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TO HUONG DAN SU DUNG THUOC

| Rx
Thuac hdn thea dan

DORODIPIN® 10 mg

THANH PHAN: Mdi vién nén chira

- Amlodipin (dudi dgng Anmlfodipinn BEsYIar) ... s s s 10 mg
- Ta duge: Microerystallin cellulose  PH102, Calci hydrogen phosphm khan Matni starch glveolat,
Magnesi stearat.

DANG BAO CHE: Vién nén, ding udng.

QUI CACH PONG GOI:

- Hop 1 vix 10 vién; hap 10 vix 10 vién.

- Chai 90 vién.

CHI DINH:

- Piéu trj ting huyét 4

- Dy phing day r.!m.f ngire on dinh man tinh hodc con dau thit ngwe do co thir mach vink ‘
prinzmetal.

LIEU LUONG VA CACH DUNG:

* Cach ding: Dung udng, .Hruy[' khing thuje vio bita in, c6 thé ding tride hogc sau ki dn.

- Nguii lon: Lidu khai diu ld 5 mgf."fmrgﬁy vi cd thé ting liéu tiy theo dip g cia binh nhin dén
i dta 10 mgAiningiy. . } : ’ ‘

- Bénh nhin suy giam chire nang pan: Nén ding licu khéi dau thip hon (2,5 mg/1 lan/ngay). | Fa

- Bénh nhin suy thin: Nhitmg thay doi vé _m'.r‘ng di cata amlodipin trong Iruyét tiomg khing twong -"';s?' f
e véi miee 4@ suy thin, do dé kivdng can didu chinh lidn doi vai bénh nhén suy giim cluie nang |2 ¢
thiin. st

- Ngurdi lim tudi: K hong can diéu chink liéu, khing mrr thay i lidu khi p.fta.! Trgrp v thude dgri tién :C“
thiazid, chen beta giao cam .-‘m.[?c tic ché ° engym chuyén angiotensin,

- Tré em = 6 tudi bi ting J'myﬂ dp: Th wie khang pla hop clia liéu cho tré em.

- Tré em dudi 6 tudiz: Khdng cd dix ligu.

= Lew ¥ Chon thuée eo him legme phii hop véi lidu dimg cia bénh nhdn,

CHONG CHI BINH: . .

- Min l:i'uu vl bat ky thinh phan nio cia thuoc,

- Qua m:m virl dih}dmpyrid]n

-Hg iyt dp wing, soc tim, nghén tht trii.

- Suy rim chiea dige diéu arj on dinh san khi bi ﬂ'.fmt miin ca tim r.'np tinle; hegp ding mach chu oo
frigu ching ding ké trén lim sang, con dan th it ngwe kivéng én dinh (trir con dau thiit n Zuc
pringmetal).

THAN TRONG KHI SU DUNG:

- Logn chuyén hoa porphyrin s.ap )

- Bénh mlidn bi suy tim sung hayét: Amlodipin cd thé lam tang nguy co tai bién tim maeh va 0 16 tie vong, |
- Bénh nhin suy chire ning gan: Thai gion bdn thai cia amlodipin kéo dai o nhitng bénh nhan suy
gan va lidu klruyén cdo chiea duge thinh lip. Do dé, nén dimg thiin trong & nhitng bénh nhin niy.
Amlodipin nén ding lidu thip khi bit diu trong khodng liéu dimg vi cin thin trong khi diéu trj, cho

cit khi ban diu didu tef va kii tdng léw, Chim didu chinh lidu va theo dii cin thiin & bénh nliin suy
gan ning.

- Béndr whan Idn tudi: Ciin theo theo khi ting liéu & bénd nlvin ldn tudi.

- Tinde an todn vi higu qui ciia amlodipin @ tré em dudi 6 tnbi clura dige dénh gid. Tinh an toan va
Rign qud cia amiodipin ki két Irgp viii aliskiren (cd hode kivdng cd hydroctorethiazid), atorvastatin,
benazepril, olmesartan (co hoge khing cd hydroclorothiazid), perindopril, telmisartan hogc valsartan
{eo hode khdng co hydroclerothiazid) chova duee dianh gii o tré em. |
PHY NTTCO THAI VA CHO CON BU: é)
* Thei ky mang thai:

Awn foian trén phy o cd thai choea diege t.l'rm.-‘r i, ﬂnm{, cd thé die tinh trén thai & lidu cao, Chi sir |
| dung cha plu ni cé thai khi khidng cd thuac thay thé kivdc an toin hon.
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* Thai ky che con bi

Chua ¢d thdng bdo nio ddnh gid su tich 10y eda amlodipin trong sita me, khong nén sie dung thude rén
phiynit dang ¢ho con bil,

AN HIUUONG LEN KHA NANG LAI XE VA VAN ITANI MAY MOC:

Thudc cd thé giiy tic dung khing meng muin wlwe buin ngd, chédng mat, nhive dive. Cin thin trpng |
Kivi ding chio ngudd dang fii xe vd vin fdnh mdy mde,

TUGNG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC:

- Andlodipin duge ditng an toan vii cde thudc byi tiéu thiazid, chen alpha, chen beta, thuie ire ché

men chuyén, ede nitrat cd tic dung kéo dai, vien ngdm dwdi ludi glyeeryl trinitrar, thuse khang sinl,
thudie g duimg huyét diwimg wong.

- Trink ditng nieie ép bueai ki dimg amlodipin: Ding nhién nieée ép buvi co the din dén ting ning
g amlodipin trong .l‘m_'.'q.ff firomg, lam ting rac dung ha n}'é.l‘ (713

- Cic chit e ché CYP3A4; Sie ding dong thed amlodipin véi cde thube e manh hoge virm CYPIA4

(thudc tre ché protease, thude kiving ndm nhim azole, macrolides (eryth romycin, clarithromycin,

verapamil hage diltiazem) cd thé din dén gia ting ddng ké amlbodipin din dén tang nguy co ha luyé dp,

- Thitie iy cdm ting CYPIA4: Vide sir dyng ding théi cdc thade gay cam iing CYPIAS (rifampicin,
hypericm perforatim) cé thé lim gidm ndng di ciia amiodipin trong huyét ieong, Amlodipin cin

thiin trong khi divng cing vii ede thube niy.

- Dandeelen (tiém frn yé.*’:j: Trén djng vit, rung thiir gy chét Rgerddi vi tray time wacle dige gaan st

fién quan véi ring kalf mdu sau Khi mfng verapamil vi tidm ol mgch danteolen, Do nguy oo by

Fali mer, nén khuyén cdo ki diong ding thii véi cde thude chen kénl canxi nhie umlodipin cin

tregre tednly & bénh nhdn nhay cam vai s61 cao de finh vid frong Kiéim sodt s61 cuo de tinh.,

- Cd nguy co ting nong i tacrolins tromg nidu kivi diéu tef phdi hgp vai amibodipin nhung co chié

duwge ding hpe ciia twong tde ndy chua diwge hidie rd. Dé trdnl ngd die cia tacralimus, bnl nhin
diéw trf tacrolimus vii amlodipin ciin drgre pidm st ning dj tacralimus trong midu.

- Simvastatin: Sir dung dong thai nhiéu liéu amlodipin 10 mg véi simvastatin 80 mg din dén mjr sy
gia ting 77 % ndng dp cia simvastatin so voi simvastatin don lidu, Gigi han lidu simvastatin o nhitng
bgnde wliiin diveg amdladipin 20 mg Iang ngay. ) )

= Ciie Thude gy mé lam ting 1ie dung chong ting huyet ap cua amlodipin va cdé the lam huyct ap giam
manh hon . ] )

- Lithi; Khi ding ¢ling vai amlodipin, ed the gay dge than kinh, buan nim. ndn, tieu chay, .

- Thuoe chéng viém khéng steroid, diic bigt 1 indomethacin od the lam gidm tic dyng chdng ting huyét |
ap cua amlodipin do (e ché 1ong hop prostaglandin vivhode giir natri va dich. |
- Cde thude lién két cao voi protein (nhir din chit coumarin, hydantoin...) plai dimg than trong v
amlodipin. vi amlodipin ciing lién két cao véi protein nén nong di eda ede thude noi trén & dyng hr do |
(khong lign két, ¢6 thé thay ddi trong huyét thanh,

TAC DUNG KHONG MONG MUON: .
Pliin teng phy thidng gdp nhit cia amlodipin Ui phi cé chin, tir nhe dén trung binh, lén quan dén |
lidu ditng. Trong thie nghiém lim sdng, cé doi chimg placebo, tic dung nay pip khodng 3 % trong s |
newdd bénh diéu trf vai liéu § mgdngdy va khodng 11 % khi ding 10 mg/ugay.

Thiecmg gdap, ADR > /100 |
=l 'm_’m thin; Phil cd L"hrin.. mét moi, suy nhuge,

= Tudn hoan: Bénh irong ngye.

- Thiin kinh: Budn ngd, chéng mt, nhice diy (dic bigt lo vae e bit dau dién trj), chudt rot.

- Tiéu héa: Budn ndn, dau bung. kh tiéw, thei quen di citn thay ik {bhae giim tién chay vi fie fin ).

- 1 hip: Kho thér

- Thj gide: Rii loan thi gide (song thi).

- Mach mdn: 56 bimg mdt v co cam gidie nong.

Frgap, 171000 < ADR <171 00 )

- Tin hoan: Ha huyét ap qua mic, dau ngye, cliing logn nhip tim (bao gom nlijp tim chim, nhip
ahanh thdt va ring nhi,

- D Nigooi ban, ngir, ring tde, ban xuil huyét, sie doi man da, ting G660 ma hii, mun do, phi mgel.

= Cor, xwromg: Pau co, dau khép, daw lumg. X
= Tam thin; R loan gific ngi, thay i tiim tramg (bae gim cd lo du), irim cine. :
= Than kinh: Run, roi logn vi gidc, ngt, 46, df cam. L

a2 . 2oasay
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|- Thinh gide: U tai. [
= Md hdp: Ho, viém miii.

- Tiéu hoa: Non, khd migug, ting lode sur cin.

- Tiét nigu: Roi logn tiéu tign, tidu dém, ting tin si e nigu.

- Sind dye: Bit e, vii to & nam gidi.

Hidm gdp, ADR <1/1000

- Tudn hoin: Ngoai tim thy, nlidi mdu co tins.

- Tigu hoa: Ting sin lol, viém tuy, viém dg dédy.

= D Nbi miy day, viém mgel, viém da frée vdy, bl chiimg Stevens-Johnsan, phi Quincke, nhgay
e dnly sdng.

- Gam: Thng men gan (transamingse, phosphatase kidm. lactat dehydrogenase). vidm gan, ving da.

- Chuy¢n héa: Tang glucose huyet

- Tim thiin: La Hn. )

- Thiin kink: Ting triwong e co, bénk thin kinh ngogi bién.

- Mién dich: Hong ban da dang, pldn g df fing.

QUA LIEU VA CACH XU TRi:

- Nhilm dge amlodipin rit hiém.

- Trong wuimg hop qui liéu vii thude chen calei, cdch xif tri chung nhir sau:

- Theo dai tim moch bing dign tam d6 vi didu i tiéu chimg cie e dung |80 tim mgeh cing v rim dy
ddy va cho udng than hoat. Néu cin, phai diéu chinh cde chit dién gigi. Trutmg hop nhip tim cham vi
bl tim, phai tiém atropin 0,5 - | mg vio tinh mach ¢ho ngwdi lom (v iré em, Gém fnh maeh 20 - 50
microgram/1 kg thé trong), Néu efn, tiém nhile lgi. Tiém nho giot tinh mach 20 ml dung dich calei
gluconat (9 mg/mil) trong 5 phitt cho nguéi [6n; thém isoprenalin 0,05 - 0.1 microgam/ke/phit hobe
adrenilin 0,05 - 0,3 microgam/kg/phit hode dopamin 4 - 5 microgam/kg/phut.

- Vi nguedsi bénh gim thé tich win hodn cin truyén dung dich natri clorid 0,9 %. Khi cin, phii dit may | =

/i

e nhip tim, . :.‘_'f:
- Trong tesdmg hop bi ha huyét dp nphiém wong, phil tiém tinh mach dung dich nairi clorid 0.9 % |73
addrenalin, Néu khong tic dung thi dimg Isoprenalin phdi hop véi amrinon. Plidu tri triéu chimg. {;‘:_::
DU LUT HOC: &'

- Amlodipin i ¢in chit coa dihydropyridin ¢ tic dung chen dong vio caloi qua mang 1 bao IF.SCI"
Amlodipin ngin chin kinh calei Toai L phy thude dién thé, tic ding trén cac cor iron mach mau vatm.

- Amlodipin cé tic dung ching tAng huyét dp bing cich tryc tiép lim gidn co wom quanh dong mach==
ngodl bién vil it o6 tie dyng hom trén kénh calel co tim, Vi vay thube khéng lam din truyen nhi that o

tim kém di v cding khong dnh hiuong xéu dén lyc co co tim. Amlodipin ciing c6 tac dyng 101 14 giam sirc ||
ciut mach miu thin, do d6 fam ting luu hrong miu o thin va cai thién chire pang than, Vi iy thuoc
ciing ¢d the ding d& didu i ngwoi bénh suy tim con bu, "

- Amiodipin khong ¢o anh hwong xdu dén sy chuyén hin nguge hofic thay doi nong A6 lipid ronge
huyét nrong hoic chuyén hoa glucose, phi hgp sic dang amlodipin Qe dicu trj ting huyet ap o ngudl
bénh dan thao dutme. hen suyén v binh gir. Vi amlodipin e dung chim, nén it ¢d nguy co ha huyél !
[ ap eap hode phip nhanh phan xa. _

- Tae dung chong dau thit ngue: Amlodipin lim giin cde tidu dong mach ngogi bien. do di Lim giam
todn b lye can o mach ngoai bién (hiu ganh giam), Vi tlin s6 tim khéng b tic dong. b ganh gidm Jims
cong cia tim gidm, ching vai giam nhu ciu cung clip oxy v niing luemg eho e tim. Piéu niy fam giam
nguy oo dau thit ngwe. Npoai ra, amlodipin cling gay gidn dong mach vinh ea trong khu vire thigu mily
cye bir v khu vire duge cung cip midu binh thuimg. Su gidn mach niy lam dng cung cap oxy cho ngudi
benh dau that ngyre thé eo thit (dau thit ngue kiéu Prinzmetal). Piéu ndy lim giim nhu ciu nitroglycerin
vt bing ¢heh ndy, nguy co khing nitroglycerin co thé giam. Thoi gian tae dung ching dau it ngye keo ‘

ditf 24 widr. Ngwdi binh dau thit ngye 6 thé ding amlodipin phoi hop véi thude chen beta va bao gir
ciing ding cing vl nitrat (diéu tri co ban dau it ngue).

DUQC DONG HOC: )

Sinh khi dyng eta amlodipin kKhi ubng Khoang 60 — 80 % va khong bi anh huong boi thie an. Nong d6
dinh trong huyét wong dgt duge sau khi ubng ligu khuyén cdo 6 dén 12 gio. Thin gian ban thai trong
huyét trong i 30 - 40 gio. Nong dé én dinh trong huyét tong dat duge 7 dén § ngay sau khi udng
thude mdi ngay mot lan. Thé tich phin bd xdp i 21 livkg thé wong vi thude lign kél voi protein = huyers
womg cao (trén 98 %), DO thanh thii trong huyet tremg 161 mire bink Ihuﬁng_s:;}g_l.:hggg’ugg_':’@l-pl_:_:.‘:}'l.g‘é
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thé trong do bai tiét chu yéu théng qua chuyén héa trong gan. Cac chit chuyén héa mét hoat tinh vi bai

tiet qua nude ticu. . :
O ngudi suy gan, thoi gian ban thai cia amlodipin tang, vi vy cé the can phai giam licu hogc kéo dai
théi gian gita cée licu ding.

BAO QUAN: Noi kha, nhiét do dudi 30 °C, tranh dnh sing.
HAN DUNG: 36 thing ké tir ngay san xuat.

THUOC NAY CHI DUNG THEO DON CUA BAC SI.
POC KY HUONG DAN SU DUNG TRUGC KHI DUNG.
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI.

PE XA TAM TAY TRE EM.

@

BOMESCD

NHA SAN XUAT VA PHAN PHOI

CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO
Dia chi: 66 - Quéc 18 30 — Phuimg My Phi — TP Cao Lanh — Dng Thép

Bién thoai: 067. 3851950

pl




