https://trungtamthuoc.com/

BO Y TE
CUC QUAN LY DUGC

DA PHE DUYET

ooooooooooooooooooooooo

NHAN Vi CEFLODIN 500

Kich thudec: (Vi 10 vién)
Dai : 100 mm
Rong: 70 mm

Ceflodin’500  Ceflodin )
Cefaclor 500 mg Cefac
D GLOMED PHARMACEUTICAL Co,, Inc. CTY €O PHAN DUGQC PHE
in’500 Ceflodin’500 C
Cefaclor 500 mg Cefaclor 500 mg
ARMACEUTICAL Co., Inc. CTY 6 PHAN DUQC PHAM GLOMED Gl "
= o
Ceflodin°500 Ceflodin
Cefaclor 500 mg Cefac
D GLOMED PHARMACEUTICAL Co,, Inc. CTY CO PHAN DUQC PH#
5
o
din°’500 Ceflodin'500 C=
Cefaclor 500 mg Cefaclor 500 mg
RMACEUTICAL Co,, Inc. CTY €O PHAN DUGC PHAM GLOMED Gl s

vsiﬁﬂgégyAE thang 0¢nam 2014

2., Tong Giam Ddc




httpé://trdn tapthuog,com/

AN HOP CEFLODIN 500

Kich thudc:

Dai : 105 mm
Rong: 20 mm
Cao : 75 mm
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Rx Prescription only
Cefaclor 500 mg
Box of 2 blisters of | capsules

KEEP OUT OF REACH CH!.DIIEH READ CAREFULLY THE LEAFLET BEFORE USE.
msmmtmtempmmm not more than 30°C, hadrypla:e.ptotedﬁorn light.
SPECIFICATION: U Reg No.:

Mani ul‘ach.l'adby PHARMACEUTICAL COMPANY, Inc.
294 Tu Do Boulevard, \ﬁeh'larnSl mln@mmmmnnmﬂhh
Head office: 35 Tu Do B | Park,Thuan An, Binh Duong.
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HUONG DAN SU DUNG THUOC

| 16n thai trir trong 2 gidr du. Trong khoing 8 gitr ndy ndng do dinh trong nuée tidu dat duge 600 microgam/ml, 900 microgam/ml va

| Khong dung véi bt ky thube nao khéc c6 chira cefaclor.

CEFLODIN 500

Cefaclor

Vién nang cimg
1- Thanh phin
MGi vién nang cirng chira:
Hoat chat: Cefaclor (dudi dang Cefaclor monohydrat) 500 mg.
Td duwgc: Pregelatinized starch, croscarmellose natri, tinh bdt ngd, silic dioxyd thé keo, magnesi stearat.
2- Duge lye hoe va duge dfng hoe
Dugce luc hoc
Cefaclor la khang sinh ban tong hop dudng ubng thudc nhém cephalosporin thé hg 2. Cefaclor ¢6 hoat tinh diét khuin do trc ché tdng
hop véch té bao vi khuén bing cach gén vao cac protein gén penicilin.
Hoat tinh khang khuén cia cefaclor twong ty v6i cefalexin nhung téc dung manh hon trén vi khuin Gram am bao gdm Escherichia
coli, Klebsiella pneumoniae, Neisseria gonorrhoeae, va Proteus mirabilis, dic biét v&i Haemophilus influenzae. Cefaclor ¢ tic dung |
chdng lai mot vai ching H. influenzae sinh beta-lactamase. '

Cefaclor khong c6 tac dung dbi véi Pseudomonas spp. hodc Acinobacter spp. Staphylococcus khéng methicilin va tit ca cac ching :
Enterococcus.

Theo cdc s6 ligu trong bdo edo ASTS 1997, E. coli ¢6 ti I¢ dé khdng khoang 22% va Enterobacter dé khang khoang 19% vdi cefaclor,
(50 liéu ¢ Bénh vién Chg Rdy, thanh phé Hé Chi Minh tir 11/1992 dén 11/1996). |
Duege dong hoe oy
Cefaclor duge hdp thu tbt qua duomg tiéu héa. V6i lidu 250 me, 500 mg va 1 g ubng liic doi, ndng do dinh trung binh trong huyéf4™>

{ twong tuong Umng khodang 7 microgam/ml, 13 microgam/ml va 23 microgam/ml, dat dugc trong vong 30 dén 60 phit. Thirc dn 14 ('.‘ao"J

cham hép thu cefaclor, nhung tong lwong thudc dwgc hip thu vin khong dbi; ndng do dinh chi dat duoc tir 0% dén 75% néng do dinf? 06
& ngudi bénh ubng lic déi va thudng xudt hign mudn hon tir 45 dén 60 phat. Nira doi trong huyét twong & ngudi binh thudmg tir 30 0 odC
60 phut. Thoi gian nay thudng kéo dai hon mét chit & ngudi suy giam chire ning thén. O nhimg ngudi mit chirc ning thén hoan to G\
nira doi trong huyét twong khodng tir 2,3 dén 2.8 gid. X
Khoang 25% cefaclor gén két v6i protein huyét tuong. Cefaclor phin bé rong khdp co thé; thubc di qua nhau thai va bai tiét trong sira |
mg¢ véi nong do thép.

Cefaclor thai trir nhanh chong qua than; khoang 85% liéu sir dung xudt hién trong nude tiéu & dang khong déi trong vong 8 gios, phin

1900 microgam/ml sau céc liéu sir dung tuong tmg 250 mg, 500 mg va 1 g. Mt it cefaclor duge dao thai qua thdm tach méu.
Probenecid l1am cham bai tiét cefaclor.

3- Chi dinh '
Diéu trj cc bénh do céc vi khudn con nhay cim véi cefaclor gay ra bao gdm:

- Nhiém khuan dudng ho hdp trén: viém tai gitra cdp, viém xoang cp, viém hong va viém amidan.
- Nhiém khuén dudmg h6 hdp dudi: viém phdi, viem phé quan man tinh. |
- Nhiém khuén da va mé mém do Staphylococcus aureus nhay cam va Streptococcus pyogenes., |

ﬁ

| - Nhifm khuin dudng tiét ni¢u dudi khong bién chimg: viém bang quang. I

4- Lidu ding v cich dung
Liéu ding | 2
Ngudi 16n: ubng 500 mg/lan, cdch nhau mdi 8 gio, khong ubng qua 4 g/ngay. I :
Giam lidu ddi voi bénh nhén suy than. |
Truomg hop suy thdn niing, cin diéu chinh lidu cho ngudi 16n nhw sau: Néu do thanh thai creatinin 10 - 50 ml/phut, ding 50% lidu
thudmg dung; néu d¢ thanh thai creatinin < 10 ml/phat, dung 25% lidu thudmg ding.

Thoi gian diéu trj nén kéo dai tir 5-10 ngay.

Cach ding

Nén uéng thube vao lic doi.

5- Chéng chi dinh

Qué mén véi cc thude thugc nhém cephalosporin hay bit ky thanh phin nao cia thubc.

6- Luu y vi thin trong

Dung cefaclor dai ngay c6 thé 1am phit trién qua muc cdc vi khudn khong nhay cam.

|
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Phii thén trong véi ngudi bénh dj img véi penicilin vi ¢ min cam chéo.
Cefaclor dung dai ngdy c6 thé gdy viém dai tring mang gia. Than trong dbi véi ngudi bénh c6 tién sir bénh dwong tiéu héa, dic biét
viém dai trang, i
Cén thn trong khi diing cefaclor cho nguvi suy than ning.

Test Coombs (+) trong khi didu trj béng cefaclor. Trong khi 1am phan (mg chéo truyén méu hodc thir test Coombs & tré so sinh c6 me
da dung cefaclor trudc khi dé, phan tmg nay c6 thé (+) do thube.
Tim glucose nigu bang cac chit khir c6 thé dwong tinh gia.
Tham khio y kién béc sT trwéc khi ding trong cic trudmg hgp: Tién sir dj tmg v6i penicilin, tién sir bénh duomg tidu héa dic biét 1a I
viém dai tring mang gia, suy giam chirc ning thn rd rét, tré so sinh dudi 1 théng tudi.
Sir dung trén phy ni¥ c6 thai va dang cho con bi: Céc nghién ciru v& sinh san trén dong vat khong cho thdy nguy co dbi véi thai |
nhung khong ¢ nghién ctru ¢6 kiém soét trén phu nir c6 thai. Vi céc nghién ctru trén dong vit khong ludn ludn dy doén dap tmg &
ngudi, do vay chi nén dung thude nay khi thit can thiét. Cefaclor phan b trong sira me véi ti 1¢ rit thdp khong giy hai cho tré nhé b
mg. Khong thdy c6 tac dung khong mong mubn & tré nhé b me khi ngudi me dang dung cefaclor. Tuy nhién, phy nir dang cho con ba
nén tham khao ¥ kién béc si trudc khi ding thube.

Anh huimg ciia thude 1én kha ning didu khién tau xe va vin hinh miy méc:

Khéng c6 dir ligu v& anh hudng cisa cefaclor dén kha ning lai xe va viin hanh may.

7- Tuong tic ciia thude véi cdc thude khic va cdc dang twong tdc khéc

Probenecid lam chdm thai trir cefaclor qua thén.

Dung ddng thoi cefaclor véi warfarin ¢6 thé lam ting thai gian prothrombin.

Diing ddng thoi cefaclor véi aminoglycosid hay furosemid c6 thé ting nguy co ddc tinh trén thﬁn/.&

8- T4c dyng khéng mong mudn (ADR)

Thuomg gdp, ADR > 1/100

- Méu: Tang bach ciu wa eosin.

- Tiéu héa: Tiéu chay.

- Da: Ban da dang sdi.

It gép, 1/1000 < ADR < 1/100

- Toan than: Test Coombs tryrc tiép dwong tinh.

- Mau: Téng té bao lympho, giam bach cdu, giam bach cdu trung tinh.

- Tiéu héa: Bubn ndn, ndn.

- Da: Ngtra, nbi may day.

- Tiét ni¢u - sinh dyc: Ngira bo phan sinh duc, viém dm dao, bénh ndm Candida.

Hiém gép, ADR <1/1000
- Toan than: Phan (mg phan v&, sbt, hoi chimg Stevens - Johnson, hoi chimg hoai tir da nhiém doc (hoi chimg Lyell), hi chimg ngoai |
ban mun mi toan thin cip tinh.

- Phan mg giong bénh huyét thanh hay gap & tré em hon ngudi 16n: Ban da dang, viém hofic dau khop, sét hodic khong, c6 thé kém
theo hach to, protein niéu.

- Mau: Gidm tiéu ciu.

- Ti€u héa: Viém dai trang mang gia.
- Gan: Téng enzym gan,

- B§ phén khac: Bau khép.

Huéng din cdch xir tri ADR

Ngimg sir dung cefaclor néu xay ra dj lmg Céc trigu chimg qué min c6 thé dai dang trong mot vai thang. Trong trudng hop dj img |-

hogc phan img qué mén nghiém trong cin tién hanh diéu trj hd trg (duy tri thong khi va sir dung epinephrin, oxygen, tiém tinh mach
steroid).

Ngimg diéu trj néu bj tiéu chay niing.

Céc trudmg hop bi viém dai trang mang gia do Clostridium aw“cde phit trién qua mirc & thé nhe, thubng chi ¢én ngirg thude. Céc
trudmg hop thé vira va ning, cin luu ¥ cho truyén céc dich va chit dién giai, bd sung protein va diéu trj bing khang sinh ¢6 tac dung
v6i C. difficile (nén ding metronidazol, khong diing vancomycin).

Phan (rng giéng bénh huyét thanh thudng xay ra mdt vai ngdy sau khi bit ddu diéu trj va giam din sau khi ngimg thudc vai ngay. Boi
khi phan img ngng cén didu tri bing cac thube khéang histamin va corticosteroid.

Néu bj co giéit do thudc diéu trj, phai ngimg thudc. C6 thé didu trj bing thubc chng co gidt néu cin.
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Ngung st dung va hoi kién bdc sTnéu: Céc triéu chimg khong cai thién hay ning hon trong vong vai ngay sir dung thuc, xay ra phan |

g phan v§, viém dai trang mang gia hay co giét.

' Théng bdo cho béc sT nhirng tic dung khéng mong muén giip phii khi sir dung thude.

9- Qud liéu va xir tri

Triéu chimg: Céc triéu chimg ngd doc do qua lidu cefaclor c6 thé g(’)m budn nén, nén, dau thugng vi va tiéu chay. Mirc d§ ning cta

dau thugng vi va tiéu chay lién quan dén lidu diing. Néu ¢6 cac triéu chimg khéc, ¢6 thé do dj Gng; hodc téc dong ctia mot nhiém doc !

khdac; hodc mdt tinh trang bénh hién mac ctia ngudi bénh. i

X tri

- Xir tri qué lidu céin xem xét dén kha nang qué li¢u cta nhidu loai thude, sy twong tc thube va duge dong hoc bét thudmg cia ngudi
bénh.

- Khéng cén phai rira da day - rudt trir khi da ubng cefaclor véi lidu gdp 5 I4n lidu binh thwomg.

- Béo v¢ dudng hé hép cho ngudi bénh, hd trg thong khi va truyén dich.

- C6 thé lam giam hép thu thudc bing cich cho ubng than hoat, trong nhiéu tromg hop, cach ndy hiéu qua hon Ia gay non hogc rira da
ddy; c6 thé cho udng than hoat thay thé hogc thém vao viéc rira da day. Cin bao vé dudmg ho hip cia ngudi bénh lic dang rira da
day hofic dang dung than hoat. .

- Giy lgi ni¢u manh, thim phén mang bung hofic thdm phan mau chura duge xac dinh hi¢u qua trong diéu trj qué lidu cefaclor. |

10- Dang bao ché va déng goi ﬁy

Hgp 2 vi, vi 10 vién nang citng.

11- Bio quéin: Pé noi kho réo, tranh anh séng, nhiét dj khéng qué 30°C.

12- Tiéu chudin chét lugng: USP 37. ¢

13- Han ding: 36 thang ké tir ngdy san xuét. ‘/cr
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