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1. HME HA JEKAPCTBEHHA NPOAYKT

i KoM Pea. NE' sanee
AKBHP ®OPTE ¢ Bkyc Ha aroaa 500 mg/5 ml cupon

AKVIR FORTE strawberry taste 500 mg/5 ml syrup

2.  KAYECTBEH H KOJIMYECTBEH CbCTAB

Beeku ml cupon ceabpika 100 mg nxosun npanoGekc (inosine pranobex), Ipe/ICTaBIABALL HHO3HH H
p-anieTaMHHOGEH30€Ha COJl Ha 1-IMMETH/IAMHHO-2-IPONAHON B MOJIAPHO CHOTHOLICHHE aals
5 ml cupon ceaBpkar 500 mg HHO3MH NpaHoOekc.

[ToMOIIHH BELIECTBA C H3BECTHO JIEHCTBHE: 3aXapo3a, meTiinapaxuapokcubensoar (E218),
nponuinapaxuapokcubensoar (E216) i HaTpHii.
5 ml cupon chabpixar 3000 mg 3axaposa u 6,24 mg HaTpui.

32 TBJIHKA CTTHCHK Ha MOMOLIHHTE BELIECTEA, BIKTE ToUKa 6.1.

3. JIJEKAPCTBEHA ®OPMA
Cupon

BucTEp, Ge31BeTEH 10 GIEN0MBIT CHPOII € BKYC Ha ATOMH.

4. KJIWHHYHHU JAHHH
4.1 TepaneBTHYHH NOKA3aHHA

Kato nofaBka B Ie4eHHETO Ha PEKYPEHTHH MH(EKIUMHI Ha TOPHUTE JIMXaTENHH MBTHILA TIPH
MMYHOKOMITPOMETHPaHH MALHEHTH.

ITpu NTeveHHe Ha XepIIeC Ha YCTHUTE M JMLETO, MPHUMHEH OT BMPYCa Ha XCPreC CUMILIEKC (Herpes
simplex).

4.2 Jlo3upoBKA H HAYHH HA MPHJIOKEeHHE

EDBHQ!BK&

Jlo3aTa ce onpejes B 3aBHCHMOCT OT TEIECHOTO TEIJIO Ha MALUeHTa 1 TeXCCTTa Ha 3a00/1ABaHETO.
JlHeBHaTa 71032 TPAOBA Jja Ce MpUIIara B PaBHH €AHHUYHH 103K HAKOJIKO MBTH JIHEBHO. O6uuaiinara
TPOIB/DKHTETHOCT Ha JiedeHHeTo € 5—14 nuu. Ciell OTIIyMABAHE HA CHMIITOMHTE JIEICHHETO TpsbBa
I POABIDKM 1-2 JIHH.

[Ipu peKypeHTHH XeprieCHH HHMEKLHH € BaXHO JICUCHHETO /13 3aM04HE Clle)l HauanoTo Ha
NPOAPOMATHUTE CHMIITOMH HIIH BEIHATA CIIe]L N105BaTa Ha MbPBHTE JIE3HH.

BB3pacTHH U JIMIA B CTApY€CcKa Bb3pacT
TpenopwuuTenHara 1o3a ¢ 50 mg/kg TenecHo TErno AHEBHO (0,5 ml 3a 1 kg TenecHo TErno AHEBHO),

obuKkHOBEHO 3 g (oTroBapsmo Ha 30 ml CHPOIT) IHEBHO, pasfeeHa B 3 Wi 4 npreMa. MakcumanHara
nHeBHa 103a e 4 g (otrosapamwo Ha 40 ml cupon).

Jena Han 1 ronuHa

INpenopsuanara 103a e 50 mg/kg TeIeCHO TEro JHEBHO, obukHoseHo 0,5 ml 3a
pasneneHa B 3 WiIH 4 mpUeMa Ha JeH; NpHaraxa B CbOTBETCTBHE C Tabnuuara



TenecHo Terno Josuposka*
10-14 kg 3x2,5ml
15-20 kg 3x2,5-35ml
21-30 kg 3x35-5ml
31-40kg 3x5-75ml
41-50 kg 3x7,5-9ml]

* H3non3paiiTe mOMHIPONHISHOBATA AO3IMPAILA YRITKA, BPENOCTABEHA ¢ ONaKoBKaTa!

Hauuy Ha npunoxenue
INepopanHo npunoxerue

4.3 IlpoTnBonOKa’aHHA

CEpBX4YBCTBHTEIHOCT KBM AKTUBHOTO BELIECTBO WIH KbM HAKOE OT NOMOLIHHTE BEILECTBa,
u36poeH# B To4Ka 6.1.

AKO NallHEHTHT DOHACTOAIEM CTPAA OT NOJArpa.

AXO NALMEHTET UMa TIOBHLISHH CTOHHOCTH Ha MHKOYHA KHCENMHA B KPLBTA.

4.4 CreunaJHH NpeayNpPe:KACHHA H NPe1Na3HH MepKH NpH ynoTpeda

AKBHP G¢OPTE Mosxe Oa NPHYHHH MPEXOIHO MOBKIIABAHE HA H3XOSHHTE HUBA HA NMHKOYHA
KHCENWHA B CEpYMA M YPHHATA, KOMTO 00HYAHHO OCTAaBaT B HOPMAITHUTE TPAHHUM (TOpHATa IpaBHLA €
cboTReTHO 8 mg/dl wnw 0,42 mmol/1), ocoGeHo TIPH MEBXkKETe H 3acTapABaLIaTa MOMyTallkA OT ABaTa
nona. [lopuillaBaHeTo Ha CTOHHOCTHTE Ha ITHKOYHATA KHCCIHMHA Ce JB/IKH PH XOpaTa Ha
karabonusMa Ha HHO3MHOBATA CHCTABKA Ha MPOAYKTa 10 MHKOYHA KucenHHa. To He ce AbmkH Ha
OCHOBHY NEKAPCTBEHO-HEIYUHPAHH NPOMEHH B AKTHBHOCTTA HA eH3HMHTE WM B ObOpeuHma
knupsHe. Cnenopatenso AKBHP POPTE cneapa ga ce npuiara ¢ NOBHIIEHO BHUMAHME [IPH
[AIHERTH ¢ AHAMHE3A 3a MONArpa, XHIePYPHKEMHA, YPOIHTHA3a HITH NPH NallMeHTH ¢ HapyIleHa
Gn6peuna dpyHKIEA, B X012 Ha TeUeHHETO HHBATA HAa MHKOYHA KHCENTHHA TIPK TE3H NAUHEHTH TpadBa
Ia ce TIpoceIABaT PeNoBHO.

TMpH HAKOH MALMEHTH MOME Ja C& NOARAT OCTPH PEAKLHY HA CBPBXYYBCTBUTEMHOCT (YPTHKADHS,
aHrHoeIeM, aHadmnakcHs). B Takss cnyvail meveHueTo ¢ nexkapersenus nponykt AKBUP ®OPTE
TpAdBa fa ce [PeKpaTH.

[MpoAEMXHTENHOTO TeUeHHe MOXe Jia oBene 10 00pazyBaHe Ha OpOpeyYHH KaMBHH, B cnyuaii Ha
NPOABIKHTENHO NeyeHHe (3 Mecera Wi Mo-IBr0) NPH BCHHKH MauHeHTH TpAa0Ba Ja ce KOHTPONHpar
PeacBHO HHBATA HA NMHKOYHA KHCENHHA B CEpyMa H ypHHaTa, YepHoapobHaTa QyHKIIMA, KPhBHATA
KapTHHa H Oplpeunara QyHKLUA.

Baxkna uHoOpMaNHS 32 HAKOH OT MOMOI{HHMTE BellleCTBa Ha JeKapeTBennn nponykt AKBHP
®OPTE

TO3M JIeKapCTBEH IPONYKT ChAbLPXa 3axapos3a. [TaluenT ¢ pefikd HACTEICTBEHH NIPOOIEMH KATO
HEMOHOCHMOCT KbM (IpYKTO3a, LIIOKO30-rANakTo3Ha ManabcopbLUH] MM 3axapa3o-H3oManTaseH
Jeduumt He TpaOBa Ja NpHEMAT TOBA JIEKAPCTBO.

1 ml cupon ceabpxa 0,6 g 3axaposa. Toea tpabBa a ce UMa NPENBHI NMPH MALHEHTH ChC 3aXapeH
auadber.

Toau NiekapcTBEH NPOAYKT ChIBPXKA MeTHINapaxuapoxcubenzoar (E218) u
nponunnapaxHapokcuGensoar (E216), koeTo MOXe A3 NPHYHHH AlePrHYHH PeakLMH (BE3MOXKHO € Aa
ca ot 3a0aBeH THIT).

To3u nexapcTeed NpoayKT ceabpxa 37,4 mg Hatpudd Ha 30 ml, exBuBaNeHTHH Ha 1,
npenophuanus oT €30 MakcHManeH AHEBeH IpHEM OT 2 g HATPHH 32 BB3pacTen.




4.5 B3anmonefcTBHe ¢ IPYIH JEKAPCTBEHU TIPOIYKTH A ApYrH GopMH Ha B3auMoaeiicTeHe

JlekapcreenusT npoayxT AKBHP ®OPTE 1pabsa na ce Hanon3pa ¢ NOBHLIEHO BHHMAHHE MPH
MauHeHTH, NeKYBaHH eIHOBPEMEHHO ¢ MHXUBHTODH Ha KCAHTHHOKCHIa3aTa (HATIPHMED AIONYPHHOI),
€ JIEKapCTBa, KOKTO 3aCHBAT eKCKPEIINTA HA TIHKOYHA KMCETHHE B YPHHATA, KAKTO M JHYpETHLH,
BKIHOYHTEHO THASHIHH AHYPETHIM (KaTo XHAPOXIOPOTHAIM, XJIOPTAIMAOH, HHIATIAMKA) H
OpHMKOBH JUYpeTHITH (ypoceMul, TOPACEMHA, €TAKPHHOBA KHCETHHA),

Jlexapcrsenunt npoaykr AKBHP ®OPTE He TpaGba fa ce IpHeMa 10 BPEME Ha JICYEHUE ¢
HMYHOCYTIPECHBHH JIEKAPCTBA (a caMo clie]] IPUKIIOYBAHE HA TORA JEUEHHE), ThIl KaTo
CAHOBPEMEHHOTO [IPHIOKEHHE HA UMYHOCYNIPECHBHH JIEKAPCTRA MOKE 2 TIORIKRAE
(dapMaKkoKHHETHKATA H Aa mpoMeHH TepaneBTHyHud eert va AKBHUP QOPTE.

EnnospemeHHaTa ynorpeba Ha nekapereeHua nposykt AKBHP QOPTE cuc 3ua0ByIuH (H3BECTEH H
KaTo asuAOTHMHIMH, Wik AZT) yeenuuasa GOpMUPAHETO HA HYKISOTHAM HA 3MA0BYANH (TIORHILEHA
AKTHBHOCT Ha 3HAOBYAMH) NOCPEACTEOM KOMIUIEKCHH MEXaHHM3MH, BKIIOUYBALIK NOBHIICHA
OHOHATKYHOCT HA 3XI0BYIMH B IU1a3MAaTa H NOBHLISHO HHTPALETYNapHO PocopiiupaHe B KPEBHHTE
MOHOUHTH. B pezynrar na ToBa nekapetBeHHaT nponyxt AKBHP ®OPTE ycunsa edexta Ha

3UIAOBYIHH.

4.6 @epTHAHTET, (PEMEHHOCT H KbPMeHE

He ca npoBesxpaHs M3NUTBAHKA NP XOpa 3a edeKTa HA HHOIHH BhPXY (GETATHOTO Pa3BHTHE H HE €
YCTAHOBEHO, JANH HHOZHH CE €KCKPEeTHpa B MaituuHaTa kbpMa. ITopamm Toea AKBHP @OPTE ue
TpA0Ba Na ce mpuiara 1o BpeMe Ha GpeMEHHOCT WM KbPMEHE, OCBEH aKO JICKAPAT He NpeLieHH, ue
HOJI3HTE HABHIIABAT MOTEHIHAIIHHA PUCK.

4.7 Edextn BbpXY criocobuoctra 3a modupase n paGora ¢ MalIHHH

AKBHP POPTE He ROBNHABA HITH TIORNHABA B NpeHeOpeKKEMa CTeNeH croce0HOCTTA 3a WodHpaHe H

pafora ¢ MAlDHHH.

4.8 Hexenanu NeKapcTBeHH PEAKUNH

EnuucTBeHaTa OCTOAHHO HAGIONABAaHA HEXENAHA PEakuyA 0 BpeMe Ha yrnoTpeda Ha JIeKapCTBEHHA
MPOIYKT, HpPH BB3PACTHH H B MEAHATPHYHATA NONYNAUNA, € NPEXOAHOTO NOBHILeHHe (ofH9aiiHO
0CTaBallo B [PAHHLHTE HAa HOPMATA) HA HUBATa Ha MHKOYHA KHCEJIHHA B CEPYMa H YpHHATa.
OOGHKHOBEHO Te3H HYBA CE BPBLILAT A0 H3XOAHHTE CTORHOCTH HAKONKO JHH el KPas Ha ISYEHHETO.

Hexenanute peakuny ca aeHEUpAHH N0 YECTOTA CHINACHO KOHBeHIMAT2 Ha MedDRA: Muoro gecTit
>1/10, wectu >1/100 to <1/10, revectu 21/1000 a0 <1/100, peaxu =1/10 000 mo <1/1000,
MHoro penk <1/10 000, ¢ HelsBecTHA YecTOTA (MECTOTATA HE MOAKE Jla €€ OTIPENeNH OT HAMMYHHTE

JaHHH).

CHeTeMo-opraHeH MHoro Uectit Hewectu C HeM3BECTHA 4ECTOTA

KJIac YecTH

Hapywenus Ha aHTHoeZeM™,

HMYHHATA CHCTEMA CBPBXUYBCTEHTENROCTY,
YpTHKapua®,
anadIIaKTHIHA
peakuua*

Menxuurn HEPBHOCT

HapyIIeHHS .

Hapymenus na rnasoGonue, COMHOJIEHTHOCT, | BEpTHEQ®~ ~

HEPBHATA CHCTEMA BEPTUTO HHCOMHHA e/




acTpOHHTECTHHATHH NOBPEILAHE, JHapHs, Gonka B enuractpuyma*
HApYILEHHUA razese, KOHCTHMALA
nckomM$opT B
enuracTpiymMa
Hapymenus Ha chpbex, eputeM*
KOXATA M o6puB
MOOKOKHATA TBKAH
Hapywenus na apTpanrua
MYCKYITHO-
CKEeNeTHATA CHCTEMA
H CBeUHHTEIHATA
TBK&H
HapymieHusa Ha NONHYpHA
GubpenuTe ¥ (noBuICHO
NHKOUHKTE NBTHIIA KOJTHHECTEO
YpWHA)

O0buy HapyLieHUA H yMopa,
e(eKTH HA MACTOTO OTNAIHATOCT
Ha NpUIOKEHHE
Hicnensanus NOBKLIEHH | MOBHILIEHU

CTOMHOCTH | CTOHHOCTH Ha

Ha KPEBHA ypes,

MHKOYHA TpaHcaMiHa3H

KHCENHHA B | W aNKANHA

KPEBBTA, tocdarasa B

NOBHUIEHH | KPEETA

HHBA HA

MHKOYHA

KHCeNHHa B

ypHHaTa

* HexenaHuTe peakiiuu ca choGILEHH NPH NOCTMapKeTHHroeo Habmoznenye. Te3n peakuuy ce cuutar
33 TAKHBA ¢ HEM3BECTHA YeCTOTa (OT HAJIHUHHMTE IAHHH He MOXE /1a C€ HAMPABH OLICHKA).

CrofiuapaHe Ha HexeIaHH TEKAPCTBEHH PEeakIHi

Cro61aBaHETO HA TIONO3HPAHH HEXENMAHA PEAKIHK CIel paspelaraHe 3a ynoTpeba Ha NekapCTBEHUA
MPOOYKT & BakHo. TOBa MO3BOAARA A3 MPOSBINKH HaGMIOAEHHETO HA CHOTHOLICHHETO II0/3a/PHCK 32
JIeKAPCTBEHUA NPOIYKT. OT MEAMIIHHCKHTE CIIELIHANMCTH Ce H3HCKBA Na ChOoOIABAT BCAKA
NOJ03HpaHa HEXMENAHA PEaKIyA upes:

H3mbaHHTENHA areHIMa [o JIeKapeTaTa yi. ,,JlamMan [pyes” Ne 8

1303 Codus

Tem.: +35 928903417

yebealiT: www.bda.bg

4.9 Ilpepo3aupane

Hsama omuT © Openo3upane ¢ HHO3HH npadobekc. Bee Mak CepHOIHA HEXETAHH PEAKIHH, 0CBEH
NOBHIICHHTE HUBEA Ha MHKOYHA KHCENUHA B OpraHH3Ma, Ca MANKO BEPOATHY, IPEABHI Pe3yNTATHTE OT
NpOY4BAHUATA BBPXY TOKCHYHOCTTA NpPH KHROTHM. JleueHueTo Tpabsa aa 6bae OrpaHHYEHO 10
CHMITOMATHYHH ¥ NOAOBPHAILH MEPKH.

5.  ®APMAKOJOTrHYHH CBOWCTBA

5.1 apmMakoAHHAMHYHH CBOICTBA




DapMakoTEpaneBTHYHA IPYNa: AHTHBHPYCHH CPEZICTBA 32 CHCTEMHO NPHITOKEHHE, aHTHBUPYCHH
CpeacTBa ¢ npaKo AeHCTEHE,
ATC kon: JOSAX0S

HHo3un npanoBGexc € CHHTETHYHO MYPHHORO TIPOH3ROAHO ¢ MMYHOMONYJIHPAIUM H AHTHBUPYCHH
CBOHCTBA, KOHTO Ca Pe3yNTaT OT ABHO i1 Vive YCUIBAHE Ha HMYHHHA OTTOROP HA IpHeMallis,
BCHIERCTBHE HA JIEKAPCTBEHOTO OeiicTBHe.

KnHHHYHHTE MpOyYBAHHA MOKA3BAT, Y€ MHOMH NpaHo6eKc HopManHu3upa HeJOCTATEYHHA HITH
HapyLIeH KIeThYHO-MEIHHPAH UMYHUTET (A0 M3IXONHEA 34 OPraHu3Ma), Ype3 NpeIM3BHKBAHETO Ha
i Thi otrosop, xoliTo HAMUMKpa y3paBaHeTo U ubepenuuparero Ha T nuMdonurute, B
NOTEHUHPAHETO HA HHIYUHPAHHA THMOTIPOTH(PEPATHBEH OTFOBOP B MUTOreH- MK AHTHIEH-
akTHBHpaHuTe KiIeTkH. [lo monoGen HauHH TEKAPCTBOTO MOAYAHpA HMTOTOKCHYHOCTTa HAa T
nuMOOLMTHTE H Ha €CTECTBEHHTE KISTKH-YOUHIM, QpyHkunure va T8 cynpecopuure u Ha T4
XENMEPHHTE KAETKY, 4 CBUIO TOBHIIABa Gpog Ha IgG U KOMMIEMEHT-TOBBPXHOCTHUTE MAPKEPH.
HMno3un npanofekc yBenuyasa APOH3BOACTBOTO HA WMTOKKH IL-1 ¥ monnomara nponykuuarta Ha IL-
2, KaTo perynupa BrIXOAALI0 ekcnpecuaTa Ha IL-2 peuentopa in vitro.

Toit ypenuyasa 3HAUMTENHC EHAOTEHHATA cekpend Ha IFN-y ¥ HaMmanaea in vive npoaykumara Ha [L-
4. Cpllo Taka € Noka3aHo, 4e Toi MOTeHUHpa $aroMTo3aTa H XEMOTAKCHEa NpH HeyTpoduwiure,
MOHOLMTHTE H Makpodarure.

B H3cnensauus in vivo MHO3MH NpaHOOEKC NORNIOMAra MoTeHUHPaHeTo Ha PeAYLMPAHHA CHHTE3
TPaHCNaUHOHHA criocobHocT Ha KHGopmauuonHara (MarpuuHa) PHK (nRNA) na mumdounrure,
KaT0 CHIUEBPEMEHHO HHXHOMPA cuHTe3a Ha BupycHata PHK mocpeacTsoM BCe OLIE HEM3ACHEHH
CTEMNCHH Ha:

1) BrmOYBaHE HA HHOSHH-MeNHHPAHATA OPOTOBA KMCEIHHA B NOMHPHGO30MHITE;

2) nEXHOHpaHe Ha 3aaBjAHeTO Ha [OJIHANSHWIOBATA KHcenuHa kbM HPHK Ha supyca;

3) MonekynapHa peopraHu3auHg HA NTHMGOLMTHHTE BETpeMeMOpaHy [UTA3MEHH YaCTHLM
(intramembrane plasma particles, IMP), koeTo BOIH JO NOYTH TPHKPATHO yBeNiYeHHe Ha I THOCTTA
HM.

Huozun npanobexc nHxubupa dochonnectepasara Ha NHKNMYHUA ryaHo3us MoHodocdar (cyclic
guanosine monophosphate, cGMP) caM0 NpH BHCOKH KOHUEHTPALMH in Vitro U NPU HUBA,
HEBKIIOYEHH B IIPOABUTE Ha HMyHO(apMakomOTHIHHTE eeKTH in vivo.

B npoyusanus in vitro HHO3MH npaHobekc Noka3sa HHXUOHpAI eDEKT BEPXY PETUTHKALMATA Ha
xepnec cuMILiekc supycure ot tin I (HSV-1).

Hauannute cuMITTOMH Ha Xepnec BXMOYBAT 60NKa, H3TPRIBAHE, ChPOeX H HACTBITBAT MPERH NOABATA
H2 KOMHH JIE3HH.

Mepeuunara HSV-1 undexwis Boas no npoaykuusaTa Ha antartena cpemy HSV-1. Cnen nepenyHaTa
HH(EKUUA Xepriec BHPYCHTE OCTABAT NATEHTHH B FAHMIMUTE U CE PEAKTHBHPAT B Pe3yNTaT Ha
peTUIMKaLHs, KOSTO C& H3ABABA KaTo NOBTapIIIN CE NE€3WH noj gopMara Ha mabHaneH xeprec.
YecToTaTa Ha peHUIMBA BapHPA M 3ABHCH OT HHBOTO HA AKTMBHOCT HAa HMYHHaTa chcTeMa (1 ao >12
IBTY B rog¥HaTa). BropuusmTe enuzony ca ManudecTHPAHM KATO N€3MH OKOIC MECTATa HA MbPEHYHA
HHpexuHA 1 ca npruHHeHH oT oTcnabBaHeTO HA MMYHHATA CHCTEMa, XOPMOHAITHH [IPOMEHH, CTPEC,
TPaBMA WK eKcnosnuua Ha UV ceetnuna.

52 @apMakOKHHETHYHH CBOICTBA

Bceaka oT cheTaBKHTE HA IEKAPCTBEHHA TPOLYKT NMoka3sa coGCTBEHH apMaKkoNoTHYHHE CBoficTRa

Abcopbuus
[TpunoAen nepopanHo npu xopa, MHO3uH npaHobeke ce abcopbupa 6up3o 1 Hanwﬁio (>90%) oT

CTOMAUIHO-YPEBHHS TPAKT H NPEMKHABa B KpeBTa. ChINO TakKa cnen NepOpaHo, ﬂpjzmo)KE:Hue ﬂpH \
MaitMyHH 0T pona Macacus rhesus 94-100% OT HHIPABEHOIHUTE CTOHHOCTH mnouemm Ha\ @) \\




DIP [N,N-gumernnamuso-2-nponanon) 0 PAcBA [p-auetamMuso6eH30€Ha K1CeNMHA] ¢€ OTKPHBAT B
YPHHATA.

Pasnpenenehue
Cunen npunaraHeTo Ha NEKapcTBeHHA MPOAYKT H HErOBH KOMIIOHEHTH NMpH MaRMYyHH € YCTaHOBEHO

pa,uﬂoﬁenmaﬂo KONMHY2CTBO B CASAHHTE ThXAHH — MO peaad Ha HH3XO0AALIATA cneumi)utma AKTHBHOCT:
Ou0peun, Oenu apobose, yepeH Ipod, chple, JaNak, TECTHCH, TTAHKPeac, MO3BK H CKENeTHA
MYCKYNaTypa.

BuotpancdopmMaring

Cren nepopaneH MpHeM Ha PaJHOAKTHBHO MapKHPaHa 1032 OT |g HHO3MH NpaHobeKc Npy xopa
yCTaRHOBEHHTE MyasMerH HiuBa 3a DIP u PACBA ca 6wnu cvotBetno: 3,7 pg/ml (cnen 2 gaca) u 9,4
pg/ml (cnen | wac). B npoyyBaHusa BePXY NCHOCHMOCTTA Ha J03aTa [IPH XOPa NHKOBOTO NOKAaYBaHe Ha
HHMBOTO HA MHKOYHA KUCETHHA CNe]] PHeMa, KaTO MAPKA 33 BHECSHHA ¢ IRKAPCTBEHHA IPOIYKT
HHO3UH, He e THHeHHO H MOXKe Ja Bapupa ¢ +10% B pamxwuTe Ha 1-3 yaca,

Exckpernnd

[Mpu AHeBHA 1033 OT 4 g B YCIOBUATA HA PABHOBECHO CHCTOSHHE, 24-4ac0BaTa @KCKPELMA B YPHHATA
Ha PAcBA u Hefiuns ocHOBeH MeraGonuT noctura Ao okouo 85% ot npunoxerara zo3a. 95% ot
YCTaHOBEHATA PANHOaKTHBHOCT B YPHHATA, Ibmkaia ce Ha DIP, unsa ot vemerabonusnpanud DIP u
Herousa N-okcia, Bpemero 3a nonyenuMunnpane € 3,5 yaca 3a DIP 1 50 munyTu 32 PAcBA. Tpn
xopata ocHOBHHAT MeTabonuT Ha DIP e N-okcua, a To3u Ha PACBA ~ o-anunrmokyponia. OnmATHTE
C PaAROH3O0TONH ¢4 HEMOAXOMALIY NPH X0Pa, THH KAaT0 HHO3HHOBaTA CHCTABKA Ce KaTabonH3upa Mo
NITA Ha NYPYHOBOTO pasrpaxiaHe o NHKOYHA KucennHa. Cnen nepoparHo PHACKEHNE Ha TabneTka
NPH XABOTHH 10 0kono 70% OT NpunoxkeHus HHO3KMH MOxe Aa Obae ycTaHOBEH NMog opmara Ha
NHKOYHA KHCENHHA, 4 OCTATHKDT — KATO HOPMATHHTE METabONHTH KCAHTHH H XHIOKCAHTHH.

Buonamusocr/Tinom nox kpusara (AUC)

B ycloBHATA Ha PABHOBECHO CBCTOAHHE CTOMHOCTHTE B ypHHATA 3a cheTaBkaTa PACBA u Helinna
MeTabonut ca > 90% ot ovakpaHuTe 32 pasteopa. CToliHocTHTE 33 CheTaBkara DIP u nelfinus
MeTabonnT ca> 76%. B nnasmara rwiowrra mod kpHeara (AUC) e > 88% 3a DIP u > 77% 3a PAcBA.

53 IIpeokIHHAWYHHK A9HHH 32 (e30MaCHOCT

HHo3MH NpaHOGEKC TOKA3EA HHCBK NPOdWN HA TOKCHYHOCT TIPH NPOYYBAHHA BEPXY OCTpa, N000CTpa
H XpOHUYHA TOKCHYHOCT MPH MUILIKH, IUIbXOBE, KyUeTa, KOTKH ¥ MalMYHH B JO3H 00

1 500 mg/kg/nHeBHO M NaBa Haji-HHCKaTa cpenHa neTanHa fo3a (LDso) 32 0cTpa TOKCHYEOCT clien,
MEPOPANHO MPHUIOKEHHE, HAIBHIUABAIA 50-KpaTHO MAKCHMATHATA TepaneBTHyHa 1o3a ot 100

mg/kg/IHEEHO.

[TpoOEMKWTENHY TOKCHKOJIOTHYHH NPOY4BaHMA IPH MHINKH H NNLXOBE He [[0Ka3BaT KapIHHOTEHEH
TIOTEHIIHATL.

CrangapTHy H3cNEeNBaHAA 3a MYTarcHHOCT W i vivo NPOYYBAHWA NPH MHIIKH H NBX0BE, KAKTO U i
Vifro MpoyYBaHKA BHpXY NMGOLWTH 0T HoBelka nepudepHa KPBB He NoKa3BaT abepaHTHH CBOHCTRa.

HsaMa nauHy 32 NepHHATANHA TOKCHYHOCT, eMOPHOTOKCHYHOCT, TEPATOTEHHOCT MM HAPYIIEHA
penpoayxTHBHA QyYHKUKA OpY MHLIKH, IUTBX0BE H 3aiil(H NPH NPOYYBAHHA C NPOTBIKHTEIHO
DApPEHTEPAIHO NPHAAraHe Ha N03H, HaABHIWABAMA 20-KpaTHO MakCUMANTHATA IPENOPLUHTENHA
TepaneRTHUHA To3a mpH xopa (100 mg/kg/nHerHo). (Bx. chile TouKa 4.6).

6. GOAPMAIEBTHYHH JAHHH

6.1 CnHChK Ha TOMOIMHHTE BeIeCTBA

3axapoza

RSP




Harpues UHTpaT

JInmoHeHa KHCe/IHHA MOHOXHAPAT

JaxapuH Hatpuit (E954)

Merunnapaxuapokcubensoar (E218)

[MponwimapaxuapokciGensoar (E216)

Apomart Ha Arof1a (ChCTaB: NPOMANEHMTHKON (E1520), apoMaTH3Mp2ILH ChCTABKH)
[IpeyncTeHa BOOA

6.2 HeenBMECTHMOCTH

HenpunoxnMo

6.3 Cpok Ha roasocT

22 mecelia

Cpox Ha TOAHOCT CNeA TEPBOHAYATHO OTBAPAHE HA GyTunkarta: 4 Mecela.

6.4 CnenuajHH YCIO0BHA HA CHXPAHEHNE

To3H NleKapcTBeH MPOYKT HE M3UCKBA CTIELMANHH TEMIICPATYPHH YCIIOBHA Ha ChXPAHEHHE.
Jla ce ChXpaHAR2 B O HHATHATA OMAKOBKA, 33 12 CE NpeNasH oT CBETINHA.

6.5 BHA u cHALPKAHHE HA ONAKOBEKATA

100 ml cHpon ce ChTBPka B GYTHIKA OT KeXAnBapeHo CTHKIO THII 111 ¢ ¢bem 125 ml. byTHakara e

3aTBOPEHA ChC 3AINMTEHA OT ACLA NOJUETLICHORBA Kanadka Ha BUHT ¢ YILTETHEHHE OT OTHETHIEH ©

Heka msTHeeT (LDPE) H 3ane4arsall NPLCTEH, MO3BO/LBANL POBEPKA HA LENOCTTA. OnakoBKaTa

ChABPXKA H TIONNIPOTIHISHOBA MEPUTENHA YAIIKA C NENCHHA 0T 20 ml. ByTunkara € OaKoBaHa B

¢IMHW4HA KapTOHEHA KYTHA.

6.6 CneuvajHi NpeANasHH MEPKH NPH H3XBBLPARHE 1 paboTa

Hama cneuHamHH W3MCKBAHUA 32 H3XBBPIHE.

HeH3non3BasnaT NPOAYKT HIH OTNabYHHTE MaTEPHATA OT HEro TpAGEa 1A Ce M3XBLPAAT B

CHOTBETCTBHE ¢ MECTHHTE H3HCKBAHKA.

7. MPHTEXATEJ HA PAZPEINEHHETO 3A YIIOTPEBA

Zaklady Farmaceutyczne POLPHARMA S.A.

19 Pelplifiska Street, 83-200 Starogard Gdanski, [lomua

8. HOMEP HA PASPELIEHHETO 3A YIIOTPEBA

Per. Ne 20190286

9, JATA HA ITBPBO PA3PELLIABAHE/TOAHOBABAHE HA PASPEIIEHHETO 3A
¥IIOTPEBA

Jlata Ha mepBo paspeluasane: 11.12.2019

10. JIATA HA AKTYAJIH3HPAHE HA TEKCTA
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