~R)(THUOC BAN THEO BON

VIEN NEN BAO PHIM

GONSA ATZETI

TO HUONG DAN SU DUNG THUOC

DE xa tam tay tré em
Doc ky hutng dan sirdung trude khi ding
Théng bao ngay cho bac si hodc duoc si
nhiimg tic dyng khéng mong muén khi sirdung thude.

PHAN 1:

HUGNG DAN SU'DUNG THUOC CHO NGUO1 BENH

1 THANH PHAN: M vign nén bao phim chirs

« Atorvastatin calei trihydrat
tuomng duong Atorvastatin ..,

« Ezelimibe | S— | et i 10 MG
Ta dupe: Cellactose 80, copovidon, natrl starch glycolat, magnesi stearat,
HPMC EB, titan dioxyd, tale, PEG 4000, polysarbat 80, dau thiu dau

ATrE A 10 mg

2 MO TA SAN PHAM
Vién nén dai bao phim mau trdng, mat mat co dap logo 7, mat kia co dap
gach ngang

3 QUY CACH PONG GOI
« HOp 3vix 10 vién,

« Hop B v % 10 vién
«Hop 10w % 10 vién

4 THUDC DUNG CHO BENH Gi?

= GON SA ATZETI co chia 2 hoat chat ¢o tac dung lam gidm cholestero
trong matu |a Atervastatin va Ezetimibe

« GON SA ATZETI duge chi dinh dé€ |am gidm cholesteral todn phan,
l.DL-cholesterol (cholesterol x3u) va triglycerid trdng mau. Ngoai ra, GON
SA ATZETI con lam tang néng di HDL-cholesteral (cholesterol t6t). GON
SA ATZETI dutc sir dung cho nhimg bénh nhan khang kiém soat duotc
ndng d¢ cholesterol bang ché df &n kiéng va tap Juyen the dyc. Ban nén
tigp tuc ché dd &n it cholestercl trong thixi gian sirdyung thude.

= GON SA ATZETI khong lam gidm con dau tim va dot quy hiéu qué hon so
v khi chi str dung atorvastatin

« Chusa rd tinh an todn va hiéu qua clia GON SA ATZETI khi sirdung cho tré em

5 NEN DUNG THUGC NAY NHU THE NAO VA LIEU LUONG?

« Ludn ding thude chinh xac nhu hutng dan cda bac sThodc duge i Néu
ban chua ra, hay hol fai cho chéc chan,

« Bac 57 s€ théng bao cho ban [y lugng va théi gian ding thudc.

= Bac 57 o thé thay ddi ligu cho ban néu cain thigt

= Chi nén boc thude ra khdi vi ngay trute khi udng.

« Udng GON SA ATZETI mét [3n méi ngay, cd thé kém hoac khang kem vii
thie &n. DE dé nha, ban nén udng thudc véo cung mét the diém maéi ngay

= Ban nén udng nguyén vién, khong dugc nghién, nhal hodc hoa tan vién
trutie khi udng.

« Ban nén gap bac &7 thutng xuyén dé kiém tra ndng dg cholesterol va kiém
tra cac tac dung khiing mong mudn co the xay ra cda thude, Bac =7 oo thé
thye hién xét nghiém mau dé kiém tra tinh trang gan cla ban trudt khi sl
dyung GON SA ATZETI va trong qua trinh diéu trj

6 KHI NAQ KHONG NEN DUNG THUOC NAY?

Khéng nén ding thudc nay néu ban:

« Bang co cac van dé v gan hodc cac ket quéa xét nghiem mau l&p lal cho
thay co van de vé gan

« Mén cam vl ezetimibe, atorvastatin hode bat cirthanh phan nao coa thudce

« Bang mang tha: hode cd k& hoach mang thal, GON SA ATZETI co thé gay
hal cho thai nhi. N&u ban 1a phu n dang trong 46 tudi sinh san, ban nén sir
dung cac bién phap tranh thai hiu qué khi dang sirdung thudc: Ngimg st
dung GON SA ATZETI va thang bao ngay eho bac sTnéu ban phat hign minh
mang thai khi dang sirdyng GON SA ATZETI.

« Phig nit q cho con bu hode c6 k& hoach cho con bd vi GON SA ATZETI
of khd g di vao sira me vé& gay hai cho tré sosinh. Khong dugc cho
con bu néu dang sirdung GON SA ATZETI.

7 TAC DUNG KHONG MONG MUGN
GOM SA ATZETI cé thé gay ra céc tic dung khéng mong mudn nghiém
trong bao gém:
Vén dé vé co: GON SA ATZETI co thé gay cac van dé v co nghiém trong,
€6 thé dan dén cédc van d& v& than, bao gdm suy than, Ban oo the cé nguy
co cao hon bj tac dung phu ndy néu dang s dung mot s6 loai thude khac
clng voi GON SA ATZETI.
Thiéng béo ngay cho béc si néu:

« Ban bi dau ca, céng hode yéu cokhang rd nguyén nhan, dac biét néu ban bj sot
hodc cam thy mét mai hon bink thutmng khi dang sdrdung GON SA ATZETI.

« NEu cdc van dé vé oo khang khdl sau khi d3 ngung sdrdung GON SA ATZETI.
Bac s 58 1am thém cac xét nghiém dé chan dodn nguy@n nhan cda van g8 nay.
Viin d& v gan: Bac s nén lam cac xét nghiém mau/de kism tra tinh trang
gan truoe khi st dyung GON SA ATZETI va khi ban go cac triéu chimg cla
van dé ve gan khi dang sirdung GON SA ATZETI. Théng bao ngay cho bac
s1 néu ban co cac trieu chimg sau:

« Cam thay mét maéi hodc yéu

» Chén an/ mat cadm gidc ngon migng

« Dau & ving trén that ung.

« Nude tiéu sam mau

+ Vang da hogc phan tréng cla mat
Théng béo ngay cho béc si néu ban:

« C6 céc phan dng di ung bao gdm sung mat, mai, luBivay hodic hong co the
gay ra kho thé hodic khd nudt, co thé cin digu tr| ngay
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GMP

+ Budn nan va nan.

« NUTE 1iEu ndu hodc 18l mau

» Cam thay mét madl hen binh thutmg

= Pau da day.

« Phan img dj img trén da
Céc tac dung khiing mong mudn thubng gap nhét cla GON SA ATZETI
bao gom:

» Hau co'va dau toan than,

= Thay ddi chit nang gan.
Ngpai cde tée dung khong mong mudn da dutt bdo céo, ezetimibe hodc
atorvastatin con gay ra cac tc dung: Bau khdp, téu chay, vin dé vé gan, suy
gidm tri nhd, ko 1&ng, tram cam
Thudc cé thé cd tac dung khéng mong muén khdc, théng bédo cho bac st
nhiing téc dung khéng mong mudhn gip phai khi sir dung thude.

8 NEN TRANH DUNG NHONG THUGC HOAC THUC PHAM Gi KHI BANG SUY
DUNG THUGC NAY?
Thing bao cho bac si hoac dute sicia ban vé tat ca cdc loai thude ma
ban dang st dung, bao gbm ca cac thudc ké don hodc khdng ké don, cac
vitamin hoéc thude wr duge lidu
Théing béo cho béc s7néu ban dang sirdung céc logi thudc d€ digu trj:

« Hé mién dich

+ Cholesterol.

« Nhigm khudn

« Ngira thai.

= Suy tim

= HIV hoac AIDS,

= Vigm gan C.

» Gout
Théng béo cho béc sT néu ban dism mét lupng lén nudc ép budi cham
hodc ding nhiéu hen 2 ly rugu méi ngay.

9 CAN LAM Gi KHI MOT LAN QUEN KHONG DUNG THUGC?
NEu ban quén ding | 1igu, bd qua liBu d3 quén va ding ligu tigp theo nhir
binh thutmng. Khéng ding gap dbi igu 48 bu lai cho ligu 48 quén.

10 NEU BAN MUGN NGUNG THUGC

« Hol y kién bac s7 truge khi dimg thute, Néu ban ngimg s dyng GON SA
ATZETI, ndng d¢ cholesterol ¢d thé tang 1&n trd lai

=« NEu ban 6 cau héi thém, hdy hdi y kifn bac ST hodc dute si.

11 CAN BAO QUAN THUGC NAY NHU THE NAO?

« Gitrthude trong bao bl géc cla nha san xust, day kin

« BE thude nol khd rde, tranh anh sang, nhiét 46 khong qua 30°C va ngoal
tam vdi clia tré em.

« Khang sirdung thudc sau ngay hét han ghi trén bao bi {hop va vi thudc)

12 NHONG DAU HIEU VA TRIEU CHUNG KHI DUNG THUGC QUA LIEU
Ding thudic chinh xéc nhirhutdng dén cda bac &1 Néu ban ding qua ligu hode
tré ern nutt phai thude, lién hé ngay vél bac sTva trung tam y t€ gan nhat méc
di eo the khang cd déu higu hodce tiéu chimg ngd doc nao

13 CAN PHAI LAM Gl KHI DUNG THUGC QUA LIEU KHUYEN CA0?

= Ngung dung thudc va lign lac ngay voi béc sThode trung tam y 1€ gan nhat,

« Mang theo vién thude cling véi bao bl d& bac <7 bigt ban da uéng thude gl
va oo bign phap xirly kip thoi.

14 NHONG DIEU CAN THAN TRONG KHI DUNG THUGC NAY
Trutic khi sirdung GON SA ATZETI, théng béo cho bac si néu ban:

« 06 van dié vé tuyén gidp

« 06 van dé vé than

= Bj déi thdo duimg

+ Pau co hode yéu cokhéng rd ly do

» Udng nhiéu hon 2 ly rugu mai ngay hodc oo cdc van dé ve gan.

« Co bat ky van dé vé st khde nao khac
Strdung GON SA ATZET vai mit s thudc hodic chat khac oo the lam ting nguy
oo gap phéi cac vn dé vé oo hodc cac tac dyung khong mong mudn khac.
Cénh Bdo Lién Quan Dén T4 Duvc

+ GON SA ATZETI co chifa lactose (Cellactose 80), thong bdo cho bac si
néu ban khéng dung nap voi bat ky leai duimg nao.

+ GON SA ATZETI co chua polysorbat 80 cd the gay di img va dau thau dau
©6 kha nang géy dau bunag, tiéu chay,

SirDung Cho Phy Nir Cé Thai Va Cho Con Bu:
Phy nirca thai:

= GON SA ATZETI chang chi dinh s dung cho phy nit oo thai hodc cb ké
hoach mang thai

= GON SA ATZETI dutie dung cho phy nirtrong dé tudi sink san chi khi naa
nhimg bénh nhan nay thue hign cac bién phap tranh thal higu qua.

« Néu ban mang thai trong khi ding GON SA ATZETI, can ngung thudc ngay
1&p tie va thong bao vai bac ST
Phy nircho con bu:

« GON SA ATZETI chéing chi dinh sifdung cho phy nirdang cho con b do kha
nang bai tiét qua sira me. Bl vl nguy oo céc tde dung khong mong mudn
xay ra trén tré s sinh, phy nir dang s dung GON SA ATZETI khong dunc
cho con b,

Anh Hutmg Ciia Thude Trén Kha Ning Lai Xe Va Viin Hanh May Méc

« Nhiing tac dung khtng mang mudn clia GON SA ATZETI o6 the dnh hudng
dén kha nang lai xe va van hanh may mdc. C8n trong khi |8i xe va van hanh
mdy moc dén khi ban biét dugc tac dyng cua GON SA ATZETI dén ban,

15 KHI NAO CAN THAM VAN BAC si, DUy si?
MNEéu can thim théng tin xin hoi y kign bac s hodc duge s,

16 HAN DUNG cUA THUGC
36 thang ke tirngay san xuat

17 TEN, BJA CHI VA BIEU TUONG CUA CO SO SAN XUAT
S4n xuat tai: CONG TY O PHAN DUGT PHAM BAT VI PHU (DAVIPHARM)
La MTA, Bubmg D17, Khu céng nghisp My Phute 1, Phutng Théi Haa, Thi
a8 Bén C4Y, Tinh Binh Dugmg, Vigt Nam
Dién thoal: 0274.3567.687
Fax: 0274.3567.688

18 NGAY XEM XET SUA BOI, CAP NHAT LAI NOI DUNG HUGNG DAN sUY
DUNG THUGC:
5/7/2018




L}{xmuéc BAN THEO BON

VIEN NEN BAO PHIM

GONSA ATZETI

TO HUONG DAN SU DUNG THUGC

DE xa tam tay tré em
Boc ky hutng dan sirdung trutge khi diing
Théng béao ngay cho béc st hodc dupc si
nhiing tac dung khéng mong muéhn khi sirdung thuédc.

HUGNG DAN SU' DUNG THUBC CHO CAN BOY TE

1 THANH PHAN: 45 vién nén bao phim chis

« Atorvastatin calel trihydrat

samg duong Atoreastatin n i 10 mg

S o i et W ~10mg
Ta dugre: Cellactose B0, copowidan, natri starch gyt at magnes siea i1 HPMC EE, titan rllmwd
§ *EG 4000, polysorbat 80, dau thiu dau.

2 DANG BAD CHE: Vién nén bac phim

ng

+Cholesternl rong huy 1 tuong o nguin oo trhio ths O nidt va téng hom nde sinh. GON SA ATZETI o6
chia ezatimibe va storvastatin. hai chat of tc dung giém lipid Blver béng nhidu oo ché khac rihea
Ezetimibe

= Mham duge Iy Mhom thuSc digu hoa fipid khac

= M3 ATC: C104XD3

= Ezetimibe lam giam ndng d cholestercl frong huyt tubng bang cach ue che hip thu chalesterol &
rudt non. Bich tae dung cis exetimibe |4 orotein vin chuyBn sterol, Niemann-Fick G -Like 1 (NFCTLT),
tham gia wbo qua trinh hdp thu cholestenl vl uhroswnl areudt. Troneg mdt naghién cu Iammtéo
i 2 fudin & 18 bénh nhan ting Wy, ché hap thu 5t khodng
E4% 50 vl nhdm i dhuge: Ezetimibe khing gdy nhing tac aum,nd i nghia 1 sang trén ndng & cia
cag vitamin tan trong diu (vitamin A, D v £ va khbng im gidm tfing hop harmaen sterced

« Ezetimibe khding i che sy ting hop chalesternl & gan hode lam tEng hai 18t acd mat Exetimibe
whitn bl ta b mdt nidm mac cda rudt non v it chié sy hip thu cholesteral din 9én gidm cung
cép cholesteral tir rudt vio gan. Bigu nay lam gidm lugng chotesterol du mr & gan vi fam gidm
niing &% cholestersl trong mdu Co ohi 1o dung nity b8 sung cho oo chd gidm cholesterol cha
nhdm cac chat statin
A

« Nhdm dugee Iy Thudic ie ché HMG-Cod reductase

« M ATC: CT0AAMDG

« Atorvasiatin e gibm niing 88 cholestenol va lipoprotein huyéttuomg bang cdch d ché HMG-Cod
rediictase 1ng fiop cholesteral 4 gan v tng 5 luomg thy the LD G B8 mat 1 bisa gan, tng culing
it gitrvi oy haa LOL. Atoevastatin cing lm giém 16ng hop LDL vé sd upng tif phan LOL.
Duge e hogc:

« (i nghién ol i sang 05 ching minh 51 tang ndng o cholesterol todn phin, LE-C vE 4po B, cac

thénh phan protein chinh LDL thue déy qué trink arviia ging madh dngui. Mookl ra. gifm HL- Ceing

1 guan dién surphat tidn cds ching xovim dong mach. Cac ngfisén ol dich 1 hoc 08 waodinh réng

1l bénih by tim rmach v tirvang phu thube tnus 1ep vio ndng dg cholesteral tasn phan va LDL-Cva i

K nghich vl nling 8% HOL-C. Gidng i LOL, cde tipaprotein giliu tghyoend v gisu cholesterol, bao
b céc lipoproien t trong rat thip (VLOL), lipopratein t trong tnang Binh (10L) v& céc tan du; clng cd
the thiie ity qua tinh xof vim 8ing mach. The 88ng 85c Bp cla vt ting ndng 88 HCL-C hode gism
niing g0 trighycend dén nguy e bénh mach vanh, biénk tim mach ba ty 2 tirvong chus duge xéc drh

« Atoryastatin oling nhurmit 56 chit chuysn hes ola nd oo hoat tinh duge ke tén ngui Gan 13 v
tri tde: dung chinh exia thude vl eiing 1 corquan chinh 18ng hep chalesterl v di hoa LDL Ligu sir
dung cia thutic nén phy thisdc vao higu qua 1am giam LOL-C, thay vi phy thude vao niing dd
thude trang huyst tuong, Lidd sirdung cho timg ca nhan nén due dia teén do ing diu i,

4 DUGC BONG HOC
Vién kit hop atorvastatin/ezetimibe 10710 mg oo sinh khi durg tweng duomg Vel surdung geng
thid 2 vién atarvastatin va ezetimibe rméng i& wal iy tuong o)
Ezetimibe

« Sau khi ufing, ezetimate diste hap th va phin dn chuyén tiénh dang hop chit lign hop o6 hoat
tinh (ezetimibe-glucurenid)

Atorvastatin

« Mg A i da trong huyd toeong dat duoe 1T - 2 gitrsau khi uiing, Bue 36 hip thu 18 thugn v
ligu atorvastating Smh khé dung tuyét dal ola atorvastatin (thode gde) xap « 14% va hoat tinh o
ché HMG-Coé reductase 1oan than dat khodng 30% Sinh khidung thép & do chuyén hoa & nigm
mage da day - rudt va/ hodc chuyn hda Bn dau qua gan. Nang &5 trong huydl teong coe
atorvastatin thap han (khadng 30%, £4 O, v ALC) khi dung thedc vio budh 181 so vat bustii sang
Tury nhiér, 517 gldm nidng di LOL-C thi gafing nhau bat ke thin gian ding thude trong ngdy.

‘Anh huting ciia thile &n dén syrhap thu thust kit hop Atorvastating Exetimibe.

« Khii g koer il Atoevastatiod Ezetimibe 80710 myg vl ché g6 4n nhigu chit béo Bm giam AUC
Wi Gy OB Btoryastatin &n et 1 11% va 35% va lam gidm ALIC cda ezetimibe dang khing Ién
hop 2%, 13ng C g, clia ezetimibe dang khang bin hop 10%

. Thuechq‘a e Atarvastating Ezetimite cd thé ding kém hofie khang kém ves thie &n.

Phin

Ezetimibe
= Ezetimibe v ezetimibe-glucuronid gén kst 15t vai peotetin halyst tuong (= 90%)
Atorvastatin

« Thé tich phén b !rung tinb cia atorvastatin oo «f 381 |it Atorvastatn gl ket v protein huyét
g hon 98%, T1 & thute trang méuy huyét tong x&p d 026 cho thay thuse it wao 18 bao hing
i, Oya trén uJan sat & chudt atorvastatin oo thit dugs ba bl o sl me
thii trir

Chuyéin hoa

Eretimibe

» Ezatifibe chid yéu duoo chuyen héa gua rudt non vé gan thang gqua ién hop glucurond vl sau do
quia Mt v b 18t qua thin, Mt 36 it qua trinh chuyén haa bling phan (g oy hoa da dute quan
sal thdly rén t e io.‘mnl.rngnu(-m

+ {f nguh, ezetimibe dugo chuyén hia nhanh chang thanh ezetimibe-glucuronid, Ezstimibe v
ezetimibe-glucuranid [ nhimg hop ohét thutmg due phat hign trong huyEt tuemg, chifm khodang
10 - 20% va B0 - 90% tdng 58 thudic trong huyét tumg. CA ezetimsbe va ezetimibe-ghurcnad
dim thal i khds huy#t tutmg wO thef gian ban thal khoding 22 gio 08 vl ol ezetimibe va
ezetimibe-glucuronid. B8 thi lién quan gifm this gean v& ndng 45 huyél wong od nhigu dinh, cho
1hiy oo thé thudc ob chu irinh gan rugt

« Sats khi ufing 140 -gzetinmibe (20 ma) & ngutt, tng wuronid)
chwin kKhodng 93% tdng luemg pheog e treng hum mrm Sau 44 gity, khonu pnat ruen surphat
xa trong huyst tummg,

« Gl phang xa ding G& digu tr 38 duge Him thifly trong phdn vh nude tigu [8n lugt khodng T8% va
1% sau khi thu thap trong 10 ngsy. Ezstimibe 1 thanh phin chish trang phan wa chifm khodng
69% [Bu ding, trong khi ezetmibe-glucuronid I3 thanh phan chinh trong nude Ty va chiém
khagng 9% ligy exetimibe i dung,

Atorvastatin

» Arorvastatin dugt chuyn bda thinh din xUst onfe- vl para-tydrosy hia hogs cac sdn phim oxy
haa. Trén in vitra, sy e ché HMG-CoA reductase cia chat chiuyén hoa ortho- va para-tydroxy hoe
g dumg wil atorvastarin, Khodng 70% hagt tinh Uo ché HWMG-CoA reductase 1 do oo ohil
chuyh hoa oo hoat tinh. Nghign citi trén in vitm cho thiy tam quan trong cla. chuyin hoa qua
cytochrom PAS0" 344, nBng d¢ atorvastatin trong huyét fuong 1én ki ding chung Wil
erythecmytin, rdd chit On che CYP 384 O ding vi, chiit chusn hoa ortho-hydecoy 18 e trdi qua
qua trinh ghecuronid haa

o Afrvastatin vl cac cht chuyén hoa ume this trir chd v qua mdt sau khi chuyén hde & gan va/
hodc ngadl gar: Tuy nhign, thude khang tras giza chu trinh gan rudt. Thes gian ban thal frung binh
trang byt tuomg & ngutd khodng 14 gido nhung thed gian d& hogs tinh oo che HMG-Cod reductase
giAm et il 1 120 dn 30 gity do 3 chit chuyin hia od host tnh. Sau khi uling, it hom 2% gy
atorvastatin dugc fim thay trong nude By
B6i tugng dic bigt
Nguti cao tudl
Ezetirnibe

« Naing 00 trong huyét tuong epetrmibe coo hoe 2 8 & nguei cao W6 khie manh (= 65 tudl) so val nguét mé
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(owe ]

ruid ki s hung e 10 mig? ngeny rong vong 10 ngay
Atoreastatin

» Mg dd frong huyet tuong cie storvastatin can hon (khodng 40% voi Co,, v 305 vol ALIC)
PN A0 1 i khoe mank = 65 i) 5o it nguia sl Cae dirlig lAm sang cro'héyta’dung
gidm LDL 151 han & biinh nnén ¢80 tudl 56 vt bénh nhan 11 tud

Tré em
« Chuga 18 tinh an toan va hig gud khi st dung cho eénh nhén tre em
Gid tinh

Ezetimidz

« Wing 6 trong huySt wong A phy rd hat cao hon so vl nam gl [khadng 20%) & sirdung 2y
10 mg/ ngay trong vang 10 ngay.
Atorvastatin

» MEing &4 trong huy#t tuong cla atorvastatin & pha ol khic vol nam gics (cac hon khoang 200, v
Crnax va 10% wii AUC). Tuy nhidn, tie dung gidm LOL-C tunng duumg itk rasm v nit
Ching tie
Ezatimibe

« Do trién dir ligu cia
Qi ngus da iréng, da
Bgnh nhin suy gan
Ezanimibe

« AUC trung binh cla ezetimibe toan phin thng khodng 17 B0 & bénh nhan suy gan nhe
{Enld-Pugh 151 B dér wii gt khde manh ki ding bu don 10 mg. AUC trung binh cis
ezstimibe toan phar va e ing khodng 3 - 4 fEnva 5- blEn ‘.L,'Jﬂq (m & bénh nhan suy.
gan trang binh (Child-Pugh 1ir 7 & nuy gan ning (Child-Pagh tir 10 - 16). Khi sirdyng héo 10
Mg/ ngéy trang 14 ngéy & bénh nhan swy gan trung bink, AUC treng bink cla ezetimibe 1oan phin
V& ezﬂ-mlbe ting khodng 4 B ded ngay thir 1 vi ngay ther 18 so wii nguii ke manh
Al i

« T bénl nhan méc bénh gan man tinh de e nBng 86 trong luyst tuong cua atorvastatin thng
Aing kE Cipy v AUG ting knodng & Bn & bénh nhan Child-Puegh & G, v AUC tEng tuomg thg
16 lin va 11 B@n g bénh nhén Child-Pugh B
Inem nhan suy thin

efimibe

» AL frurig bini cua eza o phiin, ezatimibe-gh il it ezetibe & bén
[Clr,s'i)ml.f phit/ 1,73 m) tang khoding 1.5 Briso va hgutn khie anh kh s dung I.euacp 1 I'TE
Aloyvastatin

« Bénh thign khiing anh hubng $8n ndng dé trang HuyE tueng v the dung gidm LIL-C cla artovastating
Bénh nhin phiin mau
Alerviastatin

« Mae o) chagm o nghién ciau duge tién hanh trén bénh nhiesuy thin giai dogn culi, nhung vidc
tham phan mau s khdng Lhm 1&ng dang ke d6 thanh thél cla atorvastatin  phiin kn 1hube gan
kit win protein huyst T

téc thudc

i rghiér
o

& durre déng hoo, khang oo surkhac nbau ve duge dgng Roc
wis ngutn chdu A

« Khidng coong e duge dng hoo dang ke ndo khi=irdyng ding thin ezetimibe v stonastatin, Chus thay
i tutong to dute ddng hoo chuyin Dt ndo wi thudc ket hop Atorvaststin/ Exstmibe duGe Bao cha
« Cytochrom P450:
Sirchuyén hda cda ezetimibe kivang bj nh hudng b ede chil oo ché hay cam Uhg oytochrom P450.
Atorvastatin duoe chuyén hoa bdé CYP 344, SO dung dbng thin thude kit hap Atarvastating
Ezetimibe ol the dén dén ting ning A5 atorvastatin treng huydt tuong. Mie di tuong 180 phu
thudc van kha néng tac @ina lén CYP 344

5 QUY CACH BONG GOI
o Hop 3 % 10 vy

= Hip f vl o 10 vidn

» Hig 10 vix 10 vign

6 CHI BINH
Ligu phip sir dyng thudc lam thay db néing 34 lipid huydt ohi nén 12 mat phan trong phac 3
didy {rf & nhimg bénh nhén cé puy oo dang ké bj xo vim déng mach do thng cholesteral
hiyét. Thude dusie chi dinh 32 bé trgf cho chi 0 4n khi s dung ché dé dn gidm chat bdo bio
hia, cholestersl va cac phurmg phap khédng ding thudo khdc khang cho dap ung thish hop
« Tang lipid huy@t nguyén phit:
BON SA ATZETT duoe chidinh 3 lm gidm huong chosesterc! inan phan, LDL-chalesterol (LDL-C},
apofpoprotesn B (Apo ), trigivcerid (15) va non-HOL-chalesterol {nan-HOL-C) & bénh nhén téng
liphd haurydt ngwen phit téng lipkd byt gia dinh di hop i vis khéng of tink gia dinh) hodc tang
lipid husyét hon hr,m

« Gidi han chi
Khing co 5\: o ting lol ich trén 1y 6 mde bénh Um mach vl 10 vong oua vign kat hop
atorvastating ezetimibe so vin atorvastatin
Wign két hop chus dupe nghién cdu trén i loan hpid hayst typ |, 11 1V va V Fredrickson

7|.|Eu DUNG cACH DUNG

LIEu khé\ iy khuyén céo cua GON SA ATZETI 1 vién e —

« Sas kh bt i didy 1) 2 tulin, cAin xét nghim riting &% Tpid trong mau & ditu chink TEL GON SA
ATZETI theo tutmg ing,

« Ligu ding nén duoe s chinh the timg bénh han dus trén mue do lipid huyEt tuong. Mén bét
i e v B thdp nnﬁl ma thude co tac dung, sau 39 néu clin hilt, oo the didu chinh léy
theo rihi ciu vé dép ung clda timg ngutd bing cach ting 1y timy det cach nhau khing dudk 4
Tn v phds theeo 6 phin Jhg oo hal cla thude, dic bt & phin (ng oo hal &8 v hé oo
Céch diing:

« GON SA ATZET) cing theo dutmg wing vio bt ky thos difm nae trang ngly, oo the ding kem
halo khing kem vl thic &a

« M UBng nguyén vién, khéng duge nhai, nghien hodc hida tan vien trudc khi udng

« Bé&nh nhin nén thea mot ché da &n it cholesteral khe bt dau s dung thullo va tiép e theo ché
43 &n ufing nay rrnr\q sUft thir gisn S tr.

M khic

Sl oed

GOM SA h‘{z[‘(l nén ﬂm:. sir dung trute 2 gir hofic sau 4 Qi 5o Vol thés diém aif dung cac loal

thutic bt itk acid mit.
| v mgt 56 chiit de chi

‘j’ bénh nhan dang s dung cyclospornin hobs cac ohat to ché HIV protease (hpranavie edng
ritonavirh hode chir on ché viém gan C protease {telaprevit) nén rdnh st dung GOMN SA ATZETL
1 bignh nhdn dang st dung lopinavir cong v ritonevir, than trong khi chi dinh GON SA ATZETI
& nén st dung vidi o thap nhat o8 higu qud. O bénh nhén dang ding clarthromycir
racorazod hodc bénh nldn HIV dang wiing saguineyir cang v ritonavir, darunavir voi ritonavir
fosamprenavr hogc [n,amprenawr i rtanavir il ezetimibes slorvastatin ngn g han Gmdne
10720 mg. {f bénh nhin sir dung neffinavir bode boceprevir, liBu ezetimibe atorvastatn nén gich
han & M 10/40 mg va céc dénh gid 1am sang can thit 48 ddm bao &5 sirdung lidu thip nhilt
o6 hiéy qué

Amiodaren

¥hi ding phéi hap vai Amaodaron, kKiving nin ding qud liBu atrovastann 20ma/ ngay
Cic lipid
Khiing khuyen cdo két hap GON SA ATZETI vif gemfibrozil

8 CHONG CHI BINH

« tfin cam vie atorvastatin, ezetimibe hode bt ky thanh phin ndo oda thude

« Bang bj bénn gan tién 1ién hodc ting rensaminese gan khdng 13 iy do trong thit gian da

« Phis nér dang mang thai hode oo ke hoach mang tha. GOM SA ATZETI co 1hé gy hai cho thai
nhi Mang di chalesteral va trglycerid tang J&n trong this ky mang thai binh thutng, chalesterol
v i diin xudt cila cholesterol ciin thigt cha suphat tign cda thal nhi, Xo via dbng mach i
mit qua trinh man tinh va sy gean doar slrdyng thulic gidgm Epid huyet trong thin ky mang tha:
it éinh hang 08N ket qui coa lidu phap diu tr tang chalestero! huyl nguyén phat. Khing o
day d cac nghién oo ve sitdung atorvastatind ezetimibe trénphy 0o thal Tuy nhidn, trong
Mt s4 It chc trutmg hop, ) tat bem sinh & dute quan saz thiy khi phai nhiém vl thude nhom
statin trong tr cung. Trang ede nghién ey va sinh san & chudt va thd, khang cd biing churg
oho théy atorvastatin gy quai tha:, GON SA ATZETI cnif dugie chl dinfy cho phy nir dang trong
46 1 sinh 54n khi benh nhan d3 dung cae bikn phap tranh thei higs qué va da dugc thong béo
& cac nguy oo tigm dn ode thude. Ny bénh nhan oo thai khi dang dung thulic niy. nén ngurg
sirdyng ngay GOM SA ATZETI va bénh nhin cn duto INGng b vé nguy oo tidm &n 851 wh thal
nhi

« Py nir dang cho con b hobic co ké hoach cho con bi vi GON SA ATZETI oo kha ning di vio 506
M v g4y hai che tré sorginh. Khong dugt cho con b néu dang strdyung GON SA ATZETI

9 CAC TRUYNG HOP THAN TRONG KHI DUNG THUGC
Bénh Iy cof Hiji ching tigu co vin
Atorvastatin

+ Cae trutmg hop hidrs gip tidu oo van kim theo suy thian cap thirphat do myogiobin nigu 48 dute
.;r | dn Khi 51 eyng atarastatin va cac thude khac clng nhom, Tidn 0 suy than od thé i mot
wéu t nguy oo cho hés chimg tisu co'vln. Nhimg bénh nhan niay can dute theo déi chijt ché han
W nhidng the 34ng 18n hé co xuang,

+ Aforvastatin, gifng nharcic statin khae, 361 khi gly bénh vé oo, nhu dau co hode yéu o kém theo
17 gis 1ng oreatin phesphokinase (CPK) = 10 &0 gioh han trén. Vigo st dung Bng thir Beu cao
atonvastatn vl mat & thisde nhdr dinh nnucyrlusponn wa chat it chié GYP3A4 manh (v du
clarthromycin, itraconazol va cac chil i ché prot dieu trj HIVY lam ting nguy oot bi ol
iy v ooy M) chimg Tiéu oo vén

« B3 o nhilng bas cao hidm gip v& bénh hog: 1 oo qua trung gian maén dich (IMRM)], mét bénh
1 midn, €0 guan d8n sdrdeng stating IMNM duge 08¢ umg bal Suy nhuoe oo bip v tang
rang A creatinin kinase trong huyEt thanh, tinh trang nay van duy 1 mie ¢l d& ngung dizu
) statin; Sinh thiét oo cho thiy co bi hogi W nhung kiing ot diu nigu cia viem; Uéu ching
o thign khi sirdung cde tae nhin oo ché mién dich

« Cain nhao theo did creatin kinase (CK) trong trelmg hop:

Truthe khi @iy T, xét nghiém CK nén dume tign hanh trong nhiing trutmg g Suy giam chis
réng than, nhut giap, tién sirbén than hals tign sirgia dinh miéc bénft oo di truyén, 1én 50 bi
i cor do si diyng statin hodc fibrat trude o, tikn st bénhogan va/hode ,;an b rugi, bénh
N cao tudi (> 70 tudf) &6 nhimg yiu 18 nguy oo b tiéu oo van, kha ndng wdy ra tutng tac thudc
iy mit 54 48 tuomg bankh nhan dac bigt. Trong nhimg truteng hop ndy nén can nhis ki ichy nguy
o v theo ddi binh nivin trén 1am sang khi diu tr bang statin. MEU k8t qua xet nghwém CK » 5
|3 gish han trén oda mut hink thutmg, khang nén bat diu digu 1 bing statin.

Trang qud winh digu i) obng statin, bénh nhan cin théng béo khi oo cac Didu heén v& od nhu dau
&0, eung o, yet oo . kKhi oo o5 bidU hign ndy. bénh nhin oiin lsm xét nghiémn CK € cb oac bign




phap can thiép phi hop,

= Ny o7 bénh o khi iy tr vt statin ting 18n khi ding diing thi voi cyclosparin, il wudt goid
fibric. enythromyein, ciaritheonnycin, Tesaprevie, sur két hom o céo chit Ut chi pratesse HIV, bao
qbim-sagquinawvir voi monavir, lopingvir voi ritonav, tipranayie ol itonsir, danunavir voi ritonavs,
fozarmprenavir, fosampeenaver cing nonavin niacin, hode thude chéing ndm loai azol Cdc béc 7
xem xet digw fr] két hop v GON SA ATZET) v din et acid filbre, erythromyeen, clarithromycin, k8t
hiop cda saguinavie va ritonavir, lainawr v itonsvin darunawi Wi ritonevin, fosamprenavin, hodo
Tosamprenavir cling v ritonavir, thudic ching nim azol hoddinacin nén can nhic gde gl ich disu
1) vt nguy co tigm 8n va nén theo 35i cBn than cac bénh 1w cac dBu ey hodic 8y ching
dau oo, céng hoko wéu co, o bigt 15 rong niimg thang du diku tri v trong Qi dogn Eng Iy coa
it trong hal thud, Nén st dung iu khén dau vh ligu duy trithip hom khi ding dBng thel v cac
thudc trisn, ©&n nhac tién hanh cac st nghism creatin phosphokinase dinh ki nhung khdng dim
o riing vids theo d&i chdlt ché s& ngan cdn sy xulit hign cla ching dau oot ngheém trong.

» Mgt 85 trutmg hop mac bénh vE co, bac gim tiéu o van 48 duge bao cao khi sirdung ding tha
storvastatin val colchacing nén thiin trong khi chi dink GOMN SA ATZET! v colchicin

« GON SA ATZETI nén dunc tam ngung & nhiing bénh nhén dang mie bénh co ciip tinh nghiém
trong hodic co yiu 1 nguy co'méc bénh suy thiin thi phidt do tidu oo van (vi du. Nhigm khedn
niding, huyst &p thip, mii phiu thudt, chin thuong, w51 loan chuyén han, ndi 11, dién gidi va déng
kinky khéng kifm saat)
Exetimibe

https://trungtamthuoc.com/

vt qué 10720 mg.

Cic chit gr chd protease: ALIC cia atorvasiatin tng fén dang ké khi s dung chung vis cao
chiit in ché HIV proteass, cing nhu chél oo ché viém gan C protesse so vidi khi ding
alorvastatin don déc. Do dé. & bénh nkan HIV dang sidung tipranmvir chng wii ritanavir hodc
bénh nhén viem gan C dang s dyng telaprevir, nén tranh sU dung GON SA ATZETI. (f biénh
nhan HIV dang sirdung loginavir cing i ritcnavie, than trong khi sirdung GON SA ATZETI va
sir dyng gy thiip nhﬂtomhé £ bénh nhin dang sirdung saguinavir vt ritonayin, danmewr v
TitEnavir, i ritonavis, [igu philf hop ezetimibe/atorvastatin
kndng nén vt qud o2 m\: VA nién than trong khi strdunq [} benh nhan i dang sir dura
neffinavir hodc bénh nhén viém gan C dang s dung b phil hop
atorvasiatin khéng nén\'uvtnuﬂ 10/40 mg va CAD thendﬂlchal dveutn lam séng
Mraconazol: AUC cua atarvastatin thng ken ding ke kv sir dung 40 mg mmam chung vl
itraconazol 200 mg, Do dd, bénh nhan dang sidung i ] dung her
ezetimibe/atorastatin vum qud Beu 10/20 mg

Atorvastatin va chat ch
chit uc-ché QATP1BT (v dy
bl atorvastatin llnu ﬂng

N hom atorvastatin i co chilt cos profein vin chuyén CATE181. Cac
k:epurm} o the [am téng sinh khé dung cda atorvastatin. ALC
£ khi ding dng thol  atorvastatin 10 mg va cyclosporin 52
markg/nigay o vl ding atorvastatin don dic. Ngodi ra, ezetimibe v cyclosparin ding
aling thél ¢ The L\m 18ng 5¢ phat nhim cd ezetimibe va cyclosporin. Mic 83 phot nhigm

. Tmngca:munghlem |&m sBng, kmmsumwmlemmmmg i oo vin hén quan
be kihi-50 sanh v nhdm 88 ching (gis dute hode statin don tri). Tuy nhidn, bénh 1y co

vz hii chiing téu corvan dute bist 18 mit phan (mg khing mong mudn ciia cae thodc statin v cac
thutic ha lipid khdc. Trong cdc thirnghiém 1am ssng, 1 i creatin phosphaokinase {CPK) > 10 lan gick
han trén 15 02% & nhom ezetimibe so v 0,1% & nhom gid dune va 0,1% 340w nhom szetimibe
&t hope statin 50 vii 0.4% & nhim statin don trf, Nouy oo die tinh &8 vl oo g t@ng Bn khi s
dyng i cac statin, binh nhin cao w (= 65), suy g@p, suy than va 1y thudo vao statin dugs st
dyng, sirdung ding thar cac nudc khac,

= Dir Ibbus i quid trin It hanh trdn thi trutmg cua ezetimibe. thuimg hop bénh by oo va hdi chimg
tiéu ca van 88 duge bdo cao. HEu bt céc bénh nhin bitidu co vin 0 dung statin trude khi
it i diing eaetimitse. Tuy nhién, tidu oo wan d& duoe baa cao vén dan tr héu béng fiéu phap
ezetimibe va dung szetimibe cung vifi cdc tac nhan o6 (ién guan J8n tang ngwy co bj tiéw co
wan, nhu céc din xudt scid fibric. Dlng d2ng this GON SA ATZET! vai fenofibrat nén duge
nigimg ngay 1ap o khi of ddu higu hodc nghi ngir cac bénh i co. Sirhién dién cac trigu ohing
v oo va ning 84 crestin phasphokinase = 10 180 gidh han tén i ehi diu che béni Iy co,
Enzym gan

Atorvastatin

« Statir, gidng nhar midt &5 lifu phap gidm lipid khac, oo ién quan dén bat thutng chi 58 sinh hoa vé
chil ndng gan. Enzym gan trong huySt thanh tang ko die (> 3 Bn gict han trén v xult o tr 2
W 1Y 1éni) xidy ra &0 7% bétnh nhdin dung storvastatin trong caa thir nghiém km séng. T8 nhing
DAL thaing nay ueng umig 18 0,2%, 0.2%, 0.6% via 2.3% A6 v I8y 10, 20, 40 va B0 mig starvastatin,

* Mt bEnb phin trong cac th ngheém lm shng cla atorvastiitn d8 b vang da. Téng céc chi 58
xet nghédm chim ndng gan khing gy vang da hodic cdo ddu hidu vé tridu chimg Bm sang &
nhimg bignh nhén Irhén Khu giam ity hodc ngung ding, ndng'dd transaminase trd lat hase gan
B e trume khi digu trj v ikhong 08 ks di etimg. 18 trong &8 30 bénh nhan co néng 83 enzym
Gan 30 kéo il Hip tue dunt digu 1 bing atarvastatin vt B4 thEp kon,

Ezetimibe

= Trong cde nghién cdu Em sam;mu kifim soat, ty I8 tAng ning d4 transaminase gan kéo dai (= 3
[ gich han trén) um?aln\: m‘@ ezetimibe (0.5%] i g duge (0,3%),

« Trong e nghsén el ding thn v atorvastatin, ty 1§ (!nq nang
& transaminase gan kéo dél [z3|3ﬂ uu:lhantf@rﬂ Iﬂ 0,6% d6i vé bénh nhitn dugc difu 1 v
ezetimibe v gtorvasiating Vide thng ning d6 transamanase thating khdng o6 trigu chimg. khing
lién quan d8n ching o mit, va trd g binh thutng sau khi nging di i)
mwmm

n céio T hién cae ket nghidm enzym gan trude ki bAt o déu ) vo GOM SA ATZET v

Iau gl theo chidn lam sang Sau khi thude luts haek trén thi truteyy, 04 oo bao cée hifm gip vé giy
suy gan (oo thé 1 vang hoke khing) & bimh nhn ding statn, hea glm atorvastating NSy o 1in
thinmig gan nghiim trang v oac tnieu ching Bm eang viy hoda ting biliubin miu hofie vang do
Iéyratru’qqué!ﬂmUlhatﬂvmwﬂﬂlmﬂglmgmﬂum hoéy wic dnh dute
nguyén nhin nac khac, khing ding fai GON SA ATZET)

+GON SA ATZETI nén dugt: 31 dung g trong &inhimg bénh nhin usng nhigu rugu v/ hose co tign
wbenhgnn Chiirg chi dinh ATZETI cho bénh nhan mac bénh gan tifn mgn hode

téng transaminase kéo dai khing rﬁnquy\*ﬂ nhiin

Chim it
« Téng HbAle v niing 45 Mnuwyétluc o B duee bio oo vt cac ohll Tt chi retuctase
HG-Cok, bao gBm atorvastating

= Stating ngan cén qus trink téng hop cholestenol va vE mst Iy tiyst od th 15m suy uyn thugng
thiin va/ hodc tuyén sinh duc. Cae nghién cin lm sang 38 ohi ra ring atorvastatin khdng tam
gidm nieg db cortisol huyEt tuong hede Em suy tuyen thamg thin va ezetimibe ld\ﬂngllrrlwam
udn xudt harmon steroid tuyén thugng thin, Téc dung cda statin A6 v khd néng sinh sén oo
mam gidh chua dugc nghién edu & sd lugng iy A0 bénh nhan,
Anhy huﬁng. el £, trén fryc tuydn vn - sinh duc & phy nirtign man kinh win chaa . Can thdn
trong khi sif dung GON SA ATZETI dong thid vii cée ko thude oo the iam gidm hoat tinh ela céo

steroid ndi smh nhar ketoconazol, spironolscton, vé eimediden
wmmommmummwummmm
(SPARCL) i

" 80 iy 50 vth i s v thue e & 4731 bénh nhain khéng 66 bih :.mmmurmmdat
quy hodc tai bifn mach maw nBo trong vong 6 thang 15 1@ dat quy do chdy mau ndo cag Hon dudo
hdly trang nham atorvastatin 80 mg s wi gid duge (2.3% amlw'nann 50 wii 1.4% gid duee).
Ngd dije thin kinh trung wong
Atorvastatin

» Xudt huyét nso d8 duge thiy & cho oai dibu 1] trong khadng 3 fhang va (iBu 120 mo/ ka/ ngay.
XUt huydt ndc va 18 thutme thiie kinh thi grsc 85 dute quan 8&t & mét nham ché eai khio ai
dhyng atorvastatin trong vong |1 tulin vai By 280 mg/ kwrw;mumﬂauwmnmnqnuy

syp. Ligu 120 may kg ngay din a&n phot nhidm tean thin oSp 16 Bn so wi ngui sdrdung higu 1
@ danh cho nguts B0 mg/ ngay. Co oimg d& dugc phat hién &2 ché dye (ding ligu 10 mg/ kg
rigay v 120 ma/ kg/ ngay). Khang phat hén dic tink trén thiin kinh trung utng & chudt nhat khi
st dyng (B0 400 mgy ko ngdy trang vang 2 ndm v & chuft ofing vai By 100 ma/ ka! ngdy,
Tﬁnumguénd:muhmulhanmmmqumqa&: bcﬂxuﬂlhuyﬂ phil vir céie 1
b dan nhan xirm nhip ra ving ngabl mach 5 duoe quan sat thly d che khi dute didu tn i céc
thudc khde thude cung nbam

St thubc cho IIE

+ Chusm r6i tinh an tobn viy higu qud cua thutic & bénh nhan tré em.
Sirdyng thudc cho tuli

nguBi cao

« Trong 58 nhimg bénh nhdn duge & tr bing ezetimibe d8ng thal voi atorvastatin Tong cac
rm;éncuuﬁmsmg1IEEb¢nhnhan65|Lﬁtr¢!n{bw96m 1 ngutn tr TS twdi trdidn). Higu
gusd vl tinh an todn cla atorvastating ezetimibe tutmg 1 nhaw gida nhimg bénh phin nay va
niklmg nguen tré tufil, Syrnhay cdm can hon cda mat 55 nguis cagtud) khing T ioa trir duge, B
Vi £B0 tudi (=65 tudi) 1 mit yBu 18 nguy co che bénh oo, nin thin trong khi chi dinh GON SA.
ATZETI cho ngutt cao tud

-ﬂmﬁlhbucmllhmﬂmﬂnwemhﬁn

Binh
« Chiing chi mmwmmsnnm:mhenhnh&amniue«hw\hw:mmm&
gan i tuc khéng rd nguyén nhin,

Binh suy
« Tin s b suy thén oo 1 1 maét yéu 58 nguy e cho bisnh Iy o liSn quan dén statin, Can the doi
chit ch2 cde tde ddng 9én oo xutmg & nbdm bénh nhan
« Khaing can hiéu chinh iy GON SA ATZETI & biénh nhin suy hian
Canh bio lién quan dén ta dugc
= GON SA ATZETI oo chis lactose (Cellactose 80), bénh niin bf rél logn di truy@n b gip w!mng
nap galctose, ching thifu hyt Lapp actase hode 16i kian hip thy glucose-galactose khing nén
sirdung thudic nty
+GON SA ATZETI ci chis ol thi the gy o byng, téw ché S1hi gy d ing
Sﬁm Cho PW Nir C6 Thai \l'l Cho Con B

ms;n.mm :Mng chl nlnh sadmgnmuhu nucummanmkemm mang thas. Nng &

cholesterol vh triglycer g qua trinh mang thal binh hueng, cholesterol vh e din

wullt ca cholestaro) Cﬁnﬂnéﬁ musgprm iéen B0 thaf e, xuuhaﬁonqmachlamétﬁm

midin tink va sy gian doan strdung thude gidm ||pcdrm‘!thung thél ki mang thai it énh hutmg dén
Jolit qui o B phap gy 1] ting cholesteral huylt nguyén phat,

» Khéng co dby d cao nghin cl vE SO dung atorvastating ezetimibe trén phy nir e thai Tur
nhién, trong mét 82 it ca trutmg hop, di tht bm sinh d& dugt quan =4t thay khi phet nhiém vl
thude mhgm statin trang ty cung,

« Statin o6 thit géy hai cho thai nhi khi ding rén phy nir mang thes B v GON SA ATZET chim
atorvasiatin, GON SA ATZETI dupc ding che phy ni trong d5 tudi sinh san chi khi nao nihing
‘biénh nhian sirdung cée bign phép tranh thal hidu qua va d8 duoc thang bac vB céc nguy cotidm
&n eia thuic, Néy phy nirmang thai trong khi ding GON SA ATZET, cin () thude ngay o
Aut: wis théing bao vl bénh nhan mét ln nim v& cde nguy co NBm Sn d8i vt thai nhi va surthidy
idn h';cd'\flgi |'cz|tl.nm shng khi isp e sl dung thudc

con

+ BON SA ATZETI chéng chi dinh sdrdyng cho phy nit dang che con bl

« Trang céc nghién cuw trén chudt cha thiy eretmibe vé storvastatin oo 1he duto bai tist qua siia.
Higny cham 78 khd nding thulc oo duoe bal 68t qua slia ngudi, nhaing mit lutng rivd thude cling
Mrhdfnmnmwastamdﬂduucphélhén‘mﬂqsrmw

. wrguywnacmcmbﬂ\qmmmmx&ywrmnéwﬁhphunudarvgsddurugm
mamhmnq&mdnoonw

Anh Hutmg Cia mwmmuunmmmm

+ Niimg tac ding kivdng mang mudin cuia BON SA ATZETI cd thé dnh hutmg d8n kha ndng 1l xe va
vénhénhmaymoc AN treg ki L8 e v viin hanh méy moc dén khi ban bist dure tée dung ola
GOMN SA ATZETI dén ban.

10 TUONG TAC COA THUGC V01 CAC THUGE KHAC VA CAC LOAI TUONG TAC KHAC

Nguy 6o cic bénh by cortrong ki digw tri v thude nhéen statin rlnn In kil sir dung kit hop vl
cac dén wudt cos acid fibne, niacin vl ldy & digu chinh lipid hisyet. cyclosparin va céc chit
U ché CYP 344 manh (nhur clasithrormycin, chit o ché HIV protease va traconazol)

Céc chit ic chi Pa50 344

Atorvastatin duoe chuyén hda b cytochrom PAS0 344, S dung atorvastatin dBng thél wol
cac chit Ou che manh CYP3A4 oo the lbm thng nBing 04 atorvastatin trang huyEt twong. Mic
5 tuong the va ting hitu qud phy thude vao tac dang Ot ché trén CYP3Ad, B vi GON SA
ATZETI chirs atorvastatin, nguy ca méc cde bénh Iy oo trong khi digu trj voi GON SA ATZETI
Lang [ khi sir umq Shing thii ve:

ting Ién dang ké khe st dyng B0 mg storvastatn chung vl
wlarithromysin {sw mg x 2 1N/ ngéy) so v khi disng atorvastatin don Ado. Do &4, & bénh nidn
dang =i dung clarithromycin nén sirdung cang ket hop ezetimibi/atorvastatin v Beu khdng

e thi tang bin emenn nhan suy than nlng.

Khuyin cao khing st dyng dBng thin GOM SA ATZETI va cychospornin,

+ Nutic ép butt chim
Mgt 2p bink cham cé chis cae thinh phan of thé dc ché CYPAA4 v 1am tAng ning 85
atorvastatin trong huyft tuong, dac Biét khi ding nude ép budi chim vugt qua 1,2 117 ngéy.

Da lam téng nguy co cac bénh ly ooy hdi chimg 18u oo van khi sd dung chung cac chit ue ché
HME-Cod reductase va gemfibrozil, nén trdnh sk dung $ng this GOM SA ATZETI v gemifibrozl
« Céie thude ha cholesterol miu nhém fibrat khic
Do lam tang nguy corcda bénh ly oo khi sl dung chung céc chlt t chd HMG-CoA reductase vi
fenofibrat. nén than trong ki sirdyung GON SA ATZET ding thil voi fencfibrat,
e fencdibrat o th [am tBng bai 1881 eholesterol v mit, din 9én bénh sai mdt. Néu bénh nghi
ngﬁ‘adl mit & bénh nhan dang ding GON SA ATZETI v mdt fencfibrat, cae xét nghibm w8 10 mit
nén dute chi dinh v xem xét thay 08 ligu phap digy tri giam hipid mau

« Niacin ligu cao ( = 1
Nguy cocéc dnh i trén o xuong tang Bn kb s dyng ding thid GON SA ATZET! vi riacin
nén kem xt gidm (B GON SA ATZET) trong fnfmahop gy e ————

i v o nmgﬂbtmom:rmgmwnmgmﬂ
h!llﬂlen mmmﬂsngmdummnenmtheumm:
“:2 udng

sL'rqu mvaasmhn i cdc thubc trinh thai dutmg uding co the lim ring AUC cis
marethindron vé ethinyl estradicl. Can luu y digu nay khi chon thude tranh thai che phu nitdang si

cdm dng CYP3A4
Sir dyng disng thin atorastatin vé che chill cdm ung CYPIs4 (nha efevireng, rifampn) od the
dn dén giam nbng dé cla atorvastatin trong huyst twimg. Do oo ché tutmg tae kep cda rifampin,
khuyin céo air dung doag thol GOM SA ATZETI va rifampsn, syt hodn hEp thu atorvastatin sau
ihi wing rifampin o4 fign guan d8n =i gidm dang kE ndng db atorvastat trong huyst uomg.
« Colchicin

Cdc trutng hop méc bénh v& oo, bao gam tigu oo vén 43 duoe bia cdo khi sir dung @bng this
alon-asmm i calchicin, thin trang khi chi dinh atorvastatin clng vl coichicin

Sﬂdunu ABng thix val cholestyramin lam gidm ALUC cus ezetimibe khodng 55%. Tac dung gidm
LDL-C do ezetimibe of the m Han chié dio tuomg te niy

« Thude
Khi sir dyng M GON SA ATZETI v warfarin, nén thea dii ch s binh thutmg hoa quéc &
{INR) (& mgt chi 56 beiu thi théi gian déng mau nhung d8 lea trir cle ylu 15 sai bt gilte chc
phing thi nghigm khie nhau)
= Amiodaron

Khi diing phéi hgp voi Amiodaron. khdng nén ding ligu storvestatin qua 20ma/ngay vi lam tang
nguy oo gay ra chimg tidu oo van, B3] vol nhing bénh nhéin phdi ding liku trén 20mgingiy ma
o higu qua d8Bu trj, béc 5T o 1 kia chon thudc statin khac (nhir Pravastatin).

11 TAC DUYNG KHONG MONG MUSH

Cée the dyung khisng mong mubn theo thn sult vh hé eo quan

Thuting gan, 1/100 = ADR <1/10

= Than kinh: Chong min

He hiip: Ho.
-T!u hda: Braw bung, bulin ndn, tiéu chiy.
= Coreuong v md lign kit Bau khop, véu oo, dau coxuong
-mfﬁawdlmdmﬁn i kel byt
triing v i kg sinh tring: Vigm phé quin, vigm xaang

= Tim mach: Cam giac ndng bimg
« Ket nghim: Téng ALT, AST

i g, 1/7.000 = ADR <1700

« Than kink: AGH loan vi giic, di cém, dau dau
« Tém thin: Trism cdm, mist ngd, i logn giic ngd
« Whidm triing va ninidm ky sinh trang: Banh com.
« HE hdip; Kho thd
= Tem mich; Cham nhip xoang.
» Tiéu hda: Beu wiing bung cém gise kho chiu, bung cdng. 150 ban, khd tiéu, dBy hot. viém da day.
= D vl mifh chut dax: Myn tring ca, miy
« Carsummg v m ién két Blau lumg, yéu oo co thit oo olng oo
» i Ioan chung: Siy nhue prumetmwmu
= Xt nghim: thng men gan, bt thutmg

1 nghigm chut ndng gan, tiinr;cén,m g ning dé creatinin kingse.

a, cdc tée dyng khang meng mudn sau diy 03 duge béo cao rmg quad trinh lu mh
phdm kit hpp ezetimibesatorvastatin trén thi trutng. Khing phdi 1! cd cdo phan dng duge:

Iigt ké g8y lin quan d&n ezetimibe hay atorvastatin.

«Thi !-Ac Wby iy, rdcloan 1h glibo
i1

« Nhigm tring vé nhim ky =inh trimg: Viém mii bong. nhiém tring duing tiu, viém xoang,
wigm hang.
» Mau v hé o Giam 180 chu,

« Mign dich. Phiin ing di (mg bao gdm phan vé, phu, phat ban vi may dey
-mb;yinh:\av'ammﬁng:inHﬂnqwun.rﬁ\lwnkmwnghoécgi&nmhum.m
HbATe

« Thin kinh: Gidim cam gidc, suy gem nhan thue-(nbur mt trf ahd, 10 18n:.), dau than kenh ngogi bién.
« Tam thin: Az ming,

+ Ttk vl mé dao, U tae, dife

= Mtgoh: Tang huyt &p, A6t guy do wubt huyét no,

« Hivhiip: Ho, dad hit < thanh qudn, chdy mau cam, hen suyén.

» D iy, rudt: Vigm tuy, tréo nguoe da déy thue guan, o hol, nan, khé miéng.

+ Gan mit: Viem gan, 56! mat, viém i mat, suy gan. o mit

« Da va md dutd da: Mg, phat ban, phis mach, viém da bong nite, reng e

» Cor g i md lign kL Bénh co hogl trgua b ulanmm&chhﬁtmuwwm:bﬂ
e diin ti vang {triu ching va diu hiéy nhi yéu oo, dau oo sUng o, MUoe tsu dim maw

mynglobén iy, 18ng creatin kinase huyet thanh, suy than e, loan nhip tim. dau of, sung khép.

vIEmw dau gan)

» Sinh duc: To vil & narm, rdi lean cuong duong

« Rl logn chung: Bau ngie, phil anml i, st

« Thin thammg, nod dic: Bt gén, chin thuong.

« Xét nghiém; C5 & bio bach cBy frang nude tigw, ting creatin phosphokinass.

12 QUA LIEU v CACH X0 TRI
Atorvastatin/ azetimibe

= Khdng cd liéu phap digu tr dio hidu khi dimg nua ligu Atorvastating ezetimibe, Trang trutmg
Ficip Qi FiEu, BEn Tham cin guee digu T merohung va-mys ign

thea yéu ciu

Ezetimibe

= Trong céo nghién oo 1&m sang, ding ezetimibe val bdu 50 ma/ ngay cho 15 ngull khde
manh trong 14 nghy, liBy 40 mgy ngay cho 18 bénh nhén oo thng lipid huy8t nguyén phat
trang 56 ngay v [y 40 mgd ngay cho 27 bénh nhiin b tang cholesterol huyet gia dinh diing
hep tir trang 26 tudn, nhin chung dutc dung nap t8t MGt 0l Bénh nhiln 1Ang chalesterl
huyét gia dinh dang hop 1 d8 tinh c& ding qué iy cla ezetimibe 120 mg/ ngy trang 28
ngay nhumg khdng co béo cao B cde trigu ching |am sang hay cée bat thutmg trén xét
nghiém can lam sang.

Atorvastatin
+ Dot 18 gan ket cda thudc vl protein huySt tuong lan nén thém phan mau lm tang khang dang
ki & thanh théi cla atorvastatio

13 CAC DAU HIBU CAN LUU ¥ VA KHUYEN CAO
Kbding ding qué ity chi dinh

14 BIEU KIEN BAD QUAN

+ Gilr thdic: trang biao B goc cln nha san xdt,

« B thude not kba rdo, trdah anh sdng, nhidt di X uua 30°C, vit ngoal 1Bm vl ca tré em,
» Khing sir dung thusic sau ngiy hét han ghi trén bao bi (hip v v thubc)

15 HAN DUNG CUA THUGC
36thang ke tirngay sdn xust

253’&1. BlA CHI VA BIEU TUDNG CUA 0 50'SAN XUAT
Sdn s 1
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