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1. HWME HA JIEKAPCTBEHUS npozmc'r
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Kinunaamuums ABP 150 mg TeBpiu kancynu

Clindamycin ABR150 mg capsules, hard ,‘ | g 6‘//7” /'//f’ Jrf(ﬂ? / =5
Kimmunamuimua ABP 300 mg TBBpAM KancyJiu 2 9
Clindamycin ABR 300 mg capsules, hard

Knunpamuuun ABP 600 mg TBBpaM Kancynu
Clindamycin ABR 600 mg capsules, hard

2. KAYECTBEH U KOJIMYECTBEH CbhCTAB

Kmunaamuuud ABP 150 mg TBbpaAM Kancyau

AKTHBHO BEILLECTBO B | TBbpa Kancyja: KIMHAaMHLMHOB xuapoxsiopu (clindamycin hydrochloride)
ekB. Ha 150 mg KIMHIaMULIHH.

[lomouHM BewlecTBa ¢ U3BECTHO JIeHCTBHE: 1akTo3a MoHOoXHapaT 0,65 mg B 1 TBBpAa Kancy/ia.

3a ITbJIHKMS CIIMCHK HA MOMOIIHUTE BELIECTBA BUMKTE TO4Ka 6.1,

Kanngamuuud ABP 300 mg TBbpAM Kancyiu

AKTHBHO BeIIECTBO B | TBBpAA Kancyna: KiMHaAaMUUMHOB xuapoxiopua (clindamycin hydrochloride)
ekB. Ha 300 mg KJIHHAAMMLIKH.

[lomomuHK BelecTBa ¢ U3BECTHO AEHUCTBUE: IaKTO3a MOHOXUApAT 1,3 mg B | TBBpAA Kamncy/a.

3a IMbJAHUSA CITMCHK HA TOMOILLHUTE BELECTBA, BUXKTE TOUKa 6.1,

Knunaamuuud ABP 600 mg TBBpAM KancyJiu

AKTHUBHO BeUIECTBO B | TBBbpAA KarcyJsa: KIMHAaMUUMHOB xupoxyopu (clindamycin hydrochloride)
eKkB. Ha 600 mg KITMHIAMHULIHMH.

[ToMOLIIHH BeIIECTBA C U3BECTHO JICHCTBHE: 1aKTO3a MOHOXMApAT 2,55 mg B | TBbpAa Karcyna.

3a MBJIHUS CIIMCBHK HA MOMOLLHUTE BEIIECTBA, BUXKTE TOUKa 6.1,

3 JEKAPCTBEHA ®OPMA
TBBpAM KamCyJIH.
Kannaamuudd ABP 150 mg TBepM KancyJ/iu

BBHIIEH BU/L HA KANCYUTE: TBRBP/AM XKETATHHOBHU KarCyJId, TAJI0 — CHHBO, Kalaye — CHHEO.
BoHieH BUA HA ChABPAKUMOTO: ban wnu nouru Os1 npax.

Kanngamuuud ABP 300 mg TBRBpAM Kancysiu
BbHiIEH BU HA KAIICYJIUTE: TRBP/IM KEJIATUHOBH KarcCy/IM, TA10 — 0510, Kanaue — CUHbO.
BbHuUIEH BUI HA CHABPXKUMOTO: Bsan uiu nouru 051 npax.

Knunagamuuus ABP 600 mg TRBpAM Kancy/iu

BBHINIEH BUA HA KATCYJIWTE: TBHP/IM XKETATHHORH KarcyJid, TIo — 6510, Kanade — 610,

BbHIilleH BUA HA ChABPKUMOTO: Bsint unu nouru 651 npax, 0MycKa ce HaIM4YMe Ha KOHTTIOMEPATH,
KOWTO IPU HATUCK CE pasrajiar.

4. KJUHWYHMU JJAHHU

4.1. TepaneBTHYHH HOKA3AHUS if
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Kimunpamnima ABP e nokasan 3a nedeHue Ha MH(EKUHM [IPH BB3PaCTHH U ACUA, TPHUHHEHH OT
UYBCTRATESSIHH KbM ACHCTRHETO HA KIMHASMULINH MMKPOOPTaHH3MHU:;

. HAagekunn Ha ropHUTE AMXATENHN TBTHIA (QaPUHIUT, TOHIWAUT, OTUT Ha CPEAHOTO ¥XO).

. HMndexkuny Ha foHUTE AUXaTeNHU bTUa (GpoHXUT, HesMOHU, eMvieM, Genogpoben
abcuec).

. HMugexuun na xoxara 1 MEKUTe THKAaHH (aKHe, QYPYHKYJ103a, HUMIIETHIO, LIETYIINT,

HH(EKTHPaHH paHy, abclecH).

[1pu epusunen, MaHapHLKMyM U APYTU NOAOOHH ClTeurpHYHA HHPEKLUY, IPHYHHEHH OT
YYBCTBHUTEIHH KbM JEHCTBHETO Ha KIIUMHAAMHIIMH NIATOI€HU, MOKE [d CE€ OUAaKBa MOCTUIaHEe Ha
TEPAIIeBTHYECH pe3yITar,

. Hudekiuy Ha KOCTHTE ¥ CTAaBUTE (OCTEOMUEINT U CEIITUUEH apTPuT).

. [MHEKONOrMHY MH(PEKIMH (EHZOMETPHT, LENYJINT, KOIITHT, TyDooBapHaniu abcuecH,
CAJIIIMHIWT, BBINATUTEHU 3a00J19BaHUA RA TA30BUTE OPraHH! ),

[IponykTsT ce mprnara B KoMOUHALML ¢ MOAXOAAN] AHTHOUOTHK, aKTHBEH CIIPAMO IpaM-
OTPULIATE/IHH aepodu.

Ilpu ttepannuTy, npuunHeny ot Chlamydia trachomatis, MOHOTEPAIIMATA C KITWHIAMHLIAH
npuTeXkasa HEOOXOAUMAaTa TEPANICBTHYHA €CKTMBHOCT,

. KopeMuH unHbekiun (nMepuToHUT, abeliecH HA KOPeMHAaTa KyXHHa), B KOMOMHALINS C
AaATUOHOTHLH, AaKTHBHHM 10 OTHOIIEHHUE HA IPpaM-OTPHLATETHNA aéPOOHH MUKPOOPTAHH3IMH.

. CenTHIIEMHA H CHITOKAPIHT.

B HAKOM Ciiyvau Ha eHIOKap/IAT MOXE Ja ce OvaKBa Jodpa epeKTHRHOCT Ha KIMHAAMHIMH, B
cayuafi, 4ye NPOAYKTHT NPUTEKaBa DaKTePpHIIMAHO NEACTRHE CIIPIMO NPHYUHHTENS Ha
HH(eKUHATa B KOHUEHTPALMHTE, KOUTO ¢€ OOCTUrAT B CopyMa.

. OnoHToreHHH HHGEKUUU (TIePUOJOHTANEH a0CUEC U NEPUCHOHTHT).
’ EHuedanur, npuuHHEH OT TOKCONMNaIMa, npy nauuentn cbe CITAH,

KoMOUHaumMaTa KIMHAaAMUIUH ¥ NMUPHUMETAaMUH TI0Ka3Ba TEPAIICBTHYHA ¢PEKTHBHOCT IIpH
NMalHEHTH, KOUTO He TOJIepHpaT KOHBEHITMOHAJIHOTO JACUCHHE.

. [THeBMOHUS, IpHYMHEHA OT Preumocystis jiroveci npr naunedty cue CIHIMH.

[Ipy manHeHTUTE, KONTO HE TONSPUPAT WY HE ce MOBNKABAT aAeKBATHO OT KOHBEHIIMOHANHATA
TepanMd, KIHHAaMULHHA MOXKE Ja Oblie npvnarad B KoOMOHHaLMS ¢ IPUMAKBUH.

. CkapiaruHa.

llpunoxennero Ha NpoAYKTa crienBa Aa Ople crobpaseHo ¢ HALMOHAMHUTE U JIOKAJIHH PBKOBOACTBA H
HACOKU 3a NMPOBEMAAHE Ha aHTHOaKTepUaIHA Teparus,

4.2, J03UpPoBKA H HAYHH HAa MIPHJIGKEHAE

Bo3pacthu u fieua Han 14 roauHM
HuesHa no3a 600 - 1800 mg, pasnpenenena B 2, 3 1im 4 pagHM 1034,

Heua noan 14 roagnHu
JHeepHa n1o3a 8 - 25 mg/kg, paznpeaeneHa & 3 wiK 4 pagHH J1034.
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He e HeoGxoauMa KOpekuus Ha B 103aTa IPH MALMEHTH ChC 3anazeHa yepHoApodHa H 6nO0peyHa
GbyHKUMA (KOpUrHpaHa CIpAMO BB3PAcTTa).

b10peunn Hapyinenus

OOHKHOBEHO HE € HEODX0MMa KOpeKUMA Ha Jo3aTa Np NANHeHTH ¢ Ob0peUHn HapYIIeHHS (BK.
Touxa 4.4.).

YepHoapoGHu HapylIeHHs
OOHKHOBEHO He € He0DX0AMMa KOPEKIHA Ha J03aTa [PY MALMEeHTH ¢ YEPHOAPOOHH HAPYIIEHHS (BK.
Touka 4.4.).

CneuMdHYHH NOKa3aHus
Hrpexyuu, npumunenu om bema-xeMOAUMUYHU CIMPEnmoKoKy - Iipyuiara ce ObHYaifHaTa cxeMa Ha
Jo3UpaHe, KaTo NPoAL/DKUTEIHOCTTA Ha ICUEHHETO € He Ho-Manka oT 10 auu.

Buananumenny 3ab60186aHUA HA MAZ0CUME OP2AHU - TIEUEHUETO C€ HHULMUPA C KITHHIAMMIHH,
NPWIOKEH apeHTEPaNHO, B KOMOWHALIMA ¢ aHTHOHOTHK, AKTMBEH CPAMO IPAM-OTPHULIATETHH
aepobHU BaKTEpPHH,

[IpONBKHTENHOCTTA HA IIPIWIOKEHHETO € HE TNo-Majtka oT 4 gau. Crinoto Tpabea Aa NPOABIKA TIOHE
48 yaca ciie; OTYUTAHE HA KIMHHUYHO NoAo0peHHe, cie/ KOETO TepanuaTa ce MPOBEX/IA ¢ NepOoPaTHO

NMPHIOKEH KNUHAAMUUHH B A03a 450 - 600 mg Ha Bceku 6 yaca. [IpoabmxkuTENIHOCTTA Ha LEIUd KypC
e 10 - 14 quu.

Xnamuouanen yepeuyum - 450 - 600 mg xMUHAAMULEH, 4 THTH JIHEBHO B IPOAB/DKEeHHE Ha 10 -
ITHH.

Enyedhanum, npuuunen om moxkconaasma, npu nayuenmuy cve CIHHHH - 600 - 1200 mg Ha BcexH 6 yaca
B NIPOABJIKEeHUE Ha 14 THU, cnel koero aoz3aTa ¢e HaMmangsa Ha 300 - 600 mg, YeTHPH TBTH JHEBHO.
OOHMKHOBEHO TEpPaNIeBTUHHHAT KypC € ¢ Npoab/ikuTentocT 8 - 10 ceamunn. KnunpnaMuums ce
IIPHJTATA €THOBPEMEHHO C MHPUMETAMHH B J03a 25 - 75 mg v onnera kucennHa B 1o3a 10 - 20 mg
JAHEBHO IPY BHCOKU A03H MUPHMETAMHH.

[Ineamonun, npununena om Preumocystis jiroveci npu nayuenmuy cvc CIIHH - 300 - 450 mg
KJIWHJAMHLHWH, YETUPH ITHTH AHEBHO B NPOABIKEHHE Ha 21 AHH, €AHOBPEMEHHO C NPHMAKBUH
eHOKPATHO JAHEBHO B 1032 15 - 30 mg B npoaskeHMe HA 21 THH.

Ocmvp cmpenmorokos mouzunum/apuneum — 300 mg ABa IBTH JHEBHO B NMpoaAk/IkeHHe Ha 10 auu.

HAYHH Ha NPHIIOXEHHUE
Kancynure KnuagamMuumy ABP ce npueMat Uenu, ¢ rosaMo KONHYECTBO BOJA 34 114 ce usberne
BB3IMOXKHO e30¢arealHO Jpa3HEHE,

4,3. IIporuBomokazaHns

. W3BECTHA CBPBXUYRCTBUTENHOCT KbM KIMHAAMHWLIHE WM KbM HIKOE OT NOMOLLHNTE BEHECTRA,
H30pOeHH B ToUKa 6.1.
. H3BECTHA CBPBXUYBCTBHTEIHOCT KbM TMHKOMHLIHH.

4.4, CuenHajaHH NpeAYNpex/IeHnd U NpeaANasHu MepKH npu ynorpeba

CBPBXYYBCTBUTEITHOCT e
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Cro01aBaHH ca TEHKH PEaKLHU HA CBPBXUYBCTBUTEIHOCT FIPH [ALIMEHTH, no,uncmce;m TeucHue, f::- 7,
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KJTHHAAMHUMH, BKIKOUHTEIHO TEKKH KOMHH peaxiMM KaTo NEKapceTBEH o0pus ¢ eo:f,mﬁﬁcﬁ«mm L

cucteMHHd cumIrromu (DRESS), cunapom Ha CtuBbHC-PKOHCEH, TOKCHYHA cnuﬂdpmaﬂﬂa HE':KPGJIHBEI
M OCTPa FreHepanK3upaHa €K3aHTeMaTo3Ha mycTynos3a. [IpH nossa Ha CBp'bXT-IyBCTBﬁTe.{IHUCT mm Ha T



TEXKKA KOXKHA PeaKIUs NPUIIOKESHUETO Ha KITHHIAMHUIKMH TpAaOBa [1a ¢ IPSYCTAHOBH M Ad C€ HasHa4H
CHOTBETHA Tepamnus (B, Toukd 4.3 1 4.8).

CynepuHdekivy

IIpu nevenue ¢ KWIMHIAMHLMH CBIHECTBYBA Bb3MOKHOCT OT pa3BUTUE HA CYNIEPUHMDEKLMK, BK.
rMeOUYHN HHpEKITUY.

[Ipenopbusa ce HabnropeHye 3a MOABH HA CHMIITOMH Ha CYTIEpHHPEKIIHY, NPHUHHEHH OT
HEYYBCTBMTETHH MHKPOOPIaHU3MH, BKJL. MBOMYKY, MONOOHO HA APYrUTE AHTHOAKTEPUANTHU NPOTYKTH.

B13MOXHO € pa3sBUTHE Ha IICeBAOMEMOPAHO3EH KOJIMT, KOliTo Modke Ja OBJIe C pa3HuHA TEXKECT.
Jexure wnnuu4Hu Gopmyt OOMKHOBEHO CE NIOBNMABAT C TIPEKPATIBAHE NIPUEMA HA IIPOAYKTA;, CPEHO
TCHKHUTE M TEXKKH (HOPMH H3HCKBAT JICUEHHE ¢ EICKTPOIMTHY ¥ AMHHOKHCEIHHHM PA3TBOPH M TAKHBA

3a MAPEHTEPANHO XpaHeHe, aHTUOAKTEpHATIHH CPeACTRA C BHCOKA aKTUBHOCT cripamo Clostridium
difficile.

Cnyuan Ha auapus, npuuunena ot Clostridium difficile (CDAD) ca qoxiaasass MpH MPUITOKECHHETO
Ha [MOYTH BCHUKH aHTUOAKTEPUATIHU CPEICTBA, BKI. KIIMHAAMULUMH, KATO HelHATA TEXECT MOXe fa
BAPHpa OT JICKa Axapus 10 daTaneH KOIHT, KOUTO J1a IoBeae 10 KOJIEKTOMUS.

CDAD r1psabpa BuHaru aa ennsa B ¢ho0paxkeHue NpU MalueHTH, NPH KOUTO aHTUOHOTUYHOTO JIeUSHHE
€ ChIPOBOAEHO C NoABa Ha AuapuA. Heobxoanmo e BHUMaTeIHO HAOMIOAGHUE OT CICIUATTHCT, THH

xaTto CDAD moiKe [a ce 1OgBH [IOBEUE OT ABd MECela ClIe/] IpeKpaTaRaHe Ha aHTHOHOTHYHOTO
[IPUITOKEHUE.

bLOpeynH U uepHoapoOHU HapyllieHUs

[1p¥ MpOABIKUTENIHO IeYeHHME ¢ KIIMHAAMHIMH (HATBUILIABAIIO 3 CEAMMLM) € HEOOXOIHM
IEpHOAMYEH KOHTPON Ha Ob0peyHarTa H uepHoapobHa dyHkuMA. Peaykums Ha 103aTa OOHKHOBEHO He
CE HaJjlara, ako NpUeMbT HA KITHHIAAMHIINH € B HHTepBaJl § ¥ nopeqe vaca.

[Ipy npoasmKUTENHO NPUIOKEHNE € IIPENOPBYUTETHO MOHHTOPHPAHE HA TUIA3MEHUTE KOHLICHTPALMH
NpH naleHdTy ¢ Ob0pesHH U YepHOAPOOHU HAPYLIEHUS ¥ IPH NpPeLeHKa oOMUCIAHE peayKIMs Ha
N03aTa WIM YIBKABAHE HA JO30BUTE UHTEPBAJIM, ThH KATO MNAIMEHHAT NMOIYXKHUBOT HA KITHHAAMULIVH
CE YABMKABA MMPH 3HAYHMH 0BbOpeUHH M YEPHOAPOOHU HAPYLICHHUS.

Octpo OBOpevno yBpexnaHe

Pagko ce chobmara 3a octpo 6u0pedHo yBpexaaHe, BKIIOUUTENTHO ocTpa Ob0petHa HEAOCTATHEYHOCT.,
[Hopanu ToBa Tpabea ga ce oOMHCIM npochieisBaHe Ha Ob0peunaTa PyHKLUMA [IPH NALMEHTH,
MOSyyaBalliy JBJITOCPOMHA TEPAIHA, CTpaaallM oT npeamecteania Os6peuna qucPyHKIMA MK
NPUEMALE ChITHTCTRALIO HE(PPOTOKCHYUHHM NekapeTea (Bk. Touka 4.8).

QQYFH

KnuHOoaMHULKEH He € MOAXOAM] 34 JICUEHHE HA MEHHUHIUT, Thii KaTO IPOHUKBAHETO B LEpebpo-
CITHHATHATA TEYHOCT € ¢J1alo M HE BOAH A0 Ch3AaBaHe HA HEOOXOAUMUTE TEPAlICBTUYHH HUBA,

[TarxueHTH © peAKH HacNeACTBEHH NMPOOIEMH KATO rajlakTa3Ha HenoHocumoceT, Lapp naxkrasen aeduuunt
WM TTIHOKO30-TanakTo3Ha MajiabcopOuus, He TpadBa fJa npuemat TO3M JISKapCTBEH NPOAYKT, Thi KaTo
TOH ChABLPXKA JIAKTO3a MOHOXMAPAT KATO MOMOUIHO BEIIECTRO,

4.5. BsaumoaeHcTBUe ¢ APYIH JEKAPCTBEHH NPOXYKTH M APYTH PopMH Ha B3aHMOJCHCTBHE

Hespo-Mycky/iHH Oa0kepH AT P s

Heo6x0auMo € NOBUIIEHO BHUMAHHE MPH €IHOBPEMEHHO MPHUIOKCHUE HA mnﬂﬂaml}{qgﬁfngpﬁﬂﬂ.'_\__-ﬂ:-__.%:,k_r_
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[Ipn naumenTy, NEeKyBaHU ¢ IWIMHIAMMLIHH B KOMOMHALMA ¢ aHTArOHUCTH Ha ButaMud K (Hanp.
BapPapuH, aUCHOKYMAapoJ U QUIYUHIHOH) NpH NPOBEXIAHE HA TECTOBE Ce ChoOLIABA 32 YBLIKEHO
BpeMe Ha xpbBocbeupsate (PT/INR) u/vnu kbpeene. [1o Taszu npuyuuHa rpu NaUUEeHTH, JIEKYBAHU ¢

AHTArOHMCTH HA BUTAMMH K, nokazaTenure Ha koarynauusara tpabea 1a Obaat npocieaaBaHy o-
YECTO.,

ENHORPEMEHHO NPUIOKEHUE HA KIKHAAMHIIMHE ¢ HHxHOUTOpU Ha CYP3A4 u CYP3AS
Knunaamuuus ce Metabomusupa npeauMuo or CYP3A4 u B no-manka crened ot CYP3AS no
OCHOBHHA MeTabonuT N-Ae3MeTHAKTHHRAAMULIHH. [To Tazu npuunna uexubuTopHTe Ha CYP3A4 1
CYP3AS Morar 1a noHMWXat, a HHAYKTOPHUTE Ha T€3H H30€H3WMHU MOraT NIOBUILAT KIIMPBHCA HA
KniHHIaMHLIMH, HeoOxonumo € aa ce npocaeassa 3a aMncara Ha eheKTHBHOCT B IPUCHCTBHETO HA
MOILIHH HHAYKTOpU Ha CYP3 A4, kato pudaMnuiuH.

In vitro IpoyuBaHud NOKA3BAT, Y€ KNMHAAMHUUMH He uHxuOupa CYP1A2, CYP2C9Y, CYPQCW
CYP2EL wmu CYP2D6 u camo ymepeno unxudupa CYP3 A4, ITopanu ToBa ca Maniko BEPOATHH
KITHHAYHO 3HAYHMKH B3aHMOACHCTRBHA MEXKTY KIMHAAMHULIUH U €THOBPEMEHHO MPHIIOXEHH JIEKAPCTBA,
KOUTO ce MeTtabonusupar ot te3u CYP eH3umu.

4.6. DPepruauTeT, GPEMEHHOCT H KbPMEHE

bpemMennocT

KnuuaamuumHe npemMuHaBa IlaleHTapHaTta Oapuepa np HoBeKa, KaTO YCTaHOBEHATA KOHLIEHTPALUS B
AMHUOTHYHATA TEYHOCT CJIE MHOTOKPATHO TIPHUIIOXKEHUE TIpeAcTaBlissa okosio 30% ot niasMeHuTe
HURA, UI3MCPECHH NPH MaMKaTa.

B xiIMHKM4HK Npoy4BaHuA Mpy OPEMEHHH JKEHH, CUCTEMHOTO NIpUaraHe Ha KIIMHAAMMULIUMH 10 BpeMe
Ha BTOPUS M TPETUS TPUMECTHDP OT OPEMEHHOCTTA HE BOAM A0 NOBUILLIEHA Y€CTOTa Ha BPOASHHN
aHoOManud. Hama foctaTeuHo H Jobpe KOHTPOTHpaHH NIPOyYBaBUs IpY OPEMEHREM XKEHH 110 RPEME Ha
IBPBHA TPUMECTRP OT OpEMEHHOCTTA,

Kimnnamuis He Tpabea Aa ce mpunara 1o BpemMe Ha GpeMeHHOCT ¢ M3KITIOUeHHe Ha CIfyqauTe Ha
KaTEerOpHYHA HEODBXOAMMOCT.

KtpMeHe

KnuajaMuLKMH ce eKCKpeTHpa B KbpMaTa NP XOpa, KaTO H3MEPEHHTE KOHLEHTPALIHH Ca B MPAHULIMTE
0,7 -3,8 ug/ml.

[Topaaun BL3IMOKHOCTTA 38 Pa3BUTHE HA CEPHO3HH HEXENAHM PeakliiH MPH KbPMAa4eTaTa,
KJIMHIAMULKH He TpabBa fa ¢e M3TOI3Ba 0T KEPMEIIH KEHHU.

DepTUIHTET

[Tpoyusanus 3a depTHIUTETa, NPOBEICHH BBPXY FUTHXOBE, TPETUPAHU NEPOPATTHO ¢ KIHHIAMMIIUH He
NOKA3BAT €(PEKTH BLPXY (DepTHAUTETA WIM CNIOCODHOCTTA 3a UM TOCBAHE.

4.7. EderTn BLpXY ¢mocoOHOCTTA 32 MopHupaHe H pabora ¢ MAIMHH
Hsma faHHM 32 eerTH HAa KITMHAAGMHLHH BBPXY cITOcOOHOCTTA 3a odupane u paboTa ¢ MauIuHH.
4.8, HexelaHH JTeKAPCTBEHH PeaKIHH

B tabnuuara no-a0ay ca NpeACTABEHH HEKEIAHUTE NSKAPCTBEHN PEAKILHY, YCTAHOBEHH NpH
KMIMHHYHHE MPOYYBaHHsA M [IPH MOCTMAapKeTHHIo_OoTO HabmoacHue, no MedDRA cucremo-opranen
KNac M YyecToTa. | pynuTe no yecToTa ca NpeACTaBEHH KaKTO CIe/iBa: MHOIQ YecTu (>>1/10), yectu
(>1/100 to <1/10), nevectn (>1/1,000 to <1/100), peaka (>1/10,000 mo <1/1,000), MHOro peaku
(<1/10,000), ¢ Heu3BecTHA YyecToTa (OT HANWYHHTE JAHHH He MOske Aa Oble HallpaBeHa OLEHKa). BbB
BCAKO rpyIupaHe 1Mo YecToTa, HeXETaHUTE JIEKapCTBEHH PeakiMH ca U30pPoeHH B Hnaxom q? A0,

OTHOWCHHUE HA TAXHATA CEPHO3HOCT, N e J T_;:-_-f
‘.-Q:.,';*- S fk*x..‘?:’l‘a
Cucremo- Yecrn HeuectH Penxu C Heu:ﬂa@dma qecmTa

OpraHeH KJac (=1/100 no (=1/1 000 oo | (=1/10 000 (OT HAJIFHHITE; ,I],aHHH HE. :
<1/10) <1/100) ao <1/1 000) MOXKE ﬂ&"ﬁ'ﬁﬂe ﬂaﬂpaBeHa
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Hudeknuu u
HHGpeCTalMH

[IcespomemOpa-
HO3¢H Konut*
(BK. TOUKA 4.4)

Kouur, npuyreEeH ot
Clostridium difficile ™
Barunanna nHGeknms

Hapymenus Ha
KPBETA U
nMbHaTa
CHCTEMA

ArpaHyaoudro3a®
Heyrponenua*
TpombBouutonenns*
Jleskonenusa™*
EozuHodpuing

Hapymenns Ha
UMYHHATA
CUCTEMA

AHa(MHITAKTHYCH IOK ¥
AHadwnakrouHa
peakius*
AnaunakTHiHa
peakya®
CRpLXiYyBCTRUTENHOCTH

Hapywenus Ha Hucreyzus
HEPBHATA
cHUcTEMA
CroMallHo- Juapus I'anene Ezodareanna a3pa*
YPEBHU AbnoMHHanHa [TorpbLiaHe Ezodarur®
HAPYLICHHS 6omka
XenarobunmapHu Kenrenuna®
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*Hexxenanu nexapcTBeHU peakliiH, YCTAHOBEHH MPH MOCTMAPKETHHIOBATA YIIOTpeda

CroDlapaHe Ha NoA03UpaHH HEKeNaHy PeaKLuy
CrobraBaHeTO Ha NOAO3IMPAHN HEXETAHH PEaKliMM cliel paspeliapaHe 3a yrnorpeda Ha TeKapcTBeHMs
MPOIYKT € BaxKHO, TORa MO3BOABA J1a MTPOABLIDKH HAGTIOASHAETO HA CROTHOWEHHETO [TON33A/PUCK 34

JIeKapCTBEHUA NPOAYKT. OT MEAULIMHCKHTE CTIELHANHCTH C& M3UCKBA Jla ChoOI1IaBaT BCAKA NMOJ03HpaHa
HEXXeslaHa PeaKLI|A upes:

H3mbiHHTEIHA areHIH MO IeKapcTBaTa
yiL .. Jlamsan [ pyer™ Neg
1303 Codma

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

4.9, Ilpenosnpane

KianHyuHa CHMOTOMATHKA

Hexenanute aBnenus, HabnroaaraHy NMpU NPUEM Ha A03M, 3HAYHTEIHO HAJBULIABALIH
NPENOPLYBAHMTE TEPANECBTHYHHU ca MoA0OHK Ha TE3M MpH NeueHHe ¢ 0OMUYaHHNTE Ne4eOHH 03U,
KnuHWuHHTE NPOABKH TNpH NMPEIo3MpaHe ¢ KIMHIAMULMH ¢a HETHITHYHH.

Mepky IIpy npefo3rpaHe

B cnyyaii Ha npego3upaHde ce U3MCKRA MPHIIOKEHHE HA MEOWLHHCKH BHIVIEH, O0L10 CHMITTOMATHYIHO
neyenue. B cxobpaxenue TpaOBa fa BIA3aT M ZOTBIHHTENHU NMOAXBPMHKALIH MEPOTIPHUATHUS 110
OTHOLUEHHUE Ha JXH3HEHUTE QYHKUMY, XeMOJIHaIH3aTa H NMEPUTOHEaIHATA THATH3A He ca e(heKTHBHH
METO/M 3a OTCTPAaHIBAHE Ha KJIMHAAMHULMH OT Cepyma,

5. ®APMAKOJOI'MYHHU CBONUCTBA

3.1, dapmakoIAHAMHYHHA CBOHCTBA

(PapMmakoTeparnesTUUHA rpyna: JIMHko3aMUuIu
ATC kon: JOIFFO1

MexaHn3bpM Ha AeCTBUE

KiinnaaMALIMH € TWHKO3aMMICH aHTHOHOTHK ¢ OCHOBHO DaKTepHOCTAaTHYHO ACHCTBHE CPEILY rpaM-
MONOKUTEIHH aepobn M mupoka rama aHaepotHu baxrepul. JIMHKO3aMUINTE, KAKLRTO €
WKIIMHIaMHLKH, C€ CRBP3BAT KbM Daktepransata 50S pudosomHa cybeauHHIa, NoJ00HO Ha
MAaKpPOMUINTE, KATO HallpUMED ePUTPOMHILIMH, H HHXHOHUPAT NIPOTEHHOBAaTa CUHTe3a. JledcTBreTo Ha
KIMHAAMULMH € mpeodnaaaBalo HakTepHoCTaTHYHO, REIPEKH M€ BUCOKH KOHUEHTPALIMH MOraT aa
UMaT DaxkTepuLMieH edekT cpely YyRCTBUTENHY iamoRe. Brnpexy ue knuHpamMuime gocdatst ¢
HEAKTUBEH in Vifro, Obp3ara in vivo XWAPOIU3a NPEBpbLUA TORA ChE/IMHEHHE B aHTUOAKTEPHAITHO
AKTHUBHUS KIMHIAMHIIAH.

Pe3sucTeHTHOCT

Pe3HcTeHTHOCTTA KBM KITMHAAMULIMH OOUKHOBEHO C€ OCBLIECCTRARA UPe3 MAKPOIHA-TUHKO3AMUI-
crpentorpamuH B (MLSB) THn pe3nHcTeHTHOCT, KOATO MOXKe Aa Obie KOHCTUTYTHBHA HIH
UHAYIIAPaHA.

["'pannuny croitHoety (break points)
['panyyHMTE CTOHHOCTH HA MUHUMATHHTE HHXHOUTOpHH KOoHUeHTpauu (MIC) ca Kﬁmtnm:ﬂa

,«"'r*"‘ »-1“\ " f;f .
) ;,e P .rf::_‘.';_.___
EUCAST ; K & - %.ﬂ;.._.,,_.;_,,:*_.'j::l:-. 1‘_'*’“ x
Staphylococci: uyscTeutennm < 0.25 peaucrentad > 0.5 / { ;j” Sl T
Streptococci ABCG n pneumoniae: dyBCTBHTENIHU < 0.5 pesucTeHTHH > 0.5 (1 =~, , R I
['paM-noyioxkuTE A HU aHaepobH: UYBCTBATENHH < 4 pe3ucTeHTHH > 4 ".2 f_' ‘ .';_'iu:'_,_r
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' pam-oTpuLaTenHH aHaepoOu: < 4 pe3ucTeHTHH > 4

PK/DK Bpb3ka

EdikacHocTTa € CRBp3aHa ¢hC CHOTHOMIEHHUETO HA IJIOLITA HA KPUBATA KOHLCHTPAIUA-BPEME HA

HecBbp3aHHa aHTUOHOTHK KbM MIC 3a natorena (FAUC / MIC).

I‘I}"BCTBHTBH HOCT

IlpeobnagapaHeTo Ha NpUAOOUTATA PE3HCTCHTHOCT MOKE /1a BapHpa reorpadcku, nopajn TOBa €
JKe/aTe/HO 14 Ce ThPCH JTOKATHA UHGOPMALMSA 32 PEUCTEHTHOCTTA, OCODEHO NpH JIeUEeHUE Ha TEXKKR

HHGexkMH, Korato e HeoOxoaumo, TpaORa Aa C¢ MOTHPCH CHBET OT EKCIIEPT, KOraTd MECTHOTO

Pa3npocTpaHeHHe Ha pe3MCTCHTHOCT € TAKOBA, e B¢BWHBHDCW3 Ha aHTHOHMOTHKA MpH NMMOHC HAKOH

BUAOBE HHOEKLMUH € ChMHHTEIIHA,
bakTepuaanu mamose
YyBCTBHTEIHH

F'pam-nonoxurenn aepobn
Staphylococcus aureus*
Staphylococcus epidermidis
Streptococcus preumonia
Streptococcus pyogenes

Viridans streptococci

AHaepoOn

Bacteriodes fragilis group

Prevotella nosnar ome kato Bacteroides melaninogenicus
Bifidobacterium spp.

Clostridium perfringens

Fubacterium spp.

Fusabacterium spp.

Peptococcus spp.

Peprasireptococcus Spp.

Propionibacterium spp.

Veillonella spp.

Pe3sHCTEHTHH
Clostridia spp.
Enterococci

Enterobacteriaceae

* NoxnaneaHo e, ue 10 50% 0T METULIMIIMH-YYRCTBUTCIIHUTE S. dureus ca pe3McTeHTHH Ha
KIMHOAaMULMH B HIKOM 06nacTH. [loBeue oT 90% OT pe3uCcTeHTHHTE KbM METULIWIHH S, a
(MRSA) ca pe3ncTeHTHN HA KJIMHAAMULIMH U He TpsaORa Aa ce U3NO0M3BaT, JOKaTO Ce Haqaﬂn*a“li

,r

PE3YNTATUTE OT TeCTa 33 YyBCTBUTETHOCT, aKO UMa HAKAKBO ChMHEHKE 32 MRSA. - 33 ‘f

-
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5.2. ®apMaKOKHHETHYHH CBOHCTBA

AQcopOis



Oxkono 90% ot upuerata 1032 KNMUHAAMHLMH XMAPOXIOPHA ¢¢ abcopbupa B CTOMAIIHO-YPEBHUA
TPAKT; KOHLUEHTpaUuM OT 2 20 3 pg/ml ce Hab/oMaBaT B paMKHTE Ha ejIMH 4ac el 103a ot 150 mg
KNHHAaMUHUMH, CBC CPEAHH KOHUEeHTpauru oT oko1o 0,7 pg/ml cnen 6 vaca. Cnen ao3u ot 300 u 600
mg ¢a ¢boOLEeHH NUKOBY ITA3MEHM KOHLICHTPAUMK ChOTBETHO 0T 4 1 § png/ml. AGcopbumsTa He ce
HAMAMNABA 3HAUUTETHO OT HATHHHMETO Ha XpaHa B CTOMAXa, HO CKOpPOCTTa Ha abcopbuus Moxe 1a Obae
HaMaJleHa.

Paznpenenenue

KnuHaaMuins ce pasnpeaens HHpoKo B TEIECHUTE TEHHOCTH M THKAHY, BIVTKOUUTENHO KOCTHTE, HO
He A0CTUra LepedpocnHHaIHaTa TeUHOCT B 3HAMUTE/IHW KOHUEHTpallHu, Tol npeMuHaBa npes
TUTALEHTAaTa B KpbBOOOPAUIEHHETO HA TIJI0J1A, KaTo ce ChoDlLlaBa, ue ce N0ABABa B MAWYUHOTO MITAKO.
B xnbukaTa ce HaOmonaBaT BUCOKH KOHLUSHTpaWH. Toll ce HaTpynBa B IEBKOLIMTHTE K
mMakpodarute. Han 90% oT kiMHaaMUUMH B KPBBOOOPALIEHHMETO €€ CRBP3BA ¢ TUIA3MEHHTE MPOTEUHMU,

buotpaHchopmalvg U €TUMHHUpPAHE

[IpoyuraHus in vitro RBPXY YOBEIIKH YEPHOAPOOHH H YPEBHH MUKPO3OMHM [1IOKAZRAT, YC
KIMHAAMHLIAH ¢e OKHeABa npeaumuo oT CYP3A4, ¢ HesHaunTeneH npuHoc oT CYP3AS, 3a na ce
oOpasyea KIMHIAMHLMH CYQOKCU U €IMH BTOPOCTETIEHEH METabOIHUT - N-Ae3METHIIKITHHIAMHIHH,
[ony:xuBOTHT My € 0T 2 A0 3 yaca, BBIPEKH 4Ye TOH MOXKE Aa Obae yAL/DKEH IPH HOBOPOAEHH M
MALIHEHTH C TEKKO OBOPEUHO YBPEHKTAHE.

KiMHgaMHULMH ce MeTaOonH3upa TTaBHO B YepHHS JApod 10 aKTUBHHTE N-AEMETHIT Y CYJIHOKCHIHH
MeTa0OIMTH, KAKTO K 0 HAKOW HeakKTHBHH MeTabonutu. Okono 10% oT f03aTa ce eKCKpeTHpa B
ypHHaTa KaTo aKTUBHO JE€KapCTBO HIAH MeTabonuTy n okono 4% B H3NPaXHEHUATa, OCTAHANATA YACT
C€ CKCKPETHPA KaTO HEaKTUBHH MeTabonHTH. ExckpeunsTa € 0aBHA U ce CTyUBa B NPOOB/KEHHE Ha
HAKONKO THU. Tol He ce OTCTpaHARa ePeKTUBHO OT KPBBTA Upe3 AHaAIH3A.

3.3. [lpeaxauHUYHH JAHHY 32 (€30MACHOCT
KapugHoreHHoCT

He ca nposexxaady NpoIbKUTENTHH MPOYUBAHHUA IIPH XHUBOTHH ¢ KIHHIAMHMLIHH 3a ONpenesisHe Ha
KAPIIMHOTEHEH MOTEHLIMAN

MyTareHHocT

[IpoBeaerHnTe TECTOBE 38 NEHOTOKCHYHOCT BKITIOMBAT MUKPOHYKICAPESH TECT IPH MITBXORE U Ames
Salmonella reversion test. M npu 1BaTta TecTta ca OTHETEHH OTPHLATENIHM PE3YITATH.

YBpexaane Ha GepTHAUTETA

IipoyuBanus 3a ediekT BBPXY (PEPTUIUTETA TIPH ILTHXOBE, TPETHPAHH C IEPOPATHHA AO3H A0 300 mg/kg
JHEBHO (npnﬁnmmenna okos10 1,1 MbTH Hall-BHCOKATA MPENOPBUHTENHA 1034 33 Bb3PaCTHH XOpa,
Gasupana Ha mg/m®), He ca Nokasanu edekT BhpXy (GepTHIIHTeTa UK BBPXY CTIOCOBHOCTTA 32
YNPTOCRAHE. -

[Ipu npoyusanua Ha eMOPHOQETANHOTO PA3BUTHE TIPH MEPOPATHO MPUITCKEHUE IPH ILTBXOBE H
MOAKOXKHO TIPHIIOXKEHHE MPU IUTBXOBE M 3aHLM HE € Ha0mogaBaHa TOKCHYHOCT 10 OTHOIIEHHE Ha
pPa3BHTHETO, OCBEH [IPH A03H, BOASWH A0 MalUMHA TOKCUYHOCT.

6. PAPMAINEBTUYHHA TAHHU

6.1. Cnuebk HA MOMONIHUTE BEI[ECTEA

Kannpamunuy ABP 150 mg TBbpnu Kancyiy a ,_ |
; o - ‘_,-' i ;":_._"L'- l."».k .,.'r__ -.
CuHiues AROKCUA, KONOUAEH Oe3roAeH S A N

Jlaxroza moHoxunpat/Llapesauno Humecte (85:15)

Maruyesues cTeapar ¥ R
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KaunaaMuupd ABP 300 mg Tebpan kancynu

CHNHLMUER JHOKCHI, KOMOHIEeH De3BOaeH
Jlakto3a moHoxHapar/LlaperuuHo HHmecTe (85:15)

Marne3sues creapar

TBBpaa xenaTnHoBa Kancyiaa: THTakoB JuokeHug (E171), waanro kapmun (E132), xenarun

Knnnaamuund ABP 600 mg TBbpAY Kancysiu
CIWIHMIIMER JUOKCHI, KorouaeH 0€3roaeH
JakTo3a MoHoxupat/Liapesuno Huwecte (85:15)

Marueaues creapar

Tewpaa skenaTuHoBa Kancyna: THTaHoe gvokeun (E171), skenatnu

6.2. HecLBMeCTHUMOCTH

He ca u3BeCTH.

6.3. Cpox ua rogHocr

3 (TpH) rOJIMHY OT ATATa HA MPOH3BOICTBO.
6.4, CroeyunajHu YCJIOBHS HA CbXpaHEHHE
ITpu Temnepartypa noj 25°C.

6.5. /lanuwm 33 omaKoOBKATA

KnuagamMuumna ABP 150 mg TBBpAM KancymH

TebpaH KenaTHHOBY Kancynu no 8 (ocem) Gpos B Gnuctep or PV C/AL donuo.
2 (naBa) Onnctepa ¢ MUCTORKA/ WH(MPOpMalIMS 34 NOTPEOHTENS B KAPTOHEHA KYTHA.

Kinuuaamuuud ABP 300 mg TBbpAM KaTlcysu

TBBpAM KeNaTHHOBHU Kancynu rno & (ocem) 6poa B bnuctep ot PV C/AL donno.
2 (apa) OyMcTEpa ¢ TUCTOBKA/ HH(pOpMAIIMs 32 MOTPeOUTENS B KapTOHEHA KYTHA.

Kimunpamuuuy ABP 600 mg TBEpAK Kancyiu

TBBPAM KETAaTUHORM KancynH no 6 (mect) Opos B birctep ot PVC/AL donuo.

2 (nBa) unu 5 (net) Gnucrepa ¢ nucToBka/uHdOpMaLIHS 38 TIOTPeSUTENS B KAPTOHEHA KYTHA,

6.6. Crnenua/HM NpeINa3zHH MePKH IPH H3XBBLPJIAHE H pafora

Hsama cnieupanyy H3MCKBaHHKA.

7. IIPUTEXATEJ HA PASPEIIEHHETO 3A YIIOTPEBA

AntubHoruk-Pasrpan AJl
byn. “Anpuncko pectanue”, Ne 68, oduc 201

7200 Pazrpan
beirapus

8. HOMEP HA PASPEINEHHETO 3A YIIOTPEBA

Clindamycin ABR 150 mg — Per Ne 20011028
Clindamycin ABR 300 mg — Per Ne 20140092
Clindamycin ABR 600 mg — Per Ne 20140095



9.  JATA HA IIBPBO PAPEINABAHE/IIONHOBSIBAHE HA PAZPEHIEHUETO 3A
YIIOTPEDBA

Clindamycin ABR 150 mg - 18.10.2001 r.

Clindamycin ABR 300 mg - 27.03.2014 r.
Clindamycin ABR 600 mg - 27.03.2014 r.

10, JATA HA AKTYAJIN3UPAHE HA TEKCTA

FOHu, 2021
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