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Azathioprine 50 mg tablet
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1. 8o Azathioprine 50 mg tablet
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3. AnFENTAMIINARA

3.1 Finish product specification

(2

Test item

~ BP2013

1. USunadigndegy

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

93.0 - 107.0% of the L.A. of
Azathioprine

2. identification

ATIINH

ATIHW

3. Dissolution

aavnzane livaundn 70%(Q) of the
L.A. of Azathioprine Tuaa1 45 w1t

dasazmelitasndn 75%(Q) of the
L.A. of Azathioprine lui1a1 30 Wi

4. Uniformity of dosage units ATV ATIIN
5. 5-Chloro-1-methyl-4- ATIINUA28IS Thin - layer -
nitromidazole and 6- chromatography
mercaptopurine
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3.2 Drug substance specification : Azathioprinem'(z)

1. ﬂ?mmeﬁmﬁ’m"mv 98.5 -101.0% of the L.A. of azathioprine 98.0 — 102.0% of the L.A. of azathioprine

(dried substances) (calcutated on the dried basis)
2. Identification AT AU
3. Acidity or alkalinity - ATIHU
4. Related substance/Organic - Impurities A, B : for each impurity, - Limit of mercaptopurine : NMT 1.0%
impurities NMT 0.15% - Azathioprine related compound A
- Unspecified impurities : for each impurity , | : NMT 0.15%
NMT 0.10% - Mercaptopurine : NMT 0.15%
- Total : NMT 0.5% - Azathioprine related compound G
: NMT 0.10%
- Any other unspecified impurity : NMT
0.10%
- Total impurities : NMT 0.5%
5. Loss on drying NMT 1.0% of its weight NMT 1.0% of its weight
6. Sulfated ash NMT 0.1% -
7. Residue on ignition - NMT 0.1%
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2. 18NEITTUTDINATTIHNITHARL
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378n15N 2 Iron sucrose injection 100 mg/5mL

1620, 5

muﬂsznmﬁ'wi’aquam%mﬁ

1. faen Iron sucrose injection 100 mg/5mL

2. aanyanaly

= & 4 . . Q- ° ot
2.1 suuuy WWuenfadneanisa Failu Complex 184 Ferric hydroxide 14 sucrose §1n3U4a

2.2 mulsznay Ustnausdie elemental iron 100 mg/5 mL U4 Iron sucrose injection U313 5 mL/MTUSLTY
o [y X 1
2.3 MTUSUTN ussq‘lumw:mﬁ;mmmmm'zﬂﬂﬁmnma Type |

4 ‘ o o o o A [ A4 a o
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25 93fimaén Sodium Hydroxide tay5usn pH ¢

26 lifimsi@uans Antimicrobial agent, Chelating agent, Dextran, Gluconate #308158% 6)1

3. ABANUANINATHA

3.1 Finish product specification

(2

qusndmaneda |

1. Yinadasdagy

95.0 - 105.0% of the L.A. of iron
260 - 340 mg/ml of sucrose

1.90 - 2.10% W/V of iron

27.0 - 33.0% W/V of sucrose

. Identification

AN

AN

. Specific gravity

1.135-1.165

NMT 3.7 USP EU/mg of Iron

NMT 0.50 IU/mg of iron

2
3
4. Bacterial endotoxins
5
6

. pH 105 -11.1 10.5-11.0
. Osmolarity 1150 - 1350 mOsmol/L 1150 - 1350 mOsmol/L
7.Absence of low-molecular weight | a53196% -
Fe(ll) and Fe(lll) complexes
8. Turbidity 44-53 -

9. Limit of iron

NMT 0.4% (W/V)

10. Content of chloride

0.012% - 0.025%

ATIING

11. Arsenic

ATITNIW

. F
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(1.(2)

3.1 Finish product specification (6ia)

12. Copper - ATIVHIU

13. Lead - AN
14. Particulate matter FIIHU ATIVHH

- aumAIWIa 2 10 pm itfin 6,000 aumA
- ayMATWIA > 25 pm ‘laiiAu 600 aume

15. Sterility AT ATIVEU

16. Extractable volume AN a3/NU
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s18n15h 3 Methylprednisolone sodium succinate for injection 1 gm
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1. aen Methylprednisolone sodium succinate for injection 1 gm

2. amanianaly
2.1 juuy DuriednanniBedung dmiuie
2.2 dwmdsznay Usznaudrudaen Methylprednisolone sodium succinate ﬁaugaﬁ'u Methylprednisolone 1 gm
T3 1 vial
2.3 MTULUIN ussa;‘l.um’mzussqmﬁ@mmﬁmswﬂmm%a Dagidin
2.4 2370 - SyTesn damsEnaudI@UAzANNLTT Tunda 'Tuﬁvumuq Wwfinde uazwunadou
#suen "h”azha’ﬁ'mwuumﬁgﬁmsﬁ
- uum’nu:ussfgmaahaﬁaﬂﬁaonq%amﬁa"‘naﬂwmsﬁﬁ FIUUTNILURZYUIAA NS
LBILUS VKRS fuﬁvuawq 1ivaiam
3. amaNUANIINA®e

3.1 Finish product specificationm

1. USinmdrndngy 90.0 - 110.0% of the L.A. of Methylprednisolone
2. Constituted solution ATIHMN
3. Identification ATIINI
4. Bacterial endotoxins NMT 0.17 USP Endotoxin U/mg of Methylprednisolone
5. pH 7.0-8.0
6. Loss on drying NMT 2.0% of its weight
7. Particulate matter ATIINU
- BRNNAVUIA 2 10 pm LaivAin 6,000 A
- aYMAYIIA 2 25 pm Lilfiu 600 aynn
8. Free methylprednisolone NMT 6.6% of the L.A. of Methylprednisolone
9. Sterility ATIVHH
10. Uniformity of Dosage Units ATIVHIN
(m"fia) ................................................................. U FIUABENTTUNNT
: D
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3.2 Drug substance specification

3.2.1 n58b1% Methylprednisolone sodium succinate'”

a

1. dSanmarndany

]

97.0 - 103.0% of Methylprednisolone sodium succinate (on the dried basis)

. Identification

ATIIU

. Specific rotation

+96° to +104°

. Loss on drying

NMT 3.0%

|l wWN

. Sodium content

4.49% - 4.77% (on the dried basis)

3.2.2 Nl Methylprednisolone hemisuccinate™

1. USumeqendagy

97.0 - 103.0% of Methylprednisolone hemisuccinate (on the dried basis)

2. Identification

ATV

3. Specific rotation +87° to +95°

4. Loss on drying NMT 1.0%

5. Residue on ignition NMT 0.2%

5. Chromatographic impurity - Any individual impurity : NMT 1.0%

- Total impurities : NMT 2.0%

P p Y % N P wel Y o M we [y
UL 1. NIUNIANSLL YWLIINTITIU (waive) MIATIARDUI Tz memsle 14 uuuamtanmw\ang'mmna'rm'lmuagum'm

2. Drug substance specification ﬁmsmmn‘ln?mﬂ:ﬁmaeq w&® drug substance winludinmed drug substance U84
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i’mn'ﬁﬁ 4 Tacrolimus 0.5 mg capsule
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1. Ba8n Tacrolimus 0.5 mg capsule

2. ansansiana
21 3uuuy Lﬂumtﬁml.ﬂﬂg;a (Hard capsule) #1%3UTUUTENIN
2.2 dwlszney  Usznaudandasn Tacrolimus 0.5 mg lu 1 (e
23 MTULLTN ussag'luuma@tﬁwvdauﬁ w3a blister pack vaanuaruduled
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3. AANUAYINAKA

3.1 Finish product specification'”

_ Testhems | e

1. Yinudrendeny 030- 105.0% of the L.A of Tacrolimus

2. Identification ATIY

3. Dissolution Test 1: NLT 80% (Q) of the L.A of Tacrolimus melu 90 w1l
Test 2 : NLT 80% (Q) of the L.A of Tacrolimus mulu 60 wdi
Test 3 : NLT 75% (Q) of the L.A of Tacrolimus mslu 90 wifi
Test 4 : NLT 75% (Q) of the L.A of Tacrolimus el 120 wfi

4. Uniformity of content AT

5. Impurities Procedure 1 : nsdil impurity profile Usznaudas tacrolimus diene uaz

tacrolimus regioisomer

- Tacrolimus diene : NMT 0.3%

- Tacrolimus regioisomer : NMT 0.5%

- Tacrolimus impurity? : NMT 0.3%

- Any individual unspecified impurity : NMT 0.2%

- Total impurities : NMT 1.0%

Procedure 2 : ntfl impurity profile Usznaudae tacrolimus hydroxy acid
uas 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%

(weAFus 1ITnIan)

A
ATINNIT (G ) I o NIsNM3
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2. Drug substance specification : Tacrolimus

1. YSumdn mﬁwmy 98.0 - 102.0% of the L.A of Tacrolimus (on the anhydrous and solvent-free
basis)

2. Identification AU

3. Specific optical rotation -110°) - (-115%)

4. Water NMT 4.0%

5. Residue on ignition NMT 0.1%

6. Heavy metals NMT 10 ppm

7. Organic impurities

Procedure 1 : when 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 impueities NMT 0.3%

Procedure 2 : when the impurity profile includes ascomycin, desmethyl tacrolimus, tacrolimus 8-epimer,

and tacrolimus 8-proopyl analog

- Ascomycin 19-epimer NMT 0.1%
- Ascomycin NMT 0.50%
- Desmethyl Tacrolimus NMT 0.1%
- Tacrolimus 8-epimer NMT 0.15%
- Tacrolimus 8-propyl analog NMT 0.15%
- Any individual unspecified impurity NMT 0.1%
- Total impueities NMT 1.0%
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