Dé xa tam tay tré em

Poc ki hwéng din sir dung trude khi ding

Thanh phin

Thanh phdn duge chat:

Moi vién nén giai phéng kéo dai chira:

Felodipine 10 mg

Thanh phdn 16 duege:

Lactose Anhydrous, Microcrystalline Cellulose (Avicel PH 101), Aluminium Sodium Silicate,
Polyoxyl 40 Hydrogenated Castor Oil, Hypromellose (K4M), Hypromellose (K100 LV),
Polyvinylpyrrolidone (PVP K 30), Propyl Gallate, Microcrystalline Cellulose (Vivapur200),
Colloidal Anhydrous silica, Sodium Stearyl Fumarate, Opadry Pink (03F540133) (Hypromellose,
Titanium Dioxide, Macrogol, Yellow Iron Oxide, Red Iron Oxide).

Dang bao ché
Vién nén giai phong kéo dai
Mé ta dang bao ché: Vién nén bao phim hinh tron, mau nau do, hai miit 16, khic chir “080” & mot

mit, mét con lai nhan.

Chi dinh
Diéu trj ting huyét 4p.
Diéu tri dau thit nguc on dinh.

Cich ding, liéu ding

Cén Iyra chon thude khac c6 dang bao ché, ham lugng phit hop néu liéu dung thip hon 10 mg.
Vién nén giai phéng kéo dai nén dugc ding mdi ngay vio budi sing va nubt véi nudc. Dé duy tri
diic tinh giai phéng kéo dai, khong duge chia nho, nghién hay nhai vién thudc, vién nén giai phéng
kéo dai 6 thé duge ubng lic bung doi hay cung véi bita dn nhe c6 it cht béo va carbohydrat.
Téng huyét dp

Liéu duoc diéu chinh theo tirng bénh nhan. biéu tri nén dugc khdi dau bfmg 5 mg mot 1an mi
ngay. Phy thudc vao ddp g bénh nhin, liéu ding c6 thé giam dén 2,5 mg hoic ting dén 10 mg
mdi ngay. Néu can, ¢ thé bo sung thém mot thudc diéu tri ting huyét dp khac. Liéu duy tri thong
thuong 13 5 mg mot 1an mbi ngay.

Pau thdt nguc on dinh

Nén diéu chinh lidu theo tirng bénh nhan. Viéc diéu tri nén khéi diu bing 5 mg x 1 lin/ngay, va
néu cin, c6 thé ting 1én 10 mg x 1 1An/ngay.

Nguwoi 16n tuoi

Nén cin nhic khoi dau diéu trj lidu thap nhat.

Suy giam chirc ndng than.

Khong can diéu chinh liéu & bénh nhan suy gidm chiic ning than.

Suy giam chirc ndng gan



-*%f'énh nhin suy giam chirc ning gan c6 thé ting ndng do felodiplne trong huyét twong va dap tng
5 Adidu tri véi lidu thip hon.

Tre em

Do kinh nghiém 14m sang con han ché, nén tranh st dung felodipine & bénh nhan tré em ting huyét

ap.

Chéng chi dinh

Phu nir ¢6 thai.

P biét qua man véi felodipine hoic cic thanh phan khéc.
Suy tim mat bi.

Nhdi mdu co tim cap.

Pau thit ngue khéng 6n dinh.

T#c nghén van tim c6 Anh huéng dang ké vé miit huyét dong.
Téc nghén dong méu ra & tim.

Canh bao va thin trong khi ding thude ‘ ) ’ )

Hiéu qua va an toan cua felodipine trong di€u tri ting huyét dp cap ctru chua dugce thiét 14p.
Felodipine c6 thé 1am ha huyét 4p dang ké kém theo nhip tim nhanh sau d6. Piéu nay c6 thé dan
dén thiéu mau co tim & bénh nhén nhay cam.

Felodipine dugc dao thai qua gan. Do d, ¢6 thé du kién ndng dd diéu tri cao hon va ddp g thude
xay ra ¢ nhitng bénh nhin suy giam chirc nang gan.

Vi¢e sir dung dé)ng thoi cde thude kich thich hodic e ché manh cdce enzym CYP3 A4 dan dén viéc
lam giam hodc ting dang ké nong do felodipine trong huyét twong. Do d6 can phai tranh cédc két
hop nay.

Thude ¢6 chira lactose. Bénh nhin c6 cdc van dé di truyén hiém gip vé viéc khong dung nap
galactose hodic kém hap thu glucose-galactose thi khong nén dung thude nay.

Thubde ¢6 chita dau thau dau, nén c6 thé gay dau da day va tiéu chay.

Phi nuwéu nh¢ da dugc ghi nhan ¢ nhitng bénh nhén bi viém lgi/viém nha chu. C6 thé ngin ngira
viéc phi nudu hodc khéc phuc bﬁng céch vé sinh ring miéng cén than.

Twong tic, twong ky ciia thude

Felodipine dugc chuyén héa tai gan béi chit nén cytochrome P430 3A4 (CYP 3A4). Dung dong
thér v6i cédc thude tic ché hodc cam ing CYP3A4 ¢6 thé anh huéng dén nong do felodipine trong
huyét twong.

Thudc géy cam g CYP3A4

Thudc lam ting sy chuyén héa cia felodipine bing cdch cam tmg P450, vi du nhur 1a:
carbamazepine, phenytoin, cédc thuéc nhom barbiturate nhu phenobarbital, rifampicin, efavirenz,
nevirapine, cling nhu c¢é St. John (Hypericum perforatum). Khi diing cting voi carbamazepine,
phenytoin va phenobarbital, ndng d6 dudi dudng cong AUC cuia felodipine di giam khoang 93%
v Cmax gidm khodng 829%. Nén tranh phoi hop véi thude giy cam ing CYP 3A4.

Thudc trc ché CYP3A4

Thudc trc ché CYP 3A4 manh vi du nhu thude khing nam nhém azole (itraconazole, ketoconazole)
va khdng sinh nhém macrolid (erythromycin) va chit @ic ché men protease cia virus HIV. Diing
dong thoi v6i itraconazole 1am Crax ctia felodipine ting gip tdm 1an va AUC ting gap sdu lan.
Dung dong thdi véi erythromycin dan dén Cimax vi AUC cua felodipine ting khoang 2,5 14n. Nén
tranh phéi hop véi cic thude e ché CYP 3A4 manh.




Cimetidine

Dung dong thoi felodipine v6i cimetidine 1am ting Cimax va AUC ciia felodipine khoang 55%

Cdc tiong tdc khac

Tacrolimus: felodipine c6 thé lam ting nong do tacrolimus. Khi duge str dyng dong thoi, nén theo
ddi nong do tacrolimus trong huyét thanh va c6 thé can phai diéu chinh liéu.

Ciclosporin: Ding dong thoi felodipine v6i ciclosporin 1am cho Cinax ctia felodiplne ting khoang
150% va AUC ting khoang 60%. Tuy nhién, tic dung cua felodipine 1én dugc dong hoc cua
ciclosporin con han ché.

Cdc thuéce khdc ma c6 tinh chat géin két manh voi protein: Mitc do gin két manh cia felodipine
v6i protein huyét twong khong anh hudng dén cic phin khong gin két cta cic thude khiac ma cé
tfnh chat gin két manh véi protein nhu warfarin.

Twong ky,

Khong ap dung.

Phu nik ¢6 thai, cho con bi va kha niing sinh sian

Kha ndng sinh san

Chua c6 dir liéu vé kha ning sinh san ¢ bénh nhin nam va nit.

Thoi ky mang thai

Khong c6 dir liéu diy dir vé viée sir dung felodipine & phu nit mang thai. Chéng chi dinh str dung
felodipine trong thai ky, dd c6 quan sat thiy tic dung gy qudi thai trong cic nghién ciru trén dong
vét. Phai loai trir kha niing c6 thai trudc khi khéi dan diéu tri voi felodipine.

Thubc dbi khang Calci ¢6 thé tic ché sy co thit sém trong tir cung, nhung khdng c6 bing ching rd
ring vé viéc sinh tré trong thai ky di thing. C6 nguy co thiéu oxy mdu & thai nhi khi me bi ha
huyét 4p vi giam tuéi mau tir cung do ¢6 sy phin bd luu lugng méu qua gisn mach ngoai vi.

Thoi ky cho con bi

Felodipin duoc bai tiét qua sita me. Néu phu nit dang cho con bu ¢ dung liéu diéu tri ciia
felodipine, thi chi mdt lidu lugng rat nhé duge truyén qua sita me sang con. Chua c6 di kinh
nghiém diéu tri véi felodipine trong thdi ki cho con bt dé danh gid ri ro d6i véi tré. Vi thé, khong
nén ding felodipine trong théi ky cho con bil. Trong trudng hop céc loi ich diéu tri y té dirge xem
xét 1a quan trong hon, bién phap an toan 1a nén ngung cho con bu.

Tac dong cua thuoc khi l4di xe va vin hanh may méc
Vi chéng mit va mét moi ¢6 thé xay ra lién quan dén dicu tri voi felodipine, dicu nay nén duoc
xem xét khi can ¢6 sur tip trung cao do, vi duy, khi 14i xe hodc vin hanh may mdc.

Téac dung khﬁng mong mudn ‘ , o
Felodipine ¢é thé gay dé birng mat, nhirc dau, danh trong ngue, chodng viang va mét moi. Hau het
cic phan ing nay tiy thudc lidu diing va xay ra Iic bét du diéu tri hay sau khi ting liéu. Khi xay
ra, nhitng phan tig ndy thudng thodng qua va giam din theo théi gian.

Chiing sung c6 chin phu thudc liéu di xay ra & nhitng bénh nhan diing felodipine. Diéu nay 12 do
gifin tién mao mach va khong lién quan dén bat cir sir 1 dich nao. Kinh nghiém tir cdc nghién ctiu
14m sang cho thdy ring 2% bénh nhan phai ngung diéu tri do bi sung ¢6 chan.

Po birng mit, nhirc dﬁu, danh tréng ngue, chéng mdt va mét méi cé thé x4y ra khi bt dau diéu tri
hodic sau khi ting liéu. Céc triéu chiig niy thudng thodng qua.

Nham 14n, rdi loan gidc ngn di c6 ghi nhin khong thudng xuyén, nhung chua chic chin 1a c6 moi
lién hé v¢i felodipine.



'f ;}{11 nuéu nhe di dwoc ghi nhan sau khi diéu tri véi felodipine & nhimg bénh nhan bi viém nha chu
“hay viém 1oi. C6 thé tranh phi nudu hay khic phuc bang cach vé sinh ring miéng can than.
Ting dudng huyét 13 mot tic dung khong mong mudn c6 lién quan dén nhém thube ndy, nhung

chi méi ghi nhan vai trudng hop riéng 1é déi voi felodipine.
Céc tan s6 phan trng ngoai y dugc dinh nghia nhwr sau:

Rat thudng gip > 1/10
Thudng gip =100, <1/10
It gip >1/1000, <1/100

Hiém gip >1/10.000, <1/1.000

RAt hiém gip <1/10.000

Hé¢ co quan Tin sb Phén g ngoai y
R6i loan hé than kinh Thuong gip Nhic dau
It giip Chodng vang, di cam
R&i loan hé tim mach Tt giip Nhip tim nhanh, d4nh tréng ngyc
Réi loan hé van mach Thudng gip Do bimg mat
It gdp Ha huyét ap
Hiém gip Ngat
Réi loan hé da day-rudt It gip Budn ndn, dau bung
Hiém gap Noén mira
RAt hiém giip Tiing san nudu, viém mréu
ROi loan h¢ gan mat RAt hiém giip Ting men gan
Roiloan davamd dudida | It gip Phit ban, ngira
Hiém gip Noi me day
I Phan trg man cam véi dnh sdng, viém
Rat hiém gap g . X &
mach mdu do qud mén.
Réi loan hé co xwongvamd |, :
;g & Hiem gip Dau khép. dau co
lién két
R6i loan than va tiét nidu Rat hiém giip Pai dat
R6i loan ngure va h¢ sinh san Hiém gap Bat Iy, rdi loan chirc nang sinh duc
. 5 . . |Ratthuong giip | Phi mach ngoai bién
Roi loan tOng quit va tai noi | . £ &P L 80
i d It gap Met moi
S dun, A, 4 -k o . LR | £
ine Rat hiém gap Phan tng qua man nhu phu mach, sot.

Qua liéu va cach xuw tri

Triéu chumg

Qud lidu ¢6 thé giy gidn mach ngoai vi dang ké dic trung béi ha huyét ap va doi khi gay nhip tim

cham.
X tri

Than hoat tinh, rira da day néu dwge thue hién trong vong mot gi¢ sau khi uéng.

Néu ha huyét ap tram trong xay ra, nén tién hanh diéu tri triéu chim g.

Pit bénh nhéin ¢ tu thé nam, chan ké cao. Trudng hop ¢6 kém theo cham nhip tim, diing atropine
0,5-1 mg tiém tinh mach. Néu khéng c6 hidu qua, nén ting thé tich huyét trong bing céch truyén




/ ﬁi‘:lh mach (vi dy dung dich glucose, mubi sinh 1y hodic dextran). Cac thubc cuong giao cm c6 tic

by, £, A & .o A N £ L en . oA ~ oA 2
Su_*__Zdung uu thé trén thu thé al cé thé duge diing néu céc bién phap da néu khong di hiéu qua.

Pic tinh duwgc luc h9c

Nhém dwge ly: Thuoc chen kénh calci

Ma ATC: CO8C A02

Felodipine 1a mot chét chen kénh calci ¢6 tinh chon loc trén mach, dung dé diéu tri tang huyét ap
va dau thit nguc on dinh.

Felodipine 12 mdt dan xuat cia dihydropyridine. Felodipine 12 mot hon hgp dong phén.
Felodipine tic dung bing cdch Iam gidm sirc can ciia mach ngoai vi, diic biét 12 sirc can trong cdc
dong mach. Hoat dong dién va co thit cua té bao co tron mach mau bi e ché qua tac dung trén
cic kénh calci trong ming té bao.

Do tdc dung chon lgc trén co tron ¢ vung dong mach ¢6 sirc can, felodipine & lidu diéu tri khoéng
¢6 tdc dung co co am tinh trén tim, va ciing khong c6 tic dung di€n sinh ly tim ¢6 y nghia 1am sang
Felodipin 1am giin co tron trong dudng hd hip. Kinh nghiém 14m sang di chi ra ring felodipine it
c6 tic dung 1én chirc niing van dong da day ruot. Ciing khong thiy felodipine ¢6 anh huéng dang
ké vé& miit 1am sing trén lipid mAu trong qu4 trinh diéu tri dai han, ciing khong c6 ghi nhéin bét ky
tdc dung dang ké vé& mit 14m sing trén kiém soat chuyén héa (HbA1c) & nhitng bénh nhin bi bénh
d4i thao dudmg typ IT trong sau thang diéu tri.

N6i chung, felodipine ¢6 thé dugce diing cho bénh nhin c6 kém suy chiic ning thit trdi va duoc
diéu tri theo liéu phap thuong qui, hodc cé kém beénh hen suyén, dai thao duong, bénh gt hodc
tiang lipid huyét.

Tdc dung chéng ting huyét dp: felodipine 1am gidm huyét 4p dong mach bing cach lam giam sirc
can & mach ngoai vi. Piéu tri bénh nhin ting huyét dp bing felodipine s& 1am giam huyét 4p & tur
thé niim, ngdi va céc vi tri ding, va khi nghi ngoi va trong qu4 trinh tip luyén. Felodipine khong
gy ha huyét ap tu thé ding, vi khong ¢6 tic dung trén co tron tinh mach hay c6 co ché kiém sodt
hé giao cam.

Huyét 4p thap hon co6 thé giy ra mot phan xa tam thdi gia ting nhip tim va phan sut tong méu &
tim vao lac diu. Mt tdc dung ting nhip tim khi felodipine diing ciing v&i thudc e ché thy thé
beta. Nong do felodipine trong huyét trong c6 mdi twong quan tich cyc dén viée gidm strc can toin
phan ngoai vi va huyét dp. O trang thdi 6n dinh, hi¢u qua van con duy tri trén khodng liéu con lai
va cho tdc dyng giam huyét dp trong vong 24 gidy.

Diéu tri bang felodipine c6 lién quan dén sir thodi trién cua phi dai thAt trdi.

Felodipine ¢é tdc dyng lgi tiéu va thai natri niéu nhung khéng co tic dung loi tiéu thai kali. Sy tdi
hép thu natri va nudc & dng than bi giam, c6 thé giai thich 1a do sy thiéu mudi va luu giit dich co
thé & bénh nhan. Felodipine giam sirc can mach mau thin va 1am tdng twdi mdu than. B9 loc cau
than khong thay déi. Felodipine khéng anh hudng dén bai tiét albumin.

Trong nghién cira HOT (Hypertension Optimal Treatment - Biéu tri toi vu ting huyét 4p), gdm
18.790 bénh nhan ting huyét 4p nhe dén trung binh, diéu tri v&i felodipine, két hop voi cdc chat
{re ché men chuyén, thude tre ché thy thé béta vashodc thude loi tiéu, néu can, dan dén huyét ap
tam truong (DBP) < 90 mmHg & 93% bénh nhan.

Trong nghién ctru niy, ty 16 bién ¢6 tim mach ¢ bénh nhan déi thao duong typ II (n = 1501) thap
hon dang Kké (50%) trong nhém ma huyét ap tam truong muc tiéu 1a < 80 mmHg (11,9/1000 bénh
nhan-nim), so v6i cdc nhém ma huyét &p tAm truong myc tiéu dudi 90 mmHg (24,4/1000 bénh
nhan-ndm).

Felodipine 13 mot trong hai thudc do6i khdng calci trong nghién ciru STOP-2 tai Thuy Pién, thyrc
hién & 6.614 bénh nhan ting huyét p do tudi tir 70-84. Nghién ciru chi ra ring viée diéu tri ting
huyét dp bit dau véi thudc dbi khang calci nhém dihydropyridine va véi viée bo sung thude (e ché



'f ’Jir*‘u thé beta, néu can, khong c6 tac dong tidu cuc vé ty 18 tir vong tim mach khi diéu tri thudong qui
/ 0 v6i thudc trc ché thu thé béta va/hodc thubc loi tiéu.

Doi voi viec diéu tri cdc bénh nhan ting huyet ap, felodipine c6 thé dugce sit dung don tri li¢u hodc
Kkét hop voi cac thube ha huyét dp khdc, chéng han nhu thude e ché thy thé beta, thude 1¢i tiéu
hoic thude rc ché men chuyén.

Tdc dung chong dau thirt nguc:

Felodipine c6 tdc dung thong qua sy giin cdc mach vanh, tir dé cai thién twdi mdu va cung cip oxy
cho tim. Giam tai ¢ tim thong qua viéc giam sitc can dong mach ngoai vi (giam hau tai), ma két
qua 13 giam nhu ciu oxy ciia co tim. Felodipine lam ngung co thit mach vinh.

Felodipin cai thién kha ning géng strc va 1am giam tan s6 dau thit ngye & bénh nhin dau thit nguc
6n dinh ma con dau thét ngyc 13 do ¢6 ging.

Khi bt dau diéu tri, ¢6 phan xa ting nhip tim thodng qua, phan xa niy s& mit di néu felodipine
dugc diing két hop véi thude tic ché thu thé béta. Thoi gian khéi phét 1a hai gid va thoi gian tic
dung 1a 24 gio.

Felodipine c6 thé duoc sit dung két hgp véi thude trc ché thy thé béta hoic don tri lidu dé diéu tri
cdc bénh nhén bi dau thit ngue

Trée em

Kinh nghiém 1dm sang cia viéc sit dung felodipine & bénh nhén tré em bi ting huyét 4p con han
che.

PAC TINH DUQC PONG HOC

Hoat chit trong vién nén giai phéng kéo dai 13 felodipine duge giin vio mot loai polymer tao thinh
mdt 16p gel khi tiép xtic véi nurde, tir d6 felodipine dugc giai phéng lién tyc, dAn dén tic dung khoi
phdt cham.

Sinh kha dung ciia felodipine khodng 15% va khéng phu thudc vio viéc hip thu thirc in ciing lic.
Tuy nhién, ty 1 hip thu - mic dit khéng phai 13 nurc d6 hap thu - bi anh hudng béi viéc hip thu
thirc in cling lic, va ndng do toi da trong huyét twong tir d6 ting khoang 65%. Nong do t6i da
trong huyét twong dat dugc sau 3-5 gier. Mirc d6 gin két v6i protein huyét twong khodng 99%. Thé
tich phan b6 & trang thdi 6n dinh 14 10 L/kg. Théi gian ban thai ctia felodipine trong giai doan thai
trir 12 khoang 25 gi& va trang thdi on dinh dat duoc sau 5 ngay. Khong c6 nguy co tich lity trong
qué trinh diéu tri dai han.

Do thanh thai trung binh 1a 1200 ml/phiit. Giam d9 thanh thai & bénh nhén 16n tudi va bénh nhan
suy chiic ning gan dan dén ndng do felodipine trong huyét trong cao hon. Tuy nhién, tudi tic chi
phan nao giai thich sy bién d6i ndng dd trong huyét twong giita cic cd nhan. Felodipin dugc chuyén
héa tai gan boi cytochrome P450 3A4 va khong c6 chit chuyén hoa dinh danh nao c6 tic dung gy
giin mach. Khoang 70% liéu ding duoc dao thai duéi dang chit chuyén hoéa trong nudc tiéu va
phan con lai dwoc dao thai qua phan. It hon 0,5% lidu dung dwoc bai tiét dudi dang khong doi
trong nudc tiéu.

Suy giam chirc ning than khéng anh hiréng dén ndng do felodipine trong huyét trong, mic dit cé
si tich Ity cdc chit chuyén héa khong hoat tinh. Tham tich mau khong loai bo dugce felodipine.
Tré em

Trong mét nghién ciru duge dong hoc sau khi diing liéu duy nhat (vién nén gidi phéng kéo dai
felodipine 5 mg) trén mot ) lwgng han ché cdc tré em d6 tudi tir 6 dén 16 tudi (n = 12) cho thﬁy
khong c6 mbi quan hé rd rang giita do tubi va cic tri s6 AUC, Crax hay thoi gian ban thai cua
felodipine.

Quy cach dong goi
Hop 3 vix 10 vién
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i¢u ki¢n bdo quin

4o quan noi khd mat dudi 30°C, tranh dnh sang va am.
Han dung

36 thang ké tir ngdy san xuat

Tiéu chuin chit lwgng cia thude
USP

Co s6 sin xuit
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