(3 HUME HA JIEKAPCTBEHHUA NPOAYKT / 00 oLl / 3
Hopmunun 5 mg Tabnetku

Hopaunuu 10 mg tabnetku Z/ , X2 13-03 2026

Nordipin 5 mg tablets
Nordipin 10 mg tablets

2. KAYECTBEH U KOJTMYECTBEH ChCTAB
Besika Tabnerka cbabpika 5 mg unu 10 mg amnoaunyH (Karto aMma0AHIHHOB ME3UJIAT MOHOXHIPAT)

CbOTBeTHO 5 mg 3a Hopaunuu 5 mg tadnetku u 10 mg amnoaunus 3a Hopaumue 10 mg tabnetky.
3a NbJIHHA CIIHCHK HA NOMOLIHHTE BellleCTBa BUKTe Touka 6.1,

3. JEKAPCTBEHA ®OPMA
Tabnetka
Tabnerkure Hopaunuu 5 mg ca Genu 10 oyt GelM, KpbIiid, ABOHHO H3IIbKHAIN.

Tabnerkure Hopaunuu 10 mg ca Genu a0 noutu Genu, Kpbriy, ABOIHO H3NBKHAIN.

4. KIMHUYHH JAHHHA
4.1. TepaneBTHYHH NOKA3aHHSA

—  XunepToHus;
—  XpoHHYHa cTaOHIIHA CTEHOKap KA,
—  Basocnactuyna cteHokapaus (aHruHa Ha Prinzmetal ).

4.2. Jlo3sHpoBKa H HAYHH HA NPHJIOKEHHE

ﬂoan;gomca

Bwapacmnu

OOuyaiiHaTa HayaHa 11032 PH XUIIEPTOHUS U NPH CTeHOKapAHd (aHrHHA NekTopHc) € 5 mg Hopaunux
BeJHBXK JHeBHO. J[o3aTa Moke Ja ce MOBMILM 10 MakcUManHO 10 mg BeHbXK JHEBHO B 3aBHCUMOCT OT
WHMBUIYaNHUA OTTOBOP HA MallMeHTa.

[pu nauueHTH ¢ XunepToHus HopannuH Tpabea na ce H3M0/138a B KOMOHHALMA C THA3HIHK JHYPETHUH,
anda-6nokepu, Gera-GnokepH WM HHXHOMTOPH HAa AaHTHOTEH3WH-KOHBEPTHpallna ensuM. [IpH nauuenTH
CBhC CTeHOKapaus, pedpakTepHa KbM HUTPATH W/UIIU KbM aleKBaTHH 1031 Oeta-Onokepu, Hopaunus mMoxke
Jla ce M3110/13Ba KATO MOHOTepanHs MK B KOMOMHALMA ¢ APYTH aHTHAHTHHATHH NPOLYKTH.

He ce u3KcKBa KopekiMs Ha f1o3ata Ha HopaunuH, korato ce npuiara e1HOBPEMEHHO ¢ THA3HIHH
AHypeTHIH, GeTa-0nokepH HIH HHXHOMTOPH HA AHTHOTEH3HH-KOHBEPTUPALLHUA €H3UM.

CneuuanHy nonyiaanuu

Ilayuenmu 6 cmapuecka eb3pacm

Hopaunux, H3Mno/i3BaH B CXOHHM 031 NPH MALMEHTH B CTApYecka Bb3PacT M MPH M0-MJ1ajH na
noHacs eaHakso no0pe. [Ipu nauneHTH B cTapuecka Bb3pacT ce NMpenopsuBa 0OuuaiiHug 10308
MOBHINIABAHETO Ha JI03aTa TpsAOBa Ja cTaBa BHUMATENHO (BXK. TOUKH 4.4 1 5.2).

Hayuenmu c yepnoopobuo yepeacoane



JI030BHAT pexUM MPH TMALHEHTH € IEKO 10 yMEPEHO YepHOApPOOHO YBPEk1aHe He € YCTaHOBEH U 3aTOBa
u36opbT Ha No3ara TpAOBa Ja Obje HanpaBeH BHUMATENHO, KaTo € He0OXO0MMO 11a Ce 3an04He OT Hali-
HHMCKaTa Bb3MOKHA 1033 (BK, TOUKA 4.4 1 5.2). {apMaKkoKHHETHYHMTE CBOIICTBA H& aMJIOIHNUH NPH TEXKKO
yepHOAPOOHO YBpEXkIaHe He ca MPOy4BaH. [IpH NalKEHTH ¢ TEXKO YEPHOAPOOHO yBPEXKAAHE JIEYEHHETO C
amyioAHNKH TpaDbBa 4a 3aMouHe ¢ Hali-HHCKaTa 2034 ¥ 1A ¢e THTpHpa 6aBHoO.

Hayuenmu ¢ 6v6peunc yapexcoane
T[TpoMeHHTE B NNa3sMeHHTE KOHLEHTPALKHH Ha aMITOJIMITHH HE €a 3aBHCHMH OT CTeneHTa Ha 60peyHo
YBPEXAAHE H 3aTOBA Ce NPEnopbuBa 00HYaiiHa J03UpoBKa. AMAOAUINH HE MOXKE Ja Ce AHaTH3upa.

[TeauaTpHuHa noay.nanis

Heya u lonowu ¢ xunepmonus, va gv3pacm om 6 oo 17 zoounu

[NpenopbunTeNHaTa AHTHXHIICPTCH3HBHA [IEPOPaiHa 1032 NPH [eARATPHYHH TAUEHTH Ha BL3pacT 6-17
roMHM e 2,5 mg eHOKPATHO AHEBHO KaTO HAYAllHA f03a, aKO /el 4 CeIMHLN He ¢e JOCTUTHE KENaHOTO
KpPBLEHO HajfraHe, J03aTa ce THTPHpa A0 5 Mg ¢AHOKPATHO THEBHO. [lo31 Haj 5 mg AHEBHO HE €A
MIPOYYBAHH TIPH NEAHATPHYHH TTAIMEHTH (BX. To4kH 5.1 1 5.2),

Heya ua sv3pacm nod 6 2o0unu
JIMTIICRAT AaHHH.

Hauuk Ha NpUaeKeHe
TabneTka 3a nepopalIHO NPHI0KEHHE.

4.3, IlpornBonokasaHns

AMITOINNHH € TIPOTHBONOKA3aH NPH TALHEHTH ChC:

- CBPBbXHYBCTBUTCITHOCT KbM JHXHAPOIIHPUIKMHOBH NPOHW3BOAHH, aMIIOOHITHH WITH KEM HAKOE OT
TIOMOWHHTE BetllecTBa, H30poeHH B Touka 0.1

- TEKKA XHITOTOHHA;

- WIOK (BKJIKHHTENHO H KAPIMOTEHEH LIOK),

- oBCTPYKLMS HA H3X0Ja Ha JIABaTa KaMepa (Hamp. BHCOKOCTENEHHA 0PTHA CTEHO3a);

- XEMOIMHAMKYHO HeCcTaOH/IHA ChpAeYHa HEAOCTATHYHOCT CNIE/ OCTHP MHOKapAeH HHpApPKT.

4.4. Coennaanu NpeAynpexgeHnas U NpeIna3HH MePKH NpH ynorpeda

Be3omacHocTTa 1t edmxacnocrra Ha aMJIOIUIIHH MTPH XHIIEPTOHHYHA KpH34a HE Ca OunH YCTaHOBCHH.

ﬂgnnoxceHue NpH N3aUHCHTH CHC CHPAEYHA HEROCTATHYHOCT

naHHeHTH ChC CBHPACTHA HEAOCTATEYHOCT TpHGBa Ja C¢ NEeKyBar € [MOBHIICHOC BHHMAHHE. B ABITOCPOYHO
1auefo-KoHTPOSHPAHO NPOYYBaHe ¢ aMIORMTIHH TIPH OONHH € 0CTpa chpaedHa HenocTaThuHocT (NYHA
xnac I u 1V) cpofinasanara vectota Ha GenoapobeH OTOK € M0-BUCOKA B IPYNaTa, JIEKyBaHa ¢ aMJIO/IMIHH,
B CpaBHEHHMe ¢ Tpynara, npHemalia nnauedo (Bx. Touka 5.1). BrokepH Ha KaliHeBHTE KaHamu,
BKIIHOYHTENHO AMJTOTHITHH, TpHﬁBa Aa ce U3n0J3BaT ¢ MOBHIIEHO BHHMAHHE NPH NALHEHTH CBC 3acToiiHa
ChPJAEUHA HETOCTATHYHOCT, THi KATO MOTAT Aa [IOBUIUAT PUCKA OT OBACIIH CHPAEHHO-CHACBH CHOMTHA H
CMBPTHOCT.

[IpunoxkeHHe iipu NALHECHTH ¢ YePHOAPOOHO YBpEX/IaHe

[Tony®HBOTHT HA AMJIOAUIIHH € YAbmKeH, crolinocTuTe Ha AUC ca no-BHCOKH NMpPH NAUKEHTH C HApylIeHa
uepHOAPoGHa (hyHKLHS; HE A YCTAHOBEHH NPEMOPBKH 3a Ao3upane. CheloBaTeNHO, aMIOAHMNHH TpGBa Aa
ce 3anoyHe ¢ Hali-HHCKAaTa J03a M Ja Ce IPOCAeH BHHMATEIHO KaKTo B HAYANOTO HA JIEYEHHETO, TaKa W N
MOBHILABAHE Ha J03aTa. TIpH MauneHTH ¢ TeXxKa YepHoapoOHa HEAOCTATEYHOCT MOXKE 1a C& HANO .
THTPHpaAHE HA A03aTa H BHUMATEJTHO MOHUTOPHPAHE. &&

HQHHO}KCHHC IIpH OAIHEHTH B CTAp4YECKa BB3pacT

TIpi nauKeHTH B HanpeHANA BE3PAcT YBEAHYaBAHETO HA Jl03aTa TpsOBa Na CTaga C noBulLe
(Bux Touku 4.2 1 5.2},

[ ]



[punosxenne npu nauuenty ¢ GpOpeuHo yBpexaane

IMpu TakyBa NALMCHTH AMIIOANIIHH MOXKE Ja c¢ Npusiara B obuyaiinm ao3u. [IpoMeHuTE B I1a3MeHHTE
KOHIIEHTPALIMH Ha aMAOAKIHH HE Ca 3aBUCUMM OT CTeneHTa Ha OBOpeyHO yBpexAaHe. AMIONUIIHH HE MOXE
Ja ce AHaNH3Npa.

Harpuii
ToBa lekapcTBO ChabPHka NO-MaIKko oT 1 mmol Harpuii (23 mg) Ha TabneTka, KOETo 03Ha4aBa, Ye

MPaKTHYECKH HE ChIbPHKa HaTPHH.
4.5. BsaumopaeilcTBHE ¢ IPYCH JeKAPCTBEHH NPOIYKTH B APYTH (JOPMH HA B3AUMO/elicTEHE

EiekTH Ha CH JEKAPDCTBEHH TPOAYKTH BbPXY AMJIOAHITHH

CYP3A44 unxubumopu

E/HOBpPEMEHHOTO NPUIcKEHHE HA AMAOAHITUH CbC CHIHH WM ymepeud CYP3A4 unxuburopu (npoteasiu
MHXHOHTODPH, A30AHH MPOTHBOTEOWUHH CPEACTBA, MAKPONH/IY, KATO EPHTPOMHLUNH WX KNAPHTPOMHULMH,
BepanaMu WiIH JUNTHa3eM), MOXKE 1a I0BeJIe 10 3HAYMMO yBeIMYaBaHe Ha eKCTIO3NLMATA Ha aMJIOAHNMKH,
KOETO 1 TIOBHLIH PHCKA OT XHMOTOHMA. KIMHHYHATA 3HAUMMOCT Ha Te3H (pAPMaKOKMHETHYHH BapHALIMH
MOXeE JIa € TI0-H3pa3eHa IPH [IALHEHTHTE B CTApUECKa BbIpacT. ToBa MOXe 13 HAIOXKH WIHHUYHO
IPOCIEAABAHE H KOPEKLHA HA 103aTa.

Knaputpomuiuy e nuxudutop Ha CYP3 A4, CoinecTsyBa NOBHLIEH PHCK OT XHNOTOHUA [TPH NIALMEKTH,
MPHEMAILH KNapHTPOMUUKH ¢ aMIoananuH. lMpenoprusa ce BHHMaTEeNHO HAOMOAEHHE HA NALMEHTHTE NPY
€HOBPEMEHHO NPHICXKEHHE HA AMIIOIUITHH € KIAPUTPOMHLIMH.

CYP3A4 undykmopu

Hama sanuyna wHgopmaima otsocHo edexta Ha CYP3A4 uHIyKTOpUTE BHPRY aMIIOTHINHH.
Ennorpemennoto npuiokeHre Ha CYP3A4 nuayKrops (Hamp. pudaMIiIHA, XKBAT KAHTAPHOH) MOXe Ja
[lOBe/Ie 10 NOHHKEHA TIA3MEHA KOHIIGHTPALMA HA aMI0AHITHH. KoMOMHAUHATA OT aMIOAMITHH H CYP3A4
HHAYKTOpH Tpa(Ba 1a c¢ NpHUiara ¢ NOBHILEHO BHUMaHKe.

He ce npenopbyBa ynoTpeba Ha aMIOAMIHE ¢ rPefndpyT uIH cok oT rpeAndpyT, Thif KaTo NPH HAKOU
NauHeHTH OHOHATHYHOCTTA MOXKE 13 CE€ NOBULUH H /13 TOBEJE A0 3aCH/IBAHE HA AHTHXHNEPTEH3HBHHTE
edexTH.

Hanmponen (ungyzun)
Ilpu *uBOTHHM ca HaONrOHABaHH JeTanHa kaMepna GuOpHIauua H CbpAS4HO-CBA0B KOJAMNC, CBBP3aHH C

XHNEepKATHEMHA, CICA TTPHIIOKEHNE HA BEPAIIAMWIT H HHTPaBEHO3CH JAHTPONEH. Hopaﬂu PHCK OT
XHIECPKATHEMHA, CE [IPeNnepLYBa Aa C¢ W3barea €AHOBPEMECHHOTO NPHIIOXKEHHE € RHTArOHUCTH Ha
KAJLHEBHTE KaHAJTH KaTo AMIOAHIKH IIPH NALHEHTH, NPEAPA3HON0KENH KbM MAIHTHCHA XHTISPTCPMHA H
[IPH OBJIAJABAHE HA MAJTHIHEHA XUNCPTECPMUA.

Edexty Ha aMI0IHIHH BRPX T'H JEKApPCTBCHA 1] KTH

EdexTHTe 32 MOHWKABAHE HA aDPTEPHANHOTO HAISTAHE HA aMJIOAMIIMH C€ HACTIArBaT KbM MOHHXKABALLNTE
KPbBHOTO HasisraHe ed)eKTH Ha APyIH NCKAPCTBEHH CPEACTBA C AHTHXUNEPTEH3HBHH CBOHCTBA.

Tarkporumyc
TTp# eAHOBPEMEHHO NIPHIMKEHHE ¢ aMIOHIHH ChLIECTBYBA PHCK OT IOBHIIABAHE HA HHBATA Ha

TAKPOJMMYC B KPBETA, HO PapMAKOKNHETHIHHMAT MEXAHHIHM HA TOBA B3AHMO/EHCTBUE HE € HAITL/IHO
npoy4ed. 3a 1a ce u3berHe Mposea Ha TOKCHYHOCT OT CTPaHa Ha TAKPOIUMYC, MPHAOKERHETO HA
AMJIOIHITHH TPH NALHEHTH, JICKYBAHH C TAKPOAUMYC, M3HCKBA KOHTPOT HA2 HHBATA HA TAKPOJLUM
H KOPEKLMA HA 103aTa HA TAKPOJIHMYC, aKo € HeoOXoaumo.

Huxubumopu na npomeun, mapzemen 3a panamuyun (mTOR)



Wuxnburopute Ha mTOR Kato CHpONMMYC, TEMCHPOIHMYC H eBepoanMyc ca cybctparu Ha CYP3A.
AMnoaHnuH € cnab nuxubutop Ha CYP3A. Ipu ennobpemenHata ynotpeba Ha mTOR nuxuburopu
aMJI0JMNHH MOXe /13 MOBHIIH ekcrio3uuuaTa Ha mTOR nuxnbuTopHTE.

Lhuxnocnopun

He ca npoBeskaaHy MpoyyBaHHA 33 1EKAPCTBEHH B3aHMOJICHCTBHA ¢ UHKIOCNOPHH W aMIIOJUNHH NP
3apaBy J0GPOBOJLM WIH TIPH APYTH NOMYNalUUH, ¢ HIKIIOUEHHE Ha NaunedTH ¢ ObOpeuHa TpancIanTalys,
KBJETO ce HAOMOAABAT NPOMEHIMBH OBUILEHHS (cpenHo oT 0 10 40%) Ha HaH-HHCKUTE KOHUEHTPALIMH HA
unknocnopud. Tpabea na ce 0OMHCTH MOHHTOPHPAHE HA HUBATA HA UMKIIOCIIOPHH [IPH NALHEHTH ¢
ObOpetHa TPaHCNIAHTALIKA HA JIEYEHHe C aMJIONITHH, R03aTa Ha LMKJIOCNOPHH Tpa0Ba 1a ce HaMalH Clopel
HeoOX0IHMOCTTA.

Cumeacmamun

EZHOBPeMEHHOTO MHOTOKPaTHO npuaoxenne Ha 10 mg amnogunuu 1 80 mg cHMBacTaTHH € JoBeso 10 77%
TIOBH1IEHA BKCNO3HULKST HA CHMBACTATHH B CPABHEHHE CBC CAMOCTOATENHO [IPHI0KEHHE HA CHMBACTATHH,
TIpy naumMeHTH, MpUeMalli aMITOAMIIHH, J03aTa HA CHMBACTATHH Tpa6Ba Ja ce orpaHHyH fo 20 mg AHEBHO.

B KNIHHHYHR IPOY4BaHHS 34 B3aMMOASHCTBHS AMIIOMITHH HE NOBIHARA (HaAPMAKOKHHETHKATA HA
ATOPBACTATHH, AHTOKCHH WITH BaphapHH.

4.6. MepTHAHTET, GPEMEHHOCT H KbPMeHe

BpemenHocT
Be3onacHOCTTa Ha aMIGAHNHMH 110 BpeMe Ha OPEMEHHOCT TPH X0pa He € YCTaHOBEHa.

B npoy4BaHus NpH KKHBOTHH NIPH BHCOKH 1034 € Hab/I0laBaHa PenpoiyKTHBHA TOKCHYHOCT (B, TOUKA
5.3).

TpunoskeHHeTo N0 BpeMe Ha GPEMEHHOCT Ce NPenopbhyBa caMo KOTaTo HaMa no-0e30NacHa aNTepHaTHBa H
xoraTo HonecTTa cama no cebe CM HOCH NO-TONSIM PHCK 3@ MaiikaTta ¥ njoaa.

Knpmene
AMIOAMIMH C& eKCKPETHPA B KbpMAaTa NpH Xopa. YacTra oT ao3arta Ha MaiikaTa, moayyeHa OT KppMayero, e

M3YHCIIEHA C MHTEPKBapPTHEH auana3oH 3-7%, ¢ MakciMyM 15%. EdexTsT Ha aMIOAMNHH BLPXY
KbPMAueTaTa ¢ HenagecTeH. Pelliedne, fanu Na ce NpOALKU/IPEKBCHE KbPMEHETO, WK Aa ce
NPOIbIKU/TIPEKbCHE TEPANHATA C AMNOAUTHH TPA6Ba Aa ce B3eMe, KaTo ¢e HMa TIPEeIBH 1013374 OT
KbPMEHETO 3a JASTETO U (10/13aTa OT TepanuaTa ¢ aMAoAMIHH 3a MalKaTa.

Beprunnrer
TpH HAKOM TTALHEHTH, NEKYBaHH ¢ ONOKEPH Ha KanIHeBHTE KaHAIM, ¢a ChoOWEeHH 00paTUMH OHOXMMHYHH

[pOMEHH B FMABHYKATA HA CNepMaTo30oHauTe. KIHHHYHHTE NaHHH Ca HEAOCTATBYHH MO OTHOLIEHHE HA
HOTEHUHANHHA eekT Ha aMNOIHNHH BBPXY thepTUunnTeTa. B e4HO NpoyuBaHe NpH MIbX0Be Ca YCTaHOREHU
HexenaHH eeKTH BpXY MEKKNA (epraaureT (BX. TOUka 3.3).

4.7. EdexTH BBpXY cmocoGHOCTTA 32 modHpaHe H paboTa ¢ MAILHHA

AMIIOIMNIME MOXE 1a NoBause B caaba 10 yMepeHa cTeneH cnocoOHoCTTa 3a wodupare u paboTa ¢
MAIUHHH, AKO NAIHEHTHTE, TPHEMALIM aMIOZUNHH, [101y4aT 3aMaiBaHe, rMaBodoNHe, yMOpa UK rafieHe,
cnocoGHOCTTa MM JIa pearupat Moxe Aa 6bae HapyweHa. [Ipenophysa ce NOBYIIEHO BHUMaHHE, 0CO0EHO B
HAYAITOTO Ha TeYEHHETO.

4.8. HexeraHd JeKapCTBeHH PEaKIHH

O6obuenne na gpoduna Ha Se3onacHocT

Haii-uecTo croGlIABAHNTE HEXENAHH PEAKLIHH MO BpeMe HA JIeYEHHETO ¢d COMHONEH i
rnapofonHe, IUIMKHTALMH, 3a4¢PBABaHe, KOpeMHa Gonka, rajeHe, OTOLH Ha TIE3CHNTH




TabnHueH cnUChbK Ha HEAENAHUTE peakliHK
CreJHNTE HEKE1aHH IEKapCTBEHH PEeakLMK ca HabMIi0/1aBaHH i ChoOILABAHH [0 BPEME Ha JIEYEHHETO ¢

AMJONHIIHH Che CIEAHHTE YECTOTH:
Muoro yecth: (= 1/10);

Yeeru: = 1/100 po < 1/10);

Heuecru: (> 1/1000 po < 1/100);

Penxu: (= 1/10 000 no < 1/1000),

Muoro peaku: (< 1/10 000},

C HeW3BECTHA HecTOTa (OT HATHYHMTE AAHHU He MOXKe Ja Obje HanpaseHa OLSHKa).

an BCAKO TPYNHpaHE 10 4eCTOTa HEKETAHUTE IEKAPCTBEHH pedKLiy €a IPCACTABCHE B HH3XOAALL PEA 1O
OTHOLICHNE Ha TAXHATA CEPHO3HOCT.

CHereMo-0pranes Kiac YecroTa Hexenana peakuss
Hapyuenns Ha KPpeBTa H JleBxonenus,
Muoro peakn
JAAM(pHATA CHCTEMA TPOMOOLHTONEHHA
HapymeHus Ha HMYHHATA
Py y MHoro peaxu ATleprHuHH peaKkluH
cHCTEMa
Hapyuenust Ha MeTal0o1n3ma n
MHoro peaxn XunepravkeMus
XPaHEHETO
be3cbHue,
Heuectn NPOMEHH B HACTPOEHHETO (BKIIOUHTENHO
IIcnxuyHEH HAPYLUEHHS TPEBOXKHOCT), ACNPECHs
Penxn O0bpKaHocT
YecTn COMHOJIEHTHOCT, 3aMasiHOCT, IM1aBofoIHe
{ocobeHo B HA4ANOTO HA TEUEHHETO)
H TpeMop, AMCrey3Hs, CHHKOII, XHITOECTE3H A,
Hapywenus na HepBHaTa EHECTH napectesns
CHCTeMa XunepToHus,

Muoro peaxu

nepudiepHa HeBponaTug

C HCH3BECTHA YecToTa

EkcTpankipaMi/IHH HapyLUeHHA

3puTenHo HapyleHue (BKIOYHTENHO

Hapylenus Ha ouHTE Hectu
JHILAONHA)
Hapymenns Ha YXO0TO H
Py ¥ Heuectu [1lym B ymure
JabHpHHTA
YecTH [Tagnuraumun
ApuTMEA (RKIIOUMTENHO OpanuKapaus,
Heuectn KaMEpHA TaXUKapAus,

ChpaeyHH HAPYIIEHHA

npeEACEpPIHO M'b)K,ﬂeHe)

Mmuoro peakn

Muoxapaes uudaprr

YecTH 3aueppaBaHe
CbA0BH HAPYIIEHAS HeuectH XHIOTOHUA

Mmuoro peaku Backynuat
PecRHpaTOPHH, TPLINH H Hectn JlncrHes
MEJIHACTHHAJIHH HADYIEHHH Heuectu Kauinnua, puHuT

AbaoMuHanua Goska, raagHe, JHCIENCHs,
Yectu npoMsHa B oOHuaiiHaTa MepUCTAITHKA Ha
TeN

CroMammo-upesHy yepBaTa (BKIIOYHTENHO THAPHS m
HApYLleHud Heuectn [Noepbluake, CYXOTa B YC

MHoro peaku

[MaHkpeaTHT, TaCTPHT, XU
BCHIHUTE

XenaToOHAHAPHH HAPYILCHAR

MHoro penku

Xenarnr,




KDBATCHHLA,
TIOBHLUEHH YEPHOAPOOHH CH3HMH*

AToriengud, mypnypa, NpoMaHa B L[BETa Ha

Heuectn KOKATa, XMNEePXHAPO3a, IPYPHTYC, 0OPHB,
eK3aHTeM, YpTHKapHd
Hapylenus ua KoxaTa H AHruogeM, eputeMa MynTudopme,
NOAKOKHATA TEKAH MB0ro peakn ekconHaTHBEH AEPMATHT, CHHAPCM Ha

Stevens Johnson, otok na Quincke,
(bOTOMYBCTBMTENHOCT

C HeH3BeCTHA YeCToTa

ToxcH4Ha enuaepMansa HEKPOIIH3a

Hapyumienns Ha MycKyJIHO-

Uectn OTOK Ha rie3eHuTe, MyCKYJIHH KpaMITH
CKEJETHATA CHCTEMA M
CLEIHHHTEIHATA ThKaH Heuwectn Aprpanrus, Muanrus, 6onka B repba
Hapywenns na 0b0pennte n HewecTn HapyweHo ypuHHpaHe, HOLIHO ¥ PHHHPAHE,
NHKOYHHTE NbTHINA YBENHYEHA YeCTOTA HA YPHHHpAHE
Hapymenud na
BBLINPOH3BOANTENHATA cHcTeMa | Heuectn IMNOTEHTHOCT, THHEKOMACTHA

H rEpaaTa

MHOTO uecTH OTtox

O0mn papyuenus 4 edexTd Ha | Yectu YMopa, acTeHHs
MACTOTO HA NPHJI0KEHHE "pbana Honka, HoMka, HEPa3NONOKEHHE
Heuectn
YgenduapaHe Ha TEECHOTO TEro,
Hzcnenpanus Hevectn

HaMalIaBaHe HA TCACCHOTO TETNO

*Hal-4eCcTe CBLP3AR0 C X0J1eCcTa3a

Crofmasane Ha NOJO3APAHH HEWETAHH PEAKIHN
CL0B1IaBaHETO HA TIOAO3HPAHH HEKETaHH TeKapCTEEHH PeakLHu clie]l paspelnaBaHe 3a ynorpeda xa

NexapcTBeHUa MPOAYKT e BakHo. ToBa no3sosiisa 1a NPOABIKH HaOMOAEHHETO HA CHOTHOIIEHHETO
Non3a/pHcK 3a NeKapeTBeHus MPOAYKT. OT MEAHUMHCKHTE CNELMAANCTH ¢ U3HCKBA /1a chobLuaBar Beaka
noJo3HpaHa HexellaHa peakLus 4pes.

Hanbngurenta arcHIMA 10 NeKapcTBaTa
yi. Jamsan ['pyes™ Ne 8

1303 Codma

Ten.: +35 928903417

yebcaiit: www.bda.bg

4.9. TIpeposnpaue

[p# Xopa ONMUTLT ¢ YMHILIEHO TIPEA03UPAHE € OrPAHUYEH,

CHMNTOMHM

HanHuHuTE AAHHH 33 aMJIQIHIIHH NPENoAarar, 4¢ 3HA4UTSTHOTO BPpeflo3HpaHe MOXKE 1a 10Beje 10
eKcLecBHa nepudepHa Ba3oAMIATALMS H BepOATHA pednexTopHa Taxukapaus. UMa ceoOileHH ciyyan Ha
H3pazeHa H BEPOATHO POAL/IKHTENHA CHCTEMHA XHIOTOHRA H 10 BKITFOYUTENHO IOK ¢ daTaneH usxod.

Hekapauorenen GenoapobeH 0Tok ce chobuaBa pAAKO KaTo NOCNEAHIA OT NPEJO3HPAHE C aMIOIHIIHH,
KOHTO MO>KE JIa ce IposABM CbC 3a6aBeHo Havaio Ha ediexra (24-48 yaca cie/l NOTTBLIAHE) H Ad H3HCKBA
H3IKYCTBEHa BEHTHIAUHS. PAHHHTE PeaHHMALNOHHH MepKH (BKIIOUHTEHO HATOBAPBAHE ¢ TEYHOCTH) 3a
MOAIBPAKAHE HA IepQy3UATA ¥ ChPACHHMA AeGHT MoraT Ja AT yekopasaliy GaKTopH. ’

JleyeHue
KIHHHUYHO 3HAYHMATA XHIOTOHHA, Ab/LKALNA Ce HA TTPeA03MpaHe ¢ aMIIOAMNNHH, H3HCKR]
Ha aKTHBHH MEPKH 32 NOJUThpKaHe Ha QYHKUMHTE HA ChPAEYHO-CHAOBATA CHCTEMR, BIUIDYB



NPOCNEASBAHE HA ChPACUHHTE H PECTHPATOPHHUTE PYHKLIHH, OBAUIAHE HA KPAHHMUNTE H NPOCTCAABaHe Ha
LMpKyhaTopHud obem M nuypesara.

an YCA0BHE, Y€ HAME MPOTUBONOKAIAHHKY, 3@ Bh3CTAHOBABAHE HA TOHYCA HA CLADBETE H KPLBHOTC
HajraHe, MOXKE Aa CC NpHNOXKH BA30KOHCTPHKTOPCH arcHT. Kanunes rmokoHar, NPHIOEH RHTPaBEHO3HO,
MOJKE Ja € OT MoJ13a 3a NpeoaoIaBaHe Ha etl)eKTa Ha 6J'IOKE,ZI,E[ Ha KaniHeBHTE KAHANH.

B nakon Ciydad CTOMallHAaTa IIPpOMHBKA MOKE Ja € OT nonsa. HpHHO}KCHHCTO Ha aKTHBEH BbIUIEH NpH
37paBu A00poBonUy 1o 2 vaca cnen npreM Ha 10 mg aMIOOUIIHH € IOKa3an0 HAMANABAHE CTENEHTA Ha
abcopbLus Ha aMITOIUIHH,

TBit KaTO AMNOAUIIMH C€ CBBP3BA BBB BUCOK NPOLEHT ¢ TUVIA3MEHKTE NPOTEMHH, THANH3ATA HAMA Ja € OT
nos3a.

5. GAPMAKOJIOTHYHHA JAHHH
5.1. dapmakoIHHAMHYHH CBOHCTBA

(DapMaKOTepa[leBTH‘-lHa rpyna’ KallifHEBH aHTAaroHHCTH, CENEKTHBHH KaJllK¥eBH AHTAOHHCTH C TTIPEAHMHO
CBJI0BO ASHCTBHE, AMXHAPCNHPHAHHOBH MTPOH3BO/IHH.

ATC xon: CO8 CAQ1

AMJIOIHNHH € HHXHOMTOP Ha MHGAYKCA HA KalLHEBHTE HOHM, OT AUXUAPONHPHAWHOBATA rpyna (bnokep Ha
OaBHHTE KaHAITH MM AHTAOHMCT Ha KTIIHEBHS HOH) H TTOTHCKA TPAaHCMeMOPaHHOTO HABIM3AHE HA
KaII[HEBH HOHH B KJIETKHMTE Ha ChpAeYHATa M NIajKaTa MyCKyAaTypa Ha ChJ0BaTa CTeHa.

MexaHi3MBT Ha 3H THXUIEPTEH3IHBHOTO ASHCTBHE Ha aMNOJUTIHH CE IBIDKH Ha IHPEKTEH pPenakcrpan
edexT BHPXY IajKaTa MycKyNaTypa Ha CbI0BaTa cTEHA. TOUHHAT MEXaHH3IBLM, 10 KOHTO aMJIOHIMH
oBneKkyaBa CTEHOKAPAHATA, He € HAMBJIHO W3ACHSH, HO AMJIOAMIIHH HaMansBa oOLIOTO HCXEMHYKO
HATORAPBAHE 10 CAESAHNTE JBa HaYMHa:

1)  AMIOIMTIHH IPEAH3BUKBA AHIATALMA HA NepH(EPHUTE apTEpHONH 1 Taka peayunpa obmoTo
nepudepHO CHNPOTHRICHHE (CTE] HATOBaPBAHETO), Cpelly KoeTo chpueto padoTh. Thil KaTo
CbpIe4HaTa YeCTOTa 0CTaBa cTabHIIHA, TOBA OTOPEMEHABAHE HA ChPLETO HAMANABA eHEPruiHaTa
KOHCYMAIHA H KUCITOPOAHHTE HYKIH Ha MHOKapIa.

2)  MexaHH3MBT Ha AeHCTBHE HA aMJIOJUIIHH BEPOATHO BKIOYBA CHIIO TAKA JMJIATALIMA HA OCHOBHHTE
KOPOHapHH apTepHH i KOPOHAPHHTE apTEPHO/IH B HOPMATHHTE H HCXEMHYHHTE obnacri. Tazu
AUNATALIHA YBe/IMYasa JOCTABAHETO Ha KHCIIOPO HA MHOKapad I1pH NaLHEeHTH C KOPOHAPECH apTepHANICH
cnaszbM (adHrdHa Ha Prinzmetal unn BapuanTHa cTeHOKapIua).

[TpK MALHEHTH C XHIIEPTOHHS, TPHIIOXKEHHETO HA €AHOKPATHA JHEBHA JO3HPOBKA, OCHIYPABA KIMHHYHO
3HAYHMO TIOHHKEHHE HA KPHBHOTO HANArAHE KAKTO B JIETHANIO, TaKa H B H3MTPaBEHO NMONOKEHHE, 3a 24-4acoB
uerepsan. [Topanu 6aBHOTO Havano Ha AelicTBHe, OCTPaTa XHIOTOHHUA HE € XapaKTePHa 3d MPHIIOKEHHETO
Hat aMJIOIHIIHH,

[Mprn0o:keHHETO HA AMIOAMITHH BEIHbXK IHCBHO NIPH TIAIMEHTH CBC CTEHOKAPAHA YReNIH4aBa oOLO0To BpeMe
na GU3UUECKO HATOBAPRaHE, BPEMETO IO HAYAIOTO HA AHTHHO3HUA NPUCTHII H BPEMETO 32 JETpecus Ha ST-
CErMeHTa ¢ 1 mm 1 HAManaea, KAKTO YECTOTATa Ha CTEHOKAPIHHUTE NIPHCTBIIH, TAKA H NpYeMa Ha TabaeTku

CHUEPHT TPHHHTpAT.

AMAOJUNHH He Ce CBBP3BA ¢ HHKAKEH MeTalONHTHH HEXeNaHH eeKTH WIH IIPOMEHH B 1L
W € TOAXOAMII 32 TeYEeHHe Ha NALHEHTH ¢ acTMa, J1ader 1 nojarpa.

Mpunoxesue Npy NaUHEHTH ¢ McxeMudHa Honect Ha ceplero (MBC)




E¢ukracHOCTTa Ha aMJIOAUTIHH 32 TIPO(HIAKTHKA Ha KITMHM4HH HHUMACHTH NMPH NALHEHTH ¢ HCXEMHKYHA
Gonect na copueto (MBC) € onieHeHa B He3aBUCHMO, MHOTOLICHTPOBO, PAHAOMU3HPAHO, ABOHHO-CIIAILO,
n1aue60-KOHTPOSIHPAHO KIMHHYHO npoyusare pH 1997 nauuentu: CpaBHeHHe HA AMAOJUIIHH CIPAMO
eHANANPHI 3 OTPAHKYABAHE HA MosBaTa Ha TpomBoza (Comparison of Amlodipine vs Enalapril to Limit
Occurrences of Thrombosis — CAMELOT). Ot Te3n nauueHTH 663 ca nexyBaHH ¢ amnoqunid 5-10 mg, 673
naLHeHTH ca JeKyBaHu ¢ enananpun 10-20 mg, a 655 nauueHTH ca J1eKyBaHH ¢ N1aledo, B I0NBIHEHHE KbM
CTAHIAPTHA TEPANHS ChC CTATHHH, GeTa-G10KepH, AMYPETHLH H aCTHPUH, B IPOALIKEHHE HA 2 TOJIMHH.
OCHOBHMTE pPe3y/ITaTH 3a epMKACHOCTTA OT JIEYEHHETO ca NPEACTaBeHH B Tabnuua 1. PesynTaTnTe nokassar,
ye NEUEHHETO ¢ AMJIOAMIIHH € CBBP32H0 C NI0-MANKC XOCITHTANTH3AIHH 38 CTEHOKAPIHA H NPOLISTyPH 32
pesackynapuzauua npu naunedtH ¢ MBC.

Ta6auna 1. Yectora na 3HayAMHTe KIAHAYHE cbOuTEA npy CAMELOT

YecToTa Ha ChpAEUHO-CBAOBHTE AMIoZuNuH cripaMo naauebo
cvOuTHA, Opoil (%)
Kiinnnyny cxOuTHA Amnoaunus | InaneGo | Enananpun | KoeduuueHT Ha pHCK P-cToiiHocT
(95% IH)
[TepBHYHA KpaitHa TOYKA
Hexenanu cbpageuHo-
110(16,6) | 151(23,1) | 136(20,2) 0,69 (0,54-0,88) 0.003
CBIOBH CLOMTHA
Oraentiy KOMIOHEHTH
Koporapha
78 (11,8) 103 15,7y | 95(14,1) 0,73 (0,54-0,98) 0.03
peBacKynapusanua
Xocnuranzanua 3a _
51 (7,7 84(12,8) | 86(12,8) 0,58 (0,41-0,82) 0.002
CTEHOKApAMS
Hedaranen MH 14 (2,1) 19(2,9) 11 (1,6) 0,73 (0,37-1,46) 0.37
Hucynt umi THA 6 (0,9) 12¢1,8) 3(1.2) 0,50 (0,19-1,32) 0.15
CopaedHo-ch10Ba
5(0,8) 2(0,3) 5(0,7) 2,46 (0,48-12,7) 027
CMBPT
Xocnuranuzains 3a
3(0,5) 5(0,8) 4 (0,6) 0,59 (0,14-2,47) 0.46
3CH
[Tpexuean cupagdcH
0 4(0,6) 1(0,1) NA 0.04
apecT
Hosonossuna ce
nepHdepHa cbA0OB 5(0,8) 2(0,3) 8(1,2) 2.6{0.50-13.4) 0.24
Bonect

Coxpautenns: 3CH — 3acToliHa chprieuHa HeaocTaTe4HOCT; JIH — foBeputeneH HHTEpBa;
MH — muokapaer uHapkr; THA — TpaH3UTOPHH HCXEMHYHH ATAKH.

HQHHOH(CHHC IIPH NANKHEHTH ChC ChPAEYHA HEAOCTATHUHOCT

HpOBeII,eHPlTe XEeMOJUHAMHMHY H3CIIEIBaAHHA H KOHTPOJIHPAHH KMTWHHYHH NpoYyHBAHHA © CI)H %
il g1t A

HATORAPBAHE MpPH MAUHEHTH CbC ChpaeyHa ReflocTaThaHocT Kiac [I-IV no NYHA moxkase
HE NPeaN3RHKBA KIHHIMHO BJIOLIABAHE, OLEHEHO Upe3 TONEPAaHCa KbM PH3HYECKOTO HATO
(¢pakiusATa HA U3TIACKBAHE HA /IABATA KAMEPa H KIIHHHYHATA CHMITOMATHKA.
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Mnaue6o-koutponupano kmiHHuHO npoyuBaHe (PRAISE), B koeTo ca npoyuBaHH NAlHEHTH ChC CHPAEYHA
HenocrarsunocT knac HI-1V no NYHA, kouto nonyyasar AHrokcuH, auyperuun 1 ACE unxuluropy, e
TNOKA3/10, Ye aMJIOJIHNUH HE BOAM A0 MOBHIIABAHE HA PHCKA 33 CMBPTHOCT HITH KOMOHWHKMpaHa
3a00neBaegMoCT | CMEPTHOCT NPH NIAHHCHTH ChC ChPIACHHA HEAOCTATHYHOCT,

B npocsiendBaiio, AeIrocpoMHo, N1auedo-KORTPONHpaHo KNHHMYHO nipoyusade (PRAISE-2) ¢ amnommnuy
NPk NALMERTH CbC ChpaeyHa HepocTaTbyHocT kiac [[I-1V no NYHA 6e3 kHHMYHH CHMNTOMK WK
OOEKTHBHH JaHHHM, TPEINONAralli Bb3MOXKHA HIIH HATHYHA HCXEMHYHA O0ONeCT Ha CLPLETO, HA NOCTOAHHA
tepanus ¢ ACE MHXMOMTOPH, IHTHTANHC M AMYPETHLH, aMITOJTMNHH He & oKa3an edexT Bbpxy obmara uin
CHp/IeUHO-Ch0BA cMbpPTHOCT. [Ipu chllaTa TOMyAaLMs, NPHIOKEHHETO HA AMIOAHIHH € OO CBBP3aHO ¢
yBENMYEHA YECTOTA Ha ChoOIIEHNA 32 GenoapobeH OToK.

HznuTeane Ha agueHme 3a npoduaakTHka Ha cbpaeved npuctbn (ALLHAT)

TMNpoBeseHo € panaoMU3UPaHO, ABOHHO-CIATIO, OUEHABALLO 3a00/1EBAEMOCTTA H CMBPTHOCTTA KIIHHHYHO
npoyusaHe — M3MuTEaHE HA AHTHXUIIEPTEH3HBHO H THIHAOMOHHKABALIO NeYEHHE 32 MPOGHIAKTHKA Ha
cbpaeyen npHeTHN (Antihypertensive and Lipid Lowering Treatment to Prevent Heart Attack Trial -
ALLHAT), 3a cpaBHEHUE HA [0-HOBMTE JIEKAPCTBEHN Tepantu: aMmiIoaunuH 2,5-10 mg anesHo (610Kep Ha
KanIMeBHTe KaHann) unu ausuHonpui 10-40 mg nresHo (ACE uExuOMTOD), KATO TEpanuy OT MbPBA JHHKS,
CNPAMO JIYEHHE C THA3HAHHUA THYPETHK XnopTanuao 12,5-25 mg nHeBHo, NpH Jeka 10 yMepeHa
XHIIEPTOHHA.

06w 33 357 naLMEeHTH ¢ XUIIEPTOHMA, HA Bb3PACT 55 roMHH HITH N0-Bh3PacTHH, €2 PAHIOMH3HPAHN |
npocneaeHH cpeano 3a 4,9 roansu. IauyeHTHTE ca ¢ Hali-Manko oine eAuH PHCKOB ¢akrop 3a UBC,
BICTIOYHTESIHO MPEIXOAEH MHOKApAEH HHGAPKT KM HHCYAT (> 6 Mecella NpeaH BKAIOMBAHE B POy 4BAHETO)
MM ZOKYMEHTHPAHA 1Py ra ATEPOCKNEPOTHYHA KOPOHAPHA Cbaosa GonecT (0duie 51,5%), anabet Tun 2
(36,1%), HDL-C < 35 mg/dl (11,6%), neBokaMepHa XHIepTpodiHs, AHATHOCTHLMPAHA ¢
eNeKTpoKapaMorpaMa WK exokapanorpadckt (20,9 %), TroTioHomy wene (21,9%).

MupBuYHaTa kpaiina Touka e ceuetane o1 daranna UBC unu Hedaranen muokapaen undapkt. Hama
3HAUMMA PAINKA B TPBHYHATA KPaiiHa TOUKA MEXIY TEpAlNATa C aMIOINIHH M xnopTaniacH: RR 0.98
95% JIA [0,90-1,07] p = 0,65. Criopea BTOpUYHHTE KpaitHH TOYKH, YECTOTATa HA ChPAEYHA HEAOCTATLHHOCT
(KOMIIOHEHT Ha CLCTABHATA ChP/ICUHO-CH0BA KpaHHA TOUKA) € 3HAUMTEITHO MO-BHCOKA B rpynara Ha
aMJIOMIIMHA, B CPAaBHEHHE ¢ IPyIaTa Ha xnoprannaoH (10,2% cpemy 7,7%, RR 1.38, 95% JIK [1,25-1,52]
p < 0,001). Bce nak HAMA 3Ha4YHMa pa3iHKa B 00UIATa CMBPTHOCT MEKAY TEPANUATa ¢ aMTIOJUNHE U
TepanuaTa ¢ xa0ptanuacH: RR 0.96 95% JIH [0,89-1,02] p = 0,20.

IMpunoxkeHne Mpy Aelia {Ha Bb3pacT 6 rofMHH U IOBEYE)

Mpu npoyuBaHe, BIUTO4BaLIO 268 Teua Ha Bb3pacT 6-17 ronuHu, BPEAUMHO ¢ BTOPHYHA XHNEPTOHNA,
CpaBHBAHETO Ha J03a 0T 2,5 mg n 5,0 mg aMI0IMNHH ¢ nnauebo nokassa, Ye H ABETE /1031 NOHHKABAT
CHCTONMHOTO KPBLBHO HallAraHe 3HAUHTENHO nogeye oT niauelbo. PasnHkara Mexay ABETE 1034 He €
CTATHCTHYECKH 3HAYHMA.

Jbnrocpoynute eeKTH Ha AMIOMITHH BBPXY pacTexa, nybepTeTa v 0OLIOTO Pa3BUTHE HE Ca NPOYYBAHMU.
JIbnrocpouHaTa epHKaCHOCT Ha aMJIQIUTIHH NIPH TEPAHA B I€TCKa Bb3PacT ¥ 33 HaManiaBaHe Ha CbpAEYHO-
¢bJoBaTa 3a00/1eBAEMOCT H CMBPTHOCT IipH Bb3PacTHH CBUIO HE € YCTAHOBEHA,

5.2. dapmMaKkoKMHETHYHH CBOficTBa

Abcopbung, paznpeneneHue, CBbP3IBAHE ¢ MNAIMEHUTE NPOTEHHH
Cnen nepopanHo NPHIOKEHHE Ha TEPANEBTHYHN 034, AMIIOIHITHH ce abcopbupa aobpe, xa
MaKCHMAaNHHUTE NJa3MEHH KOHLEHTPAlHH ce JOCTUraT Mexay 6-12 vyaca cnefi npHemMa.
AbconioTHaTa GHOHANHYHOCT € Mexcay 64 1 80%.




AGcopbLHATa Ha AMAIOHIHH He ce BAHAE OT NpHeMa Ha xpaHa. OOeMET Ha pasnpeleneHue e
npuSauzurento 21 I/kg. pK, Ha amnogunu e 8,6. lpu in vitro u3cnensanus € onpefeneHo, ue okono 97,5%
OT UHPKYJNHPaLIHA aMIOJUIHH C€ CBbP3BAT ¢ IUTA3MCHHTE MPOTEHHH.

Buompancopmanyus/enumunupane

KpaifHuaT nimazmes nomy:kuBoT € oxono 35-50 yaca M ce A0CTHrA IPU €AHOKpPAaTeH AHEBEH NMPHEM.
AMIIOMIIHH ce MeTaGoNH3Mpa B 3HAYUTE/HA CTeNeH B YCPHAA Apo0 10 HEaKTHBHH MeTabONIMTH, KaTo B
yPHHATA e ekckpeTupar 10% oT nekapcTBoTo B HenpoMeHeH BUA H 60% ot metabonuriTe.

Ynompeta npu nayuenmu ¢ ¥epHoOpobHO Yepexcoane

Hanuuuy ¢a MHOTO OrpaHu4eHH 1aHHHU 33 NPUIOKEHHETO Ha aMNIOJUITHH [PH TIALUHEHTH € YePHOAPOOHO
Hapyuierue. faiHeHTHTE ¢ YepROAPOOHa HEROCTATLHHOCT HMAT NOHMKEH KIHPBHC Ha aMJIONMITHH, BOJASU]
JI0 TIO-ABJIBT TIONYKMBOT M noBrwasaue croiHoctTite Ha AUC ¢ npubanszutento 40-60%.

Vnompeba npu nayuexnmu 6 cmapuecka 8b3pacm

Bpemero 3a 10CTHIaHE HA MAKCHMANHH I11a3MeHH KOHLEHTPALMH € CXOJHO NPH NALUENTH B CTapyecka
BB3pACT 1 710-MJ1aH nauneHTH. [Ipy nauxenTuTe B crapyecka Bb3pacT, KITHPBHCA HAa aMIIOAHITHH € ©
TeHASHLMA KbM HaMansBaHe, KoeTo BOAH Ao yeennueHue Ha AUC H Ha enHMUHALIMOHHAA MONYKHBOT,
HapacTeaneto Ha AUC H Ha eNMMUHALUOHHUSA NOTYKHBOT [IPH IALHEHTH ChC 3aCTOHHA ChpAEYHA
HeJIOCTATEYHOCT € GHITO CNope] DYaKBAHOTO 33 CLOTBETHATA Bb3PacTOBA rpymna.

Teduampuina nonyrayus

[TpoBeneHo € NOMyMAUUOHHO hapMaKOKHHETHYHO [IPOyYBaHe NPU 74 Jlena ¢ XHIepTOHHA Ha BB3PacT oT |
Ao 17 roauny (34 nalMeHTH Ha BBb3pacT oT 6 A0 12 rogwsy | 28 nanueHTH Ha Bb3pact oT 13 o 17 roinuu),
NoNYYaBaLIKd AMIOAMNHH B 031 Mexay 1,25 mg 1 20 mg, NpYeMaHy ¢IHOKPATHO HITH JBYKPATHO JHEBHO.
[Ipu aeuara ot 6 10 12 roHMHU ¥ npH 10HOWHTE OT 13 10 17 rofHHK THIHYHUAT nepopalieH KaupbHe (CL/F)
e 6un cvoTeeTHO 22,5 1 27,4 1/9ac npu momueta M 16,4 u 21,3 1/uac npu Mmomuveta. Habnonasaua e ronama
BapHAOHIHOCT HA eKCTIO3HINATA Mexay uHAKHBHAKTE. ChobLueHUTe JaHHK NPH Je1a NojJ 6 roaHHK ca
OrpaHHYEHH.

5.3. IlpeakAHHHYHH JAHHH 33 De3onacHoCT

Penpodyxmuena moxcuunocm

PenpoayKTHBHM MPOY4YBAHUS LIPH IUIbXOBE H MHUIKH MOKa3BaT 3aKbCHABAHE HA AaTaTa Ha PaKIaHe,
YABAKEHA TPOZBIKHTENHOCT Ha PAXKIAHETO H HAMAIIEHA KH3HECTIOCODHOCT HAa NOTOMCTBOTO [IPH 103H
npubausuTenHo 50 MbTH NO-BHCOKH OT MAKCHMATHHTE NPENOpbuMTEIHH J03H NPH XOpa, H3MKHCIIEHH Ha 6asa

mg/kg.

Hapywienus avs pepmutumema

Hsama edekT Bbpxy (epTuanTeTa Ha NIBXOBE, TPETHPaHH ¢ aMIOZHIHH (MBXKKH — 64 1HH, H KEHCkH — 14
AHM TIpeny omnoxkaane) B 03u Ao 10 mg/kg/nen (8 nbTH* N0-BUCOKH OT MAKCHMANHATA IPENOPBUHMTENHA 33
xopa no3a o1 10 mg Ha 6aza mg/m?). B ipyro npoy4BaHe npu nJIbXOBE, NPH KOCTO MBAKKH HTbX0BE Ca
TpeTHpaHH ¢ amionunu 30 aHH, ¢ 103a CPaBHUMA ¢ JI03aTa NPY Xopa, H3uHcneHa Ha Gasza mg/kg, ca
YCTAHOBEHH NOHIKEHH NIa3MeHH GOTHKYIOCTUMYIHPALL XOPMOH H TeCTOCTEPOH, KAKTO U NOHMKEHH
NABTHOCT HA CIePMaTa M Opoit Ha 3penH criepMaTHIH H CEPTOJIHEBUTE KICTKH.

Kapyunozeneza, mymazenesa
HsMa JaHHH 32 KAPUHHOTEHHOCT NPH IUThXOBE M MHLLIKH, TPETHPAHU JBE TOAHHH ¢ aMIOJMIIHH B AHETATA B
KOHHEHTPALMH, H3UHCIEHH 13 OCHIYPAT HEBHU 1030BH HUEa o1 0,5; 1,25 n 2,5 mg/kg/neH.

Haif-BHcokata 103a (IpH MHIEKH — GAH3KA 10, & NPH TTX0BE — IBA MbTH* [0-BUCOKA OT MAKCHMAHATA
NpenopbYHTEHA KIHHUYHA 1032 oT 10 mg, n3ducnena 3a mg/m?) e 6r1a 6nuska 10 MaKCHMATHO
JOMYCTHMATA 7033 33 MHIIKH, HO HE H 3 NMTEXO0BE.

[lpoyuBaHKA 3@ MyTAT€HHOCT He N0KA3BaT JeKapCTBeHO 00yCNOBEHH eheKTH HHTO Ha reH
XPOMO30MHO HHBO.

*H3umcneHa 3a naunentd ¢ terno 50 kg.



6, GAPMAIIEBTHYHH JAHHH
6.1. Cnuchbk HAa DOMOIHHTE BELIECTRA
MUHKPOKPUCTAIHA LENY 03

Kanuues xuaporen docdar, 6espojgeH
Harpues HULIECTEH [HKONAT

Marne3ner creapar

6.2. HecbBMeCTHMOCTH

Hama.

6.3. Cpok Ha rogxoct
3 rogMuu.

6.4. Cneuna/HH yCJIOBHA HAa ChXpAHeHHE
Jla ce cuxpanara npH Temnepatypa noa 25° C.
Jla ce cexpaHaBa B OPUTHHAIIHATA OIIAKOBKA,
6.5. Bua H chabpkaHHE HA ONAKOBKATA
Hopaunus 5 mg radherku

30 Tabnetky, NOCTaBeHH B KAPTOHEHA KyTHA, ChALPXaWa 3 Gnucrepa no 10 tabnetku.
90 TabneTky, NOCTaBEHH B KAPTOHEHA KyTHA, ChAbpXKawa 9 6aucrepa no 10 tabaetku,

Hopasnuu 10 mg rabnerku

30 TabneTxy, NOCTABEHM B KAPTOHEHA KYTHA, ChAbPkawa 3 6nucrepa no 10 Tabnetkw.
He BcHukM BHIOBE OIIAKOBKH MOraT Aa OB/aT NycHaTu B npoisaxba.

6.6. Cnennannd Opeina3HH MEpKH OPH H3XBLPAAHE M paloTa

HsMa crnieLHaniy H3MCKBAHHA 3a U3XBbDIAHE.

HeHn3non3pasMAT NEKAPCTEEH MPOAYKT HIH OTNMAARYHUTE MATEPHANH OT HEro TpsSOBa J1a ¢ H3XBHPIAT B
CBOTBETCTBHE C MECTHUTE H3HCKBAHNA.

7. HNPUTEXKATEIA HA PAPEIIEHUETO 3A YIIOTPEBA
~atixadapma Bucokoxauecrpennte NMekaperea” AJ

Oyn.” I'. M., Humnrpos” Ne |

rp. Cothus 1172, brarapus

Ten.: +359 2 962 54 54

pakc: +359 2 9603 703

e-mail: info@tchaikapharma.com

8. HOMEP(A) HA PAJPEIEHHETO 3A YIIOTPEBA

HopmunuH 5 mg — per. Ne 20060082
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Hopawunun 10 mg — per. Ne 20060083

9. JATA HA ITBPBO PA3PEINABAHE/TIOJHOBJBAHE HA PASPEHIEHHETO 3A
YIIOTPEBA

Jara Ha nspeo paspewasane: 23.02.2006
Jara na nocaeaHo nogaopapase: 27.06.201 1

10. JATA HA AKTYAJIU3HPAHE HA TEKCTA
Derpyapu, 2026




