Test Items

No. Code Project Name
1 CB-001 Cell Growth and Sample Preparation
2 CB-002 Cell Morphology and Growth Observation
3 CB-003 Detection of Infectious Retrovirus by Co-cultivation with Mus Dunni Cells
(PG4 S+L- End Point)
4 CB-004 In Vitro Assay for Adventitious Virus Detection (MRC-5, Vero, CHO-K1/28 days)
5 CB-005 Detection of Bovine Adventitious Viruses(9CFR)
6 CB-006 In Vitro Assay for Adventitious Virus Detection (MRC-5, Vero, HEK293/28 days)
7 CB-007 In Vitro Assay for Adventitious Virus Detection (MRC-5, Vero, NIH3T3/28 days)
8 CB-008 In Vitro Assay for Adventitious Virus Detection (MRC-5, Vero, CV-1/28 days)
9 CB-009 In Vitro Assay for Adventitious Virus Detection (MRC-5, Vero, CHO-K1/14 days)
10 CB-010 In Vitro Assay for Adventitious Virus Detection (MRC-5, Vero, CV-1/14 days)
11 CB-011 In Vitro Assay for Adventitious Virus Detection (MRC-5, Vero, CHO/14 days)
12 CB-012 In Vitro Assay for Adventitious Virus Detection (MRC-5, Vero, CHO/28 days)
13 CB-013 Cell Morphology Observation and Hemadsorption Assay (Ch.P)
14 EM-001L Transmission Electron Microscopic Examination of Cell Cultures (200 Cell profiles)
15 EM-002L Ultrathin Section Transmission Electron Microscopy Assay (Virus-like
Particle Quantification by TEM Test)
16 CB-014 In Vitro Assay for Porcine Adventitious Viruses
17 CB-015 Virus Growth and Sample Preparation




18 CB-016L Antibody Neutralization Assay: Adventitious Virus Detection

Transmission Electron Microscopic Assay by Negative Staining: Detection
19  EM-003RD ] )

of Empty Rate of Adeno-Associated Virus (AAV)

Product-Specific Qualification- Adventitious Virus Detection (MRC-5, Vero,

20 CB-004PSQ
CHO-K1/ 28 days)
Product-Specific Qualification- Ultrathin Section Transmission Electron
21  EM-002LPSQ ] o ) o
Microscopy Assay (Virus-like Particle Quantification by TEM Test)
22 Qualification Assay of Mycoplasma Detection (Direct Cultivation Method)
MY-001Q
23 Qualification Assay of Mycoplasma Detection (Indicator Cell Culture Method)
24 Mycoplasma Detection (Direct Cultivation Method)
MY-001T

25 Mycoplasma Detection (Indicator Cell Culture Method)

Product-Specific Qualification- Mycoplasma Detection (Direct Cultivation
26 MY-001PSQ .

Method and Indicator Cell Culture Method)

27 MB-001 CHO Cell Identity (CO1 Barcode Analysis)
28 MB-002 Product-Enhanced Reverse Transcriptase Assay
29 MB-003 Real-Time PCR Assay of Minute Virus of Mice (MVM)
30 MB-004 Real-Time PCR Assay of Porcine Circovirus Type 1 and Type 2 (PCV Type I1&ll)
31 MB-005 Real-Time PCR Assay of Bovine Polyomavirus (BPyV)
32 MB-006 Real-Time PCR Assay of Vesivirus (VsV) Isolate 2117
33 MB-007 Residual CHO Host Cell DNA Detection
34 MB-008 Real-Time PCR Assay of Hepatitis B Virus (HBV)
35 MB-009 Real-Time PCR Assay of Epstein-Barr Virus (EBV)
36 MB-010 Real-Time PCR Assay of Human Polyomavirus (BKV&ICV)




37 MB-011 Real-Time PCR Assay of Human Herpesvirus 7 (HHV 7)

38 MB-012 Real-Time PCR Assay of Human Adenovirus (HAdv)

39 MB-013 Real-Time PCR Assay of Human Papillomavirus Strains 18(HPV 18)

40 MB-014 Real-Time PCR Assay of Hepatitis A Virus (HAV)

41 MB-015 Real-Time PCR Assay of Hepatitis E Virus (HEV)

42 MB-016 Real-Time PCR Assay of Hepatitis C Virus (HCV)

43 MB-017 Real-Time PCR Assay of Human Immunodeficiency Virus 2 (HIV-2)

44 MB-018 Real-Time PCR Assay of Human T-cell Lymphotropic Virus Type 1 (HTLV-1)
45 MB-019 Real-Time PCR Assay of Human T-cell Lymphotropic Virus Type 2 (HTLV-2)
46 MB-020 Real-Time PCR Assay of Human Parvovirus B19 (B19)

47 MB-021 Real-Time PCR Assay of Human Herpesvirus 8 (HHV 8)

48 MB-022 Real-Time PCR Assay of Human Immunodeficiency Virus 1 (HIV-1)

49 MB-023 Real-Time PCR Assay of Human Papillomavirus Strains 16(HPV 16)

50 MB-024 Real-Time PCR Assay of Human Cytomegalovirus (HCMV)

51 MB-025 Real-Time PCR Assay of Human Herpesvirus 6 (HHV 6)

52 MB-026 Product-Enhanced Reverse Transcriptase Assay (Ch.P)

53 MB-027 Real-Time PCR Assay of Simian T-cell Lymphotropic Virus (STLV)

54 MB-028 Real-Time PCR Assay of Simian Immunodeficiency Virus (SIV)

55 MB-029 Real-Time PCR Assay of Simian Foamy Virus (SFV)

56 MB-030 Real-Time PCR Assay of Simian Virus 40 (SV40)




57 MB-031 Real-Time PCR Assay of Simian Retrovirus (SRVs)

58 MB-032 Real-Time PCR Assay of Simian Herpes B Virus (SHBV)

59 MB-033 Real-Time PCR Assay of Rhesus Monkey Cytomegalovirus (RhCMV)
60 MB-034 Real-Time PCR Assay of Squirrel Monkey Retrovirus (SMRV)

61 MB-035 Real-Time PCR Assay of Simian Adenovirus Type 7 (SAV-7)

62 MB-036 Real-Time PCR Assay of Herpes Simplex Virus Type 1 and Type 2 (HSV 1 & HSV 2)
63 MB-037 Real-Time PCR Assay of Bovine Herpesvirus Type 1 (BHV-1)

64 MB-038 Real-Time PCR Assay of Bovine Herpesvirus Type 4 (BHV-4)

65 MB-039 Vero Cell Identity (CO1 Barcode Analysis)

66 MB-040 Mycoplasma Real-Time PCR Assay

67 MB-041 Real-Time PCR Assay of Bovine Adeno-Associated Virus (BAAV)

68 MB-042 Real-Time PCR Assay of Bovine Papillomavirus Type 2 ( BPV-2)

69 MB-043 Real-Time PCR Assay of Bovine Papillomavirus Type 3 (BPV-3)

70 MB-044 Mycoplasma PCR Assay

71 MB-045 QPCR Assay of Minute Virus of Mice (MVM)

72 MB-046 QPCR Assay of Xenotropic Murine Leukemia Virus (X-MuLV)

73 MB-048 Real-Time PCR Assay of Bovine Herpesvirus Type 5 (BHV-5)

74 MB-049 Real-Time PCR Assay of Bovine Coronavirus (BCV)

75 MB-050 Real-Time PCR Assay of Porcine Hemagglutinating Encephalomyelitis Virus (PHEV)
76 MB-003PSQ Product-Specific Qualification-Minute Virus of Mice (MVM) Qualitative Assay




