KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA



: UBMBAHITENHA ATEHLUA NO NEKAPCTBATA

1. HME HA JIEKAPCTBEHHSA ITPOAYKT prrm—e pre nmm;?ﬂgwws 7
‘_D ——
Axumba 1000 mg TabneTku KoM P2, N cuervarert 2 Lo ”z / ...................................
/A
Akimba 1000 mg tablets raspowne WG L LTHT 7L TN
2112 1

: Ogosipene Ne eersninspenansrvevsstentsssrif asassness s sentes et rassaases

2. KAUYECTBEH H KOTHMYECTBEH CBLCTABRB

Bcesaxa TabneTtka chanpxka 1000 mg uHosuH aneaoben aumenpanon (inosine acedoben dimepranol).

IToMoIHM BelnecTBa ¢ H3BECTHO AcHCTEHE:
IMmennuno HumecTe

3a MBIHHA CIHCHK HA MOMOLIHKTE BEIeCTBA, BHXKTE Touka 6.1.

3.

JEKAPCTBEHA ®OPMA

Tabnerka

benn 1o nourn 6enu npoasnTOBaTH TAGNETKH C JICK AMOHAYIEH MHDHC.

4.

KJIMHWMHH JAHAA

4.1. TepanepTHYHH HOKA3AHHN

Axnamba TableTkH € mokasaH 3a JieueHHe WIH NOBJIHABAHE Ha MOTHCHAT HJIH YBPCACH KICTHYEH
HMYHHTCT H KNIIMHHYHHTE NMPOABA Ha BUPYCHH HHll)e](l.lH!-‘l KaTo:

T'pPHIT H BHPYCHH HH(lJel(uHH Ha NHXaTENHHTES DBTHINA,
Xeprnec CHMIIEKC H Xepriec 30cTep HHpeKLuH;
a(TO3eH CTOMATHT;

B KOMIUIEKCHATA TepanMs Ha TeHMTANHH OpanaBuny (KOHAWIOMATA aKyMHHATa) KaTo
JAOITBIIHEHHE KM KOHBEHIHOHAITHHTE JIOKAIIHH HIIH XHPYPrHUHH NPOLEAYPH;

KOXHO JIAMABHYHH, BYJBOBarHHANHH (CyOKIMHMYHA H3iBa) WIH eHNOLIEPBHKATHO-CBEP3aHH C
YOBEIIKH NaNiioMa BAPYC HHEKLHH;

BHPYCHH X€TIaTHTH;

HHbexuo3HN 3a0onaBaHus (pyOeona, BaprLeIa, MOPOHIH, 3ayLIKa);
UMTOMEranoBHpYCHa WHGEKIM;

HWHQEKLHO3HA MOHOHYKNIE034;

NOJIOCTBD CKIICPO3HpaL NaHeHUeDaTHT.

4.2. [To3HpoBKA H HAYHH HA NPHJICKEHHE

EOZEEOBKR

JneBHara fo3a ce ONpenens B 3aBHCHMOCT OT YHCTOTO TelecHO Terno (6e3 pé
MALKSHTA M TEKECTTa Ha 3a00naBaHeTo U Cce npHeMa B HAKOJIKO paBHOMEPHH I1p

Bwvapacmuu u nuya é cmapuecxa ev3pacm




[IpenopyynTeNHaTa AHeBHA Ko3a € 50 mg/kg T.T., npHeTa B Hakonko (3 — 4) paBHOMEPHH IpHEMa.
MakchmManHaTa AReBHA A03a (00MKHOBEHO 3 g aneBHO) U He TPAOBa Ja HayeumIasa 4 g.

fleduampuuna nonynayun
Jena nan 1 ronuea - oGuualinata nHeBHa mo3a € 50 mg/kg T.1., DpuHera B Hakonko (3 — 4)
paBHOMEPHM NpHeMa.

Heo0Gxonumo € fa ce mpelIHpa Janu AeTeTO MOXeE A3 NpHeMa NpoAykTa nod dopMaTa Ha TabneTka.
IIpOAYKTST ce Npeasiara U B APYTH JieKapcTBEHHM (OPMA (CHPOD W NIpax 3a NepopajieH pa3rBop), KOUTO
¢a No-MOAXOAIK 32 PHIOKEHHE NpH AcHa.

[IpOnBIXHTENHOCT HA JTCIYSHHETO
Ocmpu 3aborssanus

O6uuaiinaTa NPONLDKHTENHOCT Ha JieYeHHeTo € 5 -14 anw npu 3abonsaBansa ¢ 6bp3o paseurhe. To
TpabBa fa NpoabmkH 1 — 2 JHW clel OT3BYYaBaHE HA KIWHHYHATA CHMITOMATHKA WIH NO-TRITO
CTIOpe] MpELICHKATA HA JIeKaps.

Bupycnu saboassanun c npompaxupano npomuuane
Jleuennero Tpabea na npoxbmoku 1 — 2 ceaMHIM cliel OT3BYYaBaHe Ha KIMHAYHATA CUMITTOMATHKA
HWIH NO~IBLIT0 B 3aBHCHMOCT OT NMPEUCHKATa Ha JIeKapA.

Pexypenumnu 3abonseanus

e Hauana d¢asa — meobxonumMo ¢ J1a ce cieABaT TNPENOPEKHIC, OTHACAIIM CE  KbM
TPOTB/DKHTE/THOCTTA Ha JISYeHHE NIPH OCTPH 3a6onsaBaHus.

» [Ioxmepxamo neuenne — AHEBHATAa 7033 MOXe fa 6pae Hamanena mo 500 — 1000 mg (1 - 2
TabneTkn).

+ Ilpu nossa Ha HaYaIHH NPH3HALK HA PELHIHB JIEUEHHETO 3aN0YBa C IIPENopBYBaHATA JHEBHA 032
IpH ocTpH 3abondBaHMd, KOATO € HeoOX0aMMO aa ce npunara 1 — 2 gHH cien OT3BYYaRaHe Ha
KNHHAYHATE poaBy. TIpu Hykna KypehT Ha JIedeHHe ce TIOBTapA HAKOJIKO IETH B CHOTBETCTBHE C
OLIEHKATA HA KIITAHHYHOTO CHCTOAHHE U NPENOPLKUTE HA IEKAPS.

Xponwinu 3abonneanun
[penopbusanara AHeBHa No3a e S0 mg/kg T.T., KOATO Ce MpHJIAra KaKTO CJeqBa:

Ilporaquane Aa 3aboasBanero IlpoasmkaTeNBOCT HA IlpoaL/rkHTE IHOCT HA
npueMa NpeKbCBAHETO
ACHMIITOMATHYHO 30 qun 60 11
Jlexo u3pazeHH KIMHHYHHE CHMITOMH 60 nHl 30 ann
Texko w3pazeHH KIHHHYHH CHMITTOMH 90 nau 30 num

Ta3sn cxema Ha neyeHHe Moxke Ja ObJe MOBTOPEHA MPH HeOOXOAWMOCT, KATO MAlMEHTET Tpabea na
6ba1e NpocsensBaH CHRTACHO YKA34HKMATA 34 PEKyPEHTHH 3a60/MBaHHS.

CneuHaaHH NOKA3ZAHHS
Konounomama axymunama wtu enooyepauKaino-CebPIaAR URGEKHUr C YOBCHKY NANUTOMA SUPYC

(HPY)

IIpoayKTHT ce NpHJAra B AHEBHA 1034 3 g B npoTb/ikenue BEa 14 — 28 jjHH, CAMOCTOSTEIHO HIH
B KOMILIIeKCHA Te]lallllﬂ ¢ KOEBCHIIHOBAJHHTE JIOKAJIHA HJIH Illpyp]"ll‘lllll Ilpoue,lly
CHOTBETCTBHE ChC CJIeTHATA BpeMeBa CxeMa:

+ HHCKO-pHCKOBH NalMesTH (HMYHOKOMITETEHTHH JIHLA HIH MAHEHTH ¢ HACHK
NPOOYKTET ¢€ NpHWIara s OpoAbkeHHe Ha 14 — 28 miH, KoeTo OOHKHOBEHO Bj
MaKCHMAJIHO CBHOTHOIIEHHE H3IYHCTBAHE/PELM/IMB HA JIE3MHTE 33 2 HIH
NIpEYCTAHOBABAHE Ha JICYCHHETO, Oe3 NpUaaraHe Ha OpyTH JIEKapCTBEHN Cpe




+ BHCOKO-PHCKOBH MALKEHTH* (NHNA ¢ HMYHEH AeQUINT HWIH NALMEHTH ¢ BHCOK PHCK 33 PELMAHR) —
NPOAYKTET CE NPHIATA 5 IHH CeAMKYHO, B 2 TOC/AEI0OBATE/THH CEAMHIM HAa MeCell, B NIPOIR/KEHHE
Ha 3 Mecela, KoeTo OOMKHOBEHO BOAM O MAKCHMAJIHO CHLOTHOMLIEHHE H3YWCTBaHE/PEUMAHB Ha
Ne3UdTe N0 Kpad Ha 3™ Mecell oT NevMeHHeTo,

TTocoueHata TepaneBTHYHa cXeMa NpH HEOGXOAHMOCT MOKe Aa Oble MOBTapAHA, 4 MPOCIENABAHETO
Ha NAlHEHTa ¢ MABHPIIBA B CHOTBETCTBHE C MPENOPHKKTE, TOCOYCHHK IPH PEKYPEHTHH 3a00NABanNa.

* [IpodunuTe Ha NAUMEHTHTE ¢ BUCOK PHCK MIIH LICPBMKAIHA AMCIVIA3HA HIH C NreHHTaHH GpajaBuiy
BXTIIOYBA:
*  WUMYHOAETNpecHs ABIDKALNA CE Ha:
- aHaMHe3a 32 XPOHHYHH HH PeKyPEeHTHH WIK JPYrH CeKCyalHO~NpeaBaHn GonecTH;
- NPOTHBOPAKOBA XHMUOTEPAITHA;
- eXXeHEeBHA WoynoTpeda ¢ anKoXoJ.
+ Ilpoanmkurenna (noseye OT 2 FOAMHK) ynoTpeda Ha NepopanHK KOBTPALIENTHBY,
»  KonuenTpaimma Ha donar (con/ecrep Ha ponnesa kucennHa) B epaTpounTHTe < 660 nmol/1;
» HekoHnTpomipan 3axapen nuaer;
«  [IpOABIDKUTENHO TIOTIOHOMYLIEHE;
«  Arvonma;
*  YecTy BArHHANHH CEKCYATHH KOHTAKTH (> 2 — 6 CEAMMMHO) WIH aHANICH CEKCYANIeH KOHTAKT;
=  MsuorobpoiisH cekCyanHy NAPTHBOPH MM IPOMAHA Ha TIOCTOSHEH NApTHROP;
» FeHnransu GpagaBunH B OPOAWIKEHHE Ha >2 CFOOMHH WIH >3 HEyCNEmHH JE€YeHHS, M0
aHAMHECTHYHH JAHHH,;
»  OTCheTBHE Ba aHAMHECTHYHY JAHHEH 33 GPaNaBHLIA N0 KOKATA B AETCTBOTO.

Cybaxymen cxreposupauy naneryedpanum (SSPE)

Hnesnara nosa e 100 mg/kg T.7., KaTo MAKCHMAJIHATA AHEBHA 1034 He TpsOBa na npepnmiasa 3 - 4 g.
IMpoxyxTeT TPAOBA KA ce NpWiara NPOXBIDKHTENHO [P PErYJAPHO NPOCNeAdBaHe Ha KARHHYHOTO
CHCTOAHHE M OLICHKA Ha HEOOXOAMMOCTTA OT YALDKABAHE Ha JIEUSHHETO.

Hayuy Ha ODHWIOKEHHE

Tosu nekapcTBEH NPOAYKT € NPeAHA3HAYEH 38 NPIIOKEHUE NIPE3 YCTaTa.

JlHesHaTa /103a € HeoOxoqMMO fa GB/e pa3npedeneta paBHOMEPHO, B PAMKHTE Ha 3 — 4 npuema.
3a yfecHABaHe HA MOCTHINAHETO TabNieTKaTa MOXeE Jia C& CUYTIH H Pa3TBOPH B MAJIKO KOJIHUECTBO
MOACANEHA BOJA, HO HE COK, KOiTo HMa Kucella cToliHoct Ha pH.

4.3. TporaBonoKA3aHHAN

. CBpBXYYBCTBHTENHOCT KbM HHO3HH alleao0eH JUMEpaHon WK KbM HEKOE OT MOMOILHMUTE
BellecTBa, H30poeHH B T. 6.1.;

. Nonarpa B octpa popma;
. IloBHineHH CTOHHOCTH HA MMKOYHATA KHCEHHA B KPBBTa.

4.4, CrenuHajIHE DpefyNpekAeHHN U NPEANA3HH MEPKHE OpH ynoTpeba

B Xxoma Ha JeYeHHETO € BBIMONKHO NMPEXOAHO NOBHINEHHE HAa M3XOJHHTE HMBA Ha NHKOYHATA
KHCE/IMHA B XPBHETA ¥ ypHHaTa, KOHTO OOMuailiHO OCTaBaT B pedepeHTHH rpaHHiH. ToBa MosHieHHe
ce orHacsi ocofeHO 3a MBXKETe W 3acTapABaulaTa MOmyJauud OT ABATA TONA W CE JBDKH Ha
KaTabonHus MeTabonn3BM HPH Y0BEKa HA HHO3MHOBHA KOMIIOHEHT 10 MHKOYHA KMCENHHA.
[TopuimenyeTo Ha HMBaTa Ha MHKOYHATA KHCEIHHA He € CBEP3AHO C JIEKAPCTBO-CBAP3aHa HHAYKUMA HA
aKTHBHOCTTA Ha C€H3MMHTS¢ WIM B elTHMHHALHOHHaTa ¢yHkums Ha Onbpemmte. Ilpe TOBA,
OPOAYKTET MOXKE J1a ¢¢ Npriara ¢ [OBHiIeHO BHHMaHHe NPH NAlHEHTH ¢ aHAMHE
nojarpa, TakaBa, KOAT0 HE € B aKTHBHA (ha3a B MEpPHOJa HA MpPHEMa Ha H30Mp
XMIIEPYPHKEMHA, ¢ YPOIHMTHa3a WIH TIPH TaKMBa ¢ HapyluieHHs Ha OnOpe
PenoBHO MOHHTOPHPaHE Ha CTOHHOCTHTE Ha NHKOYHATA KHCEJMHA,




B xonma Ha neueHwero He Moxe Ja ObJe M3KIOUEHA MOSBA HA OCTPH pPeaklMM Ha
CBPBXYYBCTBHTE/IHOCT KaTo YPTHKapHd, aHrHoemeM, aHaQHAAKCHA, KOETO H3HCKBA HezabaBHO

NpeKpaTABaHe NpHeMa Ha MPOAYKTA.
IIpoABLKATENHOTO NeYeHHe MOXE I A0BEAE A0 HedpoNHTHA3A.

B xola Ha NPOJBDKHTENTHO JICUCHHE € HEOGX0OUMO pery/apHO mpocieassaHe Ha CTOHHOCTHTE Ha
NMHKOYHATA KHCEIHHA B KpBBTA W/HIM YPHHaTa, KpHBHaTa Rap'rm-la H HA TIOKa3aTelTiTe Ha
gepHOIpoOHaTa B OLGpeaHa QyHKIHA.

To3n fekapcTeeH MPOAYKT CHABPKA MIIEHAYHO HHIUECTE, KOSTO MOXE Ja ChIBPHKA CAMO CIEIIH OT
FMyTeH H NOpaji TOBA € CYWTAaHO 3a Ge3onacHo Npu HHAMBHAM ¢ ubonMakus. [TalHEeHTH ¢ aneprus
KbM IHIEHHLIA (Pa3HYHa OT LBOIHAKHA) He TPsOBa la NPHEMAT TORa JIEKAPCTERO.

4.5. BsaamogeiicTsHe ¢ IPYIrH AeKapcTBeHu NPOAYKTH B Apyra $OpME HA B3aAMONelcTBHE

I[losHiieHO BHHMaHHE € HEOOXOAKMO MPH €AHOBPEMEHHO NPUICKEHHE ChC CIEIHUTE JIEKAPCTBEHH
NPORYKTH:

e  HHXMOHTOPH Ha KCAHTHHOKCH/IA3aTa (ANOMYpPHHON) Wi YPHKO3YPUUHH CPEICTEa,;

s THA3HIHH JHYPETHLM (XHAPOXIOPTHAZMA, XIIOPTATHACH, HHAANAMEN);

+  OpumkoBH quypeTHIM (Pypo3eMHa, eTaKpHHOBA KHMCEHHA M AD.).

IlponykrsT He TpabBa fa ce npuiara eIHOBPEMEHHO ¢ HMYHOCYTIPECHBHH CPENCTRA TIOPaIH
BBIMOKHH B3aMMOJeHCTENS Ha (apMaKOKHHETHMHO HHBO, KOHTO MOTAT /1A [FORJIHAAT TEPATICBTHIHMA
edext. Cnen NpUKIIOUBaHE HA HMYHOCYTIPECHBHATA TeParHsi € Bh3MOXHO NpHIokeHHeTo Ha HHosuy
aneno0eH THMENPaHO.

Huosun anenobeH MHMenpaHon ycunea nefiCTEBMETo Ha 3uA0BYAMH (asuaoTuMHauH /AZT/) npu
€IHOBPEMEHHO MPHAOKEHHE B PEIYNTAT Ha YBenHueHo (opMupane Ha AZT HyKICOTHAM BCIIEACTBHE
Ha noBumeHa 6HonaHOCT Ha AZT M noBHIlieHa BETpeKIeTEYHA hocdopraaips B KPhBHHTE
MOHOLHTH.

4.6. DepTHIETET, GPEMEHHOCT B KbpMeHe

Oeprunurer
Hama xanHn 0THOCHO AeiicTBreTo Ha MiHO3HH auefo6en JuMenpanon BEpxy QepTHiIHTeTa IPH XOpa.

BpemerHoct
JlunceaT naHHH OT KOHTPONMPAHHW KNHHMYHH H3HTBAHHA OTHOCHO edexture Ha MHO3MH amenobeH

JHMETIPAHON BBPXY GPEMEHHOCTTa M (JeTATHOTO Pa3BHTHE MPH XOPa, NOPaAM KoeTo NPOAYKTHT MOKE
Aa ce MpUIara no BpemMe Ha OpPeMEHHOCTTa eJHMHCTBEHO M0 JIEKaPCKO HAZHAYEHHE e NPEleHKa, Ye
NOTEHLIMATHA T10J13a 32 MafikaTa HaJBUII1aBa €BEHTYAJIHHA PHCK 34 IUIOAA H HOBOPOAEHOTO.

KnpMmene
HHo3wn anenoben npMenpaHon ce eKCKpeTHpa ¢ MadtuupoTo Miako, JlekapcTBoTo Moxe Ja ce

OpHAara no BpeMeé Ha KBPMEHE CIMHCTBCHO IO JIEKapCKO Ha3HAYEHHE Clle/l mNpeleHKa, ue
NOTEeHLMANIHA 110132 33 MAMKaTa HalBHIIABA CBEHTYANHHS PHCK 38 KbPMAYETO.

4.7. EdjexTn BLpxy cnocofEocTTa 32 mModHpane B palora ¢ MANHAR

Axumba TabneTkd He MOBIHARA MK TOBIMABA B NpeHEOpeKMMa CTETIEH CIOCOBHO
K pabota ¢ MamTUHK.



4.8. HexenanH JeKapCTECHH PeakiiHE

EauHcTBeHaTa NOCTOAHHO HAOMIOAABAHA HEKEIIAHA IEKAPCTEEHA PeaKiis, CBBP3aHa C IPHIIOKEHHETO
Ha HMHosuH anenobeH AuMenpaHoN NMpH BBE3PACTHH H B NEAHATPHYHATA NMOMyNalHS € MPeXOJHOTO
NOBHIIEHHE HA CTOHHOCTMTE HA NHMKOYHATA KMCEJIMHA B KPHBTA M ypuHara. OOMKHOBEHO Te3M
CTOHHOCTH OCTaBaT B pe(pepPEHTHHTE FPaHKilM M Ce HOPMANH3HpPaT HAKOJKO AHH CNej NpeKpaTibaHe
Ha JIEYEHHETO,

Cnennara TepMHHONOTH € (una M3NON3BAHA NPH KNAcHQUUMPAHETO Ha HEKeNaHWTE PeaKiMM 1O
OTHOIIEHHE Ha TAXHATA YeCToTa: MHOro uecTw (>1/10), gectn (>1/100 mo <1/10), newectn (>1/1 000 10
<1/100), peaxu (=1/10000 go <1/1 000), MmHoro peaxu (<1/10000), ¢ Hen3BeCTHA YeCTOTA (YECTOTATA HE
Moxe Nla Gb)e onpeAeneHa OT HANTHYHHTE JaHHH).

MedDRA SOC/qecTora Hexenana JeKapcTBeHS peaKIHA

CromanmBo-upesHH Hapymenas

YecTH [lorprimane, ragese, auckoMdopr B obaacTra
HA eMracTpHyma

Heuectn Juapus, KOBCTHIALAA

C HEeM3BECTHA YEeCTOTA bonka B roprara kopemHa obaact

Hscaeasanns

MHoro gecTu TosMineHH cTOHHOCTH HA MUKOYHATA KACETHHA

B KpbBTA H YPHHATA

Yectn INopHieny CTOHHOCTH HA KPbBHATA Ypes,
TpancaMHHA3UTe H ankaiHata ¢ocdarasza

Hapymenna Ha KOKATA H HOAKOKHATA THKAH

Yectn Obpus, npypuTyc

C HEeH3BECTHA YECTOTA EpureM

HapymeHns Ha HEPBHATA CHCTEMS

Yectn I'naBoGomnme, BepTHTO
Heuectu COMHOJIEHTHOCT, HHCOMHHSA
C HEH3BECTHA 4€CTOTa 3amasHOCT

Hapymenus Ha MYCKYIHO-CKeJIETHATA CHCTEMA
H CHEJHNHATE/IHATA ThKAH

Yectn Aprpanrus
IIcHXBEYHE HAPYIICHRAA

Heuectn HepeHoct

Hapymenns na 6u0penure u nHEKOYHETE

OBTHmA

Heuectn Tlonnypus

HapymeHnns HA HMYHHATA CHCTEMA

C Hen3BeCTHa yecToTa ANTHOCNEM, CBPEXYYBCTBHTENIHOCT, YPTHKADHA,
aHapMITAKTHYHA PEaKITHS

O6mu Aapymenns B ePeKTH HA MACTOTO Ha

npuIagKenne
YecTn YMopa, HepasnoJoxKeHHe m




CrobinapaHe Ha HONO3UPAHH HEXKENAHH PEAKIHH
Cro0imapaneTo Ha MOAO3UPAHM HEXKENIAHA PEAKIHH CJie] pa3peiiaBane 3a ynorpe(a Ha JIEKapCTBEHHA

TIPOAYKT € BaXKHO. TOBa no3po/ifBa Ja NPOJEIAKH HAOMIONEHHETC Ha CHOTHOMIEHHETO TOI3a/PHCK 32
JEeKApCTBEeHHA NpPoAYKT. OT MEHIMHCKHTE CHELHATHCTH ©€¢ M3HCKBA Ja CBHOOLIAaBaT BCAKa
NOJI03HpaHa HexeNaHa Peakuys upes:

H3nb/IHHTENHA aTeHIMA 110 ISKAPCTBATA
vi. ,,Jamsn I'pyes™ Ne 8

1303 Codua

Ten.: + 359 2 8903417

yebceaiit; www.bda.bg

4.9, Ipexo3npane

Hsma crobmiens cnyqau Ha nipenosupaHe. [lpu HeoOX0MMMOCT ce MpHIIaTa CAMITTOMATHYHO JIC4YeHHE
H TIOAXOUALIH NOANLPIKALM MEPKH.,

5. ®APMAKOJIOTHYHH CBOMCTBA
5.1. PapMakoJHHAMHYHH CBOICTBa

{apmakorepanesTHYHA Irpyna: AHTHBHPYCHH CPEAICTBA 33 CHCTEMHO IPHAOKeHHe; JJHPEKTHO
JEeHCTBAI AHTHBHPYCHH cpencTea, J[pyrd aHTHBHPYCHH CpelCTBa
ATC xon; JOSAXO05

Mexann3eM Ha JelicTBHE
Hopmanusupa HeZOCTATEYHMA HIH HAPYIICH KISTHHYHO-METHHAPAH HMYHHTET Upes:
« npeuseMKBaHe Ha Thl oTroBop, KoMTO OT CBOA CTPaHa HHHLIMHPA Y3PABAHETO H
AudeperHHpaHeTo Ha T numbounTiTe
*  NOTEHIHpPaHe HA HHAYIMPaHUTE THMPONPOTH(EPaTHBHH PeaKI[HH B MHTOT€H- HIIH AHTHT€H-
AKTHBHPAHHTE KNETKH

Huosun auenoben mamenpanon Moxyiupa uMtoTokcHaHocTTa Ha T mumdonmTuTe 1 Ha eCTECTBEHHTE
KJIETKH-yOHHIN, KakTo H pyHxummTe Ha CD8+ cynpecophure n CD4+ XeJMEepHHTE KIETKH.

Ilopuiasa 6pos Ha IgG u KOMILIEMEHT-NOBBPXHOCTHHTE MapkepH. YBenHYaBa IPOH3BOACTBOTO Ha
IL-1 # noanomara npoaykuuaTa Ha IL-2, peryapalik Br3xoaallo ekcrpecHaTa Ha IL-2 penenropa
B YCJIOBHA MH BHTPO.

VYBenuuasa enoreHHaTa cekpeuus Ha IFN-y u Hamanssa uH pHEO npoaykuusaTa va [L-4. B
AOMbIHEHHE NOTEHUMPA XeMOTaKCHCa H (arolMTo3aTa ApH HEYTPOGHINTE, MOHOIHTHTE H

makpodarute.

YCTaHOBEHO €, 4e HH BHRO HHO3HH aueao0eH JUMenpaHol NoAnoMara NoTeHIMpaHeTo Ha
NOTHCHATHA CHHTE3 H TPaHCaaLMoHHa cnocobnocT Ha HPHK Ha nuM@oupTHTe, KaTO €AHOBPEMEHHO C
TOBa HHxHOHpa cHHTe3a Ha BupycHata PHK nocpeacTeom :
* NPOMAHA B HHO3HH-MEIHHPAHOTO BKIIOUBaHE HA OPOTOBATa KHCEIHHA B [IONTHPHO030MHTE
»  MOTHCKAHE HA 3IABAHETO HA NOJMAACHINOBaTa KucenvHa kbM HPHK Ha Bupyca
»  MOJIEKYNSPHA PEOPraHH3aIMg Ha TpaHcMeMOpaHHHTE MPOTEHHOBH KOMIUIEKCH, AaHIXXHPaHH B
NPeHACAHETO HA CHrHana ypes cneurduyed T-kwiervdaen peuenrop B 1aMO
BBTPEMeMOpaHHH [LTa3MEHH YACTHEH, KATO YBEAKYABA TPHKPATHO ITETH

HHo3uH anenoben quMenpanon uaxubupa docdoanectepasata Ha HKTHIHRA
MOHOQochar caMo BB BHCOKH KOHLUEHTPAIMH B HH BHTPO YCIOBHA M TIPH HHBA,
NposBHTe Ha HMyHO(apMakoIoruuHiTe e(p)eKTH HH BHBO.



DapMakonorHiHe edexru

Huoaun anenoben nuMenpaHol € CHHTETHMHO [TYPHHOBO NPOH3BOAHO ¢ HMyHOMOLYIHPANIH A
NPOTHBOBHPYCHH CBOJ#CTBA, KOHTO BOJAT JI0 YCHJIBaHE Ha HMYHHHS OTTOBOP Ha OpTaHH3Ma.

5.2. DdapMaKOKHHETRUHHA CBOHCTBA

Abco
Cnea nepopanno npunoxerne HHo3uH auenober auMenpanon ce abcopupa 61p30 u meaHo (290%).

Pasnpenenenne
ITpeminaga B 3HauHTeneH GpoH TenecHH THKAHA, KaTO Hal-rojeMA KonuvecTa Ha Hensszan MHoznH

auenobes NMMENpPaHO ce YCTaHOBABA B Gubpewwre, Gennd U yepHus apos, crpuero, nanaka,
TECTHCHTE, NMAHKPEAaca, MOIbKA H CKEJIETHATA MYCKYJ1aTypa.

Buotpancdopmaiing

Cnen npeeM Ha jAHeBHa Jio3a oT | g npH uoBeka ca yCTaHOBeHH cnenuute meraGonutH N,N-
JumernnamuHo-2-nponanon (DIP) n p-aneramupoGensoeHa kucenuHa (PAcBA), kato TexHuTe
I1a3MEHA HUBA ca Omnu 3,7 meg/ml Ha 2P vac cen npueMa H 9,4 mcg/ml Ha 1™ vac cien npuema,
CBOTBETHO.

JannMTe OT KIHHHYHA H3MMTBAHMA NpM XOpa [OKA3BAT, Ye MAKCHMAJHOTO MOBHIICHHWE Ha
IJIa3MEHHTE KOHIICHTPAMH HA IHKOMHATA KHCEMMHA KaTO MapKep 3a BHECEHOTO B OpPraHH3Ma
KONMMYECTBA WHO3HWH HE MOKA3BA JIMHEEH XapaKTep H B PAMKHTE Ha 3 Haca cie mpHeMa BapHpa B
rpanunmTe £+ 10%.

TIpu yoBeka ocHoBen MeTabonT Ha DIP ¢ N-okcHz, a Ha PACBA - 0-allairiioKypoHHA,

EnuMunnpane
Cren nprem Ha 103a ot 4 g B steady-state ycnosus, 24-9acoBata exckpers ¢ ypuaara Ha PAcBA n
HEHHHAT OCHOBEH MeTabonuT AocTHra 85%.

95% oT ycTaHOBEHATA PAaZMOAKTHBHOCT B YPHHATA, ThKaula ce Ha DIP ce peammsupa ot
HemeTabonusupanna DIP u nerosua N-okcua.

BpemeTto Ha nomy:kueoT Ha DIP e 3,5 4., a 3a PAcBA — 50 min.
5.3. Ilpegxkanauyvnn AaHHEH 32 6e30MaCHOCT

B m3cneasanns BBpXy KHBOTHH € YCTAHOBEHO, € CTONHOCTHTE Ha cpeaHara netanHa 103a (LDso)
Ha[BHIIABAT MAKCHMAITHATA TEPANCBTHYHA 103a NPH Xopa cpeano 50 mbTh.

Hiama paHHM 33 MyTareHHa aKTHBHOCT H KAHLIEPOT€HEH MOTEHITHAL.

He e ycTaHOBEHO TEpPaTOr€HHO M eMOGPHOTOKCHYHO AEHCTBHE, KaKTO M HEONaronmpuaTHH ePeKTH
BBEPXY (epTHIHTETA, GPeMEHHOCTTa H PAKAAHETO.

6. PAPMANIEBTHYHH AAHHH
6.1. ChnHcHK HA IOMOIEHETE BEIIECTRA

IMimenuyHO HAIIECTE
IToBuaoH

Uenynoza, MHKpOKpHCTATHA
Inunieponos aubexenar
MarHesues creapat

6.2. HecnBMecTEMOCTH




He ca 13BecTHU.

6.3. Cpox ma regmocr

3 ronuHu.

6.4. CnensajHA YCJIOBHS HA ChbXpsSHEHHE
Ipu Temneparypa nox 25°C.

6.5. Baa R chbaLPKAHEE HA ONAKOBKATA

benu fo nourn 6enu, NPOXLIroBaTH, ABOHHO H3MBKHAIH TAGAETKH H C JIeK aMOHAYEH MHPHC.
15 Tabaerkn B 6amcrep ot 6ano senpospatiio PVC/PVDC u anyMuHHEBO thoHo.

JlBa, TpH H1IH 9eTHpPH O/IHCTepa ¢ NTHCTOBKA 3a MALHMEHTa B KAPTOHEHA KYTHA.

He BcHuku onakoeky Morar ga (bAaT MyCHATH Ha nasapa.

6.6. CnenmajJHm NpeANA3HH MEPKH IPH HIXBLPJRHE H paboTa

Hsma cnenHanHy M3HCKBAHHA.

7. IIPHTEXATEJI HA PASPEINIEHHETO 3A YIIOTPEBA
Anndapm EAJT

6yn.Cumeonoscko mwoce 130
1700 Codmsn, Brarapus

8. HOMEPHA PASPEINIEHHETO 3A YIIOTPEBA
Per.Ne

9. JIATA HA ITEPBO PA3PEIIABAHE:

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

OxromepH 2021




