Pom— g

sngp ug']

LIANA JHd Y@,
20N0a 3TNYND 21D
JLA Q04

FHﬁN vi.

BOY TE
CUC QUAN LY DUGQC

DA PHE DUYET
Lin aiu: 480040208
2HRHAN HOP.

MAU CEFACLOR 500mg
Hop 1 vi x 10 vién nang
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GMP - WHO
R Thudc ban theo don

San yudt tai ;
CONG TY CO PHAN DUGC

MipHARMCO 322 - Ly Van Ldm - P1 - TP. C& Mau

THANH PHAN: Cho 1 vién nang e
Cefaclor monohydrat tigng dudng voi

Cefaclorkhan ............. 500mg
Taduge......vd .....1viénnang
GMP - WHO

I Thuéc ban theo don

San yual fai i
CONG TY CO PHAN DUQC

MiPHARMCO 322 - LY Van Lam - P1 - TP, Ca Mau

CHi BINH, CHONG CHi BINH, CACH DUNG
- LIEU DUNG, THAN TRONG, TUONG TAC
THUGC, TAC DUNG KHONG MONG MUON:
Xem 1§ huéng dén si dung kém theo.

Cefaclor
| 500 mg |

ndi khé mat, trénh anh sang.

Boc ki hudng din s dyng trude khi ding
Thudc sén xudt theo : TCCS

Cefaclor
| 500 mg_
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Hép 1 vi x 10 vién nang

MINH HAI

quén thudc & nhigt do dusi 30°C

Dé xa tdm tay cla tré em

Hop 1 vi x 10 vién napg

MINH HAI

SBK:

S6 16 sx:
Ngay sx:
Han dung:



MAU TOA HUGNG DAN
10 hudng dén sit dung thude

Rx:Thude bdn theo don CEFACLOR soomg
THANH PHAN: Cho mot don vi déng g6i nhé nhit.

Cefaclor monohydrat 524,47 mg

tuong duong vdi Cefaclor khan 500 mg

Tinh b6t 55,53 mg

Talc S mg

Magnesi stearat 2,5mg

Colloidal anhydrous silica 2,5 mg .
DUQC LUC HOC:

Cefaclor 1a mot khdng sinh Cephalosporin uéng, ban tng hdp, thé hé 2, 6 tic dung diét vi
khudn dang phat trién va phan chia bing cach e ché tong hdp thanh t& bao vi khuin.
DUQC PONG HQC:

- Cefaclor dugc hap thu t5t sau khi udng Idc déi. Vi lidu 250 mg va 500 mg udng lic déi,
ndng d6 dinh trung binh trong huyét twong tuong ing khodng 7 va 13 microgram/ml, dat dugc sau
30 dén 60 phiit. Thic 4n 1am chim hap thu, nhung t6ng lugng thudc duge hap thu vin khong ddi,
nong d¢ dinh chi dat dudc ti¥ S0% dén 75% nong d6 dinh & ngudi bénh udng lic d6i va thudng
xuat hién mudn hon tir 45 dén 60 phit. Nita ddi clia Cefaclor trong huyét twong tr 30 dén 60 phit;
thdi gian nay thudng kéo dai hon mot chiit & ngudi c6 chic ning than gidm. Khodng 25% Cefaclor
gin vdi protein huyét tuong. N&u mat chic ning than hoan toan, nita ddi kéo dai tir 2,3 dén 2,8
gid. Nong do Cefaclor trong huyét thanh vugt qud nong do e ché t6i thidu, d6i véi phan 16n cde vi
khudn nhay cdm, it nhat 4 gidy sau khi udng liéu diéu tri. .

- Cefaclor phan b3 rong khdp cd thé; di qua nhau thai va bai ti&t trong sita me & ndng do
thdp. Cefaclor thii trit nhanh chéng qua thén; t6i 85% liéu sit dung dudc thai trir qua nudc tiéu &
dang khong ddi trong vong 8 gi®h phin 16n thai trit trong 2 gid dau. Cefaclor dat ndng do cao trong
nudc ti€u trong vong 8 gidf sau khi udng, trong khodng 8 gi& nay nong do dinh trong nudc tiéu dat
dugc 600 va 900 microgram/ml sau cic lidu s dung tuong ng 250 va 500 mg. Probenecid lam
chdm bai ti€t Cefaclor. Mot it Cefaclor dugec dio thai qua thim tdch m4u.

CHI PINH:
- Diing trong cdc bénh nhiém khuan do c4c vi khudn nhay cdm véi Cefaclor:
+ Nhiém tring dudng ho hap.
+ Nhi€m tring da va m6é mém.
+ Nhi€m tring dudng tiét niéu bao gdm ci viem bé thdn va viém bang quang.
+ Viém tai giita.
+ Viém xoang.
+ Viém niéu dao do lau cau. -
CHONG CHI PINH: |
Ngudi bénh c6 tién sit dj ting véi khdng sinh nhém Cephalosporin.
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CACHDUNG - LIEU DUNG:
Cefaclor dung theo dudng udng, vio liic d6i:

- Ngudi 16n: Udng 250mg/lan x 3 14n/ 24 gis, mbi 1dn cdch nhau 8 gid.

- Tré em: Udng 20mg/kg/24 gid chia 3 1in, m3i 1in cdch nhau 8 gid. Tk
tring ning c6 thé tang lidu gap ddi hoic theo chi din cda thdy thudc.

* D61 v6i bénh nhan suy than ndng, can diéu chinh lidu cho nguwi 16n nhy say:

- Né€u do thanh thai creatinin 10 — 50 ml/phdt, diing 50% liéu thudng din g.

- Néu do thanh thai creatinin dudi 10 ml/phiit, ding 25% liéu thuoing dung.

THAN TRONG:

- VGi cdc ngudi bénh ¢6 tién st min cim vdi Cephalosporin, dic biét véi Cefaclor, hoic
véi Penicilin, hodc véi cdc thudc khic. Phii thdn trong vdi ngudi bénh di Wng vdi Penicilin vi.cé
man cdm chéo. Tuy nhién tin s6 min cim chéo véi Penicillin thap. .

- Cefaclor diing dai ngay c6 thé gdy viém dai trang gid mac. Than trong d6i vdi ngudi bénh
¢6 tién sit dudng tiéu hod, dic biét viem dai trang.

- Can than trong khi dang Cefaclor cho ngudi ¢6 chite nang thin suy gidm ning. Vi nta doi
cta Cefaclor & ngudi bénh vo niéu 1a 2,3 — 2,8 gid (so v6i 0,6 — 0,9 gid & ngudi binh thudng) nén
thudng khong can diéu chinh liéu d6i véi ngudi bénh suy than trung binh nhung phai gidm liéu &
ngudi suy than ning. Vi kinh nghiém lam sang trong sif dung Cefaclor con han ch€, nén cin theo
ddi 1am sang. Can theo ddi chifc ning than trong khi di€u tri biing Cefaclor phdi hdp véi cdc
khdng sinh c6 tiém ning doc cho than hodc véi thude 1¢i niéu Furosemid, Acid ethacrynic.

- Test Coombs (+) trong khi diéu tri biing Cefaclor. Trong khi lam phén ng chéo truyén
méu hodc thit test Coombs & tré sd sinh ¢6 me da dung Cefaclor truéc khi d&, phin ng nay c6 thé
(+) do thudc.

- Tim glucose ni¢u bing cdc chat khit c6 thé duong tinh gia.

TUONG TAC THUOC: ,

- Ding ddng thai Cefaclor va warfarin hi€m khi gy ting thoi gian Prothrombin, géy chdy
mdu hay khong chdy mdu vé 1am sang. DGi véi nhitng nguoi bénh nay, nén theo dai thudng Xuyén
thdi gian Prothrombin va diéu chinh lidu néu cin thiét.

- Probenecid 1am ting ndng do Cefaclor trong huyét thanh.

- Cefaclor dung déng thdi véi cdc thude khéng sinh aminoglycosid hoic thudc 1gi niéu
furosemid lam ting dc tinh ddi vdi than.

SUDUNG CHO PHU NU CO THAI VA CHO CON BU-

- Phy nif ¢6 thai: Chua ¢6 c6ng trinh nao duge nghién citu day di & ngudi mang thai. Do d¢,
Cefaclor chi dugc chi dinh ding & ngudi mang thai khi that cin thiét. '

- Cho con bi: Nong d6 Cefaclor trong sifa me rat thap. Tdc dong ctia thudc trén tré dang by
me chua r& nhung nén chu y khi thay tré bi tiéu chdy, twa va ndi ban.
TAC PONG CUA THUOC KHI LAI XE VA VAN HANH MAY MGC-

Chua thdy tic dong nao dugc ghi nhén.

TAC DUNG KHONG MONG MUON:
* Thudng gip: Ting bach cdu ua eosin, tiéu chdy, ban da dang sdi.
* [t gap: Test Coombs truc ti€p duong tinh, ting t& bao lympho, gidm bach cdu, gidm bach
cau trung tinh, budn nén, non, ngita, ndi may day, ngifa by phan sinh duc, viém am dao, bénh
ndm Candida.

* Hi€m gip: Phdn tng phan vé, sot, triéu ching gidng bénh huyét thanh. Hoi ching

Stevens — Johnson, hoai tit bi€u bi nhiém ddc (hdi chitng Lyell), ban da mun mu toan than. Ban da
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dang, viém hoic dau khdp, s6t hoidc khéng, ¢6 thé kém theo hach to, protein niéu
thi€u m4u tan huyét. Viém dai trang mang gid. Tang enzym gan, viém da va vang
thin k& hdi phuc, ting nhe uré huyét hodc creatinin huyét thanh hodic xét nghiém ‘qu
binh thudng. Con déng kinh (véi lidu cao va suy gidm chifc ning than), ting kich 84n $
tinh trang bon chén, mét ngd, 1d 14n, ting truong Iyc, chéng mit, do gidc va ngi ga, da
“Théng bdo cho bdc si nhiing tic dung khong mong muén thuiong gip phdi khi sit dung”
SUDUNG QUA LIEU:

- Céc tri¢u ching qu4 lidu c¢6 thé 13 budn ndn, non, dau thugng vi va tiéu chiy. Mdc do
nang cla dau thugng vi va tiéu chay lién quan dén liéu ding. Né&u c6 c4c triéu chitng khdc, c6 thé
do di ing, hodc tic dong ctia mot nhidm doc khdc hodc ciia bénh hién mic clia ngudi bénh.

- Xif trf qud liu cdn xem xét dén kha ning qud lidu cdia nhidu loai thudc, tuong tic thudc
va duge dong hoc bat thudng & ngudi bénh.

- Khong cin phai rita da day, rudt, tri khi da udng Cefaclor vdi lidu gap 5 14n Lidu binh
thudng.

- Bdo vé€ dudng ho hap cho ngudi bénh, hd trg thong thoang khi va truyén dich.

- Lam gidm hap thu thuSe bing cdch cho udng than hoat nhiéu 14n. Trong nhiéu trudng
hdp, cdch nay hiéu qua hon 1a gdy ndn hodc rita da day. C6 thé rira da day va thém than hoat hoic
chi diing than hoat.

- Gdy lgi niéu, thdm phdn mang bung hoic loc m4u chua dudc xdc dinh 1a c6 1oi trong diéu

tri qué liéu.
BAO QUAN:
Bdo quén & nhiét do dudi 30°C, noi kho mat, trénh 4nh sdng.
DE XA TAM TAY TRE EM.
HAN DUNG:

36 thang k€ tir ngay san xuat

Khong ding thudc qu4 han. -
HINH THUC - CACH TRINH BAY: :

Béng trong vi, vi 10 vién nang ciing, hop 01 vi. C6 toa hudng din kém theo. Doéng trong

thung carton.

Doc ky huéng din sit dung trudc khi diing.
N&u céin thém théng tin xin héi ¥ kién thiy thudc.
Thuéc SX theo : TCCS

CONG TY CO PHAN DUGC MINH HAT
322 - Ly Van Lam - P1 - TP. Ca Mau — Tinh Ca Mau
DT: 0780 3831133 * FAX: 0780 3832676




