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Rosuvastatin 1 Omg tablets
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1 trips x 1 0 film coated tablets

Composition/thirnh PhAn

Each film coated tablet contains/ M6i viCn n6n bao phim c6 chfa:

Rosuvastatin Calcium Equivalent to Rosuvastatin 10 Mg.

Color : Sunset Yellow

Storage : Keep in a cool dry place, protected from light.

Carefully read the package insert before use.

Keep all medicines out of reach of children.
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1. Thirnh phin, hdm luqng ciia thuiic:

V6i vi6n ndn bao phim chfta:

Ho4t ch6t: Rosuvastatin calci tuong duong vdi Rosuvastatin lOmg

T6 dugc: Tinh b6t ng6, microcrystallin cellulose phosphat, lactose, PVP K-30, magnesi stearat, talc

tinh khii5t, croscarmellose natri, hypromellose, sunset yellow, castor oil.

2. Dgng bdo ch6: Vi6n ndn bao phim

3. Cric tl{c tinh dug'c luc hgc, duqc {IQng hgc.

Duo'c Iuc hoc

Rosuvastatin ld mQt ch6t ric chti chqn lgc vd c4nh tranh trOn men HMG-CoA reductase, ld men xfc t6c

qu6 trinh chuy0n dOi :-hydroxy-3-methylglutaryl coenzym A thdnh mevolonat, m6t ti6n ch6t cta
cholesterol. Rosuvastatin ldm gi6m lipid bdng hai c6ch;N6 ldm tdng s6 luong thq the LDL tr6n b€ mdt

t6 bao gan, do vAy ldm tang h6p

gi6m c6c thdnh phdn VLDL vd L

Rosuvastatin ldm gi6m ndng dQ

thu vd di ho

DL.

va uc

lesterol

sg t6ng hop VLDL d gan, vi v6y ldm

. .:toiin phAn vd triglycerid vd ldm tang

Aol

$HDl-cholesterol. Thu6c cflng ldm gi6m ApoB, non HDL-C, VLDL-TG vd ldm t6ng ApoA-I.

Rosuvastatin cflng ldm giim ciic t)i lC LDL-C IHDL-C, C todn ptrArVUOt--C, non HDL-C/HDL vd

ApoB/ApoA-I.

Tri liQu d6p fng v6i rosuvastatin th6y 16 trong vdng 1 tuAn bit dAu di6Lr tri vd90%o d6p irng t6i da dat

dugc trong vdng 2 tuAn. C6c d6p ri'ng t6i da thuong dat dugc trong vdng 4 tuAn vd duy tri sau d6.

Duqc cl0ng hqci

H6p thu: N6ng dQ dinh trong huy6t tuong cta rosuvastatin d4t duo. c khoing 5 gid sau khi uring. Sinh

khA dpng tuyQt d6i dpt x6p xi20o/o.

PhAn bti: Rosuvastatin dugc phdn bO rQng rdi 6 gan noi chrj y6u t6ng hop cholesterol vd thanh thAi

LDL-C. the tich phdn b6 c[ra rosuvastatin d4t x6p xi 134L. KhoAngg0o/o rosuvastatin k6t hnp vdi

protein huyi5t tuong, chri y6u ld albumin.

Chuy6n h6a: Rosuvastatin it b! chuyOn ho6 (khoing 10%). Cdc nghiCn cfu chuy6n h6a tr6n 6ng

nghiQrn si'dyng t6 bao gan nguoi cho th6y ld rosuvastatin ld mQt co ch6t y6u dOi v6i sg chuyOn h6a

dr,ratr6n cytochrom P450. CYP2C9 ld mQt isoenzym chinh tham gia vdo chuytln hoa,2Cl9,3A4 vd

2D6 c6 tharn gia nhung 6 mirc dq thap hon. Ch6t chuy6n h6a chinh dugc xiic dinh ld N-desrnethyl vd

cilc chdtchuy6n h6a lacton. ChAt chuytin h6a N-desmethyl c6 ho4t tinh it ho'n 50% so v6'i rosuvastatin

trong khi d4ng lacton duo. c xern ld kh6ng c6 ho4t tinh tr6n lAm sdng.
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Thrii trir: X6p xi 90% liOu rosuvastatin <tugc bdi ti6t khOng d6i trong ph6n (bao g6m cA luong

rosuvastatin dd dugc h6p thu vd lugng rosuvastatin khdng duqc h6p thu) vd phAn con lai dugc bdi ti6t
, '.7qua nuoc treu.

X6p xi 5oZ rosuvastatin duoc bdi ti6t du6i dang kh6ng d6i trong nu6c ti6u. Nrla ddi thAi trt trong

huy6t tucrng x6p xi l9 gio. Nt'a cloi th6i tru kh6ng tdng o li6u cao hon. D6 thanh thai huy6t tuong

trung binh dat x6p xi 50 litlgio (hQ sO bien d6i ld21,7yo). Ctng nhu vdi c6c ch6t ric ctri5 HVtC-Coe
reductase khdc, sg h5p thu rosuvastatin cta gan li6n quan tdi chAt vdn chuy6n mdng OATP-C. ChAt

:. . i.
vQn chuy6n ndy r6t quan trQng dOi vdi su thAi trt'gan cta rosuvastatin.

Tuy6n tinh: Sp phoi nhiSm hQ th6ng cta rosuvastatin tdng tj lQ vdi li6u. Kh6ng c6 su thay d6i c6c

th6ng s5 dugc dQng hgc sau li6u da hdng ngdy.

C6c nh6m bQnh nh6n il{c biQt:
^ 7... -I uor tac va glo'r trnh:

Tric dQng cfia tu6i titc vit gi6i tinh tr6n dugc <lQng hgc crja rosuvastatin kh6ng d6ng k€ tr€n l6m sdng.

Chiing tQc

C6c nghiOn cri'u dugc d6ng hgc cho th6y tdng x6p xi 2 lAn AUC trung binh vd Crnax 6 ngudi chdu A

(Nhflt Bdn, Trung Qu6c, Philipin, Vi€t Nam vd Hdn Qui5c) so vdi ngudi da trang con nguoi Chdu A-

An DQ tdng x6p xi 1,3 lAn AUC trung binh vd Cmax. MQt ph6n tich duoc d6ng hoc theo quAn th6 dan

cu cho th6y kh6ng c6 sr,r kh6c bi6t c6 f nghla lAm sdng vC dugc ilQng hgc d c6c nh6m ngudi da tring

vd ngudi da den.

Suy th$n:

Trong nghiCn cri'u tr6n ngudi suy thfln o nhiAu mt'c d6 khric nhau cho thAy ring b6nh thAn tt'nhe c16n

vla kh6ng 6nh hudng dtin ndng dQ rosuvastatin hoac chAt chuy6n hod N-desrnethyl trong huydt tucmg.

BQnh nhdn suy thfln nang (dQ thanh thii creatinin huy6t tu'ong

huy6t tuong tdng cao g6p 3 lAn vd n6ng d0 ch6t chuy6n hori N

ngudi tinh nguyQn kho6 m4nh.

Suy gan:

co ng dQ thu6c trong

Lyl cao g6p 9 lAn so v6i

Trong m6t nghi6n cfru tr6n c6c bQnh nhdn c6 mr}c d6 suy gan kh6c nhau, kh6ng c6 biing chfrng cira

viQc ting s;r phoi nhi6rn Otii vOi rosuvastatin 6'nguoi c6 chi s6 Child-Pugh tir'7 tro xu6ng.

Mdc du vqy,2 ngudi c6 chi s6 Ctritd-Pugh ld 8 vd 9 cho thAy c6 sg tdng phoi nhi6m h0 thOng ti5i tfri6u
^ ':2 l6n so v6'i ngudi c6 clri s6 Child-Pugh th6p hon. Chua c6 kinh nghiQm sri dung 6 bpnh nhdn c6 chi

sO Cnitd-Rugh tr0n 9.

Tinh da hinh di truydn:

SU phAn b6 cta c6c chAt ilc ch6 HMG-CoA reductase, bao 96rn rosuvastatin, li6n quan toi c6c protein

v4n chr-ry€n OATP1B1 vd BCRP. O bQnh nh6n c6 tinh da hinh di truydn SLCOIBI (OATPIBI)

valhoic ABCG2 (BCRP), c6 nguy ccr tdng sg phoi nhiSm rosuvastatin. Cric hinh thSi da hinh riOng 16

SLCOIBl c.521CC vd ABCG2 c.42lAA c6 li6n quan tdi sg pho'i nhi6m rosuvastatin cao hon (AUC)

sovdic6cki6ugenSLCOlBl c.52lTTho4cABCG2c.42lCC.C6utr0cditruydnc;rth6kh6ngdugc

thiiSt l4p tr6n thr,rc hdnh l6m sdrng, nhung vdi b0nh nh6n duo-c bit5t c6 nhfr'ng ki6u da hinh ndy, mQt li6u

hdng ngdy Rostat thAp hcrn n€n dugc khuy6n c6o
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T16 em: Hai nghiCn cri'u dugc cl6ng hgc v6i rosuvastatin (dirng du6i dang vi6n ndn) 6 tr6 em b! tdng

huy6tapgiadinhdi hqptilc6d0tu6i tiIl0-lThodc6tdi l7tu6i (t6ng sOZt+bQnhnhdn)dEchri'ng

minh ld sg phoi nhiSm d trd em c6 vd nhu tuong ddng hoac thAp hon so vdi nguoi lcrn. Su phoi nhi6rn

rosuvastatin c6 thd dU doiin dugc theo lidiu lugng vd thoi gian trong khoAng 2 ndm.

4. Quy c6ch d6ng g6i: HQp l6p x 10 hQp nh6 x 1 vi x 10 vi6n ndn bao phim.

5. Chi dinh

Ei6u tritlng cholesterol m6u:

Rostat duoc chi dinh cho nguoi l6n, thanh thi6u ni6n vd tr6 em ti' 6 tu6i tro' l6n bi tang cholesterol

m6u nguy€n ph6t (lo4i IIa bao g6m tdng cholesterol gia dinh di hSp tri) ho4c r6i loan lipid m6u h6n

hqp (loai IIb) nhu Id mQt liQu phdp h6 trg cho chr5 dQ dn ki6ng khi ss <t6p ring v6i chti d6 5n ki6ng vd

tri liQu khdng dugc ly khdc (nhu tQp thO dsc, gi6m c6n) kh6ng d6p ['ng dAy dri.

Rostat cfrng duoc chi dinh cho nguoi l6n, thanh thi6u ni6n vd trd em til' 6 tu6i tro l6n bi tdng

cholesterol m6u gia dinh d6ng hqp tLt nhu ld mQt lieu phrip h6 tro cho cne d9 6n ki6ng vd diOu tri gi6m

lipid kh6c (nhLr ly trich LDL mriu) ho3c khi c6c liOLr ph6p ndy kh6ng thich hop.

Phdng ngira cdc bi6n chftng tim mqch

Ngdn ngira c6c bi6n chLi'ng tim m4ch o bQnh nh6n xiic dinh c6 nguy co cao d6i v6i bi6n chfng tirn

mpch lAn dAu, nhu ld m6t liOu ph6p h5 tro Ae Aieu chinh c6c y6u t6 nguy co khdc.

6. Li6u luqng vir cr{ch dr)ng

TrLr'6c khi bat dAu diOLr tri, bQnh nhAn phii theo cn6 ag an ki6ng chLrAn giAm cholesterol vd ti6p tqc diry
. , .: .^

tri ch6 dQ nay trong su6t thoi gian di0u tri. Li0u lugng cho bQnh nhAn theo muc dich tr! liQu vd sg d6p

[rng c[ia tilng bQnh nh6n, sri'dung hu6ng d6n th6ng nh5t hien tai.

Rostat c6 th6 dugc ding vdo U6t tcy thdi di6m ndo trong ngdy, kdm ho4c kh6ng kdrn thri'c dn.

Ei6u tritEng cholesterol m6u:

-!
..:\

tI.-,'s.rf

II

Li0u khoi dAu khuy6n c6o ld 5 ho4c 10mg, u6ng 1 lAn rnSi ngdy tr6n cA

hodc b6nh nhdn chuy6n tu ciic ch6t ri'c cn6 UtrAC CoA reductase kh6c.

chua dirng statin

li0Lr dAu n6n

duo. c tinh to6n theo n6ng dQ cholesterol cta bQnh nhAn vd nguy co tim Inqch lai cfrng nhu

nguy co ti6m tdng A6i vOi c6c ph6n ri'ng phu. C6 th6 ti6n hdnh cliiru chinh li6u 4 tuAn, n6u cAn. Tjsau

lQ c6c phin fng phq dugc b6o c6o tdng l€n vdi li6u 40mg so v6i liOu th6p hon, chuAn li6u cu6i cilng

tdi liOu tdi da 4Omg chi nOn dugc xem xdt d b€nh nh6n t[ng cholesterol ndng vdi nguy co tim mach

cao (d4c biQt nhfing nguo'i b! tdng cholesterol gia dinh), nhirng ngLLoi kh6ng d4t dLroc mpc ti6u tri li6u

v6i li€u 20mg, vd nhfr'ng nguoi sE phii theo d6i hdng ngdy. CAn gi6m sdt chuy0n m6n khi b6t dAu li6u

40mg.

NgIn ngira cr{c bi6n chfng tim mgch

Trong nghiOn cr?u gi6m nguy co c6c bi6n chring tim m4ch, li€u sir dung ld 20mg.

Trii em:

Sri'dpng cho tr6 em chi n6n ducrc ti6n hdnh bdi b6c s! chuyOn khoa.

,/U,'W
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Trd em vd thanh thi6u ni6n tir'6 t6i l7 tu6i (Giai doan lanner <ll-V)

Tdng cholesterol mdu gia dinh di hqp tu:

d t.6 em vd thanh thitiu ni6n bi tdng cholesterol gia clinh di hqp trl'sri dung li€u khoi dAu ld 5mg m6i

ngay.

. d tre em tir 6 tdi 9 tu6i bl tdng cholesterol m6u gia itinh di hgp tti', khoAng lii:u thuong dirng ld 5-

1Omg u6ng mQt lin m5i ngdy. Tfnh an todn vd hiQu quA cria lii:u 16n hon 20mg v6n chua duoc

nghi6n cfru trdn nh6m d6i tugng ndy.

. O tr6 em tu' l0 t6'i 17 tu6i b! tdng cholesterol m6u gia dinh d! h-o. p tft, kho6ng 1iOu th6ng thucrng ld

5-20mg u6ng mQt lAn m6i ngdy. Tinh an todn vd hi6u qu6 crla li€u l6n hon 20mg v6n chua dugc
, " -i.ngnlen cu'u o ool tugng nay.

ChuAn li6u n6n duo. c ti6n hdnh theo sg drip ring vd dung nqp cira tirng bQnh nhAn, theo khuy6n c5o tri

liQu cho tr6 em. T16 em vd thanh thii5u ni€n n6n dugc cl4t vdo ctr€ OE 5n ki6ng giim cholesterol chuAn

tru6c khi Uat AAu tri liQu v6'i rosuvastatin; ch6 dQ dn ki6ng ndy n6n duoc ti6p tqc trong thdi gian tri

liQu v6i rosuvastatin.

Tdng cholesterol mdu gia dinh d6ng hctp tit';

6 tre em tir' 6 tdi 17 tu6i bi tdng cholesterol miiu gia dinh d6ng hgp tri, li6u khuy6n crio t6i da ld 20mg

mQt lan mol ngay.

MQt li6u kh6'i rlAu 5 t6'i l0mg mQt lAn m6i ngdy php thuQc liAiu, cdn n{ng vd statin dirng tru6c d6y.

ChuAn t6'i li€u t6i da 20mg mQt lAn m6i ngdy n6n dugc ti6n hdnh theo sp'd6p irng cfia tirng bQnh nh6n

vd sg dung nap d bQnh nhi theo sg khuy6n c6o tri liQu d trd em. T16 em vd thanh thi6u ni6n n6n duoc

dnng chii dQ 6n ki6ng h4 cholesterol chuAn tru6c khi bat dAu tri ligu rosuvastatin; chC dg dn ki6ng ndy

dugc tii5p tpc trong su5t qu6 trinh tri li6u vdi rosuvastatin.

Cdn gi6i han kinh nghiCm vdi li6u hon 20mg tv b6nh nhi.

T16 em du6'i 6 tu6i

Tinh an todn vd hiQu qu6 cira viQc sr)'dqng cho tr6 em dLr6i 6 tu6i chua duoc thi6t l6p. Do d6, Rostat

kh6ng duo. c khuy6n c6o sti'dr,rng o trd em du6i 6 tu6i.

Sii, dung ti ngudi cao tu6i

M6t li6u khcri clAu 5mg dugc khuy6n crio d bQnh nh6n > 70 tu6i. Kh6ng cAn thitit phii di6u chinh li6u

khdc li6n quan tdi tu6i.

Li6u dtng O bQnh nh6n suy th{n

Kh6ng cAn thi6t cli6u chinh li0u d bQnh nhdn suy th6n nhe t6i trung binh. Li6u

5mg 6 bQnh nh6n suy th4n trung binh (dQ thanh thii creatitin < 60 ml/phftt).

l
il
il
,

khoi dAu ld

4 dugc ch6ng

chi dinh 6'bpnh nh6n suy th4n trung binh. Su'dpng Rostat o bOnh nhAn suy th4n nqng dugc ch6ng chi

dinh <r t6t ca c6c licu.

Li0u dirng ti bQnh nh6n suy gan

Kh6ng tdng su phoi nhi6m rosuvastatin 6 benh nhAn c6 diOm Child-Pugh tir 7 trd xu6ng. M4c dir vfly,

tdng sr,r phoi nhiSm rosuvastatin dd dugc quan siit thay 6 bQnh nhAn c6 di6rn Child-Pugh tir B tdi 9. O

nhft'ng b6nh nhdn ndy d6nh gi6 chilc ndng thAn n6n dugc xetn x6t. Kh6ng c6 kinh nghi€m o b6nh nhdn

cO sO diCm Child-Pugh tr€n 9. Rostat rlugc ch6ng chi rtinh cr bCnh nhAn c6 bCnh nhdn gan ti6n tri6n.

L
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Chiing tQc

Tdng sg phoi nhi6m dd dusc th6y 6 nguoi Chdu A. t-i0u kh6'i <lAu khuyi5n c6o d6i v6i b0nh nhdn g6c

ch6u A ld 5mg. Lii:u 40mg duqc ch6ng chi dinh 0 nhirng bQnh nhdn ndy.

Da hinh di truy6n

Cric lo4i cla hinh di truy6n nh6t dinh duqc bi6t ld c6 th€ d6n t6i tdng sg phoi nhi6m rosuvastatin. V6i

bQnh nh6n duqc bi6t c6 cdc da hinh di truydn nh6t clinh, khuy5n c6o li0u hdng ngdy th6p hon binh

thuo'ng.

Li6u dtng 6'bQnh nhAn c6 cric nhin tii khuynh hu'6'ng bQnh co'

Li0u khdi dAu khuy6n c6o ld 5mg d b6nh nh6n c6 nh6n t6 khLrynh hu'6ng b6nh co. Li6u 40mg duoc

ch6ng chi dlnh 6 mQt s6 bQnh nhdn ndy.

Trl liQu t<tit trqp:

Rosuvastatin ld mQt chAt n0n cta cdc protein vfin chuy6n kh6c nhau (vi dg OATPIBI vd BCRP).

Nguy co bQnh co (bao gdm ci globin co niQu klch ph6t) tdng lOn khi Rostat dugc dirng ddng thoi v6i

mQt thu5c md c6 thiS ldm tdng n6ng d0 rosuvastatin do tuong t5c voi protein v4n chuy6n ndy

g6t cf khi ndo c6 th6, n6n xem x6t thay d6i thu6c, vd, n6u cAn, xern xit ngu'ng tarn thoi tri li6u Rostat.

Trong trudng hqp kh6ng th€ tr6nh viQc sfr dUng ktit hgp c6c thu6c ndy vdi Rostat, xem xdt cAn th6n loi

ich vd nguy co cta tri li€u d6ng thoi vd di6u chinh li6u dirng cria Rostat.

Khi sri dqng d6ng thd'i rosuvastatin v6i cdc chdt ric chr5 protease cira HIV vd HCV nhu atazanavir;

atazanavir + ritonavir hoflc lopinavir * ritonavir; cAn gidi h4n liOu rosuvastatin t6i da 10 mg mQt

.). ,
lan/ngay a

o
7. Chi5ng chi ilinh

Rostat dugc chdng chi clinh trong:

- BQnh nhdn quri m6n cim vdi bAt ki'thdnh phAn ndo cria thu6c

- BQnh nh0n m6c bQnh gan ti6n tri0n k6 ci tdng transaminase huy6t thanh

ffiilJnhdn, vd khi niing d0 transaminase huy6t thanh tdng hon 3 lAn gi6i han

(uLN).

B€nh nhdn dang dirng cyclosporin

BQnh nhdn c6 bgnh ly v0 co

BQnh nhdn suy thQn (C1., < 30 ml/ph[t).

Trd em du6i 6 tu6i, vi d0 an todn vd hiQu qu6 cta thu6c chua duqc thi6t l4p o trd em du6i 6 tu6i.

Phu nfi'c6 thai vd phr,r nfr'cho con bi vi dQ an todn cfrng clrua dugc thi6t l$p.

Lidu 40mg dugc ch6ng chi dinh d bQnh nhdn c6 nh6n t6 khuynh hu'6ng til trudc v6i bQnh colglobin co

ni6u klch ph6t. C6c nhdn t6 giim:

- Suy thQn trung binh (d0 thanh th6i creatinin < 60 ml/phrit)

- CiAm ndng tuytin gi6p

- R6i loan co di truydn c6 tidn sri'gia dinh hoic c6 nhdn

- NghiQn ruqu

- C6c trudng hqp c6 th6 x6y ra tdng ndng dQ thu6c trong huy6t tuong
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- BQnh nh6n nguoi chAu A

- Sri dpng d6ng thoi vdi fibrate

8. C{c tru}ng hqp thfln trgrng khi sii'dgng thu6c

AnLhu0nelellhan:
Protein niQu, dugc phAt hien bing que thft vd c6 ngu6n g6c chfnh ti'6ng thdn, dd dugc ghi nh4n d

nhii'ng bdnh nh6n diOu tri bing Rostat liAu cao, dac biQt d li€u 40rng, phAn l6n tinh tr4ng ndy tho6ng

qua ho{c thinh tho6ng x6y ra. Protein ni6u khdng ph6i ld d5u hieu b6o trudc cira tinh trang bOnh thdn

c6p hoqc titin tri6n. CAn d6nh gi6 chri'c ndng thQn trong thdi gian theo ddi c6c bQnh nh6n dd dugc di6u

tri v6'i li0u 40mg.

Anh hudne tr0n c0 xuo'ns: Chc tirc ddng tr0n co xuong nhu gAy ra dau co vd bdnh co vd mQt s6 t',i6m

trudng hqp ti0u co v6n dd dugc ghi nhQn 0 nhfrng b€nh nh6n duoc rliAu tri bing rosuvastatin 6 tAt ci
c6c li6u vd d4c biQt d li0u>20mg.

Don0@
CAn nhdc theo d6i creatin kinase (CK) trong truong hgp:

+ Trudc khi rli6u trl, xdt nghiQm CK n6n dugc ti6n hdnh trong nhfi'ng trudng hgp: Suy gi6rn chri'c ndng

' .' .:
th6n, nhuo. c giiip, ti6n srj' b6n thdn ho4c ti6n sri' gia dinh mac bQnh co di truy6n, ti6n sri' bi bQnh co do

sri'dr,rng statin ho{c fibrat tru6c d6, tiAn sft bQnh gan valho{c u6ng nhiOu rugu, bQnh nh6n cao tuOi 1>

70 tudi) c6 nhfr'ng y6u t6 nguy co bi ti6u co van, khi nang xAy ra tuong t6c thu6c vd mQt s6 d6i tuqng

b0nh nh6n ddc bi6t. Trong nhfr'ng trud'ng hqp ndy n6n cdn nh6c loi fch/nguy co vd theo ddi b6nh nhdn

tr0n l6rn sdng khi cli6u tri bing statin. N6u k6t qud xdt nghi€m CK > 5 lAn gi6'i han tr6n cta rnirc binh

thudng, khdng n6n bit dAu di6u tri bing statin.

+ Trong quri trinh di6u tri bing statin, bQnh nh6n cAn th6ng b6o khi co cftc bi6u hien vd co nhu dau co,

c['ng co, y6u co ... Khi c6 cac bi6u hi6n ndy, bQnh nhdn cAn ldm xdt nghiCm CK dC co citc bi6n ph6p

can thiQp phn hqp.

Kh6ng n6n do n6ng ctQ creatinin kinase (CK) sau khi vQn dQng ging sfc ho

rnQt nguyOn nhdn ndo d6 c6 thO ldm ting CK vi diiju ndy c6 thd ldm sai lQch

Tru6c khi di€u tri:

Ciilng nhu c6c ch6t ri'c ch6 men HMG-CoA reductase kh6c, cAn thdn trgng khi dirng Rostat o bQnh

nhdn c6 c6c y6u t6 c6 th6 d6n d6n bQnh lf vO co (ti6u co vAn) nhu:

Suy thQn.

Nhuo. c girip

Ti6n sri'bin th6n hodc gia dinh c6 benh di truydn v6 co.

Ti€n sti gdy dQc tfnh tr6n co do c6c ch6t ric ch6 men HMG-CoA reductase khdc hodc fibrat.

Nghi6n ruou.

Tr€n 70 tu6i.

Crlc tinh trpng c6 th6 g6y ra tdng n6ng d0 thu6c trong huy6t tuong.

"4

a
u
,,1

d
AC sLl h n di6n cira
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Dtng ddng thdi v6i c6c fibrat. 6 nhf,'ng bQnh nh6n ndy n6n c6n nhic gifr'a nguy ccr vd lgi ich cfia viQc

di6u tri vd ph6i theo ddi l6rn sdng. Ni5u n6ng dO CK ting cao dring k€ trudc khi di6u tr! (>5xULN) thi

kh6ng n6n bdt ddu di6u tri bing Rostat.

' ' -.:
I rong Knr dleu tn:

NOn y6u cAu b6nh nhdn b6o ciio ngay crlc hi0n tucrng dau co, y6u co hoflc vqp b6 kh6ng gi6i thich

dugc, d[c biQt n6u c6 kdm mQt m6i hodc s6t. N6n do n6ng do CK 6 nhftng bQnh nh6n ndy. NCn ng]ng

rosuvastatin n6u niing dg CK tdng cao d6ng kC (>5xULN) ho[c c6c tri6u chfi'ng v6 co trAm trong v]r

gdy kh6 chiu hdng ngdy (ngay c6 khi n6ng d9 CKSSULN). NCu c6c tri6u chf'ng ndy kh6ng cdn nfr'a v]r

nOng dQ CK tr6 lai rn[lc binh thuong ndn xem x6t d6n vi6c dirng lai Rostat ho[c dirng mgt cn6t ri'c ch6

men HMG-CoA reductase kh6c 0 li6u thdp nhSt vd theo ddi chflt chc.

ViQc theo d6i dinh kj, niing d9 CK d cric b6nh nhdn kh6ng c6 triQu chfi'ng kh6ng dirn b6o phrit hi6n

bQnh co.

Trong cdc thrlr nghiQm lAm sdng, kh6ng nh6n th6y gia tdng 6nh hrrong tr6n co xuong o mQt s6 it bQnh

nhdn ding Rostat d6ng thoi v6'i c6c thu5c khric. Tuy nhi6n, t! lQ m6c bQnh vi6rn co vd bQnh co gia

t[ng dd duqc thAy d benh nhdn dirng cdc chdt rilc chtl men HMG-CoA reductase khdc d6ng thoi v6'i

ciic d6n xr6t cira acid fibric kO ci gemfibrozil, cyclosporin, acid nicotinic, thu6c khring nAm nh6m

azol, cac ch6t ['c ch6 men protease vd kh6ng sinh nh6rn macrolid, gernfibrozil ldrn tdng nguy co bQnh

co khi dirng d6ng thdi v6i vdi chAt ri'c ch6 men HMG-CoA reductase. Do vAy, sp phiii hop gifr'a Rostat

vd gernfibrozil kh6ng dugc khuy6n c6o. ViQc sri dung k6t hop Rostat v6'i fibrat hodc niacin aC Oat

duo. c sg thay rl6i hon nfr'a n6ng dQ lipid, n6n cdn nh6c k! giila lqi ich vd ngr.ry ccr c6 th6 xiy ra do

nhfr'ng k6t hqp ndy (xern "Tuo-ng tiic thu6c" & "T6c dr,rng ngoai !").
Kh6ng n6n dtng Rostat cho b6nh nh6n c6 tinh tr4ng nghiCm trong c6p t(nh, nghi ngn do b€nh co hoic

c6 thd d6n di5n suy thQn thfl phdt bi ti6u co vdn (nhu nhiSm khuAn huy6t, tpt huy6t 6p, d4i ph6u, ch6n

thuong, ,5i loan diQn gi6i, nQi titit vd chuy6n ho6 n{ng; ho{c co gipt kh6ng ki6m soSt duqc).

Anh huri'ng tr6n gan:

Gi6ng nhu c6c ch6t ri'c ch6 men HMG-CoA reductase kh6c, cAn thAn

nhdn nghiOn rugu n[ng vd/ho{c c6 ti6n sri b6nh gan.

Ldrn ciic x6t nghiQm enzym gan tru6c khi bat dAu di6u tri bdng statin vd trong trudng ho-p chi dinh lAm

sdng y6u cAu xdt nghiQm sau d6. NOn ngung ho4c gi6m liiru Rostat n6u n6ng dQ transarninase huy6t

thanh g6p 3 lAn gi6i h4n tr6n cta mfc binh thuong.

O nhii'ng bQnh nhAn tdng cholesterol thri' ph6t do thi6u ning tuyiin gi6p hodc hQi ch[r'ng thiin hu, thi

nh0ng b6nh nhdn ndy phii dugc di€u tri truoc khi bat dAu dtrng Rostat.

id

4
,u
zl
A.fl
',]
,l
,.)

,{
1n
.1j

Id bqnh

M
Rostat 10 - HDSD cho cdn b0 Y td

fu itirya S iver amaft risiina n
Page 7 of 12

11

<
I

o

India



Chiing tQc:

C6c nghiEn cfu dugc dQng hgc cho th6y c6 sg gia tdng mt1c dQ titip xtic v6i thu6c tinh theo ndng dQ

vd thoi gian d bOnh nhdn Chdu A so vdi nguoi da tring (xem "Li6u lu'ong vd c6ch dung" & "Dugc

d6ng hoc").

C6c ch6t rlc ch6 protease

Tdng sp phoi nhi6m h0 th6ng rosuvastatin d5 ilugc quan s6t th6y o bQnh nh6n dirng d6ng thoi

rosuvastatin cirng v6i cric ch6t t'c ch6 protease kh6c nhau ktit hqp v6i ritonavir. CAn c6n nhic ci v€ lqi

ich cfia hA lipid do st dqng Rostat o benh nh6n HIV <lang ding ctrc ch6t ['c ch6 protease v]r nguy co

tdng n6ng dQ rosuvastatin huy6t tuong khi Uat aAu vd diAu chinh liAu Rostat d bQnh nhdn dd tri li6u vdi

c6c chAt 0'c ch6 protease. Sri dung d6ng tho'i vdi ciic ch6t t'c ch6 protease kh6ng dugc khuy6n c6o trir'

khi liAu Rostat dugc did:u chinh.

Sg dung n4p lactose.

B6nh nhdn co cftc v6n d6 di trLry6n hi€m gAp vi, dung nap galactose, thi6u rnen lapp lactase hodc kdm

hAp thu glucose-galactose khdng n6n dilng thu6c ndy.

BQnh nh6n bi bQnh ptriii Uc:

D6 c6 c6c biio c5o hi6m gAp c6c trudng hqp bi bQnh ph6i ke v6i rnQt s6 statin, d{c biqt tri li6u kdo ddi.

C6c dpc cli6m triQu ch0'ng c6 th6 gtim kh6 thd, ho khan vd suy gi6m sri'c kh6e n6i chung (mQt m6i,

giim cdn vd s6t). Ntiu nghi ngcr bQnh nh6n c6 bQnh vi6m ptrOl ti6n tri6n, tr! tiQu statin n€n dugc ngtrng

ngay.

Drli th6o dud'ng

MQt s6 b6ng chfi'ng cho th6y ld statin ld m6t loai ldm tdng glucose m5u vd o mQt s6 b6nh nhAn, c6

nguy co cao ti6u dudng, c6 thO gdy ra rnrlc dudng huy6t cao nOn cAn ki6m soSt duong huy6t. Tuy

nhi€n, kh6ng cAn thi6t phii ngt'ng tri liQu statin vi lf do ndy. BCnh nh6n c6 nguy co (duong huyr5t l[c

d6i ld 5,6 tdi 6,9mmol/lit, BMI > 30 kg/m2, ting triglycerides, tdng huy6t ap) n6n duoc ki0m so6t cA

lAm sdng vd h6a sinh theo hudng dAn qu6c t6.

Trong nghiOn cLi'u JUPITER, tAn xu6t drii thiio duong duo. c b6o c6o ld 2,8yo 6 nh6m rosuvastatin vd

2,3oh 6 nh6rn gi6 duo-c, chir y6u 6 bOnh nhAn c6 dud'ng hLry6t lirc d6i ld 5,6 t6i 6,9rrnrol/1.

Trd em

ViQc <l6nh gi6 sg ph6t trit5n tuy6n tfnh (chiOu cao), cdn n4ng BMI (chi

diOm php vC sp ph6t tri6n gi6i tinh theo Tanner d tr6 em tD' 6 t6i 17 tu6

trong m6t giai do4n 2 ndm. Sau 2 ndm tri liqu nghi0n cri'u, kh6ng ph6t hiQn th6y Anh hudng tr6n sg

sinh trudng, cdn ndng, BMI ho[c ph6t tri0n gi6i tinh.

T16n mQt thri' nghiQm lArn sdng d tr6 em vd thanh thii5u ni6n ditng rosuvastatin trong 52 tuAn, CK ting

> 10 x ULN vd ciic triQu chring co sau tap thC dpc ho4c tang hoqt dQng th6 ch6t dd drLo. c quan s6t v6'i

tdn xu6t ptrO Uit5n hon so v6i c6c quan s6t trong c6c cuQc thir nghiQm l6m sdng o nguo'i l6'n.

Sii'dgng cho phg nir c6 thai vi cho con bti:

Rostat ch5ng chi dinh trOn phu n[ c6 thai vi cho con b0'

Phy nfi' c6 th6 mang thai ndn sit dung c6c bi6n ph6p ngila thai thich hgp.

c0

idn uvastatin bi gi6i han

rh(3), va dAc
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Vi cholesterol vdr ciic s6n phAm sinh t6ng hgp cholesterol khric ld cAn thi6t cho su ph6t tri6n bdo thai,
- .;. .

nen nguy co ti€rn tdng do ilc ch6 men HMG-CoA reductase sC chi€m uu th€ ho'n loi ich cfra vi6c di6u

trl bing Rostat trong su6t thdi gian mang thai. C5c nghiCn c['u tr6n d6ng v6t cho th6y c6 nhfr'ng bing
x -^chfi'ng gi6i hqn v€ dQc tinh trdn hQ sinh sAn ("an todn ti0n l6m sdng") n6u bQnh nh6n c6 thai trong khi

diOu tri cholesterol thi n6n ngung thu6c ngay l4p tirc. d chuQt, Rosuvastatin bai ti6t qua s['a. Khdng c6
:.'

dfr' liQu tuong ['ng vC sg bdi ti6t qua sira d nguoi (xem Ch6ng chi clinh).

T6c clQng ciia thu6c khi I{i xe vd v$n hinh m6y m6c
,-^

Cdc nghien c['u dC x6c dlnh 6nh hu6'ng cta Rostat tr6n khA ndng l6i xe vd v6n hdnh m6y chua duoc

thuc hiQn. Tuy nhi6n, dq'a tr€n nhilng d5c tinh dugc lp'c thi Rostat kh6ng th6 anh hLldng tr6n ciic kh6

ndng ndy. Khi l6i xe ho{c v4n hdnh m5y m6c n6n luu ;i ring ch6ng m5t c6 th6 xiy ra trong thoi gian

di6u tri.

g. Tuong t6c cia thu6c vtit c6c thu6c khfc vi cdc lo4i tuong tdc khdc

Cyclosporin' dirng dding tho'i Rostat v6i Cyclosporin, cac gi6 tri AUC c0a Rosuvastatin cao hon trung

binh gAp 7 lAn so vdi tri s5 ndy d ngLroi tinh nguy6n khod rnanh (xern "Ch6ng chi dinh")

Dirng d6ng thoi Rostat vd cyclosporin kh6ng 6nh hu6'ng d6n ndng d6 cyclosporin trong hLryi5t tuo-ng.

Cdc chiit aAi knang Vitamin K;

Gi6ng nhu c6c ch6t fc chr5 men HMG-CoA reductase kh6c, khi Uat aAu diOu tri ho[c tdng li6u Rostat

o bQnh nhdn cli6u tri d6ng thoi v6i cdc ch6t AOi tnang Vitamin K (nhu warfarin) c6 th6 ldm tdng tri si5

INR. Ngung ding ho4c giAm lidu Rostat c6 thC ldm giim INR. Trong nhii'ng trudng hcrp nhu vAy, n6n

theo dditri s6 INR.

Colchicin;Tdng nguy co t6n thuong co khi sLl dLrng statin d6ng thoi vdi c6c thu6c colchicin

Gemfibrozil, niacin liiu cao vd cdc thuiic hq lipid mdu khdc;

Dirng d6ng thoi Rostat v6i gernfibrozil ldm tdng g6p 2 lAn tri sO C,,u* vd AUC cia Rosuvastatin (xem

"ChLi i d0 phdng vd thqn trgng l[c dirng"). Dga tr6n dfr' li6Lr tir c6c nghi6n c[ru tuo'ng t6c thu6c chuy0n

biQt cho th6y kh6ng c6 tuong t6c dugc dQng d6ng k6 vdi fenofibrat, tLry nhi€n g tdc vd dLLgc lp'c

c6 the xby ra. Gemfibrozil, fenofibrat, c6c fibrat kh6c vd niacin (nicotinic c6c li a lipid ()

1glngay) ldm tdng nguy co bQnh co khi dtng d6ng thoi v6'i c6c ch6t U'c chi5

th0 vi cric thu6c ndy c6 thO gdy bQnh l1i v0 co khi dirng ri6ng l6'

Thtttjc khdng acid:

Dirng Rostat d6ng thoi v6'i h6n dich thu6c kh6ng acid chfra nh6m vd magnesi hydoxid ldm giim

kho6ng 50% n6ng ilQ cira Rosuvastatin trong huy6t tucrng. Khi u6ng thui5c kh6ng acid c6ch 2 gid sau

khi dtrng Rostat thi n6ng d6 Rosuvastatin trong huy6t tuo-ng se giArn it hon. M6i tLLong quan vd mdt

l6m sdng cria tuong t6c ndy v6n chua 16.

Erythromycin:

Dirng d6ng thdi Rostat v6i erythromycin ldm gidm 20% AUC (0-t) vd 30% C,,u, cLia Rosuvastatin'

Tuong t6c ndy c6 th6 la do erythromycin ldm tdng nhr"r dQng rurQt'

reductase c6

'w
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Thuiic viAn uiing ng*a thai/liQu phdp thay thi! hormon (HRT): Dtng rl6ng thdi Rostat v6i thu6c vi6n

uting ngira thai ldm tdng26%o AUC cta ethinyl extradiol vd34o/o AUC cta norgestrel. N6n luu ! d6n

mric tdng n6ng clQ c6c ch6t ndy trong huy6t tucrng khi chon thu6c udng ngua thai.

Chua c6 dir liQu dugc clQng tr€n nhfr'ng bQnh nhAn dirng d6ng tho'i Rostat vd HRT vd vi vAy kh6ng th6

to4i tril khA ndng c6 t6c dQng tuong tU. Tuy nhi€n, k6t ho-p ndy dA dugc sil dr,rng rQng rdi o phu nD'

trong c5c thri nghiQm lAm sdng vd dd dugc dung n4p tdt.

Cdc thutic khdc:

Dua tr0n c6c dii liOu tu c6c nghi€n c0'u vd tucmg t6c thudc chuy6n biQt cho th6y kh6ng c6 tuong t6c

d6ng kC vA m{t l6m sing khi dtng chung v6i digoxin.

Ezetimid: Sri' dpng ddng thoi lOmg Rostat vd lOmg ezetirnid d6n tdi tdng 1,2lAn AUC rosuvastatin d

ngudi tdng cholesterol miiu. Kh6ng thti loai tril m6t tucrng tdc duoc lr.Lc hgc g6y ra c6c phAn ung phU

giii'a Rostat vd ezetimib.

Men cytochrom P450; k6t qui tt tht nghiQm in vitro vd in vivo chfi'ng t6 ring rosuvastatin kh6ng phAi

ld chAt ['c ch6 hopc c6m ['ng men cytochrom P450. Hon nfr'a, rosuvastatin ld ch6t ndn y6u cho ciic

isoenzym ndy. Kh6ng ghi nh6n c6c tucrng t6c li6n quan ud lAm sdng gitia rosuvastatin vdi fluconazol

(ch6t ri'c chtl CypZCq vd CYP3A4) ho4c ketoconazol (chAt iLc ctr6 Cypza6 vd CYP3A4). Dnng c16ng

thoi v6i itraconazol (ch6t ri'c cht5 Cyp:e4) vd rosuvastatin ldm t1ng2SYo AUC cira rosuvastatin. Su

tdng ndy kh6ng drrgc xem ld c6 1i nghTa vdi m[t l6m sdng. Vi vf,y, kh6ng c6 tucrng tric thudc do sq

chuy6n ho6 qua trr,rng gian cytochrom P450.

Cdc chiit uc ch€ protease:TrongmQt nghiOn cri'u dugc dQng hgc, dung d6ng thoi Rostat v6i mQt ch6

phAm k0t hop 2 chAt t'c chti protease (lopinavir 400rng/ritonavir l00rng) 6 ngLroi tinh ngLryQn kho6

manh ldm tdng c5c chi s6 RUC (O-24) tr4ng thrii 6n dinh l6n g6p 2 lAn vd C,,,u* lOn g6p 5 lAn. Tuo'ng

t6c gifi'a Rostat vd nhfi'ng chSt ri'c ch6 protease khric chua duqc ki6m ch0'ng. CAn c6n nh6c lqi ich cL]ia

viQc gi6m lipid m6u o bQnh nhAn HIV dang dung Lopinavir/ritonavir v6i nguy co tdng n6ng dQ vd thdi

gian tii5p x[rc Rosuvastatin khi Uat AAu di€u tri vd khi tdng liirLr Rostat.

Vi6c sft dpng cl6ng tlioi cric thLr6c ha lipid m5u nh6m statin v6i ciic thu6c didu

si6u vi C (HCV) c6 th6 ldm tdng nguy c0 gdy t6n thuong co, nghiem trong nh6t I

d6n drln suy thfln vd c6 th€ gdy tri vong

ati

10. Tdc rlqng kh6ng -ong mu6n

C6c bi6n cO kh$ng ghi nhQn khi dung Rostat thuong nhe vii tho6ng qua. Trong c6c nghiOn criu ldm

sdng c6 d6i chr:r'ng, c6 du6i 4% bQnh nhdn di6u trl bing Rostat r0t khoi nghi6n crl'u do bitin cd khdng
i

mong muon.

TAn xu6t cia c6c bi6n c6 kh6ng mong mu5n nhu sau: thudng gap (>1/100, <1/10), it g5p (>l/1000,

<l/100), hi6m gip (>1/10.000, <1/1000), r5t hi6m gap (<1/10.000).

niii to4n hQ mi6n dich: Hidm gdp: ctrc phAn ring quri rnfin k6 ci phir rn4ch.

Ri5i to4n hQ thnn kinh: Thudng gdpt nhfi'c dAu, ch6ng mdt'

Ri5i to4n hQ ti6u hoit: Thudng gQp: t6o b6n, budn n6n, dau bpng.

Hidm gQp: vi6rn tr,ry

VAV gan

, thqrn hLL
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R6i to4n da vi m6 dutii da: it gdp;ngria ph6t ban vd mC day.

R6l to4n hQ co xuong, md liOn ktit va xuong: thu'dng g\p: dau co, hidm gdp: bQnh co, ti6u co vdn.

C6c r6i lo4n t6ng quilt: Thudng gqp: suy nhuoc. Gi6ng nhu c6c ri'c ch6 men HMG- CoA reductase

khiic, tAn xu6t xay ra tiic dung kh6ng mong mu6n li€n quan d6n thu6c c6 khuynh hudng phu thu6c

lleu su oung.

Tdc ilQng trOn thfn: Protein ni6u, duoc ph6t hi6n bing que thri vd c6 ngu6n g6c chinh ttr'6ng thAn,

d6 dugc ghi nh6n d nhirng bQnh nh6n didu tri Rostat. Sr,r thay il6i lugng protein ni6u til khdng c6 ho{c

chi c6 vi5t dtin duong tinh (++; hodc cao hon dd dugc nhdn th6y o < 1% b6nh nhdn khi diOu tri bing

Rostat lOmg vd 20mg vd khodng 3%bQnh nhAn khi di6u tri bing Rostat 40mg. Lugng protein ni6u

tdng nhe tu kh6ng c6 hodc c6 v6t dtin duong tinh (+) dugc ghi nh4n 6 lidru 20mg. Trong hau hCt c6c

trr.rdng hgp, protein ni6u gi6m hodc bii5n m6t khi titip tuc ditiu tri vd kh6ng phii ld d6u hi6u b6o tru6c

cta bQnh th4n c5p tinh hay ti6n tri6n.

T{c ilQng trOn hQ ccr - xucrng: T6c dQng tr€n hQ co- xllong nhu dau co, bQnh co vd mdt s6 hit5,n

trud'ng hgp tiOu co v6n dd dugc ghi nhdn 6' nhfr'ng b6nh nhdn duoc di€u tri bdng Rostat 6 tdt cA clc

li€u vd ddc biQt o li6u > 20mg.

Tdng ndng dO CK theo ducrng dirng duoc quan siit thAy o bQnh nhAn dirng rosuvastatin; phAn l6n o c6c

trudng ho. p nhg, khdng c6 tri6u chring vd tho6ng qua, n6u n6ng dQ CK tdng (>5xULN) viQc di6u tri

nOn ngung t4rn thdi.

Tdc clQng tr6n gan: Cfrng gi5ng nhu c6c ch6t r:Lc ch6 rnen HMG- CoA reductase kh6c, tdng

transaminase theo liAu dd dugc ghi nhfln d mQt s6 it benh nhAn dirng rosuvastatin; phAn lon cdc trudng

hqp dCu nhg, khdng c6 triOu chf'ng vi thoiing qua.

Kinh nghiQm trong qud trinh lru hiinh thudc:

Ngodi c6c ph6n f'ng dO cflp tr6n, c6c bi6n c6 luu hdnh thu6c Rostat c6c bi6n cf5 khOng mong mu6n sau

cfing dugc ghi nhf,n trong qu5 trinh luu hdnh thudc Rostat.

n6i to4n hQ gan-mQt: Riit hiiSm gQp:Yingda, vi6rn gan; hiiint gdp: Tdngnen

R6i lo4n cd xuong: Hi€m Sqp'Eau kh6p .

Riii toSn hQ thAn kinh: Rrir hidm gQp:BOnh da ddy thAn kinh, suy gi6m nh6n

lu lan. . .J.

ntii to4n chuy6n h(ta: Hiiim gQp; tdngduong huy5t;tdng HbAlc

nh tri nh6,

I
il

J

11. Qud lidu vir xu tri
Kh6ng c6 phuo-ng ph6p di6u tri ddc hiOu khi ding thu6c quri li6u. Khi qu6 li6u, bQnh nhAn duo. c didu

tri triQu chf'ng vd 6p dqng c6c biQn phrip h6 trg khi cAn thi6t. N6n theo ddi chuc ndng gan vd n6ng c1Q

CK. Viec thAm phdn rn:iu c6 th€ kh6ng c6 lgi.

12. Circ d6u hiQu cAn lu'u f vi khuy6n crio: kh6ng c6
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15. Ngiry xem x6t, c$p nh4t lai nQi dung hufng din sii dgng thu6c:

-qdJ

13. Didu kiQn b:io qurin vh hgn sii dgng cria thu6c:

Didu kiQn b:io quin: Noi kh6 mAt, tranh iinh siing, d nhi6t dQ du6i 300C.

H4n sii dgng: 36 thring k6 tt' ngdy sin xu6t.

14. TGn vdr tlia chi cria nhir s:in xu6t

GLOBAL PHARMA . LTD

Alathur,

Nadu, An D0.

Hith ya Si*arafi ia ftrit hn a Ii

J

TTJQ.CVC TRI-T5NG

p.rntrua PHoNG

gfiq*W%d^ g{q*/'

India
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