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1 (Export Div. of PSA Chemicals & Pharmaceuticals Pvt. Ltd.)

COUNTRY (CLIENT) VIETNAM_ARTRADEX COLOUR FOUR COLOUR JOB (CMYK)

CARTON DIMENSIONS L-47 mm x W-25 mm x H-117 mm EMBOSSING BRAND NAME (BOTH FRONT PANELS)

BOARD SPECIFICATIONS 350 gsm ITC CYBER XL BOARD INSIDE PRINTING YES (BRAND NAME)

LAMINATION SHAPE (Flap/LBTO)

3 x 10 Tablets

Rosuvastatin Tablets 10 mg

CARDORITE-10

CARDORITE-10

s i‘
| i g
Z'M%/

DOSAGE : As directed by the Physician.

COMPOSITION :

Each film coated tablet contains:
Rosuvastatin Calcium

Eq. to Rosuvastatin ............. 10 mg
Colour : Red Oxide of iron

STORAGE : Store at temperatures not
exceeding 30°C
Keep out reach of children.

—
=3
c
o]
2]
o
o
=)
-
>
[0]
o]
o
Q
=]

Hoép 3 vi x 10 vién nén

&
> Rosuvastatin Tablets 10 mg {
~ g
3 CARDORITE-10 ¥ 3
= - s
; ML No: 1224 S
. Reg. No/SBK
— Lot No/ S6 16 SX: =
Mfg. Date./ NSX L .

O e

Thanh phén: Méi vién nén bao phim chira: Bao quan: O nhiét 46 khong qua 30°C

Rosuvastatin calci ..............c.......... 10,6 mg DEINK :

(twong dwong rosuvastatin 10 mg) Dé xa tm tay tré em

i Boc ki hurdng dan st dung trwde khi dung
Chi dinh, lidu dung va cach ding, chdng chi dinh, Céc thong tin khac dé nghi xem t& hwéng dan
twong tac thuéc, tac dung khéng mong mudn: str dung kém theo

Xem t& huéng dén stk dung kém theo. 3 Manufactured by: Zim Laboratories Ltd
2m B-21, 22, M.LD.C Area, Kalmeshwar,

Nagpur 441501 Maharashtra State, An Do
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TO HUONG DAN SU DUNG CHO CANBOQ Y TE
1. Tén thuéc: CARDORITE-10

2. Thanh phin ciu tao ciia thudc:

M&i vién nén bao phim c¢6 chira:

Hoat chdt: Rosuvastatin 10 mg (du6i dang rosuvastatin calci)

Ta duwoc:

Tinh bdt ngd 23,62 mg, lactose 83,73 mg, cellulose vi tinh thé 34,00 mg, natri lauryl sunfat
5,00 mg, polysorbat 80 3,00 mg, silic keo khan 2,00 mg, magnesium stearat 3,00 mg, talc tinh
khiét 7,05 mg, natri croscarmellose 14,8 mg, polyethylen glycol 0,3 mg, titan dioxyd 1,68
mg, hypromellose 0,82 mg, sét oxyd d6 0,4 mg.

3. Dang bao ché: Vién nén bao phim

4. Cac dac tinh dwge lue hoc, duwge dong hoc:

Dugc luc hoc:

Rosuvastatin 1a mdt chét e ché chon loc va canh tranh enzym khir HMG-CoA, mot enzym
gi6i han téc do chuyén hoa coenzym A 3-hydroxy-3-methylglutaryl thanh mevalonat - tién
chét cta cholesterol. Pich tac dung chinh ciia rosuvastatin 1a gan. Rosuvastatin lam ting sb
lugng thu thé LDL gan trén bé mat t& bao, tang hip thu va chuyén héa LDL va trc ché téng
hop VLDL & gan do d6 1am giam tong lwong hat VLDL va LDL.

Rosuvastatin lam giam lugng cholesterol toan phan (TC-total cholesterol), LDL-C, ApoB, va
nonHDL-C (lugng HDL-C giam) ¢ cac bénh nhén bi ting cholesterol mau nguyén phat ¢o
tinh gia dinh dong hop tir va di hop tir (FH), ting cholesterol khong c6 tinh chit gia dinh, va
rbi loan lipid mau hdn hop. Rosuvastatin ciing lam giam TG va tang HDL-C. Rosuvastatain
lam giam TC-total cholesterol, LDL-C, VLDL-cholesterol (VLDCL-C), ApoB, nonHDL-C
va TG, va tang lugng HDL-C & bénh nhén c6 tang triglycerid mau.

Dugc dong hoc:

Hip thu: Sinh kha dung cta rosuvastatin khoang 20%. Nong do cua rosuvastatin trong huyét
twong khong khac nhau sau khi ding thude budi téi hay budi sang. Su giam LDL-C dién ra
mdt cach dang ké ngay ca khi c6 hay khong dung rosuvastatin véi thie an, va khong phu
thudc vao thoi gian ding thude trong ngay.

Phdn bé: Thé tich phan bd trung binh rosuvastatin & trang thai bén 1a khoang 134 L.
Rosuvastatin gin két 88% véi protein huyét twong, cht yéu la albumin. Lién két nay 1a thun

nghich va phu thudc vao ndng do huyét twong.

—m——

\n



Chuyén héa: Rosuvastatin khong duge chuyén hoa nhiéu, khoang 10% liéu dung c6 gén chit
ddng vi phéng xa duoc tim thiy dudi dang chét chuyén héa. Chit chuyén héa chinh 1a N-
desmethyl rosuvastatin, duoc tao ra chi yéu bai cytochrom P450 2C9, va nhiing nghién ctru
invitro da chimg minh duoc rang N-desmethyl rosuvastatin c6 khoang mot phan séu dén mot
nira 1a enzym khir HMG-CoA 1am trc ché hoat dong cua rosuvastatin.

Thai trir: Sau khi udng, rosuvastatin va cac chét chuyén hoéa ctia né cha yéu duoc bai tiét
trong phan (90%). Thoi gian ban thai cta rosuvastatin (ti2) la khoang 19 gio.

5. Quy cach dong goéi: Hop 3 vi x 10 vién nén bao phim.

6. Chi dinh, liéu dung, cich dung, chéng chi dinh:

a. Chi dinh:

- B6 sung cho ché do an udng dé giam luong cholesterol toan phan, LDL-cholesterol,
ApoB, nonHDL-C, va luong triglycerid (TG) va tang luong HDL-C & bénh nhdn tding
cholesterol mdu nguyén phdt (cé tinh gia dinh di hop tit va khéng c6 tinh gia dinh), va roi
loan lipid mdu hén hop (Fredrickson logi Ila va IIb).

- HG tro cho ché d6 an ubng dé dibu tri bénh nhan c6 mirc TG huyét thanh cao
(Fredrickson loai IV).

- Pé giam LDL-C, cholesterol toan phin, va ApoB & bénh nhan ting cholesterol mdu
nguyén phdt cé tinh gia dinh dong hop tir, nhw mot thude hd tro khac cho phuong phép diéu
tri ha lipid (thi du. gan tach LDL trong mau) hodc néu phuong phap diéu tri nhu vay la khong
c6 san.

- St dung két hop véi diéu chinh ché d6 an cho bénh nhdn réi loan beta lipoprotein
madu nguyén phat (tang lipoprotein mdu typ I11).

- Str dung két hop vai diéu chinh ché d6 an cho bénh nhdn chdam tién trién ciia xo vira
dong manh dé 1am giam TC-total cholesterol va LDL-C dén ngudng muc tiéu.

- Phong ngira bénh tim mach nguyén phdt. O nhiing bénh nhan khong c¢é biéu hién
bénh mach vanh trén 1dm sang nhung tang nguy co méc bénh tim mach bao gém tudi trén 50
d6i v6i nam giGi va trén 60 déi véi nir gii, hsCRP > 2 mg/L va c6 it nhét 1 yéu t6 nguy co
bénh tim mach nhu tang huyét 4p, giam LDL-C, hut thudc 14 hodc tién st gia dinh c6 ngudi
mac bénh mach vanh sém, rosuvastatin duoc chi dinh dé lam giam nguy co dot quy, nhoi
méu co tim va nguy co phai tién hanh céc can thiép dé lam thong mach méu.

b. Liéu dung, cach dung:

Trude khi bat dau di€u tri, bénh nhan can thuc hién ché d6 an tiéu chuan giam cholesterol va

duy tri trong sudt thoi gian ding thude. Thude cé thé dung vao bat ky thoi gian nao trong

5 NCAT S %



Nguweoi truong thanh

Khoang liéu cho ngudi trudng thanh 1a tir 5 dén 40 mg. Trong trudng hop phong ngira bénh
tim mach nguyén phat, liéu ding 14 20 mg/ngay.

Liéu khoi diém thong thuong 1a 5 hodc 10 mg 1 1an/ngay. Di v6i bénh nhan ting cholesterol
méu nguyén phat c6 tinh gia dinh dong hop tir, lidu khéi diém 13 20 mg 1 1an/ngay.

Liéu dung phai dugc ca thé héa theo muc tidu diéu tri va dép tng cta bénh nhéan. Lua chon
mtc lidu khoi diém can phai xem xét ndng do cholesterol ctia bénh nhén va cac nguy co tim
mach cfing nhw nguy co xay ra cac tic dung khong mong mudn.

Sau 2 dén 4 tudn dung lidu khoi ddu hodc hiéu chinh lidu, can tién hanh xét nghiém dé theo
dai néng d lipid trong méu va viée hiéu chinh 1én murc liéu tiép theo c¢6 thé duoc thuc hién
sau 4 tuan. Do viéc tang tan sudt céc tic dung khong mong mudn duge béo cdo véi mue liéu
40 mg so voi cac muce lidu thép hon, viée hiéu chinh liéu dén muec lidu cuc dai 40 mg chi nén
duoc xem xét khi bénh nhan co tang cholesterol nghiém trong (dédc biét vadi tang cholesterol
mau cé tinh gia dinh) ma khéng dat dugc hiéu quéa diéu tri voi muae lidu 20 mg, va nhiing
bénh nhan dugc theo ddi thuong xuyén.

Tré em

O bénh nhén tang cholesterol mau c6 tinh gia dinh di hop tu, khoang lidu khuyén céo 1a tur 5
dén 10 mg ubng 1 lan/ngdy & bénh nhan tir 8 dén dudi 10 tudi va 5 dén 20 mg udng 1
lan/ngay & bénh nhan tir 10 dén 17 tudi.

O bénh nhan tang cholesterol mau cé tinh gia dinh ddng hop ttr, lidu khuyén cdo la 20 mg
ubng 1 1an/ngay & bénh nhan tir 7 dén 17 tudi.

Bénh nhén nguoi chau A

O bénh nhan 14 ngudi chau A, cin xem xét muc 1idu khoi diém 1a 5 mg 1 lan/ngay do ndng
do6 rosuvastatin trong méu tang. Trong trudong hop khong dat duge muc tiéu diéu tri co thé
xem xét tang lidu 1én t6i 20 mg/ngay.

Nguoi cao tuéi

Liéu khoi diém duge khuyén cédo dbi voi nguoi trén 70 tudi 1a 5 mg 1 lan/ngay. Khong can
thiét phai tién hanh bién phap hiéu chinh liéu khac theo ltra tudi.

Bénh nhdn suy gan

Nong d6 rosuvastatin trong mau khong ting & céc bénh nhan c¢6 diém Child Pugh < 7. Tuy
nhién, & cac bénh nhan cé diém Child Pugh 8 va 9, ndng do rosuvastatin trong mau lai tang.
O nhitng bénh nhan nay cin tién hanh danh gi4 chtc ning than. Khong c6 di liéu l1am sang

veé viée st dung thudc & bénh nhan c6 diém Child Pugh trén 9. Thubc bi chéng chi dinh &
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Bénh nhan suy than

Khong can thiét phai thay doi lidu cho bénh nhén suy than tir nhe dén trung binh. Véi bénh
nhén suy than trung binh (Clcr < 60 mL/min) liéu ding ctia rosuvastatin nén bat dau tir 5 mg
mot lan/ngay. Liéu 40 mg bi chdng chi dinh & bénh nhan suy than trung binh. Chéng chi dinh
su dung thudc & bénh nhan suy than ning & moi muc liéu.

Sir dung phoi hop voi thuoc khdc

Nguy co mic céc bénh vé co (bao gdm tiéu co véan) tang 1én khi dung thubc dong thoi véi
mot s6 thude lam tang ndng do rosuvastatin trong mau (vi du nhu ciclosporin va mét s thude
tic ché protease bao gdm két hop ritonavir v6i atazanavir, lopinavir, va/hodc tipranavir) va
gemfibrozil, cac thudc ha cholesterol méu nhém fibrat khéc, niacin lidu cao (> 1 g/ngay),
colchicin. Trong trudng hop ¢6 thé cin xem xét cac bién phép diéu tri khéc va néu can thiét
c6 thé tam thoi dimg sir dung rosuvastatin. Trong trudng hop bét bude phai phdi hop céc
thude nay véi rosuvastatin, can thn trong xem xét loi ich va nguy co va hiéu chinh lidu
rosuvastatin. Gigi han liéu rosuvastatin t6i da khi phbi hop voi céc thube atazanavir,
atazanavir va ritonavir, lopinavir va ritonavir la 10 mg mot lan/ngay.

Viée str dung dong thoi cac thude ha lipid mau nhém statin v6i céc thube diéu tri HIV va
viém gan siéu vi C (HCV) c6 thé lam ting nguy co gy tén thuong co, nghiém trong nhat Ia
tidu co van, than hu ddn dén suy than va co thé gy tir vong.

¢. Chbng chi dinh

Bénh nhan qua man véi bit ki thanh phén nao cta thude.

Bénh nhan méc bénh gan tién trién hay transaminase huyét thanh cao dai déng khong r3
nguyén nhan (khi ndng d6 transaminase huyét thanh tang hon 3 1dn gidi han trén ctia mic
binh thuong).

Phu nit ¢6 thai.

Phu nit cho con bu.

Phu nit ¢6 thé c6 thai ma khong ding bién phép tranh thai c6 hiéu qua.

Suy thén nang (d¢ thanh thai creatinin < 30 ml/phut).

Bénh nhan dang dung ciclosporin.

Muc lidu ding 40 mg bi chdng chi dinh & céc bénh nhan: suy than vira (d6 thanh thai
creatinin < 60 ml/phtt), suy giap, tién st gia dinh hodc ban than c6 bénh 1y co c6 tinh di
truyén, tién st tén thuong co trude day gay boi thude e ché HMG-CoA reductase khéc hodc
fibrat, nghién ruou, cac tinh trang lam tiang ndng do thudc trong méu, bénh nhan 1a nguoi

chau A, dung két hop fibrat.
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7. Thin trong khi ding thudc:

Tdc dung trén thin

Protein niéu, phét hién bang que thtr va hau hét c¢6 ngudn gde tir dng than, da duoc béo céo
ddi v6i bénh nhan st dung rosuvastatin liéu cao, ddc biét 1a 40 mg, hdu hét déu xay ra thoang
qua hodc gian doan. Protein ni¢u cho théy du hiéu cta bénh thin céip hoac tién trién. Tan
suét bao cdo cac bénh than nghiém trong trén lam sang cao hon dbi véi muc lidu 40 mg. Can
phai danh gia chirc nang than khi theo d5i thuong xuyén bénh nhén khi dung mte liéu 40 mg.

Tdc dung trén hé co xwong

Téac dung trén hé co xwong nhu dau co, bénh co va hiém gdp tiéu co van da duoc bdo cdo khi
duing rosuvastatin &@ moi mtrc liéu dac biét 12 lidu trén 20 mg. Rét it trudng hop tiéu co van da
duoe bao céo khi dung ezetimibe két hop véi cac thude te ché enzym HMG-CoA reductase
do d6 cén than trong khi ding phdi hop. Tan sudt tiéu co van lién quan dén dung rosuvastatin
cao hon & muec lidu 40 mg.

Bénh nhan can dugc lam xét nghiém enzym gan trude khi bit ddu diéu tri béng rosuvastatin
va trong trudng hop chi dinh 1dm sang yéu ciu xét nghiém sau dé.

Tang nguy co ton thuong co khi st dung rosuvastatin dong thoi voi cae thude sau:
gemfibrozil, céc thudc ha cholesterol méu nhom fibrat khéc, niacin lidu cao (> 1 g/ngay),
colchicin.

Cdn nhdc theo doi creatin kinase (CK) trong truong hop:

Trude khi diéu tri, xét nghiém CK nén dugc tién hanh trong nhiing truong hop: Suy gidm
chitc ning than, nhuoc gidp, tién sir ban than hodc tién sir gia dinh méc bénh co di truyén,
tién st bi bénh co do st dung statin hodc fibrat trugc dé, tién str bénh gan va/hodc udng nhiéu
rugu, bénh nhan cao tudi (> 70 tudi) c¢6 nhing yéu t6 nguy co bi tiéu co van, kha nang xay ra
twong tac thudc va mot sé dbi twong bénh nhan dac biét. Trong nhiing truong hop nay nén
can nhic loi ich/nguy co va theo dai bénh nhan trén 1am sang khi diéu tri bing statin. Néu két
qua xét nghiém CK > 5 lan gi61 han trén cia muc binh thuong, khong nén bt dau diéu tri
bang statin.

Trong qua trinh diéu tri bing statin, bénh nhan cn thong bao khi ¢é cac biéu hién vé co nhu
dau co, cting co, yéu co ... Khi ¢ cac biéu hién nay, bénh nhén cin lam xét nghiém CK dé
cd céc bién phdp can thi¢p phu hop.

Tdc dung trén gan

Cén than trong khi dung thudc véi bénh nhan udng nhiéu rugu va/hodc ¢o tién st bénh gan.

Viée kiém tra chirc ndng gan dugc khuyén cdo thuc hién trudce va sau 3 thang bat dau diéu tri
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gp 3 1an gi6i han trén. TAn sudt bdo cdo cac bénh vé gan nguy hiém (chu yéu la tang
transaminase gan) trén 14m sang cao hon véi mic lidu 40 mg.

O bénh nhan tang cholesterol mau thtr phéat gy ra boi suy gidp hodc hdi chimg than hu, can
diéu tri cac bénh nay trude khi bat ddu dung rosuvastatin.

Chung téc

Céc nghién ctru duoc dong hoc cho thdy viée tang ndng do rosuvastatin trong mau & ngudi
chau A khi ding thude so véi céc bénh nhan da tring.

Mang thai va cho con bu

Xo vita dong mach 1a mdt qué trinh man tinh va viéc ngimg thube ha lipid mau trong qua
trinh mang thai ¢6 it anh huong dén két qua diéu tri 14u dai ting cholesterol mau nguyén phét.
Cholesterol va cac chit tao thanh khéc cua sinh tong hop cholesterol 1a thanh phan thiét yéu
cho s phét trién cta thai nhi (bao gdm ca tdng hop sterol va mang té bao). Vi chét trc ché
HMG-CoA reductase lam giam kha ning tong hop cholesterol va kha nang tong hop cac dan
xuét ¢6 hoat tinh sinh hoc ctia cholesterol, nén né c6 thé lam hai dén thai nhi déi véi phu nit
mang thai. Do d6, chét trc ché HMG-CoA reductase duoc chdng chi dinh trong thoi ki mang
thai va cho con bti. ROSUVASTATIN CHI PUGC DUNG CHO PHU NU TRONG THOI
KI SINH PE KHI BENH NHAN CHUA CO Y PINH MANG THAI VA DA BUOC
THONG BAO VE RUI RO CO THE GAP PHAI Néu bénh nhan c6 thai trong thoi ki ding
thude nay, viée diéu tri nén ngimg ngay 1ap tirc va bénh nhan phai duoc thong bao vé cac rui
ro c¢6 thé c6 dbi v6i phoi thai.

Dung nap lactose

Bénh nhan ¢6 cac van dé di truyén vé dung nap lactose, thiéu lactase Lapp hodc kém hip thu
glucose — galactose khong nén sir dung thude nay.

Cdc thuoc ire ché protease

Viéc sir dung déng thoi cac thube ha lipid mau nhém statin véi cac thube didu tri HIV va
viém gan siéu vi C (HCV) c6 thé lam tang nguy co gdy ton thuong co, nghiém trong nhét la
tidu co van, than hur ddn d&én suy than va c6 thé gay tur vong.

Bénh phéi k&

Mot sb truong hop mac bénh phdi k& da duge bao céo khi dung céc statin, dédc biét 1a st dung
trong thoi gian dai. Céc ddu higu bao gdm: kho tha, suy giam sirc khoe (mét moi, giam cén va
sot). Néu nghi ngd bénh nhan ¢6 bénh phdi k&, can dimg dung statin.

Ddi thao dveong tuy

Mot sb bang chimg cho thdy céc statin ¢6 thé lam tang duong huyét. Tuy nhién tac dung lam
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khong can dimg st dung céc statin. Bénh nhan c¢6 nguy co (dudng huyét lac doi tir 5,6 dén
6,9 mmol/l, chi sb khdi lugng co thé (BMI) > 30 kg/m?, ting triglycerid, ting huyét ap) can
dugc theo doi ca trén 1am sang va cac chi s6 xét nghiém theo cac huéng dan diéu tri.

Tre em

Panh gia chiéu cao, can ning, chi s6 khdi luong co thé (BMI) va cac dic diém thu phét cta
viée trudng thanh gidi tinh & tré em tir 6 dén 17 tudi ding rosuvastatin bi han ché trong thoi
gian 2 ndm. Sau 2 ndm, khong c6 anh huéng trén chiéu cao, cin ning, chi sd BMI hoic
trudng thanh gidi tinh duge phat hién.

8. Twong tic thudc

Cdc thuoc e ché protein vin chuyén

Rosuvastatin 1a co chat cia mot sb protein vin chuyén bao gdm OATP1BI va BCRP. St
dung ddng thoi rosuvasatin véi cac thude e ché cac protein van chuyén nay ¢ thé lam ting
ndng d6 rosuvastatin trong méu va ting nguy co cc bénh vé co.

Ciclosporin

St dung ddng thoi rosuvastatin va ciclosporin, gia tri AUC clia rosuvasatin cao trung binh
glp 7 lan so v6i nhitmg ngudi khong dung két hop do d6 chéng chi dinh két hop 2 thude nay
v6i nhau. Str dung dong thoi khong lam anh huéng dén ndng do cta ciclosporin.

Thuoc ke ché protease

Tang ndng d6 rosuvastatin trong méu da dugc bdo cdo & nhitng bénh nhan ding dong thoi
rosuvastatin voi cac thube tre ché protease két hop véi ritonavir. Viée sir dung dong thoi cac
thude ha lipid mau nhém statin voi cac thube didu tri HIV va viém gan siéu vi C (HCV) ¢6
thé 1am ting nguy co gdy ton thuong co, nghiém trong nhét 14 tidu co van, than hu dan dén
suy than va c6 thé gay tir vong.

Gemfibrozil va cdc thude ha lipid khdc

Ting nguy co tdn thuong co khi st dung rosuvastatin ddng thdi v6i céc thude sau:
gemfibrozil, cac thudc ha cholesterol mau nhom fibrat khac.

Ezetimibe

Str dung ddng thoi rosuvastatin 10 mg va ezetimibe 10 mg lam tang AUC rosuvastatin 1,2 1an
& nhitng bénh nhan tang cholesterol mau.

Antacid

St dung ddng thoi rosuvastatin voi antacid dang hdn dich c¢6 chira nhém va magnesi
hydroxyd lam giam ndng d6 rosuvastatin trong méu khoang 50%. Nén dung antacid 2 gio sau
khi dung rosuvastatin.

Erythromycin
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Str dung ddng thoi 2 thube 1am giam 20% AUC va 30% Cmax cia rosuvastatin. Tuong tac
nay c6 thé do erythromycin lam tang nhu dong ruot.

Twong tdc khdc

Tang nguy co ton thwong co khi st dung rosuvastatin dong thoi véi cac thudc niacin liéu cao
(> 1 g/ngay), colchicin.

Rosuvastatin twong tdc véi ruou, chit trung hoa acid trong da day, thubc tranh thai,
itraconazol, enzym (cholestin, thuc phdm bd sung), warfarin.

Cac twong tdc can hiéu chinh liéu

Khi can thiét phai hiéu chinh liéu, lidu khoi diém cua rosuvastatin 1a 5§ mg 1 1an/ngay néu cé
kha nang ting AUC khoang 2 1an hodc cao hon. Liéu cuc dai trong 1 ngay ctia rosuvastatin
can duge didu chinh dé luong rosuvastatin vao co thé khong qué lidu 40 mg dung 1 l1an/ngay
khi khong ding ctng thude khéc, vi du 20 mg rosuvastatin véi gemfibrozil (ting gip 1.9 1an),

va 10 mg rosuvastatin két hop véi ritonavir/atazanavir (tang gap 3,1 lan).

Bing 1 Anh hwéng ciia cic thube ding dong thoi 1én lwong rosuvastatin (AUC; theo thir
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tw giam dan mue d9) tir cac thir nghiém lam sang dwgc cong bo

Ché d liéu thudc dung cing Ché d¢ liéu rosuvastatin [Thay  déi  AUC

rosuvastatin®

Ciclosporin 75 mg 2 lan/ngay to 200 mg|10 mg 1 lan/ngay, 10 ngay |7,1 lan 1
2 lan/ngay, 6 thang

Atazanavir 300 mg/ritonavir 100 mg 1]10 mg, don lidu 3,11an 1

lan/ngay, 8 ngay

Simeprevir 150 mg 1 1an/ngay, 7 ngay 10 mg, don licu 2,8 lan 1

Lopinavir 400 mg/ritonavir 100 mg 2|20 mg 1 lan/ngay, 7 ngay |2,1 lan 1
lan/ngay, 17 ngay

Clopidogrel 300 mg ban dau, sau d6 1a 7520 mg, don liéu 2 1an 1
mg tai 24 gid

Gemfibrozil 600 mg 2 lan/ngay, 7 ngay |80 mg, don liéu 1,9 lan 1

Eltrombopag 75 mg 1 1an/ngay, 5 ngay |10 mg, don lidu 1,6 1an 1

Darunavir 600 mg/ritonavir 100 mg 2|10 mg 1 lan/ngay, 7 ngay 1,5 1an 1
lan/ngay, 7 ngay

Tipranavir 500 mg/ritonavir 200 mg 2|10 mg, don liéu 1,4 1an 1
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ln/ngay, 11 ngay

Dronedarone 400 mg 2 lan/ngay Khéng c6 dit liéu 1,4 14n 1

Itraconazole 200 mg 1 ldn/ngay, 5 ngay |10 mg, don liéu 1,4 14n 1

Ezetimibe 10 mg 1 1an/ngay, 14 ngay 10 mg, 1 lan/ngay, 14 ngay |""1,2 1an 1

Fosamprenavir 700 mg/ritonavir 100 mg|10 mg, don lidu —

2 lan/ngay, 8 ngay

Aleglitazar 0.3 mg, 7 ngay 40 mg, 7 ngay >
Silymarin 140 mg 3 lan/ngay, 5 ngay 10 mg, don liéu >
Fenofibrate 67 mg 3 1an/ngay, 7 ngay 10 mg, 7 ngay e
Rifampin 450 mg 1 1an/ngay, 7 ngay 20 mg, don liéu >
Ketoconazole 200 mg 2 lan/ngay, 7 ngay |80 mg, don liéu >
Fluconazole 200 mg 1 1an/ngay, 11 ngay |80 mg, don lidu >
Erythromycin 500 mg 4 1an/ngay, 7 ngdy |80 mg, don liéu 20% |
Baicalin 50 mg 3 1an/ngay, 14 ngay 20 mg, don liéu 47% |

"Dir liéu thé hién sb 1an (x 14n) thay di tuong Gng vdi ty 18 gitra khi dung két hop va don doc
rosuvastatin. D{t li€u & dang % thé hién % khac biét so véi khi dung don ddc rosuvastatin.
Céc ky hiéu: tang “1<, khong thay ddi “«”, giam “|”.

Mot s6 nghién ciru tuong tic di duoc thuc hién & cdc ché do liéu rosuvastatin khac nhau,

trong bang trinh bay ty sé ¢6 y nghia nht.

Anh huéng ciia rosuvastatin lén thuoc ding cing

Thuéc khdng vitamin K

Giéng nhu céc thude e ché HMG-CoA reductase khéc, khi bit dau diéu tri hodc hiéu chinh
tang lidu rosuvastatin & cac bénh nhan ding dong thoi céc thude khang vitamin K (nhu
wafarin hodc cac thudc chéng dong coumarin khac) c6 thé 1am ting ty s6 binh thuong hoa
qubc té (INR). Dimg hodc giam lidu rosuvastatin c¢6 thé lam giam INR. Trong nhiing truong
hop nay can ap dung bién phép kiém soat INR thich hop.

Thubc tranh thai duong uéng/liéu phdp thay thé hormon

St dung dong thoi rosuvastatin va thubc tranh thai duong ubng lam tang AUC ethinyl

estradiol va norgestrel 1an luot 1 26 va 34%. Viée ting ndng do céc chit nay trong mau cin
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dwoc dong hoc & nhitng bénh nhén st dung ddng thoi rosuvastatin va liéu phap thay thé
hormon va do d6 khong thé loai trir anh hudng tuong tu ciia rosuvastatin. Tuy nhién, viéc két
hop rosuvastatin va liéu phap thay thé hormon d& dugc sir dung rong rai & cac phu nit tham
gia cac thir nghiém ldm sang va da duoc dung nap tot.

Digoxin

Dua trén cac nghién ciru tuong tac thube, khong co twong tic ¢6 ¥ nghia 14m sang gitta
digoxin va rosuvastatin.

Acid fusidic

Céc nghién ctru tuong tac gitta rosuvastatin va acid fusidic chua duge tién hanh. Gidng nhu
cac statin khéc, cac tac dung lién quan dén co, bao g(‘?)m tiéu co van, da duogce bdo céo trén cac
bdo c4o hau mai véi rosuvastatin va acid fusidic khi dung ddng thoi.

Do d6, sir dung ddng thoi acid fusidic va rosuvastatin khong duoc khuyén cédo. Néu co thé,
nén tam dimg ding rosuvastatin. Néu bat budc phai ding dong thoi, can phai theo dai chat
ch€ bénh nhan.

Tréem

Nghién ctru twong tac thubc méi chi duge tién hanh trén ngudi trudng thanh. Mic do anh
hudng cua céc tuong tac thude trén & tré em chua dugce biét 1.

Thong bao cho béc si vé tit ca cac loai thudc dang dung, ké ca thubc khong ké don, bd sung
dinh dudng hay cac san phdm thao duge. Ciing nén thong bdo cho béc si khi dang st dung
cac loai db udng chira cafein hay con, hit thudc 14 hay céc loai thude cAm. Nhiing didu nay c6
thé anh huong dén qua trinh diéu tri. Kiém tra trude khi dimg hay bat ddu bat ki mot loai
thude nao.

9. Tdc dung khong mong mudn

Rosuvastatin n6i chung dugc dung nap tot. Nhitng phan tmg phu thudng nhe va thoang qua.
Trong cac nghién ctru 14m sang ctia 10.275 bénh nhén, ¢6 3,7 % phai nging ding thube do
tdc dung phu. Khi str dung rosuvastatin c6 thé bi dau co, tdo bon, suy nhuoc, dau bung, va
budn ndn, suy giam nhan thite (nhw mt trf nho, 10 13n...), ting dudng huyét, tang HbA lc.
Céc tac dung khdng mong mudn sau day duoe liét ké theo tAn suit va hé co quan.

Tan sudt céc tac dung khéng mong mubn dug xép hang theo tidu chi sau: Thuong gép (=
1/100 dén <1/10), it gap (> 1/1000 dén <1/100), hiém gap (> 1/10 000 dén <1/1000), rat hiém
gip (<10 000); chua biét (khong thé x4c dinh dugc tir cac dit liéu nghién ctru).
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Bang 2. Tac dung khong mong muon dua trén cdc nghién ctu lJam sang va bao cdo hiu

mai

H¢ co quan Thuwong gap it gap Hiém gap Rét hiém giip |Chua biét

Réi loan mdu va . R

i Giam tiéu cau
hé bach huyét
, . Cac phan ing qua
Roi loan hé mién N . )
man bao gom phu
dich
mach
i . |bai thao
Roi loan noi tiét
duong tuy’

Réi loan tam than TrAm cam
Bénh than
kinh ngoai

, . . Bénh da day |bién

Roi loan hé than |Pau dau g ;. i

than kinh R61 loan gidc

kinh Chéng mat ,

Mat tri nhé  |ngu (bao
¢6m mét ngu
va ac mong)

Réi loan hé hdp,

13 . Ho

long nguc va

, Kho thd
trung that
Téo bén
Réi logn tiéu héa |Budn ndn Viém tuy Tiéu chay
Dau bung
, Tang transaminase |Vang da
Roi loan gan mdt _
gan Viém gan
) ‘ Ngtra Ho1 ching
Roiloan da va
) Ban d6 Stevens-
dudi da 5
Meé day Johnson
Réi loan co Bénh co (bao gdm Céc rbi loan
Dau co Dau khop

xwong va mo lién

viém co)

gan doi khi
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ket Tiéu co van bién ching
do bénh co
hoai tir qua
trung gian
mién dich
Cdc roi loan thdn " ,
) Tiéu ra mau
va tiét niéu
Roi logn co quan
, Nguc to ¢
sinh san va tuyén o
nam gioi
vl
Cdc roi loan toan
than va tai vi tri  |Suy nhugc Phu
tiem

! Tan sudt phu thudce vao viée ¢6 hay khong c6 céc yéu té nguy co (duong huyét khi doi > 5,6

mmol/L, BMI >30 kg/m?, ting triglycerid, tién st tang huyét 4p).

Giong nhu cac thudc tec cheé HMG-CoA reductase khéc, tan suat cac tac dung khong mong
muon phu thude vao liéu dung.

Tdc dung khong mong mudn trén thin

Protein niéu, phat hién boi que thu va hau hét ¢6 nguén géc tir dng than, da duoc bdo céo &
cac bénh nhan dung rosuvastatin. Protein trong nude tiéu thay doi tir 4m tinh hodc vét sang
++ hodc nhiéu hon dd dugc bdo cdo & <1% bénh nhéan tai mdt sé thoi diém trong qué trinh
ding 10 va 20 mg rosuvastatin, va khoang 3% bénh nhén ding lidu 40 mg. M6t sb it bénh
nhan tang tir 4m tinh hodc vét dén + khi dung liéu 20 mg. Trong hau hét cac truong hop.
protein ni¢u giam hoac bién mat khi duogc diéu tri. Céc dit liéu tir cac nghién ctru 1dm sang va
bao céo hau mai cho dén nay khong x4c dinh duoc mdi lién hé nguyén nhén gitra protein niéu
va bénh than cp hoic tién trién.

Anh hudng [én co xwong

Tac dung khong mong muodn trén co xuong nhu dau co, bénh co (bao gdom viém co) va, hiém

khi, tiéu co van cd hoac khong cé suy than cap dd duge bao cdo & cac bénh nhan dung

rosuvastatin vaéi tat ca muac liéu va dac biét & muc liéu trén 20 mg.
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Tang ndng do creatine kinase phu thudc lidu da dwoc bao cdo & bénh nhan dung rosuvastatin;
hau hét cac truong hop déu nhe, khong c6 triéu chimg va thoang qua. Néu ndng do creatine
kinase ting nhanh (trén 5 lan ngudng trén gi6i han binh thudng), can dimg st dung thudc.

Anh huéne trén ean

Gibng nhu cac chét trc ché HMG-CoA reductase khac, ting transaminase phu thudc lidu da
duoc bao cdo & mot sb it bénh nhan dung rosuvastatin; hau hét cac truong hop déu nhe,
khong co6 triéu chimg va thoang qua.
Céc tac dung khong mong mudn khac da duge bao cao véi mot so statin:
Réi loan chirc nang tinh duc
Bénh phéi ke, dac biét 1a khi str dung thube trong thoi gian dai.
Tén sudt bdo cdo tiéu co vén, anh huong nghiém trong trén than va gan (chu yéu 1a ting
transaminase gan) cao hon & mirc liéu 40 mg.

Tré em
Tiang creatine kinase > 10 1an ngudng trén gidi han binh thudng va cac triéu chimg & ca sau
khi tdp luyén hodc ting hoat dong thé luc dugc bdo céo véi tin sudt 16n hon so véi nguoi
trudng thanh trong mot nghién ctru 1am sang kéo dai 52 tudn trén tré em va thiéu nién. Doi
voi téac dung khong mong mudn khac, dit liéu thu duge & tré em va thiéu nién tuong tw nhu &
ngudi truong thanh.

10. Qui liéu va cach xir tri

Khong c6 bién phap diéu tri ddc hidu khi qua liéu rosuvastatin. Trong truong hop qua lidu,
bénh nhan can duge didu tri triéu ching va tién hanh céc bién phap hd tro néu can va nén
theo ddi chtrc ning gan va CK. Thim phén loc mau khong lam ting mot cach dang ké do
thanh thdi cia rosuvastatin.

11. Cac du hi¢u ¢in lwu ¥ va khuyén cdo

- Str dung cho ngudi 1ai xe va van hanh méay moc:

Céc nghién ctru vé anh hudng ctia thude 1én kha ning lai xe va van hanh may moc chua dugc
tién hanh. Tuy nhién, theo tac dung duoc 1y, thudc it anh huong dén kha ning nay. Can than
trong khi 141 xe va van hanh may mac trong thoi gian ding thude do ¢6 thé bi chong mat.

- Str dung cho phu nit mang thai va cho con bu:

+ Thoi ky mang thai:

Khong dung cho phu nit mang thai.

+ Thoi ky cho con bu:

Khoéng dung cho phu nit dang cho con bu.
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12. Piéu kién bao quan, han ding

Didu kién bio quan: Bao quan & nhiét d khong qua 30°C.

Han dung: 36 théang ké tir ngay san xut.

13. Tén, dja chi ciia co s& san xuit

Zim Laboratories Ltd

B:Zl, 22, M.LD.C Area, Kalmeshwar, Nagpur 441501 Maharashtra State, An D9..

14. Ngay xem xét sira ddi, cAp nhat lai ndi dung hwéng din sir dung thude.
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