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Chi djnh, Chéng chi dinh, Céch diing - Lidu diing va céc théng tin khéc:
Xem trhurong dinsir dung thudc kém theo, . . SBK(Reg.No)
Tidu chudn dp dyng: USP 32 e | 5418 5X (LotNo)
e oo
DOCKT HUGNG DAN SU DUNG TRUGC KHI DUNG. - HD (Exp.Deto) ;
|
(B THUGC BAN THEO DON |
Zanmite 500mg
Cefuroxim 500mg |
Thanh phén:

Buwgog a2)lwuez

Bwog wixoinyen

M&i vién nén bao phim chufa:

Cefuroxim axetil tuong ing véi Cefuroxim 500mg
Ta dugc vira da 1vién
Hép 1 vix 10 vién nén bao phim

HATAPHAR GMP - WHO

Specifications: USP 32

Indications Contraindications, Dosage - Adminlstration
and other information: See the package insert attached wararnnn  CONG TY CP DUQ'C PHAM HA TAY/

Storage: Store in a dry place, below 309C,
Keep out of reach of children.
Carefully read the accompanying instructions before use.

Sén xudt tai’ Manufactured by:

HATAY PHARMACEUTICAL JSC.
La khé- Ha Dang - Ha Ni/
La khe- Ha Dong-Ha Noi.
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(B PRESCIIPTION DRUG

Zanmite 500mg

Cefuroxime 500mg

Composition:

Each film coated tablet contains:

Cefuroxime axetil equivalent to Cefuroxime 500mg
Excipients q.s.f 1tablet

Box of 1 blisters of 10 film coated tablets

HATAPHAR GMP - WHO

Zanmite 500mg

Cefuroxime 500mg
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- Dang thudc: Vién nén bao phim. e - U
- Thanh phin: Mdi vién nén bao phim chira:
Tén thudc Ham luong Hoat chat
Zanmit 500mg Cefuroxim 500mg Cefuroxim axetil
Zanmit 250mg Cefuroxim 250mg Cefuroxim axetil
Zanmit 125mg Cefuroxim 125mg Cefuroxim axetil

(Td dwgc gom: Natri lauryl sulfat, microcel 200, cab-o-sil M5, natri crosscarmellose, kyron
T314, polyplasdone XL 10, magnesi stearat, opadry white, ethanol 96%, nuoc tinh khiét).

* Duge Iy va co ché tic dung

- Cefuroxim la khang sinh ban tong hop phd rong, thudc nhém cephalosporin. Cefuroxim axetil
1 tién chét cua cefuroxim, chat nay cé rat it hoat tinh khang khuén khi chua bi thily phén thanh
cefuroxim trong co thé sau khi dugc hap thu.

- Cefuroxim c6 hoat tinh khang khuén do trc ché tong hop vach té bao vi khuan bang cach gin
vao cac protein dich thiét yéu (cac protein gén penicilin)..

- Cefuroxim c6 hoat tinh khang khuén hiru hiéu va rt dic trung chdng nhiéu tac nhan gay bénh
théng thuong, k& ca cic ching tiét beta - lactamase/ cephalosporinase cua ca vi khuan Gram
duong va Gram 4m. Cefuroxim déc bigt rat bén voi nhidu enzym beta - lactamase cua vi khuén
Gram am.

- Phé khang khudn:

Hiéu khi gram am: Escherichia coli, Klebsiella sp, Proteus mirabilis, Providencia sp, Proteus
rettgeri, Haemophilus influenzae (bao gdm céc ching dé khang ampicilline), Haemophilus
parainfluenzae, Branhamella catarrhalis, Neisseria gonorrhoeae (g6m cac chung c6 san Xuét
penicillinase va khong san xuat penicillinase)

Hiéu khi gram duong: Staphylococcus aureus va Staphylococcus epidermidis (bao gdm céc
ching san xuat penicillinase trir cdc ching khang methicilline) Streptococcus pyogenes (va
nhitng streptococci tan huyét P), Streptococcus pneumoniae, Streptococcus nhém B
(Streptococcus agalactiae).

Ki khi: ciu khudn gram duong va gram am (gdém Peptococcus va Peptostreptococcus spp). Truc
khuan gram duong (bao gdm Clostridium sp) va truc khuan gram am (bao gdm Bacteroides va
Fusobacterium spp), Propionibacterium sp.

- Nhimg vi khuan sau khong nhay cam véi cefuroxim: Clostridium difficile, Pseudomonas sp,
Campylobacter sp, Acinetobacter calcoacetinus, cac ching dé khang methicilline cuta
Staphylococcus aureus va Staphylococcus epidermidis.

- Mt vai chung sau thudng khong nhay cam véi cefuroxim: Streptococcus faecalis, Morganella
morganii, Proteus vulgaris, Enterobacter sp, Citrobacter sp, Serratia sp, Bacteroides fragilis.

* Dwgc dong hoc )

- Hép thu: Sau khi ubng, cefuroxim axetil dugc hap thu qua duodng tiéu hoa va nhanh chong bi
thuy phin ¢ niém mac rudt va trong mau dé phong thich cefuroxim vao hé tuan hoan. Thube
dugce hép thu tét nhét khi udng trong bira an. Nong d6 dinh cua cefuroxim trong huy¢t tuong dat
duoc vao khoang 2-3 gidr sau khi udng. ,

_ Phén bé: C6 t6i 50% cefuroxim trong hé tudn hoan lién két véi protein huyét tuong. Nira doi
cua thudc trong huyét twong khoang 70 phut va dai hon & ngudi suy thin va o tré so sinh.
Cefuroxim phan bo rong khap co the, ké ca dich mang phoi, dom, xuong, hoat dich va thuy dich.
Cefuroxim di qua hang rio mau ndo khi mang - nao bi viém. Thudc qua nhau thai va c6 bai tiét
qua sira me.




- Chuyen héa va thai trir: Cefuroxim khong bi chuyén hoa va dugc thai trir 0\‘l
b1, khoang 50% qua loc cau than va khoang 50% qua bai tiét & ong than. Tm% \'
cao trong nudc tiéu. Probenecid trc ché thai trir cefuroxim qua éng than, 13 E@oﬁ;f ,
cefuroxim trong huyét trong ting cao va kéo dai hon. Cefuroxim chi thai trir qua mat véi lwong
rat nho.

* Chi dinh:

- Nhiém khuan duong hé hép dudi: viém phdi, viém phé quan cap va man.

- Nhiém khuan duong hé hép trén: viém tai giita va viém xoang tai phét. viém amidan va viém
hong.

- Nhiém khuan niéu-sinh dyc: viém bé than, viém bang quang, viém niéu dao.

- Nhiém khuén da va mé mém: bénh nhot, mu da, chéc 16.

- Viém niéu dao khong bién chimg do 1au cau, viém cb tir cung.

- Piéu tri bénh Lyme & giai doan sém va phong ngira bénh lyme & giai doan mudn & ngudi lém
va tré¢ em trén 12 tuél

* Cach dung va liéu diung: Udng theo sur chi dan cua thay thude.

- Nén udng cefuroxim sau khi an dé dat duoc hép thu téi wu.

- Mot dot diéu tri thuong tir 5-10 ngay.

+ Ngudi lom:
Hau hét cic nhiém khuan 250mg x 2 lan/ngay
Nhiém khuan tiét niéu 125mg x 2 lanfn& 1
Nhiém khuan duong hd hap dudi nhe dén vira _250mg x 2 lin/ngay ';
Nhiém khuin duomg hé hap dudi ning hon hodc nghi 500mg x 2 lan/ngay '
ngd viém phoi
Viém thin-bé than 250mg x 2 lan/ngay
Lau khéng bién chimg Liéu duy nhit 1g
Bénh Lyme & ngudi 16m va tré em trén 12 tudi 500mg x 2 lan/ngay (20 ngay)
+ Tré em: _
HAu hét cac nhiém khuan 125mg ( 1vién 125mg) x 2 lan/ngay
( t6i da 250mg/ngay)
Viém tai giira hodc bénh nhiém 250mg (1vién 250mg hodc 2vién 125mg)
khuén ning hon x 2 1an/ngay( t6i da 500mg/ngay)

Vién Zanmite khong nén nghién nat, do dé khong thich hop dé diéu tri cho tré nho hay bénh
nhan khong nudt duoc vién thudc.
+ Liéu d6i véi bénh nhan suy thin: Khéng phal than trong déc biét o nguoi bénh suy than hoéc
dang thdm tach than hodc ngudi cao tudi khi udng khong qua lidu t5i da thong thudng | g/ngy.
Liéu trinh diéu tri thong thuong 14 7 ngay.

( Thuéc nay chi dung theo su ké don ciia bdc si)
* Chéng chi dinh: Nguoi di {mg véi khang sinh nhém cephalosporin.
* Than trong:
- Trude khi bt ddu didu tri bang cefuroxim, phai diéu tra ky vé tién st di ing cia nguoi bénh
véi cephalosporin, penicilin hodc thudc khac.
Mic dau cefuroxim hiém khi gay bién dm chirc nang than, vén nén kiém tra than khi diéu tri
bang cefuroxim, nhat 1a & nguoi bénh 0 om ndng dang clung lidu téi da. Nén than trong khi cho
ngudi bénh ding ddng thoi véi cac thudc loi tiéu manh, vi c6 thé c¢o tac dung bt loi dén chuc
nang than.
-Diing cefuroxim dai ngay c6 thé lam cdc chung khong nhay cam phat trién qua mirc. Can theo
d&i nguoi benh cAn than. Néu bi boi nhim nghiém trong trong khi diéu tri, phai ngimg str dung
thude.



e

ﬁw“ 20
<} 0 X
-I / é ‘I ;\

CO PHAN

x\ DUOC PHAM )*;}

-Da ¢6 bio cédo viém dai trang mang gia xay ra khi sir dung céc khang sinh pho\g 'xg‘lﬂvaﬁ‘?ary Y,
quan tdm chén doan bénh nay va diéu trj bang metronidazol cho nguoi bénh bi 1& rgg/q
diung khéng sinh. Nén hét strc than trong khi ké don khéang sinh phé rong cho nhirhig
bénh duong tiéu hoa, CIEC_{ biét la viém dai trang.
-Di ghi nhan ting nhiém doc than khi ding ddng thdi cac khang sinh aminoglycosid va
cephalosporin.
*Thoi ky mang thai: Khong cé bing chimg thuc nghiém vé tic dung bénh ly phéi hodc quai
thai do cefuroxim gay ra, nhumg ciing nhur cac thude khac nén than trong khi str dung trong
nhitng thang dau cla thai ki.
*Théri ky cho con bii: Cefuroxim bai tiét trong sira me & néng do thap Xem nhu ndng d¢ nay
klgong c6 tac dong trén tré dang bi sita me, nhung nén quan tim khi thay tré bi ia chay, tua va
nodi ban.
*Anh hwdng 1én kha ning ldi xe va van hanh miy mée: Vi thude c6 thé gdy chéng mit nén
canh bao bénh nhan than trong khi lai xe hodc van hanh may moc.
*Tac dung khéong mong mugn (ADR): Udc tinh ty 1é ADR khoang 3% s6 ngudi bénh diéu tri.
- Thuong gap, ADR >1/100 : Toan than: Pau rat tai chd va viém tinh mach huyét khéi tai noi
tiém truyén. Tiéu héa: ia chay. Da: Ban da dang san.
-It gap, 1/100 > ADR > 1/1000: Toan than: Phan (g phan v¢, nhiém nam Candida.
Mau: Tang bach cau ra eosin, giam bach cau g1am bach cau trung tinh, thu nghiém Coombs
duong tinh. Tiéu hoa: Budn nén, nén. Da: N6i may day, ngira. Tiét niéu - sinh dyc: Tang
creatinin trong huyét thanh.
-Hiém gap ADR < 1/1000: Toan than: S6t . Mau: Thiéu mau tan mau. Tiéu héa: Viém dai trang
mang gia. Da: Ban do da hinh, hoi chimg Stevens - Johnson, hoai tir biéu bi nhiém doc.
Gan: Vang da &r mat, ting nhe AST ALT. Than: Nhiém dgc thén c6 tang tam thoi uré huyét,
creatinin huyét, viém thén k&. Than kinh trung wong: Con co giét (néu liéu cao va suy than), dau
dau, kich dong B¢ phéin khac: Pau khép.
*Hwéng dan cich xir tri ADR:
-N gung, sur dung cefuroxim; truomg hop di tmg hogc phan img qua mén nghiém trong can tién
hanh diéu tri ho tro (duy tri thong khi va sir dung adrenalin, oxygen, tiém tinh mach
corticosteroid).
- Khi bi viém dai trang mang gia thé nhe, thuong chi cin ngimg thudc. Vi cac truomg hop vira
va nang, cho truyen dich va chat dién g1a1 b6 sung protein va didu tri bang metronidazol (mot
thude khang khuan c6 tac dung chong viém dai trang do Clostridium difficile).
* Ghi chu:
"Néu can biét thém thﬁng tin xin héi y kién ciia bac si va thong bao cho bac si nhirng tac
dung khéng mong mudn gip phai khi sit dung thude".
* Twong tac véi thude khdc, cic dang twong tic khéc:
- Giam tdc dung: Ranitidin véi natri blcarbonat lam glam sinh kha dung cua cefuroxim axetil.
Nén dung cefuroxim axetil cach it nhét 2 gidr sau thude khéng acid hoic thudc phong bé H, vi
nhitng thudc nay c¢6 thé lam tang pH da day
- Téing tdc dung: Probenecid lidu cao 1am giam do thanh thai cefuroxim ¢ than, lam cho néng do
cefuroxim trong huyét twong cao hon va kéo dai hon.
- Tang déc tinh: Aminoglycosid lam ting kha néng gay nhiém doc than.
* Qua liéu va xir trl

- Qud liéu cdp: Phin 16n thudc chi gy budn nén, nén, va ia chay Tuy nhién, c¢6 thé gdy phan
rng tang kich thich than kinh co va con co giat, nhét 1a & ngudi suy than.
- Xir tri qud liéu:Can quan tam dén kha ning qua liéu ctia nhiéu loai thudc, su tuong tac thude va
duoc dong hoc bat thuong & nguou bénh.
Bao vé dudng ho hap cua nguoi bénh, hd trg thong thoang khi va truyen dich. Néu phat trién cac
con co giat, nglmg ngay sir dung thudc; c6 thé st dung liéu phap chéng co gidt néu c6 chi dinh




vé 1am sang. Tham tach mau c6 thé loai bo thudc khoi mau, nhung phn 1én viéc diéu tri 12 hd
trg hodc giai quyet triéu chimg.

* Han dung. 36 thang tinh tir ngay san Xudt. Khong dung thudc da qua han sir dung. Khi
thdy vién thuc bi 4m méc, chuyen mau, nhan thuée in sb 16 SX HD mé...hay c6 cac biéu hién
nghi ngd khac phai dem thudc ti tra lai noi ban hogc noi san Xudt theo dia chi trong don.

- Bio quélr Noi kho, nhiét d¢ dudi 30°C. PE XA TAM TAY TRE EM.
- Tiéu chufin 4p dung: USP 32
KHONG DUNG QUA LIEU CHi PINH.
"Poc ky hudng ddan si dung trudc khi ding.
Néu can thém thong tin xin hoi y kién bdc si"

THUOC SX TAI: CONG TY C.P DUQC PHAM HA TAY
La Khé - Ha Péng - TP. Ha Nji
DT: 04.33522203 - 33516101.
FAX: 04.33522203

P DUOC PHAM HA TAY
N £

PHO CUC TRUONG
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