: . National Accreditation Board for
2;& ., Testing and Calibration Laboratories

CERTIFICATE OF ACCREDITATION
ACCUPREC RESEARCH LABS PVT. LTD.

has been assessed and accredited in accordance with the standard

ISO/IEC 17025:2017

""General Requirements for the Competence of Testing &
Calibration Laboratories"

for its facilities at
CHANGODAR - BAVLA HIGHWAY, AHMEDABAD, GUJARAT, INDIA

in the field of

TESTING

Certificate Number: TC-6124

Issue Date: 10/08/2022 Valid Until: 09/08/2024

This certificate remains valid for the Scope of Accreditation as specified in the annexure subject to continued
satisfactory compliance to the above standard & the relevant requirements of NABL.
(To see the scope of accreditation of this laboratory, you may also visit NABL website www.nabl-india.org)

Name of Legal Identity : ACCUPREC RESEARCH LABS PRIVATE LIMITED

Signed for and on behalf of NABL

MW

N. Venkateswaran
Chief Executive Officer
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Accreditation Standard

% National Accreditation Board for
© Testing and Calibration Laboratories

SCOPE OF ACCREDITATION

ACCUPREC RESEARCH LABS PVT. LTD., CHANGODAR - BAVLA HIGHWAY, AHMEDABAD,

GUJARAT, INDIA
ISO/IEC 17025:2017

Certificate Number TC-6124 Page No 1 of 59
Validity 10/08/2022 to 09/08/2024 Last Amended on 19/08/2022
Component, parameter or | Test Method Specification
characteristic tested / against which tests are
S.No Discipline / Group Materials or Products tested Specific Test Performed / performed and / or the

Tests or type of tests
performed

techniques / equipment
used

Permanent Facility

BIOLOGICAL- AYUSH

Ayurvedic drugs

Pseudomonas aeruginosa

API (Part 2) Volume-ll:

PRODUCTS Appendix 2,Section2.4.1:
2 BIOLOGICAL- AYUSH Avurvedic drugs E. coli API (Part 2) Volume-lI:
PRODUCTS y 9 : Appendix 2,Section2.4.1:
3 BIOLOGICAL- AYUSH wOfYedic GFTas salmonella s API (Part 2) Volume-lI:
PRODUCTS Y 9 PP Appendix 2,Section2.4.1:
4 BIOLOGICAL- AYUSH b iedic dflias stadtlococoks aurdlls API (Part 2) Volume-lI:
PRODUCTS Y 9 phy Appendix 2,Section2.4.1:
BIOLOGICAL- AYUSH 4 4 API (Part 2) Volume-II:
5 PRODUCTS Ayurvedic drugs Total aerobic plate count Appendix 2,Section2.4.1
BIOLOGICAL- AYUSH . API (Part 2) Volume-lI:
6 PRODUCTS Ayurvedic drugs Total Yeast and Mould Appendix 2,Section2.4.1:
BIOLOGICAL- AYUSH . . .
7 PRODUCTS Herbal formulations E. coli IP, section 2.2.9 Volume-|
BIOLOGICAL- AYUSH . : .
8 PRODUCTS Herbal formulations Pseudomonas aeruginosa IP,section 2.2.9 Volume-|
BIOLOGICAL- AYUSH . !
9 PRODUCTS Herbal formulations Salmonella spp IP, section 2.2.9 Volume-|
BIOLOGICAL- AYUSH ) !
10 PRODUCTS Herbal formulations Staphylococcus aureus IP, section 2.2.9 Volume-|
BIOLOGICAL- AYUSH ) . ) ) R
11 PRODUCTS Herbal formulations Total aerobic plate count IP; section 2.2.9 Volume-|
BIOLOGICAL- AYUSH ! W ! "
12 PRODUCTS Herbal formulations Total Yeast and Mould IP, section 2.2.9 Volume-|
BIOLOGICAL- BIOLOGICAL Bacterial Filtration
TESTS ON OTHER . e Efficiency(BFE) by
13 MISCELLANEQUS TEST N dical Tektile- Face Mask Staphylococcus aureas ASTM F2101
ITEMS challenge test
BIOLOGICAL- BIOLOGICAL Bacterial Filtration
TESTS ON OTHER . o, Efficiency(BFE) by
14 MISCELLANEQUS TEST Medical TextilCNggce Mask Staphylococcus aureas EN 14683
ITEMS challenge test
BIOLOGICAL- BIOLOGICAL Bacterial Filtration
15 TESTS ON OTHER Medical Textile- Face Mask Efficiency (BFE) by IS 16288

MISCELLANEOUS TEST
ITEMS

Staphylococcus aureas
challenge test

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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ACCUPREC RESEARCH LABS PVT. LTD., CHANGODAR - BAVLA HIGHWAY, AHMEDABAD,

GUJARAT, INDIA
ISO/IEC 17025:2017

Certificate Number TC-6124 Page No 2 of 59
Validity 10/08/2022 to 09/08/2024 Last Amended on 19/08/2022
Component, parameter or | Test Method Specification
characteristic tested / against which tests are
S.No Discipline / Group Materials or Products tested Specific Test Performed / performed and / or the
Tests or type of tests techniques / equipment
performed used
BIOLOGICAL- BIOLOGICAL
TESTS ON OTHER . ’ Microbial cleanliness(
16 MISCELLANEOUS TEST Medical Textile- Face Mask Bioburden test) I1SO 11737-1
ITEMS
BIOLOGICAL- BIOLOGICAL Bacterial Filtration
TESTS ON OTHER Efficiency(BFE) by
17 MISCELLANEOUS TEST | N 93 mask Staphylococcus aureas ASTM F2101
ITEMS challenge test
BIOLOGICAL-
18 BIOLOGICALS DERIVED Streptokinase injection Abnormal toxicity IP 2018 and Addendum
PHARMACEUTICALS
BIOLOGICAL-
19 BIOLOGICALS DERIVED Streptokinase injection Bacterial endotoxin test IP ,Page N0.3263
PHARMACEUTICALS
BIOLOGICAL-
20 BIOLOGICALS DERIVED Streptokinase injection Identification by Method B IP 2018 and Addendum
PHARMACEUTICALS
BIOLOGICAL-
21 BIOLOGICALS DERIVED Streptokinase injection Sterility test IP Page No0.3263
PHARMACEUTICALS
BIOLOGICAL-
22 BIOLOGICALS DERIVED Streptokinase injection Streptolysin IP 2018 and Addendum
PHARMACEUTICALS
BIOLOGICAL- COSMETICS . ) ’
23 AND ESSENTIAL OILS Hair Oil Total Microbial count IS 7123
BIOLOGICAL- COSMETICS . )
24 AND ESSENTIAL OILS Shampoo Total aerobic plate count IS 14648:
BIOLOGICAL- COSMETICS .
25 AND ESSENTIAL OILS Shampoo Total Yeast and Mould IS 14648 :
BIOLOGICAL- DRUGS AND e . IP; Appendix-2.2.9 Page
26 PHARMACEUTICALS Purified Water Total Bacterial Count No.:38-50
BIOLOGICAL- DRUGS AND e IP; Appendix-2.2.9 Page
27 PHARMACEUTICALS Purified Water Total Yeast & Mould Count No.:38-50
BIOLOGICAL- DRUGS AND — ) IP; Appendix-2.2.3 Page No.
28 PHARMACEUTICALS Water For Injection Endotoxins (Gel Clot Method) 28-31
BIOLOGICAL- DRUGS AND . & - IP; Appendix-2.2.11 Page
29 PHARMACEUTICALS Water For Injection Sterility Test No.:59-66
BIOLOGICAL- MEDICAL . ;
30 ACCESSORIES & Ablation Device. Sterility Test gPé_ggpend|x—2.2.11 Page No.
SURGICAL PRODUCTS

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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performed
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used

BIOLOGICAL- MEDICAL

31 ACCESSORIES & Cement Restrictor Endotoxins Test USP-44
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL . .
32 ACCESSORIES & Cement Restrictor Sterility Test I6P5,_22pendlx—2.2.11 Page No.
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL
33 ACCESSORIES & I.V. Cannulae Endotoxins Test USP-44
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL . .
34 ACCESSORIES & V. Cannulae Sterility Test :Sps'_ggpe”d'x'z'z'll Page No.
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL
35 ACCESSORIES & 10 ul regular sterile tips Endotoxins Test USP-44
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL 1 .
36 ACCESSORIES & 10 ul regular sterile tips Sterility Test I6P5_A62pend|x-2.2.11 Page No.
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL
37 ACCESSORIES & 1000ul LR sterile tips Endotoxins Test USP-44
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL ) .
38 ACCESSORIES & 1000ul LR sterile tips Sterility Test &_@gpe”d'x'z'z'll Page No.
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL
39 ACCESSORIES & 10ul LR sterile tips Endotoxins Test USP-44
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL . .
40 ACCESSORIES & 10ul LR sterile tips Sterility test '(Sps'_égpe”d'x'z'z'll Page No.
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL
41 ACCESSORIES & 15ul sterile Centrifuge tubes Endotoxins Test USP-44
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL . ;
42 ACCESSORIES & 15ul sterile Centrifuge tubes Sterility Test |6Pé_égpend|x-2.2.11 Page No.
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL
43 ACCESSORIES & 200 ul LR sterile tips Endotoxins Test USP-44
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL . .
44 ACCESSORIES & 200 ul LR sterile tips Sterility Test IP; Appendix-2.2.11 Page No.

SURGICAL PRODUCTS

65-66

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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ACCUPREC RESEARCH LABS PVT. LTD., CHANGODAR - BAVLA HIGHWAY, AHMEDABAD,

GUJARAT, INDIA
ISO/IEC 17025:2017

Certificate Number TC-6124 Page No 4 of 59
Validity 10/08/2022 to 09/08/2024 Last Amended on 19/08/2022
Component, parameter or | Test Method Specification
characteristic tested / against which tests are
S.No Discipline / Group Materials or Products tested Specific Test Performed / performed and / or the

Tests or type of tests
performed

techniques / equipment
used

BIOLOGICAL- MEDICAL

IP; Appendix-2.2.11 Page No.

45 ACCESSORIES & 25 Gauge 30 Gauge Sterility Test 65-66
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL
46 ACCESSORIES & 50 ml sterile centrifuge tubes Endotoxins Test USP-44
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL . .
47 ACCESSORIES & 50 ml sterile centrifuge tubes Sterility Test gPé_ggpend|x-2.2.11 Page No.
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL
48 ACCESSORIES & Ablation Device Endotoxins Test USP-44
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL . .
49 ACCESSORIES & Blow Extruded Single Blood bag Type A and Type B Sterility Test I6P5,_22pend|x—2.2.11 Page No.
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL
50 ACCESSORIES & Bone Cements Endotoxins Test USP-44
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL . .
51 ACCESSORIES & Bone Cements Sterility Test gps'_égpe”d'x'z'z'll Page No.
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL
52 ACCESSORIES & Bone Screw Endotoxins Test USP-44
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL ; ;
53 ACCESSORIES & Bone Screw Sterility Test I6P-r;22pend|x-2.2.11 Page No.
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL
54 ACCESSORIES & catheters Endotoxins Test USP-44
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL ) .
55 ACCESSORIES & catheters Sterility Test IesPé_gzpendlx—Z.Z.ll Page No.
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL
56 ACCESSORIES & Cemented Femoral stem Endotoxins Test USP-44
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL . .
57 ACCESSORIES & Cemented Femoral stem Sterility Test |6P5,_/22pend|x-2.2.11 Page No.
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL
58 ACCESSORIES & Coronary stents Endotoxins Test USP-44

SURGICAL PRODUCTS

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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Laboratory Name :

Accreditation Standard

% National Accreditation Board for
Testing and Calibration Laboratories

SCOPE OF ACCREDITATION

ACCUPREC RESEARCH LABS PVT. LTD., CHANGODAR - BAVLA HIGHWAY, AHMEDABAD,

GUJARAT, INDIA
ISO/IEC 17025:2017

Certificate Number TC-6124 Page No 5 of 59
Validity 10/08/2022 to 09/08/2024 Last Amended on 19/08/2022
Component, parameter or | Test Method Specification
characteristic tested / against which tests are
S.No Discipline / Group Materials or Products tested Specific Test Performed / performed and / or the

Tests or type of tests
performed

techniques / equipment
used

BIOLOGICAL- MEDICAL

IP; Appendix-2.2.11 Page No.

59 ACCESSORIES & Coronary stents Sterility Test 65-66
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL ) .
60 ACCESSORIES & CuT380A Sterility Test I6P5,_22pend|x—2.2.11 Page No.
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL
61 ACCESSORIES & Disposable Hypodermic syringes Endotoxins Test USP-44
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL ) .
62 ACCESSORIES & Disposable Hypodermic syringes Sterility Test I6Pé_A62pend|x-2.2.11 Page No.
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL
63 ACCESSORIES & Disposable Perfusion Set Endotoxins Test USP-44
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL 4 .
64 ACCESSORIES & Disposable Perfusion Set Sterility Test I6P5_A62pend|x-2.2.11 Page No.
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL . .
65 ACCESSORIES & Drug Eluting stents Sterility Test gps'_égpe”d'x'z'z'll Page No.
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL
66 ACCESSORIES & Drug Eluting stents Endotoxins Test USP-44
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL
67 ACCESSORIES & Heart Valves Endotoxins Test USP-44
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL ) .
68 ACCESSORIES & Heart Valves Sterility Test i Abpendix-2.2.11 Page No.
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL
69 ACCESSORIES & Internal Prosthetic Replacements Endotoxins Test USP-44
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL . ;
70 ACCESSORIES & Internal Prosthetic Replacements Sterility Test I6Pé_22pend|x-2.2.11 Page No.
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL
71 ACCESSORIES & Intra ocular implants Endotoxins Test USP-44
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL ) .
72 ACCESSORIES & Intra ocular implants Sterility Test IP; Appendix-2.2.11 Page No.

SURGICAL PRODUCTS

65-66

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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Accreditation Standard

National Accreditation Board for
Testing and Calibration Laboratories

SCOPE OF ACCREDITATION

ACCUPREC RESEARCH LABS PVT. LTD., CHANGODAR - BAVLA HIGHWAY, AHMEDABAD,

GUJARAT, INDIA
ISO/IEC 17025:2017

Certificate Number TC-6124 Page No 6 of 59
Validity 10/08/2022 to 09/08/2024 Last Amended on 19/08/2022
Component, parameter or | Test Method Specification
characteristic tested / against which tests are
S.No Discipline / Group Materials or Products tested Specific Test Performed / performed and / or the
Tests or type of tests techniques / equipment
performed used
BIOLOGICAL- MEDICAL
73 ACCESSORIES & Intra Ocular Lenses Endotoxins Test USP-44
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL . .
74 ACCESSORIES & Intra Ocular Lenses Sterility test I6P5,_22pendlx—2.2.11 Page No.
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL
75 ACCESSORIES & Joints Endotoxins Test USP-44
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL ) .
76 ACCESSORIES & Joints Sterility Test :Sps'_ggpe”d'x'z'z'll Page No.
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL
77 ACCESSORIES & Nails Endotoxins Test USP-44
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL 1 ;
78 ACCESSORIES & Nails Sterility Test I(SPé_ggpendm-Z.Z.ll Page No.
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL
79 ACCESSORIES & Nodular Head Endotoxins Test USP-44
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL ) .
80 ACCESSORIES & Nodular Head Sterility Test &_@gpe”d'x'z'z'll Page No.
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL
81 ACCESSORIES & Orthopedic Devices Endotoxins Test USP-44
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL . .
82 ACCESSORIES & Orthopedic Devices Sterility test '(Sps'_égpe”d'x'z'z'll Page No.
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL .
83 ACCESSORIES & Orthopedic implant, Coronary stent, Suture, IV cannula, IV | paticylate Matters USP 44
SURGICAL PRODUCTS ! % !
BIOLOGICAL- MEDICAL
84 ACCESSORIES & Plates Endotoxins Test USP-44
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL . .
85 ACCESSORIES & Plates Sterility test |6P5,_/22pend|x-2.2.11 Page No.
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL . .
86 ACCESSORIES & Silicon Tubal Ring Sterility Test IGPE;_ézpendlx—Z.Z.ll Page No.
SURGICAL PRODUCTS

This is annexure to 'Certificate of Accreditation' and does not require any signature.




Laboratory Name :

Accreditation Standard

Certificate Number
Validity

% National Accreditation Board for
i Testing and Calibration Laboratories

SCOPE OF ACCREDITATION

ACCUPREC RESEARCH LABS PVT. LTD., CHANGODAR - BAVLA HIGHWAY, AHMEDABAD,

GUJARAT, INDIA

ISO/IEC 17025:2017
TC-6124

10/08/2022 to 09/08/2024

Page No
Last Amended on

7 of 59
19/08/2022

S.No Discipline / Group

Materials or Products tested

Component, parameter or
characteristic tested /
Specific Test Performed /
Tests or type of tests
performed

Test Method Specification
against which tests are
performed and / or the
techniques / equipment

used

BIOLOGICAL- MEDICAL
87 ACCESSORIES &
SURGICAL PRODUCTS

Simple Plain Latex Type

Sterility Test

IP; Appendix-2.2.11 Page No.
65-66

BIOLOGICAL- MEDICAL
88 ACCESSORIES &
SURGICAL PRODUCTS

Straight Single use

Sterility Test

IP; Appendix-2.2.11 Page No.
65-66

BIOLOGICAL- MEDICAL

89 ACCESSORIES & sutures Endotoxins Test USP-44
SURGICAL PRODUCTS
BIOLOGICAL- MEDICAL . _
90 ACCESSORIES & sutures Sterility Test IP; Appendix-2.2.11 Page No.

SURGICAL PRODUCTS

65-66

BIOLOGICAL- MEDICAL
91 ACCESSORIES &
SURGICAL PRODUCTS

Uncemented Femoral stem

Endotoxins Test

USP-44

BIOLOGICAL- MEDICAL
92 ACCESSORIES &
SURGICAL PRODUCTS

Uncemented Femoral stem

Sterility Test

IP; Appendix-2.2.11 Page No.
65-66

BIOLOGICAL-

93 TOXICOLOGY

Catheters, syringes with needles, Tubular rings, sutures,
condoms, copper-T, Intraocular implants, surgical gloves,
vascular devices and IV sets, coronary stent, orthopedic
devices, Joints, screws, plates, Bone Cements, Heart
Valves, Internal Prosthetic Replacements, Ablation Device,
Scalp Vein Set, Surgical Dressings, Umbilical tapes, Organ
Preservative Solution, Blood Blood Component Bag, Organ
Preservative Solution, Nebulizer, Blood Pressure Monitoring
Device, Glucometer, Digital Thermometer, All Implantable
Medical Device Equipment, Disinfectant and Insecticide
specified on medical Device, Personal Protective
Equipment’s (Mask, Gloves, Coverall etc.), Drug Eluting
stents, Contact lens & lens care products, Eye drops and
Ophthalmic temponades, Urological devices, Respiratory
devices, Gastrointestinal devices, Paediatric devices,
Neurological devices, Gyanecological devices,
Heamatological devices, Surgical implements, Wound care
products, Ventilators, Raw ingredients (Collagen, Chitosan,
Polymers,, Metals, Rubbers, Resins), Blood gas pathways.

Tests for local effects after
implantation

ISO 10993-6

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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Page No
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S.No
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Materials or Products tested

Component, parameter or
characteristic tested /
Specific Test Performed /
Tests or type of tests
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Test Method Specification
against which tests are
performed and / or the
techniques / equipment

used

94

BIOLOGICAL-
TOXICOLOGY

Catheters, syringes with needles, Tubular rings, sutures,
condoms, copper-T, Intraocular implants, surgical gloves,
vascular devices and IV sets, coronery stent, orthopedic
devices, Joints, screws, plates, Bone Cements,Heart
Valves,Internal Prosthetic Replacements, Ablation Device,
Scalp Vein Set, Surgical Dressings, Surgical Dressings,
Umbilical tapes, Organ Preservative Solution, Blood Blood
Component Bag, Organ Preservative Solution, Nebulizer,
Blood Pressure Monitoring Device, Glucometer, Digital
Thermometer, All Implantable Medical Device Equipment,
Disinfectant and Insecticide specified on medical Device,
Personal Protective Equipment’s (Mask, Gloves, Coverall
etc.), Drug Eluting stents, Contact lens & lens care
products, Eye drops and Ophthalmic temponades,
Urological devices, Respiratory devices, Gastrointestinal
devices, Paediatric devices, Neurological devices,
Gyanecological devices, Heamatological devices, Surgical
implements, Wound care products, Ventilators, Raw
ingredients (Collagen, Chitosan, Polymers,, Metals,
Rubbers, Resins), Blood gas pathways

"Oral Mucosa Irritation Test"

ISO 10993-23

95

BIOLOGICAL-
TOXICOLOGY

Catheters, syringes with needles, Tubular rings, sutures,
condoms, copper-T, Intraocular implants, surgical gloves,
vascular devices and IV sets, coronery stent, orthopedic
devices, Joints, screws, plates, Bone Cements,Heart
Valves,Internal Prosthetic Replacements, Ablation Device,
Scalp Vein Set, Surgical Dressings, Surgical Dressings,
Umbilical tapes, Organ Preservative Solution, Blood Blood
Component Bag, Organ Preservative Solution, Nebulizer,
Blood Pressure Monitoring Device, Glucometer, Digital
Thermometer, All Implantable Medical Device Equipment,
Disinfectant and Insecticide specified on medical Device,
Personal Protective Equipment’s (Mask, Gloves, Coverall
etc.), Drug Eluting stents, Contact lens & lens care
products, Eye drops and Ophthalmic temponades,
Urological devices, Respiratory devices, Gastrointestinal
devices, Paediatric devices, Neurological devices,
Gyanecological devices, Heamatological devices, Surgical
implements, Wound care products, Ventilators, Raw
ingredients (Collagen, Chitosan, Polymers,, Metals,
Rubbers, Resins), Blood gas pathways

Acute Systemic Toxicity

I1SO 10993-11 & EN

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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against which tests are
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techniques / equipment
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BIOLOGICAL-

% TOXICOLOGY

Catheters, syringes with needles, Tubular rings, sutures,
condoms, copper-T, Intraocular implants, surgical gloves,
vascular devices and IV sets, coronery stent, orthopedic
devices, Joints, screws, plates, Bone Cements,Heart
Valves,Internal Prosthetic Replacements, Ablation Device,
Scalp Vein Set, Surgical Dressings, Surgical Dressings,
Umbilical tapes, Organ Preservative Solution, Blood Blood
Component Bag, Organ Preservative Solution, Nebulizer,
Blood Pressure Monitoring Device, Glucometer, Digital
Thermometer, All Implantable Medical Device Equipment,
Disinfectant and Insecticide specified on medical Device,
Personal Protective Equipment’s (Mask, Gloves, Coverall
etc.), Drug Eluting stents, Contact lens & lens care
products, Eye drops and Ophthalmic temponades,
Urological devices, Respiratory devices, Gastrointestinal
devices, Paediatric devices, Neurological devices,
Gyanecological devices, Heamatological devices, Surgical
implements, Wound care products, Ventilators, Raw
ingredients (Collagen, Chitosan, Polymers,, Metals,
Rubbers, Resins), Blood gas pathways

Ame's Test

ISO 10993-3

BIOLOGICAL-

97 TOXICOLOGY

Catheters, syringes with needles, Tubular rings, sutures,
condoms, copper-T, Intraocular implants, surgical gloves,
vascular devices and IV sets, coronery stent, orthopedic
devices, Joints, screws, plates, Bone Cements,Heart
Valves,Internal Prosthetic Replacements, Ablation Device,
Scalp Vein Set, Surgical Dressings, Surgical Dressings,
Umbilical tapes, Organ Preservative Solution, Blood Blood
Component Bag, Organ Preservative Solution, Nebulizer,
Blood Pressure Monitoring Device, Glucometer, Digital
Thermometer, All Implantable Medical Device Equipment,
Disinfectant and Insecticide specified on medical Device,
Personal Protective Equipment’s (Mask, Gloves, Coverall
etc.), Drug Eluting stents, Contact lens & lens care
products, Eye drops and Ophthalmic temponades,
Urological devices, Respiratory devices, Gastrointestinal
devices, Paediatric devices, Neurological devices,
Gyanecological devices, Heamatological devices, Surgical
implements, Wound care products, Ventilators, Raw
ingredients (Collagen, Chitosan, Polymers,, Metals,
Rubbers, Resins), Blood gas pathways

Chromosomal Aberration Test

1SO 10993 - 3

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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techniques / equipment

used

BIOLOGICAL-

% TOXICOLOGY

Catheters, syringes with needles, Tubular rings, sutures,
condoms, copper-T, Intraocular implants, surgical gloves,
vascular devices and IV sets, coronery stent, orthopedic
devices, Joints, screws, plates, Bone Cements,Heart
Valves,Internal Prosthetic Replacements, Ablation Device,
Scalp Vein Set, Surgical Dressings, Surgical Dressings,
Umbilical tapes, Organ Preservative Solution, Blood Blood
Component Bag, Organ Preservative Solution, Nebulizer,
Blood Pressure Monitoring Device, Glucometer, Digital
Thermometer, All Implantable Medical Device Equipment,
Disinfectant and Insecticide specified on medical Device,
Personal Protective Equipment’s (Mask, Gloves, Coverall
etc.), Drug Eluting stents, Contact lens & lens care
products, Eye drops and Ophthalmic temponades,
Urological devices, Respiratory devices, Gastrointestinal
devices, Paediatric devices, Neurological devices,
Gyanecological devices, Heamatological devices, Surgical
implements, Wound care products, Ventilators, Raw
ingredients (Collagen, Chitosan, Polymers,, Metals,
Rubbers, Resins), Blood gas pathways

Cytotoxicity MTT assay

ISO 10993 -5

BIOLOGICAL-

99 TOXICOLOGY

Catheters, syringes with needles, Tubular rings, sutures,
condoms, copper-T, Intraocular implants, surgical gloves,
vascular devices and IV sets, coronery stent, orthopedic
devices, Joints, screws, plates, Bone Cements,Heart
Valves,Internal Prosthetic Replacements, Ablation Device,
Scalp Vein Set, Surgical Dressings, Surgical Dressings,
Umbilical tapes, Organ Preservative Solution, Blood Blood
Component Bag, Organ Preservative Solution, Nebulizer,
Blood Pressure Monitoring Device, Glucometer, Digital
Thermometer, All Implantable Medical Device Equipment,
Disinfectant and Insecticide specified on medical Device,
Personal Protective Equipment’s (Mask, Gloves, Coverall
etc.), Drug Eluting stents, Contact lens & lens care
products, Eye drops and Ophthalmic temponades,
Urological devices, Respiratory devices, Gastrointestinal
devices, Paediatric devices, Neurological devices,
Gyanecological devices, Heamatological devices, Surgical
implements, Wound care products, Ventilators, Raw
ingredients (Collagen, Chitosan, Polymers,, Metals,
Rubbers, Resins), Blood gas pathways

Eye irritation test

1SO 10993 - 23
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BIOLOGICAL-

100 TOXICOLOGY

Catheters, syringes with needles, Tubular rings, sutures,
condoms, copper-T, Intraocular implants, surgical gloves,
vascular devices and IV sets, coronery stent, orthopedic
devices, Joints, screws, plates, Bone Cements,Heart
Valves,Internal Prosthetic Replacements, Ablation Device,
Scalp Vein Set, Surgical Dressings, Surgical Dressings,
Umbilical tapes, Organ Preservative Solution, Blood Blood
Component Bag, Organ Preservative Solution, Nebulizer,
Blood Pressure Monitoring Device, Glucometer, Digital
Thermometer, All Implantable Medical Device Equipment,
Disinfectant and Insecticide specified on medical Device,
Personal Protective Equipment’s (Mask, Gloves, Coverall
etc.), Drug Eluting stents, Contact lens & lens care
products, Eye drops and Ophthalmic temponades,
Urological devices, Respiratory devices, Gastrointestinal
devices, Paediatric devices, Neurological devices,
Gyanecological devices, Heamatological devices, Surgical
implements, Wound care products, Ventilators, Raw
ingredients (Collagen, Chitosan, Polymers,, Metals,
Rubbers, Resins), Blood gas pathways

In vitro Micronucleus Test

ISO 10993 - 3

BIOLOGICAL-

101 lroxicoLocy

Catheters, syringes with needles, Tubular rings, sutures,
condoms, copper-T, Intraocular implants, surgical gloves,
vascular devices and IV sets, coronery stent, orthopedic
devices, Joints, screws, plates, Bone Cements,Heart
Valves,Internal Prosthetic Replacements, Ablation Device,
Scalp Vein Set, Surgical Dressings, Surgical Dressings,
Umbilical tapes, Organ Preservative Solution, Blood Blood
Component Bag, Organ Preservative Solution, Nebulizer,
Blood Pressure Monitoring Device, Glucometer, Digital
Thermometer, All Implantable Medical Device Equipment,
Disinfectant and Insecticide specified on medical Device,
Personal Protective Equipment’s (Mask, Gloves, Coverall
etc.), Drug Eluting stents, Contact lens & lens care
products, Eye drops and Ophthalmic temponades,
Urological devices, Respiratory devices, Gastrointestinal
devices, Paediatric devices, Neurological devices,
Gyanecological devices, Heamatological devices, Surgical
implements, Wound care products, Ventilators, Raw
ingredients (Collagen, Chitosan, Polymers,, Metals,
Rubbers, Resins), Blood gas pathways

In vivo Micronucleus Test

1SO 10993-3
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BIOLOGICAL-

102 TOXICOLOGY

Catheters, syringes with needles, Tubular rings, sutures,
condoms, copper-T, Intraocular implants, surgical gloves,
vascular devices and IV sets, coronery stent, orthopedic
devices, Joints, screws, plates, Bone Cements,Heart
Valves,Internal Prosthetic Replacements, Ablation Device,
Scalp Vein Set, Surgical Dressings, Surgical Dressings,
Umbilical tapes, Organ Preservative Solution, Blood Blood
Component Bag, Organ Preservative Solution, Nebulizer,
Blood Pressure Monitoring Device, Glucometer, Digital
Thermometer, All Implantable Medical Device Equipment,
Disinfectant and Insecticide specified on medical Device,
Personal Protective Equipment’s (Mask, Gloves, Coverall
etc.), Drug Eluting stents, Contact lens & lens care
products, Eye drops and Ophthalmic temponades,
Urological devices, Respiratory devices, Gastrointestinal
devices, Paediatric devices, Neurological devices,
Gyanecological devices, Heamatological devices, Surgical
implements, Wound care products, Ventilators, Raw
ingredients (Collagen, Chitosan, Polymers,, Metals,
Rubbers, Resins), Blood gas pathways

Intracutenous Mucous
membrane irritation test

ISO 10993 - 23

BIOLOGICAL-

103 lroxicoLocy

Catheters, syringes with needles, Tubular rings, sutures,
condoms, copper-T, Intraocular implants, surgical gloves,
vascular devices and IV sets, coronery stent, orthopedic
devices, Joints, screws, plates, Bone Cements,Heart
Valves,Internal Prosthetic Replacements, Ablation Device,
Scalp Vein Set, Surgical Dressings, Surgical Dressings,
Umbilical tapes, Organ Preservative Solution, Blood Blood
Component Bag, Organ Preservative Solution, Nebulizer,
Blood Pressure Monitoring Device, Glucometer, Digital
Thermometer, All Implantable Medical Device Equipment,
Disinfectant and Insecticide specified on medical Device,
Personal Protective Equipment’s (Mask, Gloves, Coverall
etc.), Drug Eluting stents, Contact lens & lens care
products, Eye drops and Ophthalmic temponades,
Urological devices, Respiratory devices, Gastrointestinal
devices, Paediatric devices, Neurological devices,
Gyanecological devices, Heamatological devices, Surgical
implements, Wound care products, Ventilators, Raw
ingredients (Collagen, Chitosan, Polymers,, Metals,
Rubbers, Resins), Blood gas pathways

In-vitro Skin Irritation Test

1SO 10993-23 ,(Section No. : 6;
Page No.: 6-16)
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BIOLOGICAL-

104 TOXICOLOGY

Catheters, syringes with needles, Tubular rings, sutures,
condoms, copper-T, Intraocular implants, surgical gloves,
vascular devices and IV sets, coronery stent, orthopedic
devices, Joints, screws, plates, Bone Cements,Heart
Valves,Internal Prosthetic Replacements, Ablation Device,
Scalp Vein Set, Surgical Dressings, Surgical Dressings,
Umbilical tapes, Organ Preservative Solution, Blood Blood
Component Bag, Organ Preservative Solution, Nebulizer,
Blood Pressure Monitoring Device, Glucometer, Digital
Thermometer, All Implantable Medical Device Equipment,
Disinfectant and Insecticide specified on medical Device,
Personal Protective Equipment’s (Mask, Gloves, Coverall
etc.), Drug Eluting stents, Contact lens & lens care
products, Eye drops and Ophthalmic temponades,
Urological devices, Respiratory devices, Gastrointestinal
devices, Paediatric devices, Neurological devices,
Gyanecological devices, Heamatological devices, Surgical
implements, Wound care products, Ventilators, Raw
ingredients (Collagen, Chitosan, Polymers,, Metals,
Rubbers, Resins), Blood gas pathways

Material Mediated Pyrogenicity
Test

ISO 10993-11

BIOLOGICAL-

105 ltoxicoLocy

Catheters, syringes with needles, Tubular rings, sutures,
condoms, copper-T, Intraocular implants, surgical gloves,
vascular devices and IV sets, coronery stent, orthopedic
devices, Joints, screws, plates, Bone Cements,Heart
Valves,Internal Prosthetic Replacements, Ablation Device,
Scalp Vein Set, Surgical Dressings, Surgical Dressings,
Umbilical tapes, Organ Preservative Solution, Blood Blood
Component Bag, Organ Preservative Solution, Nebulizer,
Blood Pressure Monitoring Device, Glucometer, Digital
Thermometer, All Implantable Medical Device Equipment,
Disinfectant and Insecticide specified on medical Device,
Personal Protective Equipment’s (Mask, Gloves, Coverall
etc.), Drug Eluting stents, Contact lens & lens care
products, Eye drops and Ophthalmic temponades,
Urological devices, Respiratory devices, Gastrointestinal
devices, Paediatric devices, Neurological devices,
Gyanecological devices, Heamatological devices, Surgical
implements, Wound care products, Ventilators, Raw
ingredients (Collagen, Chitosan, Polymers,, Metals,
Rubbers, Resins), Blood gas pathways

Penile Irritation Test

1SO 10993-23
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BIOLOGICAL-

106 TOXICOLOGY

Catheters, syringes with needles, Tubular rings, sutures,
condoms, copper-T, Intraocular implants, surgical gloves,
vascular devices and IV sets, coronery stent, orthopedic
devices, Joints, screws, plates, Bone Cements,Heart
Valves,Internal Prosthetic Replacements, Ablation Device,
Scalp Vein Set, Surgical Dressings, Surgical Dressings,
Umbilical tapes, Organ Preservative Solution, Blood Blood
Component Bag, Organ Preservative Solution, Nebulizer,
Blood Pressure Monitoring Device, Glucometer, Digital
Thermometer, All Implantable Medical Device Equipment,
Disinfectant and Insecticide specified on medical Device,
Personal Protective Equipment’s (Mask, Gloves, Coverall
etc.), Drug Eluting stents, Contact lens & lens care
products, Eye drops and Ophthalmic temponades,
Urological devices, Respiratory devices, Gastrointestinal
devices, Paediatric devices, Neurological devices,
Gyanecological devices, Heamatological devices, Surgical
implements, Wound care products, Ventilators, Raw
ingredients (Collagen, Chitosan, Polymers,, Metals,
Rubbers, Resins), Blood gas pathways

Skin Sensitization Test

ISO 10993-10

BIOLOGICAL-

107 lroxicoLocy

Catheters, syringes with needles, Tubular rings, sutures,
condoms, copper-T, Intraocular implants, surgical gloves,
vascular devices and IV sets, coronery stent, orthopedic
devices, Joints, screws, plates, Bone Cements,Heart
Valves,Internal Prosthetic Replacements, Ablation Device,
Scalp Vein Set, Surgical Dressings, Surgical Dressings,
Umbilical tapes, Organ Preservative Solution, Blood Blood
Component Bag, Organ Preservative Solution, Nebulizer,
Blood Pressure Monitoring Device, Glucometer, Digital
Thermometer, All Implantable Medical Device Equipment,
Disinfectant and Insecticide specified on medical Device,
Personal Protective Equipment’s (Mask, Gloves, Coverall
etc.), Drug Eluting stents, Contact lens & lens care
products, Eye drops and Ophthalmic temponades,
Urological devices, Respiratory devices, Gastrointestinal
devices, Paediatric devices, Neurological devices,
Gyanecological devices, Heamatological devices, Surgical
implements, Wound care products, Ventilators, Raw
ingredients (Collagen, Chitosan, Polymers,, Metals,
Rubbers, Resins), Blood gas pathways

Vaginal Irritation Test

1SO 10993-23

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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BIOLOGICAL-

108 TOXICOLOGY

Catheters, syringes with needles, Tubular rings, sutures,
condoms, copper-T, Intraocular implants, surgical gloves,
vascular devices and IV sets, coronery stent, orthopedic
devices, Joints, screws, plates, Bone Cements,Heart
Valves,Internal Prosthetic Replacements, Ablation Device,
Scalp Vein Set, Surgical Dressings, Surgical Dressings,
Umbilical tapes, Organ Preservative Solution, Blood Blood
Component Bag, Organ Preservative Solution, Nebulizer,
Blood Pressure Monitoring Device, Glucometer, Digital
Thermometer, All Implantable Medical Device Equipment,
Disinfectant and Insecticide specified on medical Device,
Personal Protective Equipment’s (Mask, Gloves, Coverall
etc.), Drug Eluting stents, Contact lens & lens care
products, Eye drops and Ophthalmic temponades,
Urological devices, Respiratory devices, Gastrointestinal
devices, Paediatric devices, Neurological devices,
Gyanecological devices, Heamatological devices, Surgical
implements, Wound care products, Ventilators, Raw
ingredients (Collagen, Chitosan, Polymers,, Metals,
Rubbers, Resins), Blood gas pathways.

Hemocompatability test

ISO 10993-4

BIOLOGICAL-

109 lroxicoLocy

Catheters, syringes with needles, Tubular rings, sutures,
condoms, copper-T, Intraocular implants, surgical gloves,
vascular devices and IV sets, coronery stent, orthopedic
devices, Joints, screws, plates, Bone Cements,Heart
Valves,Internal Prosthetic Replacements, Ablation Device,
Scalp Vein Set, Surgical Dressings, Surgical Dressings,
Umbilical tapes, Organ Preservative Solution, Blood Blood
Component Bag, Organ Preservative Solution, Nebulizer,
Blood Pressure Monitoring Device, Glucometer, Digital
Thermometer, All Implantable Medical Device Equipment,
Disinfectant and Insecticide specified on medical Device,
Personal Protective Equipment’s (Mask, Gloves, Coverall
etc.), Drug Eluting stents, Contact lens & lens care
products, Eye drops and Ophthalmic temponades,
Urological devices, Respiratory devices, Gastrointestinal
devices, Paediatric devices, Neurological devices,
Gyanecological devices, Heamatological devices, Surgical
implements, Wound care products, Ventilators, Raw
ingredients (Collagen, Chitosan, Polymers,, Metals,
Rubbers, Resins), Blood gas pathways.

Hemolysis test

"ISO 10993-4, ASTM F756

BIOLOGICAL-

110 ltoxicoLocy

Medical Device made of PVC Grade-VI

Acute toxicity

USP 44

BIOLOGICAL-

11 IroxicoLogy

Medical Device made of PVC Grade-VI

Irritation Test

USP 44

BIOLOGICAL-

112 ltoxicoLocy

Medical Device made of PVC Grade-VI

Tests for local effects after
implantation

USP 44

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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113 '?'EDOXLIEZ)SII_COA(IE_Y Rubber Products Acute Systemic Toxicity IP 2018 and Addendum
114 .?.g(l‘lgg:_coAé‘Y Rubber Products Acute Systemic Toxicity J1P7—2X}/¥7S4ection 7.03 Page No.
115 _il_(l)(;(l.@(G):_%Aé.Y Rubber Products Cytotoxicity J1P7-2X}/¥7S4ection 7.03 Page No.
116 ?IC?XLIEZ)SII_%AC!}_Y Rubber Products Acute Systemic Toxicity USP 44
117 ?&I‘Igg:_%Aé‘Y Rubber Products Cytotoxicity IP 2018 and Addendum
118 .?&I‘Igg:_%Aé‘Y Rubber Products Cytotoxicity USP 44
119 '?'I(?xl](c)g:_coAGLY Rubber Products Irritation Test USP 44
120 '?IC?XLI(C)SII_%AGLY Rubber Products Irritation Test IP 2018 and Addendum
122 g:gl\Da:JCérl_s AYUSH Ayurvedic Drugs BHC-delta SEIE(/?ST{’Q(/)(;//SZEZOQZS;) (Effective
123 (FE:(EI\D/I:JCCATLS AYGEH Ayurvedic Drugs Bifenthrin gglgéSTfé?(gf23ogzg$ (Effective
124 (FEFI?(EI\D,ILCCATLS AYUSH Ayurvedic Drugs Bromfenvinfos SF;%ST%?(%/S;O%;)? (Effective
125 gSSEALCCATLS AYUSH Ayurvedic Drugs Bromfenvinfos-methyl égthTfé(f(gfogzg? (Effective
126 ESCEII\JALIJC(EATLS AYUSH Ayurvedic Drugs Bromophos SZtLéSTlFlé%:Z/?SOQZ%O (Effective
127 g:gglbcél‘s AYUSH Ayurvedic Drugs Bromophos-ethyl gFa(tLéSTlPéC/)OCz//SSOQZg)O (Effective
128 SESEMLJC(EATLS AYUSH Ayurvedic Drugs Carbophenothion gF;tLéSTlPé(/)OCZ//S;OQz;))O (Effective
129 g:gglbcél‘s AYUSH Ayurvedic Drugs Chlordane-trans g':lt'és-rfé?(g?;ogzg? (Effective
130 g:gglbcé.l‘s AYUSH Ayurvedic Drugs Chlorfenson /SEtLéSTfé%Cz/ffogzg? (Effective
131 EESEIIE%LS AYUSH Ayurvedic Drugs Chlorfenvinphos gglt-és-r{)é(/)(g?zaogzg? (Effective
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132 (FE:(EI\D/I:JCCATLS AYUSH Ayurvedic Drugs Chlorpyrifos gglgéSTfé?(gf23ogzg$ (Effective
133 (FEFI?(EI\D,ILCCATLS AYUSH Ayurvedic Drugs Chlorpyrifos-methyl ggI{éSTfé(})éizl/SSO%g)O (Effective
134 gSSEALCCATLS AYUSH Ayurvedic Drugs Coumaphos égthTfé(f(gfogzg? (Effective
135 [CHEMICAL AYUSH | ciic brugs Syuthrin ARLISTRIOCIE30-00 (fective
136 g:gglbcél‘s AYUSH Ayurvedic Drugs Cyhalothrin (Lambda) SZIE(/EST{)QC/)OCZ//S;ogzg)O (Effective
142 (FE:(EI\D/I:JCCATLS AYGEH Ayurvedic Drugs Diazinon gglgéSTfé?(gf23ogzg$ (Effective
143 (FEFI?(EI\D,ILCCATLS AYUSH Ayurvedic Drugs Dichlorobenzophenone, 4,4'- SF;%ST%?(%/S;O%;)? (Effective
10 |CHEMICAL AYUSH | eiic brugs Diedrin ARLISTIQCIE30-00 (fective
14 [CHEMICAL AYUSH | eiic brugs egifenphos ARLISTIQCIE30-00 (fective
146 g:gglbcél‘s AYUSH Ayurvedic Drugs Endosulfan ether gFa(tLéSTlPéC/)OCz//SSOQZg)O (Effective
147 SESEMLJC(EATLS AYUSH Ayurvedic Drugs Endosulfan | (alpha isomer) gF;tLéSTlPé(/)OCZ//S;OQz;))O (Effective
148 g:gglbcél‘s AYUSH Ayurvedic Drugs Endosulfan Il (beta isomer) g':lt'és-rfé?(g?;ogzg? (Effective
149 g:gglbcé.l‘s AYUSH Ayurvedic Drugs Endosulfan sulfate gglt'éSTfé(/)(g?ngzg)o (Effective
150 g:gglbcérl_s AYUSH Ayurvedic Drugs Endrin gglt-és-r{)é(/)(g?zaogzg? (Effective
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151 (FE:(EI\D/I:JCCATLS AYUSH Ayurvedic Drugs Endrin aldehyde gglgéSTfé?(gf23ogzg$ (Effective
153 |CHEMICAL AYUSH | eiic brugs ethion ARLISTIQCIE30-00 (fective
150 |CHEMICAL AYUSH |\ eiic brugs Fihylan BRI/STPIOC/B30-00 (ffective
155 g:gglbcél‘s AYUSH Ayurvedic Drugs Fenamiphos g?t‘(/es:rfé?(gffogz'go (Effective
156 SESEMLJC(EATLS AYESH Ayurvedic Drugs Fenitrothion gztl‘és;rfé?(gffogz'go (Effective
157 g:gglbcél‘s AgUSH Ayurvedic Drugs Fenson g':lt'és-rfé?(g?;ogzg? (Effective
158 g:gglbcérl_s A'usH Ayurvedic Drugs Fenthion g?t_és-rfé?(g/gz%gzg)o (Effective
159 g:gglbcé.l‘s e Ayurvedic Drugs Fenvalerate | gglt'éSTfé?(g?;ngg? (Effective
160 g:gl\onbcérl_s AYUSH Ayurvedic Drugs Flucythrinate | SEIE(/?ST{’Q(/)(;//SZEZOQZS;) (Effective
161 (FE:(EI\D/I:JCCATLS AYGEH Ayurvedic Drugs Fluvalinate-tau | gglgéSTfé?(gf23ogzg$ (Effective
162 (FEFI?(EI\D,ILCCATLS AYUSH Ayurvedic Drugs Heptachlor exo-epoxide SF;%ST%?(%/S;O%;)? (Effective
163 gSSEALCCATLS AYUSH Ayurvedic Drugs Heptachlor égthTfé(f(gfogzg? (Effective
164 ESCEII\JALIJC(EATLS AYUSH Ayurvedic Drugs Hexachlorobenzene SZtLéSTlFlé%:Z/?SOQZ%O (Effective
165 g:gglbcél‘s AYUSH Ayurvedic Drugs lodofenphos gFa(tLéSTlPéC/)OCz//SSOQZg)O (Effective
165 |CHEMICALAYUSH |\ vesic brugs sazofos ARLISTIQUIE30-00 (Efective
167 g:gglbcél‘s AYUSH Ayurvedic Drugs Isodrin g':lt'és-rfé?(g?;ogzg? (Effective
168 g:gglbcé.l‘s AYUSH Ayurvedic Drugs Leptophos gglt'éSTfé(/)(g?ngzg)o (Effective
169 [CHEMICALAYUSH |0 eiic brugs Malathion ARLISTIQCIER0-00 (fective
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170 (FE:(EI\D/I:JCCATLS AYUSH Ayurvedic Drugs Methacrifos gglgéSTfé?(gf23ogzg$ (Effective
171 (FEFI?(EI\D,ILCCATLS AYUSH Ayurvedic Drugs Methoxychlor olefin ggI{éSTfé(})éizl/SSO%g)O (Effective
172 gSSEALCCATLS AYUSH Ayurvedic Drugs Methoxychlor, o,p'- égthTfé(f(gfogzg? (Effective
173 [CHEMICAL AYUSH | i brugs virex ARLISTRIOCIE30-00 (fective
174 g:gglbcél‘s AYUSH Ayurvedic Drugs Nonachlor, cis- SZIE(/EST{)QC/)OCZ//S;ogzg)O (Effective
175 SESEMLJC(EATLS AYESH Ayurvedic Drugs Nonachlor, trans- gF;tLéSTlPé(/)OCZ//S;OQz;))O (Effective
176 g:gglbcél‘s AgUSH Ayurvedic Drugs Pentachloroanisole g':lt'és-rfé?(g?;ogzg? (Effective
177 g:gglbcé.l‘s s Ayurvedic Drugs Pentachlorobenzene g':lt'éSTfé?(g?ngzg)o (Effective
178 EESEIIE%LS AYUSH Ayurvedic Drugs Pentachlorothioanisole gglt-éSTfé?(g?;ogzg? (Effective
179 g:gl\Da:JCérl_s AYUSH Ayurvedic Drugs Permethrin, (1R)-cis- SEIE(/?ST{’Q(/)(;//SZEZOQZS;) (Effective
180 (FE:(EI\D/I:JCCATLS AYGEH Ayurvedic Drugs Permethrin, (1R)-trans- gglgéSTfé?(gf23ogzg$ (Effective
181 (FEFI?(EI\D,ILCCATLS AYUSH Ayurvedic Drugs Phenothrin | SF;%ST%?(%/S;O%;)? (Effective
182 gSSEALCCATLS AYUSH Ayurvedic Drugs Phosalone égthTfé(f(gfogzg? (Effective
183 |CHEMICAL AYUSH | eiic brugs Phosmet ARLISTIQCIE30-00 (fective
184 g:gglbcél‘s AYUSH Ayurvedic Drugs Pirimiphos-ethyl gFa(tLéSTlPéC/)OCz//SSOQZg)O (Effective
185 SESEMLJC(EATLS AYUSH Ayurvedic Drugs Pirimiphos-methyl gF;tLéSTlPé(/)OCZ//S;OQz;))O (Effective
186 g:gglbcél‘s AYUSH Ayurvedic Drugs Profenofos g':lt'és-rfé?(g?;ogzg? (Effective
187 g:gglbcérl_s AYUSH Ayurvedic Drugs Prothiofos SEIEéSTfé?(g%gzg)o (Effective
188 g:gglbcé.l‘s AYUSH Ayurvedic Drugs Pyraclofos gl;(lt_éSTfé(/)éIz/;B;()ng;) (Effective
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189 (FE:(EI\D/I:JCCATLS AYUSH Ayurvedic Drugs Pyrazophos gglgéSTfé?(gf23ogzg$ (Effective
190 (FEFI?(EI\D,ILCCATLS AYUSH Ayurvedic Drugs Pyridaphenthion ggI{éSTfé(})éizl/SSO%g)O (Effective
o1 |CHEMICAL AYUSH | eiic brugs Quinalphos ARLISTIQCIE30-00 (fective
192 ESCEII\JALIJC(EATLS AYUSH Ayurvedic Drugs Resmethrin gFa{tLéSTlPé(/)OCZ/?;Ong)O (Effective
103 |CHEMICALAYUSH |\ eiic brugs Ronnel ARLISTRIQCIE30-00 (Efective
194 SESEMLJC(EATLS AYESH Ayurvedic Drugs Sulfotep gF;tLéSTlPé(/)OCZ//S;OQz;))O (Effective
195 g:gglbcél‘s AgUSH Ayurvedic Drugs Sulprofos g':lt'és-rfé?(g?;ogzg? (Effective
196 g:gglbcérl_s A'usH Ayurvedic Drugs Tefluthrin g?t_és-rfé?(g/gz%gzg)o (Effective
197 g:gglbcé.l‘s i G Ayurvedic Drugs Terbufos gl;{lt_éSTfé(/Jéjzlj?()ng;) (Effective
198 g:gl\onbcérl_s AYUSH Ayurvedic Drugs Tetrachlorvinphos SEIE(/?ST{’Q(/)(;//SZEZOQZS;) (Effective
199 (FE:(EI\D/I:JCCATLS AYGEH Ayurvedic Drugs Tetradifon gglgéSTfé?(gf23ogzg$ (Effective
200 (FEFI?(EI\D,ILCCATLS AYUSH Ayurvedic Drugs Tetramethrin | SF;%ST%?(%/S;O%;)? (Effective
201 gSSEALCCATLS AYUSH Ayurvedic Drugs Tolclofos-methyl égthTfé(f(gfogzg? (Effective
202 ESCEII\JALIJC(EATLS AYUSH Ayurvedic Drugs Transfluthrin SZtLéSTlFlé%:Z/?SOQZ%O (Effective
203 g:gglbcél‘s AYUSH Ayurvedic Drugs Acrinathrin gFa(tLéSTlPéC/)OCz//SSOQZg)O (Effective
00 [CHEMICAL AYUSH i brugs tin ARLISTIQUIE30-00 (Efective
205 g:gglbcél‘s AYUSH Ayurvedic Drugs Allethrin g':lt'és-rfé?(g?;ogzg? (Effective
206 g:gglbcérl_s AYUSH Ayurvedic Drugs Anthraquinone /S};tLéSTfé(/)oCz/?fogzg? (Effective

This is annexure to 'Certificate of Accreditation' and does not require any signature.




S
{'/,,/d/‘/—t:\\‘\\:“ —
Ml W
NAaBL

Laboratory Name :

Accreditation Standard

Certificate Number
Validity

% National Accreditation Board for
Testing and Calibration Laboratories

SCOPE OF ACCREDITATION

ACCUPREC RESEARCH LABS PVT. LTD., CHANGODAR - BAVLA HIGHWAY, AHMEDABAD,

GUJARAT, INDIA
ISO/IEC 17025:2017

TC-6124

10/08/2022 to 09/08/2024

Page No
Last Amended on

21 of 59
19/08/2022

Component, parameter or | Test Method Specification
characteristic tested / against which tests are
S.No Discipline / Group Materials or Products tested Specific Test Performed / performed and / or the
Tests or type of tests techniques / equipment
performed used
API (Part 1) Volume-IX:1st
CHEMICAL- AYUSH . ) o ; ?
207 PRODUCTS Ayurvedic drugs Arsenic gdlmon, Appendix 3,Section
CHEMICAL- AYUSH . 1 ARL/STP/QC/839-00 (Effective
208 PRODUCTS Ayurvedic Drugs Azinphos-ethyl Date : 15/02/2022)
CHEMICAL- AYUSH . " ARL/STP/QC/839-00 (Effective
209 PRODUCTS Ayurvedic Drugs Azinphos-methyl Date : 15/02/2022)
CHEMICAL- AYUSH . ARL/STP/QC/839-00 (Effective
210 PRODUCTS Ayurvedic Drugs BHC-beta Date : 15/02/2022)
CHEMICAL- AYUSH 4 BHC-gamma (Lindane, gamma | ARL/STP/QC/839-00 (Effective
211 PRODUCTS Ayurvegic Drigp HCH) Date : 15/02/2022)
API (Part 1) Volume-IX:1st
212 CHEMICAL- AJEISH Ayurvedic Drugs Cadmium edition, Appendix 3,Section
PRODUCTS 31
CHEMICAL- AYUSH ; 4 ARL/STP/QC/839-00 (Effective
213 PRODUCTS Ayurvedic Drugs Chlorbenside Date : 15/02/2022)
CHEMICAL- AYUSH . : ARL/STP/QC/839-00 (Effective
214 PRODUCTS Ayurvedic Drugs Chlordane-cis Date : 15/02/2022)
CHEMICAL- AYUSH - ARL/STP/QC/839-00 (Effective
215 PRODUCTS Ayurvedic Drugs Chloroneb Date : 15/02/2022)
CHEMICAL- AYUSH . . ARL/STP/QC/839-00 (Effective
216 PRODUCTS Ayurvedic Drugs Chlorthiophos Date : 15/02/2022)
CHEMICAL- AYUSH ; . ARL/STP/QC/839-00 (Effective
217 PRODUCTS Ayurvedic Drugs Cypermethrin | Date : 15/02/2022)
CHEMICAL- AYUSH : ; ARL/STP/QC/839-00 (Effective
218 PRODUCTS Ayuyegic prugs pOT-0.9 Date : 15/02/2022)
CHEMICAL- AYUSH : . ARL/STP/QC/839-00 (Effective
219 PRODUCTS Ayurvedic Drugs Deltamethrin Date : 15/02/2022)
CHEMICAL- AYUSH . . ARL/STP/QC/839-00 (Effective
220 PRODUCTS Ayurvedic Drugs Endrin ketone Date : 15/02/2022)
API (Part 1) Volume-IX:1st
CHEMICAL- AYUSH . o ; ”
221 PRODUCTS Ayurvedic Drugs Lead gdlltlon, Appendix 3,Section
API (Part 1) Volume-IX:1st
CHEMICAL- AYUSH . o ; >
222 PRODUCTS Ayurvedic Drugs Mercury gdlmon, Appendix 3,Section
API, Part Il (Formulations),
223 CHEMICAL- AYUSH Capsules Loss on Drying Volume-I: Appendix 2, Page No.
PRODUCTS 141
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API, Part Il (Formulations),
224 CHEMICAL- AYUSH Churna Acid Insoluble Ash Volume-I: Appendix 2, Page No.
PRODUCTS 140
API, Part Il (Formulations),
225 CHEMICAL- AYUSH Churna Loss on Drying Volume-I: Appendix 2, Page No.
PRODUCTS 141
API, Part Il (Formulations),
226 CHEMICAL- AYUSH Churna Total Ash Volume-I: Appendix 2, Page No.
PRODUCTS 140
CHEMICAL- AYUSH . . API (Part 1) Volume-IX:1st
227 PRODUCTS Herbal Pgtmujgliens Arsagic edition, Appendix 3,Section 3.1
API (Part 1) Volume-IX:1st
228 CHEMICAL- AYEISH Herbal Formulations Cadmium edition, Appendix 3,Section
PRODUCTS 31
CHEMICAL- AYUSH ! API (Part 1) Volume-IX:1st
229 | propucTs Hegbal Parmufatigns Lead edition, Appendix 3,5ection 3.1
API (Part 1) Volume-IX:1st
230 CHEMICAL- AYUSH Herbal Formulations Mercury edition, Appendix 3,Section
PRODUCTS 31
API, Part Il
231 g:gglbcé.l‘s AQUSH Raw Single Plant Material Acid Insoluble Ash (Formulations),Volume-I:
Appendix 2, Page No. 140
API, Part Il (Formulations),
232 CHEMICAL- AYURH Raw Single Plant Material Loss on Drying Volume-I: Appendix 2, Page No.
PRODUCTS 141
API, Part Il
233 CHEMICAL- AYUSH Raw Single Plant Material Total Ash (Formulations),Volume-I:
PRODUCTS ;
Appendix 2, Page No. 140
API, Part Il (Formulations),
234 CHEMICAL- AYUSH Tablet/Vati Acid Insoluble Ash Volume-I: Appendix 2, Page No.
PRODUCTS 140
API, Part Il (Formulations),
235 CHEMICAL- AYUSH Tablet/Vati Loss on Drying Volume-I: Appendix 2, Page No.
PRODUCTS 141
API, Part Il (Formulations),
236 CHEMICAL- AYUSH Tablet/Vati Total Ash Volume-I: Appendix 2, Page No.
PRODUCTS 140
CHEMICAL- COSMETICS & ARL/STP/QC/837 (Effective
237 ESSENTIAL OILS Face Serum PH Date :02/02/2022)
CHEMICAL- COSMETICS & : . ARL/STP/QC/838 (Effective
238 | ESSENTIAL OILS Face Seffim Vigosity Date :02/02/2022)
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o
21 |esenmaons | |Herel Acid Value 57123
242 (E:SH;IEVII\II%AALL gﬁgMETICS & Hair oil Peroxide value IS 7123
243 (E:ESEEA,\',%LL SﬁgMET'CS & Lipstick Breaking Load Value IS 9875
244 CHEMICAL- COSMETICS & Lipstick Heavy Metals s ek

ESSENTIAL OILS

CHEMICAL- COSMETICS & Ay
245 ESSENTIAL OILS Moisturizing Gel

pH

ARL/STP/QC/837 (Effective
Date :02/02/2022)

CHEMICAL- COSMETICS &

Non-volatile alcohol soluble

246 | EssenTiaL oiLs ShEmeRg matter, percent by mass 37884
247 (E:Is-isEyr\ll%ALL gﬁgMETICS & [snampoo pH IS 7884
28 [EoeNTALone o |skin Cream Heavy Metals IS 6608
209 [EEeN T one o & skin Cream pH IS 6608
250 |GosenmiaL os - |5k Cream Total Fatty substance contert, | 608
251 CHEMICAL- COSMETIGR & Skin Cream Total residue, percent by mass | IS 6608

ESSENTIAL OILS

CHEMICAL- DRUGS &

IP (Page No. 1169), (Ref.

252 PHARMACEUTICALS Albendazole Identification test(A) by IR Spectra Page No. 402)

253 ggﬁr&%&gﬁgﬁfs& Alprazolam Identification test(A) by IR ISPp(ePci?: Ij:la(gellilg%o(f)ﬁ
254 SEE:{/II\I/ICAA&_ESTFI{(LZJELSS& Atenolol Identification test (A) by IR Isppgiat?: Il\facgellslg.lzl(lgif.

255 g:EIF\{/II\l/ICAAéEL?TRI(l:JAGLSS& Atorvastatin Calcium Tablet 20 mg - IP Assay IP (Page No. 1394)

256 |5l RIS & Benzy! Alcohol BP giztgss ?r?:ﬁaFr{]'lc'eo;I;;pz;Irity BP, Volume - (Page No. 288)

alcohol
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CHEMICAL- DRUGS &

Related Substance for Impurity

257 PHARMACEUTICALS Benzyl Alcohol BP area greater than RT of Benzyl | BP Volume -I (Page No. 288)
Alcohol

258 [SHENICAL DRSS & Benzyl Alcohol BP Related Substance for IMPUTty | gp violume -1 (Page No. 288)

259 g:EIF\{AI:A%é_EL?TITgAGES& Benzyl Alcohol BP :Rncqe:)alfﬁgy_SAubstance for BP, Volume -I (Page No. 288)

260 S:E:{lll\I/ICAA(I:_ELIJDTF}(L:JELSS& Drug Substance-API IR Test for Identification I'\To(.(ieor%r)al chapter 3.1, Page

261 (FE:E:{,II\IIICAA(II_ELIJDTF}(LZJEI_SS& Fluconazole Identification test(A) by IR ISPp(ePcat?: F',\g;ezﬁg?é(lg?f'

262 (FE:EII;,II\I/ICAA(II_EUDTF}[CJAGES& Ibuprofen Identification test(A) by IR ISPp(ePcat?: li(;.ezl%lg.léézé)em (Ref.

263 E:Em%éegﬁgffs& Metformin Hydrochloride Identification test(A) by IR IS,Pp(egzat?: F"\‘a(;.ezl?lgf‘)sggﬁf.
CHEMICAL- DRUGS & : . NDMA-N-Nitroso-di- 317 Nog .

264 PHARMACEUTICALS Metformin Hydrochloride methylamine gl:lt_é?ZT;//(())G(;/ZGOSZQ—Pl;Effect|ve

265 g:ﬂ:&%&gﬁéﬁi& Metronidazole Identification test(A) by IR lSPp(ePcat?: Fl’\:aog.ezlélz.?’ég()ef'

266 (FE:E:{,II\I/ICAA(IZ_ELIJDTFTEJELSS& Mupirocin USP Residual Solvent for Acetone. | USP-44

269 g:ErI\I/ICAACLEUDTT(lZJAGLSS& Nifedipine Identification test(A) by IR ISPp(ePci?: F',\‘aog'ezlzkz)_géé)%?f'

270 E:Er{/ll\I/ICAACLEUDTﬁgAGLSS& Norfloxacin Identification test(A) by IR ISPp(ePcat?; F"\la(gezlig?)sgﬁf.

271 SEE:{/II\I/ICAA(%ESTFI{(LZJELSS& Ofloxacin Identification test(A) by IR ISPp(ePcEZ?: Il\faog.ezlig%é)g?f.

272 g:ﬁy&%&gﬁgﬁfs& Omeprazole Identification test(A) by IR lspp(epcat?: Il\lacgezligéggxi

273 g:ﬂ{/ll\lll%éEl?TngAGLss& Paracetamol Identification test(A) by IR ISPp(ePcat?: }ya(gezﬁgég(g?f'

274 |GHENICAL DRUGS & Phenylephrine HCI-IP Related Substance IP Page No. 2909
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CHEMICAL- DRUGS &

IP (Page No. 3094) (Ref.

275 PHARMACEUTICALS Ranitidine HCI Identification test(A) by IR Spectra Page No. 648)
CHEMICAL- DRUGS & NDMA:N-Nitroso-di- "STP No.:

276 Ranitidine HCL Tablet il ARL/STP/QC/599-03;Effective
PHARMACEUTICALS methylamine Date:23/06/2021"
CHEMICAL- DRUGS & NDMA:N-Nitroso-di- 'STP No.:

277 Ranitidine hydrochloride e . ARL/STP/QC/599-03;Effective
PHARMACEUTICALS methylamine Date:23/06/2021"
CHEMICAL- DRUGS & 3 e

278 PHARMACEUTICALS Sildenfil Citrate - BP Assay BP, Volume-Il Page No. 887
CHEMICAL- DRUGS & . .

279 PHARMACEUTICALS Streptokinase Injection pH IP (Page No. 3264)
CHEMICAL- DRUGS & h . ™ IP (General Chapter Page No.

280 PHARMACEUTICALS Streptokinase Injection PMS (Channel Size : 10 um) 323)

CHEMICAL- DRUGS & " |, . . IP (General Chapter Page No.

281 PHARMACEUTICALS Streptokinase Injection PMS (Channel size-25 um) 323)

CHEMICAL- DRUGS & y | - . IP (Page No. 3380) (Ref.

282 PHARMACEUTICALS Tinidazole Identification test(A) by IR Spectra Page No. 686)
CHEMICAL- DRUGS & . ) - IP (Page No. 3440) (Ref.

283 PHARMACEUTICALS Trimethoprim Identification test(A) by IR Spectra Page No. 697)
CHEMICAL- DRUGS & 1 ; oo i IP (Page No. 3471) (Ref.

284 PHARMACEUTICALS Valproic Acid Identification test(A) by IR Spectra Page No. 701)
CHEMICAL- DRUGS & ’ ; . IP (Page No. 3533) (Ref.

285 PHARMACEUTICALS Zidovudine Identification test(A) by IR Spectra Page No. 706)
CHEMICAL- FOOD &

286 AGRICULTURAL All beverages (Non-alcoholic) Added Coloring Matter Zzzﬁlivl\gz-nggl Zf,\ll:gogl
PRODUCTS - rage No.
CHEMICAL- FOOD & FSSAI Manual of Beverages,

287 AGRICULTURAL All Coffee & Cocoa Products Solubility in Boiling Water Sugar & Confectionery
PRODUCTS Products
CHEMICAL- FOOD & FSSAI Manual of Beverages,

288 AGRICULTURAL All Coffee and Cocoa Products Solubility in cold water Sugar & Confectionery
PRODUCTS Products
CHEMICAL- FOOD &

289 AGRICULTURAL All Edible Qils & Fats Added Coloring Matter IS 548 (Part-I)

PRODUCTS
CHEMICAL- FOOD & . .

200 | AGRICULTURAL All edible Oils & Fats Adulteration test : Castor 0il [ F>>A1 Manual for Olls & Fat;

PRODUCTS ge o
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CHEMICAL- FOOD &

FSSAI Manual for Oils & Fat;

291 AGRICULTURAL All Edible Qils & Fats Adulteration Test Sesame Oil Page No. 38
PRODUCTS ge o
CHEMICAL- FOOD & ] . . .
292 AGRICULTURAL All Edible Oils & Fats si(ljulteratlon test: Cotton seed EgS:INIV(I)ar;LéaI for Oils & Fat;
PRODUCTS ge o
CHEMICAL- FOOD & . f . ) .
203 AGRICULTURAL All Edible Oils & Fats ,:git:jlteratnon test: Hydrocyanic EgSQINIV(I)ar;L;aI for Oils & Fat;
PRODUCTS ge No.
CHEMICAL- FOOD & . .
204 | AGRICULTURAL All Edible Oils & fats Adulteration Test: Mineral Oil [ >>A1 Manual for Oils & Fat;
PRODUCTS 9€R
CHEMICAL- FOOD & . .
205 | AGRICULTURAL All Edible Oils & Fats Adulteration Test: Rice Bran Oil EgS:'N'V(')aZ“;' for Oils & Fat;
PRODUCTS 9%
CHEMICAL- FOOD & ; .
206 | AGRICULTURAL All Edible Oils & Fats Argemone Test EgSQ'N'\ga%‘;a' for Qils & Fat;
PRODUCTS S
CHEMICAL- FOOD &
297 AGRICULTURAL All Edible oils & Fats Flavouring Substance IS 548 (Part-l)
PRODUCTS
CHEMICAL- FOOD &
298 AGRICULTURAL All Edible Oils & Fats Foreign Matter IS 548 (Part-l)
PRODUCTS
CHEMICAL- FOOD & . .
209 | AGRICULTURAL All Edible Oils & Fats Linseed Ol FFe aanual for Olls & Fat
PRODUCTS ge o
CHEMICAL- FOOD & . .
300 | AGRICULTURAL All Edible Oils & Fats Rancidity FoSAl tanualfor Olls & Fat:
PRODUCTS ge o
CHEMICAL- FOOD &
301 AGRICULTURAL All Edible Oils & Fats Separated Water IS 548 (Part-1)
PRODUCTS
CHEMICAL- FOOD & FSSAI Manual of Fruit &
302 AGRICULTURAL All Fruit & Fruit Product pH Vegetable Products; Page No.
PRODUCTS 11
CHEMICAL- FOOD & FSSAI Manual of Fruit &
303 AGRICULTURAL All Fruit & Fruit Products Synthetic Colour Vegetable Products; Page No.
PRODUCTS 86
CHEMICAL- FOOD & FSSAI Manual of Fruit &
304 AGRICULTURAL All Fruits & Fruit Products Acid Insoluble Ash Vegetable Products; Page No.
PRODUCTS 35
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CHEMICAL- FOOD &

FSSAI Manual of Fruit &

305 AGRICULTURAL All Fruits & Fruit Products Acidity Vegetable Products; Page No.
PRODUCTS 12
CHEMICAL- FOOD & FSSAI Manual of Fruit &

306 AGRICULTURAL All Fruits & Fruit Products Moisture Vegetable Products; Page No.

PRODUCTS

34

CHEMICAL- FOOD &
307 AGRICULTURAL
PRODUCTS

All Fruits & Fruit Products

Reducing Sugars

FSSAI Manual of Fruit &
Vegetable Products; Page No.
15

CHEMICAL- FOOD &
308 AGRICULTURAL
PRODUCTS

All Fruits & Fruit products

Salt (as NaCl)

FSSAI Manual of Fruit &
Vegetable Products; Page No.

CHEMICAL- FOOD &

AOAC 20th Edition, 2016;

309 AGRICULTURAL All Fruits & Fruit Products Starch 925.38
PRODUCTS '
CHEMICAL- FOOD & FSSAI Manual of Fruit &
310 AGRICULTURAL All Fruits & Fruit Products Titratable Acidity Vegetable Products; Page No.
PRODUCTS 42
CHEMICAL- FOOD & FSSAI Manual of Fruit &
311 AGRICULTURAL All Fruits & Fruit Products Total Ash Vegetable Products; Page No.

PRODUCTS

35

CHEMICAL- FOOD &
312 AGRICULTURAL
PRODUCTS

All Fruits & Fruit Products

Total Soluble Solids (Brix)

IS: 5861 Appendix B

CHEMICAL- FOOD &
313 AGRICULTURAL
PRODUCTS

All Fruits & Fruit Products

Total Sugar

FSSAI Manual of Fruit &
Vegetable Products; Page No.
15

CHEMICAL- FOOD &
314 AGRICULTURAL
PRODUCTS

All Nuts & Not Products

Living Insects

Codex Stan 67

CHEMICAL- FOOD &
315 AGRICULTURAL
PRODUCTS

All Nuts & Nut Products

Added Coloring Matter

FSSAI Manual of Cereal &
Cereal Products; Page No. 5

CHEMICAL- FOOD &
316 AGRICULTURAL
PRODUCTS

All Nuts & Nut Products

Dead Insects

FSSAI Manual of Cereal &
Cereal Products; Page No. 5

CHEMICAL- FOOD &
317 AGRICULTURAL
PRODUCTS

All Nuts & Nuts Products

Insect Fragments

IS 3579

CHEMICAL- FOOD &
318 AGRICULTURAL
PRODUCTS

All Nuts & Nuts Products

Rodent Contamination

FSSAI Manual of Cereal &
Cereal Products; Page No. 5

This is annexure to 'Certificate of Accreditation' and does not require any signature.




% National Accreditation Board for

NS S L @
JacMRA ¢ Testing and Calibration Laboratories
2 N2 .
{*/,,/ﬂ//—_ﬁ:\:\\\:“ —
f;,,r“ |l\\\\‘
| NABL

Laboratory Name :

Accreditation Standard

Certificate Number
Validity

SCOPE OF ACCREDITATION

ACCUPREC RESEARCH LABS PVT. LTD., CHANGODAR - BAVLA HIGHWAY, AHMEDABAD,

GUJARAT, INDIA

ISO/IEC 17025:2017
TC-6124

10/08/2022 to 09/08/2024

Page No
Last Amended on

28 of 59
19/08/2022

S.No Discipline / Group

Materials or Products tested

Component, parameter or
characteristic tested /
Specific Test Performed /
Tests or type of tests
performed

Test Method Specification
against which tests are
performed and / or the
techniques / equipment

used

CHEMICAL- FOOD &
319 AGRICULTURAL
PRODUCTS

All Spices, Herbs, Condiments, Seasonings & Related
Products

Added coloring matter

FSSAI Manual of Food Additives
2016

CHEMICAL- FOOD &
320 AGRICULTURAL
PRODUCTS

All Spices, Herbs, Condiments, Seasonings & Related
Products

Excreta Mammalian

ASTA; Analytical Methods
Manual, 4th Edition

CHEMICAL- FOOD &
321 AGRICULTURAL
PRODUCTS

All Spices, Herbs, Condiments, Seasonings & Related
Products

Excreta, Others

ASTA; Analytical Methods
Manual, 4th Edition

CHEMICAL- FOOD &
322 AGRICULTURAL
PRODUCTS

All Spices, Herbs, Condiments, Seasonings & Related
Products

Foreign starch

IS 7807 Clause 8

CHEMICAL- FOOD &
323 AGRICULTURAL
PRODUCTS

All Sugar & Sugar Products

Extraneous Matter

FSSAI Manual of Beverages,
Sugar & Confectionery
Products

CHEMICAL- FOOD &
324 AGRICULTURAL
PRODUCTS

All vegetables and Vegetable Products

Added Colouring matter

FSSAI Manual of Fruit &
Vegetable Products; Page No.
86

CHEMICAL- FOOD &
325 AGRICULTURAL
PRODUCTS

All Vegetables and Vegetable Products

Artificial Sweetening Agent

FSSAI Manual of Food
Additives; Page No. 45

CHEMICAL- FOOD &
326 AGRICULTURAL
PRODUCTS

Biscuits, Cookies, Bread, Cookies Mix, Nankhatai, Khari,
Bread Sticks, Toast & Wafer Biscuit

Added Colouring matter

FSSAI Manual of Food
Additives; Page No. 82

CHEMICAL- FOOD &
327 AGRICULTURAL
PRODUCTS

Biscuits, Cookies, Bread, Cookies Mix, Nankhatai, Khari,
Bread Sticks, Toast & Wafer Biscuit

Artificial sweetening agent

FSSAI Manual of Food
Additives; Page No. 45

CHEMICAL- FOOD &
328 AGRICULTURAL
PRODUCTS

Cereal Products Flours & its products

Rodent Hair - Excreta - Insect
Infestation

FSSAI Manual of Cereal &
Cereal Products; Page No. 5

CHEMICAL- FOOD &
329 AGRICULTURAL
PRODUCTS

Cereal Products Flours & its products:

Added Coloring matter

FSSAI Manual of Cereal &
Cereal Products; Page No. 53

CHEMICAL- FOOD &
330 AGRICULTURAL
PRODUCTS

Cereal Products Flours & its products:

Alcoholic Acidity expressed as
H2504

IS: 1155 Appendix F

CHEMICAL- FOOD &
331 AGRICULTURAL
PRODUCTS

Cereal Products Flours & its products:

Alcoholic Acidity expressed as
H2504

IS: 1155 Appendix F

CHEMICAL- FOOD &
332 AGRICULTURAL
PRODUCTS

Cereal Products Flours & its products:

Ash insoluble in dil HCI

IS: 1155 Appendix C
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CHEMICAL- FOOD &
333 AGRICULTURAL Cereal Products Flours & its products: Crude Fibre IS: 1155 Appendix E

PRODUCTS

CHEMICAL- FOOD &
334 AGRICULTURAL
PRODUCTS

Cereal Products Flours & its products:

Fat

1S:4684 Appendix F

CHEMICAL- FOOD &
335 AGRICULTURAL
PRODUCTS

Cereal Products Flours & its products:

Gluten (Dry & Wet)

FSSAI Manual of Cereal &
Cereal Products; Page No.17

CHEMICAL- FOOD &
336 AGRICULTURAL
PRODUCTS

Cereal Products Flours & its products:

Microscopic Examination /
Foreign Starch

FSSAI Manual of Cereal &
Cereal Products; Page No. 36

CHEMICAL- FOOD &
337 AGRICULTURAL
PRODUCTS

Cereal Products Flours & its products:

Moisture

IS: 1155 Appendix A

CHEMICAL- FOOD &
338 AGRICULTURAL
PRODUCTS

Cereal Products Flours & its products:

Protein

IS: 7219 Clause 8

CHEMICAL- FOOD &
339 AGRICULTURAL
PRODUCTS

Cereal Products Flours & its products:

Sieve test

IS: 1155 Appendix G

CHEMICAL- FOOD &
340 AGRICULTURAL
PRODUCTS

Cereal Products Flours & its products:

Total Ash

IS: 1155 Appendix B

CHEMICAL- FOOD &
341 AGRICULTURAL
PRODUCTS

Cereal, Food Grain, Pulses & Seeds

Added Coloring matter

FSSAI Manual of Cereal &
Cereal Products; Page No. 53

CHEMICAL- FOOD &
342 AGRICULTURAL
PRODUCTS

Cereal, Food Grain, Pulses & Seeds

Admixture

FSSAI Manual of Cereal &
Cereal Products; Page No. 4

CHEMICAL- FOOD &
343 AGRICULTURAL
PRODUCTS

Cereal, Food Grain, Pulses & Seeds

Damaged Grains

IS 4333 (Part-1) Clause 6.3

CHEMICAL- FOOD &
344 AGRICULTURAL
PRODUCTS

Cereal, Food Grain, Pulses & Seeds

Fat

IS 3579, Clause 5.2

CHEMICAL- FOOD &
345 AGRICULTURAL
PRODUCTS

Cereal, Food Grain, Pulses & Seeds

Foreign matter / Extraneous
matter

FSSAI Manual of Cereal &
Cereal Products; Page No. 3

CHEMICAL- FOOD &
346 AGRICULTURAL
PRODUCTS

Cereal, Food Grain, Pulses & Seeds

Green Grains

IS 4333 (Part-1) Clause 6.3
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CHEMICAL- FOOD &
347 AGRICULTURAL
PRODUCTS

Cereal, Food Grain, Pulses & Seeds

Inorganic Matter

FSSAI Manual of Cereal &
Cereal Products; Page No. 3

CHEMICAL- FOOD &
348 AGRICULTURAL
PRODUCTS

Cereal, Food Grain, Pulses & Seeds

Insect Infestation

FSSAI Manual of Cereal &
Cereal Products; Page No. 5

CHEMICAL- FOOD &
349 AGRICULTURAL
PRODUCTS

Cereal, Food Grain, Pulses & Seeds

Mineral Matter

FSSAI Manual of Cereal &
Cereal Products; Page No. 3

CHEMICAL- FOOD &
350 AGRICULTURAL
PRODUCTS

Cereal, Food Grain, Pulses & Seeds

Moisture

FSSAI Manual of Cereal &
Cereal Products; Page No. 8

CHEMICAL- FOOD &
351 AGRICULTURAL
PRODUCTS

Cereal, Food Grain, Pulses & Seeds

Other edible grains

FSSAI Manual (Method of
Analysis of Food, food
Additives Page No. 81

CHEMICAL- FOOD &
352 AGRICULTURAL
PRODUCTS

Cereal, Food Grain, Pulses & Seeds

Rodent Hair & Excreta

FSSAI Manual of Cereal &
Cereal Products; Page No.4

CHEMICAL- FOOD &
353 AGRICULTURAL

Cereal, Food Grain, Pulses & Seeds

Weeviled Grains

IS 4333 (Part-1) Clause 6.3

PRODUCTS
CHEMICAL- FOOD &

354 AGRICULTURAL Cereal, Food Grain, Pulses & Seeds Whole Insects, dead FS3Alfanual of Cereal &
PRODUCTS Cereal Products; Page No. 5

CHEMICAL- FOOD &
355 AGRICULTURAL
PRODUCTS

Cream, Malai, Curd (Dahi), Ghee, Paneer, Cheese, Butter
Oil & Butter Evaporated/ Condensed Milk, Whey Product,
Ice Cream, Frozen Desert, Burfi, Peda, Gulab Jamun, Halwa,
Shrikhand. Rasgolla, Dairy Based Drink, Chocolate Drink,
Milk Shake, Khoa, Chakka, Channa, Yoghurt

Added coloring matter

FSSAI Manual of Food
Additives; Page No. 81

CHEMICAL- FOOD &
AGRICULTURAL
PRODUCTS

356

Cream, Malai, Curd (Dahi), Ghee, Paneer, Cheese, Butter
Oil & Butter Evaporated/ Condensed Milk, Whey Product,
Ice Cream, Frozen Desert, Burfi, Peda, Gulab Jamun, Halwa,
Shrikhand. Rasgolla, Dairy Based Drink, Chocolate Drink,
Milk Shake, Khoa, Chakka, Channa, Yoghurt

Artificial Sweetening agent

FSSAI Manual of Food
Additives; Page No. 45

CHEMICAL- FOOD &

Food Stuff: Nutritional values for labeling snacks, Ready to

357 AGRICULTURAL Carbohydrates IS 1656
PRODUCTS cook products, Processed Food, Thermally Processed Food.
CHEMICAL- FOOD & : E .
358 AGRICULTURAL Food Stuff: Nutritional values for labeling snacks, Ready to Crude Fiber IS 1155 (Appendix -E)

PRODUCTS

cook products, Processed Food, Thermally Processed Food.
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CHEMICAL- FOOD & . - .
359 AGRICULTURAL Food Stuff: Nutritional values for labeling snacks, Ready to Proteins IS 6287 (Clause 11)
cook products, Processed Food, Thermally Processed Food.
PRODUCTS
CHEMICAL- FOOD & . . )
360 AGRICULTURAL Food Stuff: Nutritional values for labeling snacks, Ready to Sugar IS 1163 (Annex. D)
cook products, Processed Food, Thermally Processed Food.
PRODUCTS
CHEMICAL- FOOD & Food Stuff: Nutritional values for labeling snacks, Ready to IS 1527 (Annexure D Page No.
361 AGRICULTURAL cook products, Processed Food, Thermally Processed Food Va3 Fats 4)
PRODUCTS P ' ' y :
CHEMICAL- FOOD &
362 AGRICULTURAL Gheee Baudouin Test 1S:3508 Clause 21
PRODUCTS
CHEMICAL- FOOD & lodized Salt / Vacuum Evaporated lodized Salt / Refined
363 AGRICULTURAL lodized Salt/Edible Common Salt / Iron Fortified lodized Salt | Iron (as Fe) IS:7224 Annex M
PRODUCTS (Double Fortified Salt)
CHEMICAL- FOOD & lodized Salt / Vacuum Evaporated lodized Salt / Refined
364 AGRICULTURAL lodized Salt/Edible Common Salt / Iron Fortified lodized Salt | Potassium Ferrocyanide 1S:7224 Annex B
PRODUCTS (Double Fortified Salt)
) Jam, Jelly, Chutney, Pickles, Squashes, Crushes, Syrup, .
CHEMICAL- FROD & Sharbat, Juices, Coconut Water & Barley/ Beverages- Drink, . fjp>Al Mgnual of Fru'lt &
365 AGRICULTURAL PUID & dv to Drink d Frui h i Added Colouring Matter Vegetable Products; Page No.
PRODUCTS ulp & Ready to Drin /Progesse ruits- Thermally, Frozen, 86
Canned & Dehydrated Fruit - Ready to eat
i Jam, Jelly, Chutney, Pickles, Squashes, Crushes, Syrup,
CHEMICAL- FOOR & Sharbat, Juices, Coconut Water & Barley/ Beverages- Drink, - 4 FSSAI Manual of Food
366 AGRICULTURAL ; ) Artificial Sweetening Agent A
PRODUCTS Pulp & Ready to Drink/Processed Fruits- Thermally, Frozen, Additives; Page No. 45
Canned & Dehydrated Fruit - Ready to eat
CHEMICAL- FOOD & ) .
367 AGRICULTURAL Milk Raw, Processed, Pasturised, Flavoured Milk Added formalin E?()Sabﬂcl\;l:n;:lgoNrOMllzks& Milk
PRODUCTS - rage No.
CHEMICAL- FOOD & . .
368 AGRICULTURAL Milk Raw, Processed, Pasturised, Flavoured Milk Added Glucose E?Sﬁdch::n::lgoNroM'%& Milk
PRODUCTS » rage o
CHEMICAL- FOOD & ) .
369 AGRICULTURAL Milk Raw, Processed, Pasturised, Flavoured Milk Added Urea Efoscﬁjcl\élsn::lgo’\rloMillg & Milk
PRODUCTS - rage No.
CHEMICAL- FOOD & . .
370 AGRICULTURAL Milk Raw, Processed, Pasturised, Flavoured Milk Ammonium Sulphate FSSAI Ma.nual for Milk & Milk
Products; Page No. 15
PRODUCTS
CHEMICAL- FOOD & ) .
371 AGRICULTURAL Milk Raw, Processed, Pasturised, Flavoured Milk Cane Sugar FSSJ\I Ma.nual for Milk & Milk
PRODUCTS Products; Page No. 9
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CHEMICAL- FOOD & . .
372 | AGRICULTURAL Milk Raw, Processed, Pasturised, Flavoured Milk Cellulose FoSAl flanual for Milk & Milk
PRODUCTS » rage o
CHEMICAL- FOOD & ) .
373 AGRICULTURAL Milk Raw, Processed, Pasturised, Flavoured Milk Detergents Efj(?dch::n;;lgoNroMllzlz& Milk
PRODUCTS - rage No.
CHEMICAL- FOOD & . .
374 AGRICULTURAL Milk Raw, Processed, Pasturised, Flavoured Milk Dulcin E??;‘J:::nual for Milk & Milk
PRODUCTS
CHEMICAL- FOOD & . .
375 AGRICULTURAL Milk Raw, Processed, Pasturised, Flavoured Milk Foreign Fat FSSA Manual for Milk & Milk

PRODUCTS

Products; Page No. 19

CHEMICAL- FOOD &
376 AGRICULTURAL
PRODUCTS

Milk Raw, Processed, Pasturised, Flavoured Milk

Neutralizers

1S:1479 (Part-1) Clause 19

CHEMICAL- FOOD &
377 AGRICULTURAL
PRODUCTS

Milk Raw, Processed, Pasturised, Flavoured Milk

Saccharin

FSSAI Manual for Milk & Milk
Products; Page No. 32

CHEMICAL- FOOD &
378 AGRICULTURAL
PRODUCTS

Milk Raw, Processed, Pasturised, Flavoured Milk

Sodium Chloride

FSSAI Manual for Milk & Milk
Products; Page No. 18

CHEMICAL- FOOD &

FSSAI Manual for Milk & Milk

379 AGRICULTURAL Milk Raw, Processed, Pasturised, Flavoured Milk Starch Products: Page No. 11
PRODUCTS » rage fo.
CHEMICAL- FOOD & . .

380 | AGRICULTURAL Oil and oil products. Rancidity FgPAl Manual for Milk & Milk

PRODUCTS

Products; Page No. 134

CHEMICAL- FOOD &
381 AGRICULTURAL
PRODUCTS

Snacks, Convenience Products/ Ready to Eat Products,
Ready To Cook Products - Fried Items, Namkeens-Farsan,
Chivada & Khakhra

Added coloring Matter

FSSAI Manual of Food
Additives; Page No. 81

CHEMICAL- FOOD &
382 AGRICULTURAL
PRODUCTS

Snacks, Convenience Products/ Ready to Eat Products,
Ready To Cook Products - Fried Items, Namkeens-Farsan,
Chivada & Khakhra

Artificial Sweetening Agent

FSSAI Manual of Food Additives

CHEMICAL- FOOD &
383 AGRICULTURAL
PRODUCTS

Snacks, Convenience Products/ Ready to Eat Products,
Ready To Cook Products - Fried Items, Namkeens-Farsan,
Chivada & Khakhra

Extraneous Matter

FSSAI Manual of Cereal &
Cereal Products; Page No. 3

CHEMICAL- FOOD &
384 AGRICULTURAL
PRODUCTS

Snacks, Convenience Products/ Ready to Eat Products,
Ready To Cook Products - Fried Items, Namkeens-Farsan,
Chivada & Khakhra

Insect Infestation

FSSAI Manual of Cereal &
Cereal Products; Page No. 5

CHEMICAL- FOOD &
385 AGRICULTURAL
PRODUCTS

Snacks, Convenience Products/ Ready to Eat Products,
Ready To Cook Products - Fried Items, Namkeens-Farsan,
Chivada & Khakhra

Natural Color

FSSAI Manual of Food
Additives; Page No. 81
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CHEMICAL- FOOD & . .
386 AGRICULTURAL Sugar Boiled Confectionery Hard & Soft Candy, Lozenges, Added Coloring Matter FSSlAIl Ma.nual of Food
Chocolate, Toffees Additives; Page No. 82
PRODUCTS
CHEMICAL- FOOD & . -
387 AGRICULTURAL Sugar Boiled Confectionery Hard & Soft Candy, Lozenges, Artificial Sweetening Agent FSSAII Marwal of Food
Chocolate, Toffees Additives; Page No. 45
PRODUCTS
CHEMICAL- FOOD & . 4
388 AGRICULTURAL ayfartigiled Copfctiogagy Ward's: Soft Candy, Lozendess Insect & Fungus Infestation 1S:1008 Clause 5
Chocolate, Toffees
PRODUCTS
CHEMICAL- FOOD &
389 AGRICULTURAL Tea Iron fillings IS: 3633 Appendix H
PRODUCTS
CHEMICAL- FOOD & .
390 AGRICULTURAL Turmeric powder. Lead Chromate Test Eiig'ix::t“sa' for Spices &
PRODUCTS
CHEMICAL- FOOD & . .
391 AGRICULTURAL Whole and Powder for Turmeric/Ginger Extraneous Matter FgsAl Mar_wual 10:2015 (Spices
and Condiments) Method 2.0
PRODUCTS
Extractable & Leachable test
Nodular Head, Bone Screw, Cement Restrictor, by LC-MS/MS [Citric acid,
Uncemented Femoral stem, Cemented Femoral stem, Benzoic acid,
392 CHEMICAL- METALS & Orthopedic Devices, Joints, Plates, Nails, Syringes with Butylhydroxytoluene, Glycolic 1SO 10993-17
ALLOYS needles, Hypodermic Needles, Coronary stents, Drug acid, Ferrulic acid, Alkonol, Tri-
Eluting stents, I.V. Cannula, Heart Valves, Internal isopropanol amine, tris(2,4-di-
Prosthetic Replacements, Ablation Device, Copper T tert.- butyl phenyl) phosphite &
Bisphenol).
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral stem,
303 CHEMICAL- METALS & Orthopedic Devices, Joints, Plates, Nails,Syringes with Extractable and Leachable 1SO 10993-17
ALLOYS needles, Hypodermic Needles,Coronary stents, Drug Eluting | Elements: Copper (Cu)
stents,|.V. Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral stem,
304 CHEMICAL- METALS & Orthopedic Devices, Joints, Plates, Nails,Syringes with Extractable and Leachable 1SO 10993-17
ALLOYS needles, Hypodermic Needles,Coronary stents, Drug Eluting | Elements: Mercury (Hg)
stents,|.V. Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral stem,
305 CHEMICAL- METALS & Orthopedic Devices, Joints, Plates, Nails,Syringes with Extractable and Leachable 1SO 10993-17
ALLOYS needles, Hypodermic Needles,Coronary stents, Drug Eluting | Elements: Silver (Ag)
stents,|.V. Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
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Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral stem,
396 CHEMICAL- METALS & Orthopedic Devices, Joints, Plates, Nails,Syringes with Extractable and Leachable 1SO 10993-17
ALLOYS needles, Hypodermic Needles,Coronary stents, Drug Eluting | Elements: Arsenic (As)
stents,|.V. Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral stem,
397 CHEMICAL- METALS & Orthopedic Devices, Joints, Plates, Nails,Syringes with Extractable and Leachable 1SO 10993-17
ALLOYS needles, Hypodermic Needles,Coronary stents, Drug Eluting | Elements: Cobalt (Co),
stents,|.V. Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral stem,
308 CHEMICAL- METALS & Orthopedic Devices, Joints, Plates, Nails,Syringes with Extractable and Leachable 1SO 10993-17
ALLOYS needles, Hypodermic Needles,Coronary stents, Drug Eluting | Elements: Gold (Au)
stents,l.V. Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral stem,
399 CHEMICAL- METALS & Orthopedic Devices, Joints, Plates, Nails,Syringes with Extractable and Leachable 1SO 10993-17
ALLOYS needles, Hypodermic Needles,Coronary stents, Drug Eluting | Elements: Nickel (Ni)
stents,|.V. Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral stem,
400 CHEMICAL- METALS & Orthopedic Devices, Joints, Plates, Nails,Syringes with Extractable and Leachable 1SO 10993-17
ALLOYS needles, Hypodermic Needles,Coronary stents, Drug Eluting | Elements: Palladium (Pd)
stents,|.V. Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral stem,
401 CHEMICAL- METALS & Orthopedic Devices, Joints, Plates, Nails,Syringes with Extractable and Leachable 1SO 10993-17
ALLOYS needles, Hypodermic Needles,Coronary stents, Drug Eluting | Elements: Selenium (Se)
stents,l.V. Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral stem,
402 CHEMICAL- METALS & Orthopedic Devices, Joints, Plates, Nails,Syringes with Extractable and Leachable 1SO 10993-17
ALLOYS needles, Hypodermic Needles,Coronary stents, Drug Eluting | Elements: Thallium (TI)
stents,|.V. Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
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CHEMICAL- METALS &

403 ALLOYS

Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral stem,
Orthopedic Devices, Joints, Plates, Nails,Syringes with
needles, Hypodermic Needles,Coronary stents, Drug Eluting
stents,|.V. Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T

Extractable and Leachable
Elements: Tin (Sn)

1SO 10993-17

CHEMICAL- METALS &

404 I aLLovs

Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral stem,
Orthopedic Devices, Joints, Plates, Nails,Syringes with
needles, Hypodermic Needles,Coronary stents, Drug Eluting
stents,|.V. Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T

Extractable and Leachable
Elements: Antimony (Sb)

1SO 10993-17

CHEMICAL- METALS &

405 [ aLlovs

Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral stem,
Orthopedic Devices, Joints, Plates, Nails,Syringes with
needles, Hypodermic Needles,Coronary stents, Drug Eluting
stents,l.V. Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T

Extractable and Leachable
Elements: Cadmium (Cd)

ISO 10993-17

CHEMICAL- METALS &

406 ALLOYS

Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral stem,
Orthopedic Devices, Joints, Plates, Nails,Syringes with
needles, Hypodermic Needles,Coronary stents, Drug Eluting
stents,|.V. Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T

Extractable and Leachable
Elements: Lithium (Li)

ISO 10993-17

CHEMICAL- METALS &

407 ALLOYS

Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral stem,
Orthopedic Devices, Joints, Plates, Nails,Syringes with
needles, Hypodermic Needles,Coronary stents, Drug Eluting
stents,l.V. Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T

Extractable and Leachable
Elements: Molybdenum (Mo)

1SO 10993-17

CHEMICAL- METALS &

408 I aLlovs

Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral stem,
Orthopedic Devices, Joints, Plates, Nails,Syringes with
needles, Hypodermic Needles,Coronary stents, Drug Eluting
stents,l.V. Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T

Extractable and Leachable
Elements: Osmium (Os)

1SO 10993-17

CHEMICAL- METALS &

409 I aLlovs

Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral stem,
Orthopedic Devices, Joints, Plates, Nails,Syringes with
needles, Hypodermic Needles,Coronary stents, Drug Eluting
stents,|.V. Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T

Extractable and Leachable
Elements: Vanadium (V)

ISO 10993-17
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Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral stem,
410 CHEMICAL- METALS & Orthopedic Devices, Joints, Plates, Nails,Syringes with Extractable and Leachable 1SO 10993-17
ALLOYS needles, Hypodermic Needles,Coronary stents, Drug Eluting | Elements:Lead (Pb)
stents,|.V. Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral stem,
411 CHEMICAL- METALS & Orthopedic Devices, Joints, Plates, Nails,Syringes with Extractable and Leachable 1SO 10993-17
ALLOYS needles, Hypodermic Needles,Coronary stents, Drug Eluting | Elements:Platinum (Pt)
stents,|.V. Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral stem,
412 CHEMICAL- METALS & Orthopedic Devices, Joints, Plates, Nails,Syringes with Extractable and Leachable 1SO 10993-17
ALLOYS needles, Hypodermic Needles,Coronary stents, Drug Eluting | Elements:Rhodium (Rh)
stents,|.V. Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral stem,
413 CHEMICAL- METALS & Orthopedic Devices, Joints, Plates, Nails,Syringes with Extractable and Leachable 1SO 10993-17
ALLOYS needles, Hypodermic Needles,Coronary stents, Drug Eluting | Elements:Ruthenium (Ru)
stents,|.V. Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Extractable & Leachable by
GC-MS/MS - |dentification of
molecules [Methanol, Propanol,
Ethyl acetate, Methyl acetate,
Nodular Head, Bone Screw, Cement Restrictor, Tert-Butyl methyl ether,
Uncemented Femoral stem, Cemented Femoral stem, Acetone, Hexane, Ethanol,
414 CHEMICAL- METALS & Orthopedic Devices, Joints, Plates, Nails,Syringes with Propanol, Heptane, N- Dimethyl 1SO 10993-17
ALLOYS needles, Hypodermic Needles,Coronary stents, Drug Eluting | Formamide, Toluene,
stents,|.V. Cannula, Heart Valves,Internal Prosthetic Dichloromethane, Chloroform,
Replacements,Ablation Device, Copper T Ethylene, Propylene, Styrene,
Phenol, Ethylene glycol, Vinyl
chloride, Acetonitrile & Total
petroleum hydrocarbons
(TPHs).]
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral stem,
415 CHEMICAL- METALS & Orthopedic Devices, Joints, Plates, Nails,Syringes with Extractable and Leachable 1SO 10993-17
ALLOYS needles, Hypodermic Needles,Coronary stents, Drug Eluting | Elements: Iridium (Ir)
stents,|.V. Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
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Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral stem,
416 CHEMICAL- METALS & Orthopedic Devices, Joints, Plates, Nails,Syringes with Extractable and Leachable 1SO 10993-17
ALLOYS needles, Hypodermic Needles,Coronary stents, Drug Eluting | Elements: Chromium (Cr)
stents,|.V. Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral stem,
417 CHEMICAL- METALS & Orthopedic Devices, Joints, Plates, Nails,Syringes with Chemical characterization of 1SO 10993-18
ALLOYS needles, Hypodermic Needles, Coronary stents, Drug Elements: Cobalt (Co)
Eluting stents, .V. Cannula, Heart Valves, Internal
Prosthetic Replacements, Ablation Device, Copper T
Chemical characterization by
GC-MS/MS - Identification of
molecules [Methanol, Propanol,
Ethyl acetate, Methyl acetate,
Nodular Head, Bone Screw, Cement Restrictor, Tert-Butyl methyl ether,
Uncemented Femoral stem, Cemented Femoral stem, Acetone, Hexane, Ethanol,
418 CHEMICAL- METALS & Orthopedic Devices, Joints, Plates, Nails,Syringes with Propanol, Heptane, N- Dimethyl 1SO 10993-18
ALLOYS needles, Hypodermic Needles,Coronary stents, Drug Eluting | Formamide, Toluene,
stents,|.V. Cannula, Heart Valves,Internal Prosthetic Dichloromethane, Chloroform,
Replacements,Ablation Device, Copper T Ethylene, Propylene, Styrene,
Phenol, Ethylene glycol, Vinyl
chloride, Acetonitrile & Total
petroleum hydrocarbons
(TPHSs).1
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral stem,
419 CHEMICAL- METALS & Orthopedic Devices, Joints, Plates, Nails,Syringes with Chemical characterization of 1SO 10993-18
ALLOYS needles, Hypodermic Needles,Coronary stents, Drug Eluting | Elements: Thallium (TI)
stents,|.V. Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral stem,
420 CHEMICAL- METALS & Orthopedic Devices, Joints, Plates, Nails,Syringes with Chemical characterization of 1SO 10993-18
ALLOYS needles, Hypodermic Needles,Coronary stents, Drug Eluting | Elements: Nickel (Ni)
stents,|.V. Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral stem,
01 CHEMICAL- METALS & Orthopedic Devices, Joints, Plates, Nails,Syringes with Chemical characterization of 1SO 10993-18
ALLOYS needles, Hypodermic Needles,Coronary stents, Drug Eluting | Elements: Selenium (Se)
stents,|.V. Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
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Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral stem,
422 CHEMICAL- METALS & Orthopedic Devices, Joints, Plates, Nails,Syringes with Chemical characterization of 15O 10993-18
ALLOYS needles, Hypodermic Needles,Coronary stents, Drug Eluting | Elements: Vanadium (V)
stents,|.V. Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral stem,
423 CHEMICAL- METALS & Orthopedic Devices, Joints, Plates, Nails,Syringes with Chemical characterization of 1SO 10993-18
ALLOYS needles, Hypodermic Needles,Coronary stents, Drug Eluting | Elements: Arsenic (As)
stents,|.V. Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral stem,
424 CHEMICAL- METALS & Orthopedic Devices, Joints, Plates, Nails,Syringes with Chemical characterization of 1SO 10993-18
ALLOYS needles, Hypodermic Needles,Coronary stents, Drug Eluting | Elements: Gold (Au)
stents,l.V. Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral stem,
425 CHEMICAL- METALS & Orthopedic Devices, Joints, Plates, Nails,Syringes with Chemical characterization of 1SO 10993-18
ALLOYS needles, Hypodermic Needles,Coronary stents, Drug Eluting | Elements: Molybdenum (Mo)
stents,|.V. Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral stem,
426 CHEMICAL- METALS & Orthopedic Devices, Joints, Plates, Nails,Syringes with Chemical characterization of 150 10993-18
ALLOYS needles, Hypodermic Needles,Coronary stents, Drug Eluting | Elements: Osmium (Os)
stents,l.V. Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral stem,
427 CHEMICAL- METALS & Orthopedic Devices, Joints, Plates, Nails,Syringes with Chemical characterization of 1SO 10993-18
ALLOYS needles, Hypodermic Needles,Coronary stents, Drug Eluting | Elements: Antimony (Sb)
stents,l.V. Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral stem,
428 CHEMICAL- METALS & Orthopedic Devices, Joints, Plates, Nails,Syringes with Chemical characterization of 1SO 10993-18
ALLOYS needles, Hypodermic Needles,Coronary stents, Drug Eluting | Elements: Copper (Cu)
stents,|.V. Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
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Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral stem,
429 CHEMICAL- METALS & Orthopedic Devices, Joints, Plates, Nails,Syringes with Chemical characterization of 15O 10993-18
ALLOYS needles, Hypodermic Needles,Coronary stents, Drug Eluting | Elements: Iridium (Ir)
stents,|.V. Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral stem,
430 CHEMICAL- METALS & Orthopedic Devices, Joints, Plates, Nails,Syringes with Chemical characterization of 1SO 10993-18
ALLOYS needles, Hypodermic Needles,Coronary stents, Drug Eluting | Elements: Lithium (Li)
stents,|.V. Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral stem,
431 CHEMICAL- METALS & Orthopedic Devices, Joints, Plates, Nails,Syringes with Chemical characterization of 1SO 10993-18
ALLOYS needles, Hypodermic Needles,Coronary stents, Drug Eluting | Elements: Mercury (Hg)
stents,l.V. Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral stem,
432 CHEMICAL- METALS & Orthopedic Devices, Joints, Plates, Nails,Syringes with Chemical characterization of 1SO 10993-18
ALLOYS needles, Hypodermic Needles,Coronary stents, Drug Eluting | Elements: Palladium (Pd)
stents,|.V. Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral stem,
433 CHEMICAL- METALS & Orthopedic Devices, Joints, Plates, Nails,Syringes with Chemical characterization of 150 10993-18
ALLOYS needles, Hypodermic Needles,Coronary stents, Drug Eluting | Elements: Platinum (Pt)
stents,l.V. Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral stem,
434 CHEMICAL- METALS & Orthopedic Devices, Joints, Plates, Nails,Syringes with Chemical characterization of 1SO 10993-18
ALLOYS needles, Hypodermic Needles,Coronary stents, Drug Eluting | Elements: Rhodium (Rh)
stents,l.V. Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral stem,
435 CHEMICAL- METALS & Orthopedic Devices, Joints, Plates, Nails,Syringes with Chemical characterization of 1SO 10993-18
ALLOYS needles, Hypodermic Needles,Coronary stents, Drug Eluting | Elements: Ruthenium (Ru)
stents,|.V. Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
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Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral stem,
436 CHEMICAL- METALS & Orthopedic Devices, Joints, Plates, Nails,Syringes with Chemical characterization of 15O 10993-18
ALLOYS needles, Hypodermic Needles,Coronary stents, Drug Eluting | Elements: Silver (Ag)
stents,|.V. Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral stem,
437 CHEMICAL- METALS & Orthopedic Devices, Joints, Plates, Nails,Syringes with Chemical characterization of 1SO 10993-18
ALLOYS needles, Hypodermic Needles,Coronary stents, Drug Eluting | Elements: Tin (Sn)
stents,|.V. Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral stem,
438 CHEMICAL- METALS & Orthopedic Devices, Joints, Plates, Nails,Syringes with Chemical characterization of 1SO 10993-18
ALLOYS needles, Hypodermic Needles,Coronary stents, Drug Eluting | Elements: Cadmium (Cd)
stents,l.V. Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral stem,
439 CHEMICAL- METALS & Orthopedic Devices, Joints, Plates, Nails,Syringes with Chemical characterization of 1SO 10993-18
ALLOYS needles, Hypodermic Needles,Coronary stents, Drug Eluting | Elements: Lead (Pb)
stents,|.V. Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement Restrictor, Elgelvrlnslcal chgrgcter!zatlon by.
-MS/MS [Citric acid, Benzoic
Uncemented Femoral stem, Cemented Femoral stem, acid. Butylhvdroxytoluene
CHEMICAL- METALS & Orthopedic Devices, Joints, Plates, Nails,Syringes with » DLPRYCIgRyIoTuene,
440 ! . Glycolic acid, Ferrulic acid, 1SO 10993-18
ALLOYS needles, Hypodermic Needles,Coronary stents, Drug Eluting Alkonol. Tri-isopropanol amine
stents,l.V. Cannula, Heart Valves,Internal Prosthetic ! . prop '
Replacements,Ablation Device, Copper T gN~(2,4-giftert.mutyngaenyl)
/ ; phosphite & Bisphenol).
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral stem,
441 CHEMICAL- METALS & Orthopedic Devices, Joints, Plates, Nails,Syringes with Chemical characterization of 1SO 10993-18
ALLOYS needles, Hypodermic Needles,Coronary stents, Drug Eluting | Elements: Chromium (Cr)
stents,|.V. Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral stem,
442 CHEMICAL- METALS & Orthopedic Devices, Joints, Plates, Nails,Syringes with Ethylene Oxide residue - 1SO 10993-7
ALLOYS needles, Hypodermic Needles,Coronary stents, Drug Eluting | ethylene Oxide (EO)
stents,|.V. Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
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Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral stem,
443 CHEMICAL- METALS & Orthopedic Devices, Joints, Plates, Nails,Syringes with Ethylene Oxide residue - 1SO 10993-7
ALLOYS needles, Hypodermic Needles,Coronary stents, Drug Eluting | Ethylene Chlorohydrin (ECH)
stents,|.V. Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
CHEMICAL- METALS & ; Leachable tests of Chromium
444 ALLOYS Ventilator (Cr) by ICP-OES ISO 18562-4
445 CHEMICAL- METALZSS Ventilator Particulate matter test (PM 10) |ISO 18562-2
ALLOYS
CHEMICAL- METALS & . Leachable tests of Antimony
446 ALLOYS Ventilator (Sb) by ICP-OES I1SO 18562-4
CHEMICAL- METALS & 4 Leachable tests of Arsenic
447 ALLOYS Ventilator (As)by ICP-OES I1SO 18562-4
CHEMICAL- METALS & . Leachable tests of Barium (Ba)
448 ALLOYS Ventilator by ICP-OES I1SO 18562-4
CHEMICAL- METALS & . Leachable tests of Cadmium
449 ALLOYS Ventilator (Cd) by ICP-OES I1SO 18562-4
CHEMICAL- METALS & . Leachable tests of Cobalt (Co)
450 ALLOYS Ventilator by ICP-OES I1SO 18562-4
CHEMICAL- METALS & ) Leachable tests of Copper (Cu)
451 ALLOYS Ventilator by ICP-OES I1SO 18562-4
CHEMICAL- METALS & : Leachable tests of Gold (Au) by
452 ALLOYS Ventilator ICP-OES I1SO 18562-4
CHEMICAL- METALS & ' Leachable tests of Iridium (Ir)
453 ALLOYS Ventilator by ICP-OES ISO 18562-4
CHEMICAL- METALS & h Leachable tests of Lead (Pb) by
454 ALLOYS Ventilator ICP-OES ISO 18562-4
CHEMICAL- METALS & . Leachable tests of Lithium (Li)
455 ALLOYS Ventilator by ICP-OES ISO 18562-4
CHEMICAL- METALS & . Leachable tests of Mercury
456 ALLOYS Ventilator (Hg) by ICP-OES I1SO 18562-4
CHEMICAL- METALS & . Leachable tests of
457 | awors Ventilator Molybdenum (Mo) by IcP-0s |50 18562-4
CHEMICAL- METALS & . Leachable tests of Nickel (Ni)
458 ALLOYS Ventilator by ICP-OES I1SO 18562-4
459 CHEMICAL- METALS & Ventilator Leachable tests of Osmium 1SO 18562-4

ALLOYS

(Os) by ICP-OES

This is annexure to 'Certificate of Accreditation' and does not require any signature.




Laboratory Name :

Accreditation Standard

% National Accreditation Board for
i Testing and Calibration Laboratories

SCOPE OF ACCREDITATION

ACCUPREC RESEARCH LABS PVT. LTD., CHANGODAR - BAVLA HIGHWAY, AHMEDABAD,
GUJARAT, INDIA

ISO/IEC 17025:2017

Certificate Number TC-6124 Page No 42 of 59
Validity 10/08/2022 to 09/08/2024 Last Amended on 19/08/2022
Component, parameter or | Test Method Specification
characteristic tested / against which tests are
S.No Discipline / Group Materials or Products tested Specific Test Performed / performed and / or the
Tests or type of tests techniques / equipment
performed used
CHEMICAL- METALS & ) Leachable tests of Palladium
460 ALLOYS Ventilator (Pd) by ICP-OES I1SO 18562-4
CHEMICAL- METALS & ; Leachable tests of Platinum
461 ALLOYS Ventilator (Pt) by ICP-OES I1SO 18562-4
CHEMICAL- METALS & ) Leachable tests of Rhodium
462 ALLOYS Ventilator (Rh) by ICP-OES ISO 18562-4
CHEMICAL- METALS & ; Leachable tests of Selenium
463 ALLOYS Ventilator (Se) by ICP-OES ISO 18562-4
CHEMICAL- METALS & : Leachable tests of Silver (Ag)
464 ALLOYS Ventilator by ICP-OES I1SO 18562-4
CHEMICAL- METALS & ! Leachable tests of Thallium (TI)
465 ALLOYS Ventilator by ICP-OES I1SO 18562-4
CHEMICAL- METALS & ; Leachable tests of Tin (Sn) by
466 ALLOYS Ventilator ICP-OES ISO 18562-4
CHEMICAL- METALS & . Leachable tests of Vanadium
467 ALLOYS Ventilator (V) by ICP-OES I1SO 18562-4
CHEMICAL- METALS & . Leachable tests Ruthenium
468 ALLOYS Ventilator (Ru) by ICP-OES I1SO 18562-4
469 CHEMICAL- METALS & Ventilator Particulate matter test (PM 2.5 1SO 18562-2
ALLOYS )
CHEMICAL- METALS & :
470 ALLOYS Ventilator VOC test of 1-Propanol I1SO 18562-3
CHEMICAL- METALS & 1
471 ALLOYS Ventilator VOC test of Acetone I1SO 18562-3
472 CHEMICAL- METALS & Ventilator VOC test of Chloroform I1SO 18562-3
ALLOYS
CHEMICAL- METALS & )
473 ALLOYS Ventilator VOC test of Ethanol I1SO 18562-3
474 CHEMICAL- METALS & Ventilator VOC test of Ethyl acetate 1SO 18562-3
ALLOYS
475 |CHEMICAL-METALS & Iy /ontilator VOC test of Methanol SO 18562-3
ALLOYS
476 CHEMICAL- METALS & Ventilator VOC test of Methyl acetate I1SO 18562-3
ALLOYS
CHEMICAL- METALS & . VOC test of Methylene
477 ALLOYS Ventilator Dichloride I1SO 18562-3
478 /E'E'LE(;"Y';:AL' METALS & fventilator VOC test of n Heptane IS0 18562-3
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CHEMICAL- METALS & .
479 ALLOYS Ventilator VOC test of n-Hexane 1SO 18562-3
CHEMICAL- METALS & 4 VOC test of Tert-Butyl methyl
480 ALLOYS Ventilator othel ISO 18562-3
CHEMICAL- METALS & .
481 ALLOYS Ventilator VOC test of Toluene I1SO 18562-3
Blood gas pathways, Ambu Bag (Silicone Resuscitator),
482 CHEMICAL- PLASTIC & CPAP/BIPAP Mask, NIV Mask, Reusable Silicone Circuit , Leachable tests of Chromium 1SO 18562-4
RESINS Disposable Laryngeal mask airway, Disposable Breathing (Cr) by ICP-OES
circuit, Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone Resuscitator),
CHEMICAL- PLASTIC & CPAP/BIPAP Mask, NIV Mask, Reusable Silicone Circuit , .
483 RESINS Disposable Laryngeal mask airway, Disposable Breathing Pawjculate maffer te§t (PMCI0) 1150 18862-2
circuit, Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone Resuscitator),
CHEMICAL- PLASTIC & CPAP/BIPAP Mask, NIV Mask, Reusable Silicone Circuit , .
484 RESINS Disposable Laryngeal mask airway, Disposable Breathing Particulate mittertest M 2,5)eh190 18502
circuit, Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone Resuscitator),
CHEMICAL- PLASTIC & CPAP/BIPAP Mask, NIV Mask, Reusable Silicone Circuit ,
485 RESINS Disposable Laryngeal mask airway, Disposable Breathing G test of Methgnol (50 18382-3
circuit, Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone Resuscitator),
486 CHEMICAL- PLASTIC & CPAP/BIPAP Mask, NIV Mask, Reusable Silicone Circuit , Leachable tests of Gold (Au) by 1SO 18562-4
RESINS Disposable Laryngeal mask airway, Disposable Breathing ICP-OES
circuit, Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone Resuscitator),
487 CHEMICAL- PLASTIC & CPAP/BIPAP Mask, NIV Mask, Reusable Silicone Circuit , Leachable tests of Lead (Pb) by 1SO 18562-4
RESINS Disposable Laryngeal mask airway, Disposable Breathing ICP-OES
circuit, Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone Resuscitator),
488 CHEMICAL- PLASTIC & CPAP/BIPAP Mask, NIV Mask, Reusable Silicone Circuit , Leachable tests of Tin (Sn) by 1SO 18562-4
RESINS Disposable Laryngeal mask airway, Disposable Breathing ICP-OES
circuit, Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone Resuscitator),
489 CHEMICAL- PLASTIC & CPAP/BIPAP Mask, NIV Mask, Reusable Silicone Circuit , Leachable tests of Antimony 1SO 18562-4
RESINS Disposable Laryngeal mask airway, Disposable Breathing (Sb) by ICPOES
circuit, Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone Resuscitator),
490 CHEMICAL- PLASTIC & CPAP/BIPAP Mask, NIV Mask, Reusable Silicone Circuit , Leachable tests of Arsenic 1SO 18562-4

RESINS

Disposable Laryngeal mask airway, Disposable Breathing
circuit, Disposable Closed suction catheter

(As)by ICPOES
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Blood gas pathways, Ambu Bag (Silicone Resuscitator),
491 CHEMICAL- PLASTIC & CPAP/BIPAP Mask, NIV Mask, Reusable Silicone Circuit , Leachable tests of Barium (Ba) 1SO 18562-4
RESINS Disposable Laryngeal mask airway, Disposable Breathing by ICPOES
circuit, Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone Resuscitator),
492 CHEMICAL- PLASTIC & CPAP/BIPAP Mask, NIV Mask, Reusable Silicone Circuit , Leachable tests of Cadmium 1SO 18562-4
RESINS Disposable Laryngeal mask airway, Disposable Breathing (Cd) by ICPOES
circuit, Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone Resuscitator),
493 CHEMICAL- PLASTIC & CPAP/BIPAP Mask, NIV Mask, Reusable Silicone Circuit , Leachable tests of Cobalt (Co) 1SO 18562-4
RESINS Disposable Laryngeal mask airway, Disposable Breathing by ICPOES
circuit, Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone Resuscitator),
494 CHEMICAL- PLASTIC & CPAP/BIPAP Mask, NIV Mask, Reusable Silicone Circuit , Leachable tests of Copper (Cu) 1SO 18562-4
RESINS Disposable Laryngeal mask airway, Disposable Breathing by ICPOES
circuit, Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone Resuscitator),
495 CHEMICAL- PLASTIC & CPAP/BIPAP Mask, NIV Mask, Reusable Silicone Circuit , Leachable tests of Iridium (Ir) 1SO 18562-4
RESINS Disposable Laryngeal mask airway, Disposable Breathing by ICPOES
circuit, Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone Resuscitator),
496 CHEMICAL- PLASTIC & CPAP/BIPAP Mask, NIV Mask, Reusable Silicone Circuit , Leachable tests of Lithium (Li) 1SO 18562-4
RESINS Disposable Laryngeal mask airway, Disposable Breathing by ICPOES
circuit, Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone Resuscitator),
497 CHEMICAL- PLASTIC & CPAP/BIPAP Mask, NIV Mask, Reusable Silicone Circuit, Leachable tests of Mercury 1SO 18562-4
RESINS Disposable Laryngeal mask airway, Disposable Breathing (Hg) by ICPOES
circuit, Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone Resuscitator),
498 CHEMICAL- PLASTIC & CPAP/BIPAP Mask, NIV Mask, Reusable Silicone Circuit , Leachable tests of 1SO 18562-4
RESINS Disposable Laryngeal mask airway, Disposable Breathing Molybdenum (Mo) by ICP-OES
circuit, Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone Resuscitator),
499 CHEMICAL- PLASTIC & CPAP/BIPAP Mask, NIV Mask, Reusable Silicone Circuit , Leachable tests of Nickel (Ni) 1SO 18562-4
RESINS Disposable Laryngeal mask airway, Disposable Breathing by ICPOES
circuit, Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone Resuscitator),
500 CHEMICAL- PLASTIC & CPAP/BIPAP Mask, NIV Mask, Reusable Silicone Circuit , Leachable tests of Osmium 1SO 18562-4
RESINS Disposable Laryngeal mask airway, Disposable Breathing (Os) by ICPOES
circuit, Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone Resuscitator),
501 CHEMICAL- PLASTIC & CPAP/BIPAP Mask, NIV Mask, Reusable Silicone Circuit , Leachable tests of Palladium 1SO 18562-4
RESINS Disposable Laryngeal mask airway, Disposable Breathing (Pd) by ICPOES
circuit, Disposable Closed suction catheter
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Blood gas pathways, Ambu Bag (Silicone Resuscitator),
502 CHEMICAL- PLASTIC & CPAP/BIPAP Mask, NIV Mask, Reusable Silicone Circuit , Leachable tests of Platinum 1SO 18562-4
RESINS Disposable Laryngeal mask airway, Disposable Breathing (Pt) by ICPOES
circuit, Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone Resuscitator),
503 CHEMICAL- PLASTIC & CPAP/BIPAP Mask, NIV Mask, Reusable Silicone Circuit , Leachable tests of Rhodium 1SO 18562-4
RESINS Disposable Laryngeal mask airway, Disposable Breathing (Rh) by ICPOES
circuit, Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone Resuscitator),
504 CHEMICAL- PLASTIC & CPAP/BIPAP Mask, NIV Mask, Reusable Silicone Circuit , Leachable tests of Selenium 1SO 18562-4
RESINS Disposable Laryngeal mask airway, Disposable Breathing (Se) by ICPOES
circuit, Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone Resuscitator),
505 CHEMICAL- PLASTIC & CPAP/BIPAP Mask, NIV Mask, Reusable Silicone Circuit , Leachable tests of Silver (Ag) 1SO 18562-4
RESINS Disposable Laryngeal mask airway, Disposable Breathing by ICPOES
circuit, Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone Resuscitator),
506 CHEMICAL- PLASTIC & CPAP/BIPAP Mask, NIV Mask, Reusable Silicone Circuit , Leachable tests of Thallium (TI) 1SO 18562-4
RESINS Disposable Laryngeal mask airway, Disposable Breathing by ICPOES
circuit, Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone Resuscitator),
507 CHEMICAL- PLASTIC & CPAP/BIPAP Mask, NIV Mask, Reusable Silicone Circuit , Leachable tests of Vanadium 1SO 18562-4
RESINS Disposable Laryngeal mask airway, Disposable Breathing (V) by ICPOES
circuit, Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone Resuscitator),
508 CHEMICAL- PLASTIC & CPAP/BIPAP Mask, NIV Mask, Reusable Silicone Circuit , Leachable tests Ruthenium 1SO 18562-4
RESINS Disposable Laryngeal mask airway, Disposable Breathing (Ru) by ICP-OES
circuit, Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone Resuscitator),
CHEMICAL- PLASTIC & CPAP/BIPAP Mask, NIV Mask, Reusable Silicone Circuit ,
509 RESINS Disposable Laryngeal mask airway, Disposable Breathing VOC test of I=Rgp@inol 150 18562-3
circuit, Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone Resuscitator),
CHEMICAL- PLASTIC & CPAP/BIPAP Mask, NIV Mask, Reusable Silicone Circuit ,
>10 RESINS Disposable Laryngeal mask airway, Disposable Breathing VOC test of Agefone 150 18562-3
circuit, Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone Resuscitator),
CHEMICAL- PLASTIC & CPAP/BIPAP Mask, NIV Mask, Reusable Silicone Circuit ,
o1l RESINS Disposable Laryngeal mask airway, Disposable Breathing VOC test § Ethanol 150 18562-3
circuit, Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone Resuscitator),
CHEMICAL- PLASTIC & CPAP/BIPAP Mask, NIV Mask, Reusable Silicone Circuit ,
>12 RESINS Disposable Laryngeal mask airway, Disposable Breathing VQC test of EthyRacetate 150 18562-3
circuit, Disposable Closed suction catheter
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Blood gas pathways, Ambu Bag (Silicone Resuscitator),
CHEMICAL- PLASTIC & CPAP/BIPAP Mask, NIV Mask, Reusable Silicone Circuit ,
513 RESINS Disposable Laryngeal mask airway, Disposable Breathing VAL test of Meliy acetate 150 18562-3
circuit, Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone Resuscitator),
514 CHEMICAL- PLASTIC & CPAP/BIPAP Mask, NIV Mask, Reusable Silicone Circuit , VOC test of Methylene 1SO 18562-3
RESINS Disposable Laryngeal mask airway, Disposable Breathing Dichloride
circuit, Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone Resuscitator),
CHEMICAL- PLASTIC & CPAP/BIPAP Mask, NIV Mask, Reusable Silicone Circuit ,
>15 RESINS Disposable Laryngeal mask airway, Disposable Breathing VA teg of nHegland I5048562-3
circuit, Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone Resuscitator),
CHEMICAL- PLASTIC & CPAP/BIPAP Mask, NIV Mask, Reusable Silicone Circuit ,
>16 RESINS Disposable Laryngeal mask airway, Disposable Breathing VOC test ofjn-Hixane 150 18362-3
circuit, Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone Resuscitator),
517 CHEMICAL- PLASTIC & CPAP/BIPAP Mask, NIV Mask, Reusable Silicone Circuit , VOC test of Tert-Butyl methyl 15O 18562-3
RESINS Disposable Laryngeal mask airway, Disposable Breathing ether
circuit, Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone Resuscitator),
CHEMICAL- PLASTIC & CPAP/BIPAP Mask, NIV Mask, Reusable Silicone Circuit ,
518 RESINS Disposable Laryngeal mask airway, Disposable Breathing VOF test of Tqfgne IS0 168623
circuit, Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone Resuscitator),
CHEMICAL- PLASTIC & CPAP/BIPAP Mask, NIV Mask, Reusable Silicone Circuit ,
519 RESINS Disposable Laryngeal mask airway, Disposable Breathing NOC keStyof Chjbroform 158f18562-3
circuit, Disposable Closed suction catheter
Extractable & Leachable by
GC-MS/MS - Identication of
molecules [Methanol, Propanol,
Ethyl acetate, Methyl acetate,
Tert-Butyl methyl ether,
Acetone, Hexane, Ethanol,
520 CHEMICAL- PLASTIC & Medical devices, Sutures, Disposable perfusion Set, Propanol, Heptane, N- Dimethyl 1SO 10993-17
RESINS Vascular Devices, IV sets, Catheters Formamide, Toluene,
Dichloromethane, Chloroform,
Ethylene, Propylene, Styrene,
Phenol, Ethylene glycol, Vinyl
chloride, Acetonitrile & Total
petroleum hydrocarbons
(TPHs).]
521 CHEMICAL- PLASTIC & Medical devices, Sutures, Disposable perfusion Set, Chemical Characterization of 1SO 10993-18

RESINS

Vascular Devices, IV sets, Catheters

Elements :Lead (Pb)
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Extractable & Leachable by LC-
MS/MS [Citric acid, Benzoic
i ) ) ) . acid, Butylhydroxytoluene,
522 CHEMICAL- PLASTIC & Medical dewc_es, Sutures, Disposable perfusion Set, Glycolic acid, Ferrulic acid, 1SO 10993-17
RESINS Vascular Devices, IV sets, Catheters > .
Alkonol, Tri-isopropanol amine,
tris(2,4-di-tert.- butyl phenyl)
phosphite & Bisphenol).
523 CHEMICAL- PLASTIC & Medical devices, Sutures, Disposable perfusion Set, Extractable and Leachable 1SO 10993-17
RESINS Vascular Devices, IV sets, Catheters Elements: Chromium (Cr)
Chemical characterization by
LC-MS/MS [Citric acid, Benzoic
i ) ) . ) acid, Butylhydroxytoluene,
524 CHEMICAL- PLASTIC & Medllcal devices,Sutures,Disposable perfusion Set,Vascular Glycolic acid, Ferrulic acid, 1SO 10993-18
RESINS Devices, |V sets,Catheters o :
Alkonol, Tri-isopropanol amine,
tris(2,4-di-tert.- butyl phenyl)
phosphite & Bisphenol).
525 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Phthalate content - di-iso noyl ASTM D7823
RESINS Devices, |V sets,Catheters phthalate
526 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Chemical characterization of 1SO 10993-18
RESINS Devices, IV sets,Catheters Elements: Nickel (Ni)
527 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Chemical characterization of 1SO 10993-18
RESINS Devices, |V sets,Catheters Elements: Selenium (Se)
528 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Chemical characterization of 1SO 10993-18
RESINS Devices, |V sets,Catheters Elements: Vanadium (V)
529 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Chemical characterization of 1SO 10993-18
RESINS Devices, |V sets,Catheters Elements:Cobalt (Co)
530 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular |" Chemical characterization of 1SO 10993-18
RESINS Devices, |V sets,Catheters Elements: Copper (Cu)
531 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular |" Chemical characterization of 1SO 10993-18
RESINS Devices, IV sets,Catheters Elements: Silver (Ag)"
532 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular |" Chemical characterization of 1SO 10993-18
RESINS Devices, IV sets,Catheters Elements: Thallium (TI)"
533 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Chemical Characterization of 1SO 10993-18
RESINS Devices, IV sets,Catheters Elements : Cadmium(Cd)
534 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Chemical Characterization of 1SO 10993-18
RESINS Devices, IV sets,Catheters Elements : Arsenic (As)
535 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Chemical characterization of 1SO 10993-18
RESINS Devices, IV sets,Catheters Elements: Gold (Au)
536 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Chemical characterization of 1SO 10993-18

RESINS

Devices, IV sets,Catheters

Elements: Molybdenum (Mo)

This is annexure to 'Certificate of Accreditation' and does not require any signature.




W7

NAaBL

Laboratory Name :

Accreditation Standard

% National Accreditation Board for
©  Testing and Calibration Laboratories

SCOPE OF ACCREDITATION

ACCUPREC RESEARCH LABS PVT. LTD., CHANGODAR - BAVLA HIGHWAY, AHMEDABAD,

GUJARAT, INDIA
ISO/IEC 17025:2017

Certificate Number TC-6124 Page No 48 of 59
Validity 10/08/2022 to 09/08/2024 Last Amended on 19/08/2022
Component, parameter or | Test Method Specification
characteristic tested / against which tests are
S.No Discipline / Group Materials or Products tested Specific Test Performed / performed and / or the
Tests or type of tests techniques / equipment
performed used
537 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Chemical characterization of 1SO 10993-18
RESINS Devices, |V sets,Catheters Elements: Osmium (Os)
538 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Chemical characterization of 1SO 10993-18
RESINS Devices, |V sets,Catheters Elements: Antimony (Sb)
539 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Chemical characterization of 1SO 10993-18
RESINS Devices, |V sets,Catheters Elements: Iridium (Ir)
540 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Chemical characterization of 1SO 10993-18
RESINS Devices, |V sets,Catheters Elements: Lithium (Li)
541 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Chemical characterization of 1SO 10993-18
RESINS Devices, IV sets,Catheters Elements: Mercury (Hg)
542 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Chemical characterization of 1SO 10993-18
RESINS Devices, IV sets,Catheters Elements: Palladium (Pd)
543 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Chemical characterization of 1SO 10993-18
RESINS Devices, |V sets,Catheters Elements: Platinum (Pt)
544 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Chemical characterization of 1SO 10993-18
RESINS Devices, |V sets,Catheters Elements: Rhodium (Rh)
545 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Chemical characterization of 1SO 10993-18
RESINS Devices, IV sets,Catheters Elements: Ruthenium (Ru)
546 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Chemical characterization of 1SO 10993-18
RESINS Devices, |V sets,Catheters Elements: Tin (Sn)
547 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Extractable and Leachable 1SO 10993-17
RESINS Devices, IV sets,Catheters Elements: Antimony (Sb)
548 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Extractable and Leachable 1SO 10993-17
RESINS Devices, |V sets,Catheters Elements: Arsenic (As)
549 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Extractable and Leachable 1SO 10993-17
RESINS Devices, IV sets,Catheters Elements: Cadmium (Cd)
550 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Extractable and Leachable 1SO 10993-17
RESINS Devices, IV sets,Catheters Elements: Cobalt (Co)
551 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Extractable and Leachable 1SO 10993-17
RESINS Devices, IV sets,Catheters Elements: Copper (Cu)
552 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Extractable and Leachable 1SO 10993-17
RESINS Devices, IV sets,Catheters Elements: Gold (Au)
553 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Extractable and Leachable 1SO 10993-17
RESINS Devices, |V sets,Catheters Elements: Iridium (Ir)
554 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Extractable and Leachable 1SO 10993-17
RESINS Devices, |V sets,Catheters Elements: Lead (Pb)
555 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Extractable and Leachable 1SO 10993-17
RESINS Devices, IV sets,Catheters Elements: Lithium (Li)
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556 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Extractable and Leachable 1SO 10993-17
RESINS Devices, IV sets,Catheters Elements: Mercury (Hg)
557 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Extractable and Leachable 1SO 10993-17
RESINS Devices, IV sets,Catheters Elements: Molybdenum (Mo)
558 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Extractable and Leachable 1SO 10993-17
RESINS Devices, |V sets,Catheters Elements: Nickel (Ni)
559 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Extractable and Leachable 1SO 10993-17
RESINS Devices, |V sets,Catheters Elements: Osmium (Os)
560 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Extractable and Leachable 1SO 10993-17
RESINS Devices, IV sets,Catheters Elements: Palladium (Pd)
561 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Extractable and Leachable 1SO 10993-17
RESINS Devices, |V sets,Catheters Elements: Platinum (Pt)
562 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Extractable and Leachable 1SO 10993-17
RESINS Devices, |V sets,Catheters Elements: Rhodium (Rh)
563 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Extractable and Leachable 1SO 10993-17
RESINS Devices, IV sets,Catheters Elements: Ruthenium (Ru)
564 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Extractable and Leachable 1SO 10993-17
RESINS Devices, IV sets,Catheters Elements: Selenium (Se)
565 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Extractable and Leachable 1SO 10993-17
RESINS Devices, IV sets,Catheters Elements: Silver (Ag)
566 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Extractable and Leachable 1SO 10993-17
RESINS Devices, |V sets,Catheters Elements: Thallium (TI)
567 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Extractable and Leachable 1SO 10993-17
RESINS Devices, |V sets,Catheters Elements: Tin (Sn)
568 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Extractable and Leachable 1SO 10993-17
RESINS Devices, IV sets,Catheters Elements: Vanadium (V)
Chemical characterization by
GC-MS/MS - |dentification of
molecules [Methanol, Propanol,
Ethyl acetate, Methyl acetate,
Tert-Butyl methyl ether,
Acetone, Hexane, Ethanol,
569 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Propanol, Heptane, N- Dimethyl 1SO 10993-18

RESINS

Devices, |V sets,Catheters

Formamide, Toluene,
Dichloromethane, Chloroform,
Ethylene, Propylene, Styrene,
Phenol, Ethylene glycol, Vinyl
chloride, Acetonitrile & Total
petroleum hydrocarbons
(TPHs).]
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570 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Chemical Characterization of 1SO 10993-18
RESINS Devices, |V sets,Catheters Elements: Chromium (Cr)
571 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Ethylene Oxide residue - 1SO 10993-7
RESINS Devices, IV sets,Catheters ethylene Oxide (EO)
572 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Ethylene Oxide residue- 1SO 10993-7
RESINS Devices, |V sets,Catheters Ethylene Chlorohydrin (ECH)
573 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Phthalate content - benzyl ASTM D7823
RESINS Devices, |V sets,Catheters butyl phthalate
574 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Phthalate content - di-iso-decyl ASTM D7823
RESINS Devices, IV sets,Catheters phthalate
575 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Phthalate content - di-n-octyl ASTM D7823
RESINS Devices, IV sets,Catheters phthalate,
576 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Phthalate content -bis-2-ethyl ASTM D7823
RESINS Devices, |V sets,Catheters hexyl phthalate
577 CHEMICAL- PLASTIC & Medical devices,Sutures,Disposable perfusion Set,Vascular | Phthalate content -dibutyl ASTM D7823
RESINS Devices, |V sets,Catheters phthalate
CHEMICAL- RUBBER & [ .
578 RUBBER PRODUCTS Rebreathing Bag Particulate matter test (PM 2.5) ] ISO 18562-2
Extractable & Leachable by
GC-MS/MS - Identification of
molecules [Methanol, Propanol,
Ethyl acetate, Methyl acetate,
Tert-Butyl methyl ether,
Acetone, Hexane, Ethanol,
CHEMICAL- RUBBER & . \ : . Propanol, Heptane, N- Dimethyl
579 RUBBER PRODUCTS Medical Devices, Surgical gloves Condoms, Tubular rings Eephaamidaf Toludhd 1SO 10993-17
Dichloromethane, Chloroform,
Ethylene, Propylene, Styrene,
Phenol, Ethylene glycol, Vinyl
chloride, Acetonitrile & Total
petroleum hydrocarbons
(TPHs).]
Extractable & Leachable by LC-
MS/MS [Citric acid, Benzoic
) acid, Butylhydroxytoluene,
580 CHEMICAL- RUBBER & Medical Devices, Surgical gloves Condoms, Tubular rings Glycolic acid, Ferrulic acid, 1SO 10993-17
RUBBER PRODUCTS o )
Alkonol, Tri-isopropanol amine,
tris(2,4-di-tert.- butyl phenyl)
phosphite & Bisphenol).
581 CHEMICAL- RUBBER & Medical Devices, Surgical gloves Condoms, Tubular rings Extractable af Leachable 1SO 10993-17

RUBBER PRODUCTS

Elements: Chromium (Cr)
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582

CHEMICAL- RUBBER &
RUBBER PRODUCTS

Medical Devices, Surgical Gloves, Condoms, Tubular rings

Chemical characterization of
Elements: Cadmium (Cd)

1SO 10993-18

583

CHEMICAL- RUBBER &
RUBBER PRODUCTS

Medical Devices, Surgical Gloves, Condoms, Tubular rings

Chemical characterization of
Elements: Cobalt (Co)

1SO 10993-18

584

CHEMICAL- RUBBER &
RUBBER PRODUCTS

Medical Devices, Surgical Gloves, Condoms, Tubular rings

Chemical characterization of
Elements: Nickel (Ni)

1SO 10993-18

585

CHEMICAL- RUBBER &
RUBBER PRODUCTS

Medical Devices, Surgical Gloves, Condoms, Tubular rings

Chemical characterization of
Elements: Selenium (Se)

1SO 10993-18

586

CHEMICAL- RUBBER &
RUBBER PRODUCTS

Medical Devices, Surgical Gloves, Condoms, Tubular rings

Chemical characterization of
Elements: Vanadium (V)

I1SO 10993-18

587

CHEMICAL- RUBBER &
RUBBER PRODUCTS

Medical Devices, Surgical Gloves, Condoms, Tubular rings

Chemical characterization of
Elements: Arsenic (As)

1SO 10993-18

588

CHEMICAL- RUBBER &
RUBBER PRODUCTS

Medical Devices, Surgical Gloves, Condoms, Tubular rings

Chemical characterization of
Elements: Lead (Pb)

ISO 10993-18

589

CHEMICAL- RUBBER &
RUBBER PRODUCTS

Medical Devices, Surgical Gloves, Condoms, Tubular rings

Chemical characterization of
Elements: Gold (Au)

ISO 10993-18

590

CHEMICAL- RUBBER &
RUBBER PRODUCTS

Medical Devices, Surgical Gloves, Condoms, Tubular rings

Chemical characterization of
Elements: Molybdenum (Mo)

ISO 10993-18

591

CHEMICAL- RUBBER &
RUBBER PRODUCTS

Medical Devices, Surgical Gloves, Condoms, Tubular rings

Chemical characterization of
Elements: Osmium (Os)

ISO 10993-18

592

CHEMICAL- RUBBER &
RUBBER PRODUCTS

Medical Devices, Surgical Gloves, Condoms, Tubular rings

Chemical characterization of
Elements: Antimony (Sb)

1SO 10993-18

593

CHEMICAL- RUBBER &
RUBBER PRODUCTS

Medical Devices, Surgical Gloves, Condoms, Tubular rings

Chemical characterization of
Elements: Copper (Cu)

1SO 10993-18

594

CHEMICAL- RUBBER &
RUBBER PRODUCTS

Medical Devices, Surgical Gloves, Condoms, Tubular rings

Chemical characterization of
Elements: Iridium (Ir)

1SO 10993-18

595

CHEMICAL- RUBBER &
RUBBER PRODUCTS

Medical Devices, Surgical Gloves, Condoms, Tubular rings

Chemical characterization of
Elements: Lithium (Li)

1SO 10993-18

596

CHEMICAL- RUBBER &
RUBBER PRODUCTS

Medical Devices, Surgical Gloves, Condoms, Tubular rings

Chemical characterization of
Elements: Mercury (Hg)

1SO 10993-18

597

CHEMICAL- RUBBER &
RUBBER PRODUCTS

Medical Devices, Surgical Gloves, Condoms, Tubular rings

Chemical characterization of
Elements: Palladium (Pd)

1SO 10993-18

598

CHEMICAL- RUBBER &
RUBBER PRODUCTS

Medical Devices, Surgical Gloves, Condoms, Tubular rings

Chemical characterization of
Elements: Platinum (Pt)

ISO 10993-18

599

CHEMICAL- RUBBER &
RUBBER PRODUCTS

Medical Devices, Surgical Gloves, Condoms, Tubular rings

Chemical characterization of
Elements: Ruthenium (Ru)

ISO 10993-18

600

CHEMICAL- RUBBER &
RUBBER PRODUCTS

Medical Devices, Surgical Gloves, Condoms, Tubular rings

Chemical characterization of
Elements: Silver (Ag)

ISO 10993-18
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601 gﬂggéiA;Rggﬁgsg & Medical Devices, Surgical Gloves, Condoms, Tubular rings Elz(mgisl:c?:;ﬁicjfn”(zﬁt)ion of 1SO 10993-18

602 gﬂgg&iﬁ;ggﬁg?g & Medical Devices, Surgical Gloves, Condoms, Tubular rings Egﬂgsslzcgir(a;;()erization of 1SO 10993-18

603 EEEEME%A#RSS?JEEE & Medical Devices, Surgical Gloves, Condoms, Tubular rings Egﬂﬁgfgﬁ;ﬁ%‘:?gﬂ;’n of 1150 10993-18

604 EUEII\BAIIE(F:{AF%RSBEE‘EE § Medical Devices,Surgical gloves Condoms, Tubular rings Emz:ggg gﬁ:greo[gs(j?#]e(écm’ 1SO 10993-7

605 EUEII\BAIIE(F:{AII;RSSEEEE & Medical Devices,Surgical gloves Condoms, Tubular rings Eretrrr?grtwis:lzzrdd(I:Za)Chable 1SO 10993-17

606 gUEII\BME(E{AFI’_RggSEEE & Medical Devices,Surgical gloves Condoms, Tubular rings Ergr?ecrtwigisg?ntiic(hsabk;le 1SO 10993-17

607 EBEEAECF:{AFI’_RSBEEEE § Medical Devices,Surgical gloves Condoms,Tubular rings Erg::;ﬁigifsnedni"cefACSable SO 10993-17

608 gﬂgg&?&ggﬁ?ﬁz 3 Medical Devices,Surgical gloves Condoms,Tubular rings Ergﬁgﬁi?;ligggniLfr?]C(rE:adb)le 1SO 10993-17

609 gﬂggéﬁAﬁRggg?ﬁg b Medical Devices,Surgical gloves Condoms,Tubular rings Erg::;ﬁis:lizggltfggpable 1SO 10993-17

610 EUEQIE(E{A;RS%EEZ 8 Medical Devices,Surgical gloves Condoms, Tubular rings Er;rr:;isb:lizggel‘re(‘zc&able 1SO 10993-17

611 gﬂggéiA;RgggEéEZ & Medical Devices,Surgical gloves Condoms, Tubular rings Er;;?g;izl?r%?g*e(?shable 1SO 10993-17

612 gﬂgg&iﬁ;ggﬁg?g & Medical Devices,Surgical gloves Condoms,Tubular rings Er;;?ecgis:ki::g (Iiaeba)chable 1SO 10993-17

613 EEEEME%A#RSS?JEEE A Medical Devices,Surgical gloves Condoms, Tubular rings Elxet;?g]atglel_iiaﬂkqe?&?able 1SO 10993-17

614 EUEII\BAIIE(F:{AF%RSBEE‘EE & Medical Devices,Surgical gloves Condoms, Tubular rings Ergﬁgig%aecgul;sa(f_@ble 1SO 10993-17

615 EUEII\BAIIE(F:{AII;RSSEEEE & Medical Devices,Surgical gloves Condoms, Tubular rings Eret;?;rtwis:m?)?fblaiiiﬁb(ﬁo) ISO 10993-17

616 gUEII\BME(E{AFI’_RggLBJEEE & Medical Devices,Surgical gloves Condoms,Tubular rings Egﬁgﬁis:li‘?&dell‘fﬁshable 1SO 10993-17

617 EBEII\BAECF:{AFI’_RSBEEEE & Medical Devices,Surgical gloves Condoms,Tubular rings Erg::;ﬁig%ixuﬁag‘sa)b|e 1SO 10993-17

618 gﬂgg&?&ggﬁ?ﬁz & Medical Devices,Surgical gloves Condoms, Tubular rings Elxetrrr?gais:li:lrl]addli_uegc(h;db)le 1SO 10993-17

619 gﬂggéﬁAﬁRggg?ﬁg & Medical Devices,Surgical gloves Condoms,Tubular rings Eretrrﬁgﬁif;%aa?ﬁ]bﬁ?fggble SO 10993-17
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620

CHEMICAL- RUBBER &
RUBBER PRODUCTS

Medical Devices,Surgical gloves Condoms, Tubular rings

Extractable and Leachable
Elements: Rhodium (Rh)

1SO 10993-17

621

CHEMICAL- RUBBER &
RUBBER PRODUCTS

Medical Devices,Surgical gloves Condoms,Tubular rings

Extractable and Leachable
Elements: Ruthenium (Ru)

1SO 10993-17

622

CHEMICAL- RUBBER &
RUBBER PRODUCTS

Medical Devices,Surgical gloves Condoms,Tubular rings

Extractable and Leachable
Elements: Selenium (Se)

1SO 10993-17

623

CHEMICAL- RUBBER &
RUBBER PRODUCTS

Medical Devices,Surgical gloves Condoms,Tubular rings

Extractable and Leachable
Elements: Silver (Ag)

I1SO 10993-17

624

CHEMICAL- RUBBER &
RUBBER PRODUCTS

Medical Devices,Surgical gloves Condoms,Tubular rings

Extractable and Leachable
Elements: Thallium (TI)

ISO 10993-17

625

CHEMICAL- RUBBER &
RUBBER PRODUCTS

Medical Devices,Surgical gloves Condoms,Tubular rings

Extractable and Leachable
Elements: Tin (Sn)

1SO 10993-17

626

CHEMICAL- RUBBER &
RUBBER PRODUCTS

Medical Devices,Surgical gloves Condoms,Tubular rings

Extractable and Leachable
Elements: Vanadium (V)

ISO 10993-17

627

CHEMICAL- RUBBER &
RUBBER PRODUCTS

Medical Devices,Surgical gloves Condoms,Tubular rings

Chemical characterization by
GC-MS/MS - Identification of
molecules [Methanol, Propanol,
Ethyl acetate, Methyl acetate,
Tert-Butyl methyl ether,
Acetone, Hexane, Ethanol,
Propanol, Heptane, N- Dimethyl
Formamide, Toluene,
Dichloromethane, Chloroform,
Ethylene, Propylene, Styrene,
Phenol, Ethylene glycol, Vinyl
chloride, Acetonitrile & Total
petroleum hydrocarbons
(TPHs).]

ISO 10993-18

628

CHEMICAL- RUBBER &
RUBBER PRODUCTS

Medical Devices,Surgical gloves Condoms,Tubular rings

Chemical characterization by
LC-MS/MS [Citric acid, Benzoic
acid, Butylhydroxytoluene,
Glycolic acid, Ferrulic acid,
Alkonol, Tri-isopropanol amine,
tris(2,4-di-tert.- butyl phenyl)
phosphite & Bisphenol).

ISO 10993-18

629

CHEMICAL- RUBBER &
RUBBER PRODUCTS

Medical Devices,Surgical gloves Condoms,Tubular rings

Chemical Characterization of
Elements: Chromium (Cr)

1SO 10993-18

630

CHEMICAL- RUBBER &
RUBBER PRODUCTS

Medical Devices,Surgical gloves Condoms,Tubular rings

Phthalate content - di-n-octyl
phthalate

ASTM D7823

631

CHEMICAL- RUBBER &
RUBBER PRODUCTS

Medical Devices,Surgical gloves Condoms,Tubular rings

Phthalate content - benzyl
butyl phthalate

ASTM D7823
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632 gﬂggéiA;Rggchsg & Medical Devices,Surgical gloves Condoms,Tubular rings EEEE:::E: Bgqtent - dibutyl ASTM D7823

633 EBEEAIIEEAIID_R(F){SLBJE‘EFFS.{ & Medical Devices,Surgical gloves Condoms,Tubular rings EEEE:::EE content - di-iso noyl ASTM D7823

634 EUEII\BAIIE(I:RAIL_R(F){SLBJE‘EFE & Medical Devices,Surgical gloves Condoms,Tubular rings EZE&?'S;‘;‘;‘TQE:M -bis-2-ethy! ASTM D7823

635 gﬂggé%AéRggﬁgig § Medical Devices,Surgical gloves Condoms,Tubular rings EREE:::EZ content ~di-iso-decyl | \o1y p7g23

636 EUEII\BAIIE(F:{AII;RSSEEEE & Medical Devices,Surgical gloves,Condoms,Tubular rings E:Eg:g:g 8;‘:22 (rEsoi;iue F 1SO 10993-7

637 EUEEAIE(E{A;RSBSEEE & Rebreathing Bag I(_S?:)cgzbl?;gsg; of Selenium 1SO 18562-4

638 EEEEQ&&SBEEEE % |Rebreathing Bag VOC test of Ethyl acetate ISO 18562-3

639 gﬂggéiA#Rggggg_z & Rebreathing Bag :.Ce;_c(;wEaSble tests of Lead (Pb) by 1SO 18562-4

640 gﬂgg‘éﬁ%ggggg & Rebreathing Bag :_Ceg_cc?ssl;)le tests of Tin (Sn) by 1SO 18562-4

61 |RupBER PRODUCTS | Rebreathing Bag (o) b cpoge o Anmen S0 18562-4

042 ﬁﬁggﬁﬁggﬁﬁﬁﬁ & |Rebreathing Bag (L/fs)cbhyagf,é‘fzssts of §rsenig IS0 18562-4

643 | ploen proDUCTS | Rebreathing Bag Leachable tests of Barum (82) {150 15562.4

P T L [— excale e T Caam o e

645 | UbbEn ProDUCTS | Rebreathing Bag (Lcef)cgj ble Lests of Chromium 1150 18562-4

646 | Sbe e Sobees & | Rebreathing Bag t‘fﬁg%bég tests of Cobalt (Co) 5 18567-4

647 [SHEMICAL RUBBER & | Rebreathing Bag b cpore o orcopper (€ {150 18562-4

648 EBEII\BAECF:{AFI’_RSBLBJEEE & Rebreathing Bag :_Ce;cc)régble tests of Gold (Au) by 1SO 18562-4

649 [SHEMICAS RUBSER & Rebreathing Bag 'Bflalgllaobé‘; tests of Iridium (I 1156 18562-4

650 CHEMICAL- RUBBER & Rebreathing Bag Leachable tests of Lithium (Li) 1SO 18562-4

RUBBER PRODUCTS

by ICPOES
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N T

N LI F— e s |10 19502

653 | RUsbtn PropucTs | Rebreathing Bz Leachable testsof Nickel (V). 156 15562.4

654 | UpbEn ProDUCTS | Rebreathing Bag (LS;C E?,ﬁ'gptgégs of Osmium 1150 18562-4

655 EUEII\BAIIE(F:{AII;RSSEEEE & Rebreathing Bag I(ﬁc?)cgsﬁi?pfgsgg of Palladium |\« 185654

66 | RUBbER PrODUCTS | Rebreathing Bag (o ieroza” e 150 18562-4

657 EBEEAECF:{AFI’_RSBLBJEEE § Rebreathing Bag I(_F?r?)dkl?/bllgptgétss of Rhodium &0 15824

658 | SiEhie paaiees & | Rebreathing Bag 'k;‘;algllaobég tests of Silver (A9) |50 18562-4

650 | SEhie paanieoe & |Rebreathing Bag Leachabl testsof Thalium (1 55 10567.4

660 | FUbbEn PrODUCTS | Rebreathing Bag oy brepone o vanedim - iso 18562-4

661 gﬂgg&iﬁ;ggggﬁrg & Rebreathing Bag %:S)Cgiblgépt%ség Ruthenium SO 18562-4

662 ﬁﬂﬁﬁé‘é’*ﬁg{ggﬁiiﬁ . Rebreathing Bag Particulate matter test (PM 10) [1SO 18562-2

663 EEE“B”'E‘,QAFEF;SBE‘JEEE o Rebreathing Bag VOC test of 1- Propanol ISO 18562-3

664 EEE“B”'EiAﬁgégﬁBCEE : Rebreathing Bag VOC test of Acetone ISO 18562-3

665 EEE“B”'E?#F;S%BCEE % |Rebreathing Bag VOC test of Chloroform ISO 18562-3

666 EEE“B“'E‘;AFEQSBEBCEE % |Rebreathing Bag VOC test of Ethanol ISO 18562-3

667 EEE“B“'E‘E{AFEF;SBEEEE % |Rebreathing Bag VOC test of Methanol SO 18562-3

668 gﬂgg&?&ggﬁgg & Rebreathing Bag VOC test of Methyl acetate ISO 18562-3

669 CHEMICAL- RUBBER & Rebreathing Bag VOC test of Methylene 1SO 18562-3

RUBBER PRODUCTS

Dichloride
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CHEMICAL- RUBBER & .
670 RUBBER PRODUCTS Rebreathing Bag VOC test of n- Heptane I1SO 18562-3
CHEMICAL- RUBBER & ;
671 RUBBER PRODUCTS Rebreathing Bag VOC test of nHeptane 1SO 18562-3
CHEMICAL- RUBBER & ’
672 RUBBER PRODUCTS Rebreathing Bag VOC test of n-Hexane 1SO 18562-3
CHEMICAL- RUBBER & . VOC test of Tert-Butyl methyl
673 |RuBBER PRODUCTS REOWeathing Bad LA IS0 18562-3
CHEMICAL- RUBBER & .
674 RUBBER PRODUCTS Rebreathing Bag VOC test of Toluene 1SO 18562-3
CHEMICAL- RUBBER & .
675 RUBBER PRODUCTS Rebreathing Bag VOC test of Toluene I1SO 18562-3
CHEMICAL- RUBBER & :
676 RUBBER PRODUCTS Rebreathing Bag VOC test of Chloroform ISO 18562-3
CHEMICAL- RUBBER & . VOC test of Methylene
677 RUBBER PRODUCTS Rebreathing Bag Dichloride ISO 18562-3
MECHANICAL- PLASTICS
678 AND PLASTIC PRODUCTS Catheters Force at break IS/ISO 10555-1
679 MECHANICAL- PLASTICS Cooper T Tensile Force IS 12418 (Part 4) : 2000,
AND PLASTIC PRODUCTS PP Section 6.2, Page No.2
MECHANICAL- PLASTICS |
680 AND PLASTIC PRODUCTS I.V. Set Seal Test ASTM : F88/F88M
MECHANICAL- PLASTICS . .
681 AND PLASTIC PRODUCTS Paper Pouch for Medical Device Burst test ASTM F2054M
MECHANICAL- PLASTICS . -
682 AND PLASTIC PRODUCTS Paper Pouch for Medical Device Leak Test ASTM F1929
MECHANICAL- PLASTICS . .
683 AND PLASTIC PRODUCTS Paper Pouch for Medical Device Peel Test ASTM D1876
MECHANICAL- PLASTICS . )
684 AND PLASTIC PRODUCTS Paper Pouch for Medical Device Seal Test ASTM F88/F88M
MECHANICAL- PLASTICS .
685 AND PLASTIC PRODUCTS Suture Tensile Strength USP 44 -NF
MECHANICAL- PLASTICS . )
686 AND PLASTIC PRODUCTS Syringe Seal Test ASTM : F88/F88M - 15
MECHANICAL- PLASTICS )
687 AND PLASTIC PRODUCTS Syringe (2ml) Dead Space Volume ISO 7886-1
MECHANICAL- PLASTICS )
688 AND PLASTIC PRODUCTS Syringe (5ml) Dead Space Volume ISO 7886-1
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689 XNESFL?XE%AKL:P?‘QSSS% Tyvek Pouch for Medical Device Burst test ASTM F2054M
690 Xﬁg%’tﬁ'&’?épﬁ}ggﬂgfs Tyvek Pouch for Medical Device Leak Test ASTM F1929
691 xhﬁglé?_xls%é;;ggnéss Tyvek Pouch for Medical Device Peel Test ASTM D1876
692 Xﬁg%ﬁxls%é;;{%gygfs Tyvek Pouch for Medical Device Seal Test ASTM F88/F88M
693 XNESHRAUNEJEQF&-PF:{%BDBLIJECRTS Condoms Freedom from hole :Jsa/gSeONA(';_H;:ZOOZ' Section 8,
694 XIESHRAUNE;(B:QF&-P%{%BDBLIJESTS Nitrile Examination Glove Air leak test :35322'7\“;'_25:2019’ Section 7,
695 XNESHRALJNBl(B:éFli-PRF{%BIJBLIJEgTS Nitrile Examination Glove Dimension (Width) ﬁasggND(f;67_03’ Section 11,
696 XNESHRAUNBKBLI?F&_PFE{%BDBSSTS Nitrile Examination Glove Dimension (Width) EﬂéSS—Z:ZOlS, Section 4, Page
697 | Mo aoer paneR | Nitrile Examination Glove Force at break EaNgiS,\Sl(ffOlS'S““o” 52
698 MECHANICAL- RUBBER Nitrile Examination Glove Force atlbreak after EN 455-2:2015, Section 5.3,

AND RUBBER PRODUCTS challenging Page No.9
699 XIESHR%N;EQE'P%BSSETS Nitrile Examination Glove (Fé’lgcrfg:ttigﬁlf‘n‘;"rit:gier']‘;r)‘gati"” ASTM D573-04, Page No. 2
700 X',\E‘SHR?JNB'(B:’E*E'PRR%B&EETS Nitrile Examination Glove Eglroc:gzttig;egléf\:)vri;h :;fn”g‘-’)a“"” ASTM D573-04, Page No. 2
701 X',\E‘SHR%NB'(B:/E*E'PRR%BDBUESTS Nitrile Examination Glove (FT‘.’;‘;I":Sbtrf;ankgz‘gtsze'?g%?:g;‘ ASTM D573-04, Page No. 2
702 X',\E‘SHR/TJNE;(B:/E*E'PF;%BDBSSTS Nitrile Examination Glove (F%f\ii?;ggiangmtgeimg:;?\g) ASTM D573-04, Page No. 2
703 XNESHRAUNEJEQF&-PF:{%BDBLIJECRTS Nitrile Examination Glove Freedom from holes ASTM D5151, Page No. 1
704 XNESHRAUNE;(B:QF&-PF:{LC')BDBLIJE(FZ{TS Nitrile Examination Glove Freedom from holes Eg‘gislajézozo’ section 5.2,
705 XIESHRALJNBl(B:éFli_PRF{%BIDBLIJEgTS Nitrile Examination Glove Leachable E‘ﬁ.41505—3:2015,Annex-A, Page
706 XNESHRALJNBltB:éFli_PT?%BIDBLIJEgTS Nitrile Examination Glove Powder free residue ﬁasngDo%M - 06, Section 6,
707 MECHANICAL- RUBBER Nitrile Examination Glove Powder free residue 150 21171:2006, Section 9.2,

AND RUBBER PRODUCTS

Page No.3

This is annexure to 'Certificate of Accreditation' and does not require any signature.




Laboratory Name :

Accreditation Standard

% National Accreditation Board for
Testing and Calibration Laboratories

SCOPE OF ACCREDITATION

ACCUPREC RESEARCH LABS PVT. LTD., CHANGODAR - BAVLA HIGHWAY, AHMEDABAD,

GUJARAT, INDIA
ISO/IEC 17025:2017

Certificate Number TC-6124 Page No 58 of 59
Validity 10/08/2022 to 09/08/2024 Last Amended on 19/08/2022
Component, parameter or | Test Method Specification
characteristic tested / against which tests are
S.No Discipline / Group Materials or Products tested Specific Test Performed / performed and / or the

Tests or type of tests
performed

techniques / equipment
used

MECHANICAL- RUBBER

Puncture resistance by

BS EN ISO 374-4:2019, Section

708 | AND RUBBER PRODUCTS | Nitrile Examination Glove chemicals 5, Page No.2
e bR (85 S 6500 e
710 XI\ESHRAUNEJ(B:QIE-PRRUOBDBUE(FZ{TS Nitrile Examination Glove Water leak test :353%:?\]40-'2622019, Section 7.3,
711 XI\ESHRAUNE!(B:QF&-PF:{%BDBLIJEETS Nitrile Examination Glove Weight change test S’SPEa'\ééSNOO%;A"A':ZOIE)’ Annex-
712 XNESHRAUNEJEQF&-PF:{%BDBLIJECRTS Condoms Dimension (Thickness) :Jsa/gSeONA(';_)T:ZOOZ' section 5.3,
713 XIESHRAUNE;(B:QF&-P%{%BDBLESTS Condoms Dimension (Length) LS;gSeONt(_)?ZZOOZ' section 5.3,
e |MEChawcAL ruseer T Dimensin (Wi 150 4074:2002,Secion 5.3,
715 XIESHRAUNBKBLI?F&_PF:{%BDBSSTS Nitrile Examination Glove Dimension (Index Finger) ﬁaS;I;/INDoB?;W—OB, Section 11,
716 XNESHRALJNBlgéFli_PT%%BIDBLIJEgTS Nitrile Examination Glove Dimension (Length) ﬁaS;I;/INDOB?;W—Ol Section 11,
717 XNESHRAUNBE'I?E_PRRL(J)BDBLIJEETS Nitrile Examination Glove Dimension (Palm) ﬁggglN%?T;m_ol section 11,
718 XNESHR?JNBEQI;_&%BIELE?TS Nitrile Examination Gloves Dimension (Length) EﬁéSS—Z:ZOlS, Section 4, Page
719 | \ECHANCAL TEXTILE | medical Face Mask Flammability 16 CFR part 1610
N
I
722 m&gEQ’XEAL' TEXTILE N 95 mask Flammability test 16 CFR part 1610
723 |\ECHANCAL TEXTILE fy 95 mask & Ej:erterzltsut)in;;(g/?tﬁteatrcce ASTM1862

blood )
720 |MECHANICAL-TEXTILE [ g oo 0 penstraton by synthetie . |1s 16289

blood )
725 | MECHANICAL-TEXTILE 1\ g5 mask ch ?esrl:ert?esmltslgingj(si/?tﬁ?trcce IS0 22609

MATERIALS

blood )
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(Blood Penetration test)
726 MECHANICAL- TEXTILE PPE(Personal Protective Equipment)kit Resistance to penetration by IS 16546
MATERIALS A
synthetic blood.
Blood Penetration Test
727 MECHANICAL- TEXTILE PPE(Personal Protective Equipment)kit (Resistance to penetration by | ASTMF 1670
MATERIALS .
synthetic blood )
MECHANICAL- TEXTILE " Differential
728 MATERIALS Syfgicalface Magk Pressure(Breathability) EN 14683
MECHANICAL- TEXTILE : Differential
729 | MATERIALS Surgital Face MasK Pressure(Breathability) 15 %289
Splash resistance(Resistance
730 MECHANICAL- JEXTILE Surgical Face Mask to penetration by synthetic ASTM F1862
MATERIALS
blood )
Splash resistance(Resistance
731 MECHANICARTEXTILE Surgical Face Mask to penetration by synthetic IS 16289
MATERIALS
blood )
Splash resistance(Resistance
732 MECHANICAS TEXFIgS Surgical Face Mask to penetration by synthetic 1SO 22609
MATERIALS blood )
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