KPATKA XAPAKTEPUCTHKA HA TIPOAYKTA

|

1. HNME HA JIEKAPCTBEHHUSA ITPOAYKT 95/ 3 o fd .— }

AKBHP ¢ ekyc Ha sroga 250 mg/5 ml cupon /g £ //(7},/;7/ ) t7 763 3

AKVIR strawberry taste 250 mg/5 ml syrup
17 -02- 00

2. KAYECTBEH H KOJIMYECTBEH CbCTAB

Bceku ml cupon chaspika S0 mg HHO3KH npaHobekc (inosine pranobex), npeacTaBisBall HHO3HH H
p-aleTaMiHHOGEH30€Ha CoM Ha |-IMMETHIaMHHO-2-TIPOTIAHON B MOJIapHO ChOTHOWIEHH e 3:1.

ITOMOLLHH BellecTBa ¢ M3BECTHO JIeficTBHE: 3aXapo3a, MeTHInapaxuapokcubensoar (E218),
nponuinapaxuapokcubensoar (E216), narpuii.
5 ml cupon ceaspxkat 3250 mg 3axaposa u 2,93 mg HaTpHii.

3a MBJIHKA CMHCHK HA MIOMOILLHHTE BELIECTBA, BIKTE TOUKa 6.1,

3. JIEKAPCTBEHA ®OPMA
Cupon

BucThbp, 6e3uBeTeH 10 6MEI0XKBAT CHPOI € BKYC Ha ATOJM.

4. KJIMHHUYHH JAHHH
4.1 TepeneBTHYHH NOKA3aHHSA

Karo 06aBka B JIeYEHHETO HA PEKYPEHTHH MH(EKIMH Ha TOPHUTE IUXATETHH ITbTHIIA NPH
HMYHOKOMITPOMETHPaHH NMallHEHTH.

TlpH JleveHHe Ha Xepriec Ha YCTHHUTE M JIMLETO, PHYHHEH OT BHpYca Ha xepiiec cumiuieke (Herpes
simplex).

4.2 To3HpOBKA H HAYHH HA NPHJIOKEHHE

l]o3ugomca

,[[oaaTa ce onpeaeid B 3aBHCHMOCT OT T€JIECHOTO TETJIO Ha NnauHeHTa H TeXeCTTa Ha 3a00/9BaHETO.
,HHCBHaTa Aao3a TpﬂGBa Jla ce npujara B paBHH €AHHHIHH JIO3H HAKOJIKO ITBTH JHEBHO. O6uuaiiHaTta
MPOABIDKHUTETHOCT Ha JieueHHeTo € 5—14 nuu. Cnesl oTiyMABaHE HAa CUMIITTOMHTE JIEHEHHETO TpsaGBa
Jla NPOABIDKH 1-2 JHH,

Hp[{ PEKYPEHTHH XEPIIECHH HH(i)eKLlHH € BaXKHO JIEYeHHUETO Jia 3aMmoyHe Cjie] Ha4al0TO Ha
NPOAPOMATHHTE CHMIITOMH, WM BEJIHAra cJie/l oABaTa Ha IMbPBHTE JIE3HH.

BB3pacTHM ¥ JIHIIA B CTApYECKa Bb3pacT
IpenopbuuTennata no3a e 50 mg/kg Tenecko Terno axesHo (1 ml 3a 1 kg TesecHo Teryio JIHEBHO),

obukHOBeHO 3 g (otroBapsamo Ha 60 ml cupor) AHeBHO, pasfeneHa B 3 win 4 npueMa. MakcumanHara
nHeBHa 103a ¢ 4 g (otropapsuo Ha 80 ml cupon AHEBHO).

Jeua nax 1 rogpna

50 mg/kg TenecHo Terno AHeBHO, oOHKHOBeHO | ml 3a 1 kg TenecHo Terio, pas
npHeMa Ha JIeH; NpHlaraHa B CbOTBETCTBHE ¢ Tabiuuara no-Aoiy:



TenecHo rerno Jlozuporka*
i0-14 kg 3x5ml
15-20 kg 3x5-75ml
21-30 kg 3x75~-10mi
31-40 kg 3x10-15ml
41-50 kg 3x15-17,5ml

* WanonapaiiTe NOTMOpoIWIeHOBATA 103HpALLa YauIKa, IPEAOCTABEHa ¢ OlIAKOBKATa!

Hauux Ha npunokedue
[Nepopanino npHioKeHHe

4.3 TIlporHBomOKAZAHHSA

CBp'I:X‘{yBCTBHTeJlHOCT KBbM aKTHBRHOTO BELUECTBO HJ/IH KBM HAKOE OT NOMOIIHHTE BELUCCTBA,
#30poeHH B TouKa 6.1.

AKO NalHEeHTHT JOHACTOAIEM CTPaja OT NoJarpa.

AKO NalMeHTHT MMa NOBHLIECHH CTOHHOCTH HA MHKOYHA KHCEJIHHA B KPbBTA.

4.4 CrennanHH BPeAYUPeXKICHHN H NPeNa3Hy MEPKH NpH ynorpeba

AKBHPMoxe 1a TpyipHY NPEXOJHO MOBUILIABAHE HAa H3XOOHUTE HUBA HA [TUKOYHA KHCENKHA B
cepyMa M YPHHATA, KOMTO 00HYaliHO OCTaBAT B HOPMANHUTE MpaHHUH {FOPHATA MPAHULIA € ChOTBETHO
8 mg/d] nnu 0,42 mmol/l), ocobeHo MpH MBKeTe H 3acTapaRalaTa NONYIALMS OT RBATA NOJIA.
TloBHIIaBaHETO HA CTOHHOCTHTE HA NHKOYHATA KHCENHHA ce ABJUKH IPH XopaTa Ha karabonuima Ha
WHO3WHOBATA CBCTABKA HA MPOAYKTA A0 MHKOYHA KHCENHHA. TO He Ce ILIKM HA OCHOBHH
NEKAPCTBEHO-HHAYLIMPAHH NPOMEHH B aKTHBHOCTTA HA €H3UMHTE WITH B OBOPEHHMA KITHPBHC.
Cnenorarentio AKBHPcrensa fa ce nipiiara ¢ noBRIIeHo BHAMAaHHE NPH MALHEHTH C aHaMHe3a 32
Noxarpa, XuNEPyPUKEMHA, YPOIHTHA3A WM NIPY NIALMeHTH ¢ HApylieHa ObOpevra PyHKuHa. B xoza
Ha Ne4YeHHETO HHBATA Ha MTHKOYHA KHUCeHHA [IPH TSI NATHUCHTH TpSIGBa Aa C¢ NpochenasipaT peaOBHO.

ITpy HAKOH NALIMEHTH MO¥eE NA Ce HOABAT OCTPH PeakUMi HA CBPBXYYBCTBHTENHOCT (YPTHKAPHUA,
aHryoeqeM, aHapunakcus). B TakeB cinyuaii neyenuero ¢ nekapereenuns nponykt AKBHP tpaGea na
ce MpeKpaTH.

[poALUKHTEAHOTO NEuCHHEe MOXKE 12 KoBede N0 obpasyBaHe Ha 6BOpeuHH kambH. B cayyait Ha
NPOIBLKHTENHO feueHHe (3 Mecelia Wik NO-IBNro) NPy BCHYKK NALMEHTH TpsabBa 1a ce KOHTponHpar
pPeaOBHO HHBATA HA MUKOYHA KHCEWHA B CEPYMa M YPHHATa, uepHoApoGHaTa GyHKIHA, KPBBHATA
KapTHHA W 6b0peyHaTa QyHKUMA.

Baxuna argopManud 32 HAKOH OT HOMOLIHATE BEINECTEA Ha JeKapcTBenng npoayer AKBUP

Tosu nexapcTBeH NPOAYKT ChABPKA 3axapo3a. [lanueHTH ¢ peaKy HaC/IeACTBEHH IPOGIEMH KaTo
HETIOHOCHMOCT KbM (PYKTO3a, NTIIOK030-TalakTo3Ha ManabcopOims HIH 3aXapa3o-H3oMalTaseH
neduupT He TpabBa Aa NpHeMaT TOBA JIEKAPCTRO.

5 ml cupon ceaspxka 3250 mg 3axaposa. Toa Tpabea aa ce HMA NMPEBHA NPH MALMEHTH ChC 3aXAPEH
auabert.

Tosu nexapcTreH NPOAYKT Chabpika MeTHNNapaxuapokcubensoat (E218) u
nponamiapaxuipoxcubenzoar (E216), koeto MOXke 1a NPHYMHM 21EPrHYHH PeakuuH (Bh3MOKHO € aa
ca or 3abaBeH THI).

Tosn nexapcTeeH npoayxT chabpxa 35,16 mg Hatpuii Ha 60 ml, ekBMBaNeHTHU Ha
npenopb4anus 0T C30 MaKCHMAICH IHEBEH NPHEM OT 2 g HATPHI 33 BB3PACcTEH. /‘



4.5 BsanmoaeiicTpHe ¢ IPYTH JeKAPCTBEHH NPOAYKTH M ApYrd (hOPME Ha BIanMoaeHcTBHE

Jlexapcreennst npogykt AKBHUP Tpabsa na ce nanonzsa ¢ moBuieHO BHUMaHKeE TIpH NALMEHTH,
JieKyBaHK €fHOBPEMEHHO ¢ HHXHOUTOPH Ha KCAHTHHOKCHAA3aTa (HAMpHMeEp alonypHHON), ¢
ﬂeKapCTBa, KOHMTO 3acHNBar €KCKpCUHATA Ha [THKOYHA KHCS/THHA B ypuua’ra, KAKTO W nuype’mu}{,
BKJIFOYHTEIHO THA3HIAHH JHYPETHIHY (KaTo XMAPOXAOPOTHAINS, XIIOPTANMACH, HHIaNaMuA) H
OpAMKOBY AMypeTHUM (HypocemMua, TOpaceMi]l, ETaKPHHOBA KHCENHHA).

JlexapcTeennat npoaykt AKBUP He TpaOBa na ce nMpHeMa 1o BpeMe Ha NEHEHHE C UMYHOCYNPECHBHY
JtexapcTea (a camo ciied NPUKNIOYBAHE HA TOBA JIEYEHHE ), ThH KATO SHOBPEMEHHOTO NPANOKEeHNE Ha
HMYHOCYIIDECHBHH JIEKapPCTBA MOKe 1a noshuse GapMakOKHUHETHKATA M 1a MPOMEHH TEpPANECBTHYHHA
eexr Ha AKBHP.

Eanospemennara ynorpeba Ha nekapctBoro AKBHP cbe 3umoByIHH (M3BECTEH M KaTO
a3UAOTHMHAMH, WKW AZT) ypennuasa GopMHpaHeTO Ha HYKIEOTHAN HA 3MACBYAMH (NOBMILICHA
AKTHBHOCT HA 3HIOBYJHH ) TIOCPEACTROM KOMITAEKCHY MEXaHIIMY, BIUTFOUBALIH MTOBHINEHA
OHOHANMYHOCT Ha 3UIXOBYAMH B HNA3IMATA M NOBUILIEHO MHTpaUeIyIapHo GocGopriiHpane B KPEBHHTE
MOHOUMTH. B pesynrar na Topa nekapctBeHHAT npoRykT AKBHP ycunsa edekra Ha 3HI0BYAHH.

4.6 @eprHaATET, GPeMEHHOCT H KbpMeHe

He ca nposexcpanu wanursanus npu xopa 3a ethekra Ha HHO3KMH BBPXY (ETATHOTO Pa3BHTHE H HE €
YCTaHOBEHO, JAM MHOSHH CE EKCKPETHpa B MaiiunHaTa kepma. [Topanu Tosa AKBHP we tpabea aa ce
NpWjara no ppeMe Ha OpeMEeHHOCT HIH KbPMEHE, OCBEH aKO JIEKAPAT HE MPEUEHH, Ye MON3HTe
HAABHLLIABAT NOTEHUHANHHS PHCK.

4.7 EdexTn suLpXy cnoconocrra 32 mobupane 1 pabora c Mamiung

AKBHWP ne nosnnaea wiu noptHsasa B npeHebpexHma cTeneH crocobxocTTa 3a wodupane 4 padora
€ MaluHHY.

48 Hexenann nekapcrBenn peaKknny

EanAcTBeHaTa HocToRHHO HabmoapaHa HexelaHa peakUHA Mo BpeMe Ha ynoTpeba Ha NexapcTBeHHn
HPOAYKT, MPH BB3PACTHH M B NEAHATPHYHATA MONYRALMA, € NPEXOAHOTO oeMmeHue (obu4alino
OCTaBallo B FPAHHIMTE HA HOPMAT3) HA HYBATA HA THKOUYHA KMCENHHA B CEPYMa M YDPHHATA.
OBUMKHOBEHO Te31 HURA C& BPBLHIAT N0 M3XOQHHTE CTORHOCTH HAKOJIKO JIHH ¢/IER Kpas Ha JEUSHHETO,

HesxenanuTe peakiid ca JeduHHpadH Mo 4eCToTa CHIIACHO KoHBeHIIuATa Ha MedDRA: MHOTO YecT!
>1/10, wecrs 21/100 to-<1/10, weuectu >1/1000 go <1/100, peaxu >1/10 000 no <1/1000,

mHOro peakH <1/10 000, ¢ HEH3BECTHA YeCTOTa {YECTOTATA HE MOKE /ia Ce ONPeleNnH OT HATHYHHTE
JaHHH}.

CHeTemo-opranen Mnoro Yecru Heuectx C HeW3BeCTHA 4ecTOoTa

Kaac yecTd

Hapywenns Ha aHruoeneM*,

HMYHHATA CHCTeMa CBPBXYYBCTBHTEJIHOCT,
YPTHKapHsa*,
aHadunaKTUYHA

IMenxuynu REPBHOCT

HAPYWICHUS

Hapyiuerus Ha : rnasobonue, COMHOJISHTHOCT,

HEPBHATa CHCTEMA BEPTHIO WHCOMHBWH




CacTpouHTeCTUHANAR MOBPBUIAHE, Anapus, fonka B enAracTpuyMa*
HApYILICHUA TazicHe, KOHCTHNALNA
AACKOMPOpPT B
EMNHracTpuyma
Hapyuienus Ha chpbex, eparem™
KOXKATA H oOpus
DOKO/KHATA ThKaH
Hapyiuenus Ha apTpanrus
MYCKYJTHO-
CKENETHATA CHCTEMA
H ChEIMHHTENHATA
TbKaH
Hapywenus na ONHYPHA
6x0peuyTe H {NOBHLIEHO
MAKOUHHUTE MHTHILR KOMUHECTEO
YPHHA)

O61mu HapyIIeHUS H ymMopa,
£()eKTH Ha MACTOTO OTMaAHAIOCT
Ha OpUIGKEHIS
Hacneasanus NOBHUIEHH | TOBHIIEHA

CTOHHOCTH | CTOHHOCTH HA

Ha KPBBHA ypes,

MHKOYHA TpaHCAMHHA3Y

KHCE/IMHA B | M &JIKa/IHa

KPbBTA, thocaraza p

NOBHUIEHH | KPLETA

HHBA Ha

NHKOYHA

KHCETHHA B

YpHUHATA

* Hexenanute peakuvd ca cvobuienn Py NocTMapkeTHHrogo HabmoaeHme. Tesu peakuuu ce CUHTAT

38 TAKHMBA ¢ HEH3BECTHA YecToTa {OT HANWHHKTE JaHHKU He MOJKE Jja Ce HamlpaeH OLEHKa).

CrofuiapaHe Ha HEKENAHW NCKAPCTBEHH PEAKIIHH

Cuo01aBaHeTo Ha MOJO3HPAHH HEKENAHK PeaKUMK CiIe/l paspeniaBaHe 3a ynotpeda Ha N1eKapCTBEHHS

npoayxT € paxkHo. Topa ro3soiisBa Aa NPOIBILKH HAOMOAEHHETO HA CHOTHOLIEHHETO NON3a/PUCK 38
JIeKapcTReHUA Npoayxr. OT MEAULIMHCKHTE CTICHHAIHCTH CE H3HCKBA 14 Cho0ILABaT BCAKA

NOAO3HpaHa HEIKEMAHA Peaklua upes:

Wznpiindrenta arenums no gekapersara yiu. ,.Jlaman Ipyes” Ne 8

1303 Codua
Ten.: +35 928903417
yebcait; www.bda.bg

4.9 Ilpexosnpane

Hsama onut ¢ npegozupane ¢ nHo3HH npatobexe. Bee nak cepHo3HH HEXKENAHH PEAKLMH, OCBEH

NOBUILEHHTE HABA HA ITMKOYHA KMCERHHA B OPFaHH3Ma, Ca Ma/IKO BEPOATHH, NPEABHA PE3YNTATHTE OT
NPOY4BAHUATA BBPXY TOKCHUHOCTTA NPH XKUBOTHY. Jleuennero Tpabsa ga Obae orp_

CHMOTOMATHYHI H NOAABPRKALN MEPKH.




5.  @GAPMAKOJIOTMYHYU CBOHCTBA
5.1 ®apMakONHAIMHUYHH cBolicTBA

DapmakoTepalieBTHYHA IPYNa: aHTUBHPYCHH CPEACTRA 38 CUCTEMHO NPHIOKEHHE, AHTHBHPYCHY
CpeacTRa ¢ IPAKO ACHCTBHE,
ATC xon: JOSAX05

HrosuH IpaHoGeKe € CHHTETHIHO IyPHEOBO POM3BOAHO ¢ HMYHOMOJY/IHPAUN ¥ AHTUBHDPYCHH
CBOWCTBA, KOMTO Ca PE3YIITAT OT ABHO iN Vivo YCHIIBAHE HA MMYHHM OTFOBODP HA [IPHEMANIMS,
BCNEACTBHE HA NEKAPCTBEHOTO AcHCTBHE,

Knunuyuure npoydsatns NOKazeaT, 4¢ HHO3WH DPaHOBeKe HOPMANIHIHPA HEBOCTATHYHAS HIH
HapYyilieH KIEThYHO-MEANUPaH HMYHHTET (A0 H3XOMHUA 38 OPrafH3Ma), ypes MpeaAH3BHKBAHETO HA
Tur Thl oTrogop, koiiTo HHHIHHDPA yapasasieTo ¥ Judeperuupatero Ha T auMdonuTure, H
NOTEHUMPAHETO HA HHAYLUHPaKHS TUMPONPONHGEPATHREH OTIOBOP B MHTOICH- WY aHTUTCH-
axTaBupasrure kaeTky. Ho nogober Hadun NeKapeTBOTO MOAYNHPE LMTOTOKCHUHOCTTA Ha T
AuM(POUNTHTE K HA ECTECTBEHMTE KIETKH-YOuiuy, dynkunnte va T8 cynpecophure v na T4
XENNEPHUTE KIETKH, 2 CHIIO Nosniasa Spos Ha IgG H KOMNIEMEHT-NORBPXHOCTHHTE MapKepH.
Hno31R npanobexe yeenuuasa NPpOH3IBOACTBOTO Ha uprokHi IL-1 M noanoMara npogykipara na .-
2, KaTo peryaupa BE3X0AAMIO0 ekcnpecusta Ha IL-2 peuenrropa in vitro.

Toii yBenuuaga 3HAYHTETHO CHIOTEHHATA cekpelids Ha JFN-y u HaMaABa in vivo npoaykuMara Ha IL-
4. CBiHO T2Ka & NOKA3aHO, e ToH NoTeHUMpa (arounTosata ¥ XeMOTAKCHCa Npi HeyTpodunure,
MOHOLHTHTE K Makpogparure.

B uzciieasanus in vivo uno3uH npaHoGexe NOANoMara NOTEHUHPAHETO HA PEAYUNPAHHA CHHTES |
TPAHCIRUUOHHA criocobHoCT Ha uhopmalonuara (Marpuvna) PHK (mRNA) wa asmdouurure,
KaTo ChiuespeMeHho HHxHOUpa cHuuTesa Ha BrpycHara PHK nocpeacTeom Boe oille HEM3ICHEHH
CTENEHH Ha:

1) BKMOUBaHE HA HHOIMH-MEUUPAHATA OPOTOBA KHCEIRHA B TONHPHOO3IOMHETE;

2) nHxubrpane HA 3aNABAHETO HA MONHAACHKUAOBATA KuCenHHa keM HPHK Ha supyca;

3) MOREKYSPHA PEOPraHH3aUS HA NHMPOUHTHUTE BETPeMeMOPaHHH INA3MEHH HaCTHIH
(intramembrane plasma particles, IMP), koeto Boaw 20 HOYTH TPHKPATHO YBENHUCHAE Ha TTBTHOCTTA
UM,

Huosus npanobexc MExHOupa dochoanectepazata Ha UHKITNYIHUA TyaHo3uH mMoHopocdar (cyclic
guanosine monophosphate, cGMP) camo npu BHCOKH KOHUEHTPAUUH iR Vilro H NipH HUBA,
HEBKJIIIOUEHH B NPOABHTE Ha UMyHODapMaKonOTHHHWTE ehEKTH /# vivo,

B npoyusanus in vitro HHO3HH Nipanobekc nokazsa unxuGUpail eexT BBPXY PENIHKALMATA Ha
Xeprec cumivieke pupycure ot Tin [ (HSV-1).

Hauanhnte cammrroms sa xepnec BriioyBar 60sKa, WATpbNBaHe, CbPBEX W HACTLIIBAT NPEAH MOABATA
Ha KOXKHY S1e3H4H,

ITsperynara HSV-1 suexina Boan a0 npogykuusTa na anturena cpeuty HSV-1. Ciien mepBuynara
uHGeKIAs XEpNec BAPYCHTE OCTABAT SATEHTHH B MAHIIMHTE U CE PEAKTHBMPAT B PEIYATAT HA
PCIUTHKZUMA, KOSTO Ce M3ABNBA KATO MOBTAPAINK ce ne3uy Nox dopmara Ha nabuanien xeprec.
UectoTraTa Ha pelAAHEA BAPHPA H 38BHCH OT HHBOTO Ha AXTHBHOCT HA HMYyHHATa cictema (1 go >12
NbTH B rofuHara), BropuunnTe ennzoau ca ManndeCTpaHu Karo IE3WH OKOJIO MECTATA HA IThbpPBUYHA
vHQeKUnAA i Ca NPHUHHEHH 0T OTChabBaHeTo Ha MMYHHATA CHCTEMA, XOPMOHANHY TIPOMEHH, CTpec,
TpaBMa HItM excriosuuma #a UV ceernrua.

5.2 PapMaxoKMHETHIHH CROHCTBA

Beslka o1 cheTaBRHTE HA IEKAPCTBEHAA NPOAYKT NOKa3pa cobeTBeHH PapMaKono




Abcopbima
Mpunoxen nepopanno npu Xopa, HHOIMH npaHobekc ce abcopbupa 6Bp30 K Hanbato (>90%) or

CTOMAUINO-YPEBHHA TPAKT W PeMMUHaBa B KpbBTa. CHILO Taka crie fIepOpaiHO [PHIOKEHHE IPH
MmakiMyHH oT poaa Macacus rhesus 94-100% oy uHTpaBEHOZHHTE CTOHHOCTH HA KOMIIOHEHTHTE Ha
DIP [N,N-anmerinamuto-2-nponanon} n PAcBA [p-aueramunofbenioena KHCENHHA] ce OTKpHBaT B
ypuHara.

Paznpeneneuue
Csea npuAaraHeTo Ha IEKapCTBEHMA NPOAYKT U HErOBH KOMIOHEHTH [IPH MalMYyHYU € YCTaHOBEHO

pagroBens3ano KONMMECTRBO B CIGAHMTE ThKAHH — O Pe/ia HA HWIXOAiNATa CleLudMUHE AKTUBHOCT:
6u6pe1m, 6enn apobose, Yepen apob, chpue, Nasax, TECTHCH, NAHKPEAC, MO3BK U CKeNeTHa
MYCKYJIATYpa.

buorpancthopmaing

Caen nepopanes npyeM Ha PaTHOZKTHBHO MAPKMPAHa 033 OT | g HHO3HH npaHobeKce TipH Xopa
YCTaHOBEHHTE TiasmeHH Huea 32 DIP u PAcBA ca Omny crhorserno: 3,7 pg/mi (crien 2 qaca)

9,4 pg/mi (cnep 1 vac). B nipoyusanua BEPXy NOHOCHMOCTTA HA J03aTA (IPH XOPa NIHKOBOTO
TIOKAYBAHE HA HHBOTO HA MMKOYHE KHCEIMHA CJIE/] PHEMA, KATO MAPKA 32 BHECEHHA C ACKAPCTREHHA
NPOAYKT HHO3HH, HE € IHHEHHO U MOXe /12 Bapypa ¢ £10% B pamkuTe Ha 1-3 uaca.

Excipeuus
Ilpy auesna goza ot 4 g B yCNIOBUATA HA PABHOBECHO CHCTORHNE, 24-4ACOBATA EKCKPELMA B YPHHATA

Ha PACBA u Heiinua ocHoBeH metaboiuT J0CTHFa 0 OKoJo 85% oT npuiokenara go3a. 95% ot
YCTaHOBEHATA PAAMCAKTHBHOCT B YPHHATa, Abmkauia ce Ha DIP, nasa ot vemetabonmaupanna DIP u
nerosus N-oxkcua. Bpemero 3a nosyenwmubmpane e 3,5 daca 3a DIP u 50 muiyTi 3a PAcBA. Tpu
Xopara ocHOBHHAT MeTabonuT Ha DIP ¢ N-oxcuz, a Toau na PACBA — o-auaararokyponun. Oumrire
C PafYOH3OTOINH Ca HEMOAXOARINY NP XOPa, ThH KATO HHOZWHOBATA CHCTABKA Ce KaTabonu3npa o
THTA HA MYPHHOBOTO Pa3rpaXiaHe [0 NMHKoYHa KicemnHa. Chnen nepopanio npuiokeHde Ha TabneTka
(ipH JKMBOTHH 10 0KOJ10 70% OT NpHIOKEHHS HHOIMH Moxe na G1ae yeTaHoBeH nox dopmaTa Ha
NHKOYHA KHCEAKHA, 4 OCTATBKBT — KATO HOPMANHHTE METADONHMTH KCAHTHH M XHHOKCAHTHH.

buonanuugocy/{Inow non kpusata {AUC)

B ycnoeuaTa Ha PaBHOBECHO CHCTOSHME CTOHHOCTUTE B YPHHATA 32 CheTarkaTa PACBA o wefinna
metabonut ca > 90% oT oyakeaHwTe 33 pasreopa. CroitHoctuTe 33 cherankara DIP n neitnua
merabosiuT ca > 76%. B nnasmara norourra noa kpueara {AUC) e > 88% 3a DIP u > 77% 33 PACBA.

5.3 Hpeaxnuaa4ysd jansy 3a GezonacHoct

HMuosun npanofiexc nokazsa HACHK NIPOPII HA TOKCHYHOCT NPH MYITHBAPHAHTHU MPOYYBAHMA BLPXY
OCTpa, NOAOCTP2 B XPOHHYHA TOKCHUYHOCT TIPH MHUIKA, NIILX0BE, KYUeTa, KOTKH H MalMYHU B JIO3H 10
1 500 mg/kg/nnesno u naBa Haii-HUCKata cpenwa neTansa A03a (LDso) 33 0CTpa TOKCHUHOCT e,
nepopanHo NpUIokeHHe, HaaABKWABANIA SO-KpaTHO MaKCUMANHATA TepaneBTHYHa 103a oy 100

mg/kg/anesHo.

HPOH'HI}KHTBIIHH TOKCHKOJOrivMHH POYYBAHAA NPH MHUIKH W NIABXOBE HE MTOKA3BAT KapUHHOTeHEH
NOTCHIHANL

CrafpapTin H3cneBaHuR 32 MYTATCHHOCT M iN ViV GPOYYBaHHI IIPH MHILKK H ILYBXOBE, KAKTO H in
Vitro Apoy4BaHus BEPXY NMQOLUTY OT YoBeiKa neprdiepHa KPbB He NOKa3BaT abePaHTHH CBOHCTRA.

HaMa paHHu 3a NepHHATAIHA TOKCHYHOCT, eMOPHOTOKCHHHOCT, TEPATOTeHHOCT
PEDNPORYKTHBHZ QYHKUMS NPY MHIIKY, TLTBXOBE ¥ 3ai1iM NPH NPOYSBAHUA C PO hg
UIaPEHTEPANHO NpHIIArale Ha NO3K, HAABHIIARALNM 20-KPATHO MAKCHMAHATA 7
TEPaieBTHYHA 2034 npu xopa (100 mg/kg/nnenyo). (Bix. chuio Touxa 4.6).



6. ©QAPMANEBTAYHH JAHHU

6.1 CuoHchbk HA DOMOIMHHTE BEIECTRA
3axapoza

Harpues unrpar

JIMMOHEeHa KHCenyHa MOHOXHPAT
Merwinapaxuapokcubenszoar (E218)
[ponnnnapaxuapoxcubenzoar (E216)
ApomaT Ha aropa (cecTas: nponsieHiMkon (E1520), apoMaTH3Hpaitty ChCTaBKH)
Ilpeusicrena sosa '

6.2 HecuBMecTAMOCTH

Henpunomxumo

6.3 Cpox va roguocr

2 ronnan
Cpox Ha rogHoCT cilell MLPBOHAYAAHO OTBapAHE Ha OyTwikara: 6 Mecela.

6.4 ChennajHn yCTOBUA HA ChXpARNCHHE

To3u nexapcTBeH NPOAYKT He HIUCKBA CIELHAIHN TEMIIEPATYPHU YCI0BHA Ha ChbXPaHEHHE.
Ha ce ChxpauaBa 8 OPUIMHATHATA ONAKOBKA, 32 JIa C€ HPEeHNasy OT CBETITHHA.

6.5 Bua H chaBpKANHE HA ONAKOBKATA
150 ml cupon ce chavpka B Syrunka ot kadsso crexio Tun I ¢ obem 180 ml. Bymunaxata e
3aTROPEHA CbC 3ALHTEHA OT AeNa NOANETHICHOBAE KallauKa Ha BUHT C© YTLTLTHEHHE OT NOAHETHIEH ¢
rucka nistHoeT (LDPE) 1 3aneuarsai npueres, no3sosssail nposepka Ha uesocrra. Onakoskara
CHAbPHKA U NIONMNPOIACSHOBa MEPHTENIHA yauIka ¢ AeaeHua o1 20 ml. Byruakata e onaxkopaHa B
€IUHHYHA KapTOHEHA KYTHA.

6.6 Crneunansyu npeanaInn MepKY UPK W3XBhLpAsiHe B pabora

Hama creuManyy w3McKBanns 3a HIXBLPIAHE,

Henznoi3eaHuaT npoAyKT WK OTHAXRUHHTE MATEPHANH OT HETO TPAORA A CE H3XBLPAAT B
ChOTBETCTBHE ¢ MECTHUTE HIHCKBAHMA.

7.  IIPATEXATEJ HA PAJPEHIEHWETQO 3A YHOTPEGA
Zakiady Farmaceutyczne POLPHARMA S.A.

19 Pelplifiska Street, 83-200 Starogard Gdasiski, Momua

8. HOMEP HA PAIPERIEHHMETO 3A YIIOTPEBA

Per. Ne 20190285

9. JATA HA ITBbPBO PAPEIIABAHE/MOJHOBSIBAHE HA PA3PE
YIIOTPEEA

Hara Ha mepeo paspewtasane: 11,.12.2019




10. JATA HA AKTYAJIN3HPAHE HA TEKCTA




