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Rx Thudc nay chi ding theo don thudc 

CLOMEDIN TABLETS 

- Boc kf hung dan so dyng trudge khi ding. 
- Néu cin thém théng tin, xin hol ¥ kign bac 

Bla 

= £8 xa tam tay tré em. 

THANH PHAN: Mai vien nén chia 
CLOMEDIN 25 Tablets 
Thanh phan hoat chat: Clozapine.....25m9 
Thanh phan ta duge: Lactose, povidone, 

microcrystallin cellulose, maize starch, sodium 

starch glycalate, magnesium stearate, talc. 
CLOMEDIN 100 Tablets 

Thanh phan host chat: Clozapine....100mg 
Thanh phan t# duc: Lactose, povidone, 
microerystallin cellulase, maize starch, sodium 

starch glycolate, magnesium stearate, talc. 

oui? LYS HOC. 
Thude an than kinh ohdém benzodiazepine, 
Co ché tac dgng: Clozapine d4 duge ching minh 

l& mot chat chéng loan than khae vol thude chéng 

laan than co dién. 
Trong cac thi nghiém due ly, hep chat nay khdng 
Gay fa sic tac hede fe ché hainh wi mdi lip do 
apamorphin- hobc amphetamine gay ra. Nd chi od 
hoat tinh nqdin chin thy thé dopamine yéu d cdc 
thy thé O1, 02, 63 va D5, nhung cho thay hibu lve 
cao d3i voi thy thé D4. 
Tac dyng duge luc hee: Clozapine of tac dying 
chéng alpha-adrenergic, khang cholinergic, ching 
di ding vA tée dung dc ché phan ding kich thich, 
Ngudi ta thay ring co cdc ddc tinh chdng tram cam. 
DUOC PONG HOC 
Hap thu 
Clozapine due hép thu nhanh @ dudng tiéu hoa 
khodng 90 dén 95% va suf hap thu nay khong bi 
4nh huting bai thus din, Sinh kha dung khoang 50 
dén 60% 
Phan pho 
O diiu kien Gn dinh, ding 2 ln mdi ngay, nang dd 
dinh xay ra brung binh khodang 2.1 gid, thé tich 
phan phd 1.4l/kg, Clozapine gan k@t protein huyét 
tudng khodng 95% 
Chuyén hoa 
Clozapine gan nhuf duc chuyén hoa hodn todn 
trvfdc khi bal tidt boi CYP1A2 va CYPIA4, va d moe 
mifc d6 nao dd bd CYP2C19 va CYP2D6. Trong 26 
céc chat chuyén hda chinh chi od chét chuyén hee 
demethyl duge tim thay la hoat dang. Cac hank 
dang dude ty cua nd la cia clozapine, nhuing you 

hon dang ké va trang thai gian niin, 
Bai tiét 
Hai chat chuyén hed chad yeu cla no gain nhyf kidding 

cd hoat tinh, thé gian ban hdy trong Binh lis 12 gid. 
Ding mét tBu duy nhat 75 mg, thei gian ban hay 

trung binh 14 7,9 gid; va tang lén 14,2 gid khi dat 

trang thai Gn dinh bang cach ding hang ngay 75 
mg trang it nihdt 7 ngay. 7 

Khoang 50% bai tiét qua nude tiéu v4 30% qua 

Clozapine, nén giam dan litu qué liu xudng cin 1 

dén 2 tulin, Néu nging thudc la can thiét, bénh 
nhan Sn due thea doi edn than khi xay ra cae 
phan ding cal thude 
Dong thude lai 
Dung thuge igi d bénh nhén dé Agung thude trén 2 
ngay, dieu tr) nén duge bat dau lal vil 12,5mg dure 
dung mt hoe hai [in veo ngay dau tién, Méu lieu 
nay dueée dung nap b8t, ting litu cd thé nhanh hon 
so vol Ki medi pdt dBu diy tri bing Clozapine. 
Roi loan tim thin trong bénh Parkinson, 
trong triféing h¢p diéu tr) chudn da that bal 
Liéu ban dau 
Ligu ban dau khang dude vot qué 12,5 mg/ngay, 
udng vaio bvGi tdi, Lidu ting seu dé pai Hing 12,5 
mg, val t6i da mit tudin ting hai lan va tdi da la 90 
mg, mét liu khéng thé dat duge cho dén cudi tuan 
thir hal. Tang ligu hang gay nén dude ding nhur 
mat feu duy nhat veo bud bi, 
Liéu diéu tri 
Litu hifu qua trong Bink thufting ld tir 25 den 37,5 
mg/ngay. Trong truting hop dieu tri it nhat 1 tuan 
wii Hiéu S0mg bi thit bai, liu co thé tang than 

trong tdi da 12.5 mg/tuan. 
Lidu tai da 
Chi vugt gua liu 50 mg/ngay trong nhing trugng 

hop ngoad lé vi khdng duge vut qua liku boi da 100 
ma/ngay. 
Tang li@u nén duge han ché hodc tri hodin néu ha 
huyét ap the ding, an than quad mic hode nham 
idm way ra. Huyet ap nén duige thee di trang nhiing 
tuan dau dieu tri, 
Lieu duy tri 
Khi da thuyén gidim hodn toan cac tnéy chirng loan 
than trong it nh&t 2 tun, vie tang thudc chong 

parkinson la co thé m@u due chi dinh tran tinh 
trang van dong. Co thé din dén ting liéu 12,5 mos 
tuan hén dn 100 mg/ngay, udng chia thank mot 
feodc hai WBu. 
Két thie te} ligu 
Nén gidm dan liéu luging bit 12,5.mg it nat mot 
tun (tt mht l& hai). 
Phéi agding diéu tri ngay lap tie trong trang hop 
giam bach clu hofe mat bach cau hat. Néu say ra, 

theo ddi tam than én than ¢ua bern nha la dieu 
can thiet. 
Suy gan 
Bénh nhan suy gan nén than trong khi dung 
Clozapine cing val theo ddi thing xuyén cac et 
nghiém chife ning gan. 
Bénh nhdn bir 60 tudl tre lén. 
Lif khuyén ding ban dau @ lieu doc beet thap 

(12,5 mg ding mot [an vao ngay dau tién), vii li®u 
tiép thes tang lan 25 mg/ngay, 
CHONG CHi DINH 
Qua min cam vdi clozapine hodie bat ky ta dude 
Ure] 

Bénh nhén khéng thé trai qua cdc xét nghiém mau
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rE masa 

CHi BINH eae ss 
- Tam thin phan lee kiding tri. 
Clozapine Ake chi dink dg bénh nhdn tam than 
phan liét khang orj v4 & bénh nhdn tam thin phan 
Hit cd phan ving bat Igi than kin nghiém trong, 
khéng thé di®u br) vidi cdc thude chong joan thin 
pty bao gdm cf thude etdng loan than krdng 
dich hinh. 

~ Ri loan tim thin trong bénh Parkingen 
ip le cing duge chi inh trang cae nil joan tam 
than say ra trong bénh Parkinson, t 7 
diéu bri chudin 44 that bai, nae 
LIEU LUONG VA CACH DUNG 
Litu lugng duige didu chinh thea ca nhdn. Nén sir 
dung liéu thap nhat of Wéeu qua. Than treng dé lidy 
wi phan chia liéu 14 can thiét 42 gig thifu ril ro 
nguy od ha huyét dp, co gidt va an than, 
igu chink liu dvge chi dinh @ nhing bénh nhan 
chuyén tir mot liu phap chdng loan thin hae 
true day sang Clozapine 
Khong nén si dung Clozapine két hap vel cde thud 
chdng loan than khde. Nén ngiing thudc ching login 
thin khiac trudge tién bang cach gidm lieu xuding khi 
Bit dau digu tri & bénh nhdn dang itu tri bang 
fhwdc ching loan thin duting udng. 
Liéu khuyén ding nhu sau 
Bénh nhan tam than phan liét khang tri 
Bat dau tri ligu: 12,5 mg mat fn hode hai fn mat 
ngay, tip theo la 25 mg mot [nm hodc thai [&n wao 
mgay thir hai. 
Néu dung nap tat, od thé tang libu hing ngayy tir tis 
wii mute ting tir 25 dén SO mg dé dat due mit lieu 
lan tdi 300 mg/ngay trong vang 2 dan 3 tuln, 
Sau 4, néu duc yeu cau, li@u hang ng&y od the 
dufge thing thém theo mic ting tir SO ar 100 rng 
vO fifa tudn hode tot what 1 hang tugn. 
Liéu diéu tri 
O hau hét &&nh nhan, hiéu qua chang loan thin cd 
thé ding ti 200 dén 450 mgingdy dude chia lam 
nhiéu (in, Ting lity hang mgay ed thé due chia 
khéng ding d&u, vidi phan ldn hon khi di gu, 
Ligu tai da 
8 cd duige igi ich di@u eri diy da, mit wid bémh 
nhan ed thé cin liu idin hon, trong trvting hap dd, 
mife ting hyp ly (khdng vot qud 100 mg) duoc 
cho phép lén tdi 900 mg / ngay. Tuy nhién, kha 
nding ting cac phan dng bat loi (de bie 14 co gidt) 
aay rad li@u trén 450mg J ngdy phai due tu ¥ 
Liu duy tri 
Sau khi dat duvge igi ich di tri tai da, nhigu benh 
nhan od thé dude duy tri hidu qué vdi ligu thdp hon, 
Do 6, ha li@u xwdng cin than dude khuyén khich, 
Diu tri nin dude duy tri trong It ihe & thang. Néu 
li®u hang ngay khdéng wut quad 200 mg, mit lan 
ding hang ngay vae budi tdi od thé phd hap. 
Ket thic tri lidu 
Trong truding hop ki hogach chm dit tri leu 

Remedica Limassol Indusiriai Estata, 

Teng Senne 

Tién si glam bach cau hat/ glam bach cBuy gidm 
bech chu hat (goal trif gidm bach chu hat’ mat 
bach chu hat of hide bri lidu true ad). 
Tién si mét bach ely hat do clozapine gay ra. 
Bléu tri clozapine vii thude cd kha nding gay ra mat 
bach cau hat ding ka, khdng due suf dung dng 
ps thude chéng loan thin chim 
c nang toy = bj suy giam. 
Bing kink it Fee ty kiém sodt. 

Ri loan tam than do nvgu wa dic hal khac, nhiém 
déc thude, tinh trang hdn mé, 
Mep tulin hobn val hoge suy mhuee thin kink rung 
uiding do mp! nguyén nhan, 
Adi bean than hoge tim nang (vi du vidm ed tir). 
Bénh gan hoat dng lién quan dén buwdn ndn, chan 
&n hofe vang da; bénh gan tién trién, suy gan, 
Rude ligt. 
THAN TRONG 
Bo thude cb thé gy nhiing rdl loan huyét hoc, clin 
luu ¥ nhitng diém sau: 
= Khing nén ding ding [hich ami ag wah a7 

o6 kha nding lam gia u (ah 
er thab an than kink of din hode thude chéng 
tram cam), Mat khae, khdéng ding chung wii cde 
loal thuede an than kinh od tac dung chim (do 
khdng of kha néng loai bo nhanh chdag ra kdl od 

thé trong trfting hep bi giam bach céu hat) 
~ Trude khi baét iu digu tri bing Clozapine, cin 
dém cing thie bach cu d@ dam bdo ring chi 
nhifng béah han od lugng bach cau binh thudng 
mdi duge ding thude. Sau khi bat dBu di@u tri can 
dém cong thie bach chu mdi tulin treng 18 tuan, 
Sau dé it nhat mot an mai thang, cho dén khi cham 
dit diy tr]. Can nhac bénh nhan phai bao ngay cho 
bac si f mdi fin khdm bénh néu cd nhiém tring 
king phat hode ed shit can 
~ Tring hdp bi nhiém tring hede méu bach cau 
dul 3500/mm4, hode gidm dang ke so vdl ban 
dau, phai klém tra ngay vie Gm cong theft bach 
cou. Mau ket qua sae nhan 3 bach cau dud 35c0/ 
mm? va hode luging bach cau da nhan trung tinh & 
trong khodng 2000 va 1500/mm3, thi s& bach cau 
wai $0 bach eu da nbn trung tinh phai dugc kiém 
tra it nhdt 2 Gn moi tuan. Néu lung bach chu 
wuding thip hen 3000/mm? va hose néu lvong bach 
cfu da nhan trong tinh didi 1500/mm, phaéi ngung 
ditu tr) ngay lp bit va ngung vinh vidn. Phéi dim 
cing thie bach cau moi ngay va theo dai bénh 
nhdin a ed thé phat hién triéu ching gid clim hode 
nhiing dau hiéu khac ola su nhiém tring, 
“Mae di d4 ngung Clozapine, néu si bach elu tuyét 
@6) thdp dn 2000/mm? va hodc lugng bach cau 
trung tinh thap hdn 1O00/rmm4, phal chuyén bénh 
nhén dén mgt bénh vién chuyén khoa. 
~Truting hop phal ngung Clozapine de giam bach 
rary lig cac Héu chufin néu trén, khing dude ding 

tré lai. 

Aharon Sireet, 3056 Limassel - Cyprus, Eu
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Mat 56 diém khwic clin thén trong 
O bank nhaén ed v2n sth bi ddng kinh hedic fi ton 
tim mach, thdn hay gan, liu ban 3a phai théip 
hon va ting ddn ligu chdr hon. 
Truting hop ed Binh gan khdng nang, cd thé digo 

br) dugc bing Clozapine nhung can thes dil lain 
sang va cén lam séng déu- din vt chit.ndng gan. 
Khi d0ng thudc, od thé bj ha huyét 4p ty thé, kem 
theo ngdt hodic khing. Cé thé bi st tam thd, 
thuting | linh tinh, chd-yéu trong 3 tuin |& dau 
didw tri, Cé thé kém theo ting hode gidm sf lung 
bach cau. SGt of thé la du hifu cua mét nhiém 
tring tiém dn hode ting bach clu da mhan trung 
tinh. Néu bj Gt cao, co thé nghl dan hél ching ac 
tinh cua thude an thin kinh 
THOT KY MANG THAI & CHO CON Bi 
Mang thai ' 
Cho dén nay, $6 liu nghién coy lam sang con han 

ché, can than trong khi ké toa cho phy ni? mang 
thai 
Tré'sd sinh ti€p whe val thudc chéng loan-thdn (bao 
gim Clozapine) trong thang thir 3 cia thal ky cd 

Aguy od bi cac tac dung phu nhef ngodi be thap wa/ 
hedge niviing triéu cing eai.thude of thé khde nau 
ve mac 46 nghiéim trong vA thoi gian sau khl sinh! 

Od co bao cdo ve kieh dfng, ting tudng lc, ha 
huyét ap, mun ray, budn ngi, suy hd hip hoac roi 
logn din udng. Go dé, tré so sinh man dude theo doi 
cin than. 
Cho con bo 
Cac nghién ofu trén ddng vat cho théy clozapine 
duc bal tiét qua sia me va cd tée dung dai wii tré 
ba me; do dé, cdc ba me ding thuée Clozapine 
khéng nén cho con ba. 
TAC DUNG KHONG MONG MUON 
Cée phan ding cd hai nghiém trong nhdt xdy ra vil 
clozapine lk mat bach cau het, oo giét,'anh hutng 
tim mach va s6t. Cae tée dung phy phd bigm mhat 

l4 budin ng / an than, ching mt, whip tiem mhanh, 
tao ban va qua man. 
Trén mau v4 bach huyét 
Sy tién trién cua gidim bach chu hat wh. mét bach 
chu hat la mgt nguy ed dd) voi diéw tr) Clozapine. 
Mat bach cfu hat cd thé dln dén mhiém trong huyét 
vi cd thé gay oy vong. Cin phai mgimg diéu tr 
ngay lap tic. 
Ri loan chuyén héa va dinh dudng 
Su dung nap glucose bj giam vayhode tién trién 
hogie lam tram trong thém bénh tiéu duting a8 duige 
bao edo hi€m khi trong qué trinh di@u tr) bing 
clozapine. Rat hidm, tang dudng huyét ming, dal 
khi din dén nhiém toan cetan/hon mé, do duge bio 
céo @ nhifng bénh nhan dang dieu tr) khdng of tien 
su tang glucose mau trutc a6. Nang 04 glucose 
binh thuting trd lai d hau het benh hdr seu bhi 
ngiing clozapine vd trong mét val trinting hop ting 
duting huyét tai phat khi diéu tri bat dau lai. 
Rai loan hé than kink 

RGl loan sinh san va vi 
Cae bao cdo rit hid cueing dau duting vit 
RGi loan chung 

Cac truting hgp méc hdl ching de tinh than kink 4&5 
duge bao cdo o nhitng bénh nhdin ding Clozapine 
riéng 14 hade ket hep vail lithium hode cde chat tac 

djing bran hé thin kinh trung wong khdc 
Théng bao cho béec si nhiing tac dyng phy khi 
ding thuéc. 

TUONG TAC THUGC ' 
Thue chdng loan thin téc dung kéo dai"(éd khd 
nding tic ché tiy) khding duc sir dyng dang thé wii 
Clozapine vi kiting thé loai bo khdi ceo thé trang 
nhiing truting hop duc yéu clu, vi dy glam bach 

cau 

Khdng ding dang thal vdi ede thufe g4y gid bach 
cau . 

Tung ty vdi cdc thude an than kink khée, khuyitn 
khéing nén phd hop 

- Alesal: ting tic dyng an thin oka thude an thin 
kinh 1 

Vide mat ¢ thite cénh giéc cd thé dan dan nguy 
hiém khi lai xe hay khi van hah may méc. Trinh 

ding chung val cdc thite uding hodic thude’cd chive 

alcool 
Cn lau ¥ khi phSi hep: : 
- Thude ha huyét ap: ting tac dung ha huyét dip 

va co thé gy ha huyét ép tu thé 

- Cac thude gay tram cam hé than kink trung 

wong: din xudt morphine (giden dau va tr) hed, 
da sé cdc thude khdng histamin Hi, barbiturate, 

benzodiazepine, thudc ching lo du khang thude 
nhém benzodiazepine, clonidine va cac thude 
cling ho, ting trim cam trung tam, cd thé gay 
hu qua nding, nhét |4 ddi vai nguiti idl seve vain 
hanh may mde 

Nén than trong & bénh nhan dang dute dieu tr| 

hofe dutie ditu tr) gin d4y bing benzodiazepine 
hade cic thude tim than khée do tang nguy co 
gay tryy c6 thé gfy ngimg hd hgip hode ngimg 
tim trong mde vai trudging hotp 

> Thuéc Ue ché men chuyén: ting the dung ha 
huyét dp va oo thé gay ha huyét 4p tu the 

Atropine va cdc thude cd tae dung gidng atropine 
(thude ching tram cam imipramine, da 23 cac 

thud khdng histamine H1, thude chdng lige rung 

khang cholinergic, thude chéng co that od tée ding
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pose gee 

budn ngu/ an thin va chong mat. 
Clozapine co thé gdy ra thay ddl dién ndo dG, gar 
si xuét hién cla ca phite hep séng. Nb lim giam 
nguting dong kinh theo cach phy thude vie lidu va 
ed thé gy ra gidt cc hode co gift todn than. Nhding 
tridu chifng nay co kha nding xay ra vai li2u mhanh 
va bénh nha bj dgng kinh tif trude. Trong trvting 
hop nay nén glam ligu wa nu can thigt, bat du 
du br) ching oo gift. Nén tranh ding 
carbamazepine vi od kha nding lam suy gidm choc 
nang tay wucng va wdi céc thee ching co gidt 
khac, nén can ohbe kha nding tuong tdc duge ding 
hes. Trong mot sé it trudging hop, bénh nd duoc 
diéu tri bdng Clozapine cé thé bj mé sang. 
Rat hiém khi, chang bho doc mubn da dupe bho cao 
€nhitng bénh nian ding Clozapine 49 dug diéu tr 
bang cdc thude chdng loan than khac, Nhing bénh 
nhan mac ching khé doe chdim phat trim cung val 
céc thude chGng loam thin khac 48 duge cai thién 
trén Clozapine. 

RGi loan tim 
Nhip tim nhanh va ha huyét 4p tu thé ca hode 
khéeg od nga co nay ra, d8c bidt |& trong 
nhiing tun dau ditu tri. Ty bb wa mac do nghiém 
trong cla ha huyét dp bi anh hurting bai tic do vi 
cufiing dé chudn 6 liu. Sh do ha huyét dp sdu, 
wii hu qua die bie: IA nguing tim, d& dugic bao con 
wdi Clozapine, 
Cac truting hdp riéng biét cua roi laan nhip tim, 
vim mang ngoai tim! tran dich mang tim va viem 
co tim da duge bao cdo, mot 26 trong 6 da gay tir 
vong. Phan dn cde truting hep vim od tim trong 2 
thang dau b&t ditu dig tri bang Clozapine. Bénh oo 
tim thing xayora sau do trong dit tri. 

Tang bach cau ai toan da duige bao cao cbng wii 

mot so truging hop vim co tim (Kiodng 14%) vi 
viEM mang ngodi tiny tran dich mang tim; Tuy 
nhién, ngudi ta khéng biét liéu bach cay ai toan co 
phéi [4 mét y&u to dy bao dang tin ciy cua bénh 
vim tim hay khang. 
Rol loan mach mau 
Cac trugng hgp him gap ola huyét kdl tac mach 
dd dugc bao cao. 
Hé ho hap 
Suy hd hap hoge ngding rat hiém khi say ra, co 
hodc khdng of soc 
Hé tiéu héa 
Thutng xuyén say ra téo bon wa qua man va bubn 
ndén va nén. Rat hiém khi way ra toe rodt 
RGi loan gan mat 
Ting men gan thang qua, hiém khi xay ra viérn 
gan wa vang da if met. RSt hiém khi, hoai ti gan. 
Néu vang da tién trién, nén ngung ding Clozapine. 
Trong mot sé it trudging hep, viém tuy Sip da duc 
bao cao. 
Rai loan than 
Viem thin k& cdp tinh 

cour amrer ty crue ur ee 

ngoai ¥ cia nhém atropine kiéu gay bi tiéu, to 

bon, kh ming 

Warfarin va cdc thudc én ket manh wh protein 

huyét tuong: cf thé lam thay ddi nding do trang 

huyé@t tudng ola ede thud: hede coe Clozapine 

Cimetidine: ting nfng 44 Clozapine trang huyet 

tuang vai Ling cae tic dung ngoal ¥ 

Phenytain va cic thude gay cam ing cytochrome 

PasO: glam néng £6 Clozapine trong huyét tusing, 
ed thé [Am *ust hin lai cae trigu ching tam than 

Lithium va cit thuge an than kinh khaée: cd thé lam 

ting nguy ef bi hdl ching 4c tinh cua thude an then 
kin. 

Adrenaline vi din suit: cd thé gay tac dung nguite 
trén huyét ap dong mach (ting nguy co bj tut 
huyée ap}. 

ANH HUONG CUA THUGC OEN KHA NANG LAI 
E VA VAN HANH MAY MOC 
Thuée lam an than, budn agi vi thé khong nén [ai 
xe hay van hanh may moc dac biét treng nhiing 

tudin dau di@u tri 

QUA LIEU VA MU TRI 
Nhiéu tring hop ty veng dude ghi nhan khi dung 

qua liu 2000 mg. Tuy nhiém, cing co truding hop 

dung nap due vi litu trén 4000 mg 

Triéu ching: ting cuting tac dung khang cholinergic 

va an than, oo gibt, tang tidt nutc bot, gidn dong 

td, ri logan thi gidc, 1d Lin, kich dang, mé sang, 
ting phan ma, hén mé, ha huyét ap, truy, whip tim 
ahah, biéu hidn tram trang d tim, suy ha hap, 
Bley trl: nia rudt, sau do dung than hoat tinh trong 

6 gif d3u sau khi phat hién 194 dc. Dieu tri tridu 
ching it nhat 5 ngay (cd thé phan dng cham). Thea 
d8i ede dy hiéu cua su sdng, kiém tra dién giai va 

én bang acid ki@m. Khdng dung adrenaline va cdc 
din xudt trong digu tri ha ap. 

BAO QUAN: Bao quan dudi 30°C, tranh anh sang 
va dm, 

HAN DUNG: 36 thang ké ti ngay san ude. 

TRINH BAY: Hép 5 vi x 10 widn 
TIEU CHUAN: NSx 
ONE: 

San xuat boi 

REMEDICA LTD. 

Ahamon Street Limassol Industrial Estate 3056, 

Limassol, Sip, 
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