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3180151 1 Enoxaparin sodium 60 mg Injection
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1. 8080 Enoxaparin sodium 60 mg Injection

2. ansaniano
2.1 pluuy
2.2 sudsznay

J Y- - - - - 1
Wussazaednaanie lalidfffiniassan
Usznausudaun Enoxaparin sodium 60 mg 1311@3 0.6 fafans ¢a 1 syringe
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3. AmANTANMINAKA

3.1 Finish product specification

(1,42}

. amsudamena

_UsP4t

1. dRnmdadrny

90.0 - 110.0% of the potency stated on the label

of Intemational Anti-factor Xa Units (IU)

90.0 - 110.0% of the stated activity for Anti-factor
Xa

2. Identification ATIU ATIU

3. Anti-Factor Xa to Anti- 33-53 33-53

Factor lla Ratio

4. Clarity and colour of - Clear

solution

5. Benzy! alcohol content (if 1.35% - 1.65% -

present)

6. pH 55-75 55-75

7. Sodium - 10.2 - 16.9% of Enoxaparin sodium

8. Bacterial endotoxins

NMT 0.01 USP Endotoxin Unit/unit of Anti-

Factor Xa activity in Anti-factor Xa U

NMT 0.01 1U per International Unit of anti-

Factor Xa activity

9. Anti-Factor IIA Activity

NLT 20.0% - 35.0% of the potency stated on

the label of International Anti-factor Xa Units

(U or 1U/mL)
10. Free sulfate content NMT 0.12% -
11. Sterility tests AU ATIWH
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1.2

3.1 Finish product specification

ansaidmoamaia USP 41 ~ BP2016

(%a)

12. Particulate matter ATITHIU ATIHIU
- 919 = 10 pm WA 6,000/container
- 219 = 25 pm iU 600/container

13. Volume in container/Extractable volume ATIWIU ATIVIH

3.2 Drug substance specification : Enoxaparin sodium ™®

 ammninmameRe | usp 4l

1. Pnudaendary

¢ Anti-factor Xa The potency : 90 - 125 Anti-Factor Xa The potency : 90 IU - 125 {U of anti-Factor Xa
International Units (1U)/mg, calculated on activity per milligram, calculated on the dried
the dried basis substance

® Anti-factor lla The potency : 20.0 - 35.0 Anti-Factor lia The potency : 20.0 IU - 35.0 U per milligram,
IU/mg, calculated on the dried basis calculated on the dried substance

® The ratio of Anti-Factor | 3.3 -5.3 33-53

Xa activity to Anti-Factor

lla activity
2. Identification AU ATIWU
3. Appearance of solution - Clear and not more intensely coloured
4. Benzyl alcohol content NMT 0.1% NMT 0.1%
5. Nitrogen Determination 1.8% - 2.5%, on the dried basis -
6. Sodium content 11.3% - 13.5% on the dried basis 11.3% - 13.5% (dried substance)
7. Heavy metals NMT 30 mcg/g -
8. pH 62-77 62-77
9. Loss on drying NMT 10.0% of its weight -
10. Specific absorbance 14.0 - 20.0 on the dried basis 14.0 - 20.0 (dried substance)

11. Bacterial endotoxins test NMT 0.01 USP Endotoxin Unit/lU of Anti- -

Factor Xa activity

12. Molar ratio of sulfate to NLT 1.8 -

carboxylate
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8NN 2 Glyceryl trinitrate (Nitroglycerin) 50 mg/10 mL injection
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1. o Glyceryl trinitrate (Nitroglycerin) 50 mg/10 mL injection

2. amantianaly

2.1 3uuy uasazaelaunende dnsuda

2.2 dwysznay Usznaudaudae Glyceryl trinitrate (Nitroglycerin) 5 mg/mt luu3unas 10 mL/ANBUSUTTY

2.3 MTUUIN ussq;'lum‘nuzmsgmamﬂmﬂmnL‘ga TAAUIAUT type | W30 type Il

2.4 28N - sxq%am IUUTNOUMNEAYUIZANUUTI TunFa fuf‘a’vumq L8UTinGe uazaY
nzdoudrsuen ua:i%‘nmﬁu{nmm"la"aziwfmaunuussqn”mfﬂ
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3. amaalAMIImaRa

3.1 Finish product specification'”

1. WSinmaenda 90.0 - 110.0% of the L.A. of Nitroglycerin

2. Identification ATIVHY
3. Bacterial endotoxins NMT 0.1 USP EU/mcg of Nitroglycerin
4. pH 3.0-865
5. Particulate matter A7

- IUMATUIG =10 gym 1uifiu 6,000 mqsmﬂ/container
- 8YMAIUIG 2 25 pm 'litfin 600 auna/container

6. Alcohol content 90.0% - 100.0% of the L.A. of Ethylalcohol
7. Sterility ATIVNU
8. Volume in container ATV

)

3.2 Drug substance specification : Diluted Nitroglycerin(1

1. USinaudagndegy 90.0 - 110.0% of the L.A. of Nitroglycerin
2. |dentification ATV
3. Impurities Total impurity : NMT 3%
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319M31 3 Hydralazine HCI 25 mg tablet
Qv s ~ A
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1. §aen Hydralazine HCI 25 mg tablet

2. amastianalyl

2.1 uyy Wusndawnday dmsusudsemu

2.2 dulsznay Usznaudedaen Hydralazine HCI ﬁaugan"v Hydralazine 25 mg u 1 1da

2.3 MTULUIIY UITRIUUNT anfllfluunand n3a blister pack Yasruugsle

2.4 281N - s:q"ﬁam FIUUNIUMLIEIAPURZAIINLTI TUNER fuéumq WUTNER Wwanson
d3uen uag3BmsAushme "l’J”asm'E'mwuumsqﬁm‘ﬁ

- UUHIEN azhaﬁaum’amq’?amw‘%a%amumsﬁw FIUUTTNOUUATIWINAINLTIVDILN

\8UTinGe i’uﬁyumq‘h”’ﬁ"mau

3. amaaniGmanaia

3.1 Finish product specification™”

, 'Testilikiehit . e ‘ T USP41 T
1. Pinudamdny 95.0 - 105.0% L.A of Hydralazine HCL 90.0 - 110.0% L.A of Hydralazine HCL
2. Identification ATIVU ATIINIU
3. Dissolution test seanelaitaondn 70% of the LA. of szaneliaunin 75%(Q) of the LA. of
Hydralazine HCI 14 45 Wi Hydralazine HCI 134 45 w1l
4. Uniformity of Dosage units AU ATIHIU
5. Limit of Hydrazine NMT 0.05% -
6. Organic impurities - - Any unspecified degradation product
: NMT 0.20%
- Total impurities : NMT 1.5%

3.2 Drug substance specification : Hydralazine HCI ‘"*®

1. YRnmdendrdy [ 98.5 - 101.0% of Hydralazine HCI 98.0 - 102.0% of Hydralazine HCI
(dried substance) (Calculated on the dried basis)

2. ldentification AU ATIWU

3. Apearance of solution ATIWH -

4. pH 35-42 35-42

5. Limit of Hydrazine NMT 10 ppm NMT 0.001%

6. Heavy metals NMT 20 ppm NMT 20 ppm

7. Loss on drying NMT 0.5% NMT 0.5%

8. Suifated ash ’ NMT 0.1% -

9. Residue on ignition - NMT 0.1%
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3.2 Drug substance speclflcatlon Hydralazine HC1 "2 (GIE))
Testtem | " Bpaote

10 Related substances Any |mpur|ty for each impurity,

- 1-Phthalazinone : NMT 0.15%

NMT 0.2% - 2-Formyl benzoic acid : NMT 0.15%

- Phthalazine : NMT 0.15%

- 1-Chlorophthalazine : NMT 0.15%

- Any unspecified impurity : NMT 0.10%
- Total impurities : NMT 1.0%

wanume 1. netifemad sy (waive) MIaTaseUinTEimensle 1%"§mmml,anmmé‘ng'mﬁ'ﬂndnﬁ'lﬁi’uagﬁﬁﬁ’m
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