KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA
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2.  KAYECTBEH M KOJIJMYECTBEH CbCTAB =

Bcexku ml cupon cuabprka 50 mg mHO3MH npaHoOekce (inosine pranobex), npeacTapisiBalll HHO3HH U p-
alieTaMMHOOEH30€Ha coJ1 Ha |-IMMeTHIIaMUHO-2-NPONaHOJ B MOJJAPHO ChOTHOWIEHHE 3: 1.

[TomolIIHK BelllecTBa ¢ U3BECTHO JCHCTBUE: 3aXapo3a, MeTUnapaxuapokcudensoar (E218),
nponuinapaxuapokcubensoar (E216), eTUI0B aKoX0J U HATPHUH.
5 ml cupon cbabpxkar 2500 mg 3axapo3a.

3a NMbJIHUA CITUCBK HA NMOMOLIIHUTE BelllecTBA BUWKTE To4dka 6.1.
3. JJEKAPCTBEHA ©OPMA

Cuporn.
JK'bJITEeHUKAaBO-pO30B OUCTBP pa3TBop.

4. KIMHNYHHU JAHHU
4.1 TepaneBTHYHH NOKA3AHHUA

Karo no6aBka B ieyeHHET0 HAa PeKYPEHTHH MH(EKIUKU Ha FTOPHUTE JIMXATEJIHHU ITBTULLA TIPH
UMYHOKOMITPOMETUPAHH NALUECHTH.

[Tpu nieyeHre Ha Xepriec Ha YCTHUTE U JIMLIETO, IPUYMHEH OT BUpYyCa Ha Xepriec cuMIuiekc (Herpes
simplex).

42 Jlo3MpOBKA H HAYHH HA NPHJIOKCHHE

Jlo3upoBka

Jlo3aTa ce onpejiens B 3aBUCUMOCT OT TEJIECHOTO TErJIO Ha NMalMeHTa W TeXeCTTa Ha 3a00JIsIBaHETO.
JlHeBHarta n03a TpsAOBa Aa ce npuJiara B paBHM €IMHUYHM 103U HAKOJIKO ITbTH JIHEBHO. OOuyaiiHaTa
NPOABb/DKUTENIHOCT Ha JieueHHeTo e 5-14 nuu. Cnea oTmuymsiBaHe Ha CUMITTOMMUTE JICYEHUETO TpsOBa jia
NPOABILKHU 1-2 J1HM.

[Ipu pekypeHTHH XeprnecHH HH(PEKLMH € BaXKHO JIEYEHUETO Ja 3anovyHe CJjie/]l Ha4ajloTo Ha
NPOAPOMAJIHUTE CUMITTOMM MJIKM Be€HAara cJjie/1 osBaTa Ha MbPBUTE JIE3UH.

Bv3pacmuu u auya 6 cmapuecka év3pacm

[Ipenopbuurennara no3a e 50 mg/kg renecuno rersio aueBHo (1 ml 3a 1 kg TesiecHo Terio JHEBHO),
00bukHOBEHO 3 g (oTroapsiuo Ha 60 ml cupon) aneBHo, pa3jaeneHa B 3 Wik 4 npuema. MakcumMasiHaTa
nHeBHa J103a ¢ 4 g (orrosapsauio Ha 80 ml cuponn qHeBHO). MakcuManiHaTa AHeBHA J103a e 4 g
(otroBapsiuo Ha 80 ml cupon JiHeBHO).




Heya nao 1 zoouna
50 mg/kg TenecHo Terno yHeBHO, 06ukHOBeHO | ml 3a 1 kg TenecHo Terno, pasneneHa B 3 win 4 npuema

Ha ACH, MpHnaraHa B ChOTBCTCTBHC C Tabnuuara no-a0iay.

TenecHo Terno | Jloauposka™ |
10-14 kg B 3x5ml
15-20 kg 3 x5-7,5ml
21-30 kg | 3x7,5-10 ml
31-40 kg 3x10-15ml
41-50 kg 3x15-17,5 ml

*3a H3MEpPBAHE Ha MNpPEeAINHCaAHOTO KOJIHHECTBO H3MoNn3BanTe MECPHTCIIHATA YallKa, NIpCRoCTaBCHA C
OINaKOBKAT4d.

Ha4HH Ha NPHNOKEHHE

ITepopanHo npwioxeHHe.
4.3 IIporuBonokazaHus

CBpBX4YYBCTBUTENHOCT KbM aKTHBHOTO BEILECTBO WM KbM HAKOE OT IOMOLHHTE BEILECTBA, H3OPOCHH B
Touka 6.1.

AKO MaLUHEHTHT NOHACTOAIIEM ¢Tpajia OT tojarpa.

AKO MaLMEHTHT HMAa MTOBHILECHH CTOMHOCTM Ha NMHKOYHA KMCE/IMHA B KPbBTA.

4.4 CoenunaaHu npeaynpekieHns H NpeANasHH MEPKH npu ynorpeba

HHuocena Moxe Aa NPUYUHHK NPEXOAHO MNOBUIIIABAHE Ha U3XOAHHTE HHBA Ha NMUKO4YHA KUCEIIHHA B CEPyMa
M YPHHATa, KOMTO 0OHYaiftHO OCTaBaT B HOPMAIHHWTE I'paHHLIM (rOpHATA IpaHHLa € CHoTBeTHO 8 mg/dl
win 0,42 mmol/1), ocobeHo nmpu MBXETE M 3acTapsBalliaTa IOMyAalMa OT ABaTa noja. [TopuinaBaHeTo Ha
CTOMHOCTHTE Ha MHKOYHATA KMCEIMHA ¢ AB/DKH MPH XOpaTa Ha Katabonn3mMa Ha HHO3MHOBATA ChCTABKA
Ha NpOAYKTa A0 MMKOYHA KHCENIMHA. TO He Ce Ab/KM Ha OCHOBHH NEKAPCTBEHO-HHAYLMPAHH NMPOMEHH B
aKTHBHOCTTA Ha eH3WMHUTE WiH B O1LOpeunus xknupshe. CnegopatenHo MHocena cneasa na ce nmpuniara ¢
[IOBHLICHO BHHMaHHE NPH NaLtMeHTH ¢ aHaMHE3a 3a Nojarpa, XMIepypuKeMHs, ypoauTHaia WiM Npu
IaLlHEHTH C HapylleHa 6p0pedHa pyHkung. B xo1a Ha Je4EeHHETO HUBATA HA IMHKOYHA KHCE/IHHA MPH
T€3H NallHeHTH TpAOBa Ja ce npocaeaBaT PeJOBHO.

[TpH HAKOM NALIMEHTH MOXKE J1a Ce MOABAT OCTPH peaklMi Ha CBPBXYYBCTBUTETHOCT (YpTHKAapHA,
aHrHoeteM, anadpunakcus). B Takbs ciiyual jereHHeTo ¢ TekapcTBeHua npoaykT MHocea Tpsbra na ce

[IPEKPATH.

[IpOABLJDKMTEIHOTO NeUCHHE MOXKE Aa goeene 1o obpasypaHe Ha 6b0peunt kaMbHU. B ciiyuaii Ha
NMPOAB/DKUTETHO NeYeHHe (3 Mecela WM mO-ABbAro) NpU BCHYKH NAUMEHTH TpAOBa Ja & KOHTPOJIHpAT
peNOBHO HMBATA Ha NIMKOYHA KUCEIMHA B CepyMa H ypUHaTa, yepHoApoOHaTa QyHKIIHA, KpbBHATA
kapTuHa ¥ 6B6peunara dhyHkun,

To3u nekapcTBeH NpOAYKT ChAbpXkKa 3axapo3a. [TaumMeHTH ¢ peIKH HacneACTBEHH MPoOIEMH KaTo
HEMOHOCHMOCT KBbM (IPYKTO3a, IMIOKO030-raNakTo3Ha MaiabcopObums Wik 3axapa3o-H3oMaiTaseH
aeduiHT He TpabBa na npuemar TOBa JIEKApPCTBO.

5 ml cupon ceappka 2500 mg 3axaposa. Tosa TpaORa na ce MMa npeBUA NPH MALUEHTH
nuaoer. | '

To3u nexapcTBEH NPOAYKT ChAbPkKa MeTWwinapaxunpokcubenzoar (E218) u
nponunnapaxuapokcudensoar (E216), koero Moxe 1a NpUMHUHY aJIeprUdHH peakLHH
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oT 3abaBeH THI).

ToBa nexapcTBO ChABPKA NO-Manko oT 1| mmol narpuit (23 mg) Ha 60 ml cupon, T.e. MOKe Aa ce KaxKe, ue
NPaKTHMECKH HE Ch/IbPXKA HATPHH.

45 BiaamopeiicTBHe ¢ APYrH NEKAPCTBEHA NPOAYKTH B APYIrH QOPMH HA B3aHMOACHCTBHE

Huocena rpabea aa ce W3nMoa3sa ¢ MOBULLIECHO BHUMAHHE NPH NALMEHTH, JICKYBaHH €AHOBPEMEHHO C
HHXMOHUTOPH Ha KCAHTMHOKCHAA3aTa (HanpHMeEp alOIMYPHHO), C JIEKapCTBa, KOMTO 3aCHIIBAT
eKCKPEeUMATA Ha MHKOYHA KUCENIMHA B YPHHATA, KAKTO U JHYPETHLH, BKIKOUYHTEITHO THA3HAHH AHYPETHLH
(KaTo XHAPOXJIOPOTHAZK/, XJIOPTATHAOH, HHAanaMu) U 6pUMKOBH AWYpeTULIM (PYPOCEMHA, TOPaCEMHA,
€TaKpUHOBA KHCEIIMHA),

Muocena He TpaGBa Aa ce npueMa 1o BpeMe Ha JICYEHHE ¢ UMYHOCYIPECHBHH JeKapCTBa (a caMo cliel
NPUKIIOYBAHE HA TOBA JICYEHHUE), Thl KATO €AHOBPEMEHHOTO NPUIOKEHHE HA HMYHOCYIIPECHBHH
JIeKapCTBa MOXKE Aa NMOBJIUsAe (papMaKOKMHETHKATA U Aa NPOMEHM TepaneBTHYHHA edekT Ha MHocena.

EnnospeMenHaTa ynorpeba Ha HHocena cbe 3Ma0BYAHH (M3BECTEH M KATO a3UIOTUMUIUH) YBEIHYaBa
bopMUPAHETO HA HYKICOTHAM Ha SUAOBYAHH (TIOBHILIEHA AKTUBHOCT Ha 3UJIOBYUH) NOCPEACTBOM
KOMIUIEKCHHA MEXaHH3MH, BKIIOYBAIM NOBUIICHA OHOHAIMYMHOCT Ha 3MAOBYAHH B IUIa3MAaTa ¥ NOBHILICHO

HHTpaHemyaapHo GpochopwinpaHe B KpbBHUTE MOHOLMTH. B pe3ynTaT Ha ToBa MHocena ycunsa edekra
Ha 3UJOBYAHH.

4.6 @epraamrer, OpeMEHHOCT H KbpMeHe

He ca npoBexaaHy H3NKMTBAHNS NP X0pa 3a €()eKTa Ha KHO3HH BbPXY (QPETATHOTO PA3BUTHE M HE €
YCTAHOBEHO JIAJT MHO3MH C€ eKCKpeTHpa B MaifunHaTa KbpMa. Ilopaagn ToBa MHocena He TpsadBa aa ce
npunara rno BpeMe Ha 6peMeHHOCT UM KbPMEHE, OCBEH aKO JIEKApAT HE [IPELEHH, Y€ ITOJI3HUTE
HAJBUILIABAT MOTEHLIMATTHUA PUCK.

4.7 EdexTn Bbpxy cnocobrocTTa 32 mopupane n pabora ¢ MAIIHAM

HMHocena He noBaMABa WIH NMOBJIHABA NpeHeOpexumMo cnocobHOCTTa 32 Wodupane n pabora ¢ MalIKHY,

4.8 Hexenanu JekapcTBeHH PEaKIHA

EnuHcTBEHAaTa NOCTOAHHO HaO/MI0aBaHa HEXXENaHa peaklna 110 BpeMe Ha ynorpeba Ha neKapCcTBeHUA
NPOAYKT IPH BB3PACTHH M B NECAMATPHYHATA NOMYJIaLMA € NPEXOJHOTO NoBHIeHUe (0OUUaiHo
OCTaBallQ B rPAHHLMTE HA HOPMATa) HA HYBATA HA NUKOYHA KUCENIHHA B cepyMa M ypunHara. O0uxkHoBeHO
Te3H HUBA C€ BPBILAT 0 M3XOAHHTE CTOMHOCTH HAKOJIKO JHM C/le/{ Kpas Ha JIEUEHHETO.

HexenaHuTe peakuuH ca JeHMHHpaHH MO Y€CTOTA ChIVIACHO KOHBeHUMATa Ha MedDRA: MHOTO HecTH
>1/10, yectu >1/100 no <1/10, nevectu >1/1 000 go <1/100, peaku >1/10 000 go <1/1 000, MHOrO
peaku <1/10 000, ¢ Hen3BecTHa YecTOTA (HECTOTATA HE MOXKE JIa C€ OMPEAETHH OT HATHYHHTE JaHHH.

CucteMo- Muoro yecrn | Yecrn Heuectn C nen3BecTHA
opranen 4ecTOoTA

KJ1ac | | _

Hapyuienus Ha AHIHOCIEM,
HMYHHATA CBPLXYYCTBHU-
chacTeMa TEJIHOCT,

IlcuxHuHu HEPBHOCT

Hapyiueuuﬂ




HapyieHus Ha rnasobonue, COMHOJIEHTHOCT, | BepTHUro*
HepBHaTa BEPTHIO MHCOMHHSA
cUCTEMA
["acTpoMHTECTH- MOBpPBUIAHE, IHAPHA, Gonka B
HAJTHH raaeHe, KOHCTHNALINA enuracTpuyma*
HapyLleHUA AUCKOMbOpT B
CIMUracTpUyMa
HapyluieHus Ha cbepbex, epurem*
KOXaTa M 06puE
NOJKOMXKHATA
THKaH
HapyueHus Ha apTpanrus
MYCKYJIHO-
CKE/IeTHATA
CHCTEMA H
CheANHHTEITHA-
T4 ThKaH
Hapyienus Ha MOJIHYpUA
Ou6peuuTe U (MOBHIIEHO
NHKOYHHTE KOJIMYECTBO
NHTHINA ypHHA)
Obuuw ymopa,
HapYIUCHHUA H OTHAZHAIIOCT
edekTH Ha
MACTOTO Ha
MPUIIOKEHHE
HM3cnenpanud MOBHILECHY MOBHILICHH
CTORHOCTH CTOMHOCTH Ha
Ha KpbBHA yped,
NMUKOYHA TPaHCAMMHA3H U
KHCEJIMHA B ajIKa/Ha
KpPBBTAa, pocdarasa B
MOBHUILIEHH HHBA | KPBLETA
HA IMHKOYHA
KUCEJIMHA B
ypHHaTa

*HexxenaHuTe peakliMH ca ChoOIIEHH MNpK ITocTMapkeTHHIoBo Habmonenue. Tesn peakuuu ce CUUTAT
3a TAKHBA ¢ HEM3BECTHA YeCcTOTa (OT HATHYHHATE JAaHHH HE MOXKE 1a C€ HalpaBU OLCHKa).

CrofmasaHe Ha HEXKENAHU peaklUy
CrollaBaHeTo Ha MOAO3MPAHH HEXKE/IaHK peakLMM Clel paspellaBaHe 3& yrnorpeba Ha JISKapCTBEHUS

NPOLAYKT € BaXXHO. TOBa No3BoJigBa Aa NpoALDKH HaOMIOAeHHeTO Ha ChOTHOILISHHMETO MOJI3a/PUCK 32
JIEKapCTBEHHMSA NPOAYKT. OT MEAULIMHCKHTE CIIELHMATHCTH Ce M3UCKBa 1a chobl1aBaT Bcska IMoAo3upaHa
HeXke/laHa peakius ypes: ‘

HambnHuTEIHA areHUMA NO JICKapCTBATa
yi. ,,JJamaH I'pyes” Ne 8

1303 Codus

bvarapus

Ten.: +359 2 8903417

yebcaiit: www.bda.bg




4.9 Ilpenosmpane

Hsma omnuT ¢ npefo3upaHe ¢ HHO3HH npaHobekc. Bee mak cepruo3HH HeXKe/laHH peakLiMH, OCBEH
MOBHIICHHTE HUBA HA NMHKOYHA KMCEIHHA B OPraHM3Ma, ¢a MAJIKO BEPOATHH, NPEABU] PEIYITATHTE OT
MPOYYBAHUATA BBPXY TOKCHYHOCTTA NpPH >XHBOTHH. JleueHueTo TpadOBa na 6nae orpaHdveHo ao

CHUMITTOMATHYHH H NOAORPXKALUIN MCPDKH.

5. GAPMAKOJOI'HYHU CBOUCTBA

5.1 DapMakoaHHAMHYHH CBOHCTBA

dbapmaxoTepaneBTHYHA rpyna: AHTUMHPEKLHMO3HH CPEeACTBa 3a cUcTeMHO npuioxeHue, ATC kox:
JOSAXO0S.

MHo3ux npanofeKe € CMHTETHYHO ITYPHHOBO MPOU3BOAHO C HMYHOMOAYJIMPALIM U AHTHBHPYCHHU
CBOMCTBA, KOMTO €4 pe3YyJITAT OT ABHO in vivo YCUIBaHE HA UMYHHUA OTTOBOP HA NpUEMALIHA,
BCJIEACTBHE HA JIEKAPCTBEHOTO ACHCTBHE.

KnuHHYHMTE NpOoyYBaHHUA NMOKA3BaT, Y€ HHO3KH IPAHOOEKC HOPMATH3Mpa HEAOCTATHLYHHUA WIH HAPYLIEH
KJIETBYHO-MEAHUPAH HMYHHTET (10 H3XOAHHKA 32 OPraHu3Ma), Yypes npeau3BukBaHeTo Ha THN Thl
OTFOBOP, KOHTO HHHLIMHMPA y3pABaHETO U AudepeHLpaHeTo Ha T TUMPOLUTHTE, U MOTCHUMPAHETO Ha
WHAYLHpaHHA THMQPONpONu(epaTHBEH OTTOBOP B MHTOICH- WIH AHTUIEH- aKTUBHUpaHUTE KieTKH. [lo
noao0eH HauYMH JIEKAPCTBOTO MOAYJIHpAa UMTOTOKCHYHOCTTa HAa T-TMM(pOLIMTHTE U HA ECTECTBEHHUTE
KJIETKH-YOuiuM, PyHkunuTe Ha T8 cynpecoprHrTe U Ha T4 xennepHUTE KIETKH, a Cbilo NMOBHLIaBa Opos
Ha [gG U KoMILIEMeHT-NOBBPXHOCTHUTE Mapkepy. UHo3uH npanobeke yBeMyaBa ripoM3BOACTBOTO Ha
murokuH IL-1 4 noagnomara npoxykuuara Ha I1L-2, karo perysiupa Bp3X0AAUIO excnpecHsaTa Ha 1L.-2
peuernropa in vitro.

Toii yBenuuaBa 3HaMHTETHO eHIOreHHaTa cekpeums Ha IFN-y u Hamangsa in vivo npoaykiusata Ha I1L-4.
ChLIO TaKa € NOKa3aHo, e TOH MOTEeHLHpa ($aroLMTo3aTa H XeMOTaKCHCA NIPH HEYTPODHITHTE,

MOHOLMTHTE U Makpodarure.

B n3ciaeapaHus in vivo HHO3MH NpaHoOekce nmoAnomara nOTeHRUPAHETO Ha peAyUHpaHUS CHHTES H
TpaHCIAUMOHHA crnocobHocT Ha nHpopMaunonHaTa (MarpuuHa) PHK (mRNA) Ha numdouurure, karo
ChLUEBPEMEHHO HHXHOMpa cuHTe3a Ha BHpYcHaTta PHK nocpeacTtroM BCe Olle HEU3ACHEHHU CTENMEHH Ha:

1) BKJIIOYBaHE HA HHO3UH-MEAMHpaHaTa OpOTOBA KMCE/IMHA B MTOJIHPUOO3OMHTE;
2) MMXHOUpaHe Ha 3aJ1aBAHETO Ha NONMacHIWIoOBATa KucenuHa KM HPHK Ha BHpyca;
3) MOJICKYJIApHA peopraH{3anyia Ha JUMQOLUHTHHTE BBTPE MeMOPaHHH IU1a3MEHN YaCTHLH

(intramembrane plasma particles, IMP), koeTo Boay A0 NOUTH TPUKPATHO YBEIHUECHHE HA IUTLTHOCTTA
UM.

HMuo3uH npaHobeke unxudbupa pochoanecrepasara Ha IMKIHYHHUA ryaHO3HH MOHOGochaT (cyclic
guanosine monophosphate, cGMP) camMo npu BUCOKH KOHLEHTPAalUMH in VItro ¥ NpH HHBA, HEBKIKOYEHH B
NPOABHTE HA UMYHO(PAPMaAKOJIIOTHYHHTE €(EKTH in vivo.

B npoyuBaHus in vifro WHO3MH 1paHOOEKC MoKa3sa HHXKHOUpalL| eeKT BbPXY peruiMKalMaTa Ha

xepriec cummekc supycure ot tin [ (HSV-1).

HayanHure CUMNITOMM Ha Xepnec BKIOUBAT O0JIka, H3TpBNBaHE, ChpOekK U HACTHIIBA NIPE/IM 10ABATA Ha
KOXCHHU JIC3UH.

PEIUTHKALMSA, KOETO Ce U3ABABA KATO MOBTAPALLH Ce Ie3UH noj popmarta Ha nabnasieH 4
HA peLMANBa BapHpa W 3aBUCH OT HUBOTO Ha aKTUBHOCT Ha MMYHHaTta ciucTeMa (1 1o
rogHHaTa).




5.2 dPapmMakoKuUHeTHYHH CBOHCTBA

Beska OT ChCTaBKUTE Ha AEKapPCTBEHUA NPOAYKT NOKa3Ba COOCTBEHH (apMaKOJIOrHYHH CBOHCTBA
IIpunoxkeHn nepopaino npH xopa, HHO3UH npanobekc ce abcopbupa 61p30 1 HameAHO (>90%) ot
CTOMALIHO-YPEBHHUA TPAKT Y NpeMHUHaBa B KpbBTa. ChIlO TaKa Clie] NepOPAHO NPHIIOKEHHE NIPH
MaliMyHH OT poaa Macacus rhesus 94-100% ot nHTpaBeHO3HUTE CTOMHOCTH HA KoMNOHeHTHTE Ha DIP
[N,N-numeTunamMuHo-2-nponaHoi] 1 PAcBA [p-aueramnHoOeH30¢Ha KMCEIHHA] ce OTKPUBAT B YpHHATA.

PasnpeaencHue
Cnen npunaradero 11a JIEKapCcTBCHHA NPOAYKT M HEMOBH KOMITOHEHTH INPH MaMYHH € YCTaHOBEHO

paaHo0eNA3aHO KOJIHYECTBO B CJIEAHUTE ThKAHH - 110 pefa Ha HH3XOAAIIaTa CrieUHpHIHA AKTHBHOCT:
OB0peuy, benn npodose, yepeH ApoOd, cbplE, JaTaK, TECTHCH, MMAHKPEAC, MO3BK H CKENETHA

MYCKYyJaTypa.

buotpaHcopManug
Cnepn nepopasieH npueM Ha PaAMOAKTHBHO MapKupaHa 1032 oT | g HHO3MH NpaHoDeKe NpH Xxopa
yCTaHOBEHHTe MiazmMeHH HuBa 3a DIP u PAcBA ca 6w cvoteerHo: 3,7 pg/ml (cnen 2 yaca) u 9,4

ug/ml (cnen 1 yac). B npoyuBaHHus BbpXY [IOHOCMMOCTTA Ha A03aTa IIPH XOpa NHKOBOTO NMOKAYBaHE HA
HMBOTO Ha MUKOYHA KHCeJIMHA CJIE] MpUeMa, KaTo Mapka 3a BHECEHHA C JIEKApCTBEHHA NPOAYKT HHO3HH,
He e JIMHelHO U MoxXe aa Bapupa ¢ +10% B pamkure Ha 1-3 yaca.

Exckpenud
[Ipu aHeBHA 703a OT 4 g B YCJIOBHATA HA PABHOBECHO CHCTORHME, 24-4yacoBaTa eKCKPELUA B YpHHATA Ha

PAcBA n HeiiHHA oCHOBeH MeTaboAT gocTUra A0 okoo 85% oT npunoxeHara go3a. 95% or
yCTaHOBEHAaTa paJHOaKTHBHOCT B YpHHATA, Ab/Kala ce Ha DIP, uasa ot Hemetabonusupanus DIP u
Heroeusa N-okcna. BpeMero 3a nonyeauMuHHpaHe € 3,5 gaca 3a DIP n 50 muayth 3a PAcBA. Ilpu
xopata ocHOBHUAT Metabonut Ha DIP e N-okcua, a Tozu Ha PAcBA - o-auwnrmokypoaua. Onurure ¢
PagHOM3OTONM Ca HENOAXOAALIM IPH XOpa, ThH KaTO HHO3HHOBATA ChCTABKa ce KaTabonH3npa 1o NeTA
Ha MIYPHMHOBOTO pasrpakiaHe A0 NUKOYHa KHcenuHa. Cnen nepopaiHo NpunoxeHue Ha Tabnerka npu
*KHUBOTHH 10 okoJio 70% oT npunoxeHns MHO3HH MOXKe aa 6bAe ycTaHOBEH Nnoa popMara Ha MMKOYHA
KHCEJIHHA, @ OCTAaTLKBT - KATO HOPMATHHUTE METAa00IHTH KCAHTUH M XMIIOKCAHTHH.

buonannynoct/ILnown moa kpunara (AUC)

B ycnosusTa Ha paBHOBECHO ChCTOAHHME CTORHOCTHTE B YPHHATA 34 chcTaBkaTra PACBA n Heiliumna
meTabonut ca >90% ot ouakpaHuTe 3a pasTeopa. CroliHocTuTe 3a cheTaBkaTa DIP 1 Heitnus MeTabonur
ca >76%. B nna3smara mnowra nopn kpusara (AUC) e >88% 3a DIP u >77% 3a PAcBA.

5.3 IlpeaknAaHAYHRA JAHHH 332 0€300ACHOCT

HHo3uH npaHobeke Moka3Ba HACHK MPOPHIT HA TOKCHYHOCT MPH MYJITHBAPDHAHTHU NPOYYBAHHA BBPXY
OCTpa, NOJOCTpa ¥ XPOHHYHA TOKCHYHOCT IMPH MHUIKH, ILTHXO0BE, KY4eTa, KOTKH U MaiiMYHH B J03H 10 |
500 mg/kg/nnerHo ¥ naBa Haif-HHCKaTa cpeaHa etatHa go3a (I.D50) 3a ocTpa ToKCHYHOCT cliel
NepopaiHO IIPUACKEHHE, HaABHILIaBalua Y0-KpaTHO MaKCHMAaJIHATa TepancBTHYHA 103a ot 100

mg/Kg/nHeBHO.

Hponmmmennu TOKCHKOJIOI'HYHH TNpOYUYBAHHA NPpH MHUIKH H IUTEXORBC HC [I0KA3BAT KAPLIHHOTI'CHCH
[OTCHIHA.

CTaHaapTHH M3C/IeBAHUA 338 MYTAreHHOCT U in vivo NMpOYyUuBaHUA IPY MHILKH H INTEXOBE, Kak
vitro Nnpoy4BaHHA BLpXY NUMGOLIMTH OT YOBEILKA nepHdepHa KPbB He NOKa3eaT abepa

HsaMa naHHu 3a nepuHaTaiHa TOKCHYHOCT, EMOPHOTOKCHYHOCT, TEPATONCHHOCT WIH
penpoOAYKTUBHA PYHKIINA MPH MHILUKH, TUIBXOBE M 3alLM NMPH NPOYMBaHUA C NPOXbII
MapeHTEPAIIHO NpWiaraHe Ha A034, HaaABvLIaBauly 20-KpaTHO MaKCHMATHATA NPEenopp*
TeparesBTHYHA /1032 npH xopa (100 mg/kg/nHeBHo). (BX. cblo TOuKA 4.6).



6. GOAPMANEBTUYHHA JAHHHA

6.1 CnHChK HA TOMOUIHHMTE BEeMEeCcTBa

MeTtunnapaxuapokcubernzoar (E218)
ITponmun napaxuapoxkcubenzoar (E216)
3axXapvH HaTpuH

3axapo3a

[ nuuepuH

Erunos ankoxon (96%),

ApoMar Ha OOpoBHHKA

Bannnun

[Ipeducrena Boja

6.2 HecbBMecTHEMOCTH

Henpunoxumo.

6.3 Cpok Ha roaHocTt

S roguHH.

6.4 CroeusajHH YCJIOBRA HA CHXPaHEHHE

a ce cpxpanasa non 25°C
Cpok Ha rogHocT ciiel MbPBOHaYaAIHO OTBapsAHe Ha OyTunkara: 6 Mecela.

6.5 Bujl M chAbLpKAHKHE HA ONAKOBKATA

KnnTeHnkaBo-po30B OHCTEP pasTBOP.

120 ml cupon ce chabprka B OyTHIIKA OT KadaBO CTEKIIO ¢ 00eM 125 ml. byTHakara e 3aTBOpeHa che
3aATCHA OT AC1ia NOJHETICHOBA Karayka Ha BUHT. ByTHIKaTa, 3aeHO ¢ JIMCTOBKATa ¢ UHOpMaLMs 3a
NaLMeHTa € ONaKOBaHa B ¢IHHMYHA KAPTOHEHA KYTHA.

6.6 CreuHATHH NpeANA3HH MEPKH IIPH H3XBhpJIAHRE

Heusmnon3ssaHUAT JIEKapCTBEH MPOAYKT HIIH OTHaAbUYHHTE MAaTCPHAJIH OT HEIO TpﬂﬁBa Aa C€ U3XBBPJIAT B
CHOTBETCTBHE C MECTHHTE H3IHCKBAHMA.

7. INPATEXKATEJI HA PASPEHIEHHUETO 3A YIIOTPEBA

Bopna Meaucune Espona EQO/]
yin. ,,bopuc PyMeHOB* 16
1407 Codus, bearapus

8. HOMEP(A) HA PABPEIIEHHUETO 3A YIIOTPEBA

Per. Ne: 20210337

9. JAATA HA ITBhPBO PA3PEIIABAHE/TIOAHOBABAHE HA PA3PEII
YIHOTPEDBA

Hata Ha mepBo paspewanase: 30.11.2021 r.
Jlata Ha nocaeaHo NOAHOBABAHE:



10. JATA HA AKTYA/M3UPAHE HA TEKCTA

10/2025




