KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA

1. AME HA JEKAPCTBEHHMSA IPOAYKT

OAPMATEKC 18,9mg necapn
PHARMATEX 18,9 mg pessaries

2. KAUECTBEH 1 KOMIMYECTBEH CbhCTAB

Bensankonues xyopua (benzalkonium chloride).......cooncciviiniiiiininincsinn, 18,9 mg

nox dopMaTa Ha BOEH pa3TBop Ha Gensankonues Xiopua npu 50% W/V.aerieecrennens 37,8 mg
3a eIUH necap.

3a ITHJIHKA CITUCHK HA MTOMOLIHHTE BELICCTBA BHK T.

6.1

3. JEKAPCTBEHA ®OPMA

[1ecap

+ KJIMHWYEN TAHHA

4.1. TEPAITEBTHYMHH INOKA3AHHWS

JToKaNHA KOHTPALENLKA: TO3H METOJ 3HAUMTEHO HAMAJIABA PUCKA OT HeXKeslaHa OPEMEHHOCT, HO HE ro
npeMaxBa HaITBJIHO.
EJHKACHOCTTA 3aBHCH OT CHA3BAHETO HA HHCTPYKUHMHTE 34 ynoTpeba.

To3u IOKaNeH METOA 38 KOHTpallenLys € NpeAHa3Ha4YeH 38 BCUUKH KCHH, KOMTO CC HyKIAAT OT

KOHTpaLemniHs, H 0cobeHo:

- AKO MMa BPEMEHHO WM aGCOMIOTHO MPOTHBOMOKA3AHHE 33 H3MO3BaHe HAa XOPMOHATHA KOHTPALCTIIHA
WK BBTPEMATOYHH YCTpOHCTBA (CMHPAIH);

- Cnen paxxaaHe, 0 BpeMe Ha KbpMeHe WiIH OKOJIO MEHONAY3aTa;

- Korato ce U3MCKBa eny30AHYHA KOHTPaALCNUKA,;

. Koraro ce npenophusa JOMBIHHTEJIEH JIOKANIEH METO/, 33 KOHTpAlIeNILMsA B CHTYAlHH, KOraTo NpUeMBT Ha

opanHa KoHTpauenuus e 3a6panen unu 3abases. B To3u ciryHaH apata METOAa 38 KOHTPALCIIHS TpsOBa n1a ce

kOMOMHHpAT A0 Kpad Ha MCHCTPYaTHHA LIUKBJI.

- Kato nommiHeHHe KbM JOKAJIHATA KOHTpalenUMd, KaTO CE¢ H3MOJ3Ba BarHHalHa Tana (nuadparma,
HEPBUKATHA Tana) WIH BETPEMATOUHH KOHTPaUENTHBHH yCTPOHMCTBA (cnupand, ocobeHo B ciayuad Ha
penoBHa ynotpeba Ha nekapersa karo HCIIBC).

4.2. 1O3APOBKA H HAYHH HA
NMPIWIOXEHHE

Ho3apoBKa
CHCTEMATHYHO MPHICKERHE NPEAM BCEKH MOJIOB aKT, HE3aBHCHMO OT (azaTa Ha MEHCTPYAIHHA LIMKBIL.

HavyHH HA NPHJIOKEHHE
BaruHasieH ITeT.
B neruaso nojoyKeHHe NoCTaBeTe euH necap AbI0OKO BB BAArAIHILETO 5 MHHYTH

nosnos axT. EdekrsT Tpae ao 4 vaca.

B cnyyait Ha NOBTApAILL C€ MOJIOB aKT MOCTABETE ApYr necap.
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Beauara cnen nojiop akT € Bb3MOXKHO CaMO BBHRIIIHO H3MHBAHE C YHCTa BOJA

[TpakTH4ECKH CHBETH:

To3# MeTOA Ha KOHTpaLENLKA € CBBMECTHM ChC CHIHKOHOBH AHa(parMH H LIEPBHKAIHH TANK, KAKTO H MBXKKH
Npe3epBaTHBH OT JIATEKC W MOJHU3ONPEH (BXK. TOUKA 4.5).

4.3. MIPOTHBONOKA3AHWA

CBpBXUYBCTBHTEJIHOCT KbM  8KTHBHOTO BEUISCTBO MJIH KbM HSKOE OT [OMOUIHHMTC BEHIECTBA,
n36poeHM B To4Ka 6.1.

[Ipu H3non3BaHEe HA MBIKKH IIPE3€PBATHBH OT MOJIHYPETaH.

4.4. CIIEIUAJIHA IPEAYIIPEXKAEHNSA U IPEJNIA3HA MEPKH ITPH YIIOTPEFA

AKO ce M3MON3Ba NPaBWIHO TMPH BCEKH NonoB akT, PapMmaTekc € epeKTUBEH 3a HAMAABAHC HAa pUCKa OT
6pemennocT. To3M JOKaJieH METOMA 3a KOHTpalenuusa obaue € ro-Manko edexruBeH OT APYTHTE BHAOBE
METOJM 332 KOHTpALENLHA, Hanmp. XOPMOHAHA KOHTpaUeNlus, CITHpaH, fHadparMH, IEPBAKAIHU Talld HIH
npe3epBaTHBH.

EdexTHBHOCTTa HA KOHTpaLENLMATA 3aBHCH OCHOBHO OT MpPAaBWIHOTO MY H3MOJI3BAHE, 3aTOBA € BAXKHO J1a CC
0OACHAT TOYHO Ha MALMEHTA MHCTPYKIIHHTE 3a ynoTpeba 4 Ja ce rapaHTHpa, Ye Te ca MPaBrJIHO pa3bpaHH.
To3u THN KOHTpaUeniis TpaOBa 1a ce H30ArBa OT BCAKO JIHLIE, KOETO HE MOXe Jia pasbepe, HUTO a MPHIOKH
TO3H JICKAPCTBEH MNPOAYKT.

AKO TO3H THI KOHTpalleniMs C€ H3NOM3Ba B choyvyalk Ha 3abpaBeH i 3abaBeH mnpueM Ha OpanHa
KOHTpaLENUKs, NpPEeNnopsuBa ce OTHOBO JAa c¢e O0ACHH Ha TMalHeHTa HEOOXOAMUMOCTTa Aa NPOAB/DKH
obuualiHaTa CH OpajlHa KOHTpaLenuus.

Tpabra na ce cria3BaT CJICAHHTE YCIOBHA:

- CHCTeMHO nocTaBsiiTe eqHH Necap ABIOOKO BbB BIATaIMILETO NMpeJH BCEKH MOJIOB AKT, HE3ABHCHMO OT
(azaTa HA MEHCTPYAIHH LUKBJT,

- U36srBaiite M3BMHBAHE WIH NPOMHBAHE Ha BIATAHILETO CHC CAyH 2 Yaca Npeay WK 2 yaca clies nojos
aKT, 3alOTO JOPH MHHHUMATHO KOJMYECTBO CallyHeHA BOJAa HeyTpanH3Hpa edekra Ha aKTUBHOTO BELICCTRO.
CaMo BBHHIIHO H3MHBaHe C YHCTA BOJA € Bb3MOXHO H 3a JBaMaTa napTHLOPH.

- AKO nOoTpeGHTENAT HCKA Aa Ce M3KbIE C YHCTa BOAA, H34HaKaWre MoHe 2 4yaca, ThA KaTo pHCKyBa Ja
eNMMHHEHpa NPOAYKTA;

- U36srpaifTe na ce KbIiere, Aa IUTyBaTe B MOpETO, B 6aceliH WK ApyTo, 3al00TO KOHTPALeTTHBHOTO J¢HCTBHE
MoXe Aa Obae HaMaJIeHo;

- AKO Bb3HMKHAT HAKAKBHM MeHUTAJIHH JI€3WH WIH CbILECTBYBALIHMTE CE BJIOLIAT, IPHIOKEHHETO Ha PapMaTekc
TpaOBa Aa ce NMpeyCcTaHOBH.

- To3n MeTON1 Ha KOHTPALENLUs He Mpeana3pa oT noioeo npegasaHu HHpexuun (IMIA) win cpeuy BHpyca
HA YOBEILKATA UMYHHA HegocTaThuHOocT {(XUB), koitro npuuunssa CITWH (curapomM Ha npuaobHTa HMyHHA
HEAOCTATHYHOCT). AKO C€ W3IO/I3BA MPABWIIHO M0 BpeMe Ha MOJIOB KT, MPe3epPBaTHEBT (MBXKKH HIH XKECHCKH)
e eJUHCTBEHUST KOHTpauenTus, koifro cso npeanassa or [IITH u XUB/CIIMH. Ako ce nekyBare ¢ Apyr
NPOAYKT 3@ BATHHAIHO NPHJIOKEHHE, JIeYeHHeTo TpAOBa Aa 3aBbpLUM NPEeAM 3aN0YBaHe HJIH NPOAb/DKABAHE HA
KOHTpaLenuuaTa ¢ necapu. CinenosarenHo TpsGsa na Obae npenopbyaH Apyr METOM 3a KOHTPALICIILHA.

45. B3AMMOIEMCTBHEC JPYIH JEKAPCTBEHHM IPOAYKTH H JAPYIH ®OPMH
HA B3AUMOJEUCTBHE

IIpoTEBONOKA3HH KOMOHHALHA C:
- M1XKH npe3epBaTHBH OT MOJHYPETaH.

Hma pUCK OT CKBCBaHE.

He ce npenopbuBaT KOMOHHAIHA C:




- JTexapcmeenu npodyKmu 3a 6a2UHARHO NPUNOICERUE
Beako Apyro NOKAMHO JiedeHHe MOXe 1a HHAKTHBHDA CIePMHLIMAHATA JIOKATHA KOHTPALICTILIHA.

- Canynu

To3u ciepMUIIMA c€ YHHULIOXKABA OT CalTyH.

H36arpaliTe BarHHaJIHA IPOMHBKA CHC CAITYH MPEAH WIH C/ICH [IONOB aKT, 3al0TO AOPH MHHHMAITHOTO
KOJIMHMECTBO CAMyH MOXe a HeyTpanu3upa ¢eKkTa Ha aKTHBHATA CHCTABKa.

MacnenBaHe Ha CHEBMECTHMOCTTA MEXKIY TIECAPHs M pa3iMiuHM THPrOBCKM MapKH Ha Npe3epBaTHBH (Che U Oe3
IaTEKC) He € NOKA3aJI0 YBpexkaaHe Ha PH3HIECKHUTE CBOHCTBA HA TECTBAHWTE NPE3ePBaTHBH.

4.6. PEPTHJIHTET, BPEMEHHOCT 1 KBPMEHE

BpeMennocT

KIIMHHYHHTE M eNHAEMHOJIOTHYHUTE M3C/IeABaHuA HE MoKa3axa e(heKTH Ha Maj(popMaLlMH, AB/DKALIH C¢ Ha
ynorpebaTa Ha NPOAYKTa O BpeMe Ha OPeMeHHOCT.

Knpmene
MHHMMATHH KOJHYECTBa OT MPOLYKTa MOxe Aa Ohaar oTKpUTH B MaitunHoTO Miisiko. He ca ussectHu obate
HMKAKBH BPEAHH epeKTH B IOPaji TOBA NMPOAYKTa MOXKE Jia Ce NpUara rno BpeMe Ha OpeMeHHOCT.

4.7. EOEKTH BHPXY CITOCOBHOCTTA 3A MIOPHUPAHE U PABOTA C MAIIIMHHA
Hsma npoy4BaHus 3a eeKTUTe BBEPXY CIOCOGHOCTTa 3a odKpaHe M paboTa ¢ MalLlHHH.

4. 8. HEXKEJIAHM JIEKAPCTBEHM PEAKIIH

HesxeNnaHHTE JEKAPCTBEHH peakLii, ChobleHH npyu PapMaTeke Nno BpeMe Ha MOCTMapKCTHHIOBHA OIUT Ca
H3GPOEHH 1O-H0MTY 10 CHCTEMO-OPraHHM KI1acOBe M YECTOTa, KaTo Ce U3NOI3BAT CIeAHHTE KaTeropHu:
mHoro yectu (> 1/10), uectd (= 1/100 no <1/10), newectu (= 1/1 000 no <1/100), peaxu (= 1/10 000 no
<1/1000), muoro pexaku (<1/10 000), gectora Heu3BecTHa (He Moxke a Ob/E OLEHEHA OT HATHYHHTE TaHHH).

Hapymenus Ha Bh3NPOH3BOAUTEHATA CHCTEMA H rbpaaTa
- ¢ HEM3BECTHA YECTOTa: FeHHTaleH JUCKOMOOPT, BE3NANCHHE H YCELIaHe 32 TIapeHe.

HapymenHs HA HMYHHATA CHCTEMA
- ¢ HEW3BECTHA YECTOTa: peaKiiHa Ha CBPbXYYBCTBHTEIHOCT.

Cro0uaraHe HA MOJAO3HPAHH HEKEIaHH PeaKI[HH
CpoBIIaBaHETO HA MIOJO3HMPAHU HEXKENaHW DPEeakUMW Cjefi paspeulapaHe 3a ynoTpeba Ha JICKapCTBEHH

nponykT € BaxHO. ToBa MO3BONABA Ja MPOABDKH HaOMONCHHETO HA CBOTHOLICHHETO noJi3a/pucK 3a
NEKapCTBEHHA MpoAyKT. OT MEeAMUHMHCKHTE CMELHaaHCTH €€ W3HUCKBa Aa CHOOIaBaT BCAKA IMOA03HpaHA
HexKeJlaHa peaKLHs upes:

HsmeaHATEIHA areHUMA 110 JICKapCTBaTa

yi. ,,JJaman I'pyeB” Ne 8

1303 Codusa

Ten.: +35 928903417

yeOcaiiT: www.bda.bg

4.9. MIPEJO3HAPAHE
He ca onucaHM ClyaH Ha NMpeAo3upaHe.

5. PAPMAKOJOI'HTYHHA CBOMCTBA

5.1. PAPMAKOIMHAMWYHHA CBOMCTBA




dapmakorepanesTuuna rpyna: TEHATO YPHHAPHA CHCTEMA H ITOJIOBH XOPMOHH (apyrn
FHHCKOJIOTHYHH CPEACTBA, KOHTPALECOTHBH 33 JIOKAJHO NPHJCKEHHEe, HHTPABATHHA/IHH
xkouTpanentusn) - ATC xox: G02BB

Mexanuzvm Ha Oeticmaue: BeH3AIKOHKEB XJIOPU € KBapTepHEPHA aMOHHEBA COJI CbC CIICPMHLHIHO H
aHTHCENMTHYHO NCUCTBHE.
AKTHBHATa ChCTABKA MPEeJH3BUKBA PYNTypHpaHe Ha MemOpaHaTa Ha CnepMaTo30MIuUTe.

OU3HONOTHYHO, CIIEPMHLIMAHOTO AeiiCTBHE cE NOCTUra Ha 2 CTHIKH:
paspyllaBaHe Ha OTIALIKATA M CJI¢/l TOBA Ha IIaBaTa Ha CepMaTO30HA.

Papmaxodunamuynu egpexmu: EQHKaCHOCTTa Ha TO3H METOJ 38 KOHTPALIENUMA BapHpa B 3aBHCUMOCT OT TOBA
KOJIKO CTPHKTHO C€ CINa3BaT MHCTPYKLUMHTE H TOYHOCTTA HAa JUAJora, BOACII A0 NPeANHCBaHe.

dapMaTeKc HE BJNSE BHPXY MEHCTPYaHHMA LHKBI, TMOUI0TO U ILIOAOBUTOCTTA, ThH KATO HE € JICKAPCTBEH

MPOAYKT OT XOPMOHAJIEH XapaKTep.
Hama moxudukaimsa Ha canpodurHara ¢uopa: Gauunure Ha Ddderlein ce 3axbpixar.

B13 OCHOBA Ha EKCNIEPUMEHTAIHH JAHHH, GeH3AIKOHHEBHAT XJIOPHA HMA M aHTHCENITHYHH S(PeKTH:

* in vitro NpPOOYKTBT € AKTHBEH cpelly peaHLia HHGMEKUHO3HH areHTH, OTrOBOPHH 3a IOJIOBO IpcaaBaHH
GonecTH, ocobeHo: Neisseria gonorrhoeae, Chlamydia spp., Herpes simplex tvn 2, HIV, Trichomonas
vaginalis, Staphylococcus aureus. Toli obade HAMa aKTHBHOCT BbpXy Mycoplasma spp. M HACKA aKTHBHOCT
sbpxy Gardnerella vaginalis, Candida albicans, Haemophilus ducreyi v Treponema pallidum;

e in vivo, HIKOH €JIEMEHTH MOCOYBAT BB3MOXHA AEHHOCT B NMPEBCHUHATA HA HAKOH MOJOBO NMpEAaBaHH
GonecrH, 63 NMpeKH HOKa3aTeaCTBa 32 TOBA IIPEBAHTHBHO ACHCTBHE.

52. DPAPMAKOKHHETHYHHA CBOMCTBA

BeH3ankoHHER XJIOpHI ce abcopOupa caMO B HE3HA4YMTEIHA CTEMNEH OT BATMHAIHATE MYKO34.

5.3 IPEAKIHHAYHA JAHHH 3A BE3OIIACHOCT

HexuHuuHMATE NaHHM HE NMOKA3BaT 0COOEH pHCK 3a XopaTa Bb3 OCHOBA Ha KOHBEHLHOHA/IHH NPOYYBaHHA 33
dbapmakonormuHa 0Ge30macHOCT, TOKCHYHOCT MNPH MHOTOKPaTHH J03H, T€HOTOKCHYHOCT, KaHLECPOreHEH
NOTEHLHA, peNpOLYKTHBHA TOKCHYHOCT.

6. DAPMAIIEBTHYHU JAHHH
6.1. CIINCHK HA INIOMOIHNUTE BEIMECTBA

XHAPOOKCHITPOITHIILISNTYJ103a
Tsupaa mac (Burencon S51)

6.2. HECBBMECTHMOCTH

He e npunoxuMmo.

6.3. CPOK HA T'OOHOCT

36 mecena

6.4. CIIEIAAJTHHA YCJIOBHUSA HA CHXPAHEHHE

Na ce cuxpaHsBa (pH TemnepaTypa rnox 25°C.




6.5. BHJA H CBABPXAHHUE HA OITAKOBKATA

Tepmodopmupas 6nucrep (PVC / nonHeTHIEH ¢ HUCKA ILTFTHOCT) OT 5
necapun. Kytusa ¢ 10 necapus,

6.6. CIEINHAJIHHA ITIPENIIAZHA MEPKH ITPA H3XBBHPJISIHE H PABOTA

Hsama cneLiansEy H3HCKBaHHUA.

7. IIPUTEXATEJ HA PAZPEINIEHHUETO 3A YIIOTPEDBA
LABORATOIRE INNOTECH INTERNATIONAL

22 Avenue Aristide Briand

04110 ARCUEIL - ®pasuui

8. HOMEP(A) HA PA3ZPEIIEHHETO 3A YIIOTPEBA

Per. Ne 9800111

9. TATA HA TBPBOTO PA3SPELNIEBAHE/ HOJHOBSIBAHE HA PASPEINEHHETO 3A
YIIOTPEBA

Jlata Ha ITepBO paspewasaxe: 17/04/1998
IlaTa Ha nocaeaHo noaHossasaHe: 04/08/2004

10. JATA HA AKTYAJIMZUPAHE HA TEKCTA




