KPATKA XAPAKTEPHCTHKA HA MPOJAYKTA

N3NMLIHATESTHA ATEHUNRA IO NEKAPCTBATA

1. HME HA JEKAPCTBEHUA ITIPOAYKT Kpamua xapaxmepucmuna na npogyxma - Tpusckents 1

Bupynpunaon 500 mg tabnetkn
Viruprinol 500 mg tablets
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2. KAYECTBEH ¥ KOJIMYECTBEH CBCTAB
Beska tabnerka ceappxa 500 mg MHo3HH atlenobeH mumenpano (inosine acedoben dimepranol).

ToMoOIHH BemEeCTBa ¢ H3BECTHO NelCTRHE:
IMTuennyno HMIIECTE
Manwron

3a MBJIHAA CNIHMCHK HA TIOMOI{MTE BElNecTBa, BivKTe Touka 6.1.

3. JEKAPCTBEHA ®OPMA
Tabnetka.

bemu o moyrH 6enH, KPBIiTH, IWIOCKM TabNeTKH C JIeK aMOHAYSH MHPHC H ¢ JIEHTENHA YepTa BEpXY
e[HaTa CTpaHa.

HGHPH'CJIHHTB HEpTa € caMO 33 YVIICCHABAH¢ Ha CYYNBAHETO ¢ LIENH NMO-TECHO IOrnelliadHe, a HE 3a
pa3inendHe Ha paBHH 1O3H.

4. KJIHHUWYHH JAHHHA
4.1. TepanerTHURH MOKA3AHHA
Bupynpunon tabneTku e mokasaH 3a neueHHe WIH [IOBJIHABAHE HA MOTHCHAT MIIM YBPEJEH KICThUEH

HUMYHHTET W KIHHHYHHTE NPOABH HA BHPYCHH WHGEKLHH KaTo:

« TPHN H BHDYCHH HH(EKUHH Ha [JHXaTeJlHUTe NbTHIA, OHPBHYHA H BTOPHYHH INipH
HMYHOCYTIPECHBHH CBCTOSIHHS;

»  xepnec cumiuiexc Bupyc THN | m 2 (herpes simplex virus, HSV) u Bapunena-3ocrep BHpYC
(varicells-zoster virus, VZV) unteximm;

"+ adTO3eH CTOMATHT;

»  TeHMTAIHW OpanaBHUM (KOHOWIIOMaTa AKYMHMHATa) KaTO MOHOTEpAaNHs WIH B KOMIUIEKCHaTa
TEPAaIHA KaT0 ACITEIHEHHE KbM KOHBCHIHOHAIHUTE JIOKATHY WK XHPYPIHIHH NPOUCTYDH;

e  KOXHO JIMMABHYHH, BYJBOBarWHaiHH (CyOKNMHHYHA M3ARA)} HJIH €HAONEPBHKATHO-CBBP3aHM C
YOBEIIKH NanmHiIoMa BUpyc HHpekurK (human papilloma virus, HPV);

s+  BHPYCHMH XeaTHTH,

«  HHbeKuno3HH 3abonssanus (pyGeona, Bapuiena, MOpOMITH, 3aymIKa);
«  HHDEKIHO3HE MOHOHYKIIE034;

+  IMTOMETANIOBHPYCHA HEQEKIIHA;

*  MOOOCTHD CKIICpO3Hpalll naHeHLedanuT.




4.2. [lo3apoBka H BaYHH Ha NPHIOKEARE

,ﬂozgponxa

JlHeBHaTa fn03a ce ompefend B 3aBUCHMOCT OT YHCTOTO TeNeCHO Terno (He3 macTHaTa TbKaH) Ha
MAaLHEeHTa M T&KECTTa Ha 3ab0IIBaHETO H Ce IPHEMa B HAKONKO PaBHH IIPHEMa.

Bwspacmnu u nuya & cmapuecxa ev3pacm

IpenopsuntenHara AHesHa Jo3a € 50 mg/kg T.1. (1 Tabnerxa 3a 10 kg TenecHo Tersio), npueta B
HAKONKO (3 — 4) paBHH TIpHeMa.

MakcKManuaTa qHeBHA 03a (00HKHOBEHO 3 g AHeBHO) He TpAGBa Na HaaBHapa 4 g.

Heduampuuna nonyrayun
Jeua nax 1 roguHa - oOHuaiinaTa nueBHa ao3a e 50 mg/kg 1.1. (1 Tabnerka 3a 10 kg tenecuo Terno),
npHeTa B HAKOAKO (3 — 4) paBHH HpHeMa.

HeofxoaumMo € Aa ce Mperpsnpa Janu AeTeTo Moxe Aa IPHeMa NPoAyKTa Noj (opMara Ha TabneTka.
IlpoaykTeT ce mpeanara W B ApYrH JieKapcTBeHH (OPMH (CHpOMN), KOHTO ca MO-NOIXOAAIH 32
[PHIOKEHHE NPH e,

HpoasnawTendocT Ha ACUYCHHETO

Ocmpu 3aborneanus

O6HualiHaTa MPOABIDKHTEHOCT Ha JIe4eHHeTo € 5 - 14 aHu npr 3aboaseanuA ¢ 6vp3o passurne. To
TpAGBa Aa mMpoALDKH 1 — 2 IHM Cled OT3BydYaBaHe HA KIWHWYHATA CUMIITOMATHKA WIH TO-IRITO
cropen npelLleHKATa Ha Jiekaps.

Bupycru 3a60198aHUA ¢ RPOMPAXUPAHO RPOMUNAHE
Jledennero TpsadbBa na npoxeku 1 — 2 ce MMM Clell OT3BYYABAHE HA KIMHMYHATA CHMITOMATHKA
HIH ITC-IBLJICO B 3aBHCHMOCT OT MpelledKara Ha neKapi.

Pexypenmnu 3abonseanus

o Havamna ¢asza — HeoOxomMMO € nxa ce cleaBar MPENOPBKHTE, OTHACAINH Ce KbM
NMPOABIDKHATETHOCTTA Ha JJeUeHHe IpHA OCTpH SaﬁoﬂHBaHHﬂ.

« [TMomrbpixkamo nedyeHMe — AHeBHATA Ho3a Moxke fa Obae HamaneHa o 500 — 1000 mg (1 — 2
TableTkH).

» [Ilpu nosea Ha HaYaJTHH NPH3HALUHK Ha PELHAME JIUeHHETO 3aM04Ba C IPENOpBbYBAHATA JHEBHA 1034
IpH ocTpd 3a00NABaHHA, KOATO € HEOOXomuMo 1a ce npunara 1 — 2 JHM chej OT3BYYaBaHE Ha
KITMHHYHHTE NpOABH. IIp HyXIa KypChT Ha MeMeHHe C¢ MOBTaps HAKONIKO MBTH B CHOTBETCTBHE €
OLICHKATA HA KJIMHHYHOTO CHCTOAHHE H MPENOpPBKUTE HA JIEKapA.

Xponuury 3abonaeanus
[penoprusanaTa nHeBHa J03a ¢ 50 mg/kg T.T., KOATO ce MpHNAara KakTo CJieJBa:
IIpoTnuane Ha 3abonaBaneTo TTpoABLEKATEIHOCT HA IMpoIb/KATENROCT HA
npueMa HpEeKbCBAHETO
ACHMOTOMATHYHO 30 gum 60 aun
Jleko H3paseHH KIHHHYHNA CHMITTOMH 60 anu 30 anu
Texko H3paseHH KIMHUYHKA CHMITOMH 90 guu 30 nuu

Tasu cxema Ha nedeHHe Moxe Ja ObJe MOBTOpeHA IPH HeoOXOAMMOCT, KATO Malye
6bne nNpocieaABaH CHITIACHO YKA3aHUATA 33 PEKYPEHTHH 3a0onsaBaHus.

CriendajiHH NoKa3aH|s
Kouounomama axymunama uru enooyepeuxario-cebp3anu ungexyuu ¢ 4oe

(HPY)

o



TMpoayKThT Ce Mpuiara B JHERHA A03a 3 g B NPoIbDKeHHE HAa 14 — 28 mHM, cCaMOCTOATENHO HAM B
KOMIUIEKCHa Tepalis ¢ KOHBEHIIMOHATHMTE JIOKATHY HIIH XHPYPrH4HH NMpOUESOYPH, B CBOTBETCTBHE
CBC CTIE/IHATA BPEMEBA CXEMa:

. Huicko-pHCcKOBH nmauMeHTH (MMYHOKOMIIETEHTHH JMIA MM NAlMEeHTH ¢ HHCBK PHCK 3a
PELMIIHB) — NPORYKTHT ¢ NpHnara B MpoAwDkeHHe Ha 14 — 28 IHK, K0eTo OGHKHOBEHO BOIM N0
MOCTHIaHe HA MAKCHMAITHO CHOTHOIUIEHWE H3YHCTBaHe/pELMAMB Ha A€3HHTE 38 2 HIH 110BEYe Meceua
¢JIe/l IPpeyCTAHOBABAHE Ha ICUSHHETO, O3 PAAraHe Ha APYTH JICKApCTBEHH CPEACTERA;

N BHcOKO-pHCKOBH nalMeHTH* (NHMI2 ¢ HMYHeH OeMIMT HIH NAlMEHTH ¢ BHCOK PHCK 3a
PELHINB) — OPOAYKTHT C€ MPHIAra 5 nuH CeaMHYHO, B 2 nOCIEIOBATENHW CEAMHIM Ha Mecell, B
mpoAk/okeHHe Ha 3 Mecela, KoeTo OOWKHOBEHO BOAM [0 MAKCHMATHO CBOTHOIMCHHE
H3YHCTBaHE/PEIHINB Ha JIE3HHATE 10 Kpas Ha 3™ Mecel] OT JISYeHHETO.

IMocoueHara TepaneBTU4YHA CXeMa NMPH HeoOXOAHMOCT MoXe a Objle MOBTapsHa, a [POCAe]dBaHETO
Ha MalHeHTa C& H3BBPLIBA B CHOTBETCTBHE C {IPETIOPBKHTE, [I0COMEHH NIPH PeKypeHTHH 3a001BaHus,

* Tlpogmnnre Ha MalMeHTHTE ¢ BUCOK PHCK WIH LEPBUKANHA JUCIUIA3HA WIM ¢ TeHHTaIHK OpamapHIm
BIJIIOYBA:
. HMYHOJENPECHA ABDKallla Ce Ha:

- dHAMHE3a 338 XPORUYHH WIH PEKYPEHTHH HIIH IPYTH CEKCYAITHO-IIPEAaBaHH GONeCTR;

- NPOTHBOPAKOBA XHMHOTEPAITHS,

- eXeHEBHA 10YNOoTpeba ¢ ANKOXOIl.

. ITponsmxurenna (nopeve or 2 roguny) ynoTpeba HA IIEPOPATIHH KOHTPALICIITHEH;

. KoHuenTpauus Ha donar (col/ectep Ha GoMeBa KHCEIUHA) B epHTPOUHTHTE < 660 nmol/l;

. HexkoHTpommpan 3axapeH qHaber;

. IlpoasmxATETHO TIOTIOHOOYIUEHE;

. Aronus;

. YeCTH BArMHAIIHHN CEKCYaNHH KOHTAKTH (= 2 — 6 ceIMHYHO) ITH aHAJIeH CEKCYAIeH KOHTAKT;

. MHoro6poiiHy cekcyaTHH TAPTHROPH WIH NPOMAHA Ha MTOCTOSHEH NapTHEOP;

. IenuTanHy OpagaBHIUM B NPONBDKEHME HA > 2 FOAMHM WM > 3 HeyCNEHHH NedeHHA, o
AHAMHECTHHHHM IAHHH;

. OTcreTBHE Ha AHAMHECTHHHH TaHHH 3a GpajlaBrIld 110 KOXKAaTa B IETCTBOTO.

Cybaxymen cxreposupany nanenyedanum (SSPE)

Juepnara no3a e 100 mg/kg 1.7., KaTO MakCUMAIIHATA JHEBHA A03a He TpaOsa na mpeeumasa 3 - 4 g.
ITpomykTbT TpsaGBa na ce MpHiIara MPOABDKUTETHO NPH NPOCISAABAHE HA KIMHHYHOTO CBCTOAHHE H
OLIEHKA HAa HEOOXOAKMMOCTTA OT YARMKABAHE HA JIEUSHHETO.

HauwH Ha npHjoxKeHHe
To3H MexkapCTBeH NPOAYKT € NpeAHA3Ha4eH 32 NPHIOKEHHE TIpe3 yCTaTa.

JlneBHata noza ¢ HeoOXoaUMO fja Gbae pasnpenesieHa paBHOMEPHO, B PaMKHTe Ha 3 — 4 npHeMa.
3a ynecHaBaHE Ha MOTNBIAHETO TAOJETKATA MOXKE 1A C€ CYYNH H PasTBOPH B MANKO KOJNHYECTBO
MOACNAAEeHA BOJA, HO HE COK, koHTO HMa kucena cToHHocT Ha pH.

4.3. Hporarenoxazanus

. CBpBXYYBCTEHTENTHOCT KBM HHOZHH allefobeH TUMENpaHoN WIKH KbM HAKOE OT IIOMOLIHHTE
BellecTRa, H30poeHH B 1. 6.1.;

. [Moparpa B ocTpa dopma;

. ToBuIueHH CTOHHOCTH HA NMHKOYHATA KHCETHHA B KPBETA.

44. Cuoennanns npexynpexIcHAs H TpernazHn MePKA HpH ynoTpe6a

B X0la Ha JeYEHHETO € Bh3IMOXHO NpexXoqHo NOBHIIEHHC HAa H3XOAHWTE
KHCEJIHHA B KPBBTA M YPWHATA, KOKWTO 0OHYaiiHO ocTaBaT B peepeHTHH FpaH %
ce OTHaca OCO0EHO 3a MENKeTe H 3acTapABalliaTa NONyJaiHA OT [Bara q@/

kaTaboTHHA MeTaGoNM3BM NIPH YOBEKA HA WHOSHHOBHA KOMITOHEHT /10 TTHKOY l%q




[loBruieHHETO HA HHBAT2 HA TUKOYHATA KHCEHHA He € CBEP3aHO C JIEKapCTBO-CBbP3aHd HHAYKIHS Ha
aKTHBHOCTTa H4 €H3MMHTE WIM R eIMMHMHALMOHHAaTa (yHkuusa Ha OnOpermre. Ilpen Bua ToBa,
OPOOYKTHT MOXKE J1a Ce NPHIAra ¢ TOBHIDEHO BHMMAHHE NPH MALHEHTH C aHAMHECTHYHH JaHHH 32
Tojlarpa, Taxkaea, KOATO HE € B AKTHBHA (a3a B MEPHOAA Ha MPHEMa HA MRONPHHO3HH, TALMEHTH C
XHIIEPYPHKEMHSl, C YPOJIWTHA3a WM [IPM TAKHBAa ¢ HapyulepHs Ha On0pedHara (yHKIHA, NpH
PeNOBHO MOHHTOPUPAHE Ha CTOHHOCTHTE HA MUKOYHATA KHCE/IMHA.

B xoma na sevenwero He Moxe pga OBOe HM3WNOYEHa [MOABA HA OCTPH pEakUHM Ha
CBPBXUYBCTBHTENHOCT KATO YPTHK4pHs, aHrHOeIeM, aHaMiakcHs, KOETO H3HCKBa He3abaBHo

IpeKpaTABaHe IIPHEMa Ha NMPOIYKTA.
[IpoAbmKHTENRHOTO JieYeHHe MOKe a JOBeE A0 HedpolIHTHA3A.

B xoaa Ha npoALLKHTENHO neveHHe e HEOOXOAHMO MpocieAsBaHe Ha CTOHHOCTHUTE Ha NMHKOYHATA
KHCEHHA B KPBBTA W/HJIH ypUHATA, KPbBHATA KAPTHHA W HA MOKazaTeNNTe Ha uepHonapoCHaTa W
6x6peyna dynkims.

To3n nexkapcTBeH NPOAYKT CHABPKA NMIIEHHYHO HHIIECTE, KOSTO MOXKE N3 ChABPKA CAMO CIIEIH OT
TJyTeH W MopajlH TOBA € CUMTaHO 3a 0e30macHO MpH HHAMBHIM ¢ Lponnakaa. IlanuenTd ¢ aneprus
KbM MNIIeHKNA (Pa3NHYHa OT LLOMHaKKs) He TpaGBa Na pHeMaT ToBa JNeKapCTBo.

BHpynpHHON ¢HIBpXKa MAHATOIN, KOHWTO MOXeE 13 OKa3Ba c1al TaKcaTHBEH eexT.

4.5. BsammopesicTBHe ¢ APYIH JieKAPCTBEHH NPOXYKTH H Apyra GopMH HA BIaHMOREHETBHE

ITosMieHo BHHMaHHE € HeoOXoauMOo IIpH €IHOBPEMCHHO TPHAOKCHHE CHC CACTHHTE JICKAPCTBECHH

TPOAYKTH:
. HHXUOUTOPH Ha KCBHTHHOKCHAa3aTa (anonypHHOM) WIH YPHKO3YPHYHH CPEICTRA,
. - THA3HAHK JUYPETHLH (XHApOXJIOPTHASHI, XNOPTAIHIOH, HHAANIAMHAA);

. GpuMkoBH aHYpeTHIM ((Dypo3eMHua, eTAKPHHOBA KMCEIMHA ! p.).

IlponykreT He TpsbBa N2 ce NpWIara EOHOBPEMEHHO ¢ HMYHOCYNPECHBHH CPEACTBA TOpasn
BB3MOKHH B3aHMOeficTBIA Ha (DapMaKOKKHETHYHAO HHBO, KOMTO MOTAT Ja MOBJIHAAT TeparcBTHIHMA
edexr. Cnen nNpHKMOYBAHE HA UIMYHOCYIPECHBHATA TEPATHA € RB3MOXKHO MpHiIokeHHeTo Ha MHo3kH
anenoGeH AUMENpPaHOI. -

HHosun anenoGen AuMenpaHon ycHnBa AHCTBHETO Ha 3MOOBYAMH (asmaoTuMupun /AZT/) mpu
€IHOBPEMEHHO TNIPUJIOKEHHUE B Pe3YyNITAT Ha yBenuueHo popmHpaHe Ha AZT HyKNCOTHIAM BCISACTBHE
Ha ToBMINeHa OuwoHanuuuoeT Ha AZT W MoBMIleHa BETperieTsyHa (ocdopHianms B KPBBHUTE
MOHOLIHTH.

4.6. ®epraanTeT, HPEMERHOCT H KhpMEHE

Bpemennocr
Jlwmcpar AaHHH OT KOHTPOJMPAHH KIMHAYHM M3MIMTBaHHs OTHOCHO edeKTHTe Ba HHoznH aunefobeH

OMMETIPAaHON BLPXY OpeMeHHOCTTa H heTaIHOTO PASBHTHE NPH XOpa, OPAAH KOETO MPOAYKTBT MOKE
lla c& mpunara no BpeMe Ha OpeMeHHOCT EAMHCTBEHO MO JIEKapcKO Ha3HAYCHHE ciiell NpeileHka, Y€
NOTEHLMATHA [OJ13a 33 MAHKATa HA/IBHINABA EReHTYAIHHA PHCK 33 I10Ja H HOBOPOAEHOTO.

Knpmene
HruosuH auenofeH JUMenpaHon ce eKCKpeTHpa C MaduMHOTO Mifko. JlekapcTs

npyjara o BpeMeé Ha KLPMEHE €IHHCTBCHO N0 JIEKapCKOo HA3HAMCHHE
NOTEHIHATHATA TIOI34 34 MakixaTa HaIBHIIABA CBCHTYAJTHHA pPHCK 3a KbpMau

PepTHIKTET
HaMa naHHEH oTHOCHO AeiicTRreTo Ha Mno3uH aneno6ed AuMenpanon BepXy ¢



4.7. EdexTH BbpPXY ciocobHOCTTa 232 moupane u pabora ¢ MamIAAR

Bupynpuson TabneTkd He NOBNHABA WM TOBJNHSBA B npeHeOpeskuMa cTeneH cnocobHocTTa 3a
modupaHe U pafoTa ¢ MaIlHHA.

4.8. HexenaHH JeKaAPCTBEHHU PEAKIHHA

ExuncTBeHaTa NOCTOAHHO HAbII0faBaHa HEXKENaHa JIEKAPCTBEHA PEaKLM, CEBP3aHa C NPHIOKEHHETO
Ha HHO3MH aueRo0cH THMeENpaHol NMpH BB3PacTHH H B NeJHATPHYHATA NONYNAlHd € NPeXOJHOTO
[IOBHIIIEHHE Ha CTOHHOCTKTE Ha HNHUKOYHATA KHCENHHA B l(p'l:BTa H yp]'ﬂ'laTa. OGP]](HOBeHO TE3H
CTOHHOCTH OCTAaBaT B ped)epeHTHHTE MPAHHIIM H CE HOPMATH3HPAT HAKOJIKO JHH CIEJ TIPEKpaTABaHe
Ha TEYEeHHETO. '

Cneanara repMHHONOrHs ¢ GMna M3NON3BaHA NPH KIACH(OMUHPAHETO Ha HEXeJaHWTe Peakilid Ho
OTHOLUEHHE Ha TAXHATA YeCTOTA: MHOTO yecTH (>1/10), yectn (>1/100 no <1/10), Hewectu (=1/1000
no <1/100), pemku (=1/10000 mo <1/1000), muOro peaxu (<1/10000), ¢ HeM3BecTHa 4ecTOTa
(yecToTaTa He MOXe Ja Ghie OmpeeNeHa OT HATHUHKTE JAHHH).

MedDRA SOC/gectora HexkeaRa JeKaADCTEEHA PeAKIHA
CToMamHo-4peBAH BADYIEHAS
YecTh [ToBpsinade, rajicue, JHCKOM®MOPT B 0OnacTTa

HA EIHracTpHyMa

Heuectn . Jnapus, KOHCTHIIAIMA

C HEeH3BECTHA YECTOTA Bonka s ropyara xopeMHa obnact
Haciiegpanusa

Muoro gectu [MoBuineHH cTOHHOCTH Ha MMKOYHATA KHCEIIHHA

B KPBEBTA H YpHHATA

Yectn IloBunieHW CTONHOCTH Ha KPbBHATA Yped,
TpancaMMHa3HTe W ankanuarta ¢ocdarasa

HapymeHHS HA KOKATA H NOAKOKHATA THKaN

Yectn O0pue, IpypUTYC

C HeH3BECTHA 4ECTOTA Epirrem

Hapymienns Ha HepBHATA CHCTEMA

YecTH I'nasoGonne, BepTHIO
Heuectn COMHOJIEHTHOCT, HHCOMHMA
C HeH3BecTHa YecTo1a JaMagHOCT

Hapymensa 5a MycKy/THO-CKeJIETHATA CHCTEMA
H CheHHATEIHATA ThKAH

Yeetu ApTtpanras
IlcuxAuEH HAPYMEHHS '

Hevectn Hepenoct

Hapymenna na 6p0pennte H nAKoIBATE

NbTHINA

Heuectn Tlommypus

Hapymenns HA HEMYBHATA CHCTEMA

C HeHZBECTHA 9ECTOTA ANHTHOEIEM, CBPEXIYE

O6mu napymeHns 7 eheKTH HA MICTOTO HA
npHIoKeHHe T

oy
YectH YMopa, Hepasnonox \-ﬂ@




CrofnasaHe Ha NONO3NPAHH HEKEJAHH PEAKIIHH
Crob1ilaBaseTo Ha MOQO3HPAHH HEXKENAHH PeakiH clie pa3peluasate 3a ynorpeba Ha nexapcrbeHus

npoaykT € raxHo. ToBa MO3BOJABA Ja MPOATILKH HAab/IIONEHHETO HA CHOTHOLIEHHETO TOI3A/PHCK 32
nexapcTBeHMs NPOAYKT. OT MEIHUMHCKHTE CrELMATACTH ce M3MCKBa jJa choOmamar BCAKA
MOAO3HpaHa HeKellaHa peakius upes:

WsnsAHATENHA areHIEg 110 IeKapcTBara
yn. ,,Jdamsn I'pyes® Ne 8

1303 Codus

Tel.: + 359 2 8903417

yebcaitT: www.bda.bg

4.9. Ilpegosmpane

Hsma crobmeny clygan Ha npeaosupane. [Ipy HeoOxoaHMOCT ce NpHIAra CHMIOTOMATHHHO IeHeHHe
H NOIXOAALM NOATEPKAH MEPKH.

5. ®APMAKOJOIHYHN CBOMCTBA

5.1. PapmaxoAHHaAMHYHH cBoiicTBa

QapMakoTepaneBTHYHA Ipyna: AHTHBHPYCHH CPEACTBa 34 CHCTEMHO INpuioxeHue; JlupekTHo

AeHcTBaLM AaHTHBHPYCHH CPeICTBa, JIpyTH aHTHBHPYCHH CPEACTRA
ATC kon: JO5AX05

MexaHH3EM HA TelicTRHEe
Hopmanusupa HeOCTATEYHAA HIIH HapyLIEH KIETEHHO-MEIHEPaH HMYHHTET Ypes:

. npeaussukBatie Ha Thl otroeop, Koiir0 oT CBOA CTpaHa HHHIMMPA Y3pABAHETO H
nudepeHpaneTo Ha T THMGOLMTHTE;
. MOTEHIHpaHe Ha HHAYLMpaHuTe TUMponpoupepaTHBHH PeaKIHM B MHTOT¢H- WIH aHTHICH-

AKTHBHPAHHTE KIICTKH.

HMuo3uH aneno6eH fuMenpanol MOAYIHpa MHTOTOKCHYHOCTTa Ha T MHMQOLIMTHTE H HA €CTECTBEHHTE
KIETKH-YOHiLH, KakTo ¥ dyukuunuTe na CD8+ cynpecophute u CD4+ XennepHUTe KIETKH.

flopunasa 6pos Ha IgG H KOMIUIEMEHT-TIOBBPXHOCTHHTS MapKepH. YEBeqMtiaBa MPOM3BOACTBOTO HA
IL-1 u noanomara npoxykimsTa Ha [L-2, perynupaiiku BB3Xoaauio excnpecusta Ha IL-2 peuenropa
B YCIIOBHA HH BHTPO, :

¥YBenuuaBa cHuorewsHata cekpeuus Ha [FN-y u Hamanspa ud BHBO mpoayrkumara Ha IL-4. B
AOMBAHEHHE TOTCHLHMpa XeMOTaKcuca M Garolro3aTa npH HEyTpodHIuTe, MOHOLHTHTE H
Makpodarure.

VCraHoBEHO €, 4¢ MH BHBO HWHO3MH aueno0eH JHMENpaHoN NOANOMara IIOTEHIHPAHETO Ha
TMOTHCHATHA CHHTE? H TpaucnaluoHHa crocofuoct Ha HPHK Ha muMGOLMTHTE, KaTO €NHOBPEMEHHO ¢
TOBa MHXHOMpa cuHTe3a Ha BupycHata PHK nocpencteom:

. NPOMAHA B HHO3HH-MEHUPAHOTO BKIIKOYBAHE Ha OPOTOBATA KACEIHHA B NONMPUOO3OMHTE;
. MIOTHCKAHE Ha 3a71aBAHETO Ha NONHaneHHIoRaTa KucennHa keM nPHK Ha Bupyca;
. MOJEKYJIApHa peopranM3alid Ha TpaHcMeMOpaHHUTE POTEHHOBH KOMILIEKC paHu B

NPEHACAHETO HA CcHrHana 4pes coeuuduueH T-KIETBYEH peLENTOR
BBETpeMeMOpaHHH IUTa3MEHH YACTHLM, KATO YBEIMYABA TPHKPATHO IUTHTHOC

Hrosun anemoben numenpanon mhxubupa dochoauectepazata Ha LM
MoHOo(poCPaT caMO BLB BHCOKH KOHLEHTPAllHH B MH BHTPO YCJIOBHA H
AposBHTE HAa HMYHOMbapMaKkonorHiHuTe eeKTH HH BHBO.



Dapmakonornuny edekTH

Huozuna aue,uoﬁcn JUMENTPAaHONl € CHHTCTHYHHO MypUHOBO MNPOHM3BOAHO ¢ HMYHOMOIYJIHpAIiH H
NMpOTHBOBHPYCHH CBOﬁCTBa, KOHTO BOAAT N0 YCH/IBaHE HA HMYHHHA OTFOBOP Ha OPraHH3Md.

5.2. PapMakoKHHETHYHH CBOHCTBA

Abcopbryia
Cnen nepopaiHo NpwioXKeHHe HHOZHH alenobeH TuMenpadon ce abcopbupa 6bp30 H ImeniHO (=290%).

PasnpenencHue
[IpeMuHaBa B 3HaUMTENEH Opoii TEAECHH THKAHH, KATO HaH-roJeMH KOIHYECTBA Ha OeA3aH MHO3MH

anencbeH nuMenpaHon ce ycTaHOBaBa B OnGpeiture, Genus o depHHa Apod, CBpleTO, danaka,
TECTHCHTE, [TAHKPeaca, MO3bKA H CKEeNeTHATA MYCKYJIATYpa.

Buotpancdhopmanus

Cnen mpueM Ha JHeBHAa f03a OT | g MpH HOBekAa ca YCTaHOBEHHM clelHHTe Merabomute N,N-
JumMeTHaMuHo-2-nipontadon (DIP) u p-aneramppoGensoena kucennHa (PAcBA), kato TexHHuTe
1a3MeHM HHBA ca 6mmn 3,7 meg/ml Ha 2P yac cnex npueMa W 9,4 meg/ml Ha 1" yac crier mprema,
CBOTBETHO.

JlaHHHTe OT KIMHMYHH H3NHTBAHWS TIPH XOpa TOKa3BaT, Y€ MAKCHMAJIHOTO TIOBHUIUCHHE Ha
TUIA3MEHHTE KOHLEHTPAllMH Ha IHMKOYHATa KHCEJTHHA KAaTO MAapKep 3a BHECEHOTO B OpraHHsMma
KOJIH4eCTBA HHO3HH He MOKa3Ba JIMHEeH XapakTep H B paMKHTe Ha 3 4aca CleJ NpHEMa Bapupa B
rpauuimre + 10%.

IIpu woBeka ocHoreH Merabonut Ha DIP e N-okcHa, a Ha PAcBA — o-anuarirokypoHHA.

EnpMuHnpane
Cnen npueM Ha fo3a oT 4 g B steady-state ycnois, 24-yacopara ekckpels ¢ ypuHaTa Ha PAcBA u

HeHHHAT OCHOBEH MeTabonuT noctura 85%.

95% or ycTaHOBeHAaTa pAaJHOAKTHEHOCT B YpHHaTa, ObpKama ce Ha DIP ce peanusupa or
HemeTabomuzupanus DIP u Herosua N-okcup.

Bpemero na nomyxusot Ha DIP ¢ 3,5 4., a 3a PAcBA — 50 MuHYTH.
5.3. IlpegkIuHHYEN AAHHA 33 GezonacHocT

B m3cniefipaHiA BLPXY KHBOTHH € YCT2aHOBEHO, Y€ CTOHHOCTHTE Ha cpelHaTa JietanHa jo3a (LDso)
HaIBHIIABAT MAKCHMATHATA TEpaleBTHYHA 4034 IIPH Xopa cpedHo 50 meTH.

Hsama naHHH 3a MyTareHHa aKTHEHOCT H KaHLIEpOreHeH IOTSHLIHA.
He € ycTaHOBEHO TepaToreHHO M eMODHOTOKCHMHO [eiCTBHE, KAKTO M HeONaronpuatHu edextu

BBpPXY depTnuTeTa, GpEMEHHOCTTa H PAKIAHETO.

6. ©OAPMAINEBTHYHU JAHHH

6.1. CoHcbK Ha DOMOIIHATE BEIIECTBA

ITnenudHo HHLOECTE
ITosunon

ManauTon

I'muueponos anbexenar




6.2, HecbBMecTHMOCTH

He ca H3BecTHH.

6.3. Cpok ma rogaoct

3 roguHH.

6.4. CroenuaiHF yCIOBHY Ha ChXpaHeHHE

INpu Temnepartypa nox 25°C, B opuruHanHaTa KapTOHeHa KYTHA.

6.5. BHA B chbALP:KAHEE HA ONAKOBKATA

Biucrepn ot mpospauso, GesupetHo PVC/PVAC u amymuuueBo dosHo, MOCTABEHH B KapTOHEHa
KYTHSL.

Omnakoek# o 50 TabneTiy.

6.6. CpenmanHHA npeATa3IHH MePKH NPH H3XBLP.IAHE H paGora

Hama crielManHy H3NCKBAHHA.

7. IIPATEXATEJ HA PA3SPEIIEHHUETO 3A YIIOTPEBA

JAHCOH-BI' 00

yn. ,,Oren Iancuii Ne 26
2400 Pagomup, Benrapus
Ten.: +35924519300
e-mail: office@danhson.bg

8. HOMEP HA PAZPEIMIEHHETO 3A YITOTPERA

Pernctpautonen Ne

9. JATA HA TBPBO PA3SPEHIABAHE 3A YIIOTPEBA

Jara Ha ITepBO pa3pelnaBaHe:

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

JeKkeMBpH, 2021.




