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818n Oxaliplatin 150 mg/30 ml injection

1. Foen Oxaliplatin 150 mg/30 ml injection
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Namsm’;ﬁmi’]zﬁ@mmmﬂuiﬂm:u finished product specification wag drug substance
specification fig1sdesmnindusifuatuientu dsldanadourodinnunnenssunisemsuassn
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3.1 Finished product specification: Oxaliplatin 150 mg injection, USP 41

3.1.1 Identification Meet the requirement

3.1.2 Assay 90.0-110.0% of the L.A. of Oxaliplatin

3.1.3 Bacterial endotoxins Not more than 1.0 endotoxin EU/mg
of Oxaliplatin

3.1.4 Sterility test Meet the requirement

3.15 pH 4.0-7.0

3.1.6 Volume in containers 100-110% of L.A.
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3.1.7 Impurities
- Oxalic acid
- (SP-4-2)-Diaqua [(1R,2R)-
cyclohexane-1,2-diamine-N,N7 platinum
- Diaguodiaminocyclo-hexaneplatinum dimer
- Any individual unspecified impurity

- Total impurities

3.1.8 Particulate matter

- 9119 > 10 Mm laliAu 6000/container

- 9UR 2 25 Um laitiiu 600/container

3.2 Drug substance specification: Oxaliplatin, USP 41

3.2.1 Identification
3.2.2 USunadaendAgy

3.1.3 Silver
3.1.4 Platinum

3.1.5 Related substances
- Oxalic acid
- Oxaliplatin related compound C
- (SP-4-2)-Diagua [(1R,2R)- cyclohexane-
1,2-diarmine-N,N7 platinum
- Diaquodiamino-cyclohexane-platinum dimer
- Any individual unspecified impurity
- Total impurities
- Oxaliplatin related compound D
3.1.6 Acidity
3.1.7 Bacterial endotoxins

3.1.8 Loss on drying

Not more than 0.60%
Not more than 0.65%

Not more than 0.50%
Not more than 0.20%

Not more than 2.45%

Meet the requirement

Meet the requirement

Meet the requirement

98.0-102.0% of oxaliplatin,
~(dried basis)

Not more than 5 ppm
48.1%-50.1% of the
Oxaliplatin (dried basis)

Not more than 0.10%
Not more than 0.10%

 Not more than 0.10%

Not more than 0.10%
Not more than 0.10%
Not more than 0.30%
Not more than 0.1%

Meet the requirement

Not more than 1.0 EU/mg of

Oxaliplatin
Not more than 0.50%
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3.1.9 Microbial limits

- Total aerobic microbial count Not more than 20 cfu/eg
- Total combined molds and yeast count Not more than 5 cfu/e
3.1.10 Specific optical rotation +74.5° to +78.0° (at 20°)
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4.2 NANTTUTOINTFIUNITNERE
421  nvdemdaluvssindlnedudndodiienatsiusewnasgunisuingmundninnsiuay
A3 nsfislunisudnenlu PIC/S (Pharmaceutical Inspection Co-operation Scheme)
Inemitagan PIC/S participating authorities #38ilonan33UT0IATFIUNITHENL AN
vdninasiuaziSnsialunmmdneivesdiniuanznITIATEIMITLAZET NTENT
ans13aun BeimuadulnedianusenadowazinfieutundninasivasiBnsiirluns
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422 nsfnsddandwseneg grindeionanssusesnnsgunsHanInunsninae
wazdsnsilunisudnen PIC/S (Pharmaceutical Inspection Co-operation Scheme)
Tnaniaga1u PIC/S participating authorities atusganuseunsasisaeulneinanis
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431 wamsaswleseinanedndusiendiiogireiin (certificate of analysis of
finished product) Iuaﬁéuﬁﬁalﬂuﬁqaéw .
432 wansaTvlaseiaunningauresiiend1fey (certificate of analysis of drug
substance) Mlilumsnanenuiidududedrmiswesnaneuasiiiningd
433  lenasvisendng ubudumnudmiusseningunsuanvesingfuvesiedAy (drug
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swmsdnsadnneiuazdugfuinvoumlidwiiindedunsnseiinssiamnm
nsdifiwudreTlidulumunadnuasiams mhessmsveaaudns bifufinsunnis
ueTeeiinanvesfiauesm (ue) uas/mieduasluadisiely
4.4.4 fauerien ({ue) sxdesiudsusilenlndvuneny vialainnsideuaningie
Usymslag reufvun Tnglufidoul
4.4.5 nsdhfunitiesfiuinugumgll 2-8 ssrnwaldea dosdlienansuaniuaziusesindisyuy
nsifiuLazdndsendu cold chain system Aldasgrundninassi Good Storage
Practice (GSP) Waw Good Distribution Practice (GDP)
4.4.6 nsdlfiuiifesarmonsy/viodensneuld dosinansAnwaunenmudnsazane
way/vsedonslufivhazaereg asudaunia ASEAN Stability Study Guideline 7
aamgf 30 °C laltfeyndn 2 batch
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#1Liln Phenytoin 100 mg prolonged-release capsule

1. Foen vudin Phenytoin 100 mg prolonged-release capsule
2. AnuantATialY

2.1 sUuuy gurUgarila prolonged-release capsule

2.2 dnlszneu Tu 1 in Uszneumesiiegn phenytoin sodium 100 mg
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3. gauantivnamalinves finished product
wan1sasradasnzinunimduluniy finished product specification wag drug substance
specification 7ig19891nLndassuatuientu dddaansdoused inauanznssunisemnuaszen
nsEnTNEIINEY Tinduinuiligredsentuatuiifisumiwdeluiniwnmsgunduiiulasisu
Wik ATUUSENIANTENTESNTAIEY Jaq LYY WA 2561 aviudl 6 Suaw 2561 (asUsennsly
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3.1 Finished product specification: Extended phenytoin sodium capsule
3.1.1 Identification Meet the requirement
3.1.2  Assay 95.0-105.0% of labelled amount of
phenytoin sodium

3.1.3 Dissolution time - Not more than 45% (Q) of the labeled

amount of phenytoin is dissolved in 30 minutes

- Not more than 60% (Q) of the labeled

amount of phenytoin is dissolved in 60 minutes

- Not more than 70% (Q) of the labeled

amount of phenytoin is dissolved in 120 minutes
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3.1.4  Uniformity of dosage units

3.1.5  Impurities

Meet the requirement

Meet the requirement

3,2 Drug substance specification: tianda (A) w3ate (B) agrslaatnmils

(A) Phenytoin sodium USP40
1. Identification

2. Assay

3. Loss on drying
4. Related compounds

- compound A

- compound B

- Benzophenone

- Total impurities

(excluding Benzophenone)

(B) Phenytoin sodium BP2016
1. ldentification

2. Assay

3. Acidity or alkalinity
4. Related substance
- Impurity E
- Impurity C
- Impurity D
- Unspecified impurities
- Total impurities
5. Heavy metals
6. Loss on drying
7. Sulfated ash

~ Meet the requirement

98.0-102.0% of phenytoin sodium
{on the dried basis)
Not more than 2.5%

Not more than 0.5%
Not more than 0.9%
Not more than 0.1%
Not more than 0.9%

Meet the requirement
99.0-101.0% of phenytoin sodium
(anhydrous substance)

Meet the requirement

Not more than 0.3%
Not more than 0.2%
Not more than 0.1%
Not more than 0.1%
Not more than 0.5%
Maximum 10 ppm
Maximum 0.5%

Maximum 0.1%
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Recombinant antihemophitic factor VI, Moroctocog alfa 500 IU for injection

1.‘7;@21’]3]’@1/1'1\3%}'1 Recombinant antihemophilic factor VIII, Moroctocog alfa 500 1U

for injection

2.amuantAnaly
2.1 guuu Hurgsnidedun viewdessou dniuia
2.2 dassneu Tu 1 97m Yszneumesien Moroctocog alfa (Recombinant coagulation
factor VIIf) 500 U
2.3 N1YUTUTIY ussglunvurusTgedaUnaonde wiondwinarans uasgagUnsal
dwsumsagangeussNTiunges
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3. AausuUAnematia

3.1 Finished product specification

3.1.1 lIdentification Meet the requirement
3.1.2 Potency Meet the requirement
3.1.3 Particulate matter
- qun > 10 um ity 6,000/container Meet the requirement
- un > 25 um Lty 600/ container Meet the requirement
3.1.4  Sterility Meet the requirement
3.1.5 Bacterial endotoxins Meet the requirement
316 pH Meet the requirement
3.1.7 Osmolarity Meet the requirement
3.1.8 Purity Meet the requirement
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