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Rx Thude nay chi dung theo don thube

/CONG TY HUONG DAN SU DUNG THUOC
C6 PHE\N

gorHan LACI-SA 4MG

pugc PHAM 1 Doc kj hudng dan si dung trudc khi ding

o NCE 3 o ; ; s g B il -
ELOGE FRA %éig an thém théng tin, xin hoi y kién bdc st hodc dugc si

VIET NAM 7

Dé xa tam tay tré em

THANH PHAN:
M&i vién nén bao phim LACI-5A 4MG chua:
Thanh phén duoc chit: Lacidipin 4 mg
Thanh phan ta dwge: Mannitol 60, Kollidon 30, Crospovidon XL 10, Natri lauryl sulfat, Natri stearyl
fumarat, Opadry AMB (Polyvinyl alcohol, Talc, Titan dioxyd, Glyceryl monocaprylocaprat, Natri
lauryl sulfat).
DANG BAO CHE: Vién nén tron bao phim méu tring

') CHI PINH o ’ ‘ , ,
Lacidipin dugc chi dinh & nguoi 1on dé diéu tri tang huyét 4p don thuan hodc phoi hop voi céc thude
diéu tri tang huyét ap khac nhu thudc chen kénh béta, thudc loi tiéu va thude te ché ACE.
LIEU DUNG, CACH DUNG
Liéu diing
Li¢u khoi dau 14 2 mg mot 1in mdi ngay.
Diéu tri ting huyét 4p nén tiy theo mirc do ning ciia bénh va dép Ung cua ting bénh nhan.
C6 thé tang liéu 1én 4 mg va néu cin thiét 1én 6 mg sau thoi gian phu hop dé c6 duoc ddy du tac dung
dwoc 1y ctia thube. Trong thuc té thoi gian nay khong dudi 3 dén 4 tuin trir khi didu kién 1am sang
doi hoi tang lidu nhanh hon, Khoang thoi gian didu tri khong phai luén ¢b dinh.
Suy gan: Lacidipin dugc chuyén héa chii yéu béi gan, do d6 & bénh nhén bi suy gan, sinh kha dung
cta thude 6 thé tang din dén tac dung ha huyét ap. Nhimg bénh nhan trén phai duoc theo ddi can
than, trong mot sé truong hop can phai giam lidu.
Suy than: Khong cén diéu chinh liéu & nhimg bénh nhén suy than do lacidipin khong bai tiét qua

. than.
Tré em va thanh thiéu nién dudi 18 tubi: Chua co dit liéu.
Nguoi cao tudi: Khéng can didu chinh lidu.
Cdch ding
Ubng nguyén vién hodc phan tan. Néu phan tan thi nén ubng ngay lap tirc
Nén udng thude vao gio ¢d dinh trong ngay, tot nhit nén ung thube vao budi sang. C6 thé udng
thude cling hoic khong ciing thire 4n.
CHONG CHI PINH
Qua man cam véi bat ki thanh phin nao cua thude.
Bénh nhan da c¢6 phan ting di tmg véi dihydropyridin khéc vi nguy co phan tmg chéo.
Ciing nhu cac thudc d6i khang canxi khéc, nén ngung ding lacidipin & nhitng bénh nhén bi sé¢ tim
va dau thit nguc khéng én dinh. Ngoai ra, dihydropyridin dd dugc chimg minh 1a lam giam luu
lugng méu dong mach vanh ¢ nhimng bénh nhdn hep dong mach chu vi vay lacidipin ciing duoc
chdng chi dinh.
Khong nén sir dung lacidipin trong hozic sau mot thang nhdi méu co tim.



nang khoi nhip

chu y dén kha ning tac dung trén li thuyét ctia chit d6i khang canxi anh huéng dén hoat dong ciia nut

xoang va nut nhi thit, va do d6 nén sir dung lacidipin than trong & nhimg bénh nhan c6 tién sir bat

thudng trong hoat déng ctia cac nit xoang va nhi tht.

Ciing nhu céc thudc chen kénh canxi khéc thudc nhém dihydropyridin, nén sir dung lacidipin than

trong & nhitng bénh nhan bi kéo dai khoang QT hodc bim sinh. Lacidipin ciing nén duge st dung

than trong & nhimg bénh nhan duoc diéu tri ddng thoi voi cac thude kéo dai khoang QT nhu thude

chéng loan nhip loai I va III, thudc chdng trdm cam ba vong, thudc chng loan than, thudc khang

sinh (vi du: erythromycin) va mot s6 thube khang histamin (vi du: terfenadin).

Ciing nhu céc thude chen kénh canxi khac, nén sir dung lacidipin than trong & nhiing bénh nhén c6

ap luc d6 day that thap

Khdng c6 bang ching cho thiy lacidipin c6 ich cho phong ngira thir phat nhoi mau co tim.

Hiéu qua va dd an toan cua lacidipin trong diéu tri ting huyét ap ac tinh chua duge xac dinh.

Lacidipin nén dugc sir dung than trong & nhitng bénh nhén c6 chirc ning gan suy giam vi lam téng

tac dung ha huyét ap.

Khong ¢6 bang chimg cho thy lacidipin lam giam dung nap glucose hodc lam thay déi kiém soét

bénh tiéu duomg.

Thude c¢6 chita mannitol ¢6 thé gdy nhuén trang nhe

Thudc chira it hon 1 mmol natri (< 23mg) natri nén coi nhu khéng c6 natri

SU'DUNG CHO PHU NU' CO THAI VA CHO CON BU

Phu nir mang thai:

Céc thude trc ché canxi néi chung déu trc ché co bép ti cung & giai doan dAu, nhung chua c6 bing

chimg chic chén ring thudc lam cham sinh dé. Tuy nhién thudc gy ra mot s6 tai bién nhu: Gay

thiéu oxy cho bao thai do gidin mach, ha huyét 4p & me, 1am giam tuéi mau tir cung va nhau thai.

Chua ¢6 s6 lidu vé tinh an toan cta lacidipin & phu nit mang thai.

Lacidipin c6 thé gdy gidn co tr cung trong thoi ky mang thai do d6 nén cén nhéc khi sir dung.

Nghién ctru trén dong vat khong cho thay tac dung gy quai thai hay lam chdm ting truong cta thai

nhi.

Chi nén dung lacidipin cho phy ni¥ ¢6 thai khi loi ich mang lai cho me vuot trdi tac dung khéng

mong mudn c6 thé xay ra d6i voi thai nhi hay tré so sinh.

Phu nir cho con bu:

Nghién ctru vé kha ning bai tiét qua sita & stic vat, cho thdy ring lacidipin (hay chat chuyén héa clia

né) hiu nhu khong duge bai tiét qua stta. Chi nén ding lacidipin cho phu ni ¢6 thai hay nudi con bu

khi lgi ich diéu tri cho ngudi me cao hon kha ning ¢6 thé xay ra tac dung ngoai y cho thai nhi hay tré

so sinh.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Lacidipin c6 thé gdy chéng mdt nén thén trong khi lai xe hodc van hanh mdy moc néu bi chéng mit

hodc céc triéu chimg lién quan.

TUONG TAC CUA THUOC

Ding dong thoi lacidipin véi cdc tc nhén lam ha huyét ap khéc, bao gdm thudc ha huyét ap, (vi du

thudc loi tiéu, thube chen béta hodc thubc e ché ACE), co thé lam tang thém tac dung ha huyét ap.
2
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Tuy nhién, % 'D aa W}CTE tac dic hiéu trong cac nghién ciru gifta lacidipin va thudc ha huyét
ap thong th ‘ég’gdu’ﬂfh bcchen béta va thube loi tiéu) hodic véi digoxin, tolbutamid hodc
warfarin. oo " - '
St dung dong t lam tang ndng do lacidipin trong huyét tvong
Lacidipin lién két ca fotein (hon 95%) nhu albumin va alpha-1-glycoprotein.

Ciing nhu cac dihydropyridin khéc, khong nén ding lacidipin v6i nudce ép budi vi sinh kha dung c6
thé bi thay dbi.

Trong nhitng nghién ciru 1dm sang ¢ bénh nhén ghép than dung cyclosporin cho thdy cyclosporin lam
giam c¢6 hdi phuc lacidipin trong dong huyét twong qua thdn va lam giam ty 1& loc cdu than.
Lacidipin dugc chuyén hoa nhd cytochrom CYP3A4 va do vy, cac chat trc ché CYP3A4 (nhw: mot
s6 thanh phén trong nudc ép budi, chét trc ché HIV-protease....) va cic chét cam tmg CYP3A4 (nhur:
rifampicin ...) dugce dung ddng thoi c6 thé anh huong téi su chuyén hoa va thai trir lacidipin.

Str dung dbng thoi lacidipin va corticoid hodc tetracosactid ¢6 thé 1am giam tac dung ha huyét ap.
TAC DUNG KHONG MONG MUON

Lacidipin thuong duge dung nap tdt. Co thé gap tac dung khong mong mudn nhe & mot vai bénh
nhan lién quan dén tac dung dugc ly da biét 1a gdy gidn mach ngoai bién.

Réi loan tém than:

RAt hiém: Phién mudn

R6i logn hé than kinh:

Thudng gip: Pau ddu, chéng mat.

Rét hiém gip: Run.

Réi loan trén tim:

Thudng gip: Panh tréng nguc, tim dép nhanh.

Hiém gap: Pau thit nguc ning 1én khong xac dinh nguyén nhén, ngét, ha huyét ap.

Ciing nhu cac dihydropyridin khéc, di c6 bao cao thudc nay gdy ning hon bénh dau thit nguc khong
r8 nguyén nhan & mot sb c4 thé, dac biét 1a khi bat dau diéu tri. Hién tuong nay xay ra thudng xuyén
hon & nhitng bénh nhén bj thiéu méau cuc bd co tim.

Réi loan vé mach:

Thuong gap: Do bimg

Réi loan tiéu héa:

Thuong gip: Kho chiu ¢ da day, non.

[t gap: Tang san nudu ring.

R6i loan trén da va cac mod dudi da:

Thudng giip: phat ban trén da (gdm ban do va ngira).

Hiém gap: phit mach, may day.

Réi loan than va tiét nidu:

Thudng gép: tiéu nhiéu.

Réi loan mé co xuong va md lién két:

Hiém: Chudt rit co bip

R6i loan toan than va tai vi tri st dung thudc:

Thuong gédp: suy nhuoc, phu.

Nguoi ta cling d& ghi nhéan mat su gia ting phosphatase kiém c6 hdi phuc trong mot s truomg hop
rét hiém.

Huwdng ddn cdch xir tri ADR:

Théng béo cho béac s§ hodc dugce s§ khi gip mot trong nhitng tac dung khong mong mudn trén




T[?[} Tr

v

truyén nut nhi that ¢6 thé xay ra.

X tri:

Khong c6 thude giai doc dic hidu. Cac bién phap chung dé theo ddi chirc néng tim va cac bién phap

hd tr va didu tri thich hop nén dugc sir dung.

DUQC LUC HQC, DUQC DONG HOC:

DUQC LUC HQC

- Phén nhém dugc 1y: Thudc chen kénh canxi, dén xuét dihydropyridin

- Lacidipin l1a mot chét tre ché canxi manh va dic hiéu véi tac dong chon loc cao déi v6i kénh canxi
& co tron mach mau. Tac dyng chinh cta thube 1a lam gian tiéu dong mach ngoai vi, giam khang
luc mach médu ngoai bién va giam huyét 4p.

- Sau khi uéng 4 mg lacidipin cho cac déi tuong tinh nguyén, ngudi ta da quan sat thiy su kéo dai
ti thidu ctia khoang QTe (cé nghia 14 ting QTcF trong khoang tir 3,44 dén 9,60 mili gidy & nguoi
tinh nguyén tré va nguoi gia).

DUQC DONG HOC

HAp thu: Lacidipin rit than dau, n6 dugc hép thu nhanh qua duong tiéu hoa sau khi ubng. Sinh kha

dung trung binh khoang 10% do bi chuyén héa lin du qua gan manh. Noéng do dinh huyét tuong dat

duge trong khoang 30 dén 150 phit.

Chuyén héa: C6 4 chét chuyén hoa chinh nhung céc chit chuyén hoa nay c6 thé c6 it tac dung duge

luc. Thube duge thai trir cha yéu do chuyén héa qua gan (lién quan dén cytochrom P450 CYP3A4).

Khéng c6 bing ching vé su cam tmg hoic tc ché cc enzym gan cua lacidipin.

Thai trir: Khoang 70% liéu ding dwoc dao thai dudi dang chét chuyén hoa qua phén va phan con lai

1a chét chuyén hoa qua nudc tiéu.

Thoi gian béan thai cta lacidipin trung binh khoang 13 va 19 gi¢ ¢ trang théi bn dinh.

QUY CACH PONG GOI: Hop 3 vix 10 vién. Hop 4 vi x 7 vién.

PIEU KIEN BAO QUAN:

Noi khé réo, thoang mat, nhiét d6 duéi 30°C. Tranh anh sang

HAN DUNG CUA THUOC: 36 thang ké tir ngay san xuét

TIEU CHUAN: TCCS

TEN, PIA CHI CUA CO SO SAN XUAT:

CONG TY CO PHAN LIEN DOANH DUQC PHAM ELOGE FRANCE VIET NAM

Dia chi : Khu Céng Nghiép Qué V&, Xa Phuong Liéu, Huyén Qué V&, Tinh Béc Ninh
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