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KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA
1. HME HA JIEKAPCTBEHUA ITPOAYKT
BUPYITPUHOJ 50 mg/ ml cupon
VIRUPRINOL 50 mg/ ml syrup
2. KAYECTBEH A KOJIMUECTBEH ChCTAB
I ml cupon ceabpxka 50 mg MHO3MH aueaobeH quMenparon (inosine acedoben dimepranotl).
B 5 ml cupon ce ceabppxkar 250 mg MHO3MH auenodeH AUMENpPaHo.
[ToMOIIHY BellleCcTBA C U3BECTHO ACHCTBHE:
METHA napaxuapokcudeHsoar (E 218) 1,5 mg/ml

3axaposa 400 mg/ ml

3a NbLAHUA CNHCHK HA NMOMOILUHHUTS BCLUICCTRBA, BHAKTE TOYHKA 6.1.

3 JTEKAPCTBEHA ®OPMA V3NBLNHWTENHRA ATEHUKS N0 NEKAPCTBATA
Kpmmxa xapamm.rr CMKa Ha Npogyxma - [ipusoxanie |

Cupon KoM Pea. Ne /W/gﬂ?gét

EHCTpa, nD'LITH 6&3HBETH3 Tel‘lHGCT C apﬂmaT Ha Hrgﬂa_ ----------------------------------------------------------------
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4. KIIMHHYHH JAHHH -

llllllllllllllllllllllllllllllll

4.1. TepaneBTHYHH NOKA3ZAHNA
BHUPYIIPHUHOJI e nokazas npu aeua Hag | roamHa, Be3pacTHH M JIMLA B CTApUecKa Bb3pacT |

. Karo umyHOMOAYNaTOp MNpH NOTHCHAT WIH YBPEASH KICTbYEH HMYHWTET HIIM 3a JIEUCHHE HIIHU
NMOBIHABAaHE HA KJINMHUYHATA CUMIITOMATHKA NPH BUPYCHH HH(EKLMH KATO:

FpUi U BUPYCHH UH(EKLIMH, 3aCHTallli TOPHHUTE AXXATENBHU MbTHILA;

Xepriec CHMITIEKC H Xepnec 30CTep;

BUPYCHU XENaTUTH;
WHpekuro3HM 3adbondaeanus (pybeona, papuuena, MOpOWIK, 3ay1lIKa, FPUI);

BUPYCHH HHPEKLMM Ha JHXATEJIHUTE MMHTHINA;
LIMTOMEraoBUpyCcHa UHDEKLMS;
MHGEKLIMO3HA MOHOHYKII€034;

apTO3EH CTOMATHT;

NOJOCThP CKICPO3Hpall MaHeHledanuT.

. B xoMmninekcHara Tepanuds Ha nanunoMa BUPYCHH BHPpeKUHH (KOHIWIoMaTa akyMrHaTa)
4.2. Ho3MpoBKAa H HAYHH HA NPHI0KECHHE

HD3H PCBKA

JIHeBHaTa 103a ce onpenens B 3aBUCHMOCT OT YHUCTOTO TEJIECHO Terjo (6e3 MacTHaTa ThKaH
Te)KeCTTa Ha 3aboIIBAHETO.

| IALMEHTA H

Bw3pacmuu u 1uya 8 cmapuecka 8b3pacnl
ObwnuaiiHaTa JiHeBHa fAo3a € 50 mg/kg T.1. (1 ml 3a 1 kg renecHo Terno), m
paBHOMEPHU NpUEMa B YacOBETE Ha DOABpPCTBAHE.

MakcyumanHaTa AHEBHA A03a He TpAOBa na HaaBuiuasa 4 g (OOMKHOBEHO 3 —4 x 2




Heouampuyna nonyrayus
Heua nan 1 roguHa - obuyaiiHata gHeBHa 103a e 50 mg/kg 1.1. (1 ml 3a 1 kg TenecHo Terno).

(ObnuaitHaTa AHECBHA N03a Ce pasnpencns B 3-4 paBHOMEPHM IIpUeMa, KaTO MPWIATaHUTE A03H Ca KakTo
chefBa.

Tenecno rerJo Jdo3npoBxa
10-14 kg 3 x5 ml
15-20kg 3x5-75ml
21 —30 kg 3x7,5-10ml
31 -40 kg 3x10-15ml
41 - 50 kg 3x15-17,5ml

[ IpOABIKHTENHOCT HA JIEYEHHETO

Ocmpu 3a60188aHUA
(ObunuaiiHaTa NPOAB/KUTEIHOCT HA AedeHWeTo € 5 - 14 auu. To Tpadea na nmpoawku | — 2 aAnd cien
OT3BYHaBaHE HA KJIMHAYHATA CUMITTOMATHKA WJIH 10-ABIT0 CNOpea NpELEHKaTa Ha JeKaps.

Bupycru 3abo.1A8anus ¢ npompaxupano npomuyane
Jleuenuero TpabBa ga Npoabkd 1 — 2 ceamMHULM Cliel OT3BYHABAHE HAa KAMHMYHATAa CUMNITOMATHKa MU 110-

ABJIr0 B 3aBUCHUMOCT OT TIPCLUCHKATA Ha JICKAPAL.

Pexypenmuu 3abonssanus
HayanHa daza — HeoOX0AMMO € Aa ce cieaBaT NpernopbKHTe, OTHACALLIM C€ KbM MPOABIKUTENHOCTTA HA

neyeHHe NpU ocTpU 3adosABaHUA.
[Tonabppakaino neyeHue — NHeBHaTa no3a Moxke na Obae HamaneHa 10 500 — 1000 mg.

[Ipy nosABa Ha HayalHW NMPU3HALUM HA pEUMAMB JISHEHHMETO 3aro4ysa ¢ NMpenopbuBaHaTa AHEBHA H03a MNpH
OCTPH 3abonaBaHHA, KOATO € HeoOxoauMo na ce npuaara | — 2 AHM ¢nell OT3BYHAaBAHE HA KJIMHHWYHHTE
nposBi. IIpy Hy»kaa KypcbhbT Ha JigHEHHE C€ MNOBTApS HAKOJIKO NMbTH B CHOTBETCTBHE C OlIEHKaTa Ha

KIIHHHYHOTO CHLCTOAHHUE H NTPENIOPBKHUTE Ha JIEKAPA.

XpoHUYHU 3a00A6aHUA
[IpenopwuraHaTa AHeBHA A03a € 50 mg/kg T.T., KOATO ce npunara KakTo clieBa:

IIpoTn4ane Ha 3200 19BAHETO IlpoAbTKHTEIHOCT HA IIpoaABLIKHTETHOCT HA
npHeMa NPeKbCBAHETO
ACHUMITTOMATHYHO 30 nHH 60 nHu
Jleko H3pazeHn KIMHWYHY CUMITTOMM 60 aHK 30 nuu
Texko H3pa3zeHn KIHHUYHH CUMITOMHA 90 nHH 30 quum

Ta3zu cxema Ha nedyeHue MOXKe Ja Obae MOBTOpPEHA MpH HEOOXOAHMOCT, KaTO NaUMEHTLT Tpabea aa Obae
NMPOCeAABaH ChITIACHO YKA3aHHUATA 33 pEKYPEeHTHH 3a00JIBaHUA.

CnenuanHy noKa3zaHus

Konouwromama axymunama wiu eHOOYe pRUKATHO-CEbD3AHU UHpeKyul ¢ vosewku nanwioma supyc (HPV)
[lpoaykTbT c¢ Mpunara B QHEBHA no03a 3 g B Npoaw/bkeHue Ha 14 — 28 AHH, CaMOCTOATENIHO WIM B
KOMIJIEKCHA TEPANHUs ¢ KOHBEHUMOHAIHHATE JIOKAIHH WA XHPYPTHYBEHA NPOUEAYPH, KAKTO ClieBa:
Hucko-puckoBM nauMeHTH (MMYROKOMIETCHTHHM JIMUA WM NAUUEHTH ¢ HUCBK PUCK 33 PEUMAHB) —

MaKCHMAJHO ChLOTHOUIEHWE M3UKWCTBaHE/peliMANB HA Ne3UuTe 3a 2 UAW (OB
MpeycTAaHOBABAHE HA NEYEHHUETO, Oe3 NpunaraHe Ha ApPYry JIEKapCTBEHHU CPEACTBA;

BUCOKO-pUCKOBH MauMEHTU™ (HMLlA ¢ KUMYHEH AcPHUUT WIM NALUYMEHTH C BHCOK
NMPOIYKTBT €€ MNpuiara 5 AHA CeIMHUHO, B 2 MOCNE0BATENHH CEAMULM HA Mecel,

Ha 37 Meceu OT JIEUEHHUETO.
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[TocoueHaTa TepaneBTHYHA cXeMa NpH HEOOXOAMMOCT MOXKe na ObJe MOBTapsAHa, a NMPOCAEAABAHETO Ha
MallMEHTA Ce H3BbPILIBA B CBOTBETCTBME ¢ MPENOPLKUTE, MOCOUYEHH NMPH PEKYPEHTHH 300N IBAHUA.

* [IpodunuTe Ha NAalMEHTHTE C BUCOK PHUCK MWIIH LEPBHUKANHA AMCIUIa3WA HIM C FEHUTaIHM OpajgaBuuM
BKJIFOYBA:

o MIMyHOnenpecus annxkaula ce Ha:
- aHaMHe3a 3a XPOHHYHHU WK PEKYPEHTHH MU APYTH CEKCYaNHO-Iipe1aBaHH DONecTH;

- MPOTHBOPAKOBa XUMHUOTEpaNus;
- eXxeIHeBHa 310ynoTpeda ¢ ankoxod,

e [IpoabmkuTeNHa (MOBEYE OT 2 roAWHH) yrnoTpeda Ha NepopaJiHd KOHTPALETTTHBH.

o KoHueHTpaiua Ha ponart (con/ectep Ha donreBa KMceJIMHa) B epUTPOUHTHTE < 660 nmol/l.

e HekonTponupaH 3axapeH auader.,

e [IpOABLMKUTENHO THOTIOHOMYILLUEHE.

e ATonwusi.

e YecTH BarMHaIHHU CEKCYATTHHM KOHTAKTH (2 2 — 6 ceAMHUYHO) WIH aHajleH CEKCYaANeH KOHTAKT.

e MHOroOpoiHH ceKCyalHy NapTHLOPH WIIK NMPOMAHA Ha NMOCTOAKREH NapTHLOP.

o [‘eHMTanHN OpagaBHLIM B MPOABLIKEHHE HA > 2 TOAMHH WU > 3 HEyCNeLwHH NEeYCHUs, 110 aHAMHECTUYHH
JaHHH.

 OTCHCTBUE HAa aHAMHECTHYHH JIaHHM 3a OpaZlaBULIM 110 KOKaTa B 1E€TCTBOTO.

Cybaxymen cxneposupaiy nanenyeharum (SSPE)

HueBHaTa go3a ¢ 100 mg/kg T.7., kaTo MakcuMaHaTa JHEeBHA 1032 He TpsaOdBa aa npepuuiara 3 - 4 g,
[TpoaykTsT TpsbBa Aa ce npuiara NPOABHKHTEIHO NPH PEIOBHO NpOCieasBaHe HA KIMHHYHOTO CHCTOAHME
M OlLIEHKA Ha HeoODXOOHMOCTTA OT YAbJ/JKaBaHE Ha JIEUeHHETO.

HauuH Ha npunoxeHue
To3u iekapcTBEH NPOAYKT € NMpeAHAa3HAYCH 32 NPHIIOKEHHUE NPE3 ycTara,
JueBHaTa no3a ¢ HeobxoauMo na O6be pa3npeaesieHa pABHOMEPHO, B paMKUTe Ha 3 — 4 nipueMa.

4.3. IlporuBonokazannus

. CBpBXUYBCTBHTEJHOCT KbM HWHO3HH aLenod¢H AUMENpPaHoOl WIH KbM HAKOE€ OT [NOMOLLHHUTE
BELUECCTRA, H3OPOECHU B T. 6.1.

. [loparpa B ocTpa gopma.

. [ToBuineHH CTOMHOCTH Ha MUKOUYHATa KMUCETHHA B KPBLBTA.

4.4, CrnenHanHM nNpeJynpexjaeHHs H NpeaNa3Hd MepKH NpH ynorpeda

B xona Ha neueHHWeTo € Bb3MOXHO TIPEXOJHO NMOBHIIEHHE HAa M3XOAHWTE HUBA HAa NMHWKOUHATa KHCEIHWHA B
KpbBTa W ypHHATa, KOUTO 00HuUaiiHO ocTaBaT B pedepeHTHH rpaHMuM. ToBa MOBUIIEHHE CE OTHACH 0CODEHO
3a MBXETE M 3acTapsBallaTa nonyjaums OT ABaTa Nnojia M €€ Ob/KM Ha KaTabormHMs MeTabonu3bMm Ha
MHO3MHOBHS KOMIIOHEHT A0 NMMKOYHA KUCE/IMHA TPH YOBEKa.

[loB#ilIEeHHETO H3 HABATA HA IMMKOYHATA KUCENHHA HE € CBBbP3aHO ¢ HHAYKLIUS Ha EH3WMHATA aKTHBHOCT WIH
C HapyLIEHUs Ha eIMMUHalMOHHATa PyHKUMA Ha ObvOpeuwute. [lpea BUA TORA, NPOAYKTHT MOXKE Ja ce
npuiara ¢ fOBUIICHO BHUMAaHME Mpd MALUMEHTH C Nnojarpa, KoATO HE € B akTHBHA ¢aza B nepvoaa Ha
JICYEHHE C MpPOAYKTE, XHMEPYPUKEMHUA, YPOJMTHA3a WIKW NpPU MNMaLUMEeHTH ¢ HapylueHHs Ha ObOpeuHata
GyHKLUKSA, NPU peaOBHO MOHUTOPHpPAHE HA CTOHHOCTHTE HA NUKOYHATAa KHCEJIMHA.

B X04a HA JECUYCHHUETO HE MOXKE 14 6"&,&& H3KTHYCHA NMOABA HAd OCTPH PCAKLIMH HAa CBPBXHY JJHOCT K4TO

[TpoaABLMKUTENHOTO NTEYEHHE MOXKE /1 I0BEAE A0 HedponuTrasa.




B xona Ha NMPOABLNMKHUTENHO JleyeHHe € HeoOXOAUMO PeaOBHO NpOcie/ifiBaHe Ha CTOHMHOCTUTE HA [TMKOYHATa
KHCENHWHA B KPBBTA W/WIH ypHHaTa, KpbBHATa KApTHHA M Ha NOKa3aTe/JUTE Ha yepHoApoOHaTa U 6LOpeyHa

G YHKUMS.

[oTOBUAT NEKApPCTBEH NPOAYKT ChABPKA METWI NapaxUIpoKcUOEH30aT, KOWTO MOXKE Ja MNpUYHHM
anepri4yHy peakuUHuH (BB3MOKHO € 1a ¢a OT 3a0aBeH THUN).

To3n nekapcTBeH NPOAYKT <ChIbpka 3axapos3a. [lauMeHTH ¢ peaku HacleaCcTBeHHW npobneMd Ha
HEMOHOCHMOCT KbM  (PYKTO3a, TIJIIOKO30-FalakTo3Ha Manadbcopbums WM CyKpa3a-»u3oMantasHa
HeNOCTAaTBYHOCT He TpAOBa Aa npueMaT ToBa JexkapcTBo. EaHa eavHM4uHa n03a ot 5 ml chabvpka 2 g
3axapo3a, koeTo TpsdBa Ja ce uma rpeaBUA NPH NALHEHTH ChC 3aXapeH auader.

4.5. B3zaumMoaelicTBHE C IPYId JIEKAPCTBEHH MPOAYKTH H APYrd QOpMH HA B3IaHMOAEHCTBRE

[ToBuuieHo BHUMaHHE € HeoDX0JHMMO nNpM €IHOBPEMEHHO TMPHIIOKEHHE CbC CJIEIHHUTE NEKapCTBEHH

MPOAYKTH:

. WHXUOUTOPHU HA KCAHTHHOKCcHAAa3aTa (AJIONMYPUHO) HIIK YPHUKO3YPHUYHH CPEICTBA;
. THa3KAHH AUYPETULH (XHAPOXNOPTUAZN, XJIOPTATMAOH, HHAANIAMHKA);

. OpPHMKOBHK AUYPETULH {PYpPO3€MH/l, €ETAKPUHOBA KUCETIMHA Y AP.).

[TponykTshT He TpsaOBa Aa ce nMpunara ¢AHOBPEMEHHO ¢ WMYHOCYNPECUBHH CPeACTBa MOPajaH BbL3MOXKHHM
B3aMMOJEHCTBUS Ha (papMAaKOKHHETHYHO HMBO, KOMTO MOFAaT Ja TOBIHAAT TepaneBTHYHUS edekT. Crnen
NPUKIOYBAHE HAa HWMYHOCYIIPECHMBHATA Tepanui € Bb3MOXXHO MNPHIOKEHHMETO Ha HHO3MH auenao0eH

AUMCEIPAaHOJI.

MHo3uH aleaobeH AUMENPAHON YCHIBA AEHCTBHETO HA 3HAOBYIAHH (a3MZOTHUMKBAWH/AZT/) npu
e/lHOBPEMEHHO NPWIOKECHUE B PEIYATAT HA YBeNIHYCHO (opMupaHe HA AZT HYKNEOTHIM BCNECACTBUE HA
NoBHLUeHa OHOHATHYHOCT HAa AZT ¥ NoBHLIEHA BBTPEKNETHYHA (ochopUIalivg B KPbBHUTE MOHOLIUTH.

4.6. @DepruanTer, OPeMEHHOCT H KbpMeHe

bpeMeHHOCT

JIunceat paHHH OT KOHTPONWPAHH KJIHWHWYHH MH3MNHTBAHUA OTHOCHO €(QEKTUTE Ha HHO3MH aleaodbeH
JNHMENPAHOJ BLPXY OpeMEHHOCTTA M (PETATHOTO pa3zBHTHE MPH XOpa, NMopaan KOETO NPOAYKThT MOXKE 71a ¢
npuaara no BpeMe Ha OPEeMEHHOCTTa €IMHCTBEHO [10 JIEKAPCKO HAa3HadeHHe CJied MNpelieHKa, ue
MOTEHLMANHATAa [10/13a 3a MalKaTa HaJBHLIaBa ¢BEHTYATHHUA PHUCK 3a IJ101a U HOBOPOAEHOTO.

KbpMene

HHo3uH aneaobeH AUMENPaHOo ¢e €KCKpeTUpa ¢ MAHYMHOTO MITAKO. JlekapcTBOTO MOXe Ja ¢e npunaara rno
BPEME HAa KBPMEHE €IWHCTBECHO M0 JIEKAPCKO HA3HAYEHHUE N A€l MpEUEcHKa, 4e€ NOTEeHLMa Ha nonsa 3a
MaiKaTa HaJABMLIABA €BEHTYANHHWA PHUCK 3a KbPMAYETo.

DepTUaUTET
Hama naHkH OTHOCHO AE€HCTBUETO HAa MHO3MH aLeJ00eH AXWMENpPaHoJl BbpXY GEePTUIIMTETA NPH XOpa.

4.7, EdexTn BbpXy cnocobnocTTa 3a 1modHpane ® padora ¢ MAITHHH

BUPYIIPUHOJI He nornusBa WIW noBIMABA B NpeHeOpekMMa cTeneH cnocodHocTra 3a wwodupaHe U
paboOTa C MaLIUHA.

4.8. HexenaHu JJeKAPCTBEHH peaKIHH

EnMHcTREHaTa NOCTOAHHO HalAKOgaBaHA HeKenaHa JEKapCcTBEHA peakuMs, CBbp3a
MHO3UH auea00eH QUMENpaHos Npd Bb3pacTHH U B MeANATpUYHATA NONyJauds €
Ha CTOMHOCTHUTE HA MUKOYHATA KHCelvHa B KpbBTa U ypHHaTta. OOGUKHOBEHO Te
pe@epeHTHH IPaHULIM H C€ HOPMAITU3UPAT HAKOJIKO JHH CJIE] NpeKpaTaBaHe Ha J1ey



CneaHara TepMHMHOJIOTHS e OWJla M3MOJ3BaHa MpUH KIACHQHUMPAHETO Ha HEXENaHWTEe peakuuM IO
OTHOLUEHHE HA TAXHATa uecToTa; MHoro uectu (>1/10), uecty (=1/100 go <1/10), Heuectn (>1/1 000 no
<1/100), peaxu (>1/10 000 no <1/1 000), Maoro peaku (<1/10 000), c HensBecTHa yecToTa (YecTOTaTa HE

MOe Nna Obae onpenceHa OT HATMYHHUTE JJaHHH).
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C HeH3BECTHA YeCcTOoTAa

MedDRA SOC/4ecToTa Hexe1aHa JeKapPCTBEHA peaKUHA

CromMmaliHO-9peBHH HAPYIICHHA

YecTn [loBpblIaHe, raaeHe, AUCKOMQOpPT B 00J1acTTa
Ha eMUracTpyuyMa

HeuecTH HHapus, KOHCTUNALMA

bonka B ropHaTa xopeMHa obacT

Hicaeapanuna
MHOro uecTH

YecTH

[ToBHILIEHM CTOMHOCTH Ha MHKOYHATA KHCENMHA
B KPBBTA W ypUHaTa

[ToBH1IEHH CTOHHOCTH Ha KPBLBHATA ypes,
TPaHCAMHKHA3KUTE K alKaiHaTa docdarasa

HapymeHHs HA K0KAaTa H NOAKOXKHATA THKAH
Yectu

C HeHn3BReCcTHa 4eCToTa

OOpHE, NpYpUTYC

Epurem

Hapymenus HA HEPBHATA CHCTEMA
HeetH

[ napobonue, BepTHIO

HeuecTn COMHONIIEHTHOCT, KHCOMHHA
C HEU3BECTHA 4ECTOTA 3aMasgHOCT

Hapyumenns Ha MYCKYJIHO-CKEJIETHATA cHCTeMA

H Ch¢HHATEAHATA ThKaH

YecTn ApTpaiarus

IIcHXHYHHA HApYILICHHS

Heuectu HepeHocT

Hapyuienusa Ha 0LOpeLHTE H THKOYHHTE

NbTHIA

Heuectu [lonnypus

HapyuieHHs HA HMYHHATA CHCTEMA
C Hen3BeCTHAa 4ecTOoTAa

AHTHOEIeM, CEPbXYYBCTBUTEHOCT, YPTHKAPHS,
aHapUIaAKTUUHA peaklud

OO0 HApYHIEHHA H epeKTH HA MACTOTO HA

NPHIOKEHHE
YecTH

YMOpa, HEPaznoJoKeHNE

CrobuaBaHe Ha NMOZO3IMPAHHN HEXKEIAHN PCAKLIMY

CbhobllaBaHeTO Ha MOJO3MPAHH HEXENaHW peakuWd clie] paspeluaBaHe 3a ynorpeba Ha JieKapcTBEHHA
MPOINYKT € BakKHO. ToBa Mo3BOJiIABA Ja TMPOABIKY HAOMIOAEHHETO HA CBHOTHOLLIEHHWETO MOJI3a/pHUCK 34
NeKapcTBEHHUS TPOAYKT. OT MEOUUMHCKHTE CHELUMATMCTH €€ W3HMCKBA Aa CbOOLLABAT BCAKA NOJO3MpaHa

HCXKCIIAHA pCAKLIHA HPC3.

U3nbaHUTeNHA areHuUms 1o JIEKapCcTBaTa
yi. ,.Jdamsan I'pyes Ne 8
1303 Codus

Ten.: + 359 2 8903417
yebcaidT: www.bda.bg




4.9. IIpeaozupane
Hama cpobmeHn ciydap Ha npepnosupaHe. [lpy HeobxoauMoCT ce mpunara CHMNTOMATUYHO JIEYEHUE M

NOAXOAALIH NOAIBPXKaUIX MEPKH.

3. ®APMAKOJOI'MYHH CBOUCTBA

5.1. dapmMakoAHHAMHYHH CBOHCTBA

(dDapMakoTepaneBTHUHA Tpyna: AHTUBUPYCHHW CPEACTBA 38 CHCTEMHO NPUIOXKEHHE; JIUPEKTHO JeHCTBaLlU

aHTUBUPYCHH CPeACTBa, Jpyry anTUBHPYCHH CpEeACTBa
ATC kon: JOSA X05

MexaHH3bM Ha J1eHCTBHE
HopManu3upa HEJAOCTAaTLYHUSA UNY HapYILNEH KIEThYHO-MEAHHPaAH HMYHHUTET Upes:

. npeaussukBaHe Ha Thl otrosop, KOHTO OT CBOA CTpaHA HHULIKKPA Y3PABAHETO H AUGEPEHUHPAHETO
Ha T numdounture;
. NMOTEHUWpaAHE Ha MWHAYLHpaHuTe nuMdbonponudepaTUBHK peakUWd B MHUTOT€H- WA AHTHIEH-

dKTHBHPAHNTC KIICTKH.

HUHo3uH auenobeH AMMENPaHO MOAYJIHpa LIMTOTOKCHMYHOCTTAa Ha T AuMdbouuTHTE M HA €CTECTBEHUTE
KJIeTKK-YOUiiLUH, kakTo H dyHkunuTe Ha CD8+ cynpecopuute v CD4+ xennepHure KNETKH.

[loBuaBa Opos Ha 1gG ¥ KOMIUIEMEHT-NMOBLPXHOCTHUTE MapKepd. Y Beauvasa npous3soactsoTo Ha [L-1 wu
noanomara npoaykuuara Ha 1L-2, perynupaiku sn3xoasuo exkcrnpecusra Ha IL-2 peuentopa B ycnoeus uH
BUTPO.

YBenuuapa eHgoreHHara cekpeuusa Ha IFN-y v Hamansepa MH BHBO npoaykuuara Ha [L-4. B nonbiHeHHe
[MOTEHLIMPa XEMOTAKCHCa U (paroldTo3aTa npyu HEYTPOPUIUTE, MOHOLIMTHTE U Makpogarure.

YCTaHOBEHO €, Y€ MH BUBO MHO3MH aueao0eH JAMMEnpaHon NMOANoMara NMOTEHUMPAHETO HAa NOTHUCHATHA
CHHTE3 W TpaHcnaunoHHa ¢nocodHocT Ha HPHK na numM@ounTuTe, KaTto €AHOBPEMEHHO ¢ TOBA HHXHOHpa
cuHTe3a Ha BUpycHata PHK nocpeacTBom :

. [MPOMSHA B HHO3HH-MEAMUPAHOTO BKJIKHYBAHE HA OPOTOBATA KUCEIHMHA B MONUPHOO30OMKUTE
. [MOTUCKaHe Ha 3aNaBAHETO Ha NnejraacHunoBara kucenHa keM HPHK Ha Bupyca
. MOJICKYIIPHA peopraHusalys Ha TpaHCMEMOpaHHUTE MPOTEUHOBH KOMIUISKCH, aHTaXHUpaHu B

NpeHacAHeTO Ha CHrHana 4pes cneundryeH T-wieTb4eH peuenTop B JUMGOUHTHHTE BBTPEMEMOpaHHH
njIa3MeHH YacCTHLH, KAaTO YBEIHYaBa TPUKPATHO NABTHOCTTA HM.

UHo3uH auneaoben aumenpaHos MHXxubupa docdoanecTepasara Ha LUKIWYHUA TYaHO3UH 37,57 -MoHodocdar
CaMO BBB BHCOKM KOHLEHTPALUHMH B HH BHUTPO YCJIOBHA W TNPH HWUBA, HCBKIIOYEHH B MNPOABUTE HAa
UMYHOGapMaKoJIOrHIHHTE ¢DEeKTH HH BHBO.

PapMaKONOrHUHH €EKTH
MHO3uMH auenobeH JUMENPAHO € CHUHTETHYHO [YPHHOBO NPOW3BOAHO € MUMYHOMOAYNHpallK ¢

NPOTHBOBUPYCHHU CBONMCTBA, KOMTO BOJAAT A0 YCHJIBAHE HA UMYHHHS OTTOBOp Ha OpraHu3Ma.

5.2. PapMaKOKHHETHYHU CBOHCTBA

Abcopbuums
Crnen nepopaniHo NPUNOKEHWE HHO3WH aueno0eH auMenpaHon ce abcopdupa 6bp3

PaznpeneneHue




[lpemuHaBa B 3HauWTeneH Opol TelecHH TbKAaHHM, KATO HaW-roJIeMH KOJIMYecTBA Ha Oensd3aH HHO3MH
anenoOeH THUMeENpPaHOoN C€ YCTaHOBfBa B ObOpeuwnTe, Oenvs W yepHMs 1po0, CbpUETO, Janaka, TECTHCHUTE,
naHKpeaca, MO3bKa M CKeNeTHaTa MyCKyatypa.

buorpaschopmating

Cnen npreM Ha AHEBHA [03a OT | g NpH YOBEKa ca YCTAHOBEHH cneaHuTe meTadonuTH N, N-aumeTunaMmuHo-
2-nponaHoa (DIP) u p-auetamunobenzoeHa kucennHa (PAcBA), kaTo TeXHHTE ruiazMeHu HUBa ca OWIH 3,7
mcg/ml na 27" yac cnea npuema u 9,4 meg/ml Ha 1™ yac ¢ien npuema, cbOTBETHO.

JlaHHUTE OT KJIMHHYHH W3MUTBAHUA TPH XOpa [MOKA3BAT, Y€ MAKCHMAJIHOTO TMOBUIIEHWE HA TUIA3MEHUTE
KOHLIEHTPALlM® Ha MUKOYHATA KMCEIMHA KaTo MapKep 3a BHECEHOTO B OpraHM3Ma KOJMUYECTBAa HHO3UH HE

rOKa3Ba TMHEEH XapaKTep W B pAMKHMTE Ha 3 yaca cnell npyieMa Bapupa B rpaHuumnTe £ 10%.
[1pyu yoBeka ocHoBeH MeTabonut Ha DIP e N-okcua, a Ha PAcCBA — o-auuiarntoxypoHn.

EnnMuHupaHe

Cnen npueM Ha j03a or 4 g B steady-state ycnoeud, 24-yacopata ekckpeuus ¢ ypuHata Ha PAcBA wu
HEWHHUAT OCHOBEH METAbOoAUT noctura 85%.

95% oT ycTaHOBEHATa pPaJMOaKTHBHOCT B YypHHaTa, Abkauwa ce Ha DIP ce peamnzupa ot
HemeTtabonuzupanus DIP 1 Herosust N-okcua.

BpemeTo Ha nosayxusoT Ha DIP e 3,5 u., a 3a PAcBA — 50 min.

S5.3. IlpeakauHu4HH A2HHH 32 0€30MACHOCT

B u3cnenBaHus BBPXY JKMBOTHM € YCTAHOBEHO, Y€ CTOMHOCTHTE Ha cpeaHata naetanHa ao3a (LDsp)
HaJBHLLIABAT MAaKCHMaHATa TepaneBTUYHa 103a NpHU xopa cpeaHo 30 nbTu.

Hama AaHHH 33 MyTAr€HHa aKTHBHOCT 4 KAHUEPOr€HEH MNOTCHIHAJ].

He e ycTaHOBEHO TEpaTOT€HHO M €MOPHOTOKCHYHO JIEMCTBHE, KAaKTO MU HEDNAronpUATHH €(PeKTH BBpPXY
dbepTunUTeTa, OPEMEHHOCTTA U paXkAaHETo.

6. GOAPMAIEBTUYHHU JAHHH
6.1. Crhnucbk HA NOMOINHHTE BEIECTBA
3axapo3sa

["muuepon (E 422)

MeTun napaxuapokcubensoat (E 218)
HaTtpues uutpar

Apomar Ha sAroaa (CMec Ha apOMAaTHHU BELUECTBA M ITIH0K03a)
[TpeurcTeHa Boaa

6.2. HechbBMeCTHMOCTH

He ca u3BeCTHH,

6.3. Cpok Ha TOAHOCT

3 FOJWHH.

6.4. CnenuanaHu ycJ10BUA HA CLXPaHEeHHeE

[Tpu Temnepatypa noa 25 °C.
Cpok Ha roAHOCT ¢l MBbPBOTO OTBAPAHE — 6 Mecela.
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6.5. Bua v chabpKAHHE HA ONAKOBRATA

120 ml cupon B ThbMHH CTBKJICHH OYTUIIKM.
Enna 6yrunka B onakoBka ¢ MepuTesiHa dallka ¢ gejedds 2,5 ml, Sml, 10 mlu 15 ml

6.6. Chnenua/JHH NpeaNa3HH MEPKH NPM H3XBbpPJsHe H padoTa

HsamMa cneunanHy U3MCKBaHUA.

7. IPHUTEXATEJ HA PAZPELHIEHHETO 3A YIIOTPEBA

JAHCOH-BI' OO
yia. Oren ITavcui Ne 26
2400 rp. Papomup

buarapns
Tea.: 024519300
office@danhson.com

8. HOMEP(A) HA PABPEIIEHNETO 3A YIIOTPEBA

Perrctpausoned Homep: 20190241

9. HTATA HA IIBPBO PAJZPEIIABAHE/NIOAHOBABAHE HA PA3PELHEHHUETO 3A
YIIOTPEBA

Jara na nopBo paspewienue: 25.10.2019 r.
Jata Ha nociieAHO NMOAHOBABAHE:

10. JATA HA AKTYA/IMIUPAHE HA TEKCTA

05/2024 r.




