HUGNG DAN SU DUNG THUOC

ZOAMCO -A

(Amlodipin 5mg, Atorvastatin 10mg)

Rx

THANH PHAN - M3i vién nén bao phim chifa

Dugc chat:
Amlodipin besylat tuong duong v6i amlodipin..................... 5mg
Atorvastatin calci tuong duong véi atorvastatin................. 10 mg

T4 duge: Microcrystallin cellulose, Calci carbonat, Tinh bt tién
ho hoa, Hydroxypropyl cellulose, Colloidal silicon dioxyd,
Magnesi stearat, Hyd roxypropylmethylceIIquse, PEG 6000, Bot
talc, Titan dioxyd.

DUGC LUC HOC

ZOAMCO - A 12 sy ph6i hgp clia 2 thanh phdn: amlodipin va
atorvastatin.

Amlodipin: 1a dan cht clia dihydropyridin c6 tac dung chen
calci qua mang té bao. Amlodipin ngén chin calci loai L phy
thugc dign thé, tac dong 18n cdc mach mau 6 tim va co.
Amlodipin c6 tac dung chéng tdng huy&t &p bing céch tryc tiép
lam gidn cd tron quanh ddng mach ngoai bién va it ¢d tdc dung
hon trén kénh calci ca tim.

Amlodipin khong anh huing x4u d&n nng d lipid trong huyét
tuong hoc chuyén hoa glucose, do dé c6 thé dung amlodipin dé
diéu tri tding huyé&t p & ngudii bénh déi thdo duding.

Tac dung chéng dau that ngyc: amlodipin 1am gidm céc tiéu
ddng mach ngoai bién, do d6 lam gidm toan bd lyc can ngoai
bién (hdu ganh giam).

————Atorvastatin: 1a chat (c ch& canh tranh va chon loc men khi

HMG-CoA, (ic ché& qué trinh chuyé&n 3-hydroxy-3 methylglutaryl-
coenzyme A thanh mevalonate - tién chat cla cholesterol. Sy
chuyén HMG-CoA thanh mevalonate 12 buéic du tién trong sinh
téng hgp cholesterol.

Atorvastatin lam giam lipoprotein va cholesterol huygt tuong
béng cach (tc ché men khit HMG-CoA, (ic ch& sy tong hop
cholesterol & gan va bing cach tang sd lugng nhiing thu thé LDL
G gan trén bé mat t& bao, tir d6 ting su 1y di va thodi bién LDL.

Atorvastatin lam gidm san xuat LDL va gidm so lugng c4c hat

LDL. Atorvastatin lam ting déang k& hoat tinh cla thy thé LDL
cling v6i sy thay ddi c6 loi trén tinh chéit clia cac hat LDL tudn

hoan. Atorvastatin c6 hiéu qué trén viéc l1am gidm LDL & nhiing

b&nh nhin ting cholesterol gia dinh déng hgp t&r, mdt qudn thé
khdng dép (tng v6i thudc ha lipid.

DUGC BONG HOC

Amlodipin:

Sau khi udng, amlodipin dugc hap thu tét v6i ndng do dinh trong
mau dat dugc sau 6 - 12 gid. Kha dung sinh hoc khodng 60 -
80% va khdng bi anh hubng bdi thite an. Thé tich phan phéi
khoang 21 lit/kg. T 18 lien két voi proteib huy&t tong cao: 98%.
Thoi gian ban thai huyét tuong khodng 30 - 40 git. Nong db 6n
dinh trong huyét tuong dat dugc sau 7 - 8 ngay sau khi udng
thudc mbi ngay 1 I4n. |

Amlodipin dugc chuyén héa rong rdil & gan thanh céc chat
chuyén héa bt hoat va bai tiét qua nudL tiéu 10% ch&t ban d4u
va 60% chat chuyén hoa. D9 thanh thai trong huyét tuong t6i
miic binh thuing khodng 7 ml/phit/kg thé trong do bai tiét chi
yéu thdng qua chuyén hda qua gan. -

0 ngudi suy gan, thi gian ban thai clia amlodipin tdng, vi vay co
thé gidm liéu hoc kéo dai thoi gian gilta c4c lidu dung.
Atorvastatin: |

H&p thu: atorvastatin dugc hap thu nharh chéng sau khi ubng,

ndng do thudc trong huyét tudng t6i da dat dugc trong vong 1 - 2
gi0. Miic do hap thu va ndng do atorvastatin tang ti 1& vdi liéu
dung. D9 khad dung sinh hoc tuyét doi clia atorvastatin khoang
14% va do kha dung toan than clia hoat dong tc ché men khi
HMG-CoA khoang 30%.

Phan phoi: thé tich phdn phdi trung binh cla atorvastatin

| khoang 38 Iit. Trén 98% atorvastatin dugc gan k&t vai protein

huyét tuang. .
Chuyén hoa: atorvastatin dugc chuyén héa chd yéu thanh dan
xudt hydroxyl hoa tai vi tri ortho va para va cac san pham oxid
hod tai vj tri beta. Khodng 70% hoat dong (c ché trong huyét
tuong clia men khit HMG-CoA Ia do c4c chat chuy&n hoa c6 hoat
tinh.

Thai trir: atorvastatin va cdc chat chuyén héa clia né dugc thai
trif chil y&u qua mat sau qua trinh chuyén héa tai gan va/hodc
ngoai gan. Thdi gian ban hily trong huyét tuong trung binh cla
atorvastatin 6 nguti khoang 14 gid, nhung m¢t nlia thoi gian cla
hoat dong (¢ ch& men khit HMG-CoA 1a 10 - 20 gi¢ do c6 sy
dong gop clia cac chat chuy&n hba cé hoat tinh. Dubi 2% lugng
atorvastatin udng tim thay trong nuéc tiéu.

CHi DINH

ZOAMCO - A dugc chi dinh cho nhiing bénh nhén dugc _diéu tri
déng thdi vai ca 2 thudc amlodipin va atorvastatin.

| Amlodipin: =

Diéu tri ting huy&t 4p (6 ngudi bénh ¢ nhing bién ching
chuyén héa nhu ddi thao dudng) va diéu tri dy phong & ngudi
bénh dau that ngyc dn dinh.

Atorvastatin:

Dy phong tién phét (cdp 1) bién cd mach vanh: & ngudi ting
cholesterol mau ma khong c6 biéu hién 1&m sang rd rét vé
mach vanh, chi dinh atorvastatin nham:

- Giam nguy ¢o nhdi mau co tim.

- Giam nguy cophai lam cac th{ thuat tai taomach vanhtim. -

- Giam nguy cd tif vong do tim mach.

X0 vita ddng mach: & nhitng ngudi bénh tang cholesterol mau c6
biéu hién 1am sang vé bénh mach vanh', ké ca nhdi mau ca tim
trudc dé, chi dinh atorvastatin nham:

- Lam chém ti€n trién vita xd mach vanh.

- Giam nguy cd bi€n ¢ mach vanh cép.

LIEU DUNG VA CACH SU DUNG

.Liéu dung ctia ZOAMCO - A phai tuy thudc vao tiing b&nh nhén

dua trén higu qua va sy dung nap clia mdi thanh phan thudc
trong diéu tri cao huy@t ap hay dau thit ngyc va bénh cao lipid
mau.

Amlodipin:

Dé diéu trj ting huy&t 4p va dau thit nguc, liéu dung phai phi
hgp cho tling ngudi bénh. N6i chung, khdi ddu v6i ligu binh
thuting 1a 5 mg, 1 I&n/ngay. Liéu c6 thé ting d&n 10 mg,
1 1an/ngay.

Né&u tic dung khong hiéu qua sau 4 tudn diéu trj cd thé ting liéu.
Atorvastatin:

Ngudi bénh cin theo ch& do &n chudn, it cholesterol, truc khi
udng thudc e ché HMG - CoA reductase va phai tiép tuc duy tri
ché do an nay trong sudt thoi gian diéu tri.

Diéu chinh liéu lugng statin theo nhu cdu va dép (ing cla ting
ngudi bang céch tang lidu tiing dgt cach nhau khdng dudi 4 tudn,

https://vnras.com/drug/



cho t6i khi dat néng do cholesterol, LDL mong mudn, hodc khi
dat liéu t6i da.

C6 thé udng liéu duy nhat vao bat cif lic nao trong ngay, vao biia
n hodc lic déi. Liéu khdi ddu 10 mg, 1 1an/ngay. Diéu chinh
lidu 4 tudn mot 14n, n&u cdn va néu dung nap dugc. Liéu duy tr
10 - 40 mg/ngay. N&u cdn co thé tang fiéu, nhung khong qud
80 mg/ngay.

CHONG CHi BINH

Vi trang thanh phdn Zoamco - A ¢6 chiia atorvastatin nén chéng
chi dinh & nhitng b&nh nhan dang bi bénh gan hay bénh nhan
c6 sy gia tang lién tuc ndng do cac transaminase trong huyét
thanh ma khdng ré nguy&n nhan.

Zoamco - A chdng chi dinh & nhitng bénh nhan nhay cam voi
bat ky thanh phan nao clia thudc.

THAN TRONG

V§i ngudi gidm chiic ndng gan, hep dong mach chd, suy tim sau
nhdi méau ca tim cép.

Trudc khi ti€n hanh diéu tri v6i Zoamco - A nén kiém soat tinh
trang ting cholesterol mau béng c4ch thay ddi ché do n, luyén
tap thé dyc va gidm can & ngudi béo phi.

Lam xét nghiém enzym gan trubc khi bat ddu diéu tri bing
statin va trong trudng hgp chi dinh Iam sang yéu cau xét

nghigm sau do.

Can nhdc theo ddi creatin kinase (CK) trong trudng hgp:
+ Trudc khi diéu tri, xét nghiém CK nén dugc tién hanh trong
nhiing trudng hgp: Suy gidm chic nang than, nhugc giap, tién
st ban than hodc tién st gia dinh mac bénh ca di truyén, tién sl
bi b&nh cd do sif dung statin hodc fibrat truc do, tién sii bénh
gan va/hodc ubng nhiéu rugu, b&nh nhan cao tudi (> 70 tudi) c6
nhiing y&u td nguy cd bi tiéu ca van, kha ning xay ra tuong tac
thubc va mot sd doi tugng bénh nhan ddc biét. Trong nhiing
trudng hgp nay nén can nhic lgi ich/nguy cd va theo dai bénh
nhan trén Iam sang khi diéu tri bdng statin. Néu két qua xét
nghiém CK > 5 Ian gi6i han trén cla mic binh thudng, khong
nén bat ddu diéu tri bang statin.

+ Trong qué trinh diéu tri bdng statin, bénh nhan can théng bo
khi c6 c4c biu hién v& ca nhu dau cg, ciing cd, y&u cd ... Khi ¢o
c4c biéu hién nay, bénh nhan cdn lam xét nghiém CK dé cd céc
bién phap can thiép phu hgp.

TUGNG TAC THUGC

Amiodipin

- ThuBc khang viém khang steroid: cac nghién ciiu cho thay
amlodipin dugc dung an toan véi thudc khang viém khdng
steroid nhung c6 thé lam gidm tic dong ha huyét 4p cla
amlodipin nh4t 1a indomethacin do (c ché tong hop
prostaglandin & than va/hodc gay hién tugng gilt Na+ va nudc.

- Estrogen: estrogen gay gitf nudc nén ¢d khuynh huéng tang ap
lyc mau.

- Thudc kich thich than kinh giao cam: 1am gidm téc dung ha

huyét &p clia amlodipin.
Atorvastatin

- Tdng nguy co t6n thuong co khi sit dung déng thdi véi cac
thudc sau: Gemfibrozil, cac thudc ha cholesterol mau nhém
fibrat khac, Niacin liéu cao ( > 1 g/ngay), Colchicin.

- Nong d atorvastatin trong huy&t tuong gidm khi sit dung dong
thdi v6i cdc thubc khdng acid cd chita Mg va Al hydroxyd, va
colestipol.

- Nong do atorvastatin trong huy&t tudng gia tang khi sit dung_
dong thoi voi cdc thu6c Erythromycin, Clarithromycin,
Cyclosporin, va cac thudc khang ndm nhém azol.

- Sif dung ddng thdi v6i cac thudc (ic ché protease clia HIV va
viém gan siéu vi C (HCV) c6 thé lam ting nguy co gay t6n
thuong co, nghiém trong nhét 13 tiéu co van, than hu dan dén

suy than va c6 thé gay tif vong:
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+ VGi Telaprevir, hay v6i phdi hgp Tipranavir va Ritonavir:
tranh dung ddng thoi vdi atorvastatin.

+ VGi phoi hgp Lopinavir va Ritonavir: sif dung than trong va
néu can thiét nén diing liéu atorvastatin thap nhat.

+ V6i cac thude va cac phdi hop sau; Fosamprenavir, phdi hgp
Darunavir va Ritonavir, phdi hgp Fosamprenavir va Ritonavir,
phdi hgp Saquinavir va Ritonavir: khdong dung qud 20 mg
atorvastatin/ngay.

+ VGi Nelfinavir: khdng dung qua 40 mg atorvastatin/ngay.
PHY NU €O THAI VA CHO CON BU
Nhitng nghién ctu trén dong vat va trén ngudi da ching minh
cO sy bat thubing trén bao thai hodc nguy cd gdp phai nhiing bat
thudng trén bao thai hodc ca hai, va nhiing rdi ro gdp phai khi
sif dung thudc trén phyu nit mang thai I6n han bat ky Igi ich nao
‘dat dugc. Vi thé thudc chdng chi dinh cho phy nii mang thai
hodc c6 thé mang thai.

TAC DONG CUA THUOC LEN KHA NANG LAI XE VA VAN
HANH MAY MOC

Khong anh hudng.

TAC DUNG KHONG MONG MUON

Thudc dung nap t6t, cac tdc dung phy thuding & mifc do nhe dén
trung binh bao gém: nhudm dd dich ca thé, mét mdi, suy nhugc,

‘bubn ngu, phu, dau ddu, chong mét, dau bung, bun ndn, tao

b6n, mat ngl, rdi loan da day rudt, dau co. C6 thé gip: ting

duting huyét, tding HbA1c. Higm gap: suy giam nhan thiic (nhu

mat tri nhé, 10 1an...).

Théng bao cho bac st hodc dugc s nhitng phan (ing ¢d hai gap

phai khi stf dung thudc.

QUA LIEU VA XU TRi

Amlodipin:

Nhiém doc amlodipin rat higm khi xay ra.

X{i tri qua liéu:

- Theo ddi tim mach béng dién tdm dé va diéu tri triéu chiing

cac tac dung I&n tim mach cung v6i rifa da day va cho udng

than hoat. Néu can phai diéu chinh céc chat dién giai. Trudng
" hgp nhip tim cham va block tim, cdn phai tiém atropine 0,5 -

1 mg vao tinh mach cho nguti I6n (vGi tré em, tiém tinh mach

20 - 50 microgam/1 kg thé trong). N&u cdn tiém nhéc lai. Tiém

nho giot tinh mach 20 ml dung dijch calci gluconat (9 mg/ml)

trong 5 phat cho nguGi I6n, thém isoprenalin 0,05 - 0,1

mg/kg/phat hodc adrenalin 0,05 - 0,3 mg/kg/phat hodc

dopamine 4 - 5 mg/kg/phut.

- V6i ngudi bénh gidm thé tich tudn hoan cin truyén dung dich

natri clorid 0,9%. Khi cdn, phai dit mdy tao nhip tim.

Trong trudng hop bi ha huy8t 4p nghiém trong, phai tiém tinh

mach dung dich natri clorid 0,9%, adrenalin. Néu khong tac

dung, thi dung isoprenalin phdi hgp véi amrinon. Diéu tri triéu

chiing.

Atorvastatin:

'Khdng c6 thudc diéu tri dic hidu khi dung atorvastatin qué lidu.
Khi stt dung qué liéu, can diéu tri tridu chiing va cac bién phap
nang do tong trang. Do thudc gan k&t manh vdi protein huyét
tuong, thdm tdch mdu khong hi vong 1am ting dang ké thanh
thai statin.

HANDUNG 36 thang ké tii ngay sén xuat
BAOQUAN  Du6i 30°C. Tranh &m va dnh sang.
TIEU CHUAN TCCS.

TRINH BAY  Hop 02 vi, vi 10 vién.

cONG TY cO PHAN PYMEPHARCO
166 - 170 Nguy&n Hué, Tuy Hoa, Phl Yén, Viét Nam




