KPATKA XAPAKTEPUCTHKA HA ITPOJAYKTA



1. HME HA JIEKAPCTBEHHSA ITPOAYKT

Knunnasaznd B 20 mg/g BaruHaneH kpem

Clindavasin V 20 mg/g vaginal cream

2. KAYECTBEH 1 KOTTHYECTBEH ChCTAB

1 g BaruHaneH kpeM chabpixka 20 mg KInHIaAMHULKMH KaTo KiuHaaMuuH Gocart /clindamycin phosphate/.

IToMouIHM BellecTBa ¢ M3BECTHO JleficTBHe: nponunenrnukon (200 mg/g), uerocteapunos ankoxon (50
mg/g), Gen3nnos ankoxon (10 mg/g).

3a MbJHHA CIIHCHK HA MOMOLIHHUTE BELIECTBA BHIKTE ToYKa 6.1.
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4.1. TepaneBTHYHH MOKA3AHUA

Knunnaeasun B 20 mg/g BaruHaneH KpeM ce H3MON3Ba 3a JiedeHHe Ha HHQEKLHH, TPHYHHEHH OT
YYBCTBHTEIHH KbM KJIMHJAMHLHH aHaepoOHH M IpaM-MoJIOKHTeHN aepobHn GakTepun: DakTepnanHa
BarMHo3a (M3BecTHa W kaTto Haemophilus sBaruunTt, Gardnerella BarnHuT, HecrieMpHYEH BATHHHT,
Corynebacterium BaruHMT WIH aHaepoOHA BarMHO3a).

4.2.  Jlo3npoBKa H HAYHH HA NPHIOKEHHE

QOBH POBKa

Bwapacmnu u ionowu Hao 16 coounu

[IpenopbunTenHara 103a e €MH ITbJIeH anauKaTop (NpUOIN3NTENHO 5 g KpeM, choTBeTcTBall Ha 100 mg
KIMHAAMHIIMH) exenHeBHo. [Ipunara ce HHTpaBaruHamHo, 3a NpeANoYHTaHe Clel aaraHe,
ITpoabmKHTENHOCTTA Ha TEpANUATa € MUHUMYM TPH JIHH, KaTO NP1 HeoOXoauMocT Moke na Obae
yIbJDKEHA JI0 celleM JHH.

Jlo3upaHe nMpu cnernHanyy rpyny NalHeHTH

Heya u ronowu 0o 16 coouni
besonacHocTTa M ed)eKTHBHOCTTA NPH Jelia | I0HOLIK 10 |6 roAHIHa Bb3pacT He € NpoyyeHa, Mopaau
KoeTo ynoTpedara B Ta3d Bb3pacToOBA IPyIla He ce MpernopbLYBa,

THayuenmu 8 cmapuecka ev3pacm
Hsima nocTaThyHO JaHHH 3a ynotpeda NpH NauMeHTH Ha Bb3pacT Haa 60 roauuu.




Hayuenmu ¢ napywena pyuxyus na 6ebpeyume wi weprus Opod
IMopagn HHckaTa cucTeMHa abcopOLKA cliel] NOKATIHO PHI0KEHRE He e HeoDX0mMMO KOpHIHpaHe Ha
J103aTa [IpH NalHeHTH ¢ HapylweHa OuOpeuna wan yepHoapoOHa GyHKUNHA.

HauuH Ha npHIoXkeHHe

To3u nekapcTBeH MPOAYKT € HpeHA3HAYEH 32 BATMHAIHO NPHIOKEHHE,

HHcTpyKimH 3a H3N0M3BAHE Ha AlNIHKATOpA:

¢  ANIHKaTOPBLT CE 3aBMHTEA C JIEK HATHCK KbM Ty0aTa Ha MACTOTO Ha KanmadkaTa M ¢ JIEKO TIPUTHCKaHe
Ha Ty0ara ce H3Nb/iBa ¢ BATHHAIHHA KDPEM.
AnNukatopsT e pa3bHBa OT Ty0aTa, KOTaTO ce HaTBbTHH 40 yuopa Ha GyranoTo.

e  TlauuenTsT TpabBa fa Nexu No rpbo, 3a Ja NPUIOKH Kpema.
ANIHKaTOPBT ce BKAPBa BL3MOKHO Hali-nbI00ko BbB BIaranuiLero, Ges fa npudHHABA
IHckomopT, cliel koeTo GyTanoTo ce W3GyTBa JOKATO CIpe Ja Ce ABMKH W ¢e U3TIAcKa UANOTO
KOJIMYECTBO KPeMm.

4.3, ITporneomoxazaHns

. CBpLXYYBCTBHTENHOCT KbM KIHHIAMHLMH MM KbM HAKOE OT TIOMOILHHTE BELECTE, HIOPOEHH B
TouKa 6.1.
CBpPEXYYBCTBHTETHOCT KBM JIHHKOMHAUHH.
Jlnza ¢ aHaMHeza 3a BBE3NANMTENHY 3a60NABAHNA HA YepBaTa HIIH aHaMHe3a 3a KOIMT, CBBP3aH ¢
NpHeM Ha aHTHOHOTH M.

44. CrnenHATHH NpelynpekAeHAd H NPeINAIHA MEPKH NPH ynoTpeba

Jleychnero He TpaCBa na ce mpoBeIa N0 BpeMe Ha MeHCTpyaLlHa. Bce nak ako neueHHeTo Bede € 3alo4HaNo,
TO TEPANEBTHYHHAT Kypc TpA0Ba a NPHIITIOUH.

IMpeau unu cnen 3anoueaHe Ha NEYEHHETO ¢ KIHHIAAMHIHH MOXe J1a € HeoOX0THMO J1a Ce HANPABAT TECTOBE 32
HaJIH4He Ha OpyTH uHGexumuy, BronTenHo Trichomonas vaginalis, Candida albicans, Chlamydia
trachomatis 1 TOHOKOKOBH HH(EKIHH, 32 Ja ce H3KIIYAT Te KaTo NPHYHHA 33 BYNIBOBATHHHT.

YnorpeGaTa Ha KIHHIAMHLIHH MOXe 1a ZIoBefle 10 CBPBXPAcTeX HA HEUYBCTBUTEHH MHKPOOPTaHU3MH,
ocoDeHO IPORIH.

MMoneGHo Ha ApyrH aHTHOMOTHLM, KIMHASMMUNH, NPUNIATaH JIPE3 YCTAaTa W MAPEHTEPANIHO, € CBBLP3aH € TEKBK
ncesgomemOpaHo3eH koauT. ToBa TpaGBa Ja ce HMa MpeNBHUA NPH BCHYKH NAUKWEHTH, KOMTO Pa3RHBAT JAHAPUR
cnel aHTuOakTepuanHa Tepanus. B cryyail Ha 3sHauHMTeNHa WIH NPOALIKHTENHA AHAPHS, MPHIOKEHHETO Ha
KNHHAAMHLMHE TpaOBa Ja ce npeycTaHOBH W [a Ce Ha3HAa4aT JHATHOCTHYHH NMPOUERYPH H CHOTBETHA TEpanHs
CIOPEN HYKIMTE,

Ilpu BaruHanHO mpunokKeHHe KIMHAAMHUMH ce abcopbupa cucremuo (BX. Touka 5.2). Cnen BaruHaiHO
IpHIoKeHHe, obaye MHapHA ce MOABABA PAJKO H MHOTO PAKO C¢ pa3sBHBA KOJHT {XapaKTepH3Hpall ce C
TOCTOAHHA TEXKKa AHapus, KOPEMHH cMa3MH, IeBKOLMTO3a M Tpecka).

JuarHo3ata nocTaBeHa Bb3 OCHOBAa Ha KIMHHUHHTE CHMNTOMM TpAGBa 1a Gbie MOTBLPIEHA ¢ eHAOCKONCKH
JaHHH 3a NceBAoMeMOpaHO3cH konHuT. JIONBAHMTENHO NOTBLPXKAEHHE € MocABKaTa Ha dekansa npoba 3a
Clostridium difficile BbpXy ceNeKTHBHH XpaHHTENTHH CpelH ¢ TOKCHHOB TecT.

IceBnoMemMOpaHO3HHUAT KOMHT, CEBP3aH C NPHEM Ha aHTHGHOTHLM, Moke Aa Gbae )KHBOT03aCTpaHIElBaH.I Axo
ce NOABH NceBAOMeMOpaHO3eH KOJIUT, NeHeHHeTo ¢ KIHHIAMHLUMH TpaOBa fa ce MpeKpaTH H J3.cd




nmoaxoaAana aHTHGaKTepHaJ’lHa TEepanHAa (Hanpnmep c BaHKOMHuHH). B YMEDEHO TCXKKH Clly4daHn MOXE Ja HMa
no,uoﬁpenue CJIEN CIINpaHE Ha TEparnMuAaTa. HeKapCTBaTa, HHX]‘IGHPH.].HH TNMEPHCTANTHKATA €A NMTPOTHBOIMMOKA3aHH B
TaKHBa ClIy4aH.

HEOSXOI[HMO € [TOBHIIEHO BHHMAaHNE, KOrato KIMHAAMHIHMH Ce NpeanHCcRa Ha MAaUlKHEHTH C Bb3NaTUTENHO
3abonaeaHe Ha YEpeaTa, KaTo Gonect Ha KpOH HIIH YNLEPO3€H KOIHUT.

Kakto IIPH BCHYKH BarHHaJlHH HH(lJeKLlHH, MOJIOBHTE KOHTAKTH NO BPEME HA JIEYEHHE C KIIHHOAAMHLIHH
BarHHaJlIEH KpeM Tp}IGBa Jace u3bArear.

VnotpebaTa Ha ApYri BarHHAJHH NPOAYKTH (KaTO TAMIIOHH, TeHHTANHH cripefioBe, MPOMHBKY H Jp.), IO BpeMe
Ha JleyerHe ¢ KIHHAAMHLUAH BarHHalleH KpeM, ChIIO HE € NPeNOpLYHTEIHO,

KnuupaBainH B ceabpika B cbCTaBa CH LIETOCTSAPHIIOB ANKOXON, KOHTO MOXeE Ja NMPHUYHHH NOKAMHH KOXHH
peakuuH (Halp. KOHTAKTEH AepMAaTHT).

EmuH mened ammakatop Knuupasasun B (npubnuanrenHo 5 g parMHaieH KpeM) cbObpka 1 g
NpONMIEHTARKO:A. [IpONBIEHNMMKOTBT MOXe Ja TIPHYHHH Jpa3HeHe Ha KOXkaTa.

EnuH menen annuxarop Knunnasasud B (npubnusutenHo 5 g paruHaneH KpeM) cwabpka 50 mg GeH3unos
anxoXoN. BeH3NNOBHAT ankoxon Moxke 3a MPHUKHM JeKO TOKANHE Jipa3HeHe U alepridHl peakuHH.

B nonbnnenne, KnminaasazuH B BaruHaneH kpeM ChIkpika TeueH napadiH, KOETO TIOHHKaBa 3APABMHATA Ha
NIaTEKCOBHTE MM TYMEHH [IPOJYKTH, KaTO NPE3epBaTHBH WIIH BaATHHANHH THadparMy 3a KOHTpaLenu,
TopagH KOETO LIeNoCTTa HM Moxe 1a Obe 3acerHaTa. YioTpebaTa Ha Te3H MPOAYKTH He ce Npenopbysa Ao 72
Haca cnef AedeHye ¢ KnunaarasuH B BarunaneH xpeM, Thit kaTo Moxke 1a Oble cBbp3ana ¢ oTcnabena
€)HKACHOCT Ha KOHTPALENLHATA HH HAMAJIEHA 3aLIKTa CPEIly CEKCYAIHO TPaHCMHCHBHH 3a60/1aBaHH.

ﬂega H IOHOLIH

BesonacHocTTa M epekTHEHOCTTA Ha KnuHNagazHH B BarHHaneH KpeM He € YCTaHOBEHA NMpPH IElUa H OHOLLH.
4.5. B3aumogeiicTBHe ¢ JPYrH JleKapcTBeHH NPOAYKTH H APYTH (pOpMH HA B3aHMOAEHCTEHE

HsMa ranuyna uRGopMalds 33 eTHOBPEMEHHOTO NIPHIIOKEHHE HA KIMHIAMHIIMY ¢ IPYrH BarHHAIHK
TEKAPCTBEHH MPOTYKTH.

CHCTEMHO MPHNOKEHUAT KIHHAAMHIIHH TIOKa3Ba HaNMHYHE Ha HEPBHO-MYCKYyeH Gokupatn edext, koiTo
MoKe 3 YCUNM AelicTBHETO HA APy HEPBRHO-MYCKYNHA WHXHOHTOpK. TlopaaK ToBa ciedea aa ce
H3MON3Ba BHUMATETHO [IPH NAllMeHTH, NONYYaBalllH TakHBa CpeACTBa.

Hma KPBCTOCAHA PEIHNCTEHTHOCT MEXKIY KIHHIAMHLUHH H THHKOMHLIHH.

AHTaroHHUCTH Ha BUTaMMH K

[Ipu nanneHTn, NeKyBaHH ¢ KIHHIAMULMH B KOMOHHALIMA ¢ aHTArOHHCTH Ha BUTaMHH K (Hanp.
sapdapuH, alleHokymapon 1 GnyHHIMOH) MPH NPOBEKAAHE HA TECTOBE Ce cb00LIABA 33 YOBIKEHO BpeMe
Ha kpbwBockcupBane (PT/INR) u/unu kepeere. [To Tazn npHYHHA NpH NAHEHTH, NeKYBaHH ¢ AHTATOHUCTH
Ha puTaMHuH K, rioxasartenure Ha koarynauuata Tpsabea Ja 6b0aT npocnensBaHy no-yecTo.

4.6.  deprunurer, GpeMEHHOCT B KEPMeHe

Bpenennocm




Ymorpebara Ha Knnugasasdd B we ce npenopbuea Mo BpeMe Ha MBPBHA TPHMECTHP OT OPEMEHHOCTTa,
THil KATO HAMA CHOTBETHH H J0Dpe KOHTPOIMPARH NPOy4YBaHHA NIpH OpeMeHHH JKeHR B TO3H NepHOoJ Ha
OpeMeHHOCTTA.

B xnuHUYHE Npoy4YBaHHs, yOoTpebaTa HAa BarHHAIHH NPOAYKTH ¢ KITHHIAMHIMHE IPH GpeMeHHH XeHH
BB BTOPUS H TPETHR TPHMECTBP H CHCTEMHOTO NPHAOKEHHE HA KIMHIAMHLMH 110 BpeMe Ha BTOPHS U
TPETHA TPUMECTBP, He ¢a OWNH CBBP3IAHHA C MOBHIUEHA YECTOTA Ha BPOLEHH AHOMAIHH.

Tpu u3non3isaHe Ha KNHHIAMUIHH BATHHAEH KPeM Npe3 BTOPHA U TPETHA TPUMECTBD Ha OpeMeHHOCTTa,
BB3IMOKHOCTTA 32 YBPEKAAHE Ha II0JA € MAJKO BEpOATHA.

Kmunaasasun B Moxe [a ce H3NON3Ba 3a eYeHKHE Ha GPCMCHHH AECHH T10 BpEME Ha BTOPHA H TPCTHA
TPHMECTEP Ha GPCMCHHOCTTB, CaMo MpH OCKasaHa HeoOX0OMMOCT.

Hacneasanya 3a penpofyKTHBHA TOKCHYHOCT TIPH ITBXOBE H MMIIKH C OPaJHO M NapeHTepaHO
NpHIckeHNe Ha KIMHAAMRUAH B 1026 oT 100 a0 600 mg/kg/nen He mokassaT AaHHM 3a YBpexk/daHe Ha
nnoxa nopajan ynorpebara Ha KIHHAAMHLUNH. [Ipy elMH OT MHIIMTE IAMOBe ca HAOIIOAARARH C/TYYaH Ha
HezaTBOpeHo Heblle TpH BHAOBETE C TPETHPaHH 2apoduiii. TakbB OTIOBOp He € NPeAN3BHKaH NPH
JPYTHTe MUIIH IUAMOBE MIIH JIPYTHTE BWIOBE H 1O TA3M NPRYHHA Ce CUMTA 32 ediexT, crenudHYeH 3a
ama.

H3cnensanus 3a penpoAyKTHBHA TOKCHYHOCT MIPH MIbX0BE M 3alLii ¢ OpaNHOo M NOIKMKHO NPHAOKEHHE
MOKa3BaT, Ye HAMA JIAHHH 33 YBPEXNAHE Ha NJIORA OT KNHHIAMHLHH, ¢ HIKTIOYEHHE TPH TOKCHYHH 3a
MaiikaTa 5o3H. PenpomyKTHBHHTE NPOYYBAHHMA NPH HHBOTHHTE HE BHHAIH Ca IPOTHO3HH TIO OTHOILIEHHE
Ha eeKTHTE TIPH XOPaTa.

BbB BCekH cyvai, KAKTO [IPH BCAKO IEKApCTBO, H3ON3BAHETO Ha JIEKAPCTEEHH NPOAYKTH 00 BPeMe Ha
OpemeHnocT Tpa0Ba 1a cTaBa ¢amoe NPH ACHH TNIOKA3aHUA M KATO CE BIEME NpPeJBHA CHOTHOILEHHETO No3a
33 MajikaTa / pHCK 2a YBpeXJaHe Ha nioja.

Kvpmene

He e u3BecTHO Janu KWIMHIAMHUKH ce €KCKPETAPA B KBPMATa IIPH XOpa Clie] BATHHANHO NpHAMKeHHe.
CrobiaBa ce 3a oARa Ha KIMHIAMHLMH B KbPMAaTa IIPH Xopa B rpaHungTe ot <0,5 1o 3,8 pg/ml cnea
cacTeMHa ynorpeba.

KnuHaaMHIIMH UMa MOTEHIHAN 1a NpeIu3BHKa Hexenan! edekTH BbpXY cTOMallHo-YpeBHaTa nopa npu
KbPMAaUeTo ¢ TTPOABH, KATO JHAPHA, KPbB B H3NPaXHEHHATa HIK o0pHB. AKo e HeobX0IMMO NepopanHo
W MHTPABEHO3HO NpHUNaraHe Ha KIHHIAMHLNH [IPH KBPMEIlll Malikii, TOBA HE ¢ TPHYHHA 33 CIMPAHE Ha
KbpPMEHETO, HO MOXKE J1a ce MpeAnoveTe alTepHaTHBHO NekapeTBo. Tpabsa na ce 0OMHCIAT Non3uTeE OT
KBpPMEHETO 3a Pa3BHTHETO H 31PaBETO HAa KbPMAa4eTo, KAKTO H KTMHUYHATA HYKAa OT KNHHIAMHLHH NpH
MaitkaTa, COpSIMO BCHYKH NOTEHIMAIHH HEXENaHH edekTH BbPXY KEPMAYETO OT KIHHIAMMUHH HIH OT
nonexalioto 3aboasBaHe HA MafikaTa,

Depmurumem

INpoyusanus Ha QepTHIHTETa IPH ITbXOBE, JIEKYBaHH IEPOPAIHO C KIMHAAMHMUMH, He NOKA3BaT
BB3ACHCTBHE BBPXY MNOJOBHTOCTTA HIH cocoGHOCTTA 3a HH(TocBaHe. He ca npoBexAaRH npoyYBaHHS
Ha ¢epTHIHTETa NPH KHBOTHH C M3MON3BaHE Ha BarHHaleH MbT Ha BhBEXaHe.

4.7.  EdextH BRpXy cnocobHOCTTA 32 IHodApane B paboTa ¢ MalIAHA

Knuupgasasui B garuHaneH kpeM HAMA MM HMa NpeHeBGpexnMo Manko BIHAHHE BRPXY CNocoGHocH
wodupaHe ¢ pabota ¢ MAIGHHA,




4.8. Hexenanu TeKapcTBeHH PeaKIHA

B rabnnuata mo-zony ca npeacTaBeHH HexeNaHUTe NeKapCTBEHH PeaKUHA, YCTAHOBEHH IIPH KAHHHYHH
NpOY4YBaHHA U PH MOCTMAPKETHHIOBOTO Habnogenue, no MedDR A cHcTeMo-opraHeH Kiac ¥ 4ecToTa.
I'pynuTe 110 yecToTa ca NPeACTABEHH KAKTO ClleaBa: MHOTO YecTd (>1/10), wectn (>1/100 go <1/10),
Hevect# (>1/1,000 xo <1/100), penxu (>1/10,000 no <1/1,000), muoro penxu (<1/10,000), ¢ Her3BecTHA
4ecToTa (OT HATMYHKTE JAHHH He MOXKe fa ObjJe HanpaBeHa oleHka), BeB BCAKe rpynupane 0o yecrora,
HEKeNAHMTE JIEKaPCTBEHH peakliu ca u30pOeHM B HH3XODAUI PEX 10 OTHOILEHHE HA TAXHATA CEPHO3HOCT.

BesonacHocTTa Ha KNMHAAMHUIMH BarHHANEH KpEM € OLICHEHA KAKTO NPH MalHCHTKH, KOHTO HE Ca
OpeMeHHH, Taka U NIPH NAlUEHTKH TIpe3 BTOPHA U TPETHA TPHMECTRp Ha OpeMeHHocTTa, ClegHuTe
CBBP3aHH C eveHHeTo Hexenanu ceOHTHA ca ChoOIABaEH IIPH To-Mako oT 10% OT maHeHTKHTE.

CHcTemo- Muoro yectn | Hectn Heuectn C HeniBecTHa
opraneH KJac (=1/10) (>1/100 go <1/10) =1/1 000 ao JecTOTA (OT
<1/100) HAJTATHHTE JAHHHA He
Moxe na 6nae
HanpapeHa OeHKa)
Huadexuun 1 I'b6uuHa HHG-5 CucteMHa KoxHa kanaujosa
aedecTanns KangugosHa und-1 | kanauaosza
Bakrepuanna
HH (-2
Hapymenna na Anepru4Hu
HMYHHaTa peakunn /
CHCTEMA Peakunu "a
CBPBXYYBCTBH-
TETHOCT
Hapymenns na XunepTupeocHIHIEM
eHIOKPHHHATA
CHCTEMA
Hapywienns na ["nagobonue
HePBHATA 3amasHOCT
cHCTEMA Hucreyzus
Hapymenns na Bepruro
YXOTO H
J1a0HpHHTA
Peconnpatopnn, Hnexnus na Enucrakcuc
[PBAHH H FOPHHTE AHXATEHH
MeXHACTHHAJ- NBTHLIA
HH HapylleHns
Cromaumno- CrtomaniHa Honka I'enepanuzupana | flceadomembpariosen
YpeBHH KopeMHuH cniazmu kopeMHa Oonka xoaum (Bx. Touka 4.4)
HapylleHHAsS Huapus Jlow aBx JlokanuzupaHu
[anene MereopH3bM cToMaluHK BonkH H
[oBpbutane MNonyeane Ha CTOMAllHO-YPEBHH
Kohcrunayus Kopema OTINaKBAHUA
Jucnencus
Cromanmy
KHCETHHH
Hapymienns na Ipyputyc Eputem




KoXaTa H (HecBBp3aH VprHrxapus obpus
DOAKOKHATA MACTOTO Ha
TBKaH IPUIIOKEHUE)
ExzanTteM
Hapyuenus ga Bonka B repba
MYCKYJHO-
CKeJeTHATA
ThKAH
Hapymenus ga HHpekuus Ha du3ypna
6n0penuTe H MTHKOYHHTE [TBTHLUA
MUKOUHHTE I"'moko3ypus
NbTHIIA TlpoTennypus
Crcronansm, YenoxxHeHo paxiaHe
CBLP3aHH ¢
GpeMeHHOCTTA,
POAOBHA H
noCAepoJoBHA
nepuon .
Hapywenna na | Bynsosaru- ByneoparyHuT Tpuxomonnanes | Engomerpuoza
BBL3NPOA3BOAH- | HanHA BynsoparpsanHo BYJNBOBAarHHHT
TEAHATA KaHAHa03a HapylleHHe Barunanxa
CHCTEMA H Copbex u HHbeKIHA
repaara pasgpa3ieHue Ha Tasopa Gonka
BYJIBATA
MeHcTpyanHo
HapylieHue
Bynsosararanna
Oonxa
Mertpoparus
BarnnaneH gayop
O6mn Brananexue
HApPYIIEHHHA H bonka
edeKTH Ha OToK
MACTOTO HA
NpHJIGKEHHEE
H3cnenpanas OTKIIOHEHNA B
MHKpobHONO-
TH4HO
H3CneaBaHe

ChoﬁgaBaHe Ha IMono3HpaHH HeXENAHH PCAKIIHH

CrobluapaHeTo Ha MOAO3HPaHHN HeXeNaHH PeaKLMH cle]] paspeliaBaHe 3a ynoTpefa Ha JeKapCTBEHHS
NpoAYKT € BaxkHO. ToBa Mo2BONABA a NPOTLIKH HabMOAEHHETO Ha ChOTHOIUEHHETO TOI3a/PHCK 32
NeKapcTBEHHA NPoAyKT. OT MEAHUHHCKHTE CIELHUANHCTH ce H3UCKBA A ¢b0o0iLaBaT BCAKA MOA03HpPaHa
HeXeJlaHa peaKuHsa ypes:
H3nwnHuTeHA areHHA No JeKapcTBaTa
ya. . Jlamau [pyes* Ne 8

1303 Codusa

Ten.: +35 928903417
yebcaiitT: www.bda.bg




4.9. Ilpego3upane

HsMa cboBlLeHns 3a npeaosHpate ¢ KNHHAAMHUMH, BarnHaiHo NPHIIoKEHHAT KIHHAaMHuHH docdar,
KofiTo ce ceabpxa B Kisnaaeasun B, moxe Aa ce abcopbupa B JOCTATEYHH KOJHYECTBA, 3a fa IOBeAE N0
CHCTEMHH e(eKTH.

HeBOJHHAT nepopanieH MpUeM Mo3Ke a MPeAH3BHKA PEaKLHH, CPABHHMH C TE3H [IPH TEPaneBTHYHHTE
KOHUEHTPALUHH Ha NEPOPANHO NPHIIaTaHHsA KIHHAAMULIKH.

B ciydali Ha pefo3upaHe ce H3HCKBA MPHAAraHeTo Ha 0GIUH CHMIITOMATHYHH H NOAABPKALIH MEPKH,
cnopen HeoOxoANMOCTTa. XeMoHANH3aTa U NEPHTOHEAHATa AHaNK3a He ¢a €GEKTHBHH METO/M 38
OTCTpaHsBaHE Ha KIMHIAMHMUMH OT CEpyMa.

5. GAPMAKOJOIMHYHH CBOHCTBA
5.1. ®apmMaKoJHHAMHYHH cBOHCTBA

DapMakoTepaneBTHYHA IPyra: FTHHEKOJOTHYHH AHTHHHEKLHO3HH ¥ AHTHCENTHIH, 6e3 KOMOHHALMY ¢
kopthkocteponau. ATC xon: GO1AA1Q

KIHHIaMHUMH € THHKO3aMHAeH aHTHOHOTHK, KoHMTO HHXHOUpa GaKTepHanHua NpOTEHHOB CHHTES Ha
HHBOTO Ha GakTepuanHara puboioMa. AHTHOHOTHKET ce CBbp3Ba npedeperunanto ¢ 50S pubosoMHara
cyGeAuHKLIA M NOBAHABA NPOLECa Ha Tpakcalks. Brnpekn, ye KnHHAaMHLUHH $ocdaT € HEAKTHBEH in
vitro, Gbp3aTa XHAPOIU3A in Vivo KOHBEPTHPa TOBA CheAHHEHHE A0 aHTHOAKTEPHANHO AKTHBHHA
KIHHAAMHLHH.

AHTHOHOTHKBT KNMHAAMHLYH HMa CHITHO AHTHOAKTEpHANHO JeHCTBHE CpELly rpaM-MoNoKHTENHH
MHKPOOPraHH3MH, BKIounTenHo Gardnerella vaginalis n Peptostreptococcus spp., KakTo U cpeuly
Bacteroides spp., Mobiluncus spp. n Mycoplasma hominis.

KNHHAaMHLHKH, XaTO NOBEYETO HHXHOHTOPH Ha NPOTEHHOBKS CHHTES e NIpeAHMHO HaKTEPHOCTATHYEH H
e(HKACHOCTTA € CBbP3aHa C NPOXB/DKUTENHOCTTE HA BPEMEBHA NIEPHO, NPE3 KOHTO KOHLEHTpALMATA Ha
AKTHBHOTO BELLECTBO OCTABA HaJ MHHHMAalHaTa HHXHOHTOPHA KoHUeHTpauus (MIC) Ha natorena.

MexaHH3MH HA PE3UCTEHTHOCT

Pe3UCTEHTHOCTTA KbM KJIHHAAMHIIMH Ce JbIDKH Hai-uecTo Ha MOAMGUKALMH HA MPHLETHOTO MACTO Ha
puboszomara, OGHKHOBEHO upe3 XHMHuHA MoaHdukauus Ha PHK 6asute uay ot Toukosn MyTtauns B PHK
M/ OHAKOTA B IPOTEHHHTE.

Pe3HCTEHTHOCTTA KbM CTApHNIOKOKH H CTPENTOKOKH C& Ab/DKH Hali-Bede Ha MOBHLICHOTO BK/IIOYBAHE HA
metunosu rpynd B 23S PHK (Taka Hapedenara koHcTHTYTHBHAa MLSB pesncTeHTHOCT), npH KoeTo
aMHHTETLT HA CELP3BAHE HA KIMHAAMHLMH KBM pHbo3oMaTa € CHIHO HaMaleH. Pe3HCTEHTHOCTTa KEM
KIMHAAMHLUWH MOKe 12 6blie HHAYUHPaHa OT MaKpONHIH B PE3HCTCHTHH KbM Makpoauay OaKTepHaiHK
u3onath. UHayuupaHata peaHCTEHTHOCT MOXe Aa Obae AeMOHCTpHpaHa upes tecT ¢ auck (D-30HoB TecT)
H B DyJBOH.

[To-ronamara 4acT OT METHLMAHH-pe3HCTeHTHHTE S, aureus (MRSA) noka3eaT KOHCTHTYTHBEH EHOTHI
Ha MLSB n nopaau ToBa ca pe3HCTeHTHH Ha KIHHAAMHUHH. Hudexunu, npuudHess ot PESHCTEHTHH Ha




YYBCTBUTETHOCT, Thil KATO MMA PHCK MYTAHTH ¢ KOHCTUTYTHBHA MLSB peznuctentHoCT aa Ghaar
HAMHYHE MO BpeMe Ha TepanHATa.

[pu uiamoBe ¢ KOHCTHTYTHBHA MLSB pe3ncTeHTHOCT € Ha/li4Ha TbJIHA KPBCTOCAHA PE3UCTEHTHOCT
MEXTY KITHHIAMALMH U HHKO3aMUAY {TMHKOMHIHH), MAKPONHAHU (HampHMep asHTPOMHIIHH,
KIapHTPOMULIMH, EPHTPOMHLIMH, POKCHTPOMHMLIHH, CNHPAMHLIHH) U cTpenTorpaMuH B.

[Mpu onpenensHe Ha Avarno3aTa OakTepHaiHa BArHHO3a U 3all0MBaHE Ha eYeHHe, TECTOBE 3a ONpenesite
Ha bakTepHaneH NPHYRHATEN M YYBCTBHTEIHOCT He Ce poBekaaT pyTHHHO. CTaHAAPTHH METOIH 3a
OTKPHBAHE Ha YYBCTBHTEIHOCT Ha MOTEHLMAIIHY TaTOreHH 3a DakTepuanHa earuHoza, Gardnerella
vaginalis W Mobiluncus spp. He ca nedpruupanu. Meronu 3a onpeneifsHe Ha YyBCTRHTENHOCTTA Ha
Bacteroides spp., rpaM-TIONIOKUTENHK anaepoOHU kokH M Mycoplasma spp. ca onncadu o1 HECTHTYTA 32
KNHHUYHE W JaGopaTopHu cTaHaaptH (CLSI). I'pannnyTe Ha YYBCTBHTEHOCT KbM KJIHHAAMHIMH 33 Ipam
HEraTHBH W rpaM-nOJIOKUTENHH aHaepobu ca nybnukysanu kakto or EUCAST (Erponefickyt KOMHTET 3a
TecTBaHe Ha aHTHMHKPOOHA UyBCTBHTENHOCT), Taka H oT CLSI. KnunuyHHTe H30maTH, KOHTO ca
YYBCTBHTENHH KbM KIHHIAAMHLIHH H Pe3HCTEHTHH KbM EPHTPOMHINH, CBILO TPAGRaA Aa ObAaT TecTBaHH 3a
HHAYLHpYeMa Pe3HCTEHTHOCT Ha KIMHAAMHIIMH, Hanonseaiiku D TecT. Bhnpeku ToBa, rpaHHunTe ca
npegHa3zHaueHH IO-CKOpPO 38 HACOKH NPH MpOBeXKIaHe Ha CUCTEMHO AHTUOHOTHHHO JledeHHe, OTKONKOTO
33 JIOKAITHO NPUIOKEHHE.

[MpaHHUYHH CTORHOCTH
KnunmaMuuuH e TecTBaH, KATO € H3MON3BaHa CTAHJAPTHA cepud paspexaaHe. OnpeneneHy ce cneqHuTe
MHHHMATHH HHXHOHTOPHY KOHUEHTPALMY 334 YYBCTBUTENHH U YCTOHUUBH MUKPOOH:

Cpannuny crofinoctH Ha EUCAST (Epponetickd XOMHTET 2a TecTBaHe Ha aHTHMHKpoOHa

YYBCTBHTEIHOCT)

IpHYHHHTENH YyBCTBHTEIHH PesnctentHu
Staphylococcus spp. <0,25 mg/l > 0,5 mg/l
Streptococcus spp. (Tpyna A, B, C, G) <0,5 mg/l > 0,5 mg/l
Streptococcus pneumoniae < 0,5 mg/l > 0,5 mg/]
CTpenTokoku oT rpyna "Viridans" (Apyr# cTpenTokokH) <0,5 mg/l > 0,5 mg/l
I"'paM-oTpHLaTeNnHH aHaepobH <4 mg/l > 4 mg/l
I'pam-nonoxxutenHy anaepobu <4 mg/l > 4 mg/]

PasnpocTpaHeHue Ha NpUIOOHUTATA PEIUCTEHTHOCT
Mpeobnaaasanero Ha npuaobUTaTa pE3UCTEHTHOCT MOXKE fa BapHpa reorpadcki, nopaiu ToEa e

KeNnaTenHo fa ce ThPCH JokanHa MHGOpMALIHA 38 PE3UCTEHTHOCTTA, 0c00eH0 TPH NeueHHE Ha TexXKH
uHdexuun. Korato e HeoGxoaumo, Tpabsa 1a ce NOTEPCH CBBET OT EKCIIEPT, KOraTo MECTHOTO
Pa3MpOCTPAHESHHE HA PE3MCTEHTHOCT € TAKOBA, 4e eeKTUBHOCTTA HA AaHTHOHOTHKA TIPH MTOHE HAKOK
BHIOBE HH(CKIMH € CEMHHTEMHA.

MHEQOGHE HYYBCTBHTEC/IHOCT
KnHHaaMHUHH € aKTHBEH in Vitro CpeLly NMOBEHETO IAMOBE Ha CJICAHHTE MHKPOOPraHH3MH, 34 KOHTO €

cb0DO1IABAHO, He ca CBBP3aHH ¢ 0aKTepHanHa BaruHo3a:
—  Bacteroides spp.

—  Gardnerella vaginalis

—  Mobiluncus spp.

—  Mycoplasma hominis

—  Peptostreptococcus spp.




5.2. PapMaKoKHHETHYHH CBOHCTBA

Abcopbuus
[TpH BAFHHANHO NpUNOXEHHE CTEMeHTA Ha CHCTeMHA aBeopSiiMa 0CTaBa HHCKa, eeKThT € NoKaneH.

KakTo npu 3ApaBH eHH, Taka H TIPH KeHH ¢ 6aKTepHATHH BarWHO3M, cTeneHTa Ha aGcopbuus e okono
4% or npunoxeHara /103a.

Pasnpenenenue

MaxCHManHHTE cepyMHH KOBLEHTPALWH NPH 31paBH J00POBOIUK Clel HHTPABArHHAJIHO NPHIOKEHHE Ha
100 mg knuuaamunuH docdat (20 mg KTMHIAMHUHE/E KpeM) e okono 20 ng/ml. Ciea MHOTOKpaTRO
BarHHaJHO MPHIOKEHHE HMA MAIKO HIH HHKaKBO CHCTEMHO HaTpYNBaHe Ha KIMHIAMHUMH., CHCTEMHHAT
nonyxHsoT € ot 1,5 no 2,6 yaca.

Buotpatchopmarus
Knunpamuuus pocdat e HeakTHBeH in vitro, a in vivo Obp30 ce XHAponuza 1o ¢apMakonoruiHo
akTHBHaTa dopMa Ha ceoboaHaTa 6a3a Ha KIHHAMHLIMH.

Enumunupate
[Tpubnusntenno 2/3 ot pezopbUpaHMAT KIHHAAMMLHH CE eKCKPETHpa C H3mpaxcHeHuaTa U 1/3 ¢ ypuHara.

ITnasMeHuAT My MoaYXHBOT(t 2) cliel MHOTOKPATHO BAMMHATIHO MPHIOKEHHE e OoT 1,3 no 2,6 4aca.
b 1

5.3. IlpenkInBEHYHE JaHHH 3a GesomacHOCT

He ca [IPOBCKJAAHH ABITCCPOYHH NPOYUYBAHHA NPH XKHUBOTHH € KIIHHAAMHLHH 38 ONIPEACIIAHE Ha
KaHLEporenen noreHuuan.

HPOBC,E[EHHTE TECTOBE 34 MHKPDOHYKIEYC H Ames IIpH NUIIBX0BE HE [TOKA3BaT AAHHH 34 M'CHOTOKCHYCH
NOTCHLHA.

INpoyasanus 3a eexT BLPXY QepTHAMTETA TPH NILXOBE, TPETHPAHH C [IEPOPATHA A03H KIHHAAMHLHH 10
300 mg/kg/aen (31 meTH excno3uLMATA IPH X0pa Ha 6a1a mg/m’), He MOKA3BAT eeKTH BLPXY
depTHaATeTa MK cnocoGHOCTTA 33 YHTOCRAHE.

B npoyusanus 3a em6pHo-¢peTaNHOTO Pa3BHTHE C NEPOPATIHO NPHIIOKEHHE NIPH TUTEXOBE M NIPOYYBAHUA
Ha eMOpHO-(ETaHOTO pa3BHTHE C MOAKOXHO MPUIIOXKEHHE TIPH NALXO0BE 1 3all¥ He Ce YCTAHOBABAT
AAHHH 32 TOKCH4HOCT Ha Pa3BHTHETO, OCBEH B JI03H, KOMTO NPCIM3BHKBAT TOKCHYHOCT NPH MaiKaTta.

6. GOAPMANEBTHYHH JAHHHA
6.1. CnHchLK HA NOMOIIHNTE BEULECTBA

BeH3HII0B alnKoXon
CopOnTaHoB cTeapat
Monucopbat 60
TNponunenrnukon
CTeapHHOBA KMCENIHHA
LleTocTeapia0B ankoxon
Uerunos nanmnrar
Teuen napadur
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INpeunctena Bona
Harpues xuapokcha (3a kopekitns Ha pH)

6.2. HechbBMECTHMOCTH
He e npunokuMo.
6.3. Cpok na rogHocT

2 (aBe) rogHHH.
Cpok Ha rOHOCT crieA MbPBO OTRAPAHE Ha OMaKoBKaTa: 7 (CeeM) AHH.

6.4. CHenHAIHH YCJIOBHSA HA ChXpaHeHHE

Ipu Temnepatypa noa 25°C.

Jla He ce 3aMpa3sBa

Ila ce chbxpaHsBa Ha MACTO HENOCTEIHO 34 JELa.

6.5. BHIH CLAbLpXKAHHE HA ONAKOBKATA

Anymunnesa 1y6a ¢ HDPE kanauka Ha BuHT, chbIbpxalua 40 g Knurnasasun B 20 mg/g BarnHanen

KpeM.

Enmxa Ty6a ¢ IMCTOBKA 3a MALMEHTa H CeAeM €NHOKPATHH aNJIMKaTopa, ONaKkoBaHa B KADTOHCHA KYTHAL.

6.6 Cneunajngs npeAnas’HH MEPKH NPH H3XBbpaskHe B pabora

Hsma cneuuanHi H3HCKBAHUA.

HeH3non3BaHUAT lekapeTBEH MPOAYKT HIH OTNaAbUyHHTE MaTEPHANH OT HEro TPAOBa /ia Ce H3XBBPIIAT B

CHOTBETCTBHE C MECTHHTE H3HCKBAHHUA.

7. IIPHTEXATEJ HA PAZPEHIEHHETO 3A YIIOTPEBA

AntHOHoTHK-Pasrpan Al

6yn. “Anpuncko Bectanue” 68, opuc 201

7200 Pasrpan, buarapus

8. HOMEP HA PA3PEHIEHHUETO 3A YIIOTPEBA

Per. Ne: 20210130

9, JATA HA ITBPBO PA3PELIABAHETIOTHOBABAHE HA PASPEIIEHHETO 3A
YIIOTPEBA

Jara Ha mepBo paspeiuapane: 25.05.2021
JlaTa Ha nocneaHoO NOAHOBABAHE:
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10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

Maprt 2026 r.
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