RX THUOC BAN THEO BPON

DOROSU R® 10 mg

THANH PHAN: Mai vién nén bao phim chira
- Rosuvastatin (dudi dang Rosuvastatin calCi) ..........ccoovvvvreienenns 10 mg

- Ta dugc: Lactose, Avicel, Dicalci phosphat, Povidon, Crospovidon, Magnesi stearat,
Hydroxypropylmethyl cellulose 15cP, Hydroxypropylmethyl cellulose 6¢P, Polyethylen glycol 6000,
Talc, Titan dioxyd, Mau Tartrazin lake, Mau Sicovit red.

DANG BAO CHE: Vién nén bao phim.
QUI CACH PONG GOI: Hop 2 vi x 14 vién.
CHI BINH:

- Tang cholesterol mau nguyén phat (loai lla ké ca ting cholesterol mau di truyén gia dinh kiéu di hop tu)
hozc réi loan lipid mau hdn hop (loai 11b): La mot liéu phap hd trg cho ché do an kiéng khi bénh nhan
khong dap tmg day du véi ché do an kiéng va cac liéu phap khdng dung thude khac (nhu tap thé duc,
giam can).

- Tang cholesterol mau gia dinh kiéu dong hop tir: Dung hd trg cho ché do an kiéng va cac bién phap diéu
tri giam lipid khac (nhu ly trich LDL mau) hoac khi cac liéu phap nay khong thich hop.

LIEU LUQONG VA CACH DUNG: Duing udng.
- Rosuvastatin c6 thé dung trong hoic ngoai bira in.

- Truéc khi bat ddu diéu tri bénh nhan phai theo ché do an kiéng chuan giam cholesterol va tiép tuc duy
tri ché d6 nay trong thoi gian diéu tri.

- Liéu khoi dau khuyén cdo 1a 10 mg, udng ngay 1 lan va phan 16n bénh nhan duoc kiém soat ngay & lidu
khai dau. Néu can co thé tang liéu 1&n 20 mg sau 4 tuan. Viéc tang lidu 1én 40 mg chi nén st dung cho cac
bénh nhan ting cholesterol mau ning c6 nguy co cao vé bénh tim mach (dac biét I cac bénh nhén ting
cholesterol mau gia dinh) ma khong dat dugc muc tiéu diéu tri ¢ liéu 20 mg.

- Lién quan giira liéu duing cuiia rosuvastatin va ching teo co van can luu y: T4t ca cac bénh nhan bat dau
v6i lidu 10 mg/lan/ngay va chi ting 1én 20 mg néu thiy can thiét sau 4 tuan. Can theo ddi chat ché ddi voi
nhitng truong hop dung liéu 40 mg.

- Sir dung dong thoi rosuvastatin véi cac chit wc ché protease cua thude didu tri HIV va viém gan siéu vi
C (HCV) nhu atazanavir; atazanavir + ritonavir; lopinavir + ritonavir, khuyén céo ké don véi gigi han liéu
rosuvastatin t6i da 10 mg x 1 lan/ngay.



- Tré em: Tinh an toan va hiéu qua & tré em chua duoc thiét 1ap. Kinh nghiém vé viéc dung thuéc & tré em
chi gigi han trén mot nhom nho tré em (> 8 tudi) bi ting cholesterol mau gia dinh kiéu dong hop tir. Vi
thé rosuvastatin khong duoc khuyén céo ding cho tré em trong thoi gian nay.

- Theo nghién ciru duge dong hoc tai My trén ngudi Chau A, kha nang hap thu rosuvastatin ¢ ngudi Chau
A tang gap 2 1an so voi nguoi da tring, do d6 nén can nhic lidu khoi diém 5 mg ddi voi nguoi Chau A.

CHONG CHI PINH:
- Qua man cam véi bat ky thanh phan nao cua thudc.

- Bénh nhan méc bénh gan phat trién ké ca ting transaminase huyét thanh kéo dai va khéng co nguyén
nhan va khi nong d6 transaminase huyét thanh tang hon 3 1an giéi han trén ctia mirc binh thuong (ULN).

- Bénh nhén suy than nang (d6 thanh thai creatinin < 30 ml/phut).

- Bénh nhan c6 bénh Iy vé co.

- Bénh nhéan dang dung cyclosporin.

- Phu nir c6 thai va cho con bd, phu nit ¢d thé c6 thai ma khong dung cac bién phép tranh thai thich hop.
THAN TRONG KHI SU DUNG:

- Anh huong trén than: Protein niéu da duoc ghi nhan ¢ nhirng bénh nhén diéu trj bang rosuvastatin liéu
cao (40 mg), phan 16n tinh trang nay thoang qua hoic thinh thoang xay ra. Can d4nh gia chirc nang than
trong thoi gian theo ddi cac bénh nhan da duoc diéu tri lidu 40 mg.

- Anh hudng trén co xuong: Cac tac dong trén co xuong nhu dau co va bénh co khong c6 bién ching va
rat hiém truong hop tiéu co van ma déi khi ¢ lién quan dén sy tén thuong chirc ning than di duoc ghi
nhan & nhitng bénh nhan dugc diéu tri bang rosuvastatin.

+ Po ndng do creatin kinase (CK): Khong nén do ndng d6 CK sau khi van dong giang sic hoic khi ¢6 su
hién dién cua mot nguyén nhan nao dé co thé 1am ting CK vi diéu nay c6 thé 1am sai léch két qua. Néu
nong d6 CK ting cao dang ké trude khi diéu tri (>5xULN) thi nén thyuc hién mot xét nghiém dé xac dinh
lai trong vong 5 — 7 ngay.

+ Can nhic theo ddi creatin kinase (CK) trong trudng hop:

Trude khi diéu tri, xét nghiém CK nén duoc tién hanh trong nhitng truong hop: Suy giam chiic ning
than, nhugc giap, tién st ban than hoac tién st gia dinh mac bénh co di truyén, tién sir bi bénh co do sir
dung statin hozc fibrat trude do, tién st bénh gan va/hoic udng nhiéu ruou, bénh nhan cao tudi (> 70 tudi)
c6 nhiing yéu t6 nguy co bi tiéu co van, kha ning xay ra tuong tac thudc va mot sé ddi twong bénh nhan
dic biét. Trong nhimg truong hop ndy nén can nhic loi ich/nguy co va theo ddi bénh nhan trén 1am sang
khi diéu tri bang statin. Néu két qua xét nghiém CK > 5 lan giéi han trén caa muc binh thuong, khong nén
bat dau diéu tri bang statin.



Trong qua trinh diéu tri bang statin, bénh nhan can théng bao khi cé cac biéu hién vé co nhu dau co,
cling co, yéu co ... Khi c6 cac biéu hién nay, bénh nhan can lam xét nghiém CK dé c6 céc bién phép can
thiép phu hop.

+ Khong nén dung rosuvastatin cho bénh nhan ¢ tinh trang nghiém trong cap tinh, nghi ngo do bénh co
hoac c6 thé din dén suy than thir phat do tiéu co van (nhu nhiém khuan huyét, tut huyét ap, dai phau,
chan thuong, rdi loan dién giai, noi tiét va chuyén héa nang hoic co giat khdng kiém soat duoc).

- Anh huong trén gan: Can than trong khi ding rosuvastatin & bénh nhan nghién ruou niang va/hoic co
tién sir bénh gan. Khuyén céo lam xét nghiém enzym gan trudc khi bat dau diéu tri bang statin va trong
truong hop chi dinh 1am sang yéu cau xét nghiém sau do.

- O nhitng bénh nhén tang cholesterol huyét thir phét do thiéu niang tuyén giap hozc hoi ching than hur
phai duoc diéu tri trudc khi bit dau dung rosuvastatin.

- Tang nguy co gy ton thuong co khi str dung dong thoi véi cac thude gemfibrozil, cac thudc ha
cholesterol mau nhom fibrat khéc, niacin lidu cao (> 1 g/ngay), colchicin, cac chit e ché men protease
cua HIV va viém gan siéu vi C (HCV), cyclosporin, thudc khang ndm nhdm azol, khang sinh nhém
macrolid.

PHU NU CO THAI VA CHO CON BU:
Khéng dung cho phu nit cé thai va cho con bu.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC: Than trong khi lai xe va van
hanh may méc vi chong mit cd 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, cac gia tri AUC ciia rosuvastatin cao hon
trung binh gap 7 1an so véi tri s6 nay & ngudi tinh nguyén khoe manh. Khdng anh huéng dén nong do
cyclosporin trong huyét twong.

- C4c chét dbi khang vitamin K: Khi bét dau diéu trj hoic ting liéu rosuvastatin ¢ bénh nhan diéu tri déng
thoi vai cac chat dbi khang vitamin K (nhu warfarin) c¢6 thé lam ting tri 6 INR. Ngung dung hodc giam
lidu rosuvastatin c6 thé lam giam INR. Trong nhiing truong hop nay, nén theo ddi tri s6 INR.

- Thudc khang acid: Dung d6ng thoi véi hdn dich thude khang acid chira nhdm va magnesi hydroxyd lam
giam khoang 50% ndng do6 rosuvastatin trong huyét tuong. Khi uéng thudc khang acid cach 2 gio sau khi
dung rosuvastatin thi nong do cua né trong huyét trong s& giam it hon. Mdi twong quan vé mit 1am sang

Cua tuong tac nay chua rd.

- Erythromycin: Do erythromycin c6 thé 1am ting nhu dong rudt. Vi vy, khi ding dong thoi rosuvastatin
vai erythromycin lam giam 20% AUC (0 —t) va 30% Cmax cua rosuvastatin.

- Dung dong thoi rosuvastatin vai thuc vién uéng ngira thai 1am tang 26% AUC cua ethinyl estradiol va
34% AUC cua norgestrel. Nén luu y dén mirc ting nong do cac chat nay trong huyét twong khi chon
thudc udng ngira thai.



- Men cytochrom P450: Két qua tir thir nghiém in vitro va in vivo ching té rang rosuvastatin khong phai
la chit &rc ché hodc cam tng men cytochrom P450. Hon nita, rosuvastatin la chat nén yéu cho céc
isoenzym nay. Dung dong thoi itraconazol (chét tic ché CYP3A4) va rosuvastatin lam ting 28% AUC cua
rosuvastatin. Sy tang nay khong dugc xem 1a co y nghia vé mat 1am sang. Vi vay, khong co tuong tac
thudc do su chuyén héa qua trung gian cytochrom P450.

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

- Sir dung dong thoi rosuvastatin véi cac chat e ché protease cua thude didu tri HIV va viém gan siéu vi
C (HCV) nhu atazanavir; atazanavir + ritonavir; lopinavir + ritonavir, c6 thé 1am ting nguy co gay ton
thuong co, nghiém trong nhat 14 tiéu co van, than hu dan dén suy than va co thé gay tir vong. Gigi han
lidu rosuvastatin khi phdi hop vai cac thudc nay10 mg x 1 lan/ngay.

TAC DUNG KHONG MONG MUON: Céc phan ting ngoai y dwoc ghi nhan khi diing rosuvastatin
thuong nhe va thoang qua.

- Thuong gap: Nhire dau, chéng mat, nhin mo, mat ngi, suy nhugc. Tiéu chay, téo bon, budn nén, dau
bung, day hoi. Pau co, dau khop. Céc két qua thir nghiém chire niang gan ting hon 3 1an gigi han trén cua
binh thudng (¢ 2% ngudi bénh), nhung phan 16n 1a khéng cé triéu chitng va hdi phuc khi ngirng thudc.

- It gap: Bénh co (két hop yéu co va tang ham luong creatin phosphokinase huyét twong (CPK). Ngira,
phat ban, may day.Viém mili, viém xoang, viém hong, ho.

- Hiém gap: Céc phan ng qua man ké ca phii mach, viém tuy. Viém co, tiéu co van, dan dén suy than cap
thur phéat do myoglobin niéu.

- Tac dung khéc: Suy giam nhan thie (nhu mét tri nhé, 10 13n...), ting duong huyét, ting HbAlc.
Théng bao cho Bac si nhitng tac dung khdng mong mudn gap phai khi st dung thudc.
Hudéng dan cach xir tri tac dung khdng mong mudn

Céc thay dbi ndong do enzym gan trong huyét thanh thudng xay ra & nhitng thang dau diéu tri bang
rosuvastatin. Nguoi bénh ndo c6 ndng do transaminase huyét thanh cao phai theo di xét nghiém chirc
nang gan 1an thir hai dé xac nhan két qua va theo ddi diéu tri cho tgi khi cac bat thuong tre vé binh
thuong. Néu ndng do transaminase huyét thanh AST hoiac ALT (GOT hoic GPT) dai dang 1én qua 3 lan
gi6i han trén caa binh thuong, thi phai ngimng diéu tri bang rosuvastatin. Phai khuyén ngudi bénh ding
rosuvastatin b4o co ngay bat ky biéu hién nao nhu dau co khéng 13 1y do, nhay cam dau va yéu co, dic
biét néu kém theo khé chiu hoic sét. Phai nging dung rosuvastatin néu nong d6 CPK ting rd rét, cao hon
10 lan gi6i han trén cua binh thuong va néu chan doan hodc nghi ngo 1a bénh co.

QUA LIEU VA CACH XU TRI:

Khong c6 phuong phap diéu tri dac hiéu khi dung thubc qué liéu. Khi qué lidu, bénh nhan nén dugc didu
tri triéu chimg va ap dung cac bién phéap hd trg khi can thiét. Nén theo ddi chirc ning gan va nong do CK.
Viéc thim phan mau cé thé khong co loi.



DUQC LUC HOC:

- Rosuvastatin 1& mét chat trc ché chon loc va canh tranh trén men HMG — CoA reductase, 1a men xdc tac
qua trinh chuyén ddi 3-hydroxy-3-methylglutaryl coenzym A thanh mevalonat, mot tién chat cua
cholesterol. Vi tri tac dong chinh cta rosuvastatin la gan, co quan dich lam giam cholesterol.

- Rosuvastatin 1am ting s lugng thu thé LDL trén bé mat té bao ¢ gan, do vay lam tang hap thu va di hoa
LDL va wrc ché su tong hgp VLDL & gan, vi vay lam giam céc thanh phan VLDL va LDL.

- Rosuvastatin 1am giam nong ¢ LDL-cholesterol, cholesterol toan phan va triglycerid va lam taing HDL-
cholesterol. Thudc ciing lam giam ApoB, non HDL-C, VLDL-C, VLDL-TG va lam ting ApoA-
I.Rosuvastatin cling lam giam céc ty ¢ LDL-C/HDL-C, C toan phan/HDL-C, non HDL-C/HDL-C va
ApoB/ApoA-I.

- Hiéu qua tri liéu dat duoc trong vong 1 tuan sau khi bat dau diéu tri va 90% bénh nhan dat duoc dap tng
t6i wu trong 2 tuan. Pap tng téi uu thuong dat duoc vao khoang 4 tuan va duoc duy tri sau do.

DUOC bONG HOC:

- Hap thu: Ndng d6 dinh trong huyét twong ctia rosuvastatin dat dugc khoang 5 gid sau khi udng, do sinh
kha dung tuyét ddi khoang 20%.

- Phan bd: Rosuvastatin phan bé rong rdi ¢ gan 1a noi chii yéu téng hop cholesterol va thanh thai LDL-C.
Thé tich phan bé cua rosuvastatin khoang 134 lit. Khoang 90% rosuvastatin két hop véi protein huyét
tuong chu yéu 1a albumin.

- Chuyén hoa: Rosuvastatin it bi chuyén héa (khoang 10%). Cac nghién ctu in vitro vé& chuyén héa cd sir
dung cé4c té bao gan cia nguoi xac dinh rang rosuvastatin 1a mot chat nén yéu cho sy chuyén héa qua
cytochrom P450.CYP2C9 I chat dong enzym chinh tham gia vao qua trinh chuyén héa 2C19, 3A4 va
2D6 tham gia & mirc d6 thap hon.Chat chuyén hoa chinh dugc xac dinh 1a N-desmethyl va lacton. Chét
chuyén hoa N-desmethyl c6 hoat tinh yéu hon khoang 50% so véi rosuvastatin, trong khi dang lacton
khong c6 hoat tinh v& mit 1am sang. Rosuvastatin chiém hon 90% hoat tinh trc ché HMG — CoA
reductase trong tuan hoan.

- Pao thai: Khoang 90% liéu ding duoc thai trir & dang khong ddi qua phan (bao gom hoat chét dugc hap
thu va khong dugc hap thu) va phan con lai duoc bai tiét ra nude tiéu. Khoang 5% duoc bai tiét ra nudc
tiéu dudi dang khong doi.Thoi gian ban thai trong huyét twong khoang 19 gio. Thoi gian ban thai khdng
tang khi ding liéu cao hon. P9 thanh thai trong huyét twong trung binh khoang 50 lit/gio (hé s6 bién thién
1a 21,7%). Gibng nhu cac chat ac ché men HMG — CoA reductase khac, su dao thai rosuvastatin ra khoi
gan c6 lién quan dén chit van chuyén qua mang OATP-C.Chat van chuyén nay quan trong trong viéc dao
thai rosuvastatin khoi gan.

- Tinh tuyén tinh: Muc do tiép x(c ciia rosuvastatin tinh theo nong do va thoi gian tang ti I¢ vai lidu dang.
Khoéng c6 su thay doi nao vé cac théng sé duge dong hoc sau nhiéu liéu dung hang ngay.

BAO QUAN: Noi kho, dudi 30°C, tranh anh sang.

HAN DUNG: 36 thang ké tir ngay san xuit.



THUOC NAY CHI DUNG THEO BON CUA BAC SI.
POC KY HUONG DAN SU DUNG TRUOC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI.

PE XA TAM TAY TRE EM.



