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KPATKA XAPAKTEPUCTHKA

1. UME HA JIEKAPCTBEHUS INMPOJIVKT e i B

Connaacun 500 me/8 mg/30 mg kancvm
Solpadcine 500 mg/8 mg/30 mg capsulces

2 KAYECTBEH U KOJIMYECTBEH CHbCTAB

Besika kancyiia cpabpixa:

napauctamol (paracetamol Eur.Ph.) 500 mg
koacuu pochar xemuxuapar (codeine phosphate hemihydrate) 8 mg
ko(peuH 0e3BOACH (caffeine anhvdrous) 30 mg

3a MbJAHUA CMTUCHK HA MOMOILHHUTC BCLUCCTBA. BXK. TOUKA 6.1

J. JIJEKAPCTBEHA ®OPMA

bsi10-uCpPBCHH Kancyau.

4. KJOMHWYHH JIAHHHU

4.1 TepaneBTHYHH NOKA3ZAHHS

Conmaaewn ce npenopbuBa 3a Obp30 00ACKUABAHE HA YMEPEHO cHaHA Oonka (pesMarvyHa OosKa.
raaBoOOIHC, MHTPCHA, HCBpAIrHs, 360000.1, Bb3NAJICHO I'bp. 10, OOIKA NPH CHHYHT H CTOMATOIOTHYHH
MHTEPBCHIMH, HANPHMEP €KCTPAKLIMA HA 30, MCHCTPYAIHH W MYCKV/IHH OO/IKH), 32 MOBIHABAHEC HA
BHCOKATA TCMIICPATYPA U APYIHTC CUMIITOMH mpu npoctyaa u rpun. KomOunaumsta napaucramon-
KOJCHH-KOEHH € MOAXOAsIA 32 OOJKOB CHMITOM. KOHTO HE C€ MOBJMSBA OT CAMOCTOSTEITHOTO
MPUIOKCHHC HA AKTHBHUTC BCLICCTBA.

Koacun ¢ nmokazaH npu nauucHTH Ha v Haa |2-roaMinHa BB3PACT, 34 JICUCHHC HA OCTPA YMCPCHO

CHTHA DOTKA. KOSITO HC MOXKC jAa Oba¢ OBJIAASIHA 9Pe3 APVIH AHAITCTHIM, KAKBHTO Ca JICKAPCTBATA.
CbABPIKALM MAPALCTAMOJ U HOVIIPOJCH.

4.2 Jlo3mpoBKAa H HAYMH HA NMPHJIOKEHHE

Jlo3upoBka

BeipacTHu:

Jla ce npuemar nepopaiHo ¢aHa A0 ABC KaNcyiu, 3 A0 4 mbTH AHCBHO MPH HCOOXOAMMOCT.
Jlozara ne TpsOBa 1A CC MOBTaps HA HHTCPBAIH MO-KPATKH OT 4 uaca.

Jla He ce npuemaT noseue or 8 kancyau 3a 24 yaca.

FOnowm Ha Bb3pacT or 16 10 18 roaunm:
| -2 Tabnerku Ha BCeku 6 waca. He npeeuimasaiite 4 1031, CKBHBAJICHTHO Ha § Tadnc
HOnowm Ha Bu3pacT ot 12 o 15 roamnm:

| Tabnerka Ha Becekn 6 uaca. He npesumagaiite 4 1034, CKBUBAJICHTHO HA 4 Tabnc

HauyuH HAQ NPHIOKCHHC !




Hc npcBumasaiiTc NpCrnopLbuUTCAHATA AHCBHA 034 MJIM MOCOMCHHA OpOM J03H MOpaZH pUCK OT
VBPCKAAHC HA YepHHs Apod (Bx. Toukn 4.4 n 4.9).

{leonampuuna nonvaayus

Mena mox 12-roanuiHa Bb3PACT:

KoacuH He TpsabOBa Aa cc u3no/3sa npy acua noi | 2-roanuiHa Bb3pacTt, AOPaAH PUCK OT Pa3BHTHC HA
OMHOMAHA TOKCHYHOCT, 3apaJd BapHPAIMS H HCTIPCABHIAM MCTADOIH3BM M TPAHCHOPMAUMN HA
KOACHH B MOpdHH (BXK. TOukH 4.3 1 4.4),

ConnaacuH He Tp=90OBa Aa ¢¢ HA3HAYARA NPH Acua noa 12-rojuuHa Bb3pacT.

Hayuenmu 6 cmapyecka sus3pacm
[MauMCHTH B CTApYCCKa BB3PACT, OCOOCHO TC3H, KOHTO €A KPCXKH HIH HCIOABHXKHH, MOXC Aa CC
HVXAANT OT HAMAICHA 1033 HTH HECTOTa Ha JO3HPAHC.

YepHoapoOHO VBpEXKIAAHC!

TTanMCHTHTC, KOMTO €A AMAFHOCTHLHMPAHH C UYCPHOAPOOHO VBPCKIAHC uiaH curapom Ha Gilbert,
TPsOBA Aa MNOTHPCHT MCIMUKHCKA TOMOLL MPCAM Ja NPHCMAT ToBa AekapCTBO. UrpaHHucHUsTA.
CBBLP3aHU ¢ ynoTpebara Ha NapaucTaMoNoBH MPOAYKTH NPH NAUMCHTH C YCPHOAPOOHO YBPCXKIAHE, Ca
MPE.AN BCHUKO CICACTBHE OT ChABPXAHHETO HA NAPALETAMON B ICKAPCTBOTO (BX. TOUkKa 4.4).

btOpeuHa HeJOCTATBEUHOCT:

[MauucHTHTE, KOUTO €A AHArHOCTHLIMPAHHK ¢ OBbOpPCUHO VBpCHKAAHC, TpabBa Aa MOTBHPCAT MCIHLMHCKA
AoMOIN MpeAyd Aa npuemat ToBa Jekapctso. [lpenopbpusa ce, KoraTo €€ jgasa mapaueramon Ha
HALMCHTH ¢ OBOpPCYHA HCAOCTATBUHOCT, Ad CC HAMAIM J403aTa M 3 CC YBCAWUM MHHHMAIHHST
HHTCPBAT MEXKIV BCAKO MPHAOXKCHHC A0 NoHe 6 4aca. OrpaHHUYCHMSTA, CBBbP3AHK ¢ ynoTpebara Ha
[APaUCTAMOIOBH NPOAVKTH MPH MALHCHTH ¢ ObOPCUHO YBPCAKRAHC, €A MPCAH BCHUKO CACACTBHUC OT
ChbXBPAHHCTO HA MAPALETAMOIT B ICKAPCTBOTO (BX. TOYKA 4.4).

[ IpoabHKUTCAHOCTTA HA ACUCHHCTO TPAOBa Aa CC OrpaHWyH J0 3 AHH H AKO HC HACTbOU CPCKTHBHO
obackucHUC Ha OonkaTa, NALMCHTBLT/OOrpikBaius TpadbBa Aa OBAC NOCBEBCTBAH Ja NOTBPCH
KOHCYITALHS C ICKAP.

4.3 TporusonoxalaHus

JlekapcTBeHHAT NPOAYKT € NPOTHBONOKA3IAH MPH!

s JlnxarcnHa ACOPCCHA M XPOHHYHA KOHCTHITALHS

e (CBpPBbXUVBCTBUTCIHOCT KbM AKTHBHHTE BELIECTBA MAPALCTAMO.1. KOACHH, KODCHH KBM HAKOE
OT NOMOLIHMUTC BCIUCCTBA, U30pOCHH B Touka 6.1

e Bcuukn mneavatpuuyHd  nammeHTH  ((-18-roqMmHA BB3PACT). KOWTO ¢4 NMPETHPICH
TOH3HACKTOMHS H/HIH aXCHOMACKTOMHS, MNopaiu OOCTPVKTHBHA CBbHHA anHCs, 3apaau
MOBHIICH PHUCK OT PA3BHTHC HA TCHKH # KUBOTO3ACTPALIABAIMH HCXKCTAHW JICKapCTBCHH
pcakuuH (BxK. Touka 4.0)
ITpH BAUKMCHTH, 32 KOHTO C H3BCCTHO, UC ¢a CBpBXOBP3u McTabomsaropu na CYP2D6

e [lpu »CHHU. KOMTO Ca OPEMCHHMH. K IO BPEMC Ha KBPMCHC (BX. Touka 4.6).

44 CneunaitHu npeaynpexieHHA H NPEeANa3HH MEPKH NpH ynoTpeda

Tpabsa na cc BHUMABa NPH NPCANHCBAHETO HA NMApaleTaMo;l Ha NMAUHCHTH C TOX
ucpHOAPOOHA HCAoCTarbuHOCT. ChUICCTRYBAIO 3a00/MBAHC HA YCPHUA APOO y
YepHOAPOOHO VBPEKAAHC. CBBP3aHO ¢ napauctamon. [lauucHTHTe, KOHTO Ca
qCpHOAPOOHO Hu 6BOPCHHO YyBPCIKAAHE. TPHOBA A2 MOTHPCHT MCAMLHMHCKH CbB



TO3H JICKAPCTBCH MPOAVKT. PHCKBLT OT NPCAO3HPAHC ¢ [0-FOJASM MPHM HHAHBHAM C OCTPO HIH
XPOHHYHO ATKOXOIHO OTPABAHC OC3 MOCACABAIIH IIMPO3HH H3MCHCHHS.

[Mapaucramon TpsbBa ga cc npuiara camMo ¢ 0COOCHO BHHMAHHC MPH CIACIHHUTE OOCTOATCACTBA!
xcnaroucaynapHa HeaocrareudHoct (Child-Pugh  <9), xpoxunucH ankoxonussMm, OnbOpeuHa
HeaoctatbunocT (GFR € 30 ml/min), curapom Ha (nlbert (baMuana AEXCMOIHTHIHA X BITCHHLIA).
CAHOBPCMCHHO JICUCHHC € ACKAPCTBCHM NPOAVKTH, 3aCAraly 4cpHoapodHata PpyHkums, ACHHLUMT HA
rmok030-6-pochar ACXHIPOrCHAZA., XCMOJTHTHYHA aHCMAS, ACPHUHT HA FAYTATHOH. ACXHMAPATALHSA,
XPOHHYHO HCAOXPAHBAHC, XOPA B CTAPUCCKA Bb3PACT, Bb3PACTHH H IOHOMIH ¢ TCr10 noa S0 kg

ManMcHTH ¢ AHAMHC3A 32 XOACLHCTCKTOMYA TPA0OBA 4a €¢ KOHCVATHPAT € JICKap. NPCAH 13 H3MOa3Bar
TO3H ACKAPCTBCH MPOIVKT, Thil KATO MOXC A3 MPCAH3IBHKA OCTBP NAHKPCATHT MPH HAKOW NMALHCHTH
(B:x. TOuKa 4.8).

TpsabBa na cc BHUMABA NpPH NpUIATAHE HA JACKAPCTBCHUA NPOJAVKT NMPH NAUHCHTH., YHCTO ChCTOSHHC
MOXKC Ja ObJIC BAOLICHO OT ONHOWAHH JICKAPCTBCHH MPOAYKTH, 0CoOCHO npy maumcHTH Haa 60
rOAMHH. KOUTO €A OCOOCHO YMYBCTBUTCIAHM KbM Bb3JACHCTBHCTO HA TAKHBA JICKAPCTBCHHM NPOJYKTH
sbpxy LIHC ¢ racTpo-uHTCCTHHANHKHS TPAKT. MAUMCHTH, MPHCMAalH CAHOBPCMCHHO JICKapCTBa C
notHckawo ackcreue BbpXy LIHC: nausenTn © xuneptpodus HA npocTaTata. NAUMEHTH C
OpPOHXOOOCTPYKTHBHY 3a00MBaHUS M JMXATCIHA HeocTarbuHocT. TlaumcHTH ¢ OOCTpPYKTHBHH
3a00N9BaHKs Ha HCPBATA MAY OCTPH KOPEMHH CBCTOSHHUA TPSOBA Na CE& KOHCYATHPAT C fcKap npeau
A2 M3N0/13BAT TO3U NPOAYKT.

[lo BpcMC HA MPHCMA HA TO3H OPOAVKT TpsbBa Aa cC H30SrBa NMPCKOMCPHHAT NMPHCM HA KOQCHH
(Hamp. kade., Hal ¥ HAKOH KOHCCPBHPAHH HANMHTKH) (Bxk. Touka 4.9: [Tpexosupanc. kodCHH).

Jla He ce HAABHIIABA MPENOPBIAHATA 103a.

IMawpcHTHTe Tp#OBa Ja OBAAT CLBCTBAHH AQ CC KOHCYATHPAT C JCKYBAUUMAT T'H ACKAP, AKO
rnapoBonHeTO H APYTHTE CUMITTOMH TICPCHCTHPAT NMOBCUC OT 3 AHH.

[Mayucurure Tpsdea Aa OBAAT MOCBBCTBAHM A3 HC MNOPUCMAT APYrH NPOAYKTH, ChABPMKALLM
napauctamon. TpaOBa aa ce moThpcu He3abaBHA MCAMIIMHCKA MOMOIL B CVHAH HA TIPCIO3IHPAHC.
AOPH AKO NALMCHTBT CC 4VBCTBA A00pC, ThH KAaTO HMa PHCK OT HCOOPATHMO VBPCXKAQHC HA YCpHUA
xpod (Bx. Touka 4.9).

[MpoaskureanaTa vrnoTpeda Ha BCIKAKBB BH OOIKOVCNOKOABAILO CPCACTBO 34 TIaBODOIHE MOXKC
Ja FO BAOLIH. AKO BB3HHKHC TAKABa CUTVAUHI HAH CC MOJ03Hpa, 4Y¢C ¢ Bb3HHKHAMAA, TpaOBa aa cc
MOTVIW MCAHLIMHCKA TOMOII M JICYCHHCTO Aa cc npckpatu. JlmarnHozara wa rnaBoboauc Ipu
npckoMcepHa viotpeda Ha ackapersa TpsOBa Aa CC NOA03HPA MPH MAHCHTH, KOUTO HMAT HCCTO HJIH
CKEHCBHO rTaBo0ONUC BBIPCKH (MK MOPAIH) PCAOBHATA YIIOTPCOA HA ICKApPCTBA 32 FaBoOOIHC.

ConnmaacHH KArcyiv ChIbpXka kapmasns, ousctHren (E122), xoiito Moxc aa npCAH3BHKAR ANCPrHIHA
PCAKLHH.

Ko1eHH. Kakro H ApyvrH ONHOMAHH JICKAPCTBEHH MPOAVKTH. TpAOBAa Ja €C H3MON3Ba € MOBHHICHO
BHUMAHHUC TIPH NALUMCHTH C XHMOTOHHA, XHITOTHPCOHAHIBM, HAPAHABAHC HA IMABATA HAH NOBHLICHO
BbTPEUCPCITHO HANTATAHC.

MampeHTHTE, NpUeMallH KAH KOUTO Ca MPHEMaK MHXHOHMTOpH Ha MoHOamuHOOKCHiasara (MAQ)
MPC3 NOCACAHHTC ABC CCAMHLM (BxK. Touka 4.5), He Tp4OBA @ MPUCMAT TO3U NPOAYKT.

Fpcao3HpaneTo HA AHWINCTHLM, CbIBPXKALIH KOJACHH (WIH NIPH NPHCMAHC B MPOJ
OT 3 AHH W/HMIH MPUEMAHE HA J03H, NMO-BHCOKH OT NPENOPBUYAHHTE) MOXKE Aa
3ABHCHMOCT, BKITIOUHNTCIHO H CHMNTOMH Ha A0OCTHHCHIHS TIPH PA3KO CITHPAHC H




CpofOLICHH ¢a cAyvyaH Ha MCTA0OMMTHA auMaosa ¢ roasMa anuodHa npasania (HAGMA), awmxaiua
Cé Ha TUPOrIVTAMHHOBAR aLMI03a NPH TMAUUCHTH € TCKKO 3a00a1BaHC KaTo TCXKO OBOpCUHO
VBPCHAAHC M CCIICHC, WAM NPH MALHCHTH C HCIOXPaHBAHC WM APYTH HITOYHHUM Ha AChHMUMT HA
FAVTATHOH (HAMD. XPOHHUCH ATKOXOIMIBM), KOWTO €A NCKYVBAHH C MAPALETAMO/ B TCPANICBTHYMHA 1034
32 APOABIKMTCACH NCPHOA HIM KOMOHHALIMA OT NapaucTaMon H GuyKIoKcaunans. AKo ¢C noaosHpa
HAGMA nmopaiy nMpoOrIyTAMHHOBA auKI03a. CC NPCnoOpbuBa HC3a0ABHO NPCKPATABAHC HA
NapaucTamMoa M BHUMATCIHO HaOmoACHUC. YU3MCPBAHCTO HA S-OKCOMPONIMH B YPMHATA MOXKC A2 Obac
NOAC3HO 3a WICHTH(RHUMPAHC HA NUPOTITYTAMHHOBA alUHI03a KaTo OCHOBHA mpuuwuHa 3a HAGMA
NPH NALUMCHTH ¢ MHOXKCCTBO PHCKOBH (DaKTOPH.

3aBucrMocT, 3a0ynoTpcha  HenpaguaHa vnotpeba

ConnaacHH Kancyiu CbAbpPXa KOACHH, YHATO PCAOBHA HIHM TMPOABDKHTCIHA VIIOTPCOA MOXKC Ja
NOBCAC A0 NCUXHYHA H dM3HYECKa 3aBHCHUMOCT. To3M NpoAVKT TP4OBa Ja CC H3M0A3BA ¢ MOBHUICHO
BHHMIHHC NPH MALHCHTH ¢ HACTOALLA HIH NMPCIMIIHA AHAMHC3A 33 3730YnoTpcda niaM 3aBHCHMOCT OT
BelucCTBAa (BKIIOUMTCIIHO JIEKAPCTBA MM AJKOXO0J) MAH MNCHUXWUHO 3abonsiBaHe (Hanp. TCxkKKa
acnpecus). 3noynorpebara MAH HCAPABWIHATA VIIOTPCHA MOXC 12 JOBCAAT J0 NMPCIO3HPAHC H/HAM
CMBPT (BX. TOUKA 4.9).

CYP2D6 mcrabonusbm

Koacun cc meraboanzupa ¢ noMourra Ha ucpHoApoOHus cHauM CYP2D6 no mopdHH, HCrOB akTHBCH
MCTaOO0IHT. AKO MPH HYKOH MALIKEHT HMA HEAOCTHT WM TO3H €H3HM HAITbJHO OTCBHCTBA, HAMA 1A CE
Noayuy aacKBATCH aHanrcTuucH cdekt. MsuucncHus nokaszsar, uc 1o 7% ot Osnara paca BCPOSTHO
UMAaT TaKkbB HEAOCTHr. B oOpaTHHTE civyau, KOraTo JaACH NAUMEHT € CBPBXOBP3 UM EKCTEHIHUBEH
MCTA00IH3aTOP HA TO3H CH3HM, CHUICCTBYBA NOBHLICH PHCK OT PA3BHTHC HA HCXKCIIAHM JICKAPCTBCHH
PEAKUMH HA OMHOKIHA TOKCHYHOCT. 1OPH NMpy oOHYailHO Ha3Havyasanu 103H. Takusa nauueHTH OBbp30
NPCBPBHIAT KOACHHA A0 MOP(HUH, KOCTO BOAM A0 NO-BHCOKH OT OUAKBAHMTC CCPYMHH HHBA HA
MOP(PHH.

OOMTEC CHMIMTTOMH Ha ONMHWOKWIHA TOKCHYHOCT BKJIIOUBAT OOBPKAHOCT. CHHJIMBOCT. MOBBPXHOCTHO
JHAIIAHC, CMAISBAHC HA 3CHHLKTC. TFAACHC. NOBPBILAHC, 3aMCK M JMACAa Ha ancTHT. B TexKH cavyau
MOXKC 14 CE€ NPOYBIT CHMMITOMH Ha UHPKVIATOPHA W PCCIHPATOPHA JACTIPECHs, KOUTO MoraT 1a Obpaar
JKMBOTO3ACTPALIABAINN M B MHOTO PCAKH CIiyuH ¢ (arancH nixoa. Micacasanus BepxXy UCCTOTATA HA
cBBPXOBPINTC MCTADOMMIATOPH NPH PATHUYHHTC PacH ¢a 0000LICHK B TADAHUATA NO-107V!

ETHOC YecTora 8 npouentH (%)
A¢prrkanun/ ETHONnLK 29%

AdpoamcprkaHH 3.4% 10 6,5%

A3uaruu | 1.2% 10 2%

bsina paca 3.6% 0o 6.3%

["bpun 6.0%

Y Hrapuu 1.9%

CesepHOCBpONCHUM 1% no 2%

CacgonparueHa vnoTpeba npy_acua
Mma crobmcHns, nyOrmKkyBaHH B THTCPATYVPATA, UYC KOJACWH. Ha3HAYABAaH CACAOMPATHBHO NMPH AcCila
CACA TOH3MACKTOMHS H/HIKM AACHOMACKTOMMS NPH OOCTPYKTHBHA CbHHA QITHCH. BOAMW A0 PCAKH. HO
YKUBOTOZACTPAINABAIH HCXKCIAHH JICKAPCTBCHH PCaKUMH, BKIIOUHTCIHO CMBPT (BX. TOuka 4.3).
Bcuukd acna ca npueMaii A03M KOACHH, KOMTO ca OMIM B PaMKHTE Ha NOAXOAAIaTa ,Josuponxa.
BBMPCKH TOBA HMA JOKA3ZATCACTBA, UC TC3IW ACUA ¢A OWIH HAKM CBPBbXOBP3u MaM
META00TH3ATOPH NMPH MCTA0OAHIHPAHCTO HA KOJACHH 10 MOP(HH.

JleLa ¢ KOMNPOMCHTHPAHA PCCNUPAaTOpHa QVHKLMA
Koacuu HC cc nmpcnopbuBa nMpy ACUd, TMPH KOWTO PCCNMUPATOPHATA (DYHKLMSA
BKJIIOUMTEIHO TPH HEBPOMVYCKVIIHH HAPVIUCHHA. TCHKH KapAHOMOTHYHH




HAPVIUCHUA, HH(CKUMH HA FOPHHTC AMXATCIHH IMBTHLIA H OCANTC IPOOOBC, MHOXKCCTBCHU TPABMH
WK NPOALMKUTCIIHH XHPVPrUdcckH npoucaypr. Tc3yu akropu Morart Ja BIowar CHMIITOMKTC Ha
MOpP(PHHOBA TOKCHYHOCT.

4.5 BiaumogeicTBHE C APYrH JEKAPCTBCHH MPOAYKTH H APYIrH (POPMH HA B3aAHMOACHCTBHE

McrokaonpaMua WnM JOMICPHACH MOTAT Aa YCKOPAT CKOPOCTTa Ha abcopOLMs Ha mapaLcTamod.
Husoto ra abcopbuus Ha napaucTamMon MOXC Xa OBbaC HAMACHO OT XOJCCTHPAMHH. XOJICCTHPAMHUH
HC TPsOBa Ja CC NPHCMA B PAMKHUTC HA CAMH 4ac CICA MPHCMAHCTO HA 11apaLcTamolt,

B cavuaii HA CAHOBPCMCHHO NCUYCHHC ¢ MpOOCHCLMA A03ITA NapaucTaMon TpadBa 4a ObAC HAMAICHA,
3AIOTO MPOOCHCLHA HAMaNgBa KIMpbHCA Ha napauctamon ¢ 3%, TbH karo mnpcaoTspaTsasa
KOHIOTALIMATA HA NapaLCTaMO € ILII0KYPOHOBATA KHCCAHHA.

[MapaucramonsT ¢ McTabonusupa B uCpHuA Apod H CICAOBATCIHO MOKC A B3AUMOJACHCTBA C JPYFH
MEKAPCTBA, KOWTO CNCIBAT CBLWWA [MBT HWIM MOFaT Aa WHXHOMpAT WIM WHAYUHPAT TO3H MbT:
MPHUMHABA XCMATOTOKCHYHOCT, 0COOCHO Npu npeaosupanc (Bx. Touka 4.9)

Haanunu ca OrpaHuMCHH JaHHH OTHOCHO BB3MOXHO BB3ACHCTBHC HAa NapalcTaMon Bbpxy
(PapMaKOKHHCTHKATA Ha XJOPaM(CHHKON. HO TAXHATA JOCTOBCPHOCT CC MPCPAIraACKIa H JTHMCBAT
JAOKA3ATC/ACTBA 33 KIMHHYHO 3HAYHMO B3aMMOACHCTBHC. BbApekn uc HC ¢ HCODX0AMMO PYTHHHO
HAOMIOACHHC. BAXHO ¢ Ja CC HMMA NpPCABKI TOBA Bb3IMOXHO B3aHMOACHCTBHC, KOrato TC3H BA
NEKAPCTBCHH TIPOAYKTA CE MPHCMAT CAHOBPCMCHHO. OCOOCHO TIPH MALHMEHTH € TCTI0 NOJA HOpMaTa.,

[Mpoas KMTCAHOTO PCAOBHO MPHCMAHC HA MAPaLCTaMON MOXKE A3 3aCHIM @HTHKOAryAaHTHHS CPCKT
Ha BapdapuH W JAPYTH KVYMAPHHH W A3 MOBHLIM PHMCKA OT KPBBOTCUCHHUC. JOIHTC, APHCMAaHH
HHLHACHTHO (TPH HCOOXOAHWMOCT) HE OKa3BaT 3HAYUMO Bbh3ACHCTBHE.

Tpabea aa cc BHHMMABa, KOTATO NMApaLIeTaMoJl C& H3MOJ3Ba €IHOBPEMEHRO ¢ (IVKIOKCALIHIWH, TbH
KATO MAPAIC/HMAT MPHUCM € CBBP3aH ¢ MCTaDOINTHA aunao3a ¢ roasmMa aHMOHHA NPasHHHA TIOPAaH
TIHPOrIVTAMAHOBA AlIHA033a, OCOOEHO MPH NALUEHTH ¢ PUCKOBH (paxTopy (BX. Touka 4.4).

Kopeunvr, koiito ¢ ctumynant Ha LUHC. uma aHTaroHHcTHUYEH €(ekT CnpsMoO JCHCTBHETO HA
CCAATHBH H TPAHKBU/IAHTH.

Kodeun Moxce aa 3acunn checKTa Ha TANHKAPAHS MPH HIKOH ACKOHTCCTAHTH

OnuaTHUTC aHARFCTHIIM MOFaT Aa B3aHMOJACHCTBAT ¢ HHXHOHTOpU Ha MoHoaMmuHookcuaasata (MAQ)
M 13 JOBCAAT A0 CEPOTOHHHOB CHHApOM. BbhpekH ue A0Ka3aTencTBaTa 3a B3aUMOACHCTBHE C KOJACHH
CQ OrPaAHHUCHH, TIPCTIOPBUMTCIHO ¢ NPOAYKTBT Ad HC CC MPHCMA CAHOBPCMCHHO MM B PAMKHTC Ha
JBE CCAMMUH Cen CHpaHe Ha neucHueTo ¢ MAQ.

Neitcterero Ha ackapeTea, NoTHCKAMHA HIHC (BAOMUTCIHO aTkOX0J). aHCCTCTHLUH. XHITHOTHILH.
TPHLMKIMUHA AHTHACOPCCAHTH M (PCHOTHA3MHU MOXC A2 ObAC NOTCHUMPAHO OT KoACHH. KoacHu
MOKC Ja AHTArOHHU3HPa CPEKTHTC HA MCTOKAOMPAMHI H JOMNCPHIAOH BBLPXY FacTpO-HHTCCTHHATHHS

MOTHIHTCT.

TC3H B3aMMOJCHCTBHS €A HC3HAMUTCIHH B NPCMNOPBHYAHHTC J0O3H.

4.6 @eprunurer, OpeMEeHHOCT H KbPMEHE

EnuacMHONOrHUHHTC W3CICABAHHUA TIPH OPCMCHHOCT NPH YOBCKA HC NOKA3BAT
npyd vooTpcebaTta HA napaucTaMona 1 KO(QCHH B npenopbuaHHTe 403K, Kodenn
BPCMC Ha OPCMCHHOCT NOPaaM Bb3MOKHOTO MOBULIABAHC HA PHCKA OT CIMOHTAHC

TJ.



[poaykTu. cbABPXAIHA KOICHH., He TpabBa Ja c¢ u3mom3BaT no BpcMc Ha OpcmcHHoct. ToBa
BKAIOUBa yNoTpeOa OT MalxkaTta mo BPCME Ha PAKAAHC MOPaJd NOTCHIMANA HA KOACHHA 14
NpeAW3BHKA PCCTTHpPATOPHA acnpecus nmpu HOBOPOACHOTO. [lo BpeMe Ha BpemMeHHocT obimara nHeBHA
koncvmanus Haa 200 mg kodcHH HA ACH MOKC A2 VBCIHYM PHCKA OT CIOOHTAHCH adOPT H HHCKO
TCTNIO NPH PAKAAHC.

[NapaucTaMon W KOPCHH CC CKCKPCTHPAT B MAHYHHOTO MJAKO, HO HC B KIHHHYHO 3HAYHMH
KOJHUYCCTBA. HC3HAYMHTCIHM KOMMUYCCTBA KOACHH ChbUIO NPCMHHABAT B KbpPMAaTa.

[IpoaAVKTH. ChaABPXKALUH KOACHH. HC TPAOBA A4 CC M3M0A3BAT N0 BPCMC Ha KbPMCHC (BX. Touka 4.3).

3a KBPMCIIH XCHH, KOUTO vATPA Obp30 MCTA0OMH3HPAT KOACHH MOXKC A4 ¢ HaDAHOAABAT MO-BHCOKH
OT OYAKBAHHTC HUBA HA MOPHH B CCpyMa u KbpMaTa. MopdHHOBATA TOKCHYHOCT npH 6COCTa MOXKC
A3 NPCAH3BHKA TNPEKANCHA COMHOMEHTHOCT. XUMOTOHHUSA U 3aTPVAHCHHS B CVKATCAHHSA PCQUICKC HIH
AHIIAHCTO. B 0COOCHO TCXKKH CIVUAH MOXKC 44 ¢C HADAI0IaBA PCCMHPATOPHA ACTIPCCHA H CMBPT.

Fpcnopbusa ¢C M3MOA3ZBAHCTO Ha HAH-HHCKATA CPCKTHBHA 1032 34 HAH-KPATKHE BbIMOXCH TICPHOI.

Kspmewure xeHH TpsOBa ga ObaaT nHGOPMHPAHH A2 MOHHTOPHPAT OCOCTO NO BPCMC HA NCUCHHCTO
32 BbIMOXKHH CHMOTOMH Ha MOPPHHOBA TOKCHUHOCT. KAaTO [MOBHUICHA CHHJIMBOCT. CEIALHA.
3ATPYAHCHO CYYCHC, AMInaHC, HamancH Todyc. [lpu# nossa Ha noaobHn cuMnmOoMH ¢ HCOOXOAMMO
BEAHATA Ja CC MOTBPCH JICKAPCKA MOMOL,

B HopMamHW TECpaneBTHYHH J03H KOJACHH M HCTOBHAT AKTHBCH MCTAabOMUT MOTraT Ja Ce OTKPHAT B
KBPMATA B MHOTO MAJIKH KOIMUYCCTBA U ¢ MAJIKO BCPOATHO Aa MOBIHAANT HCTATHBHO BLPXY KbPMAUCTO.
Bwopexy toBa, obaue. ako nauueHTkara € ¢sppxObp3 Merabonuzarop Ha CYP2D6. no-sucoku Husa
Ha aKTHBHHs MCTaboHT. MOp(HH, MOrar Aa ObAaT OTKPUTH B KbPMATA U B MHOTO PCAKH CIy4an
MOTAT 3 J0BEJAT J0 CHMNTOMH H3 OIMMOWTHA TOKCHYHOCT MPH KbpPMaueTaTa. KOCTO MOXKe 1a Obae
daraiHo.

KodcuHosa TokcHduHOCT He ¢ Ouna HaOmoJaBaHa NMPH KbPMAUCTA. HO KOQCHH MOXC Ja HMA
cTUMY TUpal CHEKT.

Hama HanwaHM JAHHW OTHOCHO BAMIHHACTO HA Connaachu Bepxy QepTuanTeTa.
4.7 EdexTn Bbpxy cnocobnoctra 3a wodHpane H padora ¢ MAILHHA

IMauucHTHTe TpsiOBa Ja2 OHJAT CHBCTBAHM A3 HC WIOPHPAT HWAH padOTAT ¢ MAITWHH. AX0O MOYYBCTBAT
CBhHAHBOCT.

4.8. HexenaHH NeKapCTBEHH PLAKLIHH

H306poCcHUTC MO-A00Y HCXKCAAHH CPCKTH €a KNACHPHLHPAHH CMOPCA 3aCCTHATATA CHCTCMA/OPraH H
CROPCA 4CCTOTATa WM (NpH NPOAVKTHTE OC3 JICKApCKO MPCANKCAHHUC € TPYAHO Aa €€ OLICHH
CKCMO3HLMTA). B 30BHCHMOCT OT UCCTOTATA, HCKCIAHWTC PCaKLHHA MOTaT Aa ObaaT MHOrO HMCCTH
(= 1/10). uectu (= /100, <1/10). wewecrn (Z1/1000. <1/100). peaku (=1/10 000, <1/1000) u muOrO

pcaxu (< 1/10 000), Bka. cAHHHYHH CHOOLUCHHA.

Cucrema/opran | Hexxenana peaKuns
Cebpianu ¢ napaueramon

HapvwieHus Ha kpbBTa H | TpoMOouuTOoncHMs
AUMQPHATA CHCTCMA




HmvyvHHa cucTeMa

Anacpruu (0¢3 anruocacma)

Pcaku

AHadunakcus MHuoro pcaku

KoxHu PCaKLIHH HQ

CBPBXYVBCTBUTCTHOCT,  BKI.  ODpHB.

aHruocacma, Stevens Johnson cuiapom |
Pccnuparopuu, rpeaHu W | bporxocnazem npu nauHeHTH | MHuoro peakwu

MCAHACTUHATHH HAPYLUCHHSA

YYBCTBUMTCIHH KbM  ALCTHICAIMLIKIOBI
| KHCCIHHA HITBC

Xenaro-OnnvapHy HapyViIICHUs

HapviucHust BbB (PVHKLUHMATA HA UYCPHUH

M#oro peaku

Apod
HapviucHuss Ha xoxara ¢ | Pcakumu Ha Ko)kHa | MHoro pcaku
NOAKOMXHATA THKAH CBPBXMVBCTBHTCITHOCT, BKJTHOUHTCTHO

KOXKEH  OOpHB. MPYPHTVC. MOTCHC,

Nyprypa, YypTHKAPHS H QHTHOCACMA

CrobuleHH ca MHOTO PCAKH CAvvau Ha
CCPUO3HH KOXHH pcakuuH. TokcuuHa
HCKPOTK3A, NCKAPCTBCHO-WHAV LMPaH
JCPMATHT. CHHAPOM Ha Stevens Johnson.
OCTPa TCHCPAIM3HPAHA CK3aHTCMATO3HA
MVCTV.1032

Muoro peaku

HapvuicHus Ha OBOpcuUMTC M
MAKOYHWTE NBTHINA

|
Crcpuana nuyprs (MBTHA VPHHA)

Msuoro peaku

HapviuicHug va mcrabonusma u

MceTabonHMTHA AUHA03a ¢ TONSMA AHHOHHA

C HCHM3BCCTHA

MOIKOXKHATA ThbKA4H

XPaHCHETO Mpa3HHHA YCCTOTA

CBbp3aH# € KOACHH

[IcuxuaTpruHy HAPYLUCHHS JlckapcTBeHa 3ABACHMOCT npu | Pcaxn
MPOABIKHTCAHA  vIIOTPeDA Ha BHCOKH
JO3H

CromawiHo-upceum HapyvuicHus | Konctunmaums,  raacHe,  noBpwuiadHc, | Pcaku
JAUCACTICHY, CVXOTa B VCTara. OCTbp
MAHKPCATHT NPH  MAUMCHTH  CACA

_ XONICLIUCTEKTOMUS

Hapviicuus  nva  HepeHara | BucHC Ha CBHT, CBHAHNBOCT. | MHOTO pcaku

CHCTCMA 331BA00UABAHC HA riaBoboOmHCTO  MpH
MPOAB/BKHTCHA VIIOTpCOa

Hapvuicuns Ha koxkara u | Cepbex, nanorssanc MHoro peaku

HapyvuicHus Ha OBOpcuuTe

Tpy,AHOCTH NpH YPHUHHPAHC

C Hc#H3BCCTHA

| MHKOWHHUTC MBTHILA JCCTOTA
Cebpianu ¢ KodenH
CroMauiHo-4pcBHH HApyuICHHs | Taacke MHoro pcaku
Hapvwienus na  HepBHata | HepeHocT. moBHWEHa — BBb30yAWMOCT. | MHOTO peaku
CHCTCMA OC3ChHUC H OCINOKOHCTBO, 3aMaHBAHC

Onucauue Ha HIOPAHH HEXKEJIAHH PEeaAKLHH

McTabonuTHa aunaesa ¢ roJsMa adHMOHHA NPasHUHA

Cayuan va MCTabOMHTHA AUKAO3A C TOAMAMA AHHOHHA MPA3HWHA, AB/DKALIA CC HA M
aLMI034a, ca HabMIAABAHH NPHU NALMCHTH ¢ PUCKOBH (PAKTOPH. H3NOM3BALLM NapaLl
4.4). Iipy TC3H NAUMCHTH C BE3MOKHO A4 BB3HHUKHC ITHPOFIVTAMHUHOBA aLiH103a BC
HWBA HA FYTATHOH.




ChoBImaBaHe HA NMOAO3HPAHH HEXKSJTAHH PECaKLHK

CHo0ImAaBaHCeTO HA NMOAQHPAHY HCKCIAHHN PCAKLIMH CICA PA3pCliaBaHe 3a yooTpceha HA JCKapCTBCHUS
MPOAVKT € BKHO. ToBAa MO3BO/IABA Ja MPOIBIKH HAOAIOACHHCTO HA CHOTHOUWICHHCTO MOJ3V/PHCK 34
NCKAPCTBCHHUY NpOoAVKT. OT MCAMUMHCKHTC CNCUMANMCTH CC HM3HCKBA Ja CboDIABaT BCIKA
FI003HPAHA HCXKCIAHA PCAKg upCc3 HALMOHANHATA CHCTCMA 34 Chobwasane kbM U3mbanHTCAHATA
arcHuns no ackapereara. va. JJamsn [pves” Ne 8, 1303 Codusa. ten.: +35928903417, yebeaiit:
www. bda bg

4.9. [Ipeno3znpane

Mpcrkancuara ymoTpcba Ha TO3H MAPOAVKT, ACHHUHHPAHA KATO KOHCYMALMA HA KOAWYCCTBA,
NPCBHLIABALM TIPCNOPBUMTCAHATA 4033, WAH KOHCYMAalHUd 33 MPOABIKHTCICH NCPHOR OT BPCMC.
MOMXC Aa A0BCAC A0 PHUIHMUCCKA HIH NCUXOJOTHUCCKA 3ABHCHMOCT.

CummroMuTe Ha OC3MOKOUCTBO W Pa3sapas’HATCAHOCT MOTAaT Ja Bb3HMKHAT MPH CHHPAHC HA
JCYCHHETO.

[lapaueramon:
Morapm@HCTe Ha 5 g WAH MOBCUC NAPALICTAMOI MOXKC A2 AOBCAC A0 VBPCHKAAHC Ha UCPHMSA ApoD, ako
NMauHEHTBT WM PHCKOBH GaKTOpH (BXK. NO-10aYV).

PuckoBu dakropu:

AKO NALHCHTDBT;

a) € Ha npoIBIKHTEIHO neucHue ¢ kapbamasermH. ¢eHobapbrran. (EHUTOMH. TIPHMHIOH.
pudaMnuH, XKbAT KAHTAPHOH HAH APYTH JCKAPCTBCHHU MPOAYKTH, KOMTO HHAYLUHPAT 4YCPHOAPOOHHTC
CHIUMH.

WM

0) peXOBHO KOHCYMHPA CTAHOJ B TIOBCYE OT NIPCTOPBYBAHUTE KONTHYECTBA!

HAH

B) WMa BCPOATHOCT Ja MMa JIMIICa HA TAVTATHOH, HATPHMCP TIPH Pa3sCTPOHCTBO B XPaHCHCTO.
kucto3Ha pudposa, HIV undpekums, raaaysadc. Kaxekeus

CHMITOMH NPH_TNPCA03HPAHC ¢ OAPALICTAMON:

CuMirroMHTC. HAOMIOAABAHKY NPC3 MLPBHTC 24 1aca HA MPCAO3WPAHC ¢ MapaucTamolt ca bracaocT.
raACHC, MOBPBLIAHC. AHOPCKCHs B abaomunanya Oonka. [IpusHaudTe Ha yBpPCAKAAHC HA YCPHHS Apod
MoraT aa cc Habmoaasat 12 ao 48 vaca cnca mpucManceTo. BriMoxHO ¢ ga ¢¢ HAOar01aBAT AHOMUTHY
B MCTaDOAM3Ma Ha CIOKO3ara M McTaboauTHa anuaosa. Ilpu TexkK OTpaBiHMA. YCPHOAPOOHOTO
VBPCHKAAHC MOXKC Ja fIPOrpccHpa A0 cHucdanonarus, koMa H cMBPT. Bh3MOXKHO ¢ aa ¢C pa3Buc ocTpa
OLOpcuHa HCOOCTATBUHOCT H OCTpa TYOVIapHa HCKpola JAO0pPH M TMPH OTCHECTBHUCTO HA TCKKO
yepHoaApoObHo vepexaadce. CpobuiaBaHo ¢ 33 CHPACYHH APUTMHM M nankpeatHt. YUcpHoapoOrO
VBPEHKAAHE ¢ Bb3MOXHO CJIe] MPHCMAHETO OT Bb3pacTHH Ha 10 g uau noscue napauctamos. Cmsta
CC. YC MPCKOMCPHO KOMHUCCTBO TOKCHHYCH McTabomuT (OOHKHOBCHO QACKBATHO ACTOKCHKHPAHO OT
FCAVTATHOH MOpH NPHCMAHCTO HA OOH4ANMHKM A03M MapaucTaMmon). cc CBbp3Ba HCOOpaTtumo ¢
UCPHOAPOOHATA THKaH.

[Tp1 NBPBOHAYANMHOTO MPCACTABAHC CHMNTOMUTC HA MAMHCHTA MOraT aa ObaaT OrpaHHUCHH 10
raJcH¢ MAW NOBPBHIAHC ¥ MOXE A3 HE OTpa3dBat TEXECTTAa HA TMPEeAO3HPAHETO H/IH PHCKA OT
VBPCHIAHC HA OPraHUTC.

JICUCHHC NpH NPCAO3HPAHC € NAPALCTAMOIN:
Tpabea pa Obae B CHOTBCTCTBHE ¢ VCTAHOBEHHTC HACOKH 34 JICUCHHE.




Kodcun:
Benpcku auncata Ha 3HAYWMH PAaHHW CHMITTOMH. MALMCHTHUTE TpsOBa Ja OBJIaT HACOYCHH KbM

0O/iHHLA 3a HCe3aDaBHA MCAHUMHCKA MOMOL M Ha BCCKH MALMCHT NMPHC OKOA0 7.5 g MNK NOBCHC
napaucramon B npejwccrsampre 4 waca TpAadOBa Aa OBAC HANMPaBEHA CTOMAIIHAR NPOMUBKA.
[MpunaraHeTo Ha MCTHOHHH — NCPOPATHO KU N-AUCTHILIHCTCHH — HHTPaABCHO3HO MOrar Ja MMAat
nonoxkutrcncH cdekr Ao 48 gaca cnca npeaosvpascro. TpabBa Ja MMa TrOTOBHOCT 3a oOww
TIORABPAKALH MCPKH.

[Mpcaosupancto ¢ kodcuH MOXKC Ja MpcAH3BHKA 0OIKA B CAIHraCTPHYMA. HCPBHOCT. OC3NOKOMCTBO.
Oc3cbHuC. BB30VAQ, AMVPC3a. 3aUCPBIBAHC HA JHULCTO, MVCKVIHH CNA3MH, CTOMALUHO-UPCBHH
HADYLICHHS, TAaXHKAPAHS WIH  CbPACYHM aPUTMHHM. HAKBCAHH MHCIH M HCCBBP3aH FOBOP.
IICHXOMOTOpHA BB30VAa HAH Tepuoau HAa HeyMopsacMocT. [lpy HaOmIOIABAHCTO HA  KITHHHYHO
JHAYUMH CHMNTOMH Ha KO(CHHOBO OTpaBsHC TpsaOBa Aa ¢€ ¥UMa NMPCABHMA NPHCTATA BHCOKA 1033
MAPALCTAMO H CBBP3AHATA € TOBA MCPHOAPOOHA HHTOKCHKALIHS.

JICUCHHUC MpHU NMPCIO3UPAHC € KOPCHH:
[MauncHTHTE TpORA A4 MOAVYAT OOLIO NOAABPKALLO JCHCHHE.

KoaeunH:
Edckrire oT NpCAO3HPaHCTO C KOACHH LIC ObIar NOTCHUHHPAHH OT CIHOBPCMCHHO TNMOTTBIUAHC H
AJTKOXOJT M TICUXOTPOITHH JIEKapPCTBa.

CuMmmomMu HpH NPCIO3UPAHC ¢ KOACHH:

[‘aacHC W MOBPBIIAKC €A MMBPBHTC H JOMHHHPAIIH CHMITTOMH TIPH MPCIO3HPAHC € KOJACHH. KaKTO H
MOTHCKAHC HA LCHTPATHATA HCPBHA CHCTCMA. BKIIIOUHMTCIIHO ¢ Bh3MOKHO Ja CC Pa3BUC PCCNIHPATOPHA
ACNIPCCHS, HO C MAMKQ BCPOATHO AQ OBAC TCH¥KA, OCBCH aKO HC €A MPHCTH APVTH VCITOKOWTCIIHH
CPCACTBA. BKAKUHMTEIHO AMKOXO/., WAH OPCAO3HMPAHCTO ¢ MHOTO roaamo. OCTpoTo nOTHCKaHC Ha
AUXATCAHUA LCHTBP MOXC A2 NPCAW3BHKA LMAHO3Q, ATAaKCHA, CBHIHBOCT, KOHBY/CHH, KOJIaNC H
3aApbxKa HA ypHHA. [lpenoppuBa ¢C CTOMAallHA MPOMHUBKA H H3NPAIBAHC HA YPCBHOTO ChABPAKHMO.
Axo cc HaOm0aaBa PCCMHMPATOpPHA JACAPCCHS HIH MALMCHTBHT ¢ B KOMA., TpaOBa Ja ¢C nmpuaara
HasokcoH. [TaupnenTsT TPHOBA na ObAC HAONIOAABAH HAN-MANKO 4 yaca Ciea NMPCAO3HPaHE.

JlcucHue Npy_ NPEAO3HPAHC C KOACHH:
Tosa TpaOBa Aa BKIOYBA OOLH CHMOTOMATHYHH H MNOJIBPKALH MCPKH, BKTIOYHTCIHO YHCTH
JUXATCTHH ITHTHILA H MOHUTOPHHE HA XH3HCHUTC NOKA3ATCTH. ROKATO CE€ CTadMan3Hpar.

Korato BB3pacTcH mamucHT ¢ npuca noecdc oT 33 mg KOACHH B PAMKHTC HAQ CAWH YaC HIH AKO
JCTCTO € MPHCIO0 NOBCUC OT 5 mg/kg KOACHH B paMKHTC HA CAMH 4ac, CC NPCNOPBbYBA NMPHIOKCHHC Ha
AKTHBCH BLIVICH.

5. ©OAPMAKOJOIMYHU CBOHUCTBA

5.1 dapMaKoaAHHAMHUHH CBOIHCTBA

dapmakorcpanceruuba rpyna; ATC koa: NO2B ES |

MexanubM Ha JCUCTBHE .
MMapaucTaMo:1 ¢ AaHTHIHPCTHK H aHAITCTHK. MCXaHHM3MBT My HA JICHCTBHC CC H3pa3sBl B NOTE
CHHTE3aTa HA IPOCTArNaH IMHHTE B LEHTPATHaTa HEPBHA cHeTema. Mixnbupa cenekTraHgrEXI o

v""

KoacnH npHHAANEKH KbM LCHTPATHO-JACHCTBAIMHUTE JCKH OMHWOHIAHH aHAATE /
ACHCTBHUC ¢ AMPCKTHO BBPXY |L OMTHOKAHHTC PCUCNTOPH B MO3BKA KATO IO TO3H HaY

Pa3no3HABAHETO HA NPONIX0JAa UM TEKECTTA Ha OONKATA, BBLITPEKH Y€ KOACHH MM l
C TC3M PCHCITOPH. M HCPOBHS AHAITCTHUCH CPCKT CC AbJIKH HA TPaHC(POPMHPAHC




KoacuH, ocoOcHO B KOMOHHALMS € APYTH AHAICCTHLH KAaTO NapauctaMoll, ¢ nokasan ¢CKTHBHOCT
NMPH OCTPa, HOUHICTITHBHA 0O0.TKA.

Koacuu umMa ¥ noTHCKame KaulTHuAaTa ACHCTBHC.

CMsaTa ce, ye KOQCHH 3aCHNBA AHAITCTHYHOTO JCHCTBHC. KATO PC3VITAT OT CTHMY.IHPALIOTO CH
acicreuc Bppxy LIHC. kocTo HaMasBa NOTUCHATOCTTA, YCCTO CBBP3aHa ¢ OoKaTa.

5.2. PapMaKOKHHETHYHH CBOMCTBA

Abcopbums:

[Mapauctamon c¢ abcopbupa OBP30 H TMOUTH HAMBIHO B TACTPO-HHTCCTHHATHHA  TPAKT.
KoHucHTpauxsaTa Ha JCKapCTBOTO B MIaszMata A0CTHra nHkose 30-60 MHMHYTH clicA MPUCMAaHC H
MAa3ZMCHHSA [ONyXKHBOT ¢ 1-4 yaca.

Kogeun cc abcopbupa Obp30, HO HCPABHOMCPHO CNICA NMCPOPAICH mpHCM, abcopOumaTa 3aBHCH OT
pH. Cnea npcopanced npuem Ha 100 mg. cnea -2 uaca ce HabmoaaBar NHKOBH 111a3MCHH

KOHUCHTpauuH oT 1,5-2 > g/ml. TTaasmeHHaT nonyxuBoOT ¢ 0KoJ10 4-10 vaca.

PasnpcacacHHe
MNapaueTaMon ce pas3npeicns OTHOCHTEIHO PABHOMEPHO B TCICCHHTE TEUHOCTH U CE CBDP3BA B

pasaMuHa CTCNCH ¢ NAA3MCHUTC NpoTcHHH, EKCKpeTHpa cc npcanMHo npes 6v0pcumTe. noa gpopmara
HA CBBP3aHH MCTaboIHTH.

Koacun docdar ce adcopbupa aodbpe w cc pasnpeaecsns B ucaus opraHussm. 86% oOT ncpopaiHo
PHCTA A03a ¢C OTACMIT B vpuHata B pamkutce Ha 24 uaca. 40-70% ot 1ax ca nox dopmara Ha
cBODOJACH HMITH CBBbP3aH KoACHH. 3-13% ceoboacH wiu cebp3an Moppud, 10-20% cBoboacH unw
CBBbP3aH HOPKOIACHH H CICAH OT CBODOICH WIH CEBP3AaH HOPMOP(PHH.

KobcuH Obp30 CC pasnpcAacns B TCACCHHUTC TCHHOCTH M Okono 13% ot HCro c¢ ceppiBar ¢
MIA3MCHUTC nporcvHH. 3a 48 uwaca, 45% ot aosara cc oracns B ypuHara nod ¢opmara nva I-
methvixanthine v I-methvluric acid.

5.3. IlpeAKTHHHYHH JAHHH 332 0€30MaACHOCT

Hc chiliccrByBar Apyrd OPCAKJIMHAYHH JAHHH 3a OC30MacHOCT OTHOCHO TNpCcnopbsyYaHaTa ao3a H
MPHIOKCHUCTO HA MPOAYKTA, KOUTO MOTaT Ja ObaaT CMOMCHATH B JOMBIIHCHHC HA BCUC H3AOXKCHHTC
AAHHHU,

6. PAPMALEBTUYHH JAHHH

6.1 CnoucuK Ha MOMOLHHHTE BEILUECTBA

TomouHH BCUICCTRA!
llapeBHYHO HHLLECTE.
MArH¢3MCB CTCapar,
THTaduee quokcua (E171).
cputposun (E127),

nateHT cuubo (E131),
XHHOJHH *kBaT0 (E104)

W XKCJIATHH,

6.2 HecbBMeCTHMOCTH
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Hsma.

6.3 Cpok Ha roatocr

5 roJayHH

6.4 CrnenvaiHH yCa0BHA Ha CbXPAHEHHE

Na cc chxpaussa npu Temneparvpa nog 25 C.

6.5 Bua v CHABPRAHHE HA ONMAKOBKATA

Karncynure ca onakoBauu B onuctepu ot PVC/anymunncso GoaHo v KapTOHCHA KYTHS.
Onakosku oT 12. 24. 48, 96 xancvau.

He Becnuky BROBC ONMAaKOBKK MOXC Ja ObaT MYCHATH HA nasapa.
6.6 CneunanHH NpeAna3HH MEPKH APH HIXBBLPJAsiHE H paboTa

Hsma

7. NPUTEXKATEJI HA PASPEIIIEHUETO 3A YIIOTPEBA
Adnatic BSTd.o.o.,

Verovskova ulica 535,
1000 Lyubljana, CaoBchus

8. HOMEP(A) HA PAZPEILLIEHHUETO 3A YIHIOTPEDBA

Per. Ne 20020547

9. JATA HA IIBbPBO PA3SPEUHIABAHE/TIOAHOBABAHE HA PA3PELUEHMETO 3A
YHOTPEDBA

21 ampun 1995 r.
04 1woau 2002 r.
17 voniu 2007 r.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

Anvapn 2025 1.
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