KPATKA XAPAKTEPHCTHKA HA ITIPOAYKTA



1. HME HA JEKAPCTBEHHSI IPOYKT | N3MBIHETERHA AT EHUWA NO NEKAPCTBATA
Kpamxe xapaxmepucmika Ha npogyxma - puAoxxenus 1
Axnm0Oa 100 mg/ ml cupon Ko Pez. Me ......... 9&9‘;(/9‘?35' .................
Akimba 100 mg/ ml syrup Paapaetuesiiie Ne ‘36/IL747 ,?/Pf‘?//é
: 21 12.
1 OQOSBHIE N covvseenmrssisnisraramissfsearsivesan ceasuirsressatinn

2. KAYECTBEH H KOJIHUYECTBEH CBCTAB
1 ml cupon ceabpxka 100 mg uHO3MH anexoben mumernrpanon (inosine acedoben dimepranol).
5 ml cupon ceabpxkat 500 mg HHO3KH anenoben muMenpanol (inosine acedoben dimepranol)

IloMomHM BelmecTBa ¢ H3BECTHO ACHCTRHE:
METHI IapaxuapoKcHOeH30aT 1,5 mg/ ml
3axapo3a 400 mg/ ml

3a ILIHHA CIHCHK HA MOMOIIHHETE BEINeCTBa, BHOKTE Touka 6.1.

3. JEKAPCTBEHA ®OPMA
Cupon

BHCTIJa, nmoutH OGe31BETHA TEYHOCT C apoMaT Ha MajlHHa.

4. K/IAHHYHHA JAHHH
4.1. TepaneBTHYHH DOKAIAHHA

Axumba cHpon € noKasaH Ipw fiella Hax 1 rojjMHa, BE3pacTHH H AHIA B CTap4ecKa Bb3PAacT,
XaT0 HMYHOMOJYNIATOP MPH MOTHCHAT WITH YBPEACH KJICThYeH MMYHATET HIH 34 JICHCHHE Ha
BHPYCHH HH(EKIIHH KaTo:

+  TPHUN H BUPYCHH HHGEKIHHA Ha JHXATEHUTE THTHINA;
+  Xeplec CHMILIEKC H XepIec 30¢Tep HHPEKLHH
e  BHPYCHH XEIIaTHTH,

»  KOXHO JIMI'aBHYHH, BYJIBOBATMHAIHY (CYOKIMHHYHA H34BA) HIH CHAONEPBHKAIHO-
CBBP3aHH € YOBEIIKH NIAITHIOMa BHPYC HHpEKIINH,

» B KOMIUIEKCHATA TEPANHA HA TeHHTANHH Opagasuiy (KOHAAIOMATa aKyMUHATA) KaTo
JONBIIHEHHE KBM KOHBCHIHOHAHHTE JIOKAIHH HiIH XUPYPrHYRE OPOLEIYPH,

» HHQeKuHo3HU 3ab0maBanu (pyGeona, Bapuriena, MOPOHIIH, 3ayLIKa);
»  [HTOMETAJIOBHPYCHA HH(pEKIHs,

+  HAdEeKuHO3HA MOHOHYKJIE03a;

» adTo3eH cTOMATHT;

+  OOJOCTEHP CKAECPO3HpAIN NaHEeHIeATHT.




4.2. Jlo3HpoBKA H HAYHH HA OPHIOKEHHE

ﬂO?nH POBKa

JlHeBHATa A03a Ce ONMpEAEA B 3aBHCHMOCT OT YHCTOTO TEJIECHO Terio (6e3 MacTHaTa ThKaH)
Ha NalMeHTa B TEXXECTTA Ha 3a0019BAHETO H CE MPHEMA B HAKOJIKO PABHOMEPHH NpHEMa.

Buvspacmuu u auya 6 cmapuecka ev3pacm

[IpenoprunTenHara aueBHA A03a ¢ 50 mg/kg T.1. (0,5 ml 3a 1 kg TenecHo Terno), mpueTa B
HSKOJIKO (3 — 4) paBHOMEPHH NpHeMa.

MaxkcumManHara AHeBHA O03a He TpaOBa Na Haashinasa 4 g (obmxHoBeHO 3 — 4 X 10 ml

cHpom).

leduampuuna nonynayus
Hena Hax | roauna - o6muaiinata AHerHa Ro3a e 50 mgkg 1.1. (0,5 ml 3a 1 kg TenecHo
TEIJIO), IPHETA B HAKOJIKO (3 — 4) paBHOMEPHH pHEMA.

OOnuaiinara 1HeBHA /1034 Ce pasnpelcnd B 3-4 paBHOMEPHH NpHEMA KAaTO NPHIAraHATe A03H
€a KaKTo clie/ipa:

TenecHo Terao Jlo3upoBKa
10-14kg 3x2,5ml
15-20kg 3x25-3,75ml
21 -30kg 3x3,75-5ml
31 -40kg 3x5-7,5ml
41 —50kg 3x7,5-8,75 ml

[IpoABIKHTETHOCT HA JICYEHUETO
Ocmpu 3abonseanus

O6uuaitHaTa NPOABIKHTENHOCT Ha JieueHHeTo € 5 -14 mum. To Tpabra ma npoasmxku 1 — 2
JHH chen oT3ByYaBaHE HA KIMHHYHATA CHMITTOMaTHKA HIH IO-ABIT0 CIOPEH MpEleHKaTa Ha

nekaps.

Bupycnu 3aborseanus ¢ npompaxupano npomuuarie
Jlewennero TpaGBa jga mpoabmku 1 — 2 ceaMuuM cieli OT3BydYaBaHE Ha KJIHHHYHATA
CHMIITOMATHKA HITH [IO-TBJIT0 B 3aBHCHMOCT OT NpeIeHKaTa Ha JieKaps.

Pexypenmnu 3abonaearnun
¢ Hauanna ¢asza — neobxomuMo € Aa ce ciieABaT NPENOPBKHTE, OTHACAIIM CE KBM
IIPOABIKHTENHOCTTA Ha JIEYCHAE NIPH OCTPH 3a00nABaHH.

e [loagspxamo nedeHHe — AHEBHATA 033 MOXKe 13 Obae HamaneHa 1o 500 — 1000 mg.

¢ [lpu nosiBa Ha Haua/IHK NPH3HANK HA PEUHIMB JICHCHHETO 3aI04YBa ¢ NPEeNOpLYBAHATA
KHEBHA JI03a NIPH OCTPH 3a00N%BaHus, KOATO € Heo0X0OHUMO Jia ce nipuniara 1 — 2 nuu
CIe/l OT3By4YaBaHe HA KIMHMYHHMTe nposBH. IIpH Hyxna KypehT Ha

HPENOPBKHTE Ha JICKapA.

Xponuunu saborssanus
[Ipenoprusanara nHeBHA A03a € 50 mg/kg T.T., KOATO Ce NMpHJIara KakTo C




IlpoTruaHe Ha 3abo/9BaHEeTO IpoapaxuTennoer Ha | Ipoan/LEMTEAHOCT Ha
npHeMa HPECKbCBAHETO
ACHMIITOMaTHYHO 30 aan 60 qun
Jlexo M3pa3eHH KAHHHYHE CHMIITOMH 60 auu 30 mHu
Texxo H3pazeHH KWIMHHIHH 90 pau 30 aan
CHMITTOMH

Tasn cxema Ha neueHHe Moxe Ja ObJe NMOBTOPEHA MPH HEOOXOMMMOCT, KaTO NAMEHTEHT
TpabBa a Ob/ie NpoceaIBaH CHITIACHO YKA3aHHATA 33 peKyPEHTHH 3a00/ABaHuA.

CrenHanHl NOKa3aHHs

Konownomama axymunama unu enooyepsuxaino-c6bp3anu UHeryuu ¢ Yoeemx nanuioma
supyc (HPV)

IIponykTHT ce mpunara B AHEBHA 4034 3 g B NPOABDKeHHE HAa 14 — 28 mHu, caMOCTOATENIHO
HJIH B KOMILUIEKCHA TE€panHs ¢ KOHBCHIHOHAIHUTE JIOKATHN RIIH XHPYPIHUYHH [IPOLEAYPH, B
CBHOTBEICTBHE CHC CNICAHATA BPEMEBA CXEMAa:

- Hucko-pnckoBn nanueHTH (HMYHOKOMITETEHTHH JIMIA WIH NAaNHEHTH ¢ HHCBK PHCK 3a
PEUMAHB) — IPOXYKTHT CE NPHJIATA B IPOABIIKeHHE Ha 14 — 28 nHH, koeTo 00MKHOBSHO BOIH
0 TIOCTHTaHe Ha MaKCHMAIHO ChOTHOIICHHE H3YMCTBaHE/PEHUAMB HA JIE3HHTE 32 2 HIH
MOBEYe MECENa ClIE]] IpEeyCTaHOBABaHEe HA JICUCHHETO, Oe3 MpHIarane Ha ApPYTH JIEKApCTBEHH
CpefcTBa;

- Bucoxo-pickoBM nanmeHTH* (KA ¢ WMyHeH AeUIHT WM MAIEeHTH ¢ BHCOK PHCK 3a
PELMANB) — NPONYKTLT CE€ MpHAara 5 JHH CeMHYHO, B 2 TOCHeNOBaTeHH CEAMHIH Ha
Mecell, B IPOABb/DKCHHE Ha 3 Mecela, KoeTOo 0OMKHOBEHO BOH J0 MAKCHMAaIHO CHOTHOIIEHHE
H3ITHCTBAHE/PEIHIUE Ha NE3UHTE A0 Kpas Ba 3™ Mecely OT JieUeHHEeTo.

Ilocouenata TepameBTHYHA cxeMa NpH HeoOXOAMMOCT Moxe Ja ObIe MOBTapsHa, a
IPOCTICAABAHETO HA NANKEHTA ce HK3BLPINBA B CHLOTBCTCTBHE ¢ NMPENOPBKUTE, NOCOUCHH TIPH
PEKYpPEHTHH 3a00/IARAHHA.

* [Ipodunure Ha MAMEHTHTE ¢ BUCOK PHCK WIM UCPBUKATHA AWCIUIA3MA WA C EHUTANHY
OpaaaBHLH BKIOYBA:
»  HMYHOZCNpPECHS JbIDKAINA C¢ Ha:
- AaHAMHE3a 33 XPOHUYIHH HIH PEKYPEHTHH HIIH JPYrH CEKCYaTHO-TPEABAHH DONECTH,
- IPOTHBOPAKOBA XMMHOTEPAIIMS;
- eKe/IHCBHA 30YNoTpe6a ¢ anKoxor;
= [lpombmxuTenna (moeeue ot 2 rogAHH) ynoTpeda Ha MEpOpaIHE KOHTPALICTITHEH;
» Konuenrtpaius Ha donar (con/ecrep ka doimeBa KHCeNHHA) B CPATPOLHTHTE < 660
nmol/l;
» HexkonTpoampan 3axapeH quaber;
» [pomsmxuTeNHO TIOTIOHONYIIEHE,

» Aromnus;
»  YecTH BarMHaNHH CEKCYAIHH KOHTAKTH (2 2 — 6 ceIMHYHO) HNIH aHANEH CeKCyalleH
KOHTAKT;

«  MHoro6poiiny cexcyalHn NapTHHOPH HIH IPOMAHA HA MIOCTOAHECH NapTHEOD;

» T'enuraniu GpazaBuIM B HPOXBIKEHHE HA > 2 TOAWHHA MIIH > 3 HEYCIEIIHH JIEUSHNS,
10 AHAMHECTHYHH JaHHH;

= OTcheTBHE Ha AHAMHECTHYHH JaHHM 3a OpafaBHIH MO KOXAaTa B JeTC

Cybaxymen cxreposupawy nanenyegpanum (SSPE)
Juepnata no3a ¢ 100 mg/kg T.T., KATO MAKCHMAIHATA AHEBHA 032 HE TP
3-4g.



IpoxyxreT TpsbBa Ja ce mnpumara NPOABIDKATENHO OpPH PEJOBHO MNpOCICHABaHE Ha
KJIHHHYHOTO CHCTOSHHE M OLIEHKa Ha HEOOXOQHMOCTTA OT YABLIKABAHE Ha JIEYCHHETO.

Hauwn Ha npHIoXeHHe

To3u nexapcTBEH NPOAYKT € MpeAHA3HaueH 33 MPHJIOKEHHE Npe3 YCTaTa.

JHeBHaTa 1038 € Heo0X0UMO a Gble pasipene/icHa PABHOMEPHO, B paMKHTE Ha 3 — 4
TpHeMa.

4.3. TIlpormBonmoka3zaHus

. CBpBXUYBCTBHTEIHOCT KbM HHO3HH aueo0en JAMENpPaHol HIH KbM HAKOE OT
MIOMOIITHHTE BEIECTBa, H30pOeHH B T. 6.1.;

. Iloparpa B octpa ¢opMa;
. INoBuineHA cTOHHOCTH Ha NHKOYHATA KACENHHA B KPHBTA,

4.4. Crnennajnd NpeaynpexkIcHAA B NPeANAIHA MEPKH OpA ynorpeba

B xo1a Ha JIeYEeHHETO € BL3MOXKHO NPeX0IHO NOBHINEHAE Ha H3XOAHATE HHBA HAa MMKOYHATA
KUCEITMHA B KPBRTA H YPHHATA, KOWTO 00Myaiino ocTaBar B pe)epeHTHA IpaHHI. 1 0Ba
TIOBHIIICHHE C¢ OTHACA 0coOCHO 33 MBKETE M 3acTapaBalnaTta MomyJ1alHg OT BaTa [10J1a U ce
ITBIDKA HA KaTaboJHAA MeTaboMH3bM NIPH YOBEKA Ha HHO3HHOBHS KOMIIOHEHT JIO IIHKOYHA
KHCeJIMHA.

[NoprmeHuneTo HAa HHBATA HA IMKOYHATA KHCEHHA HE € CBBP3aHo C IeKapcTBO-CBbp3aHa
HHAYKUMA HAa AKTHBHOCTTA HAa €H3UMHTE MM B eTHMAHAIHORHATA QyHKUHA Ha OBOpennTe.
Ilpensua ToBa, HPOAYKTHT MOXKE Ja CE MPUNIAra ¢ NOBHINCHO BHAMAHHE MIPH NAUKMEHTH ¢
NOAArpa, KOATO He ¢ B akTHBHA ¢asa B nepHOJA Ha JICYCHHE, TAKHBA C XHIIEPYPHKEMHS, C
YPOIUTHA3a HIH [IPH NAHEHTH C HapymeHHA Ha 6s6peynara QyHKOHA, IPH PEAOBHO
MOHHTOpPHpaHE Ha CTOMHOCTHTE Ha MMKOYHATA KUCENIHHA.

B xon1a Ha IeYeHHETO HE MOXe Ja O0bJe H3KMOYeHa [109Ba Ha OCTPH PCaKIIHH Ha
CBPBXTYBCTBHTCIIHOCT KaT0O YPTHKAPHA, AHTHOCACM, a.Ha(l)HJIaKCHJI, KOETO H3HCKBa He3abaBHO

TIpeKpaTsBaHe IIPHEMA Ha IPOXYKTA.

[IpoABIDKATETHOTO JIeUeHHE MOXKe Ja JOBefe 10 HedPOIHTHA3ZA.

B xoaa Ha NpOABIDKHTENHO JCUEHHE € HeOOX0IHMO PETYIISPHO NPOCICAdBane Ha
CTOHHOCTHTE Ha IIMKOYHATA KHCENHHa B KPbBTa /WM YPHHATA, KPEBHATA KapTHHA H Ha
[OKa3aTeIMTe Ha YepHoApoOHaTa u Os0peuHa PyHKIHS.

["oTOBHAT NEKAPCTBEH NPOJYKT ChABPKA METHI APaXHAPOKCHOEH30aT, KOHTO MOXe 1a
IPUYHHY alepTHYHH peakiiHH (BE3MOKHO € Ja ca oT 3a0aBcH THIT).

To3u nexkapcTBeH NPOAYKT ChABpIKA 3axapo3a. [laipieHTH ¢ peaxy HacneACTBEHH NpoOIeMH
HA HENOHOCHMOCT KEM (PpyKT03a, IMIOK030-TAIaKTO3Ha Manabcopbuus HiH

CyKpasa-H30MalTasHa HeA0CTaThIHOCT He TPAOBa 1a IPHEMAT TOBA JIEKApCTBO.
Enua enpendna 5032 o1 5 ml chabpka 2 g 3axapo3a, koeto TpaOBa Ja ce uMa 1l
MALHEHTH ChC 3axapeH auader.




4.5, BzamumoaeiicTBHe ¢ APYrH JeKapcTBEeHH OPOAYKTH H APYTH opmH Ha
B3aHMONCHCTBUHE

ITorHImEeHO BHAMaHHE € HEOGXOAUMO IPH €AHOBPEMEHHO NIPHIIOKEHHE CBHC CIIC/IHATE
AEKapcTBEHY NPOAYKTH:
» HMHXWOHMTODH Ha KCAHTHHOKCH/Ia3aTA (AJIONYPHHON) HIIH YPHKO3YPHYHHE CPE/CTEA,
» THasHIHH JHYPETHLHM (XMAPOXJIOPTHA3H, XJIOPTATH/IOH, HHAATIAMHUA);
+ OpHMKOBH JHYpeTHIM (bypo3eMH/I, €TAKPHHOB2 KHCENHHA H Jp.).

[IpoxykTeT He Tpa6Ba Aa ce mpHIara €HOBPEMEHHO ¢ HMYHOCYTIDECHBHH CPECTBA MOPajH
BBL3MOXHH B3aHMOJCHCTBH Ha papMaKOKHHETHYHO HHBO, KOHTO MOTAT A NOBIHSIAT
TepaneBTHIHHA ehekT. Cnen npHKIOYBaHe Ha MMYHOCYTIDECHBHATA TEpallis € Bb3MOXKHO
npunoxenneTo Ha Mnosrn anenoben mumenpaton.

Wnosun anegolen AuMenpanos yeunba AcHCTRHETO Ha SHIOBYANH (a3HAOTAMIIMH /AZTY)
NpPH eHOBPEMEHHO NPHJIOKESHAE B pe3YNITaT Ha yBennueHo (opMapane Ha AZT HyKineoTuaH
BCNICICTBHE Ha NOBHINeHA OHOHANMHYHOCT HA AZT H NOBMIIEHA RETPEKIeThYHA
docopHNaiA B KPEBHETE MOHOILMTH.

4.6. BpemenHOCT, KbpMeHE H PepTHINTET

bpemenHoCT
JIancBar aaHHH OT KOHTPONHPAHH KIHHHYHH H3NUTBAHHA OTHOCHO edexTrTe Ha HHO3KHH

auenobeH JHMeNpaHon BbpXy OpeMeHHOCTTa H ()eTATHOTO pasBATHE NPH XOpa, IOpajiH
KOeTo IPOAYKTHT MOXKE Ja ce NIPHIIara o BpeMe Ha 6peMEHHOCTTa, EMHCTBEHO 10 JICKapCKo
Ha3Ha4YeHHE CNET MpeleHKa, 1e NOTeHIHAIHA MOI3a 3a MalfkaTa Ha/IBHIIABA €BEHTYaTHHA
PHCK 32 IUT0Za H HOBOPOJEHOTO.

KspMene
HBo3un auenobeH MuMenpaHos ¢e eKCKPETHPA ¢ MaliuMHOTO MIIAKO. JIEKapCTBOTO MOKE Jia

Ce IpUIIara No BPpeMe Ha KbpMeHE eZIHHCTBESHO I1O JIEKAPCKO Ha3HAUEHHE CHeM NPELCHKA, de
NOTEHIHAIHA I10)134 33 MafiKaTa HaJ[BHIIABA EBEHTYATHUA PHCK 33 KEpPMaueTo,

@QIQJIHTET

Hsama natHu oTHOCHO AciicTereTo Ha MHO3HH anenoben muMenparon BepXy depTHIHTETA
IIPH Xopa.

4.7. E¢exra BLpXY ciocobHOCTTa 32 mopHpase H paboTa ¢ MAIIHEH

AxumGa CHpOIl He NOBIHABA HIIH NMOBITHABA B NpeHeOpeKHAMa cTeneH cnocobHoCTTa 32
modupane 1 paboTa ¢ MallHHH.

4.8. Hexenann nexapﬁnenn peaxknua

EmaHcTReRaTa NOCTOANRO HAl/BOARAHA HEXKENaHA JIEKAPCTBeHa PeaKilys, CBbP3aka ¢
npHIoxkeHAeTO Ha MHo3uH ante100¢H MMeNpaHos NpH BE3PAcTHH H B IEXHATPHYHATA
TIONYNANHAA € IPEXOAHOTO NOBHINEHHE HA CTOMHOCTHTE Ha MHKOYHATA KUCETHH
ypuHata. O6HKHOBEHO Te3H CTOHHOCTH OCTAaBaT B pe)epeHTHHTE TPAHHITH H
HOPMATM3HPAT HAKOJIKO THH CNE/l IPeKpaTABaHe Ha JIeYCHHETO.

Cnennata TepMuHONIOrHS € OHJIa H3NOA3BaHA IPH KIacHHIMpaHeTo Ha H
PEaKIMH 110 OTHOIMEHHE Ha TAXHATA 4€CTOTa: MHOro dyectH (>1/10), gectu (>



regecTH (>1/1000 o <1/100), peaxn (>1/10000 go <1/1000), Maoro peaxu (<1/10000), c
HEU3BECTHA YECTOTA (MECTOTATa He MOXKe f1a OBb/ie onpefie/ieHa OT HANHYHUTE JaHHH).

MedDRA SOC/qecToTa Hexenana JEKAPCTBEHA PCAKIHA
CToMamBH0-YPEeBHH HAPYMeHHS
YectH Hoepsinade, ragene, AHCKOMPOPT B

obyacrra Ha CIIMIracTpHYMA

Heuectn Jlnapus, KOHCTHIIAAA

C HeH3BeCTHA YecTOTa Bonka B ropHaTta vacT kopeMHa 061acT
Hicnensanug

MHoro yecTu IToBAmIEHH CTORROCTH HA THKOYHATS

KHCEIMHA B KPHLBTA H YPHHATa

Yectn Ioeumenn cTofHOCTH Ha KpbLBHATA Yped,
TpaHCaMHHA3WTe H ankaiHaTa gocdarasa

Hapymenus Ha KOXKATA H HOJKOXKHATA

TBKAH
YectH O6puB, npypHTYC
C HEH3BECTHA YeCTOTA Eputem

HapymeHBs Ha HEpBHATA CHCTEMA

YecrH [naBobonue, BepTHrO
Hegectn CoMHONEeHTHOCT, HHCOMHHA
C HEeH3BeCTHA YecToTa 3amMasHOCT

HapymeHHS Ha MYCKY/JTHO-CKeJETHATA
CHCTEMA H CheAHHHUTEIHATA ThKAH

YecTtn Aptpairus
IlenxnvaH HApYmeHns

Hegectn HepeHocT

Hapymenns Ha 6n6penuTe M NHKOIHATE

ObTHINR

Heuectn [Homaypus

Hapymenns Ha AMYHHATA CHCTEMA

C HeHn3BecTHaA YeCTOTA AHruoezieM, CBpbXTyBCTBHTEIHOCT,
YPTHKApHA, aHapHAaKTHYHA peaKius

O0mu HapymieHHn H epeKTH Ha MACTOTO HA
npHIoKeHHE
YecTH YMopa, Hepa3noJoKeHHe

CrnofmaBaHe Ha IIOJIO3NPAHH HEXEIAHH PEaKIMH

CpobmaBaHeTo Ha FOAV3HPAHH HEXKeaHH PEAKHUH Clie]] pa3pelaBane 3a yrno
JeKapcTBEHMA NMPOAYKT € BaXkHO. ToBa MO3BOJIABA Ja PObIDKH HaOMOAEHH
CBHOTHOIIEHHETO NOJI3a/PHCK 33 JICKAPCTBEHHA NPOAYKT. OT METHIIMHCKHTE CIl
H3HCKBA J1a CLOOHIABAT BCsAKA MOA03HpaHa HeXeslaHa peakins Ipes:




Hanenuntenma arenus no nexapcrpara
ya. ,,Jdaman I'pyes” Ne 8

1303 Cojua

Ten.: + 359 2 8903417

yebcaiit: www.bda.bg

4.9. IIpenozmpane

Hsama cpo0uieHn cmydau Ha npesiosupare. [Ipy HeoOX0AHMOCT ¢e IIPAJara CHMITOMATHIHO
JIeYEHHE H MOIXOASIIH NOANBPKAIIH MEPKH.

5. ®APMAKOJIOTHYHM CBOHCTBA
5.1. dapmMakoAEHAMHYHH CBONHCTBA

PdapMaKkoTepaneBTHIHA IPyna: AHTHBHPYCHH CPE/ICTBA 3a CHCTEMHO IPHIIOXKEHHE;
JMpEXTHO elicTBAIN AHTHBUPYCHH CPEACTBA, JIpyrH aHTHBHPYCHH CpERCTBa
ATC xox: JOSAX05

MexanuinM Ha JeiicTBHE
HopmManusnpa HeocTaTb4HHA HIH HAPYIIEH KIETHYHO-MEAHHPAH HMYHHTET 4Ypes:
» npemu3BHKBaHe Ha Thi otroBop, KoiiTo oT cBoA CTpaHa HHULIMHPA Y3PABAHETO H
audepennupanero Ha T mum$onuTHTe;
+ OOTCHIMpPAHE HAa HHOYLMpAaHUTE THM(ONPOTHEPaTHBHH PEaKIMH B MHTOICH- HJTH
aHTHIeH-aKTHBHPAHHATE KJIETKH.

HHo3nH anenobed AUMENpPaHON MOAY/IHpPA THTOTOKCHYHOCTTA HA T TMMQpONHTHTE H Ha
€CTeCTBCHHTE KJICTKM-YOuiiIH, kakTo H ¢pyHkuunTe Ha CD8+ cynpecopuute ¥ CD4+
XeJINEepPHATE KIETKH.

IToprmasa 6pos Ha IgG H KOMINEMEHT-TIOBBPXHOCTHHTE MapKepH. Y BelHdaBa
npomu3eoacTBoTO Ha [L-1 ¥ moamomara nmpoxykuusara Ha IL-2, perynupaiiky Bb3X01A1I0
eKcrpecusTa Ha 1L-2 perienropa B yciioBHS un sumpo.

Yeenuuasa eHAOTeHHaTa ceKpenus Ha IFN-y u HamansBa un euso npoaykunnsaTa Ha IL-4. B
JONBIHCHHE NOTEHIHPA XEMOTaKCHea H darouutosara IpH HEYTPOHHITHTE, MOHOIIUTHTE H

Makpodarnre.

Y cTaHOBEHO €, Y€ UK 6U80 HHO3HNH aue,uoﬁeﬂ AAMENpaHOJI moanoMara MOTCHIHPAHETO HA
NOTHCHATHSA CHHTE3 H TpancnanuonHa cnocobHoct Ha #PHK Ha numdormrmrTe, Kato
€HOBPEMEHHO ¢ TOBA HHXHOMPpa cHHTe3a Ha BupycHata PHK nocpencreoM:
+ [POMAHA B HHO3HH-MEAMHPAHOTO BKIIOYBAHE HA OPOTOBATA KHCC/IAHHA B
noauprGO30MHTE;
« IOTHCKAaHE HA 3AIaBAHETO Ha NoJHaAcHUnoBaTa kacenuna KbM HPHK Ha Bupyca;
« MOJICKYJISpHa PeOpraHu3auud Ha TpaHCMeMOpaHHHTE NPOTEHHOBH KOMILIEK
aHr2KApaHM B IpeHACAHETo Ha CHrHana ypes cneunduyer T-KieThueH
JTHM{pONHTHHTE BETPEMEMOPAHHH IUIa3MEHH YaCTHIH, KATO YBEJIHYAB.
ILTETHOCTTA HM.




Huo3uH anenoben Aumenpanon uaxubupa pocdoanectepasara Ha HHKIAIHHS TYaHO3UH
3’,5’-mon0d0ocdhaT caMo BEB BHCOKH KOHIIEHTPALHH B uH 6umpe YCIOBHA H IIPH HHBA,
HEBKIIOYCHH B IPOSBHTE Ha HMYHODApMaKOJIOTHUHHTE €PEKTH UH 6UEO.

Dapmaxonornunn eGekTi

HHo3uR ane1o06eH AMMEnpaHon € CHHTETHYHO TYPHHOBO HPOH3BOIHO ¢ HMYHOMO Y IHPAIIH
H [IPOTHBOBHPYCHH CBOMCTBA, KOHTO BOAST JIO YCHIBaHEe HA HMYHHHS OTTOBOP HA OPraHH3Ma.

5.2. (MapMakoxKHHETHIHH CBoiicTBA

Ab6copbuns
Cnen nepopanro npanoxerue Huo3un anenoben mumenpanon ce abcopbrpa 65p30 B IBIHO

(290%).

Pa3 eICHHE

IlpemMuAaBa B 3HayHTENEH Opoii TelleCHH THKaHH, KaTO Hali-roJIEMH KOJIHYECTBa Ha Oelid3aH
Muo3un anenoben AuMenpanol ce ycTanoBaBa B GrOpeimTe, 6ena 1 yepHns 1pod, CHPIETO,
Jianaka, TECTHCHTe, IIAaHKpeaca, MO3bKA H CKeJIeTHATa MyCKyJIarypa.

BuoTpanchopmanus

Cnen mpHem Ha AHEBHA [103a OT | g mpH Y0BEKa ca YCTaHOBEHH CCIHHTE MeTabommTH N,N-
auMeTHramuHo-2-nponanon (DIP) u p-ameramuaoGenzoena kucemHa (PACBA), karo
TEXHHTE IUIa3MEHH HEBa ca 6HmM 3,7 meg/ml na 2™ gac cnex npaema u 9,4 meg/ml Ha 17
4ac cliell NpHeMa, CHOTBETHO.

JlaHHHTE OT KIMHAYHH M3NHUTBAHHA NpPH XOpa MMOKA3BAT, 4Y¢ MAKCHMANHOTO IIOBHINCHHE HA
TUIa3MEHUTE KOHOCHTPAOHM Ha NHMKOYHATa KHMCEHHA, KAaTO MapKep 3a BHECEHOTO B
OpraHHM3Ma KOIMYECTBO HHO3HH HE MOKa3Ba JIMHEEH XapakTep H B PaMKMTE Ha 3 waca crien
npuema Bapupa B rpasumuTe + 10%.

ITpu yoreka ocHoBeH MeTabomuT Ha DIP € N-okcua, a Ha PAcBA — o-aliairmoKypoHHA.

Ennmunupane
Cnen mpueM Ha Ao3a oT 4 g B steady-state ycnoeus, 24-qacoBata €KCKpenss ¢ YPHHATA Ha

PAcBA u HeifHHAT 0CHOBeH MeTabonuT foctura 85%.

95% oT ycTaHOBEHATA pafMOAKTHBHOCT B YPHHATA, Ab/kama ce Ha DIP ce peammsnpa ot
HeMetabom3upanna DIP u verosus N-oKkcH]I.

Bpemero Ha nomyx#uBoT Ha DIP ¢ 3,5 4., a 3a PAcBA — 50 min.
5.3. Ilpeax/IHHAYHH JAHHH 32 G€30MACHOCT

B n3cnenBaHHA BBPXY KXHBOTHH € YCTAHOBEHO, Ye CTOMHOCTHTE Ha Cpe/iHaTa JETAHA 1032
{LDsy) HaaBHINABaT MAKCHMAHATA TEPaneBTHYHA A03a IIPH Xopa cpefHo 50 mbTH.

Hsma naHHM 3a MyTareHHa akTHBHOCT H KaHIIEpOTe€HEH OTCHIHAL.

edexTr BEPXY deprininTera, GpeMEHHOCTTA B PaKIaHETO.




6. ©OAPMAUEBTHYHH JAHHH

6.1. CnoHchbk Ha NOMOIHETE BEMECTBA

3axaposa

I'manepon

Mertun napaxuwapoxcubenzoat

Hatpues nurpar

3axaprH HarpHi

ApoMat Ha MannHa (cMec Ha HATYpATHH APOMATHH BEILIECTBA H III0K03a)
IIpeunctena Boga

6.2. HechbBMECTHMOCTH

He ca u3pectnu.

6.3. Cpok Ba rogmoct

2 roMHH,

6.4. Cnenna/JHH yCI0BHA HA ChXPaHEHHE

Ha ce chXpaHaBa B OpHTHHAIHATA ONMAKOBKA NIPH TeMTepaTypa nox 25 °C.
Cpok Ha rogHoCT ciel IBPBOTO OTBapsHe Ha OyTHIKaTa — 6 Mecella IIpH TEMITEPATypa 01
25°C.

6.5. Buam chALpXAHHE HA ONAKOBKATA

120 ml cHpon B TEBMAH CTHKJIECHH GYTHIKH.
Enna 6yTunka B onakoBKa ¢ MEpHTENHA JThKHYKA ¢ Aenennd 1,25 ml, 2,5 ml u 5 ml.

6.6. CnenmaJHH NpeaNa3AH MepKH NPH H3XBLPJIAHE H paboTa
Hsma cnemuaiiy H3HCKBAHAS.
7. TIPATEXATEJI HA PAJZPEHIEHHUETO 3A YIIOTPEBA

Amndapm EAJ]

6yn. “CumeonoBcko moce” Ne 130
1700 Codus

brarapus

8. HOMEP HA PAZPEIIEHHUETO 3A YIIOTPEBA
Per. No

9. JBATA HA ITBPBO PA3PEIMABAHE/MIOAHOBABAHE HA PA3PE
3A YIIOTPEBA
JlaTa Ha IBPRO pa3pelnaBaHe:

10. JATA HA AKTYAJIN3NPAHE HA TEKCTA
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