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W3MLJINUTENHA ATEHUMA 10 NEKAPCTBATA
Kpamxa xapaxmepucimuxa Ha npogyxma - [pusowerue 1
~
1. MMEHA JIEKAPCTBEHHS TIPOIYKT Kot P2 o ... D OO e
I'mnanrun 250 mg/100 mg BaruHanHu tabneTky e e c5 7L -04- W16
Gynalgin 250 mg/100 mg vaginal tablets BG/MA/MP - 1.—!:{‘/-

2. KAYECTBEH U KOJIMYMECTBEH CbCTAB

Besika paruHanna tabnerka cbabpaa 250 mg metponuaason (metronidazole) n 100 mg xnopkeuHanion
(chlorquinaldol).

3a MbJIHKA CIIMCBK HA MOMOILHHTE BELIECTBA, BHKTE TOYKa 6.1.

3. JIEKAPCTBEHA ®OPMA

Barunanna tabnerka.

4, KJMUHHUYHHU JAHHH
4.1 TepaneBTHYHH NOKA3AHHA

Jledenne Ha BarvMHanHH HH(EKUHH, NPHYHHEHH OT cneaHuTe 6akrepun: Escherichia coli, koarynaza-
oTpULATeNTHH cTad)MIOKOKH, Koarynasa-noloxuTenHn Staphylococcus aureus, ©eTa-XeMOIHTHUYHH
Streptococcus, nudreponnn, Gardnerella vaginalis, 6akrepun ot pona Enterococcus w Enterobacter n
npotosou Trichomonas vaginalis. EekTHBeH e npu neveHne Ha BATMHAIHH Bb3NalleHUs, IPUUMHEHH
OT €IHOBPEMEHHOTO NMpUChCTBHE HAa GakTepuu, npoto3ou (Trichomonas vaginalis) n reOMUKH.

4.2 Jlo3npoBKa H HAYHH HA MPH/I0KEHHE

Bu3pacThu
JIs0oko BaruHanHo: 1 BaruHaiHa TabneTka, eIuH BT HA JIEH, 32 NPENopbYBaHEe NPEIH NAraHe.

Jleuenuneto na 3anoyHe 2 — 4 1HM clel Kpas Ha MEHCTpyauusTa ¥ aa npoabmku 10 aHu.
B cnyuait Ha HeOOXOAHUMOCT, JIEYEHUETO MOKE 114 CE MOBTOPH.

[Teouampuuna nonyrayus

Heua u toHowu noa 18 roauuina Bb3pact

He ce npenopwusa ynotpe6ata Ha ['MHaNruH npu aeua noa 18 roaMHy nopaam nUncaTa Ha 10CTaTbYHH
naHHu 3a Oe3onacHocTTa M e UKacHOCTTA.

Crapuecka Bb3pacT
ITpomsHa B 103HpOBKaTa He € HeoOX0aHMa.

IMauneHTH ¢ OLOpeYHHU U YepPHOAPOOHHU HApYLIEHNS
npomna B JIO3HpPOBKATa HE € Heoﬁxonuma.

4.3 IlporuBonokaszaHus

CBpbXUYYBCTBHUTEIHOCT KbM AKTHBHHMTE BELLECTBA HJIM KbM HAKOE OT MOMOLIHKTE BeLIeCTBa, H30poeHH
B TO4Ka 6.1,

4.4 CneunaaHu npeaynpexieHHs H Npeana3iHd MepKH Npu ynorpeba

[TpoaykThbT € npeaHa3HaueH 3a BArHHaIHO npwiokenue. Jla He ce ynoTpedsBa nepopanHo.
Jla ce u306sTBa M3NOA3BAHETO HA NMPOJYKTA MO BpeMe HA MEHCTPYaLMA.




Maunentute 'rpaGBa Ia ¢€ BB3ABPXKAT OT MOJIOBH KOHTAKTH MO BpEME Ha HH¢CKHM H TI0 BpCME Ha
JICUCHHE,

CeKcyanmHsAT NapTHbOp Ha MalUWeHTKa, CTpajallla OT BarHHaIHa WH(eKUMd, chulo TpAGBa da Gbae
CBOTBETHO NIEKYBaH.

[NponyxTsT TpaGBa Ja ce W3MON3BAa C MOBHIUIEHO BHMMAHHE NpK MalMERTH, CTajalld OT OCTpa
qepHOAPoOHa HENOCTATRYHOCT (MpPH TakHBa MAUMEHTH € BB3IMOKHO Ja ce MOJYYH HaTpynBaHe Ha
METPOHHIA30] B OPraHH3Ma) H NpH TAUMEHTH ¢ aHAMHEe3a 33 IMCKPa3nA Ha KPbBTA.

CpoflueHu ca Coydad Ha TeKKAa XEMaTOTOKCHYHOCT/OCTpa 4epHoZpoOHa HenoCTaThYHOCT,
BIJTIOYMUTEHO CIAy4qad C JeTaleH H3IXOR, ¢ MHOro OBp30 Hayalno cilel 3ano4yBaHe Ha JiEHEeHHE C
NpOAYKTH, ChABPKALIY METPOHMIA30/1 338 CHCTEMHO INIPHNOKEHHE, NMPH IMALUMEHTH ChC CHHAPOM Ha
Cockayne. [lopanu ToBa npH Ta3u MoMynauMA METPOHHIA30N He TPAOBa Ja ce H3MON3BA, OCBEH aKO Ce
CuMTa, Ye MO0JIaTa NPEBHINABA PHCKA M aKO JIMNCBAa anTepHaTHBHO nedeHue. Hicneasanua Ha
yepHopobHUTE PYHKUHOHATHY MOKa3aTeNH TpADBA fa ce NpaBAT HENOCPEACTBEHO NMPEH HAYANIOTO Ha
JIeYeHHETO, Npe3 LANOTO BpeMe Ha JICYEHHETO M Clie[l Kpas Ha NeUeHHeTo, IOKaTo YepHOapobHHTE
GYHKIHMOHATIHM MOKAa3aTENM NOCTHIHAT HOPMANHHTE CH CTORHOCTH MAM AOKATO C€ ROCTHIHAT
H3XOJHKTE CTOHHOCTH. AKO YepHoapoOHHTE GYHKUHOHAIHH MTOKA3ATENH C€ TTOBHIIAT 3HAYHTENHO MO
BpeMe Ha JIeYeHHETO, NPHeMbT Ha JIEKapcTBOTO TpADBa 4a ce npeycTaHOBH (BHXTE To4Ka 4.8).

[Maunentute cbe cuHapom Ha Cockayne Tpabea Ja 6bIaT nockBeTBaHH Ja choOWABAT He3a0aABHO HA
CBOA NIeKap BCHYKH CHMOTOMM Ha MOTEHUHANHO YBpeXIaHe Ha 4YepHHA Opob W Ja crpar npHeMa Ha
METPOHUOA3ON.

[MpoaykTsT He TpaGBa 02 ce H3NON3BA B TONEMH JO3M M 33 NPONBDKHTENHO Bpeme, Thil KaTo
pe3yNTaTHTE MOKA3BAT, Ye HAMONIBAHETO HA XATOTEHHPAHH XHHOIMHH T10 TO3IX HAYKH {XJIOPKBHHAIION
NPHHALTEXKH KbM TA3W IPYNA) MOXKE A2 NIPEJHIBHKA MOJOCTPa MHEO-ONITHYIHA HEBPOTIATHA, KOATO CE
XapaKTEPH3HPa C IH3ECTEINA, MYCKYIHA ¢1aBocT, GONKK H 3APHTENHA HAPYLLIEHHU.

4.5 BiaumonelicTBHe ¢ IPYrH JJeKapCTBEHH NPOAYKTH H ApyrH (opMH Ha BIauMoeicTBRE

KOHCYMaI.lHﬂ Ha aJIkOX0Jl MO BpEME HA MEpOpPATHO NedYeHHe C MEeTPOHMAOA3lon MOXE Aa npeaHiBuka
peaKiyA Ha HEMOHOCHMOCT KEM ANKOXO0na. l'lepopa.nﬂom MPHIOKEHHE HA METPOHHUAA30N N0 BPEME Ha
JICUCHHE C ,HHCYH([JHPBM MOXE 14 NPCAH3BHKA NMOABATA HA NNCHXHYHH PEAKLIHH H oﬁhpxnane.

MeTpoHuIa30M, H3NON3BAH NEPOPANHO 3aeAHO ¢ BapthapiH, UHKNOCTIOPHH H 5-Tyopoypalini Moxe ia
NPHYHHEH DOBHILIEHHE HAa TEXHHTE HUBA B Cepyma. Thil KATO HUBOTO HA METPOHHAAZ0N B KPBHBTA € MHOTO
HHCKO KOTATO C¢ MPHIara HHTPABATMHANIHG, PUCKBT OT NOABA HA TAKHEA B3aHMOASHCTBHA € MANTBK Kora
ce uinonsea ['MHanruy.

MeTpoHuoa3on Moxe Ia NOBMHAS HA Pe3yNTATHTE MPH ONPEACTAHE HHMBATA HA ACHAPTAT
aMHHoTpaHcepasa, anaHuH  aMHHOTpaHcdepasza, MIIeYHA  KHMCENHHA, TPULNHMUEPHIH M
[TKKO30XEKCOKHHA3A B CepyMa Ha KPbBTA.

MeTtann u HoaHH ChedHEeHUS HAMANABAT AeliCTBHETO Ha XNOPKBHHANION.
46 @epTHIHTET, (PEMEHHOCT H KhPMEHE
[Ipoy4BaHHATA NpH XUBOTHH CA HEJOCTATBYHM 110 OTHOUIEHHE HA BIHAHHETO BLPXY GpeMeHHOCTTA,

(eTATHOTO pAIBMTHE, PAXKAAHETO M MOCTHATANHOTO pasBuThe (BX. 5.3). MoTeHUMANHUAT pHUCk NpU
XOpa He € U3BECTeH.

Bpemennoct
I'uHanrub He TpADBA A4 CE MINON3BA 110 BpeMe Ha OPEMEHHOCT, OCBEH B CAy4ald HA KATEropudy

HeoOXO0IUMOCT.




Kspmene
CHLOTHOLUEHMETO HA KOHUESHTPALMATA HA METPOHHAA30N B CepyMa HA KbPMEIUH MAailKH KbM

KOHUEHTPAUHATA Ha METPOHMAA30A B CepyMa Ha KbpPMeHHTe fieua e okono 0,15, Taka we ce npenopbisa
NpeAna3NnMBC H3MON3IBAHE HA IEKAPCTBOTO OT KbPMEIIH MalKH.

4.7 Edexts pLpXY cniocofHocTTa 33 modHpane 1 pabora ¢ mawHun

CMHANMHH He TOBNHABA CNOCODHOCTTA 32 WodHpaHe H paloTa ¢ MaIUHH.

4.8 Hexenann JexapcTBeHH peakiii

YecTorata Ha HEXENAHHTE PEAKUMM, OMHCAHU NO-JO0MY, € HEH3BECTHA (HE MOXE Na CE€ OLEHH OT
HAIHYHHTE JAaHHH).

HBQ!IHCHHH HAa HEPBHATA CUCTEMA. rnaBoGonne H CBCTOBBPTENK (Bep'ruro), TEXKKH CHCTEMHH pEAKLIMH
Ha CBPBXYYBCTBHTEMHOCT.

Tecuxuunu HApYIIECHHA: OCTIPECHUA H CMYLIEHHA B CHHA.

CTOMalL'[HO-‘IQEBHH HApYLUEeHHA: CnasMCHU Gonku B KopeMa, CMYLUEHHA B KOpEMa, raleHe, NOBPbILAHEe,
HEeNnpHATEH BKYC B yCTaTa, ANApPHA, 3aMCK, HATPYNBAHE HAa ra3oBe, CyXoTa B yCTaTa.

Hapyuwenus Ha Gn0peuyTe H MHKOYHHTE ObTHLIA: NIOTEMHABAHC HA YPHHATA.

HapyuLi¢Hua Ha BLANPOWIBOAUTEIHATA CHCTEMA U FEpAATa: C'bpse)l(, BB3NAJICHHE H YCCIUAHE 33 NapeHe
BbB BaruHarta, Ta30B J'J.HCKOHd)OpT, BarMHajHO TEeYeHHE, NOAYBAHE Ha BYJBATA, MCHCTPYAnHH
CMYLIEHHA, BATHHAITHO KhpBEHE, OUBETABAHE,

HapyiueHrs Ha KoXka M NOAKOXKHATA ThiaH: chplex, ypTKapus.

Hapyuienus Ha MYCKYNHO-CKENETHATA CHUCTEMA M CHEJHHHTENHATA ThKAH: MYCKYJHH CXBAaLIAHWA
{kpammnu).

06!],“ HapyumeHys 1 BQCK‘[‘H Ha MACTOTO Ha NPUIOKCHHE: TPEKOMEPHA YMOpA, pa3Apa3HeHHE, H3THUAHC

Ha MIPOAYKTa OT BarMHara.

Hapyenns Ha MeTabonu3Ma M XpaHEHETO: HAMAeH ANETHT.

XenatoGWIHApHH HADYLIEHHS

Ciyuad Ha TeXKa HeoOpaTHMa XenaTOTOKCHYHOCT / ocTpa YepHoIpoOHa HEeNOCTATBYHOCT,
BIJIIOUHTENHO Ciyuau ¢ daraneH H3Xo] ¢ MHOTO Gbp30 HAYaNo Clel 3aNoYBaHe Ha CHCTeMHa ynotpela
Ha METPOHHAA3011, Ca AOKJAJBAHH NPH MauHeHTH ¢be cuHapoM Ha Cockayne (Bx. Touka 4.4).

Pe3yn‘ram’re OT H3CNeABAHHATA [MOKalBar, 4e HPOABMKHTE/NIHO H3IMNON3BAHE HA BHCOKH J03H
XanorcHHpaHu XHHOJIHHH (xnopknnuannon NPHHALJICKH KbM Ta3H rpyna) MOXKe 0a MPeaH3BHKE MHENO-
OIITHYHA HEBPONATHA, XapaKTepH3Hpalla c€ ¢ AH3E€CTE3IHA, MYCKYNHA cnabocr, Gonku u CMYLICHHAR B
3pEHHETO.

CroburapaHe Ha N0A03HPAHH HEXKENAHH PEaKLHH
ChobLI2BaHETO HA NOJO3HPAHKM HEXENaHNW PeaklMH el pa3peliaBaHe 3a ynotpeba Ha nexapcTreHus
OPOUYKT ¢ BamHo, TOBA HO3BOAABA A3 NPOABLIKY HAGMOAEHHETY HA CHOTHOLICHUETO NON3A/PUCK 34
nekapcTBeHHA Npoaykt. OT MEAMUHHCKHTE CMELMAINCTH ce H3MCKBA fa cho0LIABaT BCAKA TONO3HPaHa
HEXENaHa peakuus upe3 M3nbnHMTENHA areHUMA MO JiekapcTsaTa, yn. Jlaman [pyes” Ne 8, 1303
Codms, Ten.: +359 2 8903417, yebeaiit: www.bhda.bg

4.9 Ilpexosupane




Hsama cpobiueHHa 3a CTyuaH Ha NPeno3upaHe.

Korato roneMu konquecTsa OT MPOAYKTAa €2 NPHUeMaT IEPOpaTHO, MO [OTpeilika WM chydaiHo, €
HeoOX0OUMO 1A ce TPeNPHEMAT MEPKH 33 HETOBOTO OTCTPAHABAHE OT OPraHU3Ma (IpedHIBHKBAaHE Ha
NOBpBHIIAHE, CTOMAIIEH naBax). MeTpoHnpason moxe na ObIe OTCTPaHEH OT KPBBHHA CepyM 4pes3
XeMO/IHAITH3A HITH NMEePHUTOHEANHa HATTH3A,

5. ®APMAKOJIOTMYHH CBOHCTBA
5.1 @apMakoIBHAMHYHN cBOHiCTBA

PapMakoTepanesTHYHA T[pyna: TFHHEKOJOTHYHH AHTHHHQEKLUMOIHHM M AHTUCENTHYHM CPeacTsa,
koMOMHauuy o1 NpoH3BoJHK Ha uMuaazon, ATC kon: GO1AF20.

EnMo OT akTHBHHTE BElIECTBA B TO3H MPOAYKT, METPOHHAA30J, € MPOH3BOIHO HA HHTPOHMMMKOA3ON U
MMa aHTHOAaKTepHATHO H aHTHMpoToloHHO meiicTBHe. CHEKTBPBT HA HETOBOTO AefiCTBHE BKIIOYBA
anaepobuM Gaktepuy, smoudtenne Gardnerella vaginalis w nporoson: Trichomonas vaginalis,
Giardia lamblia and Entamoeba histolytica. He oxa3sa BAMAHHE BBPXY HOPMAIHAT2, PHIHOMOTHYHA
HaxTepuanHa ¢opa Ha BarHHaTa.

JpYroTo akTHBHO BEWECTRO B TIPOAYKTA, XJIOPKBHHRANAON, € XaNOTEHHpaH 8-XHUAPOKCHXUHONOH €
aHTHOAKTEPHANTHA, IPOTHBOTBEGHYHA H AHTHNPOTO30/HA AKTUBHOCT.

KomGrHauMaTa OT Te3u ABE BelleCTBA B €IMH JEKapCTBEH NPOLYXT [103BOJABA A4 ¢& NOMYyYH eluH
IUHPOK CNEKTBP OT aHTHOAKTepMadHa, TNPOTHBOTBOMYHAZ M AHTHNPOTO3CHHA AaKTHBHOCTH.
BharonapeHue Ha TOBa, NPOAYKTHT € eieKTHBEH NMPH NeYeHHe HA BarHHAHM WHOEKUMH, IPHUHHEHR
ot caeauure Gakrepun: Escherichia coli, xoarynasa-otpunatents Staphylococcus albus, koarynasa-
no3utusHK Staphylococcus aureus, GeTa-xXeMONMTHYHH Streptococcus, mupTeponaw, bBakTepun ot
ponose Enterococcus w Enterobacter v npotosou Trichomonas vaginalis.

5.2 dapMaKOKHHETHUHH CBOHCTRA

HukakBn w3cneapaHus BbpXy aGeopOuuaTa Ha XJIOPKBHHAIOA, NPHAGKEH BarHHalHO, He ca
nposexaaHn go cera. Cnex BarMHamHe npunarane Ha 500 mg MeTpoHHaason (KaTo BardHHanHa
tabnerka), okoso 20% ot no3ata ce adcoplHpa B KPBEHHA NOTOK H Hali-BHCOKa KOHIEHTpauHa ot 1,89
mg/ml ce noctyra okono 20 yaca Mo-KsCHO.

MeTpoHUAA30/ 0T KPBBHKA MOTOK MPEMHHABA B KBPMATA HA KEPMELE MafKH H Npe3 NaUueHTAPHATA U
yepenHo-Mo3b4YHATa GapHepH. BewecTBoTo ce MeTab0M3Mpa B uepruA ApOO ¢ yUaCTHETO HA LHTOXPOM
P-450 no MeralonauTH, YacT OT KOMTO, okofi0 30%, 3amazpaT akKTHBHOCTTA HA M3XOQOHOTO BELIECTBO H
CE eKcKpeTHpaT ocHoBHO (okono 60%) upes GubpeumTe.

5.3 TMpeaxnHHEYHH JanHY 3a Oezonacaocy

H3cnensanusra OpH H3NON3BAHE HA KNETKH Ha Bo3aHHKMUM (in vivo H in vitro) He TIOKA3BAT HAKAKBO
MYTareHHO AeliCTBHE HAa METPOHKHAA30J, BLIPEKH Y€ B HACNEIBAHUA ¢ GaKTEpHANHH KIETKH, BHCOKH
OO03H HA METPOHHOA3071 ca MOKa3lanu Takopa AeiicTBHe. B HicneaBaHus ¢ NbXOBE H MHWKH €
YCTaHOBEHO, Y€ METPOHHIA30 HMA KaHLiEporeHHo AekicTBHE, 06aue B H3CHENBaHHA C XaMCTEPH, TAKOBA
JeiictBHe He ¢ HabmopmasaHo. Cbuio, B enMAEMHMONOTHYHH H3cienBaHus, He ¢ HaGmogaBano
YBENMUYEHHE HA YecTOTaTa Ha HeonnasMH B Pe3yNTaT OT MW3NOA3BAHETO HA MeTpoHuaazon. B
H3CNEIBAHHA C XHBOTHKW, METPOHUAAZ0N € OKA3aJl TEPATOreHHO M eMOPHOTOKCHYHO ACHCTBHE CAMO
NpH MHOrO BHCOKH JO3H.




6. GAPMANEBTUYHHA JAHHH
6.1 CnHebk HAa NOMOLHATE BELIECTBA
JInMoHeHa KWcennHa

Jlakto3a MOHOXHApAT

OpuzoB0 HUiIECTE

HarpKes HHLIECTEH THKONAT

Makporon 6000

MarHe3ues creapat

6.2 HecnhLBMeCcTHMOCTH
Henpunoxunmo.

6.3 Cpoxk Ha roasocT

3 ronuHu.

6.4 Chneusannu yc/I0BHR HAa ChXpaHeHne

Ja ce cuxpanasa noa 25°C.
Ja ce cbXxpaHapa B OPHTHHATHATA ONIAKOBKA.

6.5 Bua M chaALpAaAHNE HA OMAKOBKATA

10 paruHannu TabneTky
Jlsa 6aurcrepa ot A/OPA/AVPVC c no 5 TaGneTkn, nocTaseHH B KApTOHEHA Ky THitka.

6.6 ChnennaanH opeana3HU MEPKH NPH HIXBLpAANE H pabora

Hsama cneuManHH M3MCKBaHHA,

7. MMPUTEXATEJI HA PAJPEUWIEHHUETO 3A YIIOTPEBA

Buarpuc EOOJ]

oduc crpana ,.Cepanxa odHcn™
6yn. CutHaxoeo Ne 48, et. 7
1505 Codun

Bunrapus

8. HOMEP(A) HA PASPELLEHHUETO 3A YIIOTPEBA

PernctpaunoneH Ne 9800185

9. JATA HA TIHPBO PAIPEUIABAHEMIOJIHOBSABAHE HA PA3ZPELIEHHETO 3A
YNNOTPEBA

Jlarta na mbpeo pa3pewasane: 02 Hoemspu 2005 r.
JHata 1z nocnenHo noaHoegeane: 21 anpun 2011 r.




10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

03/2026




