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WId-lrmdrrlirn-rnrhamntn. :IotunstorJ‘. T5.

11%
White. 13-36
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{41} BALANCES

The. r Impter states the requlrernents fer isnl'flrflttt 'Il'ucd fer
materials 1'I1al. film: he acuurately weighed [ser- fienrrm' Neil'—
ce's, 3.2m. Unless ethm'wite tttectfied. when substances must

'1'.“ "aceusateiy weighed“. the wfiigltlrlg fll'I-illl lJE eerie-fined

using n hrddstr]! “tat is calihratecl dwel- the operaan range
and rn-eela the requrrements defined fer ntpE-it-itllllty and

41.; I urecy- liar halt-meet- merit Ier ether applicatlerls, the Isai-
nnL-u; refmtahitity and accuracy sl1eul-r.| he cemrnensarate
with the requimmt'rlh ler i15- lei-IE.

Fer distusfinn er the Ihemetleat base: at these rectum.L

nae-his, ‘.I:!t.' general infermatim chapter It's-fairing an an arra-
Jyticel {reliance-“IRE :-, whid1 may hr- a lir'litl'ul—hut net
mandatery—reseurt‘e.

IIEF"E.|I.'I".ili.flll_lT"t'I

nepeatahilny it mar-uni by watching me test wan-gist h.ILT

at: times. [Nun—Thu: 1est welcjlrt must be within the balan-

ee's “rpm-lung range, but [he magi” need net in callbmted-
Because mfg-ntaLallty ls yirtualiy lrtclepmtdfitt at SdIT'IFfl-I:
may"; emhin the mlunre's capacity; use at a small test

mighll which may a:- rli'llitaIlT te hen-Lila. is net rennet-.11.]
Hwfiatglfility It satisfacte-ry il tum times the alarldard devi-

.stien n! the weighed value, divided by the neminal value at

”7,9 weiel'll I-Ififil. {lg-es net exceed 41.10%. If the standard
Isles-latent nutalned i1. less. than flatld, where e'ls. the stale. In-

Inertial, :mtane this standard tleelatlen Wlfl‘t ti.-11d. In this
my, repeatability 1's satisfactely II [we times Elk-11d. divided
in.- 1I1e nmninnl value el the weigh1 tried. dees net exceed
HAW.

hIEEIJIIAE'I'

TIIE accuraty ul a balance is saudactery If its welthng
Imam, Mmll tested entll a: stlllllltlr wl'lgl'llts]. is eathin

n_1t]'te.ntd1e I_-l_"".l weight value.

.iIl test welulitt Is suitable if it has a mass between 5'11: and
muss-h at the balances capacity. The last weight's maximum

permissible errer were}, er alLerrtatruely “1. Little atlan. Lia-Ices-
umth 'tl'hlll be HMT ee1r-lil'itt1 L1| tit-L- aijllerJI tut-1|: llrrlll Hi the
.1rtj.|Jf.i|t'.{.I' ll't:':-l- |NI.tuTII—np|1ifl'-ti=le 'eli‘l11l'1llr'.2lt- are lhr. lellew-
i-nr]: .t..'_.| M: [:51 :r iaaallahle {rem littp:.l'j'nww.astrn.ergj and
HIMI It 11 I maintain-.4 Irern http:.n'.|"aww.eiml.erg}.|
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{51} ANTI MICHDBIAL

EFFECTIVENESS TESTING

nntImI-crdhtal preservatives ace substances added 1e nun-

sterlle desage terms te pretest deem lent-u mlcrtflainIugi-Lal
growth ta leeI'rI nliermrgaltlsmt that are intTeduced inad—

vertently during er subsequent te the manulacturing prec-

ess In 'Ihe case at sterile artI-des packaged in multrlsteaduse
centainers. anumlcretaal teeter-ream an: added [u inhibit
the arm-ah e1 micmergatlttrna diet may be lrstnaduced lrerrt

repeatedly withdrawing individual deses.
Antimicsehial preservatives sheuld net he used as a subsu-

Lute Ic-r geed rrtanulacturlng practeces ur malely 1” reduce
lhe viable mlfluhifl'l yD-Ittllutien el a nensLeriie [are-duct er

cenlr'al lhc plasterfliaatien hieburd-en ei muldelese hermulta-

tiens during manuiacluriru} .I'tr'ltlrt'lit'rebial metersraliyes in
ttmspendial Lies-age Ierms meet the requirements Ier Added
Fuhsleeces under Ingredlents endPrc-cesses In 1he Eenercri
Netl'ces.

fill est-lei andmiceeh-ial agents are ten: substances. Frsr
I'l'lfli'tll'l'lth'i'l ereteclien ei patients, the crescentratten ef the

preservative shew-I1 t-L': IJ-e Eflfithfl} In the Ianfil packaged
preducs SltflLlld he belew a lEt-‘El that may be teal: te hu-
man let-+1191.

The EUFtEEItlr-flllnn at an added antimicrebiai prematiw:
can l'JE' Intent at a minimum iI1J1e active ingredients at the

rum-elatien passess an Intrinsic antlrrtierelelal acu'tllty. nntl-
mlcre-tlial HIEEEVEI'IIE'EEII whether Inherent in rhe predurt er
whether eredmed taxause ltd the addltlmn er art antimicre.

lJ'lill prEteWail'm. mtnt ills- tinnerlstmted far all IrI|r:I:llens
packaged in multiple-dew centainers er fer ether pee-ducts
mnlflinine entlmitrnlzlial preservatives. Hntimicrebiai eti'ec—

ll'u't'Jwr-s must he demenstnled fer mulu'ele-ele-se1eplcal
and tell desege inrrrn and ler Dtl'IIE'I' desage terms such. as

ultil'lltelmirc. etic, nest-I. Ia'rigrrtien. and dialysis fluids {see
Harrmeceetirelflesege Items {I 15 I t].

This chapter Frl'fltl'lflEE tests In- demn-ttmte 1hr.- etientlee.
nets e1 .111lh'nlcreblal pletectien. Added antlrrucretrlal pret-
er'tatiwes must he declared an til'll.‘ label. The tests and else

the fur chains-nest apply tn .1 prelim in Use eelginal, uncap-
r.'I1E.'t1 I:erllnninlzr in which it was distth-uted try the manufac-
tum-r.

Flflfllflfl' CATEGORIES

Fl'it' the putfmse el testing, eempenelial articles have been

dltnded inte IfflJl'CdEFLFJHE's {gage Inhale T3. The crl1er|a u! an-

tirnlcrtflsial ellecIivEn-ess lee these preducts are a Itrncu'en df
111e saute e-I adrnlntttratten.

11m l'l'lIIII'l'llHllfl calculi
it H'ul "L" “H! It'll-1h
Murcia-mid: LII'JI.
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hears ctr vell'cles. rIceIsLHrI'le rlusal prcIcLIcla
and I,lll||,uI.'|rlr|:|l'II'|.'. Including tl'iu-se applet-I

1n mLEULB'I'I'El'Ifll'I'IIrhtt-_
Dra' IIIJdLHJ'UI- ether ltl'I-tfl rll'fl-illllds... Hunt-e IIrIItI‘I

I-IHII-II huffimehF-ht ... ____—,

Nita-[ids rnaclt- “1th an gauges. hasa.
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Use culture-I at the llsltewlng mlcrucirgarilsmsl: Candide el-
br'carrs {ATCE He. Ill-231]. fishery-hm fllgfil't-‘JTJE Ne.
IEIIIEI-Itj, Escherichia celi (ATIEL' Ne. III-'39}. Pitt-Wanna snar-

ugt'nam tit'l'tt'.‘ He- IMF}, and Eteialnd'flms'r-HI- rJI-Iretrs {ATEC
Ha- 55131.net vIabl-e microorganisms used In the test must

net be mere than live passaga remeved treats the uriginal
MEI: culture. Fer purpnses at the test. Inna passage Is ale:

Itned as die master at urgent-ms frem an established cut-
Iure tcl flfil'l medium. Fill trarrslert- in: ceunted- II'I the.I case

at enjanr'rsms malntatned by seed-let let-lthiqufl. each cycle
ul treeelrrg, thawing, ancI revival in lreI-II'I medium Is laten as
[me ere-afar. a seedusteclt technique smuid be used fer

lung—term stmage uf cultures. Cultures fee-tilled freon the
ATE: si-puuld be muscILated accenzllng tcl directicrns. It

grew-n In breath, the cells are petleted bycentrlfugatien lib
suspend |i1 iltfitjth the unlume e1 fresh maintenance heath.

and add an aquai vulume crl Eli-Lit: {v.r'v in water] nestle glyc-

erat- Celts grevm an agar may he scraped train the mrfane
Inta the 'tttIIt-ir. gljcered broth. Dispense small Aliquets tilt the
icespteIisim-i intt: startle vial-s- Share the vials in liquid nitregen
Dr In a rnechanlcal tree-tater at nn more than —5-II|‘. IrI'tI'hen a

Fresh seed-stuck vial Is rI:t1I.-Iillt.'IElJ It may the remeeed and
used tcr Incrculate a series 9' wtfl'ltll'rfli CHINE» These mrlla

Irrg cultures may then be Ill-IthEl periacttcallv {each day In the
case of bacteria and yeast; tu- steal the Incrculurn culture.

MED“

all media used In the test. must be tested ler grevdh pee-

metltm- Use the mlcrueegarsism'l. Initiated ehcive urttltfl' Te-rll

t'lrgenisms.

FEEFAHATIBH DF IH’DEULUM

Preparatory lu- tt-re test. inn-relate the surlrlce at a suitable
mini-m: at 5nlftl agar medium lrcts'n a recentlv revived stench:
culture bleach at the speetfied micrnarganlsn'rs. The ruins”
cenrtttircn'rs tar the lnnnslum culture IIHT described in Table 2

in which the suitable mile are Serum—Casein ulriest er

Sabeuraud Deetrese .rlsgar Medium tserr Hicrebt'at' Enumera-
rJ'arI Tests tut-t :- and Tests I'nr Spen'fien' HI'EruendurItsms {at} .

Te harvest the bacterlal and IE. n'llsltttns ct.I|t:|.m=_rs1 use ster-

lle saltne T's. washing the surface grewttt celtecurte It In. a
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