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AIIMS/R/HS/BME//2024/PAC/ | 2-6 @3 Date: 03/01/2024

Call_ for Objections

Sub:- Inviting Comments/objections (if any), regarding procurement of Aerogen Solo
Nebuliser with T-Piece for our existing C3 Ventilators installed at various ward and OT in

hospital area at AIIMS Raipur under Proprietary Article Basis.

Bio Medical Engineering Department, AIIMS Raipur has to procure the Aerogen Solo
Nebuliser with T-Piece for our existing C3 Ventilators installed at various ward and OTs
area through Proprietary Article Basis under GFR -166. The proposal submitted by M's Aerogen
Ltd. located at Galway Business Park Dangan, Galway H91 HE94, Co., Galway Ireland. who
is sole manufacturer and M/s Bagree Enterprises, Raipur is the local Agent of this item along
with Proprietary Article Certificate are attached and same upload on AIIMS Raipur website.

The above documents are being uploaded for open information to submit
objections/comments (if any) from any manufacturer/supplier before declaring proprietary article
for the said equipment/items to be procured, within 10 days from the date of issuance/uploading
of the notifications. The objection should be raised on 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 Stores Office (Hospital), Room No. 329, C C1
Block, Gate No. 01, AIIMS, Raipur in sealed envelope or through speedpost before 12/01/2024 up
to 3.00 PM failing which it will be presumed that any other vendor having no comments to offer
and case will be decided on merits. ;

_ it

Stores Officer- H

; : . AIIMS Raipur
Encl:- HER Iftrerd (arvey
1. Proprietary Letter by Manufacturer Store Officer
2. Proprietary Letter by Department T, g (wr)

AIIMS, Raipur (C.0)
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All India Institute of Medical Sciences, Raipur (Chhattisgarh){_
Tatibandh, Gg Roaq \

Raipur-492 099 (Ca) Y
www.aiimsraipur.edy i, |

YT g IS
Proprietary Article Certificate |
WIge AT IR Fed ¢
File Number and Reference - \‘%.\
1. Aerogen Solo Nebuliser :
. | R B fawe

e With T-Piece (Pack of 10)
Description of article

2 E{aiﬂqlﬁﬂ HEAT As Per PPRF

Forecast of quantity/annual requirement

3 ng‘gmﬁaw - - As Per PPRF
Approximate estimated value for above
. Frfar &1 M wd@ T M/s Aerogen Ltd. located at

alway Business Park
Dangan, Galway H91 HE9%4,
Co. Galway Ireland.

IR e / =il a1 4 M/s Bagree Enterprise, Ground|

St .
Name(s) of authorised dealers/stockists Ezlr::ﬁlo Cclgztizzséigf;fehmd

Shailendra Nagar, Raipur, CG
492001

i 7 W P MR | IW TR 91 WoR o7 § SN T@ gARE el @
ﬁ;.

- @), @-1) 7 @2 ¥ A dW W B Ew w3 forg R @,
o @ S & SR G B P < @) fed ax qfe & 3ua R ol g
6 | ux oy @rm |

I 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.

T8 UH A B Wl 9 AG G H /TR 9 @l 2|
AR

6 (a) ;
This is the only firm who is manufacturing /stocking this item,AND \{ %

Maker’'s name and address

forll o0 w0 g W 7e i/ Rwa @ T o 8,
6 (v) | TP SHANT R T b 1 e & | e

v A similar article in not manufacturing/sold by any other firm,which
could be used in lieu OR
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- | No other make/brand will be suitable for followin
reasons (like OEM/warranty spares): OR

B/ dis fslag oro (0 sidem /and @) @

g tangible

sources): OR

BE I e /T8 FRARIGG BRUT @ Sug@ A@ e
(R Gt R wlde & & R T o, & qua 70 I< W
| ¥ A B v TR B fg g ) 9

1 No other make/brand will be suitable for following intangible
j‘» reasons (if PAC was also given in the last procurement cycle,
| please also bring out efforts made since then to locate more

T 3 T foe O @ WA ot wed (G

ser AR o R w1 & W)

Reference of concurrence of finance wing to the proposal
(Action will be taken by stores & Account Department)

Roo o e ¥ g9 wg @ Al a0 B ZeerE A fe o wed € (@R @ )

History of

PAC purchase of this item for past three years may be given below (if any)

yerdd b1 AH

Name of the Supplier

T/ e wad IR fed | SareTd A1 | S W AN et wedA RUC R BIg &
Order/Tender reference & Date Quantity ('{ ) Adverse Performance Reported

Ordered Basic Rate on if any
order (%)
oA M/ﬂhﬁ\f‘?’ 5
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Lieneering Aerasol g Delivery e%f

Ref.: Aerogen/WR/125
Date: 12/05/2023

To

The Director of AlIMS, Raipur

Great Eastern Rd, opposite Gurudwara,
AlIMS Campus, Tatibandh, Raipur,
Chhattisgarh 492099

Letter of Authorization

We, Aerogen Medical Devices India Pvt Ltd, are a wholly owned subsidiary of M/s Aerogen Ltd, a
manufacturer of Pro/Pro X / USB Controllers and Solo/ Pro Nebulizer and associated components with its
registered office Galway Business Park, Dangan, Galway, Country: Ireland and a manufacturing facility
located at M & M Qualtech Ltd, Parkmore Business Park West, Ballybrit, Co. Galway, Country: Ireland.

We hereby confirm BAGREE ENTERPRISE, Ground and 1st, C/236/35/405, BEHIND ZUDIO CLOTHING
CENTRE, SHAILENDRA NAGAR, Raipur, Chhattisgarh, 492001 is an authorized distributor of the following

Aerogen products for supplying in your institute.

Pro Controller
Pro X Controller

USB Controllers
Solo and Pro Nebulizer and associated components

AwhNw

»

BAGREE ENTERPRISE is authorized to Quote for the above said products, effect supplies and collect
\ payments.

This letter of authorization is valid for twelve (12 months) from the date stated above unless earlier
revoked by Aerogen Medical Devices India Pvt Ltd at its sole discretion.

Authorised Signatory

WA
w‘w/\/»%ﬁ)} .

S, e R
Dr. Dibakar Sahu
su-fafean g

Aerogen Medical Devices India Pvt Ltd.

hisiesni
i ' ; qes aneyRIsrea 2T, T Fe oy

Regional Manager -West India A "}“7’“‘ | pur (€6

Phone +91 9967011060 EAPATIR DN [ GNNSRRCES

E-Mail mmahajan@aerogen.com

A Aerogen Medical Devices India Pvt, Ltd. 131, First Floor, ABW Rectangle Building, D4 District = i
; T: 491 (11) 41422577, GIN No.: U 1909DL2019PTC368544, GSTIN: O7AATCAOSTBPIZY s s o

dical Sslouges, R

F 30, e

Head Office: Galway Business Park, Dangan, Galway, Ireland, VAT Reg N i i i
] \ ' h 0. 8277354
Camname Pan Na 277264 E infa@asrnnan ram T 41872 Q4 RAN Iln:gf' +1R1 013225 gsg‘f:ﬁrsndnm E:E\t(::rff:\‘d‘
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Date: 20th May 2019
Title: Proprietary Certificate

To Whom it Concerns,

;Zisl:lsizl:rzenrgfy that the Aerogen Drug Delivery System (Pro/Pro X / USB
Semsmrpi assoclated components) are Proprietary Products manufactured by A
alway Business Park, Dangan, Galway, H91 HE94, Co. Galway, Ireland.

Controllers and Solo/ Pro
erogen Ltd.,

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.

onal Standards Authority of Ireland (MDSAP Recognized

ev1)) certifying Aerogen's Quality

¢ Goods (Medical Devices)
urance Procedure. ,
7/2009 , Canada-

| Ordinance 168, Article

Aerqgen Ltd. is registered under Nati
Auditing Organization- Certificate Number MP19.3129/R
Management System to ISO 1 3485:2016, to the Australia-Therapeuti

Regulations, 2002, Schedule 3 Part 1 (excluding Part 1.6) - Full Quality Ass
n.23/2012 RDC ANVISA n. 6

Brazil- RDC ANVISA n. 16/2013 RDC ANVISA

Medical Devices Regulations — Part 1- SOR 98/282 , Japan- MHLW Ministeria
4 to Article 68, PMD Act (as applicable) , United States- 21 CFR 803, 21 CFR 806, 21 CFR 807 -
Subparts Ato 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 FDA (Food and Drug Administration)
ucts outlined above are CE marked and

ducts outlined above were cleared by
ctive 93/42/EEC as amended by

The Aerogen Lid. pro
under the 510K application process. The Aerogen Ltd. prod
meet the requirements of Annex | of the Medical Device Dire

2007/47/EC.

cts into the global market, which includes but

ogen Ltd. produ
owledge Aeragen Ltd. products are

rket. To the best of our kn
organisation globally.

the sole supplier of Aer
e Indian subcontinent ma
ther company/

Aerogen Ltd. is
not limited to th
not manufactured by any 0

/ -
: — 1 JUN 2023
Richard Featherstone
Sales Director -Asia Pacific : ﬁ\
Encl- List of patents \ E D e // “\ \\
S\ ik LG L vYas\ * ¥
G\\ M\V ’\M 3 {r f\:o':?x;z!;:;}.ri{.: )
v eryYA 4 R it |
RAlp Ocargy A f |

Aérogen L1d. Galway Business Park, Dangan, Galway, Ireland
Phone +353 91 540 400 eMall info@aerogen.com Website www.aerogen.com
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Aerogen Ultra (Pediatric):

1. Itshould be specific to the Aero

gen solo nebulizer for spontaneously breathing patients
2. It should be single patient use d : / 5

evice
. Should be able to be used with or without oxygen

Used with mouthpiece or valved mask for Pediatric patients

20 intermittent use treatments (at a réte of four 3 mL doses per day)
. It should be Portable.

Should be usable for Pediatric patients

Pack of 10 x Aerogen solo, Aerogen Ultra, Oxygen Tubing, I-Guard™ Aerosol Mask
(Pediatric), Mouthpiece

&~ w

® N o w

Aerogen USB Controller:

1. The USB Controller system should be a microproceésor-based controller to aerosolize the A
drug in two intermittent modes (30 min & 6 hours) through the nebulization unit (Aerogen
Solo)

2. It operates with AC/DC adapter (input 100 to 240 VAC 50 — 60 Hz, output 9V) or from a
USB port on medical electrical equipment approved to IEC/EN 60601-1

3. Power Consumption is < 2.0 Watts (while nebulizing) for portable applications

4. The AC/DC adapter is warranted against defects in manufacturing for a period of One
years from the date of purchase.

»

NOTE:
1. The Product should be USFDA / EU-CE / BIS approved. Certificate to be enclosed.

2. Letter of Authorization from the OEM to be submitted along with bid.

O
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Specifications For Aerogen Products

Aerogen Solo:
1. Light weight (
13.5 gm), si :
use) gm), silent single patient use nebulizer (recommended for 28 days of

2. Work Vi i
ks on Vibrating Mesh Technology (Vibronic)

particle (1-5 micron)
: or best drug deposition i
:dytltbﬁanents at ICU /ccu /Nicu e%c e
uita ; .

Suitablz :2 zerosohze-reco.mmended drug /antibiotics/ vaccines
SR b:eratfj with either A.C-powered controller / USB Controller
fepie continugse as small volume with drug load capacity of 6 ml with ventilators / or
M us mode through syringe pump combination/or as standalone unit with
6. ; . :

C?n be used with an-y vgntllatory circuit, humidifier for online use and with mask/ mouth

pie_ce as Ultra combination for spontaneously breathing patients in hospital
7. Noise level: < 35 dB measured at 0.3 m distance
8. Flow rate: > 0.2 mL/min (Average ~ 0.38 mL/min)

9 B Loole o &2k oy e oy Sl -

to create uniform fine aerosol drug
ung during treatment of neonatal to

i 0

10. Pack of 10 x Aerogen Sbio and T-Piece

Aerogen Ultra (Adult):

it should be specific to the Aerogen solo nebulizer for sponténeously breathing patients

5 |
2. It should be single patient use device ;

3. Should be able to be used with or without oxygen

4. Used with mouthpiece or valved mask for adult patients

5. 20 intermittent use treatments (at a rate of four 3 mL doses per day)-
6

7

8

It should be Portable.

_ Should be usable for adults patients

pack of 10 x Aerogen solo, Aerogen Ultra, Oxygen Tubing, -Guard™ Aerosol Mask (Adult),

Mouthpiece

-~
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