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Thanh phan:
M&i vién nén phan tan khéng bao chira:

Cefpodoxim proxetil
twong drong Cefpodoxim 100 mg.

Chi dinh, liéu diing va cach ding,

than trong va cac théng tin khac:

xem trong t& hwéng dan st dung thudc.

Bao quan: ¢ nhiét do duwéi 30°C.

Tranh anh sang va do &m.

DNNK:

Tiéu chuan: Nha san xuét

SDK, S6 16 SX, NSX, HD: xem Reg. No,

Batch No, Mfg. Date, Expiry Date.

Dé xa tam lay tré em.

Doc ky hudng dén st dung truede khi dang.

Céc thong tin khéc xem trong & hurdng dan st dung.
San xuét béi :

Akums Drugs & Pharmaceuticals Ltd.

19, 20 & 21, Sector-6A, LLE., SIDCUL, Ranipur,
Haridwar-249 403, An Do.

1d 00L-13MOd43D

Rx- Thudc ban theo don

CEFPOWEL-100 DT

Vién nén phan tan Cefpodoxim 100 mg

CEFPOWEL-100 DT

Hop 1 vi x 10 vién nén

\ il CEFPOWEL-100 DT

Mfg. Lic. No.: 5/UA/SC/P-2004
Reg. No.:

Batch No. :

Mfg. Date :

Expiry Date :

J——

/55 mm

No varnish/No laminated area

CEFPOWEL-100 DT

)

A

Mono Carton specification
(A) Size = (LxWxH)
(B) COLOURS = [l Pantone 123 C
[l Pantone 485 C
. Pantone Process Black C

St/

Carton should be both side open

Size : 116 x 55 x 15 mm

Reason of artwork : New/Export (For Registration)
Code No.:

Country : GENERAL

Distributor/ Marked by :

address Through Sticker

)n&/

6/404

Unvarnish area

For 2D barcode
Size : 50x22 mm
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CEFPOWEL-100 DT

Cefpodoxime Dispersible Tablets

COMPOSITION:

Each uncoated dispersible tablet contains:
Cefpodoxime Proxetil USP

eq. to Cefpodoxime 100 mg
Colour : Quinoline Yellow WS

DOSAGE : As prescribed by the Physician.

STORAGE : Store below 30°C,
protected from light & moisture.

Keep all medicines out of reach of children.

Read carefully the package insert

before use.

For ADMINISTRATION & CONTRAINDICATION

See package insert.

Mfg. Lic. No. : 5/UA/SC/P-2004

Reg. No.
Mfg. Date
Expiry Date

Manufactured by:

Akums Drugs & Pharmaceuticals Ltd.
19, 20 & 21, Sector- 6A, |.I.LE, SIDCUL,
Ranipur, Haridwar,- 249403, India

Foil specification
Foil size

Repeat size

Print area

No. of tracks

Strip size

Colours

Code No.

Reason of artwork
Country

. BAF 0.025 mm (Alu-Alu Pack)
:236 mmin 2 Ups

: 35 mm

: 80 mm

12 Ups

: (114x53) mm

: 2 Colours

New/Export (For registration)
: GENERAL

B Pantone 485 C
B Pantone Process Black C

CEFPOWEL-100 DT CEFPOWEL-100 DT
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TO HUONG DAN SU DUNG THUOC

1. Tén thuéc: CEFPOWEL- 100 DT

2. Ciac dau hiéu liru y va khuyén cdo khi diung thude

Thuéc nay chi dimg theo don cua bdc sT

Doc kjy hweéng dan si dung trieée khi dimg

Néu can thém thong tin, xin hoi ¥ kién cua bdc st hodc diegc st

Thong bdo cho bac si nhitng tac dung khéng mong muon gap phai khi sie dung thuoc

Pé thuoc xa tam tay tré em

Khéng dimg thuoc quda han in trén bao bi

3. Thanh phin céu tao cia thudc:

Mbi vién nén phan tan khong bao chira:

Hoat chat:

Cefpodoxim proxetil turong duong cefpodoxim 100 mg

Ta duoc:

Cellulose vi tinh thé 35,09 mg, croscarmellose natri 10,0 mg, crospovidon 18,0 mg,
carboxymethyl cellulose calci 58,5 mg, silic keo khan 2,5 mg, magnesi stearat 4,0 mg, natri
lauryl sulfat 6,0 mg, saccharin natri 10,0 mg, mau vang quinolin 1,0 mg, talc tinh khiét 5,0
mg, huong cam kho 2,0 mg, huong chudi kho 2,0 mg.

4. Dang bao ché: Vién nén phan tan khong bao

5. Chi dinh

Nhiém khudn dwong hé hap trén

Viém xoang do vi khuén cép tinh

Viém amidan

Nhiém khudn dwong hé hdp duéi

Con cép ctia viém phé quan man tinh

Viém phdi do vi khuan

6. Cach ding, liéu dung

Dung dudng udng. Nén udng cung thirc an dé t6i uru hoa su hap thu cua thude.

Nguoi 16n va nguoi trudong thanh vdi chire ndng than binh thuong:
Nhiém khuén dwong hé hap trén

Viém xoang do vi khuén cap tinh: 200 mg x 2 lan/ngay

Viém amidan: 100 mg x 2 lan/ngay

Nhiém khudn dwong hé hap dudi

Con cép cua viém phé quan man tinh: 200 mg x 2 lan/ngay

Viém phéi do vi khuan: 200 mg x 2 lan/ngay

7. Chéng chi dinh

Bénh nhan man cam véi cefpodoxim va céc cephalosporin khac
Bénh nhan min cam véi cac thanh phan cia thudc

Bénh nhan c6 tién sir c6 phan tmg sdc phan vé véi penicillin hodc cac khang sinh beta-lactam
khac.

J\f%/

£ O/ i %
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>~ 8. Canh bzo va thén trong khi diing thude:
Cefpodoxim khong phai la khang sinh uu tién trong diéu tri viém phdi do tu cau khuan va
khong nén dugc sir dung trong diéu tri viém phdi khong dién hinh do céc sinh vat nhu
Legionella, Mycoplasma va Chlamydia gay ra. Khong nén dung cefpodoxim dé diéu tri viém
phdi do S. pneumoniae.
Gidng nhu tat ca cac thuc khang khuan beta-lactam, cac phan (mg qua man nghiém trong va
doi khi gay tir vong da dugce bdo cdo. Trong truong hop phan (g qua man nghiém trong, phai
ngung dung cefpodoxim ngay lap tic va bat dau cac bién phap khan cap thich hop.
Trude khi bit dau diéu tri, can xac dinh xem bénh nhan c6 tién sir phan (ng qua man Vi
cefpodoxim, cac loai cephalosporin khac hay bat ky loai thudct beta-lactam nao khac. Can
than trong néu cefpodoxim duogc ding cho bénh nhan ¢6 tién sir qua man véi cac thude beta-
lactam khac.
Trong truong hop suy than ning, c6 thé can phai giam liéu ding phu thudc vao do thanh thai
creatinin.
Céc thude khang khuan c6 lién quan dén viém két trang va viém két trang mang gia da duoc
bao cdo v6i hau hét cac thude chdng vi khuan, bao gdm cefpodoxim va mirc do nghiém trong
tir nhe dén de doa dén tinh mang. Do do, diéu quan trong 13 phai xem xét chan doan nay o
nhitng bénh nhan c6 tiéu chay trong hodc sau khi dung cefpodoxim. Ngimg diéu tri véi
cefpodoxim va diéu tri dic hiéu cho Clostridium difficile nén dugc xem xét. Cac thude trc ché
nhu dong khong nén dugc cung cép.
Nén than trong khi dung cefpodoxim & bénh nhan c6 tién sir bénh duong ti€u hda, déc biét l1a
viém két trang.
Nhur v6i tat ca cac khang sinh beta-lactam, giam bach cau trung tinh va mat bach cau hat hiém
gap c6 thé phat trién dic biét trong diéu tri kéo dai. P6i vai cac truong hop didu tri kéo dai
hon 10 ngay, can theo ddi cong thirc mau va ngung dung thudc néu phat hién giam bach cau.
Cephalosporin c6 thé duoc hap thu trén bé mat cia mang té bao hdng cu va phan g véi cac
khang thé chdng lai thubc. Diéu nay co thé gy ra duong tinh véi test Coomb va rét hiém gap
gdy ra thiéu mau tan huyét. C6 kha nang 1a do phan img chéo véi penicillin.
Su thay doi chirc ning than di duoc quan st thy khi dung khang sinh cephalosporin, dic biét
khi dung dong thoi véi cac thube c6 kha nang doc than nhu aminoglycosid va / hodc thude cé
tiém nang loi tiéu. Trong nhimg truong hop nhu vay, nén theo ddi chirc ning than.
Ciing nhu cac khang sinh khéc, viéc sir dung cefpodoxim kéo dai c6 thé dan dén su phat trién
quéa mirc ctia cac vi khuan khong nhay cam (candida va Clostridium difficile), c6 thé can phai
gian doan diéu tri.
Tuong tac voi cac test:
Mot phan tng duong tinh gia véi glucose trong nudce tiéu c6 thé xay ra véi dung dich Benedict
hoic Fehling hodc vién thir ddng sulphat, nhung khong phai céc test dya trén phan g oxi héa
glucose xtc tac enzyme
Bénh nhan ¢6 cac van dé di truyén hiém gap nhu khong dung nap galactose, t gﬁijﬁt.Lap‘p\

“\

lactase hodc kém hép thu glucose- galactose khong nén dung thudc nay. /( c;( W) ,.\
¢ ) )
L )

<. J
j\r\/&ﬁ/ QS %"f/f /
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9. Sir dung cho phu nir ¢6 thai va cho con bu
Thoi ky mang thai

Chua c6 tai liéu nao néi dén viée sir dung cefpodoxim trong thoi gian mang thai. Cac nghién
clru trén dong vat khong chi ra cac anh huong truc tiép hay gian tiép dén doc tinh sinh san. Do
lgi ich ctia diéu tri khang sinh, c6 thé xem xét sir dung cefpodoxim trong qué trinh mang thai
néu can thiét. Nhung ciing can than trong khi sir dung thudc.

Thoi ky cho con bu

Cefpodoxim duoc tiét qua sira me véi nong do thap. C6 thé dung cefpodoxim cho phu nir dang
cho con bu. Néu tré bu sira me méc tiéu chay hoéc nidm niém mac, can can nhic vé viéc tiép

tuc/ngung cho tré bu. Ciing can luu y vé sy nhay cam cua tré.
10. Anh hwong dén kha niing lai xe va van hanh may méc
Vi thube ¢6 thé gay ra mot s tac dung khong mong mudn anh hudng dén hé than kinh trung
wong nhu dau dau, chéng mat, budn non nén bénh nhan sir dung thude can than trong khi lai
xe va van hanh may méc.

11. Twong tic, twong ky ciia thude

Khoéng c6 tuong tac thude dang ké duge bdo cdo trong cac nghién ciru 1am sang.

Céc chét ddi khang histamine H2 va cac thudc khang acid lam giam sinh kha dung cia
cefpodoxim. Probenecid giam thai trir ciia cephalosporin. Cephalosporin c¢6 thé lam tang hiéu
qua chdng dong méu ciia coumarin va giam tac dung ngira thai cua estrogen.

Thuéc chong dong dwong uong:

Dung dong thoi cefpodoxim vé6i warfarin ¢6 thé lam ting tac dung chdng dong. D c¢6 nhiéu
bao cdo vé ting tac dung chéng dong cta thudc chéng dong dudng udng khi bénh nhan dung
thudc khang khuan, bao gdm cephalosporin. Rui ro ¢ thé thay déi tiy thudc nhidm tring, tudi
tac va tinh trang chung ctia bénh nhan, nén khé danh gia anh hudng cua cephalosporin trong
viée ting INR (chi sé binh thudng hoa quéc té). Khuyén céo theo dai thuong xuyén INR trong
va thoi gian dau sau khi ngung diéu tri két hop cefpodoxim véi thudc chdng dong duong
udng.

Céc nghién ctru da cho thay sinh kha dung giam khoang 30% khi dung cefpodoxim v&i céc
thubc trung hoa pH da day hodc trc ché tiét acid. Do do, cac thuéc nhu thude khang acid va
khang H2 nhu ranitidine c6 thé lam tang pH da day nén duoc ding sau khi ding cefpodoxim
tir 2 dén 3 gio.

12. Tac dung khéng mong mudn ciia thude

Tac dung khong mong mudn c6 thé xay ra dugc phén thanh cic nhém sau ddy theo thir tu tan
suét gap:

Rét thuong gip (>1/10)

Thuong gip (>1/100 dén <1/10)

it gap (>1/1000 dén <1/100)

Hiém gap (>1/10.000 dén <1/1000)
R4t hiém gap (<1/10.000),
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Chua biét dén (khong thé ude tinh duoc tir dir liéu c6 san).

Hé co quan

Tac dung khong mong mudn

Tan suat gap

R&i loan mau va hé bach huyét

Céc roi loan mau nhu giam
hemoglobin, ting ti€u cau, giam
tiéu cau, giam bach cau, tang bach

cau ua eosin.

Hiém gap

Thiéu méu tan huyét

Rat hiém gap

R6i loan hé mién dich

Céc phan tng di tmg bao gém tét
trong da duoc béao céo.

ca cac muc do nghiém

Phan tng phan vé, co thit phé
quan, ban xuat huyét, phit mach.

Rat hiém gap

Réi loan tai va thinh giac

U tai

it gap

R6i loan chuyén héa va dinh
dudng

Mét ngon miéng

Thuong gap

Roi loan hé tiéu hoa

Ap luc Ién da day, nén, buon non,

dau bung, tiéu chay, day hoi.

Thuong gap

Tiéu chay ra mau c6 thé xay ra nhu mdt triéu ching cua
viém dai trang. Kha nang viém dai trang gia mac c6 thé xem
xét n€u xdy ra tiéu chay nang dai dang trong hodc sau khi

dung thude.

Roi loan than va tiét niéu

Tang nhe ndng do u ré va creatinin
huyét thanh

Rét hiém gap

R&i loan hé than kinh

Di cam, dau dau, chong mat

it gap

Roi loan nhiém khuan va nhiém ky

sinh trung

Su nhén Ién cia vi sinh vat khong
nhay cam.

Hiém gip

Roi loan gan mét

Tang thoang qua ASAT, ALAT,
phosphate kiém/ bilirubin. Cac bat
thuong nay c6 thé giai thich bang
nhiém khuén, hiém khi vuot qua 2
lan gi6i han trén cua céc chi s, dan
dén hinh thai ton thuong gan,
thuong 1a & mat va khong cé triéu
chirng.

Hiém gap

Tén thuong gan

Rét hiém gap

R6i loan da va mo6 dudi da

Phan Gmg qua man voéi niém mac
da, may day, ngtra, phat ban

R \ M in
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Hoi chimg Stevens-Johnson, doc vo[Rét hiém gap
than kinh, ban d6 nhiéu dang.

R&i loan toan than va tinh trang tai [Suy nhuoc, khé chiu it gap
chd dung thude

Théng bao cho bac sy nhirng tic dung khéng mong mudn gip phii khi sir dung thude.
13. Qua liéu va xir tri

Trong truong hop qua liéu cefpodoxim, can sir dung cac bién phap hd trg va diéu tri triéu
chimg.

Trong trudong hop qua lidu, dic biét & bénh nhan véi chirc ndng than suy giam, c6 thé xay ra
bénh ndo. C6 thé phuc hoi khi ndng do cefpodoxim trong huyét twong giam.

14. Dic tinh dwgc lwe hoc:

Cefpodoxim la khang sinh cephalosporin thé hé¢ 3. O nhing nu6e c6 ty 1€ khang khang sinh
thap, cefpodoxim c6 do bén vitng cao trude sy tan cong cia cac beta - lactamase, do cac khudn
Gram am va Gram duong tao ra.

Co ché tac dong: Cefpodoxim trc ché tong hop thanh té bao vi khuan sau khi gin voi cac
protein gin protein. Két qua 1a lam gian doan sinh tong hop thanh té bao, dn dén tiéu va chét
té bao vi khuan.

Co ché dé khang: su khang thudc véi cac cephalosporin 1a két qué cua nhiéu co ché, nhu thay
doi tinh thdm cua thanh t& bao déi véi vi khuén gram am, thay doi cua cac protein gén
penicillin, su tao thanh B- lactam hay chii dong thai thudc ra khoi té bao.

Pho khang khuén:

Cic loai nhay cim phd bién

Vi khuin gram dwong héo khi:

Staphylococcus aureus (nhay véi Methicillin)

Streptococcus pyogenes

Vi khuén gram 4m hao khi:

Haemophilus influenzae

Moraxella catarrhalis

Proteus mirabilis”

Cic loai khang khang sinh c6 thé gay ra vén dé

Vi khuin gram dwong hso khi

Streptococcus pneumoniae

Vi khuin gram 4m hao khi

Citrobacter freundi® Fomrceutin,
O RN
Enterobacter cloacae® /*‘ir S \j\(\
T 3 [ € g
Escherichia coli” 5 )) )
= >
Klebsiella pneumoniae” \Ofk 32 //
: . e
Serratia marcescens Ty

N\ s g
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Cac vi khuin von da ty khang khang sinh

Vi khuin gram dwong hso khi

Enterococcus

Staphylococcus aureus (khang methicillin)

Vi khuan gram 4m hio khi

Morganella morganii

Pseudomonas aeruginosa

Cac loai khac

Chlamydia .

Chlamydophila

Legionella pneumophila

Mycoplasma

$ Su nhay cam trung gian ty nhién

*Ti 1& khang > 50% it nhit & mot ving
“ESBL tao ra loai luon khang

15. Pac tinh dwge dong hoc
Cefpodoxim proxetil dugc hép thu tai rudt va bi thuy phan thanh dang c6é hoat tinh
cefpodoxim. Khi dung vién nén cefpodoxim proxetil tuong duong cefpodoxim 100 mg cho
ngudi an chay, 51,5% dugc hap thu va lugng hap thu s& tang theo luong thirc 4n vao co thé.
Thé tich phan b 1a 32,3 L va ndng d¢ dinh dat tir 2 dén 3 gio sau khi uéng. Nong do tdi da
trong méu 1a 1,2 mg/L va 2,5 mg/L sau liéu 100 mg va 200 mg. Sau khi udng liéu 100 mg va
200 mg 2 lan/ngay trong 14,5 ngay, cac thong sé dugc dong hoc huyét tuong cta cefpodoxim
khong doi.

Protein huyét thanh dinh kém véi cefpodoxim, 40% chii yéu la abumin. Lién két nay thudc
loai khong bao hoa.

Nong do cefpodoxim vuot qua ndng do tre ché téi thiéu (MIC) & cac tac nhan gy bénh thong
thuong c6 thé dat dugc trong nhu mé phdi, niém mac phé quan, dich mang phdi, amindan,
dich k&, va mo tuyén tién liét.

Phan 16n cefpodoxim thai trir qua dudng nudc tidu voi ndng do cao (ndng do & 0-4, 4-8, 8-12
gior sau mot liéu duy nhat vuot qua MIC 90 véi cac tac nhan gdy bénh duong niéu chung). Su
khuéch tan tét cua cefpodoxim ciing duoc nhin thiy trong mé than, véi ndong do cao hon
MICy ctia tic nhan gy bénh & niéu, 3-12 gior sau khi dung liéu don 200 mg (1,6-3,1 pg/g).
Nong do cta cefpodoxim trong tity xwong va mé vo nio la nhu nhau.

Pudng thai trir chinh cua thudce 1a qua than, khoang 80% bai tiét dudi dang khong ddi trong
nudce tiéu, véi thoi gian ban thai la xap xi 2,4 gio.

16. Quy cach déng go6i: Hop 1 vi x 10 vién

17. Diéu kién bio quén, han ding, tiéu chuin chit lwgng ciia thubc
Didu kién bao quan: Bao quan & nhiét do dudi 30°C, tranh anh sang va do A,
Han dung: 24 thang ké tir ngay san xuét
Tiéu chuén chat luong: nha san xuét

. 2o
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18. Tén, dia chi ciia co sé san xuét
AKUMS Drugs & Pharmaceuticals Ltd.
Dia chi: 19, 20 & 21 Sec-6A, I.1.E. SIDCUL, Ranipur, Haridwar - 249403, An bo.
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