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Atorvastatin Calcium Tablets

Storage Conditions: Store below 30°C.
Dosage: As directed by Physician.
Indication: See Insert.

Keep all medicine out of reach
of children.

Read carefully the package
insert before use.
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Rx- Thudc bin theo dem
LOLIP TABLETS 10 mg

Thanh phén:

M&3i vién nén bao phim chira Atorvastatin Calci
twong duong Atorvastatin 10 mg.

Dong gbi: Hop 2 vi x 14 vién.

Chi dinh, cich ding, chéng chi dinh va cic théng
tin khac: xin xem t& hudng dan sir dung kém theo. |
Bdo qudn: & nhiét d§ dudi 30°C.
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Each fiim coated tablet contains:
Atorvastatin Calcium equivalent to Atorvastatin 10 mg o
Kusum Healthcare
Manufactured in India by:
28 tablets Kusum Healthcare Pvt. Ltd.
(14 x 2) SP 289(A), RIICO Ind!. Area,

Chopanki, Bhiwadi (Rajasthan), India
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Rx- Thuéc bin theo don

LOLIP TABLETS 10 mg

THANH PHAN

Moi vién nén bao phim chira:

Hoat chét: Atorvastatin Calci tuong duong Atorvastatin 10 mg

T4 duoc: Lactose monohydrat, Cellulose vi tinh thé, Calci carbonat, Povidone (K303,

Croscarmellose natri, Silica keo khan, Magnesi stearat, Opadry hdng 03F84827.

b
DUQC LUC HOC
Atorvastatin 13 chét {rc ché canh tranh va chon loc men khir HMG-CoA, (rc ché qua trinh chuyén 3-
hydroxy-3- methylglutaryl- coenzyme A thanh mevalonate, mét tién chit ctia sterol, bao goém
cholesterol. Triglycerides va cholesterol trong gan duoc két hop lai thanh VLDL va phéng thich vao
huyét trong dé dira dén md ngoai bién. Lipoprotein ti trong thap (LDL) duoe tao thanh tir VLDL va
diroc thoai bién mot cach nguyén phat qua thu thé LDL ai lue cao.
Atorvastatin lam giam lipoprotein va cholesterol huyét tuong bing cach trc ché men khir HMG-CoA,
tre ché sur téng hop cholesterol & gan vé bang cach tang s& luong nhiing thy thé LDL & gan trén bé mat
té bao tir d6 tang sw lay di va thodi bién LDL

DUQC PONG HOC

Hiép thu: Sau khi ubng, Atorvastatin duge hdp thu nhanh chong; ndng dé dinh trong huyét thanh xay ra
trong vong 1 dén 2 gid. Mirc dd hép thu tang twong (mg véi lidu cia atorvastatin.

Phdn phoi: Lién két protein huyét tvong ciia Atorvastatin 13 > 98%. Atorvastatin ua m& nén di qua
dugce hang rao mau nio.

Chuyén héa: Atorvastatin duge chuyén héa chi yéu & gan boi cytochrome P450 3A4 thanh cac din
xudt ortho va parahydroxylate va cic san phiam khac clia qua trinh beta oxy héa, Khoang 70% hoat
dong trc ché HMG-CoA reductases 14 do cac chit chuyén héa cé hoat tinh.

Thai trir: Atorvastatin dugce thai trir chil yéu trong mat theo trao dbi chat & gan va‘hodc ngoai gan. Bao
thai qua than cta Atorvastatin 13 < 2%.

CHI BINH

Tang cholesterol mau

- Diéu tri hd trg cho ché dd an kiéng lam giam cholesterol toan phan, LDL, apolipoprotein B,
triglyceride & ngudi Iém, thidu nién, tré em trén 10 tudi tang cholesterol mau nguyén phat bao gom
ting cholesterol mau do di lruyén (di hop il bién thé) hoic ting lipid mau hon hop (twong lng véi
types Ila va IIb ctia phén loai Fredrickson) khi khong dép tmg ddy dG v&i ché dd an kiéng hodc cac
ché d6 khéng dung thude
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- Lam giam cholesterol toan phan va LDL-C & bénh nhén truéng thanh ting cholesterol mau do di
truyén dong hop tir nhu 1a mét diéu tri hd tro véi cc bién phéap lam giam lipid khac (nhu thdm phén
méu dé loai LDL) hoic khi cac bién phap diéu tri khac khong thyce hién duge.

Dy phong bénh tim mach

Dy phong bénh tim mach & bénh nhan trudng thanh udc tinh cé nguy co cao ddi véi mot bién cb tim

mach dau tién, nhu 1a mét bd trg dé hiéu chinh cac yéu t nguy co khac.

)
LIEU LUQNG VA CACH DUNG M/
Liéu lwgng
= (6 thé udng lidu duy nhét vao bét cir lic nao trong ngay, vao bira in hozc luc déi.
= Liéu khoi du 12 10 mg/lan x 1 lan/ngay. Diéu chinh liéu 4 tuan mot lan, néu cn va néu dung
nap duoc. Liéu duy tri 10-40mg/ngay. Néu can c6 thé tiang liéu, nhung khong qua 80mg/ngay.
Cac nhém bénh nhén dac biét:

» Bénh nhdn suy thdn: khong can diéu chinh liéu.
» Bénh nhdn suy gan: nén sir dung thin trong & bénh nhén suy gan (xem phan Chéng Chi Dinh).
> Nguoi cao tudi (> 70 tudi): hidu qua va an toan khi sir dung & liéu khuyén cao la twong tu véi
toan thé bénh nhan.
> Tré em: Tré em >10 tudi, lidu khoi ddu khuyén céo 1a 10mg/ngay véi hiéu chinh 1én dén 20
mg/ngay. Viéc hi¢u chinh phai dugc thuc hién theo dép (rng ca nhan va kha niang dung nap ¢
bénh nhén nhi. Dir liéu an toan khi dung thude nay cho tré em véi liéu > 20 mg (twong tng
0,5mg/kg) hién van con han ché. Hién chua c6 kinh nghiém diéu tri khi ding thubc nay cho tré
tir 6-10 tudi. Atorvastatin khong dugc chi dinh trong diéu tri cho bénh nhi dudi 10 tubi.
Cach dung:
Nén huéng dan cho bénh nhdn ché do an lam giam cholesterol mau theo tiéu chuan truée khi dung
LOLIP va duy tri ché d6 an nay trong sudt thoi gian diéu tri.
Liéu dung nén theo timg ca nhan dwa vao mic dd LDL-C co ban, muc tiéu diéu tri, va dap (g cla
bénh nhan.
Khuyén cdo bat dau diéu tri véi lidu thip nhat ma thude c6 tac dung, sau do néu cin thiét, co thé diéu
chinh liéu theo nhu cau va dép (g cia timg ngudi bing cach tiang liéu timg dot cach nhau khong dudi
04 tuan va phai theo ddi cac phan tng c6 hai cia thudce, dic biét 1 cc phan (ing ¢6 hai dbi véi hé co.

CHONG CHI PINH
e Qua man v&i Atorvastatin hay véi bat cir thanh phan nao cta thude.

e Bénh nhan gan & giai doan tién trién hodc transaminase huyét thanh ting dai dang ma khong
giai thich duge.

e Bénh nhén cé thai hodc dang nudi con bing sita me hoic cac phu nir ¢6 kha ning cé thai ma
khdng str dung céac bién phap ngura thai.
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¢ Chéng chi dinh ding chung Atorvastatin + Tipranavir + Ritonavir

o Chdng chi dinh dimg chung Atorvastatin + Telaprevir

CANH BAO VA THAN TRONG

Khuyén cao lam xét nghiém enzyme gan trudc khi bit ddu didu tri va trong trudmg hop chi dinh
l4m sang yéu ciu xét nghiém sau d6 i #
ful’
r

s Trudce khi didu tri, xét nghiém CK nén duoc tién hanh irong nhimng trudng hop: suy giam chirc
ning thén, nhuge gidp, tién str ban than hay tién sir gia dinh mac bénh co di truyén, tidn sir bj
bénh co do sir dung statin hodc fibrat trude dé, tién sir bénh gan va/hodc ubng nhidu ruou, bénh
nhén cao tudi (> 70 tudi) cé nhitng véu 16 nguy co bi tidu co van, kha nang xay ra twong tac
thudc va [ sb dbi trong bénh nhan dac biét. Trong nhifng truding hop nay nén can nhéc lgi ich/
nguy co va theo ddi bénh nhan trén 1am sang khi didu trj bing statin. Néu két qua xét nghiém
CK > 5 1dn gi6i han trén ciia mirc binh thudmg, khong nén bt diu didu tri bing statin

Cén nhic theo dbi creatin kinase (CK) trong trurdmg hop

o Trong qué trinh didu trf bang statin, bénh nhan cin thong béo khi ¢ cde bidu hién v& co nhu
dau co, ciing co, yéu co....Khi ¢ cac bidu hién nay, bénh nhan cin lam xét nghidm CK. dé c6
cac bién phap can thiép phu hop

Trude khi bit dau didu tri, cin loai trir cdc nguyén nhén gdy tang cholesterol mau (nhu dai thao
dudmg kém kidm soét, thidu nang gidp, hdi chimg than hu, tdi loan protein mau, béng gan tic mat,
do dung mot s6 thube khiac, nghién rugu) va cin dinh lugng cholesterol toan phé‘m, cholesterol
LDL, cholesterol HDL va triglycerid.

Phai tién hanh dinh Tugng lipid dinh ky, véi khoang cach khéng dudi 4 tudn, va didu chinh lidu
lwong theo dap (mg ctia ngudi bénh véi thude. Muc tidu didu tr 1a giam cholesterol LDL vi vay
phai sit dung néng d8 cholesterol LDL dé bat déu diéu tri va danh gia dap Gng didu tej. Chi khi
khéng xét nghiém duge cholesterol LDL, méi sir dung cholesterol toan phan dé theo dai didu tr

Can can nhic khi ding thube déi véi bénh nhan cé nhimg yéu td nguy co din dén ton thuong co.
Thude thude nhém statin ¢d nguy co gdy ra cdc phan ung ¢é hai dbi v&i hé co nhu teo co, viém co,
dic bidt doi voi cac bénh nhan c6 yéu td nguy co nhur bénh nhén trén 65 twdi, bénh nhan bi bénh
thidu nang tuyén giap khong duge kiém sodt, bénh nhan bi bénh than. Can theo di chit ché cac
phan {mg cé hai trong qué trinh ding thudc

Tam ngimg hay ngung ding thubce & bat cit ngudi bénh nao ¢6 bidu hién bj bénh co cdp va ning
hoédc co yéu 16 nguy co dé bi suy than cfip do tiéu co van, thi du nhir nhiém khuan Cép nidng, ha
huyét ap, phdu thuat va chén thuong 1ém, bat thudng vé chuyén héa ndi tiét, dién giai hodc co giit
khéng kiém soat duge

PHU NUUMANG THAI VA CHO CON BU
Chbng chi dinh.
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ANH HUGNG CUA THUOC PEN KHA NANG LAI XE VA VAN HANH MAY MOC

Atorvastatin c6 tdc dung khdéng dang ké vé kha nang 14i xe va sir dung may moéc.

TUONG TAC THUOC

.

Tang nguy co ton thuong co khi sir dung ddng thoi véi cac thude sau:
» Gemfibrozil ﬂ], Lﬁ/

» Céac thudc ha cholesterol mau nhom fibrat khac

.

> Niacin liéu cao ( >1g/ ngay)
» Colchicin

Viéc str dung dong thoi cac thude ha lipid mdu nhom statin véi cac thude diéu tri HIV va viém
gan siéu vi C (HCV) ¢6 thé lam tang nguy co gdy tdn thuong co, nghiém trong nhét 14 tidu co
van, than hu din dén suy than va c6 thé gay tr vong. Tuong tac giira Atorvastatin véi nhimg
chat (rc ché protease ctia HIV va HCV dugc trinh bay trong bang sau:

Atorvastatin + Tipranavir + Ritonavir Tranh st dung
Atorvastatin + Telaprevir Tranh str dung
Atorvastatin + Lopinavir + Ritonavir Str dung théan trong va néu can thiét nén diing liéu

Atorvastatin thap nhat

* Darunavir + Ritonavir
* Fosamprenavir
* Fosamprenavir + Ritonavir

* Saquinavir + Ritonavir

Khong qua 20 mg Atorvastatin/ ngay

Nelfinavir Khéng qua 40 mg Atorvastatin/ ngay

Viéc dung ciing véi cac thude e ché enzym CYP3A4 ¢6 thé [am tang ndng d¢ clia Atorvastatin
trong huyét tuong din dén tang nguy co bénh co va tiéu co. Khi dung phdi hop véi
Amiodarone, khong nén ding qua 20mg/ngay vi lam tang nguy co gay ra ching tiéu co van.
D6i véi nhitng bénh nhan phai ding lidu trén 20mg/ngay mai c6 hiéu qua didu tri, bac si ¢6 thé
lya chon thudc statin khac (nhu Pravastatin).

Atorvastatin c6 thé lam ting tac dung cia Warfarin. Phai xac dinh thoi gian prothrombin trude
khi bat ddu ding Atorvastatin va theo doi thudng xuyén trong giai doan dau diéu tri dé dam bao
khong c6 thay ddi nhiéu vé thoi gian prothrombin

C6 co ché tac dung bd sung cho nhau giira cac statin va nhua gan acid mat (cholestryramin,
colestipol); phéi hop cac nhom thude nay cé tac dung cong luc trén cholesterol LDL. Khi diing
cling v&i nhua gén acid mat, nhu cholestyramin, phai udng Atorvastatin vao lic di ngi, 2 gio
sau khi udng nhya dé tranh tuong tac rd rét do thude gén vao nhua

Mic du khong tién hanh cic nghién ctru vé tuong téc thude trong 1am sang, nhung khong thay
¢6 biéu hién twong tic ¢6 hai c¢6 ¥ nghia 1am sang khi diing ciing véi cac chét e ché men
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chuyén angiotensin, cac thudc chen beta, chen kénh calci, thubc lgi tiéu va thuée khang viém
phi steroid

TAC DUNG KHONG MONG MUON

Tiéu hoa Tiéu chay, tao bon, day hoi, dau bung va budn nén
Than Kinh Suy giam nhén thic (nhu mat tri nha, 14 1an...), dau dau, chong mait, nhin mo, mat ngu,
suy nhuoc.
Gan Céc két qua thir nghiém chirc ning gan tang hon 3 [n gi6i han trén cta binh thuong, ¢ 2%
ngudi bénh, nhung phéan [6n 1a khong co triéu ching va hdi phuc khi ngung thude
T Pau co, dau khdp, bénh co (két hop yéu co va ting ham lwong creatin phosphokinase
& huyét twong (CPK), viém co, teo co van din dén suy than cép thir phat do myoglobin niéu
Da Ban da
Ho6 hip Viém miii, viém xoang, viém hong, ho
Noi tiét Tang dudng huyét, ting HbA ¢

Théng bdo cho bic sj cdc tic dung khong mong mudn gip phai khi ding thubc.

QUA LIEU
Néu xay ra qué liéu, cin diéu tri triéu chimg va hd trg khi can thiét. Do thudc gin két manh vao protein
huyét tirong, thdm tach méau khong hy vong lam ting dang ké thanh thai cia thube.

HAN DUNG: 24 thang ké tir ngay san xuét.
BAO QUAN: ¢ nhiét do dudi 30°C.

PONG GOI: Hop 2 vi x 14 vién nén bao phim
Khong diing thuoc khi da hét han siv dung

Doc ki hwéng din siv dung trwée khi ding.

Néu cdn thém théng tin, xin héi § kién bdc sp.

Giit thudc tranh xa tam tay tré em. PHO CUC TRUONG ¥
, Nguyén Vin Chan

Nha san xuat: Kusum Healthecare Private Limited

SP-289 (A) RIICO Indl. Area Chopanki (Bhiwadi) Distt-Alwar, Rajasthan, An D.
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