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KPATKA XAPAKTEPHCTHUKA HA ITPOJIYKTA

HME HA JTEKAPCTBEHMS ITPOAYKT N A
TEVANOR 5 mg tablets ONOBPEHO!
TEBAHOP 5 mg Tabnerku NATA 3. OG- 081

KAYECTBEH H KONITHYECTBEH CbCTAB

Besika TabieTka Chanpka aMIOAKIHAOB Ge3uiaT, eKBMBAJICHTEH HAa 5 mg aMJIOAHNHH (Amlodipin)

3a IBJIHHUS CMUCHK Ha TOMOLHHUTE BEILECTBA, BHKTE TouKa 6.1,

JIEKAPCTBEHA ©®OPMA

TabneTkn. |
5 mg: Genn, KPBIY, leko W3BKUTH TableTky ¢ rpaBHpad “AB 5™ or efiHaTa CTpana, UMCTH OT APYTaTA.

KIHMYHA JAHHHA
TepaneBTHYHH HOKA3ZAHESA

XvuneproHudHa OonecT.
XpoHnyHa crabwina U Ba3ocmacTHIHa cTeHoKapaud (4ngina pectoris).

J1o3HpoBKa H HAYHH HA NPHIOKEHHE

3a nepopanHo npunokenue. Tabnerkara Tpadsa Ja ce npueMa ¢ HAKAKBa TCTHOCT (Hamp. uama Boja),
¢ WM 6e3 XpaHa.

Bwapacmnu

HaganHaTa 0323 33 JeUeHNe Ha XMIICPTOHHA M CTSHOKApAHd € 5 mg BEAHBX JHEBHO. AKO JKEIaHHAT
TepanepTHueH e(ekT He ObJe MOCTHTHAT B PAMKHTE Ha 2 A0 4 celIMHLUM, f03ara MOke Aa Obae
[IOBHIIIeHa A0 MakcHMaiHa ao3a 10 mg queBHo (ZasaHH KaTo €AHOKPATHA no3a), B 3aBUCHMOCT OT
HHAMBUAYANHMA oTroBop Ha naipeHta. TEBAHOP 5 mg Tabnerkm MoXe na ce H3MON3BA KATO
MOHOTEpanus WiM B KOMOHHaLMA ¢ ApYTH aHTH-aHIHHO3HHM NMPOAYKTH MpH MALNCHTH CTPajAIlH OT
CTEHOKapAus.

Heya u onowu (ned 18 zo0uuna ee3pacm)
He ce npenoprusa ynotpebaTa Ha TEBAHOP 5 mg rabneTkd Ipa A€la H FOHOLIH (nop, 18 roauuHA
BBE3pACT), MOpaiH HeAOCTATEYHH JAHHH 3a 6€30MacHOCTTA H e(hHKaCHOCTTA.

Iayuenmu ¢ cmapuecka 8b3pacm |
3a DALMEHTH B CTapYecka Bh3pacT c¢ MpenopbyBa HOPMAIHATAa 1034; BCE NaK MpH NOBAIIABAHC Ha
no3ara e HeobXoANMO BHUMAaHKE (BiK. TOUKa 5.2).

ITayuenmu ¢ 6vbpevuno yepedicoane
Tipenoprusa ce HopMaNHaTa A03upoBka (BK. Touka 5.2). TEBAHOP 5 mg He ce qHanu3upa. TpadBa
f1a ce TpIIara ¢ ocofeHo BHUMaHKE MPH MALMCHTH HA INanu3a (BXK. TOUKA 4.4),

ITayuenmu ¢ vepnodpobro yepescoane
Ilpu nanwenTy ¢ yepHOAPOOHO yBpekAane He ¢ AehHHHpaH [QZ0h, plds

4§ BloPagn TOBa aMIIOIHITHH
TpaGBa A3 ce Npuara ¢ BEUMaHue (BX. Touka 4.4). \
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IIpoTHBOROKA3AHHS

TEBAHOP 5 mg e npoTHBROIIOKa3aH ITPH NMAIMEHTH, CTpaaaliy oT:

- CBPBXYYBCTBHTENHOCT KbM AMIIOAMNHH, APYTH AUXHAPONMPHAMHA HIH KbM HAKOE OT MOMOIUHHTC
BEIICCTBA

- TEXKKA XMIOTOHUA

- IUOK, BKIIOYHTENHO KapaHOreHeH MoK

- CBPAEYHA HENOCTATHYHOCT CJ1e] OCTEP MH(APKT Ha MHOKapAa (Tipe3 MbpBuUTe 28 AHH)

- BHCOKOCTENEHHA aOpPTHA CTEHO32

- HecrabunHa cTeHokapaAna (angina pectoris).

CrenHaJny npesynpexaeHns o HpenasAd MepKH NpH ynotTpeda

TEBAHOP tpsa6sa na ce mpuiara ¢ MNOBHIIEHO BHUMAHME THPH NAaUMEHTH CBC ChpACHHA
HepocTaTsyHocT. He ca HAMMYHY AaHHM NOAKpensdmy ynotpedaTa Ha aMJIIOAMITHH CAMOCTOATENHO, 110
BpeMe Ha MM B paMKHTe HA ITbpBMTE Mecelyd Cliel MHOKapACH uHdapkr. besonacHocTTa H
eHKaCHOCTTA Ha AMJIOAMITHH N0 BpEMe Ha XMIIEPTOHHIHA KPH3a HE C& YCTAaHOBCHH.

Vnompeba npu deya u wonowu (nod 18 2o0dwmuna ev3pacm)
TEBAHOP ne tpabBa Aa ce mpuiara [IpH Aena, Nopaad HeJoCTaTh4eH KIMHUYICH OIHT.

Vnompeba npu nayuernmu 6 cmapuecka 8b3pacm
Ipu nalMeHTH B CTapdecka BE3pacT ce Npernophisa BHIMAaHKUE NPH MOBHIIABaHE Ha 103aTa (BXK. TOUKA

5.2).

Vnompeba npu nayuenmu ¢ 6v6peyno yspeicoane
TEBAHOP He ce mnamupa. TEBAHOP Tpsafea ga ce npunara ¢ 0cobeHO BHHMAaHHE NPU NALHCHTH
Ha AMaK3a.

Ynompe6a npu nayuenwmu ¢ HapyuieHa 4epHoopobra QyHKkyus

TepMHHATHHAT TOMY-KUBOT Ha AMJIOAVIIHH IPH MNAlHCHTH ¢ HapylleHa yepHOApoOHA (yHKIHMA €
YABDKEH, TPEenopbKH 3a JO3HpaHe BCce Olle He Ca YCTaHOBCHH. 3aToBa MpH TE3W MAITHEHTH
aMJIONMITMH TPAOBa [1a Ce mpHiara ¢ BHUMaHHe.

VYnompe6a npu nayuenmu cvC CopOedHa HeooCmamvinocm

[auueHTHTE, CTPAfAIlH OT ChbpAEYHA HEAOCTATHHHOCT TpaGBa ma ObaaT NEKyBAHH C BHHMAHHC.
ILArOCPOYHO M3MUTBAHE HA MALMEHTH ¢ TEXKKA ChPACYHA HEAOCTATRYHOCT (NYHA xnac III u IV)
IOKa3a MOBHMIIEHA YeCTOTa Ha OenoapobeH OTOK MpH MAUMEHTHTE JCKYBaHH C aMJIONHMIIHH, B
cpaBHEHHe ¢ rpynara ¢ nnauebo. Bee ak TOBa He NI0Ka3a BIOWIABAHE Ha ChPACIHATA HEOCTATHIHOCT
(BX. TOUKa 5.1).

BianmoaeiicTBHE ¢ APYTA JEKAPCTBEHH NIPOAYKTH H APYTH OpPMH HA B3aAMOeliCTBHE

Edpexmu na Opyau nexapcmsery npooyKkmit 6bpxy aMAoOunuHs

Waxuburopu Ha CYP3A4: [TpoyysaHe npH MAalKEHTH B CTAPHUECKA BB3PACT IIOKA3a, He AWITHAICM
uHxHbHpa MeTaGonu3zMa Ha aMJIONMIIHH, BEPOATHO IOCPECACTBOM CYP3A4, thii KaTo nnasMeHaTa
KOHLIEHTpalMsa ce NMoBHuaBa ¢ npubnusurenHo 50% u eQexThT Ha AMIIOAMIIHH € YBETHICH. He Moxe
na 6ple M3KIIOMEHO IOBHINABAHETO HA IUIA3MEHATa KOHLEHTPalWsd Ha amjIOfHIIHH OT ApyTH
uaxuburopy Ha CYP3A4 (kaTo KeTOKOHA30N, HTpPaKOHa3oll, HIV-npoTea3sHH HHXHOHTOPH,
KNAPATPOMALINH, EPHTPOMHLIMH, TEAUTPOMHIMH K Hedasonon). B ciTyuad Ha MOLIHH MHXHOHMTOpH Ha
CYP3A4 kaTo KETOKOHA307, HTPAKOHA30/1 WIM PHTOHABMP KOHLEHTpalMATa Ha aMJIOJHITHH MOXKE Ja

CYP3A4 (wanp. puaMmuLMH, XBAT KaHTApPHOH, JICKCaMETa3OH, // (R f
KapbaMasenuH, HepupamMH W pupaGyTu) Ebpxy amtomunuH. EXHpEpoMorSiuptigiiaipHic e
BEIMOXHO Ja JOBede A0 HaMaldBaHe Ha [U1asMcHaTa KOHLICHY T e 13

koMGHHHpaKe Ha aMonomMH ¢ HHAYKTopH Ha CYP3A4 e HeoOxonnMa



Egpexmu na avnodunun vpXy Opy2u 1eKapCmeenu npooyxkmu

AMIOAMINAA MOXe [a MNOTCHHMpa AHTHXWICPTCH3UBHHA edekT Ha IpYT# JICKapCTBEHH MPOJYKTH,
KOMTO NOHMKABAT apTEpPUANHOTO HansraHe (HampHMep Oera-aJpeHOPELCHTOPHH 6nokepu, ACE-
MHXUGHTOPH, anda-1-Gnokepy M AuypeTHH). IIpH MalMEHTH ¢ INOBHIICH PHCK (kaTo HanmpuMep cnen
uHGApKT Ha MHOKaplia) KoMOHHaLmMATA OT GJI0KepH Ha KA/IUMEBHTE KAHAIM C beTa-aapeHOpELEIITOPHH
GroKepH MOXe JIa JOBEAe JO ChpAEUHA HENOCTATBYHOCT, XHIIOTOHHA 1 (HOB) MMOKap/ICH HH(apKT.

B wiMHAUEH M3OMTBAHMA 33 B3aHMOMNEHCTBMA, AMJIONMNMH He TOBIMA (PAPMAKOKMHETHMHHTE
CBOMCTBA HAa AaTOPBACTATHH, AMTOKCHH, BapQapHH WIH IHKIOCTIOPHH.

AMIOIMIIMH He npoMeHst J1JaDOpaTOPHUTE NOKA3ATEIH.

CoKET OT rpeHndpyT HiMa ChIeCTBeH edeKT BEpXy GapMaKOKMHETHKATA HA AMIIO/THITHH.

4.6 bBpemMeHHOCT H KbpMeHe

Bpemennocm

Hsma RocTaThUHC AaHHY 32 yrotpebara Ha aMiOHIIMH NpH OpEeMEHHY XCHH.

[TpoyuBaHMATA MPH XKMBOTHH NMOKA3BAT PEMPONYKTHBHA TOKCHYHOCT TPH BHCOKH 03K (BX. TOYKA
5.3). [ToTeHIUMAIHUAT PUCK MPH XOpa HE € H3BECTCH. TEBAHOP sue TpabBa fa ce U3Moa3Ba No BpEME
Ha GPEMEHHOCT, OCBEH aKO TepaneBTHYHATA M0/13a MPEBHIIABa MOTCHUHATHHA PHCK OT JIEYCHHETO.

Kvpmene

He e mapectHo aamu TEBAHOP ce ekckperupa B kbpMata. Ilpenopsyea ce CHpaHe Ha KbPMEHETO MO
speme Ha JiedeHuero ¢ TEBAHOP.

4.7 EdexTr Bbpxy cniocoGHocTTa 32 MopHpaRE H paGora ¢ MAIIUHH
He ca npoBeKIaHM NPOy4BaHHA 33 e(eKTHTE BBPXY CTIOCODHOCTTA 32 wodupate ¥ pabora ¢ MalIHHHU.
[Ip nauMeHTH cTpajal OT 3aMaiiBaHe, riaBobomHe, OTMAAHANOCT HIM TaJCHC crniocoOHOCTTA 32
peakIidA MOXe [ia € HapyIICHA.

4.8 HexelaHH JeKAPCTBCHH PEaKIHH
Muoro uecti: >1/10

YecTH: >1/100 u <1/10

HeuecTH: >1/1000 1 <1/100

Penku: >1/10 000 and <1/1000

MHoro peaxn: <1/10 000, ¢ HeW3IBECTHAa YECTOTA (He Moxe na Obae H3UHCICHA OT HAIHYHWTC
NaHHH)

Hapywenus na Kpvema u AumM@GHama cucmema
MHOro peaKH: JICBKOMIEH!A, TPOMOOLIHTONEHHUS.

Enooxpunnu HapyuteHus
HeuecTH: riIHEKOMACTHA.

Hapyuenus na memaboauzma u xpanenemo
MHOro peiKi: XHNeprivKeMHs.

Hewxwanu napyuienun
HeuecTu: HapylieHHA Ha ChHA, Pa3APasSHUTENHOCT, ACTIPECHA.
Penku: 06BpKBaHe, NPOMESHH B HACTPOSHHETO, BKITIOUATENHO TPEBOKHOCT,

Hapywenusi na Hepsrama cucmema
YecTn: T1aBoGoue (0cOGEHO0 MPH 3aN0YBAHE HA JIEYEHHETO), COMHOISE aMaane, cnabocr.

Heuectn: ¢u3HYECKO HEPa3NMOMOKEHHE, CyXOoTa B YCTaTa,
M3MOTABAHE.

Peaku: NpoMeHH BHB BKYyCa,
Muoro peakd: nepudepHa HEBpONATHA.



Hapywienust na oxomo:.
HeuecTH: 3pHTENHN HApYLICHMA.

Hapywenus na yxomo u 1qbupunma
HeuecTH: IITyM B YIIIHTE.

Crpoeunu Hapyuenun

YecTn: NaINUTALHH.

HedecTH: CHHKOI, TaXHKapaua, 601xa B rbpHTe, BIOIIABAHC HA CTCHOKApAMA (MOXke na ce MOABH
MpH 3ano4YBaHe HA NIEYCHHE).

[Tpu naumenrs cbe 3afomaBase Ha KOpPOHApHHTE apTepHH Ca chOOUIEHN H30JMpaHd CITydad Ha
HHPApKT Ha MHMOKapJa, ApHUTMHHM (BKIIOYMTEIHO €KCTPAacHCTONH, KaMCpHA TaXHKAPOWA,
GpaguKapA¥a W NMPEACHPAHH apUTMHHM) H anginap ectoris, HO ACHa Bpb3Ka C aMJIOAHIIHH HEC ©
YCTaHOBEHA.

Couo08u napyuienun
HeuecTH: XMNIOTOHUS, BACKYJIHT.

Pecnupamopnu, 2pvOHY U MEOUACMUKATKY HOPYWEHUA
HeuecTn: apcrnues, pHHUT.
Muoro peaku: Kaluidiia.

Hapyuenwn na cmomMauo-upesrun mpaxm

YecTH: TalieHe, JUCTICNCHA, KopeMHa fonka,

HeuecTH: NoBpbILaHEe, JnapHd, KOHCTHNALMSA, THHIHBAJIHA XHIICPIIIa3HA.
MHOTO peAxH: raCTpHT, NIAHKPCaTHT.

Xenamo-bunuapru Hapyuwenun
Penxu: NOBHIIEHY YePHOApOOHT €H3HUMH, JKBJITCHHLA, XETATHT.

Hapywenus na xosicama 4 ROOKOICHUME MbKaHU

MHOTO 4eCTH: OTOK Ha INIE3EeHHUTE,

YecTH: 3auepBsiBaHe Ha NHLIETO ¢ YyBCTBO 32 TOILIMHA (0coBGEeHO B HAYANOTO HA TEPANKATA).
HeuecTH: eK3aHTeM, TIPYPHTYC, YPTHKApHS, A0S, TPOMAHA B UBETA Ha KOXKATa, ITypITypa.
MBHoro peaxky: aHrHOCAEM.

MMa chOOILEHHMS HA M30JHPAHH ClIyayad Ha QIepruvHd peakumy, BKFOWWTENHO erythema
exsudativum multiforme, ek(poNHaTHBEH ASPMATUT H CHHAPOM Ha Stevens-Johnson.

Myckyno-cxenemnu HAQPYUIEHUA ¥ HADYULEHUA KA CHEOUHUMERHAMA MBKAH
HewecTy: MycxyJIHH KpaMiy, 60iKka B repba, MHAMHA ¥ apTpaiIrii.

Hapywenus na 6v0peyume u nRuUKoOwHumMe omuiya
HeuecTH: YecTO YPHHHpPAHE,

Hapyuuerus Ha 6b3npOUIE00UMERHAMA CUCTNEMA U 2vpoama
HevecTH: UMNOTEHTHOCT.

Obwu RapyUIeHUA U HAPYWEHUR HA MACTMOMO HA RPUAOJICEHUE
HeyecTH: NOBHILABAHE WIM HAaMAJIABaHE Ha TeJICCHOTO TEIJIO.

4.9 Ilpepo3upane

Ipu Xopa MMa MATBK ONKT C TPEIYMUILIEHO NPElo3UPaHe HY/aR YORATIEJAgaNHHTE NaHHE
nofckassar, ue npegosupaHero (>100 mg) Moxe na AOBE SN :
Ba3OAMJIATALAS, [TOCTEBaHa OT NojauepTana H NPOAB/DKHTEIHA GHE4T S-SV T ROR
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KJHHHYHO 3HaUMMa XMIIOTOHMSA, KATO PE3yNTAT OT MpPENO3HPaHE C aAMJIOMMIHH H3MCKBA AKTHBHO
NOoAbpKaHe Ha CHPAECYHO-CBAOBATA CHCTEMA, BKMIOYBAILO YECTO MOHHTOpHpaHe Ha CHpACHHATA W
OenonpobHa (yHKIMM, TOBIMIraHe Ha TOPHMTE M JACNHUTE KpalHHMIM, MOHHTOpHpAaHE Ha
HMPKYNHpalius obeM TeMHOCTH U JHYype3aTa.

ITpunaraseTo Ha Ba3OKOHCTPHKTOP 61 MOr/Io Na 6bac edeKTHBHO NPH BB3CTAHOBABAHE HA ChAOBHA
TOHYC MpPH YCIOBHE, Y€ YNOTpedara My He € MPOTHBOMOKazaHa. MHTpaBeHO3HOTO NPHIOKEHHE Ha
KAIHCB TVIIOKOHAT MOXE [1a € MONC3HO 3a nMpeMaxBaHe Ha €deKTHTe oT ONoKazaTa Ha KallHeBHTe
kaHanH. B Hikon cnydau moxke Ou Wie ¢ noneseH cromaineH japax. [Ipu 3npass KoGpoBomM e
YCTaHOBEHO, Y¢ MPHIAaraHeTO HA AKTHBEH BBIJICH JIBa 4aca ciiej npHeMaHeTo Ha 10 mg aMnoaunms
HaMalABa CkopocTTa Ha abcopbumara My. Twit KaTo aMJIOOHITHH ce CBLP3Ba B roiAMa CTEIEH C
MIa3MEHUTE TIPOTCHHM, JHATH3aTa BEPOATHO 1€ HMAa MATEK (eKT.

DAPMAKOJIOIHTYHH CBOYMCTBA
DapMaKoIHHAMHAYHH CBOHCTBA

(DapMakoTepaneBTHYHa rpyna: JJUXuaponupHAHHOBY NIPOH3BOAHH
ATC kon: CO8CAQ]

AMIOUINH € KaJIMEB AHTArOHHUCT, KOWTO HHXHOMpPa HaBJIH3AHETO HA KAMEBHTE HOHM B KIETKHTE
Ha ChpAC4HaTa H ChA0BATa INaJjKa ByCKyJlaTypa. MeXaHH3MBT Ha AHTUXHIIEPTEH3HBHOTO MY AelicTEHE
€ Pe3yJITaT OT AUPEKTHHA penakcupalll eekT BppXy apTepHanHaTta rinajka MycKynarypa.

MexaHH3MBT, 10 KOHTO aMJIOAMNMH peIyLMpa CUMITOMHTE Ha CTEHOKApAHA (angina pectoris) Bce

OII€ HE € HAITBITHO M3ACHEH; BCE MaK Ca aHrKHUPaHH ClIETHHTE JBa MeXaHH3Ma:

l. AmmoavnuH aunatupa nepudepHHTe apTEPHONH H N0 TO3H HAYMH PeXyLpa o6moTo nepudepHo
CRAOBO CHIPOTHBIIEHHE (Clie/l HATOBAPBAaHETO) Cpely Koero pabotu cepiieto. Tosa HaManieHue Ha
CHPACYHHA TOBAP BOAH A0 peAylLHMpaHe HA KOHCYMAaLMATa Ha EHEPTHi, a ChINO U Ha KHCIIOPOIHHUTE
HY>KIH Ha MMOKap/a. |

2. [lunataumsTa Ha IIaBHHTE KOPOHAPHH CHAOBE M KOPOHAPHHTE aAPTEPHOIM BEPOATHO C& BKIIOYBA B
MEXaHHM3Ma Ha JeHCTBHE Ha aM/IOAHNMHA. Ta3u AriaTalMs MOBHUIIABA JOCTABKATA HA KHCIOPOX A0
MHOKapJa IpY MalHeHTH, CTpaaalld OT aHruHa Ha Prinzmetal.

Ilpu nalMeHTHTE ¢ XHNEPTOHHA CAHOKPATHOTO AHEBHO NPHIAraHe BOAH O KIHHHYHO 3HAYHMO
[IOHI)KABAHE HA APTePHATHOTO HANATAHE (B JCTHAJO M H3MPaBeHO MONMKEHHE), MpoabuKasamo 24
Jaca.

[Ipn naupeHTH CBC CTEHOKApAMA €AHOKPATHOTO AHEBHO NMPUIATaHe MOBHIIABA OOMIMA HH3UYECKH
KamaiMTeT, yAB/DKaBa BpPeMETO [0 I0ABA HA CTCHOKApPHMATA H BPEMETO MO CHibKasaHe Ha ST-
cerMeHTa ¢ | mm. AMIOIMIIMH peAyuMpa HeCTOTATAa Ha aHTMHO3ZHHTE MPUCTBHIM M yrnoTpebara Ha
TAO/ICTKH ITIMLEPUIIOB TPMHHTPAT.

[IpoyusanmsTa Ha XeMOAMHAMMKATAa TNPH NALMEHTH CHC CHPACYHA HEMOCTATHYHOCT M KIHHHYHH
M3NMTBAHHA, Oa3HPaHH Ha (PU3MUECKHA KATIAIUTET HA MAIHEHTH CBC ChP/CUHA HEJOCTATHYHOCT KJAC
[I-IV mokazaxa, 4e¢ amnogMmuH He BOAM RO KIMHUYHO BJIOIIABAHE H3MEPEHO KATO (H3UYECKH
KanaiureT, (pakiiid Ha H3TJIACKBaHe Ha NABa KaMepa H KIHHMYHA CHMITTOMATHKA.
[LnaueGo-kouTpostdpaHo xMHAYHO W3nuTBaHe (PRAISE) mpenHasHaueHo Aa OLEHM MALMEHTH CHC |
CBpACYHA HEAOCTAaThYHOCT, ¢yHkuMoHaneH wnac III-IV mo NYHA nonyuapalid JHMOKCHH,
auypeTHIM U ACE-uHXMOHTOPH NOKa3a, Ye aMIOAMIIKH He BOAH A0 MOBHIUEH PHCK OT CMBPTHOCT IWITH
KOMOHHHPaH PHCK OT 3a0051eBaeMOCT M CMBPTHOCT TIPH MALMEHTHTE ChC ChP RSN NmRaCTATEIHOCT.

[ocnensawro WIHHMYHO H3MMTBaHE 33 NPOC/IEMABAHE HA PE3yJITAT s (BR Lt qoKasa, ue
aMNoJMIIMH HAMAa e(deKT BBPXy ofllaTa WIH ChPACHHO-CHAOBA CMEHBHCTAHPHNIGN Che
CepaevHa nekomneHcaima kiac IlI-IV Ge3 ncxemwden mpousxon. H/tpha sl ) HETO C

aMJIOAMINEKH Oelue CBLP3aHO ¢ MOBHIIEHA YeCTOTA Ha GenoapobeH oTok 1% Tl, _'}.}“ heNHpa
C YBEJIM4ABAHE HA CHMITTOMHUTE, A e g



S.2 @DapMakoKHHEeTHYHH CBOHCTBA
Abcopbuua 1 pasnpenencHUue
Cnen mnepopalHO IIpHIOKEHHE Ha TEpPaneRTHMUYHH Jo3M, aminonunuid 6asHo ce abcopbupa ot
CTOMAITHO-YPEBHHUA TpaKT. BHOHATHYHOCTTA HA aMITOAMNIMH HE C€ MPOMEHS OT €AHOBPEMEHHHA IIPHEM
Ha XpaHa. A6comoTHaTa GMOHATHYHOCT HA HEMPOMEHEHOTO AKTUBHO BEUIECTBO € NPHOIHIHTETHO 64-
80%. ITukora mna3MeHa KOHLEHTpallMA ce AOCTAra B paMkuTe Ha 6-12 uaca ciell MpHIOXKEHHETO.
O6embT Ha pasnpenenenie ¢ npubnusurenHo 20 Ikg. pKa Ha amuroaunud e 8,6. CBbp3Badero ¢
[1a3MEHUTE NIPOTEHHH in vitro € npudbnusurenno 98%.

Metabonn3bM H eTMMHHUpaHE
[TnaameHHST NOMY-*HMBOT Bapupa Mexay 35 u 50 uyaca. CraumoHapHO cecroaHMe (steady-stale) Ha

nia3MeHa KOHLEHTpaUua ce NoCTHra cnef /-8 JHH.
AmnhoaunuH ce meTaGonu3upa B roisMa cTeneH A0 HeakTHBHHA MeTabonuru. [Ipubnausurenno 60% ot
MPAIOKEHATA /1032 Ce eKCKpeTHpa ¢ YpHHaTa, 10% e B HeMeTabonnu3npaHa gopMa.

TlaupeHTH B CTAPYECKA Bh3PACT
BpeMero HeoOX0AWMO 32 JOCTHraHe HA MHKOBA IUIA3MeHa KOHLICHTpALMs Ha aMJIOAHIIMH € CBINOTO,

KaKTO MPH NO-MJIaJINTE MALHEHTH. |

Hannue ¢ TeHAeHUMs 3a HaMalfABaHe HA KIMPBHCA, KOETO BOAH JO NMOBHMINABAHE Ha OByjacTTa mon
kpuBata (AUC) 4 TepMHHAIHWA eJMMHHALHOHEH noay-kuBoT. IlperopruMresiHaTa no03a 3a
NMaLMeHTHTe B CTapyecka RB3PACT OCTaBa CBINATa, HO NPH MOBHIDABAHE HA A03aTa C¢ H3HCKBA
Npe/asIMBOCT.

[MaunenTy ¢ yBpeaeda Op0peuna QyHKIHA

AMIONMOHH B TONiAiMa CTeMeH ce MeraGolnH3Hpa A0 HeaKTHBHM Tpom3BogHH. 10% ot m3xomHoTo
BELIECTBO €€ €KCKPETHpPAT HEMPOMEHEHH ¢ ypuHarta. IIpoMeHuTe B IU1a3MeHaTa KOHLIGHTpALMA Ha
AMJIO[IUTIHH HE Ca CBLP3aHH ChC CTeneHTa Ha 6u0peuto yepexaaHe. Te3n nalUMeHTH MoraTt fa osaar
JICKYBaHH ¢ HOpMaJIHa 033 aMIOAHIIMH. AMJIOAUIMHE HE Cé JHaTU3Hpa.

ITanpenTH ¢ YBpeneHa yepHonpobHa ¢pynxums
[Tony->xMBOTHT Ha AMIOMITHH € YABKEH MPH NMaUMEHTH ¢ yBpeAeHa YepHoApobHa pyHKIHA.

53 IIpeaxkananunM JaHHH 38 Ge30macHOCT
HexknvHAYHHTE JAaHHH He MOKa3BaT OcoDeH pHCK 3a xopara Ha 0a3a Ha KOHBCHIIHOHAJHWUTE
(hapMaKONOTHYHE M3MHTBAHMA 3a 6e30nacHOCT M HHGOPMALMATA OT HAMHTBAHNA 34 TOKCHYHOCT IPH
MHOTOKDaTHO TNpMWIaraHe, TFeHOTOKCHYHOCT W KapUHHOT€HEH TfoTeHuMan. HManureaHuara 3a
penpoayKTHBHA TOKCHHMHOCT IPH JXHBOTHH IOKAa3BaT NPEHOCBAHE, TPYAHO PaXKAaHE H NOBHIICH:
CMBPTHOCT Ha NIOJa U MaHKaTa IIPH BHCOKH J03H.

6. PAPMAIEBTHYHN TAHHHU

6.1 Coachbk HA NOMOIMEHTE BENIECTRA
MUKpOKpHCTAITHA LETyn03a
Kanunes xuaporendgocdar, 6e3poacn

Harpuer HHILECTEH rauKkonar (TUn A)
MarHe3ueB cTeapar

6.2 HecpBMeCTHMOCTH

Henpunoxumo.

6.3 Cpok Ha rognocT

5 rOHHH.




6.4

6.5

6.6

10,

Cnenuandn ycJIoBHA HA ChXPAaHEeHHE
Ha ce cpxpaHsBa npu Temneparypa nox 25°C.

Ha ce ceXpaHiBa B OpHIrHHAIHA ONAaKOBKA, 3a Ja C& NMpenasd oT CBeT/IMHA M Biara. bauctepure aa ce
ChXpaHSBaT B KAPTOHEHATa KYTHA.

HanHH 32 ONAKOBKATA
bemu Henpospaynn PVC/PVAC-anymunmresn OnHCTepH B KAPTOHEHH KYTHH,

Pasmep Ha onakoBxara: 13, 20, 28, 30 (3 x 10), 50, 56, 84, 90, 98, 100, 112 1 300 (10 x 30) Tabnerxn.
Kanenpapau onakopku: 28.

BbonnudyHa onakoska: 50,

He scuukH BHAOBE ONaKOBKH MOTaT Aa 6baat mycHaT# B ripogaxda.

CuoenBAnHH NpeANa3HA MEPKH HPH H3XBLpasHe H paboTa

Hama cnienmManHH H3UCKBaHHA.

IIPATEXATEJI HA PAZPEINEHHUETO 3A YIIOTPEBA

Tepa ®apmacroraxkbic bearapua EOOJ]
yi. “H.B. I'oron™ 135, er. 1
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brnrapua

HOMEP HA PAIPEHIEHHMETO 3A YIIOTPEBA / PETUCTPAIIMOHEH HOMEP

JATA HA IIBPBO PA3PEIHIABAHEMTIONHOBSIBAHE HA PA3SPEONIEHHETO 3A
YIIOTPEDBA

JNATA HA AKTYAJM3APAHE HA TEKCTA
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