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Rx Thudc ké don
TOMINFAST

Doc ky huéng dan sic dung
trieGe khi dimg, dé xa tam tay

tré em

Thuoc nay chi dimg theo don

cua bac st
THANH PHAN e
Hoat chit: Trong mdi vién nén bao phim c6 40 mg simvastatin.
Ta dwogc:

Phan 15i: butylhydroxyanisole, magnesium stearate, anhydrous citric acid,
ascorbic acid, crospovidone, microcrystalline cellulose, pregelatinized maize
starch, anhydrous lactose.
Vo bao phim: Opadry White 03K28496 (bao gdm: triacetine, titan dioxid
(E171), hypromellose).

DANG BAO CHE CUA THUOC
Vién nén bao phim.

Mo ta san pham: Vién nén bao phim mau trang va tron, hai mat 10i, ¢ 1 bén

mat ¢6 vach khéc.
Chi dinh diéu tri:
Ngan nguwra bénh mach vanh:

Trong bénh mach vanh cé tang cholesterol-huyét, khi khi khong c¢6 dap tng

thoa dang véi ché do an kiéng

- Lam giam ti 1& tr vong va ti 1& bénh tim mach & bénh nhan c6 biéu



hién cua bénh tim mach c6 xo vita dong mach

- Lam giam nguy co dot quy va con thiéu mau cuc bd

- Lam giam nguy co tai bién trong cac phau thuat ¢ co tim (béc cau
mach vanh, tao hinh mach vanh xuyén long mach va xuyén da)

- Phong ngtra sy tién trién clia xo vita dong mach, lam giam nguy co

bi thuong tn va tic ngh&n mai.
Tang cholesterol- huyét, tang lipid-huyét:

- Trong trudng hop tang cholesterol-huyét nguyén phét-dé lam giam
lugng cholesterol toan phan, luong LDL-cholesterol va luong
tryglycerid cao, l1am tang lugng HDL-cholesterol, bén canh viéc tuin
thu ché d¢ an kiéng.

- Diéu tri tang cholesterol-huyét ¢6 yéu t6 gia dinh va do di hop tu,
hodc tang lipid- huyét phéi hop khi khong dap ung dau du véi ché do an

kiéng va vdi cac dugc pham khac
Liéu dung va cach dung:

Déi véi cac thude nhom statin (trong d6 c6 Tominfast) nén bét dau didu tri véi
liéu thép nhét ma thudc co tac dung, sau do néu can thiét, c6 thé diéu chinh
liéu theo nhu cau va dap tng cta timg ngudi bang cach tang lidu timg dot cach
nhau khong dudi 4 tuan va phai theo ddi cac phan ung c6 hai cia thude, dic

bi¢t la cac phan ung cé hai doi vadi hé co.

Khi dung Tominfast phdi hop véi Aminodarone, Amlodipin, Ranolazin khong

nén dung thuoc nay

Khong dung thudc nay khi st dung phéi hop véi Verapamil, Diltiazem,

Dronedaron

Bénh nhan phai theo mot s6 ché do an kiéng quy udc dé lam giam cholesterol
trude khi bat dau diéu tri bang Tominfast va phai tiép tuc theo ché do an

kiéng do trong khi dung Tominfast.

Khuyén co khong ding thude nay cho tré em dudi 18 tudi
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Liéu thong thuong la tir 5-80 mg/ngay vao chiéu tdi. Néu can phai diéu chinh
licu luong thi nhitng 1an diéu chinh phai cach nhau 4 tuan I&. Liéu t6i da trong

ngay 12 80 mg (2 vién), udng mét lan vao chiéu tdi.
Téng cholesterol- huyét:

. Dung cho bénh nhén can giam sau LDL-C (trén 45%) liéu khoi dau 1a 10-
20mg/ngdy ; & bénh nhén can giam hon 45% LDL c6 thé khoi dau 20-
40mg/ngay uébng mot lan vao chiéu ti. Néu can phai didu chinh lidu luong thi
nhiing lan diéu chinh phai cach nhau 4 tuan 1&. Liéu thudc sau khi da diéu

chinh dugc uong mot lan vao chieu toi.

Liéu 80 mg/ ngay (2 vién /ngay) duy nhat vao budi téi duoc d& nghi & nhiing
bénh nhan tang cholesterol mau nang va c6 nguy co cao bi bién ching tim
mach da khong dat dugc muc ti€u diéu tri v6i liéu thép hon va khi loi ich du

kién s& Ién hon nhiing rui ro tiém an

Téang cholesterol mdu gia dinh kiéu dong hop tir:
Liéu khoi dau 40 mg/ngay duy nhat vao buodi tdi
Phong ngira bién chitng tim mach:

Liéu thong thuong 40 mg /ngay, liéu duy nhat vao bubi tdi & nhitng bénh nhan
c6 nguy co cao mac bénh mach vanh. Diéu tri bang thubc c6 thé duoc bat dau

dong thoi véi ché do an udng va tap thé duc
Diéu tri phoi hop

Simvastatin c6 hiéu qua khi dung mét minh hay phdi hop véi nhiing thude
gilr acid mat. Simvastatin nén dung trude hon 2 gio hoac sau hon 4 gio so véi

thoi diém dung thube gitr acid mat

Néu bénh nhéan dugc diéu trj Gc ché mién dich (cyclosporine, fibrate, niacin)

khuyén céo khong dung thudc nay

Suy chirc nang than:

b
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Vi simvastatin khong duoc thai nhiéu qua than, nén néi chung khong can phai giam liéu khi
bénh nhan bi suy than vira.

O bénh nhén bi suy than nang (do thanh thai creatinin dugi 30 ml/phut) thi phai xem xét can
than khi duing thubc nay

Chéng chi dinh:

- Qua man véi simvastatin hay véi bat ky ta duoc nao
- Dang c6 bénh gan tién trién hay c6 nong do transaminase trong huyét thanh tang kéo

dai ma khong giai thich dugc nguyén nhan {l
-

- Co thai va cho con bu
- Tré em dudi 18 tudi

- Chdng chi dinh dung Simvastatin ph6i hop vdi cac thude e ché CYP 3A4
manh nhu: Itraconazol, Ketoconazol, Erythromycin, Clarithromycin, Telithromycin,
thudc trc ché protease ctia HIV, Boceprevir, Telaprevir, Nefazodon,
Posaconazol, Gemfibrozil, Cyclosporin, Danazol

Thén trong

Anh hudng doi vaoi co

Simvastatin va céc thudc Grc ché men HMG-CoA reductase khac doi khi gay
bénh co, biéu hién qua dau co hay yéu co cé hay khéng kém theo ting cao
creatine phosphokinase (CPK) (nhiéu hon 10 1an gi6i han trén cua gia tri binh
thuong). Hiém khi xay ra ching tiéu co van, ¢6 hay khong kém theo suy than
cap thir phat sau myoglobin-niéu.

Bénh co do tuong tic giita cac thudc

Co su gia tang ty 1€ va do nang cua bénh co khi dung cung luc cac thude tc
ché men HMG-CoA reductase véi cac duoc phém ma khi dung mét minh c6

thé gay bénh co, nhu gemfibrozil va cac thube fibrate khac, va niacin (axit

N



nicotinic) & liéu giam lipid (> 1g/ngay), colchicin . Simvastatin va cac thudc
khac ¢ ché men HMG-CoA reductase duoc chuyén héa boi hé théng
cytochrom P450. Mot vai loai thude ¢ lidu diéu tri ¢6 thé lam tang dang ké
nong do trong huyét tuong ciia thude e ché men HMG-CoA reductase va do
do lam tang nguy co bi bénh co. Céac thudc nay bao gébm cyclosporin,
itraconazole, ketoconazole, erythromycin, clarithromycin, cac thudc e ché

men protease cua HIV

Lam gidm nguy co bénh co £ 2
f

- Cdc bién phap tong qudat

Cac bénh nhan khi bat dau ding simvastatin phai duoc nhic nhd vé nguy co bi bénh co

va phai nhanh chéng b4o cdo khi co bi dau, nhay cam dau, hay bi yéu ma khong giai thich
dugc nguyén nhan. Mot su tang cao CPK & mot bénh nhan c6 céc triéu chirng khong giai
thich dugc & co ching té ¢6 bénh co. Phai ngung simvastatin néu c¢6 hay nghi ngd ¢6 bénh
co. Trong da sb truong hop, céc triéu chimg & co va su gia ting CPK s& hét khi nhanh chdéng
ngung thudc.

O bénh nhan truéce d6 ¢ suy than, thudng la hdu qua cua bénh déi thdo dudng kéo dai thi
phai than trong khi tang liéu. Phai ngung simvastatin vai ngay trudc khi duoc phiu thuét
16n chon loc va khi cé xay ra mot bén nghiém trong va cép tinh vé ndi khoa hay ngoai khoa
- Cdc bién phap dé lam giam nguy co bi bénh co do cdc twong tac duwoe 1y

Khi diéu tri ph6i hop c6 ding simvastatin hay bét ky thudc nao co tuong tac thi phai

can nhic loi hai

Phai theo dai can than cac dau hiéu va triéu chtng ctia dau co, ngay cam dau hay yéu co,

dic biét trong nhiing thang dau diéu tri va trong thoi gian c6 tang liéu cua céc thude.



Khong nén phéi hgp simvastatin véi cac thude fibrate hay axit nicotinic.

Viéc phdi hop simvastatin véi cac thude fibrate khac hay axit nicotinic phai duoc theo di
rat can than.

Néu bat budc phai dung cac thude nay véi simvastatin, thi kinh nghiém lam sang cho thay
nguy co bi bénh co s& it hon dbi vdi niacin so véi cac thude fibrate

Tranh dung lugng [6n nudce budi ép (Grapefruite juice) (> 1 lit ngay) \@

Khoéng dung dong thoi vai cyclosporine, cac thude fibrate hay axit nicotinic | \

. Chéng chi dinh ding ciing

ltc simvastatin voi itraconazole, ketoconazole, erythromycin, clarithromycin, cac thuoc

e ché men protease ciia HIV. Néu khong c¢6 cach nao khac ma phai dung ngin ngay

itraconazole, ketoconazole, erythromycin, clarithromycin thi ¢6 thé ngung simvastatin trong

thoi gian ngén vi khong c6 hau qua xdu khi viéc diéu tri dai ngay dé lam giam cholesterol
bi ngung trong mot thoi gian ngan

- Khuyén cdo lam xét nghiém enzyme gan truGe khi bét dau diéu tri bang statin va
trong trieomg hop chi dinh lam sang yéu cau xét nghiém sau do

- Cdn nhdc theo dbi creatin kinase (CK) trong trieong hop:

o Trudec khi diéu tri, xét nghiém CK nén duwoc tién hanh trong nhiing truong hop:

suy giam chitc nang than, nhweoc gidap, tién sir ban thdn hodc tién sir gia dinh mdc
bénh co di Iruyén, tién sir bi bénh co do sir dung statin hodc fibrat trueée do, tién
sw bénh gan va/hodc u(fng nhiéu ruou, bénh nhan cao tudi (> 70 tuéz) c6 nhitng

Yéu 16 nguy co bj tiéu co vdn, kha ndng xay ra twong tac thuéc va mot sé doi tiwong



bénh nhan ddc biét. Trong nhitng triueong hop nay nén cdan nhac loi ich/ nguy co va
theo doi bénh nhan trén lam sang khi diéu tri bc%ng statin. Néu xét nghiém CK>5 lan
gidi han trén cua mitc binh thwong, khong nén bat dau diéu tri bang statin.
o Trong qud trinh diéu tri bang statin, bénh nhan can théng bdo khi ¢6 cdc biéu
hién vé co nhu dau co, cing co, yéu co... Khi ¢ cdc biéu hién nay, bénh nhadn can
lam xét nghiém CK d@é c6 cdc bién phdp can thiép phi hop \
- Anh huéng doi véi thi gide
Trong cac nghién ctru 1am sang khong thdy tac hai cia simvastatin khi dung dai ngay
- Tré em dudi 18 tuéi
Khong nén dung simvastatin vi chua c6 bang chimg lam sang vé tinh an toan
va hiéu qua cua thude
- Nguoi cao tudi
Tac dung cta simvastatin ¢ cac bénh nhan trén 65 tudi cling tuvong tu nhu ¢ cac bénh nhan
nguoi [6n khac va ty 1€ cac tac dung phu cling khong tang.
Can can nhic khi dung Tominfast v4i bénh nhan ¢ nhiing yéu té nguy co dan dén tén
thuong co. Thude thuge nhom statin ¢ nguy co gdy ra cac phan tng c6 hai ddi voi hé
co nhu teo co, viém vo, dic biét di véi nhitng bénh nhan c6 yéu té nguy co nhu bénh
nhan trén 65 tudi, bénh nhan bi bénh thiéu ning tuyén giap khong duoc kiém soat, bénh
nhan bi bénh than. Can theo ddi chit ch& cac phan tng c6 hai trong qua trinh ding thude
Cac ta duoc

Trong moi vién nén bao phim
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245,80 mg lactose (vién loai 40 mg). Bénh nhan mac cac
bénh hiém do di truyén vé khéng dung nap duoc galactose, thiéu men Lapp lactase hay
kém hap thu glucose-galactose khong dugc ding thude nay.

St dung cho phu nir ¢6 thai va cho con bu:

Chéng chi dinh ding simvastatin khi c6 thai.

Chi ¢6 thé ding thudc cho phu nir trong ltra tudi sinh dé khi ¢ ap dung cac x

bién phép tranh thai phu hop. ) ,%

Néu bénh nhén c6 thai trong khi dung simvastatin thi phai ngung diéu trj va
thong bao cho bénh nhan nhiing tac dung phu cé thé c¢6 do thudc gay ra trén

thai nhi.

C6 mot vai bao cdo vé cac di tat bam sinh khi c6 phoi nhiém trong tir cung véi

céc thude e ché men HMG-CoA reductase.

Trong nhiing truong hop nay, ty 1& di tat bam sinh, x4y sai tu nhién va thai

chét hay tir san khong cao hon ty 1¢ thuong thay.

Khong c6 so liéu ve su thai trir cua simvastatin va cac dan xuat cua thudc

trong stra me, do do khong nén dung simvastatin trong khi cho con bu.
Néu viéc dung thude 1a khong tranh khoi thi phai ngung cho con bu.
Tac dong cia thude khi lai xe va vin hanh may méc:

O liéu duoc khuyén cdo, simvastatin khong c¢6 anh huéng hay anh hudng

khong dang ké dén kha nang l4i xe va van hanh may méc.
Twong tac véi cac thubc khac, cac dang twong tac khac:

Céac nghién clru ve tuong tac thuodc chi méi dugce tien hanh

trén nguoi [6n

Céc tuong tac duoc luc hoc:




Céc tuong tac véi nhitng thude ha lipid méy, loai ¢6 thé gay bénh co khi ding
don thuan.

Tang nguy co ton thuong co khi sir dung statin dong thoi véi cac thube sau:

- Gemfibrozil
- Céc thudc ha cholesterol may nhom fibrat khac
- Niacin liéu cao (> 1 g/ngay)

- Colchicin

Viée st dung dong thoi cac thude ha lipid mau nhom statin véi cac thude
diéu tri HIV va viém gan siéu vi C (HCV) ¢c6 thé lam tang nguy co gay ton

thuong co, nghiém trong nhat la tiéu co van, than hu dan dén suy than va c6 /;//
thé gay tir vong g

Cac tuong tac duoc dong hoc

- Gemfibrozil va cdc thudc fibrate khdc, niacin (axit nicotinic) & liéu lam
giam lipid trong huyét twong (>1 g/ngay): Khi cac thubc nay dugc
dung dong thoi véi simvastatin thi c6 nguy co bi bénh co va phai tranh
dung cung luc

- Ciclosporin, ketoconazole, itraconazole, erythromycin, clarithromycin,
cdc thuoc trc ché men protease cua HIV, nefazodone c¢6 thé lam ting
nguy co bi bénh co do lam tang ndng do trong huyét tuong khi diéu tri
véi simvastatin

- Cdc ddn xudt coumarin: simvastatin 1am ting vira phai tac dung cua
cac thude chéng dong coumarin, lam tang thoi gian prothrombin, duoc
goi 1a Ty s6 Chuan Hoéa Quéc Té (International Normalised Ratio -
INR). O céc bénh nhan dugc diéu tri v6i cac dan xudt  coumarin  thi
phai do thoi gian prothrombin trudc khi bat ddu diéu tri simvastatin va
thuong xuyén khi bat dau diéu tri dé bao dam la thoi gian prothrombin
khong c6 thay doi nhiéu. Néu c6 thay ddi liéu simvastatin thi phai lap
lai cac tién trinh trén

- Digoxin: dung cung lic simvastatin va digoxin s& lam tang nhe ndng
do digoxin trong huyét tuong

Amiodaron: Cé tang nguy co bi bénh co va tiéu co van khi diung dong thoi

aminodarone véi simvastatin lieu cao (xem muc nhitng luu y déc biét



va canh bao khi s dung thudc). Trong mét thir nghiém 1am sang, c6 6%
bénh nhan miac bénh co khi dung simvastatin 80 mg va amiodarone.
Ding Tominfast cing véi cac thude e ché CYP3A4 ¢6 thé lam tiang
ndng do simvastatin trong huyét tuong dan dén tang nguy co bi bénh

co vatiéu co . Do dd, khong nén dung dong thoi voi amiodarone.
Tac dung khéng mong muon cua thuoc:

Tan sudt cua cac tic dung khong mong mudn sau day da dugc bao cdo trong
cac nghién ctru 1am sang va / hodc sau khi da luu thong trén thi truong, dugc
phan loai dua trén danh gia ty 1é xuat hién cia chung trong cac thir nghiém lam
sang 16n, dai han,d6i chimg véi gia duoc, bao gdm nghién ctru ciia hdi nghién
clru vé bao vé tim (HPS) va Simvastatin Scandinavia Survival Study (4S) véi
lan luot 14 20536 va 4444 bénh nhan. Dbi v6i HPS, chi c¢6 céc tac dung khong
mong mudn nghiém trong duoc ghi nhan nhu dau co, tang transaminase huyét
thanh va CK. Ddi vai 48, tat ca cac tac dung khong mong mudn dugc liét ké
dudi day duogc ghi lai. Néu ty 1¢ xuat hién tac dung khong mong muédn do
simvastatin it hon hodc tuong tu nhu gia dugc trong cac thir nghiém nay, va
cac tac dung nay ciing tuong tu nhu cac tac dung ghi nhan mot cach nhat thoi &
céc bao céo khac c6 lién quan, nhiing tac dung khong mong muén nay duoc
phan loai 1a “hiém gap”.

Trong nghién ciru HPS lién quan dén 20536 bénh nhan duqc‘diéu tri vdi 40 mg
/ ngay simvastatin (n = 10269) hodc gia dugc (n = 10267), ho so an toan dugc
coi la tuong duong gitra bénh nhén duoc di€u tri vdi simvastatin 40 mg va
bénh nhan duoc diéu tri bang gia duoc trong 5 nam nghién ctru. Ty 1¢ ngung
dung thude do tac dung khong mong mudn 1a tvong duong (4,8% & bénh nhén
dugc diéu tri bang simvastatin 40 mg so véi 5,1% & bénh nhéan dugce diéu tr
bang gia duoc). Ty 1é mac bénh vé co 1a <0,1% & nhitng bénh nhan dugc didu
tri bang simvastatin 40 mg. Transaminase tang (> 3 x ULN x4c nhan bang xéet
nghiém lap lai) xay ra vdi ti 1€ 0,21% (n = 21) bénh nhan dy()c dle}l tri bang
simvastatin 40 mg so v6i 0,09% (n = 9) bénh nhan dugc dicu tri bang gia dugc.
Tan suét cua cac tac dung khong mong mudn duge phén loai nhu sau:

R4t phé bién (> 1/10),

Phé bién (> 1/100 dén <1/10),

it gap (> 1/1.000 dén <1/100),

Hiém gap (> 1/10.000 dén <1 / 1.000),

Rat hiém (<1 /10.000),

Khong r5 (khong thé udc tinh tir dir liéu c6 sén)

R6i loan mdu va hé théng bach huyét:



Hiém: thiéu mau

R6i loan tam than:

R4t hiém: mat ngu

Khéng rd: tram cam

R6i loan hé than kinh:

Hiém gdp: nhac dau, di cam, chong mat, dau than kinh ngoai bién
Rat hiém: suy giam tri nhé

Réi loan hé hdp, long nguee va trung that:

Khéng 1&: viém phoi ké

R6i loan tiéu hoa:

Hiém gép: tdo bon, dau bung, day hoi, kho tiéu, tiéu chay, buon non, non, viém
tuy

Gan mat:

Hiém gap: viém gan / vang da

R4t hiém : suy gan gdy tir vong hodc khong gay tir vong
R6i loan da va mé duwéi da:

Hiém gap: phat ban, ngira, rung téc

Co xwong khép, réi loan mé lién két:

Hiém gép: bénh co * (bao gdm viém co), tiéu co van cé kem hoac khong céd
suy than cap , dau co, chudt rat

* Trong mot thir nghiém lam sang, bénh co thuong xay ra ¢ nhiing bénh nhén
dugc diéu tri véi simvastatin 80 mg / ngay so véi bénh nhan duoc dicu tri voi
20 mg / ngay (twong tng la 1,0% so vdi 0,02%).

Khong rd: bénh vé gan, c6 the bien chiing gay dut gan

Khoéng rd: Bénh hoai tir co do trung gian mién dich (IMNM)

Sinh san:

Khong r&: Rbi loan cuong duong

Réi loan khdc:



Hiém gap: suy nhuogc

Mot triéu ching qua man da dugc bao cdo la hiém gap m bao gdm mot s dic
diém sau: phi mach, hoi ching gidng lupus, dau da co do thap khép, viém bi
co, viém mach, giam tiéu cau,bénh bach cau ua eosin, tang ESR, viém khop va
dau khép, ndi mé day, nhay cam anh sang, sdt, do bumg, khé thd va khé chiu.

Két qua diéu tra:

Hiém: tang transaminase huyét thanh (alanine aminotransferase, aspartate
aminotransferase, -glutamyl transpeptidase) , tdng alkaline phosphatase ; tang
nong do CK trong huyét thanh .

Tang nong do glucose trong huyét thanh khi nhin déi va ting HbA I¢ da duoc
bdo cédo vdi statin, bao gom simvastatin.

D4 c¢6 mot s6 bao cao sau khi dua thude ra thi truong ¢6 tac dung khong mong
mudn hiém gap 14 suy giam nhan thic (vi du: mét tri nhé, quén langsuy giam
tri nhd, 16 13n) lién quan dén viéc sir dung statin, bao gdm simvastatin. Cac bao
céo noi chung 1a khong nghiém trong, va ¢ thé hdi phuc khi ngiing statin.

Cac tac dung khong mong muon sau day da dwoc bdo cdao véi mot so statin:
Roi loan giac ngu, bao gdm ca gép 4c mong
_R&i loan chire néang tinh duc.

_ bai thao dudng: Tén suét s& phu thudc vao su hién dién hay khong cua céc
yeu t6 nguy co (duong huyét luc do6i 5,6 mmol / L, BMI> 30 kg / m2,
triglycerid ting, tién sir ting huyét ap).

Tré em

Trong mot nghién ciru kéo dai 48 tuan lién quan dén tré em va thanh thiéu nién
tir 10-17 tudi véi bénh du cholesterol huyét gia dinh di hop tir (n = 175),su an
toan va dung nap ctia nhém dugc diéu tri bang Simvastatin néi chung tuong tu
nhu nhém duoc diéu tri bang gia dugc. Anh hudng lau dai vé su trudng thanh
vé thé chét, tri tué va tinh duc chua duoc biét r5 vi khong 6 du dit liéu.

Sir dung qua liéu va xi tri:

D3 c6 bao cdo mot it truong hop bi qua lidu. Khoéng ¢6 bénh nhan nao c¢o triéu
ching dic hi¢u, va tat ca cac bénh nhan déu hdi phuc ma khong c6 di chung.
Trong trudng hop qua liéu, phai 4p dung céc bién phap tri liu tong quat va

theo doi chirc nang gan.
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Cac dac tinh dwgce luc hoce:

Nhom tac dung dugc i tri ligu: thude lam giam cholesterol va

triglycerid

Nhom ATC: C10A A0l

Hoat chat simvastatin [ mot chét tong hop ¢6 ngudn gdc tir san phdm 1én men cua
Aspergillus terreus.

Sau khi ubng, simvastatin, mot lacton khong c6 hoat tinh, dugc thuy phan cho ra beta-
hydroxy acid c6 hoat tinh. Chat chuyén hoa chinh nay cta simvastatin trc ché men HMG-
CoA reductase (3-hydroxy-3- methyl-glutaryl-coenzyme A). Men nay xtc tac giai doan
dau cua su sinh tong hop cholesterol va gigi han tde do cua toan phan ung /12/
Trong c4c nghién ctru 14m sang, simvastatin lam giam cholesterol toan phén trong huyét
tuong, giam cholesterol LDL va VLDL, lam tang nhe cholesterol HDL, do d6 lam giam ty
50 cholesterol toan phan/HDL va ty s LDL/HDL. Tuy cholersterol 14 tién than cua tt ca
céc noi tiét steroid, nhung khong thay simvastatin c6 anh huong trén 1am sang dén su

tao 1ap steroid.

Trong mdt nghién ctru ngu nhién da trung tdm kéo dai 5,5 nam, c6 ddi ching véi gia
duogc ¢ cac bénh nhan bi bénh mach vanh (néng do cholesterol toan phan trong huyét
thanh trong khoang 5,5-8,0 mmol/l ), liéu simvastatin 20-40 mg/ngay lam giam nguy co tur
vong 30%, giam nguy co tu vong do mach vanh 42%. Simvastatin cling lam giam duoc 37%
nguy co tai bién trong céc can thiép tai tao lai mach mau & mach vanh, ngoai ra trong bénh
dai thao duong, thude lam giam 55% nguy co bi bién chimg niing & mach vanh.

Cac dac tinh dong lwce hoc:

Nong do ti da trong huyét tuong ciia cac chét trc ché c6 hoat tinh x4y ra vao
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khoang 1,3- 2,4 gid sau khi udng. Khi bi suy than nang thi thoi gian nay lau
khoang gép doi,

O gan, noi chu yéu xay ra tac dung thudc, simvastatin c¢6 nong do cao hon

nhiéu so vdi cac mo khéc.

C6 thé thy hiéu qua cua tac dung “lan ddu qua gan”. Thudc thai trir qua mat,
it hon 5% liéu thude dua vao di dén hé tuan hoan. Thudc ¢6 kha nang cao gén

vao protein huyét tuong (95%)
Cac dir liéu an toan tién lAm sang:
Gia tri LD50 ctia simvastatin & chudt nhét 1a vao khoang 3.8 g/kg can nang, ¢ chudt la
khoang 5 g/kg can nang.
Céc lidu toi da & chudt va tho khong gy ra cac di tat ¢ thai va khong ¢6 anh huong dén
kha nang thu thai, sinh san va trén su phat trién khi méi sinh. |
B
Han dung:
24 thang ké tir ngay san xuat.
Han diing duoc in ngay trén hop thude. Khong duoc dung thude sau ngay nay.
Nhirng lwu y dac biét khi bao quan:
Bao quan noi kho mat, nhiét dd dudi 30°C, tranh 4nh sang.
Pé thude noi an toan, tranh xa tim tay cia tré em.
Quy cach dong goi:

Trong mdi vi thude (bang nhua trong PVC/PVDC//Al) ¢6 10 vién

nén bao phim. Trong mdi hop thude bang gidy cing ¢6 3 vi thude.
Tiéu chuin ap dung:

Thuodc dugc bao ché theo ti€éu chuan chat lugng ctia nha san xuat.
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NHA SAN XUAT: ExtractumPharma Co. Ltd.

Dia chi van phong 1044 Budapest, Megyeri ut 64, Hungary
Dia chi nha may: 6413 Kunfehérto, IV.Korzet 6, Hungary




