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DE XA TAM TAY TRE EM,

BOCKY HUGNG DAN SU BUNG TRUGC KHI DUNG.
Chi djnh, Cach diing, Chdng chi dinh va cac thing tin khac: Xin xem td hudng dan

sitdung kém theo.

M&ivién nang cing chiz amiodipine besliate tuong duang vél Smg amlodipine.

Béo quan dudi 30°C, tranh dm.

Sin xudt tai: Fareva Amboise, Zone Industrielle, 29 raute des Industries, 37530 Poce Sur Clsse, Phip.

DNNK: XXXX

(B) Thudc bén thee don

amlodipine

o mg

HOP 3 Vix 10 VIEN NANG CUNG SK: XXXX

KEEP OUT OF REACH OF CHILDREN.

READ THE PACKAGE INSERT CAREFULLY BEFORE USE.
| , dosage and adminsstration, indications and other information
please reter ta the package insert.

Each hard capsule contains amlodipine hesilate equivalent to Smg amlodiping
Stora below 30°C, protect from moisture,

Manufactured by:

Fareva Amhbaise, Zone Industrielle, 29 route des Industries, 37530 Poce Sur Cisse, France

& Trademark,

‘ ® Prescription only

BOX OF 3 BLISTERS x 10 HARD CAPSULES

amlodipine

9 mg
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LPD Tule: Amlodipine Besilate

LPD date: Apr 28, 2016

Country. Vietnam

Reference CDS: Version 9.1 Reference CDS Date : Jul 10, 2014

AMLOR®

Rx
CANH BAO PAC BIET:

Thude nay chi ding theo don ciia bac si.

N X . L s DAI DIEN
Doc k¥ hwéng dan jsu' dung trude khi dung. TAI THANH PHO
Khong dung qua li€u chi dinh. HO CHI MINH

Théng bao cho bic si nhitng tic dung khéng mong mubn gip phiikhi sit dung thude.
Néu cin thém thong tin xin hoi ¥ kién béc si.
Khéng sit dung thudc di qui han ding.

Dé xa tam tay tré em.

1. TEN THUOC
AMLOR®

2. THANH PHAN PINH TiNH VA PINH LUONG
Hoat chit: Amlodipin besilat

Madi vién nang cirmg chira amlodipin besilat twong duong véi 5 mg amlodipin.

3. DANG BAO CHE N

Vién nang cung voi than nang mau trang, nap nang mau vang, c¢ in chim chit A-ML 5&\(& logo
Pfizer mau den.

4. PAC TiNH LAM SANG
4.1 Chi dinh diéu tri
Tang huyét dp

Amlodipin duge chi dinh diéu tri diu tay trong bénh tang huyét ap va c6 thé duoc sir dung don
doc dé kiém soat huyét ap & phén 16n cac bénh nhan. Nhitng bénh nhan khéng c6 dap (mg tht
v4i mot thude didu tri tang huyét 4p don doc nao do (ngoal amlod1pm) ¢6 thé thu duoc loi ich
tir viée b sung thém amlodlpm sir dung phéi hop vai thube loi tidu thiazid, thude e ché thu
thé a-adrenergic, thudc rc ché thu thé B-adrenergichoic thubc e ché enzym chuyén dang
angiotensin (ACE).

Amlodipin cting duge chi dinh dé giam cac nguy co cia bénh mach vanh (CHD) gdy tir vong
va nhoi mau co tim (MI) khéng gay tir vong, va giam nguy co dot quy.
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Bénh mach vanh

Amlodipin duge chi dinh dé gidm nguy co tai phat bénh mach vanh va su cin thiét phai nhéip
vién do dau thit ngyce ¢ bénh nhin bi bénh mach vanh (CAD).

Bau thiit nguwc on dinh man tinh

Amlodipin dugc chi dinh diéu tri du tay trong bénh thiéu mau co tim, do su tic nghén b dinh
(dau thit nguc 6n dinh) va‘hodc do su co thit cua déng mach vanh (dau that nguc Prinzmetal
hay dau thit nguc bién thién). Amlodipin ¢6 thé duoe sir dung ngay ca khi chi ¢6 nhimg triéu
chimg 14m sang ggi v kha nang ¢ co thit mach, mac do khi d6 van chua thé khang dinh duge
hoan toan la ¢ co thit mach hay khong. Amlodipin co thé dugce stir dung don d6e nhu 14 don
tri liéu, hodc phdi hop véi cdc thube chéng dau thét nguc khéc o nhung bénh nhan bi dau thét
ngue ma 48 khang tri véi nitrat va/hode voi cac thude Ue ché thu thé p-adrenergic dd dimg du
liéu.

4.2 Liéu diing va phirong phép sir dung

Doi voi ting huyét 4p va dau thét nguc, lidu khoi déu théng thuemg 13 5 mg amlodipin mdi
ngay mdt Ian, ¢6 thé ting 1én dén lidu tdi da 1a 10 mg mdi ngay mot lan tiy theo dép tng cua
moi bénh nhan.

V61 cac bénh nhén méc bénh mach vanh thi lidu khuyén cdo la5mg dén 10 mg mdi ngay mét
lin. Cac nghién ctru 1dm sang cho thdy phén lon bénh nhén can lieu 10 mg (xin xem muc 5.1
Dac tinh dwoe dong hoe — Su dung trén bénh nhdn mac bénh mach vanh).

Khéng can thiét phai diéu chinh liéu amlodipin trong truémg hop ding ddng thdi véi cée thude
lgt tigu thiazid, cac thude e ché thy the p-adrenergichay cac thubce tc ché ACE.

St dung o ngudi cao woi

Nén dung theo liéu binh thudng. Dung amlodipin liéu nhu nhau dbi vé&i ca bénh n\hamoao\tum
va tré tudi cho thiy thube ¢o kha ning dung nap t6t tuong duong nhau & ca 2 nhém i O
\“--_./

St dung ¢ bénh nhdn suy giam chite ndng gan
Xin xem muc 4.4 Canh bdo va thén trong dac biét khi st dung.
Sw dung & bénh nhdn suy thin

C6 thé sir dung amlodipin v6i liéu binh thudmg cho bénh nhan suy than. Su thay d6i nong
amlodipin trong huyét twong khong lién quan dén mic dd suy thdn. Amlodipin khong thé
tham tach duoc.

4.3 Chiing chi dinh

Chéng chi dinh dung amlodipin ¢ nhitng bénh nhan co tién st qua min v&i céc
dihydropyridin hofe bit ky thanh phan ndo cua thude.

*Am!odzpfn la thude chen kénh calci dihydropyridin.
4.4 Canh bao va than trong dic biét khi sir dung
Swe dung o bénh nhdn suy tim

Trong mot nghlen cu dai han ¢6 kiém chimg bing gia duge (nghién ciru PRAISE-2) st dung
amlodipin trén nhitng bénh nhan bi suy tim khong do ngudn gbe thidu mau, do 11T va IV theo

Page 2of 11



https://trungtamthuoc.com/

LPD Tide: Amladipine Besilate

LT date: Apr 28, 2016

Cowntry. Vietnam:

Heference CDS: Version 3.0 Reference COS Date : Sl 10, 2014

phén loai cua Higp hoi tim mach New York (New York Heart Association - NYHA),
amlodipin dugc bao cdo 1a ¢6 lién quan t6i sy gia tang ty 1 pho phéi. Tuy nhién khéng ¢o sy
khac biét dang ké vé ty 1& bénb nhan bi suy tim trAm trong hon & nhém amlodipin so v&i nhom
gia dugce (xin xem muc 5. 1. Pée tinh duge hre hoc).

Str dung ¢ bénh nhan suy giam chirc ndng gan

Clng gibng nhu 14t ca cac thude chen kénh calci khac, thoi gian ban thai cda amlodipin bi kéo
dai ¢ bénh nhén suy giam chirc nang gan va licu khuyén cdo cho cac bénh nhén nay van chua
duge thict 1ap. Do do amlodipin can phal dugce st dung thén trong ¢ cdc bénh nhén nay.

4.5 Twong tac vai cae thuoe khace va eae dang tuong tiac khac

Amlodipin d3 duge chimg minh 13 st dung an toan véi céc thude loi tiéu thiazid, e ché thy
thé a-adrenergic, e ché thu thé B-adrenergic, cac thude e ché ACE, céc nitrat tac dung kéo
dai, nitroglycerin ngam dudi ludi, cac thube chdng viém khéng steroid, cac khang sinh va céc
thudc ubng ha duong huyét.

Cae dix li€u trén in virro tir cdc nghién ciru trén huyét tuong nguoi da cho thay tang amlodipin
khéng gy anh hudmg dén su gin két véi protein huyét tuong clia cdc thudc nghién ctu
{(digoxin, phenytoin, warfarin hay indomethacin).

Simvastatin

Dung nhidu liéu 10 mg amlodipin dong théi véi 80 mg simvastatin lam ting 77% t¥ 18 phoi
nhicm vt simvastatin so voi chi dung simvastatin. Vi bénh nhan dung amlodipin, gidi han
liéu cua simvastatin 1a 20 mg/ngay.

Nude buoi chiim

Ding déng thoi 240 ml nude budi chim véi mot liéu ubng duy nhit 10 mg amiodipin & 2{)
nguéi tinh nguyén kho¢ manh khong gy anh huéng dang ké [én duge déng hoc cua
amiodipin. Nghién ciu nay khéng cho phép kiém tra anh huong cta dang da hinh di’m:uyén
ctia CYP3A4, enzym chinh chiu trach nhiém chuyén hoéa amlodipin; vi thé khong e ﬁhmg
amlodipin cimg v61 budi chum hodce nude budi chum vi sinh kha dung ¢ thé tang & mot sO
bénh nhén dan dén lam tang tac dung ha huyét ap.

Chdl ire ché CYP3A4

Dung déng thoi 180 mg liéu hang ngay cia diltiazem véi 5 mg amlodipin trén ngudi cao tudi
(69-87 tubi) bi ting huyét dp lam tang 57% ty 1& phoi nhiém hé théng véi amlodipin. Ding
dong thoi voi erythromyein trén ngudi tinh nguyén khoe manh (18-43 tudi) khong 1am thay
d6i dang ké ty 1& phoi nhim hé théng v&i amlodipin (ting 22% dién tich dudi dudng cong ciia
dudng bitu din ndng do thude trong mau theo thei gian [AUC]). Mac dit lién quan l4m sang
cua cac nghién ciru nay chua chiic chin, su thay ddi duoe ddng hoc ¢o thé s& r3 rét hon hon &
bénh nhan cao tudi.

Céc chét tre ché manh CYP3A4 (nhu ketoconazol, itraconazol, ritonavir) ¢6 thé lam ting ndng
d¢ amlodipin trong mau fén hon nhiéu so véi diltiazem. Nén thén trong khi str dung amlodipin
cling véi cde chit Ge ché CYP3IA4.
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Clarithromycin

Clarithromycin 1a mt chat e ché CYP3A4. Nguy co ha huyét dp tang & bénh nhén ding
clarithromycin cung v6éi amlodipin. Nén theo doi bénh nhén chat ché khi sit dung dong thol
amlodipin véi clarithromyein.

Cde chdt cam iing CYP344

Hién khéng ¢6 di lidu vé anh hudng cia cée chit cam tng CYP3A4 18n amlodipin. Sir dung
ddng thdl vai cée chit cam tng CYP3A4 (nhu rifampicin, Aypericum perforatunt) ¢6 thé 1am
giam ndng d6 amlodipin trong huyét tuong. Nén thin trong khi sir dung amlodipin ciing véi
cac chit cam tmg CYP34.

Trong nhimg nghién ctu dudi day, khéng co s thay dbi dang ké vé& duge déng hoc cla
amlodipin hay ctia cac thude khac trong nghién ciru khi ding két hop.

Cdc nghién ciiu dic biét: Anh hwéng ciia cdc thubc khdc Ién amlodipin.

Cimetidin

Ding dong thai amlodipin va cimetidin khéng lam thay d6i duoce déng hoc ciia amlodipin.
Mubi nhém/Mudi magnesi (Thube trung hod acid da day)

Str dung d6ng thdi cac thude khang acid 1a mudi nhom va mudi magnesi v&i mdt liéu duy nhat
amlodipin khong gy anh hudng dang ke 1€n duge dong hoc cua amlodipin.

Sildenatil

Stt dung liéu duy nhét 100 mg sildenalil ¢ cée di twong bj tang buyét ap vo can\kﬁ&ng 1am
anh huong dén cde thong s6 duoc ddng hoe cla amlodipin. Khi sit dung phdi hop dmmgﬁpm
va sildenafil, mdi thubc déu cé riéng tic dung ha ap ctia ching.

Cic nghién ciru dic biét: Anh hwéng ciia amlodipin Ién cdc thude khdc
Aforvastatin

Ding d6ng thai nhidu 1idu 10 mg amlodipin véi 80 mg atorvastatin khong lam thay dbi dang
ké cédc thong so duge ddng hoc cua atorvastatin ¢ trang thai néng d§ 6n dinh trong huyét
fuong.

Digoxin

St dyng ddng thdi amlodipin véi digoxin khéng lam thay d6i ndng d6 digoxin trong huyét
tuong hodce do thanh thai qua thén cta digoxin ¢ nhitng ngudi tinh nguyén khoe manh.
Ethanol {Rueou)

Sir dung don lidu hay da liéu 10 mg amlodipin khong gdy anh hudng dang ké 1én duge dong
hoc cia ethanol.

Warfarin

Dung ddng thoi amlodipin voi warlarin khong lam thay ddi thoi gian te ché prothrombin cta
warlfarin.
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Cyclosporin

Chua c6 cac nghién clu vé tuong tac thube gitta cyclosporin va amlodipin & nhitng ngudi tinh
nguyén khoe manh hodic nhom d6i tuong khac ngoai trir cac bénh nhan ghép than. Cac nghién
ciru khéac nhau & bénh nhan ghép than cho thiy viéc ding ddng thoi amlodipin véi cyclosporin
anh huong dén ndng d6 day cua cyclosporin tir khong thay déi dén ting trung binh 40%. Cén
xem xét dé theo d&i mite cyclosporin & bénh nhan ghép than ding amlodipin.

Tacrolimus

C6 nguy co ting ndng do tacrolimus trong mau khi str dung déng thai véi amlodipin. Dé tranh
doc tinh cua tacrolimus, khi sir dung amiodipin ¢ bénh nhén diéu tri bang tacrolimus thi can
phai giam séat nong do tacrolimus trong mau va di€u chinh liéu tacrolimus néu thich hgp.

Cdc twong tdc giita thudc vdi cde xét nghiém sinh hod: chua duge biét.
4.6 Anh hwomng trén kha niang sinh san, phu nir ¢6 thai va cho con bu

D6 an toan ctia amlodipin & phu nit ¢6 thai va cho con bi chua duge thiét lﬁp Amlodipin
khéng gdy doc trong cac nghién ciu trén hé sinh san cua dong vét, ngoal trir viéc lam cham
qua trinh Lhuyen da va kéo dai thoi gian dé & chudt véi muc lidu cao gap 50 1an lidu khuyén
cdo sir dung t61 da & ngudi. Do d6 chi nén sir dung amlodipin trong thdi ky mang thai khi
khong c6 bién phép thay thé ndo an toan hon va khi ban than bénh chira dung su rii ro 1én hon
cho ba me va phoi thai. Khong ¢ anh huong nao dén kha nang thu thai trén chudt sit dung
amlodipin (xin xem muc 5.3. Céc dit liéu an toan tién JAm sang).

4.7 Anh hwong Ién kha nang ldi xe va vin hanh may méc '.

-

Amlodipin ¢6 thé gy anh huong nhe hodc vira toi kha nang kha ning l4i xe va vén
moce. Néu bénh nhan dung Am]odlpm bi chong mat, nhire dAu, mét moi hogc bud
néng phan tmg cua ho ¢6 thé bi suy giam. Bénh nhan cin duoc canh bao than trong. dic bist tir
ltc bat dau diéu tri.

4.8 Tac dung khéng mong mudn

Amlodipin duoc dung nap tbt, & céc nghién ctru lam sang co6 kiém chimg bang gia dugce trén
cac bénh nhén tang huyét dp hodc dau thit nguc, tac dung khéng mong mudn hay gip nhét 1a:

‘ | Phéan loal theo | he co quan theo ‘MedDRA | Tée dung khong mong mudn

| dau dau, chong mit, ngl ga

Réi loan hé than kinh
| Réi loan tim h ﬁé:ri%g nguc o
Réi loan mach mat do bung
Roi loan hé tiéu hod dau'bung, budn nén
Fi&?ﬁoan toan rhﬁmo'f_ phu, mét moi

- i B 1 B _—
Trong céc nghién ctru lam sang nay, nguoi ta khong thay cé bat ky su bat thuong c¢6 y nghia
lam sang nao 1én cac két qua xét nghiém sinh hoa ¢6 lién quan dén amlodipin.

Cac tac dung khéng mong mudn it gdp hon ghi nhén dugc sau khi thube dugc dua ra thi
truong bao gom:
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Phan loai theo hé co guan theo MedDRA Tic dung khéng mong mubn

| Réi loan mau va hach bach huyét glam bach ciu, giam tiéu cau
Roéi loan chuyén héa va dinh dwdng tang duor_lg_h_u,l_yét_
R&i loan tdm than mét ng, thay dbi tAm tinh o
Réi loan hé thin kinh ting trwong luc co, giam xuc gidc/di cam,

bénh than kinh ngoai bién, bat tinh, roi loan vi
giac, run ray, roi loan hé ngoai thap

Réi loan thi gidc suy giam thi giac
| Réi fogn thinh gidc va tai trong U tal
R&i loan mach ha huyét ap, viem iﬁach mau
Roi logn hé hap, nguwe va trung thit ho, khé the, viém mii
W Eogénmrféu hoa thay doi thg’)i quen di ngoai, khé migng, khé

tiéu (bao gébm ca viém da day), tang san loi,
viém fuy, 61 mua

Roi loan da va mo dwdi da rung tée, tang tiét mo hoi, ban xudt huyét, da
hicn mau, may day

Rai logn hé co xuwong va md lién kel dau khép, dau lung, co co, dau cor

Réi loan thdn va duong tiét niéu tang tiéu nhat, réi loan tidu tién, di ticu ban
dém

Réi loan hé sinh san va vit v to & nam gidi, réi loan cuong dng\l\g \

Réi loan toan thdn va tai cho suy nhuge, khé chiu, dau :d\l

Céic chi 56 x6t nghiém (nghién ciiu) tang/gidm can

Him giip céc phan tmg di ting bao gdm ngira, ban da, phit mach va hdng ban da dang.

Viém gan, vang da va tang enzym gan cling da duoc bdo cdo voi ty 18 rat it (chi yéu di kém
voi tic mat). Co mot sé trudng hop ndng cin phai nhép vién da duge béo cdo lién quan dén
vige st dung amlodipin. Trong nhiéu trudng hop, mbi quan hé nhén qua gilta céc tac dung
khong mong mudn néu trén véi viée st dung amlodipin 14 khéng & rang.

Ciing gidng nhir voi céc thude chen kénh calci khéc, cic téc dung bt loi sau day rat hiém khi
duge bao cdo va khéng thé phén biét duge véi tién trinh ty nhién cda cac bénh dang mic: nhdi
mau c¢o tim, loan nhip tim (bao gdm nhip chdm, nhip nhanh that va rung nhi) va dau nguc.
Bénh nhén nhi (6-17 tudi)

Amlodipin dung nap tht & tré em. Céc tac dung khdng mong mubn ndy tuong ty nhwr nhitng
tac dung khéng mong mudn quan sat thay & ngudi 1on. Trong mét nghién clru vé1 268 tré em,
nhitng tac dung khéng mong mudn thudng gip nhat 1a:
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Phén loai theo hé ¢co quan theo MedDRA | Tdc dung khéng mong mudn
Roi loan hé {hcfn kinh Dau d’éu, chdng mat

Roi loan mach (Gian mach

R6i logn hé hdp, ngwe va trung thil Chay mau cam

Roi loan tiéu héa | Paubung

Réi loan todn than vér tai chd | Suy nhugc

Phén lén cdc tac dyng khong mong mubn ¢6 mizc dé nhe hodc trung binh. Cac téc dung khong
mong mubn nghiém trong (chu yéu 1 dau dau) duoe quan sat thdy & 7,2% bénh nhén dung
amlodipin 2.5 mg; 4,5% ding amlodipin 5 mg va 4,6% ding gia duoc. Li do phd bién nhét
clia viée ngimg tham gia nghién ciu 14 ting huyét ap khong kiém soat duge. Khong ¢6 trudng
hop ngimg tham gia nghi€o ctru ndo <6 lién quan dén céc bat thuong vé xét nghiém. Khéng ¢
s thay déi dang ké nao vé nhip tim.

4.9 Qu4 liéu

Céc dir 1idu hién ¢6 goi ¥ rang viée qué lidu mirc d6 lon c6 thé gay gidn mach ngoai vi va ¢
thé kém theo nhip tim nhanh. Co béo cao vé su tut manh huyét ap, ¢6 the kéo dai va bao gbm
sOc ¢ 1 vong.

Sy h"'ip thu amJodipin giam déng ké khi chi dinh than hoat ngay sau ho#c trong vong 2 gi¢s sau
khi uong amlodipin 10 mg ¢ nhifng ngudi tinh nguyén khoe manh. Trong val trudmg hop ¢é
thé cén dén rua da day. V6i cée truong hop tut huyét 4p ning do vig¢e su dung qua liéu
amlodipin, cdn phai c6 céc bién phap hd tro tim mach tich cue bao gdm viée theo doi thudmg
xuyén cac chire nang vé& tim mach va hd hap, ké& cao tay chan va chi ¥ dén thé tich tydn hoan
va tuong nuoc tidu. Co thé sit dung mét thude co mach d& phuc hédi truong lue mach Ydu va
huyét ap, mién 14 bénh nhan khong ¢é chdng chi dinh sir dung thube d6. C6 thc tiém t \Tﬁh\ﬁﬁ@h
calel gluconat dé dao nguoc lai tac dung chen kénh calei. Do amlodipin gin két nhidu véi
proiein huyet rong nén tham phén khdng mang lai két qua trong truong hop nay.

5. CAC PAC TINH DUQC LY HOC

5.1 Pac tinh duge lue hoe

Amlodipin & ] thube chen dong i ion calei (thubc chen kénh chém hay chét dbi van ion calci)
va e ché dong ion calei qua mang té bao vao trong cée té bao co tron & tim va mach mau.

Co ché ha huyét 4p coa amlodipin 1 do tic dung gifin truc tiép co tron mach mau. Co ché
chinh xdc cda amlodipin lam giam dau thét nguc van chua dugc xac dinh day du, nhung
amlodipin lam giam ganh ndng thidu mau tong ¢déng do hail tac dung sau:

1. Amlodipin lam giéin cac tiéu dong mach ngoai vi va do d6 lam gidm ste can ngoai vi tong
cOng dbi voi tim (giam hiu ganh). Do nhip tim khong thay d61, nén sy giam ganh nang nay
cho tim lam giam tiéu thu nang luong va nhu ciu oxy cua co tim,

2. Co Ché tac dung ctia amlodipin cfing ¢6 thé bao gbém viée gidn céc ddng mach vanh chinh
va cée tidu dong mach vanh, cd & vung thifu mau va ving binh thudmg. Su gifin mach nay lam
gia ting viée cung cip oxy cho ¢o tim & nhitng bénh nhan bi co thit ddng mach vanh (dau thit
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ngue Prinzmetal hay dau thit ngue bién thién) va lam giam cdc con co thit mach vanh do hit
thube 14.

O bénh nhén tang huyet ap, lidu mot ]an;ngav cho thiy ¢6 su giam huyét 4p dang ké v& mat
lam sang & ca tr thé nam va ding trong sudt khoang cach lidu 24 gid. Do dic diém khoi phéat
tac dung chim, lam ha huyét 4p nhanh khéng phai 1a mét trong phitng tac dung ciia amlodipin.

O bénh nhén bj dau thit nguc, viée st dung amlodipin mdt lan/ngdy lam tang thoi gian ging
stic tong cong, thoi glan khéi dau con dau that ngure va thot gian cho dén Ite e ¢che doan 1
mm 5T va lam giam ca tan so con dau that nguc va giam st dung vién nén nitroglycerin.

Chua phat hién thay am lodipin ¢o lién quan dén bat ky anh hudng bat loi ndo vé chuyén hoa
hay thay ddi vé lipid huyét trong va amlodipin phit hop dé sit dung & bénh nhan hen, dai thao
dudmg va gut.

Sur dung ¢ bénh nhdn mdc bénh mach vanh

Téac dong ctia amlodipin dén ti sudt bénh va ti 18 t vong do bénh tim mach, dién bién cla
bénh xo vita dong mach vanh va xo vita dgng mach canh duge nghién ctru trong Thu nghiém
tién ctru, ngdu nhién dénh gia anh huong cua Norvasc trén hé mach (nghién citu PREVENT).
Nghién ciru da trung 1Am, ngdu nhién, mu d8i, ¢6 ddi ching véi gia duoe nay theo doi 825
bénh nhén bi bénh déng mach vanh (CAD) dwoc xdc dinh bing céch chup déng mach vanh
trong vong 3 nam. Quan thé nghién ciru bao gbm nhimg bénh nhan d3 ¢é tién st nhdi mau co
tim (M) (45%), tao hinh mach vanh qua da (percutaneous transluminal coronary angioplasty -
PTCA) tai lan kham ban d4u (42%), hofic tién s dau that nguc (69%). DS ning cua bénh déng
mach vanh (CAD) ndm trong khoang tir bénh 1 nhanh dong mach (45%) dén trén 3 nhanh
dong mach (21%). Bénh nhén bi tang huyét 4p khong klem sodt duge (huyét 4p tAm trrong
[DBP] > 95 mmHg) bi loai khoi nghién ctru. Céc bién c¢b tim mach chinh duge dénh gia| boi
mot hoi ddng voi cde tidu chi danh gid duoc gitt kin. Mac du khéng thdy c6 tic ddng 18 r
nao dén ti 1& dién tién cla cac t6n thyong déng mach vanh, amlodipin da ngan chin di&y tjén
cua vite mang trong mach canh bt day 1én. Nhitng bénh nhén didu tri bang amlo&rplm
quan sat thiy c6 giam dang ké (-31%) vé tiéu chl danh gia két hgp bao gdm tix vong do ‘Henh
tim mach, ML, dot quy, PTCA, phau thuit bic cdu ddng mach vanh (CABG), nhip vién do dau
that nguc khong 6n dinh va suy tim sung huyét (CHF) trdm trong lén. Ciing quan sat thiy ty 18
thyre hién thu tuc tai thong mach (PTCA va CABG) giam ddng ké (-42%) & bénh nban duge
diéu tri bang amlodipin. Céc truomg hop nhap vién do dau that nguc khéng 6n dinh ciing it
hon (-33%) & bénh nhan diéu tri bé’mg amlodipin so voi nhdm gia duge.

Ili¢u qua cua amlodipin trong ngan ngira cac bién ¢6 lam sang & bénh nhén bi bénh dong
mach vanh da duge danh gid trong mdt nghién ctiru dgc lap, da trung tam, ngau nhién, mu dai,
c6 @di chimg vél gia duoc trén 1997 bénh nhan, so sanh Amlodipin voi Enalapril trong viée
han ché xuét hién thuyén tic huyét khoi (CAMELOT). Trong s6 nhimg bénh nhan nay, cd 663
nguoi duge didu tr] bang amlodipin 5 mg dcn 10 mg va 655 bénh nhén duoc didu tri bang gia
duoe, ngoal cdc didu tri tidu chuin bao gdm cic thubc statin, thuoc trc ché thu thé B

adrenergic, thubc loi tidu va aspirin, trong vong 2 nam. Két qua chinh v& hidu qua cta thube
duge trinh bay trong Bang 1. Céc két qua cho thy ring didu tri bing amlodipin ¢6 lién quan
dén viée giam cac trudmg hop nhédp vién do dau thét ngye va thye hién thu thuat tai thong
mach ¢ bénh nhén bi bénh déng mach vanh.
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Bang 1. Ti 18 két qua 1Am sang c6 ¥ nghia ciia Nghién eiu CAMELOT

CAMELOT
Két qua Iam sang Amlodipin Giad duge Ti ¢ gidm nguy co
N (%%) {n—663) (n=635) (gid tri p)
Tiéu chi danh gia 110 151 31%
két hop vétim mach (16,6) (23,1) {(0,003)
3
Nhép vién do dau 31 84 42%
that ngye (7,7) (12,8) (0,002}
Tai  thoéng mach 78 103 27%
vanh (11,8) (15,7) (0,033)

* 1} Buge dinh nghia trong nghién etu CAMELOT 13 céc trrong hop tr vong do bénh tim mach, nhdi mau co tim
khéng gy tir vong, ngung tim khi héi tinh, 147 théng mach vanh, nhip vién do dau that nguwe, nhidp vign vi bénh
suy tim sung huyét (CHF), dat quy, gdy 1 vone hodc khdng iy 1 vonp hoge thidu méau ndo cuc bd thodng qua
(TIA), bét ky chén dodn néo vé cac bénh mach mau ngoai bign (PVI) & bénh nhin trude diy chua timg duge
chin doan PVIY hodc bit ky nhitng trudmg hep nhip vién nao dé dién tef PYD.

2) Titu chi danh gia két hop v& tim mach (CV) 1 tidu chi d4nh gia chinh vé hiéu qui clia nghidn clu
CAMELOT.

Thie nghiém vé Piéu (ri dé ngdn ngiva dau tim (ALLHAT)

Mot nghién ctru nglu nhién, mu dd1 vé i sudt bénh va i 18 (& vong mang tén Thir nghiém vé
Diéu tri tang huyét 4p va giam lipid mau dé ngan ngira nhdi mau co tim (ALLHAT) da dugc
thye hién @€ so sanh nhitng lidu phép st dung thude méi hon: amlodipin 2,5 mg/ngay dén 10
meg/ngay (chen kénh calct) hodc ll‘smopril 10 mg/ngay dén 40 mg/ngay (e ché ACE) duge
ding nhu lidu phdp ddu tay so véi thude loi ti8u thiazid chlorthalidon 12,5 mg/ngay dén 25
mg/ngdy & nhitng ca ting huyét 4p nhe dén trung binh. \.I

Téng cdng c6 33357 bénh nhan ting huyél &p wdi tir 55 tré 1én duge phan bd ngal.mhwn va
theo ddi trong thoi gian trung binh 18 4,9 nam. Cac bénh nhan c6 thém it nhét la‘mo‘b}w t6
nguy co dbi véi bénh mach vanh (CHID), bao gdm MI hosic dbt quy trong > 6 théang hodccd hd
so ghi nhan vé céc bénh xo vita dong mach (CVD) khéc (thng cong 51,5%), ddi thdo dudng
typ 2 (36,1%), lipoprotein — C ti trong cao (HDL-C) < 35 mg/dL (11,6%), phi dai tdm thét trai
duoc chén dodn bing dién tdm dd hodc siéu 4m tim (20,9%), hodc hién tai dang hut thude 14
{21,9%).

Tiéu chi dénh gid chinh 13 tiéu chi két hop bao gdm bénh mach vanh (CHD) gy ttr vong hodc
MI khdng giy tir vong. Khong cé sy khac biét dang ké trén tiéu chinh danh gia chinh giita lidu
phap chita amlodipin va liéu phap chira chlorthalidon: RR 0,98; 95% CI [0,90-1,07], p = 0,65.
Ngoai ra, khdng c6 su khéac biét dang ké nao vé i 18 tor vong do tit ca cdc nguyén nhin gifra

liéu phap chira amlodipin va liéu phap chia chlorthalidon: RR 0,96; 95% CI [0,89-1,02], p =
0,20.

Sz dung trén bénh nhdn suy tim

Cac nghién ciru vé huyét ddng va céc thir nghiém lam sang ¢é dbi chimg dya trén xét nghiém
gang ste O nhilmg bénh nhan suy tim dd II-IV theo NHYA cho thdy ring amlodipin khéng dan
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den suy giam vé mat 1dm sang, dua vao kha nang chiu dung cac hoat déng gang strc, phan suét
tong mau cta tdm thét trai va triéu ching hoc 14m sang.

Mot nghién ctu c6 dbi ching dung gia duge (PRAISE) duge thiét ké dé danh gia céc bénh
nhan suy tim d¢ III-1V theo NYHA su dung digoxin, thudc loi tiéu va cac thude trc ché ACE
cho thdy rang amlodipin khong dan dén viéc tang ti 1& tir vong hodc chi s6 két hop giira ti 1¢ tix
vong va tinh trang bénh & nhitng bénh nhén suy tim.

Trong nghién ctu ké tiép c6 ddi chimg dung gia dugc theo doi dai han (PRAISE-2) vé
amlodipin ¢ nhiing bénh nhan suy tim do III va IV theo NYHA ma khong ¢6 triéu chirng 1am
sang hay khong c6 cac két qua khach quan goi y vé bénh thiéu mau cuc bo tiém 4n, véi lidu 6n
dinh cua cac thude trc ché ACE, thubc diéu tri suy tim, va thude loi tiéu, amlodipin khong lam
thay dbi tong ti 1& tir vong hoic ti 1& tir vong do bénh tim mach. Trén cling quéin thé nghién
clru nay, amlodipin c6 lién quan dén viéc ting ghi nhén cac trudng hop phl phdi mic du
khong c6 su khac biét dang ké vé ti 1& cac truong hop suy tim ning hon gitta nhém ding
amlodipine so v&i nhém dung gia duoc.

5.2 Dic tinh dwge dong hoc
Hdp thu

Sau khi ubng cac lidu diéu tri, amlodipin dugc hap thu tot v&i ndng do dinh trong huyét tuong
dat duoc khoang 6 dén 12 gid sau khi udng. Sinh kha dung tuyét déi dwoc ude luong vao
khoang 64% - 80%. Thé tich phan b la khoang 21 L/kg. Su hip thu amlodipin khéng bi anh
huong boi thire an.

Céc nghién ctu in vitro cho thiy khoang 97,5% amlodipin trong tuin hoan gin véi protein
huyét twong.

Chuyén hod/thai trir

Thoi gian ban thai trong huyét twong ctia amlodipin ndm trong khoang tir 35 dén 50 gid va phu
hop véi liéu dung thubc mot 1an hang ngay. Nong do & trang thai hing dinh trong huyét tudng
dat duoc sau 7 dén 8 ngay dung thude lién tuc. Amlodipin dugce chuyén hoa phan don i
thanh céc chat chuyén hoa khong c¢6 hoat tinh, v&i 10% chét ban dau va 60% chét chuyé
duoc dao thai qua nude tiéu.

S dung o ngwdoi cao tubi

Thoi gian dat néng d6 dinh trong huyét twong cua amlodipin la gibng nhau gifta nguoi cao
tudi va ngudi tré. Tuy nhién dé thanh thai cua amlodipin ¢6 khuynh huéng gidm kéo theo sy
gia tang cua dién tich dudi dudomg cong (AUC) va thoi gian ban thai & cdc bénh nhan cao tudi.
Dién tich dudi duong cong va thoi gian ban thai ¢ bénh nhén suy tim sung huyét (CHF) ciing
tang 1én nhu dy kién & nhém tudi duoc nghién ciru.

5.3 Céc dit liéu an toan tién lAm sang
Kha ning gdy ung thu, gdy dot bién va suy giam chikc ndng sinh san

Khong thdy c6 ddu hiéu ung thu & chudt cbng va chudt nhét duge didu tri véi amlodipin trong
ché do an kiéng trong 2 nam, v6i ndng d6 duge tinh toan dé mic lidu ding hang ngay la 0, 5
1,25 va 2,5 mg/kg/ngay. Liéu dung cao nhat (& chudt nhit va tuong tu voi chudt cbng 1a gap
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déi" lidu chi dinh [am sang t6i da - 10 mg trén mét don vi mg/mZ) gin voi mue tong lidu duge
dung nap véi chudt nhat nhung khéng phai cho chudt cong.

Cac nghién ctiu vé kha nang gdy dot bién cho thiy thude khong gy anh huéng trén hé gen
hozic nhiém séc thé.

Khong c6 anh huong t6i chire nang sinh san cua chudt cbng dung amlodipin (chudt dyc dun
64 ngay va chudt cai ding 14 ngay trude khi giao phoi) ¢ li€u lén t6i 10 mg/kg/ngay (8 lan
lidu tbi da chi dinh cho ngudi, 10 mg trén mot don vi mg/m?).

* Dua trén bénh nhan thé trong 50 kg

6. CAC PAC TINH DUQC HQC
6.1 Danh muc ta dwgc

Cellulose vi tinh thé, tinh bot ngd sy khd, magnesi stearat. Vé nang chira gelatin, quinolin
vang, oxyd sat den, titan dioxid. Muc in chita men shellac va oxyd sat den.

6.2 Twong Ky

Khong ap dung.

6.3 Thoi han sir dung

24 thang ké tir ngay san xuat.
6.4 Bao quin

Bao quan dudi 30°C, tranh 4m.

6.5 Tinh chit va dung lwgng ciia bao bi déng géi

Hdop 3 vi x 10 vién nang cung, TUQ. CUC TRUONG
PTRUONG PHONG

Tiéu chuédn: Nha san xuét Ay [{/{’}? ]ﬁ{/ J{“’?f \
S

Nha sian xuat: Fareva Amboise, Zone Industrielle, 29 route des Industries, 37

\

‘)

) s ur
Cisse, Phap. ;2

® Nhan hiéu da dang ky
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