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1. 8oen Azathioprine 50 mg tablet
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2.1 gduuy Wugide dmsusullsemu

2.2 gwdsznay  Ussnausueagn Azathioprine 50 mg 1u 1 (@

2.3 mMruuIn ussqluumaﬁmﬁwwam{ 38 blister pack WAZUAIENL BT HLRe "2
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3. amaataMmsinaia

3.1 Finish product sgecification‘"'(z)

1. Usnadaendeny 925 - 107.5% of the L.A. of 93.0 - 107.0% of the L.A. of
Azathioprine -| Azathioprine

2. Identification ATIINIY | 993vru ,

3. Dissolution dasncaelaitaunii 70%(Q) of the dasncmelaiaenin 75%(Q) of the

L.A. of Azathioprine luiaan 45 wifl | LA of Azathioprine w28 30 w1

4. Uniformity of dosage units ATIHIU ATIINTU

5. 5-Chloro-1-methyl-4-nitromidazole | 579 ueAE5% Thin-layer -

and 6- mercaptopurine chromatography
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3.2 Drug substance s ecification : Azathioprine!™?

1. USinmdanddy

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 a1 U
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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2. 1NETIVTBNNIRIF M THAREN
24 mdigwdaludsanalng Q’N5@1@'faoflLanmﬁ‘usmmmgmmswﬁmmmwﬁ'nmtwvﬁmﬁﬁnwﬁﬁlu
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6. flanasnan (Fue) ﬁuﬂau‘lﬁﬂmﬁnﬁtytyﬁﬁaunsuﬁwuﬂ foft

6.1 nINaNIENATIVIATIEEAT Iﬂunsu?nmmam{mmwnﬁw%aﬁaoﬂﬁu‘ﬁnwﬁ‘lﬁ'mmgm ISO/IEC
17025 Widwllonasnasgmdarimualutlsenedszniasian

6.2 nsn’iwﬁmﬁ’m«rfm’nﬁm{gm‘%'ﬂmﬁuﬁ'umnﬁ asamalasdninnuannsTuMIaasn Tugrianuas
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1 = British Pharmacopoeia 2016
2 = The United States Pharmacopoeia 41
3 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies I.La:ﬁl:ﬁa
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Qs Qi g Qs
swaztﬁﬂﬂqmanumzmmumuﬁ"mLanmsmsaﬂﬁanﬁnmﬁm
i
18N B41/ 2563
| o
318NN 2 Iron sucrose injection 100 mg/5mL
Gt W =4
alszmenmvinauasysit 2 3 N.A. 2563,

1. 3o Iron sucrose injection 100 mg/5mL

2. ansanlaa ly

2.1 guuy WugndaUnannde adu Complex 483 Ferric hydroxide AU sucrose §1%sLGA
2.2 dmdsznay dsznauday elemental iron 100 mg/S mL a4 Iron sucrase injection USaas 5 mL/MIUsUsTY
2.3 MauuTR msm’lumwmswmammumﬂﬁﬂmnma Type 1
24 a8n - s*mjam FIMUTNAUMIE@R YA THHER 'Juaumzl nfinde ussnenzdion
#rsuen 1y HNTARUUUY T U]
. uum’nu:ummamauamaai:q%amm%a%'amamsﬁ'] fulTnaLURLIMRA LTI
VBILUNVTINAR ’3’u§umq Tivaan
25 anvdimsida Sodium Hydroxide 1ia1l$usi pH 16

1t _a - A
2.6 vluumsmums Antimicrobiai agent, Chelating agent, Dextran, Gluconate mamiausjm

3. andNiBMImeia

3.1 Finish product sgecification“"(z’

1. ﬂ%u’lmeﬁymmmy 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. ldentification AT ATIINIU

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 10.5 -11.1 10.5-11.0

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

7. Absence of low-molecular weight ATIVHH -

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% . ATINIU
11. Arsenic - AT
Y
///
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3.1 Finish product specification™? (da)

12. Copper - ATIVNU

13. Lead - A5
14. Particulate matter ATITHIY AT

- aMAIwIa 2 10 pm laiiAin 6,000 aumMA
- apMATUIN 2 25 pm LA 600 aumA

15. Sterility ATIVHY ATIVHU

16. Extractable volume ATV ATV
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71801150 3 Methylprednisolone sodium succinate for injection 1 gm
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1. #aen Methylprednisolone sodium succinate for injection 1 gm

2. ananianaly

A‘ o @ o
2.1 suvy WWumsgndmenidsden snsuda

' Y a A s
2.2 fwdenay dssnaudisdaen Methylprednisolone sodium succinate ViUYany Methylprednisolone 1 gm

4 1 vial

a v & a
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3. anENLGMIINARA

3.1 Finish product sgecification("

- 3¥NATUIA 2 10 um Laitfin 6,000 auMA

- AUMATUIN 2 25 um litin 600 aRNA

1. ﬂ?mmmvdmmmy 90.0 - 110.0% of the L.A. of Methylprednisolone

2. |dentification ATV

3. Free methylprednisolone NMT 6.6% of the L.A. of Methylprednisolone

4. Uniformity of Dosage Units AT

5. pH 70-8.0

6. Sterility AT

7. Bacterial endotoxins NMT 0.17 USP Endotoxin U/mg of Methylprednisolone
8. Loss on drying NMT 2.0% of its weight

9. Constituted solution AU

10. Particulate matter AU
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3.2 Drug substance specification

3.2.1 nadbly Methylprednisolone sodium succinate'

1. dRnmdenddy

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

Identification

AT

Sodium content

4.49% - 4.77% (on the dried basis)

Specific rotation

+96° to +104°

Loss on drying

NMT 3.0%

3.2.2 n3il4 Methylprednisolone hemisuccinate'

1. YRnmdrendreg 97.0 - 103.0% of Methylprednisolone hemisuccinate (on the dried basis)
2. Identification ATIY

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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378N13N 4 Tacrolimus 0.5 mg capsule

—

%
aaulsznAIninguasi '23 ﬂ.\:\. 2563

1. Baen Tacrolimus 0.5 mg capsule

2. ansaaniana
21 gluuy Lﬂ%&l’]LﬁﬂLLﬂﬂ‘gﬁ (Hard capsule) #%35UTUUTENU
2.2 smdsenay  Usznaudiudae Tacrolimus 0.5 mg Tu 1 1
23 muuzussy  ussyluursaglifluavans wie blister pack Yasnuanadule
24 amn - :yﬁjiam FIUNIUMELFRYPUNTANLTI TUNES i’uﬁvumq \wuiinae uazLaY
nzidoudisuon Qa”arjﬂofmwuumsqﬁmwf
- wmw:ussgmazmiam]"aﬁ:q%amﬁ?a%amomsﬂ"w FIULTENOLURSTMIAATINUTY
VI NAVANER d"uﬁvumq Tisaan
3. amaNlGMInaka

3.1 Finish product specificationm

Test Items usP 41
1. Pinmdhendaty 93.0 - 105.0% of the L.A of Tacrolimus
2. Identification AT
3. Dissolution Test 1 : NLT 80% (Q) of the L.A of tacrolimus nialu 80 w1#i

nin Test 2 : NLT 80% (Q) of the L.A of tacrolimus n1alu 60 uafi
%30 Test 3 : NLT 75% (Q) of the L.A of tacrolimus melu 90 w1l
%30 Test 4 : NLT 75% (Q) of the L.A of tacrolimus nelu 120 wifi
%38 Test 5 NLT 75% (Q) of the L.A of tacrolimus melu 90 w1il

4. Uniformity of dosage units a3

5. Impurities Procedure 1 : 36l impurity profile Us¥nauaae tacrolimus diene L%
tacrolimus regicisomer

- Tacrolimus diene : NMT 0.3%

- Tacrolimus regioisomer : NMT 0.5%

- Tacrolimus impurity 1 : NMT 0.3%

- Any individual unspecified impurity : NMT 0.2%

- Total impurities : NMT 1.0%

Procedure 2 : n3di impurity profile Ysznauaas 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%

nITANIT
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2, Drug substance specification : Tacrolimus""

Test Items USP 41 s

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

(on the anhydrous and solvent-free basis)

2. Identification AU

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-proopy! 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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