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3. amaNGMIINata

1. USinmudaendney

3.1 Finish product specification™?

92.5 - 107.5% of the L.A. of
Azathioprine

93.0 - 107.0% of the L.A. of

Azathioprine

2. Identification

NTNHIU

AU

3. Dissolution

dasazmslikaundn 70%(Q) of the
L.A. of Azathioprine Twiaa1 45 i

dasemolikanndn 75%(Q) of the
L.A. of Azathioprine lui7a1 30 wifi

4. Uniformity of dosage units

ATIIHIU

ATV

5. 5-Chloro-1-methyl-4-nitromidazole

and 6- mercaptopurine

ATHUAILIT Thin-layer

chromatography
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3.2 Drug substance specification : Azathioprine'™®

1. USanmdaendy 98.5 -101.0% of the L.A. of azathioprine 98.0 - 102.0% of the L.A. of azathioprine
(dried substances) (calculated on the dried basis)
2. Identification AU AU
3. Related substance/ - Impurities A, B : for each impurity, - Azathioprine related compound A
Organic impurities NMT 0.15% : NMT 0.15%
~ Unspecified impurities : for each impurity, - Mercaptopurine : NMT 0.15%
NMT 0.10% - Azathioprine related compound G
- Total : NMT 0.5% :NMT 0.10%

- Any other unspecified impurity : NMT 0.10% ]
- Total impurities : NMT 0.5%

4. Loss on drying NMT 1.0% of its weight NMT 1.0% of its weight
5. Sulfated ash NMT 0.1% -
6. Residue on ignition - NMT 0.1%
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1. 8asn Iron sucrose injection 100 mg/5mL

2. amanvan iy

21 guuy Wugndatnennide dadu Complex 984 Ferric hydroxide Nl sucrose §1%sUGa
2.2 dwilsznay Usznaudae elemental iron 100 mg/5 mL %84 Iron sucrose injection USanas 5 mUMIuzLTy
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3. AnaNLiGMINAlLA

3.1 Finish product sgecification“"‘z)

1. YSunmuen tdagy 95.0 - 105.0% of the L.A. of iron 95.0 - 105.0% of the L.A. of iron
260 - 340 mg/ml of sucrose 90.0 - 110.0% of the L.A. of sucrose

2. Identification AT AU

3. Specific gravity 1.135 - 1,165 -

4. Bacterial endotoxins NMT 3.7 USP EU/mg of Iron NMT 0.50 1U/mg of iron

5. pH 105-11.1 10.5-11.0

6. Osmolarity 1150 - 1350 mOsmol/L 1150 - 1350 mosmol/kg

7. Absence of low-molecular weight | @579 % -

Fe(ll) and Fe(lll) complexes

8. Turbidity 44-53 . -
9. Limit of iron NMT 0.4% (W) -
10. Content of chloride 0.012% - 0.025% . ATIMNIU
11. Arsenic - ATHIU
o
o
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3.1 Finish product specification™? (Giﬂ)

12. Copper ~ | aTaeru
13. Lead - AWMU
14. Particulate matter ATIINIU ATITHIU

- 83MATUIA 2 10 um 'lsiifAin 6,000 aumA
- amaIwe > 25 pm lailfiu 600 auMA

15. Sterility ATIN ATIIN

16. Extractable volume ATIINIU ATIVHIU
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180151 3 Methylprednisolone sodium succinate for injection 1 gm
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1. #aen Methylprednisolone sodium succinate for injection 1 gm

2. anbatiana
A’ ol o -
2.1 3‘1JLL1J‘1J LﬂuNﬂU']ﬂﬂﬁﬁﬂﬂL‘ﬁﬂﬁm?? Rk byl
22 smusznay Usznaudapdaen Methylprednisolone sodium succinate N8uyany Methylprednisolone 1 gm
% 1 vial
al o X a
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3. amduinmamnaia

3.1 Finish product specification”

1. ﬂ?mmmmmﬂzy 90.0 - 110.0% of the L.A. of Methylprednisolone
2. Identification ATV
3. Free methylprednisolone NMT 6.6% of the L.A. of Methylprednisolone
4. Uniformity of Dosage Units ATIVHU
5. pH 7.0-8.0
6. Sterility ATIVHU
7. Bacterial endotoxins NMT 0.17 USP Endotoxin U/mg of Methyiprednisolone
8. Loss on drying NMT 2.0% of its weight
9. Constituted solution ATIVHW
10. Particulate matter ATIAY
- BYNINTIUIA 2 10 pm laiiAu 6,000 aunn
- BUMATIN > 25 pm laiiAiu 600 UM
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3.2 Drug substance specification

3.2.1 n3i14 Methylprednisolone sodium succinate'”

- Bnmdamandty 97.0 - 103.0% of Methylprednisolone sodium succinate (on the dried basis)
2. Identification AU
3. Sodium content 4.49% - 4.77% (on the dried basis)
4. Specific rotation +96° to +104°
5. Loss on drying NMT 3.0%

3.2.2 nyatly Methylprednisolone hemisuccinate'”

. ﬂimtummém”ty 97.0 - 103.0% of Methylprednisolone rﬁlsuécmate (on the dried basis)
2. Identification ATIU
3. Residue on ignition NMT 0.2%
4. Chromatographic impurity - Any individual impurity : NMT 1.0%
- Total impurities : NMT 2.0%
5. Specific rotation +87° to +95°
6. Loss on drying NMT 1.0%
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3180190 4 Tacrolimus 0.5 mg capsule

m’mﬂiznﬁﬁﬁ‘i’ow‘i’ﬂquaﬂ%ﬁ'ﬂ

1.3881  Tacrolimus 0.5 mg capsule

2. anssnsianaly
2.1 3uuyy Dugudauaya (Hard capsule) dmsusudszmu
2.2 gwdsznay  Usznaudie@azn Tacrolimus 0.5 mg Tu 1 e
23 muuzussy  urstluunsagliiluavand w3 blister pack aanuanugule
24 amn - s:q%am FINUTTNOUAILNFIAYUAZANMUUTI TUHAR i’uﬁvumq \finde uaziay
nzdoudniuen Hagaganuuuussaimeg
- uumﬂnu:mﬁ;mazmﬁaum”aﬁ:q%amﬁ?a%amomsd”l FIUUTENOLURSIWINA UL
PDILNRVAINER i'uﬁvumq Mivaau
3. andaANIINALA

3.1 Finish product specification“)

Test items USP 41 e
1. USmaazndreiy 93.0 - 105.0% of the L.A of Tacrolimus
2. Identification AU
3. Dissolution Test 1 : NLT 80% (Q) of the L.A of tacrolimus melu 90 wnfl

%39 Test 2 : NLT 80% (Q) of the L.A of tacrolimus muly 60 wd
%38 Test 3 : NLT 75% (Q) of the LA of tacrolimus s 90 wrfl
%30 Test 4 : NLT 75% (Q) of the L.A of tacrolimus mulu 120 w1fl
738 Test 5 : NLT 75% (Q) of the L.A of tacrolimus melu 90 il

4. Uniformity of dosage units ATIVIU

5. Impurities Procedure 1 : N3t impurity profite U3znaua7e tacrolimus diene W&z
tacrolimus regioisomer

- Tacrolimus diene : NMT 0.3%

- Tacrolimus regioisomer : NMT 0.5%

- Tacrolimus impurity 1 : NMT 0.3%

- Any individuat unspecified impurity : NMT 0.2%

- Total impurities : NMT 1.0%

Procedure 2 : Nyl impurity profile 15znauaae tacrolimus hydroxy acid
WRe tacrolimus 8-epimer

- Tacrolimus hydroxy acid : NMT 0.5%

- Tacrolimus 8-epimer : NMT 0.5%

- Any individual unspecified impurity : NMT 0.2%

- Total impurities : NMT 1.5%

nITUNg

(WwiTll yasno) (wiwaasss dunszinn)
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. . . 1
2. Drug substance specification : Tacrolimus "

Test Items ' USP41

1. USunmushendneny 98.0 - 102.0% of the L.A of Tacrolimus

(on the anhydrous and solvent-free basis)

2. Identification ATIU

3. Residue on ignition NMT 0.1%

4. Heavy metals NMT 10 ppm

5. Organic impurities Procedure 1 : when the impurity profile includes tacrolimus methylacrylaldehyde

and tacrolimus diene

- Tacrolimus methylacryl aldehyde : NMT 0.2%

- Tacrolimus diene : NMT 0.2%

- Tacrolimus impurity 1 : NMT 0.2%

- Any individual unspecified impurity : NMT 0.2%

- Total impurities : NMT 0.3%

Procedure 2 : when the impurity profile includes ascomycin, desmethyl
tacrolimus, tacrolimus 8-epimer, and tacrolimus 8-proopyl analog
- Ascomycin 19-epimer (if present) : NMT 0.1%

- Ascomycin : NMT 0.50%

- Desmethyl Tacrolimus (if present) : NMT 0.1%

- Tacrolimus 8-epimer : NMT 0.15%

- Tacrolimus 8-propyl analog : NMT 0.15%

- Any individual unspecified impurity : NMT 0.1%

- Total impurities : NMT 1.0%

6. Specific optical rotation -110° to -115°

7. Water NMT 4.0%
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