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1. Nhén tryc ti€p trén don vi déng géi nhé nh4t:
a). Nhidn vi 14 vién nén bao phim.
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2. Nhén trung gian

a). Nhian hdp 2 vi x 14 vién nén bao phim.

RX THUAGC BAN THEQ DON

DOROSU R"20 mg

Rosuvastatin calci tuong duong Rosuvastatin 20 mg

GMP-WHO
2 vix 14 vién nén bao phim

DOMESCO

CHI BINH, LIEU LUONG & CACH DUNG, CHONG CHi PINH,
TUONG TAC THUGC, TAC DUNG KHONG MONG MUGN VA
CAC THONG TIN KHAC: Xem trong 1 huéng din st dung kém

CONG TY ¢O PHAN XUAT NHAP KHAU Y TE DOMESCO |
86, Quéc 16 30, P. My Phu, TP. Cao Lanh, B8ng Thép

h
THANH PHAN: M&i vién nén bao phim chua:
- Rosuvastatin calci tuogng duong Rosuvastatin .................. 20 mg
LI T L vija dil
BAO QUAN: Noi khd, dudi 30 °C, tranh 4nh séng. theo.
SBK: S TIEUCHUAN AP DUNG: TCCS
PE XA TAM TAY TRE EM
BOC KY HUGNG DAN SU DYNG TRUGC KHI DUNG
_— ]

(Pat ching nhan ISO 9001: 2008 & ISONEC 17025: 2005)
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RX PRESCRIPTION ONLY
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DOROSU R®20 mg

Rosuvastatin calcium equivalent to Rosuvastatin 20 mg My
<> ]

GMP-WHO
2 biisters x 14 film-coated tablets

Z

056158E°290
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COMPOSITION: Each film-coated tablet contains:
- Rosuvastatin calcium equivalent to Rosuvastatin .. ..20mg
= EXCIDIBIN . o mmeiamot v n a4 ==k con-npynSel T
STORAGE: Storeinadry placa balow 30 ‘C, protectfrurr light,

REG.No:..........ccceoe..  MANUFACTURER'S SPECIFICATION

KEEP QUT OF REACH OF CHILDREN
READ CAREFULLY THE PACKAGE INSERT BEFORE USE

DOMESCO

INDICATIONS, DOSAGE AND ADMINISTRATION,
CONTRAINDICATIONS, INTERACTIONS, SIDE EFFECTS
AND OTHER INFORMATIONS: Read the package insert

DOMESCO MEDICAL IMPORT EXPORT JOINT - STOCK CORP.
66, National road 30, My Phu Ward, Cao Lanh City, Dong Thap Province
(Achieved IS0 9001: 2008 & ISO/IEC 17025 2005 certifications)

TP. Cao Lanh ngdy 25 thing 05 nam 2015
TONG GIAM Bﬁc r’

Tran Thanh Phong
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TO HUONG DAN SU DUNG THUOC

Rx r
Thuéc badn theo don

DOROSUR® 20 mg

THANH PHAN: M&i vién nén bao phim chira
- Rosuvastatin calci tuong AUong RoOSUVASIALIN «..c.xiivmsmimmmunsmssssinmemnsasmsmsiss st suans 20 mg
- Ta dugc: Lactose, Avicel PH 101, Calci hydrogen phosphat dihydrat, Crospovidon CL, Magnesi
stearat, Colloidal silicon dioxid A200, Hydroxypropyl methylcellulose 15¢P, Hydroxypropyl
methylcellulose 6¢P, Polyethylen glycol 6000, Talc, Titan dioxyd, Mau red iron oxid.
DANG BAO CHE: Vién nén bao phim.
QUY CACH PONG GOI:
Hop 2 vi x 14 vién. [j/\
CHI PINH:
- Tang cholesterol mau nguyen phat (loai ITa ké ca tang cholesterol méu di truyén gia dmh kiéu di
hop tir) hodc rdi loan lipid mau hén hop (loai 1Ib): La mét ligu phap hd trg cho ché d6 an kleng
N— khi bénh nhan khong dap tng ddy du voi ché d6 3n kiéng va céc liéu phap khong ding thube
khac (nhu tap thé duc, glém can).
- Tang cholesterol méu gia dinh kiéu ddng hop tir: Ding hd trg cho ché do an kiéng va cac bién
phap diéu tri giam lipid khac (nhu ly trich LDL mau) hoic khi cac liéu phap nay khong thich hop.
LIEU LUQNG VA CACH DUNG: Ding udng
- Rosuvastatin c6 thé dung trong hoic ngoai bira an.
- Truéc khi bat dau diéu tri bénh nhan phai theo ché do n kiéng chuén gidm cholesterol va tiép
tuc duy tri ché do nay trong thoi gian di€u tri.
- Lidu khéi dau khuyen cao 1a 10 mg, uong ngay 1 lan va phan 16m bénh nhan duge kiém soat
ngay & lidu khoi ddu. Vige lwa chon liéu khéi ddu tiy thugc vao mirc cho!esrerol trong huyet
tuong, nguy co tim mach, kha ndng xdy ra cdc tic dung khong mong muén. Néu can co thé
tang lidu 1én 20 mg sau 4 tudn. Viéc tang lleu 1én 40 mg chi nén str dung cho cac bénh nhén ting
cholesterol mau nang ¢6 nguy co cao vé bénh tim mach (dac blet la cac bénh nhan tang
cholesterol mau gia dinh) ma khong dat dugc muc tiéu diéu tri & liéu thap hon va phéi dwgc theo
doi chdt ché.
- Tré em: Tinh an toan va hiéu qua & tré em chua dugc thiét 1ap. Kinh nghiém vé viéc dung thudc
\/ & tré em chi gi6i han trén mét nhém nho tré em (= 8 tudi) bi ting cholesterol mau gla dinh kiéu
ddng hop tir. Vi thé rosuvastatin khong duoc khuyén cao dung cho tré em trong thoi gian nay.
- Ngwa‘; cao tudi, ngwoi chiu A, bénh nhan ¢o cdc yeu to cd kha nang gdy bénh co: Liéu khéi
diu 5mg/lin/ngay va chi ting lén 20 mg néu thdy cin thiét sau 4 tuan. Chong chi dinh ¢ liéu
40 mg.
- Bénh nhén suy thdn voi d‘p thanh thai creatinin 30-60 ml/phit dwoc khuyén ding liéu khoi
diu 5 mg, liéu toi da 20 mg/ldn/ngay, chong chi dinh néu dp thanh thai creatinin < 30 ml/phut.
- Sur dung dong thoi rosuvastatin vdi ciclosporin hogc gemfibrozil: Liéu tbi da lan lwot la 5 mg,
10 mg/fan/ngay
- Sir dung d6ng thoi rosuvastatin véi cac chét \rc ché protease cta thudc diéu tri HIV va viém gan
siéu vi C (HCV) nhu atazanavn', atazanavir + ritonavir; lopinavir + ritonavir, khuyén céo ké don
v6i gi6i han liéu rosuvastatin t6i da 10 mg x 1 lan/ngay.
- Theo nghién ctru duqc déng hoc tai My trén nguoi Chéu A, kha nang hip thu rosuvastatin &
ngudi Chiu A  tang gip 2 14n so v&i nguoi da tring, nén can nhic khi gia ting liéu.
CHONG CHI PINH:

- Qua min cim voi bét ky thanh phan nao cua thude.
- Bénh nhan mic bf;nh gan phat trién ké ca tang transaminase huyet thanh kéo dai va khong co
nguyén nhén va khi ndng d9 transaminase huyét thanh ting hon 3 14n giéi han trén cia mirc binh
thuong (ULN).
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- B¢nh nhén suy than ning (d$ thanh thai creatinin < 30 ml/phut).

- Bénh nhén c6 bénh ly vé co.

- Bénh nhén dang dung cyclosporin. ]

- Phu nir ¢6 thai va cho con bu, phu nif cé thé c6 thai ma khong dung cac bién phap tranh thai
thich hgp.

THAN TRONG KHI SU DUNG:

- Anh huong trén thén: Protein ni¢u da dugc ghi nhdn ¢ nhimg bénh nhan didu tri béng
rosuvastatin liéu cao (40 mg), phén 16n tinh trang nay thoang qua hozc thinh thoang xay ra. Cén
danh gia chirc nang than trong thdi gian theo ddi cac bénh nhan da dugc diéu tri liéu 40 mg.

- Anh huéng trén co xuong: Cac tac dong trén co xwong nhu dau co va bénh co khéng ¢6 bién
chimg va rat hiém truong hop tiéu co van ma d6i khi c6 lién quan dén su tén thuong chirc ning
than da duoc ghi nhin & nhitng bénh nhan dugc diéu tri béng rosuvastatin.

+ Do nf)ng do creatin kinase (CK): Khong nén do nf‘mg d6 CK sau khi vén dong géng stc hogdc
khi c6 su hién dién cia mdt nguyén nhan nao do6 cé thé lam ting CK vi diéu nay c6 thé lam sai
léch két qua. Néu ndng d6 CK ting cao déng ké trude khi didu tri (>5xULN) thi nén thuc hién
mot xét nghiém dé xac dinh lai trong vong 5 — 7 ngay.

+ Cén nhac theo ddi creatin kinase (CK) trong trudong hop:

Trude khi diéu tri, xét nglugm CK nén dugc llen hanh trong nhitng truémg hop: Suy giam
chirc ning thén, nhugc giap, tién sir ban than hodc tlen sir gia dinh méc bénh co di truyen tién sir
bi bénh co do sir dung statin hogc ﬁbrat truge do, tién sir bénh gan va/hoic ubng nhiéu rnrou, bénh
nhén cao tucn (> 70 tudi) c6 nhimg yéu tb nguy co bi tiéu co van, kha néng xay ra tuong tac thudc
va mdt s6 dbi twrong bénh nhan dic biét. Trong nhimg truong hop nay nén cén nhéc loi ich/nguy
co va theo ddi bénh nhén trén 1am sang khi diéu tri béng statin. Néu két qua xét nghiém CK > 5
14n gi6i han trén cua muc binh thudng, khong nén bit d4u diéu tri bing statin.

Trong qua trinh diéu tri bﬁng statin, bénh nhén cin thong bao khl ¢6 cac biéu hién vé co nhu :

dau co, cimg co, yéu co ... Khi ¢é céc biéu hién nay, bénh nhan cin lam xét nghiém CK dé c¢6
cac bién phép can thiép phu hop.

+ Khoéng nén dung rosuvastatin cho bénh nhén c6 tinh trang nghiém trong cap tinh, nghi ngd do
bénh co hodic c6 thé din dén suy than th phat do ti€u co van (nhu nhiém khuén huyét, tut huyét
4p, dai phiu, chén thuong, rdi loan dién giai, ndi tiét va chuyen hoa nang, hoac co giat khong
kiém soat dugc).

- Anh hucmg trén gan: Can thén trong khi dung rosuvastatin & b¢nh nhén nghié¢n rugu nang
va/hodc c6 tién sir bénh gan. Khuyén céo lam xét nghiém enzym gan trude khi bat dau diéu tri
bang statin va trong truomg hop chi dinh 1am sang yéu cAu xét ngh1¢m sau do.

- O nhimg bénh nhan ting cholesterol huyet thir phat do thidu nang tuyén giap hoac hoi chimg
than hur phai duge dleu trj trude khi bét dau ding rosuvastatin.

- Tang nguy co gay ton thuong co khi sir dung dbng thoi véi cac thube gemfibrozil, cac thudc ha
cholesterol méu nhom fibrat khac, niacin liéu cao ( > 1 g/ngay), colchicin, cac chét \rc ché men
protease cua HIV va vién gan siéu vi C (HCV), cyclosporin, thudc khang ndm nhoém azol, khang
sinh nhém macrolid.

PHU NU’ CO THAI VA CHO CON BU: /Zﬂ'
Khéng dung cho phu nir ¢6 thai va cho con bu. e
ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Thén trong khi lai xe va van hanh may méc vi chong mat c6 thé xay ra trong thoi gian diéu tri.
TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC:

- Cyclosporin: Dung dong thoi rosuvastatin véi cyclosporin, cdc gia tri AUC cua rosuvastatin cao
hon trung binh gap 7 14n so véi tri s6 ndy & ngudi tinh nguyén khoée manh. Khong anh hudng dén
ndng do cyclosponn trong huyét tuong.

- Céc chat d6i khang vitamin K: Khi b4t dau didu tri hoac tang lidu rosuvastatin & b¢nh nhén didu
trj ddng thoi véi cac chét dbi khang vitamin K (nhu warfarin) c¢6 thé lam ting tri s6 INR. Ngung
dung hoac giam lidu rosuvastatin c6 thé lam giam INR. Trong nhimg trudéng hop nay, nén theo
doi tri sb INR.

- Thubc khang acid: Dung ddng thdi véi hdn dich thude khang acid chira nhém va magnesi
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hydroxyd lam giam khoang 50% nong dd rosuvastatin trong huyét twong. Khi udng thude khang
amd cach 2 gid sau khi dung rosuvastatin thi ndng d6 ctia nd trong huyét tuong sé giam it hon.
Méi tuong quan vé mit 14m sang cia tuong tac nay chua rd.

- Erythromycin: Do erythromycin c6 thé lam tang nhu dong rut. Vi vdy, khi dung dong thoi
rosuvastatin véi erythromycin lam giam 20% AUC (0 - t) va 30% Cmax cua rosuvastatin.

- Ding ddng thoi rosuvastatin voi thude vién uong ngira thai lam tdng 26% AUC cua ethinyl
estradiol va 34% AUC cua norgestrel. Nén luwu y dén mirc ting nbng do6 cac chét nay trong huyét
tuong khi chon thube uong ngua thai.

- Men cytochrom Paso: K&t qua tir thir nghiém in vitro va in vivo chimg to ring rosuvastatin khong
phai 1a chat e ché hodc cam (mg men cytochrom P4s0. Hon nira, rosuvastatin la chét nén yéu cho
céc isoenzym ndy. Dung ddng thoi itraconazol (chét trc ché CYP3A4) va rosuvastatin lam tang
28% AUC cua rosuvastatin. Sy tang nay khong duoc xem la c6 y nghia vé mit 14m sang. Vi vy,
khdng c6 tuong tac thudc do sy chuyen héa qua trung gian cytochrom Pis.

- Tang nguy co tén thuong co khi sir dung statin dong thoi voi cac thude sau gemfibrozil, cac
thudc ha cholesterol mau nhém fibrat khéc, macm liéu cao (> 1 g/ngay), colchicin.

- Su clung ddng thoi rosuvastatin véi céc chat trc ché protease cia thude diéu tri HIV va viém gan
siéuvi C (HCV) nhur atazanavir; atazanavir + ritonavir; lopinavir + ritonavir, c¢6 thé lam tang
nguy co gay tén thuong co, nghiém trong nhét 1a tidu co van, than hu din dén suy thdn va c6 thé
gdy tir vong. Gidi han lidu rosuvastatin khi phéi hop véi céc thube nay 10 mg x 1 lan/ngay.

TAC DUNG KHONG MONG MUON (ADR): /(ff”
Céc phén {mg ngoai y dugc ghi nhin khi dung rosuvastatin thuong nhe va thoang qua. y
- Thucmg gap: Nhuc du, chong mat, nhin m&, mat ngi, suy nhuge. Tiéu chdy, tio bén, budn
ndn, dau bung, ddy hoi. Pau co, dau khép. Céc két qua thir nghiém chirc nang gan tang hon 3 lan
gi6i han trén cua binh thuong (¢ 2% ngudi bénh), nhung phdn 16n 1a khéng c6 triéu chimg va hoi
phuc khi ngimg thuoc

- it gap: Bénh co (ket ho'p yéu co va ting ham leong creatin kinase huyét tuong. Ngira, phat ban,
may day Viém miii, viém xoang, viém hong, ho.

- Hlem gip: Cac phan img qua man ké c4 phii mach, viém tuy. Viém co, tiéu co van, din dén suy
thén cép thir phat do myoglobm niéu.

- Téc dung khéc: Suy giam nhén thitc (nhu mét tri nhd, la 14n...), ting dudng huyet tang HbAlc.
Théng bao cho Béc si nhimng tac dung khong mong mudn gap phai khi sir dung thude.

Huéng din céch xir tri ADR:

Céc thay ddi ndng do enzym gan trong huyet thanh thuong xay ra & nhimg thang dau diéu tri
bing rosuvastatin. Nguén bénh nao c6 ndng do transaminase huyét thanh cao phai theo ddi xét
nghi¢m chirc ndng gan lan thi hai dé x4c nhan két qua va theo doi diéu tr cho t6i khi céc bat
thuomg tré vé binh thuong, Néu ndng do transaminase huyét thanh AST hodc ALT (GOT hodc
GPT) dai ding 1én qua 3 lan gi6i han trén cia binh thudng, thi phai ngimg diéu tri bing
rosuvastatin. Phai khuyén ngudi bénh dung rosuvastatin béo céo ngay bat ky biéu hién nao nhu
dau co khong rd 1y do, nhay cém dau va yéu co, dic biét néu kém theo khé chiu hodc sot. Phai
ngimng dung rosuvastatin néu ndng d6 CK ting rd rét, cao hon 10 lin giéi han trén cua binh
thuong va néu chén doan hodic nghi ngd la bénh co.

QUA LIEU VA CACH XU TRi:

Khong co phuong phép diéu trj dac hi¢u khi ding thudc qué lleu Khi qua liéu, bénh nhan nén
duge diéu tri tridéu chimg va ap dung céc bién phidp hd trg khi cén thiét. Nén theo ddi chirc nang
gan va ndng dd CK. Viéc thim phan m4u c6 thé khong c6 loi.

DUQC LUC HQC:

- Rosuvastatin 12 mot chit trc ché chon loc va canh tranh trén men HMG — CoA reductase, 12 men
xtic tac qua trinh chuyén ddi 3-hydroxy-3-methylglutaryl coenzym A thanh mevalonat, mét tién
chét cta cholesterol. Vi tri tic dong chinh cua rosuvastatin la gan, co quan dich lam giam
cholesterol.

- Rosuvastatin lam ting so lugng thy thé LDL trén bé mat t& bao & gan, do vy lam tang hap thu
va di héa LDL va trc ché s tdng hop VLDL & gan, vi vdy lam giam céc thanh phin VLDL va
LDL.
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- Rosuvastatin 1am giam ndng d6 LDL-cholesterol, cholesterol toan phan va triglycerid va lam
taing HDL-cholesterol. Thudc ciing 1am giam ApoB, non HDL-C, VLDL-C, VLDL-TG va lam
tang ApoA-I. Rosuvastatin ciing lam giam cac ty 1é LDL-C/HDL-C, C toan phin/HDL-C, non
HDL-C/HDL-C va ApoB/ApoA-I.

- Hiéu qua tri li¢u dat dugc trong vong 1 tuin sau khi bét dau diéu trj va 90% bénh nhén dat dugc
dap tmg tdi uu trong 2 tudn. Pap img t6i wu thuong dat duge vao khoang 4 tuan va dugc duy tri
sau do.

DUQC PONG HOQC:

- Hap thu: Nong d6 dinh trong huyét twong cia rosuvastatin dat dugc khoang 5 gios sau khi udng,
d6 sinh kha dung tuyét dbi khoang 20%.

- Phéan bd: Rosuvastatin phan bd rong rdi & gan 12 noi chu yéu tdng hop cholesterol va thanh thai
LDL-C. Thé tich phan b ciia rosuvastatin khoang 134 lit. Khoang 90% rosuvastatin két hop véi
protein huyet tuong chu yéu 1a albumin.

- Chuyén hoa: Rosuvastatin it bi chuyén hoa (khoang 10%). Céc nghién ctu in vitro ve chuyén
héa ¢ sir dung cac té bao gan cua nguoi Xac dmh rﬁng rosuvastatin 12 mot chit nén yeu cho su
chuyen hoa qua cytochrom P4so. CYP2C9 1a chét dong enzym chinh tham gia vao qua trinh
chuyén hoa 2C19, 3A4 va 2D6 tham gia & mirc d¢ thap hon. Chat chuyén héa chinh dugc xac
dinh 1a N-desmethyl va lacton. Chét chuyén héa N-desmethyl ¢ hoat tinh yéu hon khoang 50%
~— S0 v&i rosuvastatin, trong khi dang lacton khéng c6 hoat tinh vé mit 14m sang. Rosuvastatin
chiém hon 90% hoat tinh tic ché HMG — CoA reductase trong tuan hoan.

- Dao thai: Khoang 90% lidu dung dugc thai trir & dang khong d01 qua phén (bao gbm hoat chét
dugc hap thu va khong dugc hép thu) va phﬁn con lai duge bai tiét ra nudce tiéu. Khoang 5% dugc
bai tiét ra nude tidu dusi dang khong ddi. Thoi gian ban thai trong huyét tuong khoang 19 gio.
Thoi gian ban thai khong téng khi dung liéu cao hon. P thanh thai trong huyet tuong trung binh
khoang 50 lit/gir (hé so bién thién 1a 21,7%). Glong nhu céc chit tc ché men HMG — CoA
reductase khéac, su dao thai rosuvastatin ra khéi gan c6 lién quan dén chét van chuyén qua mang
OATP-C. Chét van chuyén nay quan trong trong viéc dao thai rosuvastatin khoi gan.

- Tinh tuyén tinh: Mirc d tiép xtic ctia rosuvastatin tinh theo ndng d¢ va thoi gian tang ti 1& véi
lidu dung. Khong c6 su thay ddi nao vé céc thong s6 dugc dong hoc sau nhiéu liéu ding hang
ngay.

BAO QUAN: Noi kho, dudi 30°C, tranh anh séng. 7/

HAN DUNG: 36 thang ké tir ngay san xuat. /(

THUOC NAY CHi DUNG THEO PON CUA BAC SI

POC KY HUONG DAN SU DUNG TRUGC KHI DUNG

NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI.

i PE XA TAM TAY TRE EM.
NHA SAN XUAT VA PHAN PHOI
CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO
Dia chi: S6 66, Quédc 16 30, Phuong My Phu, TP. Cao Lanh, Pong T
s Bién thoai: 067. 3851950 3
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