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MAU GO
S6 16 san xut va han dung dugc dap ndi trén goi

Coug nde: RX Thude ban theo ddn
mbi goi chira Prescription only

126mg Cefuroxim (Dudi dang Cefuroxim axetil)
Hudng ddn si dyng: —= . 1 25

1 G4t tii theo duting ke trén nhan
Cefuroxim 125mg
Dudh dang Ceturoxim axetit
As Cefuroxime axetil

Gdl 4g - Sachats 49

I Bt pha hin dich udng
4 Khuly ky va udng ngay = Powder for aral suspension

va dic toan b thubc via ciic
2 Trang goi thufic bing nuoc.
3 D8 nude tir goi vao chic

Xin xem thém chi tiét trén t& hudng din st dung.
SBK Tiéu chuin: USP 34

CONG TY CO PHAN DUGC PHAM AM VI 2

4 B14-3,4-Budng N13-KCN Béng Nam-C0 Chi- TP HCM mfere
N e ‘ e Amvipharm

86 16 8x: HD
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MAU TO HUONG DAN SU DUNG THUOC

Bot pha hén dich l!fmg SORUXIM 125
Tiéu chuan: USP 30

THANH PHAN J}}f
Cong thirc cho 1 g6i 4 gam:

- Cefuroxime (Dudi dang Cefuroxime axetil).............. PPPPPR P PP PPl [ e [
- Té duge (Lactose, Lycatab DSH, Pudng, Aemsﬂ Aspanam Bél lhom mui tra1 cay) s v.d 1 g0 4 gam
DUQC LUC HQC

Cefuroxime 1a khéng sinh ban téng hop phd rong thuge nhom cephalosporin, thude uong la dang axetil este.
Cefuroxime axetil 1a tién chét cua cefuroxime, chat ndy c6 rét it hoat tinh khéng khuén khi chua bj thuy phan
thanh cefuroxime trong co thé sau khi dugc hip thu.

- Cefuroxime co hoat tinh khang khuan do trc ché téng hop vach té bao w khuan bang cach gén vao céc protein
dich thiét yéu (cic protem gan pemmlm) Nguyén nhén khang thubc c6 thé 1a do vi khudn tiét enzym
cephalosporinase, hogc do bién dbi céc protein gin penicilin.

- Cefuroxime c6 hoat tinh khéng khuén hiru hiéu va rat dic trung chéng nhiéu tac nhén gy bénh thong thuong, ké
ca cac chung tiét beta - lactamase/ cephalosponnase cua ca vi khuan Gram duong va Gram 4m. Cefuroxime dic
biét rét bén véi nhiéu enzym beta - lactamase cua vi khudn Gram am.

- Pho khdng khudn:

¥ Cefuroxime c6 hoat tinh khdng cdu khudn Gram dwong va Gram am ua khi va ky khi, ké ca hu hét cic ching
?mph; lococcus tlet pemc:lmase, va c6 hoat tinh kha’mg vi khuén dudmg rudt Gram am. Cefuroxim c6 hoat Iyc
cao, vi vay cb nung dd (e ché tdi thiéu (MIC) thap déi véi cac chung Streptococcus {nhom A B. C va G), cac
ching Gonococcus vi Meningococcus. Ban dau, cefuroxime vén ciing co MIC thap ddi voi cac chung
Gonococcus, Moraxella catarrhalis, Haemophilus influenzae va Klebsiella spp. tiét beta - lactamase. Nhung
hién nay, ¢ Viét Nam nhiéu vi khuan da khéng cefuroxime, nén MIC cua thude dbi vi cac chung nay da thay
doi. Céc ching Enterobacter, Bacteroides fragilis v Proteus indol dwong tinh da giam d nhay cam vdi
cefuroxime.

- Céc chung Clostridium difficile, Pseudomonas spp.. Campylobacter spp. Acinetobacter calcoaceticus,
Legionella spp. déu khong nhay cam vdi cefuroxime.

- Céc chung Staphylococcus aureus, Staphylococcus epidermidis khang methicilin déu khang ca cefuroxime.
Listeria monocyrtogenes va da so chung Enterococcus cling khang cefuroxime.

- Tinh hinh khing cefuroxime hién nay cta céc vi khuan gy bénh nhu sau: Enterococcus spp: 10%:; H.influenza:
23.3%: Shigella flexneri: 42,46%; Klebsiella spp: 43,6%: E. coli: 87.5%; Pseudomonas spp: 100%; Proteus
mirabilis: 100%; S. aureus: 100%; S. pneumonia 100%.

DUQC BONG HOC

- Sau khi ubng, cefuroxime axetil dugc hép thu qua du'(mg tiéu héa va nhanh chéng bi thuy phan ¢ niém mac rudt
va trong méu dé phong thich cefuroxime vao hé tudn hoan. Thube duge hap thu t6t nhét khi uéng trong bira n.
Néng do dinh cua cefuroxime trong huyét tuong thay doi tuy theo d.an g vién hay hdn dich.Thudc dat nong do toi
da 4 - 6 mg/lit vao khoang 3 gi¢ sau khi uong 250 mg hdn dich. N{mg do dinh trong huyct tuong cta hon dlch
ubng dat trung binh 75% nong do dinh trong huyét trong cia thude vién. Do do, thuc vién va hén dich ubng
cefuroxime axetil khong thé thay lhe nhau theo trong quan mgfmg

- C6 téi 50% cefuroxim trong hé tudn hoan lién két véi protein huyét tuong. Nira doi cua thudce trong huyét trong
khoang 70 phat va dai hon & ngudi suy than va ¢ tré so sinh.

- Cefuroxime phan bd rong khip co thé, ké ca dich mang phdi, dom, xwong, hoat dich va thiy dich. Thé tich phan
bb biéu kién & ngudi 16n khoe manh nim trong khoang tir 9,3 - 15,8 1it/1,73 m”. Cefuroxime di qua hang rao mau
ndo khi mang ndo bj viém. Thudc qua nhau thai va c6 bai tiét qua sira me.

- Cefuroxime khong bj chu\en héa va duqc thal trir & dang khéng bién dbi, khoang 50% qua loc cdu thin va
khoang 50% qua bai tiét o 6ng than. Thube dat ndng dg cao trong nude tiéu. Probenecid trc ché thai trir cefuroxim
qua ng than, lam cho ndng do cefuroxime trong huyét twong ting cao va kéo dai hon. Cefuroxime chi thai trir
qua mat voi lugng rét nho.

Nong dg cefuroxime trong huyet thanh bj giam khi thim tach.

CHI D!NH
Thudc udng cefuroxime axetil duge dung dé diéu trj nhiém khuén thé nhe dén vira & dudmg hé hip dudi, viém tai
gilra va viém xoang tai phét, viém amidan va viém hong tdi phat do vi khuén nhay cam gdy ra. Tuy nhién,
cefuroxime khong phai 12 thude lya chon hang dau dé diéu tri nhirg nhiém khuén ndy, ma amoxicilin mai la
thube uu tién sir dung hang ddu va an toan hon. Cefuroxime axetil cung duge diing dé diéu trj nhiém khuén
dudmg tlet niéu khong bién chimg, va nhiém khuan da va mé mém do céc vi khudn nhay cam gdy ra. Cefuroxime
axetil uéng ciing dugc ding dé didu tri bénh Lyme thdi ky diu biéu hién bing tridu chimg ban do loang do
Borrelia burgdorferi.

CHONG CHI PINH
Ngudi bénh 6 tién sir dj (mg vdi khang sinh nhém cephalosporin.
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THAN TRONG

- Trude khi bét diu didu tri bdng cefuroxime, phai diéu tra k¥ vé tién sir di (mg cta ngudi bénh voi cephalosporin,
penicilin hodc thude khac

- Vi ¢6 phan tmg qua man chéo (bao gdm phan img soc phan w;) xay ra gilra cdc nguoi bénh d] rng véi cac khéng
sinh nhém beta - lactam, nén phai thin trong thich déng, va sin sang moi thir dé diéu trj séc phan vé khi diing
cefuroxim cho ngudi bénh trude day da bj di tmg vdi penicilin. Tuy nhién, véi cefuroxime, phan (mg qué mén
chéo véi penicilin c6 ty ]¢ thap

- Mic ddu cefuroxime h:em khi gdy bién dbi chuc niing than, vin nén kiém tra than khi diéu tri b’c'mg cefuroxime,
nhat 13 & nguén bénh 6m ning dang ding liu t6i da. Nén than trong khi cho ngudi bénh ding dong thai voi cc
thudc 1o tiéu manh, vi ¢6 thé ¢6 tac dung bét lgi dén chirc ning thin.

- Dung cefuroxtme dai nga\ ¢6 thé lam céc ching khong nhay cam phét trién qua mirc. Can theo ddi ngudi bénh
can than. Néu bi boi nhiém nghiém trong trong khi diéu tri, phai ngimg sir dung thudc.

- Did co bdo cdo viém dai trang mang gia xay ra khi sir dung cac khang sinh phd rong, vi vy cin quan 1am chén
doan bénh nay va diéu tri béng metronidazol cho ngudi bénh bi tiéu chay ning do dung khang sinh. Nén hét strc
théin trong khi ké don khang sinh ph6 rong cho nhimg ngudi cé bénh dudmg tiéu hoa, dic biét 12 viém dai trang.
Da ghi nhin tang nhiém ddc than khi ding dong thoi cac khang sinh aminoglycosid va cephalosporin.

TH()'I KY MANG THAI

- Céc nghién ctru trén chudt nhét va chudt cong khong thdy c6 dau higu tén thuong kha nang sinh san hoic ¢6 hai
cho bao thai do thude cefuroxime.

- S dung khang sinh nay dé diéu tri viém thén - bé than & ngudi mang thai khong thdy xudt hién céc tac dung
khong mong mudn & tré so sinh sau khi tiép xdc véi thude tai tr cung ngudi me. Cephalosporin thuomg duge xem
la an toan su dung trong khi ¢0 thai.

- Tuy nhién, céc cong trinh nghién ciru chét ché trén ngudi mang thai con chua ddy du. Vi cic nghién ciu trén sic
vat khdng phai luén ludn tién doan dugc dép (mg cta ngudi, nén chi ding thude ndy trén ngudi mang thai néu

thét cén.
THOI KY CHO CON BU
Cefuroxime bai tiét trong sira me & ndng d¢ thép. Xem nhu ndng do nay khong c6 tic dong trén tré dang bu sira i
me, nhung nén  quan tam khi thay tre bi tiéu chay, tua va ndi ban. 3524
TAC DUNG KHONG MONG MUON (ADR) it
Théng béo cho béc sT cac téc dung khong mong mudn gap phai khi ding thue CONG
U tinh ty 1&¢ ADR khoang 3% s6 ngudi bénh diéu tri. /LU\/\ CO PH;
- Thwong gap i N . / pygcC Fi
* Toan than: Dau rat tai cho va viém tinh mach huyet khoi tai noi tiém truyén. '\M i
*  Tiéu hoa: Tiéu chay. &
* Da: Ban da dang san. _g:_.-,;;}l ™
- rgap =
* Toan than: Phan ung phan vé, nhiém nim Candida.
*  Mdu: Tang bach cau ua eosin, giam bach cdu, giam bach cu trung tinh, thir nghiém Coombs duong tinh.
* Tiéu héa: Budn non, non.
¥ Da Nbi may day. ngta.
#*

Tiét nigu - sinh dyc: Téng creatinin trong huyét thanh.
Hiém gap
Toan than: S6t
Mau: Thiéu méau tan mau,
Tiéu héa: Viém dai trang mang gia.
Da: Ban do da hinh, hji chimg Stevens - Johnson, hoai tir biéu bi nhim doc.
Gan: Vang da (r mat, ting nhe AST, ALT.
Thén: Nhiém ddc than 6 ting tam thm uré huyét, creatinin huyét, viém than ké.
Thén kinh trung wong: Con co giat (néu lidu cao va suy thdn), dau ddu, kich dong.
B phan khéc: Pau khép.
HUONG DAN CACH XU TRi ADR
- Ngung str dung cefuroxime; truomg hop dj img hodc phan (mg qué man nghiém trong can tién hanh diéu trj hd trg o
(duy tri thang khi va sir dung adrenalin, oxygen, uem tinh mach cortlcostermd) '
- Khi bj viém dai trang mang gia thé nhe, thu‘(‘mg chi cn ngirng thude. Véi céc truong hop vira va néng, cho truyen
dich va cht dién giai, b6 sung protein va diéu tri bing metronidazol (mdt thude khéng khuén c6 tac dung chong
viém dai trang do Clostridium difficile).
LIEU LU UNG VA CACH DUNG
Liéu heong thude uong:
Cefuroxime axetil 14 mgt acetoxymethyl ester ding theo dwdng udng & dang thude vién hay hén dich.
Nguai Ion:
Umm 250 mg, 12 gio mot 1an dé trj viém hong, viém a-mi-dan hofic viém xoang ham do vi khudn nhay cam.
LJona 250 mg hoac 500 mg, 12 gitr mot 1&n trong céc dot kich phat cép tmh cua viém phe quan man hoéc viém
phé quan cdp nhiém khuén thir phat hoic trong nhiém khuan da va mdé mém khong bién chimg. Ubng 125 mg
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hodc 250 mg, 12 gid mot lan, trong cac nhiém khudn dudng tiét niéu khong bién ching. Ubng liéu duy nhét 1 g
trong bénh lgu cb tir cung hodc ni¢u dao khong bién chirng hodc bénh Igu tryre trang khong bien chimg ¢ phu nir.
UO]‘IE 500 mg, ngay 2 lan, trong 20 ngay, trong bénh Lyme mdi mic.

Tre em:
Viém hong, viém amidan: Uong hén dich 20 mg/kg/ngay (t6i da 500 mg/ngdy) chia thanh 2 lleu nho: hodc udng 1
vién 125 mg c&r 12 gid mét ldn. Viém tai gitra, chée 16 dang hdn d:ch 1a 30 mg/kg/ngay (t6i da 1 g/ngay) chia
lam 2 liéu nho; dang vién la 250 mg, 12 gio mot 14n. Khong nén nghlen nat vién cefuroxime axetil, va do d6 doi
voi tré nho tudi dang hén dich s thich hqp hon.

Chu y: Khong phal than trong dic biét & nguoi bénh suy thin hodc dang thdm tach thén hogc nguoi cao tubi khi uong

khong qua l;eu t6i da thong thudng 1 g/ngay.

Liéu trinh diéu tri lhong ihufmg 1a 7 ngay.

Vién bao phim va hdn dich udng khong twong duong sinh hoe véi nhau, nén khong thé thay thé nhau theo tuong

quan mg/mg.
Khuyén cdo: véi liéu diing nho hon 250 mg thi diing dang bao ché ¢6 him lugng thich hgp.
TUONG TAC THUOC

- Giam tac dung: Ranitidin v6i natri bicarbonat lam giam sinh kha dung cua cefuroxim axetil. Nén ding cefuroxim
axetil céch it nhit 2 gi& sau thude khang acid hofic thude phong bé H,, vi nhitng thudc nay c6 thé 1am tang pH da
day.

- Tang tac dung: Probenecid liéu cao lam giam do thanh thai cefuroxim & than, 1am cho ndng d9 cefuroxime trong
huyét twong cao hon va kéo dai hon.

Tang dgc tinh: Aminoglycosid lam tang kha néng gay nhiém déc thén. )ﬂIA

TA(. DUNG POI VOI KHA NANG LAI XE VA VAN HANH MAY MOC: /
Thube c6 thé gdy dau ddu, kich dong nén than trong khi dung thube cho ngudi 1 xe va van hanh may méc.

Q[JA LIEU VA XU TRi

- Qud liéu cip: Phdn 16n thude chi gdy budn ndn, ndn, va ia chay. Tuy nhién, c¢6 thé giy phan (mg ting kich thich
thin kinh co va con co gidt, nhét | & ngudi suy than.

- Xir tri qua liéu: Can quan tam dén kha ning qua lidu cua nhiéu Ioat thudc, sy trong tic thude va dugc dong hoc
bat thudmg & ngudi bénh. Bao vé dudng hd hap cua ngudi bénh, hd trg thong thoang khi va truyen dich. Neu phét
trién céc con co giat, nglrng ngay sir dung thude; ¢6 thé sir dung liéu phép chong co glat néu coé chi dinh ve lam
sang. Tham tich mau c6 thé loai bo thude khoi méu, nhung phan 16n viéc diéu tri 13 hd trg hodc giai quyet tneu \
chimg. e

TRINH BAY: Hop 10 £0i x 4 gam

HAN DUNG: 36 thang ké tir ngay san xudt

BAO QUAN: Noi khd, mat, trénh dnh séng, nhiét do dudi 30°C

Thuoc nay chi diing theo sw ké don ciia bdc st
Dé xa tim tay tré em
Doc kj hwdng dan sie dung trwede khi ditng
Néu cén thém théng tin xin hoi § kién cia bdc si
Khong ding thuéc qud han hodc kém phim chit

CONG TY CO PHAN DUQC PHAM AM VI
Lé B14-3,4, Puong N13, KCN Péng Nam, huyén Ci Chi, TP.HCM

gayﬂS\ﬂK g 04 ndm 2014
ng g\uim ;
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Nguyew’ﬁ inh Ngoc Khué

PHO CUC TRUBNG
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