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PRODUCT: PLENDIL 5 mg x 30 tabs

@ Plendil 5mg

felodipine

FORMULATION: Each tablet contains 5 mg felodipine in extended release formulation
INDICATIONS, DOSAGE. CONTRA-INDICATIONS Please refer to the package insert

Manufacturer's specification

- Store at a temperature rot exceeding 30°C

PRESCRIPTION ONLY MEDICINE

CARTON
(55 x 16 x 140mm)

READ THE PACKAGE INSERT CAREFULLY BFFORF USF

KEEP OUT OF THE REACH OF CHILDREN

Plendil s a trademark of the AstraZeneca group ofrompanies

AstraZeneca 2012
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@ Plendil 5mg

felodipine

Thudc ban theo don

Maéi vien chua 5 mq lelodipine

Hop 3 vi x 10 wién nén phang thich kéo dai
Khang bac quan trén 30°C SBK VN-XXXX-XX

S0 16 SX. NSX. HD. xem Lot No., M!g Date. Exp Date irén bao b
Chidinh. Cach dung Chéng chi dint va Cac thang lin khac Xual -

xem (0 Hisang Dan Sif Dung kém theo

Manufactured by AstraZeneca AB, SE-151 85 Sodertalje, Sweden
Packed by Interphil Laboratories Inc., Canlubang Industrial Estate, Bo Pittland, Cabuyao, Laguna, Philippines

3 x 10 tablets
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Rx
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Plendil® 2.5 mg, 5 mg va 10 mg
Felodipine
Vién nén

HOAT CHAT CHINH
Felodipine 2,5 mg, 5 mg va 10 mg

DANG BAO CHE VA TRINH BAY "
Vién nén bao phim phoéng thich kéo dai dwa trén nguyén ly cau
tric gel wa nwérc kidu matrix

Vién nén Plendil 2,5 mg: mau vang, hinh tron, hai mat I6i, khac
chi* A/FL trén mot mat va so 2.5 trén mat kia. Bwong kinh 8,5
mm.

Vién nén Plendil 5 mg: mau héng, hinh tron, hai mat 16i, khac chir
A/Fm trén mot mat va so 5 trén mat kia Bwong kinh 9 mm.

Vién nén Plendil 10 mg: mau nau do. hinh tron, hai mat 16i, khac
chi¥ A/FE trén mot mat va sé 10 trén mat kia. Dwéng kinh 9 mm.

CHi BINH DIEU TR|
Diéu tri tang huyet ap
Diéu tri dau that nguc

LIEU LUONG VA CACH DUNG

Vién nén nén duoc dung vao budi sanq nuot v&i nwoc va khong
dwoc chia nhé, nghién hay nhai. Cé the ubng thuéc lic bung déi
hoac sau bi¥a an nhe khéng cé nhiéu chat béo hay carbohydrate
Tang huyét ap

Liéu dwoc diéu chinh theo tirng bénh nhan

Diéu tri nén duwoc khei dau bang 5 mg liéu duy nhét trong ngay.
Néu can, co thé tang liéu hay dung thém mét thuéc diéu tri tang
huyét ap khac. Liéu duy tri thong thwong la 5 mg-10 mg, 1
Ian/ngay D6i voi bénh nhan Ién tudi, nén can nhac dung liéu khéi
dau 2,5 mg/ngay.

Pau that nguc

Nén diéu chinh liéu theo tirng bénh nhan. Viéc diéu tri nén bat dau
bang 5 mg x 1 lan/ngay, ting Ién 10 mg x 1 lan/ngay néu can.

it c6 kinh nghiém vé viéc dung felodipine cho tré em

CHONG CHi BINH

Phu ni¥ co thai_ .

Da biet qua man voi felodipine hoac cac thanh phan khac.

Suy tim mét bu.

Nhéi mau co tim cép.

Dau that ngwc khéng on dinh

LUU Y VA THAN TRONG KHI DUNG

Glong nhw cac chét gian tiéu déng mach khac, Felodipine trong
moét s& hiém treéng hop gay ra tinh trang tut 4p dang ké, ma tinh
trang nay & ngwoi nhay cam co thé gay thiéu mau cuc bé co tim.
TUONG TAC THUOC

Viéc dung kém voi nhung chét can thiép vao hé théng men
cytochrome P450 3A4 co thé anh hudng dén ndng dé trong huyét
twong cua chat ddi khang canxi dihydropyridine nhuw la felodipine.
Nhrng chdt (¢ ché men (nhw cimetidine, erythromycin,
itraconazole, ketoconazole va mot s6 flavonoids hién dién trong
dich bwdi) co thé lam tang néng do felodipine trong huyét tuwong.
Nhirng chat gady cam rng men (nhw phenytoin, carbamazepine,
rifampicin, barbiturate) sé lam giam néng do felodipine trong huyét
twong.

Felodipine cé thé lam tang néng do tacrolimus. Khi dung dén
théi, nén theo doi néng db tacrolimus trong huyét thanh va cé th
can phai diéu chinh liéu tacrolimus

Felodipine khang anh hwdng dén néng dé cyclosporin trong huyét
twong. Su gan két cao voi protein huyét trong cla felodipine
duéng nhw khong anh huéng dén ty 1é khong gan két cla cac
thudc co gén két nhiéu nhw warfarin,

PHU NL¥ CO THAI VA CHO CON BU

Felodipine khong nén dung cho phu ni¥ c6 thai. Felodipine dwoc
phat hién trong si¥a me Tuy nhién, & cac liéu diéu tri cho ngudi
me cho con bu, thudc khang tac dong lén tré.

ANH HUONG DEN KHA NANG LAI XE VA VAN HANH MAY
Felodipine khong anh hwdng dén khd nang lai xe va van hanh
may

TAC DUNG KHONG MONG MUON

Giéng nhw chéat gian tiéu dong mach khac, felodipine c6 thé gay
dd birng mat, nhirc dau, danh tréng nguc, choang vang va mét

moi. Hau hét cac phan (rng nay tuy thudc liéu dung va xay ra luc
bat dau diéu tri hay sau khi téng lidu. Khi xay ra, nhirng phan rng
nay thuwong thoang qua va giam dan theo thei gian

Cing nhu nhitng d»hydropyndme khac, chirng swng cd chan phu
thuéc vao liéu da xay ra & nhirng bénh nhan dung felodipine Diéu
nay la do gian tién mao mach va khéng lién quan dén bat clr sw
dich nao

Ciing nhw céac thuéc dbéi khang canxi khac, su phi dai loi nhe da
dwoc ghi nhan & nhirng bénh nhan bi viém nha chu hay viém loi
Su phi dai nay co thé tranh duwoc hay héi phuc bang cach lwu y
dén vé sinh rang miéng.

Nhirng phan ng ngoai y dwéi day duoc ghi nhan tir cac thi
nghiém |am sang va tir Nghién ctu sau khi da dwa thudc ra thi
trwong

Cac tan sé phan rng ngoai y dwoc dinh nghia nhu sau:

Thwéng gap =1/100

Khong thwérng gap = 1/1000 va < 1/100

Hiém gap < 1/10.000 va = 1/1000

Rét hiém gap < 1/10.000

Thwong gap

Hé than kinh trung uong

vé ngoai bién nhirc dau

Da do birng mat

Mach (ngoai tim) ~ phu ngoai bién

It gap ;

Hé tim mach nhanh nhip tim, danh trong nguc

Heé than kinh trung uong

va ngoai bién choang vang, di cam

Tiéu hoa buén nén, dau bung

Da ndi man, ngtra

Toan than mét moi

Hiém gap

Hé tim mach ngét

Tiéu héa ndn mcra

Hé co-xuong dau khop, dau co

Tam than bét lwc/rdi loan chirc nang sinh duc

Da ndi mé day

R4t hiém &

Tiéu héa phi dai loi, viem loi

Gan tang men gan

Da phan rng nhay cam anh sang, viém mach
mau do qua man

Hé tiét niéu dai dat N

Toan than phan (*ng qua man cam nhw phi mach, sbt 74

QUA LIEU

Triéu ching

Qua liéu co thé gay ra gian mach ngoai bién qua mirc gay tut
huyét ap dang kénxa dai khi gay cham nhip tim.

Xt tri ,\\ 7

Than hoat tinh, néu &
Néu tut huyét ap tram
chirng

Dat bénh nhan & tw thé nam, chan ké cao. Trwong hop co kém
theo cham nhip tim, dung atropine 0,5-1mg duéng tinh mach. Néu
khong c6 hiéu qua, nén tang thé tich huyet twong bang cach
truyen dich (vi du dung dich glucose, mudi sinh ly hoac dextran)
Cac thube cuong giao cam c6 tac dung wu thé trén thu thé a1 co
thé dwoc dung néu cac bién phap da néu khong du hiéu qua.

DAC TiNH DUQC LLFC HOC

Ma ATC: C08C A02

Felodipine la mot ch_a't chen kénh canxi co tinh chon loc cao trén
mach lam giam huyét ap dong mach do lam gidam strc can mach
mau toan than. Do c6 tinh chon loc cao trén co tron clia tiéu dong
mach, felodipine & liéu diéu tri khdng tac dung truc tiép Ién tinh co
bép hay dan truyén clia co tim. Do khdng cé tac dung Ién co tron
tinh mach hay trén sw kiém soat van mach giao cam, felodipine
khéng gay ha huyét ap tw thé dung

Felodipine cé tac dung loi tiéu/thdi natri nhe va khong gay sw
dich trong co thé

hiétphai rira da day. )
ng xay ra, nén tién hanh diéu tr triéu



Felodlpme co hiéu qua & tat ca mirc do tang huyet ap Thuéc co
thé ding riéng Ié hay két hop voi cac thuéc diéu tri tang huyet ap
khac nhu thuoc (rc ché béta, lo tiéu hay thuéc we ché ACE dé lam
tang tac dong diéu tri ting huyét ap Felodipine lam gidm ca huyét
ap tam thu va tam truong va co thé dung trong tang huyét ap tam
thu riéng lé

Felodipine duy tri tac dong diéu tri tang huyét ap trong khi diéu tri
dong théi véi thude khang viem khéng nhan steroid (NSAID).
Felodipine co tac dong chong dau that nguc va chong thiéu mau
cuc bd do cai thién sw can bang cung-cau oxy co tim. Felodipine
lam giam sw dé khang trén mach vanh, lam tang lvu lvong mau
mach vanh va ténq cung cap oxy co tim do thudc lam gian déng
mach trén tim va tieu dong mach Felod|pme lam mat tac dung co
that mach vanh mat cach hiéu qua. Sw tut huyét ap toan than do
felodipine dan dén giam hau tai tam that trai va nhu cau oxy co
tim

Felodipine cai thién tinh chiu dwng khi géng strc va giam céac con
dau that nguc & benh nhan dau that nguc 6n dinh do gang stc
Felodipine lam glam tinh trang thiéu mau co tim cuc bé tiém an va
co triéu chirng & bénh nhan dau that nguc do co that mach.
Felodipine co thé ding néng lé hodc két hop véi thudc chen B &
bénh nhan dau that ngue 6n dinh

Fe!odlpme c6 hiéu qua va dung nap tot trén nguol lon khong ké
tudi tac va chung tdc va ciing dung nap tot khi bénh nhan c6 cac
bénh ly khac cung luc nhv Ia suy tim sung hu ét, hen va cac bénh
phdi tac nghén khac, suy chirc nang than, tieu dwong, bénh gut,
tang lipid mau, bénh Raynaud va bénh nhan dang ghép than.
Felodipine khéng co tac déng trén nong do glucose mau hay lipid
mau

Vi tri va co ché tac dung

Dac tinh dwoc Iwe hoc ndi bat cla felodipine 13 tinh chon loc trén
mach mau rd rét so voi trén co tim. Cac co tron gay co mach ¢
cac ving mach mau dé khang thi nhay cam dac biét voi
felodipine. Felodipine uc ché hoat dong dién va tinh co that cia
cac té bao co tron mach mau qua tac dong trén déng canxi ¢
mang té bao.

Tac dong huyer déng hoc
Tac dong huyét dong hoc chi yéu cla felodlplne la lam giam s
can ngoai bién toan phan dan dén sv giam huyet ap. Cac tac
doéng nay phu lhuoc vao liéu. Noi chung hiéu Iwc ha huyét ap biéu
hién r& sau 2 gi&r ké tir khi ubng liéu dau tién va kéo dai it nhat 24
gi&r va ty & day/dinh (trough/peak) thudng dat dén trén 50%
Co6 méi twong quan gira ndng do felodipine huyét twong vori sw
gidm dé khang ngoai vi toan phan va huyét ap
Tac dong trén tim
O cac liéu diéu tri, felodipine khdng co tac dong trén su co bop
clia co tim hodc dan truyén nhi-that hoac tinh tro' cta co tim. Trén
bénh nhan suy tim, felodipine thwéong tac dong tét trén chue nang
tam that trai, khi danh gia bang thé tich mau téng ra hoac cung
Irong tim va khong gay ra sw hoat héa hé than kinh thé dich.
Tuy nhién, felodipine dwéng nhw khéng anh hwong dén s séng
con. Trén bénh nhan tang huyét ap hoac dau that nguc. Plendil
cdng co thé dwoc ding trong treéng hop suy giam chirc nang tam
that trai
Diéu tri ting huyét ap bang felodipine ciing lam giam dang ké triéu
chirng phi dai tam that trai da co tredc day
T4c dong trén than
Felodipine co tac dung loi tiéu va thai natri niéu do lam giam tai
hap thu natri & ong than. Tac dung ‘nay khong lam trung hoa tinh
trang gil» mudi va nudc do cac chat gian mach khac. Felodipine
khong anh huong Ién sw bai tiét kali hang ngay. Felodipine lam
1dm strc can mach mau than. Tdc dé loc cau than khong thay doi.
bénh nhan suy chirc nang than, téc dé loc cau than co thé tang.
Felodipine khong anh hwéng dén sw tiét albumin niéu
O bénh nhan dang cay ghép than duoc diéu tri bang cyclosponn
felodipine lam glam huyét ap va cai thién ca Iwu Iu'ong mau & than
va téc do loc & cau than. Felodipine co thé cing cai thién chirc
nang moé ghép than giai doan som.
Dix ligu vé ty 1é bénh Iy va ty Ié tir vong
Trong nghién ctu HOT (dleu tri ti wu tang huyét ap), tac dong
cua thudc trén cac bién cd tim mach chinh (nhw nhéi mau co tim
cap, dot quy va tlr vong do bénh tim mach) da dwoc nghién ciu
trong méi twong quan véi huyét ap tam trrong muc tiéu < 90
mmHg. < 85 mmHg va < 80 mmHg va huyét ap dat dwoc khi ding
felodipine lam tri liéu can ban
18 790 bénh nhan tang huyét ap (huyét ap tam trwong 100-115
mmHg), do tudi 50-80 da duwoc theo déi trong théi gian trung binh
la 3,8 ndm (trong khoang 3,3-4,9 ndm). Felodipine dwoc dung
riéng & hoac két hop voi thudc chen beta, va’hodc mot thude e
ché men chuyén va/hodc mét thudce loi tiéu. Nghién ciru chieng té
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loi ich cua viéc giam huyét ap tam thu xuong con 139 mmHg va
huyét ap tam treong con 83 mmHg. Khi huyet ap tam trrong giam
tir 105 mmHg xudng con 83 mmHg, cho thay co thé ngan ngira tir
5 dén 10 bién cb tim mach chinh trén 1000 bénh nhan da duoc
diéu tri trong 1 nam. Diéu nay cho thay nguy co bién co tim mach
da giam 30%. Dleu tri tang huyét ap tich cwc dic biét ¢o ich dbi
v&i bénh nhan bj tiéu duong.

Theo mét thir nghiém vé diéu tri tang huyét ap cho bénh nhan Ion
tudi tai Thuy dién (STOP-2) duoc thuc hién trén 6.614 bénh nhan
& @6 tudi 70-84, thudc chen kénh canxi dihydropyridine (felodipine
va isradipine) da chirng td co tac dong phong ngira trén ty |é bénh
ly vaty e te vong do tim mach twong tw nhw cac nhom thuoc diéu
tri tang huyet ap thong thuong khac nhw thudc (¢ ché men
chuyén, thubc chen beta va thuéc loi tiéu.

DAC TINH DUQ'C DONG HOC
Hap thu va phan phéi
Felodipine, dwdi dang vién nén phong thich kéo dai, dwoc hap thu
hoan toan trong 6ng tiéu hoa sau khi uéng. D6 kha dung sinh hoc
toan than cua felodipine khoang 15% va khong phu thudc vao liéu
trong pham vi liéu diéu tri. Su gan két cua felodipine v&i protein
trong huyét twong & nguoi xap xi 99%, chi yéu gan véi phan
albumin .
Dang vién phong thich kéo dai lam kéo dai pha hap thu cua
felod:pme Diéu nay dua dén nong do huyét trong cua felodipine
van & trong pham vi diéu tri trong 24 gio. Néng do thudc trong
huyét teong ty Ié truc tiép theo liéu trong pham vi liéu diéu tri 2,5 —
10 mg.
Chuyén hoa va dao thai
Felodipine dwoc chuyén hoa phan ion & gan. Tat ca cac chat
chuyén hoa duwoc xac dinh déu khong co6 hoat tinh. Felodipine c6
do6 thanh thai cao v&i do thanh thai trung binh trong mau la 1200
ml/phit. Khong ¢é su tich Iy thuée dang ké khi diéu tri dai han.
Q bénh nhan I&n tudi va bénh nhan suy gidm chic nang gan,
néng dd trung binh trong huyét twong cua felodipine cac hon so
v&i nguo tré hon. Duoc dong hoc cua felodipine khong thay doi &
benh nhan suy than, ké ca ngudi dang tham phan mau.

ng 70% liéu dung duoc tiét ra trong nwoc tiéu duwot dang cac

chatéhulén hoa; phan con lai tiét ra phan. it hon 0.5% liéu dung

duo'sp)‘ét hién dwdi dang khéng dbi trong nworc tiéu.

TA DUQC

Sap Carnauba, hydroxypropylcellulose, hydroxypropyl
methylcellulose, oxit sat E172, lactose khan, microcrystalline
cellulose, Macrogol (polyethylene glycol 6000), macrogolglycerol
hydroxystearat (polyoxyl 40 hydrogenated castor oil), propyl
gallate, natri nhom silicat. natri steary! fumarat, titan dioxit E171,
nuoc tinh khiét

HAN DUNG )

36 thang ké tir ngay san xuat.

THAN TRONG DAC BIET KHI BAO QUAN

Khong bao quan trén 30°C.

DONG GOI

Hop 3 vi x 10 vién

HOC KY HPONG DAN SU DUNG TRUOC KHI DUNG

NEU CAN THEM THONG TIN XIN HO!' Y KIEN CUA BAC SY
THUOC NAY CHIi DUNG THEO SU’ KE BON CUA BAC SY
THONG BAO CHO BAC SY NHUNG TAC DUNG KHONG MONG
MUON GAP PHAI KHI DUNG THUOC.

DE XA TAM TAY TRE EM

Ngay hiéu dinh toa thudc: Thang 04/2008

San xuat theo Tiéu chuan Nha san xuat

NHA SAN XUAT
AstraZeneca AB
SE-151 85 Sodertalie. Thuy Dién

NHA BONG GOI
Interphil Laboratories Inc.

Canlubang Industrial Estate, Bo Pittland.
Cabuyao, Laguna, Philippines.

Plendil is a trademark of the AstraZeneca group of companies
© AstraZene \




