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Rx- Thubc bdn theo don
TO HUGNG DAN SU DUNG THUOC DANH CHO CAN BO Y TE

Vién nang cung YAWIN 30
THANH PHAN:
Madi vién nang ctng chira:
Duloxetin (dudi dang vi hat bao tan trong ruét Duloxetin hydroclorid).......... 30mg
T& AUQC VITA Uittt e e s e e e e e eeseeeeenean lvién

(T4 dugc: Sugar spheres (25/30), Sucrose, Hypromellose (HPMC2910), Talc,
Carboxylmethylethyl cellulose, Diacetylatéd~monoglycerides, Titan dioxyd, nuéc tinh
khiét, vo nang cing sb 2)

DANG BAO CHE: Vién nang ciing

DUQC LUC HQC:

Nhém duge ly: Thude chéng trdm cam.

Mia ATC: N0O6AX21.

Duloxetin 1a phdi hop ctia serotonin (5-HT) va chit @c ché tai hap thu noradrenalin

(NA). N6 tc ché nhe tai hip thu dopamin, khong c6 4i lyc dang ké véi cac thu thé
histaminergic, dopaminergic, cholinergic va adrenergic. Ty vao liéu Duloxetin ma tac
dung lam tdng nf’ing dd serotonin va noradrenalin ngoai bao s€ & cac vung ndo khac nhau.
Duloxetin 1am giam ngudng dau xudng binh thuong trong cic thir nghiém mé hinh tién
lam sang cua viém va dau than kinh, gitip giam cudng do biéu hién dau trong md hinh cac b
con dau dai ding. T4c dung giam dau nay duge cho la do duloxetin c6 tic dong dén dudng

trc ché dau huéng xubng trong hé than kinh trung wong.

DUQC PONG HQC:

Duloxetin dugc xem nhu c6 mot déng phan 1ap thé duy nhit. Duloxetin duge chuyén hoa

bdi cac enzyme oxy héa (CYP1A2 va CYP2D6). Dugc dong hoc cua duloxetin ¢6 su dao

dong 16n (thuong 50-60%), mdt phan do gidi tinh, tudi tac, tinh trang hut thude va kha

ning chuyén hoa ctia CYP2D6.
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Hdp thu: Duloxetin dugc hélp thu tét sau khi uéng, Chax dat sau 6 gid. Sinh kha dung tuyét
d6i dwong ubng cia duloxetin dao dong tir 32% dén 80% (trung binh 1a 50%). Sy anh
hudng cia thie an 1én d§ hép thu cia Duloxetin khong mang y nghia thong ké.

Phdn bé: Khoang 96% Duloxetin gin két véi protein huyét twong. Duloxetin lién két voi
ca albumin va acid alpha 1- glycoprotein. Su gin két nay khong bi anh huéng bdi suy than
hodc suy gan.

Chuyén héa: Duloxetin dugce chuyén héa nhanh chong va cac chit chuyén hoa dugc bai
tiét chu yéu qua nudc tiéu. Ca hai cytocrom P450-2D6 va 1A2 xtc tac cho sy hinh thanh
clia hai chat chuyén hoa chinh, lién hop glucuronidr%droxy duloxetin va lién hop
sulfat 1a 5-hydroxy, 6-methoxy duloxetin. Cc chét nay dugc coi la khong con hoat tinh.
Thai trir: Thoi gian ban thai cia duloxetin tir 8-17 gid (trung binh 1a 12 gid). Sau mét liéu
udng, d6 thanh thai huyét trong ctia duloxetin khoang 33-261 /gidr (trung binh 101 I/gi®).
QUY CACH PONG GOI: Hop 3 vi x 10 vién.

CHI PINH:

Piéu trj trim cam ning.

bidu tri dau than kinh ngoai vi do tiéu duong.

Diéu tri rdi loan lo au lan toa.

CACH DUNG, LIEU DUNG:

San phdm dung dudng udng. Tranh viéc ngimng thudc dot ngodt. Khi ngimg diéu tri, nén
giam dan liéu dung trong it nhit 1-2 tudn dé lam giam nguy co clia phan Gng cai
thubc. Néu cac phan tmg nghiém trong xay ra sau giam liéu hodc sau khi ngung diéu tri,
nén xem xét viéc dung lai lidu cfi, sau d6 c6 thé tiép tuc giam lidu nhung véi téc dd chim
hon.

Liéu luwong:

Diéu tri tram cdm ndng: Liéu ban dau va khuyén cdo duy tri [a 60mg 1 lan/ngay. Pép Ung
didu tri thuong dat dugc sau 2-4 tudn didu tri. Thudc duge khuyén khich diéu tri tiép tuc
trong nhiéu thang dé tranh tai phat. O nhitng bénh nhan dap Gng véi duloxetin va co tién sur
tai phat trim cam nang nhiéu lan, tiép tuc didu tri 1au dai voi liéu 60-120 mg/ngay c6 thé

duogc xem xét.
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Diéu tri réi loan lo Gu lan téa: Liéu bit dau diéu trj 1a 30mg, v6i nhitng bénh nhan khong
dap (mg nén ting lidu 1én dén 60mg. Liéu diéu trj duy tri thudong 1a 60mg 1 lan/ngay. O
nhitng bénh nhén ¢6 mic kém trdm cam, liéu bit diu va duy tri 1a 60mg 1 lan/ngay. Liéu
1én dén 120mg/ngay da dugce chitng minh 1a ¢6 hiéu qua va an toan trong céc thir nghiém
lam sang. O nhirng bénh nhin khong du dap ung vai lidu 60mg, c6 thé xem xét dung lén
dén 90mg hodc 120mg. Ting liéu nén duoc dua trén dap tng 1am sang va kha ning dung
nap. Sau khi hét cac tridu ching, thudc dugc khuyén khich diéu tri tiép tuc trong nhiéu
thang dé tranh tai phat. ,

Diéu tri dau than kinh ngoai vi do tiéu dwong: Lié% va khuyén céo duy tri la
60mg/ngay. Liéu trén 60mg/ngay va l1én dén lidu ti da 1a 120mg/ngdy ciing dugc danh gia
14 an toan. Nong d9 duloxetin trong huyét twong dao dong 16n gitra mdi ca thé nén mot sb
bénh nhén khong dép tmg du véi lidu 60mg vi vay c6 thé xem xét ting liéu cao hon. Pap
ng diéu tri nén dugc danh gi4 sau 2 thang. Céc loi ich tri liéu nén dugc danh gia lai
thuong xuyén (it nhit ba thang mdi 1an).

Nhitng nhom doi tuong ddc biét

Neuoi cao tuodi

Khong can diéu chinh liéu luong cho bénh nhan cao tudi chi trén co s& tudi. Tuy nhién nhu
v6i bét ctr thude ndo, cling cin than trong khi diéu tri cho ngudi cao tudi.

Suy gan

Thubc khong duge sir dung & nhitng bénh nhén c6 bénh gan do c6 thé dan dén suy gan.

Suy than

Khong can diéu chinh liéu véi bénh nhan suy thin nhe hodc trung binh (d9 thanh thai
creatinin 30-80 ml/phut). Thubc khong duge sir dung & bénh nhan suy thin ning (d6 thanh
thai creatinin <30 ml/phut).

Tré em

Duloxetin khong chi dinh cho tré em va thanh thiéu nién duéi 18 tudi vi d¢ an toan va hiéu
qua chua dugce xac 1ap.

CHONG CHIi PINH:

- Qua man v&i bét ky thanh phin nao cua thude.

- Bénh gan c6 nguy co suy gan.
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- Suy thén ning (d0 thanh thai creatinin <30 ml/phut).

- Khong két hop véi cac chit irc ché CYP1A2 manh (fluvoxamin, ciprofloxacin hodc
enoxacin).

- Khong str dung dong thoi véi céc thube MAOIs khong chon lgc.

- Khéng diéu trj khoi ddu voi thube nay & nhitng bénh nhan ting huyét ap khong kiém soét.
THAN TRONG:

Hung cam va co gidt

Nén than trong & bénh nhan c6 tién str hung cam, rdi loan fﬂé% va/ hodc co giat.

Gidin dong tir

Gidn déng tr d3 dugc bao céo khi sir dung duloxetin do d6 can than trong khi ké toa cho
bénh nhan ting nhan dp hodc nhitng ngudi c6 nguy co bénh ting nhan 4p cép tinh géc hep.
Téng huyét dp va nhip tim

Duloxetin c¢6 thé gy tang huyét ap, va ting huyét ap c6 ¥ nghia 1am sang & mot s6 bénh
nhén. Bénh nhan ting huyét ap va/hodc c6 bénh tim khéc cin theo doi huyét 4p dic biét 1a
trong nhitng thang dau diéu tri, nhit 1a & bénh nhéan c6 thé bi tén hai do ting nhip tim hodc
ting huyét ap. Pdi véi bénh nhan da dung thube va thiy c6 su ting huyét 4p lién tuc nén
xem xét giam lidu hodc ngung ding dan dan. Khong dung duloxetin dé diéu tri khoi diu
cho ngudi bi tang huyét ap khong kiém soat.

Suy thdn

Tang ndng d¢ duloxetin trong huyét twong xay ra & bénh nhan suy thin ning, chay than
nhan tao (d9 thanh thai creatinin < 30 ml/phut).

Hoi chirng serotonin

Ciing nhu nhimng thubc serotonergic khac, khi ding Duloxetin ¢6 thé gy ra hoi ching
serotonin. Dic biét khi sir dung thudc ddng thdi vai cac thude serotonergic (SSRIs, SNRIs,
thudc chéng trdm cam ba vong hoic triptans), thudc giam sy trao dbi chét cuia serotonin,
thudc chéng loan than hoic dbi khang dopamin khac c¢6 thé anh hudng dén hé théng dan
truyén than kinh serotonin.

Triéu ching hdi chimg serotonin c6 thé bao gdm nhing thay ddi vé tinh than (kich dong,

40 gidc, hon mé), mat dn dinh thin kinh tu tri (nhip tim nhanh, huyét 4p khong on dinh,
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tang than nhiét), 1éch than kinh co (ting phan xa, mat phdi hop) va/hodic rdi loan tiéu héa
(budn nén, nén mira, tidu chay).

Néu diéu tri d(’ing thoi voi duloxetin va céc thude serotonin khéc ¢6 thé anh hudng dén hé
théng din truyén than kinh serotonin va / hodc dopaminergic, nén chii y theo ddi bénh
nhén, dic biét 1 thoi diém bit dau diéu tri va tiang liéu dung.

Tw tie

o

- Trdm cam nang va roi loan lo au lan téa: Tram cam c6 lién @ﬁrﬁ ting nguy co suy

nghi tu tir, ty gdy ton hai va ty tr. Nguy co nay vAn con ton tai cho dén khi triéu chung
trdm cam da thuyén giam dang ké.

- Pau than kinh ngoai vi tiéu dudng: Hanh vi tu tir da dugc béo céo trong qué trinh diéu trj
duloxetin hodc thoi gian dau sau khi ngung diéu tri.

- Tré em va thanh thiéu nién duéi 18 nim tudi: Khong st dung cho tré em va thanh thiéu
nién du6i 18 tudi. Hanh vi tu tir (cb géng tu tir va co y nghi tw tir) va bao luc (chi yéu la
gay hén, hanh vi déi 1ap, tirc gidn) da dugc quan sét thiy thudng xuyén hon trong cac thir
nghiém 1am sing & tré em va thanh thiéu nién dugc diéu tri bang thudc chdng trAim cam so
véi nhém gia dugc.

Xuat huyét

Di c6 nhitng béo céo vé hién tugng chay mau nhu bdm tim, xuét huyét, xuat huyét tiéu hoa
khi sir dung céc thudc wc ché tai h&‘ip thu chon loc serotonin (SSRI) va trc ché tai hip thu
serotonin/noradrenalin (SNRIs), bao gém duloxetin. Cén thén trong & nhitng bénh nhin
dang ding thudc chéng dong va/hoic cac thude anh hudng dén chtc niang tiéu cau
(NSAIDs, acid acetylsalicylic) va & nhitng bénh nhan dé chay mau.

Ha natri mau

Pa s céc truong hop ha natri méu da duge bo cdo & ngudi 16n tudi. Can thén trong &
nhitng bénh nhan ¢6 nguy co cao ha natri méu nhu bénh nhan cao tudi, xo gan, méat nuéc,
dang ding thudc loi tiéu.

Ngirng diéu tri

Hoi chimg cai thubc khi ngung diéu tri xay ra kha phd bién, nhét 1a ngung diéu tri dot
ngdt. Mirc d6 nghiém trong ciia hoi chimg cai thudc c6 thé phu thuge vao nhiéu yéu td, bao

gdm cé thoi gian, lidu didu trj va ty 18 giam liéu. Phan 16n s& gip hoi chimg cai thude tir
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nhe dén trung binh, & mdt s6 bénh nhén c6 thé gdp cuong do manh xay ra trong vong vai
ngay ddu ngung diéu trj. Cac triéu chiing nay ty gidi han va thuong hét trong vong 2 tuan,
mdt s6 it trudng hop c6 thé kéo dai (2-3 thang trd 1én). Vi vdy, nén giam liéu dan dan khi
ngung diéu tri trong khoang thoi gian 16n hon 2 tuén theo tinh trang cta bénh nhan.

Nguoi cao tudi

Cén thén trong khi diéu tri cho ngudi cao tudi véi liéu lugng 120mg/ngay.

Chitng ngoi khéng yén (Akathisia)/Réi loan tam than vén dong '

Viée st dung cac duloxetin ¢6 thé lam ting sy phat trién cia %&, tridéu chimg la bon
chdn kho kiém soét, kho chiu chén tay, cin phai di chuyén, khong c6 kha ning ngdi hoic
dng yén. Didu nay rit c6 thé xay ra trong vong vai tudn du diéu tri. V6i bénh nhan c6
céc triéu ching nay gia ting, ting liéu duloxetin co thé gay hai.

Viém gan/Tdng enzym gan

Céc trudng hop tén thuong gan, ting enzym gan (> 10 1in gi6i han trén cua muc binh
thudng), viém gan, vang da di dugc bdo cdo khi dung duloxetin. Hau hét triéu chimg trén
xdy ra trong nhitng thang dau diéu tri, vi vy can thin trong ¢ nhitng bénh nhén dang dung
thudc khac gay tén thuong gan.

Luwu y vé thanh phin ciia thubc:

San pham c6 chira sucrose nén bénh nhan mic cac rdi loan di truyén hiém gip vé dung nap
fructose, roi loan hip thu glucose-galactose hodc thiéu hut sucrase-isomaltase khong nén
str dung thudc nay.

KHUYEN CAO DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

Kha nang sinh san

Duloxetin khong anh hudng tdi kha nang sinh san nam gidi, tuy nhién lai gdy ddc tinh trén
ngudi me.

Mang thai

Khong c6 dir liéu day du vé viée sir dung duloxetin & phu nit mang thai. Nhitng nguy co
tiém 4n d6i véi con nguoi khong rd rang, dir liéu dich t& hoc cho ré"mg viéc s dung cac
thuéc SSRIs trong thai k¥, dic biét 1a & cudi thai ky, c6 thé 1am ting nguy co cao huyét ap
phdi dai ding & tré so sinh (PPHN). Mic du chua ¢6 nghién ctru diéu tra sy lién két cua
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PPHN khi diéu trj SNRI, rui ro tiém ning nay khong thé loai trir véi duloxetin, c6 tinh dén
céc co ché lién quan dén hanh vi (trc ché tai hip thu serotonin).

Gibng nhu véi cac thude serotonin khéc, céc tridu ching cai thude c6 thé xay ra & tré so
sinh sau khi me sir dung duloxetin ngén han, cac triéu chimg c6 thé bao gém giam trwong
luc, run rdy, bon chdn, kho nudt, suy hd hép va co giit. Pa s cac truong hop da xay ra

ngay sau khi sinh hodc trong vong mdt vai ngay sau khi sinh.

Can nhic ding thudc trong thoi ky mang thai khi lgi ich hin nguy co tiém 4n cho
thai nhi. Phy nit can thdng béo cho bac s§ néu c6 thai, hodic du dinh c6 thai trong khi diéu
tri.

Cho con bu

Su an toan cua duloxetin & tré van chua x4c dinh rd rang, viée sur dung thude trong khi cho
con ba khong duge khuyén cdo.

KHUYEN CAO ANH HUONG CUA THUOC TOI LAI XE VA VAN HANH MAY
MOC:

Khong ¢6 nghién ctru vé téc dong 1én kha ning lai xe va sir dung may méc da duge thuc
hién. Bénh nhan can dugc tu vin néu bi budn ngu hodc chong mit thi nén tranh lai xe hay
vain hianh may méc nguy hiém.

TUONG TAC THUOC:

Monoamine oxidase Inhibitors (MAOIs)

Do nguy co cua hdi ching serotonin, khong nén sir dung Duloxetin két hgp voi MAOIs
hoic trong vong it nhit 13 14 ngay ké tir ngdy ngung diéu tri véi MAOIs. Nén doi it nhat S
ngay sau khi dimg ding Duloxetin méi bit ddu ding MAOIS.

Cdc chdt irc ché CYP1A2

CYP1A2 tham gia vao qué trinh chuyén héa duloxetin, khi ding déng thoi duloxetin v6i
chit wc ché manh CYP1A2 s& lam ting ndng do cta duloxetin. Fluvoxamin (100mg
lan/ngdy), mdt thudc e ché manh CYP1A2 di lam giam do thanh thai cta duloxetin
khoang 77% va ting AUC,., 6 lan.

Thuéc tdc dpng lén hé than kinh trung wong (CNS)

Nguy co cia viéc st dung duloxetin cung vdi cac thudc CNS chua dugc dénh gia mot cach

hé théng, trir nhirng trudong hgp duge mo ta trong phén nay. Do do, cén than trong khi sur
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dung thudc cing voi cac thudc CNS, ruou va cac thude an thén (benzodiazepines,
morphinomimetics, thuc chéng loan thin, phenobarbital, thuc khéng histamin).

Dan chit ctia serotonin:

Trong trudng hop hiém gip, hoi ching serotonin da dugc béo cdo & nhirng bénh nhén sur
dung SSRIs/SNRIs déng thoi véi cac chét serotonin khac. Than trong khi dung Duloxetin
vGi cac chit serotonin nhu SSRIs, SNRIs, thubc chéng trAm cém} ba vong (clomipramin,
amitriptylin), MAOIs (moclobemide, linezolid), St John Wort\WHypericum perforatum),
triptans, tramadol, pethidin, va tryptophan.

Anh huéng cua Duloxetin dén cdc thuée khdc:

Thuéc chuyén héa qua CYP1A2: Duge dong hoc cia theophyllin-mot thudc chuyén héa
qua CYP1A2, khong bi anh hudng déng ké khi diing duloxetin (60mg 2 lan/ngay).

Thuéc chuyén héa qua CYP2D6: Duloxetin (rc ché vira phai CYP2D6. Khi dung Duloxetin
60mg 2 lan/ngay véi mot lidu duy nhit desipramin- mot chit chuyén héa qua CYP2D6,
AUC ctia desipramin ting gip 3 lan. Cén than trong khi dung duloxetin véi cac thube duoc
chuyén héa chi yéu bdi CYP2D6 (risperidon, thudc chéng trdm cam ba vong (nhu
nortriptylin, amitriptylin va imipramin)), dic biét 1a néu thudc c6 chi s6 diéu tri hep (nhu
flecainide, propafenon, va metoprolol).

Thuéc trdnh thai va thuéc steroid khdc: Duloxetin khong dnh hudng dén hoat dong xuc tac
ctia CYP3A nén khong anh hudng dén nhém thude nay.

Thuée chéng déng mdu va thude khdng tiéu cau: Can than trong khi dung duloxetin véi
cac thube chng dong dudong udng hodc thude khang tiéu ciu do c6 nguy co ting kha ning
chay méau. Hon nira, sy gia tdng gia tri INR da dugc bao cdo khi duloxetin dung cho bénh
nhén diéu trj v6i warfarin.

Anh hwomg cua thude khdc dén Duloxetin:

Thuéc khdng acid va déi khdng H,: Ding 40mg duloxetin véi céc thube khéng acid chira
nhoém va magie, hodc véi famotidin khong thdy c6 anh huéng dang ké vé ty 1& hodc mirc
d6 hap thu ctia duloxetin.

Chdt cam img qua CYP1A2: Nhimg ngudi hit thudc c6 ndng do duloxetin thap hon gén
50% so v&i ngudi khong hut thude.

TAC DUNG KHONG MONG MUON:
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Céc phan (mg phu thuong gip nhit 1a budn nén, nhirc dau, khé miéng, budn ngu va chong
mit. Tuy nhién, phin 16n cdc phan @mg phu nay thuong xuit sém trong khi diéu tri & murc
d6 nhe dén trung binh, va cé xu hudng giam dan khi tiép tuc diéu tri.

a, Cdc phan g bat lgi tong hop tir bdo cdo tw phdt va trong cdc thir nghiém lam sang doi
chitng voi gia dugc ;

Céc thudt ngir sau dugc dung dé phan loai tin sé cic tac dung M thuong gap >
1/10, thudng gip > 1/100 va < 1/10, khong thudng gip > 1/1000 va < 1/100, hiém gip >

1/10 000 va <1/1000, rat hiém <1/10 000.

* Rat hiém: Viém mach & da

Rat thwon
i & | Thuong gip Khong thwomg gip | Hiém giip
Nhiém tring va ky sinh tring
Viém thanh quan
Réi loan hé mién dich
Sbc phan vé

Tang man cam

R&i loan noi tiét

Nhugc giap
R&i loan chuyén hoa, dinh dudng
: Mat nu6
Tang dudng huyét atnuee
, A R Ha natri mau
Chén an (nhat 1a ¢ nhirng bénh

nhan dai thdo dudng)

Hoi chimg ting tiét

ADH khong thich hgp
R6i loan tAm than
M; k] I'\ ‘S -~ T,
a'f ngu,.l:at 5 s ?gh.l MER , Hanh vi ty tu
thuong giac ngi | Mat dinh hudéng T
% N Ao giac
ROi loan ham Lanh dam ,
% 43 L% < Hung cam
muon tinh duc R&i loan giac ngu, o R
Z. N 2 Bao luc va kich dong
R6i loan lo du nghién rang
Réi loan h¢ than kinh
Giat rung co : .
i 3 Hoi chi t
Choang vang Chimg ngdi khong Cf:' ‘;ﬁ:‘“g Serotonin
Pau diu Ngi lim yén (Akathisia) S B
- %1, ; :. .. | BOn chon
Ngu ga Con run Dé kich thich, mat tap s . )
; Triéu chirng ngoai
Di cam trung

R&i loan van dong

thap
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Hoi chirng chin
khong yén

Chét lugng gidc ngu
kém

Rai loan thi giac

S

Mo mit

Gidn dong tir
Suy giam thi luc

Glauc

Rdi loan thinh gia

C

U tai

Ching chong mat
DPau tai

R6i loan tim

Dénh tréng nguc

Nhip tim nhanh
Nhip nhanh trén thit,
héu hét 12 rung nhi

Réi loan mach méu

Ngat
Huyét 4p ting Cao huyét 4p £
Nong dé mat Ha huyét ap thé ding Con cao huyet dp
Lanh ngoai vi
Réi loan ho hép
Co thit hong
Nga
£ap Chay méu cam
R6i loan tiéu hoa
Téo bon Xudt huyét tiéu hoa e n
o . e . R Viém miéng
oz Tiéu chay Viém da day rudt % £ ;
Buodn non C X . .. | Xuat huyét truc trang
o Pau bung Khé nudt, ¢ hoi, viém e
Kho miéng . . Hoi thé ¢6 mui
Non da day

Khé tiéu, ddy hoi

Viém dai trang vi thé

ROi loan gan-mat

Viém gan

Tang men gan (ALT,
AST, phosphatase
kiém)

Tén thuong gan cép
tinh

Suy gan
Vang da

R&i loan da va cac md dudi da

Tang tiét md héi | D6 mo hdi dém Hoi chimg Stevens-
Phét ban Mé day Johnson
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Viém da tiép xuc
M3 hoéi lanh

Da phan Ung vdi énh
sang

D& bam tim da

Phu né do huyét quan

R&i loan co xwong khop va cac mo lién két

S

Giam lugng nudce ti€u

Pau co xuong Co thit co A —
& . ung ctng khit ham
Coco Co giét co bap
R&i loan than va tiét niéu
Bi tiéu
\ ; Tiéu rit o o R
Tiéu kho 2 an Nudc tieéu c6 mui bat
= Tiéu dém g

Dai rat i thuong

Pa niéu

R&i loan hé thong sinh san va tuyén vi

R6i loan chire Rong kinh o
% ; .. | Céc triéu chirng mén
nang cuong R&i loan kinh nguyét Kinh
duong Réi loan chirc nang i
e £ ‘ Da tict sira
R6i loan xuat tinh | tinh duc Ve wolanti Hiivh
Xuét tinh chdm | Pau tinh hoan &p 4
Roi loan chung
Pau nguc
Hay bi nga Kho chiu, én lanh
M¢ét moi Cam thay nong nguoi
Bét thuong déng di
Nghién ctru thir nghiém
Tang can
Creatin
A ) Cholesterol mau ta
Sut can phosphokinase, kali olesterol mau tiang
mau tdng

b, M6 td phan vmg cai thube

Nging diéu tri duloxetin (dac biét 1a khi dimg dot ngot) thudong dan dén cic triéu chimg cai
thubc. Chéng mit, rdi loan cam gidc (dj cam, cam giac sbc dién, dic biét la & déu), rdi loan
giéc ngu (mét ngl, gdp ac mdng), mét moi, budn ngu, kich dong, hay lo au, budn ndn

va/hodic ndén mira, run, nhirc dau, dau co, kho chiu, tiéu chay, ting tiet moé hoi, chong mat

la nhitng phan Gng thudng dugc bdo cdo nhiéu nhét.
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N6i chung dbi véi cac thuée SSRI va SNRIs, nhitng tri¢u chimg ndy sé& tir nhe dén trung
binh va ty thuyén gidm. Tuy nhién, & mdt s bénh nhan ching cé thé nang va/hodc kéo
dai. Do d6, khuyén cdo ring khi diéu trj duloxetin khong con cin thiét thi ngung dén bing
cach giam lidu tir tir.

¢, Voitré em

Téng cong ¢6 509 bénh nhi tir 7-17 tudi bi trdm cam va 241 bénh ni bi'rdi loan lo 4u lan
téa duge didu tri bang duloxetin trong cac thir nghiém 14m sang. Cac phan tng bét loi cta
duloxetin & tré em va thanh thiéu nién tuong ty nhu & ngudi 16n. Sau 10 tudn, c6 467 bénh
nhi dung duloxetin giam trong lugng 0,1 kg trong khi 353 bénh nhi dung placebo tang 0,9
kg. Sau 4-6 thang sau, bénh nhan c6 xu huéng hdi phuc trong lugng ban dau.

QUA LIEU VA CACH XU TRi:

Céc trudong hop qua lidu, ding don doc hodc két hop véi cac thude khac, véi lidu duloxetin
5400mg da dugc bio cdo. Mot s6 truong hop tir vong da xay ra, chii yéu véi qua lidu hén
hop, cling ¢6 trudng hop sir dung don doc duloxetin véi liéu khoang 1000 mg. Cac déu
hiu va triéu chimg ctia qua liéu (dung don doc duloxetin hoic két hop véi céc thude khac)
bao gc"im budn ngu, hon mé, hdi chirng serotonin, co giat, ndén va tim dap nhanh.

Khong c6 thudc giai doc dac hi¢u cho duloxetin, nhung néu hoi chiing serotonin xay ra nén
xem xét diéu tri triéu chimg nhu véi cyproheptadin va/hodc kiém soat nhiét do. Giam sat
céc ddu hiéu cua tim dé c6 bién phap hd trg thich hop. Rira da day c6 thé thyc hién ngay
sau khi ubng hoic ngay khi c6 biéu hién ngd doc, than hoat tinh c6 thé hitu ich trong viéc
han ché su hfip thu. Duloxetin phén bb rong nén loi tiéu cudng birc, loc mau hip phu va
truyén dich khéng mang lai i ich.

BAO QUAN, HAN DUNG:

Bao quan: Noi kho, nhiét d§ dudi 30°C.

Han dung: 24 thang ké tir ngay san xut.

TEN, PIA CHi CO SO SAN XUAT:

San xuét tai: Cong ty C phin Dugc phdm Gia Nguyén.

Dia chi: Puong YP6, KCN Yén Phong, xa Dong Phong, huyén Yén Phong, tinh Bic Ninh.
Tiéu chuin: TCCS

Ngay ciip nhit, bo sung ndi dung hwéng din sir dung:
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Dé xa tam tay tré em
Poc ky hwéng dan si dung truée khi diing
Thubc nay chi dwpc ding theo don ciia bdc sj
San xudt tai: Cong ty C6 phan Dugc phim Gia Nguyén.
Dia chi: Puong YP6, KCN Yén Phong, xa Dong Phong, huyén Yén Phong, tinh Béc Ninh
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Rx- Thubc bdn theo don
TO HUONG DAN SU DUNG THUOC DANH CHO BENH NHAN

Vién nang cing YAWIN 30

Dé xa tam tay tré em
DPoc kj huwéng din siv dung truéce khi ding
Thong bdo ngay cho bdc sy hodc dugc sy nh&nﬂm
khéong mong mudn gdp phdi khi sir dung thuéc

Thubc nay chi dwoc dung theo don ciia bdc sy

THANH PHAN, HAM LUQNG CUA THUOC:

M&i vién nang cting chira:

Duloxetin (duéi dang vi hat bao tan trong ru¢t Duloxetin hydroclorid)......30 mg

TEA AUQC VA QUi e e e e e e e ses e e s senneeeeaneeeennnns 1 vién

(T4 dugc: Sugar spheres (25/30), Sucrose, Hypromellose (HPMC2910), Talc,

Carboxylmethylethyl cellulose, Diacetylated monoglycerides, Titan dioxyd, nudc tinh

khiét, vo nang cimg sb 2)

MO TA SAN PHAM:

Ché phim dugc bao ché dudi vién nang cimg, ¢6 than va nip mau tim, bén trong chira vi

hat hinh cAu, mau tring dén tring duc. //
QUY CACH PONG GOI: /
Thuée dugc déng trong hop chira 3 vi x 10 vién.

THUOC PUQC DUNG CHO BENH Gi:
Duloxetin dugc sir dung & nguoi 16n dé diéu tri:

- Tram cam.

- Réi loan lo 4u lan téa (lo ling, cing thing kéo dai).
- Pau thin kinh ngoai vi do tiéu dudng (c6 cam gidc bi dbt, ddm, dau nhéi hodc sdc dién,
¢6 thé c6 mit cam giac & cac khu vyc bi anh hudng).
Duloxetin bit dau cho thdy tac dung sau khoang 2-4 tudn didu tri. Néu khong cam thdy tot

hon sau khoang 1-2 thang, hay xin tu van ctia bac si dé didu chinh lai lidu lugng.
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NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG:

Luén ding thudc theo sy chi dinh cia béc si. Néu ¢6 diéu gi khong chéc chén, nén hoi lai
béc s§ hodc dugc sy.

- D6i véi tram cdam va dau than kinh ngoai vi do tiéu diong:

Liéu théng thudng cia Duloxetin 1a 60mg 1 lan/ngay, tuy nhié%é dua vao tinh
trang ctia bénh nhan dé ké don hop 1y.

- D6i véi réi loan lo du lan téa:

Béc si s& dua vao tinh trang ctia bénh nhan dé ké don hop ly. Liéu khoi ddu thong thuong
la 30mg Duloxetin 1 1dn/ngay, sau d6 hau hét sé& ting lidu 1én dén 60mg 1 lan/ngay, liu c6
thé diéu chinh I1én dén 120mg mot ngay dua trén muc dép tng véi thude.

Duloxetin st dung dudng udng, phai nudt nguyén vién thubc véi nude sdi dé ngudi.
Duloxetin ¢6 thé ubng cing hodc khong cung véi thirc an, nén udng vao mét thoi diém
nhit dinh trong ngay dé nhé viéc udng thube. Khong ty v dimng udng thube, phai tuan theo
su chi dinh cua bac si vé thoi gian diéu tri, lidu lugng thude sir dung.

KHI NAO KHONG NEN DUNG THUOC NAY:

- MAn cam véi bét ky thanh phan nao cua thudc.

- Bi bénh gan.

- Bi bénh than nang.

- Dang ding hodc da dung trong vong 14 ngay trudc thudc thude nhém MAOISs.

- Pang dung fluvoxamin (thuéc diéu trj trim cam), ciprofloxacin hogc enoxacin (diéu trj
mdt s6 bénh nhiém tring).

- Xin tu van cta béac si néu c6 huyét ap cao hodc bénh tim,

Néu khong chéc chin néu bat ky truong hop nao & trén, hdy xin tw van béc s§ hodc duge
sy trude khi dung thudc.

TAC DUNG KHONG MONG MUON:

Ciing nhu céc thude khéc, san phdm c6 thé gdy ra mot s6 tac dung phy, tuy nhién khong
phai tit ca moi ngudi ding thudc déu gip phai tac dung phu.

Rt thuong gép (c6 thé anh hwong dén nhiéu hon 1 trong 10 ngudi):

- Nhire ddu, cam giac budn ngu.

- Mét méi, budn ndén, khd mi¢ng.
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Thuong gdp (anh huong dén it hon I trong 10 nguoi):

- Chén &n, giam cén, hay ngép vit.

- Khé ngu, 4c mong, lo ling, kich dong.

- Chéng mit, cam gidc cham chap, run, té, chich hay ngua da.

- Mit nhin m, 1 tai (c6 4m thanh trong tai du khong c6 ém tha@%ﬁ ngoai).

- Danh tréng nguc, ting huyét 4p, mit dé bimg.

- T40 bon, tiéu chdy, dau da diy, ém yéu (ndn), ¢ néng, kho tiéu.

- Tang tiét md hoi, phat ban (ngira).

- Pau co, co thit co bip, dau khi tiéu tién, di tidu thuong xuyén.

- Giam ham mubn tinh duc, r6i loan tinh duc, bit thuong cuong clng va xuét tinh.

- Bi ngi (chu yéu 12 & nguoi cao tudi), mét moi.

- Tré em va thanh thiéu nién dudi 18 tudi bi trdm cam diéu tri bing thude nay c6 thé bj sut
can khi lan diu dung thudc, trong lwong s& tang tré vé binh thudng sau 6 thang diéu tri.
Khéng thwong gdp (anh hwéng dén it hon I trong 100 ngueoi):

- Viém hong, khan giong.

- Y nghi tu tir, khé ngi, chit lugng gidc ngt kém, nghién ring, cam thdy mét phuong
hudng, thiéu dong luc.

- Co bép co giat dot ngdt, cam giac bdn chdn, khong thé ngdi hodc ding yén, cam thiy lo
ling, kho tap trung, thay ddi vi gidc, khé kiém soat chuyén dong, thiéu sy phdi hop hay
chuyén dong ma khong diéu khién dugc cac co bip, hi chimg chan tay bon chon.

- Giéin ddng tir, c6 van dé vé thi luc.

- Cam giac choang véang, chéng mit, dau tai, nhip tim nhanh hodc khong déu.

- Ngét xiu, chéng mit, chodng vang hodc ngt xiu khi dot nhién dung 1én, ngén tay va
ngén chan lanh.

- Co thét hong, chiy méu mii.

- Non ra mau, di ngoai ra phan den, dau da day, ¢ néng, kho nudt.

- Viém gan c6 thé giy ra dau ha sudn, vang da hodc vang long tring mit.

- D6 md hoi ban dém, ndi mé day, @6 md hdi lanh, nhay cim véi anh sang mit troi, hay bi
bam tim da.

- Tiéu budt, tiéu dém, tiéu rat, giam lugng nudce ticu .
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- Réi loan kinh nguyét, dau tinh hoan.

- Pau ngye, cam giéc lanh, khét nuéc, run riy, cam gidc néng, dang di bét thuong.

- Tang can.

- Mot sb tac dung phu khong thé ty nhan thdy dugc nhu tang an, ting nong do
potassium, creatin phosphokinase, glucose hoic cholesterol.

Hiém gdp (c6 thé dnh hieomg dén it hon 1 trong 1000 nguoi):

- Phan Ung di Gng nghiém trong gay kho tho, chong mat, sung miéng ludi.

- Giam hoat dong clia tuyén giap co thé giy ra mét méi hoic ting can.

- Mt nude, ha ndng d6 natri mau (chu yéu & nhitng nguoi cao tudi, cac triéu chimg c6 thé
bao gdm cam gidc chong mit, yéu mét, bdn chdn, budn ngu, ngit xiu, co gidt hodc nga),
hoi chimng ting tiét ADH khong thich hgp (SIADH).

- Hanh vi ty tr, hung cam, ao giac, kich dong va hung di.

- Hoi chirng serotonin (cdm gidc rat hanh phuc, budn ngi, vung vé, bon chdn, cam thiy say
rugu, sot, ra md hoi hodic cimg co bip), ngét xiu.

- Ting ap luc trong mit (glaucom).

- Viém mi¢ng, co co ham, di ngoai ra méu, hoi thd hoi.

- Suy gan, vang da hofic vang 10ng tring ciia mit (bénh vang da).

- Hoi chirng Stevens-Johnson (phdng rop da, miéng, mét va by phan sinh duc), phan tng di
{rng nghiém trong, gdy sung mit hoic ¢ hong (phi mach).

- Mui nude tiéu bat thuong.

- Céc triéu chimg man kinh, tiét sira bat thuong & nam gi¢i hogc phu nit.

Néu bét ky tdc dung khong mong mudn tré nén nghiém trong, hodc thiy bat ky tac dung
phu nao khong dugc liét ké trong t& huéng dan ndy, xin vui long thong bdo cho bac sy
hodc dugc s¥.

NEN TRANH DUNG NHUNG THUOC HOAC THUC PHAM Gi KHI PANG SU
DUNG THUOC NAY:

Hay cho béc si hodc dugc si biét khi dang hodc vira dung bat ky loai thudc khac, bao gdbm
ca thudc khong cdn ké don, thudc thao duge. Sau ddy la nhing thudc can dic biét thong

b4o chi tiét cho can bd y té:

i
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Cic chit trc ché monoamine oxidase (MAOIs): Khong dung duloxetin néu dang ding
hodc da dung trong 14 ngdy trude thude thudc nhém MAOIs. Cac MAOIs bao gdm
moclobemide (thubc chbng trim cam) va linezolid (khéng sinh). Str dung MAOIs cung véi
duloxetin ¢6 thé gy ra tc dung phu nghiém trong, thdm chi de doa tinh g, phai cho it
nhét 14 ngay sau khi da ngimg dung thuéc MAOIs trude khi dung Dul%Ngoﬁi ra, can
phai doi it nhit 12 5 ngay sau khi ngirmg udng Duloxetin trudc khi dung MAOIs.

Thudc giy budn ngi: Benzodiazepin, thuéc giam dau manh, thudc chéng loan thén,
phenobarbital va thudc khang histamin.

Thudc lam tiing ndng dj serotonin: triptans, tramadol, tryptophan, SSRIs (nhu paroxetin
va fluoxetin), SNRIs (nhu venlafaxin), thudc chéng trdm cam ba vong (nhu clomipramin,
amitriptylin), pethidin, MAOIs (nhu moclobemide va linezolid). Nhirng loai thudc nay lam
ting nguy co tic dung phy; néu gip bit ky triéu ching bat thuong khi dung bét cir céc loai
thudc nao cung véi Duloxetin hdy théng béo ngay véi bac si.

Thudc chong dong dwong udng hodc thude khing ticu cau: Thudc 1am lodng mau hodc
chéng sy d6ng mau c6 thé lam ting nguy co chiy mau khi dung cung Duloxetin.

Duloxetin véi thuc phﬁm, d6 udng va rwou:

Nén cin than khi ding rugu trong khi dang diéu tri voi Duloxetin.

CAN LAM Gi KHI MOT LAN QUEN KHONG DUNG THUOC:

Néu quén mot lidu, nén bd sung cang sém cang t6t trude lidu tiép theo. Khong dung liéu
gAp d6i dé bu cho lidu dd quén trude do.

CAN BAO QUAN THUOC NAY NHU THE NAO:

Bao quén noi khd, nhiét do dudi 30°C. Dé xa tam tay tré em.

Khong ding thubc da hét han str dung ghi trén chai va hop thude.

NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU:

Céc triéu ching cta qué liéu bao gdm budn ngti, hon mé, hdi ching serotonin (cam gide rat
hanh phic, budn ngu, vung v&, bdn chdn, cam gic say rugu, sdt, ra md hdi hodc cimg co
bép), co giat, n6bn mira va nhip tim nhanh.

CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU KHUYEN CAO:

Hay thong béo vai bac si hogc dén bénh vién ngay lép tirc.

NHUNG PIEU CAN THAN TRONG KHI DUNG THUOC NAY:

S=vxT9 13
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Ngirng ding thude

Khong ty ¥ ngimg dimg sir dung thude khi khong duge bac si ké don ngay ca khi thiy
tri¢u chimg da cai thi¢n. Thong thuong, khi chdm dut didu tri bac si s& giam lidu thube
trong it nhat 2 tuin trude khi dimg diéu trj hoan toan. Khi ngung ué%ﬁ’xetin dot ngdt
c6 thé gap cac tri¢u chirng nhu: chong mat, ngira ran, cam gidc kim dam chan, cam théy bi
soc dién (dgc biét 1a & dau), réi loan gidc ngi (4c mong, mét ngii), mét méi, budn ngt, cam
giac bon chdn hay kich dong, cam théy lo léng, ndn, run, dau dau, dau co, cam giac kich
thich, tiéu chay, d6 mé hoi qua murc hodc chong mat.

Nhitng tri¢u chimg nay thuong khong nghiém trong va mét di trong vong mot vai ngay,
nhung néu giip céc triéu chirng rat khé chiu nén xin tu vin cta bac si.

Neén thdn trong voi cdc truong hop sau ddy, théng bdo véi bdc st trudce khi s dung
Duloxetin néu:

- Pang dung cac loai thudc khac dé diéu tri trAm cam.

- Pang dung thao dugc Wort St. John (Hypericum perforatum).

- C6 bénh than, dang dung thudc c6 thé gay tén thuong gan.

- Bi hung cam, ¢6 con co giat, bi réi loan ludng cuc.

- C6 vén @& vé& mét, nhu bénh ting nhan 4p (ting ap luc trong mét).

- C6 tién str rbi loan chay méu (hay xudt hién cac vét bAm tim).

- C6 ndng do natri thip (dang ding thudc l¢i tiéu, dic biét 1a ngudi cao tudi).

- Pang ding cac loai thudc khac c6 chira duloxetin.

Khi tinh trang tram cam, y nght tw tw hodc lo du tro nén nghiém trong hon

Khi dang bi trim cam va/hodc ¢6 rdi loan lo du d6i khi c6 thé xuét hién nhitng suy nghi
lam ton hai ban than hodc tu tir. Y nghi nay c6 thé bi ting 1én trong thoi gian dau sir dung
thude trdm cam, thuong 1a khoang hai tudn nhung doi khi 1au hon. Nguy co ndy cang ting
néu trude day da suy nghi v& viée tu tir hodc 1a nguoi tré (dudi 25 tudi).

Néu c6 ¥ nghi 1am hai hay ty tir bit ¢t luc nao,hdy lién hé ngay véi bac si hodc dén bénh
vién ngay lap tirc. Hay nho nguoi than doc tai liéu nay va canh bdo ban khi déu hiéu trdm
cam va lo au trd nén nghiém trong.

Tré em va thanh thiéu nién dwdi 18 tudi

VEY/ ]
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Duloxetin khong nén sir dung cho tré em va thanh thiéu nién dudi 18 tudi. O Itra tudi nay
khi dung thue c6 nguy co gia ting cdc tic dung phy nhu cd ging ty tir, ¥ nghi tu ti va bao
lyc (gdy han, hanh vi chéng di va tirc gian). Béc si van c6 thé ké don thubc nay cho tré
em khi c4n nhéc loi ich diéu trj 16n hon nguy co. Vi vdy khi dﬁng&ho ddi tugng nay,
nén than trong va thong béo cho bac sinéu c6 céc tridu chirng néu trén nghiém trong.

Luu y vé thanh phén ciia thude:

Thube nay ¢ chira sucrose, nén hay théng bdo cho béc sy biét trude khi dung thude néu
ban khéng dung nap v&i mét sé loai dudng.

KHUYEN CAO DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

Thong béo véi bac si néu ban c6 thai, chuén bj mang thai hodc cho con bu khi dugc ké don
dung thudc ndy, bac si s& can nhic lgi ich va nguy co cho viéc sir dung Duloxetin.

Trong khi mang thai, thuc c6 thé lam ting nguy co tang huyét ap phdi dai ding cua tré so
sinh (PPHN). Nhitng tri¢u chimg ciia bénh nhu thd nhanh, da xanh xao thuong bit dau
trong vong 24 giv dau tién sau sinh. Khi dung Duloxetin & gin cubi thai ky, tré sau khi
sinh hodc mot vai ngay sau sinh ¢6 thé gap mot sb triéu chimg nhu co bip mém, run riy,
bdn chdn, khoé cho #n, khoé thd va c6 con dong kinh. Khi tré giip bat ky triéu chimg nao &
trén, hay thong bdo tdi bac si ngay lap tiec.

KHUYEN CAO ANH HUONG CUA THUOC TOI LAI XE VA VAN HANH MAY
MOC:

Duloxetin ¢6 thé gdy cam giac budn ngi hodc chéng mat. Khong 1ai xe hodc sir dung bat
ky cong cu hodc may mée cho dén khi biét dugc mirc d6 anh hudng cua thude téi ban.
KHI NAO CAN THAM VAN BAC STHOAC DUQC SY:

- Haly hoi y kién béc st hodc dugc si khi ban c¢6 bét ky thic mic hay nghi ngai gi vé sin
pham.

- Thong bao cho bac sy hodc dugc si nhitng tdc dung khdong mong mudn gip phai khi sir
dung thube.

- Thong béo cho bac si néu ban dung thudc qua lidu khuyén céo.

- Néu can thém thong tin xin héi ¥ kién bac si hodc dugc si.

HAN DUNG CUA THUOC:

24 thang ké tir ngay sin xudt, ngdy san xuét in trén nhan san phim.

WN=Z oy
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TEN, PIA CHi, BIEU TUQNG CUA NHA SAN XUAT:
CONG TY CO PHAN DUQC PHAM GIA NGUYEN
Gﬂ Dia chi: Puong YP6, KCN Yén Phong, xa Dong Phong, en Yén Phong, tinh
Béc Ninh.
Tiéu chudn: TCCS

PHARMA

Ngay cip nhit, bd sung ni dung hwéng din sir dung:
San xuét tai: Cong ty C5 phan Dugc phim Gia Nguyén.
Dia chi: Puong YP6, KCN Yén Phong, x3@ Dong Phong, huyén Yén Phong, tinh Bic Ninh.

TUQ CUC TRUUNG
P.TRUONG PHONG
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