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Thanh phén Chi dinh, Chéng chi dinh, Liéu lugng, Céch ding, Tuon  the,
BIRORIIN i 10 mg Téc dyng khéng mong mudn, Thén trong va céc thong tin i’«lc:
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Simvastatin 10 mg

Lipid-lowering drug

P [SimHasan 10

, 02 blisters x 15 film-coated tablets

——— HASAN - DERMAPHARM CO., LTD.
[—@ Road No. 2, Dong An Industrial Park, Binh Duong, Vietnam

Composition
SERTIVIIIRIN .cor mms rsmmsa e s v s .10mg
T R — q.5. 1 tablat

Store in a dry place, below 30°C. Protect from light.
Spacification: USP 36.

Indicati Contr icati Dosage and Administration,

Interactions, Undesirable effects, Precautions and other

information: Read carefully the enclosed leafiet.
KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE DIRECTIONS BEFORE USE!
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Théng tin thude danh cho bénh nhin

- SimHasan

Thudbe nay chi ding theo dom ciia béc si.

Dé xa thm tay tré em.

Doc k¥ hwrdmg dfin sir dung trude khiding.

Théng bdo ngay cho béc si hofic dugce si nhimg tic dung
khong mong mudn giip phii khisirdung thudc.

THANH PHAN, HAM LUQNG CUATHUOC
Simhasan 10

Dicge chit: Simvastatin 10mg.

Tid diege: Lactose monohydrat, cellulose vi tinh thé 101, tinh
bt ngd, natri croscarmellose, acid ascorbic, acid citric khan,
butyl hydroxyanisol, magnesi stearat, HPMC 615, HPMC
606, PEG 6000, titan dioxyd, talc, oxyd sit vang, oxyd sit do.

Simhasan 20

Dirge chit: Simvastatin 20 mg.

Td duge: Lactose monohydrat, cellulose vi tinh thé 101, tinh
bét ngd, natri croscarmellose, acid ascorbic, acid citric khan,
bityl hydroxyanisol, magnesi stearat, HPMC 615, HPMC
606, PEG 6000, titan dioxyd, talc, oxyd sit do.

MOTA SAN PHAM

Simhasan 10: Vién nén hinh oval, bao phim mau vang nfu,
hai mit18i, canh va thanh vién lanh lan.

Simhasan 20: Vién nén hinh oval, bao phim mau hbng o, hai
mit16i, canh va thanh vién lanh lan.

QUY CACH PONG GOI

Hop 02 vix 15 vién nén bao phim. Vibim AI/PVC trong.
Hop 08 vix 15 viénnénbao phim. Vi bam AVPVC trong.

THUOC DUNG CHO BENH Gi

Bic sT ¢6 thé cho ban sir dung Simhasan dé bd trg cho bién
phép an kiéng trong cac trudmg hop sau:
Ban c6 nong d cholesterol trong miu cao (bénh ting
cholesterol huyét) hodc ndng do triglycerid cao (bénh rdi loan
lipid huyét) ma khong cai thién dugc bang ché df an kiéng,
giam cén hay tap the duc.
Ban dugc chin doan mic bénh di truyén “ting cholesterol co
tinh chat gia dinh dong hop tir” (mét bénh hiém trong gia dinh
gély ting cholesterol trong mau).
Ban dang méc bénh mach vanh hodc c6 nguy co bj bénh mach
vanh di cho néng db cholesterol trong méu cia ban binh
thutmg (nhu dai thao dudng, da timg bj djt quy hoic dang méc
cac bénh khac v& mach méau). Simvastatin c6 thé giam nguy co
mic bénh tim mach bdng cach gifr cho mach méu cia ban
thong sudt. ;
Trong sudt qué trinh sir dung Simhasan, ban cin tudn theo cac
huéng din cia béc sivé che d &n it chét béo va cic bién phap
- khong ding thudc dé lam giam ndng dj cholesterol trong mau.

NEN DUNG THUOC NAYNHU THE NAO

Diing thubc theo ding huong din cia bac s hodic duoc si.
Kiém tra lai véi béc st holic dugc sTnéu ban khong chiic chin
vé cach ding thudc.
Nén tuin theo ché d6 in kiéng gidm cholesterol trong khi sir
dung simvastatin, : 2
Ngedi Iém: Liéu thuong ding 14 5— 80 mg/ngdy, udng mt lan
duy nhét vao budi toi. Bac sis& quyét dinh liéu ding theo mirc
dd bénh cta ban. Liéu 80 mg chi duoc khuyén cao & ngudi lon
co nong db cholesterol trong méu cao va cé nguy co mic cac
bénhvétimmach. . )
Tré em 10— 17 ruoi: Liéu sir dung khai déu la 10 mg, udng mot
lin mdi ngay vao budi tbi. Liéu i da 14 40 mg/ngdy.

éu ban dang stx dung dong théi vai cdc thuoc khdc:

+

Khong sir dung simvastatin liéu > 10 mg/ngay khi phéi hop
véi cac thudc nhom fibrat khac ngodi gemfibrozil hay
fenofibrat, dronedaron. .
Khéng sir dung simvastatin liéu > 20 mg/ngay khi phbi hop
véiamiodaron, amlodipin, verapamil, diltiazem, ranolazin.

O nhimg bénh nhan sir dung ddng thoi simvastatin véi
lomitapid, liéusimvastatin khéng dugc qué 40 mg/ngay.
Trong trudmng hop sir dyng dong thin vai cac thudc nhom gin
két acid mit (nhom thude diéu trj giam cholesterol co chira cac
duge chat nhu cholestyramin, colesevelam, colestipol), nén
ubng simvastatin truéc 2 gitr hodic sau 4 gity khi udng thube
nhom géin kétacid mat. i )
Bénhnhdn suy thdn: Bac sico thé gidm liéu ding néu ban dang
cb cac bénh vé thin.

KHINAO KHONG NEN DUNG THUOCNAY

+

+

e i i e -

Dij img véi simvastatin hoic bét ky thanh phén nao cia thubc.
Co cac bénh vé gan. .

Phuy nit dang mang thai, co ké hoach mang thai hodic cho con bu.
Dang st dung mét sb thude:

Thudc khang nim chira itraconazol,
posaconazol.

Khang sinh chira erythromycin, clarithromycin holic
telithromycin. L

Thubc tre ché HIV-protease dung dé diéu tri bénh HIV nhur
indinavir, nelfinavir, ritonavir va saquinavir.

Thube diéutri viém gan siéu vi C nhu boceprevir, telaprevir.
Thudc diéu trj trim cam chira nefazodon.

Thude diéu trj ting cholesterol chira gemfibrozil.

Thubc diéu trj viém hofic chéng thai ghép chira cyclosporin.
Thubc dicu trj bénh lac ndi mac tir cung chira danazol.

Thude didu tri bénh nhiém khuéin chia acid fusidic.

Bénh nhén ting cholesterol mau ¢6 tinh chit gia dinh déng hop tir
dung dong thari lomitapid va simvastatin véi liéu > 40 mg/ngay.

TACDUNG KHONG MONG MUON

Gidng nhur céc thube khac, Simhasan co thé giy ra mét sb tac
dung khong mong mudn mac du khéng phai bénh nhin nao
ciing géip phai.

Ngwng si dung thubc va thong bdo che bdc st ngay Iip tirc
trong trudmg hgp:

Néu ban cam thiy dau co, yéu co, cimg co, mét moi hojc thin
nhiétcao, Simvastatin co thé gay viém co hoic hiy hoai co va
miic dii rit hidém, bénh co co thé tién trién nghiém trong de doa
tinh mang (tiéu co vén).

Néu ban glip phéi cac phin img di img nhur dét ngdt tho kho
khe, kho tho, sung phit mi mét, moi, mat, phat ban hofic ngira,
dau khop, viém khop hodc mach méu, dau bt thuomg, ban da,
sung phii, nd1 may day, nhay cam véi anh sang, sot, d6 bimg.
Thong bdo che bdc st hogic dugc st néu cde tdc dung khong
mong mudn duwdi ddy tré nén ning hon hofc ban gdp phai
bit ky mjt tdc dung khiong mong mudn nio khdc:

Hiém gdp (tdn sudt xudt hién & ngudi tie 1/10000 dén 1/1000):
Viém tuy; bénh gan (cé cic biéu hién nhu ving da, ngira, nudc
tidu c6 mau den, phin c6 miu xam), kich img tiéu hoa (mét
moi, tdo bon, tiéu chay, diy hoi, khé tiéu, dau bung); yéu; dau
diu; chéng mit; rung toc; ban; ngira; té cong holic gidm cam
gidc & tay vé chiin; dj cdm (ngira ran hodic c6 cdm giac kién bo
trénda); thiéumau,

Rt hiém gap (tdn sudt xudt hién & nguwoi < 1/10000): Suy gan,
Myt sé tde dung khéong _.gawﬁama khdec ciing duwge bdo cdo
khisir dung nhém thudc statin:

Két qud xét nghiém chirc ning gan (transaminase) hodic
creatinkinase ting.

Réiloan gidc nga (mét ngi, 4c méng)

Trim cdm.

- C6céic vin dé vé tinh dyc.

- C6 cac viin dé vé dudmng thé bao gdm ho dai ding va/ hodc thé
ddc holic sot.

- Suy gidm nhdn thire (mét trinh, 10 1in). :

- Dadi thao duong (x€ét nghiém cho thiy ting nong dd duimg
huyét hodc ting HbA lc). Nguy co nay cao hon néu ban co
nbng d6 dudng trong méu cao, ting md mau, thira cén hodc
tang huyétap.

NEN TRANH NHUNG THUOC HOAC THUC PHAM Gi

KHIDANG SUDUNG THUOCNAY )

Thong bao cho béc sThodc dugc st nhimg thubc ban dang hodc
vira sir dung gin diy, bao gom thubc khdng ké don va thube tir
duge liéu, vi Simhasan c6 thé anh huéng dén tic dung cia
thudc khac vanguoc lai néu sitdung dong thiri.

- Mét sb thube tuyét dbi khéng duge st dung m@um théri van
Simhasan (42 duoc liét ké cu thé & muc “Khi ndo khdng nén
ding thude nay™). .

- Théng béo cho bac sinéu ban dang sir dung thubc chbng déng

mau (warfarin). .
ketoconazol r@\vﬁ_ Tang nguy co ton thuong co khi sir dung Simhasan dong thaoi

voi céc thudc diéu tri ting cholesterol khac (gemfibrozil, cac
thubc ha cholesterol mau nhém fibrat khéc, niacin liéu cao hon
1 g/ngay); thube diéu tri bénh git (colchicin).

- Sir dung ddng thoi Simhasan véi cac thudc diéu tri HIV va
viém gan siéu vi C (HCV) cé thé lam ting nguy co gdy ton
thuong co, nghiém trong nhat 13 tiéu co vén, thin hu din dén
suy thinvacothé gdy urvong. .

= Nudc ép budn co thé chira cac chat 1am thay doi tac dong clia
Simhasan. Tranh ding lugng 1én nuéce budi ép (> 1 lit ngay)
trong thévi gian udng Simhasan.

CAN LAM Gi KHIMQT LAN QUEN DUNG THUOC

- Néu quén ding thudc, udng ngay sau khi nhd ra. Néu thoi
diém nh ra gin véi thoi diém udng liéu tiép theo, hay bo qua
liéu da quén va tiép tuc ubng liéu tiép theo nhu thuang 18,

- Khbng uong liéu gap dbi dé bu cho liéu da quén.

CANBAO QUANTHUOCNAYNHU THENAO

- Bao quan thudc & noi khd, dudi uﬂuﬂ. tranh dnh sing.

- Khéng sir dung thube sau khi hét han sir dung dugc ghi trén
hop thudc hay vithude.

- Khéng nén virt bd thude vao nurde thai hay réc sinh hoat. Hoi y
kién dugc si cach bd thude khong sir dung nira. Nhimg bién
phép ndy s& gitip bao v& mdi trudmg,

NHOUNG DAU HIEU VA TRIEU CHUNG KHI DUNG
THUOC QUA LIEU
Qui liéu simvastatin thudmg khéng gly ra trigu chimg dic
biét, nguéi dung thube thuomg hdi phyc khong dé lai di chimg,

CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU
KHUYENCAO ) )
Khéng ding thube qud li¢u khuyén céo. Trong trudmg hop sir
dung qua liéu, 1ién hé vai bac st hodic dugc siva dén bénh vién
gin nhét trong thoi gian som nhét c6 thé, Mang theo hop thudc
hoiic bitky vi thudc ndo con sét lai.

NHUNG PIEU CAN THAN TRQONG KHI DUNG THUOC

NAY

- Simhasan c6 thé gia tang nguy co méc bénh co & mjt sé bénh
nhin, gy dau co, yéu hofic cimg co. Bic sTco thé kiém tra mau
dé kiém tra cac vén dé & co trude va sau khi ban diéu tri véi
Simhasan. Thang bao cho béc sT trude khi sit dung thude néu
ban dang méc phai cac yéut lam E._._%:m_.a. co bénhco:

+ Dang mic cac bénh vé thiin hodc tuyén gidp (nhuoc giap).

+ Ban théin ban hodc batky thanh vién nao trong gia dinh da timg
mic bénh co di truyén.

¥

D timg bj bénh co do sir dung céc thude nhém statin (nhur
atorvastatin, lovastatin, pravastatin) hofic fibrat (nhu
bezafibrat hodic gemfibrozil) trude do.

+ Ubng nhiéu rugu hodic ban da tirng méic cac bénh vé gan.

+ Nguti cao tudi (> 65 tubi) co nhimg yéu td nguy cobi tiéuco van,
Trong qué trinh diéu tri véi Simhasan, ban cin théng béo khi
cd cac bicu hién vé conhu dau co, cimg co, yéuco ... Bacsico
thé yéu céu ban thye hién xét nghiém creatin kinase dé co bién
phép diéu tri phi hop.

- Lam xét nghi¢m enzym gan trudc khi bét nm_._, didu trj _..sw:m
simvastatin va trong mdt so truémg hop yéu cu xét nghiém
saudo.

- Trong qué trinh diéu trj v6i Simhasan, bic sf cn theo ddi ban
thuémg xuyén néu ban dang mac bénh dai thio duimg holic co
nguy co méc bénh déi thao n_.aﬂm_ Céc nguy co niy bao gbm
ban thira ciin, ting huyét ap, c6 ndng do dudmg trong méu cao
hodic ting m& méu. .

- M@t vai trudng hop bénh phoi ke da dugce bao cao do sir dung
thudc nhém statin, bao gom simvastatin, déic biét khi diéu trj
18u dai. Mot s6 triéu chimg cé thé thiy nhu kho tha, ho khong
dom, gidm sirc khoe tng quat (mét moi, sut cin, sot). Thong
bdo cho béc sThodic dugc s bét ky trigu chimg bit thuong nao
trong qua trinh sir dyng thudc.

- Tré em: An toan va hiu qua ciia simvastatin chi duge danh gia
& bé nam 10~ 17 tudi va & bé nir da biit ddu chu ky kinh nguyét
trude it nhit mit nim. Chua c6 nghién ciru sir dung
simvastatin ¢ tré em dudi 10 tudi. .

- Ché phidm Simhasan ¢6 chira lactose, can thong béo cho bac s
néu ban dang mic cic bénh vé dung nap médt so loai duimg
(glucose, galactose, lactose, .. .).

- Phy nir mang thai: Khong sir dung Simhasan néu ban dang
mang thai, co ké hoach mang thai hodic nghi ring minh dang
mang thai. Néu ban phat hién c6 thai trong thoi gian sir dung
thudc, ngimg strdung ngay ldp tirc va thong bao cho béc si.

- Phuy nir cho con bi: Khong x4c dinh dugc simvastatin cé qua
dugc sira mg hay khong. Boi vi nhiéu thube co thé qua duge
sita me va gly ra cac tac dung khong mong mudn nghiém
trong, ngudi me dang sir dung simvastatin khdng dugc cho
conba.

- Anh hwing cia thubc ddi véi cong vige: Simhasan co thé
gdy chong mit, méc di khong phai ai cling c6 thé gip phai.
Néu xdy ra véi ban, khang nén lai xe, vén hanh may moc, lam
viée trén cao hodic cac cong vide khéc.

KHINAO CAN THAM VAN BACSI, DUQCSI
Thong béo cho bac sT hodc dugc si trudc khi sir dung thube
trong trudmg hgp:

- Suyhdhdpning.

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

- Phunirmang thai, c6 ké hoach mang thai. Phu nit dang cho con
bi.

Néu ciin thém thong tin xin héi § kién bac sthodic duge si.

HANDUNG )
36 thang (k& tirngay san xuat).

NGAY XEM XET SUA DOIL, CAP NHAT LAI NOI DUNG
HUONG DANSU'DUNG THUOC

(HASAN

CONG TY TNHH HASAN - DERMAPHARM
Duimg s6 2, Khu cong nghiép Ddng An, Binh Duong, Viét Nam



