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RX THUGC BAN THED DON Hop 2 vi

)
GLODIA 20

Rosuvastatin 20 mg

Sdn xuat boi:
CONG TY TNHH DUGC PHAM GLOMED

A

35 Dai Lo Ty Do, KCN Vigt Nam - Singapore, Thudn An, |

x 14 vién :

S8 10 SX / Bateh Ne.:
NSX / Mfg. Date
HD / Exp. Dale

yﬂl‘l“ PHAN: Mii vin nén bao phim chita Resuvestatin 20 mg BAD OUAN:
{dudi dang Resuvastatin calel). Ta tuge vira did 1 vign.

CHI DINH, LIEU LUGNG, CACH DUNG, CHONG CHI BINH VA CAC
THONG TIN KHAC VE SAN PHAM: in doc t husng ddn sil dung
oF XA TAM TAY CUA TRE EM.

DOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.

SBK/ REG. No.:

DE noi khd rdo, trdnh dnh sdng,
nhigt do khitng qws 30°C.

Rx PRESCRIPTION ONLY

)
GLODIA 20

Rosuvastatin 20 mg

Manufactured by:
GLOMED PHARMACEUTICAL COMPANY, Ltd
35 Tu Do Boulevard, Vietnam - Singapore Industrial Park,

o

Box of 2 blisters of 14 film coa

Thuan An. B

COMPOSITION: Each lilm coated tablet contains Rosuvastatin 20 mg STORAGE:
(as Rosuvasiatin caicum). Excipients q.s......... 1 fim coated tablet.
INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS
AND OTHER INFORMATION: Please refer to the package insert.
KEEP OUT OF REACH OF CHILDREN,

READ CAREFULLY THE LEAFLET BEFORE USE.

Store at the tempzrature not more than 30°C,
in a dry place, protect from light
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NHAN HOP GLODIA 20 (Hop 3 vi x 10 vién)

Rx THUGC BAN THEO DON iwsiil _—

)
GLODIA 20

> CoNG 1y C | .
TRACH NHigy Ky = Rosuvastatin 20 mg
DUGCPHA'M T

San xudt béi:
CONG TY TNHH DUGC PHAM GLOMED
35 Dai Lo Ty Do, KCN Viét Nam — Singapore, Thuan An, Binh

/AR

S8 16 SX / Batch No.:

NSX / Mig. Date
HD / Exp. Date

THANH PHAN: M&i vien nén bao phim chia Rosuvastatn 20 mg BAD QUAN:
(dudi dang Rosuvastatin calci), T4 duge vila di ....ooo.veve 1 vién, D& noi khé rdo, trinh dnh sdng,
CHI DINM, LIEU LUGNG, CACH DUNG, CHONG CHi BINH VA CAC nhigt do knang qui 30°C.
THONG TIN KHAC VE SAN PHAM: Xin doc ti hudng din sif dung.
BE XA TAM TAY COA TRE EM.

T RAI

L BOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG. SBK/ REG. No.:
m RX PRESCRIPTION ONLY Box of 3 blisters of 1_'0
= / 3T
(=] %
® PHk
=R
p Rosuvastatin 20 mg "F‘é
@ ==
N > Manufactured by:
[ GLOMED PHARMACEUTICAL COMPANY, Ltd
. S~ 35 Tu Do Boulevard, Vietnam - Singapore Industrial Park, Thua
——"| COMPOSITION: Each film coated tablet contains Rosuvastatin 20 mg STORAGE: =5
(as Rosuvastatin calcium). Excipients q.5.......... 1 film toated tablet. Store at the lemperature not mare than 30°C, -
INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS in a dry place. protect from light.

READ CAREFULLY THE LEAFLET BEFORE USE.

AND OTHER INFORMATION: Please refer to the package insert.
KEEP OUT OF REACH OF CHILDREN.
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TO HUONG DAN SU DUNG THUOC

Rx Thubc ké don
i GLODIA® 20

(Rosuvastatin 20 mg dwdi dang rosuvastatin calci)
Dé xa tim tay tré em
Doc kj huong din sir dung trudc khi diing
Thuéc nay chi diing theo don thuéc

1. Tén thube: GLODIA® 20

2. Thanh phin céng thire thube: Mbi vién nén bao phim chira:
Thanh phén hoat chat: |
Rosuvastatin 20 mg (dudi dang rosuvastatin calci). |
Thanh pfrcfn ta dwgc: Lactose monohydrat, dicalci phosphat khan, cellulose vi tinh thé 101,
crospovidon, magnesi stearat, Opadry pink.

3. Dang bao ché: Vién nén bao phim.

4. Mo ta san phﬁm: Vién nén bao phim tron, mau héng, mot mat ¢6 khic chir GLM, mot mat c6 khac
s6 20.

5. Chi dinh

Diéu tri ting cholesterol mau

Ngudi 6n, thanh thiéu nién va tré em tir 6 tudi tror 1én ¢ tang cholesterol mau nguyén phat (loai Ila
ké ca tang cholesterol mau gia dinh kiéu di hop tir) hogc rdi loan lipid méu hdn hop (loai ITb): 14 mot
liéu phap hd tro cho ché d6 an kiéng khi bénh nhan khéng dap (g day du véi ché do an kiéng va cac
liéu phap khong ding thude khéc (nhu tép thé duc, giam can).

Tang cholesterol méu gia dinh kiéu dong hop tir: dung hd tro cho ché do an kiéng va cac bién phép
diéu tri giam lipid khéc (nhur ly trich LDL mau) hodc khi cac li¢u phap nay khéng thich hop.

6. Liéu dung va cich dung B
Liéu khoi dau khuyén cao 13 5 mg, udng ngay 1 lan.

Néu cin c6 thé tang liéu 1én 20 mg sau 4 tuln.

Chi nén tang liéu 1én 40 mg cho cac bénh nhan tang cholesterol mau ning c¢6 nguy co cao vé bénh tim o
mach (ddc biét la cac beénh nhan ting cholesterol mau gia dinh) ma khong dat duoce muc tiéu diéu tri =
& lidu 20 mg. Trong trudng hop nay, bénh nhén can duoc theo ddi chit ché.
Cic khuyén cdo: -
Tré em:

Khong ding cho tré em duéi 6 tudi. |

Dang ché phdm rosuvastatin 20 mg khéng phtt hop cho tré em dudi 10 tubi. \ \c/

Tré em tir 10 dén 17 tudi: Uéng | 1an 5-20 mg/ngay. Chua rd tinh an toan va hiéu ﬁ\i\é liéu 1én hon
20 mg.

Ngwoi cao tudi: Lidu khoi diu 5 mg/ngay dugc dung cho bénh nhan > 70 tudi. Khong, can diéu chinh
liéu & cic bénh nhan nay.

Bénh nhin suy thin: Khong can diéu chinh liéu ¢ bénh nhén suy than tir nhe dén vira. Bénh nhan
suy thin mire d§ vira phai (d6 thanh thai creatinin < 60 ml/phit) dugc khuyén dung liéu khoi diu 5
mg.




hjctps://trungta mthuoc.com/

Suy gan tién trién: Chdng chi dinh.

O bénh nhan dang ding ciclosporin, dung liéu rosuvastatin 5 mg, ubng ngay 1 lan.

O bénh nhan dang dung thudc két hop atazanavir, atazanavir/ritonavir hodc lopinavir/ritonavir, dung
t6i da rosuvastatin 10 mg mdt lan/ngay.

O bénh nhan dang dung gemfibrozil, dung t6i da rosuvastatin 10 mg mot lan/ngay.

C6 thé udng thude cing hodc khong cing véi thirc an.

Nén c6 ché do an kiéng hop Iy trude va trong sudt qua trinh diéu tri.

Can phai theo d5i céc phan (mg c6 hai cta thudc, dac biét la cdc phan img c6 hai d6i véi hé co.
Glodia® 20 ¢6 dang bao ché vién nén tron bao phim, ham lugng rosuvastatin 20 mg khdng thich hop
cho liéu dung Smg/ngay.

7. Chéng chi dinh
Bénh nhan qué man vai bit k)‘! thanh phén nao cua thube.
Bénh nhan mac bénh gan tién trién ké ca ting transaminase huyét thanh kéo dai va khong ro nguyén
nhan, va khi nong do transaminase huyét thanh tang hon 3 14n giGi han trén ctia mic binh thuong
(ULN).
Bénh nhén suy thdn ning (d¢ thanh thai creatinin dudi 30 ml/phut).
Bénh nhén ¢6 bénh 1y vé co.
Bénh nhan dang ding ciclosporin.
Phu nir ¢6 thai va cho con bu, phu nir ¢6 thé ¢é thai ma khong dung céc bién phap tranh thai thich hop.
Dung quéa 10 mg rosuvastatin mot lénmgz‘ly v0i atazanavir, atazanavir + ritonavir, lopinavir + ritonavir.
Chong chi dinh liu diing 40 mg & nhitng bénh nhéan véi cac yéu t6 ¢6 khuynh hudéng din dén bénh co
hogc tiéu co van. Nhitng yéu t d6 bao gdm:

Suy thén vira (Cl < 60ml/min)

Suy giap.

Ban than hodc gia dinh c6 tién st bénh ri loan co bép di truyén.

Tirng bj dc tinh co véi cée thude (re chd men khir HMG-CoA khéc hodc céc fibrate.

Nghién ruou.

Tinh hudng ¢6 thé xdy ra sy gia ting nong do trong huyét twong.

Bénh nhan Chau A.

Dung dong thoi véi céc fibrate.
8. Cinh bdo va thén trong khi ding thuéc
Trude khi dung rosuvastatin, nén kiém so4t tinh trang tang cholesterol mau bing ché do an thich hop,
tap thé duc, giam can & bénh nhén béo phi va diéu tri nhitng bénh ly can ban khac.
Cén cén nhéc khi ding rosuvastatin déi véi nhirng bénh nhan c6 nhitng yéu t6 nguy co dan,dén ton
thuong co. Rosuvastatin co nguy co ;Day ra c4c phan (g c6 hai d6i v6i hé co nhu ted\ca, vig co, dac
biét ddi véi céc bénh nhan cé yéu t6 nguy co nhu bénh nhan trén 65 tudi, bénh nP; { bénh thiéu
ning tuyén giap khong duoc kidm soat, bénh nhén bi bénh than. Can theo doi chat che cac phan g
c6 hai trong qué trinh ding thude.
O nhitng bénh nhén ting cholesterol thir phét do thiéu niang tuyén giap hodc hdi ching thén hu, thi
nhitng hénh nay phai dugc diéu tri trude khi bit dau dung rosuvastatin.
Bit thufmg emzym gan c6 thé xay ra. Xét nghiém emzym gan can duoc thuc hién trude va & thoi didm
12 tuan sau khi bat diu liéu phdp tri bénh va sau khi tang liéu, sau d6 kiém tra dinh ky.
Can nhéc theo dbi creatin kinase (CK) trong truong hop:

e
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[+ Trude khi bat dau dicu tri bang statin, xét nghiém CK nén duoc tién hanh trong, nhiing truong ho*p

Suy giam chire ndng than, nhuge giap, tién sir ban than hodc tién sir gia dinh méic benh co di truyén,
tién str bi bénh co do sir dung statin hoic fibrat trudc do, tién str bénh gan va/hodc udng nhiéu ruou,
bénh nhan cao tudi (> 70 tudi) cé nhitng yéu té nguy co bi tiéu co van, kha ndng x4y ra trong tac thude
va mot s6 ddi trong bénh nhan dic biét. Trong nhirng truong hop nay nén céan nhic loi ich/nguy co va
theo ddi bénh nhén trén 1am sang khi diéu tri bang statin. Néu két qua xét nghiém CK > 5 lan gi6i han
trén cua mirc binh thudng, khong nén bat dau diéu tri bing statin.

+ Trong qua trinh diéu tri b‘fmg statin, bénh nhén can thong bao ngay khi ¢6 cc bidu hién vé co nhu
dau co, clmg co, yéu co ... Khi ¢6 cae biéu hién nay, bénh nhan cin lam xét nghiém CK dé ¢6 cac
bién phap can thiép phu hop.

Protein ni¢u va huyét niéu duoc nhén thiy & nhitng bénh nhan dung rosuvastatin liéu cao, dic biét &
lidu 40 mg. Nén giam liéu déi véi nhitng bénh nhén ¢6 tinh trang protem niéu va/hodc huyét niéu kéo
dai ma khéng rd nguyen nhén trong qua trinh thir nghiém nude tiéu thuong quy.

Tac dung trén hé noi tiét: Can than trong khi diing rosuvastatin chung véi cac thudc cé thé lam giam
ndng do hodc hoat tinh cuia cac hormon steroid nd1 sinh nhu ketoconazol, spironolacton, va cimetidin.
Nguy co bénh co va tiéu co van tang lén khi dung dong thdi rosuvastatin véi niacin lidu cao =1
g/ngay), dan xudt acid fibric (gemfibrozil va cac fibrat khac).

Viée st dung dong thoi cac thude ha lipid méu nhém statin véi cac thude diéu tri HIV cling nhu thude
diéu tri viém gan siéu vi C (HCV) ¢6 thé lam ting nguy co gy ton thuong co, dac biét la tiéu co van,
than hu dan dén suy thén va cé thé gay tr vong: khong dung qua 10 mg rosuvastatin mét lan/ngay véi
atazanavir, atazanavir + ritonavir, lopinavir + ritonavir.

Bénh nhan cén béo céo ngay cho bac s7 didu trj cac d4u hiéu hodc triéu chirng dau co, mét moi, sbt,
nudc tiéu sim mau, budn nén hodc non trong qué trinh str dung thude.

Tham khio y kién bac si trwéc khi ding trong cic truong hop sau: Suy than, nhuoc giap, tién si
ban than hodc gia dinh c6 bénh di truyén vé co, tién sir gdy doc tinh trén co do céc cht e ché men
HMG-CoA reductase khac hogc fibrat, nghién rugu va/hodc cé tién st bénh gan, trén 70 tudi, céc tinh
trang c6 thé géy ra ting ndng do thude trong huyét tuong, dung df’)rzg tho1 vai cac fibrat.

Lactose: Thudc nay chira lactose. Bénh nhén cé bénh di truyén hiém gap nhu khong dung nap
galactose, thiéu hut lactase Lapp hodc di ung glucose-galactose khong nén dung thudc nay.

9. Sir dung cho phu nir ¢6 thai va cho con bu

Rosuvastatin chéng chi dinh trén phy nir c6 thai va cho con bi. Phu nit ¢6 thé mang thai nén st dung
cac bién phap ngtra thai thich hop.

10. Anh hwéng cia thude 1én kha néing lai xe, vin hanh may méc \’“\3/

Khi lai xe hodc van hanh may nén luu ¥ ring chéng mit ¢6 thé xay ra trong thoi glan diéu tri

11. Twong tic, trong ky, ciia thube |

Twong tac chong chi dinh |

Khéng uong ruou khi diing rosuvastatin vi rugu c¢6 thé lam tang triglycerid va lam hai gan.

Nguy co ton thuong co téng, dac biét Ia tiéu co van khi dung dong thoi rosuvastatin véi niacin lidu
cao (> | g/ ngay), dan xuét acid fibric (gemfibrozil va céc fibrat khéc), colchicin.

Dung déng thoi iosuvabldllﬂ vdi ciclosporin, céc gia tri AUC clia rosuvastatin cao hon trung binh g gip

7 1an so v6i tri s§ nay 0 ngudi tinh nguyén khoé manh. Dung déng thoi rosuvastatin va ciclosporin
khéng anh huong dén nong do ciclosporin trong huyét tuong.

A
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Chéng chi dinh ding qua 10 mg rosuvastatin mot 1an/ ngdy vdi atazanavir, atazanavir + ritonavir,
lopinavir + ritonavir.

Twong tac than trong

- Viée sir dung dong thoi céae thude ha lipid mau nhém statin véi cac thude didu tri HIV cling nhu thude
diéu tri viém gan siéu vi C (HCV) ¢6 thé lam ting nguy co ghy ton thuong co, dic biét la tiéu co van,
thén hu din dén suy than va c6 thé gay tir vong: khong dung qua 10 mg rosuvastatin mét lan/ngay véi
. atazanawr atazanavir + ritonavir, lopinavir + ritonavir.

Nong do rosuvastatin trong huyét twong ting lén dang ké khi ding ddng thoi véi 1 ché phim két hop
2 chét irc ché protease lopinavir/ ritonavir hodc atazanavir/ritonavir.

Rosuvastatin 1am tang dang ké INR ¢ nhitng bénh nhan dang dung thudc chéng dong méu cumarin.
Cén than trong khi ding dong thoi thude chdng dong mau cumarin va rosuvastatin. O nhiing bénh
nhan dang ding dong thdi thube chéng déng mau coumarin va rosuvastatin, nén xac dinh INR trudc

khi bét dau diéu tri voi rosuvastatin va kiém soét thuong xuyén trong sudt giai doan diéu tri sém dé
dam bao ring khong cé su thay ddi INR déng ké nao xay ra.

Dung dong thoi rosuvastatin véi hdn dich thudc khang acid chira nhom va magnesi hydroxyd lam
giam khoang 50% ndng do rosuvastatin trong huyét tuong. Nén udng thude khéng acid cach 2 gi¢ sau
khi dung rosuvastatin.

12. Tac dung khong mong mudn ciia thude

Céc tac dung khong mong mudn dugc ghi nhan khi dung rosuvastatin thuong nhe va thoang qua.
Thudng gép, ADR>1/100

Tiéu héa: Tiéu chdy, tdo bén, diy hoi, dau bung va budn nén.

Thén kinh trung vong: Dau dau, chéng mit, nhin md, mat ngd, suy nhuoc.

Thén kinh — co va xuong: Dau co, dau khop.

Gan: Céc két qua thir nghiém chirc ning gan tang hon 3 1an gi6i han trén ciia binh thudng, nhung phin
16n 1a khong c6 tridu chirng va hdi phuc khi ngirng thuée.

it gap, 1/1000<ADR<1/100

Than kinh — co va xuong: Bénh co (két hop yéu co va ting ham luong creatin phosphokinase huyét
tuong (CPK).

Da: Ban da.

H6 hip: Viém miii, viém xoang, viém hong, ho.

Hiém gip, ADR< 1/1000

Than kinh trung uong: suy gidm nhan thirc (nhu méat tri nha, 1t lan)

Thén kinh- co va xuong: v1em co, tiéu co van, din dén suy than cip thi phat do myég.[\obl
Noi tiét: Tang HbA va ndng dé glucose huyét thanh lic déi. C6 thé ting nguy co p'hat rién dai thao
duong. '

Ngung sir dung va hoi kién bdc st néu: Pau co, mém co hay nhuoc co khong 1 nguyén nhan dic biét
trong trudng hop ¢6 kém theo sy khé chiu hay sét, ting creatin phosphokinase (CPK) rd rét.

Thong bao ngay cho bdc si hodc dugc si nhitng tdc dung cé hai gdp phdi khi sir dung thuoc.
Huong din cach xir tri tic dung khéng mong muén:

Cac thay ddi nong do enzym gan trong huyét thanh thudng xay ra & nhirng théang dau didu tri bing
statin. Ngudi bénh nao ¢6 ndng do transaminase huyét thanh cao phai theo doi xét nghtem chirc nang
gan lan thir hai dé xéc nhan két qua va theo ddi didu tri cho t6i khi cac bat thudng tré vé binh thuong.
Néu nong do transaminase huyét thanh AST hodc ALT (GOT hoac GPT) dai ding lén qué 3 lan gi6i
han trén ctia binh thudng, thi phai ngimg diéu trj bang statin.
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[ Phai khuyén ngudi bénh ding statin béo céo ngay bat ky biéu hién nao nhu dau co khong rd ly do,

nhay cam dau va yéu co, ddc biét néu kém theo khé chiu hodc sot. Phai ngung liéu phap statin néu
nong do CPK ting rd rét, cao hon 10 lan gidi han trén ctia binh thudng va néu chin doan hoic nghi
ngo la bénh co.

13. Qua li¢u va cdch xir tri

Qud liéu: Khong c6 dit lieu vé sir dung thude qué lidu, khong ding qué liéu chi dinh cua thube.

Cach xir tri: Khéng cé phuong phap didu tri déc hi¢u khi dung thude qua lidu. Néu c6 qué liéu xay ra
thi diéu tri triéu chimg va 4p dung céc bién phap hd tro 1a chu yéu. Nén theo di chic ning gan va
nong dj creatinin kinase. Viéc thAm phén méu c6 thé khong ¢6 loi.

14. Dic tinh dwgc lwe hoe

Nhém dwge 1y: Thude e ché HMG-CoA reductase.

Ma ATC: C10A AO07

Co ché tic djng:

Rosuvastatin la mét chit tre ché chon lge va canh tranh men HMG-CoA reductase, la men xuc tac qua
trinh chuyén d6i 3-hydroxy-3- -methylglutaryl coenzym A thanh mevalonat, mdt tién chét cua
cholesterol. Vi tri tac dong chinh cta rosuvastatin la gan, co quan dich lam giam cholesterol.
Rosuvastatin lam tang s6 luong thu thé LDL trén bé mit té bao & gan, do véy lam ting hép thu va di
héa LDL va (rc ché su téng hop VLDL & gan, vi vy lam giam cac thanh phan VLDL va LDL.

Duge lire hoc:

Rosuvastatin lam giam nong do LDL- cholesterol, cholesterol toan phan va triglycerid: lam tang HDL-
cholesterol. Thude ciing 1am giam ApoB, nonHDL-C, VLDL-C, VLDL-TG va lam ting ApoA-L.
Rosuvastatin ciing lam giam cdc ty 16 LDL-C/HDL-C, C toan phan/HDL-C, nonHDL-C/HDL-C va
ApoB/ApoA-L

Chong xo vira dong mach: 1am cham qua trinh tién trién va/ hodc 1am thodi lui xo vira ddng mach vanh
va’hodc dong mach canh.

Giam huyét ap: statin 1am giam huyét &p & ngudi tang huyét ap va tang cholesterol tuyén tién phat.
Tac dung chéng viém & ngudi tang cholesterol huyét, kém hoic khéng kém bénh dong mach vanh.
Tac dung 1én xwong: statin ¢6 thé lam ting mat d xwong.

Hi¢u luc cua rosuvastatin: 10 mg rosuvastatin lam giam LDL-cholesterol tuong duong vai 20 mg hoac
40 mg atorvastatin, hodc tuong duong voi 40 mg pravastatin, hodc 40 mg simvastatin.

15. Diac tinh dwgc dong hoc

Rosuvastatin duge hap thu khong hoan toan & duong tiéu hoa, voi sinh kha dung WNong
d6 dinh tr ong huyel twong dat dugc khoang 5 gi¢ sau khi udng. Rosuvastatin phéan P g rdl 0 gan
1a noi chu yéu tong hop cholesterol va thanh thai LDL-C. Thé tich phan bé cua rosuvastatin khoang
134 L. Khoang 90% rosuvastatin két ho*p v6i protein huyét tvong, chi yéu 1a véi albumin. Rosuvastatin
it bi chuyén héa (khoang 10%), chu yéu boi chit dong enzym cytochrom P450 2C9. Thoi gian ban
thai trong huyét twong khoang 19 gio.

Khodng 90% ctia mt liéu udng rosuvastatin dugc thai trir qua phdn (bao gdm hoat chét duge hip thu
va khong dugc hap thu) va phan con lai duoc bai tiét ra nuée tiéu. Khoang 5% cia mét liéu dung dugc
bai tiét ra nuée tiéu dudi dang khong doi.

Céc nhém bénh nhan dic biét:

Tudi tdc va gidi tinh: Khoéng c6 tac dong vé& mit 14m sang clia tudi tac hodc gidi tinh trén dugc dong
hoc cua rosuvastatin.

L
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Chung toc: Cac nghlen ctru duoc dong hoc cho thdy AUC va Cax tdng khoang gap 2 lan & ngum chéau
A sbng & chau A so véi ngudi da tring sdng & chau Au. Anh huodng ciia cac yéu t6 di tmyen va moi
trudng doi véi sy thay doi nay chua xdc dinh duge. Mot phan tich dugc dong hoc theo quan thé dan
cu cho thdy khong c¢6 su khac biét ¢6 ¥ nghia 1am siang vé dugc dong hoc & céc nhém ngudi da tring
va ngudi da den.

Suy than: Trong nghién clru trén nguoi suy than & nhidu muc do khac nhau cho thdy rang bénh than
tir nhe dén vira khong 4nh hudng dén ndng do rosuvastatin hoic chit chuyén héa N-desmethyl tmng
| huyét twong. Bénh nhéan suy than nang (d6 thanh thai creatinine huyét tuong < 30 ml/phut) co nong
| d6 thude trong huyét tuong ting cao gép 3 1an va ndng do chat chuyén hoa N-desmethyl ting cao gip
| 9 lan so véi nguoi tinh nguyén khoé manh. Nong do cua rosuvastatin trong huyet tuong & trang thai
on dinh & nhitng bénh nhan dang thdm phan mau cao hon khoang 50% so véi nguoi tinh nguyén khoe
manh.

Suy gan: Trong mét nghién ciru trén nhitng nguoi suy gan & nhiéu mirc d6 khac nhau, khong cé bang
ching vé ting mirc do phoi nhiém véi rosuvastatin & nhitng bénh nhan c6 diém s6 Child-Pugh < 7.
Tuy nhién, 2 bénh nhan v6i diém sé Child-Pugh 12 8 va 9 ¢6 mic do phoi nhiém toan than dbi véi
rosuvastatin ting lén t6i thiéu gdp 2 1an so véi ngudi ¢é diém s6 Child-Pugh thap hon. Khéng ¢é kinh
nghiém & nhiing bénh nhan véi diém s Child-Pugh > 9.

16. Quy cach dong goi

Hop 3/ 10/ 20 vi, vi 10 vién nén bao phim;

Hop 2 vi, vi 14 vién nén bao phim.

17. Piéu kién bio quan: Pé noi khé rio, tranh 4nh sang, nhiét d¢ khéng qua 30°C.
18. Han dung: 24 thang ké tir ngay san xuét.

19. Tiéu chuiin chit lwrgng ciia thude: Tiéu chudn co so.

20. Tén, dia chi ciia co sé san xuét

CONG TY TNHH DUQC PHAM GLOMED

Dia chi: S6 35 Pai Lo Tu Do, KCN Viét Nam — Singapore, phudng An Phu, thi xaFhuin An, tinh
Binh Duong.

DT: 0274.3768823 Fax: 0274.3769095

TUQ.CUC TRUGNG
pTRUGNG PHONG
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