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KPATKA XAPAKTEPHCTHKA HA MPOJYKTA

1. HME HA JEKAPCTBEHHA TIPOAYKT

AMIJIOZIATIAH AJIKAJIOW S mg rabnerka
AMJOIHITHH ANTKAJTOU 10 mg rabnerku

AMLODIPIN ALKALOID 5 mg tablets
AMLODIPIN ALKALOID 10 mg tablets

2. KAYECTBEH H KOJIHIECTBEH CBCTAB

Bcesaka Tabnerka ceappxa 6.934 mg amnogmmanor Gesnnar (amlodipine besylate) exsnpanenTeH Ha 5 mg
amnoxmmn (amlodipine).

Bceska raGnerka chabpxa 13.869 mg amnogunusos 6esunar (amiodipine besylate) exewpanenren Ha 10
mg amnomuniH (amlodipine).

Hlomotno(H) BenlecTBO(a) ¢ HIBECTHO jelicTRHe
Beska Amstoununt Ankanosn 5 mg tabnerka csabpika 37.29 mg n1akTo3a MOHOXHIpAT.

Beaxa AmnozumuH Ankanoda 10 mg taGnerka caappxa 90 mg naxTo3a MOHOXHMApPAT.

3a UBHEA CITHCHK HA NMOMOIHHTE BEIIECTRA, BIOKTE Touka 6.1.

3. JEKAPCTBEHA ®OPMA

* Tabmerxa

Amnopunus AJKanous S mg TabneTkn
Kpuram, ABoHHOM3ITEKHAITK, 6eTH TabNeTKH ¢ ASNHTENHA YEPTa OT SAHATA CTpaUa.
Tabnetkara Moxe 12 Onjte pasfeneHa Ha IBe PABHH AO3H.

Awnoaunus Ankanoun 10 mg tabnerky
Kpvrau, apofionirskHany, 6e/H Tabnerku ¢ AenuTeNHa YepTa OT eJHATa CTpaHa.

JenuresnHara 4epTa € CaMo 32 YIeCHABAHE Ha CHYIBAHETO C LIEJI NMO-JIECHO I'BJITAHE, & HE 38 pa3feiqHe Ha
PaBHH NO3H.

4. KIMHHYHHA JAHHH

4.1 TepaneBpTHYIHH NOKAIANEY




-  XHRepTOHHA
- XpoHHYHA cTabHIHA CTEHOKApAHA
- Basocnacriyna crenokapmus (IIpHHUIMeTan AATHHA WK BAPMAHT)

4.2 JloaHpoBka H HAYHH Ba NPAICKCHBE
O3MPOBKA

Bw3pacmnu

OObuHaiinaTa Ha4anHa 034 MPH XHIEPTORKUA ¥ NPH CTEHOKAPAMS ¢ 5 Mg AMJIOIHMITHH €HOKPATHO
AHEBHO, KATO MOXE /A C€ YBEITHYH JO MaKCHMANHA 03a oT 10 mg crnopen TepanesTHIHOTO NOBAMABAHE
HAa TTAlJHeHTAa.

Ilpy naipeHTH ¢ XUNEPTORAA AMTONHIH ANKATIOH] € H3NOM38a B KOMOHHALMA ¢ THAINIAEH NHYPETHK,
anca- dnokep, Gera- Grokep HWIH HEXUGHTOP HA AHTHOTCH3MH- KOHBepTUpamus ex3uM, [lpu
CTEHOKAPAHA AMIOAHIMH ASIKANOHR MOXKE & C& H3TION3BA KATO MOHOTEPAIIHS WM B KOMOHHALA ¢
APYTH AHTHCTEHOKAPAHH JIEKAPCTBEHH TIPOAYKTH NIPH MALIMEHTH CBC CTEHOKADTAN, KOATO HE CE HOB/IHABA
OT HHTPATH W/HITK CHOTBETHH H03H Oeta- GoKepH.

He ce nanara xopexiiys Ha no3ara Ha aMIONMITHH, IPH SIHOBPEMEHHO NPIIOKEHHE C THATHAHK
AHYpeTHIH, 6eTa~GloKepH H HHXHONTOPH HA AHTHOTEHIMH-KOHBETHDAIAA CHIHM.

Cneyuannu nonyaavyuu

Tlayuenmu 6 cmapuecka evpacm

AMIO[HITHE AJNIKATOH/, H3NOJ3BAH B CXORHH A03H DPH NAHEHTH B CTADPYECKA BE3DACTH U TIPH [O-MNAKM
NALMCHTH, Ce TI0HACH SAHAKBO nobpe. [lpy nauyenTs B CTApUECKa BL3pAcT ¢ NPENophuBa 06Uy aiHEs
BO30B PeXKHM, HO MOBHINABAHETO Ha J03aTa TPAOBA Ja CTABA BHMMATENHO (BXK. TOUKH 4.4. 1 5.2).

Iayuenmu ¢ weprodpobno yepescoane

ZJlO30BHAT pekiM NPH NAMMEHTH C JIEKO JO YMEPEHO YePHOAPOOHO YBPEKAHE HE € YCTAHOBEH H 38TOBA
u3GopET Ha No3a TPAOBa Na OBbJe HANPABCH BHHMATENHO, KATO TPpaOBa Ja ce 3aroune OT Hali- HMcKaTa
BB3IMOXKHA 1038 (BK. Touku 4.4 1 5.2). PapMaKOKHHETHYHHTE CROHCTBA HA AMIOMITHH TIPH TEHKO

9epHOAPOSHO yBperkaHe He ca npoyuBauy. [IpH MALMEHTH ¢ TeXKO YepHOAPOGHO yBpexaHe
NIEUCHHETO ¢ aMJIOMITHH TPAGBA /13 3a110¥He C Hali- HHCKATA 034 H i ce THTpUpa GaBro,

Hayuenmu ¢ bvbpevno yepeodane
IpomennTe B Ia3MeHWTe KOHUEHTPALMH Ha aMJIOJMIMH He C3 3ABHCHMH OT cTernenTa Ha 616petmo
YBpexJaHe H 38T0Ba Ce fIPEnophYBa O0HYANHHA JOIHPOBKA. AMIOIHIHH He MOXKE JA Ce THATH3KDA.

Ileduampunna nonyaayun

Hena 1 0HOMA ¢ XHICPTORER, A BLIPACT oT 6 70 17 ropann
IpenoppumTeNHaTa AHTUXMTICPTCH3MBHA IEPOPATIHA 1032 FPH NEAKATPHYIHH TIALH
o 17 ronusu e 2,5 mg eAHOKPATHO AHEBHO KATO HAYAIHA 1034, THTPHPAHA BIIO ¢
€JHOKPATHO JHEBHO, 8KO cel 4 CCAMMIM He C¢ AOCTHUFHE JKENAHOTO KPHBHO HafHyeH
JMHEBHO HE CA MPOYUBARHH ITPH NEHATPHYHM NALHEHTH (BX. TOUKH 5.1 1 5.2).

Jiena Ba BB3pact noj 6 ronEAR



Jumncear pannm.

Hauuy Ha nprnoxeHye
Tlepopanso.

43 IIporasonokazaung

AMITOAHIIMH € IPOTHBONOKA3AH IPH NAlMEHTH CBC:
- CBpEXYYBCTBHTENHOCT KBM AUXHAPONHPHAHHOBH MPOH3BONHH, AMIOTHIHH HIH KbM HAKOS OT
MOMOWHKTE BellecTea, mOpoeru B Touka 6.1.
-  Texxa XHIIOTOHUA
- Hlok (BKIEOMMTENHO KApAHOTCHEH IOK),
- OBcTpyxumns Ha H3XOZA HA sBA KaMepa (Hallp. BHCOKOCTENIEHHA a0pTHA CTEHO33),
- XeMOZXMHAMHYHO HECTAOHIHA CHPAETHA HEJOCTATHYHOCT C1ell OCTLP MAOKapICH HHpapKT

44 Croensanna npenynpexnenns U OpeANalHA MEPKE BpE ynorpeba

besonacnocTTa R GQ)HKHCHOCTH HA AMNOXMITHH NPH XHIIEPTOHHYHA KPH3a He Ca YCTaHOBCHH.

TlapneHTH CHC ChpASUHE HEAOCTATHYHOCT

TTammerTHTe CBC CHPACUHA HENOCTATHYHOCT TPA6Ba na GpaaT NexyRanu ¢ BruMaHne. [ipu Anarocpouso
NYHA) crobimasaHara uecrora Ha Sestoapoben 0ToK € 61ia MO-BHCOKA B IpyIara, IEKyBaHa ¢
AMJIONMITHH, OTKONKOTO B TUiafe0o rpynara (K. TouKa 3.1). BiokepH Ha KanueBuTe KaHamH,
BKITIOYHTEIHO aMJICKHITHH, TPA0Ra 2 ce H3MOIRAT ¢ NIOBHINEHO BHIUMAaHHE [pH NAIHCHTH CbC JACTOHNA
CHPIEYHA HENOCTATHYHOCT, Thi KATO MOFAT A NOBUINAT PHCKA OT GbACHIH CHPACTHO-CHAOBY CHOMTHS U
CMEPTHOCT.

HTH C YEPHO,

Toay»HBOTLT Ha AMIIOTHTIMH € YABJDKeH, a croiinocTire Ha AUC ca no-BHCOXH ITPH NAIMEHTH ¢
HapymicHa depHopobHa QyHKUUs; He ca YCTRHOBEHH Npefopbky 3a Jo3rpane. CleA0BATENHO,
amnogHnEH TpabBa 1a ce 3anovHe ¢ Hal-HUCKATA 033 M Ja C& POYRH BHHMAHWE, KAKTO B HAMAJNOTO Ha
JEUEHNETO, TAKA M TIPH NOBHMINABANE Ha Ko3ara, [1py mauyeHTH ¢ TexKa YepHOAPOOHA HENOCTATHYHOCT,
MOJKE /12 C€ HANOXKH GaBHO THIPHpaHE HA NO3ATA M BHHMATEITHO MOHHTOPHPAHE.

IlaunenTH B cTApUECKA BBIPACT
INosHnIaBaHe Ha fO3ATa NPH MALMEHTH B CTAPYECKa BH3pacT TpabBa Aa ce HIBLPIIBA ¢ BHHMaHHe (BiK.

Touku 4.2 | 5.2).

IanmenTn ¢ 6uOpeyno yepexnane e
TipH TAKKBA NALMEHTH AMIIOHIHH MOJKE A C6 IipHIara B oGwuaitw nosw. [Tpomekinire/s aAlfpuitaive\ < \
KOHUEHTPALIMHA Ha AMJIOHITHH HE Ca 3ABHCHMH OT CTENeHTa Ha GBOPCUHOTO YBpERaBle. Aot
MOXE 18 C& /TATHINpA.



Baxia RHOPMAIRR OTHOCHO HEKOH OT CHLCTABKETE HA AMIOARARE AJAKA/I08]

AMIOIHIMH ANKATION ChIbKA NakTo3d. [TauwenTd ¢ peAkAa Hac/eACTBeRH MPOOICMH HE
HENOHOCHMOCT KbM raliakTo3a, ITKICH NaKTaseH Je(HIMT KK rioK030-raiakTo3Ha Manabeopbiua ne
TpaGBa a MPHEMAT TORA JIEKAPCTRO.

45 BaasmojelicTBHe ¢ APYIE JeKAPCTBEHE NPOXYKTH B APYTH GOPME HA BIaHMOACHCTBEE

Edexry Ha JIeKa) HH BL aMIIo

CYP3 A4 unxubumopu

EaHOBpeMeHHOTO NPWIOKEHHE Ha aMIOAMIIHE CBC CHIHH Wik ymepenn CYP3A4 uxuGuropn
(npoTeasay AEXHOUTOPH, A30NHH NPOTHBOrLGAYHY CPEACTBA, MAKPOJIMIH, KATO EPUTPOMHITHH HIH
KIAPHTPOMHIMH, BEPATIAMHI HWITH JHITTHA3EM), MOXE /12 IOBEAE IO 3HAYMMO YBE/IHYABAHE HA
CKCIIO3MIMATA HA AMIIOAMITHH, KOCTO A4 TIOBHIIK PHCKa OT XMNOToHAs. KomMmayHaTa 3Ha9AMOCT Ha Te3n
thapMakoKMHETHYHR BAPHALEN MOXE 13 € II0-H3paseHa NPH NALHEHTHTE B CTapaecka Bu3pact. Topa
MOJKe JIa HANOXKH KAIHHHYHO NPOCNEAIBAHE H KOPEKUMA HA NO3ATA.

CYP3A4 wnoyxmopu

YIps eaHOBpEMEHHO NPUTOKEHAE HA W3BECTHH HHiyxropH Ha CYP3A4 nnasmenata

KOHUCHTpAIIHA HA aMJTOAMIIMH MOXe Jia BapHpa. Ilopazp ToBa KPLBHOTO HanATas€e Tpabea fa

ce MpocneAsna ¥ Jia ce OOMHCIM ajanTHpaHe Ha A03aTa KAKTO 110 BPEME, Taka # Ciieh

eaHORpeMeneH npueM, ocobeHo cre cian CYP3 A4 uanyxropy (Manp. pupaMniimH, KT
KaHTapHOH),

He ce npenopwisa ynorpeba Ha aMIoIWITHH ¢ rpefingpyT Wik coK OT rpefindpyT, Thil KATO PR HAKOH
RAIHEHTH OHOHANHIHOCTTA MOXE /1A C€ TIOBHITH H Jia IOBEJE A0 3aCHIBANC HA aRTHXATICPTEH3NBHMATE

edekTH.

Hanmponen (undysun)

Tpu xusoTAM ca Habmonapamt JeTalna KaMepHa PHOPAIAIIS M CHPAEUO-CHLIOB KOJNAIC, CEHP3aRY C
XHITEPKATTHEMHUSA CIIET TIPHIOKCHHE K3 BEPaNaMWI B HHTpaBeHo3eH AanTponeH. [opamu puck or
XHUCPKATHEMHA, C IPENOPLYBA Ia ce H30ATBa eAHOBPEMEHHOTO NPHIOKEHHE ¢ AHTANOHHCTH Ba
KAJNHEBATE KAHANA KATO AMIOAMONE BPH NAUHEHTH, NPEIPasrioNnoXeHH KbM MATATHENA XHNEPTEPMHES A
NPH OBJIAHBAHE HA MAJTHTHEHA XHTICPTOPMHR.

Edekr na amno Bhb eKa)
Edexrure ua nowrkasane Ha apTepHANHOTO HANIATAE Ha AMIORANMH CE HACTATBAT KbM TNOHMKABAIHTE
KPBBHOTO HanAraHe eekTH Ha IPpyTH NEKAPCTBEHH CPENICTRA ¢ AHTHXMITEPTEH3HBHM CBOMCTRA.

Taxponumyc
ChilecTBYBa PHCK OT MOBUGICHH HHBA HA TAXPONHMYC B KPBETA IIPY €HOBPEMHHO PHIIOKEHHE C
AMUIOJTHTIMH, HO GAPMAKOKHHETHIHHAT MEXAHW3BM Ha TOBA BIARMOZACHCTEHE HE € HAMWIAO NpoydeH. 3a
1A ce HIBErHe TOKCHYHOCT ¢ TAKPOIHMYC, TIPDHAOKEHHETO HA aMNOJMITHE HA TIALMMEHT, IEKyBaH ¢
TAKPOTHMYC, H3UCKBA MPOCIEABAHE HA HUBATA HA TAKPOAHMYC B KPBBTA M NIPH HEOOXOAMMOCT
KOPHIrHpaHe Ha JIO3aTa HA TAKPONHMYC.

Huxubumopu na npomeun, mapzemen 3a panavuyun (mTOR)
Hixubirropure 5a mTOR KaTo CHPOHMYC, TEMCHPOAHMYC H EBEPOTIHMYC Ca Y6 A
Awmnomamus ¢ cnab wrxubuTop Ha CYP3A. {Ipn esmoBpemennara ynorpeta ua mTG



AMITOZUMITHK MOXKE 2 NOBHINM exkcnosuipaTa Ha mTOR nuxubGaropwre.

Lwcnoenopun

He ca mpoBexA2HH IPOYHBAHHA 32 IEKAPCTBEHH B3aHMOACHCTEHN ¢ LIAKIOCNIOPHH M aMIIOAHTIVH [IPH
38pasK NOGPOBOSILH, WM NPH APYTH NONY ALK, ¢ HIKTIOUeHHE Ha NayHenTH ¢ Opbpeuna
TPaHCIJIAHTAIMA, KBAETO c€ HACMOAABAT MPOMEHIIHBY NoBUIICHKA (cpeano e oT 0% mo 40%) Ha nali-
HHCKHT¢ KOHUESHTPAIMHE Ha imKnocnopuH. Tpabea na ce 0OMHCIN MOHHTOpHpaHE Ha HUBATA Ha
IMK/TOCTIOPHH IPH NaenTy ¢ Oa0pesa TpaHCIUIAHTALMA HA JTeUeHHe ¢ aMIOJMITHH, 8 103aTa Ha
HHKIIOCHOPHKE TPSOBa 12 ce HAMAIM cIIOpe/l HeOOXOMAMOCTTA.

Cumeacmamuy

ExsoBpeMeHHOT0 MHOTOKpaTHO npunoxenne Ha 10 mg amoannus 1 80 mg cHMBacTaTHH € AOBENO A0
77% NOBHIICHA eKCIO3HIMA HA CHMBACTATHH B CPABHECHUE CBC CAMOCTOSTETHO NMPHIMKSHHE HA
camMpacTaThH, [1py naiHeHTH, NpUeMali aMIOIHITHH, /I034Ta Ba CHMBAcCTaTHH TpaOBa Na ce OrpaHM4H
o 20 mg JHEBHO.

B KAMHIYHA APOYYBAHHA 32 B3ANMONCHCTBHA AMIIOMITHE FE MOBTHABA PapMaKOKAHETHKATA Ha
ATOPBACTATHH, AMNOKCHH WIH BapdapHH.

4.6 ®epraanter, GpeMEHROCT R KbLPMERe

Bpemennoct
BesonacHOCTTa Ha aMIOIHITAH 110 Bpeme a OpeMeHHOCT DpH Xopa He e YCTaHOBeHa.

B npoyusasMs npH dXHBOTHH, JIPH BHCOKH J03M € HaGmOgagaHa penpoxyKTHBHA TOKCHYHOCT {BXK. TOUKA
5.3).

Iprnosxenne no Bpeme Ha GPEMEHHOCT CE MPENOPEYRA CAMO KOTATO HAMA No-0e30nacHa AlTepHATHRA H
Koraro bonectra caMa 1o cefe ci HOCH IO-ToJISM PHCK 3a Malikara H nnoaa.

Kxpmene

AMJIOZAHTIHH Ce eXCKPETHDA B XBPMATa NIPH Xopa, YacTra ot fo3ara Ha MaiikaTa, NONXY4EHA OT
KBPMAaveTo, € H3URCeHA ¢ HHTePKBapTiiieH qnanasod 3 — 7%, ¢ maxcuMyMm 15%. EderTsT Ha
aMJIOJUHITHH BEPXY XHPMAYETATa € HeW3BecTeH. Pemenye, anw Aa ce BPORBILKW/ IPEKLCHE KEPMEHETO
WIH 12 ce NPosDEH/TIPEKBCHE TEPANMATA ¢ aMIOANTIHH TpAdBa fa ce BieMe, KaTo Ce HMA MpeABH
noJs3ara 0T KBPMEHETO 33 JIETETO H NOJI2ATa OT TEPanuATa ¢ aMAOAWIMH 3a Malikara.

DepruapreT

TIpu HAKOH MALHEHTH, TEKyBaHH ¢ OJIOKePH HA KANMIHEBHTE KaHANH, Ca CHOOIeHE 00paTUMi
OHOXEeMHYHH NPOMEHH B [VIABKHKATA Ha CTICPMaTO30HANTe. KauuunHTe TaHHH ca AeNOCTATEYHH 110
OTHOIIEHHE HA MOTEHIMAHHNA e(hEXT Ha aMIIOAMIHE BEpXY Qepramurera. IIpH eqxo mpyusane npu
IUTHXOBE Ca YCTAHOBEHH HEXXeNaHH edekTH BBpXY MBEXKKHA PepTiinreT (8X. Touka 5.3).




rajietié, cnocoGHOCTTA UM A2 pearHpar Moxe Ja GbAe napytiexa. IlpenophyBa ce AOBMIIEHO BHHMAHKE,
0cO0EHO B HAMAIOTO HA ACYCHHETO.

4.8 Hexenany AeKAPCTBERH PeAKKAN

OGobmenune Ha npoduia Ha He30nacHOCT

Haii-vecTo crofinasansme Hesxeaii peakiui 110 BpeMe Ha JIEYSHAETO €2 COMHOJIEHTHOCT, 3aMAatHOCT,
riasofonue, NATHTAUMH, 3a4epBABaHe, KopeMHa O0NKa, raieHe; OTOIM HA IIE3CHHTE, OTOK H YMODPA.
TaGnuueH CIACHK HA HEXKEITAHWTE PEAKLIMH

CrieaniTe HeXeNaHH NCKAPCTBEHH PEAKIHH ¢a Oy HalmoJaBaHH B CROOIIABAHH ITO BPEME HA
JIEYEHHETO ¢ AMIOAHRONYE ChC CIIEAHHTE YECTOTH: MHOTO gecTH (>1/10); wectn (>1/100 mo <1/10);
aedect (>1/1 000 mo <1/100); peaxu (=1/10 000 mo <1/1,000); Muoro pema(<1/10 000) u ¢ nenssecHa
HecToTa (0T HUTHUHHMTE NAHUH He MOXKe Aa Ghlie HANpaReHa OLcHKA).

IlpH Bcgko rpynupase B 38BHCHMOCT OT YECTOTATA, HOKEAHHTE NEKAPCTBEHH peakiu ce u3Gposnar s
HEBXOMALL PeX 10 OTHOMEHHE HA TAXHATA CEPHOSHOCT.

CueTeMo-0pran Kiaac YecToTA H B HE
HapymieHns B2 KPbBTS B Mnozo pedxu Jiepkonesns,
SBMOHATI CHCTEMA TpoMOOIHTOTICHHA
Hapymenna na amynBaTa | Mruozo peoxu AneprivHy peakiyy
CRCTEMSR
Hapymensg ua Mnozo peoxu XHIepraykeMus
mMeTAG0IR3IMA B XPAHCHETO
IlcHxuYHA HApYIEeAns Heyecmu JlenipecHs, npoMeHH B
HACTPOCHHETO
(BKITFOUHTERRO TPEBOAHOCT),
Ge3chHHe
Peoxu O0BpKanocT
Hapymenus HA HEPpBHATA Yecmu COMHONEHTHOCT, 3aMAgHOCT,
CHCTEMA raaBobonse (ocobeHo B
HAYAIO0TO HA JICUEHHETO)
Hevecmy Tpemop, AMCTEY3HA, CHRAKOTL,
XHIIOSCTE3HA, NAPECTe3HA
Muoco pedxu Xunepronus, nepudepra
HEBPONATHA
Hapymenus Ha ounte Hecmu 3purenso HapyimeHHe
(BITIOMHTENHO SHILTONNA)
Hapymenaa na YX0T0 R Hevecmu [Iym 8 yumare
Ja0ApaRTa
Cupneunn napymeHns Yecmu IMannuraign
Heyecmu ApRTMHA (BKINICUHTETHO
Opanukapaus, KAMEpHA
TAXHKApOHA U IIPEACHPAHO
MEBAIEHE) P
Muozo pedru Miuoxapaen uabapyg”
Cwp0BE HADYmICHAS Yecmu Jauepassane /.2,
Hevecmu Xunoronus
Muozo peoxu Bacxynur
PecnapaTopns, rpbHE B Yecmu Jncnnes




MEIHACTAHAIRE Heuecmu Kamnwa, puaar
HapylleHAg
Cromamno 9pesHn Yecmu Ab6romunanua Donxa,
HADYIICHHS rajicHe, THCHENICHE, IPOMAHA
B 0OHYAfRATA NEPHCTANITHKA
Ha YepBATR {BIUTIOUHTEIHO
RHAPHA H 33TIEK)
Hevecmu IMoBprmane, cyxora B ycTaTa
Mrozo pedxu Hankpearwr, racTpHT,
XHIIepIUIA3HA Ha BEHUHTE
XenaroGuanapan Mrnozo peoxu XenaTuT, sKbITeHALA,
HapyuIeHHs TIOBHIICHH YCPHOAPOOHA
eH3AMu*
Hapymenns na xoxaram | Hevecmu Anomneuyg, myprypa,
HOAKOKHATA THEAH TIPOMSHA B BETA HA KOXATA,
XHTICPXHAPO3a, NPYPHTYC,
OOpHB, EK3aHTEM, YPTRKADHS
Munozopeoxu | AsrHoenmem, epureMa
MyATH{OpME,
excthonIaTHBEH AEPMATHT,
CHHZpPOM Ha Stevens
Johnson, orok Ha Quincke,
tdhoTouyBCTBHTERHOCT
C neuseecmna yvecmoma TokcHuRa enMgepManta
HEKpOTA3a
| Hapymenus Ba Myckyano- | Yecmu OTOK Ha TAe3eHa, MyCKYJIHH
CKeJIeTHATA CHCTEMA B KpamiH
CLeAWHATEIHATA THKIH Hevecmu Aprpanrud, Muanrag, Gonka
B repba
Hapymenns ns 6x0pennre | Hevecrmu HapyuieHo ypunspane,
H NHKOIHETE FLTRIME HOMNHO YPUHHpAHE,
YBEJIHUEHA YECTOTA Ha
MHHpaHe
Hapymengpg Ha Hevecmu HmmnorenTHocT,
BL3NPOH3IBONATEIHATA THHEKOMACTHA
CHCTEMA B ThpaaTa
OGuin papyweang ) Muozo vecmu Orox
eeKTH Ha MECTOTO HA Yecmu ‘YMopa, acTeHus
npHiGKenHe Hevecmu I'pnana bonka, 6onxa,
HepaINnoIOKeHHe
M3cnenpanns Hevecmu VBeIpueHo TETeCHO Terno,

HAMARCHO TEACCHO TETIO

*Hali-Yecmo cabpIano ¢ XoNecmazda

C'BOGII.[&B&HH <€a OTACNHH CAY4HaH Ha eKCTpanHpaMHICH CHHAPOM.

CrobmasaHe Ha NOXOINPAHH HEXETAHH DEKIHH

CpobimapaneTo Ha TONOSHPAHH HEXKETAHH PEAKIWH CICH PA3PEIABANE 32 YT
MPOAYKT € BaXKHO. TOBA TIO3BOJIABA I3 MPOAEIDKH HAOMIOREHHETO HA CHOTHOMEHH
AeKapeTBeHMA MPoAyKT. OT MEAMIMHCKHTE CIICUHAMUCTH C& HIHCKEA 4 ChoDmana

HEKENaHa peaKkid 1pes:




MsnmiHuTeNHA areHIEs 10 J1eKapeTRaTa
yi. ,Jaman I'pyes” Ne §

1303 Codmsa

Ten.: +359 2 8903417

yebcaifr: www.bda.bg

4.9 TIlipepoanpanme

OnHTEY NIpH X0pa ChC CHIHATEITHO NPEAO3ZNPARE € OTPAHMYCH.

CuMimoMu

BAZONH/IATALHS K BEPOATHO RO peduiextopHa Taxuxapma. Crofmasano € 3a H3paseHa H BEPOATHO
NPONE/DKMTE/NHA CHCTEMHA XUIIOTOHMR 10 IIOK, BKIIKYYHTEIHO HIOK C (aTaneH Hixoxn.

Hexapavioreden GenoapoGes 010K ce chOOIIARA PAAKO KATO NOCIEAMNA OT Npeo3upane ¢
AMAOAMITHH, KOHTO MOXE 2 CE NPoiBH chC 3abaBeHo Havano Ha edexra (24-48 waca cnen
TIOTITBIIANE) ¥ A8 U3HCKBA H3KYCTBCHA BeHTHIAUHA. PauHiTe pEatHUMAIHOHHA MEPKA
(BKMIOUHTENHO HATOBAPBAHE ¢ TEYHOCTH) 34 LOThpkaHe Ha Nepdy3HaTa H ChpAc HuA ReGHT MOTaT
na 6paaT yckopasaiin Ghakropu.

JleueHwne

KimHMus0 3HAYHMMATE XHIOTOHMS ABLITKAlla ce Ra IPEIO3HPAHE HA AMAOTHITHH, H3HCKBA AKTHBHO
TOJTEPIXAHE HA CHPACYHO-CHAOBHTE QYHKIMH, BIIOUHTEIHO 96CTO MOHUTOPHPAHE HA CHPACHHATA H
AuXaTeHaTa GyHKIpA, IOBJHTaKe HA KpakHULYTE B NOARBPKAHE HA UMPKYJIATOPHHS ofeM 1
AMypesaTs.

Tlpu ycnosse, 4e HEMa NPOTHBOTIOKA3AHHA, 33 BRACTAHOBABAHC HA TOHYCA HA CRHAOBETE H KPHLRROTO
HAJIATAHE, MOMKe Aa € OT MOJT3a NPATOKEHHETO HA Ba3OKOHCTpUKTOp. HMHrpaneHo3eH KamHes NHOKORaT
MOKe JIa € OT 1ON33 38 IPeoaoABane Ha edexta Ha Gokana Ha KATHHEBUTE KARATN.

B rakou crydau MOke g € OT nOJT3a CTOMAIIIHATA NPOMMBKA MOXKE 1A IOMOTHE B HAKOH CITy3AH.
TIpunoxeHWETO Ha aXTHBEH BBLITICH [IPH 3ApaBH 206poBontM A0 2 Yaca ciiea npyeM Ha 10 mg
AMIIOJJMITHH € [IOKA3a710 HAMAJIABAHE CTEeTIeHTa Ha aGcopOLis HA aMITOMMITHE.

Trli KATO AMIOMMITHH Ce CBBP3BA C BHCOK NPOLUEHT C MIa3MEHMTe NPOTEHHH, AHATU3ATA BSPOATHO HAMA
Aa HMa nonsa.

5.  @GAPMAKOJOTIHYHH CBOMCTBA

5.1 PapmaxoasHIMHYNE CBOKCTRA

CBIOBO AeiiCTBHE, NHXHAPONAPAAOHOBY IIPOM3BOHH.
ATC xon: COSCAD1

AMIOIHIHHE ¢ HHXWOMTOP Ha HH(ITyKCa HE KATHUEBUTE HOHH, HHPIYKS OT JHy
rpyna (Onokep Ha GARHMTE KAHAIIH WM AHTATOHHCT, HA KAIUHEBMA HOM) H NOTY



HABJTH3aHe HA KATHEBH HOHN B KNETKHTE HA CHPACUHATA H ChAOBATA TJIA/IKA MYCKylaTypa,
MexaHa3MET Ha AHTHXHIIEPTEHIMBHOTO AeHCTBHE HA AaMIORIATHH C¢ ITHJDKM HA THPEKTeH pellakCHpan
edexr BLPXY CHACBATA I71AKA MyCKyAaTypa. TOYHHAT MEXaHN3BM, N0 KOHTO aMNoIuHH o0/ieK4aBa
CTEHOKAPIHATA, HE € HATKIHO H3SCHEH, HO 2MJIOAUITHH HAMAIARA OOMIOTO HCXEMHUBO HATOBAPBAHE M0
clie/IHATE /lBa HAYHAA:

1)  AwloaunuH NpeIHIBHKBA TWIATALHA HA NepHQEPHHTE apTepHOIM H Taka peayimpa obmoro
HepHdiepHO CLOPOTHBIIEHHE (CIEAHATORAPBAHE), Cpenly koeTo chpiieto palory. Twii karo cepacuHarTa
YeCTOTA OCTaBa cTabimia, OTOPeMEHABAHETO HA ChPLIETO HAMANAEA CHEPIHHHATA KOHCYMALMN H
KHCJIOPOAHHTE HYXIHM Ha MHOKApZA.

2)  MexaHM3MET Ha ACHCTBHC HA AMJIOAHITHH CHIIO TAKA BKAIOYBA HWIATALMS HA FIABHUTE
KOPOHAPHH apTEPHH M KOPOHAPHHTE apPTEPHONH, KAKTC B HOPMAMHHTE, Taka H B MCXeMHYHHTE ofnacTi.
Tasyu gunaTanus NOBHINABA AOCTABKATA HA KACIHOPO HA MHOKAP/A TIPH NALHEHTH ¢ KOPOHAPEH
aprepdaicH cnassM {(anriHa Ha [IppauMeran woy BapHAHTHA CTCHOKAPINN)

Hpw naimeHTy ¢ XHIIEPTOHASA, APWIOKEHHETO SAHOKPATHO AHEBHO, OCHTYPABA KIHHWIHO 3HAYHMO
NOHIDKEHME HA APTEePHATHOTO HAJIAraHe KAKTO R JICTHATO, TAKA H B H3MPABEH( MOJIOKEHAE, 32 HHTEPBA
or 24 yaca. Ilopanu 6asHoTO Hauano Ha NelicTBHE, OCTPATa XMIIOTOHMA HE € XapaKTepHa 3a
NPHUNCIKESHUETO HA AMAOXKIIUH.

EnnoxpaTHOTO IHEBHO NPHIOKEHHE TIPH NALHEHTH CBHC CTEHOKAp/IA TI0BHIIABA 00WIOTO BpEME Ha
¢bu3Hecko HATOBAPBAHE, , BPEMETO A0 HAYAJIOTO HA AHIMHO3EH NMPHCTERI H BPEMETO 3a JieTipecia Ha ST-
cerMeHTa ¢ 1 mm 4 HAMAIBA, KAKTO YECTOTATA Ha CTCHOKAPHMTE NPHCTHIIH, TAKa H IPHEMa HA Ta0NeTKu
HMTPOTNHLIEDHH.

AMJIOAHITHH He C¢ CBBP3Ba ¢ HHKAKBH MeT20OMHTHY HeXKellaHH eeKTH HWIH NPOMCHH B TIAIMCHHTE
JMITHAM M € IOAXO/IAMT 3 NEUCHHe Ha GAIHEOHTH ¢ acTMa, Auaber B nonarpa.

Npunoxesnye apH eHTH xXeMIYHa BojgecT Ha ero (MEC

EdexTHBHOCTTA Ha AMITOAMIHH 38 TPOGHIAKTHKA HA KTHHHSHY HHIMICHTH TIPH DAHEHTH ¢ HCXEMUIHA
Gonect Ha crpueto (MBC) ¢ oneHena B He3ABHCHMO, MHOTOHEHTPOBO, PARHAOMHIHPAHO, ABOHHO-CASNO,
maneb0-KOHTPOTHPAHO KIMHHYHO NPoYyYBaHe npu 1997 nawmerma: CpaBHEHHE HA aMIOAKMIHH CHPAMO
SHAJIATIPHII 38 OrpaHHNaBaHe Ha nosparta Ha Tpombo3a (Comparison of Amiodipine vs. Enalapril to Limit
Occurrences of Thrombosis (CAMELOT). Ot Te3u naupenn, 663 ca nexysaHu ¢ amnoaumnys 5-10 mg,
673 nauneHTH ca JEKYBaHH ¢ Mianefo, B AONBIHEHHE KbM CTaHIaPTHA TEpanua cbe CraTuhy, Oera-
6110KEpH, AHYPETHIM M aCIMPHH, B IIPOABIDKCHHE HA 2 roguHi. OCHOBHHTE Pe3yNTaTH 3a epuxacHOCTTA
OT JieueHKETO ca npecraseHk B Tabmima 1. PesyiaTaTHeT NoKa3sar, ue NeYeHHeTo ¢ AMIOAHITHH €
CBBP3AHO C NIO-MATKO XOCHHTAI3AIHH 32 CTEHOKAPIHMA M NPOLIENYPH 32 PEBACKYNAPHIALMA NPU
naupentd ¢ HBC.

Ta6Gnanna 1. Yecrora na 3HaTuMATEe KIARAYEA chbaTun nps CAMELOT
iYecTOTa Ha CEPAEYHO~CHJOBHTE CLGHTHS,

6poii (%)
KotHanunw AmnoaunuH|[Inaneto|Exananpun
cbOUTHE
Iinparuna
KpaiiHa TouKa

Hexenann 110(16,6) |151 136 (20,2)




CHPACTHO- (23,1)

CBIOBH CHOHTHA

OTHeNHH KOMITOHEHTH

Koponapna 78 (11,8) [103 95 (14,1) 0,73 (0,54-0,98) 0,03
BacKyapusanus (15,7

Xocrmramammal51 (7,7) 84 86 (12,8) 0,58 (0,41-0,82) 0,002
33 CTeHOKapans (12,8)

Hedaranen MH |14 (2,1) 19(2,9) |11 (1,6) {0,73 (0,37-1,46) 0,37
Hucymrmm  [6(0,9) [12(1,3) [8(1,2) = [0,50(0,19-1,32) (0,15
THA

Cupaeuno- 5(0,8) 2(0,3) 500,71 2,46 (0,48-12,7) 10,27
CBABA CMBPT

Xocourammauuill (0,5) 5(0,8) [4(0,6) 0,59 (0,14-2,47) 0,46
3a 3CH

IMpexupat 0 4(0,6) |1{0,1) NA 0,04
ChpIedEH apecT

Hosonossuna ce |5 (0,8) 2(0,3) 8(1,2) 2.6 (0,50-13,4) 0,24
nepudepha

chAOBa GomecT

Crkpamnenws: 3CH, sactoitna cepaeuna Heaoctarsunoct; XU, aoreputenen nirrepsan; MU, muoxapnen
unQapkt; THA, TpaH3HTOPHH MCXeMUYHH ATAKH.

IpunoskeRHEe ApM MAUMEHTH CBLC ChPAeYHA HENOCTATBIHOCT
X eMOAMHAMHYHH H3CTICABAHMA M KOHTPOIRPANH NPOYYBAHKS ¢ PU3HYECKO HATOBAPBAHE IIPH NAHEHTH
CBC ChplieyHa HeaocTraThaHecT Kiac [I-1V o NYHA noxassar, ye aMIofiRIHH He BOAH ¢ KITHHHIHO
BIIOLIABAHE, OUEHEHO YPe3 TONECPAHCA KbM PH3HYISCKO HATOBApBAHEe (PPAKIMATA HA H3TAACKBAHE HA
JIABATA KAMEPa H KIMHAYHATA CHMIITOMATHKA.

Inane6o- KOHTPONHPaHOTO KiHEYHO npoyusade (PRAISE), npensasHaveHo 3a ONEHKA Ha NALMEeHTH
¢1C cppAeuna HenocraTpuHocT Kiac II-IV no NYHA, nonyvaramu aurokcus, auyperuiy i ACE
HHXHOMTOPH, ¢ NOKA3AN0, Y& AMIOAKIMH He BOAH JO NIOBHUIABAHE HA PHCKA 38 CMBPTHOCT MK
KOMOMHHpaHa CMBEPTHOCT M 3860N2BACMOCT NPH CHPACTHA HEAOCTATHYHOCT.

B npocneagsamo, ALIFocpouso, IIANEG0-KOHTPOIHPAHO KIMHUIHO npoyqraHe (PRAISE-2) ¢
AMJIOZMTIHH NIPH AALMENTH ChC Chpleyna HenoctarbyHoct knac [II-IV no NYHA 6e3 winnmunm
CHMITTOMH HtH 00EKTHBHH HAXOJKH 33 BR3MOKHA WK HATHYHA MCXeMHMHA OONiecT Ha ChPLETo, HA
nocToAHnHa repaiiha ¢ ACE-uHXHOHTOpH, IMIrHTANNC H THYPETHLIH, AMAOIMITHH HAMa eeKT BLPXy
obuiara CopAeIHO-CHAOBATA CMBPTHOCT. [IpH chiuaTa nonyAans, IPAIOKERUETO HA AMIIOZIMITHH ©
CBBP3aHO C YBEJIHHCHA 9ECTOTa Ha ChobeHra 32 fenoapobeH OTOK.

KidHH4HO npoydsane 3a PoQGHAaKTHKTHYHO JIEYEHHE HA OCThP chpraeden npucrsn (ALLHAT)
TIpoBeneno € paHAOMH3RPAHO, ABOHHOCIIATIO, OLEHABAID 32001CBAGMOCTTAa H CMLPTHOCERA- XY
npoyusaHe — H3nHTsane Ha GHTHXHIEPTCHIHBHO H JIMBHAOTIOHIDKABAIIO JIEYEHHE 35 oS
cbpacyeH mpucThi (Antihypertensive and Lipid Lowering Treatment to Prevent Hy
(ALLHAT), 3a cpasHABaHe Ha MO-HOBHTE JICKAPCTBEHH TEPAIIHM: aMIOIHITHH 2,
Ha KaILHEBHTe KaHAMH ) WM JusuHonpw 10-40 mg auepro (ACE- HHXHGHTOP), RaT:
JIMHKA, COPAMO JICUEHHE ¢ THASHAHAS JHYPETHK XAopTanuaoH 12,5-25 mg aHeBHA)




XHIIEPTOHMA.

O6mio 33 357 naoHeHTH ¢ XMIIEPTOHAA, Ha BB3PACT 55 roHHM HAM NO-BH3PACTHHE, ca Ok
PAHAOMH3UPAHH H IPOCHCACHH CPEAHO 38 4,9 roaunu. IlannenTre ca HMATH HaH-MANKO oLl &HH
puckoB dakxrop 3a HBC, BRIIOYHTENHO NpeaXoAeH MHOKApAeR MHapKT Wik HHcyaT (> 6 Meceua npeny
BKITIQYBAHE B TIPOYYBAHETO) MM AOKYMCHTHPAHA IpYTa ATEPOCKICPOTHYHA KOPOHAPHA ChIORA GonecT
(obmo 51,5%), muaber Tan 2 (36,1%), HDL-C< 35 mg/dL (11,6%), nerokamepna xuneprpodus,
JAHArHOCTHIMPAKA ¢ eleKTpokapadorpaMa wiy exokapauorpadekn (20,9%), Tonononyene (21,9%).

[sperianaTa kpaiisa Touka ¢ chuetanne oT Garamna HbC wim Hedaranen MuoxapaeH ungapkr. Hava
3HAYMMA PAZTHKA B MEPBHYHATA Kpaiina TOYKa MEXIY TEpalMATa ¢ aMnoauIMH # Xnopramuaon: RR 0,98
95% JIH [0,90-1,07] p=0,65. Cpen propwiHmTe KpaliHP TOYMKH, 9€CTOTATA Ha CHPACHHA HEAOCTATHYHOCT
(KOMIOHEHT Ha CHCTABHATA CHPUEYHO-CHAOBA KpaliHa TOYKa) € 3HANHTENHO 0-BHCOKA B IPYNATA Ha
aMJIOHHTIHHA, B CPABHEHHE ¢ TPyNaTa Ha xnopranuacH (10,2% cpeury 7,7%, RR 1,38, 95% HH {1,25-
1,52} p<0,001). Bce nax, HAMa 3HAYMHMA pPa3THKA B 0OIIATE CMEPTHOCT MEXKTY TEPAITHATA C AMIIOAMTTHH H
Tepanugra ¢ xiaopranaor: RR 0,96 95% U [0,89-1,02] p=0,20.

Tenuwaypuana DOMynanus

Jelia Ha PRIpacT 6 roguHy K NoBeEYe

ipn npoyusane, BmOBAMO 268 Acua Ha Bhapact 6-17 roguHy, NPeIUMHO ¢ BTOPHYHA XHTICPTOHMS,
CpaBHEABAHETO Ha 032 OT 2,5 mg # 5,0 mg amnoaumisy, ¢ rorauebo mokasea, 4e H ABETe A03H MOHIDKABAT
CHCTONIMYHOTO KPEBHO HAIMTAHE 3HAYHTE/THO NoBede OT wianebo. Painikara Mex Iy JBeTe JOM HE €
CTATHCTHYECKH 3HAYHMA.

AparocposrmTe edeKTd Ha AMIOHITHH BEPXY PacTeXxka, NyDepTera i oS1IOTO PASBMIE He ca
npoy4sand. J[[Larocpounara epHUKACHOCT HA AMIOHAMH (TPH TCPAHA B JETCKA BLIPACT Y 33 HAMANIBAHE
Ha ChPACYHO-CBHAOBATA 32001EBAEMOCT H CMBLPTHOCT MPH WE3PACTHH CHIIO HE € YCTAHOBEHA.

5.2 @apMaxoKHHETHUHH CBOHCTBA

Ab6copbuus, paznpeaesieHne, CBLPIRAKE C ILTAIMEHWTE (JPOTEHHH

Crten nepopasiHo npUIOKEHNe HA TEPATIEBTHYHY JO3H, AMIONHIIHH ce pe3opOnpa 1obpe, kato
MaKCHMATHHTE TINa3MEHH KOHIEHTPALIMH JOCTHraT clien 6-12 yaca, YeranoneHo ¢, 9¢ abcomoTHata
SuonamraoctT € Moy 64 1 80%. ObemsT Ha pasnpenenchme ¢ npubmrurenso 21 Vkg. fanmure or ua
BRUTPO NTPOYUBAHHUA NOKA3BAT, Y€ tIpHGH3uTEeTHO 97.5% OoT UMPKyIHpalIHa aMIONMITHH € CBBP3aH C
TINA3MEHUTE MPOTEHHH.

AbcopbupsaTa Ha aMIOIMITHH He CE BIHAE OT MPHEMA Ha XpaHa.

bu cho e




%

Hamraum ca MHOTO OrpaHHMeHH JaHHY 33 NPHIOKESHHETO Ha AMJIOAUITHH HPH TAIHOHTH ¢ HepHOAPOGHO
Hapymenne, [laipieHTHTe ¢ YepHONPOOHA HEAOCTATEYHOCT HMAT SIOHINKEH KAHPBHC HA AMJIOHITHH,
BoJien] 0 No-ARITeI ONYXHBOT H NORHINaBaHe cToiiHocTHTEe Ha AUC ¢ npuOnmsurento 40-60%.

Cmapuecka sv3pacm

BPEMGTO 38 JOCTUTaHE Ha MAaKCHMATHH IUIA3MEHH KOHLICHTpalHH € CXOMHO IPH HEAHBHAK B CTAPYECKA
BE3PACT ¥ NO-MNAAH HHIMBHOHK. JIpH [IAHMEHTHTE B CTAPYECKA BL3PACT, KTMPBHCHT HE AMITONRINH & ¢
TEHACHIMA KM HAMAIABAHE, KOATO BOAH 10 yBeymmiasane Ha AUC 1 Ha e/IHMMHALTHOHHHA [TOTYXKHBOT.
Hapacteanero Ha AUC 4 Ha enuMMHAUMOHHMA NOTYKMBOT NMPH AUMSHTH CBC 3ACTOHHE ChpACHA
HECOOCTATBUHOCT € 6o CTIOpEH OYAKBAHOTO 38 CHLOTBETHATA RH3pacTORA IPYIIA.

Teanarpuyna nomynagus

ITposeneHo € nonmynaHOHHO (apMaKOKMHETHIHO NPOYYBaHe Npd 74 fela ¢ XHNEPTOHHS Ha BB3pacT OT
1 po 17 roauhu (34naumeHTs Ha BB3pacT OT 6 10 12 roguny K 28 nauwenTn Ha BB3pact or 13 no 17
TOZHMH), NOMY42BAIH AMOAHTIHN B No3d Mexay 1,25 mg u 20 mg, npueMaHH eJHOKPATHO HAM
aBykparso gaeBo. ITpu nedata ot 6 g0 12 roguuu B npu osomsTe or 13 no 17 roannm, THNHIHEST
nepopane Kupbhe (CL/F) e 6nn coorBerno 22,5 u 27,4 l/uac npu momuera ¢ 16,4 i 21,3 Vuac opu
momu4eTa. Habmonagasa e rosiaMa BapuaGHAHOCT HA EKCTIOZKIMATS, MeKAY HHAuBKHAUTE, ChobieHuTe
JaHHE NpH Jena noj 6 FOIMHHA ca OrPAHAYEHH,

53 TIpenqcnunuadn Aanau 3a Gezonacrocr

Penpodykmugna moxcuirocm
PenpoqyxruBHM MpOyBARKMA IIPY ILTEXOBE H MHRIKH IOKA3BAT 3aKbCHABAHE HA JATATA HA PAXKAHE,
YABLKEHE NPONBDKHTENHOCT Ha PAKAAHETO U HAMATIEHA JKHIHECHOCOOROCT Ha NOTOMCTBOTO TIPH AOSH
ppuduiH3ETenHO 50 METH NO-BHCOKHK 0T MAKCHMATTHATE NPENOPEYNTENHH K034 IIPH XOpa, H34YMCIICHH HA
6asa mg/ke.

Hapywenun 66 pepmuwrumema

JHH 1ipesH omloxaaune) B 1o3u go 10 mg/kg/neu (8 nuTe* no-BUCOXH OT MAKCHMANHATA
NPENoPBINTEIIHA 38 X0pa fo3a of 10 mg, u3uncaena Ha Oaza mg/m2 ). B npyro npoyusase ipH nipXoBe,
NPpH KOTO MEIKKHK IUTBXOBE Ca TPETHPAHH ¢ aMiounuH 6esunar 30 AuM, ¢ 1032 CpaBHMMA C J1032T2 TIPH
XOpa, M3dYKcIeHa Ha Ga3a mg/kg, ca YCTAHOBCHH OHIKEHH TU1a3MeHH (OMKYIOCTMYIUPALl XOPMOH H
TECTOCTEPOH, KAKTO M TOHIDKESHH IUTETHOCT Ha criepMata H Gpoi Ha 3peil CHepMaTuliH U CEPTONHEBHTE
KNETKH.

Kapyunozeneza, mymazenesza

Hama jaHHR 32 KApUMROTEHHOCT OPH IUTbXOBE H MHLIKH, TPETHPAHH ARE FOIMHH C aMIIOJMPRFER-31UCT
B KOHUEHTPALMHA, H39UCEHM ia OCHTYPSAT JIHEBHR 10308M HWisBa o1 0,5, 1,25 u 2,5 my/KE/gedv}
BUCOKATA 1038 (IP¥ MHLIKH - GR3KA 0, & MPH IYX0Be — JBA THTH* NI0-BHCOKA Oy gk
NpenopRYMTENHA KNHHWYHA fo3a oT 10 mg, usunciiena sa mg/m?2) e 6uma 6mu3Ka g
HOMNYCTHMATA 032 33 MUIIKH, HO HE H 32 IWTBXOBE.

Ilpoyunaima 33 MyTareHHOCT He NOKa3BAT JEKAPCTBEHO-00YC/OBCHH edexTH H




XPOMO30MHO HHBO,
* M3UMCIeHa 3a MalMeHTH ¢ Terno 50 kg

6. OAPMAIEBTHYHHU NAHHU

6.1 Cnucyx B NOMOIDMHTE BeleCTBa

Jlaxroza MoHOXHApAT
Henynosa, MuXpOKpHCTANIHA
Maruezies creapar

6.2 HecrsMecTHMOCTH

Henpunoxamo.

6.3 Cpox Ha roguocr

3 (rpu) ropuEM.

6.4 Crpenpannu yeoBES Ha ChXPaHEHHE

To3n nexkapeTBeR MPOAYKT HE H3HCKBA CNELMAIHN YCIOBHs 33 CHXPAHECHHE.

6.5 Baa s cLILPXKANEE B ONSKOBRATA

Amnomumn Anxanonn S mg rabnerky ca onakopanu 8 6nucTepH ot PVC, 3aneqatan ¢ AyMUHHEBO
@onuo, no 10 Tabnerku BB Beexn Gmuctep. Kaprouenata kyTus chxupika 30 Tabneru (3 Smcrepa) 1
THCTOBKA.

Amnoaunnp Ankanonn 10 mg Tabnerkn ca onaxoau B Srucrepu ot PVC, sanewarany c afyMHHECBO
dommo c 15 Tabnerky pre seexk Grucrep. Kapronesara xyrus cuaspxka 30 rabnerxu (2 6nacrepa) n
JHCTOBKA.

6.6 ChenuajJHH NPeANAIHM MEPKH OPH HIXBhP/IgHE
HsiMa cietAanim H3HCKRAHHY.

HeusnonxsraHHAT eKapCTBEH HPOXYKT MM OTHATEIHHTE MATEPHAIH OT HEFO TPAGBA 2Ia Ce H3XBHPNST B
CBHOTBETCTRHE C MECTHITE M3HCKBAHHA.

7. TDPHTEXATEJI HA PASPENIEHHETO 3A YIIOTPEBA

"Anxanons" EQOJ
6yxn. ”Hukona M. Banmapos“ Ne 51-A , er. 4,




rp. Codus 1407, Brarapus
Tenr. +359 2 80 81 081
e-mail: office@alkaloid.bg

8. HOMEP HA PAIPEHIEHHETO 3A YIIOTPEBA
Amoonmne Anxanon 5 mg Tabnerku- Ne 20070048

Amnogure Anxanonn 10 mg rabnerxu- Ne 20070047

9. JATA HA IIGPBO PAIPENIABAHE/MIONHOBSBAHE HA PASPEIIEHHETO 3A
VIIOTPEEA

Jlata 5a mupRo paspelnasade: 12 Anpun 2007 r,
Hara va nocneguo noguopasaue: 18 FOmn 2012 r.

10. JATA HA AKTYAJM3HPAHE HA TEKCTA
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