KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA

1. HUME HA JIEKAPCTBEHHUA [TPOAYKT

Bupykcan Kuac 50 mg/ml cupon
Viruxan Kids 50 mg/ml syrup

2 KAYECTBEH H KOJIHYMECTBEH ChCTAB

1 ml cupotr ceappxa 50 mg wHO3KH anenobeH auMenpanon (inosine acedoben dimepranol).
Enna nuiHa MepuTensa mexkuna (5 ml) or cupona ceubpka 250 mg yHO3HH aneaoOeH AUMENpaHoT.

3a NBEIHUA CTHCHK Ha TIOMOLIHUTE BEMIECTBA BHKTE Toukd 6.1.

I3NBNHUTENHA ATEHLIMA N0 NEKAPGIL, 5 |

Cupon Kpamia XapaxmepucnuKa He NROGYXMA - TIpUACKEHUE 1

3. JIEKAPCTBEHA ®OPMA

----------------------------------------------------------------
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BucThp, nouTH 0€3MBETEH CHPON ¢ [LIOZ0B APOMAT HA cmdug

4. KIHHAYHHA JAHHHA Pa3RBUIBHUE No 7. horississirsresseracassfsesosesssscuserassarsransses

0QOEPEHUE NE wvvesscisermsstsssmmssesssfvanes

4.1 TepaneBTHYHH DOKAIAHAN
Bupykcan Kuzc e mokasas 3a neueHHe Ha IAUKEHTH C BUPYCHH PECITMPATOPHH HHOEKIHA
4.2 [o3HpoBKA H HAYMH HA NMPHIOKEHAS

O3HPOBKA

Ho3upoBkaTa ce onpeRens OT TEJIECHOTO Tero (6e3 MacTHATA ThKAH) Ha MAIHEHTA B TEKECTTa Ha
3ab0NIIBRaHETO.

Buv3pacmuu u nayuenmu 8 crmapiecka eb3pacm

[IpenopbunTennara qHeBHa go3a e 50 mg/kg TemecHo Terno nHesHo (1 ml 2a 1 kg), obAKHOBEHO
3 g/mHEBHO /10 HE MOBeYe OT 4 g UHO3HH anefoben auMenpanon (MAT) muesro (06ugaiino

3-4 x 20 ml cupon gHEBHO).

lleduampuuna nonyrays

Hena Han 1-rogMmiAa BB3pacT

50 mg/kg TenecHo Terno, obukHoBeHO | ml 3a | kg TenecHo Terno, B 3-4 NOpaBHO pasnpeneacHH Ipe3
4acoBETe Ha OyAyBaHe J03H Ce IPHIAraT B ChOTBETCTBHE ¢ TabluLaTa no-107y:

Tenecno Ternio Jo3upoBKa
10-14 kg 3x5ml
15-20kg 3x5-7,5ml
21-30 kg 3x7,5-10ml
3140 kg 3x10-15ml
41-50 kg 3x15-17,5ml

* Tpabpa na ce H3MONI3Ba IPHANOKEHATa MIACTMACOBA MEPHUTENHA ThKHALA!

PO BJDKUTEITHOCT HA JIEYEHHAETO

ned4eHreTo € oT 5 ao 14 nuu. Jlewerunero TpsAOBa A2 NPOABIKH | HIH 2 AHH clen o B'jrti a
CHMIITOMHTE HIIH HO-TBJATO, CIIOPEN NPEICHKATa Ha JIEKaps. :

v
-
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Bupycni 3ab0/151BaHHA ¢ YIBDKCHO Pa3BHTHE: JICUCHHETO TPAGBA 1 MPOIBDKY 1 10 2 ceaqMHITH clex
OT3BY4aBaHE HA CHMIITOMHMTE WJIH [10-ABJT0, CIIOPEA IIPELCHKATa Ha JICKaps.

Haunn Ha OpUiIoKeHHe
To3H neKapCTBCH IPOAYKT € TpeAHa3HaYeH H3KITFOUHTE/IHO 34 EPOPATTHO MPHIOKCHHUE.
JIReBHHUAT pHeM TpAGBa Aa ce pa3npeieH [IOPaBHO MPe3 YacoBeTe Ha OymyBaHe.

4.3 [IIpoTHBONOKAa3zaHuA

Bupyxkcan Kujc He TpabBa na ce ymotpebsea

. [IpH NAUHEHTH ¢ H3BECTHA CBPBXIYBCTBHTENHOCT KbM JICKAPCTBEHHA NMPOIYKT HITH KM HAKOS
OT NMOMOIIHHTE BelllcCTBA, H30POCHH B TO4Ka 6.1;

. OpH HNAHEHTH, TIOHACTOAINEM CTPANALTH OT IOAArpa;

. TIPH NALHEATH C [IOBHIICHH CTOHHOCTH Ha MEKOYHATA KHCETHHA B KPBBTA.

44 CoenmajiHM OpejyNpexAcHAE H NPeINa3HH MEPKH PH YNOTpeda

Bupykcat Kuac moxe Ja NpHOuHEY [PexoMHO MOBHINCHHE HAa H3XOAHUTE HUBA Ha MIKOYHATA
KHCEJIHHA B CEPYyMa M YPHHATA, KOWTO OOHYAIHO OCTaRaT B HOPMAJIHHTE IPAaHHIH (MpHeMaiikH 8mg %
kaTo ropHa rpanana win 0,420 mmol/l, ceoTBeTHO), OCOGEHO MPH MBXKETE M 3aCTapsBaIATa
Homynanus OT ABara nona, [lopumasaneTo Ha CTOHHOCTHTE Ha MAKOYHATA KHCCIIHHA CC¢ TBKH Ha
xaTabONHMTHHA METa0ONIN3IBM Ha HHO3HHOBATA CHCTABKA Ha IIPOYKTA IIPH X0OpaTa JI0 MHKOYHA
Kicennua. TO He c& TBILKH HAa OCHOBHH JIEKAPCTBEHO-HHIYIIMPAHH OPOMEHH B dKTHBHOCTTA Ha
€H3MMHTE HIH B PEYHCTBamaTa yHknps Ha Os0peunre. Cnenoparenno, Bupykcan Kunc moxke ma
C€ IIPHIIATA ¢ TIOBHIIICHO BHHMaHHE NPH MALHEHTH ¢ AHAMHECTHYHM JAHHH 33 TIoJarpa,
XHNEpYypHKEMHEs, YPOIUTHA3A HIH P NANHEHTH ¢ HapyiueHa 0p0peuna gynkumsa. [To Bpeme Ha
T€YEHHETO, CTOMHOCTHTE HA THKOYHATA KMCENHHA IPH Te3K NalueHTH TpA0Ba 1a ce nmpocneasBart
PEIOBHO.

IIpy HAKOHM HHTHBHAK MOKE 3 HACTHIAT OCTPH PEAKIHH HA CBPBbXYYBCTBUTENHOCT (YPTHKAPHA,
anrnoencM, aHadunaxcna). B Tes3u ciydan, neuenveto ¢ Bupykcan Kunc TpadBa ma ce npeycTraHOBH.

Ipu npoABDKMTENHO JTcYeHHEe € Bh3MOXKHO 0Opa3yBaHe Ha KaMbHH B ObOpenure.

CTOMHOCTHTE HA MHKOYHATA KHCEAMHA B CEpYMa H/HAM ypUHATA, YEPHOAPOOHHTE GYHKIHOHATHH
H3CcAeABaHHY, KPLBHATA KapTHHA H O0p0pednnTe GYHKIMOHANHY H3CHEABaHNA TPAOBRa Ja ce
IIPOBEPABAT PEAOBHO MPH BCHYKH IALIHEHTH Ha NPOJb/DKHTENHO HecdeHne ¢ Bupykcan Kunc.

Bupykcan Kuac chIpprxa METHI TapaxHAPOKCHOEH30aT H PO Napaxuapokcubenzoar. Te Morat
Ja MpeIM3BHKAT aleprHYHA PeakLA (BEPOSTHO OT 3a0aBeH THIT).

Tosu nponykr ceabpika 3axaposa. Enna equnnyna nosa ot Bupyxkcan Kuac cupon mag 10 ml
chiabpixa >5 g 3axapo3a. Tora Tpa6pa Aa ce HMa NPESIBHI NIPH MTAIIHEHTH ChC 3aXapeH AHadeT.
IManpenTH ¢ peIKH HACIEACTBEHH MpOONeMH Ha HEMOHOCHMOCT KbM (PPYKTO33, INIIOKO30-TaT1aKTO3Ha
ManabcopOnmA MITH 33Xap0o3a-H30MaNTa3Ha HEIOCTATHYHOCT He TpAOBa 1a IpHeMaT TOBa IeKapCTso.

To3H neKApCTBEH NPOAYKT ChABpKA HATPHIL. Enna enpuuana nosa ot Bupykcan Kuac cupon Haz
10 ml cpabpxa nobede ot 1 mmol satpuii. ToBa Tpa6ea fa ce B3e¢Me IPEABHN NIPH NTAIIMEHTH Ha
JMeTa ¢ KOHTPOJIHPAH [PHEM Ha HATPHIL.

To3n NEeKAPCTBEH IIPOAYKT CHALPKA MaJIKH KOJIHUECTEA eTaHoI (aflkoXon), no-mManko oT 100 mg na
Z03a.

4.5 BzaMMOJeHCTBRe c IPYTH JIeKAPCTBEHA NPOAYKTH H APYrd GopMH Ha B3A

JlexapcTBEHHAT IPOLYKT TPssOBa Aa Ce U3MOJI3BA C NOBUIIEHO BHHMAHKE IIPH €IHO
IpHIIaTaHe ¢ HHXHOHTOPH Ha KCAaHTHHOKCHIa3a (AN0IyPHHOI) HIIH YPHKO3YPUUHH
JUYPETHTH — THA3HIHH OHYPETHIH (KATO XMAPOXJIOPTHA3KI, XITOPTATHIOH, HEAANa
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OpHMKOBH THYpeTHIIH (Karo (ypO3eMuL, TOpa3eMHl, eTaKPHHEOBA KHCCIHHA),

Brpykcan Kuc Moxe na ce npuiara ciell, HO HE W €IHOBPEMEHHO ¢ HMYHOCYIIPDECHBHH CPEJICTBA,
Th# KaTo € Bh3MOXHO YIIPOKAIBAHE HA (PapMaKOKHHETHIHO TIOBIHUABAHE BHPXY JKCJIAHATE NedeOHM
edexTi.

EnnospemennaTta ynotpeda cvC 3MAOBYIHH (A3HAOTHMHIHH) YBEIHUaBA HOPMHPAHETO HA HYKICOTHIH
Ha 3HAOBYMH UPe3 MHOXKECTBO MEXAHHM3MH, BKIFOYBAIIH NOBMIICHA GHOHANHYHOCT HA 3MA0OBY/IHH B
KPBBHATA IUIa3Ma M MOBHIEHa HATpatenynapHa docthopuiais B MOHOIIMTHTE Ha YOBEMIKaTa KphB. B
pesynraT Ha ToBa, Bupykcan Kujic noBHIaBa Bp3eHCTBIETO HA 3HIOBYAHH.

4.6 PeprHIHTET, JPEMEHHOCT H KbpMeHe

JIumcBaT KOHTPONHpPaHY IIPOyIBaHHA, IPOCTEAIBALIIN PHCKA 3a (eTyca H HapyIaBaHETO Ha
¢eprumTeTa npH xopa. He e M3BeCTHO Iand MHO3HH alen06eH IMMEIPAHON Ce eKCKPETHpA B
Maif9rHaTa kbpMa. Eto 3amo, Bupykcan Kuzc He Tpabpa na ce npinara no BpeMe Ha OpeMeHHOCT
HIIA KEPMEHE, OCBEH aKO HCKapAT HE [IPELEHH, U MON3NTE HAABHIIABAT IIOTCHIMAIHUA PHCK.

4.7 EdexTd Bbpxy cnocofHOCTTA 32 IIoHpPaHE U PAGOTA ¢ MALIHHM

Bupykcan Kujic He moBnnsBa wiM NOBIHABA NpeHeOpeKHMO criocoOHOCTTa 3a modHpaHe M paboTta ¢
MAUTHHHA.

4.8 Hexenand JeKAPCTBEHH PEAKITHH

Ilo Bpeme na neuenmero ¢ Bupykcan Kujc, e THECTBeHATa OCTOSMHHO HAOMIONABaHA
NEeKapCTBCHO-CBBP3aHa HeXKellaHa PeaKIys PH Bb3PACTHH, KAKTO M B TICAMATPHYHATA [TOITYIAlMA, &
MPEX0HO NOBHMIEHHE {00HIaifHO 0CTAaBaIIO B TPAaHAIMTE HA HOPMaTa) Ha CTOHHOCTHTE Ha MHMKOYHATA
KHCCJIMHA B CEpYMa H YPHHATA, KOUTO 06HKHOB6H0 €€ 3aBPBINAT KbM H3XO0JHHTC CH HHBA HIKOIIKO
JHH CNejl Kpas Ha JICYCHHETO.

Yecmoma no MedDRA ronsenyuama

MBHoro 4ecte >1/10

Yectn >1/100 no <1/10

Heuectu >1/1 000 no <1/100

Peaxu >1/10 000 no <1/1 000

MHOT0 peKH <1/10 000

C HeM3BECTHA HECTOTA | OT HAJIMTIHUTE JIAHHH HE MOXe 1a ObJic HAIPABEHA OTIEHKA

Mmuoro gectn
Hzcnedsanun IMoBuIen s cTOHHOCTH Ha THKOYHATA KHCEIHHA B
KpPBBTa M YpPHHATa

Yectn
Cmomauino-vpesHu HapyuieHus TMoBphmane, raacHe, TMCKOMGOPT B €MHracTpHyMa
Obwiu napyuienun u epexmu Ha MACMOMO Ha  YMOpa, HEPA3NOIOKEHHE
RPUNONCEHUE
Hzcnedeanusa IMoBuiienn cToHOCTH HA YpeATa B KPBBTa,

MIOBHIIICHY CTOMHOCTH HA TPAHCAMHHA3ZHTE,

MOBHIICHE CTOMHOCTH HA ATKATHATA (hocdaTasa B

KPBBTA —

i
Hapywienun na xoxcama u nooxkoxcnama O6pue, npypuTyc WEMI o, P
MBKAH \%/"“"*‘“«; “ie N
' P

Hapywenua na nepsrama cucmema I'napobomme » Qb N
Hapywenun na yxomo u nabupunma Bepruro /
Hapywenun na Mycxynno-creremnama Aptpanrus

CHCIEMA 1 CLbEOUHUMETHAMA IHBKAH



Hemectu

Cmomanuno-upesHu Hapyuenus Jmnapusi, KOHCTHIIALMA
Hapywenus na nepsrama cucmema CoMHONCHTHOCT, HHCOMHHA
Hcuxvunu napywenus Hepsroct, WHCOMHUA
Hapywenus va 6vbpeyume u nuxounume HMonnypus

nemuya

CJIC;[HHT& HEXEJIaHH pCaKiiiH ca C'I:Oﬁll.[eHH IIPH NOCTMAPKETHHTOBOTO HﬁﬁJIIO,IleHHe. YecroT aTa, C
KOATO BE3HHKBAT, HE € H3BECTHA (OT HAMIHYHWTE JAHHH He MOXe na Ohjie HapaBeHa OlCHKR).

Crmomauino-4ypeery HapyuieHus bonka B ropHaTa 4acT Ha KopeMa

Hapywuenua na umyrnama cucmema CBpBEXYyBCTBHTEIIHOCT, AHA(DHIAKTHYIHA PEAKIIHA
Hapywenua na nepgrama cucmema 3amasHOCT

Hapvwuenus na xoscama u nodxoxcrama Anruoenem , Eputem, Ypruxapus

muxan

CrpobriaBaHe Ha IONOSMPAHM HEKENAHH DEAKIHH
Crob111aBaHeTo Ha TIOJI03HPAaHH HEXEIIAHH PEAKIMH CIIE/ PA3peIaBane 3a ynoTpeba Ha NCKapCTRCHAA

HOPOAYKT ¢ Baxkuo. Topa Io3BonsBa Aa NPOABIDKH HAOMIOICHHETO Ha CHOTHOMICHHUETO T10MT33/PHCK 34
JEKAPCTBEHHA NPOAYKT. OT METHUMHCKHTE CICIMAIHCTY CC M3HCKBA A3 Ch0oDIIaBaT BCsIka
NOI03MPAHA HEXXENaHa Peakiid Ipes:

H30eIIHETENHA arcHIMA 10 JISKapCTBaTa

yn. ,Jdamsan [pyes” Ne §

1303 Codusn

Ten.: +359 2 8903417

yeOcaiit; www.bda.bg

4.9 [Ilpenosupane

HaAma crobmienns 3a cydan Ha NpeNo3upate ¢ HHO3MH anenoleH aamenpanos. Cepro3Hy HeXENaHu
peaKiHH, 00adye, OCBEH MOBUIICHHTEC HHBA HA IIMKOYHA KHUCEIHHA B OPTraHM3Ma, Ca MAJIKO BEPOATHH,
TpeABHA PE3YNTATHTE OT MPOYYBAHHATA BhPXY TOKCHYHOCTTA NPH KUBOTHH. Jledenuero TpadBa na
6b/1e OrpaHHYEHO O CHMITOMATHYHH H OJIBPKAIM MCPKH.

5. ©®APMAKOJOTWYHH CBOMCTBA
5.1 apMakoAWHAMHYHHE CBolcTBA

QapmakoTepaneBTHuHa rpyna: HMyHOMOMyaTOp ~ aHTHBHPYCHM CPEACTBE
ATC xog: JO5A X05

Mexasau3sM Ha IeHCTRHE

Bupykcan Kuac € cMETETHYHO IyPHHORO IPOW3ROTHO ¢ MMYHOMO/TYJIHPAILH H TIPOTHBOBHPYCHH
CBOICTRA, KOMTO ¢a PE3YINTAT OT ABHO i1 ViVo YCIIIBaHE HA HFMyHHHA OTTOROP Ha OpraHu3Ma,
GnaromapeHse Ha TEKapCTBEHUSA TIPOIYKT.

DapMakOIHHAMHIHN eekTH

Kimmnynkte npoy4usaHHus [I0Ka3BaT, 9e HHO3HH ailefo0eH AMMENpaHon HOPMATH3HUpa HEAOCTATEIHAR

HIIA HAPYIOEH KJIEThYHO-MEIHHPAH HMYHUTET (IO M3XOMHHA 33 OPraHM3Ma) Ype3 NPEAM3BHKBAHETO HA
THI Th] 0TroBOp, KOKHTO HHHIHKPa y3pABaHETO U AudepeHumMpaneTo Ha T MHMGpOLHTHTE
MOTEHIMPAHETO HA HHAYIMPAHKTE JTMMGONPOIHGEPaTHRHHE PEaKIHi B MHTOT€H- HIH
aHTHTEH-aKTHBHpaHKTE KIeTKH. [lo mozoben Haumm, NeKapCTBEHHMAT HPOAYKT MOAYN
IHMTOTOKCHYHOCTTa Ha T numdonuTTe M HA €CTECTBEHNTE KISTKH-YOHAIH, GyH
cynpecoprute B Ha CD4+ xenmnepHuTe KIETKH, a Taka ChIOI0 ¥ nosuniasa Opos Ha Ig
NOBBPXHOCTHHTE MapkepH. MHO3HE anenobeH TUMelpaHos yBeIHYaBa IPOU3BOJCT:
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IL-1 ¥ moamoMara npomyxnusaTa Ha IL-2, perymmpaiiky Be3xonsumo excnpecnsta Ha IL-2 penentopa in
vitro. Tod yBeIMuaBa 3HAYMTEIHO CHAOTCHHATA ceKpelns Ha IFN-y u Hamanssa in vivo IpOAyKLHATA Ha
IL-4. Oceen ToBa, TOI NOTCHLMPa XUMUOTAKCHCA H (PArOIMTO3aTa HA HEYTPOPUIIHTE, MOHOITATHTE H
Makpoarure,

Kinnana eduracHocT ¥ OezomacHocT

In vivo, nHO3MH alleg0o0eH JMMENPaHOI MOANOMATa TOTEHUMPAHETO Ha MOTUCHATHA CHHTE3 H
TPAHCIALHOHHATA CocoOHOCT Ha nH(popManmonnaTta PHK Ha maMdbormTiTe, KATO CHIICBPEMEHHO
HHXHOHMpa CHHTe3a Ha BHpycHara PHK nocpencrsom Bee ome HenzsacHenn crencsd Ha (1)
HMHO3HMH-MEJHHPaHO BKIIOUBANC HA OPOTOBAaTA KHCENHHA B TOTMPHO030METE; (2) IOTHCKAHE HA
3QIABSHETO HA NOAHANICHHIOBATA KHCEIHHa KbM HHpopManHoHHaTta PHK Ha Bupyca u (3)
MOJEKYJIIpHA peopraHu3allis Ha TpaHCMeMOpaHHKTE IPOTEMHOBH KOMILTEKCH, AHTJKHPAaHH B
NPEHACHHETO Ha CHIHANA upes cnenuduaes T-xknersueH peuentop (TeR) B miMponMTHETE
BHTpeMEeMOPaHHH NasMelu JacTuim (inframembrane plasma particles, IMP), K0eTo BO/M 30 TIOYTH
TPHKPATHO YBEIIHUCHHE HA IUTETHOCTTA MM.

Hnro3nn anenoben nuMenpanon HExHGHUpa gochomuecTepasata Ha UHKNHIHIA TyaHo3un ¢cGMP camo
IpH BHCOKY KOHLIEHTPALIHH in Vifro ¥ P HEBA, HCBKIIOYEHH B IPOSBHTE Ha HMYHO(apMAaKOIOTHIHITE
edexTH in vivo.

5.2 d@apMaKOKAHETHYHH CBOHCTBA
Besika OT ChCTaBKHTE Ha JEKAPCTBCHHA IPOAYKT MOKa3Ba coOcTBeHH (hapMaKoIOTHIHH CBOHCTBA.

Ab6copbumd: [Ipunoxen nepopamHo npy Xopa, HHO3KH anenobeH TuMenpanon ce abcopOupa 0bp30 H
HaIrBIHO (2 90%) OT CTOMAMHO-IPEBHUSA TPAKT U IIPEMEHABA B KpbBTa. ChLIO TAKA, CIIEA NEPOPATHOTO
My IPHIOKEHHE [IpH MAHMYHH OT pojia “Macacus rhesus”, 94-100% oT HHTpaBEeHOIHUTE CTOHHOCTH Ha
KOMIOHEHTHTE Ha N,N-mumeTunamuno-2-nponanon (DIP) u p-aneramMunobeH30eHaTa KHCETHHA
(PAcBA) ce OTKpHBAT B YPHHATA HM.

Paznpenenenue: Cren MpuiaraHeTo Ha NEKapPCTBEHUS MPOAYKT IPH MAMMYHH € YCTAHOBEHO
pami06e113aH0 OCTATHIHO KOJIYECTRO B CIGTHUTS ThKAaHH (MO pe/ia Ha HU3XOAAIIATA CeHHGHIHA
axTuBHOCT): 6BOpeny, Oerm npoboBe, YepeH Npob, Chple, JadaK, TECTHCH, TAHKPEac, MOSBK H CKENETHa

MYCKynaTypa.

Meta6onussM: Cren nepopanHo NPHIOKEHHE Ha | g HHO3MH aleno6eH JUMENpaHo IpH Xopa ca
YCTAHOBCHH CIENHHTE TAa3MEHH HHBa 3a N N-mumerinamMuno-2-nponason (DIP) n
p-aneraMuaobenzoenara kucenuna (PAcBA): ceorserno, 3,7 ug/ml (cren 2 gaca) u 9.4 pg/ml (cren 1
yac). B npoyyBaHMs BEPXY DOHOCHMOCTTA Ha [J03aTA IIPH XOpPa, MMKOBOTO II0KA4BaHe Ha HHBOTO HA
IHKOYHATA KHCEITMHA CJIE] [IPHEMA, KaT0 MAPKA 3a BHECCHHA C JICKapCTBEHHUA NPOAYKT HHO3HH, HE €
nuHeiiHO M MOX¢ 1a Bapupa ¢ & 10% B nocneapanuTe npraeMa 1-3 gaca.

Exckperyia: [Ipu no3a ot 4 g THEBHO H B YCIOBHATA HA YCTOHYMBO CBCTOAHAE, 24-9aCOBATA CKCKPELMS
B VPUHATA Ha p-aleTamuaobenrzoenara kncemnna (PAcBA) v Hefirus ocHoBeH MeTabONIUT AOCTHTA 0
okono 85% ot nomydenara noza. 95% 0T pamMOakTHBHOCTTA B YPHUHATA, IBIKAIIA CE HA
N,N-mramernnamuno-2-mponanon (DIP), naesa oT HemeTabomizupanna N,N-IHMCTHTaMHHEO-2-IPONIAHO
(DIP) n meroeus N-okcra. BpeMerto 3a nonyeIMMHHHpaHE ¢ 3,5 1aca 3a
N,N-mumernnaMuano-2-nponaron (DIP) u 50 MunyTH 3a -auetaMuzodensoenara kucenuna (PAcBA).
TIpu xopara, ocHoBeH MeTaboimuT Ba N,N-muMernnaMuHo-2-nponadona (DIP) e N-okcun, a To34 Ha
p-atieTamMuio0eH30eHaTa kucenuHa (PAcBA) — o-anmnrmokyponna. ONMMTHTE ¢ paAHOH30TONM C3
HEoAXOJAIIH TIPH X0pa, Thif KaTO HHO3HHOBATA CHCTABKA & KaTaboIHM3Mpa 110 ITETA Ha
pasrpaxkJaHe 110 MHKOoYHA kucenyHa. Clel nepopaanoTo NpHIIokKeHNE Ha Tabnerka nop
okono 70% OT HOIyYeHHA HHO3MH MOXE /12 ObJe YCTaHOREeH moj popMaTta Ha MHKQ
OCTATBKBT MY — KaTO HOPMAITHHUTE METaB0IMTH KCAHTHH M XMITOKCAHTHH.

Buonanminoct/Iinom non kpueara (AUC): B ycIoBAATA Ha YCTOHYHBO CECTOAHHE] HaX ”Ir“ Z:
é@ﬁ;r >99% ot -

ypHHaTa 34 ChCTaBKaTa p-aleTaMHnoden3oeHa kuceninna (PAcBA) 1 Hefinua MeTa ca
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O4aKBaHATA CTOMHOCT 3a pa3reopa. Haxonkara 3a creraekara N, N-numeTunamuno-2-mnporanota (DIP) u
Heitnus MeTabonur ca >76%. B mnasMara, nnowrra nox kpusara (AUC) e >88% 3a DIP u >77% 3a
PAcCBA.

5.3 IIpeaxnMHAYHA JAHHE 3a fe3omacHoCT

Bupykcan Kuac mokassa HHICEK NPOQMI Ha TOKCHIHOCT NP MYJITHBAPHAHTHN IPOYYBAHHS BEPXY
0CTPa, IOAOCTPA M XPOHHYHA TOKCHYHOCT MPH MHINKH, IITBEX0BE, KYUETA, KOTKH U MafiMyHH B JIO3H 10
1 500 mg/kg/nHeBHO W IPOM3BEsKIA Hall-HUCKATA CpeaHa netanHa nosza (LDse) cien nepopaiHo

IIPUIOKEHHE, HalIBHmasama 50-KpaTHO MaKCHMAIHATA TepaneBTHIHa 1o3a oT 100 mg/kg/naeBHO.

JI'I:JII"OCPO‘IHHTG TOKCUKOIIOTHYHH NPOYYBAHNA MPH MHIIKH H INTBXOBEC HE [TOKa3BaT KapIHHOICHEH
{IOTCHI AT,

CTaH,I[apTHHTB H3CJNICOBAHUA 334 MYTar¢HHOCT B in vivo NPOYYBAHHA IIPH MHIIKH A [ITBXOBE, KAKTO H
in vitro IPOYUBaHKATA BBPXY JIMMQOIUTH OT YOBEIIKA IepudepHa KPEB, He TOKA3BaT a0epEHTHH
CBOHCTBA.

Hsama navHH 33 nepHHATANHA TOKCHYHOCT, EMOPHOTOKCHYIHOCT, TEPATOTEHHOCT MM HAPYIIEHA
PENPOOYKTHBHA (PYHKITHS IPH MHLIKH, IUTEXOBE H 3aKIH NPH NPOYYBAHHA ¢ IMPOILIDKHTENHO
[apeHTepanHo NpujlaraHe Ba J03H, HagpHiiaammy 20-KpaTHO MAKCHMATHATa IPENOPHUHTEIHA
TepaneBTHYHa 1034 pH Xopa (100 mg/kg/aneBHO) (601C. cHIy0 Mouka 4.6, OMHOCHO NpenopbKUme 3a
yrompe6a no 6peme Ha GpeMeHRocm).

6. GAPMAINIEBTHYHH JAHHHA

6.1 CpoAcbK HA HOMOUTHHTE BEIECTREA

3axaposa

MeTun napaxuapokcHbeH30ar

[Mponun napaxuapokcubeH30aT

Harpues xHApOKCHA

Osxycuren (CMHBa)

IIpeuucreHa Bona

Hatpuer maTpat

6.2 HechbBMeCTHAMOCTH

He ca u3BecTHH.

6.3 Cpok Ha roaaocT

3 roguHA

6.4 CroendaTHH YCIO0BHA HA ChXPAHCHHE

Ha ce coxpanssa nog 25°C. Cnen mpBOHaYaIHO OTBapsAHE, a ce chXxpansiasa nox 25°C mo 6 Mecena,

6.5 BHIH CHILP:KANAEC HA OIAKOBKATA

ToneMmHa Ha onakoskara: 150 ml

6.6 Croenwajnm OpeINa3HH MEPKH NPH HIXBLPAsSHE H padoTa
6




Hsma CrienHaNHH H3MCKBAHIS 33 H3XBBPISHE. HeH3no138aHMT IeKapCTBEH NPOIYKT MITH
OTHATHYHHTE MATepHANH OT HEro TpAGRA [1a € H3XBBPIIAT B CHOTBETCTBHE C MECTHHTE HIHCKBAHHA,
7. TPHTEXATEJ HA PASPEIIEHHETO 3A YIIOTPEBA

Ewopharma International, s.r.o.

Prokopa Velkého 52

811 04 Bratislava
Crnopaxknsg

8. HOMEP(A) HA PASPEINEHUETO 3A YIIOTPEBA

9. JATA HA ITBPBO PAIPEINIABAHE/IIOJHOBSIBAHE HA PAZPEINIEHUETO 3A
YINOTPEBA

Jlata Ha TBEPBO pa3pemaBaHe:
JaTa Ha nocnenHo NOJHOBABAHE:

10. JATA HA AKTYAJIHM3HPAHE HA TEKCTA




