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HUONG DAN SU DUNG THUOC 
Rx — Thuéc nay chi ding theo don thuéc 

1. Tén thuéc: ATORVASTATIN TP 
2. Cac dau hiéu lwu ¥ va khuyén cdo khi ding thuéc: 

“Dé xa tam tay tré em” 

“Doc k¥ hudng dan str dung tnréc khi dung” 

3. Thanh phan cong thire thuéc: Méi vién nang mém chia: 

glycerin, dung dich sorbitol 70%, mrdc tinh khiét, titan dioxyd, vanilin, nipagin, nipasol, 

pham mau sunset yellow, ethanol 96%. 

4. Dang bao ché: Vién nang mém. 

Mo ta: Vién nang mém, hinh elip, mau vang nhat. 
5. Chi dinh: 

- Bénh tang cholesterol toan phan, cholesterol LDL va apolipoprotein B 6 nhirng bénh 

nhan ting cholesterol nguyén phat va ri loan chuyén héda lipid hén hop. 

- Bénh tang néng dé triglycerid huyét tuong. Can tuan thu ché do an kiéng dé dat hiéu qua 
tri ligu cao. 

- Bénh ting cholesterol mau dang gia dinh déng hop tt ma diéu tri bang cac bién phap ha 

lipid khac khi cac ligu phap nay khong dap tng. 

- Phong ngira cac bénh tim mach 6 ngw6i 1én. 

6. Cach dung, liéu ding: 

* Cach ding: 

- Ding duong udng. C6 thé udng cing voi thire An hodic khong. 

- Can tudn theo ché do an kiéng giam cholesterol trudc va trong khi diéu tri bang 

atorvastatin. 

* Liéu ding: 

¢ Newdi lén: 

Diéu tri ting cholesterol mau: 

- Liéu khoi dau: 10mg/lan/ngay. C6 thé diéu chinh liéu (néu can) sau 4 tuan diéu tri. 
- Liéu duy tri: 10 - 40mg/ngay. C6 thé ting liéu nhung khong qué 80mg/ngay 

Phong nguta cac bénh tim mach: Liéu khoi dau: 10mg/lan/ngay. Co thé diéu chinh liéu néu 

can. 

Tré em trén 10 tuéi: 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 than: Khong can phai thay déi liéu 
Negwdi cao tudi: Khong can phai thay déi liéu 

Liéu ding khi ding phoi hop véi cdc thudéc ic ché protease cua HIV va viém gan 

siéu vi C (HCV): 

- Lopinavir, ritonavir néu can thiét co thé dig liéu atorvastatin thap nhat. 

- Darunavir, ritonavir, fosamprenavir, saquinavir: Khong qua 20 mg atorvastatin/ngay. 

- Nelfinavir: Khong qua 40 mg atorvastatin/ngay. 

7. Chong chi dinh: 

- Man cam v6i atorvastatin va v6i bat ky thanh phan nao cua thuéc. 

- Tranh sir dung atorvastatin voi tipranavir, ritonavir, telaprevir. 

- Suy té bao gan, bénh gan tién trién cé sy ting néng dé transaminase huyét thanh kéo dai. 
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- Phu nit co thai, phy nit cho con bu. 

- Tré em dudi 10 tudi. 
8. Canh bao va than trong khi ding thuéc: 

- Trudc khi diéu tri véi atorvastatin phai loai tr cac nguyén nhangay fing crglesterol 

mau do dai thao duéng kém kiém sodt, thiéu nang gidp, hoi chimg pan i 

mau, bénh gan tac mat, do ding mot sO thuéc khac, nghign rrgu. 

- Phai tién hanh dinh long cholesterol toan phan, cholesterol LID 

triglycerid. 

chinh liéu luong theo dap t ing cua newoi bénh voi thudéc. 

- Can tién hanh cdc xét nghiém chitc ning gan trrdc khi bat dau diéu tri va theo dinh ky 
sau d6 6 ngiw6i bénh. 

- Cac bénh nhdn ting transaminase ALAT hay ASAT can duoc theo déi cho dén khi gidi 
quyét duoc cac bat thuong, néu nong d6 ting 1én 3 an gidi han trén mic binh thuong can 

phai ngwng diéu tri. 

- Than trong khi dung thudc cho ngwoi bénh udng nhiéu rou hoac cé tién sir bénh gan. 

- Can ngimng hodc cham dirt diéu tri atorvastatin khi bénh nhan coé cac triéu ching cap tinh 

nang cua bénh co hay yéu t6 nguy co dan toi phat trién suy than thir cap thanh globulin 

niéu kich phat (cdc bénh nhiém tring cap nang, ha huyét ap, dai phau, ton thuong, réi loan 
dién giai, ndi tiét va chuyén hoa nang, dong kinh khong kiém soat durgc). 
- Can theo d6i creatin kinase truéc khi bat dau diéu tri vdi atorvastatin trong cdc trudng 

hop suy than, suy giap, tién str roi loan co bap, tién str nhiém doc véi statin, bénh nhan suy 
gan, nghién rou va ngudi gia (>70 tudi). 

- Trong khi diéu tri bénh nhan phai bao cao kip thoi nhimng con dau co, chudt rut, co thé 

mét mdi, giam cAn, sot. 

- Néu cé nghi ng bénh nhan mac bénh phoi ké thi nén ngtng dung thudc. 

- Than trong khi str dung atorvastatin cling voi cdc thudéc tre ché protease cua HIV va viém 

gan siéu vi C (HCV) cé thé lam ting nguy co gay ton thuong co, nghiém trong nhat 1a tiéu 

co van, than hu dan dén suy than va c6 thé gay tr vong. 

- Canh bao lién quan dén ta duoc: 
+ Dau dau nanh: Thudc cé chira dau nanh, néu bénh nhan bi di tng voi dau phong hay 
dau nanh thi khéng ding thudéc nay. 
+ Sorbitol: thuéc cé chira sorbitol nén than trong voi bénh nhan khong dung nap voi 

fructose. 

+ Thudc cé chita nipagin, nipasol: Cé thé gay phan tng di img. 

+ Ethanol: thuédc c6 chira mot lugng nho ethanol. 

9, Sir dung thudéc cho phu nif c6 thai va cho con bu: 

An toan 6 phu nif cé thai va cho con bi chia duoc bao cao nén khéng dung cho phu nit cé 

thai va dang cho con bu. 

10. Anh huéng cia thudéc lén kha nang lai xe, vin hanh may méc: 

ft anh hwong 1én kha nang lai xe va van hanh may moc. 

11. Twong tac, twong ky cia thudéc: 

* Twong tac cia thudc: 

- Tang nguy co’ ton thuong khi sir dung thudc véi cdc thuéc sau: Gemfibrozil, cdc thuéc 

ha cholesterol mau nhom fibrat khac, niacin liéu cao (>1 g/ngay), colchicin. 

- Tuong tac véi cac thudc ttc ché protease cua 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 gap hon 6 ngwoi bénh diéu tri phdi hop 

cyclosporin, erythromycin, gemfibrozil, itraconazol, ketoconazol hoa i ; 

- Tranh ding déng thdi atorvastatin vi cac huyén dich antacid di fe eng Hong? 

magnesi, alumi hydroxyd va cholestyramin do lam giam nong d6 aforvastalinytro 

tuong. pudc PHAM 

orvastatin voi 

erythromycin hoac clarithromicin. 

- Than trong khi ding déng thoi atorvastatin véi cdc thudc ra—thal co chira 

norethindron, ethinyl estradiol sé lam tang tac dung cua norethindron, ethinyl estradiol. 
* Twong ky ctia thudc: 

Do khong cé cac nghién ciru vé tinh trong ky cua thudéc, khong tron lan thudc nay véi cdc 

thudc khac. 
12. Tac dung khéng mong mudén cia thuéc: 

Tac dung khéng mong muén thoang qua (khoang 1% bénh nhdn). Ding atorvastatin cé thé 

c6 cac biéu hién sau: 

- Tiéu hoa: tao bon, day hoi, khé tiéu, dau bung, non, tigu chay. 

- Suy nhwoc, nhire dau, mat ngu. 

- RAt hiém bi dau co, nhuoc co, yeu suc. 

- Tang men gan, ting ham long creatinin phosphokinase huyét tuong. 

Thwong gdp, ADR > 1/100: 

Than kinh trung wong: Dau dau 
H6 co, xuong khép: Dau co, dau khdép, dau & chi, co that co, sung khop, dau lung. 

H6 hap: Viém mii, hong 

Tiéu hoa: Buén non, non, dau thuong vi, day hoi, khé tiéu ia chay. 
Hé thong mién dich: Phan tng di tng 
Mau: Tang duong huyét, ting HbAIc 

It gap, 1/1000 < ADR < 1/100: 
Toan than: mét moi, suy nhuoc, dau nguc, mét mdi, sot. 

Hé thong mién dich: Phat ban, may day, phi mach, ban xuat huyét, co that phé quan, séc 

phan vé. 

Hé co, xuwong khdp: Dau c6, mdi co. 

H6 hap: R6i loan hé hap, kho the. 
Tiéu hda: N6n, dau bung, o hoi, viém tuy 

Gan mat: Viém gan 

Than kinh trung wong: Chong mat hoa mat, dau dau, chimg di cam, mat tri nhé, 14 1an, 

giam khitu gidc va/hodc vi gidc, cé con 4c mong va mat ngu. 

Tang cac vi khuan khang thudc, bdi nhiém. 
Mau: Ha durong huyét, tang can, biéng an. 

Mat: Mo mat 
Hiém gap, 1/10000 < ADR < 1/1000 

Gan: Tang enzym gan trong huyét thanh. Viém gan ir mat, triéu chirng viém tuy 

H6 co, xuong khép: Viém co, tiéu co van 

Mau va hé bach huyét: Giam tiéu cau 
Than kinh trung wong: Bénh than kinh ngoai bién 

Mat: R6i loan thi giac 
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Tai: U tai 

Da: Phu, viém da hong ban, héi chirng Steven-Johnson, hoai tir biéu bi. 

Rat hiém gap, ADR < 1/10000 
Hé thong mién dich: Séc phan vé 
Tai: Diéc 

Gan mat: Suy gan 

13. Qua liéu va cach xi tri: 
- Qua liéu: Biéu hién 6 cdc triéu ching bao g6m buén non, non,\x6 boat S 

cay cian 
- Catch xit tri: Khong cé thudc diéu tri dac higu cho bénh nhan ding qu ieeatorvastatin. 

Trong trong hop qua liéu, bénh nhan can duoc diéu tri triéu ching, va ding cac bién 

phap h6 tro can thiét khac dé duy tri cdc chire ning sdng. Do phan Idn thudc gan voi 

protein huyét trong nén tham tach mau hau nhu khong lam tang thai trir atorvastatin ra 

khdi co thé. 
14. Dac tinh dug luc hoc: 

Nhom duoc ly: Thuéc chong tang lipid huyét (nhém tre ché HMG-CoA reductase). 

Ma ATC: C10AA05 

- Atorvastatin 1a chat irc ché chon loc va canh tranh men khtr HMG-CoA, ttc ché qua trinh 

chuyén héa 3-hydroxy-3-methyl-glutaryl-coenzym A thanh mevalonat, mot tién chat cia 

cdc sterol, bao gdm ca cholesterol. Cholesterol va triglycerid luu théng trong dong mau 

dudi dang cac phan tir lipoprotein. Nhitng phan tr nay chia ra thanh lipoprotein trong 

luong phan tw cao (HDL), lipoprotein trong wong phan tr trung binh (IDL), lipoprotein 

trong wong phan tir thap (LDL) va lipoprotein trong long phan tt rat thap (VLDL). 

Triglyceride va cholesterol két hop lai thanh VLDL 6 gan. Tir gan ching duoc gidi phong 

vao huyét tuong dé di téi c4c m6 ngoai vi. LDL dugc hinh thanh tt) VLDL va dugc thoai 
hoa chu yéu qua cac receptor LDL. Cac nghién ciru lam sang va bénh hoc da chi ra rang 
tang néng d6 cholesterol toan phan, LDL cholesterol va apolipoprotein B (apo B) trong 

mau lam tang qua trinh xo vita dong mach o ngwoi va tang cac yéu t6 nguy co gay bénh 
tim mach, trong khi tang HDL cholesterol lam giam nguy co mac bénh tim mach. 

- Atorvastatin lam giam cholesterol toan phan, LDL cholesterol va apoprotein B 6 nhimg 

bénh nhan tang cholesterol mau gia dinh déng hop tt va di hop tir, ting cholesterol mau 

nguyén phat va tang lipid mau hén hop. No cing lam giam VLDL cholesterol va 

triglyceride va lam tang HDL cholesterol va apolipoprotein A-1. Atorvastatin lam giam 

cholesterol toan phan, LDL cholesterol, VLDL cholesterol, apo B, triglyceride va nhimg 

cholesterol khéng phai HDL va tang HDL cholesterol 6 nhimng bénh nhan tang triglycerid 

mau don thuan. NO lam gidam long cholesterol ti trong trang binh (IDL cholesterol) 6 

nhimg bénh nhan r0i loan chuyén hoa lipoprotein mau. Hiéu qua cua atorvastatin trén ti 16 

tir vong va bién cé tim mach van chwa duoc thiét lap. 

15. Dac tinh dugc dong hoc: 

- Hap thu: Atorvastatin hap thu nhanh sau khi udng, nong d6 toi da trong huyét tuong dat 

duoc sau 1 dén 2 gid. Mirc dé hap thu atorvastatin ting twong tng voi liéu ding. Sinh kha 

dung cua atorvastatin khoang 12% va sinh kha dung cua chat c6 hoat tinh irc ché men khir 

HMG-CoA khoang 30%. 

- Phan bé: Thé tich phan bé cua atorvastatin khoang 381 lit. Hon 98% atorvastatin gin voi 

protein huyét tvong. Dya vao nhirng quan sat trén chuot, atorvastatin cé thé bai tiét vao 

sia. 
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- Chuyén héa: Atorvastatin chuyén hoa chu yéu thanh dan xuat hydroxyl héa tai vi tri 
ortho va para va cac san pham oxid hoa tai vi tri beta. 

- Thai tri; Atorvastatin va chat chuyén héa ctia no duoc thai trir chu yéu_vao mat sau qua 
trinh chuyén héa qua gan va/hoic ngoai gan. Tuy nhién, thudc khéng aNxinh gan 

rudt. Thoi gian ban thai cua atorvastatin 6 nguw6i khoang 14 g10, sn thai 

cua hoat dong irc ché men khir HMG-CoA khoang 20 dén 30 gid de yer hoa 

chinh cua atorvastatin. Duoi 2% atorvastatin uong vao duge tim tha 

- Bénh nhan cao tudi: Nong d6 atorvastatin trong huyét trong vacate ‘1 egshoa co 

hoat tinh cao hon 6 ngudi lén khoe manh. 

- Nong do atorvastatin trong huyét tuong va cdc chat chuyén hoa cé hoat ti tinh 6 phu nit 

khac v6i nam giéi. Cmax 6 nit cao hon nam khoang 20% va AUC 6 nit lai thap hon 

khoang 10%. 

- Bénh nhan suy than: Dugc dong hoc khong thay d6i 6 ngudi 1én khée manh. 
- Bénh nhan suy gan: Nong dé atorvastatin trong huyét trong va cac chat chuyén héa co 

hoat tinh cao hon dang ké 6 ngudi lén khoe manh. 

16. Quy cach dong g6i: 

Hop 10 vi x 10 vién nang mém, kém theo td hung dan sir dung thudc. 
17. Diéu kién bao quan, han dung, tiéu chuan chat lwong cua thuéc: 

- Diéu kién bao quan: Noi khé, nhiét d6 dudi 30°C. 
- Han ding: 24 thang ké tir ngay san xuat. Khong duoc ding thuéc da qua han dung. 

- Tiéu chuan chat luong cua thuéc: TCCS. 

18. Tén, dia chi cua co sé san xuat thudc: 
Tén co sé sn xudt: CONG TY CO PHAN DUOC PHAM HA TAY 
Dia chi: Té dan phé s6 4, P. La Khé, Q. Ha Dong, TP. Ha Noi 

DT: 024.33522203 FAX: 024.33522203 

DT: 024.33824685 FAX: 024.33829054 

Hotline: 024.33522525 

5/5

https://trungtamthuoc.com/


