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Thiag tin thube danh cho bénh nhin

Simrotes

THube nay chidiing theo don ciia bac si.

Dé xathm tay tréem.

Doc ky hirdng din sir dyng trrée khi diing.

Théng bdo ngay cho béc si hojic duwgce sTnhirng tic dung
khong mong mudn gip phai khi si dung thube.

THANH PHAN, HAM LUQNG CUATHUOC

- Durge chiit:
Simrotes 10 mg: Simvastatin 10 mg.
Simrotes 20 mg: Simvastatin 20 mg,

- Tidwge: Lactose khan, cellulose vitinh thé, tinh bt ngé tién
gelatin hoa, butylhydroxyanisol, magnesi stearat, talc,
hyprolose, hypromellose, titan dioxyd (E171).

MO TA SANPHAM )

- Simrotes 10 mg: Vién nén dang caplet, hinh s6 8, bao phim
mau tring, hai miit 16i, mt mit co khic ranh ngang hinh chix
V., miat doi dién trem, hai mit bén ¢o khic rinh ngang hinh chir
V, canh va thanh vién lanh lan.

- Simrotes 20 mg: Vién nén dang caplet, hinh s6 8, bao phim
mau q&ﬁ hai mét 16, mét méit ¢ khéic rinh ngang hinh chix
V, mat doi dién tron, hai mét bén ¢6 khiic rinh ngang hinh chir
V, canh va thanh vién lanh lin.

QUY CACHDPONG GOl
Hop 03 vi x 10 vién nén bao phim. Vi bim Al —
PVC/PE/PVDC triing duc.
Hop 10 vi x 10 vién nén bao phim. Vi bam Al -
PVC/PE/PVDC triing dyc.

THUOC DUNG CHO BENH Gi )

Bic si co thé cho ban sir dung Simrotes dé bd tro cho bién
phap an kiéng trong céc trudmg hop sau:

- Ban c6 nong dd cholesterol trong méau cao (bénh ting
cholesterol mau) hoic néng d6 triglycerid cao (bénh rbi loan
lipid huy¢t) ma khong céai thién dugc bing ché 46 &n kiéng,
giam ciin hay tip thé duc. .

- Ban duoc chin doén mac bénh di truyén “ting cholesterol co
tinh chét gia dinh déng hop tr” (m6t bénh hiém trong giadinh
gdy ting cholesterol trong mau).

- Bandang méc bénh mach vanh hoic cé nguy co b bénh mach
vanh du cho nong dd cholesterol trong mau cua ban binh
thuong (nhu déi thao duong, da timg bi dot quy hoac dang
mac cac bénh khac vé mach mau). Simvastatin co the giam
nguy co mac bénh tim mach bang cach giir cho mach mau ciia

~ban théng sudt.
ng sudt qua trinh sir dung Simrotes, ban c¢in tudn theo cic
g dan ciia bac sivé ché do an it chit béo va cdc bién phap
ong ding thubc dé lam giam ndng dé cholesterol trong méu.

NEXN DUNG THUOC NAY NHU THE NAO
ing thube theo ding hudng din cia bic sT hofic duge T,
iém tra lai véi bic sThodc duoe sTnéu ban khéng chic chin
cich dimng thude.
én tufin theo ché d6 @n kiéng giam cholesterol trong khi sir
ng simvastatin )
¥i lin: r_m:.EE.__.:m ding 1 § — 80 mg/ngay, uéng métlan
v nhit vao budi ti. Bac s7sé quyét dinh liéu ding theo mixe
bénh ctiaban. Liéu 80 mg chi duoc khuyén cdo & ngudi lém
ip nong d¢ cholesterol trong mau cao va ¢ nguy co mac cac
E;Enhvetimmach. ,
“TTié em 10— 17 widi: Em__._ sir dung khén déu la 10 mg, ubng
m_ug 1in m&i ngay vao budi ti. Liéutdi dala 40 mg/ngdy.
-t

-]

= e

- Néubandang strdung dong théi vii cac thude khéc: S

+ Khéng sir dung simvastatin lieu > 10 mg/ngay khi phoi hop
véi cac thubc nhom fibrat khic ngodi gemfibrozil hay
fenofibrat, dronedaron.

+ Khéng sir dung simvastatin liéu > 20 mg/ngay khi phéi hop
vériamiodaron, amlodipin, verapamil, diltiazem, ranolazin.

+ Trong truomg hop sir dung dong thai véi cac thube nhém gin
két acid mét (nhom thube diéu tri giam cholesterol ¢6 chira
cac duge chat nhu cholestyramin, colesevelam, colestipol),
nén udng simvastatin trude 2 gio hofie sau 4 giir khi udng
thude nhom ganketacid mat

- Bgnh nhdn suy than: Bac si ca thé giam lidu dung néu ban
dang co cac bénhve than.

KHINAO KHONG NEN DUNG THUOCNAY

- Djimgvai simvastatin hoic bat ky thanh phin nao ciia thube.

- Cocacbénhvigan )

- Phunir dang mang thai, c6 k& hoach mang thai hodc cho con
ba.

- —ue_.umw_wn_::ma?u&&:mn .

+ Thubdc khing nim chira itraconazol, ketoconazol hodic

posaconazol.

Khing sinh chim erythromycin, clarithromycin hodic

telithromycin.

+

Thubc diéu tri tang chol

Thude diéu tri viém hodic ¢}

Danazol.

TAC DUNG KHONG M(
Gidng nhur cac thude kha
dung khéng mong mudn
ciing gp phai. P et
Ngieng sir dung thude v thougbda cho béc si
Neu poncie thly ¢

- Néuban cam thiy dau co, u&c. co, cimg co, mét mdi hofic thin
nhi¢tcao. Simvastatin c6 the gy viem @@
vamdc du rit hiem, bénh co ¢o thé tén Eﬁ%m
doa tinh mang (tiéu co vén). P

- Néu ban gap phai céc phan (mg di im
khé, kho thé, sumg phi mi mat, moi,
dau khap, viem khdp hoc mach méu, 3
sumg phil, ndi méy day, nhay cam véi anh sang, sot, do bimg.
Théng bdo cho bdc si hojic duge si néu cic tic dung khing
maong rucion dicdi day trd nén ngng hon hogc ban gip phai
bit ky mjttic dung khong mong mudn nao khdc:

- Hiém gdp (tdn sudt xudt hign & nguoi tir 1/10000 dén
1/1000): Viém tuy; bénh gan (c6 cic biéu hién nhu ving da,
ngtra, nude tiéu cd mau den, phan o6 mau xam); kich img tiéu
hoa (mét moi, téo bon, tiéu chdy, ddy hoi, kho tiéu, dau bung);
yéu; dau déu; chong mit, rung t6c; ban; ngira; & cong hodc
gidm cam giac & tay va chin; di cdm (ngira ran hodic ¢ cém
gifickién bo trén da); thiéumau.

- Rdt hiém gdp (1dn sudt xudt hién ¢ ngwai < 1/10000): Suy
gan.

Mt 56 tic dung khéng mong muin khdc cing diwge bio
cido khi sir dung nhém thuic statin:

- Két qua xét nghiém chirc ning gan (transaminase) hodic

creatin kinase ting.

Réi loan gidc ngh (méat ngu, 4c mong).

Trdm cam. .

noﬁngnmqmg:ag, ) i

€6 cac viin dé vé duong thds bao gdm ho dai diing va/ holic th

déc hodic s6t.

+ 4+ + + +

NG PHONge

dot ngpt sﬁ_ﬁv.

tduimg, banda/ © NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG

- Suy gidm nhén thire (méat tri nhe, 10 1dn).

- Dai thao duémg (xét nghiém cho thay tang nong dé duong
huyét hodc ting HbATc) Nguy co nay cao hon néu ban co
néng dé dudng trong mau cao, tang m& mau, thira cin hoac
ting huyét ap.

NEN TRANH NHONG THUOC HOAC THUC PHAM Gi

KHIPANG SUDUNG THUOCNAY )

Théng béo cho bic sT hodic duge sTnhimg thude ban dang
hotic vira sir dung gdn déy, bao gbm thude khéng ké don va
thuoe tirduge ligu, vi Simrotes c6 thé anh hudng dén tic dung
ctia thudc khac va nguore lai néu sirdung ddng thisi

- M@t s thudc tuyét doi khéng duge sir dung déng thai voi
mmB_.oﬁmmau dugc liét ké cy thé & muc “Khi nao khing nén
dimg thuoc nay ™). .

- 'Théng béo cho bac s néu ban dang sir dung thude chdng déng
mau (warfarin).

- Ting nguy co tén thuong co khi sir dung Simrotes dong thési
vai céc thude diéu tri ting cholesterol khic (gemfibrozil, cac
thube ha cholesterol méu nhém fibrat khac, niacin liéu cao
hon 1 g/ngay); thudc diéutri bénh gut egnsa@

- Sir dung déng thoi Simrotes véi cac thude diéu trj HIV va
viém gan siéu vi C (HCV) ¢6 thé 1am tang nguy co gay ton
thuong co, nghiém trong nhit 14 tiéu co vén, than hir din dén
suy thénvacothé gy tirvong.

- Nude ép budi ¢o thé chira cac chét 1am thay dbi tic dong ciia

Simrotes. Tranh dung luong lon nudgc budi ép (> 1 it

ngiy).

CAN LAM Gi KHIMOQT LAN QUEN DUNG THUOC
- Neu quén ding thude, udng ngay sau khi nhé ra. Néu thai
gian nhé ra gan vai thai gian uong lieu tiép theo, hiy bo qua
_&:&mnﬁzimmu_ﬂn uong lieu tiép theo nhur thuomg €.
- Khéngudngliéu gdp dai dé bi cho lieu da quén.
CANBAO QUANTHUOCNAY NHU THENAO
- Béoquanthube & noi khé, dudi 30°C, tranh anh séng.
C.% sir dung thudc sau khi hét han sir dung duge ghi trén
udc hay vi thude.
= Khémg nén virt bé thube vao nude thai hay rac sinh hoat. Hoi
si cach bo thube khéng sir dung nita. Nhimg bién
gitp bao vé méi truong.

THUOC QUA LIEU
Qué liéu simvastatin thuong khong géy ra tn¢u ching dic
biét, ngudi ding thube thuomg hdi phuc khong dé lai di
chimg

CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU

KHUYEN CAO
Khéng ding thudc qué liéu khuyén cao. Trong truémg hop sir
dung qua liéu, lién hé vai bac si hodc dugc siva dén bénh vién
%”. nhét trong théri gian sém nhit c6 thé. Mang theo hép
thubc holic bét ky vi thudc ndo con sot lai.

ZMG.ZO PIEU CAN THAN TRQNG KHI DUNG THUOC

NAY

- Simrotes 6 thé gia ting nguy co mic bénh co &mot sb benh
nhén, giy dau co, yéu hofic cimg co. Béac sTco thé kiém tra

mau dé kiém tra cac vin dé & co tude va sau khi ban didu tri \“N\

vai Simrates. Thong bao cho béc si tnrée khi sir dung thude
néu ban dang méc phai cac yéu td lam tang nguy co bénh co:

+ Dang méc cc bénh vé than hoic tuyén giap (nhuge giap).

+ Bén than ban hojc bét ky thanh vién nao trong gia dinh da
timg mac bénh co ditruyén.

+ Da timg bi bénh co do sir dung cac thuée nhém statin (nhu

atorvastatin, lovastatin, pravastatin) hodc fibrat (nhu
bezafibrat hoic gemfibrozil) trude do.

+ Udng nhiéuruou hodc ban datimg mic c4c bénh vé gan.

+ Ngui cao twdi (> 65 tudi) co nhimg yéu td nguy co bi tidu co
vin
Trong qué trinh diéu tri vé1 Simrotes, ban cdn théng bao khi
c6 cac biéu hién vé co nhu dau co, cimg co, yéu co ... Bac sT
6 the yéu cau ban thye hién xét nghiém creatin kinase dé co
bién phép diéu tri phu hop

- Lam xét nghiém enzym gan truée khi bt dau diéu tri bing
simvastatin va trong mdt s6 truemg hop yéu cdu xét nghi¢m
saudo. )

- Trong qua trinh diéu tr véi Simrotes, bac st can theo ddi ban
thuong xuyén néu ban dang mic bénh ddi thao duémg hodic ¢
nguy co mic bénh dai thio duomg. Céc nguy co ndy bao gém
ban thira cén, ting huyét dp, c6 ndng do dudng trong méau cao
hodc ting md mau. .

- Mat vai trugmg hop bénh Pphoi k& di duge bdo cdo do sirdung
thuoe nhom statin, bao gom simyastatin, ddc biét khi diéu trj
lau dai. Mt so triéu chimg c6 thé théy nhu khé thd, ho khdng
dom, giam sire khoe tong quat (m&t moi, sut cdn, sdt). Thong
bio cho béc sThodc dugc T bt ky triéu chimg bét thuong nao
trong qua trinh sirdung thute.

- Tré em: An toan va higu qua ctia simvastatin chi duge dénh
gid & bé nam 10— 17 tudi vi & bé nir ¢ bt ddu chu ky kinh
nguyét truoe it nhat mot ndm. Chua co nghién ciru sir dung
simvastatin & tré em dudi 10 tudi,

- Ché phim Simrotes co chira lactose, cin thng bao cho bac st
néu ban dang méc cac bénh vé dung nap mét sb loai duong
(glucose, galactose, lactose, .. ) .

- Phy nir mang thai: Khang sir dung Simrotes néu ban dang
mang thai, c6 ké hoach mang thai hoic nghi riing minh dang
mang thai. Néu ban phat hién c6 thai trong thini gian sir dung
thude, ngimg sir dung ngay 1dp tirc va théng bao cho bac si.

- Phuni¥ cho con bi: Khong xic dinh dugce simvastatin ¢o qua
dugc sita me hay khong. Bl vi nhiéu thude ¢6 thé qua duoc
sita me va gy ra cac tac dung khong mong mubn nghiém
#o:mw ngudn me dang st dung simvastatin khéng duoc cho
con bi

- Anh huimg cia thude dbi véi edng viée: Simrotes co thé
gdy chéng mat, méc di khong phai ai ciing c6 thé gip phai.
NEu xdy ra véri ban, khong nén lai xe, vin hanh may moc, lam
viéc trén cao hodic cic cong vige khic.

KHINAO CAN THAM VAN BACSL, DUQCSI
Thong bao cho bac st hodc duge si trude khi sir dung thude
trong truémg hop:

- Suyhéhdpning.

- Bénh gan, thin, tim mach, dai théo dudmg.

- 1::@:& mang thai, cé ké hoach mang thai. Phu nir dang cho
con b
Néuciin thém thong tin xin héi § Kién bic sThojic dwgre si.

HANDUNG _ )

36 thang (ke tir ngay san xuat).
NGAY XEM XET SUA BOI, CAP NHAT LAI NOI DUNG
HUONG DANSUDUNG THUOC

HASAN

San xudit theo nhirgng quyén cia
MIBE GMBH ARZNEIMITTEL - CHLB BU'C

Tyt CONG TY TNHH LIEN DOANH HASAN - DERMAPHARM

L& B, Duimg sé 2, Khu cong nghiép Déng An, Binh Duong, ¢V\



