
CECLOR
® 

CEFACLOR 
FOR ORAL SUSPENSION 

DUICRIPTIO:S 
Ccflclor i• 1. 1emj1ynthetic cc.:ph.alo;;;pmin antihiotic for oral ldi.nini,m.tion. Tt i1 
chemkally de1ign1.ted as 3-chloro-7-D-(1-phen:,'IJ;1lycin1mido)-J-cephcm-i-c1Cboxylic 
1.cid monobydratc, 
Afl!r mi.xing, cach 5 mL of cdilclor for oral tl.llipetwion ·,âll contl.in cefador 
monohydra"le equivalent \1) 125 ma (0,34nunol), 187-5 roj;I (0.:51 m1nolt 2:50 rn1, (0, 68 
mmol), or 375 mj;I ( 1,0 mmol) œfaclor, 

CLTh--iCAL PIIARMACOLOGY 
Ccfaclor i;;; wcll ab,orbcd 1.fter oral administration -ai futini ILl�ecu, Tom] ab,orption i1 
the !amc 11i'h.:'.thcr the hi i1 i}..-cn with or without iood; ho,r;·eyer. whcn it li tù:en with 
:F0od; tho pe.W:: conœntmtion 1.chieYed i, 50':-'i to 7:5�-i, of th1.t ob!cTYed whon tho chui i1 
1.dmini1terod to !utini utijecu .1nd 1onor:ally 1.ppea:11; from thrcc founht; to 1 hou: lator. 
l'oIJo11;,Il11 uk11.ii1tration of 250-mg. �IO0-mi, and 1-j do1e1 to futing iubjeoti. nerl.jjl:C 
pcM. 1cnni le...-el,; of approximatdy 7, l J. and 13 mi'Lreipcctiyoly,.-ero obtainod withn 
JO to 6,(1 minutei. Approximatdy 60'"° to 8.'l'.'S, of the ŒlJg i! cxcreted unohanged in the 
l.Ilno witl:ù:n 8 hoaI, the grc1.ter portion being cxorckd within the fnt 2 hmm. Du-ing 
this 8-hour period, peù:: urine concentn.tiom .:}llowing the 2.'l'.0-rng, 500-m]!!:. and 1-g 
do101 -,,;,ore approxllill.tely 600, 900, md 1,900 mwL ro1pectiTcly. The 1enm h1lf-lifc in 
nonn1J aubjed:a ii approximl.tely 1 hmrr (rm110 0.6 1o 0.9). ln p1.ticnh withroducod rcul 
ftmction. the iMtm halt:life of oefi.clor ii 1li�tl.y prolon�ed. ln thoie with complete 
1b1cnce ofrccwd fcmction, the pluma hal::t:lifo of the il'ltact molceuk ÎI 2.J to 2 .8 hocn 
f!xcretion p1.thway1 in pllt:icntl w:ith mart.odly implirod rerul fwlctiœ hne not bocn 
dc1ermined. 
Ilcmodi1.l)1ii ihonen1 tho h1.1t:mc by 21':H, 10 JO'h, 
Microbiology-- ln ,.itro tom demorutratc d:t&t d:tc b1etcrioid1l action of tho 
ecphllo,pori:œ mult1 from thdr Dhibition of ccll-wall 1ynthc1i1. White ïn ,.itro 1tudic1 
h1.vc dcmomtr1ted the iUJccptibility of mo,t itrtri:n1 of the fullowine OfilDÎim1 to 
cofaclor, elinkal offlc1ey for infcction1 othor th.ln tho1c il'ldudod :i::t d::tc .lndic1.tlon1 1md 
C1aae 1cction i1 uIIIlown. 
Acrobc1, Gran-po,iiivc 
St11pAylom,0ci, indudine co■iUla�e-po1itivc, co6Jula1c-no::1tffe. and pc:nidllin110-
producin1 11rain1 lwhon w,tod by in vitro mcthod,). cxhibit croh-rc1i1tancc betl'r·oen 
colàclor und methictlhn 
So-wprococc,is pnrn•100Jîa, 
S171p(OCOCCU p:,o::1·11.-s 
Acrobcs Gram-m:1a1ivc 
('ît,vhoK/t'rdh·t·r."""'1 
t.çcl,.,,.-îc"lfia coli 

Alllerobe1 

faccu.fü Lformcrly Strq,tot·ot·c·w, fa1tTo1li.rj md Efftt'rt)coccu� 
Wnptrwrwnn Jiu:dar,i)] arc re111t1mt to cdador 1nd othcr ccplw:ilo11....,-r1n1. 
( e:1-=kor n not active aw:arnit nw�t 1tmn1 of Elfll'l"(>/n,1.ctcr ipp, Scrrutîa 11rp, Jfory1..,,,rdl1,1, 
"'DTlf.'1.l'lii, Prnt,•a,, n,IJ(arù, end Pm-,/ik!lcia rcfll(l'ri. lt hu 1w 111Ct1V1ty t'ljt'IJntt 
P.,m/K)TNOl'lflt •Pr or ,fri1u•tohac/1'T 11rp 
Df:rAS11.1cc,11ihililrlbt,r 
Dillu�ion tochniquei: Ouanllia1ive mcthod1 that rcquire mca1mcmen1 o{ 111onc dt\'ll'lete.ri 
aive the rno,1 predk' c11.im;utee. oî untibiotic 1111f!!.cer1ib1li1y of baeteria to 1.1ntllnicrobfol 
aw:ontf!!.. (�e �uoh ,1.ndurd proccdurc h,11 been n-,oomrnended fo1 1ue vo1th di1h to lo•t 
1u1eep1ibil11) of or1nm•rn• to cefaolOf, Uf!!.Îni the 30 �li cefaclor di:,k. fn1e-r{'fetation 
involvef!!. the correlation of the diame1,;-rt obtamcd 111 1he d11lt 1e1t with the niinirnurn 
inhib1torr conccntrahon 1'-tlC) fr;r cdï1clor 
Report, irom 1he laborntory Jillving re:,11111 of1ho s1andard li1TI[!le-d11lt ,tM:'!'hbility h>-t 
llr 11h a 31) 111� ceb1,:lur d1f!!.lt 1hould bo mtcrprot,�d a�,ix1rdrn{l 1(1 the fol lowing �1ri1errn 
==-=ilJllllli ln!!mll!i:im 
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,. 

"' 

1?19 
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(S) S11�c,'T't1hlv 
(l) 111ti,rrm,ilm1,� 
(1{)�i11q�t:m1 

� 

-
(S) s11�l:ert1hk 
(()lntorrn(')ll11lk 
(ll)Re�ll\Ulllt 

• ])1111,: �ut•CtlJTt1b1hty1,:-11b, pr-riormr-d won,r. Ha,:-mopt11h1�'f'(')!\1 l,,fod111m (H'J'�;i 
i\l1hon1ih 1h,; 1,p(':11.:tmm ot 11ctn111,- ot cefüdnr 1� q1mhtai1\tl]y �1mdnr 10 1hat of 
œphalo1hrn lUld of 1hr, 01he1 tm1t ,P.tlfltlm1mn c,:-rh:llol\flOrlfü, 1111 111('11\.'11') AIJ'alll�t If 
111/b.1·�a,:- 111 ,:ornmlorahly )',rtidtlf 1han 1hat nl 1he hn.1 j'C(t«1d1on cq-)tmlo1,prnm• 
hn 1fm1 ro: ... on, a di•� ,:on1amin,r. lO ,ug ut co-t:.:jur may be u1,,ell 10 de1,;im[n(') the 
J,,U�tep1[h1li1y i)fJI, 1,1/i•1i1t:.�,;œu�[n1: the n1,;1ho(l (l<.'�,:1ibt;)1j hy M'.( :1 .�. ln 1ht! U;i•1in1; o1 I/ 
11'1,1bi1i1t:.�tœ (on Mudfot I lîrnon a1:a.1 J,,itppltm1e11h:,J witl1 he(llll1",lobi11 11.n,l a U)1nmerd11l 
VX 11uvpl<.'mt!n1) ot otl1,;1 ot.�:animm, 1,om.• (fürn1e1..-1 irn.orprnti\,; uitt!rîu, aiti i,J.1;ntkal to 
tlro1,t;) ui.ed frn Oit! c,;plmlo1h[H (fük: >li{ mm, m11,,ct;lptiblti, 1:> l? mm, mmltimtt;)]y 
J,,W1,:ç1>1ti>l1; (i11tt;)tlntldi,11ç k,r 11/J('•uipiult��), IWt([ .. l<I n1m, 1tii.i�1an1. 
i\ lq'.)011 of''S1N:çptlh]t;)" irnJfo,,1,;11 thiit 1h1; 11•1lwyçH iJ,, lil.:t;)]y to b1; inhib[1çd h:, ►\t;)llt;)t,tlly 
adtît;)v11blo blo01J J,;w]1,, A t,;,']Ml of"ln1,;1m,;dîattl" 11uy�'.ç•11,, thait thti ott;aniim >H)Uhi hç 
1,uil;çp1ihl1; if hif.1t do,aiw i" u�çd 01 if tlt,; ink,:..1ioH b 1:onli.111;d to ti,1,uç imll tlui(b în 
.,..,hidt hi�'.h 111.nlib[o1î,;,; lti11tili 1i1.1ti ol►taint,jJ. A ltlJ)(>ll of"i,.:ç:a,i1,.1,utt" i1t1Ü,;,;att;)1, lhill ijd1[tl11a1blç 

coricontmtion or1hc 1mt1h1ot1c an� unh);dy to h,� mh1h1t11ry aml 01h,.- tlw,n,p� flhn111,1 hii 
1,clm:tcd 
S1a11d1m11n1d prnccdmi1N n:qmrn 1hc u,,c of b1horntory co11trnl org1m111mfl rl1,� '')/) 11g 
ctbu:li1r d1;o.l,:; 11hnilld gm'I thll'I follow1n1t :r1mt drnrni:,t�r� 
= � 
H cobA'IC('?.W'V 
S aurru.1",'.l'('(:J."'197'{ 
fi m/Ju(i1t::acAT('('-l9'/M'" 

• l)rn� <\, ... (:<.'pt1h1hty ((')l\11, petl(►fTnt:d , ... 111g HMTllllf)h1l1111 [('lm t,.k,:l1111n (H J'\1) 
])1lut1on 1ed1mq1t("!\'. \ l�e ll 1,11rnd1mh?:e(l ll11tl11(ln mo-thod1 (tm)1h, il,>\lll, rTl1Cl(.:11hd1on) 1)f 
,;qu1\'1tknt 11.11h cetïtclnr po'l'lllor, The \11(: \'nlut;)� oh1mn1;d �h01tld btl 1nt,:o:q)ruted 
ac(,i)r1lmg to tire tolln'l'l lll."I cr11,;1m: 
� -
<H Sm1cq-)1ible 
16 ln1,;Jmt;)<fü1lo 

i\J,, >\Î1J1 i.1and1rni diffi11,,ion h-.:l111[qu,;11, dilution mtid1od• 1çq,i[rtl 1lœ uiç of l.thm•1or:, 
l>(mtwl rngan[�m1,, St:.mdmd ,;,;t!G..:..lm po.\dt;)t ilmuld pw, [dç dtç killo.,..illf\ MIC 111,luçi: 
llu,rni,m -
S. au11:11.U\SCC 1.911'.1 1 <I 
it (/!U A'l CC '2,Wll, 1 /4 

-,:12.0 
1 4  

"Hw1h rnie1odj[ufüm 1çi� Jlt!tfurnitld u1.it1t 11111...-rnuphîlu, 'lç:a-L '.'A.t;)d[um (IIT.,f) 

tl\UJCAI 101\S,.\I\U l.SAGt: 
Ct'filClur t� imlie•tt>d jn titi;) trn•lmt'Ht uf 11fü fullo.,..,[HJ:.t iHfçet.iufü. ·,ditm e•U•l;;'j_l b:_. 

•u:,.c,;p1îhl-e ctt.Uu• oftlw Je�i1,1n.tted JttÎé'.t'ûllJJ,1.,lli11Ü>1m� 
Otilii mtJdi1. c1.u;;.,st by S. pnmun.mu1.1.11, TI. lf!JÎ .. tlZtW. ,1taphJ lo1:m:u, S. pJOJ(•"., (fit'<1u11 
.a.. P-l)emolytïc ttreptococci). 1,nd M. cutm,'71ali1 
� indWinJi. pneumoniL ca.used b:_. S. JltJ..,rtvm<te, If. 
111/fw•,u;ae, S. p,11oge11e.1 (Jroup A _El-l1en1ol_ytic :ilreptococci), •,nd M tutlo1tM.h1 
�. includln� ph1,r_yngi1j1 and tonaillili•, cauaed by S. 
p,11ox1J1111J1n (jroup A_El-hemol_ytic itreptorncci), ii.td M. wt;;1tl,,,.,.h1 
�otc: Penicillin i;; the uauaJ drag of cboicc in the tre•tment attd of 
atreptococcal infections, includlnlil, the propbylari• of rhcwnatic rm,,. "''"'""""'" bu 
beett recoimncnded by the American Tleart Auociation li the iBttdud re!imen kir the 
prophylui1 of bactcrial endocarditîi kir dental, oui, and upper respiratory tract 
proced:!Ies, ·,i'fth pcnicillin V a ration.al 1nd a,:ceptable ahcrnative in the proph:yluia 
a!aimt a-bemolytic 1trep-iococcal b1eterc1nia in thia settinlil,, Ccfaclor is generally 
etfoctive in the cudication of atreptococci from the nlilloph.-ynx; howcvcr, 11:Êstantîal 
dat1 establilhin51 the dflcacy of cefador in the 1ubiaqucnt pre...-ention of eîther rhcwnati.: 
fu\·er or b1.ctcri1.l cndooarditi1 are not an.ilabk at preient, 
Urina-y trac( iniection1, îndud.1111 pyeloncphriti1 ■1d cy,tîtia, c1mad by E. coli. I', 
1•irabi!ü, TJ1bJie,'ù JPP, 111d coaiUlHe-ne11.tiYc 1t1.phylooooci. 
�01:I: -- Ccfaclor m., bccn fomd to be c:l'fcctiye in both acUk and .:;l:Ionic urîrwy tra.ct 

Gonooooc1.l 1.Ieth:ifü 
Appropri1.te cultaro Rlld tuiœptibility 1tadici should be pcrformcd to dctcrmînc 
amoept:ibility of the .::au11.ti...-e orga:i.im to cef1.clor. 

CO:STRAL""fDICATlO:S 
Ceflclor i1 oontraindie1tcd in p1ticnt1 -,,;·ith kno,m allergy to tho cq:,hlloiporin �oup of 
mtibiotie1. 

WAR."'ill\G� 
DH'ORE TIIURAPY WlTH CE!IACLOR IS INSTlTUTED. C.,\REFCL L""l"QCIRY 
SHOULD DE MAD.U TO DETLRML""IU WllliTHER THE PA11Ut.;T lL\S IIAD 
PRL\'lOUS IIYPLRSENSITIVITY REACTIO�S TO CEE\CLOR. Cl!PIIALOSPOR­
L""l"S, PENICILLlt-.S, OR OTHER DRUUS. IJi THIS PRODl1C'l' 1S 'IU HU UIVEK TO 
P.E�ICILLIN-Sl!I-.SITIVE PAI'Œ�TS, CAUTIO.t-. SIIOULD BE LXl!RClSL!D 
llECAUSL CROSS-llYPLRSL�Sl'l'IVl'IY. L""l"CLUDL""l"U A.""l"APlIYLAXIS, AMOKG 
�-LAC1A\1ANTilUO'l'lC8 lL\5 BEE� CLLARLY DOCUML!I-.TED. 
If un a110CJ1c rcuction 10 cofaclor oocut:1. th;: drua- :.hould be d1�cooiinuod, und. if 
ncccHowy, 1ho paticn1 :.hould be 1rcatcd with appropriatc aFntt. 0i. pn:hor 1mino'i. 
1wirihhtamino1,or cor1ico11;;.'Toid1. 

tlm:-mc-nmjj: \hl<l catt•• of pt.0utlnmomhran\m1 rnlîu1, wu1lly rctpoml lo drui 
<lu,.crmtînuanct• 1lon<:- ln m0doratc to tevern eue,, 111propnwto tnt"11,uro1 thNtld bo t1lum 
PRJ.CAt:TIO"iS 
Gemmi- Prolonged ute of cl!'t\dor may t"Ctult m lite <:wt'r,:rowth or n0t11u1ceptrhle 
0111.nîmi• C.-eful ob1tr••tmn of the p•uettt 11 enentral, If 1U]X'rînl�otrott 0ocur1 dtrrma 
therapy, •rpwprrate meu.url!'• tohould be t1kct1 
Po11tl\·e d1rc,ct Co0mh1' 1e1t1 have bl!'en rcp0rtod durit11 trl!'ltntcnt l'lllh the l!'eph1!01porrn 
a;t1bfotrc1. lt 1h0uld be rocow:nized that a p01itrvc Co0mb1' teit tnay be duc to the dru1, 
ew:, m hem1tolow:ic 1tud1e1 or m tn'ltwfüt10n cn:in-matchit11 pmœdure• when a.ntralobulm 
test• uc pt!rformtJd 0n thl!' mm0r 11dtJ or m Coontb•' tc1trn1 of ntJwb01n1 wh0e.e mother11 
h•vc recer\-cd ctJphalo,ponn mtibi0tic11 bcforl!' puturit10n 
C'tJfl.clor 11hould btJ admimtterOO with caution in the rrc11cnce of markcdly 1mp1i:rod rcnLL 
fonction. 3incc thC" halt-lifr of ccfacl01 in anuria il 2J \Il 2J( hot111, do,aie adjue.tmen1» 

rcqmm:L Clinteal 
expcnonce with ccfador undcr •uch carcful dintcal 
obf!!.ervation and foborntory ,1ud1e1 f!!.hould be made. 
AntibioHc,, incliJdrn1i1 ccplialoi!!porin,, f!!.hould be pro•cribcd v.11h oauhon in ind1vidt1al1 
wi1h a hi,tory of w:a•tro1nte11-inal d1•oa1e, par1-Ïoularly cloHfü 
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Drug/Laboratory Test Interactions -- Patients receiving cefaclor may show a 
false-positive reaction for glucose in the urine with tests that use Benedict's and Fehling's 
solutions and aJso with Clinitestti tablets but not with Tes-Tape* (Glucose Enzymatic Test 
Strip, USP, LilJy). 
There have been rare reports of increased anticoagulant effect wben cefaclor and oral 
anticoagulants were administered concomitantly ( see Adverse Reactions ). 
As with other l}-lactam antibiotics, the renal excretion of cefaclor is inhibited by 
probenecid. 
Carcinogenesis, Mutagenesis, lmpairment of Ferti/ity-- Studies have not beeo performed 
to detennine poteotial for carcinogenicity or mutagenicity. Reproduction studies have 
revealed no evidence of impaired fertility. 
Usage in pregnancy- Reproduction studies have been performed in mice and rats at 
doses up to 12 limes the human dose and in ferrets given 3 times the maximum human 
dose and have revealed no evidence of impaired fertility or harm to the fetus due to 
cefaclor. There are, however, no adequate and well-controlled studies in pregnant 
women. Bccause anima] reproduction studies are not always prcdictive of human 
response, this drug should be used during pregnancy only if clearly needed. 
Labo, and Delîvery- The effect of cefaclor on labor and delivery is unknown. 
Nursing Mothers-- Small amounts of ccfaclor have bocn dctected in mothcr's milk 
following administration of single 500- mg doses. Average levels were 0.18, 0.20, 0.21, 
and 0.16 mg/Lat 2, 3, 4 and 5 hours respectively. Trace amounts were detected at 1 hour. 
The effect on nursîng infants is not .known. Caution should be excrciscd wben cefaclor is 
administered to a nursing woman. 
Pediatric Use- Safety and effectiveness of this product for use in infants Jess than 1 
month of age have not been established. 

ADVERSE REACTIONS 
Adverse effects considered to be related to therapy with cefaclor are listed below: 
Hypersensitivity reactions have been reported in about 1.5% of patients and include 
morbillifonn eruptions (1 in 100). Pruritus, urticaria, and positive Coombs' tests each 
occur in Jess tban 1 in 200 patients. 
Cases of serum -sickness--like reactions have been reported with the use of cefaclor. 
These are characterized by findings of erythema multifonne, rashes, and other slcin 
manifestations accompanied by arthritis/arthralgia, with or without fever, and differ from 
classic serum sickness in that there is infrequently associated lyrnphadeoopathy and 
proteinuria, no circulating immune comple;r;:es, and no evidence to date of sequelae of the 
reaction. Occasionally, solitary symptoms may occur, but do not represent a 
serum-slekness,-llke reaction. While further investigation is ongoing, serum-slekness­
Hke reactions appear to be due to hypersensitivity and more often occur during or 
following a second (or subsequent) course oftherapy with cefaclor. Such reactions have 
been reported more frequently in children tban in adults with an overall occurrence 
rangîng front 1 in 200 (0.5%) in one focused trial to 2 in 8,346 (0.024%) in overall 
clinicat trials (with an incidence in children in clinical trials of0.055%) to 1 in 38,000 
(0.003%) in spontaneous event reports. Signs and symptomS usually occur a few days 
after initiation of therapy and subside within a few days afl:er cessation of therapy; 
occasionally these reactions have resulted in hospitalization. usually of short duration 
(median hospitalization = 2 to 3 days, bascd on postmarketing surveillance studies). ln 
those rcquiring bospitalization. the symptoms have ranged from mild to severe at the time 
of admission with more of the severe reactions occurring in children. Antihistamines and 
glucocorticoids appear to enhance resolution of the signs and syrnptoms. No serious 
sequelae bave been reponed. 
More severe hypersensitivity reactions, including Stevens-Johnson syndrome, toxic 
epidermal necrolysis, and anapbylaxis have been reported rarely. Anaphylactoid events 
may be manifested by solitary syrnptoms including angioedema, astbenia, edema 
(including face and limbs), dyspnea, paresthesias, syncope, or vasodilation. Anaphylaxis 
may be more common in patients with a history of penicillin allergy. Rarely, 
hypersensitivity symptoms may persist for several months. 
Gastrointestinal symptoms occur in about 2.5% of patients and include diarrbea (1 in 70). 
Symptoms of pseudomembranous colitis may appear either during or after antibiotic 
treatment. Nausea and vomiting have been reported rarely. As with some penicillins and 
some other cephalosporins, transient bepatitis and cholestatic jaundice have been 
reported rarely. 
Other effects considered related to therapy included eosinophilia (1 in 50 patients), 
genital pruritus, moniliasis or vaginitis and, rarely, thrombocytopenia or reversible 
interstitialnephritis. 
Causal Relotionship Uncertain-

CNS-- Rarely, reversible hyperactivity, agitation, ncrvousness, insomnia, confusion. 
hypertonia, dizzincss, hallucinations, and somnolence have been reported. 
Transitory abnormalities in clinicaJ laboratory test resuJts have been reported. Although 
they were ofuncertain etiology, they are listed below to serve as altering information for 
the physician. 
Hepatic- Slight elevations of AST (SGOT), ALT (SGPT), or alkaline phosphatase 
values(! in 40). 
Hematopoietic-- As bas also been reported with otber �lactam antibiotics, transient 
lymphocytosis, leukopenia, and, rarely, bemolytic anemia, aplastic anemia, agranulocyto­
sis, and reversible neutropenia of possible clinicaJ significance. 
There have been rare reports of increased prothrombin lime with or witbout clinical 
bleeding in patients receiving cefaclor and Coumadin concomitantly. 
Rena/ - Slight elevations in BUN or serum creatinine (less than 1 in 500) or abnonnal 
urinalysis (Jess than 1 in 200). 
Several cephalosporins bave been implicated in triggering seizures, particularly in 
patients with renal impainnent when the dosage was not reduced. If seizures associated 
with drug therapy occur, the drug should be discontinued. 
Anticonvulsant therapy can be given if clinically indicated 

OVERDOSAGE 
Signs and Symptoms-- The to;r;:îc symptoms following an overdose of cefaclor may 
include nausea, vomiting, epigastric distress, aod diarrbea. The severity of the epigastric 
distress and diarrhea are dose related. If other symptoms are present, it is probable that 
they are sccondary to an underlying disease state, an allergie reaction, or the effccts of 
other intoxication. 
Treatment- ln managing ovcrdosage, consider the possibility of multiple drug 

overdoses, interaction among drugs, and unusual drug kinetics in your patient. 
Unless 5 limes the nonnal dose of cefaclor bas been ingested, gastrointestinal 
decontamination will not be necessary. 
Protect the patient's airway and support ventilation and perfusion. Meticulously monitor 
and maintain, within acceptable limits, the patient's vital signs, blood gases, serum 
electrolytes, etc. Absorption of drugs from the gastrointestinal tract may be decreased by 
giving activated charcoal, which, in many cases, in more effective than emesis or lavage; 
consider charcoal instead of or in addition to gastric emptying. Repeated doses of 
charcoal over time may be basten elimination of some drugs that have been absorbed. 
Safeguard the patient's airways when employing gastric emptying or cbarcoal. 
Forced diuresis, peritoneal dialysis, hemodialysis, or chareoal hemoperfusion have not 
been establishcd as bcncficial for an overdose of cefaclor. 

DOSAGE AND ADMINISTRATION 
Cefaclor is administercd orally. 
Adults-- The usual adult dosage is 250 mg every 8 hours. For bronchitis and pneumonia, 
the dosage is 250 mg administered 3 limes daily. A dosage of 250 administered 3 limes 
daily for 10 days is recommended for sinusitis. For more severe infections (such as 
pneumonia) or those causcd by Jess susceptible organisms, doses may be doubled. Doses 
of 4 g/day have been administered safely to normal subjects for 28 days, but the total 
daily dosage should not exceod this amount. 
For the treatment ofacute gonococcal urethritis in males and females, a single dose of3 
g combined with probenecid, 1 g, is given. 
Children- The usual recommended daily dosage for children is 20 mg/kg/day in divided 
doses every 8 bours. For bronchitis and pneumonia, the dosage is 20 mg/kg/day in 
divided doses administered 3 times daily. 
In more serious infections, otitis media, and infections caused by Jess susceptible 
organisms, 40 mg/kg/day in divided doses are recommended, with a ma,;imum dosage of 
1 g/day. 

� 
9 Kg 

18Kg 

Cefaclor Suspension 
20 mg/kg/day 

lli.mal>.mL 
1/2 tsp t.i.d. 
1 tsp t.i.d. 

40 mg.lkg/day 
1/2 tsp t.i.d. 

9 Kg I tsp t.i.d. 1/2 tsp t.i.d. 
18Kg I tsp t.i.d. 
B.l.D. Treatment Option- For the treatment of otitis media and pharyngitis, the total 
daily dosage may be divided and administered every 12 hours. 

� 
9 Kg 

18Kg 

Cefaclor Suspension 
20 mg/kg/cby (Pha,yngltls) 

� 
1/2 tsp b.i.d. 
1 tsp b.i.d. 

40 mg/kg/day (Otitis Media) 
l/2 tsp b.i.d. 

9 Kg 1 tsp b.i.d. 1/2 tsp b.i.d. 
18Kg 1 tsp b.i.d. 
Cefaclor may be administered in the presence of impaired renal function. Under such a 
condition, the dosage usually is unchanged (see Precautions). 
In the treatment ofl}-hemolytic streptococcal infections, a therapeutics dosage of cefaclor 
should be administered for at least 10 days. 
Store at controlled room temperature, 59° to 86 ° F (15° to 30° C). 

After mixing the oral suspension, store in refrigerator. Keep tightly c/osed and shake well 

before using. The mixture may be kept for 14 days without significant loss of potency. 

Discard unused portion after 14 days. 

Presentation 
Ceclo� is available as Oral suspension of 125mg/5ml & 250mg/5m1 in bottles of 60ml. 

l. National Committee for Clinical Laboratory Standards. Performance standards for 
antimicrobial disk susceptibility tests- 5th ed., Approved Standard NCCLS Document 
M2-A5, Vol 13, No 24, NCCLS, Villanova, PA, 1993. 
2. National Committee for Clinica] Laboratory Standards. Methods for dilution 
anlimicrobial susceptibility tests for bacteria that grow aerobically-3rd ed., Approved 
Standard NCCLS Document M7-A3, Vol 13, No 25, NCCLS, Villanova, PA, 1993. 

This 1s a medlcament 
- A  medicament is a product which affects your health, and its consumption contrary to 
instructions is dangcrous for you. 
- Follow strictly the doctor's prescription, the mcthod of use and the instructions of the 
pbannacist who sold the medicament. 
- The doctor and the pbannacist are expens in medicine, its benefi.ts and rislcs. 
- Do not by yourselfinterrupt the period oftreatment prescribed. 
- Do not repeat the same prescription wilhout consulting your doctor. 

KEEP MEDICAMENT OUT OF REA CH OF CHILDREN 
Do not use after expiry date. 
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