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® Each vial contains

= Route of administration: intramuscular, intravenous use.

u Indication, Dosage & Administration, Contra-indication,
side-effects and others: Read the package insert dosed.

u Medicinal product subject to medical prescription.

u Read the padkage Insert carefully before use.

a Storage: do not store above 30°C, in the original package.

u After reconstitution, store at 2°-8° C (in refrigerator) up to 24
hours.

= Keep out of the reach of childrenl

u Specification: 8P

SBK:
DNNEK:

roxime sodium eq. to cefuroxime 1,5g.

8 Mai lo chura: cefuroxime

= Dudng dimng: Tiém tinh N hoac tiém bip.

u Chi dinh, Liéu diing va Cach diing, Chéng chi dinh, tac.
dung phu va théng tin khac: Xem td huéng dan st dung
dinh kém.

u Thudc nay lA thudc ban theo don.

= Doc ky huding dan sit dung trisdc khl ding.

= D@ xa tdm tay tré em.

= Bio quan: Khong qua 30°C, trong bao bi gde.

= Sau khi pha, bdc quan & nhiét dé tir 2°-8° C (trong tui lanh)
khéng qué 24 gid.

= Tiéu chuén: BP 2013

= Xem S5 16 SX (Batch no.), Ngay SX (MFD), HD (EXP) trén nap
hop.

NHA SAN XUAT: Balkanpharma-Rezgrad AD
68, Aprilsko vastanie Bivrl 7200 Rargrad, Buigaria
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Label for vial (30 ml}

dimensions 65% 17 mm
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. Each vial contains:
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. Cefuroxime Actavis 1,5g

2 mm free zone

sodium eq toc

CEFUROXIME SODIUM 1500 MG 1, BOTTLE LABEL (VIETNAM)
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Poc ky huéng dan sw dung trieée khi ding
Néu can thém thong tin xin hoi y kién thay thuoc

THONG TIN KE TOA
Bot pha tiém
CEFUROXIME ACTAVIS 750 mg
CEFUROXIME ACTAVIS15¢g

Thanh phén:

Bot pha tiém Cefuroxime Actavis 750 mg:

Mot lo Cefuroxime Actavis 750 mg chira Cefuroxim Natri 789 mg tuong duong 750 mg
Cefuroxim.

Bét pha tiém Cefuroxime Actavis 1,5g:

Mot lo Cefuroxime Actavis 1.5g chira Cefuroxim Natri 1.578 g tuong duong 1.5 g Cefuroxim.
Ta dwoc: khong.

Dang bao ché:
Bot pha tiém.
BG4t mau trang hoac vang nhat.

Doéng goi:

Bot pha tiém Cefuroxime Actavis 750 mg:

750 mg bot mau trang hodc vang nhat trong lo 9 ml.
Bét pha tiem Cefuroxime Actavis 1.5g:

1,5g bot mau trang hoic vang nhat trong lo 30 ml.

Hép 3 lo.

Chi dinh:

Cefuroxime Actavis duoc sir dung dé diéu tri cac nhiém trung: s
e Phoi hoac nguc.

Puong tiét niéu.

Da hodc mé mém.

Vung bung.

Phong ngira nhiém trung trong khi phiu thuat.

Liéu lwong va cich dung:

Liéu thong thuong:

Liéu chinh xac cua Cefuroxime Actavis tuy thudc vao loai nhiém tring va mirc dé nhiém trung,
c6 dang sir dung khac sinh khac hay khong, can nang, tudi tac va tinh trang hoat dong cua than.
Tré so sinh (0-3 tuan tuoi):

Liéu dung 30-100 mg/ kg chia 2 — 3 lan.

Tré em (trén 3 tudn tuoi) va tré nhé:

30-100 mg/ kg, chia 3-4 lan.

Nguoi lon va thanh thiéu nién (tiv 12 tuéi dén 18 tuéi):

750 mg — 1,5 g/ lan, ngay chia 2,3 hodc 4 lan. Liéu ti da: 6 g/ ngay.




Bénh nhan suy giam chirc nang than:

D4 thanh thai creatinine Liéu dung | Tan sudt
ml/phit |
> 20 . 750mg-l5¢g Moi 8 gior
10- 20 750mg Méi 12 gio
<10 , 750mg Moi 24 gio

Bénh nhin dang thim tich mdu: ding liéu 750 mg vao cudi mdi lan tham tach. Nguoi bénh
dang tham tach mang bung dinh ky va dang loc mau dong mach - tinh mach dinh ky, liéu thich
hop thuomg 1a 750 mg. ngay hai lan.

Cich pha dung dich tiém:

Déi vdi tiém bap: Hoa tan 750mg va 1. .5g Cefuroxime Actavis trong 3ml va 6ml nudce cit dung
cho tiém tuong umg voi tung loar va lac cho dén khi xuét hién dich huyén phu duc. Tiém bap
sdu dé tranh thude vao tinh mach.

Déi véi tiém tinh mach: Hoa tan 750mg Cefuroxime Actavis véi it nhat 6ml nudce cat dung cho
tiém va lac cho dén khi thudc tan hoan toan.

Hoa tan 1.5g Cefuroxime Actavis trong 15ml nuge cat dung cho tiém. Tiém cham (khoang 3-5
phut) hoac qua ong truyén néu bénh nhan dang truyén cac thube khac.

Doi véi truyén tinh mach: Hoa tan 1,5g Cefuroxime Actavis trong 50-100ml roi cho vao lo
truyén. Truyén trong thoi gian ngan (lau nhét 1a 30 phut).

Chéng chi dinh:

e Man cam v&i thude hodc cac khang sinh thudc nhom cephalosporin.

e D timg co phan timg man cam véi bat ky loai khang sinh betalactam nao (penicillins,

monobactams va carbapenems).
e Dung Cefuroxime Actavis bang duong tiém bap véi bénh nhén di img véi lidocain.
e

Than trong:
Trude khi bat dau diéu tri bang cefuroxim, phai diéu tra k§ vé tién s di img cua ngudi bénh
voi cephalosporin. penicilin hodc thuée khéc.
Khi sir dung Cefuroxime Actavis, nén theo doi mot sé triéu chimg nhur phan tmg di tmg, cac roi
loan tiéu hoa nhu tiéu chay dé giam nguy co. Néu bénh nhan da di {mg va&i cac khang sinh nhu
penicillin, co6 thé ciing di img vdn Cefuroxime Actavis.
Vi ¢6 phan tmg qua mén chéo (bao gom phan img soc phan vé) xay ra gifta cac ngudi bénh di
img v&i cac khang sinh nhom beta - lactam, nén phai than trong thich dang, va san sang moi
thir dé diéu tri soc phan vé khi ding cefuroxim cho nguoi bénh trude day da bi di ing voi
penicilin. Tuy nhién, véi cefuroxim, phan img qua man chéo vai penicilin co ty 1é thap.
Mic dau cefuroxim hiém khi gay bién dfn chirc nang than, van nén kiém tra than khi diéu tri
bang cefuroxim, nhét la & ngudi bénh 6m nang dang dung liéu t6i da. Nén than trong khi cho
ngudoi bénh ding dong thoi vai cac thude loi tiéu manh. vi ¢6 thé c6 tac dung bat loi dén chire
nang than.
Nén giam liéu cefuroxim tiém ¢ nguoi suy thén tam thoi hodc man tinh, vi ¢ nhimg nguoi nay
voi lieu thuomg dung, nong do khang sinh trong huyét thanh ciing c6 thé cao va kéo dai.
Dung cefuroxim dai ngay co thé lam cac chung khong nhay cam phat trién qua muc. Can theo
ddi nguoi bénh cédn than. Neéu bi bdi nhiém nghiém trong trong khi diéu tri, phai ngung su dung
thubc.
D4 o béao céo viém dai trang mang gia xay ra khi sir dung cac khang sinh pho rong, vi vay can
quan tam chan doan bénh nay va diéu tri béng metronidazol cho nguoi bénh bi ia chay nang do
dung khang sinh. Nén hét sirc than trong khi ké don khang sinh phé rong cho nhimg nguoi co
bénh dudmg tiéu hoa, dac biét la viém dai trang.
Da ghi nhén tang nhiém doc thin khi ding dong thoi cac khang sinh aminoglycosid va

cephalosporin.
IK_GD./,



Cefuroxim c6 thé anh huong dén két qua xét nghiém dudng trong mau va nudc tiéu va két qua
Coombs test.

Phu nir ¢6 thai va cho con bu:

Thoi ky mang thai:

Khong nén dung Cefuroxime Actavis trong thoi ky mang thai. Néu thudc duogc chi dinh rd
rang, nén can nhic viéc diéu tri dua trén su can nhac loi hai.

Thoi ky cho con bu:

Cefuroxim bai tiét trong sita me & nong do thap Xem nhu nong do nay khong c6 tac dong trén
tré dang bu sira me, nhung nén quan tam khi thay tré bj ia chay, tua va noi ban

Anh hwong khi lai xe va van hanh may mée:
Cefuroxime Actavis khong anh huong té1 kha nang lai xe va van hanh may maéc.

Tuong t:ictthuéc: . _
MGt s6 thudce c6 thé anh huong dén hoat dong cua Cefuroxime Actavis hodc gdy tac dung phu.
Bao gom:

Giam tac dung: Ranitidin véi natri bicarbonat lam giam sinh kha dung cua cefuroxim
axetil. Nén dung cefuroxim axetil cach it nhit 2 gio sau thudc khang acid hoac thude
phong bé H2, vi nhimg thudc néy c6 thé lam tang pH da day.

Tang tac dung: Probenecid liéu cao lam giam d6 thanh thai cefuroxim & than, lam cho
nong do cefuroxim trong huyét twong cao hon va kéo dai hon.

e Tang doc tinh: Aminoglycosid lam tang kha nang gay nhiém doc than.

e Cac thudc loi tiéu. nhu furosemide.

e Cac thudc khang dong dLr(mg uong.

e Thudc ngira thai duong udng: Cefuroxime Actavis c6 thé lam giam hiéu qua cta vién

thudc ngira thai duong ubng.

Tac dung phu:
Nhur cac thuoc khac, Cefuroxim Actavis c6 thé gay ra cac tac dung phu, mac di khong phai ai
cing gap.

Cic tinh trang cin theo doi:

Mot s6 it ngudi sir dung Cefuroxime Actavis c6 thé gap phan img di img hoac phan img da
nghiém trong.

Triéu chimg bao gém:

Phan img di img nghiém trong. Dau hiéu bao gom noi man ngira, doi khi sung mat hoac
miéng gdy kho tho.

Phat ban da. c6 thé rop da, va trong gidng nhu nhimg tam bia nho (dém den trung tam
dugc bao quanh boi mét khu vuc nhat mau, véi moét vong toi xung quanh).

Phat ban rong véi rop da va 16t da. (Pay c6 thé la dau hiéu cia hoi chimg Stevens-
Johnson hoac hoai tir doc biéu bi).

Nhiém nam trong nhimg trudong hop h1em cac loai thude nhu Cefuroxime Actavis c6
the gay ra sur phat trién qua muc cua nim men (Candida) trong co thé dan dén nhiém
nam (nhu bénh tua miéng). Tac dung phu nay thuong gap néu st dung Cefuroxime
Actavis trong moét thoi gian dai.

Cdc tdc dung phu thuong gap (anh hwong dén 10%)

Pau chd tiém chich, sung va do theo tinh mach.

Anh huong dén xét nghiém mau.
o Tang cac men do gan san xuét.
o Thay déi sb luong bach cau (bach cau trung tinh hoac bach cdu ai toan).
o Giam héng ciu.

Cdc tdc dung phu khong phé bién (anh huong dén 1%) [\



e Noi man da. ngira. ndi mé day.
e Tiéu chay. budn nén. dau da day.
e Anh huong dén xét nghiém mau.
o Giam bach cau.
o Tang bilirubbin.
o Coombs test am tinh.
Cdc tdc dung phu khdc (Cac tdc dung phu khdc da xay ra véi sé heong nho nhieng khéng ré 1an
sudr):
e Nhiém nam.
o Sit.
e Phan ung di img.
Viém dai trang gay tiéu chay. thuong kém v&i mau va nhay nhot. dau da day.
Viém than va mach mau.
Tan huyét.
Hong ban da dang.
Anh huong dén‘xét nghiém mau.
o Giam tiéu cau.
o Tang BUN va Creatinin mau.
Qua liéu va xir tri:
Qud liéu cap:
Phan l6n thudc chi gdy budn nén. nén. va ia chay. Tuy nhién. c6 thé gdy phan (mg tang kich
thich than kinh co va con co giat. nhat 1a ¢ ngudi suy than.
Xur tri qua liéu:
Can quan tam dén kha nang qua liéu cua nhiéu loai thude. su trong tac thudc va duge dong hoc
bat thuong o ngudi bénh,
Bao vé duomg hd hap cua ngudi bénh. hé tro thong thoang khi va truyén dich. Néu phat trién
céc con co giat, ngimg ngay su dung thude: c6 thé su dung liéu phap chong co gidt néu ¢6 chi
dinh vé lam sang. Tham tach mau c6 thé loai bo thudc khoi mau. nhung phén lon viée diéu tri
la hd trg hodc giai quyét triéu chimg.

Dugc dong hoc va cic dac tinh duge ly: ﬁ/
Duoc ly nhom cephalosporin thé hé thir hai, ATC ma JO1DCO2. .

Dugc dong hoc:

Hap thu

Sau 1 liéu tiém bap 750 mg. nong do dinh trong huyét tuong la 27 mecg/mL va dat dwoc sau
khoang 45 phut.

Sau 1 liéu tiém tinh mach 750 mg hoac 1500 mg. nong do dinh {trong huyé ét tuong la 50 meg va
100 mcg tuong (mg. sau 15 phit. Nong do diéu tri trong huyét twong 2 meg/ml duoc duy tri
trong khoang 5.3 - 8 gio.

Phan bo

Gan két vai protein huyét twong la 33-50%.

Nong do cua Cefuroxim trén nong do e ché t6i thiéu (MIC) ¢6 thé dat duoce trong xuong va
hoat dich. Cefuroxim qua dich ndo tuy o néng do diéu tri & bénh nhan viém mang nao.

Thai trie

Thoi gian ban thai huyét tuong sau khi tiém bap hoac tiém tinh mach xap xi 70 pht.

85-90% liéu dung duoc bai tiét qua nudc tleu trong vong 24 gid sau khi sir dung. dac biét trong
6 gio ddu. Khoang 50% dugc bai tiét qua dng than va 50% duoc bai tiét qua loc cau than.

Duwge lue hoc:
Co ché hoat dong
Cefuroxim la mot khang sinh cephalosporin ban tong hop phé rong. No dé khang manh voi
beta-lactamase dugc san xuat boi cac chung vi khuan gram (-). N6 we ché téng hop véch té
bao.

/



Phé khang khudn

= Vi khuan Gram(+). hiéu khi - Staphylococcus aureus (bao gém cac chung dé khang voi
penicillin), Staphylococcus epidermidis. Streptococcus pneumoniae, Streptococcus pyogenes.
Streptococcus mitis (nhém wridans

- Vi khuan Gram (-). hleu khi - Citrobacter spp.. Enterobacter spp.. Escherichia coli.
Haemophilus influenzae (bao gébm cac chung dé khang voi ampicillin); Klebsiella spp. (ké ca
Klebsiella pneumoniae), Moraxella catarrhalis (bao gdbm cac ching dé khang véi ampicillin va
cefalotin), N’eisser:‘a gonorrhoeae (bao gbém cac chung san xuat penicillinase va non-
penicillinase), Neisseria meningitidis, Proteus mirabilis, Bordetella pertussis, Morganella
morganii, Safmone}!a. Shigella.

- Vi khuan ky khi (Anaerobes) — Peptococcus va Peptostreptococcus spp.. Clostridium
spp.. Bacteroides, Fusobacterium spp.

Cac vi khuan sau day khong nhay cam vaéi cefuroxim: Clostridium difficile. Pseudomonas spp..

Campylobacter spp.. Acinetobacter calcoaceticus, Legionella spp. va cac chung
Staphylococcus aureus va Staphylococcus epidermidis dé khang methicillin.

Mot vai chung Streptococcus faecalis. Morganella morganii. Proteus vulgaris. Enterobacter
spp.. Citrobacter spp.. Serratia spp.. Bacteroides fragilis cing da chimg mimh khong nhay
cam vai cefuroxim.

Han dung: 2 nam ké tir ngay san xuét.

Bio quan: Bao quan thude dudi 30°C trong hop gbc.

Thuébc da pha phai dugc giit trong tu lanh 6 nhiét dj 2- 8°C trong vong 24h.

Dung dich thuoc sau khi pha cé thé c6 mau sdc dam hon trong thoi gian bdo quadn.

Pé xa tam tay tré em. ;
Poc ki hwéng din sir dung trude khi ding. ?‘/

Thuéc chi dung theo don cia bacsy.
Néu cin thém thong tin xin héi y kién thay thudc.
Khdéng dung thuoc qua han sir dung dwge ghi trén nhan.

Tiéu chuin: BP 2013

Nha san xuat:
Balkanpharma-Razgrad AD
68. Aprilsko Vastanie Blvd.
7200 Razgrad. BULGARIA.
Tel (+359 84) 660 999

Fax (+339 84) 634272

oHO CUC TRUONG

Nouyn Yim Thant

“‘-......-".’



