INPUJIOKEHUE I

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Alkindi 0,5 mg rpanynu B KaICyJu 3a OTBapsHE
Alkindi 1 mg rpanynu B Kancyniu 3a OTBapsiHe
Alkindi 2 mg rpaHy/Iu B KaIiCyJid 3a OTBapsiHe
Alkindi 5 mg rpaHy/u B KaIiCyJid 3a OTBapsiHe

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Alkindi 0.5 mg rpa”yyiu B KaIlCyJId 3a OTBapsHeE
Besika kancyia ceaspika 0,5 mg xumpokoptuson (hydrocortisone).

Alkindi 1 mg rpagyau B KaICcyJid 3a OTBapsiHe
Besika kancyna ceabpika 1 mg xumpokoptusoH (hydrocortisone).

Alkindi 2 mg rpasyau B KaIlCyJid 3a OTBapsiHe
Besika kancyna chabpika 2 mg xuapokoptusoH (hydrocortisone).

Alkindi 5 mg rpaHyay B Kancyniy 3a OTBapsiHe
Bceska kancyna ceappika 5 mg xunpokoptusoH (hydrocortisone).

3a IIBJIHUA CHUCHK Ha IIOMOIIHHUTC BCUICCTBA BHXKTC TOYKaA 6.1.

3. JIEKAPCTBEHA ®OPMA
['panynu B Kancynu 3a oTBapsiHe

I'panynute ca Genu 10 MOYTH OEITH U Ce ChIIBPIKAT B IIPO3pavyHa, Oe3LBETHA TBBP/A KallCyia
(pazmep 00el).

Alkindi 0,5 mg rpaHysIu B KarcyJu 3a OTBapsHe
Brpxy kancynara uma oTnedaTaHa ¢ Y4epBEHO MacTHIIO MapkupoBka ,,INF-0.5%.

Alkindi 1 mg rpaHysu B Karcysy 3a OTBapsHe
Brpxy kancynara uma oTnedaTaHa cbC CHHbO MAacTHIJIO MapKHUpoBKa ,,INF-1.0%.

Alkindi 2 mg rpaHysi B Karcysy 3a OTBapsHe
Brpxy kancynara uma oTneudaTaHa ChC 3€JIEHO MAaCTHIIO MapKupoBka ,,INF-2.0.

Alkindi 5 mg rpaHysi B KancyJyiy 3a OTBapsHe
Bopxy Kancynata uMa oTiiedaTaHa ¢bC CHBO MacTHIIO MapKupoBka ,,INF-5.0%.

4. K/IMHUYHU JAHHU
4.1 TepaneBTHYHHU MOKAZAHUS

3aMecTHTeNIHA Tepanus pyu Haa0bOpedHa HEAOCTaTPYHOCT NIPY KbpMaueTa, JIela U I0HOMIHN (Ha
BB3PACT OT paxkAaHeTo 10 < 18 rogunn).



4.2 Jlo3upoBKa M HAYMH HA MPUJIOKEHHE

AOBI/I[ZOBKa

Jo3ara TpsiOBa 1a ce HHAWBUAYAIH3HUPA CIIOPE] OTTOBOpa Ha KOHKPETHHS MaruenT. TpsaoBa na ce
M3II0JI3Ba Hal-HUCKaTa Bh3MOXKHA 103a.

Heobxoanmo e npociiesBaHe Ha KIIMHUYHUS OTTOBOP, KAaTO MAMEHTHTE TPAOBa 1a ce HabIro1aBat
BHUMATEJIHO 3a IIPU3HALM, KOUTO MOXKE Ja U3UCKBAT KOPEKIMsI Ha 103aTa, BKIIOYUTEIHO IIPOMEHU B
KJIMHAYHUS CTATYC B pe3yJITaT HAa pEMHUCHH WM eK3alepOanny Ha 3a001BaHETO, MHAUBH Y aHa
peaxkuys KbM JIEKapCTBEHUS MPOAYKT U €EeKT OT CTpec (Hamp. XUpypruuHa HHTEPBEHLUS, HHPEKIHS,
TpaBma). Ilpu cTpec e Bb3MOXKHO /1a ce HaJ0KH BPEMEHHO YBEJIMYaBaHe Ha J03aTa.

3amecmumenna mepanus npu NbPEUYHA U BMOPUYHA HAODLOPEUHA HEOOCMANMBYHOCH
Alkindi ce mpuiara Kato 3aMeCTUTEIIHA TepaIlks Ype3 MepopaHoO IPUIOKEHHE Ha TPaHyJId CIIOpE
KJIMHHYHATA PAKTHKA, C 1033, TATPHPAHA CIPSMO WHIUBHIYAITHHS KIUMHHYESH OTTOBOP.

IIpenopbYUTETHATE 3aMECTUTENHHM JI03M XUAPOKOPTH30H ca 8-10 mg/m?/neH 3a manueHTH caMo ¢
HanOBLOpeyHa HenocTaThuHOCT M 10-15 mg/m?/1eH 3a MauueHTy ¢ BpoJeHa Haaoh0pedHa
xuneprutazus (BHX), oOukHOBEHO pa3jielieHH Ha TPpU WX YeTUPH MTPHEeMa.

IIpu marueHTH ¢ OCTaTHYHO CHAOTCHHO ITPOU3BOICTBO Ha KOPTHU30JI € BH3MOXKHO Ja € JOCTaThIHa 110-
HHUCKa J03a.

B curyanuu, npu KOUTO OPraHU3MbBT € U3JI0KEH Ha IPEKOMEPEH (GU3NUECKHU U/WITU TICUXUYEH CTpeC, €
BB3MOXKHO TAIIMEHTHUTE J]a C€ HYXKAAST OT yBeJIWYEeHa 1033, 0COOEHO cieno0er iiu Beuep.

IIpedonepamusno, npu cepuosna mpasma uiu 3a00156amne npu nayueHmu ¢ Uzeecmna Hadbvopeyna
HeQoCMamb4YHOCH UL CbMHEHUe N0 OMHOUEHUE Ha HA0ObOpeyHUs pe3eps

[Ipenu oneparnust aHECTE3UOI03UTE TPAOBA Ja ObaaT HH(YOPMHUPAHU, AKO MMAITUSHTHT MPUEMa HITH ©
npreMall Mpeay TOBa KOPTUKOCTEPOUIH.

ITpu He TOIKOBA TEXKHU CIydaH, KOTaTo HE CE M3UCKBA MAPEHTEPATHO NPHUIOKEHHUE Ha
XUIPOKOPTH30H, HAIPUMEP MOJOCTPU MU XPOHUYHU HH(EKLUH C JIEKO Bh3MaJleHue 1 0e3 THOeH
eKCy/IaT, yMEpEeHO MOBHUILICHA TEMIIEPaTypa ¢ BCSIKAKBA €THOJIOTHS ¥ CTPECOBH CUTYAIMU KaTO MAJIKH
XUPYPTUYHH MPOLIETYPH, TPOBA J]a € HAJIMIIE BUCOKA CTETIeH Ha MHPOPMHUPAHOCT OTHOCHO PHCKA OT
pa3BuTHE Ha OcTpa HaIO0BOpeUHa HEAOCTaThYHOCT, KaTO OOMYaifHaTa NepopaiHa JHEBHA
3aMEecTHTENIHA 103a TpsAOBa BpeMEHHO J1a ce yBeianyH; oOmiara qHesHa go3a Alkindi TpsabBa na ce
YBEIIMYM Ype3 yIBOsIBAHE WM YTPOsBaHe Ha oOuyaiiHaTa n03a. Cliesl KaTo enu3oabT Ha
MHTEPKYPEHTHOTO 3a00JIIBaHe MPUKIIIOYH, MAUCHTUTE MOTaT J1a ce BbpHAT KbM OOMYaifHaTa cu
3amecTuTenHa no3a Alkindi.

[Ipu Texku ciydan ce M3MCKBa He3a0aBHO yBeJIMYaBaHe Ha J103aTa, KaTo MePOPaTHOTO MPHIIOKEHNE
Ha XUAPOKOPTH30H TPsIOBa 1a ce 3aMeCTU C MapeHTEPATIHO JedueHue. [lapeHTepanHoTo npuiokeHue Ha
XUJIPOKOPTH30H € OIIPABJIAHO MPH MPEXOIHU €MU30/I1 Ha 3a00JIIBaHMsI KaTO TEKKH HH(DEKIINH,
0c00EHO TaCTPOCHTEPUT, CBHP3aH C MOBPBINAHE W/UITU TUapUsl, BUCOKA TEMIIEpaTypa C BCIKaKBa
€THOJIOTHS MJIM CEPUO3€EH (PU3UUYECKH CTPEC, HAIpUMEpP CEPUO3HM MHLIMACHTH U XUPYPIUIHU
MHTEPBEHLUH ¢ 001a aHecte3us. Korato ce n3nckBa mapeHTepaIHO MPUIOKEHUE Ha XHIPOKOPTH30H,
NalMeHTHT TPsIOBa a Ob/Ie IEeKyBaH B 3IpaBHO 3aBEJICHHE, pa3ojaraiio ¢ OTIeICHHIE 3a peaHMAaIHs
B Cllyyail Ha pa3BUBalla ce HaAOBOpeuHa Kpu3a.

IIpemunasane om KOH8EHYUOHATHO NEPOPATHO eHeHue ¢ 2IOKOKopmukouou kom Alkindi

ITpn mpemuHaBaHe Ha MAIMEHTUTE OT KOHBEHIIMOHAIHA TIEPOpaIHa 3aMECTHTEIIHA TePaITus C
XUIPOKOPTH30H, HATPOLIEeH Wi cMeceH, kbM Alkindi, TpsiOBa aa ce mpuiara chiara o0Ima JHeBHA
no3a. Alkindi e TepaneBTHYHO €KBUBAJICHTEH Ha KOHBEHIIMOHATHUTE TIEPOPATHHU JIEKAPCTBEHH (HOPMH
Ha XUAPOKOPTH30H. KoraTo manneHTsT npeMuHe OT APYTrH IepOpaIHU JIEKapCTBEHH (GOPMHU Ha
xunpokopTu3oH kbM Alkindi, HeToUHOCT B JO3UpaHETO, BB3MOXKHA C APYTH NEPOPATHH JIEKAPCTBEHU




(dbopMu Ha XUIPOKOPTH30H MOXKE J1a JIOBE/IE 10 OTHOCUTETIHO HaMalIsiBaHe Ha eKCIIO3UINATA Ha
XUJPOKOPTU30H NIPU Chll[aTa HOMUHAIHA /1033, U TOBA J]a JOBEZE 10 CUMITOMU Ha Han0bOpeuHa
HEeIOCTAThYHOCT WIIM Kpu3a (BXK. Touka 4.4).

HauwuH Ha npunioxxeHue
I'panynute TpsOBa Aa ce MpuiIaraT IepopaiHo U He TpsiOBa na ce apBuar. Camara Karcysia He TpsOBa
Jla ce MOTJThINa, a a Ob/Ic BHUMATETHO OTBOPEHA, KAKTO CJIC/BA!

- Kamncynara ce xBaia Taka, 4ye Hare4aTaHOTO KOJIMYECTBO Ha aKTUBHOTO BEIIECTBO Aa Oble
OTrope, U ce MOTYIBA, 3a Ja CT€ CUTYPHH, Y€ BCUUKU FPAHYJIH Cca B JOJIHATA MTOJIOBUHA HA
KarcyJara.

- JBHOTO Ha Karcyiara ce CTHCBA JICKO.

- l'opnara wact Ha Karicynarta ce 3aBbpTa U U3TETJIs.

- I'panynute ce n3cunBaT IUPEKTHO BBPXY €3UKa HA AETETO WIH B IBKHIIA, KOATO CE MOCTaBS B
ycTaTa Ha fnereto. [Ipu mema, KouTo Morart J1a mprueMar MeKa XpaHa, TpaHyJIuTe MoraT 1a Obaat
MOPBHCEHU B JTHKUIIA C MEKA XpaHa ¢ MO-HUCKA WK CTaifHa TeMreparypa (Hamp. KHCEJIO MIISIKO
WJIM TIJI0JTOBO TFOPE) U JIa ce TIpHeMaT BeIHara cjell TOBa.

- He3aBucuMo kol MeTO] M3MOI3BaTe, KarcyJiata TpsOBa Jja ce MoTyIa, 3a Ja € CUTypHO, 4e
BCUYKH TPaHYJIH ca U3CUTIAHM.

HGHOCpeHCTBeHO CJieq NpuiIaraHneTo TpSI6Ba Aa CC AaJC HaIlluTKa, HaIpuMep BOJa, MJIIKO, KbpMa UJIN
aJaliTUpaHo MJIAKO, 3a 1a € CUT'YPHO, Y€ BCUYKUTEC I'paHyJiv Ca IOI'bJIHATH.

AKoO TpaHyJIMTE ca MOPHCEHH B JIHKHUIIA C MEKa XpaHa, Ts TpsiOBa Ja Objie 1ajeHa BeaHara (B paMKUTe
Ha 5 MUHYTH), a HE Jla Ce€ ChbXpaHsBa 3a ObJiela ynorpeoa.

FpaHynHTe HC TpH6Ba Ja ce ,I[OGB,BHT KbM TCYHOCTH, TBU KaTO TOBA MOXKE Aa OOBCAC N0 IMMPUCM Ha I10-
MAaJIKO OT ITbJIHATa 103a U 1a Pa3TBOPU IMPUKPUBAIIUTE BKYCa Ha I'PAHYJIUTE CPEACTBA, MO3BOJISIBANKH
Ja C€ YCCTHU IOpUYMBUAT BKYC Ha XUAPOKOPTU3OHA.

He npunaraiite upe3 HazoracTpaiHa COHNIA, Thi KaTO UMa PUCK OT 3aITyIIBAHETO M.

B nmcroBkara, mpuiiokeHa B OTTAaKOBKAaTa Ha MPOAYKTA, ca MPEAOCTaBeHH MOIPOOHU MUKTOTPaMH 3a
Ha4WHAa Ha MpUJIaraHe Ha rpaHyJIuTe.

4.3 IIporuBomoka3zaHus

CBpPBXYIyBCTBUTEIHOCT KbM aKTHBHOTO BELIECTBO WM KBM HAKOE OT IIOMOITHUTE BELIECTBA,
n30pocHHU B Touka 6.1.

[NammenTn ¢ aucharus UM MPeXXIeBPEMEHHO POJICHH Jella, KOUTO He ca 3aXpaHeHH Ipe3 ycTaTa.
4.4 CneunuajaHy mpeaynpeskaeHUs: U MpeANa3sHu MEPKH NPH ynoTpeda

Han6w0peuna kpuza

AKO JTeTeTo MOBPhINa WIH ChCTOSHUETO MY € TEXKKO, TpsiOBa 0e3 3a0aBsHe Aa ce 3amoyHe

MapCHTCPATHO MPUIIOKCHUC HA XUAPOKOPTU30H, KaTO 60J'IHOI‘J'ICI[8.‘-II/ITC Tp$16Ba Ja ca O6y‘-I€HI/I 3a
npujaraneTo My npu CreuIHu Cliydau.

BuesanHoTo cimpane Ha Tepanusata ¢ Alkindi kpue puck ot pa3BuTue Ha HaAOBOpEeUHa KpH3a U
cMBPT. B pesynTar Ha TBbpAE OBP30TO CipaHe Ha KOPTUKOCTEPOUIUTE MOXKE Ja CE MOSIBH
WHIyIIPaHa OT JIEKapCTBEHUS MPOAYKT BTOPUYHA HAJ0BOPEUHOKOPOBA HEJOCTATHYHOCT, KOSITO MOXKE
Jla ce CBeJie 10 MUHUMYM 4pe3 IIOCTETIEHHO HaMallsiBaHe Ha j103aTa. To3u THII OTHOCHUTETHA
HEIOCTAThYHOCT MOXKE Ja MPOIBJDKH C MECEIH CJIe/l CIIMPaHe Ha TepanusATa; Mopajan TOBa PH BCEKU
Cllydail Ha CTpec B paMKHUTE Ha TO3M IepHO TPpIOBa 1a ce Bb30OHOBH KOPTHUKOCTEPOUIHATA TEPAIIHSL.



Han6n0peunara kpu3a MoXKe J1a B3HUKHE MPH IPEMHUHABAaHE OT KOHBEHIIMOHATHY MIEPOPATHU
JIeKapcTBeHU (hOPMHU Ha XMIPOKOPTHU30H, HATPOIIIeH Min cMeceH, KbM Alkindi. [IpenopbuBa ce
BHUMATEITHO MIPOCJIEIIBaHEe HA MAIUCHTUTE TPe3 IbpBaTa CEMUIIA CIIel TPEMHUHABAHETO.
MeaunuHCKHTE CIICIUAINCTH TPSAOBa 1a MHPOPMUpAT OOTHOTIICIAYHUTE U MMAIUEHTHUTE, Ye TPSAOBa J1a
ce npuiIokat gonbaautenHu no3u Alkindi, ako ce HaOIrOAaBaT CUMIITOMH Ha HaAOBOPEUHa
HEJ0CTaTHLIHOCT. AKO TOBa c€ Hajara, TpsioBa 1a ce 0OMHUCIIHN yBeIndaBaHe Ha o0IaTa THEBHA J103a
Alkindi u na ce moTepcu He3a0aBHA METUITMHCKA ITOMOIII.

HWubexnny 1 nMyHHU3aITU

CxeMHuTe 3a 3aMECTBaHE Ha KOPTHUKOCTCPOUIU ITPU XOpa C Ha;[61>6peqHa HCEAOCTAaTBhbYHOCT HE
MMPpUYIUHABAT UMYHOCYIIPpECUA U, CIICAOBATCIIHO, HC Ca MIPOTHUBOIIOKA3aHUC 34 IPUJIAraHCTO HA JXUBU
BAaKCHHU.

[Ipu 3amecTuTENHA 1032 XUIPOKOPTU30H HE OU TPsIOBAJIO Ja MMa MOBUIIICHA BEPOSTHOCT 32 Pa3BUTHE
Ha UHPEKIMH, HO BCHIKH HHPEKIMH TPSOBA Ja ce JIEKYBaT CEPHO3HO KaTo TpsOBa Jia ce 3all0YHe PaHO
ChC cynpadu3nOIOTUYHH ,,CTPEC™ 1031 cTeporau (Bxk. Touka 4.2). 3a nmarueHTuTe ¢ Haa0bOpeUHa
HEJOCTAaTHYHOCT CHIIECTBYBAa PUCK OT )KMBOTO3acTpalllaBalia Hag0»0peyHa Kpu3a 1o BpeMe Ha
I/IH(i)eKHI/IH, 3aTOBa € HCO6XOJII/IMO IIOBUIIICHO BHUMAHHE 3a I/IH(i)CKHI/I?I, KaTo IIpu Hal-MaJIKOTO
MOJI03pEHKE TPSIOBA J1a Ce MOTHPCH CHEIUAIHCT.

Hexenanun ed)eKTI/I OT 3aMCCTHUTC/IHA TCpaunia ¢ KOPTUKOCTCPOUIH

TloBeueto HEXKETAHU p€aKkmru Ha KOPTUKOCTEPOUANTE Ca CBBP3aHU C J03aTa U NPOABJDKUTCIIHOCTTA
Ha CKCIIO3HUIIHA. Hopa;u/l TOBA, IPH U3MOJI3BAHCTO HAa KOPTUKOCTCPOUU KATO 3aMCCTUTCIIHA TCPaIius,
nMa 1o-MaJjika BEPOATHOCT 3a HCKCIIaHU e(l)eKTI/I.

Koprukocrepouanre Morar Ja NPUUMHAT 3a0aBsiHE Ha pacTeka IpU KbpMadeTa, Jela U FOHOIIIM, TOBa
MOJKe J1a € HeoOpaTuM mportiec. JleueHneTo TpssOBa 1a ce orpaHUYM JI0 MHHUMATHATA /1034,
HEo0XO/IMMa 32 TTOCTUTAHEe Ha JKETaHUs KIIMHUYEH OTTOBOP, a KOraTo € Bh3MOXKHO HaMaJIsiBaHe Ha
J103aTa, TO TpsIOBa J1a ce M3BBPIIBA MOCTEeNeHHO. [IpekoMepHOTO HATpyMBaHEe Ha TErJIO MPH 3a0aBeHa
CKOPOCT Ha pacTeka Ha BUCOYMHA WIIH JPYTH CUMIITOMHY WJIH MpU3HAIM Ha cuHIpoM Ha Cushing
COYaT MPEKOMEPHO TIIFOKOKOPTUKOUIHO 3aMecTBaHe. KbpMaueTara ce HyXKJasT OT YyecTa OI[CHKa Ha
CBhCTOSIHUETO, KOSTO TPsIOBA Jla Ce U3BBHPINBA HA-MaJIKO Ha BCEKH 3 10 4 Mecella U 1a BKIII0YBa
OIICHKA Ha pacTe)ka, KPbBHOTO HAJIATaHE U OOIIOTO ChCTOSTHUE.

HpI/I Jcla KOCTHAaTa MUHECPAJIHA IINTbTHOCT MOXKE J1a 61)):[6 IMOBJIMAHA IIPU NTPpUJIaraHeTO Ha IIO-BUCOKHU
JI031 3aMecTBaly cteporau. TpsOBa aa ce mpuiara Hali-HUCKaTa MOIXO0/IsIIa 1038 CTEPOUIU B
3aBHCHUMOCT OT OTIOBOpA HAa KOHKPETHUS MAI[HCHT.

[MTanuenTrte w/wnu OONMHOTIEAAYUTE TPSIOBA Ja OBbIAT MPEAYNPEACHH 3a MOTCHIIMATHO TeXKU
HEeKeJIaHW IICUXWYHH PEaKIuy KaTo ey(hopus, MaHHs, TICHX03a C XaIONWHAINY U ASITUPUYM,
HaOII0JaBaHU TP BH3PACTHH MAIMEHTH, IIPUEMAIIN 3aMECTHTEITHH JO3H XUIPOKOPTHU30H (BK.
Touka 4.8). OOMKHOBEHO CUMIITOMHUTE Bb3HUKBAT B PAMKHUTE Ha HAKOJIKO JHH WU CEIMHUIIH CIIE
3aro4BaHe Ha JICYCHUETo. PUckoBeTe Morar jia ObJaT MO-rojeMU MPH MO-BUCOKHU J03U/CUCTEMHA
eKCITO3UIH (BXK. CBHIIO TOYKA 4.5), BEIIPEKH Y€ HUBATa Ha J103aTa HE TIO3BOJISABAT MMPOTHO3UPaHE Ha
HAYyaJIOTO, TUIIA, TEKECTTA WIH MPOIBIDKUTETHOCTTA Ha peakiuuTe. [loBeueTo peakiuu npeMuHaBat
cJIe/I HaMallsIBaHE Ha Jj03aTa WK CIIUPAHE Ha MPIIOKEHUETO, HO € Bb3MOXKHO J1a C€ HAIOXKHU
cniernraHo JedeHue. Ha manmenTuTe/0omHOTIIe[aunTe TPSOBA 1a ce Mpernophia Aa MOThPCST
MEIUIIMHCKA ITOMOIII, aKO C€ PAa3BUAT 00€3MOKOUTEITHN IICHXUYHU CHMITTOMH, 0OCOOCHO TTPU
MOJTO3PCHUS 32 JACTIPECUBHO HACTPOCHUE MU CyUIMIHA uaearus. [laiuenTure/00mHOTIe1auuTe
TpsiOBa CHINO /1a BHUMABAT 332 Bb3MOKHU NICUXWYHH HapYIICHHUs, KOUTO MOTAT /1a Bh3HUKHAT 110 BpeMe
Ha WJIM HETIOCPEICTBEHO CJIe]] HaMalsiBaHe/CTIUpaHe Ha CHCTEMHUTE CTEPOUIH, BHIIPEKH Y€ TaKWBa
peakiuu He ce ChOoOIaBaT YecTo.

Wma penku ciyyan Ha aHaQUIAKTUYHY PEAKLUH [IPY MALUEHTH, [T0JIy4YaBalll KOPTUKOCTEPOUIH,
0c00€HO aKo NalMeHThT UMa aHAMHE3a 32 aJIepIuy KbM JIEKaPCTBEHH MTPOAYKTH.



3pUTEJIHU CMYILICHHUS

[Ipu crcTEMHO U JIOKAIHO U3MOJI3BaHEe Ha KOPTUKOCTEPOUIU Ca Bb3MOXKHU CHOOIIECHUS 3a 3PUTCITHU
CMYIIEHUS. AKO TIPY MAIMEHT Ca HAIMIIE CUMIITOMH KaTo 3aMbIJICHO 3PCHUE WU IPYTH 3PUTEITHH
CMYIIIEHUS, TAIUSHTHT TPSOBA J1a O'b/Ie HACOUYCH 32 KOHCYATAIHS ¢ 0O()TaIMOJIOT 3a OIICHKA Ha
BB3MOXKHUTE IIPUYMHU, KOUTO MOTAT J1a BKIIOYBAT KaTapakTa, [NIayKoMa WIIH PEIKU 3a00JIBaHUS OT
pojia Ha LIEHTPaIHA CEPO3HA XOPUOPETHHOMATHSI, 32 KAKBUTO CE€ ChOOIIaBa ClIe]l CHCTEMHO U JIOKAITHO
U3IIOJI3BAHE HA KOPTUKOCTCPOUIH.

Exckpenms Ha TpaHyJINTE

BBb3M0XHO € OHSIKOra rpaHyJIUTe Ja Ce BIDKIIAT B UBNPAXKHEHUATA, ThI KaTO SAPOTO HA TpaHyiaTa He
ce abcopOupa B uepBara, cliel KaTo 0CBOOOIM aKTUBHOTO BEIleCTBO. TOBa HE O3HAYaBa, 4e
JIEKapCTBEHUS MTPOIYKT € OMi Hee(heKTHBEH, U IMAIMEHTHT HE TPSAOBA Aa MprueMa ApyTa 103a Iopaau
Ta3u NpUYNHA.

XpaHeHe ¢ Ha3oracTpajHa COHJa
Alkindi rpaHyu He ca MOAXOISAINN 38 HA30TaCTPAITHO MPUIIOKEHUE, Thid KATO MOTaT Ja IMPUYUHST
3amyIiBaHe Ha COHATa.

4.5 B3aumopeiicTBHe ¢ APYIrd JeKaPCTBEHU MPOAYKTH U APYrd (popMu HA B3anMoelicTBHE

XuApoKOpTU30H ce MeTabonu3upa upe3 nuroxpom P450 3A4 (CYP3A4). [lopaau ToBa
CBITBTCTBAIIOTO MpHJIaraHe Ha JEKapCTBEHHU MPOAYKTH, KOUTO Ca HHXHOUTOPH WIIM HHIYKTOPH Ha
CYP3A4, moxe na 1oBeae A0 HeXXeJIaHW IPOMEHH B cepyMHUTe KoHUeHTpauuu Ha Alkindi ¢ puck ot
HE)KEJIaHU PEeaKlry, o-CIelnaiHo HanobOpeuHa kpu3a. Moxe Ja ce 0uakBa HEOOXOAUMOCT OT
KOPUTHpPAHE Ha JI03aTa NPH MpHiaraHe Ha TaKWBa JISKAPCTBEHU POYKTH U MAIIMEHTUTE TPsiOBa Ja ce
Ha0J1r0/1aBaT BHUMATEJIHO.

JlexapcTBenute npoaykTu, kouto uaayuupat CYP3 A4 u n3ucKBaT MOTEHIIMAIHO YBeIMYaBaHE Ha
no3ata Ha Alkindi, BKIIOYBAT, HO HE C€ OTpaHUYaBaT JI0:

- AHTUKOHBYJICAHTH: ()CHUTOUH, KapOamMa3enrH 1 OKcKapOa3enuH

- AHTUOMOTHIIN: pUPAMITUIIMH U prU(aOyTHH

- 0apOuTypatu, BKItOUBany GeHoO0apOuTan 1 NPUMHIOH

- AQHTUPETPOBUPYCHHU JICKAPCTBEHN MPOAYKTH: ehaBUPESHI] 1 HEBUPATIMH

JlekapcTBeHUTE NPOYKTH/BelecTBa, KOUTO HHXUOUpAT CYP3 A4 1 M3MCKBAT MOTCHIIUAIHO
HamalsBaHe Ha fo3aTa Ha Alkindi, BKITIoYBaT, HO HE ce OTpaHWYaBaT J0:

- IPOTUBOT'BOMYHH CPE/ICTBA: UTPAKOHA30, I03aKOHA30J1, BOPHKOHA30JI
- AQHTUOMOTHIIN: EPUTPOMHIIIH U KIAPUTPOMHUIIIH

- AQHTUPETPOBUPYCHHU JICKAPCTBEHN MIPOLYKTH: PUTOHABUP

- COK OT rpeindpyT

- CITaJTHUK

4.6 @epTHAUTET, OPEMEHHOCT U KbpMeHe

Bbpemennoct
XuIpOKOPTU30H 32 3aMECTUTEITHA TepaIisl MOXKE Ja Ce M3IM0I3Ba M0 BpeMe Ha OPEMEHHOCT.

CriocoOHOCTTa HAa KOPTUKOCTEPOHTUTE JIa IPEMHUHABAT MPE3 TUIAICHTATa BApUPa MEXKY Pa3IHIHHTE
BUJIOBE KOPTHKOCTEPOUIN, HO XUAPOKOPTUIOHBT JIECHO MTPEMUHABA TIP3 IIAlCHTaTa.
[Ipoy4BaHusTa P )KUBOTHH MOKA3BAT PEMPOAYKTUBHA TOKCHYHOCT HA KOPTUKOCTEPOUIUTE (BK.
To4YKa 5.3).

Kopmene
XuIpOKOPTU30H 32 3aMECTUTEITHA Teparusi MOXKE J1a CE U3IM0JI3Ba M0 BpeMEe Ha KbPMEHE. .



DepTunurer
Jlunceat gaHHM 3a Bh3MOXKHU edektd Ha Alkindi BbpXy (epThinTeTa.

4.7 EdexTn BbpXy crioco0HOCTTA 32 WoupaHe u padoTa ¢ MAIINHA

Alkindi He MOBNIHSBA WM MOBJIMSABA IPEHEOPEKMUMO CIIOCOOHOCTTA 3a modupaHe U paboTa ¢ MAILITHHH.
4.8 Hexenanu jeKapcTBEeHH peakuuu

0060o061IeHne Ha mpoduia Ha 6€30MacHOCT

0610 30 31paBu (HO JEKCAMETa30H-CYIIPECUPAHN) Bh3PACTHU MBXKE, yUIaCTBAIIY B IBE MTPOYYBAHUS
(haza 1, 1 24 neguaTpUYHU HAMEHTH ¢ HAA0BOPEUHA HETOCTATHhYHOCT, YUACTBAIM B IBE ITPOYUBaHHUS

¢aza 3, ca exkyBanu c¢ Alkindi. B Hukoe ot npoyuBanusiTa He ce HaOIIOAaBaT HEXKEIaHHU JIEKApPCTBEHU
peaxkuy 1 enu3041 Ha HanObOpeyHa KpH3a.

TabauyeH CIUCHK HA HEXKETaHUTE JICKApCTBCHU PCAKIIUU
B Hay4dHaTa JJUTCpaTypa cc C’BO6]J_[aBaT CJICOHUTC HCKCIIAHU PCAKIIUN HA JPYT'U JICKAPCTBCHU

HPOIYKTH, ChABPKAIIN XHIPOKOPTH30H, IIPUIAraH! KaTo 3aMECTUTEHA Tepanus pHu Han0b0pedHa
HEJOCTaThYHOCT NPH BB3PACTHHU MAIMEHTH, C HEU3BECTHA YeCTOTa (OT HAIMYHUTE JAaHHU HE MOXKeE /1a
ObJic HaTlpaBeHa OLICHKA).

Cucremo-opraden kiaac no MedDRA C Hen3BeCTHA 4eCTOTA

[Mcuxuunu HapyieHUus [Tcuxo3a ¢ XamOUUHALIMY U ACTUPUYM
Manus
Eydopust

CroManrHo-4peBHU HAPYILICHUS lactpur
lanene

Hapymenus Ha OBOpeITe U MUKOYHUTE XunokalueMHyHa ajiKano3a

THTHINA

[Ipu ucropuvecku KOXOPTH Ha Bb3PACTHHU, JeKyBaHH OT Aena 3a BHX, ce ycraHoBsiBa HamaneHa
KOCTHa MUHEpaJHa IUTBTHOCT U YBEIMUYEHA YeCTOTa Ha (DPAKTYPH M U30CTaBaHE B pacTexa (BiK.
To4Ka 4.4) — HE € SICHO i T€ ca CBBP3aHU C TePaINUATa C XHAPOKOPTHU3OH IIPH U3IOI3BaHE HA
HACTOSIINTE CXEMHU Ha 3aMECTBaHe.

Cpo0111aBaHe Ha MOA03UPAHN HEXETAHN PEAKITHH
Cp0o011aBaHETO HA MOI03UPAHU HEIKEIAHN PEaKIIMU CIIe] pa3peliaBaHe 3a yrnorpeda Ha JIeKapCTBEHUS

MPOAYKT € BaKHO. ToBa MMO3BOJISBA Ja PO IBIKH HAOIIOICHUETO Ha ChOTHOIICHUETO IT0JI33/PUCK 32
JIeKapCTBEHUS MPOAYKT. OT MEIUIIMHCKUTE CTICTIHAIMCTH CE M3UCKBA J1a ChOOIaBaT BCsKa
0I03UPaHa HeXKEIaHa Peakiys Ype3 HAIHOHAIHA CUCTEMa 3a ChOOIaBaHe, IOCOYCHA B

IIpunoxxenue V.

4.9 Ilpeno3upane

CroO0meHnsTa 3a 0CTpa TOKCUYHOCT W/WIIM CMBPTHH CIy4au MPH MPeI03upaHe Ha XUAPOKOPTH30H ca
penxu. JIumcea antunoT. He e mokazano jedeHrne Ha peakIuy, ThDKAITN Ce Ha XPOHUYIHO OTpPaBsHE,
OCBEH aKo0 MaIUEHTHT HE CTpazia OT 3a00iIsIBaHe, KOSTO Ja I'0 IpaBH 0COOCHO BBH3IPUEMIHB KbM
OonectHuTe ePeKTH Ha XUAPOKOPTU30H. [IpH TaknBa cirydau TpsiOBa 1a ce Ha3HAYM HEOOXOUMOTO
CUMIITOMATHYHO JICUECHHE.

BuonornuHuAT NoMyKMBOT Ha XUIPOKOPTH30HA € mpubau3utesnHo 100 MuHyTH.



5. ®APMAKOJIOTUYHA CBOMCTBA
5.1 dapmakoguHAMHYHH CBONMCTBA

dapmakoTepareBTHIHA TpyTa: KOPTHKOCTEPOUIN 32 CHCTEMHO IPHUIIOKCHHE; TIIFOKOKOPTHKOWIH.
ATC xox: HO2AB09

MexaHu3bM Ha JIEHCTBUE
XUIPOKOPTU3OHBT € TITIOKOKOPTUKOU. [ TIOKOKOPTUKOUUTE Ca KAKTO €CTECTBEHO MPOU3BEKIAAHH,
TaKa U CHHTETUYHU KOPTUKOCTEPOH U, KOUTO ce a0COpOHpaT JISCHO OT CTOMAITHO-UYPEBHUS TPAKT.

®dapmakogrHaMUYHH e(hEeKTH

Cuurta ce, 4e XUJIPOKOPTU3OHBT € OCHOBHUAT KOPTUKOCTEPOH/, CEKPETHPAH OT HaJ0bOpeyHaTa Kopa.
EcTecTBeHO Mpou3BEXIaHUTE TIIIOKOKOPTUKOUAN (XHAPOKOPTHU3OH U KOPTHU30H), KOUTO UMAT CHIIO
CBOMCTBOTO fa 3aIbPKaT COJI, Ce MpHJIaraT KaTo 3aMeCTUTETHA Tepanus P ChCTOSHIS Ha
Han0BOpeueH aedunut. OCBEH TOBA T CE U3IMOJI3BAT 3apaJ i CHITHOTO UM MPOTUBOBB3MNAIUTEITHO
JieficTBrE TTpu 3a00JIIBaHUS HA MHOTO OpraHu. | IIOKOKOPTUKOMANTE IPUINHABAT U3PA3eHH U
paszHooOpa3Hu MeTabonuTHH ehekTr. B mombiHeHe Te MPOMEHAT UMYHHATa PEaKIus Ha OpraHu3Ma
MIPH Pa3IMYHU CTUMYJIH.

Kinunununa edukacHocT

Tleouampuuna nonyrayus

OCHOBHOTO TTPOYYBAHE € OTBOPEHO, C CAMHUYHA 7034, STHOIICHTPOBO M3MUTBAHE, 00XBAIIAIIO

24 mequaTpUYHY TAITUEHTH Ha BB3PacT 1Mo 6 TOOWHHU, KOUTO Ce HYXKIAsAT OT 3aMECTUTETHA TepaITvs
3a HaJO0BOpEeYHa HEeAOCTATHYHOCT opaau BHX, mbpBryHa HagOBOpeYHa HEAOCTATHYHOCT HITH
XUMONUTYUTApU3bM. [[poyuBaHETO € ChbCTABEHO OT TPHU MOCIECAOBATEIHU KOXOPTH: MbpPBaTa BKIIOUBA
12 manueHTH Ha BB3pacT OT 2 110 1Mo 6 TOIWHH, BTOpaTa BKIIFOUBA 6 MAIIMEHTH HA BB3PAcT OT 28 THU
1oJ 2 TOAVHY U TpeTaTa BKIKOYBA 6 HOBOPOACHHU HA Bb3PACT OT PaXXJAaHETO A0 1o 28 JHHU.

Ot Te3u 24 nanmenTty 23 ca ¢ nuardo3a BHX u 1 e ¢ amarno3a XumnonuTyuTapu3bM, BKITFOYUTEITHO
XUIIOTUPEOUIN3bM. | HalMeHT € ¢ ObOpeyHa XunoIuiasus, 1 ¢ aTonu4eH gepMaTut U 1 ¢ punut. B
MPOYYBaHETO CE M3MON3Ba enuHNYHA 1032 Alkindi rpaHynv, eKBUBaJICHTHA HA MTPEIX0HATA
CyTpeIIIHA /1033 OT OOMYaWHOTO 3a BCEKH MALMEHT MIIOKOKOPTHUKOUIHO JieueHue. J[nana3oHbT Ha
npuinoxkenara go3a Alkindi e mexny 1 u 4 mg. Ponmurenure/6onnornenaunre (M 1enara, KOrato ToBa e
BB3MOXKHO) OIICHSIBAT BKycoBHUTe KauecTBa Ha Alkindi cien npuinoxeHneTo, N3IoN3BaiK S-cTereHHa
ckana Ha Likert.

Tl kaTo TOBa € MpOyYBaHEe C EAMHUYHA J1033, TbPBHYHATA OLICHKA 32 €(PUKACHOCT € CepyMeH
koptuzon cien 60 munyTH. [Ipu Bcnuku 24 manmeHTH € ycraHoBeHo, ye Alkindi moBumasa
CTOHHOCTHTE Ha KOPTH30JIa OT M3XOJTHOTO HMBO CIIOPE] OYaKBAHHATA: MEANaHa HA KOHICHTPAIUATA
Ha KOPTHU30Jia Ha U3Xx01HO HUBO 14,1 nmol/l (mnana3on 14,1 - 104,5), menuana Ha Cmax 535,2 nmol/l
(mmamazon 346,2 — 1 445,1).

Alkindi ce orieHsIBa ITOJIOKUTEIIHO 110 OTHOIICHHE Ha BKYCOBUTE KadyecTBa. Cpe/l pOIUTEIINUTE U
OOJHOTIIEaAYNTE, 3aMUTAHU OTHOCHO OMHTA Ha TAXHOTO JETE MPH MpreMa Ha JIEKapCcTBOTO (n=23),
82,6 % ce chriacsaBaT/HAIIBIHO CE ChITIACIBAT, Ye TAXHOTO AeTe JecHo norabina Alkindi; 65,2 % ce
ChIJIACSBAT/HAITBJIHO CE ChIJIACSBAT, Y€ TIXHOTO JETE MOKa3Ba IMOJIOKHUTEIHA PEAKIIHs CIIe]T
npunoxxenue Ha Alkindi; 95,5 % Ouxa 6unu moBoaHu fa naaat Alkindi Ha cBoeTo feTe u B Objee, a
95,5 % 3asBsiBat, ye 6uxa npennodenu Alkindi 3a eueHre Ha JETETO CH MpeJ TAXHATa oOMJaiiHaTa
nekapcTBeHa dhopma Ha xuapokopTr3oH. lllect ot 12-Te nema ot koxopTa 1 (Ha BB3pacT MexXIy 2,6 1
4,7 ToguHN) OTrOBapsIT Ha aJlalTHPaH BBIIPOCHUK 32 BKYCOBHUTE KauecTBa. >50 % OT yyacTHULIUTE
CHOOIIABaT, Y€ BKYChT, YCEIIaHETO B yCTaTa U JICKOTATa Ha MOTTBIIaHe ca MHOTO TOOpH U 4Ye Hal-
BEPOSATHO I MMPUEMAT JIEKAPCTBEHHSI ITPOYKT OTHOBO. 68,8 % 0T 3/IpaBuUTE BH3PACTHU TOOPOBOIIIH
OIKCBAT BKyCa KaTO HEYTpPaJICH.



5.2 ®apmakoKMHETHYHH CBOWCTBA

AOcopouus
IIpu nepopaHO PUIIOKEHUE XUAPOKOPTH3OHBT ce abcopOupa ObP30 OT CTOMAITHO-UYPEBHUS TPAKT,

kato nepopanauar Alkindi 4 x 5 mg nma npubnusutenso 87 % OMOHANINYHOCT, CPABHEH C
WHTPABEHO3HO MPHJIaTaH XUAPOKOPTU3OH IIPH 3IPaBH Bb3PACTHH MBXKE JOOPOBOIIIH C
JIEKCaMETa30HOBA CYIIPECHsL.

[Ipunoxenuneto na Alkindi ¢ Meka xpaHa (KMCEI0 MIISIKO U TJIOJOBO IIOPE) € U3CIEABAHO in Vitro,
KaTo He ce Ha0JI0AaBa 3HauUnTesIeH eeKT BbPXY Pa3TBapsSIHETO My .

PasnpeneneHue
90 % win oBeYe OT MUPKYJIUPALITUST XUAPOKOPTH3OH 00PaTUMO C€ CBhP3Ba C IPOTCHHUTE.

B cBBp3BaHeTO yuacTBaT ABE MPOTEHHOBH (ppakunu. EAMHUAT KOPTUKOCTEPOUI-CBBP3BAII] TI00YIHH
€ TIIMKOTIPOTEHH, a JPYTHUAT € alOyMHUH.

buotpanchopmanus u eIMMUHAPAHE

XuAPOKOPTU30HBT € METa0OIM3Upa B YEpHHSI P00 ¥ MOBEYETO TEJIECHU ThKaHHU O XUAPOTCHUPAHU
U pasrpazeHu GopMu, HapuMep TETPaXUAPOKOPTH30H U TETPAXUAPOKOPTH30I, KOUTO CE
eKCKPETHpAT ¢ ypuHaTa, Haii-Beue 1moJ1 popmarta Ha INIIOKYPOHH/IH, 3a€HO C MHOTO MAJIBK ITPOLIEHT
HEIPOMEHEH XUJIPOKOPTHU30H.

TepMUHATHUAT NOMYKUBOT Ha XUAPOKOPTU30HA € MPHOIU3UTENHO 1,5 yaca npu MHTPaBEHO3HO
NPUIOKEHUE U TIEPOPATHO MPHUIIOKECHUE Ha TaONeTKH XuapokopTu3oH u Alkindi npu 3apaBu
BB3PACTHU MBKE JOOPOBOJILH C AEKCAMETa30HOBA CYIPECHS.

He ca npoBexaanu mpoy4yBaHus NpH MaUEHTH C YePHOAPOOHHU Hin ObOPEUHH YBpPEKIaHHS.

5.3 IlpeakJMHUYHU AAHHH 32 0€30MACHOCT

[IpunoxeHneTo Ha KOPTUKOCTEPOUIN TIPU OPEMEHHH KUBOTHH MOJKE JIa IPUYNHN aHOMAJIHH B
pasBUTHETO Ha (eTyca, BKIFOYUTEIHO pas3lerneHo HebIle, 3a0aBsHe Ha BbTPEMATOYHOTO Pa3BUTHE U
e(eKTH BbPXY pacTeXxa U pa3BUTHETO Ha MO3bKA.

6. DOAPMAIEBTUYHU JAHHU

6.1 Choucnbk Ha NOMOIIHHUTE BEIECTBA

T'panynun
MukpokpucTaiHa eyio3a

Xunpomenosa
Marue3sues creapat
Erunnenynosa

Kancyina
Xumnpomenosa

Tlewamno macmuno

Bcnuku mactriia ]_HCJ'IJ'IS.K, IMPONUJICHIJINKOJI, KOHIICHTPHUPAH Pa3TBOP HAa aMOHSK
CbAbpIKAT



KonmaectBo Ha Chabpika ChIIo:
AKTUBHOTO BEIIECTBO
(LIBSAT HA MACTHIIOTO)

0,5 mg (4epBeH) Uepsen xeneseH okcu (E172), kanueB Xxuapokcua

1 mg (cun) WNumurornn (E132)

2 mg (3e1eH) WNumurorun (E132), sxbaT xenezen okcun (E172), TuranoB quokcenp (E171)
5 mg (cuB) TurtanoB muokcun (E171), uepen xene3en okcun (E172), kamueB Xuapoxcu

6.2 HecnbBMecTHMOCTH

Henpunoxxumo

6.3 Cpox Ha roaHOCT

3 roAuHMU.

Cren mppBOTO OTBapsiHe: 60 THM.

6.4 Chnenuananm yca0BHs HA CbXpaHeHHe

[Ha ne ce cexpansiBa Hax 30°C. CexpaHsiBaiiTe B OpUrnHainHara OyTUIIKa, 3a J1a ce Ipeanasu oT
CBETJIMHA.

6.5 Buawu chabp:kaHue HA ONIAKOBKATAa

TB’I)p)Z[a KaricyJia 3a OTBapAaHE, KOATO CbAbpiKa CAMHUYHA 103a Ir'PaHyJIn. KaHCY.HI/ITe CC mnpeaJjarar B
6YTI/IHKI/I OT IMOJIMETHIICH C BUCOKA IINIBTHOCT, CHa6)Z[eHI/I C IMOJIUITPONUIICHOBHY KalladyKu C BrpaacH
CYHIUTCII.

BunoBe onmakoBku:
1 6ytunka, ceappikamia 50 karcynu

6.6 CrnenuajaHu nNpeanasHu MepKHU NP U3XBHPJIsiHE H padoTa

Hewunsnon3BanusT nexkapcTBeH NPOLYKT WIM OTHaIbYHUTE MaTEPUAII OT HETro TPsiOBa 11a c€ U3XBBHPIIAT
B CHOTBETCTBHE C MECTHUTE U3UCKBaHUS.

7. NPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA

Diurnal Europe B.V.

Van Heuven Goedhartlaan 935 A
1181LD Amstelveen
Hunepnannus

Tem.: +31 (0)20 6615 072
info@diurnal.co.uk

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

Alkindi 0,5 mg rpanynu B KarcyJiu 3a OTBapsHe: EU/1/17/1260/001
Alkindi 1 mg rpaHynu B KarnCyju 3a OTBapsiHe: EU/1/17/1260/002
Alkindi 2 mg rpaHyj¥ B KaIlCyJid 3a OTBapsHE: EU/1/17/1260/003
Alkindi 5 mg rpaHy¥ B KaICyJid 3a OTBapsiHe: EU/1/17/1260/004
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9. JATA HA II'bPBO PA3PEIIABAHE/IIOJJHOBSBAHE HA PAPEIIEHUETO 3A
YIIOTPEBA

Jlata Ha EpBO paspemasane: 09 dpespyapu 2018

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

IMoapoOHa nHbopMarlrs 3a TO3H JEKAPCTBEH MPOIYKT € MPeJ0CTaBeHa Ha yebcaiiTa Ha EBpomneiickaTta
arcHIIMs 10 JieKapcTBaTa: http:/www.ema.europa.eu.
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MNPUJIOKEHUE 11

MMPOU3BOJUTEJI(N), OTTOBOPEH(HH) 3A OCBOBOXKJIABAHE HA TAPTHUIU

YCJIOBUA NN OTPAHUYEHUS 3A TOCTABKA U YIIOTPEBA

APYTI'U YCJIOBUA U UBUCKBAHUSA HA PASPEHIEHUETO 3A YIIOTPEBA

YCJIOBUA NN OTPAHUYEHNUS 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUSA TIPOJAYKT

12



A. NPOU3BOIUTEJI(M), OTTOBOPEH(HMN) 3A OCBOBOXJIABAHE HA ITAPTU/ 1

Hme u aapec Ha npousBoauTeasa(UTE), OTTOBOPEH(HM) 32 OCBOOOKJaBaHE HA MAPTUINTE

Delpharm Lille SAS

Parc d'Activités Roubaix-Est
22 rue de Toufflers CS 50070
Lys Lez Lannoy, 59 452
®paHuus

Wasdell Europe Limited

IDA Dundalk Science and Technology Park
Mullagharlin

Dundalk

Co. Louth, A91 DETO

Hpnannus

IleyaTHaTa THCTOBKA Ha JICKApCTBCHUS NIPOAYKT Tpﬂ6Ba Aa CbAbpiKa UMCTO U aJpecCa Ha
IIPOU3BOJUTEIA, OTTOBOPEH 3a OCBO60)KI[aBaHCTO Ha CbOTBETHATA IapTruaa.

b. YCJIOBUsA NN OI'PAHUYEHUA 3A TOCTABKA U YIIOTPEBA

JlexapcTBEHUAT NPOIYKT C€ OTITyCKa I10 JIEKAPCKO MpeIUCaHHE.

B. JPYI' YCJIIOBUA U N3NCKBAHUSA HA PASPELHIEHUETO 3A YIIOTPEBA
e Ilepuoanunu aktyanusupanu aokjaaau 3a 6ezonacHoct (ITA/IB)

M3uckBanusTa 3a nonasane Ha [TAJIb 3a To31 JeKapCTBEH NPOAYKT Ca IOCOYEHU B CIUCHKA C
pedepenTauTe natu Ha EBponetickus cpro3 (EURD cniuchk), mpensuaeH B wi. 1078, an. 7 oT
Hupextusa 2001/83/EO, n BbB BCUUKH CIICABAIIH aKTyaJIN3alliH, TTyOJIUKYBaHU HA €BPOICHCKHS
yeOIopTain 3a JeKapcTBaTa.

r. YCJI0BUsA NI OI'PAHUYEHUA 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUSA TIPOAYKT

. Ilinan 3a ynpasJjenue Ha pucka (ITYP)

[Ipurexarensar Ha pa3pemenuero 3a ynorpeda (IIPY) tpsOBa na n3BbpiIBa H3UCKBAaHUTE NEHHOCTH H
NEHCTBHS, CBBP3aHU C TIPOCIICAsIBaHE Ha JIEKapCTBEHATa O€30TacHOCT, TOCOYCHH B ogooperws [1VP,
npezactaBed B Moayn 1.8.2 Ha pa3pelieHreTo 3a ynorpeda, KakTo U BbB BCHUKH CIICABAIIH 0JOOpEHH
akTyanuzauuu Ha ITYP.

Axryanmsupas [IYP tpa6Ba na ce mopasa:
e 110 KcKaHe Ha EBpormeiickaTa areHIus 1o JeKapcTBara;

® BHHAru, KOraTo €€ U3MCHA CUCTEMAaTa 3a yIIpaBJICHUC HA PUCKA, 0Cco0€HO B pe3yaTaT Ha
IMoJiy4yaBaHC Ha HOBa I/IH(I)OpMaI_II/Iﬂ, KOATO MOXKE 1a 1O0BEAC N0 3HAYMMU IIPOMCHH B
CHhbOTHOIICHHUCTO non:sa/pncx, HJIN CJICH JOCTHUT'aHC Ha Ba)KCH C€Tall (B’BB BpPB3Ka C
MMpOoCJICAABAaHEC Ha JICKAPpCTBCHATA 0e30IMacHOCT WU CBCIKIAaHEC HA pUCKaA OO0 MI/IHI/IMyM).
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ITPHUJIOKEHHUE I1I

JAHHU BBPXY OITAKOBKATA U JINCTOBKA
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A. JAHHHU BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA 0,5 MG KAIICYJIN

‘ 1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Alkindi 0,5 mg rpaHynu B KaICyJu 3a OTBapsHE
XUIPOKOPTHU30H

2. OBSBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika kancyna cpabpika 0,5 mg XuapoKOpTH30H.

‘ 3. CIINCBK HA IOMOIIHUTE BEINECTBA

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

50 xancymau

5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXKIAHE

IMpexn ynotpeba mpoyereTe INCTOBKATA.
3a mepopaiHO IPUIIOKEHHE.

6. CIIEIMAJIHO NPEAYHPEXKJIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSABA HA MSACTO JAJIEYE OT IIOTJIEJJA 1 IOCEI'A HA JIELTA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTHITHO 3a ACHA.

‘ 7. APYT' CHEIMAJIHU ITPEAYITPEXKIAEHUA, AKO E HEOBXOJUMO

He HOFHLmaﬁTe KaricyJjiata, pucK OT 3a/1aBAHC.

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen mo:
Wsnon3eaiite karcynure B pamkute Ha 60 JHU Ciie]] OTBapsiHE Ha OyTHIIKATA.

Jara Ha oTBapsiHe:

‘ 9. CIHEHUAJIHHA YCJIIOBUA 3A CbXPAHEHUE

[a He ce cpxpansBa Hax 30°C. ChxpaHsaBaiiTe B OpUrHHaIHATa OyTHIIKA, 33 JIa C€ Ipena3y OT
CBETIIMHA.
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10.

CIHEHUAJIHU TPEAITAZHA MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIHIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11.

UME U AJIPEC HA ITPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Diurnal Europe B.V., Van Heuven Goedhartlaan 935 A,
1181LD Amstelveen,
Hunepnannus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/17/1260/001 50 xancynu

13.

ITAPTUJIEH HOMEP

ITapTuna:

| 14.

HAYUH HA OTIITYCKAHE

| 15.

YKA3AHMA 3A YIIOTPEBA

| 16.

HUH®OPMAIIMS HA BPAIJIOBA A3BYKA

Alkindi 0,5 mg

| 17.

YHUKAJIEH HAEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JIByn3MepeH 0apKo/l C BKIIIOUEH YHHUKAJICH UIACHTU()HUKATOD

| 18.

YHUKAJIEH TAEHTUO®UKATOP — JTAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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JAHHU, KOUTO TPABBA JJA CBABPKA ITBPBUYHATA OITAKOBKA

BYTHUJIKA 0,5 MG KATICYJIN

‘ 1. HUME HA JIEKAPCTBEHUA ITPOAYKT

Alkindi 0,5 mg rpaHynu B KaICyJu 3a OTBapsHE
XUIPOKOPTHU30H

2. OBABABAHE HA AKTUBHOTOMTE) BEIIECTBO(A)

Bcesika kancyna cpabpika 0,5 mg XuapoKOpTH30H.

‘ 3. CIIMCBK HA IOMOINHUTE BEIIECTBA

‘ 4. JJEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHA OITAKOBKA

50 xancymau

5. HAYYH HA ITPUJIOKEHUE N ITbT(MIIA) HA BBBEXKJIAHE

[Ipenu ynotpeba npouerere IMCTOBKATA.
3a mepopaiHO IPUIIOKEHHE.

6. CIIEHUAJIHO NPEAYIIPEXXKJIEHUE, UE JIEKAPCTBEHUAT ITPOAYKT TPSIBBA
JA CE CBXPAHABA HA MSCTO JAJIEYE OT IIOT'JIEJA B IOCEI'A HA JEIIA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTHITHO 3a ACHA.

‘ 7. APYT' CHEIMAJIHU ITPEAYITPEXKIAEHUA, AKO E HEOBXOJUMO

He HOFHLmaﬁTe KaricyJjiata, pucK OT 3a/1aBAHC.

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen mo:

W3nomspaiite KarCyJuTe B PAMKUTC Ha 60 AHU CJIC OTBAPSAHC HA 6YTI/IJ'IKaTa.

‘ 9. CIHHEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

[Ha ne ce cpxpansiBa Hax 30°C. CexpaHsiBaiiTe B OpUrnHainHara OyTHIIKa, 3a J1a ce Ipeanasu oOT
CBETJIMHA.
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10.

CIIEHUAJIHU ITPEAITAZHA MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTIIAABYHU MATEPHAJIN OT
TAX, AKO CE U3UCKBAT TAKHNBA

11.

HUME U AJIPEC HA ITIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Diurnal Europe B.V., Van Heuven Goedhartlaan 935 A,
1181LD Amstelveen,
Hunepnannus

12.

HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/17/1260/001 50 xancynu

13.

ITAPTUJAEH HOMEP

ITapTuna:

| 14.

HAYMH HA OTIITYCKAHE

| 15.

YKA3AHMUA 3A YIIOTPEBA

UH®OPMAIIMS HA BPAJIOBA A3BYKA

YHUMKAJIEH HIEHTUO®UKATOP — JIBYU3MEPEH BAPKO/]

YHUKAJIEH NJEHTU®UKATOP — TAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA 1 MG KAIICYJIN

‘ 1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Alkindi 1 mg rpanynu B Kancynu 3a OTBapsiHe
XUIPOKOPTHU30H

2. OBSBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika xancyna cpappka 1 mg XuapoKOpTH30H.

‘ 3. CIINCBK HA IOMOIIHUTE BEINECTBA

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIJHA OITAKOBKA

50 xancymau

5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXKIAHE

IMpexn ynotpeba mpoyereTe INCTOBKATA.
3a mepopaiHO IPUIIOKEHHE.

6. CIIEIMAJIHO NPEAYHPEXKJIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSABA HA MSACTO JAJIEYE OT IIOTJVIEJJA 1 IOCEI'A HA JIELTA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTHITHO 3a ACHA.

‘ 7. JAPYI'U CHEHNUAJIHM ITPEAYIIPEXXJEHU A, AKO E HEOBXOJUMO

He HOFHLmaﬁTe KaricyJjiata, pucK OT 3a/1aBAHC.

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen mo:
Wznon3eaiite karcynure B pamkute Ha 60 JHH ciie]] OTBapsiHE Ha OyTHIIKATa.

Jara Ha oTBapsiHe:

‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

[a He ce cpxpansBa Hax 30°C. ChxpaHsaBaiiTe B OpUrHHaIHATa OyTHIIKA, 33 JIa C€ Ipena3y OT
CBETIIMHA.
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10.

CIHEHUAJIHU TPEAITAZHA MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11.

UME U AJIPEC HA ITPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Diurnal Europe B.V., Van Heuven Goedhartlaan 935 A,
1181LD Amstelveen,
Hunepnannus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/17/1260/002 50 xancynu

13.

ITAPTUJIEH HOMEP

ITapTuna:

| 14.

HAYUH HA OTIITYCKAHE

| 15.

YKA3AHMA 3A YIIOTPEBA

| 16.

HUH®OPMAIIMS HA BPAIJIOBA A3BYKA

Alkindi 1 mg

| 17.

YHUKAJIEH HAEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JIByn3MepeH 0apKo/i C BKIIIOUEH YHUKAJICH UACHTU()UKATOD

| 18.

YHUKAJIEH TAEHTUO®UKATOP — JTAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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JAHHU, KOUTO TPABBA JJA CBABPKA ITBPBUYHATA OITAKOBKA

BYTUIKA 1 MG KAIICYJIN

‘ 1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Alkindi 1 mg rpanynu B Kancynu 3a OTBapsiHe
XUIPOKOPTHU30H

2. OBSBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika xancyna cpappka 1 mg XuapoKOpTH30H.

‘ 3. CIINCBK HA IOMOIIHUTE BEINECTBA

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

50 xancymau

5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXKIAHE

IIpenu ynotpeba npouerere IMCTOBKATA.
3a mepopaiHO IPUIIOKEHHE.

6. CIIEIMAJIHO NPEAYHPEXKJIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJIEJJA 1 IOCEI'A HA IELTA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTHITHO 3a ACHA.

‘ 7. JAPYTI'U CHEHNUAJIHM ITPEAYIPEXXKJEHN A, AKO E HEOBXOJUMO

He HOFHLmaﬁTe KaricyJjiata, pucK OT 3a/1aBAHC.

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen mo:

W3nomspaiite KarCyJuTe B PAMKUTC Ha 60 AHU CJIC OTBAPSAHC HA 6YTI/IJ'IKaTa.

‘ 9. CIHIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

[a ne ce cpxpansiBa Hax 30°C. CpxpaHsiBaiiTe B OpUrnHainHara OyTHIKa, 3a J1a ce Ipeanasu oT
CBETJIMHA.
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10.

CIHEHUAJIHU TPEAITAZHA MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIHIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11.

HUME U AJIPEC HA ITPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Diurnal Europe B.V., Van Heuven Goedhartlaan 935 A,
1181LD Amstelveen,
Hunepnannus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/17/1260/002 50 xancynu

13.

ITAPTUJIEH HOMEP

ITapTuna:

| 14.

HAYUH HA OTIITYCKAHE

| 15.

YKA3AHMA 3A YIIOTPEBA

HUH®OPMAIIMS HA BPAIJIOBA A3BYKA

YHUKAJIEH HAEHTUOUKATOP — JIBYU3MEPEH BAPKO/]

YHUKAJIEH HAEHTU®UKATOP — JTAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA 2 MG KAIICYJIN

‘ 1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Alkindi 2 mg rpaHynu B Kancyiu 3a OTBapsiHe
XUIPOKOPTHU30H

2. OBSBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika xancysa chappka 2 mg XuIpOKOPTH3OH.

‘ 3. CIINCBK HA IOMOIIHUTE BEINECTBA

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

50 xancymau

5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXKIAHE

IMpexn ynotpeba mpoyereTe INCTOBKATA.
3a mepopaiHO IPUIIOKEHHE.

6. CIIEIMAJIHO NPEAYHPEXKJIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJIEJJA 1 IOCEI'A HA IELTA

I[a CC CbXpaHsBa Ha MACTO, HECAOCTBITHO 3a ACHA.

‘ 7. JAPYI'U CHEHNUAJIHM ITPEAYIIPEXXJEHU A, AKO E HEOBXOJUMO

He HOFHLmaﬁTe KaricyJjiata, pucK OT 3a/1aBAHC.

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen mo:
Wznon3eaiite karcynure B pamkute Ha 60 JHH Ciie]] OTBapsiHE Ha OyTHIIKaTa.

Jara Ha oTBapsiHe:

‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

[a He ce cpxpansBa Hax 30°C. ChxpaHsaBaiiTe B OpUrHHaIHATa OyTHIIKA, 33 JIa C€ Ipena3y OT
CBETIIMHA.
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10.

CIHEHUAJIHU TPEAITAZHA MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIHIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11.

UME U AJIPEC HA ITPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Diurnal Europe B.V., Van Heuven Goedhartlaan 935 A,
1181LD Amstelveen,
Hunepnannus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/17/1260/003 50 xancymnu

13.

ITAPTUJIEH HOMEP

ITapTuna:

| 14.

HAYUH HA OTIITYCKAHE

| 15.

YKA3AHMA 3A YIIOTPEBA

| 16.

HUH®OPMAIIMS HA BPAIJIOBA A3BYKA

Alkindi 2 mg

| 17.

YHUKAJIEH HAEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JIByn3MepeH 0apKo/l C BKIIIOUEH YHHUKAJICH UIACHTU()HUKATOD

| 18.

YHUKAJIEH TAEHTUO®UKATOP — JTAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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JAHHU, KOUTO TPABBA JJA CBABPKA ITBPBUYHATA OITAKOBKA

BYTUIKA 2 MG KAIICYJIN

‘ 1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Alkindi 2 mg rpaHynu B Kancyiu 3a OTBapsiHe
XUIPOKOPTHU30H

2. OBSBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika xancysa chappka 2 mg XuIpOKOPTH3OH.

‘ 3. CIINCBK HA IOMOIIHUTE BEINECTBA

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

50 xancymau

‘ 5. HAYYH HA ITPUJIOKEHUE U ITBbT(MILIA) HA BBBEXKIAHE

[penu ynotpeda npoyereTe IUCTOBKATA.
3a mepopaHo MPUIIOKEHNE.

6. CIHHEHUAJIHO NPEAYNPEXIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TEINA

I[a CC CbXpaHsiBa Ha MACTO, HCAOCTBITHO 3a ACHA.

‘ 7. APYI'U CHEHUAJIHM IIPEAYIIPEXXKJEHU A, AKO E HEOBXOJIUMO

He HOFHBmaﬁTe KaricyJjiata, pucK OT 3aJ1aBAdHC.

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen mo:

M3non3BaiiTe KancyiauTe B paMKuTe Ha 60 THH cie oTBapsHe Ha OyTHiIKaTa.

‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

Ha ue ce cexpansiBa Hax 30°C. CrxpaHsBaiiTe B OpUTHHAIHATA OYTHIIKA, 32 Ja C€ MPEAIa3u OT
CBCTJIMHA.
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10.

CIHEHUAJIHU TPEAITAZHA MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIHIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11.

HUME U AJIPEC HA ITIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Diurnal Europe B.V., Van Heuven Goedhartlaan 935 A,
1181LD Amstelveen,
Hunepnannus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/17/1260/003 50 xancymnu

13.

ITAPTUJIEH HOMEP

ITapTuna:

| 14.

HAYUH HA OTIITYCKAHE

| 15.

YKA3AHMA 3A YIIOTPEBA

HUH®OPMAIIMS HA BPAIJIOBA A3BYKA

YHUKAJIEH UAEHTUOUKATOP — JIBYU3MEPEH BAPKO/]

YHUKAJIEH HAEHTU®UKATOP — JTAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA 5 MG KAIICYJIN

‘ 1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Alkindi 5 mg rpanynu B Kancyniu 3a OTBapsiHe
XUIPOKOPTHU30H

2. OBSBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcska kancyna cbabpka S mg XUAPOKOPTU30H.

‘ 3. CIINCBK HA IOMOIIHUTE BEINECTBA

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

50 xancymau

5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXKIAHE

IIpenu ynotpeba npouerere IMCTOBKATA.
3a mepopaiHO IPUIIOKEHHE.

6. CIIEIMAJIHO NPEAYHPEXKJIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJIEJJA 1 IOCEI'A HA IELTA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTHITHO 3a ACHA.

‘ 7. JAPYTI'U CHEHNUAJIHM ITPEAYIPEXXKJEHN A, AKO E HEOBXOJUMO

He HOFHLmaﬁTe KaricyJjiata, pucK OT 3a/1aBAHC.

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen mo:
Wznon3eaiite karcynure B pamkute Ha 60 JHH Ciie]] OTBapsiHE Ha OyTHIIKaTa.

Jara Ha oTBapsiHe:

‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

[a He ce cpxpansBa Hax 30°C. ChxpaHsaBaiiTe B OpUrHHaIHATa OyTHIIKA, 33 JIa C€ Ipena3y OT
CBETIIMHA.
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10.

CIHEHUAJIHU TPEAITAZHA MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIHIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11.

UME U AJIPEC HA ITPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Diurnal Europe B.V., Van Heuven Goedhartlaan 935 A,
1181LD Amstelveen,
Hunepnannus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/17/1260/004 50 xancynu

13.

ITAPTUJIEH HOMEP

ITapTuna:

| 14.

HAYUH HA OTIIYCKAHE

| 15.

YKA3AHMA 3A YIIOTPEBA

| 16.

HUH®OPMAIIMS HA BPAIJIOBA A3BYKA

Alkindi 5 mg

| 17.

YHUKAJIEH HAEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JIByn3MepeH 0apKo/l C BKIIIOUEH YHHUKAJICH UIACHTU()HUKATOD

| 18.

YHUKAJIEH TAEHTUO®UKATOP — JTAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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JAHHU, KOUTO TPABBA JJA CBABPKA ITBPBUYHATA OITAKOBKA

BYTUIIKA 5 MG KAIICYJIN

1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Alkindi 5 mg rpaHy/Iu B KaIiCyJid 3a OTBapsiHe
XUIPOKOPTHU30H

2. OBSABSBAHE HA AKTUBHOTOMTE) BEHIIECTBO(A)

Bcska kancyna ceabpka S mg XUAPOKOPTU3OH.

‘ 3. CIIMCBK HA TIOMOIIHUTE BEINECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

50 xancynu

5. HAYUH HA ITPUJIOKEHUME U ITT(MIIA) HA BBBEKXKJAHE

[Ipenu ynoTtpeba npoyerere JINCTOBKATA.
3a nepopaiHo MPUIOKEHUE.

6. CIIEIMAJIHO NPEAYHPEXKJIEHUE, YE JEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSABA HA MSACTO JAJIEYE OT IIOTJIEJJA 1 IOCEI'A HA IELTA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICHa.

‘ 7. APYI'U CHEOUAJIHU NPEAYIIPEXIAEHUSA, AKO E HEOBXOANMO

He nornsmiaiiTe karncysnara, puck OT 3a/1aBsiHeE.

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:

W3nomspaiite KarCyJuTe B PAMKUTC Ha 60 AHU CJIC OTBAPSAHC HA 6YTI/IJ'IKaTa.

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHHUE

[Ha ne ce cpxpansiBa Hax 30°C. CexpaHsiBaiiTe B OpUrnHainHara OyTHIIKa, 3a J1a ce Ipeanasu oOT
CBETJIMHA.
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10.

CIHEHUAJIHU TPEAITAZHA MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIHIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11.

HUME U AJIPEC HA ITIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Diurnal Europe B.V., Van Heuven Goedhartlaan 935 A,
1181LD Amstelveen,
Hunepnannus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/17/1260/004 50 xancynu

13.

ITAPTUJIEH HOMEP

ITapTuna:

| 14.

HAYUH HA OTIITYCKAHE

| 15.

YKA3AHMA 3A YIIOTPEBA

HUH®OPMAIIMS HA BPAIJIOBA A3BYKA

YHUKAJIEH UAEHTUOUKATOP — JIBYU3MEPEH BAPKO/]

YHUKAJIEH HAEHTU®UKATOP — JTAHHU 3A YETEHE OT XOPA
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b. IMCTOBKA
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JlucroBka: undopmanus 3a norpeduTeNs

Alkindi 0,5 mg rpany/iu B KancyJiu 3a OTBapsiHe
Alkindi 1 mg rpany/n B KancyJim 3a OTBapsiHe
AlKindi 2 mg rpaHy/u B KancyJim 3a oTBapsiHe
AlKindi 5 mg rpaHy/iu B KancyJim 3a oTBapsiHe

xuapokoptu3oH (hydrocortisone)

A Mpepaynpexaenune panynute Alkindi ca

NMOCTaBEHW B Kancyna, Kosito Tpsibsa aa ce
0oTBOpY Npeaun ynotpeba. N3xBbpneTe npasHaTta
Kancyna cneg ynotpeba ganede ot gocera Ha Aeua.
Kancynata HE TpsibBa aa ce nornbwa — Mankute
JeLa MoraT Aa ce 3a4aB4rT.

IIpouyeTeTe BHUMATEIHO LS1JIATA JIUCTOBKA, MPEIM 1A 3aM0YHETE 1A U3M0JI3BaTe TOBA

JIEKApPCTBO, Thil KaTO TA ChAbLP:Ka Ba:xkHA 3a Bac undgopmanus.

- 3anaszere Ta3u JUCTOBKA. MoXke J1a ce HAIOXKU J1a 51 IPOYETETE OTHOBO.

- AKO UMaTe HAKAaKBH JIOMbJIHUTEIIHA BbIIPOCH, MonuTaiTe Bamus nexap wiu GapmaiieBr.

- ToBa nekapcTBO € npeanucaHo JU4HO Ha Baiero gere. He ro npeoTcThiiBaiiTe Ha APYyTru Xopa.
To Mo>ke 1a UM HaBpe¥, HE3aBUCUMO Y€ MTPU3HAINTE Ha TAXHOTO 3a00JIIBaHE ca CHIMUTE KAaTO
TE3H Ha IETETO, HA KOETO € MPEANHUCAHO JIEKAPCTBOTO

- Axo Bamrero JACTEC MOJIYYU HAKAKBU HEXKECIaHNU p€aKINK, YBEAOMETE Bamms JICKap Ui
(hapmarieBT. ToBa BKITFOYBA M BCHYKHM Bb3MOXHH HEXXETIaHU PEaKI|H, HEOIIMCAaHH B Ta3n
nvcToBKa. Bukte Touka 4.

Kakso CbABbPiKa Ta3u JIMCTOBKA

Kakgo npeacrasnsisa Alkindi u 3a KakBo ce U3Mon3Ba
Kakso TpsOBa na 3Haere, npeau na uznonssare Alkindi

Kak na m3snomssare Alkindi

BBb3MOXHU HEKETaH! Peakiuu

Kak na cexpansBate Alkindi

ChappikaHue Ha ONIAKOBKAaTa U AOMBJIHUTEIHA HHpOpMAaLUs

AU N

1. Kaxkso npeacrapassa Alkindi u 3a kakBo ce U3M0JI3Ba

Alkindi ceappxa eKapcTBO, HAPEUEHO XUIPOKOPTU30H. XUAPOKOPTU3OHBT MPUHAIIEKH KbM TPpyTIa
JIeKapCTBa, U3BECTHU KATO KOPTUKOCTEPOHIH.

XUAPOKOPTU3OHBT € CHHTETUYHA BEPCHSI HA XOPMOHA KOPTH301. KOPTH30IBT ce MPOon3BexkIa 1Mo
€CTECTBEH HAYMH OT HaOBOpeuHuTe *Iie3n B opranm3ma. Alkindi ce u3mosn3pa, KOraTo OpraHUu3MbT
HE MPOM3BEKIA JTOCTATHYHO KOPTH30JI, Thil KaTO YacT OT HaNObOpeyHaTa *kJie3a He (YHKIIMOHHUpA
(HagOBOpeYHa HETOCTATHYHOCT, YSCTO MPUIMHEHA OT BPOJCHO 3a00/IsIBaHe, HApeUeHO BpOJAcHA
Han0BOpevHa XUMepIia3us).

2. KakBo TpsiOBa 1a 3HaeTe, npeau aa uznoassate Alkindi

He n3nomsBaiite Alkindi:
- aKo J1eTeTo Bu ¢ ajiepruuHo KbM XHIPOKOPTHU30H MJIH KbM HAKOS OT OCTAHAJINTE ChbCTABKH Ha
TOBA JICKapPCTBO (M30pOeHU B TOUKa 6).

- ako Bamero nete nMa 3aTpyIHEHUS P MPETTBIIAHETO Ha XpaHa MK € MPEXKIEBPEMEHHO
poaeHo 6ede, KOeTo Bce ole HE MOJKE J1a e XPaHU Mpe3 ycTara.
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IIpenynpeskaeHust ¥ NpeanasHu MepKu
l'oBopete ¢ Bamus ennokpuHoior win GapmanesT, npeau Aa aasare Alkindi, ako Bamero nere:

- He ¢ 100pe wim nma nHdekma. Bp3MoxHO € a ce HalloXKK eHIOKPUHOJIOTHT BPEMEHHO Ja
yBenuuu no3ara Alkindi; roBopere ¢ Bamus engokpunosor, ako aereto Bu He e 1oope. Ako
MOBPBIIA WIK CHCTOSHUETO MY € TEeXKKO, TO MOXKE JIa c€ Hy)KJae OT HHKEKIHUS XUAPOKOPTHU3O0H.
Bammsr eagokpurotor 1me Bu 00yun kak 1a mpaBuTe TOBa MPH CIIEIIHU CITyYau.

- aKko moJyIexxu Ha BakcuHauus. [Ipuemsbt Ha Alkindi He Ou TpsOBaso Aa monpeyn Ha
BakcuHHpaHeTo Ha Bamero aere. Mndopmupaiite Bamms ennokpruHoior kora jereto Bu
MOJJIEKH Ha BaKCUHALIUS.

- aKko moJyiexxu Ha onepauus. [Ipenu onepanusra Ha Bamero nere nndopmupaiite
aHecre3uoJora, ue To npuema Alkindi.

- IIpH XpaHeHe mpe3 HazoracTpaiHa conaa. I'panynure Alkindi He ca moaxonsiy 3a mpujiarase
ype3 Ha3oracTpaiaHa COHZA, Thi KaTo MOrar Jia 3allyllaT COHJaTa.

- Koraro nereto Bu npemunasa kbM Alkindi OT Ipyr XuAPOKOPTU30HOB TMIpenapar.
Pasnukute Mex Iy XUIPOKOPTH30HOBUTE MpenapaTy npyu npemuHaBane kbM Alkindi Mmoxe na
03Ha4yaBart, ye IETeTO BU MOXKE /1a € B PUCK OT MOJIyuyaBaHe Ha HENpaBUIIHA 032
XHIPOKOPTHU30H IIpe3 IIbpBaTa cenMulia ciex npemunasane kbM Alkindi. ToBa Mmoxxe na noBene
JI0 PUCK OT HaObOpeyuHa kpuza. TpsOBa na HaOIr0AaBaTE AETETO CH BHUMATEIHO MPE3
ceaMHMIaTa ciea npemuHaBaneTo kbM Alkindi u 1a npunarate gonbsiaauTenHn 034 Alkindi,
aKo ce TOSBSIT CHMIITOMH Ha Ha0OBOpEeYHa Kpu3a KaTo HeoOn4yaliHa yMopa, TrJIaBoOoIue,
MOBHUIIIEHA WJIM HUCKA TEMIIEpaTypa WK NOBphIIaHe. AKO TOBa ce CIIy4H, TpsiOBa Jia ce
NOTHPCH He3a0aBHO MEIUIMHCKA TIOMOIII.

He Tpsa6Ba na cnmpare npuema Ha Alkindi, ipeau na cre ce KOHCYNTHpanu ¢ Bamms eHaoKpuHOIIOoT,
THH KaTo TOBAa MOXKE€ MHOTO ObP30 Ja BIIOIIN ChCTOSHUETO Ha Barmero aere.

Twit kato Alkindi 3aMecTBa HOpMaTHISI XOPMOH, KOWTO JTUTICBA MPpHU Barrero nete, HexxenaHnuTe
JIEKapCTBEHU PEAKIH HE Ca YECTO CPEIlaHH, HO:

- Tebpae romsma no3a Alkindi Mmoske 1a moBnusie Ha pactexa Ha Bamero nere, 3aroBa Bammst
€HJOKPHUHOJIOT 11Ie€ KOPUTHpa 703aTa B 3aBUCHUMOCT OT TEIJI0TO U pbCTa Ha JIETETO U 1Ie
Ha0JIro/1aBa BHUMATEIHO pacTexa My. MHbopmupaiite Bamms eHgokpuHOIIOT, aKo ©Marte
MIPUTECHEHUS] OTHOCHO pacTexa Ha Bamero mere (BmKTe Touka 4).

- Tebpae romsma no3a Alkindi Mmoke 1a moBiMsie Ha KOCTUTE Ha Barero nere, 3aropa Bamust
EHJIOKPUHOJIOT I1Ie KOPUTHPA JI03aTa B 3aBUCHMOCT OT TETJIIOTO M PhCTa Ha JieTeTo Bu.

- Hsikon BB3pacTHH NallMeHTH, MPHUEeMaIIl XuAPOKopTU30H (monodeH Ha Alkindi), craBar
TPEBOXKHH, JICTIpeCUpany Wik o0bpKaHu. He e u3BecTHO maim ToBa OW ce CIlyduIIo MpH Aela, HO
TpsOBa Aa mHGOpMUpaTe Bamms eHIoKpHHOJIOT, ako BareTo nete pa3Bue HeoOWJIaitHO
MIOBEJICHUE CIie] 3armouBane Ha npuema Ha Alkindi (Buwkre Touka 4).

- [pn HAKOM MAIIEHTH C AIEPTUHU KbM JPYTH JIEKApCTBA ce HAOII01aBa aJieprusi KbM
xuapoxopTu3oH. Mapopmupaiite HezabaBHO Bammst engokpuHomor, ako Bamrero nete momyan
peaxus KaTo OTOK WiH 3aayX ciex npuema Ha Alkindi (BukTe Touka 4).

- Cepprkere ce ¢ Bammst eHgokpuHoior, ako Bariero fere nMa 3aMbIiIeHO 3peHUE WITH IPYTH
3pUTEIHN CMYIICHHUS.

I'panynute Alkindi moHsikora Morat Jja ce BHXKAT I10 [TamMIiepca Ha JeTeTO MU B HETOBHUTE
u3npaxkHeHus ciexn npruema Ha Alkindi. Toa ce ab/okK Ha (akTa, Ye sIPOTO HA TPaHyaTa He ce
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abcopOupa B UepBara, cjiej] Karo Ts 0CBOOO M JeKapcTBOTO. ToBa He 03HAa4YaBa, Ye JICKapCTBOTO HAMA
Jla ToJIeicTBa 1 He € HeOoOXOMMO Jla JaBate JIpyTa Jio3a Ha Baieto nerte.

Apyru gexapersa n Alkindi
HNudopmupaiite Bamms nekap nim papmaneBT, ako Bamero mere mprema, HaCKopo € pHeMalio WIH €
BB3MOXKHO J1a TIpreéMa JIPYTH JeKapCTBa, BKIIOUUTETHO JIEKAPCTBA, OTITyCKAaHHU 0€3 perenTa.

Hsxou nekapcTBa Morar jJa noBJIMAAT HA HAYMHA Ha neiicTBue Ha Alkindi, KoeTo MOXKe Jla 03HAYaBa,
ye Bammsar engokpunouor TpsaodBa ja npomenu jgo3ara Alkindi Ha Bamiero nere.

JlexapcTBarta, KOUTO OMXa MOTJIM Aa HakapaT Bamms eHgokpuHouor na yennuu go3ata Alkindi Ha

nereto Bu, BKIITOUBAaT:

- JIeKapcTBa, U3MOJI3BAHN 32 JICUCHHE Ha eNuiIencus: (eHUTONH, KapOamMas3enuH u
OKCKapOazeruH.

- JIeKapCTBa, U3MOJI3BAHM 32 JieueHHe Ha MHPEKIMU (aHTHOMOTHIIN): pUPaMIUIMH 1 pudaOyTHH.

- JIeKapcTBa, HapeueHn 0apOUTypaTH, KOUTO MOTaT Aa ObJaT U3MOI3BaHHU 32 JICUCHHE Ha
KOHBYJICUH (BKITIOUUTEITHO PeHOOApOUTAT U IPUMUIOH).

- JekapcTBa, u3non3Bany 3a neueHune Ha CIIMH: edhaBupeHIr n HeBUpaITUH.

JlekapcTBara, KOUTO OMXa MOIJIM Ja Hakapat Baius eHnokprHojior aa Hamanu go3ata Alkindi Ha

nerero Bu, BkitouBar:

- JIeKapCcTBa, U3MOJI3BAHH 32 JICUeHHE Ha M’BOMYHM 3a00IIBaHuUs: HTPAKOHA30I, TI03aKOHA30 U
BOPUKOHA301II.

- JIeKapCTBa, U3MOJI3BAHU 32 JieueHHEe Ha MHPEKIUU (aHTUOMOTHIIN ): EPUTPOMHIIUH U
KJIAPUTPOMULIMH.

- JIeKapCcTBa, M3MOJI3BAHM 32 JieueHHe Ha WH(EKIHS C YOBEIIKH nMyHoaepuunTeH Bupyc (XUB)
u CIINH: putonasup.

Alkindi ¢ xpaHa u HAIMTKHU

Hsxou xpaHu ¥ HAalIMTKK MOTAT Jia TIOBJIUSAAT Ha HauMHA Ha neiictBue Ha Alkindi, koeTo Moxe 1a
o3HayaBa, ue Bammst ennokpuHOor TpsiOBa 1a Hamanu qo3ata Ha nereto Bu. Te BximrouBart:

- COK OT rpedndpyT

- CIIaIHUK.

BpeMeHHOCT, KbpMeHe M (pepTHIUTET
XuAPOKOPTU30H MOXKE Ja CE U3I0JI3Ba [10 BpEME Ha OPEMEHHOCT U KbPMEHE, aKO OPTaHU3MbT HE
IPOU3BEKIA JOCTATBUHO KOPTU3OIL.

Jlunica nuopmarus 3a egexrure Ha Alkindi Bepxy dheprunurera.

lodupane u padora ¢ MaIIMHKA
Alkindi He MOBIHABA CITOCOOHOCTTA HA ACTETO Ja M3IIBIIHABA ONPEACIICHN 3a1a4uM, N3UCKBAIIN
yMeHus (Harmp. J1a Kapa KOJeJio), WU J1a U3I0JI13Ba MallluHU.

3. Kak na n3noassare Alkindi

Bunaru usnosnzBaiite ToBa JIeKapcTBO TOUHO KakTo Bu e kazan Bamusar eHI0KpUHOIOT, MEIUIIMHCKA
cecTpa win dapMareBT. AKO HE CTe CUTYPHH B HEIIO, MONUTaiTe Banmis eHa0KpUHOIOT, METUITMHCKA
cecTpa i GapMarieBT.

Bamusat eHI0KpHUHOJIOT 111e onpeaean Tounata go3a Alkindi Ha 6a3ara Ha TErj0To U pbeTa Ha Bamero
JeTe (TesiecHa MOBBPXHOCT) U CJIe] TOBa Iie kKopurupa no3ata Alkindi B mporieca Ha pacTex Ha
Barmiero ngere. [Tpu 3a00nsiBaHus, 0 BpeMe Ha XUPYPTHYESCKH OTIEPAIIUH U TIPH TOJIsSIM cTpec Barmst
EHI0KPUHOJIOT MOXKE Jia Mpernopbya JonbiHuTeHn 1034 Alkindi u cbiio Taka aa npernopbya Baieto
JIeTe Jia mpueMa apyru (GopMHu Ha XHUAPOKOPTH30H BMeCTO Mt ocBeH Alkindi.
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Kak na m3noa3Bare ToBa JIEKApCTBO

['panynure TpsiOBa 1a ce naBat nmpe3 ycraTa U He TpsiOBa ja ce apByar. Camata Karcysa He TpsiOBa Jia
Ce TIOTIIBING, a a Ob/Ic BHUMATEITHO OTBOPEHA, KAKTO CJIC/IBa:

Kak ga otBopuTte Kancynata Alkindi n aa gagerte rpaHyaute

3aBbpTeTe U
9 n3TerneTe ropHaTa

UAaCT HA KAancvnaTta.

XBaHeTe KancynaTa Taka,

o ye TeKCTbT Aa 6bae oTrope,
1 8 NoTynawnTe, 3a Aa cTe
CUIypHW, Ye rpaHyuTe ca
Ha AbHOTO.

CTUCHeTe NeKko AbHOTO
Ha Kancynara.

e M3cuneTe BCMYUKKM rpaHynM OT Kancynara.

~

M3cunete BCMYKM
rpaHynn AUPEKTHO
BbpXY €3MKa Ha
JETETO

J
~N

UNWN n3cunete
BCUYKU FPaHYNN B
bXuua n cneq
TOBa B yCTaTa,

npuemaT MeKka XpaHa, nopbceTe

rpaHynuTe B NMbXULa C MeKa XpaHa

C MO-HUCKa WK CTarHa \

TemnepaTypa wiu (Hanp. Kuceno

MJISIKO MW M0A40BO Mope) 1 S
Gaf/'lTe BeAHara.

He3aBncMMO KO MeToa MU3Mon3BaTe,
M3TpbCKaWTe KancynaTa, 3a Aa e

CUTYPHO, Y€ BCUYKM FpaHynu ca

MU3CUMaHMN.

AKO gaBaTe rpaHynuTe AMPEKTHO B yCTaTa Ha
AeTeTo, BeaHara cneq ToBa My AanTe Aa nue
(Hanp. Boaa, MNSIKO, KbpMa UM aganTMpaHo
M/ISIKO), 3@ Aa € CUINYPHO, Y€ BCUYKUTE rPaHym
ca Norb/HaTU.

AKO aaBaTe rpaHynuTe, NopbCeHU B SbXKMLUA C
MeKa XpaHa, Ta TpsibBa aa 6bae aageHa
BeaHara (B paMKuTe Ha 5 MMHYTK), a He aa ce
CbXpaHsiBa 3a 6baewa ynorpeba.

HE nobaBsaiiTe rpaHynMTe KbM TEYHOCTU Npeau
NPUNOXEHWUETO, TbI1 KaTO TOBa MOXeE Ja AoBeAe
[10 MPUEM Ha Mo-MaJsiko OT MbJiHaTa Ao3a U aa
pa3TBOPW NPUKPUBALLMTE BKYCa Ha rpaHynuTe
CpeacTBa, NO3BOJISIBAaNKKN Aa Ce YCETU rOPUMBUST
BKYC Ha XMAPOKOPTU30Ha.

KVIJWI, npuv geua, KOMTO MoraT Aa \

A MpeaynpexaeHue paHynute Alkindi ca
NoCTaBeHM B Kancyna, Kosato Tpsbsa aa ce
oTBOpM nNpeaun ynotpeba. M3xBbpreTe npa3HaTta
Kancyna cnea ynotpeba ganeye ot gocera Ha
Aeua. Kancynata HE Tpsibsa aa ce nornblua —
MankuTe Aeua mMoraTt Aa ce 3adaBsiT.
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AKO cTe M3M0JI3BAJIM NoBeYe 0T HeoOxoaumara a03a Alkindi
Ako cTe nanu Ha Baiero fete nmoeeue ot HeoOxomumaTta qo3a Alkindi, CBbpikeTe ce Bb3MOKHO Haii-
0Bp30 ¢ Bamus erpokpuHoOIOr WK hapManeBT 3a JOITBIHUTEIHN MPETIOPHKH.

AKo cTe mponycHaau aa usnosassare Alkindi

Axo 3abpaBuTte na ganeTe 103a Ha Banreto jere, gaiiTe s BeJHAra oM CH CIOMHHTE, KaKTO H
cienBaIiara g03a B 00W4aifHus 3a TOBa 4ac, JOPH aKO TOBA O3HAYaBa JICTETO Jia PUEME JIBE JI03H
€HOBPEMEHHO.

AKo cTe cripesin ynorpedara Ha Alkindi
He cniupaiite ynorpebata Ha Alkindi, mpenu na cte ce KOHCYATHPAIM IBPBO ¢ Barus eHa0KpHHOIOT.
BHeszanHOTO crimpaHe Ha JISKapCcTBOTO MOXKe OBP30 J1a BIOIIN MHOTO ChCTOSIHHETO Ha Bamiero nere.

AKo chCcTOsIHHETO Ha BameTo aere ce BJIoIIn

WNudopmupaiite Bammst ennokpruHosor win gapmaresT, ako Bamiero jere ce pasboiee, ako
MIPEKUBSIBA TEKBK CTPEC, aKO CE HAPaHH WM aKO MY IIPEJICTON XUPYPTrUUIHA ONepalys, Thil KaTo €
BB3MOXKHO JIa C€ HaJloXU Bammsat eanokpunoor aa ysenuun no3ara Alkindi mpu te3u oOcTosTencTpa
(BmwKTE TOUKA 2).

AKO UMaTe HSIKaKBHU JOIBJIHUTEIHN BBIIPOCH, CBBP3aHH € yIoTpebaTa Ha TOBA JIEKApCTBO, IIONHUTAITE
Bamus nexap nim ¢papmanesT.
4. Bb3MOKHU He:KeJIaHU peaKkluun

Kakro Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE 1a MPEAN3BHUKA HEKCIAaHU PpE€aKIIuH, BHIIPEKU Y€ HC
BCCKU I'M ITOJIy4daBa.

- Ako Bareto nere mosyuu peakiiusi KaTo OTOK W 3aayX cief npuema Ha Alkindi, He3abaBHO
NOThpceTe MeJUIUHCKA OMOLI M Bb3MOKHO Hail-0bp30 uH(popmupaiite Bammus
€HIOKPUHOJIOT, Thi KaTO TE3U PEakIMy MOXE J1a ca MPU3HAIM Ha aJIepruvHa Peakius (BIKTeE
TOuKa 2).

IIpu Alkindi He ca HaOMIOHaBaHM HEXKETIAHH PEAKITUH, HO CIIETHUTE HEXXeJIaH! PEaKIii ce ChoOmaBaT
3a IpyTH JeKapcTBa, ChAbPIKAIIN XHIPOKOPTH30H, U3II0JI3BaHU 3a 3aMECTBAHE HA KOPTH30JL:

C Hem3BecTHA YecToTa (OT HUTMYHUTE TaHHHW HEe MOKe Jla ObJie HalpaBeHa OIEeHKA):
- [Ipomenu B moBeieHUETO, BKIIOYBAILH:
- 3ary0a Ha BpB3Ka ¢ peaTHOCTTa (TICHX03a) C YCEeIIaHns, KOUTO HE Ca PeaHn
(XamonuHANNK) U TICHXWYHA 00BPKAHOCT (IETHPUYM)
- peBb30y/a U CBPbXaKTUBHOCT (MaHMsI)

- yCelllaHe 3a CHIHO IIacTUe U Bh30ya (eydopus).

AKO € HaJuIIe JpacTUYHA IPOMSIHA B MTOBEICHUETO Ha Bamero nere, cBbpxkeTe ce ¢ Bamms
EHJIOKPUHOJIOT (BUXKTE TOUKa 2).

- Cromarinu 0onKy (racTpUT) WIK TaeHe
Cebprxete ce ¢ Bamms enokpuHoor, ako BareTo nere ce omaksa OT T€3U CUMITOMH.

- HpOMeHI/I B HUBaTa Ha KaJlMil B KpbBTa, BOACHIN N0 NPCKOMCPHA AJIKAJTIHOCT HA TCIICCHUTC
ThbKaHHU WX TCYHOCTU (XI/IHOKaJ'II/IeMI/ILIHa aJ'IKaJ'IO3a)

Bamusat eHaokpuHoIOr TpsiOBa 1a HaO/r0aBa HUBaTa Ha Kajauil B KpbhBTa Ha Barero nere, 3a
Jla CJIeIM 3a MPOMEHHU B TSIX.

37



JBIATOCPOYHOTO JIeYEHHE C XUAPOKOPTU3OH MOJKE J]a € CBBP3aHO C MPOMEHH B Pa3BUTHETO Ha KOCTHTE
1 320aBeH pacTex. Bammsar engokpuHOIIOT 111 HabJro1aBa pacTexa 1 KocTuTe Ha BameTo nere
(BKTE TOUKA 2).

Cpo0maBaHe HA HesKeJIAaHU peaKIun

Axo Barmeto gete morydu HIKaKBU HEXKEJIAH! JICKaPCTBEHH PEaKIlNy, yBeqoMeTe Bammms ekap wimm
(hapmarieBT. ToBa BKITIOYBA BCHUKY BH3MOKHU HEOITMCAHU B Ta3U JINCTOBKA HEXKEIIAHU PEAKIUU.
MosxeTe ChITo 1a ChOOIIUTE HeXKETaHN PEAKINK JUPEKTHO UYpe3 HAIMOHATTHATA CHCTEMA 3a
choOIaBane, mocoucHa B [punokenue V. Kato cho0IaBaTe He)KEIaHN PEaKIMK, MOXKETE Ja JaJIeTe
CBOS MMPUHOC 32 TIOJy4YaBaHe Ha MoBeYe MH(OPMAIUs OTHOCHO 0€30TaCHOCTTAa Ha TOBA JISKAPCTRBO.

5. Kak na cexpansiBate Alkindi
Jla ce cpxpaHsBa Ha MSICTO, HEJIOCTBITHO 32 JACLa.

He u3non3BaiitTe TOBa JIEKapCTBO CIIE] CPOKA HA TOJHOCT, OTOENsI3aH BEPXY OyTHIIKATa HITU
KapTOHEHaTa OlaKoBKa cien ,,I'ofaeH m1o:*“. CpoKbT Ha TOJHOCT OTTOBAps Ha TOCIESTHIS ICH OT
IMOCOYEHHS MECEII.

[a ne ce cpxpansiBa Hax 30°C. CexpaHsiBaiiTe B OpUrnHaigHara OyTUIIKa, 3a J1a ce Ipeanasu OT
CBETJIMHA.

CJ'IC,I[ KaTto 6YTI/IJ'IKaTa 6’[:,[[6 OTBOpPCHA, H3II0JI3BaUTE KarCyJIMTC B pPAMKUTC Ha 60 JHH.

He u3xBbpsiiTe nekapcTBaTa B KaHAJIU3alMATA WIM B KOHTEHEpA 3a TOMAlIHK OTHabIIH.
[lonwratite Bamms hapmarieBT kKak Ja H3XBHPIATE JIEKapCTBAaTa, KOUTO Beue He u3noiseare. Te3u
MEPKH L€ CLIOMOTHAT 3a OIa3BaHe HAa OKOJHATa Cpeaa.

6. Chbabp:kaHue Ha OIAKOBKATA M JOIIbJIHUTETHA HHpOpManus

Kakso cpabp:xa Alkindi

- AKTHBHOTO BEIIECTBO € XUIPOKOPTH30H.

- Alkindi 0,5 mg rpanynu B Kalicyju 3a OTBapsiHe: BCsKa Karcyna chabpka 0,5 mg
XUJIPOKOPTHU30H

- Alkindi 1 mg rpaHyu B Karicyny 3a OTBapsiHe: BCSIKa Karcyia Chabpika 1 mg XUapoKOpTU30H

- Alkindi 2 mg rpaHyH B KarcyJv 3a OTBapsiHE: BCSIKA Karcyia ChAbPKa 2 Mg XUAPOKOPTU30H

- Alkindi 5 mg rpaHynu B KaliCyyu 3a OTBapsiHE: BCAKa Karcylia ChAbpXKa 5 mg XuAPOKOPTU30H

- Jpyrure cbcTaBKH ca MEKPOKPHCTATHA [IETYJI03a, XAIIPOMEN03a, MarHE3UEB CTeapar U eTHII
eTy03a.

- Kamncynara e nzpaboreHa ot Xxunpomesnosa.

- [ledaTHOTO MacTUIIO BBPXY KalCyJIUTe ChIbpKa IIENJIaK, MPOMHUIICHTTUKON H KOHLIEHTPHPaH
pa3TBOp Ha aMOHIK. MacTHIIOTO BBPXY KaIlcyiaTa ¢ KOJIMYECTBO Ha aKTUBHOTO BEIIIECTBO
0,5 mg chI1I0 Taka ChABPIKA KATHUEB XUAPOKCH U UepBeH xelne3eH okcun (E172). Mactunoto
BBPXY KarcyJiaTa ¢ KOJIMYeCTBO Ha aKTUBHOTO BEIECTBO | mg ChIbpikKa ChLUIO HHAUTOTUH
(E132). MacTunoto BppXY Karcyjara ¢ KOJTUYeCTBO Ha aKTUBHOTO BEIECTBO 2 Mg ChIBpPKA
cwimo uaaurotud (E132), xwar xkenesen okcun (E172) u tutanoB auokcun (E171). MacTminoTo
BBPXY KarcyJiaTa ¢ KOJMYECTBO Ha aKTUBHOTO BELIECTBO 5 Mg ChABPXKa CHIO KAIUEB
xuapokcu, TuTanoB quokcun (E171) u ueper xenesen okcup (E172).

Kaxk m3rnexxna Alkindi 1 kakBo chIbp:ka OaKOBKATA

benn J0 IIOYTHU Oenu rpanyiiu, CbABbpPXKAIIKU C€ B IIPO3pavHa, 663I_IBCTHa TBbpJa KallCyJjia 3a OTBAPAHE;
KOJIMYECTBOTO HAa aKTUBHOTO BCHICCTBO € HAIICYaTaHO BHPXY KallCyJjiaTa.

- Alkindi 0,5 mg rpaHy/ii B Kalcyjy 3a OTBapsAHE: BbPXY KalcyjlaTa MMa HaledaTtaHa ¢ YepBEHO
MacTHJI0 MapkupoBka ,,INF-0.5%.
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- Alkindi 1 mg rpaHy/u B KarcyJiy 3a OTBapsiHe: BbPXY KalCyjaTra iMa Hale4ataHa ChC CHHbO
MacTuiI0 MapkupoBka ,,INF-1.0¢.

- Alkindi 2 mg rpaHynu B Kancyiy 3a OTBapsiHe: BBPXY KarcysiaTa MMa HareyaTraHa ChC 3eJICHO
MacTHJIO MapKupoBka ,,INF-2.0%.

- Alkindi 5 mg rpaHyJu B KarcyJid 3a OTBapsiHe: BbPXY Kalcyjara MMa HaledaTaHa ChC CHBO
MacTHJIO MapkupoBka ,,INF-5.0%.

Alkindi ce mpeanara B m1acTMacoBU OYTHIIKH OT ITOJMETHIICH C BUCOKA IUTBTHOCT, ChABPIKAIIN
50 xancynu. Besika kyTust cpabpxa 1 OyTuika.

IIpuTtexaTes1 Ha pa3pelIeHHETO 32 yIOoTpeda
Diurnal Europe B.V.

Van Heuven Goedhartlaan 935 A

1181LD Amstelveen
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Upnanaus

I[aTa Ha IMOCJCIHO Mpepasrjackaane Ha JIMCTOBKaTa

JApyru u3rouHunm Ha uHGopMmanus

IMoapo6ua uHpOpMAIHs 3a TOBA JEKAPCTBO € MpeocTaBeHa Ha yebcaiita Ha EBporeiickara areHmnus
o Jekapcreara: http://www.ema.europa.eu.
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