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Ry Thude ké don
Thanh phén: Cho 1 goi
Pran.. SOLVILCA
Chldiah, chéog ch o, ding, PIRACETAM
cdch diing va cdc théng tin khic: 2400 MG
Xem trén 19 hudng din s dyng bén
trong hip. i ‘i
Bao quan:
Noi khd réo, nhigt dé khéng qué 30°C,
{rédnh énh séng tryc tip,
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Ry Thutc ké don Thanh phln Cho 1 géi Ry Thudic ké don Ry Thutic ké don
Piracetam .. .. 2400 mg
so LVI LCA L:;’:;lch :hﬁnu r.:hi dinh Ilél; dung c:::du SOLVI LCA SOLVI LCA
PIRACETAM Wi Y3 0d 0 Kb PIRACETAM PIRACETAM 2400 MG

Xem trén t& hudng dén sU dyng bén trong hép.

Béo quén: 2400 MG

Nai kho réo, nhidt dg khéng qué 30°C, trénh dnh BOC K¥ HUONG DAN S DUNG TRUGC KHI DUNG.
sang tryc idp, = DE XA TAM TAY TRE EM.

2400 MG

"/
) S —
)
‘ Tiéu chudin: TCCS. ‘ Ca 58 san xudt: Nhh méy HDPHARMA EU-
SBK: CONG T CO PHAN DUGC VAT TU'Y TE HAI DUONG
5618 SX: Téng 2. tba nha 4A, thiia dt 56 307, cym Cdng nghiép CAm
Ngay SX: Thugng, phutng Cm Thugng, TP H&i Dugng, tinh Hai Dugng.

HD:
Hop 50 géi x 6 g thube bdt pha dung dich ubng Hop 50 géi x 6 g thudic bt pha dung dich udng
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Ry Thuéc ké don
Thanh phén: Cho 1 géi
Piracetam ... 2400 Mg SOLVILCA
T AUGE: ovoenrinsnsssssanessasnnssnss VR A0,
Chl djnh, chéng chl djnh, liéu ding, PIRACETAM
céch diing va céc théng tin khéc: 2 400 M G

Xem trén t§ hudng dén sit dyng bén
trong hép.

Béo quén:

Ndi khé réo, nhigt d§ khéng qué 30°C,
trénh énh séng tryc tidp.

8616 8X:
HD:

Ca 50 sn xubt:

cONG TY 4 PHIN DUC YR 6 g Thubc bot
0B pha dung djch uéng

Ry Thuéc ké don

SOLVILCA

PIRACETAM
2400 MG

)

Hop 30 géi x 6 g thudic bot pha dung dich udng

Thanh phén: Cho 1 gdi

Piracetam ..., 2400 mg
TROMIE ciacssossisssinisiisimivaviiamasrig VO Ok
Chl djnh, chéng chi dinh, |iéu ding, céch
ding va cdc théng lin khéc:

Xem trén td hudng dén s dyng bén trong hdp.
Béo quén:

Ndi khé réo, nhiét 4§ khdng qua 30°C, trénh énh
séng tryc tidp.

Tiéu chuén: TCCS.
SBK:

S8 16 SX:

Ngay SX:

HD:

Ry Thuéc ké don

SOLVI

PIRACETAM
2400 MG

-

Hop 30 gdi x 6 g thudc bt pha dung dich udng

R Thutic kd dan

SOLVILCA

PIRACETAM 2400 MG

DOC KT HUONG DAN SU DUNG TRUGC KHI DUNG.
DE XA TAM TAY TRE EM.

e

Co sd sin xuét: Nha may HOPHARMA EU-

CONG T ¢6 PHAN DUGC VAT TU ¥ TE HAI DUONG
Thng 2, 15a nhi 4A, thia @4t 8 307, cum Cong nghiép Cém
Thugng, phubng Cm Thugng, TP Hal Duang, tinh Hal Dugng.
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By Thudc ké don

Thanh phén: Cho 1 géi

Piracetam ..........cereeesrs 2400 mg SOLVI LCA

& dlidos il b et Ll vifa do.

Chi dinh, chéng chi djnh, liéu ding, PIRACETAM

céch diing va cac thong tin khac: 2400 MG

Xem trén t&f huéng dén st dung bén

trong hép. &, “‘““’-«.“

Béo quén: '3‘ /;

Noi khé rdo, nhigt d khéng qué 30°C, a T

tranh dnh séng tryc tiép. - ‘
’ - 8616 8X: —7

HD:

O 00te Cassinnte

Nhji mdy HDPHARMA EU-

NWVYL3OVvHdId CONG TY C6 PHAN DUGC VTYT HAI DUONg

VJTIAT0S

upp @ 2Ny L Xy

6 g Thubc bot
ha dung djch uéng

Ry Thudc ké don

Thanh phén: Cho 1 géi P T kb o
SOLVILCA =~ = SoLVILCA
PIRACETAM iy ciﬂfﬂin?i.:'l:l’"“"""'“"" PIRACETAM PIRACETAM 2400 MG
240 0 M G :::1:::':‘5 hudng dén si dung bén trong hop. 240 0 M G

DOC KY HUGNG DAN SUDUNG TRUGC KHI DUNG.
DE XA TAM TAY TRE EM.

. Cd s sén xufit: Nha méy HDPHARMA EU-

Noi khé rdo, nhiét dj khdng qua 30°C, trdnh 4nh
séng tryc tiép.

Tiéu chuéin: TCCS.

SPK:

S6 16 SX: cONG TY ¢8 PHAN DUGC VAT TU Y TE HAI DUONG
) Téng 2, tba nha 4A, thila ddt s8 307, cum Céng nghip Cém

sg&y SX: Thugng, phudng Cdm Thugng, TP HAi Dung, tinh HAi Dudng.

Hop 20 goi x 6 g thudc bt pha dung dich uéng Hép 20 géi x 6 g thude bét pha dung dich udng
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HUONG DAN SU DUNG
Tén thudc: **SOLVILCA
Thubc nay chi ding theo dom thuéc.
Poc ky hudmg dén sir dung trudce khi dimg. Dé xa tam tay tré em.
1. Thanh phan céng thirc thudce (cho 1 g6i)
Thanh phan hogt chat: Ham lugng

Piracetam 2400 mg
Thanh phédn td dwgc: Mannitol, Aspartam, acid citric, Kali | Vira da 1 goi

Acesulfam, Colloidal anhydrous, huong cam

2. Dang bao ché: Thudc bot pha dung dich udng, mau tring dén tring nga, vi ngot hoi
~ ding.

3. Chidinh

Piracetam duge chi dinh dé cai thién bénh 1y r6i loan tri nhé hodc rdi loan tri thong
minh trong trudng hop khong c6 chin doan sa sut tri tué

Piracetam c6 thé 1am giam rung giat co vé ndo & mot sé bénh nhan. P& kiém tra do
nhay cam véi piracetam, c6 thé bit dau diéu trj thir nghiém trong thoi gian giéi han.

4. Cach dung, lidu dung
4.1 Cdch ding
- Thudc ding theo dudng udng, ¢6 thé ubng ciing hoic khong ciing véi thirc an.
- Hoa thubc trong 1 hrgng nuéc vira di, khudy cho tan truée khi udng.

4.2 Liéu ding

-Pé diéu trj ri loan tri nhé hoc réi loan tri thong minh, lidu khéi du 12 4,8 g mbi
ngay chia 1am nhiéu 14n trong vai tudn d4u diéu tri; sau d6, lidu duy tri 12 2,4 g mdi
ngdy chia 1am 2 hoc 3 14n. C6 thé lidu c6 thé dugc giam xubng 1,2 g mbi ngay.

-Dé diéu tri rung giat co vo ndo, bit dAu véi lidu hang ngdy 1a 7,2 g, ¢6 thé tang 1én
4,8 g sau mdi 3 dén 4 ngay dén liéu tdi da 24 g chia 1am 2 hoc 3 l4n.

Diéu trj bing c4c thubc chéng rung gidt co khac nén duge duy tri & lidu lugng twong
tw. Ty thudc vao lgi ich 14m sang dat dugc, nén giam liéu céc loai thudc khac néu c6
thé.

Sau khi bét ddu diéu trj bing piracetam, nén tiép tuc didu trj cho dén khi bénh 1y ndo
ban d4u khéng con tdn tai.
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(3 nhitng bénh nhén trong giai doan cAp tinh, sy tién trién ty phat c6 thé xay ra theo
thdvi gian va cn cb géng gidm hofic ngimg diéu trj bing thubc m&i 6 thang. Diéu nay
nén duge thyc hién bing cich gidm lidu piracetam 1,2 g mdi 2 ngay (ba hoic bén
ngdy mot 14n trong trudng hep méc hoi ching Lance va Adams, d8 tranh nguy co tai
phét dot ngdt hodic co giat do cai thubc).

Déi twpng dic bigt

Nguoi gia

Nén didu chinh lidu & bénh nhan cao tudi bj suy than (xem thém “Piéu chinh liéu &
bénh nhan suy gidm chirc ning thén”). Trong qua trinh didu trj 1au dai & ngudi cao
tudi, cin theo ddi thudng xuyén d9 thanh thai creatinin @& x4c dinh xem c6 cin diéu
chinh lidu hay khong.

Bénh nhén suy giam chikc ndng than:

Piracetam gin nhu dugc thai trir hoan toan qua thn, phai thén trong khi diéu trj cho
bénh nhéan bj suy thén, va nén theo ddi chirc nang than & nhitng nhém bénh nhan nay.
Thoi gian ban thdi ting c6 lién quan tryc tiép dén sy suy giam chirc ning thén va do
thanh thai creatinin. Didu niy ciing xdy ra v6i bénh nhén cao tudi do sw bai tiét
creatinin phu thudc vao tudi.

Khoéng hi¢u chinh lidu dya trén chirc ning thén dugc tham khio theo bang dudi day:
C6 thé u6c lugng hé sé thanh thai creatinin (ml/phit) tir ndng 4o creatinin huyét
thanh (mg/dl) qua cong thirc sau:

Cle = {[140 — tudi (nim)] x thé trong (kg)/[ 72 x creatinin huyét thanh (mg/dD)]} (x
0,85 néu 1a phu nir)

AR =4S\

Chirc ndng thgn | HEé s6 thanh thdi Higu chinh liéu
Creatinin (
CLcr)mfphiiy
Binh thudng > 80 Str dung lidu hang ngdy chialam 2 dén 4
lin
Suy than nhe 50 - 79 2/3 lidu hang ngdy chia 1am 2 dén 3 lan
Suy thin vira 30-49 1/3 liéu hang ngay, chia lam 2 lan
Suy than ning <30 1/6 lidu hang ngay, ding 1 lan
Suy than giai - Chéng chi dinh
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doan cudi

Bénh nhadn suy gan

Khéng cin diéu chinh lidu & bénh nhin suy gan don thudn. Khuyén cdo diéu chinh

lifu & bénh nhan suy gan va suy thin (xem phin 'Diéu chinh liéu & bénh nhéan suy

than' & trén).

Tré em

Khéng ¢ dit liéu ¢6 sin

. Chong chi dinh

- Min cam véi piracetam, cac dan xuat pyrrolidone khac hojc bat ky thanh phén
ndo ctia thube.

- Ngudi bénh mic bénh than giai doan cubi.

- Ngudi méc bénh mia gi4t Huntington.

- Bénh nhan bj xuét huyét ndo.

. Canh bdo va thin trong khi ding thudc

Tadc dung lén su két tap tiéu cdu

Do piracetam c6 tdc dung 1én sy két tap tiéu cAu, thén trong khi sir dung cho nhitng

bénh nhén bj xuit huyét ning, bénh nhan c¢6 nguy co chay mau nhu loét da day duong

tiéu héa, bénh nhén bj rdi loan dong méu tiém &n, bénh nhin c6 tién sir bj dot quy do

xuét huyét, bénh nhén phai trai qua mét cudc phAu thuit 16n, bao gbm ca phiu thuft

nha khoa va nhitng bénh nhén dang ding thubc chéng déng mau hodc thube chdng

két tap tiéu cu, ké cé aspirin lidu thip.

Nguoi cao tudi

V6i bénh nhén cao tudi cAn d4nh gi4 thudng xuyén do thanh thai creatinin d& xem xét

diéu chinh lidu cho phu hop.

Suy thgn

Thén trong khi ding thudc cho bénh nhén bj suy than do piracetam dugc thai trir qua

thén, thoi gian ban thai cta thudc ting 1én lién quan tryc tiép v6i mirc df suy thén va

d6 thanh thai creatinin.

Ngimg diéu tri

Khéng nén ngimg diéu trj ot ngdt & nhitng bénh nhan bj rung git co vi didu nay c6

thé dan dén tai phat dot ngdt hojic co giat sau khi ngimg thudc.

S o Ne\

VA&
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Thdn trong td dwgc

San phdm chita aspartam. Aspartam bj thity phan tai 6ng tiéu héa khi ding dudng
udng. Mot trong nhitng san phdm thiy phén chinh 14 phenylalanine. Phenylalanine c6
thé c6 hai néu bénh nhan mic chimg phenylceton niéu.

. Sir dung thuéc cho phy nir c6 thai va cho con ba

7.1 Phy ni co thai

Khong c6 dif lidu ddy du vé viéc sir dung piracetam & phy nir mang thai.

Céc nghién ctru thyc nghiém trén ddng vét khong cho thiy tic dung c6 hai trye tiép
hodic gidn tiép d6i v6i qua trinh mang thai, sy phat trién clia phdi/thai nhi, qua trinh
sinh n& hoc phét trién sau sinh.

Piracetam di qua hang rao nhau thai. Ndng d¢ thudc & tré so sinh bing khoang 70%
dén 90% ndng d¢ & ngudi me. Khong nén sir dung Piracetam trong thoi ky mang thai
trir khi thye sy cén thiét, khi 1gi ich vurgt trdi nguy co va tinh trang 14m sang cua ba
me mang thai can diéu trj bing piracetam.

7.2 Phu nit cho con bu.

Khéng nén sir dung piracetam trong khi dang cho con ba hoic khdng cho con bu
trong thoi gian diéu trj bing piracetam. Nén tinh dén 1¢i ich cua viéc bu sita me déi
v6i tré va lgi ich ciia diéu trj d6i véi me khi quyét dinh khong cho con bi hogc khong

sir dung piracetam. Piracetam durgc tiét vao sita me.

8. Anh hwdng ciia thudc 1én kha niing 14i xe, vin hanh mday méc:

Dya trén céc tdc dung khong mong mudn di dugc quan sat thdy véi piracetam, kha
ning kha niing l4i xe va sir dung may méc c6 thé bj anh hudng. Do d6, bénh nhén sir
dung piracetam cn than trong khi 14i xe hoic vén hanh mdy méc.

9. Twong tac thudc, twong Ky ciia thubc

9.1.Twong tic thuoc

Twong tdc dugc dong hoc

Nguy co tuong téc véi céc thude khéc din dén thay dbi duge dong hoc cia piracetam
dugc coi 14 thip vi khodng 90% liéu piracetam dugc bai tiét dudi dang khong ddi qua
nuéc tiéu.

In vitro, piracetam khdong trc ché c4c ddng phén cytochrome P450 & gan ngudi (CYP
1A2, 2B6, 2C8, 2C9, 2C19, 2D6, 2E1 va 4A9/11) & ndng d6 142, 426 va 1422 pg/ml
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3 lidu 1422 pg/ml, quan sét thdy tac dung tc ché nhe trén CYP 2A6 (21%) va 3A4/5
(11%).

Tuy nhién, gi4 trj Ki d& &rc ché ca hai isoenzym CYP nay rd rang 1a cao hon 1422
pg/ml.

Do d6, kha nang tuong tic chuyén héa ciia piracetam véi cdc thude khéc kho xay ra.
Hormone tuyén gidp: Lt 14n, khé chiju va réi loan gidc ng da dugc béo cdo khi dicu
tri ddng thoi Piracetam va céc chét chiét xuét tir tuyén giap (T3 + T4).
Acenocoumarol: Trong mot thir nghiém 14m sang mu don d3 dugc cong b, & nhimg
bénh nhén bj huyét khéi tinh mach t4i phat ning, piracetam véi lidu 9,6 g / ngay
khong 1am thay ddi lidu acenocoumarol can thiét dé dat duge INR 2,5 dén 3,5, nhung
so v0i tdc dung cua acenocoumarol don thuén, viéc bd sung piracetam 9,6 g / ngay
lam gidm dang k& sy két tap tidu clu, gidi phong thromboglobulin, nong do
fibrinogen va céc yéu t6 Von Willebrand (VIIl: C; V IIl: vW: Ag; VIII; vW va d
nhét ciia mau va huyét trong toan phén).

Thuéc ché'ng dong kinh

Lidu hang ngdy 20 g piracetam trong 4 tudn khong 1am thay ddi ndng d¢ dinh va day
trong huyét thanh cia thubc chéng dong kinh (carbamazepin, phenytoin,
phenobarbital va natri valproat) & bénh nhin dong kinh dung liéu 6n dinh.

Ruwou bia

Viée st dung ddng thoi véi rrgu khong anh hudng dén ndng d¢ piracetam trong
huyét twong va ndng do cdn khong bj thay dbi khi udng liéu 1,6 g piracetam.

9.2. Twong ky, ciia thubc
Do khéng c6 céc nghién ctru v& tinh twong ky ciia thudc, khong trén 14n thude nay véi

cac thudc khac.

10. T4c dung khong mong muédn ciia thudc

Céac phan mg bt 1¢i duge bio céo trong céc thir nghiém 1am sang va tir kinh nghi¢m
sau khi dwra thudc ra thj truong dugc liét ké theo Nhém co quan hé théng va theo tin
sut trong bang sau. Tan suft dugc xdc dinh nhu sau: rit thudng gip (> 1/10),
Thudng gip (> 1/100 dén <1/10), it gip (> 1/1.000 dén <1/100), hiém gip (>
1/10.000 dén < 1/1.000) , rét hiém (<1/10.000), khéng x4c dinh (khong thé dugc uée
tinh tir dit liéu c6 sin).
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Réi logn hé thong mdu va bach huyét
Khéng x4c dinh: Réi loan xut huyét
RGi loan hé théng mién djch
Khéng x4c dinh: Phan mg phan v¢, qud mén
R6i loan tdm than
Thuong gdp: Cang thing
it gap: TrAm cam
Khéng xac dinh: Kich dong, lo u, 1d 14n, 4o gidc
Réi logn hé than kinh
. Thuong gip: Tang dong
It g¥p: Budn ngi
Khong x4c dinh: Mét didu hoa, mét thing bing, dong kinh trim trong hon, nhtc dau,
mét ngy, run.
Réi logn thing bang co quan va tai
Khong x4c dinh: Choéng mit
Réi logn tiéu héa
Khong x4c dinh: Pau byng, dau bung trén, ti€u chay, budn ndn, nén. Réi loan da va
mo dudi da.
Khong x4c dinh: Phit mach thén kinh, viém da, ngira, may day
Réi loan sinh sén va vii
. Khong xéc dinh: Kich thich tinh dyc
R6i logn chung va tinh trang tai ché ding thubce
ft gap: Suy nhuge.
Dé nghién citu
Thudng gip: Tang cén
11. Qua liéu va cich xir tri
11.1 Trigu chirng
Cho dén nay, khong c6 thém tac dung phy nao dic biét do qué liéu duge bio cdo véi
piracetam.
11.2 Piéu tri qud liéu

- Z Ya/

o)
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12.

13.

Trong trudng hop qua lidu cép tinh nghiém trong, c6 thé 1am tréng da day bing cach
rira da day hodc géay non.
Khéng cé thudc giai doc dic hiéu trong trudong hop qué liu piracetam. Didu tri qua
litu s& diéu trj triéu chimg va c6 thé bao gbm chay thin nhén tao. Hiéu suft tach
piracetam ciia thiét bj thAm tach 13 50% dén 60%.
Dic tinh dwge lye hoc:
Nhém duwge Iy: Thube kich thich tAm than va thudc nootropic khac.
Ma ATC: N06BX03
Piracetam 1a m{t chit nootropic, 1a mot loai thubc huéng tim thin gitip cai thién tryc
tiép hoat ddng ciia cdc chirc ning thin kinh.
Hoat dong ciia piracetam trong hé than kinh trung wong dat dugc bing nhidu céch:
diéu chinh sy din truyén thin kinh trong no, céi thién didu kién trao dbi chét cho
tinh déo cla té bao than kinh, cai thién vi tudn hoan nhd dic tinh huyét hoc, khong
géy gidn mach.
Sir dung piracetam trong diéu tri cdp tinh hogc l4u dai cho bénh nhén bj rbi loan chirc
ndng ndo dudng nhu din dén nhimg thay dbi déng k& trén dién ndo dd, cho thdy sy
gia ting sy tinh t4o va chirc ndng nhén thirc.
Piracetam dugc cho 1a c6 tdc dyng bao vé va phyc hoi chic ning nhén thirc sau céc
rbi loan ndo khac nhau nhu thiéu oxy, nhim doc va liéu phép séc dién.
Piracetam don ddc hoic két hop dugc chi dinh dé diéu tri rung gidt co vo néo.
Piracetam lam gidm thdi gian rung gi4t nhan ciu tién dinh.
Piracetam trc ché syr gia tang két tap tidu cAu da hoat héa. Trong trudmg hop hdng ciu
¢ d¢ cimg bt thudng, piracetam 1am ting kha ning loc va bién dang ctia hdng ciu.
Dic tinh dwgc djng hoc
Hap thu
Sau khi uéng, piracetam dugc hp thu nhanh chéng va gin nhu hoan toan qua dudng
tiéu héa. Sinh kha dyng gin nhur 13 100%. Sau khi ding liéu duy nhét 2 g, ndng do tbi
da trong mau dat dugc tir 40 dén 60 pg/ml sau 30 phit. Trong dich néo tay, néng do
ndy dat dugc sau 2 dén 8 gio.
Phan bo
Piracetam khong lién két v6i protein huyét twong va thé tich phan b bidu kién cia n6
1a khoang 0,6 Vkg. Piracetam phan bd vao tt ¢4 cdc md va vugt qua hang rio mau
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14.

15.

16.

ndo va hang rao nhau thai. N6 ciing di qua cic mang dugc sir dung & chay than nhan
tao. Piracetam tap trung & vé néo (thly trén, thity dinh va thity chdm), v tiéu ndo va
hach nén.
Chuyén héa
Khéng c6 chit chuyén ho4 ciia Piracetam dugc tim thdy.
Thai trir
Thoi gian bén thai trong méu 12 4 dén 5 gidy va trong dich néo tiy 12 6 dén 8 gitr. Thoi
gian bén thai ting trong trudng hop suy thin. Piracetam chu yéu dugc thai trir boi
thin du6i dang khong ddi. Sau 30 gid, piracetam dugc dio thdi gin nhu hoan toan
qua nude tiéu (> 95%). P§ thanh thai qua than cia piracetam & ngudi 16n khoe manh
1a 86 ml/phut.

Quy cach déng gébi:
Hop 20 gbi, 30 goi, 50 gbi x 6g; kém huéng dan sir dung.

Pidu kién bio quan, han ding, tiéu chuin chit lrgng ciia thudc:
Pidu kién bao quan: Noi khé réo, nhiét d6 khong qué 30°C, tranh 4nh séng tryc tiép.
Han diing: 24 thang ké tir ngdy sin xuét.
Tiéu chuén chit lugng: TCCS.

Tén, dja chi ciia co s& san xuit th}m
b o R =

Pt

EU-
CONG TY CO PHAN DUQC VAT TU Y TE HAI DUONG
D/c: Tang 2, Toa nha 4A, Thira d4t s6 307, cum Céng nghiép C4m Thugng, phudng
Cam Thugng, TP Hai Duong, tinh Hai Duong
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