KPATKA XAPAKTEPUCTHKA HA IPOJIYKTA



L UME HA JEKAPCTBEHHSHA NPOAYKT

Janaunn C 150 mg Tspam xancym | N3NBAHATERHA ATEHLIS N0 NEKAPCTBATA
Dalacin C 150 mg hard capsules Kpamxa xapaxmspucmuxamnpogyama-npu@mﬂe 1
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2. KAYECTBEH H KOJIMYECTBEH ChCTA!

Dalacin C 150 mg tewpu kancyim:
Besika kancyna chanpya knunpaMuiua xuapoxnopun (clindamycin hydrochloride), exBuBanenten na
150 mg knungaMuun,

Dalacin C 300 mg Tebpay kancynu:
Besxa kancyna chanpska KTHHAAMHUMH XuApoxnophn (clindamyein hydrochleride), ekeuBanenTen na
300 mg kAMHAAMMUKA.

Kmingamuumnn e MONYCHATCTHYEH aHTHOHOTHK, KOHTO ce Mony4asa upes 7(S)-xnopo-3aMecTBaHe Ha
7(R)-xnnpokcunnara rpyna Ha H3IXOAHOTO ChEUHEHHE JIMHKOMULIHH.

HOMO@,HO BEIUECTBO C UIBECTHO NEHCTBHE: KalcynuTe ChIbpKAT NAKTO3A MCOHOXHApAT.

3a MBIIHAA CTIHCHK HA ROMOLLHHUTE BEIIECTRA BHATE TOUKA 6. ]

3. JIEKAPCTBEHA ®OPMA
Tewpaa kancyna.

Hanaunu C 150 mg: 6ana kancyna, Mapkupana ¢ “Pfizer” u “CLIN150".

Janauun C 300 mg: 6sna kancyna, Mapkupata ¢ “Pfizer” u “CLIN300”,

4. KJHHUYHH TAHHH

4.1 TepaneBTHYHH MOKA3IAHUA

HManauun C e nokasan 3a NeueHHe Ha CIEIHUTE HHPEKLIMH, KOTATO Ca MPUIHHEHH OT YYBCTBUTENHH
aHaepoGHH BakTepun, HyBCTBUTENHY WAMOBE Ha aepoGHM ['paM-NONIOKHTEAHH GakTepin, KaTo

CTPENTOKOKM, CTAPHIIOKOKH H THEBMOKOKH, KAKTO W MyBCTBUTENHH WaMose Ha Chiamydia
trachomatis.

a) Huexumu Ha ropHHTe IUXATE/IHH TBTHILG, BKAKOYBAIM TOHIHIUT, PapHHTHT, CHHY3IUT,
BB3MANEHHE HA CPSAHOTO YXO H CxapliaTHHa,

6) Ungexuynn va QOMHHTE QWXATENHH IWHTHILA, BKIKYBAIIH OpOHXUT, MHEBMOHHS, CMITHEM U
Benoapoben abouec.

C KIHHIAMHWUHH.




]') I/IH(I)CI{U,HH HA KOCTHTE H CTaBHTE, BKITIOYBALLKA OCTEOMMENNHT 1 CEMNTHYCH apTpHT.

1) I'meekonorminmn uadekumny, BIIFOTBALUK EHIOMETPHT, UETYIUT, KONHT, TyBooBapHaien abeuec,
CANMHHTHT U BB3NATHTENHY 3260/IABAHMS Ha OPraHUTE Ha Ta3a, KOTATO ce TIpUiara B KoMGHHawHs
C IOAXONAUL aHTHBUOTHK, AKTHBEH N0 OTHOIIEHHE HA I'pam-orpuuarensu aepobu. Tpu
UEPBHUNTH, nputunend ot Chlamydia trachomatis, MOHOTEpaNUATA ¢ KIHHZAMHLHH N0KA2RA
eeKTHBHOCT NPH YHHIIOKABAHETO Ha MHKpOOpraHu3ma.

e) HuTpaabromuHanun HHPEKUHY, BKIIOYBALM TEPHTOHNT H abclieck Ha KOpeMHaTa KYXWHa, koraro
€& npHJara B koM6unaumsg ¢ noaxoasu AHTHOHOTHK, AKTHBEH N0 CTHOLWIEHHE Ha | pam-
OTPULATENHY aepodu.

}I{) CCHTHLI,EMHSI H EHOKApIUT — JAOKYMEHTHpaHa ¢ e[I)EKTHBHOC’FTa Ha KJIHHIAMMW1HH B JIEYCHHUETO HA
ONPENENCHY CITYHaW Ha €HACKAPANT, KbASTO NPELBAPHTETHO YCTAHOBEHD, Ye JIeKapcTBOTO
0Ka3Ba DaKTepHUMANO AelicTBHE CIpAMO MPHYHHUTENNTE Ha HHDEKUMATA Upes in vitro
W3CICABAHE IPU NOAXOAS LN KOHUEHTPAIHU Ha NpoAyKTa, KOHTO CC NOCTHIAT B cepyMa.

3) OnoRTOreHHH HHEKUMH, KaTO nepuoAoHTaNeH abcuec M NepUOJOHTHT.

1) TokconnasMosen eHUedaTHT NpH TauneHTH cue CTTMH, Tlpu naLUMeHTH, KOKTO He ToJepHpaT
KOHBEHLIHOHATHOTO NeveHHe, eeKTUBHA Ce OKA3BA KOMBHHALUATA KNHHAAMUIWH H
MHAPHMETAMKH,

i) I[THEBMOHUS, pHYHHEH] OT Preumocystis jiroveci (u3secten kato Preumocystis carinii, cnopen
To-cTapara knacukaums) npu naunenti cbe CITHH. [pu naunenTs, KouTo He ToNepUpaT UK
HE CC NOBNHABAT ANEKBATHO OT KOHBEHIMOHAHATA TEpANHS, KTHHAAMULIMH MOXe 1a 6bie
H3MOM3BaH B KOMOHHALINA ¢ IPUMAKBHH.

It vitro YyBCTBHTETHOCTTA Ha KITHHIAMHIMH € J0Ka3aHa MPH CIEAHHTE MUKPOOPraHHIMH: 5.
melaninogenicus, B. disiens, B. bivius, Peptostreptococcus spp., G. vaginalis, M. mulieris,
M. curtisii u Mycoplasma hominis.

4.2 Nlo3upoBka ¥ HauMH Ha NPHIOKEHHE

HAanauns C xancynn Tpabea aa ce nprema ¢ MIHA Yalna BoAa, 3 12 c& HIGETHe BhaMOKHO
e3othareaTHo apasnene.

Hosuposra npu avspacmuu
600-1800 mg AHeBHO, pasripeneneny B 2, 3 WIH 4 eJ(HAKBH NO3H.

Hozupoeka npu deya (na svapacm nad 1 mecey)

Knnngamuumun Tpabea na ce mo3upa Bb3 OCHOBa HA OBIIOTO TENECHO TETNO, HEIABHCHMO OT
3aTNBCTABAHE,

Hanaunn C kancynn Tpa6pa 1a ce M3MON3BA CAMO NPH JIELA, KOUTO MOTAT Ja NOTAbIIAT KancyIu.

Ho3n oT 8 10 25 mg/kg nHerro, pasgenekn Ha 3 uAM 4 enHAKBH NpHEMA,

BBb3MokHO ¢ yroTpefaTa Ha Kancynu Ja He € B ChCTOAHHE [a IPefoCcTaBy TOYHHTE A03H B mg/Ke,
KOHWTO ¢¢ W3HCKBAT 3a NeYeHUeTO Ha Jela.

Cmapuecka evzpacm
LIpn dapmakoxrueTHUHNTE NPOYTBAHHA € KAHNAAMPLHH HE Ca YCTAHOBEHH KNKHIIHQ
PasNHKH MeXKIY MIALHTE U NO-Bb3PACcTHHTE YHACTHULIH C HOPMAJIHA YepHOAPODOHa ¢
HOPMANHa (XOPUFHPaNa CNPIMo BL3pacTTa) GbOpeuta GyHKUMA caell epopanto np
Ta3k MPUYHHE He € HeoOXoAMMa KOpEKLUNS Ha 03aTa MpH MalMeHTH B CTapHecka Bb
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4epHOAPOOHA hYHKUMs H HOpManHa (kopHripaHa capaMo Bb3pacTTa) Gh6pedna dyHKuMs (Bxc.
To4Ka 5.2),

Bvopeuno yepeacoare
He e neobxonuma kopekia ua nozara ua KITMHIAMHUKH 1pY NauneHTH ¢ Oulpedta HeqoCTATLYHOCT.

Heproopobuo yepexcoane
He e neobxonnma KOpeKLH:A Ha 103aTa Ha KITHHIAMHUME NpH TalUeHTH ¢ YepHOIpobHa
HEAOCTAThUHOCT.

Hozuposka npu eneyugpuuni nokazanus

Jleuerue na Geva-xeMoanTuYHM crpenToxoKosn aHbeKLHH
Bwxrte noznposkara B o6mure Ciiy4an mo-rope, Jleuennero Tpa6sa Aa NpoaBIoKK Haili-Manko 10 qun.

Jleuenue Ha iepBULKTH, NpHYAHERN o1 Chlamydia trachomatis:

450-600 mg Hanaunn C kancynu 4 MsTH IHEBHO NEpOPATHO B nIpoabiikeHne wa 10-14 guu.

JleveHue Ha TokconnazmMoseH entedanuT npH napenty cue CTTAH

Tpunara ce Jlanaunn C kancynn B nosa 600—1200 mg MEPOPANTHO HA BCEKM 6 uaca B TPOIB/DKEHHE
Ha /1B CEAMMLLY, CllelL KOETO ce npoabnxkasa ¢ 300-600 mg nepopanHo Ha Beeku 6 Yaca, OBHKHOBEHO
TEPANCRTHYHUAT Kypc ¢ 8-10 ceammun, Josata nupHMeTaMuH e 25 1o 75 mg NepoparHo BCEKH JeH B
npoibkeHne Ha 8 1o 10 ceamuum. Tpu npunokeHne Ha NO-BHCOKH I03H NHPHMETAMUH TPAOEa 1a
e HasHauM (poaunoBa xucenuta 8 ao3a 10-20 mg guHesHo.

Jlcuenyie Ha MHEBMOHUKS, NPUUHHEHA OT Prewmocystis jiroveci npy_nauneHTH cec CIMMTHUH

[Tpunara ce ananun C xancynn 300-450 mg nepopanHo Ha Beexd 6 4aca B pojiblikeHKe Ha 2 [ JHK
43

fIPUMaKBHH |5-30 Mg eAuA MBT AHEBHO NEPOPATHO B MPOTBIBKEHUE Ha 21 AHM.

Jleyenue Ha OCTBP CTPeUTOKOKOB TOH3HHHT/¢&[!HH1"HT

[Mepopanso neyeHme ¢ Hanauun C kancynu 300 mg asa n5TH THERHO B npogbiieHue Ha 10 auu.

4.3 IpotHBonokazaHun

CBp'bXT-IyBCTBHTCJ'IHOCT KbM KJITHHAAMHLUWH, THHKOMHALIMH HITH KBEM HAKOE OT MOMOUIHHTE BEUIECTRA,
W36poeHH B Touka 6.1,

4.4 CreunanHn NpeAynNpexaeHHn N NPeANa3HH MepKH NpH ynorpeba

CroOiaBaHu ca TeXKH Peaklni Ha CBPBXYYBCTBUTENHOCT TIPH NAUHMEHTH, NONNOXKEHN Ha JleUeHHe C
KAWHIAMHLIAH, BKIIOYHTENHO TEXKKH KOXKHH pPeakUiH KaTo JiekapcTBeH 0OPHE ¢ e03NHOMpNINA 1
cHeTteMHd cumaToMu (DRESS), ciunapom nHa CTUBEHC-J]KOHCBH, TOKCHYHA ENUAEPMATIHA HEKPONI3A
H 0CTpa FeHepamu3npata eK3aHTeMaTo3Ha mycTynos3a. [Ipu mosika #a CRPBEXYYBCTBUTEIIHOCT HilH Ha
TEHKa KOKHA PeaKLUA MPRIOKEHKETO HA KITMHAAMHIIMH TPAOBA J1a ce IPeyCTAHOBH M Jia ce HasHauH
CLOTEETHa Tepanua (Bx. Toukm 4.3 1 4.8).

[TcesaomeMbpanoszeH KONUT € HAOMIOAABAH MIPH NOYTH BCHYKH aHTHOAKTEPHAAHK areHTH,
BIJTFOTHTENTHO KTHHIAMHLUMH. ToH Moxe Aa Bapupa OT ek [0 KHBOTO3acTpalliaBaill. 3aToBa € BAKHO
-1a ¢¢ uMa MpenBHJ Tazu JUArHo3a NpH DalKMeHTH ¢ IMapHi, NOABUIIA Ce CIe], IPANOKEHHE Ha
aHTHOaKTEpUANHY AreHTH.

Jlevenuero ¢ aHTHOAKTEPHANTHH aredTH NpOMeHs HopManHata ¢uopa Ha ziebenoto ‘-leB._:
No3BONM CBPbXpacTex Ha clostridia. Tlpoy4BannsTa Nokassar, e TOKCHH, NPOU3BEX AR
Clostridium difficile, ¢ 0CHOBHUAT NPHUNHUTEN HA CEBP3AHUS C PHEM HA AHTHOHOTHLY




riceBnOMeMOpanose KONHT. Jlekure GopMu Ha MCeBAOMEMOPaHO3EH KOANT OGHKHOBEHO ce
MOBAKABAT CAMO OT CUPAHETO Ha NeKapcTBoTO. [Py YMepeHH IO TeXKY ChCTOAHMS Tpa0OBa 1a ce Uma
MpeBI Nevenne ¢ 1oGaBka Ha TEYHOCTH | eAeKTPONIHTH, TPOTEHUHH, H fleYeHHEe ¢ aHTHOAKTepHaNHO
JIEKApCTBO, KOETO € KIHHHYHO e)eKTHBHO cpAMO KONUT, NpHuHHeH oT Clostridium difficile.

Knunnamuumu e Tpa6ea ga ce nasmavasa NpH JIeYeHHEe Ha MEHWHTUT, Thii KaTO NPOHNWKRA cNado B
uepebpocnHHANHaTa TEUHOCT,

AKO NEYCHNETO e IPOABIKHTENHO, Tp#0Ba la ce U3BLPLIBAT MICACABAHAS HA uepHoapobHaTa M Ha
oB6peunara dyHxums.

Panko ce cvobuasa 3a octpo 6uGpeuno YBpexaHe, BKIIOUKTEITHO 0CTpa 616peyHa HelocTaTBYHOCT.
Mput nauMeHTH, KOUTO CTPanAT OT NpeawecTraUEA OBbOpeyHa IUChYHKIUMURA WK NPHEMAT CHIBLTCTBAILD
HehPOTOKCHYHY JlekapeTRa, TpAtina A2 ce OGMHUCIH npocnendeade Ha 6udpeunara dbyukius (B
Touka 4.8).

Cwobuiaga ce 3a Clostridium difficile-crvpiana Anapua (CDAD) nipy ynotpefa Ha MOYTH BCHUKH
AHTHOAKTEPHATIHH CPEACTBA, BKIFOYHTEIHO KIIHHAAMHIMH, KOATO MOKE 11a BapHpa MO TEKECT OT Jieka
Auapyd 10 daraned KOmHT. JleuenHeTo ¢ aHTHBaKTepHATHW CPeaCcTBa M3MeHd HopManHaTa duiopa Ha
nebenoTo YepBo, KOETO BOAW A0 CRPBXPAcTexk Ha C, difficile.

C. difficile npoussexiia TokcHu A 1 B, konto aonpuHacaT 3a paektreto Ha CDAD.
[TpousBexaaltMTe XUNEPTOKCHH WaMoBse Ha C. difficiie NpeN3BUKBAT NOBUILEHA MOPBHIHOCT H
CMBPTHOCT, Thii KATO Te3H HHEKUHH MOTaT Aa 6bJaT YCTORUHBH Ha AHTUMHKpOOHA Tepanus W Morar
Aa uzucksaT kolekromid. CDAD TpaGea aa ce B3eMe Npe/iBM NPH BCHUKH TALHENTH, KOWTO CTPanaT
OT IHapH# ciiepl ynoTpeda Ha aHTHBHoTHIN. HeobXoHMa € WaTenHa MeTUIMHCKA aHaMHe3a, Thil
Kato ce cbobuasa, ye CDAD moxe aa ce npoasu moeeue oT ABa Mecela cnea MPHIOKEHHETO Ha
aHTHOAKTEPUANHHTE CPEJCTRA.

AKO MMa CBMHEHHE WITH 6BJIaT [IOTEBPIEHA AUAPH WU KOJIHT, CBLP3aHH C yrotpebata Ha
AHTHOMOTHK, NEUEHNETO C AHTHBAKTEPHANHH CPEJICTRA, BKITIOMHTEIHO KITHHIAMHALMH, TpsibBa na ce
NpeyCcTaHoRH 1 He3abaBHO Na ce HA3HAUAT ChOTBETHH TEPANeRTHUHH Mepku. YiorpeGara na
NIeKapeTBa, HHXHOUPALIK IEPHCTANTHKATA, € IPOTHBOIIOKA3aHA B Ta3H CHTYalHS.

Hanauun C kancynu chbprka naktosa. [launenTy ¢ penxu HacieACTBEHH poGneMy KaTo ranakTo3Ha
HETIOHOCHMOCT, Lapp-akTaseH JeHUUT WM MHOKO30-TanakTo3na Manabeopbims He Tpabsa na
NMpHEMAT TOBA JICKAPCTBO.

4.5  BzauMogeiicTBHe ¢ Ipyry JlekapcTBeHH NPOXYKTH W APYTH GOpMH HAa BIaHMOJAeiicTBHE

KinHgaMHUHH Moka3ha HaltMdie HA HEBPOMYCKYNTHH GOKHpaIUH cBOHCTRA H MOXE A2 32CHIH
JEHCTBHETO Ha APYrd HEBPOMYCKYITHH Gnoknpawm areHTu. [opajii TOBa ciie/lBa Ja ce W3Mon3Ba
BHHMATENHO NPH NALHEHTH, [IONY4ABAIUM TAKHBA CPEACTRA.

KauHaaMuuH ce Metabonu3upa npeamMio ot CYP3A4 u B no-manka crenen oT CYP3AS no
OCHOBHMA METAGONUT KIKHHAAMHLIMHOB CYN(POKCH M BTOPOCTENEHHHS MeTabonuT
N-pesmetunknungaMuums. o tazu npuanna unxubutopute Ha CYP3A4 u CYP3AS morar f1a
TOHHIKAT KIUPBHCE HA KITHHIAMWLMH, @8 HHIYKTOPHTE HA TE3M U30EH3UMH MOIaT Ja MOBMIIAT
KIHPBHCA HA KMTHHAAMUUMH. [la ce TpocnesBa 3a MHIICa HA eeKTHBHOCT B NMPUCHCTBUETO HA MOLLHY
unayxropi na CYP3A4, kato pudammiumnh,

In vitro NpoyYBanuaTa NOKA3BaT, Ye KMWHAAMHIHH He Haxabupa CYPIA2, CYP2C9, CYP2
CYP2EI wnu CYP2D6 n camo ymepeno nuxubupa CYP3A4. TTopanyu Tosa ca mManko eep
KNHHHYHO 3HAYHMH B3aUMOJeHCTRUA MEXAY KNMHAAMHLHH H €IHOBPEMEHHO MPHITONKE
KoHTO ce MeTabomusnpar oT Teau CYP eH3uMH.

\WAA 7o /]Stgo
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AHTATOHKCTH HA BHTAMHEH K

CrobluaBa ce 3a TOBHIMICHH KOArYNRLHOHHH TeCTOBE (PT/INR) u/unu knpBere npH MauMeHTH,
fIEkYBatu ¢ KIMHIAMHLIWH B KOMOKHALUS C aHTaroHueT Ha BuTaMuH K (Ranp. Bapdapun,
auEHOKyMapon u hayunauon). [To Ta3y npyUuMHA KOAryNALMOHHHTE TCCTOBE TpsabBa Ja onuar
NPOCNEAABAHH [10-4ECTO NPU NAUUEHTH HA JIEYeHUE ¢ AHTAFOHHCTH Ha BHTaMUH K.

4.6  ®epruanTer, GpemeHHOCT K KLpMeHe

EpeMennoct

[Tpoyyeanusta 3a PENPOAYKTHBHA TOKCHUHOCT [PH NEPOPATHO H NIOAKOKHO NPUITOKEHME NPH
TUIBXOBE H 3aiUi He pasKpuBaT DaHHH 3a HapyweH GepTHIMTET MK YBpeXK1aHe Ha deTyca,
ZABJEKALLN C€ HA KIIWHIAMHLUMH, OCBEH B JIO3H, IPHYHHABALIA MaH1MHA TOKCHIHOCT. IpoyuBaHnsTa
BBPXY PENPONYKUHATA NPY KKBOTHY HE BHHAIH NPEXBUKIAT TOYHO peakumaTa npu xopatra.

KnuHaamMuiun npeMuHaBa npes nnauenTata ipu xopa, Cren MHOTOKPaTHO NpHIIoKeHHe
KOHIICHTPAUMATA B aMHHOTHYHATA TEYHOCT € ipubansutento 30% oT NNazMEHHTE HUBA HA MaiKaTa.

[Tpy KnMHUYHN HINUTBAHUS C BPEMEHHMU JKEHH, CUCTEMHOTO MIPUNOKEHHE NA KITHHAAMUMLIAN npes
BTOPHA W TPETHA TPUMECTHP Ha OPEMEHHOCTTa He ce CBBP3Ba ¢ YBENHYEHa YECTOTA Ha BPOAEHH
yspexkgannd. Hama 10cTaThiaHo H 106pe KOHTPONMpPaHH APOYUBAHHS NPH GPEMEHHH KEeHH (pes
ITLPBUA TPHMECTBLD Ha BpeMeHHOCTTA.

KnvnpamMuimn tpatea Aa ce H3nonssa Np¥ OpeMeHHOCT, CaMo aKo e abCoNIoTHO HeoBXoaAHMO.

Kupmene
C10bWwasanoTo HHBO Ha KIMHAAMHUNH B KbpPMATa RpH Xopa e B rpaHnruuTe ot <0,5 1o

3.8 Mukporpama/ml.

KnuupaMuuuy umMa DOTEHIHANA 1a Npeau3BUKa HexeTaHMH eeKTH RBPXY CTOMALHO-upeBHaTa (hropa
TpH KpMaYveTO, KATO AHAPHS HITH KPBB B W3TIpaXKHAeHUATa, WIH 0OpUB. AKko e HeoDX0oauMo
NEpopanno Npuiiarale Ha KNWHIaMMUKHE NPH KbPMEIAa MalKka, TOBA He & NPHYKHA 33 CHpaHe Ha
K"hpMeHeTO, HO MOXe 1a ce npennoyeTes aJ'lTepHaTPIBHO JICKapcTBO. TpsGBa na ce OGMHCﬂﬂT [TON3IUTE
OT KbPMEHETO 32 PasBHTHETO H 3JPARETO HA KBPMAYCTO, KAKTO H KIMHHYHATA HYKIA OT
KIHHAAMULUMH TIPH MafKaTa, CIpAMO BCHYKH MOTCHUHANHH HeXXelnaHl edekTH RPXY KbpMayeTo oT
KNHHAAMULHH WIH OT NOANExaNoTo 3abonapaHe Ha MajixaTa.

DepTHIUTET

Mpoy«eanus sbpxy GepTHAHTETE NPH TUTLXORE, JIEKYBAHH NEPOPATHO ¢ KAHHAAMWINH, HE TTOKa3BaT
ph3fieiicTBHE BBPXY depTuNuTeTa KAKR CNOCOBHOCTTa 3a HHTOCRAHE.

4.7 Edextu BBpXy cnocoGHOCTTa 32 wodmpate i pabora ¢ MAIIHHEK

KnuHaamuump HIMa UK uMa npeHeSpeRuMo Mako Bh3ecTBHE BLPXY CNOCODHOCTTA 34
wopHpane 1 paboTa ¢ MaUMHH.

4.8 Hexenanu JeKapcTBeHH PpEAKIHM

B Tabnuuata no-uony ca u30poeHH HexenaHUTe JIeKapcTBEHH PeakuHU, YCTAHOBEHH NpH KIHHYHH
W3MHTBAHKHA U TIPH [10CTMApKe THHTOBOTO HabmodeHue, o MedDRA cucTeMo-opraieH xIac »

Yectota. ['pynuTe No 4ecToTa ca NpeAcTaBerH, KaKTo clelBa: MHOFO decti (>1/10), vect (21/100 no
<1/10), neuectu (>1/1 000 po <1/100), peaxn (>1/10 000 no <1/1 000), MHoro peku (<1/

pea NG OTHOLICHHE HA TEXHATA MEIHLIMHCKA CEpHO3HOCT.



Cucremo- Yectn Hesecr Peagcu C HeH3BECTHa YecTOTA
OpraHeH KJac Z1/100 no <1/10 | >1/1 600 no <1/100 | >1/10 000 Ao | {OT HANMYHHTE JaHHH
<1/1 600 He Moxe fa Hnae
HanpaBeHa olleHKA)
Hudexnnn n Tceraomembpa- Konur, npuumnen ot

HHdecTaRUM

HO3eH KOomUT* (B

Clostridivm difficile*,

TouKa 4.4) Barunanua undexums*

Hapymenus ua Arpanynountosa*,

KFBBTA H Jlepkonenus®*,

JMMpHATa Heyrponenns*,

CHCTeMa TpomBouuToneHus*,
EosuHogunnn

Hapywenus na AHadmnakiuyen mok*,

HMYHHATA AHAQUTAKTOHHA

cHCTEMA peakins*,
AnadunaxtnyHa
peaxuua®,
CrpbXuyReTRUTENHOCT

Hapywenns na Jucreysug

HepBHATa

cHcTeMa

Cromammo- ADnoMHHaNHa Tanewe, EzodareanHa a3Ba*,

YpEeBHH bonka, Mospoimane Ezodarnt*

HAPYIUCHUS Juapns

Xenatrobnauap- Krenrennua*

HH HAPYIICHUH

HapymreHus ua Makynomamynosex TokcudRa ennaepManta

KOKATA H o0pHE, HEKponu3a¥,

NOIKOKHATA Ypruxapus Cunapom Ha CTHBEBHC-

TBKAH JKoHCHH®,

JlekapcTBen 0bpHBs ¢
e0o3HHOp WIS |
CUCTEMHU CHUMIITOMH
(DRESS)*,

OcTpa rerepanmusnpana
eK3aHTEMO3HA NYCTYNO32

(AGEP)*,
AHrHoenaM*,
MynTudiopMen eputem,
Excionnatnsen
IepMaTHT*,
Byno3zen nepmarut*,
Moap6randiopmer
ofpue*,
Mpyputyc
Hapyusenus ua Octpo 6uopeuno
oLOpemTe 1 yepeskaare”
NHKOYHITE
ITETHIIS
Hicnegpanus OrinoneHne B
yepHoIpobeH
(yHKHOHANEH
TecT

*Hese1anH JIeKapCTBEHH PEakLUMH, YCTRHOBEHH MPH MOCTMApKETHHIORaTa YNoTpeba

*Bxk. Touka 4.4




C‘hOﬁuaBaHe Ha NOJO3UPAHN HEXKENAHH pEAKLUHKA

CrobinasaneTo Ha mogo3npaHu Hexenann PEaKIiH chell pa3pelaBake 3a ynoTpeba Ha TekapeTBEHHS
TPOAYKT € BaxkHo. Tora Mo3BONSBA Aa NPOIBIKN HAGMIONEHHETO HA CHOTHOLIEHHETO TIoN3a/pHeK 3a
ACKAPCTBEHNA IPORYKT. OT MEAHLMNCKUTE CHSUHANHCTH C& HIHCKBaA Ra ChoBLIABAT BCAKA
MoJ03HpaHa HexxeliaHa peaking upes Hanbsnuutenda arenuua no nexapcreara, yn. ,,Jlaman T'pyes”

2 8, 1303 Codun, en. +359 2 8903 417, yebeaiit: www.bda.bg.

4.9 Mpenosnpane

XeMo,uHannaa'ra H NepUTOHeanHatTa guanusa He ca Ed_JCKTHBHH METONIH 34 OTCTpaHABAHE Ha
KIHHAAMHKIHH OT cepyMa.

5. ®APMAKOJOIHYHHU CBOHCTBA
5.1 ®dapmakoaMHAMHYHH cBoiicTBa

DapmakoTeparieBTHYHa rpyna: nukosamums, ATC kox: JOIFF 01

MexanuzbM Ha fielicTRue

KniHaaMUIMRA e NHAKO3aMuUEH aHTHOUOTHK, KoHTO MHXUOHpa cHHTe3a Ha TPOTEMHH Ha GakTepHuTe,
Toi ce cebpara ¢ 508 pubozomuara cyGe uHULa 1 NOBIHIBA KAKTO tpopmupateTo Ha puboszomuTe,
TaKa ¥ MpoLeca Ha TpaHCHauus. Benpekn ue knMHAAMIIMH Gocdar e HEAKTHBEN in vitro, py Gbp3a
XHApORN3a in vive Toil cc npeobpazysa & anTHOaxKTepHaMO aKTHBER KannaMuuny. Tipu o6nyaiinn
NO3U KNHHAGMHLLHH NposABaBa HakTepHOCTaTHYHA aKTHBHOCT in Vitro.

DapmakoauHaMUYHU edekTu
EdrkacHocTTa ¢ cBbp3ana ¢ BpeMEBUS NepUO, TIPE3 KOHTO HHBOTO Ha Npenapara e Hajt
MWHAMANTHATA HHXHOMTOPHA KoHuenTpaiua (MHUK) Ha narorena (%T/MIC).

PesuctenTHocT

Pe3UCTEHTHOCTTA KEM KITHHIAMHLMH Ha-UeCTO ce LU HA MYTALHH Ha MACTOTO Ha CBBP3BaHe Ha
anTubnoTHra kum pPHK nnu na metunmpaneto Ha cneiuduunpTe Hykneoruin 8 238 PHK na

508 pubozomHara cybemuHnLa. Te3u NpOMEHH MOTAT Ad ONIPEAENAT in Vitro KpbhCTOCAHA
PE3MCTEHTHOCT KbM MakpolHIy # ctpentorpamusy B (gernotun MLSg). PeaucTentHoCTTa nonskora
ce IbJiKK Ha NPOMEHH B pHOO3IOMHKMTE NPOTEHHH. Pe3UCTEHTHOCTTA KBM KITHHIAMMLMH MOXE Ja
6bae MHAYUMPAHA OT MAKPONM/H B PEIUCTEHTHH KbM MAKPOJUAN GAKTEPHATHH HIOIATH.
HupyumpyeMara pe3ncTeHTHOCT MOXe 14 B¢ IeMOHCTpUpata upes Tect ¢ Auck {D-30HoB TecT) WK
8 OynboH. [o-panko cpelaHHTe MeXaHH3MK Ha PE3HCTEHTHOCT BIJIIOYBAT MOAM(HKALNA Ha
aHTUOMOTHKA W akTHBHUS eduTyke. ChIiecTBYBA MBITHA KPBCTOCAHA PE3HCTEHTHOCT MEXAY
JIHHIAMHUMH W THHKOMHIIAR. KakTo Npy MHOTO aHTHOMOTHLIM, YECTOTATA HA PE3HCTEHTHOCT BapHpa
npk GaKTepHaNHKTE BUAOBE H reorpadekarta obnact. UectoTara Ha PE3NCTEHTROCT KbM
KINMHIAMULHH € TI0-BHCOKA TIPH PEIUCTEHTHUTE KbM METHLIHIIHH CTAdHIOKOKOBH M30/1ATH U
PE3HCTEHTHHTE KbM NEHHLIHWIMH THEBMOKOKOBM H30MATH, OTKOJIKOTO MPH MUKPOODIraHHU3MHUTE,
YYBCTBMTENHH KBM Te3H Npenapaty.

AHTUMUKpPOOHA AKTHRHOCT

In vitro KTHATAMHLMA NOKA3B4 aKTHBHOCT CTIPAMO NMOBEYSTO H3OIATH HA CICIHHUTE MHKpPOOpranH3My,

Aepobnn bakTepum

I'paM-nonoxutentn baktepun

s Staphylococcus aureus (AYBCTBUTENHY KBM METALMITHH H30JATH)

« Koarynasa-oTpuuarentu crapunokoku (4yBCTBUTENHH KbM METHLUIHH H3
s Smreptococcus preumoniae (TyBCTERTENTHH KM MEHHUHTHH HI0AATH)
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* Bera-xemonutuunu cradunokoxu rpyniu A, B, Cu G
* CTpenTokokn oT rpyna BupusaHc
* Corynebacterium spp.

I'pam-oTpuiiatentu Haktepun
s Chlamydia trachomatis

AHaepobGHu HakTepnu

["pam-nonoxurenHu Gaktepuu

*  Actinomyces spp.

o Clostridium spp. (¢ uskmouenne na Clostridium difficile)

¢ Eggerthella (Eubacterium) spp.

s Pepiococcus spp.

* Pepiostreptococcus spp. (Finegoldia magna, Micromonas micros)
»  Propionibacterium acnes

I'pam-otpunaTenam Gaktepun
*  Bacteroides spp.

»  Fusobacterium spp.

s Guardnereila vaginalis

o Prevotella spp.

I"eBuukH
s Prneumocystis jirovecii
[1poTo3oiiHu

o  Toxoplasma gondii
s Plasmodium falciparum

'paHH4YHK cTOHHOCTH

YecToTata Ha npuaodHTaTa pesHCTEHTHOCT MOXe Ja Bapypa ChriacHo reorpacdcrus paffon u
BPEMETO 3a H30paHH BHIOBe W € HeOBXoAHMa NoKalHa HHOOPMALHS OTHOCHO PE3MCTEHTHOCTTA,
0coOEHO MpH NedeHUeTo Ha Texky uuderuny. B sapucuMocT oT HeobxoauMocTTa, Tpabea aa ce
MOTLPCH EKCNEPTEH CHBET, KOTATO JNOKANHATA PEIHCTEHTHOCT € Takasa, ue ynorpebara Ha
Tnpenapara IpH MoHe HAKONKO BHAa HHdeKuny & Henalexana, OcobeHo npu TexkH uHdekunu
MY HEYCTIELHO NeYeHHE CE TIPENOPHYBA MHKPOOHOIOTHYHO AHArHOCTHUMPAHE C NOTREPHKASHHE
HA [ATOTeHA ¥ HErOBATA YYBCTBHTENHOCT KbM KITHHAAMHIIHH.

Pe3ucTeHTHOCTTA 0OMKHOBEHO ce eduHUpa Ype3 HHTEPNPETATUBHH KPHTEPHH 32
4YBCTBHTEJTHOCT (FPAHUYHH CTORHOCTH), YCTAHOBEHH OT EBPONEACKUS KOMHTET 32 H3MMTBAHE Ha
aHTHMHKpoGHaTa uyscTMTenHocT (European Committee on Antimicrobial Susceptibility Testing,
EUCAST) 3a cHCTeMHO NMpRTarani aHTHOHOTHHH.




FpanuyinTe cTOHHOCTH Ha Egponeiickus KOMUTET 32 W3NATBAHE Ha aHTHMHKpoDHaTa
uyscTaHTennoct (EUCAST) ca npescrasenu no-goay.

Tabauua 1. UuTepnperaTHBHY KPHTEPHH 33 YYBCTBHTEIHOCT Ha EUCAST 3a
KJIHHAAMALINY

I'DaHHYHH cTolHOCTH Ha I'paHAYHH CTOHHOCTH 32
MUK AHAMETHPA HA 30HATA
(mg/l) (mm)*
Opramizsm < P> y> P<
Staphylococcus spp. 0,25 0.5 22 19
Streptococcus 0.5
pyii A, B,Cu G ’ 0.5 17 17
Streptococcus pneumoniae 0,5 0,5 19 19
CTpenTOKOKH OT rpyna
T — 0,5 0,5 19 19
pam-nionoxuTenHp
anaepobu 4 4 NA NA
["pam-oTpunarennu
aHaepobu 4 4 NA NA
Corynebacierium spp. 0,5 0,5 20 20

CeabpHaHHE HA AMCKA 2 Lg KIHHAAMHLMH
NA = henpunoxumo; U = yyscreutenen; P = pezncrenten

Hnanazonure 3a KK na EUCAST 3a MUK u onpeneneHisTa Ha 30HaTa Ha IHCKa ca
MpeacTaBeHH B Tabmuara no-gony.

Tabauua 2. IpMeMInBH INANAIOHH 33 KOHTPo Ha kaueeTeoTo (KK) na EUCAST 3a
KAHHAZMHUMH, KOHTO fia cé M3MOJA3BAT NPH BANHIHPAHE HA Pe3yITATHTE OT TeCT 34
YYBCTEHTEIHOCT

IMam 3a KK Huanazon na MUK JnanasoH pa Jugy3ns Ha
{mcg/ml) AUCKS
{IHaAMETPH Ha 30HATA B M)
Staphylococcus aureus 0,06-0,25 23-29
Streptococcus pneumoniae 0,03-0,125 22-28

52 dapmakoKHHeTHYHM CBOHCTBA

Abcopbuns
IpoyuBaHud Ha CEPYMHHUTE HUBA ¢ NEPOPATHA N03& KNUHAAMHLMH XHAPOXNopUI oT 150 mg npu

24 3pipanv BL3pACTHY JIOGPOBONIH ca MOKA3aANM, Ye KITHHAAMULIUH ce abcopbupa 6bp30 crell
TIepopanHo NpunoeHue. CpelHO MHKOBO HHBO B KPbBHHS CepyM 0T 2,50 Mukporpama/ml ce aoctura
B paMKHTE Ha 45 MHHYTH, a CpefiHaTa CTOHHOCT 32 cepyMHuTe HiBa e 6una 1,51 muxporpama/ml
crnen 3 daca W 0,70 mukporpama/ml cnea 6 yaca.

ABcopbunaTa Ha enHa NEpOPaHa 1033 € NOYTH TEAHa (90%), a eAHOBPEMEHHOTO NPUITOKEHHE C
XpaHa He NpOMeHs 3HAYUMO CepPYMHHTE KOHLIEHTPALMH.

CepyMHUTE HUBaA Ca OWNTN MOCTOAHHY ¥ TIPEABMAMMY OT HOBEK HA HOBEK H OT 1032 Ha A03a.

Paznpenenenme
KouueuTpauynTte Ha KNMHAGMRUMH B KPbBHUS CEPYM HApacTBAT JIHHEHHO C HApacTBaHe Ha 1034714,

IpenopbLYBaAHU A03H.
KnuHaamuuH ce pasnpeaes LIMPOKO B TENECHHTE TEHHOCTH 1 ThKaHH (BKAKOYH
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He ca AOCTHITHATH 3HAYHMU HWEa Ha KIIMHAAMHIIUH B uepeﬁpocnuHaJIHaTa TEYHOCT, NOPH NpH
HAITHYHYE HA Bb3NAIIEHH MEHUHTH,

Buotpancdopmauns

In vitro npoyusannaTa na MHUKPO30Ma/IHH NPENAPATH OT YOBCLIKH YePEH APOG U THHKH Yepsa
TTOKA3IBAT, e KITMHAAMULIUH Ce OKKCIIABA OCHOBHO upe3 CYP3A4, ¢ manbk npuHoc ot CYP3AS, 3a 1a
06pa3yea KIHHAAMHLMHOE CYN(OKCHA M eIIHH BTOpOCTENeHeH MeTabonuT —
N-eaMeTHIKAMHAAMUIUI,

ITpoy4BaHHsTa Ha CEpYMHMTE HURa chex MHOFOKPATHO NpUfokeHHe Ha KITHHIAMHUIIMH XHPOXIOpHI
C NPOOBJIKHTENHOCT 1o |4 NHH He NeKa3BAT MAHHH 33 KYMYNHPaHE HIIH M3MeHEH MeTaboH3bLM Ha
JNEeKAPCTBEHOTO BELLECTRO,

Ho3u 10 2 rpaMa kIMHIaMULH THeRHO 3a 14 IHU ca 6unn pobpe NoHeceHn ot 3apaen 406poBONILN,
C UIKMOYEHHE HA TOBA, Y€ YeCTOTaTa Ha raCTPOMHTECTHHANTHUTE HEKeNaHH peakuMy ¢ No-BUCoKa ¢
MOBHLIZBAHE Ha JO3NTE.

EnuMunupane
CpeaHuaTt GHoNtornued nomysxusor e 2,4 yaca. CepyMHUAT NOMYXUBOT HA KNMHAAMULHH € JIEKo

NOBHUIEH NPH MTAUNHEHTH ¢ oTcnabena 6B6peuHa GyHkuus.

DapMaKOKHHETHYHH TIPOYUBAHHUS MTPH AOBPOBONLM B cTapuecka Bb3pact (61-79 rogunu) H pu no-
MJTanM Be3pacTHH Jobposonuu (18-39 roguHu) noxazear, ue BBL3pacTTa, caMa 1o cebe CH, HE HIMEHA
(hapMaKOKMHETUKATA Ha KIHHAAMULMH (KTHPBHC, ONYKUBOT HA enMMUHHpaHe, obem Ha
pasnpenenerye v Mol Nox KPUBaTa Ha TIasMeHaTa KOHUEHTPALHA) ClTel HHTPaBEHO3HO
NPUNMKEHNE HA KTHHAaMHUMH docdat. Cnel nepopaino npuioKkeHHe HA KITHHIAMHLHH
XHAPOXTOPHA NOIYKHUBOTET HA eAMMUHKPANE HapacTea N0 npubiniuTentoe 4,0 uaca (a1anasod ot
3,4-5,1 uaca) B cTapyeckara BL3pacT, B cpaBHeHHe ¢ 3,2 yaca (EuanasoH ot 2,1- 4,2 yaca) 3a no-
Mranara eb3pact. Konnuecrsoto Ha abcopbumsita, obaue, He ce pa3nuyaga B JABETe Bb3PacTOBH MPyny
W He € HeoDXOoMHMa KOPEKLIHA Ha 103aTa 3a NALMEHTH B cTapuecka Bb3pacT ¢ HOPMAJIHA YEPHOAPOOHa
(QYHKUHS W HOpMalHa (KOPHTHPaHA CNPAMO Bb3pacTTa) GhEpeuna pyHKUMS.

XeMonuanusara ¥ NepHTOHEANHATA AHANK3A He ca e)eKTHRHY 3a OTAENAHE Ha KNHHAAMHUMH OT
cepyma.

IMpubnusutenno 10% oT GuonorvuHo aKTUBHUSA IPONYKT ce eKCKPETHpA B YPHHaTa, a 3,6% BbE
(heuteca; ocTATHKDBT €& SKCKPETHPA KATO GHOHEAKTHBHU METAOOAUTH.

TeAMAaTpHYHK TIALMEHTH Che 3aTABLCTABAHE HA Bb3pacT oT 2 10 NO-MATKO OT |8 rofuHu U Bb3pacTHH
ChC 3aTABCTABAHE HA Bb3pacT 0T 18 no 20 roguuu

AHATH3LT Ha PAPMAKOKHHETHUHKTE TaHHU NpH NegHaTpHYHI NALUEHTH ChC 3aTNBCTABAHE HA
BB3PACT OT 2 A0 NO-Manko oT 18 roguHy K Bb3pacTHH CBC 38TNBLCTABAHE HA BB3pacT OT 18 no

20 roauHU NoKasea, Ye KAUPBHCHLT Ha KIMHIAMHUMH W 06emMbT HA pasnpejenedie, HopManu3npaiu
110 00WOTO TERECHO TEMIIO, €A CPABHMMH, HE3ABHCHMO OT 3aTNHCTABAHETO.

5.3 IlpeaxaHuuny JaHEH 3a Ge3011aCHOCT

KapuunuorenHoct
He ca nposexaHH MPOABIDKHTENHA NPOYYBAHNA MMPH XMUBOTHU C KITHHIAMMLH 33 OTipelendgHe Ha

KAPUHHOTeHHHA NOTCHUHATL

MyTarentoct
[poBenenuTE TECTOBE 3a FEHOTOKCHUYHOCT BKJTIOUBAT MUKPOHYKIIEAPEH TECT NPH LTBX0OBE U Ames

Salmonella reversion test. M npu asata TecTa ca 0THeTEHH OTPHIIATENIHE Pe3yNTaTH.

YBpexnaHe Ha QEPTUIUTETA
TTpoytBanHaTa 32 edeKT BBpPXY (depTHINTETA MPH TITEX0BE, TPETHPAHH ¢ NEPOPaITHA J|
300 mg/kg nHerHo (MpudauzuTeNHO okoNo 1,1 MBTH Haii-BHcOKaTa NPEMOPBYHTEIIHA,
BB3IPACTHH MpK XOpa, basupana Ha mg/m?), He ca MOKA3wIH ¢PEKT BBPXY GEPTHIHT
cnocobHocTTa 38 YHPTOCRAHE.
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TTpn npoyusannsTa va emGpuoderantoro passutie TIPH NEPOPANIHO APHIIOKEHHE [IPH TITBXOBE H
MOAKOMHO NPHIOKEHHE IIPH TUTLXOBE W 3aliLIH He e HabI0AAaBa TOKCHHHOCT 33 PA3BMTHETO, OCBEH
TTPW JO3H, BOJELIH 10 MAfUHHA TOKCUYHOCT.

6. PAPMAHEBTHYHH JAHHHU

6.1 Cnncbk HA IOMOIMHKTE BelecTBA

Harnayun C 1350 mg xancynu

Hanayun C 300 mg xancyru
Maruesues creapar
LlapeBuuHo HutecTe

Tank

JlakTo3a MoHoxuapar

Kanauka v Tano:

TuTaHoR JHOKCHA

HKenatuu

6.2 HechbeMecTUMOCTH

Hanma.

6.3 Cpox Ha rogeocT

5 ropHHu

6.4 Cneunanny ycoBHS HA CbXpaHeHUe
Ha ce cbxpaHsBa npu TeMaepaTypa nog 25°C.

6.5 Buagu cuaspkaHHe Ha ONAKOBKATA

BricTepy ¢ kancynu, onakoBaHu B KapTOHeHa KyTHs. B enua onakoBka ce chabpxkar 16 Wi
100 kancynn.

He BCHYKH BHAOBE ONAKOBKH MOraT aa 6b1aT imycHaTH B rpoaakba.
6.6 CnenuaaHHi NpeANasHH MepPKH NPH M3XBLPRSAHE H padoTa

HsmMa cneumanin HIMCKBaHAA.

7. ITPUTEXKATEJ HA PAIPELHEHHETO 3A YIIOTPEBA

Pfizer Europe MA EEIG
Boulevard de ta Plaine 17
1050 Bruxelies

benrus

8. HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

Hanauyn C 150 mg TRbpAK Kancynu: 20030574
Janauuu C 300 mg TbpaM kancynu: 20030575

"




9. AATA HA 'bPBO PASPELIABAHE/MIONHOBSABAHE HA PA3PEIIEHHETO 3A
Y¥IIOTPEBA

Hata Ha nepRO paspemasane: 05 asryct 2003 r,

Harta #a nocneaHo nojxosssane: |1 AekemBpu 2008 r.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA
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