JORDAN ARMED FORCES

The DIRCETROATE OF ROYAL MEDICAL SERVICES
THE INSTITUE OF BIOMEDICAL TECHNOLOGY

Item 1 Laser Lithotripsy System Qty. (1)

IMPORTANT NOTE:

Vendors are required to fill out the product details. compliance information, and brochure reference page
number in the columns below

TECHNICAL SPECIFICATIONS:
The unit must meet or exceed the requirements listed in the table below.

Product Details

Name of Manufacturer
Model/ catalogue number

Country of Origin for the offered model

Country where the manufacturer is based
Delivery time

Full warranty period
FDA clearance OR CE Mark

Compliance | Brochure

Minimum Requirements
(Y/N), Notes | Page No.

1 Durable & heavy duty from a reputable well known
manufacturer; The committee has the right to request for a sample of
the same offered model at any time during the purchasing process, the
sample unit shall be delivered within three weeks from the date of a
written notification, any vendor rejects to deliver a sample unit will be
eliminated

Endosurgical laser for soft tissue cutting and lithotripsy

Thulium Fiber Laser based Technology

S W] o

LCD touch screen

wn

Wavelength 1940 nm + 20 nm

Pulse & Continuous Mode

Maximum Power output of 60W

Pulse energy: 0.02-61J

O oo N D

Repetition rate : 1 — 2500 Hz ORI

10 ! Dual footswitch control to use two different settings | ==
simultaneously.
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Compliance | Brochure

Minimum Requirements
(Y/N), Notes | Page No.

I Different  working mode like  Dusting.  Fragmentation,
pop-corning, Coagulation etc.

12 | Auto fiber detection

13 | Laser diode aiming beam green 532nm (adjustable)

14 1 Air cooling system

15 The System Should be supplied with following Accessories &
Consumables:

a) Reusable 200 pum Laser Fiber (Qty: 4).

b) Reusable 272 pm Laser Fiber (Qty: 4).

c) Reusable 5350 um Laser Fiber (Qty: 2).

d) Reusable 1000 pm Laser Fiber (Qty: 2).

e) Single use 150 um Laser Fiber (Qty: 2).

f) Fiber Stripper (Qty: 2).

g) Fiber Cutter (Qty: 2).

h) Safety goggles (Qty: 5).

i) ALL STANDARD ACCESSORIES TO MAKE THE MACHINE
FUNCTIONAL.

16 | Any options should be mentioned and priced separately.
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27N

e Offers not com‘z'ylying wz

SPECIAL TERMS

czal terms or the tecluzzcal specifications shall be

considered non-conforniiﬁ " wzth tendel' requzrements

o 5
ORGED documents shall be disqualified from the current tender and
banned from participating in any future RMS tenders.

» Any vendor providing

f'{ &
* Wherever term “based” is mentioned it refers to the country where the manufacturing company is
Sfounded & established. ,
«

1. All equipment must be the most recent(y released model/version which is equal to or higsher

than the range of the speciﬁcatiomJL of the required system (low, mid or high) and equal to or
higher than the level of technology and required options mentioned in the technical
specifications. ?

2. Required ceriificates (must be submitted with the technical offer):
2.1 FDA clearance (510K) for equipment of USA based companies.

22 MDR (EU) 2017/745 certtf icate for equtpment of FEU (European Union) based

companies. ‘
I

2.3 UKCA certificate For Equzpment of Great Britain based companzes (England, Scotland,
" Northern Ireland, and Wales\

<

24 ARTG (Australzan Reozster of Therapeutic Goods) certtf ication or approval for
Australian and New Zealand ‘based companies.

2.5 Establishment License with the relevant Device License issued by the Therapeutic

Products Directorate for Eqdipment of Canadian based companies. .

2.6 PMDA (Pharmaceuticals and Medical Devices Agency) certification or apploval for
equipment of Japanese based companies.

2.7 Swissmedic (Swiss agency for therapeutic products) certification or approval for

equipment of Swiss based companies.

2.8 Norwegian Medicines Agency certification or approval for equipment of Norwegian

based companies. |

2.9 Only for class I medical eqt&u’pment manufactured by companies based in one of tlze‘z

. Y
countries mentioned above, submission of either one of the certificates mentioned abovg-
= ]

_, orafreesalg certificate ime countries slzall_ be a,eceﬁted. / s N




|
2.10 For the followmﬂ eqmpmentg

o All X-ray equipment, ]WRI ultrasound, and nuclear medtczne systems (regar([[ess

where the manufacturing companies are based).

o Where the manufacturing companies are based in other origins than the mentiofed in
terms 2.1 - 2.8. :

The following are required:

a- At least two of the ﬁertﬁicates mentioned above,i one of which has to be FDA
clearance (510K) (Only for class I medical equipment submission of certificates

mentioned in 2.9 shall be accepted).
b- Evaluation certificate from the Royal Medical Services for the same offered

{,

model with at least 80% passing grade.

If the evaluation is not applicable (based on p‘;'urglzasing committee perspective)

bidder should submit a list of installation basis of the same offered model and/

or previous models in at least two of the Sollowing hospitals (King Hussein
Cancer Center, Naéional Center for Diabetess Endocrinology and Genetic
Diseases, Jordan Ufziversity Hospital or King Abdullal Uyiversity Hospital)

with at least three _y;ears of operation, list should-include: Name of hospital,

Model installed, Quantity, and date of installatibn__.

The purchasing comm_ittee has the right to ofﬁcially contact any of these
hospitals and disqua?ij} any offer where the feetiback is negative in operation, - '

after sales service or Iocal agent performance.

Bl

2.11 The vendor is responsible to ensure through official documents that classified medical
devices are manufactured i m‘ conformity with applicable quality system standards’(ISO,
IEC); (the international quaiity systems standard for medical device manufacturing ISO
13485) or ISO9001. | | |

2.12 With each offer, bidders must provide a formally endorsed document issued by the
manufacturer stating that the bidder is the sole certified agent Sfor the offered item.

2.13 In all of the above cases (except 2.12) certificates must be sformally endorsed by JFDA.

2.14 Any vendor not submitting all required certificates will be eliminated.

3. Official website of the mamtfactul. r must be provided. The website must clearly demonstrate
the history profile and manufacturmg features of the company including the same offered

model and its brochure.

In case of inconsistency between the information on the website with the provided iyformation

7 of the local agent regarding any offered p the committee has the right to eliminate th
7 . . |
product from the awarding progess., /) ﬂ / |/ , -

4




Offered items should be from reputable well known manufacturers and ercellem‘ experience in
the field and shall have multiple installations of the same offere(l model and/ or previous
models in RMS main hospitals with at least two years of operation and excellent experience in
operation, after sales service & Iocal agent performance; otherwise the purchasing committee
has the right to request any of the f‘followin g:

i ¥
a) An evaluation certificate as mentioned in term 2.10.b.

b) A sample of the same oﬂered model at any time duriug the purchasing process, the
sample unit shall be delivered within three weeks’from the date of a written
notification; any vendor rejects to deliver a sample unit will be eliminated, Evaluation
duration will be determined by the purchasing committee.

Any offered item fail in the ‘evaluation/assessment process will be rejected

| » i,

Vendors must specijji the origin of t!lze offered items and accessories in the technical offer.

1

i

Bidders must submit their reservatwns/querzes regarding tender specifications and/or special
terms within the first half of the tender closing period starting from the tender announcement

date. Reservattons/querzes submztted after the end of this period shall be rejected.

Goods are to be brand new; mamlfacturmg date of the a'elzvered products should not exceed 18
months from the date of the final award

-

Delivery period should be menttoued clearly; the purchasing commtttee has the right to reject

any offer with delivery time exceedmg 4 months. °

Warranty:

a- Offers must include a full warranty for a period of a minimum of 24 months from the
date of installation or 30 months from the date of receiving the items at the agreed »

location menttoned in the ﬂnal order (whichever comes f rst).

Warranty must include correcttve & preventive maintenance acttvmes as per

manufacturer recommendattons including:

Required spare parts (free of charge)

Labour ,, 5

Hardware i A
Software '

Rechargeable battei zes

At the end of the warranty pertod The supplier commzts to implement final inspection
Z of the submitted goods’ and submit the reports signed by tlie site chief engineer stating
that the equipment are working g propé as all preventzve maintenance rep&ts\

during the warranty per}od//




|
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Warranty & installation are excluded for items méntioned in Attachment no.l the
purchasing committee has the right to exclude any'other item not listed in the

attachment and does not required installation and warranty.
t

]

b- In the case where a delay in installation has occurréd as a result of the supplier’s -
dereliction and has exceeded a period of one month from the date of receiving the
items, the approved warranty period will automatically be considered as 24 months

Srom the date of installation.

If at any time during tlza!z warranty period the item :becomes inoperative due to a

o
v

technical fault the item must then be repaired by the; supplier /local agent within a
period of 5 working days from written notification, warranty will be extended

according to downtime period.

If the delay exceeds 30 dtiys the supplier must replacé the item with a new identical

™

functioning one (within the same delivery period mentioned in the final offer). In
* case the item was replace(i by a new one, the warranty period mentioned in 9.a) above
will start from the installation and commissioning datef_of the new item.

(o] 1 :
e- Local agent/ supplier is commltted to transport and mstall any awarded item during
the warranty period on free of charge basis to any location inside the country .
whenever required by Royal Medical Services, this slzoluld not include pre-installation

requirements in the new site. ;

1 0 All offered items (main unit) should be fully designed, mamlfactured and labelled by their real
original manufacturer in which al! related testing, research, development and approvals went
through.

Any relabelled products for the main unit (white-label manufacturing, OEM, or repackaging)

are rejected.

11. One set of operation manual(s) and one set of service manual(s) including schematzcs and a

spare-part list must be delivered with each unit, CD/DVD is acceptable For large tenders, a

certam agreed percentage of manuals per item may be agreed upon.

12. Where applicable, pre-installatioiz shall be the sole respo:isibility of the supplier. Pre-
installation shall include removai of old system(s), any civil. work, electrical work or site
modification(s) necessary to.accommodate the new system(s), accord: ng to manufacturers’ -
specifications and safety standards in addition to the work required for bringing back the site

}t}e same working conditions as before ihsta/{iﬁg‘m(ew system(s). N



13. Power requirements: where applicable either single phase 220LV, 50Hz or 3-phase 380V.
Systems with external transformers are considered conforming only if clearly stated in the
technical specifications. I

14. Technical offers must include cle}lr original technical broclzures/catalogues Sfor all offered
items. }

15. Offers must include fully detailed tef‘clznical offers and compliance sheets as a soft copy ( either
Microsoft office or Microsoft excel format) in addition to a hard copy, mentioning the exact
model/catalogue number and country of origin of the offered item(s), full technical

description/specz_'/‘ cations and any accessories or options includéd in the offer.

Offer must clearly indicate the iorigin of the offered ttem and the country where the
manufacturer of the offered ttems lS based. ;

[

16. Compliance sheets must be as per the tabular format of the technical specifications in the
tender documents, listing the required specifications on one column and a Yes or NO
_response to eacl point in the adjacent column, with reference to page and line numbers in the

relevant technical brochure. Offers not complying with this terni shall be rejected.

17. Qualifications and after sales service: The technical bid sho'uld contain all the necessary
documents (training certificates) to prove the capability of the bidders for supplying and
installing a trouble free equipment,meeting the quality standards and technical specifications
of the manufacturer and the abzlu}y of the bidders for provzdzng efficient after sales service
conducted by authorized certifi ied biomedical service enomeers with minimum 2 years

experience in the same field. |
18. Accessories and consumables:

18.1 Any accessories and consuinable items necessary to operate the offered system must be

clearly identified and prtced separately.

" All offered accessories and consumables must be approved bv the manufacturer.

18.2 Technical offers must include a priced list for all accessOries and consumables related
to the required equipment as a hard copy in addition to a soft copy (either Microsoft
office or Mtcrosoft excel format) with prices fixed for a period of five years from the
date of installation and commissioning with a maximim annual increase of 2%, any

essential item not listed will be considered free of charz@

18.3 Accessories and consumables must be priced accordmt7 to their delivery destin u%\)
either to Queen Alia Internattonal Airport or to RMS Main Medical Stores

18.4 Where applicable, a start-up kit of amd consumable items must be proyided

g with each system on a free- of chargefbasis
P )
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19. Spare Parts: ;

| f .
19.1 Technical offers must include a comprehensive and prtced list of all spare parts related

to the awarded equipment (rncludzng rechargeable batterzes) as a hard copy in addltlon

to a soft copy (either Mzcrosoft office or Microsoft ercel Jormat) valid for a minimum

period of five years with a maximum annual increase of 2%, commencing at the end

date of the warranty perwd any essential item not Itsted will be consulére(l free of
charge. #

19.2  Spare parts must be priced according to their delivery déstination either to Queen Alia
International Airport or to RMS Main Medical Stores. !

19.3  Prices of spare parts should be reasonable and will be taken into consideration during
the purchasing process; the purchasing committee has the right to eltmznate any .
offered item with unreasonable high prices of spare parts.

19.4 | Delivery pertod of required spare parts should not exceed 2 months from the date of
the final order. '

20. Spare parts, consumables and aclessories availability must be guaranteed for a minimum
]

period of ten years starting from the date of installation and commissioning.

21. Local agent is committed to sigh a servzce contract with Royal Medical Services to perform all
relevant maintenance for the awarded equipment (wlzenever requtred by DRMS within a
period that does not exceed one year from the end date of the warranty period and if mentioned
clearly in the specifications) without exceeding the original mentioned cost and as per
mentioned terms within minimum rjequired period.

22. Tender Awards:

a

22.1 For the final list of offers Izavtng a chance of winning the award, the awarding process
shall be based on the accumulative value of both the offered item and its’ running cost
(Total Cost_of Ownership) over a period of seven year‘k from the date of installation
and commissioning. Only offers with the lowest total cost of ownership over a period of

seven years from the date‘i of installation and commissioning shall qualify for the

award,

22.2  Running cost includes the value of consumables, accessories needed to operate the

. i 'y .
system over the same period as well as the cost of any service contract (where

applicable).
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23. For PC/Laptop based systems:

23.1 Complete restoration medium (CD/DVD/etc.) of the operating system and the
application software must be supplied. 2 L

23.2 Purchased licenses, software keys & dongles must be pziovided at any time during and
after the warranty period on free of charge basis wlzenever required by DRMS for a
minimum period of ten years starting from the date of mstallatzon and commissioning.

23.3  Where locally supplied computers, laptops & prmters are offered, the offered model

should be from well known manufacturer.

v

24. Pricing must include services of sale, shipment, transportation,édelivery Jrom port to site or to
Main ‘Medical Stores, installation, pre-installation (if needed), training, commissioning,

warranty and bringing the equipment into service.

_—

23. Custom clearance of goods shall bz the responsibility of the Jordanian Armed Forces (JAF),
however, suppliers shall bear all gcosts incurred by handling charges and any demurrage
charges or extra expenses inc:trreéi by the port’s corporation (including expenses caused by
delay in presenting the necessary shipment documents for either clearing or transporting the
goods to the required location mentioned in the final order, fdelivery note issuing charges,

. unloading charges, local shipping ellarges etc.). The supplier is also responsible for providing

of all relevant shtppma documents, together with the delivery order(s)

26. a. DRMS has the right to incr ease the awarded quantities by a percentage not exceeding
35% after the final order notlf ication with the same prices, terms and conditions of the

original contract upon DRMS request and approval of the awarded party.

b. DRMS has the right to decrease the awarded quantities by a percentage not exceeding
50% after the final order notification with the same prices, terms and conditions of the

original contract upon DRMS request and approval of the awarded party.

27. a. Bidder is not allowed to submzt more than one offer fOi the same item whether that’s

solely or in coalition or partnersth with other bidders.

b. Bidder is allowed to include wztlzm their offer optional alternattves for the same offered

item from the sanie mamzfacturer.

28.  The supplier must furnish DRMS with a guarantee stamped and Iegaltzed by the Notary

Public equals to (115%) of the total value of the awarded eqmpment valid for twelve months
the dat lacce tance 0 tlze equi ment by DM[S
/gom 1e date of fina pt f q p/_\
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29.. Training:

29.1 - For items where abroad service training courses ‘are required in technical
specifications, offers must include a certified service trﬁining program for at least 3
working days at a reputable center abroad recognized; by the manufacturer for at
least one biomedical engineer or biomedical technician; all costs inclusive, air
tickets, , boarding, commuting, accommodation (minimum 3 star hotel on full board
basis) and any extra costs. ' v ~

ES

29.2 - For items where abroa(% user  training courses are required in techmcal
specifications, offers must" include a certified operator training program at a

]

reputable center abroad reroomzed by the manufacturer for at least one operator;
all costs inclusive, air Ile4’tS, boarding, commuting, accommodatton (minimum 3
star hotel on full board baszs) and any extra costs.

29.3 The period of the tratmng courses® must be accord"ing to the manufacturer’s
program excluding travelin:g7 days and must be stated clearly in the technical offer.

29.4  Training Programs must conform to the following standards:

o User training must comprlse understanding and use of operation manual(s),
correct and safe operation of the equtpment,os well as user preventive -

maintenance and calibration.

e Service training must comprise: theory, undersianding and use of service
" manual(s), calibration, preventive maintenance procedure, and practical
troubleshooting and repair exercises, and must be conducted by professional
instructors employe? or authorized by the system"‘n'mnufacturer.
o Service training st be conducted on a system of identical make, model,
and configuration 'to that purchased by DRMS, and designated by the
manufacturer or the local agent for training purposes

o Certificates must 'be endorsed and offi czally sealed by the system
manufacturer, legally empowerzng trainees to ‘engage in user and service
activities according to operation and service manual(s).

o Where applicable, ‘offers must include an on-site user and service training.
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I 30.For offers subuitidd in Jordanian dinars Payment will he either by wire transfer or|by cheque after final
I abTeplance of govils Ay other way of payment will he rejected . :
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Attachment 1

# - Equipment -
1 Adjustable Auto Pipettes
2 Resuscitation Bag
3 Laryngosco}e Set ’
4 Oxygen Flow meter wall type/single
5 Regulator Suction with canistér, wall vacuum outlet
6 Oxygen Regulator for Oxygen Cylinders
7 Pulse Oximeter, Finger type ’
8 Oxygen Cylinder
9 Doppler, portable
10 Diagnostic set, Portable |
11 Direct Ophthalmoscope, Portable
12 Otoscope, Portable
13 Air Mattress System, homecare
14 Stethoscope
15 Aneroid Sphygmomanometer |
16 Video Assisted Laryngoscope,'portable
17 Scale, Manual |
18 | Wood's Light T
19 Cough Pressure, Normal Saline
20 Rehabilitation Walking Parallel Bars, non-powered
21 Therapy Mat '
22 Medical Ball All Size :
23 Dumbbells Rack with cbmpletje set of dumbbells
24 Crutches |
25 | Shoulder wheel |
26 | Mobile Mirror
27 Cuff Weights
28 Walker, different sizes .
29 | Patient Elbow Stick |
30 | Rehabilitation Training Ladder | f,
31 | Rehabilitation Suspension Frame e

Exercise Band All Size (T. Izert?zlymd),,,«

4
+

h S
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33 Lens trial set

34 Wheel Chair

35 Commode Chair
36 Bassinet (Baby Cot)
37 Resuscitation Cart (Crash Cart)

38 Medication Cart

39 Cart, Drawers

40 Examination Couch, Manual;

41 _ Gynaecology Examination T t;ble, Manual

42 Examination Table, Neonates?, Manual

43 Intravenous Pole, Mobile Stand

44 DDA Cabinet . _ °
45 Stainless steel Multipurpose Trolley )

46 Cabinet, Instrument, Operatign Theatres

47 Dressing Cart

48 Stainless steel wire shelving unit

49 Paper Trolley ) .

50 Stainless Steel Sink (Clean up counter)

51 Scopes Cabinet

52 | Mayo Table

53 Table, Instrument ;
54 Stool, Adjustable, Doctor l

55 Stool, Adjustable, Operaﬁ'on Theatres

56 Carts, linen/laundry, soiled, Double

57 Closed distribution trolley
58 Step Ladder, Conductive, Double

59 Step, Surgeon, Single
60 Kick Bucket

61 Mobile Stand for Oxygen Cylinder . ' //
62 | Stainless Steel Wire Basket, 1;\STU . % ~
63 Cart, Plaster . . : ™ .

o



