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COAPROVEL®150/12,5 mg

irbesartan / hydrochlorothiazid
vién nén bao phim

Thudc ban theo don.

Boc cin thén ddy 40 toa huémg diin sir dung thudc trrde khi diing.
Néu cin thém théng tin, hily héi bac sT hodic duge sl

- Hay gilr toa hurémg din sir dyung thubc nay. Ban co thé cin doc lai,

- Thude nay duge chi dinh ridng cho ban, ban k nén dua ¢ho ngudi khac
diing ngay ca khi ho o6 tridu chimg gibng ban, vi ¢ hai ¢ho ho.
- Néu bét ky tdc dyng phy ndo trdr nén trong, hodc ban ghi nhan cé bét
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THANH PHAN

- Hoat chét chinh: irbesartan va hydrochlorothiazid.
Mi vign nén bao phim CoAprovel 150/12,5 mg chira 150 mg irbesartan va 12,5
mg hydrochlorothiazid,

- Ta dugre: lactose monohydrate, microcrystalline cellulose, natri croscammeliose,
hypromeliose, silicon dicxide, magnesium stearate, fitanium dioxide, macrogol
3000, céc oxide s&t 06 va vang, s4p camauba,

DANG BAD CHE VA QUI CACH BONG GOI
Viégn nén bao phim CoAprovel 150/12.5 mg mau hdng dao, hinh bdu dyc, hai mat
1&i, m@t m&t cé hinh qua tim in chim va mat kia khéic sb “2875",

CoAprovel 150/12.5 mg dugc déng trong vi 14, 28, 30, 56, 84, 90 hodc 98 vien.
HOp 56 vi theo dom vi lidu x 1 vién nén bao phim 88 phan phéi trong bénh vign
ciing s8n cb. Trén thi tnrémg o6 thd khing cb dAy di cac dang déng goi.

CHI BINH

Cohprovel 1 mét phdi hop cla 2 hoat chit, irbesartan va hydrochiorothiazid.
Irbesartan thude nhém thubc adi khang thy thé ‘angictensin-ll. Angictensin-Il 14
mét chét do co thd sinh ra, khi gin ién thy thé cia nd & mach méu [Am co mach
mau. K# qud 1 lam tng huydt dp. Irbesartan ngdn ch@n vilc gén cia
angiotensin-Il 1n thy thd nay do 44 lam mach médu giin ra va lam ha huyét ap.
Hydrochlorothiazid 1& mdt thudc trong nhdm thude Ipi tidu thiazide cé tac dung
lam tang Irgng nude tidu va do 36 lam gidm huyét p

Hai hoat chét trong CoAproval ciing 1am ha huyét &p.lﬁt hom 14 khi ding rigng 1

tirng thanh phén.

Coaprovel duge chi dinh ding cho nhimg bénh nhén tang huyét 4p (tEng huyst
ap nguyan phat), khi didu trj riéng 18 v&i irbesartan hofic hydrochlorothiazid ma
van khong kiém sodl dwgc huydt 4p mit cach thda dang.

CACH DUNG, BLIONG DONG VA LIEU DUNG
Ludn ludn tuéin theo chi dn cla béc sT danh cho ban. Ban phai héi lai bac s hodic
dugre 5T ndu ban khing chéic chén.

Lidu lugng

Lidu thdng thudmg cla CoAprovel 14 1 hodc 2 vién mdt ngdy. Thing thudmg
CoAprovel dugc bac sT ké toa cho ban khi cdc dibu tri tang huyét ap truée 86
khéng di d& ha huydt 4p cla ban. Bac T s& hudng din ban cach chuyén tir didu
tri trurére @6 sang didu tr vidi CoAprovel.

Céch ding

Ding bling dudng ubng. Vién thubc nén dwgc nudt véi mdt long chit lang
thich hegrp (nhere mét by nueére). CoAprovel ob thé duge ulng trong hodic ngoai bira
&n. Ban nén udng lidu thubc hang ngay vao cang mdt théd didm trong ngay, Dibu
quan trong 14 ban phdi e dyng CoAprovel lién tyc cho ddn khi bac T quyét djnh
ding phurong cach khac.

Higu qua ha ap tdi da dat duge trong vong 6 — 8 tulin sau khi bét dlu didu tr.

Tré am khéng nén ding CoAprovel

Tréd am dudi 18 wdi khing duee ubng CoAprovel. Néu mdt tré em nudt vai vién
thudc, phai di gép bac sT ngay p tirc,

Néu ban quén udng CoAprovel
Néu ban tinh o quén uéng mdt lidu hang ngdy, cr ubng liku ké tidp nhw binh
thudmg. Khing dugre udng gip adi lidu g8 bl cho lidu da quan.

Néu ban cb thém bét clr thic méc ndo vl vide sir dung thubc ndy, hay hdi bac T
hay dwge 51 cia ban.,

CHONG CHI BINH

Khéng dugc ding CoAprovel

- ndu ban bi di ng v&i irbesartan hodic bét ky thanh phdn ndo chira trong
Coprovel

- ndu ban bj dj ¢ng véi hydrochlorothiazid hodc bat ky thubc cb din xuét
sulfonamid

- néu ban dang cé thai hom 3 thang (t8t nhét 1A nén tranh dang CoAprovel tr I
bét d4u ¢4 thai - xem myc Phy nir cb thai)

- néu ban dang bi bénh gan hay than néing

- néu cor thd ban gap cac cén tnd 1go ra nude iy,

- néu ban cé bénh Iy 1am tang lirgng calci hay gidm legng kali kéo dai trong méu.

Khing nén ding CoAprovel cho trd em (dudi 18 twbi)

THAN TRONG KHI DUNG

Hay béo cho bac sTnédu ban gap mdt trong céc Tinh trang sau:
- tidu chay hay 4i mira nhifu

- vn dé& v than, hodc dang ghép than

- van & vé tim

- vin 44 v& gan

- 84 thao dudmg

- luput ban 84 (cbn duge gol 14 bénh luput ban 83 rai rac)

- tAng aldosteron nguyén phat (bénh cb lidn quan 38n sdn xult ra nhibu hormon
aldosteron, |4 nguyén nhan It gid natri va ké dén 1am tang huyét 4p).

Ban cing cdn phal bao cho béc sT nédu:

- ban dang theo ché df an kigng it mudi,

- ban c& nhimg déu hidu nhu khat nwde bt thudmg, khd miéng, mét nhge, bubn
ngl, co thdt co géy dau, budn ndn, ndn hay nhip tim nhanh bdt thudmg co thé
ehi didm cho mét thc ddng qua mirc cia hydrochlorothiazid (chira trong visin
Cofprovel).

- ban da timg bj ting nhay cam da véi 4nh sang mat i véi cac tridu chimg
bdng néng (nhir dé bimg, nglra, sung phbng, gidp da) xudt hién nhanh hon
binh thurdrng.

- ban sdp phdi phiu thudt hodc phdi gay mé.

Hydrochlorothiazid chira trong vién thude nay cb thé cho két qua duwong tinh khi

x&1 nghiém chdng doping.

TWONG TAC THUOC VA CAC TUONG TAC KHAC :

Théng béo cho bac sT hodic dwge sT cla ban bidt cac thubc ban dang sir dyng

hodc vira sir dyng, bao gbm ca cac thudc khing cin ké toa.

hiéu qua tri tang huyét 4p cia CoAprovel cb thi
ap khac
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tng thém khi diing dong then v

céc thubc tri tang huydt

Lithium: khuyén cao khéng nén phbi hop lithium va CoAprovel. Néu s phbi hep
mmmmﬂwﬁw khuyén céo pl':iiﬂmdr!lic:!m than nbng 45 lithium
h thanh.

li; tc ddng mét kali cda hydrochlorothiazid dwgs
lam yéu g do tac ddng gilr kali cia irbesartan. S¢r dyng ddng thér vii cac thube
li tidu gilr kali, b8 sung kali, cac mudi thay thé b chira kali hodic céc thube khac
e thé tang mirc 89 kali huydt thanh (nhir natri heparin) cé thé din én tang kali
huyét thanh. Khuyén cdo theo doi thda dang ndng @& kall huyét thanh & nhimg
bé&nh nhan nguy co.
hudc b ' {nhir cdc glycoside

digitalis, céc thudc chdng loan nhip); can thao dbi djnh ki kali huyét.

¢ khang viém khéng stergid: tac dung trj ting huyét &p cla CoAprovel cd

bj gidm di.

Céc théng lin bd sung vé twong téc clia hydrochlorothiazid:
Rurgru - oo khd ndng xdy ra tut huyét 4p tu thé;
Céic thudc i déi théo dirdmg (céc thude udng va insulin): cb thé phai @du chinh
libu cia cac thube trj dai thao dudmg.
Céc nhyra trae di ion colestyramine vé colestipol: sy hip thu hydrochlorothiazid
kém di.

Céc corticostercid, ACTH: gia tang mét cac chit dign gidi, nhit 13 ha kali huyét;

Céc glycoside digitalis: thiazide gay ra ha kali huyét hofic ha magnesi huyét lam
dé khdri phat rdi loan nhip tim gay ra do digitalis.

Céic thudc ching viém khéng steroid : ¢b thé 1am gidm tic d8ng lgi tidu, gidm bai
tiét sodium nidu va gidm tac adng ha huydt &p cla thubc loi tidu thiazide & mdt sé
bénh nhan;

Céc amin tdng huydt dp (nhwr noredrenaline): the d8ng cda cAc amin tang huyét
dp cd thé bi giam di, nhung khang 94 38 ngan cdn vidce sir dung ching;

Cédc thude gidn cor vén khdng khir ey (nhur tubocuranine): hydrochiorothiazid 1am
téng tac ddng gidin co van khing khir cyc;

Thudc irj bénh goul: hydrochlorothiazid cé thé lam tAng acid uric huyét thanh,
téing ty & phén (mg qua mén v&i allopurinal,

Céc mudi canxi: thube igi tidu thiazide cb thé 1am tang ndng a8 canxi huyét thanh
do lam gidm bai tidt canxi.

Cdn phal xét nghiém méu néu ban sir dyng:

- nhimg kogi t bé sung kali,

- e chét mudi thay thé co chira kali,

- céc loai thubc gir kali hodic cac thube ki tidu khac,

- thude nhudn trudmg

- thudc didu tr| bénh gout

- thuéc bd sung vitamin D

- thudc kidm sodt nhip tim

- céc thude tri J4i thdo dudmg darguuhgnnaummin}.

- carbamazepine (mdt loai thudc didu tri ddng kinh).
can:hunguanmnhﬁcm.ﬁubqnaarg&ungm!cmmapm.mm.
thudc didu trj ung thur, thudc gidm dau, hodic thulc trj viém khdmp.

Dang CoAprovel chung véi thire &n va thirc ubng
CoAprovel b thé duge ubdng cling hodic khing clng véri thirc an.

Do hydrochlorothiazid chira trong CoAprovel, ndu ban ubng nrgu khi dang
didu trj thude nay, o thé ban cd cdm gidc chodng vang & twr thé dimg. nhat 1A khi
dirng an tir tur thé ngdi.

PHY NCr CO THAI - NUOI CON BANG S(UrA ME

Phy nir cé thai

Cén bdo cho bac s bilt ndu ban cb thal, hodic ob thé cb thai. Thing thudmg bac
s‘fsﬁhhur&nbanngungdﬂngDuhﬁmw&ckhlmmﬂhﬂﬂngarhhimnm&t
minh cé thai vé s& khuy&n ban ding thulc khac thay thé cho :
Cosprovel khing duge khuyén ding trong cac thang dau cia thai ky va khdng
duge ding khi 38 mang thai hon 3 thang, vi thube cb thd 14 nguyén nhan gay
nguy hiém cho tré néu ngudi me ding thude ndy sau 3 thang diu ca thai ky.
Phy nir dang théd ki nudl con bling sira me

Cén béo cho béc sT biét néu ban dang hodc bét d4u nudi con bing sira me.
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Khang durgre ding CoAprovel cho phy nir dang nudi con bang sira me, va bac sT
s& chon hudmg didu tri khac cho ban, nhit 13 khi con ban cén so sinh hodc thidu
théng.

LAl XE VA VAN HANH MAY MOC

Chura thipc hign nghién clru ndo vé tac ddng cla CoAprovel d8i vir kha ndng l4i
xe va vin hanh may mac. Cofprovel khing chéc cd gy dnh huémg dén khd
néng l&i xe hodic didu khidn may méc. Tuy nhién, théri gian didu trj tang huyét
#p, chodng vang hodc mét mdi dai khi co thd xdy ra. Néu eb nhimg irigu chimg nay,
ban cAn phdi tham khdo y kién cla bac s7 trudre khi 18l xe hodc van hénh mdy mac.,
Théng tin quan trong vé mdt & ta duge cha CoAprovel

CoAprovel cé chira lactose. Néu ban khong dung nap mét sd loai dudmng (vi dy
nhur lactose), ban cn bao cho bac sT bidt tnrde khi ding thudc nay,

TAC DYNG KHONG MONG MUON

Gibng tit cd céc thude, CoAprovel cb thé gly ra nhing tac dung khdng mong
mudn. Mat vai tc dyung phy cb thé trdm trong va doi hél phai dwge theo dai y
khoa.

Hiém gép cac phén mg dj img da (phat ban, ndi mé day), cling nhw sung phiing
khu tni & mat, méi vahodc ludi & cdc bénh nhan ubng irbesartan,

Néu ban ¢o nhimg tridqu chimg nhw trén hodic khd thé nén ngung ding
CoAprovel va Ji gép bac 5T cla ban ngay p tle.

Trong cAc nghién ciru 1am sang dbi véi banh nhan ding CoAprovel, cac tés dung
phy sau ddy 43 dugc bao cao;

Thuwéng gdip (1-10 trén 100 bénh nhén):

- budn nan/ndn,

- tifu bt thudmg,

- mit mai

- chodng vang (bac gbm khi dimg 1&n tir twr thd ndim hodic ngdi)

- cAc xét nghiém mau cho thdy tang nbng 4% men do chirc néing cla co v
cda tim (creatin kinase) hodic ting ndng 44 cla céc chit do edmg chirc néng
théin (uré mau, craatinin).

Néu ban gap bat ky t4¢ dyng phu ndo ké trén, hily bao ngay cho bac sT.

it gép (1-10 trén 1000 bénh nhén):

- tiéu chay,

- huyét ap thép,

- ngat,

- ting nhip tim,

- phirng dd mat,

- sung phing,

- ri logn ehirc néng tinh dyc vA crong dueng,

- %6t nghiém méu cho thiy nbng 89 kali va natri trang méu thip.

Néu ban gap bt ky tde dyng phy nao ké trén, hiy bao ngay cho bae &1,

Mot s& tAc dyng phi ngoai ¥ ducc bdo cao ké tir khi CoAprovel eu hanh trén thi
trrémg nhwrng khang ré tAn sé nhur: dau ddu, kéu vo vo & tai, ho, rbi lean v giac,
khé tiéu, dau nhirc khérp va oo, rdi loan chire ndng gan va gidm chirc néing than,
tang kali méu, va cac phdn (mg dj ong nhir phat ban, ndi mé day, sung phdng
mét, mdi, ming, ludi hodc hong. Hidm gép céc trnémg hop vang da (vang da
va'ho#c vang trong triing cla mét).

Gidng nhur bat cir phéi hop hai hoat chét thudc, khéng thé loai trir cac tac dyng
phi di kém véi tirmng hoat chit.

Tac dyng khéng mong mudn khi ding irbesartan don thuén

& nhirng bénh nhan ubng irbesartan don thudin, ngoal cic téc dung phu ké trén,
cdn b thé gép dau ngirc.

Tac dyng khéng mong muén khi ding hydrochlorethiazid don thudn: &n mat
ngon; kich thich da day; co thét da day; t4o bon; vang da ¢ vang mét: vidm
tyy c6 diic didm 14 dau nhidu & ving thrrgng vi, thudmg cb budn nén va non; rdi
loan gidc ngl; trdm cam; mér mat; gidm bach chu co thé din dén hay bj nhidm
tring; st gidm tibu cAu (mdt loal t& bdo méau cb vai trd quan trong trong dbng
mau); gidm hing chu (thibu mau) bidu hign nhr mét mai, dau diu, khé thir khi
aéng sirc, chéng mat, va nidm mac tai; bénh than: céc ric réi vé phdi bao gbm
viém phbi hodc tang tidt dich trong phdi; da tng cam voi anh sdng mat tndd; vidm
cdc mach mau; bénh & da bidu hién trdc da toan than, luput ban 46 hién phat
ban tr&n mét, cb va da dhu; cac phan dmyg d ing; yéu co va co thit co; thay ddi
nhip tim; tyt huyét dp tw thé; sung phiing tuydn nude bot; 1ang dudmg huydl; cb
durérng trong nurére tidu; tAng vai loai mé trong méu; 1ng ndng 84 acid uric trong
mau cb thit din dén bénh gout.

Cdc tac dyng phy di kém véi hydrechlorathiazid cb thd tang véi lidu ding cao hon.

Néu ban gap bt ky tdc dung phy ndo tré ndn trim trong hodic chira dugc ligt ké
trong tér hudng dén sir dung thudc nay, hiy théng bao cho béc sl hodc duge sl
cla ban.

DUFQIC LIJC HQC

Mhém durgre Ty didu tri: 3i khang thy thé angiotensin I, phéi hep

ATC code COBDAN.

CoAprovel 1a phbi hgp cia mdt thubc d4i khang thy thé angiotensindl 14
irbesartan, va mdt thudc lgi tidu thiazide 14 hydrochiorothiazid. Sy phdi hp cla
cAc thanh phin ndy tao ra hidu qua Irj ting huydt 4p cing thém, Iam gidm huyét
Ap nhidu hon so véi khi ding rigng 1& timg thanh phan,

Irbesartan 1a mot thubc manh, thc ddng qua duwéng udng, dbi khang chon ipe trén
thy thé angiotensin-ll (phan nhom AT:). Thudc ngdn chan todn bd tac ddng cla
angiotensin-ll qua trung gian thy thé AT, bit ké ngudn gle hodc con dudmg thng
hop cla angiotensin-ll, B4i khang chon lgc thy thé cia angiotensin-il (AT,) lam
tang ndng 8 renin huydt twong v ndng 89 angiotensin-Il, lam gidm ndng 44
aldostercn huydt tuong. Irbesartan cb tac ddng ma khing cin phai qua chuyén
héa chit hoat d8ng.

Hydrochlorothiazid 1 mot thube lei tidu thiazid. Thiazid tac ddng irdn co ché tii
thu didn gidi tai éng than, Am tang tryc tidp sy bai tidt natri va clor véi sb
legng xAp xi nhau, Tac déng cia hydrochlorothiazid 1am giam thé tich huydt
twrong, tang hoat tinh renin huydt trong, tAng bai tidt aldosteron kéo theo lam
tAng mét kali va bicarbonat, 1am gidm kali huyét tong. Thdng qua tae ding chen
hé théng renin-angiotensin-aldosteron cla ibesartan, viéc sir dung ddng thoi
irbesartan vai hydrechlorothiazid &b khuynh hudmg b trir lai vide mét kali. Khi
diing hydrochiorothiazid, the dung bd tidu khén phét trong véng 2 gidr, va tac diing
dal mirc cao nhit trong vang 4 gitr v kéo dai thc dung tir B-12 gid.
vige phéi hop hydrochlorothiazid va irbesartan tao ra vide gidm huybt 4p véi higu
irng cOng thém qua sudt bidn a3 lidu didu trj cla thube.
Tac d0ng lam ha huydt 4p cha irbesartan khi két hop v&i hydrochlorothiazid 14
théy & sau lidu ddu tién va hién dign v& clin bdn sau 1-2 tuln, hidu qud nay dat
tdi da sau 6-8 tudn.

DUQIC BONG HOC

Vige sir dung ddng théi hydrochlorothiazid va irbesarian khdng tac ddng 1én dugc
dong hoo cia mbi thude,

irbesartan va hydrochlorothiazid 14 nhing thule the ddng qua dudmg wbng va
khong dbi hoi phdi chuydn dang sinh hoe d& cé hoat tinh. Khi ding CoAprovel
qua duémg ubng, 8% sinh kha dyng tuyét 8di 1a 60-80% cho irbesartan va 50-80%
cho hydrechlorothiazid. Thirc dn khéng gay anh hwrdmg 1&n 35 sinh kha dung cda
CoAprovel. Néng 40 dinh huyét twong cia thube sau khi udng dat duoe trong 1.5
- 2 git¥ v irbesartan va 1 - 2,5 gity véi hydrochlorothiazid,

Ty 18 gén kit cia irbesartan vin protein huydt twong 14 khodng 96%, gén kit
khiing d4ng k& vi¥i cdc thanh phén té bao méu. Thé tich phan bd cla irbesartan 14
53-93 lit. Hydrochlorothiazid gén k&t 68% v&i protein huyét trrong va thé tich
phéin b bidu kién 14 0,83 - 1,14 Ikg.

Thévi gian ban hiy cia irbesartan 1a 11-15 gi¢r. Trang thai &n dinh cla ndng b
thudc trong huyét tiong dat dwge sau 3 ngdy sau khi khid tri theo phac db ubng
mét 1An méi ngay. Khing cin thiét chinh lidu & nguéi cao tudi. Théd gian ban hiy
trung binh trang huyét tirong cda hydrochlorothiazid thay 38i tir 5 - 15 gidr,

Itbesartan dugre chuydn héa & gan qua glucuronide lign hop va oxy hba. Co dudi
2% fibu ding dugc bai tiét qua nudc tiéu 13 ibesartan & dang khing thay ddi,
Hydrochlorothiazid khing duge chuydn héa nhung nhanh chéng bi than thai trir.
C& it nhat 61% lidu udng vao duge théi trir dudd dang khdng ddi trong vong 24
gitr. Hydrochiorothiazid qua dwgc nhau thai nhung khdng qua duge hang rao
mau ndo, va digc bal tiét vao sira me. '

Suy théin: & nhimg bénh nhan bj suy thin hodc nhirng bénh nhan dang tham tach
mau, cac théng =& dugc ddng hoc cla irbesartan khing b thay J0i ddng kd.
Irbesartan khang bj thdm téch mau loai trir. & nhimg bénh nhan cb 36 thanh thal
creatinin < 20 ml/phdt, théi gian bén hdy cda hydrochlorothiazid duwgre ghi ahgn
tang dén 21 gidr.

Suy gan; & nhirng b&nh nhan bj xo gan nhe dén vira, cac thing sb dugc Iy cda
irbesartan khing bj thay &8i ddng h:ﬂ. Céc nghién clru chura duge thyre hign &
nhimg bénh nhan bi suy gan nang,

QUA LIEU

Néu nher ubng qua nhidu vign thulc, phai dén gap bac si ngay Bp tire. Bibu hi
qué lidu cla irbesartan thurémg gap 14 tut huylt 4p va thay abi nhip tim. Qué lidu
do hydrochlorothiazid thudng di kém vii syt gidm céc chdt dién gidi trong huyét
thanh va mét nuée do i tidu qua mie, Céc tidu chimg hay gap 1& budn ndn va
budn ngd lo mo.

Bé&nh nhan cAn duge gidm sat chit ché, didu tr trigu chirmg va néng a&. Vide xir
Iy phy thude vao théi gian ké tir Wic ubng vao va a9 niing cia céc tridu chimg,
Céc bién phap d& nghj trong x(r tri qué liéu bac gbm gy nbn vamodc nra da day,
¢ thé sir dyng than hoat. Phdi theo di thudmg xuyén céc chiit didn gidi va
creatinin hL:"gl thanh. Néu tut huydt p xdy ra, bénh nhan nén dugc a5t & tr thé
ndm ngdra, nhanh chéng bl nirde va dign gidi.

BAO QUAN

£ thubc ngoal thm vii va thm nhin cla tré em.

Khéing diing thubc qué han ding da ghi trén vd hip va trén vi thube,

Bdo quan thudc & nhist 48 dudi 30°C

Bao quan thudc trong hép thubc a4 tranh bj hat &m .
Khing dugc bd thubc vao nudc thdl hodc thing réc gia dinh, Hay hdl dugc sl
cach hiy thubc khéng con ding nliia. Cae cach xir Ij ndy gitp bdo vé mal trurdmg.

Mha sdn xult

SANOFI WINTHROP INDUSTRIE

1 rue de la Vierge , Ambaras et Lagrave
F-33565 Carbon Blanc cedex, Phap

Tiéu chudn: Nha san xudt
Han ding: 36 thang ké tir ngay sén xudt
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