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Uy NOVARTIS

Rx - Thube bén theo don

Diovan®

Thbe ¢di khdng thy thé angictensin I}

MO TA VA THANH PHAN

Dang bdo ché

Vién nén bao phim.

Diovan 80 mg: Mau 66 nhal. hinh trdn, £ canh xién, o6 vach lrén
mét mét; o6 khi chir “OV* trén mit cd vach vé chir "NVR trén
mét ki,

Diovan 160 mg: Mau da cam-xam, hinh béu due, €6 vach trén mét
mét, 66 khic chir “DX/DX trén mdt ml va ehir "NVR” tréin mit kia.
Hoat chét:

Mgt vién chira 80 ing hodc 160 mg valsartan,

Taduge

Vidn nén: Celiuiose vi tinh thé, crospovidone, sic dang keo khan,
magnesi stearal, hypromelose, litan diowid (E171), macrogol 8000,
oxid 581 mau d9 (E172), oxid 58 méu vang (E172), ovid sl méu
den (E172; chi b & 160 mg)

CHIBINH

Téng huyét dp

Bidu Ir tang huyét 4p.

Suy tim

Bibu trf suy tim (69 11-1V theo phin logi cia Higp hii Tim New

York - NYHA) & bénh rihan dang dibu b chudn v thudc ki iy,
digitales kém v hodc thude chen beta hode thube dre ché men

chuyén angiotensin (ACE) nhung khbng phi dlng ca hai; khdng
bét bude ob 13t ¢ didu I chudn nay,

Diovan i hién ty 18 méc bénh & nhimg bénh nhan ndy, chi yéu
quavie lam gidm théi gian nhap vién do suy tim. Diovan céa l3m
cham sy tién rién suy tim, cdi thién 60 suy tm chirc ndng theo

anmw,cﬁmngﬂnaﬂdgqm.#ma&um
tridu chimg cua suy tim va cdi thi lugrng sGng so voi khi
dﬂrgg‘ﬁdm{mnméancwnumsﬁﬂsj.

Sau nhdi méu co tim

Diovan duge chidinh &8 cai thién sy sbng cdn sau nhdi méu co
tim & nhimg mmmﬁn‘inh‘fwnﬁu";amd&ﬁ,m
chirng hofc bidu hin X-quang vé suy vahodc o6 1biloan
chirc niing t3m thu thét Iréi (xem phin DUQT LY LAM SANG).

LIEU LUONG VA CACH DUNG

Libuding
Nguéilim
Téng huyétép .
B s o o U i et i
ey, iy gvon |
dyng chlng tang huydt &p vl hiin © rong ving 2 tudn va tic dyng
iy o it o, 0 g g
320 mg vién nén bao phim hodc ob hé thém thudc ki Béu.
Cling ¢4 thé ding Diovan v e thudc ching tang huyét 4p khic.
Suy tim
Liéu khéi dau khuyén cao cila Diovan 13 40 mg vién nén bao
phim, 2 laningay. Téng liéu lén dén 80 mg-160 mg, 2 Einingay &
:::Imn'«*ﬁndmgmmié_um ndy, CAn xem xél gidm
cla thube loi t mmm&ulﬁimaxm
trong ¢c thir nghiém Eim sang 1a 320 mg chia km nhibu lan.
Khi dtanh gia bitnh nhan b suy tim phai ludn bao gbm ddnh g
chire néng thin.
Sau nhéi miu eo tim
Didu tr c6 thé bl dhu sém 12 giér sau khi bi nhdi mau cor tim. Sau
fiéu knéi dhu 20 mg, 2 laningdy, diéu i béing valsartan nén durge
diéu chinh thianh 40 mg, 80 mg va 160 mg vién nén bao phim,
2 iningdy trong céc tuén sau. Lidu khéi dbu due cho bang vién
nén 40 mg ¢ thé bé duge
mwm&&wlmmzhﬁm%mm
40 dal durgre mire léw 80 mg, 2 2 tudn say
e b i ¢ g

Irén Sy dung nap cia bénh nhan &i vir valsartan trong sudt thin
gian tang fibu, Néu xy ra ha huyét &p rigu chimg hodc rbilogn
chire ndng thn can xem xél gidm lidy.

Valsartan cé thé diing & bénh nhiin d2 duge diéu lrj bing cie
mn&cmscsaunnﬁauwﬁmwm&mmmzm
acid acelylsalicyli, hude chen beta hojc cic statin,

Khi d3nh gi4 béoh nhén bi nhdi méu co tim phai loda bao gbm
danh gé chirc nang thin.

LUU ¥ i véi tht ca chi dinh: Khing chin didu chinh lidu i véi
bénh hdin bi suy gidm chire ndng thin hod bénh nhdn bj suy
gan khding do duéng mat va khéng bi ir maL

Sir dyng & tré em v thiéu nién

B4 an toan va hidy qua cia Diovan chira duge xic dinh & 1é em
v thidy nién fdudi 18 tudi).

$tr dyng & bénh nhdn suy thin

Khding cin chinh ibu cho bénh nhan suy thin cd & thanh théi
creatinine > 10mUight.
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Uy NOVARTIS

R - Thube bén theo don

Diovan®
Thisdc ddi khéng thiy thit angiotensin ||

MO TAVA THANH PHAN
Dang bda ché
Vidn nén bao phim.

Dicvan B0 my: Mau 65 nhat, hinh tnén, o6 canh xién, c6 vach trén
mmauhwwmmwwwmwm

Diovan 160 mg: Méu da camexien, hinh bu Syc, o vach trén mit
a1, ¢ khde chir *DIVDX tnin mat mal v ehir "NVR' trén mat kia.

Hogt chit:

M{t vidin chira B0 mg hode 160 mg valsartan,

Téduge

Vi nén: Cefiulose vi tinh thé, crospovidone, siic dang keo khan,
mwmmlﬂmmugd

oxid st mu 66 (E172), cxid st mau vang (E172), owd sht mbu

den (E172: chich & 160 ma)

CHIBINH

Ting huyét ip

Bidutrjting huyét dp

Suy tim

Didia tr suy tim (35 11V thea phin loai cika Hidp hi Tim New

m%aﬂnmﬂ&hwmﬁmmﬁmm

digales kim v hodic thule chen beta hode thube it ¢hd men

chuyén angictensin &mmmwwdmm

bét bude oo tht ca

DiovancAi 1 1 & mdc b & nhdng bénh nhin ndy. chi ybu

phn ko cia NYMA, it phdin sudt 1 e, giien b i
ﬂmm»;uawﬁnﬂdlmﬂlum &0 vl khi
¢ing 64 duge (xem phia DUQC LY

Sau nhdi miu cor tim

Dicvan duge chi Gnh 46 c3i thitn sy sdng con sau nhbi mau co
tim & rhmg b mhmdhmmmﬁumw
ehimg hode suy th8t e vifhode ¢b rdikoan

mmmwm&umwww LY LAM SANG).

Liby 30 cia Diovan 1 80 mg hadc 160 mg vidn nén bao
phim, . khiing phdin bat chijng thc, twdi hode gidn tinh. Tac
dyng huydtap thi hétn o8 bong vbng 2 tubn i téc dyng

Khing 8o ki 504t thda déng. o thd ting b hdng ngdy ddn

20 meg vidn nén bao phim ho ¢ thé thém thude ki by
Ciing o6 thé ding Diovan wi cac thube ching tang huydt 4pkhac.
Suy tim

Libu kndr ddu khsyén 20 clla Digvan 13 40 mg vién nén bao
phim. 2 n/ngdy. Th‘lgﬂl.rlhd&nwmg»éang 2 &
xmmhm Cure By c20 nhvbt dy, Chn xem xél g
cika thude I i diing Gdng thér. Libu 157 daingdy duge ding
trong cée thir nghiém m sang 1 320 mg chia im nhidy

Khi darh g binh nhan b suy m phai lobn bao ghm dénh gid
chire ndng thin.

Sau nhbi méu co tim

Db ot bt ¢ s 12 gi sau Kb i o tim. Sau

ﬂummm 2%’&;; tr béing valsartan nén duot

du m‘wmummmmmm
kndsi i dugie cho bdng vidn

mnmmgm béduge.

Lléudiﬁlﬁdﬂﬁi@ﬂmiﬁﬂr&m Eluh
=]

mwah’ mmmaummmmm mm
dtgl niap £ béah nhn & v valsartan irong
gmmg uéummmwémummm&m

mmamé ¢b#nhmda
H'uéch&cswni?ﬁuwhﬁw m::zh&
acid acelylsalicyic, thubc chen bela hoje cie statin

Khi ¢ténh i3 biinh nhén b nhéi mau co Bim phii fubn bao gim
dénh g4 chire nding thin

LU ¥ &8 wér Uit cd ehd djnb: Kndng clin diby chinh by 8 v
bénh ahdn bé suy gidm chire ndng thin Ixssc béoh ahén bi suy
g2 khdng 6o gl vl lehng bf & mat.

$ir dyng & tré em v thidu nién

1B an bodn v hidu qud cla Diovan chua duxgre xie dinh & iré em
w3 thidu nidn {dud 16 todi)

$ir dyng & bnh nhin suy thin

Khéng chin chinh Bbu cho biinh nhin suy thin o &4 thanh i
creatinng > 10miphit.
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Sirdyng & bfnh nhin suy gan

Ly aing Kiving dupre v qusi wmmww
Db irung bink khiing kim theo

Cich ding

Wi nén bao pham: Digvan nlin ulng cath ra bira 4 va ~la Glng
Kiim v A

CHONG CHI BINH
mwmmmwmm&mwwum

nﬁrnhha NGO KHA NANG MANG THAL
"’“ #ﬁ'ﬁ?ﬁmwmmwm

s;mﬁummoﬁmauuwm m
‘gl Dicwan - s thte {ACER] vir
mwummmsm rumesm:m
my0 Thode phong a kép hé Renn Angiotensa RAS]
Bl nhin suy gen Adng. e gan ndeg, xor gan o mit
CANH BAD VA THAN TRONG

dldn st dyng truntre ki diimg, Niba cin thim
P g i -
Thisbe piry chi deing theo 17 ké dom cia bic i
Ting kall miu
wﬁmmmmuwmm mi
Fuing nig v Foding qua, v o nhidsy khd ndng by bhﬂ
wumwmmmmmmmw

ol {hi v cdc b b sung kail,
mwwm%%mum&mﬂw
&0 kall {nhur heparin, .. Clin thue hidn
mwmﬁunﬁcﬂmm
Bénh ndn bj mdt natri vimoge mbt dich
(1) i b it nat i dich irdm trong nher
%m b ﬂm: dch mm

mwwman&wmwmwwm
cin, mubi Chibd
mﬂmmmmﬁ?ﬁfhmmm %
Béah nhdn hep déng mach thin

D Diown rong thir gian ngdin cho 12 binh nhdn B bing byt

bmmw'xmﬂmdh:sthwd .

MWHM
crestene huplt 2y urk mdu (BUN). Tuy nhider, i cie
mmnm ﬁm«wﬁm

NI

(RAAS) o By im ting il i v creatining hiyl thash

mmuh mmmwummmm
o thao o o hai théng 54 irdn nbur 4 B phig an fodn.

Binh nhdn suy chire nling thin

Khing clin chish Bl o vé bénk nhdn B suy thin. Tuy

i, chua o6 60 By v A trisdmg b nding (8 thanh thii

creatining < 10 mLiphdt]. Vi vy nén thin brong.

G i 2 dyng thobe thy e antagueists |ARBs) - bao

glen Diovan mmmgﬁnm vih altkren

mmmw%mdﬁn&n’m GFR < 30 mLihil

prong a kipbé
mwm
g gumbuch
Knéng che chinh bbu i i bl nhiin b suy
wmwwmwmmmfum:unn
b g il cha thiry 64 thash ind vateartan thip hom (em

phin DUQC LY LAM Chn B tong ic bedt ki ding
valsartan cho bisih nhén bj tic nghin durémg mat
Bﬂlﬂlmwﬂlﬂmh
crmmwuqunw szunhbi
mlwu din 6l giden phdn mdhﬂhm
do b haylt dp g o

mmﬂmmnm mmmﬂn

Ca'nn mmwﬁ&wmmu i hode:
mwm{uﬂﬂb I.I.I’Cm ﬁ'm

T
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Thwbe phong tba kip b Rorin - Anglotensin (RAS)

g i g g B 84 g
gl 4 "&%w&@um

h phong 1a ki b
WM‘MGDI.IM

mwemwm«cuﬁ:

théihube dbi
e
mmwmmﬂhm ﬂmmmm
“cll.;i'n Mmﬁr umuuﬁ'
dutmg type 2 {rom e CHONG Ol

Kall: Shir it e thube ler b il ksl vl du
prabis b | it sk
By ﬂmﬁmﬂ

mln&rqﬁmnuwmﬂeb diin gl Ling

o st

uwmm&
Thube chiag viéen khong
ﬁ::ﬂawlo: OﬁI!:msé

mﬂh ﬂﬂld:hﬁ:
40 glm P gued g byt 8 16 iy 12

Hen eda, & rhdn thi fch tuly
ShEmEERT:

uben wong chis
mﬂmm%mm Huiu n:-

Lithhuen: Thag ¢4 h phye nbing 6 Lithim bioag mbu v i finh
awufmwmﬁm W& i
vk ey eyl s (e

T

P & il mie o lang kb,
mmag lu;;thﬂe Probe ver o valsartan bl
mmmmmwud qrwum

0 viisartan ghn mgeh vio

0 £4¢ T by o] T gian mang Bhai

mqmﬂmummwmmmwm

o e o e s
(- J

hﬁﬂn&mm&ﬂmmﬂq ogolsnin

dcii the Nnhtmb:rm
h&:ﬁ%ﬁ!m Bl iy
'dd* thmww
“HM& oo
men quan
ﬁlr- da
?:Eﬁvﬁmﬁrm
?E’ dbubithi ﬂ%wmg
mum mwwmum
Chacon bl
Chiur O phil vasartan due bl bt vi S0
mmmuwnmﬁmmﬂ'm
Khuyin déing Dicwan & b my Gang cha con bé
":.....m

3"

5

Kiid fidg sih s4n
m&wmmmmmm

mw&mﬂuﬁ
TENLSANG)
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13% B g, onl b 1 & dgng Ko 8% S bt inh
mach, &) thanh ko kog huylt hrong hugng vatsartan 1 khodng
2 LUh v 88 tharh I trén thia B 052 Lih (khoding 30% 84 thash
ot bodn phide. Thef gian b iy cla valsartan 14 6 gt
mmmmm& tinh theq mire ddu dumc i
pghibm. s i hoc cla vaisartan kb
wmu%wﬁmmﬁ&%mm:q
roeg hupbt uromg duroe thlly iong iy nbay & nam vani.

Hhdm bnh nhin dic bt

Wgurér ca tudi (10 65 tudi g Hie

03 ghi nihgimibe bk i lode thiln B vor valsartan hal cao hom
& ol gt a0 ubl 50 v ngurhi bk bube luy nhitin dbu ndy
chua thby ob § nghéa ndo iria lim edeg.
mm&hﬂmﬂﬂ chibm
Mhurch i i md chit mad 6 thanh thii Ihjn ¢hi chi
mmuﬁ husylt i

phibn. Tuy ndibn vaksartan
Whiog chikc At kg b phin,

Suy gan

T 1
g‘mmwuume&mﬁﬁmau
¥hAng Kén quan v mirc & o loan ehie ndng gan. Vi vy Mhieg
chinh by & b il sty Gan kbl ph o drimsg mit hay

khlng phii do sl ghinhjin
54 bk e bj x07gan do mit hode ighén mat

e kLo Ty ok gl

CAC NGHIEN CUrU LAM SANG

Ting huybt ip

Dimg Disvan cho bl nhdia bi Ling huydt 4 dn dda gedm hoylt

4p i khdeg dinh hurdimg i nhip mach

Trkes b b ki i, 53 i cing it by diom dulmg véeg,

i phit e dyng ehibng g bl 0.y ra eong wheg 294, v

i oy 391 Ca it e ong v 4-6 . T g
Yo byl p o i bk 24 gi sa ki dlog. Truog thé gan

ding tholss B fyc voi b p o b, sy gidm ibida b
dp & bty b o ﬁmmmuﬂ%
s duy 1 borg sut g mﬂm.mﬁms
yreehiceotivarde & Gat duoe sy gim Py 4 thien ddng k.
simg thing Dicrvan i nght Khdng B guan i g eyl dp
hode cic tic dung phy i tm slng,

£t il o) 2 b & Beh i

o o ey g b e

vaisanan kg <8 13e
rigyceride kic 65, ghucnss byl inanh e 6 hods 20d uic

Trén Huydt déing hoc v thin kink thé djch. Hizplt Gdng oo vé
thin Hmmmﬁmwm?bam
] i Hew York

vakarian i £t o ol i thich b khdie bao
b s by« o Mmooy

oy ¥kt Mgn gt e gy i v oy
uamﬁ.’}gmnmmmﬂ! m‘ﬂ
g bl 13.7% khi dng valsartan 50 v6h ding gid e, Lo ch
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o
53t DA ghi phdn dinnvl i -”“NS
Lty

Lo T
ﬁ&ﬂm&mdﬁgx_:ﬂmmnm
men

béoh
ding bl Kt ban
Sau rbb miu cor tim

Thir rughilem dilng vadsarian tong el méu ooy fm chp (VALIANT)
el 'Emdﬂ;xmhcﬁﬁMdawkph
trby 147113 b riein b vl e i e it e i s,
o chinig bode bdeg ehimg suy tim sung byt X-gwang

—

captoprd. Trong nhom bt vasartin dove chibn & ir
:umﬁ'@,wm%mmmﬁmam
hnﬁ Wb caplope b ty rihs il ding Bom B
Wy mo‘an mﬂmmuzmmmmm

bdn acedyisaboyfe (31%). tobe chn beta
m&:a»:ﬂ chyin _— n&mm
Kl (35%), v e stain (345) Mbden 4 ciny

Valsarian it ndt o8 hibo gud bding vii trong vide b
T W
¥ong do mg

{19,9%), caploprd (19,5%) va vaisartin + caploped (19.5%)
mmwmﬁmmhmﬂwﬁ
@l vorg v bm gedm 1 4 6 vong do tm mach, B gian ndm
i i sty B, b e £ B 13 ph, ngiamg B G b e
v it quy khing gy i vang (bl chi dinh g& phw)

Vi iy i i i righsbom 0 ke sl chil G0 capiogeil, phin

e bakt v ty B 1 vang do mos nido s e bk, o
e, chilog t. dibu b o biin hodc biknh o sin.

o6 5 M B v W i vong do rhin
e S
bt cling i phdi hop valsartan + valsartan dom
P caghopr dom thubn. B4 kb didu r} thude ndo bong nghién

ik c20 b i bdem bioh nhdn khiog dupe
e s e ey
P umamummwm&.

?umm%mnmﬂ & e
mﬁ&mmumﬁhﬁ&gm*mm



C;:.

TrungTamThuoc.com

pharmacy

https://trungtamthuoc.com/

central

CAC DT LIEU AN TOAN TIEN LAM SANG

B8y ién am sang i cac nghifin ciru thing turimg vé duge
ran tedn, djc tinh gen, kha nding g3y ung thir va dnh huding trén
kha ndng sinh san cha théy khing b mdi nguy him dic bist ndo
1rén nguréi.

Durgrt I an foan va déic tinh dai han

Trang mdt lot nghién ciru bén Eim sang bén hénh trén mt sb logi
ddng v, & dy 64 khdng phal hién s loai I viée sif dyng lidu
dibu rj ciba valsartan cho ngudi Trong céc nghién clru 3n lodn
lién km sang, libu e20 valsartan (200 ddn 600 mglkg lrong krymg
ca théingay) gy ra otim cac thbng 56 1 ko hbng clu & chudt
{héng cu, hemaglobin, hematocrit) vé biing chimg v thay ddi
trong huyét ddng ho taithan (o tang nda uré huydt, va tang sdn
131 dng thin v& chimg tang bach chu va Kikm & nam gidd). Vit
nhing Bu & chugl (200 v& 600 mgkgingéy) dugc khoding 6 vé
18 14n iy b6 da duge €30 Irén ngudi theo mgim2 flinh
todin i dinh v héu udng 320 mgingdy v mGt bénh ntidn 6 kg).
Vi khi dudi sée @ B lirong ng, 06 nhimg thay i fomg by,
nhumg ngng hom, d3c biét 12 tai than nai nhimg thay & phét
tidn benh than baa gdm 1Eng niter urd v creatinine huyél. Sy
phi d3i cac 18 bdo gan cau thin cling duge thily trong ¢4 hai lodi
Tét cd cac thay 63 ndy duoc coi 12 do tic 89ng dugr i cha cla
valsartan 6 ha huyét 4p kéo dai, e bilt v khi dudi soc. B voi
Ve diéu Irj cda valsartan & nguri, syt phi dal ciha cdc 1 bdo gén
cdiu thin dudmg nhu khing cb bt ky lifn quan ndo.

e tinh sinh sin

Valsartan khéing o tac dung kbdng mong mudn trén néng
sullt sinh sn & chudt cdng dire vA ¢ & mae b udng lén

én 200 mgfkg/ngdy. Trong céc nghién ciu phat tnién phii hai
{Segment Il & chudt nhdt, chusit cdng vé thd, déc tinh trén thai
duge quan 581 gén voi doc tinh trén chudt me & by valsartan
800 mgfkgingdy v trén thd véi Béu cda 10 mgkgingdy. Trong mit
nghién ciru phat trién dbc inh sau sinh va chu sinh (segrment il
91 con cika chuft odng duge cho ding 500 mglkg/ngay treng
3thang cudi thal ki va trong khi cho con bd cho thiy gidm nhe
1§t 1& sing stt va sy phét trién hoi chdm {xem phén PHU NO CO
KHA NANG MANG THAI PHU NI OO THAI, CHO CONBU VA
00 KHA NANG SINH SAN). Cac phét hién vé an todn tén 3m
séng chinh dugre quy cho Lic dung duge i ¢lia thude vé chira
due chimg minh ¢4 § nghia tnén im sang.

Tinh gdy 86t bién

Valsartan khang c4 kha nding gdy 8t bidn & cip 6 gen hodc
nhifm sc thé trong nhikus nghidn el i vitro chudn va nghién
elru dde tinh gen i vive,

Tinh giy ung thee

Khdng ob bing chimg vé tinh g4y ung thir khi diing valsartan cho
chudt nhdt va chudt ciing trong 2 ndm & mire Bibu én dln 160 va
200 mylkg/ngay tuomg img.

TUONG KY

Chura dugre ghi nhin,

HAN DUNG

36 thing ké tlr ngdy sn sull

BAO QUAN

Khisng b0 quén tén 30°C, gilr thut trang bao bi gde
mﬁqmomquih;nsbdmgmghl"swmn

Diovan phai dé xa tim tay va tim nhin cda tré em.
QUY CACH DONG GOL

Hép 2 wi x 14 vién nén bao phim.

NHA SAN XUAT

Novartis Farmaceutica, S.A

Ronda Santa Maria, 158

08210 Barbera Det Valles (Barcelona)
EspanaiTay Ban Nha

Chi Nevartis Phanma AG, Basel, Thyy $7

Tér huémg dan sir dyng cho toan clu

Ngay phat hiinh thoing tin: Thang 12 ndm 2014, phidn bén téng
Vidt thang 03 ndm 2016,

& = Nhan hidu d4 dang ky

Novartis Pharma AG, Basel, Thyy 5§.

V20621 A15-VN
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TAC DONG CUA THUOC KHI LAI XE VA SU DUNG MAY MOC

Cilng nhw 3¢ thudc ching kang huyét &0 khdc, cdn thio trong kbl
e ho v hianh mdy mbc.

TAC DUNG KHONG MONG MUON

Trong e nghién ciru lim sding o kim chimg trén bénh nhdn
bitng huye! 4p, t4n sust chung bi cc phénimg phy (ADRS)

e 50 shnh i g e v phil horp v tinh chdt duge 1 cla
vatsartan. Thn subt olia cic phdn img phy khdng lién quan dén
Wiy Ging hode thi gian dilu 1r) v cling cha thiy khing ¢4 ién
quan vl gioi tinh, 1w 1 hode chilng e

G phin img phy durgrc bdo cdo tir cic nghidn ciru m sang,

kinh nghiém hju mai va cac kétqui cin 14m sing duge Bt ki

dudi ¢4y theo nhém hé thing co quan

Cac phin img phy dugre xiplogl theo tn subt, ady 2 1 hay
g rhat, sl cyng quy uire sau diy. 1t hay gip (2 1V10).hay gdp
{2 11100, <110]; # gap {11000, < 1/100); hiim gip (= 1/10.000,
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