
with an established speciicatiOn for lnicrobiological quality.ヽ Vhen used for such puttOses
f0110w the instructions given belo、v,including the number ofsamples to be taken and

interpret the results as stated be10w.

Alternative microbio10gical procedures,including automated inethods may be used,

provided that their equivalence tO the Pharmacopoeial IIlethOd has been demonstrated,

2 General Procedures

The preparation of samples is carried Out as described inヽ 在icrobial enumeration tests.
Ifthe product to be examined has antiEliCrObial activity,this is insOfar as possible removed

or neutralized as described in立 物窃餌θbiaF θコ“盟erattθ″けθsサュ
If surねce‐active substances are used lbr sample pI「 eparation,their absence OftOxicity fOr

micro―Organisms and their cOmpatibility with inactivators used must be demOnstrated as

described in MicrObiaノ θコ比merattθ辺わsな

3 GrOwth PrOmoting and lnhibitOry PrOperties ofthe Media,Suitabユ ity ofthe Test and
Negative ContI「 ols

The ability Ofthe test to detect lnicro‐organisms in the presence ofthe pl「 oduct tO be tested
must be established.Suitability l■ ust be conirmed if a change in testiIIg performance,or the

product,which inay affect the Outcome ofthe test is introduted.

3‐l Preparation oftest sttains                                       i

Use standardised stable suspensions Oftest strains or prepare as stated below.Seed 10t

culture IIlaintenance techniques(seed‐ 10t systems)are used sO that the viable

王liCrOorganisms used for inoculation are not lnore than 5 passages removed宜 om the Original
lnaster seed‐lot.

3‐1‐l Aerobicコ littro‐organisms

Gro■′each ofthe bacterial test strains separately in containers containing θ 2sehsθ ンタわθ2コ
芝老pSけbrOサヵor on cαsein観 移夕わθ2辺 ユigesけ2g2r at 30-35° C for 18-24 hours.Grow the test

strain lbr後 コdida 2晶ta"s separately On Saわ θtta“ど'dextrose 2g2ror in Saあ θtta2ダ 昭わχあにじθ
broサカat 20-25° C for 2-3 days.

Stap時 ■0。θθθys 2″封θ″SSuCh aS ATCC 6538,NCIヽ 狂B9518,CIP 4.83 or NBRC 13276,

Fttθ口醍Om9r22S 2θriginθs2 such as ATCC 9027,NCIttIB 8626,CIP 82.118 or NBRC 13275,

Eschaん あけ,co■isuch as ATCC 8739,NCImIB 8545,CIP 53.126 or NBRC 3972,

5ち工mθコetta θ″しeric2 subsp.θ 辺しeric2 serovar Typhilnurium such as ATCC 14028 or,as an

alternative,

助 切 ettaer2じe五物 subsp.θ コしe五物 serovar Abony such as NBRC 100797,NCTC 6017 or

CIP 80,39,

後 コdida 2臨ica,ssuch as ATCC 10231,NCPF 3179,IP 48.72 or NBRC 1594.

Useわ ″醜 reが滅 ″盟 冴数orideフ lβ6oュθ SOhttθtt Ptt Zθor P力)韓F22たわ″溌 r so■口所θコPr Zク
to lnake test suspensions.Use the suspensions within 2 hours or within 24 hours ifstOred at 2
-8°C.

3‐1‐2 Clostridia

Use θ 比なしri品協盟【フ〕rOgenθs such as ATCC l1437(NBRC 14293,NCIMB 12343,CIP

100651)or ATCC 19404(NCTC 532 or CIP 79,3)。 Grow the c10stridial test straiII under

anaerobic conditions in re遼 院 が辺θダれ辺盟For ttθsカカdia at 30-35° C for 24-48 hours.As an

alternative to preparing and then diluting down a fresh suspension ofvegetative cells of‐ t

SpO拘 genθtt a stable spore suspension is used ibr test inoculation.The stable spore suspension

may be maintained at 2-8° C folr a validated period.

3‐2 Negative control

To veri:予teSting conditions a negat持e controlis performed using the chosen diluent in

place ofthe test preparation.There lnust be no growth oflnicrO‐ organisms.A negative control

is also performed、 汀hen testing the products as descI「 ibed under 4.A failed negative control

requires an investigation.
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3‐3 GrOwth promotion and illhibitory properties ofthe media

Test each batch Ofready'prepared IIlediunl and each batch oflnediuェ l prepared either rttom
dehydrated IIlediuIIl or缶Om ingredients.

V e r i t t  S u i t a b l e  p r o p e r t i e s  o f r e l e v a n t  m e d i a  a s  d e s c r i b e d  i n  T a b l e  4 . 0 5 ‐I I ‐1 .
員,sけForぎGrをねPttθ しょngP文フα屹わoおαttidttθおあ:inoculate a portion ofthe appropriate

m e d i u I I l  w i t h  a  s m a l l  n u I I l b e r ( n O t  m o r e  t h a n  1 0 0  C F U ) o f t h e  a p p r o p r i a t e  m i c r o o r g a n i s m .

Incubate at the specitted temperature for not IIIore than the shortest period Oftilne specitted

in the test.Clearly visible grOwth ofthe micro‐organisIIl comparable tO that previOusly
obtained、rith a previously tested and approved batch Of mediuII occurs.

質換財/9r ttGレ!力PttθttθttgPrqpθ lttθtt so■idZttθdia:perforII surface‐spread lnethOd)
inoculating each plate with a small nulnber(not mOre than 100 CFU)Ofthe apprOpriate

IIlicro'Organism.Incubate at the specitted temperature for not IIIOre than the shOrtest period

oftilne speciied in the test,GrOwth ofthe lnicro‐organisll comparable tO that previously

obtained with a previOusly tested and approved batch Oflnediuln occurs.

降 s けF o r 加品 としοt t P r t t e r t f e ぅ方? 口財 冴 s O 工i d t t θあ力: i n o c u l a t e  t h e  a p p r o p r i a t e  I I l e d i u m  w i t h

atleast 100 CFLメ Ofthe apprOpriate micro‐ organism.Incubate at the speciied temperature

fOr nOt less than the 10ngest period oftilne specifled in the test.No grOwth Ofthe test

mlcro‐organlsln occurs.

鈴 sけ文方力良ica6=ve〃″ etties:perform surttace‐spread llethod,inoculating each plate with a

slnall number(not mOre than 100 CFU)Of the apprOpriate IIlicro‐organism.Incubate at the

speciied temperature for a period oftilne within the range specitted in the test.Colonies are

comparable in appearance and indication reactions to thOse previously Obtained、 vith a

previously tested and approved batch ofIIledium.

3‐4 Suitabttty ofthe test method

For each product to be tested perforEI sample preparation as described in the relevant

paragraph in section 4.Add each test strain at the tilne of llixing,in the prescribed growth
medium.Inoculate the test strains individually.Use a number ofttlicrO‐ Organisms equivalent

to not more than 100 CFU in the inoculated test preparation.

Perform the test as described in the relevant paragraph in section 4 using the shortest

incubation period prescribed.

The specitted lnicro‐ organisms IIlust be detected with the indication reactions as described

in section 4.

Any antilnicrobial activity of the product necessitates a lnodincation Of the test procedure

(see 4‐5‐3 of勉宮θttθ所27娩 ,コer2所θ″コ9s抜9.
Iffor a given product the antilnicrobial activity with respect to a ttlicro‐organism for which

testing is presPribed cannot be neutralised,then it is to be assumed that the inhibited

lnicro‐organism will not be present in the product.

4 Testing of Products

4‐l Bile‐tolerant graェ1‐negative bacteria

4‐1‐l Sample preparatioll and pre‐ incubation

Prepare a sample using a l in 10 dilution ofnot less than l g ofthe prOduct to be exalnined

a s  d e s c t t b e d  i n % 御 θわ力 F 例 口盟 e r 2 所 θ″ 危 s れ b u t  u S i n g  t t s e r n  s 9 / 2 わ θ2 コ 筑 野 S サ腕 あ a s  t h e

chosen diluent,Inix and incubate at 20-25° C for a tilne suttcient to resuscitate the bacteria

but not suttcient to encourage lnultiphcation ofthe organisms(usually 2 hours but not more

than 5 hours).

4-1'2 Test:br absence

Unless otherwise prescribed use the volume corresponding to l g ofthe product,as

prepared in 4‐ 1'l to inoculate θrPしeЮ わ2Cteria enrFとお盟er2けb的 力'プレらじs】 Incubate at 30-35° C

for 24-48 hours.Subculture on plates ofフ 7セガθけ沌メbゴe gttrcose 2タェIncubate at 30-35° C

fOr 18-24 hours.

The product complies with the test ifthere is no growth ofcolonies.
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4-1‐3 Quantitative test
4‐1‐3‐l SelectiOn and subculture

lnOculate suitable quantities Of θ 盟とeЮ あ2θしeri2 enr■ と必盟 enサ b的 統 プレZ巧石じプwith the

:翻;に オ 擬 盤鰍 替え 輪齢
Le cultures on a plate of″ 仇しけreが btt■eg■ucοsc

2g2二 Incubate at 30-35° C for 18-24 hOurs.

4‐1‐3‐2 1nterpretatioII

GrOwth Of cO10nies cOnstitutes a positive result.NOte the smallest quantity ofthe product

盤社胡∫ゴs紳】:謎:品措総寵y緯隅歓ょ1姫
的negat市e resuL Dね航髄

4‐2 Estta党 逸務 何ど

4‐2‐l Sample preparatiOn and PrenillcubatiO■

Prepare a sample using a l in 10 dilutiOn of nOt less than l g ofthe prOduct tO be exalnined

as described in 2物衝餌θわ】2′θコ″盟er2カθ盟しesなs and use 10 11L Or the quantity corresponding t0 1

g 研 l  m L t t  h ∝d t t e  a 側北a t t e  a m o u n t  l d t t e 幡

雄 1 8 戦 腎盟 . u n t t r 伊

つ O f  c 2 働解わθ2″ておを●sけbrOあ,Ilix and incubate at 30-35

4‐2‐2 SelectiOIl and subcutture

Shake the container,transfer l mL of α2seinsの2わθ2辺主主gesけあ及克扱t010o mL of
挽 σ仇 &弱 broど批and incubate at 42-44°C for 24-48 hourso Subculture On a plate ofttc‐
Con士●/2評 rat 30-35° C fOr 18-72 hours.

4‐2‐3 1nterpretation

Growth ofc010nies indicates the possible presence oftt■ attL This is cOnirmed by
identittcatiOn tests.

The prOduct cOmplies with the test ifnO cO10nies are present or ifthe identincation tests are

negative.

4‐3 Sallnonena

4‐3‐l Sample preparation and pre‐ incubation

Prepare the prOduct tO be exaHlined as described in 2物 衝θコθbitt θ盟,盟 er2あ θコ zゎsけs and use

the quantity corresponding tO nOt less than 10 g or 10 1mL tO inoculate a suitable amOunt

(determined as described under 3‐4)of ttsθあg軒&ゎθ2盟己igesけあ抑あ,mix and incubate at 30
-359C for 18-24 hours.

4‐3‐2 SelectiOn and subculture

T r a n s f e r  O。l  m L  o f t t s e主ュ良移切わθ2コ景i t t sサ肋 滋 t 0 1 o  m L  o fЯ響 2 P aサ丁ろs鋭 2 2お
Saユmθ″銀 &a2盟 chtter2けbroサカand incubate at 30-35° C for 18-24 hours.Subculture On

plates Ofヌ乃危じらけsinc ttθのりで力0■aけθ2夕 二Incubate at 30-35° C for 18-48 hours.

4‐3‐3 1ntettretation

The pOssible presence of Saユ mθコenais indicated by the growth of、 vell‐deve10ped,red
colonies,with Or withOut black centres.This is cOnirmed by identiflcatiOn tests.

The prOduct complies、 vith the test ifco10nies Ofthe types described are nOt present Or ifthe

conflrmatory identiicatiOn tests are negative.

4‐4 Psθ″正Omθ コ2s2θ r4抑 os2

4‐4‐l Sample preparatiOn and pre‐ incubation

Prepare a sample using a l in 10 dilutiOn ofnOtless than l g ofthe prOduct tO be exallined

as described in Micrttiaノ θ盟閉脇eF2が あ 力 Sttsand lse 10 1nL or the quantity corresponding t0 1

g or l mL tO inoculate a suitable amount(deterlnined as described under 3‐4)of c2seinsの 密
わθ2コあ夕邦けあり滋 and m破 .lvhen testing transdermal patches,ilter the vOlume ofsample
corresponding to l patch ofthe preparation described in"行θttθbiaプ9r2″辺9r2カοコサθsけs(4‐5'1)
through a sterile rllter membrane and place in 100 1nL Of c2se=n鼠

移密 わθ2盟 ダをFsけ brOサ み`
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Incubate at 30-35° C for 18-24 hours.

4‐4‐2 Selection and subculture

Subculture on a plate ofご θlrimゴ冴θ2ど密rand incubate at 30-35° C for 18-72 hours.

4‐4‐3 1nterpretatiOn

GrOwth oFcolOnies indicates the pOssible presence ofゴ q2θ rュ静n3Sa.This is cOnirmed by
identincation tests.

The prOduct cOmplies with the test ifcolonies are not present or ifthe cOnSrmatory

identiication tests are negative.

4‐5ど 仏名pカリツbcθ6σtts22re眼 S

4‐5‐l Sample preparatioll and pre‐ incubation

Prepare a sample using a l in 10 dilution ofnOtless than l g ofthe prOduct tO be exalnined

as described in 2物衝αttθあケアθコど盟erattθβどをsサs and use 10 111L Or the quantity corresponding t0 1

g or l mL tO inoculate a suitable amOunt(deterttlined as described under 3‐ 4)ofご 2sein sq/2
あθ2,どをFsけbrOけ力and hOmogenise.When testing transdermal patches,fllter the v01ume of
sample corresponding t0 1 patch ofthe preparation described in%θ ttbiaF enど盟9r2あθコtestts
(4‐5-1)through a sterile ttlter membrane and place in 100 1nL of a2seinsO/2わ 錫コど毛″stt brOサ必.
Incubate at 30-35° C for 18-24 hours.

4‐5'2 Selection and subculture

Subculture on a plate Of盟 2辺辺ゴし榎 S2ゴサ2ど2rand incubate at 30-35° C fOr 18-72 hours.

4‐5‐3 1nterpretation

The possible presence of 5L 2,rewsis indicated by the growth ofyel10w/white c01onies

surrounded by a yellow zone.This is conttrmed by identincation tests.

The product complies with the test ifcolonies ofthe types described are not present or ifthe

cOnirmatory identiicatiOn tests are negative.

4‐6 Clostidia

4‐6‐l Sample preparation and heat treatment

Prepare a sample uttng a l in 10 dilution(with a minimum totalvolume of20 mD ofnot

lessthan 2 g or 2 1■L ofthe product to be examined as described inッ物衝餌θbiaF θコ″″er2カ例
けθsサュ

Divide the sample into two portions ofatleast 10 1nL.Heat l portion at 80° C for 10 1nin and

cool rapidly.Do nOt heat the other portion.

4‐6‐2 Selection and subculture

USe 10 EIL or the quanttty corresponding to l g or l mL ofthe prOduct tO be ex京 ェlined of

both portions to inoculate suitable amounts(deterttlined as described under 3‐ 4)of助 支ルてでど

clostrrど元"コ 辺θど上担コ.Incubate under anaerobic conditions at 30-35° C fOr 48 hours.After

incubation,make subcultures■ om each container on a冴 吻 bia 2gar and incubate under

anaerobic conditions at 30-35° C for 48-72 hours,

4‐6‐3 1nterpretation

The occurrence of anaerobic growth ofrods(with or without endospOres)giving a negative

catalase reaction indicates the presence of似 o助五dia.This is conttrmed by identiication tests.

The product compiles with the test ifcolonies ofthe types described are not present or ifthe

conflrmatory identiication tests are negative.

4‐7 Caコ 透da 2盟妨ちタコS

4‐7‐l Sample preparation and pre‐ incubation

Prepare the product to be examined as described in%と コθbiaノenttmer2カ θ盟けθstts and use 10

mL or the quantity corresponding tO not less than l g or l lnL to inoculate 100 inL of

Saわθttlayど‐よextrosθ broとみand Hlix.Incubate at 30-35° C for 3‐5 days,

4‐7-2 Selection alld subculture

Subculture on a plate of Saわ οlrr2ど冴‐まexじrosθ 2夢2rand incubate at 30-35° C for 24-48
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hOurs.

4‐7‐3 1nterpretatiOn

idよ苫樹給 豊倍苫亀昔島i°

l°nies may indicate the presence of α ル コn This is cOnttrmed by

The prOduct cOmplies writh the test if such c010nies are not present Or ifthe cOnirmatOry

identiicatiOn tests are negative.

助 θ島1工0戸ing t t c t = o nぉ夕確ntt rあ島rm2所伽 .

5 Reco■lrnellded S01utiOns and Culture Media

縦 撤鞘 群t齢鑑 鑑 艦 盤
猛皿 退鮮 継品路襴

es f°r
uitability can be demOnstrated.

Sむθaた わ“五eF S冴 どわし辺ちTransfer 34 g ofpotassiuln dihydrogen phosphate tO a looo IIIL

volumetric nask,diss。lve in 500 mL Ofpurifled water,attuStto pH 7.2圭0.2 with sOdium
hydrOxide,add purined water tO v01ume and l■ ix.E)ispense in cOntainers and sterilize.StOre
at a temperature of 2-8°C.

拘 θtt F 2 2渉θわ″」艇Pr  s O■u t tθコP〃 zク
Prepare a lnixture Of puritted water and stOck buffer s01utiOn(800:lV/Vp and sterilitte.

β泌絡控プ即″吻 c h工O r i d eフ留 し0‐θ s O hあθt t  P〃zθ
Potassiun■ dihydrOgen phOsphate

DisOdiull hydrOgen phosphate dehydrate

Sodium ch10ride

Peptone(meat or casein)

Purined water

Sterilize in an autoclave using a validated cycle.

Casein sθ/2わθ2辺江老″stt brOサ必
Pancreatic digest Of casein

Papaic dittest ofsoya bean

Sodiunl chloride

Dipotassiuln hydrogen phosphate

Glucose monohydrate

Purifled water

3 . 6 g

 `  7.2 g equivalent tO o.067 11101 phOsphate

4.3g

l.Og

1000 mL

17.Og

3.Og

5.Og

2.5g

2.5g

1000 mL

15.Og

5 . O g

5 . O g

15.Og

1000 mL

15,Og

1000 mL

Attust the pH sO that atter sterilizatiOn it is 7.3±0.2 at 25°C.Sterilize in an autoclave using
a validated cycle.

6ちsθ,ねsの2わθ2辺芝を“Sサ2g2r
Pancreatic digest ofcasein
Papaic digest ofsoya bean

Sodiuln chloride

Agar

Purifled water

Attust the pH sO that after sterilization it is 7.3±0.2 at 25°C.Sterilize in an autOclave using
a validated cycle.

5ケわθどr2ロゴ‐まexかりsθ ttg2r

Glucose 40.Og

酌Iixture ofpeptic digest of anilnal tissue and pancreatic digest of casein(1:1)   10.Og

Agar

Purined water

Adttust the pH sO that after sterilizatiOn it is 5.6±0.2 at 25°C.Sterilize in an autOclave using
a validated cycle.
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Poけ2けθよexしrose 2g2r                                                   ・

InfusiOn froln potatoes 200g
Glucose 20.Og
Agar 15.Og
Purined water 1000 mL

Adjust the pII sO that aier sterilizatiOn it is 5.6± 0.2 at 25°C.Sterilize in an autoclave using
a validated cycle.

Saわθ口五22ど―よexしЮse bror/2

GlucOse

Whxture of peptic digest Of anilnal tissue and

Purifled water

Adjust the pH sO that atter sterilizatiOn

a validated cycle.

En姥 丸力2σten2 θttr党協如 けbrOと力切左酒ュダ
Pancreatic digest Of gelatin

GlucOse inonohydrate

Dehydrated ox bne

Potassiun dihydrOgen pttOsphate
Disodiuln hydrOgen phosphate dehydrate

Brilttant green

Purifled water

Adjust the pH sO

iIIImediately.

Fio■eけ輝どbtte g■ucOse 2多 r

Yeast extract

Pancreatic digest Of gelatin

Bile salts

Sodium chloride

Glucose inonohydrate

Agar

Neutral red

Crystal violet

Puritted water

Attust the pH so
autoclave.

〃 夕c3G逮 軒 わ抑 筋

pancreatic digest OFcasein(111)

20.Og

10.Og

1000 mL
it is 5.6±0.2 at 25°C.Sterittze in an autOclave using

that alter heating it is 7.2主 0.2 at 25°C.Heat at 1009C for 30 1nin and c001

1 0 . O g

5 . O g

20.Og

2 . O g

8 . O g

15 mg

1000 mL

3 . O g

7 . O g

l . 5 g

5 . O g

10.Og

15.Og

30 mg

2 mg

1000 mL

1 7 . O g

3 . O g

10.Og

5 , O g

l . 5 g

13.5g

30 1ng

that atter heating it is 7.4± 0.2 at 25°C.Heat to bOihng;dO nOt heat in an

Pancreatic digest of gelatin                       20.Og

Lactose monohydrate                           lo.Og

Dehydrated ox bile                            5.Og

Bromocresol purple                         lo IIIg

Puttied water                          looO mL

Adjust the pH so that atter sterilization it is 7.3±0.2 at 25°C.Sterittze in an autoclave using
a validated cycle.

脇 cConttθ/2gar

Pancreatic digest of gelatin

Peptones(meat and casein)

Lactose lnonohydrate

SodiuIII chloride

Bile salts

Agar

Neutral red
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Crystal vi01et

Puritted water

Soya peptone

mttagnesiuln chloride hexahydrate

Sodiuln ch1011ide

Dipotassiunl hydrOgen phOsphate

Potassiuln dihydrOgen phOsphate

WIalachite green

Purifled water

l lng

1000 mL
Adjust the pH so that atter sterilizatiOn it is 7.1±0.2 at 25°C.Boil fOr l mitt with cOnstant

shaking then sterilize in an autOclave using a validated cycle.

え響身?グ け隆石si工iadis Sa■ttθβena a2rrセカ辺aβtt brO務

DissOlve,、varlling slightly.Sterilize in an autOclave using a validated cycle,at a

temperature not exceeding l15° C.The pH istO be 5.2■ 0,2 at 25°C atter heating and
autoclaving.

秘 らけs・コQて力θどりをみ0■aわ 2g2r

Xy10se

L‐Lysine

LactOse I■ Onohydrate

SucrOse

Sodiuln chloride

Yeast extract

Phenol red

Agar

Sodiuェ l deoxycholate

Sodiuln thiosulfate

Ammonium iron(III)citrate

Purifled water

4 . 5 g

29.Og

8 . O g

O . 4 g

O . 6 g

36 1ng

1000 mL

3 . 5 g

5 . O g

7 . 5 g

7 . 5 g

5 , O g

3 . O g

80 1ng

13.5g

2.5g

6.8g

O.8g

1000 mL

20.Og

l , 4 g

10.Og

O . 3 g

13.6g

1000 mL

10.O mL

Attust the pH sO that after sterilization it is 7.2±0.2

validated cycle.

5 . O g

5 , O g

l . O g

10.Og

75.Og

15.Og

25 1ng

1000 mL

やr l min with shaking.Attust the pH so that atter sterilizatiOn it is 7.4±0.2
in an autoclave using a validated cycle,

Adjust the pH sO that a■er heating it is 7.4±0.2 at 25°C.Heat tO botthng,c001t050°C and
pour into Petri dishes.Do nOt heatin an autoclave.

6ちめ,あ =de 2g2r

Pancreatic digest Of gelatin

酌質agnesiuln chloride

DipotassiuIII sulfate

Cetrimide

Agar

Purined water

Cllycerol

Heat tO bOiling for l lnin with shaking.

at 25°C.Sterilize in an autoclave using a

脇 辺″ゴtols27ケ2g2r

Pa■ creatic digest Of casein

Peptic digest Of anilnal tissue

Beef extract

D‐h/1annit01

Sodiuln chloride

Agar

Phenol red

Purined water

Heat to boiling

at 25°C.Sterilize
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魚効新坊∽が22θおど盟 F9r6Иθsし五ぼia

Beefextract

PeptOne

Yeast extract

Soluble starch

GlucOse lnOnohydrate

Cysteine hydroch10ride

Sodium chloride

SOdiuttl acetate

Agar

Puritted water

10.Og

10.Og

3.Og

l.Og

5.Og

O.5g

5.Og

3.Og

O.5g

1000 mL

10.Og

5 . O g

3 . O g

5 . O g

l . O g

5 , O g

10.O gto 15,Og

1000 mL

Hydrate the agar,dissolve by heating to boiling with continuous stirring.If necessary,

attuSt the pH so that after sterilization it is about 6.8主0.2 at 25°Ct Sterdize in an autoclave

using a validated cycle.

6わ′どrP2わ=22g2r

Pancreatic digest Of casein

酌Ieat peptic digest

Heart pancreatic digest

Yeast extract

Corn starch

SodiuIII chloride

Agar,according to gelling power

Puritted water

Hydrate the agar,dissolve by heating to boiling with continuous stirring.If necessary,

adjust the pH so that alter sterilization it is 7.3±0.2 at 25°C.Sterilize in an autoclave using a

validated cycle.A1low to coolto 45-50°C;add,where necessary,gentaIIlicin sulfate

corresponding to 20 111g of gentattlicin base and pour into Petri dishes.
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