LTI

Rx : Thube bén theo don

ZENTOCOR 40mg
(Atorvastatin 40 mg)
Poc kil hirdmg dan sir dung triecre ki ding
Néu can thénr thong tin xin héi y kién bic si, dirge si.

Tén thubc: Zentocor 40myg
Tn;uhﬁn MBi vién chira

Atorvastatin calci --41,36 mg (twong dwong 40 mg atorvastatin)
Td dueoe:

Magnesi stearat; colloidal silica khan; hydroxypropy| cellulose HPC-L; cellulose vi tinh the; awapulgit hoat héa; tinh bdt ngéd
bién tinh mot phan; microcelac 100; opadry 11 OY-L $-28908 white.

Dangbaoché Vién nénbao phim.

Quy ciich déng géi : Hop 3 vix 10 vién

Dic tinh duge lyc hoe

MiATC: C10AAO0S X

Nhom tic dung duge 1¥: Thude ire ché HMG-CoA reductase .

Atorvastatin 1a mt thudc lam giam cholesterol. Thuée {rc ché san sinh cholesterol ¢ gan bang cach (e ché mdt enzym a0

cholesterol la HMG-CoA reductase. Thubc 1am giam cholesterol chung ciing nhu cholesterol LDL trong méu (LDL-
cholesterol duge coi I loai cholesterol “xdu™ déng vai tré trong bénh mach vanh). Giam mirc LDL-cholesterol lam chim
tién trién va thim chi co the dio nguge bénh mach vanh. Khong nhu cac thude trong nhom, atorvastatin ciing ¢o thé lam
giam ndng dp tnglycerid trong méu. Triglycerid trong mau cao ciing lién quan véi bénh mach vinh.
djng hge
- Hap thu: Atorvastatin duge hép thu nhanh. Hip thu cita thude khong bj anh hwomg bai thirc an. Sinh kha dung cua
atorvastatin thap vi dirge chuyén héa manh qua gan lin dau (irén 60%). Nong d5 dinh trong huyét thanh cia nhimg chiit c6
hoat tinh dat dugc sau 1 -4 gia. )
- Phiin bd: Atorvastatin lién két manh véi protein huyét trong (trén 98%). Atorvastatinwa ma nén di duge qua hing rio miu-
ndo.
- Chuyénhoa: thude duge chuyén héachi yéu d gan (trén 70%) thanh cdc chdt chuyén héa c6 hoic khéng c6 hoat tinh.
- Thai trir: thude duge dao thai chit yéu qua phin, dao théi qua thin dudi 2%.
Chidjnh .
- Didu tr hd trg eho ché g &in kiéng lam gia lesterol todn phén, LDL, apolipoprotein B, triglycerid va lim tang HDL &
bénh nhén ting cholesterol mau nguyén phat va roi loan lipid mau hdn hgp (type 1la va IIb): lim gidm triglycerid mau
(type V).
-Diéutri roi loan betalipoprotein miu nguyén phat (type I11).
- Diu tri hd trg vi céc bi¢n phap lam giam lipid khic ¢& lam giam cholesterol todn phin va LDL & b§nh nhin ting
cholesterol méu ¢6 tinh gia dinh déng hop tir
Thudc chi diug theo sir ké dom ciia bic si
Litu lrgng vit cich diing i i _
+ Khuyén céo bit diu diu trj véi lidu thip nhit ma thude 6 tac dung, sau d6 néu cin thiét, c6 thé diéu chinh liéu theo nhu
ciiu va dip img cla timg ngudi biing cach ting liéu timg dgt cdch nhau khdng dudi 04 wdn va phai theo ddi cdc phin img 6 mm—
hai cila thude, dic bigt 14 cdc phin img eo hai déi vén hé co. , —
+Vige sir dung ddng thi cac thude ha lipid mau nhom statin véi cac thude diéu tri HIV va viém gansiéu vi C (MCV) c6 thé s
lam ting nguy ¢ gy ton thuomg co, nghiém trong nhat la tiéu co vén, thin hurdin dén suy thiin va co thé gay tirvong e
+Tiing nguy co 1on thwong co khi sirdung statin dong théi véi cdc thude sau: ———
- Gemfibrozil E—
- Cée thude ha cholesterol mau nhom fibrat khic [—
- Niacin liéu cao (> 1 g/ngay)
- Colchicin
Ngayuong 2 vién Zentocor40 mg.
Tuong tic thube 5 s X
Vige sirdung dong thén cic thude ha lipid mau nhém statin véi cée thude dicu i HIV va viém gan sidu vi C (HCV) co thé lam
ting nguy co gdy ton thuong ca, nghiém trong nhit la tiéu co vin, thin bu diin dén suy thiin va c6 thé gdy tirvong:
Tranh sir dung atorvasiatin khi ding tipranavir + ritonavir, telaprevir
Sir dung thin trong va néu cin thidt nén ding liéu atorvastatin thip nhdt khi sit dyng ciing voi cac thubc sau: lopinavir +
ritonavir
Khéng ding qua 20 mg atorvastatin/ngay khi ding vai cdc thube sau: darunavir + ritonavir, fosamprenavir,
it + ritonavir, + ritonavir ]
Khong ding qui 40 mg /ngiy khi diing véi cac thudc sau: nelfinavir
Dé& tranh nhmg trong tac bat lgn cho bénh nhin, & ong in dng thiri
+Gemfibrozil

+ Céc thube ha cholesterol mau nhém fibrat khic
+Niacin ligu cao (> 1 g/ngdy)
+ Calchicin
+Cac thude diéutri HIV va viém gan siéu vi C (HCV)
Chbng chi djoh o
- Vige sir dung dng thar cée thude ha lipid mau nhém statin véi céc thude dicu trj HIV va viém gan siéu ViC (HCV) cothe
lam tfing nguy co gy ton thwong co, nghiém t:xngnhﬁl Ta tiéu co vén, thin hu diin dén suy thin va c6 thé gdy tir vong
~Tang nguy ca ton thuong cokhi sit dung statin dong théi véi cc thube sau:
+ Gemfibrozil
+ Céc thuoe ha cholesterol miu nhém fibrat khic
+ Niacin liéu cao ( > 1 g/ngay)
+ Colchicin %
-Qud miin vai thanh phin cua thude. ;
- Bénh gan tién trién voi dai ding khéng tim duge nguyén nhi
- Phynircé thai hodic dang cho con ba.
Théin trong
+ Vie sir dung ddng than cdc thude by lipid mau nhom statin véi céc thude diéu trj HIV va viém gan siéu vi C (HCV) ¢6 thé
Iam tang nguy co giy ton thuong co, nghiém trong nhit 14 tiéu co vin, thin hu din dén suy thin vi ¢ thé gdy tirvong
+Tang nguy ca ton thueng co khi sir di i thixi vai cée th 4
= Gemfibrozil
- Ciic thuée ha cholesterol mau nhom fibrat khic
- Niacin liéu cao (> 1 g/ngiy)
- Colchicin 5
+Lam xét nghi¢m enzym gan trudc khi bit diu diéu tri bing atorvastatin va trong trumg hop chi dinh 1am sing yéu ciu xét
nghi¢m sau do. ) )
+Nén tdi khdm khi bj dau, cing hojic yéu co khong gidi thich dugc, hofic cé kém sot holic mét moi.
+ Cén nhiic theo ddi creatin kinase (CK) trong trrdmg hop: 4
- Trude khi diéu tri, xét nghi¢m CK nén duge tién hanh trong nhimg truong hgp: Suy giam.chirc nang thin, nhwgc gidp, tién
sirbin than hofc tién sir gia dinh méic bénh co di truyén, tién sit bj bgnh co do st dung atorvastatin hofic fibrat trude do, tién
sirbénh gan vithoge uéni nhiéu rugy, bnh nhin cao tudi (> 70 tudi) cd nhimg yéu t& nguy cobj tiéu corvan, kha nang xiy ra
twong tac thude va mot s dbi tugng bénh nhiin dic bit. Trong nhimg tnromg hop nay nén cin nhac lgi ich/nguy co va theo
ddi bgnh nhén trén 1dm sang khi dlgu trj biing atorvastatin. Néu két qua xét nghiém CK > 5 1in giéi han trén cita mirc binh
thuémg, khong nén bat diu _diéu trj biing atorvastatin.
- Trong qui trinh diéu trj bing atorvastatin, bénh nhén cén théng béo khi c6 cac biéu hign vé co nhu dau co, cimg co, yéu co
.. Khicé cac biéu hign iy, bénh nhan can lam xét nghiém CK de ¢6 cac bién phap can thiép phi hop.
Téc dung khéng mong muﬁn:
Suy giagm nhdn thire (nhu mat ri nha, 16 1dn...)
Tiang duéng huyét
- Tang HbAlc 5 . N
Noi chung atorvastatin dung nap 161, ty 1 phai ngimg thube thip hon so véi cée thude ha lipid khée.
Thwdmg gap, ADR > 17100
Tiéu héa: ia chay, o bon, iy hoi, dau bung, vi budn non, gip ¢ khoing 5% bénh nhin,
Thén kinh tnng tromg: Dou diu (4~ 9%), chong mat (3 - 5%), nhin mé (1 - 2%), mat ngd, suy nhugc.
Thinkinh - ca vixuong: Dau co, dau khap. ¥
Gan: Cic két qua tha nghiém chire niing gan ting hon 3 lin giéi han trén ciia binh théng, & 2% ngudi bénh, nhung phan 1én
lakhéng c6 trigu chimg va hdi phyc khi Illfr?ng thude.
Suy gidm nhgn thire (nhu mdt iri nhe, 1 tn..)
Tangdwdmg huyct
Tang HbAlc.
Irgap, 1/1000 < ADR < 17100
Thfnkinh.mvaxuung: Bénh ca (két hgp yéu co va tang him lugng creatin phosphokinase huyé wrong (CPK).
Da: Banda.
H6 hép: Viém mili, viém xoang, viém hong, ho.
Hiéingap. ADR< 1/1000
Thiin kinh- co va xuong: Viém co, tiéu co viin, dhn dé hin cip thix pt
Huwdng ddin cdei xireri ADR ; ; :
Cac thay doi nong do enzym gan trong huyét thanh thuémg xdy ra o nhimg thing diu diéu 151‘ bang atorvastatin. Ngudi bénh
ndo c6 nbog do aminotransferase huyt thanh cao phai theo ddi xét nghiém chire ning gan lin thir hai dé xac nhin kég quava
theo doi didu 1rj cho tai khi cic bit thudng tra vé binh thuomg. Néw nong d aminotransferase (transaminase) huyét thanh
AST hoge ALT (GOT hofic GPT) dai ding lén qui 3 1dn gii han trén cua binh thudng, thi phii ngimg dicu trj biing
atorvastatin,
Phii khuyén ngudi bénh diing atorvastatin béo cdo ngay bt ky biéu hign nio nhr dau co khéng rd Iy do, nhay cim dau va
yéu ca, dfc bigtnéu kém theo kho chiu hofic sét. Phai ngimg ligu phap atorvastatin néu nong d9 CPK ting rd rét, cao hon 10
1in giti hgn trén cia binh thuémg v néu chin doén hojic nghi ngd 1 bénh co.
Thing gdo ngay che bic sT hodc diege 5T khi gip phai cdc e dung phy ciia thudc.
Si‘rdlgmgihubc cho phy ni¥ c6 thai va cho con b
- Chiong chidjnh cho phy nirca thai va dang cho con b Y
- Phunir coticm niing mang thai nén dimg bién phap tranh thai khac (khong ding thuoc tranh thai)
Anb hwimg dén kha nling 14 xe vi viin hinh miy méc 4
Thin Ir!vng khi 18 xe vit viin hinh may moc vi thube c6 thé gay dau diu, nhin me.
Qui lien
- Dibu r triu chimg va diéu trj b try khi cin thiét.
- Do thude gan két manh véi protein Tuyét trong, thim tieh mau khang hy vong lim ting ddng ké thanh thai atorvastatin
Bio quin: Baoquan noi kho, tranh anh sang,  nhi¢t dé dudi 30°C.

Han ding: 24 thing ké tirngay safiXult. Khong ding thudc khi
N i om-:«d‘&r&mmﬂnﬂ%mm

Pharmathen International SA
Sapes industrial park, Block 5, Rodopi, GR-69300, Hy Lap
Niity xem xét sira @61 cdp nbit lgi ndl dung hudmg ddn sir dyny thudc:




TO THONG TIN CHO BENT NHAN
L Tén sin phm:

Zentocor 40mg
Doc kY hnecmg dédn sie dung triece kil ding
Dd xa tdm 1ay wé em )
Thang béo ngay cha bac s hode dipe sT nhimg tée dung khong mong mudn gdp phai khi sit dung thudc
2, Thivah philn, hivm hegng cia thube
Mawibn!chtm.

Atorvastatincalel oo 41,36 mg (tuomg duomg 40 meg atorvastating

Magnesi stearat; colloidal silica khan; hydroxypropyl cellulose HPC-L; cellulose vi tinh thé; attapulgit hogt héa; tinh bdtngl

bidn tinh mot phin; microcelac 100; opadry Il OY-LS-28908 white

3. M tit sin phidm

Viénnén

Hp 3 vix 10 vién

4. Thube ding cho binh gi? ; L

- Didutri h trg cho ché 49 an kitng lan gidm cholestcrol todn phin, LDL, apolipoprotein B, triglycerid v lam ting HDL &
binh nhin ting cholesterol miu nguyén phat va rbi logn lipid mau hdn hop (type 1a va 11b); lbm giam triglycerid mau
(type 1V).

- Ditutrj rbi logn betalipoprotein miu nguyén phit (type 111).

- Didu 1 bd trg voi che bign phip lam gidm lipid khc d& lim gidm cholesterol {odn phin vi LDL & bénh nhin ting
cholesterol méu c6 tinh gin dinh ddng hop ur

5. Nén ding thube nay nhir thé nivo vi lidu legng?

+ Khuyén cdo bit diu dibu trf voi liéu thip nhit ma thude ¢6 tic dyng, sau d6 néu chn thiéy, b thé didu chinh lidu theo nhu

chu vA dp (g cla timg ngudi biing cach thng lidu timg dot cich nhau khong dudi 04 tulin vi phii theo doi cdc phin img c6

hai ctia thube, dac bigt 14 cde phin img ¢6 hai ddi véi bé co

+Vide sir dung ddng thiri cde thube ha lipid miu nhom statin v edc thude didu trf HIV vi viem gan siéu vi C (HCV) ¢6 thé

lim tling nguy co gy 16n thuong co, nghiém trong nhit 14 gy co viin, thin hu dln dén suy thin va ¢6 thé gy b vong

+Tang nguy co tén thuong co khi sir dyng statin dong thavi véi cde thude saw:

- Gemfibrozil

- Cée thude hy cholesterol mau nhém fibrat khic

- Niacin liéu cao ( > 1 e/ngdy)

= Colchicin

Ngiy uéng 2 vién Zentocor 40 mg

6. Khi nito khong nén ding thude niy? ‘

- Vige sir dung ddng thivi cdc thude hg lipid mau nhom statin voi cde thube didu tri HIV v viém gan siéu vi C (HCV) ¢o thé
lim tAng nguy co gy 1on thirong ca, nghiém trong nhilt 14 tiéu co vin, thin hur din dén suy thin vi 6 thé ghy tirvong

- Tang nguy catén thiang co khi sirdyng statin ddng thii véi cac thude sau:

+ Gemfibrozil

+ Ciic thude ha cholesterol mau nhém fibrat khic

+ Niacin liéu cao ( > 1 gngdy)

+ Colehicin

-Qui mén véi thinh phin ca thude.

- Bénh gan tién trién voi ting men gan dai ding khéng tim duge nguyén nhin.

= Phunirco thai hodic dang cho con bi.

7. Tiic dyng khéng mong mubn

Suy gidm nhin thire (nhu mét tri nho, L ln...)

Tiing dudng huyét
Ting HbAlc
Néi chung in dung nap 61, ty 1§ phai dc thip hon so vai ede thude hy lipid khic.

Thieimg gdp. ADR > 17100

Tiéu hoa: in:hiy.lﬁobén,dﬂy hoi, daubung, va bubn ndn, glip & khoing 5% bénh nhin.

Thin kinh trung uong: Dau diiu (4 - 9%), chd (3-5%), nhinma (1-2%), mtngy, suy nhwge.

Thin kinh- covaxwong: Dau co, dau khép.

Gan: Cac kétqui thirnghiém chirc niing gan ting han 3 1in gidi han trén cia binh thuémg, & 2% ngwiri bénh, nhumg phin lon
1a khdng ¢6 tri¢u chimg va hi phue khi ngimg thude.

Suy gidm nhin thire (nhumdt tri nhé, lalin. ..)

Tang dudmg huyét

TangHbAlc.

rgap. 1/1000 < ADR < 1/100

Thiin kinh- covi xuong: Bénh co (kéthgp yéu co vi ting him lugng creatin phosphokinase huyét frong (CPK).
Da: Ban da.

H6 hip: Viém mili, viém xoan 2, viém hong, ho.

Hiém gap, ADR < 1/1000

Thiin kinh - ca v xwong: Viém co, tiéu co vin, din dén suy thin ep thir phat do myoglobin niu.

Hiedng dén cichxirtri ADR :
Ciic thay ddi nong dg enzym gan trong huyét thanh thirémg xdy ra & nhimg thing diu didu tri bing atorvastatin. Ngudi bénh
nao co ndng 4o huyét thanh cao phai theo ddi xét nghigm chire ning gan lin thir hai dé xdc nh{in két qua va

theo doi diéu trj cho (61 khi cdc bit thuimg trér v& binh thuemg. Néu ndng dd aminotransferase (transaminase) huyét thanh
AST hojic ALT (GOT hojc GPT) dai ding 1én qud 3 lin gi¢i han trén cua binh thiemg, thi phai ngime diéu tri bing
atorvastatin.
Phii khuyén nguén b¢nh dung atorvastatin bdo cdo ngay bit ky biéu hign ndo nhr dau co khong 10 1§ do, nhay cam dau vi
yéu co, ddc bigt néu kém theo kho chiu hode sét. Phii ngimg liéu phip atorvastatin néu. nong 4 CPK tang rd rét, cao hon 10
1iin i han trén ci anéuchindod nghi ngd 14 bénh co.
8. Nén trinh ding nhimg thube hofic thye phim gi khi dang sit dyng thufic ndy?
Vige sir dung dong ther cic thude ha lipid mau nhom statin véi cac thube diéu rj HIV vi vié éuvi C(HCV) c6 thé lam
ing nguy co gy 10n thuong co, nghiém trong nhit Ia tiéu corvin, thin hu dfin dén suy thin va c6 thé gy tir vong:
Trénh sir dung atorvastatin khi dung tipranavir + ritonavir, 1elaprevir
Sir dyng thin trong va néu clin thiét nén ding lidu atorvastatin thip nhit khi sit dyng ciing véri cse thube sau: lopinavir +
ritonavir
Khang ding qu 20 mg atorvastatin/ngay khi diing véi cac thude sau: darunavir + titonavir, fosamprenavir,
ir + ritonavir, imavir + ritonavir
Khdng dimg qui 40 mg atorvastatin/ngdy khi diing véi cic thude sau: nelfinavir
Dé tréinh nhimg tuong tic bt lgi cho binh nhin, khéng sir dung ddng thoi atorvastatin ddng thivi v efc thube sau:
+Gemfibrozil
+Cacthube ha cholesterol mau nhom fibrat khac
+Niacin lidu cao (> 1 g/ngdy)
+Colchicin
+Chic thube diéu trj HIV va viém gan siéu vi C (HCV)
9. Cn 1am gi khi mijt 1hn quén khong dimg thude?
Khi ban mét Jin quén khong ding thude, chi cin udng lidu tip theo v
khuyén cio. Khong duge gap déi lidu dé bit vio lidu di quén.
10. Ciin biio quiin thuée nay nhir th nae?
Bdo quin noi khé, tranh dnh séng, &nhiét dé dudi 30°C.
11. Nhimg déu hiu vi trifu chimg khi diing thube qué lida
Chua ¢ bio cio cy thé vé cdc truromg hop qud lidu khi ding thube
12.Clin 1am gi khi diing thude qud libu khuyén cio?
-Didutrj trigu chimg va diéu trj b3 trg khi cin thiét.
- Do thude giin két manh véi protein huyét tong, tham tach mau khong hy vong lim ting diing ké thanh thai atorvastatin,
13. Nhirg diéu chn thin trong khi ding thude ndy?
+ Viée sir dung ddng thii cde thude ha lipid mau nhom statin véi ede thude didu tri HIV v viém gan sidu vi C (HCV) c6 thé
lam tiing nguy co gdy t0n throng co, nghiém trong nhit 14 tiéu cor vin, thiin hur din dén suy thiin v c6 thé gdy tirvong
+ Tiing nguy coton thuomg cokhi sit dung statin ddng thar véi cic thude sau:
- Gemfibrozil
- Ciic thude hg cholesterol miu nhom fibrat khic
- Niacin liéu cao (> 1 g/ngay)

P tue dung thude theo ligu phip da digc

- Colchicin

n;—ﬁ;“ﬂ::::g:lém enzym gan trurde khi bit diu dl&.l) n bing atorvastatin vi trong tnaimg hap chi dinh lim sing yéu chu xét
+Neéntdi khim khi bj dav, cang hole yéu cokhéng giai thich duge, hollc o6 kém séth e
+Cénnhiotheo ddi creatin kinase (CK) trong trubmg hop: ¥

- Truée khi dicu trj, xétnghiém CK nén duge tién hnh trong nhimg. Suy gidm chir thn, nhurge gisp, tidn

sirbin thin hole tién s gia dinh mic bénh ca di trayén, idn sitbj bénh ca do sir dung atorvastatin hoge fibrat trude 46, tén
sirbéinh gan vivhofic ubng nhidu nirgu, bénh nhan cao tudi (> 70 hub) c6 nbim yéuté nguy ca b tiéu corvan, khi nling xity ra
nromg tie thude va mt s6.d8i tugng binh nhin dfc biét. Trang nhimg trudmg hop ndy nén cin nhic loi ich/nguy corva theo
dbi bénh nhiin trén lim sang khi diéu tr biing atorvastatin. Néu két qua xét nghigm CK > 5 1in gidi han trén cia mire bink
thudmg, khang nén bitdiudidu tr bing atorvastatin.
- Trong qua trinh diéu trj bng atorvastatin, b¢nh nhin cAn thong bio khi cé cac biu hign vé <o tthir dau co, cimg ¢0, yéu co
Khi c6 cic biéu hign nay, bénh nhin cin lim xét nghi¢m CK dé cb cdc bién phap can thigp pht hop.
14. Khi ndo cin tham viin bac sk, dwge 7
- Néu co bit ky phan img khong mong mudn nao xay ra.
- Néu bgn c6 thai hofic dang cho con b, tham vin bac s§ truée khi ding thube.
15. Hyn diing cia thube?
24 thang ké tr ngiy san xudt. Khong ding thube khi qud hn sir dyng.
16. Tén, dja chi cia nhi sin xudt
Pharmathen International SA

Sapes industrial park, Block 5, Rodopi, GR-69300, Hy Lap.

17. Ngdy xem xét sirn d6i chp nbit lpi nfi dung hurdng diin sir dyng thube

227665



