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1. HME HA JJEKAPCTBEHHA ITPOAYKT

Huopapexe 1000 mg radnerkn

Inovirex 1000 mg tablets

2. KAYECTBEH H KOITMMECTBEH CBHCTAB

Beska radnerka cuaupka 1000 mg uno3uH auenoben aumenpanon (inosine acedoben dimepranol).

[ToMOIIHH BelecTBa ¢ H3BECTHO ACHCTBHE:
IMmerWuHO HHUILIECTE

3a ITB/THHUA CTTHCHK Ha MOMOIIHHTE BEIUECTBA, BIKTE TouKa 6.1.

3. JIEKAPCTBEHA ®OPMA
Tabnerka

benu 10 moyTH Ge/TH NPOABIroBaTH JBOMHO M3ITHKHAIM TaGNIETKH ¢ YepTa OT €AHATA CTPaHA H C JIeK
AMOHSIYEeH MHUPHC.

4. KIUHWYHH JAHHH
4.1. TepaneBTHUYHE NOKAIAHHS

HHoBHpeKkc TabneTKH € MOoKa3aH 3a JCYeHHe WIH HOBAMABAHE HA MOTHCHAT WIH YBpENEH KIeThYeH
UMYHHTET M KIIMHMYHUTE MPOABH HA BUPYCHH HHQEKLH KaTO:

e  TPHIl H BHPYCHHA HH(EKIIMN HA AUXATETHHTE MHTHILA,
¢  Xepliec CHMILIEKC H XEPIIEC 30CTep HHEKUHK;
« adTO3eH CTOMATHT,

*» B KOMILUIEKCHAaTa TepallHd Ha TeHHTAIHE OpajaBMud (KOHAWJIOMATa aKyMHHATa) Karo
AONMBJIHEHHE KbM KOHBEHIHOHATTHUTE JIOKANHH HWIH XMPYPruvHH NPOLICIYPH;

*  KOXHO JIMraBHYHH, BYNBOBarvHanHM (CyOIJIMHHYHA H3MBa) MNH €HAOLEPBHKAIHO-CBBP3aHU ¢
YOBEIIKH NANIOMAa BUPYC HHQEKIH;

¢  BHMPYCHH XCHATHTH;

«  HHpeKuHO3HK 3abonaBanua (pybeona, BapHIiena, MOpGHIH, 3aylnKa);
¢  LHTOMETaJOBHPYCHA HHPEKLIHA;

e  HH(}EKUHO3HA MOHOHYKJIC03a;

¢  MOAOCTHP CKIEPO3UpALI MAHCHUE(DATHT.

4.2, [Jo3HpoBKa H HAMHH HA NPHJIOKEHHE

Ho3uposka
JIHeBHaTa [03a C€ OnpeneNs B 3aBHCHMOCT OT YHCTOTO TEJIECHO Terno (6es
NALHEHTa H TEKECTTa Ha 3a00/IABAHETO H Ce NPHEMa B HAKOJIKO PABHOMEPHH NPHE




Bvspacmuu u auya 6 cmapuecka sv3pacm
IIpenopsuurentara gHeBHa Ao3a € 50 mg/kg T.T., npHera B HAKOKO (3 — 4) paBHOMEPHH NIpHEMa.
MaxcumansaTta JHeBHa 1032 (OOMKHOBEHO 3 g 1HEBHO) H He TpAOBA [a HaNBHINABa 4 g.

1leouampuuna nonyrayus
Jleua Han 1 romgwna - oOHuailiHaTta nHeBHa no3a ¢ 50 mg/kg T.T., mpHera B Hakonko (3 — 4)
paBHOMEPHH MPHEMA.

Heobxonumo e na ce mpewmsnpa qanM AeTeTo MoXe Aa npHeMa npoaykra nox Gopmara Ha TabieTka.
ITpoxyxTsT Ce npeiara v B APYry NekapcTBeHH GOpMH (CHPOI H TIPaX 3a NEPOpAIER pasTBOpP), KOUTO
¢a No-NoAXOASIIH 3a NMPWIOKEHHE MpH JeLa.

IIpoABLIDKUTENHOCT HA IEYEHHETO

Ocmpu 3abonasanut

ObuuaiiHaTa NPOAB/DKUTENTHOCT HA JIeUeHHeTo € 5 -14 quu mpu 3a6ongBaHua ¢ 6bp30 paseuTHe. To
TpAOBa na npoasbkn 1 — 2 aHM cned OT3RyYaBaHEe Ha KIHMHHYHATA CHMMITOMATHKA WIH MO-TBJITO
CTIOpe] NMPELICHKaTa Ha JIeKaps.

Bupycnu 3abonseanus ¢ npompaxupano npomuvane
Jleuennero TpaGra na npoasnkH 1 — 2 ceaMuIM Ccliell OT3BYYABAHE HA KJIMHHYHATA CHMITTOMATHKA
WIH ITO-IBJITO B 3aBUCHMOCT OT IPELIEHKATA HA JIeKapi.

Pexypenmnu 3abonseanun

« HavanmHa ¢asa — HeoOxoaumo € A2 ce CHEABAT TNPENOPBLKUTE, OTHACAINM CE€ KBEM
MPOABL/LDKUTE/IHOCTTA Ha JICUCHHUE TIPH OCTPH 3a00NaBaHH.

+ [opanpxkano neveHHe — JHEBHATa J03a Moxke Ha Obpae Hamanena a0 500 - 1000 mg (1 — 2
TabIETKH ).

« IlpH moABa Ha HaYa/HM MPU3HALM Ha PCLIHAMB JICYCHHETO 3al0YBa C IIPENOpLYBAHATA JHEBHA 1034
TpA OCTpH 3a00sIBaHHA, KOATO € HeoOxoaumo aa ce mpwiara 1| — 2 JHH ciel OT3ByYaBaHe Ha
KIHHHYHATe npoasy. IIpy HyXna KypesT Ha NeUeHHe ce MOBTapa HAKOIKO ITETH B CHOTBETCTBHE C
OLIEHKATa Ha KTHHUYHOTO CbCTOSHHE H MPENIOPHKHTE Ha JIEKap4.

Xponuvunu 3a60198anUA
[IpenopruBanara querHa f02a € S0 mg/kg T.T., KOATO Ce MPUIAra KaxKTo clIeBa;

IIpoTAUane Ha 3a0onsBaAHETO IpoABLKHTENHOCT HA IlpoabL/IKATEJHOCT HA
npHeMa NPEeKbLCBAHETO
ACHMITTOMATHYHO 30 nHu 60 nuu
JIekO H3paseHH KIHHHYHH CUMITTOMH 60 nHH 30 nuu
Texko H3pa3eHH KITHHHYHHE CHUMITTOMH 90 nau 30 apu

Ta3n cxeMa Ha jedeHHe Moxe Aa ObJe MOBTOpPEeHA MPH HEOOXOAMMOCT, KATO NMAUMEHTHT TPAOBa Na
One npocnesBaH CHINIACHO YKA3AHHATA 32 PEKYPEHTHH 3a00n98aHus.

Crermanuy nokazaHus
Kondunomama axymunama unu eHOOYEPBUKANHO-CELD3AHU UHGEKYUU C HOBEWKU NANUIOMA GUDYC

(HPY)

IIpoayxThT ce npuaara B AHeBHA 4033 3 ¢ B npoaL/DkenHe Ha 14 — 28 nau, caMocronT

ChOTBETCTBHE CHLC CIICAHATA BPeMeBa CXeMA:

« HHCKO-pUCKOBM NAaLMEHTH (MMYHOKOMIIETEHTHH JIMLA HIH NMAllHEHTH ¢ HHCHK
MPOAYKTHT C€ MpHJIara B MpOAWDKeHKE HA 14 — 28 aHKU, koeTo 0OHKHOBEHO BO




MaKCUMAITHO CBOTHOIICHKHE H3YMCTBAHE/peHMAMB HA JIC3HHTE 3a 2 HJIH IOBeYe Mecela cClhel
NpeyCTaHOBARAHE HA JICUSHHETO, 0€3 npuaraHe Ha JPYrH NEKApCTBEHH CPEACTRA,

« Bucoko-puckoBu naugeHTH™ (HUA © UMYHEH ASQHIMT HITH MALHUEHTH C BECOK PHCK 38 PEHHIHB) —
NPOAYKTHT C€ MpHIara 5 AHH CEAMHYHO, B 2 MOCNEAOBATENIHM CEIMULIM HA MECELl, B TPOABIDKEHHE
Ha 3 Mecena, Koero 0OHKHOBEHO ROJH A0 MAKCHMAJIHO CHOTHOIICHHE W3YMCTBAHE/PELMIMB Ha
JIe3UHTE 00 Kpas Ha 3™ Mecell OT JieueHHeTo.

I[locoyeHaTa TepaneBTH4Ha CXeMa NMPH HeoOXOAMMOCT MOXe Aa Obie MOBTapAHa, a MPOC/IEIABAHETO
Ha NalMCHTA C€ H3BBLPUIEA B CHOTBETCTBHE ¢ NPENOPbLKHUTE, MOCOYCHN NMPH PeKYPEHTHH 3a60a9BaHHA.

* [Ipo¢winTe Ha MALMEHTHTE ¢ BUCOK PUCK WM UEPBUKANIHA JUCIUIA3MS HIIH C TEHHTATHH GpanaBHIH
BKJIIOYBA!
*  HMYHOJETPECHA IBJKalla ce Ha:
- AHAMHE34a 32 XpOHUYHH WIH PEKYPEeHTHH WIH APYTH CeKCyalHO-NpeaAaBaHHu 00ecTH,
- MPOTHBOPAKOBA XHMHOTEPAIHS;
- €XKETHEBHA 310YI0Tpeda ¢ aJIKOXOJ.
= llpoamipkurenna (noseye or 2 roauun) ynorpeda Ha NEPOPANHH KOHTPAUETTHBH;
* Konuenrpaims Ha donar (con/ectep Ha GonreBa KHCeNHHA) B epHTpoLTHTE < 660 nmol/l;
» HexoHTponupasn 3axapen auaber;
» IlpombmxuTenHO TIOTIOHONYLIEHE;
« ATOnmus;
*  YecTH BarMHAJHHM CEKCYATHH KOHTAKTH (> 2 — 6 CeIMMYHO) HJIH AHAJIEH CEKCYaTeH KOHTAKT;
*  MuoroOpoiHn cexCyaiHH MApTHROPH HITH MPOMSAHA Ha NMOCTOAHEH MAPTHBOD;
» l'ennranau OpanaBuly B NPOARDKEHHE HA >2 TOAWHH WIH >3 HEYCNMEUIHH JEYEHHS, IO
AHAMHECTHYHH JaHHH;
* OrcheTBUE HAa AHAMHECTHYHH AaHHM 3a OpafiaBHLIH [0 KOXKATA B JETCTBOTO.

Cybaxymen cxneposupawy nanenyedanum (SSPE)

AneBHara no3a ¢ 100 mg/kg T.T., KaTO MaKCHMAaJlHaTa /IHEBHA /1034 He TpAOBa Aa mpepumasa 3 - 4 g.
[IpoayxreT TpabBa Na ce npunara NPOXL/DKHTENHO IPH PETYIAPHO MPOCIEHABaHEe HA KIHHHYIHOTO
CBCTOAHHE H OLICHKA Ha HeOOXOAUMOCTTA OT YAB/DKABAHE HA JICYEHHETO,

HauuH Ha npunoxeHune

To3u nekapcTBeH NpOAYKT € NpeHa3HayeH 3a NPUIOKEHHE TPE3 YCTaTa.

JAHeBHaTa 1034 € HeobXoMHMo Aa Oble pasnpeleneHa pABHOMEPHO, B pAMKHTE Ha 3 — 4 npHeMa.
Ja ynecHaBaHE Ha MOTTBIIAHETO TAOJIETKATA MOXKE Ja CE CYYIH H PA3TBOPH B MAJIKO KOJIHHYECTRO
noacjsageHa BoAa, HO He COK, KOHTO MMa kucena cToiHocT Ha pH.

4.3. IIporHBONOKA3aAHHA

. CBpBXUYBCTBUTENHOCT KEM HHO3HMH aueaobeH JHMEPAHO/ HITH KbM HAKOE OT ITIOMOIIHHTE
BelecTra, H30pOCHH B T. 6.1.;

. Iloparpa B octpa dopma;
. ITorumieHH CTOMHOCTH Ha MMKOYHATA KHCEIHHA B KPBLBTA.

44. ChenuaaHn NpesynpekIeHHA H NpeANA3HH MEPKH IPH ynoTpeba

B xoma Ha nedeHHETO € BL3IMOXKHO TNPEXOAHO TIOBHIICHME HA H3XOJHHTE HHBA HAa MHKOYHATA
KHCENHHA B KPhBTa M YPUHATA, KOHTO 00MUaifHO OCTaBaT B pe(epeHTHH rpaHuu. ToBa NOBHIIEHKHE
ce OTHacs oco0EHO 3a MBXKETE M 3acTapABalllaTa MONYNALMA OT ABAaTa Iofia M Ce ABDKH Ha
kaTabo/IHHA MeTaboNU3BM NPH YOBEKA Ha HHO3HHOBHS KOMIIOHEHT A0 ITMKOYHA KUCEIUHA.
[ToBHi€HHETO HA HUBATA HA MMNKOYHATA KHCEJIMHA He € CRBP3aHO C JIeKApCTBO-CBBP3aH
AKTHBHOCTTa Ha €HIHMMTE MIH B enMMHHALMOHHaTa ()YHKLMA Ha OpOpenwre.

NPOOYKTET MOKE Ja €€ MpUiara ¢ NMOBHINEHO BHUMAHHME MNMPH MALHEHTH ¢ aHaMHE
nojarpa, Takapa, KOATO He € B aKTHBHa (¢a3a B MEepHOAa Ha NPHEMa HA M3OIIPHH




XHINEPYPHKEMHS, C yPOIMTHA3a KK NPH TaKHBa ¢ HapyIIEeHUA Ha 6n0peunarTa GpyHKILMA, IPH PEIOBHO
MOHHTOpHpaHe Ha CTOHHOCTHTE Ha NUKOYHATA KHCEITHHA.

B Xoma Ba neueHmero He Moxe Ja Oble HIKMOYEHA NOSBA HA OCTPM pEaKkiMM Ha
CBPBXYYBCTBHTEIHOCT KaTO YPTHKapH4, aHrHoeAeM, aHaMIaKCHA, KOeTO H3HCKBa He3abaBHO
NpeKpaTaBaHe MPHEMa Ha MTPOIYKTA.

[IpoABIDKHTEIHOTO NIEYCHHE MOXKE Ia A0Bee R0 HedpoIKuTHAa3A.

B xona Ha MPOABL/DKMTENHO JieueHHe € HeoOXOMHMO PETYAPHO MpOCieAsBaHe Ha CTOMHOCTHTE Ha
MMKOYHATA2 KHCEIWHA B KpbBTa W/WIM YPHMH4Ta, KPBHBHATA KAPTMHA M HA TOKA3aTe/luTe HA
yepHoApoOHaTa U OsOpeuna GpyHkImA.

To3u nexapcTBeH MPOLYKT ChABPKA MILIEHHIHO HHIIECTE, KOSTO MOXKE Ja ChIBDP/KA CaMO CJEHH OT
IJIyTeH M NIOpanH TOBA € CYMTAHO 3a 0€30MacHo NMpH HHIMBHAM C UbonHakud. Ilaumentu ¢ aneprus
KBbM NINCHHULA (PA3THYHA OT HbOJIMAKKA) He TPAOBa fa MpUEMAT TOBA JIEKapCTBO.

4.5. BaammoaeicTBHe ¢ APYIH NeKAPCTBEHH NPOAYKTH H APYTH GOPMH Ha BIaRMoOelicTBHE

IToBumieHo BHUMAHKE € HEOGXONUMO NPH eTHOBPEMEHHO TIPHIIOKEHHE CBC CIEHHTE JIEKAPCTBEHH
NMPOAYKTH. '

*  HMHXHOMTOPH Ha KCAHTHHOKCH/a3aTa (ANOMYPHHO) MM YPHKO3YPHUHH CPEACTBA;

*  THA3HOHH AMYPETHLH (XHAPOXIOPTHAIH, XIOPTATHAOH, HHAANIAMHUL);

» OpumxoBy nuypeTHIM (Qypo3eMHEA, eTaKpPHHOBA KHCETHHA H Ip.).

IlpoayxTeT He Tpafiea na ce mpHnara ERHOBPEMEHHO ¢ HMYHOCYTIPECHBHH CPEACTBA MOPafH
BB3MOXKHH B3aUMOAEHCTBHA HAa (papMaKOKHHETHYHO HHBO, KOHTO MOTaT A MOBIMAAT TEPATIeBTHYHHA
eexr. Ciien MpUKITOYBaHE HA HMyHOCYTIPECHBHATA TEPAIMS € Bh3MOXHO NPH/IOKeHHeTo Ha YHozuH
auenofbeH TUMeEnpaHon.

HMHo3un anenobex numenpaHon yciwisa AeiCTBHETO Ha 3HAOBYAHH (a3HAOTUMHINH /AZT/) npH
CAHOBPEMEHHO NMPUIIOKEHKE B PE3yATAT Ha yBenuvueHo ¢opmupane Ha AZT HyKkneoTHH BeleCTBHE
Ha NoBMIIeHa OHOHAIMYHOCT Ha AZT W NOBHILIeHa BETPEKIeTbYHA PocHOPHNALNA B KPHBHUTE
MOHOIIHTH.

4.6. ®epTnauTer, GpeMEeHHOCT H KbpMEHe

DepTHIHTET
Hsama nannu otHocHo peficterero Ha HHO3uH alenoGeH THMENPaHON BEPXY GEpTHIHTETA IPH XOpAa.

bpeMeHHOCT
Jluncsar JaHHH OT KOHTPOJIMPAHH KJIMHMYHH W3NHTBAHHA OTHOCHO edektuTe Ha WHO3MH auenoben

AHMETIPAHOIT BBPXY OPEMEHHOCTTA ¥ (PETATHOTO Pa3BHTHE NpK XOPa, MOPaJH KOETO MPOLYKTHT MOXKe
Jia Ce MpUiara no speMe Ha GPEMEHHOCTTA €AMHCTBEHO MO NIEKApCKO HA3HAUCHHE CJIE]] MPENCHKA, Y€
NOTEHLHAIHA 10132 38 MAalKaTa HAJBHINABA CBEHTYANHUA PMCK 34 IUi0/1a U HOBOPOAEHOTO.

KbpMene
Huo3nn auenobeH naumenpaHon ce eKkeKpeTHpa ¢ MaWuHMHOTO MIKO. JlekapcTBOTO MOXKe HOa ce

NpHaara no BpeMe HA KBPMeHE EAUHCTBCHO IO JICKAPCKO HAa3HAYEHHE CNIEA MNpENEHKa, 4e
NOTEHLIHAIHA N0J132a 33 MAHKATA HAZIBHIIABA EBEHTYANTHUS DPHCK 33 KBPMaueTo.

4.7. Eg¢exTr BBpxy cnocobuocrra 3a modpupane u paéora ¢ MamnnR

HHoBupexc TalIeTKM He MOBNIMMBA WIH MNOBIMABA B TNpeHeOpexxMMa cTeneH
mwodupane H pabora ¢ MalHHH.




4.8. Hexenann nexkapcTBeHH peaKIHM

EnuncTBEHATA MOCTOSHHO HAOMIOAABAHA HeXeaHa IEKAPCTBEHA PEAKLMS, CBLP3aHa ¢ MIPHIOKEHHETO
Ha MHO3MH anenobeH AMMENPaHON NpH BB3PACTHH H B MEJHATPHYHATA MONYJAUHA € NMPEXOAHOTO
NOBMILIEHHEe HA CTOHHOCTHTE HAa IHKOYHATA KHCEIMHA B KPbBTAa M ypuHaTa. OOGHKHOBEHO Te3H
CTOHHOCTH OCTaRaT B pedepeHTHHTE IPAHMIIH H Ce HOPMAJTM3HPAT HAKOJIKO JAHH Cliel TIpeKpaTaBaHe
Ha JICYCHHETO.

CnegHata TepMMHONOTHA € OWla M3NON3BaHA NpPH KIACH(PUUKPAHETO HA HEKENaHHTE PEAKLHH MO
OTHOLICHHE HA TAXHATA YeCTOTa: MHOTO YecTH (>>1/10), yectn (>1/100 mo <1/10), weuect (>1/1 000 no
<1/100), peaxu (>1/10000 no <1/1 000), mroro peaxs (<1/10000), ¢ HeH3BECTHA YeCTOTA (MECTOTATA HE
MOxke 1a 6b1e onpelenicHa OT HUTHYHKTE JaHHH).

MedDRA SOC/secToTa Hexelana JekapeTBeHa peakiing
CromManMiHO-4YpeBHH HAPYIIEeHHS
YectH IloBpriane, ranese, AMCKoM(popT B oOnacrTTa

Ha ENUracTpHyMa

Heuectu Anapust, KORCTHITALHA

C HeM3BecTHA YecToTa boka B ropHaTa KopeMHa ofJiact

Hicnensanns

M#Horo yecTn [osrineHn cToHHOCTH Ha NMMKOYHATA KHCETHMHA
B KPHBT& H YPHHATa

YecTH IlosuieHu croifHOCTH Ha KPBBHATA ypes,

TpaHCAMHHA3NTE U aKaiHaTa hocdarasa

Hapymenns Ha KOKATA R NOAKOKHATA THKAR

Yectn O6puB, DpypHTYC

C HeM3BEeCTHA 4eCTOTa EpureM

Hapymenus Ha HepBHATA CHCTEMA

YecTn I'naBoGonue, BepTrro
HeuectH COMHOJICHTHOCT, HHCOMHMA
(C HeM3BECTHA YeCcToTa 3aMasHOCT

Hapymenns Ha MYCKY/IHO-CKE/IETHATA CHCTEMA
H CHCAHHHTE/INATA ThKAH

YHecTH ApTtpanrus
[Icuxuunu Hapymesnsy

HevecTn HepsaocTt

Hapymenns Ha 6bL0peunTe H NHKOYHHTE

NIbLTHIA

HeuecTn Honnypus

HapylieHHs HA HMYHHATA CHCTEMA

C HeM3BeCTHA yecTOTA AHruoeieM, CBpbX4yBCTBHTETHOCT
aHA(PUIAKTHYHA PeaKIHg

Ob0mn napymennst #H e(peKTH HA MACTOTO HA
NPHJIOKEHHE
YecTu YMOpa, HEpa3noNOKeHHE




Crobiapane Ha DOAO3INPAHH HEXEJIaHH pEaKIIMH

CrobwmasaHeTo Ha NOJO3HPAHN HeXKeNaHH peaklMK ClIe] paspelnasaHe 3a ynorpeba Ha JeKapcTBEHHA
POAYKT € BaXHO. TOBAa no3poNisABa A8 NPOABIDKM HAOMONEHHETO HAa CHOTHOLIEHHETO MMON3a/pUcK 3a
JIEKapCTBEHUA TMPOAYKT. OT MEQHIMHCKHTE CHCLMAHCTH ce H3MCKBAa JAa CBhoOIIaBaT BcAKa

NnoAO3HpaHa HCXKENIaHa peaKiug Hpe3:

HanbanuTenna areHLMs N0 JIEKapCTBATA
yi. ,,JdamaH I'pyes™ Ne 8

1303 Codnn

Tein.: + 359 2 8903417

yebcalit: www.bda.bg

4.9. IIpeno3mpane

Hsawma cpobuienu ciryvan Ha npegosupase. TIpu HeoOXOAUMOCT ¢ NMpHAara CHMITTOMATHYHO JIe4YeHHE
H NOAXOAALIH NOAABPKALIH MEPKH.

5. ®APMAKOJIOTHYHH CBOHCTBA
5.1. PapmakoIHHAMHYHH CBOHCTBA

@apmakoTepaneBTHHA rpyra: AHTHBHPYCHH CPECTBA 338 CUCTEMHO NpuioxeHue; JIMpexTHo
ACHCTBAINH aHTHBHPYCHH CPEicTBA, JlpyrH aHTHBHPYCHH CpeACTBa
ATC xon: JOSAX0S5

MexauuasM Ha aelicTeHe
Hopmanusupa HeocTaTh4HHs WIH HApYIeH KIeThYHO-MeINHPaH KMYHHTET Ypes:
e npeauspHKBaHe Ha Thl oTroBop, KOHTO OT CBOA CTpaHa HHHLMHPA Y3PABAHETO H
sudepernimpanero Ha T THMdpoLHTHTE
e NOTEHHHpPaHE Ha HHIyLMpaHuTe JHMPonponudepaTHBHH PEaKIMH B MUTOTEH- WIH aHTHTEH-
AKTUBUPAHWTE KJIETKH

Huo3uH alleno6eH JMMenpaHos MOTYJINpa HTOTOKCHYHOCTTA Ha T uMQoOLIMTHTE M Ha eCTECTBEHHTE
KIETKH-yOuiinm, kakto H dyHkunnure Ha CD8+ cynpecopuute u CD4+ xennepHHTE KIeTKY.

Ilosniuasa Gpos Ha IgG M KOMILIEMEHT-NOBBPXHOCTHHTE MapKepu. YBeIHYaBa IPON3BOACTBOTO Ha
IL-1 w noanomara mpoxykumsita Ha IL-2, perymupaiixy BE3X0I5110 eKcrpecuaTa Ha IL-2 peuenTopa
B YCIIOBHS HH BUTPO.

YBennuapa eHioreHHara cekpeuns Ha IFN-y u Hamanspa MH BHBO nipoaykumaTa Ha IL-4. B
IOITBJIHEHHE NOTEHIHPA XEMOTAKCHCA M (haroLUTo3aTa NpH HEYTPOOWIUTE, MOHOLIUTHTE Y
Makpodarure.

YCTaHOBEHO €, Y€ HH BHBO HHO3HH aueA00eH AUMENPAHO MOANOMAara NOTEHIHPAaHETO Ha
NOTHCHATHA CHHTE3 H TPAHCIAIHMORHA ¢1iocoOHOCT Ha HPHK Ha numdouuTHTE, KaTO €AHOBPEMEHHO ¢
TOBAa HHXHOMpa cHHTe3a Ha BupycHata PHK nocpeactsoMm :
¢ TMPOMAHA B HHO3HH-MEAMHPAHOTO BIUTIOYBAHE HA OPOTOBRATA KUCENIUHA B MONHPHOO
+ TNOTHCKaHC Ha 3allaBAHETO Ha MONMHaAcHMUAoBaTa kuceluHa kbM MPHK Ha Bupy
* MOJEKY/IApHa PEOPraHH3aluA Ha TpaHCMeMOPaHHUTE MPOTEHHOBH KOMITIEK
NPEeHACAHEeTO HA CHI'HaNAa upe3 cnenudurder T-knetbueH pelienTop B M)
BBTPEMEMOPAHHH 1a3MEHH YaCTHLIM, KaTO YBENHYaBa TPHKPATHO ILTLTHO




Hnozun auenobeH aumenpanon HHXHOHpa docdoauecTepasaTa Ha WHKIHYHNA ryaHosuH 3°,5°-
MOHOGOCHAT CaMo BbB BUCOKH KOHLCHTPALHH B HH BHTPO YC/I0BHA H [IPH HHBA, HEBKIIOUEHH B
NPOABUTE Ha HMyHO(apMaKOIOrHIHHTE e(eKTH HH BHBO.

DapMakonormvny eexTH

Huozmw aneaobeH AHMENpaHoa € CHHTCTHYHO [MyPHHOBO MPOH3BOAHO C HUMYHOMORYTHpAIH H
NPOTHBOBHPYCHM CBOMCTBA, KOWTO BOJST A0 YCWIBaHE HA HMYHHHA OTTOBOP Ha OpraHM3Ma.

5.2. ®apmMakoKHHETHYHH CBOlCTBA

Abcopbuus
Craen nepopanto npaiokenne HuosuH atenobex qumenpaHon ce aGeopbupa 6pp30 1 muiano (290%).

Pasnpegenenye
[IpemunaBna B 3HaYHTEACH OOl TEJICCHH ThKaHM, KATO Hali-roeMH konKuecTBa Ha Genssan MHO3MH

atieno0eH JUMENpPAaHO. Ce YCTaHOBABA B O10perne, Genus i YepHHEA Apod, chpLUETO, AanaKa,
TECTHCHTE, MaHKPeaca, MO3EKa M CKEJIETHATA MyCKyaTypa.

Bnomaﬂcghnpmg 15h

Cnen mpreM Ha AHEBHA 1038 OT 1 g 1pH 40BeKa Ca YCTaHOBeHH ciemmure MeTabomurn N,N-
auMeTHnamMaHo-2-nponanon (DIP) u p-anerammaobenzoeHa xucenwHa (PAcBA), xaTo TexHuTe
TutasmeHH HuBa ca Owmd 3,7 meg/ml Ha 27 uac cen npuema u 9,4 mcg/ml ma 1 yac cnex npueMa,
CBHOTBETHO.

AaHHWTEe OT KIHHMYHH H3NHTBAHUA IPH XOpa MOKa3Bat, 4& MAKCHMAaIHOTC MOBHIIEHHE Ha
IUIa3MEHHTE KOHIIEHTPALMH HA MMKOYHATA KHMCEIMHA KATO MAapKEpP 2a BHECEHOTO B OPraHH3IMa
KOMHYCCTBA HHO3ZHH HC MOKa3Ba JIHHECH XapakTep H B paMKHTE Ha 3 jaca cliea MpHEeMa BapHpa B
rpasuumre t 10%.

IIpn doreka ocHoBeH MeTabomut Ha DIP e N-okcua, 2 Ha PACBA — o-atarmoxyporus.

EAHMHHHpaHE
Cnen npuem Ha 1032 ot 4 g B steady-state ycnopus, 24-4acoBara eKckpelms ¢ ypusata Ha PACBA u

HEHHHAT OCHOBEH MeTabonut goctura 85%.

95% oT ycTaHOBeHaTa paHOAKTHBHOCT B YpHHATa, Anbkaia ce Ha DIP ce peanmsupa ot
HemeTabonuzupanud DIP u Herosus N-okcua.

Bpemerto Ha nonyxueot Ha DIP e 3,5 4., a 3a PAcBA — 50 min.
5.3. IlpenxknHHHYHM JAHHH 33 Ge30nacHOCT

B u3cnienBaHus BBPXY )KHBOTHH € YCTAHOBEHO, Ye CTOMHOCTHTE Ha CpeaHaTa JetanHa a03a (LDs)
HaABHLIABAT MAKCHMANHATA TEPANEBTHYHA 1034 NPH Xopa cpeaHo S50 neTH.

HaMa naHHU 32 MyTareHHa akTHBHOCT M KaHIEPOreHEH NTOTEHLHAL.

He e ycTanoBeHo TepaToreHHo H eMOPHOTOKCHYHO JeHCTBHE, KAKTO H HEGJATONPUSITHH ebekTH
BBPXY QepTHIHTEeTa, GPEMEHHOCTTA H PAXKAAHETO.

6. PAPMAUEBTHYHHA JAHHH
6.1. Chnncpk HA NIOMOMIHHTE BelleCTBA

[TinenuuHo HUILIECTE
IoBuaon

Llemynosa, MUKpOKpHCTATHA
Fmaneponor nubexeHar
Maruesues creapar




6.2. HecnhBMeCTHMOCTH

He ca uzBecTHU.

6.3. Cpox Ha rognoct

3 rOONHH.

6.4. CoenuajHu ycJIOBHA HA cBXpPaHEeHUe
Hpu TemnepaTypa nox 25°C.

6.5. Buj u csAbpxaHHE HA ONAKOBKATA

benn po nodrH 6enm, npoabLArOBaTH, JBOWHO W3MEKHAIH TAGIETKH, ¢ 4yepTa OT €JHaTa CTpaHA U C JieK
aAMOHAYEH MHUPHLC.

15 Tabnerku B GancTep ot 6410 Henpospadno PVC/PVDC u anymuHneso Gomuo.

JIBa, TpH UK yeTHpH GucTepa ¢ TMCTOBKA 38 MALHEHTa B KAPTOHEHA KyTHA,

He BCHUKH onakoBku MoraT za ObAaT MyCHAaTH HA Nasapa.

6.6. Crenmanun npeanasHH MePKH NpH H3XBBLPASAHE 1 paGora

Hsama crieluaniy H3UCKRAHHA.

7.  NPHUTEXATEJI HA PABPEIIEHMETO 3A YIIOTPEBA

Anudgapm EAJ]
Oyn.CumeonoBcko woce 130
1 700 Codusa, brarapus

8. HOMEP HA PAZPEINEHHUETO 3A YIIOTPEBA
Per.Ne 20210375

9. JATA HA IIbPBO PA3PENNIABAHE:

10. JIATA HA AKTYAJIM3APAHE HA TEKCTA

Anpuia 2023




