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Rx PRESCRIPTION DRUG

50 ml

Taxetil

Powder for Suspension

ARISTOPHARMA LTD.

Plot # 21, Road # |1 Shampur-Kadamtal I/A
Dhaka-1204, Bangladesh,

COMPOSITION:

Each bottle (50ml) contains:
Cefpodoxime Proxetil USP
Equivalent to Cefpodoxime 400mg.

make the bottle well before use |

Please refer to enclose leaflet for
DOSAGE & ADMINISTRATION/
INDICATIONS/
CONTRA-NDICATIONS/
PRECAUTIONS/SIDE EFFECTS.

Specification : USP.

* Prepared suspension should not
be used after 14 days.

* To be dispensed only on or by
the prescription of a registered
physician.

« Store in a cool, dry place & away
from light.

* Keep out of the reach of children.

Carefully read the accompanying
instructions before use

Visa No.

Mfg. Lic. No. :

Batch No.

Mfg. Date :dd/mmlyy.
Exp. Date : dd/mmlyy.

Direction for reconstitution:

Shake the bottle to loosen
the powder. Add 30ml (6
tea-spoonfuls) of freshly
boiled and cooled water
to the bottle using the supplied
cup & shake until all the
powder is in suspension.
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Rx PRESCRIPTION DRUG

ﬂ Taxetil

COMPOSITION:

Each bottle (50ml) contains:
Cefpodoxime Proxetil USP
Equivalent to Cefpodoxime 400mg.

Please refer to enclose |eaflet for

Rx PRESCRIPTION DRUG

50 ml

Taxetil

Powder for Suspension

ARISTOPHARMA LTD.
Plot # 2), Road # 11 Shampur-Kadamtali VA
Dhaka-1204, Bangiadesh.

COMPOSITION:

Each bottle (50ml) contains:
Cefpodoxime Proxetil USP
Equivalent to Cefpodoxime 400mg.

I Shake the bottle well before use J

Direction for reconstitution:

Shake the bottle to loosen the powder.
Add 30ml (6 tea-spoonfuls) of freshly
boiled and cooled water to the bottle
using the supplied cup & shake until
all the powder is in suspension.

{Rx Thudc ké don. SBK:

Bt pha hén dich udng TAXETIL
(Cefpodoxime Proxetil USP tuong duong

i Cefpodoxime 400mg)

~56 16 SX, NSX, HD: Xem “Batch No", “Mfg. date”,
“Exp. date” trén bao bi.
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: hén dich u

ch ;
“.Bao quan nol knd mat, tranh anh sang. D& xa tam tay
* cliatré em.
Boc k§ hrémg dan sir dung trude khi dung. Chi dinh,
{ chéng chi dinh, lidu ding, cach ding va cac thong tin
+ khéc xem trong huéng dén sir dung kém theo.
-Nhap khiu bai:
-San xudt boi: ARISTOPHARMA LTD.
- Plot # 21, Road # 11, Shampur-Kadamtali VA
' Dhaka-1204, Bangladesh

* Prepared suspension should not
be used after 14 days.

* To be dispensed only on or by
the prescription of a registered
physician.

« Store in a cool, dry place & away
from light.

o Keep out of the reach of children.

I

DOSAGE & ADMINISTRATION/
INDICATIONS/

CONTRA-INDICATIONS/

HBOOB HASSAN
(Managing Director)




Néu can thém théng tin xin héi y kién cua thdy thudc.
Thuoc nay chi dung theo su ké don cua bdc si.
Dé xa tam tay cua tré em.

Doc kjf hudng dan si: dung trude khi dimg. 4 g / aﬂ

TAXETIL POWDER FOR SUSPENSION

Thanh phan:

M3i 5 ml hdn dich chira
Hoat chit
Cefpodoxime proxetil USP tuong duong Cefpodoxime 40 mg
Ta dwge: Dispersible Cellulose(Avicel RC 591), Anhydrous Citric Acid, Sodium Citrate
(Anhydrous), Sodium Benzoate, Banana Powder Flavour, Orange Powder Flavour,
Aspartame, Colloidal Anhydrous Silica (Aerosil-200), Sucrose.

DUQC LUC HQC:

Cefpodoxime ¢6 phd khang khudn rong ddi véi nhiéu vi khuan Gram duong va Gram am.
Cefpodoxime dn dinh khi ¢ su hién dién cua cac enzyme beta-lactamase. Do do, nhiéu vi
khudn dé khang voi cac khang sinh penicillin va vai khang sinh cephalosporin do vi khuan
tao beta-lactamase, c6 thé nhay cam voi cefpodoxime. Cefpodoxime bi bat hoat boi mot sb
beta-lactamase phd rong.

Tinh diét khudn cua cefpodoxime do e ché sy téng hop véch té bao vi khuan. Cefpodoxime
c6 hoat tinh ddi voi hau hét cac ching cua nhitng loai vi khuan sau in vitro va trong céc
nhiém khudn 1am sang dugc néu trong phan chi dinh. !

Vi khuin hiéu khi Gram dwong: g
Staphylococcus aureus (ké ca cac chung tao penicillinase).

Ghi chii: Cefpodoxime khong c¢6 hoat tinh ddi véi Staphylococci dé khang voi methicillin.,
Staphylococcus saprophyticus.

Streptococcus pneumoniae (khdng ké cac ching dé khang vai penicillin).

Streptococcus pyogenes.

Vi khuin hiéu khi Gram am:

Escherichia coli.

Haemophilus influenzae (ké ca cac ching tao beta-lactamase).

Klebsiella pneumoniae.

Moraxella (Branhamella) catarrhalis. / Q \'\ AR 1,
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Neisseria gonorrhoeae (ké céa cac ching tao penicillinase). fi~ F\? \
! m Ia

Proteus mirabilis.

CAC PAC TINH DUQC PONG HQC:
Trong khoang liéu dung khuyén nghi (100-400 mg), téc do va su hép thu cefpodox1me phu
thude lidu dung; ving dudi duong cong ndng dd AUC va Cpay giam dén 32% khi tang lidu.
Trong khoang lidu dung khuyén nghi, T khoang 2-3 gior va Ty, trong khoang 2.09-2.84 gio.
Cmax trung binh 1a 1.4 ug/ml dbi véi liéu dang 100 mg, 2.3 pg/ml déi véi liéu dung 200 mg,
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va 3.9 pg/ml ddi voi liéu dang 400 mg. O céc bénh nhan ¢6 chirc niang than binh thudng,
khong ¢6 sy tich liiy hodc thay d6i quan trong vé cac thong sé dugce dong hoc khac sau khi
dung nhiéu lan & lidu 1én dén 400mg mdi 12 gid, xem bang sau:

Nong d9 huyét twong cua Cefpodoxime (ug/ml) & bénh nhan udng thudc budi sing lic

bung déi (Liéu don)

Thoi gian sau khi uong (gio)
Liéu dung* 1 2 3 4 6 8 12
100mg 0,98 1.4 1,3 1,0 0,59 0,29 0,08
200mg 1,5 2,2 2,2 1,8 1,2 0,62 0,18
400mg 2,2 3,7 3,8 3,3 2,3 1,3 0,38

* Twong dwong Cefpodoxime

Phén bé : Cefpodoxime géin két protein trong khoang 22-33% trong huyét thanh va 21-29%
trong huyét tuong.

Béng nwéc da: Sau khi udng nhiéu lan cefpodoxime proxetil & liéu 200mg hodc 400mg mdi
12 gidr trong 5 ngay, nong do t6i da trung binh ciia cefpodoxime trong dich béng nudc da la
1,6 va 2,8 pg/ml, tuong tmg. Nong do trung binh cta cefpodoxime trong dich bong nudc da
sau khi dung thube 12 gior 14 0,2 va 0,4 pg/ml tuong tmg véi ché do lidu dung 200 va 400 mg
dung nhiéu lan.

MG lwdi: Sau khi uéng mot liéu don cefpodoxime proxetil 100 mg, ndng do cefpodoxime
toi datrung binh trong mo ludi 13 0,24 pug / ml vao lic 4 gi®r sau khi udng va 0,09 pg/ml
vao lic 7 gitr sau khi udng. Sy can bing gitra ndng do huyét trong va mé ludi dat duge trong
vong 4 gio sau khi udng. Khong c¢é bao cdo phat hién thiy cefpodoxime trong mé ludi sau
khi udng 12 gio.

Céc két qua ndy dd ching minh ring nong do cua cefpodoxime vugt qua MICy cua S.
pyogenes trong it nhat 1a 7 gio sau khi uéng 100 mg cefpodoxime proxetil.

Mé phoi: Sau khi udng mot liéu don 200mg cefpodoxime proxetil, ndng do tdi da trung binh
ctia cefpodoxime trong mo phoi 1a 0,63 pg/ml vao lic 3 gior sau khi udng, 0,52 pg/ml vao luc
6 gior sau khi udng, va 0,19 pg/ml vao lac 12 gio sau khi ubng. Két qua cua nghién ciru nay
cho thiy cefpodoxime thim vao mé phdi va duy tri ndng do thudce trong it nhit 12 gior sau khi
udng & ndng do vuot qua MICq, ctia S. preumoniae va H. influenzae.

Dich niio tity: Khong c6 day du dir ligu vé ndng do cuia cefpodoxime trong dich ndo tuy.

Tdc dung ciia suy chirc nang than: Sy thai trlir cua cefpodoxime bi giam & cac bénh nhan bi
suy than ning hay trung binh (d¢ thanh thai creatinine <50 ml/phut). O cac bénh nhan bi suy
than nhe (d¢ thanh thai creatinine 50-80 ml/phut), thdi gian ban huy trung binh cua
cefpodoxime trong huyét thanh 1a 3,5 gid. O cc bénh nhan suy than trung binh (do thanh thai
creatinine la 30-49 ml/phut) hodc suy than nang (d¢ thanh thai creatinine 5-29 ml/phut), th0’1
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gian ban huy tang 1én dén 5,9 va 9,8 gio, tuong tmg. Khoang 23% liéu ding bj loai trir ra
khoi co thé trong thoi gian loc than nhan tao chuén 3 gio.

Tdc dung ciia suy gan (Xo gan): Sy hap thu c6 bi giam va sy thai trir khong thay ddi & cac
bénh nhéan xo gan.

Thoi gian ban hdy trung binh va d§ thanh thai cta cefpodoxime & cac bénh nhan xo gan
twong ty nhu céc nghién ciu & nhimg ngudi khoe manh. Co truong dudng nhu khong anh
huéng dén céc gia tri & bénh nhan xo gan. Khuyén nghi khong diéu chinh liéu & nhimg bénh
nhin nay.

Ngudi cao tudi: Nhimg nguoi cao tudi khong can didu chinh lidu dung trir khi ho bi suy than.
O ngudi cao tudi khoe manh, thoi gian ban hiy cua cefpodoxime trong huyét tuong trung
binh 1a 4,2 gio (so v&i 3.3 & nguoi tré tudi) va 21% dugce phat hién trong nude tiéu sau khi
uéng 400mg mdi 12 gi0. Céc thong 0 dugc dong hoc khac (Cpax, AUC, va Tnax) khong thay
ddi so voi cic ngudi khoe manh tré tudi.

CHI PINH:
- Nhiém tring dudng ho hap trén nhu viém hong, viém amidan, viém tai gitra. ..
- Nhiém tring dudng ho hip dudi nhu viém phé quan, viém phdi.
- Nhiém trung duong niéu dao bao gdm ca l4u cau.
- Nhiém tring trong da va mé mém (JZ
- Céc nhiém trang & tré so sinh
- Cac nhi®m khuén gay ra bai cac vi khuén nhay cam.

LIEU DUNG VA CACH DUNG
Nguoi lom:

- Nhiém khuén duong ho hép trén : 100 mg x 2 lan trong ngay
- Trong viém xoang : 200 mg x 2 lan trong ngay
- Nhiém khuédn duong ho hép duoi : 100mg-200mg x 2 lan trong ngay
- Nhiém khuén trong da va m6é mém : 100mg x 2 lan trong ngay
- Nhiém khuén duong tiét niéu : 100 mg x 2 lan trong ngay hoic
200 mg x 2 1an trong ngay trong nhiém khuan duong niéu trén.
Tré em:
- Tu 15 ngay — 6 thang tudi : 4mg/kg mbi 12 giod
- Tur 6 thang — 2 tudi : 40mg mdi 12 gio
- Tu 3 tudi — 8 tudi : 80mg mdi 12 gio
- Tu>9 tudi : 100mg mdi 12 gids

Cich pha hén dich:
- Lic chai bot thude
- Pong 30 ml nudce (6 thia ca phé) db vao chai va lic déu cho dén khi chuyén sang hén
dich.
- Khong nén sir dung hon dich sau khi pha 14 ngay.
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Min cam véi thube nay hosic thude nhom cephalosporin. (m ( z‘ | -
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CANH BAO VA THAN TRONG KHI DUNG THUOC

Man cam voi cac khang sinh nhom cephalosporin hodc céc beta-lactam khac. Cac phan ung
di tmg dé xay ra hon & cac bénh nhén c6 tién sir di tmg. Kiém soét chirc nang than khi dung
thudc nay dong thdi véi cac hop chit duge biét 1a ¢6 doc tinh trén than.

Sir dung trong thai ky va khi cho con bu:

Str dung trong thai ky:

Cefpodoxime proxetil khong gdy quéi thai ciing khong gdy hai cho phéi thai khi dung cho
chudt & lidu 1én dén 100 mg/kg/ngdy (gdp 2 lan liéu dung cho ngudi, dya trén mg/m?) hodc
dung cho tho & lidu 1én dén 30 mg/kg/ngay (1-2 lan liéu dung cho ngudi, dya trén mg/kg).
Tuy nhién khéng cé cac nghién ciru co kiém soat ddy du vé sir dung cefpodoxime proxetil
cho phu nir ¢6 thai. Do céc nghién ctu & dong vat khong ludn luén dy doan duge dap ing &
ngudi, chi nén dung thude nay trong thai ky khi tht sy can thiét.

Str dung khi cho con bii :

Cefpodoxime dugc tiét vao sira me. Trong mot nghién ctru & 3 phy nit nudi con bing sita me,
ndng do cua cefpodoxime trong sita la 0%, 2% va 6% nong do trong huyét thanh sau 4 gio
udng mot lidu cefopodoxime proxetil 200mg.

O thoi diém 6 gid sau khi udng thudc, ndng do trong sira 1a 0%, 9% va 16% ndng do trong
huyét thanh. Vi c6 kha ning gdy phan ing nghiém trong ¢ tré bu me, nén quyét dinh ngung
cho con bu hodc ngung ding thude, tlly vao tim quan trong cua thube ddi voi nguoi me.

Sir dung cho bénh nhan nhi:

C6 thé st dung theo su ké toa cua thay thude. 2

TAC PONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC
Thudc c6 thé gdy chong mat nén than trong khi lai xe va van hanh may moc.

TAC DUNG KHONG MONG MUON

Tiéu chay, budn ndn, non mira, dau bung, viém rudt va nhirc d4u. Céac phan (mg ting cam c6
thé xay ra nhung hiém nhu ndi mén do, ngtra, chong mat, thiéu tidu cdu, tang tiéu ciu, thiéu
bach cau hoic ting bach cdu ua eosin. -
Théng bdo cho bdc si nhitng tic dung khong mong muén gdp phai khi diing thubc. //0
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Thudc khang acid: A\

Dung dong thoi véi cac thubc khang acid liéu cao (sodium bicarbonate va aluminum
hydroxide) hodc cac thude chen thu thé H, s& lam giam néng d dinh trong huyét tuong
khoang 24-42% va giam do hdp thu khoang 27-32%, tuong tng. Téc do hdp thu khong bi
thay ddi boi cac thudc dung dong thoi nay. Céc thudc khang cholinergic duong ubng (nhu la
propantheline) s& lam cham thoi gian dat dén nf“mg d6 dinh trong huyét thanh (tang Ta 1€n
47%), nhung khéng anh huong dén do hap thu (AUC).

Probenecid:

Cling nhu cac thudc khang sinh beta-lactam khéc, sy bai tiét qua than cta cefpodoximé bi uc
ché bai probenecid va lam ting vang dudi duong cong ndng do khoang 31% va ting ndng do
dinh trong huyét twong ctia cefpodoxime khoang 20%.



Thudc ¢6 déc tinh trén than:
Mic ddu da c6 ghi chi vé dgc tinh trén than khi dung don ddc cefopoxime proxetil, nén theo
di cén than chirc nang than khi diing cefpodoxime proxetil dong thdi véi cac hop chét dugc
biét 1a c6 doc tinh trén than.

QUA LIEU

Trong cac nghién ctru doc tinh cép trén loai gam nhim, diing mot lidu don 5 g/kg duong udng
khong co tac dung phu. Trong trudng hop bi nhiing phan tmg doc tinh nghiém trong do dung
quéa liéu, loc than nhén tao hodc tham phan phic mo c6 thé gitp thai trir cefpodoxime ra khoi
co thé, dic biét 1a khi chirc ning than bi yéu. Céc triéu chimg ddc tinh sau khi ding qué liéu
khang sinh beta-lactam co thé gdm budn ndn, non mura, kho chiu ving thugng vi va tiéu
chay.

QUY CACH PONG GOI : Hop 1 o bot 50 ml bdt pha hdn hop dich udng.

BAO QUAN : Bao quan noi kho rao, thoang mat. Tranh dnh sang.

HAN DUNG  : 24 thang ké tir ngay san xuat.
Sau khi pha hdn dich nén duogc bao quan trong tu lanh ¢ nhiét do 248°C.
trong lo kin. Khong nén st dung hdn dich sau khi pha 14 ngay.

TIEU CHUAN : USP

NHA SAN XUAT:

Pl ARISTOPHARMA LTD.

Plot # 21, Road # 11, Shampur-Kadamtali I/A,
Dhaka-1204, Bangladesh
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ahboob Hassan
N(\Managing Director)
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