KPATKA XAPAKTEPHCTHKA HA IPOAYKTA

1. HME HA JJEKAPCTBEHMS IPOAYKT

PAPMATEKC 18,9 mg BaruHanHu KANCY/IH, MEKH
PHARMATEX 13,9 mg vaginal capsules, soft

2, KAYECTBEH 1 KOTMYECTBEH CBCTAB

BEHIANMKOHHED XJIOPH ... cc.c.corererseessnsinrnerssssssssessssessnssesnssssssstrisssssses e san e 1839 mg
Ioz dopmara Ha 50% (m/V) pojieH pasTeop Ha GeHzanKoHHeR XIOpUE ...37,8 mg

3a eaAHa MeKa BarHHATHA Kancya.

3a MLTHAA CIMCHK Ha MOMOWIMATE BewecTsa BX T.6.1. 3L AHUTENHA ATEHUWS RO NEKAPCTBATA

Kparmics XBPAKMBPUCIUKE HA NROGYXIMA - punoxerie T
3. IEKAPCTBEHA ®OPMA _

Kest Pos. N M ?03 "7’/ .............
Barunamna kancyna, Mexa. Mﬁé‘//‘?l?{f?/'ff//
4. KNIMHAYHA JAHHA ! -~ 30,06, 2021

4.1. TEPAITEBTHYHH ITOKA3ZAHHA

Jlokanna KOHTpaNENITMA: TO3H METOX 3HAYHTENHO HAMANIABA PHCKA OT HEKENaHa

OpeMeHHOCT, HO He I'0 NpEeMaXBa HAITEIHO.

E¢uxacrocTTa 3aBHCH OT CrIa3BaHeTO Ha HHCTPYKLMHTE 3a YTIOTpe6a.

To3u nokaneH METON 38 KOHTPALIETIHA € MPERHAIHAYEH 38 BCHYKH JKCHH, KOHTO CE HYXIAAT OT
KOHTpaUENLHs, ¥ ocobeHo:

- AKO HMa BPEMEHHO WIH aGCOMIOTHO MPOTHBONOKA3AHHE 33 XOPMOHANHA KOHTPALIENLMA HITH
BETPEMATOYHH YCTPOHCTRA (CriHpanu);

- Cnep paxiane, AO BpeMe HA KBPMEHE HITH OKOJIO MEHOTIAY3aTa;

- Koraro ce H3HCKBa enmi304Ha KOHTpAlICTILHA,

- Koraro ce npenope1ea JOIMBIHATENCH AOKAIEH METOX 38 KORTPANCIIHA B CHTYALHH, KOTATO [IPHEMBT
HA Opa/IHa KOHTpauenuua e 3abpaser wnau 3abaseH. B Toan cnyuali fBaTta MeTofa 3a KoHTpauenuus
TpaGsa na ce KOMGHHMPAT A0 Kpas HA MEHCTPYATHMA UHKEIL.

- Karo fomrmisenne KuM OKaNHATa KOHTpALIENIHMA, H3NOA3BAIKH BArHHANHA Tana (qHadparma,
ICPBHKAITHA Talia) WM BHTPEMATOYHH KOHTPAUETITHBHE yCTpolicTBa (Cripam, ocofeHo B ciTyyaii Ha
peaoeHa ynorpeba Ha nekapersa karo HCIIBC).

4.2. TO3HPOBKA H HAYMH HA ITPHJIOKEHHAE
Jo3HpoBKa

CHCTeMHO PUIIOKEHHE NPEH BCCKH NOJOB aKT, HE3aBHCHMO OT ¢azara Ha MEHCTPYaIHHS LIHKBJL.
Hawnn Ha upaaokenne

Barusanes mer.

B siersano nonoKeHHe NocTaBeTe €Ha MEKa BArMHATHA Karncyna qen00Ko BbE Biaranumero 10
MHMHYTH NMpPeaH BCEKH NONOB AKT.
EdexTr npontiokasa 4 gaca.

B ciyqaif Ha NOBTOpEH NONOB aKT, HOCTABETE APYra BATHHAIHA Kancysa Tpeqd Bceky
NoJIOB aKT. Beanara cnef nonoe akT € Bb3MOMHO CAMO BHHITHO H3MHBAHE ¢ MHCTA

Oe3 camyH.
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4.3. IPOTHBOIIOKA3AHUSA

CBP‘!;K‘IYBQTBMHOCT KBbM AKTHBHOTO BEINECTRO WIH KEM HAKOE€ OT INOMOINHHTE BEINECTRA,
u30poeHH B Touxa 6.1.

4.4. CHEDMAJIHY IPEAYTIPEXAERWS ¥ IIPEAIASHA MEPKHA ITPH YIIOTPERA

AKO ce H3TO0/I3Ba NPABUIHO NPH BCEKH MONOB axT, dapmareKc ¢ eeKTHBEH 32 HAMANIBAHES HA PHUCKA OT
GpemennocT. To3u JIOKAIEH METOZ HA NPUIIOKEHHE € TIO-MATIKO eeKTHBER OT JPYTHTe KOHTPALETIIHH
KaTO XOPMOHA/IHA KOHTPALCIIMA, BbTPEMATONHH YCTPOHCTER, IHadparMH, LEPBHKANHHA TATH WITH
TIPC3CPBATHEH.

E¢exTHRHOCTTa Ha KOHTPALISTILMATA 3aBHCH OCHOBHO OT MPABHJIHOTO MY H3NO/I3BAHE.

Baxo € fa ce 06ACHAT TOYHO Ha MALMEHTA HHCTPYKIMATE 34 YnoTpe(a U J1a ce TApaHTHpa, Ye Te ca MPaBHITHO
pasbpann. Tos MeTON Ha KOHTPALIETILMSA € HENOAXOAAL 32 Te3H, KOHTO He MOTAT A3 pasbepar win npueMar
TO3H TMII KOHTpatenuus, AKO TO3H THI KOHTPALIETIUHS Ce H3MI0/3BA B CIy4qaif HA MPOIYCHAT WK 3a0aBeH
IpHEM Ha OPATHA KOHTPaeNLHA, e APENOphYBa OTHOBO Ja ce 0OACHH Ha nalMeHTa (akTa, Ye Tpabpa aa
MPONBIDKH Jia H3MOA3BA OPANHATA CH KOHTPALICTIIMA KaKTO 0OHKHOBEHO.

Tpabea aa ce cnasear clnegHHTe YCAOBHA:

- CucremaTHuHO nocTassiire eqHA Kancyna AWIGOKO BEB BIAranHImETo NPeH BCEKH MOJIOB aKT,

HE3aBHCHMO OT (ha3aTa Ha MEHCTPYATHHA LK,

- H36arsaiiTe H3MHBAHE HWIH H3MHBAHE HA BIAMAIMINETO ChC CaIyH 2 HACA MPEIK WIH 2 Yaca Clie/l IoN0B

4KT,3a1l0TO 1OPH MHHHMAJTHO KOJIMYECTBO CallyH HeyTpanusnpa edexra Ha akTuBHOTO BemecTBo. Camo

BBLHITHO H3MHBAHE C MHCTA BOJA € BE3MOKHO H 33 1BaMaTa NAPTHLOPH.

- AKO nOTpe6HTENAT HCKA /]2 & MIKBIIE C YHCTA BOJA, H3UaKkaliTe MoHe 2 Haca, Thil KATO PHCKYRA /1a eTHMHHHpa
IIpOAYKTa,

- Habarsaifre na ce Kunere, 1a mIyBaTe B MOPETO, B Gaceiin WK APYTO, 38II0TO KOHTPALIENTHBHOTO

AelicTeHe Mokeia Oble HaMaNeHo,

- AXO BB3HMKHAT HAKAKBY eHHTAHH JIE3HH WIH CHLUIECTBYBALTHTE e BIowaT, (Papmatekc Tpabea Aa ce
NpEyCTAHOBH.

- AKO ce nexyaTe ¢ ApYr MPOAYKT 33 BAFMHANHO TEPHIIOKEHHE, IEHEHHETO TpAGBA 1 3aBbpUTH NPEIH

3anOQYBAHE WM NPOAB/DKABAHE HAa KOHTPALEIIMATA ¢ BATHHAMHH Kancyian. Cneaosaresnno me 6pae

MIPENOPBYAH JPYT METO 33 KOHTPALIETTLHA.

- To3H Meroa Ha KOHTPAaLeMIMA He NpeJnassa oT HHGeKMK, npegasain no nojos ot (THIH), HATO

Cpemly BHpYca Ha MOBEIUKAaTa HMyHHa HepocTaThbuHOoCT (XHB), xoilito mpuumnasa CITHH (cunzpom

Ha NpunoOHTa WMyHHa HenocTarsqHOCT). [IPaBWIHO M3MOM3BAH MO BpeMeé HA TIONOB  AKT,

NIPE3ePBATHBET (MBIKKH HIH JKEHCKH) € eAHHCTBEHMAT KOHTpAleNTHB, KOMTO ChlNO NpeanasBa oT

I » XHUB/CITAH.

4.5.B3AMMO/EHCTBHE C IPYTH JEKAPCTBEHM IIPOAYKTH H APYTH ®OPMH HA
B3AHMOJIEMCTBHE

He ce npenopnuBaT KoMGHHADEE C:

- Jlexapcmsenu npodykmu 3a 6azunaRNO NPUAONCERE
Beaxo apyro nokanHo nevieHne Moxke 13 WHaKTHBHPA CIEPMHITHIHATA JOKA/IHA KOHTPALETIIHS.

- Canynu

To3u cnepMHLIHA ce YHHINOKABA OT CAITyH.

Hsbareaiite BArHHAIHA POMHBKA ChC CATYH MPE/IH HIIH CJIE M0JIOB AKT, 3AL[0TO IOPH
MHHHMATHOTO KOJIMMECTBO CAMYH MOXKE J1a HEYTpanusHpa e(eKTa Ha BKTHBHATA CHCTABKA.

HMcrenpane Ha ChEMECTHMOCTTA MEX/Y BarHHAIHATA TaGNeTKa H PA3ITHYHH TEPrOBCKH
Tpe3epsaTHeK (Cbe H 6e3 IaTekc) He e NOKa3ano yBpexAaHe Ha PHIHICCKHTE CBO
TIpe3epBATHBH..

4.6. PEPTHJIHTET, BPEMEHHOCT H KhbPMEHE

Bpemennoct



Knmnrunure 1 enuaeMHONOrHIHHTE HICKEABAHHSA He NOKA3aXa edeKTH Ha MaKpOpMallH, THIDKAIIH
¢ Ha ynorpebaTa Ha NMPONYKTa NO BpeMe Ha GPEMEHHOCT.

Knpmene

MHAHHMATHH KOMHYECTBA OT MPOAYKTA MOXKE Xa bJaT OTKPHTH B MaliaHHoTO Misko. He ca masectun
obave HHKAaKBH BpeTHH e()eKTH H IOPAIH TOBA NPOIYKTa MOXKE A3 c¢ IPHIAra M0 BpeMe Ha
OpeMeHHOCT.

47. EOEKTH BBPXY C]IOCOEHOCT'f A 3A IIOOHAPAHE H PABOTA C MAIIAHHA
Hsma npoygasanus 3a eexraTe BEPXY CNIOCOOHOCTTA 3a modupase H paborta ¢ MalTMHH

4.8. HEXXEJIAHM JIEKAPCTBEHH PEAKITHHA

Hexenanure ekapcTeeHM peakiH, chobitenu mpi GapMATEKC 10 BpeMe Ha
NOCTMAPKETHRTOBHA ONHT, Ca H3GPOEHH NO-A0ITyY, N0 CHCTEMO-OPTaHHH KACOBE H YECTOTa, KaTO
€€ M3MOM3BAT CICAHHTE KATENOPHH: MHOTO JecTH (> 1/10), wectn (= 1/100 po <1/10), Hewecrn (=
1/1 000 go <1/100), penxn (> 1/10 000 no <1/1000), muoro peaxu (<1/10 000), yectora
HeH3BeCTHa (He MoXe Ja Gbae OLeHeHA OT HATHYHHMTE NAHHH).

Hapymenas Ba BE30POH3IBOABTEIEATA CECTEMA H I'bPAATA:
- C HEOMPENE/ICHA YeCTOTA: FeHUTANICH ANCKOM(OPT, BRNAJICHHe M YyBCTBO HA IAPEHE H
AIpH [BAMATA NAPTHLOPH,

Hapymiense Ha HMYBEATA CHCTEMA:
- C HEOMPE/IE/ICHA YECTOTA: PEAKIHA Ha CBPBXYYCTBHTEIHOCT.

Crnobmapan n A HeReAAAH HH

CrobmasaneTo Ha MOAC3HPAHH HEXEJAHH PEaKLMH CJIe paspeliasaHe 3a YIoTpe6a Ha JICKAPCTBEHNAs
IPOAYKT € BaxkHO. TOBa MO3BOAABA 18 NPOAWDKH HAOMOASHHETO Ha CHOTHOLICHHETO MOA3a/PHCK 3a
JEKapCTBEHHA TIPOAYKT. OT MSAHLMHCKHTE CTICLHANMCTH C& MINCKBE A3 CHOOINSRAT BCAKA
NOZIO3HPAHA HEXENaHa peakuys upes:

Harmenmumresing areHnps no

JIEKApCTBATA

ya. oJaman I'pyes” Ne §

1303 Codus

Teun.: +35 928903417

yebeaifT: www.bda.bg

4.9. IPE/IO3APAHE
He ca onucann cityyuan Ha npejo3upase,
5. DAPMAKOJIOITHYHHA CBOHCTBA
5.1. PAPMAKOJHUHAMHYHH CBOMCTBA

PapmakorepancsTuna rpyua: TEHHTO YPHHAPHA CHCTEMA H IIOJIOBH XOPMOHH
(ApYTH rEHEXOIOrHYIHE CPeACTBA, KOHTPANCHTHEE 32 JIOKAJIHO (PAJOAKENAE, HHTPABATHHAIHH

KONYpARENTREM)
ATC xon: G02BB

Mexann3Lum Ba pelicrere: Benzankonues XJIOpHI € KBapTepPHEpPHA AMOHHEBA COJ
K aHTHCEITTIMHO AckcTeNe. '

AKTHBHATA CHCTABKA NPEAMIBMKBA PynTypHpane Ha MeMOpaHaTa Ha
CNEPMATO3OHANTE. DHIHONOTHYHO, CIIEPMHLIHAHOTO AGKCTBHE C¢ MOCTHIA HA
CTLIIKH:

paspyluaBale Ha ONALIKATA H CJICK TOBA HA ITIABATA HA CIICPMATO30HAA.
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PapmaxonsaaMaiuE edexTn: EGHKacHOCTTa HA TO3H METO/] 38 KOHTPALIETLHA BAPHPA B 3ABHCHMOCT OT
TOBA KOJIKO CTPHKTHO CE CIIA3BAT HHCTPYKUMHTE H TOYHOCTTA HA JHANOrA, BOAEL JO MPeAITHCEAHe.

QapMaTeKC He BIHAC BPXY MEHCTPYAIHHA LHKL, THGHAOTO H IIONOBHTOCTTE, Thil KATO HE €

JIEKApCTBEH MPOAYKT OT XOPMOHANEH XapaKTep.
Hsama Mopndukanma Ha canpodumiaTa duiopa: Sammire Ha Diderlein ce 3aanpxar.

B3 0CHOBA HA EKCNEPHMEHTANHN JaHHH, GEH3AKOHHEBHAT XJIOPHA HMa H aHTHCEITTHYHH edexTH:

* in vifro TIPOOYKTBT € aKTHBEH Cpelly pefMila HieKMO3HH arcHTH, OITOBOPHM 32 TIONIOBO
npenasand 6onectu, ocobeno: Neisseria gonorrhoeae, Chlamydia spp., Herpes simplex tan 2, HIV,
Trichomonas vaginalis, Staphylococcus aureus. Toii obaye HaMa aKTHBHOCT BBPXY Mycoplasma spp.
H HHMCKA AKTMBHOCT BEpXy Gardnerella vaginalis, Candida albicans, Haemophilus ducreyi n
Treponema pallidum;

* in vivo, HIKOH €JIEMEHTH MOCOMBAT BPRIMOXMKHA JASHHOCT B TpeBEHITHATA Ha HAKOH NONOBO NpefaBaHH
Gonecty, 63 npexH NoKA3ATE/ICTRA 32 TOBA TIPCBAHTHBHO AcHCTBHE.

5.2. PAPMAKOKHHETHUYHM CBOUCTBA

beH3ankoHHeB XNOPHA ce abcopGupa camo B HE3HAYMTENHA CTeNneH OT BArHHAITHATA MyKO3a.

S53.MMPEAKTHHAYHHA JAHHH 3A BE30IIACHOCT
Hexnuuuanure nanun He nokasear ocofeH PHCK 33 XOpara Bb3 OCHOBA HA KOHBEHLMOHATHH

Npoy4YBaHuA 32 (apMmakosiorHmuHa 0e30macHOCT, TOKCHYHOCT NPH  MHOTOKpPaTHH  JIO3H,
TEHOTOKCHYIHOCT, KAHLEPOreHEH NOTEHLHAN, PeNPOAYKTHBHA TOKCHYHOCT.

6. PAPMAIIEBTHYHH NAHHHA
6.1. ClIHCHK HA HIOMOINHHUTE BEOIECTBA

HMumernkon 1000
XuapothobeH KONOHACH CHNHLIMER THOKCH]

XHApOOKCHIIPOTHIIETYIO3a
Maxporon 7-rmHuepUIKOKOaT

Maxkporon 400
Kenarvn
TI'munepon
6.2. HECBBMECTHMOCTH
.He e npanoxumo.
6.3. CPOK HA 'OJHOCT
24 mecena
6.4. CIEITHAJIHH YCJIOBHA HA CbXPAHEHHE
Ja ce cexpanssa nog 25°C.

6.5. B H CABPKAHHUE HA OITAKOBKATA

Kancynu B repmodopmupan Giucrep (PVC/amymunnii).
Onaxkonxa Ho 6 kancymu.

6.6. CIIEITHA.THH NIPEAIIA 3HHA MEPKH IIPH M3XBLPJISHE K P



Hama crienmaniy H3IHCKBaHNA,
7. IIPUTEXATEJI HA PASPEINNEHHETO 3A YIIOTPEEA

LABORATOIRE INNOTECH INTERNATIONAL
22 avenue Aristide Briand
94111 ARCUEIL

OpaHLps
8. HOMEP(A) HA PASPEINIEHMETO 3A YIIOTPEBA

Per.Ne 20040371

9. FATA HA TbPBOTO PASPEINEBAHE/ IOJHOBABAHE HA PA3SPEINIEHHETO 3A
YIIOTPEBA

Hara na mepeo paspeinapane 3a ynorpeGa: 04.08.2004
JHara Ha nocnequo noguosaeane; 01.07.2010

10. IATA HA AKTYAJIMBUPAHE HA TEKCTA
06/2021




