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TARFLOZ

Ferrous fumarate 300mg

TARFLOZ

Mai vién nén co chira: |
Ferrous fumarate.............cceevecinnieniieniiciennn.., 300mMg f
Chi dinh, chdng chi dinh, than trong, lidu legng va céch dung: Xin xem trong t&
hwéng dan str dung

Cac théng tin khac xin xem trong t& hwong din sir dyng
Bao quan: Bao guén trong bao bi kin, tranh anh sang, nhiét dé d
Boc ky hwéng dan st dung trwde khi ding

Pé thudc tranh xa tam tay tré em

.
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Poc kj huéng din siv dung trude khi ditng.
Néu cin thém théng tin, xin héi y kién bdc si h odc dwogc si.

Tarfloz

Thanh phan: Mdi vién c6 chira 300mg sét fumarat.

Td dugc: lactose hydrat, microcrystallin cellulose, povidon K-30, magie stearat.
Dang bao ché: Vién nén.

Quy cich déng géi: Hop 3 vi x 10 vién.

Chi dinh:

Phong va diéu tri bénh thiéu mau do thiéu sit nhu: Sau cét da day, hoi ching suy dinh dudng
va mang thai.

Liéu ding va cich si dung:

1 vién/ngay, hodc theo huéng dan cia thiy thude.

Chéng chi dinh:

Min cam véi bat ky thanh phin nao cua thude.

Co thé thira sit: Bénh mé nhiém sét, nhiém hemosi-derin va thiéu mau tan mau.

Thén trong:

Dung kéo dai, qua mirc liéu khuyén cdo theo chi dinh cia bac s§ ¢6 thé din dén thira sit. C6
thé gdy ngd doc do thira sat néu dung sit dudi ca hai dang uéng va tiém.

Khéng nén ding cac mudi sit cho nhitng bénh nhin dang truyén mau nhiéu 14n hodc bénh nhan
thiéu mau nhung khéng phai do thiéu sit. Can than trong cho nhimg bénh nhan c6 vin dé vé
hap thu sit hozc tich lity sét, nhur bénh hemoglobin, hodc c6 bénh dudng tiéu hoa.

Téac dung phu:

Khé chiu & dudmg tiéu héa, ia chiy, non, tdo bén. Tac dung phu c6 thé giam néu dung thude
ngay sau khi an. Do udng thudc ¢6 sit nén phan cé mau den.

Théng bdo cho bic st nhiing tic dung khéng mong mudn gip phdai khi sir dung thuébc.
Twong tic véi thude khac:

Su hép thu sét bi e ché bdi magie trisilicat, cac thude khéng acid va cac loai thire an nhu trimg
va sita. Do vdy, nén sir dung cc ché phdm bd sung sit truée 1 gidr hodc 2 gidr sau khi sir dung
cac loai thirc &n nhu tring, sita, tra, ca phé, lia mi va ngii cbe, cac thude khang acid hoac cac
ché pham bo sung canxi.

Stt dung cho phu nit ¢6 thai va cho con bi:
Thubc duoe chi dinh cho phu nir ¢6 thai do thdi ki nay co thé ¢6 tang nhu ciu vé sit.

Phu nit cho con bit: Do nhu cau & phu nir cho con ba khdng cao bing cac nhom dbi tuong duoc
chi dinh do d6 khong nén sir dung vi c6 kha niing gay tich lily sit trong co thé.

Anh hwéng dén kha ning l4i xe va viin hanh may méc:
Khéng anh hudng.
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Dice tinh dwoe lue hoc:

Sat can thiét cho su tao hemoglobin, myoglobin va enzym hé hép cytochrom C. Sat duoc hap
thu qua thirc 4n, hiéu qua nhét tir sit trong thit.

Séat duge du trir trong co thé dudi 2 dang: ferritin va hemosiderin. Khoang 90% sét dwa vao co
thé duoc thai qua phan.

Hé‘ip thu st phu thudc vao sb lwong sit dur trix, nhat 1a ferritin, & niém mac rudt va vao téc do
tao hdng céu cia co thé.

Dic tinh dwoe dong hoe:

Sét fumarat 12 dang mudi dé hép thu.

Binh thudng sit duoc hip thu & ta trang va du gin hdng trang. Mot ngudi binh thuong khong
thiéu sit, hdp thu khoang 0,5 - 1 mg sét nguyén té hang ngay. Hap thu sét tang 1én khi du triy
st thdp hoic nhu cdu sit ting. Hap thu sit toan b ting toi 1 - 2 mg/ngady & phu nit hanh kinh
binh thudng va c6 thé ting téi 3 - 4 mg/ngdy & ngudi mang thai. Tré nhé va thidu nién cling c6
nhu ciu sit ting trong thoi ky phat trién manh.

Hip thu sit bi giam khi c6 céc chit chelat hoa hodc cac chét tao phirc trong rudt va tang khi c6
acid hydrocloric va vitamin C. Do vay dbi khi sdt dugc ding phéi hop véi vitamin C.

Chuyén héa: Ton st di qua chu trinh gan rudt, lién két véi transferrin va sau dé duoce vin
chuyén t6i tuy xuong va lién két tao hemoglobin.

Thai trir: Chi yéu qua phan.

Qua lidu;

Néu c6 tridu chimg khong dung nap, cin dimg thudc tam thoi hodic vinh vién.

Néu ngd ddc cap, can dung thube thai sit theo hudng din cia thiy thudc, nhung khong nén
dung cho phu nir ¢6 thai 3 thang d4u.Thay vao d6 diéu tri cho trudng hop phu nit ¢6 thai hodc
dang cho con by, can théo sach da day bang cach cho gdy ndn véi dung dich natri bicarbonat 1-
5 %.

Truyén dich véi dung dich tiém natri lactat hodc natri clorid va dextrose.

Can c4n nhic véi muc liéu khoang 1g sit nguyén tb co thé gay ngd ddc & tré em.

Khi bi qué liéu, bién phap chu yéu la nhanh chéng ngan chan sy hap thu sét.

BAO QUAN: Trong bao bi kin, trdnh dnh sang, nhiét d6 dudi 30°C.

HAN DUNG: 3 nam ké tir ngay san xuét.

Pé xa tim tay tré em

Nha sin xuit:
| — Celogen Pharma Pvt. Ltd.
10@;’:'T€C.1md'?i'? 4/1, TTC Ind. Area, Mahape, Navi mumbai, 400710, India.
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: - 3. CHONG CHI bINH
I .
—— ZOSI‘ AS 10 mg Khong sir dung Zosivas trong cac truong hop sau:
Ak (Slmvastatm 10mg) - Ban bi di (mg (man cam) voi simvastatin hoéc bét cir
Vién nén bdo phim thanh phan nao cua thuoc (xem muc “Thong tin chung”).
st A A2 i o - Ban dang c6 van dé vé gan.
Ll Haygitr ?giiuuﬁgéﬁn {su;é.t,gng. Bgn c6 thé cin doc lai nd. - Ban dang mang thai hozic cho con b.
- Néu ban c6 bét cir thic méc nio| vui long hoi béc si hofic . Ban dang ding mot hoc nhidu thube dudi day:

| -
“ Tduhee" B KRR Ao Bltas. ohio Bt JeKBIS atiidaiid o Itraconazol,  ketoconazol,  fluconazol, hoic
- Thudc nay chi on riéng cho ban. ng chuyén thudc ; £ £ £
; R o % s ! i posaconazol (cac thuoc chéng nam)
nay cho nguoi khac. Pidu d6 c6 thé lam hai ho, ngay ca khi o Erythromycin, clarithrcmycin, hoic telithromycin

ho ¢ triéu chung glong nhur ban, (khan . :
g sinh chong nhidm khuén)
- Néu ban thdy bét & tac dung khéng mong muén no trés nén o Thudc tc ché HIV nhu 14 in dinavir, Telaprevir,

:j;:l [:;ggilﬁgﬁz t?élqghﬁ gtltiytrj;gc";;aﬁu?;lgg g:r?r;i nézgg nelfinavir, ritonavir, va saquinavir (thudc uc ché HIV

thudc ndy, vui 1ong thong bdo véi bac sT hoic duge T cia duge sir dung chong lai HIV)

ban. o Nefazodon (thubc tram cam).

o Gemfibrozil; Cyclosporin; Danazol; {&

1. THONG TIN CHUNG ?

Thudc nay chi dung theo don cia lhﬁy thubce; Poc ky
huéng din sir dung trude khi ding.

4. THAN TRONG ’
- Hay lhong bo voi bac si vé tit ca cac thudc ban dang
ding bao gbm ca cac trudng hop s& bi di tmg.

Thanh phin ciia Zosivas:_ _ - Hay thong bdo vai bac sT néu ban udng nhiéu ruou.
. Hoat char: simvastatin. MOi vién nén bao phim chira 10mg . Hay thong béo v6i bac sT néu ban da timg méc bénh vé
: simvastatin. gan. Zosivas c6 thé khong phu hgp véi ban trong truong
Vién nén: lactose monohydrat, pregelatinised starch, hop nay.
butylhydroxyanisol, anhydrous citric acid, ascorbic acid, . Hay thong béo véi bac si néu ban chuin bj phiu thuat.
maize Stal‘Ch, microcrystallin cellulose va magﬂeSium Ban nén ngu—ng siT dung Zosivas trong thiri giﬁl’l ngén.
stearat Mang bao: hypromellose, talc, propylen glycol va - Bc si cita ban s& lam xét nghiém mau trude khi ban bat
titanium dioxide (E171) ' dau dung Zosivas. Nhirng kiém tra nay sé& tét cho chirc
MG ta: Vién nén bao phim tron, det hai mit 161, mau tring. nang gan cua ban. Bdc sT cua ban cling s& lam xét
Déng goi: Vién nén bao phim Zosivas dugc dung trong vi nghiém enzyme gan truGe khi bat dau dicu tri va trong
nham, hdp 4 vi x 7 vién nén bao phim. truémg hop chi dinh 14m sang yéu ciu xét nghiém sau

i do.
Théng tin quan trong vé ta duge cua Zosivas ) ’ L 2 e ; 3.
Thuéc co chu'a té duoc lactose. Neu ban duqc béc si cho A Hay,thong bao. . bfﬁc ST il ben bilnh phfn flane:

lac véi bac T truée khi sit dung thude nay. - Truéce khi diéu tri, xét nghiém CK nén dugc tién hanh

trong nhimg truomg hop: suy giam chic nang thén,
2. CHi PINH nhuoc giap, tnén sir ban thén hoc tién sir gna dinh méc (
Zosivas la thuéc dung dé ha cholesterol toan phén, bénh co di truyén, tién sir bi bénh co do sir dung statm {
cholesterol x4u (LDL cholesterol), and céc thanh phin béo hogc fibrat truc do, tién sir bénh gan vivhoie udng V\
khac duoc goi 1a céc triglycerides trong mau. Thém vao d6, nhiéu rugu, bénh nhan cao tudi (>70 twdi) c6 nhitng yéu
Zosivas 1am tang cholesterol t5t (HDL cholesterol). Ban nén 6 nguy co s& bi tiéu co van, kha nang xay ra tuong tac
dat ché d¢ an giam cholesterol trong khi dung thudc nay. thude va mot s6 doi trong bénh nhan dac bigt. Trong
Zosivas 1a mot trong cc statin kinh dién. nhimg trudng hop nay nén cén nhdc loi ich/nguy co va

theo doi bénh nhan trén 1am sang khi diéu tri béng statin,
- Trong qua trinh diéu tri bﬁng statin, bénh nhén can thong
bao khi c6 cac biéu hién vé co nhu dau co, cimg co, yéu
. Khi c6 cac biéu hién nay, bénh nhan cin lam xét
nghiém CK dé c6 cac bién phap can thiép phi hop.
Hay lién lac ngay v&i bae st néu ban bj dau co khong ré
nguyén nhién, yéu co hoic moi co. Ba;* 1a phan Gng rat

: hiém xay ra, cic van dé vé co c6 thé tré nén nghiém
Bénh mach vanh (CHD) hoic ¢c6 nguy co cao mac bénh trong, bao gdm tdn thuung co két qui nhu trong thn
mach vanh (khi ban bj tiéu dudmg, tién sir truy tim, hotic
thwong thin; va tir vong ghi nhan duyge la rét hiém.
c4c bénh khéc vé mach mau). Zosivas ¢6 thé kéo dai tudi
thi b ek 13 bérh ti h, Rui ro vé co gap phai nhiéu hon khi dung liéu cao Zosivas
9 PALE SOCLIA g!am cac. i ro cla benh tim mac va s& phd bién hon & mot nhém céc bénh nhén.
cac bénh lién quan tdi cholesterol mau.
s S : i R it Hay thong bdo vdi bac st néu ban:
O hau hét moi ngudi, chua ¢ biéu hign ngay 1ap tic cia s okl rru
triéu chimg cholesterol mau cao. Bac st c6 thé do duoc g

Zosivas dugc sir dung clng voi ché d6 an kiéng néu ban:

- Tang cholesterol trong mdu (ting cholesterol mau tién
phét) hoZc ndng d6 chit béo trong méau cao (réi loan
lipid mau hén hop).

- Tang cholesterol mau do yéu té di truyén (cholesterol
méu cao do yéu té di truyén). Ban ciing c6 thé dugc
dung nhitng tri liéu khac.

ndng do cholesterol mau béng cac thir mau don gian. Hay %{?é:é’?odrigié e
gdp béc sT dinh ky d€ biét dugc ngudng cholesterol ciia ban, La phy nit

va thao ludn voi bac sT vé cac chi s cholesterol cua ban.
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- Pa timg ¢6 vin d& v& co trong qua trinh diéu tri lam
giam cholesterol mau véi cac thubc ha lipid mau 1a
“statin™ ho4c cac fibrate

- Ban ho#c ngudi trong gia dinh da timg bi réi loan co

5. TUONG TAC THUOC VA CAC TUONG TAC
KHAC

TUONG TAC THUOC

Pay la vén dé cuc ky quan trong, ban hay néi véi béc s néu

ban dang udng bit ky thudc nao liét ké duoi day. Ubng

Zosivas voi cac thudc né}( c6 thé lam tang nguy co tdn

thuong vé& co (mdt vai thude trong phﬁn nay da duoc ligt ké

& phan “CHONG CHI PINH"):

- Ciclosporin (thudng ding ¢ cac bénh nhan ghép tang)

- Danazol (hormon nam dugc dung dé diéu trj lac ndi mac
tir cung)

- Céc thube nhu itraconazol, ketoconazol, fluconazol, hodc
posaconazol (thudc chéng ndm)

- Céc fibrate nhu gemfibrozil va bezafibrate (thudc lam
giam cholesterol mau)

- Erythromycin, clarithromycin, telithromycin, hodc fusidic
acid (thuéc chéng nhiém tring)

- Thudc (rc ¢ché HIV nhu indinavir, nelfinavir, ritonavir, va
saquinavir (thubc diéu tri AIDS)

- Cac thudc diéu tri viém gan siéu vi C (HCV)

- Nefazodone (thubc trdm cam)

- Amiodarone (thudc diéu tri nhip tim bat thuong)

- Verapamil, diltiazem hozc amlodipin (thudc diéu trj cao
huyét ap, dau thit nguc, hoic cac bénh vé tim khac)

- Colchicin (thudc diéu tri git)

- Niacin liéu cao (>1 g/ngay) (thuéc dung ha cholesterol)

Ciing gidng nhu cac thudc k& trén, hay thong béo véi bac si

hofic dugc si néu ban dang dung hofic vira ding bét ky

thudc ndo, bao gdm ca cac thudc khong ké don. Dic biét 1,

hay théng bdo cho bac si néu ban dang ding bt cir thudc

nao dudi day:

- Thudc ngira huyét khdi tinh mach, nhu warfarin,
phenprocoumon hoZc acenocoumarol (thudc chéng déng)

- Fenofibrat (thuéc’dung ha cholesterol)

- Rifamapicin (thube diéu tri lao phoi)

Ban nén théng bio vdi bac st néu ban dang ding niacin

(nicotinic acid) hodc cac san phdm c6 chira niacin tir Trung

quoc.

Khong dung qua 10mg simvastatin/ngay khi sir dung phéi

hop véi; Verapamil; Diltiazem; Dronedaron. (Chéng chi

dinh phdihgp cac thuéc nay véi ché phim c6 ham hrong

simvastatin >20mg)

Khong ding qua 20mg simvastin/ngay khi sir dung phéi

hop v&i: Aminodaron; Amlodipin; Ranolazin,

TUONG TAC VOI THUC AN VA PO UONG
Tranh ding lugng lén nude budi ép (Grapefruit juice) (>
1lit ngay)

6. NHOM POI TUQNG PAC BIET

PHU NU MANG THAI VA CHO CON BU

Khong ding Zosivas néu ban dang mang thai, ¢6 ging
mang thai hoZc nghi ngd mang thai. Néu ban co thai khi
dang dung Zosivas, hay ngimg thudc ngay ldp tirc va lién hé
v@i bac st cha ban.

Khong dung Zosivas néu ban dang cho con bi, do chua xac
dinh dugc thubc c6 truyén qua sira me hay khong.

TRE EM

An toan va hiéu qua da dwgc nghién ciru trén tré em nam va
nir, nam tir 10 -17 tudi, tré em nir d4 c6 kinh nguyét it nhét
14 1 nim (xem muc “LIEU LUONG, CACH DUNG VA
DUONG DUNG”). Zosivas chura durgc nghién ciru trén tré
em dudi 10 tubi. Dé biét thém thong tin, hiy hoi bac si cua
ban.

7. LAI XE VA VAN HANH MAY MOC

Zosivas khong anh huéng dén kha nang lai xe va van hanh
méy moc. Tuy nhién, mét sé truong hop thdy hoa mit sau
khi ubng Zosivas.

8. LIEU LUQNG, CACH DUNG VA PUONG DUNG
Luén ding Zosivas theo chi dinh cua bac si. Ban nén kiém
tra lai v6i bac sT hoic duoc si néu ban khong chic chin.

Ban nén tuan thu ché d6 an giam cholesterol trong khi diéu

tri vai Zosivas. /

e

Liéu ciha Zosivas 1a 10mg, 20mg, 40mg hoic 80mg dung’ __—

dudng uéng, mét 1an mdi ngay.

Véi tré em (10-17 tudi), liéu khoi dau thuong 1a 10mg mdi
ngay, udng vao budi téi. Liéu khuyén cdo cao nhét 1a 40mg
moi ngay.

Liéu 80mg chi dugc khuyén cao cho ngudi truéng thanh véi
tinh trang cholesterol mau rit cao va nguy co rii ro vé tim
mach ciing rat cao, nhimg ngudi nay da khéng dat dugce
ngudng cholesterol muc tiéu véi liéu thép.

Bac si cta ban s& xac dinh liéu lirgng thich hop dua trén
tinh trang bénh, hién trang diéu tri va mirc ri ro cho riéng
ban.

Ubng Zosivas vao budi t6i. Ban co thé udng cing hoic
khéng ciing thirc n. Liéu khoi dau théng thudng Ia 10, 20
hodc trong mét sd truong hop 1a 40mg moi ngay. Bac si clia
ban s& diéu chinh liéu sau it nhit 12 4 tudn dén cao nhét 1a
80mg mdi ngay. Khong dung nhiéu hon 80mg mét ngay.
Biéc si clia ban co thé ké liu thap hon, dic biét 1a néu ban
dang dung céc thudc duoc liét ké & trén hoc ban dang bi
bénh vé than. Hay tiép tuc udng Zosivas trir khi bac st
khuyén ban ngimg thuéc.

Néu’béc si clia ban ké Zosivas cling voi acid mét ¢d lap
(thubc ha cholesterol), ban nén ubng Zosivas it nhit 2 gio
truée do hodc 4 gio sau khi ubng acid mat c6 14p.

Néu ban ’quén uéng Zosivas

Khéng ubng tang liéu, chi udng theo lieu Zosivas dugc ké
va cling thoi diém thong thuomg trong ngay tiép theo.

Néu ban ngimg ding Zosivas

Ngudng cholesterol c6 thé tang trd lai.

9. QUA LIEU VA CACH XU TRI
Vui long lién hé vai bac st hoac dugc si.

10. TAC DUNG KHONG MONG MUON

Ciing gi6éng nhu cac thudc khéc, Zosivas c6 thé co tic dung
ngoai y va khong phai tat ca nguoi ding déu gap phai.

Cac tac dung khong mong muodn thong thuong duoc liét ké
bén dudi theo tan s6 gip:

Rét phd bién: Xuit hién ¢ 1 trong 10 trudmg hop

Phd bién: Xut hién ¢ 1-10 trong 100 trudng hop

Khéng phd bién: Xut hién ¢ 1-10 trong 1000 trrong hop
Hiém gip: Xudt hién & 1-10 trong 10000 trudng hop

Rét hiém gip: Xuét hién & it hon 1 trong 10000 trudng hop
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Khéng xic dinh: Tan s& khong thé udc tinh duge dya vao céc

dir lidu hién tai

Cac tac dung khéng mong mudn nghiém trong di dugc béo

cao:

- Pau co, moi co, yéu co, hogc chudt rut. O trudng hop rat
hiém xdy ra, cic van d& vé co co thé trd nén nghiém
trong, bao gbm tiéu co trong tdn thuong thén; va rét
hiém khi tir vong xay ra.

Dij irng (man cam) phan tmg bao gdm:
o Sung mit, ludi va hong, day co thé 1a nguyén nhan
gdy kho thé

DPau co nghiém trong thudng & vai va hdng

Phat ban cling véi méi chi va co ¢b

Pau hodc viém céac khop

Viém mach mau

Bim tim bét thuong, sung va phat ban trén da, ton

thuong, da nhay cam vdi dnh sang mit troi, sét, do da

Hoi thd ngén va cam giac kho chiu
o C6 hinh anh gibng lupus (bao gdm phat ban, dau

khop, va anh hudng dén céc té bao mau)

- Viém gan voi bidu hién vang da vang mat, nglra, nuéc
tiéu sdm mau hoic phdn mau xam, mat chirc ning gan
(rét hiém xay ra).

- Viém tuy thuong kém vdi dau bung nghiém trong.

Hiém gap:

Giam hdng cau (thiéu mau)

- Té ]|ét‘ hodc yeu canh tay va chan

- Dau dau, cam gidc ngira, choéng vang

- Réi loan tiéu héa (dau bung, to bon, ddy hoi, kho tiéu,

ia chay, n6n, budn nén)

- Phat ban, ngira, rung toc

- Yéu

- Suy giam nhan thirc (nhu mét trf nho, 1a 13n...)

- Tang dudong huyét

- Ting HbAlc

Cxéc tac dung khong mong mudn khac da ghi lai dugc & mot

s0 cac statin:

- Ngi khéng ngon, bao gdm kho ngt va gip ac méng

- ROi loan ham muén tinh duc

Tram carn

- Céc vin dé vé duong thd bao g6m ho dai ding va/hoiic

hoi thé ngén hoac sbt.

Chi 56 phong thi nghiém
Di ghi nhan duoc gia tri cao trong xét nghiém mau vé chirc
nang gan va enzym co (creatin Kinase).

o o0 0o 00
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11. PAC TiNH mrgc LU'C HQC

Nhom dugc ly: ¢ ché HMG CoA reductase

ATC-Code: C10AA01

Sau khi ubng, simvastatin 1a mot lacston khong hoat dong,
thuy phédn ¢ gan thanh beta-hydroxyacid cé hoat tinh, day la
dang tc ché manh HMG-CoA reductase (3 hydroxy-3
methylglutaryl CoA reductase). Enzym ndy xuc tac cho viéc
bién d6i HMG-CoA thanh mevalonat, 1a buéc dau va budc
han ché sinh téng hop cholesterol.

Simvastatin cho thdy lam giam ca ndng d6 binh thuong va
LDL-C cao. LDL dugc hinh thanh tir protein c¢é ty trong
thap (VLDL) va dugc di hoa chit yéu bai thy thé LDL c6 &
luc cao. Co ché tic dung lam giam LDL clia simvastatin c6
thé do giam giam tdp trung VLDL-cholesterol (VLDL-C)
va cam (g cia thu thé LDL, din dén giam san xudt va tang

di héa LDL-C. Apolipoprotein B ciing giam xudng déng ké
trong qua trinh diéu tri véi simvastatin. Ngoai ra,
simvastatin vira lam tang HDL-C va lam giam TG huyét
tuong. Két qua cia nhimg thay ddi ty 1¢ cua cia total dén
HDL-C va LDL dén HDL-C la giam.

Nguy co cao cia bénh mach vanh (CHD) hodc bénh tim
mach:

Trong nghién ciru Bao vé tim (HPS), anh hudng cua diéu tri
véi simvastatin trén 20,536 bénh nhén (tudi tir 40 - 80), co
hodc khong c6 lipid mau cao va bénh tim mach, bénh tic
dong mach hodc bénh tiéu dubqg. Trong nghién ciru nay,
10,269 bénh nhdn dd duge diéu tri voi simvastatin 40
mg/ngay va 10,267 bénh nhdn duge ding gia duoc trong
thori gian trung binh 1a 5 nam. Két qua la 6,793 bénh nhan
(33%) co ngudng LDL-C dudi 116 mg/dL; 5,063 bénh nhén
(25%) c6 ngudng tir 116 mg/dL dén 135 mg/dL; va 8,680
bénh nhéan (42%) c6 ngudng cao hon 135 mg/dL.

Diéu tri voi simvastatin 40 mg/ngay so voi dung gia dugc
thdy giam dang ké rui ro tir vong do moi nguyén nhén (1328
[12.9%] bénh nhan didu tri véi simvastatin so véi 1507
[14.7%] bénh nhéan dung gia dugc; p=0.0003), ty 1€ tir vong
do bénh mach vanh 14 18% (587 [5.7%] so vél 707 [6.9%],
p=0.0005, i ro tuyét dbi giam 1.2%). Giam tr vong khéng
phai do mach vanh khéng c¢6 ¥ nghia théng ké. Simvastatin
ciing lam giam rii ro cta bénh mach vanh (so sanh cuédi
cung cua MI khong géy tir vong hodc tir vong do CHD) la
27% (p<0.0001%). Simvastatin lam giam sy cén thiét phai
théng lai mach vanh (bao gém bic ciu dong mach vanh
hodc nong mach vanh) va thiét bi hd trg ngoai vi twong tmg
la 30% (p<0.0001) va 16% (p=0.006). Simvastatin lam

giam 25% nguy co dot quy (p<0.0001), giam 30% dot quy
do thiéu méau cuc b6 (p<0.0001). Ngoai tra, trong mot nhom ¢
cac bénh nhén mac bénh tiéu dudmg, simvastatin lam giam 5

nguy co phat trién bién chimg mach mau lén, bao gém ca

mach ngoai vi (phdu thuit holc nong mach vanh), cit cut .

chi dudi, hozc vét loét & chén la 21% (p=0.0293). Su giam
ty 1 nady tuong ty nhu trén mdi nhom bénh nhan trong
nghién ciru, dan dng va phu ni, c6 d6 tudi dudi hozc trén 70
tham gia vao nghién ciru, c6 hoic khong c6 tang huyét ép,
va dac biét bao gbm nhimg ngudi c6 mirc LDL cholesterol
dudi 3.0 mmol/l.

Trong nghlen ctru Scandinavia Simvastatin Survival (4S),
hiéu qua cua diéu trj voi simvastatin trén tng s6 ty 1é tir
vong duge danh gid trén 4444 bénh nhin c¢6 CHD va
cholesterol toan phin co ban la 212-309 mg/dL (5.5-8.0
mmol/L). Trong nghlen clru da trung tdm, ngau nhién, mu
d6i, c6 kiém soat gia dugc nay, cac bénh nhan dau thét nguc
hodc nhdi méau co tim (MI) da thuc hién ché dé an kiéng,
cham s6c dac biét, va dung simvastatin 20-40mg/ngay
(n=2,221) hodc gia dugc (n=2,223) trong thoi gian trung
binh 1a 54 nim. Simvastatin lam giam 30% nguy co tr
vong (nguy co tuyét ddi giam 3.3%). Nguy co tir vong do
CHD dugc giam 42% (nguy co tuyét dbi la 3.5%).
Simvastatin cling lam giam nguy co bénh mach vanh (tr
vong do CHD ¢dng véi sur xac minh am thdm cuia bénh vién
vé MI) 1a 34%. Hon nira, simvastatin lam giam dang ké
nguy co tir vong do mach mau (dét quy, thiéu mau cuc bd
thoang qua) 1a 28%. Khong thdy c6 su khac biét ¢6 y nghia
thong ké gitra cdc nhém trong ty 1€ tir vong do khéng phai
tim mach.

Nghién ciru vé tac dung giam Cholesterol va Homocysteine
b6 sung (SEARCH) lién quan dén hiéu qua diéu trj voi
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simvastatin 80mg so vo&i 20mg (thdi gian theo doi trung
binh la 6,7 nam) t&i cac vAn dé vé& mach mau (MVEs; tir
vong do CHD, MI khéng tir vong, thong mach vanh, dét
quy gdy tr vong hofic khdng gdy tir vong, hodc sir dung
thiét b1 hd trg mach vanh ngoai vi) trén 12,064 bénh nhén
¢6 tién str nhoi mau co tim. Khong ¢6 su khéc biét dang ké
vé ty 1& MVEs giita 2 nhém: simvastatin 20 mg (n=1553;
25.7%) so voi ‘Zocor” 80mg (n=1477; 24.5%). RR 0.94,
95% CI: 0.88 dén 1.01. Su khac biét tuyét déi vé LDL-C
giira hai nhém trong qua trinh nghién ciru 14 0.35%+ 0.01
mmol/L. Thong tin an toan Ia tuong tu nhau gitra hai nhém
diéu trj ngoai trir ty 16 mic bénh vé co 14 khoang 1.0% vdi
bénh nhin dung simvastatin 80mg va 0. 02% v&i bénh nhén
diing lidu 20mg. Khoang mét nira trong s6 nhifng trudong
hop mac bénh vé co Xay ra trong nam dau tién dleu tri. Ty
1é¢ mic bénh vé& co trong mdi nim diéu tri tiép theo la
khoéang 0.1%.
Tang cholesterol méu nguvén phat va ting lipid mau hén
hop:
Trong cac nghién ciru so sanh vé higu qua va an toan cla
simvastatin lidu 10, 20, 40 va 80 mg mdi ngay trén cac bénh
nhén cholesterol médu cao, ty 1& giam trung binh turong (mg
( 1a 30, 38, 41 va 47%. Trong nghién cinu nay cac bénh nhén
tdng lipid mau hén hop ding simvastatin 40 mg va 80 mg,
cd ty l€ giam trung binh tuong ung cia triglycerid 1a 28 va
33% (gia duge la 2%), va ty 1€ ting HDL-C trung binh
tirong ung la 13 va 16% (gia dugc 14 3%).
Nghién ctru Jam sing & tré em v thanh thiéu nién (10-17
tudi):
Trong mot nghién ciru mi ddi, ¢6 kiém soat gia duoc trén
175 bénh nhén (99 tré em nam ddy thi giai doan II va 76 tré
em nir da c6 kinh nguyét it nhat 1 nam) tir 10-17 tu61 (tudi
trung binh la 14,1) c6 cholesterol méu cao do yéu to di
truyén (heFH) da ngiu nhién ding simvastatin hodc gia
dugc trong 24 tudn (nghién ciru co ban). Yéu ciu chung cia
nghién ciru 1a mirc co ban LDL-C trong khoang 160-400
mg/dL va it nhat bé hodc me c6 mirc LDL-C > 189 mg/dL.
Lléu simvastatin (1 1an/ngay vao budi téi) 1a 10mg trong 8
tdn dau tién, 20mg trong 8 tuan tiép theo, va 40mg cho
thoi gian sau dé. Trong 24 tuéin kéo dai thém, 144 bénh
nhan duoc tiép tuc didu tri véi simvastatin 40mg hodc gia
dugc.
'Zocor’ di lam giam dang ké ndng d6 LDL-C, TG, va Apo
B. Két qua quan sét dugc sau khi so sdnh gitra viée diéu tri
thém 48 tuan v6i nghién ciru co ban.
Sau 24 tudn didu tri, ngudng LDL-C dat dugc 1a 124.9
mg/dL (khoang: 64.0-289.0 mg/dL) & nhom simvastatin
40mg so voi 207.8 mg/dL (khoang 128.0-334.0 mg/dL) &
nhom ding gna dugec.
Sau 24 tuan diéu tri v&i simvastatin (véi lidu tang tir 10, 20
v |én t6i 40mg mdi ngay trong khoang 8 tuin), simvastatin
da lam giam trung binh LDL-C la 36.8% (gia dugc: ting
1.1% so véi ngudng co ban), Apo B la 32.4% (gia dugec:
0.5%), va ngudng TG trung binh 13 7.9% (gia duoc: 3.2%)
va ting trung binh ngudng HDL-C la 8.3% (gia duoc:
3.6%). Lgi ich lau dai cia simvastatin trén céc bién ¢d tim
mach & tré em vdi heFH la chua xac dinh duoc.

An toén va higu qua & lidu trén 40mg/ngay chua duoc

truyén. Higu qua lau dai cua diéu tri vm simvastatin ;4’
con nhé dé giam ty Ié tr vong & tudi trudng thank (%u'a
duoc xac dinh. "~ f s

12. PAC TINH DUQC PONG HQOC

Simvastatin 1a mét lacton khong hoat déng, dé dang bjlthﬁy
phéan trong co thé thanh beta-hydroxyacid, 12 mot chét e
ché manh HMG-CoA reductase. Thily phan dién ra cht yéu
¢ gan, ty 1€ thiy phan trong huyét tuong la rat cham.

Dic tinh duge ddng hoc dugce danh gid wén nguc‘.n 1ém. Dix
Iléu vé duge dong hoc & tré em va thanh thiéu nién khoéng
EOI]. lal

Hﬁp thu

o nguoi, simvastatin dugce hﬁp thu tét va chuyén hoa bude
d4u qua gan. Sy bién ddi & gan phu thudc vao luu lugng
méu tai gan. Gan 1a noi d4u tién tao ra chét c6 hoat tinh.
Chit ¢6 hoat tinh Ia beta-hydroxyacid vao h¢ tudn hoan la it
hon 5% so véi lidu simvastatin uéng. Néng d¢ t6i da cua
chét {rc ché c6 hoat tinh nay dat dugc tir 1-2 glcr sau khi
udng simvastatin, Thirc an khong anh huéng dén hap thu.

Dugce dong hoc cua liéu don va uong nhiéu l4n tron ngay
cho thdy khong c6 tich lity thuéc sau khi ding nhiéu 1dn
trong ngay.

Phin b

Lién két voi protein ctia chit ¢ hoat tinh 1a > 95 %.

Thai trir

Simvastatin 14 chat nén cia CYP3A4. Céc chét chuyén héa
chinh cua simvastatin trong huyét trong la beta-
hydroxyacid va 4 chét chuyén hoa c6 hoat tinh khac. Sau
khi udng simvastatin, 13% thai trir qua nuéc tiéu, 60% thai
trir qua phén trong vong 96 gior. S6 lugng chit chuyén hoa
thai trir qua phén tuong duong véi lugng thude khong dugc
hap thu qua mét. Sau khi tiém tinh mach thoi, gian bén thai
cua beta-hydroxyacid 1a 1.9 git. Trung binh chi c6 0.3%
liu tiém tinh mach duoc bai tiét trong nudc tidu la cac chit
{rc ché.

13. BAO QUAN ZOSIVAS

Dé thube ngoai tim tay va tAm voi cia tré em.
Khéng béo quéan thudc trén 30°C. Bao quan trong bao bi
gbe.

Han diing: 36 thang ké tir ngay san Xudt

Khéng ding Zosivas sau khi da hét han sir dung dugc ghl
trén bao bi. Ngay hét han la ngay ddu tién cia thang hét
han.

Khéng hity thube trong nuée hoac cho vao thing rac gia
dinh. Hay héi dugc sT cach hiy cac thube khong c6 yéu clu
dic biét. Nhimg diéu nay s& gip bao vé moi truong,
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