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Prescription drug

SIMAVAS ITY

Box of 2 blisters x 15 fillm-coated tablets /
Cholesterol reducer ////

COMPOSITION - Eoch film-coated tablel contains STORAGE - In a dry, cool place {below 30°C).

SEK/VISA : XX - XXXX - XX

8816 5X / Lot
Ngay SX / Mig:
HD/ Exp.

Simvashaiin 10mg Protect from light. g
SPECIFICATION - In-house. £

INDICATIONS, CONTRAINDICATIONS, DOSAGE, Keep out of reach of childran i

ADMINISTRATION - Reod the leaflet inside. Read the leaflet carefully before using

() Thuéc ban theo don

SimAvas 1]

Hop 2 vl x 15 vién nén bao phim /////I
Giam cholesterol

| THANH PHAN - M3i vign nén bao phim chia BAO QUAN - Nai khs, mat (dust 30°C).
| cTv cb PHAK PYMEPHARCO P 10 mg ;ﬁ ﬂc':u,;: s

166-170 Hué, Tuy Hoa, y P

Phi ““m:a:m . CHI BINH, GHONG CHI BINH, LIEU DUNG, D& xa tm tay tré em

CACH DUNG - Xem t hutng déin sif dyng. Boc ki hudng din el dung trudc khi ding
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@ Prescription drug

SimAvAas T

Box of 3 blisters x 10 fillm-coated tablets ////
Cholesterol reducer / I

SDK / VISA | XX - XXXX - XX

5616 SX / Lot
Ngay SX / Mig:
HD / Exp

COMPOSITION - Eoch film-coated loblet conlains STORAGE - In a dry, cool ploce (below 30°C). -
| Simvestotin 10 mg Protect from light. :
| SPECIFICATION - In-house.

INDICATIONS, CONTRAINDICATIONS, DOSAGE, Keep out of reach of children %

sllg36014058317 ADMINISTRATION - Read the leoflet inside. FRead the laaflet carsfully betore using

@ Thudc ban theo dan

SimAvAs [T} 3

it cholstrol 7/// 4

[ THANH PHAN - M&i vign nén boo phim chin BAO QUAN - Nai kha, mat (duts 30°C).
€TY c8 PHAN PYMEPHARCO Skl 10mg Tréinh dnh séng,

166-170 NguyBn Hug, Tuy Hoa, ' TIEU CHUAN - TCGS.
Pha Yan, Viél Nam CHI BINH, CHONG CHI BINH, LIEU DUNG, B4 xa thm tay trd em

CACH DUNG - Xem 1 huong din sir dyng. Boc ki hudng din st dyng trudc khi ding
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Nhaén vi
(Quy cédch hdp 3 vi x 10 vién)

As IT] SiMAVAs 1 Simavas IT1 SimAvAs [T

1fhg  Simvastatin 10mg  Simvastatin 10mg  Simvastatin 10mg  Simvastatin 10 mg

iMAVAS [T SimAvAs IT] SiMAVAS [T1 SiMAY

Y & PYMEPHARCO SPymephatee CTY CP PYMEPHARCO

Al T Simavas IT]  SimAvAs IT1  SimAvAs [T

1 g Simvastatin 10mg  Simvastatin 10 mg  Simvastatin 10 mg  Simvastatin 10 mg

SIMAVAS [IT] SimAvAs [T] Simavas [T]  SimMA

W

T

PAL VL
s

UYNH TAN NAM
TANG GIAM BSC
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Nhéan vi
(Quy céach hgp 2 vi x 15 vién)

e

’}s I SimAvAs IT1 SimAvAs IT] SiMAvAs IT]  SIMAVAS |

0

“hg Simvastatin 10 mg  Simvastatin 10 mg  Simvastatin 10 mg  Simvastatin 10mg  Simvastatin 10 mq'
IMAVAS ] Simavas IT]  Simavas [T Simavas [Tl Sii

i PYMEPHARCO S Hpephiancn CTY CP PYMEPHARCO CP e niiaten CTY CP PYMEPHA

Al 1 SimAvAs [T Simavas ] SiMAvAs [T SIMAVASJ

1 r g Simvastatin 10 mg  Simvastatin 10 mg  Simvastatin 10 mg  Simvastatin 10mg  Simvastatin 10 m

SimAvAas [T] SimaAvas [T] SiMAVAS [T] SimAvas [T SlJ

ey

[

HUYNH TAN NAM
TANG GIAM DOC
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HUGNG DAN sy DUNG THUGC \

THANH PHAN: M6 vien NéN bao phim chizy
Simiastat............. .. 10mg

thuding va c3 tang cao, cing nhuvLpL.
DUgc phng HOC

LIEU DUNG vA CACH SU Dyng

Khuyén cs0: ngn bt d4u gigy tri Vi lidu thap nhat ma thudc 6 tic dung, sau dé, nay cdn thit, ¢ the diéu chinh Iigy

ding theo nhy ¢4y va theo d4p {ng cfia timng Ngudi bng c4ch tang ligu timg dot céch nhay khéng dusi 04 tudn, Ph3j )
theo doi cdc phan g ¢6 hai cia thudc, dic bigt cac phan Ung c6 hai dai g hé co,

Ngui ign: o1
Khéi ddu udng 5 - 10mgx1 ldn/ngay vao budi ti. Nan diéu chinh Jigy sau mdi 4 tuin gigy tri, o
Liéu duy tri: usng 5 - 49 mg/ngay vio bug 15, }l
Tré em: tinh an toan va higu qua ciia thubic di vei tr em chua duge xc djnh.

BiEu trf phoi hyp: '
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nghiém sau dé.

Cén nhic theo ddi creatin kinase (CK) trong truding hop:

+ Trudc khi diu tri, xét nghigm CK nén dugc ti€n hanh trong nhitng trudng hgp: Suy gidm chifc ndng than, nhugc gidp, tién
sif bén than hojc tién sir gia dinh mdc bénh cd di truyén, tién sif bi bénh co do si dyng statin hoic fibrat trudc d6, tién sit
bénh gan va/hodc udng nhiéu rugu, bénh nhan cao twdi (> 70 tudi) c6 nhilng y&u 1§ nguy co bj tiéu co van, kha ning Xay ra
tuang tac thudc va mot sd ddi tugng bnh nhan dic bigt. Trong nhiing trudng hgp nay nén can nhic Igi ich/nguy cd va theo
ddi bgnh nhan trén 1am sang khi diéu trj bng statin. NEu k&t qua xét nghiém CK > 5 I4n gi6i han trén cila mic binh thuting,
khdng nén bit diu diéu tri bing statin.

+Trong qué trinh diéu trj bang statin, b&nh nhan c4n théng bao khi cd cac biéu hign vé co nhu dau cg, cing ¢d, y&u ¢d ... Khi
¢6 cac biéu hién ndy, bénh nhan cdn 1am xét nghiém CK dé co c4c bién phép can thiép phil hgp.

CHONG CHi DINH Wﬁ%

Man cam véi thudc (ic ché men khit HMG-CoA.

B&nh nhan bénh gan tién trién hoc ting transaminase huy&t thanh lién tyc ma khéng rd nguy&n nhan.

Phy nii ¢6 thai va cho con bi.

Chdng chi dinh diing simvastatin phdi hop véi cic thudc ic ché CYP 3A4 manh nhu: Itraconazol, Ketoconazol, Erythromycin,
Clarithromycin, Telithromycin, Thudc @c ché protease clia HIV, Boceprevir, Telaprevir, Nefazodon, Posaconazol, Gemfibrozil,
Cyclosporin, Danazol do cé kha ning 1am ting nguy cd méc cdc bénh co va/hodc tiéu co van.

TUONG TAC THUOC

- Ding d6ng thai véi cac thubc irc ch& enzym CYP3A4 ¢6 thé 1am ting ndng d6 clia simvastatin trong huyét tuong din dén
ting nguy cc bénh cd va tiéu ca. '

- Thudc chdng dbng, indandione phdi hgp vdi simvastatin s& 1am ting thdi gian chdy médu hodc thdi gian prothrombin. Phai
theo doi thdi gian prothrombin & cac b&énh nhan diing phdi hgp vai thudc chéing dong.

- Digoxin: ding phdi hgp voi simvastatin giy ting nhe nbng dg digoxin trong huyét thanh.

- TAng nguy cd tn thuong co khi st dung déng thdi véi cac thubc sau; Gemfibrozl, cac thuic ha cholesterol mau nhom fibrat
khac, Niacin liu cao ( > 1 g/ngy), Colchicin.

- Sl dung ddng thdi vdi cac thudc i ché protease clia HIV va viém gan siéu vi C (HCV) c6 thé 1am ting nguy co gdy ton ‘

thuong co, nghiém trong nhat 12 tigu co van, than hu din d&n suy thin va co thé gay tir vong.
- Trénh sif dyng d8ng thdi va gii han liu dung khi sl dyng d8ng thdi vai mgt s6 thudc hodc dé udng sau do ¢d khd ning lam

tang nguy co mic cac bénh co vi/hoc tiéu co van: Y co PH:iH"’ o)
+Khi diung phdi hgp v6i Verapamil, Diltiazem, Dronedaron: khéng dung qud 10 mg/ngay. ;)H A LO Jw |
+ Khi diing phdi hgp voi Amiodaron, Amlodipin, Ranolazin: khong diing qud 20 mg/ngay. /f{-} /

+ Trénh dung déng thdi vdi lugng I6n nudc budi ép (Grapefruit juice) (>1 lit ngay),

PHY NU CO THAI VA CHO CON BU

Chéng chi dinh ¢cho phy ni ¢6 thai va cho con ba.

SU DUNG THUOC CHO NGUDI LAI XE VA VAN HANH MAY MOC

Khang anh hubng 1&n khd ndng I4i xe va vin hanh may méc. Tuy nhién, chéng mt c6 thé xay ra (hi€m gap) do d6 nén than
trong khi I4i xe va vdn hdnh may méc.

TAC DUNG KHONG MONG MUON

Thuiing xy ra tao bén, tiéu chdy, ¢ néng, dau da day, chong mat, dau ddu, ndn, di ifng.

Pau co, viém cg, globin niéu, ting dudng huy&t, ting HbA1c it khi xay ra. Hi€m gép trudng hgp suyigiam nhdn thic (nhu mat
tri nhd, 10 1n...).

Thdng bao cho thdy thudc tac dyng khding mong mudn gap phai khi sit dyng thudc.

QUA uﬁu VA XU Tn[

HAN DUNG 36 thang i ngay sén xudt. / s
BAO QUAN Noi kh6, mét (dudi 30°C). Tranh 4nh sang.
TCCS.

V110 vién, hgp 03 vi. 2 UYNH TAN NAM
Vi 15 vién, hop 02 L ' SN 76NG GIAM BOC
' Cong ty C8 Phdn PYMEPHARCO
166 - 170 Nguy&n Hué, Tuy Hoa, Phi Yén

TUQ CUC TR[(j\(J WHO - GMP
P.TRL ONG PHONG
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