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1. HUME HA JIEKAPCTBEHUS TPOAYKT
68567 29 -05- 2025

Uno-IIporekt 500 mg rabnerku
Ino-Protect 500 mg tablets

2. KAYECTBEH U KOJIMYECTBEH ChbCTAB
Beska Tabnerka cbabpxka 500 mg vHo3MH aneo0eH aumeripadon (inosine acedoben dimepranol).

[TOMOLIIHO BELECTBO C U3BECTHO JEMCTBHE: MilleHUYHO HUIIecTe. Beska TabneTka cbabpka 82 mg
MiIIEHUYHO HULLECTE,

3a MBJIHUSA CITUCBK HA NMOMOLIHUTE BELIECTBA. BHKTE TOUKa 6. 1.

3. JIEKAPCTBEHA ®OPMA

Tabnerka

benn 1o noutn 6eu, KpbIiM, MJI0CKH TA0JIETKH C JIEK AMOHAYEH MUPHC.

4. KJ/IMHHUYHHU JAHHH

4.1. TepaneBTHYHH NOKA3AHHS

Uno-TIporekT TabneTku € nokasaH 3a JIeYeHHE HJIM NMOBJIMABAHE HA NMOTHCHAT WJIH YBPE/EH KJIeTbYeH
UMYHHMTET W KJIMHWYHHUTE NPOsIBU HA BUPYCHU UH(PEKLIUHK KaTO:

e  T'PHI M BUPYCHHU HH(PEKLIMK HA AUXATETHUTE ITbTHILLA:

e XEeprec CUMIUIEKC M Xeprec 30cTep HHPEKLIHNH;

e a(TO3€H CTOMATHT:
e B KOMIUIEKCHATA Tepanus Ha reHUuTajlHu OpanaBuLM (KOH/IMJIOMATa aKyMHHATA) KaTo

NOMBbJIHEHHE KbM KOHBEHILIHOHAJTHUTE JIOKAJIHH WK XUPYPIrUUYHH TMPOLIELY PH;

e  KOXHO JIMTAaBU4YHH, BYJIBOBarMHaaHH (CYOKJIMHMYHA U35Ba) WIH €HA0LEPBHUKATIHO-CBBP3aHH C
JOBEIIKH NanujioMa BUPYC HHPEKLIUM;

e  BHUPYCHH XEMNATHTH,

«  uH(peKUHo3HHU 3abonsaBaHus (pyOdeona, BapuLesia, MOPOHIIH, 3ayLIKa);

e  LIMTOMEraJlOBUpPYyCHA HH(EKLMA:

e  HH(pEKIHO3HAa MOHOHYKJI€03a;

e  MOJOCTBP CKJIEpPO3Upalll naHeHuedanur.

4.2. Jlo3MpOBKa H HAYHH HA NPHJIOKEHHE

Jlo3upoBka
JlHeBHaTa n03a ce onpejesis B 3aBUCHMOCT OT YMCTOTO TeJecHO Tersio (0e3 macrtHara T]:I{HH) Ha

p.,
Bwspacmuu u auya 6 cmapyecka 6b3pacm ¥
[IpenopbunTenHara aHeBHa ao3a e S0 mg/kg 1.1. (1 Tabnerka 3a 10 kg rene
HAKOJIKO (3 — 4) paBHOMEPHH NpHeEMa. k . _'_‘:;';.__':‘_i _
MakcumanHaTa JIHeBHa 103a (OOMKHOBEHO 3 g IHEBHO) He TPsAOBa /1a Ha/IBUILIABA ¥ g \NEFE L
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Heouampuuna nonyaayus
TTeuta Hap | roauna - obuuaitHata aHesHa no3a € 50 mg/kg 1.1. (1 Tabnerka 3a 10 kg TenecHo Terno),

MpueTa B HAKOJKO (3 — 4) paBHOMEPHH NpUeMa.

Heo6xonuMo € aa ce Mpeunsypa aajiu ASTeTO MOXKeE Ja npuema npoaykra noa ¢opmara Ha tabnerka.
[MpoAyKTHT c€ npeanara U B ApyrH JiekapcTBeHH GOpPMH (CHPON W Mpax 3a NMepopaieH pasTBoOp), KOKWTO
ca Mo-noAXOoAALLH 32 NPUIIOKEHHE IIPH Aela. -

[IpoABLIKUATEIHOCT HAa NIEYEHHETO

Ocmpu 3a60136aHUA

O6HuaiiHaTa NPOAL/DKHTENHOCT Ha NieueHHeTo € 5 -14 anu npu 3abonssanna ¢ 6bp30o passuTHe. To
TpAOBa Ja NMpoOwDKM | — 2 AHW cliel OT3BYYaBaHEe Ha KIMHHWMHATA CHMITTOMAaTHKa WIH NMO-ABIro

Criope npeucHKaTa Ha JiCKapA.

Bupycnu 3a6orseanus ¢ npompaxupaso npomuiane
Jleyennero TpAOBa fa npoARDKU | — 2 ceaAMHMLH CliEl OT3BY4YaBaHe HAa KIMHWYHATA CHMITOMATHKA
WM NO-ABJAro B 3aBUCUMOCT OT NpELIEHKATa Ha Jiekap4.

Pexypenmnu 3abonseanus

o HauanHa ¢asza - HeoOxoauMO € faa ce cCaeaABaT NpPENOPBKUTE, OTHACAIUH C€ KbM
NpOABIDKMTENIHOCTTA HA JIEUEHHE NMpH OCcTpK 3abondsaHus,

o Ilopabpxalllo Ne€YEeHHE — AHEBHaTa no3a Moxe Aa Obae HamaneHa ao 500 — 1000 mg (1 — 2
TaONeTKH). '

o [Ipu noAea Ha HAYaHK MPU3HALIM HA PEUMIUB JICUCHUETO 3aM0YBa ¢ NPEenopbYBaHaTa JHEBHA [103a
npM octpu 3abonaBaHusA, KOATO € HeoOXOAMMO Aa ce npunara | — 2 gHA ¢nea OT3By4aBaHe Ha
KNMHWYHUTE npodBy. TIpu Hy>kNa KypchT Ha EYEHHE CE MOBTApPA HAKOJKO MbTH B CbOTBETCTBHE C
OLIeHKaTa Ha KJIMHWYHOTO CbCTOSHUE U NPENOPBKHTE Ha NIEKaps.

Xponuunu 30601968aHUA
[TpenopbusanaTa AHeBHa Ao3a € 50 mg/kg T.T., KOATO Ce NpHIara KaxkTo Ciesa:

IIpoTutuane na 3aboasaneTo IIpoAB/IKHTEIHOCT HA IpoabxkuaTEIROCT HA
| | npHeMa NpeKLCBAHETO
ACHMIITOMATHYHO 30 numn 60 numn
Jleko W3pa3eHH KIMHUYHH CHMIITOMH 60 aun | 30 auu
Texko U3pa3eHH KIHHHYHH CHMIITOMH 90 nuu 30 anm

Ta3u cxema Ha NedeHHe Moxe Ja Obae NoBTopeHa NMpH HeoOXOJUMOCT, KaTo MauMeHTHbT TpAbBa a
Oba€e NpocielsBaH ChraacHO yKa3aHMATA 34 pEKYPEHTHH 3a00nsaBaHus.

CneuuyanHu 1oKa3aHus
Konowiomama axymunama uiu eHOOYePEUKATHO-C8bD3ANU UHQEKYUU C HOBCWKU NARWIOMA GUpYC

(HPV)
[IpoayKTHT ¢ce npunara B JHEBHA J03a 3 g B NpoAwDKeHHEe Ha 14 — 28 nHH, CaMOCTOATENHO WIH B
KOMIUIEKCHa Tepanusi ¢ KOHBEHLMOHAIHUTE JIOKATHH HWIH XHPYPrHUHH npoueaypH, B CbOTBETCTBHE
ChC ClleiHaTa BpEMeEBa cXema.

o HMCKO-pHCKOBH MAUMEHTH (MMYHOKOMIMIETEHTHH JIMLIA WIH MAUKEHTH ¢ HUCHK PHCK 32 PELIMIIHB) —
MPOAYKTHT ce Npuiara B NpoAb/uKeHHE Ha 14 — 28 aHH, KOeTo OOHKHOBEHO BOAH A0 NOCTUraHe Ha
MAaKCHMAalHO CbOTHOLICHHE W3YHCTBAHE/PELIMIHB HA JE€3HMTE 3a 2 WM MOBeYe Meceiua cief
MpeycTaHOBABAHE Ha JieueHUeTo, He3 npuiarale Ha APYTH JEKApCTBEHH CPEACTBaA;

o Bucoko-pHCKOBH naumMeHTH* (1Lla ¢ HMYHEH ASQHLUNT HIH NALHEHTH C BUCOK PHUG 2\
NMPOAYKTHT CE€ NPHJIara 5 1HU CEAIMHYHO, B 2 NOCNEN0BATE/IHH CEAMHLIM Ha
Ha 3 MeceLa, KOeTo OOMKHOBEHO BOAM A0 MAKCHMAIHO ChOTHOLIEHHE HIHMSTHN
ne3nnTe 10 Kpad Ha 3™ Mecel OT AeYeHHETO.

[TocoueHaTa TepaneBTHYHA CXeMa NPH HEOOXOOUMOCT MOXeE Na ObAe MOBTAPANK
Ha NaLKeHTa CE€ U3BBLPLIBA B CHOTBETCTBUE € NNPENOPLKUTE, MOCOYEHH MPH PEKYP
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* [IpodUNIMTE HA NALMEHTHTE C BUCOK PUCK WIH LUEPBHKAIHA JHUCIIA3MSA WK C TEHHTaNHY OpajaBuLm
BK/IIOUBA:
»  HWMYHOJeNpecHs Ib/DKALLA CE Ha:
- aHAMHE3a 33 XPOHHYHH WIH PEKYPEHTHH WIH APYrH CeKcyalHo-npeaaBany fonecry;
- NPOTUBOPAKOBA XHMHOTEPAIHA; |
- eXXeqHeBHa 3oynoTpeba ¢ ankoxon.
» [lpoanmkurenHa (Noeeye or 2 roAMHH) ynoTpeda Ha NepopaiHi KOHTPALENTHBH;
» KoHuexTpauus Ha donar (con/ecrep Ha ponueBa KUcenKHa) B epurpouuTHTe < 660 nmol/l;
» HekoHTponupaH 3axapeH 1nader;
»  TlpoaABb/HKHUTENHO TIOTIOHOMYLUEHE;
= ATOonHs;
»  YecTH BarMHaNHH CEKCYaAIHU KOHTAKTH (2 2 — 6 CEAMHYHO) WM aHANICH CEKCYANEH KOHTAKT,
»  MHorobpoiHMN cexcyanHu NapTHLOPH WK NMPOMAHA Ha NOCTOSHEH NapTHLOP,
» ['enuranHu GpanaBvL B NPOAB/DKEHHE HA > 2 FOAMHH WIM > 3 HeyCNelIHW JieYeHusd, no
AHAMHECTUYHH AAHHH;
»  OTCcBHCTBHE HA AHAMHECTHYHH JAaHHM 34 OpaZlaBHLM MO KOXKATA B JIETCTBOTO.

Cybaxymen cxreposupawy nanenyegpanum (SSPE)

IneBnara no3a € 100 mg/kg T.T., KaTo MakcuManHara JHEBHa n03a He TpaOdBa na npesHuasa 3 — 4 g.
[poaykTsT TpabBa Ja ce npunara NPOABLIKHUTENHO MPH PEryNapHO MpocieisBaHe Ha KIMHHYHOTO
CBCTOSHHUE U OLIEHKA Ha HeOOX0AMMOCTTa OT YAB/DKABAHE HA JIEYEHHETO.

HaupH Ha npunoxeHue
To3M neKapCcTBEH NPOAYKT € NpeJHa3HaueH 3a TIPHIOKEHHE Tpe3 ycTara.

JIHeBHaTa 71033 € HeoOxoauMo aa 6bae pasnpeae/ieHa paBHOMEPHO, B pAMKHTE Ha 3 — 4 npuema B
yacoBeTe Ha OOAbPCTBAHE.

3a ynecHsBaHe Ha MONTBLIAHETO TabneTkara MOXe fia ce CHYMH H pa3TBOPH B MAJIKO KOJHUYECTBO
MoACIaAeHa BOJAAa, HO He COK, KOMTO HMa KHcena CTOHHOCT Ha pH.

4.3. YIpoTHBONOKA3AHHA

. CBpbXYYBCTBHTEIHOCT KbM HHO3HH aUeJ00eH AUMENPaHO WK KbM HAKOE OT NMOMOIHHUTE
BeleCcTBa, H3OPOEHU B T. 6.1 .;

. [onaarpa B octpa dhopma;

. [TorHIEHH CTOMHOCTH HA NMHKOYHATA KUCEIHHA B KPBBTA.

4.4, CrneumnainH BPeAYNPEXKICHHSA H MpeINa3HA MEPKH NPH yHoTpeda

B xona Ha IeYEHHETO € Bb3IMOKHO NPEXOAHO MOBHUICHHE HA U3XOHHTE HHBA HA MHKOYHATA
KHCE/IMHA B KPBBTA W YPHHaTa, KOMTO 06HuaiiHO ocTaBat B pedepeHTHH rpaHHLIK. ToBa MOBHIICHHE
ce oTHacA 0coOEHO 3a MBKETE M 3acTapaBaLLaTa NOMYJIalMA OT ABaTa NOJa U ¢ AbJDKH Ha
kaTaGonHua MeTaboNHU3bLM OpPH YOBEKA HA HHO3MHOBUA KOMITOHEHT JI0 NMHKOYHA KHCE/THHA.

- [ToBMIIEHHETO HA HABATA Ha NHKOYHATa KHCE/IHHA He € CBBP3aHO ¢ AEKapcTBO-CBbp3aHa HHAYKLIUA Ha
aKTUBHOCTTA HA €H3UMHTE HIH B eJIMMHHALMOHHATA PyHKUMS Ha OnOpeumre. [pen Bua ToBa,
NPOAYKTET MOJKE a C€ MpWiara ¢ MOBUIIEHO BHHMAHHUE NPH NALUKEHTH ¢ AHAMHECTHYHM JIAHHM 34
nojarpa, Takasa, KOATO HE € B akTHBHA (a3a B epHoaa Ha NPHEMa Ha U3ONPHHO3KH, NALIHEHTH C
XMIEPYPHKEMHS, C YPOJIHTHA3A WIIK NPH TAKHBa € HapyLleHHA Ha 6vOpeyHaTa QpyHKUMS, NPH
peAOBHO MOHUTOpPHPaHE Ha CTOHHOCTHTE Ha NMUKOYHATA KUCEJTHHA.

B xona Ha neueHHeTo He MoXKe Aa Obae M3KIIOYEeHA NOABa HA OCTPH peakliMH Ha
CBPbXUYBCTBUTEIHOCT KaTO YPTHKapHA, aHTHOEIeM, aHa(pHIIAKCHA, KOETO H3IUCK

NnpEKpaTaBaHE NMPpHUCMaA Ha MPOAYKTA.

[MpoABIDKMTENHOTO JIEYEHHE MOXKE J1a AOBEAE A0 HEPPONUTHA3A.
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B xoaa Ha MPOABLKHUTENHO JIeUEHHE € HEOOXOAUMO PETY/IAPHO MPOCIICAIBAHE Ha CTOHHOCTHTE Ha
MUKOYHATA KHCEIMHA B KPBBTA W/JIH YPUHATA, KPbBHATA KAPTHHA K Ha NOKA3aTEJIMTE Ha
yepHoapoOHaTa u 6p6peuna pyHKuUS.

[Ti1eHUYHOTO HHUILIECTE B TO3H JICKAPCTBEH NPOAYKT ChAbPKA CHBCEM MAJIKH KOJIHYECTBA IyTEH
(cunTa ce Ye He CBABPIKA MNIYTEH) H € MHOTO MaJIKO BEPOATHO a NPEeAN3BHKA NpodieMu npu
nalueHTH ¢ Lbosinakud. Egna tabnerka cbhbabpika He noseye ot 8,2 Mukporpama riyTeH. [lanueHnty ¢
aneprus KbM MNiLeHHLa (paziHyHa OT LbOJHaKus) He TpA0Ba 1a NPHUEMAT TO3H JIEKapCTBEH MPOAYKT.

4.5. BsaumoaelicTBue ¢ APYrA JIEKapCTBeHH NPOAYKTH H ApYrH GopMH Ha B3aHMoJeHCTBHE

[ToBuIIEHO BHHMAaHHE € HEOOXOAHMO NPH €AHOBPEMEHHO NPHIIOKEHHE CbC CEAHHTE NEKAPCTBECHH
NPOAYKTH: |

e  HMHXUOMTOPH HA KCAHTHHOKCHZa3aTa (anonypHHON) WK YPHKO3YPHYHH CPECTBA,

e  THA3HIHH AHYPETHLH {XUAPOXJIOPTHA3HA, XINOPTAIHAOH, HHAANAMHUA);

« OpuMkoBH anypeTHuH (Gypo3eMHA, ETAKPHHOBA KUCEIMHA W 1Ip. ).

[TpoaykTeT He TpaOBa Aa ce npuiara €AHOBPEMEHHO C UIMYHOCYNPECHBHH CPEACTBA NOpajiu
Bb3MOMCHH B3aUMOEHCTBHA Ha (PapMaKOKHHETHYHO HUBO, KOWUTO MOTAT Aa NOBAKRAAT TEPANCBTHYHHS
edext. Ciep NpUKIIOUBAHE HA KMMYHOCYNIPECHBHATA TEPAIHA € Bh3MOXHO NMPHIIOkKEHHEeTO Ha MHO3uH

aueaobeH TMMenpaHon.

MHo3uH aueno6eH AUMENPAHOI YCHIBA A€ACTBHETO Ha 3HAOBYAHH (a3HA0THMHAHH /AZT/) npu
€/IHOBPEMEHHO NPUWIOKEHNE B pe3yITaT Ha yBenAH4eHO GopMupaHe Ha AZT HYKIEOTHIH BCIEACTBHE
Ha noBHuIeHa 6uoHanuyHocT Ha AZT 1 noBHiIEHa BETPekyieTbYHa (pocopunanva B KpPbBHHTE

MOHOILIMTH.

4.6. PepTHaNTET, OPEMEHHOCT H KbpMEHE

QepTUNHTET
Hsama 1aHHW OTHOCHO JelcTBHETO Ha MHO3HMH auero0eH AUMenpaHon BupXy (PEpTHIMTETA NPU XOpa.

bpemMeHHOCT

JIMncBaT JaHHH OT KOHTPOAHPAHH KIHWHHYHH W3NUTBAHHUA OTHOCHO edekTuTe Ha MHO3UH auenoben
ANMENPaKO BEPXY GPEMEHHOCTTa U (GeTATHOTO Pa3BUTHE NPH XOPa, NMOPAAH KOSTO NPOAYKTHT MOXKE
Aa ce mpuaara no BpeMe Ha O6peMEHHOCTTa EAMHCTBEHO MO JIEKAPCKO Ha3HAYEHUE CNeR NPELeHKa, ve
NOTEeHIMAIHa MOJI3a 3a MaitKkaTa Ha/lBMLIIaBa €BEHTYaJIHHA PHCK 3a 1U10/1a H HOBOPOACHOTO.

KbpMeHe |
HHo3uH auenobeH AMMENpPaHoN ce eKCKpeTHpa ¢ MAHUMHOTO MJIAKO. JlekapCcTBOTO MOXe Aa ce

MPHAra o BpeMe Ha KbPMEHE EAMHCTBEHO MO JIEKAPCKO Ha3HA4Y€HHeE C/ie] npeLeHkKa, e
NOTEHLMATHA 10132 3a MailkaTa HaJABULIABA €BEHTYAITHUS PHCK 33 KbpMayeTo.

4.7. EdexTn BbpXY cnocobuocTTa 32 wiodHpane H padoTa ¢ MAMIHHH

Uno-ITporekT TabneTkn He MOBAHABA WIN MOBIUABA B MPeHeOpeKUMA CTENEH CNIOCOOHOCTTA 32
wodupaHe u pabora ¢ MallIMHM.

4.8. Hexelanu NeKapcTBEHH PeaKknHM

EauHcTBeHaTa NOCTOAHHO HabnaaBaHa HeXXellaHa JIeKapCTBEHa peakLUHs, CBbp3a
Ha UHO3MH auenobeH auMenpaHon MpH BL3pPacTHH Y B NEAHAaTpHYHATa NoItynau
NOBHLIEHHE HA CTOMHOCTHTE HA NMMKOYHATA KHCENHHA B KpbBTa ¥ ypuHata. 06
CTOMHOCTH OCTAaBaT B pedepeHTHHUTE IPaHULIH H C€ HOPpMaIU3UpaT HAKOJIKO AH
Ha JICUECHHETO.
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CneaHata TEPMHHONOTHA € OKMna H3NMOM3RaHA MPH KNACHPHLIMPAHETO Ha HEXKENAHUTE PEaKLIUY 10
OTHOILLIEHHE Ha TAXHATA YecToTa: MHOro yectd (>1/10), uecth (>1/100 no <1/10), neuectu (>1/1 000
no <1/100), peakn (>1/10 000 no <1/1 000), muoro peaku (<1/10 000), ¢ Hen3BecTHa HecTOTa
(yecToTaTa He MOXe J1a 6bae onpeacacHa OT HANHYHHUTE NaHHH).

MedDRA SOC/uecTora HexenaHa JeKapCTBEHA PeAKIIHA
CromManmHo-4peBHH HAPYIICHHA
YectH [loBpbinane, rageHe, AMCKOMPOPT B 0ONACTTA

Ha eNUracTpuyma

HeuecTy Jnapus, KOHCTHNALNA

C Heu3BeCTHA 4ECTOTa boJixa B ropHaTa KOpeMHa obnacr
HichenBanHa

MHoOro 4ecTH [ToBKIEeHH CTORHOCTH HA NHKOYHATA KHCEJIMHA

B KPbBTA ¥ YPHHATA

YecTH [loBuiueHH CTOMHOCTH Ha KpbBHATa Ypes,
TpaHCaMHUHA3UTE H ATKANHaTa Qocdarasa

HapymeHnHs Ha KOXKAaTa H NOAKOKHATA ThKak

Yecrn OO0puB, NpypuTYyC

C Hen3BeCTHa 4e€CTOTa EpureM

Hapymienns Ha HEPBHATA CHCTEMA

HectH | I"'naBobonue, BEpTHIrO
Heuectn | COMHOJIEHTHOCT, HHCOMHHA
C HeU3BECTHA YECTOTA 3aMagHOCT

HapyumeHns Ha MYCKYJIHO-CKEJ/IETHATA CHCTEMA
H CLEIHHHTE/IHATA ThKaH

YecTH Aprpanrus
IIcuXHYRR HAPYIIEAHSA

HeuecTtH HepBHOCT

Hapymenus na 6n6pennre 1 NHKOYHATE

NbLTHIHNA

HeuectH [lonnypus

Hapymenus Ha AMYHHATA CHCTEMA

C HeusBecTHa Y€CTOTA AHrnoeaem, CBpbX4yBCTBHTEIHOCT, YPTHKApHA,
aHA(QUIAKTHYHE peaKLIUs

O6mu HapymenHst B epeXTH HA MECTOTO HA

NpRJIOKEHHE
YectH Y Mopa, Hepa3noJOKECHHE

Cro0luaBaHe Ha IOJO3MPAHH HEKENIAaHW PEaKLHH
Cbo0LIaBaHETO Ha MOJO03MPaHH HeXENTaHH PeakliMy Clie]l pa3peiuaBaHe 3a ynorpeba Ha JieKapCTBEHUS

NPOIYKT € BaxkHo. ToBa NO3BONABA a NPOIB/KH HabNIOAEHHETO Ha CHOTHOLUEHHETO MO/3a/PUCK 34
NeKapcTBEHHA NMPoaykT. OT MEOHLIMHCKHTE CIIELMATUCTH CE€ H3UCKBA 1a ChOOLLABAT BCAK
[ION03UpaHa HeXKenaHa peakums Yype3 H3nbiHyHTENHa areHLHA 110 JIEKapCTBara, yJ. ,

Ne 8, 1303 Codus, Ten.: + 359 2 8903417, yebcaitr: www.bda.bg

4.9. Ilpepo3npane

Hsama crobiueny ciyyad Ha npeao3upade. [1py neobxonauMocCT ce NpHiara CUM
U NIOAXOAALLH NOJABPKALIH MEPKH.
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5, GAPMAKOJOIHYHHU CBOHCTBA

5.1. PapMakoAHHAMHYHM CBOHCTBA

dapmakoTepaneBTHYHA rpyna: AHTUBUPYCHH CPEACTBA 3a CHCTEMHO NpHaoxkeHue; JIMpeKTHO
AelicTBALIM aHTHBHPYCHHU cpeacTsa, Jpyru antueupychu cpeactsa, ATC xoa: JOSAX035

MexaHH3bLM HA IeHCTBHE
Hopmanuaupa HenocTaTbYHUS WK HapylleH KI€TbYHO-MEeAHHPAH UMYHUTET 4pe3:

. npeau3BHKkBaHe Ha Thl oTroBop, KOHTO OT CBOA CTpaHa HHHLUHMHPA Y3PABAHETO M
andepeHunpaHeTo Ha T TMMPOLUTHTE
. NOTEHLMPaHe HA HHAYLUpaHuTe TUMbONporHPepaTHBHH PEAKIIWKM B MUTOTEH- WIH aHTHIEH-

aKTHBUPAHUTE KIIETKH

MHOo3uH ate1o0eH JMMenpaHo MOAYIMPa UMTOTOKCHYHOCTTA Ha T THMGOUMTHTE N Ha eCTEeCTBEHHUTE
KJETKH-YOMiLM, KakTO U pyHKUMuTe Ha CD8+ cynpecoprute H CD4+ xennepHuTe KNETKH.

[ToHwasa O6pos Ha 1gG ¥ KOMILTIEMEHT-MOBBPXHOCTHHTE MApKEpH. Y BENHYMaBa NPOH3BOACTBOTO HA
IL-1 wnoanomara npoaykuusaTa Ha 1L-2, perynupaiiky Bp3x0asm0 ekcnpecusnTa Ha |L-2 peuentopa

B YCJOBHA HH BHTPO.

Veenuuara eHaoreHHara cexpeuus Ha IFN-y u namansea uH BUBO npoaykuusata Ha IL-4. B
AONBJIHEHHE NOTEHLHPa XEMOTaKCHea M daronyTosara npu HeyTpoHiIHTE, MOHOLIUTHTE H
Makpogarure.

VCTAHOBEHO €, Y€ HH BUBO HHO3HH aueJo0€H AWMENPAHOJ NMNoaAnoMara noTEHLHPaHeTo Ha
NOTUCHATHR CHHTE3 W TpaHcaauMoHHa cnocobHocT Ha HPHK Ha num@ounTHTe, KaTO €AHOBPEMEHHO C

TOBa MHXHOHpa cuHTe3a Ha BUpycHaTa PHK nocpeacreom :

. NPOMSIHA B HHO3MH-MEANMPAHOTO BIJIOYBAHE Ha OPOTOBATA KHCENHUHA B MOJHPHOO3OMHKTE
. NOTHCKAHE HA 3aJIaBAHETO Ha MOJIMacHUNOBaTa kucenrHHa keM HPHK Ha BHpyca
o MOJIEKYJISPHA peopraH13aLua Ha TpaHCMeMOpaHHUTE NMPOTEHHOBH KOMIUIEKCH, aHTXKMPaHU B

NPEHACAHETO Ha CHrHana upes crieuuduyeH T-KieTbueH peuenTop B IMMQOLMTHHUTE
pLTPEeMEMOPAHHH TUIa3MEHH YaCTHIIH, KATO YBETUYABA TPHKPATHO MIIBTHOCTTA HM,

UHo3uH alenodeH auMenpaHon HHXuOupa gocoanecTepasata Ha UIMKIHYHHA TYAHO3HH 3°,5°-
moHodochaT caMmo BbB BUCOKM KOHLEHTPAilMH B MH BUTPO YC/IOBHS H NPH HHBA, HEBKIOYCHH B

MpOSBMTE HA UMYHODAPMaKONOTHYHHUTE €(EeKTH HH BHBO.

PapMaKoIOri4HH €PEKTH

UHo3uH alenobeH AMMENpaHo € CHHTETHYHO MyPHHOBO NPOU3BOAHO C HMYHOMOAYIMpalH H
FIPOTHBOBHPYCHH CBOHCTBA, KOWTO BOJAT JO YCHJIBAHE HA HMYHHHS OTIOBOP Ha OpraHu3Ma.

5.2. PapMaxoKHHeTHYHH CBOHCTBA

Abcopbuus
Cnen nepopanHo npuioxenue HHo3HH alienoben aumenpanon ce abcopbupa 61p30 4 meaHo (290%).

Pazn eJieHue

TECTUCHTE, NaHkKpeaca, MO3bKa H CKeJleTHaTa MyCKyaTypa.

buorpancdopmauns
Cnen npyMeM Ha AHEBHA [03a OT | g TNpH 4YOBEKA Ca YCTAHOBEHH CIIEAHUTE:

auMeTunamMuno-2-nponadon (DIP) u p-aueramupnobeHsoeHa kHcennHa (PA ?S.),
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my1a3MeHy HuBa ca 6wy 3,7 meg/ml Ha 2™ uac cnen npueMa u 9,4 mcg/ml Ha 1™ uac cnen npuema,

ChOTBCTHO.
HaHHHT‘E OT KJIHHHUYHHA H3MHUTBAHHA IIPH XOopa I[1okKasear, 4Y¢ MAKCHUMANHOTO MNOBHUICHHC Ha

niaasMeHHUTe KOHLECHTpalMH Ha MNHKOYHaTa KHCCIIHHA KAaTo MApKEp 3a BHCCCHOTO B OpraHviMa
KOJHYECTBA UHO3HH HC NMOKa3Ba JIMHCCH XAPAaKTEp H B PaMKHTC Ha 3 yaca cnen npuEMa Bapupa B

rpaHuumTe + 10%.
Flpn uosexa ocHoBeH MeTabonuT Ha DIP e N-okcua, a Ha PACBA — o-aumnrarokypoHu.

EnuMHHHpaHe
Cnen npHeM Ha 103a oT 4 g B steady-state ycnosus, 24-uyacoBarta ekckpeuns ¢ ypuHata Ha PACBA u

HeliHHUIT OCHOBEH MeTa0oJIUT noctHra 85%.

95% OT yCTAHOBEHATa PaHOAKTUBHOCT B YpHHATa, Abinkaila ce Ha DIP ce peanuanpa ot
nemerabonusnpanua DIP v HeroBus N-okcua.

BpemeTto Ha nonyxusot Ha DIP e 3,5 4., a 3a PAcBA - 50 min.
5.3. TIpeakanuu4nH JIaHHH 332 Oe3onacHocT

B u3cneaBaHua BbPXY XKHBOTHH € YCTAHOBEHO, Y€ CTOMHOCTHTE Ha cpeaHaTa netanda no3a (LDso)
HAa[BHUIIABAT MAKCHMAIHATA TepareBTUYHA 103a NIPH Xopa cpeaHo 50 mbTH.
Hsama naHHH 3a MyTaredHHa akTHBHOCT H KaHLIEPOre€HEH NMOTEHIIHAI.

He e ycTaHOBEHO TEpaTOreHHO H eMOPHOTOKCHYHO AeACTBHE, KaKTO M HebnaronpuaThy edexTy

BbPXY depTHINTETa, OPEMEHHOCTTA H PAXKAAHETO.

6. OAPMALIEBTHYHHU JAHHHA
6.1. Cnuchpk HA MOMOIIHHTE Belll€CTBA

[TluenKnuHO HULUECTE
[lorwaoH

MHUKpOKpHUCTATIHA LENTYJI034
[nuueponor nubexeHar
MarnesueB creapar

6.2. HechbBMECTHMOCTH

Henpunoxumo.

6.3. Cpok nHa rognocr

3 roAMHHN.

6.4. ChnenHaauu ycJ10BHS HA ChbXPaHEHHE

Jla ce cuxpanspa noa 25°C.

6.5. Bua H chABpPXKAHHE HA ONAKOBKATA

Biuctepu ot nHenpo3spauno, 6ano PVC/PVAC/Al unu PVC/Al gonuo, noctasenu
no 10 Tabnerku B GnuUcTep.

JIBa, TpH, 4YeTUpPY WM neT OJIMCTEPa ¢ IMCTOBKA 3a NALUECHTA B KAPTOHEHA KYTHA.
He BcHukH onakoBKHW MoraT Aa ObaaT MyCHATH Ha na3sapa.
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6.6. ChnennajHH NpeIna3ZHH MEPKR NPH HIXBLPJISHE H padoTa

Hama cneupainy H3IHCKBaHMUA.

7. TNPUTEXATEJ HA PAZPEHIEHHUETO 3A YIIOTPEBA
Tesa ddapma EAJ]

yi. ,.Jlio6a Beanukosa“ Ne 9, rp. Codmua 1407
bvarapus

8. HOMEP HA PAZPEIIEHHUETO 3A YIIOTPEBA

Per. No 20210382

9. JIATA HA ITbPBO PA3PEIIABAHE/MIOAHOBSIBAHE HA PA3PEIIEHHETO 3A
YIIOTPEBA

JlaTta Ha mbpBO paspeinaBane: 23.12.2021 r.

10. JATA HA AKTYAJIMUZUPAHE HA TEKCTA

15.08.2024
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