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1. HME HA JIEKAPCTBEHUS] IPOAYKT Y e oot

Pemantaaud 50 mg tabnetku
Remantadin 50 mg tablets

2. KAYECTBEH 1 KOJIMYECTBEH CbCTAB

Besika Tabnetka chaspxa 50 mg puMaHTanuH Xuapoxiopua (rimantadine hydrochloride) xato
aKTHBHO BEILECTBO.

[lomMoLIHO BELIECTBO ¢ H3BECTHO AEHCTBHE: JIAKTO3a MOHOXH/PAT.
3u ULJUIMY CHHCBK HA MOMOUIHHTC BCLICCTBA, BUAKTE Touka 6.1,

3. JEKAPCTBEHA ®OPMA

Tabnerka
Onmcanuc Ha ghHHMA BUA: 6emy uimn o1y Gein, Kpbiim, 1wWioekd Tabierky Che CKOCEH pib0.

4. KJIMHWUYHHU JTAHHHA
4.1 TepaneBTHYHH HOKAZAHHSA

PemanTtanun ce npunara npH Be3IPACTHU W fena Haz 10-roguuiza BL3pacT NpH PallioTo JedeHHe Ha
CpHI THN A ¥ NpodHIaKTHYHO, B MEPUO/, HA ETTUAEMHH.

[Tpunoxxenunero Ha PeMaHTaalH HE 3aMeHs BAKCUHALMATA CPEILy IPHII.

Pe31CTeHTHOCTTa KbM ONPENETIEHN CEPOTHIIOBE Ha IPHI A B Pa3/IM4YHUTE TOJMHM U PEFHOHH 10 CBETA
MOXe 112 Bapupa. M3mon3saHeTo Ha aHTHBUPYCHH CPEICTBA 32 JIeYeHHE U NPO(UIAKTHKA HA TPHUIT
TpsiOBa J1a ce ONpE/ENs B ChOTBETCTBHE C OQULMATHNTE NPenopbku. IIpH B3eMaHe Ha pellieHHe
OTHOCHO yIoTpebaTa Ha pUMaHTAIMH XUAPOXJIOPHA 3a Tepanus U NpodUIaKTHKA HA [PHUII, JIEKAPAT
TpsAGBa N1a B3eMe MpenBHA HHOOPMALUATA 33 LMPKYIMPAILMTE TPHMHE BUPYCH, KAKTO H HAJIMYHATA
MH(OpMALKsA 33 UYBCTBHTETHOCTIA HA BUPYCA KbM JIEKAPCTBA BbB BCEKM CE30H M PETHOH.

4.2 Jlo3MpoBKA H HAYHH HA MPHJIOKEHHE

I[IpremsT TpsabBa na 3an04He IPH NBPBUTE CUMITOMH Ha 3abonsBaHeTo. EQexThT Ha NekapcTBeHus
NPOYKT € MO-CHJIEH, aKO MPUEMBT My 3all04YHE B TeUeHUE Ha NbpBUTe 48 yaca ot 3a60519BaHETO.

EO3I/IQOBKa

Buv3pacmnu u oeya nao 10 z00unu
Jlevenue na zpun
Ilpu sb3pacTuy 1 aeua Haj 10-roguuiHa Be3pact: 2 tabnerku (100 mg) ABa MBTH AHEBHO.

4.4).
[Tpoab/KKMTENHOCTTA Ha Kypca Ha JIeYEHHE € 5 THH.

IIpogunaxmuxa na epun
Vnorpebarta Ha PemanTaauH TpaOBa Na 3aMovHe B HAYAJIOTO Ha FPUITHATA EMHIEM
U3I013Ba 110 BPEME Ha EMUAEMUS OT TPUIT, HO HE MO-IBJrO OT 2 CEAMHLH.



[Ipu Bp3pacTHy U deua Han 10-roavuiHa Bb3pact: 2 tabnerku (100 mg) nea mbTH AHEBHO.
[TauuenTy B HanpenHana Bb3pacT (Hag 65 rolrMHW) U NALHUEHTH C BHCOK PUCK OT YCIOXKHEHHUS !
npenopruUTenHarta AHeBHa 103a e 100 mg BeaHbxK AHEBHO (Bx. Touka 4.4).

CreuyaiHu nomnyJaauuu

Ilayuenmu c yepnoOpodHu Hapywienus

PuMaHnTazuH xuapoxyiopya € MpoTHBOMOKA3aH MpH MalUeHTH ¢ TEXKO YepHOAPoOHO 3abonsBane (BK.
Touka 4.3).

IIpenu npeanucBaHeTo HAa pUMaHTaIMH XUAPOXJIOPHA Ha NALKMEHTH C JIEKO 10 YMEPEHO YEPHOAPOOHO
3abonsBaHe, Tp16Ba na ObAAT OLIEHEHH OYaKBAHUTE MOJ3H U MNOTEHLMATHUTE PUCKOBE. AKO €
HeoOxoaumo, no3ara Tpsa6Ba na 6b1e agantupaHa Ha 100 mg BeIHBK JTHEBHO U MaLIMEHTUTE TPaOBa
Ja Obaat BHUMaTENHO TIpociesBaHy (BXK. Touka 4.4).

Hayuenmu ¢ 6vOpeyHU HAPYUeHUA

PumaHTanuH XuapoxJiopua ¢ NpoTHBOINOKAa3aH MpH MaLMeHTH ¢ TexKo Ob0peuHo 3abosaBaHe (BXK.
Touka 4.3).

[Ipeay npeanucBaHeTO Ha PUMAHTAAMH XUAPOXJIOPU/ HA MALMEHTH C JIEKO 10 YMepeHo 6bopeuHo
3abonsBaHe, TpsOBa qa G'BAAT OLIEHEHH OYaKBAHUTE MO3H H NMOTEHLMAIHHTE PUCKOBE. AKO €
HeobxoauMo, Jo3arta Tpsadea na 6vae anantupana Ha 100 mg BeAHBK NHEBHO U NAaLMEHTHTE TpAOBa
na 6biaT BHUMATEHO npocne/isBanu (BxX. Touka 4.4).

IHeouampuyuna nonynayus
bezonacHocTTa U epukacHOCTTa Ha pUMAHTAAMH XUIPOXJIOPUA NpH Aeua nox 10-roauiliHa Bb3pacT He
ca YCTaHOBEHH.

Haunn Ha npuiokeHue
PemanTaguu ce pHeéMa MnepopajiHo ¢ JOCTAaTB'THO KOJIMUCCTBO TCHHOCT CJIE[] XpaHEHE.

4.3 IlporTHBOMOKA3ZAHHUS

CBpBbXYYBCTBUTEIHOCT KbM aKTHBHH BELIECTBA OT IPynaTa Ha aJlaMaHTHHA, BKIIIOUUTEHO
pPHMMAaHTaIMH XUAPOXJIOPH], M aMaHTAaMH, WK KbM HIKOE OT MOMOLUHHUTE BELIECTBa, U30POEHH B
Touka 6.1. Pumantragun xunpoxsiopun He TpsaOBa fa ce ynotpedsBa npu OCTpH YEPHOIPOOHH
3abossaBaHus, OCTPH U XpOHHYHU O6BOpeyHH 3a00sBaHUs, THPEOTOKCUKO3a, MPH GPEMEHHOCT U
KbpMEHE.

4.4 ChneunuajaHH NpeAyNpPeXICHHS H NPeANa3HA MEPKH NPH yHoTpeda

PumanTagun xunpoxiopua TpsbBa aa ce npuiiara BHUMAaTeJIHO TPH MallMeHTH ¢ HapylleHa QyHKLMA
Ha CTOMALIHO-YPEBHUS TPAKT, JIEKU 10 yMEPEHU YepHOAPOOHH W/ uinu ObOpetHH 3a0019BaHus, TEXKKH
3a00/15BaHMsl HA ChPEYHO-CHI0BAaTa CUCTEMA, BKITIOUHTEITHO HapyllIeHHs Ha ChPASYHHUs] PUTHM U MPH
NalMeHTH B HanpeaHana Bs3pacT. [Ipy Te3u cayyar ce npenopbyBa HaMasiBaHe Ha TepaneBTUYHaTa
Jlo3a (Bx. Touka 4.2).

ITpu ykasaHus B aHaMHe3aTa 3a €AMIIENCUS U NIPOBEXKIaHa IPOTUBOrbPUOBA TEPATIHA, IPU pPHEMaHe
Ha pUMaHTaJuH XUAPOXJIOPUJ CE MOBULIIABA PUCKBT OT Pa3BUTHE Ha ENUJICNTHYHYU Npunagbuu. B
TE3U Cllyyau ce NpenopbyBa HaMallsiBaHe Ha JO3HPOBKATa Ha pUMaHTaguH xunapoxiopua 1o 100 mg
JHEBHO CHC ChIIBTCTBALLA IPOTHBOI'bpPUOBA Tepamnusl. [Ipy nossaTa Ha NPUCTHNY, IPUEMBT Ha
pUMaHTavH XUIPOXJIOPHA, ClI€IBA 1A CE MPEYCTAHOBM.

TlauueHTH ¢ 4epHOAPOOHH HAPYLIEHMS
PumaHTaauH XMAPOXJIOPUA € MPOTHBOMOKA3aH MPpH NALMEHTH C TEXKO YEpHOAPOD
Touka 4.3).

Hanuunute naHuu 3a yrnotpebara Ha puMaHTalH XUAPOXJOPUA MPKH NALIHEHTY C
XPOHHUYHO YEepPHOAPOOHO YBpexAaHe ca orpaHuyeHH. [Ipeaun na npeanuine pUMaHT
XUIPOXIIOPUI, IEKApAT TpsAOBa JAa NpeUeH OYaKBAHUTE MOJI3U U TOTCHLHATTHUTE PH




HEOOXOMMOCTTa OT KOpUrupaHe Ha fo3ara (x. Touka 4.2). [Tauuenture Tpabea na ce Habmogasat
BHMMATENHO: PUMAHTAAHH XHUAPOXJIOPHL ce MeTabonu3upa WHTEH3UBHO B YEPHHUA JIpod - MOTAT Jia ce
NOSABAT HEXXEJIAHM PEeaKLMK Clie] MHOroKpaTHa ynorpeba, nopaau KymyJalus Ha HETOBHTE
MeTaboNnTH.

IMauuenTn ¢ 6u0peyry HapyIIeHHs

PuMaHTaaMH XUAPOXIOPHA € NPOTHBOMOKA3aH NP NALMEHTH ¢ TeXKO 6bOpeuHo 3abonssane (Bik.
Touka 4.3).

Hanyunure naHHH 3a ynotpe6arta Ha puMaHTaAWH XUAPOXJIOPU/ TIPH NALMEHTH C OCTPO WU
XpOoHH4HO 6BOpeUuHO 3abossiBaHe ca orpaHuyeHu. [lpenu fa npeanuiue puiMaHTaauH XHAPOXJIOPH,
JeKkapaT TpsA6Ba Aa NpeLeHH OYaKBaHUTE NMOJI3H U MOTEHUHMATHUTE PUCKOBE M HEOOXOAUMOCTTA OT
KOpUrvpase Ha fo3ata (Bx. Touka 4.2). [lanuenture TpsabBa aa ce HabnOaBAT BHUMATETHO:
pUMaHTaUH XHIPOXJIOPHA c€ METabO0IM3Mpa UHTEH3UBHO B YepHus Apo0 - Morar ia ce MosBAT
HE)XEJIaHHW PeaKLMH cjie] MHOrokpaTHa ynorpeba, nopaay KymyJsialus Ha HErOBUTE METabOJTHUTH.

3a 1a ce HamMany Pa3BUTHETO HA PE3UCTEHTHOCT KbM PUMAHTAAMH (KaKTO MU KbM aMaHTa/IHH),
JIEYEHUETO Ha ITPUNONOA0OHU CUMIITOMM TPS0Ba J1a Ce IpeyCTaHOBH Bb3MOXKHO Hal-CKOPO,
06HMKHOBEHO 5 JHU WM 24-48 vaca ciieq OT3ByuaBalie 11a CHMITOMUTE.,

Pemanranun chbabpika TaKTO34
HauuenTn ¢ penki HaCNeACTBEHH MPOOIeMH Ha rajlakTo311a [IeNnoloCHMOCT, Lapp nakraser AeHUHT
HITH TJIIOKO30-ranakTo3Ha MasiabcopOuus He TpsbBa 1a mpuemar ToBa JieKapcTBO.

4.5 BsammosnekcTBHE ¢ JPYrH JIeKAPCTBEHH MPOAYKTH H APYrH POpPMH HA B3aHMOJAEHCTBHE

ITapaueramonsT (aueTaMMHOGEHDBT) U allETHICATULUMIIOBATA KHCEIHHA MOHWKABAT e(PeKTHBHOCTTA Ha
puMaHTagluH Xuapoxiaopua. Llumetnann uHxubupa merabonnusma Ha pUMaHTaIUH XUAPOXIOPHI U
MOJKe [la MOBHIIH HErosarta IjlasMeHa KOHLeHTpauus. [launenTrTe, npremalii pyMaHTa/IaH
Xuapoxnopus, Tpabsa 1a u3barear ynorpebara Ha alKkoXoJ1, [IOPA/X OMACHOCT OT HENPEIBUICHH
PEaKLHH 1ia LUelITPalHaTa HepPBHA CHCTCMA.

4.6 @epTHIHTET, GPEMEHHOCT H KbpPMeEHE

HpreMbT Ha pUMaHTaaAMH XUAPOXJIOPHU/ € MPOTUBOIIOKA3aH [PU OPEMEHHOCT H KbPMEHE.

[Ipu npoyuBaHus Mpy ONUTHH )KUBOTHHU € YCTAHOBEHO, Y€ PUMAHTAMH XUAPOXJIOPUA PEMHUHABA
Npe3 MIalueHTaTa v ce OTAENA B KbPMaTa, KaTO KOHUEHTpALMATa My B MAHYMHOTO MIISIKO 2-3 Yaca
CIlel aIMMHMCTPHPaHE Ha eIMHUYHA 1034 OT fpenapara, NpeBrllaBa ia3MeHaTa My
KOHUEHTpanysaTa. HaMa nocTaTbuHM KIMHUYHHM NPOYYBAHH 3a NMpHUIIaraHe no Bpeme Ha GpeMeHHOCT
H KbpMeHe, I0paay TOBa € IPOTUBOIOKA3aHO NPOAYKTHT Aa Ce MpHeMa B TOIN MEPHOI.
IIpoyusanusTa 3a GEpTUIIMTET NPH )KUBOTHH HE Ca MOKA3aJIU MOTHCKAHE Ha PENpPOLYKTHBHHTE
dyHKUHH.

4.7 EdexT BLpXY crniocofHOocTTa 32 opHpane u padora ¢ MANIMHH

Tpabea na ce BHMMaBa, ako IPU MPUEM Ha PUMaHTaJUH XUIPOXJIOPH Ce HABIIFOIaBAT CBETOBBPTEX,
rnasofosine K Apyru HapyiueHus Ha GyHkuunte Ha [THC (Bxx. Hexxenauu nekapcTBEHH peaKimK).

4.8 Hexenanu JeKapcTBeHH peakIHH

'Y NOJy4aBa.
PumanTaauu xuapoxnopun oOHKHOBEHO ce MoHacs Joope.
YecToTaTa Ha HeXETAHUTE peakiiMu € ChoOpa3eHa ChC ClIeHATa KOHBEHIIUS: YECTH
HeyecTd (> 1/1000 o 1/100); peaku (> 1/10000 mo 1/1000); muoro peaxu (< 1/100
yecToTa (HE MOXKeE /1a ObJIE OLIEHEHa OT HAJIMUHUTE JaHHU).




[Meuxuarpuusy HapylueHHs
Hevecmu: penpecus, eyopus, XanoLHHALMH,

Hapyulel-lﬂﬂ HA HepBHATAa CHCTEMA

Yecmu: Ge3chbHUE.

Hevecmu: 3amasHOCT, r1aBo6omve, NOBHLICHA Pa3Ipa3HUTENHOCT, HApylIEHHE HA BHUMAHUETO,
HapylleHHUs B KOOPAMHAUMATA Ha JBWXXEHUATA (ATAKCUs ), CbHIMBOCT, XMNEPKUHE3HS, TPEMOP,
NapocMHsi, CbCTOSIHHE HAa 0OBbPKAHOCT, MYCKY/IHH CNa3Mu, MPOMEHH WK 3ary6a Ha 0GOHAHHE.

Hapyviienus Ha yXoTo W nadMpHHTA
Hevecmu: wym B ywure.

CobplaeyHu HapyLieHus
Hevecmu: NaJINMATaluH, CbpACUHA HEAOCTATEYHOCT, aTPUOBEHTPHUKYJIAPECH 6J'[OK, Taxukapaus.

Cu10BH HapyLIeHHSs
Heuecmu: nosuueHo aprepHajiHO HalAraHe, MO3bYHO-CHIOBH HAPYILUEHHUs, 3aryba Ha Ch3HAHUE.

PecnupaTopHM. rpbAiHH M MEAHACTHHAIIHH HADYLLIEHHS
Hevecmu: 3anyx, 6poHX0OCTIa3bM, KalILTULIA,

CToMalIHO-UYpPEBHH HAPYIEHHUS
Yecmu: raneHe, NOBpbLLIAHE.
Hevecmu: 3aryba na Terno, cyxora B ycrara, kopeMHa 0onka, AMapHs, QUCIENCHUs.

HapymeHnus Ha KojkaTa ¥ HOAKOMHATA ThKaH
Hevecmu. obpus.
C neussecmua vecmoma: cbpOex, Nanysio3eH 0OpUB, reHepAIM3UPAH OBPUB, YPTUKAPHUSL.

O01um HapyleHHs W eekTH Ha MACTOTO HA NPHIIOKEHHE
Hevecmu: actcHus, ymopa

Ipu knMHHYHO MpoyuBaHe ¢ y4acThueTo Ha 1027 60HU, KOUTO ca MpUeMaii NPENOPbYMTENHA JHEBHA
nosa ot 200 mg puMaHTagMH XUAPOXIIOPHI, Hal-4eCTH ca OMITH OMTaKBaHKS OT HAPYIIEHH QYHKLIAK
Ha CTOMAIIHO-YPEBHUS TPAKT M HEPBHATA CUCTEMA,

le/l KJIMHHYHHATC U3MIUTBAHHUA YECTOTATa Ha HEXKEJIAHHUTE PCaKIliH, 0CODEHHO Te3U Ha
CTOMAlIHO-4YPEBHHA TPAKT U HEPBHATA CUCTEMA, CC MMOBMIIIABA ITPH MPHEMAHETO Ha JTO3M Haj
NperopbYaHUTE. B GONMHHCTBOTO OT Clly4JauTe HEXeEJlaHaTa CUMNITOMaTHKa U34e3Ba CbC CIIMPAHETO
Ha 1IpHueMa Ha JICKapCTBCHHUA IIPOAYKT. OceeH TOpPCTIOCOUYCHHUTE, B OTACITHU ClIyHaHd Ca Ha6J'II'OIlaBaHH H
CJICAHUTE HEXKCJIaHH NNEKAPCTBEHH pCaKLUMU: CBJI3CHE U GOJNIKH B O4HUTE, HCCTO YPUHUPAHE, TPECKA,
3anckK, NOBUIICHO MOTOOTACIIAHE, CTOMATUT U XHITOECTE3UA (HaManeHa CeTl/IBHOCT).

[Ipu naumeHTy B HanpeAHAIa Bb3pacT HMa NPOTHBOPEUHBa HHGOPMALUS 32 MPOABATA HA HEXEJIAHH
JIEKAPCTBEHH PEAKLIMU [IPH JIEYEHHE C PUMAHTAAUH XHAPoxiaopuA. [Ipu KITHHUYHK TPOYUBaHHS,
MPOBEACHH I10 BpeMe Ha rpuriHaTa enuaemus npe3 1997-1998 r. ¢ yuactuero Ha 156 GonHu B
HaIpeAHAIA Bb3PACT, HEXKENAHU PeakLMH ca HabmoaaBaHu camo npu 1,9% ot 6onHMUTE, OCHOBHO OT
CTpaHa Ha HEpPBHATa CHCTeMa (HapylIeHHS B Cb3HAHHETO).

Ipu Apyro xoHTponupaHo npoy4saHe rnpy 83 GOJHKM B HANpeAHAIa Bb3PACT, U3UCKBALIK JOMALIHA
rpuxku, ot ctpana Ha ITHC ca 61nu otOensizaHu HexenaHu JeKapcTBEHH peakinu npu 8,3% ot
OonHuTe, nMpuemally nnauedo, a B rpynarta Ha MpUeMalld PUMaHTaAMH XUIPOXJIOPU/L — I1
Hab6nonapaHu ca ciieaHUTe HeXeNlaHu peakiuy — 6e3ChbHKE, MOBULIEHA Pa3ipasHUTEN 35.&
HapyllleHa KOHLEHTPALMsl, CBETOBbPTEX.

CrobLiaraHe Ha NOAO3UPAHK HEIKEIaHH peakuny
CpobuiaBaHeTo Ha N0JJ03MPaHK HeXKelaHH Peaklyy Cle/l pa3peluaBaHe 3a ynorpeda N
npoAyKT € BaxkHo. ToBa no3posisiBa fa Npoab/DKH HaOMIONEHUETO HA ChOTHOIIEHHETO N




JeKapcTBeHHs NpoAykT. OT MEIHLMHCKUTE CMELHATUCTH C€ M3KCKBA [a ChoOLIABAT BCAKA
NoA03UpaHa HeXxeNnaHa peakuus upe3 MsnbenHuTenHa arenuus no gekapcreara yii. ,,Jlamsaus ['pyes*
Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebeaiit: www.bda.bg.

4.9 Ilpeno3supane

Hsama nabmonasanu ciyyau Ha npeaosupaue. [Ipu npegosupade TpsaGsa aa ce nposeae
CHMINTOMATHYHO ¥ NOAABPXKALLO NieyeHre. PuMaHTaguH xuapoxnopua He Moxe na 6be OTcTpaHeH
4ype3 XxeMoauaiu3a.

Ha6mopnasan e ciyyaii Ha npefo3upane ¢ aHanora Ha PUMaHTaAWH XUAPOXJIOPHU, — aMaHTaHH, C
NpOSIBY Ha MOBHIIEHA Bb30YAUMOCT, XaMOLMHALMY, apUTMHUs U cMBpPT. [Ipu npenosupane ¢
amaHTaJMH ChC CHMNTOMATHKa OT cTpaHa Ha LIHC, edexTHBHO HHTPABEHO3HO MPUIIOKEHHE HA
(H30CTUrMKH NP BB3PACTHH € 103K OT | wiu 2 mg, a npu aeua 0,5 mg, ¢ B3MOMKHO MOBTOPHO
NpHEMaHe, ako € HeoOXOaHMO, HO He moeue oT 2 mg/h.

5.  @®APMAKOJIOTMYHHU CBOMCTBA
5.1 @apmMakoaHHAMHYHH CBOHCTEA

®dapmakoTepaneBTHYHA rpyna: [IpoTHBOBHUpYCEH leKapCTBEH NPOJIYKT
ATC kog: JOSAC 02

PUMaHTaMH XMAPOXJIOpH] € MPOM3BOIHO HAa aMaHTaMHa C U3pa3eHa NPOTHBOBUPYCHA aKTHBHOCT.
EdexrtuBen € cpellly pasHuHi IPUTIHH BUPYCH OT THNA A ¥ MMa cabo UM HUKAKBO NEHCTBHE PH
IPUIL, NPEAU3BUKAH OT BUPYCH OT TUl B. PUManTanuu xuapoxyiopua uuxrubupa B paHeH CTagui
BUpYCHATA peMIMKalKs, KaTo ce MpeAnoara, 4e HapyuaBa GopMHUPaHETO Ha BHPYCHaTa 0OBUBKA.
I'eHeTHYHUTE W3CTIEABAHMA NIOKA3BaT, Ye BAKHO 3HAUEHHE 3a MPOTHBOBHPYCHOTO NEHCTBHE Ha
pHUMaHTaAWH XHAPOXJIOPH KbM BUPYCUTE OT rpyna A uma crneruduyeH 6enTbk oT reHa M2 Ha
BHPHOHA.

In vifro puMaHnTaauH XUIPOXJIOPHA MHXUOHPA PEILTHKALUATA U Ha TPUTE, U30JIUPAHH NPH XOpa,
4HTUICHHM NOJTHIIOBE Ha IPUINHHMA BUpYC oT rpyna A - HIN1, H2N2 u H3N2. PumanTtaaun
XUAPOXJIOpH/ MHXHOUpPA aKTHBHOCTTA HAa HOHHUTE KaHaIM HAa MeMOpaHHus M2 nporeuH. Tosa Boau
A0 NOTHCKAHE HAa OKMUCIIABAHETO BBB BBTPELIHOCTTA Ha BUPYCa, KOETO € HEOOXOIHUMO 3a MOATNIOMAraHe
Ha CJIMBAHETO HAa BUPYCHAaTa OOBMBKA C €H030Ma U 32 JUcouralus Ha M1 MaTpUKCHHS OPOTEHH OT
puboHyKieonpoTeuHOBUS KoMIieke. CreoBaTelHO, peIUIMKaLMsITa Ha BUpyca ce GIIOKHpa B paHeH
cTaguH Ha HHpeKLUATA.

He e ycranoseHa kopenauus Mesxay 1yBCTBHTEIHOCTTA HA KJIEThYHATA KYJITYPa HA FPUIIHUS BUPYC OT
rpyna A KM pUMaHTaJJHH XHAPOXJOPHA H KIMHUYHHS OTFOBOP KbM TEpANKTA.

Pesynarure OT TeCTOBETE 32 YyBCTBHTEIHOCT (M3pa3eHH YPe3 KOHLIEHTPALMATA HA PUMAHTAIHH
XHUAPOXJIOpHA, cnocobHa ga MHXUOKpa BUpyCHATa perUTMKALUA B KJIEThYHH KyATypH Haj 50% win
noseue), Bapupa oT 4 ng/ml 10 20 pg/ml B 3aBUCKMMOCT OT U3MON3BAHKS IPOTOKOJI 38 AHAIM3,
U3M0JI3BaHATA IPU EKCNIEPHUMEHTA KIEThUHA KYJTYpa, XpaHUTENHATA CPela U BbBEAEHOTO
KOJIMYETBOTO OT L[aMa Ha IPUITHUS BUPYC OT rpyma A.

Pe3ucTeHTHH Ha pMMaHTaIMH XMAPOXJIOPU/ LIAMOBE Ha IPUIIeH BUPYC THN A ca HabsioaaBany cpen
NPSCHO H30JMPaAHK LAMOBE B 3aTBOPEHH YCJIOBHS, KbETO € DU U3MOJI3BaH pUMAHTAHH

XUAPOXJIOpH. Pe3ncTenTHH amoBe chbllo ce 06pa3yBaT, KOraTo pUMaHTAIUH XUAPOXJIOPH]L CE
M3I10J13Ba B 3aTBOPEHa cpefia. JlokazaHo e, ye pe3UCTEHTHUTE BUPYCH MOTarT Jia ce Mpejias
MPUYHHSABAT XapaKTEPHUTE 3a FPHUIHO 3a00/5BaHe CUMIITOMH. Pe3MCTEHTHOCTTA KbM O

unemmbnuupa BHPYCHATa YYBCTBUTEJIHOCT B PETHOHA. k. oty
PyMaHnTanguH XuapOXJIOpU HE MOBNMSIBA UMYHOTEHHOCTTA HA HHAKTHBUPAHATA Bafccm\ @&1};’%
A. Cnen BakCHHALIMS NO BpeMe Ha rpUITHA €NHAEMHUS, PUMAHTALMH XHUAPOXJIOPHL MOZKEN aﬂ?MQJ:He




3a NPeOTBpaTABAaHE HA 3a00JIBAHETO B paMKUTE Ha 2-4 CeIMUIM, KOUTO Ca HEOOXOAUMM 3a
00pa3yBaHeTo Ha aHTHTeNA.

5.2 ®apmakuKHHETHYHH CBOHCTBA

Bonpeku ue hapmMakokHHeTHKaTa Ha pUMaHTaIUH XUIPOXJIOPHA € 100pe M3ydeHa, He ca HAJTMYHU
(bapmakoJMHAMHYHH NaHHH, OKA3BALIM KOPETalns MeX/y MJ1a3MEHUTE HABA HA PUMAHTAJUH
XUAPOXJIOPU U HETOBATa MPOTHBOBUPYCHA aKTHBHOCT CIIe] €AHOKPATEH WITH MOBTOPEH MPUEM Ha
NPOYKTa NPX NALMEHTUTE OT pas/IMyHK Bb3PACTOBH CPYIIK.

Abcopbiug
Cnen nepopanen npuem Ha pUMaHTaMH XHAPOXJIOPH/, pe30pOLMsTa UMa CXoeH npodu,

HE3aBUCUMO OT JIEKAPCTBEHATA (bopma W MMa BHUCOKA CTerneH Ha OMOHAJIMYHOCT.

PasnpeneneHue
Crnen enHokpareH npHeM Ha 1o3a oT 100 mg puMaHTaguH XHAPOXJIOPK], CPEIHATA [L1a3MEHA

koHUeHTpauus € 74 ng/ml (o1 45 ng/ml no 138 ng/ml). Ilpu 3apasu xopa Ha Bb3pacT ot 20 10

44 roguHu, NUKBT ce JocTura cie 5 0o 7 yaca. Oxomno 40% OT puMaHTaIuH XUAPOXJIOPHL CE
CBBP3BA C IJ1a3MEHHUTE OENTBLUM, [MaBHO ¢ anbyMuHuTe. ENMMHHALIHOHHKSAT MOYKHBOT NPU
€IHOKpaTeH NMpHEeM B Ta3H BL3PACTODBA PYMNA OT H3CAeADBAIIH ¢ CPCATo 25 Yaca, & BLB Bb3pacToBATA
rpyna ot 71 go 79 ronunu — cpeaxo 32 yaca.

Cnen npuem Ha 100 mg puMaHTaAWH XHOPOXIOPH/L JIRA TTHTH JIHERHO R MPOJTIKEHKE HA 10 T ipy
3ApaBu A0OPOBOILIM Ha BB3pacT oT 18 1o 70 romuHu, MIOLITA IO/ KPUBATA KOHLIEHTPALIUS-BPEME
(AUC) e ¢ 30% no-ronama, B cpaBHEHHE C Ta3H Clie]] €IHOKPATEH MPMEM Ha Ta3u 103a. Steady-state
MJIa3MEHUTE HHBA HA pUMaHTaauH XHAPOXJIopHA ca oT 118 no 468 ng/ml. He e ycTaHoreHa
BB3PACTOBA 3aBUCUMOCT HA Pa3IMYMATA BbB papMaKOKUHETHUHUTE napameTpu. CpaBHABAHETO Ha
TpuTe BB3pacTtoBd rpynu (50-60, 61-70 u 71-79 roaunu) nokassa, 4€ 1IpK Bb3pACIOBATA IPYlId

71-79 ronunn, AUC, makcHManHaTa KOHIEHTPAaLUS U eIMMHHAUMOHEH TTOJYXHBOT NpH steady-state
ca ¢ 20-30% no-BUCOKHM B CpaBHEHHE C JIBETE OCTAHAIM IPYNH U3ciieaBanu auua. Ipu rpynara 601Hu
B HanpeaHaja u crapuyecka eb3pacT (68-102 roauum), ninasMeHaTa KOHUEHTPALMATA HA PUMAHTAMH
XUJIPOXJIOPHA B steady-state, € ¢ 2 10 4 MBTH NO-BUCOKA B CPABHEHHE C MJIAJIEXKATA IPyIIa M Ta3H Ha
NAalMEHTUTE HA CpeHa Bh3pacT.

DapMaKOKHHETHHHUAT NPOQUI HA PUMAHTaJUH XUIPOXJIOPH NPH el € CXOJEH ¢ TO3U NPH 3APaBH
BB3pacTHU. [Ipy eqHOKpaTeH MpyueM Ha pUMaHTaJHH XUAPOXJIOpKH] B f03upoBka 6,6 mg/kg ot 10 neua
Ha BB3pacT Mex1y 4 ¥ 8 rofiMHH, yCTaHOBEHATa Maji3MeHaTa KOHLEHTpauMs cien 5-6 yaca e 446-988
ng/ml, a cnen 24 waca - 170-424 ng/ml. ENUMUHALMOHHUST MOJTYKUBOT HA NPOMYKTA MPH Ta3u rpyna
e 6un cpeaHo 24,8 yaca. B oTaenHu ciyuau, cneay ot JekapcTBeHMs NPOAYKT ¢a yCTAHOBCHHU B
KpbBHATA MNa3Ma H 72 yaca cief] mocjieqHara np1era 103a.

DapMaKOKHHETHUHHMTE NapaMeTpH JaBaT OCHOBAHKE 3a NPEANUCBAHETO HA PUMAHTAHH
XMIPOXJIOPUA NIPH AELA U Bb3PACTHH €[UH BT JHEBHO.

buotpadchopmanims
PumanTaiH XMAPOXJIOPHA HHTEH3UBHO ce MeTaboNn3Kpa B YepHUs Apo0, KAaTo ce Noiara Ha
XMAPOKCUJIMPaHe, KOHIOTALMS U TJTFOKYPOHH3AIIHS.

EnvHumupane
B nna3mara e ycTaHOBEHO HAIMUKETO HA TPU XHUAPOKCHIMPAHH META0OINTA, KOUTO 3a€OHO C

KOHIOrMpaHUTe MeTaboMHTH ChCTaBsT 74 + 10% ot enHokparHus npuem Ha 200 mg, oTaeneH ¢

ypuHarta.

CneuManHy nomynaanuu
ITp1 nauyenTy ¢ TeKKU HapylIeHHUs BbB QYHKLMUTE HA YePHUA APOD NpH 103HPOB |r
AUC e Tpy NbTH N0-BUCOKA, ETUMUHALMOHHUSAT MOJIYXKUBOT € [Ba [THTH MO-MPOABIKILFE
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TEOPETUUHHUAT KIHPBHC € ¢ 50% Mo-HUCHK B CPaBHEHHE C MOKA3aTeIUTe Npey BIOWABaHE Ha
4epHOAPOOHHTE QYHKIIWH.

ITpu nauuenTn ¢ 6p6peyHa HEAOCTATBUHOCT ce HabMonaBaT MOBHLIEHH NJa3MEHH HEBA HA
MeTabOoNUTHTE HA PUMaHTaIUH XUIPOXJAOPHL.

5.3 IlpeaxHHHYHH JaHHH 32 6€30MACHOCT

KapuuHorensocrt
He ca npoBe;xnaHn U3nUTBaHUs 3a KAPLUMHOTEHHOCT MPH JKUBOTHH.

["'eHOTOKCHYHOCT
PuMaHTanun Xuapoxnopua He Noka3Ba MyTareHHH CBOMCTBA [P NPOBEACHUTE HIKOJIKO MPOYYBaHHS
32 MyTareHHOCT.

Hapywenus B penpojyKTUBHHUTE (DYHKIMH

PenpoayxrreauTe n3cnenBaHus NpU MBXKKH U )KEHCKM IUTbXOBE MpH a03u 10 60 mg/kg/nen (3 nbTu
HaJ MaKkcHMallHaTa J103a, OonpejiesieHa Ha 06a3a KBaipaTeH METbp TeleCHa MOBbPXHOCT), HE TOKa3BaT
yBpexaaHe Ha GepTHIIHOCTTA.

EMOpHOTOKCHYHOCT W TEPATOTEHHOCT

PyManTagvH XUapoxJIopu/ MpeMUHABA NIpe3 [UIALleHTaTa NPy MULIKK. To# noka3sa eMOPHOTOKCHYHH
edextn npu mavxose B 1o3u ot 200 mg/kg/nen (11 mbTH NpenopbrUMTENHATA 1032 32 X0Pa,
onpenesieHa Ha 6a3a KBaJipaTeH METhbp TelleCHa MOBBPXHOCT). [1py Ta3u 103a NPH IUTEXOBETE Ce
Habmonaea nopuiieHa detanHa pe3opOLKs, KakTo U pasnu4Hu eeKTH NP MalKaTa, BKIIOUBALIM:
aTaKcHs, TPEMOp, KOHBYJICHH U 3HAUWTENTHO HAMAJIBAHE HA TErIOTO.

Hoka3zanu ca TepaToreHHH eeKkTH Ha amaHTaauH. He ca Hanu4uu JaHHH 3a PUIIOKEHHE HA
PUMaHTaJUH XMAPOXJIOPUA NPU OPEeMEHHU JKEHH, CIEJOBATENHO JISKAPCIBEHUT IPOUAYKT HE TpiOBa
[a ce U3NoJI3Ba N0 BpeMe Ha OPeMEHHOCT.

6. OPAPMAKOJIOI'TYHU JAHHHA
6.1 CnHcbk HAa NOMOINHATE BEUIECTBA
JlakTo3a MOHOXHOpAT

Kaprodeno Huwecte

CreapuHoBa KucenHHa

6.2 HecnBMecTHMOCTH

He ca uzpectHu.

6.3 Cpok Ha rogHoCT

5 roauHu

6.4 CnennaJnu ycJOBHS HA ChbXpaHEHHE

Ja ce nasu ot ceeiMHa u Briara. [la ce cbxpanssa noa 25°C.

6.5 BHA M chAbPKAHHE HA ONAKOBKATA

PemanTaaun ce onakosa no 10 rabnerku B 6nuctep ot [IBX/AnymunueBo donuo, K g oA
KapTOHEHa KapTOHEeHa KyTHs ce noctaar 1, 2, 3, 4 unu S 6auctepa (10, 20, 30, 40 lat%{)‘niﬁﬁé‘mp

.-\.

(r.
He Bcruuku onakoBky Morar na 6”b£[aT MycHaTU Ha nasapa. \



6.6 CnensajHH NpeINa3HH MEPKH NPH H3XBbPJISHE

Hama crielHaIHHi H3UCKBAHUA.

7. HIPHTEXATEJ HA PASPEHIEHHUETO 3A YIIOTPEBA

EKODAPM I'PVIT AJ]

yi. Atanac lykor Ne29, er.3,
1407 Codus, benrapus

tesi: (02) 906 90 70

daxc: (02) 906 90 71

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEEBA

Per. Ne 9900044

9. JATA HA ITBPBO PASPEINIABAHE/TIOJHOBSIBAHE HA PASPEIIEHHUETO 3A

YIIOTPEBA

Jara Ha mbpBO paspeiuaBane: 26.01.1999 r.
Jara Ha mocnenno momgHorsaBane: 07.12.2009 r.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA
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