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THANH PHAN: Mbi vién nén Amlodipin 5 mg chufa:
Amlodipin (du6i dang amlodipin besilat).d.......... 5mg

Ta dugc vira du 1 vién
CHi DINH, CHONG CHi DINH, LIEU DUNG, CACH
DUNG VA CACTHONG TIN KHAC:

Xin xem t& huéng dan sir dung bén trong hop.
BAO QUAN:
Nai khé mét, tranh anh sang, nhiét dé dugi 30%C.

TIEU CHUAN: TCCS
Dé xa tam tay tré em.
Poc ky huéng dan sir dung trudc khi dung.

CONG TY CG PHAN DUGC PHAM TRUGNG THO

$6 93 Linh Lang, phudng Céng Vi, quan Ba Dinh, thanh phé Ha Noi

San xudt tai: Chi nhanh CONG TY €6 PHAN DUGC PHAM TRUONG THO

L6 M1, duding N3, khu cong nghiép Hoa X3, xa Loc Hoa, thanh phé Nam Dinh,
tinh Nam Dinh
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COMPOSITION: Each tablet contains: SPECIFICATION: Manufacturer’s.
Amlodipine (as amlodipine besilate,.................... 5mg Keep out of reach of children
Excipients gs for. 1tablet Carefully read the leaflet before use
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| MAU NHAN XIN DANG KY

1, Nhdn hép B(Tuuéc KE DON

@ TRUONG THO PHARMA

Hép 10 vi x 10 vién nén

Amlodlpm 5mg

= 1

Amlodipin 5mg &

AmIOdi])ill 5mg
. e S

THANH PHAN: M3i vién nén Amlodipin 5 mg chia:
Amlodipin (du6i dang amlodipin besilat). -
Té dugc vira da

CHI BINH, CHONG CHI DINH, LIEU DUNG,
CACH DUNG VA CAC THONG TIN KHAC:
Xin xem t& huéng dén st dung bén trong hdp.

BAO QUAN:
Noi khé mét, tranh anh sang, nhiét do dudi 30C.

TIEU CHUAN: TCCS
Dé xa tdm tay tré em.
Poc ky hudng dan sit dung trudc khi diing.

SDK (Reg. No)
S8 16 SX (Lot. No):
NSX (Mfg. Date) :
HD (Exp. Date)

CONGTY C6 PHAN DUGC PHAM TRUONG THO

56 93 Linh Lang, phuéing Céng Vi, quan Ba Dinh, thanh phé Ha Noi
Sdn xudt tai:

Chi nhanh CONG TY C6 PHAN DUgC PHAMTRUONG THO

L6 M1, duding N3, khu cong nghiép Hoa X3, xa Loc Hoa, thanh phd Nam Dinh,

tinh Nam Dinh

B( PRESCRIPTION DRUG

2 bws undipojury

@ TRUONG THO PHARMA

1

Box of 10 blisters x 10 tablets

AI“IOdlp]n 5mg
e

Amlodipin 5mg
el

COMPOSITION: Each tablet contams
Amlodipine (as amlodipii 5mg
Excipients gs for. 1 tablet

INDICATIONS, CONTRAINDICATIONS, DOSAGE,
ADMINISTRATION AND OTHER INFORMATION:
See the leaflet insert inside.

STORAGE: Store in a cool and dry place, protect from
light, temperature below 30¢.

SPECIFICATION: Manufacturer’s.
Keep out of reach of children
Carefully read the leaflet before use

Made in:

TRUONG THO PHARMACEUTICAL s
Lot M1, Road N3, Hoa Xa Industrial Park
Nam Dinh city, Nam Dinh provinceg
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1, Nhan hop

MAU NHAN XIN DANG KY

Hép 50 vi x 10 vién nén

B(Tnuéc KE BON

@ TRUONG THO PHARMA

1‘\“1[0(1[])]]1 5mg

l
Dé xa tdm tay tré em.

DPoc ki huéng din sit dung truéc khi ding.
CONG TY C6 PHAN DUQC PHAM TRUONG THO
56 93 Linh Lang, phuding Céng Vi, quan Ba Binh, thanh phé Ha N6i

Séin xudt tai: Chi nhanh CONG TY C6 PHAN DUGC PHAM TRUONG THO
L6 M1, duting N3, khu cong nghiép Hoa X4, xa Loc Hda, thanh phé Nam Bi
tinh Nam Binh

THANH PHAN: M3i vién nén Amlodipin 5 mg chua
mlodlpln (dwdl dang amlodlpln besilat)

CACH DUNG VA CAC THONG TIN KHAC:

Xin xem t& huéng dan sir dung bén trong hdp.
BAO QUAN:

Noi khd mat, tranh anh sang, nhiét 86 dudi 30°C.
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Amlodipin 5mg
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SOK (Reg. No) :
S8 Lot. No):
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COMPOSITION: Each tablet contains:
Amlodipine (as amlodipine besilate).

INDICATIONS, CONTRAINDICATIONS, DOSAGE,
ADMINISTRATION AND OTHER INFORMATION:
See the leaflet insert inside.

STORAGE: Store in a cool and dry place, protect
from light, temperature below 3

SPECIFICATION: Manufacturer’s.

Keep out of reach of children

Carefully read the leaflet before use

TRUONG THO PHARMACEUTICAL JOINT STOCK COMPANY

93 Linh Lang str, Cong Vi ward, Ba Dinh dist., Ha Noi

Made in:

TRUONG THO PHARMACEUTICAL JOINT STOCK COMPANY BRANCH
Lot M1, Road N3, Hoa Xa Industrial Park, Loc Hoa commune,

Nam Dinh city, Nam Dinh province
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TO HUONG DAN SU DUNG THUOC

B¢ Thuéc nay chi ding theo don thuéc
Amlodipin 5 mg
Dé xa tim tay tré em
Doc kj huéng déan sir dung truwée khi ding
TEN THUOC: Amlodipin 5 mg
THANH PHAN:

Thanh phan hoat chit: M3i vién nén Amlodipin 5 mg chra:
Amlodipin (dudi dang amlodipin besilat) Smg
Thanh phin ti dwgc: Manitol, era-tab, avicel 102, magnesi stearat.
DANG BAO CHE: Vién nén mau tréng, hinh elip, mgt mat c6 mot vach ngang, canh va thanh
vién lanh lan
CHI PINH:
Piéu tri ting huyét 4p
Diéu trj dau thit nguc 6n dinh
Piéu tri dau thét ngyuc kiéu Prinzmetal
LIEU DUNG VA CACH DUNG:
Nguwoi lon:
Tang huyét 4p va dau thit nguc, lidu khoi diu thong thuong 1a 5 mg/lan/ngay, c6 thé ting 1én
dén lidu tbi da 12 10 mg/lan/ngay tiy theo dap tmg ctia mdi bénh nhan.
Khong cin phai didu chinh liéu amlodipin trong truong hop ding két hop véi cac thudc loi tiéu
thiazid, cac thudc rc ché beta hay céc thude rc ché men chuyén angiotensin.
St dung o tré em:
Tré 6 — 17 tuéi diéu tri cao huyét dp: 2,5 — Smg/lan/ngay. Liéu vuot qua 5 mg mdi ngay chua
dugc nghién ciru ¢ bénh nhéan do tudi nay (xem muc “Ddc tinh dugc luc hoc” va muc “Ddc tinh
duogc dong hoc”).
Tré dudi 6 tudi: Chua c6 dit liéu nghién ctru
St dung ¢ nguwoi cao tudi:
Amlodipin dugc dung nap t6t nhu nhau & ca bénh nhén cao tudi va tré tudi khi ma st dung thube
v6i lidu lugng nhu nhau & ngudi cao tudi va tré tudi. Nén c6 thé ding phéc d liéu théng thudng
cho ngudi cao tudi.
Sitt dung ¢ bénh nhan bj suy chirc nang gan:
Liéu ding khuyén céo khong dugc thiét 1ap & nhitng bénh nhén suy gan nhe dén trung binh;

Dugc dong hoc ciia amlodipin chua dugc nghién ctru & bénh nhén suy gan ning. Amlodipin nén
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dugc bt ddu véi muce lidu thép nhit va nén than trong str dung thudc khi bit dau diéu tri va khi
tang liéu & nhitng bénh nhan bi suy gan nang.

St dung trén bénh nhan bi suy thin:

Su thay d6i nong do amlodipin trong huyét trong khong tuong quan v4i mic d6 suy than. Mic
du khuyén céo c6 thé sir dung amlodipin v6i lidu binh thuong cho nhimg bénh nhan nay.
Amlodipin khong bi loai khéi huyét twong bang thim tach.

Luwu y: Khong cé yéu cau dic bigt vé xir Iy thudc sau khi sir dung

CHONG CHI PINH:

Chong chi dinh trong nhiing trudng hop sau:

- Bénh nhan c6 tién st qud man cam véi cac dihydropyridin, amlodipin, hodc bat ky thanh
phan nao cua thube nay.

- Bénh nhan tut huyét 4p niing, sbc tim

- Bénh nhén bj tic ngh&n dong chay tir tm thét trai (nhu hep dong mach chu).

- Bénh nhén suy tim huyét dong khong 6n dinh sau nhdi mau co tim cép.

CANH BAO VA THAN TRONG KHI SU DUNG THUOC:

Can than trong khi ké thudc cho nguoi bi rdi loan dung nap mat s6 loai dudng do san phém co
chura manitol.

Su an toan va hiéu qua ciia amlodipin trong con tang huyét ap 1a chua dugc thiét lap

Str dung ¢ bénh nhan suy tim:

Trong mot nghién ctru dai han ¢6 kiém chimg bing gia dugc (nghién ctru PRAISE — 2) sir dung
amlodipin trén nhimg bénh nhan bi suy tim khong do ngudn gdc thiéu mau, do III va IV theo
phén loai cia NYHA (Hié€p hoi tim mach New York — M¥), amlodipin dugc bdo céo 1a c6 lién
quan tdi su gia tang ty 1¢ phu phéi. Tuy nhién khong c6 su khac biét dang ké v& ty 1& bénh nhan
bi suy tim trAm trong 1én & nhém amlodipin so v6i nhom gia dugc (xem phian “Ddc tinh dugc
luc hoc”).

St dung ¢ bénh nhan suy giam chirc ndng gan:

Ciing giéng nhu tit ca cac thudc chen kénh calci khéc, thoi gian ban thai cua amlodipin bi kéo
dai & bénh nhén bj suy giam chirc nang gan va liéu khuyén cdo cho céc bénh nhén nay vén chua
dugc thiét 14p. Do d6 amlodipin cAn phai dugc sir dung than trong & bénh nhén nay.

Nguoi cao tudi:

Cén than trong khi ting lidu & ngudi cao tudi (Xem muc “liéu dimg”, muc “dugc dong hoc”)
Bénh nhan suy than:

C6 thé sir dung amlodipin vé6i lidu binh thuong cho nhing bénh nhan nay. Su thay déi ndng do
amlodipin trong huyét tuong khong lién quan dén mirc d6 suy than. Amlodipin khong bi loai

khoi huyét trong bing thdm tach.
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TAC PONG CUA THUOC PEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Amlodipin c6 thé c¢6 anh hudng nho hodc vira phai dén kha nang 14i xe va van hanh may méc. O
nhitng bénh nhan bi chéng mat, nhirc diu, mét moi hodc budn ndn c6 thé gdy anh huong khi 1ai
xe va van hanh may méc. Can than trong st dung thudc cho nguoi lai xe va van hanh mdy moéc
vao thoi gian dau

SU DUNG CHO PHU NU MANG THAL:

Do an toan cta amlodipin & ngudi mang thai chwa duoc thiét 14p. Amlodipin khéng gy doc
trong cac nghién ctru trén hé sinh san cua dong vat, ngoai trir viéc lam chdm qua trinh chuyén da
va kéo dai thoi gian dé & chudt véi mot liéu cao gép 50 14n lidu khuyén cdo st dung tdi da &
nguoi. Do dé chi nén sir dung amlodipin trong thoi ky mang thai khi khong cé bién phép thay
thé nao an toan hon va khi ban than bénh chira dung su rui ro 16m hon cho ba me va phoi thai.
SU DUNG CHO PHU NU CHO CON BU:

Chua ¢ tai liéu nghién ctru nao khang dinh amlodipin c6 bai tiét vao sita me hay khong. Can ctr
vao loi ich cta viée cho con bu sita me va loi ich cuia liéu phap diéu tri amlodipin cho ngudi me
dé quyét dinh viéc str dung amlodipin.

TUONG TAC, TUONG KY CUA THUOC:

Amlodipin d4 dugc chimg minh 1 str dung an toan véi cac thudc loi tiéu thiazid, tc ché thu thé
alpha, trc ché thu thé beta, cac thudc trc ché men chuyén angiotensin, cac nitrat tac dung kéo dai,
nitroglycerin ngdm dudi ludi, cac thubc chdng viém phi steroid, cac khang sinh va cac thudc
ubng ha dudng huyét.

Céc dir lidu trén in vitro tir cac nghién ctru trén huyét trong ngudi da cho thiy ring amlodipin
khong gay anh huéng dén sy gin két vao protein huyét twong cua cic thubc nghién ctru
(digoxin, phenytoin, warfarin hay indomethacin)

Trong nhitng nghién ctru dudi ddy, khong c6 nhimg thay ddi dang ké vé duge dong hoc cua
amlodipin hay céc thudc khéc trong nghién ctru khi dung két hop.

Cic nghién citu dic bigt: Anh hwéng ciia cdc thubc khdc Ién amlodipin:

Thuéc ke ché CYP3A4: St dung amlodipin ddng thoi véi cac thude (e ché CYP3A4 manh hogc
trung binh (c4c chét e ché protease, thudc chong nim nhoém azol, khang sinh nhém macrolide
nhu erythromycin hodc clarithromycin, verapamil hodc diltiazem) c6 thé 1am ting déng ké su
xuét hién amlodipin d4n dén nguy co ha huyét 4p tiang lén. Sy bién dbi 14m sang cla céc thay doi
duoc dong hoc nay c¢6 thé dugc thiy & hon & ngudi cao tudi. Do d6 c6 thé phai theo ddi 1am
sang va diéu chinh lidu.

Clarithromycin 1a chét Gc ché CYP3A4. Piéu d6 lam ting nguy co ha huyét 4p & nhitng bénh
nhéan ding clarithromycin cing v6i amlodipin. Can theo ddi chit ch& bénh nhan khi ding dong

thoi véi amlodipin véi clarithromyecin.
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Thuéc cim trng CYP3A4:

Khéng c6 dir liéu vé anh hudng cua thube gdy cam tng CYP3A4 1én amlodipin. Viée sir dung
dong thoi thudc gdy cam tng CYP3A4 (vi du: rifampicin, hypericum perforatum) c6 thé lam
giam nong do amlodipin trong huyét twong. Amlodipin nén dugc sir dung thén trong cung véi
thubc gy cam tmg CYP3A4.

Dantrolene (truyén): O dong vat, rung that va truy tim mach thdy c6 lién quan dén ting kali
huyét sau khi ding verapamil va dantrolene tiém tinh mach. Do nguy co ting kali huyét, nén
khuyén céo ring tranh ding dong thoi cac thude chen kénh calci nhu amlodipin & bénh nhéan dé
bi tiang than nhiét 4c tinh va trong diéu tri ting than nhiét 4c tinh.

Cimetidin: Dung dong thoi amlodipin va cimetidin khong lam thay déi dwoc dong hoc cua
amlodipin.

Nude ép bwéi chim: Khong nén st dung amlodipin dong thoi véi budi chum hodc nudce ép
budi chim vi sinh kha dung c6 thé ting 1én & mdt sé bénh nhan din dén ting tic dung ha huyét
ap.

Sildenafil: St dung liéu duy nht 100 mg sildenafil & cac dbi tuong bi ting huyét 4p v cin
khong lam anh huong dén cac thong sb dugce dong hoc cta amlodipin. Khi sir dung phéi hop
amlodipin va sildenafil mdi thudc déu c6 riéng tac dung ha 4p ctia chiing.

Mudi nhéonm/mudi magié (cdc thudc khdng acid): \\

Str dung dong thoi céc thude khang acid 1a mubi nhém va mudi magié véi mot liéu duy nhat cia
amlodipin khong gdy anh hudng dang ké 1én dugc dong hoc cuia amlodipin.

Cic nghién ciru dic biét: Anh huong ciia amlodipin téi cdc thubc khdc:

Thuéc ha huyét dp: Amlodipin ting tac dung ha huyét ap ciia cac thudc ha huyét ap khac
Simvastatin: Ding dong thoi da liéu 10 mg amlodipin v6i 80 mg simvastatin két qua lam tang
77% nf‘mg dd simvastatin so voi chi dung don 1¢ simvastatin. Gidi han lidu simvastatin & bénh
nhén dung amlodipin 12 20mg mdi ngay.

Atorvastatin: Dung ddng thoi da liéu 10 mg amlodipin véi 80 mg atorvastatin khong lam thay
dbi dang ké cac théng sd dugc dong hoc cua atorvastatin ¢ trang thai ndng d6 hing dinh trong
huyét twong.

Digoxin: Sir dung dong thdi amlodipin véi digoxin khong lam thay d6i ndng do digoxin trong
huyét twong hodc d6 thanh thai qua thén cta digoxin & nhimng ngudi tinh nguyén binh thuong.
Ethanol (rwou): St dung don liéu hay da liéu 10 mg amlodipin khdng gy anh huong dang ké
1én dugc dong hoc cua ethanol.

Indomethacin: Cac dit liéu trén in vitro tir cac nghién clru trén huyét twong ngudi da cho thdy

rang amlodipin khong gdy anh hudng dén sy gén két vao protein huyét twong indomethacin
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Phenytoin: Amlodipin khong gdy anh huéng dén su gin két vao protein huyét twong cua
phenytoin

Warfarin: Dung dong thoi amlodipin véi warfarin khong 1am thay ddi thoi gian {rc ché
prothrombin cta warfarin.

Cyclosporin: Cac nghién ctru vé duge dong hoc v6i cyclosporin da cho thdy ring amlodipin
khong lam thay ddi dang ké duoc dong hoc clia cyclosporin. Chua c6 twong tac nao duge bao
bdo gitra amlodipin va clyclosporin trén ngudi tinh nguyén khée manh va nhitng bénh nhan khéc
trir bénh nhén cdy ghép than.

Tacrolimus: C6 nguy co ting néng do tacrolimus khi phdi hop voi amlodipin. Pé tranh doc tinh
cua tacrolimus, diung amlodipin & bénh nhan ding tecrolimus cin theo dsi ndng d tacrolimus
trong méu va diéu chinh lidu tacrolimus cho thich hop.

Cic twong tdc giita thudc véi cdc xét nghiém sinh héa: Chua dugce biét.

TAC DUNG KHONG MONG MUON (ADR):

Phan (g phy thudng gip nhét ctia amlodipin 1a budn ngl, chéng mat, dau dau, danh tréng nguec,
do bimg mit, dau bung, budn ndn, sung mét c4 chan, phi né va mét moi.

Tén suét Xay ra cac phan ung phu dugc phén loai nhu sau:

Rét thuong gap (ADR > 1/10)

Thuong gép (1/10 > ADR > 1/100)

ft gap (1/100> ADR > 1/ 1000)

Hiém gap (1/1000> ADR > 1/ 10000) \

Rét hiém gip (ADR <1 / 10000)

Khong xéc dinh tan sudt
Phan loai theo hé co quan Tan suat gip Téc dung khéng mong muén
R6i loan mau va hé bach | Rat hiém géap Giam bach cau, giam luong tiéu cau
huyét
Céc r6i loan hé mién dich Rét hiém gip Phan tmg di g
Céc r6i loan ndi tiét Khong xéc dinh | Hoi ching tiét hormon chéng bai niéu
tan sudt khong thich hop
Cac rdi loan chuyén héa va | Rét hiém gap Tang glucose huyét
dinh dudng
Céc rdi loan tAm than It gap Rdi loan gidc ngu, thay doi tm trang (bao
gbm ca lo lang), trim cam
Hiém gip L1 1an
Céc rdi loan hé than kinh | Thuong gip Buon ngu, chéng mit, dau dau (dic biét 1a
trung uwong vao lic bét dau diéu tri)
It gap Run, rdi loan vi gidc, ngat, giam cam giac,
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di cam

Rat hiém gap

Tang truong luc co, bién chimg than kinh

ngoai bién

Khéng xac dinh

tan suat

Réi loan ngoai thap

Céc r6i loan vé& mit Thuong gap Réi loan thi giac (bao gdm ca ching nhin
’ , doi)
Céc 161 loan tai va tai trong It gap U tai
Céc 16i loan vé tim Thuong khap Danh tréng nguc
It gap Chimg loan nhip tim (bao gém nhip tim
cham, nhip nhanh thit va rung nhj)
Hiém gap Nhoi mau co tim
Céc rdi loan vé& mach Thuong gép Dé bung mat
It gap Huyét ap thap
Rét hiém gip Viém mach
Céc rdi loan hé ho hép, nguc | Thuong gap Kho tho
va trung thét It gap Ho, viém miii
Cac rdi loan tiéu héa Thuong gap Pau bung, budn nén, kho tiéu, rdi loan tiéu
hoé (bao gdm ia chay, tao bon)
It gap Non, khé miéng
Rat hiém gap Viém tuy, viém da day, tang san lgi
Céc rdi loan gan - mat Rét hiém gip Viém gan, vang da, men gan ting
Céc roi loan trén da va md | It gap Rung tdc, ban Xuét huyét, bién mau da, tdng
dudi da tiét md hoi, ngira, phat ban, ngoai ban, ndi
may day
Rét hiém gip Phu mach, hong ban da dang, viém da tréc

vay, hdi chung Stevens-Johnson, phu

Quincke, ting nhay cam véi 4nh séng

Tan xuat khong
xac dinh

Hoi chiing hoai tir bi€éu mo6 nhiém doc

Céc r6i loan co xuong va md | Thuong gip Sung mit ca chan, chudt rit

lién két it gap Dau khép, dau co, dau lung

Céc r6i loan thén tiét niéu It gap R&i loan tiéu tién, tiéu dém, tiéu tién nhiéu
lan

Céc ri loan hé sinh san va va | It gédp ching vi to & nam gidi
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Céc rdi loan chung va tai noi | R4t thuong gap | Phu
diéu tri Thuodng gap Mét moi, suy nhugc

it gap DPau nguc, dau, kho chiu
Céan lam sang It gap Tang céan, giam cam

*Thuong kém theo vai trudong hop & mét
Ghi chu: Thong bdo cho bdc sy hodc dugc sy nhitng tic dung khong mong muén gap phdi
khi si dung thuéc.
QUA LIEU VA CACH XU TRi:
Qua lieu: Cac dir liéu c6 goi y rang viéc qua liéu vdi sO lugng 16n c6 theé gay gidn mach ngoai vi
va c6 thé kém theo nhip tim nhanh. D4 c6 bao céo vé su tut manh huyét ap c6 thé kéo dai va bao
gdm sbc ¢o tir vong.

Xir tri: Su hdp thu amlodipin giam dang ké khi chi dinh than hoat ngay luc d6 hoidc cho dén 2
git sau khi udng amlodipin 10 mg & nhimg ngudi tinh nguyén khée manh. Trong vai trudong hop
c6 thé can dén rira da day. V6i cac truomg hop tut huyét 4p ning do amlodipin, cin phai c6 cac
bién phép hd trg tim mach tich cuc bao gdm viéc theo ddi thuong xuyén cac chirc ning vé tim
mach va ho hip, ké cao tay chan va chi y dén thé tich tudn hoan va lwong nude tiéu. Co thé sir
dung mdt thudc co mach dé phuc hdi truong luc mach mau va huyét 4p, mién 12 bénh nhan
khong ¢6 chong chi dinh sir dung thuéc d6. C6 thé tiém tinh mach calcium gluconat dé dio
nguoc lai tac dung chen kénh calci. Do amlodipin gin két nhidu véi protein huyét tuong nén
thdm phan khong mang lai két qua trong truong hop nay.

DPAC TiINH DUQC LUC HQC:

Nhém dwge ly: Thude chen kénh Calci

Ma ATC: C08CA01

Amlodipin 14 mdt thube chen dong ion calci (thudc chen kénh chim hay chét déi van jon calci)

va te ché dong i i ang té bao va :
¢ dong ion calci qua mang t€ bao vao trong cac té bao co tim va CO tron mach mau

tim am giam tié A ;
M glam tiéu thy ning luong va nhu ciu OXy cua co tim

2. Co ché tac dung cua amlodipin ciing cé thé bao g
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O cac bénh nhén ting huyét ap, liéu mot 1an hang ngay lam giam déng ké huyét 4p trén lam sang
ca & tu thé ndm va dimg trong sudt 24h. Do dic tinh khoi dAu téc dung chim, nén amlodipin
tranh dugc su tut huyét ap cép khi sir dung.

O bénh nhan bi dau thit nguc ding mét 14n hang ngay amlodipin lam tang thoi gian ging st
tong cong, tang thoi gian khoi dau con dau thit nguc va ting thoi gian doan ST chénh xudng 1
mm, lam giam ca tan suat con dau thit nguc va sé vién nitroglycerin phai str dung.

Amlodipin khéng lién quan téi bat ky tic dung bét lgi nao trén chuyén hoa hay nhimg thay ddi
veé lipid mau va c6 thé sir dung dugc & cac bénh nhan bi hen, dai dudng va bi bénh gout.

Sir dung o cdac bénh nhan bi bénh dong mach vanh (CAD):

Hiéu qua ctia amlodipin trong viéc ngin ngira cic bién cb trén 14m sang & nhitng bénh nhan bj
bénh mach vanh (CAD) da duoc dénh gia trong mot thir nghiém doc 1ap, da trung tdm, ngau
nhién, mi doi, c6 kiém ching bing gia duoc véi 1.997 bénh nhan. Nghién ciru so sanh giita
amlodipin va enalapril trong viéc han ché cac bién c6 do huyét khéi (CAMELOT). Trong s6 cac
bénh nhan nay, 663 bénh nhan dugc diéu tri bang amlodipin 5 — 10 mg va 655 bénh nhan ding
gia dugc, ngoai ra bénh nhan s¢ duge dung thudc statin, thudc chen beta, thude loi tiéu va aspirin
theo phéc dd chuén trong 2 nam. Nhimg két qua chinh vé hiéu qua dugc trinh bay trong bang 1.
Céc két qua cho thy viéc diéu tri amlodipin c6 lién quan dén su giam céac truong hop phai nhap
vién do con dau thit nguc va cac qua trinh tai tao mach & bénh nhan bi bénh mach vanh (CAD).

Bang 1: Ty Ié cdc két qua lam sang c6 y nghia trong thir nghiém CAMELOT

CAMELOT
Céc két qua 14m sang Amlodipin Gia dugc Giam nguy co
N (%) (N = 663) (N = 655) (gié tri p)

Piém két t& hop (*) 110 151 31 %
(16,6) (23,1) (0,003)

Nhép vién do con dau 51 84 42%

thit nguc (1.7) (12,8) (0,002)

Tai tao mach vanh 78 103 27% \}
(11,8) (15,7) (0,033)

*1/ Pugc dinh nghia trong nghién ctru CAMELOT la tir vong do bénh tim mach, nhdi mau co
tim khong gy tir vong, ngan ngira tim mach tai phat, tai tao mach vanh, nhap vién do con dau
that ngue, nhap vién do suy tim xung huyét, dot quy gay tir vong hodc dot quy khong tr vong

hoac thiéu méau cuc bd thodng qua. Bét ky chan doan c6 bénh mach mau ngoai vi trén doi tuong
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trude ddy chua duge chan doan 1a c6 bénh mach mau ngoai vi hoac bét ky mot su diéu tri nao
d6i v6i bénh mach méu ngoai vi.

2/ Piém t6 hop két qua vé tim mach 13 két qua ban dau vé diém két hidu qua trong nghién clru
CAMELOT

Thir nghiém diéu tri phong ngita dau tim (Treatment to Prevent Heart Attack Trial —
ALLHAT):

Mot nghién ciru mu d6i, ngdu nhién vé ty 1é méc bénh — ty 1€ tir vong duoc goi 1a Thir nghiém
phong ngira dau tim bang cach chéng tang huyét p va ha lipid (ALLHAT) da dugc thyuc hién
nhim so sanh cac liéu phéap sir dung thubc maéi hon: Amlodipin 2,5 — 10 mg/ngay (thudc chen
kénh canxi) hogc lisinopril 10 — 40 mg/ngay (thudc trc ché men chuyén) duoc ding nhu liéu
phép dau tay cung véi thude loi tiéu thiazid, chlorthalidon 12,5 — 25 mg/ngay trén bénh nhan
ting huyét 4p vira va nhe.

Téng cong 33.357 bénh nhén cao huyét ap tudi tir 55 tré 1én dwoc chon ngiu nhién va theo doi
trung binh trong 4,9 nam. Nhitng bénh nhan c6 it nhit thém 1 yéu t6 nguy co bénh mach vanh,
bao gdbm nhdi mau co tim hodc dot quy > 6 thang hodc da dugc ghi nhan 13 ¢6 cic bénh tim
mach lién quan dén vira xo dong mach (tdng cong 1a 51,5%), tiéu duong typ 2, HDL — C < 35
mg/dL (11,6%), phi dai that trai duoc chn doan boi dién tAm dd hoac chup vang siéu am tim
(20,9%), hién tai dang huat thube 1a (21,9%).

Két qua ban dau 1a t6 hop ctia bénh mach vanh (CHD) gy tir vong hodc nhdi mau co tim khong
gay tir vong. Khong c6 su khac biét c6 ¥ nghia trong két qua ban ddu gitta nhom diéu trj
amlodipin va nhém diéu tri chlorthalidon: RR 0,98 95% CI [0,90 — 1,07] p = 0,65. Ngoai ra,
khong c6 su khac biét vé tir vong do moi nguyén nhan giita nhom diéu tri amlodipin va phém
diéu tri chlorthalidon: RR 0,96 95% CI [0,89 — 1,02] p = 0,20.

Sit dung ¢ bénh nhéan suy tim:

Cac nghién ctru vé duoc luc hoc va céac thir nghiém trén 14m sang c6 kiém chimg, dua trén hoat
dong géng sirc & cac bénh nhan bi suy tim tir do II dén d0 IV theo phan loai cia NYHA (Hiép
hoi tim mach New York) da cho thdy rang amlodipin khong gy cac thuong t6n trén 1am sang,
duoc do bai kha nang dung nap céc hoat dong géng strc, phan xudt tdng méau cua that trai va cc
triéu chung lam sang.

Mot nghién ciu c6 kiém chimg bing gia dugc (nghién ctru PRAISE) duge thiét ké nham dénh
gia cac bénh nhan suy tim tir do III dén d6 IV theo phan loai cuia NYHA, dang dugc didu tri
bang digoxin, loi tiéu, va trc ché men chuyén, dé cho thdy ring amlodipin khong lam ting nguy
co tir vong hay ty 1¢ két hop tir vong va bénh tat & cac bénh nhan suy tim.

Trong mdt nghién ctru dai han ¢ kiém ching bang gia dugc tiép theo (nghién ciru PRAISE - 2)

str dung amlodipin trén cdc bénh nhén bi suy tim tir d III va IV theo phan loai cia NYHA, céc
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bénh nhan nay khong ¢ céc triéu chimg 1am sang hay c¢6 cac két qua xét nghiém khéach quan goi
y ¢6 bénh thiéu méu di kém va dang dung c4c liéu ¢b dinh cta cac thude trc ché men chuyén, trg
tim digitalis va loi tiéu, két qua da cho thdy rang amlodipin khéng c6 anh hudéng 1én ty 1€ tu
vong tong cong hay ty 1é tir vong do cac bénh tim mach. Véi cing nhém ddi tugng nghién ciru
nay, amlodipin dugc bao cdo c6 lién quan t6i sy tang 1én cac trudng hgp phit phdi mic di ngudi
ta khong the‘iy c6 su khac biét dang ké vé ty I¢ cac bénh nhan bi suy tim trAm trong lén giira
nhom dung amlodipin va nhom bénh nhan dung gia dugc

Sit dung ¢ bénh nhan nhi (6 — 17 tudi):

Hiéu lyc cua amlodipin trén nhitng bénh nhi cao huyét 4p tir 6 dén 17 tudi duoc chimg minh
trong 8 tuan & mot truong hop mu doi va thir nghiém duoc kiém ching boi gia duge duge 14y ra
ngiu nhién trong 268 bénh nhi bi cao huyét ap. Tit ca cac bénh nhi duge chi dinh dau tay ngau
nhién 2,5 mg hoac 5 mg trong 4 tuan va sau do tiép tuc duoc chi dinh ngdu nhién 2,5 mg hoic 5
mg amlodipin hodc gia dugc 4 tuan tiép theo. So v6i ranh gidi, két qua giam huyét 4p tAm thu va
huyét 4p tdm truong khi diéu tri mot 1an mot ngdy véi amlodipin 5 mg ¢6 y nghia théng ké. O
truong hop didu chinh bing gia dugc, huyét p tim thu tu thé ngdi giam trung binh 1a 5,0 mmHg
voi amlodipin lidu 5 mg va 3,3 mmHg véi liéu amlodipin 2,5 mg. Nghién ctru tir cAc nhém
thdy nhimg bénh nhan nhi nhé hon (6 dén 13 tudi) c6 nhing két qua kha quan hon & nhij
nhan nhi 16n hon (14 dn 17 tubi).
PAC TiNH DUQC PONG HQC:

Hip thu: Sau khi udng cac liéu diéu tri, amlodipin dugc hép thu t6t voi ndng d6 dinh trong

huyét tuong dat dugc khoang 6 dén 12 gid sau khi ubng. Sinh kha dung tuyét dbi dugc udc
lugng vao khoang 64 - 80%. Nong do dinh trong méu dat sau 6 -12h dung thude. Su hip thu
amlodipin khong bi anh hudng bai thic an.

Phin bé: Thé tich phan bé 1a 21 lit/kg, khoang 97,5% amlodipin trong tuan hoan gin v6i protein
huyét tuong.

Chuyén héa: Amlodipin dugc chuyén hoa phan 16n tai gan thanh cac chét chuyén hoa khong c6
hoat tinh v&i 10% hoat chat gdc.

Thai trie: Thoi gian ban thai trong huyét twong ctia amlodipin ndm trong khoang tir 35 dén 50
gio va phu hgp voi lidu dung thude 1 lan hang ngay. 60% chét chuyén héa dugc dao thai qua
nude tiéu.

Stz dung ¢ tré em: Trong mot nghién clru 1am sang tiép can thudng xuyén, 73 bénh nhi tir 12
thang tudi cho dén nho hon hodc bang 17 tudi c6 cao huyét ap, chia liéu amlodipin trung binh
mdi ngay 1a 0,17 mg/kg. DY thanh thai ¢ cdc bénh nhén nhi nay voi thé trong trung binh 45 kg
1an luot 12 23,7 lit/gids va 17,6 lit/gis d6i v6i nam va nit. Do thanh thai ndy ciing ndm trong gi6i

han tuong ty nhu dénh gia dugc cong b6 & ngudi 16n thé trong 70 kg 1a 24,8 lit/gio.
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Ao



https://vnras.com/drug

Thé tich phan bd duoc udce tinh trung binh 1a 1130 lit (25,11 lit/kg) & bénh nhan thé trong 45 kg.
Hiéu luc duy tri huyét ap trén 24 gid véi liéu ding cach quing dwoc quan sat thiy co rat it su
khac nhau trong dao dong cuc dai va cyc tiéu. Khi so véi duoc dong hoc & ngudi 16m, cac thong
s trong nghién ctru nay cho thy liéu dung mét 14n mdi ngay 1a thich hop.

Sir dung ¢ nguoi cao tuéi: Thoi gian dat ndong do dinh trong huyét twong ciia amlodipin 1a
giéng nhau giita nguoi cao tudi va nguoi tré tudi. Tuy nhién d6 thanh thai cia amlodipin c6
khuynh hudng giam kéo theo su gia tang cua dién tich dudi duong cong (AUC) va thoi gian ban
thai & céc bénh nhan cao tudi. Dién tich dudi duong cong va thoi gian ban thai ciing ting 1én &
cac bénh nhan bi suy tim sung huyét.

QUY CACH PONG GOI: Vi 10 vién, hop 3 vi, hop 10 vi, hop 50 vi.

BAO QUAN: Noi kho mat, tranh 4nh sang, nhiét d6 duéi 30°C.

TIEU CHUAN AP DUNG: TCCS '

HAN DUNG: 36 thang ké tir ngay san xuét. \\\¥

Co s¢ diing ky: CONG TY CO PHAN DUQC PHAM TRUONG THQ

Dia chi: 93 Linh Lang — Phuong Céng Vi — Quan Ba Dinh — Thanh phé Ha Noi

Dién thoai: 024.37666912

Co sé san xuit: CHI NHANH CONG TY CO PHAN DUQC PHAM TRUONG THQ

Dia chi: L6 M1 — Pudng N3 — Khu Céng nghiép Hoa Xa — Xa Loc Hoa — Thanh phd
Nam Dinh — Tinh Nam DPinh

Dién thoai: 0228.3670733 //”"‘\\
',‘."» A *ﬁa',
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