KPATKA XAPAKTEPUCTHKA HA ITPOJIYKTA



1. HME HA JIEKAPCTBEHHS ITPOAYKT

Unoceaa 250 mg/S ml cupor
Inoseda 250 mg/S ml syrup

2, KAYHECTBEH H KOJITMYECTBEH Cbh(CTAB

IIIII
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Becekn ml cupon chabpxka 50 mg nHo3uH npaHobeKc (invsine pranobex), npeacTaBAsBall HHO3IUH U p-
alleraMHHOOeH30€Ha con Ha | -AUMETHIaMHHO-2-NTPONAaHON B MOIaPHO ChOTHOWEHME 3: 1.

[loMOUIHK BEI{ECTBA ¢ U3IBECTHO JACHCTBUE: 3axapo3a, MeTUNapaxuiporciadensoar (E218),
nponwinapaxuapokcudensoar {(E216), eTHi0B a/IKOX0/1 M HATPHIA,
5 ml cupon cvabspxkar 2500 mg 3axapo3a.

3a bJIHMA CIMUCHK Ha MMOMOLIHKTE BELLIECTRA BYOXK e Touka 6.1.
3. JEKAPCTBEHA ®OPMA

Cuporl.
Kruireuukapo-po3oB OUCTHLP pa3TBop.

4, KJIMHHUYHH JAHHH
4.1 TepauneBTHYHK NOKAIAANS

KaTto qo0aBKa B IEUEHHETO HA PEKYPCHTHH MHPEKLIMH HA FTOPHUTE IMXATCIIHU NBTULLA HPH
UMYHOKOMIIPOMETHUPAHH [TALIMEHTH.

| [pu neyenre iHa xepliec Ha YCTHUATE H JIMLIETO, MPHYKMHEH OT BUpYCa Ha Xepriec cuMIuleke (Herpes
simplex).

4.2 JIO3HPOBKA H HEAYMH HA NIPHIIOKEHHE

J103HMpOBKaA

Jlo3zara ce onpe/iens B 3aBUCMMOCT OT TENCCHOTO TEMN0 Ha MMALMCHTA M TeXKCCTTa Ha 3adossBaneTo.
Jlnesnara qo3a TpadBa jta ce npunara B paBHY CAMHHMYHY 1034 HAKOJIKO MbTH jiHeBHO, ObuyaiinaTa
HPONLIDKHUTEIHCCT Ha niedeHueTo ¢ 3-14 nuu. Cneq oTiuyMsaBaHe Ha CUMITTOMUTE JicueHueTo Tpabea J1a
npo;rbioku 1-2 jHu.

[Ipn pexypesiTHH XepnecHH HHMEKLIMM ¢ BAXKHO JICYEHUETO /la 3aTo%He CJIC] HAYaloTo Ha
[IPOAPOMAIIHATE CUMITTOMMU HIIH BCAHArA CNE]l 11048aTa Ha ITbPBUTE JIEIHUN.

Buspucnmnu u 1muya ¢ cmapuecka 8vspdacin
| Ipcuiopiunrennara no3a ¢ 50 mg/kg Tenectio Terno axHesHo (1 ml3a | kg resiecio TEITo AHesHo),
obuknoseHo 3 g (orroeapauto Ha 60 ml cupon) JHeBHO, pasaeneHa B 3 WK 4 npueMa. Makcumalihata
NHeBHA Jo3a ¢ 4 g (otrosapaumo va 80 mi cupon aHesHo). Makcumannara aHestia nozae 4 g
(oTropapawo Ha 80 ml cuporn jaHesHO).
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Jleya nao I 2oouna
50 mg/kg TenecHo Terno JHesHo, odukHoseno 1 ml 3a t kg renecho Terno, pasjiesnieHa B 3 itk 4 npucMa
Ha JICH; 1Ipyiiarala B CbOTBETCTBHE ¢ Tad/IMlIaTa No-A0JY:

[ TenecHo rerio JlosupoBka®
10-14 kg 3x5ml
S 15-20 kg, 3 x5-7,5 m]
- _ 21-30 kg | | 3x7,5-10 m!
S | 31-40 kg, . 3 x 10-15 m]
41-50 kg, 3x15-17,5 ml

¥3a u3MepBaHe HA NPEANMCAHOTO KOMMMYECTBO U3NON3IBANTE MEPHUTE/IHATA YAllIKA, NPE/JIOCTABCHA C
OIIAKOBKATA.

HauuH Ha npuioKeHUe
[ [cpopallHO NPKAOKEHHE.

4.3 IlpornBonoxa3zaHus

CBpbX4yYBCTBHUTEHOCT KbM aKTHBHOTO BCUICCTBO W/IH KbM HAKOC OT [IOMOIUHWTE BellleCcTsa, H30pOEeHH B
touka 6.1.

AKO NalMEHTHT [IOHACTOAIUCM CTpana ot nojlarpa.

AKO NalMeHTLT UMA NMOBHUIIICHH CTOMHOCTH Ha NUKOHHA KMCE/IMHA B KPHLBTA.

4.4 Cueunainu npeynpexjieHus H NPCAITAZHH MEPKH LIPH YHHOTpeba

MHocena Moxe 1a IpHYMHA LPCXOAHO NMOBUILIABAHEC HA M3XOHUTE HHBA Ha [IMKOYHA KUCE/INHA B CEpyMa
W ypuHara, KOHTO 00M4alHO ocTaBaT B HOPMAJIHATE rpaHULK (ropHara rpanuiia € cLoTBeTHo 8 mg/dl
v 0,42 mmol/l), ocobeno npu MbXKETE ¥ 3acTapaBalllaTa NoiylauKra oT /ieara nona. IToBritiasarero na
CTOKHOCTHTE Ha ITHKOYHATA KHCE/IHHA C€ ABJIKH MPH XOpaTa Ha KaTa00/IM3Ma HAa WHO3KHORATA ChCTaBKA
Ha 1POJ1YKTa /10 IHKOYHA KHCcesiMHa. o He c¢ Ib/KH Ha OCHOBHH JICKapCTBEHO-HHIYLMPAIiA IIPOMCHA B
aKTHBHOCTTA Ha CH3UMMHTE UiIM B OBOpeunng kiupbHC. CiaenoraresHo MHocesa clieaBa ja ce npunara ¢
[HOBHIICHO BHUMAHHE TPH 11a1IUCHTHU ¢ aHAMHE3a 32 110AAaIPa, XHIICPYPUKEMHUA, YPOIUTHA3ZA WIlK TIPH
1121IMCHTH ¢ HapyiueHa 6nbpeuna Gyukims. B xona Ha nedeHUeTo HUBaTa Ha IMKOYMHA KMCEJIMHA TTPH
Te3W NnatveH Ty PAadBa aa ce 1poce/IaBaT pe/IOBHO.

IIpH HAKOM 1ANMEHTH MOXKE /14 CE€ NMOABAT OCTPU PEAKIIMH HA CBPBLXUYBCTBHTCIHIOCT (YPTUKAPKA,
aHrHoe/IeM, anagunakcus). B3 rakss ciy4ait sieueHneTo ¢ JiekaperBeHns npouykt MHocena 1psbea jia ce
HIPEKPATH.

| [pOJIbIKATENHOTO JICYeHNE MOXKE J1a jloBE/Ie /10 0Opa3yBaHe Ha Ob0peunn KamMbhu. B ciyyaii va
HPOJIBIKHTCIIHO JICYEHME (3 MCECella WIH 1TO-bJIr0) NPU BCHMKM NAUMETH TPAOBA 1a ¢¢ KouTposimpat
PE;/I0BHO HUBATA HA ITUKOYHA KMCE/IMHA B CEPYMa M YpPHHATa, YepHoipobHaTa GyHKLMS, KphBHATA
KapThHa M ObOpeunaTa QyHKIMA.

To3n nexkapersen NPOJUYKT chiibpika 3axapo3a. [laumeHry ¢ peaKkn HacIeACTBEHH 1TPODJIEMH KATO
HEITOHOCUMOCT KBbM (PPYKTO3a, ISIHOK030-ra)1akTO3Ha ManiabcopOiusa uin 3axapa3o-Hi3oMairaseh
Jlepuunt He rpabna j1a npueMar ToBa IEKapCTRO.

5 ml cupori chabpka 2500 myg 3axaposa. Tosa TpaOBa na ce MMa NPEABU/L HPH 11aLIMC!
maber, "

Tosu iekapcreen MPoaykT chibLpxka MeTHinapaxuapokcubensoar (E218) u
lipolninapaxujipokcuoeHszoar (E216), koeto Moxe Aad MPUYUHU all€PruvHU peaxlliy
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0T 3aDaBeH THIT).

Tosa nekapctBo cbaAbpKa ro-Manko or 1| mmol Hatpuit (23 mg) Ha 60 ml cupon, T.€. MOXe J1a CC KaXe, He
[IPAKTHYECKH HE Ch/IbPXKA HATPHHA.

4.5 BiaumoneicrBue ¢ Apyr4 1eKapcTBEHH HPOAYKTH H JIPYTI'H QOPMH HA B3AHMOJACHCTBHC

Uhocesa TpsbBa j1a ce M3nosi3sa ¢ OBHLICHO BHUMAHHUE [TPH NAIMEHTH, JIEKYBAHH €/IHOBPEMEHHO C
MHXUOMTOPH Ha KCAHTHHOKCH 1a3aTa (HANPUMEP asZIONYPHHOJ!), C JIEKapCTBA, KOUTO 3aCUNBaT
CKCKPCLIMSITA HA (IMKOYHA KMCEJIMHA B YPHHATA, KAKTO H AMYPETHLN, BKJIIOYUTEITHO THA3HAHH JIMYPCTHLIN
(KaTo XWjpoXJIopOTHa3H, XIOPTANUIIOH, HRAaNnaMK/) 1 OpUMKOBH IHYpCTHIIH ((DYypOoceMH /L, TOpPacEMHL,
CTAKPUHOBA KUCEIIMHA).

Muocena He Tpabra j1a ce mpyHemMa o BpeMe Ha leyeHHe ¢ HMYHOCYpeCHMBHHM JiIekapcTBa (a camo cjiefl
[IPUKIIIOYBAHC Ha TOBA JICHCHHUE), Thit KATO €/IHOBPEMEHHOTO NPUJIOKEHHE HA UMYHOCYITPECHBHH
JICKAPCTBA MOXC /1a NNOBJIUSC PAapMaKOKHMHCTHKATA W J1a IPOMCHW TEpaneBTHYNUA edekt Ha Muocena.

l-ainoBpeMennara yrnorpeda ta MHocena ¢be 3ua0BYArMH (M3BECTEH M KAaTO a3UII0TUMM/IMH) YBC/IKYaBa
GOPMHPAHETO HA HYKJICOTHAM Ha 3WIOBY/IMH (NOBHMULIEHA AaKTHBHOCT Ha 3WJIOBY/HH) HOCPEICTROM
KOMIUIEKCHH MEXaHH3MH, BKJIIOUBALIM MMOBHIIEHA DUOHANUYHOCT Ha 3WJI0BY/IUH B NJ1a3MaTa U HHIOBULIIEHO
MHTpaLle/y/IapHO GochopuinpaHe B KpbBHUTE MOHOUWTH, B pesynrar Ha ToBa Muocena yculisa edekra
Ha 3U/1I0BYI(HH.

4.6 @eprHIAKTET, GPEMEHHOCT H KbPMEHC

tle ca 11poBeK/I2HH K3MNUTBAHMA NIPU XOpa 3a eekTa HA HHOIUH BLPXY (DETATHOTO Pa3BUTHE U HE €
yCTaHOBCHO J/1aJIH UHO3HH C¢ eKCKpeTHpa B ManuuHaTa kbpma. llopaau Tosa MHocena ue tpsabsa na ce
[punara rno speme Ha OpeMeHHOCT WK KbPMEHE, OCBEH aKO JIEKAPAT HE NPELIEHH, HE [TONIZHUTE
HAJBHLABAT IIOTEHLHA/IHUR PHCK.

4.7  EdexkTH BLpXYy cnocobuoctra 3a modupane n pabora ¢ MalmuHH

HUioce 1a He 11OBIIMERA MM 1HOBJIMABA NIPEHCOPCIKUMO cllocoBHOCTTa 32 1odHpatic U paboTa ¢ MalIHHK,
4.8  Hexenanu JiekapceTBenn peakiHy

L. AMHCTBCHATA MOCTOAHHO a0 1101aBaHa HEXENaHa peakiivs 1o Bpeme Ha ynorpeba Ha JicKapcTBCHHS
[IPORYKT IIpH BL3PacTHY H B 11¢IMATPHYHATA NONYJaUHs € [IPCXOAHOTO HoBHIIeHHE (0OH4aiito

OCTaBalll0 B I'PAHHLIMTE HAa HOPMATA) HA HABATA Ha NUKOYHA KUCCHKHA B cecpyMa ¥ yprHata. OBUKIIOBCHO
TC3U HUBA C€ BPBILAT [0 U3IXO/IIIMTE CTOHRHOCTH HAKOJIKO JIHM CJIC/L Kpas Ha JICYCHUCTO.

Hexxenanure peakuunu ca jedpHHnpanm no YecToTa ¢bMACHO KOHBEeHUMATA HAa MedDRA: MHoro uecTy
>1/10, yectn >1/100 no <1/10, newecty >1/1 000 1o <1/100, pejaxn >1/10 000 g0 <1/1 000, Muoro
peaxku <1/10 000, ¢ HenzBecTHA YecTOTA (MECTOTATA HE MOXKE JIA CC ONPEACIIHN OT HAJIMUHKUTE JJAHHH.

CHcremo- MHuoro yecrn Yeern HevecTHn C HenzBecTHA
OpraHecH qeeToTa
KJ1ac L .
tiapylrenus Ha aHT'HOCI(CM,
UMYHHATA CBPLXUYYCTBU-
CHCTEMA
TCHHOCT,
YpPTHKapH
| [cuxuunu HEPBHOCT
Hapyiuienus




HapyweHud na
HCPBHATA
CUCICMaA

| lacTpounrecu-
' HAIHH
HapyIUCHNS

111a800001Me,

COMHONMCHTHOCT,

BepTHIro*

JUCKOMGBOPT B
ClIMracTpuyma

BCPTHIO HHCOMHKY
HOBPbLULAHE, AHAPHA,
rajicHe, KOHCTHIIALIHS

00JIKa B
cliuracTpuyma®

Ha NMUKOYHA
KHCE/IKHA B
ypHuHara

Hapyuienus Ha ChpOeX, cpurem®
KOXata oBpus
10/(KOXHATA
ThKaH
Hapyuienus na apTpanrus
MYCKYIIHO-
CKCJICTHATA
cUCTEMA M
ChC/IMHHTEJIHA-
Ta I'bKaH
Hapynienns Ha T0JIMYPHH
OnLOpeImTe U (1IOBHIICHO
IUKOYHUTE KOJIMYCCTBO
N HIE ypHHa)
O6uw yMOpa,
HapylICHUA K OTNAAHAIOCT
chexTH Ha
MACTQTO Ha
IPHIIOKEHHC
HaciieiBanng MOBULIEIH MOBULLICHH
CTOHRHOCTH CTOWHOCTH HA
Ha KpbBHa ypes,
[UKOYHa TPaHCAMHHA3H U
KHCCIIMHA B aJikasiHa
KpbBTa, pocdaTaza B
[TOBHIIICHIM HHBA | KphBTA

*Hexkenanure peakiliuu ca choOUEHH 1IpH NOCTMApKETHHIOBO HabnaeHUe. Te3n peakiiuu ce cuurar

338 TaKHBa ¢ HEM3BECTHA Y4E€CTOTa (OT HAUTHYHHATE A@HHH HE MOXKE /1a C€ HanpaBH OIICHKA).

CnobiiaBaHe Ha HEXeNaHW peakLUK

CrobuapaHero Ha 110103Mpai Il HEXCIIAHW PEaKLIMM CJie]] pa3peulaBale 3a yiorpeda Ha JieKapeTBeHHS
NPO/IYKT € BaxKHO. ['0Ba 1o3so/I4Ba aa rnpou/bkyd HabNnloaeHHeTo Ha ChOTHOUICHHETO NOJI3a/PUCK 34
JICKAPCTBCHUA NPOAYKT. OT MEAHUHHCKHTE CNIEIHANTUCTH CE€ H3IUCKBA /1a choOI1I1aBaT BCAKA 110/103KWpaHa
HCHKE1aHa peaxilis 4pes:

Uirreiinurenta areHumMs 10 JIcKapcTrara
yi. ,.JiamsiH ['pyer” Ne 8

1303 Codus

bbirapus

TCu.: +359 2 8903417

yebcair: www.bda.bg




4.9 Ilpexozupane

Hsama onmuT ¢ nmpeao3upatc ¢ HHOMH tipatiobekc. Bee nak ceprosHi HexKelauH peaklHd, OCBEH
[NOBUUICHUTC HABA HA NUKOUYNA KUCEIMHA B OPraHU3Ma, Ca Manko BEPOATHH, HIPEJABH/L PE3YJITATHTE OT
[IPOYHBAHHUATA BLPXY TOKCHUHOCTTA NPH KHUBOTHH, JleueHneTo Tpabea na Ob)le orpaHuyeHo 10
CHMIITOMATHYHH W NMOJUILPAKAILHN MEPKH.

5. GAPMAKOJIOTHYHU CBOUCTBA

5.1 (MapmakoaARHAMHYHH CBOHCTBA

(PapmakoTepaleBTHYHA I'pyiia; AHTHAH(EKLMO3HH CPeACTRa 3a CHCTEMHO npuiaokeHue, ATC ko
JOSAXO05.

Muo3un npanobexc ¢ CHHTC TM4HO MYPUHOBO MPOH3BOJHO ¢ HMYHOMOAYAKPAILIH U AaHTHBUPYCHH
CBOHCTBA, KOWTO Ca pe3ylITaT of ABHO i vivo YCUIBAHE HA UMYHHMA OTI'OBOP Ha 1IPUCMAIIIUSA.
BCJIC/ICTBHE Ha JICKAPCTBEHOTO JICHCTBHUE. |

IGIHHMYRYTE 1IPOYUBAHMA 1TOKA3BAT, Y€ HHO3UH NPAHODEKC HOPMAIXMIMPA HELOCTAThUYIINA H.IU HAPYIIICH
KIICTLYHO-MCAHMPAH HMYHHUTET (JI0 U3XO0)HHMA 32 OpraHu3Ma), upes npeau3sMksaneTto Ha tvn Thl
OTIOBOP, KOKWTO MHUIIMHUPA Y3PIBAHCTO U AMdepeHunpaHeTo Ha T IHMQOIIUTHTS, U LIOTCHIIMPAHETO HAa
nuAyuMpatns anMmbonpoandeparuBeH OTrOBOP B MUTOICH- WM aHTUICH- aKTHBUPAHMWTC KIETKH. [0
110;100eH HAYHH JICKAPCTBOTO MOJLYJIHPA UHTOTOKCHYHOCTTA HA T--IMMPOUNTHTC U HA CCTECTBCHUTE
KACTKH-YOHHLKY, DyuxkimuTe Ha 18 cyipecoprnuTte u Ha T4 xeanepuute KIETKH, a CbULO HOBUILARA Opos
Ha 1gG ¥ komILIeMeHT-NIOBLPXHOCTHUTE Mapkepy. MHO3MH npanobexc yBe1n4aBa NPOH3BOJICTBOTO Ha
nrrokut [L-1 v ntojiiomara npojyxigusta Ha 1.-2, xkato peryanpa s13xoaauo ekcripecuara na [1.-2
NCIENTOPA th VIHro.

Tol yBesiuasa 3nauMe/iio cyjlorennara cexkpends na 1FN-y u namanaea in vivo tponyximsita va 1l .-4.
CbULO TAKA € 1HOKa3aHo, 4C TOH NOTCHIMPA PAIrOlHTO3aTa U XEMOTAKCHUCE 11PpH HEYTPOPHIINTE,
MOHOUMTHTC W Makpodarure.

B u3cneaBanusd in vivo nHO3KIE NpaHODEKE 110/1110Mara NOTEHUMPAHETO HA PCILYIMPAHUS CHILICS U
1panciauronda cnocobrocrt Ha HHpopmauroHHarta (MatpuyHa) PHK (mRNA) na aumdonmrure, xaro
cblileBpeMEeHHO KHXHOHpa cuHTe3a va BupycHaTta PHK nocpenctsom Bee oriie HCH3ACHCHU CTCNCHM Ha:

1) BKJIIOYBAHE HAa MHO3UII-MC/IMHPAHATA OPOTOBA KMUCEAHHA B 1101UMPHDO30MUTE,
2) MHXMOMpaHe Ha 341aBAHCTO 1A [TOJIMa/IeHHIoBaTa KHcenuHa KsM HPHK na supyca;
3) MOJICKYJISIpHA peoprann3anus Ha JTUMGOLMTHHTE BLTPE MCMOpaHHK 11143MCHM HaCTHILH

(intramembrane plasma particlcs, IMP), KOeTO BOJIM JIO 1IO4TH TPHKPATHO YBEJIMUCHHE Ha (LTBTHOCTTA
UM. |

Uno3un npanobexc niixubupa gocdoarecrepasara Ha HMKJIMUHUAA ryano3ut moHodocdar (cyclic
guanosine monophosphate, cGOGMP) camMo 1ipy BUCOKM KOHUECHTPALIMHK 1N VIO U 11PH HUBA, HCBKIWOYEHW B
HPOSBHUTE HA HMYHO(PAPMAKOJIOIHYHHATE eeKTH in vivo.

3 npoyusauus in vitro “nosuil npaHobekc 110ka3ra HHXHOKpalll epekT BbPXY pPerijiuKalUsTa Ha

xepliee cumiicke supyeure o i I (HSV-1).

Hauannnre cumuromu Ha xepriee BkaousarT 601Ka, M3TPHNBAHE, CLPOEXK U HACTLIIBA 1IPE/IH 1104BATA HA
KOXHH JIC3HH. | |

| Ibpsuunara HSV-1 nudexuus Bojn 1o npoaykunsTa Ha aHTHTe 1a cpeuly HSV-1. Cuen 1
HHPEKIIHA XEPIIEC BUPYCHTE OCTABAT IATEHTHHU B TAHIJIMUTC U C€ PCAKTHBUPAT B PC3Y
PCILIHKAIIHS, KOETO CC M3ABARA KATO NOBTAPALIH C€ jIe3UH nojl dopmara 1a saduan
i1a peUMIMBA BAPHPA U 3aBHCH OT HUBOTO Ha aKTHBHOCT Ha MMYHH21a cucTema (|
i'OJIMHAaTa).




5.2 ©apMaKOKHHETHYHH CBOHCTBA

Bcaka 01 cbCTaBKUTE Ha JIEKAPCTBCHHUA TPOJIYKT NoKa3Ra codCTBCHH papMakoJIOrM4HU CBOWCTRA

[ [punoxen nepopaliHO NIpH X0pa, HHO3KH npaHobekce ce abcopbupa 6bp30 U HanbiIHO (>90%) oT
CTOMAILIHO-UPEBHHSA TPAKT H NPEMHHABa B KPbBTa. CbiLO TaKa ciejl epopaliHO NMPHIIOKEHHE 1IPH
MaiiMyHH OT pojla Macacus rhesus 94-100% o UHTPABEHO3ZHHTE CTOKHOCTH HA KOMNOHEHTHUTC Ha DIP
[N,N-numeTunaMuno-2-nponanon] u PAcBA [p-auetamuH0bEH30€HA KHCE/IMHE] €€ OTKPURBAT B YpHHATA.

PasnpeiiciieH1e

CJieq1 pUNaraleTo Ha JIEKapCTBEHUS TIPOAYKT H HEMOBH KOMIIOHCHTH NIPH MaWMYHH € YCTaHOBCHO
pa/1node/193aHO KOJIMYECTBO B CNIC/IHHTE ThKAHHU - 10 Pe/1a HA HU3X0AA11aTa criellMprHYHa aKTHBHOCT:
0b6peuu, 6enn npobose, uepeH Apod, chple, faNak, TECTHCH, MAHKPEAC, MO3IBK H CKCJIETHA

MYCKYJ1arypa.

buorpancdopmanus

Cnej1 nCpopasICH 1IPHEM Ha pajIM0aKTHBHO MapKupaHa f03a ot | g MHO3IMH npaHobeKc 1pu xopa
ycraHoBeHUTe 1U1aisMend Huna 3a DIP u PAcBA ca 6unu cworeerho: 3,7 ug/mi (cnen 2 vaca) n 9.4
pug/ml (cneit | vac). B iipoyuraHus BLpxy NOHOCHMOCTTA Ha J103aTa [PU XOpa ITMKOBOTO 1TOKAYBAHE HAa
ITHBOTO HA [TMKOYHA KMCEJIMIA CAC/ HPHEMA, KATO MAPKA 38 BHECCHUS C JICKAPCTBCHUA 11POAYKT HHO3UH,
He € JIMHCHNO U MOXe Z1a Bapupa ¢ +10% B paMkuTe Ha 1-3 yaca.

I KCKpelins
pu aHeBHa A03a OT 4 g B YCJI0BUATA HA PAaBHOBECHO CHCTOAHHUE, 24-9aCcOBaTa CKCKPEIIUA B ypUHaTa Ha

PACBA ¢ Helinusg OCHOBEH MeT1abonuT sloctuia 1o okono 85% or npunoxcenara j1o3a. 95% or
yCTaHOBEHATA PaJIKOAKTUBHOCT B YPUHATA, Jib/ikaia c¢ Ha DIP, wisa ot nemerabonnsupatins DIP n
HeroBust N-okcujl. Bpemerto 3a nonyeiimmuHupane e 3,5 daca 3a DIP v 50 munyy 3a PACBA. [lp#
xopara ocHosHHUAT MeTabonut Ha DIP ¢ N-okcuyl, a To3u Ha PAcBA - o-aumnrmokypouui. Qumrure ¢
PaJIMOHIOTOIIN €A HENOJXOAILM TIPK XOpa, ThH KaTO MHO3MHORATA ChCTaBKA ce KaTtabosu3anpa 1O 1bTH
fta NYPHHOBOTO pasrpaxk/iaHe /10 MHKOYHA kucenuHa, Cnel rnepopalino 1puioxeHne Ha tadierTka npu
MHUBOTHH 210 0k0J10 70% OT HIPHMIIOKEHHA HHO3KMH MOXE /18 Ob/1€ YCTAHOBCH 1101 QopMaTa Ha 1IMKOYHA
KHCEINNA, @ OCTATBKBT - KATO HOPMAJIHHTE META0OJIMTH KCAHTHH H XHITOKCAHTHH.

bronaitvupoct/Ianow noji kpueata (AUC)

I3 ycooBnsra Ha paBHOBECHO ChCTOSHME CTOWHOCTUTE B YPHHATa 3a cheraskata PAcBA u neinus
Mcrabosiurt ca >90% o1 ovakpanure 3a paztopa. CtodHocTUTe 3a ¢heraskara DIP v neinus mcrabonny
ca >76%. 13 niasmara rnourra noj kpusatra (AUC) ¢ >88% 3a DIP u >77% 3a PACBA.

3.3  Hpeaknuuu4Hn AaunH 32 6e30NACHOCT

NHo3un 1ipaHoOexe nokasepa HUCLK Npodun Ha TOKCUUHOCT NIPH MYJITUBAPHANITHI BPOYYBAHWS BLPXY
OCTPA, 110/I0CTPA H XPOHAYHE TOKCHYHOCT IIPH MULLIKH, IUIBXOBEC, KYHYCTa, KOTKH U MAUMYIIK B 1103H J10 |
500 mg/kg/tneBHO 1 naBa Hal-HHcKaTa cpe/na jictania jioza (1.1250) 3a ocTpa ToOKCHUHOCT Ciich
LICpopaIHO 1IPUIIOKCHKE, HajisKLIaBau(a S0-KkparHo MakcHManiara Tepancerudna Jiosa or 100
mg/kg/intesno.

| IpombiiKkUTEeHH TOKCHKOIONHYHH TTPOYUBAHUS MPY MULIKK K IBXOBE HC NOKA3BAT KAPIIMHONCHEH
HOTEHIKAL.

Cranpapriy U3C/IC/BaHns 3a MYTArcHHOCT W {7 Vivo NPOYUYBANHS 1IPH MHUIKHA U TUIHXOBE, KAkPerets
VItro NpOy4Ysaius BbpXy JIMMGBOLIUTH OT HOBeEllIKa neprudepHa KpLB HE 11I0Ka3BaT aGc

o

iy

I 1amMa nannn 3a nepunaTania 10KCHYHOCT, eMOPHMOTOKCHYHOCT, T€PaTOI¢HHOCT HIIH
PCNPO/IYKTUBHA (PYHKLIMA HPH MAIIKY, INTHXOBE H 3ai1M TTPU ITPOYUBARHUA C PO

(TAPSHTCPAIIHO [1pHJIarane Ha 103U, HajiBuiasaiy 20-kpaTHo MakCHUMaHaTa nperag -
reparieBTHuHa j103a npy xopa (100 mg/kg/anesno). (Bx. ¢bio Touka 4.6).

.




6. D®APMALIEBTHYHU JJAHHH

6.1 CnHuchK HA NOMOMINNTE BEIECTHA

MeTtuinapaxuapokcubensoar (1:218)

[ Iponun napaxunpoxcubensoar (E216)
3axapuii HaTpUH

3axapo3a

[ 1mnepun

Eruitos ankoxon (96%),

ApomaT Ha DOpoBUHKA

Batinnun

[lpeuncrena soaa

6.2 HechBMeCTHMOCTH

Hetipuitoxxnmo.

6.3 Cpoxk nHa rojauocr

5 rOAMHA.

6.4 Croenuajiup ycJ10BMA Ha ChbXPAHEHHE

Jla cc chxpanspa noj 25°C
CpoK Ha rojiHoCT ciie/l NMbpROHAYANHO oTBapsHe Ha OyTunkara: 6 Meccua.

6.5 Buji H cBABpKAHHE HA OMMAKOBKATA

KB eHUKABO-PO30B OUCTRD pPa3TROP.

120 ml cupon ce cbiabpxka B Oyrrnka ot kadaso ¢Tukno ¢ 0bem 125 ml. byrunkara ¢ 3arsopeHa ¢ue
3alliHTEHA OT JIC11A [0JIMETHICHOBA Kanavka Ha BUHT. byTHikaTa, 3ac/1HO ¢ JIMCTOBKATA ¢ HH(OopMallus 34
[alMeHTa € OllaKOBAaHA B €JIMHHYHA KapTolieHa KYTHA.

6.6 CuenHa/Jti¥ HpeaHAaA3HA MCPKH [IPH U3XBbPJIAHE

HeuznonssaHuaT JickapeTBen (IPOLYKT WIH OTIIAABYHUTE MATCPHAIIH OT Hero TpsaOBa J1a ce HU3XBBLDIIAT B
CBOTBETCTRUE C MECTHUTE H3UCKBAHHA.

7. [NPUTEXATEJI HA PA3BPEILIEHUETO 3A YIIOTPEBA

Bopiiyt Mejineunne Lispona EOO/JL
byn. Cumeonorcko moce 130, e, 3
1 700 Codrus

bbijirapus
8. HOMEP{A) HA PAZPEIIEHHUETO 3A YIIOTPEBA
Pey. Ne: 20210337

9.  JATA HA IThPBO PA3PEIUABARE/MNOJHOBABAHE HA PARPE
YIIOTPEBA

Jlata ua nepBo paspciuapanc: 10.11.2022 r.
JlaTa wa nocsie/1Ho nojHOBABAlIE:




10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

02/2024




