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Intracorporeal Pneumatic Lithotripsy -

Qty. (2)

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

“1 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

Minimum Reguirements

Compliance | Brochure
|
(Y/N), Notes | Page No.

1 The control unit must have a display of air pressure and have'a knob
for adjusting the air pressure.
2 Inlet Pressure: 3-6 bar
3 Output energy = 85 mJ
4 Frequency Range: 0-12 Hz
5 Electric foot pedal
6 | Central Compressed air tube, length 5m
7 | There should be a user selectable option of single pulse mode and
multiple pulse mode.
§ | Classification: comply the following standards:
¢ EN 60601-1 Class I Type B
¢ EN 93/42 MDD Class IIb
9 The System Should be supplied with following Accessories &

Consumables (priced separately):
a) © 0.8 mm, length 620 mm = 5%
b) © 1.0 mm, length 620 mm = 5%
c) @ 1.5mm,length 620 mm = 5%
d) 9 2.0 mm, length 420 mm = 5%
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l ' o ) Compliance | Brochure |
Minimum Requirements
L (Y/N), Notes | Page No.

10 | The following Accessories shall be quoted separately:

A. Original Trolley

B. Air Compressor (medical quality) 8 bar with Compressed air
tube, length 3.0 m

L 11 U All standard accessories should be supplied with the System.

o As term 2Zin special terms total cost of ownershipwillbe | .
_ )”i considered by purchasing committee,
° Any options should be mentioned and priced separately




/ SPECL:L TERMS

¢ Offers noz complying mz;f?ﬁ’ of t/ze peczal terms or thz rechnical specifications shall be

considered non-conforming/with tender requuemem‘s

e Any vendor providing FéjRGED aocume:zts shall be disqualified fmm the current tender and
banned from participating in any future &Uﬁ’S tenders.

l i
[ 7

© Wherever term “based” is mentioned it refers fo the countr ¥ wheze t/m manufacturing company is
foulzded & esz‘ablzslzed. '

] All equipment pist be the most recently released model/version whicl: is equal to_or ligher

than the range of the specifications of the required sySz’em (fow, mid or high) and equal to or
hicher_than the level of tecl no[ogj' and required opticns mentioned in  the technical

specifications.

2. Reguired ceriificates (niust be submitted witk the fechnical offer):.
2.1 FDA clearance (510K) for eqz;z’pmezzz‘ of USA based compaiies.

2.2 MDR (EU) 20]//7453 certificate for equipment of EU (European Union) based

COiinal’Ié’S i . S

: 2.3 UKCA certzfcate For quzzpment of Great Britain based companies (England, Scotland,

Northern Ireland, and I’;’ales).;
}
2.4 ARTG (Australian Recisteriof Tk

= Austral;ah and New 7pnl nd F,, ed companies.

rapeutic Goods) certzfcatzon or apploval fo;

i
1

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

Products Directorate for Equipment of Canadian based companies.

2.6 PMDA (Pharmaceuticals and Medical Devices Agency) certification or approval for
equipment of Japanese based comparies.
Swissmedic (Swiss agency for therapeutic products) ceriification or approval for

equzpmeht of Swzss based comparnies.

[0
~J

<2.8 Norwegzan Medicines Aaenq certylcafzon or appioval foz equipment of ]\orweoza}z 5

based companies., , A ]ﬁ ‘1

L

2.9 Only for class I medical equipment manufactured by companies based in one of the
countries mentioned above, submzsszon of either one of the certificates mentioned abov

or a free sale cer iificate mm‘ﬁge countries shall be accepted. / 5
\ /I
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2 10 For thefollowmg equipment: E : h o

o All X-ray equlpment MRI | ultrasound, and nuclear medicine systems (regardless

where the manufacturmg co}npames are based).

« Where the man ufacturmg campames are based in otlzer orzgms than the mentioned in
terns 2.1-28. , | '

T he followmg are required:

- At least two of the cettzf cates mentioned above, one of which has to be FDA
clearance (510K) (Only for class I medical equzpment submission of « cer tificates
_ mentioned in 2. 9 slzall be accepted)
- b- Evaluatlon cemf cate ﬁom the Royal Medical Sezvzces for tlze sanie oﬂeled
~ model with at least 80% passmg grade. ‘ '
© Ifthe evaluation is not appllcable (based on purcl[&sing 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 following hospitals (King Hussein
Cancer Center,. Natwnal Center for Diabetes Eudocrinology and Genetic
Diseases, Jordan Un versity Hospital or King Abdullah University Hospztal)
with at. least three yel'ars of operation, list should: include: Name of Izospztal
Model mstalled Quan}tuy, and date of installation. -
The purchasmg commzttee‘ Izas the right to off czally contact any of these
hospitals and disqualify any offer where the feedback is negative in operatzon,

after sales ser vice or Iocal agent perfor marnce.

- 211 T he vendor is responsible to ensure through official documents that classified medical
devices are manufactured in confomnty with applzcable qualzt_) system standards 1so,
IEC), (the international qualzty systems standard Sfor medical device man ufacturing IS0
 13485) or 1S09001. , .
2.12 With each oﬂ'er, pidders must provide a Sformally endorsed vdo'cilment issued by the

manufacturer stating that the bidder is the sole certifi jed agent for the offered item.

2.13 In all of the above cases (except 2.12) cer: tificates must be formally endorsed by JFDA.

2 14 Any vendor not submitting alI I equzred certificates will be eliminated. .

o
"/
3. Off cial website of the manufactur er must be provided. The website must clearly demonstraé :
the history profile and manufactuzmg features of the compainy including the same offered

‘model and its bzoclzure ‘

In case of inconsistency between the information on the website wztlz the provided information

ﬁ of the local agent reg arding any o fe; ed p/wdztet,\he commtrtee has the right to eliminate t{mf\

\\7 g y

e product from the awarding pr gcess " Q/
e , ¢
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Y. Offered items should befrom reputaﬁe well known mamg’acturer& and excellent experience in
~ the field and shall Izave ‘multiple mstallatw/zs of the same offei ed model and/ or previous
‘models in RMS main Izospztals with at least two years of opei ation and excellent experience in

‘ operatzon after sales service & local agent’perfor mance; otherwise the purclzasmo comimnittee

has the right (o request any of the followmg » : S IR

a) An evaluafzon cer. tificate as mentzoned interm 2.10.b.

b) A sample of the same offered model at any time durmg the purchasing process, the .
'sample unit shall be delivered within three weeks ﬁom the date of a written
, notzf ication; any vendor rejects to deliver a sample unif wzll be eliminated. Evaluatlon

duration will be determined by the purchasing committee.

Anv offer ed item fail in the evaluation/assessment pr ocess wzll be rejected

. 1
g. Vendors must specify the or zgm of the ojfered ztems and accessories in the technical offer.
: ‘ i |

| ‘ v
é. Bzddels must submit tleir lesel vatzons/quei les regarding tena’er speczf cations and/or special

ternts within the Jirst half of the tender closing period starting fi ont the tender announcement

date. Reservatzons/quez ies submitted after the end of this pei zod slzall be rejected.

7. Goods are to be brand new; manufactm mg date of the delivered products should not exceed 18
montlzs fi ot the date of the f nal award.

S Delzvery period should be mentzonea' clearly the purchasing commzttee has the right to reject

any offer with delivery time exceedin g4 montlzs. : )

Q.Warranty:
a- OffEIS must mclude a full warranty for a period of a minimum of 24 months ﬁom tlze
date of installation or 30 months Jrom the date of recezvma the items at the agreed .

location mentioned in the final order (whichever comes f irst).
Warranty must include c}onectzve & preventive mamtenance acttwtzes as per

manufacturer recommendations including:
l
- Required spare par tst(ﬁ ‘ee of charge)
- Labour )
- Hardware oY
- Software ' .
- Rechargeable batteries :
At the end of the warranty period, The supplier commzts fo implement final inspection

of the submitted goods and submit the reports signed by tlze site chief engineer stating
that the equipment are working propm\as all preventive maintenance mnm

during the warranty per;'od:/;/;

B



Warranty_& installation_are excluded for_items mentio?ﬁed 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. ‘ '

b- In the case where a delay in installation has occurred “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

from the date of installation.

i)
v

If at any time during the warranty period the item bécomes inoperative due to a
technical fault the item nuist then be repaired by the sipplier /local agent within a

Swarranty will be extended

period of 5 working daysiI from written notification,
A

according to downtime period.
‘
!

If the delay exceeds 30 day& the supplier nust replace ihe item with a new identical

™

functioning one (within the same delivery period mentioned in the final offer). In
case the item was replaced by a new one, the warranty period mentioned in 9.a) above

will start from the installation and comymissioning date of the new iten.

- e- Local agent/ supplier is committed to fransport and install any awarded itent during
the warranty period on free of charge basis to any location inside the country
whenever required by Royal Medical Services, this should not include pre-installation

requirements in the new site. -

10. All offered items (main unit) should be fully designed, manufactured, and labelled by their real
| j 1] related testing, researcl, development and approvals went

original manufacturer it which a

througl. _ o !

Any relabelled products for the nzaif; unit (white-label manufacturing, OEM, or repackaging)
are rejected. i| :

|

11. One set of operation manual(s) and one set of service manual(s) including schematics and a
spare-part list must be delivered with each unit, CD/DVD is acceptable. For large tenders, a

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

12. Where appliéable, pre-installation@shall, be the sole respbltsibility of -the supplier. P”Z
installation shall include removal iof old system(s), any civil Lvork, electrical work or site
modiﬁcation(s) necessary to acconumnodate the new system(s) ;qccording to mamtﬁzcturers’

speciﬁcations and safety standards in addition to the work requif}ed for bringing back the site

{0 the same working conditions as before insta}ﬁﬁg the ey system(s).
-7 i
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13. Power requirements: wihere applicable either single phase 220;V, 50H7 or 3-phase 380V.
Systems with external transformers are considered cozzfornziiig;bizl}r if clearly stated in the

technical specifications.

14. Technical offers must include clear original technical braclzuﬂ_és/catalogues Sfor all offered
items. i | ;
| : v
: . S
15. Offers must include fully detailed techinical offers and compliance sheets as a soft copy ( either
Microsoft office or Microsoft excel format) in addition to a harii copy, mentioning the exact
model/catalogue number and couatry of origin of the ojfered ztem(s), full techmnical

description/specifications and any accessorzes or optzons included in the offer.

Offer must clearly ma’zcate the origin of the offered item and the country w/zere the

manufacturer of tlze nf:fﬂrer/ tems is based. v
I

16. Compliance sheets must be as per the tabular Jormat of the technical specifications in the
tender documents, listing the requzred specifications on one column and a Yes or NO
response to each point in the aa]acent column, with reference to page and line numbers in the

relevant techmcal brochure. Oﬁ"efs not complying with this term slza[l be rejected.

17. Qualzf ications and after sales service: The teclzmcal bza’ slzould contain all the necessary
documents (training certificates) to prove the capabzlzry of the bidders for supplying and.
mstallmg a trouble free equipment meeting the quality standards and technical specifications
of the manufacturer and the ability of the bidders for provzdzno efficient after sales service

conducted by authorized certifi ed| biomedical service enameers with mmtmum 2 years
[ L B

|
~ 18. Accessories and consumables: ,

experience in the same field.

18.1 Any accessories and consumable items necessary to operate the offered system must be
clearly identif ed and priced separately. '

Al offered accessones and consumables must be approved. bv the manzlfactarer

18.2 Technical offers must mclude a priced list for all accessories and consumables related
to the required equipment as a hard copy in addition to_a soft copy (eztlzer Microsoft

office or Microsoft excel format) with prices fixed for'a perzod of five years from the
date of installation and commissioning with a maxmzum annual increase of 2%, any

essential ltem not listed will be considered free of charoe

18.3 Accessories and consumables must be przced accorduzo to their delivery destina@
| either to Queen Alia 1. nternatzonal Airport or to RMS Mazn Medical Stores.

18.4 Where applicable, a start-up kit of achF‘Z’i\and consumable items must be provﬁg
N !

. 5 with each system on a free-of -charge(basis : ' 7
611>
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19. Spare Parts:

19.1 T echnzcal offers must mclud“e a comprehensive and przced list of all spare parts related

to the awarded equipment (mlcludm o rechargeable batterles) as a hard copy in addztzon

to a soft copy (either Mzcrosoft office or Microsoft excel format) valid for a minimum
period of five years with a maximum annual increase of 2%, commencing at the end

date of the warranty perzod any essential item not lzsted will be conszdered free of

charge. - ; ‘

19.2 Spare parz‘s ‘must be priced according to their delivery aesrznatzon either to Oueen Alia
- International Airport or to RMS Main Medical Stores. '

19.3 Prices of spare parts s should be reasonable and will be taken into consideration during
the purchasing process; the purchasing committee has the right to eliminate any

offered item with unreasonable high prices of spare parts. o

19.4  Delivery period of required Spare parts should not exceed 2 months from the date of

the final order.

20. Spare palts, consumables and accéssories availability must be guaranteed for a minimuin

perlod of ten years starting from the (z'ate of installation and commzsszomno

-

21, Local agent is committed to sign a srrvzce contract wztlz Royal Medical Servzces to perform all
relevant maintenance for the awaided equipment (whenever requzred by DRMS within a
period that does not exceed one year. from the end date of the warr anty period and if mentioned
clearly in the specifications) without exceeding the original ‘mentioned cost and as per

mentioned terms within minimum required period. . - L

o

22, Tender Awards: % '

22.1 For the final list of offers Izavzno a chance of winning the.award, the awarding process
shall be based on the accumulatlve value of both the offered item and its’ running cost
(Total Cost of Ownership) over a period of seven years 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 of installation and commissioning shall qualify for the

award. l

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

system over the same perzod as well as the cost of any service contract (wher /

| applicable). i

i



23. For PC/Lapz‘op based systems. v g

23.1 Complete restoration mediizm (CD/DVD/ete, ) of the ?’foperaz‘z'ng System  and the
application software must be 'Sllpplif:d. S |

23.2 Pu_rclzased licenses, software keys & dongles must pe provided af any time duz'ing and

23.3  Where ioc_zzliy supplied computers, laptops & Printers are offered, the offered model
should be from wely known manufacturer,

i

24, Pricing must include services of sale, shipment, tmnsportation,-délivery Jrom port o site or to

Main Medical Stores, insta[lation, pre-installation (if needed), fraining, commissioning,

warranty and brin ging the equipment into service,

25. Custom clearaizce.of goods shall be!t/ze responsibility of Vt/ze Jordanian Armeq Forces (JAF),

27.

28.

!

however, suppliers shall bear i1 costs Incurred by handling charges and any demurrage

charges or extrq expenses incurred by the Pore’s corporation (ii%cludiizg' expenses caused py

delay in presenting the necessary s/zfipment documents for eitlzericlearing or transporting the
goods to the requiréd location mentioned iy the final order, délivery hote issuing charges,
uniozadii‘zg charges, ~vlbcal shipping charges et ). The supplier is also responsible for providing
of all relevant sh ziuping documents, tbget/zer with the delivery ordé_r(s}.

b. DRMS has the right to decrease the awarded quantities by q percentage not exceeding
50% after the Sinal order notification with the same Drices, terms and conditions of the
- Original contract upon DRMS request and approval of the awarded party.

a. Bidder is not allowed to sub;{zit more than one offer Jor the same item whether that’s
i it

solely or in coalition or partiership witl other bidders.
. l -
b. Bidder is allowed to include within their offer optional alternatives Jor the same offered

S

-
-

item from the same man ufacturer,

The supplier must Surnish DRJ;[S with a guarantee stamped and legalized by the 574

Public equals to (115 %) of the total value of the awarded equipment valid Jor twelve months

__Jfrom the date of Jinal acceptance of the equz’pmeg{ by DRMS. o s

< !
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JORDAN ARMED FORCES

The DIRCETROATE OF ROYAL MEDICAL SERVICES
THE INSTITUE OF BIOMEDICAL TECHNOLOGY

Training:

29.1

29.2

29.3

29.4

For items where abroad service fraining courses are required in technical
specifications, offers rust include a certified service trai/{iizg program for at least 3
working days at a reputables 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.

For items where abroad user training courses are required in technical
specifications, offers must ]mclude a certified operator tramzng program at a
reputable center abroad recqgmzea’ by the manufacturer for at least one operator;
all costs inclusive, air tzckets, boardzng, commuting, accommodatzon (minimum 3
star hotel on full board baszs) and any extra costs.

The perzod of the trazmno courses must be accordmo to tlze manufacturer’s
program excluding traveling days and must be stated cleaii iy in the technical offer.
Lo :

Training Programs must conform to the following standards:

o User training must comprise understanding and use of aperation manual(s),
correct and safe operation of the equipment, as well as user preventive
wmaintenance and calibration.

e Service training must comprise: theory, understandzno and use of service
manual(s), calzbmtzon, preventive maintenance procedure, and practical
troubleshooting and repair exercises, and must be conducted by professional

instructors employed or authorized by the system n’zanufa‘cturer.

e Service training must be conducted on a system of identical make, model,
and configuration tio that purchased by DRMS, and deszonated by the
manufacturer or the i’ocal agent for training purposes.

e Certificates must lge endorsed and offi czall__y sealed Dy the system
manufacturer, Iegalliv empowering trainees to eﬁgage in user and service
activities according to operation and service mant{dl(s).

e Where applicable, offers must include an on-site.user and service training.

C
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30.For offers Submitted iy Jordania
acceptance of goods . 4 ny other

n dinars Payment will be eirh by wire transfer or by chegue after final
ay of payment will pe rejected

er



Attachment 1
# o FEquipment
1 Adjustable Auto Pipettes
2 Resuscitation Bag
3 Laryngoscope Set
4 Oxygen Flow meter wall type/ single
5 Regulator Suction with canister, 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, liomecare
14 Stethoscope
15 Aneroid Sphygmomanometer
16 Video Assisted Laryngoscope, portable
17 Scale, Manual
18 Wood's Light
19 Cough Pressure, Normal Saline
20 Rehabilitation Walking Parallel Bars, non-powered 1
21 Therapy Mat
22 Medical Ball All Size
23 Dumbbells Rack with complete 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
31 Rehabilitation Suspension Frame XN
32 Exercise Band All Size (Theraband)

A
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33 Lens trial set

34 Wheel Chair

35 Commode Chair

36 Bassinet (Baby Cot)

37 Resuscitation Cart (Crash Curt)
38 Medication Cart

39 Cart, Drawers

40 Examination Couch, Manual

41 Gynaecology Examination T, able, Manual

42 Etanzin(_itiqlz Table, Neonates, Manual
93 Intravenous Pole, Mobile Stand

44 | DDA Cabiner '

45 Stainless steel Multipurpose Trolley

46 Cabinet, Instrument, Operation Theatres

47 Dressing Cart

48 Stainless steel wire shelvin S it

49 Paper Trolley ‘

50 Stainless Steel Sink (Clean up counter)
51 Scopes Cabinet '

52 | Mayo Table

53 Table, Instrument

54 Stool, Adjustable, Doctor

55 Stool, Adjustable, Operation Theatres

56 | Carts, linen/laundry, soiled, Doiuble
57 Closed distribution trolley
58 Step Ladder, Conductive, Double

59 Step, Surgeon, Single

60 Kick Bucket

61 Mobile Stand Jor Oxygen Cylinder
62 Stainless Steel Wire Basket, 1 STU
63 Cart, Plaster




