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restereer“NHAN HQP CELORMED 500

Kich thuéc:

Dai :107 mm
Réng: 22 mm
Cao : 75 mm

CELORMED
Cefaclor 500 mg \ 5 0 0 /

THANH PHAN/COMPOSITION:

Mdi vién nang cting chifa Cefaclor 500 mg (duéi dang Cefaclor monohydrat)

Each capsule contains Cefaclor 500 mg (as Cefaclor monohydrate)

CHI DINH, LIEU LUQONG, CACH DUNG, CHONG CHI BINH VA CAC THONG TIN KHAC
VE SAN PHAM: Xem t& huéng din sir dung.

INDICATIONS, DOSAGE AND ADMINISTRATION, CONTRAINDICATIONS AND OTHER

INFORMATION: Please refer to the package insert.

DE XA TAM TAY TRE EM. KEEP OUT OF REACH OF CHILDREN

POC K¥ HUONG DAN SU DUNG TRUGC KHI DUNG.

READ CAREFULLY THE LEAFLET BEFORE USE

BAO QUAN: D€ nai khé réo, tranh dnh séng, nhiét 48 khang qué 30°C.

STORAGE: Store at the temperature not more than 30°C, in a dry place, protect from light.
TIEU CHUAN/SPECIFICATION: USP 34

SDK/REG. No.:

500

Cefaclor 500 mg \\\

CELORMED

San xudt bdi / Manufactured by:
CONG TY €O PHAN DUGC PHAM GLOMED
GLOMED PHARMACEUTICAL COMPANY, Inc.
L 29A Bai Lo T Do, KCN Viét Nam - Singapore, Thuan An, Binh Duong
29A Tu Do Boulevard, Vietnam-Singapore Industrial Park, Thuan An, Binh Duong
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RX Thuéc ban theo don Hop 2 vix 10 vién nang ciing
Prescription only Boxof 2 blisters of 10 capsules

CELORMED}
ceacor 500ms \TQTOAN
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HUONG DAN SU DUNG THUOC

CELORMED 500

Cefaclor !
| Vién nang cirng '
| 1- Thanh phin
! M3i vién nang cimg chira:
| Hoat chdr: Cefaclor monohydrat tvong duong cefaclor khan 500 mg.

Ta dugc: Pregelatinized starch, croscarmellose natri, tinh bt ng, silic dioxyd thé keo, magnesi stearat.
| 2- M ti sin phim

|

\ Cefaclor [ khang sinh cephalosporin ban tdng hop dung dudmg udng. V& héa hoc, cefaclor 1a (7R)-3-Cloro-7-(a-D- !
| phenylglycylamino)-3-cephem-4-carboxylic acid monohydrat. Cong thirc phén tir CysH,4CIN;O4S,H,0, va phéan tir luong 385,82.
|
|

| Cefaclor c6 cong thirc ciu tao nhur sau: |
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\ CELORMED 500 chira cefaclor monohydrat tuong duong 500 mg cefaclor khan dugc pha ché dudi dang vién nang cimg ding dé

uong.

' 3- Dugec lye hgc va duge dong hoc |
Duge liec hpe |

| Cefaclor 12 khang sinh ban tdng hop dudmg ubng thuc nhom cephalosporin thé hé 2. Cefaclor c6 hoat tinh dit khuén do trc ché tng

| hop vach té bao vi khudn bang cach gan vao céc protein gén penicilin.
Hoat tinh khang khudn cta cefaclor twong ty véi cefalexin nhung tic dung manh hon trén vi khuin Gram 4m bao gdm Escherichia i

I coli, Klebsiella pneumoniae, Neisseria gonorrhoeae, Vi Proteus mirabilis, 83c biét voi Haemophilus influenzae. Cefaclor c6 tac dung

| chéng lai mdt vai chung H. influenzae sinh beta-lactamase.
Cefaclor khdng c6 tac dung ddi véi Pseudomonas spp. hodc Acinobacter spp, Staphylococcus khang methicilin va tét ca cic chung
Enterococcus. .
Duege djng hoc

| Cefaclor dugc hip thu tét qua dudng tidu héa. Vi lidu 250 mg, 500 mg va 1 g udng lic doi, ndng do dinh trung binh trong huyét .

| twong tuong (g khoang 7 microgam/ml, 13 microgam/ml va 23 microgam/ml, dat dugc trong vong 30 dén 60 phit. Thirc &n lam ;

' cham hdp thu cefaclor, nhung téng lugng thude duge hap thu van khong doi; nong do dinh chi dat dugc tir 50% dén 75% nong do dinh !
& ngudi bénh ubng lic d6i va thudmg xudt hign mudn hon tir 45 dén 60 phut. Nira doi trong huyét trong & ngudi binh thudng tir 30 dén |
60 phat. Thoi gian nay thuomg kéo dai hon mdt chit & ngudi suy giam chire néng thin. O nhitng ngudi mét chire néing thidn hoan toan,

' nira ddi trong huyét tuong khoang tir 2,3 dén 2,8 gio.

| Khoang 25% cefaclor ghn két vai protein huyét tuong. Cefaclor phan bb rong khip co thé; thubc di qua nhau thai va bai tiét trong sita

L me voi ndng do thép.

Cefaclor thai trir nhanh chong qua than; khoang 85% liéu sir dung xuét hién trong nuéc tiéu & dang khong di trong vong 8 gidy, phin |
1¢m thai trir trong 2 giv ddu. Trong khoang 8 gidr nay ndng do dinh trong nuéce tiéu dat duge 600 microgam/ml, 900 microgam/ml va ;
1900 microgam/ml sau céc lidu sir dyng tuong img 250 mg, 500 mg va 1 g. Mt it cefaclor duoc dao thai qua thdm tach mau.
Probenecid lam cham bai tiét cefaclor.

4- Chi djnh

Didu trj céc bénh do céc vi khuin con nhay cam véi cefaclor gay ra bao gbm:

. Nhiém khudn dudmg hd hép trén: viém tai gitta cdp, viém xoang cép, viém hong va viém amidan.
- Nhiém khuin dudng hd hip dudi: viém phdi, viém phé quan man tinh.

| _ Nhi&m khuén da va md mé&m do Staphylococcus aureus nhay cdm va Streptococcus pyogenes.

| . Nhi&m khuén dudng tiét nigu dudi khdng bién chimg: viém bang quang.

5. Lidu dung va cdch dung

Liéu ding !
Ngudi 16n: ubng 500 mg/lan, céch nhau mdi 8 gid, khong ubng qué 4 g/ngay.

Giam lidu dbi véi bénh nhén suy thén.

Trudmg hop suy thén ning, cin diéu chinh liéu cho ngudi 1én nhu sau: Néu do thanh thai creatinin 10 - 50 ml/phit, diing 50% lidu
thudng dung; néu db thanh thai creatinin < 10 ml/phut, dung 25% licu thutmg ding.

| Thoi gian didu tri nén kéo dai tir 5-10 ngdy.
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| Nén udng thuéc vao lic déi. '
6- Chéng chi dinh ‘

Qué mén véi cac thube thude nhém cephalosporin hay bit ky thanh phin nao cia thude.

7- Luu y va thin trong

Khong ding véi bat ky thudc nao khac ¢6 chira cefaclor.

| Duing cefaclor dai ngdy c6 thé 1am phat trién qua mtrc cac vi khuin khéng nhay cam. ‘

Phai than trong v6i ngudi bénh ¢ tién sir mén cam véi cephalosporin, dc biét véi cefaclor, hodc véi penicilin, hodic véi cic thube
khéc.

Phai than trong vdi ngudi bénh dj tmg véi penicilin vi ¢6 min cam chéo.

| Cefaclor ding dai ngay c6 thé gdy viém dai trang mang gia. Than trong d6i véi ngudr bénh c6 tidn sir bénh dudmg tidu héa, dic biét
viém dai trang,

Cin than trong khi dung cefaclor cho ngudi suy thiin ning.

Tham khio y kién béc sT truéc khi diing trong cic trudmg hgp: Tién sir dj (mg v6i penicilin, tién sir bénh dudmg tiéu héa dac biét 14 |
viém dai trang mang gia, suy giam chirc nang than 3 rét, tré so sinh duéi 1 thang tudi.

| Sir dung trén phy nir c6 thai va dang cho con bi: Cic nghién ciru vé sinh san trén dong vét khong cho thdy nguy co dbi véi thai
nhung khong c6 nghién ciru ¢6 kiém sodt trén phu nir ¢6 thai. Vi cdc nghién ciru trén dong vat khéng luén luon du doén dép tng &
ngudi, do vy chi nén ding thuoc nay khi that can thiét. Cefaclor phéan bd trong sita me véi ti 1¢ rat thép khong gy hai cho tré nho bo
me. Khong thdy c6 tic dung khong mong mudn  tré nhé bt me khi ngudi me dang ding cefaclor. Tuy nhién, phy nir dang cho con bi
nén tham khao ¥ kién bac s truéc khi ding thudc.

' Anh huing ciia thude 1én khi niing didu khién thu xe va vin hanh miy méc:
Khong c6 dir li¢u vé anh hudng cua cefaclor dén kha nang l4i xe va van hanh may. ‘

8- Twong tdc cia thude véi cdc thude khic va cic dang twong tic khéc

. Probenecid lam chdm thai trir cefaclor qua than.

Dung dbng thi cefaclor véi warfarin ¢ thé lam ting thoi gian prothrombin.

Duing ddng thai cefaclor véi aminoglycosid hay furosemid c6 thé ting nguy co dgc tinh trén than.

9- Téc dung khéng mong mubn
Thuong gap, ADR = 1/100
| . Mau: Tang bach ciu ua eosin.
- Tiéu hoa: Tiéu chay,
- Da: Ban da dang sai.
It gap, 1/1000 < ADR < 1/100
- Toan than: Test Coombs tryc tiép duomg tinh.
- Mau: Tang té bao lympho, giam bach ciu, gim bach cdu trung tinh.
- Tiéu héa: Budn ndn, non.
- Da: Ngira, nbi may day.
| - Tiét niéu - sinh dyc: Ngtra by phén sinh dyc, viém 4m dao, bénh nim Candida.
Hiém gap, ADR <1/1000
- Toan than: Phan tng phan v¢, sot, hoi chimg Stevens - Johnson, hji chimg hoai tir da nhidm dgc (hoi chirng Lyell), h$i chimg ngoai
ban myn mu toan than cép tinh.
. - Phin tmg giéng bénh huyét thanh hay gap & tré em hon ngudi 1én: Ban da dang, viém hogc dau khop, sot hoge khong, ¢6 thé kem
| theo hach to, protein nigu.
| . Mau: Giam tiéu ciu.
- Tiéu hoa: Viém dai trang mang gia.
- Gan: Tang enzym gan. o,
| - B phén khac: Dau khdp. ’ :
| Ngung s dung va hoi kién bdc st néu: Céc tridu chimg khdng cai thién hay nang hon trong vong vai ngay sir dung thubc, xay ra phan |
Ung phan v¢, viém dai trang mang gia hay co giat. ;
Théng bso cho bic sT nhirng tic dung khéng mong mudn gip phii khi sir dung thude.
10- Qui lidu va xir tri
Trigu chimg: Céc tri¢u chimg ngd doc do qué lidu cefaclor c6 thé gdm budn ndn, ndn, dau thuong vi va tiéu chay. Mitc do nang cla /
| dau thugng vj va tigu chay lién quan dén liéu ding. Néu c¢6 cac trigu chimg khéc, c¢6 thé do di tmg; hodc tac dong ctia mt nhiém doc
khéc; hofic mdt tinh trang bénh hi¢n méic cua nguoi bénh.
| Xur i
- Xir tri qua liéu cAn xem xét dén kha nang qua liéu ciia nhidu loai thudc, sy trong téc thude va duge dong hoc bét thuomg cia ngudi
___bénh. , e

D\

ey
Yl

(

A

&




https://trungtamthuoc.com/

- Khong cln phai rira da day - rudt trir khi da uéng cefaclor véi lidu gép_s t4n lidu binh (hu'bng-; _
- Bao v¢ dudmg ho hép cho ngudi bénh, hd tro théng khi va truyén dich.
- C6 thé lam giam hdp thu thudc bing céch cho uéng than hoat, trong nhiéu trudmg hop, céch ndy higu qua hon 14 gdy ndn hodc rira da

day; c6 thé cho ubng than hoat thay thé hogic thém vao viée rira da day. Cin bio vé dudmg hd hip cia ngudi bénh lic dang rira da
day hogc dang dung than hoat.

- Gy lgi ni¢u manh, thdm phén mang byng hogc thim phan méu chua duge xc dinh hiéu qua trong diu trj qué lidu cefaclor.
11- Dang bao ché va déng gbi
Hop 2 vi, vi 10 vién nang ciing.
| 12- Bdo quin:
Béo quan noi kho rdo, tranh 4nh sang, nhiét do khong qua 30°C.
13- Tiéu chudn chét lwgng: USP 34. _
14- Han diing: 36 thang k& tir ngay sin xuét. e~ d
THUOC BAN THEO DON
DE XA TAM TAY CUA TRE EM
PQC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC ST
San xuét bsi: CONG TY CO PHAN DUQC PHAM GLOMED

Nha may Glomed 2: S6 29A Dai Lo Ty Do, KCN Viét Nam ~ Singapore, thj xi Thudn An, tinh Binh Duong.

BT: 0650.3768824 Fax: 0650.3769095

théng 03 nim 2014
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