CEFUROVID®250

Poc ky hudng dén st dung trude khi dung
Dé xa tam tay tré em
Théng béo ngay cho béac sy hodc dudc sy nhiing tac dung khéng mong muén gép phai khi st dung thudc

THUGC KE BON

PHAN HUGNG

THANH PHAN, HAM LUGNG CUA THUBC: M8i vien nén bao phim chia:
# Hoat chit chinh: C: i
(Dubi dang cefuroxime axetil).

250mg

* Taduge: Avicel 102, natri croscarmellose, natri citrat, L-HPC 21, natri lauryl sulfat, acid stearic,
aerosil, bot talc, H.P.M.C 606, titan dioxyd, PEG 6000, phm mau quinolein lake.
MOTA SAN PHAM: Vién nén dai bao phim mau vang, mdt mt tron, mdt mét c6 vach ngang & gitta, canh va thanh vién lanh Izn.

QUI CACH BONG GOI: Hop 02 vi x 5 vién nén bao phim.
Hop 10 vi x 10 vién nén bao phim.
THUGC DUNG CHO BENH Gk:
Didu trj cac bénh nhi&m khugn do vi khuén nhay cam géy ra. Tinh nhay cim clia vi khudn d6i v6i cefuroxime s& thay d6i theo
dja Iy va thi gian, nén tham khdo d liéu v& tinh nhay cdm & dia phuong néu c6 (xem phén Dugc déng va Dugc lic hoc).

Chi dinh bao gm:
Nhi&m khugn dudng h8 hép trén, vi dy nhiém khuén tai-mi-hong nhu viém tai gita, viém xoang, viém amidan va viém hong.
Nhi&m khudn duding ho hép dudi nhu viem phdi, viem ph& quan cfp va nhiing dot kich phat c&p cla viém ph& quin man.
Nhi&m khugn ti&t nigu - sinh dyc nhu viém thén - bé than, viém bang quang va viém nigu dao.
Nhi&m khu&n da va md mém nhu nhot, bénh mé da va chéc 18.
Bénh I3y, viém niéu dao cép khdng bién chiing do 13u ciu va viém cf tif cung.
Didu tri bénh Lyme & giai doan sém va phong ngifa ti& theo bénh Lyme giai doan mudn & ngudi 16n va tré em trén 12 tdi.
NEN DUNG THUGC NAY NHU THE NAO VA LIEU LUGNG:
Céch ding va dudng ding:

4 Dang theo dudng udng.

@ Nén udng vao bla an.
Lidu dimg:

4 Ngudi 6n va tré em trén 12 tudi:

— Nhi&m khuZn tai mai hong (viém hong, viém tai giita, viém xoang): ung 250mg hoc 500mg, 12 giy mét 14n. Thai gian didu tri
10 ngay.
Nhi&m khu&n hd hap dudi: udng 250mg hoc 500mg, 12 gid mét 1an, Thai gian diéu tri 10 ngay véi dot bing phat cla viém ph&
quén man tinh, va tiI 5 - 10 ngdy véi viém ph& quan cdp tinh c6 kém bdi nhiém.
Viém phdi m¥c phii tai cdng ddng cho bénh nhan ngoai trt: ung 500mg, 12 gio mot I4n. Thai gian didu trj 10 - 14 ngay.
Nhi&m khudn tiét niéu khong bién chdng, nhi&m khudn da va m6 mém: udng 250mg hojic 500mg, 12 gid mét l4n, trong 10 ngay.
— Bénh Lyme m6i méc: uhg 500mg, 12 gie mot I4n, trong 20 ngay.
& Tré em i 6 tudi d&n 12 tudi: Nhi&m khuZn tai mi hong (viém hong, viém tai giiia, viém xoang): usng 250mg, 12 gid mot Iin.

Thai gian diéu tri 10 ngay.

# Tré em tir 3 théng d& 6 tufi: Khong ding dang bo ché nay, ding dang bao ché khac c6 ham Iugng pht hap.
& Tré em dudi 3 théng tui: Chua co kinh nghiém ding cefuroxime cho déi tugng nay.
4 Ngudi suy thin:
— Tinh an toan va hiéu qué clia cefuroxime & nhiing bénh nhan suy thin chua dugc xac lap.
— Cefuroxime dugc dao thai chil y&u bdi than. Nén giam liéu cefuroxime & bénh nhan bi suy gidm chdc nang than dé bd cho viéc bai
tiét thudc bj cham hdn ngudi c6 chdc nang thén binh thuding (xem phén Liéu lugng va cich ding). Thdm phan méu cb thé loai
b cefuroxime mdt céch hiéu qua.
Liéu dé nghj cho ngudi suy thin:

o000

Hé 56 thanh thii creatinin T1/2 (gid) Lidu dé nghj
> 30ml/min/1,73m’ 1,4-2,4 Khéng cén diéu chinh liéu
(Lidu chuéin 125mg holic 500mg, 2 I&n/ngay)
10 - 29ml/min/1,73m’ 4,6 Liéu chuén c& nhan mé&i 24 gio
< 10ml/min/1,73m* 16,8 Liéu chudn ca nhan m¥i 48 gio
Pang th&m phan méu 2-4 B3 sung mot don lidu chuén ca nhan & cusi mai 14n thdm tach

# Ngudi suy gan: Chua c6 sin d liéu nghién ctu trén bénh nhan suy gan. K& tiY khi biét cefuraxime dugc thai trf chli y&u qua than,
sy hién dién cia r8i loan chdc niing gan duge ky vong s& khéng dnh hudng dén duge ddng hoc ciia cefuroxime.
Chi y: Khong cb tudng dudng sinh khd dung gita dang vién nén va dang hdn dich udng nén khang thé thay th€ hai dang nay cho
nhau dya trén qui ddi mg/mg.
KHI NAO KHONG NEN DUNG THUGC NAY:
® Bénh nhan cb tién sit dj dng véi khang sinh nhém cephalosporin hozic véi bét cf thanh phén nao ciia thufc.
# Bénh nhan di ing v6i khang sinh nhom B-lactam (penicili k bay
TAC DUNG KHONG MONG MUGN:
Thong gép: 1/100 < ADR < 1/10
4 Tiéu héa: tiéu chay.
¢ Da: ban da dang sn.
t gap: 1/1.000 < ADR < 1/100
# Toan than; phan dng phan v&, nhim ném Candida.
# Mau: tang bach cdu ua eosin, gidm bach ciu, gidm bach ciu trung tinh, thif nghiém Coombs duong tinh.
@ Tiéu héa: budn ndn, non.
4 Da: mdy day, ngta.
Hiém gap: 1/10.000 < ADR < 1/1.000
# Toan than: s6t.
® Mau: thiéu méu tan mau.
# Tieu héa: viem dai trang mang gia.
¢ Da: héng ban da dang, hgi ching Stevens—Johnson, hoai tif biéu bt nhi&m dgc.
¢ Gan: vang da & mat, tang nhe AST, ALT, phosphatase kiém, LDH va néng do bilirubin huyét thanh thoang qua.
# Tiét niéu - sinh dyc: suy thin c&p va viém thén ké. Tang uré huyét, ting creatinin huyét. Nhiém tring tiét niéu, dau than, dau nigu
dao hoiic chdy mau, tiéu tién kho, viém 4m dao, nhidm nim Candida 4m dao, ngtfa va kich dng 4m dao.
¢ Thén kinh trung uong: cdn co gigt (néu liéu cao va suy than), dau d4u, kich dong.
@ Bo phan khac: dau khép.

NEN TRANH DUNG THUGC HOAC THYC PHAM G KHI PANG SU DUNG THUGC NAY:

# Ting tac dung clia cefuroxime: Probenecid liéu cao 1am gidm dd thanh thi cefuroxime & than, [am cho ndng d4 cefuroxime trong
huyét tuong cao hdn va kéo dai hon.

# Tang doc tinh: Cefuraxime dang déng thdi véi cac thudc khang sinh aminoglycosid, cephalothii hal
thudc Igi tiéu manh (nhu furosemid) c6 thé 1am tang doc tinh d6i vai than.

# Giam tic dyng ciia céc hormon sinh dyc n@: Cefuroxime axetil dang dudng usng c6 thé anh hudng dén hé vi khudn chi & rugt,
lam gidm tai hdp thu estrogen, do d6 c6 thé lam gidm tac dung clia cic thudc tranh thai dubng ubhg c6 chda estrogen va
progesteron,

@ 5ir dung déng thdi véi thudc chéng dong dudng ung c6 thé lam ting thdi gian dong méu.

CAN LAM G KHI MOT LAN QUEN DUNG THU§C: Néu quén mot lidu, nén ung thudc cang som cang t6t. Nhung néu da gén dén
ltc udng liu tiép theo, chi ding liu sau ma théi. Khéng nén ding liéu déi hay thém lidu dé ba vao lidu quén uing.

CAN BAO QUAN THUBC NAY NHU THE NAO: Bao quan nai kho, nhiét do khong qua 30°C, tranh &nh sang.

NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUGC QUA LIEU: Busn nén, nén, va tiéu chdy. Tuy nhién, c6 thé gay phan
(g t3ng kich thich th&n kinh ca va con co gigt, nhét 12 8 ngudi suy than.

CAN PHAI LAM Gl KHI DUNG QUA LIEU KHUYEN CAO: Trong trudng hgp qua liéu xy ra, d& nghi dén ngay co s8 y t€ gdn nhat d&
nhén vién y t€ c6 bién phap xir trf kip thai.

NHONG PIEU CAN THAN TRONG KHI DUNG THUSC NAY:

# Vi cic ngubi bénh c6 tién sif man cdm v6i cephalosporin, penicilin, hoic véi cac thusc khac.

@ Phan (ng qué min véi biéu hién da dang: s6t, ngda, dd da, may day, hi ching Stevens-Johnson, héng ban da dang, hdi ching
hoai tif thugng bt nhiém ddc, phan ng gidng bénh huyét thanh, pht mach va tham chf phan tng phan vé c6 thé x3y ra khi sif
dyng cefuroxime axetil.

4 Ngudi bénh dj tng v6i khang sinh nhém beta-lactam.

4 Kiém tra chdc nang thgn & ngudi bénh ning dang dang liéu 16i da khang sinh.

# Khi ding déng thai véi cac thusc Igi tiéu manh, khang sinh aminoglycosid va cephalosporin.

4 Ding dai ngay c6 th€ gay bgi nhidm.

@ Thudc cb thé gdy viém dai trang gia mac, than trong khi ding cho ngudi bénh cb tién s dudng tiéu hoa, dic biét 12 viem dai trang.

@ Mt s8 khang sinh cephal in (trong d6 c6 c6 kha nang gy dong kinh, dic biét bénh nhan cb chic nang than suy
gidm ma khang dugc higu chinh gidm lidu khang sinh. Trong qué trinh diéu trj néu xust hién co gigt nén ngiing thusc va sir dung cic
thudc diéu tri dong kinh phil hgp.

@ Dj an toan va hiéu qua clia cefuroxime axetil trén bénh nhi nhé hon 3 thang tudi chua dugc thigt Iap.

Anh hudng trén céc xét nghiém chén doan:

@ Sy phét trién clia thd nghiém Coomb duong tinh lién quan dén viéc sii dung cefuroxime c6 thé gay trd ngai cho viéc két hop chéo
v8i méu (xem phén Téc dyng khng mong muth).

@ Vi c6 thé xdy ra két qua am tinh gia trong thi nghiém ferricyanid, nén st dung c hai phuong phap glucose oxidase hogc hexokinase
dé xac dinh néng dd glucose trong méu/ huyét tuong & bénh nhan ding cefuroxime axetil.

PHY NU MANG THAL:

4 Chcnghi en chudtnhatva thd kh inhsan hodc c6 hai choblothai doth

@ Sit dyng khang sinh nay dé diéu trj viém thgn-bé than & ngudi mang thai khong thdy xust hién cc tac dung khéng mong muén &
1r8 sd sinh sau khi ti€p xic véi thudc tai tif cung ngudi me, cephalosporin thuding dugc xem 12 an toan sif dung trong khi c6 thai.

@ Tuy nhién céc cong trinh nghién ctiu chit ché trén ngudi mang thai con chua ddy dil. Vi cic nghién cdu trén stc vat khang phai
ludn ludn tién doan dugc dap dng cila ngudi, nén chi ding thudc nay trén ngudi mang thai néu that can.

PHY N’ CHO CON BU:
Cefuroxime bai tiét trong sifa me & ndng do thép. Nguy co gay téc dung khong mong muh (trén he vi khudn chf & dudng tiéu héa,
tac dong tryc ti€p, kha nang lam anh hudng dén két qua nudi cdy vi khuén khi c6 s6t) trén tré bl me con chua dugc dénh gia ddy
dii, kha naing tich Ity khang sinh & tré Ia c6 thé xdy ra. VI vy, chl sif dung thuc cho phy nii dang cho con b sau khi can nhic
k§ nguy ca va lgi fich déng thi phai theo dbi sat tré trong qua trinh diéu trj bing khang sinh cho me.
LAI XE VA VAN HANH MAY M6C:
C4n than trong khi 14 xe hogc van hanh may moc do thubc c6 thé gay tic dung khong mong mudn dau du, chéng mat.
KHI NAO CAN THAM VAN BAC $Y, DUQC s¥:
# Khi gip bét cd tic dung khéng mong mudn nao trong qué trinh sif dung thutic.
# Khi ding qué lidu chi dinh. N&u cin thém théng tin xin hdi § kién ciia bac s§ hoiic dugc s§.
HAN DUNG CUA THUGC: 36 thang ké tir ngay san xust.
TEN, BIA CHi, BIEU TUGNG CUA CG 53 SAN XUAT:

CHINHANH CONG TY CO PHAN DU'Q'C PHAM TRUNG U'ONG VIDIPHA BiNH DUONG
Khu phé Tan Binh, Phuong Tan Hiép, Thi xa Tan Uyén, tinh Binh Duong

in thé h¢ 1) hajic

VIDIPHA

NGAY XEM XET, SUA BOI CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG THUGC:
Y TE

PHAN HUGNG DAN SU DUNG THUOC CHO CAN B .
CAC PAC TINH DUGC LYC HQC, DUGC PONG HQC:

Duge lyc hoc:
4 Mi ATC: J01DAO6.

# Nhém dugc ly: Khang sinh nhém cephalosporin th& hg 2.
& Co ch€ tac dyng:
- G ime |2 khéng sinh bén t8ng hop, th€ hé 2. Cefuroxime axetil I2 tién chét, ban than chua o6 tac dung khéng

khudn, vao trong cd thé bj thlly phén duti tic dung clia enzym esterase thanh cefuraxime mdi c6 tac dung.
— Cefuroxime c6 tic dyng diét vi khudn dang trong giai doan phét trién va phén chia biing cach tc ch& t6ng hgp vach t& bao vi khusn.
Thudc gin vao céc protein gin véi penicilin (Penicilin binding protein, PBP), la cac protein tham gia vao thanh phén cdu tao
mang t& bao vi khugn, dong vai trd 13 enzym xtic téc cho giai doan cui ciing ciia qua trinh t8ng hgp véch t€ bao. Két qua 1a vach t6
bao dudc téng hop s bi y&u di va khong bén dusi tac dong ciia &p lic thdm thau. Ai vc gdn clia cefuroxime véi PBP ciia cic loai
khac nhau s& quyét dinh ph tac dung cila thusc.
Ciing nhu céc khéng sinh beta-lactam khéc, tic dung diét khudn ciia cefuroxime phy thuc vao thdi gian. Do véy, myc tiéu cin dat
dugc clia ché d4 liéu 1a t6i uu héa khodng thai gian phoi nhiém ciia vi khufn véi thudic. Thai gian ndng dg thudc trong méau én han
néng d6 dc ch& 8 thiéu clia khéng sinh véi vi khugn phan [8p (T > MIC) 12 théng s8 dutge déng hoc/ dutge lifc hoc cb lién quan chit
ch& dén higu qua didu tri clia cefuroxime. T > MIC cAn dat ft nhét 40 - 50% khodng cach gida hai 14n dua thuc.
Phd khang khudn:

# Gi6ing nhu cac khéng sinh cephalosporin th€ hé 2 khéc (cefaclor, cefamandol), cefuroxime c6 hoat tinh in vitro trén vi khuén Gram
am 6t hon cac khang sinh cephalosporin th€ hé 1, nhung phd téc dung trén vi khudn Gram am tht lai hep han so vdi cic khéng sinh
cephalosporin th€ hé 3. Cefuroxime bén viing hon dusi tac dong thuy phan ciia enzym beta lactamase so véi cefamandol, do c6 tac
dung t6t han trén cc chiing vi khuén tiét ra beta | nhu F hilus i Neisseria, Escherichia coli, b
Klebsiella, Khong gigng nhu cefoxitin |2 khang sinh ciing nhom cephalosporin th& hé 2, cefuroxime khong ¢6 tac dung trén mot s6
vi khuén ky khf nhu Bacteroides fragilis.




@ Trén vi khudn hiéu khf Gram duong: Cefumxlme cb téc dung trén Staphylococcus aureus (ké ¢ chiing sinh penicillinase va khong
sinh penicilli trén is. Cac chiing ty ciu khang lai nhém khang sinh penicillin khang penicilinase
(methncllm oxacilin) déu da dé& khang véi cefuroxime, Listeria monocytogenes cng khang lai cefuroxime.

@ Trén vi khufn hiéu khi Gram am: Cefuroxime c6 téc dung trén hu hét cc vi khun Gram am va nhiéu tric khudn Gram am,
bao gbm ca c4c vi khudn ho Enterobacteriaceae. Cefuroxime cb tac dyng trén céc vi khudn sau thuc he Enterobacteriaceae:
Citrobacter diversus, C. freundii, b. herichia coli, Klebsiella ia, Proteus mirabilis, Providencia
stuartii, Salmonella va Shigella. Da s§ céc chung Morganella morganii, Provindencia retigeri, Proteus vulgaris, Enterobacter
cloacae, Legionella, Pseudomonas, Campylobacter; Serretia déu da khang lai cefuroxime.

# Cefuroxime c6 hoat tinh cao trén Haemophilus infuenzae (k& ca cac chiing da khéng lai ampicilin), H. infl Il
catarrhalis. Cefuroxime ciing c6 tac dyng 6t trén Neisseria gonorrhoeae vé N. memngmdls
@ Trén vi khudn ky khf: Cefumxlme cb hoat tinh trén Actii i L bacillt
C i hoattinh trén métsd chiing Clostridium nhung khéng tac dung trén C difficile.

Pa so' céc chiing Bacteroides fragilis déu da dé khang lai cefuroxime.

@ Khang thusc: vi khudn khéng lai cefuroxime chil y&u theo cd ché bién déi PBP dich, sinh beta-lactamase hogc 1am gidm tinh thdm
clia cefuroxime qua mang t€ bao vi khudn.

Dugc dgng hec:

@ Sau khi u8ng cefuroxime dugc hdp thu qua dudng tidu héa va nhanh chéng bi thity phan & niém mac rudt va trong méu dé phéng
thich cefuroxime vao hé twn hoan. Thuc dugc hdp thu 8t nh4t khi ubng trong blia an.

@ Khoang 33% dén 50% lugng cefuroxime trong mau lién két vdi protein huyét tuong. Cefuroxime phan b rong réi dén c4c t8 chdc va
dich cd th&, xam nhap vao ca t6 chtc tuyén tién liét, vao dugc dich mang phdi, dom, dich ph€ quan, xuong, mat, dich ri viém, dich
mang byng, hoat dich va thity dich. Thé tich phan b& biéu kién & ngudi I6n khde manh nim trong khodng 9,3 - 15,8 Ift/ 1,73 m*.
Mt Iugng nhd cefuroxime c6 thé di qua hang rao mau nao trong trudng hgp mang néo khang bj viém. Thubc qua nhau thai va c6 bai
tiét qua sifa me.

# Cefuroxime khong bi chuyén hda va dugc thai trir & dang khong bién déi ca theo cd ché loc & cdu than va bai tiét & 8ng than. Thai
gian ban thai clia thudc trong huyét tuong khoang 1 - 2 gid. Trong trudng hop suy thén, thai gian ban thai kéo dai hon, dao dong t 1,9
dén 16,1 gid tlry thubc vao mdc dé suy thin. Thai gian ban thiii clia cefuroxime ciing kéo dai hon & tré so sinh, ty 18 nghich véi s6 tudn
udi clia tré va dat gi tri tuong duong véi gia tri & ngudi trudng thanh sau 3 - 4 tuin tudi. Thudc dat ndng dd cao trong nutc tiéu.

# Probenecid tc ch& thii trir cefuroxime qua &ng than, 1am cho ndng d¢ cefuroxime trong huyét tuong tang cao va kéo dai han,
Cefuroxime chi thai trlY qua mat véi Ivong rét nhd.

4 Thdm phé&n mau va thdm phén phéc mac ¢ thé loai tnY dugc cefuroxime trong hé tudn hoan.

Ngudi cao tudi: Khdng cin thén trong dc bit & bénh nhan cao tudi c6 chiic nang than binh thudng véi liéu c6 thé 16i lidu lugng tdi da
binh thudng [a 1g/ngay. Bénh nhan cao tusi cb nhiéu kha nang bj suy gidm chic nang than, do dé nén diéu chinh liu theo chdc nang
than & ngudi cao Wi (xem phin Lidu lugng va cach ding).

Tré em:

* Ot l6n (bi > 3 thang) va & tré nhd, duge dong hoc clia cefuroxime tuong tuf nhu & ngudi Ion.

@ Khéng cb di liéu thir nghiém lam sang v& viéc sif dung cefuroxime axetil & tré dusi 3 théng tudi.

Suy th§n: Sy an toan va hiéu qua clia axetil cefuroxime & b&nh nhén suy than chua dugc x4c I§p. Cefuroxime dugc dao thai chil yéu bai
thdn. V1 thé, tuong t véi t4t c3 cac khang sinh nhu vy, nén gidm liéu cefuroxime & bénh nhan bj suy gidm chdc ning than
(Cl., < 30ml/phtit) d€ ba cho viéc bai tigt thudc bj cham hon ngudi c6 chtc niing thén binh thubng (xem phén Liéu lugng va céch ding).

Suy gan: Chua c6 s&n di liéu nghién cu trén bénh nhan bj suy gan. Vi cefuraxime chil yéu dugc thai trif bdi thgn nén sy xuét hién clia
16i loan chtfc ning gan s& khong c6 &nh hudng dén dugc dfng hoc cila cefuroxime.

CHI DINH - LIEU DUNG, CACH DUNG - CHONG CHI DINH:

Chi djnh: Bidu tri cac bénh nhi&m khudn do vi khuén nhay cam gay ra. Tinh nhay cdm ctia vi khuén d6i véi cefuroxime s& thay ddi
theo dia Iy va thdi gian, nén tham khdo dit ligu v& tinh nhay cdm & dja phudng néu c6 (xem phin Dugc dong va Dugc lyc hec).

Chi dinh bao gdm:

@ Nhi&m khuin dudng hé hép trén, vi dy nhiém khudn tai-mGi-hong nhu viém tai gida, viém xoang, viém amidan va viém hong.

¢ Nhim khuén dudmg hd h&p dugi nhu viém phéi, viém ph& quan cip va nhang dat kich phét csp clia viém ph& quin man.

¢ Nhi&m khudn tiét niéu - sinh duc nhu viém than - bé than, viém bang quang va viém niéu dao.

4 Nhiém khudn da va mé m&m nhu nhot, bénh mi da va chéc 18.

# Bénh l4u, viém nigu dao cfp khong bién chiing do lau cdu va viém cd tf cung.

¢ Diéu trj bénh Lyme & giai doan sém va phong ngia tiép theo bénh Lyme giai doan mugn & ngudi 16n va tré em trén 12 wéi.

Liéu diing va céch ding:

Céach ding:

¢ Diing theo dudng udng.

4 Nén ung vao biza an.

Lidu diing:

© Ngudi 16n va tré em trén 12 tudic

Nhi&m khuén tai miii hong (viem hong, viém tai giiia, viém xoang): ung 250mg hojc 500mg, 12 gi mdt 14n. Thai gian didu tri

10 ngay.

— Nhi&m khudn ho hép dui: udng 250mg hozc 500mg, 12 gio mot Idn. Thai gian didu tri 10 ngay v6i dgt bing phét clla viém phé

qudn man tinh, va tif 5 - 10 ngay v6i viém ph& quin c&p tinh c6 kém bgi nhiém.

— Viém phéi mic phai tai céng déng cho bénh nhan ngoai tri: ugng 500mg, 12 gid mét I4n. Thai gian didu trj 10 - 14 ngay.

Nhi&m khudn tiét niéu khong bién chdng, nhi&m khudn da v m6 mém: ung 250mg hojc 500mg, 12 gidy mot 14n, trong 10 ngay.

Bénh Lyme méi mdc: usng 500mg, 12 gid mt 14n, trong 20 ngay.

Tré em tir 6 wdi dén 12 tdi:

Nhiém khufn tai mai hong (viém heng, viém tai giCa, viém xoang): uhg 250mg, 12 gi& mot 14n. Thai gian diéu tr 10 ngay.

Tré em fir 3 théang dén 6 tudi: Khong ding dang bao ch& nay, ding dang bao ché khic c6 ham Iugng ph hgp.

Tré em dudi 3 théng tudi: Chua c6 kinh nghiém dang cefuroxime cho d6i tugng nay.

Ngudii suy thin:

— Tinh an toan va hiéu qui clia cefuroxime & nhiing bénh nhan suy than chua duge xac 1ap.

Cefuroxime dugc dao thai chii y&u béi than. Nén gim lidu cefuroxime & bénh nhan bj suy gidm chdc ning than dé bi cho viéc bai

tiét thubc bi chdm hon ngudi c6 chdc nang than binh thudng Gem phén Liéu lugng va cich ding). Thdm phan mau c6 thé loai bd

cefuroxime mot cach hiéu qua.

Liéu dé& nghj cho ngui suy thn:

! * o0 *

H¢ s8 thanh thi creatinin T1/2 (gid) Lidu dé nghj
2 30ml/min/1,73m? 1,4-24 Khaéng cén diu chinh lidu
(Lidu chugn 125mg hoic 500mg, 2 I4n/ngay)
10 - 29ml/min/1,73m* 4,6 Liéu chuén c4 nhan méi 24 giv
< 10ml/min/1,73m’ 16,8 Liéu chuén c4 nhan méi 48 gio
Pang thdm phan méu 2-4 B4 sung mét don lidu chudn ca nhén & cusi m&i 14n thdm tach

@ Ngudi suy gan: chua c6 s&n dif ligu nghién ctiu trén bénh nhan suy gan. Ké tir khi biét cefuroxime dugc thai trif chil yéu qua than,

s hién dién cla r8i loan chdc ning gan dugc ky vong s& khéng dnh hudng dén dugc déng hoc clia cefuroxime.
Chi ¥: Khéng cb tuong duong sinh kh dyng gilla dang vién nén va dang hdn dich ung nén khong thé thay th€ hai dang nay cho
nhau dya trén qui d6i mg/mg.
Chéng chi dinh:
@ Bénh nhan c6 tién sir dj tng v6i khéng sinh nhém cephalosporln hoac vai bdt ca thanh phén nao cla thudc.
4 Bénh nhan dj ang v6i khang sinh nhém B-lactam
CAC TRUGNG HQP THAN TRONG KHI DUNG THu6c

@ Vi cac ngudi bénh cb tién s man cim véi cephalosporin, penicilin, hodic véi cac thudc khac.

@ Phan ang qué man voi biéu hién da dang: s6t, ngda, dé da, may day, hoi chdng Stevens-Johnson, hdng ban da dang, hdi chng
hoai tif thugng bi nhi&m doc, phan dng gidng bénh huy&t thanh, phii mach va tham chi phan tng phan vé cb thé xdy ra khi sif dung
cefuroxime axetil.

4 Ngwi bénh dj tng voi khang sinh nhém beta-lactam.

@ Kiém tra chtic nang thén & ngudi bénh ning dang ding lidu t5i da khang sinh.

# Khi dang déng théi véi cac thusc lgi tiéu manh, khang sinh aminoglycosid va cephalosporin.

# Ding dai ngay c6 thé gay béi nhi&m.

@ Thuc co thé gy viém dai trang gia mac, than trong khi ding cho ngubi bénh c6 tién sif dudng tiéu hoa, dic bigt 1 viém dai trang.

@ Mt s6 khang sinh cephal in (trong do co 6 khd nang gay dong kinh, dac biét bénh nhén co chdc nang than suy
gidm ma khdng dugc higu chinh gidm lidu khang sinh. Trong qué trinh diéu trj néu xust hién co gigt nén ngiing thudc va sii dung cic
thudc diéu trj dong kinh phd hop.

4 D9 an toan va hiéu qué dlia cefuraxime axetil trén bénh nhi nhé hon 3 thang twsi chua dugc thiét 14p.

Anh hugng trén cc xét nghig¢m chédn dodn:

@ Sy phit trién clia thit nghiém Coomb duong tinh lién quan dén viéc sif dung cefuraxime c6 thé gy trd ngai cho viéc két hgp chéo
v8i mau (xem phan T4c dung khong mong mudn).

@ Vi co thé xdy ra két qua Am tinh gid trong thit nghiém ferricyanid, nén sit dung ca hai phuong phép glucose oxidase hodc hexokinase
dé xéc dinh nbng d glucose trong méau/ huyét tuang & bénh nhan ding cefuroxime axetil.

PHY NU' MANG THAL:
@ Cacnghiéncautrén chugtnhitva thkt h idutdnth kha inh hi hai chobaothaidott
@ St dung khang sinh nay dé diéu trj viém than-bé than & ngudi mang thai khéng thy xust hién céc téc dyng khang mong muth &
tr& so sinh sau khi tiép xtc véi thudc tai tf cung ngudi me, cephalosporin thudng dugc xem I3 an toan sif dyng trong khi cb thai.
@ Tuy nhién céc cong trinh nghién ou chit ché trén ngudi mang thai cdn chua ddy di. Vi céc nghién ctu trén stc vét khong phai
ludn luén tién doan dugc dap tng clia ngudi, nén chi diing thudic nay trén ngudi mang thai néu that cin.
PHY NU CHO CON BU:
Cefuroxime bai tiét trong sta me & néng do thép. Nguy cd gdy tac dung khéng mong mush (trén hé vi khugn chf & dudng tiéu hoa,
thc dong truc ti€p, khd ndng 1am anh hudng dén két qua nudi cy vi khudn khi c6 s6t) trén tr& bG me cdn chua dugc danh gia ddy
dii, kha naing tich Ity khang sinh d tré Ia c6 thé x3y ra. Vi vy, chi sif dung thubc cho phu ni dang cho con b sau khi c&n nhic
ky nguy co v lgi ich ddng thai phai theo di sat tré trong qua trinh diéu tri bing khang sinh cho me.
LAI XE VA VAN HANH MAY MOC:
CAn than trong khi l4i xe hoic van hanh méay méc do thubc c6 thé gay tac dung khéng mong musn dau d4u, chéng mit.
TUOGNG TAC CUA THUBC V61 CAC THUBC KHAC VA CAC LOAI TUONG TAC KHAC:
# Ting tic dyng clia cefuraxime: Probenecid |iéu cao lam gidm d6 thanh thai cefuroxime & than, Iam cho ndng d8 cefuroxime trong
huyét tuong cao han va kéo dai hon.
# Ting déc tinh: Cefuroxime ding ddng thdi véi céc thuc khang sinh aminoglycosid, cephalothii hal
thudc Igi tiéu manh (nhu furosemid) c6 thé lam ting doc tinh d6i véi than.
4 Gidm tic dyng ciia céc hormon sinh dyc nii: Cefuroxime axetil dang dudng usng c6 th€ anh hudng dén hg vi khuén chi & rudt, lam
gidm tai hdp thu estrogen, do d6 c6 thé lam gidm tac dung ciia céc thudc trénh thai dudng udng c6 chia estrogen va progesteron.
4 Sl dyng déng thdi véi thudc chdng déng dudng ubng c6 thé 1am tang thdi gian dong mau.
TAC DYNG KHONG MONG MUBN:
Thwing gdp: 1/100 < ADR < 1/10

@ Tiéu hba: tiéu chay.

@ Da: ban da dang sn.
it g3p: 1/1.000 < ADR < 1/100

# Toan than: phan dng phan v, nhi&m n&m Candida.

@ Mau: tang bach cAu ua eosin, gidm bach cdu, gidm bach cdu trung tinh, thif nghiém Coombs duong tinh.

@ Tiéu héa: budn nén, non.

4 Da: may day, ngda.

Hiém gjp: 1/10.000 < ADR < 1/1.000

# Toan than: sét.

4 Mau: thiéu m&u tan mau.

4 Tiéu hoa: viem dai trang mang gia.

4 Da: héng ban da dang, hdi ching Stevens—Johnson, hoai tif biéu bi nhi&m dgc.

4 Gan: vang da & mt, téng nhe AST, ALT, phosphatase kiém, LDH va néng d¢ bilirubin huyét thanh thoéng qua.

@ Tiét niéu - sinh duc: suy than cp va viém than k&. Tang uré huyé&t, tang creatinin huy&t. Nhi&m trang tiét niéu, dau than, dau nigu
dao hodc chdy mau, tiéu tién kho, viém 4m dao, nhi&m nfm Candida 4m dao, ngda va kich tng 4m dao.

@ Thén kinh trung uang: con co giat (néu lidu cao va suy than), dau d4u, kich dong.

@ B0 phan khac: dau khap

QUA LIEU VA CACH XU TRI:

@ Trigu ching: Budn nén, ndn, va tiéu chdy. Tuy nhién, c6 thé gay phan tng ting kich thich thn kinh co va con co gidt, nhét 12 &
ngudi suy than.

X tri:

— Cén quan tam dén kha nang qu4 liéu ciia nhiu loai thudc, syf tiong tac thubc va dugc dong hoc bét thanh & ngudi bénh.

— Bdo vé dudng hd hp cla ngudii bénh, hd trg thong thoang khi va tuyén dich. Néu phét trién cic cdn co gist, ngung ngay sif dung
thudc, c6 thé sif dung liéu phép chdng co gigt néu co chl dinh v& 1am sang. Thdm tach méu cb thé loai bd thubc khéi méu, nhung
phén 16n vigc diéu trj 12 h8 trg hodc gidi quyét trigu chang.

CAC DAU HIEU CAN LUU ¥ VA KHUYEN CAO: (Khéng c6).

CONG TY CO6 PHAN DUGC PHAM T.U VIDIPHA
184/2, Lé Van Sy, Phudng 10, Quan Phud Nhuan, TP.HCM
DT: (84-28)-38440106 Fax: (84-28)-38440446
Co s6 san xuat:

CHI NHANH CONG TY CPDP T.U VIDIPHA BiNH DUONG
Khu ph8 Tan Binh, Phudng Tan Hiép, Thi xa Tan Uyén, Tinh Binh Duong

in thé hé 1) hoic

VIDIPHA
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