https;//trungtamthuoc.com/

-

Tén sdn pham: RAVASTEL-5

TR ANSY,

(4114
Uil
BO Y TE
YO F ¥ ur P
C\.. R '\‘EL:*‘L\ .“f;“i T, ] "t,:‘C

D A PHE DUY YET

RAVASTEL-5

(as Rosuvastatin calcium) 5 mg

________L@gddum 1% ) Ao

-...*‘p",r* ’Im”

LLTTITTY

RXPGESGRIPTION DRUG BOX OF 3 BLISTERS x 10 TABLETS

RAVASTEL-5

Rosuvastatin
(as Rosuvastatin calcium) 5 mg

N’
£
=3
8
4
>
-
w
o]
@
— CAREFULLY READ THE PACKAGE INSERT SPECIFICATION: -
BEFORE USE In-house standard -
COMPOSITION: Each film-coated tablet contains:
5 STORAGE:
ruﬂnauumalnulﬂum] S mg In dry place, protected from kght, below 30°C
| EXCIDIOE .8 ..o rcererrmnsasiensssnnms 1 f.c tablet 1 T T PR - AR LT e PR
INDICATIONS /| DOSAGE & ADMINISTRATION /
CONTRAINDICATIONS / PRECAUTIONS & '.,'::,"",.;':.."‘:g L
S— OTHER INFORMATION: Lot MTA, D17 81, My Phuoe Ind. Park. Thoi Hoa
- Refer lo the package insert for use instructons Wiard, Ban Cat Town, Binh Duong Province, Vieham "
_R THUGC BAN THEO BON HOP 3 Vi x 10 VIEN T2 I )
x Ca
Gc
25 D
3 i
a8 <
e e |
]
= 2 >
Rosuvastatin g m
~ (dudi dang Rosuvastatin calci) 5 mg £y
w
3 l
I'B 1
i i
(8] |

BOC K¥ HUONG DRN SU DYNG TRUDC BAO QUAN: SEBSN ———
I KHI DUNG Mol khd rdo, trdnh énh sang,
THANH PHAN: M&i vign nén bao phim chila:  nhigt 34 khing qua 30°C Npby 8X
Aosuvastalin ) i
{dudi dang Fosuvastatin calci) ............ 5mg  TIEUCHUAN CHAT LUONG: Hgn ding :
LET TR O ———— 1vign  Tiéuchudnnhd sin xudl Pt |
cHl BINH 1 LIEU DONG | cACH DUNG 1 ——
CHONG CHl BINH / THAN TRONG & T THHH BUGE PHAM BAT VI PHU
1, P _

shenat e TR o
—— ¥in doc 18 haudng din sl dyng Thiti Haa, Thi

Ti lé in bang 100% kich thuoc{‘tﬁ‘lc té TNHH
| DUGCC PHAM

\i 2\ BAT VIPHU J&

-

W
(
\C



https://trungtamthuoc.com/

Tén san pham: RAVASTEL-5

Ti 1& in bang 100% kich thudc thuc 18
«““51
S

<5

PHO GIAM p0C



https://trungtamthuoc.com/

== Boc ky hudng diin str dung tricée khi ding.
WEENE O Néu can thém théng tin xin hoi § kién ﬂufy ﬂmdc

7 L : .\ Chi diing thube nay theo sy ké don ciia rhdy thudc.
CUNGTY T |

T \"’H \ <\
ouce priAm |+ RAVASTEL
\BAT VI P-lu'(,.-:_‘f -/ (Vién nén bao phim Rosuvastatin)
Té thong tin_sdn phtm nay bao gom hudng din sit dung cho thudc cé nhiéu ham lwgng khdc
nhau.
THANH PHAN:
M&i vién nén bao phim RAVASTEL-5 chira:
Rosuvastatin (dudi dang Rosuvastatin calci) ...........c........ Smg

Ta dugc: Lactose monohydrat, cellulose vi tinh thé MI112, calci hydroxyd, povidon, natri starch
glycolat, magnesi stearat, hydroxypropylmethylcellulose E6, tale, titan dioxyd, polyethylen glycol
6000, mau oxyd sét do.

e
M3i vién nén bao phim RAVASTEL-10 chia:
Rosuvastatin (dudi dang Rosuvastatin calci) ....ceeeeeeeenean. 10 mg
Ta dwgc: Calei phosphat dibasic khan, crospovidon, cellulose vi tinh thé, lactose monohydrat,
magnesi stearat, hydroxypropylmethylcellulose E6, polyethylen glycol 6000, talc, titan dioxyd, mau
erythrosin, mau sunset yellow.
Madi vién nén bao phim RAVASTEL-20 chira:
Rosuvastatin (duéi dang Rosuvastatin calci) .....c.coeeveeeeee. 20 mg
Ta dugc: Lactose monohydrat, cellulose vi tinh thé, calci hydroxyd, povidon, natri starch glycolat,
magnesi stearat, hydroxypropylmethylcellulose E6, tale, titan dioxyd, polyethylen glycol 6000, mau
oxyd st do.
Dic tinh dwge lwe hoe:
Logi thudc: Thude diéu hoa lipid huyét (nhém chét e ché HMG-CoA reductase, nhom statin). Ma
ATC: C10A A07.

- Rosuvastatin 1a mdt chét tc ché chon loc va canh tranh trén enzym HMG-CoA reductase, la enzym

xlic tdc qua trinh chuyén ddi 3-hydroxy-3-methylglutaryl coenzym A thanh mevalonat, mjt tién than
som cholesterol. ) : ‘

Ut ché enzym HMG-CoA reductase lam giam tong hop cholesterol trong gan va lam giém nc‘mg do
cholesterol trong té bao. Diéu nay kich thich lam tang céc thy thé LDC-cholesterol trén mang té bao
gan, do d6 lam ting thanh thai LDL ra khéi tudn hoan. Thudc lam giam ndng do cholesterol toan
phin, LDC-C va VLDC-C trong huyét twong. Thubc ciing ¢6 khuynh hudng lam giam ndng do
triglycerid va lam tﬁng HDL-C trong huyét tuong.

Ngoal ra, statin con ¢6 tac dung chong xo vita dong mach. Pa s6 da chimg t6 lam chdm qué trinh
tién trién va/hodc 1am thodi lui xo vira ddng mach vanh vi/hoic dong mach canh. Co ché tac dung
hién nay chua duoc biét day di, nhung tic dung nay cé thé doc 1ap ddi v6i tac dung didu hoa lipid
huyét.

Rosuvastatin cho két qua diéu tri trong vong 1 tudn sau khi bat dau dleu tri va dat dugce 90% dap tng
t6i da trong vong 2 tudn. Pap tmg tbi da thudng dat trong vong 4 tun va tiép tuc duy tri sau d6.

J
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Pic tinh dwoe dong hoc:

Hap thu:

Sinh kha dung tuyét d6i cia rosuvastatin khoang 20%. Thirc dn khong anh hudng dén su hap thu

thuée. Mirc d6 hap thu cuia thude khong thay déi khi udng budi sang hoac budi thi.

Sau khi udng, nong do dinh trung binh trong huyét tuong dat dugc khoang tir I - 5 gid. Ca Crax va

AUC déu tdng ty 1& thudn véi lidu dung. Cac théng s dugc dong hoc khang thay doi sau khi udng

liéu 1ap lai nhiéu lan.

Phdin bo: ‘

Rosuvastatin phan b rong rii & gan 1a noi chu yéu tdng hop cholesterol va thanh thai LDL-C. Thé

tich phén b cuia rosuvastatin khoang 134 L. Khoﬁng 90% rosuvastatin két hop véi protein huyét

tuong. Rosuvastatin c6 thé qua nhau thai va phén bd vao sira me.

Chuyén héa:

Khoang 10% thube chuyen héa & gan, chi yéu do CYP2C9. Chét chuyén hoa chinh la N- desmethyl

va lacton. Chat chuyén héa N-desmethyl ¢6 hoat tinh thap hon rosuvastatin gin 50%, con chat

chuyén héa lacton khéng cé hoat tinh. 90% hoat tinh trc ché HMG-CoA reductase 1a do rosuvastatin
- dang khong chuyén hoa.

Thai trie:

Khoang 90% li¢u udng thai trir dudi dang khong dbi qua phén (bao gdm hoat chit dugc hép thu va

khong dugce hip thu) va phin con lai duoc thai trir qua nude tiéu (khoang 5%). Thoi gian ban thai

huyet tuong khoang 19 gmr Thaoi gian béan thai khong tang khi dung liéu cao hon.

Tudi. gi6i tinh: Tudi, gidi tinh khong anh hudng déng ké dén ndng d6 thudc trong huyét tuong.

Suy thin: Dbi v6i ngudi suy than nhe (h€ so thanh thai creatinin 61 - 90 mlf‘phut) Duogc dong hoc

cua rosuvastatin khong thay dbi nhiéu. Tuy nhién, néu suy than ning (hé s6 thanh thai creatinin 10-

30 ml/ phut) khéng thim phan maéu, nong do trong huyet twong cua rosuvastatin tang dang ke

(khoang 3 1An so vé&i ngudi binh thuong). O bénh nhan thim phan mau thuong xuyén, ndng do 6n

dinh ciia rosuvastatin cao hon khoang 50% so vdi nguoi tinh nguyén khoe manh.

Suy gan: O ngudi suy gan, rosuvastatin c¢6 thé tich Iily trong huyét tuong.

Chung téc: Theo nghién ciru dugce dong hoc tal My trén ngudi Chau A kha ning hip thu

rosuvastatin trung binh & ngudi Chiu A ting gan gap 2 lan so v&i ngudi da tring. o\

Tré em: Nghién ctru trén tré em tir 6 - 17 tudi bi ting cholesterol mau gia dinh di hop tir, Cmax va \Qf{

AUC bang hoic thip hon so véi ngudi 16n.

- CHI PINH:
Diéu tri ting cholesterol huyét. '
H& tro cho ché (4 an kiéng ¢ ngudi I6n va tré em trén 6 tudi bi tang cholesterol huyet nguyén phat
(type lla bao gbm ting cholesterol huyét gia dinh di hop tir) hodc roi loan lipid hon hop (type I1b),
khi ché do @n va céc bién phap khac (tap thé duc, giam cén ...) khong c6 ddp Gng.
Hé tro cho ché d¢ an kiéng va céc bién phap ha lipid khdc & bénh nhan ting cholesterol huyét gia
dinh déng hop tLr hoéc khi céc bién phap nay khéng thich hqp
Phong ngira bién ¢4 tim mach
Rosuvastatin duoc ding hd tro dé phong ngira bién ¢b tim mach tién phat & bénh nhén c6 nguy co
cao.

LIEU DUNG - CACH DUNG:
Cach diung:
Bénh nhan nén thyc hién ché do an kiéng it cholesterol trude khi ding rosuvastatin va nén tiép tuc

ché do 4n nay trong sudt thoi gian dung thuoc
Rosuvastatin ¢6 thé ding véi liéu don bt cir lic nao trong ngay, c6 hoac khéng kém thirc an.
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Liéu dung:

Nguoi lon: Liéu khai dau khuyen céo la 5 mg hodc 10 mg x 1 1an/ ngay, tang dén lidu 20 mg x 1
lan/ ngay sau 4 tudn néu can thiét. Viée lua chon liéu khoi dAu nén Iuu y dén mirc cholesterol cua
ll.rng, bénh nhan ‘nguy co tim mach sau ndy cting nhu kha néng xay ra céc tac dung khong mong
mudn. Vi tin suét tac dung khéng mong muon tang khi dung licu 40 mg so v6i céc liéu thap hon,
viéc didu chinh lidu cudi cung dén Ileu tdi da 40 mg chi nén dugc xem xét cho céc bénh nhén ting
cholesterol mau ning ¢6 nguy co vé& bénh tim mach cao (dic biét la cdc bénh nhén tang cholesterol
mau c¢6 tinh gia dinh) ma khong dat dugc muc tiéu diéu tri & liéu 20 mg va cac bénh nhan nay can
pha1 dugc theo ddi thuong xuyén. Cin c6 sy theo ddi clia céc béc sT chuyén khoa khi bt dau dung
liéu 40 mg.

Phong ngira bién ¢6 tim mach: Liéu thuong ding 20 mg mdi ngay.

Tré em:

Str dung & tré em nén dugc chi dinh bai chuyén gia.

-Tréem tir 6 - 17 tudi

O tré em bi ting cholesterol méau gia dinh di hop t, lidu khai déu thong thuong 1a 5 mg/ ngay.

Tré em 6 - 9 tudi bi ting cholesterol mau gla dinh di hop tir, khoang liéu thudng ding 13 5 - 10 mg/
ngdy. An toan va hiéu qua ctia thudc ddi véi lidu trén 10 mg chura duoc nghién ciru trén nhém dén sé
nay.

Tré em 10 - 17 tudi bj ting cholesterol mau gia dinh dl hop tir, khoang liéu thudng ding 1a 5 - 20
mg/ ngay An toan va hiéu qua cia thudc déi véi liéu trén 20 mg chua dugc nghién ctu trén nhém
dan so nay.

O tré em, nén chinh liéu theo méc d§ dap tmg va dung nap cua ting ca nhan. Nén cho tré em thyc
hién ché do in kiéng it cholesterol trudc khi bit dau diéu tri bing rosuvastatin; Ché do an kiéng nay
nén dugc tiép tyc trong qué trinh diéu trj bing rosuvastatin.

Kinh nghiém sir dung thudc trén tré em bi ting cholesterol mau gia dinh dong hop tir chi gidi han &
mot s6 lugng nho tré em tir 8 - 17 tudi.

Tré em dudi 6 tuoi: . )

An toan va hiéu qua ¢ tré em dudi 6 tudi chua duge nghién ciru. Khong khuyén céo sir dung cho tré
em duéi 6 tudi. ‘ _ ‘
Nguoi cao tuoi: Liéu khoi déu 5 mg duoc ding cho bénh nhan > 70 tudi. Khéng cén diéu chinh liéu
& cac bénh nhan nay.

Bénh nhdn suy thdn: Khong cén diéu chinh liéu & ngudi suy than nhe téi trung binh. Liéu khoi dau
khuyén cdo la 5 ‘mg & bénh nhén suy thén trung binh (do thanh thai creatinin < 60 mL/ phit). Chéng
chi dinh dung liéu 40 mg & bénh nhén suy than trung binh. Chéng chi dinh dung rosuvastatin & bénh
nhan suy than néng.

Bénh nhén chdu A: Liéu khoi dau khuyén cdo la 5 mg va chong chi dinh & liéu 40 mg.

Theo nghién ciru duge dong hoc tai M¥ trén ngudi Chau A kha ning hap thu rosuvastatin trung bmh
& ngudi Chiu A ting gan gdp 2 lan so voi ngudi da tring. Nén can nhic sy gia tdng nay khi quyet
dinh dung lidu khoi dAu 5 mg rosuvastatin cho ngudi Chau A. Chdng chi dinh liéu 40 mg cho ngudi
Chéu A.

Bénh nhdn ¢6 yéu to nguy co bi tiéu co: Lidu khéi dau khuyén cdo 14 5 mg. Liéu 40 mg c6 thé bi
chdng chi dinh & mdt s6 bénh nhan thudc nhém nay.

Diing chung voi amiodaron: Khong nén dung qua 20 mg/ ngay.

Dimg chung véi cac thuée diéu tri HIV, viém gan siéu vi C: (Atazanavir, Atazanavir + Ritonavir,
Lopinavir + Ritonavir): Gi¢i han liéu rosuvastatin téi da 10 mg mot 1an/ ngay.

CHONG CHI DINH:
- Bénh nhin min cam véi bat ky thanh phén néo cia thude.
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- Bénh nhén c6 bénh gan tién trién bao gom ting transaminase huyét thanh kéo dai ma khong rd
nguyén nhén va tang transaminase huyét thanh hon 3 1an gi6i han binh thuong trén (ULN).

- Bénh nhan suy thdn ndng (dd thanh thai creatinin < 30 mL/ phat).

- Bénh nhén c6 bénh ly vé co.

- Phu nir mang thai va cho con bi, phu nir ¢6 kha ning c6 thai nhung khong ding céc bién phap
tranh thai thich hop.

- Khong dung liéu 40 mg & ngudi Chau A.

- Chéng chi dinh sir dung chung véi cyclosporin.

LUU Y PAC BIET VA THAN TRONG KHI SU DUNG:
Trude va trong khi diéu tri voi statin, nén két ho’p kiém soét cholesterol mau bing c4c bién phap ner
ché do an, giam cén, tép thé duc, va diéu tr; cac benh c6 thé 1a nguyén nhan cua tﬁng lipid. Phai tién

hanh kiém tra ndng do lipid dinh ky va diéu chinh l1eu lwgng theo dap (rng ctia nguoi bénh véi thude.

Muc tiéu diéu trj 1a giam LDL-cholesterol, vi vdy can sir dung ndng do LDL-cholesterol dé bét dau
diéu tri va danh gia dap (mg diéu trj. Chi khi khong xét nghiém dugc LDL-cholesterol méi sir dung
cholesterol toan phan dé theo doi diéu tri.

Chung toc

Theo nghten ctru duogce dong, hoc tai My trén ngudi Chéau A kha ning hip thu rosuvastatin trung

binh & ngudi Chau A ting gan gip 2 ln so v6i ngudi da tréing. Nén can nhic sy gia tdng ndy khi

quyét dinh ding liéu khoi dau 5 mg rosuvastatin cho ngudi Chau A. Chdng chi dinh lidu 40 mg cho

ngudi Chéu A.

Bénh phoi ké

Céc truong hop dac biét bénh phéi k& da dugc bo cdo khi ding mot s statin, dic biét trong didu tri

keo dai. Triéu chung c6 thé bao goém khoé thd, ho khan va suy gidm sirc khoe (mét moi, stt can va

sot). Néu nghi ngd bénh nhan bi bénh phéi k&, nén ngimg statin.

Khong dung nap lactose

RAVASTEL c6 chia Iactose bg:nh nhén bj bénh di truyén hiém gip khéng dung nap galactose,

thiéu Lapp lactase hoic rdi loan hip thu glucose - galactose khong nén dung RAVASTEL.

Tac dong trén co xuong:

Can céan nhac khi ding thudc thudc nhom statin d6i véi nhimg bénh nhan ¢6 nhiing yéu té nguy co

dan dén ton thuong co. Thube thude nhém statin cé nguy co gdy ra cac phan mg c6 hai doi voi he

co nhu teo co, viém co, dic biét dox v&i bénh nhan co yeu t6 nguy co nhu bénh nhéan trén 65 tudi,
bénh nhén bi bénh thiéu nang tuyén giap khong duroc kiém soat, bénh nhan bi bénh than. Cén theo
dai chiat ché cac phan tmg c6 hai trong qua trinh ding thudc.

Bénh nhan cén bao cdo ngay cho bac si diéu tri cac ddu hiéu hodc triéu chiimg dau co, mét méi, sdt,

nudce tiéu sam mau, budn non hoidc non trong qua trinh str dung thude.

Theo doi creatin kinase (CK):

- Trude khi diéu tri, xét nghi¢ém CK nén dugc tlén hanh trong nhiing trudng hop: Suy giam chire
nang than, nhuge gidp, tién sir ban than hodc tten sir gia dinh méc bénh co di truyen tién sir bj
bénh co do sir dyng statin hogc fibrat trude do, tién str bénh gan va/hoic udng nhiéu ruou, bénh
nhan cao tu01 (> 70 tudi) cé nhitng yéu té nguy co bi tiéu co van, kha ning xay ra tuong tac thube
va mét s6 dbi tugng bénh nhan dic biét. Trong nhiing trudng hop nay nén cin nhéc loi ich/nguy
co va theo doi bénh nhan trén ldm sang khi diéu tri bang statin. Néu két qua xét nghiém CK > 5
lin giGi han trén ciia mirc binh thudng, khong nén bit dAu diéu tri bing statin.

- Trong qua trmh diéu tri bang statin, bénh nhén cin théng bao khi c6 cac biéu hién vé co nhu dau
co, clng ¢o, yéu co... Khi ¢é cic biéu hién nay, bénh nhan can lam xét nghiém CK dé c6 cac bién
phép can thiép phu hQ‘p

Anh hieéng trén gan:
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Gidng nhu cac chit (rc ché men HMG-CoA reductase khéc, can thin trong khi dung rosuvastatin &
bénh nhan nghién rugu niing va‘hodic ¢6 tién sir bénh gan. Céc xét nghiém chirc nang gan dugc
khuyén cdo thuc hién trude khi diéu trj va trong truong hop chi dinh lam sang yéu cau xét nghiém
sau d6. Nén ngung hodc giam liéu rosuvastatin néu nong dd transaminase huyét thanh gép 3 14n gici
han binh thudng trén.

Sir dung dong thoi véi thude chong dong coumarin:

Than trong khi str dung rosuvastatin cuing véi céc thuoc chéng dong vi c6 kha ning gay kéo dai thoi
gian prothrombin/ INR kiéu coumarin.

Ddi thao dwong

Mot vai bﬁng chimg cho thdy statin gy tang nong dd glucose trong mau. Bénh nhédn ¢é nguy co
(dwong huyét déi 5,6 - 6,9 mmol/ L, BMI > 30kg/ m?, ting triglycerid, cao huyét 4p) nén duoc theo
doi chit ché.

Pé xa tim tay tré em.

TUONG TAC THUOC, CAC DANG TUONG TAC KHAC:

Ting nguy co 16n thuong co khi st dung statin dong thoi véi cde thude sau:

- Gemfibrozil va céc thude ha cholesterol méu nhém fibrat khéc.

- Niacin liéu cao (>1 g/ ngay).

- Colchicin.

Thudc tec ché/cam ting cytochrom P450: Rosuvastatin khong trc ché hodic cam tng cytochrom P450,
rosuvastatin la mot co chat yéu cia céc enzym trén. Do d6, dy doan khéng c6 tuong tac do chuyén
héa qua trung gian cytochrom P450. Chua cé bdo cdo lam sang vé twong téc giira rosuvastatin va
fluconazol (chét trc ché CYP2C9 va CYP3A4) hoiic ketoconazol (chét irc ché CYP2A6 va CYP3A4),
Thuoc diéu tri viém gan siéu vi C va HIV: Viéc sir dyng dong thoi cac thude ha lipid mau nhoém
statin véi cac thude didu trf HIV va viém gan siéu vi C (HCV) cé thé lam ting nguy co gy tén
thuong co, nghiém trong nhat 12 tidu co van, than hu din dén suy than va co thé gay tir vong.

Dung chung voi cac thuoc diéu tri HIV, viém gan sieu vi C: (Atazanavir, Atazanavir + Ritonavir,
Lopinavir + Ritonavir): Gigi han lléu rosuvastatin tdi da 10 mg mét lan/ ngay.

Cdc chat doi khang vitamin K: Glong nhu céc chat trc ché men HMG-CoA reductase khéc, khi bt
diu diéu tri hoc tang liéu rosuvastatin & bénh nhan diéu tri dong thoi Vi céc chit déi khang
vitamin K (nhu warfarin) co thé lam ting tri s6 INR. Ngung ding hoac giam liéu rosuvastatin c6 thé
lam giam INR. Trong nhiing trudng hop nhu vy, nén theo doi tri s6 INR.

Gemfibrozil: Gidng nhu céc chat (¢ ché men HMG-CoA reductase khac, ding dong thoi
rosuvastatin véi gemfibrozil lam ting ndng do rosuvastatin trong méu. Nén tranh ding dong thoi
hodic néu cén thiét phai phbi hop thi khong nén ding qua 10 mg rosuvastatmfngéy

Thuoc khdng acid: Dung rosuvastatin dong thoi voi hdn dich thude khang acid chira nhom va
magnesi hydroxid lam giam khoang 50% nong d¢ rosuvastatin trong huyet tuong. Khi udng thube
khang acid cach 2 gi¢ sau khi ding rosuvastatin thi nong do¢ rosuvastatin trong huyét tuong s& giam
it hon. Mdi trong quan vé mét ldm sang cla tuong tdc ndy van chua rd.

Erythromycin: Dung df)ng thai rosuvastatin véi erythromyein lam giam 20% AUC va 30% Cumax cla
rosuvastatin. Tuong tac nay co thé 1a do erythromycin lam téng nhu dong rudt.

Thuéc vién uong ngtra thai/liéu phdp thay thé hormon (HRT): Ding ddng thoi rosuvastatin véi
thude vién udng ngira thai lam tang 26% AUC cua ethinyl estradiol va 34% AUC cua norgestrel

Nén luu ¥ dén mirc ting ndng dd céc chéit nay trong huyét twong khi chon thubc udng ngira thai.

Chua ¢6 dir liéu duge dong hoc trén nhitng bénh nhan ding dong thai rosuvastatin va HRT. Vi vdy
khong thé loai trir kha ning c6 téc dong tuong tu. Tuy nhién, sur két hop di duge str dung rong rdi &
phu nir trong céc thir nghiém lam sang va da dugc dung nap tot.

Cyclosporin: Chong chi dinh diing chung rosuvastatin véi cyclosporin.
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Cdc thube khdc: Dua trén cac dir liéu tir cac nghién ctru vé tuong tic thube chuyén biét cho thiy
khong c6 tuong tac dang ké vé mat 1am sang khi ding chung véi digoxin hodc fenofibrat.

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

Thoi ky mang thai

Vi céc statin lam giam tong hop cholesterol va ¢6 thé ca nhléu chit khéc c6 hoat tinh sinh hoc dén
xudt tlr cholesterol, nén thudc c6 thé gy hai cho thai nhi néu dung cho ngudi mang thai. Vi vay
chéng chi dinh diing statin trong thai ky mang lhal

Rosuvastatm chi sir dung cho phu nir trong d6 tudi sinh san khi chic chin khéng c6 thai va da duoc
théng béo vé kha néng gdy nguy hiém.

Néu bénh nhan cé thai khi dang ding thude, nén ngimg thubc ngay 1ap tirc va bénh nhan nén duge
biét vé mdi nguy hiém tiém tang dbi véi bao thai.

Thoi ky cho con bi ) )

Nghién ciru trén dong vat cho thiy thudc co di vao sira, chua rd thude cé di vao sita ngudi hay
khong. Do tiém ning ¢6 téc dung khéng mong mudn nghiém trong cho tré nho dang bu sira me, nén
chéng chi dinh diing statin & ngudi cho con bu.

TAC DUNG KHONG MONG MUON:
Tac dung khong mong muén thuong gdp nhét khi diéu tri bing statin I3 rdi loan dudng tiéu héa. Céc
tac dung khong mong mubn khac dugc bao cdo bao gbm: Pau dau da phat ban, chéng mat, m& mit,
mét ngu va rdi loan vi giac. Tang nong d§ aminotransferase huyet thanh c6 hdi phuc c6 thé xay ra
nén chirc néng gan cdn phai duge danh gia trude khi bit ddu diéu trj va theo d&i thuong xuyén cho
den I ndm sau ]an ting lidu cudi cling. Viém gan va viém tuy cling da dugc béo cdo. Phan ung qua
man bao gdm sdc phan vé va phi mach ciing c6 thé xay ra. Bénh co, dic trung béi dau co, yéu co va
cd lién quan téi tang n%’mg do creatinin phosphokinase da dugc bdo céo, ddc biét ¢ nhiing bénh nhén
st dung chung statin v&i cyclosporm din xudt acid fibric, hodc acid nicotinic. Hiém khi xay ra tiéu
co van kém theo suy than cép.

Tén sudt ciia cdc phan img ngoai ¥ nhu sau:

Réi loan h¢ mién dich:

- Hiém giip: Céc phén (g qua mén ké ca phi mach.

Réi logn tam than:

- Khong rd: Trdm cam.

Réi loan hé than kinh:

- Thuong gap: Nhirc dau, chong miit.

- Rét hiém: Mét tri nho, da bénh ly than kmh ) )

- Khéng rd: Bénh than kinh ngoai bién, réi loan gide ngt (mat ngi, 4c mong).
Réi loan hé hdp:

- Khong rd: Ho, kho tha.

Réi logn hé tiéu héa:

- Thudng gip: Tao bon, budn non, dau bung,

- Hiém gip: Viém tuy.

- Khong rd: Tiéu chay.

Réi loan da va mé dudi da:

- {t géip: Natra, phat ban va may day.

- Khong ro: Hoi ching Stenven - Johnsons.

R6i loan hé co xwong, mo lién két va xwong:

- Thuong gap: Dau co.

- Hiém giip: Bénh co, tiéu co van. r&/
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- Rét hiém: Dau khap.

- Khong rd: r01 loan déy chiing, c¢6 khi bi dat; hoai tir co.

Cdc réi loan tong quat:

- Thucmg gap Suy nhuoc.

Gibng nhu cac chat Gc ché men HMG-CoA reductase khac, tan suat xay ra phan (mg ngoai ¥ c6
khuynh huéng phu thude liéu.

Tac dong trén than: Protein nigu, c6 hodc khong kém theo tiéu ra mau da duge béo cédo & bénh nhan
diéu tri biing rosuvastatin va c¢é phu thude liéu dung.

Tac dong trén hé co - xuong: Bao gom dau co, bénh co (bao gdm ca viém co) va hiém khi xéy ra
tiéu co van ¢6 hodc khong kém theo theo suy than cap

Ting nong do CK theo licu dung dugc quan sat thdy & mot sb it bénh nhan dung rosuvastatin; phén
lon cac truong hop 1a nhe, khdng ¢6 tri¢u chimg va thoang qua. Néu ndng do CK ting (> 5 lan gidi
han binh thudng trén), viéc dleu tri nén ngung tam thoi.

Tdc dong trén gan: Ciing gidng nhu céc chét trc ché men HMG-CoA reductase khic, ting
transaminase theo lidu dd dugc ghi nhdn & mdt sé it bénh nhan diing rosuvastatin; phén 16n cac
trudng hop déu nhe, khong co tri¢u chirng va thoang qua.

=~ Ngodi ra con ¢ thé gdp cdc tac dung khong mong muon khac nhu:
- Suy giam nhan thirc (nhu mét tri nhd, 1a 1an...).
- Tang duong huyét.
- Tang HbAlc. )
Thong béo cho thay thude cde tac dung khong mong muon gap phdi khi sir dung thuoc.
TAC PONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:
Céc nghién ciru dé x4c dinh anh hudng ca rosuvastatin trén kha nang lai xe va van hanh méy chua
duoc thue hién. Khi l4i xe hofic van hanh may nén luu v ring chéng mit c6 thé xay ra trong thm
gian diéu tri.
QUA LIEU - XU TRi:
Khong ¢6 phuong phéap diéu tri dac hiéu khi dung thude qua lidu. Khi qua liéu, bénh nhén nén dugc
dleu tri triéu chimg va dp dung céc bién phéap hé trg khi can thiét. Nén theo doi chirc ning gan va
ndng do CK. Viée thim phan mau c6 thé khéng ¢ lgi.

- PONG GOI: RAVASTEL-5:  Hop 3 vix 10 vién

RAVASTEL-10: Hop 2 vi x 14 vién
RAVASTEL-20: Hop 3 vi x 10 vién
BAO QUAN: Noi kho réo, tranh anh sang, nhiét dé khc‘mg qua 30°C.
TIEU CHUAN CHAT LUQNG: Tiéu chuan nha san xuat.
HAN DUNG: 36 thang ké tir ngay san xut.

TUQ.CYC JRUONG

Séan xudt tai: ) P.TRUONG PHONG
CONG TY TNHH DUQC PHAM DAT VI PHU Gé Mo £ W
(DAVI PHARM CO., LTD) RS un
L6 M7A, Pudng D17, Khu CN My Phude 1, Phuong Thi Hoa, Thixa Béa.Cét, Tinh Binh Duong,

Viét Nam
Tel: 0650-3567689  Fax: 0650-3567688

17
PHO GIAM BSC
DS.Aguyéin Hauin Fheamg



