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Atorvastatin Tablets 20 mg

HETERO

Rx - Thube bén theo don

Each Film - Coated tablet contains
Atorvastatin calcium trihydrate
equivalent to Atorvastatin 20mg.
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Store below 30°C and protect
from moisture.
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Keep out of reach of children.

Carton Size : 136 X 28 X 78 mm
Carton Type : Side Open

Dosage: As directed by physician.

“Hypolip-zo0

Atorvastatin Tablets 20 mg

3x10 Tablets

Hop 3 vix 10 vién

Eypolip-20
Mdi vién nén bao phim chitra atorvastatin calci tnhydrat tuphg duong
atorvastatin 20mg. Chi dinh, cach dung, chong chi dinh va céc th 5
din sir dung kem theo. Doc ky Hu'é'ng din sir dung truée kh
do dudi 30°C, tranh 4m. Dé thude xa tim tay tré em.

: Xem Hudng

Refer Product insert for more
information.

Batch No./S6 16 SX:
Mfg.Date/NSX: dd/mm/yyyy
Exp.Date/HD: dd/mm/yyyy
Vn Reg.No./So DK:

Mfg. Lic. No.: 50/MN/AP/2009/F/G

Doanh nghiép nhép khéu:

Manufatured by/San xuét tai An-do boi:
HETERO LABS LIMITED

Unit V, Sy.N0.439,440,4418458, TSIIC
Formulation SEZ, Polepally Village,
Jadcherla Mandal,Mahaboobnagar District,

Telangana, India.

3x10 Tablets

Board Spec. : 300 GSM Peral Graphic Board with Aqueous Varnish coating

No.of colours : 4 Colours CMYK
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(Vién nén atorvastatin 10/20mg)
HUONG DAN SU DUNG
Doc k§ hwéng din sir dung trude khi ding. Néu cian thém thong tin, xin héi y kién bac sy.
Thudc ban theo don

Thanh phan:

M3i vién nén bao phim chita: atorvastatin calci trihydrat twong duong atorvastatin 10mg/20mg.

T4 dwoc: cellulose vi tinh thé, calci carbonat, lactoza monohydrat, natri croscarmellose, polysorbat
80, hydroxypropy! cellulose, magnesi stearate, Opadry tring YS-1-7040 .

Mo ta: Atorvastatin calci 1 chét tong hop lam giam lipid. Atorvastatin calci 1a [R-(R*,R¥)]-2-(4-
fluorophenyl)-b,d-dihydroxy-5-(1-methylethyl)-3-phenyl-4(phenylamino)carbonyl]-IH-pyrrol-1-
heptanoic acid, muoi calci (2:1) trihydrat.

Cong thirc tdng quat cua atorvastatin calci 1a (C33H34FN,05)2Ca*3H,0 va phan tir lugng 1a 1209,42.
Duwgc ly hoc:

Co ché tac dung:

Atorvastatin 1a chat canh tranh, ¢ ché c6 chon loc HMG-CoA reductase, 1a enzym chuyén déi ;3
hydroxy-3-methylglutaryl-coenzym A thanh mevalonat, ti¢n chét cta sterol, bao gom ca cholesterol.
Cholesterol va triglycerid luu thong trong mau nhu mdt phan cua céc phirc hop lipoprotein. Bang siéu
ly tdm, céac phirc hop nay bi phan tach thanh HDL (lipoprotein ty trong cao), IDL (lipoprotein ty
trong trung binh), LDL (lipoprotein ty trong thdp), VLDL (lipoprotein ty trong cuc thap). Trigylcerid
(TG) va cholesterol trong gan hogp nhit véi VLDL va dugc giai hoa chu yéu thong qua thu thé LDL
¢6 di luc cao. Cac nghién ciru 1dm sang va bénh hoc chimg to su ting cao trong huyét twong mic
cholesterol toan phan (total C), LDL- -cholesterol (LDL-C) va apolipoprotein B (apo B) gay nén xo
cling dong mach ¢ nguoi va la cac yéu td nguy co tao ra bénh tim mach, trong khi d6 sy ting mirc
HDL-C lai lién quan dén su giam nguy co bénh tim mach.

Duge lwe hoc:

Atorvastatin cling nhu vai chat chuyén hoa ctia no déu co tac dung duoc 1y trong co thé. Gan 14 vi tri
tac dung dau tién va 1a vi tri chinh cia su tong hop cholesterol va thanh thai LDL. Liéu ding cla
thudc ¢ lién quan t6t hon dén sy giam LDL-C hon la ndng do thude trong co thé. Liéu dung cho
tirng ¢4 nhén can cén cur vao su dap g cua viéc diéu tri.

Dugc dong hoc va sy chuyen hoa:

Hép thu: Atorvastatin duoc hap thu nhanh sau khi uong,, nong do toi dacfxgn huyét twong xuét hién
trong vong | dén 2 gio. Pham vi hap thu ting theo ty 1¢ liéu diing atorvast

Phén bb: 98% atorvastatin gin vao protein huyét tuong. Ty 1¢ gitra méu va huyét tvong xdp xi 0,25%
chimg to thudc xam nhap it vao hong cau.

Chuyen ho4: Atorvastatin bi chuyén hod manh thanh dan chat ortho va parahydroxy va nhiéu san
phim beta oxy hod. In vitro sy (ic ché HMG-CoA reductase boi cac chit chuyén hoéa ortho va
parahydroxy hod ciing tuong duong su trc ché bai atorvastatin.

Thai trir: Atorvastatin va céc chuyén hoa cta né dugc thai trir cha yéu ¢ mat theo sy chuyén hoa
trong gan hodc ngoai gan; tuy nhién thudc khong xudt hién trong sy tai tuan hoan ctia gan-rudt. Su
thai trir trung binh m{t nura trong huyét tuong cta atorvastatin trong co thé nguoi xap xi 14 gio,
nhung hién tuong giam mot nira sy rc ché hoat dong cia HMG-CoA reductase 1a 20 dén 30 gio do
su gop phan cua cac chat chuyen ho4 ¢6 tac dung cua nd. Dudi 2% lidu atorvastatin dugc tim thay
trong nudc tiéu sau khi udng thudc.

Chi dinh:
Atorvastatin dugc chi dinh lam thude phu trg cho ché do #n kiéng dé lam giam sy ting cao mirc

cholesterol toan phan, lipoprotein ty trong thdp-cholesterol, apo B, murc trigylcerid & nhiing bénh
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nhén ting cholesterol huyét nguyén phét (di hop tir cing ho va khac hg) va bénh nhan bj ching roi
loan hdn hgp m& trong méu (Fredrickson typ Ila va IIb).

Atorvastatin duoc chi dinh lam thudc phu trg cho ché do an kiéng dé diéu tri nhitng bénh nhan c6
mic trigylcerid trong huyét thanh tang cao (Fredrickson typ 1V).

Atorvastatin dugc chi dinh trong diéu tri nhiing bénh nhén roi loan betallpoplotem huyét nguyén phat
(Fredrickson typ I11) ma ché d¢ an kiéng khong giai quyét dugc triét dé.

Atorvastatin ciing duoc chi dinh dé lam giam cholesterol toan phan va lipoprotein ty trong thap-
cholesterol & nhiing bénh nhan tang cholesterol huyét ddng hop tir ciing ho va 1a thude phu trg trong
céc liéu phap giam lipid khac (thi du mang xo vira dong mach lipoprotein ty trong thp) hodc khi
nhing li¢u phap nay khong dat hi¢u qua.

Liéu dung:

Lleu khoi dau dugce khuyén cdo 1a 10 mg ngay | 1an. Néu can thiét co thé diéu chinh lidu theo nhu
cau va dap Ung cha tung bénh nhén bang, cach tang lidu timg dot cach nhau khong dudi bon tudn.
Gi6i han lidu dung 1a 10 - 80 mg ngay 1 lan.

Cach dung:

Atorvastatin c6 thé dung doc nhét ngay 1 1an vao bét ky lic nao, ngoax hodc trong bira an. Liéu phap
cho tirng ¢4 nhan ¢6 thé khac nhau tuy theo muc dich va két qua diéu tri. Sau khi khoi dau va/hodc
cdn cir vao viée dinh lugng atorvastatin, phai phan tich muc lipid trong vong 2 dén 4 tuan dé diéu
chinh liéu dung cho pht hop.

Twong tac thude:

Viée str dung déng thoi atorvastatin véi gemfibrozil, cac thudc ha cholesterol mau nhom fibrat khéc,
niacin liéu cao (>1g/ngdy) va colchicin lam ting nguy co ton thuong co.

Viée st dung dong thoi cac thude ha lipid mau nhom statin véi cac thude diéu tri HIV va viém gan
siéu vi C (HCV) ¢6 thé 1am ting nguy co gdy ton thuong co, nghiém trong nhét 1a tiéu co van, than
hu din dén suy-than va cé thé gay tir vong.

Tranh st dung atogvastatin voi tipranavir+ritonavir va telaprevir.

Néu sir dung atorvastatin dong thoi v6i lopinavir+ritonavir thi phai than trong va néu can thiét nén
dung liéu ator i thap nhat.

Khéng dung ¢ 20mg atorvastatin/ngdy khi si ding dong thoi véi cac thude sau:
darunavir+ritonavir; fosamprenavir; fosamprenavir+ritonavir; saquinavir+ritonavir.

Khong dung quéa 40mg atorvastatin/ngay khi st ding dong thoi voi nelfinavir.

Nguy co xay ra bénh co khi diéu trj béng céc loai thude khac ciing loai nay bi tang 1én ngay khi ding
cung lac vai cyclosporin, cac dan chat ctia acid fibric, niacin (acid nicotinic), crythromycin, cac azol
chdng nam.

Viéc dung cung véi céc thude tc ché enzym CYP3A4 c6 thé lam tang ndng do cua atorvastatin trong
huyét tuong dan dén ting nguy co bénh co va tiéu co. Khi dung phdi hop véi amiodaron, khong nén
dung qua 20mg/ngay vi lam tdng nguy co gdy ra ching tiéu co van. Péi véi nhiing bénh nhan phai
dung lidu trén 20mg/ngdy mdi ¢6 hiéu qua diéu tri, bac sT c6 thé lua chon thudc statin khac (nhu
pravastatm)

Cac chat khang acid: Khi dung atorvastatin cung lic véi cac chat khang acid, ndng d¢ atorvastatin
trong huyét twong giam khoang 35%. Tuy nhién sy gidam LDL-C khong bi anh hudng.

Antipyrin: Vi atorvastatin khong anh hudng téi dugc dong hoc cia antipyrin, tuong tac vdi cac thube
khéc bi chuyén hoé qua cung loai i isozym cytochrom khong xdy ra.

Colestlpol Khi dung colestipol cling ltic véi atorvastatin , nong do trong huyét tuong cua atorvastatin
giam khoang 25%. Tuy nhién muac giam LDL-C lai ting hon khi dung atorvastatin cung vdéi
colestipol so vdi khi dung riéng ré tirng thr thude.

Cimetidin: Khi dung cung liic cimetidin véi atorvastatin, ndng do atorvastatin trong huyét tuong va
muc giam LDL-C khong bi anh huéng.




Digoxin: Khi diing nhiéu liéu atorvastatin va digoxin ctng liic v6i nhau, nong do trong huyét tuong
ctia digoxin & trang thai bén viing tang 1én khoang 20%. Bénh nhan dung digoxin can dugc theo di
mot cach thich hop.

Erythromycin: & ngudi khoé manh, khi dung atorvastatin cling véi erythromycin, mot chat tc ché da
biét cia cytochrom P.4503A4, ndng do trong huyét tuong cua atorvastatin tang khoang 40%.

Thudc udng tranh thai: Dung atorvastatin ciing lic véi thude ubng tranh thai lam tang tri s6 AUC
(dién tich dudi duong cong) ctia norethindron va ethinyl estradiol khoang 30% va 20%. Hién tugng
nay can dugc quan tim khi chon thudc tranh thai cho ngudi phu nir dang dung atorvastatin.

Warfarin: atorvastatin khong c6 tic dong lam sang dang ké dén thoi gian prothrombin khi dung cho
nhirng bénh nhan ding thuong xuyén warfarin.

Tac dung khong mong mudn:

T co s¢ dit liéu thir nghiém ldm sang dbi chirg gia dugc véi atorvastatin trén 16.066 bénh nhéan
(8.755 bénh nhan dung atorvastatin va 7311 bénh nhén dung gia duoc) diéu tri trong khoang thoi gian
trung binh 1a 53 tuan, 5,2% bénh nhan dung atorvastatin phai ngung st dung thude do gap phai cac
phan (g bat lgi trong khi d6 s bénh nhan nay & nhém gia duoc chi chiém 4,0%.

Dua trén cac dir liéu tir nghién ctru lam sang cling nhu bdo cdo héu luu hanh san pham, bang thong
tin dudi day s& trinh bay vé nhiing tac dung khong mong mudn cua thude atorvastatin. Tan suét xay
ra cac phan ing dugc quy dinh nhu sau: phd bién (> 1/100, < 1/10), khong phd bién (> 1/1.000, <
1/100), hiém (> 1/10.000, < 1/1.000); rat hiém (< 1/10.000), chua rd (chua udc tinh dugce tir cac dir
liéu hién co).

Nhiém triing va nhim ky sinh tring: Phd bién: viém mii hong.

R&i loan méau va bach huyét: Hiém: giam tiéu ciu.

R&i loan hé mién dich: Phd bién: phan Grng di ing; Rét hiém: sbc phan vé.

R&i loan chuyén hoéa va dinh dudng: Phé bién: ting dudng huyét; Khong phd bién: ha duong huyét,
tang can, chan an,.

R&i loan tim than: Khong phé bién: gdp dc mong, mat ngu.

R&i loan hé than kinh: Pho bién: dau déu; Khong phd bién: chéng mat, mét cam giac, budn ngu, rdi
loan tam than; Hiém: bénh ly than kinh ngoai vi.

R&i loan thi luc: Khong phd bién: thi luc mo; Hiém: rdi loan thi giac.

R&i loan tai va tai trong: Khong phd bién: u tai; Rat hiém: mét thinh giac.

R&i loan ho hép, 10ng nguc va trung thit: Phd bién: dau thit vom hong, chimg dau thét nguec.

R&i loan tiéu hoa: Ph bién: tio bon, day hoi, ching kho tiéu, budn non, tiéu chay; Khong phd bién:
non mura, dau bung trén va dudi, chdy mau, viém tuy.
Réi loan chirc nang gan: Khong phd bién: viém gan; Hiém: chimg & mat; Rét hig gan.

R&i loan da va md dudi da: Khong phd bién: néi may day, phat ban, ngira, rt 6c; Hiém: viém
khép, viém da miii bao gdm hdng ban da dang, hoi ching Stevens-Johnson va hoai tir thugng bi
nhiém doc.

Réi loan co xwong khép va mo lién két: Phd bién: dau co, dau khép, dau tay chan, co thit co, sung
khép, dau lung; Khong phé bién: dau ¢d, moi co; Hiém: chiing dau co, viém co, ti€éu co van, thoai
hoa gan, doi khi trdm trong hon nhu dit day ching.

R&i loan vii va hé sinh san: R4t hiém: nir hoa tuyén va (rdi loan phat trién tuyén v & nam).

R&i loan chung va tinh trang tai vi tri didu tri: Khéng phd bién: mét moi, suy nhugc, dau nguc, phu
ngoai bién, sot huyét.

Két qua xét nghiém: Phd bién: x€t nghiém chirc nang gan bat thuong, ndng do creatin kinase trong
mau tdng lén; Khong phd bién: té bao bach cau duong tinh.

Ciing nhu céc chat tc ché HMG-CoA reductase khac, tang transaminase huyét thanh da dugc ghi
nhén ¢ nhung bénh nhan dung atorvastatin. Nhiing thay déi nay thuong nhe, thoang qua, va khong
can phai gidn doan diéu tri. Tinh trang nong do transaminase ting nghiém trong vé mdt lam sang (>3
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lan so v&i gidi han binh thudong) xay ra & 0,8% bénh nhan dung atorvastatin. Nhiing chi sO ting cao
nay ¢6 lién quan dén liéu lugng va co thé hoi phuc & tat ca bénh nhan.

Nong do creatin kinase (CK) trong huyét thanh ting gap 3 1an so véi binh thudng xay ra ¢ 2,5% bénh
nhan dung atorvastatin, tuong tu nhu cac chit tc ché HMG-CoA reductase khéc trong céc thir
nghiém lam sang. Muc do tang trén 10 1an so v6i binh thudng xay ra ¢ 0,4% bénh nhan diéu tri véi
atorvastatin.

Bénh nhan nhi:

Co s¢ dir liéu 1am sang vé tinh an toan thude bao gdm thong tin vé tinh an toan ctia thude doi véi 249
bénh nhan nhi stir dung thudc atorvastatin, trong d6 cd 7 bénh nhan dudi 6 tudi, 14 bénh nhén trong
do tudi tir 6 dén 9 tudi, va 228 bénh nhan tir 10 dén 17 tudi.

R&i loan hé than kinh: Phé bién: dau dau.

R&i loan tiéu héa: Phd bién: dau bung bat thuong.

Két qua xét nghiém: Phd bién: ndng do alanin aminotransferase, creatin phospho kinat trong méu
tang.

Dua vao cac dir lidu co so, tin sudt, the loai va mirc do cuia céc tac dung khong mong mudn & cac
bénh nhan nhi dugc du doan ciing glong nhu xay ra trén bénh nhan trudng thanh. Hién tai, chua c6
du dir liéu vé tinh an toan khi dung y thude dai han & cac bénh nhan nhi.

Nhing tac dung khong mong mudn sau day cting da dugc ghi nhan & mot s6 bénh nhan khi sir dung
mot so thude nhém statin: rdi loan chiic nang tinh duc, tram cam, nhitng trudng hop déc biét cia
bénh phdi k&, dac biét pha didu tri lau dai, dai thao dudng (tan sudt bénh phu thudc vao viée ¢ hay
khong co cac yéu t6 nguy co nhu dudng huyét luc d6i > 5,6 mmol /L, BMI> 30 kg /m2, ting
triglycerid, tién sir cao huyét dp), ting HbAlc.

P ¢6 cac bao cao vé trudong hop hiém gap cta bénh hoai tir co qua mién dich trung gian ¢6 lién quan
vai viée su dung statin. Tinh trang suy giam nhan thac lién quan dén viéc str dung statin ciing da
duoc ghi nhan tir cac bao cao sau khi phan phéi thude trén thi truong (nhu giam tri nhd, hay quén,
mat tri nhé, 'suy giam tri nhé, 10 1an). Tat ca cac van dé vé nhan thirc nay da dugc béo cdo déu c6 lién
quan téi viéc Sir dung céc thudce statin. Céc tinh trang nay dugc ghi nhan nhin chung khong nghiém
trong va tinh trang ctia bénh nhan s& tré lai binh thudng sau khi ngung dung thude, véi thoi gian khoi
phat céc tri ng khéc nhau (tir 1 ngay dén nhiéu ndm) va thdi gian phuc hoi triéu chimg khac
nhau (trung a 3 tuan).

Thong bio cho béc sy bét cir phan tng khong mong mudn nao khi dung thudc.

Chéng chi dinh:

Qua man cam véi bat ki thanh phan nao cua thude.

Phu nir ¢6 thai, cho con bu.

Bénh gan hodc sy tang dai ding transaminase huyét thanh khong rd nguyén cin.

Phu nir ¢6 thai va cho con bu:

Cholesterol va cac san pham khac cua su téng hop sinh hoc cholesterol la thanh phan thiét yeu cho su
phat trién ctia bao thai, bao g,om su tdng hop céc steroid va mang té bao. Vinhiing y cht trc ché HMG-
CoA reductase lam giam su tong hop cholesterol va c6 thé giam ca sur tong hop cac chét c¢6 tac dung
sinh hoc xuét x(r tir cholesterol, nhiing chat tc ché nay co thé gay hai cho thai nhi khi ding cho phu
nir ¢6 thai. Do d6 phai chng chi dinh cac chét trc ché HMG-CoA reductase cho phu nir ¢6 thai va
phu nit dang thoi ki cho con ba. Chi dugc dung cho phuy ni dang ¢ do tudi sinh dé khi nhimng bénh
nhan nay that sy khong mudn c6 thai va da duoc thong bao vé kha nang nguy co. Néu bénh nhan c6

thai trong thoi gian dung thude, phai nging thude ngay va phai thong bdo cho bénh nhan vé nguy co
d6i véi thai nhi.

Théan trong:
Truéce khi bat dau liéu phép atorvastatin, cin thuc hién viéc han ché hién tugng ting cholesterol huyet
bang ché do an kiéng thich hop, bang thé duc, bing giam trong lugng & bénh nhan béo phi, va diéu tri




bang céc bién phap y té co ban khéc. Khuyén cdo nén lam xét nghiém enzym gan trude khi bat dau
diéu tri bang atorvastatin va trong truong hop chi dinh 1am sang yéu cau xét nghiém sau do.

Can nhéc theo di creatin kinase (CK) trong cac truong hop:

Trude khi diéu tri, xét nghiém CK nén duoc tién hanh trong nhiing trudng hop: suy giam chirc néng
than, nhuoc giap, tién sir ban than hodc tién st gia dinh méc bénh co di truyen tién sir bi bénh co do
str dung statin hodc fibrat trude do, tién sir bénh gan va/hodc udng nhidu ruou, bénh nhan cao tudi
(>70 tudi) c6 nhiing nguy co bi tiéu co van, kha nang xay ra tuong tac thubc va mot sb ddi tuong
bénh nhan dic biét bénh nhan bi bénh thiéu ning tuyen giap khong duoc kiém soat, bénh nhan bi
bénh than. Trong nhitng trudng hop nay nén cin nhic lgi ich/nguy co va theo dai bénh nhan trén 1am
sang khi diéu tri bang statin. Néu két qua xét nghiém CK>5 1an giéi han trén ctia mirc binh thudng,
khong nén bt dau diéu trj bing statin.

Trong qua trinh didu tri bing statin, bénh nhén can thong bdo khi c6 cac biéu hién vé co nhu dau co,
cling co, yéu co ... Khi cé cic biéu hién nay, bénh nhan can lam xét nghiém CK dé co céc bién phap
can thiép phu hop Cén theo ddi chat ch& cac tac dung khong mong mudn trong qué trinh dung thudc.
Téc dong cia thudc khi lai xe va vin hanh may méc:

Thude khéng anh huong dén kha ning l4i xe va van hanh may méc.

Qua lidu:

Khong c6 cach diéu tri dic biét khi qué I1eu atorvastatin. Khi xay ra qua lidu, phai diéu tri triéu
chimg, va thuc hién cac bién phdp hd trg can thiét. Do atorvastatin gin nhiéu vao protein huyét
twong, thim tach mau khong cé hiéu qua déng ké trong viéc thai trir atorvastatin.
Bio quin: Bao quan noi kho réo, nhiét do dudi 30°C. Pé thube ngoai tim tay gr
Han st dung: 24 thang ké tir ngay san xudt. Khong dung thude da hét han sir ding
Trinh bay: Hop dung 3 vi, moi vi 10 vién.

Tiéu chuin: Tleu chuén co s¢ san xudt.

Nha sin xudt: HETERO LABS LIMITED, Unit-V, Sy.No.439,440,441&458, TSIIC Formulation
SEZ , Polepally Village, Jadcherla Mandal, Mahaboobnagar district, Telangana, An-do.
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HUONG DAN SU DUNG DANH CHO BENH NHAN

Thudc atorvastatinl0 mg dang vién nén

Thudc atorvastatin 20 mg dang vién nén

Poc ky cdc thong tin quan trong trong to hwéng din sir dung trwéc khi bit diu dung thude.
Vui 1ong gift t& hudng dan str dung thude va doc lai trude khi dung thude hodc khi can thiét.

Néu can thém thong tin, xin hoi y kién béac s§ hoac dugc si.

Thudc ban theo don. Khong tu y trao ddi don thude cho nguoi khéc. Viée sir dung thude khong
theo dung don thube c6 thé gay hai cho ngudi khéc, ké ca khi ho ¢6 cing ddu hiéu bénh.

Cén thong bdo ngay cho béc si hodc duogc si néu gip phai bit ky tic dung khéng mong mudn
ndo, bao gdm ca cac tac dung khong mong mudn khong duoc liét ké trong to hudéng dan sir
dung nay. Xem muc 4.

Cic thong tin cin biét ¢6 trong to hwong din sir dung nay:

—

. Thudc atorvastatin dang vién nén la gi va cong dung cta nd
. Thong tin can biét trude khi sir dung thudc atorvastatin dang vién nén

. Cach str dung thudc atorvastatin dang vién nén

2

3

4. Téc dung khong mong mudn c6 thé gap phai

5. Céch bao quan thude atorvastatin dang vién nén
6

. Thong tin bao bi va san pham

l. Thuoc atorvastatin dang vién nén la gi va cong dung ctia no
Thudc atorvastatin dang vién nén thudc nhéom céc thuoc statin c6 uhg diéu chinh lipid (chat
béo).

Lipitor dugc st dung dé ha céc chét béo trong mau duge biét dén nhu cholesterol va triglycerid
sau khi da ap dung ché do an it chét béo va thay doi thoi quen sng nhung khong c6 higu qua. Néu
bénh nhan ¢6 nguy co méc bénh tim, thudc atorvastatin dang vién nén ciing c6 thé dugc sir dung
dé giam nguy co nay ngay ca khi ndng do cholesterol ctia bénh nhan ¢ muc binh thuong. Bénh
nhén can duy tri ché d¢ in tiéu chuén it cholesterol trong qué trinh diéu tri.

2 Thong tin cin biét trude khi sit dung thude atorvastatin dang vién nén

Khong dugc sir dung thudc atorvastatin dang vién nén

Néu bénh nhén di ing véi atorvastatin hodc véi bat ky loai thube tuong tu duge su dung dé ha
lipid mau hodc voi bét ky thanh phan nao khic cta thube (duoc liét ké trong muc 6).

Néu bénh nhan c6 hodc da tirmg bi bénh anh hudng dén gan.

Néu bénh nhan c6 két qua xét nghiém méu bat thuong khong r3 nguyén nhén o chirc ndng gan.
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Néu bénh nhan 1a phu nir ¢6 thé mang thai va khong st dung bt ky bién phéap tranh thai an toan
nao.

Néu bénh nhan dang mang thai hodc dang c6 ké hoach mang thai.

Néu bénh nhan dang cho con bu.

Canh bao va than trong

Thong bao véi bac si, duge si hodc y ta trude khi st dung thude atorvastatin dang vién nén. Sau
day 1a nhiing ly do tai sao thudc atorvastatin c6 thé khong phut hop véi ban:

néu bénh nhan da tung bi dot quy trude dé c6 mau chay vao ndo, hodc cé tui chat long tu

trong ndo tu nhitng dot dot quy trude do.
- néu bénh nhan co bénh than.
- néu bénh nhan ¢6 tuyén giap kém hoat dong (suy chtic ning tuyén giap)
- néu bénh nhan da tung bi dau hodc dau co nhiéu 1an hodc khong rd nguyén do, tién st ca
nhan hodc tién sir gia dinh ¢6 céc van dé co bap.
- néu bénh nhén da ting gap phai cac van dé co bip trude do trong qua trinh diéu tri voi cac
thudc ha lipid khéc (nhu cac thudc nhom statin hodc nhom fibrat khéc).
- néu bénh nhan nghién ruou.
- néu bénh nhan c6 tién sir bénh gan.
- néu bénh nhan trén 70 tudi.
Tham khio y kién bac si hodc dwoe si trude khi siv dung thudc atorvastatin dang vién nén
- néu bénh nhan bj suy ho hép nang.
Néu bénh nhan thuéc mét trong nhiing truong hop néu trén, béac sT s& yéu cau thuc hién xét
nghiém mdu truds va co thé ca trong qué trinh diéu tri voi thude atorvastatin dang vién nén dé du

doan nguy co ai tac dung khong mong muon lién quan dén co bap. Nguy co gap phai tac

dung khong mongqmuén lién quan dén co bap nhu hoi chung tiéu co van dugc ghi nhan tang lén
khi str dung dong thoi mot sé loai thude (xem muc “Thude atorvastatin dang vién nén va cic
thudc khac”).

Bénh nhan can thong bao véi bac si hodc duge si néu bénh nhan c¢é tinh trang yéu co lién tuc.
Bénh nhan c6 thé can thuc hién thém mot sd xét nghiém va st dung thudc dé chan doén va didu
tri tinh trang nay.

Trong qué trinh str dung thude, béc si sé theo ddi chit ché néu bénh nhan bi tiéu duong hodc co
nguy co bi tiéu duong. Bénh nhan c6 nguy co bi tiéu duong néu bénh nhan cé luong duong va
chat béo trong mau cao, bénh nhan bi thira c&n va cao huyét 4p.

Thubc atorvastatin dang vién nén va cdc thudc khac

Thong bao voi béac st hoac duoc si néu bénh nhan dang su dung, str dung gén day hodc ¢ thé s&

str dung cdc loai thuoe khic. C6 mot so loai thube cé thé lam thay déi tac dung cua thude



atorvastatin dang vién nén hoic tac dung cta nhing thudc khéc nay cé thé bi thay doi do thude
atorvastatin dang vién nén gdy ra. Su twong tac nay c6 thé lam giam tic dung cia mot hodc ca hai
loai thudc. Ngoai ra nd co thé lam ting nguy co hodc miic dd nghiém trong cla cac tac dung
khong mong mudn, bao gdm ca tinh trang teo co con duge biét dén nhu hoi chimg tiéu co van da
dugc miéu ta trong muc 4:

- Céc loai thube duge su dung dé thay d6i hoat dong cua hé tlléng mién dich, nhu
ciclosporin

- Mot sb thubc khang sinh hodic thudc chéng ndm. nhu erythromycin, clarithromycin,
telithromycin, ketoconazol, itraconazol, voriconazol, fluconazol, posaconazol, rifampin,
acid fusidic.

- Mot s6 thube diéu chinh nc“mg do lipid khéac, nhu gemfibrozil, céac thude fibrat khéc,
colestipol.

- Mot sb thude chen kénh calci duge st dung dé diéu tri chimg dau thit nguc hodc cao
huyét ap nhu amlodipin, diltiazem; thudc diéu chinh nhip tim nhu digoxin, verapamil,
amiodaron.

- Thubc diéu tri HIV nhu ritonavir, lopinavir, atazanavir, indinavir, darunavir, thude két hop
tipranavir/ritonavir,

- Mot sb thude diéu tri viém gan C nhu telaprevir

- Mbdt sb thube khac duoc biét c6 tuong tac voi thudc atorvastatin dang vién nén bao gbm
ezetimib (lam giam cholesterol), warfarin (lam giam déng méu), thudc ftranh thai dung
duong udng, stiripentol (thude chdng co gidt & bénh nhan dong ki imetidin (sir dung
dé didu tri ching o nong va loét da day), phenazon (thubc giam dawy, colchicin (diéu tri
bénh gut), antacid (thudc chdng acid) (thudc diéu tri chimg kho tiéu c6 chira nhdm hodc
magie) va boceprevir (str dung dé diéu tri bénh gan nhu viém gan C)

- Thudc khong can ké don: St John’s Wort.

Thong bao vadi béc si hodc dugc st néu bénh nhan dang hodc da sir dung gan day bét ky loai thude
nao khac, ké ca nhitng thudc mua tai qudy khong can don.

Thudc atorvastatin dang vién nén véi thue phfnm va dd udng

Xem muc 3 dé biét 1 hon cach sir dung thude atorvastatin dang vién nén. Xin vui long luu y mét
s6 trudong hop sau:

Nudoc ép buoi:

Khong dugc ubng nhiéu hon 1 hoic 2 ly nuée ép budi nhod mdi ngay do mdt luong lén nudce ép
budi c6 thé 1am thay doi tac dung cta thubc atorvastatin dang vién nén.

Do uong co con:

len it
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Tranh udng quéa nhiéu d6 udng c¢é con trong qué trinh sir dung thudc. Xem muc 2 “Canh béo va
than trong” dé biét thém chi tiét.

Phu nir mang thai va cho con bu

Khong dugce su dung thude atorvastatin dang vién nén néu bénh nhan dang mang thai, hodc néu
bénh nhan dang co ké hoach ¢6 thai.

Khong duoc sir dung thude atorvastatin dang vién nén néu bénh nhén co thé mang thai trir truong
hop da sur dung cac bién phép tranh thai an toan.

Khong duoc sir dung thude atorvastatin dang vién nén néu bénh nhan dang cho con b.

Tinh an toan cta thube atorvastatin dang vién nén sir dung trong thoi ky mang thai va cho con bu
van chua duoc ching minh. Vui long hoi ¥ kién bac st hodc duge si trude khi sir dung bat ky loai
thude nao trong thoi ky nay.

L4i xe va van hanh may

Thong thuong thi thude nay khong gay anh huong dén kha nang lai xe hodc van hanh méay méc.
Tuy nhién, khong duoc 14i xe néu thudc gdy anh huong dén kha nang lai xe clia bénh nhan.
Khong dugc st dung cong cu hoac may moc néu kha nang st dung may moéc cta bénh nhan bi
anh hudng boi loai thude nay.

Thudc atorvastatin dang vién nén ¢ chira lactose

Néu bénh nhan c6 tinh trang khong dung nap mot sé loai dudng, vui 1ong hoi y kién bac si trude
khi st dung dugc phim nay.

kA Cich sir dung thudc atorvastatin dang vién nén

Trude khi bat dau diéu tri, bac si s& yéu cau bénh nhan ap dung ché do an kiéng it cholesterol ma
bénh nhan phai duy tri\trong sudt qué trinh diéu tri voi thude atorvastatin dang vién nén. Liéu

khot dau thong thuong cuy thudc atorvastatin dang vién nén l1a 10 mg dung ngay mét lan ¢ nguoi

16n va tré¢ em tr 10  1én. Liéu dung c6 thé tang 1én néu can thiét theo chi dinh cta béc si
cho dén khi bénh nhan da sur dung lidu lugng pht hop. Bac si s& diéu chinh lidu dung theo khoang
thoi gian tir 4 tuan tré 1én. Liéu dung ti da cua thudce atorvastatin dang vién nén la 80 mg dung
ngay mot 1an & ngudi 16n va 20 mg dung ngay mot lan ¢ tré em. Thube atorvastatin dang vién
nén phai dugc nudt ca vién cung véi nudce, va 6 thé si dung bat ky thoi gian nao trong ngay,
cung v6i hodc khong cung voi thire dn. Tuy nhién, nén dung thube vao ciing mot thoi diém hang
ngay.

Luén st dung thude theo dung chi dinh cua béc si hodc duge si. Vui long tham khao y kién bac st
hodc dugce si néu bénh nhan chua chic chén vé cach si dung thude.

Thoi gian diéu tri véi thudc atorvastatin sé dugc quyét dinh béi béc si.

Vui long tham khao y kién béc si néu bénh nhan nghi rang tac dung cua thude atorvastatin 1a qua

manh hodc qua yéu.



Néu bénh nhén sir dung qua liéu thudc atorvastatin dang vién nén

Thong bao véi bac s hodc dén kham tai bénh vién gan nhat ngay lap tuc néu bénh nhan st dung
qué nhiéu thudc atorvastatin dang vién nén (nhiéu hon liéu ding hang ngay thong thuong).

Néu bénh nhan quén lidu thudc atorvastatin dang vién nén

Néu bénh nhan bo 16 mdt lidu thude, bénh nhén can tiép tuc dung liéu tiép theo nhu binh thuong
vao thoi gian dung thude. Khong duoc dung gap doi liéu dé bu cho lidu da quén.

Néu bénh nhin ngung sir dung thudc atorvastatin dang vién nén

Vui 1ong tham khao ¥ kién béc si hodc duoc si néu bénh nhan c6 bit ky thic mic vé cach sir dung
thude hodc mong mudn ngung diéu tri.

4. T4c dung khong mong muén c6 thé gap phai

Gidng nhur tit ca cac thudc khac, atorvastatin cling co thé gay ra cac tac dung khong mong mudn,
mic du khong phai cac tac dung niy s& xdy ra & tat ca bénh nhéan str dung thude.

Ngung sir dung thudc va thong bio véi bac si ngay 1ap tive hodic di dén bénh vién gin nhit
néu bénh nhan giip phai bt ky tic dung khong mong mudn nghiém trong nao sau day.
Hiém gap: c6 thé anh huong téi 1 trong 1.000 ngudi

- Phan tmg di ing nghiém trong gy sung mat, ludi va co hong ¢6 thé lam kho tho nghiém trong.

- Bi bénh ni@ng kém theo tréc da va sung tay da tram trong, phéng rop da, miéng, mit, bd phéan
sinh duc va sét. Phat ban da voi vét do-hdng dic biét 1a trong long ban tay hodc ban chan c6 thé b
phdng rop.

- Pau, mém hoic yéu co va dic biét, néu cting mot luc, bénh nhan cam thay khong khoe hoac c6
nhiét do cao thi c6 thé 1a do tinh trang thoai héa co bt thuong. Su thoai h at thuong khong
phai c6 thé bién mat ngay ca khi bénh nhan di ngung str dung atorvastatin, va tinh trang nay ¢
thé de doa tinh mang va dan dén céc van dé vé than.

Rét hiém gap: c6 thé anh huong téi 1 trong 10.000 nguoi

— Néu bénh nhén gip phai cac van dé chay méu hoic bAm tim bét thuong, day c6 thé 1a goi y vé
tinh trang bénh & gan. Bénh nhan nén tham khao y kién bac si cang som cang tot.

Ciac tac dung khong mong muén khéc c6 thé gap phai cua thudc atorvastatin dang vién nén:
Tac dung khong mong mubn phd bién (c6 thé anh hudng dén 1 trong 10 ngudi) bao gdm: viém
héc miii, dau hong, chay mdu mili; phan tng di Gmg; ting ndng do duong huyét (can tiép tuc theo
d5i chiit ché ndng dd duong huyét clia bénh nhan néu bénh nhan bi tidu duong), ting néng do
creatin kinase trong mau; dau dau: budn nodn, tdo bon, kho tiéu, tiéu chay; dau khép, dau co va
dau lung; két qua xét nghiém mau cho thdy chtrc ning gan ctia bénh nhéan cé thé tro nén bt
thuong.

Tac dung khong mong mudn khong phd bién (c6 thé anh hudng dén 1 trong 100 ngudi) bao gdm:

chan dn (&n mat ngon), ting cn, giam nong do dudng huyét (can ticp tuc theo doi chat ché nong




d6 duong huyét ciia bénh nhan néu bénh nhén bi tiéu duong); gap 4c mong, mét ngu; chéng mat,
té hodc nglra ngay & ngdn tay va ngén chan, giam cam giac dau hodc cam gidc so, thay d6i cam
gidc mui vi, mét tri nhé; mo thi luc; tiéng rung & trong tai va/hodc ¢ dau; non, o hoi, dau bung
trén va bung dudi, viém tuy (viém tuy dan dén dau da day); viém gan; phéat ban, phat ban da va
ngta, ndi may day, rung téc; dau cd, mét moi co bap; mét moi, cam thay khong khoe, yéu, dau
nguc, sung phu dic biét 1a & mat ca chan (phu né), tang nhiét do co thé; xét nghiém nudc tidu cho
két qua duong tinh voi bach cau.

Tac dung khong mong mudn hiém gap (c6 thé anh huong dén 1 trong 1.000 ngudi) bao gdm: réi
loan thi giac; chay méau hodc bam tim bat thudng; & mat (vang da va mét); chan thuong déy ching
Tac dung khong mong mudn rat hiém gap (c6 thé anh huong dén 1 trong 10.000 ngudi) bao gom:
mdt phan ung di Gmg — cac triéu ching ¢ thé bao gdm bat ngd thd kho khe va dau hodc cang
nguc, sung mi mat, mit, miéng, ludi hoac cd hong, kho tho; mat thinh luc; v to & nam giGi.

Tac dung khong mong mudn chua rd tan suét: yéu co lién tuc.

Téc dung khong mong mudn c6 thé gip phai dugc ghi nhan xay ra véi mot sé thude statin (thude
cung loai): Kho khan vé tinh duc; trdm cam; céc vin d& vé ho hip bao gdm ho dai ding va/hodc
kho tho hodc sbt; bénh tiéu duong. Tinh trang nay ¢ kha ning xay ra cao néu bénh nhan c6 nong
do duong va chat béo trong méu cao, bénh nhan thira can va cao huyét p. Béc si s& theo ddi chit
ché trong qua trinh bénh nhan diéu trj véi thudc.

Bio cdo vé cac tac dung khong mong muédn

Thong bao ngay cho bac si, dugc si hoac y ta néu gap phai bét ky tac dung khong mong mudn
nao, bao gom ca cac tac dung khong mong mubn chua duge liét ké trong huéng dan sir dung.

5. Cich bao quan thudce atorvastatin dang vién nén

Bao quan & nhiét do dudi 30°C. Tranh am.

Tranh xa tim\ay va tim nhin cua tré em.

Khong st dung thude sau ngay hét han da duge in trén vo hop hodc lo thude sau chir {EXP}. Ngay
6i cting cua thang do.

Khong c6 yéu cau diéu kién bao quan dic biét déi voi san pham thudc nay.

Khéng duge huy thube qua nude thai hodc chat thai ho gia dinh. Vui long héi y kién dugc si vé
céch huy thude khong sur dung dén. Can thuc hién cac bién phap hity thube bao vé moi truong.

6. Thong tin trén bao bi sin pham va cdc thong tin khéc

Thanh phan thudc

Thanh phan hoat chit cua thuéc 1a atorvastatin.

Thube atorvastatin dang vién nén 10mg va 20mg c6 chira atorvastatin calci trihydrat tuong duong

voi 10,825mg, 21,649 mg atorvastatin. Cac thanh phan khac la: microcrystalline cellulose,



calcium carbonate, lactose monohydrate, croscarmellose natri, polysorbate, hydroxypropyl
cellulose, magnesium stearate, Opadry mau tring.

M5 ti thube va dang déng goi

Thubc atorvastatin dang vién nén10mg c6 mau tir tring dén triing nga, hinh bau duc, vién nén bao
phim hai mét 161, in ndi chir “J” & mot mat va sé “118” & mat con lai.

Thudc atorvastatin dang vién nén 20mg c¢6 mau tir tring dén trang nga, hinh bau duc, vién nén bao
phim hai mat 161, in ndi chit “J” & mot mat va s6 “119” & mat con lai.

Doéng goi: Hop carton chira 3 vi, mdi vi 10 vién.

Co s¢ ding ky lwu hanh va nha sian xuidt: Cong ty TNHH Hete nit-V, Sy No.

439,440,441&458, TSIIC Formulation SEZ, Polepally village, Jadcher al, Mahaboobnagar
district, Telangana, An bo

Huwéng din sit dung nay da dugce sira dbi vao thang 06/2015.

TUQ.CYC TRUONG
P.TRUSNG PHONG

Pham Toh Yiin Hamh
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