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Toraxim 50 ml PFS Carton

Carton Size : 45 x 4
arton Size : 45 x 45 x 102 mm Date : 30.09.13

Color : Bi-color - -
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Rx. Prescription only

Toraxim

Rx. Prescription only . Rx.Thudc bén theo don .
° Cefpodoxime 400 mg/50 ml ° Cefpodoxime 400 mg/50 ml
Toraxim .o Toraxim e
After reconstitution each 5 ml Sau khi hoan nguyén, méi 5 mL hén
Cefpodoxime 400 mg/50 ml suspension conising Cefpodoxime 400 mg/50 ml dich chda:
prd o g Cefpodoxime Proxetil USP pOd g Cefpodoxime Proxetil USP tuong duang
equivalent to Cefpodoxime 40 mg. Cefpodoxime 40 mg
Shake the bottle well before use [Liéu diing, chi dinh, chéng chi dinh
Cach ding: A ) % va cac théng tin khac]
POWDER FOR ORAL SUSPENSION Cén dugc udng cling vdi thic an dé tang BOT PHA HON D!CH UONG Xin xem trong t& hudng dén s dung
su hdp thu thuéc.
Céch pha hén dich thudc: Han diing: 24 thing
Thém nudc cdt hodc nudc dun soi dé :

ngudi vao dén vach gidi han trén vai chai,
13¢ ky tao thanh han dich duc mau tring
hoac vang nhat.

Bao quan:
Bao quan thudc & nai khé mat, dusi
30°C, tranh anh sang.

Visa No./ SDK: " o — N
Batch No. / §6 16: Péng goi: Hop 1 lo bot dong kho
Mfg. Date/ NSX:
Exg D:tee// HD: Tiéu chuan: Nha san xuat
DNNH:
LAC KY TRUGC KHI SU DUNG
xust tai Bangladesh bai: GIU THUGC XA TAM TAY TRE EM
Defta Pharma Limited DOCKY HUONG DAN SU DUNG
Pakundia, Kishoraganj, TRUGC KHI DUNG

OEUTA  Bangladssh

Label Size : 90 x 47 mm Toraxim 50 ml PFS Label

Powder for Oral Suspension

Thanh phin:

LACKY TRUGC KHI SU DYNG L Sau khi hobn nguyén, méi 5 ml hén dich
Rx. Thudc bén theo don prosy

‘DETHUGC XA TAM TAY TRE ° Cefpodaxime Proxetil USP tuang duong
DOC KV HUONG DAN SU DUNG Cafpodanime 40 mg
TRUGC KHI DUNG

oraxim ot
Cich dimg: n..umlw ol
Ciin duge udng ciing vl thilc in 88 ting ) Xin xem trong 10 hudng. g
st hip th thusde. Cefpodoxime 400 mg/50 mi
Cich pha hén dich thudc: Han ding: 24 thing
Théem nudc it hodc e dun sol dé
ngudi vac dén vach giét han trén val chiai, Bio quin:
1k tgo thanh hén dich dyc mu tring Bo quan thudc & ndi kho mat, dudi 30°C,
hojc ving nhat. trinh dnh sing

Batch Na./ 8616
Mig. Date / NSX :
Exp.Dste HD :

Tiéu chuiin: Nha san xuit

Sin it tal Banglagesh b3
Delta Pharma Limited
Pobunci, KGshoregerd

Gavs Banglaces
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Rx -Thuoc bén theo don

Dé xa tam tay cua tré em
Doc ky hudng din sir dung trwéc khi ding

Néu can thém théng tin xin héi y kién bdc sy, dugc sy.

TORAXIM
Cefpodoxime Proxetil USP twong duong Cefpodoxime 40mg/5ml

TEN THUOC: TORAXIM % [[[/
THANH PHAN: —
Mai lo bot dong khé pha hdn dich dung uéng cé chira:
Hoat chat: Cefpodoxime proxetil USP twong duong Cefpodoxime 400 mg

Ta dugc: Sucrose, natri benzoat (khd), natri carboxymethyl cellulose 12000 cps (khd), axit
citric (khan), natri citrat (khan), colloidal silicon dioxide, aspartame, b6t hwong chudi.

DANG BAO CHE: Bot dong kho pha hdn dich uéng

DUQC LUC HOC:

Cefpodoxim 12 khang sinh cephalosporin thé hé 3. O nhitng nudc c6 ty 1& khang khang
sinh thz‘ip, cefpodoxim cé do bén viing cao trudc sy thn cong cua cac beta - lactamase, do cac
khuan Gram 4m va Gram dwong tao ra.

Cefpodoxim la mot khang sinh phé rong chdng lai nhiéu loai vi khuén giy bénh thong
thuong, bao gom ca cac chiing vi khuan tiét beta-lactamase. Cefpodoxim 6n dinh tét trong méi

trudng vi khuan sinh beta-lactamase va do d6 c6 tac dung d6i véi nhiéu chung vi khuén dé khéng ’s
v&i ampicillin va amoxycillin ¥

Vé nguyén tic, cefpodoxim cé hoat hrc d6i véi cau khudn Gram duong nhu phé ciu (
khuén (Streptococcus pneumoniae), cac lién cau khuin (Streptococcus) nhém A,B,C, G va voi
céc tu cau khuan Staphylococcus aureus, S. epidermidis c6 hay khong tao ra beta - lactamase. “n

Tuy nhién, thudc khong c6 tac dung chéng cic tu cau khuan khang isoxazolyl - penicilin do thay
ddi protein gin penicilin (kiéu khdng cia tu cdu vang khang methicilin MRSA). Kiéu khang
khéng sinh MRSA nay dang phat trién ngay cang ting & Viét Nam.

Cefpodoxim ciing c6 tac dung dbi véi cac cau khuin Gram am, cic truc khuin Gram
dwong va Gram am. Thudc c6 hoat tinh chong cac vi khuén Gram am gdy bénh quan trong nhu

E. coli, Klebsiella, Proteus mirabilis va Citrobacter.
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Tuy nhién & Viét Nam, cdc vi khuin niy ciing khang ca cephalosporin thé hé 3. Vin dé
nay can hru ¥ vi d6 1a mot nguy co thét bai trong diéu tri.

Nguoc lai véi cic cephalosporin loai ung khac, cefpodoxim bén vitng dbi véi beta -
lactamase do Hae-mophilus influenzae, Moraxella catarrhalis va Neisseria sinh ra. Tuy vay
nhan xét nay cling chua dugc theo ddi c6 hé théng 0 Viét Nam va hoat Iuc cua cefpodoxim cao
hon dén mitc d6 nao so vdi hoat lyc cia céc cephalosporin uéng khic ciing chua rd.

Cefpodoxim it tac dung trén Proteus vulgaris, Enterobacter, Serratia marcesens va
Clostridium perfringens. Cac khuan nay d6i khi khing hoan toan.

Cic tu cdu vang khing methicilin, Staphylococcus saprophyticus, Enterococcus,

Pseudomonas aeruginosa, Pseudomonas spp., Clostridium difficile, Bacteroides fragilis,

toan cac cephalosporin.

Listeria, Mycoplasma pneumoniae, Chlamydia va Legionella pneumophili thuong khang hoan //&
b s

Cefpodoxim & trén thi truong 1a dang thudc udng cefpodoxim proxetil (ester cua
cefpodoxim). Cefpodoxim proxetil it tic dung khang khuin khi chua duoc thiy phan thanh
cefpodoxim trong co thé. Cefpodoxim proxetil dirgc hip thu qua dudng tiéu héa va duge chuyén
héa bai cac esterase khong dic hiéu, c6 thé tai thanh rudt, thianh chét chuyén hoa cefpodoxim cé
tac dung.

DUQC DONG HOC:

Kha dung sinh hoc cua cefpodoxim khoang 50%. Kha dung sinh hoc nay tiang lén khi
dung cefpodoxim cling véi thirc n. Nira doi huyét thanh cia cefpodoxim 13 2,1 - 2,8 gidy dbi vai
ngudi bénh c6 chirc ning than binh thuomg. Nira doi huyét thanh tang 1én dén 3,5 - 9,8 giv ¢
ngudi bi thiéu nang than. Sau khi udng mét liéu cefpodoxim, & nguoi 16n khoé manh c6 chirc
ning than binh thudng, nong d6 dinh huyét twong dat dugc trong vong 2 - 3 gio va c6 gia tri
trung binh 1,4 microgam/ml, 2,3 microgam/ml, va 3,9 microgam/ml ddi véi cac liéu 100 mg, 200
mg, va 400 mg.

Khoang 40% cefpodoxim lién két v&i protein huyét turong.

Thudc duoc thai trir dudi dang khong thay d6i qua loc cua cau than va bai tiét caa dng
than. Khoang 29 - 38% liéu dung dugc thai trir trong vong 12 gid & ngudi 16n ¢6 chirc nang than
binh thuong. Khong xay ra bién déi sinh hoc ¢ than va gan. Thudc bi thai loai & muc d6 nhat
dinh khi thim tach mau.

CHI PINH:
- Nhiém khuén duong hé hdp trén: Viém tai gitta cdp tinh, viém xoang ham trén cdp tinh,
viém hong va viém amidan.
- Nhiém khudn duong hé hap dudi: Viem phédi cong dong cép tinh, con cép trAm trong clia
bénh viém phé quan man tinh.
- Nhiém khudn dudng niéu khong bién chimg: Viém bang quang, di tiéu ra mu.
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- Nhiém khuan da va mé mém: Ap xe, viém md t& bao, vét thuong do nhidm déc, nhot,
viém nang, nhot ddc va c6 cac vét loét trén da.

- Cdc bénh ldy truyén qua dudng tinh duc: Bénh [4u cdp khong bién ching, nhidm khuin
hau mén-truc trang do N. gonorrhoeae & phu nir.

LIEU LUQNG VA CACH DUNG:

CACH DUNG:
Cefpodoxim dang hdn dich udng c6 thé udng bat cir ic ndo, véi thirc &n hoic khong. / W
Cich pha hén dich thudc: /
- Moi chai thudc c6 dung tich 75 ml, bén trong chita 400 mg hén hop bot dong kho cuia
Cefpodoxim base (dudi dang cefpodoxim proxetil) trén vai chai ¢ vach ngang chi dung
tich 50ml.
- M@ nit chai, thém nudce cit hodc nude dun sbi dé ngudi vao dén vach gidi han trén vai
chai, lic ky tao thanh hén dich duc mau tréng hodc vang nhat.
- Rét hén dich thudc ra mudng lrdng dé ubng, ding xong day nut kin lo thudc, dé lo thude
con du ¢ nhiét d6 phong (dwdi 30°C), tranh 4nh sang.

LIEU LUQONG
Liéu thuomg dimg:
Ngudi 16n va tré > 12 tudi: Udng: 100 - 400 mg cich 12 gio/lan. =
‘Tré, em tir 2 thang tudi dén 12 tudi: uong 10 mg/kg/ngay, chia lam 2 lan, ciach nhau 12 gio )N/;
(lieu toi da 400 mg/ngay). HE)
Liéu khuyén cdo cho mot s6 bénh cu thé nhu sau: gC |
Ngueoi om va tré em trén 12 tudi: uc
Dot kich phét cdp tinh cia viém phé quan man hodc viém phéi thé nhe dén vira méc phai E
cong dong, liéu thub’ng dung cua cefpodoxim 1a 200 mg/lan, cich 12 gidr mot lan, trong 10 hodc
14 ngay, twong ing vdi cac bénh ké trén.
Viém hong va/hodc viém amidan do nhidém Streptococcus pyogenes, lidu cefpodoxim la e
100mg, céch 12 gio mét lan, trong 5 dén 10 ngay. u
Nhidm khuén da va céc té chirc da thé nhe va vira chua bién ching, liéu thuong dung 1a 400
mg/lan, céch 12 gio mét lan, trong 7 dén 14 ngay.
Nhiém khudn duong niéu tir nhe dén vira chua c6 bién chimg: 100 mg/lan, cach 12 gid mot
lan, dung trong 7 ngay. o

Lau chua bién chimg & nam, nit: ding mét lidu duy nhit 200 mg hodc 400 mg cefpodoxim,
tiép theo l1a diéu tri bang doxycyclin ubng dé dé phong nhiém Chlamydia.
Tré em tir 2 thang tuéi dén 12 tuoi:

Viém tai gitta cip: 5 mg/kg (cho t&i 200 mg) cach nhau 12 gio, trong 5 ngay.
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Viém hong va amidan do S. pyogenes (lién cau khuin tan mau beta nhém A): 5 mg/kg (cho
t6i 100 mg) cach 12 gio/lan, trong 5 dén 10 ngay.

Viém xoang cap (viém xoang mé cip nhe tdi vira): 5 mg/kg (cho téi 200 mg) cach 12 gid/lan,
trong 10 ngay.

Lau khéng bién ching (tré 8 tudi, cin ning > 45 kg): mét lidu duy nhit 400 mg, phdi hop vdi
1 khang sinh ¢6 tac dung ddi véi nhiém Chlamydia.

Viém phdi mic tai cong dong, dot cip do viém phé quan man: 200 mg céch 12 gid/lan, trong
14 ngay va 10 ngay tuong ung.

Da va cdu triic da: 400 mg cich 12 gio/lan, trong 7 dén 14 ngay.

Nhiém khuan dudng tiét nidu khong bién chimg: 100 mg cach 12 gio/lan, trong 7 ngay.

Liéu cho nguwoi suy thin:

Phai giam liéu tiy theo mirc d6 suy thin. DPSi véi bénh c6 d6 thanh thai creatinin it hon
30ml/phit va khong thdm tach mau, cho udng liéu thuong ding, cach 24 gio mot lan.

Ngudi bénh dang thim tach mau, udng liéu thuong ding 3 1an/tuan. /gg

CHONG CHI PINH:
- Chéng chi dinh cefpodoxim cho cic bénh nhan dwoc biét di ing véi cephalosporin hay
cac khang sinh nhém cephalosporin.
- Nhitng bénh nhin mic chitng ri loan chuyén héa porphyrin.

TAC DUNG KHONG MONG MUON: 3\?}
Cefpodoxim nhin chung dugc dung nap t6t. Cac tac dung khéng mong mudn c6 thé gdm: T
- Tiéu héa: Budn nén, ndn, di tiéu chay, dau bung. !'HU,

- Phan tng di tng: Ban dé da dang, ndi may day, ngira, phan ung nhu bénh huyét thanh *HI
Vi phat ban, sét, dau khép va phan {ing phan vé. AN

- Gan: Rdi loan enzym gan, viém gan va vang da & mit tam thoi. é

- Mau: Tang bach cAu ua eosin, rdi loan vé mau.
- Than: Viém than k& c6 hdi phuc.
- Than kinh trung wong: Dau dau, ting hoat dong, bi kich dong, khé ngu, lu 14n, ting

~
trirong luc, chéng mat, va hoa mit. f

Thong bao cho bac si biét nhimg tac dung khéng mong muén gip phai khi dung thude. ?3%
SUDUNG CHO PHU NU" CO THAI VA PHU NU' PANG CHO CON BU: 4
Phu ni¥ ¢6 thai: Khong 6 céc nghién ciru ddy dii va dugce kiém sodt chat ché vé viée sir dung ’

cefpodoxim proxetil cho phu nit mang thai, nhung khéng tim thay bang chimg vé viéc giy qudi
thai ciing nhu gay di tat trong cac thir nghiém trén dong vat. Tuy nhién, thudc chi dugce sir dung
cho phu nit ¢6 thai khi thét s can thiét

Phu nit cho con bu: Cefpodoxim c6 bai tiét vao sita me, do d6 can quyét dinh ngimg cho con
bu hodc ngimg sur dung thude.
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SU DUNG CHO NGUOI VAN HANH MAY, LAI TAU XE:

Khong sir dung cefpodoxim khi 14i xe hay van hanh may, thiét bi, vi thuéc c6 thé gly ciing thing,
hoa mat, chong mit.

THAN TRONG:
- DPélam giam sy phat trién cua vi khuin khang thudc va duy tri hiéu qua cua cefpodoxime
va thudc khang khudn khac, treée khi chi dinh dung thuédc, cin phai lam khang sinh @
dé xac dinh céc vi khuin nhay cam.
- Piéutri bing thudc khéng khuin, bao gdm cefpodoxime cé thé 1am phat trién qua mirc
cua vi khuan Clostridium gdy tiéu chay va viém dai trang (CDAD; con goi la tiéu chay  ,

. A , . 5 oA . N - «A . “ i 4
lién quan khéng sinh va viém dai trang hodc viém dai trang gia mac). W
Phan img qud man /

- Phan {ing qua man c6 thé thiy nhu ndi mé day, ngita, phat ban, sét va én lanh, ting bach
cdu va eosin, dau khdp hodc viém, phu né, ban do, ngira bg phan sinh duc va hiu mén,
pht mach, séc, ha huyét ap, gidn mach, hdi chirng Stevens-Johnson , héng ban da dang,
ddc hai, hoai tir biéu bi, viém da troc vay, so¢ phan vé da théy lién quan dén st dung
cephalosporins.

- Néu phan g qua min xdy ra, phai dimg st dung cefpodoxim va diéu tri bing céc thudc
thich hgp nhu epinephrine, corticosteroids, va can thiét cho bénh nhén thé oxy.

- Tranh st dung cho nhitng bénh nhin da timg ¢6 phin (mg qua min véi cic khang sinh
penicillin va cephamycins, vi cé sw phan tmg qua min chéo giita cac khéng sinh
cephalosporin va B-lactam khac.

- Trong cic truong hop suy giam chic ning than, tong lidu ding hang ngay cua

’\
cefpodoxim can dwgc giam xudng tity theo mirc dd thanh thai creatinin. Y\c
- Cefpodoxim can dugc su dung than trong cho cac bénh nhan dang ding déng thoi cac JHA
thudc c6 kha ning gay lgi tiéu. M
H
TUONG TAC THUOC: ' >
Dung dong thoi cac thudc khang acid hoic cic thudc trc ché H, lam giam sy hap thu va cic
muc cefpodoxim trong huyét twong.
Probenecid e ché sir bai tiét cefpodoxim. .
Cén theo doi chit ché chirc niang than khi cefpodoxim dugc dung ddng thoi véi cac hop chat h
dugc biét c6 kha nang giy ngd doc than. ;\\
QUA LIEU VA CACH XU LY £
Triéu chitng: Budn ndn, nén, di tiéu chay, dau bung, dau dau, cic phan ting di tng nhu phat ban, /

ndi may day, ngira.
Diéu tri: Trong truomg hop phan tng ddc hai nghiém trong do qua liéu, chay than nhan tao hodc
thim phéan phiic mac ¢6 thé hd trg trong viéc loai bo cefpodoxime ra khoi co the, dac biét 1a néu

chitc nang than bi tén thuong.
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DPONG GOI:

Hop 1 1o bot dong khé chita 400mg cefpodoxim base va mot mudng ludng dung tich Sml.
BAO QUAN: Bao quan thudc & noi kho mét, dudi 30°C, tranh anh séng. w
TIEU CHUAN: Nha san xudt. e
HAN DUNG: 24 thang k& tir ngdy san xuit.
NHA SAN XUAT:

San xudt tai Bangladesh boi:

DELTA PHARMA LIMITED.
Pakundia, Kishoreganj, Bangladesh.

TUQ. CUC TRUONG
P.TRUONG PHONG
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