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KXIKNDED-RELEASE TABLETS 

Dl8CRIPTIOS 
Cc-dor MH, i,, ;1 pharrna(..'(!IJ11call:-,-morh1ierl fi:.mr1 ofrl,e ornll:-, 11,;.tin Ci:,lhl'llo,porin, 
cct&clor. It • a mrri1yntb.ctic ccphnlo,porin ai.tlbiotic fur on! ldmi::rntntlon. Tho acti\·c 
l11Jirt'll.itmt t;i dt<"1ulc•lly (:.iilJ,1,11a1.h;1d � J-dtlmu-'!-l)-(2-11l1ti11yliçl:,,cjnu11jdu)-:l-i.:t1plwn1-
<-,";b<>,,h,""d monohvdra1c md b; knov.n a� Cdack•. Coelor ,MR difü-n from 
ccfu:lor Ïtl rue of di;,;olution, produoing a lowcr poù. ,cnnn conccntrJ.tion. but 
r<.'tliinlHg hU:i-laÎntl(l m!;.'J::i-W.1.hlti ,,,;H\UH COH(..tm11ationi, ;i,hkh pw>'ld..-,1 tl\tl ill.h'tmU�'.,;- of 
twrcedaily do,1nw: 
Each cxtended-role�o •bkt conuîm ce:faclor monohy1Iltc oquivalout to '.l75mi (0.972 
mmol), �)\\lhnf, ( 1.7.�6 mmol), ot ?;lOntrt { 1 .�◄◄ mmol) ctlfaclm, 

i:XCIPif:r\18 
� anmhil, Hydn\�yproJ1yl rn(':llh)'I cdhdi!�, Hyd1n�nm)p)'I cdhdi!�, Me1hucryl1c 1u:1d 
c-opolym.llr Type C, S1œric •.:id, '4•![lti:�1um 11tcaatu, Opadry darlr bluc, Propylum.J 
11:y,::ol. 

CLJNICAL PU.AllMACOLOGY 
Ccdor MR j1 wdl abimrbcd l'/om the J;l,olilwinliettir.al tr1C;t afler oral ..1.mitllitratïon. 
Al1houg;h Ctclor \tR .:-an be r1di::c11 v.11h t'fw1rhour fbod, 1üliil ab1orp110n 1- cnhanccd V.'1th 
food. Whcn it wu e:ivco ,.,_ithin 1 hour lfl:cr • mc1l. the bioavlilability ofCcdor MR wu 
gn•1m th•t 90''."· \.ii,lH..: <::=C..:lur m,;,. œftrl;)!lJ.:>!. Wht'H làtr) iH tht' f.u,.ÜHff .vo1.w, th,; 
bioavailability of Codor )JR wu 77 "ri, th.al of cefador, Comparcd lo ccf11dor (fi11ted 
1tate). mea:n peù: plurru. concdltratiom of Ceclor �.fR (both fed and fated 1t1.lei) .,-ere 
dtilw•tid ,H) to 90 rnlmtt�;. and '111.t;He lowl;.'1. ( :unwmît1w11 ndmlHi1.11n1.ion of /11 hlocltri,, 
d0e; n,:,t elkct the rate or ettrnt of eb,m-ptron 
Aœii:ri.,tution of masn-o,ium - or 1.luminum hyŒoxide- oontl.ining aitacidt 1 hour lfl:or 
( ',:-:,;:loi MK h1.:I no dk,:t on 1ht! 111to o1 uh1,orp1îon b111 re�11li�,j in a 1 1')-� de,.-.;1111'1<.' ln th(') 
t•.ümt ,,fab,\,rptrnn 
fol1011.·înj administration of )751n1, 500mj, 1nd 750ma •bleu to �d tu�ccti, aYera�c 
pr,al,; •1rmm COTl('('!ffüfü1/1Tlfll or4 fit, and 11 pf',tîrll, ît:i,f)(')l:l1vd:,, W<.'l'(') obti11ned ',11,'lth1n ',l 'I 
10 J houri, 1',o drua acoum1ilatloo 11,� notcd 'Whcn i1 wa1 i(Yon 1'11·ko dally 
The pla,ma lJilf.life in healthy ,ubjecu i• indcpcndcnt of dn••iit.e i:mn and 1vcra:e1 
ariprn);muitdy 1 hm1r (mn,�c i) t, ro O 9) 111 ddcrll :o.uh11·1er:o. (ovor ag11 M) w1tl, nom111I 
Jcrwn cn:nti:a::i:ic ,·aluc1. u hij:hl.T pclllk. pl1a1n11 concœtniion 1nd ACC 11ro oJicctJ 
refüllÜ\J.1. fwm mH<lly diminilt1ad rer.11.I l'w1ction •o.l l)J.>'ti 1111 lppuant dj11i<:1.I 
1i1nif\c1rnct, Therc1':.m.-, doHilC' chao111c• 1re oot nccc1:1uryio ekk·rly1ubjcc-t1 w,rh oormul 
rcnal fcmctiœ. Th.crc i, no ovidcncc ofmct11bolùm:I of c-0flckr in hum1n, 
Hwmfoo/o,ftF TLt, 111 'ritm bij�:ltltil:Îll•I Jj�:llvit}' ofCtld11r Ml{ i» dutl to <:tlf.tdot, lH yitrn 
k1t1 dcr;1('!□ttratc rhat tho h.111etc11cid11l .111ehon of ccph1lo1p0rin1 roe.utt• fwm rnhrb1t1on ,:,f 
c0Il-wdl,Jnthc•i1. 
( 'efodor i� :.tabltl in 1htl prn1-,tim:tl of hao:.teri,11 fi lm:l1HHM,e:.; com1,;qul;lntl;. 
J1-lactan1t1\e-pwducini orp:tn1\m1 rt:1î1t•nt w ponrcrl!u». 111d 1('!tnC cevh11!0111on1». may 
be w1.:eptiblc to cef11dor, Cef11dor MR bu bcen tbown to be actlYo l.il.Întt mort .-tr1111! 
nf (h(') folln"'lll,I'\ oryam�m� bo1h m Y1tn) :rnd m d1mc1tl mrtil:�hon� (�tl<.' lndwation1, and 

Gram-poiîtiYe organî;;;m1: 
,",'1;:plr-rlN·N·cu,,; awr•u,, (1nclud1ng (i li1c1mrn1»e pm1hu·111g �train�) 
Sto1.phrlococc1u ,piffr.1id1J (indud1na �-lac1•mno-producmJ 1truim) 
S1u11h,11lvtvtc11, .1u11rophyw:w,1 
S1rq1lo<o<r1,sp1tf"IIMO'flÎl'II' 
Strq:itam,"cws P:,'VK""'r.s (aroup A 1trcptooooci) 
:0.0 l't: Ctlf.ld(►t li imu.:1Î'w'tl i1fiiÙn1,1 1rfüùiit.:j][jn-r,!tÎ1.bu1t \Wplt:,lrn:oeü 
(lr111n-nc1,.1tr;'c oriani1rn1· 
Jiaun�J,ilu parai1rflwe,l'l:I,u 
/Ji,('t'40philus l"!/li..i1ua(' (im:ludinr. � l.il:l10H.t;:,.I;.' pwd1JÔUJ'. 1,1t,tin1,) 
Uoraxdla (Branhamolla) cat1.1rl:111h,i (1ndudinw: �- l1cteinuc-produc1n:. 1tntrn1) 
Ezclm·icilia coli 
A.'id1,twfi.a p'fl(!!Jtlfoma.-
f'rr,tncr •irahill..\ 
Ccf1C;]or bu bœn ;;bo-,,m to be active in yîtro lilJ;11ilin1t mOi;t 1tr11in, of the followin1 
(ltyam�m�; how('!','�. clmm1I r-Jlicaq lm� Ml he,;n r11!ahh�hed 
Grnm-ncaa1ivc ()(Jitnhm,: 
Cifooùu.dttd1u,w..\ 
rù•11'M'rl(/ ,12,r11torl'ko,..tu• 
Anac:robic or1ani1rm: 
Pwpw•1bw:t111nu1t1 mm;, 
fia(·tcmidcs ,rp.-des (c�cludini Hac1i:-roidc1 fnii1l11) 
Pq:,tococd 
1'1;."1>1o.111;."1>to;,;o;,;cî 
N•tt: A,mt1o,,rnw11t e.p, .r/ci,,ctfll>.ict1•r c,;if..'01.u·t•lù.11.1, motl 1lrairw1 of en1.crococci, 
1:J1te,robacr�r Jp. :lldolo-poiitivc /'mm11, md Se,rrnti(( ap .-c rorîitmt to c,:if1.clor. 
S\.ii,Ct;ptihîlity Jl;l1.tiny, 
Dîl'Twl•îoa TedtaiqHt-- Quantrt•IP,'C ro�thod1 lli1t rc,qurrc rncuurcrn�nt of .rone 
di11111eitorr iÎYO 1111 oi;tÎmlte of.111tibîotic !Ulocptibility. One 1uch pro.:edure Îi the �rtionl.l 
( 'ornm11t1:e tor ( 'hrm:1d L1thom1m')' Siamfard., (�( 'CLS) 1tpJnn11oll J)n)l:tidurn. 'J t111. 
muUmd hu OCm ro::mnmumlod i.:,r u,u �11th duJu 11, tu�t ,u,ocpt1h1llly to ctif'adoc 
Ini:!rpretation înYolvc• .:orrelation of the ci1.1neten obtJ.ined in the di,k "lett witb 
mm1mum mh1h110ry i•.on;�(')Tl1rn1mn� (Ml(') 1or Ctlhtclor Ri:pnrt11 ttnm 1ht: lllbominry 
iÎY-ina n:,u!1• orl.hc ,t1ndard 1ina:lc-di�\:: ti..ocpt-ibility k,t ..--i(h n 30- f\i coCador ditli: 
1hould be intcrpreted accordlnij to the folk1win1,::1iteria: 
1lwil,;nJmmJ -
>18 (S) Su;ccptibk 

1)17 
<14 

{[)Jn1,•11m.:11M11 
(ll)llo1iit.llnt 

When Te1tjou.• li. 1;vùw,w.œ 
Zone Oiamcler (mm) fn1.;-r�tation 
> 20 (S) Suiocptiblc 
lil9 (t)lHklHJJ;)l.it•td 
< 16 (R) Rc1i1t111t 
-; Diù: tUMlcptîbility toi� portôrmcd �ing llaemophilu1 Toit Modi.um (IITM) 
A itipoi1 of "iiUJ,,Ctlptib[t,'' implio1, thnt tho p11(hOJ':1;.'ll li lil,;t,]y to h,; [11l1îhittld h} J'.C(l(:(1tll:r 

ech1eveblc blood wncerttnttront A rcpm1 of "mtcrrn00l11te'· indic11te1 thet rnh1httory 

çonocntntiom of the llll1ibiotiç may bo 1.chicvod ifhi1b doiaic i1 u,ed or if the infection 
1� conhntid to 111.1me� 1trnt Hmd11 (r.,r., urn1tl) m 'llh1d1 hl)',h an11h10t1c t:onœn1rn1-mm are 
•tllum:d. A rq:,on or•·rc1111anr' mthcmc1 tha1 aohwvahlc uoncm1tratlon, of1hu mmb10t1c 
•e unlitely to be inhibitory ■1d otber therapy 1hould be ;;;ckctcd. 
!ltM1i'llmh't:td procrdurt-11 •�1111ri:, 1he 1rn'i'I nf lahornrnry ,�ontml org1rn1111m '] ht 'i(l Pit 
ccfoclor :.hould Jivc 1.hc folh:,..-ma ,ono di•motm· 
Oro1.ni1m Zm1e Di11,ne1ier lmm) 
F r-o/i i\'I CC 1W'J,1 '.IJ- 'n 
S.,TWTIIJ'.ATCC 2592J 27-Jl 
H. l�Wl/ll!(.ltlAICC,19'/M• 2.�-31 
t Dr,lr.11tUll.'er1ibrli1y •o�le. pt.rümntd ue.Jni, füomophilu1 'Jhl Modium (HTM) 
P1thog:C111 othoc M. cakmilali:i and 11. ilf'lw1'1uae, cm bo lC1tod u1Îllj the JO-µ: 
<:tJ)halotJ)in lfol 01 h:r ,t dilu1trnt tti1.L c:,;dur Mli 1idminlitrnüon .,.,a, 1.,.1,od•1tl(i .,.,l1h ii 
:f1'\('!rahlo clrniOLI and b11ctcrrolo&ic rt•pontc rn vrrcually ail (»;ICI of rnkct10n fwrn Jf 
cat•n1io:fü. reiudl.:-n of rnno IUlllet.:-i-. tl:ms thcre ii little gmia:l by to1ting œ:&olor 
avai11�t thi., m►::mb1m, Il. 1'fljlJ.1c1ua(i �hould hi; 1-0•11:,J with the refm:lor ,fük on chocola(tl 
Mueller-JlintN1 tnd rnh.lTJil'l'.'tc<l by the muai von� <liamdcr criterr• dep1cted prt'Yi('!utly 
Alternath-cly, Il, i,!fb.!1ua• may be tcited on Hacmophilœ Tclt Medium (IITI.1) u1in1 
1h1; mtorpret1Yr l:r1tor1a l'(':(:OTllm('!ftdrd hy 1-1( ,( :1 ,S l11.1rd h(')lnw; 
/,ç,nç d11wn9(�r (mm,l lntçrprç(•ltQn 
'> 24 (S) Smceptiblc 
19n ([)Jn1,:•m1,.:1111hi 
-<.18 /ll)llo1i:.t.llnt 
Dil■tlH Teebai,.HI - Bwt!J and aQil.J' dilution mcthnd:i., 1uch M thol!e 1·ccnmmendcd b} 
1110 NCC1 ,S, 1 mt1.y bo u,cd 1.o dc-lormrni:- th.;- MfC of ccfaclor 
MIC 1e1t rc1ulti 1hould bo irrtcrpretod accon1:ili to the foll01•,;in1 critcriw 
MJC ùi..:/mL) lnkl])ldt.lljrnt 

!\ (S)81mertrblo 
16 (n hrtennedi1.le 

(li} l{,;11l�bmt 
A• 1>,lth 1t1ndard drffu,mn methodt, drlt1t1,:,n 11rooedttte1 rcqu1r� the utc oflahoratory 
çontrol orallllJJil,, Stmdard oofl.clor powdor àtould JÏYO tho folloW:lli :'.-.ITC nluo, 
011i11.m•m �l(:rnnj'.e(p,f\/Tnl,) 
b. cul1 /\1 CC 2�911 1-4 
S. 11urem ATCC 29213 1-4
F 1n(':(:a11�ATCC'.1,YJ.1'.� >'{>,() 
ll,-inflt1i.'111ilOA.TCC 49766• 1-4 
• Brüth microdilutiün te1t1 pe1fo1med u,inA H.:emopbilu. Te1t ),fodinm (Hr.,..{) 

L"iDlCA.11O�:SA."iD USAGI. 
Cedor ),fR j� iudicu,st jn the tre.ltment of tl1e fo[lo,.,in� inlection1 whet1 C.lu.11:ld hy 
f!!.1J1oophble �lrnin• o( lht dc1111111utcd nrJ11n1Mn1: 
A.c■te J,nad1id1 ... lC■te encerlJadaH •f dtrHk J,rudtitll Oll�Cd by S 
pn1/tlMO:.ÙJ.11, Il. 111/fuNIZU!' (i11dmhHit r L.:;1.UUil.',tl pw,htl:inv i,ualH,), lJ 
{11Jrui,f/bic,,:;M, M cut.irrifa/i:,; (rncludrng fi-lect11mai11.t-producini, 1train1) and S wm'a,� 
Plltrya1ith u• t••••t:1:1 oau1od by S. pyose,111e,� (group A •trqito.:oœi). Pcnioillin i1 
1htl 1mml druv of cliol,:tl ln 1ht! t1ti:dn11;."J1( und pto'ronlî@ of 1.1J�)1m:m:1;11I îob:tlon.,, 
rncluding the prophyla:ut, ,:,f r'hnnllltrc {hcr Ctolor MR i, a�n�r•lly cŒ.1ctr,,c in the 
cudi.:;:ation of itroptm;m;cî from the oroph1Cynx: bowever, 1ub1t1.ntial dl.ta e1tablilhin1 
1h1; rJ)k1.:-:y or ( 'rdoi MH Ill tho �11h�,;qu1:nt f)îd>'tll11mn l)f rhtllHTllt11l: 1(')\I� ,ll'(') no1 
u,1labk 
P■ea•o•i• c1mcd bY S.. Pnt tlllW)lfla,, Il. 111/'f11.111tza11 (indudln1 P-ltct■Jwe-produdnA 
,1.trrnm), :ind M r-;:la;,..itaü.� (1nclu,J1ng j{ 1Hc1Jtî111!»e fîrod11cmg �1r111T1�} 
Si•uilif cau,cd by S. p111r11..,.oniar (poomllm ,u1eophblo ,traina only), Il. in/fr,u/'l.rai· 
(indudln;: �-[1C;tam.:;;;c. ... prnd1.Ji1.ojnJ;1, 1trll.itt1), 1.nd M tutuHh<tfo (ïndudinA 
J)-h1c1imw1.-c-producrng ,rminf!!.) 
Uan•plc■tN IHrer wrlll■r} trad illlier:Uu1, :lldudin& oy1tiûi md •ymptomatic 
hiKlt'J lu1üi1., ciw�tlll 11;, A. wl1, K /lilt:11,-onia, r mirobilu, •ml S .. \'l.l(lmµlryli.1:1tt:., 
!:-IU■ •d ,u■ ,m1.rtuu iaJotUH1 cau�cd by S pJôt''"'''' üi:roup f.. 1trer\l;cocci), S 
a11.r=- (indud:ilg �-l1ctanuc-produoing itrain1). md S. ,pide,rJ1tfrlù (:ildudin& 
r J..;..1,una�tl pnidudHg 1itJ1tîn:i.) 
H11ctcrwlow:1c 1tud1e1 to detormme th� ûllJHtiv-e org11nr,m and 1t1 1u1coptibrlrty to 
.:cfaclor 1hould be porfonnod. Thora�- may be itmed while awa:ÎtÎn!!'. the rc•ulU oftheie 
:rt111li,;�. Om:e 1.11,;�,; io•ult:ir 1..-comti avafü1ble, antim1(,n)bml th«11py •Jiould h,; 11d1u•1,;d 
wt'nmbn�r 

('()NTRAINOH'ATH)N 
Ccdor .. m i, contraindio•tt1d in p11(icn1� w1th k:nown hypcr.tin,itwity tu ocfador and 
other cephalo,poritt1. 

WAJU,,L�GS 
BHORE THRRAPY WITH CECLOR UR TS ŒSTffiJTPI), CAREFUL fl'fQUIRY 
�HOUf n HE M,,nH ru 01-ThRMfNF \\'HFTHER THE f'M1F',T HAS f--1"1) 
PR.EVIOCS HY.PERSI!KSITIVITY REACTIONS TO CI!PIIALOSPORINS. 
t>l:�lCJLLl'.',i�. 01{ 01/JJ-:]{ l)l<UGS. JtHS l'ROl)lJCJ' SJIOULl) BH rnv11� 
CAt;TJOfJSLY ro PENJCJLLl�-SE'.',SITIVE PATIENTS .-\�TllHOTl('8 
ll,;CLCDll,;G CECLOR MR SIIOULD DE ADMl:'.-!lSTERED WITH CAUTIO:'.'i TO 
ANY PA'.lJJ:;,iT WllO llAS l)ht,,1()r,.\Tl{ATl·,l) �m.w 1-'0lU,i 01' Al LLlH,Y, 



PARTICULARLY T0 DRUGS. IF AN ALLERGIC REACTION TO CECWR MR 
OCCURS, DISCONTINUE TIIE DRUG. SERIOUS ACUTE HYPERSENSITIVITY 
REACTIONS MAY REQUJRE TIŒ USE OF EPINEPHRINE AND OTIŒR 
EMERGENCY MEASURES. 
Pseudomembraoous colitis has been reported with virtually all broad-spectnun 
antibiotics (including macrolides, semisynthetic penicillins, and cepbalosporins); 
therefore, it is important to consider its diagnosis in patients who develop diarrhea in 
association with the use ofantibiotics. Such colitis may range in severity from mild to Jife 
threatening. Mild cases of pseudomcmbranous colitis usually respond to drug 
discontinuance alone. In moderate to severe cases, appropriate measures should be taken. 

PRECAUTIONS 
General- - The possibility of emergence of resistance organisms which might result in 
overgrowth sbould be kept in mind, particularly during prolonged treatment. CarefuJ 
observation of the patient is esscntial. If superinfection occurs dwing therapy, 
appropriate measures should be taken. 
Drug interactions- - The extent of absorption ofCeclor MR is diminished if magnesium 
- or aluminum hydroxide-contaning antacids are taken within 1 hour of administration; 
H2 blockers do not alter either the rate or the extent of absorption ofCeclor MR. As with 
other !3-lactam antibiotics, the renal cxcretion of cefaclor (and presumably Ceclor MR) is 
inhibited by probenecid. No other significant drug interactions were ooted during clinical 
trials. 
Laboratory test Interactions- - Administration of Ceci or MR may result in a 
false-positive reaction for glucose in the urine. This phenomenon bas been seen in 
patients taking cephalosporin antibiotics when the test is performed using Bcnedicts's 
and Fehling's solutions and also with Clinitest" tablets but not with Tes-Tape* (Glucose 
Enzymatic Test Strip, USP). 
Carcinogenesis, Mutagenesis, Jmpairment of Fertilîty-- Studies in animais have not been 
performed to evaluate the carcinogenic or mutagenic potential for Ceclor MR. 
Reproduction studies have revealed on evidence of impaired fertility. 
Usage in Pregnancy- Reproduction studies have been performed in mice and rats at doses 
up to 12 times the maximum human dose and in ferrets given 3 times the maximum 
human dose. These studies bave revealed no evidence of impaired fertility or harm to the 
fetus due to cefaclor. There are, however, no adequatc and well-controlled studies in 
pregnant women. Because animal reproduction studies are not always predictive of 
buman response, Ceclor MR should be used during pregnancy only if clearly needed. 
Labor and delîvery- Ceclor MR has not becn studied for use duriog labor and delivery. 
Treatment should be given only if clearly needed. 

Nursing Mothers- No studies have been done with Ceclor MR. Small amounts of cefaclor 
have been detected in mother's milk followiog adminislration of single 500-mg doses of 
cefaclor. Average levels were 0.18, 0.20, 0.21 and 1.16 µg/mL at 2, 3, 4 and 5 hours 
respectively. Trace amounts were detected at 1 hour. The effect on nursing infants is not 
known. Caution should be exercised when Ceclor MR is administrated to a nursing 

Pediatric Use- Safety and effectivcness in children have not becn established. 

ln addition IO the adverse reactions lislCli above tha1 have been observed in patients ta.king Ceclor 
MR, the following adverse and altered laboratory lests bave bcen reponed in patients trealCli with 
cefaclor: 
Erythema multifonne. fever, anaphylaxis (may be more comillOll in patients with a bistory of 
penicillin allergy), Stevens-Johnson syndrome, positive direct Coombs' lest and genital pruritus. 
SymptOtns of pseudomembranous colitis may appear either during or after anti"biotic treatment. 
Anaphylactoid cvcnts may be manifestcd by solitary symptoms, inclucling angioedcma, asthenia, 
edema (inclucling face and limbs), dyspnea, parcsthesias, syncope or vasodilation. 
Rarely, hypersensitivity symptoms may persis1 for several months. 
The foUowing reactions have been reported rarely in patients treated with cefaclor: 
Toxic epidermal necrolysis, reversible interstitial nephritis, hepa1ic dysfunction including 
cbolestasis, increasedprothrombin time in patients receivingcefaclor and warfarinconcomitaotly, 
reversible byperactivity, nervousness, insomnia, confusion. hypertonia, aplastic anemia, 
agranulocytosis and bemolytic aoemia. 
ln addition IO the adverse reactions lislCli above, the foUowing adverse reactions bave been reported 

in patients trealCli with J>,Jactam a.atibiotics: Colitis, renal dysfunction and IOxic nephropathy. 
Several �lactam a.atibiotics bave been împlîcated in triggering seizures, panicularly in patients with 
renal impairment when the dosage was not reduced. Ifseizures associalCli with drug therapy should 
occur, the drug sbould be disconrinued. Anticonvulsant therapy can be giveo if clinically indicalCli. 

OVERDOSAGE 
Signs and Symptams- The IOxic symplOms following a.a overdosage of Coclor MR may include 
nausea, vomiting, epigastric distress, and diarrhea. The severity of the epigastric distress and the 
dîarrhea are dose relalCli. If otber symptoms are present, it is probable tbat they are secoodary IO an 
undcrlying discasc statc, an allergie reaction or the ctTccts of othcr intoxication. 
1reatment- ln managing overdosage, considerthe possibility ofmultipledrug overdoses, interaction 
among drugs, and unusual drug kinetics in your patient. Protecl the patient's airway and support 
ventilation and perfusion. Meticulously monitor aod mainlain, within acceptable limits, the patient's 
vital signs, blood gases, senun electrolytes, etc. Absorption of drugs from the gastrointestinal tract 
may be decreased by giving activated charooal, which, in many cases. is more effective than emesis 
or lavage; coosider charcoal instead of orin additioo IO gastric emptying. RepealCli doses of charcoal 
over rime may basten elimination of some drugs that bave been absorbed. Safeguard the patient's 
airwayswbeo employinggastric emptying or cbarcoal. 
Forced diuresis, peritoneal dialysis, bemodialysis. or cbarcoal hemoperfusion have not been 
establisbed as beneficial for an overdose of cefaclor. 

DOSAGE AND ADMINISTRATION 
Ccclor MR may be given orally without regard IO meals. However, absorption is enhanced wben 
Ccclor MR is administercd with food (sec Clinical Pbarmacology). The tablets should no1 be eut, 
crushcd,orchewed. 
The recommended dosage forpharyngitis, 1onsillitis, skin structure infections is 375 mg lwice daily 
or 500 mg once daily. The recommended dosage for broncbitis is 375 mg or 500 mg twice daily. For 
pneumonia and sinusitistherecommended dosage is 750 mg twice daily. 
In the treatment of infections caused by S.pyogene$ (group A streptococci), a therapeutic dosage of 
CcclorMR should beadministered for at least IOdays  

ADVERSE REACTIONS 
The majority of adverse reactions observed in clinical trials ofCeclor MR were mild and 
transient. Drug-related adverse reactions requiring discontinuation oftherapy occurred in 
1. 7% of patients. The following adverse reactions have bcen reported following the use 
ofCeclor MR in clinical trials. Incidence rates were Jess than 1 in 100 (Jess tban 1%), 
except as othcrwise noted. 
Gastrointestinal: Dianhea (3.4 %), nausea (2.5%), vomiting, and dyspepsia. 
Bypersensltivity: Rash, unicaria, or pruritus occurred in approximately 1.7% of 
patients. One serum-slckness-llke reaction (0.03%) was reported among the 3.272 
patients treated with Ceclor MR during the controlled clinical trials. 
Cases of serum --slckoeu-like reactions have been reported with the use of cefaclor. 
Tbese are characterized by findings of erythema multiforme, rashes and other skin 
manifestations aceompanied by arthritis/arthralgia, with or without fever, and differ from 
classic serum sickness in that tbcre is infrequently associated lymphadenopathy and 
proteinwia, no circulating immune complexes, and no evidence to date ofsequelae of the 
reaction. Occasionally, solitary symptoms may occur, but do not represent a 
serum-sickneu-like reaction. While further investigation is ongoing, serum-sickness­
llke reactions appear to be due to hyperscnsitivity and more oftcn occur dwing or 
following a second (or subsequent) course oftherapy with cefaclor. Such reactions have 
been reported more frequently in children than in adults with an overall occurrence 
ranging from 1 in 200 (0.5%) in one focused trial to 2 in 8,346 (0.024%) in overall 
clinical 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 fcw days 
after initiation of therapy and subside withio a few days after cessation of therapy; 
occasionally these reactions have resulted in hospitalization, usually of short duration 
(median hospitalization - 2 to 3 days, based on postmarketi.ng surveillance studies). ln 
those requiring hospitalization, the symptoms have ranged from mild to severe at the time 
of admission with more of the severe reactions occurring in children. Antihistamine and 
glucocorticoids appear to enhance resolution of the signs and symptoms. No serious 
sequelae have been reported. 
Hematologic and Lympbatic Systems: Eosinophilia. 
Genitourinary: Vaginal moniliasis (2.5%) and vaginitis (1.7%) 
The following adverse effects have been reported in patients treated with Ceclor MR; 
causal relationship is uncertain. 
Central Nervous System: Hcadache, dizziness and somnolence. 
Bepatic: Transient e\evations in AST, ALT and alkaline phosphatase. 
Reoal: Transient incrcase in BUN or creati.nine. 
Laboratory tests: Transient thrornbocytopenia, leukopenia, lymphocytosis, neulropenia 
andabnormalurinalysis. 

STORAGE CONDITIONS 
Ccclor MR should be stored at controlled room temperature, 15° IO 30" C (59° IO 86° F). 
Do not refrig,erate. 
Do oot use after es:plry date. 
Keep Medicameot out ofreacb ofcbUdren. 

Tbis is a medicameot 
• A medicament is a product whicb affects your beahh, aod its consumption contrary IO instructions 
is dangerous for you. 
• Follow strictly the doctor's prescription, the method of use and the instructions of the pbannacist 
who sold you the medicament. 
· The doctor aod the pharmacist are experts in medicine, its benefits aod risb. 
• Do DOi by yourself înterrupt the period of treatment prescribed. 

- Do oot repeat the same prescription wltbout consultlog your doctor. 
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