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Alteplase 50 mg powder for injection
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Alteplase 50 mg powder for injection
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2.2 fulsznay Usznausudlnn Alteplase (Recombinant human tissue - type plasminogen activator) 50 mg
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3.1 Finish product sgeciﬁcation‘"

Test: ltem

USP35

. Bvologlcal Potency

90.0 - 115.0% on the label in USP Alteplase units, the potency being 580,000

USP Alteplase units/mg of protein

- 9w1a 2 10 pm lilAin 6,000/container

- 431 > 25 um'liifiu 600/container

2. Protein content 95.0 - 111.0% of the total protein state on the label
3. Identification AU

4. Constituted solution ATIVHY

5. Single-chain alteplase content NLT 60%

6. Monomer content NLT 95.0%

7.pH wﬂamumuﬁs:qlu Finished product specification
8. Water mnmumuﬁs:q'lu Finished product specification
9. Bacterial endotoxins NMT 1 USP Endotoxin unit per mg

10. Sterility test AU

11. Uniformity of mass ATIHU

12. Particulate matter ATIU
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3.2 Drug substance specification : Alteplasem

Test Item USP 35
1. Biological Potency 90.0-115.0% on the label in USP Alteplase units, the potency being 580,000 USP
Alteplase units / mg of protein
2. Protein content AT
3. |dentification ATIYU
4. Peptide mapping AT
5. Bacterial endotoxins NMT 1 USP endotoxin unit per mg of Alteplase
6. Single-chain content NLT 60%
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5181130 2 Citicoline 100 mg/mL Solution, 30 mL
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1. %am Citicoline 100 mg/mL Solution, 30 mL

2. ansaatianaly

2.1 3uuuy Wued smsusudsnu

2.2 @mdsznay 1w 1 mL Usznaudsden Citicoline 100 mg USunas 30 mL / MTUSUTTY
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3. AMINTGNIMARA

3.1 Finish product speciﬁcationm'(z)

1. USanuanndnany 90.0 - 110.0% L.A of Citicoline

2. Identification m’mchumuﬁs:qlu Finished product specification

3. pH Gliﬁﬁlsiﬁum’luﬁi:qlu Finished product specification

4. Volume in container m’mmumu‘ﬁlszq‘lu Finished product specification

5. Microbial limit test Gli’mmumuﬁs:q‘lu Finished product specification

6. Impurity / Related substance maamumuﬁ'szq‘lu Finished product specification
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NaEWie : 81989370
1 = General requirement PDILNFVATUEIRTU Finished product EﬂLLUU Oral solution
2 = The International Conference on Harmonisation of Technical Requirements for Registration
of Pharmaceuticals for Human use (ICH quideline), Impurities in New Drug Products Q3B
(2R) ; Current step4 version, 2006.
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5181191 3 Pramipexole 0.25 mg Tablet
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1. Boen Pramipexole 0.25 mg Tablet

2. ansantianaly
2.1 31wy WWuenida #9sUsuYszmu

22 dwsznay  Usznaudaedaen Pramipexole 0.25 mg
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3. AmdNIGN1IMATA

3.1 Finish product specification”

1. YSnmaandany 90.0 - 110% L.A. of Pramipexole

. | -
2. ldentification test m’aﬁlmuﬁrmmzqh Finished product specification

3. Content uniformity m’:ﬁl&i’mm&lﬁ‘a‘:iﬂu Finished product specification

; | e
4. Dissolution m’sﬁ)mumum:q‘lu Finished product specification

" | -
5. Impurity / Related substance m’mmu@’mnizq‘lu Finished product specification

3.2 Drug substance specification : Pramiprxole Dihydrochloride(s”“’

Testitem USP 35 BP 2013

1. YSanmendngy

98.0 - 102.0% L.A. of Pramipexole

(Calculated on the anhydrous basis)

99.0 - 101.0% L.A. of Pramipexole

(anhydrous substance)

w3zl yasn)

2. identification AT AT

3. Appearance of solution - AU

4. pH - 28-34

5. Enantiomeric purity Impurity D : NMT 1.0% Impurity D : NMT 0.5%

6. Heavy metals NMT 10 ppm NMT 10 ppm

7. Water 4.5% — 7.0% 5.0% - 7.0%

8. Sulfated ash - NMT 0.1%

9. Residue on ignition NMT 0.10% -

10. Limit of Palladium NMT 5 pigig -
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(3).(4)

3.2 Drug substance specification : Pramiprxole Dihydrochloride (Gia)
Test item USP 35 BP 2013
11. Related substances - Pramipexole propionamide : NMT 0.15% - impurities A,B,C : for each impurity,
- Pramipexole related compound A : NMT 0.15%
NMT 0.15% . - unspecified impurities : for each impuirity,
-N-Propylpramipexole : NMT 0.15% ) NMT 0.10%
- Pramipexole dimer : NMT 0.15% - total : NMT 0.5%
- Any other unidentified individual impurity :
NMT 0.10%
- Total impurities : NMT 0.5%
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