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Atorvastatin 20 mg
Box of 3 blisters x 10 film-coated tablets
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Thanh phén: Bdo quan: Ndi khd, trénh anh séng, tranh &m,
Atorvastatin calclum tuong Ung Atorvastatin .......20mg nhigtdd <30°C
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Chi dinh, Chéng chi dinh, Cdch ding, Liéu ding, Cdc Boc ki hudng din sl dyng trude khi ding

théngtin khac:
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Rx THUGC BAN THEO DON

ATORLOG 20

Atorvastatin 20 mg
Hép 3 vix 10 vién nén bao phim

Compasition:
Atorvastatin calcium equivalent to.. 20 mg Atorvastatin
EXciplents g.8 10 ..........comenmmmsissnsss a film-coated lablet

GMP WHO

Storage: Al dry place, protected from light,
avoid moisture, lemperature < 30°C

Keep out of reach of children

Indications, Contra-indications, Dosage,
Admini: ion, Other inf -
Seethe enclosed leafletin box

Carefully read the package insert before use

Manutaciured by.

BIDIPHAR 1 PHARMACEUTICAL JOINT-STOCK COMPANY
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Thanh phén:

Atorvastatin calcium tugng ung Atorvastatin ... 20mg
TEBUIE VI, v smsenssmesspsesesires 1 vién nén bao phim
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ATORLOG 20 o

Atorvastatin 20 mg
Hop 10 vi x 10 vién nén bao phim
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Compaosition:
Atorvastatin calcium eq to......20 mg Atorvastatin
Exciplents Q.8 10, ..ioiimiiimiivmisis a film-coated tablet

Indications, Contra-indications, Dosage,
Administration, Otheri s

Seethe enclosed leaflet in box

Storage: At dry place, protected from light, avoid
moisture, temperature < 30°C

Keep out of reach of children
Carefully read the package insert before use

Manufactured by:
BIDIPHAR 1 PHARMACEUTIGAL JOINT-5TOCK COMPANY




TO HUONG DAN SU DUNG

ATORLOG 20

Thanh phén:

Atorvastatin calcium tuong (mg v&i 20 mg Atorvastatin
Ta e M B0 ..ccovminmaiiiaioii: 1 vién

(T4 dugc: Era - tab, Calcium carbonat, Avicel, Flowlac, HPMC, Primellose., Sepitrap 80, Magnesi stearat, Aerosil,
Talc, Titan dloxyd PEG 4000)

Dang bao ché: Vién nén bao phim

Qui cich déng goéi: Hop 3 vi x 10 vién, hop 10 vi x 10 vién.

Dwge Iwe hoc:
- Atorvastatin 1a chit chéng ting lipid mau thugc nhom chat trc ché HMG - CoA reductase, nhém statin. Statin 1a
nhimg chét trc ché canh tranh véi hydroxy methylglutaryl coenzym (HMG - CoA) reductase, lam ngan can chuyén
HMG - CoA thanh mevalonat, tién chat cua cholesterol. Céc statin trc ché sinh tong hop cholesterol, lam giam
cholesterol trong té bao gan, kich thich téng hop thu thd LDL (llpoprotem ty trong thip), va qua d6 lam tang vén
chuyén LDL tir méu. Nhitng qua trinh hoa sinh nay lam giam nong d6 cholesterol trong huyét tuong. O liéu binh
thm'ng, HMG - CoA reductase khong bj trc ché hoan toan, do d6 van cé dii acid mevalonic cho nhiéu qué trinh chuyén
04
- Céc statin lam tang nong do cholesterol HDL (llpoprotem ty trong cao) tir 5-15% va do d6 1am ha céc ty s6 LDL
(lipoprotein ty trong thap)i’HDL va cholesterol toan phin/HDL. Céc statin cling lam giam tnglycend huyét tuong &
mirc d6 thip hon (10-30%) bing cach lam tang thanh thai VLDL (lipoprotein ty trong rat thap) tdn du nhd thy thé
LDL. bap ng diéu tri vi cac statin c6 thé thay dugc trong vong 1-2 tudn sau khi bit dau duing thude va thuong dat tdi i
da trong 4-6 tuan. Pap (mg duy tri trong sudt qua trinh diéu tr; lau dai. 5070
Duge dgng hoc: Atorvastatin dugc hap thu nhanh sau khi uéng va khéng bj anh hudng bdi thirc an. Kha dyng si by

hoc clia atorvastatin thip vi dugc chuyén hoa manh lan diu qua gan va dat ndng dé dinh trong huyét thanh 1-2 g CQNPC,
Lién két protein cua atorvastatin > 98%. Atorvastatin ua md nén di qua dugc hang rio mau ndo. Tét ca cac st ugc

chuyén ho4 chu yéu & gan, thanh céc chét chuyén ho4 c6 hoic khong c6 hoat tinh, sau d6 dao thai chu yéu qua ph
DPao thai qua than cua atorvastatin < 2%. \ 2 ID]-P
Chi dinh: Atorvastatin dugc Chl dinh trong truong hqp tang cholesterol toan phan va cholesterol LDL & nguoi bénh ) \5__
tang cholesterol mau cé yéu té gia dinh dong hop tir, bd trg cho céc céch diéu tri ha lipid khac. ~Hor

Chéng chi dinh:

- Qua man véi cac chit e ché HMG - CoA reductase hodc véi bat ky thanh phan nao cuia ché pham. M/ !‘:‘,\
- Bénh gan hoat dong hodc transaminase huyét thanh ting dai dang ma khong giai thich duoc. ——
- Nguoi bénh dang dung Tipranavir + Ritonavir, Telaprevir. R
- Thoi ky mang thai hogc cho con bu. 8
Thén trong: o
- Can tién hanh xét nghiém enzym gan trudc khi bit ddu didu trj bing statin va khi chi dinh 14m sang yéu cdu xét -2
nghiém trudc do. s
- Can sir dung thude than trong & nguoi bénh udng nhiéu rugu va/hodc c6 tién sir bénh gan. _:/

- Trude khi diéu tri, xét nghiém CK nén dugc tién hanh trong nhl.mg truong hgp: Suy gidm chic ndng than, nhugc
gidp, tién sir ban than hodc tién sur gia dinh méc bénh co di truyén, tlen sir bi bénh co do st dung statin hogc fibrat
trude do, tién st bénh gan va/hodc uong nhiéu rugu, bénh nhén cao tudi (> 70 tudi) c6 nhiing yéu to nguy co bi tiéu co
van, kha ning xay ra tuong tac thuéc va mot s6 déi tugng bénh nhan dic biét. Trong nhimg trudng hop nay nén cén
nhfic lgi ich/nguy co va theo dai bénh nhén trén 1dm sang khi diéu trj bing statin. Néu két qua xét nghiém CK > 5 lan
gidi han trén ctia mic binh thuong, khéng nén bit dau diéu tri bing statin. ) ) (

- Trong qué trinh diéu tri bing statin, bénh nhan can thong bao khi ¢6 cic biéu hién vé co nhu dau co, cimg co, yéu
co...Khi c6 cac bidu hién nay, bénh nhan can lam xét nghiém CK dé c6 cac bign phap can thiép phu hop.

- Li¢u phép statin phai tam ngirng hodc théi hin & ngudi bénh co biéu hién bi bénh co cap va ning hodc ¢6 yéu t6 nguy
co dé bi suy thdn cép do tleu co vén, thi du nhiém khuin cap nang, ha huyét 4p, phiu thudt va chin thuong 16n, bat
thuong vé chuyen hoa, ndi tlet_ dién giai hodc co gidt khéng kiém so4t dugc. ’ '

-Str dung thén trong Atorvastatin véi Lopinavir + Ritonavir va néu cin thiét nén dung lidu Atorvastatin thip nhat.

- Chi dung statin cho phu nir & d6 tudi sinh dé khi ho chic chin khéng mang thai va chi trong truong hop ting
cholesterol méu rit cao ma khong dép (g véi cac thube khac.



Tac dung khong mong muén:

- Thudng gip: Tiéu chdy, tdo bén, diy hoi, dau bung, va budn nén. Pau diu, chéng mit, nhin md, mét ngu, suy nhuoc.
Dau co, dau khdp. Gan: Cac ket qua thir nghiém chirc ning gan tang hon 3 1an gi¢i han trén cua binh thuong.

- it gap: Bénh co (két hop yéu co va tdng ham lugng creatin phosphokinase huyét trong (CPK).Ban da. Viém mii,
viém xoang, viém hong, ho.

- Hiém gap: Viém co, tiéu co van, dan dén suy than cép thir phat do myoglobin ni¢u.

* Ngoai ra con c6 thé xay ra mot sd tac dung khéng mong muon khéc nhu: Suy giam nhan thirc (mét tri nhé, 1a 13n ...),
ting duomg huyét, ting HbA lc.

Thong béo cho Bic si nhirng tic dung khéng mong mudn gip phai khi sir dung thude

Liéu Iqu'ng va cach dung:

- C6 thé uong liéu duy nhat vao bat cir ltic nao trong ngay, vao bira an hogc lic doi.

- Liéu khai dau 10 mg 1 lan/ ngay. D:eu chinh liéu 4 tudn mét 14n, néu can va néu dung nap dugc.

- Liéu duy tri 10 - 40 mg/ ngay. Néu cin c6 thé tang liéu, nhung khong qué 80 mg/ngay. W
* Khi dung pho: hgp véi Amiodarone, khong nén diing quéa 20 mg/ngay.

* Khi dung phdi hgp véi Darunavir + Ritonavir, Fosamprenavir, Fosamprenavir + Ritonavir, Saquinavir + Ritonavir,
khéng dung qua 20 mg/ngay.

* Khi dung phéi hop voi Nelfinavir, khong ding qua 40 mg/ngay.

Twong tic thude:

- Hay glip viém co va tiéu co vin hon & nguoi bénh diéu tri phdi hop statin véi cyclosporin, erythromycin, itraconazol,
ketoconazol (do tre ché cytochrom CYP 3 A4).

- Statin c6 thé lam ting tac dung ctia warfarin, nén phéi x4c dinh thdi gian prothrombin trude khi bt dau ding statin
va theo doi thuong xuyén trong giai doan dAu sir dung statin.

- Céc nhuya gén acid mat c¢6 thé lam giam rd rét kha dung sinh hoc cta statin khi udng ctng, do d6 nén ding 2 thuée

nay cach xa nhau. *:«r\%\

- Tang nguy co tén thuong co khi sir dung statin ddng thoi véi cac thube sau: Gemfibrozil, cac thuée ha cho]es??k@c}
méu nhém fibrat khic, Niacin liéu cao (> 1 g/ ngay), Colchicin. ) .k \’;
- Viéc sir dung dong thoi cdc statin vai chat e ché protease cua HIV va HCV c6 thé lam tang nguy co gy ton th,l.&%& Al

co, nghiém trong nhat 1a tiéu co van, than hu dan dén suy than va co thé gy tir vong.
Str dung cho phu nir ¢6 thai va cho con bu: Khong dugce sir dung.
Tic djng ciia thude khi ldi xe va véin hanh may: Thude c6 tic dung phu gdy dau dau, chéng mét, mat nga vi vay

than trong khi 1ai xe va vin hanh mdy.
Qua liéu va cdach xir tri: Néu xay ra qua liéu, can diéu tri triéu chimg va hd trg khi can thiét. Do thube gin két manh

v6i protein huyét trong, tham tach méu khong lam ting déng ké thanh thai statin.
Han dung: 24 thang ké tir ngay san xuat
Bio quan: Noi kho, tranh am, tranh anh sang, nhiét d¢ < 30°C.
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Dé xa tam tay tré em.

Doc kj hudng din trude khi dimng.

Néu cin thém thong tin, xin hoi y kién Bdc si.
Thubc nay chi diing theo don ciia Bdc si.

San xudt tai:
CONG TY CO PHAN DUQC PHAM BIDIPHAR 1
498 Nguyén Thai Hoc, Tp.Quy Nhon, Binh Dinh
Tel: 056. 3846040 * Fax: 056. 3846846
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PHO CUC TRUONG

Nuyin Vist Hling



