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All India Institute of Medical Sciences, Raipur (Chhattisgarh)
Tatibandh, GE Road,

Raipur-492 099 (CG)

www.aiimsraipur.edu.in

No: AIIMS/R/CS/CCUT&E /2025/E-20241 Date:-13/11/2025

Call for Objection

Subject: Inviting comments/objection, if any before declaring proprietary article for
procurement of “Aerogen solo USB Controller Starter Kit for CCU T&E
Anesthesiology at AIIMS, Raipur.

CCU T&E Anesthesiology Department at AIIMS, Raipur has to procure Aerogen solo
USB Controller Starter Kit through Proprietary Article basis.

The proposal submitted by M/s Aerogen Ltd Galway Business park Dangan Galway H
91 HE94,CO.Galway, Ireland, who is sole manufactures and M/s Bagree Enterprise,
H.NO. C/236/35/405,Behind Zudio Clothing Centre Shailendra nagar, Raipur is the
Local Agent of this item along with Proprietary Article Certificate are attached & uploaded
on Institute website.

The above documents are being uploaded for open in formation to submit objections,
comments if any from any manufacturer/supplier before declaring proprietary article of the
said equipment/items to be procured, within 15 days (i.e.13/11/2025) from the date of
issuance/uploading of the notification.

The objection should be raised in the technical compliance sheet as enclosed, if any firm
claiming suitability of their product with respect to specification mentioned.

The comments should be sent to the office of Central Store Office on above address at
AIIMS Raipur in a sealed envelope with above reference on sent to respective mail address
storesofficer.cp@aiimsraipur.edu.in/store@aiimsraipur.edu.in on before28/11/2025 up to
05:00PM from the date of uploading on institutional website, failing which it will be
presumed that any other manufacture/vendor is having no comment to offer adcase will be
decided on merits.

Stores Officer
AIIMS Raipur (CG)

Enclosure:-

1. PAC Certificate by Manufacturer.
2. PAC Certificate by Department.
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All India Institute of Medical Sciences, Raipur (Chhattisgarh)
Tatibandh, GE Road,

Raipur-492 099 (CG)
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| approve the above purchase on PAC basis and certify that:-

Note- Tick to retain only one out of (b), (c-1) or (c-2) whichever is applicable and cross out others.
Please do confirm (a) by ticking it — without which PAC certificate will be invalid.
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This is the only firm who is ma'nufacturing /stocking this item.
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No other make/brand will be suitable for following tangible reasons (like OEM/warranty
spares): OR
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No other make/brand will be suitable for following intangible reasons (if PAC was also

given in the last procurement cycle, please also bring out efforts made since then to
locate more sources): OR
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Aerogen

Date: 20th May 2019
Title: Proprietary Certificate

To Whom it Concerns,

This is to certify that the Aerogen Drug Delivery System (Pro/Pro X/ USB Controllers and Solo/ Pro
Nebulizer and associated components) are Proprietary Products manufactured by Aerogen Ltd.,
located at Galway Business Park, Dangan, Galway, H91 HE94, Co. Galway, Ireland.

“Aerogen" "is a registered trademark in India trademark and are also the registered service marks
(included under form 10-K) having US patents and copywrites.

Aerogen Ltd. is registered under National Standards Authority of Ireland (MDSAP Recognized
Auditing Organization- Certificate Number MP19.3129/Rev1)) certifying Aerogen’s Quality
Management System to ISO 13485:2016, to the Australia-Therapeutic Goods (Medical Devices)
Regulations, 2002, Schedule 3 Part 1 (excluding Part 1.6) — Full Quality Assurance Procedure. ,
Brazil- RDC ANVISA n. 16/2013 RDC ANVISA n. 23/2012 RDC ANVISA n. 67/2009 , Canada-
Medical Devices Regulations — Part 1- SOR 98/282 , Japan- MHLW Ministerial Ordinance 168, Article
4 to Article 68, PMD Act (as applicable) , United States- 21 CFR 803, 21 CFR 806, 21 CFR 807 —
Subparts A to D, , 21 CFR 820 - Quality System Regulation, for the Design and Development and
Manufacturing of Aerosol Delivery Systems for Systemic Treatment and Drug Delivery.

The Aerogen Ltd. products outlined above were cleared by the FDA (Food and Drug Administration)
under the 510K application process. The Aerogen Ltd. products outlined above are CE marked and
meet the requirements of Annex | of the Medical Device Directive 93/42/EEC as amended by

2007/47/EC.

__Aerogen Ltd. is the sole supplier of Aerogen Ltd. products into the global market, which includes but

not limited to the Indian subcontinent market. To the best of our knowledge Aerogen Ltd. products are
not manufactured by any other company/organisation globally.

Richard Featherstone

Sales Director —Asia Pacific

Encl- List of patents
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