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Composition:
Each film coated tablet contains:
Atorvastatin Caicium Trihydrate USP eq. 0.

Py

Precaution, Side effects : Nha nhap khau:

Atorvastatin........ o 10 MG Please refer the leaflet inside.

Excipients....... T Starage : Store in a cool and dry place, below 30°C.

Dosage : As directed by the Physician. Pratect from light & moisture. |
| Read carefully the package insert before use.

Keep out of reach of Children.
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San xuét boi

Acme Formulation Pvt. Ltd.
Ropar Read, Nalagarh, Distt: Salan,
H.P 174101, An Do

Chi dinh, chéng chi dinh, liéu dung,
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Thanh phin: R CHED, TR CRONEY, oot |
M8 vién nén bao phim cb chira: cach ding, cdc thong tin khac: Batch No. |
== = == == =) = ~Alorvastatin Calcium trihyarate [Tong duong véi —XSM ong 13 hudng dan-si dung- Doc Ay hutng ddn sirdyng  (00SX) - - — T - -
Atorvastatin. . ... . ..10mg thude kém theo trurtre khi ding. Mfg. Date |
Taduge ... ra dd Bio quan: Noi kh6 mat ranh 3 54 xa thm tay tré em. (Noty 5 ‘
TeCL Tecs sang, nhigt dd dudi 30°C. (E:‘D&‘D:';g)
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Thube ban theo don
GATFATIT
Thudc nay chi sir dung theo sw ké don ciia thdy thudc
Poc kj hudng din sir dung trude khi ding.
Théng bdo cho bdc sp, dwge sj cdc tic dung khong mong mudn gip phdi

Dé xa tam tay tré em

Thanh phin:

M&i vién nén bao phim chira:

Atorvastatin calci trihydrat tuong duong vai Atorvastatin .......... 10mg

T4 duge: Lactose, cellulose vi tinh thé, magnesi stearat, colloidal anhydrous silica, natri

starch glycolat, colour coat FC4AWT 200109, isopropyl alcohol, methylen chlorid.
Dang bao ché: vién nén bao phim

Chi dinh:

- Atorvastatin dugc chi dinh dung hd tro cho ché d6 n kiéng dé lam giam cholesterol toan phan,
LDL-cholesterol, apolipoprotein B va triglycerid & bénh nhan c6 tang lipid mau nguyén phat,
tang lipid mau hdn hop va ting cholesterol mau ¢ tinh gia dinh di hop tir

- Atorvastatin cling dugc chi dinh dé lam giam cholesterol toan phan va giam LDL-C & bénh
nhén ting lipid mau gia dinh dong hop tir nhu mot thude hd trg cho céc bién phap didu tri khac
(thi du: LDL-apheresis, cholestyramine) hodc la khi cac bién phap diéu tri khac khong thuc hién
duoc.

- Du phong bién chiing tim mach & nhitng bénh nhén 1én tudi: Lam giam nguy co nhdi méau co
tim & nguoi 16n bi cao huyét ap khéng c6 bénh dong mach vanh 1am sang, nhung c6 téi thiéu 3
nguy co ciia bénh dong mach vanh nhu tudi trén 55, dan 6ng, hut thude 14, tiéu duong typ 2, phi
dai that trai, co céac bat thuong dic hiéu trén dién tam do, protein ni€u, ty 1€ cua cholesterol toan
phan trong huyét twrong so véi cholesterol c6 trong luong phén tir cao (HDL-C) > 6, hodc gia dinh

c6 tién sir bi bénh dong mach vanh trudce tudi trudng thanh.

Chéng chi dinh:

- Qua mén véi bt ky thanh phin nao cia thude

- Bénh nhan bi bénh gan cip tinh hodc ndng do transaminase huyét thanh tang dai ding, vugt qua
3 an gi6i han trén binh thudng.

- Phu nif ¢6 thai hodc dang cho con bu.




Liéu dung:

Thudc nay chi dwoc diing theo sy ké don ciia bdc sj.

Truéce khi didu tri bing atorvastatin, nén ¢ ging kiém soét tinh trang cholesterol méu cao bang
ché do an thich hop, tap thé duc va giam cén & bénh nhan béo phi, va diu tri cac van dé vé& stic
khoe. Bénh nhéan nén tiép tuc theo mdt ché do an kiéng chudn ha tha”ip cholesterol trong khi diéu
tri bang atorvastatin.

Lua chon liéu ph hop v6i muc dé tang LDL-C, muc tidu diéu tri va dép ing ctia bénh nhan.
Atorvastatin duoc ubng khong phu thudc vao bita an.

Liéu khoi dau thong thuong: 10mg/lan/ngay. Sau khi di bt diu va/hoic diéu chinh lidu ding cta
atorvastatin, nén xét nghiém muec lipid trong vong 2-4 tuan va diéu chinh lidu dung theo do. Liéu
t6i da 1a 80mg/lan/ngay.

Bénh nhan suy thdn: khong can thiét diéu chinh liéu:

Bénh nhdn suy gan: nén dugc sir dung than trong

Bénh nhan cao wéi: khong can thiét diéu chinh lidu

Tré em: V6i nhitng bénh nhi tir 10 tudi trd 1én, liéu khoi dau khuyén céo cua atorvastatin la
10mg/ngay, tang tdi da t6i 20mg/lan/ngay. Can thudng xuyén theo d&i kha ning dung nap thude
va cac phan (g khac ctia bénh nhi. Vi bénh nhi dudgi 10 tudi, kinh nghiém con han ché.

Khuyén c4o va thin trong:

- Trudce khi dung atorvastatin, nén cb ging kiém soat ting cholesterol mau b?mg ché d6 an udng,
tap thé duc, giam can & bénh nhan béo phi.

Anh huong lén gan:

- Can tién hanh céc xét nghiém chirc ning gan trudce khi bat dau diéu tri va theo dinh ki sau d6 &
ngudi bénh (khoang 4 tuan/lan).

- Céc bénh nhan ting ALAT hodc ASAT cin duoc theo di dén khi cac chi s6 nay tro vé binh
thuong, néu ndng dd cic enzym nay ting trén 3 lan giéi han trén binh thuong (GHT) va kéo dai,
can giam liéu hodic ngung ding thude.

- Théan trong khi dung thudc cho nguodi bénh uéng nhiéu ruou hodc c6 tién sir bénh gan.

Phong ngira dot quy

- Thén trong khi dung atorvastatin dé phong nglra dot quy & nhitng bénh nhan khéng cé bénh tim
mach vanh (CHD), ngudi bi d6t quy gan ddy hodc con thiéu méau thodng qua (TIA).

Anh hwdéng Ién co xwong: Atorvastatin c6 thé gdy dau co, viém co, bénh co, ¢6 thé tién trién dén
tiéu co van, de doa tinh mang - cac biéu hién dic trung 14 ting creatine kinase (CK) cdp (tang hon
10 14n gi6i han trén binh thudng (ULN)), xudt hién globulin niéu c6 thé din t6i suy than.

Trude khi diéu tri: Can tién hanh do CK trudc khi bt dau diéu trj trong cac trudong hop sau:

- Suy than

- Suy giap
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- Tién str ban than hodc gia dinh c6 céc rdi loan co bip di truyén

- Tién str nhiém ddc co bip vdi statin hogc fibrat

- Bénh nhan cao tudi (>70 tudi)

- Bénh nhén da hinh SLOC1B]1

Trong khi diéu tri:

- Yéu cdu bénh nhén béo cdo ngay néu xuat hién cac con dau co, chuot rt, yéu co, c6 kém theo
sot hodc khéng.

- Cén do luong CK trong khi diéu tri v6i atorvastatin. Nén ngiing thudc ngay néu CK ting hon 5
14n ULN hodc cac triéu ching dau co xudt hién nghiém trong va gay kho chiu hang ngay, ngay ca
khi CK <5 ULN hodc ¢ chan doan hodc nghi ngd bénh nhan bj tiéu co vén.

Diing dong thoi véi cdc thubc khdc:

Nguy co tiéu co van tang lén khi atorvastatin dugc dung ddng thoi voi cac thude c6 thé 1am ting
ndng do atorvastatin trong huyét twong nhu chat trc ché manh CYP3A4 hoic van chuyén protein
(vi du nhu ciclosporin, telithromycin, clarithromycin, delavirdine, stiripentol, ketoconazole,
voriconazole, itraconazole, posaconazole va cac chat G ché protease HIV bao gdm ritonavir,
lopinavir, atazanavir, indinavir, darunavir,...). Nguy co ctia bénh co cling ¢6 thé duoc ting l1én
khi st dung ddng thoi v&i gemfibrozil va chit twong tu acid fibric khac, boceprevir,
erythromycin, niacin, ezetimibe, telaprevir, hodc dung két hop tipranavir / ritonavir. Néu c6 thé,

nén xem xét lua chon thudc khac hodc phuong phép diéu tri khac.

St dung cho phu ni¥ c6 thai va cho con bu:
Chébng chi dinh dung atorvastatin khi mang thai hogc dang nuéi con bang stra me. Phu nit ¢6 kha
nang mang thai nén dung céac bién phap tranh thai hiru hiéu trong khi diéu tri véi atorvastatin.

Khong ding atorvastatin néu nghi ngd mang thai.

Anh hwong toi kha ning l4i xe va vin hanh may méc:
Khoéng anh hudng. Tuy nhién, thudc ¢6 thé gay mot s6 tac dung phu nhu dau dau, chéng mit ,

nhin mo, U tai. Néu xuét hién cac dau hiéu nay nén than trong khi lai xe va van hanh may moc.

Twong tac va twong ky, thube:

Cdc chit irc ché CYP3A4

Cac chit Gc ché manh CYP3A4 (cyclosporin, telithromycin, clarithromycin, delavirdine,
stiripentol, ketoconazole, voriconazole, itraconazole, posaconazole va cac chat trc ché protease
HIV bao gdm ritonavir, lopinavir, atazanavir, indinavir, darunavir,..) lam ting dang ké ndng do
atorvastatin. Do d6 nén tranh dung cac thudc trén voi atorvastatin. Néu bit budc phai dung cung,

nén giam liéu atorvastatin va theo d&i 1am sang phu hop cho bénh nhan
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Céc chét ac ché trung binh CYP3A4 (erythromycin, diltiazem, verapamil va fluconazole) c6 thé
lam ting ndng do trong huyét twong clia atorvastatin. Sy ting nguy co bénh co da dugc quan sat
khi ding két hop erythromyecin va statin. Do do, khuyén cdo ding liéu thip hon lidu t6i da
atorvastatin va theo déi 1am sang thich hop vdi bénh nhan khi dung dong thoi véi céc thude tic
ché trung binh CYP3A4.

Thudc gay cim trng CYP3A4

Dung ddng thoi atorvastatin véi thude gay cam tmg CYP3A4 (vi du nhu efavirenz, rifampin,) c6
thé dan dén giam nong do trong huyét tuong cia atorvastatin. Do co ché kép tuong tic cia
rifampin, (cdm Ung CYP3A4 va tc ché té bao gan hép thu van chuyén OATPIBI), dung
atorvastatin v6i rifampin dugc khuyén khich.

Cdc chit trc ché protein vin chuyén

Céc chit trc ché protein van chuyén (nhu cyclosporine) ¢6 thé 1am ting néng do atorvastatin. Néu
khong thé tranh ding ddng thoi 2 thude nay, nén giam liéu va theo d&i hidu qua 1dm sang.

Din xudt ciia acid Gemfibrozil/ fibric

Cac fibrat khi ding mot minh da c6 thé gdy tiéu co van. Khi ding dong thoi céc thude nay va
atorvastatin lam ting nguy co ti€u co van. Do d6 nén tranh ding ddng thoi cac thude nay.
Digoxin

Khi ding nhiéu lidu digoxin va 10mg atorvastatin, ndng do digoxin ting nhe. Can theo d&i mot
céach thich hop ¢ nhitng bénh nhan dang dung digoxin.

Thubc tranh thai

Than trong khi ding dong thoi atorvastatin voi cac thudc ngira thai c6 chira norethindron, ethinyl
estradiol do lam ting tac dung ctia norethindron, ethinyl estradiol.

Tuwong ky th uéc

Do khéng ¢ cac nghién ctru vé tinh tuong ky ctia thude, khong tron 14n thude nay véi cac
thude khéc.

Téac dung khong mong muon:

H¢ co quan T4c dung khéng mong mudn

Nhiém tring va nhiém | Thuong gip: viém mii hong
ky sinh trung

ROi loan mau va hé | Hiém: gidm tiéu ciu
bach huyét

Ri loan hé mién dich | Hiém gip: phan tmg di Gng

Rat hiém gap: soc phan v¢

R4i loan chuyén héa va | Thuong gip: ting duong huyét

dinh dudng it gip: ha dudng huyét, ting can, biéng an

R4i loan tAm than it gap: 4&c mong, mat ngu
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R&i loan hé than kinh

Thuong gip: dau dau
[t gip: chong mit, di cidm, suy giam nhan thic (nhu mét tri nho, 14
lan,...)

Hiém gip: bénh than kinh ngoai bién

RO1 loan mat

it gap: nhin mo

Hiém gap: r6i loan thi giac

RO1i loan tai

it gap: u tai
RAt hiém gap: mét thinh giac

R&i loan ho hap, long

nguc va trung that

Thuong gidp: dau hong, chady mau cam

R6i loan ti€u hoa

Thudng gap: tio bon, day hoi, kho tidu, budn nén, tiéu chay

t gap: non mua, dau bung, ¢ hoi, viém tuy

RoOi loan gan mat

[t gap: viém gan
Hiém gédp: &r mat

R4t hiém: suy gan

ROi loan da va cac mo

[t gap: nbi may day, phat ban, ngira, rung téc.

dudi da Hiém gip: pht mach, viém da béng nudc, hong ban da dang, hoi
chirng Stevens-Johnson va hoai tir biéu bi gay doc
R6i loan co xuong | Thuong gip: dau co, dau khdp, dau & chi, co thit co, sung khép

khép va cac mo lién ket

It gdp: dau c6, moi co
Hiém gip: bénh co, viém co, tiéu co van, ton thuong gan co khép vai

Khéng duoc biét dén: hoai tir co

R&1i loan hé sinh san

Rat hiém: vu to & nam gidi

R&i loan thé trang

It gdp: mét moi, suy nhugc, dau nguc, phu ngoai bién, mét mai, st

Xét nghiém

Thuong gap: xét nghi€ém chuc ndng gan bat thuong, CK tang

[t gap: bach cau duong tinh trong nudc tiéu

Thuong gap (= 1/100, <1/10); it gap (> 1 / 1.000, <1/100); hiém gip (> 1 / 10.000, <1 /
1.000); rt hiém (<1 / 10.000), khong dugc biét dén (khong thé duoc ude tinh tir dit liéu c6 san).

Qua lieu va xir tri:

Khong ¢6 phuong phép diéu tri dac hidu khi qu4 lidu atorvastatin. Néu ding qué liéu, bénh nhéan

can duoc theo d&i chic ning gan, nong do CK trong mau va tién hanh cac bién phép di€u tri ho

tro. Thadm tach méu khong c6 ¥ nghia trong trudng hgp nay do atorvastatin gan manh véi protein

huyét tuong.

Duwoec lwe hoc:




- Atorvastatin 12 chdt e ché chon loc va canh tranh enzym khit HMG-CoA, tc ché qua trinh
chuyén hoa 3-hydroxy-3-methyl-glutaryl-coenzym A (HMG-CoA) thanh mevalonat, mot tién
chét cua céc sterol, bao gdm ca cholesterol. Cholesterol va triglycerid luu thong trong mau dudi
dang cac phan tir lipoprotein. Nhitng phan tr nay chia ra thanh lipoprotein trong lugng phén tir
cao (HDL), lipoprotein trong luong phén tir trung binh (IDL), lipoprotein trong lugng phén tir
thip (LDL) va lipoprotein trong luong phén tir rat thip (VLDL). Triglycerides va cholesterol két
hop lai thanh VLDL & gan. Tir gan ching dugc giai phéng vao huyét tuong dé di t6i cac mo
ngoai vi. LDL dugc hinh thanh tir VLDL va duoc thoai héa chu yéu qua céc receptor LDL. Céc
nghién ciru 1am sang va bénh hoc da chi ra rdng ting ndng do cholesterol toan phan, LDL
cholesterol va apolipoprotein B (apo B) trong mau lam tang qud trinh xo vira dong mach & nguoi
va ting cac yéu t6 nguy co gdy bénh tim mach, trong khi taing HDL cholesterol lam giam nguy co
méc bénh tim mach.

- Atorvastatin lam giam cholesterol toan phén, LDL cholesterol va apoprotein B ¢ nhiing bénh
nhén tang cholesterol mau gia dinh dong hop tir va di hop tir, ting cholesterol mau nguyén phat
va tang lipid mau hon hop. N6 cling lam giam VLDL cholesterol va Triglycerides va lam tang
HDL cholesterol va apolipoprotein A-1. Atorvastatin lam gidm cholesterol toan phan, LDL
cholesterol, VLDL cholesterol, apo B, triglyceride, va nhitng cholesterol khéng phai HDL va
ting HDL cholesterol ¢ nhiing bénh nhén ting triglycerid mau don thudn. N6 lam giam lugng
cholesterol ti trong trung binh (IDL cholesterol) ¢ nhiing bénh nhan rdi loan chuyén hoa
lipoprotein mau. Giam cholesterol toan phan , LDL-cholesterol, apolipoprotein B da dugc chimng

minh lam gidm nguy co tai bién tim mach va tr vong tim mach.

Duwoc dong hoc:
Hip thu

Atorvastatin hdp thu nhanh sau khi ubng, ndng do téi da trong huyét tuong dat dugc sau 1 dén 2

gid. Mirc do hip thu atorvastatin tdng tuong tng voi lidu dung. Sinh kha dung clia atorvastatin
(chat me) khoang 14% va sinh kha dung toan thén cta chat ¢ hoat tinh e ché men khir HMG-
CoA khoang 30%.

Phin bo

Thé tich phan b6 cla atorvastatin khoang 381 lit. Hon 98% atorvastatin gfn v6i protein huyét
tvong. Dua vao nhitng quan sat trén chudt, atorvastatin cé thé thai trir vao sita.
Chuyén héa

Atorvastatin chuyén hoéa cht yéu thanh din xuat hydroxyl héa tai vi tri ortho va para va cac san
phém oxid hoa tai vi tri beta.

Thdi trie

Atorvastatin va chit chuyén héa ciia né duoc thai trir chu yéu vao mat sau qua trinh chuyén hoa

qua gan va/hodc ngoai gan. Tuy nhién, thudc khong di qua chu trinh gan rudt. Thoi gian ban thai
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clia atorvastatin & ngudi khoang 14 gio, nhung thoi gian ban thai cta hoat dong uc ché men khir
HMG-CoA khoéang 20 dén 30 gio do cac chat chuyén hoa chinh ciia atorvastatin.

Doi tuwong ddc biét:

Suy thin

Bénh 1y ¢ than khong lam anh hudng dén ndng do trong huyét tuong va hiéu qua diéu tri cia
atorvastatin va chit chuyén hoa c6 hoat tinh ctia né.

Suy gan

Nong do atorvastatin va chét chuyén héa c6 hoat tinh cia né ting lén dang ké & nhiing bénh
nhan suy gan do rugu (Child- Pugh B) ( Cpax tdng khoang 16 lan, AUC tang khoang 11 lan).
Nguoi cao tudi

Nong do atorvastatin va chét chuyén héa cé hoat tinh trong huyét tuong & bénh nhan cao tudi
cao hon so véi nhitng bénh nhén tré tudi ¢6 cung mirc do lipid trong huyét tuong.

Tré em

Theo céc nghién ciru dd dugc tién hanh, thoi gian bén thai cla atorvastatin khi dung duong udng
& tré em ti 1€ v6i & nguoi 1on theo ti 1€ trong lugng co thé.

Gioi tinh

Khéng cé khac biét dang ké gitra dugc dong hoc va hiéu qua cua thubc & nam va nir.

Pa hinh SLOCIBI1

Chuyén héa cac chit trc ché men khir HMG-CoA, bao odm ca atorvastatin lién quan dén
OATP1BI1. O nhiing bénh nhan da hinh SLCO1B1 ¢6 nguy co ting nong do atorvastatin dan t6i

tdng nguy co tiéu co van — mdt tic dung phu nghiém trong ctia thude.
Pong g6i: Hop 1 vi x 10 vién nén bao phim

Bio quan: Noi kho mat, tranh dnh sang, nhiét do dudi 30°C.

Han ding: 3 nim ké tor ngay san xudt

Khong dung thudc qud han sir dung.

Nha sin xuat: W

ACME FORMULATION PVT.LTD
Dia chi: Ropar Road, Nalagarh, Dist. Solan, H.P. 174101, An Po.
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