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Rx Thudc bin theo don

ch PHAN
ouge PHAM

CPCIHANOI :
én thuoc?

Phan danh cho ngwoi bénh

“Dé xa tam tay tré em”

“Théng bdo ngay cho bdc st hodc dugc st nhitng tac dung khéng mong mudn gdp phdi khi sir
dung thuéc”

“Thuéc nay chi ding theo don ciia béc si”

Thanh phin, ham lirgng ciia thudc:

M3i 1 ml ¢6 chira:

Hoat chat:

Levofloxacin (dudi dang levofloxacin hemihydrat) .............cccevvvevenenniin. Smg
Dexamethason phosphat (duéi dang dexamethason natri phosphat) ................ 1 mg
Td duoc:

Natri chlorid, natri edetat, natri hydroxid, hydrochloric acid, nuéc cAt pha tiém vira da 1 ml.

M5 ta sin phadm: Dung dich nho mét, trong c¢6 mau vang dén vang nhat.

Quy cich déng goi: Hop 1 dng 2 ml, Hop 1 éng 3 ml, Hop 1 6ng 4 ml, Hop 1 6ng 5 ml, Hop 1

6ng 8 ml, Hop 1 éng 10 ml.

Thube ding cho bénh gi?

Dexalevo-drop dugc chi dinh cho nhiing tinh trang viém & mét c6 dap ng véi steroid va c6 Chl/ “h—
dinh duing corticosteroid va khi c6 nhiém khun, viém két mac do cac ching vi khudn nhay cam

voi levofloxacin:

.
¢
r

+ Vi khuan wa khi Gram duong: cac loai Corynebacterium, Staphylococcus aureus,

, W

Staphylococcus epidermidis, streptococci nhéom C, F, va G, viridans streptococci hodc
Streptococcus pneumoniae.

+ Vi khudn ua khi Gram am: Acinetobacter Iwoffii, Haemophilus influenzae, Serratia
marcescens.

Céc loai steroid nhd mét dugc chi dinh trong nhirng tinh trang viém két mac mi va két mac nhan
cAu, viém két mac va ban phan trude nhin cau khi ngudi ta chdp nhan nguy co von cé cua viée
str dung steroid d& nhdm giam dugc phi né va tinh trang viém. Ching ciing duoc chi dinh str

dung trong trudng hop viém mang bd dao trude man tinh va tdn thuong gidc mac do héa chit,
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tia xa hay bong nhiét do di vat. Viéc sir dung mot loai thudc hdn hop c¢6 thanh phan chéng nhiém
trung dugc chi dinh khi nguy co nhiém khuén néng & mét cao hay khi thdy c6 kha ning hién
dién mot sb vi khuén nguy hiém & mét.

Nén dung thudc nay nhw thé nao va lidu luwgng?

- Ngay 1 va 2: Nho 1-2 giot/lan vao mét céch 2 gid, ngay 8 lan.

- Turngay 3 dén 7: Nhé 1-2 giot/lan cach nhau 4 gio, ngay 4 lan.

Nén giam dan sb 1an nho thudc khi c6 cai thién cac ddu hiéu 1am sang. Than trong khong nén
ngung didu tri qua sém.

Dé tranh tap nhim vao dau lo nho thudc va dung dich thudc, khong dugc dé dau nho thube
cham vao mi mét, viing xung quanh mét ho#ic bat cir vat no. '

Dé ngin chin thube duge hép thu qua niém mac mili, ddc biét 1a & tré so sinh hodc tré nho bing
céch dung ngén tay ép vao thi 1& & goc trong clia mét trong 2 — 3 phiit sau khi dung thudc dé
ngin chin khong cho thudc qua ng 1¢ - miii. Sau khi m& nép, cin bo di giot dAu tién trude mdi
lan dung thude.

Néu c6 nhiéu hon mot ché phdm ding tai chd trén mét duoc chi dinh, céc ché phim phai duoc

dung cach nhau it nhét 5 phut. Ché phim thuéc m& nén dugc sir dung sau cung.

Tuén thu hudng dan cia bac st vé liéu luong, s6 1an ding va thoi gian dung thudc. Khoéng tu %t/.v/

ngimg str dung thudc ma khong tham van y kién bac si. Khong sir dung thube da qua han.
Khi niao khong nén ding thudc nay?

- Qua man véi quinolon, dexamethason hodc bét ctr thanh phan nao cta thude.

- Bénh nhén viém giac mac biéu mé do Herpes simplex (viém giac mac dudi gai) va cac bénh do
virus khic gy ra tai gidc mac va két mac.

- Bénh nhiém nam, bénh lao & mét, nhiém triing sinh mu khong duoc diéu tri.

Téc dung khong mong mudn (néu co):

Nhiing tac dung ngoai y khi sir dung nhitng thudc phdi hop steroid va khang khuan c6 thé;
thanh phan steroid, thanh phan khéng khuan hay do ca hdn hgp. Chua c6 s li¢u chinh x4c vé tan
sudt cac tac dung ngoai y.

- Nhitng tc dung phu thudng xuyén xay ra v6i thude nhé mit chira levofloxacin la: Giam
tdm nhin tam thoi, sbt, cam giac c6 di vat & mit, nhic dau, néng mét thoang qua, dau hodc kho
chiu & mét, viém hong, s¢ anh sang. Nhiing tdc dung phu nay xuét hién trong khoang 1-3 %

bénh nhan str dung thude.
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- Nhiing tac dung phu it gip hon: di img, pht né mi mit, kho mét, ngira mit chiém 1 %
bénh nhan.
- Nhitng phan tng do thanh phan steroid la : ting nhan ap (IOP) c6 kha ning tién trién dén
glaucom, ton thuong than kinh thi khong thudng xuyén ; cataract dudi bao sau ; va cham lién vét
thuong.
Nhiém khuén thir phat : nhiém khuan thir phat da c6 xay ra sau khi sir dung nhing thudc chira
steroid va khéng sinh. Nhim ndm & gidc mac ddc biét d& xay ra sau khi sir dung steroid dai
ngay. Khi di diéu trj bing steroid phai xem xét kha ning nhidm nim trong bat ky truong hop
nao co loét gidc mac kéo dai.

Théng bdo cho bdc si nhitng tic dung khong mong mudn gdp phdi khi sie dung thuéc.
Nén tranh ding nhitng thudc hodc thwe phdm gi khi dang sir dung thudc nay?
Chua ¢6 nghién ciru chinh xdc vé tuong tac cua levofloxacin dudi dang thudc nho mét véi cac
thubc khac. Tuy nhién, khi ding mot s quinolon theo duong toan thin gy ting nong do
theophyllin huyét twong, can thiép vao chuyén héa caffein, ting téc dung cta thude chdng dong
dudng udng warfarin va din xudt cta nd, c6 lién quan dén su ting cao tam thoi trong huyét

twong cua creatinin & bénh nhan uéng cyclosporin khi ding dong thoi.

Dexamethason natri phosphat tuong ky vdi daunorubicin, doxorubicin, vancomycin, khong ding /uw/
o

phdi hop véi céc thude nay.

Cin 1am gi khi mdt lin quén khong dung thude?

Can nho thém mot liéu ngay khi ban nhd ra, cang sém cang tot néu céc triéu chimg bénh chua thuyén

giam. Néu thoi gian nh6 ra gin ké véi thoi gian ding lidu tiép theo thi bé qua lidu da quén.

Cin bio quan thudc nay nhw thé nao?

Béo quan trong bao bi kin, tranh 4m, tranh 4nh sang, nhiét do dudi 30°C.

Nhirng diu hi¢u va tri¢u chirng khi dung thudc qua liéu:

Chua c6 dir lidu cu thé.

Cén 1am gi khi diing thubc qua liéu khuyén cdo?

Thong bao ngay cho bac sy khi ¢6 cac déu hiéu qué liéu xay ra.

Nhitng diéu cin thin trong khi dung thude nay?

Dung dich Dexalevo-Drop khong nén tiém dudi két mac hoiic khong nén dua truc tiép vao tién

phong mit. Levofloxacin trong Dexalevo-drop c6 thé 1am cho mét nhay cam hon véi anh sang
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thong thuong, nén deo kinh rdm va tranh anh sang truc tiép ¢ thé 1am giam su kho chiu khi
dung.

Nén dé phong kha nang nhiém ndm gidc mac sau khi sir dung steroid kéo dai. Ciing nhu céc ché
phdm khang sinh khéac, dung thudc nay kéo dai ¢ thé din dén bdi ting vi sinh vat khong nhay
cam bao gdm ca ndm. Néu xay ra boi nhiém, nén bét dau diéu trj thich hop. Khi can ké toa nhiéu
lan, hay bét ctr khi nao khdm 1am sang thdy cdn nén kham bénh nhén véi sy hd trg cua céc dung
cu phéng dai nhu dén khe va khi can nén nhuém huynh quang.

Str dung ¢ phu nit c6 thai:

Chua c6 cic nghién ctru an toan khi sir dung thudc nho mét chira levofloxacin va dexamethason
cho phu nit ¢6 thai do d6 can than trong khi sir dung cho ddi tugng nay. Chi nén sir dung thudc
néu thdy kha ning c6 loi nhiéu hon nguy co ddi vdi thai.

Str dung & phu nir cho con bu:

Do thanh phe“ln thudc duoc bai tiét qua sita me, do d6 can than trong khi str dung Dexalevo-drop
cho phu nir cho con bu, nén quyét dinh tam thdi ngung nudi con b khi str dung thudc.

Anh hieéng cia thude 1én kha néng ldi xe va vdn hanh mdy moc:

Thudc gy giam tdm nhin tam thoi va céc tic dung phu khac ¢6 anh huong dén kha ning l4i xe

va vin hanh may do d6, nén céan than khi sir dung hodc khong nén diing khi dang lam céc céngé,u o
o \

viéc nay.
Khi nao cin tham vén béc s, duge si?
Khi ¢ bét thudng xay ra trong qua trinh sir dung thudc hodc gip phai tac dung khong mong
mudn cia thude.
“Néu can thém thong tin xin héi y kién bdc s7 hodc dwoc st
Han ding ciia thude:
24 thang ké tlr ngdy san Xuét.

A . 2 R A , - 0, o A
Tén, dia chi, biéu twgng (n€u c6) cua co s& san xuat:

cPCAHN

CONG TY CO PHAN DUQC PHAM CPC1 HA NOI
Cum cdng nghiép Ha Binh Phuong, xd Van Binh, huyén Thuong Tin, thanh phd Ha Noi

Ngay xem xét sira d6i cip nhat lai ndi dung hwéng din sir dung thudc: dd/mm/yyyy
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Mi ATC: S01CAO01

Levofloxacin 14 mot khang sinh téng hop c6 phd rong thudc nhém quinolon (din chét
fluoroquinolon). Ciing nhu céc fluoroquinolon khac, levofloxacin ¢é tac dung diét khuan do trc
ché enzym topoisomerase I (DNA-gyrase) va/hodc topoisomerase IV 1a nhitng enzym thiét yéu
ctia vi khudn tham gia xtc tac trong qua trinh sao chép, phién ma va tu sira DNA cua vi khuén.
Levofloxacin 1a déng phan S-(-)-isomer cta ofloxacin, n6 cé tac dung diét khudn manh gép 8 —
128 1an so v&i ddng phan D-isomer va tac dung gdp khoang 2 1dn so vdi ofloxacin racemic.
Levofloxacin cling nhu c4c fluoroquinolon khac 1 khang sinh phd rong, cé tac dung trén nhiéu
chiing vi khudn gram 4m va gram duong. Levofloxacin (ciing nhu sparfloxacin) ¢6 tac dung trén

vi khudn gram dwong va vi khudn ky khi t&t hon so véi cac’ fluoroquinolon khac (nhu

ciprofloxacin, emoxacin, lomefloxacin, norfloxacin, ofloxacin), tuy nhién levofloxacin va
sparfloxacin lai c6 tac dung in vitro trén Pseudomonas aeruginosa yéu hon so véi ciprofloxacin.
Phd tac dung cua levofloxacin:

Vi khuén nhay cam in vitro va nhiém khudn trong 1am sang:

- Vi khuén uva khi Gram am: Enterobacter cloacae, E.coli, H.influenzae, H.parainfluenzae, 4
o/

Wy vt
Klepsiela pneumoniae, Legionalla pneumophila, Moracella catarrhalis, Proteus mirabilis, :{:
Pseudomanas aeruginosa.
- Vi khuén khéc: Chlamydia pneumoniae, Mycopasma pneumoniae.
- Vi khuén ua khi Gram duong: Bacillus anthracis, Staphylococus aureus nhay cam methicilin, )
Staphylococus coagulase am tinh nhay cam methicilin, Streptococcus pneumoniae. -

- Vi khuén ky khi: Fusobacterium, Peptostreptococcus, Propionibacterium.

Céc loai vi khudn nhay cam trung gian in vitro:

- Vi khuén ua khi Gram duong: Enterococcus faecalis

- Vi khuén ky khi : Bacteroides fragilis, Prevotella

Céc loai vi khudn khang levofloxacin:

- Vi khudn wa khi Gram duong: Enterococcus faecalis, Staphylococus aureus meti-R,

Staphylococus coagulase am tinh meti-R.
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Khang chéo: In vitro, cé khang chéo giita levofloxacin va cac fluoroquinolon khac. Do co ché
tac dung, thuong khong c6 khang chéo gitra levofloxacin va cac hg khéng sinh khéc.
Dexamethason 13 fluomethylprednisolon, glucocorticoid tong hop. Glucocorticoid c6 tic dung
bang cach gan két vao thu thé & té bao, chuyén vi vao nhan té bao va & do tac dong dén mot sb
gen dugc dich ma. Céc glucocorticoid con cé mot s tac dung truc tiép khong qua trung gian gin
két vao thu thé. Dexamethason c6 céc tac dung chinh cta glucocorticoid 1a chéng viém, chéng di
ing va rc ché mién dich, con tac dung cin bing dién giai thi rt it.. V& hoat luc chéng viém,
dexamethason manh hon hydrocortison 30 1an, manh hon prednisolon 7 lan. Dexamethason
dugc dung tai chd dé tra vao két mac, 6ng tai ngoai hay niém mac miii dé diéu trj tridu chung
viém hay di tmg & 6ng tai ngoai hay mét. Liéu phap corticosteroid tra mét khéng chira khoi can
xéc dinh hodc loai trir nguyén nhan viém néu c6 thé.

CAC PAC TINH DUQC PONG HOC:

Nong do huyét tuong ciia levofloxacin do duge trén 15 ngudi tinh nguyén truéng thanh khoe
manh & céc thoi diém khac nhau trong mot dot didu tri 15 ngay bang ché phidm nho mét ¢6 chira
levofloxacin 0,5% cho thdy ndng d9 levofloxacin trong huyét tuong 1 gid sau dung lidu ddu tién
trong khoang tir 0,86 ng/ml trong ngay dau tién dén 2,05 ng/ml/ngay thir 15. Nong do

levofloxacin cuc dai 13 2,25 ng/ml dugc do & ngay thir 4 sau 2 ngay dung liéu cach nhau 2 gid

trong toan bo 8 lidu/ngay. Nong do levofloxacin cuc dai tir 0,94 ng/ml/ngay thu 1 den/ e

2,15ng/ml/ngay thir 15 thap hon 1000 1an nhitng béo cdo sau khi dung liéu levofloxacin ducmg
toan than.

Nong dd levofloxacin trong nudc mit do duoc & 30 ngudi tinh nguyén trudng thanh, khée manh
trong nhitng thoi diém khéac nhau 14 tir 34,9 dén 221,1pg/ml trong sudt 60 phit sau dung lidu
don.

Sau khi ding tai chd trén mét, dexamethason duoc hip thu vao trong thiy dich, giac mac, mong
mét, mang mach, thé mi va vong mac. Hap thu hoan toan c6 thé xay ra nhung chi dang ké khi
dung lidu cao hon hodc trong diéu trj nhi m& rong. Dexamethason natri phosphat nhanh chéng
duogc bién d6i thanh dexamethason sau khi str dung. Lén dén 77% dexamethason duoc lién két
v6i protein. Hon 60% dexamethason duogc thai trir qua nude tiéu trong vong 24 gio. Thoi gian

bén thai ciia dexamethason xép xi 3,6 £ 0,9 gio.
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CHI PINH:

Dexalevo-drop dugc chi dinh cho nhiing tinh trang viém & mét c6 dap tng véi steroid va c¢6 chi
dinh dung corticosteroid va khi ¢6 nhiém khuén, viém két mac do céc chung vi khudn nhay cam
vdi levofloxacin:

+ Vi khudn uwa khi Gram duwong: céac loai Corynebacterium, Staphylococcus aureus,
Staphylococcus  epidermidis, streptococci nhom C, F, va G, viridans streptococci hoidc
Streptococcus pneumoniae.

+ Vi khuin ua khi Gram am: Acinetobacter Iwoffii, Haemophilus influenzae, Serratia
marcescens.

Céc loai steroid nhod mét dugce chi dinh trong nhiing tinh trang viém két mac mi va két mac nhan
cdu, viém két mac va ban phan trudc nhan cdu khi ngudi ta chdp nhén nguy co vn c6 cua viée
str dung steroid d& nhdm giam dugc phi né va tinh trang viém. Ching ciing duoc chi dinh sir
dung trong trurong hop viém mang bd dio trude man tinh va ton thuong giac mac do héa chit,
tia xa hay bong nhiét do di vat. Viéc sir dung mot loai thubc hdn hop c6 thanh phan chong nhiém
tring duoc chi dinh khi nguy co nhiém khudn néng & mit cao hay khi thiy c6 kha niang hién
dién mot sd vi khuan nguy hiém & mét.

LIEU DUNG, CACH DUNG

- Ngay 1 va 2: Nho 1-2 giot/lan vao mét cach 2 gio, ngay 8 lan.

- Turngay 3 dén 7: Nho 1-2 giot/lan cch nhau 4 gid, ngay 4 lan,

Nén giam dan so lan nho thudc khi cé cai thién cac dau hi¢u 1am sang. Thén trong khong nér{dﬂ‘“/'
%

ngung diéu tri qua som.

Pé tranh tap nhim vao dau lo nhé thude va dung dich thudc, khong duge dé& dau nho thude
cham vao mi mét, viing xung quanh mit hodc bat ctr vat ndo.

pé ngan chin thude duoc ha‘ip thu qua niém mac mii, ddc biét 1a & tré so sinh hodc tré nho béng
cach dung ngon tay €p vao tai 1€ & goc trong cua mét trong 2 — 3 phit sau khi dung thudc dé
ngin chin khong cho thube qua dng 18 - mii. Sau khi m& nép, can bo di giot dau tién trudc mdi
14n dung thudc.

Néu c6 nhiéu hon mot ché phdm dung tai chd trén mét duoc chi dinh, cac ché phdm phai duge
dung cach nhau it nhét 5 phat. Ché pham thudc m& nén duge sir dung sau cling.

Tuén tht hudng din cia bac si vé liéu lugng, sb 1an dung va thoi gian dung thudc. Khong tu y

ngimg sir dung thudc ma khong tham van y kién béc si. Khong sir dung thudce da qué han.
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CHONG CHI PINH:

- Qua min v&i quinolon, dexamethason hoiic bat ctr thanh ph?m nao cua thude.

- Bénh nhan viém giac mac biéu mé do Herpes simplex (viém gidc mac dudi gai) va cc bénh do
virus khéc gdy ra tai gidc mac va két mac.

- Bénh nhiém ndm, bénh lao & mét, nhidm trung sinh mi khong dugc diéu tri.

CAC TRUONG HQP THAN TRONG KHI DUNG THUOC:

Dung dich Dexalevo-Drop khong nén tiém dudi két mac hodc khong nén dua truc tiép vao tién
phong mit. Levofloxacin trong Dexalevo-drop c6 thé 1am cho mét nhay cadm hon véi anh séng
thong thudng, nén deo kinh rdm va trdnh anh sang truc tiép c6 thé 1am giam sy kho chiu khi
dung.

Nén d& phong kha ning nhiém ndm gidc mac sau khi str dung steroid kéo dai. Ciing nhu cac ché
phim khang sinh khéc, dung thudc nay kéo dai c6 thé dan dén boi ting vi sinh vat khong nhay
cam bao gdbm ca nam. Néu xay ra boi nhiém, nén bit dau diéu tri thich hop. Khi can ké toa nhiéu
1, hay bét ¢t khi nao khdm 1dm sang thdy cn nén kham bénh nhan véi su hd tro cia céc dung
cu phéng dai nhu dén khe va khi cin nén nhuém huynh quang.

St dung ¢ phu nit co thai:

Chua c6 céc nghién clru an toan khi str dung thudc nhé mat chua levofloxacin va dexamethaso% e

cho phu nir ¢ thai do d6 can than trong khi str dung cho doi tugng nay. Chi nén sur dung thugc
néu thdy kha ning c6 loi nhiéu hon nguy co dbi véi thai.

Str dung & phu nit cho con bu:

Do thanh phan thudc dugc bai tiét qua sita me, do d6 can than trong khi sir dung Dexalevo-drop
cho phu nit cho con b, nén quyét dinh tam thdi ngung nudi con bu khi sir dung thude.

Anh hiedng cia thude 1én kha néing i xe va van hanh méy moc:

Thudc gy giam tim nhin tam thdi va cac tac dung phu khac ¢6 anh huéng dén kha ning lai xe
va vin hanh may do d6, nén cén than khi stir dung hodc khong nén dung khi dang 1am céc cong
viéc nay.

TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC
KHAC:

Chua ¢6 nghién ctru chinh xac vé tuong tac cia levofloxacin dudi dang thudc nho mit véi cac
thuéc khac. Tuy nhién, khi ding mot s quinolon theo dudng toan than gy ting nong do

theophyllin huyét turong, can thiép vao chuyén hoa caffein, ting tac dung cua thudc chéng dong
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duong udng warfarin va dan xuét cta né, c6 lién quan dén sy ting cao tam thoi trong huyét

tuong cla creatinin & bénh nhan udng cyclosporin khi ding ddng thoi.

Dexamethason natri phosphat tuong ky véi daunorubicin, doxorubicin, vancomycin, khong dung

phdi hop véi cac thube nay.

TAC DUNG KHONG MONG MUON:

Nhitng tac dung ngoai y khi str dung nhitng thube phdi hop steroid va khén’gykhuén c6 thé 1a do

thanh phén steroid, thanh phan khang khuén hay do ca hdn hop. Chua c6 sb liéu chinh xéc vé tin

suat cac tac dung ngoai ¥.

- Nhitng tdc dung phu thudng xuyén xay ra véi thubc nhé mét chira levofloxacin la: Giam tm

nhin tam thoi, sét, cam giac co di Vét & mét, nhic dau, néng mt thoang qua, dau hodc khoé chiu

& mit, viém hong, s¢ 4nh sang. Nhimng tac dung phu nay xuét hién trong khoang 1-3 % bénh

nhén str dung thudc.

- Nhitng tic dung phu it gip hon: di tng, phit né mi mét, khé mét, ngtra mét chiém 1 % bénh

nhan.

- Nhitng phan mg do thanh phan steroid 1a : ting nhin 4p (IOP) c¢6 kha nang tién trién dén

glaucom, tdn thuong than kinh thi khong thudng xuyén ; cataract dudi bao sau ; va chdm lién vét

thuong.

Nhiém khuén thir phat : nhiém khuén thir phat da c6 xay ra sau khi sir dung nhitng thudc chitgy
o

steroid va khang sinh. Nhiém nidm & giac mac dac biét dé xay ra sau khi sir dung steroid dai

ngdy. Khi da diéu trj bing steroid phai xem xét kha nang nhim ndm trong bat ky trudng hop
nao co loét giac mac kéo dai.
QUA LIEU VA CACH XU TRIi:

Chua c6 dit lidu cu thé.

TUQ.CUC TRUONG
P TRUGNG PHONG

A ¢ Mink Hang

cpciuN
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