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Dai :128,5 mm
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GLODIA 10
Rosuvastatin 10 mg (dudi dang Rosuvastatin caici) g
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NHAN HOP GLODIA 10 (Hop 2 vi x 14 vién)

Kich thude:

Dai :131 mm
Rong : 20 mm
Cao : 77 mm

RX THUGC BAN THEO BON

GLODIA'10

Rosuvastatin 10 mg

San xudt bai: g
._ CONG TY TNHH DUQC PHAM GLOMED -3
=" 35 Dai L0 Tv Do, KCN Vigt Nam — Singapore, Thudn An, Binh Duong.

S& 18 SX / Bateh No
NSX / Mig Date

HD / Exp. Date

[S2 B 8N\

THANH PHAN: W31 vien nén bao phim chila Rosuvastatin 10 mg BAD DUAN:

{Gudi gang Rosuvastatin calci). Ta dugc via @b ... - 1 vidn. B nai khd raa, tranh anh sing,

CHi BJWH, LIEU LUONG, CACH DONG, CHONG CHi DINH VA CAC nhiét 06 khong qui 30°C.

THONG TIN KHAC VE SAN PHAM: Xin doc 1 hudng ddn s dung. IIM‘II
BE XA TAM TAY CUA TRE EM.

0oC k¥ mmeaneu

0L.VIAOTY

\

S— Q)/ .m,z........,m...;_:
GLODIA10

Rosuvastatin 10 mg

-
Py - N,

4 v

- Manufactured by:
. GLOMED PHARMACEUTICAL COMPANY, Ltd =
~=Z=" 35 Tu Do Boulevard, Vietnam - Singapore Industrial Park, Thuan An, Binh Duong.

J4

COMPOSITION: Each him coated tablet contains Roswvastatin 10 mg STORAGE:

(as Rosuvastatin calcium). Excipients 9.5 ... 1 film coated tablel. Store at the temperature not more than 30°C, ™
INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS in a dry placa, protect from light |
AND OTHER INFORMATION: Please refer to the package insert |
KEEP OUT OF REACH OF CHILDREN.

READ CAREFULLY THE LEAFLET BEFORE USE.
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NHAN Vi GLODIA 10 (vi 10 vién)

Kich thudc:
Dai : 112 mm
Cao : 45 mm
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NHAN HOP GLODIA 10 (Hop 3 vi x 10 vién)

Kich thudc:

Dai :125 mm
Rong : 20 mm
Cao : 50 mm

‘ Rx“"‘"““‘“"“

- @
GLODIA'10

| =1

Rosuvastatin 10 mg Fa
£8:
o~ San xullt bdi S £ s IG
' CONG TY TNHH DUGC PHAM GLOMED r 2=90 EN
==~ 35 Dai L Tu Do, KCN Viét Nam - Singapore. Thudn An, Binh Dutn 2 29 <F
_’,//" 7 THANH PHAN: M3i vien nén bao phim chifa Roswvastatin 10 mg 8AD QUAN: JA
— {dui dang Rosuvastatin caici). T4 dugc iR dii .. 1 vién i nol kb ro, trdnh dnh sdng.
cHi BINH, LIEU LUONG, CACH DUNG, CHONG CHI DINH VA CAC ahigt 68 khong qui 30°C ~—
THONG TIN KHAC VE SAN PHAM: Xin doc 16 husng ddn i dung. IIM‘II AN
BE XA TAM TAY CUA TRE EM. = =
DOC K¥ HUONG DAN SU DynG TRUTC KHI DUNG. SOK/ REG, No.: i
m PRESCRIPTION ONLY Box of 3 blisters of 10 fi il
v =) . 3
2 GLODIA 10
= - P
s Rosuvastatin 10 mg iy
~
= ~ Manufactured by, ‘-
[ ] GLOMED PHARMACEUTICAL COMPANY, Lid
e I A 35 Tu Do Boulevard, Vietnam - Singapore Industrial Park,
. COMPOSITION: Each film coated tablet contains Rosivastatin 10 mg STORAGE: .
' {as Rosuvastatin calcum). Excigients g 1 film coated tablet. Store al the tamperature not more than 30°C)
INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS in a dry place, protect from kght
[ AND OTHER INFORMATION: Pliease refer 1o 1he package insert
S KEEP DUT OF REACH OF CHILDREN.
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i THANH PHAN: M3i vién nén bao phim | chia
Rosuvastatin .............. 10 mg
(dudd dang Rosuvastatin calc).
T duge visa 6l ........... 1 vilin.

|
3 CHi BIWH, LIEU LUGNG, CACH DU/ NG,

CHONG CHI BINH VA CAC THONG

i KAC VE SAN PHAM:

: Xin doc th hudng alin sif dung.

E xA TAM TAY CUA TRE EM
00C k¥ HUONG DAN S0 DUNG |

TRUGC KHI DUNG. ;i

RX THUGC BAN THED BON

BAD QUAN:
DF nal khd rdo, tranh dnh sdng,

nhigt 69 khing qud 30°C.
SDK/ REG. No.:

GLODIA'10

Rosuvastatin 10 mg

L0
N % 7

S 16 SX / Batch No.:
KSX / Mig. Date
HO / Exp. Dato

Siin mit b
duﬂmumull
5 Dal L Ty Do, KGN Vbt Nam ~
Thuhn An, Binh Dumng.
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S

Hop 30 vi

RX PRESCRIPTION ONLY '\~ *'"*"

GLOI)IA 10

Rosuvastatin 10 mg

NHAN HQP GLODIA 10 (Hop 30 vi x 10 vién)
Kich thudc:

Dai :190 mm
Rong : 50 mm
Cao :115 mm
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COMPOSITION: Each fm coateg ablet corais.
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KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE LEAFLET
BEFORE USE.

more than 30°C, in a dry place,
protect fram light.
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HUONG DAN SU DUNG THUOC CHO BENH NHAN

1- Tén san phim

Tén generic hoiic tén chung qudc té: Rosuvastatin calci
Tén biét duge: GLODIA® 10

Thubc bén theo don.

Pé xa tim tay ciia tré em.

Poc ki huéng din sir dung truée khi ding.

Néu cin thém théng tin xin héi ¥ kién béc si.

Thong bdo ngay cho béc si nhitng tdc dung khéng mong mudn gip phai khi sir dung thude.
2- Thanh phin ciia thude

Mai vién nén bao phim chira:

Hoat chét: Rosuvastatin 10 mg (du6i dang rosuvastatin calci).

Ta duge: Lactose monohydrat, dicalci phosphat khan, cellulose vi tinh thé 101, crospovidon,
magnesi stearat, Opadry pink.

3- M ti sin phim

GLODIA® 10: vién nén bao phim, ding dé uéng.

Mo ta: Vién nén bao phim, tron, mau hdng, mot mit c6 khic chir GLM, mdt mit c6 khic sé 10.
4- Quy cich déng gbi

Hgp 3/ 10/ 30 vi, vi 10 vién nén bao phim;

Hop 2 vi, vi 14 vién nén bao phim.

5- Thude ding cho bénh gi?

Rosuvastatin duge chi dinh diéu tr ting cholesterol méu nguyén phét (logi ITa k& cé ting cholesterol
méu gia dinh kiéu dj hgp tir) hoiic réi loan lipid méau hdn hop (loai IIb).

Rosuvastatin ¢6 thé diing nhur liéu phép diéu trj bd trg cho ché 9 an kiéng & nhirng bénh nhin
trudng thanh c6 tang triglycerid.

Rosuvastatin dung hd tro trong diéu tri ting cholesterol mau gia dinh kiéu ddng hop tur.
Rosuvastatin dugc chi dinh nhu liéu phép diéu trj bd trg cho ché d9 &n kiéng nhim lam chém tién
trién cta bénh xo vira ddng mach & bénh nhén truudng thanh.
6- Nén diing thube nay nhw thé nio va liéu lwgng?

Li¢u ding-cich ding

Lidu khéi dAu khuyén cdo 12 5 mg, uéng ngay 1 lan.

Néu cin c6 thé ting liéu 1én 20 mg sau 4 tudn.

Chi nén tang lidu 1&n 40 mg cho c4c bénh nhin ting cholesterol mau ning 20 vé bénh E
tim mach (d#c biét 1a cédc bénh nhéin ting cholesterol mau gia dinh) ma ;
didu tri & lidu 20 mg. Trong trudng hop ndy, bénh nhin cin dugce theo doi
Tré em: Rosuvastatin khong dugc khuyén céo diing cho tré em.

Ngudi cao tudi: Khong cén diéu chinh lidu.

Bénh nhén suy thén tir nhe dén vira: Khong cén diéu chinh liéu.

O bénh nhan dang dung ciclosporin, ding lidu rosuvastatin 5 mg, udng ngay 1 lan.

& bénh nhan dang ding thudc két hop atazanavir, atazanavir/ritonavir ho#c lopinavir/ritonavir,
dung t5i da rosuvastatin 10 mg mdt lan/ngay.

& bénh nhan dang diing gemﬁbrdzil, ding tdi da rosuvastatin 10 mg mot lan/ngay.
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Tham khio ¥ kién béc sitruéc khi diing trong cic tririmg hgp sau: Suy than, nhirgc gidp, tién sir ban than hoc gia dinh ¢6 bénh di
truyén vé co, tién sir gdy ddc tinh trén co do cdc chét trc ché men HMG-CoA reductase khéc hofic fibrat, nghién rugu vatholic cé tién
st bénh gan, trén 70 wéi, céc tinh trang c6 thé gdy ra ting ndng d) thudc trong huyét tuong, ding ddng thi véi cic fibrat.

Sir dyng trén phy nif cé thai va dang cho con bi: Rosuvastatin chéng chi dinh trén phy ni¥ ¢6 thai v& cho con bii. Phy niy c6 thé
mang thai nén sir dung céc bién phép ngira thai thich hgp.

Anh hudng 1én khi niing Iii xe vl vjn hinh m4y: Khi 14 xe hojic vin hanh m&y nén hru ¥ ring chéng miit ¢6 thé xiy ra trong thoi
gian didu trj.

9. Twong téc ciia thube véi cdc thudc khic va céic dang twong tic khic

Tuwong tdc ching chi djnh

Khdng ubng rrgu khi diing rosuvastatin vi rirgu c6 thé 1im ting triglycerid va lam hai gan.

Nguy co tdn thuong co ting, dic biét 1a tiéu co van khi ding dBng thi rosuvastatin voi niacin lidu cao (> 1 g/ngay), din xudt acid
fibric (gemfibrozil va cic fibrat khéc), colchicin, :

Diing ddng thoi rosuvastatin véi ciclosporin, cic gi4 trj AUC cila rosuvastatin cao hon trung binh gép 7 Hn so véi trj sb ndy & ngudi
tinh nguyén khoé manh. Diing déng thi rosuvastatin va ciclosporin khéng anh huémg dén ndng d9 ciclosporin trong huyét tuong.
Chdng chi dinh ding qua 10 mg rosuvastatin myt 1dn/ngdy véi atazanavir, atazanavir + ritonavir, lopinavir + ritonavir.

Twong tde thin trong

Vide sir dyng ddng thdi cée thubc ha lipid méu nhém statin véi céc thubce didu trj HIV ciing nhu thube didu trj viém gan siéu vi C
(HCV) ¢6 thé 1am ting nguy co gdy ton thuong co, dic biét 14 tidu co van, thin hu din dén suy thin va c6 thé gdy tr vong: khong ding
qua 10 mg rosuvastatin mt lﬁnfngﬁy V@i atazanavir, atazanavir + ritonavir, lopinavir + ritonavir,

Nong d¢ rosuvastatin trong huyét twong ting 1én déng k& khi ding ddng thoi véi | ché phim két hop 2 chét irc ché protease lopinavir/
ritonavir hofic atazanavir/rilonavir.

- Rosuvastatin 1am ting déng ké INR & nhimg bénh nhan dang ding thubc chéng dong méu cumarin. Cin thin trong khi ding déng thdi
thubc chdng dong méu cumarin va rosuvastatin. & nhiing bénh nhin dang ding ding thdi thubc chéng ddng mau coumarin va
rosuvastatin, nén xic dinh INR truée khi bét ddu didu trj véi rosuvastatin va kiém soat thuémg xuyén trong subt giai doan didu tri sém
dé dam bdo ring khong cé s thay dbi INR ding ké ndo xdy ra.

Dung ddng thoi rosuvastatin véi hdn dich thubc khing acid chira nhom vA magnesi hydroxyd lam gidm khoing 50% ndng dé
rosuvastatin trong huyét trong. Nén ung thudc khang acid céch 2 gidr sau khi diing rosuvastatin.

10, Tic dung khéng mong mubn

Céc téc dung khong mong mudn duge ghi nhan khi ding rosuvastatin thuémg nhe va thodng qua.

Thuong gdp: Nhirc diu, chéng mit, tdo bon, budn nén, dau bung, dau ca, suy nhirgc,

It gdp: Ngira, phit ban va may day.

Hiém gdp: Céc phan img qua mén ké ¢a phit mach, viém tyy, bénh co, tiéu co vin, dau khép, ting men gan.

Rét hiém gap: Vang da, viem gan, bénh da ddy thin kinh, huyét niéu.

Céc tac dyng khéng mong mubn khée ciing d3 duge bio cdo gdm: suy gidm nhin thirc (nhu mét trf nho, 16 14n...),
ting hemoglobin glycosyl héa (HbAlc). .

Ngung si dung vé héi kién bdc st néu: Pau co, mém co hay nhuge co khdng 1 nguyén nhén djic biét trong trudng hgp ¢6 kém theo sy
khé chiu hay sbt, tang creatin phosphokinase rd rét.

Théng bdo cho bic st nhirng tic dyng khéng mong mubn gip phai khi sir dung thube.
~ 11. Qui liéu va xir tri

Tri¢u chimg: Thong tin v& qud liéu cdn han ché

Xir tri: Khong c6 phuong phip didu tri dic hiéu khi ding thudc qud lidu. Néu c6 qué lidu xdy ra thi didu trj trigu ch p dung céc
bign phép h3 trg 14 chil yéu Nén theo ddi chirc ning gan va ndng d) creatinin kinase. Viée thim phan méu 6 thé khing c6 lgi.

12. Bio quin: Dé noi khd rdo, trénh dnh séng, nhiét ) khong qué 30°C.

13. Han diing: 24 thing ké tir ngay sin xudt.

14. Tén, dja chi ciia co' s& siin xuit

CONG TY TNHH DUQC PHAM GLOMED

Dia chi: S8 35 Pgi L§ Ty Do, KCN Viét Nam — Singapore, thj xa Thudn An, tinh Binh Dwong.
PT: 0650.3768823 Fax; 0650.3769095

15. Ngay xem xét, sira abi, cfip nhit lgi ndi dung hwéng din sir dyng thufc: 08.03.2017
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HUONG DAN SU DUNG THUOC CHO CAN BO Y TE
GLODIA® 10

Rosuvastatin
Vién nén bao phim

1. Thanh phin

M3i vién nén bao phim chira;

Hoat chét: Rosuvastatin 10 mg (dudi dang rosuvastatin calci).

T4d dhege: Lactose monohydrat, dicalci phosphat khan, cellulose vi tinh thé 101, crospovidon, magnesi stearat, Opadry pink.

2. Dang bao ché: Vién nén bao phim

3. Duwrgre lyre hoe va durge ding hoe

Durge lyre hpe

Nhém duge ly: Thude irc ché HMG-CoA reductase

Mi ATC: C10A A07

Rosuvastatin 13 mt chét irc ché chon lgc va cgnh tranh men HMG-CoA reductase, 1i men xiic téc qud trinh chuyén d8i 3-hydroxy-3-
methylglutaryl coenzym A thinh mevalonat, mt tidn chét ciia cholesterol. Vj tri tic djng chinh ciia rosuvastatin 13 gan, co quan dich
1adm gidm cholesterol.

Rosuvastatin lim ting s& lugng thy thé LDL trén b& mjt té bio & gan, do vy lam ting hép thu va dj hoa LDL va irc ché sir tdng hop
VLDL & gan, vi viy 1am gidm c4c thanh phin VLDL va LDL.

- Rosuvastatin lim giam ndng d LDL-cholesterol, cholesterol toan phin va triglycerid va lam ting HDL-cholesterol. Thubc cfing 1im
giam ApoB, nonHDL-C, VLDL-C, VLDL-TG va lam ting ApoA-I. Rosuvastatin cfing lam gidm céc ty 1§ LDL-C/HDL-C, C toan
phin/HDL-C, nonHDL-C/HDL-C v& ApoB/ApoA-I.

Durge dpng hoc

Rosuvastatin duge hdp thu khdng hodn toan & dudmg tiéu héa, véi sinh khd dung khoang 20%. Ndng d9 dinh trong huyét trong dat
dugc khodng 5 gitr sau khi udng. Rosuvastatin phan bd rong rdi & gan, 1a noi chi yéu tdng hop cholesterol va thanh thai LDL-C. Thé
tich phén bd ciia rosuvastatin khoang 134 L. Khoang 90% rosuvastatin két hop vdi protein huyét tuong, chi yéu 1a véi albumin.
Rosuvastatin it bj chuyén héa (khoang 10%), chii yéu béi chit ddng enzym cytochrom P450 2C9. Thoi gian bén thai trong huyét twong
khoang 19 gitr.

Khodng 90% cita mdt liéu ubng rosuvastatin dugc théi trir qua phin (bao gbm hoat chit duge hip thu va khong duge hip thu) va phin
con lai duge bai tiét ra nude tiéu, Khodng 5% cia mt liu ding duge bai tiét ra nude tiéu dudi dang khong dbi.

Cide nhém b¢nh nhiin diic bigt:

Tuéi tde va gidi tinh: Khong cb thc ddng vé& mit 1dm sing cia tudi tac hofc giti tinh trén duge ddng hoc cia rosuvastatin,

Chiing tde: Céic nghién ciru duge ddng hoc cho thdy AUC vA Cuux ting khodng gép 2 14n & ngudi chau A sbng & chau A so véi ngudi
da trfing séng & chau Au. Anh huémg cia cdc yéu t8 di truyén va mdi trudmg dbi véi sy thay ddi ndy chua xdc dinh dwge. Mot phén tich
duge ddng hoc theo quin thé din cur cho thdy khdng c6 sy khéc bigt c y nghia 1dm sang v& duge ddng hoc & cdc nhém ngudi da tring
vi ngudi da den.

Suy thén: Trong nghién ciru trén ngudi suy thin & nhidu mirc d khic nhau cho thdy ring bénh thén tir nhe dén vira khong dnh huémg
dén ndng db rosuvastatin hofic chdt chuyén héa N-desmethyl trong huyét trong. Bénh nhén suy th4n niing (40 thanh thii creatinine
huyét turong < 30 mU/phit) c6 ndng d) thube trong huyét tuong ting cao gép 3 14n va ndng dd chét chuyén hod N-desmethyl ting cao
gép 9 14n so véi ngudi tinh nguyén khoé¢ manh. Nbng d ciia rosuvastatin trong huyét twong & trang théi 6n dinh & nhimg bénh nhin
dang thim phén mdu cav hon khodng 50% so véi ngudi tinh nguyén khoe manh.
Suy gan: Trong mdt nghién ciru trén nhimg ngudi suy gan & nhiu mirc 4§ khéc nhau, khéng c6 bing tHimg vé
nhiém véi rosuvastatin & nhimg bénh nhén cé diém s Child-Pugh < 7. Tuy nhién, 2 bénh nhén véi dié #d-Pugh 12 8 & 9 ¢
mitc 49 phoi nhiém toan than ddi véi rosuvastatin tang 1én ti thidu gdp 2 1An so véi ngudi c6 diém sb Child-Pugh thip hon. Kifng c6
kinh nghiém & nhimg bénh nhan véi diém sb Child-Pugh > 9.
4. Quy cdch déng gbi

Hop 3/ 10/ 30 vi, vi 10 vién nén bao phim;

Hjp 2 vi, vi 14 vién uén bao phim.

5. Chidjnh
Rosuvastatin duge chi dinh didu trj ting cholesterol mu nguyén phit (logi Il ké ca ting cholesterol méu gia dinh kiéu dj hop tir) hojie
rbi loan lipid mau hdn hop (logi 11b).

Rosuvastatin c6 thé diing nhu li¢u phép didu trj bd trg cho ché df #n kiéng & nhimg bénh nhin truéng thanh c6 ting triglycerid.
Rosuvastatin diing hd trg trong diu trj ting cholesterol méu gia dinh kiéu dbng hop tir.

Rosuvastatin duge chi djnh nhir liéu phép didu trj bd trg cho ché d9 an kiéng nhim 1am chim tién trién cia bénh xo vira ddng mach &
bénh nhén trudmg thinh.
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6. Litu ding va céch ding

Liéu khéi dhu khuyén céo 12 § mg, ubng ngay 1 Iin.

Néu cdn ¢6 thé ting liéu 1én 20 mg sau 4 tufn.

Chi nén ting lidu 1én 40 mg cho céc bénh nhén tang cholesterol mau nfing c6 nguy co cao vé bénh tim mach (d%c biét 12 cdc bénh nhin
ting cholesterol mau gia dinh) ma khong dat duge myc tiéu didu trj & liéu 20 mg. Trong trudmg hop ndy, bénh nhén cn duge theo doi
chit cha.

Tré em: Rosuvastatin khong duge khuyén céo diing cho tré em.

Ngudi cao tudi: Khong cin didu chinh lidu.

Bénh nhiin suy thin tir nhe dén vira: Khong cin diéu chinh lidu,

O bénh nhan dang diing ciclosporin, ding lidu rosuvastatin 5 mg, ubng ngay 1 ln.

O bénh nhén dang diing thubc két hop atazanavir, atazanavir/ritonavir hofic lopinavir/ritonavir, ding téi da rosuvastatin 10 mg mjt
ldn/ngdy.

O bénh nhan dang diing gemfibrozil, diing t6i da rosuvastatin 10 mg mét lin/ngdy.

C6 thé ubng thubc ciing hofic khdng ciing véi thire in.

Nén ¢6 ché d &in kiéng hop Iy trude va trong subt qud trinh didu trj.

Clin phai theo ddi cc phan img c6 hai ciia thudc, dic biét 1a céc phan tmg c6 hai dbi véi hé co.

7. Chéng chi dinh

Bénh nhin qui mén véi bét ky thanh phiin ndo cda thube.

Bénh nhén méc bénh gan tién trién ké ca téing transaminase huyét thanh kéo dai va khong rd nguyén nhén, va khi ndng dd transaminase
huyét thanh tiing hon 3 lin giGi han trén ciia mirc binh thuéng (ULN).

Bénh nhén suy thin ning (d¢ thanh thai creatinin dwdi 30 ml/phit).

S
Bénh nhan ¢6 bénh 1y vé co.
Bénh nhén dang ding ciclosporin.
Phu nir c6 thai va cho con bi, phu nir c6 thé c6 thai ma khong ding cdc bién phép trénh thai thich hop.
Diing qué 10 mg rosuvastatin mft ldn/ngdy véi atazanavir, atazanavir + ritonavir, lopinavir + ritonavir.
8. Luu ¥ va thin trgng S
Truéce khi ding rosuvastatin, nén kiém soét tinh trgng ting cholesterol mau bing ché d§ an thich hop, tip thé dyc, gidm cén & bénh | 17549,
nhén béo phi va diu trj nhiig bénh Iy ciin ban khac. e
Chn cin nhic khi diing rosuvastatin d8i véri nhimg bénh nhéin c6 nhimg yéu t6 nguy co din dén tn thuong co. Rosuvastatin c6 nguy co | 2O |
ghy ra cic phin img ¢6 hai d&i véi hé co nhu teo co, viém co, dic biét ddi véi cdc bénh nhin ¢ yéu t6 nguy co nhyr bénh nhan trén 65 | | NHIEW H
tudi, bénh nhan bj bénh thidu nang tuyén giéip khong duge kiém soét, bénh nhan bj bénh thin. Cin theo di chit ché céc phin img c6 | JIC PH
hai trong qui trinh ding thubc. LOM]
O nhitng bénh nhén ting cholesterol thit phét do thidu niing tuyén gidp hojic hi chimg thin hu, thi nhimg bénh ndy phéi duge didutrj |~
trirée khi bit diu ding rosuvastatin. SAN-T
Bét thudmg emzym gan c6 thé xay ra. Xét nghiém emzym gan cin duge thye hién trude va & thoi diém 12 tuln sau khi bit ddu lidu
phép trj bénh va sau khi ting liu, sau d6 kiém tra djnh ky.
Cin nhiic theo doi creatin kinase (CK) trong truémg hop:

- + Trude khi bt ddu didu trj bing statin, xét nghi¢m CK nén duge uén hanh trong nhitng truémg hop: Suy giam chitc ning thén, nhuge |~

giép, tién sir ban thin hofc tién sit gia dinh mic bénh co di truyén, tidn sit bj bénh co do sir dyng statin hofic fibrat
bénh gan vihoic ubng nhiéu rugu, bénh nhin cao tudi (> 70 wéi) cé nhimg yéu t6 nguy co b tidu co vin, kha nin
thudc va mét s dbi trong bénh nhén dic biét. Trong nhimg trudng hop ndy nén cén nhéc lgi fch/nguy co va theo di bénh nhan trén
lam sang khi diéu trj bing statin. Néu két qua xét nghigm CK > 5 Iin gi6i han trén cia mirc binh thuémg, khong nép bt ddu didu trj
bing statin.
+ Trong qué trinh diéu trj bing statin, bénh nhan cin thong béo ngay khi c6 céc biéu hién v& co nhur dau co, cimg co, yéu co ... Khi b
céc bidu hién ndy, bénh nhdn cin lim xét nghiém CK dé c6 cic bién phap can thiép phi hop. b
Protein niéu va huyét niéu dwge nhin thiy & nhing bénh nhin ding rosuvastatin liéu cao, dic biét & liéu 40 mg. Nén giim lidu déi voi
nhimg bénh nhén c6 tinh trang protein ni¢u vd/hojic huyét nigu kéo dai ma khong rd nguyén nhén trong qud trinh thir nghiém nwde tiéu
thurdmg quy.

Téc dyng trén hé ni tiét: Cin thin trong khi diing rosuvastatin chung véi céc thube c6 thé lam giam ndng do hojic hoat tinh cua chc
hormon steroid ndi sinh nhur ketoconazol, spironolacton, va cimetidin.

Nguy co bénh co va tifu co vin ting 1én khi ding ddng thdi rosuvastatin véi niacin lidu cao (> 1 g/ngdy), din xuft acid fibric
(gemfibrozil va céc fibrat khic).

Vige sir dung ddng thiri cde thube ha lipid méu nhém statin v6i céc thube didu tri HIV ciing nhir thube didu trj viém gan siéu vi C
(HCV) c6 thé 1am ting nguy co gdy tdn thwong co, dfic biét 2 tiéu co vén, thén hu din dén suy thin va cé thé gdy tir vong: khong ding
qud 10 mg rosuvastatin mét lAn/ngdy véi atazanavir, atazanavir + ritonavir, lopinavir + ritonavir.

Bénh nhin cdn bio cdo ngay cho béc si didu trj c4c dfu hiéu holic triéu chimg dau co, mét moi, sét, nuée tiéu sim mau, budn ndn hogc
non trong qud trinh sir dung thube.
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C6 thé udng thudc ciing hogic khéng cing véi thirc #n.
Nén c6 ché o an kiéng hop 1y trude va trong sudt qua trinh didu tri.
Cén phai theo d&i céc phan tmg c6 hai cuia thudc, diic biét 1a céc phan tmg c6 hai d6i véi hé co.

7- Khi ndo khéng nén ding thude nay?

Bénh nhén qua min véi bét ky thanh phin nao cta thuée.

Bénh nhéin méc bénh gan tién trién ké ca ting transaminase huyét thanh kéo dai va khong rd nguyén
nhén, va khi ndng d¢ transaminase huyét thanh ting hon 3 1in gi6i han trén ciia mirc binh thudng
(ULN).

Bénh nhén suy thdn ning (d¢ thanh thai creatinin duéi 30 ml/phit).

Bénh nhén c6 bénh 1y vé co.

Bénh nhéan dang dung ciclosporin.

Phy nir ¢6 thai va cho con bu, phy nit ¢6 thé c6 thai ma khéng diing céc bién phép trénh thai thich
hop.

Dung qud 10 mg rosuvastatin mot 1in/ngdy véi atazanavir, atazanavir + ritonavir, lopinavir +
ritonavir.

8- Téc dung khéng mong mudn

Céc tic dung khéng mong mudn duge ghi nhin khi dung rosuvastatin thudmg nhe va thodng qua.
Thudng gdp: Nhitc dau, chéng mit, tdo bon, budn nén, dau bung, dau co, suy nhugc.

It gdp: Ngira, phét ban va may day.

Hiém gdp: C4c phan (mg qué mfn ké ca phi mach, viém tuy, bénh co, tiéu co vin, dau khép, ting
men gan.

Rdt hiém giip: Vang da, viém gan, bénh da diy thin kinh, huyét niéu.

Céc tac dung khéng mong mudn khic ciing da duge bdo cdo gdm: suy giam nhén thire (nhu mét
trf nhé, 14 14n...), ting dudng huyét, ting hemoglobin glycosyl héa (HbAlc).

Ngung sir dung va hoi kién bde st néu: Pau co, mém co hay nhuoc co khong rd nguyén nhén dic
biét trong trudng hop c6 kém theo sy khé chiu hay sdt, ting creatin phosphokinase rd rét.
Théng bdo cho bdc s nhirng tic dung khéng mong muén gip phai khi sir dung thude.

9- Nén tranh dung nhimg thudce hodc thue phﬁm gi khi dang dung thudc nay?

Tuong tic chong chi dinh

Khéng udng rugu khi ding rosuvastatin vi rugu c6 thé 1am ting triglycerid va lam hai gan.

Nguy co tdn thuong co ting, diic biét 14 tiéu co vén khi diing ddng thdi rosuvastatin v6i niacin

| lidu cao (> 1 g/ngdy), din xudt acid fibric (gemfibrozil va cic fibrat khéc), colchicin,

Dung dbng thdi rosuvastatin véi ciclosporin, céc gia tri AUC cua rosuvastatin cao hon trung binh
gép 7 lan so véi trj s6 ndy & ngudi tinh nguyén khoé manh. Diing ddng thoi rosuvastatin va -
ciclosporin khéng anh huéng dén ndng d6 ciclosporin trong huyét tuong.

Chéng chi dinh ding qua 10 mg rosuvastatin mot 1an/ngdy véi atazanavir, a ir’% ritonavir,
lopinavir + ritonavir.

Twong tdc thin trong

Viée sir dung dong thoi cac thude ha lipid miu nhém statin véi céc thubc didu trj HIV ciing nhu
thube diéu trj viém gan siéu vi C (HCV) c6 thé lam ting nguy co géy tén thuong co, dic biét 1a
tiéu co van, thin hu din dén suy thin va c6 thé gay tir vong: khéng diing qué 10 mg rosuvastatin
mét 1An/ngdy véi atazanavir, atazanavir + ritonavir, lopinavir + ritonavir.

ACAY

=T
b
Hd O O .



https://trungtamthuoc.com/

Néng do rosuvastatin trong huyét tuong ting 1én déng ké khi ding ddng thdi v6i 1 ché phim két
hop 2 chét irc ché protease lopinavir/ ritonavir hoic atazanavir/ritonavir.

Rosuvastatin 1am ting d4ng ké INR & nhirng bénh nhén dang dung thude chéng déng méu cumarin.
Cén than trong khi ding ddng thoi thude chéng déng mau cumarin va rosuvastatin. O nhitng bénh
nh4n dang ding ddng thoi thube chéng ddng mau coumarin va rosuvastatin, nén xac dinh INR
trrée khi bit diu didu trj véi rosuvastatin va kiém soat thudng xuyén trong suét giai doan diéu trj
sém d& dam bao ring khong c6 su thay ddi INR déng k& nao xay ra.

Diing ddng thoi rosuvastatin véi hdn dich thube khang acid chira nhdm va magnesi hydroxyd 1am
giam khoang 50% ndng d¢ rosuvastatin trong huyét tvong. Nén udng thudc khang acid céch 2 gidy
sau khi ding rosuvastatin.

10- Cén 1am gi khi mt IAn quén ding thudc?

Nén dung lidu 44 bé s6t ngay khi nhé ra. Tuy nhién, néu gin dén thdi gian uéng lidu ké tiép, bo
qua liéu di quén va udng lidu ké tiép vao gir thudmg 1. Khong ding lidu gdp doi dé bu cho lidu
bo s6t.

11- Cin bio quén thubc nay nhw thé nio?
Dé noi khd rdo, trinh anh sdng, nhiét 5 khong qua 30°C.

12- Nhirng diau hiéu va tri¢u ching khi ding thube qui liéu
Théng tin vé qua lidu con han ché.

13- Ciin phii lam gi khi ding thude qui liéu khuyén cio?

Khéng ¢6 phwong phép diéu trj dzic hiéu khi ding thude qua liéu. Néu c6 qué lidu xay ra thi didu
trj triéu chimg va 4p dung céc bién phap hd trg 1a chii yéu .Nén theo ddi chirc ning gan va ndng do
creatinin kinase. Viéc thim phén méu c6 thé khéng ¢6 1¢i.

14- Nhitng di¢u cin thin trong khi ding thudc nay?

Trude khi ding rosuvastatin, nén kiém soét tinh trang tang cholesterol m4u bing ché d6 n thich
hop, tap thé duc, giam cén & bénh nhin béo phi va diéu trj nhitng bénh 1y cin ban khéc.

Cén cén nhic khi ding rosuvastatin dbi v6i nhimg bénh nhin ¢6 nhimg yéu t6 nguy co din dén tdn
thuong co. Rosuvastatin c6 nguy co gy ra cac phan tmg c6 hai dbi voi hé co nhur teo co, viém co,
dic biét dbi v6i cée bénh nhéan c6 yéu td nguy co nhur bénh nhin trén 65 tudi, bénh nhén bj bénh
thidu néing tuyén giap khéng dugc kiém sodt, bénh nhén bj bénh thin. Can theo ddi chit ché cc
phan img ¢6 hai trong qud trinh diing thudc.

& nhimg bénh nhén ting cholesterol thit phat do thiéu ning tuyén gidp hoic hdi ching thén hu, thi
nhimg bénh nay phai duge diéu trj truée khi bit diu ding rosuvastatin.

Bt thudmg emzym gan ¢6 thé xay ra. Xét nghi¢m emzym gan cin dugc thue hién trude va & thoi
didm 12 tudin sau khi bit dAu liéu phép trj bénh va sau khi ting lidu, sau d6 kiém tra dinh ky.

Cén nhéc theo dbi creatin kinase (CK) trong trudmg hop:

+ Truée khi bit ddu diéu tri bang statin, xét ngkue;m CK nén duge tién hanh trong nhimg trudng
hop: Suy glam chirc n&ng than, nhuge gidp, tién sir ban thin hoZc tién sir gia dinh méc bénh co di
truyén tién sir bj bénh co do sir dung statin hogic ﬁbrat trude d6, tién sir bénh gan vi/holc
nhidu rrou, bénh nhén cao tudi (> 70 tu61) ¢6 nhing yeu td nguy co bj tiéu cg vén, kha
ra tuong tac thubc va mot sb d6i tugng bénh nhén dic biét. Trong nhimg trudng hop xdy nén cn
nhic loi ich/nguy co va theo ddi bénh nhén trén lam sang khi didu tri bing statih.
nghiém CK > 5 lin gi¢i han trén cita mirc binh thudng, khong nén bét ddu diép trj bing statin.
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+ Trong qua trinh diéu trj bgng statin, bénh nhin cin théng béo ngay khi ¢6 cac biéu hién vé co
nhu dau co, clmg co, yéu co ... Khi ¢ céc biéu hién ndy, bénh nhan cin 1am xét nghiém CK d& ¢6
cac bign phap can thi¢p ph& hop. ¥

Protein niéu va huyét niéu dugc nhin thﬁy & nhitng bénh nhén ding rosuvastatin lidu cao, dic biét
& liéu 40 mg. Nén giam liéu d6i véi nhitng bénh nhén c6 tinh trang protein niéu va/hogic huyét niéu
kéo dai ma khong rd nguyén nhén trong qua trinh thir nghiém nuéc tiéu thudng quy.

Tac dung trén hé ndi tiét: Cén thén trong khi ding rosuvastatin chung véi cdc thude ¢ thé lam
giam nong dé hoic hoat tinh ctia cac hormon steroid néi sinh nhu ketoconazol, spironolacton, va
cimetidin.

Nguy co bénh co va tiéu co van ting 1én khi ding ddng thdi rosuvastatin v6i niacin lidu cao (> 1
g/ngay), din xuit acid fibric (gemfibrozil va céc fibrat khéc).

Viéc sir dung ddng thoi cde thude ha lipid médu nhém statin véi cde thude diéu trj HIV ciing nhu
thude diéu tri viém gan siéu vi C (HCV) ¢6 thé lam ting nguy co gdy ton thuong co, dic biét la
tiéu co véan, than hur din dén suy than va cé thé giy tir vong: khong ding qua 10 mg rosuvastatin
mot 1an/ngdy véi atazanavir, atazanavir + ritonavir, lopinavir + ritonavir.

Bénh nhén cin béo c4o ngay cho bac s diéu trj cic dAu hiéu hogc triéu chimg dau co, mét méi, sbt,
nude tidu sim mau, budn ndn hodic nbn trong qua trinh sir dung thude.

Tham khio ¥ kién béc s truée khi ding trong cdc trudmg hop sau: Suy than, nhwoc gip, tién
sir ban than hodc gia dinh ¢6 bénh di truyén vé co, tién sir gdy doc tinh trén co do cdc chat e ché
men HMG-CoA reductase khac hoic fibrat, nghién rugu va/hodc ¢6 tién sir bénh gan, trén 70 tudi,
cc tinh trang c6 thé giy ra ting ndng d§ thube trong huyét twong, ding ddng thoi véi céc fibrat.
Sir dyng trén phu nir ¢6 thai va dang cho con bii: Rosuvastatin chéng chi dinh trén phu nit c6
thai va cho con b. Phu nir ¢6 thé mang thai nén sir dung céc bién phap ngira thai thich hop.

Anh hwéng 1én kha nﬁng'léi xe va vin hanh may: Khi lai xe hodc vin hanh may nén lwu y ring
chéng mit coé thé xay ra trong thoi gian diéu trj. _SE

15- Khi nio ¢in tham vén béc si? Ve ,,\;.
Nén tham vén bac st trong nhimng trudng hop sau: _"-g*' Hupan) =
Khi thuéc khéng dat dugce hiéu qua trj liéu nhu mong muén trong qua trinh diéu tri. 11;?; ’;; .
Khi xudt hién céc phan mg dj img hoc tri¢u chimg méi bit thudng ngay ca khi thude dqu_silgr;a’ég"
dung véi lidu khuyén céo. s

Néu cin thém théng tin xin héi y kién bdc st hogc dwpec si.
16- Han dung cua thube
24 thang ké tir ngay san xuat.
17- Nha sin xuét/chii s& hitu gidy phép ding ky sin phim
. CONG TY TNHH DUQC PHAM GLOMED
@ Dia chi: 35 Pai Lo Ty Do, KCN Viét Nam — Singa| , thi xd
Thuén An, tinh Binh Duong.

18- Ngay xem xét sira @i, cip nhit lai ndi dung hwéng din sir dung thude: 08/03/2017
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