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folinic acid 350 mg/35 mL solution for injection, 35 mL vial

1. ﬂam folinic acid 350 mg/35 mL solution for injection, 35 mL vial

2. qruantAaly

2.1 jUuuy asaransla Avdesdou Urmnnide dwiudadwasadendh

22 d@mlsenay Usenaumiesign Calcium folinate 350 mg wum 35 ml

23 mMuugussy  MvussdausAnnideden deatuuas Jnadn
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3. guanUANIunAlla

wan"l'ﬁl,ﬂ's'tsﬁﬂmn'ml.flu‘lﬂmu Finished product specification uwag Drug substance
specification  #ig198s9nndusisuatiuiientu eldaansfousedinanunnenssunsemsuaze
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3.1 Finished product specification:
- Leucovorin Calcium Injection (USP 41)

) Test Items Specifications
1 Identification Meets the requirements
2 Assay 90.0%-120.0% of the labeled amount of Leucoverin
3 pH 6.5-85
4 Bacterial endotoxin Not more than 1.95 USP Endotoxin Units/mg of
leucovorin calcium
5 Sterility test Meets the requirements
6 Particular matter
Particle > 10pm Not more than 6,000 particles/container
Particle = 25 um Not more than 600 particles/container

NIFUNTT

(wey.AsyeyT Wavgaw) (ngy. 25130 waviuwn) (ngy.01073 Mued)
GPU 1026176 [V2601]




- Calcium Folinate Injection (BP 2016)

U9 Test Items Specifications

1 Identification Meets the requirements

2 Assay 90.0% - 110.0% of the labeled amount of Calcium
folinate

3 pH 6.5-85

4 Related substances Meets the requirements

5 Sterility test

Meets the requirements

6 Bacterial Endotoxins

Meets the requirements

7 Particular matter

Particle > 10pm

Particle = 25 um

Not more than 6,000 particles/container

Not more than 600 particles/container

3.2 Drug substance specification:
- Leucovorin Calcium (USP 41)

G} Test Items Specifications
1 Identification Meet the requirements
2 Assay 95.0 - 105.0% of Leucoverin calcium on the

anhydrous basis.

3 Water determination

Not more than 17.0 %

- Calcium Folinate (BP 2016)

4o Test Items Specifications
1 Identification Meets the requirements
2 Assay 97.0% - 102.0% of the labeled amount of Calcium
folinate (anhydrous substance)
7.54% - 8.14% of the labeled amount of Calcium
(anhydrous substance)
3 pH 6.8-80
a4 Specific optical rotation +14.4 to +18.0 (anhydrous substance)
5 Acetone Maximum 0.5%
6 Ethanol Maximum 3.0%
7 Methanol Maximum 0.5%
ASTUNTS ST'
OO . SO 2O, 3. @M ...

(Wey. ASTYEYT Wevga)
GPU 1026176 [V2601]
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(ney.0MAS mued)




8 Related substances
-Impurity D Not more than 1%
-Impurity ABCEF G Not more than 1%
-Total impurities other than D Not more than 2.5%
9 Chlorides Maximum 0.5%
10 Platinum Maximum 20 ppm
11 Water Maximum 17.0%
12 Bacterial Endotoxins Less than 0.5 IU/mg
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