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CONG TY CO PHAN DUQGC BECAMEX
Budng NAG - KCN My Phudc 2 - Bén Cat - Binh Dudng

MAU NHAN HOP BECAMLODIN
Hop 3 vi x 10 vién nang ciing

«scriplions only

Becamlodin
Amlodipin 5mg

(dudi dang Amlodipin besilat)

Hop 3 vi x 10 vién nang ciing
Box of 3 blisters x 10 capsules

Thanh phén: M6i vién nang ciing chida: Amlodipin 5mg. Ta dugc v.d.
Chi dinh, chéng chi dinh, lidu Iugng - cach ding & cac thang tin khac:
Xem td hudng dan su dung.

Bao quan: Ngi khd, tranh dnh sang, nhiét dg dudi 300C.

Tiéu chudn: TCCS.
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__MAU NHAN HOP BECAMLODIN
of7 M vi x 10 vién nang ciing

GMP - WHO

Becamlodin
Amlodipin 5mg

(dudi dang Amlodipin besilat)

Hop 10 vi x 10 vién nang cing
Box of 10 blisters x 10 capsules
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Thanh phan: M6i vién nang ctng chita:
Amlodipin 5mg. Ta dudc v.d.

Chi dinh, chéng chi dinh, lidu lugng - cach ding
& céc thdng tin khac: Xem td hudng dén si dung.
Bao guan:

Ndi khé, tranh 4nh sang, nhiét d6 dudi 300C.

Tiéu chudn: TCCS.
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' HUONG DAN SU DUNG THUOC
Rx Thuoc ké don

BECAMLODIN

“Dé xa tam tay tré em”
“Doc kj hudng din sir dung trwée khi diung”
‘ . “Thuéc nay chi dang theo don thuéc”

THANH PHAN
MOoi vién nang cting chira: Amlodipin 5 mg (dudi dang Amlodipin besilat)
Ta dige: Starch 1500, natri starch glycolat, talc, magnesi stearat vira du 1 vién.
DANG BAO CHE
Vién nang cing s6 3. ddu mau vang dau mau tring, bén trong chira bot thude mau tring,
khong mui, vi dang.
CHI PINH
Diéu tri ting huyét ap
Diéu tri dau thit nguc 6n dinh man tinh
Diéu tri dau thit nguc Prinzmental.
LIEU DUNG, CACH DUNG
Liéu ding
- Nguoi lon:

\/ Pé diéu tri tang huyét ap va dau that nguc lidu khoi ddu thong thuong la 5 mg/ lan/ ngay, c6 thé
tang dén ]leu tdi da 10 mg tuy theo dép (mg cua timg bénh nhén.
Khong can chinh liéu amlodipin khi phéi hop v6i cac thude loi tiéu thiazid, thude chen beta va
thude Gic ché men chuyén.
- Nguoi cao woi: Amlodipin dugc dung nap tot nhu nhau khi st dung & liéu tuong tu & bénh
nhén cao tudi va ngudi tré hon. Phac d6 lidu luong thong thudng duge khuyén céo ¢ nguoi cao
tudi, nhung khi tiang liéu nén két hop véi su cham soc y t&.
- Suy gan: Nén than trong khi ding amlodipin & nhirng bénh nhén suy gan. Viéc diéu tri nén bét -
ddu & liéu thap nhat va tang liéu tir tir.
- Suy than: Nhiing thay doi vé ndng do trong huyét tvong ctia amlodipin khong tuong quan véi
mirc dé suy than, do d6 khong can hiéu chinh liéu & nhirng bénh nhan nay.
- Tré em va thanh thiéu nién bi cao huyét ap tie 6 1éi dén 17 wéi: Liéu ha huyét ap khoi dau
duoc khuyén cdo la 2,5 mg/ lan/ ngay. tiang liéu lén 5 mg/ ngay néu khong dat duoc huyét ap
muc tiéu sau 4 Iuan Liéu cao hon 5 mg/ ngdy chua dugc nghién ctiu ¢ bénh nhan nhi.
- Tré em dwdi 6 tuoi: Khong I\huyun cio str dung cho tre em dudi 6 tudi.
Cich ding: Co thé ding trude hodce sau khi an. Udng cling véi nude, khong ding chung voi
nude ép budi chim. Nén ding thude ¢ cting mot thoi diém trong ngay. Véi nhiing liéu thip hon
5 mg, can phai ding cdc thude khac ¢6 liéu lugng nho hon thich hgp.

- CHONG CHI PINH
- Suy tim khéng 6n dinh vé huyét dong sau nhdi mau co tim cip
- Tic nﬁhén dong mdu chay ra cua tdm thét trai (vi du hep dong mach chu)
- Qud man v&i amlodipin. cac dan xuat dihydropyridin hoac bat kv thanh phan nao cua thude.
- Chdng chi dinh dung amlodipin trong truong hop ha huy ét ap nang.
- Sdc (ké ca sbe tim).
CANH BAO VA THAN TRONG KHI DUNG THUOC
- Nguoi suy tim: Trong nghién ctru dai han ¢é kiém chimg véi gia duge (PRAISE-2) cua thuoc
amlodipin & bénh nhan suy tim ning (NYHA 111 va IV) kém thiéu mau dong mach, ty 1& Xudt
hién cua pha [JhOl ¢ nhém dn,u tri amlodipin cao hon nhom dang gia duoe mace du khong ¢6 su
khdc biét dang ke vé tin sudt suy tim. Vi vdy nén st dung can than cac thube chen kénh calci,
bao gdm amlodipin, ¢ nhiing bénh nhan suy tim sung huyét vi ching ¢6 thé lam ting nguy co
cac bién ¢o tim mach va co thé wr vong.
- Ngwoi suy giam chire nang gan: Nhu tit ca thude calei khac, thoi gian bin thai cua amlodipin
kéo dai & bénh nhén suy giam chic nang gan va chua ¢ cac khuyén cdo vé lidu lugng. Vi vay
nén bat dau didu tri voi amlodipin ¢ liéu thap va thin trong trong sudt qua trinh diéu tri va khi
tang liéu.
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- Nhoi méu co tim, hep dong mach chi: Chua c6 dir liéu vé tic dung clia amlodipin khi str dung
riéng lé trong khi nhbi mau co tim hodc trong vong mot thang sau khi nhoi mau co tim. Vi vay
nén than trong ¢ nhirng bénh nhén nay.

- Con tang huyet dp: Su an toan va hi¢u qua cua thuée amlodipin trong con cao huyét ap ning
chua duge thiét lap.

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

+ Sir dung thuoc cho phu nit ¢é thai: Tinh an toan cta amlodipin trén phu nir cé thai chua dugc
khing dinh, nghién ctu trén dong vat cho thiy liéu cao amlodipin gay ddc tinh sinh san. ding
amlodipin cho phu nir ¢6 thai chi khi lgi ich vuot trdi nguy co.

+ Swr dung thuée cho phu nir cho con hi: Chua co thong bao nao danh gia su tich luy cua
amlodipin trong sita me. Dung amlodipin hodc ngimg cho con b khi danh gia, cin nhic loi ich
va nguy co gitra me va con.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC.
Amlodipin ¢6 thé c6 anh huong nho hodc vira phai trén kha ning ldi xe va van hanh mdy moe. Can
than trong khi lai xe va van hanh may méc néu bi chong mit, nhire diu, mét moi hay budn non khi
dimg amlodipin. )

TUONG TAC, TUONG KY CUA THUOC.

Twong tdic cua thubce:

Humr tre ché CYP344: Ding dong thoi amlodipin véi cdc chét re ché CYP3A4 manh hoic
trung binh (thuéc e ché protease. thuéc khing ndm. khang sinh nhoém macrolid nhu
erythromycin hodc clarithromycin, thude chen kén calci nhu verapamil hodc diltiazem) c6 thé
lam ting dang ké su hép thu amlodipin din dén nguy co ha huyét ap trdm trong. Tuong tac nay
¢6 thé dugc thay rd hon & nguoi cao tudi. Do do phai theo ddi lam sang chat ché va diéu chinh
liéu néu can thiét.

Thudc cam img CYP3A44: Khong ¢6 dir lieu vé tic dung cua thude cam img CYP3A4 dbi voi
amlodipin. Viéc sir dung dong thoi cic thudc cam img CYP3A4 (rifampicin. hypericum
perforatum) c6 thé lam giam nong do amlodipin trong huyét tuong. Amlodipin nén duoc su
dung than trong khi phoi hop cling vai cac thude nay.

Qua buoi chivm: Khéng nén suir dung amlodipin voi budi chim hodce nude buodi ép chiim vi sinh
kha dung c6 thé ting 1én 6 mot s6 bénh nhan dan dén tic dung ha huyét ap nghiém trong. Tuong
tic nay da duoc tim thd) & cdc thude chen calei nhom dihydropyridin Khéc.

Dantrolen (tiém ir mfen) @) dong vat, di co bdo cdo rung tam thét va suy tim ¢é lién quan dén
ting kali mau sau khi ding verapamil va dantrolen tiém tinh mach. Do nguy co ting kali mau
nén khuyén cao khong ding dong thoi cac thude chen kénh calei nhu amlodipin ¢ nhirng bénh
nhan dé bi chirg ting than nhiét dc tinh va trong diéu tri chang tang than nhiét ac tinh.

Céc thuée ha huyét ap: Tac dung ha huyét ap ctia amlodipin lam ting tic dung ha huyét ap cua
cac thude tri cao huyét ap khac.

Simvastatin: St dung dong thoi liéu 10 mg amlodipin voi 80 mg simvastatin 1am tang 77% su
hdp thu simvastatin so véi ding simvastatin don thudn. Nén giam liéu simvastatin & bénh nhén
ding amlodipin dén 20 mg/ ngay. _

Cimetidin: Dung dong thoi amlodipin va cimetidin khong lam thay doi dugc dong hoc
amlodipin.

Sildenafil: Khi ding phdi hop thude amlodipin va sildenafil, mdi thude ¢6 téc dung ha huyét ap
rieng doc lap v6i nhau.

Tacrolimus: C6 nguy co tang tacrolimus mau khi dang dong thoi vai amlodipin nhung co ché
duoc dong hoc cia su tuong tac nay van chua rd. Pé tranh doc tinh cua tacrolimus khi ding
amlodipin cin theo ddi ndng dd tacrolimus trong mau va diéu chinh liéu tacrolimus khi thich
hop.

Cyclosporin: Cac nghién ctu vé duge dong hoc vai ciclosporin da chimg minh ring amlodipin
khong lam thay d6i dang ké duge dong hoe ctia ciclosporin.

Cdc thuée khac: Trong cdc nghién ctu tuong tac 1am sang, amlodipin khong anh huong dén
dugc dong hoc cua atorvastatin. digoxin, phenytoin hogc warfarin.

Twong ky, ciia thude: Do khong ¢6 cac nghién ciru vé tinh tuong ky cta thude, khong tron 1an

thude nay véi céc thude khac.
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TAC DUNG KHONG MONG MUON CUA THUOC.

Céc phan tng phu sau déy da duoc quan sit va bio cdo trong qua trinh didu tri voi amlodipin
véi cdc tan s6 sau: Rat thuong gip (=1/10); thudng gap (>1/100 dén <1/10); it gip (=1/1.000 dén
<1/100): hiém gap (>1/10.000 dén <1/1.000): rat hiém gap (<1/10.000).

Nhom co quan Tan suit | Tic dung khong mong mudn

Roi loan mau va hé

£ Giam bach céu. giam tiéu cau
bach huyét &

Rét hiém gidp

Rdi loan hé thong

mién dich Ravhicm g3p

Phan tng di ing

Roi loan chuyén hoa
_vadinh dudng

Rat hicm gap | Tang dudng huyét

i_lg;_'i_p_ Mat ngu, thay doi tim trang (lo au), tram cam

R6i loan tAm thin

Hiém gap ' La lan

Thisting g3p ' Chang budn ngu, chong mit, nhire diu (dac biét la

| khi bd.l dau diéu tri)

Réi loan hé than kinh ———
L It gap

Run, rdi loan vi giac, ngat, giam cam giac, di cam

Rat hiém gap ' Bénh thin kinh ngoai bién, ting truong luc co

_[@91 loan thi giace | It gap | Sw rm loan thi giac
R&i loan tai va mé o
It gap U tai
dao
- L — = |
Thuong gap | Danh mmu nguc
R6i loan tim mach Zor Nhéi mau co tim, loan nhip tim (nhip tim cham, nhip
Rat hiem gip
nhanh th_al va rung tam nhi)
Thuong gdp | Chimg do bung
A A . T - A, *
R6i loan tuin hoan It gép Ha huyét dap
Rat hiém gap | Viém mach mau
Réi loan hé hip, 1ong | It gap. Kho tho, viém mai
ngue va trung thit Rat hiém g gip | Ho
| Thuong gip Dau lmnu - budn non _
<. o : Non mira, kho tiéu, rdi loan dudng rudt (tiéu chay,
Ro6i loan ticu hoa It ¢dp
* _tdo bon), kho mi¢ng
| Rathiém gap | Viém I_u\_ viém da day. tang san lgi
R6i loan gan mit Rét hiém gap ' Viém gan. vang d da, tang men gan
' it 04 Runu toc. ban xuét huyét, bién mau da, tang tiét md
£ - sdp | hoi, ngira, phat ban
Roi loan da va mb e
At da “Phir mach. hong ban da dang, noi may day, viém da
- Rat hiém gap | troc vay. hdi chimg Stevens-Johnson, phtt Quincke,

nhay cam véi anh sang

Réi loan co xuong va

[hurrn_g aap

Sung méit ca chan

mo lién két it gip Dau co, dau khép, co that co, dau lung
Roi loan than va tiét re L f i wed e o A ok
s . It gap RO1 logn ticu tién, ticu dém, ticu nhiéu lin
nic¢u
6i los ¢ AIIU inh| . _ o, e £ i
R,OI logn h¢ thong s It gdp Bat luc, nir hda tuyén v
san |

T]nronﬂ gap

Phu m. le moi

Cac roiloan chung

QUA LIEU VA CACH XU TRI

Quii lidu:

D liéu hién c6 cho thay ring qua liéu amlodipin co thé din dén gian mach ngoai bién qua mirc

Il edp

Dau ns:l_:r_ suy nhuge, dau, kho chiu

va nhip tim nhanh phan xa. Chiang ha huyét dp kéo dai. dén dén sdc va co thé gay tir vong.
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Cich xu tri khi diing thube qud liéu: ‘ X

Ha huyét 4p 1am sang do qua liéu amlodipin bénh nhian can phai duoc hé tro tim mach tich cuc
bao gdbm theo ddi thuong xuyén chirc niang tim mach va ho hip, dat cao tir chi, luu y dén thé tich
dich tudn hoan va lugng nude tiéu bai tiét. Néu khong chdng chi dinh voi thude co mach thi co
thé dung thube nay dé phuc hdi truong lue mach va huyét ap. Tiém tinh mach calci gluconat ¢o
thé ¢6 loi trong viée phuc hdi tac dung phong bé kénh calci.

Viée str dung than hoat tinh cho ngudi tinh nguyén khoe manh ngay 1ap tic hodc 1én dén hai gio
sau khi ding amlodipin 10 mg da lam giam déang ké sur hip thu amlodipin. Rura da day c6 thé
hiéu qua trong mdt s6 truong hop. Vi thude amlodipin lién két voi protein rit cao nén viée loc
mau khong co6 1oi.

PAC TINH DUQC LUC HOC.

Amlodipin l1a dan chit cua dihydropyridin ¢é tac dung chen calci qua mang té bao. Amlodipin
ngin chin kénh calci loai L phy thude dién thé. tic dong trén cac mach mau & tim va co.
Amlodipin ¢6 tic dung chdng ting huyét ap bang cach truc tiép lam gian co tron quanh dong
mach ngoai bién va it ¢6 tic dung hon trén kénh calci co tim. Vi vay thude khong lam dan
truyén nhi that o tim kém di va ciing khong anh huone xau dén luc co co. Amlodipin cling ¢6 tac
dung tot 1a giam strc can mach mau than, do do lam tang luu lugng mau ¢ than va cai thién chac
ning than. Vi vay thude ciing ¢o thé ding dé diéu tri neuoi bénh suy tim con bu.

Amlodipin khéng cé anh huong xdu dén nong do lipid trong huyét tuong hodc chuyén hoa
glucose, do do cd thé ding amlodipin dé diéu tri tang huyét ap & ngudi bénh ddi thao duong.
Tuy nhién, chua ¢6 nhitng thu nghiém lim sang dai ng'l\ dé chiig to ring amlodipin ¢o tac
dung giam tr vong. O nhiéu nuge diéu tri chudn d¢ bao vé ngudi bénh ting huy¢t dp khoi tai
bién mach mau ndo va tir vong van la thude chen beta va thube loi tiéu, cac thude nay dugc chon
dau tién dé diéu tri. Tuy vay amlodipin c6 thé dung phoi hop voi thude chen beta cing véi
thiazid hodc thudc lgi mu quai va cung voi thude e ché enzym chuyén doi angiotensin.
Amlodipin ¢6 tac dung tdt ca khi dimg, nim cting nhu ngdi va trong khi lam viéc. Vi amlodipin
tac dung cham, nén it ¢6 nguy co ha huyét ap cap hodc nhip tim nhanh phan xa.

Tdac dung chong dau that ngwe: Amlodipin lam gidin céc tiéu dono mach ngoai bién, do do lam
giam toan b luc can ¢ mach ngoai bién (hau ganh giam). Vi tin 50 tim khong bi tac dong, hdu
ganh giam lam cong cha tim giam. cing v4i giam nhu cdu cung cip oxy va ning lugng cho co
tim. Diéu nay lam giam nguy co dau that nguc. Ngoai ra. amlodipin ciing gay gidan dong mach
vanh ca trong khu vuc thi{fu mau cuc bd va khu vuc duoc cung cftp mau binh thudng. Sy gian
mach nay lam tang cung cap oxy cho ngudi bénh dau thiit nguc thé co thit (dau thit ngue kiéu
Prinzmental). Piéu nay lam giam nhu ciu nitroglycerin va bing cach nay. nguy co khang
nitroglycerin ¢6 thé giam. Thoi gian tac dung chdng dau that ngue kéo dai 24 gio. Ngudi bénh
dau thit nguc ¢6 thé dang amlodipin phdi hop vai thude chen beta va bao gidr ciing ding ciing
voi natri (diéu tri co ban dau that nguc).

DAC TINH DUQC DONG HOC.

Hip thu:

Sau khi udng liéu diéu tri, amlodipin duoc hip thu 6t véi nong do dinh trong huyét tuong dat
duoc lidu khuyén cdo 6 - 12 gio. Sinh kha dung ctua amlodipin khi uéng khoang 60 - 80% va
khong bi anh huong boi thire an.

Phin bo: _

Thé tich phan bé xap xi 21 lit/ kg thé trong va thude lién két vai protein huyét tuong cao (trén
98%).

Ch uven hoa:

Amlodipin bai tiét chi \’Lll thong qua chuyén hod trong gan thanh céc chat chuyén hoa mit hoat
tinh va bai tiét qua nudc tiéu.

Thai triv: ' . . .

Thoi gian ban thai trong huyét twong tir 30 - 40 gio. Nong dd on dinh trong huyét tuong dat
duoc 7 - 8 ngay sau khi udng thude | lan/ ngay. Do thanh thai trong huyét twong téi mic binh
thuong vao khoang 7ml/ phat/ kg thé trong. O nguai suy gan, thoi gian ban thai cua amlodipin
ting. vi vy ¢6 thé cén phai giam lidu hodc kéo dai thoi gian gitta cac lidu dung.

v
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QUY CACH PONG GOL.

Hop 10 vix 10 vién va hop 3 vi x 10 vién.

PIEU KIEN BAO QUAN Noi khé, tranh anh sang. nhiét do dudi 30°C
HAN DUNG: 36 thang ké tir ngay san xuit

TIEU CHUAN CHAT LUQNG CUA THUOC: TCCS

TEN, PIA CHI CUA CO SO SAN XUAT THUOC.

San xudt tai: CONG TY CO PHAN DUQC BECAMEX

Dia chi: Duong NA6, KCN My Phude 2, My Phudce, Bén Cét, Binh Duong
Dién thoai: 0274.355 3326 Fax: 0274.355 9899

Ngay lhang, 04 nam 2018

PHAM VAN DUNG

UC TRUONG
EUT%UG‘QG PHONG
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