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Céng thic
Ator 10mg
Ta dugc. vila dd 1vién nén

Chi dinh; Cdch ding - Liéu ding; Chéng chi dinh;
Thén trong; Téac dyng khdéng mong mudn va
céc thang tin khéc: Xem td hudng dan sl dyng

" Bao quén: nhiét d6 dusi 30 °C, noi khd mét, tranh anh séng. |

Tiéu chudn : TCCS

_ DE XA TAM TAY TRE EM
BOC KY HUGNG

San xuét tai:
Céng ty CP Dugc Phdm Khédnh Hoa

N SU DUNG TRUGC KHI DUNG

Budng 2/4, P. Vinh Hoa, TP. Nha Trang, T. Khdnh Hba_‘ -

WHO - GMP

Rx - PRESCRIPTION DRUG

ATORVASTATIN 10

Atorvastatin calcium 10 mg

Manufactured by:
KHAPHARCO PHARM. CO.

2

Composition:

in calcium

Alor

Exeir . Q5

10mg
....... for one caplet

Indicat] D,

g i : Contra-indi i
Precautions; Adverse Effects and other informations:
Please see enclosed leaflet

03 blisters x 10 caplets

ATORVASTATIN 10

SPK/Reg.no:
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Store: Below 30°C, dry place, protect from light
Specifications: Manufacturer

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY INSTRUCTIONS BEFORE USE

Manufactured by:
Khanh Hoa pharmaceutical joint stock company

\

"

2/4 Street, Vinh Hoa Ward, Nha Trang city, Khanh Hoa province |




. 3. Toa hudng dan s dung thida:n - /lynras com/drua/
' cholesterol mau va dinh\lJuunp céc chi s6 lipid A€ xac dinh lidu didu tri. Phai tign

RATORVASTATIN 1 0 e g | T2 S 1UGNG iid G ky. v Khoding cch khong dudi 4 tudn va diéu chinh i
ST

lugng theo d&p ing cla ngudi bénh vdi thuée.
-Cén sif dyng thudc théan trong & ngudi bénh udng nhiéu rugu va/hodc cé tién sir

THANH PHAN: 1 Vién | panh gan. Can tién hanh lam xétnghism enzym gan trudc khi bat 84u diéu trj bang

Atorvastatin calcium o1 0 M | statin va trong truging hop chi dinh 1am sang yéu céu xétnghiém sau do.

TG cvcivisassss st MR s ioimiannigianre 1 vién nén dai | can nhic theo daicreatin kinase (CK) trong trudng hop:

(T4 dugc gém: Lactose, Avicel M101, DST, Povidon, Mau vang Tartrazin, Magnesi| ., Trac khi didu tri, xét nghiém CK nén dugc tién hanh trong nhiing trudng hgp: Suy

stearat) giam chic nang than, nhugc giap, tién sl ban than hoic tién sl gia dinh méc bénh

DANG TRINH BAY: Hop 03 vl x 10 vién nén dai cd di truyén, tién sl bénh cd do sif dung statin ho#ic fibrat truéc dé, tién sl bénh

CHUY: -BOC KY HUONG DAN SU DUNG TRUGC KHI DUNG. gan va/hogc udng nhiu rugu, bénh nhan cao tudi (> 70 wéi) ¢ nhiing yéu 16 nguy
- NEUCAN THEM THONG TIN, XIN HOI Y KIEN BAC ST, 0 bj tigu cd vén, kha nang xay ra tudng téc thudc va mét s8 déi tugng bénh nhan
- THUGC NAY CHIDUNG THEOBON CUA THAY THUGC. dic biét. Trong nhiing truding hgp nay nén can nhéc Igi ich/nguy co va theo dbi

DUQC LYC HOC: bénh nhan trén |&m sang khi diéu tri bang statin. NEu k&t qua xétnghiém CK > 5 14n

-Atorvastatin 1a thudc ha lipid mau 1ong hgp, véi thanh phén hoat chat 12| gigihan trén clia muic binh thuéng, khéng nén bAtddu diéu tri bang stafin,
Alorvastatin calcium, ¢6 tdc dung dc ché canh tranh men khi 3-hydroxy-| +Trong qua trinh diéu tri béing statin, bénh nhan cén théng béo khico céc biéu hign
methylglutaryl-coenzym A(HMG-CoA) reductase, 1am ngén can chuyén HMG-| vé co nhu dau cg, cing co, yéutd.. Khi cé cac bidu hién nay, bénh nhan cén lam
CoA thanh mevalonat, tién chét clia cholesterol. Atorvastatin lam giam lipoprotein| xét nghiém CK dé cé cac bign phap can thiép phi hop.

va cholesterol huyét tudng bang céch tic ché sy t8ng hop cholesterol & gan va| -Ligu phap statin co kha nang gay viém co va tidu cd van, do dé phaigidm liéu hozic
béng céch t&ng s& lugng nhiing thy thé LDL (Lipoprotein ty trong th&p) & gan trén ngung diéu trj & cac bénh nhan cé tinh trang gdi y d&n viém co (dau nhic co, y&u cd,
bé matté bao, tir d6 tang sy I8y diva thodibign LDL. tang cretine phosphokinase I&n han 10 1dn so vdi gidi han trén ciia mdc d8 binh
-Atorvastatin lam giam cholesterol LDL manh nhét (25-61 %) so vdi bat ci thudc thuding) ho#ic cé cac yEu 16 nguy cd dan t6i phat trién suy than th phat thanh
nao dung dan doc, va td ra cd trién vong cho nhiing ngudi bénh cin phai giam myoglobulin nigu kich phat,

cholesterol nhiéu, ma hién nay chi dat dugc khi phéi hgp thudc. Atorvastatin lam sUDYNG CHO PHY NI €O THAI VA CHO CON BU:

tang ndng d6 cholesterol HDL (ipoprotein ty trong cao) tif 515 % va do d6 1am ha| _Thei ky mang thai cc statin 1am gidm t8ng hop cholesterol va c6 thé ca nhiéu
céc ty s6 LDUHDL va cholesterol toan phén/ HDL.10-30 % bing cach lam 1ang| chatkhac co hoattinh sinh hoc dén xuat tif cholesterol nén thudc cd thé gay haicho
thanh thai VLDL (lipoprotein ty trong rétth&p) t6n du nhd thu thé LDL. thai nhi. Chéng chi dinh diing Statin trang théi ky mang thai,

-Trong céc nghién ctiu I1am sang, biing chiing cho thay cac statin lam gidm 16 18t _Theiky cho con bu: Statin phan bé vao sia me. DO tiém néng cd tac dung khong
#| bi€n c& mach vanh, moi bién c6 tim mach da cé va gidm téng sé 1 vong & nguéi cé mong mudn nghiém trong cho tré nhé dang bu sita me nén chédng chi dinh ding
bénh mach vanh. Statin & phy nd cho con b,

DUGC DONG HQC: TACDONG CUA THUGC KHI LAIXE VA VAN HANH MAY MOC:

-Hap thu: atorvastatin dugc hdp thu nhanh chéng sau khi uéng. néng do thugc trong| Atoryastatin khéng anh huding hoéc &nh huéing khdng déng ké 1&n kha nang 1ai xe
huyét tuong 16i da dat dudc trong vong 1 - 2 gis. Muc do hép thu va néng d6| va van hanhmay méc, nén sl dyng dugc cho ngudi lai xe va van hanh may méc.
atorvastatin tang 1 1& v4iliéu lugng atorvastatin. Atorvastatin dang vién nén co d6 TUONG TAC THUGC:

khé dung sinh hoc 95 - 99% so v6i dang dung dich. Do kha dung sinh hoc tuyét d6i| sy tri phdi hgp Atorvastatin vdi cyclosporin, erythromycin, itraconazol,
clia atorvastatin khodng 14% va dg kha dyng toan than ciia hoat dong tic ché men ketoconazol, Iam tang nguy co bj viém co va tigu co van,

khil HMG — CoA khoang 30%. Tinh kha dyng toan than th&p 14 do sy thanh lgc & -Atorvastatin lam tang nguy co clia thuc chéing déng warfarin,

niém mac dudng tiéu héa va/ hoic chuyén hoa 1&n ddu & gan. Mac do thic &n lam -Thusc khang acid, cholestyramin lam gidm néng d6 Atorvastatin trong huyét
giam téc d va mic d6 clia sy hap thu khoang 25% khi dugc danh gia bdi Cmax va tudng.

khoéng 9% khi dudc danh gi& b&i AUC, nhung sy gidm LDL — C thi khéng déi khi -Téng nguy co 18n thudng cd khi sif dung statin déng thai véi cac thude sau:
atorvastatin dugc udng cling luic véi thic &n hay khong. Néng dd atorvastatin huyét Gemfibrozil, cac thude ha cholesterol méau nhom fibrat khac, Niacin lidu cao (> 1
twdng sau khi diing thude budi chiéu 18i thAp hon khi ding budi sang (khoang 30% a/ngay), Colchicin,

ddivdiCmax va AUC). -Vigc sl dyng déng thai cac thubce ha lipid mau nhém statin vdi cac thudc didu trj
-Phan bé: Thé tich phan b6 trung binh ciia atorvastatin khodng 381 Iit. Trén 98% HIV va viem gan siéu vi C (HGV) c6 thé lam tang nguy co gay t6n thudng cd, nghiém
atorvastatin dugc gén kétvdi protein huyét tuong. T11& héng céu huy&t tuong xép x1 trong nhé&t!a tidu covan, than hu din dén suy thén va c6 thé gay ti vong.

0,25% cho thay su thim thuGc vao té bao héng cau thép. +Tranh si dung atorvastatin vdi: Tipranavir + Ritonavir, Telaprevir,

-Chuyén hoa: atorvastatin duge chuy&n héa chil y&u thanh dan xu&t hydroxy hda +Sif dyng than trong va néu cén thiét nén diing liéu atorvastatin th&p nhat voi:
tai vitriortho va para va cac san phdm oxy héa tai vitribeta. Khoang 70% hoat dong Lopinavir + Ritonavir.

tic ché trong huyét tudng clia men khiy HMG — CoA la do céc ch&tchuyén héa cé
hoattinh, Fosamprenavir, Fosamprenavir + Ritonavir, Saquinavir + Ritonavir,

-Théitrii: atorvastatin va céc chitchuyén hoa cla né duge thai trir chi yéu qua mat +Khong ding qué 40 mg atorvastatin/ ngay véi: Nelfinavir.

sau qua trinh chuyén héatai gan va/ ho#c ngoai gan. Tuy nhién thudc khong di qua TAC DUNG KHONG MONG MUGN:

chutrinh gan ruét. Thai gian ban hily trong huy&tiudng trung binh clia atorvastatin & ~Thuding gip: Tiéu chay, tao bén, ddy hoi, dau byng, budn nén, dau déu, ching mt,
ngudikhoang 14 gid, nhung mot nita thdi gian clia hoatdéng lic ché men khit HMG nhin mmatng, suy nhuge, dau cd khdp.

- CoA 12 10-20 git docé sy ddng gop clia cac chdtchuyén hoa cé hoattinh. Dusi| _j; gip: Y&u oo, viém mi, viém xoang, viém hong.

2% lugng atorvastatin uéng vao dugc tim thiy trong nudc tidu, -Hi€m gap: Viém co, tiéu co van, dén dén suy than cép th phat do myoglobin nigu,
CHI BINH: - Ngoaira, con c6 thé gap méts& tac dung khong mong mudn: suy giam nhan thie
-Trong céc trudng hgp tang chalesterol toan phén, tang LDL — cholesterol, tang (nhuméttrinhd, 10 1&n..), ting dudng huyét, tang HbA1c

triglycerid. Luu y: Théng bdo cho béc sy nhing téc dyng khéng mong mudn gép phai khi sir
-Lam cham tién trién xd vila mach vanh. dung thudc.

-Dy phéng tién phét bign ¢& mach vanh & ngudi tang cholesterol mau: lam giam QUA LIEU VA XU TRI:
nguy cd rfh6| méu cd tim._g:ém nguy cd lam céc tho thuat tai tao mach vanh, gidm Khang cé diéu tri dac higu nao khi ding Atorvastatin qua liéu, N&u cé qué liéu tign
nguy cd iU vong do bénh tim mach hanh diéu trj triéu ching va cac bign phap hé trg cén thigt. Do thuéc g&n manh

LIEU DUNG: ) o ) protein huyét tudng, khéng c6 hy veng s& Iam tang thanh thi Atorvastatin dang ké
-Thubc ban theo don, ding theo chi dinh ciia thay thusc. b&ng phudng phap tham tich méu,

-Thudc c6 thé uBng vao batky thai didm nao trong ngay, vao biia an hodc lic déi. BAOQUAN -HANDUNG:

+Khong ding qua 20 mg atorvastatin/ ngay wvdi: Darunavir + Ritonavir,

-LiBukhdi ddu: 20— 40 mgx 1 I&n/ngay. Diéu chinh liu 4 tudn 1 1dn néu cén, Béoquan: Du6i30°C,noikhd mat, trénh &nh sang.

-Ligu duy tri: 20~ 80mg x 1 1&n/ngay. Néu cén cé thé tang liéu nhung khong qué BE THUGC XATEMTAYTHEEM. /L
80mg/ngay. Han ding : 36 thang ké tif ngay san xuét.

CHONG CHI BINH: Tiéuchudn: TCCS.

-Qué m&n véi Atorvastatin hosic véi bat cif thanh phén nao clia thubc,

-Bénh gan hogt dong hoic transaminase huyét thanh tang dai ding ma khéng
gidi thich dugc. San xuit tai:

-Thdi ki mang thai hoéc cho con bu. o i A

THAN TRONG: CONG TY CO PHAN DUGC PHAM KHANH HOA

-Truéc khi bét ddu diéu tr véi statincén xdc dinh nguyén nhan gay tang| WHO-Gwe DUONG 2/4, P.Vinh Hoa, TP Nha Trang, Tinh Khanh Hoa

Nha Trang, ngay 09 thang 08 nam 2013.

Y CP DUGC PHAM KHANH HOA
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