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Methylprednisolone 1 g powder and solvent for solution for injection/infusion

1. Foen Methylprednisolone 1 g powder and solvent for solution for injection/infusion
2. qruantAvialy
2.1 juwy Wunsesannide v dwmsuda IV vde IM

2.2 dulszneu  Usenaumedign Methylprednisolone Sodium Succinate %58
Methylprednisolone Hemisuccinate ii?qamgaﬁu Methylprednisolone 1,000
mg Tu 1vial
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3. puaNUANIamaia

Nan'ﬁﬂ‘n'ﬁLﬂ'iﬁzﬁf]mmmﬂﬂﬂm’m Finished product specification Wag Drug Substance
specification fi81sdsanindusSuatiuideaiu Felsaaveideusaddnauangnssunsewazen
NIENTNATITUGY mindumsuildsdenivatuiifisuimielmininnasgundysulamiu
vils MaUsENIANSENTIETEITNEY 1309 SEUREUEN WA, 2561 aviufl 6 Sunmaw 2561 (awszmelu
sRRIEUNIILR 12 nuAIUS 2562)

3.1 Finished product specification: USP 41

) Test Items Specifications
3.1.1 | Identification Meet the requirements
3.1.2 | Assay 90.0% - 110.0% of the labeled amount of
methylprednisolone
3.1.3 | Free methylprednisolone NMT 6.6% of the labeled amount of
methylprednisolone
3.1.4 | Uniformity of dosage unit* Meet the requirements
3.1.5 | pH 7.0-8.0
3.1.6 | Sterility tests Meet the requirements
NsUNS Ng
| I —— ——— - .. i) /R 3 NE IILONG e

(UN.f (ney.flnen Fuariag) (ney. 013 MULE)
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3.1.7 | Bacterial endotoxins NMT 0.17 USP endotoxin units/mg of
methylprednisolone

3.1.8 | Loss on drying NMT 2.0%

3.1.9 | Constituted solution Meet the requirements

3.1.10 | Particulate matter
- Particles larger than10 pm NMT 6,000 particles/container
- Particles larger than 25 um NMT 600 particles/container

3.2 Drug substance specification: Methylprednisolone hemisuccinate

D Test Items USP 41

3.2.1 | Identification Meet the requirements

3.2.2 | Assay 97.0% - 103.0% of the labeled amount of
Methylprednisolone hemisuccinate (on the dried basis)

3.2.3 | Residue on ignition NMT 0.2%

3.2.4 | Organic impurities - Any individual impurity: NMT 1.0%
- Total impurities: NMT 2.0%

3.2.5 | Specific optical rotation | +87° to +95°

3.2.6 | Loss on drying NMT 1.0%

3.3 Drug substance specification: Methylprednisolone sodium succinate

49 Test Items USP 41
3.2.1 | Identification Meet the requirements
3.2.2 | Assay 97.0% - 103.0% of the labeled amount of
Methylprednisolone sodium succinate (on the dried basis)
3.2.3 | Sodium content 4.49% - 4.77% on the dried basis
3.2.4 | Specific optical rotation | +96° to +104°
3.2.5 | Loss on drying NMT 3.0%

waeg - *seyidie Dissolution AU Uniformity of dosage units....... iluuenansuamisazgensa
Msas29Aey vandilauwdslilulu CoA
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4.1.1 'lue‘l'”lﬁ'mﬂ"rs%'"uwmﬂauﬁﬁum (v18.2 8.3 M4 Y50 82 LauAnsil)

812 Tudwetunudeu ne.1/e.1 veseriauesan wiouswasBuaadonsamuny
Flmmw‘UE}dwamﬁmﬁmuﬁ‘ﬁuwmﬁﬂu (finished product specification) uag
Formunauamuasingiu (Drug Substance specification) nsdiilagszming
mswasuwasudlufindy awfosuuuionarsnsvaudly (8.5) imiou finished
product specification waz/%38 Drug Substance specification

4.2 BNANTIUTBINTFIUNSHEREN

421  nsdinewaniulsemelne guandesdidiunnmeenisdesusennmsgunuan
BINUNANINETIE NS inlUNIEREA PIC/S (Pharmaceutical Inspection Co-
operation Scheme) Tnenieau PIC/S participating authorities wsedlonans
FusBuNATHIUNSRARE M IANINUeIaEIB NRluN AR e s iR
ARIENTIUANTOIMTUAZE NIENTHAITAY Fafmustulneiniuasnados
waziaisufundninaiuasisnsaialunssanen PIC/S lumnaeiiiiausune
aduaganuseunsessasulneiinanisiusesfieiuiusemeusznmansandidn
Instind

422 nsdmdueninihandeussna guandesiiionansiusewnnsguntsnanginy
wanInMeIsNsAnluMsHAnET PIC/S (Pharmaceutical Inspection Co -
operation Scheme) laamizeu PIC/S Participating authorities aUua1gany
seunsnsvasulaeinansiusesieiuiivssnmaszninsadidninsindvie
naonIEINLAILANTA

4.3 1BNANTAMAINYDIIAUDTIAN

431 HaNIRTNIATIBARUN MREN T veINER (Certification of analysis of
finished product) Tugnjuitdsinets

432 wanmsiezdRuAIngivyesiendfey (Certification of analysis drug
substance) '.'ﬁ"l'ﬁ‘lum'swﬁmméuﬁa’aL{lua‘hafhe.ﬁ"waaﬁwﬁmmu,ascﬁwﬁmi’mqﬁu

433 lenasviendngududuanuduiusseninsjumndnvesingivuesiaed gy
(Drug substance) 98 4.3.2 fusunsnanvednsinsiansagy (finished
product) 99 4.3.1

434 wamsAne Long term stability A1 ASEAN guideline on stability study of
drug product maam*ﬁ'wmaﬁlmmﬁlﬁﬁuwzLﬂauli'ﬁ’uﬁﬁﬁﬂmuﬂmsm'ﬁums
IMMIUATET NTTNTIANTITUEY
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455 syuumsiiulazdndseiildunsgrumumaninast GSP (Good Storage
Practice) ua¥ GDP (Good Distribution Practice) lnguansanaisusznau (1
wansenasTFTUMITuTBISTUL)
4.6 @SB
4.6.1 NaMsINNAIILN Elemental impurities %391 Risk assessment report for
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