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European Pharmacopoeia 7" edition, volume 2011

The Japanese Pharmacopoeia Fifteen edition (JP XV) 2006

The United States Pharmacopeia, 35 Revision, 2012

ISO 15747 : 2010 Plastic containers for intravenous injections

ISO 10993-5 : 2009 Biological evaluation of medical devices - Part 5 : Tests for in vitro cytotoxicity

WHO Geneva 1974 Plastic containers for pharmaceuticals — Testing and control
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2.1 NARN NN T YU IAINTD (sterile pharmaceutical products) HU1UNY VOUNAINAIUNTTHITM I IN
dy 9 ~ Y 9 (BRI A aa o o @ [ A [ A
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TINNMYUDINUBUNTOAA
a qsll = a d‘ 9 1 a qsxl 1 QSJI d? %
2.2 NAAANHAYYY (multilayer plastic) HU1YDY NAaANNUTLNOUAIULHUNATANALLA 2 Glﬂlsllullﬂi’]ﬂ

Usznunu vazaivlsznoundazyiiadod luazaiednalenu
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3.1.1  woatonau
3.12  woalwswau
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4.1 ﬂ1iwﬂaauGlfﬁmjmmwzwmaﬁﬂiﬁ’i%’m%wjﬁﬂmmt’fwgi"'uﬁumummﬂﬂmﬁma{(FTIR)
wienseailoduiifenn
42 psEmruEnaaAnianaaAnTmety TnaeuriamIne Ui FuiaTUREa SasiinTL
43 AIEMrULWaIaAnYianea iianas 13
431 deoulszneudiened iianae ladisdulidesndn 55% Tasuoa
minadoullgiaaude 8.1
432 deaihfSunala efaendaman (DEHP) fiadald Ty 40% Taouaa
msnadeulnlfianmde 8.2
433 deailsahilanae 13d TuTuwwes ity 1 Hadnsudenlansy

msnadeulnlfianude 8.3

.
5. ﬂmaﬂym”‘n 209013
51 anwaznall
Y 1A 1 < a o o o A [l Y o
511 @edlulid Tswas uazneuiundnsusindsnussgognielu ladge
dy a a 9 = Y 3 A a (=
512 WuAInelureImMruENaaAnAoIa 19 (38U s UAZIIUNNAAUUY (mould)  taz T3]
° ak [ a0 9
ArtgIoIvunaldenenis 153
manaaou i lagn1snsraniie
52 Audnyuznwiand

5.2.1

msnadeulnlfinnude 8.4
1 a a a a J
522 ANWAUADMIANNTZLUNN (Bnunuznaidanyianed hilanas 15q)
9 ‘o A
aoqlusmsonan
msnadeulilfiaade 8.5
c; a a a a 4
523 ANNANIANDVBIANINHLY (MWIEMFUZHAdANTIANd ilanao 15q)
HAR9YBIANNNUIAIGIgANDAIAIEA Aol 0.05 mm
minadouliiiaaude 8.6
@ a a a a .
524 ANUNUANNAY (IRWIZNFUzNAIaAnYianed lianae 159)
Y To =
Ao i au

Y (A& va 9
manaaeulnigiaauie 8.7
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525 Aanudangu (awznrugwanaanyianed hilanao lsd)
asazmededlnasenl@nualag bifioimelvah ldunuiivas lna
msnagouldiande 8.8

526  miguruvesetih
yavesiiive ldealiiiu 0.20%
msnadouliiaamde 8.9

527 dSmamnimdeninnisin
doa'laithu 0.10%
minadeulifiaamde 8.10

528 ﬂ?mmaumﬂﬂmﬁau
mumgﬁuﬂhuquéﬂawgmd 10 um #o3 it 25 eymadeiiaanns wazvAFURILEUINA1
g 25 um Ap3 Ly 3 ounndeiaaans
minadeullfiaamde 8.1

53 Aaan¥aznual

q

[

53.1  Auanbuzuesdsazalefana la
53.1.1 dodla lund
v Y
53.12  vesnavudosrineliUnelu 3 min
3| 1
53.1.3  anuiunsa-a1g
1 1 3 1 A o 9 A )=} o s Y 1 a
wan MmN unIa-aveIaTazatenana leemeusuasazatenuadn asdlumnu
1.5
a = 4 d‘ 9 o aaa
53.1.4  U5mas TnunaFemwosuuenuuan Il ase
#oal3iAu 1.0 ml
53.1.5  USuamanluszive
doelaitAY 1.0 mg

53.1.6  AINIRANAULAIGIA

q

] ]
ISR =

(1) @oal3inu 0.08 NYI9ANVEIIAAY 220 nm D9 240 nm
@ doalaiifiu 0.05 AF29AWE1INAY 241 nm 89 350 nm
msnadeulnliaamde 8.12
532 dsnaTaneniin
5321 USnaTangmin Gaaniluazd) deeliif 20 ue /e

5322  azm dedliunu 10 ug /g
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5.5

6.1

6.2

5323  uaaleoy deeliinu 1 pg /g

5324 @yn doalimnu s g /g

54.1
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I a aa
2) AT Wulaaans
o ' < a 1
3) ﬂTLaﬂuﬁ’]ﬁl%} DEHP 1 uasanuag

@ Yodimdelssnuiith nsenTesnmemsmnaanziiou

63  lunsdinl¥mmaialsema dosdianumneasaiuniu Inefitua13sedu
7. MIvRMeehaazInnAnay
71 m3tndedrazinamidadu i ldawaanuan v,
8. MInaaeou

a a a 4 a
8.1  USwawed lhilanae lsaisdu
A A
8.1.1 1A793i0
J o o Aax a J 2 . Y Y
gUnsaidmsvIsoongaunaainouiadu (oxygen flask  combustion) 1/5znoUAIBYIALAD

aa A Y Y A= A A o
Uaimam@ gﬂﬂi?ﬁl sumﬂﬂizmm 500 ml ﬂﬂﬂ?ﬂi}ﬂllﬂ? NYANUNIFIVUNIDYINNIVINAIN

A o I ] 1 ~
uwamivanudluaiig vuallszas 1.5 cm x 2 cm (A3 1)

\ j HOAIDOT

-
AR 11w

adaunaniynieudiedna

i msazaeTmAvylansonlya

d' d o v ad a Jd YY)
517 1 gUnsaldmivITeonBnuraanneiniady
(19 8.1.1)
= ad =
812 Al esazany uazisms ey

=) 4

8121 wmyazaelmasulaasenlyd 1 M

8122 latianaunan

8.123 03 lunindudu (ANUMUIUY 1.40 g/ml) 65% lasuia
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8.1.2.4

8.1.2.5
8.1.2.6

Ia ~ 1
ayazaaessnuen Tuiougama
Ia ~ o g’ o
azanelesnuen Tuteudama 100 g Tuthnau 1L
ﬁﬁﬁ%’l”lﬂ“?ﬁl’!l@ﬂﬂ!ﬂi@ 0.1 M

msazareuen Tutien InTe Tyeuua 0.05 M

anAa 4
8.13 A NATIZH

8.1.3.1
8.1.3.2

8.1.3.3

8.1.3.4

8.1.3.5

8.1.3.6

a =1 4 v 4
wuasazane lanoy laasonlaa 20 ml asluaeuiiasunaian
H3329614 50.0 mg HORIWATLAILATOIUUIA 30 mm x 40 mm WU1H IAYUIA 10 mm x 30 mm
1 o (] 9 d' = @ ] d' o A o
aeavodloe1adn Tl lundsudiedraniininalaunaniiy
wried0619 uda lad luTuaaudigngae Yagnuna
A P s Y ' Yy A v - s =
wiemarn ludauyssinda undsveuda e liarsazae Imdeulsason ladgady loves
u’d’ a [} 1
amsisznovunas lsaninannNsma19819
) 1w [l a A a Aa P
Wnudagredledeen uduau latafaunaa 1 ml nsalunsn 2.5 ml arsazaroves
a ~ [ a 4 Y
snuen Tuendala 5 ml msazatedanes lumsa 10.0 ml asluvraunagilnie
0 Ay Y o = ] A A
hasazanen 1§ mmsaduesazateuey Tuilon InTo lsenua au'ldmsazaedmaong
a 4 o a a 4
150281001703 1UNTA 0.1 M 1 ml auyanuwed liianas 158 6.25 mg

a a a J a
mﬂimmwaa"l’maﬂaallﬁmwu NNFAT

a a a o a

USuauwoea Iiianoa lsaay e MNH,SON X VNH,SCN ><625><MAgNO3
I~ A a o - - ) - 9
Wulaaniy MagNO, 0.1

4 A Y Y = I s
W Mygyscn AD Aanudutuvesasazateuoy Tuiion In 1o luonua iy Tuans
A a ~ I a aa
VnH,seN 1D suasvesasazanouon ludionInTo lyeuua Wlulaaans

I~ Yy 9 a I I 4
Magno, A1 ANudutuveImsazaleFanes lumsa uluals

8.2  1/5wat DEHP

A A
8.2.1 RN

8.2.1.1

8.2.1.2
8.2.1.3
8.2.14

8.2.1.5

d o [ o A o = FU ] Y A A 9 an =
ginsaidmisuiinuawes 1nsu Inns il Uszneudle uiuuiilndeudredaniaadion
d! 1 ~ 1 1

254 d9ge TaziSon 1 uiusana
AlasunInn il

d‘ Y [ A A
nsoeliuasdanii I Teaafinnueaan 254 nm

A o
1150969111

A v A (v d 4
NN HanTRoUIAUIYDT
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822 mswluazaisazaly
I ] 4 1
82.2.1 Ingdu fuigmamasui (mobile phase)
= 4
8222 MBI
8223 @13ara1891994
aza1e DEHP 1u1ngdu 0.1 mg/ml
823  MSTeNAITAZAIUAI081d
o Aa o [l I ¥ 1T a o Qy o 1 a A P
823.1 Aamruzwaradndioenalit laviia lanu 1 em h¥udied1au 2.0 g dudmesiysieain
4 4 [ 4 AR~
mosoonlua 200 ml 1auounmeldsdndnouausas dunal 12 h
8232 LIANALALAITAZAIYDDNIINAU
o Y o Y A [V glc:' a
8233 hmsazaie llszmeaunialaemsaannuaualniossanimguvgil 30 °C
A A 'y ~
8234 aymwnnitiaesgaisIngdu 10 ml
anaAa 4
824 25UATIZH

8§2.4.1 W#IATITAZAUHI0619 0.5 ml VUMHUTIAEYIAIAUAVVUIA 30 mm x 3 mm UATHIA

Q’ v Y

Y a 1 9 [ 9 A A
13821091999 5 pl vuukusIa@y Tiuenoenainiu 13ludlasunInns il Noudaaae
Y v
Tngdu MW Ingduguriumanaeviulidimiloduneoadisazaioa10619 (solvent front)
I
1Wuszee 15 cm
8242 wAusIA@IoonaIng InsiInns il daseliudalueinmis s ldasranelduasdas
T Teran NnWE1IAAU 254 nm 5EYRWNUIUDIRIDENNTDANADINUAITALD18D19D9
Aaa a ~ 9 o 9 a = 4 I .
8243 yaganmaausnuidenndoInumTaza1ed19es hwd1nudmes 40 mliiunal 1 min
o g// o P ogj { @ 1
8244 1399 819A109Mo3 10 ml 2 AT 1dmesn ldnanualdszmeliuie mnn'lddeaniinly
101 40 mg
a a o o
83  USwma'hilanaslsd uTuwes
A A
83.1 1A504i
[
83.1.1 aaansmaIasur Inns il
A o 2 4 d
83.12 1050900111 NAUAUYAUNYITN (60+1) °C
AL A
83.1.3  1AT99%Iavden 0.1 mg
=
832 Al
a 4
8321 lawnaeziyarlud

8322 omes
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8.3.3

8.3.4

8.3.5

MamIsNaITazaeNInIgIUnelu

J = o

1% 1uTns 195 snqadimes 10 ul Juilaedivaslulamiaozimanlud 20.0 m udrAadimesaslu

U

a15azae Weanmsazaeaie lawnaoziaa lua 1919049 1 000 111 Wudinouls
MIIANAITAZAIINATO

Faf10619 1.000 g Idaelu lueaudavuia 50 ml Auasazaremasgmmelu 10.0 m Jagn
Tueaudaldaiin wi nandedlildveunaimelududaiugnia 119 lweandrlunToq

a

[V :’ ~ I
ouNeunal (60+1) °C 1111 2 h

q U

= a a 4
msmsenmsazarwlgugil hilanaelsa

v
Avasouaisazateti lugoime lvaieu (ventilated hood)

8351 l¥tlnladealamiaszisarlud 50.0 m laaslu'lweaudivuia 50 mi Uagn laueaudali

A Y o q Y a
aUN uawﬂwummazmmm 0.1 mg

9 = Ao Y a as A a ax ] a
8.3.5.2 Gl“]fﬂiZ'U@ﬂﬂﬂEﬂ‘ﬂ1/]W’]'JEIW@ﬁL’f]‘l/]ﬁu’ﬂif]wf)ﬁiWiWﬁuﬂlu’l@ﬂ’ﬂﬂJﬂq 50 ml @@ﬂwhl’suaﬂaa

4 Yoy 1 = . Y o 9 = 1Y
lli@ 50 ml Glfﬂmmmagiumzummmmuﬂazmm 3 min ua’mumum"lam%aﬂ

(2 a 4 = o’j £ 1 <= Y o = 9 a (2
8.3.5.3 ﬂﬂﬂW“]fll’Juﬁﬂaﬂlliﬂ 50 ml BNATINHI ABDIWURASUNNUNTEUBNAAYT LIAIaAlTuIaT Ny

TunszuBNAAL191A 50 ml AUNAD 25 ml

A ® N s Ay v "y ' a A 9 ¥
8.3.54 ﬂﬂﬂ?"lfulﬂuaﬂﬁ@ulﬁﬂ“l/llﬁﬁ@ﬁ]']ﬁlull?u@ﬁllﬂ’lﬂ‘(’J'Nslﬂc] LYYV ﬂamaﬂﬂﬂwﬁummm

v v oy I A
ﬂﬁlfJGlLlﬁjJWﬁﬂ‘ULSU‘JJﬂﬂEJ']

M Y a o A 44 2 P Ay v Ay A
83.5.5  Fauda lueaudldnaseaniie wanminiuee 1dlszana 60 mg (@sazaren’la 1 pl i'liia

8.3.6

8.3.7

¢ o < { <
aaelsalszunm 1.2 ug) A1 2 h inuasazaneii ludiau
msmsendsazaeasgiu hiianan lsd
Y 1 a a J a Jd I a
sasduasazarwlgugil lilanaelsd : Tawdiaoziaa lua du 1:3 Taed5uas

msm’fwumsazmaéﬁﬁq

83.7.1 l#thiladgamsazarenasgiunielu 10.0 ml aslulueaudavuia 50 ml $1u9m 6 v Ua

an luweauda Idain

83.72 damsazasmiaigiviianaelsay5inas 1l 2 ul 3 ul 5 pluag 10 plaslulueauda s

8.3.8

w3a 9218 hueaudniysualiianas lsalseuna 0.3 pg 0.6 ug 0.9 pg 1.5 pg 1as 3 pg

Y
o A

o 1 = d' [ Y v W [ a 9 d‘ @
auday e vannes lildvewnaimelududanuynia 1elweandarluniesdnim
a I~
NN (60+1) °C 1Wua1 2h
anaAa 4
AP NATIH
a J (a a L [} 4
MnserdSuna litanaslsa luaisazarenaasy TasldaamlsmaIasurInni il N

d‘ - dy
LATONANU
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8.5

)]

2)
3)
4)

5)
6)
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[ 4
AoANL
o ¥ <3 Y Y a Y ] 4
1.1 demianna 13atiy vunaduriugudnatinielu 3 mm 8173 m
[ 1 o ad
12) 19n1Anafl (stationary  phase) Usgnoualelaa lud lao1 TauuBomoss (silanised
. 031} A o Y a [} . 9
diatomaceous earth) FuAMN N I3 TN M1ABUYY (impregnate) AI8aTAzAY
a a o ]
wanvod lamnamasSaw lug 5% teyaiulasuia uazuilasnoa 400 ANNTUTU
5% uaIu lagya
[ @
Madan - Tulasau
99151915 111 : 30 ml/min
QUNYN :
- PR : 45 °C
[ A 9
- IR A : 100 °C
- AR50 : 150 °C
M3ns2990 - 1wlan'loos Tuau

5RA : eaalas 1 mil

a0 1 Iasun Taunsuuda srnarilSalianas l5d luTuwwes

3
[

397

A oA
8.4.1 IRFRNAR

tﬂ' v Lﬂ‘d [ % 9}051} J =
LﬂiEN@ﬂ@1ﬂ']ﬁ“l/liJiJ']@iﬂ’Nllﬂu’Jﬂllﬂﬁﬂlm 0 kPa 94 5 kPa

842 Ainadeu

8.4.2.1

8.4.2.2

daormend ldlumsuznaranndiogradraniosdasiniaauauaunte lun1ruy
NAEANAI8e193A1 (1.540.15) kPa

v 9
WAMruznaaanaled1snoneImeandialni Iddrunugavesmauznaradandiodg

v
1 v A

1o c;y <3| . o =
28gA1NNTEAVANIUT (2042) cm Wual (1.5+0.5) min dunanese1nd 141ﬂ3JW’ENEﬂmﬁ1Jﬂ
Y '

P WAAINMFULNAAANA 08198357

1 a a a a J
ANUNUADMITANNTZUND (BRAUMFUEWAFANY AN 1Nilanasl3)

Y 1
Tdiaslunmsugnargandiesrumanuyiszy 13 daldain aeemyuzwaradndaedienin

a =2

@ ! 1 a { < {
i%ﬂ‘ﬂﬂ')'lllq@@ﬁJﬁWi%‘lﬁ 1 Glﬁ’@mazmaﬁizawuﬁuumﬁEmﬁqnmﬂm 20°C 9N 30°C Ll,ﬁy’N]i'Jﬂ

U
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yon. 531-2558

8.6

8.7

8.8

M990 1 ANNYIZTYVRINTUTWAIEANAIOE Az szaUANNgIideampuznaafindee

8.6.1

8.6.2

8.7.1

8.7.2

8.7.3

(19 8.5)
MUY 3zﬁummqﬂﬁﬂdaﬂ
MPULNATANAIDY
ml m
Weend 750 1.00
750 D9 1499 0.75
1500 99 2499 0.50
gt 2 500 0.25

c; a a a =) A
ANVUTNUUTUDUBDIAINU U (LﬂWTSﬁﬂﬂ)’l&%Wﬁ?ﬁﬁﬂ%HﬂWﬂﬁhlﬁuaﬂﬁﬂlliﬂ)

A

A
IAITDIUD

A [ v Y

ineeiannuruInialdazi®en 0.001 mm

ad v

1590

FAMFULTNAAANAIDEN  UATAANUHUIVOIMFULTNAAANNA LN U AU 5 A unne
Y 1A < A ' ° 1T QY Y ' !

(enIUAIUNTUAZIIUHTOT08YN) HAASAIHU T IIAUNOANAIT 1EITIBUNAANTENIN

ANUHIGIgANUANNRIIAIgAN A 1A

Y a a a a J
ANUNUANUAY (mwwmmuwmamﬂ%uﬂwaa”lauaﬂaa"lm)

A A
1ATDIND
IATDIOANIUAL
dsazay

~ o J J

arsazategoasadulaaesyluni (1 g 1w 1000 ml)
an
TNadol

[ = a o 1 1< = {1 o 4 [
lamsazarevlgoosaduludonaslunsuznanadndlednaway  Jadreynidenuinieddn

Y

anuau uamuliniuazaindlienszaenioadud saanuaulamsuznaranndlsgali g

a

a

6.9 N (0.7 kg)em’ Higaunigil 20 °C iiunan 10 min udIw5 20T

U

1 a a a a L4
ANNBANGU (MzMFUTNAIEANTIANDA Tanas 15q)
<3 a o 1 o
UNUINE (spike needle) 191NN NVDIMFULNAIEANMBIARIUNMINAdoU Ut 8.7 LAY
Funams lvavesasazaley

< < [} 4
HENY YV Wll"lflﬁ\? !?lll!ﬂ7&‘/’377%’”&‘/’1/55@51]1!7@!%1!W71J@'1J8ﬂﬁ7\7ﬂ'Ifl‘l!@ﬂ 5.0 mm - 5.3 mm

4
817 27 mm - 29 mm Yoy Iiansazarennaeaaon 19asuAg )
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Y
89  myzuruvedle

A A
8.9.1 IATONIND

=S a Sld' dy v o Jd
8.9.1.1 @mmmuqmwgﬂﬂm (2542) °C ANUFUANNND (65+5)%

Y

8.9.1.2 13099021007 0.1 mg
8.9.2 ATNAdoU

o a o ' ) = Y ] I
89.2.1 Fimyuzwaraandtedaniourhia Tinswuiauiuen it m,

Y U '
8922 usspinauaslumyugnanadndiediali lddsmasminuanugiszy 1 Yachliaiings

a

wa il m,

a

8923 hlURvludiaiuauguugilan (25+2) °C anwmFudINg (65+5)% Wunm (336+1) h

U

A A o o o I
INBDATUATNISIZLIAINNINUA m”lﬂmma uJu m,

o :’ d‘
Aramihinme i 1ingas

J A < m.—m
el dudesay = 22"« 100
m, —m

A = a o 1 Y a I [
W m A9 WIaveIMyUENaIEanaleasnseurtla 1unsu
P '

a o 1 A o o ' < Y
m ﬁ’é] HIAVNMFUSHATAADAIDYIWNUIIIUIN nounagel 1WuNTy

A o 1 { g’ o [ I~ [
m, A0 WIAVIMFUZNAIEANAI08 N NUTIPIINaunaImadoD 1Tunsy
8.10  USaumaNManaInnITH
A A
8.10.1 IATDIND
AL oA
8.10.1.1 1A509%9azI00a 0.1 mg

8.10.1.2 wwen lihiSuazaruguagangd 1dh (550+50) °C
=

v
a

a A a o 4 g { 1 U { a
8.10.1.3 AgFdaunaniy Aead wienszilounaoy MwNgungi (550450) °C HazsaNgungivo
{ g
wlduanei il m,
8.10.1.4 AFAIAMDS
=
8.10.2 a15LAll
AsATaTITAYUYY ANUUUIUY 1.84 g/ml
8.10.3 JFnadou
% Aa o [l Ao ] 1 ] 1 Slc!dy A o o v o
8.10.3.1 damruznaraandlogand e fu uaazluldinuimg fu s udaiiy
Qy < [ ] ) 9 ] I 1 a a
Furana werusaniu nuanlszanm 5 g e ldnswuaniueu i m, ldasluagsidia
v a A Yy 9 =2 a a 9 U a 3
8.10.3.2 weansagasnidudu 2 vieads 3 vea asluagdida wdielieous aunaaannaaiu
1 Qs’ < v a A 3 1 1
811 (carbonize) N4 W38 vieansadailsnwutuadlidnanties wrealelieeugau

a

viuandu udawmae lwauen lihhguvail (550+50) °C dunan 1 h theennlaluadn

U
Y
Y o

s vq yd A Ay & o . ) A g
LAABDT ﬂa@ﬁlhlﬁclﬁlﬂuﬂqmﬁﬂuﬁm P3 LUAAUNTIEIANTIAE 30 min ﬂul‘lﬂuaaﬂ\‘]‘ﬂlﬂu m,

U
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AuralSunamniitidennmam 1ngas

. ) B
manmaennmMawn Wudesaz = 75" x 100
m,

A A a a < @
e m AD wIaveIRIHDA HunTy
a o 1 [ @
my, A9 WIAVOIMFULNAAANGIO1 1T UNTY
= a a A A < o
my A0 WIAvenFHlatarMNNHaINMIW Hunsy
9
811 Usmaeymaiuilou
8.11.1 Aznadel
o { A 1 o 4
W lunndsanndu ginsaluaziniosiiodesazein
A4 A
8.11.2 1A39IND
i1 1 k4
8.11.2.1 1n5eariuduIueymaAntIaIuR1835Msnuuaa (light blockage method)
v 3 1 1 1
8.11.2.2 1hnaudmiuitienda (water for injection) NNTOIHIUEHDNTDINTFNTUVUIA 0.2 um 11E2
asa 4
8.11.3 35UATIH
1S e w0 A CA = y -
Taihnaud1msuiieda MnTedrIWEanIeINNFNIUUUIA 0.2 um  1AT a3 lumsuzHaaaAn
@ ] 1 ! 0 v o g < ' o
dredrumianuanszy A i ldiunszuaumisilddsasemge nuliediades 120 1
Ay Y v o = = [ J
msazaten Ia i ueynma Tasnlseufisunuasazaeunasd
s o b o o o o A P o
NN a1sasaleuyadn ADHINAUA T UINEIRATINTONH BN TONNUFHTHYUIA 0.2 um

812 Auanbuzuesdsazalefana g

8.12.1 MIIATEUAIDENITIN

=

o A o ! a A A s Yy v oy v
ﬂﬂﬂWcﬁuzwaWﬁﬁﬂﬂﬂﬂﬂNnﬂcl‘U@]3\'1‘].]3!,’)‘?7111/]%‘?]’31%14uWﬁMWLﬁN@L!@%TﬂQuﬂﬂﬂﬁﬂ Gl‘lrivlﬂ‘b'u

q
9

a dy d‘ 1 [ o [ dey d’Q Y Y [ Y 2 o [ a d’d
waraaniuNmIg /s IR nuRAsaesd L5 WAulA 1200 em” Smsunaraanii
AU TN 0.5 mm 1ag 600 cm’ AUTUNAFANNTANUUUUAY 0.5 mm

=) A @ 9 4

8.122 mImssuaTazalenana lalazeasazaienuadn

A A
8.12.2.1 ATDIND

v
[ = a

(1) wndoiledn Narugugungil 147 (121+2) °C
) dou Maduauguugil 1N (70+2) °C
(3) Msuzuive lsFamaviia 300 ml wiourhnialdeiin
8.12.2.2 530U
(1) sazaenana’ld
Y] g a 9 I g 1 )
FarunaradnaIude 8.12.1 oonilurudes van3nalszuna 0.5 cm uazelszaunm

= y v d & ' vq ¥ Y A Ay 4 o
1l cm 9N 5 cm QWNAWBPUINAU ﬂﬁ’ﬂEluhcl,wUfi’iQﬂqmﬂﬂﬂﬁﬂﬂiu%ﬁ'lu'ﬁﬂﬁﬂﬂﬂuﬂ'ﬁ

U
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8.12.2.3

yon. 531-2558

Y Y ]
ufou'ld udrldaslumrsuzudive lsdamna wuinauadlyl 200.0 ml achldaiin

] [

i hdlundeiladafiguugi (121+2) °C1ifunan 1 h dase 13T usudqungiives

[
9 [

v Y v
fMsuMFUsNaEAnN NN NAaANa1eTUY Glﬁ’muﬁmﬁuaﬂunwuxwam@ﬂ

C=

1 Y ' Y v
fedauanuansyy 1y duiindsinenihinauuaziiuinaelunmyuzwaraandiodis

Q

Faldaiin i 11 ld lundetiladanoanad (12142) °C a1 h

Q U

a

Y a A ' ~ Y A Y ' A
Mmsuznaraanilasunlasglsengurgl (121+2) °C MMwssuaisazaiediog1an

U

1 1 I E4
gangigeganmyuzwaradn hinJasunilasgdinlaedenldniz lanenisae i

v
=

5042) °C 1@t (72+2) h vief UNNU(37+2) °C {luna (7202 h

E]

] A < { A <3|
Ao Ngamgll (100+2) °C 1Hunan (2+0.2) h HioNguHgi(70+2) °C 1Hual (24+2) h
A A a
NIoNQUNYU (
J
(2) asazaBuDadn
TiwsenlandTimernumsmssndisazatsiana’la ua bidelddedia

Tihasazaenana lduazasazatonuass llinsnagouaude 8.12.3 ao 'l

8.12.3 Jnaael

8.12.3.1

8.12.3.2

8.12.3.3

8.12.3.4

anvzaANTAZANY
9 a2 R a 4 A [
doale Tulid ez dnszisromsdus ao'lll
mananeq
= J { o 1 1 4
ldtladaaasazarenanald 5 ml ldlunasaudvinaduriuguinarnely 15 mm
A Y a v 1 I . [ A a d? 9 [
#17 200 mm VarhIviatin wawgransuiumal 3 min dunaresnnavunisuivma
< 1
ANV UNIA-A1Y
= 4 o g 1 4
(1) ltuladggamsazaeiiana lauazasazarenvasnodnay 20 m ldluiinmesvua
25 ml pg13az
a ~ J ~ (3 [ <3|
) wuasazaeInunadounas 154 1 g1 aaluiinmnesne 2 lug az 1 ml Jamanuily
J =~ Jd Y A @ <3|
nsa-anvesdsazatslulinmesuaaz lualeniesiannulunsa-ang
a 4 { o aan
Usnas TnunaBoumwesuuanuuan ldil§nse
(1) 1A50491/0
Y Y Y o
YIAUAI31UNII8YUIA 100 ml W3oNgNUAT 119U 2 Ty
(2) a5al asazaenazIsas ey
J
@2.1)  @15aza1eNIATFIU INUNTTIWNDTUUINUUA 0.002 mol/l
~ s Yy d 3 e 2 9 y
aza1e TNUNETIWNOTUINUUA 31.6 mg AIINAUIIIMEN TR TUYIALAD
a a 3 ) 2 A a [l Y Y o < A
Y311939119 100 ml winshnauannvaliunas walvnau iuasazaien

Taluaaden
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3)

(2.2)  @sazarensasanisn 5.7% laglsuas

23)  myazarelxs@ennTodama 0.01 moll

2 o = 7 vy & 4 oaA
S“JE‘IWEJICBMEJ‘JJ%/II@“BEILWGI 26¢g az IHAguAITUDIUA 20 mg AIYUINAUNN

1 <3 ) < a a
dudoauaziass 13 1Meudmrwanissluviaudidsuasvina 1 000 ml @

Y

o o A A 9 A ! Vg Y P 2 A A V9 Y Y o
mﬂaumwmumammzﬂa’afJ"l’fl,meuua’Ji]umﬂmﬂimm L‘UEJﬂ,‘ViHﬂﬂu

a a o 4 ]
2.4) dumameiuilanmsenlnie

i

Y : < = ' 9
azmﬂwﬂa (soluble starch) 1 g AU 10 ml maslusinaen 200 ml DYNH)

v
@

' o Y AW Yq Y A ~
UAZAUDYNWNTAUNTUD mmiazmam"lﬂ“mmamuﬂizmu

[

nyae ilsala

2.5 Tnnsdeulololad

aaa
I5UANT

(3.1

(3.2)

o

Hilladgaaisazarefiadald 20 mi ldluwaudagdnselufivils @
A1582ONATTIU INUNEFOUWOTIIANIUA 20 ml  UaYEnIaalunia
Fafa3n 1.0 ml udrdulmdeailuna 3 min Uaes 13 1¥Eu @y Twumaidenle
Tolad 0.10 g Tagnlniu wer ddoo 13iiunar 10 min Busudnmosuils 5
o uda lnmsanuasazate Tandon InTodanla

4 @ T
Vlﬂﬁ'f)\‘]ﬁ"lllslal}'ﬂ (3.1) Iﬂﬂi%ﬁWiagaWﬂLLUaﬂﬂ 20 ml NUTITAZDIYAIDYN

8.12.3.5 Usuamanluszme

(1) 1A79340

2)

(1.1)
(1.2)
(1.3)
(1.4)
(1.5)
259

(2.1)

(2.2)

T\
INTRIFIALIDEA 0.1 mg
9 = A a 9}d‘
gounuueIMaAnyuIsuinIuguguLl 1a7 (105+2) °C

a A J A dy A A A Y
AgFanIeATHIONIIBUAADY NOUIUNIAAINNAT 2 Tu

4 oy o
17504949 lo1ih
wEnInAD;

4
=Y

& 4 { [ 1 a A { 9
Tlnladgamsazarsnanald 20 ml ldasluagddalufinile wazensazae

Jd a -2 1 A a { o : v

puaandsuasmiiy ldadluagdidalunaes shldsemeliudsuuniosda

J
Tori

k4
pungmdans 2 luludeungangd (105+2) °c Wuna 1 h sheenuldly

a J 1 < { a Y g' <3| qa/l
wsnames Uaos I3 1ddunguugies i ldsaudrovdudunainssaz 1 h

Q

9 ~ 1 a A ~ = A 9 "1 Aa
%ullﬂﬂJ'Jﬁﬂ\‘l‘VI WﬁWIN"U’E]Qll')ﬁ"ll'f)\‘lﬂWﬂﬁluﬂgGI)'L‘UaSlU‘VIﬁu\illagiﬂﬂﬁ@\iﬁﬂﬁqﬂmu

1.0 mg
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8.12.3.6

yon. 531-2558

MIQANAULLE
(1) 1n3eile
a w1 = 1 A =2

anlnIng T Tadliwasniammsganauuaaluagianue1Inay 220 nm 99 350 nm
ama 4

(2) WAUATIEH
o { @ @ ' a J 1
asazatenanala ldfaninsqanauuaslaeldanIng I latimes lugienau

4 = ! A = = a

#1908 220 nm 93 240 nm 1oz TUFIANNBIAAY 241 nm D9 350 nm Taen/Teviiey

fudsazalouuadn

8.13  USwalangniin

8.13.1 USuaTanemin @ruaniuazia)

8.13.1.1

8.13.1.2

8.13.1.3

N3N OUAIDE
o A o 1 a A o Yy Y A o v
aamyuzwardganaee1annluassusnaiianuuainauenas Instosniga 19 1asu
a & A v o o Yy ¥ Yy v Y ' ¥q ¥ Y A
wanaaniume fu nswiuld ldualszana 10 ¢ A19daetinau Yaes 13 1vuian
a g Y o I Qy <
RUNNNN I LA uruany
A A
130910
(1) 1A599%9a21089 0.1 mg
a A Jd A g A 2 a
) A3EanIBasHIaNIEILDINaaY Wionkla
3) wun llihnarunugaini 14N 500 °C 9 600 °C
A o
(4) 1599991
(5) MaoAMEUT YU1A 50 ml I1UIU 2 viaon
13A% G158TAUaSITIAT U
(1) n3alunsn anuruly 1.42 g/ml
2) nsaFaNITN ANUPULIUY 1.84 g/ml
3) nsalalasnaesn AuMULLY 1.18 g/ml
o
@) arsazargiluearinmau
~ 4 =
azaedluearimau 1 ¢ Tuweniuea 100 ml
(5) arsazareuen iy
Y 4 =1 a a 3 & =
lstlnladgaasazaronenTuiile 0.908 g/ml 131195 400 ml BininauIUAITAz A1
151195 1 000 ml
(6) A1392210NTAUDTANINO

a Y 3’ o Yy a 3’ ) a
L%flﬂ%ﬂﬂiﬂllfl@@lﬂ 6 g MWYUINAU LLa'JW]llu1ﬂauﬂuﬁ1ﬁﬁ$a1ﬂﬁﬂiﬂ1@i 100 ml
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(7

(8)

©)

[ 4
drsavare TyAeudsa la
= [ 4 3 o Yy Aa 3 M A A =)
azane lmpenga 1l 1 g luihnau uduauiinausuaisazaielilsuas 10 mlmsou
Y
arsazanedi vy neuly
d15azarensa lunsnineas
Y v Y
99919050 TUNTA ANUUU MUY 1.42 g/mD) YT11R5 10.5 ml Arerinau uduauii
navIuaIsaza1elUTuag 100 ml
A150221901ATTIUAZN?
q‘/ q'./ Y 1 a =
Fanzn (1) lunsa 159.8 mg Insuuianiueu azarelunsa lunsnide19 10 ml
A Y A A A Yy (a = <
PevnAsiInauINasazaeilsunas 1000 m  luviaudidsuas wSeuuaziny
2 v “ L v
arsazanei lumsuzudindsrenninaevesnsiinazaela
= 4 A g’ o a
Tluladgaaisazaron 1a 10.0 ml duderidreihnavaudisazaisllsuag 100 ml
Y v
Tuvaaudilsuias ersazateil 1 ml Izl 0.01 mg

9 = ;’ 1 3 [ 9
mmmasmmmzmau“lmmmamau%

8.13.1.4 23AT1EH

(1)

@

MINIINAITALANIAIDEN
o Qy % 1 % 1 Aa A S A dy A a Aa A [
(1.1)  HFudedn 1.0 nin ldlungsiianieadnionszidoundou Daragsida la
a a 1 3 1 1 I~
doatlachaiin wnde lvleeus vuiuau Uase 13 1Eu
(12)  1AUNIAIUNTA 2 ml aznIATaNITN 5 Nea HABDE1TiATE TIaUnTENIATY

a =2

[ H I
dunwall udanae lumun T ngairigil 500 °C 84 600 °C i
1 3
aes 131 iEu
1 Y
(1.3) punialalasnasin 2 ml szmieliuialunsoedin
Y Y
o a a o ] I~{
(14)  Mldsudreasazarensalalasanein 3 vea @nirfou 10 ml guilunm 2
min
a J a
(1.5 @uansazaeiluedilnmay 1 vea ududnansazareuon Tudlsnazven
M ~ A 3 ~ 1
wnsznsmsazaoasumiuauasoous
A Aa A Y o & y v J o
(1.6)  1ANAITAZAUNTALDFANIDIN 2 ml  NTOI (D13 1T1) d1998131na1 10 ml
' A Y S dqyy ~ a a o
gea1sazarennsedlanaziiinlsdvasluvaoaieud @uiiinduau
A (A
asazaelilsuas 50 ml
MINTINAITALDIIAIUAN
@.1) aunsalunsn2ml  nsaganasn 5 viea uaznialalasnasin 2 ml aqlu

a A Jd A dy A A @ g’ vy Y 9
AIFUANIDAGHIDNITIVDIUANDY senelunieodln  uadssrelnuraluy

919N
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9 Y
o a a o ] I~ .
22)  Mln¥udlensalalasnanin 3 viea @uiiidou 10 ml quiilunal 2 min
a 4 a
23) avaisazarefuedvnidau 1 veaudndvaisazareuen Tuifienazvea
) = A = ]
anseeasazaalasudiuduaioous
A Aa A Y o Yy 9 S & '
(2.4)  ANFITALAIUNTALOTFANIIO1E 2 ml N5 (D19 UTU) 219NN 10 ml 918
v Y '
msazaennsod lauaziinlydeadlurasamevd
=Y 4 q'./ 1 a g’
2.5 ldluladeamisazareasgiuagni 2.0 ml ldaslunasaifieud ududuiin
navINEIsazaelsuIns 50 ml
a [ o LY 1
3) Wwumsazateludeuda liaasluvasadisazarodieduazaisaza1enIuANMADA
1 Y I o 3 9 . =~ ~ AaA a 5’ 3 ~ = g
az 1 vea e 1oy @913 5 min nSeumevannaty Tagdavasameuduuiiu?
HAIUDINTININGIUD LA Fuedasazarsdlodadedluunndvesaisazaly
AVAN
8.13.2 15mmazi upaiion wazdyn
8.13.2.1 MISINTIUAIDEY
@ a o 1 I ¥ Y I °
aanruznardandlodannluli lavwalsznuniiex o1 1usmm x Smm 1N
Y
sauiuld Idiminyszuna 500 me
A A
8.13.2.2 1A5093l0
(1) 1AT09%¥902108A 0.1 mg
) 1nTesgesaarsasalsnau lulasnvnoumaus ldadieda
a L a d A d’ =} d‘ d‘ = 1
(3) ezaalnusuwyeslrualnInslinesviemniesiioduninem
8.13.2.3 @151AN 1505878 LaLITIAT oY
(1) n3alunSautu (ANUHUIUY 1.40 g/ml ) 65% Taguaa
@) n3alalasnaosn (ANUUUILUY 1.18 g/ml) 37% laguIa
3) nialunniens
Y v
azawnsalunin 1 arulniingu 3 du
@) ninlalasnaoTndea
Y '
avawnsalalasnanin | auluingu 5 dimu
(5) AIAzABUINTTIUAZND 10 pug /ml
q'/ u'.: Y 1 a
Fanzm (1) lumsa 159.8 mg Inswwaudueu azarelunsalunin@ess 10 ml
A 9 ? o a (A Y a =~ <
WovNAEInaNINEITazaeldsuIes 1 000 ml Tuvaaudilsuas wseunazny

=~ v A & o A v
ﬁ']'ia$a'lﬂuGluﬂ16]5u$llﬂ'J‘V”Ji']ﬁ%'lﬂlﬂa@sua\iﬂgﬂﬁﬂaga']ﬂulﬂ
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8.13.2.4

8.13.2.5

= 4 { 09} o a
1lnladgamsazarsn 1d 10.0 ml udrdorsdreinausuasazaisiiliuag 100 ml
v a Y = dy 1 ;’3 1 Y
Tuwaudlsnes Aeunsouasazatet lninnasenouly
(6) asazarAIFIULAALioN | pg /ml
M = a = 9 ] a A Y
Faaadionuigns 1.000 g Inswwaudueu azarelunsalunIniears 100 mi 14
Y ' o RS Y A Y a A S A
anwdousouq  lddu  udadesndiensaluninfervauaisazareiliuiag
1000 m! Tuwaudilsinas
= 4 1 a
nladgamsazarenld 10 ml  udadesndiensalunsnidorcrudisazaed
a a =Y 4 y
51105 1 000 ml Tuwraudisuas 1dlnladgamsazarenla 10 m udadoredae
a A ) Y a
n3ia lunsniearsauasazareiitlsunas 100 ml luvaudilsuns
(7) @130LWUIATIIUAYN 5 pg /ml
o 1 o a A o <
H3a1n 0.250 g Tinswulaudueu azarelunsagaiain 10 ml Iianudou i ldou
J dyw a A 4 a Yy A vy
owasazatetinunialalasnaniniien1s 400 ml asluwauiilsnes ududensdie
a A =S
nialalasnaniniiens auasazaroiidsuing 500 ml
= 4 { a
Tdtiladgamsazaronld 10 ml FovsdienialalasaneIniearsaudisazaied
Usuas 1000 ml Tunaudalsmag
4
(8) 1IAZAWLUAINVDIAITAZAIONIATFIU (Standard blank)
BNTONTITAZA1BAI0IN
(1) Hada0d19 200 mg lansugladiods wunsalunin 5 ml Uad udqlaluniesdon
4 o o [] (Y [
aaomsaronau luInsl mSouSienudnuacs lae lidesldadedns
1 o [ 1 Qﬂjl 1 4 1 <
) doviodam Tlsunsunas iawgiieveunios udnlaselddn
v Y
(3) oweasazarildluviaialiuasuua 50 ml @nisenleeeulinlaia
Usuag

@ 1harsazarenld llamszialeezaeiinueusesdsuanIng I ladnes e

' ]

A A A

da
1n309i0aUNIREUINT
asa 4
BTRIGERERS
() MawseuniinasgIugo UL
(1.1)  w3oudsazalonInsgIuazn  aisazateanasgiuuaaiion  uagasazale
nasguayn Iiaseunguanududuvesmsazaeiied1a
4
(12)  1A30ua15azA10IUAINYDIA1TAZA1ONIATT I
(1.3)  JaAIMsganauLes YeeesagalenInIgIuaAzni e1sazaeuaIgIuLaaiion
HAYATYAIINTTIUAYN udazANuTuTuReuiuaITaza1o AR YD

713 aTYNINTIU
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(1.4)  adunsminasgiuaeniionszrinanududuvesdisazaonaIgIuve e
azHIAUAINTGANTUIAY
(2) MIIATHAITAZABAIDE1
FAAIN1IAANAULAIUDIETAZAIET O UALDAINLAYA1TALAI0AI0019 11AI8IUA
v o

Y Aa a o 1A
AnutuTuveInz M uaalien tagaynannsvhinassudeuisuiuiiaaniudoans

MIAUIU
a M <3| [ @ —A
Wumazva uaaidion nieayn fululasndudensu = A% < p
m

A A Y 9 M = A A o 1 I a Aa o
¥\13) Al 9 ANTULIVUUVUUBDINSN LIAALUYN ﬁﬁ@ﬂuﬂiuﬁTiﬁgﬁWﬂﬂ’J@ﬂN Wulaansw
ADANT
A Yy 9 M =\ A A =y 4 J I A a o
A 9 ANUUVNVUUDIASN LAALNYN m@ﬂuﬂluimmummmﬂ Wulaansy
ADANT
A a o 1 I a Aaa
v ae Usuasvesaisazaieaieds itludanans

A o ' I [
m A9 WIAVDIRIDEI 1WUNTY

< a 1 J dy A dy
8.14 AN UNEAoEaaIDIEDINIZIAY

4 ¢
8.14.1 1ATosiouazgilniel

8.14.1.1

8.14.1.2
8.14.1.3
8.14.1.4

8.14.1.5

A A ddo & ol 2 & A Y 1 Y a ¢ ¢ ) &
insesionazginsainduiudwmsumnz@euiowe laun gadusues Inal goumizide
A s P A 9 P S Y
yilamivoulason leafansonmuaulsuamamsiveulasenladn (5+1)% ndos

4 a a
NITIAU FUADULIDIAA (inverted microscope)
o & ¥ Y X o Y v .

gilnssiaiuge laun nioisdn dousou (hot air oven)

Y

=1 o
DIARSAYATVUIA 6 N
viaufrnded s umIsud1081

g s & A A A 2
VIAUNILLAUB DAL UDLYD (tissue culture flask) VHIAWUN 75 cm

8.142 @15aza8UazIIAToN

8.14.2.1

8.14.2.2
8.14.2.3
8.14.2.4

v 2
asazaeoanlatiimesnlenye
azaeTnunadounaslse 02 ¢ Tnunadonlalalasnurommla 02 ¢ TmAounaslsa
Y v v v
8.0 ¢ uazlalmasulalasnuommavonlansa 1.15 ¢ lwshndu WinauaulSinag

a

Y [l Y 1 v
{1000 ml 15 e Tasmsiisainie lundeiisdatiguugil (121+2) °c flunan
15 min H30NTOIHIUUNUATOIVUIA 0.22 pm
= J ~ 4"
msazareladon lumsuema 100 g1 MUsIAINGD
v v
#1582010N3UFU (trypsin) 0.5 g/l D49 5.0 g/l NN

v 9
A150z18ngNINY (glutamine) 29.2 g/l N5 A0 INTD
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8.14.2.5
8.14.2.6

8.14.2.7

8.14.2.8

8.14.2.9

/3 aa

4
I A

D1TRUFAADINAAIDNDION (Eagle's MEM)

Y d o [ a a Y d o @ v 1
ISR NS UMINTYAD A 1z IMTReUFARd 1M UANAA0619
a =\ = J L= I 4
@uasazalengmiy 1 ml asazatelafonlumsvoma 1.2 m uazguilia ol

. ; dJaa I3 ad ax g ]
(fetal bovine serum) 5 ml a3 1UeIMISIABTAADINAAONDION 100 ml TAeT U519 INT0 1N
1 a < 1T Aa o 4
Pluaraudarunderngamngi 2 °c 8 8 °c o131 lumu 1 dla
4 a a @

msazaenesuIau-asanaliloan (formalin-crystal violet)

a @ Y 4 =\ 4
azateasanalilemn 500 mg aleasazarevesunanlen 10 ml uazarsazaeedla
o 4 <3 { a
ivlos 90 ml inungaingivies
Afoun3Uuwnig (trypan blue stain) 4.0 g/l

= a = 4

wsenTasazarenstunuugluaisazaslmfonnas 150 0.9%
MIAILAVFILIN
o a e . ' ] a a JAAAa a
THAAIUANTILIN (positive material control) U LAUNDA lailanae lsaNTisan lawiiala

4 A ' ~ ad ~ v J .. . .
InTemsvuun 0.1% wiounugead IndivluTe3uondueoisioa (USP Positive Bioreaction

RS)

8.14.2.10 M3IAIUAVFIAL

1AQAIVAVFIAY  (negative material control) 1FU  UHUNIAANNIATTIUNOALONAY

AUUUIUUG (USP high density polyethylene RS)

2 k2 ) Y
8.143 MIIASBUYAATIDEDINIZIAL

8.14.3.1

8.14.3.2

= J j’ A .
MIASINTITUVIUADBVDULAALUDITD (cell suspension)
o ¢ A A . A & Y s
Muradiilone 1.-929 (ATCC cell line CCL 1, NCTC clone 929) Ntwiziasa 13 1uvramiziaes
Y v
FAFVIIANUN 75 cm’ A NAwaTazateeaativines wuasaza1ensUsu 1 ml uay

a

Y &y A J oA I . == .
auludeumnziestianisvou laoen ladngurigl (37 + 1) °C 11lual 3 min 9 5 min
J 1 g Aa a J Jd o o
IAZVIALLIY VUFAANAATOUINAUAINIA  HAITUANDIMITIABUFATIUTUNS
A Aa [ Y Y RS d’l = ] o
wigavula 5 ml asluvae waaald ldasuviusssveusaailumilododdu s
Ay YRy (o 9 v s ¢ o A
svavaoed ) Jannududuvesaad Tasgasuviuaosvousad 0.1 ml WWANAUT
v A 2 gy . Y o o ddasa Y & o Y 9
dounitumuug 0.1 ml 1913 1 min udnivdnumaanidiandounsdruaanududu
@ Y A o 3 A A oAy
ouwaa luasuIvasy lasldnioaivmafea 909NT1THYIUADIVDUFAAUAIID 11T
J d o o a a Jd
Reugaadmsumsnsyanlald ldanududu 2x10° ivadeae 1 ml
o s & A & da v v 5 7 A & ¢
HiadiaEaMIZ@eINIANWTNTY 25107 wadde 1 ml Kivadlumia@eusaduuin 6

a

Y o Y & A s s
“ri"cpJ 1’7@11@13 3ml !Lﬁ'Jlﬂhlﬂf]‘]JGlfl!Sﬂf]“]JLW18Hf@“]ﬂ!ﬂﬂWiUfJuhlﬂ@ﬂﬂul“lfﬂﬂQﬁlﬂﬁiJ (37 + 1) °C
2 ] Y
A A

I 19 ' o J I 3 A ' 9 = J
L”]JHL’JﬁfllluﬂEJﬂ'ﬂ 13U i]u!,clfaaimﬂuﬂvumm (monolayer) 98 1NUDY 80% VYDINUNLAYILHEAR
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8.14.4 JTinaaol

8.14.5

E2
(1) MIwssurFUNaIaAnAloe ey IdanIUnY
9
(1.1) MM NFUNDTANAIDE
(% a % 1 1 Y ay Slddy d'a Qy "9 1 2 1
ARNIPYUSNANTANAIDYINDYINUDY 2 B Gl’ViiJ‘WH‘VIW’J“HL! $Ulll‘u€]ﬁlﬂ'ﬂ 100 mm bl’ﬁ

]
v =

v = Y = 1 di’ Y B A Aan A 1 o Y
adluvaudrndey  Aavazileihdeluniiotisdn  wielasItoun lui v
A2081deaNIN
(12)  MImIeniagaIugy
M3eNIAAAIUAMTIUINIAZ TAQAIUANTIAY AWAD Tude 8.14.4 (1.1)
g @ g s
) geeIMIsABIEad IUDIARETEAdIAASHNOON
Y
a d o (% a a
(3)  AveImTAsIaadMTUNMITYau e vauaz 0.8 ml
Y Y
(3.1)  INFUAIVINNATOU 2 Haua) ag 1 ¥uU
Y
(3.2)  MITAQAIVAVFIVIN 2 WU Az 1 FU
Y
(3.3)  NAIAAAIVANIFIAY 1 Hgue] ag 1 B
a dy < o [ a a A Y I 4
(.4)  wuoIsEsuFaadInI UM IYAY Tae T unuadn 1 vigu

A

o A P ) A a ¢ P A
@ hmadsusad leuludeumnzireyiamsuoulaoen leaNgangil (37 + 1) °C iiloasy
sezan 24 h 1l szdiumanuds ludo 8.14.5
ARER IR
[ U Y 4 Ay A da/ dy v v v Qy A o 1 Qy [
nasnnlaseliiradilobemiziaeslunaeusaaduianuFuna1aandi0e1e Fuidgaiungy

'
a a

J g < a o 4 { 1

sazuuaan 1Wunal 24 h ganuiluieimanumaa Msnlasuuilasgilsie (morphological
1 P PRPRPN . 9 9 d a a =

change) HAZANUHUWUUVDAUTAANNTIA (cell density) AIBNABIYANITTAUBUADUNIOAA UM

J @ J A a d? aaa Y a A
MIMeUIEAR IAgganyauzyousadaz1NAATLIINIRATE uadlszilumaniuasan 2
o o = = y v 9 < s e MY v

WaaIniufinwa 24 h udd Mdesmanumaduuaa@eusad Ituna ldea (fix) vas

9 ~ Ia dy s Y 4 a a o A I 9 I [

doutaaadauumadsuyad areasazareiosman-asanialilema ey I tundngu

AIMTUNTNTIAD
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a a % | a \ ¢ A A g
AN 2 msﬂ‘s:mmzmJﬂ:11ﬁunJuwyﬂawaammﬂmwmam

(U9 8.14.5)
EEAZM 1) ﬂaﬂiﬂ’l ﬁﬂ‘]ﬂmgﬂl@\?')\i‘ﬂ!ﬂ@ﬂlui]'lﬂﬂaﬂiﬂ'l
(grade) (reactivity) (description of reactivity zone)
A ] A Wg a [ 1
0 llﬁJiJW‘}‘:J lliJ“W‘U'Nﬁ@‘U“] Wﬁ@ﬂ’]ﬁlsl@]‘lfuwa']ﬁﬁﬂﬂﬂﬂﬂ'm
(none)
I a Y = 1 Aa Aa 9}@3} A o [
1 !‘].]u‘W‘Hu@lel']ﬂ Wﬂlcﬂaailzﬂﬁ'NNW]_]ﬂ@]ﬂWfJGlﬁG]fuwa']ﬁﬂﬂﬁ'J@ﬂ']\i
(slight)
I a Y = 4 I o w 1 g’lﬁ yg A o 1
2 L‘]J‘HWBH@‘(’J NLWaa@WﬂLﬂu’)ﬂﬂ’]ﬂﬂ@gElUWUVl ABUNAITANNIDYIN
(mild)
I a = 4 I ] g Aa o 1
3 L‘]JUWE‘IJ"ILlﬂa"N Nlcﬁﬁa@]TEJLTJH'NLLN"Uﬂ?ﬂﬂﬂﬂﬂTﬂ%uWﬁTﬁ@]ﬂ@’J@ﬂ?ﬁ
(moderate) ltfu 1.0 em
I a = 4 I 1 ay a o 1
4 l‘]JuWEiquLLiQ ‘JJLG]fﬂﬁGI'IfJL‘]JU”NLLNﬂlEJ']EJﬂ@ﬂi]'lﬂﬁlfuwa'lﬁﬁﬂ@n'ﬂﬂ'm
(severe) 11971 1.0 cm

8.14.6 msuwilawa

(1)

2

=\ A A Y A
ﬂ”lﬁ/]ﬂﬁﬂllﬂ%ﬂwalﬂf@ﬂﬂllﬂﬁﬂmﬂ

(1.1)

@ a = < a 1 7 @ tg
(1.2) AAANIUANBIVIN Hanulunyaoraase Al 3 GlJuhl‘]J

J @ a 13 a 1 J 1< a [
HUBNNUAZITANIUANLBIAU UlﬂJ!‘]JuWH@@LC]faﬁ (mmvﬂu‘wmzﬂ‘u 0)

NUNMIAAA
Y 1

A 1w 1 (] a 1 J A A dy A Qy a o ' =
WﬁﬂTi‘ﬂﬂﬁ@‘Uﬁ]gﬂ@’ﬂﬂ’Jﬂfﬂ\ihlllLl]LlWH€°’Ii’)L"BaﬁL‘Llf’)lEJ’OL‘W1$Lﬁﬂﬁlﬂﬂ%uwa1ﬁﬁﬂﬁ3@81xiﬂ

I a 1 S 1 @
ﬂ’JTllL‘].I‘L!‘WH@]’Olcﬁaﬁlluiﬂﬂﬂ’ﬂigﬂﬂ 2

Y
8.14.7 nitl ansanaaeulagdstedula 1diimsnaaeuIasisae 11/l

8.14.7.1 inaaol

(1) MISNIINFITAZAENATDL

(1.1)  famyuznaiaandisglaaaznilgnsusnanianumnaitausuas 19
Yy A Y v a & A v e o v Aa o v
dooNgald ldFuwaradniuimig du dimnswiuldiuifanigesaiu
5l 120 em” MSUMPUEWAIAANHUIIDINI 0.5 mm 13D 60 cm’
o (% a [ [ o [ I~ :
FMUTUMPUENAIAANUUUNIAVNIOWINAI 0.5 mm  tANdasoniluru

1 Y = =® 1
g98vU1ANI19UTELI 0.1 cm D4 0.3 cm Haze1UszuIa 1em 095 cm lalu
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)

3)
(4)

)

(6)

yon. 531-2558

Y = o [ [ [l Y = ] dy 9 £ o [ A
vIaundundgId s uanan10619 a1aar e u¥e luniotaoanNuAUNT©
Tae3soun lumlddrearadoanin
a :? Jd o [ v @ ' Aa Y o ' 4

(12)  AveMssusaad s vana@10019 U5uas 20 ml udnilhisludeumiy
{ a P 7 A & ' &
worilamsueulaoenlud 1 (37+1)°C 1Tura (24+1) h wenvialuss oy
= A 9 9 B
MIMIeNaTazaIAIuY (laendolatomniii)
@2.1)  1938Ua13aza1eIAgAIUANIFIVINIAL TITAT A8 IAAAIVANITIAY Tasaiia
TagaIuaNTIUINUag JagAuAuFa At lude (1.1)
a a a
(22)  WIENATALAILANTIUINLASAITANAIVAVTIAY TABINTONA1TAZAI8FIN
a Y < o [ v @ 1 {
wagmalue M sasusad M Uanaf10819NANTNTY 8 mg/l 1Az 2 mg/
AUAAL
;’ o ;, 4 1
AABINITABTAR 1D IAREUTAALALIQUODN
a YR} :? Y 4 4 4 c?
AudTazalenado UL aITaza1enIUANAan I Tiasdudanueadiiiodomziae
nquag 3 ml
(4.1) @sazarenaal lagiay 2 v
Y] a a d a
(4.2)  eFarMeIdaAIUANTININ LAZ/MIOTITATMUTINLOTING 8 mg/l TagiAy 2
nqu
[V a a a
(43)  @130zAWIARMIVANTIAY 1A/MTOTITAZAWTINUTING 2 mg/l  TaiAwy 1
nau
dy J o [ v W 1 A Y I 14 a
(4.4)  ownIAsIaadmIvanadleeuie lduunan Tasmy 1 v

a

o e 7 P g A 7 P A
hnadeasad leuludeumizidosiamsveu laoen lsangungil (37+1) °C 1ije
ATUTZeza 48 h 19 sziiumanns ludo (6)
15U UNa

o ! ] s A A = e Cy o
vaandaseliwaaiiowomiziaesluaiadeusaaguianualsazalenaaol
J I 9 I~ A A a @ 4
asazatenuAuLaziyaen Wuna148h  udd ganuduieiinanuraq lagg

o S Y 9 ¢S o =R P4 = '

ANHAULVDUFAAAIINADI9aNIIAU TuNNMIaIeveusad n131ldsuniasgilsis

sAAAA
9

(morphological change) 11AZAMNNHUIMUUVBUTAANNTIN (cell density) 1321521 UNA
A o o = = 9 Y < g < Y

MUA13199 3 ndanntiufinwad 48 h udwazdesmsnuaduuaa@eusad il
e Y A /q ¥a e 7y s A A o

nannu Woa (fix) tazdeudian IMaauumaRsusaadwasazaonesinau-niaa l

Tolan
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(7) msuana
(7.1)  mInadevziinayons lddaiiie
4 a J = Y 9 A [
(7.1.1)  uua9n A150209FINUOFNAANWINTY 2 mg/l HIomTazaIeTde
a 1 3 a [ 4 I~ a @
augusiay ludluisdomad (Anuiluibszay o)
a 4 [
(7.12)  esazarwFenuedmannududu 8 mgl wieaisazaleiaaniuau
A =1 I~ a 1 o [ 42}
F9u9n danuduiisaossaaszay 3 yu'll
dou Aa
(7.2)  wuNaagu
= (Y ] (IR~ a [ 4 dy d' dy d'
NaN1INAAUILD 10819 luilunyaoadiioomiziaeuiioasazaie
= I a [ [ [ ]
nagoulanuiluiizaosad lWnNINTZA 2
d' a [y | a \ Jd & 4' dv
M3131 3 MsdszivszauanuiuniyneaaiaEpIIZ@e

(19 8.14.7.1(6))

[ Aaaa 4 dy A
EpAZN1 ‘]Jgﬂﬁfﬂ ANNNUBIBAUUDLIYD
(grade) (reactivity) (conditions of cell cultures)
1 a < 1 g &’f ~ A3l a a
0 lllll‘]Jl!WH W‘]JLCHﬁaL!NL‘]JUSHULﬂEJ? NLN@@UVI?T%%IQWﬁTﬁﬂJﬂ
. b 1 4 a ]
(none) (intracytoplasmic granule) ﬂi$ﬂ1ﬂag1umaamuﬂﬂ@ Taiwa
msugniatsvoasas
I a 9 I o 9 dy Aa 1 Aa
1 !ﬂuWHu@ﬂll’lﬂ Wﬂl"]fﬁallaﬂEﬂ!gﬂﬁNiﬂaW@ﬂ@@ﬂﬂ’lﬂWHNﬂqnlﬂu 20%
(slight) PINUMILANTIAIBVDAUYAS AT
3 a = 1 a o
2 Lﬂuwyﬁaa Wutmaauaﬂymzﬂaﬂumu 50% D1IINUNITUANNIYUD
o 1 1 1 [] 1 1 ({3 {
(mild) L“]fﬁalmhlﬂiqulli\i lla%U]JJWU“I)'?J\TJ’N?%W'J’NL“D’@ﬁ‘KULﬁEI'J
I a =% = o 4 1 Aa
3 L‘]J‘HWE‘IJ']L!ﬂaWQ NULBAAUANHUSHAN Wi'f)W‘Uﬂ"lﬁlmﬂﬂ'lﬁ']ﬂ‘ll@ﬂl"ﬁﬁallﬂlﬂu
(moderate) 70%
2 A 0 vo A A o A o
4 L‘].I‘L!‘WH?Q‘L!LL?Q (severe) NUNIINTIYUDUBAATULATUNDUNINHUAN I DTN UA

8.15 @13 lnlsau
9q Ya Ao ' AL awa o v 9
115 naaoviismuade 1T dalfiidamwnannisly USP35 ade Bacterial Endotoxins Test 1ag
Aan at A < a . a a .
HITMINATDY 2 A5 AD wanadanaln (gel-clot technique) waz W Tammsnmatin (photometric

. A Y ax an &
technique) ﬁ"lll'liﬂLﬁ@ﬂ‘lﬂﬂﬁﬁ)ﬂﬂ’)&lﬁ‘ﬁiﬂl‘ﬁﬁﬂﬂ
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4 A ¢
8.15.1 n5esilonazginyol
A A s A v o W 7= v Y o
inesilonazginssinnaiadessieminais Inlsnu dwsuginssinnuanudoulidianes as
S <3| a [
InTswudiennudounia (dry heat sterilization) Tunsaiginssinldiduwaradnnse hidwnse
a o Il
nuanusougala devdenldmmznansuasindseninars Inlsou
4 H
8.15.1.1 doumnziFoaduguagugil lan (37 +1) °C
a o = =~ 4 .
8.15.1.2 aydaeziiluled lawwaTiowud (Limulus Amebocyte Lysate (LAL) reagent)
< < a
8.15.1.3 a1511AIT10U lanondu
a J J < < a 1 a ] < <3
8.15.1.4 UDAIOLOAIIOINUAIDIADS (LAL reagent water) 19U Ianondu lumu 0.005 wihedulanen

a 1 A Aaa J = I
mu@amaamiw?aﬂaﬂﬂ’nmm”l’mmuammmaimmuﬁﬂ%’

3 M o o o A A Y ~ A < < a Y
8.15.1.5 ndudmsuiedan ldiunsasrsuuanissadu Tanonsuiad
Y <3| o aaa ¢ o o < a
8.15.1.6 %a0AUNIVUIA 10 mm x 75 mm (HUKHadAN1UHNTe (reaction tube) THTVIDAAADAINALA
I~ o [ . .
8.15.1.7 ﬁﬁﬂﬂl!ﬁ?ﬂlﬂ?ﬂ 16 mm x 125 mm ‘H?E) 13 mm x 100 mm Lﬂuwaaﬂmmm%mq (dilution
tube)
c? 4 a a = ﬁ’ o 1Y a
8.15.1.8 MA@euaduIa 96 wan vuawoad lmsudiannde uazas InlsoudmsulnTnuasn
AN
a 4 a
8.15.1.9 luTasinladuaziil
8.15.1.10 130N (vortex mixer)
8.15.1.11 WM UAN
= 1 g} 9 o [ < a
8.15.1.12 ingu IrlihuTesahieoudmsunanaoamaiin
4 1 a 4 Y 4 { a {
8.15.1.13 1nT090TUNAIATIZHDIAIALAITAT (microplate reader) NAMNTANIVANQUUYAN (37+1) °C
< < a o [ a A
wiouTdsunsuasramasdulanionsudmsy I Tnwasnmaiia
8.152 MSIMSeNAITATAIENATDY
9 Aa o [} o = o [ 1 3 kY
lsmruzwaraanaiogad uiu 3 1 a9 10 lu dwmsumsnaastluuaazasea aremeluniruy
Y v Y 1
wardAnmedmesihinaudmsuhedasiwanlidesnin 20% vesnnuy warlminaududa
1 Y Y 9 Y v
Aimeluauni uduming  iddnase  wduduthnaudmsuiheniaswwmiuanugves

a

a o [ o 4 4 I [l 1 )
Mrugnaraandedis i lleuludeumziyenguugi (37+1) °C 1\Wunarlidesndn 1 h 1

U

Y
A1592A9ANAVINN UL NATTANAIDINNINNANIHANTINAUFINTUMITNATOU

-25-



yon. 531-2558

8.153 MIMUIVAINITR091914 1499aa (maximum valid dilution, MVD)

E1) q

o a o w < I~ a
1) salsuavasinaeulanonsy

a 0o v & < a
‘]JiNWm%ﬂfI]TﬂﬂL’é]uTﬂﬂﬂﬂ“]fusll@\iﬁ"lﬁagﬁ']fﬂflﬂﬁ’ﬂ‘ﬂ = KN

A A a A o o & < N 7 7
3V)3} K f® ﬂ‘ilﬂﬂ‘!"llﬂﬂWﬂ@LQUIﬂﬂﬂﬂcﬁu%@QQﬂﬂﬁmﬂ?ﬁllW‘ﬂﬂﬁﬁJNW]3§1u USP
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(29.4) AVINNANWINIUNNATDU ‘11111q%ﬁﬂﬂﬂﬁﬁiﬂﬂi&’ﬂu‘ﬂgﬂiﬂTﬂW

% PPC Recovery YO4e382a10NATOIFILINGY TUFII 50% D4 200%
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a

=< ' S
8.16 NITFUATUUDIYAUNTY

a

8.16.1 yaum

Y

%130

Sonldnaaou
Y

VI1Fada FUNaa ATCC 6633 (Bacillus subtilis ATCC 6633) Lazi¥o%1a lumaa) Astaeisyod

ATCC 10708 (Salmonella Choleraesuis ATCC 10708 )

Y Y
8.162 011131289190

= csy 43} o A = = dy
’E]WLG]?EJ?Ji]Tﬂ@TWﬁmﬁlx‘]lﬂfﬁ]ﬁ”llii]?’ﬂWiEJLﬁiEJJJGH?J’J‘ﬁG]’E]llﬂ'Ll

(1)

2

WgdalnTelnalamaiimey

= =
oa-Feanu 05 ¢
Tyfeunan 15 25 ¢
o
AN Insa 55 ¢
P23 075 g
= 4 4 o
daAlENFUNINA 50 ¢
A A ' Y L4 v 1 . . .
Lﬂ“ﬁu%gﬂﬁl@EJ@]’JEJL’EJ“LAUIGIHJMWHJ’E]EJH (pancreatic digest of casein) 150 g
Tasdenlnle lnalama (M3ensa’lnlelnalaan 0.3 ml) 05 ¢
agaza1es 13w lsAegy (resazurin sodium solution)
) l:‘ = dgl 1
0.1% laglsuasimsenaulvy 1.0 ml
Y '
inau 1 L

o A A ~ I o S N F o I’ A A ' P
Wwea-Faiu Twdsunaslsa wndInsd ozms dadondunsng uaziaduigniosae
4 @ [ @ ] Y Y a oy o 3 9 9
u'lsinndudoun ransiuluInsaazualidndy @uihnauasliindes auld
Y o 9 A Jq 1 =1 s 9 T 9 091 v o A A Y]
Wnuudunmsazarenldlaludinnes dulnsedrmihndudvunmas  miduiulu
d o o a a [y
danesi Ui lvdeou wulmaenInle lnalamansensalnlelnalagnasly Usuaiw
I 1 1 4 o
Wunsa-aaliia (7.120.2) drearsazateTsaenlaasonled 1 moll (18 uiludoaning

T sazanen lduildsouua lildifoa udinsesluaaz Sourmunizaynisanitlon

2
FU)

A A ~ Y Y o ¥ 1 A ¥ & ~
wuasazaes s U @y maulminiuualsnnie lurdotsdangurgil 121 °C AN
[ I l:y S .

au 15 ouanen1s19u7 1Wunal 15 min

~ ~ I A
Gﬁ@ﬂﬂulﬂ%uiﬂ!ﬂﬁﬁmﬂﬂu

I ll Y

L4 % 1
Lﬂ‘%u‘ﬂﬂﬂﬂ@ﬂ@?ﬂlﬂuhlc]ﬁlﬂ'lﬂﬁﬂf]ﬂu 170 ¢

1)

a A [l Y

= 4
gostiullangngosaloeu lyiilulu

U

(papaic digest soybean meal) 30 ¢
Tydounan 15 50 g
lawdn Tnunagdeunoamma 25 g
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o
AN Inse 25 g
Y v
hnau 1 L

: H DT Y. 9.9 v ' vq 9 = Ay
NEuEIUNANNIHNAIAleny  auldazaly umﬂa@ﬂ"la”lmﬂuawumqmwmwm

U

o I ' I s
Usuanuiunsa-araliidlu (7.340.2) dreensazare Tmdeu laasenlad 1 mol1 n5od 1

]
v A

1 dy 9 £ A [ g ay I .
m?Lﬂf@iuWNﬂuﬂﬂﬂﬂﬂmWﬂM 121 °C ANUAY 15 ‘]J’t‘]uﬂﬁ@ﬁ'lﬁ'lﬂuﬁl L‘]JUL’JQ'I 15 min

Q U

Y 1
8.16.3 MIn3eudeiald (stock culture)

8.16.4

8.16.5

(1)

2

3)

Y
Moo ITaaa Funaa

Ia ¢ ¢ o Yy ' A
TrmzasuuermsAndesvessesliuadu lanwadozns i lleumzieNgamngil 30 °C

a =

24 35 °C 1flunat 24 hududnAigainigil 2 °c fa 8 °C

U

Y
ﬂ1i!@]§'ﬂhl°§@‘])’7ﬁ Tutuaan ADLADLI YD

a

Y Ia s O Yy
Timnzaswuezminvesvesresuadu lanadogmsit loumziyeiigumgil 30 °C

= IS Yy 2 YA A =
3 35 °C L‘}Junm 24 h Lm’JLmJUl’mqmwgaJ 2°CN8°C

= 5’ A Y = as A A
ﬂTiLG]‘iEJiJLGIfEJLW’EJGlG]fE)WLﬁiEJiJIﬂEJ’J‘ﬁﬂTiE]uVIMNW’diJ

o & )
MIATYUFDNATDU (inoculum)

(1

2

3)

1 dﬁl Aa o o Aaa dy A 9 9 A A a

WDV IV YUNaT mm%@mﬁ)% (GUEJ 8.16.3) a\TGI,UGUﬂﬂﬁiﬂﬁa@ﬂﬂﬂwg@ﬂqﬂiﬁqﬂﬁ
Taanineu

' &L a A A gy y A A
ﬂ’lfJ!G]fﬂ‘b'7ﬁTiI!1Jﬁﬁ7 ﬂ@Laleﬁ‘@:@ﬁ ﬂ’]ﬂﬂfﬂm?ﬂfb’ (6119 8.16.3) aﬂumﬂmawa’aﬂﬂwﬁaﬂ
= = I A

uulﬂ%uulm%ﬁﬁmﬂﬂu

a =

o { A <
nansenasalude (1) azde (2) TleumnzieNguuigii 30 °C 8 35 °C1iluna1 24 h

U

axa J
IPAUATIICH

oy

@

3)

(4)

1 a o a o 1
Tavgoalnle lnalaaalidounazsesTiundu lanadlifon aslumruzwargandlods
o d’o d’ c’d‘ Iy Y Aa 1w d' Y
awsundmualuased 4 gaudn 2 0 ladsuanmduanugiszy vesnsue
4
waraAnded191Y udrtlaleiin

a [ (] y ] o ]
TMeMFULNAIaAnd0e19de (1) aslumyuzimnzan ¥u Janesvunalug o1

Y H
A

9 ~ g’ ﬁ’ a A v o Aa 1 Aa o 1 Y A

uf) NussgemsneuFeriapeinuiuniodlunmsuzwardanaiodislaslinunm,
a [ 1 1 19 Ya 9 d’l d’l " 9 1
MouonveIMFUzNaIaanaed1aaz luauegldnimihvesemisiaeade luvesnin
60%
a 3’ a o o Aaa ~ 9 = 4 1A a
WwuFerFada sunad Hldmaden asludnnesvualugiussggoalnlelnalasian
Y Y

WA 20 ml g M5BT 1 L wanlidnnuudilathnnmsusdironszan
a & A Aqy = o = ~ ~
Wusoaa luuan aomosygod Nldnadou asludnnesvualvnahussyrosiivadu

- ' S & Y Y o YA v
Ulﬂﬁ]ﬁﬁul@ﬂu 20 ml 19911138 1 L W’(ffllGlﬂlfU1ﬂulla3ﬂﬂﬂ1ﬂﬂ1%u$ﬂjﬂﬂi$ﬂﬂ
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©)

(6)

(7

®)

a =2

o Y v < o
winauzlude 3) nazde @) lleumziFonguuai 30 °C 94 35 °C 1flunar 7 Ju

u
'

A A o o Y S = dal dy Y
Weasumunaiiue MinnudzoamMsuzAuIUNegiion s asude Tnen13a
Y a g y oy o4 4 o
aeesazas Inswivea 60% laoiuas ifuna 120 s nazdndietihindsengedn

9
GEN

1 1 4 @ a o '

Tunaudrdounas vinardurugudnarstszana 5 mm Wizl suznaIdanAI0619
9 A A A 9 2 A4 v A Y qY a 9 <
(@o(6)) Vs HoRMINvese T AsuFe Nogme Tuiuiud dnszvondaemseudy
= A & g & a o 1 ' a A
daniilnanidegaeimsidsusorinmyuznaradnalsediaaaz luawlsuiwn
o A I
Amualuasieh 4 aaunt 4

] dy dy d' 9 a [ ] [ 9 1 dy
usenisdsuregal anmrusnaadndediadas lu@o7) ldasluviamzize
% ;’ 4 a o o { o { O’d'
F13390 113 AsuFeFTAIRIINUYIAAZ 10.0 ml Ui mualua1s1ei 4 daudn

o 4 9 & A N = < o A
5 thwramnziFonaiua louwmnzidegurgil 30 °C @ 35 °C uar 10 Ju easy

A o o 1A a a A I g 1 A ]
ATULIAINDITIUA t’fﬁlﬂﬁﬂ’ﬂhﬂﬁlﬂiﬂﬁlﬂdﬂﬁu%'iEliu‘il’JmWW%L“]fE]lmﬁzblﬂﬂiﬂllll

8.16.6 mM3Uszuma

1 a o 1 1 1 a ¢ A § Il a
I#de NMruznaddndoes lilimsFuriuvesgaunsdiloviamizionnlu bilimsniyues

a S
aUNTY
a = 1 a A J
A1 9N 4 NIINAADUNIIBNNIHUDIYAUNIEY
9y
(V0 8.16.5)
R a a A o &
ANNYUOINITUY UM FULNAIFAN Ysmuemisiasuye IV
NAAANAIDE Mo ldmadou NganInMruzHaIadn nldmadouso
9 IV
PSRBT TNz 3 ared1umazly MYULNANAANAIDE
ml Ty Ty Ty
T 100 5 10 | 1% lasd3unasveannug 1
ugnod hidoond1 0.1 ml
101 93 500 3 6 1% Tagd3uasuendug 2
(AU 500 1 2 1% TagllSiasvesninug 5
ua LA 25 ml
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8.17 ﬂ’J111ﬂﬂﬂuﬂ]@ﬂm?ﬂﬂﬂﬂ"lﬂlmgﬂa”lﬂ

8.17.1

8.17.2

A A
IATONUD

A o 24 Al YA =
Lﬂiﬂﬂ@ﬂuTﬂﬂ?Uﬂﬂqmﬁgﬂqﬂﬂ 20°C 94 30°C

an
IMNAdoU

[ Y v 9
WmrugnaaandledesnussyhnausutelSinasussquazdaniinGouios uslurhgumngil

U

a

I AAa 4
20 °C 5\1 30 °C 1Wua124 h LLEB{’J@']5Tﬁ]Wui]ﬁﬂTWGU'E)\‘]Lﬂ?@\3W‘JJ'lfJLlﬁgﬁﬁ'lﬂT_luﬂ'l“Hquﬁ'lﬁ@ﬂ

@ ll Yy 9 '
Aed1aud) Ao linaga
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MANUIN N.

o < A
NITMALNALaen

(110 5.4.4)

0 < A
N1 NMIMayuaLaea

n.1.1

A A
CEGMI
(1) feuinuguaavgi 1af (70 +2) °C
L ,
@  anIns W lalimes nTanueIAdY 540 nm
(3)  IATOINYUINIO
4) weildn
9 v v
(5)  @oUIWMNIZLE0 (incubator) NAYUANRMUYN 14N (37 + 1) °C
= ag =S
13103 @15a2a18 LaZITMI N
= 14 ~ g
() esazanelw@eunan 158 0.9% laguda N1lsiAandse
(2)  MININTY 1819998 Tu Tnaiiu (hemoglobin reference standard) 6 mg/ml
(3)  @15azaeuAIUAY (Drabkin's solution)
= 4 = 4 ~ a
azanglwdonluaisuewa 1 g Tnumedonloerlua 0.05 ¢ vag Tnunadoumles lae
4 3’ M a 2’ ) a I
Tud 0.2 ¢ Twhindu wazi@uimauanydsuasdu 1000 ml
Y v
(4)  MINUANFIVIN (positive control) 13U WINAUTIHI V1A
(5)  MIAIANFIAY (negative control) 1Y LHUNAIAANYIATFIUNOADNAUANNHUIIUUGA
=~ A 1
MIIATENADANTZAY
A 1 (] 9 % ] [ 3 o A ] oy A
D121A0ANTEAIERENTBY 3 @7 WauAUAIT e uMIuAIIdIveudon 1Y 118 1eTa

Y
(anticoagulant citrate dextrose solution, ACD) HeFna (anticoagulant citrate phosphate dextrose

t=9)

. 9 1o Yo A 9 3 3 A ' ' o A
solution, CPD) 1 ldthwnldsiud  Tduennulunisuzinuideavesnszaounazaingumng
(4+2) °C uadaarihnldiinmanaaeumelunal 96 h
MIATBUATAZAINATOU

Yy A clsu

(1) AaMFULNAFANA0819UAaZHUIIATIVS NAUNTANUHaTtaNotay Iaaiosnaald

L)

Y 1
A

92 A & A o ° o ] Aa ] o ] ) o
TdFunaadniiunmigdu shusiuduldnuimiaesdusuduld 120 ecm® dmsy
MFULWAFANUUIIOENI 0.5 mm 4aZ 60 cm? TIUSTUMFULWAAANNUUUMNAUNST D

1 o o I~ ay ]
11NN 0.5 mm uaNnhndasenusugssuuianIneszuna 0.1 cm 94 0.3 cm HAZE1)
U528 1 em 049 5 cm Tunsain lansodanivuznaradndiegald lavinadanan 1d
Y [} 3| Qy <3 9 o oy o a’/‘ o w 1 A A Yq 1 Y
dadedrauiusuang udrFainnin 4 ¢ viniuihdedaimson 13 daluviaudeh

INAIFUTUANAAIDEN
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2

3)

(4)

yon. 531-2558

vy a % 1 Y g} o ) @ ) = v Y uszl 1 Yy Y a
ANMNFUSWNAITANAIDYNAVIYUINAUTINTUNYINADYNNIUDY 2 AT ﬂaaaimmw

AUNNIN DI

q

e

[V Qy a o 1 Y = 4 A dy a
aﬂmuwmﬁ@]ﬂmamm’mmiazmahmﬂmaa”lsﬂ 0.9% Tagurandsiendelsuins

20 ml

[

Y v
w3onuAunaaani ld 1 sumInIunuFauuaeInuna1gand10819 dautiingu
o [ ) = ci 9 o [ a =1 4
dwsuhefanlddmsumaniunuFiuin uazasazate lmdounan 15a 0.9% Taguaa

v 9
Mlsenngeldilunvasd W ldasluvraudadunded udadar i ain

@

o ) [ [ 0911 9 I 9 B ~ a I
UIMFUZATHTUFTNANINUAIINUD (3) 1a1uwuauqaﬂmqmwgu (121 +2)°C {Wua1 1 h

]
a I=)

wieldludeuiigangil (70 + 2) °C 1lunan 24 h wSeRigangiiso « 2) °C 1flunar 72 h

U

o 1 s A a 1 [
udnhesniildes A IMieungugines (20 °C 99 30 °C) wd10E19159 LA AN ITAZAY

=X A

@ ! A § % o < A a
anan laaslumauziazern wis uazdsiwnimaeiui i linu 1 undadigungi

E]

20 °C 84 30 °C uazdoai lnaaeuae lnelunar 24 h vdsnniasen'ld

ad
1NATY

(1

2)

= =
M3wssunao e
= J a a
(1.1) wisumsazaredouiion Iasldtiladqaasazateuasgiudodininadu 10
ml 5 ml 2 ml 1 ml ez 0.5 ml ldaaluniaudilSinasvua 100 ml $1au 5 lu
o w =) k2 a = =~ a A 4 =
AdRy  RerNAlgamIazaleuaIUALIUINIalSIAT  @sazated dazlin
4
WU 0.6 mg/ml 0.3 mg/ml 0.12 mg/ml 0.06 mg/ml 18 0.03 mg/ml mudvudald s
min
(12) Jammisganauudivesaisazatsaeuiisutaazanududuiawe1Inay 540 nm
a I s
Tagldarsazaouasuauiuunaad
' a I A a o J
(1.3) aynslaeuiensyrinanududuuesdluInadumnasgriululaaniuae
NadaastumMIganauLaa
v = a =
MiaarmszaunaramnaluInatuludon
2.1) udeanszaeuaaznyuzUTIINmTe n.1.3 Usuas 1 ml ldaslunasanyumies
o = v 9 [ < = .
sazih lUvyumsalununsgaudiesasus1 700 G 99800 G UM 15 min
A 4
(2.2) @ﬂmuclﬁéfmuu (Wangw1) 100 pl wuadluaisazaonasuay 5.0 ml danald 15
min udih liSasimsgandunasinnuennau 540 nm Taeldmsazarouasvau
IS
Wuuvasd
2.3) hamsganaunasi 1@ hhifsudunsmlaeuiiey vilsuadTuTnadulunataun

J J Y I A Aa o 1 a Aaa
ﬂl@ﬂlﬁ@ﬂﬂﬁ%ﬁWﬂlma%ﬁ') Wulaaniuneiaaans
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3)

4)

(5)

2.4) dudeanszaredrlaldsuadivlnadulunaranuin 1.0 mgml v 'hiduden
4
aszaedniunldlumsnaaende 11 tazdeslfaeanszaie 3 drlumsnaaeu
A A
M31909191009
(3.1 dndeansyaesuaazdInmumMsnageulsinad TuTnatulunaraniudl 20 ul
Y Y
wyaslumsazaiouasuau 5.0 ml @ane1d 15 min
o [ 1 { 4 a I
3.2) Wliiammsganduuaananueraay 540 nm laeldaisazareuasuamiu
d o 1 { @ a a
uuaen thamsganaunasila lieudunsmlaeuiion vsuwdiuTnadulu
A
1ao9
1 1 @ = 4 A
(3.3) 1ev1udeAnITAtBLAazAIAlBEIsazate lsAsuaan 1sa 0.9% (Tagula) A
Y
a a 1 1 3 1A a
UsenngeliUSnadTuTnatvedlugie (25.0 + 2.5) mgml WuadluInadiu
15 N5 (hemoglobin present)
MINATOUAI0E
.1 vuaeanlavninde n.1.5 (3.3) Mdlay 5.0 ml @NEITazaeNadon 4.0 ml 11 11y
{ a 3
Tudouiigaungi 374+ 1) °C 1fluna14h
4 ) . o o < I
4.2) weasunanih ldwyuniesluuuszdudiesasusi 100G 89200 G iunar 15
min
1 (] { 1 o { @ <
@.3) qaduladwuulaluvasanyuilesiasa v udnir ldwyunissdiedasusi
I [l (] 1 o '
700 G 019 800 G 1381 5 min gadnladmuuldlunasaunalny udrirluman
= @ < A
ArtimsuanAIveliAaon
1w A % <3 A
MIMIARFUMTUANAIVOUTARDA
4 Y
(5.1) hawlannde n.1.5 (4.3) 11 1.0 mlidvasluarsazatenasuan 3.0 ml daneld 15
min
) [V 1 1 4 a I
(5.2 hldiamimsganauuasianuennau 540 nm Ieeldarsazareuasoamilu
d o 1 § o a a I
uuaen Wiamsganavuasi 14 ldidsudunsaewiion widSuadTuInatuiy
a8 1u Inatudandane (hemoglobin released)

o 1w @ <
(5.3) ﬂ11.!2]‘511ﬂ1@]ﬂfﬁﬂh‘LLG]ﬂG]’J"’UENLSJﬂLﬁE]ﬂiﬂﬂQGIi

o o d =) a 1
AriimsuandIvealiaGen = 8luTnaiinlanldos x 100

#luTnatulsing

o ' { @ o < @ @ <
5.4 ﬂ?l!’lﬂ!ﬂ'llﬂafJ‘llﬂﬂﬂ%ﬁﬂ?illﬁﬂ@?ﬂlﬂﬂmﬂlﬁﬂﬂ ngﬁlﬁﬂﬂﬁ1§$ﬂﬂﬂ']ﬂmﬂﬂ’)"llf]\‘ililﬂ

A A
[@DANTUAITINN 5
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M990 5 STAUMSUANAIVDUTIAIADA

(10 1.1.5(5.4))

yon. 531-2558

FrtmIuandveuiiadon FLAUMIUANAIVOUTAADA
= 9 1 = 2
099 YonI 2 Tuiimsuandd
= ] 1 = v I 9
2 99 UBENI 10 UNMSUANA AN DY
= Y 1 = o
10 D9 Woand1 20 IMsuenaliunaig
= 9 1 =\ o (] <3 Y o
20 949 UoYNI 40 Imsuandlogaiulasa
‘g = % ]
40 vu'l UMIUANAIDINTULIT
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NMANUIN V.
v v | dou A
NIIVNAIDUASINDUNAI T Y

(effa 7.1)

1 d'dy =1 a a = (% d‘ o ad A [ =) 7 = c!' )
w1 gu Tundl vneds msuznaddnsiameiy 1 laenisuas@aenuas luasaiferny wionm
A 1 A dy = (%
NIOAINBUNIOFOU Y IUTZaZ A UASINY
v W ] [ Y Y [ d‘o v dy = 9 o
v2  msvndlednazmgensy  Tnduldauumumsdadiesanimvuaas 1l wiee1n lgumunsyn
@ 1 d' A A 1 o a o d'o 2
#1961 U NN LN UNIINMTOULHUNTUA T
V2.1  MIvpdiegazmIgeusudmsumInageuanyaznall anuaiiausvoIn Ul AN
dangu LazInTorNBIAZRAIN
¥2.1.1  Tndndedialaedtquainudeanuausaundmualuaised v.1
o % [} { 1 1 Aa o ~
1212  swudresan ludluldamde 5.1 49523490525 uazdeo 6. dodlunuaysiuIun

o Ao A 2 A a ;’f <3| ZA o
ﬂ@MiUﬂﬂWﬂuﬂiu@'ﬁNﬂ 9.1 mfﬂgamwm%uzwmaﬁﬂquumﬂu”lﬂmmﬂmmwﬂmu@

15199 .1 seuMsFaRIeesE T UMInagevanyaea 1l anvainauevesnNUTIIN

ANNEANEY 1AZINGOIHINANAZRAIN

(W0 v.2.1)
YUIAU YUIAAIDEN i nufisensy
Ty Ty
Taidn 1200 20 2
1201 94 10000 32 3
(A 10 000 50 5

Y22  MIFNAIDINUATMIIBUTUAMSUMINATIUITI ANUNUADNIIANNILUND ANUNUANNAY
Y
wazdlsmmeymaduilou
Yo o ' a1 1 = v o
¥22.1 Ingnaied1alaedsguainiuaeanuiiuam 20 y
¥ ' v ' vy < 9 Y ) Y =2 A
9222  dednnnieddouiluldamde 5.2.1 40 5.2.2 do 5.2.4 nazde 5.2.8 Jvzdo MUY

a :/‘ | 7 o
waganutiwdulamnusing e
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v v 1 [ o [ a a 4 a a a
V23 MIFAAIRE1LarMIgaNsUAIMTUMINadaunea llanas 15assy  laQ-enaenga)unan
= 4 I'd a ~ A @ A [ 9
hitanaelsaluTumes USnumnimaennmamn guanvuzvosmsazaenanala oy
5 Tanzniin
Yo o (] as [ =\ [ o ~ o ~
¥23.1  Id¥na1081 Iaed5guaInuaenua s uniualuasen v.2
Y] [ I 1
1232 sdesndeuiluldaudo 43.1 40 432 40 433 49 5.2.7 90 5.3.1 uazdo 5.3.2 99zhon

a ;1 <3| I o
myuzgnaaaniuiuiullamnusindimuea

! v v ° (Y] d a a a a
MINA V.2 IUMSTIAREIE IS UMINaaaunea Hanas lsaisdu la-ehawndayunan Tidia

3 d ~ A [y A o Vv A %
ﬂﬁi’ﬂﬁﬂiﬂﬂumﬁi ﬂ?mmmn‘nma@mnnmm Qmanymzmmmsazmﬂm’mﬂ"lﬂ uazﬂsmmiamﬁun

(V0 9.2.3)

YUIATY VUIAAIDIN
1y 1
Tuhu 1200 20
1201 94 10000 32
AU 10 000 50

w - ] [ o w = 1 09/
V.2.4 ﬂ13"Ifﬂ@l')f)ﬂWQ!Lﬂ%ﬂW‘iﬂ@ﬂJi‘Uﬁ?ﬁﬁ‘Uﬂ1iﬂﬂﬁ@ﬂﬂ1ﬁ“ﬁuw1uﬂlaﬁqﬂu1 UASAITUAINUUD

Lﬂ?ﬂ\iﬁﬂ1ﬁllla$ﬂa1ﬂ
Yo o 1 a1 1 = o o A o ~
.2.4.1 Gl‘l”i"l)’ﬂﬁ’)’é)ﬁﬂ\ﬂﬂEJ’J‘EEIZJiﬂﬂ'a:ulﬂEl’Jﬂlm1%%1u3uﬂﬂ1ﬁuﬂ1uﬁﬁN‘ﬂ 9.3
o o 1 A 13 9 9 9 1 a o A o Ao
v.2.4.2 mmumamw"!mﬂu"lﬂmma 5.2.6 Uagve 5.5 G]f]QUlllLﬂ‘L!Lﬁﬂli]Wuﬁu%ﬂfJiJ‘i‘]J‘ﬂﬂTﬁuﬂslu

A =< A a 3 o I o
AT NN V.3 %\3%5i‘lf]’ﬂﬂWG]ﬂ!gWﬁWﬁﬁﬂEHHULﬂuUlﬂﬁWMlﬂmm‘ﬂﬂWWHﬂ

A1 v.3 !!Nuﬂ'l‘i‘filﬂéll’Ji’)Sl'Ni.ﬁﬁ%J‘Uﬂ1’i‘i’lﬂﬁi’)ﬂﬂ15"??~lﬁh‘l—!‘lli‘)ﬁulﬂﬁ1
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