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Cefuroxime Axetil

Tablets USP 500 mg

10 x 1 x 10 Tablets

COMPOSITION :

Each film coated Tablet contains:
Cefuroxime Axetil (Amorphous) USP
equivalent to Cefuroxime..... 500 mg

Storage: Store at a temperature not
exceeding 30°C. Protect from light and
moisture.

Keep the medicine out of reach of children.
Refer package insert for dosage and
administration.

Rx - Thuéc ké don

ROXIMCZ-500

Vién nén bao phim

SDK: DNNK:

Thanh phan dwoc chat: Cefuroxim axetil 601,42
mg twong du'crng cefuroxim 500 mg.

Quy cach: Hop 1 vix 10 vién. Hop lon chira 10
hop nhd. Chi dinh, cach dung, chéng chi dinh
va cac lhong tin khac: Xem t& huéng dan st
dung. S6 16 SX, NSX, HD: Xem Batch No., Mfg.
Date, Expiry Date trén bao bi (ngay hét han la
ngay cudi clng clia thang hét han). TCCL UsP.
Bao quan: Duéi 30°C, tranh anh ang va am.
San xuat boi: Zeiss Pharma Limited, dia chi:
Unit Il IGC Phase I, Samba, Jammu & Kashmir,
184121, An Db.

Dé xa tam tay tré em.

Doc ky huwréng dén sir dung trude khi ding.

Cefuroxime Axetil

Tablets USP 500 mg

ZAP Mfg. Lic. No.:
A\ 4 Reg. No.
Batch No.
Mfg. Date NVZ
48 x 32 mm
Expiry Date
8||90801 3117811 7||
Manufactured by:
3 Zeiss Pharma Limited
&” Unitll IGC Phase Il, Samba,
10 X 1 X 10 Tab|ets Jammu & Kashmir, 184121, INDIA
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Cefuroxime Axetil
Tablets USP 500 mg

ROXIMCZ

COMPOSITION :

Each film coated Tablet contains:
Cefuroxime Axetil (Amorphous) USP
equivalent to Cefuroxime............... 500 mg

Dosage: As directed by the Physician.
Store at a temperature not exceeding 30°C.
Protect from light and moisture.

Keep the medicine out of reach of children.
Refer package insert for dosage and administration.

Rx - Thuéc ké don

Vién nén bao phim ROXIMCZ-500
sBK: _ DNNK:
Thanh phéin duoc chat: Cefuroxim axetil 601,42 mg tueng
duong cefurexim 500 mg. .

Quy cach: Hop 1 vi x 10 vién. Chi dinh, cach ding, chéng chi
dinh va cac théng tin khac: Xem té huéng dan sl dung.

S6 16 SX, NSX, HD: Xem Batch No., Mfg. Date, Expiry Date trén
bao bi {ngay hét han la ngay cudi cuing cla thang hét han).
TCCL: USP. Bdo quan: Duéi 30°C, tranh anh dng va am.

Dé xa tim tay tré em.

Boc ky hudong dén sir dung trurde khi ding.

ROXIMCZ

-500

Mfg. Lic.No.:

1 x 10 Tablets

Reg. No.

Batch No. NVZ
Mfg. Date 30 x 22 mm
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Sén xudt béif Manufactured by:

Zeiss Pharma Limited
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Cefuroxime Axetil Tablets USP 500 mg

Each film coated Tablet contains
Celuroxime Axetil (Amorphous) USP
equivalent to Cefuroxime............... 500mg

Storage: Store al a lemperaturs nof excesding 30°C.
Protect from light and moisture.

Dosage :
As directed by the physician.
Keep the medicine out of reach of children

Refer package insert for dosage and administration

Mg Lic. Mo
IRag. Mo.

€

Zeiss Parma Limited
nit |l 1GC Phaee ||, Sambs,
Jammu & Kashmr, 1841271, INDIA

ZPLTFIST-00

¥ RoXIMCZ £S00 4 ROXIMCZ /5004

WICN b L WSy § e
BOWES | SRS D81 (1 UN
PEILL| ] EULIEYS SS0F

&

‘o "By

05 LVl ?

o317 BN

FOOSY/ ZoWiX0u SIFO0SY ZOWIXOY 4

vapegsuwpe pue afesop joy pasu ebeyoed J-a\;a-u_‘“:‘—__

UeUpIIYD 40 UIee JO N0 eujoipew ey) desy
‘uemniefyd ey Ag pepeaulp sy
: sBesog

“ungesow pue iyl way ey

00 Bupaemxe jou aimeiadue) € 2 ans ebeimng
Bw gog o auwcinyan) o) juaganba
51 (ENoydIcLy) ey aLEmnjan

ISUIEJUOD JE|QEL PEjEaD WY yoeg

B 00S dSN SI3IGRL NaXY aLuXIj3)

Foos-/ ZOWIXOH 4

Jeuiiog M;mlm ut pajurad aq
pmoys ajec ‘dxg pue aye S

"papod 0a13)5 aq [im 3B(]
“dxg pue areq S “oN g,




https://trungtamthuoc.com/

Rx — Thube nay chi ding theo don thude
ROXIMCZ-500

Dé xa tim tay tré em
DPoc kj huong din sir dung trude khi ding

THANH PHAN CONG THUC THUOC

MJi vién nén bao phim c6 chira:

Thanh phan duge chat: Cefuroxim axetil 601,42 mg twong duong cefuroxim 500 mg

Thanh phin t4 dwge: Cellulose vi tinh thé, colloidal silicon dioxid, hydrogenated castor oil, natri
laury] sulfat, croscarmellose natri, hypromellose 2910 3mPa.s, hypromellose 2910 15mPa.s, titan
dioxid, talc.

DANG BAO CHE
Vién nén bao phim.
Vién nén bao phim mau tring, hinh thuén dai, hai mat nhén.

CHI PINH
Cefuroxim axetil 14 tién chét dang udng cta cefuroxim, khang sinh diét khudn nhém cephalosporin,
duoc chi dinh dé didu tri nhimg nhiém khuén sau day do vi khudn nhay cam gdy ra.

Viém hong/viém amidan nhe dén trung binh gy boi Streptococcus pyogenes & ngudi 1ém va tré em

tir 13 tudi trd 1én,

Céc gi6i han str dung:

e Hiéu qua cla cefuroxim axetil trong du phong sbt thfip khop chua dugc xac dinh trong céc thir
nghiém lam sang,

e Hiéu qua cla cefuroxim axetil trong didu tri céc ching Streptococcus pyogenes khéng penicillin
chua duge ching minh trong céc thir nghiém 1am sang.

Viém tai giita cép tinh do vi khuan Streptococcus pneumoniae, Haemophilus influenzae (bao gdm

cac ching sinh B-lactamase), Moraxella catarrhalis (bao gom céc chung sinh B-lactamase) hodc

Streptococcus pyogenes & tré em (c6 thé ubng dwgc nguyén vién thudc).

Viém xoang ham cép tinh nhe dén trung binh do vi khudn Streprococcus preumoniae hoic

Haemophilus influenzae (céc ching khong sinh B-lactamase) & ngudi 16n va tré em tir 13 tudi trds 1én.

Céc gidi han sir dung:

Hiéu qué ctia cefuroxim axetil d6i véi nhiém khudn do cac ching Haemophilus influenzae sinh

B-lactamase hodc Moraxella catarrhalis & bénh nhén viém xoang ham ca’ip tinh do vi khuén chua

dugc thiét 14p do khong du s lugng cc chiing phén lp nay trong céc thir nghiém 1am sang.

~ Céc dot kich phat cdp cta viém phé quan man tinh nhe dén trung binh gdy béi Streptococcus

preumoniae, Haemophilus influenzae (cdc chung am tinh B-lactamase) hodc Haemophilus
parainfluenzae (céc ching am tinh B-lactamase) & ngudi 16n va tré em tir 13 tudi trd 1én.

Nhi&m khuén da va cdu tric da khong bién chimg gy boi Staphylococcus aureus (bao gdm céc
chiing sinh B-lactamase) ho#ic Streptococeus pyogenes & ngudi 16m va tré em tir 13 tudi trd 1én.
Nhiém khuan duéng tiét niéu khong bién chimg gdy boi Escherichia coli hoic Klebsiella
preumoniae & ngudi 16m va tré em tir 13 tudi trd 1én.

Nhi&m 13u cau khéng bién chimg do céc ching sinh hofic khéng sinh penicillinase gay bai Neisseria
gonorrhoeae & ngudi 16m va tré em tir 13 tudi tro 1én.

Piéu tri bénh Lyme & giai doan sém gay bdi Borrelia burgdorferi & ngudi 16m va tré em tir 13 tudi
trd 1€n.
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Pé giam su phat trién ctia vi khuan khang thude va duy tri higu qua ctia cefuroxim axetil va céc khéng
sinh khéc, chi nén sir dung cefuroxim axetil dé didu tri hodc ngin ngira cac bénh nhiém khuén khi da
xéc dinh hodic nghi ngd cao la do vi khudn gy ra. Can phai xem xét cac thong tin vé d6 nhay cam néu
¢6 dé lya chon hodic diéu chinh liéu phép khang khuan thich hop. Trong truémg hop khéng c6 sin dit
liéu, dich t& hoc dia phuong va cac mé hinh thir nghiém do nhay cam c6 thé gop phén vao viée lua chon
liéu phap diéu tri theo kinh nghiém.

CACH DUNG, LIEU DUNG

Céch dung

Dung dwdng ubng, uéng thudc cling hodc khong cling thirc an.

Vién nén cefuroxim axetil va hdn dich uéng cefuroxim axetil khdng tuong duong sinh hoc va do dé
khéng thé thay thé trén co s& mg/mg.

Dung thubc cefuroxim axetil can tun theo huéng dan vé lidu luong.

Nhimg bénh nhan tré em (tir 13 tudi tr& 1én) khéng thé nudt nguyén vién thude thi nén ding
cefuroxim axetil dudi dang hdn dich udng vi vién thudc c6 vi rat ding khi nghién nat.

Khong nén bé vién thudc nay dé 1dy lidu 250 mg ma nén sir dung cac thudc vién cefuroxim ham
lugmg 250 mg c6 trén thi truong dé thay thé.

Liéu ding

Béng 1. Huéng din vé lidu dung thude cho bénh nhan ngudi 16n va tré em

Loai nhiém khuén Lidu diing Théi gian
diéu trj

Ngudi 16m va thanh thiéu nién (tir 13 tudi tré 1én)

Viém hong/viém amidan 250 mg mbi 12 gid | 10 ngay

(nhe dén trung binh)

Viém xoang ham cap tinh do vi khuén | 250 mg m&i 12 gi& | 10 ngay

(nhe dén trung binh)

Cac dot kich phéat cdp cta viém phé | 250 hodc 500 mg | 10 ngay®

quan man tinh mdi 12 gior

(nhe dén trung binh)

Nhi€m khuan da va cau tric da khéng | 250 hogc 500 mg | 10 ngay

bién chimg mdi 12 gid

Nhiém khuidn duong tiét nigu khong | 250 mg mdi 12 gid | 7 - 10 ngay

bién chimg

Nhiém l4u cau khong bién chimg 1000 mg Liéu duy nhét

Bénh Lyme ¢ giai doan sém 500 mg mi 12 gio | 20 ngay

“ Tinh an toan va hiéu qua cla cefuroxim axetil ding dudi 10 ngdy & bénh nhan bj dot kich phat cép
cta viém phé quan man tinh chua duge xac dinh.

Khéng c6 kinh nghiém dung cefuroxim axetil cho tré duéi 3 thang tudi.

Suy thén:

Cén diéu chinh khoang céch lidu d6i véi nhimg bénh nhén c¢6 do thanh thai creatinin duéi 30
ml/phuit, nhu néu trong Bang 2 duéi day, vi cefuroxim dwgc thai trir chi yéu qua than.
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Bang 2. Huéng dan vé liéu dung thube cho bénh nhan ngudi 16m suy than

D{ thanh thai creatinin Liéu khuyén cido

> 30 ml/phat Khéng cén thiét diéu chinh liu

10 dén < 30 ml/phut Liéu théng thuong mdi 24 gio

< 10 ml/phit (khéng c6 thdm | Liéu théng thuong mdi 48 gid

phén mdu)

Thim phén méu Nén diing thém mét liéu thong thuomg & cudi
giai doan thim phén

Suy gan:
Khéng c6 dit liéu trén bénh nhéan suy gan. Vi cefuroxim chu yéu duoc dao thai qua than nén rdi loan
chirc nang gan duoc cho 12 s& khong anh huéng dén duge dong hoc cia cefuroxim.

CHONG CHI PINH

Qué mén véi hoat chét cefuroxim axetil hodc bat k¥ thanh phén nao cua thudc.

Bénh nhan c6 tién sir qua min véi cac khang sinh nhém cephalosporin.

Bénh nhén c6 tién sir qua min nghiém trong (nhu séc phan vé) véi khang sinh nhém B-lactam (cac
penicillin, monobactam hay carbapenem).

CANH BAO VA THAN TRONG KHI DUNG THUOC

Phén fng qui mén

Cén than trong dic biét dbi v&i nhimg bénh nhén c6 tién sir phan img dj tmg véi céc penicillin hodic
cac B-lactam khac vi ¢6 nguy co phan tmg chéo. Gidng nhu tit ca cic khang sinh B-lactam khac, céc
phan img qua man nghiém trong va dbi khi gy tir vong d3 dugc béo cdo. Pa ¢ bio cdo vé phéan
img qué mén tién trién dén hoi chimg Kounis (co thit mach vanh cép tinh do dj img c6 thé din dén
nhdi mau co tim). Trong trudmg hop xdy ra phan img qua man nghiém trong, phai ngimg diéu tri
bang cefuroxim ngay l4p tirc va tién hanh céc bién phép cip ciru thich hop.

Trudce khi bit dau diéu tri, cdn xac dinh xem bénh nhan c6 tién sir phan tmg qua mén nghiém trong
v6i cefuroxim, céc cephalosporin khéc hodc véi bat ky loai thudc B-lactam nao khac hay khong.
Cén than trong khi ding cefuroxim cho bénh nhan ¢6 tién sir man cdm khong nghiém trong véi cac
thube B-lactam khac.

Phin irng bit lgi nghiém trong trén da (SCARS)

Céc phan tmg bét loi nghiém trong trén da bao gbm: hoi chimg Stevens-Johnson (SJS), hdi chimg
hoai tir da nhiém déc (TEN) va phan (mg véi thudc ting bach cAu 4i toan va céc triéu chimg toan
than (DRESS), ¢6 thé de doa tinh mang hodc gdy tir vong, da dugc bdo céo lién quan dén diéu trj
bing cefuroxim.

Bénh nhan nén dugc din vé cic diu hiéu, triéu chimg va theo ddi chit ché cac phan (mg trén da.
Néu xuit hién cdc déu hidu va triéu chimg goi ¥ nhimg phan tmg trén, nén ngimg st dung
cefuroxim ngay 1ap tirc va can nhéc diéu tri thay thé. Néu bénh nhan da xuét hién phan img nghiém
trong nhu SJS, TEN hod#c DRESS khi sir dung cefuroxim, khong duge bat dau lai didu tri béng
cefuroxim & bénh nhan bat ci lic no.

Phan rng Jarisch-Herxheimer

P4 gip phan img Jarisch-Herxheimer sau khi ding cefuroxim axetil dé diéu tri bénh Lyme. D6 la
két qua tryec tiép tir hoat tinh diét khudn cuia thude ddi véi vi khuén gay bénh Lyme, 1a xoén khuén
Borrelia burgdorferi. Nén cho bénh nhéan biét r&ng phén (mg nay 13 pho bién do viée diéu tri bénh
Lyme bang khang sinh va thudng tir khoi.
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Su phat trién qua mire ciia cde vi sinh vit khong nhay cam

Ciing nhu nhimg khang sinh khac, ding cefuroxim axetil c6 thé gy phat trién qua muc ném
Candida. Str dung kéo dai ¢6 thé gay phat trién qua mic nhimg vi khudn khong nhay cam khac (vi
du Enterococci va Clostridium difficile), ¢6 thé can phai ngét doan diéu tri.

Viém dai tring gia mac lién quan dén khéng sinh d4 dugc bo céo véi hdu hét cac tAc nhan khang
khuén, ké ca cefuroxim va c6 thé & muc d6 tir nhe dén de doa tinh mang. Phai xem xét chén doan
ndy & nhitng bénh nhén bj tiéu chay trong hofic sau khi ding cefuroxim. Nén ngimg diéu trj bing
cefuroxim va 4p dung bién phap didu tri dic hiéu dbi v6i Clostridium difficile. Khéng duoc ding
cac thudce trc ché nhu dOng rudt.

Can thiép vao cdc xét nghiém chin dodn

Viée sir dung cefuroxim c6é lién quan dén xét nghiém Coombs duong tinh c6 thé anh huéng dén
phéan img mdu chéo.

Phan img duong tinh gia v&i glucose trong nude tiéu c6 thé xay ra voi cée xét nghidm khir ddng (vi
du: dung dich Benedict hoac Fehling), nhung khong xay ra véi céc xét nghiém glucose niéu phuong
phép sir dung enzym. '

Vi két qua 4m tinh gia c6 thé xdy ra khi diing xét nghiém ferricyanid, nén sir dung phwong phép
glucose oxidase hay hexokinase dé xac dinh néng d¢ glucose trong mau hozc trong huyét twong &
nhitng bénh nhan dang dung cefuroxim axetil.

Su hién dién cia cefuroxim khéng can tré viée xét nghiém creatinin huyét thanh va nuée tidu béng
phwong phép picrat kiém.

T4 dwoe

Thube nay c6 chira dusi 1 mmol (23 mg) natri trong mdi vién, vé co ban dugc xem nhu “khéng
chira natri”.

Thudc ¢6 chira hydrogenated castor oil ¢6 thé gy réi loan tiéu héa nhe va tiéu chay.

SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU

Phu nix ¢6 thai

C6 rét it dix liéu vé viéc sir dung cefuroxim & phu nit c¢é thai. C4c nghién ciru trén dong vat khong
cho thy tdc dung c6 hai ndo d6i v6i qué trinh mang thai, si phat trién cta phéi thai hodc thai nhi,
qua trinh sinh nd hodc sy phat trién cia tré sau sinh. Chi nén sir dung cefuroxim cho phu nit ¢6 thai
khi can nhic loi ich vuot trdi so véi nguy co.

Phy nir cho con bi

Cefuroxim dugc bai tiét vao sira me véi lwong nho. Tic dung khéng mong mudn & lidu didu tri
thuémng khong xay ra, nhung khong thé loai trir nguy co méc bénh tidu chdy va nhiém nim niém
mac trén tré bi me. C6 thé phai ngimg cho con b do nhitng anh huéng nay. Kha ning gdy min
cam ciing can dugc dé y. Chi nén sir dung cefuroxim trong théi ky cho con b1 sau khi 43 dénh gia
loi ich/nguy co.

Kh4 ning sinh sin

Khong c6 dit liéu vé anh hudng cua cefuroxim axetil ddi véi kha nang sinh san & ngudi. Cac nghién
ctru sinh sin trén dong vat cho thiy khong c6 anh hudémg dén kha ning sinh san.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Chua ¢6 nghién ciru ndo duge thuc hién vé anh hudng ciia thuc 1én kha ndng lai xe va vén hanh
méy méc. Tuy nhién, vi thudc c6 thé giy chong mit nén phai canh bdo bénh nhan thén trong khi lai
xe hodc van hanh méay moc.
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TUONG TAC, TUONG KY CUA THUOC

Twong tac thube

Nhimng thudc lam giam do acid dich vi ¢6 thé lam giam sinh kha dung cua thudc so véi khi & trang
thai d6i va c6 xu huéng hiy bo tac dyung ting cudng hip thu sau khi an.

Twong ty nhu nhiéu khang sinh khéc, cefuroxim axetil c6 thé anh hudéng t6i hé vi khudn dudmg
rudt, din dén giam tai hip thu oestrogen va giam hiéu qua cua thudc tranh thai két hop.

Cefuroxim dugc bai tiét qua loc cdu than va bai tiét & éng thin. Khong nén sir dung ddng thoi véi
probenecid. Ding thudc ddng thoi véi probenecid 1am ting déng k& ndng do dinh, dién tich dudi
dudmg cong ndng d6 - thdi gian trong huyét thanh va thoi gian ban thai cta cefuroxim.

Sir dung dong thoi vé6i thude chéng déng mau ding duong udng c6 thé 1am ting INR.

Twong ky

Do khéng ¢6 céc nghién ctru vé tinh tuong ky ctia thudc, khong trén 14n thude nay véi cée thude
khac.

TAC DUNG KHONG MONG MUON CUA THUOC

Céc tac dung khong mong muén thuémg gip nhat 1 phat trién quéd mic ndm Candida, ting bach
cAu 4i toan, dau d4u, chéng mit, rbi loan tiéu héa va ting enzym gan thodng qua.

Cac phan loai tan sudt tdc dung khéng mong muén duéi dy 1a u6c tinh, do khong c6 sin sé liu
phit hep (vi du nhu tir nhimg nghién ctru c6 di chimg véi gia dugc) dé tinh ty 1& dbi véi phan 16n
tdc dung khéng mong muén. Hon nita, ty 1¢ tdc dung khong mong muén lién quan dén cefuroxim
axetil c6 thé khac nhau tay thude chi dinh.

Dit liéu tir c4c thir nghiém lam sang lén dugc dung dé x4c dinh tAn sudt cua tac dung khéng mong
muén tir rat thuong gap dén hiém gap. Cac tfm suit ap dung cho tit ca céc tac dung khcmg mong
mudn khac (vi du tic dung khéng mong mudn xay ra < 1/10000) dugc x4c dinh chi yéu tir cac dir
liéu hau mai va nham néi dén ty 1é duqc bao cao hon 12 tAn suét thyuc sy. Chua cé sin dit 11¢u)

ctru ¢ ddi chimg véi gia duge. Cac tin sut duoc tinh todn tir div lidu nghlen ciru lam sang di
dir liéu lién quan dén thubc (do nghién ctru vién dénh gia). Trong m&i nhém tan suét, céc thc
khong mong mubn dugc trinh bay theo thi ty mirc d6 nghiém trong giam dan.
Céc phan (mg bit loi lién quan dén diéu tri, & tit ca cac clp d9, duoc liét ké dudi day theo’hé co
quan, tan suat va mirc do nghiém trong theo phén loai béi MedDRA.

Quy wée sau ddy dwoce sir dung dé phan loai tin suét cta céc tac dung khong mong mudn:

Rt thuomg gép (> 1/10), thucrng gip (> 1/100 dén < 1/10), it gap (> 1/1000 &n < 1/100), hiém gﬁp
(> 1/10000 dén < 1/1000), rét hiém gip (< 1/10000) va chua biét (khdng thé uéc tinh tir dit liéu sin
co).

Nhiém khuén vi nhiém ky sinh tring

Thudng gap: Phat trién qué mirc ndm Candida

Chua biét: Phét trién qué mirc Clostridium difficile

Roi loan méu va hé bach huyét

Thuong gip: Tang bach ciu 4i toan

ft gap: Xét nghiém Coombs duong tinh, giam tiéu cAu, giam bach cdu (d6i khi giam nang)

Chura biét: Thiéu mau huyét tan

Rdi loan tim

Chua biét: Hpi chimg Kounis

Réi loan hé mién dich

Chura biét: S6t do thudc, bénh huyét thanh, phan vé, phan tng Jarisch-Herxheimer

Réi loan hé thin kinh

Thuéng gip: Pau dau, chéng mat
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Réi loan hé tiéu héa

Thuong gip: Tiéu chay, budn nén, dau bung

it gap: Nén

Chua biét: Viém dai trang gia mac

Roéi loan hé gan - mit

Thuong gip: Ting thodng qua enzym gan (thuong c6 thé hdi phuc)

Chua biét: Vang da (chu yéu do & mét), viém gan

Roi loan da va mé duéi da

it gép: Phat ban da

Chua biét: May day, ngira, ban d6 da dang, hdi chimg Stevens-Johnson, hoai tir da nhiém ddc, phu
mach thén kinh, phan (mg véi thude tang bach cdu 4i toan va céc triéu chimg toan than (DRESS).
Théng bio ngay cho bac si hofic dwge si nhimg phan iimg c6 hai gip phai khi sir dung thudc.

QUA LIEU VA CACH XU TRIi

Qua liéu c6 thé dan dén di chimg than kinh bao gdm bénh no, co giat va hén mé. Cac triéu chimg
qué lidu c6 thé xay ra néu khong giam liéu thich hop & bénh nhén suy thén.

Nong dd cefuroxim trong huyét thanh c6 thé giam bing cach thim phan mau hay thdm phan phiic
mac.

PAC TINH DUQC LUC HQC

Nhém dwge ly: Khéng sinh nhém cephalosporin thé hé thir 2.

Mi ATC: JO1DCO2.

Co ché tiac dung _

Cefuroxim axetil dugc thity phan béi esterase thanh hoat chét c¢6 tinh khang khuén cefuroxim.

Cefuroxim trc ché tong hop thanh té bao vi khun bing céch gin két vai céc protein lién két véi

penicillin (PBP). Diéu nay gy gian doan sy tdng hop thanh té bao vi khuén (peptidoglycan), din

dén sir ly giai té bao va lam chét vi khuén.

Co ché dé khing caa vi khuén

Vi khuan dé khang véi cefuroxim c6 thé do mét hoic nhidu co ché sau:

- Thity phan béi cac B-lactamase, bao gdm (nhung khong gidi han) B-lactamase hoat phé rong
(ESBL), cdc enzym AmpC c6 thé dwge cam img hodc giai phéng 6n dinh & mot sé loai vi khuén
Gram 4m hiéu khi nhit dinh.

- Giam 4i lyc ciia cac protein lién két penicillin v6i cefuroxim.

- Tinh khéng thdm ctia mang ngoai vi khudn Gram am.

- Bom x4 khang sinh.

Cac vi khuén da d& khang véi cac cephalosporin tiém khéc dugc cho 1a s& dé khang véi cefuroxim,

Tay thude vao co ché khang thude, cac vi khudn dat duoge tinh trang khéng penicillin c6 thé giam d¢

nhay cam hodc @& khéng véi cefuroxim.

Cic diém gay (breakpoint)

Cac diém gay cta ndng do tc ché tdi thiéu (MIC) do Uy ban chau Au v& thir nghiém d nhay cam

v&i khang sinh (EUCAST) thiét 14p nhu sau:

Vi khuéin Diém giy (mg/l)
Nhay cim (S) Pé khing (R)
Enterobacteriaceae ** <8 > 8
Staphylococcus spp. Chu thich? Chi thich?
Streptococcus nhom A, B, C va G Chu thich? Chi thich?
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Streptococcus pneumoniae <0,25 >0,5
Moraxella catarrhalis <0,125 >4
Haemophilus influenzae <0,125 > ]

Céc diém gay khong lién quan dén loai! Khéng du dir liéu® Khoéng da dit ligu®

! Céc diém gdy clia cephalosporin véi Enterobacteriaceae gilp phat hién tét ca cic co ché khang thude quan
trong trén ldm sang (bao gdbm ESBL va AmpC qua trung gian plasmid). Cac diém gay cia mot sé chiing
sinh B-lactamase nhay cam hodc nhay cam trung binh vé&i cephalosporin thé hé thir 3 hodc thir 4 nén dugc
béo cao khi phat hién, tirc 14 sy hién dién hay ving mit cia ESBL khéng anh hudng dén viéc phén loai tinh
nhay cam. O nhiéu khu vuc, viéc phat hién va m6 ta dac diém ESBL dugc khuyén khich hodc bat budc
nhim muyc dich kiém soat nhiém khuan,

2 P6i véi nhiém khuan dudng tiét niéu khdng bién chimg (viém bang quang).

* Tinh nhay cam ciia tu cdu véi cephalosporin dugc suy ra tir tinh nhay cam vé6i methicillin, ngoai trir cac
khéng sinh ceftazidim, cefixim va ceftibuten chua dugc thiét 1ap diém gay va khong nén sir dung dé didu tri
nhiém khuén tu ciu.

4 Tinh nhay cam v6i B-lactam cua lién cau khuén tan méu beta nhém A, B, C vi G duge suy ra tir tinh nhay
cam vai penicillin,

5 Khéng du bang chimg cho thay loai duge d& cap 1a myc tiéu tét dé diéu trj véi thude. C6 thé c6 bao céo vé
MIC (ciing v6i chii thich) nhung khéng di kém phén loai S hoic R.

Tinh nhay cam -
Ty 1é khang thudc ¢6 thé khac nhau vé mit dia ly va thoi gian dbi v6i céc loai duge nghién ctru va ¢
can c6 thdng tin dja phuong vé tinh trang khéng thudc, dic biét khi diéu tri c4c bénh nhim khuén Al
néng. Khi can thiét, nén tham khao y kién ciia chuyén gia khi ty 1& khang thudc tai dia phuong cao -

£ . . . A ; » . . - A - [ 1 Ei
dén murc phai nghi ngd ve tac dung ctia cefuroxim axetil trong mot s6 loai nhiém khuan.

Cefuroxim thuéng c6 tac dung in vitro chdng lai céc vi khuan sau. o

Cic vi khuéin nhay cam thudng gip:

Gram duong hiéu khi: Staphylococcus aureus (nhay cam véi methicillin)*, tu cAu coagulase 4m
tinh (nhay cam véi methicillin), Streptococcus pyogenes, Streptococcus agalactiae

Gram &m hiéu khi: Haemophilus influenzae, Haemophilus parainfluenzae, Moraxella catarrhalis
Xodn khudn: Borrelia burgdorferi

Cic vi khuén da xuit hién khéng thude:

Gram duong hiéu khi: Streptococcus pneumoniae

Gram &m hiéu khi: Citrobacter freundii, Enterobacter aerogenes, Enterobacter cloacae,
Escherichia coli, Klebsiella pneumoniae, Proteus mirabilis, Proteus spp. (khong bao gdm
P. vulgaris), Providencia spp.

Gram duong ky khi: Peptostreptococcus spp., Propionibacterium spp.

Gram am ky khi: Fusobacterium spp., Bacteroides spp.

Cic vi khuén khang thube bim sinh:

Gram duong hiéu khi: Enterococcus faecalis, Enterococcus Jaecium

Gram am hiéu khi: Acinetobacter spp., Campylobacter spp., Morganella morganii, Proteus vulgaris,
Pseudomonas aeruginosa, Serratia marcescens

Gram am ky khi: Bacteroides fragilis

Khéc: Chlamydia spp., Mycoplasma spp., Legionella spp.

* Tat ca S. aureus khéng methicillin déu khang cefuroxim.

7/9



https://trungtamthuoc.com/

PAC TINH DUQC PONG HQC

Hip thu

Sau khi udng, cefuroxim axetil dugc hép thu tir dudng tiéu héa va nhanh chdng bi thuy phén trong
niém mac rudt va trong mau dé giai phéng cefuroxim vao vong tudn hoan. Hép thu téi wu xay ra khi
thu6e dwoc udng ngay sau khi an.

Sau khi udng vién nén cefuroxim axetil, ndng d¢ dinh trong huyét thanh (2,1 mcg/ml déi véi lidu
125 mg, 4,1 meg/ml dbi véi liéu 250 mg, 7,0 meg/ml déi véi lidu 500 mg va 13,6 meg/ml déi véi
liéu 1000 mg) xuat hién khoang 2 - 3 gi¢r sau khi thubc dugc uéng cung thirc an. Téc do hép thu cua
cefuroxim dang hdn dich giam so véi vién nén, dan dén ndng d6 dinh trong huyét thanh thdp hon va
giam sinh kha dung (giam 4 - 17%). Hon dich udng cefuroxim axetil khong twong dwong sinh hoc
v6i vién nén cefuroxim axetil khi thir nghiém & ngudi 16n khoe manh va do d6 khéng thé thay thé
dua trén co s& mg/mg. Dugc ddng hoc ciia cefuroxim la tuyén tinh trong khodng lidu udng tir 125
dén 1000 mg. Khéng c6 sy tich liiy cefuroxim sau khi uéng liéu lap lai 250 dén 500 mg.

Phén b6

Kha ning gin két v6i protein la tir 33 - 50% tuy thudc vao dang_thuéc dugc sir dyng. Sau khi cho
dung mét vién nén cefuroxim axetil 500 mg liéu duy nhat cho 12 ngudi tinh nguyén khde manh, thé
tich phén bé biéu kién 1a 50 L (CV%=28%). Nong dé cefuroxim vugt qué mic trc ché tbi thidu dbi
v6i cac mim bénh thong thudng cé thé dat duoc trong amidan, md xoang, niém mac phé quan,
xwong, dich mang phdi, dich khép, hoat dich, dich k&, mat, dom va thay dich. Cefuroxim di qua
hang rao méau ndo khi mang néo bj viém. o

Chuyén héa P
Cefuroxim khdng bi chuyén héa. ?:
Thai trir A Pl
Thoi gian ban thai trong huyét thanh 12 tir 1 - 1,5 gior. Cefuroxim duoc bai tiét qua loc cau than va MI
bai tiét & ng than. D3 thanh thai qua than nim trong khoang 125 - 148 ml/phtit/1,73 m?, i
Cic doi twong dic bigt =

Gidi tinh:

Khéng cé sy khéac biét vé duoc ddng hoc ciia cefuroxim dugc quan sat gifta nam va nir.

Ngudi cao tudi:

Khéng can than trong dic biét & bénh nhan cao tudi ¢6 chirc ning than binh thudng & lidu téi da
théng thuong 1a 1 g trén ngay. Bénh nhén cao tudi c6 nhidu kha ning bi suy giam chirc ning thén;
do d6, nén diéu chinh liéu theo chirc ning thin & ngudi cao tudi.

Bénh nhi:

O tré so sinh 16n (trén 3 thang tudi) va tré em, duge dong hoc ciia cefuroxim twong tur nhu & ngudi
1én.

Khong cé dit liéu thir nghiém 1am sang vé viéc str dung cefuroxim axetil & tré dudi 3 thang tudi.

Suy thdn.

Tinh an toan va hiéu qué cia cefuroxim axetil & bénh nhén suy than chwa duoc thiét 18p. Cefuroxim
chi yéu duge ddo thai qua than. Do dé, gibng nhwr véi cac loai khéng sinh khac, & nhitng bénh nhin
bi suy giam chirc néing than rd rét (tic la Cler < 30 ml/phut), nén giam liéu cefuroxim dé bu dip cho
sy thai trir chdm hon. Cefuroxim duge loai bo higu qua bing thim phan.

Suy gan:

Khéng c¢6 dit liéu trén bénh nhan suy gan. Vi cefuroxim chu yéu dugc dao thai qua thén nén réi loan
chtre nang gan dugc cho 1a s& khong anh hudmg dén dugc dong hoc cua cefuroxim.
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Méi quan hé duwoc dong hoc/dwge lue hoc:
Nhu céc cephalosporin khéc, chi s6 dugc dong hoc - duge lyc hoc thé hién mébi twong quan tot nhét
v6i hidu qua in vivo la ty 1¢ phan trim ctia khoang cach lidu (%T) ma ndng 4o khong lién két vin
duy tri cao hon ndng do e ché tdi thidu (MIC) ctia cefuroxim déi véi timg loai riéng 1€ (tic 1a %T
> MIC).

QUY CACH PONG GO1
Hop 1 vi x 10 vién. Hp 16n chira 10 hop nhé.

PIEU KIEN BAO QUAN
Béo quan duéi 30°C. Tranh anh sang va 4m.

HAN DUNG
36 thang ké tir ngay san xuét

TIEU CHUAN CHAT LUONG CUA THUOC
USP

CO SO SAN XUAT
Zeiss Pharma Limited
Unit I1 IGC Phase 11, Samba, Jammu & Kashmir, 184121, An D5.
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