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THANH PHAN: Atorvastatin calcium tuong dudng
AROPVASTALIN 1.vvovvcvcecierer e e sesreans s sesnsssesensensssssessssensnsssesses 10 MG

TEAIC VT B v e ST B B e beetasainsit T VIR

(T4 dugc gdm: : Cellulose vi tinh thé, lactose, silicon dioxyd, croscarmellose sodium, natri lauryl sulfat, magnesi stearat, titan dioxyd, hydroxypropylmethyl
cellulose, propylen glycol 6000)

DANG BAO CHE: Vién nén bao phim

QUY CACH BONG GOI: Hop 1 vix 10 vién, hop 3 vix 10 vién, hdp 5 vix 10 viénnén bao phim

Chi BINH:

Atorvastatin dugc chi dinh nhu 12 mat ch&t bé trg cho ch& dd 3n dé gidm sy ting cholesterol toan phén, cholesterol LDL, apolipoprotein B va triglycerid &
nhiing b&nh nhén ting cholesterol mau nguyén phét (dj hop tir cd tinh chét gia dinh hodc khong) va rdi loan lipid mau hdn hgp. Artovastatin ciing duge chi
dinh d& gidm cholesterol toan phdn, cholesterol LDL & nhiing bénh nhan ting cholesterol mAu déng hdp tif ¢6 tinh chat gia dinh, nhu 12 chat bé trg cho cic
didu tri ha lipid khc. Trufc khi bat d4u didu tri véi atorvastatin, nén x4c dinh v diéu tri cc nguyén nhn thi phat 1am ting cholesterol mau (nhu bénh déi
théo duting kho kiém sodt, gidm ning tuyén gidp, hdi ching than nhiém ma, réi loan protein méu, bénh tic gan, do diéu tri cdc thudc khdc va nghién rugu).

CACH DUNG VA LIEU DUNG:

Khuy&n cdo bt d4u diéu trj véi liéu thap nh&t ma thudc c6 tac dung, sau dé néu cdn thiét, c thé diéu chinh liéu theo nhu cdu va dép (ng clia ting ngudi
béing cach ting liéu ting dot cach nhau khdng dudi 04 tudn va phdi theo ddi céc phén ing cd hai clia thuic, diic biét 1a céc phén ing c6 hai di v6i hé co.
Banh nhin cin dugc dua vao mot ché dd in kigng gidm cholesterol trudc khi ding atorvastatin va cn thigt phai ti€p tuc 4n kiéng trong subt qud trinh diing
thudc, C6 thé uSng mot liéu duy nht vao bét ci lic ndo trong ngdy, vao lic di hodc no. Nén diing thudc vio budi t6i, vi t8ng hop cholesterol & gan xdy ra
chi y&u vio ban dém, do dé s 1am ting hiéu lyc cla thulc. Khi diing phdi hop véi Amiodaron, khong nén diing qud 20 mg/ngay. Khi dung phdi hop vdi
Darunavir + Ritonavir; Fosamprenavir; Fosamprenavir + Ritonavir; Saquinavir +Ritonavir khdng diing qué 20 mg atorvastatin/ngay. Khi diing véi Nelfinavir
khéng qud 40mg atorvastatin/ngay.

Tang cholesterol mau nguyén phat (dj hgp ti cd tinh chat gia dinh hoc khéng) va rdi logn lipid m&u hin hgp: Liéu khdi ddu khuy&n cdo 12 10 hodc
20 mg, mdt 4n mBi ngdy. B&nh nhin cdn gidm lugng I6n LDL-C (hon 45%) thi bit ddu vdi liéu 40 mg/ 14n/ ngay. Khodng cho phép clia Atorvastatin 14 10
dé&n 80 mg/ Idn/ ngay.

Téng cholesterol mau dj hop 1 cd tinh chat gia dinh & tré em (10-17 tudi): Lidu khdi ddu khuyén cdo 12 10 mo/idn/ngay, liéu t6i da dugc khuyén céo 2
20 mg/ngay (liéul6n hon 20mg chua dugc nghién citu & ddi tugng bénh nhan nay).

Téng cholesterol mau déng hgp hi ¢d tinh chat gia dinh: Liéu khuy&n céo 12 10 - 80 mg/ngdy. Atorvastatin duge diing nhu mét thude hd trg cho cdc
bign phdp diéutri khac ( vf du: LDL-apheresis) hodc khi c4c bign phép difu trj khac khong thuc hign dugc.

Hodc theo sy hirdng dén cia thdy thudt
CHONG CHI BINH:
- DB véi banh nhan qua min véi bat clf thanh phan nao clia thudc, nhiing ngudsi ¢6 bénh 1y gan thé dang tién trién hodc c6 sif tang dai ding khong gidi
thich dugc clia transaminases huy&t thanh trén 3 14n giéi han so véi mic binh thuding, nhiing bénh nhan mang thai, cho con b, nhiing bénh nhén nghi ngd
¢6 thai. Atorvastatin nén diing & phy ni trong tudi sinh d& chi khi nhilng b&nh nhan nay khdng c6 thai vi dugc cung c&p thdng tin v& nguy cd déi véi bao
thai.
- Diing déng thdi véi Tipranavir+Ritonavir ; Telaprevir.
- Sir dyng déng thai atorvastatin vdi cdc thudc sau: gemfibrozil, céc thudt ha cholesterol mau nhém fibrat khéc, niacin liu cao (> 1g/ngay), colchicin.
THAN TRONG KHI DUNG THUGC:
- N&n |am xét nghiém enzym gan trudc khi bt ddu diéu trj bing atorvastatin va trong truting hgp chi dinh 1am sang yéu cdu xét nghiém sau dé.
- C4n nhic theo ddi creatin kinase (CK) trong trudng hop:

+ Trudc khi didu tri, xét nghiém CK nén dugc tién hanh trong nhilng trubng hgp: Suy gidm chic ning than, nhuge gidp, tién sif bén than hay tién sif gia
dinh mic bénh cd di truyén, tién sif bj bénh cd do sii dung statin hodc fibrat trutic do, tién st bénh gan va/hodc uling nhiéu rugu, bénh nhan cao tui (> 70
tudi) c6 nhilng y&u t8 nguy co bj tiéu cd van, kha ning xdy ra tuong tac thudc va mdt s6 ddi tugng bénh nhin ddc biét. Trong nhiing trung hop nay nén can
nhic Igi ich/nguy co va theo ddi bénh nhan trén IAm sang khi didu tri bing atorvastatin. N&u két qud xét nghiém CK > 5 Idn gidi han trén clia mdc binh
thuting, khéng nén bit du diéu trj bing atorvastatin.

+Trong qué trinh diéu tri biing atorvastatin, bénh nhan cdn thdng béo khi ¢6 céc bigu hién vé co nhu dau cg, ciing cg, y&u co..Khi cé cdc biu hién nay,
bénh nhan cin lam xét nghiém CK dé co cdc bign phap can thiép phi hop.

- Si dyng than trong khi phdi hop véi Lopinavir+Ritonavir, vA n&u cdn thigt nén ding lidu atorvastatin thap nhat.

- Than trong khi sir dung ddng thai Atorvastatin véi cac thusic diéu tri HIV va viém gan siduvi C (HCV) (xem tuong téc thudc).

- N&n gidm sdt nhiing bénh nhan xuét hién ting mic enzym transaminase téi khi gidi quyét dugc cdc bat thuting. /M
- N&uch ting ALT hoidic AST gép trén 3 14n gi6i han mc trén cla binh thudng thi gidm ligu hodc ngiing diing atorvastatin.

- Ding atorvastatin thin trong & nhitng bé&nh nhan nghién rugu hodc cd tién st bénh gan.

- N&n tam thdi nging diéu trj hoic ngiing hin diéu trj atorvastatin cho bat ¢t banh nh&n ndo c6 bénh cd ning va cAp hoic cd c4c téc nhan nguy hiém din
d&n sy phét trién clia suy than thi phat rbi ca nigu kich phat (nhu nhim tring c&p, ha huyét dp, phiu thudt I6n, chan thuong, r8i loan dign gidi, ndi tigt va
r8i loan chuyén héa ndng, va dong kinh khéng kiém soat). C4n theo ddi chit ché cc phdn iing cd hai trong qué trinh diing thudt.

Thai ky mang thai: Khong dung cho phu n mang thai.

Théi ky cho con bii: Chua x4c dinh atorvastatin cd bai tigt qua sTa me hay khong nhung céc thuic khdc trong nhém ndy thi co qua sia me. Khuy&n cdo
bénh nhin dang ding thudc nay thi khdng nén cho con bi sia me.

Ngudi cao tudi: Than trong khi diing thubc cho ngudi cao tui.

Ngudi dang vin hanh mdy méc hay I4i t3u xe: Thin trong khi ding thudc cho ngudi dang van hanh méay moc hay 14i tau xe do thudc cd thé gay nhitc déu,
chong mat, nhin ma.

TUONG TAC THUGC:

- TAng nguy co t8n thuong cd khi sit dung ddng thdi atorvastatin véi cc thudt sau: gemfibrozil, cac thudc ha cholesterol m&u nhém fibrat khdc, niacin liéu
cao (> 1g/ngay), colchicin.

- Viéc sif dyng déng thdii Atorvastatin véi cc thudc difu tri HIV va viém gan sigu vi C (HCV) c6 thé lam ting nguy co gly tfin thuong co, nghiém trong nhat i tiéu

cd vin, thin hu din d&n suy thin va c6 thé gdy tif vong. Khi ding phéi hgp vdi Darunavir + Ritonavir; Fosamprenavir; Fosamprenavir + Ritonavir, Saquinavir

+Ritonavir khdng diing qui 20 mg atorvastatin/ngay. Khi ding véi Nelfinavir khéng qud 40mg atorvastatin/ngdy. Sif dung thin trong khi phéi hgp véi

Lopinavir+Ritonavir.

- C4c chit dc chd HMG-CoA reductase cling dugc chuyén héa bdi cytochrom 3Ad, khi két hop atorvastatin véi cdc thuc 12 cd chit clia isoenzym nay, c4n quan

tam dén sy thay d&i néng A6 trong huyét tuong clia ca 2 thudc.

- Atorvastatin 1am ting néng dd huyét tuong clia digoxin.

- Atorvastatin cling lam ting nng df céc thuc ngira thai dubing ung (norethristerol, ethinil cestradiol).

- C6 thé xufit hign sy gidm t5i thiéu thdsi gian prothrombin khi st dung ddng thdi warfarin va atorvastatin,

- Viigc sif dyng déng thdi atorvastatin véi cAc antacid khéng gy ra sy thay déi cholesterol LDL mic dii ndng dd huyét tuong clia atorvastatin gidm.

- T4c dung gidm lipid mau cha atorvastatin t6t hdn khi diing chung véi colestipol.

- Viée diing ciing véi c4c thudc dc ché enzym CYP3A4 c6 thé 1am ting nbng do clia Atorvastatin trong huyét tuong ddn dén tang nguy ca bénh ca va tiu ca. Khi

diing phéi hgp véi Amiodarone, khdng nén ding qud 20 mg/ngay Vi [am ting nguy co gay ra ching tiéu co van. BGi véi nhiing bgnh nhan phdi ding liéu trén 20

mo/ngay méi c6 hiéu qud diéutri, bac s7 ¢6 thé lya chon thufic statin khac (Pravastatin).

TAC DUNG KHONG MONG MUDN:

Suy gidm nh4n thiic (nhumat tri nhé, I 1n..). Ting dubing huyt. Tang HbA1c. Atorvastatin dugc dung nap t6t, cdc tc dung phu thubing nhe va thodng qua.
Thudng gdp, ADR > 1/100:

- Tiéu hoa: fa chay, tdo bén, ddy hai, dau bung va budn ndn.

- Thén kinh trung udng: nhifc ddu, chng mat, nhin ma, m4t ngl, suy nhuge.

- Thén kinh-co va xuong: dau cg, dau khdp.

- Gan: c4c k&t qua thir nghiém chilc ning gan ting hon 3 14n gidi han trén cba binh thudng, & 2% ngudi bénh, nhung phdn 16n 12 khdng cd trigu ching va héi

phuc khi ngitng thudc.

ft géip, 1/1000 < ADR < 1/100:
~Thén kinh-cova xuong: bénh co
-Da: ban da
-Hd hép: viem mi, viém xoang, viém hong, ho.

Hiém gép, ADR < 1/1000:

-Thén kinh-cova xuong: viém cd, tiéu ca van, ddn dén suy than cdp thi phdt do myoglobin nigu.
Cach xit tri- Ngiing ding thubc khi enzym gan ting dai dng qua 3 14n gi6i han trén clia mdc binh thuding hoc creatinin phosphokinase (enzym cd) ting gdp 10
14n han gidi han trén clia binh thubing, va néu chin dodn holic nghi ngd bénh co.

Théng béo cho bac s nhitng tic dyng khdng mong mudn gap phai khi sit dyng thude
DUGC LYC HOC: Atorvastatin thubc nhém statin 13 nhiing chat dc ché canh tranh véi hydroxymethyl-glutaryl coenzym (HMG-CoA) reductase, 1am ngdn cén
chuy&n HMG - CoA thanh mevalonat, tién chat clia cholesterol. C4c statin dc ché sinh t8ng hgp cholesterol, lam gidm cholesterol trong 1€ bo gan, kich thich téng
hop thy thé LDL (lipoprotein tf trong thap), va qua d6 lam ting vin chuyén LDL tir mAu. K&t qud cudi cing clia nhilng qud trinh sinh héa ndy 1 gidm néng 6
cholesterol trong huy&t tuong. 0 liu binh thugng, HMG-CoA reductase khong bi ic ch& hoin toin, do dd van cd dd acid mevalonic cho nhiéu qud trinh chuyén hoa.
Trong cc nghién cdu 1im sing, biing chiing cho thdy cdc statin [Am gidm rd rét bién c§ mach vanh, moi bién cd tim — mach da cé va gidm téng s6 tl vong &
ngudi ¢6 bénh mach vanh (cd tién sif dau thit nguc hodc nhéi mdu cotim c4p) va ngutsi ¢ cholesterol huyét tudng 5,5 mmol/iit hodc cao hon. Cdc statin cling c6
vai trd dy phong tin phét (c&p1) banh mach vanh & ngudi banh ting cholesterol c6 nguy co cao méc bign cf mach vanh. C4c statin cbn 1am chim tién trién via
xgmach vanh.
DUGC BONG HOC:

HEp thu: Thubc duge hdp thut8t & duting tiéu héa sau khi dudng uBing, dat néng do dinh trong huyét tuong sau khoding 1-2 gid. Mic do h&p thu tang i 18 véi liu
Atorvastatin. Sinh kha dung tuyBt d8i ciia atorvastatin 12 khodng 14% va khi cd sy hién dign ciia hé théng tc ché enzym HMG-CoA khodng 30%. Méc d thic &n
lam gidm t6c d6 va milc d6 hap thu khodng tuong dng 25% va 9%, tuy nhién khi ddnh gid C,,,, va AUC, viéc gidm LDL-C thi giéng nhau dil diing Atorvastatin ¢
hay khéng ¢6 véi thiic &n. Néng do huyét tuong clia Atorvastatin gidm khodng 30 % d&i vi Cmax va AUC khi diing thudc budi ti so véi budi sang. Tuy nhién, gidm
LDL-C Ia nhu nhau khéng phy thudc vao théi gian dung thudc trong ngay.

Phan b6" Thé tich phdn b chinh clia Atorvastatin khodng 381 Iit. Lién k&t protein huyét tuong clia atorvastatin # 98%. Ty 1& médu / huygt tuong khodng 0,25 cho
thay sy th&m thudc vao t€ bao hdng c4u. Dua trén nhiing quan st & chudt, Atorvastatin cd thé dugc bai tiét qua stia & ngudi.

Chuyén hda: Atorvastatin dugc chuyén héa thanh cc din xuit ortho va parahydroxylat va cdc sdn phdm beta oxy hda khdc nhau. Trong nghién cdu in vitro, sy lic
ché enzym HMG-CoA reductase bdi cc chat chuyén héa ortho va parahydroxylat Ia tuong duong véi Atorvastatin. Nghién cdu cho thy sy chuyén héa Atorvastatin
chil y&u bdi cytochrom P450 3A4, phit hgp véi néng dd Atorvastatin trong huyét tudng ting khi chi dinh déng thai véi ethryromycin, mét chat dc ché enzym gan.

Thai tri: Atorvastatin va c4c chit chuyén hoa clia nd dugc thai trir ch yéu qua mat. Tuy nhién, thudc khong trdi qua chu trinh gan rudt. Thai gian bén m‘?“i,sifa""

Atorvastatin & ngudi khodng 14 gid. Dao thai qua than cla atorvastatin 1a < 2%.

QUA LIEU VA XU TRI: Qu4 liu: Khong c6 tridu chitng dac bigtva bénh nhan khdng nguy hi€m dén tinh mang sau khi dugc gdy ndn.
Céch xif irf Diéu tri trigu ching va difu tri hd trg. ThAm phan mau khdng higu qud do atorvastatin lién ket vdi protein huyét tugng manh.
BAO QUAN: Noi kho mat, nhiét dd dugi 30°C, trénh 4nh séng. F '

& 0

DE thudt xa t4m lay tré em.
HAN DUNG: 36 thdng ké tif ngay sdn xudt.
TIEU CHUAN AP DUNG: Tiéu chun cosd.
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