KPATKA XAPAKTEPHCTHKA HA MIPOAYKTA

1. HME HA JEKAPCTBEHHSA IPOJAYKT

HrHosun ®enodapm 500 mg rabnerxn
Inosine Fenopharm 500 mg tablets

2. KAYECTBEH H KOJIHUECTBEH CBCTAB

MG NHUTENHA ATEHUVS N9 JEKAPLTBATA

KpamKa XapaxmepuciauKa Ha npogykma - fipuroxetive 1

Kot PO, N oo BOIADBR e
. Jtxyofr
Paspeuworue Ne B XTE e 18 A T
18- [12 02
 Ogofiperus I o

Beska tabnerka chabpxka 500 mg uHO3HH anegoben aumenpanon (inosine acedoben dimepranol).

IIoMOIHC BEUIECTBO ¢ M3BECTHO geﬁcmne: MNeHH4YIHO HHINIECTe

3a IMeIHEA CIIHCHK HAa MOMOLHKTE BELIECTRA, BHIKTE TOUKA §.1.

3. JEKAPCTBEHA ®OPMA

Tabnerka

benu 1o noury G6enH, KPEIIH, MIOCKH TAGNETKH ¢ /e aMOHSI4EH MHPHC.

4. KJIAHWYHH JAHHH

4.1. TepaneBTHYHM NOKAIAHES

Huosun PenodapM TabureTku € IoKa34aH 34 JCUEHHE WIH [OBIHABAHE HA NOTHCHAT WIH YBPEOEH
KACThYCH HMYHHTET M KIHHHYHHTE TIPOABH HA BUPYCHH HHGEKIMH KaTo:

IPHIT M BHPYCHH HH(EKUHA Ha AUXATE/THHTE [THTHINA;
XEpriec CHMIVIEKC H XEpRec 30CTep HHEKIHM,
ajTO3CH CTOMATHT;

B KOMIUICKCHATA TEPANKA HA TCHHTANHH GpallaBuie (KOHAHIOMATA AKyMHHATA) KATO

AOMBINHEHHE KbM KOHBECHLIMOHAITHATE JIOKATHH HIH XHPYPTHYHH IIPOLICAyPH;

YOBEIKH MAMAIOMA BUPYC HHOEKINH;
RHPYCHM XCTIATHTH,

IMTOMETATOBHPYCHA MR(heKIMS;
nH(eKIMO3HA MOHOHYKIIE038;
NOAOCTEP CKICPO3HpAI naHeHuedalnT.

« * ¢ * B

4.2. Jlo3upoBKA H HA9HH HA OPHICKEBHE

03 BKa

KOXHO JIHTABHYHH, BYTBOBATHHATHH (CyOKIMHMYHA H349Ba) HIIH CHAOLICPBMKAIIHO-CBBP3aHH C

uH(eKIHO3HH 3abonssanu (pybeona, BapHuena, MOpOIIH, 3ayIlIKa);

JHeBHaTa 10328 Ce ONpenENa B 3aBHCHMOCT OT YHCTOTO TejiecHO Terno (6e3 MacTHaTa ThKaH) Ha
NAUMEHTa H TEXECTTa Ha 3a00IIABaHETO H Ce MPHEMA B HAKOJIKO PABHOMEPHH MPHEMA.

Bw3pacmuu u nuya ¢ cmapuecka év3pacm

HNpenopweanTenHaTa aHeBHa ao3a € 50 mg/kg 1.1. (1 Tabnerxa 3a 10 kg TemecHo Ter,

HAKONKO (3 — 4) paBHOMEPHH TIpHEMa.

MakcuManHara JHeRHA A03a (00MKHOBEHO 3 g NHEBHO) He TpAGBa Na HagBMIaBa 4
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Heduampuuna nonyrayus
Hena Aax 1 rognna - obuuaiiHaTa auesHa a03a ¢ 50 mg/kg T.1. (1 TaGrerka 3a 10 kg TenecHo Terno),
TIPHETa B HEKOJIKO (3 — 4) paBHOMEPHH NIpHEMa.

Heobxonumo e f1a ce npermsnpa Aamm AeTeTo MOXe fia NpueMa IPOAyKTa nof ¢opMata Ha TabieTka.

[pomykTET ce mpenyiara M B APyT# iEKApcTBEHHU PopMH (CHpOI H Npax 34 EpopajieH pasTBop), KOHTo
€a TMO-TIOAXO/IAIIH 33 MIPHIOKEHHE NPH JeLa.

IIpoALDKNTENHOCT HA JIGYEHHETO
Ocmpu 3abonseanus

O6uuaiinarta NPOXBIDKHTEHOCT HA AIGYEHHETO € 5 -14 1HH npH 3abonseaHus ¢ OBp30 passHTHE. ToO
TpabBa Aa Npomwoku 1 — 2 NHH cneA OT3BYYABAaHE HA KIHHMYHATA CHMITOMATHKA WIH NO-ABIrO
criopen NpelieHKaTa Ha AeKapA.

Bupycnu 3abonssanua ¢ npompaxupano npomuiase
JlewernmeTo TpAGBa na nMpoabkH 1 ~ 2 ceAMHMUM cien OT3ByYaBaHe Ha KIHHWYHATA CHMIITOMAaTHKA
H/IH TIO-JRJTO B 3aBHCHMOCT OT NPELICHKATA Ha JIeKaps.

Pexypenmnu 3abonssanun

o Havwanna ¢aza - HeoGxonuMo € na ce cneapaT MNpPeNOPHKHTE, OTHACAIM €€  KbM
NPOIBLKHTENHOCTTA HA IEMEHUE TIPH OCTPH 3a00/1ABaHKs.

o Hoaaepxkamo JieueHue — JHEBHATA A03a MOKe Ja Opge Hamanena ao 500 — 1000 mg (1 - 2
TallIeTKH).

o [lpH mogBa Ha Ha4a/lHH NPHU3HALM HA PELHINB JICYEHHETO 3all04Ba ¢ NMPeNOphYBAHaTa JHEBHA 1032
npH OCTpH 3a6onaBaHAA, KoATO & HeoOxomumMo Aa ce npwiara | — 2 JHM cnell OT3ByuaBaHe Ha
KIIHHHYIHUTE TposaBy. [IpA HyKna KypeeT Ha JIeMeHHe ¢e MOBTapA HAKONKO ITHTH B CHOTBETCTBHE C
OLIEHKATA HA KIMHUYHOTO CHCTOAHME H NIPETIOPRKUTE Ha JieKaps,

Xponwunu 3abonssanus
[Ipenophusanara axesHa no3a e 50 mg/kg 1.1, KOATO CE MpHIara KakTo ceasa:

Ilporagane #a 3a0oauBaneTO IMpoAL/KATEAHOCT HA HpogbaxATeHOCT HA
npHemMa DpPEeKbCBAHETO
AcuMrmoMaTHUHO 30 aan 60 mym
Jlexo u3paseHH KITHHHYHHA CHMIITOMH 60 nHu 30 auu
Texko H3paseHH KIHHUYHU CHMITTOMH 90 nau 30 nuu

Ta3su cxema Ha neuenne Moxe da Gbje MOBTOpeHa MpH HEODXOOMMOCT, KATO MALMEHTHT TpaOBa Ja
Obae NpocneAIBaH CHINACHO YKA3aHUMATA 38 PEKYPEHTHH 3a00naBaHuA.

Crnenpanyu noxasaHis
Kondunomama axymunama wiy eHOOYEDBUKATHO-CEOPIARYU URDEKYUU C HOGEUWIKU NATUIOMA BUITYC
(HFV)

IponyxTeT ce npunara B aHeBHa 1032 3 g B npogwpkenne Ha 14 — 28 nH#M, caMOCTOSTENHO WIH B

KOMIUIEKCHA TEParms ¢ KOHBCHLHOHAIHATE JIOKANHHY HTH XMPYPrHYHHE NpOLECOYPH, B CHOTBETCTBHE

ChC CIeJHATA BPEMEBA CXeMa:

o HHCKO-pHCKOBH BANMEHTH {MMYHOKOMIIETEHTHH JIMIIA MIH TNALMERTH ¢ HUCHK PHCK 33 PeliH/IMB) —
MPOAYKTHT Ce [PHIara B NPOABDKeHHE HA 14 — 28 nHM, koeTo 0OHKHOBEHO BOJH IO TIOCTHraHE Ha
MAKCHMATHO CbOTHOUICHHE H3YHCTBAHE/PEUHAHE HAa Je3HHTe 32 2 MM NOBeYe Meceila ciel
MpEeyCTaHOBABAHE Ha JIeYeHUeTo, Ge3 Npunarane Ha APYTH JEKAPCTBCHH CPEACTRA,

o BHCOKO-pHCKOBH narmeHTH* (JIMla ¢ KMyHeH AeHLIMT HIH NALHEHTH C BHCOK PHC
MPOAYKTHT Ce MpHNara 5 THH CeAMHYHO, B 2 MOCIENA0BATEIHHA CEOMMIIA HA MECE
Ha 3 Mecelld, KOETO OOHKHOBEHO BOJH 0 MAKCHMANHO CHOTHOIUGHHE M3
J€3HNTE JI0 Kpas Ha 37 Mecell OT JIeYEeHHETO.

Hocovenara TepaneBTHYHA CXeMa NpH HeoOXxoauMocT Moxe Jia Gblie moBTap:
Ha MAIHEHTa CE€ WIBHPIUBA B CHLOTRETCTBHE ¢ MPENOPLKHTE, MOCOYEHH NPH pe
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* [Ipo¢mnrTe Ha NALMEHTHTE C BHCOX PHCK MWW LEpBHKANIHA THCIUIA3H HIH C TeHMTalHH GpafasHuy
BIJTIOYEA:
*  UMYHOACMpeCHA ALDKAMA Ce Ha:
- aHAMHE3a 33 XPOHHIHK WITH PEKYPEHTHH WIH JIPYTH CEKCYalHO-TpeAaBaHy 6omecTH;
- IPOTHBOPAKOBA XHMHOTEPATIHA;
- eXXKeJHEBHA WOYNOTpeda ¢ AIKOXOd.
» Ilpomwiokurenna (noseve or 2 roayHu) ynoTpeda Ha NEPOPATHH KOHTPAUETITHEH,
= KoHuenrtpauus Ha donar (con/ectep na onmesa KMCENNHa) B epurpoupTaTte < 660 nmol/1;
» HexoHTponupaH 3axapen suaGer;
*  JIpOTBIDKHMTENHO TIOTIOHOIYHIEHE;
= ATonms;
*  YecTH BaTHHANTHM CEKCYAIHN KOHTAKTH (= 2 — 6 ceIMMYHO) FIH AHAICH CEKCYAIEH KOHTAKT;
*  MHsorobpoiiHn cexcyalnHH HAPTHROPH WITH NIPOMAHA HA TIOCTOSHEH NAPTHLOP;
» Tenwrannm GpanaPHIM B NPOABDKCHHE Ha > 2 rOOMHM WIH > 3 HeyCHEUIHH JNeYSHHH, IO
aHAMHECTHYHH JaHHH;
»  OrCheTBHE HA AHAMHCGCTHYHM JIAaHHH 32 OpajlaBHLM MO KOYaTa B JIETCTBOTO.

Cybaxymen cxreposupawy nanenyedpanum (SSPE)

Jinernata noza e 100 mg/kg T.7., KaTO MAKCHMATHATA AHEBHA 11032 He TpAGBa fa MpepHinasa 3 - 4 g.
INponyxrsT TpabBa 1a ce mpHiara NpoIBJDKATENHO NPH PeryjigpHO NPOCNEGASBAHE HA KIHHHIHOTO
CHCTOAHHE M OLIEHKA Ha HeOOXOAMMOCTTA OT YABDKABAHE HA JICUEHHETO,

HaukH Ha npunoxeHue

To3H nexapcTseH NPOAYKT € NPeAHa3HAYEH 32 IPHIOXKEHHE NIPe3 ycTaTa.

JlHerHaTa no3a e Heo0xoaMMO a Hble pasnpeaenesa paBHOMEPHO, B pAMKHTE Ha 3 — 4 npueMa B
qacoseTe Ha GoappeTBaHe.

3a yJiecHABaHE Ha MOMTHINAHETO TabeTKaTa MOJKe Ja Ce CYYITH M Pa3TBOPH B MAJIKC KOAHYECTBO
NOJACAaJeHa BO/a, HO HE COK, KOHTO MMa KHCesa cToliHocT Ha pH.

4.3. TIlporEBONOKA3AHER

. CBPEXYYBCTBHTEIHOCT KbM MHO3WH Al¢I00eH AUMENpaHo WIH KbM HIKOS OT NOMOLIHHTE
BEIECTBR, W30poeHn B 1. 6.1.;

. Tloparpa B ocTpa dopma;

. TloBHIIEHH CTOHOCTH Ha MMKOYHATA KHCEJIHHA B KPBBTA.

44. CnensajHs Npexynpeknenss 4 NPeAIA3HE MEPKH IPH YNoTpeba

B X012 Ha neyeHNeTO € BE3MOXKHO NPEXOAHO MOBHIIEHHE HA M3XOJHHTE HHBA Ha MUKOYHATA
KHCEJIHHA B KDLBTA H YPHHATA, XOHTO 06Myaiino ocTasaT B pedepeHTHH rpaHdll. ToBa NOBHINEHHE
ce OTHaca 0cofeHOo 3a MBXKETE W 3aCTApABAILATA NOMYNIALUA OT ABATA NOJMA H e JIL/DKH Ha
KaTaboTHHA MeTabONH3LM TPH YOBEKA HA HHO3HHOBHA KOMIIOHEHT 10 NMHKOTHA KHCEeJIHHA.
[ToBuINIEHHETO HA HMBATA HA MTMKOYMHATA KACEJIHHA HE € CRBP3aHO ¢ JIEKAPCTBO-CBBP3aHa HHAYKUMA HA
AKTHBHOCTTA Ha CH3UMHTE WIH B eNHMHHALMOHHATA GYHKuug Aa 6s0peunTe. ITpen Bua TOBa,
TIPOAYKTET MOXC 04 C€ NPHAATA ¢ ITOBHIACHO BHAMAHHC NIPH NRIMEHTH ¢ aHAMHCCTHYHH NaHHH 3a
N0Jarpa, Takaea, KOATO He € B aKTHBRA (a3a B MepHosa Ha NPHEMA HAa H3OTPHHO3HH, MAUMEHTH ©
XHIepYpHKeMHs, ¢ YPOJIMTHA3A HJTH NIPH TAKHBa C HapylieHuA Ha 6x0peunara gyHkipms, npu
PEAOBHO MOHMUTOPHPAHE HA CTOMHOCTHTE HA MMKOYHATA KHCENHHA.

B xona Ha neueHMero He MOXKe Ja Oblie HIKIOYEHA M0ABa HA OCTPH PEAKIIHH Ha
CBPHXYYBCTBHTENHOCT KATO YPTHKAPMS, AKTHOEIEM, aHA(DHIAKCHS, KOETO HINCKBA H

TIpeKpaTABaHe MpUeMa Ha NPORYKTA.

[}
i

TlpoxsmxuTenHOTO AEUeHHE MOXKe Aa JoBeAe 40 HepponuTHasa,

Ab/THY

"
W3
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B xo0p12 na npoXEmKHTENHO JleyeHNe e HeoOXOMHMO PeryapHo MpocleAsBaHe Ha CTOHHOCTHTE HA
NHKOYHATA KMCEJIHHA B KPBBTA W/HWIH YPHHATA, KPHBHATA KAPTHHA H Ha NOKA3ATE/HTE HA
yepHOApoOHaTa ¥ ObOpedna QpyHKIs.

To3n neKapCTBEH NPOAYKT CHABPAKA MIICHHYHO HULIECTE, KOCTO MOXKE 3 CHABPKA CaMO CNIEAH OT
TIIyTeH M NOPajJii TOBA € CUMTaHO 3a Oe3onacHo NpH HHAHBAAK ¢ UnoNHaxud. [TalueHTy ¢ aneprua
KLM nNilleHMNa (pasiidHa oT ULOMUAKHR) He TPAOBa 1a MPHEMAT TOBA JIEKAPCTBO.

4.5. BaanmoneiicTBBe ¢ JPYFE NeXapcTBeHH NPOXYKTH H APYre GopMB HA B3aRMoaclcTBHE

[lopmilieHO BHHMAaHKHE ¢ HEOOXOIMMO NPH eAHOBPEMEHHO NMPATOMEHHE ChC CIICTHHTE JICKAPCTBEHU
UPOAYKTH.

« HHXHOHTOPH Ha KCAaHTHHOKCHAA3aTa (AJIOMYPHHON) MM YPHKOIYPHYHHM CPE/ICTBA;

*  THAHAHH JUYPETHIM (XMAPOXNOPTHAIMA, XINOPTATHAOH, MHAANAMHIL);

» OpuMKOBM OuypeTHIIH ((pyposeMun, eTakpHHOBA KHCEMHHA H IP. ).

TponyxysT He TpOBa 1a Ce Npunara e JHOBPEMEHHO ¢ UIMYHOCYTIPeCHBHH CPeJICTBA Mopany
BB3MOXKHH B3auMO/IeHCTBHA Ha GapMakOKMHETHUHO HHBO, KOMTO MOTAT Na NIOBJIHAAT TepaneBTHUHUS
edexr. Crep nPUKMOYBAHe HA HMMYHOCYTIPECHEHATA TEpAlHA € BEIMOKHO IPWIOKEHHETO Ha HHO3HH
aneso0eH JHMENPAROJL.

Hnoaun auenofeH AMMeNpadon YCHiIBa ASHCTBHETO Ha 3AA0BYAHH (a3HaoTHMHIHH /AZT/) ipH
€THOBPEMEHHO TPHAOKEHHE B PE3Y/ITAT HA YBeNH4eHO hopmupate Ha AZT HYKIEOTHIH BCACACTBHE
Ha NoBHIBeHa OuonaniaHocT Ha AZT 1 noBHINEHa BHTpEXieTsYHA pocopunanmd B KPLBHHTE
MOHOLIHTH.

4.6. ®epraauTeT, GpeMenHOCT B KbPMEHE

MDepTHIMTET
Hsama nanaM oTHOCHO AeiicTeurero Ha MHo3uH anenobed JMMenpaHon BEPXY QepruaMTeTa NPH XOpa.

bpemensoct
JIMncBaT navHK OT KOHTPONHPaHH KIMHHYHH M3TTMTBaHHS OTHOCHO edekruTe Ha MHo3uH auenoben

IMMENPaHoN BLPXyY OpeMeHHOCTTa H $eTATHOTO Pa3BHTHE FIPH XOpPa, MOPaJH KOSTO MPOAYKTET MOXeE
Ia c¢ Mpulara 1Mo BpeMe Ha 6peMEHHOCTTA eIMHCTBEHO M0 IEKAPCKO HA3HAYCHHE CRe/l TPEUeHKa, e
MOTCHIHAMHA O34 32 MaliKaTa HaIBMIDABA CBEHTYAIHNS DHCK 33 IO ¥ HOBOPOAEHOTO.

Kbpmene
Huo3us anenodeH TUMENpaHo)l ¢ eKCKPeTHPA ¢ MAMIHHOTO MIMKO. JIEKRPCTBOTO MOXKE 24 e

Npiaara 0O BpeMe Ha KEPMEHE eJHHECTBEHO IO JIKAPCKO HA3HAYCHHE Cllef] MpelleHKa, e
MIOTEHIHAMHA T10)13a 32 MAMKaTa HAABWIIABA €REHTYANHUA PHCK 3a KBPMateTo.

4.7. Edextn BBpXY cnocobaocTTa 33 mModupane H pabora ¢ MAWIHHA

Hno3nn ®erodapm Tabnerky He NOBIMABA WM NOBJIMABA B MIPpeHeOpeimMa cTeneH crnocobHoCTTa 3a
modupane 1 paboTa ¢ MAMIHHY,

4.3. Hexenans JeKapCTBEHE PeaKnEH

EAMACTEEHATA IOCTOAHHO HaGoNaBata HEXKEIlaHA IeKAPCTBEHA PEAKIIAS, CEBP3aHA C IIPYIOKEHASTO
Ha HHO3HH aleo6eH TMMeNpaHON NpH BE3PacTHH H B ICAHSTPHYHATA NOMyIAHA ¢ IPeX
MoBHIeHNHe Ha CTOMHOCTHTE HA MMKOYHATA KHCE/WHA B KPBBTA H ypuHara. OCHKHOBE
CTOHHOCTH OCTABAT B pedbePeHTHHTE [PAHMIH ¥ C& HOPMATH3KPAT HAKOJIKO JNHH e Bk
Ha JISUEHHETO. /f S

Cneanara TepMuHOIOTHS ¢ 6HTa H3NONM3RAHA NIPH KIACHPHIMPAHETO HA HEJKEJI f)eatgzﬁa o
OTHOUICHHE HA TAXHATA YECTOTA: MHOMO YecTH (>1/10), nect (>1/100 no <1/10), sedecTu. (171 000 g /y
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no <1/100), peaxu (>1/10 000 no <1/1 000), maOTO peaku (<1/10 000), ¢ HensBeCTHA YecToTA
(decToTaTa Be MOXKe Ha Obje onpelencHa oT HAJMYHUTE NAHHH).

C HemBecTHa YecTOTA

MedDRA SOC/aecTora Hexenana jexapeTseHa peaKknag

CroMamBo-1peBsd BAPYIICHAY

Yectn Hosprumane, ragene, quckoMbopT B 06nacTTa
Ha enuracTpHyMa

Hedecrn Jnapusi, KOHCTHIALHA

Bonka B ropaara kopemuz ofaact

Macnennanns
Mpunoro gecTn

YecTnn

IopuineHs CTOMHOCTH Ha THKOYRATE KHCEIHMHEA
B KphBT2 ¥ YpHHaTa

TopmiueHs cTOAHOCTH HA KPhBHATA Ypes,
TPaHCAMMHA3ZHTE H ANKajIHaTa Gocdarasa

Hapymenns Ha KOXKATA H NOAKOKHATS THKAH
Yectn

C HeHsBecTHa ¥ecTora

OGpus, npyputyc

Epurem

Hapymesns B8 HEPBHATA CHCTEMA

Yeetn T nasobomue, BepTHro
Heuectn COMHONEHTHOCT, HKHCOMHUA
C HeM3BECTHA YECTOTA 3aMagHOCT
Hapymenus H MYCKY/IHO-CKeJeTHATA CHCTEMA

H CheAHNHTENHATA ThKAH

Yectn ApTpanris
IicHXRYHHE BAPYIICHER

HegecTn Hepsnocr
Hapymwennu na 6b6peunTe 8 nHKOTHHTE

NBLTHIEA

Heuecrn llonnypus

Hapymenas g2 HMYBHATA CHCTEMA

C HeH3BecTHA YeCTOTa

AHrroeneM, CBPBXTYBCTBHTEIHOCT, YPTHKapHS,

aHapUNAKTHYHA PeaKLHs
O6mn napymenss r efexTH B2 MACTOTO HA
UpHJIOAKEHHE
Yecrn YMOpa, HepasmioIoKeHHe

CrobifiaBane Ha HQACIHPAHN HEXKENAHH DEAKIMA

CrobmaBaHeTo Ha MONO3MPAHK HeXKeNAHU Peakiini c/eR pazpeliaBate 3a ynorpeba Ha nexapCTBeHUs
NPOAYKT € BaxHO. TOBa MO3BONSBA Ja NPOAWIKH HAGMIOACHHETO HA CHOTHOMIEHHETO TOJ3a/PHCK 32
AeKapCTBeHNA MpoAYKT. OT MEAMUMHCKKTE CIELMATMCTH ¢ H3MCKBa Aa crobmasar acaxa
NOAO3HPaHa HekelaHa peakuus Ypes VamsiHyvenHa areHimd o JeKapeTeara, yi. ,,Jdaman I'pyes™
Ne 8, 1303 Codmns, Ten.: + 359 2 8903417, yebeaiir: www.bda.bg

4.9. Ilpenosmpane

Hsma cpobmenn cny4au Ha npeaoanpane. [Ipyu HeoGXoAHMOCT ce IpHIara CHMITIOM

H NOAXOOAINH IOAXBPAKALIH MEPKH.
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5. @®APMAKOJIOTHYHM CBOHCTBA
5.1. PapmaxoaRHaMHBYHH CBOHCTHA

®apMaKOTePaliCBTHIHA I'PYTIa: AHTHBHPYCHH CPEACTBa 34 CHCTEMHO MPHIOKEeHHE; JHPEXTHO
NCHCTBAINE aHTHBHPYCHH cpeicTsa, JIpyry antusupycsu cpeactea, ATC xon: JOSAX05

MexatysnM Ha feBicTBHE

Hopmanuznpa HegocTaTb9HNA HIH HAPYIHEH KAETHYHO-MEIMHPAH HMYHHTET 9pe3.

. npexussrkeane Ha Thl oTroBop, KOMTO OT CROA CTPaHA HHHLIMHPA Y3DABAHETO H
adepenimpaneto Ha T ssmbonuryTe

. TNIOTEHIMpaHe Ha MRAYIHpaHuTe XuMponpomudepaTHBHYE PeakLi| B MHTOTEH~- AWM AHTHICH-
AKTHBEPAHATE KIETKH

Hno3un anenoben nUMenpaHoa MOLYIUPa HUTOTOKCHIHOCTTE Ha T THMQOLHMTHTE H Ha ECTECTBCHHTE
KieTkH-ySuinH, kakTo 1 dyaximnre Ha CD8+ cynpecopamre 1 CD4+ xenmepHuTe KICTKH.

Tloenmasa 6pos Ha IgG M KOMIUIEMEHT-TIOBBPXHOCTHHTE MApPKEPH. YBe/iHqaBa IPOH3BOACTBOTO Ha
IL-1 W moanoMara npoxyxusata Ha IL-2, perynmpaiiky Bp3xoasmo excnpecusta Ha IL-2 peuenropa
B YCIIORMSA HH BHTPO.

VBennuasa enporeHHata cekpenyin ha IFN-y # Hamanasa ux BHBO NpoxyxumsTa Ha 1IL4. B
DONBAHEHHE NOTEHLMpa XEMOTAKeKCa | (aroTo3arTa NpH HeYTPOPUTHTE, MOHOUMTHTE H
Makpodarure.

YcraHoBeHO €, ue HH BHBO HHO2HH aneno0eH AHMeTpaHoN NOANOMara NOTCHIMPAHETO Ha
NIOTHCHATHA CHHTE3 H TpaHCcIaiuoHHa criocobroct Ha MPHK Ha nuMdomaTHTe, KATO €AHOBPEMEHHO ¢
ToBa HHXuOupa cHHTe3a Ha BupycHarta PHK mocpeacTsoM :

. HPOMAHA B HHOHH-MEAMHPAHOTO BKIIOYBAHE Ha OPOTOBATA KHCEIHHA B NOARPHOO30OMHTE
. NIOTHCKAHE HA 3aNIaBAHETO Ha NONMAACHWIoBaTa Kucennna koM RPHK Ha Bupyca
. MOJIEXYIIAPHA PEOPrant3alis Ha TPaHCMeMOpanHHTe POTEHHOBH KOMILICKCH, AHMaAKHPaHH B

NIPEHACAHETO Ha CUrHANA 4pe3 cnennpnueH T-KIeThyeH pelenTop B THMGOIMTHITE
BBRTPEMEMOPaHHM Ia3MeHH YACTHIH, KATO YREIHYABA TPHKPATHO IUTFTHOCTTA HM.

Huo3pH auenoben gumenpanon uaxubupa GocoanecTepasaTa Ha DMIIMIHHA TYaHO3MH 37,57~
MoHodochaT caMo BEB BECOKM KOHUEHTPaIHH B HH BHTPO YCOBHS M [PK HHBA, HEBKJIOYEHH B
NpoABHTE Ha KMYHOQapMaKonOrIHuTe e(peKTH MH BHBO.

PapMakoJorHIHn edexTH

Hunos3uH aueno6eH AUMEIIPaHON € CHHTSTHYHG ITYPHHOBO NPOA3ROJHO ¢ MMYHOMOAYIMpaIliy v
NPOTHBOBKPYCHM CBOHCTBA, KOWTO BOIAT A0 YCHWIBAHE HA HMYHHHSA OTrOBOP HA OPraHM3Ma.

5.2. PapMaKOKHHETHYHH CBOficTRA

Abco
Cnen nepopanno npunoxenne Muosud auenobed numenpaton ce abcopbrpa 66p3o u meano (290%).

OpENeNeHne
Ilpemunapa B 3naumTeneH Gpoii TeNeCHH THKAHH, KATO Hali-roieMH KOMHYecTea Ha Oenszan MHosnn
auenobeH MMeNpano ¢ce yCTaHOBABa B G1OperuTe, Genns H uepHus apob, ChPICTO, Janaka,

TECTHCHTE, NAHKPEaca, MO3bKa H CKENETHATE MyCKY/1aTypa.

buorpau M

Cren npheM Ba jHeBHAa Xo3a OT 1 g TpH HOBeKa Ca YCTAHOBEHH CUGIHHTE
auMeTHnaMuHoO-2-ipomaton (DIP) n p-anerammaoGensoena kucenuna (PACBAY; kar
nasMesn Huea ca G 3,7 meg/ml wa 2 wac cnex npuema # 9,4 mog/ml Ha 17 dacies
CBOTBETHO. R
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Ilaﬂnme OT KIHHMYMHM H3NHTBAHHA TIPH XOpa MOKA3BAT, Y€ MaKCHMAaNHOTO NOBHUICHHC HA
RNa3MeHuTe KOHUCHTPAITHH Ha THKOYHATA KHMCENHHA KaTo Mapkep 3a BHECCHOTO B OpTaHH3MAa
KONHHCCTRA HHO3HR HE NMOKAasBa JIHHCECH XapaKTep H B DAMKHTE Ha 3 gaca cauen, OpHCMa Bapupa B

rpanaumTe  10%.
Tp# uoBeka ocHoseH MeTabomut Ha DIP e N-okcup, a Ha PAcBA — o-auarmiokypoHHI,

EnvMuHupase
Cnen npuem Ha Jio3a oT 4 g B steady-state yciosus, 24-4acoBaTa eKCKpess ¢ ypuHara Ha PAcBA n
HejfungT ocHoBeH MeTaboant gocthra 85%.

95% 0T ycTaHOBEHATA PaAHOAKTHBHOCT B YPHHATa, Ah/bkawa ce Ha DIP ce peanmsupa ot
Hemetabonmmsupanss DIP u werosus N-okcun,

Bpemeto Ha nonysxueoT Ha DIP e 3,5 y,, a 3a PAcBA — 50 min.

5.3. HpeaxWABYHH JAHEH 33 De30n0aCHOCT

B wscrieBaRns BPXY KHBOTHH € YCTAHOBEHO, Y€ CTOMMOCTHTE Ha CpeAHATa NeTanHa Jo3a (LDso)
HABHINABAT MAKCHMAIHATA TEPANIEBTHYHA A03a NPH Xopa cpeano 50 myTh.

Hsva gapuwm 3a MyTareHHa aKTHBHOCT H KaHLICPOTCHEH IOTCHIMAIL,

He e ycTAHOBEHO TEPATOreHHO H eMOPHOTOKCHYMO NeHCTBHE, KAKTO K HeGaronpHATHH edeKTH
BBEPXY (heprunuTeTa, GPEeMEHBOCTTA K pAXAAHETO.

6. DAPMAHEBTHYHH JAHHH

6.1. CoEchpk Ba DOMODIHHTE BEIECTBA
[Tsies4HoO HUINECTE

UlopunoH

MHuKpOKpHCTaTHA LIENY034

I'naneponos aubexexar

MarnesneB cTeapar

6.2. HecbBMecTEMOCTH

Henpunoxumo.

6.3. Cpox Ba rognocT

3 ropuHN.

6.4. Caenuanmm ychoBHS H3 ChbXpaHeHHe
Ja ce coxpansea noa 25°C,

6.5. BHa H chALpXAHEE B2 ON2KOBKATA
Bascrepn ot Henpoapaduo, 6ano PVC/PVAC u anymusineso GONHO, ROCTABEHH B XKapPTOHEHA KyTHA,
no 10 Tabnerxu B Gimcrep.

JiBa, TpH, seTHpH WK NeT GnucTepa ¢ AUCTOBKA 28 NAMEHTA B KAPTOHEHA KYTHA.
He BcHYKM OnaxoBKH MOrart 4a GbRAT MyCHATH HA Masapa.

6.6. Cpenha/ Iy UpeANa3HE MEPKY NPH W3XBBPJIAERE B paboTa

HsMa cnienHamHy K3NCKBaHHA.
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7. UPHTEXATEJ HA PAPEMEHHETO 3A YHOTPEBA

Tepa ®apma EALL
ya. ., Jhoba Bemrsixora®“ Ne 9, rp. Codma 1407
Boiarapus

8. HOMEP HA PASPEIIEHHETO 3A YIIOTPEBA

Per. Ne 20210382

9. JATA HA IThbPBO PA3PEHIABAHE/TIOAHOBABAHE HA PASPENIEHMETO 3A
YIIOTPEBA

HAara s#a mepBo paspeinagate: 23.12.2021

10. AATA HA AKTYAJIH3APAHE HA TEKCTA




