1. HME BA JJEKAPCTBEHUA ITPOAYKT

Huo-IIporekt 1 000 mg Tabnerkn
Ino-Protect 1 000 mg tablets

2. KAYECTBEH U KOIMYECTBEH CHCTAB
Besixa Tabnerka ceappxa 1 000 mg wro3uH anenoben auMenpanon (inosine acedoben dimepranol).

[ToMOIUHO BELIECTRO ¢ H3BECTHO AeHCTBYE; MIEHNYHO HulllecTe, Beska Tabnerka chobpxka 164 mg
MIEHUYHO HAIIECTE.

3a TBJAHUS CIIHCHLK Ha TIOMOIIHHWTE BEINECTBA, BIDKTE TOUKa 6.].

3. JEKAPCTBEHA ®OPMA
Tabnerka

benu 10 nout Genw, MpoOXLArOBATH, ABOMHOUSITEKHANM TaGIETKH ¢ ACAHTENHA YepTa OT CAHATA
CTpaHa M C JIEK aMOHIYEH MUPHC.,

Henurennara uepra € caMo 3a yNeCHABAHE Ha CUYNBAHETO C LiEJl NO-IECHO IhIITaHe, & He 32 pasfieniHe
H2 paBHH JO3W. ,

4., KIAHAYAHA JAHHU
4.1. Tepauen'rﬂqun_nona:;aﬁnn

Huo-IIporekT TabnieTKH e NokasaH 3a JEUeHHE WIH NOBIMABAHE HA TIOTHCHAT HiIH YBPEIEH KISThYCH

HMYHHTET H KIHHUIHHTE NIPOSIBH HA BUPYCHHU HHpEKUHH KaTo: -

«  IpHM 4 BUPYCHH HHPEKHMA Ha TUXATETHUTE NHTHINE,

+  Xeprec CUMIUIEKC M Xepriec 30¢Tep HHPEKIHH

+  adTo3eH CTOMATHT;

« B KOMIUICKCHATa Teparms Ha T¢HATAIHY Opanasulik (KOH}:[HJIDMEIT& aKYMUHATA) Karo
NOMBJIHEHHE KBM KOHBCHIUMOHATHUTE JIOKAINHY WM XMPYPrHYHH NPOLEAYPH;

. »  KOXXHO IMMaBHYHH, BYJIROBArMHAIHH (CYOKIMHMYHA mana) i emauepaumﬂo-cmp:;ann C

YOBELIKH NaniioMa BUPYC HHOEKLIMH; -

v  BHPYCHH XEHAaTHTH; -

+  uHbexumo3HHu 3adongpaHud (pybeona, BapHuena, MopOWIH, 3ayIUKa);

s  IIMTOMEraJIOBUPYCHA HHQEKLIHS;

o  MH(]eKIMOo3Ha MOHOHYKIIC03a;

¢  TCAOCTHP CKICPOIUPAL] NAHEHIEDATHT.

4.2. Jlo3napoBKa ¥ HAYMH Ba NPHJIOKeHHE

. JO3HpOBKa |
JueBsHaTa 034 ce ONpelcns B 3aBHCHMOCT OT 4HCTOTO TenecHo Terio (De3 ma
NALMEHTA U TEKECTTA Ha 3a00NIABAHETO U CEe NpUeMa B HAKOJIKO PABHOMEPHH 1IpUE,

Bw3pacmuu u ruya 8 cmapuecka es3pacm
Ipenopruyrennara nuerna no3a e 50 mg/kg 1.1., nprera B Hakonko (3 — 4) pasi
MakcHManHaTa AHeBHa J03a (OOWKHOBEHO 3 g IHEBHO) He TPAOBA /13 HAABHILAB

NO0O4



Heouampuuna nonynayus
Hena wan I rommna - obuvalinata AueHa 1033 € S50 mgkg T.T., npHeTa B HAkoako (3 - 4)
PaBHOMEPHH NIpUeMa.

HeobxoauMo € fa ce npenusmpa Jajid AETETO MOXKe A2 MPHEMa NPoAYKTA nox dopMara Ha Tablerka.
[IpoayKThT ce npeasara ¥ B ApyTH JIeKapcTBEHH GOPMH (CHpPON H Tpax 3a NepopaeH pasTBop), KOUTO
ca NMo-noAXoAAIiy 3a NMPHWICKEHHE ITPH Jella. |

IIpoaBIDKUTENHOCT HA AEUYEHHETO
Ocmpu zaborseanus

O6xuaiinara MPOXBIDKHUTENIHOCT Ha IEYEHHETo € 5 -14 nuu npy aaﬁomsaﬂnﬂ ¢ 6upao pazeuTHe. To
TpabBa na npoawskd 1 — 2 nHM ciien oT3BydYaBaHe Ha KJIMHMYHATA CHMITTOMATHKA WM TI0-IIBIITO
cniope/l PeUeHKATa Ha JieKap4.

Bupycnu 3abonsasanus ¢ npompaxupano npomuyaie
- Jleuenuero TpgabBa na npoawmKu 1 — 2 ceAMHUH CIIen mnyqanane Ha KIHHMYHATAa CUMITTOMATHKAa
WIM 110-ABJr0 B 3aBUCHMOCT OT IIPELICHKATa Ha JieKaps.

Pexypenmnu 3abonasanun . o
o HawanHa ¢aza - HeobXoAMMO € Oa Cce CHeJBaT MPEeNopPbKHTE, OTHACAIM C€ KbM
NPOABDKKTENIHOCTTA Ha JIGUEHHE NIPH OCTpy 3aboIaranuA. | |

o Tlonappkamo jeucHrWe — JHEBHATA 1034 MOXe Ja OmbIe HamaeHa 1o 500 — 1000 mg (1 - 2
TabyreTkH),

o IIpH nosBa Ha HaYATHH MPU3HANM HA PELIMOMB JICUCHHETO 3alI0MBa C MPENOPhYBaHATA AHCBHA 4034
npH ocTpH 3a0onsABaHMA, KOATO € HeobxomuMo Aa ce mpwnara 1 — 2 OHH clel OT3ByYaBaHe HA
KIMHUYHHETE NIPOABH. [IpH Hy)Kga xypChT Ha NleueHHe ce NOBTaps HAKOIKO ITETH B CHOTBETCTBHE C
OLIEHKATA HA KIIHHHYHOTO CHCTOSHHE U NIPEIIOPHKUTE HA JICKaps. |

Xponuunu 3a60128aHUA
Hpenoprusanara aHEBHA 1032 e 50 mg/kg T.T., KOATO ce npHiara KakTo cieaga:

IIpoTauane Ha 3a60aABaHETO Mpoav/okaTeanoct Ha | IIpoAB/DKHTEAMOCT Ha
npuema NpPEeKLCBAHETO
ACHMIITOMATHYHO 30 oau 60 qun
Jlexo u3pazeHH KIIHHMYHM CHMIITTOMU - 60 aHu 30 ouu
Texko H3pa3zeHd KIMHUYHH CHMITTOMHM 90 anm 30 nuu

Ta3m cxeMa Ha nedyeHHe Moxe Oa OBAe MOBTOPEHA NMPH HEOOXOAMMOCT, KATO MAIKEHTHLT TpaGBa Na
0bae npocnensBaH ChrNACHO YKa3aHUATA 34 PeKYPESHTHH 3a00/9BaHHA.

CrienajTH1 NOKA3aHKWA |
Kounounomama axymunama uny eHOOYEPBUKATHO-CEBP3AHU UHDERYUU ¢ YOBCUIKY NANWIOMA GUPYC
(HPV) |

IpoxyxrsT ce npunara B AHEBHA 1032 3 g B NponBkeHUE Ha 14 — 28 aHM, caMOCTOSTENHO WIH B

KOMILIEKCHA TEPANHA ¢ KOHHCHIHOHAHHMTE JIOKATHY WIH XMPYPrUYHH NPOLEKYPH, B CHOTBETCTBHE

CBC C/IEQHATA BPEMEBA CXEMA!

o HHCKO-pHCKOBM MALMEHTH (MMyHOKOMIIETEHTHHM JIMLA WK NALMEHTH C HUCBK PMCK 32 PElLIHAHMB) —
NPOJYKTET C& NpHiara B npoXb/DKeHue Ha 14 — 28 aun, koeto 0OHKHOBEHO BOIH A0
MaKCHMAJIHO CBHOTHOIICHWE M3YHMCTRAHE/PELIMAMB Ha JE3HUTE 3a 2 WM Mo
NpeyCcTaHOBABAHE Ha JICUYEHHETO, O€3 MpHIaraHe Ha APYTH JIEKAPCTBEHH CpejIC

o BHCOKO-pHCKOBH NanneHTH* (JIMUA ¢ UMyHEH JCGMUMT Wi NALMEHTH ¢ BUCHK §
MPOOYKTET CE NpHIara 5 AHU CEAMUYHO, B 2 TIOCTENOBATEIHN CeIMHIIH Ha e%
Ha 3 Mecena, KOSTO OOMKHOBEHO BOAM JO MAKCHMAJIHO CHOTHONIEHME HIUHETBRAR
JIe3NUTE 0 Kpasi Ha 3™ Mecell OT JIEYSHHETO. g
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TlocoyeHaTa TEpaneBTHYHA CXEMa pu HeoGXoauMocT Moxe a Gbae MOBTapsaHa, a NPOCHeAsBaHETO
Ha NALMEHTa C¢ U3BHPILBA B CHOTBETCTRBUE C NPETNIOPBKUTE, MOCOUYSHH NPH PEKYPEHTHH 3a00/I9BaHuA.

* IIpodunmTe Ha NALMEHTHTE C BUCOK PHCK HIH HEPEHKANIHA NUCTUIA3HA WIM ¢ TeHHTAIHH ﬁpa,nannun
BKJIIOYBA:
*  HMYHOACNIPECHA NB/DKAINA CE HA
- aHAMHE34 32 XPOHUYHM WIH PEKYPEHTHH Wik APYTH CEKCYAIHO-IpeNaBaiu DolecTH
- [IPOTHBOPAKOBA XUMHOTEPaNH;
- EXXETHECBHA 310YII0Tpeda ¢ aTKOXOI.
« IIpoavimkurenHa (nosede OT 2 roguHn) ynorpeba Ha nepopaiHu lcompauerrmnn ;
» Konuenrpainis Ha ¢onar (con/ectep Ha dponHena KucenHHa) B epUTpoLUTHTE < 660 nmol/l
:  HexoHTponMpaH 3axapeH JHaler;
» IlpoawmkuTenHo mmnonymeue
=  ATonus;

»  YecTu BarvHaIHH CEKCYATHW KOHTAKTH (2 2 — 6 CCIMHMYHO) HIH aHANEH CEKCyalleH KOHTAKT;
«  MHorodpoiinu cexcyaltHu MapTHLOPH KX NPOMSAHA Ha TIOCTOAHECH NapTHEOP;
» Teuntannu Gpajasuum B MPOABIDKEHHE Ha > 2 TOAMHH AN > 3 HEYCHEWHH JIeUeHus, o
.AHAMHECTHYHH JaHHMY;
.= OTCBCTBHE Ha AaHAMHECTHYHH JIaHHH 32 6pa,uasuun [0 KOXKaTa B ncTcTBOTn.

Cybaxymen cxrepozupauy navenyeganum (SSPE)

JHeBnata 1032 e 100 mg/kg T.1., KATO MAKCHMAJIHATA JHEBHA 034 He Tps6Ba Ja npeBumara 3 — 4 g,
ITpoayxrsT TpAbBa Ha ce mpwiara NpONbKUTENHO TIPH PETyJAPHO NPOCISASBAHE HA KNWHHYHOTO
CBCTOSHHUE U OlleHKAa Ha HeoOXOMUMOCTTa OT YIRDKAaBaHe HA JICUEHKETO.

Hauun Ha npunoxenue
To3M nekapcTBEH MPOAYKT € MpeIHA3HAYEH 32 NMPIIOKEHHE NIpe3 YCTaTa.

/lHeBHaTa 1032 e HeOGX0oAUMO 1 O e pasmpenesIeHa PABHOMEPHO, B PAMKHTE HA 3 — 4 npHeMa B
yacoreTe Ha OogbpcTBAHE.

3a yJleCHABaHE Ha IOTITBILAHETO TabNeTKAaTa MOXKe 3 C& CUYITH M pa3TBOPH B MAJKO KOJMYECTBO
ITOAC/IaJIcHa BOJIa, HO He COK, KOWTO HMAa KHCesa CTORHOCT Ha pH.

4.3. IporuBonoKazaHHA

. CBPEXYYBCTBHTEIHOCT KBM HHO3HH ate 006H AUMENPAHON K KBM HEKOE OT ITOMOIIHUTE
BelecTpa, m30poeHn B T. 6.1.;

« - Tlonarpa B octpa dopma;

. IMoruieHH CTOHHOCTH Ha MMKOYHATA KHCEJIHHA B pr'ra

4.4. Cnenua;jnu npeaynpexaenHs ¥ NpeANA3HA MePKE NpH. ynoTpeda

B xo/1a Ha le4EHHETO € BB3MOYKHO NMPEXOHO MOBHIICHHE Ha H3XOAHUTE HHBA HA MHKOYHATA
KKCENKHA B KPHBTA U YPHUHATA, KOMTO 06uuaiiHo octapaT B pediepeHTHH rpaHui. Tosa NOBUILEHHE
ce OTHACH 0cOOEHO 3a MBXETe M 3aCTapsABallaTa NOMyJlanys OT ABATA II0JIa M e SbJIKH Ha
kaTaGonHus MeTabomu3bM NIPH HOBEKA HA HHO3HHOBHS KOMITOHEHT JI0 MMKOYHA KMCEIHHA.
IloBniIEHHETO HA HUBATA HA NIMKOYHATA KHCENIMHA HE € CBBP3aHO ¢ JICKAPCTBO-CBBP3aHa HHYKLIHA Ha
8KTHBHOCTTA HA €H3MMHUTe WIH B eMMHHaIMOHHATa PyHkiks Ha 6x6penmte. IIpen Bun ToBa,
NPOLYKTHT MOXKE [a C¢ NpUiara ¢ NOBUMLIEHO BHUMAaHHKE TPY HNALHEHTH C AHAMHECTHYHH JaHHH 34
nojarpa, Takaga, KOATO He € B aKTHBHA (pa3a B MePHOJa HA NPHEMa Ha H3OMPUHO3HH, NALMUEHTH C
XHUITEPYPHKEMHS, C YPOIHTHA3A WITH [IPH TAKMBA € HApPYIIECHHA Ha Obp0OpeunaTa (hyHKuus,
PEAOBHO MOHHTOPHPAHE HA CTOMHOCTUTE HA MHUKOYHATA KMCE/IHHA.

B xona Ha nevenneTo He Moxe Aa Obe M3KIIOYEHA 04BA HA OCTPH PEaKLiMH H
CBPBXYYBCTBHTEAHOCT KaTO YPTUKAPHA, aHTHOeTeM, aRa(pHIAKCHS, KOETO H3H
IpeKpaTsaBaHe MpHEMa HA IPOAYKTA. -
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[TpoABIKHTENHOTO ICUCHHE MOXKE [Ia J08ee N0 HeponuTHA3A.

B X072 Ha IPOTBIDKHUTENHO JICUeHUe € HeoOXOMHMO PeryJIpHO NpocneIsBaye Ha CTOMHOCTHTE Ha
NMHKOYHATA KUCEIIHHA B KPbBTA W/HIIH YPHHATA, KPBBHATA KAPTHHA 1 HA TOKA3ATENHTE Ha
qepﬂonpoﬁna'ra 1 OnOpeuna dyHKums.

ITmEeHRYBOTO HUINECTE B TO3M JIEKAPCTBEH MPOAYKT CBABPKA CHBCEM MAIKH KOJTHUECTBA IIYTeH
(cuuTa ce ue He ChABLPKA TIYTEH) H € MHOTO MAJIKO BEPOATHO Ja MpeAN3BHKA NPoOieMH ITPpH
NalMeHTH ¢ Hpo/uaKkua. Eana rabneTka cpappka He noeeye ot 16,4 MuKporpaMa riryres. Ilaupenty ¢
aJIeprug KuM MueHuLa (pazinyHa oT UbOMHAKHA ) He TPAOBa Ja NpHEMAT TO3H JIEKapCTBEH NPOAYKT.

4.5. BsamMopneiicTBAE ¢ APYTH JEKAPCTEEHH NIPOAYKTH B Apyra opME Ha B3auMoJeiicTBEE

fToBuilteHO BHHMaHHKE € HEOOXOAUMO NIPH SAHOBPEMEHHO NPWIOKCSHME ChC CIISTHUTE JIeKAPCTBCHM
TIPOJYKTH: .

o HHXHGHTOPH Ha KCAHTHHOKCHA3aTa (aJI0nypHHON) WA YPUKO3YPHUYHU CPEACTRA;

s  THASHAHU AUYPETHLH (XHAPOXNOPTHAZKI, XJIOPTANUIOH, HHIANAMKA);

e OpumKOBH JHypeTHIH (PypO3eMHI, €TAKPKHOBA KMCETHHA U Jp.).

IMpoayxTsT He TpsOBa Ja ce Npunara eAHOBPEMEHHO ¢ MMYHOCYIIPECHBHH CPENICTBA TOPaIy
BB3IMOXHH B3aUMOACHCTBHA Ha (apMAKOKMHETHYHO HMBO, KOMTO MOTaT A3 MOBIHAAT TepaneBTHYHHSA
edext. Cnell NpHNOYBAHE HA UMYHOCYIIPECHBHATA TEpAIIdA € Bb3MOXKHO NPHIIoxkeHHeTo Ha MHO3MH
anenofeH nuMenpason..

HHo3MH anenobeH AUMenpaHo YCHIBA ACHCTBHETO Ha 3HAOBYIUH (asHaoTUMHAUH /AZT/) nph

. @IHOBPEMEHHO NPHUIIOKEHHUE B PE3YITAT HA YBennueHo GopMupane Ha AZT HyKNeOTUAY BCIIeICTBHE
Ha NOBHILEHA OHOHaNHunocT Ha AZT W noBHIIeHa BBTPEKIeThYHA (pocopriIaims B KppBHHTE
MOROLMTH. |

4.6. Depruantert, GPEMEHHOCT H KLpMeEHe

QepTHIHTET
HfMa JaHHH OTHOCHO AEHCTBHETO Ha HHO3MH aue/I00¢H TMMENPaHoN BLPXY hepTunuTeTa [IpH XOpa.

bpemeHHOCT |
JivncBaTt JaHHHK OT XOHTPOIHPAHK KIHHHYHHM H3NIMTBAHNUA OTHOCHO edeKTHTE Ha MHO3WH alleaobeH

AUMeENnpaHos BHpXy OpeMeHHOCTTa M HeTaHOTO PA3sBUTHE NPK XOpa, IOPAIH KOETO IPOAYKTHT MOMKE
a ce Npriara rno ppeMe Ha OpeMeHHOCTTa SAMHCTBEHO M0 JICKapCKO HazHAUYEHHE Ciell NpeletKa, e
IIOTEHI[MATHA NOMN3a 34 MalkaTa HaJBUINIaBA €BEHTYAIHUA PUCK 38 IUIOHA H HOBOPOIEHOTO.

KbpMene .

Hro3uH aueno6eH TUMENPAHOI CE EKCKPETHpPa ¢ MalMHHOTO MIAKO. JIEKApCTBOTO MOXKE A4 e
NPHIIATA IO BPEME Ha KbPMEHE €HHCTBEHO IO JIEKapCKo HA3HAUCHHE CJIEA NIPENeHKa, Ye
MOTEHIKAIHA [10/134 32 MaliKaTa HaABHINABA €BCHTYANHHA PHMCK 32 KbPMAYeTo. .

4.7. EdexTn BLpXy cuocobuocTTa 32 mopupane p padora ¢ MAHIHHA

Hno-Tlporexr Tabnerxy He NOBIUABA WIM NOBNHABA B TpeHeOpexuMa CTENEH cnocoOHOCTTA 34
iwogupane u pabota c MamMHM.
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4.8. Hexeaand JieKapcTBeHN PeAKIHH

. EnuHcTBEHATa NOCTOAHHO HabaronaBana HEKEIAHA JISKapCTBEHA PEAKIH, CBBP3aHA C NPHIOKEHHETO |
Ha HHO3MH anefo0eH AUMEnparoa IIpH BB3pacTHH H B HEAHATPMYHATA TIONYNALMA € PEXOQHOTO
TOBHIEHHE HA CTOHHOCTHTE HA TMHKOYHATA KHCENHHA B KPBBTA ¥ ypHHaTa, OOUMKHOBEHO TE3H

CTOHHOCTH OCTABAT B pediepeHTHHTE TPaHMIM H Ce HOPMRUIH3HPAT HAKOIKO JHM Clie]] PEKpaTABaHe
Ha JICYEHHETO.

Chennara TepMHHOIIOrHA e O1Mna N310I3BaNa IPH KIACH(PHIMPAHETO HA HEXENAHUTE peakuMH Mo
OTHOIICHME HA TAXHATa YeCTOTa: MHOro yecTh (>1/10), gectu (>1/100 go <1/10), newectn (>1/1 000
o <1/100), peaxu (>1/10 000 xo <1/1 000), maOro peakm (<1/10 000), c Hem3recTHA YeCcTOTA
(gectorarta He Moxe Jia ObAe onpenencHa OT HANMHIHUTE NaHHH).

MedDRA SOC/yecroTa Hexeaana JekapcTBeHa pearmHA
CToMamBo-9peBHA HAPYINCHHAS 1
Yectn | Hospeluane, ragexe, auckomopt B 0baacTTa
| Ha enUracTpuymMa
Hedectn Huapus, KOHCTHNALAS
C HeM3BeCcTHA 4eCTOTA bonka B ropHara kopeMHa ofnact
HzcieaBanng '
MHoro 1ecTH | [lopMiieHH CTOMHOCTH HA IIHKOYHATA KACENMHA

B KPBBTA M YPHHATA

Yectn [ToBuIeHH CTOWHOCTH HA KPBBHATA yped,
TpaHCAMHHA3KTE H ankanHara gocdaraza

Hﬂp}'ﬂlﬁﬂﬂﬂ HA KOXKATA ¥ HOAKOKHATA ThKAH

Yectu O6pus, HpypUTYC

C HCH3BECTHA YECTOTA Epurem

HapylnieHHAl HA HEPBHATA CHCTEMA

Yectn I'napoboniie, BepThro
Heuectu : CoMHOIEHTHOCT, HHCOMHHA
C HeW3BeCTHA YeCToTa o 3aMagHOCT

Hapymienusl HA MYCKYJIHO-CKeIEeTHATA CHCTEMA
H CheAHHATEJHATA THKAH

Yecrn ApTpairus
I¢uxuyHA HApYmICHHA

Heuectn HepaHoct

Hapymwenus Aa 6b6pennTe H DHKOYHNTE

NbTHINA ,

Heuectu | | INonuypus

Hapymenns Ha HMYHHATA CHCTEMA

C Heym3BeCTHa 4ECTOTA - - | AHIHOENEM, CBPBXUYYBCTBUTEITHOCT, YPTHKAPHS,
aHabUIAKTHYHA peaKIis |

Obmp papymenns ¥ epeKTH HA MACTOTO HA

OpHJIOKEeHHE

Yectr L YMopa, RepaznoimKeHHE

Crofmasate Ha NOAO3HPAHH HEXENAHU PEAKIIMH |
CroluapaneTo Ha NOAO3NPAHU HEXKEIAHH PEAKLUM Clle] pa3pelliaBaHe 3a yno

npo,uylc'r e BaskHO. ToBa NO3BOJISBA 12 POABIDKH HAGIIOAEHHETO Ha ChOTHOLL
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MOJO3APAHA HEIKETAHA PeaKLHA Ypes W3IIBIHHTENHA ATCHLHAA 11O nexapcTeara, ya. ,Jdamau ['pyes”
- Ne 8, 1303 Codus, Ten.: + 359 2 8903417, yeGeaiir: www.bda.bg.

4.9. IlIpeaozmpane o | ,

Hsma cholinenn cyuan Ha npeno3upane. IIpu HeoGX0OHMOCT ce TpHIaTa CUMIITOMATHYUHO JIeYeHHe
U [OAXOAALLM IOATBPKALUM MEPKH.

5. ®APMAKOJIOTHYHH CBOHUCTBA

5.1, tllapmaxonnﬂamnqﬁg' CBOHCTBA

dapMaKkoTepaneBTHYHA rpyna: AHTUBHPYCHH cpencTﬁa 34 CHCTEMHO ITPHWIOKEHHE; JIUPEKTHO
neACTRAIM aHTHEHPYCHU cpelcTsa, Jpyry antneupycHi cpeactea, ATC kox: JOSA X05

Mexanu3zbM Ha JICHcTBUE o
HopMmanusnpa HeJOCTaTHYHMS WK HAPYLUEH KIETHYHO-MeTHUPAH HMYyHHUTET 4pes.

. npenuspukBate Ha Th] oTroBop, KOHTO OT CBOS CTpaHa MHHLYAMD2 Y3PSBAHETO U
mupepentmparero Ha T mumdorTrTe
. NOTEHLMPaHe Ha HHAYLIMPaHHTe nmqmnponmbepamsﬂﬁ peaKiMy B MUTOICH- UNH aHTHI'eH-

AKTUBHPAHMTE KIIETKH

Huosun auenoben quMenpaHol MOy IMpa UHTOTOKCHYHOCTTa Ha T nuM@poLMTHTe 1 Ha €CTeCTBEHMTE
KNeTKU-yOUHLM, XakTo H pyHKuMUTEe Ha CD8+ cynpecopuuTe 1 CD4+ xennepHUTe KIETKH.

[Topuiapa 6pog Ha IgG U KOMIUIEMEHT-NOBBPXHOCTHHTE MapKepH. Y BEJTHYARa MPOH3BOACTBOTO HA
I1.-1 ¥ nognoMara npoaykuusata Ha 1L-2, peryampaiiku Be3xonqimo excnpecusata Ha [L-2 penenropa
B YCIIOBYA WH BHUTPO. .

Veenuvara enaorenHara cekpeips Ha IFN-y 1 Hamansaea uH BHBO npoayknmsita Ha IL-4. B
JOITLTHEHHE TIOTEHIUPA XEMOTAKCHCa H (parouTosaTa NpH HEYTPOQHIIATE, MOHOLIUTHTE M
Maxpocbarme :

YcTaHOBEHO €, 4e WH BUBO HHO3HH aleqobeH JHMEIPaHON NOANOMAara NOTERIHPAHETO Ha
NMOTHCHATUA CHHTE3 K TPAHC/IAIMOHHA cnocobHoCT Ha MPHK Ha muMdonuTHTe, KaTo eJHOBPEMEHHO ¢
TOBA MHXHOHpa CHHTE3a HAa BupycHata PHK nocpenctsom :

. NIPOMSHA B UHO3HH-MEIMHPAHOTO BKIIOUBAHE HA OPOTOBATA KMCEIHHA B nonnpuﬁosomme
. NOTHCKAHE Ha 3aJIaBSAHETO Ha NovageHw1oBaTa Kucenuna kbM HPHK Ha Bupyca
. MOJNIEKY/IAPHA PEOPraHU3allia HA TPAHCMEMOPaHHUTE [IPOTEHHOBH KOMILTEKCH, aHMKMPAHY B

NPEHACAHETO HA CUTHAA upe3 crieHpuyeH T-KIeThUCH peuentop B JIMMOLUTHUATE
BETpeMeMOpaHHHA TIa3MeHN YaCTHLM, KATO YBEIMYaBa TPHKPATHO ILTETHOCTTA HM.

Hno3ud anenoben auMenpanon HHXHOUpa ocdhoarecTepazaTa Ha IHKIMYHAS T'YAHO3HH 3°,5°-
MOHOGochaT caMo BEB BUCOKH KOHLGHTPALMH B HH BUTPO YCJIOBHS M NIPH HHBA, HEBKJIIOUYEHH B
TIPOABHTE HAa UMYHO(APMAKOJIOTUHMHHTE €PEKTH MH BHEBO.

DapmakoaorHiHy eheKTH .
MNHO3UH aneaobeH AUMENpPaHON € CHHTETHYHO IYPHHOBO MPOKU3BOIHO ¢ UMYHOMOIYJIUPALIH U

[IPOTHBOBHPYCHH CBOMCTBA, KOWTO BOIAT A0 YCHIBaHe HAa HMYHHHS OTTOBOP Ha OpraHM3Ma.

5.2, DapMAKOKHHETHYHH CBOICTRA

Abcopbrms
Cnen nepopanHo npunoskeHHe MHO3MH aueno0eH JuMenpaHon ce aﬁcopﬁﬁp
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Pasnipenenenue

TlpemunaBa B 3HauMTeIeH OpOii TeNECHM THKAHM, KATO HAM-TONEMH KQJIMYeCTBA Ha Gendsan MHo3uH
aue06eH TuMenpaHon ce yCTaHORABa B 6h0penuTe, 6eMus U yepHHA Apob, CHPLETO, Aanaka,
TECTHCHTE, NTAHKpeaca, MO3BKA M CKeIeTHATA MYCKYJIaTypa. |

buotpancdopmaliis

Cnen npueM Ha JHepHa Ao3a OT | g OpH 4OBeKa Ca YCTaHOBeHM crnegHure MeTaGonut N,N-
nuMeTHnaMuHo-2-mponanonl (DIP) u p-aueramunodenzoeHa xkucennHa (PAcBA), karo TexHuTe
TIa3MeHH HUBA ca Ouny 3,7 meg/ml Ha 27 uac cnen npueMa 1 9,4 mcg/ml Ha 1™ yac cnen npHeMa,
CBHOTBETHO.

JlaHHMTE OT KMMHHYHH HSOHTRAHHA TIPM XOopa JIOKA3BAaT, 4e MAKCHMAJHOTO MOBHMIIEHHE HA
IIa3MCHUTE KOHLEHTPAlMH HAa THKOYHATA KHCEIHHA KATO MAPKEP 3a BHECEHOTO B OpraHH3Ma
KOJHYECTBA HHO3HH He IIOKa3Ba JIMHECH xapax'rep M B pamkuTe Ha 3 uaca cren npHeMa Baphpa B
rpanunuTe + 10%,.

Ipu yoBeka ocHoBeH MeTaboaut Ha DIP e N-OKCH,E[, a Ha PAcBA — O-aHJIFIIOKYPOHH.

EnuMUHMpaHe . : |
Cnen npueM Ha ao3a ot 4 g B steady-state ycnioeusa, 24-4acoBara eKckpelusi ¢ ypuHara Ha PAcBA u

HEHHHAT OCHOBEH MeTAOOMHT noctura 85%.

95% OT YCTaHOBEHATA PAJHOAKTHBHOCT B ypHHaTa, aepkama c¢ Ha DIP ce peammsupa ot
HeMeTabomusupanns DIP u verosug N-okcHI,.

Bpemero Ha nomyxusoT Ha DIP e 3,5 1., a 3a PACBA — 50 min.
5.3. IlpeaxsmanvHn JaHHH 32 Ge30macHOCT

B u3cnensanus m.pxy JKMBOTHM € YCTAHOBEHO, 4¢ CTOMHOCTUTE HA CPEHATA JleTanHa nosa (LDso)
HAJIBHIIABAT MAKCHMAITHATA TepaleBTHYHA 1034 MpH X0pa CpeaHO 50 mbTH.

Hsama naHHY 3a MyTareHHa aKTMBHOCT H KaHUEPOTEHEH MTOTECHIINAL.

He ¢ ycraHOBEHO TEPATOrCHHO M eMOPHOTOKCHYHO ACHCTBEE, KaKTO U HEOIArONPUATHH eeKTH
BBLPXY depTinTera, OpeMEeHHOCTTA W paXkIAHETO.

6. @OAPMAIIEBTUYHU JAHHH
6.1. ChnHcLK Ra DOMOIIHHATE BEIKECTBA
 ITimeHMYHO HMIIECTE

[ToBunon |
MUKpOKpHCTATHA LEITyJI03a
['muueponop aubexeHar

Marnesnes creapat

6.2. HechbBMeCTHMOCTH
Henpunoxumo.

6.3. Cpox na rogsocT

3 rOAUHH.

6.4. Cnexuajun YCJIOBHY HA ¢ChbXpaHeHHe

Ha ce cpxpansea mon 25°C.
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0.5. Bax 4 cHbABPKAHAE HA OMAKOBKATR

15 Tabnetku B OnucTep ot HenpospauHo PVC/PVAC u anymuBHeBo cboﬁno. '.
ABa, TpH WIH YeTHPH OiiHCTEPa C MTUCTOBKA 38 NAIHEHTA B KapTOHEHA KYTHAL

He BCHYKM ONMakOBKH MOTAT J1a 6baaT IycHATH Ha na3apa.
6.6. CrnemmanEn npénnaaﬂﬂ MepKH NpHA H3XBbJIARe A pafoTa

Hama crieuManHy H3HCKBaHKA.

7. TIPUTEXATEJ HA PASPEINEHUETO 3A YIIOTPEBA

Tesa dapma EAJL
yi. ,.Jliob6a Benmukosa® Ne 9, rp. Codua 1407
Brarapus

8. HOMEP HA PABPEIIEHHETO 3A YIIOTPEBA

 Per. No 20210383

9. JATA HA OBPBO PA3PEIIABAHE

Jara Ha ITBpPRO paspetﬁéBaHe: 23.12.2021 r.

10. JATA HA AKTYAJIH3UPAHE HA TEKCTA

26.04.2023

N004

30230418




