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Azathioprine 50 mg tablet

1. Bomn Azathioprine 50 mg tablet
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2.1 suuy
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2.3 MIUSUIN
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Usznaualueaen Azathioprine 50 mg lu 1 1l
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3.1 Finish product specification

(1:(2)

Test Item -

BP2013

1. YTnaaendngy

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

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

2. |dentification

ATITNIW

AT

w

. Dissolution

dovnzane idaundn 70%(Q) of the
L.A. of Azathioprine Tut81 45 wfl

dasaranelittaendn 75%(Q) of the
L.A. of Azathioprine Twtaa1 30 w7l

4. Uniformity of dosage units AT ATIVH
5. 5-Chloro-1-methyl-4- A99H1UA835 Thin - layer -
nitromidazole and 6- chromatography
mercaptopurine
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(1.(2)

1. ﬂ":&l’lm@i’?mﬁ'\ﬂ"ty 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 ATIIHIN AT
3. Acidity or alkalinity - A729U
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. 1lBNAITIUTDINATFIBAITHAAY
2.1 nydifizuAalulsanalng rindasfisnaiusennasgumIniasmunaninaniuaiinisfiai
nMINEeL1 PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taenuanu PIC/S participating authorities
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1.

i 4
i’lﬂaxtﬁﬂﬂqmanvmzmwnu%uﬁ'ﬁﬂLanmimsaﬂ%aL'nmm'ﬁm
1na¥ B32/2562 |
4781130 2 Iron sucrose injection 100 mg/5mL

aalszmavIninguasiuah

Homn Iron sucrose injection 100 mg/5mL

2. ananyana

2.1 3uuuy Wugdaumenida 404 Complex 184 Ferric hydroxide Nl sucrose §1%HILAA
2.2 §wsznay Usznaueae elemental iron 100 mg/5 mL 84 Iron sucrose injection 133nas 5 mUMIUSUITY
23 MPULITY ussag'l,umwzmsqmﬁmmuﬁaﬂsﬁﬂmm’fa Type 1
2.4 28N - ﬁzq’?am fUUIZNaLAILNERYURZAMUUTI TUNTR i’uﬁvumq \vfinda unzunzion
dsuen 1 BNTAAULBUTTIN A
- uumw:msagmaamﬁauﬁaasxq%amﬁa’ﬁ‘amamiﬁw ST NOUUSLTWIAA NS
YoINIBTNER i'uﬁvumq Toaan
25 8198mM7&w Sodium Hydroxide iWasus pH e’

vl a a o
26 laifinsduans Antimicrobial agent, Chelating agent, Dextran, Gluconate n7981358% t"]1

. AMANIANIINAKA

(12

3.1 Finish product specification

K T udenday 1 95.0- 105.0% of the LA. of iron 1.90 - 2.10% WV of iron
260 - 340 mg/ml of sucrose 27.0 - 33.0% WV of sucrose
2. Identification ATI9HU ATIVHU
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 - 111 105-11.0
6. Osmolarity 1150 - 1350 mOsmol/L 1150 - 1350 mOsmol/L

7.Absence of low-molecular weight ATIIHIU -

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% AT
11. Arsenic - ATIHU

dszmuamensIunis

(W mlﬁm‘ LITANAN)
o9
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(1.42)

3.1 Finish product specification'”” (da)

s

e : i L :

12. Copper - ATIVHW
13. Lead - ATITHIH
14. Particulate matter ATIINYU ATIIHH

- BUMATUIA 2 10 pm LiLfin 6,000 ayme
- auMATWIa 2 25 pm hilfiu 600 auMeA

15. Sterility AT ATIINIU

16. Extractable volume AT ATIANIU
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3181131 3 Methylprednisolone sodium succinate for injection 1 gm

mﬁuﬂsxnﬁﬁﬁ'\ani’ﬂquaﬂ%ﬁ'\ﬁ

1. 8o Methylprednisolone sodium succinate for injection 1 gm

2. ansaaiariahl
2.1 3uuwy ursnunenBedn dwinae
2.2 smmdsznay Usznaudlu@aen Methylprednisolone sodium succinate ‘ﬁa&l;‘.l‘aﬁ‘u Methylprednisolone 1 gm
1w 1 vial
2.3 MTULUIN msg‘lumm:mﬂgmaﬂmmﬁ’mﬂﬂmm%a awhin
2.4 237N - s:q‘fj‘am UL A YUATATULTI TUNAR 'S’uz?vumq 1nufinRe unzsinanzdion
#Tuen "I:.Tatm’ﬁ'mwuuuﬁqﬁ‘wﬁ
- LUNITUSUTIY ma:hm]?amw"aas:q%‘amu?a%amamsﬁ’w FIUUTNBUUATTIAA VLS
VDI URVTIKER i’uﬁvumq 1i5aian
3. ansaniamanaka

3.1 Finish product speciﬁcationm

1. dSnmarsndiany

)

90.0 - 110.0% of the L.A. of Methylprednisolone

2. Constituted solution ATIINU

3. Identification ATIVHIU

4. Bacterial endotoxins NMT 0.17 USP Endotoxin U/mg of Methylprednisolone
5. pH 70-8.0

6. Loss on drying NMT 2.0% of its weight

7. Particulate matter AU

- aumAYI@ 2 10 pm "Lilfiu 6,000 aua
- AUMATIA 2 25 pm 'Litfiu 600 aunn

8. Free methylprednisolone NMT 6.6% of the L.A. of Methylprednisolone
9. Sterility ATIIHIU
10. Uniformity of Dosage Units ATIVHIN

(BT e, Uszmuamenssuns
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TR yasTT wgaasty dunszinn
9
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3.2 Drug substance specification

3.2.1 nydbly Methylprednisolone sodium succinate'”

ar

1. Y3unmuaaedam

(d

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

. Sodium content

2. ldentification ATIEU

3. Specific rotation +96° to +104°
4. Loss on drying NMT 3.0%

5

4.49% - 4.77% (on the dried basis)

3.2.2 nvthl% Methylprednisolone hemisuccinate

1. Sty

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

2. Identification

ATITHIN

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%

nANLIng 1. mffaanndousnTsiiu waive) miaTesauinmzinemsle Wiuuaananamar ng’mﬁ'&ndnﬁ'lﬁi’uagm"ﬁﬁ'w
2. Drug substance specification ﬁm:mmn‘lﬁmﬂ:ﬁmmq W&® drug substance #ialuAATEH drug substance 184
HufaeduIagy atuleatunils "faﬁmsmaﬁmﬁ:‘vfmunnﬁﬁaﬁﬁmuﬂ
3. Nammﬂﬁmﬂ:ﬁ‘qmmwm duldana Finished product specification W&z Drug substance specification @
Fradsnnindrdriatudisanu foldeanadoudadminiuasnssumsamsusze NINTNNTITUY
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318n13N 4 Tacrolimus 0.5 mg capsule

muﬂizn'lﬁa'i'wi'ﬂquaﬁm'lﬁ

1. Bamn Tacrolimus 0.5 mg capsule

2. ansansiarialyl
2.1 suluuy Lﬂumtﬁﬂuﬂﬂga (Hard capsule) #%SUTULTENU
2.2 sdsznay  Uszneudaweaw Tacrolimus 0.5 mg Tu 1 e
23 mruzusTy ussyluunsagfiifluavand w3o blister pack testuanudule
24 aan - szq%‘am FUUTTNAUAINFNYUITANMILTI TunEa i’uz?uumq L]
nzidaudsue 'h’af.i'm?ﬂmuuunﬁqﬁmwf
- uumwzussﬁgmamaﬁauﬁamq%amﬂ?a%amemiﬁ"} FIMUTNIVURSIINAANIUUTY
DI UTING® fuéumq Wraau
3. AANUAMINAKA

3.1 Finish product specification'”

__ Testitems e T 2 R

1. Yhinadmety 93.0 - 105.0% of the L.A of Tacrolimus

2. ldentification AT

3. Dissolution Test 1 : NLT 80% (Q) of the L.A of Tacrolimus melu 90 wiii
Test 2 : NLT 80% (Q) of the L.A of Tacrolimus nelu 60 w1l
Test 3 : NLT 75% (Q) of the L.A of Tacrolimus n1elu 90 urfi
Test 4 : NLT 75% (Q) of the L.A of Tacrolimus muglu 120 whii

4. Uniformity of content ATIVHIU

5. Impurities Procedure 1 : n3i impurity profile Usznoudas tacrolimus diene uaz

tacrolimus regioisomer

- Tacrolimus diene : NMT 0.3%

- Tacrolimus regioisomer : NMT 0.5%

- Tacrolimus impurity1 : NMT 0.3%

- Any individual unspecified impurity : NMT 0.2%

- Total impurities : NMT 1.0%

Procedure 2 : n3dl impurity profile tsznavuay tacrolimus hydroxy acid
uaz 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%

(WENFEg LITman)

N3NNI LR T2) I S NIINANT
W33l yasom) (Weaasty dunszlnn)
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2. Drug substance specification : Tacrolimus

1. innmdandng 8.0 - 102.0% of the L.A of Tacrolimus (on the anhydrous and solvent-free
basis)

2. Identification AU

3. Specific optical rotation -110%) - (-1 15°)

4. Water NMT 4.0%

5. Residue on ignition NMT 0.1%

6. Heavy metais 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, desmethy! 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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