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THANH PHAN - M&i vién nén bao phim chia BAO QUAN - Net kha, mét {dusi 30°C).
1Y cO PHAN PYMEPHARCO B 20 mg Tréinh énh sang.
166-170 Nguyn Hué, Tuy Haa, z TIEU CHUAN - TCCS.
Phi Yén, Viét Nam CHI BINH, CHONG CHI BINH, LIEU DUNG, D6 xa tAm tay trd em
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HUGNG DAN SU DUNG THUOC
Rx
Thudc ban theo dan. NEu c&n thém théng tin, xin hdi y kién béc s
Boc ki hudng dén st dung trude khi ding. D€ xa tim tay cia tré em.

SIMAVAS 20

(Simvastatin 20mg) JU/Z@/

THANH PHAN: M3i vién nén bao phim chifa
SIMVESIAt . 20 mg
Td duge: Microcrystalline cellulose, Pregelatinized starch, Butylated Hydroxyanisole, Acid citric, Acid ascorbic,
Povidone, Natri lauryl sulphat, Magnesi stearate, Colloidal Silicon Dioxide, Polymethacrylat, Talc, Triethy! citrat,
hypromelose, Polyethylen glycol, Titanium dioxid, Oxid sit vang, Oxid s&t do.

DUGC LYC HOC

Simvastatin 12 thudc ha cholesterol dugc t6ng hop tir mét sin phdm 18n men clia Aspergillus terreus. Simvastatin la
chét trc ché& men khir HMG-CoA 12 enzyme x(ic tic phin ing chuyén HMG-CoA thanh mevalonate. Sy chuyén HMG-

CoA thanh mevalonate |a butc du tién trong sinh tdng hdp cholesterol, _ /h;gﬁTTg‘
Simvastatin lam gidm néng do cholesterol todn phdn trong huy8t tuong, giam cholesterol ti trong thap (LDL) lic binh J ;':'1&*-“ "—‘“‘
thubng va ¢ khi ting cao, cing nhu VLDL. fﬁ?ﬁ% TY Cé‘f
DUGC BONG HOC =/

Sau khi dugc h&p thu tir 6ng tiéu hoa, simvastatin chuy&n héa vuot qua I&n ddu manh & gan. Do dé sinh kha dung clia "‘E\\* J\PYMEP HAF
thudc trong vong tudn hoan I6n th&p va bign di. Sy phan phéi thudc vio sila me chua dugc bigt ra. Dugi 5% lidu ubng &f)&\\ :
dugc ghi nhan dén tudn hoan dudi dang chat chuyén hoa cd hoat tinh, Thudc gdn k&t manh véi protein huyt tuong w
(85%). Simvastatin dugc thily phan & gan thanh dang acid beta-hydroxy ¢6 hoat tinh. Ba chdt chuyén hoa khdc ciing
da dugc phan Iap 12 céc ddn xust 6-hydroxy, 6-hydroxy methyl va 6-exomethylene. Simvastatin thdi trir phdn I6n qua
phan, chil y&u 1a phén thubc khdng dugc hdp thu va chifm 60% lidu udng. Khong 10-15% thudc thai trir qua dudng
than. Thoi gian ban hily ciia chdt chuyén héa cé hoat tinh 12 1,9 gid.

CHI BINH

Simvastatin duge chi djnh ph6i hop véi ché do in kiéng it chat béo va cholesterol d& Jam gidm cholesterol todn phin
va cholesterol lipoprotein trong lugng phan tif th&p khi ch& do in kiéng hoic cac phuong phap diéu trj riéng ré khac
khang hiéu qua.

LIEU DUNG VA CACH SU DUNG

Khuyén cdo: nén bit ddu diéu trj vdi liéu thap nhat ma thubc ¢6 tac dung, sau do, néu cin thigt, c6 thé diéu chinh lidu J
dung theo nhu cdu va theo dép iing ciia tiing ngudi biing cach ting liéu timg dot cach nhau khong dudi 04 tudn. Phai
theo ddi cac phn iing c6 hai clia thudc, d4c bigt c4c phan ting c6 hai d6i voi hé co, }‘

Ngifoi ln:

Khéi ddu ubng 5 - 10 mg x 1 14n/ngay vao budi tdi. Nén diéu chinh liéu sau méi 4 tudn diu tri,

Li8u duy tr: udng 5 - 40 mg/ngay vao budi t5i.

Tré em: tinh an toan va higu qua clia thuc d6i vdi tré em chua duge xdc dinh.

Biéu tri phéi hgp: Khi diing phéi hop véi Amiodaron, Amlodipin, Ranolazin: khdng ding qua 20 mg/ngay.

THAN TRONG

Nén diéu tri phdi hop véi ché do in kigng.

Cén c&n nhic khi dung thusc thudc nhom statin d6i véi bénh nhan co nhitng y&u t& nguy ca din dén t6n thuong co.
Thudc thugc nhém statin ¢ nguy cd gy ra céc phan g cd hai doi véi hé co nhu teo cd, viém ca, dic biét doi vai cac
bénh nhan c6 y&u t6 nguy cd nhu bgnh nhan trén 65 tusi, bénh nhan bj bénh thiéu nding tuyén gidp khong duge kiém
sodt, bénh nhan bj bénh than,

Cén nhdc lgi ich va nguy co d cac bénh nhan bénh gan do thudc c6 thé 1am ning thém tinh trang bénh.

Diing thdn trong & nhiing bénh nhan r6i loan chiic nang gan, bénh nhan udng rugu nhiéu.

Lam xét nghigm enzym gan truéc khi bit d4u diéu trj bing statin va trong truding hop chi dinh 1am sang yéu cdu xét
nghiém sau do.

Cén nhdc theo doi creatin kinase (CK) trong trubing hop:

+ Trudc khi diéu tri, xét nghiém CK nén dugc ti€n hanh trong nhing trudng hop: Suy gidm chiic ning thén, nhugc
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gidp, tién sif ban than hoic tién sif gia dinh méc bénh co di truyén, tién sif bj bénh ca do sif dung statin hoic fibrat trudc dé,
tién sit b&nh gan va/hodc ubing nhiéu rugu, bénh nhan cao tudi (> 70 tudi) c6 nhitng y&u t6 nguy cd bi tiu co vn, khi ning
Xay ra tuong tac thudc va mot s ddi tugng bénh nhan dic bigt. Trong nhing trudng hop nay nén can nhic Igi ich/nguy co va
theo ddi bénh nhan trén lam sang khi diéu trj bing statin, N&u k&t qua xét nghiém CK > 5 14n gidi han trén clia mufc binh
thubing, khéng nén bt ddu diéu trj bing statin,

+Trong qua trinh diéu trj bng statin, bénh nhan cdn thong bao khi ¢ cdc bidu hién vé cd nhu dau co, cling cd, yéu cd ... Khi
¢6 c4c biéu hign nay, b&nh nhan cin lam xét nghiém CK dé cd cac bign phap can thiép ph hop.

CHONG CHi BINH (]/W
MZn c&m v6i thugic tc ché men khit HMG-CoA, —

Bénh nhan bénh gan tién trién hoic tang transaminase huy€t thanh lién tuc ma khdng rd nguyén nhin.

Phy nit c6 thai va cho con b,

Chéng chi dinh dung simvastatin ph6i hgp v6i céc thudc tc ché CYP 3A4 manh nhu: Itraconazol, Ketoconazol, Erythromycin,
Clarithromycin, Telithromycin, Thudc (¢ ché& protease clia HIV, Boceprevir, Telaprevir, Nefazodon, Posaconazol, Gemfibrozil,
Cyclosporin, Danazol do c6 khd ndng lam ting nguy co mic c4c bénh co va/hodc tiéu cavan.

Chdng chi dinh dung simvastatin ham lugng 20mg phdi hop véi cac thudc: Verapamil, Diltiazem, Dronedaron.

TUONG TAC THUGC

- Duing d6ng thdi véi cdc thudc iic ché enzym CYP3A4 c6 thé 1am ting nbng d6 clia simvastatin trong huy8t tuong din dén

tdng nguy co bénh ca va tigu co.

- ThuGc chBng déng, indandione phdi hop v6i simvastatin sa lam tdng thi gian chdy mau hodc thdi gian prothrombin. Phai

theo ddi thai gian prothrombin & céc bénh nhan ding ph6i hgp voi thudc chéing dong. 0‘3\

- Digoxin: dung phéi hgp véi simvastatin gay ting nhe néng ¢ digoxin trong huyét thanh. e\

- Tang nguy cd t6n thuong co khi sif dung déng thai v6i céc thusc sau: Gemfibrozil, c4c thudic ha cholesterol mau nhém fibrat HAN\S\
khéc, Niacin liéu cao ( > 1 g/ngay), Colchicin.

- Sif dyng déng thdi véi cc thudc Uc ché protease clia HIV va viém gan siéu vi C (HCV) ¢ thé 1am ting nguy co gy ton
thuang cd, nghiém trong nhat I tiéu ca van, than hu ddn dé&n suy than va co thé gdy tlrvong.
- Tranh sir dyng d6ng thdi va gi6i han liéu diing khi sif dung déng thési vai mot s6 thudc hoic d6 usng sau do ¢6 kha nang lam
tang nguy co méc céc b&nh co va/hoic tidu co van:
+ Khi dung phdi hgp véi Amiodaron, Amlodipin, Ranolazin: khong ding qud 20 mg/ngay.
+ Tranh ding d6ng thdi véi lugng 16n nudc budsi ép (Grapefruit juice) (>1 lit ngay).
SU DUNG THUGC CHO NGUDI LAI XE VA VAN HANH MAY MGC
Khéng &nh huding Ién khd nang I4i xe va van hinh may moc. Tuy nhién, chéng mit c6 thé xdy ra (hi€m giip) do d6 nén than
trong khi Idi xe va van hanh may moc.
TAC DUNG KHONG MONG MUGN
Simvastatin n6i chung dugc dung nap t6t, tic dung phy thudng nhe va thodng qua.
C6 thé xy ra: Suy gidm nhén thifc (nhu mat tri nh, Id In...), tang duding huy&t, ting HbA1c.
Thudng gdp: Tiéu héa: tiéu chdy, tdo bon, ddy hai, kho tiéu, dau bung, bubn ndn; Than kinh trung uong: dau diu, chéng mit,
nhin md, m&t ngd, suy nhugc; Thdn kinh - ca va xuong: dau cd, dau khdp; Gan: c4c két qua thir nghiém chitc ning gan ting
hon 3 Idn gi6i han trén ciia binh thudng, nhung phén I6n 12 khéng cd trigu chifng va héi phyc khi ngling thudc.
It g3p: Thén kinh - cd va xudng: bénh co (két hgp y&u ca va ting creatin phosphokinase huyét tuong); Da: ban da: Ho hap:
viém mii, viém xoang, viém hong, ho.
Hiém g&p: viém co, tiéu co van, dn d&n suy than c4p thit phat do myoglobin nigu.
Théng béo cho thdy thudc tac dung khéng mong muén gip phéi khi sif dung thudc.
QUA LIEU VA XU Tri
—

C6 vai trudng hgp sir dung thudc qua liéu da dugc ghi nhdn, khang co cac tri :
dugc héi phuc khdng bi di chiing. Khi sif dung qud liéu, diéu trj triéu ching’
HAN DUNG 36 thang ké tif ngay san xut, [/«
BAO QUAN Noi kh6, m4t (dudi 30°C). Tranh 4nh sang. = H |
TIEUCHUAN  TCCS, \‘-:\* PYM
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