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HUONG DAN SU DUNG THUOC
Rx — Thudc nay chi dung theo don thubc
1. Tén thudc: ATORVASTATIN TP
2. Cic diu hiéu hru § va khuyén cdo khi dung thude:
“Pé xa tam tay tré em”
“DPoc k¥ huong dan sir dung trudc khi ding”
3. Thanh phan cong thirc thudc: Mbi vién nang mém chira:
Thanh phcm dwac chit: Atorvasta‘un calci tuong u:ng VOl atorvastati\l\:

/;';' .40 PHAE{ \'ﬂ
\1"\‘ \‘)iflﬂ[‘ PHP\M )*

glycerm dung dlCh sorbltol 70% nu'oc tinh khlet titan dioxyd, Vamhn mpagm nipasol,
phAm mau sunset yellow, ethanol 96%.
4. Dang bao ché: Vién nang mém.
M@ ta: Vién nang mém, hinh elip, mau vang nhat.
5. Chi dinh:
- Bénh ting cholesterol toan phin, cholesterol LDL va apolipoprotein B & nhiing bénh
nhan ting cholesterol nguyén phat va roi loan chuyén hoa lipid hdn hop.
- Bénh ting nong do triglycerid huyét twong. Can tuan thi ché do in kiéng dé dat hi¢u qua
tri liéu cao.
- Bénh ting cholesterol mau dang gia dinh dong hop tr ma diéu tri bing cic bién phap ha
lipid khac khi cac liéu phap nay khong dap ng.
- Phong ngura cac bénh tim mach ¢ nguéi lon.
6. Cach dung, lidu dung:
* Cach dung:
- Dung dudng udng. Co thé udng cling véi thirc in hoic khong.
- Can tuan theo ché d¢ in kiéng giam cholesterol trrdc va trong khi diéu tri bang
atorvastatin.
* Liéu dung:
e Nguwoi lon:
Piéu tri ting cholesterol madu:
- Liéu khéi dAu: 10mg/lan/ngdy. C6 thé diéu chinh lidu (néu cin) sau 4 tuin diéu tri.
- Liéu duy tri: 10 - 40mg/ngay. Co thé ting liéu nhung khong qua 80mg/ngay
széng ngira cac bénh tim mach: Liéu khoi diu: 10mg/lan/ngay. C6 thé diéu chinh lidu néu
can.
Tré em trén 10 tudi: 10 mg/lan/ngay. Co thé ting 1én 20 mg/lan/ngay.
Suy gan : Phai than trong khi str dung cho bénh nhan suy gan
Suy thin: Khong can phai thay dbi lidu
Ngwdi cao tudi: Khong cin phai thay doi lidu
Liéu ding khi ding phbi hop véi cac thudc wrc ché protease cua HIV va viém gan
siuvi C (HCV)
- Lopinavir, ritonavir néu can thiét c6 thé dung lidu atorvastatin thap nhét.
- Darunavir, ritonavir, fosamprenavir, saquinavir: Khéng qua 20 mg atorvastatin/ngay.
- Nelfinavir: Khong qua 40 mg atorvastatin/ngay.
7. Chéng chi dinh:
- Man cam vdi atorvastatin va véi bat ky thanh phan nio ciia thudc.
- Tranh str dung atorvastatin véi tipranavir, ritonavir, telaprevir,
- Suy té bao gan, bénh gan tién trién c6 su ting ndng do transaminase huyét thanh kéo dai.
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- Phu nit ¢6 thai, phu nir cho con bii.

- Tré em dudi 10 tuoi.

8. Canh bdo va thiin trong khi dung thudc:
- Truéc khi diéu tri véi atorvastatin phai loai trir cac nguyén nhﬁgm@ lesterol
mau do dai thao duong kém kiém soat thiéu ning giap, hoi ching ‘rf 3

mau, benh gan tic mat, do dung mot s6 thudc khac, nghién ruou.

/_Q.“ ﬂ pHAN "a:.
- Phai tién hanh dinh lwgng cholesterol toan phan cholesterol L \):i of 'Lu][ur}HPIMJl I DL va
trlglycerld

chinh heu luong theo dap rng cla nglml benh véi thude.
- Can tién hanh cac xét nghiém chic ning gan trude khi bit dau diéu tri va theo dinh ky
sau do ¢ ngurdi bénh.

- Céc bénh nhan ting transaminase ALAT hay ASAT cin duoc theo doi cho dén khi giai
quyét dugc cac bat throng, néu ndng do ting 1én 3 1an gidi han trén mirc binh thudng can
phai ngung diéu tri.

- Thén trong khi dung thubc cho ngudi bénh udng nhiéu rugu hodc cé tién s bénh gan.

- Can ngimg hodic chAm dirt diéu tri atorvastatin khi bénh nhan cé céc triéu chirg cip tinh
ning cua bénh co hay véu t6 nguy co din téi phat trién suy thin thir cAp thanh globulin
niéu kich phat (cac bénh nhiém tring cip ning, ha huyét p, dai phau, ton thwong, 16i loan
dién giai, ndi tiét va chuyén hoa niing, dong kinh khong kiém soat dugc).

- Cén theo ddi creatin kinase trudc khi bit ddu diéu tri véi atorvastatin trong cic trudmg
hop suy thin, suy gidp, tién sit 14i loan co bip, tién sit nhiém ddc véi statin, bénh nhan suy
gan, nghién ruwou va nguoi gia (>70 tubi).

- Trong khi diéu tri bénh nhan phai bao cdo kip thdi nhitng con dau co, chudt rit, co thé
mét méi, giam cén, sot.

- Néu c6 nghi ngd bénh nhin méic bénh phdi k& thi nén ngirng dung thudc.

- Than trong khi str dung atorvastatin cung vdi cac thudc rc ché protease cua HIV va viEém
gan siéu vi C (HCV) co thé 1am ting nguy co gay ton thuong co, nghiém trong nhat 1a tiéu
co van, than hir ddn dén suy than va cé thé gy tir vong.

- Canh bdo lién quan dén ta duoc:

+ Dau diu nanh: Thudc c6 chira dau nanh, néu bénh nhan bi di tng voi dau phong hay
d4u nanh thi khong dung thudc nay.

+ Sorbitol: thudc c6 chira sorbitol nén thin trong véi bénh nhin khong dung nap véi
fructose.

+ Thudc co6 chira nipagin, nipasol: C6 thé giy phan rng di (ing.

+ Ethanol: thudc c6 chira mot lwgng nhé ethanol.

9. Str dung thudc cho phu nir ¢6 thai va cho con bu:

An toan ¢ phu nit cd thai va cho con bu chua dugc bao cao nén khong dung cho phu nit co
thai va dang cho con bu.

10. Anh hwéng cia thude 1én kha ning Lii xe, vin hanh miy méc:

It anh hwong 1én kha ning 1ai xe va van hanh may moc.

11. Twong tic, twong ky ciia thudc:

* Twong tic ciia thudc:

- Ting nguy co ton thuong khi sir dung thudc voi cac thude sau: Gemfibrozil, cac thude
ha cholesterol mau nhom fibrat khac, niacin liéu cao (>1 g/ngay), colchicin.

- Tuong tac véi cac thude trc ché protease cia HIV va viém gan siéu vi C (HCV):
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Tipranavir, ritonavir, telaprevir, lopinavir, darunavir, fosamprenavir, saquinavir,
nelfinavir.
- Viém co va tiéu co van hay gip hon & nguoi bénh diéu tri phoi hop atorvastatin véi
cyclosporin, erythromycin, gemfibrozil, itraconazol, ketoconazol hog @
- Tranh dung d6ng thoi atorvastatin véi cic huyén dich antac1d du; ‘(’Qf‘cﬁrQRg v@ng’:g Chll’a
magnesi, alumi hydroxyd va cholestyramin do lam giam nong do fa’i rvaﬁ&tqutroﬂg 1wy ét
tuong. \ L\ oude PHAM [
- Nong do atorvastatin trong huyét tuong s& ting 1én khi dung @qng ,ﬂgov ;\Wcrl,, @‘
erythromycin hodc clarithromicin. & D
- Than trong khi ding dong thoi atorvastatin voi cac thudc ngira—t
norethindron, ethinyl estradiol s¢ lam ting tic dung cua norethindron, ethinyl estradiol.
* Twong ky cita thubc:
Do khong co cdc nghién ctru vé tinh trong ky ciia thudc, khdng tron 14n thudc nay véi cac
thuoc khac.
12. Téc dung khéng mong mudn cia thude:
T4c dung khong mong mubn thodng qua (khodng 1% bénh nhin). Dung atorvastatin cé thé
o cac biéu hién sau:
- Tiéu héa: tdo bon, dﬁy hoti, kho tiéu, dau bung, non, ti€u chay.
- Suy nhugc, nhic dau, mat ngi.
- R4t hiém bi dau co, nhuoc co, véu stc.
- TAng men gan, ting ham lugng creatinin phosphokinase huyét twong.
Thwong gdp, ADR > 1/100:
Than kinh trung wong: Pau diu
Hé co, xvong khdép: Pau co, dau khdp, dau & chi, co thit co, sung khép, dau lung,
Hb hap: Viém miii, hong
Tiéu héa: Budn ndn, non, dau thuong vi, diy hoi, khé tiéu ia chay.
Hé théng mién dich: Phan tng di tng
Mau: Ting duong huyét, ting HbAlc
It gap, 1/1000 < ADR < 1/100:
Toan than: m¢t moi, suy nhuge, dau nguc, mét moi, sot.
H¢ théng mién dich: Phat ban, may day, phu mach, ban xuat huyét, co thit phé quan, soc
phan v¢.
Hé co, xrong khép: DPau c6, moi co.
Hb hap: Ri loan hd hap, kho tho.
Tiéu hoa: Non, dau bung, ¢ hoi, viém tuy
Gan mat: Viém gan
Than kinh trung wong: Chéng mit hoa mét, dau dau, chimg di cam, mat tri nhé, 1a 1an,
giam khiru gidc va/hodc vi gidc, c6 con 4 mong va mit ngu.
Ting cac vi khuin khang thudc, bdi nhiém.
Mau: Ha dudng huyét, ting can, biéng in.
Mit: Mo mit
Hiém gdp, 1/10000 < ADR < 1/1000
Gan: Ting enzym gan trong huyét thanh. Viém gan (r mat, tri¢u chirng viém tuy
H¢ co, xwong khép: Viém co, tiéu co van
Méu va hé bach huyét: Giam tiéu ciu
Thin kinh trung wong: Bénh thin kinh ngoai bién
Mit: Réi loan thi giac
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Tai: U tai
Da: Phu, viém da héng ban, hoi chirng Steven-Johnson, hoai tir biéu bi.
Rit hiém gdp, ADR < 1/10000
Hé thong mién dich: Soc phan vé
Tai: Diéc

Gan mat: Suy gan

13. Qua lléu va cach xu’ trl

| cOPHAN =
D PHAM )*
Chay \; "r )
- Cdch xik tri: Khong c6 thudc diéu tri ddc hi¢u cho bénh nhan dung \a;;i.’lu aforvastatin.
Trong trudng hop qua lidu, bénh nhin can dwoc diéu tri triéu chirng, va dung cac bién
phép hd tro cin thiét khac dé duy tri cic chirc ning song. Do phan 16n thudc gin véi
protein huyét twong nén thAm tich mau hiu nhwr khong lam ting thii trir atorvastatin ra
khoi co the.

14. Pac tinh dwgc lyc hoc:

Nhém duoce ly: Thude chong ting lipid huyét (nhém irc ché HMG-CoA reductase).

Ma ATC: CI0AA05

- Atorvastatin 14 chét @c ché chon loc va canh tranh men khir HMG-CoA. tic ché qua trinh
chuyén hoa 3-hydroxy-3-methyl-glutaryl-coenzym A thanh mevalonat, mot tién chit cua
cac sterol, bao gdm ca cholesterol. Cholesterol va triglycerid luu thong trong dong mau
dudi dang cac phin tir lipoprotein. Nhitng phan tir nay chia ra thanh lipoprotein trong
lwgng phan tr cao (HDL), lipoprotein trong lugng phan tir trung binh (IDL), lipoprotein
trong lwong phan tir thip (LDL) va lipoprotein trong lwong phin tir rat thip (VLDL).
Triglyceride va cholesterol két hop lai thanh VLDL & gan. Tir gan chung duoc giai phong
vao huyét twong dé di t6i cdc méd ngoai vi. LDL duoc hinh thanh tr VLDL va duogc thoai
héa chii yéu qua cic receptor LDL. Cé4c nghién ciru 1am sang va bénh hoc di chi ra ring
ting nong do cholesterol toan phan, LDL cholesterol va apolipoprotein B (apo B) trong
mau lam ting qua trinh xo vita dong mach ¢ ngudi va ting cac yéu t0 nguy co giy bénh
tim mach, trong khi ting HDL cholesterol lam giam nguy co mic bénh tim mach.

- Atorvastatin 1am gidm cholesterol toan phin, LDL cholesterol va apoprotein B ¢ nhing
bénh nhin ting cholesterol mau gia dinh dong hop tir va di hop tr, ting cholesterol mau
nguyén phat va ting lipid mau hon hop. Né ciing lam giam VLDL cholesterol va
triglyceride va lam ting HDL cholesterol va apolipoprotein A-1. Atorvastatin lam giam
cholesterol toan phin, LDL cholesterol, VLDL cholesterol, apo B, triglyceride va nhiing
cholesterol khong phai HDL va ting HDL cholesterol ¢ nhitng bénh nhan tang triglycerid
mau don thuin. N6 lam giam lwong cholesterol ti trong trung binh (IDL cholesterol) ¢
nhitng bénh nhan r6i loan chuyén héa lipoprotein mau. Hiéu qua cua atorvastatin trén ti 18
ttr vong va bién cb tim mach van chua duoc thiét 1ap.

15. Pic tinh dwgc dong hoc:

- Hap thu; Atorvastatin hip thu nhanh sau khi udng, ndng do tdi da trong huyét twong dat
dugc sau 1 dén 2 gid. Mirc do hép thu atorvastatin ting twong (rng v6i lidu dung. Sinh kha
dung ciia atorvastatin khoang 12% va sinh kha dung cua chat c6 hoat tinh ¢tc ché men khur
HMG-CoA khoang 30%.

- Phan bd: Thé tich phan bd cua atorvastatin khoang 381 lit. Hon 98% atorvastatin gin vdi
protein huyét twong. Dya vdo nhitng quan sit trén chudt, atorvastatin c6 thé bai tiét vao
sita.
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- Chuyén héa: Atorvastatin chuyén héa chu véu thanh din xuat hydroxyl héa tai vi tri
ortho va para va cac san pham oxid hoa tai vi tri beta.
- Thai trur: Atowastatin va chat chuyen hoa cua no duoc thai trie chu yeu vao mat sau qua

iu?ng Al%‘m ipa,aﬁ" b
cua hoat dong trc che men khu HMG- CoA khoang 20 dén 30 glofd(‘ carﬂum,{chun

hoat tinh cao hon ¢ ngum 16n khoe manh. \\ T
- Tré em: B¢ thanh thai twong (¢ nhurr ¢ nguoi 16n thu nhoé theo trong lu:E?n Sothe.
- Nong do atorvastatin trong huyét twong va cac chit chuyén hoa co hoat tinh & phu nit
khéc véi nam gidi. Cmax & nit cao hon nam khoang 20% va AUC & nit lai thap hon
khoang 10%.
- Bénh nhan suy than: Durgc dong hoc khong thay doi & ngudi 16n khoe manh.
- Bénh nhan suy gan: Nong do atorvastatin trong huyét tuong va cac chit chuyén hoa co
hoat tinh cao hon ddng k& & ngudi 16n khoe manh.
16. Quy cach dong goi:
Hop 10 vi x 10 vién nang mém, kém theo t& huéng din sir dung thube.
17. Piéu kién bao quain, han ding, titu chuin chit lwgng cia thudc:
- Piéu kién bao quan: Noi kho, nhiét do dudi 30°C.
- Han dung: 24 thang ké tir ngdy san xuit. Khéng dwoc diing thudce di qui han ding.
- Tiéu chuan chit lwong cia thude: TCCS.
18. Tén, dja chi ciia co s¢ sin xudt thudc:
Tén co sé sin xuit: CONG TY CO PHAN DUQC PHAM HA TAY
Dia chi: T6 dan pho s6 4, P. La Khé, Q. Ha Pong, TP. Ha Noi
DT: 024.33522203 FAX:024.33522203
DT: 024.33824685 FAX:024.33829054
Hotline: 024.33522525
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