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HUGONG DAN SU DYNG THUOC :’KSPM i
Vién nén bao phim DIOVENOR 20 va 40 ",
CONG THUC T—
Mi vién nén bao phim cd chia:
DIOVENOR 20: Atorvastatin (Atorvastatin calcium trihydrat 21,70 mg) ............ 20,00 mg
DIOVENOR 40: Atorvastatin (Atorvastatin calclum trihydrat 43,40 mg) ............. 40,00 mg

Té duge vira 8l cho 1 vién nén bao phim:

(Povidon K30, Cellulose vi tinh thé PH 102, Lactose monohydrat, Polysorbat 80, Natri

Croscammeliose, Caldl carbonal, Magnes| stearal, HPMC 615, HPMC 808, PEG 6000, Titan

dioxyd).

DU'QC LY VA CO CHE TAC DUNG:

- Atorvastatin thudc nhém STATIN, thubc (rc ché sinh tng hop cholesterol & té bdo gan
do (rc ché enzym hydroxymethylghutaryl(HMG-CoA reduclose), 1am ngln cdn chuyén
HMG-CoA thanh mevalonat & tién chiit clia sterol bao gbm cholesterol. Atorvastatin e
ché sinh tdng hop cholesterol, Idm gidm cholesterol trong té bao gan bing céch kich
thich 1ng hop thy thé LDL (hay con gol & Epoprotein ty trong thilp) & gan do @6 tang
wvin chuyén LDL tir mdu vio té bao, lam ting qua trinh thodi héa cholesterol. ¢ lidu
binh thudmng qua trinh chuyén héa HMG-CoA reductose khdng bj (rc ché hodn todn nén
wvlin ¢b 60 acid mevalonic cho nhidu qua trinh chuyén hoa.

- Atorvastatin lam gidm ndng a4 LDL rét hiéu qud. Thubc nady lam ha cholesterol LDL tir
25% @én 45% thy theo Bdu. Alorvastatin lam gidm cholesterol LDL manh nhdt (25 -
61%) so voi bt cir thudc ndo ding ribng 16, v 15 ra cd trién vong cho nhimg ngudri
bénh chn phdi gidm cholesterol nhidu, ma hién nay chi dst duge khi phdi hop thube.

- Atorvastatin lam ting ndng 86 cholesterol HDL (lipoprotein ty trong cao) tr 5 dén 15%
va do d6 lam hy cic ty 38 LDU/HDL va cholesterol todn phinMDL. Atorvastatin cling
lam gidm triglycerid huyét tuvong & mic dd thap hon (10% dén 30%) bdng cich Bm
ting thanh thal VLDL (lipoprotein ty trong rit thdp) 1dn du nhor thy thé LDL. Dap ing
didu trj voi Atorvastatin cb thé thdly dugc trong vong 1 - 2 tudn sau khi bit ddu ding
thudc vé thudng dat tdi da trong vong 4 - 6 tudn. Dap (ng duy tri trong sudt qué trinh
didu b ldu dal. Trong céc nghién cdu Idm sang, bing chimg cho thiy Atorvastatin lam
gidm r& rét bidn ob mach vanh, moi bién cb tim - mach 43 cb va gidm ting =4 t& vong &
ngudi co bnh mach vanh (c6 tifn s& dau thit nguc hodic nhdi mdu co tim cip) v
ngudi cb cholesterol huyét tuong 5,5 mmoliit hodic cao hon,
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= Atorvastatin cOing ©6 vai trd trong dy phéng tién phat (cdp 1) bénh mach viiih
bénh ting cholesterol co nguy co cao méc bién cb mach vanh. T w\(:“
WESCOPS (West of Scotiand Coronary Prevention Study) didu trf bng, praydsfatia 40«
mgingdy cho 6595 ngudi bdnh khdng bi nhdi méu co tim trude 46\ o6 d
cholesterol LDL trong khodng 4 - 6,7 mmollit, 44 gidm dugc 31% bién
adu tién (1ir vong do bah mach vanh hodc nhdi mau co tm khong gy chét). o cio
cia Atorvastatin tac dyng manh co thé lam gidm ndng dd triglycerid. Atorvastatin cling
duge dung ¢é 1am ting HOLC, nhung ¥ nghia ldm sdng con phdi dugc ching minh.

DUQ'C PONG HOC:

- Hép thu: Atorvastatin dugc hdp thu nhanh qua dudng tiéu hoa. Sy hip thu Atorvastatin
khong bi 4nh hudng bdi thire 8n. Khd dung sinh hoc cila Alorvastatin thip vi dugc
chuyén héa manh qua gan lin diu (> 60%). Néng dd dinh trong huyét thanh clia nhimg
chét co hoat tinh dat trong vong 1 - 4 gity 88i v&i moi Atorvastatin.

- Phan bd: Atorvastatin lién két manh i protein huyét tuong( >98%). Atorvastatin than J
déu nén di qua duoc hing rdo mau ndo. '

- Chuyén hba: Atorvastatin duge chuydn héa chi yéu thanh diin xudt hydroxy hoa tai vi
trf ortho va para va cdc sdn phdm oxide hda tai vi tri beta. Thude chuyén hoa chi ybu &
gan( >70%) thanh cdc chiit cb hoic khdng cb hoat tinh,

- Thi trir: Atorvastatin va cdc chuyén héa cda no dugc thdil trir chi yéu qua mdt sau qué
trinh chuyén hoa tai gan vashodic ngodi gan. Tuy nhién, thubc khdng di qua chu trinh
gan rudt. Théd gian ban hdy trong huyét twong trung binh cla Atorvastatin & ngudr
khoding 14 gidy, ddo thai qua thiin it { <2% ).

CHI D|NH:

- Ngudi binh ting cholesterol mau:

- Gidm nguy co nhdi miu oo tim, tir vong do bénh tim mach.

- Gidm nguy co phai lam cic thi thujt tai tao mach vanh tim.

- Lam chdm tién trién xo vira mach vanh , ddng mach & ngudi bnh ting cholesterol méu
6 bidu hign 1am sang vé bénh mach vanh, ké cd nhbi méu co tim trude 66.

- Gidm nguy co bién cb mach vanh clp.

- Atorvastatin ciing dugce chi dinh & gidm cholesterol toan phin v cholesterol LDL

- HA trg @iku tri cho bénh nhdn &n kiéng lam gidm cholesterol toan phin

CHONG CHI DINH:

Khéng ding thube ndy trong cic trudmg hop sau:

- Khi sir dyng céc chit (rc ché protease: Tipranavir + Ritonavir, Telaprevir
- Qua miin v&i bit ky thanh phiin nao cla thube.
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- Bénh gan tién rién hodc ting enzym gan dai ding khong tim Gyoc nguyén AHER. 55>

~ Théi ky mang thai hodic cho con ba. é?c:::mrv‘cﬁ
LIEU LUONG - CACH DUNG: »| COPHAN |w
.DI-
- Cach ding: t\SPM j
0 Ammmmm.wwﬂn.mmmw é

Vi t6ng hop cholesterol xdy ra vao ban dém, nén ding thubc vao budi t5i sé lam
ting higu lyc thudc. Bénh nhiin nén theo mdt ché & dn kidng gidm cholesterol
trudre khi bit diu didu tri biing atorvastatin va nién duy tri ché dd nay trong subt qua
trinh @iy tri.

o Lidu ding cla atorvastatin nén duge higu chinh véi khodng cich gilra cac lin higu
chinh khéng dudi 4 tudn, cho dén khi dat dugc ndng dd cholesterol LDL mong
mubn, hodic khi dat Bu thi da.

- Libu lugng:

o Libu khéi ddu thdng thudmg & ngudi n 88 kidm sodt ting cholesterol huyét
nguyén phét (cd tinh gia dinh dj hop tir hodc khdng cb tinh gia dinh) va rbi loan lipid
huyét hdn hop: 10 - 20 mg/ngdy. Nhing bénh nhan 8bi hdl gidm LDL - cholesterol
nhidu hon 45% nén khdi ddu véi libu 40 mgingdy. Libu duy tri: 10 - 80 mg/ngay.

o Lidu diduy trj tng cholesterol huyét co tinh gia dinh dj hop tir & bé gai sau ddy thi va
bé trai tir 10 tudi trdr 8n: 10 mgingdy. Lidu t&i da khuyén ding Ia 20 mg/ngdy. :

o Lidu thuémg ding 88 kiém sodt ting cholesterol huyét cé tinh gia dinh dbng hgp ti: ~ ~
10 - 80 mgingdy. Thudc ciing duoc ding hd trg cho cac lidu phép ha lipid khac (loc
LDL huyét tuong) hodic khi khdng dp dung dugc nhing idu phip ndy.

o Suy thdn: Atorvastatin bai tiét qua thin khdng didng ké, nén khdng cdin hiju chinh
libu & bénh nhan suy thin.

TAC DUNG KHONG MONG MUON:

- Suy gidm nhdn thirc (nhu mét tri nhé, 16 dn...)

- Téng dudng huyét

- Tang HbAlc

— N6i chung Atorvastatin dung nap 11, 1y 1 phdi ngimg thubc thip hon so véi céc thube
ha lipid khac. Tan s& ADR & moi Atorvastatin tuong ty nhir nhau.

— Thudmng gdp. ADR > 1/100
o Tiéu hod: Tidu chdy, tio bon, dlly hoi, dau bung va budn nbn, gip & khodng 5%
bénh nhan.
o Thén kinh trung wong: Bau ddu (4 - 9%), chng mét (3 - 5%), nhin mé (1 - 2%), mét
ngd, suy nhugc.

.
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| Fng
o Thin kinh - co vl xuong: Dau co, dau khap. ’m“’
o thctclnﬂwlmwmmmmmaﬂnﬁﬁ

thuémg, & 2% ngudi binh, nhung phéin Km Ia khing cd tridu
syl &
- ltgap, 1/1000 < ADR < 1/100

o Thhkiil-wﬂnmzﬂnhwﬂ#hwﬂuw“wmmm
phosphokinase huyét tuong (CPK).

o Da:Banda.

o H& hip: Viém mai, viém xoang, viém hong, ho.

= Hiém gip, ADR < 1/1000:

o Thén kinh - co v xuong: Viém co, tidu co viin, din dén suy than cdp thir phét do
myoglobin ni¢u.

- Huémg diin cach xir tri ADR:

o Néu ndng 49 aminotransferase (transaminase) huyét thanh AST hodc ALT (GOT
hodic GPT) ting Kén qué 3 Kin giél han trén cla gid trf binh thuemg thi phdi ngimg
didu trj bing Atorvastatin,

o Phdi nging léu phép Atorvastatin khi ndng 60 CK tang hon 10 1n giéi han trén cla
gid trj binh thudng va khi chdn doan hodc nghi ngér bénh co.

Théng béo cho thdy thudc biét nhimg téc dyng khéng mong mudn gép phél khi ding

thuéc

THAN TRONG

- Trudc khi bit Shu @du tri véi Alorvastatin, cdn phdi logi trir céc nguyén nhin gdy tang
cholesterol mau (thi du dai thao dudng kém kiém sodl, thidu nding gidp, hdi chimg thin
hu, réi logn protein méu, bénh gan thc mét, nghién rugu) va cin dinh lugng cholesterol
toan phén, cholesterol LDL, cholesterol HDL va triglycerid. Phdi tién hanh dinh lugng
lipid dinh ky, vi khodng céch khdng dudi 4 tudn, va didu chinh ibu lugng theo dip img
cla ngudri bnh woi thubc. Myc tiéu diu trf 13 gidm cholesterol LDL vi vty phéi sir dung
ndng 8% cholesterol LDL dé bt ddu didu tri va danh gid dap Ung dibu tri. Chi khi khang
xét nghiém dugc cholestrol LDL, méi sir dyng cholesterol toan phin aé theo dol didu trj.

- Cén sir dyng thudc thin trong & ngudi bénh udng nhibu ruou vavhodc cb tidn sir bénh
gan. Cin tién hanh cdc xét nghiém chic ndng gan trude khi bit dlu didu tri va trong
qua trinh sdr dyng thube.

- Cén nhiic theo dbi creatin kinase (CK) trong truémg hop:

o Truéc khi didu tri, xét nghiém CK nén duge tién hanh trong nhimg trudmg hop: Suy
gidm chirc ning thén, tién s&r bin thin hodc tén sir gia dinh mic bénh co di
truyén, tién sir b bénh co do sir dung statin hodc fibrat trudc dd, tién sir bnh gan
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vivhodc ubng nhidu ruou, bénh nhan cao tudi (>70 tudi) co nhimg o
tiéu co vén, mmuyumucMnmuwauw&Wm
wTwmwmmmndnnhlcbiwnﬂw

nhén trén lAm sang khi didu trj bing Atorvastatin. Hdumqut

idn giéi han trén cla cdc mirc binh thudmg, khéng nén bét ,wlsjﬁ\g
Atorvastatin,

o Trong qua trinh didu trj bing Atorvastatin, bénh nhén cin thdng bao khi c6 cac bidu
hién vé co nhu dau co, cimg co, yéu co... Khi cb cac bidu hién nay, bénh nhin cdn
1am xét nghiém CK dé cé céc bién phap can thiép phi hop.

Liéu phdp Atorvastatin phdi tam ngimg hodc thdi hin & bt cir ngudi bénh nao cb bidu

hién bi bénh co cdp va ndng hodc cé yéu 15 nguy co dé bi suy thin cdp do tidu co vén,

thi dy nhu nhiém khudn cép ndng, ha huyét ap, phiu thult va chin thuong Ion, bt
thutng v chuyén hoa, ndi tiét, din gidi hodc co gidt khdng kiém sodt duvrc.

Chi ding Atorvastatin cho phy nir & 89 tudi sinh dé khi ho chdc chin khong mang thai va

chi trong truémg hop ting cholesterol mau rit cao ma khdng dip (ng v&i cac thubc khac.

- Viéc sir dyng 88ng théi cac thubc ha lipid mau Atorvastatin véi cac thube didu trj HIV va
viém gan siéu vi C (HCV) cé thé lam ting nguy co gdy tdn thuong co, nghiém trong
nhét l tiéu co van, thin hu din 8én suy thin va cb thé gly tir vong.

- Khéng ding qua 20 mg Atorvastatin khi sir dyng céc chiit (rc ché protease: Darunavir +
Ritonavir, Fosamprenavir, Fosamprenavir + Ritonavir, Saquinavir + Ritonavir,

- Khdng ding qué 40 mg Atorvastatin khi sir dyng chét irc ché protease: Nelfinavir.

- Phéi hop thubc: Atorvastatin va nhya gén acid mat (cholestyramin, colestipol) ¢b oo ché
téc dyng bd sung cho nhau; phdi hop cac nhém thubc ndy cb tic dyng cdng lyc trén
cholesterol LDL. Khi ding Atorvastatin cing voi nhya gdn acikd mdt, thi dy
cholestyramin, phai ubng Atorvastatin vao lic di ngi, 2 gidr sau khi udng nhyra dé tranh
twong téc ro rét do thubc gén vao nhyra. Han ché phdi hop Atorvastatin voi céc thube
ha lipid khéc vi kha ndng ting nguy co bénh co.

TUONG TAC THUOC
~ Tang nguy co t3n thuong co khi sir dung Atorvastatin dng thai véi cac thudc sau:
o Gemfibrozil
o Céc thube ha cholesterol mau nhom fibrat khac
o Niacin lidu cao ( >1 g/ ngdy)
o Colchicin
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CYP 3 Ad), hodic véi niacin & lidu ha lipid (> 1 g/ngdy).

- Atorvastatin co thé lam tang tac dyng cua warfarin. Phai xac @inh théri gf
trudre khi bdt ddu ding Atorvastatin va theo doi thutmg xuyén trong giai
tri 34 bao dam khéng co thay ddi nhidu vé thoi gian prothrombin.

- Céc nhya gin acid mat co thé 1am gidm rd rét khd dung sinh hoc clia Atorvastatin khi
ubing cling. Vi viy thti gian ding 2 thude nay phdi cach xa nhau.

- Méc di khéng tién hanh céc nghién ciu vé twong tic thudc trong 1Am sdng, nhung
chua thdy c6 bidu hién trong téc c hai cd ¥ nghia Idm sang khi ding Atorvastatin cing
v&i cac chit ic ché men chuyén angiotensin, cac thubc chen beta, chen kénh calci,
thudc i tidu va thube chbng viém khdng steroid.

QUA LIEU-XUr TRI:

- Néu xdy ra qua lidu, cin didu Iri trigu chimg va b8 trg khi clin thiét. Do thudc géin két
manh v protein huyét twong, viéc thdm tach mau khdng gitp nhidu trong viéc tang thai
trir Atorvastatin

THO1 KY MANG THAI VA CHO CON BU:

~ Théi ky mang thai: Atorvastatin lam gidm t3ng hop cholesterol va mt sé chét khac co
hoat tinh sinh hoc déin xudt tir cholesterol, nén thudc cd thé gy hai cho thai nhi néu
ding cho phy nir mang thai. Vi vlly chdng chi dinh diing Atorvastatin trong théi ky mang
thai.

= Thii ky cho con bid: Atorvastatin cb tiét vao sCa me, nén thubc cd khd niing gdy tic
dyng khdng mong mudn nghiém trong cho tré nhé b s@a me. Chéng chi dinh ding
Atorvastatin & nguri cho con ba.

TAC DONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC:

Chura ghi nhdn dugc mdt treémg hop ndo dnh hudng dén hoat ddng vén hanh may moc

tau xe khi ding thube ndy, ndu cln thém thdng tin xin hdi ¥ kién thdy thubc.

TINH TUONG KY: Khdng

BAO QUAN: Nl khd thodng, tranh dnh sang, nhiét 39 khdng qua 30°C.

DONG GOI: Vi 10 vién, hdp 3 vi.

HAN DUNG: 36 thang ké tir ngdy sdn xudt.

TIEU CHUAN CHAT LUQNG: Tiéu chulin co s&

DE XA TAM TAY TRE EM
THUOGC NAY CHI DUNG THEO SU KE DON CUA BAC SV
DOC KY HUONG DAN SUr DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN THAY THUOC
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KHONG DUNG THUOC QUA HAN SU’ DUNG

TEN VA DIA CHI NHA SAN XUAT
ﬁ CONG TY CO PHAN SPM (SPM CORPORATION)
L6 51, Dudng s6 2, KCN Téan Tao, P. Tan Tao A, Q. Binh Tan, Tp. HCM
OT: (08) 37507496 Fax: (08) 38771010
Tp. HCM, ngdy 03 thang 06 nam 2015
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