KPATKA XAPAKTEPHCTHKA HA IIPOAYKTA



“‘f’m"bﬂﬂlﬁTEﬂHA Ai EHLWIH ﬂﬁ ﬂEKAPCTBATA
KAP | Kbamia xapaKmepuciKa Ha i rpaggm} ﬁ?meuue 1
b HMERAE CTBEHHA HPOAVKT ia KbM Pz, M2 uvessriracasszserens / ...................................... i
RE/ (AT S
Hronmpeice 100 me/mi cupon s sowentis Ne 02l v 1 B g .
Inovirex 100 mg/ml syrup o P A e R R

2. KAYECTBEH H KONNMYECTBEH ChCTAB
1 m] cupon cranpxka 100 mg nHO3HH anenoGen uMenpanon (inosine acedoben dimepranol).
5 ml cipon cxabpxar 500 mg uuo3nH aneaoben AuMenpanon (inosine acedoben dimepranol)

[ToMornmHE BemecTBa ¢ HIBECTHO AckcTREAE:
METHJI IapaxuAPOKCHOeH30ar 1,5 mg/ ml
jaxapo3a 400 mg/ ml

3a ITRIIHYA CTIMCHK HA MIOMOIHHATE BEMIECTBA, BYKTE Touka 6.1.

3. JEKAPCTBEHA ®OPMA
Cupon

BucTpa, noyrn Ge3lBeTHA TEYHOCT ¢ aApOMAT HA MAJTHEA.

4. K/INHHUYHU JAHHU
4.1. TepanesTHXHM NOKAIAHAL

Hnornpexc cHpon e Moxa3aH IpH Jieua Haxl 1 TofuHa, BE3PACTHH H JIMIA B CTAPYECKa
BB3PACT, KaT0 HMYHOMOJYIATOp NPH NOTHCHAT WK YBPEACH KIEThUeH HMYHHTET MIIH 38
AcYcHAC Ha BEPYCHH HHQEKIHH KaTo:

» I'DHI ¥ BUPYCHH BHOEKIHA Ha ANXATCIHUTE TBTHING;
»  Xeprec CHMILIEKC H XepIiec 30cTep HHpEKUHH
«  BHUDYCHHK XCIIATHTH;

e KOXXHO NUTAaBMYHH, By IBOBATHHAIHH (CyOKIHHHYHA H35Ba} A CHIOLCPBHKAIHO-
CBEP3aHu ¢ YOBEHIKA MATIHIOMA BHPYC MH(EKIHH;

+ B KOMIIICKCHATa TepaNys HA FEHUTAIHY OpaqaBuiy (KOHIWIOMAaTa AKYMHHATA) KATO
AOITBJTHEHHE KbM KOHBCHIHOHATHHTE JIOKANHY UM XHPYPIHYHY NPOLETYPH;

»  uHbexknmosnu 3abonasanus (pySeona, Bapuliena, MOpOuIa, 3aymKa);
»  IHTOMETATOBHPYCHA HHQCKIAA;

»  HH(EKIHO3HA MOHOHYKJIS03a;

+ atrolen cTomMatHt;

»  [MOJOCTHP CKIEPO3UpPAIR MaBeHUeDaNHT.




4.2, Jlo3BpOBKA B HAYBH HA NPHIOKCHHEE

HO!%EQOBK&

JIseBHATa /1038 CE ONpe/eNs B 3aBHCHMOCT OT YHCTOTO TeNecHO Terno (63 MacTHaTa ThKaH)
Ha YaIMEHTA H TEXCCTTA Ha 3a60/IBAHETO H C€ PHEMA B HIKOJNKO PABHOMEPHH [IPHEMA.

Buvspacmnu u nuya @ cmapyecka 6v3pacm

Ilpenoprumrennara quepHa Jio3a ¢ 50 mg/kg 1.1. (0,5 ml 3a 1 kg Tenecno Terno), npuera b
HAKONKO (3 —~ 4) paBHOMEPHH IPHEMA.

MakcamannaTa AHeBHA 1033 He Tpa0Ba Aa Hameumgaea 4 g (o6uxHoBeno 3 — 4 x 10 ml
CHpOI).

Ieouampuuna nonynayus
Hena Han 1 ronmHa - ofuvalisata nuesna noza ¢ 50 mg/kg 1.1. (0,5 ml 3a 1 kg TemecHo
TErJI0), IPHETa B HAKOJIKO (3 —~ 4) paBHOMEpHH IIpHEMa.

OGuyalinara qHEBHA J03a Ce pasnpencis B 3-4 paABHOMEPHH MPHEMA KATO NPHIATAHHTE J03H
€a KaxTo cieBa:

TeaecHo Tersio Jlo3uposxa
10— 14 kg 3x2,5ml
15-20kg 3x2,5-3,75ml
21 -30kg 3x3,75-5ml
31-40kg 3x5-7,5ml
41 - 50 kg 3x7,5-8,75 ml

IpoABDKHTETHOCT HA JICYCHHETO
Ocmpu 3a6orseanus

ObyyaliHara DPOABLIKHTETHOCT Ha JieweHHeTo € 5 -14 auu. To Tpabea Aa npoxemxka 1 — 2
AHH CIIEH OT3BYIapaHe Ha XIHHUYHATA CHMITTOMATHKA FUIM TNO-ZHITO CIIOPEX MpELeHKaTa Ha
AEKaps.

Bupycnu 3abonssanus ¢ npompaxupano npomudane
Jlesennero TpaGea ma mpoxmwku 1 — 2 ceaMMUM CN€[ OT3BY%aBaHe HA IIHHHYHATA
CHMITTOMATHKA HITH IO-TBNTO B 3aBECHMOCT OT NPELIEHKATA Ha JIEKaps.

Pexypernmnu 3abonseanus
o Hauamua dasza —~ meobxoauMo € Ja ce cnemBaT NPeNOPBKUTE, OTHACHINH C€ KBM
MPOABIDKHUTENHOCTTA HA JICUYSHHE NPH OCTPH 3a00sBanny.

o Tloaaspxamo nedeHRe — IHEBHATA 1032 MOXKe Ja Obae Hamalesa 1o 500 — 1000 mg.

» [lpu rodsa Ha Ha4aNHY MPH3HAUM Ha PellHMB ICUYEHHETO 3AN0YBA ¢ IPEHOpHYBaHATA
JIHEBHA JI03a IIPH OCTpH 3ab0JsABaHNs, KOATO € HeoOX0AuMO Ja ce npuiara | — 2 gau
ClieZi OT3BYYaBaH¢ Ha KIMHMYHHTE NposBH. [IpH HyxKIa KypchT Ha I€YeHHEe ce

TIOBTapd HAKOIKO N'ETH B CBOTBETCTBHC C OlIEHKATA HA KIMHWYHOTC CHCTOAHHE H

IIPENOPBKHTE HA JICKAPSL.

Xponuunu 3ab60r26aHus
IIpenopruBaHaTa nHepHa /103a € 50 mg/kg T1.T., KOATO Ce [TPHIAra KakTo




IHpoTutuane na 3aboxssanero Hponvrxurennoct Ha| [poabmxarennocr Ha
OpHeMa NPeKbLCBAHETO
ACHMITOMaTHYHO 30 gau 60 mn
Jlexo M3paleHn KIMEMYHA CHMIITOMH 60 nEu 30 guu
Texxo m3pazeRn KITMAWMHA 90 nHu 30 muu
CHMATOMH

Tasn cxema Ha medeHHe MoXe Ja Obac MOBTOPEHA IPH HEOOXOAMMOCT, KATO MAIMEHTHT
TpA0Ba na 6bJe NPOCHENABAH CEIVIACHO YKA3AHHATA 34 PEKYPEHTHH 3a00/IaBanns.

CrernuanHy noxazasnsg

Konounomama axymurama uru eNOOYEPEUKARNO-CEbPIANU UHDEKYUN C YOBEUIKU NANUNOMA
eupyc (HPV)

ITpoAyKThT Ce npHAara B HEBHA 1032 3 g B OPOAB/DKeHAE HA 14 — 28 qHH, CAMOCTOATENHO
HJH B KOMIUIEKCHA TEpanui ¢ KOHBEHIMOHATHUTE NOXATHH HIIH XUPYPIUIHH HPOUERYDH, B
CHOTBETCTRHE CLC CIACAHATA BPEMEBA CXeMa:

- Hucko-puckosn naimeHTH (AMYHOKOMIICTEHTHH JMLA HIH MALMEHTH ¢ HHCHK PHCK 3a
PEUHOMB) ~ MPOAYKTHLT CE MPHJIAra B NPOABDKEHHE Ha 14 — 28 muu, KoeTo OOHKHOBEHO BOIH
A0 TMOCTHTAHE HA MAKCHMANHO CLOTHOLIEHHE HW3IYNCTBAHE/PELBAYB HA JIC3HMTE 338 2 WM
NoBeve Mecena el IPEeyCTAHOBABAHE HA Ne4eHAETO, (e3 mpunarane Ha JPYTH JEKapCTBEHH
CpeACTBa,

- BHCOKO-PHCKOBH HanHEeHTH* (2 ¢ HMYHeH JednlNT HIH IAMEHTH C BHCOK PHCK 3a
pely/MB) — NPOOYKTHET Ce IpHIara 5 AHA CSAMMYNO, B 2 NOCJENOBATEAHH CEIMHMIM Ha
Mecell, B IPOABIDKEHNE Ha 3 Meceld, KoeTo 00MKHOBEHO BOAH 0 MAKCHAMAITHO CHOTHOIEHHE
H34YHCTBaHE/PeIMAMB Ha JIE3HHTE J0 Kpad Ha 3™ Mecell oT JledeHKeTo.

Ilocoyenara TepameBTMYHA CXeMa IpPH HEOOXOAMMOCT MOXe Aa Opae mnosTapaHa, a
TPOCHEASRAHETO HA UAKEHTAa C€ H3BLPINBA B CHOTBETCTBHE C NPENOPBKUTE, NOCOYEHH MPH
PEKYPEHTHH 3abonaBanms.

* Ilpodunnre Ha DALUBEHTHTE C BECOK PHCK WIH LEPBAKAIHA JUCIIA3HA HIH C FEHUTATHH
6pafaBaUM BRTIOTBA:
*  HMYHOZCOPECHA ZBJDKAMA CE HA:
- aHAMHE34 34 XPOHHYHHE HIH PEKYPEHTHR HJIH JPYTH CeKCyanHo-Ipeasany bomecTy;
~ IPOTHBOPAKOBA XAMHOTEPAITHS;
- eKETHEBHA 30YNOoTpeda ¢ aNKoXom;
» Hpomemxmrenda (noseye oT 2 roguny) ynorpea Ha epopaHy KOHTPAUCITHBHY;
- Komenrpauus Ha donar (con/ecrep Ha Qonmepa KUCEIMHA) B €PRTPOLHATHTE < 660
nmol/l;
- Hexonrponmpan 3axapen nuaber;
» IlpoApmxHTENHO TIOTIOHOMYINEHE;

= Aronus;
» UecTu BaTHHANHA CEKCyallHH KOHTAKTH (= 2 — 6 ceMHYHO) MIIM aHANEH CeKCyancH
KOHTAKT;

= MBuoro0poiiuy cekcyansn NapTHROPH HAK NPOMAHE Ha ITOCTOSHEH NAPTHHOD;

» T'enuranuu OpanaBHiM B OPOTBIDKEHHE HA > 2 TOAMHH MITH > 3 HEyCTEIIHH AcHeHHA,
110 AaHAMHECTHYHH JAHHY;

» OTcheTREC Ha aHAMHECTHYHH JAHHH 33 OpaJaBHili 1O KOKATA B JIETC

Cybaxymen cxneposupaw nanenyeganum (SSPE)
HAnesnara no3a ¢ 100 mg/kg T.1., KaTO MakCHMAaNHaTa JHEBHA J03a HE TP
3-4p.



HpOJ]yKTBT TpﬂﬁBa Aa C¢€ IIpHilara nNpogbJDKHMTCIHO NPH PEAOBHO MIPOCHCiiBaHE Ha
KIHHUYHOTO CHCTOSHHE H OLICHKA Ha HeOOX0JHMOCTTE OT YADBJIKaBaHS Ha JICYEHHCTO.

Haune Ha npunoxenne
To3u nexapcTBEH MPOAYKT € HpeaHA3HAYEH 3a NPHIOKEHHEE ITpe3 YCTAaTa.

JlueBHata zo3a e HeoOxoaMMo na OBAE pasnpeieNeHa paBHOMEPHO, B pAMKHTE Ha 3 — 4
TIipHEMa,

4.3. IIporHBONMOKA3ZaHMS

. CBpBLXYyBCTBHTEINHOCT KbM HHOHH ale/100eH JUMENPAHON KM KbM HAKOE OT
MOMOLIHHUTE BeIIECTBa, H30pOEeHH B T. 6.1.;

. ITonarpa B octpa dopma;

. ITormmeny cTORHOCTH Ha MMKOYHATA KHCETHHA B KPhBTA,

4.4. Cpeudajadu npegynpexienus H NpeaNazHd MePKH NPH yHoTpeba

B xoxa Ha nevenneTo e BB3MOKHO NPEXOXHO MOBHIICHAE HA H3XOAHHUTE HMBA HA IIMKOYHATA
KHCeJIHHA B KPBBTa H YPHHATA, KOHTO oOutaiiHo octasat B pedepedTnn rpannnd. Topa
TIORHIICHHE CE OTHACHA 0COOEHO 3a MBXETE N 3aCTAPABAINATA IIOMYJALK OT ABATA 11013 H ¢
ABIDKH Ha KaTaboMHHA MeTaboMH3EM PR 40BeKa Ha MHO3MHOBHA KOMIIOHEHT 0 IHKOYHA
KHCeJIHHA,

IToBnnIeHneTO HA HUBATA HA MHKOYHATA KHCEIMHA HE € CBBP3aHO ¢ JIEKAPCTBO-CBhp3aHa
MHIYKIHUA HA aKTHBHOCTTA Ha EH3UMHATE HIIH B ¢IHMUHAIEOHHATA QYHKIMX HA OB0perTe.
Ipeapun ToRa, IPOAYKTHT MOXKE /A Ce IPHNAra ¢ [OBHINEHO BHUMAHYE IIPH HAl[HCHTH ¢
1ojarpa, KosATo He € B aKTHBHA (da3a B IepHoAa Ha JICUCHHE, TAKHBA C XHICPYPHKEMHA, C
YPOJNHTHA3A MTH NP NAUAESHTH ¢ HapymeHAas Ha 6pbpeunara QyHKiys, npH PeAoBHO
MOHHTOpPHpPaHE HA CTOHHOCTHTE HA MMHKOYHATA KHCETHHEA,

B xoza na nedenneTo He MOXxe Aa Oble H3KIOYEHA I0ABA HA OCTPH PEaKIHy Ha
CBPBXYYBCTBHTE/THOCT KATO YPTHKApHA, aHTHOENEM, aHa(HITAKCAS, KOETO H3UCKRA He3abaRno
TIpeKpaTABaHe NPUEMa Ha IPOAYKTA.

IIpoXBIKHTEHOTO NEYEHHE MOXE Ja AOBEJE 10 HeponHuTHA3A.

B xona Ha DpoaBIHKATEHO NE4eRRe ¢ HEOOXOMUMO PETYIIAPHO IPOCIENABAHE HA
CTOHHOCTHTE Ha MAKOUHATA KHCEAHHA B KPhBTA H/HIIN YPHHATA, KPBBHATA KAPTHHAE H HA
TOKa3aTeNnTe Ha YepHoApoOHaTa i 660pedna QyHKIHS.

I'oTOBHAT TeKapCTBEH NPOAYKT ChABPKA METHII NAPaXHAPOKCHOEH30AT, KOHTO MoXe Ia
NMPHYIMHHA AIEpPTHYHE PEaKlHy (Bb3MOXHO € Ja ca oT 3a0aBeH THI).

To3n nexapcTBeH NpoAyKT ChABPKA 3aXapo3a. [launenTr ¢ peaxn HacaeacTBeHH mpobieMu
Ha HENMOHOCHMOCT KEM QpyXTo3a, IIOK030-rajIakTo3Ha ManabcopOims Him
CYKpa3a-H30MallTa3Ha HeAOCTATHYHOCT He TpaOBa Ja npueMaT TOBa JIEKapCTBO.
Enna expnnvra no3a o1 5 ml ceanpika 2 g 3axapo3a, KoeTo TpAOBa Ja ce HMa Ipe
NAIHMEHTH CHC 3aXapeH Auaber.




4.5. BsammopeficTBHe ¢ IPYTH JeKAPCTBEHH OPOIYKTH H Apyry GopMHE Ha
B3AHMOXeHCTBHE

Iosnmeno sBHEMaHNE € HEOOXONHMO TIPH €HOBPEMERHO NPHIOKEHHUE Che CICAHATE
JEeXapCTREHU NPOAYKTH:
» HHEXHOMTOPH Ha KCAHTHHOKCHZa3ata (aJIOIypPHHONT) HIH YPHKOIYPHUHY CPEACTERa;
» THA3HJHH JHYPETHITH (XMAPOXJIOPTHAAJ, XIOPTATHAOH, HHAATAMHA);
» OpuMxoBH mHypeTHIM (bypo3eMHIZ, €TAKPHHOBA KHCE/IHRA | Ap.).

[IpoayxTsT He TpAGBa /a Ce NpHJIara CAHOBPEMEHRO ¢ HMYHOCYINPECHBHHA CPEACTRA NOPagH
BB3MOXKHH B3auMOACHCTBHA Ha (apMaKOKHHETHYHO HHBO, KOHTO MOTAT Ja NOBJIHAAT
TepaneBTHIHHA edrext. Coies1 NpHKMOYBAHE HA HMYHOCYTIPECHBHATA TEPAMHA € BH3MOXKHO
npunoxesrero Ha Mno3uH anenobeH quMenpaHoiL.

Huo3un anenoben auMenparon yCHIBa JefCcTRBHETO Ha 3UAOBYIMH (a3uaoTuMumus /AZT/)
IPH €AHOBPEMEHHO MPHIOKEHEE B Pe3yNTaT HA yBennueHo GopMupane Ba AZT HyKIeoTHAN
BCIEACTBHE Ha MOBHINECHa Ouonani4HocT HA AZT 1 NoBHINEHA BETPEKIeTHINA
docopunanus B XPEBHUTE MOHOIUTH.

4.6. BpeMeHROCT, KbpMeEHe H QepTHIHNTET

BpeMennocT
JIMncBaT naHHH OT KOHTPOJIMPAHK KIMHAYHE W3MMTBAHKUS OTHOCHO edexTrTe Ha UHOo3MH

anezo6en maMenpanon BepXy OpeMeHHOCTTa B GETATHOTO pasBUTHE IIPH XOpa, TIOpaay
KOETO NPOMYKTET MOXE Jia C¢ MPHIIara no BpeMe Ha 6peMeHHOCTTa, eqUHCTBEHO MO JIEKAPCKO
Ha3Ha4YCHHe clie]l IpeleHKa, ¥e MOTCHIUANHA [0I3a 3a MafiKaTa HAJIBHINABA CBEHTYATHHUA
PHCK 32 IUTI0Jia ¥ HOBOPOUEHOTO.,

Kspmere
Huo3wun anenoben JUMETIPanHoN ce eKCKPeTHpa ¢ MaliaMHOTO MIAKO. JlexapcTBOTO MOKE fa

Ce ImpyJjiara 1o BpeMe Ha KbPMEHE CANHCTBCHO IO JeKapCKO HAZHAYCHHUE Cel NIPpEelieHKa, ue
MOTEHHAINA N10J3a 34 MailkaTa HaJBUINABa CBCHTYANHEN PHCK 34 KbpMAa4CTO.

QeprriMTeT
Hsama nannn otHOCHO feffcTerero Ha Huo3uH anenoGed nuMenpanos BEpXY ¢epranmrera

IpPH Xopa.
4.7. EdexTs BLpxy ¢nocobHocTTa 32 modpnpane u paboTa ¢ MAMMHA

HHoBupeke cHpoON He MOBIHMABA HITH NOBIMABA B IpeHeOpekuMa CTENEH CIOCOGHOCTTA 3a
modupane 1 pabora ¢ MAITHHH.

4.8. HexenaHH JeKADCTBEHH PEAKIAM

Enuncreenara mocTosHHO HabmogaBaHa HEXENaHA TeKAPCTREHA PEAKIHsA, CBhP3aHa ¢
npunoxesHeTo Ha Huo3uH auez106eH ANMENPaHON NPH BE3PACTHH H B NEUATPHYHATA
NOMyNalAs € IPEX0JHOTO NOBUIeHNE Ha CTOMHOCTHTE Ha IMKOYHATA KHCETHEA B
yprHaTa, OOHKHOBEHO Te3M CTOHHOCTH OCTaBaT B pe)epeHTHHTE IPAHHIN U C&
HOPMATH3HPAT HAKOJIKO HH CIIE] IPEKPATABAHE HA IEUCHHRETO.

Cnenxara TepMHHEOIOTHA € GHiIa H3NON3BaHA NPH KIACH(PUUHPAHETO HA HEX
PeaKIiiH [0 OTHOIIEHHE Ha TAXHATA YeCToTa: MHOro vectd (>1/10), yectn (>



HedecTH (>1/1000 zo <1/100), peaxu (>1/10000 no <1/1000), Muoro peaxu (<1/10000), ¢
HEH3BSCTHA YeCToTa (JecTOTaTa He MoXe Ja 6he OMpe/ieNicHa OT HATHIHKRTE N3HHK).

C HeM3BECTHA 4ECTOTA

MedDRA SOC/uecTora HexenaHa TeKAPCTBEHA peaKINHA

CTOMaAIMHO-YPEBHA HAPYIIeHHH

YectH Ilospwmane, ragene, auckoMbopt B
obnacTTa Ha eMAracTpPHyMa

Heuect Juapust, KOHCTHIAIIMA

Borka B roprara gacT KopeMHa o6nact

H3cnenpanus
Mruoroe gecT

YectH

TlopuIneHn cTOMHOCTH HA NHKOYHATA
KHCENHHA B KPBBTA H YPURATA

TloBrmesH cTOHHOCTH HA KPBBHATA Yped,
TpaHCAMHAHA3HTE ¥ ankatHaTa bocdarasa

HapymeHns HA KOXKATA ¥ NOAKOKHATA
THKAH
Yectn

C HeH3BeCTHA 94ecToTa

OO6puB, NpypRTYyC

Eputem

Hapymerus Ha HePBHATA CHCTEMA
Yectn

I'naBoGonue, BepTHIO

Heyectnt COMHONICHTROCT, HHCOMHHA
C HeH3BecTHA YeCcTOTa 3aMaaHOCT

Hapymenns B8 MyCKyJIHO-CKE/IeTHATA

CHCTEMA H CLeIHHHTCIHATS THhKAH

YectH ApTtpanras

Iepxuann HapymeHns

Heuectn HepgHoct

Hapymenns Ha 6b0pennTe B NHKOTHHTE

NbTHIIA

Heuectn Honuypus

HapymieHusi HA MMYHHATA CHCTEMA

C HeHM3BeCTHA YECTOTA

AHTHOEHEM, CBPBXYYBCTBHTEIHOCT,
YPTUKApHS, aHabHIAKTHIHA PEAKIHI

O6mua HapymenHa ¥ epeKTH HA MACTOTO Ha
NPHNOKEHHE
YecTH

YMOpa, HepasnonoxeHue

Crofinanane Ha NORO3HPARH HEXENAHH PEAKLUH

CroblasaneTo Ha IOZO3HPaHH HEXENAHH PeakMK CJIe pajpeliasase 3a ynorpeba
feKapCTREHHA TPORYKT € BaXHO. ToBa NO3BOIIABA 12 MPOABIIKY HAOMIOICHHET:
CBHOTHOIICHHETO NON3a/PACK 32 IEKAPCTREHHA NPOAYKT., OT MEAMLIMHCKHTE C
H3HUCKBa I3 cho0MaBar BCAKA NORO3HpaHa HexelaHa peakius 4pes:




H3nbnHuTEHA areHUMN 10 JISKApCTBATa
yi. Jamsan I'pyes“ Ne 8

1303 Cogns

Ten.: + 359 2 8903417

yebcaiiT: www.bda.bg

4.9. Ilpenosupane

HsMa cho0meRH ciyvan Ba npenosupase. IIpe HeoGX0ZAMOCT ce MprIara cHMITOMATHIHO
JIEUCHUE ¥ MOAXOAAIIH NOATLPIKAIH MEPKH.

5. ©OAPMAKOJIOTHYHU CBOHCTBA
5.1. dapmMakoIAHAMIIHH CBOKCTBA

@®apMmakoTepaneBTHYHA IPyna: AHTHBHPYCHH CPEJCTBA 32 CHCTEMHO IIPHIIOKEHHE;

JlHpeKTHO AelcTBAIH aHTHBHPYCHH CPEACTBa, J{PYIH AHTHBHPYCHH CPEJiCTBA
ATC xox: JOSAX05

MexaHp3bM Ha NelCTBHE
Hopmanusupa HeOCTATHIHAA HITH HAPYIICH KNETHYHO-MEAUMPAH IMYHHTET 9pes:

» npenusBHKBane Ha Thl oTroBop, koifTO OT CBOA CTpaHa HHULMHPA Y3PABAHETO A
madepenumparero Ha T muiMdonuTHTe;

+ TOTCHIMpaHe Ha HHAYIHpaHUTE JHMGONpoudepaTHBHE PEaKIHE B MUTOTEH- HIIH
AHTHTeH-aXTHBMPAHHNTE KIETKH.

Hnro3un anenoben ARMenpaHol MOAYIHPa HHTOTOKCHYHOCTTA Ha T JMMdonaTHTe B HA
€CTECTBCHHTE KIETKH-YOHHIY, kakro U dyHkiruTe Ha CD8+ cynpecopuute u CD4+
XEIMIEPHUTE KICTKH.

Hosuinasa 6pos Ha 1gG H KOMIIEMEHT-NIOBLPXHOCTHETE MapKepy. Y BeIHyaBa
npou3BoAcTBOTO Ha IL-1 B noanoMara npoxyxmusTa Ha IL-2, perynupatiy BE3X004100
excrpecudaTa Ha JL-2 pertenTopa B yCIOBHA uH 6UMPO.

Vpennuaba ennorenHara cekpenns Ha JFN-y 1 HaMansiBa un sueo npoayxumsta Ha IL-4, B
JONbJIHEHHE NOTEHIMPa XeMoTaKcHca i daromuTozara nNpu HEYTPopIMTe, MOHOLIKTHTE H
Maxpodarure.

YCTaHOBEHO €, Y€ UH 6460 HHO3KMH anefo0eH TMMEPaHO NOANOMAra TOTCHUIHPAHETO Ha
TIOTHCHATHA CHHTE3 H TpaHCIanHOHHA cniocobHoct Ha APHK Ha nuMdouuTuTe, KaTo
€IHOBPEMEHHO ¢ TOBa HHXAOMpa cuHTe3a Ha Bupycnata PHK nocpenctsom:
« IMPOMAHA B HHO3MH-MEAHUPAHOTO BKIIIOYBAHE HA OPOTOBATA KHCENMHA B
NONMPHOOIOMHUTE; _
« MOTHCKAHE HA 3AIABAHETO Ha MONHANCHUIOBATA kicemina kbM HPHK Ha Bapyca;
+  MOJIEKYyJIIpHA PEOPraHH3alia Ha TpaHcMeMOpaHHHTE HPOTEHHOBH KOMILIEKCH,
aHrUKHPaHH B [IPEHACIHETO Ha CHrHajla 9pe3 cnennduier T-KIeThYeH pelgirre
THMQOLATHHTE BETPeMeMOPatHH 1a3MEHH YaCTHIIH, KATO YBEIHYABA P o
ILTBTHOCTTA HM.




Hno3un anenoben mimenpanon maxubupa dochoanecrepasaTa Ha UMKIHYEAA TYABO3HH
3’,5’-monodocdar camo BbB BUCOKA KOHIEHTPAIIRH B ¥4 6umpo YCIIOBHS H IIPH HABA,
HEBKJIIOUEHH B IPOABHTE Ha MMYHO(apMaKoIoruIHHTe eEKTH UH 6160.

PapMakonorugHu edekTH

HHo3un auesolen mUMENpaHOT € CHHTETHYHO IIyPHHOBO NPOH3BOAHG ¢ HMYROMOXY THPAIIHA
H TIPOTHBOBHPYCHH CBOHCTBA, KOHTO BOAAT A0 YCHABAHE HA HMYHHMA OTTOBOP HA OPTAHH3MA.

5.2. ®apMaKOKHHETHYHH CBOHCTBA

AGcopbuus

Cnen nepopantio npunoxesue Mrosns anenoben quMenpanon ce abcop6upa 65p30 1 NBIHO
(290%).

Pasnpenenenue

IIpemunasa B 3HaTHTENeH Opoif TENECHHN ThKaHM, KATO Hali-rOJIEeMHR KONHYECTBa Ha fengsan
Wno3un anegoben guMenpanon ce ycTaHoBsBa B Gb6penute, Gesms H gepHUs Apob, cepueTo,
najaka, TeCTHCHTE, NaHKpeaca, MO3bKa H CKEIETHATA MYCKYaTypa.

BraotparcdopManmg

Cnen npuem Ha JHeBHA 7032 0T 1 g IIpH YoBeka ca YCTaHOBEHH chnenHuTte MeTabonutd N,N-
auMeTHiaMEHo-2-tiponason (DIP) u p-anerammpoGensoeHa kucenuHa (PAcBA), xaro
TEXHHTE ITa3MeHH HUBA ca 6umH 3,7 meg/ml Ha 2P wac cnex npuema u 9,4 meg/ml Ha 1™
9ac cliefl IpHueMa, ChOTBETHO.

JlananTe OT KIMHMYHH H3IUTBaHUA NPHM Xopa MOKA3BAT, Y€ MAKCHEMAIHOTO NOBHINEHHE Ha
IUTA3MEHHTE KOHLEHTpaudH HA NMKOYHATA KHCENMHA, KATO MapKep 3a BHECSHOTO B
OpraHu3Ma KOAHYECTBO WHO3MH He NMOKAa3Ba IMHEEH XapaKTep M B PaMKHTE Ha 3 uaca cnex
npHema Bapupa B rpanuimte + 10%.

[Ipu YoBeka ocHOBeR MeTabomuT Ha DIP e N-okcHz, a Ha PACBA — 0-anuirmoKy poraa,

Enum aHe
Cren npueM Ha 1032 ot 4 g B steady-state yciopns, 24-4acOBaTa eKCKPENHs ¢ YPHHATA Ha
PAcBA x mejinuaT ocHoBes MeTaGormT noctura 85%.

95% ot ycranoBeHaTa paJMOaKTHBHOCT B YPHHATa, Ibiikania ce Ha DIP ce peanusupa ot
HeMetabommsupanns DIP u weropus N-okcu,.

Bpemero na nomyxuneot Ha DIP € 3,5 u., a 3a PACBA — 50 min.
5.3. IlpeaxnaHuvHM XaHHHA 3a (e30macHoCT

B u3cneBaHus BEPXY XKHBOTHH € YCTaHOBEHO, 3¢ CTOHHOCTHTE Ha CpeHATA JeTaHA 4034
(LDso) HagpHiIaBaT MaKCHMaTHATa TEPAEBTHYHA 033 IPH Xopa cpexHo 50 mbTu.

Hsama qannn 3a MYyTareHHa akTHBHOCT H KAHIICPOICHEH MOTCHITHAIL

He € ycTanoBeHO TepaTOreHHO U eMOPHOTOKCHYHO AEHCTBHE, KAKTO H HEGN
edexTa BBEpxy beprimTeTa, GpeMEHHOCTTA U PaXKAAHETO,



6. ©APMAHEBTHYHU JAHHH
6.1. CnHcbk Ha MTOMOIHHTE BEIIECTBA
3axapo3a

I'manepon

Merni napaxunpokcubeH30aT

Harpues nurpar

3axapHH HaTpHi

ApoMar Ha MaTvHA (CMec Ha HAaTypalHH ApOMATHH BEIECTRA H [IOK03a)
[TpedncTena Boma

6.2. HecnBMecTHMOCTH

He ca m3secTHH.

6.3. Cpox Ha rogaocT

2 roAHHH.

6.4. Coeunmannd yc/0BHA Ha ChXpaHeHHe

Ja ce cbxpansBa B opHIHHATHATA OMAKOBKA [IPH TeMTeparypa nox 25°C,

Cpox Ha TOAHOCT €IS IBPBOTO OTBapAHe Ha OYTHIKATa — 6 Mecera IPU TEMIIEPATYpa IIOL

25°C.

6.5. Bua ¥ cuabpkaHHE HA ONAKOBKATA

120 ml cupon B TBMHH CTEKACHH Gy THIIKH.

Enra 6yTH/IKa B OTAKOBKA ¢ MEPMTENHA JIHKHYKA ¢ ZeneHnd 1,25 ml, 2,5 ml u 5 ml.

6.6. CnenuajanH npenna3Hu MepkH NpH H3XBLP/ASHEE B pabora
Hsma cneunaniy H3UCKBaHUN,

7. HNPHTEXATEJI HA PAJPEIEHMETO 3A YIIOTPEBA

Anngapm EAJ]

6yn. “CumeonoBcko moce™ Ne 130
1700 Codna

Briarapus

8. HOMEP HA PAZPEHIEHMETO 3A YIIOTPEBA
Per. Ne BG/MA/MP-57116




9. JATA BA ITILPBO PAPEIIABAHE/NIOAHOBABAHE HA PASPEILEHHUHETO
3A YIIOTPEBA

Jlara Ha MEpBO paspeiaBane:

21.12.2021

10. JATA HA AKTYAJIM3HPAHE HA TEKCTA

04/2022




