	
Template Emergency ITB document

United Nations Population Fund [image: ]
UNFPA - Yemen
Haddah St. behind Lazourde Hotel 
Sanaa’a.,Yemen
Tel: +967 1 433160
Website: www.unfpa.org
Date:08/09/2024

Invitation to Bid (ITB) No. YEM/2024/005
Dear Sir/Madam,
We hereby solicit your Bid for the supply of the following items with the following technical specifications as stated in Annex 6: 

Item No. 1: 	MEDICAL EQUIPMENT

Bid Submission: 
If you are interested in submitting a bid for these items, kindly fill in the attached submission forms and send to the secure email address indicated below/ not later than 30/09/2024, 15:00 (Sana’a time). 
procurement.yemen@unfpa.org

Please ensure to mark your email subject with the ITB reference number :

“ITB/YEM/2024/005 – Medical Equipment –Required Documentation”

Bidding shall be conducted through ONE envelope. The technical bid containing the technical specifications and the financial bid containing the price information shall be submitted together. 

Questions or Clarifications related to the Bid: 
[bookmark: _GoBack]Any questions or clarifications relating to the Bid process and/or to the attached documents shall be sent to: Dr. Gehad Al-Maqtari at emails: al-maqtari@unfpa.org, no later than 25/09/2024. 
Note: Do not submit or cc your bid/proposal submission to the contact person’s email address mentioned in this section! 

Documents to be submitted with the bid:
DOCUMENT CHECKLIST - Please remember to submit the following documents:
	No.
	DOCUMENT NAME
	

	1
	Annex 1 - Bid Submission Form - Completed and Signed 
	· 

	2
	Annex 2 - Bidders Identification Form - Completed
	· 

	3
	Annex 3 - Product Item Overview Form - Completed
	· 

	4
	Annex 5 - Price Schedule Form - Completed and Signed 
	· 

	5
	A statement whether any import or export licenses are required in respect of the goods to be purchased including any restrictions on the country of origin, use/dual use nature of goods or services, including and disposition to end users; 
	· 

	6
	- Latest Business Registration Certificate; 
- Latest Internal Revenue Certificate / Tax Clearance; 
- Manufacturer’s Authorization of the Company as a Sales Agent (if Bidder is not the manufacturer); 
	· 

	7
	Certificate of Exclusive Distributorship in the country (if applicable, and if Bidder is not the manufacturer); 
	· 

	8
	Complete documentation, information and declaration of any goods classified or may be classified as “Dangerous Goods”
	· 

	9
	Patent Registration Certificates (if any of technologies submitted in the quotation is patented by the Supplier)
	· 

	10
	Written Self-Declaration of not being included in the UN Security Council 1267/1989 list, UN Procurement Division List or other UN Ineligibility List
	· 

	11
	Complete Technical bid submission, including detailed Technical specifications, product catalogue, technical data sheets and schematic drawings (when applicable) to demonstrate that specification and quality of the products are in line with the requirements listed in the bidding document.
	· 

	12
	Quality Assurance Documents to be submitted:
Below are Guidelines describing the minimum documentation required to be submitted by the bidders, and can be found in the tables below as per each product group: Pharmaceuticals, medical devices and IVDs. 
All certificates and approvals must be valid at the time of bid submission. 
	

	12.1
	Documents to be submitted for Medical Devices:
● Annex 4- Fast Track Procurement Questionnaire for Medical Devices - duly completed by bidder and signed for each of the items included in the submission. 
● Minimum documentation as per below table corresponding to classification of Medical Devices (ref. European Commission, MEDDEV 93/42/EEC). 
● Photos of the medical devices product and packaging (preferably in a format where the dimension and features can be visible).

[image: ]

Examples of products in each of the Medical Device EC MEDDEV class: 
· Class I (non-measuring, non-sterile and/or non-reusable surgical instrument) Aprons, bags, baskets, bowls, etc. (largest item class group in UNFPA procurement catalog). 
· Class I (measuring, sterile and/or reusable surgical instrument) Thermometers, scales, catheters, cytobrushes, sterile surgical and gynecological instruments, sterile gloves and supplies, reusable surgical and gynecological instruments, etc. 
· Class IIa: Cannulas, needles, blades, pumps (manual, electrical), resuscitators, etc. (Many of the class IIa products are also sterile products.) 
· Class IIb and III: Anaesthesia machines, cryosurgical units, sutures, baby warmers and incubators, infusion pumps etc. 
	· 



Partial Bids: 
Partial bids are allowed under this ITB. Note: Partial bids mean that the bidder does not have to offer all requested commodity types in order to submit a complete bid. However, within each commodity type, full quantities must be offered. 
UNFPA reserves the right to make multiple arrangements for any item(s) where, in the opinion of UNFPA, the lowest Bidder cannot fully meet the delivery requirements or if it is deemed to be in UNFPA’s best interest to do so.

INCOTERMS 2020:
· Freight cost DAP/ (Sana’a UNFPA warehouse Hadda street)
     (Aden UNFPA warehouse)

Validity of Bid:
[bookmark: _heading=h.gjdgxs]The prices of the bid shall be valid for 90 days depending after the closing date of bid submission as specified by UNFPA. A bid valid for a shorter period shall be rejected by UNFPA. 
Delivery Time:
The maximum allowed delivery time is 3 Months upon issuing of purchase order. 

Evaluation of Bids:
UNFPA shall compare all substantially responsive bids to determine the lowest priced substantially responsive bid.
A substantially responsive bid is one that conforms to all the terms, conditions, and specifications of the bidding documents without material deviation, reservation, or omission. A material deviation, reservation, or omission is one that:
a. affects in any substantial way the scope, quality, or performance of the goods and related services specified in the contract; or
b. limits in any substantial way, inconsistent with the bidding documents, UNFPA’s rights or the bidder’s obligations under the contract; or
c. if rectified would unfairly affect the competitive position of other bidders presenting substantially responsive bids.
d. Bidder’s full acceptance of the UNFPA General Terms and Conditions.
e. Adherence to the requested Delivery Time in this Bid document.
f. Physical inspection of registered office, facilities/warehouses will be conducted for the potential suppliers under consideration

Contract Award:
UNFPA shall award the contract to the lowest priced bidder(s) whose bid has been determined to be substantially responsive with the bidding documents, including the maximum allowable lead time. Note: Current UNFPA supplier policies apply to this solicitation and can be found at: http://www.unfpa.org/suppliers. 
Attachments:
· Annex 1 - Bid Submission Form
· Annex 2 - Bidders Identification Form
· Annex 3 - Product Item Overview Form
· Annex 4 - Fast Track Procurement Questionnaire 
· Annex 5 - Price Schedule Form
· Annex 6 – Technical Specification
· Annex 7 – Distribution List

Annex 1 - Bid Submission Form
Invitation to Bid (ITB) No. UNFPA/ YEM/2024/005
Name of Bidder:									
Contact Person:									
Title:											
Email Address:									
Telephone Number:									

Date of Bid:										
Bid No:										
Currency of Bid price:								
Delivery time (days from receipt of order till dispatch):					
(Note: maximum number of days is: 3 months)
Expiration of Validity of Bid/Proposal (The bid shall be 
valid for a period of at least 90 days after the Closing date.):				

Vendor’s Comments:






I hereby certify that this company, which I am duly authorized to sign for, accepts the General Terms and Conditions of UNFPA http://www.unfpa.org/resources/unfpa-general-conditions-contract  and we will abide by this bid/proposal until it expires. 

We undertake, if our bid/proposal is accepted, to commence and complete delivery of all items in the contract within the time frame stipulated.

We understand that you are not bound to accept any bid you may receive and that a bidding contract would result only after final negotiations are concluded on the basis of the technical and price bids proposed.

							
       Name and title					Date and Place


Annex 2 - Bidders Identification Form
Invitation to Bid (ITB) No. UNFPA/ YEM/2024/005
1. Organization
							
	Company/Institution Name
	

	Address, City, Country
	

	Telephone/FAX
	

	Website
	

	Date of establishment
	

	Legal Representative: Name/Surname/Position
	

	Legal structure: natural person/Co.Ltd, NGO/institution/other (please specify)
	

	Organizational Type: Manufacturer, Wholesaler, Trader, Service provider, etc.
	

	Areas of expertise of the organization
	

	Current Licenses, if any, and permits (with dates, numbers and expiration dates)
	

	Years supplying to UN organizations 
	

	Years supplying to UNFPA
	

	Production Capacity
	

	Subsidiaries in the region (please indicate names of subsidiaries and addresses, if relevant to the bid)
	

	Commercial Representatives in the country: Name/Address/Phone (for international companies only)
	






2. 	Quality Assurance Certification

	International Quality Management System (QMS)
	

	List of other ISO certificates or equivalent certificates
	

	Presence and characteristics of in-house quality control laboratory (if relevant to bid)
	



3. Expertise of Staff

	Total number of staff
	

	Number of staff involved in similar supply contracts
	



4. Client Reference List
	Please provide references of main client details.

	Name of company
	Contact person
	Telephone
	E-mail

	1. 
	
	
	

	2. 
	
	
	

	3.
	
	
	



5. Previous Experience and Similar main projects

	Project
	Country/Region
	Type of Commodity
	Project value in USD

	1. 
	
	
	

	2. 
	
	
	

	3.
	
	
	



6. Contact details of persons that UNFPA may contact for requests for clarification during bid evaluation
	
	Name/Surname
	

	Telephone Number (direct)
	

	Email address (direct)
	


P.S.: This person must be available during the next two weeks following receipt of bid
[bookmark: _heading=h.1fob9te]


Annex 3 - Product Item Overview Form
Invitation to Bid (ITB) No. UNFPA/ YEM/2024/005

Product’s adherence with specifications
The product supplied from manufacturers (and Supplier, if different from manufacturer) shall conform with the UNFPA technical specifications or be similar. Bidders are to state clearly in the below table, whether each criteria of the technical specifications matches or not and clearly state the Bidder’s specifications in the below field for each item. It is essential that the full specifications are provided. 
The bidder SHOULD NOT copy and paste UNFPA’s specifications. 
Refer to Annex 6. For the Technical Specifications
[bookmark: _heading=h.3znysh7]
	Item No.
	[bookmark: _heading=h.2et92p0]Description and minimum /mandatory specifications

[bookmark: _heading=h.tyjcwt][Detailed description to be completed by UNFPA]
	Description of items offered and Bidder’s statements on deviations

[bookmark: _heading=h.3dy6vkm](To be completed by the bidder)
	Compliant? (Y/N)

(To be completed by UNFPA during evaluation)

	[bookmark: _heading=h.1t3h5sf]1
	[bookmark: _heading=h.4d34og8]Anesthesia device regulator
	
	

	[bookmark: _heading=h.2s8eyo1]2
	[bookmark: _heading=h.17dp8vu]Anesthesia machine with ventilator and monitor 
	
	

	[bookmark: _heading=h.3rdcrjn]3
	[bookmark: _heading=h.26in1rg]Bedside locker
	
	

	4
	Bench Top steam sterilizer
	
	

	5
	Binaural Stethoscope
	
	

	6
	Blood Bank Refrigerator
	
	

	7
	Bowl Washing st.st 150 Mm Dia x 120 Mm Deep
	
	

	8
	Bowl Washing st.st 250 Mm Dia x 120 Mm Deep
	
	

	9
	Bowl Washing st.st 350 Mm Dia x 120 Mm Deep
	
	

	10
	Caesarean section set
	
	

	11
	Automatic hematology Analyzer complete blood counter (CBC)
	
	

	12
	Couch examination ,fold headrest mattress
	
	

	13
	Cupboard, metal, 2 doors, Lockable
	
	

	14
	Delivery bed
	
	

	15
	Delivery bed hydrolic
	
	

	16
	Delivery Set
	
	

	17
	Digital Glucometer
	
	

	18
	Digital Thermometer
	
	

	19
	Doppler /fetal heart detector
	
	

	20
	Double Foot Steps.
	
	

	21
	Drum, Sterilization.Medium
	
	

	22
	Drum,Sterilization.Large
	
	

	23
	ECG Machine 6 channel
	
	

	24
	Electronic Baby scale
	
	

	25
	Electrosurgical cautery
	
	

	26
	Emergency Cart. (Crash Cart ) with complete accessories
	
	

	27
	Episiotomy Set
	
	

	28
	Examination delivery bed
	
	

	30
	Examination lamp mobile on castors
	
	

	31
	Gynecology Examination Set
	
	

	32
	Hospital Bed Mattres
	
	

	33
	Hospital bed with mattress
	
	

	34
	Infant incubator
	
	

	35
	Infant Warmer
	
	

	36
	Infusion pump
	
	

	37
	Instrument Trolley st.st shelves
	
	

	38
	IUD insertion set
	
	

	39
	IV Stand
	
	

	40
	Lab. Microscope
	
	

	41
	lab. Stool chair
	
	

	42
	Laboratory Bench-top Centrifuge
	
	

	43
	Laryngoscope for adult & child
	
	

	44
	Mayo table
	
	

	45
	Medical oven
	
	

	46
	Medical Refrigerator.
	
	

	47
	Mercury Sphygmomanometer
	
	

	48
	Micro automatic pipettes-digital
	
	

	49
	Mobile hospital screan with three section
	
	

	50
	Mobile operating Lamp
	
	

	51
	Neonate ambo bag
	
	

	52
	Neonate bed for delivery room
	
	

	53
	Operating table
	
	

	54
	Operation Light (Ceiling)
	
	

	55
	Oxygen cylinder 40 liter with regulator 02 with flowmeter and humidifier
	
	

	56
	Oxygen regulators
	
	

	57
	Patient Monitor
	
	

	58
	Patient Transfer Trolly
	
	

	59
	Phototherapy infant
	
	

	60
	Portable Ultrasonic Nebulizer
	
	

	61
	resuscitation set (adult)
	
	

	62
	resuscitation set (pediatric)
	
	

	63
	Resuscitation Set Infant
	
	

	64
	Scale, Adult, with Height Measurement
	
	

	65
	Semi Automatic Biochemistry Analyzer
	
	

	66
	Stem sterilazion Autoclave
	
	

	67
	Suction pump mobile
	
	

	68
	Suture instrement and dressing set.
	
	

	69
	Syring Pump with holder
	
	

	70
	Tray instrument with lid st.st
	
	

	71
	Ultrasound
	
	

	72
	Vaginal Speculum Set
	
	

	73
	Ventilator (adult, pediatric, and neonatal)
	
	

	74
	Wheel chair
	
	

	75
	Microplate Shaker
	
	

	76
	Water bath
	
	

	77
	Pulse oximeter
	
	

	78
	Cardio tachograph CTG
	
	

	79
	Oxygen concentrator with double outlet
	
	

	[bookmark: _heading=h.lnxbz9]80
	Cheatle Forceps With Jar
	
	


Annex 4 - FTP Questionnaires 
Invitation to Bid (ITB) No. UNFPA/ YEM/2024/005

Bidders to complete and submit the below Questionaires:  
· Annex 4.1 -  Fast Track Procurement Questionnaire for Medical Devices

[bookmark: _gjdgxs]Fast Track Procurement Questionnaire 
for Medical Devices
PART I.  Manufacturer information
Bidder (if not manufacturer):				 Click here to enter text.
Manufacturer:   	Name of manufacturer:		 Click here to enter text.
			Country:			 Click here to enter text.
			Address (office):		 Click here to enter text.
			Address (manufacturing site(s)):	 Click here to enter text.
			Contact person’s name:		 Click here to enter text.
			Email:				 Click here to enter text.
			Phone:				 Click here to enter text.
PART II.  Product information
Product Identification (Trade name, Type, Model, Package size, Intended use, etc.):
 Click here to enter text.
Product Code, Reference number(s):  Click here to enter text.
Product details (materials, dimensions, size, volume, features, etc. For electrical devices specify voltage, frequency and plug supplied.): (E.g. If a stainless steel product, identify AISI type or composition. If a plastic product, identify type or composition.)
 Click here to enter text.
PART III.  Regulatory Status
	3.1	Is the product CE marked?
Certification body and number: 
Click here to enter text.
	□	Yes
	Start Date: Click here to enter text.
Expiry Date: Click here to enter text.

	
	□	No

	3.2	Is the product FDA approved?
            510k clearance #: Click here to enter text.
            PMA clearance #: Click here to enter text.
	□	Yes
	Start Date: Click here to enter text.
Expiry Date: Click here to enter text.

	
	□	No

	3.3        Is the product approved by National Regulatory Agency or Department?
Name of agency and type of approval: Click here to enter text.
	□	Yes
	Start Date: Click here to enter text.
Expiry Date: Click here to enter text.

	
	□	No

	3.4        Provide details of any other current regulatory approvals for this product.
Name of jurisdiction and type of approval: Click here to enter text.
	□	Yes
	Start Date: Click here to enter text.
Expiry Date: Click here to enter text.

	
	□	No


3.5         Manufacturer QMS ISO 13485 		Yes ☐ 	   No ☐
                                         QMS ISO 9001 		Yes ☐ 	   No ☐
a. Certification body and number: Click here to enter text.
b. Expiration date: Click here to enter text.
3.6  FOR STERILE PRODUCTS - If the manufacturing process is subcontracted:
	Name and address of the subcontractor
	QMS certification of the subcontractor - Identify Regulatory body and/or number and expiry date

	Click here to enter text.
	Click here to enter text.



3.7  FOR ELECTRICAL or BATTERY-OPERATED PRODUCTS
	If the device contains Lithium metal and Lithium ion batteries, does it comply with clause 38.3 of the recommendations on “Transport Of Dangerous Goods” from the United Nations? 
	        Yes ☐       No ☐
                                    


	Does it comply with the latest IATA Dangerous Goods Regulations (DGR)?
	        Yes ☐       No ☐

	Testing laboratory, Test Report reference, specify standard 
	Click here to enter text.


PART IV.  Checklist of required documentation
	Product class 
(EC MEDDEV)
	Minimum documentation required
Documents to be submitted must be true and valid copies. All documents submitted must be in English or be accompanied with certified translation.

	class I
(non-measuring, non-sterile and/or
non-reusable surgical instrument, rsi)
	☐  Copy of ISO 13485* (or ISO 9001*) QMS certificate.
☐  A signed and dated Declaration of Conformity (DoC) according to ISO 17050 stating compliance to the relevant ISO standards and directives (for manufacturer), and which has reference to the offered product. 
☐  Photo of the product and packaging (at various angles if necessary, preferably in a format where the dimensions and features can be visually verified from the photos).

	class I measuring
class I sterile
class I rsi
class IIa
	☐  Copy of EC certificate (referencing the name/number of the notifying body), and/or 510k FDA clearance, and/or approval letter or certificate from a National Regulatory Body.
☐  A signed and dated DoC according to ISO 17050 stating compliance to critical ISO standards (e.g. for sterilization, ISO 13485 QMS) and directives, and which has reference to the offered product. Note: If a sterilization activity is subcontracted to a third party, ISO 13485 QMS compliance is also required from the subcontracting company.
☐  Photo of the product and packaging (at various angles if necessary, preferably in a format where the dimensions and features can be visually verified from the photos).

	class IIb 
class III	
	☐  Copy of EC certificate (referencing the name/number of the notifying body) with an additional copy EC Design Examination certificate, and/or 510k/PMA FDA clearance, and/or approval letter or certificate from a National Regulatory Body.
☐  A signed and dated DoC according to ISO 17050 stating compliance to critical ISO standards (e.g. ISO 13485 QMS) and directives, and which has reference to the offered product. Proof of compliance to ISO standards in a form of copies of certificates shall be submitted if available.
☐  Photo of the product and packaging (at various angles if necessary, preferably in a format where the dimensions and features can be visually verified from the photos).


*) UNFPA accepts the versions of currently active standards, which are recognized by the International Organization for Standardization at the time of document submission.










Annex 5 - Price Schedule Form

Invitation to Bid (ITB) No. UNFPA/ YEM/2024/005

Name of Bidder:									
Date of Bid:										
Bid No:										
Currency of Bid price:								
Delivery time (days from receipt of order till dispatch):					
(Note: maximum number of days is: 90 days)
Expiration of Validity of Bid/Proposal (The bid shall be 
valid for a period of at least 3months after the Closing date.):				

You can include an Excel spreadsheet instead of this format. The table columns should be modified as appropriate for the specific case. 
	Item No.
	price/unit 
	Quantity
	Total FCA/FOB (Destination)
	Transportation cost to destination (specify mode of transportation)
	Total DAP (Destination)
	Delivery schedule (days/weeks upon order)

	

	
	
	
	
	
	

	

	
	
	
	
	
	

	

	
	
	
	
	
	



Vendor’s Comments:





PROVIDED THAT A PURCHASE ORDER IS ISSUED BY UNFPA WITHIN THE REQUIRED BID VALIDITY PERIOD, THE UNDERSIGNED HEREBY COMMITS, SUBJECT TO THE TERMS OF SUCH PURCHASE ORDER, TO FURNISH ANY OR ALL ITEMS AT THE PRICES OFFERED AND TO DELIVER SAME TO THE DESIGNATED POINT(S) WITHIN THE DELIVERY TIME STATED ABOVE.
							
       Name and title					Date and Place

Annex 6 – Technical Specification

Refer to Sheet attached to this ITB with the detailed Technical Specifications for each item required ‘’Specifications of Medical Equipment’’



Annex 7 – Distribution List
Invitation to Bid (ITB) No. UNFPA/ YEM/2024/005

	Sn.
	Description.
	UOM
	Sana'a
	Aden
	Sum of 
Total

	1
	Anesthesia device regulator
	Each 
	10
	2
	12

	2
	Anesthesia machine with ventilator and monitor 
	Each 
	10
	3
	13

	3
	Bedside locker
	Each 
	26
	12
	38

	4
	Bench Top steam sterilizer
	Each 
	13
	1
	14

	5
	Binaural Stethoscope
	Each 
	111
	13
	124

	6
	Blood Bank Refrigerator 
	Each 
	13
	5
	18

	7
	Bowl Washing st.st 150 Mm Dia x 120 Mm Deep  
	Each 
	39
	14
	53

	8
	Bowl Washing st.st 250 Mm Dia x 120 Mm Deep  
	Each 
	37
	11
	48

	9
	Bowl Washing st.st 350 Mm Dia x 120 Mm Deep
	Each 
	78
	14
	92

	10
	Caesarean section set
	Set
	64
	6
	70

	11
	Automatic hematology Analyzer complete blood counter (CBC) 
	Unit
	34
	4
	38

	12
	Couch examination ,fold headrest mattress
	Each 
	48
	6
	54

	13
	Cupboard, metal, 2 doors, Lockable
	Each 
	91
	16
	107

	14
	Delivery bed
	Each 
	26
	21
	47

	15
	Delivery bed hydrolic
	Each 
	56
	4
	60

	16
	Delivery Set
	Set
	118
	10
	128

	17
	Digital Glucometer
	Each 
	61
	17
	78

	18
	Digital Thermometer
	Each 
	87
	39
	126

	19
	Doppler /fetal heart detector
	Each 
	69
	29
	98

	20
	Double Foot Steps.
	Each 
	59
	13
	72

	21
	Drum, Sterilization.Medium
	Each 
	104
	9
	113

	22
	Drum,Sterilization.Large
	Each 
	100
	10
	110

	23
	ECG Machine 6 channel 
	Each 
	20
	7
	27

	24
	Electronic Baby scale
	Each 
	49
	15
	64

	25
	Electrosurgical cautery
	Each 
	7
	5
	12

	26
	Emergency Cart. (Crash Cart ) with complete accessories
	Pcs
	29
	5
	34

	27
	Episiotomy Set
	Set
	51
	13
	64

	28
	Examination delivery bed
	Each 
	45
	9
	54

	30
	Examination lamp mobile on castors
	Each 
	73
	24
	97

	31
	Gynecology Examination Set
	Set
	95
	8
	103

	32
	Hospital Bed Mattres
	Each 
	111
	58
	169

	33
	Hospital bed with mattress
	Each 
	121
	23
	144

	34
	Infant incubator
	Each 
	17
	6
	23

	35
	Infant Warmer
	Each 
	16
	9
	25

	36
	Infusion pump
	Each 
	19
	1
	20

	37
	Instrument Trolley st.st shelves
	Each 
	83
	5
	88

	38
	IUD insertion set
	Set
	95
	4
	99

	39
	IV Stand
	Each 
	145
	31
	176

	40
	Lab. Microscope
	Each 
	13
	1
	14

	41
	lab. Stool chair
	Each 
	21
	5
	26

	42
	Laboratory Bench-top Centrifuge
	Each 
	16
	2
	18

	43
	Laryngoscope for adult & child
	Each 
	18
	10
	28

	44
	Mayo table
	Each 
	16
	8
	24

	45
	Medical oven
	Each 
	12
	13
	25

	46
	Medical Refrigerator.
	Each 
	30
	4
	34

	47
	Mercury Sphygmomanometer
	Each 
	134
	44
	178

	48
	Micro automatic pipettes-digital
	Each 
	68
	4
	72

	49
	Mobile hospital screan with three section 
	Each 
	57
	20
	77

	50
	Mobile operating Lamp
	Each 
	11
	5
	16

	51
	Neonate ambo bag
	Each 
	49
	8
	57

	52
	Neonate bed for delivery room
	Each 
	57
	8
	65

	53
	Operating table
	Each 
	5
	4
	9

	54
	Operation Light (Ceiling) 
	Each 
	3
	5
	8

	55
	Oxygen cylinder 40 liter with regulator 02 with flowmeter and humidifier
	Each 
	112
	33
	145

	56
	Oxygen regulators
	Each 
	79
	43
	122

	57
	Patient Monitor
	Each 
	23
	7
	30

	58
	Patient Transfer Trolly
	Each 
	35
	18
	53

	59
	Phototherapy infant
	Each 
	29
	7
	36

	60
	Portable Ultrasonic Nebulizer
	Each 
	35
	20
	55

	61
	resuscitation set (adult)
	Set
	51
	5
	56

	62
	resuscitation set (pediatric)
	Set
	21
	6
	27

	63
	Resuscitation Set Infant 
	Set
	30
	6
	36

	64
	Scale, Adult, with Height Measurement
	Each 
	38
	7
	45

	65
	Semi Automatic Biochemistry Analyzer
	Each 
	20
	4
	24

	66
	Stem sterilazion Autoclave
	Each 
	38
	10
	48

	67
	Suction pump mobile
	Each 
	22
	15
	37

	68
	Suture instrement and dressing set.
	Set
	38
	10
	48

	69
	Syring Pump with holder
	Each 
	20
	9
	29

	70
	Tray instrument with lid st.st
	Each 
	107
	7
	114

	71
	Ultrasound
	Each 
	22
	7
	29

	72
	Vaginal Speculum Set
	Set
	68
	15
	83

	73
	Ventilator (adult, pediatric, and neonatal)
	Each 
	6
	2
	8

	74
	Wheel chair
	Each 
	29
	9
	38

	75
	Microplate Shaker
	Each 
	12
	0
	12

	76
	Water bath
	Each 
	8
	3
	11

	77
	Pulse oximeter
	Each 
	7
	37
	44

	78
	Cardio tachograph CTG
	Each 
	15
	6
	21

	79
	Oxygen concentrator with double outlet
	Each
	0
	6
	6

	80
	Cheatle Forceps With Jar
	Each 
	13
	14
	27
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Product class Minimum documentation required for Medical Devices
(as per EC MEDDEV)

class1 1. Copy of ISO 13485 or ISO 9001 QMS certificate.
(non-measuring, non-sterile 2. Asigned and dated Declaration of Conformity (DoC) according to ISO 17050
and/or stating compliance to the relevant ISO standards and directives (e.g. CE self-
non-reusable surgical declaration 93/42/EEC), and which has a reference to the offered product.

instrument, rsi)

class | measuring EC certificate (referencing the name/number of the notifying body), and/or

Class | ster 510k (FDA clearance), and/or approval letter or certificate from national

class I rsi rogulatory body.

class lla A signed and dated DoC according to ISO 17050 stating compliance to
critical IO standards (e.g. for sterilization, ISO 13485 QMS) and directives,
and which has a reference to the offered product. Note: If a sterilization
activity is subcontracted to a third party, ISO 13485 QMS compliance is also
required from the subcontracting company.

class Iib, 1. ECcertificate (referencing the name/number of the notifying body) with an

class additional copy of EC Design Examination certificate, and/or 510k/PMA FDA

clearance, and/or approval letter or certificate from national regulatory
body.

2. Asigned and dated DoC according to ISO 17050 stating compliance to
critical ISO standards (e.g. 1SO 13485 QMS) and directives, and which has a
reference to the offered product. Proof of compliance to ISO standards in a
form of copies of certificates shall be submitted if available.
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