R THUGC BAN THEO PON
X

TO HUONG DAN SU DUNG THUOC
RAVASTEL-10

(Vién nén tron bao phim Rosuvastatin 10 mg)

DPoc ky huwong dén sir dung trudc khi dung
Néu cén thém thong tin xin héi y kién thay thuoc
Chi dung thude nay theo su ké don ctia thay thude

THANH PHAN:

MJi vién nén tron bao phim chua:

Rosuvastatin calci

tuong duong Rosuvastatin .................... 10,00 mg

Ta dugc: Calci phosphat dibasic khan, crospovidon, cellulose vi tinh thé, lactose monohydrat
magnesi stearat, hydroxypropylmethylcellulose, polyethylen glycol 6000, talc, titan dioxyd, mau
erythrosin, mau sunset yellow... vira dui 1 vién.

PAC TiNH DUQC LUC HOC:

Rosuvastatin 1a mot chit tre ché chon loc va canh tranh trén men HMG-CoA reductase, la men
XUc tic qué trinh chuyén doi 3-hydroxy-3-methylglutaryl coenzym A thanh mevalonat, mot tién
chat cua cholesterol. Vi tri tac dong chinh cta rosuvastatin la gan, lam giam cholesterol.
Rosuvastatin lam tang so luong thu thé LDL trén bé mit té bao ¢ gan, do vay lam tang hap thu
va di héa LDL va trc ché su tong hop VLDL & gan, vi vay lam giam céc thanh phan VLDL va
LDL.

PAC TINH DUQC PONG HQC:

Hap thu:

Rosuvastatin héap thu khong hoan toan tir dudng tiéu héa. Do sinh kha dung tuyét d6i khoang
20%. Nong d6 dinh trong huyét twong dat dugc khoang 5 gid sau khi udng.

Phdn bé:

Rosuvastatin phan bd rong rdi ¢ gan 1 noi chi yéu tong hop cholesterol va thanh thai LDL-C.
Thé tich phan bd cia rosuvastatin khoang 134 L. Khoang 90% rosuvastatin két hop véi protein
huyét tuong.

Chuyén héa:

Rosuvastatin chuyén hoa chu yéu bai cytochrom P450 isoenzym CYP2C9. Thoi gian ban thai
huyét twong khoang 19 gio. Thoi gian ban thai khong ting khi dung liéu cao hon.

Thai tru:

Khoang 90% lidu rosuvastatin dugc thai trir & dang khong d01 qua phan (bao gd6m hoat chit duoc
hap thu va khong duoc hap thu) va phan con lai duoc bai tiét ra nuée tiéu. Khoang 5% dugc bai
tiét ra nude tiéu dudi dang khong doi.

Theo nghlen ctru dugc dong hoc tai My trén ngum Chau A kha nang hap thu rosuvastatin trung
binh & ngudi Chau A ting gan gip 2 14an so véi nguoi da tring.

CHI PINH:

Rosuvastatin dugc dung dé lam giam LDL-cholesterol, apolipoprotein B, triglycerid va lam ting
HDL-cholesterol trong nhitng trudng hop tang lipid mau, bao gém ting cholesterol mau nguyén
phat (loai ITa), ri loan lipid hdn hop (loai IIb) va ting triglycerid mau (loai IV).
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Rosuvastatin ciing ding dugc cho nhiing bénh nhan ting cholesterol méu gia dinh déng hop tu.

LIEU DUNG - CACH DUNG:

Cach dung: .

Bénh nhén nén thuc hién ché d6 an kiéng chuén it cholesterol trude khi dung rosuvastatin va nén
tiép tuc ché d6 an nay trong sudt thoi gian dung thude.

Rosuvastatin c6 thé ding véi liéu don bat ctr lic ndo trong ngay, c6 hoic khong kém thire an.
Liéu lwong:

Nguoi lon: Liéu khoi dau khuyen dung 1a 5 mg hodc 10 mg x 1 lan/ ngay, tang dén lidu 20 mg x
1 1an/ ngay sau 4 tudn néu can thiét. Viéc lya chon lidu khdi dau nén luu ¥ dén murc cholesterol
cua timg bénh nhén, nguy co tim mach sau nay cling nhu kha nang xay ra cac tac dung khong
mong mubn. Vi tin suét tac dung khong mong mudn tang khi dung lidu 40 mg so véi cac lidu
thap hon, viéc chudn lidu cudi cung dén liéu t01 da 40 mg chi nén dugc xem xét cho cac bénh
nhan ting cholesterol mau nang c6 nguy co vé bénh tim mach cao (dic biét 1a cac bénh nhan
tang cholesterol mau co tinh gia dinh) ma khong dat dugc muc tiéu diéu tri & liéu 20 mg va céac
bénh nhén nay can phai duoc theo ddi thuong xuyén. Can cé su theo ddi clia cac bac s§ chuyén
khoa khi bét dau dung liéu 40 mg.

Tré em: Tinh an toan va hiéu qua ¢ tré em chwa duoc thiét lap. Do d6, khong nén ding
rosuvastatin cho tré em.

Ngu"d’i cao tuéi: Liéu khoi dau 5 mg duoc dung cho bénh nhan > 70 tudi. Khong can diéu chinh
liéu ¢ cac bénh nhan nay.

Bénh nhan suy thgn: Suy than lam tang nguy co bi bénh co ¢ nguoi st dung statin, va nong do
rosuvastatin trong huyet twong tang Ién ¢ nhitng nguoi bi suy than ndng. O Anh, rosuvastatin
chéng chi dinh cho ngudi suy than ning (d6 thanh thai creatinin < 30 mL/ phit); Di voi ngudi
suy thén trung binh (d¢ thanh thai creatinin < 60 mL/ phut) khuyén céo liéu khoi dau 13 5 mg va
lidu t01 da la 20 mg. O MY, bénh nhan bi suy than ning (d9 thanh thai creatinin < 30 mL/ phat)
c6 thé sir dung lidu khoi dau 1 5 mg/ ngay, ting lidu dén t6i da 1a 10 mg/ ngay

Bénh nhan chdu A, bénh nhdn dang dimg cyclosporin va bénh nhin cé cdc yéu t6 ¢é kha nang
gdy bénh co: Liéu khoi dau khuyén ding 13 5 mg va chong chi dinh ¢ liéu 40 mg.

Theo nghlen ctru duogc dong hoc tai My trén nguo'l Chau A kha nang hap thu rosuvastatin trung
binh ¢ ngudi Chau A ting gan gap 2 1an so v6i nguoi da trang Nén can nhic sy gia ting nay khi
quyét dinh dung 1iéu khoi dau 5 mg rosuvastatin cho ngudi Chau A.

Dung chung voi Amiodaron: Khdéng nén dung qua 20 mg/ ngay

Dung chung voi cac thuéc diéu tri HIV, viém gan siéu vi C: (Atazanavir, Atazanavir + Ritonavir,
Lopinavir + Ritonavir): Gigi han liéu rosuvastatin téi da 10 mg mét 1an/ ngay.

CHONG CHI PINH:

Bénh nhan man cam véi bat ky thanh phan nao cua thude.

Bénh nhan ¢ bénh gan tién trién bao gOm tdng transaminase huyet thanh kéo dai ma khong rd
nguyén nhan va ting transaminase huyét thanh hon 3 1an gi¢i han trén cia muc binh thuong
(ULN).

Bénh nhén suy than nang (d6 thanh thai creatinin < 30 mL/ phat).

Bénh nhén c6 bénh 1y vé co.

Phu n@t mang thai va cho con bu, phu nit ¢6 kha ning c6 thai nhung khéng dung cac bién phap
tranh thai thich hop.

LUU Y PAC BIET VA THAN TRONG KHI SU DUNG:
Tac dong trén co xuong:
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Cén can nhac khi ding thudc thudc nhom statin ddi véi nhimg bénh nhéan c6 nhing yeu t6 nguy
co dan dén ton thuong co. Thudc thugc nhém statin co nguy co gdy ra cac phan ung c6 hai doi
v61 h¢ co nhu teo co, viém co, dac biét d01 v6i1 bénh nhén cé yeu t6 nguy co nhu bénh nhén trén
65 tudi, bénh nhan bi bénh thiéu ning tuyén giap khong dugc kiém 'soat, bénh nhan bi bénh thén.
Can theo dai «chat ch€ cac phan ng c6 hai trong qua trinh dung thubc

Bénh nhén can béo cao ngay cho bac sy diéu trj cac ddu hiéu hodc triéu chimg dau co, mét moi,
s6t, nudce tiéu sAm mau, budn ndn hodc ndn trong qua trinh sir dung thudc.

- Cdn nhdc theo ddi creatin kinase (CK)

+ Trude khi diéu tri, xét nghlem CK nén duoc tién hanh trong nhing truong hop: Suy giam
chtrc néng thén, nhugce giap, tién st ban than hodc tién st gia dinh mac bénh co di truyen
tién st bi bénh co do st dung statin hoac fibrat trudce do, tlen st bénh gan va/ hodc uong
nhiéu ruou, bénh nhan cao tudi (> 70 tu01) c¢6 nhitng yéu t6 nguy co bi tiéu co véan, kha
nang xay ra tuong tac thudc va mot sé ddi tuong bénh nhan dic biét. Trong nhing trudng
hop nay 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 gidi han trén ciia mac binh thuong,
khong nén bét dau diéu tri béng statin.

+ Trong qua trinh diéu tri bang statin, bénh nhan can théng bao khi co céc biéu hién vé co
nhu dau co, cimg co, yéu co... Khi co cac biéu hién nay, bénh nhan can lam xét nghiém
CK dé c6 cac bién phap can thle;p phi hop.

Anh hwéng trén gan:

Gidng nhu céc chat trc ché men HMG-CoA reductase khac, can than trong khi dung rosuvastatin
¢ bénh nhan nghién rugu nang va/ hodc co tién sir bénh gan. Khuyén céo lam xét nghiém enzym
gan trude khi bit dau diéu tri bang statin va trong truong hop chi dinh 1am sang yéu cau xét
nghlem sau d6. Nén ngung hodc giam liéu rosuvastatin néu nong do transaminase huyét thanh
gdp 3 1an gi6i han trén ciia mire binh thuong.

Sir dung dong thoi véi thude chong dong coumarin:

Thén trong khi sur dung rosuvastatin cung v6i cac thude chéng dong vi c6 kha nang gay kéo dai
thoi gian prothrombin/ INR kiéu coumarin.

Pé xa tim tay tré em.

TUONG TAC THUOC, CAC DANG TUONG TAC KHAC:

Tang nguy co ton thwong co khi sir dung statin dong thoi véi cdc thudce sau:

- Gemfibrozil va cac thude ha cholesterol mau nhom fibrat khac.

- Niacin liéu cao (> 1 g/ ngay).

- Colchicin.

Thuéc diéu tri viém gan sieu vi C va HIV: Vigc st dung ddng thoi cac thude ha lipid mau nhom
statin voi cac thude diéu tri HIV va viém gan siéu vi C (HCV) co thé 1am tang nguy co gy t6n
thuong co, nghlem trong nhét 13 tiéu co van, than hu dan dén suy than va c6 thé gy tir vong.
Duing chung véi cac thuéce diéu tri HIV, viém gan siéu vi C: (Atazanavir, Atazanavir + Ritonavir,
Lopinavir + Ritonavir): Gii han lidu rosuvastatin toi da 10 mg mot lan/ ngay

Cyclosporin: Dung ddng thoi rosuvastatin véi cyclosporin, lam ting nong do trong méu cia
rosuvastatin, vi thé nén dung rosuvastatin & liéu 5 mg/ ngay.

Cac chdt doi khdng vitamin K: Gidng nhu céc chat irc ché men HMG-CoA reductase khac, khi
bat dau diéu tri hodc ting lidu rosuvastatin & bénh nhan diéu tri dong thoi véi cac chat dbi khang
vitamin K (nhu warfarin) c6 thé 1am ting tri sé INR. Ngung ding hodc giam lidu rosuvastatin c6
thé 1am giam INR. Trong nhiing trudng hop nhu vy, nén theo ddi tri s6 INR.
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Gemfibrozil: Giéng nhu cac chat tc ché men HMG-CoA reductase khac, dung déng thoi
rosuvastatin voi gemfibrozil 1am tang nong do rosuvastatin trong mau. Nén tranh dung dong thoi
hozc néu can thiét phai phdi hop thi khong nén dung qua 10 mg rosuvastatin/ ngay.

Thuéc khang acid: Dung rosuvastatin dong thoi vai hdn dich thubc khang acid chua nhém va
magnesi hydroxid lam glam khoang 50% nong do rosuvastatin trong huyét twong. Khi ubng
thuoc khang acid cach 2 gid sau khi dung rosuvastatin thi ndng do rosuvastatin trong huyét twong
s& giam it hon. M6i tuong quan vé mit 1am sang cla tuong tac ndy van chua rd.

Erythromycin: Dung ddng thoi rosuvastatin voi erythromycin lam giam 20% AUC va 30%
Cmax cua rosuvastatin. Tuong tac nay co thé 1a do erythromycin lam tang nhu dong rudt.

Thudc vién uong ngira thai/ liéu phdp thay thé hormon (HRT): Dung dong thoi rosuvastatin véi
thudc vién udng ngtra thai lam tang 26% AUC cua ethinyl estradiol va 34% AUC cua norgestrel.
Nén luu ¥ dén muc ting ndng do cac chit nay trong huyét twong khi chon thudc udng ngira thai.
Chua c6 dit liéu duoc dong hoc trén nhitng bénh nhan dung dong thoi rosuvastatin va HRT va vi
Vay khong thé loai trir kha nang cé tac dong tuong tu. Tuy nhién, su ket hop da dugc su dung
rong rai ¢ phy nit trong cac thir nghiém lam sang va dé duge dung nap t6t.

Cdc thuoc khéc: Dua trén cac dir liu tur cac nghién ciu vé twong tac thudc chuyén biét cho thay
khong c6 twong tac dang ké vé mat 1am sang khi ding chung véi digoxin hoic fenofibrat.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU:

Céc thudc trc ché HMG-CoA reductase chong chi dinh dung cho phu nir ¢6 thai va cho con bu.
Rosuvastatin chi stt dung cho phu nit trong d6 tudi sinh san khi chdc chin khong co thai va da
duoc thong bao vé kha niang gay nguy hiém,

Néu bénh nhén c6 thai khi dang dung thudc, nén ngimg thudc ngay lap tic va bénh nhan nén
duoc biét vé mdi nguy hiém tiém tang ddi véi bao thai.

TAC DUNG KHONG MONG MUON:
Tac dung khong mong mudn thu’ong gip nhét khi diéu trj bang statin 13 rdi loan duong tiéu hoa.
Céc tac dung khong mong muon khac duge béo cao bao gobm: Dau dau, da phét ban, chéng mat,
mo mat, mat ngd, va rdi loan vi giac. Tang ndng d6 aminotransferase huyet thanh c6 hoi phuc co
thé xay ra nén chirc nang gan can phai dugc danh gia trude khi bit dau diéu tri va theo doi
thuong xuyén cho dén 1 nam sau lan tang lidu cudi cung. Viém gan va viém tuy cling da duge
bdo céo. Phan ing qua man bao gom soc phan vé va phu mach ciing c6 thé xay ra. Bénh co, dic
trung boi dau co va yeéu co va co lién quan t6i tang nong do creatinin phosphokinase, da dugc
bao cdo, dac biét ¢ nhimg bénh nhén s dung chung statin v6i cyclosporin, dan xuét acid fibric,
hodc acid nicotinic. Hiém khi xdy ra tiéu co van kém theo suy than cép.
Tén suat cia cac phan ¢ng ngoai ¥ nhu sau:
Roi logn hé mién dich:

- Hiém gap: Céac phan ung qua man ké ca pht mach.
Réi logn h¢ than kinh:

- Thuong gap: Nhirc dau, chdng mit.
Rai logn hé tiéu hoa:

- Thudng gap: Tao bén, budn nén, dau bung.
Réi loan da va mé dudi da:

- [t gap: Ngua, phat ban va may day
Réi loan hé co xirong, mé lién két va xirong:

- Thuong gap: Pau co.

- Hlem gap: Bénh co, ti€u co van.
Cac réi logn téng quat:
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- Thuong gap: Suy nhugc. . )
Gidng nhu cac chat wc ché men HMG-CoA reductase khac, tan suat xay ra phan ¢ng ngoai y co
khuynh huéng phu thudc liéu.
Tdc dgng trén thdn: Protein niéu, cd hoiac khdng kém theo tiéu ra mau di duoc bdo cao & bénh
nhan diéu tri bang rosuvastatin, va c6 phu thuoc liéu ding.
Tdc dgng trén hé co - xwong: Bao gdm dau co, bénh co (bao gdm ca viém co) va hiém khi xay ra
tiéu co van co hoic khong kém theo theo suy than cap.
Téng nong do CK theo lidu ding dugc quan sat thiy & mot sé it bénh nhan dung rosuvastatin;
Phan 16n cac truong hop 1a nhe, khong co triéu chung va thoang qua. Néu nong do CK tang (> 5
lan gigi han trén binh thuong), viée di€u tri nén ngung tam thoi.
Tdc dong trén gan: Ciing giéng nhu cac chat uc ché men HMG-CoA reductase khac, tang
transaminase theo liéu da duoc ghi nhan & mot sé it bénh nhan dung rosuvastatin; Phan Ién cac
truong hop déu nhe, khong c6 trigu chiing va thoang qua.
Ngoai ra con co thé gap cac tac dung khdng mong muon khdc nhu:

- Suy giam nhan thtrc (nhu mat tri nho, 10 13n...).

- Tang duong huyét.

- Tang HbAlc.
Théng bdo cho thay thubc cdc tac dung khéng mong muon gap phdi khi sit dung thudc.

TAC PONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:

Cac nghién ctru dé xac dinh anh hudng cia rosuvastatin trén khéa nang lai xe va van hanh may
chua dugce thye hién. Khi 1ai xe hodc vén hanh may nén luu y rang chong mit ¢6 thé xay ra trong
thoi gian diéu tri.

QUA LIEU - XU TRI:

Khéng c6 phuong phap diéu tri ddc hiéu khi dung thube qua heu Khi qué liu, bénh nhan nén
duoc dleu tri triéu chiing va &p dung cac bién phap hd trg khi can thiét. Nén theo ddi chirc ning
gan va ndong d6 CK. Viéc tham phan mau c6 thé khong c6 loi.

DONG G()I Hop 2 vi x 14 vién.

BAO QUAN Noi kho rédo, tranh anh sang, nhi¢t do khong qua 30°C.
TIEU CHUAN CHAT LUON G: Tiéu chuan nha san xuat.

HAN DUNG: 36 thang ké tir ngay san xuat.

San xut tai: ) _ )

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

L6 M7A, Buong D17, Khu Cong nghiép My Phudc 1, Phuong Théi Hoa, Thi xa Bén Cét, Tinh
Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688

Tén san pham: RAVASTEL-10

M4 sb toa: TOA273EBB
- Chuyeén file in theo Ho so dang ky

Kiém soat stra doi: - Cap nhat thong tin dugc ly thuéc nhom statin theo cv 5074/QLD-DK
ngay 05.04.2013
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- Téch riéng voi toa RAVASTEL-5, RAVASTEL-20

Nhan vién thiét ké:
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