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Huosupexe 500 mg Tabnerku

Inovirex 500 mg tablets

2. KAYECTBEH H KOJIMMECTBEH CHCTAB
Beska Tabnetka cnappxa 500 mg MHO3MH auenoben quMenpanon (inosine acedoben dimepranol).

IMoMoriHH BelecTsa ¢ HIBECTHO AeiicTBHe:
IImennuHO HUMIECTE

3a TBIHHA CIMCHK HA MOMOLIHMTE BEIIECTBA, BIXKTE TOUKa 6.1,

3. JIEKAPCTBEHA ®OPMA
Tabnerxa

benu no noutH GenH, XPHIH, TTOCKH TAG/IETKH ¢ Jiek aMOHAUEH MHDHC.

4. KIMHHYHH JAHHHU

4.1. TepameBTH4YHH NOKA3ZAHUS

Huosxpeke Tabnerku € nokasal 3a JeyeHne WIM NMOBMMABAHE HA NOTHCHAT WK YBpeIeH KIeThYeH
HMYHHTeT H KIIHHHYHHTE NPOABH HA BAPYCHH WHEKIMH KaTo:

¢  TpHN H BUPYCHH HH(}EKIHH HA AUXATETHITE ITETHINA;

*  XEpnec CHMIUTEKC H XEpIiec 30CTep HHpeKIMH;

»  afdTo3eH cTOMATHT;

* B KOMIUICKCHATA Teparus Ha reHITanHH Gpanasui (KOHOWIOMATA AKYMHHATA) KaTo
AOTBJIHEHHE KBM KOHBCHLIMOHANHHTE JIOKA/IHI HJIH XHPYPrHYHH [IPOLECYPH;

*  KOXHO JIMTaBHYHH, BY/IBOBATHHANHH (CyCKTMHATHA H3SBA) HAH CHIOLEPBUKATHO-CEBP3AHH C
YOBEIIKH NAHI0OMa BUPYC HH(EeKIMH;

e BHDPYCHH XETATHTH;
+  uHbexuHosny 3abonnsanma (pybeona, Bapuuena, MOpOMITH, 3aymKa);
e LMTOMETAIOBHPYCHA HHGEKLIMA,;

+  HH}EKUHO3HA MOHOHYKIIC03a;

e MOAOCTBP CKIEPO3MPAII NaHeHUeaTHT.

4.2. Jlo3upoBka B HAYMH HA NPH/IOKeHHE

gOSHEOBKﬂ

JneBHaTa [03a ce ONpeneNnd B 3aBHCHMOCT OT HKCTOTO TEJIECHO Terno (fe3 MacTH
TIALMCHTA H TeKECTTa Ha 3a00/11BAHETO M Ce MPHeMa B HAKO/IKO PABHOMEPHM MpHeMa.

Buv3pacmuu u nuya e cmapuecxa ewspacm



Mpenopruntensara Anesna a03a e 50 mg/kg T.1. (1 Tabnerka 3a 10 kg TenecHo Terno), TipueTa B
HAKONKO (3 — 4) paBHOMEpHH NMpueMa,
Maxcramaniara nHesHa 1032 (OGMKHOBEHO 3 g AHEBHO) He TPAOBa Ja HAXBMHIABa 4 g

Heouampuuna nonvaayun
Heua naz 1 ropuna - obuvaiinata nHeBHa no3a e 50 mg/kg T.1. (1 TabneTka 3a 10 kg Tenecno Terno),
NpHeTa B HAKOMKO (3 — 4) paBHOMEPHH IpHEMa.

Heobxomumo e na ce npeuusupa Naim 1eTeTo Moxe Aa NpHEMa PoAyKTa ox opmara Ha Tabrerxa.

IIpoaykTHT ce Ipefnara u B APYTH JIEKAPCTREHH (GOPMH (CHPOT M Npax 3a liepopaneH pasTBOp), KOHTO
Ca NO-NOAXOASIIH 34 NPIIKKEeHHe NPH Jena.

HpoonpxuTenHoCT Ha ICYEHHETO

Ocmpu 3abonseanus

OGHuaiiHaTa NPOXRDKHTENHOCT HA JIEYeHHETO € 5 -14 AHM npH 3aGonaBanms ¢ GBpso paseurwe. To
Tps6Ba fa mpoxemxyu 1 — 2 OHW Clell OT3BYHABaHE HA K/IMHHHYHATA CHMITOMATHKA WM TIO-THITO
CTIOPE/I IPELICHKATA Ha JIEXaps.

Bupycru saborssanus ¢ npompaxuparo npomuuane
Jleuenuero Tpabea aa npoxbmky 1 — 2 CeAMHLM el OT3BYYaBaHe HA KIMHMYHATA CHMITTOMATHKA
HJIH NIO-JTBJIFO B 3aBHCHMOCT OT NPELIEHKATA HA JIEKapS.

Pexypenmmu 3abonasanun

+ Havanna c¢asa — HeoOXomuMo e ma ce cnegBaT mNpenopbKHTe, OTHACAIDM Ce€ KbM
NPOABCKHTENHOCTTA Ha JIeeHHe NIPH OCTPH 3a00ABAHHA.

« Tonnppxamo jieueHne — AHEBHATA fo3a Moxe Aa Gbae Hamanexa o 500 — 1000 mg (1 — 2
TabneTKH).

+ [lpu nosra Ha HaY2THY NPUAHALM HA PELIKIHB JICUSHHETO 3aII0YEA C MPENOPLYBAHATA AHEBHA 034
OpH OCTPH 3a00NABAHHA, KOSTO € HeoOXOoOuMo 1a ce nopiiara 1 — 2 aAHM cnej OT3By4YaBaHe Ha
KIMHHYHATe NposBsy. [Ipy Hyxma KypesT Ha JieueHHe ce TIOBTAps HAKOJKO ITHTH B CHOTBETCTBHE ¢
OlleHKaTa Ha KTHHHYHOTO ChCTOAHHE M NPENOPHKUTE HA JIEKaps.

Xponuunu 3a6orasanun
Ilpenioprusanara anesHa 103a ¢ 50 mg/kg T.T., KOATO ce MPHIIATa KAKTO ClIeABa;

Hpotuuane #a 3abonasanero MIpoxyknTEIROCT HA Hpoxs/okATEAHOCT HA
npuema ApeKBECBAHETO
ACHMOTOMATHYHO 30 nun 60 nun
Jlexo u3paseHn KINHHYHHM CHMITTOMH 60 nau 30 qEn
TexKo H3pa3eHH KIMHHYHH CHMIOTOMH 90 nuu 30 nau

Ta3zu cxeMa Ha nedeHue Moxe Ja GBJe MOBTOPEHA NPH HEOGXOAMMOCT, KATO MALMEHTHT TpadBa Aa
6bJie MpOCAEAABAH CHINIACHO YKA3aHHMATA 33 PEKYPEHTHH 3a60/IABaMHS.

Chnelpanay noxasaHns
Konounomama axymunama uiu enOOYepeuKanio-cebP3anu eyl ¢ YO8euKY NAnUIOMaA supyc
(HPV)

I1poRyKTHT ce npunara B [HeBHa 032 3 g B npoAbkenne Ha 14 — 28 OHM, CAMOCTOATENHO HWIH B

KOMIUICKCHA Tepanusi ¢ KOHBEHUHMOHAIHHTE JIOKANHYW HIM XHPYPrHHH TPOLCAYPH, B ChOTHELCI AN

CBC CNIeXHATA BPEMEBA CXEMA:

» Hucko-prckoBY nauneHTH (MMYHOKOMINETEHTHH JIHIIA WIH TALHEHTH ¢ HUCBK P
MPOAYKTHT Ce IMpHiara B MPOTHIKEHHe HA 14 — 28 aHH, KOETO 0BUKHOBEHO BOT
MAKCHMAIHO CLOTHOIICHME M3UMCTRaHE/PEIMIMB HA JIE3HHMTE 33 2 MW TOBHUE
TMpeycTaHOBABAHE HA JIeYeHNeTo, Ge3 npHarane Ha IPyTH JICKAPCTBEHH CPeaCcTBa) 3




+ Bucoxo-puckosy nauxenTH* (TALA ¢ MMYHEH AeHIMT WK NAUNEHTH ¢ BUCOK PHCK 38 PELIM/IHE) —
APOAYKTET Ce NpPHIIara 5 AHK CeAMHYHO, B 2 NOCTEAOBATe/IHH COAMHIIH Ha Mecell, B IPOTb/DKEHHE
Ha 3 Mecena, KOETO OGHKHOBEHO BOAM O MAKCHMAIHO CHOTHOMIEHHE H3YHCTEAHE/PELMIHE HA
JIe3HUTE N0 Kpas Ha 3™ Mecell OT JICUEHHETO,

Ilocoyenara TepaneBTHYHA CXeMa Tipn HEOGXOAMMOCT MOXe a GBAE NOBTAPAHA, A TIPOCICAIBAHETO
Ha NALMEHTa Ce M3BBPIIRA B CHOTBETCTBHE ¢ NPENOPHKHTE, MOCOUSHH IIPH PEKYPEeHTHH 3a60NABaHHA.

* Ilpopunute Ha NaNMEHTHTE C BECOK PHCK KM LIEPBHKATHA UCIUIA3KA HIH ¢ TeHHTANKY Opagasmiy
BKTIO4BA;
*  HMMYHOJCTPECHA AB/DKAIA CE HA :
- aHaMHe3a 38 XPOHWMHH HWIH PEeKYPEHTHH WIH APYTH CeKCYaTHO-NpeaaBaHH GonecTy;
- NPOTHBOPAKOBA XMMHOTEPANHA;
- eXeIHeBHA WIoynoTpeba ¢ AnKoXon.
« Ipoaskurenna (nosewe oT 2 rOIHHH) yroTpe6a Ha NEPOPATHH KOHTPALEITHBH ;
» KoHuenTpaips Ha donar (con/ectep Ha ponmena KucenHHa) B epuTPOIMTHTE < 660 nmol/l;
= Hexonrponupad 3axapeH muaber;
»  TIpOARDKHTENHO TIOTIOHOMYIICHE;
«  ATomnus;
» YecTn BarHHAIHH CEKCYaIHH KOHTAKTH (> 2 — 6 CefMHYHO) WIH AHANEH CEeKCYalIcH KOHTAKT;
*  Muorobpofiln cexcyanHH NapTHEOPH KK OPOMSAHA Ha TIOCTOSAHEH HOAPTHEOD;
= T'enwrannu Gpagasuuy B NpoawBmKeHHe Ha > 2 FOOMHH HWIH > 3 HEYCHENIHH JICYeHHS, M0
AHAMHECTHYHM JAHHM;
= OrcheTBHE Ha AHAMHECTHYHH JAHHH 33 GpanaBMilM MO KOKATA B JETCTBOTO,

Cybaxymen cxreposupawy nanenyegpanum (SSPE)

AnesHata o3a e 100 mg/kg T.T., KaTo MaKCHMA/THATA AHEBHA 1034 He TPAGBa &a npesnmasa 3 - 4 g,
HponykrsT Tpabea fa ce nNpuaara MPOXHDKHTENHO IPH PEryAPHO NpOC/IeaiBaHEe HA KIMHHUHOTO
CBCTOAHHE H OLICHKA HA HeOOXOAMMOCTTA OT YABIDKABAHE HA JIEYEHHETO.

HauyH Ha NpRIOKEHHE
Tosu nexapcTBeH MPONYKT € MPeAHAIHAYEH 32 NPHIIOKEHHE npes ycraTa.

MHepHaTa fo3a e HeoGxoxuMo na Gbe pasnpesesnena paBHOMEPHO, B PAMKHTE Ha 3 — 4 IIpHEMa B
qacoBere Ha 6oabpeTRaHe.

3a ynecHABaHe Ha NOTTBUIAHETO TaGIETKATa MOXKE fIa O CUYIH H Pa3TROPH B MAJIKO KONHYECTBO
HOAC/IaAeHA BOAA, HO HE COK, KOHTO MMa KHcena croiHocT Ha pH.

4.3. HpoTERONOK23aHEY

. CBpBXYYBCTBHTE/HOCT KbM HHOSHH AlISA00EH JUMENPAHOI HIH KbM HAKOE OT IOMOLIHKTE
BelecTBa, H30poeuu B T. 6.1.;

. Tonarpa B ocTpa dopma;
. [ToBuiIeHH CTOMHOCTH HA IMKOYHATA KHCE/IMHA B KPEETA.

44. Creunansn npeaynpexkieHHA H NpeJUAIHH MEPKH NpHA ynorpeda

B xona Ha neuenmeTo € BE3MOXKHO NMPEXOAHO NOBHINEHHE HA M3XOJHHTE HHBA HA ITMKOYHATA
KHCEIIHHA B KPBBTa H YPHHaTa, KOUTO 00HuaiiHO ocTaBaT B pedepeHTHH rpandup. Tosa MmopHineHHe
ce OTHAcA 0CO0EHO 33 MBXKeTe H 3aCTapABAIIATA TIOMYJIALHA OT IBATA MOJA H c& TB/DKH Ha
kataboyHuA MeTaGOMHILM NPH YOBEKa Ha HHOZHHOBHA KOMITOHEHT A0 MTHKOYHA KMCEIHHA.
ToBHIEHHETO HA HHBATA HA MTMKOYHATA KHCEIHHA HE € CBBP3aHO C JIEKAPCTBO-CBLP3aHA MHTYKE:
AKTHBHOCTTA HA €H3HMHTE WM B €/IAMMHALKOHHATA QyHKIWs Ha Gubpenyre. [lpen Bua
MPOAYKTET MOXKE Jia C€ NPHIAra ¢ NOBHIIEHO BHUMAHHE NPH MAIHEHTH ¢ AHAMHECTHIHH

XUNEepYpHKEMH, ¢ YPOIHTHa3a WIH IIPH TAKHBA ¢ HapyLIeHHa Ha 6s6pednara gy
PEIOBHO MOHHTOPHpAaHE Ha CTORHOCTHTE Ha NMHKOYHATA KMCEIHHA.




B xona Ha neueHHETO He MOXKE aa OBl M3KIIOYEHA NMOABA Ha OCTpPH pCaKilHH Ha
CBPBXYYBCTBHTENHOCT KATO YPTHKADHA, aHTHOCIEM, aﬂatblmalccm, KOETO H3HCKBA He3abaBHO

NpEKpATABAHE MPHEMA HA MPOAYKTA.
ITpoAB/DKHTENHOTO JIeueHUe MoXKe g NoBeae 0 HedpoIuTHA3S.

B xona Ha NpoXBIDKHTEINHO JIeueHHe € HeOGXONHMO PEryIIpHO MpOCIeAdBaHe Ha CTOUHOCTHTE Ha
ITAKOYHATA KHCE/HHA B KPBBTa W/WIH YPHHATS, KPBBHATA KAPTHHA K HA NOKA3ATEHTE Ha
yepHoaApobHaTa ¥ 616peuna QyHkImA.

To3n sexapcTBeH MPOAYKT CHABPIKA NIIEHHYHO HUIIECTE, KOETO MOKE J1a ChABPAKA CAMO ClIeTH OT
INyTeH U NOpaIy TOBA € CYHTaHO 3a He30nacHo Npy HHIWBHOH ¢ Dboymakud. [TauneHTH ¢ aneprua
KBM MIICHU1a (pa3nitHa OT IOJTHAKAA) He TPAOEa 1a IPHEMAT TOBa JIEKAPCTBO.

4.5. BsammoaelicTBHe ¢ IPYrH JeKapcTEeHH NPOAYKTH M APYrH OPME Ha BIaHMoelicTBHE

TNopwiweHo pHUMAaHKe € HEOOXOIHMO TPH ENHOBPEMEHHO NPUTOKEHAE ChC CICAHHTE NEKAPCTBEHH
IpoayKTH:

«  HHXHGHTODH Ha KCAHTHHOKCHZA@3aTa (AAOMNYPHHO/) HIH YPHKO3YPHYHH CPEJCTBa;

¢  THa3HIHH JHYPETHIM (XHAPOXIOPTHAIMA, XJIOPTAIHAOH, HHIAIAMHA);

»  GpuMKoBH AMypeTHIH ((bYpPO3EMH/, €TAKPHHOBA KUCETHHA H JIp.).

IponyxTeT He TPAGBAa Aa ce NpHIATa €AHOBPEMEHHO ¢ HMYHOCYIPECHBHH CPEACTRA TIOPaIH
BL3MOXKHH B3aUMOZICHCTBHA Ha (hapMaKOKHHETHYHO HHBO, KOMTO MOTAT A4 NOBJIMAAT TepaneBTHIHHA
edexr. Crea npHKTIOYBANE HA MMYHOCYTIPECHBHATA TEPAINA € BEIMOXHO NPHIOkKeHHeTo Aa MHosMH
auenobeH JUMenpaHo.

Huosrn anenoben auMenpaHoN yCHiIBa ASHCTBHETO Ha 3WACBYAMH (A3sHAoTHMURHH /AZT/) npu
€IHOBPEMEHHO TIPHNOKEHHE B PE3Y/ITaT Ha YBeHueHO hopmupane na AZT HykneoTHAR BCNeACTBHE
Ha noBHmeHa GnoHanuHOCT Ha AZT W NoBHIIeHa BETPEKneThYHA GocOPHNALMA B KDBBHHUTE
MOHOIMTH.

4.6, PepTEAHTET, GpeMeAHOCT B KhpMeHe

Deprmrer
Hsma nauno otHOCHO AeficTeieTo Ha MHO3MH allenoGen nuMenpanon Bupxy (GepTiinTeTa IpH Xopa.

BpemenHoct
JlATcBaT AaHBEH OT KOHTPOTHPAHH KIHHHYHHA M3MTBAHUA OTHOCHO ehekTHTe Ha MHo3nn auenoben

AHMETPAHON BBPXY GPEeMEHHOCTTa M dIeTANIHOTO Pa3BUTHE NPH XOPA, TIOPAJH KOETO TIPOXYKTHT MOske
Jia ce TpAnara f10 Bpeme Ha GPEMEHHOCTTA EIHHCTBEHO NO JIEKAPCKO HA3HAYCHHE CJIEH MPELEHKA, Ye
NOTeHLMANHA 110133 33 MaifKaTa HAJBHIIABA eBEHTYANIHHA PUCK 32 IUI0AA H HOBOPOJEHOTO.

Kbnpmene
Hnosmn auenoben nuMenpanon ce ekckpeTdpa ¢ MaHuHHOTO Msiko. JlekapcTBOTO MOXe Ja ce

Tipuiara no BpeMe Ha KEpMEHE €IHHCTBEHO N0 JIEKAPCKO HasHAYCHHE CIIE] NPEeLEHKA, Ye
MOTEHITHAHA TIOJI3a 32 MailKkaTa HAJBHINARA €BEHTYATHHA PHCK 3a KEPMAaUueTo.

4.7. Edexrn Bppxy cnocobrocTTa 32 modupane ¥ paGoTa ¢ MAMAHA

Huorupexe TabNeTKH He NOBHABA HITH NIOBIMABA B PeHeGpEXHMA cTeneH cniocobHoc
Hrogupane H paboTa ¢ MALIMHH.



4.8. Hexenann JeKAPCTBEHHE PEAKIHH

EnuHCTBeHaTa NOCTOAHHO HAGMONaBaHA HEXE/IAHA JTEKAPCTBEHA PEAKIHA, CBLP3aHa C MPHIOKEHHETO
Ha Muoamn auenoben mumenpanon NpH BE3PACTHH H B NEANATPHIHATA [OTTYJIALMA € IPEXOIHOTO
NOBHIISHHE HA CTOWHOCTHTE Ha MHKOYHATA KHCETHHA B KPBHBTA H YpuHaTa. OGHKHOBEHO Te3H
CTOHHOCTH OCTaBaT B pe)epeHTHHTE IPaHUIIH H C& HOPMANH3MPAT HAKONKO AHH Clie]l IPEKPATABAHE
HA JICUEHHETO.

Cnemara repmuHonorus € 6iia H3NON3BaHA NPH KiaCH(PHIMPAHETO HA HEKENAHHTE PEAKIMH 110
OTHOINEHNe Ha TAXHATA YeCTOTa: MHOrO YecTH (>1/10), yeetn (>1/100 go <I/10), Hewectu (>1/1000
Ao <1/100), peaxn (>1/10000 go <1/1000), muoro pexxs (<1/10000), ¢ HeH3BecTHA MecTOTA

(uectoTaTa He MoXKe na Obje OTIpeAEneHa OT HANIMYHKUTE JAHHH),

MedDRA SOC/aecToTa HexenaHA JIeKAPCTBEHA peaKnAg

CToMamAo-9peBHA HAPYIIeHHS

Hectn IMopprane, ragene, nuckomdopr 8 obnactra
HA eMHTacTPHyMa

Heuectn Juapus, KOHCTHNALAA

C HeMIBecTHA YECTOTA

boJika B ropraTa KopemHa obnacT

Hacneapanns
Mpuoro dectn

YectH

TTOBHIICHH CTOHROCTH HA MMKOYHATA KMCEIHHA
B KPBLETA H YpHHATa

IMopuwenu crolfHOCTH Ha KPBBHATA yped,
TpaHCAMHHA3HTE H anKanHaTa GocdaTasa

Hapymenns Ha K0XKAaTa H NOAKOKHATA THKAH
Yectu

C HEeH3IBeCTHA YeCToTa

O6pus, npypuryc

Eputem

Hapymennn HA HEPBHATA CHCTEMA

Yectn I'nasoGonue, pepruro
Heuectn COMHOMEHTHOCT, HHCOMHMS
C HeM3BEeCTHA 9eCcTOTa 3amasgHOCT
Hapymenns B2 MycKyJHO-CKe/JeTHATE CHCTEMA

CLeAHHHTEIHATR THKAH

Hectu Aprpanrus
TIcHXHYHA HApyIueHMs

Heuectn HepsHrocT
Hapymenns aa 6u6pennTe H DHKOMHATE

OLTHIA

Heuectn TMonrypus

HapymeHns Ha HMYHHATA CHCTEMA

C HeM3BeCTHA YECTOTA

AHTHOENIEM, CBPBXYYBCTBUTETHOCT, YPTHKAPHA,
aHa¢HIAKTHYHA PeaKLnA

O6ms Hapymenns B ePekTr HA MACTOTO HA
OPRAOKeHHAE
Yectn

YMopa, HepasnonoKeHHe




Crobinapane Ha MOKO3NPAHH HEKETAHH PEaAKLMH

CrobImaBaHeTo Ha IORO3MPAHH HEXENAHH PEAKITHH CIIE/| paspellaBaHe 3a yNoTpe6a Ha JTekapCTReHAA
MpoyKT ¢ BaxkHO. Tosa nosBonABa Na NPOSBIDKA HaGMIOACHHETO HA CHOTHOLIEHHETO MON3a/PHCK 3a
NexapcTBeHMA NpoAyKT. OT MENHITMHCKHTE CIIELMAIMCTH Ce HIHCKBa 1a choblaBaT Beaka
TIORO3HPAHA HEKEIAHA PeAKIIMA upea:

H3menHHUTETHA areHUHA 1O JIeKapcTRaTa
yia. ,Jlaman I'pyes” Ne 8

1303 Codus

Ten.: + 359 2 8903417

yebcaifT: www.bda.bg

49. Ipegozmpane

Hsma cpobmenn cmyuau Ha mpeaosupane. [Ipy Heo6XOAHMOCT ce IIPHIAra CHMITTOMATHYHO JIEUeHHE
H NOAXOOAIH NMOATBPKAII MEPKH.

5.,  ®APMAKOJIOTHYHM CBOMCTBA
5.1. PapMaxoAHHaMHYHAH cBOHCTBA

DapMakoTepanesTHYHA IPyTia: AHTHBHPYCHH CPECTBA 32 CHCTEMHO IIPHIOKeHHE; JTHpeKTHO
ACHCTBALIN AHTHBMPYCHHM CPEZICTBA, JIpyri aHTHUBHPYCHH CpeacTBa
ATC koa: JOSA X05

Mexauu3sM Ha nelficTeHe
Hopmanusupa HeAOCTATEYHHA MM HAPYHICH KIETHYHO-MEAHHPAH HMYHHTET qpes:

+ npeaussukBane Ha Thl oTroBop, KOUTO OT CEOA CTPAHA HHHLMHPA Y3PIBAHETO U
nutheperunpanero Ha T mambouprure;

* TOTeHLMpaHe KA HHAYLHPAHHTE THMPONpOTHpEPATHEHH PEAKIHN B MHTOI€H- M aHTHreH-
AKTHBHPAaHHTE KIICTKH.

Huosun auenofed muMenpanos MOAYIHpa UMTOTOKCHYHOCTTa Ha T 1uMMOIMTHTE H Ha €CTeCTBEHHTE
KuteTky-y6uiiu, kakro u dyHknpere Ha CD8+ cynpecopnure 1 CD4+ XesmepauTe KIeTKH.

IloBrmaga 6pos Ha IgG 1 KOMILIEMEHT-IOBBPXHOCTHHTE MapKepH. VBeIHIARA NPOM3BOACTEOTO HA
IL-1 u nopnomara npoxykuuara Ha IL-2, perynupaiika BF3Xongmo ekcnpecusTa sa IL-2 penenTopa
B YC/IOBHA HH BHTPO.

VsenHuaBa eHI0reHHaTa cexperis Ha IFN-y i HaManssa Wa BHBO NpoayKuuaTa Ha [L4. B
EOITBIIHCHHE MOTEHIMPA XeMOTAKCHCA U (ParoliTo3aTa MPH HEYTPOGHIUTE, MOHOLIMTHTE H
Makpocarure.

YcraHoBeHO e, 9€ MH BUBO HHO3HH alei00eH MMENpPAHO NCANOMAra NOTEHIMPAHETO Ha
NOTHCHATHSA CHHTES W TpaKcnaluonHa cnocobnoct Ha MPHK Ha numdouuTHTe, KaTO €QHOBpEMEHHO ¢
TOBa HHXHOMpa CHHTe3a Ha BUpycHaTa PHK nocpeacteom :
» TPOMAHA B HHOZHH-MEAMHPAHOTO BKIFOYBAHE HA OPOTOBATA KMCEIHHA B MOTHPHGO30M
» TOTHCKAHE HA 3a/1ABAHETO Ha NonMafeHHnoBaTa KicenuHa keM MPHK na Bupyca;
»  MOICKYI4pHE peOpraHH3aUHA Ha TpaHCMeMGpaHHHTe IPOTEHHOBH KOMILIEKCH, aH5
TIPEHACAHETO HA CHIHana upes cnenuduyen T-kieTsueH penenrrop B 1uMpo
BETpeMeMOpaHHH IUTA3MEHH YaCTHLM, KATO YBENMYARA TPHKPATHO IUTETHOC

HrozuH auenoben aumenpanon sHxuGHpa GocdoarecTepasaTa Ha NMKIHYHMS TYAHOIWY
MoHO}ochaT caMo BEB BHCOKHM KOHLISHTPALMH B HH BUTPO YCNIOBHA H NIPH HHBA, HEBIUTK)
TIPOABHTE HA HMYHO(apMaKONOTHYHKUTE ¢(PEKTH WH BHBO.




PapMaKoIorHuHy edeKTH

WHosKH anenofer AHMENPAHON ¢ CHHTETHYHO ITYPHHOBO NPOM3BOAHO ¢ MMYHOMOAYTMpALIH H
NPOTHBOBHUPYCHH CBOKCTBA, KOMTO BOAT IO YCHIBAHE HA MMYHHMS OTTOBOP Ha OpTaHH3MA.

5.2. ®apMaxkoKHHETHYHH cBOlCTBA

AGcopbims

Cnen nepopanto npunoxenue Huosus anenoben aumenpanon ce aGeopSupa 65p30 U TeaHO (290%).

Pasnpenenenue
[IpemuHaBa B 3HAaYHTENEH OGpoii TeECHM TEKAHK, KATO Hall-rOIeMH KOMHYeCTRa Ha Genssan Unosun

auenofeH AuMeNpanon ce ycTaHoRABA B Gp0penure, Gesua i depHus Kpob, CHPIETO, JaNaKa,
TECTHCHTE, MAHKPEaca, MO3bKa H CKEIETHATA MYCKY/IaTypa.

BuoTpancdopm

Cnex npuwem Ha OHEBHA 1033 OT | g npu 4oBeKa ca yCTaHOBEHH cieannte meraGoauti N, N-
aaMeTwiamuHo-2-nponaton (DIP) u p-anerammmoGensoena xucemvna (PAcBA), kaTo Texmure
ia3MeHH HuBa ca 6umu 3,7 meg/ml Ha 2 yac cnex npHema 1 9,4 meg/ml Ha 17 wac cien npueMa,
CHOTBETHO.

JaHuHTe OT KIMHHYHH H3MHTBAHHAR MNpPH XOpa NOKA3BAT, Y€ MAKCHMAJHOTC INOBHIIEHWE Ha
MIa3MEHNTe KOHIEHTPALMH HA MHMKOYHATA KHCETMHA KATO MApKep 3a BHECEHOTO B OpraHM3Ma
KOJIHYCCTBA MHO3HH He MOKA3Ba JIMHEEH XapaKTep M B paMKHMTE Ha 3 waca ciell PHEMa BApHpa B

rpanuHTe + 10%.
ITpu 4oBeka octosen MetaGonur Ha DIP e N-okeua, a Ha PACBA — o-auuirmoxypoHua,

EnnMuBypane
Cnex npxem Ha 103a ot 4 g B steady-state ycnoBhs, 24-4acosaTa eKckpenmsa ¢ ypuHaTa Ha PACBA u

HeHHMAT OCHOBeH MeTalomuT goctHra 85%.

95% ot ycTaHOBeHATA PAIHOAKTHBHOCT B YPHHATA, B/DKawia ce Ha DIP ce peanusupa oT
HeMeTabonuznpanus DIP u neropus N-okcHA.

BpemeTo Ha nomyxueot Ha DIP e 3,5 u,, a 3a PACBA — 50 min.
5.3. IipeaknHAEYEH JaHNH 33 GelomacHOCT

B n3cneaBanya BEpXy JKMBOTHH € YCTAHOBEHO, Ye CTORHOCTHTE Ha cpeaHaTa etanHa Ao3a (LDso)
HAJIBHLIABAT MAKCHMANTHATA TEPANICBTHYHA /1032 IPH X0pa cpeAHo 50 mbTH.

Hsma nasny 3a MyTareHHa aKTHBHOCT ¥ KAHLIEPOresieH IOTeHLHA.

He e ycTanoreHo TepaToreHHo H eMOPHOTOKCHYHO JeHicTBue, KAKTO ¥ HeGnaronpuaTHu edexTH
BEPXY GepTuaHTeTs, GPEMEHHOCTTA K PLKAAHETO.

6. SPAPMAIIEBTHYHH JAHHHW

6.1. Cnouebk HA NIOMOMIBATE BEMIECTBA

INieHH4HO HAIEeCTe
ITosuaon

Henynosa, MHKPOKpPHCTANTHA
Inuueponoe qubexenar
Marnezues creapar




6.2. HechbBMeCTHMOCTH

He ca u3BecTHH.

6.3. Cpox Ha rogaocy

3 roguHu.

6.4. CoenumanHH ycnoBHEH HR CHXpRHEAHE

IIpy TemMneparypa nox 25°C.

6.5. Baau chAbpAKARHE HA ONAKOBKATA

10 Tabnetiku B Gnctep ot Henpoapauno, 6310 PVC/PVAC 1 anymunueso dommo.
ABa, TPH, YeTHPH WK NeT GNHCTEpa ¢ JIACTORKA 38 NAUMEHTa B KAPTOHEHA KyTHS.
He Bcuuxu onakoBku Morar Aa GsAat MycHaTu Ha ma3apa.

6.6. CoenuajJHE NpeJNASHA MePKHE OPH HIXBLPIAHE ¥ paboTa

Hama crnenmansy HancKpasy.

7. IIPATEXATEJ HA PASPEIIEHUETO 3A YIIOTPEBA

Amacapm EAJL

Byn «CuameoHorcko moce» 130

1700 Codmusn, Brarapus

8. HOMEPFP HA PABPEIIEHUETO 3A YHOTPEGA

9. JATA HA ITBPBO PASPENIABARE/MIOJHOBABAHE HA PAIPEIIEHHETO 3A
YHOOTFPEERA

10. JATA HA AKTYAJIM3APAHE HA TEKCTA
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