d Hop FORVASTIN 10: 10vi x 10 vién nén bao phim
. Kich thudc hop: (8.4 x 3.8 x 5.5¢cm)
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Hop FORVASTIN10: 3vi x 10 vién nén bao phim
Kich thudc thuyc: 8.4 cmx 3.8 cm x 2cm
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MAU Vi VIEN NEN BAO PHIM FORVASTIN 10
Kich thudc thuc vi: 8,2 cm x 3,6 cm
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TG HUGNG DAN SU DUNG VIEN NEN BAO PHIM FORVASTIN 10

Vién nén bao phim ;

CONG THUC: Cho 1 vién nén bao phim. i
Atorvastatin 10mg
T4 dugc: Avicel 101, Calci carbonat, Croscarmellose, Magnesi stearat, Flowlac‘i

Hydroxypropylmethylcellulose 615 Cp, Polyethylen glycol 6000, Tween 80, Titan dioxyd, Opadry|
white. :
CAC DAC TINH DUGCLY:

DUJC LYC HQC: !

Atorvastatin la chét Uc ché canh tranh véi hydroxymethylglutaryl coenzym (HMG - CoA]i

reductase, 1am ngan cdn chuydn HMG - CoA thanh mevalonat, tién chét cia cholesterol., o

Atorvastatin tic ché sinh tdng hap I, lam gidm che I trang & bao gan, kich thich’
t6ng hap thy thé LDL (lipoprotein tf trong th&p). va qua dé lam tang van chuyén LDL tif mdu. Két,
qua cufi ciing cda nhiing qué trinh héa sinh nay la gidm néng a4 cholestarol trong huyét tuong. e}
lidu binh thudng, HMG - CoA reductase khong bi uc ché hoan toan, do @6 vén cé di acid)
mevalonic cho nhidu qué trinh chuyén hda. Atorvastatin lam giam néng a4 LDL rdt hidu qua. Lam,

" ha cholesteral LDL 1 25% d&n 45% tly theo liéu. Atorvastatin lam tang néing d4 cholesterol HOL,

| toan phdn, cholesterol LDL, cholesterol HDL va triglycerid. Phaditign hanh dinh lugng lipid dinh k.| |

1

|

|

Lo
B

(lipoprotein tj trong cao) tif 5 d&n 15% va do dd lam ha cdc ty s8 LOL/MHDL va cholesterol toan,
phén/HOL. Atorvastatin ciing lam gidm triglycerid huyét tugng & muc dd th&p hon (10% dén 30%)!
bang céch Iam ting thanh thai VLDL {lipoprotein ty trong rdt th&p) t6n du nhé thy thé LDL. Pép,
(ing diéu trj vdi Atorvastatin cé thé th&y dugc trong véng 1 - 2 tudn sau khi bat ddu ding thuéc val
thuing dattdi da trong vang 4 - 6 tudn, Dap ing duy tritrong suftqud trinh didu tri lau dai.

DUGC DGNG HOC: ]
Hép thu: Atorvastatin hép thu nhanh. Kha dung sinh hoc cla Atorvastatin thép vi dugc chuyén|
héa manh 14n d4u & gan (> 60%). Néng do dinh trong huyét thanh dat trong vong 1 aé&n 2 gio. !
Phén bd: Atorvastatin lién két vdi protein huyét tugng 98%. Atorvastatin ua md nén di qua dude
hang rao mdu - ndo. i
Chuyén héa: Thusc chuyén héa chi yéu d gan (>70%) thanh cdc chét chuyén héa cd hode khéng!
¢ hoat tinh. Sau khi uSng Atorvastatin bj thuy phan & gan tao thanh dang beta-hydroxyacid, e
ché men khiitoan phdn HMG-CoA,

Thal trir: Thudc dugc dao thdi chl yéu qua phan, daothdiquathin <2 %.

CHIBINH: i
Forvastin 10 dugc chl dinh cal thigén muc d cholesterol toan phén, LDL, triglycerid, |am tang HDLE
cholesterol, hd trg cho ché dd dinh dudng & bénh nhan tang cholesterol mau nguyén phat gay ra
do sy tang céc lipoprotein cholesterol trong lugng phén tirth&p (LDL), & nhiing bénh nhén cé nguy,
co bénh ddng mach vanh ma khéng dap lng dugc voi ché & &n kiéng. LAm gidm ndng a8
lipoprotein cholesterol trong lugng phén t thép (LDL) & nhiing bénh nhén via tang cholestaml.i
vija tang triglycerid mau. !
CHONG CHIBINH: :
- Qué mén vdi cdc chét e ché HMG - CoA reductase hodc vai bat ky thanh phdn nao cliathude.
- Bénh gan hoatddng hodc transaminase huy&t thanh ting kéo dai khdng rd nguyén nhan.

- Théi ki mang thai hofic cho con bi . !
THAN TRONG: i
- Trude khi bAt ddu diéu tr| vdi atorvastatin, cdn phdi logi tri cdc nguyén nhan gdy tang cholesterol
mau (thi dy dai thdo dudng kém kiém sodt, thiéu nang gidp, hoi chiing than hu, r8i loan protein,
mdu, bénh gan tic mat, do ding mét s6 thudc khadc, nghién rugu) va cdn dinh lugng cholesterol

véi kho&ng céch khang dudi 4 tudn, va diéu chinh liéu lugng theo dap Ung cua ngudi bénh vdi,
thudc, Myc tigu didu trj 14 gidm cholesterol LDL vi vAy phai s dung ndng dd cholesterol LDL déi
bét d4u didu tri va danh gid d4p ting diéu tri. Chlkhi khéng xét nghiém dugc cholestrol LDL, mdi si)
dyngcholesterol toan phdn dé theo ddi diu tri. i
- Trong c4c thif nghigm Iam sang, mét s& it ngudi bénh trudng thanh uding statin thdy tang rd rét
transaminase huyét thanh (> 3 14n gidi han binh thudng). Khi ngung thudc & nhing ngudi bénh,
nay, néng dé transaminase thuding ha tif tlf trd vé miic trudc didu tri. Mot vai ngudi trong s6 ngubli
bénh nay trudc khi didu trj vdi statin da cé nhing két qua xét nghiém chic nang gan bl thudng
va/hodc usng nhiéu rugu. Vi vay cdn tién hanh xét nghigém enzym gan trudc khi bt ddu diéu trj’
bing atorvastatin va trong truding hop chidinh Idm sang yéu cdu xét nghigm sau dé.

- Cén st dyng thudc than trong & ngudi bénh udng nhiéu rugu va/hodc cé tién s bénh gan.

- Can nhéc theo ddi creatin kinase (CK) trong truding hgp: |
+ Trudc khi diéu tri, xét nghidm CK nén dugc tién hanh trong nhiing trudng hgp: Suy gidm chic|
nang than, nhugc gidp, tién s ban than hodc tién sU gia dinh méc bénh cd di truyén, tién sU bi|
bénh cd do s dyng simvastatin ho#c fibrat truée 6, tién s bénh gan va/hoac uéng nhidu ruqu,|
bénh nhan cao tuéi (> 70 tudi) cé nhiing y&u t6 nguy cd bj tiéu cd van, khd nang xay ra tuong tdc

lch/nguy cd va theo d3i b&nh nhan trén I&m sang khi diéu trj bing Simvastatin. Néu két quéa xét,

brvagtatin,

PHO CUC TRUONG
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thusc va mot s& d6i twgng bénh nhan déc biét. Trong nhiing trudng hop nay nén cén nhac Igi, |

nghiém CK > 5 14n gidi han trén cda mic binh thuding, khong nén bat ddu digu trj béng .

Kich thudc thuc : 9,2 cm x 19,5 cm

|+ Trong qué trinh diéu tri béng atorvastatin,

FORVASTIN 10 X

| | -Liéu phap statin phaitam ngiing hodc théi hin & bat cd ngudi bgnh nao 6 bidu hién bj bénh cd

bénh nhan cén théng béo khi cé céc bidu hién vé co
Jam xét nghiém CK dé cé

nhu dau cd, cing cd, y&u cd. Khicé cac bidu hién nay, bénh nhan cén
cac bién phdp can thigp phi hgp.

c&p va néing ho#c c6 y&u 18 nguy cd dd bj suy than c&p do tigu cd van, thi du nhu nhidm khudn
cép ning, ha huyét dp, phdu thuat va ch&n thugng Idn, bat thuging vé chuyén hda, ndi tiét, dién
gidi hodc co giat khéng kiém sodt dudc.

| - Chi ding atorvastatin cho phy ni & 49 tuéi sinh d& khi he chie chdn khdng mang thai va chi

| | -C6 thé xdy ra tiéu chdy, dau bung, t4o bon, ddy hai, dau lung,

trong trugng hop téng cholesterol mau rét cao ma khong ddp ng véi cacthudc khdc

TAC DYNG KHONG MONG MUGN:

dau khdp va viém xoang. Phén
{ing qué mén, bao gdm phi mach va phat ban da, higm khi x&y ra. Ngoai ra ¢6 thé c6 buén nén,
viém tyy, bénh co hodctiéu cd van va viém gan.

-Suy gidm nhan thic (nhu mé&t i nhd, 1 1én..), tang dudng huyét, tang HbA 1c.

HUGNG DAN CACH XU TRI ADR:

- Céc thay d8i néng d¢ enzym gan trong huyét thanh thugng xay ra & nhdng thang ddu diéu trj
b&ng atorvastatin. Ngudi bénh nao cé néng dé aminotransterase huyét thanh cao phai theo ddi
xét nghiém chie nang gan I&n thd hai 48 xdc nhan k&t qua va theo doi diéu tri cho tdi khi cac bét
thudng trd vé binh thudng. Né&u ndng d& amino i (transami
hodc ALT (GOT hodc GPT) dai déng |&n qué 3 14n gidi han trén cla binh thudng, thi phai ngiing
didu tri bAng atorvastatin.

- Phéi bdo cdo ngay khi c6 bét ky biéu hién nao nhu dau co khdng ré I do, nhay cam dau va yéu

) huy&t thanh AST |

cd, dac bt néU kém theo khé chiu hodc sét. Phai ngling atorvastatin néundng a4 CPKtang b |

rét, cao hon 10 1&n gidi han trén cla binh thudng va néu chén dodn hodc nghingd la bénh co,
LIEULUQGNG - CACH DUNG:

-Bénh nhan cén cé ché do an kiéng hgp Iy trudc khi tién hanh diéu tri vdi Atorvastatin va nén duy
triché do &n kiéng ndy trong sut qua trinh didu tri. Co thé uéng liéu duy nhét vao bat cu lic ndo
trong ngay cd kém hodc khong kém vdithie an.

- Liéu khdi d4u 10 - 20 mg x 1 I4n/ngay. Didu chinh li8u 4 tudn mat ldn néu cdn. Liéu duytri10-40

| mgingay. N&u cdn cé thé tang liéu nhung khéng qué 80 mg/ngay.

- Khuyén cdo bit ddu didu trj vdi liéu th&p nhédt ma thudc cé tdc dung, sau dd néu cén thiét, co thé
didu chinh liéu theo nhu c&u va dap dng cia ting ngudi bing cdch tang liéu ting dot céch nhau
khéng dudi 4 tudn va phditheo ddicac phén tng cd hai clia thudc, dic biét 14 cdc phédn Ung cd hal
ddi vdihé co.

TUONG TAC THUGC:

- C6 thé Iam tang tac dyng clia warfarin. Phai xdc djnh thai gian prothrombin trude khi bt ddu
diing statin va theo ddi thudng xuyén trong giai doan d4u diéu trj d€ bao dam khdng c6 thay ddi
nhidu vé thai gian prothrombin

- T&ng nguy ca tén thudng co khi sU dung atorvastatin ddng thai vdi cée thudc sau: Gemfibrozil,
Géc thudc ha cholesterol mau nhém fibrat khéc, Niacin li§u cao (> 1 g/ngay), Colchicin.

- Vige sif dyng déng thai atorvastatin vdi thudc diéu tri HIV va viém gan siéu vi C (HCV) cé thé

Jam tang nguy cd gy tén thudng cd, nghiém trong nhat Ia tidu cd vén, than hudén dén suy than |

| | vacéthé gaytlvong.
| | +Tranhsiidyngatorvastatin véi Tipranavir + Ritonavir; Telaprevir.

| +Sidyngthan trong va néu cdn thiét nén ding liéu atorvastatin thdp nhl khi s dyng déng thai
| Lopinavir + Ritonavir.

. BAO QUAN: Noi kho mat, nhigt dd dudi 30°C, trdnh dnh sdng.

+ Khéng qua 20 mg atorvastatin/ngay khi sif dung ddng thdi véi Darunavir + Ritonavir;
Fosamprenavir; Fosamprenavir + Ritonavir; Saquinavir + Ritonavir; Amiodarone
+ Khéngqud 40 mgatorvastatin/ngay: khi sl dyng déng thai vdi Nelfinavir.
PHY N COTHAI VA CHO CON BU: Khéng s dung.
TAC BONG CUA THUGC KHILAIXE VA VAN HANH MAY MOC: Khang &nh hudng.
QUA LIEU VA CACH XU TRINGG BQC:
Né&u xdy ra qua liéu, cdn diéu trj triéu chung va hd trg khi cén thiét. Do thu6c gén két manh vdi
protein huyét tugng, th&m tdch mdu khéng hy vong lam tang dang ké thanh thi atorvastatin.
~ Néu cdn thém théng tin xin hdi y kién béc sT.

QUY CACH BONG GOI:
]L LLA
- Thubc nay chiding theo su'ké dan cda thdy thudc.

Hép 03 vix 10 vién nén bao phim.
_ Sanxudttainha may GMP-WHO, s6930 C2, duing C, KCN CétL4i, Q.2, TP.HCM

Hop 10 vIx 10 vién nén bao phim.
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HAN DUNG: 24 thang ké ti ngay sdn xu#t

- Vién nén bao phim FORVASTIN 10 dat theo TCCS.
— D& xatdm tay tré em. Boc ky hudng dén sif dung trudc khi ding.
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