: . National Accreditation Board for
2;& o 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-14775

Issue Date: 28/10/2024 Valid Until: 27/10/2028

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 thislaboratory, you may also visit NABL website www.nabl-india.org)

Name of Legal Entity: ACCUPREC RESEARCH LABS PRIVATE LIMITED

Signed for and on behalf of NABL

MW

N. Venkateswaran
Chief Executive Officer
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Tests or type of tests
performed

techniques / equipment
used

Permanent Testing

BIOLOGICAL- AYUSH

API (Part -1) Volume-IX

1 PRODUCTS Ayurvedic drugs Pseudomonas aeruginosa Appendix 3,5ection3.2
2 BIOLOGICAL- AYUSH Avurvedic druas E. coli API (Part -1) Volume-IX
PRODUCTS y 9 : Appendix 3,Section3.2
BIOLOGICAL- AYUSH . API (Part -1) Volume-IX
3 PRODUCTS AyUpettic dplgs agmonelig spp Appendix 3,Section3.2
4 BIOLOGICAL- AYUSH 1, vedic drugs Staphylococcus aureus | AP! (Part -1) Volume-IX
PRODUCTS y g phy Appendix 3,Section3.2
BIOLOGICAL- AYUSH . . API (Part -1) Volume-IX
5 PRODUCTS Ayurvedic drugs Total aerobic plate count Appendix 3,Section3.2
BIOLOGICAL- AYUSH . API (Part -1) Volume-IX
6 PRODUCTS Ayurvedic drugs Total Yeast and Mould Appendix 3,Section3.2
BIOLOGICAL- AYUSH . J IP, Volume I, Page No.
7 PRODUCTS Herbal formulations E. coli 40-52
8 BIOLOGIC/AL- AYUgH Herbal formulations Pseudomonas aeruginosa IP, Volume I, Page No.
PRODUCTS 9 40-52
BIOLOGICAL- AYUSH : IP, Volume I, Page No.
9 PRODUCTS Herbal formulations Salmonella spp 40-52
BIOLOGICAL- AYUSH A IP, Volume I, Page No.
10 PRODUCTS Herbal formulations Staphylococcus aureus 40-52
BIOLOGICAL- AYUSH . . IP, Volume I, Page No.
11 PRODUCTS Herbal formulations Total aerobic plate count 40-52
BIOLOGICAL- AYUSH . IP, Volume |, Page No.
12 PRODUCTS Herbal formulations Total Yeast and Mould 40-52
BIOLOGICAL- I :
BIOLOGICAL TESTS E?ﬁcctieerr']ac' fgtFrg)t'g”
13 |ON OTHER Medical Textile- Face Mask =l Io{occus ayureas ASTM F2101
MISCELLANEOUS chaFI)Ieilw o test
TEST ITEMS 9
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BIOLOGICAL- 3 .
BIOLOGICAL TESTS E:ﬁcsieerr:?:I fg;rg)t'gn
14 |ON OTHER Medical Textile- Face Mask ok |o></:0ccus ayureas EN 14683
MISCELLANEOUS L
TEST ITEMS challenge test
BIOLOGICAL- SO 4
BIOLOGICAL TESTS Ef?ﬁcctzrr:ac : fgtFrEa)t'g”
15 ON OTHER Medical Textile- Face Mask oo Io}éoccus ayureas IS 16288
MISCELLANEOUS cha‘ljle>r/1 o
TEST ITEMS 9
BIOLOGICAL-
BIOLOGICARTESTS Microbial cleanliness(
16 ON OTHER Medical Textile- Face Mask Bioburden test) ISO 11737-1
MISCELLANEOUS
TEST ITEMS
BIOLOGICAL- .- .
BIOLOGICAL TESTS E?ﬁc(fgr']ac ' f'B'tFrg)t'g”
17 ON OTHER N 95 mask y y ASTM F2101

MISCELLANEOUS
TEST ITEMS

Staphylococcus aureas
challenge test

BIOLOGICAL-
BIOLOGICALS
DERIVED
PHARMACEUTICALS

18

Enoxaparin Injection

Potency

IP, volume Il (Pg.No.
2234-2236)

BIOLOGICAL-
BIOLOGICALS
DERIVED
PHARMACEUTICALS

19

Filgrastim Inj

Potency

EP, Page No. 2471 to
2473

BIOLOGICAL-
BIOLOGICALS
DERIVED
PHARMACEUTICALS

20

Heparin Sodium Injection

Potency

IP, volume Il (Pg.No.
2515-2517)

BIOLOGICAL-
BIOLOGICALS
DERIVED
PHARMACEUTICALS

21

Performance Evaluation of Haemoglobin
Monitoring System

Marker Test

CLSI EPO5 - A3

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




NAaBL

Laboratory Name :

Accreditation Standard
Certificate Number

9

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-14775

Page No

3o0f124

Validity 28/10/2024 to 27/10/2028 Last Amended on -
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-
22 glé)Rl_lsglleALS Performance Evaluation of Rapid Diagnostic Kit Bio Marker Test CLSI EPOS - A3
PHARMACEUTICALS
BIOLOGICAL-
BIOLOGICALS ] o e IP, volume Il (Pg.No.
23 DERIVED Streptokinase injection Identification by Method A 3665)
PHARMACEUTICALS
BIOLOGICAL-
BIOLOGICALS . " IP, volume Il (Pg.No.
24 DERIVED Streptokinase injection Assay Potency 3666)
PHARMACEUTICALS
BIOLOGICAL-
BIOLOGICALS . L s IP, Volume Ill, Page No.
25 DERIVED Streptokinase injection Abnormal toxicity 3665
PHARMACEUTICALS
BIOLOGICAL-
BIOLOGICALS i, Volgme-|,
26 DERIVED Streptokinase injection Bacterial endotoxin test | Appendix-2.2.3,Page No.
PHARMACEUTICALS 033
BIOLOGICAL-
BIOLOGICALS : e, iy IP, volume Il (Pg.No.
27 DERIVED Streptokinase injection Identification by Method B 3665)
PHARMACEUTICALS
28 DERIVED Streptokinase injection Sterility test Appendix-2.2.11, Page
PHARMACEUTICALS No.61-69
BIOLOGICAL-
BIOLOGICALS . e 4
29 DERIVED Streptokinase injection Streptolysin IP, Vol. I, Page No. 3665
PHARMACEUTICALS
BIOLOGICAL-
30 COSMETICS AND Hair Oil Total Microbial count IS 7123
ESSENTIAL OILS
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BIOLOGICAL-
31 COSMETICS AND Shampoo Total aerobic plate count |IS 14648
ESSENTIAL OILS
BIOLOGICAL-
32 COSMETICS AND Shampoo Total Yeast and Mould IS 14648
ESSENTIAL OILS
BIOLOGICAL- DRUGS
33 AND Enoxaparin Sodium Injection I.P 60 mg/0.6 ml Bacterial Endotoxin Test IzPé_\;cilume |, Page No.
PHARMACEUTICALS
BIOLOGICAL- DRUGS
34 AND Enoxaparin Sodium Injection I.P 60 mg/0.6 ml Bacterial Endotoxin Test |USP 46, Chapter 85
PHARMACEUTICALS
BIOLOGICAL- DRUGS IP. Volume |. Page No
35 AND Enoxaparin Sodium Injection I.P 60 mg/0.6 ml Sterility Test 5§-66 +rag '
PHARMACEUTICALS
BIOLOGICAL- DRUGS
36 AND Enoxaparin Sodium Injection I.P 60 mg/0.6 ml Sterility Test USP 46, Chapter 71
PHARMACEUTICALS
BIOLOGICAL- DRUGS IP. Volume |. Page No
37 AND Heparin Sodium Injection 5000 IU Bacterial Endotoxin Test 2é-31 »rag ’
PHARMACEUTICALS
BIOLOGICAL- DRUGS . . .
38 AND I;ggg)rln Sodium Injection USP 5000 IU (APRINOL Sterility Test USP 46, Chapter 71
PHARMACEUTICALS
BIOLOGICAL- DRUGS |10 1in Sodium Injection USP 5000 1U (APRINOL . IP, Volume I, Page No.
39 AND 5000) Sterility Test 59-66
PHARMACEUTICALS
BIOLOGICAL- DRUGS . . .
40 AND ;Iggg)rm Sgiym Injection USPSTOR IE(ARRINOL Bacterial Endotoxin Test |USP 46, Chapter 85
PHARMACEUTICALS
BIOLOGICAL- DRUGS .
41 AND Iron Sucrose E.coli I2P-2282§évgltlilr(‘)ni-(l),_2§ctlon
PHARMACEUTICALS <2 rag '
BIOLOGICAL- DRUGS . IP ;Volume-I,
42 |anD Iron Sucrose f,gﬁg%’;'”s (Gel Clot Appendix-2.2.3,Page No.
PHARMACEUTICALS 30-35
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BIOLOGICAL- DRUGS

IP volume-I, section 2.2.9

43 AND Iron Sucrose Pseudomonas aeruginosa
PHARMACEUTICALS Page No.40-48
BIOLOGICAL- DRUGS IP volume-I, section 2.2.9

44 AND Iron Sucrose Salmonella spp Page No 46-48 -
PHARMACEUTICALS rag )

BIOLOGICAL- DRUGS .

45 AND Iron Sucrose Staphylococcus aureus lEavoéul\T;e:éiegt'on 2.2.9
PHARMACEUTICALS -rage No.
BIOLOGICALYDRUGE Total Aerobic Microbial IP, volume-I, section

46 AND ron fuciBse Count 2.2.9 ,Page N0.40-48
PHARMACEUTICALS -<Jqad '
BIOLOGICAL- DRUGS Total Yeast and Mold IP, volume-I, section 2.2.9

47 AND Iron Sucrose Count Page No.40-48
PHARMACEUTICALS -rag ’

BIOLOGICAL- DRUGS

48 AND Iron Sucrose E.coli USP 46, Chapter 61 & 62
PHARMACEUTICALS
BIOLOGICAL- DRUGS ‘

49 |AND Iron Sucrose f,{;‘:ﬁg%’;'“s {Belgiot USP 46, Chapter 85
PHARMACEUTICALS
BIOLOGICAL- DRUGS

50 AND Iron Sucrose Pseudomonas aeruginosa |USP 46, Chapter 61 & 62
PHARMACEUTICALS
BIOLOGICAL- DRUGS

51 AND Iron Sucrose Salmonella spp. USP 46, Chapter 61 & 62
PHARMACEUTICALS
BIOLOGICAL- DRUGS

52 AND Iron Sucrose Staphylococcus aureus USP 46, Chapter 61 & 62
PHARMACEUTICALS
BIOLOGICAL- DRUGS L .

53 |AND Iron Sucrose ngaAtAemb'c Microbial 5p 46, Chapter 61
PHARMACEUTICALS
BIOLOGICAL- DRUGS

54 |anD Iron Sucrose E?)Ear']tYeaSt ahd Mold USP 46, Chapter 61
PHARMACEUTICALS
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BIOLOGICAL- DRUGS

IP, Volume I, Page No.

55 AND Iron Sucrose Injection USP 20mg/ML,5ML Bacterial Endotoxin Test 28-31
PHARMACEUTICALS
BIOLOGICAL- DRUGS

56 AND Iron Sucrose Injection USP 20mg/ML,5ML Bacterial Endotoxin Test |USP 46, Chapter 61 & 62
PHARMACEUTICALS
BIOLOGICAL- DRUGS

57 AND Iron Sucrose Injection USP 20mg/ML,5ML Sterility Test LPé_\écélume |, Page No.
PHARMACEUTICALS
BIOLOGICAL- DRUGS

58 AND Iron Sucrose Injection USP 20mg/ML,5ML Sterility Test USP 46, Chapter 71
PHARMACEUTICALS
BIOLOGICAL- DRUGS !

59 AND Purified Water E.coli lE:GeCt,'\I%nfd_le'g Volume-|
PHARMACEUTICALS 499 '
BIOLOGICAL- DRUGS )

60 AND Purified Water Pseudomonas aeruginosa Lzseecﬁgzg_'iég Volume-|,
PHARMACEUTICALS g '
BIOLOGICAL- DRUGS .

61 AND Purified Water Salmonella spp. :,Zsicﬁglg_iég Volume-l,
PHARMACEUTICALS g '
BIOLOGICAL- DRUGS .

62 AND Purified Water Staphylococcus aureus Lzsicﬁgzgjég Volume-|,
PHARMACEUTICALS g '
BIOLOGICAL- DRUGS

63 AND Purified Water E.coli USP 46, Chapter 61 & 62
PHARMACEUTICALS
BIOLOGICAL- DRUGS

64 AND Purified Water Salmonella spp USP 46, Chapter 61 & 62
PHARMACEUTICALS
BIOLOGICAL- DRUGS

65 AND Purified Water Staphylococcus aureus USP 46, Chapter 61 & 62
PHARMACEUTICALS
BIOLOGICAL- DRUGS

66 AND Purified Water Pseudomonas aeruginosa |USP 46, Chapter 61 & 62
PHARMACEUTICALS
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BIOLOGICAL- DRUGS

IP;Appendix-2.2.9 Page

67 AND Purified Water Total Bacterial Count No. 40-52 : Volume-|
PHARMACEUTICALS ' )
BIOLOGICAL- DRUGS - Total Yeast & Mould IP;Appendix-2.2.9 Page
68 AND PurifigaiWater Count No. 40-52 : Volume-|
PHARMACEUTICALS ' )
BIOLOGICAL- DRIFGS A Endotoxins (Gel Clot IP;Appendix-2.2.3 Page
69 AND Water For Injection Method) No. 30-35 : Volume-I
PHARMACEUTICALS 1 )
BIOLOGICAL- DRUGS ) ,
70 AND Water For Injection Sterility Test ll\lio /.-\é)lp_%gd.ltgl.jéé_rage
PHARMACEUTICALS " '
BIOLOGICAL-
MEDICAL ! . . IP; Appendix-2.2.11 Page
71 ACCESSORIES & Ablation Device Sterility Test No. 59-66: Volume-I
SURGICAL PRODUCTS
BIOLOGICAL-
MEDICAL : )
72 ACCESSORIES & Cement Restrictor Endotoxins Test USP 46, Chapter 161
SURGICAL PRODUCTS
BIOLOGICAL-
MEDICAL 3 . IP; Appendix-2.2.11 Page
73 ACCESSORIES & Cement Restrictor Sterility Test No. 59-66: Volume-|
SURGICAL PRODUCTS
BIOLOGICAL-
MEDICAL .
74 ACCESSORIES & I.V. Cannula Endotoxins Test USP 46, Chapter 161
SURGICAL PRODUCTS
BIOLOGICAL-
MEDICAL e IP; Appendix-2.2.11 Page
7> | ACCESSORIES & V. Cannula sy Test No. 59-66: Volume-|
SURGICAL PRODUCTS
BIOLOGICAL-
76 MEDICAL 10 ul regular sterile tips Endotoxins Test USP 46, Chapter 161

ACCESSORIES &
SURGICAL PRODUCTS
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BIOLOGICAL-
MEDICAL h . IP; Appendix-2.2.11 Page
77 ACCESSORIES & 10 ul regular sterile tips Sterility Test No. 59-66: Volume.|
SURGICAL PRODUCTS
BIOLOGICAL-
MEDICAL - h
78 ACCESSORIES & 1000ul LR sterile tips Endotoxins Test USP 46, Chapter 161
SURGICAL PRODUCTS
BIOLOGICAL-
MEDICAL o h ! IP; Appendix-2.2.11 Page
79 ACCESSORIES & 1000ul LR sterile tips Sterility Test No. 59-66: Volume-|
SURGICAL PRODUCTS
BIOLOGICAL-
MEDICAL - 1
80 ACCESSORIES & 10ul LR sterile tips Endotoxins Test USP 46, Chapter 161
SURGICAL PRODUCTS
BIOLOGICAL-
MEDICAL - . IP; Appendix-2.2.11 Page
81 ACCESSORIES & 10ul LR sterile tips Sterility test No. 59-66: Volume.|
SURGICAL PRODUCTS
BIOLOGICAL-
82 MEDICAL 15ul sterile Centrifuge tubes Endotoxins Test USP 46, Chapter 161
ACCESSORIES & 9 »-hap
SURGICAL PRODUCTS
BIOLOGICAL-
MEDICAL ’ . . IP; Appendix-2.2.11 Page
83 ACCESSORIES & 15ul sterile Centrifuge tubes Sterility Test No. 59-66: Volume-|
SURGICAL PRODUCTS
BIOLOGICAL-
MEDICAL — ]
84 ACCESSORIES & 200 ul LR sterile tips Endotoxins Test USP 46, Chapter 161
SURGICAL PRODUCTS
BIOLOGICAL-
MEDICAL — . IP; Appendix-2.2.11 Page
85 ACCESSORIES & 200 ul LR sterile tips Sterility Test No. 59-66: Volume-|
SURGICAL PRODUCTS
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BIOLOGICAL-
MEDICAL . IP; Appendix-2.2.11 Page
86 ACCESSORIES & 25 Gauge 30 Gauge Sterility Test No. 59-66 : Volume-I
SURGICAL PRODUCTS
BIOLOGICAL-
g7  |MEDICAL 50 ml sterile centrifuge tubes Endotoxins Test USP 46, Chapter 161
ACCESSORIES & g »-hap
SURGICAL PRODUCTS
BIOLOGICAL-
MEDICAL [ . h ! IP; Appendix-2.2.11 Page
88 ACCESSORIES & 50 ml sterile centrifuge tubes Sterility Test No. 59-66: Volume-|
SURGICAL PRODUCTS
BIOLOGICAL-
MEDICAL . : 1
89 ACCESSORIES & Ablation Device Endotoxins Test USP 46, Chapter 161
SURGICAL PRODUCTS
BIOLOGICAL-
MEDICAL Blow Extruded Single Blood bag Type A and Type . IP; Appendix-2.2.11 Page
90 | ACCESSORIES & B Bayility Test No. 59-66: Volume-|
SURGICAL PRODUCTS
BIOLOGICAL-
MEDICAL .
91 ACCESSORIES & Bone Cements Endotoxins Test USP 46, Chapter 161
SURGICAL PRODUCTS
BIOLOGICAL-
MEDICAL s IP; Appendix-2.2.11 Page
92 | ACCESSORIES & gone Ceigents Sterility Test No. 59-66: Volume-|
SURGICAL PRODUCTS
BIOLOGICAL-
MEDICAL ]
93 ACCESSORIES & Bone Screw Endotoxins Test USP 46, Chapter 161
SURGICAL PRODUCTS
BIOLOGICAL-
MEDICAL . IP; Appendix-2.2.11 Page
9% | ACCESSORIES & Bone Screyf Sterility Tegt No. 59-66 : Volume-|
SURGICAL PRODUCTS
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BIOLOGICAL-
MEDICAL .
95 ACCESSORIES & catheters Endotoxins Test USP 46, Chapter 161
SURGICAL PRODUCTS
BIOLOGICAL-
MEDICAL - IP; Appendix-2.2.11 Page
9% | ACCESSORIES & egtiagers pLerime Test No. 59-66: Volume-|
SURGICAL PRODUCTS
BIOLOGICAL-
97 MEDICAL Cemented Femoral stem Endotoxins Test USP 46, Chapter 161
ACCESSORIES & »-hap
SURGICAL PRODUCTS
BIOLOGICAL-
MEDICAL . IP; Appendix-2.2.11 Page
98 ACCESSORIES & Cemented Femoral stem Sterility Test No. 59-66: Volume-|
SURGICAL PRODUCTS
BIOLOGICAL-
MEDICAL .
99 ACCESSORIES & Coronary stents Endotoxins Test USP 46, Chapter 161
SURGICAL PRODUCTS
BIOLOGICAL-
MEDICAL o d IP; Appendix-2.2.11 Page
100 ACCESSORIES & Coronary stents Sterility Test No. 59-66: Volume-|
SURGICAL PRODUCTS
BIOLOGICAL-
MEDICAL s IP; Appendix-2.2.11 Page
101 1 ACCESSORIES & CUT380R Sterility Test No. 59-66 : Volume-|
SURGICAL PRODUCTS
BIOLOGICAL-
102 MEDICAL Disposable Hypodermic syringes Endotoxins Test USP 46, Chapter 161
ACCESSORIES & P yp yring »-hap
SURGICAL PRODUCTS
BIOLOGICAL-
MEDICAL . . . . IP; Appendix-2.2.11 Page
103 ACCESSORIES & Disposable Hypodermic syringes Sterility Test No. 59-66: Volume-|
SURGICAL PRODUCTS
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BIOLOGICAL-
104 MEDICAL Disposable Perfusion Set Endotoxins Test USP 46, Chapter 161
ACCESSORIES & P »-hap
SURGICAL PRODUCTS
BIOLOGICAL-
MEDICAL . g b, IP; Appendix-2.2.11 Page
105 ACCESSORIES & Disposable Perfusion Set Sterility Test No. 59-66: Volume.|
SURGICAL PRODUCTS
BIOLOGICAL-
MEDICAL ' h ! IP; Appendix-2.2.11 Page
106 ACCESSORIES & Drug Eluting stents Sterility Test No. 59-66: Volume-I
SURGICAL PRODUCTS
BIOLOGICAL-
MEDICAL . 1
107 ACCESSORIES & Drug Eluting stents Endotoxins Test USP 46, Chapter 161
SURGICAL PRODUCTS
BIOLOGICAL-
MEDICAL .
108 ACCESSORIES & Heart Valves Endotoxins Test USP 46, Chapter 161
SURGICAL PRODUCTS
BIOLOGICAL-
MEDICAL o d IP; Appendix-2.2.11 Page
109 ACCESSORIES & Heart Valves Sterility Test No. 59-66: Volume.|
SURGICAL PRODUCTS
BIOLOGICAL-
110 MEDICAL Internal Prosthetic Replacements Endotoxins Test USP 46, Chapter 161
ACCESSORIES & P »=hap
SURGICAL PRODUCTS
BIOLOGICAL-
MEDICAL . N IP; Appendix-2.2.11 Page
111 ACCESSORIES & Internal Prosthetic Replacements Sterility Test No. 59-66: Volume-I
SURGICAL PRODUCTS
BIOLOGICAL-
MEDICAL 4 .
112 ACCESSORIES & Intra ocular implants Endotoxins Test USP 46, Chapter 161
SURGICAL PRODUCTS
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BIOLOGICAL-
MEDICAL . . IP; Appendix-2.2.11 Page
113 ACCESSORIES & Intra ocular implants Sterility Test No. 59-66: Volume.|
SURGICAL PRODUCTS
BIOLOGICAL-
114 |MEDICAL Intra Ocular Lenses Endotoxins Test USP 46, Chapter 161

ACCESSORIES &
SURGICAL PRODUCTS

115

BIOLOGICAL-
MEDICAL
ACCESSORIES &
SURGICAL PRODUCTS

Intra Ocular Lenses

Sterility test

IP; Appendix-2.2.11 Page
No. 59-66: Volume-I

116

BIOLOGICAL-
MEDICAL
ACCESSORIES &
SURGICAL PRODUCTS

Joints

Endotoxins Test

USP 46, Chapter 161

117

BIOLOGICAL-
MEDICAL
ACCESSORIES &
SURGICAL PRODUCTS

Joints

Sterility Test

IP; Appendix-2.2.11 Page
No. 59-66: Volume-I

118

BIOLOGICAL-
MEDICAL
ACCESSORIES &
SURGICAL PRODUCTS

Nails

Endotoxins Test

USP 46, Chapter 161

119

BIOLOGICAL-
MEDICAL
ACCESSORIES &
SURGICAL PRODUCTS

Nails

Sterility Test

IP; Appendix-2.2.11 Page
No. 59-66: Volume-I

120

BIOLOGICAL-
MEDICAL
ACCESSORIES &
SURGICAL PRODUCTS

Nodular Head

Endotoxins Test

USP 46, Chapter 161

121

BIOLOGICAL-
MEDICAL
ACCESSORIES &
SURGICAL PRODUCTS

Nodular Head

Sterility Test

IP; Appendix-2.2.11 Page
No. 59-66 : Volume-I
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BIOLOGICAL-
MEDICAL 3 . ,
122 ACCESSORIES & Orthopedic Devices Endotoxins Test USP 46, Chapter 161
SURGICAL PRODUCTS
BIOLOGICAL-
MEDICAL ; y b, IP; Appendix-2.2.11 Page
123 ACCESSORIES & Orthopedic Devices Sterility test No. 59-66: Volume.|
SURGICAL PRODUCTS
BIOLOGICAL-
MEDICAL Orthopedic implant, Coronary stent, Suture, IV :
124 ACCESSORIES & cannula, IV set, BT set, MV set Particulate Matters USP 46, Chapter 788
SURGICAL PRODUCTS
BIOLOGICAL-
MEDICAL 1
125 ACCESSORIES & Plates Endotoxins Test USP 46, Chapter 161
SURGICAL PRODUCTS
BIOLOGICAL-
MEDICAL . IP; Appendix-2.2.11 Page
126 | ACCESSORIES & Plaes Bsyility test No. 59-66: Volume-|
SURGICAL PRODUCTS
BIOLOGICAL-
MEDICAL i ! o d IP; Appendix-2.2.11 Page
127 ACCESSORIES & Silicon Tubal Ring Sterility Test No. 59-66 : Volume-|
SURGICAL PRODUCTS
BIOLOGICAL-
MEDICAL . : . IP; Appendix-2.2.11 Page
128 ACCESSORIES & Simple Plain Latex Type Sterility Test No. 59-66 : Volume-|
SURGICAL PRODUCTS
BIOLOGICAL-
MEDICAL . ) N IP; Appendix-2.2.11 Page
129 ACCESSORIES & Straight Single use Sterility Test No. 59-66 : Volume-|
SURGICAL PRODUCTS
BIOLOGICAL-
MEDICAL .
130 ACCESSORIES & sutures Endotoxins Test USP 46, Chapter 161
SURGICAL PRODUCTS
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BIOLOGICAL-
MEDICAL . IP; Appendix-2.2.11 Page

131 | ACCESSORIES & Sutuzgs Sy Test No. 59-66: Volume-|
SURGICAL PRODUCTS
BIOLOGICAL-
MEDICAL .

132 Uncemented Femoral stem Endotoxins Test USP 46, Chapter 161

ACCESSORIES &

SURGICAL PRODUCTS

BIOLOGICAL-
MEDICAL

133 | ACCESSORIES &

SURGICAL PRODUCTS

Uncemented Femoral stem

Sterility Test

IP; Appendix-2.2.11 Page
No. 59-66: Volume-I
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BIOLOGICAL-
134 lroxicoLoGy

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, Anesthesiology, Pain Management,
Cardiovascular, Dental, Ear, Nose, Throat (ENT),
Gastroenterological, Urological, General Hospital,
Operation Theater (OT), Personnel use,
Obstetrical (O), Ophthalmic, Rehabilitation,
Physical support, Interventional and Radiology,
Rheumatology, Dermatology and Plastic Surgery,
Pediatric and Neonatology Medical, Oncology,
Radiotherapy, Nephrology and Renal care

Tests for local effects
after implantation

ISO 10993-6
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135

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,
Anesthesiology, Pain Management,
Cardiovascular, Dental, Ear, Nose, Throat (ENT),
Gastroenterological, Urological, General Hospital,
Operation Theater (OT), Personnel use,
Obstetrical (0), Ophthalmic, Rehabilitation,
Physical support, Interventional and Radiology,
Rheumatology, Dermatology and Plastic Surgery,
Pediatric and Neonatology Medical, Oncology,
Radiotherapy, Nephrology and Renal care

"Oral Mucosa Irritation
Test"

SO 10993-23
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136

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,
Anesthesiology, Pain Management,
Cardiovascular, Dental, Ear, Nose, Throat (ENT),
Gastroenterological, Urological, General Hospital,
Operation Theater (OT), Personnel use,
Obstetrical (0), Ophthalmic, Rehabilitation,
Physical support, Interventional and Radiology,
Rheumatology, Dermatology and Plastic Surgery,
Pediatric and Neonatology Medical, Oncology,
Radiotherapy, Nephrology and Renal care

Acute Systemic Toxicity

SO 10993-11 & EN
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137

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,
Anesthesiology, Pain Management,
Cardiovascular, Dental, Ear, Nose, Throat (ENT),
Gastroenterological, Urological, General Hospital,
Operation Theater (OT), Personnel use,
Obstetrical (0), Ophthalmic, Rehabilitation,
Physical support, Interventional and Radiology,
Rheumatology, Dermatology and Plastic Surgery,
Pediatric and Neonatology Medical, Oncology,
Radiotherapy, Nephrology and Renal care

BSE-TSE

ARL/NG/24/PT0201
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138

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,
Anesthesiology, Pain Management,
Cardiovascular, Dental, Ear, Nose, Throat (ENT),
Gastroenterological, Urological, General Hospital,
Operation Theater (OT), Personnel use,
Obstetrical (0), Ophthalmic, Rehabilitation,
Physical support, Interventional and Radiology,
Rheumatology, Dermatology and Plastic Surgery,
Pediatric and Neonatology Medical, Oncology,
Radiotherapy, Nephrology and Renal care

Chromosomal Aberration
Test

SO 10993 - 3
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139

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,
Anesthesiology, Pain Management,
Cardiovascular, Dental, Ear, Nose, Throat (ENT),
Gastroenterological, Urological, General Hospital,
Operation Theater (OT), Personnel use,
Obstetrical (0), Ophthalmic, Rehabilitation,
Physical support, Interventional and Radiology,
Rheumatology, Dermatology and Plastic Surgery,
Pediatric and Neonatology Medical, Oncology,
Radiotherapy, Nephrology and Renal care

Complete Blood Count
and Leukocytes by
Leukocyte Activation Test

SO 10993-4
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140

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,
Anesthesiology, Pain Management,
Cardiovascular, Dental, Ear, Nose, Throat (ENT),
Gastroenterological, Urological, General Hospital,
Operation Theater (OT), Personnel use,
Obstetrical (0), Ophthalmic, Rehabilitation,
Physical support, Interventional and Radiology,
Rheumatology, Dermatology and Plastic Surgery,
Pediatric and Neonatology Medical, Oncology,
Radiotherapy, Nephrology and Renal care

Cytotoxicity MTT assay

SO 10993 -5
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141 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,
Anesthesiology, Pain Management,
Cardiovascular, Dental, Ear, Nose, Throat (ENT),
Gastroenterological, Urological, General Hospital,
Operation Theater (OT), Personnel use,
Obstetrical (0), Ophthalmic, Rehabilitation,
Physical support, Interventional and Radiology,
Rheumatology, Dermatology and Plastic Surgery,
Pediatric and Neonatology Medical, Oncology,
Radiotherapy, Nephrology and Renal care

Effect on Platelet Count
and Morphology

ASTM F2888
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BIOLOGICAL-
142 f7oxicoLoGy

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,
Anesthesiology, Pain Management,
Cardiovascular, Dental, Ear, Nose, Throat (ENT),
Gastroenterological, Urological, General Hospital,
Operation Theater (OT), Personnel use,
Obstetrical (0), Ophthalmic, Rehabilitation,
Physical support, Interventional and Radiology,
Rheumatology, Dermatology and Plastic Surgery,
Pediatric and Neonatology Medical, Oncology,
Radiotherapy, Nephrology and Renal care

Effect on Platelet Count
and Morphology

SO 10993-4
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143

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,
Anesthesiology, Pain Management,
Cardiovascular, Dental, Ear, Nose, Throat (ENT),
Gastroenterological, Urological, General Hospital,
Operation Theater (OT), Personnel use,
Obstetrical (0), Ophthalmic, Rehabilitation,
Physical support, Interventional and Radiology,
Rheumatology, Dermatology and Plastic Surgery,
Pediatric and Neonatology Medical, Oncology,
Radiotherapy, Nephrology and Renal care

Eye irritation test
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144

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,
Anesthesiology, Pain Management,
Cardiovascular, Dental, Ear, Nose, Throat (ENT),
Gastroenterological, Urological, General Hospital,
Operation Theater (OT), Personnel use,
Obstetrical (0), Ophthalmic, Rehabilitation,
Physical support, Interventional and Radiology,
Rheumatology, Dermatology and Plastic Surgery,
Pediatric and Neonatology Medical, Oncology,
Radiotherapy, Nephrology and Renal care

Hemocompatability test

SO 10993-4
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145

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,
Anesthesiology, Pain Management,
Cardiovascular, Dental, Ear, Nose, Throat (ENT),
Gastroenterological, Urological, General Hospital,
Operation Theater (OT), Personnel use,
Obstetrical (0), Ophthalmic, Rehabilitation,
Physical support, Interventional and Radiology,
Rheumatology, Dermatology and Plastic Surgery,
Pediatric and Neonatology Medical, Oncology,
Radiotherapy, Nephrology and Renal care

In Vitro Complement
Activation Test

SO 10993-4
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BIOLOGICAL-
146 |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,
Anesthesiology, Pain Management,
Cardiovascular, Dental, Ear, Nose, Throat (ENT),
Gastroenterological, Urological, General Hospital,
Operation Theater (OT), Personnel use,
Obstetrical (0), Ophthalmic, Rehabilitation,
Physical support, Interventional and Radiology,
Rheumatology, Dermatology and Plastic Surgery,
Pediatric and Neonatology Medical, Oncology,
Radiotherapy, Nephrology and Renal care

In vitro Micronucleus Test

SO 10993 - 3
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BIOLOGICAL-
147" |7oxicoLoGy

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,
Anesthesiology, Pain Management,
Cardiovascular, Dental, Ear, Nose, Throat (ENT),
Gastroenterological, Urological, General Hospital,
Operation Theater (OT), Personnel use,
Obstetrical (0), Ophthalmic, Rehabilitation,
Physical support, Interventional and Radiology,
Rheumatology, Dermatology and Plastic Surgery,
Pediatric and Neonatology Medical, Oncology,
Radiotherapy, Nephrology and Renal care

In vivo Micronucleus Test

SO 10993-3
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148

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,
Anesthesiology, Pain Management,
Cardiovascular, Dental, Ear, Nose, Throat (ENT),
Gastroenterological, Urological, General Hospital,
Operation Theater (OT), Personnel use,
Obstetrical (0), Ophthalmic, Rehabilitation,
Physical support, Interventional and Radiology,
Rheumatology, Dermatology and Plastic Surgery,
Pediatric and Neonatology Medical, Oncology,
Radiotherapy, Nephrology and Renal care

Intracutenous Mucous
membrane irritation test

SO 10993 - 23
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BIOLOGICAL-
149 |7oxicoLoGy

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,
Anesthesiology, Pain Management,
Cardiovascular, Dental, Ear, Nose, Throat (ENT),
Gastroenterological, Urological, General Hospital,
Operation Theater (OT), Personnel use,
Obstetrical (0), Ophthalmic, Rehabilitation,
Physical support, Interventional and Radiology,
Rheumatology, Dermatology and Plastic Surgery,
Pediatric and Neonatology Medical, Oncology,
Radiotherapy, Nephrology and Renal care

In-vitro Skin Irritation Test

ISO 10993-23, (Section
No. 6; Page No. 6-16)
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150 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,
Anesthesiology, Pain Management,
Cardiovascular, Dental, Ear, Nose, Throat (ENT),
Gastroenterological, Urological, General Hospital,
Operation Theater (OT), Personnel use,
Obstetrical (0), Ophthalmic, Rehabilitation,
Physical support, Interventional and Radiology,
Rheumatology, Dermatology and Plastic Surgery,
Pediatric and Neonatology Medical, Oncology,
Radiotherapy, Nephrology and Renal care

Material Mediated
Pyrogenicity Test

SO 10993-11
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151

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,
Anesthesiology, Pain Management,
Cardiovascular, Dental, Ear, Nose, Throat (ENT),
Gastroenterological, Urological, General Hospital,
Operation Theater (OT), Personnel use,
Obstetrical (0), Ophthalmic, Rehabilitation,
Physical support, Interventional and Radiology,
Rheumatology, Dermatology and Plastic Surgery,
Pediatric and Neonatology Medical, Oncology,
Radiotherapy, Nephrology and Renal care

Partial Thromboplastin
Time, Thrombin and Fibrin
Formation

ASTM F2382
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152

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,
Anesthesiology, Pain Management,
Cardiovascular, Dental, Ear, Nose, Throat (ENT),
Gastroenterological, Urological, General Hospital,
Operation Theater (OT), Personnel use,
Obstetrical (0), Ophthalmic, Rehabilitation,
Physical support, Interventional and Radiology,
Rheumatology, Dermatology and Plastic Surgery,
Pediatric and Neonatology Medical, Oncology,
Radiotherapy, Nephrology and Renal care

Partial Thromboplastin
Time, Thrombin and Fibrin
Formation

SO 10993-4
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153

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,
Anesthesiology, Pain Management,
Cardiovascular, Dental, Ear, Nose, Throat (ENT),
Gastroenterological, Urological, General Hospital,
Operation Theater (OT), Personnel use,
Obstetrical (0), Ophthalmic, Rehabilitation,
Physical support, Interventional and Radiology,
Rheumatology, Dermatology and Plastic Surgery,
Pediatric and Neonatology Medical, Oncology,
Radiotherapy, Nephrology and Renal care

Penile Irritation Test

SO 10993-23
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154

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,
Anesthesiology, Pain Management,
Cardiovascular, Dental, Ear, Nose, Throat (ENT),
Gastroenterological, Urological, General Hospital,
Operation Theater (OT), Personnel use,
Obstetrical (0), Ophthalmic, Rehabilitation,
Physical support, Interventional and Radiology,
Rheumatology, Dermatology and Plastic Surgery,
Pediatric and Neonatology Medical, Oncology,
Radiotherapy, Nephrology and Renal care

Vaginal Irritation Test

SO 10993-23
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155

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,
Anesthesiology, Pain Management,
Cardiovascular, Dental, Ear, Nose, Throat (ENT),
Gastroenterological, Urological, General Hospital,
Operation Theater (OT), Personnel use,
Obstetrical (0), Ophthalmic, Rehabilitation,
Physical support, Interventional and Radiology,
Rheumatology, Dermatology and Plastic Surgery,
Pediatric and Neonatology Medical, Oncology,
Radiotherapy, Nephrology and Renal care.

Ame's Test

SO 10993-3
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156

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,
Anesthesiology, Pain Management,
Cardiovascular, Dental, Ear, Nose, Throat (ENT),
Gastroenterological, Urological, General Hospital,
Operation Theater (OT), Personnel use,
Obstetrical (0), Ophthalmic, Rehabilitation,
Physical support, Interventional and Radiology,
Rheumatology, Dermatology and Plastic Surgery,
Pediatric and Neonatology Medical, Oncology,
Radiotherapy, Nephrology and Renal care.

Hemolysis test

SO 10993-4, ASTM F756
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157

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,
Anesthesiology, Pain Management,
Cardiovascular, Dental, Ear, Nose, Throat (ENT),
Gastroenterological, Urological, General Hospital,
Operation Theater (OT), Personnel use,
Obstetrical (0), Ophthalmic, Rehabilitation,
Physical support, Interventional and Radiology,
Rheumatology, Dermatology and Plastic Surgery,
Pediatric and Neonatology Medical, Oncology,
Radiotherapy, Nephrology and Renal care.

In vivo Chromosomal
aberration Test

SO 10993 - 3

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




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-14775

28/10/2024 to 27/10/2028

Page No
Last Amended on

39 of 124

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

158

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,
Anesthesiology, Pain Management,
Cardiovascular, Dental, Ear, Nose, Throat (ENT),
Gastroenterological, Urological, General Hospital,
Operation Theater (OT), Personnel use,
Obstetrical (0), Ophthalmic, Rehabilitation,
Physical support, Interventional and Radiology,
Rheumatology, Dermatology and Plastic Surgery,
Pediatric and Neonatology Medical, Oncology,
Radiotherapy, Nephrology and Renal care.

Skin Sensitization Test

SO 10993-10
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BIOLOGICAL-

159 11oxicoLocy

Catheters, syringes with needles, Tubular rings,
sutures, condoms,copperT, Intraocular implants,
surgical gloves, vascular devicesand IV
sets,coronery s tent,orthopedic devices, Joints,
screws, plates, Bone Cements,Heart
Valves,Internal Prosthetic Replacements,
AblationDevice, Scalp Vein Set, Surgical
Dressings, Surgical Dressings, Umbilical tapes,
Organ Preservative Solution, Blood Blood
Component Bag, Organ Preservative Solution,
Nebulizer, Blood Pressure MonitoringDevice,
Glucometer, Digital Thermometer, All Implantable
Medical Device Equipment, Disinfectantand
Insecticidespecified on medicalDevice,
PersonalProtective Equipments (Mask, Gloves,
Coveralletc.), Drug Eluting stents, Contact lens
&lenscare 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 pathway,
Anesthesiology, Pain Management,
Cardiovascular, Dental, Ear, Nose, Throat (ENT),
Gastroenterological, Urological, General Hospital,
Operation Theater (OT), Personnel use,
Obstetrical (0), Ophthalmic, Rehabilitation,
Physical support, Interventional and Radiology,
Rheumatology, Dermatology and Plastic Surgery,
Pediatric and Neonatology Medical, Oncology,
Radiotherapy, Nephrology and Renal care

In vitro cell gene mutation
Test using mouse
lymphoma cells

SO 10993 - 3

BIOLOGICAL-

160 lroxicoLocy

Medical Device made of PVC Grade-VI

Acute toxicity

USP 46

BIOLOGICAL-

161 lroxicoLoGy

Medical Device made of PVC Grade-VI

Irritation Test

USP 46

BIOLOGICAL-

162 lroxicoLoGy

Medical Device made of PVC Grade-VI

Tests for local effects
after implantation

USP 46
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BIOLOGICAL- Organic Chemicals like, Diethyl amine, Toluene,
163 TOXICOLOGY BenzenefBtc. BSE-TSE ARL/NG/24/PT0201
BIOLOGICAL- . - IP Volume -1, Page no.
164 TOXICOLOGY Rubber Products Acute Systemic Toxicity (107)
BIOLOGICAL- 1 - JP -XVII Section 7.03 Page
165 TOXICOLOGY Rubber Products Acute Systemic Toxicity No. 172 - 174
BIOLOGICAL- o JP -XVII Section 7.03 Page
166 TOXICOLOGY Rubber Products Cytotoxicity No. 172 - 174
BIOLOGICAL- . .
167 TOXICOLOGY Rubber Products Acute Systemic Toxicity |USP 46
BIOLOGICAL- .\ IP Volume -1, Page no.
168 TOXICOLOGY Rubber Products Cytotoxicity (101-104)
BIOLOGICAL- F
169 TOXICOLOGY Rubber Products Cytotoxicity USP 46
BIOLOGICAL- _—
170 TOXICOLOGY Rubber Products Irritation Test USP 46
BIOLOGICAL- g . IP Volume -1, Page no.
171 TOXICOLOGY Rubber Products Irritation Test (108)
ARL/STP/QC/839-00
172 SECE)gllJC(EATLS AWSH Ayurvedic Drugs Methoxychlor, o,p'- (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
173 EII;{'(EI\SLCCATLS AYUSH Ayurvedic Drugs Eeri;gLrl)graid(g)enzene (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
174 EE(EI\SLCCATLS AYUSH Ayurvedic Drugs BHC-delta (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
175 g:gglbccp.‘rl‘s AYUSH Ayurvedic Drugs Bifenthrin (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
176 g:gglbccp.‘rl‘s AYUSH Ayurvedic Drugs Bromfenvinfos (Effective Date :
15/02/2022)

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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177

CHEMICAL- AYUSH

Ayurvedic Drugs

Bromfenvinfos-methyl

ARL/STP/QC/839-00
(Effective Date :

PRopucTS 15/02/2022)
ARL/STP/QC/839-00
175 |CHEMICAL AYUSH | vegic orugs agomoptet TR laas
15/02/2022)
ARL/STP/QC/839-00
179 EESI\SLCCATLS AYUSH Ayurvedic Drugs Bromophos-ethyl (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
180 g:gglbccp.‘rl‘s §YUSH Ayurvedic Drugs Carbophenothion (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
181 g:gglbccp.‘rl‘s AYUSH Ayurvedic Drugs Chlordane-trans (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
182 g:ggbccp_‘rl‘s AYUSH Ayurvedic Drugs Chlorfenson (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
183 ESSI\SLCCATLS yusH Ayurvedic Drugs Chlorfenvinphos (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
184 | SREBIEAYUSH - fayurvedic Drugs Chlorpyrifos (Effective Date -
15/02/2022)
ARL/STP/QC/839-00
185 E:(EI\SLCCA% AYUSH Ayurvedic Drugs Chlorpyrifos-methyl (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
186 g:gglbccp.‘rl‘s AYUSH Ayurvedic Drugs Coumaphos (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
187 g:ggbcéré AYUSH Ayurvedic Drugs Cyfluthrin | (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
188 [GHEMICAL- AYUSH Ayurvedic Drugs Cyhalothrin (Lambda) (Effective Date :

PRODUCTS

15/02/2022)
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ARL/STP/QC/839-00
189 gll;\icE)l\gllJCCATLS AYUSH Ayurvedic Drugs DDD-o,p' (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
190 E:gg{%é AYUSH Ayurvedic Drugs DDD-p,p' (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
191 EESI\SLCCATLS A Ayurvedic Drugs DDE-o,p' (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
192 EFI;ISI\SILCCA_}LS yoon Ayurvedic Drugs DDE-p,p' (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
193 g:ggbcérl_s s Ayurvedic Drugs DDT-p,p' (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
194 g:ggbccp_‘rl‘s AYUSH Ayurvedic Drugs Diazinon (Effective Date :
15/02/2022)
4 ARL/STP/QC/839-00
195 g:CE)gllJCCATLS AYUSH Ayurvedic Drugs Al?lzlfjlorobenzophenone, (Effective Date :
' 15/02/2022)
ARL/STP/QC/839-00
196 g:gglbcér; ATUY Ayurvedic Drugs Dieldrin (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
197 EE(EISLCCATLS AYUSH Ayurvedic Drugs Edifenphos (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
198 g:gg'{%é AYUSH Ayurvedic Drugs Endosulfan ether (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
199 |SHODUES AT f ayurvedic Drugs it (S (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
200 CHEMICAL- AYUSH Ayurvedic Drugs Endosulfan Il (beta (Effective Date :

PRODUCTS

isomer)

15/02/2022)

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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ARL/STP/QC/839-00
201 gll;\igl\élllJCCATLS AYUSH Ayurvedic Drugs Endosulfan sulfate (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
202 SECEI\SLCCA'\FLS AYUSH Ayurvedic Drugs Endrin (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
203 EESI\SLCCATLS AYUSH Ayurvedic Drugs Endrin aldehyde (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
204 g:gglbccp.‘rl‘s §YUSH Ayurvedic Drugs EPN (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
205 g:gglbccp.‘rl‘s AYUSH Ayurvedic Drugs Ethion (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
206 g:gl\éllIJCCA% AYUSH Ayurvedic Drugs Ethylan (Effective Date :
15/02/2022
ARL/STP/QC/839-00
207 g:CE)gllJCCATLS AUSH Ayurvedic Drugs Fenamiphos (Effective Date :
15/02/2022
ARL/STP/QC/839-00
208 g:gglbcér; AYURH Ayurvedic Drugs Fenitrothion (Effective Date :
15/02/2022
ARL/STP/QC/839-00
209 g:gglbcé-l's AYUSH Ayurvedic Drugs Fenson (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
210 g:gglbccp.‘rl‘s AYUSH Ayurvedic Drugs Fenthion (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
211 g:gglbccp.‘rl‘s AYUSH Ayurvedic Drugs Fenvalerate | (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
212 EFI;ISI\S:JCCA% AYUSH Ayurvedic Drugs Flucythrinate | (Effective Date :
15/02/2022)
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213

CHEMICAL- AYUSH

Ayurvedic Drugs

Fluvalinate-tau |

ARL/STP/QC/839-00
(Effective Date :

PRODUCTS L5 /0512099)
ARL/STP/QC/839-00
214 SECEI\SLCCA'\FLS AYUSH Ayurvedic Drugs Heptachlor exo-epoxide | (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
215 EESI\SLCCATLS AYUSH Ayurvedic Drugs Heptachlor (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
216 EFI;ISI\SILCCA% jYusH Ayurvedic Drugs Hexachlorobenzene (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
217 g:gglbccp.‘rl‘s AYUSH Ayurvedic Drugs lodofenphos (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
218 g:ggbccp_‘rl‘s AYUSH Ayurvedic Drugs Isazofos (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
219 g:ggleCATLS RUSH Ayurvedic Drugs Isodrin (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
220 [SHEBICELAYUSH ayurvedic Drugs Etophot (Effective Date -
15/02/2022)
ARL/STP/QC/839-00
221 g:gglbccATLS AYUSH Ayurvedic Drugs Malathion (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
222 g:gglbccp.‘rl‘s AYUSH Ayurvedic Drugs Methacrifos (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
223 SFTSQ{,CCATLS' AYUSH [ Ayurvedic Drugs Methoxychlor olefin (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
224 CHEMICAL- AYUSH Ayurvedic Drugs hirex (Effactive Date

PRODUCTS

15/02/2022)

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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ARL/STP/QC/839-00
225 gll;\igl\élllJCCATLS AYUSH Ayurvedic Drugs Nonachlor, cis- (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
226 SESI\SILCCA_\FLS AYUSH Ayurvedic Drugs Nonachlor, trans- (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
227 EESI\SLCCATLS AYUSH Ayurvedic Drugs Pentachloroanisole (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
228 EFI;ISI\SILCCA% jYusH Ayurvedic Drugs Pentachlorobenzene (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
229 g:gglbccp.‘rl‘s AYUSH Ayurvedic Drugs Pentachlorothioanisole (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
230 g:gglbcéré AYUSH Ayurvedic Drugs Permethrin, (1R)-cis- (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
231 ESCE)SLCCATLS: AYUSR 1 ayurvedic brugs Permethrin, (1R)-trans- | (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
232 g:gglbcér; AYURH Ayurvedic Drugs Phenothrin | (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
233 EE(EISLCCATLS AYUSH Ayurvedic Drugs Phosalone (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
234 g:gglbccp.‘rl‘s AYUSH Ayurvedic Drugs Phosmet (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
235 g:gglbccp.‘rl‘s AYUSH Ayurvedic Drugs Pirimiphos-ethyl (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
236 EFI;ISI\S:JCCA% AYUSH Ayurvedic Drugs Pirimiphos-methyl (Effective Date :
15/02/2022)
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ARL/STP/QC/839-00
237 gll;\icE)l\l!lllJCCATLS AYUSH Ayurvedic Drugs Profenofos (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
238 E:gg{%é AYUSH Ayurvedic Drugs Prothiofos (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
239 EESI\SLCCATLS AYUSH Ayurvedic Drugs Pyraclofos (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
240 g:gglbccp.‘rl‘s §YUSH Ayurvedic Drugs Pyrazophos (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
241 g:gglbccp.‘rl‘s AYUSH Ayurvedic Drugs Pyridaphenthion (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
242 g:ggbccp_‘rl‘s AYUSH Ayurvedic Drugs Quinalphos (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
243 g:CE)gllJCCATLS AYUSH Ayurvedic Drugs Resmethrin (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
244 g:gglbcér; AYUH Ayurvedic Drugs Ronnel (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
245 EE(EISLCCATLS AYUSH Ayurvedic Drugs Sulfotep (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
246 g:gglbccp.‘rl‘s AYUSH Ayurvedic Drugs Sulprofos (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
247 g:gglbccp.‘rl‘s AYUSH Ayurvedic Drugs Tefluthrin (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
248 CHEMICAL- AYUSH Ayurvedic Drugs A hufos (Effactive Dato

PRODUCTS

15/02/2022)
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CHEMICAL- AYUSH

ARL/STP/QC/839-00

249 Ayurvedic Drugs Tetrachlorvinphos (Effective Date :
PRODUCTS L5 /0512099)
ARL/STP/QC/839-00
250 E:gg{%é AYUSH Ayurvedic Drugs Tetradifon (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
251 E:ggbcéé AYUgH Ayurvedic Drugs Tetramethrin | (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
252 g:gglbccp.‘rl‘s §YUSH Ayurvedic Drugs Tolclofos-methyl (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
253 g:gglbccp.‘rl‘s AYUSH Ayurvedic Drugs Transfluthrin (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
254 g:ggbccp_‘rl‘s AYUSH Ayurvedic Drugs Acrinathrin (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
255 ESCESEJCCATLS AUSH Ayurvedic Drugs Aldrin (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
256 g:gglbcér; AYURH Ayurvedic Drugs Allethrin (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
257 EE(EISLCCATLS AYUSH Ayurvedic Drugs Anthraquinone (Effective Date :
15/02/2022)
API (Part 1) Volume-IX:1st
258 CHEMICAL- AYUSH Ayurvedic drugs Arsenic edition, Appendix
PRODUCTS .
3,Section 3.1,
ARL/STP/QC/839-00
259 g:gglbccp.‘rl‘s AYUSH Ayurvedic Drugs Azinphos-ethyl (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
260 | GHEMICAL=AYUSH 1\ rvedic Drugs Azinphos-methy! (Effective Date :

PRODUCTS

15/02/2022)
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ARL/STP/QC/839-00
261 gll;\icE)l\l!lllJCCATLS AYUSH Ayurvedic Drugs BHC-beta (Effective Date :
15/02/2022)
. ARL/STP/QC/839-00
262 CHEMICAL- AYUSH Ayurvedic Drugs BHC-gamma (Lindane, (Effective Date :
PRODUCTS gaquma biCH 15/02/2022)
API (Part 1) Volume-IX:1st
263 CHEMICAL- AYUSH Ayurvedic Drugs Cadmium edition, Appendix
PRODUCTS _
3,Section 3.1,
ARL/STP/QC/839-00
264 g:gglbccp.‘rl‘s §YUSH Ayurvedic Drugs Chlorbenside (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
265 g:gglbccp.‘rl‘s AYUSH Ayurvedic Drugs Chlordane-cis (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
266 g:gg:%ré AYUSH Ayurvedic Drugs Chloroneb (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
267 ESSI\SLCCATLS YH Ayurvedic Drugs Chlorthiophos (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
268 g:gglbcér; AYURH Ayurvedic Drugs Cypermethrin | (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
269 EE(EI\SLCCATLS ATUSH Ayurvedic Drugs DDT-o0,p' (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
270 g:gglbccp.‘rl‘s AYUSH Ayurvedic Drugs Deltamethrin (Effective Date :
15/02/2022)
ARL/STP/QC/839-00
271 g:gglbccp.‘rl‘s AYUSH Ayurvedic Drugs Endrin ketone (Effective Date :
15/02/2022)
API (Part 1) Volume-IX:1st
272 CHEMICAL- AYUSH Ayurvedic Drugs Lead edition, Appendix

PRODUCTS

3,Section 3.1,
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API (Part 1) Volume-IX:1st
273 CHEMICAL- AYUSH Ayurvedic Drugs Mercury edition, Appendix
PRODUCTS X
3,Section 3.1,
API, Part Il (Formulations),
274 CHEMICAL- AYUSH Capsules Loss on Drying Volume-I: Appendix 2,
PRODUCTS
Page No. 141
API, Part Il (Formulations),
275 CHEMICAL- AYUSH Churna Acid Insoluble Ash Volume-I: Appendix 2,
PRODUCTS
Page No. 140
API, Part Il (Formulations),
276 CHEMICAL- £YUSH Churna Loss on Drying Volume-I: Appendix 2,
PRODUCTS
Page No. 141
API, Part Il (Formulations),
277 CHEMICALZAYUSH Churna Total Ash Volume-I: Appendix 2,
PRODUCTS
Page No. 140
API (Part 1) Volume-IX:1st
278 CHEMICAL: AYUSH Herbal Formulations Arsenic edition, Appendix
PRODUCTS i
3,Section 3.1
API (Part 1) Volume-IX:1st
279 | CHEMICAL- AYUSH Herbal Formulations Cadmium edition, Appendix
PRODUCTS X
3,Section 3.1,
APl (Part 1) Volume-IX:1st
g0 | CHEMICAL- AYUSH Herbal Formulations Lead edition, Appendix
PRODUCTS .
3,Section 3.1
API (Part 1) Volume-IX:1st
281 | CHEMICAL- AYUSH Herbal Formulations Mercury edition, Appendix
PRODUCTS :
3,Section 3.1,
API, Part Il
282 CHEMICAL- AYUSH Raw Single Plant Material Acid Insoluble Ash (Formulations),Volume-I:
PRODUCTS :
Appendix 2, Page No. 140
i API, Part Il (Formulations),
283 |CHEMICAL- AYUSH Raw Single Plant Material Loss on Drying Volume-I: Appendix 2,
PRODUCTS
Page No. 141
API, Part Il
284 |SHEMICAL-AYUSH 1 aw single Plant Material Total Ash (Formulations), Volume-!:

PRODUCTS

Appendix 2, Page No. 140

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




NAaBL

Laboratory Name :

Accreditation Standard

Certificate Number

. 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-14775

Page No

51 of 124

Validity 28/10/2024 to 27/10/2028 Last Amended on -
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 Il (Formulations),
285 CHEMICAL- AYUSH Tablet/Vati Acid Insoluble Ash Volume-I: Appendix 2,
PRODUCTS
Page No. 140
API, Part Il (Formulations),
286 CHEMICAL- AYUSH Tablet/Vati Loss on Drying Volume-I: Appendix 2,
PRODUCTS
Page No. 141
API, Part Il (Formulations),
287 CHEMICAL- AYUSH Tablet/Vati Total Ash Volume-I: Appendix 2,
PRODUCTS
Page No. 140
CHEMICAL- ARL/STP/QC/837
288 COSMETICS & Face Serum pH (Effective Date
ESSENTIAL OILS :02/02/2022)
CHEMICAL- ARL/STP/QC/838
289 COSMETICS & Face Serum Viscosity (Effective Date
ESSENTIAL OILS :02/02/2022)
CHEMICAL- ARL/STP/QC/837
290 COSMETICS & Face Wash pH (Effective Date
ESSENTIAL OILS :02/02/2022)
CHEMICAL- ARL/STP/QC/838
291 COSMETICS & Face Wash Viscosity (Effective Date
ESSENTIAL OILS :02/02/2022)
CHEMICAL-
292 COSMETICS & Hair oil Acid Value IS 7123
ESSENTIAL OILS
CHEMICAL-
293 COSMETICS & Hair oil Peroxide value IS 7123
ESSENTIAL OILS
CHEMICAL-
294 COSMETICS & Lipstick Breaking Load Value IS 9875
ESSENTIAL OILS
CHEMICAL-
295 COSMETICS & Lipstick Heavy Metals IS 9875
ESSENTIAL OILS
CHEMICAL- ARL/STP/QC/837
296 COSMETICS & Moisturizing Gel pH (Effective Date
ESSENTIAL OILS :02/02/2022)
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CHEMICAL- Non-volatile alcohol
297 COSMETICS & Shampoo soluble matter, percent IS 7884
ESSENTIAL OILS by mass
CHEMICAL-
298 COSMETICS & Shampoo pH IS 7884
ESSENTIAL OILS
CHEMICAL-
299 COSMETICS & Skin Cream Heavy Metals IS 6608
ESSENTIAL OILS
CHEMICAL-
300 COSMETICS & Skin Cream pH IS 6608
ESSENTIAL OILS
CHEMICAL-
301 |COSMETICS & Skin Cream Igf}?gg?ttyefg:rfttincfnass IS 6608
ESSENTIAL OILS P y
CHEMICALS Total residue, percent b
302 | COSMETICS & Skin Cream R R Y lis 6608
ESSENTIAL OILS
IP (Page No. 1392), (Ref.
CHEMICAL- DRUGS & ol
303 PHARMACEUTICALS Albendazole Identification test(A) by IR | Spectra Page No. 490)
(Volume-II)
IP (Page No. 1402), (Ref.
CHEMICAL- DRUGS & A
304 PHARMACEUTICALS Alprazolam Identification test(A) by IR | Spectra Page No. 494)
(Volume-Il)
o s IP (Page No. 1529) (Ref.
CHEMICAL- DRUGS & Identification test (A) by
305 PHARMACEUTICALS Atenolol IR Spectra Page No. 512)
(Volume-I)
CHEMICAL- DRUGS & . . IP (Page No. 1536) :
306 PHARMACEUTICALS Atorvastatin Calcium Tablet 20 mg - IP Assay Volume-ll
Related Substance --
CHEMICAL- DRUGS & . BP, Volume -I (Page No.
307 PHARMACEUTICALS Benzyl Alcohol BP Impurity area less than 288)
RT of Benzyl alcohol
Related Substance for
308 CHEMICAL- DRUGS & Benzyl Alcohol BP Impurity area greater BP Volume -I (Page No.

PHARMACEUTICALS

than RT of Benzyl Alcohol

288)
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CHEMICAL- DRUGS & Related Substance for BP Volume -I (Page No.
309 |pyaRMACEUTICALs | BEN2y! Alcohol BP Impurity B 288)
CHEMICAL- DRUGS & Related Substance for BP, Volume -I (Page No.
310 |pyarmACEUTICALs | BENZY! Alcohol BP Impurity-A 288)
CHEMICAL- DRUGS & -~ IP (General chapter 3.1,
311 PHARMACEUTICALS Drug Substance-API IR Test for Identification Page No. 481) Volume-|
IP (Page No. 2364) (Ref.
CHEMICAL- DRUGS & b .
312 PHARMACEUTICALS Fluconazole Identification test(A) by IR | Spectra Page No. 638)
Volume-Il
IP (Page No. 2571) (Ref.
CHEMICAL- DRUGS & e N
313 PHARMACEUTICALS Ibuprofen Identification test(A) by IR | Spectra Page No. 667)
Volume-I|
Absence of Low Molecular
CHEMICAL- DRUGS & . 8
314 PHARMACEUTICALS Iron sucrose injection USP Weight [FE (II)] and USP 46
[FEOQ(I)]
Identification C -Molecular
CHEMICAL- DRUGS & I . =
315 PHARMACEUTICALS Iron sucrose injection USP WelghF Detelrn'n.matlon USP 46
(Polydispersibility)
CHEMICAL- DRUGS & . Identification C -Molecular
316 | pHARMACEUTICALS | 'ron sucrose injection USP Weight Determination USP g6
CHEMICAL- DRUGS & g P 7P
317 PHARMACEUTICALS Iron sucrose injection USP Limit of Iron Fe - Il USP 46
Identification C -Molecular
CHEMICAL- DRUGS & C L : By
318 PHARMACEUTICALS Iron sucrose injection USP Weight Determination USP 46
(Molecular No.)
IP (Page No. 2874) (Ref.
CHEMICAL- DRUGS & . . P
319 PHARMACEUTICALS Metformin Hydrochloride Identification test(A) by IR | Spectra Page No. 708)
Volume-Il
. . STP No. ARL/STP/QC/687-
320 EHEIF\{AI\I/IC:CLEL?TF%AGLSS& Metformin Hydrochloride yﬂztﬂhA]':#';reoso_d'_ 02;Effective
y Date:06/05/2022
IP (Page No. 2922) (Ref.
CHEMICAL- DRUGS & . et
321 PHARMACEUTICALS Metronidazole Identification test(A) by IR (S\EJOelatr;ate?)ge No. 716)
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CHEMICAL- DRUGS & s Residual Solvent for

322 | pHaRMACEUTICALs | Mupirocin USP Ehylacetate USP-46
CHEMICAL- DRUGS & A, Residual Solvent for n-

323 | pHARMACEUTICALs | Mupirocin USP Heptane USP-46

IP (Page No. 3068) (Ref.
CHEMICAL- DRUGS & v S e
324 PHARMACEUTICALS Nifedipine Identification test(A) by IR | Spectra Page No. 735),
Volume-lll
IP (Page No. 3083) (Ref.
CHEMICAL- DRUGS & i A
325 PHARMACEUTICALS Norfloxacin Identification test(A) by IR | Spectra Page No. 739),
Volume-lll
IP (Page No. 3103) (Ref.
CHEMICAL- DRUGS & . . %,
326 PHARMACEUTICALS Ofloxacin Identification test(A) by IR | Spectra Page No. 741),
Volume-lll
IP (Page No. 3116) (Ref.
CHEMICAL- DRUGS & .
327 PHARMACEUTICALS Omeprazole Identification test(A) by IR | Spectra Page No. 743),
Volume-lll
IP (Page No. 3192) (Ref.
CHEMICAL- DRUGS & e A
328 PHARMACEUTICALS Paracetamol Identification test(A) by IR | Spectra Page No. 753),
Volume-lll
CHEMICAL- DRUGS & . IP Page No. 3255
329 PHARMACEUTICALS Phenylephrine HCI-IP Related Substance (Volume-Ill)
IP (Page No. 3459) (Ref.
CHEMICAL- DRUGS & ™~ 4
330 PHARMACEUTICALS Ranitidine HCI Identification test(A) by IR | Spectra Page No. 791),
(Volume-IIl)
CHEMICAL- DRUGS & NDMA:N-Nitroso-di STP No.:

331 i Ranitidine HCL Tablet o 4 ARL/STP/QC/599-03;Effect
PHARMACEUTICALS methylamine ive Date:23/06/2021
CHEMICAL- DRUGS & - . NDMA:N-Nitroso-di- STP No.: ARL/STP/QC/599-

332 | pHaRMACEUTICALs | Ranitidine hydrochloride methylamine 0;Effective Date:05/2021
CHEMICAL- DRUGS & . Nitroso Ranolazine Stage-

333 PHARMACEUTICALS Ranolazine Tablets I ARL/STP/QC/0882-00
CHEMICAL- DRUGS & | .. N BP, Volume-Il Page No.

334 PHARMACEUTICALS Sildenfil Citrate - BP Assay 887
CHEMICAL- DRUGS & ! N IP (Page No. 3664) :

335 | pHARMACEUTICALs | Streptokinase Injection PH Volume-II
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336 CHEMICAL- DRUGS & Streptokinase Iniection PMS (Channel Size : 10 IP (General Chapter Page
PHARMACEUTICALS P J um) No. 368) : Volume-|
CHEMICAL- DRUGS & . y N . IP (General Chapter Page

337 PHARMACEUTICALS Streptokinase Injection PMS (Channel size-25 ym) No. 368) :Volume-|

IP (Page No. 3806) (Ref.
CHEMICAL- DRUGS & [ . e i
338 PHARMACEUTICALS Tinidazole Identification test(A) by IR | Spectra Page No. 837):
Volume-lll
IP (Page No. 4935) (Ref.
CHEMICAL- DRUGS & . . A ;
339 PHARMACEUTICALS Trimethoprim Identification test(A) by IR | Spectra Page No. 849) :
Volume-IV
CHEMICAL- DRUGS & :
340 PHARMACEUTICALS Valacyclovir Tablets 1000mg NDMA content by GC-MS | AD/FSR/2022/005-00
IP (Page No. 3915) (Ref.
CHEMICAL- DRUGS & ; s . - _
341 PHARMACEUTICALS Valproic Acid Identification test(A) by IR | Spectra Page No. 856) :
(Volume-IIl)
IP (Page No. 3985) (Ref.
CHEMICAL- DRUGS & |-, 1 o ;
342 PHARMACEUTICALS Zidovudine Identification test(A) by IR | Spectra Page No. 862) :
Volume-lll
CHEMICAL- FOOD &

343 | AGRICULTURAL All beverages (Non-alcoholic) Added Coloring Matter ;zf’j’?t'iv'\ng‘g:' ‘e’f,\fgogl
PRODUCTS s rage o.
CHEMICAL- FOOD & FSSAI Manual of

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

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

346 AGRICULTURAL All Edible Oils & Fats Added Coloring Matter IS 548 (Part-I)
PRODUCTS
CHEMICAL- FOOD & . ) .

347 | AGRICULTURAL All edible Oils & Fats Adulteralign test : Castor [F5o4) Markal for Olls &
PRODUCTS » rage o

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




NAaBL

Laboratory Name :

Accreditation Standard
Certificate Number

BT g,
v, - -
-
= p .
N 2 . 4
- s =
- -~ L=y 3
z Y

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-14775

Page No

56 of 124

Validity 28/10/2024 to 27/10/2028 Last Amended on -
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- FOOD & . .
348 | AGRICULTURAL All Edible Oils & Fats gﬂ“'terat"’“ (st Sesame :‘f{AP'aM:“,\“‘g' ;%r Oils &
PRODUCTS - rage No.
CHEMICAL- FOOD & ! ) .
349 | AGRICULTURAL All Edible Oils & Fats ?gé‘('jtiirft'on teRt: Cotleg EgSAp'aMZ“,\“‘g' ;%r Oils &
PRODUCTS » rage No.
CHEMICAL- FOOD & ; . .
350 | AGRICULTURAL All Edible Oils & Fats ﬁdg'rtoecra:r?iz e EgEAF',aMznﬁg' ;"; Oils &
PRODUCTS y Yy ; Pag .
CHEMICAL- FOOD & : s .
351 | AGRICULTURAL All Edible Oils & fats gﬂ“'terat'on Jesk Migset Eg?AF',aMZ”,;‘S' g%r Oils &
PRODUCTS » rage No.
CHEMICAL- FOOD & . A .
352 | AGRICULTURAL All Edible Oils & Fats ’;‘r’:r:tgrift'on Tiegt: Hyce EgtSfAF',aMZ“ﬁg' tor Oils &
PRODUCTS - rage No.
CHEMICAL- FOOD & ,
353 | AGRICULTURAL All Edible Oils & Fats Argemone Test Eiﬁ‘}',a““ae”,;‘g" g%r Oils &
PRODUCTS - rage No.
CHEMICAL- FOOD &
354 AGRICULTURAL All Edible oils & Fats Flavouring Substance IS 548 (Part-I)
PRODUCTS
CHEMICAL- FOOD &
355 AGRICULTURAL All Edible Oils & Fats Foreign Matter IS 548 (Part-I)
PRODUCTS
CHEMICAL- FOOD & .
356 | AGRICULTURAL All Edible Oils & Fats Linseed Oil EgEAF',aMZ”ﬁj' Z%r Oils &
PRODUCTS » rage No.
CHEMICAL- FOOD & .
357 | AGRICULTURAL All Edible Oils & Fats Rancidity Eg?AF',aM:”,;‘S' ;%r Oils &
PRODUCTS - rage No.
CHEMICAL- FOOD &
358 AGRICULTURAL All Edible Oils & Fats Separated Water IS 548 (Part-I)
PRODUCTS
CHEMICAL- FOOD & FSSAI Manual of Fruit &
359 AGRICULTURAL All Fruit & Fruit Product pH Vegetable Products; Page
PRODUCTS No. 11
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CHEMICAL- FOOD & FSSAI Manual of Fruit &
360 AGRICULTURAL All Fruit & Fruit Products Synthetic Colour Vegetable Products; Page
PRODUCTS No. 86
CHEMICAL- FOOD & FSSAI Manual of Fruit &
361 AGRICULTURAL All Fruits & Fruit Products Acid Insoluble Ash Vegetable Products; Page
PRODUCTS No. 35
CHEMICAL- FOOD & FSSAI Manual of Fruit &
362 AGRICULTURAL All Fruits & Fruit Products Acidity Vegetable Products; Page
PRODUCTS No. 12
CHEMICAL- FOOD & FSSAI Manual of Fruit &
363 AGRICULTURAL All Fruits & Fruit Products Moisture Vegetable Products; Page
PRODUCTS No. 34
CHEMICAL- FOOD & FSSAI Manual of Fruit &
364 AGRICULTURAL All Fruits & Fruit Products Reducing Sugars Vegetable Products; Page
PRODUCTS No. 15
CHEMICAL- FOOD & FSSAI Manual of Fruit &
365 AGRICULTURAL All Fruits & Fruit products Salt (as NaCl) Vegetable Products; Page
PRODUCTS No. 9
CHEMICAL- FOOD & .
366 | AGRICULTURAL All Fruits & Fruit Products Starch B 20th Edition.
PRODUCTS ;
CHEMICAL- FOOD & FSSAI Manual of Fruit &
367 AGRICULTURAL All Fruits & Fruit Products Titratable Acidity Vegetable Products; Page
PRODUCTS No. 42
CHEMICAL- FOOD & FSSAI Manual of Fruit &
368 AGRICULTURAL All Fruits & Fruit Products Total Ash Vegetable Products; Page
PRODUCTS No. 35
CHEMICAL- FOOD &
369 AGRICULTURAL All Fruits & Fruit Products Total Soluble Solids (Brix) |1S 5861, Appendix B
PRODUCTS
CHEMICAL- FOOD & FSSAI Manual of Fruit &
370 AGRICULTURAL All Fruits & Fruit Products Total Sugar Vegetable Products; Page
PRODUCTS No. 15
CHEMICAL- FOOD &
371 AGRICULTURAL All Nuts & Not Products Living Insects Codex Stan 67
PRODUCTS
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CHEMICAL- FOOD &

FSSAI Manual of Cereal &

372 AGRICULTURAL All Nuts & Nut Products Added Coloring Matter Cereal Products; Page No.
PRODUCTS 5
CHEMICAL- FOOD & FSSAI Manual of Cereal &

373 AGRICULTURAL All Nuts & Nut Products Dead Insects Cereal Products; Page No.
PRODUCTS 5
CHEMICAL- FOOD &

374 AGRICULTURAL All Nuts & Nuts Products Insect Fragments IS 3579
PRODUCTS
CHEMICAL- FOOD & FSSAI Manual of Cereal &

375 AGRICULTURAL All Nuts & Nuts Products Rodent Contamination Cereal Products; Page No.
PRODUCTS 5
CHEMICAL- FOOD & b . .

376 AGRICULTURAL ﬁ!lgﬁelze;'roljjirgss' Condiments, Seasonings & Added coloring matter ;ﬁﬁlivl\gznual of Food
PRODUCTS
CHEMICAL- FOOD & : 1 . ) .

377 AGRICULTURAL All Spices, Herbs, Condiments, Seasonings & Excreta Mammalian ASTA; Analytlca.\I.Methods

Related Products Manual, 4th Edition
PRODUCTS
CHEMICAL- FOOD & . . . i .

378 AGRICULTURAL ﬁglggége;,rol-&rgss, Condiments, Seasonings & Excreta, Others Qi‘gﬁ,a?n4zllgté%?tli24nethods
PRODUCTS '

CHEMICAL- FOOD & 3 . .

379 | AGRICULTURAL ﬁgé?gf;'m":ﬁrgz Sppdiments; Seasonings & Foreign starch IS 7807 Clause 8
PRODUCTS
CHEMICAL- FOOD & FSSAI Manual of

380 AGRICULTURAL All Sugar & Sugar Products Extraneous Matter Beverages, Sugar &
PRODUCTS Confectionery Products
CHEMICAL- FOOD & FSSAI Manual of Fruit &

381 AGRICULTURAL All vegetables and Vegetable Products Added Colouring matter |Vegetable Products; Page
PRODUCTS No. 86
CHEMICAL- FOOD & i .

382 | AGRICULTURAL All Vegetables and Vegetable Products ﬁrtg:]‘;'a' Sweetening ;ﬁf\t'iv'\ng“;g' gfl\fgofs
PRODUCTS 9 » rage o
CHEMICAL- FOOD & I . . . .

383 AGRICULTURAL Blscglts, Cookle;s, Bread, Cookies M|>§, Ngnkhatal, Added Colouring matter FSSAI. Marwal of Food
PRODUCTS Khari, Bread Sticks, Toast & Wafer Biscuit Additives; Page No. 82
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CHEMICAL- FOOD & Biscuits, Cookies, Bread, Cookies Mix, Nankhatai, |Artificial sweetening FSSAI Manual of Food
384 AGRICULTURAL Khari, Bread Sticks, Toast & Wafer Biscuit agent Additives; Page No. 45
PRODUCTS : : g ; Pag .
CHEMICAL- FOOD & Rodent Hair - Excreta - FSSAI Manual of Cereal &
385 AGRICULTURAL Cereal Products Flours & its products Iheect Mdstach Cereal Products; Page No.
PRODUCTS 5
CHEMICAL- FOOD & FSSAI Manual of Cereal &
386 AGRICULTURAL Cereal Products Flours & its products: Added Coloring matter Cereal Products; Page No.
PRODUCTS 53
CHEMICAL- FOOD & FSSAI Manual of Cereal &
387 AGRICULTURAL Cereal Products Flours & its products: Gluten (Dry & Wet) Cereal Products; Page
PRODUCTS No.17
CHEMICAL- FOOD & Microscopic Examination / FSSAI Manual of Cereal &
388 AGRICULTURAL Cereal Products Flours & its products: Foreign Sptarch Cereal Products; Page No.
PRODUCTS 9 36
CHEMICALRFOORE & Alcoholic Acidit
389 AGRICULTURAL Cereal Products Flours & its products: B rossedlas H§SO4 IS 1155, Appendix F
PRODUCTS P
CHEMICAL- §OOD & Alcoholic Acidit
390 AGRICULTURAL Cereal Products Flours & its products: dorebcodns H§SO4 IS 1155, Appendix F
PRODUCTS P
CHEMICAL- FOOD &
391 AGRICULTURAL Cereal Products Flours & its products: Ash insoluble in dil HCI IS 1155, Appendix C
PRODUCTS
CHEMICAL- FOOD &
392 AGRICULTURAL Cereal Products Flours & its products: Crude Fibre IS 1155, Appendix E
PRODUCTS
CHEMICAL- FOOD &
393 AGRICULTURAL Cereal Products Flours & its products: Fat IS 4684, Appendix F
PRODUCTS
CHEMICAL- FOOD &
394 AGRICULTURAL Cereal Products Flours & its products: Moisture IS 1155, Appendix A
PRODUCTS
CHEMICAL- FOOD &
395 AGRICULTURAL Cereal Products Flours & its products: Protein IS 7219, Clause 8
PRODUCTS
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CHEMICAL- FOOD &
396 AGRICULTURAL Cereal Products Flours & its products: Sieve test IS 1155, Appendix G
PRODUCTS
CHEMICAL- FOOD &
397 AGRICULTURAL Cereal Products Flours & its products: Total Ash IS 1155, Appendix B
PRODUCTS
CHEMICAL- FOOD & FSSAI Manual of Cereal &
398 AGRICULTURAL Cereal, Food Grain, Pulses & Seeds Added Coloring matter Cereal Products; Page No.
PRODUCTS 53
CHEMICAL- FOOD & FSSAI Manual of Cereal &
399 AGRICULTURAL Cereal, Food Grain, Pulses & Seeds Admixture Cereal Products; Page No.
PRODUCTS 4
CHEMICAL- FOOD &
400 AGRICULTURAL Cereal, Food Grain, Pulses & Seeds Damaged Grains IS 4333 (Part-1) Clause 6.3
PRODUCTS
CHEMICAL- FOOD &
401 AGRICULTURAL Cereal, Food Grain, Pulses & Seeds Fat IS 3579, Clause 5.2
PRODUCTS
CHEMICAL- FOOD & Foreign matter / FSSAI Manual of Cereal &
402 AGRICULTURAL Cereal, Food Grain, Pulses & Seeds Extra?\eous mater Cereal Products; Page No.
PRODUCTS 3
CHEMICAL- FOOD &
403 AGRICULTURAL Cereal, Food Grain, Pulses & Seeds Green Grains IS 4333 (Part-1) Clause 6.3
PRODUCTS
CHEMICAL- FOOD & FSSAI Manual of Cereal &
404 AGRICULTURAL Cereal, Food Grain, Pulses & Seeds Inorganic Matter Cereal Products; Page No.
PRODUCTS 3
CHEMICAL- FOOD & FSSAI Manual of Cereal &
405 AGRICULTURAL Cereal, Food Grain, Pulses & Seeds Insect Infestation Cereal Products; Page No.
PRODUCTS 5
CHEMICAL- FOOD & FSSAI Manual of Cereal &
406 AGRICULTURAL Cereal, Food Grain, Pulses & Seeds Mineral Matter Cereal Products; Page No.
PRODUCTS 3
CHEMICAL- FOOD & FSSAI Manual of Cereal &
407 AGRICULTURAL Cereal, Food Grain, Pulses & Seeds Moisture Cereal Products; Page No.
PRODUCTS 8
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CHEMICAL- FOOD &

FSSAI Manual (Method of

408 AGRICULTURAL Cereal, Food Grain, Pulses & Seeds Other edible grains Analysis of Food, food
PRODUCTS Additives Page No. 81
CHEMICAL- FOOD & FSSAI Manual of Cereal &

409 AGRICULTURAL Cereal, Food Grain, Pulses & Seeds Rodent Hair & Excreta Cereal Products; Page
PRODUCTS No.4
CHEMICAL- FOOD &

410 AGRICULTURAL Cereal, Food Grain, Pulses & Seeds Weeviled Grains IS 4333 (Part-1) Clause 6.3
PRODUCTS
CHEMICAL- FOOD & FSSAI Manual of Cereal &

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

Cream, Malai, Curd (Dahi), Ghee, Paneer, Cheese,
Butter Oil & Butter Evaporated/ Condensed Milk,
412 ggg?’gﬁf.:_‘uggl(_m & Whey Product, Ice Cream, Frozen Desert, Burfi, Bidedcolohindthatler FSSAI Manual of Food
PRODUCTS Peda, Gulab Jamun, Halwa, Shrikhand. Rasgolla, 9 Additives; Page No. 81
Dairy Based Drink, Chocolate Drink, Milk Shake,
Khoa, Chakka, Channa, Yoghurt
Cream, Malai, Curd (Dahi), Ghee, Paneer, Cheese,
Butter Oil & Butter Evaporated/ Condensed Milk,
CHEMICAL- FOD & Whey Product, Ice Cream, Frozen Desert, Burfi, Artificial Sweetening FSSAI Manual of Food

413 AGRICULTURAL : g -

PRODUCTS Peqla, GuIabJamun, Halwa, Shrllghand..Rasgolla, agent Additives; Page No. 45
Dairy Based Drink, Chocolate Drink, Milk Shake,
Khoa, Chakka, Channa, Yoghurt

CHEMICAL- FOOD & Food Stuff: Nutritional values for labeling snacks,

414 AGRICULTURAL Ready to cook products, Processed Food, Carbohydrates IS 1656
PRODUCTS Thermally Processed Food.

CHEMICAL- FOOD & [ Food Stuff: Nutritional values for labeling snacks,

415 AGRICULTURAL Ready to cook products, Processed Food, Crude Fiber IS 1155 (Appendix -E)
PRODUCTS Thermally Processed Food.

CHEMICAL- FOOD & Food Stuff: Nutritional values for labeling snacks,

416 AGRICULTURAL Ready to cook products, Processed Food, Proteins IS 6287 (Clause 11)
PRODUCTS Thermally Processed Food.

CHEMICAL- FOOD & Food Stuff: Nutritional values for labeling snacks,

417 AGRICULTURAL Ready to cook products, Processed Food, Sugar IS 1163 (Annex. D)
PRODUCTS Thermally Processed Food.
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CHEMICAL- FOOD & Food Stuff: Nutritional values for labeling snacks, IS 1527 (Annexure D Page

418 AGRICULTURAL Ready to cook products, Processed Food, Total Fats No. 4) 9
PRODUCTS Thermally Processed Food. '

CHEMICAL- FOOD &

419 AGRICULTURAL Gheee Baudouin Test IS 3508, Clause 21
PRODUCTS
CHEMICAL- FOOD & |lodized Salt / Vacuum Evaporated lodized Salt /

420 AGRICULTURAL Refined lodized Salt/Edible Common Salt / Iron Iron (as Fe) IS 7224, Annex M
PRODUCTS Fortified lodized Salt (Double Fortified Salt)

CHEMICAL- FOOD & |lodized Salt / Vacuum Evaporated lodized Salt /

421 AGRICULTURAL Refined lodized Salt/Edible Common Salt / Iron Potassium Ferrocyanide |IS 7224, Annex B

PRODUCTS Fortified lodized Salt (Double Fortified Salt)
Jam, Jelly, Chutney, Pickles, Squashes, Crushes,
CHEMICAL- FOOD & | Syrup, Sharbat, Juices, Coconut Water & Barley/ FSSAI Manual of Fruit &

422 AGRICULTURAL Beverages- Drink, Pulp & Ready to Added Colouring Matter | Vegetable Products; Page
PRODUCTS Drink/Processed Fruits- Thermally, Frozen, No. 86

Canned & Dehydrated Fruit - Ready to eat
Jam, Jelly, Chutney, Pickles, Squashes, Crushes,
CHEMICAL- FOOD & | Syrup, Sharbat, Juices, Coconut Water & Barley/ e J

423 | AGRICULTURAL Beverages- Drink, Pulp & Ready to ﬁrtgct'a' Spa=tening ;szf\t'iv'\ng‘g:' gf£g°25
PRODUCTS Drink/Processed Fruits- Thermally, Frozen, 9 »rag '

Canned & Dehydrated Fruit - Ready to eat
CHEMICAL- FOOD & FSSAI Manual for Milk &

424 AGRICULTURAL Milk Raw, Processed, Pasturised, Flavoured Milk | Added formalin Milk Products; Page No.
PRODUCTS 28
CHEMICAL- FOOD & FSSAI Manual for Milk &

425 AGRICULTURAL Milk Raw, Processed, Pasturised, Flavoured Milk | Added Glucose Milk Products; Page No.
PRODUCTS 17
CHEMICAL- FOOD & .

426 AGRICULTURAL Milk Raw, Processed, Pasturised, Flavoured Milk | Added Urea :\:,IS”?(AFl,rl\ggzgfsl_fsar N:'EO&B
PRODUCTS - rage o.
CHEMICAL- FOOD & FSSAI Manual for Milk &

427 AGRICULTURAL Milk Raw, Processed, Pasturised, Flavoured Milk | Ammonium Sulphate Milk Products; Page No.
PRODUCTS 15
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CHEMICAL- FOOD & .
428 AGRICULTURAL Milk Raw, Processed, Pasturised, Flavoured Milk | Cane Sugar EASiiAllrhggzgfsl-fs; Ivéll:\(‘o& 9
PRODUCTS » rage fo.
CHEMICAL- FOOD & FSSAI Manual for Milk &
429 AGRICULTURAL Milk Raw, Processed, Pasturised, Flavoured Milk | Cellulose Milk Products; Page No.
PRODUCTS 12
CHEMICAL- FOOD & FSSAI Manual for Milk &
430 AGRICULTURAL Milk Raw, Processed, Pasturised, Flavoured Milk | Detergents Milk Products; Page No.
PRODUCTS 26
CHEMICAL- FOOD & .
431 AGRICULTURAL Milk Raw, Processed, Pasturised, Flavoured Milk | Dulcin II\:,IS”?(AFL:\QSE??S' for Milk &
PRODUCTS
CHEMICAL- FOOD & FSSAI Manual for Milk &
432 AGRICULTURAL Milk Raw, Processed, Pasturised, Flavoured Milk | Foreign Fat Milk Products; Page No.
PRODUCTS 19
CHEMICAL- FOOD & FSSAI Manual for Milk &
433 AGRICULTURAL Milk Raw, Processed, Pasturised, Flavoured Milk | Saccharin Milk Products; Page No.
PRODUCTS 32
CHEMICAL- FOOD & FSSAI Manual for Milk &
434 AGRICULTURAL Milk Raw, Processed, Pasturised, Flavoured Milk | Sodium Chloride Milk Products; Page No.
PRODUCTS 18
CHEMICAL- FOOD & FSSAI Manual for Milk &
435 AGRICULTURAL Milk Raw, Processed, Pasturised, Flavoured Milk | Starch Milk Products; Page No.
PRODUCTS 11
CHEMICAL- FOOD &
436 AGRICULTURAL Milk Raw, Processed, Pasturised, Flavoured Milk Neutralizers IS 1479 (Part 1) Clause 19
PRODUCTS
CHEMICAL- FOOD & FSSAI Manual for Milk &
437 AGRICULTURAL Oil and oil products. Rancidity Milk Products; Page No.
PRODUCTS 134
CHEMICAL- FOOD & Snacks, Convenience Products/ Ready to Eat FSSAl Manual of Food
438 AGRICULTURAL Products, Ready To Cook Products - Fried Items, |Added coloring Matter Additives: Page No. 81
PRODUCTS Namkeens-Farsan, Chivada & Khakhra s Fag '
CHEMICAL- FOOD & Snacks, Convenience Products/ Ready to Eat o .
439 | AGRICULTURAL Products, Ready To Cook Products - Fried Items, ﬁrtéﬁnct'a' Swegtening ;ﬁf\t'iv'\gasnua' of Food
PRODUCTS Namkeens-Farsan, Chivada & Khakhra 9
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CHEMICAL- FOOD &

Snacks, Convenience Products/ Ready to Eat

FSSAI Manual of Cereal &

440 AGRICULTURAL Products, Ready To Cook Products - Fried Items, |Extraneous Matter Cereal Products; Page No.
PRODUCTS Namkeens-Farsan, Chivada & Khakhra 3
CHEMICAL- FOOD & | Snacks, Convenience Products/ Ready to Eat FSSAI Manual of Cereal &

441 AGRICULTURAL Products, Ready To Cook Products - Fried Items, |Insect Infestation Cereal Products; Page No.
PRODUCTS Namkeens-Farsan, Chivada & Khakhra 5
CHEMICAL- FOOD & | Snacks, Convenience Products/ Ready to Eat

442 AGRICULTURAL Products, Ready To Cook Products - Fried Items, |Natural Color ;ziiAtlivl\gzr]ggl Zfl\llzgogl
PRODUCTS Namkeens-Farsan, Chivada & Khakhra s rag '
CHEMICAL- FOOD & ] .

e |aGcuTURAL _|50021Boled Cofeconer o & M AN, | coang wamer [ FSS M oot
PRODUCTS 9% ' s rage o.
CHEMICALRFOODA4 Sugar Boiled Confectionery Hard & Soft Candy, Artificial Sweetening FSSAI Manual of Food

444 AGRICULTERAL Lozenges, Chocolate, Toffees Agent Additives; Page No. 45
PRODUCTS S=S ' 9 s rage o.
CHEMICAL- FOOD & . .

a5 [GRICULTURAL |09 Bolled ConectonenyHord  Soft andy, et £ An0Us 153006 Ciuse 5
PRODUCTS % '

CHEMICAL- FOOD &

446 AGRICULTURAL Tea Iron fillings IS 3633, Appendix H
PRODUCTS
CHEMICAL- FOOD & .

447 | AGRICULTURAL Turmeric powder. Lead Chromate Test Eiig:x::tia' for Spices &
PRODUCTS
CHEMICAL- FOOD & FSSAI Manual 10:2015

448 AGRICULTURAL Whole and Powder for Turmeric/Ginger Extraneous Matter (Spices and Condiments)
PRODUCTS Method 2.0

Extractable & Leachable
Nodular Head, Bone Screw, Cement Restrictor, test by L@"MS/MS [Citric
acid, Benzoic acid,
Uncemented Femoral stem, Cemented Femoral
stem, Orthopedic Devices, Joints, Plates, Nails Butylh.ydro.xytolueng,
aa9  |CHEMICAL- METALS & |5 i0es with needles, Hypodermic Needles, Glycolic acid, Ferrulic 1,54 19993.17

ALLOYS

Coronary stents, Drug Eluting stents, I.V.
Cannula, Heart Valves, Internal Prosthetic
Replacements, Ablation Device, Copper T

acid, Alkonol, Tri-
isopropanol amine,
tris(2,4-di-tert.- butyl
phenyl) phosphite &
Bisphenol).
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Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral
stem, Orthopedic Devices, Joints, Plates, Extractable and
450 EEES"J%AL METALS & Nails,Syringes with needles, Hypodermic Leachable Elements: ISO 10993-17
Needles,Coronary stents, Drug Eluting stents,l.V. |Copper (Cu)
Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral
stem, Orthopedic Devices, Joints, Plates, Extractable and
451 EEE(I;AYIgAL METALS & Nails,Syringes with needles, Hypodermic Leachable Elements: ISO 10993-17
Needles,Coronary stents, Drug Eluting stents,l.V. |Mercury (Hg)
Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral
stem, Orthopedic Devices, Joints, Plates, Extractable and
452 EEESAJgAL METALS'S: Nails,Syringes with needles, Hypodermic Leachable Elements: ISO 10993-17
Needles,Coronary stents, Drug Eluting stents,l.V. |Silver (Ag)
Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral
stem, Orthopedic Devices, Joints, Plates, Extractable and
453 EEES"J%AL METRLS § Nails,Syringes with needles, Hypodermic Leachable Elements: ISO 10993-17
Needles,Coronary stents, Drug Eluting stents,l.V. |Arsenic (As)
Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral
stem, Orthopedic Devices, Joints, Plates, Extractable and
454 CHEMICAL- METALS & Nails,Syringes with needles, Hypodermic Leachable Elements: ISO 10993-17

ALLOYS

Needles,Coronary stents, Drug Eluting stents,l.V.

Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T

Cobalt (Co),
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455

CHEMICAL- METALS &
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: Gold
(Au)

SO 10993-17

456

CHEMICAL- METALS &
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:
Nickel (Ni)

SO 10993-17

457

CHEMICAL- METALS &
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:
Palladium (Pd)

ISO 10993-17

458

CHEMICAL- METALS &
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:
Selenium (Se)

SO 10993-17

459

CHEMICAL- METALS &
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:
Thallium (TI)

SO 10993-17
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460

CHEMICAL- METALS &
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: Tin
(Sn)

SO 10993-17

461

CHEMICAL- METALS &
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:
Antimony (Sb)

SO 10993-17

462

CHEMICAL- METALS &
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:
Cadmium (Cd)

ISO 10993-17

463

CHEMICAL- METALS &
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:
Lithium (Li)

SO 10993-17

464

CHEMICAL- METALS &
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)

SO 10993-17
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465

CHEMICAL- METALS &
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:
Osmium (Os)

SO 10993-17

466

CHEMICAL- METALS &
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:
Vanadium (V)

SO 10993-17

467

CHEMICAL- METALS &
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:Lead
(Pb)

ISO 10993-17

468

CHEMICAL- METALS &
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:Platinum (Pt)

SO 10993-17

469

CHEMICAL- METALS &
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:Rhodium (Rh)

SO 10993-17
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Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral
stem, Orthopedic Devices, Joints, Plates, Extractable and
470 E'E'ES"J?AL METALS & I\ ails, Syringes with needles, Hypodermic Leachable IS0 10993-17
Needles,Coronary stents, Drug Eluting stents,l.V. |Elements:Ruthenium (Ru)
Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Extractable & Leachable
by GC-MS/MS -
Identification of molecules
[Propanol, Ethyl acetate,
Nodular Head, Bone Screw, Cement Restrictor, Met?]yll ac;ztate, Tert-Bryl
Uncemented Femoral stem, Cemented Femoral methyl efietgilexgne,
stem, Orthopedic Devices, Joints, Plates Ethanol, Propapol,
CHEMICAL- METALS & o ) / ’ ! Heptane, N- Dimethyl
471 ALLOYS Nails,Syringes with needles, Hypodermic Formamide. Toluene ISO 10993-17
Needles,Coronary stents, Drug Eluting stents,L.V. ichl 1 i
Cannula, Heart Valves,Internal Prosthetic RiEniojomethane,
) . Chloroform, Ethylene,
Replacements,Ablation Device, Copper T P
ropylene, Styrene,
Phenol, Ethylene glycol,
Vinyl chloride, Acetonitrile
& Total petroleum
hydrocarbons (TPHs).]
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral
stem, Orthopedic Devices, Joints, Plates, Extractable and
472 EEES"JSAL METARRE Nails,Syringes with needles, Hypodermic Leachable Elements: ISO 10993-17
Needles,Coronary stents, Drug Eluting stents,l.V. |Iridium (Ir)
Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral
stem, Orthopedic Devices, Joints, Plates, Extractable and
473 EEEngAL METALS & Nails,Syringes with needles, Hypodermic Leachable Elements: ISO 10993-17
Needles,Coronary stents, Drug Eluting stents,l.V. | Chromium (Cr)
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, Orthopedic Devices, Joint s, Plates, Nails, Extractable and
474 EEES"J%AL METALS & Syringes with needles, Hypodermic Needles, Leachable Elements: ISO 10993 - 17
Coronary stents, Drug Eluting stents, I.V. Copper (Cu) by ICP-MS
Cannula, Heart Valves, Internal Prosthetic
Replacements, Ablation Device, Copper T
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral
stem, Orthopedic Devices, Joint s, Plates, Nails, Extractable and
475 EEE(I;AYIgAL METALS & Syringes with needles, Hypodermic Needles, Leachable Elements: SO 10993 - 17
Coronary stents, Drug Eluting stents, I.V. Mercury (Hg) by ICP-MS
Cannula, Heart Valves, Internal Prosthetic
Replacements, Ablation Device, Copper T
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral
stem, Orthopedic Devices, Joints, Plates,
476 | CHEMICAL- METALS & [ aiis Syringes with needles, Hypodermic Needles, | Cobalt (Co) 150 10993-18
ALLOYS ;
Coronary stents, Drug Eluting stents, I.V.
Cannula, Heart Valves, Internal Prosthetic
Replacements, Ablation Device, Copper T
Chemical characterization
by GC-MS/MS -
Identification of molecules
[Propanol, Ethyl acetate,
Nodular Head, Bone Screw, Cement Restrictor, Methylacetaten] e-Buty|
methyl ether, Hexane,
Uncemented Femoral stem, Cemented Femoral hanol |
stem, Orthopedic Devices, Joints, Plates Ethanol, Propapo,
CHEMICAL- METALS & e . ! ' o Heptane, N- Dimethyl
477 Nails,Syringes with needles, Hypodermic X ISO 10993-18
ALLOYS ) Formamide, Toluene,
Needles,Coronary stents, Drug Eluting stents,L.V. X
. Dichloromethane,
Cannula, Heart Valves,Internal Prosthetic
) . Chloroform, Ethylene,
Replacements,Ablation Device, Copper T
Propylene, Styrene,
Phenol, Ethylene glycol,
Vinyl chloride, Acetonitrile
& Total petroleum
hydrocarbons (TPHs).]
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478

CHEMICAL- METALS &
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

Antimony (Sb)

SO 10993-18

479

CHEMICAL- METALS &
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

Arsenic (As)

SO 10993-18

480

CHEMICAL- METALS &
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

Copper (Cu)

SO 10993-18

481

CHEMICAL- METALS &
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

Gold (Au)

ISO 10993-18

482

CHEMICAL- METALS &
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

Iridium (Ir)

SO 10993-18
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483

CHEMICAL- METALS &
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

Lithium (Li)

SO 10993-18

484

CHEMICAL- METALS &
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

Mercury (Hg)

SO 10993-18

485

CHEMICAL- METALS &
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

Molybdenum (Mo)

SO 10993-18

486

CHEMICAL- METALS &
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

Nickel (Ni)

ISO 10993-18

487

CHEMICAL- METALS &
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

Osmium (Os)

SO 10993-18
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488

CHEMICAL- METALS &
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

Palladium (Pd)

SO 10993-18

489

CHEMICAL- METALS &
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

Platinum (Pt)

SO 10993-18

490

CHEMICAL- METALS &
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

Rhodium (Rh)

SO 10993-18

491

CHEMICAL- METALS &
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

Ruthenium (Ru)

ISO 10993-18

492

CHEMICAL- METALS &
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

Selenium (Se)

SO 10993-18
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493

CHEMICAL- METALS &
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

Silver (Ag)

SO 10993-18

494

CHEMICAL- METALS &
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

Thallium (TI)

SO 10993-18

495

CHEMICAL- METALS &
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

Tin (Sn)

SO 10993-18

496

CHEMICAL- METALS &
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

Vanadium (V)

ISO 10993-18

497

CHEMICAL- METALS &
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

Cadmium (Cd)

SO 10993-18
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Chemical characterization
Nodular Head, Bone Screw, Cement Restrictor, by LC'.MS/MS [Citric acid,
Benzoic acid,
Uncemented Femoral stem, Cemented Femoral
stem, Orthopedic Devices, Joints, Plates Bayyiyaiipigjtolueny,
CHEMICAL- METALS & o gl - : ’ ! Glycolic acid, Ferrulic
498 ALLOYS Nails,Syringes with needles, Hypodermic acid. Alkonol. Tri- ISO 10993-18
Needles,Coronary stents, Drug Eluting stents,|.V. iso 'ro anol a;mine
Cannula, Heart Valves,Internal Prosthetic OPTORAN Y
Replacements,Ablation Device, Copper T L2, 4-Oiglert.JuiLy)
4 ' phenyl) phosphite &
Bisphenol).
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral
i stem, Orthopedic Devices, Joints, Plates,
499 CHEMICALIMETALS & Nails,Syringes with needles, Hypodermic Chromium (Cr) ISO 10993-18
ALLOYS i
Needles,Coronary stents, Drug Eluting stents,|.V.
Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral
i stem, Orthopedic Devices, Joints, Plates, : S |
500 EEECI;A;?AL RIETALS & Nails,Syringes with needles, Hypodermic Emy:ggg 8))::3: (rg(s)l;jue ISO 10993-7
Needles,Coronary stents, Drug Eluting stents,L.V. y
Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral
stem, Orthopedic Devices, Joints, Plates, Ethylene Oxide residue -
501 EII:EI;/IYISAL METALS & Nails,Syringes with needles, Hypodermic Ethylene Chlorohydrin ISO 10993-7
Needles,Coronary stents, Drug Eluting stents,l.V. |(ECH)
Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral
i stem, Orthopedic Devices, Joints, Plates, Extractable and
502 CHEMICAL- METALS & Nails,Syringes with needles, Hypodermic Leachable Elements: ISO 10993 - 17

ALLOYS

Needles,Coronary stents, Drug Eluting stents,|.V.

Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T

Cadmium (Cd) by ICP-MS
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Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral
i stem, Orthopedic Devices, Joints, Plates, Extractable and
503 EEES"J%AL METALS & Nails,Syringes with needles, Hypodermic Leachable Elements: Gold |ISO 10993 - 17
Needles,Coronary stents, Drug Eluting stents,l.V. |(Au) by ICP-MS
Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral
stem, Orthopedic Devices, Joints, Plates, Extractable and
504 EEE(I;AYIgAL METALS & Nails,Syringes with needles, Hypodermic Leachable Elements: SO 10993 - 17
Needles,Coronary stents, Drug Eluting stents,l.V. |Nickel (Ni) by ICP-MS
Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral
L stem, Orthopedic Devices, Joints, Plates, Extractable and
505 EEESAJgAL METALS'S: Nails,Syringes with needles, Hypodermic Leachable Elements: ISO 10993 - 17
Needles,Coronary stents, Drug Eluting stents,l.V. |Palladium (Pd) by ICP-MS
Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral
i stem, Orthopedic Devices, Joints, Plates, Extractable and
506 EEES"J%AL METRLS § Nails,Syringes with needles, Hypodermic Leachable Elements: ISO 10993 - 17
Needles,Coronary stents, Drug Eluting stents,l.V. |Ruthenium (Ru) by ICP-MS
Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement Restrictor,
Uncemented Femoral stem, Cemented Femoral
stem, Orthopedic Devices, Joints, Plates, Extractable and
507 CHEMICAL- METALS & Nails,Syringes with needles, Hypodermic Leachable Elements: SO 10993 - 17

ALLOYS

Needles,Coronary stents, Drug Eluting stents,l.V.

Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T

Silver (Ag) by ICP-MS
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CHEMICAL- METALS &

08 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

Lead (Pb)

SO 10993-18

CHEMICAL- METALS &

209 | 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

Thallium (TI) by ICP-MS

SO 10993 - 18

CHEMICAL- METALS &

210 faLiovs

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

Extractable and
Leachable Elements:
Arsenic (As) by ICP-MS

1SO 10993 - 17

CHEMICAL- METALS &

L aLiovs

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: Tin
(Sn) by ICP-MS

SO 10993 - 17

CHEMICAL- METALS &

212 aliovs

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

Antimony (Sb) by ICP-MS

SO 10993 - 18
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513

CHEMICAL- METALS &
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

Arsenic (As) by ICP-MS

SO 10993 - 18

514

CHEMICAL- METALS &
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

Cobalt (Co) by ICP-MS

SO 10993 - 18

515

CHEMICAL- METALS &
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

Copper (Cu) by ICP-MS

1SO 10993 - 18

516

CHEMICAL- METALS &
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:
Chromium (Cr) by ICP-MS

SO 10993 - 17

517

CHEMICAL- METALS &
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:
Antimony (Sb) by ICP-MS

SO 10993 - 17
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Nodular Head, Bone Screw, Cement
Restrictor,Uncemented Femoral stem, Cemented
i Femoral stem, Orthopedic Devices, Joints, Plates, |Extractable and
518 EEES"J%AL METALS & Nails,Syringes with needles, Hypodermic Leachable Elements: ISO 10993 - 17
Needles,Coronary stents, Drug Eluting stents,l.V. |Cobalt (Co) by ICP-MS
Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement
Restrictor,Uncemented Femoral stem, Cemented
Femoral stem, Orthopedic Devices, Joints, Plates, |Extractable and
519 EEE(I;AYIgAL METALS & Nails,Syringes with needles, Hypodermic Leachable Elements: SO 10993 - 17
Needles,Coronary stents, Drug Eluting stents,l.V. [lIridium (Ir) by ICP-MS
Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement
Restrictor,Uncemented Femoral stem, Cemented
L Femoral stem, Orthopedic Devices, Joints, Plates, |Extractable and
520 EEESAJgAL METALS'S: Nails,Syringes with needles, Hypodermic Leachable Elements: Lead | ISO 10993 - 17
Needles,Coronary stents, Drug Eluting stents,l.V. |(Pb) by ICP-MS
Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement
Restrictor,Uncemented Femoral stem, Cemented
i Femoral stem, Orthopedic Devices, Joints, Plates, |Extractable and
521 EEES"J%AL METRLS § Nails,Syringes with needles, Hypodermic Leachable Elements: ISO 10993 - 17
Needles,Coronary stents, Drug Eluting stents,l.V. |Lithium (Li) by ICP-MS
Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement
Restrictor,Uncemented Femoral stem, Cemented
Femoral stem, Orthopedic Devices, Joints, Plates, |Extractable and
522 CHEMICAL- METALS & Nails,Syringes with needles, Hypodermic Leachable Elements: SO 10993 - 17

ALLOYS

Needles,Coronary stents, Drug Eluting stents,l.V.
Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T

Osmium (Os) by ICP-MS
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Nodular Head, Bone Screw, Cement
Restrictor,Uncemented Femoral stem, Cemented
Femoral stem, Orthopedic Devices, Joints, Plates, |Extractable and
523 EEES"J%AL METALS & Nails,Syringes with needles, Hypodermic Leachable Elements: ISO 10993 - 17
Needles,Coronary stents, Drug Eluting stents,l.V. |Platinum (Pt) by ICP-MS
Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement
Restrictor,Uncemented Femoral stem, Cemented
Femoral stem, Orthopedic Devices, Joints, Plates, |Extractable and
524 EEE(I;AYIgAL METALS & Nails,Syringes with needles, Hypodermic Leachable Elements: SO 10993 - 17
Needles,Coronary stents, Drug Eluting stents,l.V. |Rodium (Rh) by ICP-MS
Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement
Restrictor,Uncemented Femoral stem, Cemented
Femoral stem, Orthopedic Devices, Joints, Plates, |Extractable and
525 EEESAJgAL METALS'S: Nails,Syringes with needles, Hypodermic Leachable Elements: ISO 10993 - 17
Needles,Coronary stents, Drug Eluting stents,l.V. |Selenium (Se) by ICP-MS
Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement
Restrictor,Uncemented Femoral stem, Cemented
Femoral stem, Orthopedic Devices, Joints, Plates, |Extractable and
526 EEES"J%AL METRLS § Nails,Syringes with needles, Hypodermic Leachable Elements: ISO 10993 - 17
Needles,Coronary stents, Drug Eluting stents,l.V. |Thallium (TI) by ICP-MS
Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
Nodular Head, Bone Screw, Cement
Restrictor,Uncemented Femoral stem, Cemented
Femoral stem, Orthopedic Devices, Joints, Plates, |Extractable and
527 EEESAJSAL METALS & Nails,Syringes with needles, Hypodermic Leachable Elements: SO 10993 - 17
Needles,Coronary stents, Drug Eluting stents,l.V. |Vanadium (V) by ICP-MS
Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T
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528

CHEMICAL- METALS &
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

Gold (Au) by ICP-MS

SO 10993 - 18

529

CHEMICAL- METALS &
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

Iridium (Ir) by ICP-MS

SO 10993 - 18

530

CHEMICAL- METALS &
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

Lead (Pb) by ICP-MS

1SO 10993 - 18

531

CHEMICAL- METALS &
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

Lithium (Li) by ICP-MS

SO 10993 - 18

532

CHEMICAL- METALS &
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

Mercury (Hg) by ICP-MS

SO 10993 - 18
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533

CHEMICAL- METALS &
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

Molybdenum (Mo) by ICP-
MS

SO 10993 - 18

534

CHEMICAL- METALS &
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

Nickel (Ni) by ICP-MS

SO 10993 - 18

535

CHEMICAL- METALS &
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

Osmium (Os) by ICP-MS

1SO 10993 - 18

536

CHEMICAL- METALS &
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

Palladium (Pd) by ICP-MS

SO 10993 - 18

537

CHEMICAL- METALS &
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

Platium (Pt) by ICP-MS

SO 10993 - 18
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538

CHEMICAL- METALS &
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

Rhodium (Rh) by ICP-MS

SO 10993 - 18

539

CHEMICAL- METALS &
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

Selenium (Se) by ICP-MS

SO 10993 - 18

540

CHEMICAL- METALS &
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

Silver (Ag) by ICP-MS

1SO 10993 - 18

541

CHEMICAL- METALS &
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

Vanadium (V) by ICP-MS

SO 10993 - 18

542

CHEMICAL- METALS &
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, DrugEluting stents,1.V.
Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T

Cadmium (Cd) by ICP-MS

SO 10993 - 18
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543

CHEMICAL- METALS &
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, DrugEluting stents,1.V.
Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T

Chromium (Cr) by ICP-MS

SO 10993 - 18

544

CHEMICAL- METALS &
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, DrugEluting stents,I.V.
Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T

Copper (Cu) by ICP-MS

SO 10993 - 18

545

CHEMICAL- METALS &
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, DrugEluting stents,I.V.
Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T

Extractable and
Leachable Elements:
Molybdenum (Mo) by ICP-
MS

1SO 10993 - 17

546

CHEMICAL- METALS &
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, DrugEluting stents,1.V.
Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T

Ruthenium (Ru) by ICP-MS

SO 10993 - 18

547

CHEMICAL- METALS &
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, DrugEluting stents,1.V.
Cannula, Heart Valves,Internal Prosthetic
Replacements,Ablation Device, Copper T

Tin (Sn) by ICP-MS

SO 10993 - 18

548

CHEMICAL- METALS &
ALLOYS

Ventilator

Leachable tests of
Chromium (Cr) by ICP-
OES

ISO 18562-4
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549 gl':'fg'Y'gAL‘ METALS & |\ /o ntilator (F’F?l\r/ltifgiate matter test | <0 1a56.2

sso | SHEMEAL METALS & [enr Leachale e o s |150 19562 4

552 ,ill:lLE(g/lYlgAL METALS & ariltor I(.:Sa)cgskilcepﬁssts of Arsenic 1SO 18562 - 4

553 [attovs o |ventitor o iep.oge C e f150 18562-4

554 EEECI;AYlgAL METALS & Ventilator I(.g:)cgiltilcept_;sés of Barium ISO 18562 - 4

555 Ell:lfcl;/IYlgAL METALS & Ventilator I(.s:)cfge;tilcept_%sé; of Barium ISO 18562-4

556 [atiovs o |Ventiator t‘;ﬁﬁﬂe(tcej)tsbsflcp_wls IS0 18562 - 4

557 atiovs | Ventiator Cadmium (G by ICP-0s |50 185624

559 gll:lflelgAL METALS & Ventilator I(_Ceg)cg;bllceptj:/ls;s of Cobalt ISO 18562 - 4

560 ill:lflelgAL METALS & Ventilator I(_gg)cg?bllgpt_%slzt; of Cobalt ISO 18562-4

561 ,ill:lLE(g/lYlgAL METALS & Ventilator I(_gj)(:fg?/kilcept_el\:/ls;s of Copper ISO 18562 - 4

62 |allovs | Vendator (G by cp0s ! |1s0 185624

563 Ell:lfcl;llYlgAL METALS & Ventilator I(.:S)cfgiﬁlgptjlsés of Gold ISO 18562 - 4

564 CHEMICAL- METALS & Ventilator Leachable tests of Gold ISO 18562-4

ALLOYS

(Au) by ICP-OES
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CHEMICAL- METALS & . Leachable tests of Iridium
565 ALLOYS Ventilator (Ir) by ICP-MS ISO 18562 - 4
CHEMICAL- METALS & g Leachable tests of Iridium
566 ALLOYS Ventilator (Ir) by ICP-OES ISO 18562-4
CHEMICAL- METALS & ! Leachable tests of Lead
567 ALLOYS Ventilator (Pb) by ICP-MS ISO 18562 - 4
CHEMICAL- METALS & ; Leachable tests of Lead
568 | Al LOYS Ventilator (Pb) by ICP-OES ISO 18562-4
CHEMICAL- METALS & . Leachable tests of Lithium
569 ALLOYS Ventilator (Li) by ICP-MS ISO 18562 - 4
CHEMICAL- METALS & . Leachable tests of Lithium
570 ALLOYS Ventilator (Li) by ICP-OES ISO 18562-4
CHEMICAL- METALS & . Leachable tests of
571 ALLOYS Ventilator Mercury (Hg) by ICP-MS ISO 18562 - 4
CHEMICAL- METALS & . Leachable tests of
572 ALLOYS Ventilator Mercury (Hg) by ICP-OES ISO 18562-4
Leachable tests of
573 | CHEMICAL- METALS & f\/0 1 tijator Molybdenum (Mo) by ICP- |1S0 18562 - 4
ALLOYS MS
Leachable tests of
574 | CHEMICAL- METALS & /0 tijator Molybdenum (Mo) by ICP- |ISO 18562-4
ALLOYS
OES
CHEMICAL- METALS & : Leachable tests of Nickel
575 ALLOYS Ventilator (Ni) by ICP-MS ISO 18562 - 4
CHEMICAL- METALS & . Leachable tests of Nickel
576 ALLOYS Ventilator (Ni) by ICP-OES ISO 18562-4
CHEMICAL- METALS & . Leachable tests of
577 ALLOYS Ventilator Osmium (Os) by ICP-MS ISO 18562 - 4
CHEMICAL- METALS & . Leachable tests of
578 ALLOYS Ventilator Osmium (Os) by ICP-OES ISO 18562-4
CHEMICAL- METALS & . Leachable tests of
2719 | aLLoys ventilaten Palladium (Pd) by Icp-Ms |90 18562 -4
580 CHEMICAL- METALS & Ventilator Leachable tests of ISO 18562-4

ALLOYS

Palladium (Pd) by ICP-OES
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w2 [HEMICAL METALS & e
el e s | 50185624
587 Ell:lfcl;/IYlgAL METALS & Ventilator I(_:;)d;e;bll((:eptjlsés of Silver ISO 18562 - 4
8 |allovs | |Ventiator Leachable tests of Siber 5 15624
o e cotatie ets o [0 185624
e e el e s |50 10562 3
594 |altovs T ventiator Vanadium () by ICp-OEs |50 185624
B e cpe] 01959
596 | CHEMICAL- METALS & I/ tilator kiiﬁziubﬁntf;ltjs) by ICP-  |1SO 18562-4

ALLOYS

OES
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CHEMICAL- METALS & . Particulate matter test
597 ALLOYS Ventilator (PM 2.5 ) ISO 18562-2
CHEMICAL- METALS & 4
598 ALLOYS Ventilator VOC test of 1-Propanol ISO 18562-3
599 |CHEMICAL- METALS & f\otilator VOC test of Chloroform |10 18562-3
ALLOYS
CHEMICAL- METALS & ;
600 ALLOYS Ventilator VOC test of Ethanol ISO 18562-3
601 | CHEMICAL- METALS & f\/0 1 tijator VOC test of Ethyl acetate |ISO 18562-3
ALLOYS
CHEMICAL- METALS & . VOC test of Methyl
602 ALLOYS Ventilator acetate ISO 18562-3
CHEMICAL- METALS & . VOC test of Methylene
603 ALLOYS Ventilator Dichloride ISO 18562-3
CHEMICAL- METALS & .
604 ALLOYS Ventilator VOC test of n Heptane ISO 18562-3
CHEMICAL- METALS & !
605 ALLOYS Ventilator VOC test of n-Hexane ISO 18562-3
CHEMICAL- METALS & . VOC test of Tert-Butyl
606 ALLOYS Ventilator methyl ether ISO 18562-3
CHEMICAL- METALS & 4
607 ALLOYS Ventilator VOC test of Toluene ISO 18562-3
Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP / BIPAP Mask, NIV Mask,
608 CHEMICAL- PLASTIC & Reusable Silicone Circuit , Disposable Laryngeal Leachfable teSts of ISO 18562-4
RESINS . . ; L Cadmium (Cd) by ICP-MS
mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/ BIPAP Mask, NIV Mask, .
609 CHEMICAL- PLASTIC & Reusable Silicone Circuit , Disposable Laryngeal Leachagle tests of Arsenic ISO 18562-4
RESINS X . ; I (As) by ICP-MS
mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter
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Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/ BIPAP Mask, NIV Mask,
610 |CHEMICAL-PLASTIC & f oo sable Silicone Circuit , Disposable Laryngeal Lgnefiable tesTagl ISO 18562-4
RESINS X ! ; . Chromium (Cr) by ICP-MS
mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/ BIPAP Mask, NIV Mask,
611 CHEMICAL- PLASJIC & Reusable Silicone Circuit , Disposable Laryngeal Lepchallg test Jof ISO 18562-4
RESINS X ¢ y T, Mercury (Hg) by ICP-MS
mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask,
612 CHEMICALJPLASTIS Reusable Silicone Circuit , Disposable Laryngeal Leachgble tests of ISO 18562-4
RESINS . : ; S Vanadium (V) by ICP-MS
mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask, Leachable tests of
613 CHEMICALRPLASTIC S, Reusable Silicone Circuit , Disposable Laryngeal | Chromium (Cr) by ICP- ISO 18562-4
RESINS } : ; -
mask airway, Disposable Breathing circuit, OES
Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask, /
614 CHEMICAL- PLRSTIC § Reusable Silicone Circuit , Disposable Laryngeal f ariicuiee mafter test ISO 18562-2
RESINS . ’ ; . (PM 10)
mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask, .
615 CHEMICAL- PLASTIC & Reusable Silicone Circuit , Disposable Laryngeal Particulate rafter tegf ISO 18562-2
RESINS X . ; . (PM 2.5)
mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask, .
616 CHEMICAL- PLASTIC & Reusable Silicone Circuit , Disposable Laryngeal Leachiple tests of Nickel ISO 18562-4

RESINS

mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter

(Ni) by ICP-MS
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Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask,
617 | CHEMICAL-PLASTIC & f o e sable Silicone Circuit , Disposable Laryngeal Lgagiiable tesThgl ISO 18562-4
RESINS X ! ; . Antimony (Sb) by ICP-MS
mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask, :
618 CHEMICAL- PLASJIC & Reusable Silicone Circuit , Disposable Laryngeal LepchablgtestZet Bagium ISO 18562-4
RESINS X ¢ y T, (Ba) by ICP-MS
mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask,
619 CHEMICALJPLAST RS Reusable Silicone Circuit , Disposable Laryngeal Leachgbe teats of\Copper ISO 18562-4
RESINS . : ; S (Cu) by ICP-MS
mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask,
620 |CHEMICAL- PLASTIC & o icable Silicone Circuit , Disposable Laryngeal | L€3chable tests of Gold — f,¢ 45565 4
RESINS } . ; - (Au) by ICP-MS
mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask,
621 CHEMICAL- PLRSTIC § Reusable Silicone Circuit , Disposable Laryngeal fodchakle tegls of Gold ISO 18562-4
RESINS . ’ ; . (Au) by ICP-OES
mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask, o
622 CHEMICAL- PLASTIC & Reusable Silicone Circuit , Disposable Laryngeal Leachable taStg of Irighum ISO 18562-4
RESINS X . ; . (Ir) by ICP-MS
mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask,
623 CHEMICAL- PLASTIC & Reusable Silicone Circuit , Disposable Laryngeal Ceachgple tests of Lead ISO 18562-4

RESINS

mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter

(Pb) by ICP-MS
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Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask,
624 | CHEMICAL-PLASTIC & f oo sable Silicone Circuit , Disposable Laryngeal Leachable tests of Lead {5 19567 4
RESINS . ! ; . (Pb) by ICP-OES
mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask, ..
625 CHEMICAL- PLASJIC & Reusable Silicone Circuit , Disposable Laryngeal Lgachable test2er Litium ISO 18562-4
RESINS X ¢ y T, (Li) by ICP-MS
mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask, Leachable tests of
626 CHEMICALJPLAST RS Reusable Silicone Circuit , Disposable Laryngeal |Molybdenum (Mo) by ICP- |ISO 18562-4
RESINS . : ; =
mask airway, Disposable Breathing circuit, MS
Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask,
627 CHEMICALRPLASTIC S, Reusable Silicone Circuit , Disposable Laryngeal Leachable fests of ISO 18562-4
RESINS | : ; . Osmium (0s) by ICP-MS
mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask,
628  |CHEMICAL- PLASTIC & | o o iable Silicone Circuit , Disposable Laryngeal | Leachable tests of SO 18562-4
RESINS . ’ ; L Palladium (Pd) by ICP-MS
mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask,
629 CHEMICAL- PLASTIC & Reusable Silicone Circuit , Disposable Laryngeal Leachable talg of ISO 18562-4
RESINS X . ; . Rhodium (Rh) by ICP-MS
mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask,
630 CHEMICAL- PLASTIC & Reusable Silicone Circuit , Disposable Laryngeal Leachigple tests of ISO 18562-4

RESINS

mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter

Thallium (T1) by ICP-MS
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Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask, .
631 | CHEMICAL-PLASTIC & f oo sable Silicone Circuit , Disposable Laryngeal Lghaiable teSTagf Tin ISO 18562-4
RESINS . ! ; . (Sn) by ICP-MS
mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask, J
632 CHEMICAL- PLASJIC & Reusable Silicone Circuit , Disposable Laryngeal Legchablg test et Lk ISO 18562-4
RESINS X ¢ y T, (Sn) by ICP-OES
mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask,
633 CHEMICALJPLAST RS Reusable Silicone Circuit , Disposable Laryngeal Leaghable tests of ISO 18562-4
RESINS . : ; S Antimony (Sb) by ICPOES
mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask, s
634 |CHEMICAL- PLASTIC & o cable Silicone Circuit , Disposable Laryngeal | L€3chable tests of Arsenic {,¢ 4 5565 4
RESINS } . ; - (As)by ICPOES
mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask, 3
635 CHEMICAL- PLRSTIC § Reusable Silicone Circuit , Disposable Laryngeal fodchaisle teghs of Barium ISO 18562-4
RESINS . ’ ; . (Ba) by ICPOES
mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask
CHEMICAL- PLASTIC & e L — : Leachable tests of
636 RESINS Reusab_le S|I|cor)e Circuit, D|5p0§ablg Laryngeal Cadmium (Cd) by ICPOES SO 18562-4
mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask,
637 CHEMICAL- PLASTIC & Reusable Silicone Circuit , Disposable Laryngeal Ceachaple tests of Cobalt ISO 18562-4

RESINS

mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter

(Co) by ICPOES
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Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask,
638 CHEMICAL- PLASTIC & Reusable Silicone Circuit , Disposable Laryngeal Lgeepable testhof Copper ISO 18562-4
RESINS . ! ; . (Cu) by ICPOES
mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask, L
639 CHEMICAL- PLASJIC & Reusable Silicone Circuit , Disposable Laryngeal Legchablg testZet Igiiium ISO 18562-4
RESINS X ¢ y T, (Ir) by ICPOES
mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask, i
640 CHEMICALJPLAST RS Reusable Silicone Circuit , Disposable Laryngeal Lgachable tegts ofjLithium ISO 18562-4
RESINS . : ; S (Li) by ICPOES
mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask,
641 |CHEMICAL- PLASTIC & icable Silicone Circuit , Disposable Laryngeal | Leachable tests of SO 18562-4
RESINS ; . ; . e Mercury (Hg) by ICPOES
mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask, Leachable tests of
642 CHEMICAL- PLRSTIC § Reusable Silicone Circuit , Disposable Laryngeal | Molybdenum (Mo) by ICP- |ISO 18562-4
RESINS . ’ ; .
mask airway, Disposable Breathing circuit, OES
Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask, .
643 CHEMICAL- PLASTIC & Reusable Silicone Circuit , Disposable Laryngeal Lefachable tadis of Nighe| ISO 18562-4
RESINS X . ; . (Ni) by ICPOES
mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask,
644 CHEMICAL- PLASTIC & Reusable Silicone Circuit , Disposable Laryngeal Ceachigple tests of ISO 18562-4

RESINS

mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter

Osmium (Os) by ICPOES
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Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask,
gas | CHEMICAL-PLASTIC & f oo sable Silicone Circuit , Disposable Laryngeal Lgnefiable tesThgl ISO 18562-4
RESINS X ! ; . Palladium (Pd) by ICPOES
mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask,
646 CHEMICAL- PLASJIC & Reusable Silicone Circuit , Disposable Laryngeal Leag:hable tests of ISO 18562-4
RESINS X ¢ y T, Platinum (Pt) by ICPOES
mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask,
647 CHEMICALJPLASTIS Reusable Silicone Circuit , Disposable Laryngeal Leachable tests of ISO 18562-4
RESINS . : ; = Rhodium (Rh) by ICPOES
mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask,
gag  |CHEMICAL- PLASTIC & icable Silicone Circuit , Disposable Laryngeal | L€achable tests of SO 18562-4
RESINS | : ; . Selenium (Se) by ICPOES
mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask, .
649 CHEMICAL- PLRSTIC § Reusable Silicone Circuit , Disposable Laryngeal fodchaile teghs of Silver ISO 18562-4
RESINS . ’ ; . (Ag) by ICPOES
mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask,
650 CHEMICAL- PLASTIC & Reusable Silicone Circuit , Disposable Laryngeal Leachable talg of ISO 18562-4
RESINS X . ; . Thallium (TI) by ICPOES
mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask,
651 CHEMICAL- PLASTIC & Reusable Silicone Circuit , Disposable Laryngeal Leachigple tests of ISO 18562-4

RESINS

mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter

Vanadium (V) by ICPOES
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Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask,
652 | CHEMICAL-PLASTIC & f oo sable Silicone Circuit , Disposable Laryngeal Lgagfiable tests ISO 18562-4
RESINS X ! ; . Ruthenium (Ru) by ICP-MS
mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask, Leachable tests
653 CHEMICAL- PLASJIC & Reusable Silicone Circuit , Disposable Laryngeal |Ruthenium (Ru) by ICP- ISO 18562-4
RESINS X ¢ ; T Sy,
mask airway, Disposable Breathing circuit, OES
Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask,
654 CHEMICALJPLAST RS Reusable Silicone Circuit , Disposable Laryngeal |VOC test of 1- Propanol ISO 18562-3
RESINS . : ; S
mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask,
655 CHEMICALRPLASTIC S, Reusable Silicone Circuit , Disposable Laryngeal |VOC test of Ethanol ISO 18562-3
RESINS } : ; -
mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask,
656 CHEMICAL- PLRSTIC § Reusable Silicone Circuit , Disposable Laryngeal |VOC test of Ethyl acetate |ISO 18562-3
RESINS . ’ ; .
mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask,
657 CHEMICAL- PLASTIC & Reusable Silicone Circuit , Disposable Laryngeal VOC test of Wghyl ISO 18562-3
RESINS X . ; - acetate
mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter
Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask,
658 CHEMICAL- PLASTIC & Reusable Silicone Circuit , Disposable Laryngeal VOC test of Methylene ISO 18562-3

RESINS

mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter

Dichloride
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659

CHEMICAL- PLASTIC &
RESINS

Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask,
Reusable Silicone Circuit , Disposable Laryngeal
mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter

VOC test of nHeptane

ISO 18562-3

660

CHEMICAL- PLASTIC &
RESINS

Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask,
Reusable Silicone Circuit , Disposable Laryngeal
mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter

VOC test of n-Hexane

SO 18562-3

661

CHEMICAL- PLASTIC &
RESINS

Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask,
Reusable Silicone Circuit , Disposable Laryngeal
mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter

VOC test of Tert-Butyl
methyl ether

ISO 18562-3

662

CHEMICAL- PLASTIC &
RESINS

Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask,
Reusable Silicone Circuit , Disposable Laryngeal
mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter

VOC test of Toluene

ISO 18562-3

663

CHEMICAL- PLASTIC &
RESINS

Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIV Mask,
Reusable Silicone Circuit , Disposable Laryngeal
mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter

VOC test of Chloroform

ISO 18562-3

664

CHEMICAL- PLASTIC &
RESINS

Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIVMask,
Reusable Silicone Circuit , Disposable Laryngeal
mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter

Leachable tests of Cobalt
(Co) by ICP-MS

ISO 18562-4

665

CHEMICAL- PLASTIC &
RESINS

Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIVMask,
Reusable Silicone Circuit , Disposable Laryngeal
mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter

Leachable tests of
Selenium (Se) by ICP-MS

ISO 18562-4
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Blood gas pathways, Ambu Bag (Silicone
Resuscitator), CPAP/BIPAP Mask, NIVMask, .
666 CHEMICAL- PLASTIC & Reusable Silicone Circuit , Disposable Laryngeal Lgeepable testhof Silver ISO 18562-4
RESINS . ! ; . (Ag) by ICP-MS
mask airway, Disposable Breathing circuit,
Disposable Closed suction catheter
Blood gas pathways,
AmbuBag (Silicone
Blood gas pathways, AmbuBag (Silicone Reguiscitater), GEAPIEICAP
4 Mask, NIVMask, Reusable
Resuscitator), CPAP/BIPAP Mask, NIVMask, = . .
CHEMICAL- PLASTIC & e i, ? Silicone Circuit,
667 Reusable Silicone Circuit , Disposable Laryngeal . ISO 18562-4
RESINS . P : e Disposable Laryngeal
mask airway, Disposable Breathing circuit, .
; : mask airway,
Disposable Closed suction catheter . h
DisposableBreathing
circuit, DisposableClosed
suction catheter
Extractable & Leachable
by GC-MS/MS -
Identication of molecules
[Propanol, Ethyl acetate,
Methyl acetate, Tert-Butyl
methyl ether, Hexane,
Ethanol, Propanol,
668 CHEMICAL- PLASTIC & | Medical devices, Sutures, Disposable perfusion Heptane, N- Dimethyl 1SO 10993-17

RESINS

Set, Vascular Devices, IV sets, Catheters

Formamide, Toluene,
Dichloromethane,
Chloroform, Ethylene,
Propylene, Styrene,
Phenol, Ethylene glycol,
Vinyl chloride, Acetonitrile
& Total petroleum
hydrocarbons (TPHs).]
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Extractable & Leachable
by LC-MS/MS [Citric acid,
Benzoic acid,
Butylhydroxytoluene,
669 CHEMICAL- PLASTIC & | Medical devices, Sutures, Disposable perfusion Glycolic acid, Ferrulic 1SO 10993-17
RESINS Set, Vascular Devices, IV sets, Catheters acid, Alkonol, Tri-
isopropanol amine,
tris(2,4-di-tert.- butyl
phenyl) phosphite &
Bisphenol).
CHEMICAL- PLASTIC & | Medical devices, Sutures, Disposable perfusion S .5
670 ' 2 Leachable Elements: ISO 10993-17
RESINS Set, Vascular Devices, IV sets, Catheters .
Chromium (Cr)
CHEMICAL- PLASTIC & | Medical devices, Sutures, Disposable perfusion
671 RESINS Set, Vascular Devices, IV sets, Catheters Lead (Pb) IR0 10393-18
. . . . Extractable and
o7 |GHEs A PASTICS | e S SRS o™ Leachabe emerts: 50 2099317
Y ' ! Chromium(Cr) by ICP-MS
Extractable and
673 CHEMICAL- PLASTIC & | Medical devices, Sutures, Disposable perfusion Leachable Elements: 1SO 10993 - 17
RESINS Set,Vascular Devices, IV sets, Catheters Moybdenum (Mo) by ICP-
MS
CHEMICAL- PLASTIC & | Medical devices, Sutures, Disposable perfusion Extgergiableging
674 T ! Leachable Elements: ISO 10993 - 17
RESINS Set,Vascular Devices, IV sets, Catheters i ’
Nickel (Ni) by ICP-MS
CHEMICAL- PLASTIC & | Medical devices, Sutures, Disposable perfusion Extractablegng
675 . ! Leachable Elements: ISO 10993 - 17
RESINS Set,Vascular Devices, IV sets, Catheters .
Osmium (0s) by ICP-MS
. . ) | Extractable and
676 | CHENSAL PLASTIC edc) decs Sutus, Dgamie pe0n | eachanletlemerts: 150 10883- 17
' ! ! Palladium (Pd) by ICP-MS
. . L " Extractable and
677 CHEMICAL- PLASTIC & | Medical devices, sutures, Disposable perfusion Leachable Elements: 1SO 10993 - 17
RESINS Set,Vascular Devices, IV sets, Catheters .
Platinum (Pt) by ICP-MS
CHEMICAL- PLASTIC & | Medical devices, Sutures, Disposable perfusion Extractable 3nd
678 ! ! Leachable Elements: Lead | ISO 10993 - 17

RESINS

Set,Vascular Devices, IV sets, Catheters

(Pb) by ICP-MS
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CHEMICAL- PLASTIC & [ Medical devices, Sutures, Disposable perfusion Extractdbig and
679 ' ! Leachable Elements: ISO 10993 - 17
RESINS Set,Vascular Devices, IV sets, Catheters N \
Lithium (Li) by ICP-MS
. . , . Extractable and
680 CHEMICAL- PLASTIC & | Medical devices, Sutures, Disposable perfusion Leachable Elements: 15O 10993 - 17
RESINS Set,Vascular Devices, IV sets, Catheters
Mercury (Hg) by ICP-MS
; 4 : g Extractable and
o1 | CHENCAL PLASTIC S fedcl deices Stures Dlsogsale pefsion | eachapl Eemerts: 150 10883-17
’ ! : Rhodium (Rh) by ICP-MS
) ) . . Extractable and
682 CHEMICAL- PLASTIC & | Medical devices, Sutures, Disposable perfusion Leachable Elements: 1SO 10993 - 17
RESINS Set,Vascular Devices, IV sets, Catheters :
Ruthenium (Ru) by ICP-MS
. | . 4 Extractable and
683 CHEMICAL- PLASTIC & | Medical devices, Sutures, Disposable perfusion Leachable Elements: IS0 10993 - 17
RESINS Set,Vascular Devices, IV sets, Catheters 4
Selenium (Se) by ICP-MS
. ' . ' Extractable and
684 CHEMICAL- PLASTIC & | Medical devices, Sutures, Disposable perfusion Leachable Elements: 1SO 10993 - 17
RESINS Set,Vascular Devices, IV sets, Catheters ;
Silver (Ag) by ICP-MS
) . . . Extractable and
685 CHEMICAL- PLASTIC & | Medical devices, Sutures, Disposable perfusion Leachable Elements: 1SO 10993 - 17
RESINS Set,Vascular Devices, IV sets, Catheters f
Thallium (TI) by ICP-MS
) . , . Extractable and
686 CHEMICAL- PLASTIC & | Medical devices, Sutures, Disposable perfusion Leachable Elements: Tin 1150 10993 - 17
RESINS Set,Vascular Devices, IV sets, Catheters
(Sn) by ICP-MS
CHEMICAL- PLASTIC & | Medical devices, Sutures, Disposable perfusion Extractable ad
687 . ! Leachable Elements: ISO 10993 - 17
RESINS Set,Vascular Devices, IV sets, Catheters .
Vanadium (V) by ICP-MS
CHEMICAL- PLASTIC & [ Medical devices, Sutures, Disposable perfusion .
688 RESINS Set,Vascular Devices, IV sets, Catheters Antimony (Sb) by ICP-MS 1150 10993-18
CHEMICAL- PLASTIC & [ Medical devices, Sutures, Disposable perfusion ]
689 |Resins Set,Vascular Devices, IV sets, Catheters Arsenic (As ) by ICP-MS 150 10993-18
CHEMICAL- PLASTIC & | Medical devices, Sutures, Disposable perfusion .
690 |RrEsins Set,Vascular Devices, IV sets, Catheters Cadmium{§d) by ICP-M5 1150 10993-18
691 CHEMICAL- PLASTIC & | Medical devices, Sutures, Disposable perfusion Chromium (Cr) by ICP-MS {150 10993-18

RESINS

Set,Vascular Devices, IV sets, Catheters
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o7 | CHEMICAL PLASTIC & [Weda evices Sutures, Disposablepefion [ cote oy icris[15010993-1
o3 | CHEMICAL PLASTIC & [weda devices Sutures Disposablepefsion | coppe by crvs [15010993-1
oou | CHEMICRL PLASTIC eda devices Sutues Disposablepefsion oo by cots[1s010983:19
o5 |CHEMICAL PLASTIC & eda devices Sutures Dispsable pesen |y 1)y o {15010983:19
oo L AT e e e e ™1 ieao porby cpans iso 108831
o7 |CHEMICAL PLASTC & edial devices Sutues Dispsablepefson |, 1y by1coes[15010983:19
oo | CHENCAL PLASTIC el deices St Dlsposale pefionuercury (g by cpars 50 10883-1
699 CHEMICAL- PLASTIC & | Medical devices, Sutures, Disposable perfusion Molybdenum (Mo ) by ICP- 1SO 10993-18

RESINS Set,Vascular Devices, IV sets, Catheters MS

roo | CHEMICAL PLASTIC & [weda devices Suures Disposabiepefsion [ by crans—[1s010993-1
o1 | CHEMICAL PLASTIC & [Wedca devices Sutures, Dispossble Besion [ o (05 by icris |15010993-1
07 | CHEMICAL PLASTIC & [weda evices Sutures, Disposablepeion [t e by cpv [15010993-1
03 | CHENCAL PLASTICS [tedc) deices Stures Disesanie 29noagnum by icravs 50 10883-1
rou | CHENCAL PLASTIC e e s Dt o™ Jaraau by cpars 150 10883-1
105 | CHECAL PLASTIC e e s rmne o™ Janentum (0 oy s 50 10883-1
Ton L P TIC  ec e  rmae™" |setenum (50 oy icoms 50 10883-1
707 CHEMICAL- PLASTIC & | Medical devices, Sutures, Disposable perfusion Silver (Ag) by ICP-MS 1SO 10993-18

RESINS

Set,Vascular Devices, IV sets, Catheters
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CHEMICAL- PLASTIC & | Medical devices, Sutures, Disposable perfusion .
708 | RESINS Set,Vascular Devices, IV sets, Catheters Thallium (T) by ICP-M5 150 10993-18
CHEMICAL- PLASTIC & | Medical devices, Sutures, Disposable perfusion !
709 |REsINS Set,Vascular Devices, IV sets, Catheters TSP DINGP-MS 150 10993-18
CHEMICAL- PLASTIC & | Medical devices, Sutures, Disposable perfusion .
710 1 RESINS Set,Vascular Devices, IV sets, Catheters Varagium (V) fy \GP-MS W 150 10993-18
4 ’ : . Extractable and
711 CHEMICAL- PLASTIC & | Medical devices, Sutures, Disposable perfusion keathable Eleménid” IS0 10993 - 17
RESINS Set,Vascular Devices, IV sets, Catheters .
Antimony (Sb) by ICP-MS
y ; . . Extractable and
712 CHEMICAL- PLASTIC & | Medical devices, sutures, Disposable perfusion Leachable Elements: IS0 10993 - 17
RESINS Set,Vascular Devices, IV sets, Catheters "
Arsenic(As) by ICP-MS
. . . . Extractable and
i3 |GHEMCAL PLASTICS Wedal dvics utures Dispgsatleperin | cocraie lements, 150 10883-17
i ! ! Cadmium(Cd) by ICP-MS
. A . . Extractable and
Te |CHEWCAL PUASTICS |edicl dences Sulres, Dsposable pefson | cachapi cloments: (15010993 17
1 ’ i Cobalt (Co) by ICP-MS
. . . . Extractable and
715 | CHEMICAL- PLASTIC & Medical devices, Sutures, Disposable perfusion leachahlSElerionts: 15O 10993 - 17
RESINS Set,Vascular Devices, IV sets, Catheters
Copper (Cu) by ICP-MS
. . ! . Extractable and
716 CHEMICAL- PLASTIC & | Medical devices, Sutures, Disposable perfusion Leachable Elements: Gold 1150 10993 - 17
RESINS Set,Vascular Devices, IV sets, Catheters
(Au) by ICP-MS
CHEMICAL- PLASTIC & | Medical devices, Sutures, Disposable perfusion | EXtractable and
717 ! ! Leachable Elements: SO 10993 - 17

RESINS

Set,Vascular Devices, IV sets, Catheters

Iridium (Ir) by ICP-MS
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Chemical characterization
by LC-MS/MS [Citric acid,
Benzoic acid,
Butylhydroxytoluene,
718 CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion Glycolic acid, Ferrulic 1SO 10993-18
RESINS Set,Vascular Devices, IV sets,Catheters acid, Alkonol, Tri-
isopropanol amine,
tris(2,4-di-tert.- butyl
phenyl) phosphite &
Bisphenol).
719 CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion Phthalate content - di-iso ASTM D7823
RESINS Set,Vascular Devices, |V sets,Catheters noyl phthalate
: 4 . . Extractable and
720 CHEMICAL- PLASTIC & | Medical deV|ces,$utures,Dlsposable perfusion Leachable Elements: 1SO 10993-17
RESINS Set,Vascular Devices, |V sets,Catheters ,
Antimony (Sb)
CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion S g-2b'q and
721 = : Leachable Elements: ISO 10993-17
RESINS Set,Vascular Devices, |V sets,Catheters ,
Arsenic (As)
CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion cAjyactable g0d
722 = ’ Leachable Elements: SO 10993-17
RESINS Set,Vascular Devices, |V sets,Catheters :
Cadmium (Cd)
CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion Extfactaile apu
723 . / Leachable Elements: ISO 10993-17
RESINS Set,Vascular Devices, |V sets,Catheters
Cobalt (Co)
724 CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion Eg;rcahcatglbeieE?ennﬁents- 1SO 10993-17
RESINS Set,Vascular Devices, |V sets,Catheters )
Copper (Cu)
725 CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion Eg;;ahC;EF;eE?enrgents_ Gold l1so 10993-17
RESINS Set,Vascular Devices, |V sets,Catheters (Au) '
726 | CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion EggrcahcatzlbeleE?enrgentS' 1SO 10993-17
RESINS Set,Vascular Devices, |V sets,Catheters o '
Iridium (Ir)
CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion Extractabl@and
727 ! ’ Leachable Elements: Lead | ISO 10993-17

RESINS

Set,Vascular Devices,|V sets,Catheters

(Pb)
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CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion Extractable and
728 " ; Leachable Elements: ISO 10993-17
RESINS Set,Vascular Devices,|V sets,Catheters N \
Lithium (Li)
CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion Exfracghcind
729 - g Leachable Elements: ISO 10993-17
RESINS Set,Vascular Devices, |V sets,Catheters
Mercury (Hg)
CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion EAbractable ang
730 o 3 Leachable Elements: SO 10993-17
RESINS Set,Vascular Devices, |V sets,Catheters
Molybdenum (Mo)
) ) ) . Extractable and
731 CHEMICAL- PLASTIC & | Medical dewces,Sptures,Dlsposable perfusion Leachable Elements: 1SO 10993-17
RESINS Set,Vascular Devices, |V sets,Catheters ; )
Nickel (Ni)
CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion Extractapl§ afg
732 - / Leachable Elements: SO 10993-17
RESINS Set,Vascular Devices, |V sets,Catheters ,
Osmium (Os)
CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion gapeLablg ard
733 - ; Leachable Elements: ISO 10993-17
RESINS Set,Vascular Devices, |V sets,Catheters .
Palladium (Pd)
CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion Extractable.and
734 & ! Leachable Elements: ISO 10993-17
RESINS Set,Vascular Devices, |V sets,Catheters ;
Platinum (Pt)
CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion Extygytable/and
735 3 ! Leachable Elements: ISO 10993-17
RESINS Set,Vascular Devices,|V sets,Catheters ,
Rhodium (Rh)
CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion Extractable ad
736 - ! Leachable Elements: SO 10993-17
RESINS Set,Vascular Devices, |V sets,Catheters )
Ruthenium (Ru)
CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion Extractable gfid
737 . ! Leachable Elements: SO 10993-17
RESINS Set,Vascular Devices, |V sets,Catheters >
Selenium (Se)
CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion Extractqple and
738 - y Leachable Elements: SO 10993-17
RESINS Set,Vascular Devices, |V sets,Catheters )
Silver (Ag)
CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion fxtractable 3pd
739 ! ! Leachable Elements: SO 10993-17

RESINS

Set,Vascular Devices, IV sets,Catheters

Thallium (TI)
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740 CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion E:g’cahcgzgeE?enrgentS' Tin 1150 10993-17
RESINS Set,Vascular Devices,|V sets,Catheters (Sn) '
CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion Exfracghcind

741 - g Leachable Elements: ISO 10993-17
RESINS Set,Vascular Devices, |V sets,Catheters .

Vanadium (V)

CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion

742 RESINS Set,Vascular Devices, |V sets,Catheters Gold {Au) 130 10993-18
CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion

743 RESINS Set,Vascular Devices, |V sets,Catheters Molybdenum (Mo) I5040993-18
CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion . .

744 RESINS Set,Vascular Devices,|V sets,Catheters Nickeh(NY) 150 10993-18
CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion .

745 RESINS Set,Vascular Devices, |V sets,Catheters Osmiurgt (Gs) 130 10393-18
CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion .

746 1 RESINS Set,Vascular Devices, |V sets,Catheters giiiNony (5b) I§0 10893-18
CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion .

41 RESINS Set,Vascular Devices, |V sets,Catheters Arsenic (As) 50 14993-18
CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion /

748 RESINS Set,Vascular Devices, |V sets,Catheters Fadmiugri2d) I504£0993-13
CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion

749 RESINS Set,Vascular Devices, |V sets,Catheters =it (Cot [JO 10993-18
CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion

750 RESINS Set,Vascular Devices, |V sets,Catheters Copper (Cu) 150 10993-18
CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion .

751 RESINS Set,Vascular Devices,|V sets,Catheters Iridium (Ir) 150 10993-18
CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion - 4

752 RESINS Set,Vascular Devices,|V sets,Catheters Lithiugget) 150 10993-18
CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion

753 RESINS Set,Vascular Devices,|V sets,Catheters Mercuryy(Hg) 150 10993-18
CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion .

754 RESINS Set,Vascular Devices, |V sets,Catheters Palladium (Rd) 150 10993-18

755 CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion Platinum (Pt) ISO 10993-18

RESINS

Set,Vascular Devices,IV sets,Catheters
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CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion .
756 RESINS Set,Vascular Devices, |V sets,Catheters Rhodium i} 50 10993-13
CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion !
757 RESINS Set,Vascular Devices, |V sets,Catheters Rethepiliim{ilu) 150 10993-18
CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion .
78 RESINS Set,Vascular Devices, |V sets,Catheters Selenium (Se) 150 10993-18
CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion |
739 RESINS Set,Vascular Devices, |V sets,Catheters 3ilver (Ag) 5§ 10993-18
CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion ;
760 RESINS Set,Vascular Devices, |V sets,Catheters whallibn () 150 ¥0993-18
CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion .
761 RESINS Set,Vascular Devices,|V sets,Catheters Tin (511} 150 10993-18
CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion .
762 RESINS Set,Vascular Devices, |V sets,Catheters Yanadiom (V) 30 10393-18
Chemical characterization
by GC-MS/MS -
Identification of molecules
[Propanol, Ethyl acetate,
Methyl acetate, Tert-Butyl
methyl ether, Hexane,
Ethanol, Propanol,
763 CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion Heptane, N- Dimethyl ISO 10993-18
RESINS Set,Vascular Devices, |V sets,Catheters Formamide, Toluene,
Dichloromethane,
Chloroform, Ethylene,
Propylene, Styrene,
Phenol, Ethylene glycol,
Vinyl chloride, Acetonitrile
& Total petroleum
hydrocarbons (TPHs).]
CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion :
764 RESINS Set,Vascular Devices,|V sets,Catheters Chromiym (Cr) 50 10993-18
765 CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion Ethylene Oxide residue - 15O 10993-7

RESINS

Set,Vascular Devices, |V sets,Catheters

ethylene Oxide (EQ)
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. : . ! Ethylene Oxide residue-
CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion .
766 RESINS Set,Vascular Devices, |V sets,Catheters Eégﬁ)ene Chigghydrin 150 10993-7
767 CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion Phthalate content - ASTM D7823
RESINS Set,Vascular Devices, IV sets,Catheters benzyl butyl phthalate
768 CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion Phthalate content - di-iso- ASTM D7823
RESINS Set,Vascular Devices, IV sets,Catheters decyl phthalate
769 CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion Phthalate content - di-n- ASTM D7823
RESINS Set,Vascular Devices, |V sets,Catheters octyl phthalate,
770 CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion Phthalate content -bis-2- ASTM D7823
RESINS Set,Vascular Devices, |V sets,Catheters ethyl hexyl phthalate
771 CHEMICAL- PLASTIC & | Medical devices,Sutures,Disposable perfusion Phthalate content -dibutyl ASTM D7823
RESINS Set,Vascular Devices, |V sets,Catheters phthalate
CHEMICAL- RUBBER & . Particulate matter test
772 RUBBER PRODUCTS Rebreathing Bag (PM 2.5) ISO 18562-2
Extractable & Leachable
by LC-MS/MS [Citric acid,
Benzoic acid,
Butylhydroxytoluene,
773 CHEMICAL- RUBBER & | Medical Devices, Surgical gloves Condoms, Glycolic acid, Ferrulic 1SO 10993-17
RUBBER PRODUCTS | Tubular rings acid, Alkonol, Tri-
isopropanol amine
tris(2,4-di-tert.- butyl
phenyl) phosphite &
Bisphenol).
CHEMICAL- RUBBER & | Medical Devices, Surgical gloves Condoms Extractable dhg
774 RUBBER PRODUCTS | Tubular rinas ’ ! Leachable Elements : ISO 10993 - 17
9 Antimony (Sb) by ICP-MS
Extractable and
775 CHEMICAL- RUBBER & [ Medical Devices, Surgical gloves Condoms, Leachable Elements: 1SO 10993 - 17
RUBBER PRODUCTS | Tubular rings Moybdenum (Mo) by ICP-
MS
CHEMICAL- RUBBER & | Medical Devices, Surgical gloves Condoms Extractablgand
776 ' ' Leachable Elements: SO 10993 - 17

RUBBER PRODUCTS

Tubular rings

Nickel (Ni) by ICP-MS
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CHEMICAL- RUBBER & | Medical Devices, Surgical gloves Condoms Extractdbig and
777 | RUBBER PRODUCTS | Tubular rinas P ; Leachable Elements: IS0 10993 - 17
9 Osmium (0s) by ICP-MS
. . i Extractable and
778 | CHEMICAL- RUBBER & | Medical Devices, Surgical gloves Condoms, | cofiafie Elaments: 15010993 - 17
9 Palladium (Pd) by ICP-MS
CHEMICAL- RUBBER & | Medical Devices, Surgical gloves Condoms EAbractable ang
779 RUBBER PRODUCTS | Tubular rinas ; ’ Leachable Elements: ISO 10993 - 17
9 Platinum (Pt) by ICP-MS
) : . Extractable and
780 &UEE’”&%&S%EEQ - %if:rl rDirf"'sces' Surgieal GRERERICoNdogiEl Leachable Elements: IS0 10993 - 17
9 Arsenic(As) by ICP-MS
CHEMICAL- RUBBER & | Medical Devices, Surgical gloves Condoms Extractapl§ afg
781 RUBBER PRODUCTS | Tubular rinas ' i Leachable Elements: SO 10993 - 17
9 Cadmium(Cd) by ICP-MS
782 CHEMICAL- RUBBER & | Medical Devices, Surgical gloves Condoms, E()e(grcahczgzlbeleE?ennients- 1SO 10993-17
RUBBER PRODUCTS | Tubular rings . )
Chromium (Cr)
CHEMICAL- RUBBER & | Medical Devices, Surgical gloves Condoms Exfractgblasghd
783 RUBBER PRODUCTS | Tubular rinas . ! Leachable Elements: ISO 10993 - 17
9 Cobalt (Co) by ICP-MS
CHEMICAL- RUBBER & | Medical Devices, Surgical gloves Condoms Extighytablgna
784 RUBBER PRODUCTS | Tubular rinas ’ . Leachable Elements: ISO 10993 - 17
9 Copper (Cu) by ICP-MS
CHEMICAL- RUBBER & | Medical Devices, Surgical gloves Condoms Extractable ad
785 : ' v Leachable Elements: Gold |I1SO 10993 - 17
RUBBER PRODUCTS | Tubular rings
(Au) by ICP-MS
CHEMICAL- RUBBER & | Medical Devices, Surgical gloves Condoms Extractable gt
786 RUBBER PRODUCTS | Tubular rinas 3 y Leachable Elements: Lead | I1SO 10993 - 17
9 (Pb) by ICP-MS
CHEMICAL- RUBBER & | Medical Devices, Surgical gloves Condoms Extractiple and
787 RUBBER PRODUCTS | Tubular rinas ' ' Leachable Elements: SO 10993 - 17
9 Lithium (Li) by ICP-MS
CHEMICAL- RUBBER & | Medical Devices, Surgical gloves Condoms Extractable 3ad
788 ! ! Leachable Elements: ISO 10993 - 17

RUBBER PRODUCTS

Tubular rings

Mercury (Hg) by ICP-MS
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CHEMICAL- RUBBER & | Medical Devices, Surgical gloves Condoms Extractdbig and
789 | rUBBER PRODUCTS | Tobular rinas o9 ; Leachable Elements: ISO 10993 - 17
9 Rhodium (Rh) by ICP-MS
CHEMICAL- RUBBER & | Medical Devices, Surgical gloves Condoms Exfracghcind
790 RUBBER PRODUCTS | Tubular rinas ' - Leachable Elements: SO 10993 - 17
9 Ruthenium (Ru) by ICP-MS
. 4 ] Extractable and
791 EEEE’”E?FEF'{SSSEEZ & ¥ngle rDirf";ces' guigicalgloves Candeps, Leachable Elements: IS0 10993 - 17
9 Selenium (Se) by ICP-MS
) : . Extractable and
792 &UEE’”&%&S%EEQ - #"fgl'ﬁ:r' rDirf"'sces' Surgieal GRERERICoNdogiEl Leachable Elements: IS0 10993 - 17
9 Silver (Ag) by ICP-MS
CHEMICAL- RUBBER & | Medical Devices, Surgical gloves Condoms Extractapl§ afg
793 RUBBER PRODUCTS | Tubular rinas ' i Leachable Elements: SO 10993 - 17
9 Thallium (T1) by ICP-MS
CHEMICAL- RUBBER & | Medical Devices, Surgical gloves Condoms gapeLablg ard
794 ' ! ! Leachable Elements: Tin  |1SO 10993 - 17
RUBBER PRODUCTS | Tubular rings
(Sn) by ICP-MS
CHEMICAL- RUBBER & | Medical Devices, Surgical gloves Condoms Exfractgblasghd
795 RUBBER PRODUCTS | Tubular rinas \ ' Leachable Elements: SO 10993 - 17
9 Vanadium (V) by ICP-MS
CHEMICAL- RUBBER & | Medical Devices, Surgical gloves Condoms, 4
796 RUBBER PRODUCTS | Tubular rings Antimony ( Sb ) by ICP-MS |1SO 10993-18
CHEMICAL- RUBBER & | Medical Devices, Surgical gloves Condoms, i
797 RUBBER PRODUCTS | Tubular rings Cadmium(Cd) by ICP-MS  |1SO 10993-18
CHEMICAL- RUBBER & | Medical Devices, Surgical gloves Condoms, .
798 RUBBER PRODUCTS | Tubular rings Chromium (Cr) by ICP-MS |1SO 10993-18
CHEMICAL- RUBBER & [ Medical Devices, Surgical gloves Condoms,
799 RUBBER PRODUCTS | Tubular rings Cobalt (Co) by ICP-MS SO 10993-18
800 CHEMICAL- RUBBER & | Medical Devices, Surgical gloves Condoms, Copper (Cu) by ICP-MS 1SO 10993-18

RUBBER PRODUCTS

Tubular rings
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Extractable & Leachable
by GC-MS/MS -
Identification of molecules
[Propanol, Ethyl acetate,
Methyl acetate, Tert-Butyl
methyl ether, Hexane,
Ethanol, Propanol,
801 CHEMICAL- RUBBER & | Medical Devices, Surgical gloves Condoms, Heptane, N- Dimethyl 1SO 10993-17
RUBBER PRODUCTS | Tubular rings Formamide, Toluene,
Dichloromethane,
Chloroform, Ethylene,
Propylene, Styrene,
Phenol, Ethylene glycol,
Vinyl chloride, Acetonitrile
& Total petroleum
hydrocarbons (TPHs).]
CHEMICAL- RUBBER & | Medical Devices, Surgical gloves Condoms,
802 |RUBBER PRODUCTS  |Tubular rings L (") by 1G3-M3 120 10893-18
CHEMICAL- RUBBER & | Medical Devices, Surgical gloves Condoms, by .
803 RUBBER PRODUCTS | Tubular rings Iridium ( Ir ) by ICP-MS ISO 10993-18
CHEMICAL- RUBBER & [ Medical Devices, Surgical gloves Condoms,
804 |RuBBER PRODUCTS  [Tubular rings Lead (Fo)Ly'ICEMS IS0 10993-18
CHEMICAL- RUBBER & | Medical Devices, Surgical gloves Condoms, A .
805 RUBBER PRODUCTS | Tubular rings Lithium (Li) by ICP-MS SO 10993-18
CHEMICAL- RUBBER & | Medical Devices, Surgical gloves Condoms,
806 RUBBER PRODUCTS | Tubular rings Mercury (Hg) by ICP-MS SO 10993-18
CHEMICAL- RUBBER & [ Medical Devices, Surgical gloves Condoms, Molybdenum (Mo ) by ICP-
807 RUBBER PRODUCTS | Tubular rings MS 150 10993-18
CHEMICAL- RUBBER & [ Medical Devices, Surgical gloves Condoms, . .
808 RUBBER PRODUCTS | Tubular rings Nickel(Ni) by ICP-MS SO 10993-18
CHEMICAL- RUBBER & [ Medical Devices, Surgical gloves Condoms, :
809 RUBBER PRODUCTS | Tubular rings Osmium ( Os ) by ICP-MS |1SO 10993-18
CHEMICAL- RUBBER & | Medical Devices, Surgical gloves Condoms, .
810 RUBBER PRODUCTS | Tubular rings Palladium (Pd) by ICP-MS |ISO 10993-18
811 CHEMICAL- RUBBER & | Medical Devices, Surgical gloves Condoms, Platinum (Pt) by ICP-MS ISO 10993-18

RUBBER PRODUCTS

Tubular rings
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CHEMICAL- RUBBER & | Medical Devices, Surgical gloves Condoms, .

812 RUBBER PRODUCTS | Tubular rings Rhodium (Rh) by ICP-MS  |ISO 10993-18
CHEMICAL- RUBBER & | Medical Devices, Surgical gloves Condoms, !

813 RUBBER PRODUCTS | Tubular rings Ruthenium (Ru) by ICP-MS|ISO 10993-18
CHEMICAL- RUBBER & | Medical Devices, Surgical gloves Condoms, .

814 RUBBER PRODUCTS | Tubular rings Selenium (Se) by ICP-MS  |1SO 10993-18
CHEMICAL- RUBBER & | Medical Devices, Surgical gloves Condoms, |

815 RUBBER PRODUCTS | Tubular rings Silver (Ag) by ICP-MS SO 10993-18
CHEMICAL- RUBBER & [ Medical Devices, Surgical gloves Condoms, ;

816 RUBBER PRODUCTS | Tubular rings Thallium (TI) by ICP-MS ISO 10993-18
CHEMICAL- RUBBER & [ Medical Devices, Surgical gloves Condoms, .

817 | ruBBER PRODUCTS | Tubular rings Tin (SrNQY IGEMS 50 1089318
CHEMICAL- RUBBER & | Medical Devices, Surgical gloves Condoms, .

818 RUBBER PRODUCTS | Tubular rings Vanadium (V) by ICP-MS  ]1SO 10993-18

. i ! Chemical Chara ¢
819 EUEE’”ECRAFEF'{SSSEEE & #"f&f:r' Eﬁ";ces' Seicl o s, terization of Elements: |ISO 10993-18
9 Arsenic (As ) by ICP-MS

CHEMICAL- RUBBER & | Medical Devices, Surgical gloves Condoms Eytractgblgsgnd

820 RUBBER PRODUCTS | Tubular rinas d ' Leachable Elements: ISO 10993-17

9 Chromium(Cr) by ICP-MS

CHEMICAL- RUBBER & | Medical Devices, Surgical Gloves, Condoms, 1

821 |RUBBER PRODUCTS | Tubular rings Qirrony(Sb) p0 10993-18
CHEMICAL- RUBBER & | Medical Devices, Surgical Gloves, Condoms, !

822 |RUBBER PRODUCTS | Tubular rings Arsenic (As) 150 10993-18
CHEMICAL- RUBBER & | Medical Devices, Surgical Gloves, Condoms, .

823 |RUBBER PRODUCTS | Tubular rings Cadmium (Cd) 150 10993-18
CHEMICAL- RUBBER & [ Medical Devices, Surgical Gloves, Condoms,

824 |RUBBER PRODUCTS  |Tubular rings CobalLi0) 150 10993-18
CHEMICAL- RUBBER & | Medical Devices, Surgical Gloves, Condoms,

825 |ruBBER PRODUCTS | Tubular rings Copper (Cu) 150 10993-18
CHEMICAL- RUBBER & | Medical Devices, Surgical Gloves, Condoms,

826 |RUBBER PRODUCTS  |Tubular rings Gold (Au) 150 10993-18

827 CHEMICAL- RUBBER & | Medical Devices, Surgical Gloves, Condoms, Iridium (Ir) ISO 10993-18

RUBBER PRODUCTS

Tubular rings
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828 &UEEA&%A#RSSSE_EFI; & _I?_ﬂf&ﬁ:rl rDir%/isces, Surgical Gloves, Condoms, Lead (Pb) S0 1099318

829 ELHJEEAII%AF"_R(F){BSE'EFE & _I?_/Il:ek;jlf:rl rDir?;Lces, Surgical Gloves, Condoms, kithium () SO 1099318

830 EUEEAIIECRA;’_R(F){BLBJE'EFE & 'I;'/lueSLIJ(I::rl ﬁr?;/isces, Surgical Gloves, Condoms, Mercury (Hg) SO 10993-18

831 EUEII;/IIIECRAFI)_RSSSEEFS{ & %\_/Iue:s”c:rl rDir%/isces, Surgical Gloves, Condoms, Molybdenum (Mo) 36 10993-18

832 EUEII\SA:E%AIL_RSB&BZEQ & rfgiL:T:rl rDir?;Lces, Surgical Gloves, Condoms, Nickel (Ni) 150 10993-18

833 EUEII;/IIIECRAPLRSS&B:EI; & 'I\rlljtiﬁ:rl rDiﬁ;Lces, Surgical Gloves, Condoms, Osmium (Os) SO 10993-18

834 ElHJEII;AIIECRAFl;RggLBJ(BZEE & gf&:f:rl rDi%/gces, Surgical Gloves, Condoms, Palladium (Pd) 150 10993-18

835 ElHJEII;AIIEiAFl;RggLBJEEFS{ & _I\rllljeétlc:i rDir?g]/;ces, Surgical Gloves, Condoms, Platinum (Pt 150 10993-18

836 ngJEII\BAIIEiAFl;RggSEFFFS{ & _I?_/IueglejT:rl rDir?;isceS' Surgical Gloves, Condoms, Ruthenium (Ru) <0 1859318

837 ELHJEII;/IIIEiAFI)_R(F){gSg_ErFsi & _I;_/Ifglf:rl rDir(?é/isces, Surgical Gloves, Condoms, Selenium (Se) ol 0993-18

838 EUEEAIIECRA;’_RSBLBJE'EFFS{ & _I?_/Ii;illjcl::rl rDir%/isces, Surgical Gloves, Condoms, Silver (Ag) 20 10993-18

839 EUEEAIIECRAFI;RSIL)JSEEFS{ & _I?_/Il;agtlc:rl rDir%/isces, Surgical Gloves, Condoms, Thallium (TI) SO 10993-18

840 EUEII;/IIIECRAFI’_RSSSEEI;{ & :ﬁ:%f:rl rIDire13;J/isces, Surgical Gloves, Condoms, Tin (Sn) SO 10993-18

841 EUEII\S/IIIE%APLRSB&B:?;\ & _I\r/ILtja:L:T:rl rIDir?;Lces, Surgical Gloves, Condoms, vanadium (V) 15O 10993-18

842 EEEEIIE(F:{APLRggg(B:?; & _I\r/IJagil:T:rl rDiﬁ;Lces, Surgical Gloves, Condoms, Rhodium (Rh) 15O 10993-18

ga3 |CHEMICAL- RUBBER & [ Medical Devices,Surgical gloves Eiﬂz:gzg grfligfo:i/ﬂ(rjig\e - 50 10993.7

RUBBER PRODUCTS

Condoms,Tubular rings

(ECH),
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. g . Extractable and
CHEMICAL- RUBBER & | Medical Devices,Surgical gloves )
844 1RUBBER PRODUCTS | Condoms,Tubular rings (LES)Chab'e Elggents: Gold 1150 10993-17
. , , Extractable and
CHEMICAL- RUBBER & | Medical Devices,Surgical gloves )
845 |RUBBER PRODUCTS | Condoms, Tubular rings Leachaplgltiements: 150 10993-17
Antimony (Sb)
; 4 ) Extractable and
CHEMICAL- RUBBER & | Medical Devices,Surgical gloves ;
846 | RUBBER PRODUCTS | Condoms,Tubular rings Ledanaple Namanl, I5Q 10993-17
Arsenic (As)
) ; . Extractable and
CHEMICAL- RUBBER & | Medical Devices,Surgical gloves !
847 |RUBBER PRODUCTS | Condoms, Tubular rings Legchable Elgmets: IS0 18993-17
Cadmium (Cd)
. i . Extractable and
CHEMICAL- RUBBER & | Medical Devices,Surgical gloves .
848 | RUBBER PRODUCTS | Condoms,Tubular rings Leachaple Flemments 0 1089317
Cobalt (Co)
. . ! Extractable and
CHEMICAL- RUBBER & | Medical Devices,Surgical gloves !
849 RUBBER PRODUCTS | Condoms,Tubular rings Reachable/Fidments: O 10§93-17
Copper (Cu)
) . . Extractable and
CHEMICAL- RUBBER & | Medical Devices,Surgical gloves .
850 1RUBBER PRODUCTS | Condoms,Tubular rings LFachableEfementss 150 J0993-17
Iridium (Ir)
) . . Extractable and
CHEMICAL- RUBBER & | Medical Devices,Surgical gloves ]
851 |RUBBER PRODUCTS | Condoms,Tubular rings (Lﬁgfhab'e EleQieEjt ead Y50 10993-17
. . ' Extractable and
CHEMICAL- RUBBER & | Medical Devices,Surgical gloves .
852 |RUBBER PRODUCTS | Condoms, Tubular rings Leachable Elemjents; 150 10993-17
Lithium (Li)
. . . Extractable and
CHEMICAL- RUBBER & | Medical Devices,Surgical gloves .
853 |RUBBER PRODUCTS | Condoms, Tubular rings Leachaple’Flements: 150 10993-17
Mercury (Hg)
. . . Extractable and
CHEMICAL- RUBBER & | Medical Devices,Surgical gloves .
854 |RUBBER PRODUCTS | Condoms, Tubular rings Leachablg Flements: 150 10993-17
Molybdenum (Mo)
. . . Extractable and
CHEMICAL- RUBBER & [ Medical Devices,Surgical gloves .
855 |RUBBER PRODUCTS | Condoms, Tubular rings ',ﬁf:la(ﬁ’\:s Elcygents: 150 10993-17
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. g , Extractable and
CHEMICAL- RUBBER & | Medical Devices,Surgical gloves )
856 |RUBBER PRODUCTS | Condoms,Tubular rings Lgachable Efaggents: 150 10993-17
Osmium (0s)
. , , Extractable and
CHEMICAL- RUBBER & | Medical Devices,Surgical gloves )
857 |RUBBER PRODUCTS | Condoms, Tubular rings Leachaplgltigments: 150 10993-17
Palladium (Pd)
; 4 ) Extractable and
CHEMICAL- RUBBER & | Medical Devices,Surgical gloves ;
858 | RUBBER PRODUCTS | Condoms,Tubular rings Ledahaple Nemanl, I5Q 10993-17
Platinum (Pt)
) ; . Extractable and
CHEMICAL- RUBBER & | Medical Devices,Surgical gloves !
859 |RUBBER PRODUCTS | Condoms, Tubular rings Legchable Elgmeyts: IS0 18993-17
Rhodium (Rh)
. i . Extractable and
CHEMICAL- RUBBER & | Medical Devices,Surgical gloves .
860 |RUBBER PRODUCTS | Condoms,Tubular rings Leachaple Flemments 0 1089317
Ruthenium (Ru)
. . ! Extractable and
CHEMICAL- RUBBER & | Medical Devices,Surgical gloves !
861 RUBBER PRODUCTS | Condoms,Tubular rings Leach.able Eldients: O 10§93-17
Selenium (Se)
) . . Extractable and
CHEMICAL- RUBBER & | Medical Devices,Surgical gloves .
862 | RUBBER PRODUCTS | Condoms,Tubular rings L=achableEfementss 150 J0993-17
Silver (Ag)
) . . Extractable and
CHEMICAL- RUBBER & | Medical Devices,Surgical gloves ]
863 |RUBBER PRODUCTS | Condoms,Tubular rings igachable Elgrets, 0 10993-17
Thallium (TI)
. . ' Extractable and
CHEMICAL- RUBBER & | Medical Devices,Surgical gloves 4
864 |RUBBER PRODUCTS | Condoms,Tubular rings (Lser?)‘:hab'e Elcigentsygfin 1150 10993-17
. . . Extractable and
CHEMICAL- RUBBER & | Medical Devices,Surgical gloves .
865 |RUBBER PRODUCTS | Condoms,Tubular rings \Llif]‘:é?fﬁ (E\'/‘)?me”ts' 150 10993-17
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866

CHEMICAL- RUBBER &
RUBBER PRODUCTS

Medical Devices,Surgical gloves
Condoms,Tubular rings

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

SO 10993-18

867

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).

SO 10993-18

868

CHEMICAL- RUBBER &
RUBBER PRODUCTS

Medical Devices,Surgical gloves
Condoms,Tubular rings

Chromium (Cr)

SO 10993-18

869

CHEMICAL- RUBBER &
RUBBER PRODUCTS

Medical Devices,Surgical gloves
Condoms,Tubular rings

Phthalate content - di-n-
octyl phthalate

ASTM D7823

870

CHEMICAL- RUBBER &
RUBBER PRODUCTS

Medical Devices,Surgical gloves
Condoms,Tubular rings

Phthalate content -
benzyl butyl phthalate

ASTM D7823

871

CHEMICAL- RUBBER &
RUBBER PRODUCTS

Medical Devices,Surgical gloves
Condoms,Tubular rings

Phthalate content -
dibutyl phthalate

ASTM D7823

872

CHEMICAL- RUBBER &
RUBBER PRODUCTS

Medical Devices,Surgical gloves
Condoms,Tubular rings

Phthalate content - di-iso
noyl phthalate

ASTM D7823

873

CHEMICAL- RUBBER &
RUBBER PRODUCTS

Medical Devices,Surgical gloves
Condoms,Tubular rings

Phthalate content -bis-2-
ethyl hexyl phthalate

ASTM D7823
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CHEMICAL- RUBBER & [ Medical Devices,Surgical gloves Phthalate content -di-iso-

874 RUBBER PRODUCTS | Condoms,Tubular rings decyl phthalate ASTM D7823

875 CHEMICAL- RUBBER & | Medical Devices,Surgical Ethylene Oxide residue - 1SO 10993-7
RUBBER PRODUCTS | gloves,Condoms,Tubular rings ethylene Oxide (EO)

! . A Extractable and

876 CHEMICAL- RUBBER & MedlcaIDgwces, Surgical gloves Condoms, Leachable Elements: 1SO 10993 - 17

RUBBER PRODUCTS | Tubular rings B
Iridium (Ir) by ICP-MS

CHEMICAL- RUBBER & / Leachable tests of

877 |ruBBer PrODUCTS | Rebreathing Bag Selenium (Se) by ICP-OEs |'°0 18°62-4
CHEMICAL- RUBBER & "

878 RUBBER PRODUCTS Rebreathing Bag VOC test of Ethyl acetate |ISO 18562-3
CHEMICAL- RUBBER & . Leachable tests of

879 |russer PrODUCTS | Rebreathing Bag Antimony (Sb) by ICp-Ms |'°0 18262-4
CHEMICAL- RUBBER & . Leachable tests of Arsenic

880 RUBBER PRODUCTS Rebreathing Bag (As) by ICP-MS ISO 18562-4
CHEMICAL- RUBBER & ! Leachable tests of Barium

881 RUBBER PRODUCTS Rebreathing Bag (Ba) by ICP-MS ISO 18562-4
CHEMICAL- RUBBER & - Leachable tests of Barium

882 RUBBER PRODUCTS Rebreathing Bag (Ba) by ICP-MS ISO 18562-4
CHEMICAL- RUBBER & ; Leachable tests of

883 |ruBBER PRODUCTS | Rebreathing Bag Cadmium (Cd) by Icp-ms |!°0 18562-4
CHEMICAL- RUBBER & ’ Leachable tests of

884 |ruBBER PRODUCTS | Rebreathing Bag Chromium (Cr) by IcP-ms |50 18562-4
CHEMICAL- RUBBER & ! Leachable tests of Cobalt

885 RUBBER PRODUCTS Rebreathing Bag (Co) by ICP-MS ISO 18562-4
CHEMICAL- RUBBER & . Leachable tests of Copper

886 RUBBER PRODUCTS Rebreathing Bag (Cu) by ICP-MS ISO 18562-4
CHEMICAL- RUBBER & . Leachable tests of Gold

887 RUBBER PRODUCTS Rebreathing Bag (Au) by ICP-MS ISO 18562-4
CHEMICAL- RUBBER & . Leachable tests of Iridium

888 RUBBER PRODUCTS Rebreathing Bag (Ir) by ICP-MS ISO 18562-4

889 CHEMICAL- RUBBER & Rebreathing Bag Leachable tests of Lead ISO 18562-4

RUBBER PRODUCTS

(Pb) by ICP-MS
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890 | 5EhicAL RUSBER & Rebreathing Bag e O HM™ iso 18562-4
891 | ZUIBBER PrODUCYS | ReBreathing Bag Il\_/leearcctiyt/)l(thge)stt)??gP-MS IS0 18562-4
892 EEEEMECRAPL&SSSEEE& Rebreathing Bag E::ega:;ggglneuﬁs(t;g)f by ICP- [ISO 18562-4
893 SUEEA&CRA;RSBLBJEEFS{ & Rebreathing Bag l(_ISISCt?;?CIEF}’-tI\?ISStS of Nickel |55 18562-4
900 | ijggEn pRODUCTS | ReDreathing Bas Leachable tests o T {150 18562.4
201 EUEEMECRAFEF_«F){SSEEFS{ * [Rebreathing Bag \L,ii(::j?slﬁ ffjftgyolfcp_MS IS0 18562-4
e et o] 50 105024
903 EUEE&%APLRSS&BZEE & Rebreathing Bag l(_F?t?)cB?/t:ICePEgsEt; of Lead |5 18562-4
905 CHEMICAL- RUBBER & Rebreathing Bag Leachable tests of Tin ISO 18562-4

RUBBER PRODUCTS

(Sn) by ICP-OES
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e oy lcrogs |50 165624
907 | 5iohin pronoers & | Rebreathing Bag ey iepors o ArEeNliso 18562-4
908 EUEEAIIECRA;’_R(F){BLBJE'EFE & Rebreathing Bag l(-gg)cgibllcePtertSs of Barium 1,56 18562-4
910 |ZUgseR PRODUCTS | Rebreathing Bag ti?gmglrit(gsrgsbc;fICPOES 150 §p>62-4
911 |qUpben ProDUCTS | Rebreathing Bag (Coy by 1CPOES, " |150 185624
912 | mgen pRODUCTS | RePreathing Bag (Coy by Icpots T |1s0 185624
913 ElHJEII;AIIEiAFl’_RggLBJEEFS{ & Rebreathing Bag I(.Ej)cl;z}a/bllceptgétss b old ISO 18562-4
o14  [SHERICEL BBt & | Rebreathing Bag ey iepoge oM™ liso 18562-4
015 |5ehicAs: RUSBER &l Rebreathing Bag o epore o HMM iso 18562-4
a7 EEEEME?;{S&BJEEE& Rebreathing Bag g%l;EZZLeuﬁs(tlag)f by ICP- |1S0 18562-4
921 CHEMICAL- RUBBER & Rebreathing Bag Leachable tests of ISO 18562-4

RUBBER PRODUCTS

Platinum (Pt) by ICPOES
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CHEMICAL- RUBBER & . Leachable tests of

922 |puBBEeR PRODUCTS | Rebreathing Bag Rhodium (Rh) by ICPOES |50 18>62-4
CHEMICAL- RUBBER & . Leachable tests of Silver

923 RUBBER PRODUCTS Rebreathing Bag (Ag) by ICPOES ISO 18562-4
CHEMICAL- RUBBER & . Leachable tests of

924 |puBBER PRODUCTS | Rebreathing Bag Thallium (Tl) by IcPoEs ~ |!°0 185624
CHEMICAL- RUBBER & . Leachable tests of

925 |RuBBER PRODUCTS | Rebreathing Bag Vanadium (V) by IcPoEs |'°0 18°62-4

Leachable tests

CHEMICAL- RUBBER & : )

926 RUBBER PRODUCTS Rebreathing Bag gtétshemum (Ru) by ICP- SO 18562-4
CHEMICAL- RUBBER & . Particulate matter test

927 RUBBER PRODUCTS Rebreathing Bag (PM 10) ISO 18562-2
CHEMICAL- RUBBER & .

928 RUBBER PRODUCTS Rebreathing Bag VOC test of 1- Propanol ISO 18562-3
CHEMICAL- RUBBER & !

929 RUBBER PRODUCTS Rebreathing Bag VOC test of Chloroform ISO 18562-3
CHEMICAL- RUBBER & .

930 RUBBER PRODUCTS Rebreathing Bag VOC test of Ethanol ISO 18562-3
CHEMICAL- RUBBER & : VOC test of Methyl

931 RUBBER PRODUCTS Rebreathing Bag celid ISO 18562-3
CHEMICAL- RUBBER & ’ VOC test of Methylene

932 |RuBBER PRODUCTS | Rebreathing Bag Dichloride 150 18562-3
CHEMICAL- RUBBER & !

933 RUBBER PRODUCTS Rebreathing Bag VOC test of n- Heptane ISO 18562-3
CHEMICAL- RUBBER & .

934 RUBBER PRODUCTS Rebreathing Bag VOC test of nHeptane ISO 18562-3
CHEMICAL- RUBBER & .

935 RUBBER PRODUCTS Rebreathing Bag VOC test of n-Hexane ISO 18562-3
CHEMICAL- RUBBER & . VOC test of Tert-Butyl

936 |ruBBER PRODUCTS | Rebreathing Bag methyl ether 150 18562-3
CHEMICAL- RUBBER & 4

937 RUBBER PRODUCTS Rebreathing Bag VOC test of Toluene ISO 18562-3
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CHEMICAL- RUBBER & .

938 RUBBER PRODUCTS Rebreathing Bag VOC test of Toluene ISO 18562-3
CHEMICAL- RUBBER & .

939 RUBBER PRODUCTS Rebreathing Bag VOC test of Chloroform ISO 18562-3
CHEMICAL- RUBBER & . VOC test of Methylene

940 |ruBBER PRODUCTS | Rebreathing Bag Dichloride 150 18562-3
MECHANICAL- PAPER : ..

941 & PAPER PRODUCTS Packaging (Shipping Box) Drop test ASTM 5276
MECHANICAL- PAPER : .

942 & PAPER PRODUCTS Packaging (Shipping Box) Drop test ISO 2248
MECHANICAL- PAPER ; L .

943 & PAPER PRODUCTS Packaging (Shipping Box) Compression Test ASTM D642
MECHANICAL- PAPER . |

944 & PAPER PRODUCTS Packaging (Shipping Box) Drop test ASTM D 4169
MECHANICAL- PAPER 3 .

945 & PAPER PRODUCTS Packaging (Shipping Box) Impact test ASTM D6344
MECHANICAL- PAPER : -

946 & PAPER PRODUCTS Packaging (Shipping Box) Vacuum Test ASTM D 6653
MECHANICAL- PAPER 1 oo 1 .

947 & PAPER PRODUCTS Packaging (Shipping Box) Vibration test ISO 8318
MECHANICAL- Diameter (Optical

948 PERFORMANCE/DURA | Contact lenses (Hydrogel) Compatibility testing Proiaction mF()ethod) ISO 18369-3
BILITY/ SAFETY TEST )
MECHANICAL- Back vertex power (all

949 PERFORMANCE/DURA | Contact lenses (Hydrogel) Compatibility testing lens materials) ISO 18369-3
BILITY/ SAFETY TEST (Apparatus-Focimeter)
MECHANICAL-

950 PERFORMANCE/DURA | Contact lenses (Hydrogel) Compatibility testing Curvature ISO 18369-3
BILITY/ SAFETY TEST
MECHANICAL-

951 PLASTICS AND Blood collection tubes Additives ISO 6710
PLASTIC PRODUCTS
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MECHANICAL-
952 PLASTICS AND Blood collection tubes Leakage Test ISO 6710
PLASTIC PRODUCTS
MECHANICAL-
953 PLASTICS AND Blood collection tubes Nominal Volume ISO 6710
PLASTIC PRODUCTS
MECHANICAL-
954 PLASTICS AND Blood collection tubes Robustness ISO 6710

PLASTIC PRODUCTS

MECHANICAL-
955 PLASTICS AND
PLASTIC PRODUCTS

Catheters

Force at break

IS/ISO 10555-1

MECHANICAL-
956 PLASTICS AND
PLASTIC PRODUCTS

Copper T

Tensile Force

ISO 7439

MECHANICAL-
957 PLASTICS AND
PLASTIC PRODUCTS

V. Set

Seal Test

ASTM : F88/F88M

MECHANICAL-
958 PLASTICS AND
PLASTIC PRODUCTS

Paper Pouch for Medical Device

Burst test

ASTM F2054M

MECHANICAL-
959 PLASTICS AND
PLASTIC PRODUCTS

Paper Pouch for Medical Device

Leak Test

ASTM F1929

MECHANICAL-
960 PLASTICS AND
PLASTIC PRODUCTS

Paper Pouch for Medical Device

Peel Test

ASTM D1876

MECHANICAL-
961 PLASTICS AND
PLASTIC PRODUCTS

Paper Pouch for Medical Device

Seal Test

ASTM F88/F88M

MECHANICAL-

962 PLASTICS AND Suture Tensile Strength USP 46-NF, Chapter 881
PLASTIC PRODUCTS
MECHANICAL-

963 PLASTICS AND Syringe Seal Test ASTM : F88/F88M - 15

PLASTIC PRODUCTS
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MECHANICAL-
964 PLASTICS AND Syringe (2ml) Dead Space Volume ISO 7886-1
PLASTIC PRODUCTS
MECHANICAL-
965 PLASTICS AND Syringe (5ml) Dead Space Volume ISO 7886-1
PLASTIC PRODUCTS
MECHANICAL-
966 PLASTICS AND Tyvek Pouch for Medical Device Burst test ASTM F2054M
PLASTIC PRODUCTS
MECHANICAL-
967 PLASTICS AND Tyvek Pouch for Medical Device Leak Test ASTM F1929
PLASTIC PRODUCTS
MECHANICAL-
968 PLASTICS AND Tyvek Pouch for Medical Device Seal Test ASTM F88/F88M
PLASTIC PRODUCTS
MECHANICAL-
969 PLASTICS AND Tyvek Pouch for Medical Device Peel Test ASTM D1876
PLASTIC PRODUCTS
MECHANICAL-
970 RUBBER AND RUBBER | Condoms Dimension (Thickness) IS/ISO 4074
PRODUCTS
MECHANICAL-
971 RUBBER AND RUBBER | Condoms Dimension (Length) IS/ISO 4074
PRODUCTS
MECHANICAL-
972 RUBBER AND RUBBER | Condoms Dimension (Width) IS/ISO 4074
PRODUCTS
MECHANICAL-
973 RUBBER AND RUBBER | Condoms Freedom from hole IS/ISO 4074
PRODUCTS
MECHANICAL- .
974 RUBBER AND RUBBER | Nitrile Examination Glove Dimension (Index Finger) ﬁTyaDST\FJ;OB' Section
PRODUCTS » rage o
MECHANICAL- .
975 |RUBBER AND RUBBER | Nitrile Examination Glove Air leak test 150 374-2, Section 7,

PRODUCTS
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MECHANICAL- .
976 | RUBBER AND RUBBER | Nitrile Examination Glove Dimension (Length) ASTM D3767-03, Section

PRODUCTS

11, Page No.7

MECHANICAL-

ASTM D3767-03, Section

977 RUBBER AND RUBBER | Nitrile Examination Glove Dimension (Palm) 11. Page No.7
PRODUCTS » Fage fNo.
MECHANICAL- .

978  |RUBBER AND RUBBER | Nitrile Examination Glove Dimension (Width) ﬁTE"aD:ﬁJ;O& Section
PRODUCTS » rage No.
MECHANICAL-

979 RUBBER AND RUBBER | Nitrile Examination Glove Dimension (Width) BS EN 455-1
PRODUCTS
MECHANICAL-

980 RUBBER AND RUBBER | Nitrile Examination Glove Force at break BS EN 455-1
PRODUCTS
MECHANICRL- Force at break after

981 RUBBER AND RUBBER | Nitrile Examination Glove challenain BS EN 455-1
PRODUCTS 9ing
MECHANICAL- Force at break with

982 RUBBER AND RUBBER | Nitrile Examination Glove elongation (Elongation ';‘STM D573-04, Page No.
PRODUCTS After Aging)

MECHANICAL- Force at break with

983 RUBBER AND RUBBER | Nitrile Examination Glove elongation (Elongation 'S‘STM D573-04, Page No.
PRODUCTS Before Aging)

MECHANICAL- Force at break with

984 RUBBER AND RUBBER | Nitrile Examination Glove elongation (Tensile éSTM D573-04, Page No.
PRODUCTS Strength After Aging)

MECHANICAL- Force at break with

985 RUBBER AND RUBBER | Nitrile Examination Glove elongation (Tensile ';‘STM D573-04, Page No.
PRODUCTS Strength Before Aging)

MECHANICAL-

986 RUBBER AND RUBBER | Nitrile Examination Glove Freedom from holes ASTM D5151, Page No. 1
PRODUCTS
MECHANICAL-

987 RUBBER AND RUBBER | Nitrile Examination Glove Freedom from holes BS EN 455-1

PRODUCTS
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MECHANICAL-

988 RUBBER AND RUBBER | Nitrile Examination Glove Leachable BS EN 455-1
PRODUCTS
MECHANICAL- .

989 |RUBBER AND RUBBER | Nitrile Examination Glove Powder free residue /gsgga eD?\Ilozg - 06, Section
PRODUCTS » rage o.
MECHANICAL- .

990 RUBBER AND RUBBER | Nitrile Examination Glove Powder free residue IPSaOEZ}\I10731, Section 9.2,
PRODUCTS ge No.

MECHANICAL- . .

991 RUBBER AND RUBBER | Nitrile Examination Glove Eﬁgrc;iucgelsre&stance oy, ESPI;N;SI\(I)OBZMA' Section
PRODUCTS » rage No.
MECHANICRL- Resistance to permeation

992 RUBBER AND RUBBER | Nitrile Examination Glove by chemicals P BS EN 16523-1
PRODUCTS y
MECHANICAL- ,

993 | RUBBER AND RUBBER |Nitrile Examination Glove Water leak test Liog\lt% Section 7.3,
PRODUCTS ge Ho.

MECHANICAL-

994 | RUBBER AND RUBBER | Nitrile Examination Glove Weight change test ESPE\N <|eSNOo3774-4' Annex-
PRODUCTS -+ Hg9e TO.
MECHANICAL-

995 RUBBER AND RUBBER | Nitrile Examination Gloves Dimension (Length) BS EN 455-1
PRODUCTS
MECHANICAL- . .

996 TEXTILE MATERIALS Medical Face Mask Flammability 16 CFR part 1610
MECHANICAL- Differential

97 |7exTiLE MATERIALs | N 9 Mask Pressure(Breathability) | 16282
MECHANICAL- Differential

998 | 1exTiLe MaTERIALS | N 92 Mask Pressure(Breathability) | E 14683
MECHANICAL- e

999 TEXTILE MATERIALS N 95 mask Flammability test 16 CFR part 1610
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MECHANICAL-

Splash
resistance(Resistance to

1000 YexTiE MaTERIALs | N 93 mask penetration by synthetic |A>TM1862
blood )
Splash
MECHANICAL- resistance(Resistance to
1001 YrexTitE MaTERIALS | N 93 mask penetration by synthetic | > 16289
blood )
Splash
MECHANICAL- resistance(Resistance to
1002 TEXTILE MATERIALS N 95 jhask penetration by synthetic 50 22609
blood )
i (Blood Penetration test)
1003 MECHANIGRL. PPE(Personal Protective Equipment)kit Resistance to penetration |IS 16546
TEXTILE MATERIALS !
by synthetic blood.
Blood Penetration Test
MECHANICAL- ! . . (Resistance to
1004 TEXTILE MATERIALS PPE(Personal Protective Equipment)kit penetration by synthetic ASTMF 1670
blood )
MECHANICAL- L Differential
1005 exTiLE MATERIALs | Surgical Face Mask Pressure(Breathability) | 14683
MECHANICAL- : Differential
1006 | exTiie MaTERIALS | Purdical Face Mask Pressure(Breathability) | 16282
Splash
MECHANICAL- , resistance(Resistance to
1007 11exTILE MATERIAL | Purgical Face Mask penetration by synthetic |A>TM F1862
blood )
Splash
MECHANICAL- . resistance(Resistance to
1008 TEXTILE MATERIALS Surgical FaCefdask penetration by synthetic 1516289
blood )
Splash
1009 MECHANICAL- Surgical Face Mask resistance(Resistance to 150 22609

TEXTILE MATERIALS

penetration by synthetic
blood )
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