KPATKA XAPAKTEPUCTHUKA HA INMPOJAYKTA

J

1. UWME HA JIEKAPCTBEHUA INNPOAYKT ‘j a) (24 gj -
Uno-ITporekt 1 000 mg Tabnerku 6 5 JEF 29 -05- 2025
Ino-Protect 1 000 mg tablets T e
2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Besika Tabnetka ebabpka | 000 mg uHo3uH auenoben aumenpanon (inosine acedoben dimepranol).

[TOMOILLHO BElLEeCTBO C U3BECTHO JIEHCTBHE: NMileHHYHO HULlecTe. Beska Tabnerka cbabpka 164 mg
MIUIEHHYHO HHUILIECTE.

3a IbJIHUSA CMTUCHK HA NMOMOIIHHUTE BELIECTBA, BUKTE TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA

Tabnerka

benu 10 noutu 6esK, NPOABLJIroBaTH, IBOMHOU3NbKHAIW TA0JIETKH C JIeJINTEJIHA YepTa OT e/HaTa
CTPaHa M C JIEK aMOHAYEH MHPHC.
JlenuTenHaTa yepra € caMo 3a YJIECHSBaAHE Ha CUYMBAHETO C 1I€J1 M0-JIECHO I'bJITaHe, a He 3a pa3/elisiHe

Ha paBHH 103H.

4. KJ/IMHUYHHU JAHHH

4.1. TepaneBTHYHH NOKA3AHHSA

Uno-ITporekT TabieTKH € noKas3aH 3a JieYeHHe WJIM NOBJIMABAHE Ha MOTHCHAT WM YBPE/ICH KJIeThYeH
HWMYHHTET H KJIMHHYHUTE NPOSBH HA BUPYCHH MH(DEKLIMH KaTO:

e  T'PHUI ¥ BUPYCHU UH(PEKLIMH HA TIUXATETHUTE MTHTHLILA;

e  XepIriec CHMIUIEKC M Xepriec 30¢Tep HH(PEKLIMH

e adTO3€H CTOMATHT;
e B KOMIUIEKCHATA TEpanus Ha reHUTaJIHW OpaaaByLIM (KOHJIMIOMATa aKyMHHaTa) KaTo

NONMBIHEHHE KbM KOHBEHLIMOHAJIHUTE JIOKAJIHH WK XMUPYPIrHUYHH MPOLIEY PH.

e  KOYKHO JIMFABHYHH, BYJIBOBarHHaJIHM (CYOKJIMHUYHA W34Ba) WK €H/IOLIEPBHKATTHO-CBBP3aHH C
YOBELLKH Marujioma BUpyCc HH(PEKLHH;

e  BHPYCHHM XEIaTHUTH,

e  uHbpekuHno3nu 3abonsasanus (pybeosa, Bapuuesna, MOPOMIIH, 3ayllKa);

e LIMTOMEraJloOBUpPYCHA HH(PEKLIMS:

e  HH(}pEKUHO3HAa MOHOHYKJIC03a;

e  MOJOCTBLP CKJIEPO3UpalLl NMaHeHUEPaJIUT.

4.2. Jlo3MpOBKAa H HAYHH HA NPHJIOKEHHE

J1o3upoBKa
JlHeBHATa 103a ce onpejaeis B 3aBUCHMOCT OT YHUCTOTO TeJIECHO Terso (0e3 MacTHa

NaLMeHTa U TeXKeCTTa Ha 3a00/IIBAHETO U Ce NPHEMA B HAKOJIKO PaBHOMEPHH NpHema.

Bwapacmuu u auya 6 cmapyecka 6b3pacm / |
T

[IpenopbuMTennara aHeBHa n03a e 50 mg/kg 1.1, npuera B HAKOIKO (3 — 4) paBHGM ﬁHli r1 H TALAN
o L L S oo .,

MakcuManiHaTa qHeBHa 1034 (0OOMKHOBEHO 3 g AHEeBHO) He TpsAOBa J1a Ha/iBULIaBa 4 ""* - -

NOO5




HHeouampuuna nonyrayus
Jleua Hax | roauwHa - obuuaiinata gneBHa Aoza e S0 mg/kg T.T., npueta B Hakonko (3 — 4)
paBHOMEPHH MPHEMA.

Heo6Xx0anMMO € a Ce NpeLr3npa Aaln JETeTo MOXe Aa NpueMa npoaykra noa gopmara Ha Tabnerka.
[MpoayKThT ce Mpeaiara U B ApyrH IEKapcTBEHH GOPMH (CHPON K Mpax 3a MEpopaieH Pa3TBoOP), KOHUTO
ca No-TIOAXOAALIH 32 NPHIOKEHHE NPY ACLia.

[[poaBIKUTENHOCT HA NEYEHHETO
Ocmpu 3abonasanus

OGuuaiiHaTa NMPOAL/DKUTENHOCT Ha JiedeHHeTo € 5 -14 muu npu 3aGonAranHa ¢ 6up3o passutne. To
TpsGBa Aa npoawxd | — 2 OHM cnel OT3BYYaBaHE HA KJIMHHYHATA CHMNTOMATHKA WIH MO-IBIrO
Criope] MpeLeHKaTa Ha Jexaps.

Bupycnu 3abomeanus ¢ npompaxupaso npomuyane
JleyenveTo TpaOBa [ia NpOAWDKH | — 2 ceAMHUM Cliel OT3ByYaBaHe Ha KJIIHHHYHATa CHMMTOMATHKA
WM NO-ABJrO B 3aBUCHMOCT OT NPELICHKATa Ha JieKapa.

Pexypenmnu 3aboaseanus
o Hauvanua ¢asza -~ HeobxoauMo € [ga ce€ cneaBaT TMPeNoOpPBLKUTE, OTHACALK C€  KbM
NPOABDKHTENHOCTTA Ha NEYEHHUE NPH OCTPH 3a00naBaHHA,

o [MoaabpxKauio ieyeHHe — OHEeBHaTa 1032 Moxke aa 6paec HamaneHa go 500 — 1000 mg (1 - 2
tabneTku).

o [lpu nosiBa Ha HAYaNHH NPU3HALK HA PELIMMB JIEUSHHETO 3aI104Ba ¢ NpenopbYBaHaTa AHeBHA 1032
npH OCTpH 3abongsanus, KOATO € HeoOX0AKWMO Na ce npuwiara 1 — 2 AHY cliel OT3By4aBaHe Ha
KJIMHHYHKTE NpoaBH. [1pH HyK/1a KYpPCHT Ha JIeYEHHE Ce NOBTAaps HAKOJIKO IMbTH B CHOTBETCTBHE C
OLIeHKATa Ha KIMHHYHOTO ChCTOSIHHE H NPENOPBLKUTE Ha JeKaps.

Xpornuunu 3abonreanus
[NperiopbyBaHaTa AHeBHa 4o3a ¢ 50 mg/kg T.T., KOATO C¢ nNpUnara KakTo ClieBa:

IIporHuane Ha 3200/19BaAHETO IHpoaABIKHTEIHOCT HA IIpOALIKHTEJHOCT HA
NpHEMA NpeKbCBAHETO
ACHMITTOMaTH4HO 30 aHuU 60 nHK
JIeko H3pa3eHH KIHHUYHH CHMIITOMU 60 aHu 30 nHM
Texko u3paseHy KIHHHMHHA CUMITTOMH 90 num 30 oHM

Ta3n cxeMa Ha Jle4YeHHE MOXKe Aa ObJe MOBTOpeHa NMpH HeoOXOAWMOCT, KAaTO NMAaLUMEeHTHT TpadBa Aa
ObAe NpocieAsBaH ChIVIACHO YKA3aHHMATA 338 PEKYPEHTHH 3a00/19BaHUA.

CneunanHy nokasaHus
Konduwromama axymunama uiy eHOOYePSUKAIHO-C8bP3AHU UHDEKYUU C YOBCWIKU NANUAOMA 8UPYC

(HPYV)

[poayKTLT ce nmpuiara B AHEBHA A03a 3 g B NPOABDKEHHE Ha 14 — 28 AHH, CAMOCTOATENHO WK B

KOMILIEKCHA TEPArHA ¢ KOHBEHLIHOHANHHUTE JIOKANHH WIH XHPYPTrHYHH NpoleaypH, B CHOTBETCTBHE

CbC CNe/HaTa BpEMEBa ¢XeMa:

o HHCKO-pHCKOBH NMauMeHTH (MMYHOKOMINETEHTHH JIMLIA HIH NaLUHEHTH ¢ HUCBK PHCK 32 PELIMIHB) —
MPOAYKTHT CE€ MpUIara B NpoAb/keHue Ha 14 — 28 AHU, KOeTO OOMKHOBEHO BOJAM [0 MOCTHUIAHE Ha

MPOAYKTHT C€ Mpwjara 5 IHHA CEAMUYHO, B 2 NOCIAEA0BaTETHH CEAMHLIH Ha M¢ T

g
Ha 3 Meceua, Koero OOHKHOBEHO BOJAHM J0 MAKCHUMalHO ChOTHOLUEHHWE H3Y
NIE3HUTE A0 Kpas Ha 3™ Mecell OT JICUEHHETO.

” TG
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flocoueHaTa TepaneBTHYHA CX€Ma NMpPH HeoOXoAHMOCT MOXe Aa Oble NOBTapaHA, a NPOCIIEAABAHETO
Ha NaLMEHTa Ce U3BLPILBA B ChOTBETCTBHE C NPENOPBLKHTE, NOCOYEHH NPH PEKYPEHTHH 3a00NngBaHuUA.

* [IpodunmTe Ha NAUWEHTHTE C BUCOK PUCK WM LIEPBHKA/IHA AMCIUIA3Hs WM C FeHUTAIHN OpaaaBrUM
BKJIIOYBA!
«  HUMYHOACTIPECHA IBb/DKALNA C€ Ha
- aHaMHe3a 3a XPOHHYHH WJIH PEKYPEHTHH WK APYTH CEKCYalHO-NpeaaBaHH 00NeCTH
- NPOTHBOPAKOBA XHMHOTEparH;
- eXEeAHEeBHA 30ynoTpeda ¢ anKoXol.
» [Ipoabmkurenna (noeeue ot 2 roaAMHH) ynoTpeda Ha nepopanHy KOHTPALIENTTHBH ;
= KouuenTpauua Ha donat (con/ectep Ha ponueBa kucenuHa) B epurpouutute < 660 nmol/l;
« Hekourponupan 3axapeH auabder;
o JIpOABIDKUTENHO THOTIOHOIYILEHE,
»  ATONUA,
»  YeCTH BarMHAJIHY CEKCYAJTHH KOHTAKTH (2 2 — 6 CEAMHYHO) WM aHAJIEH CEKCYaNEH KOHTAKT;
»  MHOroGpoitHH cexcyalHH MapTHLOPH WK NPOMAHA Ha MOCTOSHEH NapTHLOP;
» ['eHuranuu OpajasviM B NPOAL/DKEHME HAa > 2 TOAWHHM WIH > 3 HEYCMNEUWHH JEYEeHHUd, No
aHAMHECTHUYHH NaHHH;
«  OTcbCTBHE HA AHAMHECTHYHHM JaHHHM 3a OpajaBMlM NO KOXaTa B A€TCTBOTO.

Cybaxymen cxneposupawy nanenyeparum (SSPE)

ITneBHara no3a ¢ 100 mg/kg T.T., KaTOo MaKCHMaTHaTa JHEBHa 103a He TpabBa na npesuiuasa 3 — 4 g,
[TpoaykTsT TpadBa Aa ce npuiara NPOAL/DKMTENIHO NMPU PEryaspHO NpoclnejiiBaHe Ha KIHHHYHOTO
CHCTOSHHE W OLIEHKA Ha HEOOX0AHMOCTTA OT yAbJIXKABAHE HA JIEUCHHETO.

HauMH Ha NIpUIOKEHHE

To3u nekapcTBeH MPOAYKT € NPeAHa3HaueH 3a NPUICKEHHE Npe3 yeTaTa.

JlHeBHaTa f03a € HeoOX0AHMMO /1a Obae pasnpeaeieHa paBHOMEPHO, B paMKHTE Ha 3 — 4 npHema B
yacoBeTe Ha DoabpcTBaHe.

3a ynecHaBaHE Ha MOMNTbINAHETO TabneTkaTa MOXE Z1a Ce CHYNH H pa3TBOPH B MAJIKO KOJTHYECTBO
noAcnajaeHa Boja, HO He COK, KOMTO MMa KHCeNa CTOHHOCT Ha pH.

4.3. IIpornBomoxa3zanHs

. CBpbX4YBCTBHTETHOCT KbM MHO3UH alenobeH aMMenpatoll Hiad KbM HAKOE OT MOMOIUHHTE
BellecTBa, H30poeHH B T. 6.1.;

. [Tonarpa B octpa dopmMa,

. [ToBK1IEHH CTOMHOCTH HA MUKOYHATa KHCEJIMHA B KPBLBTA.

4.4. CrenHaJIHH NpedyRpeXKIeHHA H NPeaNA3HH MEPKH NpH ynoTpeba

B x0na Ha neYeHHETO € Bb3MOXHO NPEXOAHO MOBULICHHE HA H3XOAHHTE HUBA Ha NMHKOYHATAa
KHCEJIMHA B KPbBTAa M YpHHaTa, KOUTO 0OM4YaiiHO ocTaBaT B pedepeHTHH rpaHHUN. ToBa NOBHUILIEHHE
ce oTHacs 0cobeHO 3a MBXKETE M 3acTapsABalllaTa NomyJIalMsa OT /1BaTa Nnojla H e AbJIKH Ha
kaTaboNMHHUA MeTaboNNM3IbM NP YOBEKA HA HHOZUHOBHUA KOMITOHEHT 110 NIMKOYHA KHCE/IHHA.
[ToBHILIEHHETO HA HKBATA HA NMHKOYHATA KUCEHHA HE € CBBP3aHO ¢ JIEKapCTBO-CBbp3aHa HHIYKLNA Ha
aKTHBHOCTTA Ha €H3HMHTE WIH B eNIHMHHALIMOHHATA QyHKUHA Ha OuOpeuute. [1pen sua Tosa,
MPOAYKTHT MOXE Aa ce Mpuiara ¢ NOBHIIEHO BHHMaHHE NIPH NAIYHEHTH ¢ aHAMHECTHYHH AAHHM 32

lnoaarpa, Takapa, KoOAaToO HEC € B AKTHBHA ClJﬂSa B N€proaa Ha NpucmMa Ha H3O0MNPHHO3HH, NMNAHCHTH C
o —

XHIEPYPHKEMHA, C YPOJIMTHA3A MK PH TAKHBA € HapylleHHs Ha 6bpOpeyHaTa pyHkum _,?0%:\
peAOBHO MOHUTOPHPaHE Ha CTOWHOCTHTE Ha MUKOYHATA KHCENHHA. \:‘;;c« ,‘ \
Y 'i"aﬁ{ﬁ: ‘TE: l
B xona Ha iedeHHETO He MOXe Aa Ob/e HIKIIOYEHA NOABA HA OCTPH PeakLMH Ha J5 i’*‘“ I
CBPbXUYBCTBUTETHOCT KaTO YPTHKApHs, aHTHOEEM, aHadHITaKCHs, KOeTo H3HCckBa hie#atapi ‘,:-y{;x.,.”{ %
npeKpaTaBaHe MpUema Ha NpoAyKTa. T S,
' \\ +* "‘f. :‘5-:1'“8‘:;{
'j' -
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[Tpoab/HKUTENHOTO ieHeHHe MOXKE a JOBeJE 10 HepouTHAa3a,

B x0/1a Ha MPOALIKHTESTHO IEUEHHE € HEOBXOAMMO PeryJISpHO NpocieasBaHe Ha CTOHHOCTHTE Ha
MUKOYHATA KHCE/IMHA B KPbBTA W/WIW YPHHATA, KPbBHATA KAPTHHA H HA MOKA3aTe/NNTE Ha
yepHoapoOHaTa u 6p0peuHa QyHKHHA.

[MueHHYHOTO HHILECTE B TO3H JIEKAPCTBEH NPOAYKT ChbAbpKa ChBCEM MATIKH KOJIHYECTBA MNTYTCH
(CuMTa Cce Ye HE CHABPKA MIYTEH) ¥ € MHOIO MaJIKO BEPOSATHO Aa MPEAH3BHKA MpodJIeMH NpH
nauxeHTH ¢ ubonvakus. Enna tabnetka chabpxka He noseye ot 16,4 Mukporpama rayrteH. [lannenTy ¢
aJleprus KbM flllieHULa (pa3nuvHa OT LbOJHaKKs) He TpADBa Ja NpHEMaT TO3M JICKAPCTBEH MPOAYKT.

4.5. BianmoaeHcTBHE ¢ APYTH JIEKAPCTBEHH NPOAYKTH H APYTrH GOPMH Ha B3aUMOAeHCTBHE

[MoBMileHO BHUMAaHHE € HEOOXOAHMO NPH €AHOBPEMEHHO MPHIIOKEHHE ChC CIEAHHTE JICKAPCTBEHH
NPOIYKTH:

e  HHXHOMTOPH Ha KCAHTHHOKCH/A3aTa (A0MyPHHOI) UM YPHKO3YPHYHH CPEACTBA;

e  THa3HIHM NUYPETHLH (XUAPOXJIOPTHA3UA, XJIOPTANHAOH, HHAANAMHA),

+ OpUMKOBH AuypeTHLH (Pypo3eMuA, €TAKPUHOBA KHUCE/IHHA W AP. ).

I[TpoayKThT He TpaOBa Aa ce MpuUiara eIHOBPEMEHHO ¢ UMYHOCYNPECHBHH CPEACTBA NMOPaaH
Bb3MOXHH B3aUMOAECHCTBHA Ha PapMAaKOKUHETHYHO HUBO, KOWTO MOTaT Aa MOBJIHAAT TEpaneBTHYHHKA
edext. Cea NpUKIIOUBaHE HA KMMYHOCYNIPECHBHATA TEPANHs € Bh3MOXHO NPUIoxKeHHeTo Ha Ho3uH

anenobeH AuMenpaHon..

UHo3uH auenobeH qMMenpaHos YCHIiBa AeiCTBHETO Ha 3UA0OBYAHH (a3HIOTHMHUANH /AZT/) npu
e AHOBPEMEHHO NPUIOKEHHE B pe3yNTaT Ha yBeauueHo popmupane Ha AZT HyKIeoTHIH BCIEACTBHE
Ha noBuLIcHa OuoHanuyHoCT Ha AZT Y NoBHINEHa BTPeKIeTbYHA PochoprunaLiKs B KPbLBRUTE

MOHOLIHTH.

4.6. PepTHAHTET, OpeMEeHHOCT H KbpPMeEHe

DepTHIHTET
HsaMa JaHHK OTHOCHO AEHCTBHETO Ha MHO3WH aleA0o0eH AMMENPaHON BBPXY (PEepTHIKNTETA [IPH XOpa.

bpemeHHOCT
JIMNcBaT AaHHHW OT KOHTPOJIMPAHH KIWHUUYHHA U3MATBAHHSA OTHOCHO €(PEKTUTE Ha MHO3HH aunenodeH

[IMMENpPaHOJ BbpXY OpeMeHHOCTTa 1 PETANHOTO Pa3BUTHE MPH XOpa, NopadH KOETO NPOAYKTHT MOXe
[a ce Mpuiara no Bpeme Ha OpeMeHHOCTTa €AMHCTBEHO M0 JIEKAPCKO Ha3HAYEHHE CNe/ NpeleHKa, Ye
NOTEHLMANIHA 10J13a 3a MalKaTa HAIBMILABA €BEHTYAJIHMA PHUCK 3a I10Ja U HOBOPOACHOTO.

KbpMeHe
HUuo3uH auenobeH AMMENpPaHOII ¢e EKCKPETHPA ¢ MAaHYHHOTO MIAKO. JIEKapcTBOTO MOXE 11a ce

Nnpuiara no speMe Ha KbpMEHE €AHHCTBCHO 1O JICKAPCKO HA3HAYCHHC CJICA MPCLCHKa, HC
NOTEeHUHANIHA NMOJ3a 332 MAHKaTa HAABHLLIABA CBCHTYAJIHHA PHCK 3a KbpMaucCToO.

4.7. Edexrn BLpxy cnocofHocTTa 32 modHpaHe H paboTa ¢ MALIHHK

Hno-TpotekT TabneTkn He NOBIMABA WIH MOBIHABA B NPEHEOPEKHUMA CTENEH CNOCODHOCTTA 34
wopupaHe u pabora ¢ MalLKHH.
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4.8. Hexenanu JIeKapcTBEHH pPeaKkiHH

EaMHCTBEHATa MOCTOAHHO HAGMI0AaBaHA HEeXeTAHa JIEKAPCTBEHA PEAKLIMs, CBBP3aHA C MPHNOKEHHETO
Ha MHO3MH alleJ00€H AMMENPAHON NPH Bb3PACTHH H B NEAHATPHYHATA NOIYJIALHA € MPEXOAHOTO
NoBHILEHHE Ha CTOWHOCTHTE HA NMHKOYHATA KHCEJIMHA B KpbBTa U ypuHaTa. OOMKHOBEHO Te3H
CTOMHOCTH OCTABAT B pehepeHTHUTE rpaHHLIA U C€ HOPMAIM3HPAT HAKONKO AHH Clle/l MPeKpaTsABaHe

Ha JICYCHHCTO.

Cneanara TepMHUHONOTHA € Ouna U3NoN3BaHa MpH KIAaCHPHUHPAHETO HA HEXKETTAHUTE peaKLMK 110
OTHOLLEHHE Ha TAXHATA YecToTa: MHOTo yectd (>1/10), uectu (>1/100 no <1/10), reyectn (>1/1 000
no <1/100), peaxu (>1/10 000 go <1/1 000), muoro peaku (<1/10 000), ¢ Heu3BeCTHA YecToTa
(4ecroTaTa He MOXe Aa Obje onpeaenaeHa OT HAJTWUHHTE AaHHH).

C HeM3BECTHA YeCcTOoTa

MedDRA SOC/4ecToTa Hexe1aHa JIeKAPCTBEHA PeaAKIHS

CToMAIIIHO-YPeBHH HAPYIIEHHS

UecTH [loBpbuwiaHe, ragene, AHckomgpopt B obacTra
Ha eNHracTpuyMa

HeuecTH Huapna, KOHCTHNALHA

bonka B ropnara kopemMHa obnact

H3cneaBaHuA
Muoro uectH

YecTH

IloBHIeHW CTOHHOCTH Ha NMUMKQYHATA KUCENHHA
B KpbBTa U YPHHATA

[ToBuwIeHH CTOHHOCTH Ha KPpbBHaTa yped,
TpaHCaMHHA3HTE W alkalHara ¢pocdarasa

Hapymenus HA KOXKATA H NOJKOKHATR THKAH
YecTH

C Heu3BeCTHA 4HECTOTA

'Obpus, npypHTyC

EpureM

Hapymenns Ha HEPBHATA CHCTEMA

YectH ['naBobonue, BepTHro
HeuectH COMHONEHTHOCT, MHCOMHHUA
C HeM3BEeCTHA YecToTa 3amMagHoOCT
HapylmieHHsl HA MYCKYJ/IHO-CKeJIeTHATA CHCTEMA

H Ch¢AHHHTEJAHATA ThKAH

Yectn ApTpanrus
IIcHXHYHA HAPYLIEHUA

HevectH Hepsuocr
HapyuienHs Ha OLOpennTe H NHKOYHHTE

NbLTHINA

HeuecTH [Toauypus

HapymenHs HA HMYHHATA CHCTEMA

C HeW3BEeCTHA YecTOoTA

AHruoeaeM, CBpbXHYBCTBHTENIHOCT, YPTUKapH4,
aHaQHWJIaKTHYHA peaKLHs

O0mn HapymeHHs H eQeKTH HA MACTOTO HA
IPHJIOKEHHE
YecTH

YMopa, HEpa3nonoxeHue

CrobLuaBaHe Ha NONO3UPAHU HEXKENAHH peakuuH

Cro0iaBaHeTo Ha NOAO3MPAHU HEXENaHH peaKklMH Ce paspeluaBaHe 3a yrno
IPOAYKT € BXHO. ToBa No3B0JIABA 1a NPOABIIKK HAOMIOAEHHETO Ha ChOTHOLICHHRT
JIEKAPCTBEHHA NpoayKT. OT MEIULMHCKHTE CNIELIHATIMCTH CE H3HCKBA J1a cwﬁmasa wcima

NOODS
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MoaO3HpaHa HexXeNaHa peakuus upes M3nbanuTeNHa areHUMA no nekapeTeara, yi. . Jlaman ['pyep”
Ne 8, 1303 Codus, Ten.: + 359 2 8903417, yebeatT: www.bda.bg.

4.9. Ipeno3upanue
Hsama cboblueHy cnyyau Ha npeaosvpane. [1py HeobxoauMocT ce npunara CHMNTOMATHYHO JIEYEHHWE

H NNoaxXoaauy noaabspKalin MCpKH.

5, G®APMAKOJIOTr'HYHH CBOHCTBA

5.1. PapMaAKOAHHAMHYHH CBOHCTBa

dapmakoTepaneBTHUHa Tpyna: AHTUBHPYCHH CPEACTBA 32 CHCTEMHO MPUIoXKeHHeE; JIMpeKTHO
AeHCTBAlLUY aHTUBHUPYCHH cpeacTBa, Jlpyru antuBupycHH cpeactsa, ATC koa: JOSA X05

MexaHu3pM Ha NeHCTBUE
Hopmannidpa HeA0oCTaTbYHUS WIK HApYLUEH KIEThUYHO-MEAHHPAH HMYHHTET upes.

. npean3BHKBaHe Ha Thl OTroBop, KOWTO OT CBOA CTPaHa HHHLUHWHPA Y3PABAHETO H
nudepeHunpaHeTo Ha T AUMpOUUTUHTE
. MoTeHUUpaHe Ha HHAYLUpPaHUTe TUMPONPOIHPEpATHBHH PEaKLIH B MUTOFE€H- HJIH AHTHI€H-

dAKTHBUPAHHTE KICTKH

MHo3uH aleno0eH auMenpaHoa MOIYJIHpa UMTOTOKCHYHOCTTAa Ha T NTHMQOLIUTUTE U Ha €CTECTBEHHTE
K1eTKH-YOUHuM, Kakro H pyHkumute Ha CD8+ cynpecopuute v CD4+ xennepHUTe KIETKH.

[MoBuinasa 6pos Ha 1gG 1 KOMIJIEMEHT-NOBBPXHOCTHHUTE MAapKEPH. Y BEJIHYABA NPOH3BOACTBOTO Ha
IL-1 v noanomara npoaykuuaTa Ha IL-2, perynupaiiky Bb3xoadwo exkcnpecunaTta Ha I1L-2 peuentopa
B YCIIOBUS HH BHTPO.

VBenuuapa eHaoreHHaTa cekpeuus Ha IFN-y 1 Hamanssa uH BUBO npoaykuuata Ha 1L-4. B
NOITbJIHEHHE NMOTEHLIHPpa XeMOTaKcUca H paroumrosara npH HEYTPOQHINTE, MOHOLIUTHTE H
Makpodarure.

YcTaHOBEHO €, Y€ UH BUBO HHO3HH aue100¢H AWMENpPaHoa noanomMara noTeHUUpaHeTo Ha
NOTHCHATHA CHHTE3 W TpaHcnauroHHa cnocobHocT Ha MPHK Ha nuMdounTHTe, KaTO €THOBPEMEHHO €
ToBa HHXHOHpa cuHTe3a Ha BupycHata PHK nocpencreom :

. MPOMSAHA B MHO3MH-MEJHHPAHOTO BKJIKOMBAHE HA OPOTOBATa KUCEIHHA B NONUPHOO30MHUTE
. MOTHUCKAHE Ha 3AJIaBSHETO Ha NMOJIMaJIeHHNoBaTa KkucennHa kM HPHK Ha Bupyca
. MOJIEKYJIpHA peopraHu3aliisg Ha TpaHCMeMOpaHHWTE NPOTEHHOBU KOMIUIEKCH, aHFKHPAHH B

MPeHacAHETO Ha CUrHana upes cneunduueH T-kneTsyeH peLenTop B THMQPOLIMTHHTE
BbTpeMEMOpaHHH TL1a3MEHH YACTHUM, KaTO YBEIWYaBa TPHKPATHO TUThTHOCTTA HM.

HHo3un atenoben nuMenpaton HHxubupa pocdoamnectepazara Ha UMKJIIHYHHUA TYAHO3UH 37,5 -
MoHodocdaT caMo BbB BHCOKH KOHUEHTPaLMH B HH BUTPO YCJIOBHA H NPH HHBA, HEBKJIIOYEHH B
MpOABUTE HA UMYHODAapMaKoIoruuHUTe e)eKTH UH BUBO.

PapMaKoJIOrH4YHH E(beKTH
HMHo3uH aueaoben aumenpaHon € CHHTETHYHO [IYPHHOBO NPOH3BOIHO ¢ HMYHOMOY/THpaLlH H
NPOTHBOBHPYCHHU CBOWCTBA, KOUTO BOAAT A0 YCHNIBAHE HA HMYHHUSA OTTOBOP Ha OpraHu3Ma.

5.2. MapMAKOKXHHETHYHH CBOHCTBA

Abcopbums
Cnen nepopanHo npunoxenue UHozun auenoden gumenpanon ce abcopbupa

NCOS




Pasnpeaenenye |
IpemHHapa B 3HauuTeNEH Gpoif TENECHH ThKAaHH, KATO Hali-roJieMH KOIKMYeCTB2 Ha OenssaH MHo3nH

aueaobeH AUMENpaHo ce YCTaHoBARa B O1LOpeuuTe, 6enna 1 yepHua apod, chpuero, aanaka,
TECTHCHUTE, NaHKpeaca, MO3bKa H CKeJIeTHATa MYCKYJIaTypa.

buoTrpaHcdopMaLius

Cnea npHeM Ha [HEBHA 038 OT | g NpW 4YOBeKa ca YCTAHOBEHH cieaHuTe meTabonuthH N,N-
numeTwiaMubo-2-nponanon (DIP) u p-aueramuaobensoeHa kucenuHa (PAcBA), kato TexHute
nna3MeHH HuBa ca 6wnu 3,7 meg/ml Ha 2P yac cnen npuema ¥ 9,4 meg/ml Ha 1" Hac cnen npuema,
CHOTBETHO.

JlaHHMTE OT KIMHWYHM M3OMTBAHHUS TpH XOpa MOKa3BaT, Y€ MAaKCHMMAaJIHOTO TMOBHLIEHME HA
[UIQ3MEHHTE KOHILIEHTPAalM¥ HA NHUKOYHATA KUCENHHA KaTo Mapkep 3a BHECEHOTO B OpraHvima
KOJIH4MeCTBa MHO3HH HE MOKa3Ba JIMHEEH XapakTep M B paMKHTE Ha 3 yaca ciea npdemMa BapHpa B
rpaHuumte * 10%. |

ITpu yoBeka ocHoBeH MeTabonut Ha DIP e N-okcua, a Ha PAcBA — o-aumnrniokypoHua.

EnnMuHupaue
Cnen npueM Ha A03a 0T 4 g B steady-state ycnoBus, 24-uacoBaTta eKCKpeUns ¢ ypuHata Ha PACBA ¢

HeHHHUAT ocHOBeH MeTaboauT noctura 85%.

95% OT ycTaHOBeHaTa pafHOaKTHBHOCT B ypHHaTa, AwbKama ce Ha DIP ce peanusupa ot
neMeTtadbonnsupaHua DIP u Herosus N-okcua.

BpemeTto Ha nomyxueoT Ha DIP e 3,5 4., a 3a PAcBA — 50 min.
5.3. IlpeixaInHHA4YHK XaHHH 332 De3onacHocT

‘B wscneapaus BEPXY KHBOTHH € YCTAaHOBEHO, Y€ CTOMHOCTHTE Ha cpeAHaTa aetanda 103a (LDso)
HaABHMILABAT MaKCHMAaNHATa TepaneBTHYHA A03a NpH Xopa cpeaHo S0 meTH.

Hsma naHHH 3a MyTar¢HHa akTHBHOCT H KaHLUEPOIrCHCH NOTCHLUHAN.

He ¢ ycTaHOBEHO TEPATOreHHO H eMOPHOTOKCHUHO AEHCTBHE, KAKTO M HEDNAronpUATHH eeKTH
sppXy pepTunuTeTa, 6pEMEHHOCTTA H PAKIAHETO.

6. DOAPMAIIEBTUYHH JAHHHU
6.1. CnHCcBbK HA NOMOINHATE BEUIECTBA
[ TmeHnyHO HULIECTE

[loBuaoH

MHUKpOKpHCTaIHA Lenyao03a

["nuueponop aubexeHat

Maruesner cTreapar

6.2. HechLbBMECTHMOCTH

HenpHnoxumo.
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6.5. BHZ B chaAbpKaAHHE HA ONAKOBKATA

15 Tabnerku B 6aucTep ot HenpoispayHo PVC/PVAC/Al unu PVC/AL donuo.
JBa, TpU WIHK 4eTUpH OMCTEpa ¢ IMCTOBKA 3a MAaLIHEHTa B KAPTOHEHA KYTHs.
He BcuukH onakoBku Morar ga ObAaT MycHaTH Ha na3sapa.

6.6. ChnenHajHH NpexNa3HH MEPKH HPH HIXBLPJIAHE H padoTa

Hama cnelMaiHyi H3IMCKBAHUA.

7. TMNPUATEXATEJI HA PASPEHIEHHUETO 3A YIIOTPEBA

Tera dapma EA/J]
yn. ,Jlioba Beanukosa™ Ne 9, rp. Cousn 1407
bvarapus

8. HOMEPHA PASPELIEHHETO 3A YIIOTPEBA

Per. Ne 20210383

9. JIATA HA MHPBO PA3PEIIABAHE

JlaTa na nbupBo pa3pewasane: 23.12.2021 r.

10. JATA HA AKTYAJIML3UPAHE HA TEKCTA

15.08.2024
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