KPATKA XAPAKTEPUCTHKA HA HPOAYKTA

WS AHUTENHA ATEHUUA IO HEKAPLTBATA |
1. HA JEKAPCTBEHHA DPOM KparmKa XapaKmapucmLiKa ta hpogyxma - MpunoxeHue 1
202L0 3L 3_
Huosm Penodapm 100 mg/ml cupon Kbl PE2. N0 ocverssres ST FTE :
osieFenep 100 me/ml syrup Paspewenue Ne 5. ot s n N 7J ........................... !
N , 18010 |
2. KAYECTBEH H KOMXMYECTBEH CHCTAB OGOOPEHIE N ovevseemnsssrrssmmrsscslasnesssrn

1 ml cupon chasprka 100 mg MHO3MH anenobeH guMenpanon (inosine acedoben dimepranol).
5 ml cupon ¢ceEbpxkaT 500 mg uHo3u anenoben guMenpadon (inosine acedoben dimepranol)

TlomolnHA BemecTsa ¢ H3BECTHO nelicTane: MeTHINapaxHuapokcubensoat 1,5 mg/ml, 3axaposa 400
mg/ml

3a MeIHKA CIIACHK HA NIOMOLHUTE BEIECTBA, BHXTE Touka 6.1.

3. JEKAPCTBEHA ©®OPMA

Cupon

BucTpa, nouryn Ge3uBeTHA TEYHOCT ¢ ApPOMAT HA MAJTHHA.

4, K/IHHAYHHU JAHHH
4.1. TepaneBTHYHE NOKAIAHWS
Huo3un QerodapM cHpOT e nOKas3aH MpH Aela HaA | rogMHa, BE3PACTHH M JIHUA B crapyecka

BB3PACT, KATO MMYHOMOZYJIATOP NIPH IIOTHCHAT JWIH YBPEACH KICTBHYCH HMYHHTET AIH 34 ICYEHHE Ha
EHPYCHH HH(PEKIIHH KaTo:

. IPHIT H BUPYCHH HHGEKIMH Ha JHXATETHATE THTHILG;

. XEPIIEC CHMILIEKC H XepIec 30CTep HHPEKIHMH;

. BHPYCHH XETIATHTH;

. KOJKHO JIHTABUYHM, BYTBOBATMHAIHY {CyOKIMHHYHA W33Ba) HIIH C€HAOLIEPBHKATHO-CBBDP3aHH ¢
HOBEIIKH NAfIIOMa BUPYC HHGEeKLMM,

. B KOMIUIEKCHATa TepalliA Ha reHHTATHH OpanaBHii { KOHAHIOMaTa aKyMHHATa) KaTo
AOITBJIHEHKE KbM KOHBEHIIHOHAIHHTE JIOKAUTHH WIH XHPYPTHIHH IPOLICAYPH;

. underxiposnn 3abonasanns (pyGeona, Bapuuesna, MopOwIH, 3ayHIKa);

IMTOMEraJIOBHPYCHA HHAEKLMA,
HHPEKIMO3Ha MOHOHYKITSO3];

adTO3eH CTOMATHT;

MOAOCTEP CKNAEPO3UPAIN MAHEHUES(aTHT.

4.2. [lo3npoBKa H HAIMH HA OPAIOKEHHE

O3HPOBKA
JueBnaTa no3a ce ompeliens B 33aBHCHMMOCT OT YHCTOTO TenecHO Terno (6es MacTh
NAUMEHTA H TEXECTTa Ha 3a00/1MBaHeTO M ce IPHEMA B HAKOIKO PABHOMEDHH npneua,/

Bv3pacmuu u nuya 6 cmapuecka ev3pacm s LA\
ITpenoppunTennara nHeBRa H03a ¢ 50 mg/kg T.1. (0,5 mi 3a 1 kg Temecuo mrno}, ;Ipﬂe'i"a anmm'o
(3 - 4) paBHOMEPHH NpHEMA. : P
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Heduampuuna nonyrayus

Hena san 1 roguna - oGuvaiiHara nuesna no3a e 50 mg/kg T.71. (0,5 ml 3a 1 kg TenecHo Terno), npuera
B HAKOJIKO (3 — 4) paBHOMEpHH (pHEMa.

O6uvaiinara AHeBHA 1034 ce pasnpenesii B 3-4 paBHOMEPHH npHeMa B YacobeTe Ha GymyBane, karo
NPHIATAHHTE JO3H ca KaKTO CIICBaA;

Teaecno Terno __Ho3npoBka
10-14kg 3x25ml
15-20kg 3x25-3,75ml
21 -30kg 3x375-5ml
31-40 kg 3x5-75ml
41 — 50 kg 3x7,5-8,75ml

[IpoaBIKUTENTHOCT HA JICYEHHETO
Ocmpu 3a60186aRUA

O6yvaiinaTa NpOXLIDKMTEIHOCT Ha Nevenrero € 5 -14 gum. To Tpabea na mpombmxu 1 — 2 nuu cren
OT3ByvYaBaHe Ha KIMHHYHATA CHMIITOMATUKA WIH NO-ABJr0 COpeA NPEICHKATa Ha JeKaps.

Bupycru 3aborseanin c npompaxupano npomusane
Jledemstero Tpabea Aa MpoRWLKH | — 2 cemmuuy cnel OT3BYuaBAHE HA KIMHHYHATA CUMITTOMAaTHKA
M/ fIO-IBATO B 38BHCHMOCT OT NPENEHKATA HA JICKapa.

Pexypenmnu 3abonasanus
e Havamsa ¢aza — HeoOxoguMo ¢ Ja ce chegsar NpPENOPBKHTE, OTHACAINH CE€ KbM
NPOTBBKATEIHOCTTA HA JIEMCHHE TIPH OCTPH 3ab0oNsIBAHIA.

¢ [logaepxamo nedeHue — quesHaTa Jo3a Moxke aa Opne Hamanena ao 500 — 1000 mg.

e [Ipu nosea Ha Ha4ANHM NPU3HALA HA PELHAHB JICUCHHETO 3RMI0TRA ¢ MPENOPEYBAHATa JHCBHA
A03a MHpH ocTpH 3200NgBaHMg, KOSTO € HeobXomumo na ce mpwiara 1 — 2 gHH chen
OT3BYYABAHE HAa KIMHMUYHWTE nipossH. IIpH HyXIa KypChT Ha JCUEHHE CE MOBTAPA HAKONKO
IIBTH B CHOTBETCTBHE C OLIEHKATA HA KIIMHHYHOTO CHCTOAHHE H npenop‘sxme HA JIeKapi.

Xporuanu 3a60iR6aHUA
IIpenoprusanara nHekHa 1o3a e 50 mg/kg T.7., KOATO CE MPHIIATa KAKTO CleBa:
TIpoTHuane Ba 3200NEBAHETO IIpoaABEKETEIHOCT HA IpoxbkATEIHOCT HA
npHeMa DPEeKbLCBAHETO
ACHMITTOMATHYHO 30 mm 60 mm
Jleko H3paszeHH KIHHHTHH CHMITTOMHE 60 mm 30 iz
TexKo H3pA3eHN KIKHAYHH CUMITOMH 90 nun 30 nam

Taam cxema Ha nedeHue Moxe a ObAe rnoeTOpeHa fMpH HEOOXONMMOCT, KAaTO MAIMEHTHT TpAGBA fia
OBble IpoCHeNABAH CBIMACHO YKA3AHUATA 38 peKypPeHTHH 3a60/ABaAHHA.

CroelHaiHg NoOKA3aHHA
Konounomama axymunama wint eHOOYepSUKAIHO-CEbP3aHN URDeXYUN ¢ YOBEMKL NANUIOMA 6UpyC
(HPY) ‘
IIponykTEY ce mpuiara B AHEBHA /1034 3 g B UPORBIKEHHE Ha 14 — 28 nHm, caMOCTOATENHO HIH B
KOMIUICKCH2 TEpPannd ¢ kOHBEeHIHOHAIHNWTE JOKAITHH WIH XHPYPrHYHA NPOLENYPH, B ChOTBETCTBHE
CBC CIIe/THATA BPEMEBA CXEMA!
¢  Hucko-puckoen nauyeHTH (MMYHOKOMIIETEHTHH JIHILA WM NAIMEHTH C HUCHK P
PeLMIKE) — IPOAYKTHT Ce Nprilara B NpoALDKeHne Ha 14 — 28 auu, koero o6y

CpelCTRA,
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¢ Brcoko-pHCKOBH MalMeHTH* (IMa ¢ HMYHEH ASHLMT WIHM NAUKEHTH ¢ BHCOK pPHCK 3a
pelMAMB) — IPOIYKTHT CE NIPHAATA 5 IHH CEIMHYHO, B 2 NOCNEAOBATEHH CCAMHLH HA Mecerl,
B MPOARIDKEHHE HA 3 Mecela, KOeTo OOMKHOBEHO BOAM AO MAKCHMAIHO ChOTHOLICHHE
H3YMCTBAHE/PELMIHB HA JIEIHKTE IO Kpas Ha 3™ Mecell OT TeUCHHETO.

TocoyeHaTa TepaneBTHUHA cXeMa NpH HeobxoguMocT Moxke 13 Onie MOBTapsHA, a NPOCHEAABAHETO
Ha NIAIHEHTA C¢ H3BBPIIES B CHOTBEYCTBHE ¢ IPENOPHKHTE, TIOCOYEHH TIPH PEKYPEHTHH 3a00/1aBaHuA.

* [IpodwinnTe Ha MALMEHTHTE ¢ BUCOK PUCK FIIH LIEPBUKAIIHA AMCIUIA3HA MM C TEHHTAIHH Opajasuuy
BKJIIOYRA!
*  HMYHOACTIPECHN ABJLKALNA Ce Ha:
- aHaMHE3a 33 XPOHHYHH WK PEKYPEHTHH HIIH APYTH CEKCYATHO-NpenaBalH GonecTy;
- MPOTHBOPAKOBA XHMHOTEPAITHS;
- eKefIHEBHa 3n0ynoTpeba ¢ ankoxon;
« IlpomnpkuTensa (Mosede o1 2 roquHK) ynoTpeda Ha NEPOPATHH KOHTPALCTITHBH,
» KoHunenTpaums Ha donar (con/ectep ua ponpena Kucenmna) B epurponuTare < 660 nmol/l;
=  HexoHTponupaH 3axapen muaber;
= TIpogb/DKHTENHO TIOTIOHOMYWIEHE;
*  ATOIHS;
*  YecTn BarMHANHH CEKCYAMHK KOHTAKTH (= 2 — 6 CeAMMHIHG) HIH aHANCH CEKCYAICH KOHTAKT;
»  MuorobGpoiiHu cexcyanHy napTHLOPH HIH HPOMAHA Ha NIOCTOSHEH TIADPTHBLOP;
» T'enurannn Gpanapnny B NpoABDKEHHE HA > 2 TOAWHH WAH > 3 HEYCHCIUHM JICYCHHH, TIO
AHAMHECTHYHH JaHHM;
*  OTCcECTBHE HA aHAMHECTHYHH JaHHH 33 OpagaBHLM NO KOXKATa B ASTCTBOTO.

Cybaxymen cxreposupay nanenyeganum (SSPE)
JnesHara mosa e 100 mg/kg T.T., KaTO MakCHMAaJIHaTa AHEBHA X034 He Tp26Ba Aa npesHzasa 3 - 4 g.

IpoxyxreT TpabBa Aa ce NpHiara NPOTWDKMTENHO NPH PEryMpHO NMPOCIEAABAHE HA KIMHHYHOTO
CHCTOAHHE H OlIEHKA Ha HeOoDXOAHMOCTTA OT yAB/KABAHE HA JICUYEHHUETO,

HauwH Ba npiiioxkeHue
To3u nekapcTReH NPOAYKT € NPeAHAZHAMCH 32 NPHI0KEHHE Nped yoraTa.

Huesnata 1032 € HeoGxonuMo Aa Gpae paznpenencHa paBHOMEPHO, B paMKHTE Ha 3 — 4 RpHeMa, KaTo
C¢ MpHEMA B YaCOBETE Ha OOABPCTBARE.

4.3. TXiporuponokazanng

. CBpEXYYBCTBHTENHOCT KbM HHO3HH aleofeH IMMENPAHON HIH KBM HAKOE OT MOMOUIHHTE
BelllecTRa, H3bpoeHu B 1. 6.1.;

. Monarpa B ocTpa gopma;

. TloBrmienH cTONMBOCTH Ha MMKOYHATA KHCEIHHA B KPHBTA.

4.4, Coenpajpy npenynpexNeHHs H NPeANA3HE MePKH OpH yuoTpeda

B xona Ha neveHneTO ¢ BE3MOXKHO NPEXOIHO NMOBHICHHS HA H3XOAHHMTE HHBA HA MMKOYHATA
KHCEJIMHA B KPBBTa B YPHHATA, KOMTO 00M4aiiHo ocTaBaT B pedepeHTHH rpasuiy. Toea nopuiseHne
Ce OTHacA 0cobeHo 3a MEXKETE M 3aCTAPABAINATA NOMYNALMA OT JBATA [ONA H CC AB/LKH Ha
KaTaObonHHA METa0ONHIEM TIPH HOBEKA Ha HHOHHOBHA KOMIIOHEHT [0 MHKOYHA KHCCIIHHA.
TloBriieHHETO HA HHBATA Ha MHKOYHATA KHCEJTHHA HE € CBBP3aHD ¢ IEKAPCTRO-CRBP3aHA HHAYKIMS Ha
AKTHBHOCTTA Ha EH3MMHTE WIH B €IHMBHALIMOHHATA PyHKUMA Ha Ox0perwre. Iipensua To

HapymieHHA Ha OnOpeunara dyHKIWSA, IPA PeZOBHO MOHMTOPHPAHE HA CTOHHOC
KHCEIIHHA.
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B xo071a Ha neueHHeTo He MoK A2 Obe MIKMIOYEHA NMOARA HAa OCTPH peakuyu Ha
CBPHLXYYBCTBHTEJIHOCT KATO YPTHKAPHAS, AHTHOSAEM, aHa(HIaKCHA, KOETO HIHCKBA HezabaBHO

HpexpaTABaHe IPHeMa Ha TIPONYKTA.

TIpOMBIKHTETHOTO NEYCHHE MOXE /13 AoBee ae HedponuTHasa.

B x0/1a Ha NPOABLKHTENHO NIeYeHHe € HeoOXOAMMO PETYIISPHO NIPOCICAIBAHE Ha CTOHHOCTUTE HA
NKEKOYHATA KHCE/IHHA B KPBBTA H/WIH YPHHATA, KPhBHATA KAPTHHA H Ha MOKA3ATC/MTE Ha
veprofpobHaTa 1 6r6peuna bynkims,

TOTOBHAT AEKAPCTBEH NPOAYKT ChXbPKE METHINAPaXHAPOKCHOEH30aT, KOHTO MOKe Na NPHIHHH
ATIEpryYHH peaxiMy {BB3MOXKHO € 1a ca oT 3a0aBeH THIT).

To3u nexapeTBeH NPOAYKT CHABPKA 3axapo3a. IlanuenTy ¢ peJIkH Raclie ICTBCHH NpoGneMy Ha
HETIOHOCHMOCT KBM PYKTO33, MNIOK030-TAMAKTO3Ha MaabcopSIMa WiH CYKPa30-H30MAITa3Ha
HEI0CTAaTHYHOCT He TPS6Ba Na IpHeMaT TOBA J1eKAPCTBO.

Enna emuauaHa 103a o7 5 ml cnaspika 2 g 3axapo3a, KoeTo TpAOBa na ce HMa NpeABHA [PH DALMSHTH
CBC 3aXapeH Jnaber.

4.5. BaammopeiicTBHe ¢ APYrE JIeKapCTBeHB HPOAYKTH H APYTd (OPME HA BIaHEMONcHCTBHE

Hosameno BHMManne ¢ Heo6XOAMMO NPH ETHOBPEMEHHO TIPHIOHKESHHE ChC CNEHHHTE JIEKAPCTBEHH
MPOIMYKTH:

+ HHXHOHTOpH Ha XCaHTHHOKCHAa3aTa (&TOIYPHHON) KN YPUKOIYPHYHH CPENICTBA,

e THA3HIHH JHYPETHIMH (XMIAPOXNIOPTHAZH], XIOPTANHAOH, HHAANAMHKA);

«  OpumKkoBH IHypeTHiM (PypoleMua, eTakpHHOBA KHCEIHHA H JIP.).

IpoxyxTsT He TpA6Ba Aa ce MpHAAra ¢AHOBPEMEHHO ¢ HMYHOCYTIPECHBHH cPEACTBA NOPAIM
BL3MOXHM B3aHMOAEHCTBHA Ha (PAPMAKOKMHETHIHO HUBO, KOHTO MOTAT A NOBTHAST TEPANCRTHYHUSA
edexr. CrieA NPUKITIOYBAaHE HA HMYHOCYTIPECHBHATA TEPAITHA ¢ BH3MOAKHO NpHiIoxkeHHeTo Ha HHO3uH
aneaoben quMeNpaHOI.

Huosun anenoben JHMenpaHosl YCHIBA JEHCTBHETO Ha 3HAOBYMH (a3Ma0THMHANH /AZT/) nipn
€HOBPEMEHHO TIPHAOKEHHE B PE3YIITaT Ha yeenudeno topmupane Ha AZT HyKACOTHAH BCICACTBHE
Ha nosyInesa 6uonamwyHocT Ha AZT ¥ noBMIIeHa BETpeKneThYHA (ocdopunala B KPEBHHTE
MOHOLMTH,

4.6. bpemenHocT, KbpMene u PePTRIATET

BpemennoeT ,
JlHnicBar AaHHH OT KOHTPOJHPAHH KIHHHYHH H3NHTEaHHA OTHOCHO edexTHTe Ha MHO3MH auenoben

JMMETIPaHON BEPXY OpeMeHHOCTTa M (eTanHOTO pasBUTHE IPH XOPa, NOPAIH KOETO MPOAYKTET MOXKE
Aa c¢ TMpHIAra 1o Bpeme Ha OpeMeHHOCTTa, ¢AHHCTBEHO 10 IeKapCKO HASHAYCHHE CIIEA NPENCHKa, Ye
NMOTEHIMANHA 107133 33 MakKaTa HaJBMINABa €BCHTYANHNUS PHCK 33 IUIOJa i HOBOPOAEHOTO.

Krpmene
HHo3un auenoben [MMenpaHoN ce eKCKpeTHpa ¢ MaifaMHOTO MiAKo. JleKapcTBOTO MOXKE na ce

npuiiara 1o BpeMe Ha KbpMCHe CAHHCTECHO O JICKApCKO HAZHAYCHHE CHEH MPEUEHKS, qe
NMOTEeHIMATHA OA3a 3a MalikaTa HaABHINABA €BCHTYANHHA PHCK 3a KbpMAUCTO.

deprunuTeT
Hiama paHum 0THOCHO felicTBHeTO Ha MHO3MH anemobes THMEnpaHost BEpXY heprun

4.7, EdexTH BLpXY cnocobHocTTa 32 modHpane H padora ¢ MAIRHHE r’ _ G

Huo3un Genodapm cHpon He NOBMMABA WIH MOBIHABA B peHeOpeKHMA CTENCH cno qg-}_
A
modHpaHe ¥ paGoTa ¢ MalIWHH.

|

S 4“‘;"

Nl g
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4.8. Hexenans NeKAPCTBeHH PEAKUHE

EnpHCTBEHATA IOCTOAHHO HAO/NOABAHA HeXKeNaHa JIeKaPCTBeHA Peakiys, CBhP3aHa ¢ NPHIOKEHHETO
Ha MHOo3MH anenoGeH AMMENpaHoN MPH RE3PACTH M B NEAKATPHYHATA NOIYNALMS € MPEX0IHOTO
NOBHIBCHHE Ha CTOHHOCTHTE HA IMTHKOMHATA KHCEIMHA B KPBBTA W ypHHaTa. OOMKHOBEHO TE3H
CTOHHOCTH OcTaBaT B peepeHTHHTE rPaHNLIM M Ce HOPMATH3HPAT HAKOJIKO JTHH CJIE], IPEKPATABAHE
Ha IEYEHHETO.

Crneanara TepMUHONOTHA € GHna H3NOM3BaHA NPH KIACUGHIIMPaHeTO HA HEXETAHHTE PeakLiH 10
OTHOIICHHE HA TAXHATA YeCTOTA: MHOTO 4ecTH (>1/10), wectn (>>1/100 no <1/10), nevectn (>1/1000
no <1/100), pemxn (>1/10000 no <1/1000), Muoro pemku (<1/10000), c HewsBeCTHA HeCTOTA
{decToTara He Moke Aa ObJe ONpeneNeHa OT HATMYHMTE JAHHH).

MedDRA SOC/qecToTa Hexenana JeKAPCTBCHA PEAKNHS

CroMamno-1peBan Rapymenns

Yectn [lospwmane, ranene, auckomdopt B oGnactTa
HAa CTMTacTpHyMa

Heuectn Juapus, KOHCTHNAAA

C BeH3pecTHA HecToTa boJika B ropHAaTa 4acT Ba KopemHa obnacT

HMscieapanns

Muoro sectn [loBHineHH CTOHHOCTH HA MHKOYHATA KHCEITHHA

B KPBBTA H yPHHATA

Yecrn [loBMInEHH CTOHHOCTH HAa KPBBHATA yped,
TpaHCAMHHA3HTE H aNkalHaTa GiocdaTasa

HapymeHHS H2 KOKATA H HOAKOKHATA THKAY

Yectn
O6pus, npypuryc
C HeH3BECTHA YECTOTR
EpureM
Hapymiennna B2 HepBHATA CHCTEMA
YecT I'napoGonne, BepTHIO
Heuecrn CoOMHONIEHTHOCT, HHCOMHLIA
C Heu3BecTHa YecToTa 3amagHocT
Hapymenusa Ha MyCKYJIHO-CKEJICTHATA CHCTEMA
H CheAMHHTETHATA THKAH
Yectns ApTtpanrns
TlcHxpann HAPYmEHHA
Hegecrn HepeHoct
Hapyirenus aa Go6pennre # nAKOYAATE
WhTHIRA
Hevectn Tlonwypus
Hapymienss ga HMyaHATS CHCTEMA
C Hem3BeCTHa YECTOTA AHIHOEMIEM, CBPBXIYBCTRHTEIIHOCT, YPTHKAPHA,
aHadHIaKTHIHE peaKiind P
Ob6mB sEapymenns 1 ePeKTH HA MACTOTO HA P@-\UMH o .
NpRJIOKeHHE & <<:t';zn
YecTr VMOpa, HepasnoloKeHHe [/ £Y )/ u: SR CARSRY
Waf S VS

it
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Cro6mapane Ha ONO3INPAHN HEKETIAHY PEAKITHH

Cro6ImapaneTo Ha IOJO3HPAHN HEXXE/IAHH PEAKLMH Cle/l pa3pemaBaHe 3a yoTpeba Ha MeKapCTBeHus
NPOAYKT € BaxkHO. Topa No3poNABa Ia IPOMBIDKH HabMOISHHETO HA CHOTHOLISHMETO MTON3a/PHCK 32
JeKapCcTBeHUA NPOAYKT. OT MEAHIMHCKHTE CICUMATHCTH CE H3UCKBA [1a ChO0ImABAT BCAKA
MogO3MpaHa HEXKENAHa PeaKiHy Ypes U3nmpIHHUTEIHA areHIp 110 JekapeTearta, yi. . JlamaH [pyep* Ne
8, 1303 Codmua, Tem.: + 359 2 8903417, yebeaiit: www.bda.bg

49, Ilpenosmpane

Hsma cpobenn cnyuan ua npexosnpane. [py HeoGXOXMMOCT ¢ NPUNATa CUMITIOMATHMHO JICIeHHE
H NOAXONAIIH NOJUTBPKAIIH MEPKH.

5. ®APMAKOJOI'HYHH CBOMCTBA
5.1. PapmMakoAHHAMHYHH CBOHCTBS

DapMakoTepaneBTHIHA TPYNa: AHTHBHPYCHH CPEACTRA 38 CHCTEMHO NPHIOKeHue; JIHpeKTHO
feHcTBAIM AHTUBKPYCHM CPEACTRA, JIPyTH aNTHBHpYCHN CPeCTBa
ATC xon: JOSA X05

Mexaun3sm Ha AeiicTHE
HopManuzipa HeROCTATHYHEA WIH HApyWeH KIETEYHO-MEAHHPaH HMYHHTET upes:

» npeaussukeaxe Ha Thl otroBop, kOHTO OT CBOA CTpaHa HHHLMHpA Y3PABAHETO H
nutepeHurpaneTo Ha T muMbouuTHTE

+ TOTEHOHMpaHe Ha MHIYUHpaHHTE AuMbonpoaHdiepaTHEHH PeaKIHH B MHTOT€H- HJIH aHTHTeH-
AKTHBHPAHHTE KIJIETKH

Huo3uH anieiofeH NHMENPaHOT MOAYMpPa UMTOTOKCHIHOCTTa Ha T THMQOLIMTHTE H Ha eCTECTBEHHTE
KineTkH-y6niilm, kakTo H dynkupmnre Ha CD8+ cynpecopure u CD4+ xeanepunTe KneTky.

ITopuimara 6poa Ha IgG H KOMILICMEHT-NOBBPXHOCTHATE MapKepH. Y BEJIHIABA IPOH3BOACTBOTO HA
IL-1 wu noanomara npoaykiuaTa Ha [L-2, perymupaiiku Bp3xoAsmo excripecusTa Ha I -2 penenrropa
B YCJIOBUA UH 8UMPO. .

VBenuuasa eHoreHHara cexpeuys Ha IFN-y U HaManaBa ux eueo npoaykuyata na IL-4. B
AOITHIHCHHE TIOTEHIPA XEMOTAKCHCA U $arouuTosara NpH HeyTPOGHIHTE, MOHOLIHTHTE H

Makpodarure.

YeTaHOBEHO €, Ue UK 6u80 WHO3MH anefo0eH TMMENPAHON NOANIOMAra NOTCHITMPAHETO HA NOTHCHATHS
CHHTE3 H TpaHcnauHoHHa cniocobroct Ha HPHK Ha TAMAOIHTHTE, KATO ¢AHOBPEMEHHO C TORA
uHxubupa cHHTe3a Ha BupycHara PHK nocpencreom:
« NPOMSHA B HHO3HH-MEAHMPAHOTO BIIIOYBAHE HA OPOTOBATA KHCENIHHA B NOMMpHO030MHTe;
« MOTHCKAHE Ha 3aJIaBAHETO Ha NONHaleHWwIoBaTa KucenuHa kbM HPHK Ha BHpyca;
s MOJIEKYISPHA PEOPTaHM3ALMA HA TPaHCMeMGpPaHHHTE IPOTEHMHOBH KOMIICKCH, aHTKHPAHH B
TIPEHACAHETO Ha CHIHAA Ype3 crieHuieH T-KIeTEIeH pelenTop B TAM(pOIHTHHTE
BETpeMeMOPaHHH T1a3MEHH YACTHIH, KATC YBEIHYaBa TPUKPATHO IUTBTHOCTTA UM.

Hrnosnn anenoben numenpaton unxuGupa ¢ochoanectepasara Ha WHITHYHHA TyaHO3HH 3°,5°-
MoHodochaT caMo BEB BHCOKH KOHLGHTPALMK B ¥H 6UMpO YCIOBHS ¥ TIPH HWBA, HEBKITIOUEHN B
NpOsABMTE HA HMYHO(PAPMAKOIOTHYHATE eEKTH uH sua0.

DapMaKOIOTHYHH e(eKTH
Hno3uH auenoben AUMENpaHoOil € CHHTETHYHO IMypPHHOBO NPOH3BOAHO ¢ HMYHOMOIY/IHPAIIH H
TIPOTHEOBHPYCHH CBOHCTBA, KOMTO BOAAT N0 YCHIBaHe HA MMyHHHS OTTOBOP Ha OpFaHH3Ma.
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5.2. PDapMAKOKHHETHYHH CBOHcTBA

Abcopbuns
Cnen nepopanno npunoxerne Haosus anenoben aumenpanon ce abcopbupa 6bp3o o o (290%).

Pas eIeHHE

IlpemMunasa B 3pauATencH Opoii TenecHr TEKAHK, KATO Hal-TOjeME KOMHYECTBA Ha Oenmsan Huosun
anenoben TUMENpPaHosI ce YCTaHOBABA B Gu0penTe, GenHg H yepHHa Apob, ChpIIETo, Aalaka,
TECTHCHTE, AHKPeaca, MO3bKa H CKEJIETHATA MYCKYJATypa.

Buotpancpopmaung

Cnen npuem Ha JHeBHa Jo03a OT 1 g NpH uOBeka ca YCTAHOBEHH cnedHHTe MeTabonuTH N,N-
nuMeTHnaMHuHo-2-niportadon (DIP) M p-aueramuaobensoeHa kucenuHa (PACBA), kaTo TexHuTe
nnasMeHy Huea ca 6unH 3,7 meg/ml na 277" vac cnen miprema u 9,4 meg/ml Ha 1" vac cnea npuema,
CHOTBETHO.

HanHuTe OT KJIMHMYHM H3NUTBAHMA [PH XOp2 MOKA3BAT, Y€ MAKCHMAIHOTO HOBHIICHWE Ha
[UTA3MEHHTE KOHLIEHTPAIMH Ha NHKOYHATA KHCENHHA, KATO Mapkep 3a BHECEHOTO B OpraHH3Ma
KOJTHYECTBO MHO3HH HE IOKa3Ba JIMHEEH XapaKrep W B paMKHTe Ha 3 daca ciefl NpHeMa BapHpa B
rpassnmTe + 10%.

Ilpu goBeka ocHOBeH MeTabonut Ha DIP e N-okcua, a Ha PAcBA — o-auunrimoxypoHH,.

Enpmunupane
Cnen nmpueM Ha 103a ot 4 g B steady-state yonosud, 24-4acoBara eKCKpeLMsa ¢ ypuHata Ha PACBA u
HelHMAT ocHOBeH Metabonut nocrura 85%.

95% ot ycTaHOBEHATA PaliOaKTHBHOCT B YPHHATA, Awikama ce Ha DIP ce peannsdpa or
HeMera6omusupauns DIP u Heroeua N-okcHa,

BpemeTo na nonyxusort wa DIP € 3,5 u., a 3a PAcBA - 50 min.
5.3, IIpenxsmHEEYHEA J2AHH 32 Ge30macHOCT

B u3cnensanua BBpXy HHBOTHH € YCTAHOBEHO, Y€ CTOMHOCTHTE Ha cpeaHaTa netanHa go3a (LDso)
HAIBHINABAT MAKCHMAIHATA TEPALIEBTHYHA 1034 NPk Xxopa cpedHo 50 IThTH.

Hama nanHe 3a MyTareHHa akTHBHOCT M KAHLIEPOr€HEH IIOTEHLMAJ.

He e ycTaHOBeHO TepaToreHHO H eMOPHOTOKCHUHO ASHCTRHE, KAKTO H HeONAaronpHATHH eeKTH
BBpXY epTHIHTETa, GPEMEHHOCTTA H PAXKJAHETO.

6. @®APMAIEBTHYHH JAHHHU
6.1. CoEcbk B2 TOMOMIENRTE BCMECTBA

3axaposa

imutepon

MernnmapaxaapokcHbeHzoaT

Hatpuer umrpar

3axapux HaTpuii

Apomat Ha MaJiHHa {CMEC Ha HATYDATHH apOMATHH BELIECTBA U [TIOK034)
IlpeuncreHa roga

6.2. HechbBMecTEMOCTH

Henpunoxumo.
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6.3. Cpoxk Ha rogmocT

2 ronuHK.

6.4. CoenHanHR ycJ0BHS HA ChXpaHEeRHe

Ha ce chxpanspa B OpHIHHATIHATA ONIAKOBKA, IIPH TemTepaTypa nof 25°C.

gsp:é Ha FOAHOCT Cliel ITbPBOHAYAIIHO OTBApAHE HAa OYTWIKATa — 6 MEcerla IPH TeMIIepaTypa Nox

6.5. Bapj " chILpkKAHNE HA ONAKOBKATA

120 ml cupon B TEMEH CTHRICHH OYTHIKR.
Enna 6yTwika B ONaKOBKA ¢ MEPHTENHA THKHIKA ¢ Aenerma 1,25 ml, 2,5 ml u 5 ml.

6.6. ChenmajmE nMpeAlazHH MEPKH OPH BE3XBLp/sHe B pabora

Hama cnemyarny H3HcKBanHa.

7. NPHTEXATEN HA PASPEIIEHHETO 3A YIIOTPEBA
Tesa Papma EAJ]

ya. ,,JTiw6a Beauwuxora® Ne 9, rp. Codma 1407
brirapus

8. HOMEP HA PASPEUHIEHUETO 3A YIIOTPEBA

Per. Ne 20210384

9. JATA HA ITHPBO PASPENIABAHE/MIONHOBABAHE HA PAZPEIIIEHHETO 3A
YHOOTPEBA

JlaTa Ha TEpBO paspewnasane: 23.12.2021 r.

10. JATA HA AKTYAJIH3HPAHE HA TEKCTA
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