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TENACLOR

Sin xudt b Prdn phél b
CTCP LDOP MEDIPHARCO TENAMYD BA 5.1 cry of P oupe e TEAAMYD
08 Nguybn Tty T0 - P.Phubic Vinh -Tp.Huf -Tinh TT.Hof L6 Y.01-02A Dubng Tin Thidn, Kiu Cong ghibp/Kbu ChE Xust
Tan Thdn, P. Tan Thugn Déng, Qudn 7, TP. K4 Chi Minh

Thinh phda: M3 vién nang ciing chida: Cefaclor (Dudi dang Cefacior Monohydrat): 250 mg
T& Oupe VIR O ..o 1 VI TIANG

68mm

Chi inh & Chilng chi @]ah & Lifu ding - cich ding & Cde thong tn ihde: Xem toa trong hp. E |
Bdo yudn ) ndi kh) thodng, nhigt 40 duli 30°C, trénh dnh séng. © !
Bf za tfm tay trd om - Boc kj Wuing diin s dyng tide khl ddng. b |
@ Prescription drug 2 Blisters x 10 Hard Capsules '
Cefaclor
Manufactured by: 5S¢
Distribused by LB o
Manufactured by: MEDIPHARCO TEMAMYD BA 5.1.| Tenamyd Pharma Comp.| 3 a =
PHARMACEUTICAL JOWT STOCK JORNT VENTURE COMPANY . - - . w ® Z I
Merwra FatinBisr g Mguyen Truong To 5t Phuoc Vinh Ward, Hue City, Thua Thien Hue Provincs.  TEsaw Frapae cos

Composliion: Each hard capsule contains: Cefaclor (as Cefaclor Monohydrat): 250 mg
Exciplents s.qd................ 1 hard capsule
Indications & Conira-indications & Usage and dosage & Another informations: See insert.
Storage: In dry place, below 30°C, protect from light:
mmdmum mmmwwm
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MAU HOP

100mm

; fu :
CAC THONG TIN KHAC: Xin doc trong 18 hudng din sl dyng.
BifuKign BACQUAN:
Nai kha thodng, nhidt 36 khdng qué 30°C, trénh dnh sdng.
Mnrlu?a:mm“
BOC K¥ HUGNG DAN 50 DYNG TRISAC KHIDUNG. 67mm

Sdn it bY:

CTCP LDOP MEDIPHARCO TENAMYD BA ar)

08 Nguydin Triding T4 - P.Phudc Vinh -Tp Hué -Tieh Thita Thidn Hus

Phdn phdl bdi:

Céng ty C4 phén Dijc phiim Tensmyd

LB ¥ 01-02A Buing Tan Thulin, ¥hu Cang nghiépAthu Ché Xullt Tén Thugn,
Ptwidng Tén Thugn BOng, Quén 7, TP, HE Chl Minh

10 Vi x 10 Vién nang ciing

TENACLOR

88mm

Sin il b3 CTCP LIEN DOANM DUGIC PHAM
MEDIPHARCO TENAMYD BR 2.1
Mazsits, Fathti it 08 Nguyin Trudng 76 - P Prudc Vit -Tp Hu -Tinh Thia Thatn Hué
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COMPOSITIONS:

Each hard capsule contains:

Oohuotfas‘ Cefacior Monohydraf): 250mg
8.9.1. 1 capsule

INDICATION, DOSAGE AND ADMINISTRATION, CONTRA-
INDICATIONS, ANCTHER INFORMATIONS: Seeinsert.

STORE:
Inadry place, below 30°C, protect from light

KEEP OUT OF THE REACH OF CHILDREN
PLEASE READ PACKAGE INSERT BEFORE USING
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To hudng ddn sif dyng thudec

Tenaclor 250

Cefaclor 250mg

CONG THUC: M3i vign nang ciing ¢o chifa;
Cefaclor (Ding dui dang Cefaclor monohydraly, 250 mg
T4 duge: Sodium Starch Glycolate, Mycrocrystalline cellulose, Magnesi stearat vifa di
1 vign nang clng.
CHI BINH: Duge chl dinh dé didu tri céc banh nhigm khudn duing hé h4p do cac vi khudn
nhay cim
- iém tai gilia cAp, viém xoang cdp, vidm hong, vim amidan tai phat nhigu 3n
- Viém ph6i, viém phé quan man trong dot difn bign.
- Nhi&m khudn dubing tiét niéu duci khdng bign ching { viém bang quang )
- Nhiém khudn da va phin mém do Staphylococcus aureus nhay clm va
Streptococcus pyogenes.
CHONG CHI BINH: Khong ding thudic cho cc bénh nhan cd tién si mdn cm vai khang
sinh thudc nhém cephalosporin
CACH DONG - LIEU DUNG:
Cefaclor duge sif dyng biing duting wéing, vao lic déi,
Ngui Idn: Liéu théng thubing 13 250mg/ 14n, cil 8 gid mbt 1dn.
- Viém hong, viem phe quin, vigm amidan, nhiém khudn da va mé mém, nhim khudn
dubing tigt nigu dudi: Usng 250 - 500 mg/ 14n, ngay 2 1dn; hodc 250 mg/ 14n, ngay 3 |4n.
- D&i vii cac nhiBm khufn ndng hon, ding lidu 500 mg/ 14, ngay 3 ldn. Liéu gidi
han k& don cho ngudi kan: t3i da 4g/ ngdy.
- Cefaclor ¢6 thé diing cho bénh nhan suy thin. Truing hop suy thin ning, cdn didu chinh
lidu cho ngudi 1on nhu sau:

+ D0 thanh thai creatinin 10 - 50 ml / phit: Ding 50% liéu thuing diing.

+ D9 thanh thii creatinin duti 10 ml/ phit: Diing 25% liéu thuing ding
- Nguisi bénh phai thim tich mau déu ddn: Ding liéu khdi d4u tir 250 mg - 1 g truc khi
tham tich méu va duy trl lifu diéu tri 250 mg - 500 mg/ 14n, ¢ 6 - B gi 1, trong théi
gian gilia cac 14n thim tach.
Ngudi cao tudi- ding liéu nhu ngubi lén
Tré em: Diing 20 - 40 mg / kg thé trong/ ngdy, chia thanh 2 -3 14n wing
- Viém tai gidia § trd em:

Ushg 40 mo/kg e trong/ 24 gid. chia thanh 2-3 14n uling, nhung lidu tong
ching trong ngdy khing dugc qud 1 gam.
Tinh an todn va higu qua d&i véi tré dudi 1 thang tudi cho dén nay vin chua duge xac dinh
Li§ut6i da mot ngay & tré em khiing duge vugt qua 1.5 9.
Diéu tri nhifm khudn do Streptocaccus tan huyt beta bing cefaclor it nhat trong 10
ngay.
* Tré em dudi 6 lwdi: C3n chi § uing thudic véi nhidu nudc dé tranh nguy co bi hoc
thudc.
THAN TRONG:
- Thén trong véi nhiing ngui bénh di iing véi peniciliin vi co m&n cim chéo
- Diing d3i ngay c6 thé gdy viém dai trang gid. Than trong d6i véi ngudi bénh cd tién sif
dusting tigu hoa, dic bidt vidm dai tring.
- Nhiing ngutii c6 chiic ndng than suy gidm ndng, phai gidm liéu & ngubi suy than nang.
- C4n thea ddi chic ning than khi phéi hgp véi cae khang sinh cé tiém nang ddc cho thin
haac véi cAc thudc lgi tiéu Furosemid, acid ethacrynic.
- Test Coombs ¢ thé duang tinh do thudc
- Tim Glucose nidu bing cac chat khil ¢6 thé duong tinh gid.
PHY N CO THAI VA CHO CON BU:
- Phu nil 6 thai chi diing thuic nay khi that cin thigt.
- Phy nil dang cho con bi: tic ddng trén tré dang bl me chua r, nhung nén quan tam khi
thaly tré bj fa chy, fua va ndi ban.
TAC BONG COA THUGC KHI LAI XE VA VAN HANH MAY MOC :
Than trong khi 131 xe va vin hanh may méc vi thudc co thé gay chang mat, o gidc v ngl

ga
TUONG TAC THUGC:

Diing ¢dng thisi Cefaclor vA warlarin hiém khi gay ting thdi gian prothrombin, gay chiy
méu hay khdng chdy mdu v& [Am sang. BEi véi nhing ngudi bénh nay, nén theo doi
thung xuyén thoi gian prothrombin va diu chinh lidu néu c4n thigt
Probenecid lam ting néng dd cefacior trong huy&t thanh.

Gefaclor ding déng thisi véi cac thufic khang sinh aminoglycosid hodc thudc lgi tidu
furosemid 1am tAng déc tinh voi than, =y
TAC DUNG KHONG MONG MUGN:
Udc tinh gdip & khodng 4% ngubi bénh ding cefaclor. Ban'da va la chiy thuting gap nhdt
Thudng gdp
Méu: Ting bach cduua eosin.
Tidu hod: la chy.
Da: Ban da dang sdi.
Itgdp
Todn thin: Test Coombs duong tinh,
Méu: Ting t& bao limpho, gidm bach cdu, gidm bach cdutrung tinh,
Tiéu hod: Bubn ndn, ndn.
Da: Ngtia, ni may day.

TUQ CUC TRUSGNG
P.TRUONG PHONG
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MAU T HUGNG DAN SU DUNG

Tiét niéu - sinh dyc: Ngiia bd phan sinh dyc. viem 4m dao, bénh ndm Candida
Hiém gap

Toan than: Phin ing phdn v, s, tridu ching giing bénh huy&t thanh, hdi ching
Stevens - Johnson, hoai i bigu bi nhim dc (héi ching Lyell), ban da mun md toan
than

Phin (ng giding bénh huyét thanh hay gap 4 tré em hon ngubi I6n: Ban da dang,
yiém hoac dau khap, s6t hodc khting, co thé kim theo hach to, protein nigu

Mau: Gidm tifu cdu, thigu mautan huyst.

Tidu hod: Vigm dai trdng mang gid

Gan: T&ng enzym gan, viém gan va vang da ¢ mat

Than: Vigm thin ké phyc héi, ting nhe uré huyt hodc creatinin huygt thanh hodc
xét nghiém nudc ti€u khdng binh thubing.

Thén kinh trung uang: Can ding kinh (vdi lifu cao vi suy gidm chife ndng thin). ting
cuiing kich déng, dau ddu, tinh trang bén chén, m4t ngdl 10 13n. tang truong luc, chéng
mat, do gidc va ngl ga.

B phdn khdc: Dau khdp.

Théng bdo cho bic sTnhitng t4c dyng khdng mong mudn gip phai khi st dyng thube.
cAc BAC TINH DUGC LUC HOC, DUGC BNG HOC:

*Duge lye hye:

Cefaclor |2 mt khang sinh cephalosporin uing, bén tng hgp the hé 2. c6 tic dung digt vi
khudn dang phét trién va phin chia bing cach tic ché tng hop thanh t& bio vi khudn. C6
tac dung déii véi phdn lan cdc chiing vi khudn sau;

Staphylococcus, k6 ci nhilng ching sinh ra penicillinase, coagulase duong tinh,
coagulase Am tinh, tuy nhign cé biéu hién khing chéo gida cefaclor vi methicillin.
Streptococcus pneumoniae; Streptococcus pyogenes | Streptococcus tan huyét beta
nhém A ) Moraxella (Branhamella) catarrhalis; Hemophilus inftuenzea ( k& ¢3 nhiing
chling sinh ra beta lactamase, khing ampicillin ); Escherichia coli; Proteus mirabilis;
Kisbsielia spp, Citrobacter diversus, Neisseriz gonorrhoeae, Propionibacteria acnes;
Bacteroides spp (ngoai trl Bacteroides fragitis); cic Peptococcus, Peptostreptococcus
spp.

Cefaclor khing tic ding trén Pseudomonas spp hodc  Acinetobacter spp;
Staphylococcus khang methicillin va 14t ¢d cdc ching Enterococcus; Serratia spp.
Morganeila morgannii, Proteus vuigaris vi Providencia rettgeri.

*Duge dfng hoc:

Cefaclor dugc hdp thu r4t tt khi Wing & tinh trang d6i. Véi lidu 250 va 500 mg uiing lic
46i. néing 84 dinh trung binh trong huy8t tuting tuang ing khodng 7 va 13 micregram/mi,
dat dugc sau 30 - 60 phit. Thic 3n 1am cham hap thu, nhung tdng luging thudc duge hap
thu vin khng ¢di. néng do dinh chi dat duc tir 50% - 75% néng dd dinh & ngudi bénh
wing loc i va thuting xust hign mudn hon tir 45 - 60 phit. Nia doi clia cefaclor trong
huy&t tuong tir 30 - 60 phit: thaii gian nay thubing kéo dai han mdt chat & ngubi cd chifc
nding thin gidm. Khodng 25% cefacior gin ket vii protein huyét tung. Néu mdt chic
ndng than hoan todn, niia ddi kéo dai tir 2,3 d€n 2,8 gis. Néng d9 Cefacor trong huyét
thanh vugt qua ndng dd e ché tdi thifu, ddi voi phdn l6n cdc vi khudn nhay cam, itnhit 4
gits sau khi uing lidu difutri

Cefaclor phan b rong khdp ca thé; di qua nhau thai va bai tiét trong sita mg & ndng df
thdp. Cefaclor thii trif nhanh chéng qua than, t6i 85% li8u st dyng dugc thii trif qua nudc
tifu & dang khong déi trong vong 8 gid, phdn 16n thai trif trong 2 gir déu. Cefacior dat
néng df cao trong nutc tifu trong vang 8 gid sau khi uling. trang khodng B gio nay néng
46 dinh trong nudc tidu dat duge 600 va 800 microgram / mi sau cac lidu si dyng tuong
iing 250 va 500 mg. Probenecid lam chm bai tiét cefaclor. Mt it cefaclor dugc dao thi
qua thim tach méau

QUA LIEu vA CACH XU TR:

Trigu ching: c6 thé gbm buén ndn, nbn, dau thugng vi, tiéu chdy. Miic do nang cla dau
thugng vi va tigu chdy phy thudc vao liu ding. NEU c6 cac triéu ching khdc. cd thé do di
iing hay tic d6ng cia mét nhiBm dge khac hodc cla bénh hién mac cha ngubi bénh

XU tef: Xi1 tri qud liu, cdn xem xét d8n khd ndng qud liu cha nhidu loai thude, tuong tic
giida cac loai thudc, dugc dona hoc bit thuong cua bénh nhén. Khong cdn phdi riia da day,
rudttris khi da udng liéu gdp 5 14n liu binh thuiing.

Bao vé duting hd hAp ciia bénh nhan, hd trg thong khi va truyén dich

Lam gidm sy hip thu thudc bing cch cho udng than hoat nhiéu [En. Trong nhiéu
truing hop, bién phap ndy 66 higu qui hon 12 g&y nbn hodic riia da day. C6 the rla da
diy va thém than hoal hodc chi ding than hogt.
LO) KHUYEN CAD:

Thufic nay chi ding theo sy k& don cha béc si.

DE xa tdm tay ciia trd em.

Do ki hudng din sif dyng trude khi ding.

NEu cdn thém thang tin xin hbi y ki€n bdc s§.

DIEU KIEN BAO QUAN:

Noi khti thoang, nhigt dd dutsi 30°C, trdnh dnh sdng.

QUY CACH BONG GOI: 10 vidn nang ciing , hdp 2 i, hip 10 vi.

HAN DUNG: 36 thang ké tif ngay sin xufit

S$4n xud? bdi: GTCP LODP MEDIPHARCO TENAMYD BA s.r.|
DB Nguyén Trubng T9 - P.Phutic Vinh -Tp.Huf -Tinh TT.Heé
Pran phdi b3 CTY GO PHAN DUGC PHAM TENAMYD

L6 '¥.01-02A Dudng Tan Thudn, Khu CAng nphiép/Khu Ché Xut
T4n Thudn, P. Tan Thudn Dang, Quln 7, TP. HA Chi Minh
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