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TO HUONG DAN SU DUNG THUOC

chi ding theo don thudc

: ocC: Y AT
FLIVAST 10MG .
2. CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC
“Pé xa tam tay tré em”.

“Boc k§ huéng din sir dung trude khi dung”.

3. THANH PHAN CONG THU'C THUOC

M&i vién nén bao phim chira:

Thanh phén hoat chdt: Fluvastatin 10 mg (duéi dang fluvastatin natri).

Thanh phcfn t4 dwoe vién nhdn: Natri bicarbonat, calci silicat, lactose monohydrat, microcrystallin
cellulose PH101, crospovidon, butylated hydroxytoluen, magnesi stearat.

Thanh phdn té dwoc mang bao: Opadry AMB Yellow (thanh phan gém polyvinyl alcohol, talc,
titan dioxid, glyceryl monocaprylocaprat, natri lauryl sulfat, st oxid vang).

4., DANG BAO CHE

Vién nén bao phim.

MB® ta: Vién nén bao phim hinh tron, mau vang, canh va thanh vién lanh lin.

5. CHI PINH

Téng cholesterol mau

Tang cholesterol méu gia dinh

6. CACH DUNG, LIEU DUNG

Ciach dung

Thube ding bing dudng udng.

Liéu ding

Liéu dimng cho nguoi I6n

Lidu fluvastatin théng thuong 1a 20 dén 30 mg/lin/ngay sau bita t6i.

Lidu dung nén bit ddu & mic 20mg va duge didu chinh tuy theo do tudi va tridu ching, trong
trudng hop niing, ¢6 thé tiang lidu lén 60mg/ngay.

Liéu dimng cho tré em

Khéng ¢6 thir nghiém 1am sang nao sir dung cac chi s6 hiu qua va an todn dugc tién hanh & tré
em.

Liéu dimg cho bénh nhdn suy thén

Bénh nhén c6 hodc cé tién sit suy thin

Bénh nhan bj tiéu co van duge ghi nhin trong qué trinh st dung thude tic ché HMG-CoA reductase
1a nhitng bénh nhén bi suy gidm chirc ndng than vi chirc ning thén suy gidm nhanh chong co thé
xdy ra cung véi tiéu co van.

Bénh nhén c6 két qua xét nghiém chirc nang than bt thuong

Khi sir dung thudc ndy ciing véi fibrat, chi str dung thude khi xét thiy khéng thé tranh khéi vi ly
do diéu tri. C6 kha ning xay ra tiéu co van, di kém véi su suy gidm nhanh chéng chirc ning than.
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rinh khoi viée ding thuéc ddng thoi, nén tién hanh kiém tra chirc ning thén dinh

§i/cac triéu chimg nhu khai phat cac tri€u ching chi quan (dau co, suy nhugc), ting
anpyoglobin mau va nude tiéu, ting creatinin huyét thanh, v.v.. Néu diéu nay dugc quan

sat thay, nging dung thude ngay 14p tirc.

Liéu dimng cho bénh nhdn suy gan

Chong chi dinh dung fluvastatin & bénh nhén suy gan nang.

Thube nay chi yéu tac dong & gan va dugc chuyén hoa nén c6 nguy co lam ton thuong gan trim

trong hon.

Liéu ding cho ngudi cao tuoi

Khéng cin didu chinh lidu dbi véi ngudi cao tudi. Néu xay ra tac dung phy, thuc hién céc bién

phép thich hgp nhw giam lidu, xem xét mirc d6 tac dung phu va hiéu qua diéu tri.

Chtrc ning sinh 1y c6 thé suy giam & ngudi cao tuoi.

Pi ¢6 bdo cdo ring tidu co vAn cb nhidu kha ning xay ra & ngudi cao tudi.

Khi diing liéu 15 dén 30 mg/ngay trong 16 tun cho bénh nhén cao tudi bi ting cholesterol méau,

ty 1& hiéu qua 1a 84,9% (62/73).

7. CHONG CHi PINH

Thudc FLIVAST 10MG khong dung cho nhiing bénh nhan sau:

- Bénh nhén ¢6 tién str qua min véi fluvastattin hogic véi bét ky thanh phin nao ciia thudc.

- Bénh nhén bi tén thuong gan ndng, benh gan hoat dong ho#ic transaminase huyét thanh ting cao

khong rd nguyén nhén (thudc nay chi yeu tac dong lén gan va dugc chuyén héa qua gan, c6 thé

lam trAm trong thém ton thuong gan).

- Phuy nit trong thdi ky mang thai va phy nit dang cho con bu.

8. CANH BAO VA THAN TRONG KHI DUNG THUOC

- Céc phuong phép diéu trj khong dung thube nhur liéu phap dn kiéng va tap thé dyc, 1a nhiing dleu

co ban cua didu tri ting cholesterol méu, nén duge thue hién trude va chi nén ding thude néu

khong thiy du tic dung Ng0a1 ra, nén t1cp tuc didu tri khcmg ding thuoc trong thoi gian ding

thubc nay. Hon nita, cAn cAn nhéc ddy du dé giam cdc yéu t6 nguy co méc bénh tim thiéu méu cuc

b nhu huyét ap cao va hit thude.

- Nén kiém tra ndng db lipid trong méu dinh k¥ trong qué trinh didu tri va ngimg diéu tri néu khéng

thiy dap tmg véi diéu tri.

- Chuc ning gan bat thudng c6 thé xay ra, do do, theo nguyén tic chung, bf;nh nhéan nén duge theo

d6i cén than, khuyén cdo thuc hi¢n xét nghiém chirc néing gan trwde khi bét dau didu trj va 12 tudn

sau khi bit ddu didu trj hodic tang liéu va kiém tra dinh ky & tAt ca bénh nhan

Rénh nhén c6 bién chiing/tién sir bénh:

Nhitng bénh nhén sau ddy da duoc bdo cdo l1a cé nhiéu kha ning bi tiéu co van:

- Bénh nhén suy giap

- Bénh nhan méc céc bénh vé co di truyén (loan dudng co,...) hodc c6 tién sit gia dinh maéc bénh

nay.

- Bénh nhén c6 tién st bénh co do thude

- Bénh truyén nhiém
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- Bénh nhan bi bénh nhuoc co hojic ¢é tién str bénh nay

Bénh nhuogc co (liét co mit, liét todn than) cb thé trAm trong hon hoc tai phét.

Nhiing lvu ¥ khéc

Thong tin dwa trén sir dung 1am sang

O nude ngodi, di c6 bao cdo rang bénh nhan ding thube irc ché HMG-CoA reductase, bao gdm ci
thude ndy, c6 nguy co mic bénh tiéu duong cao hon.

Théng tin dwa trén cac nghién ctru phi 1dm sang

Trong cac nghién ctiu trén dong vét (chd), ngudi ta dd bao céo réng duc thuy tinh thé da dugc quan
sét thdy sau khi udng liéu 1n trong thoi gian dai (24 mg/kg tré 1én trong 6 thang, 16 mg/kg trong
2 nam).

- Can nhéc theo d&i creatin kinase (CK) trong truong hop:

+ Truée khi didu tri, xét nghiém CK nén duge tién hanh trong nhimg trudng hop: Suy giém chirc
nding than, nhuge gidp, tién sir ban than hojc tién st gia dinh méc bénh co di truyén, tién sir b
bénh co do sir dung statin hodc fibrat truée do, tién s bénh gan va/hodc ubng nhiéu rugu, bénh
nhan cao tudi (> 70 tudi) c6 nhitng yéu tb nguy co bi tidu co van, kha ning xay ra twong tic thube
va mot sb dbi tuong bénh nhin dic biét. Trong nhing truong hop nay nén can nhéc 1i ich/nguy
co va theo d5i bénh nhan trén 14m sang khi didu tri bing statin. Néu két qua xét nghiém CK > 5
14n gidi han trén ctia mic binh thudng, khong nén b4t du diéu tri bang statin.

+ Trong qué trinh didu tri bin g statin, bénh nhan can théng bao khi ¢6 cac biéu hién vé co nhu dau
co, cling co, yéu co ... Khi ¢6 céc biéu hi¢n ndy, bénh nhan can lam xét nghiém CK dé ¢4 céc bign
phap can thig¢p phu hgp.

Canh bdo td dioe: Thube ndy c6 chita dudi 1 mmol (23 mg) natri trong mdi vién, vé co ban duge
xem nhu ‘khong chira natri’.

9. SUDUNG THUOC CHO PHU NU’ CO THAI VA CHO CON BU

Phuy nit co thai:

Khéng dung cho phu nit ¢6 thai hodc phu nit c6 thé dang mang thai.

Trong céc nghién ciru vé st dung thude chu k¥ sinh (3 mg/kg trd 1én) & cée thi nghiém trén dong
vat (chudt), d c6 bdo cdo vé céi chét ctia ddng vat me truée hodc mot thoi gian sau khi sinh.

Phu nir cho con bu

Fluvastatin duge chéng chi dinh & phu nit dang cho con bu.

D4 c6 bdo cdo ring fluvastatin di chuyén vao sita trong c4c thi nghiém trén dong vat (chuét).

10. ANH HUGNG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Thube khong anh hudng dén kha nang 141 xe va vin hanh may méc.

11. TUONG TAC, TUONG KY CUA THUOC

Thude nay duge chuyén héa chi yéu bai CYP2CO.

Thin trong khi sit dung dong théi (Cin than khi s dung dong théi):
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Triéu chirng/bién phip 1dm sang

Co ché/yéu to nguy co

C6 thé xay ra tiéu co van, di kém vdi su suy
gidm nhanh chéng chiic ning than. Nén
ngimg ding thubc ngay lap tire néu quan
sat thiy céc triéu ching cha quan (dau co,
suy nhuoc), chirc néng than x4u di nhu tang
CK, taing myoglobin mau va nudc tiéu, tang
creatinin huyét thanh.

C6 béo céo vé tiéu co van trong cd
hai trudng hop.

Yéu tb nguy co: Bénh nhan cé gia
tri xét nghiém bat thudng lién quan
dén chiic ning thin

dich
Cyclosporin,...
acid nicotinic
erythromycin

A - A X
Thudc tc ché mién

Co thé xay ra tiéu co van, di kém véi sy suy
gidm nhanh chong chic ning thén. Nén
ngimg dung thudc ngay 1ap tic néu quan
sét thiy céc triéu chimg chu quan (dau co,
suy nhugc), chirc nang than x4u di nhu tang
CK, ting myoglobin méau va nude tiéu, ting
creatinin huyét thanh.

Yéu té nguy co: bénh nhan suy than

mau Coumarin
warfarin

Thudc chong dong

Téc dung chéng dong méu co thé dugc ting
cuong.

Co ché chua dugc 1am séng t0.

anion
cholestyramin,...

C4c nhwa trao doi

C6 bao cho rang nong do trong méu clia
fluvastatin giam khi ding két hop véi
cholestyramin, vi vdy nén dung thudc nay
it nhit 3 gi¢r sau khi dung cholestyramin.
Luu ¥ rang cac loai nhua trao d6i anion
khéc ciing ¢6 thé lam giam ndng d6 cta
thudc nay trong méu,

Diéu nay duge cho 12 do thudc bi
hdp phu vao nhya trao d6i anion,
lam giam luong hip thu qua dudng
tiéu hoéa.

Bezafibrat

Nong d6 trong mau cua fluvastatin co thé

tang 1én.

Ngudi ta cho rang sy chuyén hoa &
gan cta fluvastatin bi rc ché, 1am
piam tac dung chuyén hoa lan dhu.

Cimetidin
Ranitidin
Omeprazol

Nong do6 trong mau cia fluvastatin cé thé
tang lén.

Téc dung cta nhiing loai thude nay
duoc cho 1a do tic ché céc enzym
chuyén hoa & gan va thay d6i d pH
da day.

Fluconazol
Phosfluconazol
Etravirin

Nong do trong mau cia fluvastatin co thé
tang lén

Fluvastatin dugc chuyén héa chu
yéu bai CYP2C9 nén téc dung tc
ché CYP2C9 cua céc thude nay s&
tic ché qué trinh chuyén hoa cua
fluvastatin.




Nbng do trong mau ctia fluvastatin c6 thé

Ngudi ta cho ring qué trinh chuyén
héa cta fluvastatin duge thic dy

giam.
nho tic dung cam Ung enzym
chuyén héa thudc & ‘gan ‘cia
rifampicin.
Digoxin Mic du khéng quan sit thdy sy thay doi | Co ché chua duge lam sang to.

AUC clia digoxin, nhung da c6 bao cdo
ring ndng d6 t6i da trong m4u ting 1én, vi
véy cAn phai theo d&i cn thén.

Téing nguy co ton thiwong co khi sit dung statin dong thoi véi cdc thude sau:

- Gemfibrozil

- Céc thude ha cholesterol mau nhém fibrat khéc

- Niacin liéu cao (> 1 g/ngay)

- Colchicin

12. TAC DUNG KHONG MONG MUON CUA THUOC

Céc tée dung khong mong muén sau c6 thé xay ra, vi vy cin theo doi bénh nhan cén than va néu
quan sét thdy bit ky ddu higu bat thudmg nao, phai thuc hién céc bién phap thich hgp nhu ngimg
diing thube.

Tdc dung khdng mong muon nghiém trong

Tiéu co van. bénh co (ty 1¢ chua 13)

Tiéu co van, dic trung boi dau co, yéu co, ting creztinin (CK), ting myoglobin trong méu va nude
tidu xay ra va cling véi dé, ton thuong thin nghiém trong nhu chin thwong than cép tinh ¢6 thé
xay ra. Ngodi ra, bénh co bao gdm viém co c6 thé xay ra, din dén dau co lan rong, yéu co va ting
CK 10 rét.

Bénh co hoai 1ir qua trung gian mién dich (khéng 13 ty 18 méc)

Di ghi nhan bénh co hoai tir qua trung gian mién dich, dic trung baoi yéu co gbe chi, ndng do CK
cao, hoai tit c4c soi co khdng bi viém va khéng thé khang HMG-CoA reductase (HMGCR) duong
tinh, da xay ra va c6 nhitng trudng hop bénh van tdn tai ngay ca sau khi ngiing thudc sau diéu tri.
Vi didu nay d& duge bdo cdo nén tinh trang ciia bénh nhan cAn dugc theo ddi cn thin. Cé nhimg
b4o c4o vé sy cai thién sau khi dang thude e ché mién dich.

Bénh nhuoc co (khong rd ty 1& méc bénh)

Bénh nhugce co (loai co mét, loai toan than) ¢6 thé phat trién hogc trdm trong hon.

Ri loan chic néng gan (ty 1é chua 13)

R&i loan chiic ning gan nhu viém gan va vang da cé thé x4y ra.

Triéu chimg qua mén (khéng rd ty 1& méc)

Cc triéu chimg qud mAn nhu hdi ching gidng lupus, viém mach, phit mach va phan Gng phan vé
¢6 thé xay ra.

Viém phoi k& (ty 1é chua 15)

Viém phdi k& ¢6 thé xay ra, vi vdy ngay ca sau khi dung thudce 1au dai, néu quan sat thdy sét, ho,
kho thé, chup X-quang ngue bat thudng,... thi ngimg dung thudc va sir dung corticosteroid,. ..
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g mong muon khdc
0,1% dén dwéi 5% it hon 0,1% Ty 1¢ khéng xdc dinh
Phat ban, ngtra Meé day, cham Rung t6c, nhay cam véi
4nh sang
Hé tiéu héa | Khé chiu & da day, ¢ [ Non, viém miéng, kho | Viém tuy
ndéng, dau bung, bubn | miéng
ndn, tdo boén, tiéu chay,
chan #n, chudng bung
Gan Tang AST, ALT, ALP, | Cholinesterase tang cao
LDH, y-GTP va LAP
Théin BUN, fang creatinine | Di tiéu nhitu
huyét thanh
Co biap Tang CK, dau co Yéu co
Hé  thin | Chong mat, nhic dau R6i loan gidc ngi, bat
kinh thudng vé cam gidc ((8,...)
Miu Giam bach cau Thiéu mau, giam tiéu ciu,
tang bach cau 4i toan
Khée Khé chiu, tang kali huyét | Dau khap, sbt, danh trdng | Bbc hoa, rbi loan cwong
thanh, tang acid uric nguc, vi giac bét thuong, | duong
phi né, tirc nguc

Xét nghiém theo bénh nhdn/tinh trang

Két qua cia viée kiém tra tac dong 1én lipid mét, mat hormon steroid trong mau va Lhuycn hoéa
glucose, khong tim thay téc dung khong mong mudn ndo. Thubc ciing lam giam dang ké lugng
cholesterol toan phin & bénh nhan tidu duong, ting huyét ap hodc dau thit nguc va khong co téc
dyung khéng mong mud6n d6i vm c4c bién chimg,

Cdc tdc dung khong mong muén sau day dé dwae bdo cdo voi mjt 56 statin:

» Suy giam nhén thirc (nhu mat tri nhé, Ia 1an...)

* Déi thao dudng (tang duong huyét, ting HbA1c): TAn suét s& phu thude vao sy ¢6 hay khong cla
cic yéu td nguy co (dudng huyét luc déi > 5.6 mmol/L, BMI> 30kg/m?, tang triglycerid, tién sir
ting huyét 4p).

Théng bdo ngay cho bdc sy hodic dwoe sy nhitng phan vng co hai gap phdi khi s dung thuéc.

13. QUA LIEU VA CACH XU TRI

Quad liéu:

Cho dén nay, kinh nghi¢m vé& qué liéu cdn han c¢hé & fluvastatin.

Xur tri:

Chua c6 bién phép didu trj diic hidu cho qua lidu fluvastatin. Khong ngudi bénh nao ¢6 tri¢u ching
dic biét va moi bénh nhan déu hdi phuc khong dé lai di chung

Néu xay ra qua lidu, cAn diéu tri triéu chiing va h tro khi cin thiét.

Do gén két manh véi protein huyét twong, thim tach mau khong hy vong lam tang dang ké thanh
thai statin.
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INH DUOC LUC HOC
/} ubc chbng tang lipid mau (nhém chét trc ché HMG-CoA reductase, nhém statm)
A A04 _

Fluvastatin natri e ché ddc biét va canh tranh HMG-CoA reductase, enzym gidi han tde do trang
hé théng sinh tdng hgp cholesterol va tre ché téng hop cholesterol chu yéu & gan. Két qua 1a hoat
dbng ctia thy thd LDL & gan duge ting cuong, sw hp thu LDL tir méu tang 1én va ndng d6 LDL
trong mdu giam. Téc dung nay dugc quan sat théy 1a lam gidm cholesterol toan phén va cholesterol
LDL.

Tdc dung tic ché HMG-CoA reductase

Fluvastatin natri tc ché dic hiéu va canh tranh HMG-CoA reductase (té bao gan chudt nudi cy,
phan microsome gan chugt).

Tée dung ke ché t6ng hop cholesterol

Diing dudmg uéng fluvastatin natri e ché sy tbng hop cholesterol & gan, co quan chinh tong hop
cholesterol) (& chudt).

Tde dung 1én hoat dpng ciia thu thé LDL ¢ gan

Fluvastatin natri ting cudng hoat dong ciia thu thd LDL & gan (té bao gan G2), chudt dong dugc
cho dn ché do an nhiéu chat béo va thé WHHL. Ngoai ra, ngudi ta con quan sat thiy su gia tang
mitc protein (t& bao gan G2) va mire mRNA (tho WHHL) ctia cing mét thy thd, cho théy rang loai
thubc nay lam tang s6 luong thy thé LDL.

Tdc dung ha cholesterol huyét thanh

Dung dudng ubng fluvastatin natri lam giam dang ké lugng cholesterol toan phén va cholesterol
LDL trong huyét thanh phy thudc vao lidu luong (chudt ddng duge cho dn nhidu chit béo, thé
WHHL, ché va khi).

Ghi chii: [Té bao gan G2: dong té bao ung thu gan c6 ngudn gde tir con ngudi]

[Thé WHHL: d6ng vat miu cho chimg tang cholesterol méu mang tinh gia dinh & nguoi].

15. PAC TINH DUQC PONG HQC

Néng dp trong miu

Ubng mét ldan

Khi dung lidu duy nhét 30 mg fluvastatin dang vién nén hofic vién nang cho ngudi 16n khée manh
khi bung d6i, néng d6 trong huyét trong theo thoi gian nhu sau.

Hon nita, su tuong duong sinh hoc ctia ca hai loai thude di duoc x4c nhan dua trén cac thong s6
duge dong hoc.

Céc thong sb duge dong hoc sau khi ubéng mot 14n vién nén va vién nang.

Tinax(h) Cinax (ng/mL) AUCo.s (ng*h/mL) Tin(gid)
Vién nén 0,83 266,8 2583 1,32
vién nang 0,76 235,6 251,5 1,22

Thay déi ndng do trong huyét tuong sau mot l4n udng fluvastatin 30 mg (vién nén hodc vién nang)
(trung binh + d6 léch chuén, n=24).
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tbe do hép thu clia thuoc qua dudng tiéu héa bi anh huong bai bua An va giai phong cham, nhlmg
sinh khé dung dugc cho la khong thay dbi.
Kha néng tich lily khi ding ldp lai
Khi ding lidu 20 hodc 40 mg fluvastatin/lan/ngay khi bung d6i hodc sau bita an trong 7 ngay &
nguﬁn 16m khoe manh, khong quan sat thiy su gia ting néng d6 thudc khong dbi trong huyét tuong
sau s6 lan dung thude. Hon nita, cac thong s6 duoe dong hoc sau 14n ding dAu tien va lan cudi gin
nhu giéng nhau va khéng quan sét thay su tich liy.
Chuyén héa:
Fluvastatin duge chuyén héa béi microsome gen nguoi thanh dang hydroxyl hoa va dang khwr
isopropyl, va CYP2C9 chii yéu tham gia vao qué trinh hydroxyl héa va dang khtr isopropyl.
Thai trir:
Sau khi dimg 10 mg natri 3H-fluvastatin béng du'tmg ubng véi lidu duy nhét cho ngu'o’l tinh nguyén
khoe manh lic bung déi, 5% chit duge danh déu phong xa dugc bai tiét qua nudc tiéu va 92% qua
phén sau 120 gio dung thude (du liéu tir ngudi nirde ngoai).
Ngoai ra, khi dung liéu duy nhét 10, 20, 40 hoiic 60 mg fluvastatin cho ngu'(‘n tmh nguyén khoe
manh lc bung doi, sy bai tiét qua nude tiéu ctia fluvastatin & dang khong ddi gan nhu hoan toan
sau 12 gi¢r sau khi dung va t6i da 24 gio sau do6. Ty 1€ bai tiét dudi 0,02% lidu dung.
16. QUY CACH DONG GOI
Hop 6 vi (nhém - nhdm) x 10 vién nén bao phim, kém theo t& hudng dén str dung bén trong hdp.
17. PIEU KIEN BAO QUAN
Noi khd, nhiét @6 khéng qua 30°C, tranh anh sang.
18. HAN DUNG
36 thang ké tir ngay sin xuat. Khong duoge dung thudc da qué han dung.
19. TIEU CHUAN CHAT LUQNG
Tiéu chuén co so.
20. TEN, PIA CHI CUA CO SO SAN XUAT THUOC

Tén cé sé san xudt: CONG TY CO PHAN DUGC PHAM ME DI SUN

Dia chi: S6 521, khu phd An Loi, phudng Hoa Lo, thanh phd H6 Chi Minh.



