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2. KAYECTBEH A KOJIMYECTBEH CbCTAB

Bcska Tabnetka cprabpxka S00 mg HHO34H auenobeH aquMmenpaHon (inosine acedoben dimepranol).

IToMoOlLIIHH BelllecTBa ¢ U3BECTHO IeHCTBHE:
IIlneHH4YHO HHULLECTe

3a MbJIHUA CIMMUCHK HA MOMOLIHUTE BELIECTBA, BHKTE TO4YKa 6.1.

3. JIEKAPCTBEHA ®OPMA

Tabnerka

benu no noutu 6enu, KpbIIK, IIOCKU TabJIETKH C JIEK aMOHAYEH MUPUC.

4. KJ/IMHHUYHHU JAHHH

4.1. TepaneBTHYHH NOKA3aAHHS

NHoBupekc TabsieTKH € nMoKa3aH 3a 1eYEHUE WK NMOBJIMABAHE HAa MOTHCHAT WJIH YBPENEH KJIeThUY€eH
UMYHHUTET U KJIMHHUYHUTE NMPOSBU Ha BUPYCHH HHEKILIMHU KaTO:

e  TI'PHIl H BUPYCHH HH(EKLIMK HA AUXATEJIHUTE MbTHILA;

e  Xepnec CUMILIEKC H Xeprec 30¢Tep HHEKLIMH;

° &¢TD3EH CTOMATHT,

. B KOMIUIEKCHATa Tepanusi Ha reHUTaJlHU OpanaBuLH (KOHAWJIOMATa aKyMHHATa) KaTo
JOMBbJIHEHHE KbM KOHBEHLIMOHAJIHUTE JIOKAJIHH WJIH XUPYPrU4HH NMPOLICAYPH:;

e  KOXHO JIMTaBUYHH, BYJIBOBarHHAJIHH (CYOKJIMHHYHA W35Ba) WIH €HAOLUEPBHKATHO-CBbP3aHH C
YOBELIKH ManujioMa BUpYC HHPEKLHH;

e  BHUPYCHH XENaTHUTH;

e  HMH(PeKUHO3HH 3abonsaBaHus (pydeona, Bapuuena, MOpOWIH, 3ayLLKa);
e  LIMTOMErajloBUpyCHa HH(EKLM;

e  HMH(PEKLHO3HA MOHOHYKJIE03a;

e  MOAOCTBHP CKJIepO3upalll naHeHUedanIurT.
4.2. Jl03MpOBKA H HAYHH HA NPHJIOXKEHHE
Jo3upoBKa

JIHeBHaTa n03a ce onpenesis B 3aBUCHMOCT OT YHMCTOTO TejleCHO TerJo (6e3
MalMEeHTa W TEXKECTTa Ha 3a00JIIBAHETO H C€ NpHEMa B HAKOJIKO PaBHOMEPHH NpPH

BTJHPGC!HHH Uujauya 6 cmapieckda ev3pacm



[MpenopvunTenHaTa aHesHa ao3a € 50 mg/kg 1.1. (1 Tabnetka 3a 10 kg TenecHo Terno), npuera B

HAKOJKO (3 — 4) paBHOMEPHH NpHEMa.
MakcuMansarta aAHeBHa 103a (0OMKHOBeHO 3 g JHEeBHO) He TpAaOBa Aa HaaBHlLaBa 4 g.

Heouampuvna nonyrayus
Heua nan 1 ronuna - obyyaiHaTa nHeBHa no3a e 50 mg/kg T1.1. (1 Tabnerka 3a 10 kg TenecHo rerno),
NpueTa B HAKOJKO {3 — 4) paBHOMEpPHH npHema.

Heobxoaumo e na ce npeun3npa Aald JETETO MOXE J1a NpreMa npoaykKra noja gopmara Ha Ttabnerka.
[TponykTsT ce npeanara ¥ B ApYry nekapcTseHH GopMH (CHpPON M Npax 3a NepopalieH pa3TBop), KOHTO
¢a NO-NOAXOAALIH 32 MPUIIOKEHHE MPH AeLa.

1 pOABLUKHTEIHOCT Ha JIEYEHHETO

Ocmpu 3aborssanun

ObuuaiiHaTa NPOABLDKUTENHOCT HA JiedeHHeTo ¢ S -14 nuM npu 3abonssaHug ¢ Obp30 paseuthe. To
Tpabpa Aa nmpoawnku | — 2 OHU chiel OT3IBydYaBaHe HAa KJIMHWYHATa CHMITTOMAaTHKa WIH MO-ABJArO
criope]l NpeLieHKaTa Ha Jiekaps.

Bupycrnu 3abonaeanus c npompaxupano npomuyane
JleueHueTo TpabBa aa NMpoABLKK | — 2 ceAMMLM clea OT3BY4YaBaHE Ha KIIMHUYMHATA CHMMNTOMATHKA
WM MO-ABJICO B 3aBHCHMOCT OT MPELICHKATA Ha NICKapA.

Pexypenmnu 3abonseani

« Hauanna d¢aza —~ HeobxoauMo € aa ce cnaeaBaTr TMPENOPLKHATE, OTHACHUIA CE€  KBbM
MIPOAB/DKHTEIHOCTTA Ha JICYEHHE NPH OCTpH 3a00N1ABaHMA.

o [Iloanbpkallo neyeHue — OHEBHATa A03a MoXe na 6baoe Hamanena jgo 500 — 1000 mg (1 - 2
TabneTkn).

» Ilpu nospa Ha HA4YaJIHH NPU3HALIM HA PELIWMB JIUEHHETO 3aroUBa C NpenopbYBaHaTa JHEBHA 1034
npu OCTpH 3abonaBaHud, KOATO € HeoOxoaumo aa ce npwiara | — 2 OHM cilen OT3By4YaBaHe Ha
KITHHHYHATE npoaBy. [Ipy HykJaa KypchT Ha JIEYEHHE € NTOBTAPA HAKOJKO NMBTH B ChOTBETCTBHE C
OLICHKATa Ha KIIHHHYHOTO ChCTOSHHE H NIPENOPBKUTE Ha JIEKapA.

Xponuunu 3aboaseanus
IlpenopbupaHaTa aHeeHa no3a € 50 mg/kg T.T., KOATO ce npunara KakTo cheasa:

IIpoTHuane Ha 3a0019BAHETO IpoaABLKATETHOCT HA IIpoan/IXHTEIHOCT HA
npHeMa NpeKbLCBAHETO
ACHMIITOMaTHYHO 30 qHu 60 aum
Jleko u3pa3eHy KIMHHYHH CUMITTOMHU 60 nau 30 auu
Texko HapazeHH KIHHHYHH CHMITTOMH 90 nHH 30 nHu

Ta3u cxeMa Ha neueHue Moxke Aa ObAc NOBTOpPEHA NMpU HEOOXOAMMOCT, KaTO NalUEeHTHT TpAOBa na
Obae npocneasBaH ChIMMACHO YKa3aHHATA 38 PEKYPEHTHH 3abonsasanus.

CneunanHy nokasaHus

Konounomama axymunama unu eHOOYEPBUKATHO-CEbP3AHRU UHMEKYUU C YOBEUIKYU NANUAOMA 8UDYC
(HPYV)

IlpoaykreT ce npunara B AHEBHa no3a 3 g B npoawDKeHHe Ha 14 — 28 nHM, caMOCTOATEAHO WIH B

ChC CICAHATA BPEMEBa CXEMA:
+ Hucko-puckoBH NaUMEHTH (MMYHOKOMIETEHTHH KL WM NALMEHTH C HUCH
NPOXYKTHLT CE MpHnara B NpoAnKeHHe Ha 14 — 28 nHK, KoeTo OOMKHOBEHO
MAaKCHMATHO CBOTHOLUEHHE M3YHCTBAHC/PELMAMB Ha JIC3HUTE 32 2 WIH
NPEYCTAHOBIBAHE HA JICYEHHETO, O3 NpuiaraHe Ha JIpyryd JEKapCTBEHH Cpell




» Bucoko-puckoeu nauneHTH* (1MLa ¢ UMYHEH AePHLNT WK NALIMEHTH C BUCOK PHUCK 33 PELIMAUB) —
NPOAYKTET C€ MPUNAra 5 JHY CEAMHYHO, B 2 NMOCAEA0BATENHY CEAMULIM HA Mecell, B NPOABJIXKEHHE
Ha 3 Mecela, KOeTO OOMKHOBEHO BOAH A0 MAaKCHMATHO CHOTHOUICHHE H3YKCTBaHE/pelMAHB Ha
ne3nuTe J0 Kpasd Ha 3™ Mecel OT neveHHeTo.

[locoueHaTa TepaneBTHYHA CXe€Ma MpU HEOOXOAUMOCT MOXe Aa OnLae NoBTapaHa, a NMpOCACIABAHETO
HA NALHEHTA CE U3BBPIUBA B CHOTBETCTBHE C MPENIOPHKHTE, MOCOUYEHH NIPH PEKYPEHTHH 3a0014BaHHA.

* [Tpodrnute Ha NALUEHTHTE C BUCOK PUCK WIX LUEPBUKATHA QHCIUIA3MA WM C reHHTanHn OpanaByLy
BKJIOYBA!
»  MMYHOAENpPEeCcHA ARXKaLla Ce Ha :
- aHAMHE3a 332 XPOHUYHH HMJTH PEKYPEHTHH WIH APYTrH CEeKCyalHO-NpeaaBaHi 00necTH;
- NMPOTHBOPAKOBA XUMHOTEPANNA;
- e3KeAHeBHA 3n10ynoTpeba ¢ ankoxon.
» IIpoabpmxkurenHa (noBede ot 2 roAMHK) ynorpeda Ha nepopaiHd KOHTPAUETITHBY ;
» KoHueHTpaums Ha ¢onat (con/ectep Ha ponHeBa KUCEIHHa) B epUTpolTUTe < 660 nmol/l;
» HexoHTponupau 3axapeH auaber;
* [IpoaABIDKUTENHO TIOTIOHOMYLIEHE;
«  ATtonus;
»  YecTH BarMHaHKU CEKCYAJTHM KOHTAKTH (2 2 — 6 CEAMHYHO) WIH aHATIEH CEKCYalleH KOHTAKT;
*  MHOrobpoitHn cexcyanHm napTHLOPY WM NIPOMAHA HA MOCTOAHEH NMAPTHLOP;
» [‘eHuTanHn OpanaBylM B NPOABDKEHHE HA > 2 IOAMHY WIH > 3 HEYCHELHHM JIEYEHHA, 110

aHAMHECTHYHH NaHHH,
» (OTCcHCTBHE HAa AaHAMHECTHYHM NAHHH 34 6pauasuun [0 KOXKAarta B ACTCTBOTO.

Cybaxymen cxreposupaw nanenyeparum (SSPE)

HuesHara no3a € 100 mg/kg T.T., karo MakcHManHaTa AHEBHA J103a He TpaOBa Aa npeBuILasa 3 - 4 g,
IlpoaykTsT TpAbGBa Aa ce mpuara NpoabIKUTENIHO NPU PeryaspHoO NpoCieasBaHE Ha KIWHHYHOTO
CBHCTOAHHME Y OllIeHKa Ha HeOoOX0AUMOCTTA OT YAB/DKABAHE HA JIEYEHHETO,

Hauun Ha npunoxeHue

To3u nekapcTBeH NpOAYKT € NpeAHa3HAuYEH 3a NPUIIOXKCHHWE TNTPE3 YCTAaTa.

JHeBHaTa no3a e HeobxoanMo aa 6bae paznpeaeneHa paBHOMEPHO, B paMKMTE Ha 3 — 4 npueMa B
yacosere Ha foabpcTBaHe.

3a ylleCHABaHE HAa NOTNbHIAHETO TabaeTKaTa MOXE J1a C€ CHYIMH H Pa3TBOPH B MAJIKO KOJIHUYECTBO
nojciageHa Bojaa, HO HE COK, KOWTO WMa Kucena ctoiiHocT Ha pH.,

4.3. IlpornBonoxa3zanus

. CBpBXYYBCTBHTENIHOCT KbM HHO3HH aueao0eH JUMenpaHoil WK KbM HAKOE OT NOMOILHHTE
BEUICCTRE, H30POEHH B T. 6.1 ;

. [fonarpa B octpa gopma;

. [ToBHlI€eHN CTOHHOCTH Ha NMUKOYHATA KHCEIHHA B KPbLBTA.

4.4, CnenHa/IHH NPpEeAYNPEKACHHA H NPEANAIHE MEPKH NPH yNnorTpeda

B x0na Ha neyeHHUETO € Bb3IMOXKHO NPEXOIHO MOBHILEHHE Ha U3XOHWTE HUBA HA TIHKO4YHATA
KHCENHHA B KpbBTa H YPUHATA, KOUTO 0OM4aiHO ocTaBaT B pedepeHTHH rpaHHLH. ToBa NoBHINEHHE
ce OTHAcH 0COOEHO 3a MBKETE M 3acTapaBalllaTa NOMyalua OT JABATa Noja W ce AbJO)KH Ha
kaTabonHHA MeTabONM3IBM NPH YOBREKA HA UHO3HMHOBHA KOMIIOHEHT A0 MMMKOYHA KHCEJIHHA
[loBuINEHHETO HA HUBATA HA NMUKOYHATA KUCEJIMHA HE € CBLP3aHO C IEKapCTBO-CBbLP38AT Yk
AKTHBHOCTTA Ha €H3UMHTE WIH B €JIMMHWHALIMOHHATa PyHKkuMa Ha 6x6peunTe. [pe fots
APOAYKTBHT MOXKE Ja C€ NpUaara ¢ NOBUILIEHO BHUMaHHE NPH NAlLHEHTH ¢ aHaMHEETY
[oaarpa, TaKkapa, KOSTO HE € B akTHBHa (a3a B mepHoJa Ha NpHeMa Ha U3CTIPHHOB N
XMIEPYPUKEMUS, C YPOJIUTHA3a WK [TPH TAKMBA C HapylUeHHs Ha 6LOpeunaTa QiyR

PCAOBHO MOHHTOPHPAHEC Ha CTOMHOCTHUTE Ha MMKOYHATA KHCEJIHHA. % Dyl
7 \¥:
“




B xona Ha 1eueHHETO HE MOXKe a ObAe W3IKINOUEHA NOABa Ha OCTPH PeakLUH Ha
CBPBXUYYBCTBHTEJIHOCT KaTO YPTHUKAPHA, aHTHOEAEM, aHaQWIaKCHA, KOETO H3UCKBa He3abaBHO

NpeKpaTABaHe NpUemMa Ha NPOIYyKTa.

[1poabKUTENHOTO JIEMEHHe MOXe Aa JoBee A0 He(polHTHa3a.

B xo1a Ha NpOABLJDKHTENHO JIEYeHHE € HEOOX0AUMO PEryaspHO NpOCNEASBAHE HA CTOMHOCTHUTE Ha
NMHKOYHATA KHCEJIMHA B KPLBTA W/WIH YPHHATA, KPBBHATA KAPTHHA H Ha MOKA3ATENMTE HA

yepHoApoOHaTa M 6bOpeuna PpyHkumA.

To3u nekapcTBeH NPOAYKT ChAbPHKA MIUIEHUYHO HUIIECTE, KOETO MOXKE J1a ChABPKA CaMO CNEAH OT
IIYTEH M TIOpaay TOBa € CYMTAHO 3a 6e30MmacHO NpH HHAMBUAM ¢ UboaHaKkuA. [launenTH ¢ aneprus
KbM MIUEHHLA (pa3iiidHa OT LbOAUAKWg) He TpabBa na NpHeMaT TOBa J1EKapCTRO.

4.5. B3anMoaeHCcTBHE C APYIrH JIEKAPCTBEHR NPOAYKTH B APpYrH GOpMH Ba B3aHMoOJeHCcTBHE

IloBMineHO BHMMaHHE € HeoOX0aANMO NpH EQHOBPEMEHHO NPUIIOKEHHE ChC CNEeAHUTE NeKapCTBEHM
MPOAYKTH:

e« HWHXUOHTOPH Ha KCAHTHHOKCHIA3aTa (ANONYPHHON) WIH YPHKO3YPHYHH CPEACTBA;

e  THA3WIAHMU OHYPETHLM (XMAPOXJOPTHA3HA, XJIOPTATHAOH, HHAANAMHA);

o OpHUMKOBH AUYpPETHLH (Pypo3eMHI, CTAKPHHOBA KUCENHUHA H JIp.).

[IpoagyxTeT He TPAOBA Na ce Mpuaara eAHOBPEMEHHO ¢ HMYHOCYIIPECUBHU CPeACTBA Nopanu
Bb3MOXHH B3aMMOACHCTBHA HAa (APMAKOKHMHETHYHO HUBO, KOMTO MOIaT J1a NMOBIHAAT TEPAN¢BTHYHHSA
edexT. Cea OpUKIIOUBAHE HA UMYHOCYNIPECHBHATA TEPAITHS € Bb3MOXKHO NPHIOKEHHETo HA UHO3UH

aneaoOeH TUMENpaHo.

HHo3uH anenobeH AMMenpaHos YCHIIBa AEHCTBHETO HA 3HAOBYAKH (a3Ua0TUMBANK /AZT/) npu
€IHOBPEMEHRHO TIPUNIOKEHHE B pe3yJITaT Ha YBRENHUEHO hopMHUpaHe Ha AZT HykIleoTUAH BClIEACTBHE
Ha NMoBHUIeHa OMOHANHYHOCT Ha AZT ¥ noBHlleHa BLTpeKneTbYHa Gocdoprnalivig B KPbBHHTE

MOHOLIHTH,
4.6. DepruanTeT, 5PEMEHHOCT H KbpMeHe

DepTUIHTeT
Hsama naHHO OTHOCHO AcicTBHETO HAa MUHO3MH aueniobeH auMenpaHon BupXy GepTHANHTETA NIPH XOpa.

bpemeHHOCT
JInnceaT AaHHH OT KOHTPOJHpaHH KIHHUYMHHU H3MTHTBAHUA OTHOCHO edrekTHTe Ha MHO3MH atenoben

DUMENPaHoN BbpXY OpeMEeHHOCTTa M (PETATHOTO pa3sBUTHE NPH XOpa, NOpaJHd KOETO NMPOAYKTHT MOXKE
na ce npHiara Ao BpeMe Ha OPEMEHHOCTTa AMHCTBEHO MO JIEKAPCKO Ha3HAYEHHUE CEA NPeLEeHKa, Ye
MOTEHLIKATHA 107132 3a MailKaTa HaJABHIIABA €BEHTYA/HHA PHCK 3a L1042 H HOBOPOOAEHOTO.

KbpmeHe

HMuo3uH auenobeH aumenpaHon ce eKCKpeTHpa ¢ MaiuMHOTO MNAKO. JlekapcTBOTO MOXe aa ce
NPpUIAra rno BpemMe Ha KbpMEHE €IMHCTBEHO MO JICKAPCKO HAZHAYCHHE ClIel NPELIEHKa, Ye
NOTEHLMAHA 110J13a 38 MalKaTa HAABHIIABA EBEHTYAJIHUA PHCK 3a KbpPMAaueTo.

4.7. EtexTn 8bpXy cnocobHocTTa 3a modpupane H padbora ¢ MAIIHHA

HMHoBHpeKkc TabneTKH HE NOBIIMABA WM NOBJIMABA B NpeHeOPEKKUMa CTENEH CNoC
moupaHe U paboTa ¢ MalIKHM,



4.8. Hexenann 1eKapcTBeHH PeaKIHH

ExuHcTBeHaTa nocTosHHO HabogaBaHa HexXXenaHa iekapCTBEHa peakliia, CBbp3aHa ¢ NMPUIIOKEHHETO
Ha MHO3UH allen06eH AMMENPaHoA NPH Bb3PacTHH U B MEAHATPUYHATA NONYAALMS € NPEXOAHOTO
NOBHillEHHe HAa CTOMHOCTHTE Ha NHKOYHATAa KMUCETMHA B KPbBTa W ypuHaTa. OOHKHOBEHO TE3H
CTOMHOCTH OCTAaBaT B pe)epeHTHHTE MPaHHKLIM K C€ HOPMaJIH3WpaT HAKOJIKO JHH ClIEd NPEKPaTARAHE
Ha JICUYECHHETO,

CnenHata TEpMHHONONHS € buna K3non3BaHa MpH KIACKQHLIMPAHETO HA HEXKENAHUTE PEAKLIUM MO
OTHOLIIeHHEe Ha TAXHaTa yecToTa: MHoro yectH (>1/10), yectu (>1/100 no <1/10), vewectn (>1/1000
1o <1/100), peaxu (>1/10000 no <1/1000), muoro peaku (<1/10000), ¢ HenzBecTHa UecTOTA
(yecTOoTaTa HE MOKE Aa Oblie onpeaeneHa OT HAUTMYHHUTE NaHHMK).

MedDRA SOC/4ecToTa Hexe1ana JIeKAPCTBEAa peaKuUHs
CTOMAIIHO-YPEeBHH HAPYIIICHHS
YectH IloBpblnane, raaeHe, AHCkoM$opT B obnacTra

Ha eNnHracTpuyMma

HeuectH Hnapnsa, KOHCTHRAIINA

C HeM3BeCTHA YeCcTOTa bonka B rOpHaTa KOpeMHa obnacr
HicneaBanns

MHoro uectu [ToBulLIeHH CTOMHOCTH HA NUKOYHATA KHCeTHHA

B KPBBTA H YpPHHaTa

Yectn [loBullieHH CTOHHOCTH HA KPBBHATA Yped,
TPaHCAMHHA3HMTE H ankaiHaTa docdarasa

Hﬂp}’ﬂlﬂﬂlﬂl Ha KOKATA H NNOJAKOXKHATA THKAH

YecTH O6puB, npypuTyc

C HeH3BeCTHA YeCTOTA Epurem

HapymeHHs HA HEPBHATA CHCTEMA

Yectu I'naBobonue, BepTHIO
Heuectn COMHOJIEHTHOCT, HHCOMHHS
C Hen3BECTHA YECTOTA 3aMaaHOCT

Hapynmienus Ha MYCKYJTHO-CKEJICTHATA CHCTEMA
H CLEeAHHHTETHATA THKaH

YecTH Aprpanrus
IIcHXHYMHH HAPYINEHHSA

HeuecTH HepsHoct

Hapymenus Ha 6u0penHTe B NHKOYHHTE

NbLTHILA

HeuecTn [Tonnypus

Hapymenns Ha HMYHHATA CHCTEMA

C HeM3BEeCTHA 4YeCTOTa AHrHOENEM, CBPbXUYBCTBHTENHOCT, YPTHKAPHA,

aHa(HNAKTHYHA peaKUHA

O0mu napymenHs H ePeKTH HA MACTOTO HA

NpHJI0KEHHE
YecTH YMoOpa, Hepa3MnoaoKeHHS




Crob11aBaHe Ha NOJO3UPAHH HEXKENAHH PEaKLHK

C1o0wasaHeTo Ha NOJO3UPAHHN HEXKENaHH PeaKkLMH Clie/l paspellaBaHe 3a ynoTpeba Ha teKapCTBEHHSA
NPOAYKT € BaXHO. TOBa NO3BONABA 1a NPOAL/DKH HaOIKOAECHHETO Ha ChOTHOLIEHUETO NMON3a/pUCK 32
NEeKapCTBEHHs NPOoAYKT. OT MeAHLIMHCKHTE CMELIMAJIMCTH C€ H3HCKRA Ja choOlaBaT BCAKa
MOoAO3UpaHa HEXKENlaHa PeaKlMa Hpes:

M3nbaHHTEIHA areHUus 110 IEKapcTBaTa
ya. ,,Jaman ['pyes® Ne 8

1303 Codusn

Ten.: + 359 2 8903417

yebcahT: www.bda.bg

4.9. Ilpeaosupane

Hama cvobiienn cnyvan Ha npeaosupane. [1py HeobXoauMOCT ce npuiara CHMIOTOMATHYHO JIEYEHHE
W NOAXOAAINH NOANBbPXKALIH MEPKH.

5. ®OAPMAKOJOIHYHU CBOUCTBA

5.1. PapmakoaHHAMHYHH CBoiicTBa

PapMaxkoTepanesBTHYHA rpyna: AHTHBHPYCHH CPEACTBA 3a CHCTEMHO NpWoxkeHHe; JInpekTHo

NEHCTBRALLH AHTUBHUPYCHH CPECACTEBA, Ilp}’l"lfl dHTHBHDPYCHH CpEACTBA
ATC kon: JOSA X05

MexaHH3bM Ha JeHcTBHE
HopMmanuaupa He10CTaTHLHHHA WM HAPYLIEH KACThYHO-MEAHUPAH HMYHHUTET pes:
« npeausBydkBaHe Ha Thl oTroeop, KOHTO OT CBOA CTpaHa HHHLIUMPA Y3PABAHETO U
andepenunpanero Ha T nuMdounTure;
e MOTEHUHPAHE Ha HHAYLUHpPaHUTE NUMGPONPONHPEPATHBHH PpeakKUH B MUTOT€H- WIH 8HTHI€H-
AKTHBHPAHHTE KIETKH.

HHo3uH aueaobeH AMMEnparlon MOAYJIHPa UMTOTOKCHYHOCTTA HA T nMMQOLIMTHTE H Ha €CTECTBEHHTE
KIETKH-yOHHLN, KakTo M pyHKkuuHTEe HA CD8+ cynpecopHute u CD4+ XennepHUTe KIETKH.

[ToBuwiaBa Oposa Ha IgG H KOMILIEMEHT-NOBLPXHOCTHHUTE MapKepH. Y BeAUYara NpOW3BOACTBOTO Ha
IL-1 » nognomara npoaykumara Ha IL-2, perynupaiku Bb3xoasuo ekcnpecusta Ha IL-2 penentopa
B YCJIOBHA HH BHTPO.

YBennuasa engoreHHarta cekpeuus Ha IFN-y u HamansaBa UH BUBO npoayKuuaTa Ha [L4. B
LOMBIHEHHE MOTEHLMPA XEMOTAKCUCa U daroumnTo3ara npH HeyTpoduiuTe, MOHOLIMTHTE H
Makpodarure.

YCTaHOBEHO €, Y€ HH BUBO HHO3MH aLenoben auMenpaHon noAnoMara noTeHUHPaHEeTO Ha
MOTHCHATHA CHHTE3 KU TpaHcauKoHHa cnocodHocT Ha HPHK Ha nuMmdouuTHTe, KaTO eAHOBpEMERHO ¢
TOBA HHXUOHUpa cuHTe3a Ha BUpycHaTta PHK nocpeacTeom :
e MPOMsAHA B HHO3HH-MEAWHPAHOTO BKJIIOYBAHE HA OpOTOBAaTa KHCeNIHA B NONUPHOO3IOMHTE;
e MOTHCKAHE Ha 3aJaBjAHETO Ha NoNHaneHWIoBaTa kucenuHa koM HPHK Ha BHupyca;
»  MOJIEKYJIApHA peopraHH3alMa Ha TPaHCMEMOpaHHHUTE NMPOTEHHOBH KOMIUIEKCH, AHTaXKMPaHH B
NpeHacAHETO Ha CHrHana yupes cneuuduyeH T-kneTbvuen peuentop B 1HMQO '

HUHo31H anepober numenpaHon nexubupa docdoauectepasata Ha LUKJIHYHHA
MOHOGdochAaT caMO BbBR BHCOKH KOHUEHTPALIMY B HH BUTPO YC/IOBHA H MPH HUB
MPOABUTE HA KMYHODAPMAKOIOrHUHHTE €(DEKTH HH BHBO.




DapMakoOrHYHH ehekTH

MHo3uH alenobeH AMMenpaHos € CHHTETHYHO ITYPHHOBO MPOK3BOAHO C HMYHOMOIY/IHPALUH H
MPOTHBOBHPYCHH CBOHCTBA, KOMTO BOAAT A0 YCHJIBAHE HA HMYHHHA OTTOBOP HA OpPraHH3MA.

5.2. PapMAKOKHHETHYHH CBOHCTBA

Abcopbuuns
Cnen nepopantio npunokeHHe MHo3MH auenobeH gumenpanon ce abcopbupa 61p30 M bitHO (290%).

PasnpeneneHue
[Ipemynana B 3HAYHTENEH Opoii TeleCHH ThbKaHH, KaTO Hal-rofleMH kosauvecTea Ha Oens3aH HHoO3uH

auenobeH AMMenpaHon ce ycraHoBasa B Ou0peunTe, 6enus 1 yepHua apob, cbpuero, fanaka,
TECTHCHTE, MaHKpeaca, MO3bKa H CKEIETHATa MYCKYJIaTypa.

buorpanchopmanms

Cnen npdeM Ha OHEBHA 103a OT | g NpW 4YOBEKa Ca YCTAHOBeHH cneaHure mertabonutn N,N-

aMMerunamuno-2-nponaHon (DIP) v p-aneramupobeHzoeHa kucendHa (PAcBA), karo TexHure
-BH

I1a3MeHH HuBa ca 6unu 3,7 meg/ml Ha 27" vac cnen npuema u 9,4 meg/ml Ha 1™ vac cnen npuema,
CBLOTBETHO.

JIaHHWTE OT KJIMHHYHH H3NWTBAHUS MNPH XOpa MNOKAa3BaT, 4€ MAKCHMMANHOTO MOBUIUIEHHE HAa
Na3sMEHHUTE KOHLUEHTPAUMH Ha MMUKOYHATA KHCENHHA KATO MapKep 3a BHECEHOTO B OpPraHM3Ma
KOJIHMECTBA HHO3HH HE MOKa3Ba JIMHECH XapaKTEep W B PAMKHTE Ha 3 uaca cJeR NnpHeMa Bapupa B
rpanuumTe + 10%.

[Tpu yoreka ocHoBeH MeTabonut Ha DIP e N-okcua, a Ha PACBA — o-aumnrnmokypoHua.

EnnMunnpane
Cnen npueM Ha 103a OT 4 g B steady-state ycioBHa, 24-4yacoraTa EKCKpeuys ¢ ypuHaTta Ha PACBA u

HefiHHAT OCHOBEeH MeTabonut noctura 85%.

95% oT ycTaHOBEHATa paAHOAKTHBHOCT B YpHHaTa, Abbkalta ce Ha DIP ce peanusupa ot
HeMeTabonusupanusa DIP u Heroeus N-okcua.

BpemeTo Ha noay:HBOT Ha DIP ¢ 3,5 4., a 3a PAcBA - 50 min.

5.3. IlpeakJHHHYHH JAHHH 33 0e30NMACHOCT

B uscnensaHusa BLPXY )KHBOTHH € YCTAHOBEHO, M€ CTOHHOCTUTE Ha cpeaHaTta aeranHa no3a (LLDs)
HaJBMILABAT MAKCUMAJTHATA T€paneBTHYHA A03a NPH Xopa cpeaHo 30 mbTH.

Hsama nannM 3a MYyTarcHHa akTHBHOCT U KaHLCPOI'CHCH NOTCHLIHAJ.

He e ycTaHOBEHO TEPATOreHHO U EMOPHUOTOKCHYHO J€HCTBHE, KAKTO H HeONAaronpHATHH €PEKTH
BLDXY (epTHAHTETA, OPEMEHHOCTTA H paXKIaHETO.

0. PAPMAINEBTHYHHU JAHHHU
6.1. Cnacbk HA NOMOIIIHHTE BelllecTBA

IlmeHWyHO HULIECTE
IloBnaoH

Llenynosa, MUKpOKpHCTaIHA
[ muueponos nubexeHar
MarHe3Hnes creapar




6.2. HecnrBMECTHMOCTH

He ca u3BecTHH.

6.3. Cpokx Ha rogHocr

3 rOOHHAY.

6.4. CnenHanHH YC/JOBHA HA CbXPAHEHHE

[1pu Temneparypa nox 25°C.

6.5. BHA H ¢cbADpKAHME HA ONIAKOBKATA

10 Tabnerku B 6nucTep ot HenpospauHo, 6ano PVC/PVAC/Al ¢oauno unu PVC/Al ponmno.
JIiBa, TpH, yeTHPH WK NeT OUcTepa ¢ IMCTOBKA 3a NalldeHTa B KAPTOHEHA KYTHA.

He BcHukH onmakoBk# Morart ga Ovaar MYCHaTH Ha Iaiapa.

6.6. CneumaiHn npeanasHn MepKH NPH H3XBLPJsHE H paboTa

Hama cnenManHy H3IUCKBAHUA.

7. TNPHUTEXATEJ HA PABPEIIEHHETO 3A YIIOTPEBA

Anndapm EAJ]
Bya «CuMeonoBcko woce» 130
1700 Codusa, brnrapus

8. HOMEP HA PAZPEHIEHHUETO 3A YIIOTPEBA

9. JATA HA NI'BbPBO PA3PEILIABAHE/TIOJHOBABAHE HA PAZPEHNIEHHUETO 3A
YINOTPEBA

10. HATA HA AKTYAJIU3UPAHE HA TEKCTA
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