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PHARMAcEUTICALco- Zahravi Pharmaceutical Company

Quality Control Laboratory

CERTIFICATE OF ANALYSIS Page 1 of 2

Filgrastim (rHu G-CSF) 300 mcg/mL Prefilled Syringe

(Recombinant Human Granulocyte Colony Stimulating Factor injection 300 mcg/mL)

Batch No. : 1360007 Mfg. Date: 11-2013
Batch Size: 16,483 PFS Exp. Date: 10-2015
API batch No.:P1-BM-0244, P1-BM-0245

Tests Specifications Results Ref.
g:l(’)l:el?q'::;e Clear and colorless Liquid Conform BP 2014

Clear liquid practically free from particles that
can be observed by visual inspection by Conform USP 36
unaided eye

Particles in Liquid
(For visible particles)

Particles in Liquid

Physical & chemical
Liquid

(For sub visible particles) | >10pum particles should not be more than 6000 593 USP 36
>25um particles should not be more than 600 13
Appearance Transparent, colorless with no crash on surface
(For prefilled syring) and ImL volume type I glass prefilled syringes Conform BP 2014
filled with a clear transparent colorless liquid.
Immunoblotting Imx:nunopositiv? wh‘en tested with Polyclonal Conform S
(By Slot Blot) anti G-CSF antibodies.
g pH 4002 4.0 In house
L i o 302
8 '§ Osmolality 270-310 mOsmol/Kg of water mOsmol/Kg | 1 house
g g of water
E E Volume 1.05 ml £ 0.05 1.05 In house
2| | RP-HPLC (Identification) | Retention time of the principal peak of Conform | BP2014
& reference and test sample should match.

BP2014
Assay by RP-HPLC 95%-115% 106 % & In
house

Protein Concentration 285-345 meg/mL 318 meg/mL | Inhouse

LLOROVAN,
QR 75

Analyst Chief Analyst Responsible Pharmacist
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Biopharmaceuticals
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Erythropoietin alfa & Beta

S eye pl)l 43 (G905

2000, 4000, 10000, 20000 IU/ml »
Jowol sae 3,627,928 »
Ju,773,420,752,000 »
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G-CSF (Filgrastim)

s3lyyobe (959 4 M ol Lo
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300 mcg/0.5 ml

Joel 50 595,433
Ju,482,777,080,800
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Peg- G-CSF

Loy (soe plsil 5l SAU sng g8
6 mg/0.6 ml

J%J sae 99,747
532,262,646,000
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Peg-INF alfa
NF gamma
NF alfa

NF beta- 1a
NF beta- 1b
Factor VI
Factor VI
Streptokinase

» Teriparatide
FSH
Somatropin

>
>

Others

» Rituximab

» Trastuzuma
» Etanercept

» Adalimumab
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Certolizumab pegol
Golimumab
Ustekinumab
Daclizumab
Infliximab
Vedolizumab
Pembrolizumab
Ipilimumab
Toclizumab
Ramucirumab
Ado-Trastuzumab
Dupilumab
Evolocumab

VvV VvV VvV VvV VvV VvV VvV VvV VvV VvV VY

Atezolizumab
Ocrelizumab
Omalizumab
Nivolumab
Insulin Lispro
Insulin glargine
Imiglucerase
Laronidase
Carboxypeptidase
Pegloticase
Anakinra
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Zahravi Pharmaceutical Company

» Beta Poietin ® 2000 IU/ml Pre filled syringes
» Neupograstim ® 300 pg/ml Pre filled syringes
» PEG-GCSF 6 mg/0.6 ml Pre filled syringes
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