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Rx “Thuéc nay chi ding theo don thube”
DAELADIN TABLET
(lacidipine 4 mg)
“Bé xa tdm tay tré em”
“Doc kf huong ddn siv dyng truée khi ding”
Thanh phén céng thire thudc:
M&i vién nén bao phim chia:
- Thanh phdn diroe chdi-
Lacidipine ...... 4 mg
- Thénh phan 16 dieoc:
Lactose, povidon (K30), magnesi stearat, hypromellose (2910), polyethylen glycol 6000, titan
dioxid va nude tinh khiét*.
*mieie tinh khiét: khong xudt hién {rong samn phdm cudi cimg
Dang bio ché:
Vién nén bao phim hinh oval, mau tréng.
Chi dinh
Diéu tri ting huyét 4p, ding don thudn hay phéi hop véi cac thuée chéng ting huyét 4p khac
nhu thude chen B, thude loi tiéy, thude tc ché men ch uyén.
Cich diing, lidu ding
Cdch dimg: Ding dudng ubng.
Liéu liwpng:
Ngueai lon:
Liéu khoi ddu khuyén cdo 13 udng 2 mg x 1 Ian/ngay: Bé dbi vién thube. Nén ubng vio cing
mét thoi diém trong ngay, 16t hon 1 vao budi sin g, ¢6 hogc khong c6 thirc #n.
Viée didu tri tang huyét 4p cin duoc didu chinh véi mirc d§ nghiém trong cua tinh trang va
theo dép img ctia timg cé nhan. Lidu ¢4 thé dugc ting lén 4 mg/ngdy, néu cin thiét ting dén 6
mg/ngay, sau mét thoi gian phd hop cho phép diy du tac dung dugc ly xay ra. Trong thuc té
khéng nén it hon 3 - 4 tuln.
Bénh nhdn suy gan:
Lacidipine dugc chuyén hoa chi yéu & gan, do d6 & nhimg bénh nhan bj suy gan, sinh kha
dung cua thuc c6 thé ting va lam tang tdc dyng ha huyét ap. Nhimg bénh nhan ndy nén duge
theo ddi cin thén, giam lidu ding trong nhimg trudng hop nghiém trong néu cin thidt,
Bénh nhdn suy than:
Khéng c4n chinh lidu ¢ bénh nhén suy thén.
Tre em:
Chua c6 kinh nghiém dung thuéc & tré em
Chéng chi dinh
Qué mén v&i bat ky thanh phan nao cua thuée.
Lacidipine chi nén duoc sir dyng hét sirc thin trong va co giam sét chit ché & bénh nhan ¢6 tidn
sir phan ting di ung voi dihydropyridin khéc vi ¢6 nguy co phan ting di (mg chéo.
Ciing nh cdc thube d6i van calci khéc, nén ngung dung lacidipine & bénh nhén bi sé¢ tim va
dau that ngue khong én dinh. Ngoai ra, dihydropyridin d4 dugc chimg minh 1a 1am giagm luu
lvgng mdu déng mach vanh & bénh nhédn hep van dong mach chi nén c-héng chi dinh diing
lacidipine trén nhimg bénh nhan nay.
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Trong trudmg hop c6 tinh trang di truyén hiém gap c6 thé twong kj v6i ti dugc cia san phim
cling chéng chi dinh sir dung Daeladin tablet. (Xem phén “Canh béo va thin trong khi ding
thuée™)

Cinh bio va thn trong khi diing thubc

Trong c4c nghién ciru chuyén nganh, lacidipine @3 duge chirng minh 13 khéng anh huéng dén
chire ning tr déng phat Xung cia nit xoang hay lam kéo dai din truyén kéo dai tai nhit nhi
thét. Tuy nhién, cdn than trong vi theo ly thuyét cho chit déi van calci anh huéng dén hoat

-

Nhu d3 duoc béo cdo véi cac thude chen kénh calci dihydropyridin khac, nén than trong khi sir
dung lacidipine & nhitng bénh nhén bi kéo daj QT bém sinh hodc tién sit kéo dai khoang
QT. Lacidipine ciing nén dugc sir dung thén trong & nhitng bénh nhan duge didu tri ddng tho
véi céc thude duge biét 13 kéo dai khoang QT nhu thuée chéng loan nhip nhém I va nhom II I
thudc chéng trim cam ba vong, thudc chéng loan thdn, khang sinh (vi du erythromycin) va
thuoe khéng histamin (vi dy nhu terfenadin).

Cling nhy cdc thubc déi vén calci khdc, nén thin trong khi sir dung lacidipine & bénh nhan du

tri¥ tim kém. g
Khéng ¢6 bang chimg cho thdy lacidipine c6 hiéu qua trong phong ngira nhéi mdu co tim thi
phat.

Hiéu qua va an toan cuia lacidipine trong didy trj ting huyét dp 4c tinh chua duoc thiét I4p.

Lacidipine nén dugc sir dung than trong & nhitng bénh nhan bj suy giam chiic ndng gan vi ¢

thé lam ting tac dung ha huyét 4p.

Khéng ¢6 bang chimg cho thy lacidipine lam suy giam dung nap glucose hoiic thay d6i kiém

soat bénh tiéu dudmg,

Bénh nhén bj réi loan di truyén hiém gap nhu khong dung nap galactose, thiéu hyt lactase hoan

toan hotic kém hép thu glucose- galactose khon g nén ding thubc nay,

Sir dyng thube cho phu it ¢6 thai va cho con bi:

Str dung thuée cho Phu nit co thai:

Can béo cho béc s§ biét néy ban dang c6 thai hoge d dinh mang thai.

Dir ligu nghién ctru trén chudt va tho cho thdy khong c6 bing chimg v tac dung gdy quai thai

clia lacidipine. Biing chimg tir céc dong vat thi nghiém dé chi ra ring sir dung lacidipine dn

dén kéo dai thoi ki thai ngheén va khé dé nhu 1d mot hau qué clia sy gidin co tir cung.

Khong ¢6 dir ligu vé sir an todn cia lacidipine trén phu nit ¢6 thai.

Lacidipine chi nén sir dung & phu nit ¢6 thai khi loi ich tiém nang cua ngudi me 16n hon tic

ddng c6 hai trén thai nhi.

Kha niing lacidipine c6 thé gy gidin co tir cung khi mang thai nén duoc xem xét..

Sir dung thuée cho phu nir cho con bi:

Nghién ctiu trén dong vét cho thiy lacidipine (hodic chét chuyén héa ciia n6), c6 thé duge bai

tiét véo sita me. Lacidipine chi nén si dyng trong thoi gian cho con b khi 1gi ich tidm ning

cua ngudi me 16m hon tac dong c6 hai trén tré so sinh.

Anh hwéng ciia thube lén kha ning ldi xe, vin hianh may mée

Thubc ¢6 tic dung phy gy chéng mit, nhirc ddu nén cin than trong khi I4i xe va vén hanh méy

maoc.

Twong tic, twong ky ciia thube

- Téo dung ha dp c6 thé gia tang khi dimg ddng thdi véi cc thube chéng tang huyét 4p khac
(thudc loi tiéu, thuée chen B, thuée trc ché men chuyén),

- Nong 3 thubc trong huyét tuong c6 the gia ting khi dimg ciing Itic véi cimetidin,

- Khong nén udng thudc cimg véi nuée ép budi vi sinh kha dunJg__q_g’n___,ﬁt_gé bi thay dbi.
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- Trong cdc nghién clu 1am sang ¢ bénh nhan gheép thén duoc diéu trj bing cyclosporin,
lacidipine ddo ngwoc sy giam dong chay huyét thin va & 1& cAu than gdy ra bai
cyclosporine.

- Do thube chuyén héa boi CYPIA4 nén vi thé cdc chit tic ché hay cim ting CYP3A4 (vi
dy nhu rifampicin, itraconazol) c6 thé gay tuong tac voi sy chuyén héa va dao thai
lacidipine.

Téc dung khéng mong mubn ciia thude

Thuéng gép, ADR > 1/100
- R&i loan hé thin kinh: Chéng mit, nhie dau.

- Réi loan tim mach: Panh tréng ngyc, nhip tim nhanh.
- Rdi loan mach méu: B6 bim g.

- Réi loan tiéu héa: Bung kho chju, budn non.

- Da va céc r6i loan mé dudi da: Phat ban, ban do, ngtra.

R&i loan thén va tiét niéu: Dai nhidu,

- Réi loan chung: Suy nhuo, phi né, phosphatase kidm mau ting,

It gap, 1/1000 < ADR < 1/100
- R&i logn tim mach: Ngdt, dau thit ngyc.

- Réi loan mach mau: Giam huyét 4p.

Hiém gdp, ADR < 1/1000
- Da va céc rbi loan mé duéi da: Phi mach, mé day.

- Coxuong khép va r6i loan mé6 lién két: Chudt rit,

Qud lidu va céch xir tri

Qua liéu

Chua ¢6 bédo cdo v& truemg hop sir dung qué Tidu.

Thue 6 thé s& kéo dai gidn mach n goai vi két hop v6i ha huyét 4p va nhip tim nhanh.

Cdeh xit trf

Khang c6 thube giai doc dgc hi¢u. Cha yéu 14 theo déi chire nang tim, ding céc liéu phap hd

trg va diéu trj phi hp.

Dic tinh dwge lye hoc

Nhém duge 1y: Thude chen kénh calci, d&n xubt dihydropyridin.

Ma ATC: CO8CA09.

Lacidipine 1a mft chét d6i vén calci manh va dic hidu véi tic dong chon loc cao dbi voi kénh

calci & co tron mach mau. Téc dong chinh la lam gian mach ngoai vi, gidm sitc can ngoai bién

tir d6 lam gidm huyét 4p,

Bic tinh dirge dfng hoc

- Hép thu: Lacidipine duoc hip thu nhanh nhung it & dudmg tiéu héa sau khi ung. Sinh kha
dung tuyét doi trung binh khoang 10% do chuyén héa budc 1 qua gan. Ndng d6 dinh trong
huyét twong dat duoc sau 30 dén 150 phut.

- Phan b6: Hon 95% thuéc lién két véi protein huyét tuong.

- Chuyén héa: Thubc duoc chuyén héa busc mot qua gan, sinh kha dyng duoc bio cdo tir 2 - 9
% hoic 18,5 % (khoang 4 dén 52 %).

- Théii trir: Thube chi yéu durge loai bo bing cach chuyén héa bude 1 qua gan (lién quan dén
CYP3A4), céc chat chuyén héa cila lacidipine dugc bai tiét chi yéu bing dudng mat. Khoang
70 % lidu udng duge thai trir qua phén, phan cén lai trong nuée tidu. Thoi gian ban thai cia
lacidipine tir 13 - 19 gjo. S

Quy cich déng géi: Hop 9 vi x 10 vién nén bao phim / Q\@&E’fﬂ;{:’;}é‘i‘;\
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Diéu kién bdo quin: Bio quan trong bao bi kin, tranh 4m, tranh 4nh sing, & nhiét do dudi
30°C.
Han ding: 36 théng k& tir ngay san xuit
Tiéu chudn chit hrgng ciia thube: BP
Tén, dia chi ciia co s¢ sdn xuit thude:
DAE HAN NEW PHARM. CO., LTD.
66. Jeyakgongdan 1-gil, Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Han Qubc.
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