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18119 1 Human immunoglobulin Sterile Solution 5%, 5 gm
aanlsznadsninguassii
1. Boan Human Immunoglobulin Sterile Solution 5%, 5 gm

2. anaNLaNa 1

X ' [ . ' a ' 2.
2.1 3ty Wumsszanoineniniges la wiegwdndas (Slightly opalescent) laifi u%aalj‘v\ﬁaaaau( )

1

2.2 §mwdsznay  isznavess Immunoglobulin G 5% WV USu1@s 100 mL/Vial
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3. amaNUANdInaRa

Namsm’;ﬁmm:ﬁamn'IWLﬂuvL‘iJmu Finished product specification LLaz Drug substance specification

s!‘ 4 =3 e o o a O A o/ =) 1 o a
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3.1 Finish product specification“’

Test item

British Pharmacopoeia 2013

1. Identification

@3790 % 2835 Immunoelectrophoresis

pH

40-74

. Osmolality

Yaistaenin 240 mosmollkg

. Total protein

Ky , . . . ™ a 4
Lsivtannin 30 g Lta:ﬁmags:mw 90-110% maaﬂsmmIﬂmuwamnszq

alblw|n

. Protein composition

laeAs Electrophoresis : NMT 5% of protein has a mobility different from that of the

principle band

6. Molecular size distribution

By liquid chromatography

-Sum of the peak areas of the monomer and the dimer represent : Not less than 90%
of the total area of the chromatogram
-Sum of the peak areas of polymers and aggregates represents : NMT 3% of the total

area of the chromatogram

7. Anticomplementary activity

NMT 50% (1 CHso / mg 989 immunoglobulin)

8. Prekalikrein activator

TaivAins 35 1UIML(30 g/l ¥4 Immunogiobulin)
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3.1 Finish product specification”’ (ﬁ'a)

Test Item British Pharmacopoeia 2013
9. Anti-A and anti-B haemagglutinins 1 to 64 dilutions do not show agglutination
10. Anti-D antibodies m'amhumu‘ﬁ"s:ylu Finished product specification
wlausastuludianziiandu)
11. Antibody to hepatitis B surface antigen #2835 Immunochemical : Fi’w:i’lﬁlqm 0.5 1U/g 183 Immunoglobulin
12. immunoglobulin A #2835 Immunochemical : NMT the maximum content stated on the label
13. Sterility ATIVHIU
14. Bacterial endotoxins ATV
15. Volume in container ATIINIW

3.2 Drug substance specification : Human plasma o

1. Anti-HIV-1 ATIVUAVIINTIIN
2. Anti-HIV-2 ATIVAUMNIIATI W
3. Hepatitis B surface antigen ATITHIUMVIIRTT I

4. Anti-HCV (Antibody against Hepatitis C virus) m’m&'m@wmmgm

wazdinang uiusesdn Human plasma MNIHEALTNBNINAINNNATIIUEING LF% NIBSC (National
institue for Biological Standards and control), AABB (American Association Blood Bank), PPTA (Plasma Protein
Therapeutic Association)
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1. ﬁ'ummwmmanmsms'l@ﬁ'uaﬁécywifuml,ﬁw@‘iﬁuﬂﬁLﬁlaa‘immUluﬂmwﬂim uasdWA (declare)
UASINRS
1.1 ’Luﬁﬁﬁ'tymsm'zuﬂuﬁﬂw‘iﬁum (N8.2 N8.3 0.4 URIUANTTH)
1.1.1 luns@nduenfindaludsanalng wanefis ne.2
1.1.2 luﬂitﬁﬁtﬁuﬂ’lﬁ’lL‘IT‘WLﬁE]ﬂ’]iLLﬂGUﬁ‘g wupdd ne.3
1.1.3 Tunsd@fduentidhannasdssng nanois ne.4
12 ludwatunafiouen ne.1/e.1 vasenfisueman wiaumuandaradensnIugua i TWYaING A U
mu*ﬁi{uml,ﬁﬂu (finished product specification) LLa:’ﬂ"aﬁ’muﬂqmn’lwmaofﬂqﬁu (drug substance
specification) nsrﬁﬁag]smiwrnnﬂﬁuuﬂaaLm""l,mﬁmau A FDILUULONETENMIANENEMTTALT 1 (8.5)
ww3aw finished product specification Waz/%3a Drug substance specification lapzaur tuiauiuszmea
Uszmanadidanniaing uwazlaiiiu 2 O m Sudsznmadszniemnabidnnsaiing
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2. 1aNd@ITUIDINIAIZIWATIRAREN

2.1 nyizuaalulsznedlng HrAadsldunmwinewiliFesusennaspumINAaemamaninisinas
SBnsTialumMINGaL GMP-PIC/S 3aifinuin VBINTENTNIITITUFY Tunanaefileuane DAL gL CLREY
saunsasiasaulasinanisiusesiaiudssmeadszmenadidnnsafing

22 nas@fifinerindnenenslszing HrAadasddnunindianisfesusasunasgiunnaauany
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a o

Sudnnsadind
3. Lanmiqmmwmaamﬁmua‘nm (nwinnana)

3.1 HANIATIVIATIERA MWK IAN VT ES (Certification of analysis) 'Lums;uﬁzmﬂuﬁaazm

3.2 HaMIATIR IR MNNIanaAuvaIdItndnty (Drug substance) ﬁlﬂummﬁmmjuﬁd&ﬂuﬁﬁaﬂw
ﬁamaa%nﬁmmua:pjwﬁmi’mqﬁu

3.3 lunsdidunzifiougnanunnnin 2 9 asdesiiduunnmwanonanisénw Long term stability anafigu
wadulunsdousnunuans LLax'l.eT‘i"umsmum{maaLanmsmﬂgﬁéwmwam’%ﬁﬂ
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vRadulunsdousunusns wazldTunsasuasusesenaningiidunazesuiun

3.5 1aNEITUTBIFUNINER (lot release) MMNNTWINLTNFATNTUNNE NIzNINITIIUFY”

36 Lﬁaamnlﬂumﬁﬁmq Tusaamangumsfinsmenafinluuned (Clinical trial) HauszdnSnwmasnm
waznath 9 Bsasenanutat slEh Iesumstunaif suangninamamenssumsamsuasenaaslszne ne
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5.1 mﬁawauﬁaaﬁms“lﬁymajﬁaund'\ 1 9 dyamiuseney

52 smnamﬁd@uau a:@Taoa'méhmewd'\U‘lu%'us‘awamsmaﬁmﬂ:ﬁmjuﬁdouau

53 nstﬁﬁﬁmmwmsﬁwmsqud‘mzhomﬁdwamﬁladamaﬁmﬂ:ﬁqmmw AUITITANTILYINRUIITD

Javvaalaend Imﬁmm}:ﬁaada BURNE NN IWINARIUY yswmsddm’aﬁmﬁzvfua:Lﬂu;ﬁ'uﬁmau
m’l,'ii”ahU‘ﬁLﬁmﬁaﬂumsmuﬁmsw:ﬁqmmw ns:ﬁ‘ﬁ'wudwmvl,ajLﬂuvthuqmé'nwmzmww: RIHUTITNTUD
F9IMANT LT URN TN MO TN BISINEN VD Qmmm:/m%ag’wﬁm‘lumgwiavlﬂ

5.4 gﬂ"mmzﬁaﬁmﬂﬁﬂumLf}aﬂﬂnﬁmﬂmq viaflafiemsgaysnmdaodsznisle g newhnualaslid

Faula

U muAMENITUNS

nIIUNIT

(wisuwiad qudnssn) (WWE1INTT NIl

wﬁ1ﬁ3mumsv‘imaﬁms/zsss



5.5 szuUMsiiuuazIaaIendauduuuy Cold chain system ﬁ'l@‘fmm@umwé"nmm‘ﬁ good storage practice
(GSP) uaz good distribution practice (GDP) lasuaastenanidsznay

6. flanana (d21e) Bnsaxlionidndgginewasumnua o

6.1 nirﬁwan15z§umnﬁmm:ﬁmﬁmnnw%ﬂmmamﬁfmmwwaﬂmﬂuvlﬂmummgﬁwﬁaﬁ'mm

6.2 NITANAAN U m’ﬁﬁ@ﬁgm‘%amﬁuﬁumnﬁ BIAMALALENINNUAINITUMIOITUAZEN IUT1INBS
fyqnazdeazany
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1 = British Pharmacopeia 2013
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Calcium Polystyrene Sulfonate

muﬂizmﬂﬁ'cw‘fﬁqnaswmﬁ
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5 gm Powder
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2. amasnianalyl
2.1 3uuuy
2.2 guilsznay
2.3 MTUUIIY
2.4 23N

Calcium Polystyrene Sulfonate 5 gm Powder

yWuened RIuIuUsznmu

PN 1 v & %
ussqlummu:ﬂmu‘n taInulasLasanuule

1sznaudiagsen Calcium Polystyrene Sulfonate 5 gm
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3. amANUANIINAKA

Namsm’siﬁmi’lzﬁﬂmrwwvﬁuvlﬂmu Finished product specification LLaz Drug substance specification f
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3.1 Finish product specification

(142)(3)

Test ltem

BP 2013

Japanese Pharmacopoeia 16 edition

ABnudandnty

- 6.5% WIW - 9.5% W/W of Calcium

(Calculated on the dried substance)

- 7.0% W/W - 9.0% WI/W of Calcium

(Calculated on the dried substance)

3.2 Drug substance specification : Calcium Polystyrene Sulfonate'

2. Potassium exchange capacity | - Each g exchanges 1.3 mEq - 2.0 mEq of - Each g exchanges with 53 - 71 mg of
Potassium (Calculated on the dried substance) | Potassium (Calculated on the dried substance)
3. Identification ATIINY ATIWU
4. Uniformity of weight ATIWY ATIININ
5. Loss on drying NMT 8.0% NMT 10.0%
6. Minimun fill AT ATIVA
2),(3)

Test Item

BP 2013

Japanese Pharmacopoeia 16 edition

1. YSumdnandnsy

- 6.5% WIW - 9.5% WIW of Calcium

(Calculated on the dried substance)

- 7.0% WIW - 9.0% WI/W of Calcium

(Calculated on the dried substance)

2. Potassium exchange capacity

- Each g exchanges 1.3 mEq - 2.0 mEq of

Potassium (Calculated on Wstance)

- Each g exchanges with 53 - 71 mg of

Potassium (Calculated on the dried substance)

(wisuwiad qUdnITan)

UszuamenITUNIT

......................................... nITUNMII

(WIHRINTT Ngawia)
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3.2 Drug substance specification : Calcium™®

Test Item - BP2013 Japanese Phannaoopéeia 16 edition

3. Identification ATIVHY AT

4. Particle size NMT 1% W/W -

5. Potassium NMT 0.1% (a283F Atomic emission -
spectrophotometry)

6. Sodium NMT 0.1% (s183T Atomic emission NMT 1% (#2838 Atomic absorption
spectrophotometry) spectrophotometry)

7. Arsenic NMT 1 ppm NMT 2 ppm

8. Heavy metals NMT 10 ppm NMT 10 ppm

9. Styrene NMT 1 ppm NMT 5%

10. Loss on drying NMT 8.0% NMT 10.0%

11. Ammonium - NMT 5 ppm

12. Microparticles - NMT 0.1%

13. Microbial contamination ATITHIN -

(Enterobacteria and other gram (number of bacteria per gram <102)

negative bacteria)

a P Y Y . a P 2l o o 41 s e o
wanunq - nstinenadeuudimaiu waive) memeserinmsinanmle Wiuuseaanmmsngmasnanildsuepiadae
- Drug substance specification Ra1ssnanluAinmeiesiiia drug substance wialudiaTeH drug substance 89
v a ° @ a“ 4 4 a a d o
AuAamduiagy avileadunds Salimsenaliensiasunniadafidvue
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1. ﬁwmewmmanmsms‘lﬁ%’uagrywm’fuﬂnﬁ pudineiiadminglusineng uazduad (decare) unanE®
1.1 luddynstunsidoudsue o2 ne.3 no.4 udusnsd)
1.1.1 luns@fduenfindeludszmelng nanefls ne.2
1.1.2 ’lunsrﬁﬁtﬂumﬁwL?T’]Lﬁammﬂmsq naneie ne.3
1.1.3 luns@fdugnihidhannenadssng nanefls ne.s
12 ludwetunaiiouen no.1/s.1 vasenfieuanan wiampasBuaiaTamIn IR WTBINT A A
auRdunzion (finished product specification) uszdariMuAN N IWYBITAQAY (drug  substance
specification) ns:ﬁﬁagis:udwmstﬂﬁ‘uuuﬂam.m‘"lmﬁmﬁu ARUBUIENFITE RN MWEN BN TTAUR 1T (£.5)
WIWTBY finished product specification Waz/n38 Drug substance specification lasvawilanewiulszna
dszmenedidnnseding wazlitin 2 T o Judsrmedszmanandidnnssiing
2. 1aNFIITUIDINIATTIRNTHAALN
2.1 nsdfenuAalwlsznalneg ANRadaslldunmMwinewliFeTUsaNAITIUNNINRANEURANIN IS
SEnsfialumInGan GMP-PIC/S wialfiouwrin VOINTENTHAITITURY Tunaaefianaue atiuagaaa
saumsaTaseulasiinanissusastisiudszmeadszmenadidnnssfing
2.2 ns@fiduevindreindrogsana Andadasddimnwdemiviaiisasnasgwmniasau
wEnINILE 3T M IReUMIHEALN GMP-PIC/S (Pharmaceutical Inspection Co-operation Science) Lot
WiB9u PIC/S participating authorities 21713q@ muTauNIaTIaReulauinamITuTesne UL mea
dszmesiadidnnsaiing
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3. tanmiqmmwmaamﬁmuaﬁm (Fuwinmang)
3.1 Namsmm’?msnzﬁqmmww'ﬁmﬁmfvfmaa;jwam (Certification of analysis) 'lums;uﬁdol.ﬁué"aaam
3.2 wamsasviarsigunwianduyesinndnty (Drug substance) ﬁ‘l‘ﬁ’lunﬁsmﬁ@méuﬁd«ﬂu
v"hazhwfwaocjwﬁmmLLa:;jwam'j"@\qﬁu
3.3 luns@dunsifouenmnannndy 2 9 azdaeslidnnwenanan1sdins Long term stability UREN
udnlunafoueauaes wazldsumssswniusesenasnngiidmavesisn
3.4 lwnsditunzifisuenuiaondi 2 9 Qe SN IN MNENENAN TN IIANAIRIVE SN T
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NANBIAG : 81989970
1 = General requirement 189.N§TA15UEMIU Finished product EﬂLL‘UU Oral powder
2 = British Pharmacopoeia 2013

3 = Japanese Pharmacopeia 16 edition
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599m3f 3 Sterile water for Irrigation 1,000 mL

mmlszn'lﬁi'i'awi'ﬂquaswmﬁ

1. Bamn Sterile water for Irrigation 1,000 mL

2. amantianaly
2.1 juuuy Wwhunenide 1s WHE dwi Irrigation
22 dwdenay  Wifimsidiuans Antimicrobial agent wiaasau g iugmlszney®
23 Mrweuasy  UInlumouzuInriawasdn gmiuldadadon T@Uaammulﬁmaanmnm’ﬁuzussq
leateras™
24 aa1n - 5:1.4%9{1’1 UUIzNaUMILIEIAYUILANULTI TUHE® 'S'uz?uumq Wfinde tnanzdon
d30En 321 “not for injection” LLa:“J%mnﬁu%"nmm'l’.'fazm'ﬁ”@wuuuusmﬁ'mﬂ
- IWMTULLITIREN adqaﬁanﬁaw:y%‘am wiafamamsi EmLTNeULATIIIAN LTS

2898 WUKAS Tuduany it

3. AndiAN9INa®a

3.1 Finish product specification'"?
Test Item USP 35 BP 2013
1. Bacterial endotoxins NMT 0.25 EU/ mL NMT 0.5 IU / mL
2. Sterility ATIVHU ATIU
3. Water conductivity ATIINU ATIINU
4. Oxidizable substances AT ATIHU
5. Volume in container ATAVHU ATIFHU
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5980150 4 lodixanol 320 mg lodine/mL, 50 mL injection

mwﬂizn'lﬁ{i'owi‘ﬂqua‘swmﬁ

1. %'asn lodixanol 320 mg lodine/mL, 50 mL injection

2. amantianaby

2.1 Juuy Hussazmutnennidels Wiididmiesden dwivda

2.2 gmlsznay  u 1 mL Usznaudaneaen lodixanol 652 mg ﬁamgaﬁ'ﬂa‘f,aﬁu 320 mg laifignsnuFodu
gaudsznay

2.3 MTULUTTY msqlumm:msagmﬁ@ﬁsnﬂmm%aﬂ@aﬁﬂ 47aumA type | BIavaNagANTHA
polypropylene LLa:msagﬁ'msVTﬂaaﬁ'mm

2.4 28N - i:‘].ql%at]’l FUUTTNALAINIAUITAALTY TUHER 'S'ui?vumq \wfinda wanzidow

f3uen usdsmaiusnwnen lsdedaianunusraioe

- UUWMTUEUTIIEN Bt NRBd aas:q%"am WIoTarnInmse FIMUTNELUAZIWIAATINLTY

w9 wwufinde Tuiuey HiTeau

3. AMANTANINARA

wamsmw?mﬁ:ﬁqmmwLﬁuvl,ﬁmw Finished product specification W&z Drug substance specification ﬁ
graBannundrdsuatidioanis doldransoudadin T ua MmN IININTOIMITURL N NIENTNFITVIEY Vil
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3.1 Finish product specification“’

Test ltem USP 35
1. Puudaendny 95.0 - 105.0% of the L.A. of lodixanol
2. Identification test AU
3. pH 6.8-7.7
4. Bacterial endotoxins NMT 0.2 USP Endotoxin Uit / 50 mg of iodine
5. Osmolarity 270 - 310 mOsmol / kg
6. Particulate matter AT

-Ywa = 10 pm 13iifiws 6,000/container

- U@ > 25 pm Wifin 600/container

7. Volume in container ATINW
8. Free iodide NMT 0.02%
9. Sterility ATIHIU
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3.1 Finish product speciﬁcation”’

Test Iitem

USP 35

9. Impurities

lohexol related compound A : NMT 0.2%

lohexol related compound C : NMT 0.4%

lohexol related compound F : NMT 0.2%

lohexol related compound G : NMT 0.2%

lohexol related compound E : NMT 0.3%

lohexol related compound H : NMT 0.6%

lohexol - : NMT 0.6%
Overalkylated related compounds : NMT 1.0%
Any individual unspecified related compound : NMT 0.2%
Total unspecified related compounds : NMT 0.5%
Total impurities : NMT 1.5%

3.2 Drug substance specification : lodixanol™

Test item USP 35
1. ﬂ?uWMﬁ?ﬂﬂéﬁﬁty 98.6 - 101.0% of lodixanol (anhydrous basis)
2. Identification ATIWU
3. Specific rotation -0.5° fis +0.5°
'\(A. Microbial enumeration tests/specified microorganisms NMT 100 cfu/ig
5. Water NMT 4%
6. Heavy metals NMT 0.001%
7. Limit of free aromatic amine NMT 0.05%

ﬂ‘ N .
1 8. Limit of free lodine

NMT 10 mcg of iodine/g

'9 Limit of lonic compounds

NMT 0.02%, as NaCl

10. Limit of Calcium

NMT 5 mcglg

11. Limit of Methanol, isopropyl! alcohol, and methoxyethanol For each : NMT 50 mcg/g

12. Impurities

lohexol related compound B : NMT 0.2%
lohexol related compound C : NMT 0.4%
lohexol related compound F : NMT 0.2%
lohexol related compound G : NMT 0.2%
iohexol related compound E : NMT 0.3%
lohexol related compound H : NMT 0.6%
lohexol :NMT 0.6%

Total impurities : NMT 1.5%

Overalkylated related compounds : NMT 1.0%
Any invidual unspecified related compound : NMT 0.2%
Total unspecified related compounds : NMT 0.5%

o - % Y R a '3 ol o o« A4 e e o
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i’lzln’liﬁ 5 0.9% WI/V Sodium chloride Injection 50 mL

m’mﬂszn'ma'i’ow'i'ﬁquai'mmﬁ

1. B 0.9% W/V Sodium chloride Injection 50 mL

2. amaaiianaly

2.1 uuy Wuesszawuneannidas s W dwmsvdadhnaaaidond

22 dutsznay  Usznaudoden Sodium chioride 0.9% WV luil3unas 50 mL/MBUSUTTY

2.3 MIULUITY ussqlumw:msqmﬁ@ﬂswm%auuuwmaan gwitldadadien ussdfiiredniu
ussa;mtﬁuazmﬁaﬂ 110 mL

2.4 281N uuumﬁmsﬁuazm’nwumﬁﬁuﬁam szq’fiam Ul RNauaItnFIATY LasANLT
Tuntiae mOsmol/L Tunda Tununens wfindaussiaunadoudsuon lTatetaan

3. AMFNTANINAKA

Nan'ﬁm’aﬁmﬁzﬁqmmwLﬂuvl,ﬂm’m Finished product specification ez Drug substance specification
{9 o o, @ a o 4 @ P | o e
ﬁmaaamnma’ﬁmsuwummﬂu emvlmem:Luﬂumamunmuﬂm:nsmn'ﬁmmma:m ns:m’mmmimq‘u
EX o, o odl e a e o A A (A . AW oA o
muma‘ﬁmmﬁ‘l'ﬁmoamauﬁuauum*nﬂmmmalvmmﬂ nsm'lumme'lumﬂuvl,ﬂmuﬂs:mﬂni:m'm
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FITITARY L1389 32YA13187 W.91.2556 A9IUN 11 LMW W.91.2556 (mﬂs:mﬁ‘lmwnamgl,unmmﬁ 10
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3.1 Finish product specification'""”
Test ltem uUsP 35 ; BP 2013

1. USunmdrpndnagy 95.0 - 105.0% of the LA. of NaCl | 95.0 - 105.0% of the LA. of NaCl
2. Identification test AT ATIHIU
3. Bacterial endotoxins NMT 0.5 USP EU/mL NMT 0.25 IU/mL
4. pH 457.0 ATINU
5. Particulate matter AT ATIFAH
-2ua > 10 Um Jlaiviu
6,000 aumeamL
-2 > 25 Um §laiiu
600 m#n’]ﬂ/mL
6. Iron NMT 2 ppm -
7. Heavy metals NMT 0.001% ’ -
8. Sterility ATITNIN ATIN
9. Volume in container ATIFHU AU

Lk 12) O s S R UssruamensIuNg
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3.2 Drug substance specification

: Sodium chloride

(1.2)

amaNianwinaka USP 35 BP 2013

1. Ui maenday 99.0 - 105.0% of NaCl calculated on | 99.0 - 105.0% of NaCl calrulated on
dried basis dried basis

2. Identification AT AU

3. Solubility - ATIU

4. Appearance of solution AITEY ATITEY

5. Acidity or alkalinity ATITHIN AT

6. Bromides NMT 100 ppm NMT 100 ppm

7. Ferrocyanides ATITHU AT

8. lodides ATY ATITNIN

9. Nitrites NMT 0.01 ppm ATIWU

10. Phosphates NMT 25 ppm NMT 25 ppm

11. Sulphates NMT 200 ppm NMT 200 ppm

12. Aluminium NMT 0.2 ppm NMT 0.2 ppm

13. Arsenic NMT 1 ppm NMT 1 ppm

14. Barium ATV ATIVEU

15. Iron NMT 2 ppm NMT 2 ppm

16. Magnesium and alkaline-earth metals | NMT 100 ppm NMT 100 ppm

17. Heavy metals NMT 5 ppm NMT 5 ppm

18. Loss on drying NMT 0.5% NMT 0.5 %

19. Bacterial endotoxins NMT 0.5 USP EU/mL Less than 5 IU/g

20. Potassium NMT 500 ppm NMT 500 ppm

{ a o > ., a el o o A v
nangng - natinsanaiswdimaiu (waive) minTasey? wnzATEmMIle 1%zlw,mmmnmmang’mmnm’m'lﬁmagﬁ?ﬁ@?w
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2. 19NAIFTUIDINATTIMNIHAAEN |
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2.2 nadiduaingrendslszing duiadaslidumnmwitamiifeivsannaspunisniasay
SN LAz 3B I7a lUN1INEAYN GMP-PIC/S (Pharmaceutical Inspection Co-operation Science) lag

v 1 o~ @ =3 Qv
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Uszmeasendiannsefing
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3.1 NamsmsafﬁLﬂﬁ:ﬁqmmwwﬁmﬁ'm‘ﬁmaq;jl’wﬁﬂ (Certification of analysis) ‘lumjuﬁa’mﬁuﬁ'aamq
3.2 HaNTIATITIATIRA MW IANAUIEITIENEATY (Drug substance) ﬁ'l’ﬁ'l,umswﬁmmjuﬁdmﬂuﬁ‘mﬂw
vfwaosiwﬁmmLLa:;j’wﬁmi'mqﬁu
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A
718119 6 0.9% W/V Sodium chloride Injection 5 m
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1. Bam 0.9% WIV Sodium chloride Injection 5 mL

2. amaniianaly
2.1 3uuvy Wussazawlneande s Lids

2.2 gulszney  Ysznaume@asn Sodium chloride 0.9% WV luif3anas 5 mL/MTUSVIIY
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3. AMEANUANLINAKA

Nﬂﬂ'\i@li‘;ﬁ]’?tﬂﬁ:ﬁﬁmmmﬁu'lﬂmu Finished product specification waz Drug substance specification f
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3.1 Finish product specification'”

Test ltem UsP 35 BP 2013
1. USunouenendagy 95.0 - 105.0% of the LA. of NaCl | 95.0 - 105.0% of the LA. of NaCl
2. Identification test ATIVHN AU
3. Bacterial endotoxins NMT 0.5 USP EU/mL NMT 0.25 IU/mL
4. pH 45-7.0 ATIIHW
5. Particulate matter ATIU AT
-awa > 10 m Jlitfin
6,000 ayMA/mL
-wwe > 25 Um Jlaifin
600 euAA/mL
6. Iron NMT 2 ppm -
7. Heavy metals NMT 0.001% -
8. Sterility ATIFHIB ATIWU
9. Volume in container ATIVH ATITHIU
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3.2 Drug substance specification : Sodium chioride

(1.2

Test Item USP 35 BP 2013

1. PBanmaaendngy 99.0 - 105.0% of NaCl calculated on | 99.0 - 105.0% of NaCl galculated on
dried basis dried basis

2. identification ATITEU ATITHTU

3. Solubility - ATIFHIW

4. Appearance of solution ATV AT

5. Acidity or alkalinity ATIIHIM AT

6. Bromides NMT 100 ppm NMT 100 ppm

7. Ferrocyanides ATIIH ATIINY

8. lodides AT ATITEU

9. Nitrites NMT 0.01 ppm ATIHY

10. Phosphates NMT 25 ppm NMT 25 ppm

11. Sulphates NMT 200 ppm NMT 200 ppm

12. Aluminium NMT 0.2 ppm NMT 0.2 ppm

13. Arsenic NMT 1 ppm NMT 1 ppm

14. Barium ATITHY AW

15. Iron NMT 2 ppm NMT 2 ppm

16. Magnesium and alkaline-earth metals | NMT 100 ppm NMT 100 ppm

17. Heavy metals NMT 5 ppm NMT 5 ppm

18. Loss on drying NMT 0.5% NMT 0.5 %

19. Bacterial endotoxins NMT 0.5 USP EU/mL Less than 5 U/g

20. Potassium NMT 500 ppm NMT 500 ppm
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Dextrose 5% in sterile water Injection 50 mL
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1. Bagn

2. amaniianaly
2.1 gluwuy
2.2 gwilsznay
agents (Jusulsznay
2.3 MIULVITY
msgmtﬁ'uvlﬁameﬁau 110 mL
2.4 aan

Dextrose 5% in sterile water Injection 50 mL

! v T 9 s oA L7 - °
WussazaeUsennia 1y Wid dwsvdadvasaidsadn
Usznaudanaaen Dextrose 5% WV luu3anas 50 mUmzususs waz'lidl Antimicrobial
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Namim’m’imﬂzﬁqmmmﬁu'lﬂmu Finished product specification a2 Drug substance specification
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3.1 Finish product specificationm

Test item

USP 35

1. WSy

95.0 — 105.0% of the L.A. of Dextrose (C¢H,04.H,0)

2. Identification

AT

3. Bacterial endotoxins

NMT 10.0 USP Endotoxin Units / g

4. pH 32-65
5. Particulate matter AT
- a¥MATWIA > 10 pm Witfis 6,00083MA/container

- auMAIWIA > 25 pm lailfin 600 aynA/container

6. Heavy metals ATINU
7. Limit of 5-hydroxymethylfurfural and related NMT 0.25
substances

8. Sterility ATITNU

9. Volume in container
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3.2 Drug substance specification : Dextrose (CeHﬂOe.HzO)")

Test Iitem USP 35
1. Identification test ATIIU
2. Color of solution Clear
3. Specific rotation +52.6° to +53.2°
4. Acidity AT
5. Water - Hydrous form loses between 7.5% and 9.5% of its weight
- Anhydrous form loses NMT 0.5% of its weight
6. Residue on ignition NMT 0.1%
7. Chloride NMT 0.018%
8. Sulfate NMT 0.025%
9. Arsenic NMT 1 ppm
10. Heavy metal NMT 5 ppm
11. Dextrin AU
12. Soluble starch,sulfites AU
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