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R X~Thusc nay chi ding theo don thudc Oién nén

KAVASDIN 10

DE THUGC XA TAM TAY TRE EM.
DOC KY HUGNG DAN SU DYNG TRUGC KHI DUNG
THUSGC NAY CHI DUNG THEO BON BAC SY
THONG BAO NGAY CHC BAC SY HOAC DUQC SY
NHUNG TAC DUNG KHONG MONG MUSN GAP PHAI KHI U DUNG THUSGC,
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAG SY

THANH PHAN CONG THUC THUGC:

MBi vién nén chifa:

Thanh phén hoat ch&t: Amlodipin [dudi dang Anloedipin besylat)..... e veiieinirrmanensens 10 mg
Thanh phén ta dugc: Microcrystalline cellulose 112, mannitol, sodium starch glycolate type A, magnesium
stearate.

DANG BAOCHE:

Viénnén.

M6 t& s&n phdm: Vién nén trén, mautring, métmatcd hinh lye gide, mgtmatco gachngang, co thé
bé ddi, canhvathanhviénlanhlan.

CHIBINH:

Amlodipin dugc chidinh didutri trong nhiing trudng hgp:

+ Tang huy8t 4p

+Bau thit ngye 8n dinh mantinh

+Bauthitngye do cothatmach (dau thit ngyc Prinzmetal).

CACH DUNG, LIEUDUNG:

- Céch diing: Thudc k& ddn. Ding theo chi dinh cha théy thusc. Dung duéng usng, ¢6 thé udng
ecung hodic khdng ciing véi thie n.

-Liéuding:

Ngu/@i Idn:

D8 vdi tiing huyst 4p va dau thit ngyic, liéu khdid4u théng thudng 1a 5 mg amlodipin mai ngay mot
1&n, cb thé tang 18n d&n lidu t5i da 12 10 mg m3i ngay mdt 18n tiay theo dap (ing clia mAibénh nhan.

@ b&nh nhan cao huyét ap, amlodipin da Auge ding ¢éng thoi vai thuc 191 tidu dang thiazid, thudc
chen alpha, thugc chen beta va thufic tic ché men chuyén angiotensin. B5i vdi ching dau thét ngye,
amlodipin c6 thé dugc ding dudi dang don tr lidu hoc diing déng thisi vdi céc thudc chéng dau thit
ngyc khéac & bénh nhan bj dau thit nguc khang cac din xust nitrat va/ hodic céc thuic chen beta
thich hgp. Khéng cin thigt phai didu chinh lidu khi st dyng amlodipin déng thai vdi céc thudc Igi tiSu
thiazid, thuéc chen alpha, thuc chen beta hay cac thudc e ché men chuyén angictensin.

* Céc dditugngdéc biét:

Ngudi cao tudi: khd ning dung nap clia bénh nhan cao tudiva tré tudi la nhu nhau khi st dyng mic
lidu amlodipin tudng ty. Liéu théng thudng dugc <huyén cdo sif dung cho ngudicao tudiva cin than
trong khi t&ing liéu.

Bénh nhén suy gan: li8u ding khuy&n céo chua dugc thit 13p cho bénh nhén bj suy gan muc d§ tu
nhg dé&n trung binh: vi vay, cgn than trong khi chon li8u va b4t ddu diBu tri vdi iéu thdp nhal ¢ higu
qua. Pac tinh dugc Iye hoc chia amlodipin chug duge nghién cifu ddi voi cac trudng hgp suy gan
n&ng. Cén bét ddu cho ding amiodipin & liduthdp nhAt réi tang cham & bénh nhan bj suy gan nang.
Bénh nhan suy than: s\ thay d8i ndng d& amlodipin trong huy&ttuong kho ng tugng quan vdi muc db
suy than, vi vay, khuy&n cao sirdyng liéu thdng thuéng. Amiadipin khdng tham tach duge.

Tré em va thidu niém

Tré em va thiéu nién 1/ 6 dén 17 tuéi bi cao huyétap: lidu khdi ddu khuyé&n cdo ding qua dudng udng
a8 didu tritang huy8t 4p & tré em 116 66n 17 tudila 2,5mg m&ingay motidn, réico thé tang lén dén 5
mg méi ngay néu khéng dat dugc huy&t 4p morg mubn sau bon wén. Lidu 16n hon 5 mg mbi ngay
chua dugc nghién cldu & bénh nhi.

Tré em dudi 6 tubi. chua co dif ligu.

Khongcd yéu cdu déc biét vE xir Iy thudc sau khislr dung

CHONG CHI BINH:

Qué manvdi cac din xusl cia dihydropyridin, anlodipin ho#c bat ol thanh phédn nao clathude.

Ha huyétédp nghiém trong. S6c (bao gém sfc tim).

Téc nghén dudng ra cla tam thét tral (vi dy: hep d0ng mach chd nang)

Suy tim huyét dang khdng én dinh sau khi bi nhdimau cotim cép tinh.

CANHBAOVA THAN TRONG KHI DUNG THUSC:

Bénh nhén suy tim: Trong mjt nghi&n cuu dai han cé ki8m chang bang gid duge, st dyng amlodipin
trén nhiing bénh nh&n suy tim dd 11l va IV theo phén loai cha hiép hditim mach New York, amlodipin
dugc bdo céo 6 lign quan dén sy gia téng ti 1& phu phéi. Tuy nhién, khong b sy khac biét dang ké
vt 1& b&nh nhin bj suy tim trdm trong & nhém emlodipin so vdi nhém gia dugc.

Bénh nhén suy gidm chuc néing gan: Cling giSng nhutdt ¢ cdc thufc chen kénh calci khéc, théi gian
bén thai clia amlodipin bj kéo dai & bénh nhéin suy gidm chifc niing gan va ligu khuy&n cdo cho bénh
nhan nay vin chua dugc thidt 1ap. Do d6, amlodipin c¢in phii duge s dyng than trong & cac bénh
nhannay.

Ngudi cao tubi. nén than trong khitang liéu amlodipin & ngudicaotudi.

Bénh nhén suy gidm chde nding thin: Amlodipin ¢6 th8 dugc sif dung & nhiing bénh nhén nay vdiliéu
binh thudng. Nhiing thay d8i vé néng d& amlodipin trong huyét ttong khdng tudng quan véi mirc dd
suythan. Amiodipin khéng thdm tach duge

* Canh bdo 4 duge: ThuBe nay cé chia manniol. B&nh nhan bjrai loan di truyén hiém gaip nhu khéng
dung nap fructose khaéng nén dangthudc nay.

SUDYNG THUGC CHO PHY N CO THAIVA CHO CON BU:

Phy nif c6 thai: Bd antoan clha amlodipin 8 phy nd ¢6 thai chua dugc thist 14p. Trong cde nghién cdu
trén dong vat, doe tinh sinh s&n da dugc quan st théy 4 liéu cao. Sif dung thude cho phy nit mang
thai chi dugc khuy&n c4o khi khong co su thay thé an toan hon va khi Igi ich vugt troi so véi nguy cd
chome va thainhi.

Phy ni7 che con bu: Amlodipin duge bai ti€t qua sta me. T 1¢ liéu & tré sosinh nhan dugc tir 3- 7%,
t8i da 14 15%. Tac dung clia amlodipin d6i vigi tré sd sinh chua dugc bigt ré, chl nén ding thusic néu
Igiich vugttréi sovdi nguy co.

Khé n&ng sinh sém: Dl liéu lam sang khéng dil vé &nh hudng cha amlodipin d8i véi kha nang sinh
3§.n, Trunngbt nghién ciiu vé chubt, tdc dung pny d& dugc quan sat thdy d8i vdi kha ning sinh san
clianam gidi.

ANHHUOGNG DEN KHA NANG LAI XE, VAN HANH MAY MOC:

Amlodipin ¢6 thé &nh hudng nhé hodic vita phaidén kha ning I4i xe va st dung méy méc. NSu bénh
nhan dung amlodipin bj chong mat, nhitc ddu, mat méi hodc budn nén, kha niing phan ing ¢ thé b
Suy y&u, nén than trong khibatddudidu tri.

TUONG TAC, TUGNG KY CUA THUBC:

*Anh huéng ciia cée thube khéc 16n amlodipin:

Chét Uc ché CYP3A4: Chial ife ché manh hodc trung binh CYP3A4 (nhu thude e ché protease,
thudc khdng ndm azol, macrolide nhu erythremycin hosc clarithromyein, verapamil hozic diltiazem)
c6 thé 1am téng néng d amlodipin trong mau di1 d&nlam ting nguy co ha huyétap. Nénthan trong
khi st dung amlodipin ciing vdi caccht tc ché CYP3A4.

Céc chétcAm ing CYP3A4: hién khong o6 dii lidu vé anh huding clia cécchét cadm ng GYF3A4 Ién
amlodipin. S dyng déng thdi vdi cac chdt cdm Ung CYP3A4 (nhu rifampicin, Hypericum
perforatum) cé thé Iam gidm néng dé amlodjpir trong mau. Nén than trong khi s{f dung amlodipin
clngvdicdc chdtcam ing CYP3A4. !

Nudc budi chum: khéng nén ding amlodipin'ciing véi budi hodc nude budi vi sinh kha dyung cé thg
tang & motsd bénh nhan dén dénlam téang tdc dyng ha huyétap.

*Anh hudng cda amlodipin tdi cdc thudc khéc:

Tacrolimus: c6 nguy co tang néng do tacrolimus trong mAu khi sif dyung déng thdi vdiamlodipin, BE
tranh dgc tinh cla tacrolimus, khi st dung amlodipin cho banh nhan dang diéu tri bng tacrolimus,
céntheo ddindng d tacrolimus trong mau va diéu chinh liéu tacrolimus khi thich hop.

Myc tiéu ¢d hpo clla céc thudc e ché& rapamycin nhu sirolimus, temsirclimus, everolimus 14 co chét
clia CYP3A. Amlodipin la mdt chdt (e ché y&u CYP3A. Khi sl dyng déng thdi véi céc chit (e ché
rapamyein, amlodipin cé thé ting phdinhidm ciia cac thubc tc ché rapamycin.

Cyclosporin: chua ¢6 nghién cifu vé tudng tac thudc gilla amlodipin va eyclesporin § nhiing ngudi
tinh nguyén khbe manh hodic nhém déitugng khac, ngoai trit b&nhnhan ghép than. Cac nghién ciu
khéc nhau & bénh nhéan ghép than cho thdy vigc ding d8ng thdi amlodipin véi cyclosporin anh
hudng dén néng dé déy clia amlodipin tr khdng thay ddi dén 1ng trung binh 40%. Cén xem xét dé

theo ddi muc cyclosporin 4 bénh nhan ghép thandiingamlodipin.
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Simvastatin: ding nhiéu liéu 10 mg amlodipin d6ng thai vdi 80 mg simvastatin 1am tang 77% ty 1&
phainhiém véi simvastatin so v6i chding simvastatin. Vai b&nh nhan ding amlodipin, gidi han liéu
clia simvastatin |4 20 mg/ngay.

Trong nghién cifu trén l1am sang, amiodipin khong &nh hudng dén dugc ddng hoc atorvastatin,
digoxin, warfarin.

Do khdng cb cac nghién ciu vé tinh tuang ky ciia thudc, khang trdn 1in thudc nay véi cac thuéic khac.

TAC DYUNG KHONG MONG MUGN CUA THUGC:

Téc dyng phu phd bign nhat ia buén nga, chong m&t, nhic déu, dénh tréng nguc, db blng, dau

byng, budn ndn, sung mét ca chan, phit va mat méi.

Ciéc tin sudt dugc phan loai nhu sau; rét thuling géip (=1/10), thudng gép (21/100 dén <1/10}, it gp
21/1000 dén <1/100), hiém g&p (21/10 000 d8n <1/1000), réthiém g&p (<1/10 000), khdng ré tAn suét.

Hé co quan Tén suft Téc dyng kndng mong mulin
Ri loan m&u v hi bach huyst Rét him gip Gidm bach cdu, gidm fifu cdy
6 oan hg midn gen RathiSm gdp | Phin ing d ung
R&i logn chuyén héa va dnh | REthi§m gip Téng glueose huyét
duong
Réi loan tim thin It gap Mt ngl, thay ddi tam trang (bao gém lo u). mét ngd.
Hifm gip Chadng Hn I5n
A& loan thin kinh Thutng gdp N chié dau dfu (dhc bigt khi bt ddu didu
It gip Gidm xte gdo/ dj cdm, bl nh, rfilogn vi gide, run rdy, 18i logn ngogi thép.
Réthifm gip | Tang trudng Ic od, bénh thdn kinh ngoai bién
Réi loan mét Thuiing gip Réi loan thi g {bag gdm chiing song thi)
Réi loan taiva mé dao it gip U tai
R loan vé tim Thu! HNhip tim nhanh
it gap Chiing logn nhip tim (tao géim nhip tim cham, nhip nhanh & tAm th&1 va rung
)
Rét higm gip Hihdi méu o3 im
Ri loan mgch médu Thus | B4 biing
| it gan Ha huyét 4p

Rét niém gip Vigm mach
R&i logn hd hdp, ngue vé trung | Thiling gip Khé thd

thét It gap Ho, vidm miii
Réi loan hd tidy héa Thutng gip Bau byng, budn nbn, khd tidu, thay di théi quen di ngodi (bac ghm téu
chiy va lo bbn)
| kgip Nén, khb ming
REt hifm gip Vidm tyy, vism da déy, ting sin igi
Réi loan gan mat REthifm gép | Vidm gan, viing ca. ting enzym gan
Réi loan da va md duéi da I gap Ryng long i6c, ting it md hai, ban xudl huyét, sam da, ngda, phat ban,

ngogi ban, méay day
Rét hism gap Fhii mgch, héng ban da dang, vism da Wdc vay, hhi ching Stevens-
Johnson, phi Quingke, nhay cAm véi dnh séng.

Chua & Hei chilng hoai td da nhiém dic
Réi loan mb co xudng vé md Ben | Thudng gip Sung métca chén, co cg
kit it ggp Bau khdp, dau ung vé dau co
RGi Ioan thgn va tigt nidu It gap Tidu 18t nhét, réi ioan 16U tién, di tidu vé dem
Rfli loan hé théng sinh sdn va | foap Vi to 8 nam, réi loan cuting dudng
| tuyén v
RSi loan 1940 than va 13i chd Ré thudnggap | Phi
Thudng gap Mét mbi suy nhuge
It gfip Dau ngye, dau, khé chiu
Khie It gip Tang/ gidm cin

l; naﬁr;rgu%éo ngay cho béc sy hedc dugc sy nhiing téc dung khéng mong muén gdp phai khi st
lyng thudc.

QUA LIEU VA CACH XU TRI:

Triéu chifng: cAc dil liéu hién co ggi ¥ ring viec qué lidu véimic dé I5n co thé gay gian mach ngoai vi
va co thé kem theo nhip tim nhanh. G6 bédo cdo vé sy tyt manh huy8t 4p, c6 thé kéo dai va bao gém
sdic cd 1 vong.

Xt/ trf sy hdp thu amlodipin gidm dang k8 khi chi dinh than hoat ngay lic dé.hp#c trong vang 2 gits
sau khi uéng amlodipin 10mg & nhitng ngudi finh nguyén. Trong vai trudng hap c6 mé cén rita da
day. Vdi cac truang hgp tut huyét ap nang do vigc st dyng qué liéu amlodipin, cdn phaica céc bign
phap hé trg tim mach tich ciyc bac gdm viéc theo di thuding xuy&n céc chifc néng vé tim mach va hd
hép, ké& cao tay ch&n va chd ¥ d&n thé tich tudn hoan va lugng nudc tifu. CG thé s dung mot thudic
ca mach dé phuc héi trudng lyc mach méu va ha huy&t &p, mién 1a b&nh nhan khdng cb chéng chi
dinh sit dung thudc db. Cé thé tiém tinh mach calci gluconat d8 d&o ngudc lai tac dyng chen kénh
calci. Do amlodipin gén kétnhidu vdi protein huyéttuong nén th&m phéan lgc méu khéng mang lai két
qué trong truding hgp nay.

PAC TINH DUGC LYCHOC:

Nhom dugc Iy: thuSc chen kénh canxi ¢6 chon loc véi tac dyng chinh [a gian mach, dén chét
dihydropyridine. Ma ATC: CO8CAQ1.

Amilodipin 1 1 thufic chen dong calci (thudc chen kénh chdm hay chét d6i vén ion calci) va dc ché
dong ion calci qua mang t& baovac trong céc t€ baoco tim va ¢o tron mach mau.

Go ché ha huyét ap clia amlodipin a do tac dung gian tryc liép co tran mach mau, Cd ché chinh xéc
ciia amiodipin lam gidm dau thét ngyc van chua dugc xac dinh ddy dd, nhung amlodipin lam giam
ganhnang thidumau tdng cOng do hai tac dung sau:

+) Amlodipin 1am gi&n céc tiéu ddng mach ngoai viva do A6 lam giam stc cin ngoai vi téng cdng ddi
vdi tim (giam hau g&nh). Do nhip tim khong thay d6i, nén su gidm ganh ndng nay cho tim [am gidm
tidu thy nang lugng va nhu cuoxy cla co tim.

+) Go ché tac dyng clia amlodipin clng cb thé bao gém vigc gian mach vanh chinh va cac tidu déng
machvanh, ca & viing thiSu maw va viing binh thudng. Su gian mach ndy lam gia ting viéc cung cip oxy
cho ¢g tim & nhiing b&nhnhan bi co thét ddng mach vanh (dau thét nguc Prinzmetal hay dau th&tnguc
bi&n thidn) va lam gidn céc con co thét mach vanh do hitthudc 4.

G bénh nhan tang huyétap, viéc ding thude 1 1an/ngay lam gidm dang ké huyst dp trén lam sang cd
& tu thé nam va diing trong sudt khoang 24 gid. Do dic tinh khdi ddu tdc dyung clia thuéc ch&m nén
amlodipin tranh dugc sy tyt huyét dp cdp khi st dyng.

& bénh nhan bi dau thdtngye, ding thudc 1 14n/ngay s& lam tang thai gian géng suc t8ng cdng, thi
gian khdi ddu con dau thit ngyc va thdi gian dogn ST chénh xuéng 1mm, 1am gidm cé tan sudt can
dau thitngyc va gidm lugng nitroglycerin phéislidyng.

Amlodipin khéng lién quan 1i bt ky téc dyng bétiginac vé chuyén héa hay nhitng thay ddivé lipid méu
va thich hgp a8 stf dyng & bénh nhanbi hen, ddithéo dudng vé bibénh git (gout).

PAC TINHDUJC DONG HOC:

Hép thur Sau khi ugng cac lidu didu tri, amlodipin dugc hdp thu tst véindng 4o dinh trong huyé&t tudng
datdugc vao khodng 6 dén 12 gid sau khi udng. Sinh kh& dung tuyétddi dugc udc lugng vao khodng
64% - B0%. Sif hép thu amlodipin khdng bi&nh hutng bdi thdc &n.

Ph&n b: Thé tich phan b6 x&p x121 L/kg. Cac nghign ciiu in vitro cho thdy khoang 87,5% amlodipin
trongtudn hoan ggn véiprotein huyét luong.

Chuy8n hod/thai trir. Thai gian ban thai trong huyét tudng clia amledipin n&m trong khokng tif 35 dén
50 gi¢ va phi hgp véi lidu ding thuGc mot 14n hang ngay. Amlodipin dugc chuyén hoa phén I8n tai
gan thanh cac cht chuygn hoa khong cd hoat tinh voi 10% chdt ban d4u va 60% chét chuyén héa
dugcdaothai qua nudc tisu.

Suy gidm chite nang gar: DI ligu 1am sang han ch& vé sir dyng amlodipin & bénh nhan suy gan.
B&nh nhan suy gan gay gidm do thanh thai amlodipin dan dén thdi gian bén hiy dai hon va téng
AUC khoang 40-60%.

S dyng & ngudi cao tudi: Thai gian datnéng do dinh trong huyét tudng clia amlodipin [ giding nhau
gilia nguai cao tusi va nguai tré. Tuy nhién, ¢ thanh thai ciia amlodipin ¢6 khuynh hudng gidm sy
gia tang ciia dién tich dudi dudng cong (AUC) va thoi gian ban théi d céc cao tudi. Dién tich dudi
dung cong va thdi gian ban thai cling ting 1én & cdc bénh nhan bj suy tim sung huyét (CHF).
QUYCACHBONG GOI: Hop 10 vIx 10vién nén

BIEU KIEN BAOQUAN:

Trong bao bi kin, ndi khd rée, tranh anh sang, 8 nhié1dg khong qua 30°C

HANDUNG CUATHUGC: 36 thang k& tif ngay san xust

TIEU CHUAN CHAT LUGNG CUA THUGC: Tiéu chudn cdsd (TCCS)

Tén, dja chi ciia co sét sin yust: :
CONG TY CO PHAN DUGC PHAM KHANH HOA
wHo-cmp  Dudng 2 thing 4, Khém Dong Béc, Phudng Vinh Héa, Thanh Ph8 Nha Trang, Tinh Khénh Hoa
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