
 

 
 

 

This is to attest 
 

TUV SUD SOUTH ASIA PVT LTD, BENGALURU 
PLOT NO.3-P1-B, HITECH DEFENCE AREA & AEROSPACE PARK INDUSTRIAL AREA, SINGANAHALLI 

VILLAGE BK PALAYA, BENGALURU, KA, 562149, INDIA 
 

Testing Laboratory TL-1253 
 

has met the requirements of AC89, IAS Accreditation Criteria for Testing Laboratories, and has demonstrated 
compliance with ISO/IEC Standard 17025:2017, General requirements for the competence of testing and calibration 

laboratories. This organization is accredited to provide the services specified in the scope of accreditation. 

Effective Date June 16, 2025 

        

 

Issued under the authority of IAS management 
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TUV SUD SOUTH ASIA PVT LTD, BENGALURU 
 
 
Contact Name Rajarajeswari Vijayarangan Contact Phone +91-9182901338 

Accredited to ISO/IEC 17025:2017 Effective Date June 16, 2025 
 

 
  MEDICAL DEVICES OR ITS EXTRACTS (AS APPLICABLE) 

1. AAMI/ANSI ST98: 2022 Cleaning validation – Protein, carbohydrate and Hemoglobin 

2.  AAMI TIR 12: 2020/ (R) 
2023 

Disinfection validation 
(liquid disinfectant technique only) 

3.  AAMI TIR 
12:2020/(R)2023, DIN 
EN ISO 11138-3:2017, 
ISO 17665-1:2024, 
AAMI 
ST77:2013/(R)2018, 
AAMI ST79:2017, ISO 
17664-1, ISO 17665, 
First edition 2024-03 
ISO 17665-2:2009 

Dry time determination 

4.  AAMI TIR 
12:2020/(R)2023, DIN 
EN ISO 11138-3:2017, 
ISO 17665-1:2024, 
AAMI 
ST77:2013/(R)2018, 
AAMI ST79:2017, ISO 
17664-1, ISO 17665, 
First edition 2024-03 
ISO 17665-2:2009 

Steam Sterilization Efficacy and Steam Sterilization Validation 

5.  ASTM F3208-20 Cleaning validation – Protein, carbohydrate and Hemoglobin 

6.  ASTM F3293-18 Cleaning validation – Protein, carbohydrate and Hemoglobin 

7.  ASTM F3321-19 Cleaning validation – Protein, carbohydrate and Hemoglobin 

8.  ASTM F3438-24 Cleaning validation – Protein, carbohydrate and Hemoglobin  

9.  Biological Evaluation of 
Medical Devices- Part 5  
Tests for In Vitro cyto-
toxicity ISO 10993-5 

Cytotoxicity by Direct contact method 
(Qualitative test only) 

10.  ISO 10993- Part 5: 3rd 
edition 2009, Section: 8; 
ISO 10993- Part 12: 5th 
edition 2021 

Cytotoxicity Test (Elution method) 
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11.  ISO 10993- Part 5: 3rd 
edition 2009, Annex B; 
ISO 10993- Part 12: 5th 
edition 2021 

Cytotoxicity (Colony formation cytotoxicity test) 

12.  ISO 10993- Part 5: 3rd 

edition 2009, Annex C; 
ISO 10993- Part 12: 5th 
edition 2021 

Ctotoxicity Test (MTT cytotoxicity test) 

13.  ISO-10993- Part 3: 3rd 
edition 2014, Section: 5; 
Supplement ISO/TR 
10993- Part 33: 1st edi-
tion 2015, Section: 6;  
ISO 10993- Part 12: 5th 
edition 2021),  
OECD Test Guideline 
No. 471- 26 June 2020 

Genotoxicity Test (Bacterial Reverse Mutation Test) 

14.  ISO 10993-3 & ISO 
10993-33, ISO 10993-
12 
OECD document No. 
487:2023 

Genotoxicity test for the detection of micronuclei (MN) in the cytoplasm of 
interphase cells as per in Vitro Mammalian Cell Micronucleus Test 

15.  ISO 10993-3 ISO 
10993-33, ISO 10993-
12 
OECD Guideline No. 
490- July 2016 

Genotoxicity test to detect gene mutations induced by chemicals/ In Vitro 
Mammalian Cell Gene Mutation Test Using the Thymidine Kinase Gene- 
Mouse Lymphoma Assay 

16.  ISO 10993-4; ISO 
10993-12 
ASTM F756-17 

To detect Hemolytic properties of medical devices by In Vitro Hemolysis 
Test by Direct method and Extract 

17.  ISO 10993-4:2017, 
ASTM F756-17, ASTM 
F619-20 & ISO 10993-
12 

In Vitro hemolysis test by direct contact and Indirect contact (Extract) 
method in rabbit blood 

18.  ISO 10993-4:2017, 
Annex E, ISO 10993-
12. 

Detection of complement activity of medical devices by In Vitro 
Complement Activation Assay 

19.  ISO 11737 – Part 1, 3rd. 
Edition 2018-01 

Bioburden test 

20.  ISO 11737- Part 2, 3rd 
edition: 2019 

Sterility Test 

21.  ISO 11737- Part 3, 1st 
Edition:2023; 

Bacterial Endotoxin Test –(BET) 
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22.  USP Chapter 61 (05-
Jan-2024) 

Bioburden test 

23.  ISO 17664-1:2021  Cleaning validation – Protein, carbohydrate and Hemoglobin 

24.  ISO 17664-2:2021:  Cleaning validation – Protein, carbohydrate and Hemoglobin 

25.  USP Chapter 55 (05-
Jan-2024) 

Biological indicators-Resistance performance tests 

26.  USP Chapter 61 (05-
Jan-2024) 

Microbiological Examination of Non-Sterile Products 

27.  USP Chapter 62 (05-
Jan-2024) 

Microbiological Examination of Non-Sterile Products Tests For Specified 
Microorganisms 

28.  USP Chapter 71:2024 Sterility Test 

29.  USP Chapter 85:2024 Bacterial Endotoxin Test –(BET) 

30.  USP Chapter 161:2024 Bacterial Endotoxin Test –(BET) 

31.  USP Chapter 1113 (05-
Jan-2024) 

Microbial Characterization, Identification and Strain Typing 

32.  USP Chapter 1231 (05-
Jan-2024) 

Water For Pharmaceutical purposes - Water Analysis 

 Assessment of Extractables Associated with Pharmaceutical Packaging/Delivery Systems 

33.  ASTM D3078 − 02 Bubble emission test (Reapproved 2021) 

34.  ASTM D5035 – 11 (Re-
approved)2019 

Breaking Force (Tensile Strength) and Elongation by strip method 

35.  ASTM F88/F88M – 23 Seal Strength Test 

36.  ASTM F1140/F1140M − 
13 (Reapproved 2020) 
(Section 9.1 & 9.1.1 
Test Method A (Burst 
Test, Open Package 
Test)) 

Burst Test 

37.  ASTM F1886/F1886M 
−16 

Visual Inspection Test 

38.  ASTM F1929-23 (Sec-
tion 11, Method A: In-
jection Method) 

Dye Penetration Test 

39.  ASTM F1980 − 21 Shelf – life Assessment/Stability Study as per Accelerated aging study for 
Sterile Barrier system and medical devices 

40.  ASTM F2029 − 16 Heat Seal Test (Reapproved 2021) 

41.  ASTM F2252/F2252M − 
13 (Reapproved 2018) 

Ink and coating adhesion Evaluation by sellotape. 

42.  ASTM F2338 − 09 Vacuum Leak Test (Reapproved 2020) 
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43.  ASTM F2981-15 Non-porosity Verification by Air Permeance (Reapproved 2020) 

44.  ASTM F3039 - 23 
Method A: Seal integrity 
evaluation by Dye Pen-
etration & Method B: 
Surface Defects evalu-
ation by dye Penetra-
tion 

Determination of Leaks, Channels at seal and surface area of Packaging 
System by dye penetration test. 

45.  EN 868-5:2018 (E), An-
nexure E 

Peel Characterization test 

46.  ISO 536:2019 Determination of Basis weight (Grammage) test 

47.  ISO 5636-5 3rd Edition: 
2013 

Air Permeability Test (Gurley Method) 

48.  ISO 10993-1: 2018 
ISO 10993-12: 2021 
ISO 10993-18:2020 

Determination of Non-Volatile Residue (NVR) Analysis  

49.  ISO 10993-1: 2018 
ISO 10993-12: 2021: 
ISO 10993-18:2020 
USP 643: 2024 

Determination of Total Organic Carbon (TOC) content 

50.  ISO 10993-1: 2018  
ISO 10993-12: 2021 
ISO 10993-18:2020 
USP Chapter 
1663:2024 

Elements 
Antimony (Sb), Aluminum (Al), Arsenic (As), Barium (Ba), Boron (B), 
Beryllium (Be), Calcium (Ca),Cadmium (Cd), Chromium (Cr), Cobalt (Co), 
Copper (Cu), Europium (Eu), Gadolinium (Gd), Gold (Au), Hafnium 
(Hf),Iridium (Ir), Iron (Fe), Lead (Pb), Lanthanum (La), Lithium (Li), Mercury 
(Hg), Molybdenum (Mo), Magnesium (Mg), Manganese (Mn), Niobium 
(Nb), Nickel (Ni), Osmium (Os), Platinum (Pt), Palladium (Pd),Potassium 
(K), Rhodium (Rh), Ruthenium (Ru), Selenium (Se), Sodium (Na), 
Strontium (Sr), Silver (Ag), Silicon (Si), Tantalum (Ta),Thallium (Tl), 
Terbium (Tb), Tungsten (W), Titanium (Ti), Tin (Sn), Thorium (Th), 
Uranium (U), Vanadium (V) Yttrium (Y), Zirconium(Zr) & Zinc (Zn). 
 
Anions 
Fluorides, Acetate, Formate, Chlorites, Bromates, Chlorides, Nitrites, Bro-
mides, Nitrates, Chlorates, Sulphates, Oxalate, Phosphate, Citrate 

51.  ISO 10993-1:2018: 
ISO 10993-18:2020;  
ISO 10993-12:2021 
USP Chapter 
1663:2024 
 

Organic Compounds 
 
Dipentyl phthalates; Bis-methoxy ethyl phthalates, Di iso butyl phthalates; 
1,2- 
Benzenedicarboxylic acid, di-C7-11-branched and linear alkyl esters; 1,2-
Benzenedicarboxylic acid, di-C6-8-branched alkyl esters, C7-rich; Di-n hex-
ylphthalate; Dimethyl phthalate; Di Decyl Phtalates (DDP); Di-n-propyl 
phthalate (DPrP); Diisooctyl phthalate (DIOP); Di-2-propyl heptyl phthalate 
(DPHP); DiisoHexylphthalate (DIHxP); 1,2-Benzenedicarboxylicacid, di-
hexyl ester, branched and linear;1,2-benzenedicarboxylic acid, di-C6-10-
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alkyl esters; 1,2-benzenedicarboxylic acid, mixed decyl and hexyl and oc-
tyl; diesters with 8 0.3% of dihexyl phthalate (EC No. 201-559-5); 1,2-Ben-
zenedicarboxylic acid 
dipentylester; branched and linear (CAS# 84777-06-0); N-nitrosodimethyla-
mine (NDMA); N-nitrosodiethylamine (NDEA); N-nitrosodipropylamine 
(NDPA); N-nitrosodibutylamine (NDBA); N-nitrosopiperidine (NPIP); N-ni-
trosopyrrolidine (NPYR); N-nitrosomorpholine (NMOR); N-nitrosodibenzyla-
mine (NDBzA); N-nitrosodiisononylamine (NDINA); N-nitroso N-methyl-N-
phenylamine (NMPhA);N-nitroso N-ethyl N-phenylamine (NEPhA); N-nitro-
sodiethanolamine(NDELA); N-nitrosodiisoprropylamine(NDiPA); N-nitro-
sobutylamine(NDiBA); Acetone;DCM; n-Hexane; Chloroform; THF; Cyclo-
hexane; CCl4; Benzene;Trichloroethylene; 1,1,2-Trichloro Ethane; Tolu-
ene; Tetrachloroethylene;Xylene; N, N-Dimethylacetamide; Cyclohexa-
none; Styrene; 1,2,3-trichloro Propane; Pentachloro Ethane; 2-methoxy-
Ethanol; 1,2-dimethoxyEthane; 2-ethoxy-Ethanol; 2-Methoxyethyl acetate; 
Ethylbenzene; 2-Ethoxyethyl acetate;1,1,2,2-tetrachloro-Ethane; Phenol; 3-
methyl-Phenol; trans-Di-1,2-Chloroethylene; cis-Dichloroethylene; 1,2-Di-
chloroethane; 1,1,1-Trichloroethane; 1,1,1,2-Tetrachloroethane; Trime-
thylol propane; Dibromochloromethane; Bromochloromethane; 1,1,2-Tri-
chloroethane; Hexachlorobutadiene; Butylated hydroxy anisole; Butylated 
hydroxy toluene;Diphenylamine; Erucamide; Irgafos 168; Irganox 1076; Ir-
ganox 1010; Irganox 3114; Irganox 1330; Irganox PS 800; Tinuvin P; Anti-
oxidant 2246; Oleamide; 2-(2H-Benzotriazol-2-yl)-4-(tert-butyl)-6-(sec-bu-
tyl) phenol – UV 350; 2-(2H-Benzotriazol-2-yl)-4,6-di-tert-pentylphenol – 
UV 328; 2,4-Di-tert-butyl-6-(5-chlorobenzotriazol-2-yl) phenol – UV 327; 2-
Benzotriazol-2-yl-4,6-di-tert-butylphenol – UV 320; Bisphenol A (BPA); Bi-
sphenol S (BPS); Bisphenol F (BPF); Bisphenol AF (BPAF); Bisphenol Z; 
Bisphenol B; Perfluorobutane-1-sulfonic acid (PFBS) Perfluoro-n-hexanoic 
acid (PFHxA) Perfluorohexane-1-sulfonic acid (PFHxS) Perfluoro-n-oc-
tanoic acid (PFOA); Perfluoro-n-nonanoic acid (PFNA), Perfluorooctane-1-
sulfonic acid (PFOS), Perfluoro-n-decanoic acid (PFDA) Perfluoro-n-un-
decanoic acid (PFUnDA) 

 
MTT: 3- (4,5-dimethylthiazol-2-yl)-2,5-diphenyltetrazolium bromide 
ASTM: American Society for Testing and Materials 

ISO: International Organization for Standardization 

OECD: Organization for Economic Cooperation & Development 

USP: United States Pharmacopoeia 
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