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1. 3oy Human Immunoglobulin Sterile Solution 5%, 5gm
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2.1 Juuuy dumssrawueaniie la wiagwdniay (Slightly opalescent) Lind viafindasdon”
22 gutsznay  Usznaveay Immunoglobulin G 5% WV 1J331@5 100 mL/Vial
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3.1 Finish product specification

(1)

Test item British Pharmacopoeia 2013
1. Identification ATI9H % #2898 Immunoelectrophoresis
2. pH 40-74
3. Osmolality Yaitiaaindn 240 mosmolikg
4. Total protein aivianin 30 g uasdidnagszwing 90-110% yasGinalusaufiasnazy
5. Protein composition 1a8 35 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 CHsg / mg 089 Immunogiobulin)
8. Prekalikrein activator 13iifin 35 1U/ML(30 g/l 184 Immunoglobulin)
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3.1 Finish product specificationm (Gia)

Test Item British Pharmacopoeia 2013
9. Anti-A and anti-B haemagglutinins 1 to 64 dilutions do not show agglutination
10. Anti-D antibodies maamumuﬁs:qlu Finished product speciﬁc;ation
@lausmslulufinnziiandu)
11. Antibody to hepatitis B surface antigen #83% Immunochemical : Fi'w‘hﬁqﬂ 0.5 1U/g wa4 immunoglobulin
12. Immunoglobulin A #2855 Immunochemical : NMT the maximum content stated on the labe!
13. Sterility A%
14. Bacterial endotoxins ATITHIM
15. Volume in container ATIININ

3.2 Drug substance specification : Human plasma o

1. Anti-HIV-1 ATITHUBAWINATIIN
2. Anti-HIV-2 ATIVUMUIIATTIN
3. Hepatitis B surface antigen ATIVHIUMVNINTTIN
4. Anti-HCV (Antibody against Hepatitis C virus) ATIVHUMVIIATTIY

wazfinang uiusIaedn Human plasma MhannaaedgunualuNnaszIRENa 1w NIBSC (National
Institue for Biological Standards and control), AABB (American Association Blood Bank), PPTA (Plasma Protein
Therapeutic Association)

nasmg 1. nsdifanaiiouusansiu (waive) miaTeseUAieT s TENsla 1ﬂ”ﬁuuamLanmwé’ngwuﬁ’ana’nﬁ\ﬁ%’uagm“ﬁﬁw
2.. Drug substance specification ﬁﬁ]’l‘im’ﬁnnluﬁl.ﬂﬂwﬁmaoﬁwﬁm drug substance WinluAAT1zW drug substance 784
Nwaﬂmmﬁ%ﬂ QUU’L@QUUV\%Q ‘ﬁ\u.lﬂ'\fﬂﬁ'ﬁ]'lLﬂﬁ'\’“ﬂiuﬂﬂ“')maﬂﬂ']“uﬂ
3. ﬂsmﬂmﬁuu@wﬂﬂLﬂﬂ%ﬂma@ﬂn“ia'}ﬂnﬂﬂ Naqﬂaﬂluhﬂa’ﬁﬂqsuﬂq LW]ﬂ']S@Iﬁ'J'ﬁTJLﬂi']u“?JB\’NLauﬂi'\ﬂ'ﬂ.“ﬂi\‘]nu
Lﬂa’ﬁ@n?ﬂ@n““ﬂiﬁ@wfJ']U']ﬂiJs”ﬂ']ﬂ Ti10Y ﬂ'mENLﬂa’ﬂ@'\?ﬂmﬂ“n'}']ﬂi“n’]ﬁﬂs"ﬂf}qaqmsma’ﬂ [S130] L'Umﬁ’\m
W.¢. 2556 V\Taa'\\’a\’@']uLﬂa’ﬂ@nfuuanLﬂuﬂfﬂ']ﬂﬂizﬂ']ﬂﬂszﬂﬂﬂmmsmqm Lwalmﬂ(im’ﬁLL'M’uu Iﬂm%ﬂﬁqaﬂwua
‘Uaﬂﬂmnﬁi&lﬂ'\sﬂi:ﬂ')ﬂﬂﬂ'\ﬂ'\

Gdonladug
1, e’?‘nmmwmmanmsms"l@’f%’uagszyw%mnﬁws’iﬁuanl,ﬂlaa‘i'mmuluﬂszmﬁvlm wazdLAd (declare)
URRINE®
11 ’Luéﬂﬁ'ryms'i'fuml,ﬁﬂu@iﬁum (8.2 8.3 N10.4 LRIUANTH)
1.1.1 lwnsdifiduenfnaaludssmalng wanets ne.2
1.1.2 ‘LuﬂitﬁﬁtﬂumﬁﬁLﬁﬁLﬁﬂﬂ’liLLﬂdUﬁQ waehs ne.3
1.1.3 lunsaimdueninghanddsane wanois nu.4

4 zt o (3
(G Eki12) YO nNITUMT (849%8) \YK NIIWMI

WBENTWT ARITTNIA) (WWRNINTS Myaniat)

winii2isamsii1gaiiB32i2560



12 ludwatunafouen ne.1/.1 vesnfiauenan wiaumeazEueiaTam LN WMWIBINRA AT
muﬁifumlﬁﬂu (finished product specification) LLa:ﬁ'aﬁwmﬂQmN’IW’ﬂad’quﬁU (drug substance specification)
nst’iﬁags:wi’mmsl,ﬂﬁUuLLﬂamﬁ”Lmﬁ'mau =RBIUULLANETEWMWENEMTUBLA L (81.5) N W3aw finished
product specification Laz/%38 Drug substance specification Tagvaurd lunawiudszmeadsznmanadidnnsafing
wazlainfin 2 9 o Sudemedszmenadidinnsafing

2. LlaNFIFUIDINAIFIMMIHRAEN
21 nsdigmdaluszmalng ;"{Nﬁmﬁ’aaﬁLanmﬁusaqmmsgﬂumswﬁmmmwé‘nmm‘ﬁuaﬁ%msﬁﬁ‘lu

MsWa®EN PIC/S (Pharmaceutical Inspection Co-operation Scheme) lagwviatinu PIC/S participating authorities

w3D ﬁLanms%’mawwsg'mn'ﬁw'ﬁmmmwé’nancﬁua:%%msﬁﬁlumwﬁmmmaaa"’lﬁfmmﬂmnssums

2MITUBTH NITNTWETITUGD 2 itmuatulasfanusenasasussiafisurunaninaeiuaz3smenain
nsuaaen PIC/S Tununanfliauasy aﬁuai'\q@mmaumsmwaaﬂ@ﬂﬁwams%'maoﬁﬁuﬂs:mﬂ
dszmenandidnniefing

22 nsdfduensingreinestszna frdadaiianmsiusesnaspunsniammamaninoisiua:
38msfialumInaaen GMP a8 GMP/PICs (Pharmaceutical Inspection Co-operation Science) Tatmvianyu

PIC/S participating authorities 21jLa"g® musaumsaerelasdnanissusesiiviudszmeatszmana

iinnseiind nieanyasandw uduensdl

3. Lanm‘sﬂmmwﬂaomﬁtauaiﬂm (Fuwnnane)

3.1 Namsmm%mﬁ:ﬁqmwwwﬁmﬁmﬁmaaﬁwﬁm (Certification of analysis) 'lums;uﬁml,ﬂuﬁ"aazm

3.2 WanIaTIAe TR MWIRgALYesaILNdnTy (Drug substance) ﬁl‘ﬁ’l,umswﬁﬂméuﬁdmﬂmﬁasjw
v'i’waacjwﬁmmuaz;jwﬁmi‘mqﬁu

3.3 luns@idunsifougnanannnii 2 9 azdasdidiunwansransnen Long term stability enafifn
dandulunedoueanusas uazldiunmsasnususesenssanglisiwiavesnssm

3.4 lunsditunaifougnantannd 2 9 ssdasddmnnmuwinonsmsdnmanuadivasmenuiiou
wadnlunzifoueanuaes werldsunsannususesenmsnngiidinavasuiem

3.5 1anATTUTAITUNNINGA (ot release) nnnsuinsengasmsunng neznsnammyngy®

3.6 Wasnnidlungaiag Wusamangiunsfinsmaeaddinluanws Clinical trial) falszinnmmwmsinm

LaznathafpsvastnaatatielEf lesumstunsd suanginaunmenIsmIamuazenvestszne Ine

Taonamsanndasfiszinsmwmssnsn lidasnnenduuwy weldsumsaRaiisunslunsemmiounwn s

\Befiold

(nszﬁifunmﬁyu@hfumuuumif"n'hzﬂmj (lenafousuuy NB) snids msusunangun1sAnesmIndin)

4. Ar88198n

4.1 disuaan sesdsaatnisnagiaies 3 wipUTIIAIN Fadumunuusasnuasiioeldasutiu
muﬁﬁmu@luﬁﬁaqmauﬂ‘ﬁﬂ”ﬂﬁﬁwﬁu

5. msﬂizﬁ’uqmmwmﬁaiwau (wEAILENEITNITULIZNN)

5.1 mﬁﬁwauﬁaoﬁmql’ﬂsﬂ;iﬁaﬂmfﬁ 1 9 WuanniusIvay

p KW
(84%8) / UseFIUAHENITUNNT

nITUNIT

(NS ARITTRWIA) (ENTs Mgawiant)

winfi3Imen1sigaiB32/2560



5.2 mnmmﬁﬁwau m:ﬁaoahﬁ'ummwmU‘L'us”usa\'iNams@mﬁmﬂ:ﬁmiuﬁdwau
5.3 nsﬁﬁumﬂi'ﬁimsﬁﬁmszﬁué‘sazi’mm'ﬁ'dwauw‘w‘aﬂ'omaﬁmﬁ:ﬁqmmw PHIETITNTITYWIIFe
favvaalatng IﬂU;‘meUfﬂ:@TﬂadomL'ﬁ'uSnmu'ﬁwmuﬁ'vxmmwmsa’am’;ﬁmﬁ:vfua:Lﬂu;ﬁ‘uﬁmau
ﬁﬂ'lii”ahﬂ'ﬁLﬁﬂ’aaﬁ"aolunwsmsaﬁmiwm‘qmmw nsrﬁﬁwuiwm’laﬁﬁu’lﬂmuqmé’numxm‘m: WHIBTITNNTV
FmEN T LSURNTIIMIEUETIANENAINENI789 ijlnULLﬂ:/%%ﬂQNﬁﬂluﬂ%@@iavlﬂ
5.4 ;jmwa:éfaﬁ'un,ﬂﬁuuml,ﬁam’l,na”ﬂmmq wiallaiansFeusnwaaodszmsla g nawiwualaslid
Gouly
5.5 srUUMIALLATassedaauiuL Cold chain system fildan@sguaamaninmat good storage practice
(GSP) az good distribution practice (GDP) Tosugaaanmsdsznay
6. flananan (Ju1n) Bnsanlienidandyginawasuivue Gaii
6.1 nsz’iwamiqumaﬁmsﬂ:ﬁmﬁmnnm"’mmmawfmmwnﬂ&iLﬂuvLﬂmummgﬂmTaﬁ'mu@
6.2 NIBNAAN T uwﬁmﬁgnﬁnmﬁuﬁmwnﬁ AINAAlALENINNUAMATIIMIOWNTUAZEN TWTaF Y
fynardensiny
6.3 ns:ﬁwuﬁvrqummwmnwﬁmﬁmfﬁﬁmaahNaeiaﬂs:§°nﬁwaLLazmwﬂaa@ﬁmagﬂwﬁ"'{ﬁ%’um
7. %mmwmwam’mﬁﬂ%"l;ﬁuﬁmsmwﬁmﬁmﬁmﬁﬁﬂs:i’ﬁgnL‘%'unLﬁuﬁuT@Uﬁﬁﬁmmﬂmznswms
awsuasenuzesaan 1 Jnewiulszmeadszmenadidnnsafing

EBIT #1984937N
1 = British Pharmacopeia 2013

2 = nynirnyihdensiusasiumntanuaulgiuniduiiag w.a.2553

................................................................... YT UAHENTIUMT

4 A
RN 0) NSO O nsIUNg GEkE) J LR nTTUMS
(WDANTNT AFITTANIA) (WMWY Migyawienl)

nﬁ'l?'luﬂumsﬁmaﬁmﬂzsso



i’lﬂa:t?jﬂﬂﬂmﬁnﬂmzmmzuuuﬁ'lmanaﬁmsﬁ'ﬁ%mmﬁm‘ﬁm
1azNn B32/2560
5181151 2 lopamidol sterile solution 612.4 mg/mL (300 mg lodine), 100 mL
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1. Bamn lopamidol sterile solution 612.4 mg/mL (300 mg lodine), 100 mL

2. ansdsnianalyl
2.1 jluuy iussazaednannids dndude
2.2 ndsznay w1 mL Ysznaudla@lsn lopamidol 612.4 mg (300 mg lodine) Lm:'lugm@‘h%’uﬁmiﬁ
1w suitable buffers Waz Edetate Calcium Disodium (:4 Stabilizer) Usunaudnstasidu
gulsznay
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Namsmaﬁmsﬂ:ﬁqmmwu,ﬂu"l,ﬂmu Finished product specification iL82 Drug substance specification ‘ﬁ
Sradsnnindrduatudaiu doldvenzidoudadninauamenisnisemisuazn NIENTNENDVIUGY it
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3.1 Finish product specification®
Test Iltem USP 38 BP 2013
1. U?mmﬁ”;mﬁmvty 95.0 - 105.0% of the L.A. of lopamidol 95.0 - 105.0% of the L.A. of lopamidol
2. Identification ATITNIH ATV
3. Bacterial endotoxins NMT 0.6 USP EU/mg of iodine NMT 0.7 IU per mL
4. pH 65-7.5 65-7.5
5. Particulate matter AN ATIINIY
- BRMATUIG 2 10 pm
lsiifin 6,000 aymn
- BUMATWIA > 25 um
lsivin 600 oy
6. Free aromatic amines NMT 0.05% NMT 500 ppm
7. Free iodine IV A3
8. Limit of free iodide NMT 0.04 mg of iodide/mL NMT 40 ppm
9. Sterility ATINN ATITN
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(1:42)

3.1 Finish product specification'”® (qa)

Test item USP 38 BP 2013
10. Volume in container AT AT
11. Related substances - - Impurity H or | : NMT 0.5%

- the area of any other secondary peak : NMT
0.1%
- the sum of the areas of any secondary peaks

other than impurities H and |

: NMT 0.2%
3.2 Drug substance specification : lopamidol mee
Test Item USP 38 BP 2013

1. ﬂ?mmﬁ‘;mé’ﬁm‘, 98.0 - 101.0% of lopamidol 98.5 - 101.0% of lopamidol
(calculated on the dried basis) (calculated on the dried substance)

2. Identification ATITHIU AU

3. Appearance of solution - Clear and colourless

4. Acidity or alkalinity - ATIIHU

5. Specific rotation -4.6° t0 -5.2° -4.6° to -5.2° (Dried substance)

6. Loss on drying NMT 0.5% NMT 0.5%

7. Residue on ignition NMT 0.1% -

8. Sulfated ash - NMT 0.1%

9. Bacterial endotoxins - Less than 1.4 1U/g

10. Free aromatic amines NMT 0.02% NMT 200 ppm

11. Free iodine ATV NMT 10 ppm

12. Limit of free lodide NMT 0.001% NMT 10 ppm

13. Free acid or alkali ATIIHY -

14. Heavy metals NMT 0.001% NMT 10 ppm

15. Related compounds By liguid chromatography By liquid chromatography
- Monocarboxylic acid : NMT 0.1% - Sum of impurities H and | : NMT 0.5%
- lopamidd related compound B : NMT 0.1% | - Impurities A, B, C,D,E, F, G, J,K
- lopamidol related compound C and 2- : for each impurity, NMT 0.1%
chloro derivative : NMT 0.5% - Any other impurity : for each Impurity,
- 2,3-Dihydroxypropyl isomer : NMT 0.1% NMT 0.1%
- Diiodo derivative : NMT 0.1% - Sum of impurities other than H and |
- Any other individual impurity : for each 1 NMT 0.2%
Impurity, NMT 0.1%
-Total impurities, other than iopamidol
related compound C and 2-chloro-
derivative : NMT 0.2%
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1 = The United States Pharmacopoeia 38

2 = British Pharmacopoeia 2013

UszmuamuenTsuns

N3IINNT

(WBENDWT ARITTANS) (WIFNINTS Migawdaid)

winfldiannin2yefiB32/2560



