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Hopsack 5 mg taGnerku P N e DB BO ‘7 24 / .-? (
Norvasc 5 mg tablets r -

Hopsack 10 mg Tabnerku | BG/MA/MP - ................... T Vi s armamsinin,
Norvasc 10 mg tablets L acBosiiio N /

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bcesika Tabnerka cbabpka amyoaunuHoB 0e3unar (amlodipine besilate), ekBuBaneHTeH Ha 5 mg
aAMJIOIUITHH.

Bceska Tabnerka chabprka amnoaunuHoB Oe3unat (amlodipine besilate), eksuBanenren Ha 10 mg
aMJIOHITHH.

[loMoOLHM BellleCTBA:
3a MbJIHUSA CMTUCBK HA MOMOLLHUTE BELIECTBa, BUXKTE TOUKa 6.1.

3. JEKAPCTBEHA ®OPMA

Tabnerka

5 mg tabneTku: 6enu 10 MouTH OesIn OCMOBIBJIHHU TabJIETKH CbC CKOCEHH pbOOBE, ¢ rpaBupaHo ,,AML
5" ¥ penuTesHa YepTa OT e/iHara cTtpaHa W ,,VLE"” oT gpyrara ctpaHa.

10 mg Tabnerku: Oenu 10 NouTH OeTH OCMOBI'BIHH TabJIETKHU CbC CKOCEHHM pbOOBe, ¢ rpaBUPaHO
~AML-10” ot eanara ctpaHa u ,,VLE” ot apyrara crpaHa.

5 mg Tabnerku: 6enu A0 nMoYTH OeIM OCMOBI'bJIHK TabJIETKH ChC CKOCEHH pbOOBE, C rpaBHpPaHO
~AML 5” u nenurenHa yepra or eaqHaTa crpaHa U 6e3 0003HaueHHs OT Jpyrara cTpaHa.

10 mg Tabnerku: 6enu 10 noutu 6eau TabaeTKH OCMOBIbJIHH TabJIeTKH CbC CKOCEHH pbOOoBe, C
rpaBupaHo ,,AML-10" or enHaTta ctpaHa u 6e3 0003HaueHHUs OT Apyrara cTpaHa.

TabnerkaTta ot 5 mg moxe na Obje pa3aeneHa Ha 1B paBHH MOJOBHHM.

4. KJIMHUYHHU JAHHHU

4.1 TepaneBTHYHH NOKA3AHHA

XHIEPTOHMUS
XpOHHYHA cTaOHIIHA CTEHOKapAMS
Ba3zocnacTtuuHa creHokapausa (aHruHa Ha Prinzmetal)

4.2 Jlo3npoBKAa H HAYHH HA NPHJIOKEHHE

J1lo3upoBKa

Bwvapacmnu
OOuyaliHaTa HayaJiHa /1034 NPHU XUNEPTOHUS U NpH cTeHoKapaus € 5 mg HopBack ¢Migkpas
JHEBHO, KaTO MOJE /1a C€ yBEJMYHU 10 MakcumasiHa ao3a ot 10 mg cnopen teparieg

MOBJIMSIBAHE HA NaLlMEeHTA. E P e oy V2
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Hopsack Moxce fia ce U3Mon3Ba KaTo MOHOTEPANnKe MK B KOMOMHALIMA ¢ APYTH AHTHCTEHOKAPIHU
NeKapcTBEHU NPOAYKTH MNPHU NAUMEHTH ChC CTCHOKAPAMA, KOATO HE Ce NOBNHUABA OT HATPATH W/HUITH
CHOTBETHH N03K OeTa-OMoKepH.

He ce wanara kopekius Ha no3ata Ha HopBack, npu eIHOBPEMEHHO PHITIOKEHHE C THA3HIHH
AWypeTHLH, OeTa-OnokepU H HHXHOUTOPH HA AHIMMOTEH3UH-KOHBEPTHPALLHA €H3UM.

CneuyajHy nonyJaluu

Iayuenmu 6 cmapuecka ev3pacm

Hopeack, M3non3eaH B CXOAHH A03H MPH NALMEHTH B CTAPYeCKa BBL3PacT U NPH MO-MJaaun MaLUeHTH,
ce nmoHacs eaHakso aobpe. Ilpu naumMeHTH B CTapuecKa Bb3PACT Ce NpenopbuBa 0OUYaHHHE 10308
PEXKUM, HO MOBUILIABAHETO Ha J103aTa TPAOBA 1a CTapa BHUMATETHO (BXK.TOUKM 4.4 1 5.2).

ITayuenmu ¢ yeprnoopobno yepecoane

JI030BUAT peKHMM NPH MNALMEHTH € JIEKO A0 YMEPEHO YepHOAPOOHO yBpeKAaHe He € YCTAHOBEH M
3aTOBa U30OpBT Ha A03a TpROBa aa Obae HanmpaBeH BHUMATENHO, KaTo TpAOBaA Ja ce 3aou4He OT Haii-
HUCKATa BB3MOXKHA 1032 (BXK.TOUKH 4.4 U 5.2). DapMaKOKMHETHYHHUTE CBONCTBA HA AMJIOJHMIIHH NPH
TEXKKO YEepHOAPOOHO yBpEXAaHE HE ¢a NpOoyuBaHH. [Ipy MaLUMEHTH ¢ TEXKO YepHOApOOHO yBpexkaaHe
NEUYEHHUETO ¢ aMITOAMMUH TpAOBa 1A 3aMOYHE ¢ Hal-HUCKATa 1034 M Aa c€ TUTpHUpa OaBHO.

Iayuenmu c 6v06peuno yepexcoane
ITpoMEHHTE B IIA3MEHUTE KOHLIEHTPAUWH Ha aMJIOIUITMH HE ca 3aBUCUMH OT CTENMeHTa Ha 61n0peyHo
YBpEXAaHE H 3aTOBA C€ mpenopbyBa obHyaiHa 103MpoBKa. AMIOAUITHH HE MOXKE Aa C€ UaIM3Hpa.

IHeouampuuna nonynayus

Heua 1 IOHOLH ¢ XMIEPTOHUA, HA BB3pacT ot 6 10 17 roanHu

[IpenopbuMTENHATA AHTHXHIEPTEH3IUBHA NEPOPaAnHa A03a MPH NEAHATPUYHH MaLUEHTH HA BB3pacT
6-17 ronueu e 2,5 mg eqHOKPATHO AHEBHO KaTO Ha4danHa A03a, THTpHpaHa BNocneacTBHE 10 5 mg
eHOKPATHO AHEBHO, aKo ciied 4 ceAMULM HE C€ JOCTUTHE XKEaHOTO KPBLBHO HansraHe. [Jo3n Han
5 mg AHEBHO He ca MPOYUBaHY NPH MeaNaTPHUHU NALKUEHTH (BXK. TOUKHK 5.1 1 5.2).

Leya na ev3pacm noo 6 200unu
JIMncBaT AaHHM,

HauuWH Ha npuUnoxeHUe
TabaeTka 3a nEpopanHO NPUIOKEHHE,

4.3 IIpoTHBOnOKA3aAHMA

AMJIOZMITUH € NPOTUBOMOKA3aH MNPY NALMEHTH ChC!

CBPBXMYBCTBHTEHOCT KM AUXHAPONUPUAHHOBHA NPOH3BOAHH, aMAOIUITHH MIIH KbM HAKOE OT
FIOMOLUHHTE BELECTBA, H30poeHH B TOYKa 6.1.

TEXKA XHIOTOHUA

LIOK (BITIOUMTETHO KAPJAUOT€HEH HIOK)

0OCTPYKIMS HA M3XOAA Ha NiABA KaMepa (Harp. BUCOKOCTENEHHA a0pTHA CTEHO3a)
XE€MOAHHAMHUYHO HeCTaOWTHA ChpAESHHA HEAOCTATHYHOCT ClE€A OCTBP MHOKapAeH UHQAPKT

4.4 ChnensanHu npeaynpexJieHHs H NpeAna3HyM MEPKH NpH ynorpeba

[laiMeHTH ¢he CHPACYHA HENOCTATHHHOCT x
[TauyeHTHTE CBC CHPACYHA HEAOCTATBHHOCT TPAORA na 6baaT NEKYBAaHU C BHUMaHHE.

ABJTIOCPOYHHO HJI&L[EﬁO ~KOHTPOJUPAHO IMPpOoYUBAHC TIPH MALUCHTH € TCXKKA CHpAC€HHA HE * @Eﬂ?ﬁfw




(knac III 1 IV no NYHA) crobiuasanara yectora Ha 6enoapoben oTok e 61na no-BMcoKa B rpynara,
NeKyBaHa ¢ aMJIOAMITMH, OTKOJIKOTO B rUtauebo rpynara (Bx. Touka 5.1). Biiokepn Ha KanuueBuTe
KaHa/IH, BKITHOYHTENTHO aMNOJHIHKH, TPSOBa 1a c€ U3MoJ3BaT ¢ NOBHIIEHO BHUMaHUE NMPH NaLlHeHTH
ChC 338CTOHHA ChbpAEYHA HEJOCTATHHHOCT, Thi KaTO MOraT Ja MOBUILIAT pPUCKa OT ObAeIH ChpASHHO-
CbAOBHU CHOWTHUA U CMBPTHOCT.

[TaumMeHTy ¢ 4epHOAPOOHO YBpexaaHe

ITonyXUBOTBHT Ha aMJTOIMTIHH € YAbAXKEH, a cToiHocTHTe Ha AUC ca no-BUCOKH NpPH MALMEHTH C
HapylueHa yepHoApoOHa QyHKLIMA; He ca YCTAHOBEHH NMPEenopbKH 3a Ao3upaHe. ClefoBaTenHo,
aMJIOAMNUH TpAORA Aa ce 3aMmouHe ¢ Hail-HUCKAaTa A03a K /1a Ce MPOSBY BHHMAHHE, KAKTO B HAYANOTO
Ha JICYHCHHUETO, TaKa H MNpH MoBHILAaBaHe Ha Ao3arta. [Ipu nauneHTyH ¢ Texkka YepHoapobHa
HEJOCTAaTBbYHOCT, MOXE /1a C€ HAJTOXKH DaBHO THTpHUpAHE Ha 103aTa U BHUMATEJIHO MOHUTOPUPAHE.

[launeHTH B cTapuyecka Bbh3pacT
[loBHIaBaHe Ha nO3aTa NPH NALMEHTH B cTapyecka Bb3pacT TpAOBa Ja Ce H3BBLPILIBA C BHHMAHHE (BXK.

TOYKH 4.2 1 5.2).

[MaumeHTH ¢ 616peyHo yBpexkaaHe
[Ipn TakMBa NaUMEHTH aMIIOAUTIMH MOXE Aa ce npusiara B o6u4aitHu no3u. IlpoMeHuTe B ia3MeHuUTE

KOHLCHTpPAaLUHH HA aMIOAHUINMTHH HE Ca 3aBUCHMH OT CTENEHTA Ha 61:»6{)6‘{HGTD YBPECXKIAHE, AMJTIOJHUINHH
HC MOXC 1a C€ AHAJIU3UpA.

Hatpu#
ToBa nekapcTBo ChABpPIKA MO-Manko ot | mmol Hatpuii (23 mg) Ha TabneTka, T.€. MOXKE [1a C& Kaxe,
ye [IPAKTHYECKU HE ChAbpPIKA HATPHIA.

4.5 BianmoaeHcTBHE ¢ APYFH JEKAPCTBEHH NPOAYKTH H APYrH POPMH HA B3AHMOAEHCTBHE

Egbﬂl(TH Ha ADVYIH NCKAPCTBCHK NPOAYKTH BHpPXY aMAOJHUITHH

CYP3A4 unxubumopu

EAHOBpEeMEHHOTO NPUIOKEHHE HA AMAOIUNKH CbC CHUAHU MU yMmepeHd CYP3A4 unxuburopu
(mpoTeazHy HHXHOUTOPH, A30/THH NMPOTUROrBEOUYHYU CPEACTBA, MAKPONUAH, KATO EPUTPOMHLIMH HIH
KIapHTPOMHLKH, BEparnaMiil HiIH JUITHA3EM), MOXeE 1a J0BEAE A0 3HAYHMMO YBEJIMUYBAHE Ha
€KCMO3IULHATAE HA aMIOAHTIMH, KOETO Ja TIOBHLLM pUCKA OT XMNMOTOHUA. KNHHUYHATA 3HAUYHUMOCT Ha
T€3U papMaKkOKMHETHYHH BapHaUUKM MOXE /1a € NO-H3pa3eHa MpH NalUeHTUTE B CTAPUECKa Bb3PAacT.
Tosa MOXKe 1a HANOXH KIMHUYHO APOCASaSBaHE U KOPEKLHUA Ha 103aTa.

CYP3A4 unoyxkmopu

[Ipy eaHOBpeMEHHO NMPUNOKEHHE HA U3BeCTHHU UHAYKTOpU Ha CYP3 A4 nnasmenara
KOHLIEHTpanu1a Ha aMJIOAUINHH MoXe Aa Bapupa. [lopaan ToBa KpbBHOTO HansAraHe TpsbOBa na
Ce MpocjeasBa v a ce OOMHCIN aaanTUPaHe Ha 103aTa KAKToO 1O BPEME, Taka U cliel
€AHOBPEMEHEH npHeM, ocobeHo cbe cunHu CYP3 A4 unaykropu (Hanp. pudaMnuimH, XbIT
KAHTAPHOH).

He ce npenopbusa ynorpeba Ha aMIOAMNMH ¢ rpeindpyT WiH coK OT rpeiindpyT, Thi KaTo NpH
HAKOH NAaUUeHTH OMOHATMHHOCTTA MOXE /1a CC MOBUILIK M Ja JOBeje NO 3aCH/IBAHE Ha
AHTUXHIIEPTEH3HBHUTE €EKTH.

Lanumponen (ungysun)
[Ipu >xupoTHM ca HabnOAaBaHM NeTalHa KaMepHa GUOPUNALIKA U CBPICHHO-CBHIOB K

C XHNCPpKAITHEMHKA Cl1€ NPpUWIOXKCHHUE Ha BEpalnaMH/l H MHTPABEHO3€H NAHTPOJICH. lll '
XHUIICPKATHEMHA, CE NTPENOPTERYUBA Ja €€ U30Area CAHOBPEMCHHOTO NPHUIIOKEHHNUE C A l’i
KAJILHECBHUTC K&HAJIM KaTO aMJIOAHIIHH MNpPH NAUHUCHTH, NPpEApa3snoNOXKECHH KbM Malurg

XHUNCPTCPMHUA M IPpH OB1aAABAHE HA MAJTHTrHCHA XHITCPTCPMHKA.




EdexTy Ha aMnoaMnuy BbPXY APYrd NEKAPCTBEHHW NPOAYKTH

E¢exTuTe Ha MOHIKABAHE HA apTEPHUATHOTO HAIAraHe Ha aMJIOAMIIUH C€ HACIArBAT KbM
MOHWKABALIMTE KPbBHOTO HAJIAraHe €(EKTH Ha APYTH JICKAPCTBEHH CPEACTBA C AHTUXHNEPTEHIHBHH
CBOHCTBA.

Taxponumyc

ChI1EeCTBYBa PHCK OT MOBHILEHH HUBA HA TAKPOIUMYC B KPBLBTA MPH €JHOBPEMEHHO MPHIOKEHHE C
aMJIOJIMIMHUH, HO PapMaKOKMHETHYHHUAT MEXAHM3BM Ha TOBa B3aUMOJACHCTBHE HE € HAITBJIHO MPOYUEH.
3a na ce n3berHe TOKCHUHOCT € TAKPONUMYC, NPUIOKEHHETO Ha AMJIOAWNUH Ha NalMEHT, NNEKYBaH C
TaKpOJIUMYC, U3UCKBA NPOCIEasBaHE HA HUBATA HA TAKPOAUMYC B KPBLBTA H NMPHA HEOOXOAUMOCT,
KOpPUrHpaHe Ha J03aTa Ha TaKpOJIUMYC.

Huxubumopu na npomeun, mapzemen 3a panamuyun (mITOR)

Wnxuburopure Ha mTOR kato cuponumyc, TeMcuponuMyc K eBepoiumyc ca cyocTpati Ha CYP3A.
AmnoaunuH e ciad nHxubutop Ha CYP3A. [lpu eanospemersarta ynorpeba Ha mTOR nHxuOuropu
aMJIOJHMITYH MOKE Aa NMOBULLY excno3uuuata Ha mTOR uuxuburopure.

Luxnocnopur

He ca npoexaaHd NpoyyBaHHUA 3a NEKAPCTBEHHW B3aUMOACHCTBHSA ¢ UMKIIOCTIOPHH H aMAOOUINH [Py
3paByu JOOPOBOJILM, WITH NIPH APYrH NOMyJaluMy, ¢ HIKIIOYEHHEe Ha NauueHTH ¢ 6b06peuna
TPaHCIIAHTALHA, KbAECTO ce HabmoaaBaT NpoOMEeHNHBH NoBriLeHUS (¢peaHo ¢ oT 0% no 40%) Ha naii-
HUCKHUTE KOHLIEHTPallMK Ha uuKkiocnopvH. Tpabsa na ce oOMUCIN MOHUTOpHpaHe HA HUBATa Ha
LMKAQCTIOPHH NPH NMauueHTH ¢ 6b0peyHa TpaHCnaHTallMa Ha JIeHEHHE ¢ aMIOAMITHH, 4 103aTa Ha
LIMKNOCTIOpHH TpsAOBa 1a ce HAMAIK cnopel HEoOX0AMMOCTTA.

Cumeacmamun

EnHOBpEMEHHOTO MHOTMOKPATHO rnpunoxeHue Ha 10 mg amnoaunuH v 80 mg CUHMBACTATHH € JOBENO
00 77% noBUIEHA €KCMNO3ULIMA HA CHMBACTATHH B CPABHEHHE ChC CAMOCTOATETHO [IPHJIOKEHHUE Ha
cuMBactaTUH. [IpH nauneHTH, NpUeMally aMNOAUITHH, 103aTa HA CHMBACTaTUH TpaOBa Aa ce
orpaHuyy 20 20 mg AHEBHO.

B knHHUUYHH Npoy4BaHUA 3a B3aUMOAEHCTBHUA aMIIOAWNUH HE MOBAHABA (papMaKOKHHETHKATA Ha
aTOPBACTATHH, AMFOKCHMH WIH BapdapuH.

4.6 PepruinTeT, (PEMEHHOCT H KLPMEHE

bpemMeHHOCT
be3onacHOCTTa Ha aMJIOAWITHH MO BpeMe Ha OPpEMEHHOCT MpPH Xopa He € YCTaHOBeHa.

B npoyuBaHHg NpH KHUBOTHH, IIPH BUCOKH N03U € HaOoaaBaHa penpoayKTHBHA TOKCHHHOCT
{(BX.TOUYKA 5.3).

[Ipunoxxenve no BpeMe Ha OPEMEHHOCT Ce NpenopbyYBa caMO KOraTo HaMa no-0e3onacHa ajaTepHaTHBa
1 Korato bonectra caMa no cede ¢ HOCH NO-roJidM PUCK 32 MAKKaTa M THOAA.

KtpmeHe
AMJITOAUIIHH C€ EKCKPETHPAa B KbpMaTa npH Xxopa. Hactra oT 103aTa Ha Maikara, nojiyyeHa

KbpPMaueTo, € H3HUKCIeHA C HHTEpKBapTHNeH aManasoH 3-7%, ¢ makcuMyM 15%. Ede
aMIOJMIIMH BBPXY KbpMayeTaTa € HeU3BeCcTeH. PellteHne, fany na ce npoabiku/np
HJIM Aa ¢€ MpOABJDKK/NPEKBCHE TeparuaTa ¢ aMaoAunuH TpaOBa fa ce B3eme, KaTo
[1oJ13aTa OT KbPMEHETO 34 ACTETO Y N013aTa OT TEPANUATA C aMJIOAHINHUH 332 MaiKa

DepTUIUTET




NoTeHLHATHMA e(eKT Ha aMNOAUNHH BbpXY depTunutera. [IpH e1HO npoyuBaHe MpH MbXoBe ca
YCTAHOBEHHM HEXENaHH e(eKTH BbpXY MBXKKHA depTunuTeT (BXK.TouKa 5.3).

4.7 Edekrs pbpxy cnocodHOCTTA 32 WodrpaHe H paboTa ¢ MaLIMHH

AMIIOJANNHH MOXKeE Ja NMOBJIMAe B cjlaba N0 yMepeHa cTeneH cnocobHocCTTa 3a modupaHe u pabora ¢
MALLMHKH, AKO NMalLHEeHTHTE, MPUEMALLM aMIOAUNKH, TIONYYAT 3aMalBaHe, riasobonune, ymopa unu
rajeHe, cnocoOHOCTTa UM Ja pearupar Moxe aa Obae HapyuieHa. [IpenopbuBa ce NOBUILEHO
BHUMaHHE, 0COOEHO B HAHANOTO Ha NEeUEeHHETO.

4.8 HexenaHu IeKAPCTBEHH peaKkUHH

O0obuieHune Ha npodusia Ha Be30nacHOCT

Haii-uecto cpoOl1apaHUTE HEXKENAHU pEeakUUK MO BpeMe Ha JIEYUEHHETO Ca COMHOJIEHTHOCT,
3aMagHOCT, rJ1aBofo/re, NAINMUTALIMY, 3a4UEpBABAHE, KOpEeMHA DONKa, rajieHe, OTOLIM HA IME3EHUTE,

OTOK 4 YMOpa.

TabauueH cNMCHK HA HEKENAHHTE peaKiMK
CnenHuTe HexXeNnaHH NEKapCTBEHM peakLvu ca Ouyin HabaroaaBaHu M cboOLtaBaHK MO BpeMe Ha

JIEYEHHETO ¢ aMJIOAMMNHUH ChC CeJHUTE 4ecTOTH: MHOro decTH (=1/10); yectn (>1/100 no <1/10);

Heuecty (= 1/1 000 no <1/100); peaku (= 1/10 000 ao <1/1 000); mHoro peaku (< 1/10 000); ¢
HEHU3BECTHA YecToTa (OT HATHYHHTE AaHHH He MOoXKe 1a Obae HanpaBeHa OLEHKA).

an BCAKO I'PYITMPAHC B 3aBUCHMOCT OT HECTOTAaT4, HOKCIAHUTC JICKAPCTBEHH PCAKLIMH CC HBGPOHBET

B HU3XOAALMU pel Mo OTHOWCHHE HA TAXHaTa CCPHO3IHOCT.

CHcTeMO-0opraHen Kaac

YecTOT2

Hexes1ann pPeaKllHH

Hapyumienus HA KPHBTA H
JTHMPHATA CHCTEMA

MHoOro peaku

JleBkoneHus,

TpOMﬁDI.lHTDI'IEH Ui

HapyumieHHA Ha HMYHHATA
CHCTEMA

MHoro peaku

ANEPruUHH peaKLHUH

Hapyumienunsn Ha
meTafoansmMa H XpaHEHETO

MHoro peaku

XunepriukeMus

IlcuxHunH HAPYIIEHHS HeuecTH Henpecus, npoMeHH B HACTPOEHUETO
(BKITFOUHUTENHO TPEBOXHOCT),
be3cbHuUe

Penku OO0BbpKaHOCT

Hapymenns Ha HEPBHATA Yectr COMHONEHTHOCT, 3aMasHOCT,

CHCTEMA rnapobonue {(ocobeHO B HAYANOTO Ha
NEe4YEHHETO)

HeuyectH Tpemop, aucreysusa, CHHKOM,

XHIIOCCTC3HA, NAapCCTCINA

MHoro peaku

XUNEPTOHHA,

nepudepHa HeBponaTHA

C HeH3BeCTHa

EKCTPB.I'IHPHMHI[HH HapyLUICAs

&

4eCcTOoTa

HapymeHns HA OYHTE HecTH 3pUTENHO HapylueHHe ( /A
AUILIONHNA)

Hapyuiennsa Ha yXoTO H HeuecTH lLlym B ymuuTe

JadHpHHTA

Cohpaeuns HapyluieHns YectH [TannuTaumn




Heuectu

ApPHUTMHS (BKNIOUUTETHO
Opaaukapaus, kKaMmepHa TaxuKapaus H
MpeAChPAHO MBXKAEHE)

MHoOro peaku

MuokapaeH HH)apKT

Coua0BH HApYIIEHHS YectH 3auepBsABaHe
HeuectH XHUNOTOHMS
MHoro peaku Backyaur
PecnupaTopHn, rpbaHH U YectH JHcnHes
MEIHACTHHAJIHKM HAPYIIEHHS Heueotn Kauuiuua, preuT
CromMamHo-upeBHM YecTH AbnoMuHanHa 6osika, rajgeHe,
HApYWEeHHS aucnencus, npoMsHa B obuyaiHara
NEPUACTANITHKA Ha MepBaTa
(BKJIFOMMTENTHO ZUAPHA W 3amnek)
Heuectn [lospbiiaHe, cyxoTa B ycTaTa
MHoro peakH [laHkpeaTHT, racTpuT, XUnepIa3ns
Ha BEHUHUTE
XenaToOHIHADHH MHOro peaku XenaTHT, XBJATEHHULAa, NOBULIEHH
HApYILIeHHA YepHOAPOOHU eH3UMU™

HapyleHHs HA KOXKATA H
NOAKOXKHATA ThKAH

HeuecTH

AJloneuns, nypaypa, npoMsHa B
LIBETA HA KOXKATA, XHMEPXHUAPO3a,
npypuTyc, 0OpHB, EK3aHTEM,

YpPTHKapHs

MHoro peaky

AHrMoeaeM, epuTeMa MyJTHPOPME,
€KCHONHATHBEH AePMATHT, CHHAPOM
Ha Stevens Johnson, orox Ha Quincke,
GOTOUYBCTBUTENHOCT

C "eu3BecTHA

TokcruyHa enMaepMalHa HEKPOAU3a

4ECTOTA
HapymeHHA HA MYCKYJIHO- YecH OTOK Ha rneseHa, MYCKY/MHH KpamIy
CKeJIeTHATA CHCTEMA H
CheANRHTETHATA THKAH HeuecTH ApTtpanrua, MmHanrus, 6onka B ropba
Hapymenns na 6b0peunTe u HeuectH HapyuieHo ypHHHpaHe, HOLLHO
NUKOYHHTE MLTHINA YPUHHpPAHE, YBEJUYEHA YECTOTA Ha

YPHHHpaHe
Hapymenns na HeuecTn UMNOTEHTHOCT, TMHEKOMACTHA
BL3NPOK3IBOAHTE/IHATA
CHCTEMA H IrbLPAATA
Ob61n HapymieHHS H ePeKTH MHoro OTok
HAa MACTOTO HA NMPHJIOKEHHE HECTH
Hectn YMopa, aCTeHMUA
HeuecTu ['pLaHa 6onka, 6onka,

HEPA3INMOJIOKCHHUE




HscaenBanus HeuecTH YBeIHUEHO TeNeCHO Terno, HaMAEHO
TEJIECHO Terno

*Haii-uecTo CBBLP3aHO € X0JICCTa3a

CrobluasaHe Ha MOAO3IUPAHU HEKENAHH PEAKLIUM

Cbol1aBaneTo Ha NOAO3UPAHU HEXKENAHHM PEAKLIMU Cliel pa3peluaBaHe 3a ynotpeba Ha NekapcTBeHHUA
NPOAYKT € BaXXKHO. TOBa No3BoJisBa Aa NPOABHKHY HabNKOACHUETO HA CHOTHOLUCHUETO NOJI3a/PUCK 34
JIEKapCTBEHHUA NpoAYKT. OT MEAULIMHCKUTE CNELHATIUCTH €€ H3UCKBA 1a cboOLIaBaT Beaka

noao3upaHa HexeraHa peakuus Ype3 U3nbnHUTEHA areHUds no nekapcerearta, yia.“damad ['pyes*
Ne 8, 1303 Codus, Ten. +359 2 8903 417, yebceaiiT: www.bda.bg.

4.9 Ilpeno3upane

OnuThT NpU XOpa ChC Ch3HATENIHO NIPEAO3UPAHE € OrPaHUUEH.

CHMITOMH

Hanvusute naHHU npeanonarar, 4e 3HaUMTENHOTO npeao3upaHe 61 MOIIIo Aa AoBeae A0 TexXKa

nepudepHa Ba30aUIATALMA U BEPOSATHO A0 pediexTopHa Taxukapana. CbobLaBaHo € 3a u3pa3eHa 1
BEPOATHO MPOXBL/IKHUTENHA CUCTEMHA XHITOTOHUA A0 WIOK, BKIOUKWTENHO oK ¢ daTaneH Hixoa.

Hekapauorenen 6enoapober oTok ce cpobiara paako KaTo nocaeaula oT Npeao3upaHe ¢ aMJIOIHITHH,
KOHWTO MOMKE J1a Ce NMpoABHY ¢bC 3a0aBeno Hauano Ha edexra (24-48 yaca cnel norabLIaHe) ¥ Aa H3UCKBA
M3KYCTBEHA BeHTHNaUMa. PaHHUTE peaHUMaLMOHHK MEPKHM (BKJIIOUMTE/THO HATOBApBaHE ¢ TEYHOCTH) 3a
noaabLpkaHe Ha nepdys3uara U cbpaeHHUa aeOUT MoraT Ja 6baaT yekopasauiy GpakTopHu.

JleueHue

KJIHHAYHO 3HaYMMAaTa XMIOTOHKA, Ab/DKALA ¢¢ Ha NPEAO3UPaHe ¢ aMAOAUINMH, H3UCKBA aKTHBHO
noaAabpKaHe Ha ChPACYHO-CBAOBUTE PYHKLHH, BKIIOUHTENHO YECTO MOHHUTOPHPAHE Ha ChpAeyHaTa W
auxaTenHara HyHKLUH, MOBAXIraHe Ha KpaHHHLUMKUTE W NOAABPKAHE HA UUPKYNATOPHHUA 00eM H
AHype3ara.

HPH YCJIOBHE, H€ HAMA NPOTHBONOKA3daHWA, 34 BHICTAHOBABAHC HA TOHYCA HA CBACBETE H KPBBHOTO
HaJIATaHe, MOXKC Aa € OT NOJI3a NPHITOAKECHHETO HA BA3OKOHCTPHKTOP. HHT’[’J&BEHOBEH KaJILHCB
FTHOKOHAT MOXKE Na € OT 10Ji3a 34 [IpCoa0AABaAHS HAa ECbEI(TB. Ha 6n1okana Ha KAJILHCBHUTC KaHAIIH.

B HAKOH cayuad MOXKe Aa € OT nonsa croMaliHaTa NpoMUBKa. [IpunoxkeHHeTo Ha aKTHBEH BBIEH NPy
3apaBu 4oOpoBoaLM A0 2 waca ciiel npueM Ha 10 mg aMNoannuH e nokalzano HaMansBaHe CTENEHTA

Ha a0copbuna Ha aMIOAMITHH,

TBH KaTO aMITOAMITHH C€ CBBbpP3Ba BHB BUCOK NPOUCHT € NNa3MCHUTC NPOTEHHH, JHANU3ATA BEPOATHO
HAMa Na UMa 110J134A.

5. ®APMAKOJIOTMYHM CBONCTBA
5.1 dapmMakoAHHAMHYHH CBOHCTBA

DapMakoTepaneBTUYHA PynNa:; KanuyueB: aHTarOHKUCTH, CEJISKTUBHH KAJIUHEBHUTE aHTArOKMCTH C
MPEINMHO CBHAOBO ACHCTBHE, AUXHAponHpuaAHWHOBH npou3soaHu. ATC xon: COS8CAOI.

(bnokep Ha 6aBHUTE KAHAIW WK AHTAroHMCT Ha KaJilMEBHA HOH) M NOTHUCKA TpaH
HaBIH3aHE Ha KaJUMEBH HOHM B KJIETKMTE Ha ChpAeyHaTa U ChAOBATA [JlaaKa My




CTCHOKAPAHUATA, HE € HAITB/IHO W3ACHEH, HO aMJIOAUIIHH HamanaBa 0010TO HCXEMHYHO HATOBAPBAHE
MO CAECAHUTE ABAa HAYMHA!

1) AMIOAUIUH rpeIM3BUKBa AUNIaTaLMA HA NEpU(epHUTE apTepUoJId 1 TaKa peayurpa obLoTo
nepuepHO CHNPOTUBNCHHUE (CIEAHATOBAPBAHETO), CPELlY KOETO chpueTo padoTu. Toil kKaTo cbpaeyHaTa
yeCTOTa OCTaBa cTabuiIHa, ToBa OTOpeMeHABaHe Ha ChPLETO HaMansABa €HepryuiiHaTa KOHCYMaLHs H
KMCJIOPOAHHMTE HYKAH Ha MHOKapJa.

2) MexaHM3MBT Ha JeHCTBAE HA AMAOAMIIUH CBIIO Taka BEPOATHO BK/IKOUBA AUNTATALIMA HA IaBHUTE
KOPOHApPHH apTepHH ¥ KOPOHAPHUTE apTePHONH, KAKTO B HOPMANHHTE, TAKA H B HCXEMHUYHHUTE
obnacti. Tasu aunaTalka NOBHLIARA AOCTABKATA Ha KMHCIOPOA HA MHOKAapAa MPH NAlHEHTH C
KOpPOHapeH apTepHaleH cnadeM (aHriHa Ha Prinzmetal unu BapUaHTHA CTEHOKApPAKA).

[Ipy nauMeHTH C XHNEPTOHUA, NPIITOKEHUETO €IHOKPATHO AHEBHO, OCUTYPABA KIIHHUMHO 3HAYHMO
NOHWKEHHE HA KPBBHOTO HAJIATAHE KAKTO B JIEFTHANIO, TAKA M B H3MPABEHO MONOXKEHHE, 32 MHTepBan ot 24-
yaca. [lopaau 6asHOTO Hawano Ha AeHCTBHE, OCTPATa XMNIOTOHUS HE € XapaKTepHa 3a NPHIOKEeHHETO Ha
aMJIOAWIIHH.

EQHOKPAaTHOTO ZAHEBHO MPHIOXKEHHUE Ha AMIIOAMIKH NPH NAUKEHTH CbC CTEHOKApAHS NMOBHILABA
o6L10TO BpeMe Ha QU3MYECKO HATOBAapBaHE, BPEMETO 10 HAYANIOTO Ha @aHTMHO3€EH MPUCTDBI U BPEMETO
3a aenpecus Ha ST-cerMeHTa ¢ 1| mm M HaMansARa, KakTO YECTOTATA HA CTEHOKAPAHHUTE NPHUCTBIH,
TaKa M npuema Ha TabAeTKU HUTPONTHUEPHH.

AMJIOAHITHH HE ce CBbpP3Ba C HHKAKBH METa0OIMTHH HEXKENAHH E«‘Cb'BKTH HJIH NMPOMEHH B IUVIA3MCHHUTE
JTHIMUAH H € NOAXOAALH] 3a JICHCHUC Ha NMALUEHTH € aCTMaAa, nuadet H Nnozarpa.

[IpuaoxeHne Npy NaLUMeHTH ¢ HexeMuuda 6onect Ha ¢cbpueto (MBC)

EdexkTHBHOCTTA Ha aMNOAMNHH 34 MPOPHIAKTHKA HA KIIMHUYHU HHUMACHTHU NPYU NALMEHTH C
ucxemuuna donect Ha cwpueto (MbC) e oueHeHa B He3aBUCUMO, MHOTOLIEHTPOBO, PAHAOMHU3UPAHO,
ABOHHO-CJIANO, mNaLedbo-KOHTPOIHpaHO KIMHMUYHO npoyusaHe npy 1997 nauneHTH: CpaBHeHHE Ha
aMJAOAUIHHE CNPAMO €HATIANPHI 34 OrpaHUuaBaHe Ha nosBarta Ha TpoMbo3a (Comparison of
Amlodipine vs Enalapril to Limit Occurrences of Thrombosis) (CAMELOT). Ot Te3u nauueHTH, 663
ca AeKyBaHH ¢ amnoaunuH 5-10 mg, 673 nauuenTy ca nexkysanu ¢ eHananpun 10-20 mg, a

655 nauHeHTH ca JIEKYBaHH ¢ nnauebo, B ZOMbIHEHHE KbM CTaHAapTHA TEPANHKA CbC CTATHHH, DeTa-
O0KepU, IUYPETHUM H ACTTHPUH, B NPOABKEHUE Ha 2 rOAHHHA. OCHOBHHTE PE3YATaTH 34
e(DMKACHOCTTA OT JIEYEHHETO ca npeactareHU B Tabnuua 1. Peaynrarvure nokasBar, 4e IEYEHHETO C
aMJIOJUIHH € CBBP3aHO € NO-MATKO XOCMUTATU3ALMHU 32 CTEHOKAPAKA M NMPOLSAYPH 34
peBackynapuzaums npu naumeHT™ ¢ UbC.

Tabanna 1. YecroTa HA 3HAYHMHUTE KAMHHYHH chOuTna npu CAMELOT

YecToTa Ha CbpAEYHO-CHAOBUTE CHOUTHA, AMIOJNIINYH crIpAMO
Opoit (%) nauedo
KoeduureHT Ha P -
KiHHHYHM CBONTHA AMNOAHUITHH [Tnhauebo Enananpun b

puck (95% JINM) croitHocT

[IbpBUYHA KpaiHa TOYKA
Hexxenanu cwpaeqHo-
CbAOBHY CHOMTHSA

OTaenHH KOMMOHEHTH

110 (16,6) 151 (23,1) 136 (20,2)

Koponapha 78 (11,8) 103(15,7) 95 (14,1)
peBacKynapH3aLms

XocnuTanusauma 3a 51 (7,7) 84 (12,8) 86 (12,8)
CTCHOKapaAHA

Hedaranen MU 14 (2,1) 19 (2,9) 11 (1,6)
HUucynr unu THA 6 (0,9) 12 (1,8) 8 (1,2)
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Tabanna 1. Hecrora Ha 3HAYMMHTE KIMHUYHH ¢BOHTHE npn CAMELOT

YecToTa Ha ChpACYHO-ChAOBUTE CHOUTHA, AMNOAWIIMH CTIPAMO
Opo# (%) nnaue6o
Knnunyuu cuburus AMIJIOAUMTHH [lnauebo EHananpun EE:S?;;ZH;;; cmf?':H-OCT
CbpaevyHO-Cba0Ba CMBPT 5 (0,8) 2 (0,3) 5(0,7) 2,46 (0,48-12,7) 0,27
Xocnuranu3aums 3a 3CH 3(0,5) 5(0,8) 4 (0,6) 0,59 (0,14-2,47) 0,46
[TpexuBsaH cbpAcUEH 0 4 (0,6) 1 (0,1) NA 0.04
apecT
Hosonosasuaa ce
nepudepHa cbaoBa 5 (0,8) 2 (0,3) 8(1,2) 2,6 (0,50-13,4) 0,24
Donect

Crkpauwenns: 3CH, sactolina cepaedHa HenocraTb4HOCT; JAM, porepurenen nHrepsan; MU, MuokapaeH
HHPApKT, TUA, TPaH3UTOPHH UCXEMHYHU aTaKH.

[IpunokeHune Npyu NAUKWEHTH ¢bC ChpAeUHA HEAOCTATEYHOCT

XeMOIHHAMHWYHH HU3CIIeBAHUA U KOHTPOIUPAHU KITMHHYHH NPOYyYBAHUA C PUIUYECKO HATOBApBaHe
[IPM NAaLMEHRTH CHC ChpAeHHa HeaocTaTbHHOCT Knac II-1V no NYHA nokazeat, ye HopBack He Boau
A0 KIMHMYHO BJIOLLIABAHE, OLEHEHO Ype3 ToJiepaHca KbM (PU3HUYECKO HaTOBapBaHe, (hpaKuMaTa Ha
M3TNIACKBAHE Ha JIABATA KaMepa H KIHHUYHATA CUMITTOMATHKA.

ILnanebo-koHTponupaHo KinHu4HO npoyusate (PRAISE), npeanazHaueHo 3a otleHka Ha MaLHEeHTH
cbC cbhpaedHa HegocTaThuHOCT Knac III-IV no NYHA, nonyuasaiy aurokcus, auyperium U ACE-
UHXKWOHTOPH, € noka3ano, ye Hopeack He BOAHM A0 NOBHINABAHE HA PHCKA 3a CMBPTHOCT WIH
KOMOMHHpaHa CMBPTHOCT M 3a00/1€BaEMOCT MPH ChpAEHHA HEAOCTATbYHOCT.

B npocnenssauio, AbArocpovyHo, miauedo-KkOHTPOIHpaHo KIHHHYHO npoyuBaHe (PRAISE-2) ¢
HopBack npu nauueHTH ¢bC chpaevHa HeaoctarbiHocT kiac IHI-IV no NYHA 6e3 winHH4YHH
CUMIITOMH MJIH OOEKTHBHY HAXOAKHU 32 Bb3MOXHA WM HATHYHA UcXeMuyHa BonecT Ha ¢hpLETO, Ha
nocrosHHHa Tepanus ¢ ACE-UHXHOUTOPH, AUrHTANKC W aKypeTHUM, HopBack HAMA edeKT BBPXY
obiuara crpaeuHO-Cha0BaTa CMBPTHOCT. [TpH chillaTa nonynauus, npunoxkenuero Ha Hopeack e
CBBP3aHO ¢ YBENHUEHa HecToTa Ha choduienns 3a HenoapobeH oToK.

HMsnuTBane Ha eueHHe 3a NPodUIaKkTUKTHKA Ha chpaeyved npucTen (ALLHAT)

[IposeneHo € paHaAOMH3HPAKRO, NIBOWHO-CANO, OLEHABalO0 3ab01eBaeMOCTTa H CMbPTHOCTTA
KJIMHHYHO NMpoyuBaHe — M3nuTBaHe HA aHTUXMMEPTEHIKBHO H JTMMUAONOHMMKABALLO JIEUEHHE 34
NpoQHNaKTHKa HA cbpAedeH npucThN (Antihypertensive and Lipid Lowering Treatment to Prevent
Heart Attack Trial) (ALLHAT), 3a cpaBHfBaHe Ha MO-HOBUTE JIEKAPCTBEHH TEPANHK: aMIOAHNUH 2,5-
10 mg aHeBHO (O10KEp Ha KanuneBHuTe KaHau) WK au3nHonpun 10-40 mg anesno (ACE-
MHXUOHTOP), KaTO TEPANUM OT TbPBA AMHHA, CIIPAMO JICHEHHE C THA3SHAHHUSA AUYPETHK XJIOPTANAKIAOH
12,5-25 mg AHEeBHO, NPH JIEKa A0 YMEPEHA XUITEPTOHMUA.

O61o 33 357 nauueHTH ¢ XMITEPTOHNA, HA BB3PACT 55 MOJHHU UJIH NMO-BBL3PACTHH, ca OHIU
paHIOMH3UpPaAHK K NpocieaeHH cpeaHo 3a 4,9 roauHu. [TauueHTyuTEe ca UMaNK Hal-MaikKo olle eaxH
puckoB ¢axkTop 3a UBC, BriitounTenHO npeaxoaed MHoKapaeH HHGApKT WIX HHCYNT (> 6 Meceua
Npead BKIIOYBAHE B MPOYYBAHETO) WM AOKYMEHTHpAHA APYyra aTepOCKIepoTHYHA KOPOHags o5
oonect (0bwio 51,5%), anaber Tun 2 (36,1%), HDL-C< 35 mg/dl (11,6%), neeokamep W HO ;75.
XHnepTpodus, IMarHOCTULIMPAHA ¢ eJIEKTPOKApAHOTpaMa WK eXxoKapauorpadeku (2 / ‘!é?\ 'rio
TIoOTIOHONYy1eHe (21,9%). g *6" % \ A
. f '
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[IbpBHuHaTa KpakHa ToUKa € cb4eTaHue oT gaTtanHa UbC unun HedaTaneH MHoKap;
3HAYMMAa pa3/IHKa B NbpBUYHATA KpailiHa TOUKa MEX/Y TepanusaTa ¢ aMNOAUNHH H

rmm@f

10




0,98 95% AU [0,90-1,07] p=0,65. Cpea BTOpHUHKHTE KPAHHH TOUKH, HECTOTATA HA ChpAEUYHA
HE0CTaTBYHOCT (KOMIOHEHT Ha ChCTABHATA ChPACUYHO-CHAOBA KPaiiHa TOYKA) € 3HAYUTEIHO No-
BHCOKA B rpynaTa Ha aMiOAMIIKHHA, B CpaBHEHHE ¢ rpynaTa Ha xjoptanuaoH (10,2% cpewy 7,7%,
RR 1,38, 95% JIM1 [1,25-1,52] p<0,001). Bece nak, HAma 3Hauuma paszjiika B obiara CMbPTHOCT
MEXIY TEpanHATa ¢ aMAOIUIIME W TepanuaTa ¢ xnoptanuaoH: RR 0,96 95% 11U [0,89-1,02] p=0,20.

[IpunoxxeHue npu aeua (Ha Bb3pacT 6 roAMHK U NoBeYe)

[Ipu npoyuBane, BrouBallo 268 neua Ha 8b3pacT 6-17 roauHK, NpeaUMHO ¢ BTOPHYHA XUIEPTOHUS,
CpaBHABaHETO Ha Ao3a oT 2,5 mg H 5,0 mg aMnoaunuH, ¢ nnauedo nokasea, Y€ W ABETE A03H
NOHMKABAT CUCTOJMYHOTO KPBbBHO HAIAraHEe 3HAYUTENHO NoBeue OT auebo. Paznukara Mexay
JBETE NO3H He € CTATUCTHUECKH 3HaYMMA.

Huarocpounute edpeKTH Ha aMIIOAMNKH BLPXY pactexa, nybeprera n o61oTo pa3BUTHE HE ca
MpoyuBaHu. JIbArocpoyHaTa €(pUKaCHOCT Ha aMNOAMIIHH MPH TEPAINA B IETCKa Bb3PacT H 3a
HaMaJ/IABaHe HA ChPACHYHO-CbA0BaTa 3aD0/1eBaeMOCT H CMBPTHOCT NPH BH3PACTHH ChIHO HE €
YCTAHOBEHA.

5.2 @apMakOKHHETHYHH CBOHCTBA

AbGcopbuus, paznpenencHye, CBbP3BaHE C NIA3MEHUTE MPOTEHHU

Chnen nepopalHo NPHIOKEHHE HA TEPANEBTHYHH A03H, aMJIOAUNIMH ce pe3opbupa nobpe, kato
MAaKCHMaSIHHTE M1a3MEHH KOHLIEHTPALIMK ¢e gocTHrar Mexxay 6-12 vyaca cnen npuemMa. YCTaHOBEHO €,
ye abcontoTHaTa OHOHANTHYHOCT € Mexay 64 u 80%. ObeMbT Ha pasnpeaencHue € NpUOIH3IUTEIIHO

21 Vkg. JlaHHHTE OT 1n VItro Npoy4yBaHUs NOKa3BaT, ye npubauzurento 97,5% ot uupxynupaiuus
aMJIOJIMIIMH € CBBP3aH C TUTa3sMEHUTE NPOTEUHH.

AGCOPGHHHT& Ha aMJIOAHITHH HE CC BJIMAC OT pHEMA Ha XpaHa.

Buompancgopmayus/enumunupane

KpalHHAT raa3MeH noayausoT € 0koJio 35-50 vaca u ce a0cTyra npd € JHOKPATHO AHEBHO
npunoxenue. AMIOAUNMKH ce MeTabonn3npa B 3HaUUTEINIHA CTENEH OT YepHH Apod A0 HEAKTUBHM
MeTaboNMTH, KaTo B ypUHaTa ce ekckpetupat 10% ot nekapcTBoTo B HenpoMeHeHd BuA ¥ 60% ot
MeTabONHTHTE.

Yeproopobro yepeoicoare

HanuyHu ca MHOrO OrpaHH4eHH JaHHH 34 PUI0XKEHHETO Ha aMJIOJUITHH NPH NaLUeHTH ¢
yepHoApoOHO HapyweHue. [TauueHTHTe ¢ YepHOAPOOHA HEAOCTATHYHOCT HMAT MOHWXEH KIIUPBHC HA
aMNOJMIKH, BOAELL A0 MO~ABBT MONY)KUBOT M noBuwaBaHe cCToOWHOCTUTE HA AUC ¢ npubnusurtento
40-60%.

Cmapuecka ev3pacm

BpeMero 3a goCTHraHe Ha MaKCUMAaJIHU T1a3MEHHU KOHLIEHTPALIMK € CXOAHO NMPH UHAWBUAHU B
cTapyecka Bb3pAacCT Y MTO-MJIAAH HHAUBUAM. [1pH NalMEHTHUTE B CTapUYECKa Bb3PACT, KIHPHHCHT Ha
AMJIOAMITHH € C TEHIEHLMS KbM HaMalsaBaHe, KoATO BoAU A0 yBeauuaBaHe HA AUC U Ha
eNTMMHHAUHOHHUS NonyKHUBOT. HapactBanero Ha AUC ¢ Ha enMHHAUMOHHUSA NOAY)KUBOT NPH
NaLUMEHTH ChC 3aCTOHHA ChpJEYHA HEOCTATHHHOCT € DU0 criope] O4aKBaHOTO 3a ChOTBETHATA

Bb3pacToBa rpyna.

Heouampuuna nonyrayus
[poBeaseHo € nonynaunoHHO GapMaKOKUHETUUHO NIPOYUBaHe NPH 74 aeua ¢ XUNepTOHULMFHT
ot | 10 17 roavuu (34 nauMeHTH Ha Bb3pacT oT 6 40 12 roauHu ¥ 28 nauMeHTH Ha Bb3
13 no 17 roauuu), noayvyapaiiy aMmJaoaUMnuH B 1031 Mexay 1,25 mg n 20 mg, npuemat
WIH ABYKpaTHO AHEBHO. [Ipn aeuara ot 6 A0 12 roanHu H npu 1oHowwTe oT 13 no 17fr,

)
4

urausuauTe. ChoblueHnTe JaHHH NMPH Aeua nod 6 roMHHU ¢a OrpaHH4YEHH.
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5.3 Ilpeak/IHHHYHH JaHHH 32 0e30MaCHOCT

Penpooykmuena mokcuunocm

PenpoayKTHBHH NpoyyYBaHus MPHU IUIbXOBE U MULLIKH MOKA3BaT 3aKbCHABAHE Ha JaTaTa Ha pakJaHe,
YAb/IXKEHA MPOAb/IKMTETHOCT Ha PaXkJ1aHEeTO U HaMaJleHa )KM3HECNOCOOHOCT Ha MOTOMCTBOTO TPH
A03H NPUOAU3UTENHO S0 MBTH MO-BUCOKH OT MAKCHMAJTHUTE NMPENOPBUYUTEHH 103U NMPH XOpa,
H34MKciIeHH Ha 0a3a mg/kg.

Hapywenusa 6ve chepmunumema

Hsama edekt BbpXy (pepTHIMTETA HA TIBXOBE, TPETHPAHHU C aMJIOJIMMUH (MBXKKH - 64 THH M )KEHCKH -
14 nHm npeam orioxkaane) B 103 a0 10 mg/kg/aen (8 nbTu™ no-BUCOKM OT MakCHUMaJiHaTa
npenopbuYMTesIHa 3a Xopa a03a ot 10 mg Ha 6a3a mg/m?). B apyro npoy4BaHe npu ribXoBe, MNpu
KOETO Mb)KKH IJIbXOBE Ca TPETHUPAHU ¢ aMmioaunuH O6e3unar 30 qHM, ¢ 103a CpaBHUMA C J103aTa Npu
XOopa, u3uMciieHa Ha 6aza mg/kg, ca ycTaHOBEHH MOHHKEHHU IJ1a3MEHHU (DOJIMKYJIOCTUMYJIMpalil
XOPMOH W T€CTOCTEPOH, KAKTO M MOHMMKEHH IMJ'bTHOCT Ha cnepMara U Opoi

Ha 3peJIK CIIepMaTH/IM U CEPTOJTMEBUTE KJIETKM.

Kapyunoeenesza, mymazenesa

Hsima naHHM 3a KapLUMHOTEHHOCT TMPH IUTbXOBE U MULIKH, TPETUPAHH JIBE MOJIMHU C aMJIOJIMITHH B
JIM€TaTa B KOHUEHTPALIMH, U3YHUCJIEHH [1a OCUTYPAT JAHEBHU 1030BH HUBA OT 0,5, 1,25 u 2,5 mg/kg/nen.
Haii-Bucokara 103a (npy MHULLKH - OJ1M3Ka 10, a NPH TUIBLXOBE — 1Ba MbTH™ MO-BHCOKA OT
MaKCHMaJIHaTa NpenopbYHuTe/IHa KIMHUYHA 103a oT 10 mg, u3uucieHa 3a mg/m?) e 6una 61u3ka 10
MaKCHUMAaJIHO JI0MYyCTUMATA /1032 32 MULLIKH, HO HE H 3a IJIbXOBE.

[IpoyuBaHMs 32 MyTareHHOCT He M0Ka3BaT JIeKapCTBEHO-00YCI0BEHH €(PEKTH HUTO HA FT€HHO, HUTO Ha
XPOMO30MHO HUBO.

* u3umcJieHa 3a nauueHTH ¢ terjio S0 kg

6. PAPMALEBTHYHHU JAHHHA

6.1 ChnHcbK HA NOMOIIHHTE BelllecTBa

5 mg tabneTkH

MMUKpOKpHCTA/IHA LEY1034a,
KaJiuueB XuaporeHdochar 6€3BOAEH,
HaTPHUEB HULLECTEH IIMKONAT THN A,
MarHe3ueB cTeapar.

10 mg TabneTku

MHUKpOKpUCTaIIHA LIeTyJ1034,
kanuueB xuaporendocdar 6e3soaeH,
HaTPUEB HUILECTEH IIMKOAT THII A,
MarHe3ueB cTeapar.

6.2 HecbBMecTHMOCTH
Henpuaoxumo.
6.3 Cpok Ha roaHoct

5 mg TabseTKH

4 ronuHHU
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10 mg Tabnerku

4 roguHHU

6.4 Coenna/ilHH yC/JIOBHSl HA CbXpPaHEHHe

5 mg TabaeTku
Jla ce cbxpaHsaBa noa 25°C

10 mg TabaeTKu

Ila ce cvxpanssa noa 25°C
6.5 Jlannwu 32 onakoBKaTa

5 mg TabJeTKH

baucrepu or PVC-PVDC/anymunaueBo ¢onmo, coabprkaiud 4, 10, 14, 20, 28, 30, 50, 60, 98, 100, 300,
500 TabneTku

baucrepu or PVC-PVDC/anymuuuneBo ¢osimo B kaJleHAapHH ONakOBKH, CbAbpKallM 28 U 98 TabneTku
Ennonososu 6aucrepu ot PVC-PVDC/anymuuueo ¢onuo, cpabpxkaiuu S0x1 u 500x1 Tabnerku

10 mg TabneTku

baucrepu or PVC-PVDC/anymunueBo donmo, cbabpkamu 4, 10, 14, 20, 28, 30, 50, 60, 90, 98, 100,
300, 500 Tabnerku

baucrepu ot PVC-PVDC/anymunneBo ¢onuo B KaJIeHAAPHH ONAaKOBKH, ChAbpKally 28 U 98 tabieTku
Enxono3zoBu 6aucrepu ot PVC-PVDC/anymunueso ¢onuo, crabpkai S0x1 1 500x1 rabnerku

He BCHYKHM BHIOBE ONAaKOBKH MoOrar ja 0b/1aT nycHaTH Ha rnasapa.
6.6 ChneunajHH npeanasHu MEPKH NPH H3XBbpPJIsHE

Heu3noa3BaHUAT NPOAYKT HJIM OTNAbYHUTE MaTepHaIH OT HEro TpsAOdBa aa ce U3XBBLPJIAT B
CbOTBETCTBUE C MECTHHTE U3UCKBAHHUS.

7. IIPUTEKATEJ HA PASPEIIEHUETO 3A YIIOTPEBA

Upjohn EESV
Rivium Westlaan 142
2909 LD Capelle aan den IJssel

Hunepnanaus
8. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

20000435
20000436

9. JIATA HA ITHPBO PA3ZPEIIABAHE/ITOJJTHOBSBAHE HA PA3PE
YIIOTPEBA

Jlata Ha mbpBO pa3pewiaBane: 05 aHyapu 1993 r.
JlaTta Ha nocneaHo noaHoBsaBaHe: 15 mapt 2013 r.
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10. JATA HA AKTYAJIM3UPAHE HA TEKCTA
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