KPATKA XAPAKTEPUCTHKA HA IIPOAYKTA

| W3MLHUTENHA ATEHLLAS 110 IEKAPCTBATA

1. HME HA JEKAPCTBEHHS IIPOOAYKT Rpamka xaparmepucniua a npogyema - TTpucmanss 1
F0 170
PAPMATEKC 20 mg paraaanas Tabnerkn Kom Pee. Ne ....... 9&’ ....... / / ...................................
PHARMATEX 20 mg vaginal tablets _ 1 d)
Pazpeusenus N .52 6./}7{7,/’9 é ..... fJ"/S
2. KAYECTBEH H KOJIMYECTBEH ChCTAB 01 07 207
OGOBDOHUB NE ..vsesiciseecsisaicssedenseaemirnssrssssssssesserssas
AKTHEBHO BelllecTBO:
MiriStAKONIUM CHIOTIAE. ......ovveveveeeseeosaremnrene s ceeeeeeeeseeeseemeessssmeseesessssesseeeeessesssseeeeseeeeeeeoessees e 20,0 mg

3a enua BaruHanHa TabneTka.

3a MBJIHAS CIMCHK HAa TOMOILHHTE BelllecTBa BHK T. 6.1
3. JEKAPCTBEHA ®OPMA

BaruHanua raGnerka

4. KIMHUYHYA JAHHHA

4.1. TEPAITEBTHYHHA NOKA3ZAHAS

JloxanHa KOHTPALIENLHA; TO3H METO/| 3HAUHTE/THO HAMAIABA pHcKa oT GPEMEHHOCT, HO HE IO eIMMHHHADA
Hantb/iHO. EQRKacHOCTTA 3aBACH OT CHA3BAHETO HA HHCTPYKINHATE 34 yOoTpeda.

Toan NOKaANeH METOR 3a KOHTpauenqusa e OpenHA3HAYEeH 3a BCHUYKH XKCHH, KOHTO C€ HYXKNafAT OT
KOHTpalenLua 1 ocobeHo;

- AKO HMa BpeMeHHO WM aGCOMIOTHO NPOTHBONOKA3aHHE 34 XOPMOHA/HA KOHTPALEIIHA HIIH
BBTPEMATOMHH yCTpoiicTea (crmpanm);

- Cnex paxnaHe, no Bpeme Ha KEPMEHE HiIH OKOJIO MeHOMay3arTa;

- Korato ce m3nckea emsoanuna KOHTpaLenims;

- Koraro ce npenopbusa aonnuurency nokanen meron 2a KOHTpaleniius B CHTYallHH, KOTATO NPHEMbBT
Ha Opanha KoHTpauenuma e 3abpaser miH 3aGasen. B To3W ciywaii nBata merona Ha KOHTpalenus
Tpa6Ba Aa ce KOMGUHHMpAT N0 Kpas Ha MEHCTPYANHHA LHKBJI.

- Karo pmommnuenue xbM NokanHata KOHTpaueniws, M3noj3palikk BarWHaTHA Tana (Zuagparma,
UCPBHKATHA Tana) WiIH BETPEMATOYHU KOHTPALENTHBHH yctpolictea (crmpanm, ocoGeHo B cmyuaii Ha
penoBHa ynotpeba Ha nexapcTsa kato HCTIBC).

4.2. TO3HPOBKA H HAYMH HA IPMJIOKEHUE

Hozaposxa
CHCTeMHO NpUIOKEHHE NPEIH BCeKH NONOB KT, HE3aBHCHUMO OT (1a33Ta Ha MEHCTPYAIHHA LMKDIL.

Havnd Ha npuioxenne
BaruHanes mor.

Hamokpere rabnerkara. B nermano nonoxenne nmocTageTe BarHHamHaTa Talnerka ObhiGoko BLB
Bnaranuinero 10 MUHYTH NpeaH NONOB axT.

B cny4aii va TIOBTAPALIL C€ NOMOB aKT, NOCTABETE OllE eaHa Tabnerka [OpenH BCEKH MOJIOB aKT.
BemHara criez nonos akr e BE3MOXHO ¢aMo EBHIIHO H3IMHBAHE ¢ YHCT2 BOAA.

4.3. IIPOTHBOIIOKA3AHMSA




44. CHELQHAJIHA OPEAYNPEXKIEHNAA W NPEAITASHHA MEPKH ITPH YIIOTPEBA

AKoO ce H3nosmsBa npazunHO MIPH BCCKH aKT Ha MOJOB aKT, PapMaTeke € eeKTUBEH 33 HAMANABAHE HA
pHCcka oT Spemennoct. Tosu Noxanen meTon a KOHTpauenus obaye e Mo-Manko eGEeKTHBEH OT APyrHTe
BHJIOBE METOZH 3a KOHTpALICNHA, HANp. XOPMOHATHA KOHTpANeNLHA, CITHpAnH, THADParMy, LepBHKAIHN
TANH WIH Npe3¢PBaTHBH.

EdexriBHOCTTa Ha KOHTpaLEnUHATa 3aBHCH OCHOBHO OT HPaBUJIHOTC MY H3MON3BaHE.

BaxxHo nia ce 06acHAT TouHO Ha nanuenta HHCTpYKLMHTE 33 ynoTpeba M Aa ce rapaHTipa, 4e Te ca
MPaBHITHO pa3fpaHH.

To3u Tun xoHTpanenums TpaGea aa ce M3GsrBa OT BeAKO JHILE, KOETO HE MOXKE ja paszbepe, HUTO Aa
TIPHIIOKH TO3H

NeKapCTBEH NPOAYKT.

AKO TOBM THN KOHTpPALENIHS Ce H3NON3Ea B Cly4ait Ha 3abpabeN Wiu 3abaBeH npHeM Ha OpaiHa
KOHTpALICNuMA, NMPenopeYBa Ce OTHOBO ja c€ O0ACHM Ha MAIMEeHTa HeoOXOMHMOCTTa A4 TIPOXBILKH
obuyaiinara cH OpanHa KOHTpanenLys.

Tpabsa xa ce cnasear cnennmre yenosma:

- CdcTeMHO nocTasaitTe eaxa Tabnerka ABIOOKO BHB BIaralTHINETO NpeH BCEKH MMOJIOB aKT, HEZABHCHMO
OT (a3aTa Ha MEHCTPYANIHHS LHKHIL;

- H3Garsaiire nsmuBaHe wnu mpomueane Ha BIIArAHINETO CBC CANyH 2 yaca npedy WiM 2 uyaca cien
MONOB AKT, 3AM0TO A0PH MHHUMANHO KONHYECTBO CANyHEHa BOAA HeYTpanH3Hpa edeKkra Ha aKTMBHOTO
BelllecTBO. CaMO BHLHINHO H3MHBAHE ¢ YHCTR BOJE € BEIMOKHO K 38 ABaMATA NAPTHHOPH.

- AKO DOTPeOHTENST HCKA JA ce M3KbIe ¢ YHCTa BOJla, H34aKaliTe moHe 2 yaca, ThH KaTre puUcKyBa na
E/THMHHMPA TIPOAYKTA;

- M3barsaiire na ce xenere, na niysare s MopeTo, B facelin WIN ApYro, 3ai0TO KOHTPALENITHBHOTO
NeHCTBHE MOke 13 Obae HAMAJIEHO;

- AKO BB3HMKHAT HAKAKBH TeHWTAIIHH JIC3HH I CHIIECTBYBALIMTE CE BIIOIIAT, NPHJIOKEHHETO HA
Dapmarekc TpaGBa Aa ce npeycTaHOBH.

- AKO Ce JleKyBaTe ¢ APYT MPOAYKT 3a BArHHANHO NPAIOKEHHE, IeYeHHeTO TPpROBa Ja 3aBBpIWM MpeaH
3AMOYBAHE WIH NPOALIDKABAHEG HA KOHTPALENUMATA ¢ TaGNeTKH. CrepoBarermio Tpabea nma Gnae
NIpeNopBYaH APYT METOA 33 KONTpPAUETUHA.

- Toan meron Ha KOHTpalenuys He Mmpeanaska oT NONOBO NpeaaBaHH uadexipm (MMH) wia cpenry
BHPYCA HAa YOBCIOKATA HMYHHA HENOCTATBYHOCT (XUB), xolito npuumnssa CITHH {(cHHApOM Ha
OpHAoGHTa UMYHHA HenoctaThuHocT). Ipasunio usnonssan no BpeME HA MONOB AKT, Npe3epPBaTHRET
(MBKKH WITH XEeHCKH) € eQHHCTBEHHAT KOHTPALIENTHB, KOHTO ¢hUIO Npeanassa ot [T1H u XUB/CITUH.

4.5. BSAMMOJEHCTBHUE C IPYTH JIEKAPCTREH! IIPOAYKTH H IPYTH ®OPMH HA
B3AAMOJENCTBHE

He ce npenoprusar xomGauannn c:

- [lexapcmeenu npodyxmu 3a sazunammo npunGxNcerue
Besko apyro nokanuo newenune moxe na HHAKTHBHPA CIIEPMULIB/THATA JIOKAITHA KOHTPALICTIIIHA.

- Canynu
Tozm cnepmuuma ce ynmmosxasa or CanyH.
H36srsalite BaruHaTHa MPOMHEBKa Che CarTyH MpeJH WK CJie]] MONOB aKT, 3a10TO AOPH MHHHMATHOTO

KOJIHYECTBO CAMYH MOJXKe /1 HeyTpanu3Hpa edéKTa Ha AKTHBHATA CHCTABKA.

Hscneasane Ha cbBMecTHMOCTTa MeEx Iy BATHHANIHATA TA0JIETKA ¥ PasiIM4HH THPrOBCKH MapKu Ha
Tipe3epraTHBH (che 1 Ges TaTekc) He e nokazano YBpeAIaHe Ha (PH3HUECKHTe CBOHCTBA HA TECTBAHWUTE
Npe3epBaTHBH.

4.6. PEPTHIIATET, BPEMEHHOCT ¥ KBPMEHE

bpemennocr
KNHHWMHHTE U enMaeMHOIOr i TS H3CNENBAHKA He NOKA3BAT eeKTH Ha Mandop.
YnoTpebara Ha MPORYKTa N0 BpeMe Ha GPeMEeHHOCT,
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KbpMmene
MuHUManHu KoTHYECTBa OT IIPOAYKTa MoXKe 1a OBaT OTKPHUTH B MaH4YHHOTO MKk, He ca HapecTHH
0baye HUKAKBH BPEIHH edeKTH H NIOPALH TOBA MPOAYKTa MO3Ke a C€ HPUIAra no BpeMe Ha GpeMeHHoCT.

4.7. EQEKTH BBPXY CHHOCOBHOCTTA 3A MIO®HPAHE H PAEOTA C MAIIIMHA
Hsama npoyusauus 3a edexrure BBPXY cnocoGHOCTTA 3a IodHpane H paGoTa ¢ MalIHHK

4. 8. HEXXEJIAHHM JJEKAPCTBEHH PEAKIINA

Hexenanure nexapersenn peaximn, cso6menu npH OapMaTexc o BpeMe Ha NOCTMAPKETHHIOBHS OTIHT,
ca u3bpoeHn no-Aony, no CHCTEMO-OPraHHH KJlacoBe H YECTOTA, KATO C€ H3IOJI3BAT CIEAHHMTE KATETOPHH:
MHOTO 4€cTH (2 1/10), gectu (> 1/100 no <1/10), Hevectn (= 1/1 000 no <1/100), peaxn (= 1/10 000 o
<1/1000), ms0ro peaxu (<1/10 000), ¢ HewsBecTHA yecToTa (He Moxe Aa OBbIe OLeHeHa OT HAIMYHHTE
DaHHW).

Hapynienns Ha Bb3NPOH3BOANTENIHATA CHCTEMA H rLpaara:

* ¢ HEM3BECTHA YECTOTA: TrEeHMTAaNeH AUCKOM(ODT, BL3NAREHHE W 9YBCTBO Ha NapeHe H NpH JABaMaTra
MapTHEOPH.

Hapymenne na amynnara cacrema:

- C HCH3BECTHA Y€CTOTA: PEAKIIHA HA CBPBXYYCTBHTEIHOCT.

Crobasane Ha NOJO3HPAHMN HEKEIAHH PEAKIMH

CpoblaBaneTo Ha NONO3MPAHH HEXKENaHHU PeaKWiy cnej pazpeniaBaHe 3a ynorpeba Ha JieKapcTBCHHS
TPOAYKT € BakHO. ToBa no3ponsea 2 MPOAWIKH HabMIONEHHETO HA CHOTHOLIGHHETO noJ3a/pHck 33
JICKAPCTBCHUA NPOAYKT. OT MEAMUMHCKMTE CIIELHANNCTH Ce H3HCKBA [ia CHOGWIABAT BCAKA nojo3HpaHa
HEKEJIAHA peakiua upes:

HameannTenHa aresuus no JieKapcTBaTa

yn. . Jlaman [pyes” Ne 8

1303 Copun

Ten.: +35 928903417

yebcaiit: www.bda.bg

4.9. IPENO3UPAHE
He ca onucaun cryuau na npenosupane, nopans Haunsa xa NIpHIIOKEHHE.

5. PAPMAKOJOT'MYHHA CBOICTBA
5.1. PAPMAKOAHHAMMYHH CBOMCTBA

®apmaxorepanesTauna rpyna: TEHATO YPHHAPHA CHCTEMA H ITOJIOBHA XOPMOHH
(2pyre rHHEKO/NOrHYHN CpeNCTBA, KOHTPAUEUTHBH 33 JOKAIHO NPHJIOKeHHE, HHTPABATHHAIHH
koBETpanenTusH) - ATC xoa: GO2BB

Mexana3bM Ha AciicTBue; BeHramkouten XAOPHA € KBapTepHEPHA aMOHHEBA COJl CbC CIIEPMHILIMAHO H
AHTHCENTHYHO AclicTBHE.

AKTHBHATA CBCTaBKA NIpEM3BHKBA DYNTYPHPaHe HAa MeMOpaHaTa Ha CIIEPMATO30HAHTE.
DH3HOIOrHYHO, CIEPMHLIMAHOTO AelicTBHE ce [OOCTHra Ha 2 CTBIIKH |

palpyuiaBaHe Ha ONALUKATA H CJIE/ TOBA HA FNABATA Ha CrepMaTozoHaa.

DapMaKkoIHEAMHYER edeKTH: EQUKACHOCTTA Ha TO3H MeTOX 32 KOHTpPALICMIHSA BAPHPA B 3aBHCHMOCT
OT TOBA KOJIKO CTPHKTHO C€ CTIASBAT HHCTPYKUMHTE H TOYHOCTTA Ha HANIONA, BOJICLH A0 MPEANHCBAHE.

DapmaTekc He BIUAE BBPXY MEHCTPYANHHSA LHKBIL, THOHZOTO 1 [UIOROBHTOCTTA, Thit KaTo He &
TIEKAPCTBEH NPOLYKT OT XOPMOHAICH X&PaKTep,
Hama Moxmdukauns Ha canpodurnara diopa: 6aummmre Ha Doderlein ce 3a/fbPXKAT,

B53 0CHOBA Ha eKCTiepUMEHTAIHY JanHH, GeH3aTKOHHEBUAT XJIOPH/L HMA H AHTHCE(TTS
* in Vifro NPONYKTELT € aKTHBEH CPelly PeAHLA MHOEKIMOIHH AreHTH, OTTOBOp '
3 k]



Gonectn, ocobenio: Neisseria gonorrhoeae, Chlamydia spp., Herpes simplex Tun 2, HIV, Trichomonas
vaginalis, Staphylococcus aureus. Toii ofave HAMA AKTHBHOCT BYpXy Mycoplasma spp. m Hucka
AKTHBHOCT BpXY Gardnerella vaginalis, Candida albicans, Haemophilus ducreyi u Treponema pallidum;
* in Vivo, HAKOH €NIEMEHTH MOCOYBAT BL3MOXHA AeHHOCT B NPEBEHUMATA HA HAKOH TIONOBO NpeAaBaHH
Gonecty, 6e3 Apekn AOKA3ATENCTBA 32 TOBA NPEBAHTHBHO AelicTEHe,

5.2. PAPMAKOKHHETHYHH CBOMCTBA
Mupuctankonues X10puj ce abcopSupa caMo B He3HAYHTENHA CTENeH OT BATHHAIHATA MyKO3a.

3.3. IPEAKTMHMYHH JAHHH 3A FE30IACHOCT

HeluMHWIHITe NaHHH He NOKA3BAT 0CODEH PHCK 3a XOPATa Bb3 OCHOBA HA KOHBEHIIHOHAIHH HPOYYBaHHA
34 (apMakonOTHYHA 630MaCHOCT, TOKCHUHOCT NpH MHOTOKPAaTHH JO3H, FEHOTOKCHYHOCT, KAHUEPOTEHEH
MOTeHLHA, PENPOXYKTHBHA TOKCHYHOCT.

6. DAPMAIEBTHYHH JAHHAA

6.1. CIHCHK HA IOMHMIITHATE BEIIECTBA

Harpres xunporen kapGonat

Be3BogHa THMOHEHA KUCETHHA

CHNHLMEB THOKCHIL, KOJIOMIEH XHPAaTHpaH
MuxkpokpracTaiHa uenyaoaa

Marneaues creapar

Jlakroza MOHOXMzpaT

Maxporon 6000.

6.2. HECbBBMECTUMOCTH
He e npunoxumo

6.3. CPOK HATOJHOCT
24 mecena

6.4. CIIEITHAJTHH Y CJIOBHS HA CHXPAHEHMUE,
Ja ce cxxpanasa npu remneparypa nox 25°C.

6.5. BA{ H CbBABPXKAHUE HA OITAKOBKATA
Baruuanuure Tabnetku ca onakosany B Ty6a {nonenponunen).
Onaxoska ot 12 rafneTku.

6.6. CNENHUAJIHY IPEJIAHA MEPKH IIPH H3XBLPJISTHE A PABOTA
Hsama cnennanss H3ucKBaHus,

7.IIPHTEXATEJI HA PAPEINEHHETO 3A YIHOTPEFA

LABORATOIRE INNOTECH INTERNATIONAL
22 avenue Aristide

Briand 94111

ARCUEIL

DpaHums
8. HOMEP(A) HA PASPENIEHHUETO 3A YIIOTPEERA
Per. Ne 9800110

9. JIATA HA ITbPBOTO PA3PENIEBAHE/ IOAHOBSIBAHE HA PA3PEIIE
YIIOTPEBA

Jlara Ha mepeo paspeinasane: 17.04.1998
Jara Ha nociaenso noxgHosasane: 01,.07.2010



10. TATA HA AKTYATTAZAPAHE HA TEKCTA
06/2021




