoy4yeaHus 3a <{apmakonornyHa 6e30MacHOCT, TOKCHYHOCT TNpPH MHOFOKPAaTHH  AO3M,
NeHOTOKCHYHOCT, KAHLIEPOreHEH NOTeHLUMA, PeNPOAYKTHEHA TOKCHYHOCT.

6. DPAPMAIIEBTHYHHA TAHHH
6.1. CIIMCHK HA IOMOIIHUTE BEINIECTBA

JInMoHeHa KuceJHHa 0e3BoaHa
Maxkporon 300 u 1500
Erunenrnukon creapar (Tefose 63)

HuHatpues xuaporeH pocdar goaekaxuapar
JlaBanaynoso Macio
[Ipeuncrena soaa

6.2. HECBbBMECTHMOCTH
He e npunoxumo

6.3. CPOK HA I'ODHOCT

36 meceua

6.4. CIIEITMAJIHH YCJIOBHUA 3A CHXPAHEHHE

Ha ce cpxpaHABa NMpH TeMriepaTypa nog 25°C.




6.5.BU0 U CHABPXXAHUE HA OITAKOBKATA
72 g KpeM B aryMHHHEBRA Ty0a ¢ enoKkcH(eHONEH JIaK K alUTHKaTOp.
6.6. CIEITNAJIHH ITPENITAZHA MEPKH ITPH U3XBBHPJISIHE U PABOTA

Hama crnieriManHu M3UCKBAHHA

7. IIPUTEXATEJI HA PAZPEINIEHHUETO 3A YIIOTPEBA

LABORATOIRE INNOTECH INTERNATIONAL
22 Avenue Aristide Briand
94110 ARCUEIL., ®panuus

8. HOMEP(A) HA PASPEINIEHUETO 3A YIIOTPEBA

Per. Ne 9800112

9. IATA HA ITBPBO PA3PEIIEBAHE/ NIOJHOBABAHE HA PA3SPEILIEHHUETO 3A
YIIOTPEBA

HaTa Ha mepBo pa3peiuaBane:; 17.04,.1998
JlaTa Ha nocneaHo nogHosasaHe: 01.07.2010

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

06/2021]




