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Rx Thuoc ban ké don

12 Vién nang (3 Vi X 4 Vién nang)

Rolxexim

Cefpodoxime Proxetil tuong duong
vdi Cefpodoxime 200mg

My

Rolxexim capsule 200 mg
Cefpodoxime Praxetil eq.io
Cefpodoxime 200mg

12 Capsules

CHI BINH, LIEU LLFONG CACH DUNG
VA CAC THONG TIN KHAC:
Xin doc huwémg dén sir dung.
TIEU CHUAN :Nha sdn xuat

POC KY HPONG DAN SU¥ DUNG

=3
DE XA TAM TAY TRE EM |
TRUWOC KHI DUNG

s

U l/BAO QUAN:

Bdo quan noi khé mat trénh dnh séng, dudi 30°C.

San xuat tai Bangladesh boi:
Healthcare Pharmaceuticals Ltd.
Plant: Rajendrapur, Gazipur, Bangladesh

Rx Prescription Drug

’

12 Capsules (3 blisters X 4 capsules)

Rolxexim

Cefpodoxime Proxetil eq.to
Cefpodoxime 200mg

[DOSAGE AND ADMINISTRATION,

‘ INDICATION AND OTHER INFORMATION]
See the insert paper inside
SPECIFICATIONS

| In -house specification

/ KEEP OUT OF THE REACH OF CHILDREN

READ THE ACCOMPANYING
JNHRUC“DN CAREFULLY BEFORE USE
>,

[STORAGE CONDITION]
Store in a cool and dry place.
Protect from light, below 30°C

Manufactured by y
@ Healthcare Pharmaceuticals Ltd
Plant: Rajendrapur, Gazipur, Bangladesh
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| THANH PHAN MB®bi vién nang chira:

' Cefpodoxim proxetil usp tuong mg voi cefpodoxim 200mg

Td dwgc: Avicel-PH-102, Sodium Starch Glycolat, Sodium Lauryl Sulphate, Magnesium
stearate.

Doc ki hudng dén sir dung trieée khi dimg, néu cdn thém thong tin xin hoi y kién bdc sT.

MO TA:

Vién nang cing hai mau (nip mau ving, thin mau cam), nang s8 0, c6 in “Healthcare
monogram” trén ndp nang mau vang.

DUQC LUYC HQC ' .
Cefpodoxime lién két voi mot hogc nhiéu protein gin v Femc1lm (PBPs), irc ché budc cudi
cung {transpeptidation) cua vige tong hop peptldoglycan thaph” té bao vi khuén, do d6 trc
ché sinh tdng hop va 1am suy yéu thanh té bao din dén cai a t& bao vi khuén.

DU()C PONG HQC

Hip thu: Giam hap thu trong diéu kién néng d9 axit da day thép. Sinh kha dung: khoang 50%.
Phan bd: Ti 1& gin véi Protein : 20-30%, di vao sita me (néng do thap)

Chuyén héa: De-este hoa Cefpodoxime trong rudt.

Thai trir: Thong qua nuée tidu ( & dang khong chuyén héa ); loai bo bing cach loc mau 2-3 giey
(nira doi thai trir), thoi gian thai trlr kéo dai hon ¢ ngudi suy than.

CHI PINH:

Chi djnh d¢ dieu trj cac nhiém khuan sau:

- Nhiém khuédn dudng ho hép trén ca viem tai gilta chp, viém xoang, viém amidan va viém hong.
- Nhiém kbudn dudng ho hap duoi ké ca viém phé quan va viém phéi.

- Nhiém khuan da va mé mem.

- Nhiém khudn duong tiéu khong co bién chimg.

+ r _—
- Nhiém l4u cau cap khong co bién chung, )
LIEU DUNG VA CACH DUNG:
Thudc nay chi dimg theo s ké don cia thay thudc:
Nguoi lon: ’ 1 v,
- Nhiém khuan dudng hé hap trén, ké ca viém amidan va viém hong: 100mg. 2 1dn mdi ngay :
(cach nhau 12 gitr ) trong thoi gian 5-10 hodc 7 ngdy tuong ung ; viém xoang: 200mg, 2 lan _;:

mo1 ngay trong 10 ngay.

- Nhiém khuén duomg hé hap duoi ké ca didu tri dot kich phat cap tinh ctia viém phé quan man
hodc viém phéi cip tinh mac phéi clia cong ddng: 200mg, 2 1dn mdi ngay trong 10 hodc 14 ngiy
tuong ng.

- Nhiém khuin da v mé mém: 400mg, 2 1an mdi ngay, trong 7-14 ngay.

- Nhiém khuén dudmg tiéu khdng c6 bién chimg: 100mg, 2 14n mdi ngay, trong 7 ngay.

- Nhiém 14u cdu cdp khong c6 bién chimg, bénh 14u hiu mén tryc trang & phu nir: lidu duy nhét
200mg.

Tré em:

- 15 ngay dén 6 thang tudi: 4mg/kg, mdi 12 gid.
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- 6 thang dén 2 tudi: 40mg, mdi 12 gio.

- 3-8 tudi: 80mg, mi 12 gio.

- Trén 9 tudi: 100mg, m&i 12 gid.

O nhitng bénh nhan suy than (do thanh thai creatinin durdi 30ml/phut), khoang cach giita cic lidu
nén ting dén 24 gio. Khéng nén didu chinh liéu & nhimg bénh nhan xo gan.

Thudc nén duge udng cung thie an.

CHONG CHI PINH:

Nhitng bénh nhén c6 tién s qud man véi cefpodoxim proxetil hojc nhém khéng sinh
cephalosporin. )

Nhimg bénh nhan nhéan bi rdi loan chuyén héa porphyrin.

THAN TRONG:

Canh gidc:

Trudc khi tri liéu voi cefpodoxim proxetil nén xac dinh can than xem bénh nhan cé cac phan g
qua man trude d6 véi cefpodoxim, céc cephalosporin khac, penicillin, hay vai cace thude khac
khdng. Than trong khi dung cefpodoxim proxetil cho nhiimg bénh nhdn nhay cam véi penicillin,
vi sy qua man chéo gilra cac khang sinh beta-lactam da duoc chimg minh rd rang va ¢6 thé xay
ra lén dén 10% & nhimg bénh nhén ¢6 tién st di ing véi pemcﬂlm Ngung thude néu phan ing di
ing voi ccfpod0x1m proxetil xay ra. Cac phén (mg qua man c¢ép nghiém trong co thé phai yéu
céu diéu tri bing epinephrin va cic bién phdp cap ctru khac ke ca tho oxy, truyén dich, ding
thube khang histsamin dudng tinh mach va k1em soat duong tho.

Viém két mang gia 43 dugc bdo cdo voi gan nhu tit ca cic tic nhan khang khuan ké ci
cefpodoxim, va ¢6 thé thay dbi muc dé tir nhe dén de doa tinh mang. Vi thé, cin cén nhéc chudn
doan & nhiing bénh nhan tiéu chay sau khi dling céc téc nhan khang khuan.

Diéu trj voi khang sinh phd rong ke ca cefpodoxim proxetil lam thay d6i hé vi khuan ¢ rudt gia
va ¢6 thé cho phép ting trudng qua mitc cla clostrida. Céc nghién ctu chi ra rang ddc to duge
sinh ra do Clostridium difficile 1a nguyén nhén chinh gdy viém dai trang do Khage sinh.

Sau khi chuén doan viém dai trang gia mac dugc thiét lap, cac bién phap tr{1 eu,né“n duge bt
dau. Truong hep nhe chi can ngung thudce. Truong hop trung binh dén ning, kit soat ngay dich
va chét dién gia, bd sung protein, va diéu trj bing mét tic nhan khang khuén c6 hiéu qua 1am
sang chbng lai viém dai trang do Clostridium difficile.

Thén trong:

& nhitg bénh nhan thiéu niéu thoang qua hodc dai ding do suy thin, nén giam téng lidu hang
ngdy ciia cefpodoxim proxetil vi ndng d6 khang sinh trong huyét thanh cao va kéo dai ¢6 thé xay
ra ¢ nhimg bénh nhdn ndy sau nhimg lidu théng thuong. Nhu cdc cephalosporin khéc,
cefpodoxim nén duge dung thin trong & nhiing bénh nhan diéu tr déng thoi véi cac thude loi
tiéu manh.

Ciing nhu cac khang sinh khac, dung kéo dai cefpodoxim c6 thé din dén su tang trudng qud mic
ctia nhitng vi khuan khéng nhay cam. Néu bdi nhiém xay ra trong qua trinh tri liéu, cac bién
phap thich hep nén duoc dung.

SU DUNG O PHU NU CO THAI VA CHO CON BU

St dung cho phu nir ¢o thai:

Céc nghién ciru d4 tién hanh & nhidu loai dong vat thi nghiém khong cho thdy bt ki céc biéu
hién gdy quai thai hoic gy ddc cho thai.

Tuy nhién, chua ¢6 nhitng nghién ciru kiém soat diy dii va thich hop trén phu nit ¢6 thai. Vi thé,
cefpodoxim proxetil co thé duge ding cho phu nif ¢ thai khi that su cén thiét.

St dung cho phu nit cho con bii:
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Cefpodoxim dugc bai tiét vao stra me. Vi kha nang c6 nhiing phan tmg nghiém trong xay ra cho
tré dang bt me, nén can ¢6 quyet dinh ngung thudc hoic ngung cho con bii ¢6 tinh dén tdm quan
trong ctia thude dbi voi ngum me.

TAC PONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Cefpodoxim khong gdy tac dong 1én kha nang lai xe va vén hanh may moc

PHAN UNG PHU:

Tac dung khong mong muon duoc ghi nhén trong céc thu nghiém 1am sang la nhe va thoéng qua,
bao gom: tiéu chay, budn ndn, nbén, dau bung, viém dai trang va dau dau. Hlem khl xay ra phan
ung qua mAn, noi ban, ngra, chong mit, chitng ting tiéu cau, chimg giam tiéu clu, giam bach
céu hoic tang bach ciu ua eosin.

Théng bdo cho Bdc st nhitng tdc dung khong mong mudn gdp phai khi sir dung thuéc.

TUONG TAC THUOC:

Nong d6 trong huyét tuong giam khoang 30% khi cefpodoxim proxetil dugc chi dinh cung véi
thudc khang acid hodc trc ché H,.

Khi chi dinh thudc nay ddng thosi voi hop chét duge biét 1a gay doc than, nén theo gidi st chirc
néng thén.

Néng do cefpod0x1m trong huyét tuong gia ting khi chi dinh thudc nay véi probenecid.

Thay ddi cac gié tri xét nghiém: cephalosporin lam cho thir nghiém Coomb truc tiép duong tinh.

SU DUNG THUOC QUA LIEU:

Qua lidu voi cefpodoxim proxetil chua dugce ghi nhan. Triéu chimg do dung thube qua liéu c6
thé bao gdm c6 buon nén, non, dau thugng vi va tiéu chay. Trong truong 6 phan tng cua
nhiém ddc nang né do dung qua liéu, thdm phan mau hay thim phan phtic mlaﬂ]}o thé giup loai
bo cefpodoxim ra khoi co thé, dac biét khi chirc nang thén bj suy giam. AL

TRINH BAY:
4 vién nang/vi x 3vi/ hop

BAO QUAN:

Bao quan noi kho, mat (dudi 30° C). Tranh anh sang.
HAN DUNG:

24 thang ké tir ngay san xuat.

TIEU CHUAN CHAT LUQNG:

Tiéu chuan nha san xuat.

San xuét bai:

HEALTHCARE PHARMACEUTICAL LTD
Plant: Rajendrapur, Gazipur, Bangladesh

Head office: 71-72 Old Elephant Road, Eskaton, Dhaka- 10
Tel: 88-02-9360877 L

Fax: 88-02-8311034 % Yo o
N oS
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