KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA



1. HME HA JIEKAPCTBEHHUA ITPOAYKT

- - N . .

HuoBupexc 1000 mg rabaerkn | Koa | ‘?ZJ‘,Z / 2 SN

Inovirex 1000 mg tablets | Paspeu é-. 5"..}"}-6‘ 12 Dg Mk

2. KAYECTBEH H KOJIMYECTBEH CbCTAB

Bcesaka Tabnerka cuabpka 1000 mg nHO3MH auenoben aumenpaxon (inosine acedoben dimepranol).

[ToMOLIIHH BelllecTBa C H3BECTHO NEHCTBHE:
[TleHUuYHO HUlIecTe

3a NbJIHUA CNMUCHK HA MOMOILLIHUTE BELLleCTBA, BH)KTE TOYKaA 6.1.

3. JIEKAPCTBEHA ®OPMA

Tabnerka

benu no nouru 6enu [MpoABbJIIroBaTH JIBOMHO M3IMbKHAIH Ta0JIETKH C HCPTa OT €4HAaTa CTpaHa H C JICK
AMOHAYCH MHUPHC.

4, K/IMHUYHHU JAHHH

4.1. TepaneBTHYHH NMOKA3AHHA

HUHoBupekc TabneTKH € nokKa3aH 3a JICYEHWE WJIM MOBJIMABAHE HA MOTHCHAT WIM YBPEIEH KJIE€TbY€EH
MMYHHUTET W KIMHUYHHUTE NMPOSABH HA BUPYCHHU HH(PEKLIMH KaTO:

e  T'PHUIl H BAPYCHH MH(EKLIMK HA JIUXATEJIHUTE MbTHLLA;
e  XepIrec CUMIUIEKC H Xeprnec 30CTep HHPEKLHUH;

e adToO3€eH CTOMATHT;

e B KOMIUIEKCHATAa Tepanus Ha TreHUTanHU OpagaBuuM (KOHAWJIOMAara akKyMHHaTa) Karo
NONbJIHEHHE KbM KOHBEHLIHOHAJIHUTE JIOKAJIHH WKW XUPYPTrHYHH NPOLEAYPH:;

e  KOXHO JIMTaBH4YHH, BYJIBOBArMHaJHH (CYOKJIMHHWYHA M31Ba) WIH €HAOLEPBHKAIHO-CBBP3aHH C
YOBELUKH NanujioMa BUPYC HHPEKLIUH;

e  BHUPYCHH XENaTHTH;

e  HH}ekuHo3HH 3abonsaBanus (pydeona, Bapuuena, MOpOHIH, 3ayLIKa);
e  LHMTOMEraJIoOBUpYCHa HH(PEKLIMA:

e  HH(}EKLHO3HAa MOHOHYKJI€03a,

e  NOAOCTBHP CKJIEPO3HpaLl NaHeHUePaIMT.

4.2. J10o3HpPOBKA H HAYHH HA NPHJIOKEHHE

Jlo3upoBKa
JIHeBHaTa 103a ce omnpeneis B 3aBUCHMOCT OT YHCTOTO TeJECHO Teryo (0e3 M

naLMeHTa U TeXXecTTa Ha 3a00J19BaHeTO M ce MpHEMA B HAKOJIKO PABHOMCPHH IIPHC




Buvapacmuu u quya ¢ cmapyuecka évb3pacm
[IpenoprunTennaTta qHeBHa Ao3a € 50 mg/kg 1.1., npyera B HAKOJIKO (3 — 4) paBHOMEPHH TNpHEMA.
MakcHmanHaTa AHeBHa no3a (0OMKHOBEHO 3 g JHEBHO) M He TpAOBa Aa HaaBUlUaBa 4 g.

HHeouampuuna nonyarayun
Heua vag | roguHa - oOwuafinata aHeBHa go3za € 50 mg/kg T.T., npuera B HAKONko (3 — 4)
PaBHOMEPHH MpHEMA.

Heobxoaumo € aa ce npeuranpa Jaiv AeTeTO MOXKE Aa NpHeMa npoaykra nog ¢gopmara Ha Ttabnerxa.
[IpoayKTBbT ce npensiara ¥ B IpYTH NEKAPCTBEHYU (POPMH (CHPOM M MNpax 3a NepopaleH pa3sTBOp), KOHTO

ca No-NOAXOAALLH 33 [IPHAOKEHHE TIPH Acla.

[TpoabBKUTENTHOCT Ha JICYEHHETO

Ocmpu 3abonassanus
Ob6uuaitHaTa NpoABLIKHTENHOCT Ha leueHueTo € 5 -14 aHu npu 3abonasanus ¢ Obp30 passutHe. To
Tpabea ga npoabnxku | — 2 AHM cliea OT3BYYaBaHE HAa KNIMHHYHATA CHAMMTOMATHKA WIH MO-IBIro

Cropea npeleHKaTa Ha Jekapi.

Bupycnu 3aboassanus ¢ npompaxupano npomuiane
JleuenuneTo TpabBa ga npoawKH | — 2 ceaMHLIM cell OT3BYYaBaHE Ha KJIMHHYHATA CHMITTOMATHKA

HIIH MNMOe-ABbJAro B 3aBHCHMOCT OT MPpCLUCHKATA Ha JCKapA.

Pexypenmnu 3a00136aHUA

« Havanna (l)ﬁS& — HeoDXOOMMO € Ja ce cneasar NpeNoOpbBLKHUTE, OTHACEUK CC KbM
NPpoOABKHUTCIHOCTTA Ha ACHCHHC TIPH OCTPH 3a00ABaHMA.

» [lopawppkallo neyeHHe — AHEBHATA no3a Moxke na 6nae Hamanena ao 500 — 1000 mg (1 — 2
Tabnerku).

« [Ilpu nosea Ha Ha4YaJlHKU NPHU3HALIM Ha PEUMIUB JICYEHHETO 3anoYBa ¢ NperopbuBaHaTa AHEBHa 1034
NpH OCTPH 3abonsBaHMa, KOSTO € HeoOXoAuMO Ja ce npunara 1 — 2 nHM crnea OT3By4aBaHe Ha
KAHHUYHHUTE npoaBH. Ilpu Hy>Kaa KypchT Ha JIeYEHHE CE MOBTAPA HAKOJNKO ITBTH B ChOTBETCTBHE C
OLIEHKAaTa Ha KJIMHAYHOTO CHCTOAHUE M IPENOPHKUTE Ha JIEKapA.

Xponuunu 3ab0a88anus
[IpenopbyBanara aHesHa Ao3a € 50 mg/kg T.T., KOATO c€ NpUnara KakTo caeapa:

IpoTrHuane HA 3afoanBaneTO [IpoABLDKHTETHOCT HA IpoabaxHTENHOCT Ha
npremMa NpeKbLCBAHETO
ACHMNTOMATHYHO 30 214U 60 aHu
Jleko U3pa3eHH KIIHHHYHH CHMITTOMM 60 oHM 30 num
TeKko H3paseHH KIHHHYHH CHMITTOMH 90 nHu 30 nuu

Ta3u cxema Ha nedeHHe Moxe na Obae NMOBTOpeHa NMpU HeoOXOAMMOCT, KaTo NankueHTLT TpsdOBa aa
Obae npocneAsBaH ChINACHO YKa3aHMATA 3a PEKYPEHTHH 3abonaBaHus.

CneunanHid NOKA3aHUA
Konounomama axymunama wiu eHOOYEPBUKATHO-CELPIAHYU UHQEKYUU C HOBCUIKU NANWIOMA GUPYC

(HPYV)

[IpoayxThHT ce npHJara B AueBHa 1033 3 ¢ B apoab/ukeHne Ha 14 — 28 nnn, caunc ~
B KOMIJIEKCHA TePANHA ¢ KOHBEHUHORAJHHTE JIOKAJIHN H/IH XHPYPrHYHH npoydivpt
CHOTBETCTBHE ChC CJIeAHATA BpeMeBa CXeMa: / &

3

o Hucko-pHckoBH nMauHeHTH (HMYHOKOMIIETECHTHH JIMLIA HITH MALMEHTH C HUCBK
NPOAYKTHT C€ NPHAara B npoaAwIkKeHue Ha 14 — 28 aqHH, K0eTO OOMKHOBEHO BOY




MaKCHMAJIHO CBOTHOLUEHHE H3YMCTBAHE/PELMAMB HA JIE3HUMTE 3a 2 WU NMOBEYE MEceua cien
MpeyCTaHOBABAHE Ha JICYECHHETO, O€3 NpuUiarale Ha Apyry JEKapCTBEHH CpeCcTBa;

« Bucoko-puckoBH nauMeHTH* (IRUA C HUMyHEH AePHLUT WIH NALUEHTH C BUCOK PHCK 33 PELIMAHB) —
NPOAYKTHT C€ MpHiara 5 AHY CEAMHYHO, B 2 NOCIEAOBATEIHK CEAMULIM Ha Mecell, B MPOABIKEHHE
Ha 3 Mecela, KOeTO OOMKHOBEHO BOAH A0 MAKCHMANHO CbOTHOUIEHWE H3YHCTBaHE/pELMAHB Ha
NE3UHUTE 10 Kpas Ha 37 Mecel OT JIeYEHHETO.

[locoueHnaTa TepaneBTHYHA CXeMA NPH HeoOXoaUMOCT MoXke A2 ObJe MOBTApPAHA, a NPOCACAABAHETO
Ha NalHEHTa CE U3BbPLLBA B CHOTBETCTBHE ¢ NMPENOPBLKHTE, NOCOYEHH NPH PEKYPEHTHH 3abonaBanu.

* [lpodmnure Ha NaLIMEHTHUTE C BUCOK PUCK WY LEPBHKAIHA AUCIUIA3HS MW ¢ TEHHUTANIHH OpaaBuLiu
BKJIIOYBA:
*  WMYHOACMpECHs QbMKallla Ce Ha:
- aHaMHe3a 3a XPOHHUYHH WK PEKYPEHTHH WK JPYTH CEKCYANHO-NpeAaBaHHU OONECTH;
- MPOTHBOPAKOBa XHMHOTEPAIHA;
- ©XX€HEBHA 310ynoTpeda ¢ ankoxon.
« [lpoavipkurenHa (noseuye o1 2 roaMHn) ynorpeba Ha NepopanHHi KOHTPALICTITUBH;
» KoHueHTpauua Ha Qonar (con/ectep Ha GponveBa KHCcenuHa) B epuTpoiHTHTE < 660 nmol/l;
» HexoHTponupan 3axapeH auaber;
» [lpoab/KKTENHO TIOTIOHOMNYILIEHE,
=  ATOnMHY;
» YecTH BaruHAIHU CEKCYANHH KOHTAKTH (2 2 — 6 C€AMUYHO) WK aHANIEH CEKCYAIEH KOHTAKT;
»  Muorofbpoiinu cekcyallHi NapTHHOPH WIH NPOMSAHA Ha NMOCTOSAHEH NAPTHLOP;
» JenwranHy OpagaBMUM B NMPOABL/LKEHHE HA >2 FOAMHH MAM >3 HeyCnelwlHW JIeHYeHHH, Mo
AHAMHECTHYHM JaHHU,
«  OTCBhCTBHE Ha aHAMHECTHYHH JaHHHU 3a OpagaBHLH MO KOXKATa B JETCTBOTO.

Cybaxymen cxrepozupawy nanenyegarum (SSPE)

Juesnara no3a e 100 mg/kg 1.1., karo MakcuManHaTa AHEBHa A03a He TpAOBa na npeBuinasa 3 -4 g,
[lpoaykTeT TpabOBa Ja ce npuiara NPOALHKMTENHO JIPH PEryaspHO NMPOCNeAdaBaHE HA KJIHHHYHOTO
CBCTOSHHE W OLeHKA HAa HEOOXOIHMOCTTA OT YAB/DKaBaHe Ha JICHEHHETO.

Hauuny Ha npuaoxeHue

To3n nexkapcTaed NPOAYKT € NpE/lHa3HAYeH 3a NPUWIOKEHUE Npe3 yCcTaTa.

JHeBHaTa n103a € HeoOXooHUMO Aa Obae pasnpeaeneHa pABHOMEPHO, B paMKHTe Ha 3 — 4 npuema.
3a yJIECHABaHE Ha NOrfblllaHETO TabjieTkaTa MOXeE J1a ¢€ CHYNH U Pa3TBOPH B MAJIKO KOJIMYECTBO
noacnazieHa Boaa, HO He COK, KOMTO HMa KHceNa CTOWHocT Ha pH.

4.3. IlpoTHBONMOKA3AHHA

. CBpBbXYYyBCTBHTETHOCT KbM HHO3UH aueaodeH AUMENPaHoi HIH KbM HAKOE OT MOMOLLHHTE
BELIleCTBA, U3OpOEHU B T. 6.1 .;

. [lonarpa B ocTpa opmMa;

. [foBHIIEHH CTOMHOCTH HA MTHKOYHATA KMUCE/HHA B KPBBTA.

4.4. Cnennannu npeaynpexxieHHs H NpeINa3HH MePKH NPH ynorpeda

B xo0na Ha NeYEHHETO € BB3MOXKHO NpPEXOAHO MOBHMILUEHHE Ha M3XOJHUTE HUBA HAa MNHUKOYHATA
KHCEJIHHa B KPbRTAa M YPHHATa, KOUTO obKu4aitHo ocTaBaT B pedepeHTHH rpaHHlK. ToBa NMoOBMILEHUE
ce OTHaca OcoDeHO 3a MBLXKETE M 3acTapsBallaTa Nomyjauvs OT JBaTa Noda W C€ JBbJKH Ha
KaTaboNHUA MeTaboNU3bLM 1IPH YOBEKA Ha HHO3HHOBHA KOMIMOHEHT J0 NHKOYHA KHCENH

AKTHBHOCTTa Ha E€H3UMHTE WIH B €lMMHHALMOHHATa (pyHKUHUS Ha ObOpeuuT
NPOAYKTHT MOXKE a ce npuiara ¢ noBHINEHO BHHMaHHME NMPH NalLUEHTH C aHa
rnojarpa, Takaea, KOSTO HE € B aKTHRHa (a3la B nNepHoJa Ha NPHEMA Ha H30MP




XHMEPYPHKEMHA, C YPOIHTHA3E WIH NPH TaKHBA C HapytieHHs Ha 6b6peuHata GyHKIMS, pY PEAOBHO
MOHHTOPHpaHe Ha CTOMHOCTHUTE Ha MHKOYHATA KHCEJTUHA.

B xona Ha Jse4yeHHMETO He MOXe fAa Oble H3KIIOYEHA TMOABA HAa OCTPH peakiuWM Ha
CBPBXYYBCTBHTEJIHOCT KaroO YPTHKapMs, aHruoeAeM, aHapHWIakCHA, KOETO H3UCKBA He3abaBHO

NpEeKpaTaBaHe NpHeMa Ha NMPOAYKTA.

[IpoABIKUTENHOTO TIEYEHHE MOXKE 1a A0BeIE 0 ReppoanTHaza.

B xoma Ha NpOABLIKUTENHO NeYeHHe € HeoOXOAMMO peryjiipHO NMpOCJIEASBAHE HAa CTOMHOCTHTE Ha
NMKOYHATA KHCEIMHAa B KPbLBTA W/MNH YypHHaTa, KPbLBHAaTa KapTHHa M Ha MNOKalaTeNuTe Ha

yepHoApoOHaTa U ObOpeyHa PpyHKLHA.

To3n nexapcTBeH NPOAYKT ChABPAKA MIIEHUHHO HHULIECTE, KOETO MOXE Ja ChAbPHKA CAMO CNefH OT
FIYTEH M NMOpajJH TOBA € CYWTAHO 3a 0e30MacHO MpPH HHAMBHAM ¢ ubonuakus. [lauMeHTH ¢ aneprus
KbM MINEHHIA (pa3iiyHa OT UbOIHAKKA) He TpabBa Aa MpUeMaT TOBa J1eKapCTBO.

4.5. B3aumopelicTBHE ¢ APYIR JIeKAPCTBEHH NPOAYKTH U APYrH GOPMH Ha B3aHMOeHCTBHE

[loBHIIEHO BHUMaHHE € HEODXOIUMO NPH €IHOBPEMEHHO MPHWIOKEHHE ChC CNEIHHTE JIEKAPCTBEHH
[POIOYKTH:

¢  HHXMOMTOpM Ha KCAHTHHOKCHAa3aTa (aJIOMyPHHOJ) WIH YPHKO3YPHYHH CPEACTBA;

e  THA3HAHM AVYPETHLHM (XHAPOXJIOPTHA3KA, XJIOPTAIHAOH, HHAANAMHUA );

« OprmKOBH AHYpeTHLH (Pypo3eMH, eTAKPHHOBA KHCEJIMHA U Ip. ).

[TpomykThbT He TpabOBa na ce npunara eTHOBPEMEHHO C UMYHOCYNPECHBHH CPEACTBA MOpaaH
BL3MO)KHH B3aHMOIECHCTBHA Ha (apMaKOKHHETHYHO HHBO, KOUTO MOTAT J1a NOBIUSAAT TEPANEBTUHYHHA

edexr. Cnen NnpHKIIIOUBaHE Ha HMYHOCYNPECHBHATA TEPANHKS € Bb3MOXKHO NPHIOKEHHeTO Ha UHO3MR
auen0beH IMMenpaHo.

HHo3un auenoben AMMenpaHon ycHiBa JAeHCTBHETO Ha 3UAOBYINH (a3uA0THMUANH /AZT/) npy
€IHOBPEMEHHO NPHIOKEHHE B PE3YNTAT HA YBEJIHUEHO opmupaHe Ha AZT HYKNIeOTHAH BCIEACTBHE
Ha NOBHLIEHA OMOHANHYHOCT Ha AZT U noBHIIEHa BbTpeKieThbuHa (ocopuiaLms B KpbBHHTE
MOHOLIHTH.

4.6. @eprHaAHTET, OPEMEHHOCT H KhpMeHe

Deprunurer
Hsama nanuu otHocHo aeficTeueTo Ha MHO3MH auenoben numenpaHo BpXy depTHIHTETA PH XOpa.

bpeMeHHOoCT
Jluncear AaHHK OT KOHTPOJSHPAHH KAWHMMHM HM3MMTBAHHA OTHOCHO edekTHTe Ha MHO3MH auenoben

JAUMENPAHON BbPXY OPEMEHHOCTTA W (PETANHOTO pa3sBUTHE NPH XOPa, MOPAAH KOETO NPOAYKTHT MOXKE
la ce NnpHiara no BpeMe Ha OPEMEHHOCTTa €JMHCTBEHO 0 JIEKAPCKO HA3HA4EHHE CJIe] NPELIEHKa, Ye
MOTEHIIMAJIHA NO/13a 32 MAHKaTa HAIBHIIABA €BEHTYATHHE PUCK 32 TU104a H HOBOPOAEHOTO.

KbpMene
HHo3uH auenobeH numenpaHon ce ekckperupa ¢ MaluMHOTO MIAKO. JIeKapcTBOTO MOXe 1a ce

Npunara NO BpEME Ha KbpMEHE CIWHCTBEHO MO JEKApPCKO Ha3HAYeHHE CJed TNpeLeHKa, Ye
MOTEHLHAHA NMON13a 38 MAHKaTa Ha/BHUIABA €BEHTYAIHU PHMCK 33 KbPMaueTo.

4.7. EdexTH BLpXy crocoGHOCTTA 32 modHpane n pabora ¢ MAIIHHK

k|

HMuoeupekc Tabnetku He noBnMABa WIM NOBAMABA B npeHebpexuma c
wrogupane u pabora ¢ MaLIKHA.




4.8. Hexenanu jekapcTBeHH PeaKIHH

EnuncreeHaTa nocTOAHHO HabMoAapaHa HeKeaaHa JICKApCTBEHA PeakLMa, CBbP3aHa C MPIIOKEHHETO
Ha HHO3MH auenobeH AWMENPaHON NMpH BL3PACTHH M B MEAMATPHUHATA MONYNALMA € NPEXOTHOTO
MOBHUICEHHE Ha CTOHHOCTHTE Ha NHKOYHATa KHCENMHAa B KpbBTAa W ypHHata. OOHKHOBEHO Te3H
CTOWHOCTH OCTAaBaT B PEPEPEHTHUTE 'PAHHLIM H CE HOPMATH3UPAT HAKONKO JIHH CJie] MpEeKpaTABAHE

Ha JICYCEHHCTO.

Crnennara TepMHHONOrMs € 6una u3nonssaHa NpH KNACHOHLMPAHETO HAa HEXENAHHTE PEAKLIHH MO
OTHOLIIEHHE Ha TAXHATA 4e€CTOTa: MHOIro YyectH (>1/10), uectu (>1/100 mo <1/10), Heuectn (>1/1 000 mo
<1/100), peaxu (>1/10000 no <1/1 000), mroro peakn (<1/10000), c HeM3BecTHa YecTOTa (4ECTOTATA He

MOXeE 11a Obae onpeaeneHa OT HANHYHHTE JaHHHK).

C HeM3BECTHA YeCTOoTa

MedDRA SOC/uecToTa Hexenata NeKapcTBeHA peaKuRs

CToMalIHO-4peBHHA HAPYILIEHHSA

Yectn [ToBpbluaHe, ranexe, nuckoMdopT B oHacTTa
Ha enuracTpuyma

HeuecTH Juapus, koHcTHnayug

bonka B ropHara kopeMHa obnact

Hicnrenpanns
Muoro uectu

YeceTH

[loBuilLIEHH CTOMHOCTM Ha MHKOYHATA KUCENHUHA
B KPbBTA U ypUHATa

[loBuieHH CTOHHOCTH Ha KpBBHATA yped,
TpaHCaMHHa3UTE U anKanHara ocdarasa

Hapymenns Ha KOXKaT2 H NOAKOKHATA THKAH
Yectu

C HeM3BECTHA YeCTOoTa

O6pus, npypHTYyC

Epnrem

HapymeHus na nepsuaTa cCHcTeMa
HecTH

I'nasobonue, BepTHro

HevectH COMHONEHTHOCT, HHCOMHHS
C HEeHU3BECTHA YecTOoTa 3aMagHOCT

HapymeHHS HA MYCKYJ/JTHO-CKEJIETHATA CHCTEMA

H CbeRAHHHTEIHATA THKAH

YectH ApTpanrus

Ilcnxnunu HApYIIeHH A

HeuecTu HepeHoct

Hapymenus na 6n0peuHTe H NHKOYHHTE

NbTHINA

Heuectu [lonnypus

HapymeHns ua HMYHHATA CHCTEMA

C HeH3BeCTHA YecTOTAa

AHrHoeneM, CBPbX1yRCTBHTHY
aHa(huIaKTHYHA peaKkuus /

O0mu Hapymienns u epeKTH HA MECTOTO HA
NPpRJIOKEHHE
YectH

YMopa, Hepa3noJioskeH




Crobulapane Ha [0A03UPAHK HEXKENAHH peaKLIMH

CpobLiaBaHeTo Ha NOAO3IMPAHH HEXKENAHH peakLMH Chej paspeluaBaHe 3a ynoTpeba Ha NekapcTBeHHA
NPOAYKT € BaXXHO. ToBa no3ponsBa na NpoARDKHA HaOMIOAEHHETO HA CHOTHOWEHHETO NMO3a/PHCK 3a
NeKapcTBEHUd npoAyYKT. OT MEAWLMHCKHATE CNEeLHaNuWcTH Ce HM3MCKBa Ja choOlAaBaT BCAKa

NONO3HUPAHA HCKCIIaHA PCAKLIUA HPE3!

H3nbiaHUTeIHA areHUMs no IEKapcTBaTa
ya. ,,Jlaman I'pyep* Ne 8
1303 Codus

Ten.: + 359 2 8903417
yebcant: www.bda.bg

4.9. Ilpeaoinpamne

Hsama cbobuueHu cnyyan Ha npenosrpase. [1py HeoOXoauMoOCT ce npunara CHMNTOMATHYHO JICYEHHE
H MOAXOAALLH NMTOANLPXKAIH MEPKH.

5. ®APMAKOJOI'HYHHU CBOUCTBA

S.1. PapMakOIHHAMHYHH CBOHCTBA

(apMakoTepaneBTHYHA rpyna: AHTHBHPYCHH CpeNCTBa 32 CHCTEMHO NIPHIOKEHHE, [{UpeKTHO

JeHCTBAaH aHTUBUPYCHH CPeCTBa, JIpyru aHTHBHPYCHH CpeacTBa
ATC koa: JOSAXO05

MexaHH3bM Ha AEHCTBUE
HopManu3upa HeAOCTaTbYHHA WIH HAPYWIEeH KIEThUHO-MeAUMPaH HMYHHTET upes:
» npeaW3BHKBaHe Ha Th]l OTTOBOpP, KOHTO OT CBOSA CTpPaHa HHHLMHPA Y3IPABAHETO H
IudepeHuupadeTo Ha T nuMmdoumrrTe
e MOTEHLUHPAHE HA KHAYLIPAHUTE NTUMPONPONKPEPATUBHH PEAKLIHH B MUTONE€H- WIH AHTHI€H-
AKTHBUPAHUTE KIETKH

Mro3nd auenoben auMenpanon MOOyIHpa UMTOTOKCHYHOCTTA HA T nuMGOLHTHTE H HA €CTECTBEHHUTE
KNETKH-YOHHLH, KakTO H yHKUMHTE Ha CD8+ cynpecoprute u CD4+ xennepHHTE KNETKHM.

[ToBniasa 6pog Ha IgG M KOMNIEMEHT-NIOBBPXHOCTHHTE MAPKEPH. Y BEIWUABA NPOH3BOACTBOTO Ha
IL-1 v noanomara npoaykuusTa Ha IL-2, perynupaiiky PB3X0aALo0 ekcripecusaTa Ha IL-2 penentopa
B YCIIOBHA UH BHUTPO.

YBennuaBa eHporeHHaTa cekpeus Ha IFN-y u HamansgBa HH BUBO npoaykuusaTta Ha IL-4. B
NOMbJIHEHHE NOTEHUKPpA XEMOTAKCHCa U parouuTo3ara npyv HEyTpopHIKNTE, MOHOLHTHTE H
MaKpogarure.

YCTaHOBEHO €, Y€ MH BHBO HHO3HWH alle1o0eH IMMeTpaHo NMoANoMara rnoTeHIHpaHeTo Ha
MOTUCHATHA CHHTE3 H TpaHCaauuoHHa cnocobroct Ha HPHK Ha numdouurTHTe, KaTO € AHOBPEMEHHO ¢
TOBa HHXHWOUpa cuHTe3a Ha BUpYcHaTta PHK nocpeacTeom :
« MNPOMAHA B HHO3HH-MEJAHWHPAHOTO BKJIIOYBAHE HAa OPOTOBATA KMCEIMHA B NONBPHOQAGHS
¢ MOTHCKAHE HA 3alIaBIHETO Ha NOJIHAACHHIOBaTa KuceluHa kbM HPHK Ha B -{ e
» MOJIEKYNipHa peopraHu3alia Ha TpaHcMeMOpaHHUTE NPOTEMHOBH KOMII 4
NpeHacAHETO Ha CUrHalla upes cneur@uUeH T-KheThbUEH peuenTop B 1
BLTPEMEMOpPaHHH NJIa3MeHW YaCTHLIM, KATO YBEJIH4aBa TPHKPATHO MBT




MHo3uH auerobeH aumenpadon uHxubupa docdoamnectepasara Ha UMKIHYHHA T'yaHO3HH 3°,5°-
MOHOGOC(]AT CaMO BB BHCOKH KOHLIEHTPaUMH B MH BUTPO YCJIOBMS H NPH HKUBA, HEBKJIFOYEHH B
MPOABHTE HA UMYHO(APMaKOIOTHYHHTE €(PEKTH HH BUBO.

GapMakonornyHy edeKkTH
HHo31H auenodeH AMMENpaHoIT € CHHTETHYHO MyPHUHOBO NMPOU3BOAHO C HMYHOMOYJIHPALLH H
IPOTUBOBUPYCHH CBOHCTBA, KOHTO BOAST A0 YCWIBAHE HAa HMYHHUS OTTOBOP HA OpPraHU3Ma.

5.2. DapMaAKOKHHETHYHH CBONHCTBa

Abcopbuus
Cnen nepopanHo npunoxenve Hnoaun auenoben aumenpanon ce abeopbupa 6up30 1 nbaHo (290%).

Pasnpenencuue
[IpeMunaBa B 3HauMTENneH Opoii TeNeCHH ThKAaHU, KAaTO HaM-roJieMM KOIMHYecTBa Ha 6eng3an UHo3uH

auenodeH AMmenpaHol ce YCTAHOBSBa B 6b0peunTe, Geans 1 yepHus po6, ChpLETO, fanaka,
TECTHCHTE, NAHKpeaca, MO3bKa H CKENETHATA MYCKYJIaTypa.

buotpancdopmanis

Cnen npuem Ha AHEBHa A03a OT | g npW 4oBeka c¢a YCTaHOBEHWM caeaHuTe meraBSonutd N, N-
AnMeTHAaMHHO-2-niponanon (DIP) wu p-aueramupobGenszoenHa kucenuna (PAcBA), kaTo TexHHTe
FUTa3MeHH HuBa ca 6uny 3,7 mcg/ml na 2 yac cnen npuema u 9,4 meg/ml va 1™ vac cnen npueMa,
CLOTBETHO.

JaHHHTE OT KIMHUYHHM U3NHTBAHHA NPH XOpa MNOKAa3BaT, Y€ MAKCHMAJIHOTO MNOBUINEHHUE HA
1a3MEHHTE KOHUCHTPALMM HA NHKOYHATA KHCEJIMHA KATO MapKep 3a BHECEHOTO B OpraHHM3Ma
KONHYECTBA HHO3WH HE MOKa3Ba JIMHEEH XapaKTep W B paMKHTe Ha 3 4Haca Ciiell NpHEMa Bapupa B

rpaHvumTe + 10%.
Ipn yoBeka ocHoBen MeTabonut Ha DIP e N-okcus, a Ha PACBA — o-aumnrmokypoHua.

EnyuMHHKpaHe
Cnen npuem Ha 103a oT 4 g B steady-state ycnoBus, 24-4acoBaTa eKCKpeLns ¢ ypuHaTa Ha PACBA n

HEHWHUAT OCHOBEH MeTalDOIUT noctura 85%.

95% oT ycTaHOBeHaTa paZIHOAKTHBHOCT B YpHHATa, AbKaia ce Ha DIP ce peanwsmupa ot
HemeTabonmusupanmusa DIP u HeroBus N-okcua.

Bpemero Ha nonyxusot Ha DIP e 3,5 4., a 3a PAcBA — 50 min.

5.3. IlpeaknHHHMYHH JAHHH 32 De3onacHOCT

B n3cneapanus Bbpxy XKHBOTHH € YCTAaHOBEHO, Y€ CTOMHOCTHTE Ha cpeaHaTa jeTanHa q03a (LDs)
HaIBMILIABAT MAaKCHMAJTHaTa TEPaneBTHYHA A03a MPH Xopa cpeaHo S0 nbTH.

HsaMa 1aHHK 3a MyTareHHa akTUBHOCT H KAHLIEPOTE€HEH NOTEHLHA.

He e ycraHOBEHO TepaTOreHHO W eMOPHOTOKCHYHO NeliCTBHE, KAKTO H HEBIAronpHATHH edeKTH
BbpXY (pepTHANTETA, OPEMEHHOCTTA H PAXKAAHETO.

6. D©PAPMAILEBTHYHH JAHHH
6.1. CnHcwnK Ha NOMONIHHTE BeLleCTBA

[llmeHW4YHO HHIIeCTE
IToBuaoH

Llenyno3a, MUKpOKpUCTaNHa
I nuueponos nubexeHar
Marue3nes cTeapat




6.2. HecbBMEeCTHMOCTH

He ca M3BEeCTHH.

6.3. Cpok na roanocrt

3 FOOHHM.

6.4. CneunaiHM YC10BHS HA ChbXpAHEeHHE
[1pn Temnepatypa non 25°C.

6.5. Buja H cbaABpKAHHE HA ONAKOBKATA

benu no nouru 6eny, NPOABLATOBaTH, ABOMHO W3NBLKHANMM TabNETKH, C YEPTA OT €QHATA CTPaHa H C JeK

aMOHAY€H MHUPHC.
15 Tabnerkn B Gnucrep ot Henpo3padHo, 6an0 PVC/PVAC/Al donuo nnu PVC/Al donmo.

JBa, Tpu unu yeTupu HNHCTEPA C IMCTOBKA 33 NALIMEHTA B KAPTOHEHA KYTHA.
He Bcruku onakoeBku Morart ja 6baat mycHaTH Ha fnasapa.

6.6. Cnennannn npeanasHu MepKH NPH H3XBLPJISHE H paboTa

Hama cneiMaiH{ H3UCKBAHHA.

7. IIPATEXATEJ HA PAZPEIIEHHUETO 3A YIIOTPEBA

Aaudapm EAJ]
6yn.CuMeoHoBcko woce 130
1700 Codus, brarapus

8. HOMEP HA PA3ZPEIIEHHUETO 3A YIIOTPEBA
Per Ne 20210375

9. JATA HA ITBbPBO PA3PEUHIABAHE:

10. HOATA HA AKTYAJHN3NPAHE HA TEKCTA

Asryct 2024




