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Annex (1)

To The Accreditation Certificate No. JAS Test - 068 Dated 06-10-2024

for Biotechnology Laboratory in Hikma Pharmaceuticals / Amman
Scope of Accreditation

Physical, Chemical and Biological Testing of Biotechnology Drug Products
Tested Parameter/

Type of Test/ Test Methods/ Standards
Measured Quantity

Biotechnology Drug Products

(MTD.BIO.016.R03 , Method B)
Appearance [ Issue Date: 15/04/2014, Rev. no. 3 ,Effective Date: 03/09/2024 ]

Basedon EP 2.2.1,EP 2.2.2, EP 2.9.20

(MTD.BIO.016.R03 , Method D)

Reconstitution Time [ Issue Date: 15/04/2014, Rev. no. 3 Effective Date: 03/09/2024 |

(MTD.BIO.016.R03 , Method A)
[ Issue Date: 15/04/2014, Rev. no. 3 Effective Date: 03/09/2024 ]

Based on EP 2.2.3 and USP <791>

(MTD.BIO.016.R03 , Method E )
Extractable Volume [ Issue Date: 15/04/2014, Rev. no. 3 Effective Date: 03/09/2024 ]

Based on EP 2.9.17 and USP <1>

(MTD.BIO.016.R03 , Method F)
[ Issue Date: 15/04/2014, Rev. no. 3 Effective Date: 03/09/2024 ]

Osmolality (osmol/kg)
Based on EP 2.2.35 and USP <785>

(MTD.BIO.016.R03 , Method G )
[ Issue Date: 15/04/2014, Rev. no. 3 Effective Date: 03/09/2024 ]

Residual Moisture
Based on EP 2.5.32 and USP <921> 1c

(MTD.BIO.016.R03 , Method H)
Uniformity of Dosage [ Issue Date: 15/04/2014, Rev. no. 3 Effective Date: 03/09/2024 |
Unit

Based on EP 2.9.40 and USP <905>

(MTD.BIO.016.R03 , Method 1)
[ Issue Date: 15/04/2014, Rev. no. 3 Effective Date: 03/09/2024 ]

Sub Visible Particles

Based on EP 2.9.19 and USP <788>
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Annex (1)

To The Accreditation Certificate No. JAS Test - 068 Dated 06-10-2024

for Biotechnology Laboratory in Hikma Pharmaceuticals / Amman
Scope of Accreditation

Physical, Chemical and Biological Testing of Biotechnology Drug Products

Tested Parameter/
Type of Test/ Test Methods/ Standards
Measured Quantity

Biotechnology Drug Products

Identification by
Isoelectric Focusing
(IEF)

= (MTD.BIO.016.R03 , Method K)
[ Issue Date: 15/04/2014, Rev. no. 3 Effective Date: 03/09/2024 ]

Protein Content by UV
Spectrophotometer(at
280nm)

(MTD.BIO.016.R03 , Method L)
[ Issue Date: 15/04/2014, Rev. no. 3 Effective Date: 03/09/2024 ]

(MTD.BIO.016.R03 , Method J)
[ Issue Date: 15/04/2014, Rev. no. 3 Effective Date: 03/09/2024 ]

Purity by HPLC

Monoclonal
Antibodies/Purity and
Impurity by Capillary
electrophoresis  CE-
SDS

(MTD.BIO.016.R03 , Method N )
[ Issue Date: 15/04/2014, Rev. no. 3 Effective Date: 03/09/2024 ]

Monoclonal (MTD.BIO.016.R03 , Method M)
Antibodies/ Bioassay [ Issue Date: 15/04/2014, Rev. no. 3 Effective Date: 03/09/2024 |

List of employees in the laboratory who are technically responsible for issuing the test
reports in the scope of accreditation:

1- Mr. Ammar Shanneir: Director,Quality Unit & Biotechnology Lab-MENA

2- Mr. Saif Al-Abbadi: ISO and QA Sr. Officer

3- Miss. Tasneem Narmougq: Biotechnology Lab Sr. Supervisor

Page (2) of (2) qf071-56-e, rev d



	JAS Test-068-Annex(1)- A
	JAS Test-068-Annex(1)-E

