
Technical specifications gynaecological examination/treatment table

1 Scope of chapter

This chapter specifies technical requirements for gynaecological tables, devices used by physicians in obstetrical
and/or  gynaecological  examinaƟons  and  treatments  for  the  early  detecƟon  and  treatment  of  a  range  of
gynaecologic condiƟons.

Content herein focuses on present state of pracƟce using up-to-date available technologies; however, authors
are aware that innovaƟons in manufacturing, healthcare faciliƟes and pracƟce will advance the field of cervical
cancer
screening, diagnosƟcs and treatment. The specificaƟons herein do not preclude appropriate upcoming products
and/or technologies, which will be analysed in future revisions of this publicaƟon.

Brief descripƟon
A gynaecological table is a table used in hospitals, clinics and medical pracƟces, where a female paƟent can lay
down  and  the  medical  pracƟƟoner/hospital  doctor  can  perform  gynaecological,  obstetrical  and  urological
examinaƟons and treatments. It allows the examiner to have an effecƟve view on the vagina and urethra of the
female paƟent while examining or operaƟng, with a minor discomfort for the paƟent herself, thanks to the
different allowed configuraƟons and accessories.

2 Background on Gynaecological examinaƟon / treatment table

As specified in guidance provided in WHO’s Comprehensive Cervical Cancer Control: a guide to essenƟal pracƟce
[1], cervical cancer screening and treatment require a list of equipment and supplies, including an examinaƟon
table covered by clean paper or cloth.
A gynecological examinaƟon or treatment table is a specialized piece of medical equipment used in the diagnosis
and treatment of cervical cancer. This table provides a comfortable and secure plaƞorm for paƟents to undergo
various gynecological procedures, including pelvic exams, Pap tests, and colposcopies. During these procedures,
the paƟent lies down on the table with her legs supported in sƟrrups, allowing the healthcare provider to access
the cervix and vagina for examinaƟon and treatment. The gynecological examinaƟon table is an essenƟal tool in
the detecƟon and management of cervical cancer, as it enables healthcare providers to detect abnormaliƟes
early and provide Ɵmely intervenƟons to improve paƟent outcomes.

3 Types of Gynaecological examinaƟon / treatment tables

The main types of gynaecological examinaƟon / treatment tables are mechanical tables and electric/hydraulic
tables.
Mechanical  tables are generally less expensive,  more durable,  and easier  to maintain.  They don't require a
power source and can be used in areas where electricity is limited or not available. They are also quieter and
may provide a more stable plaƞorm for certain procedures. However, mechanical tables can be harder to adjust
and may require more physical effort to posiƟon paƟents,  which can be challenging for  those with limited
mobility or larger body size.
On the other hand, electric tables provide more flexibility and easier adjustments. They can be raised, lowered,
and Ɵlted with the push of a buƩon, making them ideal for paƟents with mobility issues or those who require
frequent posiƟon changes during a procedure.  They also tend to be more comfortable for paƟents and can



provide beƩer  access  for  healthcare  providers.  However,  electric  tables  are  typically  more expensive,  may
require more maintenance, and may not funcƟon during power outages.

4 Equipment requirements

The following paragraphs describe elements of a gynaecological table and consideraƟons to be made in device
selecƟon.

Dimensions: it is important to consider the overall dimension of the table, in parƟcular the space that is filled
when it is set in all its different posiƟons and configuraƟons and the extent of the movements to be made to
achieve those posiƟons.

1 hƩps://supply.unicef.org/s0002174.html



Portability: According to the intended use of the table, meaning both for examinaƟon and treatment or only
examinaƟon or only treatment, the number of secƟons of which the table is comprised is worth considering and
whether the table should be portable or not.

MulƟple  posiƟons:  The  table  should  have  a  variety  of  posiƟons  (e.g.  lithotomy,  Trendelenburg,  etc.)  to
accommodate different procedures.

Power  source:  the feasibility of  a  power  source availability (220V or  120V,  and 50 or  60 Hz,  according to
different naƟonal standards) accessible in the examinaƟon room or facility to allow for use and/or charging, if
the table has electric features. A table can also operate with a hydraulic pump and is generally operated by
means of a pedal. There are also tables that integrate both types of drive. Therefore, there is the need to check
for the availability of electrical and/or hydraulic source.

Materials: most of the tables have a frame made of stainless steel, which is biocompaƟble, easy to clean and to
manage. Moreover, the table should have a smooth, non-porous surface that is easy to clean and disinfect.

CompaƟble  accessories:  the  table  should  be  compaƟble  with  all  the  accessories  needed  during  surgery,
treatment or examinaƟon, such as leg rests, IV rod, etc.

PaƟent safety: it is important to consider the anƟbacterial, anƟfungal and fireproof properƟes of the materials
in which the table is made. The maximum load that the table is able to withstand and its width are two other
important selecƟon criteria, in parƟcular to avoid the risk of sagging of the table and falling of the paƟent if the
laƩer suffers from obesity.

5 OperaƟonal consideraƟons

InstallaƟon and commissioning
1. Choosing the right locaƟon: The first step is to choose an appropriate locaƟon for the table. It should be

in a spacious room with sufficient lighƟng and venƟlaƟon. For electric/hydraulic tables the room should
also be equipped with power outlets and plumbing connecƟons.

2. Assembling  the table:  Before  installaƟon,  ensure  that  all  the  parts  of  the  table  are  available,  and
assemble it according to the manufacturer's instrucƟons. This may require the use of specialized tools.

3. PosiƟoning the table: Once the table is assembled, it shall be posiƟoned in the room in such a way that
it allows easy access for both the healthcare provider and the paƟent.

4. ConnecƟng  the plumbing  and power  supply:  for  electric/hydraulic  tables  the  plumbing  and  power
supply shall be connected to the table, and ensure that they are working properly.

5. TesƟng the table: Once the table is installed, all its funcƟons shall be tested to ensure that it's working
correctly. Check the height adjustment, ƟlƟng, and locking mechanisms, as well as any other features
that the table may have.

6. Train the staff: Before commissioning the table for use, the healthcare staff shall be trained on how to
use it safely and effecƟvely. This includes how to posiƟon the paƟent, adjust the table, and clean it aŌer
use.

It's important to follow the manufacturer's guidelines for the safe use and maintenance of the table. This will
help to ensure that it lasts longer and remains safe for use by paƟents.
Regular maintenance of the table is crucial for its opƟmal performance and longevity. This includes cleaning and
disinfecƟng the table aŌer each use, lubricaƟng moving parts, and replacing worn-out components as needed.



Use instrucƟons
Specific instrucƟons for use shall be available from the manufacturer for each model, however following are
some typical use instrucƟons for Gynaecological examinaƟon / treatment tables:

- PosiƟoning the paƟent: The paƟent should be posiƟoned comfortably on the table, with their legs in
sƟrrups and their buƩocks close to the edge of the table.

- AdjusƟng the height: The healthcare provider should adjust the height of the table to a comfortable
working height.

- TilƟng  the  table:  The  table  can  be  Ɵlted  to  different  angles,  depending  on  the  procedure  being
performed. For example, the table may be Ɵlted slightly downwards for a Pap smear or Ɵlted slightly
upwards for a vaginal exam.

- Using the footrests: The paƟent's feet should be placed in the footrests, which can be adjusted to a
comfortable height and angle.

- AdjusƟng the backrest: The backrest of the table can be adjusted to different angles, depending on the
paƟent's comfort and the procedure being performed.

- Using the sƟrrups:  The sƟrrups should be adjusted to  a comfortable height and angle,  so that  the
paƟent's legs are supported and the healthcare provider has easy access to the vaginal area.

- Using the lights: The table may be equipped with overhead lights or task lights to provide sufficient
illuminaƟon for the procedure.

- Using the drawers: The table may have drawers for storing equipment and supplies needed for the
procedure.

- Cleaning  the  table:  AŌer  use,  the  table  should  be  cleaned  and  disinfected  according  to  the
manufacturer's guidelines to prevent the spread of infecƟons.

DecontaminaƟon and reprocessing
Health care-associated infecƟons (HAI) are one of the most common adverse events in healthcare delivery. Not
only do they have a significant impact on morbidity and mortality, but they also present an economic burden to
health care  faciliƟes  and countries.  As  part  of  a  larger  infecƟon prevenƟon and control  (IPC)  program [2],
decontaminaƟon of instruments and medical devices plays a criƟcal role in HAI prevenƟon.
The PAHO/WHO manual Ɵtled DecontaminaƟon and reprocessing of medical devices for health-care faciliƟes [3]
outlines the decontaminaƟon life cycle, which includes cleaning, disinfecƟon and sterilizaƟon. Please refer to this
manual for details on specific methods of decontaminaƟon, sterilizaƟon and reprocessing of medical devices.
Always follow the device manufacturer’s instrucƟons for decontaminaƟon so as to not cause any damage and
ensure proper decontaminaƟon.
Specific to gynaecologic / obstetric tables, it is important to not use harsh or corrosive cleaning agents on any
part of the device as they can cause damage to the surface; use approved disinfectant and cleaning agents. The
following steps should be followed:

 Clean the table: Clean the table with a mild detergent and warm water, using a soŌ cloth or sponge. Pay
special  aƩenƟon to the areas  where bodily  fluids  may  have been deposited,  such  as  the sƟrrups,
footrests, and table surface.

 Rinse the table: Rinse the table thoroughly with clean water to remove any residual detergent.
 Disinfect the table: Disinfect the table with a suitable disinfectant that is approved for use on medical

equipment.  Follow the manufacturer's  instrucƟons for  the correct  concentraƟon,  contact  Ɵme, and
method of applicaƟon.

 Let the disinfectant sit: Allow the disinfectant to sit on the table surface for the recommended contact
Ɵme to ensure maximum effecƟveness.

 Rinse  and  dry  the  table:  Rinse  the  table  thoroughly  with  clean  water  to  remove  any  residual
disinfectant. Wipe the table dry with a clean cloth or allow it to air-dry.



 Check for damage: Inspect the table for any signs of damage, such as cracks or tears in the upholstery,
loose bolts or screws, or damaged electrical components.

 Store the table: Store the table in a clean, dry, and well-venƟlated area, away from sources of moisture
or direct sunlight.

Health-care waste management
Knowledge about the potenƟal for harm due to healthcare waste has become more important to governments,
health care workers  and civil  society.  Improper  handling and disposal  of  healthcare  facility waste is  widely
recognized as a source of avoidable infecƟon; therefore, it is criƟcal for healthcare faciliƟes to appropriately
manage disposal of healthcare waste, including but not limited to hazardous waste. Hazardous waste includes
sharps, infecƟous waste (contaminated with blood and other body fluids), pathological waste (such as human
Ɵssue) and chemical waste. For details on how to dispose of hazardous waste, please refer to facility and/or local
guidelines and regulaƟons and the WHO manual Ɵtled Safe management of wastes from health-care acƟviƟes.
[4]
Any consumables (swabs, coƩon balls, gloves) should be disposed of using the appropriate protocols for the
health facility.

Storage and packaging
Labelling on the primary packaging should include the name and/or trademark of the manufacturer and should
adhere to the most current version of ISO 15223 – 1: Medical devices - Symbols to be used with medical device
labels,  labelling and informaƟon to be supplied – Part 1:  General requirements.  Depending on the country,
specific requirements for the informaƟon to be provided on the label may exist, such as the requirement for
specific languages, warnings and regulatory conformity symbols.
As a minimum, the storage area should be clean and dust-free, dry, cool, well-lit, venƟlated and vermin-proof.
The device should be stored in its original packaging in a storage cabinet.
In  recognizing  that  environmental  condiƟons  in  many  LRS  are  quite  varied  and  can  be  extreme,  it  is  the
responsibility of the procurement body to ensure the expected storage condiƟons are within the manufacturer’s
storage recommendaƟons for any specific device. If the device will  require that the storage environment be
climate-controlled,  appropriate temperature  and humidity  control  systems,  including  monitoring,  should be
applied to avoid malfuncƟoning.
However, in general, these devices should be able to withstand storage temperatures ranging from 15°C to 40°C,
relaƟve humidity ≤ 85% (non-condensing), and be protected from dripping water.

Maintenance and repair
Before  each use of  the table,  the operator needs to check the overall  status  of  the device,  through visual
inspecƟon and check of any mechanical damage.
LubricaƟon of all the mechanical joints/pins / moving parts / Ɵghtening of the bolts should be carried out at least
once in three months, to avoid unnecessary sound and wear and tear of the tables.
If a device appears damaged or does not funcƟon as expected, it should immediately be taken out of service for
repair or replacement.

6 Quality Management Systems and post-market surveillance

A quality management system delineates  a systemaƟc approach to ensure ongoing quality of  outputs.  It  is
criƟcal that all products are manufactured within a robust quality management system at the manufacturer. A
QMS includes but is not limited to: standard operaƟng procedures, documentaƟon, design and manufacturing
controls and third-party assessments. Maintenance of a QMS requires appropriate human resources and their



management,  infrastructure,  Ɵmely  and  appropriate  procurement,  stock management,  maintenance,  and a
rigorous pre- and in-service training curriculum.
Post-market surveillance is an obligaƟon of the medical device manufacturer in order to invesƟgate and act on
any adverse event and product failure and/or error. One of the most relevant sources of informaƟon to the post-
market surveillance plan are the complaints made by end-users when an issue is detected. The manufacturer
should conduct a root cause analysis and determine whether the risk/benefit raƟo is maintained. In addiƟon,
someƟme there are malfuncƟons or a deterioraƟon in the characterisƟcs and/or performance of the device that
might lead to or might have led to the death. These situaƟons are called incidents and the manufacturer must
report them to the competent authoriƟes as per vigilance reporƟng systems. The field safety correcƟve acƟons,
such as a recall or changes implemented to the product (including labelling), are noƟfied by the manufacturer
through a field safety noƟce to the NaƟonal regulatory agencies / authoriƟes (NRA), which will also conduct their
own market surveillance acƟviƟes and oversee the manufacturer’s invesƟgaƟon incidents and complaints. WHO
guidance  on  QMS and  post-market  surveillance  for  medical  devices  can  be  found  in  WHO  Global  Model
Regulatory Framework for Medical Devices including in vitro diagnosƟc medical devices.[5]

7 Standards and regulatory compliance

• Medical device quality, performance, operaƟons, and safety: ISO 13485, ISO 14971, ISO 15223-1;
• BiocompaƟbility: ISO 10993, all applicable parts;
• Electrical safety: IEC 60601, all applicable parts.
• IEC 60601-2-46 Medical electrical equipment - Part 2-46: ParƟcular requirements for the basic safety

and essenƟal performance of operaƟng tables*
• IEC 60601-2-52 Medical electrical equipment - Part 2-52: ParƟcular requirements for the basic safety

and essenƟal performance of medical beds*
*Note: There is no specific standard for gynaecological tables but some requirements of the technical standards
for medical beds and operaƟng tables may apply .

It is important to observe all applicable naƟonal laws and regulaƟons related to medical devices manufacturing,
procurement and/or use. In the absence of a medical devices’ regulatory agency, it is strongly recommended to
consider which regulatory and/or normaƟve body assessment was completed for each product prior to making a
procurement decision. The risk class depends mainly on the regulatory framework of a country and therefore it
may differ according to jurisdicƟon.

8 Key  tender/request  for  quotaƟon  specificaƟons  for  a  Gynaecological  examinaƟon  /
treatment table

Product descripƟon

An  obstetric  table  is  a  device  with  adjustable  secƟons
designed  to  support  a  paƟent  in  the  various  posiƟons
required  during  obstetric  and  gynaecologic  procedures
during examinaƟon / treatment / birth / labour.

Key product features Minimum overall table dimensions: 1.8m long x 0.6m 
wide. The top of the bed is preferable to be in 3 secƟons, 
in each secƟon is fixed a maƩress. These 3 secƟons are 
separable and allow separate movements.
Overall height is adjustable for ease of user access and the
leg secƟon is removable when necessary.



Can operate mechanically or powered.

Components, accessories, consumables

Armrest
Leg slings with support
Stainless-steel bowl
IV pole

OperaƟonal requirements

OperaƟng temperature/humidity: 10°C to 40°C, 15%-90%
Storage temperature/humidity: 0°C to 50°C, 15%-90%
Ingress protecƟon raƟng: IPX6
The unit is suggested to be connected to a reliable power
source and/or hydraulic pump.
Electrical source requirements (based on country/seƫng
of use):
» Amperage: ______
» Voltage: ______
» Plug type: ______.

DocumentaƟon requirements
InstrucƟons for use and service manual to be provided.
User language preference prioriƟzed, otherwise English is
mandatory.

Warranty Minimum one year.

Applicable standards

Following the acƟve version  of  the  standards  below (or
equivalent):

• ISO 13485:  Medical Devices - Quality Management
Systems - Requirements for Regulatory Purposes;

• ISO  14971:  Medical  Devices  -  ApplicaƟon  of  Risk
Management to Medical Devices;

• ISO 15223-1: Medical devices -- Symbols to be used
with medical device labels, labelling and informaƟon
to be supplied -- Part 1: General requirements.

• ISO  20417:  Medical  devices  —  InformaƟon  to  be
supplied by the manufacturer.

Safety & product standards:
• IEC 60601-1 - Medical electrical equipment - Part 1:

General requirements for basic safety and essenƟal
performance;

• IEC 60601-1-2: Medical electrical equipment - Part 1-
2 General requirements for basic safety and essenƟal
performance -  Collateral  Standard:  ElectromagneƟc
disturbances - Requirements and tests.

• ISO 10993-1: Biological evaluaƟon of medical devices
Part  1:  EvaluaƟon  and  tesƟng  within  a  risk
management process.

RegulaƟons Compliance with (where applicable, but not limited to):
• NaƟonal  regulatory  Authority  requirements

compliance;
• Approval  by  regulatory  body  of  country  of

manufacturer (if applicable).
• Suggested, compliance with the legal requirements

from at least one of the following



• regulatory frameworks:
o United States regulaƟons: US FDA Device Class

I;
o European regulatory framework:
 Council DirecƟve 93/42/EEC of 14 June 1993

on Medical Devices, class I;
 RegulaƟon  (EU)  2017/745  of  the  European

Parliament and the Council, class I.
o Other  regulatory  body  in  an  IMDRF  founding

member country such as Australia, Canada, or
Japan.
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10 Technical specificaƟons for Gynaecological examinaƟon / treatment tables

MEDICAL DEVICE SPECIFICATION
(including informaƟon on the following where relevant/appropriate, but not limited to)
I Version no. 1
II Date of iniƟal version March 2023
III Date of last modificaƟon
IV Date of publicaƟon
V Completed / submiƩed by WHO
Name, category and coding
1 WHO Category / Code Gynaecological examinaƟon / treatment table
2 Generic name Gynaecological examinaƟon / treatment table

10
AlternaƟve name/s 
(opƟonal)

Table, obstetric (and accessory); Table, obstetrical, AC-powered (and
accessory); Birthing table

11
AlternaƟve code/s 
(opƟonal)

12 Keywords (opƟonal) Gynaecology table, delivery, labour, maternity, gynaecological 



examinaƟon
Purpose of use

14 Clinical or other purpose
Designed to support a woman's body in an appropriate posiƟon 
during labour and delivery and in other examinaƟon/treatment 
procedures

15 Level of use (if relevant) Clinic, health centre, (district) hospital, specialized clinic

16
Clinical department / ward 
(if relevant)

Gynaecology; outpaƟent clinic; oncology; obstetrics; surgery; 
nursing services

17
Overview of funcƟonal 
requirements

Supports paƟent during labour and delivery. Support paƟent during 
gynaecological examinaƟon / treatment. Allows separate movement
of head, torso and legs. Allows overall height adjustment for ease of 
user access. Use of table for X-ray / fluoroscopy is not required. Leg 
secƟon removable when necessary.

Technical characterisƟcs

18 Detailed requirements

Must accommodate paƟents up to at least 190 kg.
All movements must be easily controlled and motorized or operated
mechanically or hydraulically.
VerƟcal height movement range to include 0.65 to 1.0 m from floor 
level.
Controllable global movements to include up/down and 
Trendelenburg at least ±30 deg.
Individual movements to allow at least head +20 deg, leg 
raise/lower +20 / -90 deg.
Head and lower ends: easily removable (for resuscitaƟon).
In case of mechanically powered tables: All movement and control 
via gas-spring operated by head/side levellers.
In case of AC-powered tables: With dual-sided pedal control. 
Manual emergency movement and reset. Control panel and remote 
control.

19 Display parameters
In case of AC-powered tables: Display is to be backlit and allows easy
viewing in all ambient light levels.

20 User adjustable seƫngs Height, Trendelenburg angle, secƟon movements
Physical / chemical characterisƟcs
21 Components (if relevant) Minimum overall table dimensions: 1.8m long x 0.6m wide. 

Oil reservoir or parts requiring oiling to be easily accessible.
Control panel to be clearly labelled and easy to operate.
Base to be stable and must not obstruct operator access to paƟent. 
Supplied with two armrests at least 0.4m long, that fit adjustable 
posiƟons on each side of table.
Supplied with two leg slings, two verƟcal supports for leg slings and 
two knee supports. 
Supplied with removable or foldable side restraints on each side of 
table.
Leg secƟon of table to be removable to allow lithotomy posiƟon.
Removable handles on each side must be securely fastened for 
paƟent tracƟon.
Supplied with removable stainless-steel bowl, mounted for 
aŌerbirth collecƟon.



Supplied with padded maƩress, in secƟons that match layout of 
table secƟons.
Supplied with IV pole with at least two hanging hooks and secure 
table mounƟng.
All exposed metal parts to be constructed of stainless steel.
All non-metal parts to be constructed of durable, waterproof, 
washable and anƟstaƟc material.
No sharp edges or points to be present.
Mounted on castors of minimum diameter 12cm, with braking 
facility on each castor.
The top of the bed shall be in 3 secƟons.
Ratchet operated rising backrest, retractable foot end and a fixed 
centre part.
Three separate maƩresses of at least 100mm thickness for each 
secƟon fixed in.
PosiƟon to the top of the bed by Velcro strips on the underside of 
each maƩress.

22
Mobility, portability (if 
relevant)

Mounted on castors of minimum diameter 12cm, with braking 
facility on each castor.

23 Raw materials (if relevant)
All exposed metal parts to be constructed of stainless steel.
All non-metal parts to be constructed of durable, waterproof, 
washable and anƟstaƟc material.

UƟlity requirements

24
Electrical, water and/or 
gas supply (if relevant)

Only for powered tables.
Electrical source requirements: Amperage: ______; Voltage: ______;
Frequency:  ______; Phases: ______. 
Power input to be ______ fiƩed with ______ compaƟble mains plug,
Voltage corrector / stabilizer to allow operaƟon at ± 30% of local 
rated voltage.
Manual operaƟon to be possible in the event of power failure. 
Electrical protecƟon by reseƩable overcurrent breakers or 
replaceable fuses, fiƩed in both live and neutral, Main power supply 
off switch to be fiƩed at least 3m from table.
Compliance with ______ electrical standards and regulaƟons.

Accessories, consumables, spare parts and other components

25 Accessories (if relevant)
Pair of adjustable leg crutches with anƟ-staƟc pads.
Liquid collecƟon pan.

26
SterilizaƟon process for 
accessories (if relevant)

NA

27
Consumables / reagents (if 
relevant)

NA

28 Spare parts (if relevant)
Supplier to provide details of all available spare parts with 
specificaƟons and costs.

29
Other components (if 
relevant)

Supplier to provide details of all other available fiƫngs with 
specificaƟons and costs.

Packaging

30
Sterility status on delivery 
(if relevant)

NA



31 Shelf life (if relevant) NA

32
Transport and storage (if 
relevant)

Storage area should be clean and dust-free, dry, cool, well-lit, 
venƟlated and vermin-proof.

33 Labelling (if relevant)

Labelling on the primary packaging should include the name and/ or 
trademark of the manufacturer and should adhere to the most 
current version of ISO 15223 – 1: Medical devices -- Symbols to be 
used with medical device labels, labelling and informaƟon to be 
supplied -- Part 1: General requirements.

Environmental requirements

34
Context-dependent 
requirements

Capable of being stored conƟnuously in ambient temperature 
ranging from 0°C to 50°C, relaƟve humidity 15%-90% (non-
condensing).
Capable of operaƟng conƟnuously in ambient temperature of 10°C 
to 40°C and relaƟve humidity of 15 to 90%.

Training, installaƟon and uƟlizaƟon

35
Pre-installaƟon 
requirements (if relevant)

Supplier to perform installaƟon, safety and operaƟon checks before 
handover.
Local clinical staff to affirm compleƟon of installaƟon.

36
Requirements for 
commissioning (if relevant)

37
Training of user/s (if 
relevant)

Training of users in operaƟon and basic maintenance shall be 
provided.

38 User care (if relevant)
Table layout to enable easy cleaning and sterilizaƟon of all surfaces, 
with no fluid traps.

Warranty and maintenance

39 Warranty

Minimum one year.
Specific inclusions and exclusions to be listed.
Contact details of manufacturer, supplier and local service agent to 
be provided.

40 Maintenance tasks Replacement oil or grease sufficient for two years’ maintenance.
41 Type of service contract

42
Spare parts availability 
post-warranty

43
SoŌware / hardware 
upgrade availability

DocumentaƟon

44
DocumentaƟon 
requirement

• InstrucƟons for use and service manuals to be provided 
(including procedures for decontaminaƟon)

• User language preference prioriƟzed, English is mandatory.
• Contact details of manufacturer, supplier and local service 

agent.
• CerƟficate of inspecƟon to be provided.
• List to be provided of equipment and procedures required for 

rouƟne maintenance.
 List to be provided of common spares and accessories, with 

part numbers and costs.
Decommissioning
45 EsƟmated life span 20 years



Safety and standards

46 Risk classificaƟon
Class I RegulaƟon (UE) 2017/745

 DirecƟve 93/42/EEC and s.a.a.
Class I, US FDA

47
Regulatory approval / 
cerƟficaƟon

Compliance to (where applicable, but not limited to):
- NaƟonal Regulatory Agency/Authority (NRA) requirements 

compliance
- Approval by regulatory body of country of manufacturer (if 

applicable)
And at least one of:

- FDA 510k clearance (US FDA)
- CE mark (EU), with indicaƟon of NoƟfying Body (when 

applicable) 
- Other regulatory body in an IMDRF founding member 

country such as Australia, Canada, or Japan.

48 InternaƟonal standards

Compliant with acƟve version of the following standards (or 
equivalent):
General manufacturing:
• ISO 13485: Medical Devices - Quality Management Systems - 

Requirements for Regulatory Purposes
• ISO 14971: Medical Devices - ApplicaƟon of Risk Management 

to Medical Devices
• ISO 15223-1: Medical devices -- Symbols to be used with 

medical device labels, labelling and informaƟon to be supplied 
-- Part 1: General requirements

• ISO 20417: Medical devices — InformaƟon to be supplied by 
the manufacturer.

Safety & product standards:
• IEC 60601-1 - Medical electrical equipment - Part 1: General 

requirements for basic safety and essenƟal performance
• IEC 60601-1-2: Medical electrical equipment - Part 1-2 General 

requirements for basic safety and essenƟal performance - 
Collateral Standard: ElectromagneƟc disturbances - 
Requirements and tests

• ISO 10993-1: Biological evaluaƟon of medical devices Part 1: 
EvaluaƟon and tesƟng within a risk management process

49 Regional / local standards Country-specific and regional standards may apply

50 RegulaƟons

Council DirecƟve 93/42/EEC of 14 June 1993 on Medical Devices and
s.a.a.
RegulaƟon (EU) 2017/745 of the European Parliament and the 
Council and s.a.a.
US FDA, CFR Title 21, part 820 and part 884, 884.4900 – Obstetric 
table and accessories


