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Enuxa ¢punmupana tabnerka cpappxa:
300 mg: 344 mg Clindamycin hydrochloride cxorBercrrar Ha 300 mg Clindamycin
600 mg: 688 mg Clindamycin hydrochloride crorBercTBaT Ha 600 mg Clindamycin

32 IOMOILHH BEINECTBa BXK. Touka 6.1

3. JEKAPCTBEHA ©OPMA

DunMupaHa Tabnerxa.

4, KJJHMHUYHHU JAHHH
4.1 TepaneBTHYHA NOKA3aHHA

3a JIe4eHie Ha OCTPH U XPOHHYHH 000CTPeHH WHPEKINM, NPHUIXHEHN OT YyBCTBUTENIHH KbM KIHHIAMHIIKH
aHaepoOHH OaKTEPUM, TPAM-TIONOXHTETHA MUKPOOPTraHH3MH H YyBCTBUTEIIHH IamoBe Chlamydia
trachomatis, KaTo:

HH(EKIHH Ha KOCTHTE H CTABHTE;

HHPEKUUH HA YIIY, HOC ¥ MBPIO;

3p0HO-YEMIOCTHH HHDEKLNH;

HHEKIMH Ha JOAHHUTE JUXATETHH TbTHIIA;

HHTPaadAOMUHAIHA HH(EKIHH;

I'MHEKOJIOTMYHH HH(EKIIHH;

AHPEKIMH Ha KOXKATa 1 MEKHTE ThKaHH,

. CKapJIaTUHA;

B ciyuaii Ha Texku vHpeKIH, TedeHUeTo TpAOBA 1a ce 3anoyHe C HHTPABEHO3HO NPHUIOKEHHE HA
KJIHHAAMMIHH.

4.2 J103MpOBKa U HAYHH HA NPHAOKEHHE

Bn3pacTan:
Kaunpamuuusa-MIP 300 mg

B 3aBHCHMOCT OT TE€XECTTa U MACTOTO HA HH(EKIHATA, BL3PACTHH H Aela HAA 14-roaumHa Bb3pacT
npuemar ot 0,6 g no 1,8 g xmnnaMHIHH HEBHO. JIHEBHATA N03a € pasnpeend B 4 eNHHHYHH J03H.
JHEBHHAT NMPHEM ciienoBatenHo e 4 no 6 Tabnerkr Knunpamuuue-MIP 300 mg (croTBeTCT 2gno
1,8 g xMuHAAMHULIMH).




Kanuaamunun-MIP 600 mg

B 3aBMCHMOCT OT T€XeCTTa ¥ MACTOTO Ha HH(EKIUATA, BL3PACTHH H Aelia Hax 14-ToAHIINA BB3PACT
npuemMar ot 0,6 g 10 1,8 g k1uHgaMuiMH IHEBHO. J[HERHATA N032 CE pa3apeac/a B 3 €IMHHYHH J03H.
JIHEBHUMAT npueM clieforarento e 3 tabnetku Knnugamumin-MIP 600 mg (cporpercTBamn va 1,8 g
KIHHAAMMIINH).

Jdena: (or 6 g0 14-rogumHa BL3pacr)

Ot 8 no 25 mg/kg nueBHo, pasgeneny B 3-4 npuema. Kmianamrmua-MIP dunMupan Ta0IeTKH He ca
MOAXOMALIH NPH Aelia 107 6-TOIHIIHA BB3PACT € OrJle Ha NeKkapcTBeHaTa popma.

CneliHaaHH nony.JalHH

Yeprodpobno yepescoane

[IpH ManMEHTH ChC CPERHO TEKKA A0 TEXKA CTENEH HA YepHOXPOOHN YBpeKAaHUs eTHMHHALIHOHHHAT
NONMYKHBOT HAa KIIMHAAMHIIMH ce yIb/kasa. Jlo3oBa peaykuua OOHKHOBEHO HE C€ HANAra, aKO KIMHIaMHIIH
e TIpe/ITHCAH Ha BCeKH 8 Yaca. 3a malMeHTH C TEXKA CTelleH Ha YepHOAPOOHA HEAOCTATBYHOCT, IUTA3MEHHUTE
HHBa TPAOBA 1a ce MOHUTOPHPAT U B CHOTBETCTBHE C PE3yITATHTE € HE0GX0AHUMO Aa c€ MPHOErHe 10 103084
PenyKIHA WIH yABIKABaHE HA JO30BHTE HHTEPBAJTH.

Bvbpeuno yspescoane

IIpu naupeHTH ¢ 660peuHu YBpEeXIaHiA CMAMWUHALIMOHHHAT NOJIYXHBOT € ChIIO YABIDKEH, HO J030Ba
penyKuHs OOMKHOBCHO He € HeoOxoauMa B noeeueTo ciryyad. Ho npu nanyenTs ¢ Texka 0p0pedHa
HEAOCTAaTEYHOCT HIIHM aHyPHA IUIA3MEHHTE HHBa TPAOBA Ja ¢¢ MOHUTOPHPAT H B CBOTBECTBHE C PE3YITATHTE €
HeoOXoauMa N030Ba PEAYKIMS WK aTepHATABHO yIh/KaBaHe Ha AO30BUA uHTEpBaN OT 8 Ao 12 vaca.

Hayuenmu na xemoouarusa

KiHuziaMunHE He ce OTAeAs NpH NAMeHTH Ha XeMONaiTH3a, Taka, Ye NIpeid ¥ CleA AMaii3a He ce Hanara
NpOMSHA B NIpEALLIECTBAIATA AO3UPOBKA.

Havun Ha npunoxeHye

PunMuUpaHUTe TaONETKH C€ MOMTBINAT ¢ JOCTATHYHO KOJHYECTBO TEHHOCT (HAnp. Yalla BoJa).

[1pu undexnmm, npuykHEEH 0T GeTa-XeMOIUTUYHHA CTPEITTOKOKH, JISYSHHETO ¢ KIMHAAMHULMH TpA0Ba Aa
nponbibku 10 THM 32 1@ ce npenoTBpaTH PeBMATHYEH IIPHCTHI WM [JIOMEPYJIOHE(PPHT.

4.3 IIpoTHBONOKA3AHHR

Knnapamumas-MIP 300/600 mg ¢punmMupan TabneTku ca npoTHBOTIOKAZaHY 32 NAIMEHTH ¢ JOKa3aHa
CBPBXIYBCTBHTENIHOCT KbM KTHHIAMHLIHH WM JIHWHKOMHLIHH (TTOPaay KPECTOCaHa af€pris) K KbM
TIOMOIIHHTE BEIIECCTRA Ha NMPOAYKTA.

44 CroenHajHH NpexyNpexKIeHHN H NPEANAIHE MEePKH MPH ynorpeda

ITanuHeHTH CHC CBPBXUYBCTBHTCIIHOCT KbM II€HHIHMIIHH CBINO MOXKE Ja NNOKAXKAT ancpruiia peakiinid KbM
KIHHIAMHIIMH,

Ilpy manMenTH ¢ HapyleHa YepHoapoSHa GyHKILHS qo3MpaHeTo TPAOBA Ja € mpeana3iuBo. KiiMHnaMHIH-
MIP 200/600 mg punMupanu TaGnetku TpsaGBa Aa ce H3MOJI3Ba BHUMATETHO TPH [TAlHEHTH CbC CMYILICHU B
HEBPO-MYCKYJIHATa NPOBOAMMOCT (Hamp. MHACTEHUA [PABUC M MAPKHHCOHOBA H0MECT), KAKTO U NMpPH
NaUHEeHTH C NpeAlieCTBAIM CTOMAITHO-YPEBHH 3a00/Banna (Hanp. NpeaecTBAINo BE3MaleHHe Ha
Ae0enoTo YepBo).




Knunaamuuus Moxe fa 0b/1e epUKacHa anTepHaTHBa 3a MAIIMEHTH allepriiHH KbM HEHMUMWINH. [IpH BCHYKH
NANUEHTH € TIPEAPAIONOKEHHE KbM alepTHS H BB3MOXHH PeaKIHMH Ha CBPBXYYBCTBUTEIIHOCT TOBA TPIOBa

Aa CC HMa IIPpEABHA.

B caydait Ha IpOXBIAKMUTENHO JeyeHue (oBeye OT TPU CeIMUIM) NepHOANYMHO TpAOBa 1a ce H3CNEABa
(YHKLMATA Ha YepHHUs pod.

OcTtpo OB0peYHO YBpexKIaHe

Psinko ce cbo0masa 3a 0cTpo 6B0peuHo yBpexIaHe, BKIIOUHTETHO ocTpa 650peyHa HeAOCTaThYHOCT.
ITopanu ToBa TpAOBA na ce OOMUCIH NpocnensBane Ha OpOpeuHaTa GPyHKIMA NpH NANHEHTH, MOTy4YaBalli
TBJIFOCPOYHA TEPAIUA, CTPAJAIIM OT NpeamecTBama Or0peyaa AMCHYHKIHA WK [TPHEMAIIH ChITETCTBAILIO
He(pOTOKCHYHH NeKapcTBa (Bxk. Touka 4.8).

[Tpomb/oKUTENHATA U TOBTOpHA YNoTpeda HAa KITHHAAMHLIH MOXe Jia AOBEAE A0 CYNEepHH(EKIHA ¢
Pe3UCTEHTHH MHKPOOPTaHH3MH,

[1cesnpoMeOpanosen konut ¢ HabmoaBaH TP TTOYTH BCHYKU aHTHOAKTEPHANIHH areHTH, BKJIIOYHTENHO U IIPH
KIHHIAMULIMHE, KATO MOXKE A3 BapHpa OT JIieK 0 )KMBOTO3aCTpaniaBall. 3aTOBa € BAXKHO J1a ¢ HMA IIpeIBUL
TA3¥ JHATHO3a TIPH TIALMEHTH ¢ JHAPHI, TOSBUIIA C€ TI0 BpeMe WIIH CIeH IedeHHe ¢ AHTHOMOTHIIH,
BKJIIOYHTENHO H KIHHIaMULIHMH,

Kmanaamunus-MIP 300/600 mg ¢uwmmupanu Tabnerky He TpadBa Aa ce NMpHUiara 3a J€YeHne Ha 0CTpa
pecrHpaTopHa HH(pEKLMA, IPUYUHEHA OT BUPYCH.

TepanesTHiHa KOHLCHTpaIMs Ha KJIIMHAAMHLMH B liepefpocniHAHATa TEUHOCT HE MOXKe Na Obae
IOOCTHrHaTa, nopany koero Kmanaamuuun-MIP 300/600 mg ¢pumMupanu TabneTky He MOXe Ja ce H3110/138a
33 IeYeHHE Ha MCHUHTUT.

[Topany BE3MOXHO HETIPABHIIHO TOTTBINAHE Ha QHIMHApaHKTe TabNeTKH, He € H3KIIOYEH e30(aruT H II0CHT.
4.5 BiauMoneiicTeHe ¢ APYIH JeKAPCTBEHH NPOAYKTH H APYrH GOpMH HA B3aHMOAEHCTBHE

Kmmnaamumysa-MIP 300/600 mg ¢uimMupany Tabnerkn He TpsdBa Aa ce KOMOMHHMpa ¢ MaKPOJAHIH (Hamp.
€PUTPOMHLMH), IOPATH YCTAHOBEH aHTaroHHCTHYEH edeKT Mo OTHOLIeHHE Ha HabmoAaBaHarTa
aHTUDaKTepHaIHa eHKACHOCT in vitro.

,I[DK&SE].H& € KPBCTOCAEA PC3HCTCHTHOCT MEXY KIHHAAMHIIKNH H THHKOMHALIHH.

Knenaamuime-MIP 300/600 mg ¢punmMupai TabNeTKH € YCTAHOBEHO, 4€ HMa CIIOCOOHOCT 32 HEPBHO-
MYCKYJHO OJIOKHpaHe, KOeTo MOXe 13 YCHIH JIHCTBHETO HA MYCKYIJIHHTE peslakCaHTH (Hamp. eTep,
TYOOKYpapuH, naHKypoHues Opomun). To3u edekT Moxke Oa AOBee A0 HEOYaKBaHH, KHBOTO3aCTpallaBalllH
MHLUACHTH N0 BpeMe Ha XHpYPriuuecka Hameca.

AHTAaroHMCTH Ha BUTaMHH K

IlToprmienye Ha koarynauuoHHuTe TecToBe (PT/INR) W/Hnu kbpBeHe, ca JOKIAIBAHH NPH NALWCHTH,
JeKYBaHH C KIMHAAMHALHH B KOMOMHALMA ¢ AHTAroHUCTH HA BuTaMHH K (Hanp. BapgapuH, alleHOKyMapon 1
¢urysmauon). Iopany ToBa, NpH NaUHEHTH, JICKYBAHH ¢ aHTAroHUCTH Ha Butamun K, Tpa0Ba peQloBHO a ce
KOHTPOJIUPAT KOAryIaliMOHHHTE TECTOBE.

4.6 @DepTHIHTET, OPpeMEHHOCT H KbpMeEHe

He ca nony4eH# JOKA3aTeNCTRa TPy KIMHUYHATE U3NHTBAHHA BBPXY XOpa 3a MaTOMOTHYHO JCHCTBHE.
Bsopexu ToBa, ynorpedara Ha KIKHIAMHIIMH NO BpeMe Ha OpeMeHHOCT Tps0Ba Ja cTaBa caMo
MOKA3AHNA,

KiimHaaMuIH ce eKCKpeTHpa B KbpMara.

IlpH KbpMadeTa MoXe f1a ce HaOmIoaBa CEeHCHOMTH3aLIMA, AUapHUa U KOTOHM3aHuA ©




47  BausiHne BBPXY CHOCOGHOCTTA 32 odupaHe H pafoTa ¢ MAIIHHH

Kmianamuima-MIP 300/600 mg ¢unMupalH TabneTky He IOBNHMABa CIOCOOHOCTTA 3a IMogupaye 1 pabora ¢
MALIMHH.

4.8 Hexenann eKapcTBEHH PeaKUHH

ObuyaiiHHTE H YecTO CpelaHH HEXKENAHH JISKaPCTBEHH PEeaKIMH Ca CBBP3aHH ¢ racTPO-HHTECTHHANHHA
TPAKT, BKIIIOYHTENHO CTOMAIEH JUCKOMGOpT, IOBIHraHe, rajicHe, MOBPBINAHE U AHAPHS, NPOTHYAIIH B
NOBEYETO ClIyYad B yMepeHa gopMa. BCHUKH Te3M HeXeTaHH IEKapCTBEHH PEaKLiM ¢a B 3aBHCHMOCT OT
N03aTa ¥ IPHIIOKEHHAETO B OOMKHOBEHO 3aTHXBAT IO BpeMe HIIH cnel JiedeHHeTo. JIOMBIHHTENHH BE3MOXHH

HEXKEMAaHU NEKAPCTREHM peakiy ca e30(harnT, CTOMATHT 1 TIIOCHT.

B cneapamara Tabnuua HeXxeNaHUTE ASKAPCTBEHH peakKUUH ca IPyIHpPaHH ChINACHO KIacH(pHKaIMATa Ha
MedDRA 3a yecrora:

Mmuoro yectu (=1/10); yectn (>1/100 go <1/10); vevectn (=1/1 000 no <1/100); peaku
(21/10 000 oo <1/1 000); Muoro peakn (<1/10 000), c Hen3BecTHA YeCTOTA (OT HANMHYHHTE JaHHH He MOXe A3

Obae HampapeHa OLEHKA).

IIpH BCsiko TpyNHpaHe B 3aBUCUMOCT OT YECTOTAaTa, HeXeIaHUTE JIeKaPCTBEHH PEaKUHH Ce H30podBar B
HH3XOZIAM PEA MO OTHOLIEHHE HA TAXHATA CEPHO3HOCT.

Tabauya 1. Heoxcenanu nexapcmeenu peaxyuu

Yecrora Yecrr Pemcu Muoro peaxu C HeH3BECTHA 1eCTOTA
Cucremo-
OPTaHHH KJACO
Hapymenus Ha TpoMmbGoruroneHus,
KPEBRTA K TMMGpHA JICBKOIICHHA, €03HHOGHIIH,
CHCTEMA HEYTPONEHMA HJTH
IPaHYJIOLMTOTIEHH A

Hapyurenna Ha EdexT na HepBHO-
HEPBHATA CHCTEMA MYCKYIIHO 6JI0KMpaHe
Ctomanizo- CromareH E3odarur, cTOMaTHT 1 [IcesromMeMbpaHo3eH
YpPCBHA ouckompoprt, | rIOCHT EHTEPOKOJIHT,
HapyLICHUA MOBJHIaHE,

rajicHe,

MOBPBILAHE H

JHapKA
Xemnaro-Onnuaphuu XeareHHNa, OTKIOHEHHS B
HApyILEeHHA YepHOAPOOHHUTE EH3HMH.
Hapyiuenus Ha Octpo OB0OpeuHO
onbpennte 1 yBpexciane
MHKQYHHTE
THTHILA
Hapywmenns Ha O6pug, cepbex | BarkHUT M J0IIEHE HA Eputema
KOXATa H YPTHKApUA KOXATa €KCYAaTHBYM
NOAKOXHATA myntadopMe (Hanp.
ThKaH CHHAPOM Ha CTHBBHC

- JIxOHCHH) B
cHHApOM Ha Jlalien

Hapymenus Ha
MYCKYJTHO-
CKEIETHATA
CHCTEMA H
CHLETHHHUTEHATA




YeeTn Peaxu Muoro peaku C HeH3BECTHA 4ECTOTA

Hapymenua na AHTOHEBPOTHYEH AHadIaKTHYEH LIOK
WMYHHATa efieM (DTOK Ha
CHCTEMA KBHHKe)

* Bxk. Touka 4.4

CrolmaBaHe Ha NOJ03HPAHH HEXKE/IAHH PEAKIHH

Cro0mapaHeTo Ha NOAO3UPAHH HEKENaHH peaKlMU Clie] paspemaBaHe 3a ynotpeba Ha leKapCTBCHMA
NPOIYKT € BaXXHO. ToBa Mo3B0JIsBa A3 NPOIbIDKH HAOIIONEHHETO HAa CHOTHOMEHUETO MON3a/pHCK 3a
JICKApCTBEHHA NMPOAYKT. OT MEAHLIHHCKHTE CNICLHATRCTH Ce& H3HCKBA Ja ChOoOIIaBaT BCSKa [10/I03HpaHA
HeXKeNnaHa peakims upe3 MambHuTenHa areHIps Mo Jexapereara, yi. , Jamss ['pyes” Ne 8, 1303 Copns.
Tenl.: +359 2 8903417, yebcaiiT: www.bda.bg.

4.9 THpenosupane

HexenaHHTe peakiiye MpH Ipeao3npaHe 1 HHTOKCHKALAA, IPHUMHEHH OT KIMHAAMHIWH HE ¢4 M3BECTHU. B
CIydaii Ha OpPaNHO Npexo3UpaHe MOXE Ja € HAJIOXKH MPOMHBKA HA cToMaxa. KoiHHIaMUIMH He MOXe Na Obe
eJIMMHHUPAH BeHara 0T KPBBTa upe3 AHANH3a WIH epuToHeanHa Ananu3a. Hama crieunduueH aHTHIOT.

5. ®APMAKOJIOIT'AUHH CBOUCTBA
5.1 PapMakoANHAMHAYIHH CBOJCTBA
(GapMaxoTepanceTHyHa rpyna: JIngkosamuaHd aatuOHoTHIH. ATC xon : JO1FFO]

KnvHpaMHIIHH € DOMYyCHHTETHIHO MPOU3BOIHO Ha TMHKOMHULIMH. [ IpHHAnIeH KbM Ipynara Ha
JIMHKO32MHWINTE, KOUTO KaTO NMPaHO3WAH HAMAT HAKAKBa Bpb3Ka C Bede NMO3HATHTE AaHTHOHOTHIIH.
KnuHaaMyiHH HMa raaBHO §aKTepHOCTATHYHO JelicTBUe, HO B 3aBHCHMOCT OT KOHIEHTPAllHATa B
HMH(EKTHPAHOTO MACTO H OT YYBCTBHTEIHOCTTA Ha MATOTEHHTE, TOM CBHILO MOXE 13 MPOABH H OAKTEPHLIHAHO
NeHCTRUE.

KnunaaMuimH nmpossasa 1o0pa akTHBHOCT cpelny craduinokoku (S. aureus, S. epidermidis), NTHEBMOKOKH,
CTPENITOKOKH OT rpynia A (Str. pyogenes), Viridans Streptococci, Corynebacterium diphtheriae, Bacillus
anthracis, Bacteroides species, Fusobacteria, Actinomycetes, Peptococcus species, Peptostreptococcus
species, Veillonella, Propionibacteria, Chlamydia, Mycoplasma hominis, Mycoplasma pneumoniae,
Toxoplasma gondii, Plasmodium falciparum w Babesia microti.

Hakou sunose Clostridium species ca pe3UCTEHTHH Ha KJIHHIAMHIIVH

Psaxo ce HabGMoOnaBa pa3sBHTHE Ha BTOPHYHA PE3UCTEHTHOCT.

Pe3ncTenTHN BAOOBE €3 eHTepOKOKHU (Str. faecalis, Str. faecium), Neisseria spp. (N. gonorrhoeae, N.
meningitidis ), Haemophilus spp., Enterobacteriaceae xaro E. coli, Klebsiella, Enterobacter, Serratia,

Proteus spp., Pseudomonas, Salmonella, Shigella, Nocardia.

ITbnHA KPBCTOCAHA PESUCTEHTHOCT Ha MATOTSHHTE € JeMOHCTPHPAaHA 34 KIHHIAMHLHNHK M JTHHKOMHLUMH,
KaKTO H 9aCTHYHA KPbCTOCAHA PE3UCTEHTHOCT 33 KIIMHIAMHIIMH H €PUTPOMMIIMH,




3.2 PapMAKOKHHETHYHH CBOlCTBa

Paznukara Mex 1y MeTabOJHTHUTE Ha KIIMHIAMHIMH € CaMO CHOTBETHO O OTACAAHETO Ha eCTePHATa BPh3Ka,
KOETO C& ChCTOM chell pesopOumara. Crea TOBa KIMHAAMHUIMH IPUCHCTBA KaTo cBoboaHA Ha3a B opraHu3ma.
EcTepute cienoBatenHo ca MCTa0ONHTH.

Pe3oponus

Cren iepopajHOTO NpHEMaHe KIUHIAMULMH XHAPOXIIOPHL U KIMHAAMHUMH-2-TIAJIMHTAT XHAPOXJIOPHA Ce
aOCOpOHpaT 6bP30 U MOUTH HAITBJIHO OT racTpO-HHTECTUHANHMA TPakT. MakCUManHK NIa3MEHH HMBA Ce
NoCTHrar npudau3nTenHo cien 45-60 MEHYTH, HO BpeMeTO MOXe 21a Oblie yIBIDKEHO N0 2 Yaca, aKo
MOEMaHeTo € ¢ XpaHa. MakCHMaNTHUTE IUiasMeHn KonnenTparad (C max) cien exHHYHA fo3a oT 150 mg (Ha

Mpa3eH CTOMax) ca pubnmsurenHo 1,9-3,9 g/ml u 3a 1o3a ot 300 mg — 2,8-3,4 |Lg/ml pecneKTHBHO.

PasnpeneseHune

CBBP3BAaHETO Ha KITHHAAMHULIMH ¢ ITA3MEHHTE MPOTEHHH € Mexay 60 ¥ 94% B 3aBHCHMOCT OT
KOHLIeHTpanuaTa. KiMHraMuInH J0CTHra KITHHHYHO ¢(peKTHBHY KOHIEHTPALNH B TOBEYETO ThKaHH (Hanp.
KOCTH, TOPHH H JOJIHH AMXATEIHY [ThTUIIA) U TEYHOCTUTE, C U3K/MOUEHHE HA LiepeOdPOCTTMHAIHATA TCTHOCT.
KnuHaaMHIKH NECHO NPeMHHaRa IaluerTHaTa 6apuepa 1 CbILO NPEMHHABA B KbpMarta.

MeTaboau3ILM

KnvHaaMUOHH JIECHO NIPEMUHABA B THKaHHTE, IPeMHUHABA TUIALICHTHATA OapHepa H C€ eKCKPETHPa B
MaH4YHHOTO MAAKO. KOHUEHTpanuuTe B HepeOpoCHHHAIHATA TEYHOCT Ca HEAOCTATHYHH 34 JICYEHHE, JOPH TIPH
BB3I1aJICHH MEHHHTH. BUCOKH KOHLIGHTpallMK Ha KITMHIaMHULIMH ¢a AOCTHIHATH B KOCTHATA ThKaH.
KiiHpaMHIuHE ce MeTabonn3npa B yepHua Jpob. Hskon oT MeTabonuTHTE Ca MUKPOOHOJIOTHYHO AKTHBHH.
Te chBMECTHO € YEPHOAPOOHUTE EH3UMH PelyUHpPaT NOMYKHROTA HA KJIMHAAMHIIMH B YOBEUIKOTO TANO.

EJMMuHHpane

EnumuHvpaneTo Ha KIHHAAMHIMH HacThIBa MPHOTH3UTENTHO A0 2/3 ¢ m3npaxkneHuaTa u 1/3 ¢ ypuHata.
CepyMHHST NOMY>KHBOT € TPH 4Yaca 3a BE3pacTHH H OK0JIO JBa 4aca 3a Jela. B ciay4ad Ha OnOpeaHH
YBpEKIaHUA U Pa3MyHa [0 CTENeH YeproapodHa HEZOCTaThYHOCT Oy KMBOTA HA aHTHOHOTHKE € YTBJDKEH.

KIIMHAaMHLIMH HE MOKE CBIIECTBEHO Aa Ce OTCTPAaHABA IPH XeMOAHAIMN3A.
5.3 IpeAKTHHHYHA JAHHY 32 6€30MaACHOCT

OcTpa TOKCHYHOCT

JIA 50 Ha pa3IHYHH JKHBOTHHCKH BHO0BE C/Ie NepOPaHO MPHIOKEHHE HA KIIMHIAMHLHH H CONHTE MY €
Mexxay 1800 M 2620 mg/kg TenecHo Tero H Mexay 245 u 820 mg/Kg TeNeCHO TerNno cliell HHTPaBeHO3HO
MpHioKeHHe. CHMITTOMHTE Ha HHTOKCHKALIMA C& H3pa3qBaT B IIOHW/KEHA AKTHBHOCT HA XHBOTHHTE H
KOHBYJICHH.

XpOHHYHA TOKCHIHOCT

[ToBTOPHOTO MPHIOXEHHE HA KNIMHAAMUIIMH (ocdaT 3a 6 KA Ha IUIbXO0BE (MOAKOXKHO NPHIOKCHHE) H
Ky4eTa (HHTpaBeHO3HO M HHTPaMyCKYJIHO) He € IPHYMHIIIO HEKAKBH TOKCHMHH eeKTH BhpXY LIENTHA
opraHu3bM. Clie]] IPUIOXKEHHE Ha KIIHHAaMHLIHH ¢ocdar Haa 1 Mecel Ha IUrbxoBe (TIOIKOXKHO) M KyJeTa
(HHTPaMyCKyIIHO ¥ HHTPABEHO3HO), He 0ixa HabmogaBaHy HUKAKBH e(eKTH KakTO B Pa3BUTHETO HA TAJIOTO,
KIMHHKO-XUMHYHHTE H XeMaTOJOTHYHM TapaMeTpH, Taka ¥ B XHCTOIIATONIOTMATA Ha opranure, Cren




JIoKanHy BB3NaneH s OKONO MACTOTO HA MHXKEKTHpaHE (BB3NAJICHUA, XeMOParuu, XUCTOIOrHYHH
NopaxeHus) ca HAOJMOIaBaHM Clie/] HHTPAMYCKYIIHO ¥ NMOAKOXHO IpWiIoKeH#e. Ho KoHLeHTpauusirta Ha
NpeANKHCaHNA pa3TBOP € OKW1a MHOTO NO-BUCOKA OT TEParieBTHYHO JIOTIYCTHMATA KOHLEHTPALUA.

MyTareHHoCT H KaHUEPOreHHOCT

In vitro ¥ in vivo IpOYYBaHMA He Ca MOKA3AIH HAKAKbB MyTareHeH MOTeHHA Ha KIINHAAMHALMH.
HBITOCpOYHH NPOYYBaHUA BHPXY XHMBOTHH OTHOCHO TyMOPOTCHHMA NOTeHLHA Ha KITHHIaMHLHH He ca
NIPOBEXKIAHH.

PelIpoAYKTHBHA TOKCHYHOCT

[Ipoy4saHpd ¢ KIMHAAMKELWH HA TUTHXOBE H MHIIKH HE OCTABAT HUKAKBY ChbMHEHHs 33 HaPYIIECHHA HHTO BHE
(epTHIHOCTTa, HATO B eMOpHodeTamHoTo paseuTre. [TpoyuBanyd IpH GPEMEHHH KEHH, TPETHPAHH C
KIHHIAMHIIMH I10 BpEME Ha [ThbPBUTE TPH Mecela OT OpeMEHHOCTTa, BKITFOYKTEHO H3CIIEABAHE Ha
npubmsuTeHO 650 HOBOPOAEHH ¢a MOKA3aJH, Ye HAMAa yBeIMMeHHe Ha HUBOTO Ha Mal(OpMalMKTe.
KnunaamMuiive € O H3MEpeH B KPBB OT ITBIHATA BPbB ¢ NpHOAN3UTENHOCT 50% OT KOHLIEHTpAllHATa Ha
Mai4KHaTa nmnasMa. [Topaay ToBa € Bb3MOXKHO TEPANIEBTHYHATA KOHLEHTPAalUA BbB QETyCa Ja MOXE A
HapacTBa. [lpeMHHABAHETO HA KIMHIAMMLUMH B KEPMATa € OKa3aHO ¢ KOHUeHTpaus Ko 4 jlg/ml cnex no3u
npd Ha Maitkarta oT 600 mg u 1o 2 pg/mi cnex Aoza ot 300 mg. 3a pa3nyxa OT CAHHHYHK CITydau
ChOOHICHHATA HE OTOEA3BAT HEeXEeNaHu PeaKLHU [IPH HOBOPOACHH IO BPEME Ha KbPMEHETO.

6. OAPMAUHEBTHYHH JAHHHA
6.1 CnHCBK HA TIOMOIIHHTE BEeIeCTBA
MHKpOKpHCTanHa UeIynosa

MaHHTOJI

TAJIK

MATHE3UER CTeapaT

KPOCIIOBHIOH

BGe3BOoneH CHITHIIMEB JHOKCH

THTaHueB nqHokcua (E 171)
MaKDOroIn

OyTHA MeTakpunaT-(2-IHMETHIAMHHOESTHI)
METAKPUIIAT-METHI MeTakpunaT-cenomamMep (1:2:1)
6.2. HecbBMeCTHMOCTH

Henpunoxumo.

6.3 Cpox Ha roaHocT

Korrmnamuumn — MIP 300 mg ¢unmupann Tabnerkn Knunnamuigs - 36 Mecena.
Knusaamuuun — MIP 600 mg dummupanu rabnerkn KnaanamuiuH - 48 Mecelia.

0.4 CnennagHn ye10BHS HA ChbXpaHeHHe
Ha ce c¢pxpanssa noj 30°C Ha MACTO 3aIMTEHO OT CBETJIHHA.
6.5 Bua u chbaLpXaHHE HA ONTAKOBKATA

biucrepm.

Knunaamunna-MIP 300 mg bunmupanu TabaeTku:




Kapronena kyrus ¢ 6 punmMupanu Tabnerku (1 6iuctep X 6 dunmupaHy TabneTku).

KaproneHa xytus ¢ 12 gunmupanu tabnetku (2 6micrepa x 6 prMUpaHd TabNeTKH).
KaproneHa xytus ¢ 16 dunmupanu tabnetku (2 6miactepa X § puMHpaHu TabIeTKH).
Kapronena Kyrus ¢ 30 ¢pumupand Tabaerku (5 6nucrepa x 6 GpunMupaHu TabIeTkH).

KinHnaMuipa-MIP 600 mg ¢duaMipany TabneTku:

KaproneHa kytus ¢ 6 priMupanu TabnetkH (1 6nucrep x 6 pumvupanHu TabNETKH).

KaproneHa xytha ¢ 12 punmMupanu Tabnerku (2 6mucrepa X 6 GuIMHMpaHu TaGIeTKH).

KaproneHa kyTid ¢ 16 punMmupanu Tabnetku (2 6nucrepa X 8 duaMHpaHH TaGleTKH).

Kapronena kytus ¢ 30 ¢punmmupans Tadnerku (5 6micrepa x 6 GuaMupany TabneTkH MM 3 6muctepa x 10
GUAMHpaHH TallleTKH).

6.6 CrnenmaaHn npeanassu MepKkH MPH H3XBLPIASIHE H patoTa

HsMa crielMaTHi H3HCKBAHMS.

7. TIPHUTEXATEJ HA PAZPEIIEHUETO 3A YIIOTPEBA

MIP Pharma GmbH

Kirkeler Str. 41, D-66440 Blieskastel

I'epManug

8. HOMEP HA PASPELHIEHHETO 3A YIIOTPEBA

Kmagnamuuun — MIP 300 mg ¢unmupann Tabnerku: Perucrpannoner Homep 20050032
Kmaspamauus — MIP 600 mg punmupanu Tabnerku: PerucrpaimoneH Homep 20050033
9. JAATA HA ITBPBO PA3PEIIABAHE / IIOXHOBABAHE HA PASPEHIEHHETO 3A
YNOTPEBA

Hata Ha mepBO pa3pemarare: 25.05.2005

Hara Ha nocieano noasoaeane: 08.09.2010

10. JATA HA AKTYAJIM3NPAHE HA TEKCTA

11/2023




