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Bocky hating diin sil durg trude ki ding
Néw cin thém théng tin, xin tham khao § kién thay thudc
= ALDAN Tablets 5 mg
= {¥ién nén Amlodipine § mg)
j=——=1
Thanhphdn: M&i khing bagchita:

Hoatchat: Amiadipine Ph.Eur Sma.
Ti due: Micracrystalline eellulose, Dicalcium phesphate diydrous, Sadium starch
glycolate, Magnesium steasate,

Chi dinh:

= Tang huyét &p- Dung Amiodipine 8¢ diéu tr tang furyét ap. Ca thé ding riéng re hoae
i g vl cie thude chita ting huydtdp khdc.

- Dufphang & ngudi Binh dau thitaguc dndjnh.

Ligulugng va cichdiing:

Duimg ding: Usng.

Mgusldn

Lifu kb i thung dieng € chifa ting huyBt 4l uing Amindipine mBi gy 1 1in §
g, liéu i data mid ngaymt 1dn 10mg.

Lidu luemg cln 8y chinh iy theo nhu cdu cba m i bénk nhin. N6 chung, in chudn 48
sau 7 — 14 ngdy d cho thiy thude ob thé diinh gid 4y 60 6dp tng ala bénh nhinwdi méi
mie .

Liéu khuyén cao cho dau thit ngyc dn dinh [ § — 10 mg mét 1 nmdi ngdy, nhag cin ha
thip lidu cho ngual cac Wi vl nguii suy gan, Nhidu bisnh nhan dai. hei fiéu 10mg 88 o8
tatdung diy di

Chiing chl dink:

Khilen dige d e R | ot

i dingmadpine chonguts i amidiine.
BEAh i iy tim chisa i i dn Binh, phy dicha con i, dau thét nguickhing én dinh,
stiedo tim, hepdgng mach chi ning.

Cinh bdo:

Tang dau thit ngyc va/hodc nhél mau ca tim: tuy hifm gap, d3c bigt & nhilng ngudi
binh dagmadh vanh lkilullinnghlmtrmq,sﬁﬂré biténg tan sd, thaigian va Majec di
nghiém trong cia co thit hodc cda nhii mau catim cip tinh khi batd&u dingthubc e chi
kitahvealel e waa nhiing hicting lify

Thin trong:
- Thin trong chung: ¥i sy giin mach do Amlodipine I3 tudn ty K khii diu ding, nén
hiEm g ha huyEt ap ki ubing Amlodipine. Ty niklen, <5n thin tegng kniding thudt iy
ciing gidng nhukhi ding i thu e glan mach ngal bién khas, dacbiét vt cicbénh nhin
o hep ing mach chi nghiémnang.
~Diang e @ nguii suy tim sunghuyét
Mt i cac nghien cou v huyet g hec va 1 nghiém e 06 chilng «ia IYHA (Fiip
hai tim mach Mewyork-Hoa ky) véi nhom Il = 1 thude bénh nhan suy tim cho. thiy
Amlodipine khing g3y trém trgng tink trang say tim trén lim sing sau khi do 43 dhiu
dunvg qua tip luyén, phin sudttdng mau clatim thit | (EF) v quatibéu chiing hockim
sang, nhundg cac nghién e chua € cip diin cc 66 uigng banh nhan ahom IV oia NYHA
v suy tim. Noi chung, mai thudcie chéikénh calel cn phdi diing thin trong & bénf nhin
suytim.
~Nglimg ding thucpheng b beta:
Amiodiping khing phai thudc phong bé béta v do d6, khang bio ve dudcchiing nguy ¢0
niging ding a5t ngit thudc phang be béta. Vivly, méi khi nging thudc, phal gidm tirmr
liéu lugng aia thudcphang bé béta.
- Bénh nhdn suytim:
Imngnghlﬂl cliulam sang co 461 ching gii duoc, amlodipine duc baa i b lién quan
tén idrm@nh nian suy tim khng dathigumdu mde 631111V theo phén
\ual{daml Tuymhlhkhﬁmgtbww:hlﬂmk!'fm\#hénhnhanﬂhenllsuylm
trim trong thim sevii giddugc,
-5ldungchobénh nhansuy gan:
‘Cingnhe tit o cic thude 04 kndng calcium, thit glan biln iy cia amladpine ko dai
nhiing bénh nhin suy gan & chua xc dink doc iéa uygncso. Do dd, nén ding thudc
canthindnhing bénhnhannay.
-Sddungchobénh nhinsuy thin:
Armdodipine e chién haa g ki thi nh cicchitkhing ¢6 hoat tinh vik 109 due dda
thili duti dang kehing i rong nue tigu [anr.lydﬁlvé.rldﬂgﬂﬂmm}hyﬂnmgcm
awmwﬂmnglmnquam#nmmcathh A lodipine o
mhmnmmmmmmmlmmﬂsémmmm
-S{ldund cha ngubi gis:
Thisi glan dat dén ndng 84 i da trang huyét tuang cia amiodiping & nguai gia cing
gifg ngui trd tudi, Thanh thi amlodipine cd khvuynh hudng gidm do 04 din 86 higud
lirting AUC va thef gian bin tha & ngutd gid, S4 gia tang AUC va thifl gian bin thi § bénh
hdn suy tim sunq huyet cling phi hdp du bio & nhifng bénh nhin treng nhom fudi
nghién curu. Amladipine sirduneg vi liéu gidng nhau cho nguil gia va ngudl tré cing déu
Huge dung nap it nhurnhau. Do 6 [ lugng thing thutng cinged thé dling cho nguti
-

—ﬂinnngmnum
(Chua xacdfinh dupe hidquiv tinhan tadn clla amiodipine dtréem.

Técdungkhongmongmudn (ADRE.

Phan g phy thusimg g3paat cdaamiodipin 13 phis e chian, 1 nhe téa trung binh, lién
quan dén it diing. Trang tha nghi2m lm sing, cf &6 ching placebe, tae dung néy gip
khading 3% trong s ngudf bl diéu tf vl i Smg/ngay v khodng 1% ki ding 10
mo/nasy.

Thutmg gap: ADR= 17100

“Tadn than: P o chim, nhie Ao, chng maL 86 bing mat v e cim gidcndng, métmd,
sty g

Tudn hodn: Bénh tring nguc.

Thin kinh trug vang: Chugt rit.

Théu hod: Budsn ndin, daubung, kho tidy.

Hihdp: Khithd,

Tgip: 171000 <ADR<1/100

Tudn hoan: Ha hupt dpquamdc, nhip tim nhanh, dau ngue.

Da; Phit ban, g+,

Lo xumma - Dau o, dau khdp

Taim thin: i loan gidcngie

Higmqap: ADR< 111000

Tudn hadn: Ngoaitim this

Tiku hod:Thagsdn fgl.
Dra: il iy day,
Gan Tang Enzym gan {ransaminase, phosphatasekiém, lactate dehydrogenase).
Chipén hod Tingglecase huydt,
Tam thén:Lilin.
Maén dich:Héng ban dadang.
Thing bido véi thiy thubc cic tac dung khéng mang mudn g3p khi ding
thudc,

Tuamigtic
Whuyén bénhnhdn hy thong bincho bic s biét cie thuficdang g ha3c 3 diing gén
iy, kf o cdc thuSckhibng et dom.
Mt 58 thutic (bao gBm cdc thudc khang k# dan, uic b duvc Béy hodc cac san phim
nién:arﬁu]mmlmlﬂ#mlwﬁﬂ-m“fﬂﬁm“dhﬂih&dlﬂb\
thay 4.
#2nh nindnphiithdng bao cho bics néu ding bdi o cicthudcnao duliday:
- Thudclam glim huyétap, v/ dunhu cic thudc chenteta, thisde G ché ACE, thude
chen alpha- 1 va thudcli i, Amlodipine of thé | am tang tic dunghg huyétdp
a cicthudcndy,
" e timmachi 2ngticdyngcia Amlodipl
- melﬂnm[tmkmﬂmldﬂﬂmmﬁcwwcﬁi
Amladipine.
- Kag chit dc ché HIV proteinse thudc khing vires ding didy trj IV nhy
ritonavir) cothé \amﬁngﬁ:dun;u‘.u!«rmdwe
- Mefazadan (thudk diu tr trdmcim) o thélamtang téc dung el
- Rifampicin v3 rifabutin {thubt khdng sink) cd thé Bim gh 53 dlmg i
Amladipine.
- Hypericum perforatum (thudc thio duge dung i tr trim cim) o thé fam
qgidm tic dung claAmiadipine.
- Desamnethason cf thé limglim t3cdung cila Amladpine.
- Phenobarbital, phenytoin va carbamazepin (thulic chiing co gid) cf thé giim
tdcdyng cia Amiodipine.
Nevirapin (thude khang virus) cd thé lim gidmticdungala Amlodipine.
C&tmuﬁrgaymélamﬁnm:dur\qthm rang huylt ap cla amindipine va cd the lam
huyBtip gidmmanh hon,

ke ghi:

porgr

id, tic bidt 1 indomethacin c6 thélam gidm tac dung
chéing tang huyét ap cira amodipin da it ché ng hp prostaglandin vi/hodc g inatriva
dich.

Thiiley mang thai:

G thudc chen i calcl cd th e ch con o 11 cung sdm. Tuy nhién, thude khing od tac
dyng bitlof cho qud trin sinh 8. P tinh d€n nguy oo thifu oxy cha thaf nhi né gy ha
byt dp & nquii me, vi comguy colam gidm tudi maunhau thai. Day 12 nguy cachung khi
diimg cac thube diéy wj ting huyétdp, ching b the lam thay #5i u himg médu do gian
machngeaibién.

(FGng vit thycnghitm, thudc dhen kénh calci o thi gdy quéi thal & danq ditit s, Vi
iy, tranh ding amdodipin chanqui manq thal, 3c biet trong 3 thang dfu thaiky.

Thisily cha com bi:
Chuia i thing b o fdnh gha sytich iy cla amlodigin trong sfa me.

Tée dungtrén khindng Liixe vi vinhanh may méc:

Néu bénh nhin 5 dyng thedi nby, hiy cin thin khi |3 ke hay vin hinh mdy méc
Ambodipine khing gy Anh dng tryctip En kha nng 13 xe hay vén hanh may moc Tuy
nhignmat s& benh nhidn bi e dung phy ch g mithay budin ngl lo ma dogidm huyStap.
Nhiling tac dung khing mong mudn ndy thuing xdy ra khi mdi bdt du & dung
Amiodipine hade sau khi tang (iéu. Néu 43 biét nhing tc dung khing mong mudn nay,
Khuyenbénhnhin khng nén Lilxe hode trinh cdc hogt Sng khae cin phai tinh tao.

Qud i ot

Nhiém dgcamlodipin rat hiém,

Dimg 30:mg amiedipin chatré em 1 tudi rudi chi gdy nhifm déc “trung Bink"

Trong trurtmg hap qud 1iéu wif thufic chen cald, cich mirtri dhung nhusau:

Thea dai tim mch bang iEn tm 48 va didu tr trida chilng cic b dung Hén tim madh
clng wéi rifa da day vi cha uding than hoat. Néu can, phii diéu chinh cic chit dign oidl.
Trusmg hap b tim chait va biSe tim, phil tigm atropin 0,5 - | mg vao finh madh cha
neguis ftin (vl tré em, tiém tTnh mach 20 - 50 miowgramy/§ kg the trong). Néu cin, tém
nhde lai. Tiém nhd giot finh mach 20m| dung dich calcigluconat (9 mgimi) trong 5 phat

_chva ngufi b, thiém ksogrenalin §,05 - 0,1 microgamy'kg/phut hedc adrenalin 0,05- 9,3

microgamu/kg/phit hode dopamin4 - 5 microgam, /kg/phat.
Vi nguii benh gidm thé tich tudn hisn cin ruyén dung dich ratri clarid 9%, Kl cd,
phiidat miytao nhip tim.

g g hopb rabuyéti g, i témtnh
0.9%, adrenalin.| Nliumng:&cdungmummmmﬂnpnﬂmmﬂmmmm&uﬂ
tridu chimg.

s e s o ape bl

Cic dictinhduge hchoe:
Arvlodipine 14 din chdt cia dinyropyricin o cic e dung chen caki g mang 16 b,
Amludmngan:hanmn:ammwwmmmmmmmmamm

Mnlmi)e(ntimmwnghum‘ bidng cach tnic thép [am gl
mmmHWMﬁndwdwmﬂnkﬁﬁtﬂnwnm“mmﬂckhmléﬂ!
adn truyfn nkithst & tim kém di v cling khéng dnh hudng xiu dén truang licen.
Amiodigine cling cd tacdyng 1613 lam gidm succin mach medu thin, o 66 1am ting Iy
g miu &than vicdithibn chicnang thin,

Cde Sdictinh due donghoe
Sirhkhidyngcia amlodipine khi uing g 640 - B0% vakhdng bidnh g bi
mmmnammwmﬁﬂmmmnummummmne 12qi.
Nisa i rang Pisye turomg tir 30 - 40 giix Néng dB & dinh trong huyét tuong ot duge 7
i B ngay saukhi uling thuBc mii ngay m3t k. Thudcchd yéu chiyénhta qua gan.

ORI

Danggéi: Hop/ 3vix 10vién

Handing: 3 nam kétimgiysia st g thibcquihansitdyngahitrén rha
anldl.mrlehn-mnmhénhsinq,#nhmﬁﬁdu‘iiﬂ“{

Tiéu chuin: Hha sénaudt

Gllunlcmdlunhﬂien

Thud

Sén xudt bé: POLHIIIE:S.A
9 daeféw Street, 39-300 Kumna, Priand
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sidiéutr.




