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. . Read the leaflet before use.
Romad|p|ne @ Box of 3 blisters x 10 tablets.
Tablets Keep out of the reach and sight of children.
Amlodipine 10mg Do not use after the expiry date printed on the package.
Storage: Store below 30°C, in a dry and cool place.

Indications, Contra-indications, Dosage and Administrations,
Precautions, Undesirable effects: See the insert.

San xuét tai Romania béi:
S.C. Antibiotice S.A.
1th Vialea Lupului Street, Zip Code 707410, lasi - Romania

SPK: XX-XXX-XX. Hoat chat: Amlodipin besilat tiong dwong amlodipin 10mg/vién. Hép 03
vi x 10 vién nén. Sé 16 SX, NSX, HD xem: “Batch No”, “Mfg. Date” va “Exp. Date” trén bao
bi. Bao quan dwéi 30°C, & noi khé rao va thoang mat. Chi dinh, chdng chi dinh, cach ding,
lidu dung, tac dung khéng mong muén va cac dau hiéu can luuy:{Yenr'trong t& hwéng dan
st dung. Cac théng tin khac dé nghi xem trong t& hwéng dan s
Dé xa tam tay tré em.

DPoc ky hwéng dan sir dung trwére khi ding.
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Doc ky hwong din sir dung truée khi ding. Néu can thém théng tin xin héi y kién bdc sj. Dé
thubc ngoai tam tay tré em. Thudc nay chi dung theo don cia bdc sj.

ROMADIPINE 10 MG
Vién nén
Amlodipin besilat twong dwong amlodipin 10 mg/vién

Thanh phin:
Mai vién nén bao phim chra:
- Hoat chat: Amlodipin besilat twong duong amlodipin 10 mg.
- Td duoc: Celulose vi tinh thé, keo silica khan, manitol, natri starch glycolat, glycerol
dibehenat, magnesi stearat.

Cac dac tinh dwge lwe hoc:

Nhém diéu tri: cac dan chat dihydropyridin.
Ma ATC: CO8C AO01.

Amlodipin 1a thude déi khang kénh calci va irc ché dong ion calci di vao tim va cac té bao co tron
mach mau. Co ché chdng tang huyét 4p 1a do thubc co tac dung truc tiép lam gian co tron mach
méu. Co ché 1am giam dau thit nguc ciia amlodipin chua duoc hiéu rd hoan toan, tuy nhién thudc
c6 thé 1am giam dau thit nguc theo hai hudng sau:

1. Amlodlpm lam gidn cac tiéu dong mach ngoai vi va do do6 lam giam stre can ngoai vi (hdu tai).
Do nhip tim 6n dinh nén sy ti€u thu nang luong va nhu cdu oxy cila co tim giam.

2. Tac dung lam gidn mach vanh va céc tiéu dong mach vanh cua amlodipin c6 thé dong vai tro
quan trong lam giam dau that nguc. Do d6, thube 1am ting cung cdp oxy cho co tim & bénh nhan
co that mach vanh (dau thit nguc Prinzmetal).

O bénh nhan tang huyet ap, st dung amlodipin ngay mot lan lam giam ro rét huyét ap (ca tu thé
nam va dimg) trong subt 24 gid.

Do téc dung dugce ly cia amlodipin chdm xudt hién, thudc khong gay tut huyet ap cap tinh.

O bénh nhan dau thét nguc, st dung amlodipin ngay mot lan lam tang tong thoi gian hoat dong,
lam cham khoi phat con dau that nguc va lam chdm xuét hién 46ng T chénh xubng 1 mm.
Amlodipin lam giam ca tan suit con dau thit nguc 1an liéu trinitrat phai su dung. Khong
ghi nhan anh hudng nao cia thudc dén chuyén héa nhu chu 6a lipid hodc glucose trong qua
trinh diéu tri bing amlodipin.

Bénh nhan suy tim:

Céc nghién ciru huyét dong hoc va nghién ciru 1am sang dua trén kiém tra hoat dong thé luc trén
bénh nhan suy tim do II-IV theo phan loai NYHA cho thdy amlodipin khong lam xau thém tinh
trang 1am sang khi danh gia kha nang chiu dung hoat dong thé luc, phan suét tbng mau that trai
ciing nhu cac d4u hiéu va triéu chig 1am sang.

Trong mdt nghién ctru c¢6 dbi ching (nghién ciru PRAISE) duogc thiét ké dé dénh gid anh huong
clia thude trén bénh nhan suy tim do II-IV theo phan loai NYHA da dugc diéu tri bang digoxin,
thuoc loi tiéu va thuoc trc ché ACE, amlodipin khong lam tang nguy co tir vong ciin  nhu nguy co
xuét hién cac blen cd bat lgi & bénh nhan suy tim. 1452;
Nghién ciru tlep theo (nghién ciru PRAISE 2) cho thdy amlodipin khong gk’ bm
vong hodc bién cd tim mach khi str dung cho bénh nhan suy tim d¢ I11-1V ng B
bd. Trong nghién ctru nay, sir dung amlodipin c6 lién quan dén tinh tra g‘ﬁhﬁ fph’&i,
thudc c6 thé khong lam ting céc triéu chimg. OC P“”‘

Cac dac tinh dwoce dong hoc:
Hip thu/Phén bo:




Sau khi sir dung 11eu diéu tri, amlodipin dugc hap thu cham. Qua trinh hap thu amlodipin khong bi
anh huong khi uong thudc trong bira an. Sinh kha dung tuyét db6i ciia amlodipin la 64 — 80%. Nong
do dinh cta thudc trong huyet tuong dat dugc trong vong 6 — 12 gid sau khi udng. Thé tich phén
bé 1a khoang 21 Likg. Hang s6 pKa caa amlodipin la 8,6. Cac nghién ctru in vitro cho thay ty 1é
amlodipin lién két vé6i protein huyét tuong 1én véi 97,5%.

Chuyén héa/Thii trir:

Thoi gian ban thai cua thudc trong huyet tuong la khoang 35 — 50 gio. Nong do amlodipin ¢ trang
thai 6n dinh dat dugc sau 7 - 8 ngay diéu trj lién tiép. Amlodipin dugc chuyén hoa manh thanh cac
chat chuyén hoa khong c6 hoat tinh. Khoang 60% liéu sir dung dugc tim thdy trong nudc tiéu,
trong d6 c6 gan 10% la dang amlodipin khong bi chuyén hoa.

Bénh nhén cao tudi:

Thoi gian dat nbng do dinh cua thudc trong huyét tuong & bénh nhan cao tudi twong tu nhu & bénh
nhén tré tudi. Tdc do thanh thai c6 xu hudng giam con dién tich dudi duong cong (AUC) va thoi
gian ban thai tang lén. Liéu amlodipin dé nghi & bénh nhén cao tudi twong tu liéu dung cho nguoi
I6m, tuy nhién, can than trong khi tiang liéu.

Bénh nhan suy than:

Amlodipin dugc chuyén héa thanh cac chat chuyén héa khong c6 hoat tinh. Khoang 10% dang
thu6c khong chuyén héa dugc tim thdy trong nudc tiéu. Nhiing thay dbi vé ndng do amlodipin
trong huyét twong khong lién quan dén mirc do suy than. Vi véy, c6 thé sir dung liéu thong thudng
cho bénh nhan suy than. Amlodipin khong dugc loai khoi tudn hoan nho thdm phan mau.

Bénh nhan suy gan:

Thoi gian ban thai cua amlodipin kéo dai hon ¢ bénh nhan suy gan.

Chi dinh:
Tang huyet ap nguyén phat.
Pau thit nguc dn dinh man tinh va dau thét nguc do co mach.

Liéu lwong va cach dung:

Sir dung theo dudng ubng.

Nguoi Ion:

Pé diéu tri ting huyet ap va dau thit nguc, lleu khoi dau la
dugc hiéu qua diéu tri mong mudn sau 2-4 tuan, c6 th‘ a
mot 1an) tuy theo dép mg cia timg bénh nhan. Co t
v6i cac thude chong dau thét nguc khac ¢ bénh nhan d
Tré em va thiéu nién (duwdi 18 tudi):

Khong khuyén céo sir dung amlodipin cho tré em va thiéu nién dudi 18 tudi do chua c6 day du
thong tin vé& do an toan va hiéu qua cta thude trén ddi tuong bénh nhan nay.

Bénh nhdn cao tudi:

V6i bénh nhén cao tudi, sir dung liéu thong thudng. Tuy nhién, can than trong khi ting licu.

Bénh nhan suy than:

Sir dung liéu thong thuong. Amlopdipin khong duge loai khoi tuan hoan biang tham phan mau.
Can dac biét than trong khi stir dung amlodipin cho bénh nhan dang loc mau.

Bénh nhdn suy gan:

Chua r5 ché d¢ lidu cho bénh nhan suy gan. Do d6, can than trong khi sir dung amlodipin cho dbi
tuong bénh nhan nay.

mg, ngay mot lan. Neu khong dat
lidu 1én t6i da 10 mg mdi ngay (uong
ung afdodipifi don doc hoac phdi hop

Chong chi dinh:
Chéng ch1 dinh amlodipin cho nhu'ng bénh nhan:
o Qua méan VO’l amlodipin, cac din chét dihydropyridin hodc bat ky thanh phan nao cta thudc.

e Séc, ké ca soc tim.



w Sl,ly tim sau nhdi mau co tim c4p (trong 28 ngay dau).
* Tac duong ra that trai (nhu hep dong mach chu nang).
e Dau thit nguc khong 6n dinh.

Nhirng cinh bao didc biét va than trong khi ding thude:

Can than trong khi sur dung amlodipin cho bénh nhan c6 dy trir tim thap.

Chua ¢6 dit liéu vé viéc sir dung amlodipin don doc trong khi xy ra con nhdi mau co tim hoac
trong vong 1 thang sau nhoi mau co tim. D an toan va hiéu qua cua amlodipin trong con tiang
huyét ap chua dugc chirng minh.

Bénh nhdn suy tim:

Can than trong khi str dung thudce cho bénh nhén suy tim. Trong mot nghién ciru kéo dai trén bénh
nhan suy tim nang (do III va IV theo phan loai NYHA), ty 1€ phu phdi & nhém bénh nhan diéu trj
bang amlodipin cao hon so v6i & nhém déi ching dung gia duge, nhung khong phat hién thay tinh
trang suy tim nang thém.

Bénh nhdn suy gan:

Thoi gian ban thai ctua amlodipin kéo dai ¢ bénh nhan suy gan. Chua rd liéu dung thich hop cho
ddi tugng bénh nhan nay. Do d6 can than trong khi sir dung amlodipin cho bénh nhéan suy gan.
Bénh nhdn suy than:

Amlopdipin khong dugc loai khoi tudn hoan béng tham phan mau. Can dic biét than trong khi str
dung amlodipin cho bénh nhan dang loc mau.

Bénh nhdn cao tudi:

O bénh nhan cao tudi, can than trong khi tang lidu.

Tré em va thiéu nién(dudi 18 tudi):

Do chua c6 du kinh nghiém 1am sang, khong khuyén céo sir dung amlodipin cho déi tuong bénh
nhan nay.

Twong tac thude:

Anh htr()'ng ciia cic thuéc khac dén amlodipin:

Cdc thubc irc ché CYP3A4:

Mot nghién ctru trén bénh nhan cao tudi cho thdy diltiazem wrc ché qua trinh chuyén hoa
amlodipin, c6 thé 1a thong qua CYP3A4, do nong do amlodipin trong huyét tuong ting khoang
50% va hiéu qua diéu tri cia amlodipin giam khi str dung dong thoi ciing véi diltiazem. Khong thé
loai trir kha nang céac thudc trc ché CYP3A4 manh (nhu ketoconazol, itraconazol, ritonavir) s& lam
tang ndng do amlodipin trong huyét twong manh hon diltiazem khi dung dong thoi. Can than trong
khi str dung phdi hop amlodipin cling véi cac thude rc ché CYP3A4.
Cic thudc cim ing CYP3A4:
Chua c6 thong tin vé anh hudng cua cac thube gay cam ung CYP hu rifampicin, thao dugc
St. John wort) dén amlodipin. St dung dong thoi cac thude nay ohg vai ‘amlodipin ¢6 thé lam
giam ndng do amlodipin trong huyét twong. Can than trong khi str dung phdi hop amlodipin cing
v6i cac thude gy cam img CYP3A4.

Anh hwéng ciia amlodipin dén cdc thubc khdc:

Amlodipin c6 thé anh huéng dén tac dung cia cac thude chdng ting huyét dp khac nhu cac thude
chen beta, thudc trc ché ACE, thudc chen alpha-1 va thudc lgi tiéu. O bénh nhan c6 nguy co cao bi
tang huyét 4 ap (ching han sau nhdi mau co tim), str dung ddng thoi mot thude chen kénh calci cung
v6i mot thude chen beta co thé dan t6i suy tim, tut huyét ap va gay ra con nhdi mau co tim méi.
Trong cac nghién clru vé tuong tac thudc trén 1am sang, amlodipin khong anh hudng dén duoc
dong hoc cua atorvastatin, digoxin, warfarin hay ciclosporin.

Trong cac nghién ciru tuong tac thude trén 1am sang, nudc ¢p budi, cimetidin, cac thudc c6 chira
nhdm hodc magnesi (antacid) va sidenafil khong anh hudng dén duge dong hoc ctia amlodipin.
Chua ¢6 dit liéu vé anh hudng cua amlodipin dén cac thong s xét nghiém can lam sang.
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Sir dung cho phu nir ¢6 thai va cho con bu:

Phu ni¥ co thai:

Chua c6 du dir liéu vé viéc st dung amlodipin cho phu nit ¢6 thai.

Céc nghién ciru trén dong vat cho thdy doc tinh cua thudc véi sinh san khi sir dung liéu cao. Chua
rd nguy co gdy doc cua thudc trén nguoi. Vi vay, khong nén sir dung amlodipin trong thai ky trir
khi loi ich diéu tri vuot hin nguy co c6 thé xay dén vai thai nhi.

Phu nix cho con bu:

Chua rd amlodipin c¢6 dugc tiét vao sita hay khong. Cac thudc chen kénh calci khac tuong ty
amlodipin trong nhém dan chét dihydropyridin dwoc tiét vao sira. Ngudi me can ngirng cho con b
trong qué trinh diéu tri bing amlodipin.

Anh hwéng dén kha nang lai xe va van hanh may moc:

Amlodipin anh huong mirc d6 nhe hodc vira dén kha ning lai xe va van hanh may méc. O bénh
nhén gip cac triéu chimg nhu chéng mat, dau dau, mét moi hodc nén, kha nang phan tmg cua bénh
nhan khi l4i xe hodc van hanh may méc c6 thé giam di.

Tac dung khong mong mudn:

Tan sudt xuét hién tac dung khéng mong muén duoc quy ude nhu sau:

- Rét hay gap (> 1/10).

- Hay gap (> 1/100 va < 1/10).

- it gap (> 1/1.000 va < 1/100).

- Hiém gap (> 1/10.000 va < 1/1.000).

- R4t hiém gap (< 1/10.000).

Réi loan tim:

- [t gdp: Ngét, nhip tim nhanh, dau nguc, dau thit nguc ning thém khi bét dau diéu tri, mot s6 ca
nhdi mau co tim va loan nhip tim (nhu ngoai tim thu, nhip nhanh that, chdm tim tim va loan nhip
nhi), dau thét nguc ciing da dugc ghi nhan & bénh nhan méc bénh mach vanh, nhung chua tim
dugce méi lién hé nhan qua rd rang véi amlodipin.

RGi loan mdu va hé bach huyét:

- Rét hiém gap: Giam bach cau, giam tiéu cau.

Réi loan hé than kinh:

- Hay gip: Dau dau (dic biét 1a khi bat dau diéu tri), mét moi, cdhgMmit, suy nhugc.
-t gap: Kho chiu, khd miéng, run, di cam, tdng dd md hai.

- Hiém gap: Thay dbi vi giac.

- R4t hiém gap: Bénh than kinh ngoai vi.

Réi loan mait:

- [t gap: Réi loan thi luc.

Réi loan tai va mé 16:

- It gap: U tai. )

R6i loan hé hdp. ngue va trung that:

- [t gap: Kho tho, viém mii.

- Rat hiém gip: Ho.

Réi loan tiéu hod:

- Hay gép: Budn ndn, kho tiéu, dau bung.

-0t gap: Non, ia chay, tdo bon, tang san loi.

- R4t hiém gap: Viém da day, viém tuy.

Réi loan théin va tiét niéu:

- It gap: Tang tiéu dat

Réi loan da va mé mzem

- R4t hay gap: Sung mit ca chan.
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- Hay gép: Béc hoa kém theo cam giac nong (dac biét 1a khi bt dau dieu tri).

-t gap: Ngoai ban, ngira, may day, rung tc, bién mau da, ban xudt huyét.

- Rat hiém gap: Phi mach. Céc ca don 1¢ gdp cac phan ung di ing nhu ngura, phat ban, phu mach
va hong ban da dang, viém da trc vay va hoi chimg Stevens Johnson, phu Quink da dugc ghi
nhén.

Réi loan co xwong, mé lién két va xuong:

- It gdp: Chudt rit, dau lung, dau co va dau khdp.

Réi loan néi tiét:

- It gap: Nir héa tuyén vu. 4

Réi logn chuyén héa va dinh didng:

- R4t hiém gap: Tang duong huyét.

Réi loan mach:

- It gap: Tut huyét ap, viém mach.

Réi loan toan thdn va phdn iing cuc bo:

- It gap: Tang hodic giam cén ning.

Réi loan gan — mdt:

- Hiém gip: Tang men gan, vang da, viém gan.

Réi loan sinh san va tuyén vi:

- It gap: Bat lyc.

Réi loan tdm than:

- it gap: R6i loan glac ngti, d& bi kich thich, traim cam.

- Hiém gap: Lu l4n, thay déi tim trang nhu lo ling.

Théng bdo cho bdc sj nhitng tac dung khéng mong muén gdp phdi khi sir dung thuéc.

Qua lidu:
O nguoi, kinh nghiém xir tri qua lidu amlodlpm con han ché. Dir hiéu hién c¢6 cho thay qué lidu
amlodipin (> 100 mg) c6 thé dan dén gidn mach ngoai vi qua muc, c6 thé gay tut huyét ap toan
than nang va kéo dai.

Khi xay ra tut huyét 4p ning trén 1am sang do qué liéu amlodipin, can tién hanh diéu tri hd tro va
theo d5i thudng xuyén chirc nang tim va ho hdp, dong thoi luu y bd sung dich ciing nhu kiém tra
lugng nude tiéu.

Thubc gidn mach c6 thé gitip ich trong viéc phuc hdi nhip tim va huyét ap Truyen tinh mach calci
gluconat c6 thé giup dao nguoc tac dung cia thude chen kénh cajci. Mgt s6 truong hop can tlen
hanh rira da day. O ngudi tinh nguyén khoe manh, str dung than inh trong vong 2. gi¢
st dung amlodipin liéu 10 mg lam giam téc do hap thu amlodipin amlodipin CO/\\
v6i protein huyét trong cao nén tham phan mau thudng it hiéu qua trong trudng hop qua F? o
M

Han dung: )
24 thang ké tir ngay san xuat.

Béo quén:
Bao quan dudi 30°C, & noi kho rao va thoang mat.

Pong goi: P&
Hop 03 vi x 10 vién. [ 5
' 'y
San xuit tai Romania béi: {;
S.C. Antibiotice S.A. Vo \Eausy /S
1" Valea Lupului Street, Zip Code 707410, lasi - Romania % o~ - f
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