KPATKA XAPAKTEPHCTHUKA HA ITPOAYKTA
Dalacin®C 150 and 300 mg capsules, hard

1. HME HA JIEKAPCTBEHHA IIPOAYKT
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Dalacinmc 150 mg CapSUIBS, hﬂl'd kil Xagdr MELUCIMUKE HE 1ROO0ykma - MNpunoseriie 1
Dalacin®C 150 mg xancymm, TBbpau
Dalacin®C 300 mg capsules, hard

Dalacin®C 300 mg kancymm, TBbpaM

2. KAYECTBEH A KOIMYECTBEH CbCTAB

Dalacin®C 150 mg kancy.u, TBbpax:
B enxa kancyna ce cpabppxkat 150 mg knunnamuuuH(clindamycin) noa opmara Ha KNIMHAaMHLHH
Xuapoxiopua. Kancynure CbAbpaKaT ChINO H JIAKTO38 MOHOXH/IPAT.

Dalacin®C 300 mg kancy:iH, TBpAM:
B enna xancyna ce ¢panpxar 300 mg knuHaamuuus (clindamycin) non gopmara Ha KIMHAAMHUMH
xuapoxyopua. Kancynure coaAbpKaT CHUIO H JIAKT03a MOHOXMApAT.

3a MbJIHUA CITMCHK HA NOMOLIHHTE BElLIeCTBa, BHXKTE TO4Ka 6.1.

3. JIEKAPCTBEHA ®OPMA
Kancyna, Teepaa.

Dalacin®C 150 mg:
Bana kancyna, Mapkupana ¢ “CLIN150” u “Pfrizer”

Dalacin®C 300 mg:
Bana xancyna, mapkupana ¢ “CLIN300” u “Pirizer”

4. KJIMHHUYHHN JAHHH

4.1 TepaneBTHYHH NOKAIAHHA

KnuHaaMHLMH € MOKAa3aH 3a JIeueHHe Ha clieAHHTe HHEKLKH, KOraTo ¢a NPHUNHEHH OT YyBCTBHUTE/IHH
aHeapoOHH GaKTepyUH, YyBCTBHTENIHH HlaMoBe Ha aepobHy I'paM-TiofiokuTeIHY OakTepHH, KaTo
CTPENTOKOKH, CTAQHIOKOKK ¥ THEBMOKOKH, KaKTO B UyBCTBHTENIHH 1(amMose Chlamydia trachomatis.

a) UHdEeKUMY Ha TOPHHTE AMXATEIHH ITBTHINA, B TOBA YHCJIO: TOH3WIIMT, (PAPHHIHT, CHHY3HT, BH3NAICHHE Ha
CPEJTHOTO YXO M CKapJIaTHHA.

6) Uudexumny Ha J0HHTE AUXATETHH MHTHULA, B TOBA YHCIO: OPOHXHUT, ITHEBMOHHA, EMITHEM N SenonpobeH
abcuec.

B) KoxHU ¥ MEKOTEKAHHH HH(EKLKH, B TOBA YHCIIO: 8KHE, QYPYHKYJIH, LISy INT, UMIIETHIO, abciiecy,

uHdexTrpany paHn. [Ipn cneungHIHA HHPEKUHO3HA MPOLIECH Ha KOXKaTa H MCKHTE THKaHH, TPHYHHCHH OT
YYBCTBHTEIHU KBM JICKAPCTBEHHA NPOIYKT NATONCHH, KATO ePU3MIIEN WK JAHAPHUIIHYM, CC NIPEANoIiara, 4e
1je ce NOBMHAAT A0Ope OT TepanuaATa ¢ KIIMHAAMUIHH. |

r) Undexiupm Ha KOCTHTE U CTABHTE, B TOBA YHCIIO OCTEOMME/IUT



KPATKA XAPAKTEPHUCTUKA HA TTPOAYKTA
Dalacin®C 150 and 300 mg capsules, hard

1) NHexonornuHK HHpEKUMH, BRITIOUBAIIH eHAOMETPHT, LIEIYIUT, Konnur, TyGoosapuanen abcuec,
CQJITTMHTUT U BB3NAJIUTENHH 3a00N1BaHNA HA OPraHMTE Ha Ta3a, B KOMOHHALMA ¢ NMOAXOAAI aHTHOHOTHK,
aKTHBEH NO oTHOWICHHUE Ha ['pam-oTpuuarenty acpobu. Ilpu ueperuwTH npuunteHd ot Chlamydia
trachomatis, MOHOTEPANKATa ¢ KITHHAAMHLIMH NOKa3Ba €CKTUBHOCT NPH YHHIIOKABAHETO HA
MHKPOOPraHH3Ma.

¢) Untpaa®aoMuHaIHA HH(EKLIMH, B TOBA YHCJIO NIEPHTOHHT K aDCIIeCH HA KOpPEMHATA KYXHHA, B
kOoMOHHaLMA ¢ aHTHOHOTHLIM, KOMTO ASHCTBAT Ha [ paM-OTPHUATENHHA a¢pOOHH MUKPOOPIaHH3MH

k) CenTHLIEMHA H EHAOKAPIUT - fOKa3aHa € ePeKTHBHOCT HA KIMHAAMHIIMH B JICUCHUETO Ha OMpeeIICHN
CyuaM Ha eHAOKAPAMT, KbJETO MPEABAPUTEIIRO € A0KA3AHO, Y€ JIEKAPCTBOTO OKa3sa HakTepuuyMaHO
ACHCTBHE CTIPAMO MPHUMHHTEANTE HAa HHPEKUUATA (in vifro) NpH KOHLEHTPALMH Ha npenapara, KOUTO e
AOCTHraT B CepyMma.

3) OROHTOreHHN HH(EKLIMH, KaTO NEPHOAOHTANCH adclec H NEPHOJOHTHT.

H) TokcomnasmoszeH enuedanut npu nauneHTH cbe CITHH. Ilpu naunesTH, KOHTO HE TONEpPHpAT
KOHBEHIJHOHAJIHOTO JIeYeHHE, ¢PEKTHBHA ce € OKa3ana KOMOMHALUATA KTHHAAMHALIMH U THPHMETAMHH.

i) IIneBMOHMA, pUUHHEHA OT Pneumocystis carinii npy nauyeHTH ¢ue CIIMH. TlanyenTy, kouro He
TONCPHUPAT HJIK HE CE MOBJIUABAT AACKBATHO OT KOHBEHIIMOHANHATA Teparnus, KIMHAAMULIHH MOXe 1a Onae
M3MO/13BaH B KOMOMHALHA C TPHMAKBHH.,

Kmanpamuuun docdar, NpunokeH B KOMOMHALMA ¢ AMWHOTTIMKO3HAH KaTO FEHTaMHLUMH WIH TOOpaMHULIHH
NpeAOTBPATABA Pa3BUTHETO Ha NEPHUTOHUT WIKM HHTpaabaoMuHaneH abcuec cnen nepopaums Ha yepsara
wiHn OakTepHajiHa KOHTAMHHALIHA ClIe]| TPaBMa.

4.2 J03HpPOBKA H HAYMHH HA RPHJIOKEHHE

Jo3upoBKA HPH BL3PACTHH B Aela Baj 12 roannn
600-1800 mg/nHeBHO, pasnpeaesieHH B 2, 3 unu 4 eaHakBH N03H. KIWHAAMHLMH XHAPOXIOPHA Karcynu
TpAGBa 1a ce MpHEMa ¢ ITLJIHA Yallla BOAA, 3a Ja ce H30erHe Bh3MOKHO €30(ardajiHo Apa3HeHe.

Ho3apoBka npu fena 6-11 roannn

HNo3n ot 8 A0 25 mg/kg nHEBHO, pa3jeacHH Ha 3 WK 4 npHeMa.

ITpu neua c Terno 10 kg Wi mo-Maiko ce Npenope4sa W3noa3BaHeTo Ha KIHHAGMHLWH NaIMHTAT
XHAPOXJIOPHA rpaHyJ/IH 3a CHPOII KaTO MPENOpbhYUTEIHATA MUHHMaNHa f1o3a € 1/2 yaeHa skxuyka (37,5 mg)
TPH ITbTH AHEBHO (BXK. KpaTKaTa XapakTepHCTUKA Ha MPaHyJIUTE 33 CHPOI).

H03HpoBKA NpH cNeNHPHYHH NOKAIAHAA
JleueHHe Ha OeTa-XEMOJUTHYHH CTPEITOKOKOBH HHPEKLUNH
BikTe 103HpOBKaTa B o0uuTe ciyuan no-rope. Jleuenuero tpadsa Aa npoabky Hak-manko 10 anm.

JleueHHe Ha BHE3NATHTEIHH 3a00n9BaHHA HA OPTaHMTE HA Tas3a

900 mg knuHaaMuLmH docdart (i.v.) Ha BcekH 8 yaca, B koMOuHailUg ¢ aHTHOMOTHK, AKTHBEH MO OTHOLICHHE
Ha ['paM-oTpHIIaTENHH aepo0OHH NPUYMHUTENH, IPWIaraH HHTPaBeHO3HO, Hanp. 2,0 mg/kg reHTaMHIHH C
nociaeasamy 1,5 mg/kg 3 muTH gHeBHO npu 60JIHHM ¢ HopManiHa OK0peuna GyHKUUH. [IpoavkuTenHocTTa
Ha HHTPABEHO3HOTO JIeYEeHHE € MHHHMYM 4 1HU M 1foHe 48 vaca cnes nogobpenne Ha naimenra. Crex Tosa
ce NPOAL/DKAEA C MEPOPaJieH IPHEeM Ha KIIHHAAMHLWH xuapoxinopua no 450 — 600 mg Ha Beeku 6 vaca,
KAaTo LEJHAT Kype Ha Tepanus € 10 - 14 gHu.

—————

JleuyeHHe Ha LIEPBULIATH, NpuuuHeHH ot Chlamydia frachomatis: T N
450 - 600 mg KIHHARMHILIMH XHAPOXJIOPHA 4 ITHTH HEBHO NMEPOPATHG BHipoiEKeHHe Hy 1




KPATKA XAPAKTEPUCTUKA HA ITPOJTYKTA
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JleueHue Ha TOKCOMNa3Mo3eH eHuehanuT npu naumMeHT cxe CITMH

[Ipunara ce HHTPaBEHO3HO KJIHHAAMHMUHMH GocdaT HIH NMepopaiHO KITHHAAMHLIMH XHApoxXaopua B 103a 600
- 1200 mg Ha BCEeKkH 6 4 B NPOABLIKEHHE Ha [BE CEAMULIM, che KoeTo ce npoanmkasa ¢ 300 - 600 mg
[epopajHoO Ha BceKH 6 4. ObnkHOBeHO TepaneBTHYHHAT Kypce € 8 - 10 ceamuuu. [ozata nupuMeramuH € 25
00 75 mg nepopanHo AHEBHO B nTpoab/KeHHE Ha 8 10 10 ceamuum. TlpH npunoxeHrne Ha NO-BUCOKHU HO3H
nupuMeTaMuH TpadBa Aa ce HasHauH oaneBa xuceauHa B ao3a 10 - 20 mg/nHesHo,

JleyeHue Ha MHEBMOHUS, IPHUMHEHa OT Pneumocystis carinii npu nannerTH cxe CITHH

Ilpunara ce knuHaIaMHIHH PocdaT BKHTpaBeHO3HO B J03a 600 - 900 mg Ha Bcexu 6 4 unn 900 mg Ha Bcekn 8
4 WK KIHHZAMHULMH xuapoxnopug 300 - 450 mg nepopanHo Ha BCEKH 6 4 B npoabiDkeHHe Ha 2] AHM

B NpUMakBHH 15 - 30 mg e 1uH BT AHEBHO B NMPOAB/DKEHHE HA 21 IHA.

JIeueHne Ha OCTHP CTPENTOKOKOB TOHIHIHT/hapHHTHAT
Ilpunara ce nepopanHo Ae4YeHUE ¢ KIHHAAMHULUMH XUApoxiuopHua Karcyay 300 mg nea MbTH THEBHO B
npoabKeHKe Ba 10 aHH.

JleyeHHe Ha MaJlapus

KnayHaaMUUME XWAPOXIOPHA KanCyay WM KIWHAAMUIMH NANMUTAT CPaHYJIH 3a cHpol (nepopaiHo
NPHIIOKEHUE).

Bw3pactHr: 10 1o 20 mg/kg auesno v xeua 10 mg/kg nHeBHO pa3zeneHy Ha 2 npueMa npes 12 yaca B
MPOABKEHHE HA 7 JHH, CAMOCTOATENHO WK B KoMOuHauua ¢ xuHHH (12 mg/kg Ha Beexu 12 vaca), uin
xsopoxHH (1540 25 mg Ha Bcekn 24 yaca) B npoABIKEHME HA 3 — 5 AHU.

[TpoduiakTrika Ha €HAOKAPAWTH NPH NALUMEHTH, CBPBXYYBCTBHTEIHH KbM MMEHHIIAIHH

KnyHIaMWIWH XHAPOXJIOPHA KANCY/IH WK KNWHIAMHIUH NATMHTAT FPaHyJIH 3a cvpol (1IepopanHo
MPHJIOKEHUE).

Bu3pacTun: 600 mg 1 yac npeau npouexnypara; geua: 20 mg/kg 1 wac npeay npouenypara.
AJITepHATHBHO, NPH HEOOXOAMMOCT OT NAPEHTEPATHO NPUIOKEHHE: KTMHAaMHLMH docdar 600 mg LV, 1
yac npeay NpoueaAypara.

[podunakTHka Ha HHOEKUMY NPH onepaliy B 061aCcTTa HA INABATA H BpaTa

B, KpaTKaTa XapaKTepHCTHKa Ha apeHTepainara popmMa,

4.3 IpormBonoka3anng

KitHHAaMHIIMH € IIPOTHBOMIOKA3aH NPH MalMEeHTH, [TOKA3alK YYBCTBHTENHOCT KbM KJIHHAAMHLIHH HITH
JTAHKOMHLIMH, HITH HAKOE OT NOMOLIHUTE BEILECTBA.

4.4 ChnenuaJnn npeAynpexiaenns H NpeAnasHH MEpPKy Npr ynorpeba

[TcesnomeMOpaHo3eH KOMUT € HAG/IIOAABAH IPH MOYTH BCHYKH aHTHOAKTEPHATHH areHTH, BITIOMHTENTHO U
npu knnHaamunuH. Tol MoXe a BapHpa OT Jiek A0 KuBoTo3acTpalnasail, [lopaau ToBa € BaXKHO Ja ce UMa
NpeABH/ Ta3K QHArHO3a MpH MALHMEHTH C AHAPHA, NOABHIA Ce CJIe/ MPHIIOKEHHE Ha aHTHOaKTepHaHH
areHTH.

Jleuennero ¢ anTubakTepHaaHH areHTH NPOMEHs HopManHarta daopa Ha nebenoTo YepBo M MOXe Ja
MO3BONH AONLJIHHTENEH pa3Tex Ha clostridia. IlpoyuBaHusTa NOKA3BAT, Y€ TOKCHHDT IMPOH3BEAEH OT
Clostridium difficile e ocHOBHUs NpUYHHUTEN Ha aHTHOMOTHUHKMA KOJTHT. Tpabsa xa Owaar npeanpreTH
ChOTBETHHTE MEPKH CJI€Jl KaTO € NI0CTaBeHa Anardo3aTa nceﬂnomemﬁpamawg}fxm (hopMH Ha
rnceBAOMeMOpaHO3eH KOJIHT OOMKHOBEHO C€ IOBJIMABAT OT CIIMPAHETO Ca %ﬂémqfrép“ﬁq. Ipu
yMEpEHHUTe 40 TEXKHUTE ChCTOAHHA TpAOBa Ja ce MMa NMPeABH JICHEHH ]

@Hm TH H
EIEKTPOJIHTH, NPOTEHHH, 1 JIGUSHHE C aHTHOAKTEPHATHO JIEKapCTBO, € KAHHARHO §PEKIMBHO CIIPAMO
Clostridium difficile. S

J..‘



KPATKA XAPAKTEPUCTHKA HA IMTPOAYKTA
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KnungamMuimH He TpaOBa Aa ce Ha3Ha4aBa NpPH JICYSHHE Ha MCHHHIUT, THH KaTO NPOHHKBA c1abo B
nepedpocnuHanHaTa TEYHOCT.

I[Tpu npoabIXUTENHO NleueHne € HeoOxoauMo npocneasaBane PyHKLUHMUATE HA YepHUs Apob u 6nOpeuure.

KnuBaaMniie XMAPOXJIOPHI ChAbpAKa faKkTo3a. [laliMeHT! ¢ peaAKH HacaeACTBEHH MpobieMu KaTo
ranakTo3Ha HeNOHOCHMOCT, Lapp-nakraseH AeHLMT WK ITIOKO30-TanakTo3Ha Mmanabcopbums He TprOBa Ja
NpHEeMAaT TOBA JICKAPCTRO.

4.5 BiaumoaeiicTBHe ¢ APYrH JEKAPCTBEHR NPOAYKTH W APYrH GOpPMH HA B3aBMoAeHCTBHE

AHTaroHn3sM € AEMOHCTPHPAH in Vilro nNo OTHOLICHHE Ha epUTPOMHULHH. [lopaan BE3IMOXKHA KITHHHYHA
3HAYHMOCT Ha TO3M (PaKT He ce MpenopbyBa €AHOBPEMEHHOTO NPHIOKEHHE Ha TE3H JICKapCTBRa.

KnMHaaMHLMH MOKa3Ba HaJIWYHe Ha HEBPOMYCKYJIeH GioKHMpall MOTeHIHaA U MOJKE Aa 3aCHIIH JACHCTBUETO
Ha APYT'H HEPBHOMYCKY/THU Gnokupamy arenTy. [lopaau ToBa criefiba a ¢e U3NOI3Ba BHUMATEIHO NPH
NaLyeHTH, NOTyYaBaliy TAKHBA areHTH,

4.6 bpeMeRHOCT H KbpMene

KnungamuipH e kareropua B cnopea wiacndukaumaTa Ha IEKapCTBEHUTE NMPOLYKTH B3GBHCHMOCT OT
TeXHHA TEPAaTOreHeH MOTEHLHAL.

[Ipunoxenne npH OPEMEHHOCT

KnuHaaMHuLMH NpEMHHABA B IUTaLICHTaTa NMpU Xopa. Cnea MHOIOKpaTHO NMPHJIOXKEHHE, KOHUCHTPALMATA B
aMHHOTHYHATA TeYHOCT € Ouna oxono 30% ot IasMeHHTe HUBa Ha Malikara. KUIMHgaMUuLIMA CleaBa Ja ce
H3NOA3Ba NpH OpemMeHHU camo NpH 10Ka3aHa HeoOXOUMOCT.

[TpunoxeHue npu KepMauky
Ha6mogaBaHoTO HHBO Ha KTHHAAGMHLIHH B KbpMaTa IpH Xopa ¢ B rpanvumre ot 0,7 xo 3,8 pg/ml.

Knungamyumx TpabBa ga ¢e H3NOM3Ba PH KbPMaUuKH caMO NPH A0KaszaHa HeoOXOoAHMOCT,

4,7 Edexru sbpxy cnocobuocTTa 32 modpupane B pabora ¢ MAIIHHH
Hsama U3BeCTHM.

4.8 Hexenanu nexapCcTBeAH PeaAKIHHA

[To-mony ca W30OpPOEHH BCHYKH HEIKENAHH JICKAPCTBEHH PEAKI[HH M0 CHCTEMO-OpraHeH KJIac H YeCToTa
(MHoOrO yectH (>1/10), wectu (21/100 go <1/10), Hewectu (>1/1 000 a0 <1/100) n peaku (=10 000 ao <1/1
000)). ITpH BCAKO rpynupaHe B 3aBHCHMOCT OT YECTOTATA, HEXKETAHUTE JIEKAPCTBEHH peakuuy ce M30posBaT
B HU3XOAAL[ PeA MO OTHOLICHHE Ha TAXHATA CEPHO3HOCT.

Hapywienun na xpvéma u aumpnama cucmema

Heuecti: NnpexoaHa HEYTPOTICH!UA (JIEBKOTEHHUS ), COSMHODWIIHA, arpaHyioLnTO3a U
tpomOouuToneHua. He Morar na ce HanpaBAT AHPEKTHH €THOJOTIMYHH BPB3KH C
¢HOBPEMEHHOTO JICHCHHE C KITHHAAMHLIMH H HAKOE OT rOPEnoco4YeHHTE,

Cmomauino-upesru HAPYeHun
YecTH: abnoMuHanHa 60JKa, rajieHe, MOBPBINAHE U ayapHs (BK. TouKa 4.4 CrienMaiHy

npeAynpeXAeHNs U TIpeATa3sHi MEPKH 1pH ynotpeba).
HeuecTn: ezodarur

Xenamo-bunuapnu Hapywienus
Heuectn: KBIATEHULIA ¥ OTKJIOHEHUSA B TECTOBETE HA HEPH
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Hapymeuuﬂ HAa KoXCama u ROOKONCHAMA MuKaH

Yecrn: MAaKyJI0-Namyno3¢H OOpHB W YPTHKApHUs, FCHEPATM3HPAH JIEKO M CPEIHO H3pa3cH
MOpOMIHGDOPMEH KOXKEH OGpHB
Penxku: epuTemMa MyNTU(QOpME B HAKOU CITy4YaHl HAIIOMHALLIA CHHApOMa HA CTHBBHC-

JDKOHCBH, aHadunakTouaAHA peakuus, cppbex, BaruHUT, €KCPOITHATHBEH H
BE3UKYN00yI03€H AepMaTHT,

4.9 Ilpepoinpane

TokcHYHOCTTA HA KITHHIAMHLMH He € 030-3aBucHMa. HaMa cieupdpuyHy CUMITTOMH WK NPH3HALM
CBBP3aHH C NPEeIO3HPaHE.

Xemoguanu3ara ¥ MEPHTOHEATHATA ARATN3A He ¢a ¢eKTHBHH METOAH 3a OTCTpaHsABaHe OT CepyMa Ha
KJIMHAAMHLAH,

5. @®APMAKOJIOTHMHHU CBOMCTBA
S.1 @apMakoAHHAMHYHH CBOHCTBA
bapMakoTepaneBTHYHA rpyna; THHKo3aMHARH anTubuoTHiy, ATC koa: JOIFF 01

JlexapcTBEHOTO BEIIECTBO KIHHAGMHLIMH € NMOMYCHHTETHYEH aHTHOHOTHK, KOHTO C€ NOTyYaBa OT
NHHKOMMIHH upe3 3amMecTBaHe Ha 7-(R)-xuapokcHiHara rpymna ¢ 7-(S)-xsop.

KyTHHAaMHLMH IPHTEXaBa CWIHA aHTUMHKPOGHA aKTHBHOCT CBbp3aHa ¢ edekTa My BbpXy MHKpoOHanHaTa
NPOTEHHOBA CHHTE3A.

B 3aBHCHMOCT OT YYBCTBHTEAHOCTTA HA MHKPOOPTaHH3Ma Y KOHLIEHTPALHATA Ha aHTHOMOTHKA,
KIMHAAMHULIMHE MOXKE 13 AeHCTBa KakTo OaKTepULIMAHO TaKa U DaKTepHOCTATHHHO.

Anmumurpober chexmsp

In vitro KTMHAIMHI{UH NOKA3Ba AKTHBHOCT CIIPAMO CICAHHTE MHKPOOPTaHH3MM!

1.  AepobHu I'paM-TIONOKHTENHH KOKH, BRKIIOYUTENHO!

Staphylococcus aureus

Usonatv Ha Staphylococcus aureus, YyBCTBHTENIHA KbM METHLMIIHH OOHKHOBEHO Ca YYBCTBHUTENIHH H KbM
KIHRAAMULHH. KIHHIaMHIMH HMa NOTEHIHATHA aKTHBHOCT H CIIPAMO MHOIO METHLH/IHH-PE3HCTEHTHH
I[aMOBE, HO NOPaAH H30JMPAHETO Ha 3HA4YNM OpOH PE3HCTEHTHH Ha KNMHIAMHLNH METHIIHIHH-PE3HCTEHTHH
11IaMOBe € HeOOXOAHM TECT 33 YeBCTBHTEIHOCT (aHTHOMOrpamMa), MpeAH U3NO0A3BAHETO Ha KITHHRAMULIMH IIpH
WHbEKLMH NPUIHHEHH OT TE3H MHKPOOPraHH3MH.

Staphylococcus epidermidis

(NeHUIKNA3a-NPOAYUHPALIH U NIEHHLWIIa3a-HEeTIPOAYLIMPaLH 1aMOBE)

[Mpn npoBeacHUTE H3CNAEABAHKA in vitro € oTbenasano OBp30 pasBHTHE Ha YCTOHYHBOCT KbM KIIHHAAMHLIMH
Y HAKOU CTa(PHIIOKOKOBH IIAMOBE, KOMTO ca OWIH PE3UCTEHTHH KbM €PHTPOMULIMH,

Cmpenmoxoku (¢ uzxmouenue na S. faecalis).

ITneemoxoxu

2.  AHaepoOnu I'pam-oTpHLaTeIHH HaKTEPHH, BKIOYHTEHO;

Bacteroides species (8 mosa uucno zpyna B. fragilis u epyna B. melaninogenicus)

Fusobacterium species.

3.  Anaepobru I pam-nonoxcumennu necnopoobpazysausu baxmepuu, GKAIOYUMETHO.
Propionibacterium

Eubacterium

Actinomyces species; Bk, A. israelii

4,  AnaepobGHH M MUKpoaepodWIHH ['paM-NIOJIOKHTETHH KOKH, BKIIOYHTENH
Peptococcus species

Peptostreptococcus species.

MuxkpoaepodHITHHA CTPEITTOKOKH.
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Clostridia: KnocTpManuTe NpoABABAT MO-TO/NAMA PESUCTEHTHOCT KbM KNMHAGMHLUHH, OTKOJKOTO [IOBEYETO
aHaepoOH. [loseuero mamone Clostridium perfringens ca TyBCTBHTEHM KbM KJIMHIGMHLIAH, HO JPYTH
BHAOBE, HaripuMmep C. sporogenes v C. tertium, 4ecTo ca YCTOHYHBH KEM AckcTeHeTo My. Heobxoaumo e na
ce HaNpaBH TECT 33 YYBCTBHTEITHOCT.

OGHKHOBEHO KbM KIIHHAAMHLIHH €2 PE3HCTEHTHH CJIEAHHTE MHKPOOPTaHH3MH:

- Aepobuu ['pam-oTpruarentu Sauunm

- Streptococcus faecalis

- Nocardia species

- Neisseria meningitidis

- HlamMoBe METHLIMNIHH-PE3NCTEHTHH 8. aureus u maMmose H. influenzae (cnopen obnacrure, B KOUTO ce
H30JIMPAT PE3NCTEHTHH LIIAMOBE).

In vitro e HabmopaBaHa € KPbCTOCAHA PEIHCTEHTHOCT MEXKAY KIMHIAMHIUH U JIMHKOMHLIUH,

YCTaHOBEH € aHTArOHH3BM MEXKAY ITHHAAMHIMH U ePUTPOMHLIMH H APYTH XHMHYHO aHAJIOTHYHH
MaKpOJIHIH.

BErnpekn vue KITHHAAMHALIHH XHIPOXJIOPH] € aKTHMBEH KaKTO in Vifro, Taka H in vivo, KNIMHAaMHLHH docdaT u
KIHHAaAMHLHMH NAJIMHTAT HE NOKA3BaT in vitro akTMBHOCT. BBIIPEKH TOBa, B JKHBHA OPraHU3BM H ABETE CONIH
ce XHapoau3aT Obp30 A0 akTHBHATA Oa3a.

5.2 @apMAKOKHHETHYHH CBOHCTBA

Abcopbyun

Cnexn nepopaieHl npueM HacTbnBa 6bp3a U nodTH meiiHa (90%) pesopbuus Ha kAMHIaMHIHH. [Tpn
BB3PACTHH, CNie]] nepopayicH npHeM Ha 150 mg KMMHAaMHUHH, MAKCHMATHA CePYMHA KOHLIGHTPaLMS oT 2,5
ug/ml ce xoctura crnea 45 MuHyTH. TpH 4Yaca ciel nepopanHus MNpUeM CepyMHaTa KOHLCHTpauuaTa € 1,5
ng/ml, a caen 6 yaca goctura 0,7 pg/ml. MakcumanHuTe CepyMHH KOHLCHTPALMH CIE/| NPHIOXKEHHE Ha
KIHHAAMHLMH palmitate ce JocTHraT 3a ChIIOTO BpEME KaKTO NpH KIWHIAMAIMH Xuapoxyiopul. [lpu
NepOPAHOTO NMPHIOKEHHE HA KITHHIAMHIHH MAJIMHTAT MpH Aeua B 1034 2, 3 B 4 mg/kg , Ha BCekH 6 yaca,
MaKCHMA&JIHaTa CEpyMHa KOHIIEHTpauma € cboTBeTHO 1,2, 2,2 1 2,4 meg/ml 60 MHHYTH Cliea BPBOTO MY
npueMane. Crea neTus nMpHeM ce JOCTHra paBHOBECHA cepyMHa KoHIeHTpauua. [1py npoab/ikaBaHe Ha
NIEUEHHETO C T3 JO3H CE JJOCTHra MaKCHMaTHa KOHLICHTPALHA B KPEBHHA CEPYM, KOATO € ChOTBETHO 2,),
3,0 1 3,8 ug/ml. TipH nepopanHo npraoKeHHe, pe3opOLiMATa HAa KITHHAAMHLIUH HE C€ NOB/HABA
KOJTMYECTBEHO OT €IHOBPEMEHEH NPHEM Ha XpaHa, Ho Moxke 1a 6bae 3abaBeHa,

Pasnpeodenenue

CBBp3BaHETO C NIa3MEHHTE NMPOTEHHH € Mexay 40 u 90% or BLBeAeHaTa ao3a. Cnea nepopanHo
NpHAOXKEHHE He ce Habmoasa KyMyaHpaHe B opranusMa. KnnHIaMHUIHH NPOHKKBA JIECHO B NMOBEYCTO
TENECHU THKAHH H TEYHOCTU. B KocTHATA TeKaH KNMHAAMHIMH aocthra +40% (20-75%) ot
KOHLEHTPALIHATA B KPEBHHA cepyM. B MaluHHOTO MIIAKO KoHUEHTpaumMaATa € 30-100% ot Tasn B KpLBHUA
cepyM, B CHHOBHaNHaTa Te4uHocT 50%, B xpaukute 30-75%, B nepuroneanHara tevHoct 50%, B KpbBTA Ha
nnona 40%, B ruofira 30% u B nespanHaTa TevHOCT 50-90% o1 KOHLIEHTpaMATa B KPEBHUA CEpYM.
KnnHaaMHLIEH He NPOHUKBA B LiepeOpocniHHAHATA TEUHOCT JOPH U NPH MEHHHTHT.

Memabonuzom

[Tna3sMeHHAT NOAYXKHUBOT Ha KIHHAAMHIMH € * 1,5 — 3,5 vaca. IIpn O0JIHH C TEXKK HapyIUICHHA B
6u6peunara WM YepHOAPoGHA GYHKUHH TUIA3MEHHAT MOTYKHBOT € MaJIKO yabkeH. He e HeoOxoaumo
anarTHpaHe Ha J03aTa NPH MALMEHTH C JIEKO 10 yMepeHo vepHoapobHo wid 666peuno sabonssane.
KnusugaMHLMH ce MeTabonnusupa B 3HAUYHTENTHA CTETIEH.

Exckpeyun
ExckpelmsaTa B ypHHaTa Ha MUKpOOHONIOrHYHO aKTHBEH MPOAYKT BapHpa
deueca. OcTaHANOTO KONHYECTBO Ce OTAed NoA popmara Ha HMONOrHUH
EXCKpeLMAaTa CTaBa MpeUMHO Ype3 XTbuKaTa H deueca.



KPATKA XAPAKTEPUCTHUKA HA ITPOOVKTA
Dalacin®C 150 and 300 mg capsules, hard

5.3 IIpeaxnnanvAH JanHA 3a fezonacHOCT

[Mpoab/DKKTEIHH NPOYYBaHUA NPH )KUBOTHH ¢ KIMHAGMMIMH 38 OTpeJe/IAHEe Ha KaHLIEPOreHHHS NOTEHLHAN
HE ca npoBeaeHH. IIpoBeieHUTE TECTOBE 3a FEHOTOKCHYHOCT Ca BKJIIOUBAJIM MUKPOHYKIIEAPEH TECT MpH
meXoBe H Ames Salmonella reversion test. M npu Apata TecTta ca OTYETEHH OTPHLUATEIIHH PE3YJITATH.
IIpoyuBaHKATA 3a edeKT BbpXY GEpPTIIHTETA HA ITBXOBE, TPETHPAHU ¢ nepopanHy xo3u a0 300 mg/kg
nHeBHO (okono 1,1 mpTH Hal-BHCOKATA NPENOPHYHTENHA 103 32 B3PACTHH TP Xopa, HasupaHa Ha
mg/m2), He ca NoKa3aiau eekT BupXy depTHanTeTa HIH cnocoOHOCTTa 3a Y(TOCBaHE,

EnnoroayirHie npoyvBaHHUA 3a NEpopaiHa TOKCHYHOCT MpH uTsXoBe (Spartan Sprague-Dawley) v kyuera B
no3u xo 300 mg/kg nHerHO (cBOTBETHO OKOJO 1,1 M 3,6 NbTH Hal-BHCOKATa MPENOPBLUYHTE/HA 1032 34
BB3PACTHH NpPH Xopa, 0azupaHa Ha mg/m2) ca nokasanu A00pa NOHOCHMOCT KbM KIIHHAaMHLMH. He ca
HaOmMOZaBaHHW 3HAYMMH PA3/TUKH B MATOJIOTHYMHHTE HAXO/AKH MEXy TPETHPAHHUTE C KIHHRAMHUWH IPYITH
*KMBOTHH ¥ CHOTBETHHUTE KOHTPOJIHH rpynH. [LtpxoBe nosyyaBany KIMHIAMHLUWH XHAPOXJIOPKHA B 403K 600
mg/kg aveBHO (0K0J10 2,1 NbTH Hal-BHCOKATA NMPENOPHYHTENHA 1033 3a BB3PAaCTHH NPH Xopa, fasupana Ha
mg/m2) B NpoABIKEHHUE Ha 6 Mecella ca nokasanu A06pa NOHOCHMOCT KBM JICKapCTBOTO, BBIPEKH TOEA,
MPH KyueTa TPETUPAHH NPH CHLUIOTO AO30BO HHBO (0KOJIO 7,2 MBTH HAl-BHCOKATA MPENOPHUHTE/IHA 034 33
BB3PACTHH MpH Xopa, GasHpaHa Ha mg/m2) e HabnoaaBaHO MOBPBILAHE, IUICA HA aNeTHT U 3aryda Ha
TErJIO.

6. GAPMAIEBTHYHM JAHHH

6.1 Chnoachbk HA NTOMOUWIHATE BEIIECTBA

Dalacin® C 150 mg u 300 mg xancyau
MarHe3Hes creapar

1lapeBuyHO HHUUIECTE

Tank

JlakTo3a MoHOXHApAT

Kanauka H T410:

TuraHoB JUOKCHA

JenaTtuH

6.2 HecLBMECTHMOCTH

Hsama.

6.3 Cpok BHa roguocTt

5 rOJAHHH

6.4 CnenHajJHH YC/JOBHS Ha CbXPaHeHHE
Ha ce chXpaHsABa IpH TeMnepatypa noa 25°C.
6.5 annAH 38 0NAKOBKATA

BaMcTepH ¢ xancyau ONakoBaHW B KapTOHeHa XyTHA. B efxa onakoBka ce chaspkatr 16 unu 100 kancyn.
He BcHUKHM BUAOBE ONAKOBKY MoraT aa 6baT mycHatH B npojaxoa.
6.6 Crnennagnn NpeANasHA MEPKH NPH H3XBLPJIsHE H paboTa

Hama crielquaiHy U3HCKBaHUA.




KPATKA XAPAKTEPUCTHKA HA TIPOJIVKTA
Dalacin®C 150 and 300 mg capsules, hard

7. HPHUTEXATEJI HA PASPEHNIEHUETO 3A YIIOTPEBA

Pfizer Enterprises SARL,

Rond-point du Kirchberg, 51,

Avenue J.F. Kennedy, L-1855 Luxembourg,
MroxkcemOypr

8. HOMEP(A) HA PASPEHIEHHETO 3A YHOTPEBA

Dalacin® C 150 mg_xancynu, mevpou: 20030574
Dalacin® C 300 mg_xancynu, mevpdu: 20030575

9. JATA HA ITbPBO PAIPEINABAHE/TIOAHOBABAHE HA PASPEIHIEHHETO 3A
YIIOTPEBA
05.08.2003

10. JATA HA AKTYAJIM3HPAHE HA TEKCTA
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