DOAXAN"-

e Docky huéng dan sirdung trugckhidung.

ePéxatamtaytréem.

o T& huéng dan sif dung néu tém tat cac théng tin quan trong clia thudc. Néu can thém
théngtin, xin héiy kién bacsyhoac dugcsy.

THANH PHAN CONG THUCTHUGC: Méivién nén chia

Thanh phan dugc chat:
-Paracetamol 325mg
-Ibuprofen 200mg

Thanh phan ta dugc: Lactose, Microcrystallin cellulose PH101, Povidon K90, Mau Sunset yellow
FCFE110, Natri starch glycolat Natrilauryl sulfat, Magnesi stearat, Colloidal silicon dioxid A200.
DANG BAO CHE: Vién nén.

M6 ta déc diém bén ngoai ctia thudc: Vién nén hinh tron, hai lép, mau trang va mau cam, mat
mau cam cé khdcvach, canhvathanhvién lanhlan.

CHIiDINH:

- Gidm céc con dau coxuong nhe dén trung binh nhu: Dau ¢6, dau vai, dau lung, cing co bép tay
hodcbép chan, cling ca c8, viem khép, thap khdp, viem bao hoat dich, bong gan, viem gan.

- Gidm nhtic dau vi cang thang tinh than, dau bung kinh, nhic rdng, dau sau nhé rang va tiéu
phéu.

LIEUDUNG, CACHDUNG:

Liéudung:

-Ngudilén vatré tir 12 tudi tré1én: Ung 1 vién méi 6 gits khi can hodc theo hudng dan clia bac sy.
- Liéu t6i da: Khong uéng nhiéu hon 6 vién thuéc (3000 mg paracetamol, 1200 mg ibuprofen)
moétngay.

-Khéng dung lau hon 10 ngay néu khéng cé huéng dan clia bac sy.

Cachdung: Dung uéng, nén uéng trong hodc sau khian.

Trudng hop quén uéng mét liu dung: Hay uéng ngay khi nhé ra. Néu thai gian gan véi lan
dung thudc tiép theo, bd qua liéu da quén va hay dung liéu tiép theo vao thai gian thudong lé.
Khongdung liéu gapdm débuvaoliéudaquén.

Trudng hgp udng qué nhiéu vién thudc: Hay gap ngay bac sy hoac t6i khoa Héi suc - Cap ciu
cliabénhviéngan nhat.

CHONG CHiBINH:

-Méan cdm vi cacthanh phan ctiathudc.

- Bénh nhan di (ing véi paracetamol, ibuprofen, aspirin, cac thudc khang viém khong steroid
khéc (hen, viém mi, n&i may day saukhidungaspirin).

- Loét da day ta trang tién trién, bénh tim mach, suy than (muc loc cdu than dudi 30 ml/phat),
hen hodc co thét phé quén, réiloan chay mau.

- Ngudi bénh dugc diéu tri bang thuéc chéng déng coumarin; suy tim sung huyét, gidm khai
lugng tudn hoan do thudc Igi niéu hodc suy than; ngudi bénh mac mét trong nhém bénh chat
taokeo.

-Suygannang.

-Phunirmangthaibathéng cudithaiky.

CANH BAOVATHANTRONG KHIDUNGTHUOC:

*VéiParacetamol:

- Bac sy can canh bao bénh nhan vé cac dau hiéu ctia phan (ing trén da nghiém trong nhu hoi
ching Stevens-Johnson (SJS), hdi ching hoai tir da nhiém doc (TEN) hay hoi chiing Lyell, hoi
chiing ngoai ban mun md toan than cap tinh (AGEP).

Ngudi bénh can phaingung dung paracetamol va thdm kham ngay khi thdy phat ban hoac cac
biéu hién khac & da hodc cac phdn tng mén cdm trong khi diéu tri. Ngudi bénh c6 tién sirc6 cac
phan ting nhuvay khéng nén dung cac ché phdm chia paracetamol

- Paracetamol tuong doi khéng doc vdi liéu diéu tri. Doi khi c6 nhiing phan ting da gém ban dat
san, ngia va may day; nhiing phan ting méan cdm khac gém phu thanh quan, phu mach va nhiing
phan ting kiéu phan vé cé thé it khi xay ra. Gidm tiéu cau, gidm bach ciu va gidm toan thé huyét
cdu da xay ra véi viéc sirdung nhimng dan chét p-aminophenol, ddc biét khi dung liéu cao kéo dai.
Gidm bach ciu trung tinh va ban xuat huyét gidm tiéu cau da xay ra khi dung paracetamol. Hiém
gap mat bach cau hat & ngudi bénh dung paracetamol.

-Ngudi bj phenylceton - niéu (thiéu hut enzym phenylalanin hydroxylase).

- M6t s6 dang thuéc paracetamol cé trén thi trudng chia sulfit c6 thé gay phan tng kiéu di tng,
g6m ca phan vé va nhiing con hen de doa tinh mang hoéc it nghiém trong hon & mét s6 ngudi
qua man.Thudng gap & ngudi bénh hen nhiéu hon &ngudikhéng hen.

-Than trong khi dung paracetamol cho ngudi bi suy gan, suy than, nguai nghién rugu, suy dinh
dudng man tinh hodc bi mat nudc.

-Than trong khi dung paracetamol & ngudi bénh cé thi€u mau trudc dé, vi ching xanh tim c6
thé khéng biéu 16 rd mac du néng d6 & miic nguy hiém clia methemoglobin trong méu cao.

- Uéng nhiéu rugu cé thé gay tang doc tinh véi gan clia paracetamol, nén tranh hodc han ché
udng rugu.

-Thudc cé chiia paracetamol. T6n thuong gan ndng c6 thé xay ranéu:

+UBng nhiéu hon 4 g paracetamol trong 24 gig, day la liéu dung téi da hdng ngay.

+UBng chung vai cac thudc khac cé chiia paracetamol (hodc acetaminophen).

+U6ng 3 cée rugu trd1én mbingay trong khi dang uéng thudc nay.

-Khéng dung chung véi céc thude khac c6 chiia paracetamol (thudc ké don hodc khéng ké don).
*Vailbuprofen:

-Thantrong khidung ibuprofen déi véi ngudi cao tudi.

-Ibuprofen c6 thé lam cac enzym transaminase tdng 1én trong mau, nhung bién déi nay thoang
quava héiphucdugc.
-Réi loan thi giac nhu nhin m& 1a ddu hiéu chl quan va cé lién quan dén tac dung khéng mong
mudn clia thudc nhung sé hét khingung dungibuprofen.
-Ibuprofen tic ché& két tap tiéu cau nén c6 thé lam cho thai gian chdy mau kéo dai.
- Can theo déi chiic ndng gan thudng xuyén khi st dung ibuprofen lau dai. Néng do ALT huyét
tuong la chi s6 nhay nhét dé dénh gia nguy co lam gidm chic nang gan ctia thuéc chéng viém
khoéng steroid.
-Théan trong va theo doi chdt ché bénh nhan suy giam chiic nang than khi strdung ibuprofen.
-Srdung ibuprofen c6thélam tang huyét 4p hodclam ndng hon bénh tdng huyét ap, lam tang
nguy co cac bién cdtim mach.
-Than trong & bénh nhan c6  dich, suy tim vi da c6 bao céo vé tac dung khéng mong muén &
dichvaphuxayrakhistrdung.
-Than trong vi tdc dung ha nhiét va chéng viém cla ibuprofen c6 thé che md cac dau hiéu va
triéu chiing viém ctia cac bénh khac.
-Ibuprofen cé thé gay ra phan ting di (ing ndng, d&c biét & nhiing ngudi di ting aspirin. Néu bi di
ung, ngung dung thuéc va tham kham ngay.
-Thuéc cé chia thudc khang viém khéng steroid, c6 thé gay xuat huyét da day nghiém trong.
Néu bikho chiu & da day, nén uéng thuéc cling véi thiic an hodc stra.
-Nguy co huyétkhéi tim mach:
Céc thudc chéng viem khong steroid (NSAIDs), khdng phai aspirin, dung dudng toan than, cé
thélam tdng nguy co xuét hién bién c6 huyét khéi tim mach, bao gém ca nhéi mau co tim va dot
quy, c6 thé dan dén tir vong. Nguy cd nay c6 thé xuat hién sém trong vai tudn dau diing thuéc
va c6 thé tang 1én theo thai gian dung thudc. Nguy co huyét khdi tim mach dugc ghi nhan cha
yéu &liéu cao.
Bac sy can danh gia dinh ky su xudt hién clia cac bién c6 tim mach, ngay ca khi bénh nhan khéng
cé cactriéu chimg tim mach trudc d6. Bénh nhan can dugc cdnh bao vé cac triéu chiing ctia bién
c&tim mach nghiém trong va can tham kham bac sy ngay khi xuét hién cac triéu chimg nay.
Dé gidm thiéu nguy co xudt hién bién ¢ bét Igi, can sttdung DOAXAN-S & liéu hang ngay thap
nhat c6 hiéu qua trong thai gian ngén nhat co thé.
*Thudc c6 chiata dugc lactose: Bénh nhan cé van dé vé dung nap galactose, bénh nhan thiéu
hutenzym Lapp lactase hodc kém hap thu glucose - galactose khéng nén duing thuéc nay.
*Thu6c c6 chlia mau Sunset yellow FCF E110 cé thé gay cac phan ting dj ting.
Sutdung thudc cho phu nircé thaivacho conbu:
- Thoiky mang thai: Bénh nhan dang mang thai hoiy kién bac sy trudc khi dung. Dac biét khong
dugcdung ibuprofen trong 3 thang cudi cdia thai ky néu khéng cé suhudng dan clia bac sy.
- Thc‘rik]'/chocan bi: Hoiy kién bac sy trudc khidung.
Anh huéng ctiathudclén kha nang lai xe, van hanh may méc:
Thudc c6thé gay nhiic ddu va chong mat. Can than trong khi lai xe, van hanh may méc.
TUONGTAC, TUONG KYCUATHUCSC
Tuongtacchathudc:
*Tuong tdcvdiParacetamol:
-Thuéc chdéng déng mau: Uéng dai ngay liéu cao paracetamol lam tdng nhe tac dung chéng
ddng ctia coumarin va dan chatindandion.
- Can phai chu y dén kha nang gay ha than nhiét nghiém trong ngudi bénh dung déng thai
phenothiazinvaliéu phap ha nhiét (paracetamol).
-U8ng rugu qua nhiéu va daingay c6 thé lam tdng nguy cd gdy doc cho gan cdia paracetamol.
-Thudc chdng co giat (gém phenytoin, barbiturat, carbamazepin) gay cdm ting enzym & microsom
gan, c6 thé lam tang déc tinh trén gan cla paracetamol do tang chuyén héa thuéc thanh nhiing
chét doc hai véigan.
- Probenecid c6 thé lam gidm dao thai paracetamol va lam ting thdi gian ban thai trong huyét
tuong clia paracetamol.

-Isoniazid va cac thuéc chong lao lam tdng déc tinh clia paracetamol déi véi gan.
- Chloramphenicol:Tang néng dochloramphenlcol trong huyét tuong.
- Cholestyramin: T6c d6 hap thu paracetamol gidm bdi cholestyramin. Do d6, cholestyramin
khong nén dung trong vong mét gi néu can giam dau téi da.
- Metoclopramid va domperidon: Su hap thu paracetamol tang Ién bdi metoclopramid va
domperidon.Tuy nhién, viéc sttdung déng thdi khéng can phaitranh.
*Tuong tdcvdilbuprofen:
- Ibuprofen hiép dong tac dung véi warfarin gay chdy mau da day. Phéi hgp hai thuéc nay lam
tang nguy co chdy mau da day cao hon khidung tiing thuéc don déc.
-Ibuprofenkhidiing ddng thaivéiaspirinlamtang nguy cachdymauda day
- Ibuprofen lam téng néng dé trong huyét tuang clia lithi [én 12 - 67 % va giam thai tri lithi qua
than. Néu dung déng thoi phai theo déi chat ché cac dau hiéu ngd doc lithi va nong doé trong
huyét tuong cla lithi phai dugc theo déi khi bat dau sirdung déng thai hai thudc va hiéu chinh
cac liéu tiép theo. C6 thé phai giam liéu lithi & mot s6 bénh nhan va can hiéu chinh liéu lithi khi
ngungdungibuprofen.
- Dung déng thai ibuprofen véi cac thuéc tc ché enzym chuyén hay d8i khang thu thé
angiotensin Il lam gidm hiéu qua trén huyét 4p clia cac nhém thudc nay. Phai theo doi chat ché
huyét ap khi phéi hgp thudc chéng viém khéong steroid & bénh nhan dang dung thudc tc ché
enzym chuyén hay d6i khang thu thé angiotensin I
- Strdung déng thdi corticoid va thudc chdng viém khéng steroid khac lam tang nguy co loét
daday.
- Ibuprofen lam tang ADR ctia cac khang sinh nhom quinolon 1én hé than kinh trung uong va cé
thédan dén co giat.
- Magnesi hydroxyd lam tang su hap thu ban déau cta ibuprofen; nhung néu nhém hydroxyd
cling c6 mat thilaikhong co tacdung nay.
-Ibuprofen lam tédng doc tinh ciia methotrexat.
-Ibuprofen cé thé lam gidm tac dung bai xuat natri niéu ctia furosemid va cac thuéc Igi tiéu.

-Ibuprofen c6 thélam ting néng d6 digoxin trong huyét tuong.

Tuong ky ctia thuéc:

Do khéng ¢6 cac nghién cutu vé tinh tuong ky cta thuéc dung dudng udng, khéng tron lan
thudc nay véi cacthudckhac.

TACDUNGKHONG MONG MUGN CUATHUGC:

*Pparacetamol:

Phan (ing da nghiém trong nhu héi chiing Stevens-Johnson, héi chiing Lyell, hoai ti biéu bi
nhiém déc, héi chiing ngoai ban mun mu toan than cdp tinh hiém khi xay ra, nhung cé kha
nang gay ti vong. Néu thdy xudt hién ban hodc cac biéu hién khac vé da, phai ngiing thudc va
thamkham bacsy.

Ban da va nhimng phan ting dj ting khac thinh thoang xay ra. Thuong la ban dé hoac may day,
nhung d6i khindng hon va c6 thé kém theo st do thudc va tén thuong niém mac. Néu thay sét,
bong nudc quanh cac héc tu nhién, nén nghi dén hdi ching Stevens-Johnson, phai nging
thuéc ngay. Qua liéu paracetamol c6 thé dan dén tén thuong gan nang va déi khi hoai tir 6ng
than cdp. Ngudi bénh man cam vai sallcylat hi€ém khi man camvéi paracetamol va nhung thudc
cblién quan.Trong mét s it truding hop riéng 1€, paracetamol da gay gidm bach cau trung tinh,
gidmtiéu cauva giam toan thé huyét cau.

Bang tém tat cac phan img khong mong muén cia paracetamol:

Caccoquan | Tansuat (¥) Cac phan iing khéng mong muén

Daday-ruét |ftgdp Bu6nnén,nén.

Loan tao mau (gidm bach ciu trung tinh, gidm toan thé huyét
cau, gidm bach cau), thiéu mau.

Huyéthoc ltgap

Than ftgdp Bénhthan, doctinhtrénthankhilam dung daingay.
Da ltgdp Ban.

Hiém gdp Hoi chiing Stevens-Johnson, hoai & biéu bi nhiém doc, hoi
ching Lyell, hoi chiing ngoai ban mun ma toan than cap
tinh.

Khac Hiém gap Phan ing qua man.
*Ibuprofen:

-5dén 15 % ngudibénh c6 tdc dung khéng mong mudn vé tiéu hoa.
-Nguy ca huyét khéitim mach (xem phan Canh bao va than trong khi sirdung).
Bang tém tat cac phan ing khéng mong muédn ctaibuprofen:

Caccoquan | Tansuat(*) Cacphandng khéng mong muén
Toanthan Thuong gap S6t, mét moi.
ltgdp Phan Ung di Ung (dac biét co that phé quan & ngudi
bénh bj hen), viém miii, n6i may day.
Hiém gdp Phu, néi ban, héi chiing Stevens-Johnson, rung téc, ha
natri.
Tiéuhoa Thuong gap Chuéng bung, buén nén, non.
ltgap Dau bung, chdy mau da day-rudt, lam loét da day tién
trién.
Hiém gdp R&i loan co bop tdi mat, cac thi nghiém tham do chic

nang gan bat thudng, nhiém doc gan. Viém rudt hoai
t, hoi chiing Crohn, viém tuy.

Than kinh trung | Thuding gdp Nhuic dau, hoa mét chéng mit, bén chén.

uong Itgdp Lo'ma, matngu, i tai.

Hiém gdp Tram cam viém mang no v6 khuan va hén mé, nhin
md, réi loan cdm nhan mau sic, gidm thiluc do ngd doc
thudc.

Da Thudng gdp Man ngra, ngoai ban.

Hiémgdp Nhay cdm véianhsang.

Mat ftgdp Réiloan thigiac.
Tai ltgdp Gidm thinh lyc.
Méu ltgdp Théi gian chdy mau kéo dai.

Hiém gap Gidm bach cdu, gidm tiéu cdu, gidm bach cau trung
tinh, tdng bach cau ua eosin, gidm bach cau hat, thiéu
mau.

Tiét niéu - sinh  |Hiémgdp Viém bang quang, tiéu ra mau, suy than cap, viém than
duc ké, hoiching than hu.

(¥) Tan suét tac dung khdng mong mudn dugc dinh nghia nhu sau: Rat thudng gap (ADR >
1/10), thusng gip (1/100 < ADR < 1/10), it gap (1/1000 < ADR < 1/100), hiém gap (1/10000 <
ADR < 1/1000), rat hiém gap (ADR < 1/10000), khéng ré (khéng dugc udc tinh tirdirliéu cé sén).
Huéng dan cach xirtri ADR:

- Paracetamol: Néu xdy ra nhimg tac dung khéng mong muén nghiém trong, phai ngiing dung
paracetamol.Vé diéu tri xem phan Qué liéu va cach x{rtri.

- Ibuprofen: Néu ngudi bénh thay nhin ma, gidm thi luc hodc réiloan cdm nhan mau sdc thi phai
ngting dung ibuprofen.

Néu c6 réiloan nhe vé tiéu hda thinén udng thudc trong khi an hay uéng véisita.

QUALIEUVA CACHXUTRI:

Triéu chiing va biéu hién khistrdung thuéc qua liéu:

*Qud liéu Paracetamol:

- Nhiém déc paracetamol c6 thé do dung mét liéu doc duy nhat hodc do udng 13p lai liéu cao
paracetamol (7,5 - 10 g mbi ngay, trong 1 - 2 ngay) hodc do uéng thudc dai ngay. Hoai tir gan
phuthuécliéulatac dung doc cap tinh nghiém trong nhat do qua liéu va c6 thé gay tirvong.
-Buénnoén, ndn va dau bung thudng xay ra trong vong 2 - 3 gidsau khi uéng liéu ddc ctia thuée.
Methemoglobin méu, dén dén chimg xanh tim da, niém mac va mong tay la mét ddu hiéu dac
trung nhiém doc cap tinh dan chat p-aminophenol; mét lugng nhé sulfhemoglobin ciing c6
thé dugc san sinh. Tré em c6 khuynh hudéng tao methemoglobin d& hon ngudi l6n sau khiuéng
paracetamol.

-Khibingd déc ndng, ban dau cé thé kich thich hé than kinh trung uong, kich déng va mé sang.
Tiép theo cé thé la tc ché hé than kinh trung uong; siing s&, ha than nhiét; mét 13; thé nhanh,
no6ng; mach nhanh, yéu, khéng déu; huyét ap thap; suy tuan hoan. Truy mach do gidm oxy
huyét tuong déi va do tac dung Uc ché trung tam, tadc dung nay chi xdy ra vdi liéu rat cao. S6c co
thé xay ranéu gian mach nhiéu. Can co giat nghet tha gy tirvong cé thé xay ra. Thudng hén mé
xay ratrudc khichét dot ngdt hodc sau vaingay hon mé.

- D4u hiéu 1am sang t6n thuong gan trd nén r6 rét trong vong 2 - 4 ngay sau khi uéng liéu déc.
Aminotransferase huyét tuong tang (doi khi tang rat cao) va ndng dé bilirubin trong huyét
tuong cling cé thé tang. Khi tén thuong gan lan rong, thai gian prothrombin kéo dai. Khoang
10 % ngudi bénh bi ngd déc khéong dugc diéu tri dac hiéu da c6 tén thuong gan nghiém trong;
trong s6 d6 10 % - 20 % t(f vong vi suy gan. Suy than cap ciing xay ra & mét s6 ngugi bénh. Sinh
thiét gan phat hién hoai tr trung tam tiéu thly trirviing quanh tinh mach cta. G nhiing trudng
hgp khéng tirvong, thuang tén gan phuc héi sau nhiéu tuan hodc nhiéu thang.

*Qud liéu Ibuprofen:

Cé it thong tin vé xdy ra doc tinh cap véi ibuprofen, téc dung khéng mong mudn do qua liéu
thudng phu thudc vao lugng thuéc uéng va thai gian uéng. Tuy nhién, vi sy dap ing véi thudc
lakhacnhaunén qualiéu phai danh gia trén tiing bénh nhan.

Céc triéu ching vé qua liéu gém: Dau bung, buén nén, nén, thd ¢ va ngu ga, c6 thé xdy ra dau
dau, con co cling, Uic ché than kinh trung uang, co giat, ha huyét ap, nhip nhanh, thd nhanh va
rung nhi. Hiém khi nhiém toan chuyén héa, hén mé, suy than cap, tang kali huyét, ngiing tha
(chGyéu dtrénho), tcchéhd hap va suy hd hap.

Cach xtrtrikhidung thuéc qua liéu:

* Xartriqudliéu paracetamol:

-Khinhiém déc nang, phai diéu tri hd tro tich cuc, can rira da day trong moi trudng hop, tét nhat
trong vong 4 gigsau khiudng.

- Liéu phép gidi doc chinh la dung nhimg hgp chét sulfhydryl, c6 1& tdc dong moét phan do bé
sung dy trit glutathion & gan. N-acetylcystein c6 téc dung khi uéng hodc tiém tinh mach. Phai
cho dung thudc ngay 1ap tic néu chua dén 36 git ké tir khi udng paracetamol. Diéu trj véi
N-acetylcystein c6 hiéu qua hon khi cho dung thudc trong thai gian dudi 10 gi& sau khi udng
paracetamol. Khicho uéng, hodalodng dung dich N-acetylcystein véi nudc hodc d6 uéng khong
c6n dé datdung dich 5 % va phai ung trong vong mét gids sau khi pha. Cho uéng N-acetylcystein
Vvdi liu dau tién 1a 140 mg/kg, sau d6 cho tiép 17 liéu nita, méi liéu 70 mg/kg cach nhau 4 gio.
Cham dut diéu tri néu xét nghiém paracetamol trong huyét tuong cho thdy nguy co déc haigan
thap.

-Tac dung khéng mong muén clia N-acetylcystein gém ban da (gém ca may day, khong yéu
cau phainguing thuéc), buén nén, nén, tiéu chay va phan ting kiéu phan vé.

-Néu khéng cé N-acetylcystein, c6 thé dung methionin. Néu da dung than hoat truéc khi dung
methionin thi phai hut than hoat ra khéi da day trudc. Ngoai ra, c6 thé dung than hoat va/hodc
thuéc tdy mudi, ching c6 kha nang lam gidm hap thu paracetamol.

* Xutriqud liéuibuprofen: Thudng la diéu tri triéu ching va hé tro.

Néu da udng qué liéu thi can dp dung nhiing bién phap sau day nham tang dao thai va bat hoat
thuéc: Riia da day, gdy nén valgi tiéu, cho usng than hoat hay thudc tdy musi.

Néu ndng: Tham phan méau hoic truyén mau. Vi thuéc gay toan héa va dao thai qua nudc tiéu
nén vé ly thuyét sé cé Igi khi cho truyén dich kiém va Igi tiéu. Can phai theo déi, kiém soat nguy
cohahuyétap, chdy mau da day va toan héamau.

QUY CACHPONG GOI:

Hop 5vix 10vién, hop 5 vix 20 vién.

Chai 100 vién.

PIEU KIEN BAO QUAN:

Baoquan &:Noikho, nhiét doé dusi 30°C, tranh anh sang.

Bdo quan trong bao bi g6c cliathube.

HAN DUNG: 36 thang ké tif ngay san xuét. Khong dung thuéc qué han st dung da ghi trén
nhan.

TIEU CHUAN CHAT LUQNG: TCCS.

CO SG SAN XUAT:

CONGTY C6 PHAN XUAT NHAP KHAU Y TEDOMESCO
Bia chi:$666,Qudc 16 30, Phudng My Phu, Thanh phé Cao Lanh, Tinh Bong Thap
Piénthoai:0277.3851950
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