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HUGNG DAN SU DUNG THUGC

ZOAMCO-A

(Amlodipin 5mg, Atorvastatin 10mg)

Rx

THANH PHAN - Mi vién nén bao phim chia

Duge chat:
Amlodipin besylat tuong dudng voi amlodipin.............cc...... 5mg
Atorvastatin calel tuong dudng vii atorvastatin................. 10 mg

T4 dufgre: Microcrystallin cellulose, Calei carbonat, Tinh bt tién
hé hod, Hydroxypropyl cellulose, Colloidal silicon dioxyd,

Magnesi stearat, Hydroxypropylmethylcellulose, PEG 8000, Bat

falc, Titan dioxyd.

DUGC LYC HOC

ZOAMCO - A la sy phéi hgp cla 2 thanh phdn: amlodipin v
atorvastatin,

Amlodipin: 14 dan chit clia dihydropyridin 6 tic dung chen
calci qua mang t& bao. Amlodipin ngén chén calei loai L phy
thudc dién thé, tic dong 18n cdc mach mau & tim va cd.
Amiodipin c6 tic dung chding ting huy&t ap bing cach trc tigp
lam gidn cd tran quanh dong mach ngoai bién va it co tic dung
hon trén kBnh calci cotim.

Amlodipin khéing dnh hubing xdu d&n ndng do lipid trong huyét
tuang hode chuyéin hoa glucose, do d6 o6 thé ding amlodipin dé
difu tri tAng huy8t 4p & ngudsi b&nh déi thdo dubing.

Tac dyng ching dau thdt noyc: amlodipin 1am gidm cdc tidu
ddng mach ngoai bién, do d6 lam gidm todn b Iifc can ngoai
bién (hau ganh giam).

———Atarvastatin: a chit ic ché canh. tranh va chon lgc men khit

HMG-CoA, tc ¢h& qué trinh chuyén 3-hydroxy-3 methylglutaryl-
coenzyme A thanh mevalonate - tién chdt cia cholesterol. Sy
chuy&n HMG-CoA thanh mevalonate 1 buic d4u tién trong sinh
téng hop cholesterol.

Atorvastatin 1am giam lipoprotein va cholesterol huyét tuong
bing céch fc ch€ men khit HMG-CoA, (fc ch& sy tfng hop
cholesterol & gan va béng céch tAng s lugng nhiing thy thé LDL
 gan trén b& mat t& bao, tir do tang syt Iy di va thodi bién LDL.
Atorvastatin lam gidm san xudt LDL vi gidm sd igng cée hat
LDL. Atorvastatin [am ting dang k& heat tinh ciia thy thé LDL
ciing voi sy thay ddi c6 lgi trén tinh chit cia cac hat LDL tuln
hoan. Atorvastatin c6 hiu qua trén vigc lam giam LDL & nhiing
bénh nhén ting cholesterol gia dinh déng hop tU, mot quén thé
khbng dép tng voi thudc ha lipid.

DUQC BONG HOC

Amlodipin:

Sau khi uding, amlodipin dugc hdp thu &t véi ndna 40 dinh trong
mau dat duge sau 6 - 12 git. Khad dung sinh hgc khodng 60 -
B80% va khong bj &nh huling bii thife &n. Thé tich phan phdi
khodng 21 Iit/kg. TT18 lign k&t véi protein huy&t tudng cao: 98%.
Thii gian ban thai huyét tuong khodng 30 - 40 gids, Néng db én
dinh trong huy8t tuong dat dugc sau 7 - 8 ngay sau khi uSng
thudc mbi ngay 1 1n.

Amlodipin duge chuyén héa rong rillﬁ gan thanh cic chét
chuyén héa bat hoat va bai tiét qua nudc tiéu 10% chat ban ddu
v 60% chat chuyén hda. B thanh théi trong huy8t tudng tdi
miic binh thuiing khodng 7 mi/phiit/kg thé trong do bai tist chi
y8u théng qua chuyén hoa qua gan.

@ ngual suy gan, thai gian ban thai ciia amlodipin tang, vi vy c6
thé gidm liu hoic kéo dai thai gian gitia c4c liéu diing.
Atorvastatin: |

Hdp thu: atorvastatin dugc h&p thu nhanh chong sau khi ufing,

ndng do thudc trong huyt tudng 16 da dat dugc trong vong 1-2
gid. Mitc dj hdp thu va nbing dd atorvastatin tang ti 18 véi liBu
diing. B3 khd dung sinh hoc tuyBt ddi clia atorvastatin khodng
14% va d kha dung todn than cla hoat dong (c ché men khi
HMG-CoA khodng 30%.

Phan phdi. thé tich phan ph6i trung binh ciia atorvastatin
khoang 38 Iit, Trén 98% atorvastatin dugc gdn k&t véi protein
huyét tuong.

Chuy&n hoa: atorvastatin dugc chuyén hoa chir y&u thanh din
xu&lt hydroxyl héa tai vi tri ortho va para va cdc san phdm oxid
hod tal v] tri beta. Khodng 70% hoat djng {c ché trong huyét
tuong ciia men khir HMG-CoA I do céc chét chuyén hoa o6 hoat
tinh.

Thai trir: atorvastatin va cdc chat chuyén hoa cla nd duge thai
trif chit y&u qua mét sau qué trinh chuy@n hoa tai gan va/hodc
ngoai gan. Thol gian ban hily trong huy&t tuong trung binh cla
atorvastatin @ nguti khoang 14 giv, nhung mGt nifa thoi gian cla
hoat djng Gc ch& men khir HMG-CoA fa 10 - 20 gid do co sy
dong gop clia céc cht chuyén hoa co hoat tinh, Dudi 2% lugng
atorvastatin ubng tim thay trong nutc tidu.

CHI BINH

ZOAMCO - A dugc chi dinh cho nhilng bénh nhan dugc diéu tr|
dBing thisi vai cA 2 thutic amiodipin va atorvastatin,

_ Amlodipin:

Bidu trj ting huy8t &p (9 ngudi bénh co nhing bin ching
chuyén hoa nhy dai thédo duting) va diéu tri dy phéng & noubdi
bénh dau thit ngue dn dinh.

Alorvastatin:

Dy phong tién phat (cdp 1) bién cd mach vanh: & ngudi tang
cholesterol mau ma khong co bigu hién 1am sang ro rét vé
mach vanh, chi djnh atorvastatin nhim:

| - Gidm nguy co nhéi mau cotim.

- Giam nguy cophai lam c4e thil thudt ti taomach vanh tim.

- Gidm nguy co tir vong do tim mach.

Xd vila ddng mach: & nhing nguii bénh ting cholesterol mau co
bigu hign 1am sang v& banh mach vanh, ké ca nhdi mau co tim
trutic do, chi dinh atorvastatin nhdm:

- LAm chim ti&n trién vita xa mach vanh.

- Gidm nguy cobign o8 mach vanh cdp.

LIEU DONG VA CACH SU DUNG

Liéu ding cila ZOAMCO - A phai tiy thubic vao tiing bénh nhan
dyfa trén hidu qud va sy dung nap clia mdi thanh phin thudc
trong diéu tr cao huy&t &p hay dau thit nguc va bénh cao lipid
mau.

Amlodipin:

D8 didu tri tang huy8t 4p va dau thit nguc, lidu diing phai phi
hdp cho tiing ngutti b&nh. NAi chung, khéi ddu voi lidu binh
thuding 13 5 mg, 1 1dn/ngdy. Lifu c6 thé ting d&n 10 mg,
1 ldn/ngay.

Nu tac dyng khoing hidu qué sau 4 tudn didu trj c6 thé tang liéu.
Alorvastatin:

Ngutii bénh cdn theo ché dd an chudn, it cholesteral, trutic khi
uding thudc e ché HMG - CoA reductase va phai tiEip tyc duy trl
ché dd an nay trong sudt thai gian diéu tri.

Bidu chinh lidu lugng statin theo nhu cdu va dap ing ciia timg
nguti béing céch ting lidu ting dgt cdch nhau khang dubi 4 tudn,
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cho tdi khi dat ndng d§ cholesterol, LOL mong mudn, hodc khi
dat lidu t6i da.

6 thé uing lidu duy nhat vio bét cif lic nao trang ngay, vao bila
an hodic Ioc doi. Liu khdi ddu 10 mg, 1 lan/ngay. Bidu chinh
1i8u 4 tudn mdt dn, n8u cn va néu dung nap duge. Liu duy tri
10 - 40 mg/ngay. N&u cdn co thé tang lidu, nhung khong qud
80 mg/ngay.

CHONG CHi BINH

Vi trong thanh phdn Zoamco - A cé chifa atorvastatin nén chang
chi dinh & nhilng b&nh nhan dang bi banh gan hay bénh nhin
©6 sif gla tang lién tyc ndng do cdc transaminase trong huyt
thanh ma khéng ré nguyén nhan.

Zoameo - A ching chi dinh & nhitng bénh nhan nhay cam voi
bat ky thanh phdn nao clia thudc.

THANTRONG

Vdi nguii gidm chirc nang gan, hep diing mach chi, suy tim sau
nhdi mau catim cép.

Truc khi ti&n hanh didu tri vai Zoamco - A nén kiém soét tinh
trang tAng cholesterol méu bing cdch thay doi ché dg an, luyén
tap thé duc va gidm cdn & ngutsi béo phl.

Lam xét nghi#m enzym gan trulc khi bat ddu dibu tr| bing
statin va trong trudng hop chi dinh ldm sang vBu cdu xét
nghiém sau dd.

Can nhdc thea ddi creatin kinase (CK) trong truting hop:

+ Trudc khi didu tr, xét nghigm CK nén dugc tign hanh trong
nhiing truing hgp: Suy gidm chic ndng than, nhuge giap, tign
sif ban than hodc tién sir gia dinh méc bénh co di truyén, tién sif
b bénh cd do sif dung statin hode fibrat trudc d6, tién sit bénh
gan va/hodc uing nhifu rugu, bénh nhan cao tudi (> 70 twdi) co
nhing y&u td nguy cd bj tidu co van, khd nang xay ra tuong tac
thudc va mt s d6i tugng bénh nhin dic biét. Trong nhing
trubing hop nay nén cén nhic Igi ich/nguy cd va theo dai bénh
nhén trén 1dm sang khi diu tr béng statin. N&u k&t qua xét
nghiém CK > 5 I&n gi6i han trén cla mic binh thuing, khona
nén bit ddu didu tri bing statin.

+ Trong qué trinh diéu trj bing statin, b&nh nhan cdn théng bao
khi c6 céc bifu hign vé ca nhu dau cd, cing co, y&u cd .. Khi cd
cédc bidu hign nay, banh nhan cdn 1am xét nghiém CK dé co cc
bién phép can thiép phit hgp.

TUONG TAC THUGC

Amladipin

- Thudc khang viém khiing steroid: cic nghién ciu cho thdy
amlodipin dugc ding an toan véi thuSc khing viém khong
steroid nhung co thé lam gidm tac dong ha huyét dp ciia
amlodipin nhdt (3 indomethacin do (c ché 16ng hgp
prostaglandin @ than va/hodic gay hién tugng gilt Na+ va nudc.

- Estrogen: estrogen gdy gilt nudc nén cd khuynh huting tang ap
Iife méu.

- Thudc kich thich thdn kinh giao cam: lam gidm tic dung ha
“huy€t4p claamiodipin. e
Atorvastatin

- Tang nguy cd i6n thudng co khi sif dyng ddng thisi vai cdc
thuic sau: Gemfibrozil, cdc thuic ha cholesterol méau nhém
fibrat khac, Niacin lidu cao ( > 1 g/ngay), Colchicin.

- Nfing db atorvastatin trang huy@t tudng gidm khi sif dung déng
thai vdi cac thudc khang acid co chira Mg va Al hydroxyd, va
colestipal.

- Nding dd atorvastatin trong huy6t tuong gia tang khi sit dung

dbng théi voi céc thulic Erythromyein, Clarithromycin,
Cyclosparin, va cac thudc khdng ndm nhdm azol.

- Sir dyng ddng thési vai cdc thudic dc ché protease clia HIV va
viem gan siu vi G (HCV) co thé |am ting nguy co gdy n
thugng cd, nghi@m trong nhét 4 tiéu co van, than hy dan dén
suy than va cf thé gdy tir vong:

l

+ Vi Telaprevir, hay vai phdi hop Tipranavir va Ritonavir:
tranh dung dng thési vdi atorvastatin.

+ Vigi phoi hgp Lopinavir va Ritonavir: st dung than trong va
néucdn thigt nén ding liéu atorvastatin thdp nhat.

+ Vi cac thufic va céc phdi hop sau: Fosamprenavir, phéi hgp
Darunavir va Ritonavir, phdl hdp Fosamprenavir v Ritonavir,
ph6i hgp Saguinavir v Ritonavir: khéng ding qud 20 mg
atorvastatin/ngdy.

+ Vi Nelfinavir: khong ding qud 40 mg atorvastatin/ngay.
PHY NO CO THAI VA CHO CON BU
Nhiing nghign ciu trén dong vat va trén ngudi da chiing minh
©0 sif bat thuiing trén bao thai hodc nguy co gap phai nhiing bat
thuting trén bao thai hodc ca hai, va nhilng riii ro gdp phai khi
sir dyng thudc trén phy ndl mang thal I6n hon bat ki Igi ich nao
dat dugc. Vi thé thubc chéng chi dinh cho phy nit mang thai
hode cd thé mang thal,

TAC BONG CUA THUGC LEN KHA NANG LAI XE VA VAN
HANH MAY MOC

Khéng dnh huting.

TAC DUNG KHONG MONG MUON

Thudc dung nap tdt, cic tac dung phy thuing & mdc dd nhe dé&n
trung binh bao g8m: nhubm dd dich ca thé, mét méi, suy nhuge,

| bufin ngd, phis, dau ddu, chong mat, dau bung, budn nn, tao

bon, mat ngd, r6i loan da day rudt, dau cd. C6 thé gap: tang
duting huy8t, tng HbA1c. Higm gip: suy gidm nhdn thic (nhu
mét tri nhé, d i&n...).

Thong bao cho bac s hodc dugc sT nhilng phan (ng c6 hai gap
phai khi sir dyng thudc.

QUA LIEU VA X/ TRI

Amlodipin:

Nhigm doe amlodipin rt higm khi xay ra.

XU tri qué ligu:

- Theo ddi tim mach bng dién tim dé va diéu tri tridu ching
céc tac dung 18n tim mach cung véi ria da day va cho uing
than hoat. N&u cdn phai didu chinh cic chdt dign gidi. Truting
hap nhip tim chdm va block tim, cdn phai tigm atropine 0,5 -
1 mg vao finh mach cho ngutsi Ign (véi tré em, tiém tinh mach
20 - 50 microgam/1 kg thé trong). N&u cdn tiém nhéc lai. Tigm
nhd gint tinh mach 20 mi dung dich calci gluconat (3 mg/ml)
trong 5 phot cho nguti lon, thém isoprenalin 0,05 - 0,1
mg/ka/phit hodic adrenalin 0.05 - 0,3 ma/kg/phit hodc
dopamine 4 - 5 mg/kg/phit.

- /i ngutsi bénh gidm thé tich tudn hoan cdn truyén dung dich
natri clorid 0,9%. Khi cdn, phai dat may tao nhip tim.

Trong truiing hop bi ha huygt dp nghigm trong, phai tiém finh
mach dung dich natri clorid 0,9%, adrenalin. Néu khéng tac
duna, thi ding isoprenalin phéi hgp voi amrinon. Bigu tr trigu
chiing.

Atorvastatin:

'Knong c6 thudc didu tri dac hiu khi dung atorvastatin qud féu.

Khi sif dung qua liéu, c&n difu trj tridu chitng va cic bign phdp
néng dd tna trang. Do thudc gdn két manh vai protein huyét
tigng, thim tdch mau khong hi vong 1am tang déng k& thanh
thai statin.

HAN DUNG 36 théng ké tif ngay sin xudt

BAOQUAN  Dugi30°C. Tranh 4m va dnh séng.

TIEU CHUAN TCCS.

TRINHBAY  Hop 02 i, vi 10 vién.

cONG TY O PHAN PYMEPHARCO
166 - 170 Nguydn Hué, Tuy Haa, Pha Yén, Vigt Nam




