Quality And Accreditation Institute
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Certificate of Accreditation
Hetero Analytical Solution LLP

Shivam Industrial Park, Shed No. 268-269, Vasna-Chacharwadi Road,
Moraiya-382213, Ahmedabad, Gujarat, India

has been assessed and accredited in accordance with the Standard
ISO/IEC 17025:2017

‘General Requirements for the Competence of Testing and Calibration Laboratories”
In the field of

Testing

This certificate remains valid for the Scope of Accreditation as specified
in the annexure subject to continued compliance to the above standard <l

any other requzrements specified by QAI

«d CSCRED Al ;;i

QAI/CIA/TL,/2025/0152
Valid from: 04 December 2025 Valid until: 03 December 2027

Dr. Bhupendra Kumar Rana Prof. Vikram Kumar
Chief Executive Officer Chair, CIA

User is advised to verify the current certificate and scope of accreditation by visiting our website: .gai.orq.in "H*
vised to verify i pe of ) visiting our website: www.gai.org.in SEu3



http://www.qai.org.in/
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Scope of Accreditation

Hetero Analytical Solution LLP
Shivam Industrial Park, Shed No. 268-269, Vasna-Chacharwadi Road,
Moraiya-382213, Ahmedabad, Gujarat, India
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Valid from: 04 December 2025
QAI/CIA/TL/2025/0152 *Scope Amended w.e.f.: 30 March 2026
Valid until: 03 December 2027

Accreditation Standard: 1SO/TEC 17025:2017

Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method
Industrial & Fine Chemicals

1. Caffeine Solution Assay IP 2022 (Volume 2, Page No.1713)
2. Water pH USP 2024 Chapter 791
3. Water Conductivity USP 2024 Chapter 644
4, Potassium Chloride Assay IP (Volume 3, Page No.3314)
5. Potassium Hydrogen Pthalate | Assay STP002-00 Issue date;01.01.2024
6. Potassium Dichromate Assay IP 2022 (Volume 1, Page N0.1113)
7. Sodium Chloride Assay IP 2022 (Volume 1, Page No. 1145)
8. Calcium carbonate Assay IP 2022 (Volume 3, Page No. 4046)
0. Sodium carbonate Assay USP 2024
10. Ammonium sulphate Assay USP 2024

Potassi dich tei
11. © assmrn If: e Absorbance USP 2024 Chapter 857
perchloric acid - 200-800 nm

Potassium dichromate in
12. Absorb USP 2024 Chapter 857
perchloric acid - 400-800 nm sorbance apEer

Potassium chloride solution -
13, | orassium chionide solton = ppsorbance USP 2024 Chapter 857
190-400 nm

This is annexure to ‘Certificate of Accreditation’ and does not require any WWW.qat.org.in
signature.
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Scope of Accreditation

Hetero Analytical Solution LLP
Shivam Industrial Park, Shed No. 268-269, Vasna-Chacharwadi Road,
Moraiya-382213, Ahmedabad, Gujarat, India
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Valid from: 04 December 2025
QAI/CIA/IL/2025/0152 *Scope Amended w.e.f.: 30 March 2026
Valid until: 03 December 2027

Accreditation Standard: ISO/IEC 17025:2017

Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method
Industrial & Fine Chemicals
Holmium oxide in perchloric
14, ymitm oxide In p '“ | Absorbance USP 2024 Chapter 857
acid -4%
di Sodium tartrate dihydrate
15, | or>odm ihydrate /| ) cay USP 2024 Chapter 921
Sodium tartrate
16. Toluene in hexane Assay USP 2024 Chapter 467
17 1 Pentadecane Assa IP 2022, Guidance Document
' L IPC/GD/06
IP 2022, Guid D t
18. n Hexadecane Assay » Sulidance Doctiggn
IPC/GD/06
19 T etradecane Assa IP 2022, Guidance Document
' Y IPC/GD/06
This is annexure to ‘Certificate of Accreditation’ and does not require any WWW.qai.org.in 20f5

signature.
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Scope of Accreditation

Hetero Analytical Solution LLP
Shivam Industrial Park, Shed No. 268-269, Vasna-Chacharwadi Road,
Moraiya-382213, Ahmedabad, Gujarat, India
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Valid from: 04 December 2025
QAI/CIA/TL/2025/0152 *Scope Amended w.e.f.: 30 March 2026
Valid until: 03 December 2027

Accreditation Standard: 1SO/TEC 17025:2017

Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method
Medical Accessories &
Surgical Products
. . Indian Pharmacopoeia 2022, Chap.
1. I
Scissors Sterility 2.2.11, P61
) Bandage Sterilit Indian Pharmacopoeia 2022, Chap.
' g y 2.2.11, P61
Indian Ph ia 2022, Chap.
3. Clothing Sterility naian FrRegRoPoe!a a
2.2.11, P61l
4 Force Sterilit Indian Pharmacopoeia 2022, Chap.
' 3 Y 2.2.11, P61
. Indian Pharmacopoeia 2022, Chap.
5. Cathet Sterilit
i ey 2.2.11, P61
! . - Indian Pharmacopoeia 2022, Chap.
6. S ID Sterilit
urgical Dressing erility 2211, P61
Indian Ph ia 2022, Chap.
7. Surgical Cotton Sterility G MACOPOCIE a
2.2.11, P61
. . Indian Pharmacopoeia 2022, Chap.
8. Suture/ Suture Dressing Sterility 2.2.11, P61
9. Disposable Hypodermic Sterility Indian Pharmacopoeia 2022, Chap.
syringe 2.2.11, P61
Indian Ph ia 2022, Chap.
10. Needle Sterility ndian Fharmacopoeia »~hap
2.2.11, P61
Indian Ph ia 2022, Chap.
11. Stent Sterility nalan Fharmacopoela P
2.2.11, P61
This is annexure to ‘Certificate of Accreditation’ and does not require any WWW.qat.org.in 3of5

signature.
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Scope of Accreditation

Hetero Analytical Solution LLP
Shivam Industrial Park, Shed No. 268-269, Vasna-Chacharwadi Road,
Moraiya-382213, Ahmedabad, Gujarat, India
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Valid from: 04 December 2025
QAI/CIA/TL/2025/0152 *Scope Amended w.e.f.: 30 March 2026
Valid until: 03 December 2027

Accreditation Standard: 1SO/TEC 17025:2017

Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method
Medical Accessories &
Surgical Products
. - Indian Pharmacopoeia 2022, Chap.
12. | [
Scalp vein set Sterility 2.2.11, P61
13 Disposable perfusion set Sterilit ML) Fharmacopoela 2022, Chap.
’ P P Y 2.2.11, P61
Indian Ph ia 2022, Chap.
14. Urine collection bag Sterility naian FrRegRoPoe!a a
2.2.11, P61
. Indian Pharmacopoeia 2022, Chap.
15. Endotracheal tube Sterility 2211, P61
. Indian Pharmacopoeia 2022, Chap.
16. Blood bag Sterility 2211, P61
. Indian Pharmacopoeia 2022, Chap.
17. I [
Cannula Sterility 2.2.11, P61
Indian Ph ia 2022, Chap.
18. | Gloves Sterility G MACOPOCIE ap
2.2.11, P61
. . Indian Pharmacopoeia 2022, Chap.
19. Sterile G Sterilit
erile Gown erility 2.2.11 P61
Indian Ph ia 2022, Chap.
20. Diapers Bioburden (TAMC & TYMC) ndian Fharmacopoeia a
2.2.9, P40
Indian Ph ia 2022, Chap.
21. Contraceptives Bioburden (TAMC & TYMC) Suaihibialiiaai ot a
2.2.9, P40
Indian Ph ia 2022, Chap.
22. Disinfectant Bioburden (TAMC & TYMC) naian Fharmacopoela P
2.2.9, P40
This is annexure to ‘Certificate of Accreditation’ and does not require any WWW.qai.org.in 40f 5

signature.
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Scope of Accreditation

Hetero Analytical Solution LLP
Shivam Industrial Park, Shed No. 268-269, Vasna-Chacharwadi Road,
Moraiya-382213, Ahmedabad, Gujarat, India
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Valid from: 04 December 2025
QAI/CIA/TL/2025/0152 *Scope Amended w.e.f.: 30 March 2026
Valid until: 03 December 2027

Accreditation Standard: 1SO/TEC 17025:2017

Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method

Medical Accessories &
Surgical Products

Indian Pharmacopoeia 2022, Chap.

23. N [ Bi TAM TYM
3 eedle ioburden ( C& Q) 2.2.9, P40

Blood bag & Urine Collection Indian Pharmacopoeia 2022, Chap.

24, Bioburden (TAMC & TYMC)

Bag 2.2.9, P40

Blood bag & Urine Collection o ) Indian Pharmacopoeia 2022, Chap.
25. Escherichia coli

Bag 2.2.9, P40
26. Blood bag & Urine Collection saimonella Indian Pharmacopoeia 2022, Chap.

Bag 2.2.9, P40

Blood bag & Urine Collection Indian Pharmacopoeia 2022, Chap.
27. Staphylococcus aureus

Bag 2.2.9, P40

Blood bag & Urine Collection . Indian Pharmacopoeia 2022, Chap.
28. Pseudomonas aeruginosa

Bag 2.2.9, P40

*Note:

Scope Extension 1:
Following scope of accreditation is extended w.e.f. 30 March 2026:

Biological Testing-
Medical Accessories & Surgical products ((S. No.- 1 to 28; Page no. 3-5)

This is annexure to ‘Certificate of Accreditation’ and does not require any WWW.qat.org.in
signature.




