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FARIZOL 500

Cefprozil Tablets USP 500mg

Hép 1 vix 10 vién

Cefprozil Tablets USP 500mg

Composition: Thanh phén: M8i vién nén bao phim c6 chira: ()
Each film coated tablet contains: Cefprozil monohydrat trong duong Vo)
CMNI monohydrate equivalent to cefprozil 500,0 mg
r’fP’W” 2R0mg & Chi dinh, lidu ding & cach dung, chéng chi djnh va lvu y: —
ndications, Dosage, p Xin xem t&r huéng din st dyng
Please see insert paper. Béo quan: o
Specification: o T
USP 40 Noi khd, mat & nhiét d6 duwéi 30°C, tranh énh séng. N
Storage: Dang bao ché: ——
Store below 30°C in a cool and dry place, Vién nén bao phim. m
away from direct sunlight. Céc théng tin khéc, xin xem t& huémg dén sir dyng <
Manufactured by / San xuét tai An D3 béi:
KWALITY PHARMACEUTICALS PVT. LIMITED. i Mo L
Nag Kalan, Majitha Road, Amritsar, Punjab, India Mig. Lic. No.:
SDK/ Visa. No:
Markntad S6 16 SX/ Lot. No. :
ML LT NSX/ Mfg. Date
Gurgaon, Haryana HD/ Exp. Date
FARIZOL 500 READ ENCLOSED LEAFLET CAREFULLY BEFORE USE

KEEP OUT OF REACH OF CHILDREN
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FARIZOL 500

Cefprozil Tablets USP 500mg

DOC KY HUONG DAN SU DYNG TRUGC KHI DUNG
DE XA TAM TAY TRE EM
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KWALITY PHARMACEUTICALS LTD.

ARTWORK DETAILS

Component : Blister foil

Dimension : 125 mm Blister foil

Colour : CMYK

thickness 0.25 micron

dull side printing

Cefprozil Tablets USP 500mg

Cefprozil monohydrate equivalent to

Cefprozil Tablets USP 500mg

Cefprozil monohydrate equivalent to

Nag Kalan, Majitha Road, Amritsar,
Punjab, India

FARIZOL 500

Composition: Each film coated tablet contains:

cefprozil 500.0 mg

. eSe
Manufactured by/San xuét tai An B¢ boi:: e’ @v
Kwality Pharmaceuticals Pvt. Limited ANY/ A
Nag Kalan, Majitha Road, Amritsar, ."’.
Punjab, India

Composition: Each film coated tablet contains:

cefprozil 500.0 mg 0

) (D<)
Manufactured by/San xuét tai An B§ béi:: .v©
Kwality Pharmaceuticals Pvt. Limited AN Py
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FARIZOL 500

Cefprozil Tablets USP 500mg

Thanh phan: M&i vién nén bao phim c6 chira
Cefprozil monohydrat twong dwong

cefprozil 500,0 mg
Mfg. Lic. No. : -
S— SBK/ Visa. No: ‘
S6 16 SX/ Lot. No. : ‘
Gurgaon, Haryana NSX/ Mfg. Date
HD/ Exp. Date
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FARIZOL 500

Cefprozil Tablets USP 500mg

Thanh phan: M&i vién nén bao phim c6 chira
Cefprozil monohydrat twong dwong

cefprozil 500,0 mg
Mfg. Lic. No. :
Marketed by:

SDK/ Visa. No:
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HUOGNG DAN SU DUNG THUOC CHO CAN BO Y TE

FARIZOL 500

Thanh phan

M3i vién nén bao phim c6 chira cefprozil monohydrat twong duong cefprozil 500 mg

(td dugc: calcium carboxy methyl cellulose, hydroxy propyl cellulose, lactose, magnesium
stearat, sodium starch glycolat, poly ethylen glycol 6000, hydroxy propyl methyl cellulose, Titanium
dioxid, purlﬁed talc)

Dang bao ché:

Vién nén bao phim.
Duge lue hoc:

Cefpr021l 1a mot khéng sinh cephalosporin uong, ban tdng hop, thé hé 2, ¢6 tac dung diét vi
khuan dang phat trién va phan chia bang céch trc ché tong hop thanh té bao vi khuin.

Phd khang khudn: Cefprozil c¢6 tac dung in vitro d6i véi cdu khudn G (+) va vi khuin G (-)
Chiing nhay cam

Vi khuan hiéu khi Gram (+): Staphylococcus aureus (bao gdm ching san xuét ra B-
lactamase); Streptococcus pneumonia; Streptococcus pyogenes.

Cefprozil khong c6 tdc dung véi chiing staphylococci khéng methicillin

Vi khuan hiéu khi Gram (-): Haemophilus influenzae (bao gdm ca chung san xuét ra B-
lactamase); Moraxella (Branhamella) catarrhalis (bao gdom ca ching san xuit ra -lactamase)
Chiing it nhay cdm

Vi khudn hiéu khi Gram (+): Enterococcus durans; Enterococcus faecalis; Listeria
monocytogenes; Staphylococcus epidermidis; Staphylococcus saprophyticus; Staphylococcus
warneri; Streptococcus agalactiae; Streptococci (Groups C, D, F, va G) viridans group Streptococci.

Cefprozil khong c6 téc dung véi ching Enterococcus faecium.

Vi khuén hiéu khi Gram _(-): Citrobacter diversus, Escherichia coli; Klebsiella pneumonia;
Neisseria gonorrhoeae (bao gdbm ca ching san xudt ra PB-lactamase); Proteus mirabilis;
Salmonella spp. ; Shigellaspp.; Vibriospp.

Cefprozil khong cé tic dung véi céc ching Acinetobacter, Enterobacter, Morganella
morganii, Proteus vulgaris, Providencia, Pseudomonas, va Serratia.

Vi khudn ky khi:

Prevotella (Bacteroides) melaninogenicus, Clostridium difficile; Clostridium perfringens;
Fusobacterium spp., Peptostreptococcus spp., Propionibacterium acnes.

Hau hét cac ching Bacteroides fragilis 12 khang véi cefprozil.

Dugc dong hoc:

Sau khi uong Cefprozil, thudc duoc hap thu nhanh tai duong tiéu hod, khoang 95% liéu ding
dugc hip thu. Nong do dinh cta thude trong huyét tuong sau khi uong liéu 250mg, 500mg hay 1g la
vao khoang 6,1; 10,5 va 18,3 pg/ml dat dugc sau khoang 1,5 gio dung thubc. Thirc an khong lam anh
hudng dén kha nang hép thu ctia thudc, kha ndng lién ket vai protein huyét tuong 1a 36%.

Thoi gian ban thai trung binh cua thudc trong huyét tuong trén déi tuong khoé manh 1a 1,3
gi0, v6i ngudi suy gidm chire nang thén thoi gian ban thai cia thude c6 thé 1én dén 5,2 gid tuy thude
vao muc do suy thén. thuc c6 thé duoc loai ra khoi co thd bing qué trinh thim tich mau. thuée dugc
bai tiét chii yéu qua than.

Quy cach déng goi:

Hép 1 vix 10 vién.
Chi dinh:

Ceprozil dugc chi dinh dé diéu tri cdc nhim khuin do céc vi khuin nhay cam: Viém hau
hong, viém amidan, viém tai gitra, viém xoang, viém phdi thir phét va viém phdi cip va man tinh,
viém da va cu tric da, viém dudng tiét niéu khong bién chimg.

Liéu dung:
Dung dudng udng, c6 thé udng vao luc d6i hogc ltic no, thoi gian didu tri trong phan 16n cac

thir nghiém lam sang 1a 10-15 ngay
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Lidu dung hang ngay t6i da cho tré em khong duoc vuot qua lidu tbi da h
khuyén cdo cho ngudi 16n
Ngudi 16n va tré em trén 13 tudi:

Viém hau hong/viém amldan 500mg cho mdi 24 gio, ding trong 10 ngay

Viém xoang: 250mg mdi 12 gio, trong trudng hop ning c6 thé ting lidu 1én 500m
gio, dung trong 10 ngay. :

Viém phoi thir phét cap tinh va giai doan cép tinh cta viém phdi man: 500mg mdi 12 gio.
Dung trong 10 ngay.

Viém da va cdu tric da: Liéu dung 1a 250mg mdi 12 gio hay 500mg mdi 24 gir hodc 500mg
mdi 12 gio. Dung trong 10 ngay

Vlem duong tiét niéu khong bién chimg 500mg mdi 24 gi¢. Dung trong 7 ngay
Tré em (2 tudi téi 12 tubi)

Viém hau hong/viém amidan: 7,5mg/kg can niing mdi 12 gio.

Nhi€m tring da va cdu tric da: 20mg/kg m3i 24 gid. Dung trong 10 ngay
Luu y: Lieu dung doi v6i tré em <13 tudi, dé tién cho viéc phan liéu c6 thé dung dang bao ché khac
(bdt pha hon dich uong).
Liéu trén bénh nhan suy than

Do thanh thai Creatinin : 5 - . Y
: (mL/min) Liéu diung (mg) Khodang cach liéu

30-120 Nhu lidu chuin Nhu liéu chuin

0-29* 50 % liéu chuén Nhu lidu chuan

* Cefprozil ¢6 thé duogc loai bo biang thim tach mau, do d6 nén sir dung thudc nay sau khi da
tham tach méu xong.

Chdng chi dinh:

Khong dung cho nhitng bénh nhédn di Gng véi cefprozil hay cadc khang sinh thugc nhom
cephalosporin.
Thén trong:

Bénh nhén c6 tién sir man cam véi cefprozil hay cic khang sinh khic thudc nhém
cephalosporin.

Bénh nhén dugc biét man cam véi penicillin.

Vi ¢6 phéan ting qua min chéo (bao gdm phan (mg sdc phan vé) xay ra gifra cac nguoi bénh di
ng véi cdc khang sinh nhém beta - lactam, nén phai théan trong thich déng, va san sang moi thir dé
diéu tri séc phan vé khi dung cefprozil cho ngudi bénh trude day da bi di ing vi penicilin.

Bénh nhén hay gia dinh bénh nhén ¢6 tién st di tng nhu: hen phé quan, phat ban va ndi mé

\

day.

Pi c6 bao cdo viém dai trang mang gia xay ra khi sir dung c4c khang sinh phd rong, vi vay
can quan tdm chin do4n bénh nay va didu tri thich hop cho ngudi bénh bi ia chay nidng do dung
khéang sinh. Nén hét strc than trong khi ké don khang sinh phd rong cho nhiing ngudi ¢6 bénh dudng
tiéu hoa, dic biét la viém dai trang.

Bénh nhan suy thin néng.

Khong dugc sir dung trén bénh nhdn cé tién s thidu mau tan huyét két hop véi
cephalosporin.

Dung cefprozﬂ dai ngay c6 thé 1am cac ching khong nhay cam phat trién qua mic. Can theo
ddi ngudi bénh cAn than. Néu bi bdi nhiém nghiém trong trong khi diu tri, phai ngimg st dung
thudc.

Phu ni¥ ¢ thai va cho con bu:

Chua ¢6 nghlen clru ¢6 do tin cdy vé anh hudng cia thudc d6i véi phu nit ¢6 thai. Vi thé, chi
nén str dung thudc nay cho phu nir c6 thai khi thye sur can thiét.

Thoi ky cho con bu: cefprozil cé bai tiét qua sita me. Ngudi me nén ngimg cho con bl trong
thoi ky dung thudc, hoic ngimg dung thube.

Tdc dpng doi v6i khd ndng ldi xe va vin hanh mdy méc:

Dung dugc khi 14i xe va van hanh méy moc.
Twong tac thude:
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Khong c6 thong bao doc tinh xay ra khi ding ddng thoi cac thube khéng sinh
voi cac khang sinh cephalosporin.

Probenecid 1am ting nong do cefprozil
Téc dung phu
Duwong tiéu hoa

Viém dai trang gia mac da dugc bo cdo & nhing bénh nhan dugc diéu tri bing khang smh
cephalosporm Néu bj tiéu chay xay ra va khong dép tmg vdi ngung thubc va / hoic tiéu chudn didu
tri, viém dai trang gia mac can dugc xem xét.

T4c dung phu tiéu héa da bao gdm budn nén (2,9%), tiéu chay (3,5%), ndn (1%) va dau bung
(1%). Truong hop hiém hoi cua Clostridium difficile viém dai trang da dugc bao cdo vGi mot so
cephalosporin.
Huyét hoc

Tang bach cau eosin (2, 3%), g1am bach cau trung tinh (0,2%), va giam tiéu cau. Thiéu mau
bat san, thiéu méu tan huyet Xut huyet thoi gian prothrombin kéo dai, xét nghiém duong tinh
Coombs, pancytopenia, giam bach cau, mét bach cau hat.
Than
Tang creatinin huyét (0, 1%) va BUN (0,1%); Viém thén ke. (S6t c6 hdi phuc, ching nito huyét, dai
mu, va eosinophiluria 14 diém ndi bat cua cephalosporin gy ra viém than k&.)
Sinh duc

Ngtra &m dao va b phan sinh duc trong (1,6%).

Gan
Tiang AST (2%), ALT (2%), alkaline phosphatase (0,2%) va bilirubin (<0.2%). Hiém giip cua
vang da &r mat
H¢ thong than kinh
Chéng mit (1%), hiéu dong thai qua, nhirc diu, cing thing, mét ngi, I 1in, va budn ngu
trong. Hiém gip dong kinh (<1%).
Da liéu
Phat ban (0,9%), ndi mé day (0,1%), hdng ban da dang.
Qua liéu: -
Duing véi lidu 5000 mg/kg can ning ctia cefprozil khong gy tir vong hay cac diu hiéu doc
tinh nao trén dong vat thi nghiém. Liéu don 3000mg/kg can néng c6 thé gay tiéu chay, chan an.
Cefpr0211 dugc bai tiét dlu tién qua than. Vi thé trong trudng hop qua lidu, ddc biét trén bénh
nhan suy giam chirc ning than, viéc tham tach mau s& gitp loai bd thubc ra khoi co thé.

Bdo quan: 3
Béo quén noi kho, mat & nhiét d¢ dudi 30°C, tranh 4nh sang. .
Han dung: -

24 thang k& tir ngay san xuit.
Tén, dia chi, biéu twong (néu c6) ciia co’ s& sin Xuét:
KWALITY PHARMACEUTICAL PVT. LIMITED.
Nag Kalan, Majltha Road, Amritsar, Punjab, An D9
Ngay xem xét sira ddi, cp nhit lai ndi dung huéng din sir dung thude:
03/11/2017
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Rx Thubc bdn theo don
HUONG DAN SU DUNG CHO NGUOI BENH

FARIZOL 500

Doc kj hudng din s dung truwede khi ding
Dé xa tim tay tré em
Thong bdo cho bdc si hay dwoc sy nhitng tic dung khong mong muén gip phdi khi ding thuéc

Thanh phin, ham lwong thudc:

M3i vién nén bao phim cé chira cefprozil monohydrat trong duong cefprozil 500mg

(td duge: calcium carboxy methyl cellulose, hydroxy propyl cellulose, lactose,
magnesium stearat, sodium starch glycolat, poly ethylen glycol 6000, hydroxy propyl methyl
cellulose, Titanium dioxid, purified talc)
M3 ti san phim:

Vién nén bao phim. Vién nén hinh thoi, hai mit 161, mau tréng.
Quy cach dong goéi:

Hop 1 vi x 10 vién.
Thudc ding cho bénh gi: e N 7 ] /

Ceprozil dugc chi dinh dé dicu tri cac nhiém khuan do céc vi khuan nhay cam: Viém hau
hong, viém amidan, viém tai giita, viém xoang, viém ph01 thir phat va viém phdi cdp va man
tinh, viém da va c4u tric da, viém duong tiét niéu khong bién chimg.
Nén dung thudc nay nhu thé nio va lidu lwgng:

Dung dudng udng, c6 thé ubng vao luc déi hodc lic no, thoi gian diéu trj trong phén 16n
céc thir nghiém 1dm sang la 10-15 ngay

Liéu ding hang ngay tdi da cho tré em khong duge vuot qué liéu t6i da hang ngay dugc
khuyén céo cho ngudi 16n
Ngudi 16n va tré em trén 13 tudi:

Viém hau hong/viém am1dan 500mg cho mdi 24 gidy, dung trong 10 ngay

Viém xoang: 250mg mdi 12 gid, trong trudng hop ning c6 thé tang lidu 1én 500mg mdi
12 gid, dung trong 10 ngay.

Viém phdi thtr phat cp tinh va giai doan cdp tinh ciia viém phbi man: 500mg mdi 12 gio.
Dung trong 10 ngay.

Viém da va céu trac da: Lidu ding 1a 250mg mdi 12 gio hay 500mg mdi 24 gio hoic
500mg mdi 12 gid. Dung trong 10 ngay

Viém duong tiét nidu khong bién chimg 500mg mdi 24 gid. Dung trong 7 ngay
Tré em (2 tudi téi 12 tudi)

Viém hau hong/viém amidan: 7,5mg/kg can ning moi 12 gio.

Nhiém trung da va cau tric da: 20mg/kg mdi 24 git. Dung trong 10 ngay
Luu y: Lidu dung dbi véi tré em <13 tudi, d8 tién cho viéc phan liéu c6 thé ding dang bao ché
khac (bot pha hdn dich udng).
Liéu trén bénh nhén suy thin

Do thanh thai Creatinin e 5 b s
(L /moin) Lieu dl‘mg (mqg) Khoang‘ cach lvleu

30-120 Nhu liéu chuén Nhu liéu chuan

0-29* 50 % liéu chudn Nhu liéu chuén

* Cefprozil ¢6 thé duoc loai bo bang tham tach méau, do d6 nén sir dung thudc nay sau khi
da tham tdch méau xong.
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Khi nio khong nén ding thuéc nay:

Khoéng dung cho nhimg bénh nhan di tmg véi cefprozil hay céc khang s
cephalosporin.

Téc dung khong mong mudn:
Duong tiéu hoa

Viém dai tra‘lng gia mac di duogc bdo cdo & nhitng bénh nhan dugc diéu tri béng khang
sinh cephalospoﬁn. Neu bi tiéu chay xay ra va khong dép g v6i ngung thude va / hoic ticu
chuan diéu tri, viém dai trang gia mac can dugc xem xét. '

Téc dung phu tiéu ho6a dé bao gdm budn nén (2,9%), tiéu chay (3,5%), nén (1%) va dau
bung (1%). Trudng hop hiém hoi ctia Clostridium difficile viém dai trang da duoc bdo cdo vai
mot sd cephalosporin.

Huyét hoc :

 Tang bach cu eosin (2,3%), giam bach cu trung tinh (0,2%), va gidm tiéu cu. Thiéu
m4u bat san, thiéu mau tan huyét, xuat huyét, thoi gian prothrombin kéo dai, xét nghiém duong
tinh Coombs, pancytopenia, giam bach cdu, mét bach ciu hat.
Thin )
Tang creatinin huyét (0,1%) va BUN (0,1%); Viém thén k&. (S6t c6 hdi phuc, chimg nito huyét,
dai mu, va eosinophiluria la di€ém ndi bat ctia cephalosporin gdy ra viém thén k&.)

Gan

Tang AST (2%), ALT (2%), alkaline phosphatase (0,2%) va bilirubin (<0.2%). Hiém gédp
cua vang da r mat
H¢ thong than kinh

Chong mat (1%), hiéu dong thai qué, nhirc du, cing thing, mét ngu, 1a 14n, va budn ngu
trong. Hiem gdp dong kinh (<1%).

Da liéu

Phét ban (0,9%), ni mé day (0,1%), hdng ban da dang.

Nén tranh dung nhirng thude hoic thuc phlem gi khi dang sir dung thudc nay:

Khong c6 thong bédo ddc tinh xdy ra khi ding ddng thdi cac thude khang sinh
aminoglycosid véi cac khang sinh cephalosporin.

Probenecid lam ting ndng do cefprozil
Cin lam gi khi mjt 1an quén khéng dung thudc:

Néu quén khong ding thudc, udng thudc ngay khi ban nhé ra, néu nhu gin dén thoi didm
udng liéu tiép theo, cin bod qua liéu da quén.

Khong duogc ubng ting liéu gip d6i dé bu lai lidu da quén.

Cin bio quan thudc nay nhw thé nao:

Béo quan noi kho, mét & nhiét do du¢i 30°C, tranh 4nh séng.

Nhirng d4u hiéu va triéu chirng khi diung thudc qua liéu: ,

Dung véi lidu 5000 mg/kg can ning cia cefprozil khong gy tir vong hay cdc dau hi¢u
ddc tinh nao trén dong vat thi nghiém. Liéu don 3000mg/kg cin ning c6 thé gay tiéu chay, chan
an.

Cin phai lam gi khi ding thudc qua lidu khuyén ci0: .

Cefprozil duge bai tiét dau tién qua than. Vi thé trong truong hop qua liéu, dac biét trén
bénh nhén suy giam chirc nang thén, vié¢c thAm tach mau s& gitip loai bo thude ra khoi co thé.
Nhitng diéu cin thén trong khi dung thudc nay:

Bénh nhin c6 tién sir man cam véi cefprozil hay cac khang sinh khic thugc nhom
cephalosporin. )

Bénh nhin duoc biét man cam véi penicillin. :

Vi ¢6 phan tmg qua min chéo (bao gdm phan tmg soc phan vé) xay ra gifra cac nguoi
bénh di (g v&i cdc khang sinh nhém beta - lactam, nén phai théan trong thich déng, va san sang

Sinh duc
Ngtra &m dao va bd phén sinh dyc trong (1,6%). (1%,
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moi thtr dé diéu trj sbc phan v¢ khi dung cefprozil cho ngudi bénh truge diy d

penicilin. S
Bénh nhan hay gia dinh bénh nhén c6 tién sir di tmg nhu: hen phé quan, p !" 3
mé day. “E

ba ¢6 béo céo viém dai trang mang gia xay ra khi str dung céc khang sinh pho ong, Vi
vy can quan tdm chén doan bénh nay va diéu tri thich hop cho ngudi bénh bi ia chay néng do
ding khang sinh. Nén hét st than trong khi ké don khang sinh phd rong cho nhitng ngudi ¢6
bénh dudng tiéu hoa, déc biét 1 viém dai trang.

Bénh nhén suy théan ning.

Khéng dugc sir dung trén bénh nhdn c6 tién sir thiu mau tan huyét két hop véi
cephalosporin.

Dung cefprozﬂ dai ngay c6 thé 1am céc ching khong nhay cam phat trién qua muc. Can
theo doi nguorl bénh cén than. Néu bi bdi nhiém nghiém trong trong khi diéu tri, phai ngimg sir
dung thudc.

Phu ni¥ co thai va cho con bu:

Chua c6 nghién ctru ¢6 d9 tin cdy vé anh hudng cua thubc ddi v6i phu nit c6 thai. Vi thé,
chi nén str dung thube nay cho phu nit ¢6 thai khi thyc su cén thiét.

Thoi ky cho con bu: cefprozil ¢ bai tiét qua sita me. Ngudi me nén ngimg cho con bu
trong thoi ky ding thudc, hoic ngimg ding thudc.

Tdc dong doi v6i kha ndng ldi xe va vin hanh mdy moc:
Dung duogc khi 1ai xe va van hanh may méc.
Khi nao cin tham vén bac sy, dwgc si:

Néu cén thém thong tin, xin hoi ¥ kién bac s§ hodc dugc s¥.
Han dung ciaa thude:

24 thang ké tir ngay san xuét.

Tén, dia chi, biéu twong (néu c6) ciia co s& sin Xuét:

KWALITY PHARMACEUTICAL PVT. LIMITED.

Nag Kalan, Majltha Road, Amritsar, Punjab, India
Ngay xem xét sira dbi, cap nhit lai ndi dung huéng din sir dung thude:

03/11/2017
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