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T& théng tin thudc

ZOSIVAS 10 mg

(Simvastatin 10mg)
Vién nén bao phim

Hay giir tor huéng dan sir dung. Ban c6 thé can doc lai no.

Néu ban c6 bét ctr thic mic nao, vui 1ong hoi béc sT hoic dugc si.

Thudc nay chi ké don riéng cho ban. Khong chuyén thudc nay cho nguoi khac. Diéu d6 c6 thé lam hai ho, ngay ca khi ho c6
triéu chimg giéng nhur ban.

Néu ban thy bét ctr tac dung khong mong mudn néo trg nén trdm trong, hodc ban nhén thy bt ¢ tac dung khong mong nudn
nao khong duroc liét ké trong to hudng dén sir dung thudce nay, vui long thong béo véi bac st hodc dugc s cia ban.

1. THONG TIN CHUNG

Thudc nay chi diing theo don ciia thiy thudc; Poc ky huwéng din sir dung trude khi dung,
Thanh phan cila Zosivas:

Hoat chdt: simvastatin. Mi vién nén bao phim chira 10mg simvastatin.

Vién nén: lactose monohydrat, pregelatinised starch, butylhydroxyanisol, anhydrous citric acid, ascorbic acid, maize starch,
microcrystallin cellulose va magnesium stearat Mang bao: hypromellose, talc, propylen glycol va titanium dioxide (E171)

Mo ta: Vién nén bao phim tron, det hai mat léi, mau tréng.
Pong goi: Vién nén bao phim Zosivas duge dung trong vi nhém, hdp 4 vi x 7 vién nén bao phim.
Thong tin quan trong vé ti dugre ciia Zosivas

Thubc ¢6 chira ta dugce lactose. Néu ban duge béc si cho biét ring minh khéng dung nap véi mot sb duomg, hay lién lac véi
bac sT trude khi sir dung thube nay. Y4

L
2. CHIBINH //{ (

Zosivas 1a thudc dung dé ha cholesterol toan phan cholesterol x4u (LDL cholesterol), and céc thanh phin béo khéc dchrc goi
la cdc triglycerides trong mau. Thém vao d6, Zosivas lam tang cholesterol t6t (HDL cholesterol). Ban nén dat ché d6 an giam
cholesterol trong khi dung thudc nay. Zosivas 1a mdt trong c4c statin kinh dién.

Zosivas dugc sir dung cling véi ché 49 an kiéng néu ban: )

- Tang cholesterol trong méau (tang cholesterol mau tién phat) hoac ndng do chit béo trong mau cao (rdi loan lipid mau hdn
hop).

- Tang cholesterol mau do yéu t6 di truyén (cholesterol mau cao do yéu t6 di truyén). Ban cling ¢6 thé duoc ding nhimg tri
liéu khéc.

- Bénh mach vanh (CHD) hodc cé nguy co cao méc bénh mach vanh (khi ban bj tiéu duon 2, tién str truy tim, hodc cdc bénh
khéc vé mach méu). Zosivas c6 thé kéo dai tudi tho bing cach lam giam céc riii ro cia bénh tim mach, cac bénh lién quan
tdi cholesterol mau.

O hau hét moi ngudi, chua co biéu hién ngay lap tic cua triéu chimg cholesterol mau cao. Bac si c6 thé do dugc ndng do

cholesterol mau bang cdc thir mau don gian. Hay gép bac si dinh ky d& biét dugc ngudng cholesterol ctia ban, va thao luan

véi bac si vé céc chi sé cholesterol ciia ban.

3. CHONG CHi PINH
Khéng sir dung Zosivas trong c4c truong hop sau:
- Banbi ditng (mﬁn cam) véi simvastatin hozc bat cir thanh phin nao clia thude (xem muc “Théng tin chung”).
- Ban dang c6 van dé vé gan.
- Ban dang mang thai hodc cho con bu.
- Ban dang diing mét hodc nhiéu thubc dudi dy:
o ltraconazol, ketoconazol, fluconazol, hodc posaconazol (cic thude chdng ndm)
o Erythromycin, clarithromycin, hoac telithromycin (khang sinh chéng nhiém khuén)
o Thudc rc ché HIV nhu 1a indinavir, Telaprevirr, nelfinavir, ritonavir, va saquinavir (thuéc e ché HIV dugce str dung
chéng lai HIV)
o Nefazodon (thudc trAm cam).
o Gemfibrozil; Cyclosporin; Danazol;

4. THAN TRQNG

- Hay thong bao véi bac si vé tit ca cac thude ban dang diing bao gdm ca céc trudng hop s& bi di img.

- Hay théng béo v6i bac si néu ban ubng nhiéu rugu.

- Hay thong bao véi bac st neu ban da timg méc bénh vé gan, Zosivas c¢6 thé khéng phii hop véi ban trong trudng hop nay.
- Hay thong bdo vdi bac si néu ban chuin bi phiu thuat. Ban nén ngimg sir dung Zosivas trong thdi gian ngén.



Bic si clia ban s& lam xét nghiém mau trude khi ban bit dau diing Zosivas. Nhirng kiém tra nay s& tét cho chtrc nang gan
cua ban. Béc si ctia ban cling s& lam xét nghiém enzyme gan trudce khi bat dau diéu tri va trong truong hop chi dinh l1am
sang yéu cau xét nghiém sau dé.

Hiy thong bao v&i bac st néu ban bi bénh phdi nang.

Can nhéc theo dai creatin kinase (CK) trong truomg hop:

Trude khi didu tri, xét nghiém CK nén duoc tién hanh trong nhimg trudng hop: suy giam chirc nang than, nhugc giap,
tiff:n str ban than hodc tién sir gia dinh méc bénh co di truyén, tidn sir bi bénh co do sir dung statin hodc fibrat trudc do,
tién str bénh gan va/hodc udng nhiéu rugu, bénh nhan cao tudi (>70 tudi) cé nhirng yéu t6 nguy co s& bj tiéu co van, kha
nang xay ra tuong tac thudc va mét s6 doi tugng bénh nhédn didc biét. Trong nhitng trudng hop nay nén cén nhéc lgi
ich/nguy co va theo d&i bénh nhan trén 1dm sang khi didu tri bing statin.

Trong qua trinh diéu tri bing statin, bénh nhan cin thong bao khi ¢6 cic bidu hién vé co nhu dau co, cimg co, yéu co...
Khi cé cac biéu hién nay, bénh nhan can 1am xét nghiém CK dé ¢6 cac bién phép can thiép pha hop.

Hay lién lac ngay véi béc s néu ban bj dau co khong ré nguyén nhin, yéu co hodc méi co. Day la phén ung rat hiém
xay ra, cic vin dé vé co cé_thé tré nén nghiém trgng, bao gdm ton thwong co' két qua nhir trong ton thuwong thin; va
tir vong ghi nhan dugce 13 rit hiém.

Ruii ro vé co gap phai nhiéu hon khi dung liéu cao Zosivas va s& phd bién hon & mot nhom cac bénh nhén.

Hay thong bao vdi bac si néu ban:
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Ubng nhiéu rugu

C6 van dé vé than

Trén 70 tudi

La phu nir o

Di timg ¢6 vin d& vé co trong quia trinh didu tri 1am giam cholesterol mau véi cac thudc ha lipid mau 1a “statin hoac cac
fibrate

Ban hodc nguoi trong gia dinh da timg bj rdi loan co //@
e

TUONG TAC THUOC VA CAC TUONG TAC KHAC

TUONG TAC THUOC

Diy la van gé cuc ky quan trong, ban hay néi véi bac s néu ban dang uépg bat ky thuéc nao liét ké dudi day. Ufimg Zosivas
voi cac thude nay co6 thé 1am ting nguy co tdn thuong vé co (mdt vai thude trong phan nay di duoc liét ké & phian “CHONG
CHI BINH”):

Ciclosporin (thuong dung & cac bénh nhan ghép tang)

Danazol (hormon nam dugc ding d¢é diéu tri lac ndi mac tir cung)

Céc thude nhur itraconazol, ketoconazol, fluconazol, hodc posaconazol (thudc chéng ndm)

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

Erythromycin, clarithromycin, telithromycin, hoac fusidic acid (thubc chéng nhiém triing)

Thudc e ché HIV nhu indinavir, nelfinavir, ritonavir, va saquinavir (thuéc didu tri AIDS)

Cac thude diéu tri viém gan siéu vi C (HCV)

Nefazodone (lhué:c trdm cam) )

Amiodarone (thuoc diéu tri nhip tim bat th}rf:rng) ] ) .
Verapamil, diltiazem ho#c amlodipin (thudc dicu tri cao huyét ap, dau that nguc, hodc cac bénh vé tim khac)
Colchicin (thudc didu tri gut)

Niacin lidu cao (>1 g/ngay) (thudc ding ha cholesterol)

Ciing giéng nhu cac thube k& trén, hay thong bao véi bac si hodc duge s néu ban dang diing hoic vira dung bat ky thude

nao, bao g

m ca céc thudc khong ké don. Dic biét 13, hdy thong bao cho bac st néu ban dang ding bat cir thubc nao dudi

day:

Thubc ngira huyét khéi tinh mach, nhu warfarin, phenprocoumon hoéc acenocoumarol (thudc chéng dong)
Fenofibrat (thudc dung ha cholesterol)
Rifamapicin (thude diéu tri lao phdi)

Ban nén théng bio vai bac si néu ban dang dung niacin (nicotinic acid) hodc cac san phdm c6 chira niacin tir Trung quéc.
Khéng dung qua 10mg simvastatin/ngay khi sir dung phdi hop véi: Verapamil; Diltiazem; Dronedaron. (Chéng chi dinh
phdihgp cac thube nay véi ché phdm cé ham lugng simvastatin >20mg)

Khéng dung qua 20mg simvastin/ngay khi sir dung phdi hop véi: Aminodaron; Amlodipin; Ranolazin.

TUONG TAC VOI THUC AN VA PO UONG
Tranh dung lugng 16n nude budi ép (Grapefruit juice) (> 11it ngay)

6. NHOM POI TUQNG DPAC BIET

PHY NU'MANG THAI VA CHOCONBU

Khéng dung Zosivas néu ban dang mang thai, c6 gang mang thai hodc nghi ngd mang thai. Néu ban c6 thai khi dang dung
Zosivas, hay ngimg thuoc ngay 1ap tire va lién hé vdi béc st cua ban.

Khoéng ding Zosivas néu ban dang cho con by, do chua xéac dinh duge thudc ¢6 truyén qua sira me hay khong,

TRE EM
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An toan va hi¢u qua da dugc nghién ciru lr@n tré em nam va nir, nam tur 10 -17 tudi, tré em nir da c6 kinh nguyét it nhét 1a 1
nam (xem myc “LIEU LUGNG, CACH DUNG VA DUONG DUNG”). Zosivas chua dugc nghién ciru trén tré em dudi 10
tudi. D€ biét thém thdng tin, hay hoi bac si ctia ban.

7. LAIXE VA VAN HANH MAY MOC
Zosivas khéng anh huéng dén kha nang 14i xe va van hanh may méc. Tuy nhién, mot s6 truomg hop thiy hoa mit sau khi
ubng Zosivas.

8. LIEU LUQNG, CACH DUNG VA PUONG DUNG

Luén dung Zosivas theo chi dinh cua bac si. Ban nén klem tra lai v&i bac si hodc dugc st néu ban khdng chéc chan.

Ban nén tudn thi ché d6 an giam cholesterol trong khi diéu trj véi Zosivas.

Liu cua Zosivas 1a 10mg, 20mg, 40mg hodc 80mg dung duorng uong, mdt lan mon ngay.

Vi tré em (10-17 tudi), lidu khéi ddu thuong 14 10mg mdi ngdy, udng vao budi téi. Liéu khuyén céo cao nhit 12 40mg mdi
ngay

Liéu 80mg chi dugc khuyén cdo cho ngudi trudng thanh véi tinh trang cholesterol mau rat cao va nguy co rii ro vé tim mach
cling rat cao, nhirng ngudi nay da khong dat duoc ngudng cholesterol muyc tiéu voi lidu thép.

Bac si ciia ban sé xac dmh liéu luo’ng thich hQ‘p dua trén tinh trang bénh, hién trang diéu tri va muc rii ro cho riéng ban.
Uong Zosivas vao budi tbi. Ban c6 thé uong cung hoac khong cling thirc an. Liéu khoi dau thong thudng 1a 10, 20 hodc trong
mot s6 trudng hop 1a 40mg mdi ngay. Béc si clia ban s& diéu chinh lidu sau it nhat 14 4 tuan dén cao nhit 1a 80mg rn0| ngay.
Khoéng dung nhiéu hon 80mg mét ngdy. Béc st cua ban c6 thé ké liéu thap hon, dic biét 1a néu ban dang dung cac thudc duge
liét ké & trén hodc ban dang bj bénh vé than, Hay (1ep tuc uﬁng Zosivas trir khi bac si khuyen ban ngimg thuoc.

Néu béc i ctia ban ké Zosivas cung v&i acid mat 6 lap (thudc ha cholesterol), ban nén udng Zosivas it nhit 2 gi¥ trude do
hodc 4 gi¢ sau khi uong acid mat ¢o lap.

Néu ban quén uﬁng Zosivas /{Q
Khoéng uéng tang liéu, chi udng theo lidu Zosivas dugc ké va cing thoi diém thong thudng trong ngay tiép theo. .

Néu ban ngirng diing Zosivas
Ngudng cholesterol c6 thé tang trd lai.

9. QUA LIEU VA CACH XU TRi
Vui long lién hé véi bac si hodc duoc si.

10. TAC DUNG KHONG MONG MUON

Ciing giéng nhu céc thube khéc, Zosivas c6 thé c6 tac dung ngoai y va khong phai tat ca ngudi ding déu gap phai.

Céc tac dung khdng mong mudn thong thuong dugce liét ké bén dudi theo tin sb gap:

Rit pho bién: Xuét hién & 1 trong 10 trudng hop

Phé bién: Xuit hién & 1-10 trong 100 truong hop

Khéng phd bién: Xuit hién & 1-10 trong 1000 truong hop

Hiém gip: Xuit hién & 1-10 trong 10000 truong hop

Rt hiém gip: Xuét hién & it hon 1 trong 10000 trudong hop

Khéng xac dinh: Tan sb khang thé udc tinh dugce dua vao cac dit lidu hién tai

Céc tac dung khong mong mudn nghiém trong da dugc bao cao:

- Dau co, méi co, yeu co, hodc chudt rit. o] truong hop rét hiém xay ra, cac van dé v& co c6 thé trd nén nghiém trong, bao
gdm tidu co trong ton thuong than ; va rat hiém khi tir vong xay ra.

- Dj {mg (min cam) phan (mg bao gom:
o Sung mat, ludi va hong, ddy c6 thé 1a nguyén nhan giy khé thd

Dau co nghiém trong thudng & vai va hong

Phat ban cling v&i moi chi va co ¢b

DPau hodc viém cac khop

Viém mach mau

Bam tim bat thudng, sung va phat ban trén da, ton thuong, da nhay cam véi anh sang mat trdi, st, d6 da

Hoi thé ngin va cam gidc kho chiu
o C$ hinh anh giéng lupus (bao gdm phét ban, dau khép, va anh hudng dén cac té bao mau) .

- Viém gan véi biéu hién vang da vang mit, nglra, nudc tiéu sim mau hoic phan mau xam, mat chirc nang gan (rat hiém
Xy ra).

- Viém tuy thuong kém vdi dau bung nghiém trong.

Hiém gip:

- Giam hdng cAu (thiéu mau)

- Téliét hoac yéu canh tay va chén

- Dau du, cam giac ngira, chodng vang

- Rébi loan tiéu hda (dau bung, tdo bon, day hai, kho tiéu, ia chay, ndn, budn non)

- Phat ban, ngura, rung téc

Oo0oO0O0COQ0CO0



- Yéu

- Suy giam nhan thirc (nhu mét trf nhe, 16 1an...)

- Tang dudng huyét

- Tang HbAlc

Céc tac dung khdng mong mudn khéc di ghi lai duge & mot s cac statin:

- Ngu khong ngon, bao gbm khé ngi va gip 4c mdng

- Réi loan ham mudn tinh duc

- Trim cam

- Céc vén dé v& dudng thd bao gdm ho dai ding vi/hoic hoi thé ngén hogc sbt.
Chi s6 phong thi nghlem

bi ghi nhéin dugc gia tri cao trong xét nghiém méu vé chirc nang gan va enzym co (creatin kinase).

11. PAC TINH DUGC LY'C HQC

Nhém duge ly: e ché HMG CoA reductase

ATC-Code: C10AA01

Sau khi udng, simvastatin 1a mét lacston khéng hoat dong, thily phén & gan thanh beta-hydroxyacid c¢é hoat tinh, day la dang
trc ché manh HMG-CoA reductase (3 hydroxy-3 methylglutaryl CoA reductase). Enzym nay xiic tac cho viéc bién dbi
HMG-CoA thanh mevalonat, 14 budc dAu va budc han ché sinh tong hop cholesterol.

Simvastatin cho thdy 1am giam ca ndng d6 binh thudng va LDL-C cao. LDL dugc hinh thanh tir protein ¢6 ty trong thﬁp
(VLDL) va duoc di héa chi yéu bdi thu thé LDL ¢6 ai lyc cao. Co ché tac dung lam glam LDL cua simvastatin c6 thé do
giam giam tép trung VLDL- cholesterol (VLDL- -C) va cam ung cua thu thé LDL, din dén giam san xudt va tang dj héa LDL-
C. Apohpoprolem B ciling giam xudng dang 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 nhing thay dbi ty 18 cua cua total dén HDL-C va LDL dén HDL-C la

giam. [@
Nguy co cao cua bénh mach vanh (CHD) hodc bénh tim mach: gt 2
Trong nghién c(ru Bao v¢ tim (HPS), anh hudng cia diéu trj véi simvastatin trén 20,536 bénh nhén (tudi tir 40 — 80), €6 hoac
khong c6 lipid mau cao va bénh tim mach, bénh tic dong mach hogc bénh tiéu duo*ng Trong nghién ciru nay, 10,269 bénh
nhan da dugc didu tri véi simvastatin 40 mg/ngay va 10,267 bénh nhan dugc ding gia duge trong thdi gian trung binh 13 5
nam. Két qua 14 6,793 bénh nhan (33%) c6 ngudng LDL-C dudi 116 mg/dL; 5,063 bénh nhéan (25%) c6 ngudng tir 116
mg/dL dén 135 mg/dL; va 8,680 bénh nhan (42%) c6 ngudng cao hon 135 mg/dL.

Di€u tri v6i simvastatin 40 mg/ngay so v6i dung gia duge thiy giam dang ké rui ro tr vong do moi nguyén nhan (1328
[12.9%)] bénh nhan diéu trj v&i simvastatin so v&i 1507 [14.7%] bénh nhan ding gia dugc; p=0.0003), ty 1 tir vong do bénh
mach vanh la 18% (587 [5.7%)] so v&i 707 [6.9%], p=0.0005, rui ro tuyét ddi giam 1.2%). Giam tir vong khéng phai do mach
vanh khong c6 ¥ nghia thong ké. Simvastatin ciing 1am giam rii ro ctia bénh mach vanh (so sanh cuoi cung cua MI khong
géy tu vong hoéc tir vong do CHD) 1a 27% (p<0.0001%). Simvastatin lam gidm sur can thiét phai thong lai mach vanh (bao
gom bac cau dong mach vanh hodc nong mach vanh) va thiét bi hd trg ngoai vi twong mg 1a 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 mau cuc bd (p<0.0001).
Ngoai tra, trong mdt nhém cac bénh nhén mic bénh tiéu dudng, simvastatin lam giam nguy co phat tnen bién chirmg mach
mau 16n, bao gom ca mach ngoai vi (phdu thuat hoac nong mach vanh), cit cut chi dudi, hodc vét loét & chan 1a 21%
(p=0.0293). Sur giam ty 1& nay tuong ty nhu trén mdi nhém bénh nhan trong nghién ctru, dan ong va phu nir, c6 6 tudi dudi
hodc trén 70 tham gia vao nghién ciru, c6 hodc khong cé tang huyét 4p, va dic biét bao goém nhimg ngudi ¢ mic LDL
cholesterol dudi 3.0 mmol/l.

Trong nghlen ctru Scandinavia Simvastatin Survival (4S), hiéu qué cua diéu trj v&i simvastatin trén tdng sb ty 1& tir vong
duge danh gia trén 4444 bénh nhén c6 CHD va cholesterol toan phin co ban 1a 212-309 mg/dL (5.5-8.0 mmol/L). Trong
nghién ciru da trung tAm, ngiu nhién, mu doi, c6 kiém soat gia dugc nay, cic bénh nhin dau thit nguc hodc nhéi mau co tim
(MI) da thuc hién ché d6 an kiéng, cham soc dic biét, va dung simvastatin 20-40mg/ngay (n=2,221) hogc gia dugc (n=2,223)
trong thoi gian trung binh 1a 5.4 ndm. Simvastatin 1am giam 30% nguy co tir vong (nguy co tuyét d6i giam 3.3%). Nguy co
tir vong do CHD durge giam 42% (nguy co tuyét ddi 1a 3. 5%). Simvastatin cling lam giam nguy co bénh mach vanh (tir vong
do CHD cdng véi su xac minh 4m thim cta bénh vién vé MI) 1a 34%. Hon nira, simvastatin 1am giam dang ké nguy co tur
vong do mach mau (d6t quy, thiu mau cuc bd thoang qua) 1a 28%. Khong thdy c6 sur khac biét c6 y nghia thong ké gita cac
nhém trong ty 1¢ tr vong do khéng phai tim mach.

Nghién ciru vé tic dung giam Cholesterol va Homocysteine bd sung (SEARCH) lién quan dén higu qua diéu trj vai
simvastatin 80mg so v&i 20mg (thdi gian theo ddi trung binh 13 6,7 nam) t6i cac vin d& vé mach mau (MVEs; tor vong do
CHD, MI khong tr vong, thong mach vanh, dot quy géy tir vong hodc khong gdy tir vong, hodc sur dung thiét bj hd trg mach
vanh ngoai vi) trén 12,064 bénh nhan c6 tién sir nhdi mau co tim. Khong cé su khic biét dang ké vé ty 1é MVEs giira 2
nhom: mmvastatm 20 mg (n=1553; 25.7%) so vdi ‘Zocor” 80mg (n=1477; 24.5%). RR 0.94, 95% CI: 0.88 dén 1.01. Sur khac
biét tuyét dbi vé LDL-C giira hai nhom trong qua mnh nghién ctru 1a 0.35%+ 0.01 mmol/L. Thong tin an toan la tuong tu
nhau giita hai nhém diéu tri ngoai trir ty 18 mac bénh vé co la khoang 1.0% véi bénh nhan dung simvastatin 80mg va 0.02%
v&i bénh nhén dung lidu 20mg. Khoang mét nira trong s6 nhimng truong hop méc bénh v& co xay ra trong nam dau tién diéu
tri. Ty 1& mac bénh vé co trong mdi nam diéu trj tiép theo 12 khoang 0.1%.

Tang cholesterol mau nguyén phét va tang lipid méu hén hop:




Trong cdc nghién ciru so sanh vé hiéu qua va an toan ciia simvastatin liéu 10, 20, 40 va 80 mg mdi ngdy trén céc bénh nhan
cholesterol méu cao, ty 1€ giam trung binh tuong ung 1a 30, 38, 41 va 47%. Trong nghién ciru ndy cac bénh nhén tang lipid
mau hdn hop dung simvastatin 40 mg va 80 mg, ¢6 ty l& giam trung binh tuong (mg ctia triglycerid 12 28 va 33% (gia dugc 1a
2%), va ty 1& tang HDL-C trung binh tuong g la 13 va 16% (gia duoc 1a 3%).

Nghién ciru 14m sang & tré em va thanh thiéu nién (10-17 tudi):

Trong mét nghién ctru mu ddi, c6 kiém so4t gia dugc trén 175 bénh nhan (99 tré em nam day thi gnal doan 11 va 76 tré em nir
da co kinh nguyét it nhit 1 nam) tir 10-17 tudi (tudi trung binh 1a 14,1) ¢6 cholesterol mau cao do yéu t di truyén (heFH) da
ngiu nhién dung simvastatin hodc gia dugc trong 24 tudn (nghién ciru co ban). Yéu céu chung cua nghién ciru 1a mire co ban
LDL-C trong khoang 160-400 mg/dL v it nhit bb hodc me 00 mirc LDL-C > 189 mg/dL. Liéu simvastatin (1 Ianfngay vao
bubi t6i) 1a 10mg trong 8 tuﬁn dau tién, 20mg trong 8 tudn tiép theo, va 40mg cho thai gian sau d6. Trong 24 tudn kéo dai
thém, 144 bénh nhén dugc tlep tuc diéu tri v&i simvastatin 40mg hodc gia duge.

'Zocor® da lam giam dang ké ndng do LDL-C, TG, va Apo B. Két qua quan sat dugc sau khi so sanh giira viéc diéu tri thém
48 tuan voi nghlen ciru co ban.

Sau 24 tuin diéu trj, ngudng LDL-C dat duoc 14 124.9 mg/dL (khoang: 64.0-289.0 mg/dL) & nhém simvastatin 40mg so vdi
207.8 mg/dL (khoang 128.0-334.0 mg/dL) & nhém dung gia dugc.

Sau 24 tuan didu trj v6i simvastatin (v&i liéu tang tir 10, 20 va 1én téi 40mg mdi ngay trong khoang 8 tudn), simvastatin da
lam giam trung binh LDL-C 1a 36.8% (gia duoc: ting 1.1% so v&i ngudng co ban), Apo B la 32.4% (gia dugc: 0.5%), va
ngudng TG trung binh 1a 7.9% (gia dugc: 3.2%) va tang trung binh ngudng HDL-C la 8.3% (gia dugc: 3.6%). Lgi ich lau
dai cua simvastatin trén cac bién ¢ tim mach & tré em véi heFH la chua xac dinh dugc.

An toan va higu qua & liéu trén 40mg/ngdy chua duge nghién ciru trén tré em c6 cholesterol mau cao do yéu t6 di truyén.
Hiéu qua lau dai cua diéu tri véi simvastatin tir khi con nho dé giam ty 1& tir vong & tudi trudmg thanh chua dugc xéc dinh. A"?Z :
12. PAC TINH DUGC PONG HQC o E
Simvastatin 1a mét lacton khong hoat dong, dé dang bi thiy phan trong co thé thanh beta»hydroxyamd 14 mot chat u¢ ché
manh HMG-CoA reductase. Thily phén dién ra chii yéu & gan, ty 1€ thay phén trong huyét turong 1 rat cham.

Dic tinh dugc dong hoc duge danh gid trén ngudi 1én. Di lidu vé duge dong hoc & tré em va thanh thiéu nién khong ton tai.
Hip thu

O ngudi, snmvastatm dugc hip thu tdt va chuyén héa bude diu qua gan. Su bién dbi & gan phu thudc vao luu luong mau tai
gan. Gan la noi dau tién tao ra chat ¢6 hoat tinh. Chét c6 hoat tinh 12 beta-hydroxyacid vao hé tudn hoan 1a it hon 5% so voi

liéu simvastatin uong Nong do tdi da cua chét e ché c6 hoat tinh nay dat duge tir 1-2 gid sau khi udng simvastatin. Thirc an
khéng anh hudng dén hap thu.

Durge ddng hoc cua lidu don va udng nhiéu 14n trong ngay cho thiy khéng c6 tich lily thude sau khi ding nhiéu lin trong
ngay.

Phén bé ‘

Lién két voi protein ctia chat co hoat tinh 1a> 95 %.

Thai trir ) i )

Simvastatin 1a chit nén ciia CYP3A4. Cac chat chuyén héa chinh cta simvastatin trong huyét tvong 1a beta-hydroxyacid va 4
chat chuyf:n héa c6 hoat tinh khac. Sau khi uong simvastatin, 13% thai trir qua nudc tiéu, 60% thai trir qua phan trong yong
96 gio. SO lugng chat chuyén héa thai trir qua phén twong duong véi lugng thuoc khdng duge hap thu qua mat. Sau khl

tinh mach thoi, glan ban thai ciia beta-hydroxyacid 14 1.9 gio. Trung binh chi c6 0.3% liéu tiém tinh mach duoc bai tlet fr
nude tidu la cac chat (re ché.

13. BAO QUAN ZOSIVAS

Dé thube ngoai thm tay va tim véi ciia tré em.

Khéng bao quan thude trén 30°C. Bao quan trong bao bi géc.
Han ding: 36 thang ké tir ngay san xuét

Khong diing Zosivas sau khi da hét han sir dung dugc ghi trén bao bi. Ngay hét han 1a ngay déu tién ctia thang hét han. \\

Khong huy thudc trong nuéc hodc cho vao thiing réc gia dinh. Hay hoi duge si cdch hity cac thude khong cé yéu cﬁq déc
biét. Nhimg diéu nay sé& gitip bao vé mai trudng. 7
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