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qmé’n WUSLIRNWIZUDIN

Water solution for injection/infusion, 100 mL bag

1. %a&m
2. quandAalY
21  qluwu
22  dwlsznou
23 WIAUTY
24 AYUBUTIY

Water solution for injection/infusion, 100 mL bag

Huansazanelausmnde Lifd dwiudadmavasaidens
Usznausy Sterile water for injection
100 ml

ﬁw%’umsqa*ﬁmﬂmﬂmnﬁa Auswanannwtin polypropylene
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Namim5‘)'&13Lﬂi’lsﬁqmn‘1wﬂu‘lﬂmu Finished product specification wag Drug Substance
specification fignadsanundusiiduatiuiiieasu Faldaaveidousedinnuanenssumsemnsuaze NSEnsie
A51IUEY ﬁ%ﬁmé’ﬂﬁﬁufﬁiﬁwﬁqﬁaaLf‘Juaﬁ'Uﬁl,ﬁﬂuwi'nﬁa'lw:u'ﬂ'i'lmmsgwumﬁ%ﬁw%’u’lﬂﬁw%‘wﬁa muUTENIe
NSENTNASITUAY 1309 SEYFUL WA 2561 aeiudl 6 Suanaw 2561 (asUszmalusvisanuuneiui 12

NUANUS 2562)

3.1 Finished product specification:

Test items

USP 41

BP 2016

1.Acidity of alkalinity/ pH

Meet the requirements

2.Total organic carbon

Meet the requirements

3.Water conductivity Meet the requirements Maximum 25 pS.crr{1
4.0Oxidisable substances Meet the requirements Meet the requirements
5.Chloride - Maximum 0.5 ppm ™
6.Nitrates - Maximum 0.2 ppm
7.Aluminum - Maximum 10 ppb
8.Sulfates - Meet the requirements

9. Ammonium

Maximum 0.2 ppm

10.Calcium and Magnesium

Meet the requirements

11.Residue on evaporation

Maximum 3 mg (0.003%)

12. Particulate matter

Meet the requirements

Meet the requirements

A33UNNT

(ney.aniinT Beaznn?)
GPU 1101639 [V2501]

(ney. vifyvun 5998)

(nEy.01NA3 uzd)




| -size 210 um: NMT 6,000 particles/container
-size 225 um: NMT 600 particles/container

13.Sterility tests Meet the requirements Meet the requirements
14 Bacterial endotoxins Less than 0.25 USP EU/ml Less than 0.25 1U/ml
15.Volume in container Meet the requirements Meet the requirements

3.2 Drug substance specification: Water for injection

Test items USP 41 BP 2016
1.Total organic carbon Meet the requirements Maximum 0.5 mg/L
2.Water conductivity Meet the requirements Meet the requirements
3.Bacterial endotoxin Less than 0.25 USP endotoxin unit/ml Less than 0.25 IU/ml
4 Nitrates - Maximum 0.2 ppm
5.Aluminium - Maximum 10 ppb

4. Joulvdu 9
4.1 wnansnsldsuaygntunsdouhiueitesmireluusemalng uazdun (declare) uvawan
411 luddymstunadeusfue ve.2 ne.3 ne.d vie 8.2 udusinsd)
412 Tushwotunsidou vie.1/6.1 veseniauesian WIBUTWAUBIATITENITAIUALARIAIN
voawAnSasimuiitunzdiou (finished product specification) KATURNMVUAAMNINUDY
MQ#U (Drug Substance specification) niﬂﬁaEJ'S:WJ’Nmnﬂﬁ&muﬂamﬁlmﬁmﬁu
wADIMUVLENAINM VDALY (8.5) N MFou finished product specification wag/73e
Drug Substance specification
4.2 LNANITUTDANNTTIUM INENET
421  nsdivwdnlulsemalve guandosidiunmdemideusennasgiumsuangin
VENNUSTIBMSTRLNNSHEREN PIC/S (Pharmaceutical Inspection Co-operation
Scheme) lnewuagau PIC/S participating authorities ¥3afitenanssusawnnsgIUNS
NAREIMMANINILAEIE M STIRIUN SRR Bsd T RN NS IINTe S IAYEN
AsEVITNANEISAGY Sermuniulneinudenndssasiaifisufundninasiuay3snsia
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WENNIIS NS TRuNSHEREN PIC/S (Pharmaceutical Inspection Co-operation
Scheme) Ingvuaeau PIC/S Participating authorities aUUa1dARNTBUNSASIVEBY
Taeiinanssusesiisiuiussmeusemesandidninstindvenasnetgnudusnsdl
4.3 Li)nm'iﬁmmwmmmﬁmuaﬂm
431 WaMINTIVIATIRVRUN AR UIIUBIHER (Certification of analysis of finished
product) lugnjuiidsiegng
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4.3.2

433

4.3.4

4.4 Avy1En
441

HANTIATIIRUATWINGAUTBIFIEdATY (Certification of analysis drug substance)
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substance) ¥ 4.3.2 fugunsudnvesndnsinueidniagy (finished product) 9o 4.3.1
Nan13AN®WI Long term stability ®13 ASEAN guideline on stability study of drug
product masatasegrestltunaoulifudinnunuenssunmsemsiagen
NIENTNEATITUY
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4.5.1
4.5.2
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4.6 fiaussian
4.6.1
4.6.2

4.6.3
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Water solution for injection/infusion, 100 mL bag
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5.naueiusiiuysEansnmnesian (Price Performance)
Water solution for injection/infusion, 100 mL bag

GPU 1101639 [V2501]
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