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1. UME HA JJEKAPCTBEHUS ITPOAYKT om0 T consilrronrnssesssssiosnion

Kap6okon 10 mg/ml koHueHTpaT 3a HH()Y3HOHEH pa3TBOp — ; 078 7 12 -11- 2079
Carbocon 10 mg/ml concentrate for solution for infusion o S R mearsarinsi |

2 KAYECTBEH U KOJIMYECTBEH CbCTAB

ml KoHLEHTPAT 3a UH(DY3HOHEH pa3TBop chabpika 10 mg kapboruiatus (carboplatin).
3ceku dUIakoH oT S ml KoHLEeHTpar 3a MH(Y3HOHEH pa3TBOP Ch/bpka S0 mg KapOorUIaTHH.
3ceku duiakon ot 15 ml kontenTpar 3a uidy3uoHeH pasTBop chabpka 150 mg kapOoruiaTiH.
Beeku ¢uiakon o1 45 ml koHueHTpar 3a nH(y3HOHeH pa3TBop Chibprka 450 mg kapOoruiaTvH.
Beeku duiaxon ot 60 ml koHieHTpar 3a nHpy3uoHeH pa3TBop cbabpika 600 mg KapOOIUIaTHH.

3a IbJIeH CIMCHK MOMOIIHH BELIECTBA BHK pasjen 6.1

3 JIEKAPCTBEHA ®OPMA

Komuentpar 3a uHpysumonen pazrsop. (bucrbp, GesisereH 10 ONEAOKBIT pasTBOP, MPAKTU4ECKH cBOOOAEH OT

YaCTHLIM. ).
4. KJIMHHWUYHU JAHHU

4.1 TepaneBTHYHH NOKA3aAHHS

KapGoruiaTvH ce HU31os13Ba CaMOCTOSTE/THO WK B KOMOMHALIMSA C APYTH @HTHHEOIUIACTUYHH JICKAPCTBEHH TPO/YKTH

3a JIeYeHHUE HA KapLIMHOM HA SMUHMLATE OT eITHTeIeH MPOM3XO0/1, ApeOHOK/IEThYEH Oe10ApoOeH pak.
4.2 Jlo3mpoBKa H HAYHH HA NPHJIOKEHHE

KapGoruiarun TpsOBa J1a ce rpuiara camo 110 MHHTPaBeHO3€eH ITbT.

[ IpenopbuBaHara /103a 1py Bb3pacTHH NMALIMEHTH, [PU KOUTO HE € NMPOBEXKJ/1aHO JICUCHHE U Ca € HOpMa/lHA OBOpeuHa

dbynkiws, e 400 mg/m? npriokeHa KaTto eJ(HOKpaTHaTa /1032 4pe3 MHTpaBeHO3Ha HHpy3usi 3a 15 110 60 MUHYTH.

JleuenueTo He TpsAOBA J1a ce NOBTAPS MPE/IM J1a € U3MUHA 4-CeJIMMYEH HHTEPBaJl OT NPEAXO/IHHS KypPC ¢ KapOOIU1aTHH

Wi 1oKkaTo GposT Ha HeyrpodumTe e noxe 2000 kierkw/mm?®, a Gpost Ha TpomboLwTHTe € 100 000 KieTKH/
KJIeTKW/mm®,

Hamanssare Ha mbpBoHavYasiHaTa Jjio3a ¢ 20-25% ce npernopbysa [pH TAKKMBA NALMEHTH, IIPH KOUTO Ca HUTHYHH
PUCKOBH (haKTOPH, KATO NMPE/IXO/HA Tepariysi ¢ MHEIOCYTIPECHBHH JICKAPCTBEHH TPOYKTH W HE3a/10BOJIMTEIIHO
cverosinue Ha oprannsMa (ECOG-Zubrod 2-4 wim Kamofsky noz 80).

Ornipe/ie/ITHETO Ha XeMaTo/IorMyeH Ha/up upe3 ceIMMYHA KPbBHA KApTHHA [TPH ITbPBOHAYA/IHOTO CTApTHPAHE Ha
JICYEHHUETO ¢ KapOOIUIATHH Ce NPEeropbyBa IMPH THTPUPAHE Ha JIO3UPOBKATA MPH MOC/IE/ABALLN KYPCOBE Ha JICYCHHE.
Uriure Wik MHTPABEHO3HUTE HHCTPYMEHTH, KOUTO ChIAbPIKAT AITyMHHHEBH YaCTH M MOTar J1a BIISI3aT B KOHTAKT €
kapGOIUTATHH He TPAOBA J1a Ce U3II0/I3BAT 3a M0/INOTOBKA WM IPHIOKEHHE. AJlYyMHHUAT B3aMMOJICHCTBA C

KapOOIUIATHHA, KOETO BOZIM /10 (JOPMHUpaHE Ha [PELMITUTATH 1 3ary0a Ha OHOJIOrHYHATa My aKTHBHOCT.

[Ip1 Mo/IroTOBKA M IPWIOKEHHE Ha pa3TBOpa TPsOBa J1a ce cra3BaT MepKUTe 3a 6e30MacHOCT NpH paboTa ¢ OnacHu
BeliiecTBa. Manurysiaimsita TpsibBa 1a ce M3BLPLLBA OT repcoHal, 00yueH B 6e3oracHa yrnorpeda, H3rosi3palll
[IPE/Ia3HA PHKABULIM, MACKA 3a JIMLE M IPE/TIA3HH PEXH.
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ITanuena ¢ 0bLOpeuno napymenne:
[TaiieHTHTE ¢ KpeaTUHHIOB KMpLHe o 60 ml/min ca HaioykeH! Ha N0-I'OJIAM PUCK OT PasBUTHETO Ha TCKKA

MHENIOCYTIpecks. UecToTaTa Ha pasBHTHE Ha TENKA JIEBKOTIEHH, HEYTPOTIEHHS WK TPOMOOLIMTONEHHA Ce TIOMITLKA
Ha OK10 25% CBE CNEAHMTE NMPETOPHKH 33 JO3HUPOBKA:

Ga3oBy HUBA HA KPCATHHWHOB KITHPBHC [TepeoHauanya fnosza(/leH 1)
41-59 ml/min 250 mg/m?i. v.
16-40 ml/min 200 mg/m?i.yv.

HsiMa JOCTATHYHO HATIMYHW JAHHM 32 yTioTpebaTa Ha KapOOrUIaTHH NPy NMAUMEHTH C KPEaTHHUHOB KMpbHC 15 ml/min

WIH NO-MAaJIKO, 3a 14 C€ HAITPABH NpeIopbKa 34 JICHCHHE,
[OpenoCOUEHHTE JO30BM MPETOPHKH C& OTHACAT A0 HAUATHHMA €Tal Ha feucHue. [locneasai 103081 PEKUMH

Tps0Ba J1a ¢ THTPHpAT CIIPAMO OTTOBOPA HA MAIMEHTA U IOITYCTHMHTE HHBA Ha MHUEJIOCYTIDECHS.

KoMmOuuHpana repanns:
OrmruMannaTa ynorpeda Ha kapGoruiaTiH B KOMOHHALMA ¢ MMEIOCYTIPECHBHH aNeHTH M3HCKBA THTPHUPAHE Ha 103aTa

CBIVIACHO peXKHMA, KOWTO TPpA0Ba 11a ce CJIeaBa.

[ManymenTH B CTRpYecKa Bh3pacT
[Mpu nauyeHTH Haj 65 NOMILHA BL3PACT, THIPHPAHETO Ha J103aTa KaOpOIviaTiH KbM OOLLIOTO CHCTOAHHE €
HCOBXOAMMO 11O BpeMe Ha [THPBOHA4ATHUA Y HA IOCTIEABALIMTE KYPCOBE HA JICHEHHE.

Ileamarputina NomyJianun:
HstMa nocTarbyHO HASIMYHM JJAHHM 3a MPeropbka Ha J03UPOBKA MNMPH INCANATPAYUHH NAHEHTH.

4.3 IIporusonoxkazaHus
Kap6onnaTuH € npoTHBOMNOKAa3aH B CIIEAHHUTE CIy4au:

e CBpbXUYBCTBHTEJIHOCT KbM KapOoriaTuH WK APYrd CheAUHEHH, CBABPXKAILM N1aTHHA, HIIH KBM

HAXOE OT INOMOLIHHTE BELLECTBa, U30poeHH B TOUKa 6.1.
e [TalMeHTH ChC CHIIECTBYBAILO TeXKO 6bOpeuHO YBpeXKAaHe (KpeaTHHRHHOB KIupbHC < 30 ml/min),
OCBEH aKo M0 NMpeLieHKa Ha JiIeKaps U NaleHTa, Bb3MOXKHHUTE MOJI3H OT JICHEHHETO Ca NOo-rojIeMH OT

PHUCKOBETE.,
e [laumeHTH € TEIKKa MUCIIOCYIIPECHA.

¢ [[alMeHTH ¢ KbPBALIK TYMOPH.
e C1LBMECTHO NPUOKECHUE ¢ BAKCHHA 32 XBJITA TPECKR (BXK. TOUKA 4.5)

4,4 CnenuajHmu npeaylpexaeHHs H npeJna3HH MepPKH Nph ynorpeba

Kap6onnatit TpabBa f1a ce rpuiiara caMo OT KBTH(PHLIMPAH JICKAP, CICLMANIMCT-OHKOMOT B
XMMHOTEPANEBTUYHHTE ACKAPCTBEHU IMPOLYKTH.

HeoOX0aMMO € PEAOBHO [Ipocie/siBaHe Ha Opod Ha KPLBHHUTE KJIETKH, KAKTO H peAOBHO NMPOBEXKAAHE
Ha W3C/ieiBaHuA Ha PyHKUHMATa Ha Ox0penyTe U yepHUa Apob. Ynorpebara Ha leKapCTBEHUA MPOAYKT
TpaGBa Aa 6bAe NpeycTaHOBEHA, aKO ce YCTaHOBH HeobuualiHa CympecHs Ha KOCTHHA MO3BK WilM

mmcthyHkuns Ha 6s0peunara 1 yepHOApoOHaTa ACHHOCT.

XeMATOI0MRYHA TOKCHYHOCT
C0o0iLaBa ce 33 XeMOJIMTHYHA aHeMMS ¢ HAMMYKETO Ha JIEKAPCTBEHOUHIYLMPAHH CEpYMHH aHTHUTENA TP NMALMEHTH,

flekyBaHM ¢ kapborunatii. ToBa cebrrue Moxke fa b€ IETATHO.




JIeBKOTICHHA, HEYTPONEHHS ¥ TPOMOOLIMTONEHNS €A A0303aBHCHMM H 10300 paHuHasaltii. TIpenopbHsa ce 4ecTo
MOHMTOPHpaHe Ha Gpos Ha KieTkuTe B nepudepHaTa KpbB 3a CTy'ai Ha TOKCHMHOCT 0 NOCTUIaHe Ha ITH/THO
BB3cTaHOBsBAKE. CPETHUST IeH Ha HATMP € JieH 21 MpH NALKEHTH, NOJTy4asaly camMo KapOOIUIaTHH, U JIEH 15 mpu
NaLMEHTH, NOJTY4ABALLM KApOOILIaTHH KATO YacT OT KOMOMHHpaHa XHMHMOTEparHs.

[0 IPHHLIMAN, CAMOCTOSITENTHH, TIEPHOAMHMHH KYPCOBE Ha JIEYeHH e ¢ KapOOruIaTHH He TpAOBa ja ObAAT NOBTAPAHM,
JIOKATO GPOSAT Ha NIEBKOLIMTHTE, HEYTPO(HIIHTE H TPOMOOLIMTHTE He C& HOPMATM3HPA. JICHEHHETO He TpAOBa f1a ce

NOBTAPS, PEAH JA €2 MBMHHATIM 4 CEIMHLIM OT NMPEAMLIHNA Kype ¢ KapGOTIaTHH HWHUTH JIOKATO OposT Ha
HeyTpodunTe He € noke 2 000 wietkw/ mm? 1 Gposr Ha TpomboLmTHTe He e ioke 100 000 knemia/ mm’,

Anemus ce HaG/IoNABa HEeCTO U € KyMYJIATUBHA, HO PAJIKO M3UCKBA TpaHCdy3us.

TexecrTa HA MHEIIOCYTIPECHSITA CE NOBHILABA TIPH TALMEHTH, IPOBESIM NMPETXOAHO JIeHeHNe (0CODEHO ¢ LIMCIUTATUH)
WWIH ¢ HapyLeHa Gu6peuna QyHKps. [1pu Tesu Py NaleHTH ITbPBOHAYATHATA 1032 Ha KapOOIL1ATHH TpsiORra Ja
ce Hamalmy ChOTBETHO (BoK. TouKa 4.2) 1 edekTUTE 1a Ce IPOCNIEABAT BHUMATEIHO C YOCTO NPOCNCAABAHE HA

KphBHATa KAPTHHA MEKY TEPAIMHTE.

KomBHHALIT Ha KApBOIUTATHH C APYTH MHEIOCYIPECHBHM JIGKAPCTBEHH TPOXYKTH TPsOBa Jia CE TVIAHHPa MHOMO
BHHMATEJTHO 10 OTHOLIEHHE JO3MPOBKATA H NMPOIWDKHTEIHOCTTA HA JICHEHHE, C LIET HAMA/IBaHE Ha AIWTHBHH
ehexyt. KoMOUHMpaHaTa XMMHOTEpAITHS € HAKOJIKO JIEKAPCTBEHH NPOAYKTH MOXKE A IOBEAIC A0 TAKUBA A/IMTHBHH
MHENOCYIPECHBHH eexrh. [TaLHEHTHTE € TEXKA MHETIOCYTIPECHS Ca M3JIOKEHH HA N0-BHCOK PHCK OT HH(EKLIMOZHH
YCIIOXHEHHSL, BKIIIOUHTE/THO TakvBa ¢ (arasieH kpai. (k. Touka 4.8). I1pH nosBa Ha TAKMBA YCNIOKHEHHU,
NPIIArAHETO Ha KapbornarmH TpsOBa 1a IPOJWDiH C aJAITTHPaHa 034 WiH Aa Obae MpeyCTaHOBEHO.

CHOBLABAT Ce CITyHan HA OCTPa MPOMHUETOLMTHA JIEBKEMHS M MHENOMCIUIACTHUeH cHHapoM (MDS), octpa
MHUeNonHa neskemus (AML) roquuy cnen Teparus ¢ kKapOOIUiaTHH U APYTH aHTHHEOIaCTHHHHK CpEICTRA.

Xemoantaunro-ypemuscH cuapom (HUS)

XemonumuyHo-ypemuutmaT cuizipoM (HUS) e sxuBoTosacTpaluapallia Hexesaha peakiyd. [ lpunaranero Ha
kapOoIu1aTHH Tpsa6Ba 1a Ob/ie NPeYCTAHOBEHO ITPH IThPBH IMPH3HALM Ha MHKPOAHTHONATHYHA XEMOJIMTHHA aHCMKH,
KATO HAIIPUMEP PS3KO NOHIDKABAHE HA XeMOTTIO0NHA, CHITETCTBAHO OT TPOMOOLIMTONCHMS, [IOBHILIABAHE HA CEPYMHHS
GHAMPYOHH, CEPYMHHs KPEaTUHMH, ypeTa B kpbbTa i LDH. Bebpeunara HeflocTars4HOCT MOX@ Z1a Obae
HeoOpaTrMa NMpH CNIHPaHe Ha JIEYSHHETO H € BE3MOXKHO /1A CC HANIOMKH THaTH32.

AJlepruyHH peaxk1nH

KakTo ¥ 1IpH ApyTvTe JIEKapCTBEHY NPOAYKTH Ha Ga3aTta Ha IIaTHHA, MOTAT 14 Ce MPOSBAT ANepri{HI PEAKIHMN Hal-
YECTO MO BpeMe Ha HH(Y3HATA, KOSTO Hanlara MpeKpaniBaHe Ha MHQYy3naTa ¥ HA3HAYABAHE HA MOJXO/AIIO
CHMITTIOMaTH4HO neyenme. Kpuerocay peakimy, IOHAKOora ¢ (pataneH U3X07, ¢4 JOKNaIBaHH [PH CheIMHEHKAT HA
rutariHa (Bx. TOUkH 4.3 1 4.8).

TMosryueHn ca cHOOILIEHHS 33 PEAKLIMM HA CBPLXUYBCTBHTENIHOCT C NPOTpecHs 0 CHHpoM Ha Kounis (0cThp
aslepriyeH KOPOHAPEH apTeprocasbM, KOMTO MOXKE Aa IOBEAE 0 MH(ApKT HA MHOKAP/AA, BK. TOUKA 4.8).

Benookutyznsiia OastecT Ha yepnus pod

CroB1LIaBAT Ce ClTyHan Ha BEHOOKITY3MBHA GosiecT Ha YepHust Apob (CHHAPOM HA CHHYCOMZIANIHA OOCTPYKLIS), HAKOM
OT KOMTO ¢ca 6unu netantu. [NanpyeHtyre TpsabBa 2a ce Ha0MOABAT 3a MPU3HAIM M CHMITTIOMH Ha HapyllleHa
4epHOAPOOHA (PYHKLWA WM IOPTANHA XHIEPTOHMA, KOUTO OYEBHITHO HE Ca PE3YJTTAT OT YePHOAPOOHH METACTa3H.

BLOpetuHa TOKCHYHOCT
[Npu naupeH™ ¢ HapyieHa uopeyna gyHkums eeKTHT Ha KApOOTUIATHH BbPXY XEMOI10€3a € NO-M3ABEH M [TRTHT,
OTKOJIKOTO TP MALMEHTH ¢ HopMaTHa 6u0peuHa dyHkipi. B Tazn puckoBa rpyna JICHEHHETO ¢ Kapﬁw-:m@a

71 ce npoBexaa ¢ 0cobeHO BHUMaHKe (BXK. TOUKa 4.2), /fﬁf* ﬂﬁ NS



HeBpoJiorsuHa TOKCHYHOCT |
Bbrpeku e nepudepHaTa HeaposiorMuHa TOKCHHHOCT € YecTO CpeLlata H B Jieka (hopMa, OrpaHHHaBallia ce A0
[APECTEHS H OTCAA0EHHN CYXOWHMIIHN PEGUIEKCH, HECTOTATA i Ce MIOBHILABA [PH NALMEHTY Hall 65-rOAMIIHA BE3PACT

WM [IPH TALEHTH, KOWTO Beye ca Gunu exyBaHH ¢ upcrutarid. [leproanyHo TpsdBa /ia ce M3BbpLUBAT
HEBPOTOTUMHU NPEIJIEH.

Cunapom na o6pamimMara 3aaua Jeskoenuedanonarus (RPLS)

J{oxnafBaHM ca CTyqau Ha CHHAPOM Ha obpariMara 3ajiHa JieBkocHuedanonartis (RPLS) npu nalgieHTH, EKyBaHH C
komBuHMpaHa Teparis ¢ kapGoruarut. RPLS € paabK, 00patiM cliex CiMpaHe Ha JISYCHHETO, IPUIM3BHKBA PA3KO
HEBPOIIOTHHHH HaPYILIEHWS, KOMTO MOTAT J2 BKIOYBAT NPHIIATBLM, XUIIEPTOHHUS, [71aB0G0/Me, 00LPKBAHE, CIICTNOTa H
Y'Y 3PUTENTHH ¥ HEBPOJIOTHYHHM CUMITTOMM (BK. TouKa 4.8), ITocTassneto Ha nparnosa RPLS ce 6asmpa Ha
MOTEEPKAMIABAHE upe3 0BpazHH MBCIIEIBAHNA HA MOZbKA, HATIPUMED AApeHO-MarHuTeH pesoHaHe (AMP).

BulyaHH HApYWIEHHs1, BKEOYMTETHO 3ary0a Ha 3peHye, ca NOKIa[BaHu cefl yriotpeda Ha KapOoruiaTHH B 1034,
MO-BHCOKH OT MNPENOPLYHTEHHTE 3a MALMEHTH ¢ OB0peUHO HapyLIEHHE, 3PEHHETO C€ BE3CTAHOBABA HAITHITHO I 110
3HAYMTE/THA CTENEH CEMHLM CJiel CNIHPAHETO Ha BUCOKHTE J03MH.

O10TOKCHYHOCT
JIOKNAZIBAHK Ca CITYXOBH HapyIIEHHS IPH JieueHHe ¢ kapOorutaTiH. OTOTOKCHHHOCTTa MOXKE /ia Objie NO-M3ABCHA NPH

neua. Crtyyan Ha 3ary6a Ha CTyXa ¢ KbCHO Hauaulo ca OKTaIBaHH MpH MeIMATPHUHH nalpeHTv. [ Ipenopsusar ce
ABLJANOCPOUHH 8YIHOMETPHUYHN W3CIIEIBAHHSA MTPH TAKABA MOITYJIALHs.

¥Ynorpeba npy nanuenTH B Crapuyecka Bbh3pacT

B npoyusaHus Ha KOMOMHHpaHa Teparms ¢ KapOOIUIATHH M LIMKIOGhOoCchaMy/l NalMeHTUTe B CTapYecKa Bh3pacT ¢a Mo-
CKJIOHHH KbM Pa3BHTHE HA TEXKKA TPOMOOLIMTONEHMS OTKONIKOTO MO- MIIAAMTE NatMeHTH. Thil kato GB0peyHara
(YHKLIMA 4ECTO HAMAITIBA IIPH NALMEHTHTE B CTApYecKa BE3PAcT, T TpAbBa a Onie BoJieilia IPH ONPEAEIAHETO Ha
JIO3HPOBKA HA Jie4eHHEeTO (BK. TouKA 4.2).

Tymop-rm3uc cuaapom (TLS)
[Tpu NOCTMAPKETHHIOBH NIPOYUBAHMA ¢€ ChOOLIABA 38 TyMOop-Tisuc cuHapoM (TLS) npy naupeH™ ciielt yrotpebara

Ha KapOOIVIATHH CAMOCTOSTENIHO MM B KOMOHHALMS C IPYTH XHMHOTEPANeBTHYHH CpeACTBA. 1 laiMeHT ¢ BUCOK PHCK
ot TLS, KaTo NalMeHTy ¢ BUCOKa CTEfNEH HA NpOIH(epaLys, ¢ BUCOK TYMOPEH TOBAP H BUCOKA YYBCTBHTEITHOCT KbM
LIATOTOKCHYHM CPE/ICTBA, TPsAOBa Jia ce Habmonasar oTONM30 H Ja C¢ B3EMAT NOAXOAALLM MPSANasHi MEPKU.

Apyr:

[TpHAOKEHHETO Ha SKMBY HIIH XHBH aTeHIOMPAHH BAKCHHY IIPH NALMEHTH C IOTUCHATA OT XMMHMOTEpANeBTHLH MMYyHHA
CHCTEMA, BKITFOUHTEIIHO KapOOIIaTvH, MOXKe fia AOBEOE O TexKH WIM daTatHH MHOEKLMK. BakCHHUpaHe ¢ )KuBY

BaKCHHM TpsOBa Jia ce n30Arsa IpH MALMEHTH, NOTY|aBaliy KapOOIUIaTHH.
VEUTH WM MHAKTUBUPAHH BAKCUHH MOXE JIa C TIPWIAraT, HO OTNOBOPHT KbM NO00HH BAKCHHH MOXE 13 Ob/e

HaMaJICH.

4.5 BiaxmopeiicTBue ¢ APYra JJeKAPCTBEHH NPOAYKTH H APYIrd GOPMH HA B3AHMOAEHCTBHE

[Nopam1 MOBHILIEHHS TPOMOOTHYEH pHCK NP TyMOPHHTE 3a00/TABAHNS AHTHKOAIYJIAHTHO JICYEHHE CE NPHIIAra 4eCTo.
3HAYMTEHATA HHTPAHHMBH/Iy&THA BApaOWIHOCT HA KOAryNALMSTa Ha KPBBTA NMPH 3a00M5BaHUATA H BE3MOXKHOCTTA
OT B3AUMOZCHCTEHA MEMXTY NEPOPATHHTE AHTUKOArYJIAHTH Y IPOTUBOPAKOBHTE XMMHOTEPETICBTHYHH CPE/ICTBA,
H3UCKBA [10-4€CTO KOHTponupade Ha INR MOHHMTOpUHTa, B CITyuai Y€ Ce B3eMe PElLIEHHE Ha NALMEHTA C NEPOpaTHA

AHTHKOAryJiaHTH.

[TporrBOMOKa3Ha CbBMECTHA yToTpeda:
- BakciHa npoTHB »KKITTa TPECKA: PHCK OT XHUBOTO34CTpalliaBallia reHepalti3vpaHa peaKLyis C
To4Ka 4.3)




Henpenopbummeina CbBMECTHA YIoTpeOa:
- YK1BU aTeHIOHpaHH BAKCHHH (C M3KIIOYEHHE Ha BAKCHHA MPOTHB XKRITTA TPECKA): PHCK OT CHCTEMHH,

BB3MOKHO (haTanii 3a60/1aBaMs. PHCKET Ce YBETHUABA MPH MALMEHTH, KOMTO BEYE €a C NI0THCHATa HMYHHA CHCTEMA
OT ITbPBUMHOTO CH 3a00MsiBaHe. Koraro € Bh3MOKHO, M3IIOI3BBANTE MHAKTHBHPAHA BAKCHHA (TIOJTHOMMEITHUTHA),

- denvronH, pocdheHHronH, PUCK OT BIOIIABaHE HA KOHBYJICUMTE, NOTy4YeHH B PE3YJITAT OT HAMA/IABAHE HA
abcopOLIs B XPAHOCMIWIATENTHHS TPAKT HA (DeHUTOMH OT CTPaHa Ha LIMTOTOKCHYHOTO JICKAPCTBO WK PHCK OT
3aCI/IBAHE HAa TOKCUYHOCTTA, WY 3aryba Ha euKaCHOCT Ha LIMTOTOKCHMHUTE MPOXYKTH NOpaaH yBEITHIEH
yepHOPoOeH META0OTHIEM, NPHIHHEH OT (heHHTOHH.

CbBMecTHA YTIoTpeda, KOsTO TpsOBa Jia ¢ B3EME No/1 BHUMaHHE!

- L icnocniopiH (M upes eKCTPaoNMpaHe ChOTBETHO M TAKPOJIMMYC, H CHporuMyc): TlosuilieHa
HMYHOCYTIPECHS C PUCK OT numMornponudepaLms.

- AmmHorankosiam: CheMecTHaTa yrotpeda Ha KapOoruiaTyH ¢ AMHHOTIMKOSHIHM aHTMOHOTHILM TpAOBa fa
ce BIEME TPEBH TOPAIM KyMYJIATHBHATA HEPOTOKCHUHOCT H OTOTOKCHHYHOCT, 0COGEHO MPH NALMEHTH C GBOpeyHH
HapYLLECHHU.

- BpumkoBH arypeTvin: ChBMeCTHaTa ynotpeba Ha kapbonnaTHH ¢ GpHMKOBH My peTvLM TpsOBa lia Onne
B3eTa NPEIBU NMOPaIH KyMy/IaTHBHATa HEPPOTOKCHYHOCT H OTOTOKCHYHOCT.

4.6 Pepruiuter, peMeHHOCT H KbpMEHE

bpeMeHHOCT
KapbornatiH MOXe 1@ NpHYHHH CepHO3HH YBPEKIAHHA HA deryca, KOrato ce npunara no BpeMe Ha

6pemennoct. KapbonnatiH e nokaszan eMOPHOTOKCHYHOCT W T€PaTOT€HHOCT MPH TUIBXOBE, NMOITy1aBallly
kap6OIUIaTHH 10 BpeMe Ha opraHoreHesara. He ca 1poBeXKAaHH KOHTPOIMPaHH NpOoy4BaHHA NpH OpeMeHHH
’KeHH. AKO TO3M JIeKapCcTBEH HNPOAYKT ce ynorpefipa no BpeMeé Ha OpeMEHHOCT WM NMAaLMEHTKATa
sabpeMeHee, A0KaTo e Ha jieueHHe ¢ KapOoILU1aThH, Clie/iBa Ja 6bae yBeloMeHa 32 NOTEHIIHAJIHATA ONACHOCT
3a rutoza. JKeHn B penpo/lyKTHBHA BB3pacT Tpi6Ba Aa 6bAaT MOCHBETBAHH Ja U30srear 3abpeMeHABaHe.

KbpMeHe
He e n3BecTHO Aany KapOOIU1aTHH Ce €KCKpeTHpa B KbpMarTa. AKO ce HaJIOXKH JICYEHHE 110 BpeME Ha NepHoaa

HAa KbPMEHE, KbPMEHETO TPK0Ba Aa Ob1e IpeyCcTaHOBEHO.

DepTHAUTET
[TauMeHTH, KOUTO NOJY4aBAT aHTHHEONNaCTHYHA TepanMs MOraT Ja pa3sBHAT rOHajaHa CyNpecHs, KOATO

BOJM ZO aMEHOpes WIH asocnepMus. Tesn epekTH ce 0Ka3BaT CBbP3aHU ¢ 103aTa U NMPOALIKHUTETHOCTTA Ha
TepanMaTa M MOXe Aa ca HeoOpaTuMH. 3aTPYRHEHO € E€BEHTYAIHOTO MPEJBHXAAHC HA CTENEHTa Ha
yBpeXAaHe Ha TECTHKY/IapHa WM oBapuaiHa QYHKLMA nopajM Hectata ynorpeba Ha KOMOMHALMH OT
HAKOJIKO AaHTHHEOIUTACTHLIH, KOETO 3aTPY/AHABA OLICHKATa Ha €(PEeKTUTE OT OTJEITHHTE IEKapCTBa.

Ha Mbke B N0JIOBa 3pAIOCT, KOMTO ¢a Ha jieueHHe ¢ KapOoIIaThH, ce NpenopbLYBa 1a HE CTaBaT POAMTEH
0 BpeMe Ha JedeHHeTOo M A0 6 Meceua ciell NMPEKPATABAHETO MY M Ja CE€ KOHCY/JITHPAT OTHOCHO
CbXpAHABAHE HA CMEpMa IMpeAd 3anouBaHe Ha JICYCHHETO, MMOPajid BBHIMONKHOCTTA OT HeobpaTuM

uHdEPTUINTET B PE3YJITAT OT TEpanUaTa ¢ kapObormnaTHH.

4.7 EdekTn BLpXY cnocobnoctTa 3a modHpane u padora ¢ MALIHHHA

He ca mpoBex/aHH NMpOyuBaHWS OTHOCHO edexTure BbpXY crocobHocTTa 3a wodupaHe 1 pabora ¢
MalWHH. Belipeky ToBa, kKapOonmaTHH MOXKE Aa NPHYWHH rajeHe, NOBPHILAHE, HAPYIUCHHA HA 3PEHHETO U
OTOTOKCHYHOCT, IIOpaJM TOBA NanveHTHTe TpAGBa Aa ObIaT NpeaypeeHH OTHOCHO NMOTeHIHATHUA e(exT
OT T€3X peaxlMy BLPXY crnocofHOCTTa 3a WodupaHe ¥ padoTa ¢ MalIMHU.

4.8 Hexxe1aHH JIEKAPCTBCHH peaKkudH

YecTorara Ha JOKIANBARHUTE HEXKENTAHHM JIEKAPCTBEHH PEaKiliy ¢€ OCHOBABAa Ha KyMYJIaTHBHA
MauMeHTH, NOTy4aBally caMo KapOOIUIaTiH ¥ OT NOCTMAPKETHHIOBUS OIHT.
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CrMChKbT € IPEICTABCH 110 CHCTEMO-0praHeH Kilac, koanpan 1o MedDRA, a wecToTara € H3TOTBEHA Ha Gaza Ha
CIIEZHUTE KATErOPUH: MHO20 decmt (21/10), vecmu (217100, <1/10), nevecmu (>1/1 000, <1/100), peoxu (=1/10 000,
< 1/1 000), Mro20 pedxu (< 1/10 000) u ¢ Heussecmua yecnmoma (om HaTHUME OGHHY He Modce 0a Db0e Hanpasena

OYEHKA)

CdcTeM0-0praHeH KJjac

YecroTa

Tepmun noMedDRA

HeonnazmMu—-
N00pOKAYESCTBEHM, 3/10Ka4UECTBEHH

C HeH3BeCcTHa JYecToTa

CBbp3aHM ¢ Tepanusra
BTOPHYHH 3JIOKaYECTBEHH

U HEoNpeAe/eHH (BKJl. KHCTH U obpazyBaHus.
[TOJIUIIH)
Hudexumn n uHpecTauum YecTu Audexuuun*

C HEM3BECTHA YECTOTa [THeBMOH A
Hapyuenvs Ha kpbBTa M niM¢Hata | MHOro 4ecTu TpombouuTonenus,

CHCTEMA

YecTH
C HeusBeCTHA YecToTa

HEYTPOTNEHH, IEBKONEHHUA,
aHeMHA

KpbBouznms*

KocTtHO MO3buHa
HEJAOCTAaTBLYHOCT, (pedpriHa
HEYTPONEHHUSA, XEMOJIHTHYHO-
ypeEMHMUYEH CUHAPOM

HapyiieHus Ha MMyHHaTa CUCTEMA

YecTH

CBpBX41YBCTBUTENHOCT,
aHa(pUNaKTOMIHH peaKLHH

HapyueHnns Ha Merabonuima H
XPaHEHETO

C HeH3BeCTHA 4eCTOoTa

Jlexunparaums, aHOpeKcus,
XHIIOHATPUEMUA, TYMOP-JTH3UC
CUHAPOM

HapyuieHye Ha HEpBHATA CHCTEMA

YecTH

C Heun3BecTHA 4YecToTa

[TepudepHa HeBponaTH4,
napecresus, oTc/abeHn
CYXO0XXWITHH pedIieKcH,
CEH30PHHU CMYLLIEHHA,
IHCrey3usd

MO3BYHOCHNOB HHLUMAEHT,
CuHapoM Ha obparuMara

33 Ha
neskoeHuedanonatua(RPLS)

HapyueHnus Ha ouuTe HecTH HapyiueHusa Ha 3peHHeTo,
peaxu Cly4aH Ha 3aryba Ha
3PEHHUETO

Hapyiienus Ha yXoTo Y 1abupuiita | Hecru OTOTOKCHYHOCT

CbpaevuHH HapyleHUs Yectn ChpAeUHOCHAOBU HapylleHUs™*

C Heu3BecTHA UecToTa

ChpaeyHa HEJOCTATLYHOCTY,
CuHpapom Ha Kounis

CbJOBHY HApYLLUEHUS

C Heu3BeCTHA YecToTa

Embonua*, xunepToHus4,
XUIOTOHHA

PecrivpaTopHH, rpbIHH U
MEAHACTHHAITHH HapyUICHHA

Yecrn

PecriupaTopHy HapylueHus,
MHTEPCTHLHANHO BeoapobHO
3a0onsaBaHe, OpOHXOCNA3BM

CTOMaluHO-YpEBHHY HapylIeHH S

MHOro yecti

YecTH

C HeM3BECTHA YecToTa

[loBpwlLaHe, rajieHe, KOpeMHa
Gonka

Hnapus, 3anexk,
MYKO3HT(BB3ILIE
JIMTABHULIMTE)
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Hapymenua Ha Koxara U YecTH AJonenus, KOXKHH HapylLIeHUA

NOAKOXHATA ThKaH C HEeH3BECTHA Y€CTOTA Yprukapus, oOpHB, EpHTEM,
NPYPUT

Hapylmenus Ha MyCKYJIHO- YectH MyCKyJ10-CKeeTHH

CKeJIeTHATa CHCTEMA H HapylleHUA

CheAHMHUTE/IHATA ThKaH

Hapymenus Ha O6p6peumnTe H Yectn Y poreHUTanHH HapyieHHA

[IMKOYHUTE MNbTUILE

OO0 HapylueHrs ¥ ePexTy Ha YecTH AcTeHus

MACTOTO Ha APHIGKEHHE C HEN3BECTHA 4E€CTOTA Hexposa Ha MACTOTO Ha

HHXEKTHpaHe, peakuus Ha
MACTOTO Ha HHXXEKTHPAHeE,
epUTEM Ha MACTOTO Ha
MHXXEKTHPaHe, EKCTpaBa3auus
Ha MACTOTO Ha MH)KEKTHPAHE,
pu3nUECKO HEPA3NOJOKEHHE

H3cnenpanus MHOI0 4ecTH Hamanspane Ha 616peunus
KpeaTHHHUHOB KJIMPBHHC,

[MOBHllIaBaHE HA KpbBHATA
ypes, NOBUIIIABAHE HA
KphBHATA ajikajHa (ocdarasa,
[OBHILABAHE Ha acnaprar
aMHHOTpaHcepasara,
OTKJIOHEHMSA B PE3YTaTHTE OT
H3CIeIBAHUA Ha
yepHoApoOHaTa GyHKUMA,
HaMa/IABaHE Ha KOJIMMECTBOTO
HaTpHH B KPLBTR, HAMAJNABAHE
Ha KOJIMYECTBOTO KA/IUH B
KpbBTa, HAaMaJIgaBaHE Ha
KOJIMMECTBOTO KaLui B
KpbBTa, HAMAaJIABaHE Ha
KOJIAYECTBOTO MarHe3UmKB
KpBbBTA.

Yectu [TopuillaBaHe Ha KPBLBHHUA
OunupybuH, NOBHILIABAHE HA
KpbBHHSA KPEaTHHHH,
[MOBHIIABaHE HA MHKOYHATA
KHCEJIMHA B KPHBTA,

* baranuy npu <1%, daraniy CbpAeYHO-CHIOBH HHLIMACHTY MPH <1 %, BKIIIOUHTETHO ChPAEHMHOCh0BA
HENOCTATLYHOCT, EMOOIN3BEM B MOFBYHOCHIOB HHLIMACHT KOMOHHHPaHH.

HapyiueHus Ha KPBBTA H JIMM(HATA CHCTEMA:

MHUENOCYIPECHATA € J030-IHMHTHpALIIA TOKCHUHOCT Ha KapBGoriaryHa. [py naumeH ¢ HopMarH1 M3XOAHH HHBA
ce HaGMIoNABA TPOMOOLTOTIEHHS C FOHIDKEHHE Ha 6pos Ha TpomGotwrriTe nox 50 000/mm’ npu 25% or
NALMEHTHTE, HEYTPONEHHMS ¢ NOHIDKeHME Ha 6pos Ha rpaHysouprTvTe no 1 000/mm’ npy 18% or nayeHTHTe U
JIEBKOMNEHHA ¢ NOHIDKeHHe Ha 6pos Ha BelvTe KpbBHH KieTk 1o 2 000/mm° nipu 14% or namenvre., Hampip-
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OBHKHOBEHO Ca OBPATHMH, €2 JIOBE/H IO MHGEKLIMH K XEMOPArHYHH YCIIOKHEHHS, TIPH ChOTBETHO 4% 1 5% OT
NALIMEHTHTE, Ha KOUTO € NpiiaraH kapborutamiH. Teau yCrioKHEeH s ¢a JOBEMH J10 CMBPT ITPH 110-MaIKo oT 1% oT

NaLMEHTUTe.
AHeMIA ChC CTOMHOCTH Ha XemornoSuxa noy 80 g/l e HaGmo;1apana npu 15% oT naLeHTHTE ¢ HopMAanHH 0asoBH

HyBa. UeCTOTaTa Ha CITyHaMTE C aHEMHS CE YBE/IMYABA TTPH YBENIMYEHA EKCIIO3ULIS Ha KapOOTUTAaTHH.

HeoruiaimMu - 100poKauecTBEHH, NIOKAUECTBEHH H HEONPEeIeHH
J{oKa(BaHH ca BTOPHHHY OCTPH 3/I0KAYECTBEHH 00pasyBaHH C/ie LIMTOCTATHYHA KOMOWHYpaHa Teparii,

ChTbpoKallla KapOOIUIaTHH.

Hapyiienns Ha RMYHHATA CHCTEMA:

AJlepryMHH pPeaKl MK

AHabWIAKTOMAHH peaKLrM, MOHAKOra (PATATHM, MOraT Ja Bb3HUKHAT B MAHYTUTE G HEDKCKTHPAHE Ha
KapGOTUIATYH: OTOK Ha JIMLIETO, JUCITHEA, TAXMKAP/Hs], HUCKO KPbBHO HanAraHe, ypTvKapii, aHaWIaKTHUYEH LUOK,
OPOHXOCTIA3BM.

Hapyuienns Ha MeTa00/1H3Ma H XpaHEHeTo:

EnekTponurH
HamarieHue Ha CepyMHMTE HaTpH#i, Kasiii, KATLAN M MArHe3Hii ce Hab/mo/aBa CLOTBETHO npu 29%, 20%, 22% 1 29%

or nampermiTe. [lo-cnelManHo ca AOKNIANBaHy CIy4Yau HA paHHA XMIIOHATpHMEMMsL. 3arybaTta Ha eJIeKTPOSMTH €
HE3HAUMTETHA ¥ OOMKHOBEHO NpoTyHa He3 KITMHWYHH CHMITTOMU,

Hapyumienus Ha HEpBHATA CHCTEMA

[MeputbepHa HepponaTHs (MIABHO NTAPECcTesHy H oTcIabeHH CyXOKIITHN pequiekc) € Halyoaasana rpH 4% ot
nalyeHTUTE, NpWaralii repanus ¢ kapooruarvH. Ilaiper Hag 65 rojisy, NALMCHTH ¢ NPEAX0AKAALIO JICYECHHE C
LIMCIVIATHH, KAKTO W NALMEHTH, [IPWIATAIL IPOTHDKHTENHO eueHHe ¢ kapOOIUIaTHH Ca MIOKEHH Ha NO-ToNaM

PHCK.
KITHHMYHO 3HAYMMU CETHMBHH CMYILICHHS (T.€. BU3YalTHA CMYLLEHHA W IPOMAHA Ha BKyca) ca HabmoasaH npy 1% or

NAlUMEHTHTE.
ObLara YecTora Ha HEBPOJIOMMUHHATE HEMCENIAHH PeakiiM MBITIEKAA C¢ MOBMILABA IPH MalMEHTH NpHarallii

koMOMHMpaHa Teparms ¢ kapOoriaruH. Tora Moxke fa ObIe CBbP3aHO ¥ C MPOAL/DKUTEIHATA KyMYJIATHBHA
EKCIO3MLIMAL. |

Hapymenus Ha yxoro 4 1abupanra

OTOTOKCHYHOCT
CITyxOBM YBPEKIAHNSA M3BbH AMaNa3oHA HA PEYTA BLB BHCOKOYECTOTHHs AmuanasoH (4 000-8 000 Hz) ca Owm

YCTAHOBEHH B CEPHA aY/IMOMETPHHYHH M3C/IEJIBAHHSA C 4eCTOTa OT 15%. MHOro pe/iku Ciydan Ha XHITOaKy3He ca Ouim

ChLOOLICHH.
[pu natpeH™H, pasBHIK CTYXOBH YBPEXKIAHHA BCISACTBHE HA MIPSAXOK/IALLIO JIeHEHHE C LMCIUIATHH, [OHAKOTa Ce

HaOMTIO/IABA [10-HATATHILIHO RIIOLIABAHE HA CITyXA M0 BpeMe Ha TepaluATa ¢ KapOOoIUIaTHH.

Cromanno-upeBiH HApYLIECHHNS
[Tosphiuane ce Habmoaasa mpu 65% OT NAUMEHTHTE, KATO ITPK 1/3 OT TIX NOBPBILAHETO € TEXKO.

[aneHe ce HabmoaaBa npu Apyry 15% ot natperTrTe. [[alpieHTH, MPOBEIM MPEIXOAHO JIeYeHHE (B YaCTHOCT
[allMeHTH, JIEKYBAHH C LIMCTUIATHH) ¢ IIO-CK/IOHHM KbM NIOBpBiLiaHe. Tesy peakuMy 00KHOBEHO OTUIyMABAT 10 24
yaca ciie| PWICKEHHMETO H € NOBTHABAT WK Ce TPE/IOTBPATABAT OT RHTHEMETHUHH JIEKAPCTREHH NpoykTH, [lo-
BCPOATHO € /12 Bh3HUKHE [TOBPBLIAHE, KOTATO KapbOoriaTiH ce Mphiara B KOMOMHALIMA ¢ APYTH eMETOIeHHH Cpe/ICTBA.

JIpyruTe A0KIaBaHH CTOMAILHO-YPEBHH OIUTaKBaHui ca 6oka npH 8% OT NalMEeHTHTe, AMapys v 3alieK NpH 6% ot
NayHEHTHTE.




XenaTtobnHapHH HADYLLCHMS:
HaboaBaHK ca NpoOMEHH B HepHOApoOHaTa (yHKLIMA HA NALIMEHTH C HOPMATHH 6a30BH CTOHHOCTH, BKIIOUMTESTHO

MokauBaHe Ha o6LMs SrwinpybuH npn 5%, ACAT 11pn 15% 1 ankanxara pocdarasa npu 24% ot naiweHTHTe. Teay
npomenH ¢a Gund cnabu 1 obpaTiMu NpH OKONO NONOBHHATA O MALMEHTHTE.

[TpH OrpaHHuEHH IPyIH NALMEHTH, N0Ty4aBall MHOTO BUCOKM Z103U KapGOTLIATHH K IIPETHPIIENH aBTO/IOKHA
KOCTHO-MOBHHHA TPAHCTUTAHTALIMS, & HAB/HOARA CIUTHO TIOBMLLICHNE B HBC/IEABAHUATA HA YEPHOAPOOHATA DYHKIMA.
Habmoaagar ce cTyuay Ha 0cTpa, (Py/IMHHAHTHA HEKPO3a Ha YePHOAPOOHHTE KIeTKH CIIeA IPHNAraHe Ha BHCOKH 03U
KapOOIUIaTHH,

Hapyiuenns na 6n0penyame H NHKOYHHTE MHTHIA

[pH npriarase Ha HOPMATHH 034, HapyILIEHHSTa B GbOpeuHaTa (yKHHs Ca HEUECTH, BBIPEKH (aKTa, e
KapGoruTaTHH ce Mprema Ge3 XMIpaTHpaHe ¢ rojiaM obeM TEHHOCTH WM GopcHpaHa My pesa. Habmonasa ce
[OBHLLABAHE HA CEPYMHUA KPEATHHUH Mk 6%6 OT NALMEHTHTE, NOBHILIABANE Ha a30Ta B KPbBHATA ypes MpH 147, 1
[MKOYHATA KMCEIMHa NPY 5% or naiweHTviTe. Tean HapyleHus oOMKHOBEHO Ca JISKH H 00paTHMH NPY OKOJIO

NONORUHATA OT NMalmeHTHTE. JIoKA3aHO €, Ye KPEaTHHHHOBUAT KIHPLHC € HaH-YyBCTBHTE/IHATA XAPAKTEPHCTHKA HA
GuOpeuHaTa pyHKLMS Npy NALMEHTH, JIeKyBaHH ¢ kapborutarut, T1pu 27% ot nauMeHTHTe, KOMTO MMat 6azoBU

croiiHocmv ot 60 ml/min vwnu o-BUCOKH, ce HAOMOAABA MNOHIDKEHHE Ha KPEAaTHHMHOBHA KMPBHC 10 BpEME Ha
TepanuATa ¢ KapOooIuiaTyH.

JApyru HeXeJIAHH PeAKUHH:
[Monskora ca Habmomasasy anomnenyst, bebpuinTeT ¥ BTpUCaHe, MyKO3HT, aCTCHHUA, OTIIQIHAIOCT M AMCICY3HA.

B w3onupanu ciryyday € HabmoapaH XeMOJIMTHUYEH-YPEMHYEH CHHPOM.

JIOKITaZiBAHH €8 M3OJMPAHH CYYan Ha ChPAEHHO-CHIOBH MPOG/eMH (CLpACHHA HEAOCTATEYHOCT, eMOOSIHA), KaKTO U
M30JIMpaHH CJTy4au Ha MOZbYHO-CBIOBH HHIMICHTH.

JlokagBaHH ca CiTyuau Ha XMIEepTOHUA.

Peaxunn Ha MACTOTO HA NPHI0KCHHE;
JIoKnaABaHH Ca peakiiMi Ha MACTOTO Ha PUWIOKeHHe (MapeHe, O0NKa, 3auepBsBaHe, MOAyBaHE, YPTUKAPH, HEKPO3a

BbB BPB3KA C EKCTpaBa3aLiHs).

CroliasaHe Ha NOAOIMpPaRH HEXENAHU PeaKIiHK
Ch0OILABAHETO HA MOJO3UPAHK HEXeNaHH PeakLMM ciie/ paspeluaBaHe 3a ynorpeba Ha NpoaykKT € BaXHO.

ToBa no3BosisiBA fAa M[POAb/KK HaGJIIONEHUETO HAa CHOTHOLUEHHETO JIEKapCTBEHHS NPOAYKT. OT
MEINUIIHHCKHTE ClEUaIUCTH ¢€ W3UCKBA Aa chOOHIaBaT BCAKa NOACIPHUTEIHA HEXeElaHa peaKLMs upes:
HanbnHUTEeTHA areHuuMs 1o JIeKapcTBara

ya. ,,Jaman I'pyes™ Ne 8

1303 Codus

ten.:+359 2 8903417

yebOcaiiT: www.bda.bg

4.9. [Ipeno3upaue

He e u3BecTeH crienbur4eH aRHTHIOT CpelLily NMpeao3ypaHe ¢ kapboruiatid. OyakBaHWTe YCIIOKHEHHA B CIIEACTBHUC Ha
MPEIO3UPAHE Ca MHENIOCYTIPECHS, HAYILICHYA Ha HepHoApobHaTa GyHKuMA 1 OBOpevHaTa GYHKIMA H CTYXOBH
cMyniermss. TIpHIaraHeTo Ha 110-BUCOKH OT MPe/ICAHNTE 103 KapOoraTHH ca CBbP3aHH Che 3aryda Ha 3peHHe (K.
Touka 4.4).




5. @OAPMAKOJOI'MUHHU CBOUCTBA

5.1 PapMakoaHHAMHYHH CBOHCTBA
dapMaKOTEPANIEBTHYHA IPYNA: APYTH AHTHHEOIIACTHYHH AFCHTH, CH/ILPAALIH ILIATHHA.

ATC xon: LO1XA02
Kap6oniaTus € aHTMHEOILTACTUUYEH JIEKAPCTBEH MPOAYKT U JEHCTBA UMTHTOKCHYHO. HerosaTa aKkTUBHOCT

€ IOKA3aHA B KJIMHUYHU MPOYYBaHHS [IPH MHIUM H YOBEWIKH KIETHYHH KynTypu. KapbormaTut nposessa
noaoOHa Ha IVIATMHATA AKTMBHOCT MO OTHOLLIEHHE Ha IUHPOK CNEKThP TYMOPH. KNHHHYHHTE NIpOy4BaHuUs
[MOKa3BaT KAYECTBEHO MOAOOHM Ha4¥HM Ha AciCTBHe Ha kapOornatMR M uucnnatiH, Kapbomnatun,
M0106HO Ha LMCILIATHH, WHJYLHpa NPOMEHH B cynepcnupanoBuanara crpykrypa Ha JIHK. Kapbomnarin
npuTekapa GHOXMMHYHM CBOACTBA MOJOOHH HA T€3H Ha LIMCIUIATHH, KATO NPEHMYILIECTBEHO NPe13BHKBA

o6pasyBaHe Ha eIUHMYHH U ABOHH Bph3kK Mexay JHK eepurure.

5.2 @apMakOKHHETHYHH CBOHCTBA

PasrnpeneneHue
[lpunaraneTo Ha MOBTAPAUIM C€ AO3M B MPOAB/DKEHUE HA YETHPHU MOCIECAOBATECIHH AHHM HE € JOBENO OO0

[Ia3MEHO HaTpyIiiBaHe Ha MJIATHHA.

buoTtpaHcdopMannsg

CTOMHOCTH Ha NOJIY)KHBOTA Ha e€NMMHHMpaHe 3a yirpadburTpupyeMa cBofo/iHa M1aTHHA W KapboraTHHa
CHOTBETHO NPHOIM3KTENHO 6 M 1,5 yaca. B HauanHarta dasa no-ronamara 4acT OT CBOOOAHATA ILIATHHA,

KOSTO MOXE J1a ce GuITpupa , € HalnMYHa KaTo kapGonnaTud. KpadHuaT noayxmsot Ha obuara MiasMeHa
nnaTtuHa e 24 uaca. [Tpubausnrento 87% OT UIa3sMeHaTa IUIaTHHA Ce CBbp3Ba ¢ NPOTEMHH B PAMKHTE Ha 24

yaca cliea rnnpruioKCHUCTG.

EiMMUHUpaHe
KapBomnaTHHBT ce eKCKpeTHpa NPEeJMMHO B YPHHaTa, ¢ Bb3CTaHoBsBaHe Ha npubnusurenHo 70% ot

[IpU0oKEHaTa NjaTuHa B pamkute Ha 24 yaca. Ilo-ronsMara yacT OT JIEKApPCTBOTO €€ €KCKPETHpa npes
nepBUTE 6 Yyaca.

OB1MAT TeNeceH KIWPbHC U ObOpeUHMST KIHPbHC Ha yaTpadunTpyBaHara cBoDOAHA M1aTHHA Ca CBbP3aHH
C IJIOMepY/HaTa (UATpaLHi, HO He U ¢ TYOY/IHaTa CEKpeLus.

Crobitasa ce, Ye KIHpbLHCHT Ha KapBoruiaTuHa BapHpa 3- 10 4-KpaTHO NpH neAuaTtpyyHH naumnentd. llo
ce OTHAcs A0 BB3PACTHM MAlMEHTH, HAJIMYHWTE B JIATEpaTypaTa AaHHWH npeanonarar, ye ObOpevuHara
byHKIMS MOXe Ja AONPUHECE 3a BapHalMHK B KIMPbHCA Ha KapOonnaTuha.

JuneitHocT/HenuuelHocT
ChblUecTByBa NMHEHHA BPb3Ka MEXIY A03aTa M [UIA3MEHUTE KOHUEHTpauuu Ha ofwara W cBobojHaTa

ynrpadHITpyBaHa [IaTHHA Cliej] pHi1araHe Ha KapOorUlaTHH,

[Tpu 4OBEKa IUTOITA NIO/] KPMBATA, [UIa3MEHATA KOHLIEHTpallHs CNpsAMO BPEMETO Ha obl11iaTa IUTATHHA, CBILO
noka3Ba JMHeHHa BPb3Ka ¢ 103aTa, KOraTo KPeaTHHHHOBHMAT KNHpbHC € = 60 mi/min.

Cnea MHTPABEHO3HO TNPUIOKEHHE, MaKcuManHaTa ruasmeHa koHtuentpauus ¥ AUC-cToinocTTa Ha
HenpoMeHeHaTa KapOoIluiaTuHa, yjaTpaduiTpupaHara IiaTHHa ¥ OOIIOTO ChAbpXKaHWE Ha ILIATHHA Ca
MPONOPLMOHATIHHE Ha [IPWIOXKEHAaTa A034.

4-nHEBHO TOCNIENOBATENIHO MpuiaraHe Ha kapOoIUulaTMH He NpeAN3BHKBA aKyMyJIHpaHEC HAa TU14aTHHA B
rwiazmara. Criell MHTPABEHO3HO NPWIOKEHYE, OTYETEHUTE CTOMHOCTH Ha tiz Ha yJITpaduiTpHpaHaTa
HEeMpOMEHEHA [UIaTHHa W kapOoraTiH ca npubnusuTenHo 6 u 1,5 vaca. 1lo Bpeme Ha MbpBOHA4ATHATA
thaza, 1o-ron AMa 4acT o1 ynTpaduiITpUpaHaTa HENPOMEHEHa IL1aTHHA € NPEACTaBeHa KaTo KapOomaTHH.
fm Ha TOTaJIHAaTa My1a3MeHa ruiatvHa e 24 vaca. Ilo-ronsmara 4acT OT ISKapCTBEHHA NPOAYKT C€ €KCKPETHPA

npe3 nupBUTE 6 Haca, T
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Ofwus KIMphHC ¥ OBOpeYHHs KIMPBHC Ha YATpadUITpMpaHara IUIaTHHA B ypHHAaTa KOpenHpa ChC
CTEMneHTa Ha ryMepyHaTa Guitpauus. EnuMuHrpaneTo Ha kapOoMIaTHH 3aBUCH INI2BHO OT [VIOMEpYJTHATA

¢unTpaums.
5.3 IlpeakauHU4YRH AaHHH 332 0C30MACHOCT

KapGornnaTHH NPHTEKaBa eMOPHOTOKCHYEH U TEpaToreHeH e(eKT o OTHOWEHHE Ha IUTbxoBse. (Bix. pasaen
4.6. GpeMEHHOCT H KbpMeHe”), KapboruiaTHH € nokazaln MyTareHHOCT [IPH in vivo M in vitro ipoy4BaHus. Bee
ollle JIMMCBAT JOCTATLYHO JAHHH 3a KaHlieporeHHus edekt Ha kapOomnardH, HO ca HaJIMLUE OAHHH, Y€
NeKapCTBEHH MPOAYKTH C NMOA0OEH MEXaHH3bM Ha AEHCTBHE U MYTar¢HHOCT, NPUTEKABAT KAHLEPOTCHHO

J1eNCTBHE.
6. OAPMAIIEBTUYHHA JAHHH

6.1 CuoHcbK Ha NOMOINHHTC BellleCTBA

Bona 3a Hipkekimm
6.2 HecnrBMEeCTHMOCTH

To3n nexkapcTBeH MPOAYKT He TpabBa Ja ce CMeCBa C ApPYTH JICKACTBCHH MNPOAYKTH, ¢ HU3KIIOYCHHUC HA
ONUCAHUTE B T. 6.0,

ANlyMUHHH pearupa ¢ kapBOIUIATMH KaTO INpEAM3BHKBAa (opMupaHe Ha TpEUMIIMTATA W 3arydba Ha

GuonoruyHaTa My aktusHocT. [lopajau ToBa 3a NPUrOTBAHE M NPUIOKEHHUE Ha KapOOIIaTHH He TpAOBa Jia
ce ynotpebsBar WrNid, CIPHHLOBKH, KATETPH H APYTd H3AeNUs 3a MHTPABCHO3HA allJIMKalHA, KOWTO

ChAbPXKAT ATYMHHUH,

6.3 Cpok Ha roanocr

HeorsopeH QuiakoH: 2 roauuH

Crien paspexaane; XHMHMuHaTa ¥ ¢pr3ngHa® crabiuiHocT npy ynotpeba ca fokasanu 20 30 yaca npu 25°C.

OT MHKpOGHONOTHYHA [JleAHA TOUKA, JIEKAPCTBEHHS NMPOAYKT TpA6Ba fa ce Haronssa HezabaBHO. AKO He ce
M3MoJI3Ba He3abaBHO, BPEMETO W YCIIOBHATA Ha CbXPaHEHHUE ca OTTOBOPHOCT Ha MOTpeOHTENd, KOMTO

HOPMAJTHO He TpAOBa /a npesuiuaBaT 24 yaca npH 2-8°C, OCBEH B Cliydaid, Y€ pa3perxlaHeTo € OCBULIECTBEHO
B KOHTPOJIKPAHHU ¥ BATUAHPAHH aCENTTHYHH YCJIOBHA.

6.4 CruenHajHH YCJIOBHH HA ChXpaHCHHE
Ila ce coxpanssa nog 25 °C, B opMruHanmHaTa onakosKa, 3a a ¢e NMperia3y OT CBET/IMHA.

3a yClOBHMATA Ha ChXPAHEHHE ¢TIl pasperk/IaHe HA ICKAPCTBEHHUA MPOIYKT, BIDKTE T. 6.3.
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6.> BHAH chILpXKaHHMe HA ONAKoBKAaTa

5 ml - fuUcTEp GeslBeTeH pasTBOp, MPAKTVIMECKH 0CBOOOAEH OT uacTviy, BhB quiakoH ot 5 ml USP i1 ot

[MPO3PaHO CTHKNO, 3aTBOpPeH ChC (vBa GpoMOOYTIWIOBa TyMeHa Karauka M 3areyaraH ¢ TyMHMHMEBA OTUYTIBALRA Ce
3e/1eHa 00KaTka.

15 ml - 6ucTep OesuBeTeH pasTBOP, NMPAKTHYECKHA CBOOOAEH OT YacTVLH BEB (1akoH ot 20 ml USP tn-1 or
[MPO3paiHo CTHKIO, 33TBOPEH Ch¢ (vBa OpomobyTiIoBa rymMena Karauka U 3areyarad ¢ aTyMHHKEBa OTUYTIBAILA e
yepBeHa 00KaTKa.

45 ml - 6ucrsbp HestsereH pasTeop, NPaKTU4eCKH cBOGOEH OT YaCTULM BbB ¢uiakoH ot 50 ml USP Type-1 ot
(hOpMOBAHO TPO3PAYHO CTBKIO, 3ATBOPEH CBC CvBa OpomoOyTivioBa ryMeHa Kanauka M 3areuaraH ¢ aTyMMHMeBa
OTUYyTIBAlllA Ce YyepBeHa ODKATKA.

60 ml - GucTep Ge3lBereH pa3TBOp, NpakTHYecK CBOOOAEH OT YacTiM, BB dviakoH ot 100 ml USP vn-1
(POPMOBAHO IMPO3pauHO CTBK/IO, 3aTBOPEH CHC CvBa OpomobyTwioBa ryMeHa Karauka M 3areuarad ¢ aTyMHMHUeBa
OTUYTIBALLIA Ce YepBeHa 0bKaTKa.

6.6 CpeuHanHM npeArras’HH MepKH NPH H3XBbp/IAHE H paboTa

To31 NpOAYKT e caMo 3a eHOKpATHa yTioTpeda.
SAMBDCABIHE

B cryyai Ha KOHTaKT Ha KapOoryiaTvH © ouMTe WM KOXKaTa, W3MHIATe 3aCerHarata of/IacT ¢ ro/ieMu Ko/ivecTsa BoAa

WM (PH3HO/IOTHYEH PasTBOp. MeK KpeM MOoXe Ja Ce MBMOM3BA 3a JIeYeHHe Ha NpexoAHa KokHa 6orxa. B oryvait va
KOHTEKT C OUHTe, CBhPKETe CE C JIeKap.

W3xpppiasHe

Heusro/mseaHyaT TIPOAYKT WM OTHIANLYHUTE MAaTepHai TpaOBa /1a Ce VBXBLVIT B CHLOTBETCTBHE C MECTHMTE
pasriopesiOu.

Pazpexane
Tpesy vHy31s NMPOAYKTHT TPAOBA 43 Ce paspe/y ¢ 5% pasrsop Ha IVIoKo3a Wi 0,9% pa3Teop Ha HATPHEB XJIOpHY,
A0 MAHMMATHHY KOHLIeHTpaLiK Ao 0,5 mg/ml.

YKaszaHus 33 6e3onacHa pabora ¢ aHTUHeOTUIACTVYHHM MPORYKTY,

1 KapOorviatiHeT TpsatBa Ja Gn/le NOATOTBEH 33 MpHIATaHe CaMO Ypes TTOAXOAAIA XMMHOTepAIl 3a Ge30macHa
ynotpeba Ha MPOAYKTHTE OT TIePCOHAMA.

2 MaHvmy/atpivTe TpsiOBa 1a ce M3BLPILBAT B CITELAATHA 30HA. NOAXOLALLIO

TpabBa fa ce HOCAT 3 3aLLMTHH PHKABULIM.

4 Tpabea Aa ce B3emaT HeoGxomMIrTe NPeATIaHH MEDKH, 34 JIA Ce NPeOTBPaTH CVYAIHO MonajaHe Ha NIeKapCTBOTO
B OUMTe BY. AKO TOBA Ce C/TyUH, H3MHITe C BOAA WM (PH3HOMOTHYEH PasTBOp.

> LiprroTokcryHiTe penapaty He TpsfiBa Aa ce MBIO/3BAT OT GpeMeHHH /LA,

6 Tpatsa ja ce (ra3BaT a/\eKBaTHH Tpe/JIAsHM MEPKHU TIDH M3XBhp/IAHE HA NPeIMETH (CTIPVHLIOBKY, UMM U p.),
HBTI0/3BAHN 34 pajTBapsiHe HAa LIMTOTOKCHYHH JIEKapCTea. MUIMIMKAT MaTepuas ¥ TBBpAMTe OTIIAABLM MOraT ja
Ob/aT M3XBBP/IEHH, KATO Ce TIOCTABAT B ABOMHO 3aIeyaTaHy No/MeTHIEHOBH Top6H 1 ce H3TapAT NPH TeMIeparypa oT
1000°C. TeurTe OTNIQZBMHA MaTepHaM MOTaT A3 b/t H3IVIAKHATH C OGH/IHO KO/IMUECTBO BOJA.

7 Pabomara roBbpxHOCT Tpsbiea fia GxAe nokprTa ¢ abcopbUpalna XapTyis 3a eJHOKPATHA yriotpe6a, TaMHMHHpaHa
oT3aj.

8 VisromssanTe Luer-Lock Bph3ky Ha BGIMKH CTIDUHLIOBKY H KOMIVIEKTH. [TperopbupmerHo e 713 VIBTIOJI3BATE MITIH C

[O/IIM OTBOP, 3a /ia (BeZieTe A0 MHHMMYM HA/IMaHeTO W Bh3MOXHOTO ofpasyBane Ha MWWMD
‘ A\

MOXKe a 6b/1e HaMaZeHo C NOMOILTa Ha TeTJITeNHH I,
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7. TIPUTEXATEJI HA PA3PEIIEHHUETO 3A YIIOTPEBA

dapMmakoHc AJ
6yn. ,,ITerio K. fIsopos™ Ne 44, et.1 Codusa 1164
buarapus

8. HOMEP(A) HA PASPELIIEHVNETO 3A YIIOTPEBA
Per. Ne: 20250213

9. JHAATA HA II'pPBO PA3PEHIABAHEAIOMHOBABAHE HA PA3PEIIEHHETO 3A
YHOTPEBA

ara Ha TepBO paspertasaHe:; 27.06.2025
aTta Ha rocieqHo MoJHOBSBAHE:;

10. JATA HA AKTYA/IMZNPAHE HA TEKCTA

11/2025
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