KPATKA XAPAKTEPUCTHUKA HA [TPOJIVKTA
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Huocena 250 mg/5 ml cupon 1 R F,ﬂ]-“-M
Inoseda 250 mg/5 ml syrup
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2. KAYECTBEH U KOJIMMECTBEH CHhCTAB

Beexu ml cupon cnabpika 50 mg uHosuH npanobekce (inosine pranobex), NpencTapissalll
WHO3MH M p-aueTaMUHOGEH30€HA COJT Ha | -qUMETHIaMHHO-2-IPOTIAHOI B MOIIAPHO
CLOTHOMEHHE 3:1,

[loMoliny BeulecTsa ¢ U3BECTHO JeHcTBUS: 3axapo3a, MeTHINapaXHapokcHbeHzoat (E218),
nponuimnapaxuapokcudensoar (E216), erunos ankoxon u HaTpuil.
5 ml cuporn cbaspxar 2500 mg 3axaposza.

32 ITBAHUH CIHCEK HA NOMOIMHAMTE BELWIECTBA BHKTE TOYKA 6.},

3. JJEKAPCTBEHA ®OPMA

Cupor,
buctp po3os pasTeop.

4. KJIHRHUYHH JAHHA
41 TepanesTHunH Nokasanus

KaTo 100aBKa B ICYEHHETO Ha PCKYPEHTIH HHGEKLMH HA TOPHMTE JUXATCAUK MLTHINA NPH
MMYHOKOMIPOMETHPAHH TALIMEHTH.

ITpu neverve Ha Xeprec Ha YCTHWTE M JILETO, TIPHMHMHEH OT BUPYCA Ha Xepllec CUMITEKS
(Herpes simplex).

4.2 Jlo3HpOBKA H HAYHH Na IPHIOKENHE

Ho3uposka

Jo3ara ce onpelie)ist B 3aBUCHMOCT OT TEICCHOTO TCIJIO HA MALMENTa M TEKCSTTa Ha
3a0019BAHETO.

JHeBHaTa 103a TpAOBA Na ce MpUIara B PABHH €AWHMIHH J03M HAKOJKO IYETH JHEBHO.
Obuualinara NpoIbILKATEIHOCT Ha TeueHueTo ¢ 5-14 aum. Crel oTIIYMsABANe HA CHMITTOMHTE
nedeHneTo TpaOBa 1a NpobKi 1-2 JIHA.

Ilpu pexypenThu XepriecHr HHGEKUAH ¢ BaXIIO JIEYEHUETO Ja 3aN0YHE CACL HAYAIOTO HA
MPOAPOMANIHHTE CUMIITOMH MM BENHArA CICH [MOSBATA HA [THPBUTE JIE3HH.

Bu3pacminy u auya @ CrmapHeckd 8u3pacm
[penopbuntennara nosa e 50 mg/kg TenecHo terno gHesHo (1 ml 3a I kg Tenec
nuesHo), obuknoseHo 3 g (oTrorapaio Ha 60 ml cupon) AneBHO, pasjeicHa B
Maxkcumannara gueena no3a e 4 g (otroBapsino na 80 ml cupon aneBHO). Ma
HHEBHA 1032 ¢ 4 g (otrosapsuro Ha 80 ml cupon areeno).
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Heya nao 1 zoduna
50 mg/kg TenecHo Terno AHEBHO, 0dukHoreHo 1 mlsa | kg TenecHo Terno, pa3aencna B 3 wiu 4
[pUemMa Ha JICH; Npu/laraHa B CHOTBETCTBHUE ¢ TablMLATa HO-10J1y:

TenecHo Terjio Hozupopka*
10-14 ke 3x5ml
1520 kg 3x5-7,5ml
21-30 kg 3x7.5-10 ml
31-40 kg 3x 10-15ml
41-50 kg 3x15-17,5ml

*3a W3MEPRAHC 1A TIPCANUCAHOTO KOJUYECTRO HIMOIIZBAHTS MEPHTEITIIaTa 4Yallka, nIpeaocTaRena
C ONAKOBKAaTa.

Hauun pa npuaoskente

[lepopanno npuioxeHue.
4.3 Ilporuponoxazanusy

CBPBX4YBCTBUTEIHOCT KhM aKTHRHOTO BEUIECTBO MIIH KbM HAKOE OT MOMOIIHMTE BEIICCTRA,
w3bpoenw B Touka 6.1. -

AKO MalMEeHTHLT NOHACTOSIEM CTPa/Ia OT Nojarpa. _

AKO NAUMEHTET MMa HOBMIICHMA CTOMHOCTY HA TMKOYHA KHCENIHHA B KPbBTA.

4.4  Cpeanajiuu npeaynpeiienus H NpeAnasiy MepKH upu ynorpeba

Hroce/1a Moxe J1a MPUHHHK NPEXORHO MOBHIIARAHE HA M3XOAHWTE HHBA HA TTHKOYHE KHCETHHA
B CEPYMa M YPUHATA, KOWUTO 00Huai0 0CTABaT B HOPMAIHHTE 'PaHHIIK (FOPHATA I'paHMLa e
cboreetHo 8 mg/dl nim 0,42 mmol/l), ocobeno Npu MbKeTe K 3aCTAPABALIATA MOMYRALMA OT
Asara rnosia. [{oBMUIABAHETO Ha CTOHHOCTUTE Ha NUKOUHATA KUCEAMHA CC /IhIKI TIPY XOpaTa na
karabonu3Ma Ha HHOZMHOBATA ChCTABKA HA MPOAYKTA M0 NTHKOYHA KUCCIHHA. TO HE CE AHIOKH
Ha OCHOBHH JICKAPCTBCHO-MHIYIIHPAHH NPOMEHH B AKTHBHOCTTA HA SH3AUMHTE WIIH B OHOPCUHHS
kinpbHe, Cneporatenno MHocea ¢leaBa 1a ce NpUIAara ¢ NOBAILCHO BHHMAHHE MPH TIALHCHTH
C aHaMHEe3a 3a 110{arpa, XMNCPYPUKEMHUH, YPOIHTHA3a HIH P NALMEHTH ¢ HAPYIIEHa
6w0peuna ywima. B Xona Ha nevueneto HuBaTa Ha 1MKOYHA KMCeTUHA NP TE3M NallieHTH
TpAGBa fa ce npociieAnBaT PeAOBHO,

py HAKOW NMALMENTH MOXKE 1A Ce TIOABAT OCTPH PEaKLIMKM Ha CBPLXYYBCTBUTETHOCT
(ypruxapus, aurnoenem, anapunakcus). B Takps crydail leueHHeTo ¢ ICKAPCTBCHUS TPOLYKT
Muocena tpsdea fa ce npexpary,

11poabinKkHTEIHOTO NedeHUe MOXKeE A Joee/le 10 06pa3yBsaHe Ha Gubpeunu kamsiu. B cnyyait
Ha NPOALDKHTETHO Jieueline (3 Mecena MK {10-(k/Ir0) NIPH BCUHKW NALUMEHTH Tpsbea 1a ce
KOHTPOJMPAT pe/IOBHO HUBATA HA FIMKOMHE KMCETMHA B CEpyMa M ypHHaTa, YepHOoApobHaTa
PYyHKUMS, KPLBHATA KapTHHA 1 ObBpeunata GyHKUns,

To3zu nekapersen NMPOAYKT Chibpia 3axaposa. [lanuentu ¢ peku HacaeucTrenn npobiemu
K4TO HCTIOHOCUMOCT KBbM (DPYKTO3a, INIIOKO30-TANAKTO3Ha ManabcopSius uiu 3axapaso-
uzomanrazeH epHiHT He TpAGBA 1a MPUEMAT TOBA JIEKAPCTRO.

5 ml enpon cuanpika 2500 mg 3axaposa. Tosa TpsOBa Aa ce MMa NPCABKA TIPH Nay
3axapen guader.



Tosu fexapcTBeH NPONYKT ChABpKA MeTHInapaxuapokcubensoar (E218) u
npomwinapaxuzpokcubenzoar (E216), koeto Moxke fa NPUYHHM ATEPruuHE PEaKiHK
(BE3MONHO € [a ca OT 3abaseH TUN).

Toea nexapeTro cbabpaka no-Manko ot 1 mmol Hatpuit (23 mg) Ha 60 ml cupon, T.6. MoXe fa ce
Kaxe, Ye NpaKTHYSCKH HE ChAbpaKa HATPHH.

4.5 BianmopneiicTBHE ¢ APYTH JIEKAPCTBEHH IIPOAYKTH B Apyrn popMH Ha
B3auMogcHcTBHEe

Huiocena tpabea aa ce H31on3Ba ¢ [IOBHUIEHO BHHMAHWE MPH NALMEHTH, IEKYBaHH
ETHOBPEMEHHO ¢ HHXHDHTOPH Ha KCAHTHMHOKCHaz3aTa (HanpUMEp AJ0IyPUHON), C IEKapCcTRa,
KOMTO 3aCHJIBAT €KCKPEUMATA HA TUKOYHA KUCEMHA B YPUHATE, KAKTO H JUYPETHLH,
BKIIEOUUTEIHO THAZUAHN JHYPETHLIM (KaTO XUAPOXJIOPOTHAZN], XJIOPTATIHIOH, HHAANAMHI) U
OpumKoBH JuypeTHuy (pypoceMu, TopaceMul, ETAKPUHOBA KMCCIHHA).

Muocena ne tpabpa 1a ce npueMa 110 BpeMe Ha eYeHHe C MMYHOCYTIPECUBHH JIeKapeTBa (a
CaMo CJie/1 IPHKIIOUBAHE HA TOBA IEYEHHE), Thii KATO EHOBPEMEHHOTO NPHIIOKEHHE Ha
MMYHOCYNPECHEBHH NICKapCTBA MOXKE J1a MOBJMAE (hapMAKOKMHETHKATA H Ja OPOMEHM
tepaneBTHYHEA edekT Ha Muocena.

EanospemenHata ynorpe6a Ha HHocena ¢bC 3HI0BY(HH (M3BECTEH M KATO a3HI0THMMIHH)
yBe/M4aBa GOPMUPAHETO HA HYKNCOTHN Ha 3UACBYAMH (MOBMICHA AKTHBHOCT HA SHADRY/IMN)
MOCPE/ICTBOM KOMIINEKCHH MEXaHHM3MH, BKJIIOYBAILM IIOBHINCHA BHOHANIMYHOCT Ha 3MAOBYIMH B
UIa3mMara u I0BUUICHO MHTpaluenyaapHo dochopuimpalic B KPLBHHTE MOHOUMTH. B peayirar
Ha Tosa MHocena ycunea edekra Ha 3UTOBYAMH.

4.6 DeprHiivTeT, GPEMEHHOCT H KhpMECHE

He ca npoBexaany H3NUTRAHHA NPy Xopa 3a ¢(heKTa HAa MHOIWH BEPXY (PETAIHOTO PazBUTHE H
HE € YCTaHOBCHO, 1AM WHO3MH Ce CKCKpeTHpa B MaitunHara knpma. [Mopaau tosa Muocena He
TpsbBa A1d CC Npuusara No BpeMc Ha GPEMEeHHOCT WM KbPMEHE, OCBEH aKO JICKAPAT HE 1IPELEHH,
ue MOJ3HTE HAJABMILABAT NOTEHIHANHUA PHCK,

4.7  EdexTn RbpXy cnocoGHOCTTA 3a I0¢upaHe A paGoTa ¢ MAIHHH

MHocena ne nogiusea win nosussa nperieGpesumo cliocoGHOCTTa 3a HiohHpaHe 1 paboTa ¢
MALTHHHA.

4.8  Hexenrann JekaperBeHn peaknun

EiuHcTRenaTa NocTosHMO HabmoaRata HeXenana peakiua 1o ppeMe na ynoTpeda Ha
JIEKAPCTBEHUA IIPOAYKT, 1IPDH BH3PACTHH U B IICANATPHYHATA ITOTIYIALNA, € IIPEX0/[HOTO
nosuweHne (0GUUARHO OCTaBAINO B YPAHMLIMTE Ha HOPMATA) Na HUBATA HA NUKOYHA KUCceHHa B
cepyma i yprHaTta, OOMKHOBEHO TE3H HIBA CE BPLLIAT 10 W3XOJ/IHUTE CTORHOCTH HAKOJIKO JHM
CNIE/L Kpas Ha MEUEHHETO.

Hexenanure peakiiu ca cduHUpany 0o 4CCTOTE CHINACHO KOHBEHIMATE Ha MedDRA: Mu
yecrn >1/10, uectu >1/100 no <1/10, newecru >1/1 000 j10 <1/100, peaxn >1/10 000
000, muoro pencu <1/10 000, ¢ 1en3BecTHA HeeTOTA (MECTOTATA 1IE MOKC Jia 8 OYIp;
HAJIMYHUTE JAHHH. 53




CHcremo- Mmuoro wecrn | Yecru Heucern C HeniBecTHA
OpraHed Co JecToTa
KAac
HapyuieHnus Ha AHTHOCAEM,
HMYHHATA CRPLXYYCTRH-
cHcTEeMa
TEJTHOCT,
YpTHKapHs
JETT HEPBHOCT
Hapyuieuus
Hapyviuenus na rnaBobonue, COMHOJIGHTHOCT| BepTHIO*
HEPBHATA BEITHIO ,
CHCTEMA HHCOMHHSA
["acTpounTecT NOBPBINAHE, AMapus, fonka B
H-HaJTHH rajcHe, KOHCTHNAUMS | enHracTpuyma*
HapyicHna JHCKOMGOPT B
€IHracTpuyma
Hapymienus Ha chpbex, epurem*
KoMxara u 0BpUB
NOJKOMKHATA
ThKaH
Hapymenud Ha aprpajrus
MYCKYITHO-
CKelleTHATd
cHeTeMa R
ChEIMHHTETHA-
T4 ThKan
Hapyiucuus Ha MTOJIUYPHSA
GuOpetiute u (MOBHLIEHO
TMKOHHHTE KOJIHYECTBO
MhRTHLLIA ypuHa)
Obmu ymopa,
HAPYIICIIMA U OTIIAAHANQCT
eeKTH Ha
MSICTOTO Ha
NPUHIIOKEHHE
Hscnegpanus | mopwmiiern MOBHINIEHH
CTOMHOCTH CTOMHOCTH Ha
Ha KphBHA ypes,
MHKOYHA TpaHCAMHHA3U
KWCE/INHa B M aniaiiHa
KpBBTA, thocaraza B
TIOBMIIIEHH KpBETA
HKBA HA -
MUKOYHA
KHCEJIMHA B
ypHHATA
5 \ (‘_’2’
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*Hesxenanure peakumuH ca choOIUEHK IPH HOCTMAPKETHHIOBO HaGmonenue. Teaun peakuuu ce
CHMTAT 33 TAKMBA C HCH3BECTHA 4eCcTOTa (OT HANMYHMTE JaHHH HE MOXC Ja Ce HAupaBH
OLICHKA).

Cpofulapale Ha HEXeJIaHH PeaKLMU

CroluiaBaHeTo Ha N0/I03UPAHU HEXENAHK PEAKIUY CIIE]] paspewiaBante 3a yroTpeba Ha
JIEKapcTBeHUs NPOAYKT € BaxKHO. Tora MO3BONSRA Jia NPOALILKH HAGIIOISHUETO Ha
CBOTHOUIECHHETO NOI3a/PUCK 33 NEKAPCTBEHUN NPOAYKT. OT MEAMUMHCKATE COEIHAIMCTH Ce
M3MCKBA A2 CHOOLIARAT BCAKA TONO3HUPaHa HEXKENAHA PEAKIUs YPes:

HanwnHuTenHa areHLMs 110 JleKapeTRaTta
yi1. ,,Jdamss ['pyes” No 8

1303 Codhua

benrapus

Ten.: +359 2 8903417

yebeaiit: www.bda.bg

4.9  IIpenosmpane

Hsma onut ¢ npeaosupae ¢ uHO3uN apasodexe. Bee nak cepro3ny HEKENany Peaklini, ocBeH
NOBHIIEHHTE HHBA Ha TMKOYHA KUCENHHA B OPraHU3Ma, €a MaIKo BEPOSTHH, NPEABII
pe3yNTaTHTE OT NPOYYBAHUATA BPXY TOKCHYHOCTTA NPH KHBOTHHU. JleueHnero Tpabea na Guae
OTPAHUUCHO N0 CHMTITTOMATHYHM M TIOANBPKALN MEPKH.

5. ®APMAKOJIOTHUYHHM CBOHICTBA
5.1  PapmakoaMHAMHYHH CBOICTBA

DapMakoTepaneBTHIHA FPyTIa: AHTHBHPYCHY CPEACTBE 38 CHCTEMHO NPHIIOKEHHE,
aHTHBUPYCHU CPCICTRA ¢ MIPAKO AclicTRYE,
ATC xom: JOSAXO05.

WMuo3ui1 11paHOoOCKE € CHNTETHYHO ITYPRHOBO [IPOU3BOLIO. CHMYHOMOAYJIUpALUM H AHTHBHPYCHH
CROMCTBA, KOMTO €2 PE3YJITAT OT ARHO i#1 Vive yCHIIBalie HA HMYIHIHMS OTIOBOP HA NpHEMALIHs,
BCIICACTBHE HA JIEKAPCTREHOTO ACHCTRUE.

KnpnuuHuTe HpoyuBaHus NOKa3Bar, 4¢ MHOIMH NpaHoBGeKe HOPMaIU3HPa HEJOCTATLYHHA HIlK
HapyuleH KAeThYHO-ME/IHMPaH HMYHUTET (10 U3XO/IHHA 38 OPraHH3Ma), UPe3 MPeIM3BUKBAHETO
Ha il Thl oTrosop, koitTo HHALMKpa y3psBaneTo U audepeHuspaneTo Ha T suMboLmTHTe, U
NOTEHUMPAHCTO HA MHAYUHPaHHA TuMponponudepaTMBeH OTTOBOP B MHTOIEH- WM AHTHIEH-
aKTHRHpaHKUTE KICTKH. [{o mogobeH HavuH NeKapeTROTO MOAYIIUPE HHTOTOKCHUYHOCTTa Ha T-
TUMBOUNTHTE U Ha €CTECTRCHHTE KICTKU-yOHILK, PyHkumure Ha T8 cynpecopHuTe u Ha T4
XCNICPHUTE KAETKH, @ CHIU0 NoBHwara Opos Ha 1gG M KOMIINEMEHT-TOBEPX HOCTHUTE MapKepH.
HMuozun npanofexc yeenuuapa HPORIBOACTEOTO Ha LTokunt IL-1 1 nognomara npoyKivsta
na I1.-2, karo perynvpa BB3X0JAMW0 eKcnpecusra Ha [L-2 peuentopa in vitro.

Toii ysenuyasa 3HauMTEHO clitorenHara cexkpeumns Ha IFN-y u uamaisea in vivo n
na lL.-4, Chmo Taka e nokasaro, ue To# noTenimpa GarounTo3aTa 1 XeMOTaKe
LeyTpodninTe, MOHOUMTHTE W Makpodarure.

B uscnensanus in vivo HHO3uH 11paHobeKe NoIIoMara NOTEHUMPaHETo Ha [{ YL
H TPaHCAaLMOHHA ¢nocoOHOCT Ha HHGOPMALIMOHHATA (MATPHYHA) PHK-(ml%N’&} \ga
. ) \_‘1‘ ,
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TUMDOUMTHTE, KATO CHILEBPEMEHHO HHXH6Hpa CHHTe3a Ha rHpycHaTa PHK nocpenc*rsom BCE
OMI¢ HEU3ACHEHM CTCHEHH Ha!

1) BKJIHOYBAHE HA HHO3WMH-MEAHMPAHATa 0POTORA KMCENHHA B noakpubosomure;
2) unxubrpaHe Ha 3a71aBAHETO HA NOJMaZCHIIOBATA Kuceu#a kbM HPHK na Bupyca;
3) MOJIEKYIIAPHA PEOPraHu3ariis Ha THMGBOLIMTHUTE RETPE MEMOPAHHH NJIA3MEHM YACTHULH

(intramembrane plasma particles, IMP), koeTo Bos# J10 MOUTH TPUKPATHO YRETHYEHHE Ha
NALTHOCTTA UM.

WMHo3un npanodeke uuxubupa pochoamecTepasara Ha IMKIHMHUA TYalo3KMH MOHO(oChaT
(cyclic guanosine monophosphate, cGMP) camo npu BHCOKH KOHUEHTPAUUH in VIO i (pH
HHBa, HEBKIIOUEHH B TIPOABUTE Ha UMyHO(papMakonoruutuTe eekTH in vivo.

B npoyusanys in vitro wHozuu npanoGekc nokasea MHXUGHpaur ehekT BEPXY PEIUIMKALMATS HA
Xepriec CUMTIEKC BUpycutTe oT Tun I (HSV-1),

Hauannure cumnromu na xepnec B/royBar 601ka, H3TPENBaLE, CHPOEK M HACTLIBA NPeIH
IMOABATA Ha KOXHU JIE3HH, .

[Teperanara HSV-1 undexums 8ou 10 NpoayKuusTa Ha aHTHTE @ cpey HSV-1. Cneg
IbPBUYHATE HH(EKUMA XEPIIEC BUPYCHTE OCTARAT JIATEHTHHM B FAHTJIMHTE U CE PEAKTHBUDAT B
pe3ynTaT Ha PETUTMKALMA, KOETO ce H3ABABA KAaTO MOBTAPKILM ¢& Ae3WH NMoj dopMaTa Ha
nabuancu xepnec. YectoTara fla peLMsa Bapupa | 3aBMCH OT HHBOTO 14 aKTUBHOCT Ha
MMyHHaTa cucTeMa (1 10 >12 neTH B rojinHara).

52 @apMaKOKWHETHYHH CBOWCTBS

Besika OT ChOTABKHTE Ha JTEKAPCTBEHMS NPOJLYKT MOKA3Ba coGCTBEHH (apMaKoIorAvHu
cBolicTea Iprioket nepopaiino npy xopa, MHO3UH npanoGekc ce abeopbupa HHP30 U HaThIAHO
(>90%) oT cTOMatIO-4pEeBHUA TPAKT U I[PEMUHABA B KpbBTa. CBIIO TaKa ClIE/l IEPOPATHO
[IPUNIOKEHUE NPH MAHMYHH OT poja Macacus rhesus 94-100% 0T KHTPaBEHO3HHUTE CTOHHOCTH
Ha komnonenTure ga DIP [N,N-aumerunamuiio-2-riponanon] u PAcBA [p-auetamunoeizociia
KHCCIIMHA] €€ OTKpUBAT B YpHHATA. |

Pazipenesetne :

Cnej nipunaraleTo Ha JICKAPCTBEHHUA IPOAYKT W HEIOBH KOMIIOHEHTH 1pH MaliMYHH &
YCTAHOBEHO painobens3aHo KOMHUECTRO B Cle/IHHTE THKAHHM - NO PE/a Ha HU3X0AAIATa
crietuduaiia akthrtoct: 0L0peuu, Geaun npobose, yepen Jpod, CBPIIE, A4NIaK, TCCTHCH,
MaHKpeac, MO3bK K CKeJIETHA MyCKyaTypa.

buoTpaHchopmaniy o

Citea nepopanien npuem 1a pajHOaKTHBHO MAPKMpaHa 103a ot | g MHO3MH rpaHoBeke npn xopa
YCTaHOBCHHTE MiazMeHd HUBa 3a DIP u PACBA ca 6unw crorserno: 3,7 pg/ml (cnexn 2 waca) n
9.4 ng/ml (cnen 1 yac). B npoyusaHus BEPXY MOHOCUMOCTTA HA 1034Ta IpHi Xopa MUKOBOTO
MOKAa4YBaHC HA HUBOTO HA MUKOYHA KHUCEIIMIIA CIICK MPUEMa, KATO MAPKA 33 BHECCHMS C
JACKApCTBCHUA MPOTYKT HHO3KH, HE € IMHEHHO M MOxe Aa rapupa ¢ +10% B pamkuTe Ha 1-3
4aca.

Lkckpenus . _
Ilpu jnerHa 103a ot 4 g B yc/ionusTa Ha paBHOBecno CBHCTOANME, 24-yacoBaTa eKCK

HweTaGonmnpaHuﬂ DIP u nerosus N-okcuz. BpeMeTo 3a HOHyeHHMHHHpaHe i?S"qﬁéﬁsa"
1 50 munyTH 32 PACBA. [lpu xopara ocioBuuat MetaGoaut na DIP ¢ N-okcuyi; AT03H A
PACBA - o-aimnrmokyponua. Ornurure ¢ PaIHOM3OTONH €a HENOAXOASIIH npﬁ xc}pa

\.(‘, -
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HMHO3HHORATA CHCTABKA €€ KaTabONHM3Mpa MO BT Ha MyPHHOBOTO pasrpaxkaaHe 0 TMKOYHA
kucenmna, Cries nepopaitio npuiloxkKeHHe Ha TablleTKA [IPH KHBOTHH A0 0KoJIo 70% ot
NpHRIIOHKEHHA HHOIUH MOXe Jla OB yCTaHOBeH Noj (HopMaTa Ha MKOYHA KHCEIHHA, 4
OCTaThKBT - KaTo HOPMaTHUTE METabOIUTH KCAHTHH M XMITOKCAHTHH,

Buonannynocetr/TInont nox xpupara (AUC)

B ycnoBusTa Ha paBHORECHO CBCTOAHME CTOHHOCTHTE B YPUHATA 33 CheTaskaTa PACBA u
HelfHusa metabonuT ca >90% or ouakeauuTe 3a pazreopa. CroiHOCTHTE 3a cheTarkara DIP u
HeHug metabonut ca >76%. B nnasMara nomnra nop kpusara (AUC) e >88% 3a DIP u >77%
3a PAcBA.

53 Ilpeakiupvydn AanuH 3a Ge30MacHOCT

HMuo3un npanobexc noka3ra HUCEK MPOGHIT Ha TOKCHMHOCT MPH MYJITHBADHAHTHH [IPOYYBAHHS
BBPXY OCTPa, N0J0CTPa H XPOHHYHA TOKCHYHOCT NPH MHUILUKH, MILXOBE, KYUETa, KOTKH H
MaiiMynu 8 1o3m 10 1 500 mg/kg/anerro U apa Haii-HUCKaTA cpeHa JieTanHa doza (LDS50) 3a
0CTpa TOKCHYHOCT Clie/l ICPOPaiHO NPHICKEHHE, Ha/lBMIaBalia S0-KpaTHO MaKCHMAalHATA
TepanesTHYHa 103a ot 100 mg/kg/nHenHo.

poab/KUTEIHH TOKCHKONOTHYHH Hpﬂy‘iBBHHﬂ [PH MHIIKH M TIBXOBE HE MTOKa3Bat
KAPUWHOTEHEH NOTCHUMAN.

CTaHAapTHH H3CIedBAHHA 3a MYTAreHHOCT H iX ViVo IpOy4BaHMs IMPH MULIKH M TUTEXOBE, KAKTO
M iR Vifro NpOYMBaNKs RLPXY NUM{JOLMTH OT YOBEIIKA nepudepHa KpbE He roKasear abepanTHH
CBOWCTBA.

Hsima 1aHHM 38 MepHBATaIHa TOKCHYHOCT, eMOPHOTOKCHYHOCT, TEPATOreHHOCT WM HapyLleHa
penpofyKTHBHE (PYHKLKS MPH MHILIKH, TUIBXOBE ¥ 3aiLH [P IPOYYBAHMS C TIPOTHIKHTEIHO
[1apeHTepaiHO NpHJIarane Ha J03H, HaiBHLIaBaINY 20-KpaTHO MAKCHMAJIHATA MPEOPRHHTENHA
TepanesTuuna 1o3a npu xopa (100 mg/kg/nuerno). (XK. chino Touka 4.6).

6. OAPMAIEBTUYHU JAHHH
6.1 CnHcbk HA NOMOINHHTE BelIecTBa

Metunnapaxunpokcutenioar (E218)
[Tpormin napaxuapokcuGenzoar (E216)
3axapuu HATpH

3axapoza

[manepun

Erurnos ankoxon (96%),

Apomar Ha BopoBHiiKa

Bauunuu

Tlpeuncrena sBoaa -

6.2 HecremecTrumocTn
Henpuaoxumo,
6.3  Cpox na roasocr

3 roauyu,




6.4  CrenHa/jHH yCJI0BHAS HA ChXpaHeHne

Ha ce cexpansiea nog 25°C
Cpok Ha rogHOCT ciie); TbPBOHAYANHO OTBapsiHe HA OyTHIKaTa: 6 Mecela.

6.5 Boa v cbabpkaHMe HA ONAKOBKaTa

120 ml cupon ce crappsxa B 6yTHIKa OT KadsiBo cThKI0 ¢ 06eM 125 ml. Byrunkara e 3aTRopena

ChC 3a1IMTEHA OT JCUa NOMHETHICHOBA Kanavyka Ha BUHT. ByTHiikara, 3aeaHO € JIMCTOBKATA C

MH(bOPMAaLKA 33 NAIMEHTA € OMIAKOBAHA B eIMHUYHA KAPTOHEHA KYTHA.

6.6 Cueunany npeanasHyu MePKY IIPH H3XBLP/IAHE

Hewnsnonzpauuar aekaperaen nponym MM OTITAZBYLNTE MAaTEPHANTH OT Hero TpsiOBa ja ce

- U3XBBPJIST B CHOTBETCTEBHE C MECTHUTE H3IUCKBAHMS.

7. IPHTEXATEJ HA PASPEIIEHUETO 3A YIIOTPEEA

Bopan Meancuue Espona EOOIT .

Oyn. Cumeonoscko moce 130, er. 3

1700 Codus

brarapus

8. HOMEP(A) HA PASPEHIIEHHETO 3A YIIOTPEBA

Per. Ne: 20210337

9. JATA HA H'[;I’Bb PAIPEITABAHE/TIOJHOBSIBAHE HA PA3SPELHIEHUETO
3A YIIOTPEBA

Hara na nupro pazpewasade: 30 Hoemepy 2021

10.  JATA HA AKTYAJIM3UPAHE HA TEKCTA

10/2022




