"\"f

,EFDA

PRTT AR UG 00T OaMM0mT
ETHIOPIAN FOOD & DRUG AUTHORITY

Ethiopian Food and Drug Authority

eUh°S IH “99°L T +2T 9+ RPTC avaw . & TC 1061/2017

Medical Gas Manufacturing Establishments Control Directive
No. 1061/2025

1907 2017

May, 2025
Page 1 of 48



ao°)(1_°

AVNI®G ¢99.@<A DH AI°L-T Nao e PUhI°G
IDH LU Tl AT ©mI3 Tt Q7941

N7 7t ao P ANE AL Nao P £

NFh97. AL ¢m.G T°IC AG AA-FE hO T o-m
h2.e0h A Nhe 71IC NMUNhI°S IH AL ATS85C

apNANA ANEAL Nap P -2

T L8y emNd Aaw&Sit7T A1ANNT
9. IH AFhT A9P2N NT9I°4+T TeT
2PPCT FhF+S G+ AL o

a14.CT MR T4 AN AL Nav P -2

PUNI®G  IHAT (FALI®  KhOE77  ATII°LT
he % GATE (av§e AS I°C+E  ANdALa
¢TI apaoHG av T Ak (197014.AFA £

PI°CE MW AS N799°4T &1 AR amAalg
U040 N CUNICG IH LUTIIT Tl
AS ©MI VT TUINT CTLENTA Ot AS
+hi2e fA®  ¢7IN4.R9° NG aoHCIF

ANEA'L Nao P -2

Preamble

WHEREAS, it is necessary to protect patient
by regulating medical gas manufacturer to
ensure that the safety, quality and
effectiveness of medical gas are maintained;
WHEREAS, it is necessary to prevent the
presence of contaminants in medical gas that
lead to health risk and adverse outcomes to
patient;

WHEREAS, it is necessary to implement
appropriate requirements for production,
quality control, storage, and distribution of
medical gas to guarantee that gases for
medicinal use are of assured quality when
reach the patient;

WHEREAS, there is an urgent need to scale
up the production of quality-assured medical
gases, particularly oxygen, meeting the
quality specifications;

WHEREAS, due to the nature of the product
and manufacturing process, specialized
equipment is required; it is necessary to
establish uniform and consistent enforcement

mechanisms that ensure the safety, quality,
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and effectiveness of medical gas.
NOW, THEREFORE, the Ethiopian Food and
issue  Medical Gas

Drug  Authority

Manufacturing Establishment Control
Directive in accordance with article 71(2) of
the Food and Medicine Administration

Proclamation No. 1112/2019.

Part One

General
1. Short Title

This directive may be cited as “Medical Gas

Manufacturing  Establishment Control
Directive Number 1061/2025”.

2. Definition

Unless otherwise a different meaning is given

in this directive

1) “Active Gas substance” means any gas
intended to serve as an active substance in
a medical gas, exerting a direct medical
effect for diagnosis, treatment, anesthesia,

or other therapeutic applications;
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2)

3)

4)

5)

“Bulk gas product” means a medical gas
supplied directly to the end user via
pipelines or a manifold or to a medicinal
gas cylinder filling site, where it shall be
further processed before the patient can

use it;

“Compressed gas’ means a gas that, when
packaged under pressure for transport, is
entirely gaseous at -50 °C; this category
includes all gases with a critical
temperature less than or equal to -50 °C.

“Container” means a cryogenic vessel
(tank, tanker, or other type of mobile
cryogenic vessel), a cylinder, a cylinder
bundle, or any other package that is in
direct contact with a gas;

means that

“Cryogenic gas” a gas

liquefies at 1.013 bar at temperatures
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6)

7

8)

9)

10) “Gas”

11) “Medical

below -150 °C;

“Bar” means a pressure unit used in
medical gas systems

“Cylinder Gas” means a container, usually
cylindrical, suited for compressed,
liquefied or dissolved gas, fitted with a
device to regulate the spontaneous
outflow of gas at atmospheric pressure
and room temperature;

“Cylinder bundle” means an assembly of
cylinders that are fastened together,
interconnected by a manifold, transported
and used as a unit;

“Evacuate” means to remove residual gas
from a container or system to a vacuum
level of 0.84 bar absolute pressure at sea
level using a vacuum system;

means any substance that is
completely gaseous at 1.013 bar and +20
°C or has a vapour pressure exceeding 3
bars at +50 °C;

gas manufacturing

Establishment” means any institution,

including a health facility or a dedicated
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medical gas manufacturer, involved in the
production, packaging, distribution, and
testing of medical gases for medical
purposes.

12) “Medical gas” means any gas or mixture

of gases specifically manufactured and

packaged that is used for medical
purposes,  diagnosis, treatment, or
anesthesia;

13) “Medical Oxygen” means a medical gas

intended for medical purposes that

contains at least 90% of oxygen
concentration, with the remainder made
up of argon (Ar) and nitrogen (N2).

14) “Storage tank” means a container

designed to contain liquefied or cryogenic

gases, located in the production station or

the filling area;

15) “Authority” means the Ethiopian Food
and Drug Authority;

16) “Proclamation” means the Food and

Medicine Administration Proclamation

No.1112/2019;

17) Person means a natural person or juridical
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person;

18) “Key Personnel” means a professional
person assigned by a manufacturer for
activities such as: technical manager,

quality control manager, production
manager, and quality assurance manager;
19) Other definitions provided under Article 2

of the proclamation shall be applicable;

20) Any expression in the masculine gender

shall also apply to the feminine gender.

3. Scope

This directive shall be applicable to all local
medical gas or mixture of medical gas

manufacturer for medical use.

Part two

Certificate of Competence

4. General

Any person who wants to engage in
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manufacturing of medical gases shall have a

certificate of competence from the Authority.

5. Certificate of Competence Issuance

Requirement

1) Any person who wants certificate of
competence shall meet the following

requirements:

a) Complete an application and submit to the
Authority as per the form prescribed by
the Authority through the electronic
regulatory information system

b) Without prejudice to sub-article 1(a) of
this article, the Authority may accept a
hard copy application under conditions
where submissions through the electronic

regulatory information system are not

possible.
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d)
e)

g)

2)

3)

Manufacturer key personell shall provide

Educational ~ evidence, = employment

agreement, work experience letter,
Professional license or degree certificate;
Passport size photo of technical manager;
House rent contract or leasehold title
certificate authenticated by government
body;

If the applicant is a private limited
company, the establishment documents
and administrative regulations attested by
the government body.

Pay the appropriate service fee;

If the application submitted by the
electronic regulatory information system
does not fulfill the requirements and is
returned to the applicant for correction,
the applicant may re-apply after
correction.

If the application submitted fulfills the
requirement, the manufacturing
establishment shall be inspected on-site by

a team of at least two inspectors.
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4) The Authority will evaluate the duly filled
inspection checklist by inspectors against

the set requirements.

5) Where the requirements have not fullfil,
the applicant shall be informed about the

decision in writing by the Authority.

6) With out the predjuice of subarticle (5) of
this article, the applicants who do not
fulfill the requirements, two-round re-
inspection may be carried out after the
appropriate service fee payment.

7) The inspection reports prepared by the

in the

inspectors shall be uploaded

electronic regulatory information system.

6. Content of the Certificate of

Competence

1) The certificate of competence issued in

accordance with this directive shall have

the following information;

a) Name and address of the manufacturer;

b) Owner name of the manufacturer;
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g)

h)

1)

2)

The technical manager’s name and

professional license number

Type of medical gas product produced by

the manufacturer

Date of issue and expiry date of the

certificate of competence

Signature of authorized person who issued
the certificate of competence and stamp of
the Authority

Certificate of competence number

Tax payer identification numbers

Detail condition and notice on the license

7. Renewal of Certificate of Competence

The medical gas manufacturer shall renew

a certificate of competence every year.

To renew a certificate of competence, the
manufacturer shall apply for renewal not

earlier than three months before the
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certificate of competence expires, and not
later than five working days before the
date of validity.

3) Without prejudice to sub-article (2) of this
article, if any force majeure is supported
by objective evidence, after verification
by the authority, then the Certificate of
competence may be renewed within six
months;

4) A certificate of competence shall be

renewed;

a) Upon confirmation of
manufacturing requirements set by
the authority are fulfill;

b) If any, upon confirmation that
decisions made by the Authority
such as recall of products and
disposal of products are done; and

c) Confirmation of payment of

required service fee

5) If the certificate of competence is not
renewed in accordance with sub-article (1)
and (3) of this article, the certificate of

competence shall be considered canceled.
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6) Where the Authority does not accept
renewal the certificate of competence, it
shall notify the manufacturer by stating

the reasons in writing;

8. Change

1) Any manufacturer shall not change
location, ownership, technical personnel,
types of products/services, change of
rooms, or modification without prior
permission of the Authority.
2) Any manufacturer who wants to make a
change shall apply using the electronic
regulatory information system.
3) Without prejudice to this sub-article (2) of
this article to make changes stated in
annex 1 of this directive, the applicant
shall fulfill the requirements stipulated in
annex 1.
of of

9. Replacement Certificate

Competence

1) Any medical gas manufacturer whose

certificate of competence has wrong
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a)

b)

c)

d)

information made by the Authority or

damaged or lost may request

replacement by  fulfilling the
following conditions:

When the certificate of competence is
shall

damaged, the manufacturer

return the damaged certificate of
competence and pay the required
service fee

When the certificate of competence is
lost or burnt, the manufacturer shall
provide proof of evidence from law

enforcers and pay the required service

fee.

For certificates containing wrong
information, the manufacturer shall
return the previous certificate of
competence and pay the required
service fee.

Without prejudice to this article sub
article (c) for typographic error arising

from the authority side the applicant is

not required to pay service fee.
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10.Return of Certificate of Competence

1) Where a medical gas manufacturer wants
to return the certificate of competence
granted by the Authority due to different
reasons, it shall submit a letter of
declaration that describes status of the
manufacturing facility with respect to
products available such as materials,
equipment, components and, previously
issued certificate of competence and
application letter.

2) Without prejudice to sub-article (1) of this

article, any manufacturer shall return the

certificate of competence when:-

a) Confirmed that manufactured medical
gases that are expired or damaged are
disposed;

b) Confirmed that medical gases that are
decided to collect from the market are
recalled;

c) Confirmed that wunsold or unused

manufactured medical gases have been

another

transferred  to equivalent
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d)

9)

h)

establishment in accordance with the
law.
Confirmed that the equipment used for

medical gas manufacturing is transferred.

Change to manufacturing premises,

location, technical person, or other
critical change is required to the existing
certificate of competency issued.

The certificate of competence is
suspended, revoked, or fails to renew.
The technical manager with whom the
certificate of competence was issued has

been dead

The Authority believes that the service
provided has imposed a public health risk
or may impose sudden public health
problems
In such cases, the certificate of
competency shall be returned to the

Authority within two days.
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2)

3)

4)

Part-Three

Medical Gas Manufacturing Requirement

11.Location, ILayout and Design
Requirement

The Medical Gas manufacturing premises
shall be located away from sites where the
safety,

quality, and efficacy of the

products shall be compromised

The premises where medical gases are
manufactured shall be located, designed,
constructed, and maintained to suit the
operations to be carried out.

The premises shall have a physical
address, including the plot and house
number, street, district, and region where
the business will be carried out.

The layout and design of the premises
shall be designed to minimize the risk of
errors, mix-ups, contamination, and cross-
contamination, while allowing effective
cleaning and maintenance without any

adverse effect on the quality of the

medical gas.
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5)

6)

7

8)

9)

All processes within the facility shall be
organized to ensure the unidirectional
flow of materials, personnel, and
products, and ensure the safety and quality

of the medical gas.

Raw material storage areas shall be

separate from production areas and
adequately equipped to handle gases in
accordance with their specific chemical
and physical properties.

The premises shall have sufficient space

for manufacturing, quality control testing

and storage operations.

The purification unit and filling area shall
be installed in a clean, dry, and well-
ventilated area to avoid contamination and

ensure proper function.

Finished product storage shall be isolated
from raw material storage to prevent

contamination and shall provide secure
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conditions.

12.Building Requirement

1y

2)

3)

4)

5)

The building shall be designed,

constructed and located at an
appropriate site to ensure the quality
and safety of the product

Without prejudice to sub-article (1) of
this article, the manufacturer shall
valid and

submit a appropriate

document demonstrating the

suitability of the building design.

The materials used for finishing the
walls, ceilings and floors shall be
smooth, durable, non-combustible and

chemical resistant surfaces.

The building shall have sufficient
lighting and ventilation to enable all

operations to be carried out.

Buildings shall protect products from
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mix-up, contamination and

deterioration.
6) Entry to building and critical areas
such as gas compression, filling, and
quality control areas shall be restricted

to authorized personnel only.

7) The building shall be equipped with

emergency ventilation systems
capable of evacuating harmful gas
concentrations in the event of a leak or
accidental release.

8) The building shall not be jointly used

with a residential house.

13.Equipment, System and Utilities

1) The medical gas establishment shall have
equipment, system, and utilities sufficient
and suitable for the operations to be
carried out.

and use of

2) The design, installation,

equipment shall minimize the risk of
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errors and permit effective cleaning to
avoid contamination and adverse effects
on the quality of products.

3) The manufacturing and filling of medical
gas cylinders shall be carried out in a
closed system, including pipework,
containers, and tanks.

4) The equipment and parts of equipment
that directly contact the product shall not
be reactive, additive, or absorptive.

5) Without prejudice to sub-article (4) of this
article, the materials of construction of
cylinders shall be identified and not be
reactive, absorptive, or additive.

6) Valves or taps shall not be lubricated with
oil or grease to prevent contamination
risks.

7) All equipment for the manufacture,

cylinder filling, and quality control of

medicinal gases shall be qualified,
calibrated, and maintained to suit its

intended purpose.

8) The compressor used shall be oil-free
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9) Without prejudice to sub-article (6) of this
article, if an oil-lubricated compressor is
used, appropriate validation shall be
conducted to ensure that the final medical
gas product is not contaminated with oil
or its residue.

10) Medical gases produced in a health
facility and delivered directly to patients,
the system shall be a manifold or a piped
distribution network.

11) Cylinder filling shall be automated or
semi-automated.

12) Automated systems shall be qualified and
validated and shall have backup systems
in place to prevent system failures.

13) The internal surfaces of pipelines, tanks,

and equipment shall be cleaned using

appropriate cleaning agents.

14) Defective equipment shall be clearly
labeled as defective and, if applicable,
removed from the production or quality

control areas.

14.Personnel Requirement
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1) The medical gas manufacturer shall have

adequate, competent, qualified and
appropriately trained personnel.
2) The manufacturer shall have key

personnel, including Technical Manager,

Production Manager, Quality Assurance

and Quality Control Manager, and
maintenance manager, as required

3) Without prejudice to sub-article (2) of this
Article, the manufacturer may have a
technical and production manager as
individual key personnel, and a quality
assurance and quality control manager as
individual key personnel.

4) The manager of Production and quality
control personnel shall be independent of
each other.

5) The manufacturer's key personnel shall
have the following profession and work
experience

a) Technical manager: Bachelor's degree in

biomedical

chemical engineering,

engineering, mechanical engineering,

electromechanical engineering, industrial
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b)

c)

d)

6)

7

engineering, chemistry or pharmacy with
A minimum of 3 years’ experience in
manufacturing areas

Production manager: Bachelor's degree in

Pharmacy, chemistry, Chemical
Engineering, Industrial  Engineering,
biomedical  engineering, = mechanical
engineering, or electromechanical

engineering with A minimum of 3 years’
experience in manufacturing areas

Quality assurance manager: Bachelor's
degree in pharmacy or chemistry with A
minimum of 3 years’

experience in

manufacturing areas and

control Bachelor's

Quality manager:
degree in pharmacy or chemistry with A
minimum of 3 years’ experience in
manufacturing areas
Any Personnel shall have health
examinations prior or after starting work
at regular interval.

Personnel shall be restricted from direct
contact with manufacturing processes if

they have health problems, including

Page 24 of 48



8)

1y

2)

3)

4)

5)

AT o2

V-A9° OAao-f ¢78U5 AG .S TC2hAT7
TQhNC AT IML@7 PawhAhf @Al fP T

a AN AANVF @-2

15. 7994t L&t

eI°CT  rNotT 0T NhATT  AaehAhd
P1-124. ao Uy RAVTE

MPFD-I° Tl AP ARININT  ATG.ON
TN AT 40 CIHLERT T TASTa.
aoPao P AANTE

MG @I eI°CT L&t RPTC NI°CH LN
eoLh0-k ARy Y AS eo90-+hhe
ACI°E 2 T7 Awan® N Qalddtam  I°CT
Caoav’H AL PO AS aoan NIl AANTE

¢t APA DH ATII°l4 Phandma. av£OAE L
HE ¢74.AN@.  LNAP tawAqLit  AG
@37 AL ¢4 1M ao Py AANTE
7Eo-9° AATEC PAATLLT ol
haelmd® 4.1 L4+ AT hNhAT 19 aoU =7

NPT ACOC-C avaoCanC AANTE

8)

1y

2)

3)

4)

5)

lesions that may compromise product
integrity

All personnel shall adhere to strict
hygiene and health protocols and wear
appropriate

personal protective

equipment.

15.Manufacturing Process

Material flow shall be designed to prevent
contamination.

All raw materials shall be quarantined
immediately on receipt and held until they
have been formally released for use.

Any in-process controls shall be recorded
with the batch records and a control log to
capture deviations and corrective actions
during production.

The gas mixing method shall be validated
to demonstrate effectiveness and ensure
homogeneity of mixtures across each
batch.

Any cylinders shall be inspected internally
to ensure they are dry and free from
contamination before fitting the cylinder

valve.
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6) All minimum pressure retention valves
shall be tested before refilling to verify
their functionality and ensure effective
contamination prevention.

7) For the implementation of this Article;
“Minimum Pressure Retention valve”
means a device that maintains a set
minimum pressure in gas systems by
preventing backflow and ensuring stable

operation;

8) The Medical gas cylinder filling manifold
systems shall be dedicated to fill a single
medical gas or a specific mixture of gases

9) All manifolds utilized for cylinder filling
shall be cleaned and inspected between
batches to prevent cross-contamination.

10) The manufacturer shall verify the post-
filling of medical gas, ensuring filling
confirmation, leak testing, labeling, and
documentation for all containers in the
batch.

11)All filled cylinders shall be kept in

quarantine until released by the authorized
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Person to the market.
12) Rejected filled cylinders shall be clearly
marked, labeled, and stored separately in a

defined restricted area until disposal.

13) The manufacturer shall establish a
monitoring system for medical gas
cylinders, batches, and valves used in the

medical gas supply.

16.Packaging and labeling requiremet

1) Any medical gas packaging and labeling
shall fullfill the following
a) The generic names of “medical
gas” along with its chemical
formula written on the container
body in white letters of the size not
smaller than 1/8 of the cylinder
diameter
b) Cylinder color coding in
accordance with applicable
Ethiopian Standards.
c) Name and address of the

manufacturer

d) Lot identification
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2)

e) Volume in liter at pressure 1Bar
and filling pressure in Bar at the
temperature of 27+2°C.

f) The water capacity of the tank is
appropriate for the medical gas.

g) Shelf life or Expiry date

h) Storage tanks periodic inspection

status.
1) Any internal cleanliness
requirements, the  acceptance

limits for both new and re-tested
tanks, and a warning statement or
marking such as "No smoking”,
“No ignition", or "Stay away from

flammable substance"

17.Quality Unit
The  manufacturer shall establish,
implement, and maintain a quality

assurance system.
in accordance with sub-article (1) of this
Article, the established quality assurance
system shall have:
a) Managerial

responsibilities are

specified
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1)

2)

b)

b) procedure for self-inspection and
quality audit
C) Approved written specifications for

finished product testing.

18.Finished Product Testing

Each batch of medical gas shall be tested
for Identity, percent purity, and water

vapour content against specification.

Finished product sampling and analysis

shall comply with the following

requirements:

In the case of a single medical gas filled
via a multi-cylinder manifold, the gas
from at least one cylinder from each
manifold filling cycle shall be tested for
identity and percent purity each time the
cylinders are changed on the manifold.

In the case of a single medicinal gas filled
into cylinders one at a time, the gas from
at least one cylinder of each uninterrupted
filling cycle shall be tested for identity

and assay.
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d)

For the implementation of this Article;

“Uninterrupted filling cycle” eans a one
shift's production using the same
personnel, equipment, and batch of gas to

be filled.

In the case of a medicinal gas produced by
mixing two or more gases in a cylinder
from the same manifold, the gas from
every cylinder should be tested for assay
and identity of each component gas.
Without prejudice to sub article (c¢) of this
article, fewer cylinders may be tested in
case of a validated automated filling
system.

Without prejudice to sub article (c¢) of this
article, premixed gases may follow the
same principles as single gases when
continuous in-line testing of the mixture

to be filled is performed.

Without prejudice to sub article (e) of this
article; premixed gases should follow the
same principle as medicinal gases
produced by mixing gases in the cylinders

when there is no continuous in-line testing
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3)

1)

2)

3)

of the mixture to be filled.

The manufacturer is not required to retain
reference and retention samples unless
subscribed by the authority to do so for a
justifiable reason

19. Specifications and Test parameter

Any medical gas test specifications shall

be in accordance with the requirements of

the Ethiopian national standard or
pharmacopeias  recognized by the
authority.

Without prejudice to sub-article 1 of this
directive, the manufacturer may use
validated in-house methods if shown to be

equivalent and accepted by the authority

The specification of the medical gas shall

include the following test parameters:

Identification. If the assay is gas specific,
test for identity is not necessary
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b) Assay of the product

c) Water vapor content

4) Without prejudice to sub-article (3) of this
article, for medical oxygen, the test for

impurities shall include a test for:

a) Carbondioxide

b) Carbon monoxide

20.Environmental and Safety requirement

All medical gases shall be handled according
to established safety protocols that minimize

risk to personnel and the environment.

21.Storage Condition

1) The medical gas Storage condition shall

be clean, dry, and well ventilated

2) Any cylinders shall be stored away from
heat and potential ignition sources, such
as open flames, electrical equipment, and
not exposed to extreme of weather

conditions or temperatures.
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3)

1)

2)

3)

4)

5)

Any cylinders shall be stored in a secure
and upright position.
Part Four

Quality System
22.Quality Management System (QMS)

Any medical gas manufacturer shall
establish, document, implement, and
maintain an effective Quality

Management System (QMS)

The manufacturer shall have written
documentation, including specifications,
standard operating procedures (SOPs),
work instructions, and records.

The documentation shall reflect the
manufacturing process, quality control
measures, and traceability of medical

gases from production to delivery.

All documents shall be periodically

reviewed and kept up to date.

Old or superseded documents shall be
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6)

7

8)

9)

marked or removed from circulation to

prevent  unintentional use  during

production.

All records shall be retained for a
minimum period of until the expiration

date of the product.

Without prejudice to sub-article (6) of this
directive, if a batch of medical gas is not
labelled with an expiration date, the
related records shall be retained for at

least 3 years from the batch distribution

date.
The QMS shall have procedures for
managing deviations, changes,

complaints, and recalls

The manufacturer shall conduct regular
internal audits at planned intervals to

ensure QMS compliance

23. e hrra 23.Traceability

1) ag°¢E  evhg°s DIH  AC1  hitad7 | 1) The manufacturer shall implement

Nao &3t FC1 hTth /’CUt avand @ traceability of the medical gas in
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1)

2)

accordance with the Pharmaceutical
Products Traceability Directive
No0.43/2019.

24.Waste Disposal and Management

Expired, damaged, substandard or
falsified medical gas products shall be
disposed of at the manufacturing site in
accordance with disposal guidelines to be
issued by the Authority and in the

presence of an authorized expert.

Part Five

Administrative Measure

25.General

A person who violates the requirements of
this directive or other applicable laws may
be subjected to appropriate administrative
measures in accordance with
Proclamation 1112/2019 and
administrative measures, and complaint
handling Procedure, and other applicable

laws.

Administrative measures shall be taken

considering the severity of the offense, the
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3)

4)

1y

circumstances of its execution, and the
amount of damage it has caused or could

have caused.

The person against whose product or
whom an administrative measure is taken
in accordance with sub-article (1) of this
article may lodge complaint in accordance
with the Directive on Administrative
Measure Taking and Complaint Handling
Procedure

When the certificate of competence is
suspended or revoked, the Authority shall

inform the relevant parties

26.Issuance of a warning letter

Without prejudice to grounds of warning
provided under the proclamation and/or
according to Directive on Administrative

Measure Taking and Complaint Handling

Procedure, the Authority may issue
warning letter where the offense
committed by the manufacturer is
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1)

b)

d)

unintentional and doesn’t cause any harm

to human health or body, and where it is

not punishable with suspension or
revocation.

27.Suspension

Without prejudice to grounds of
suspension provided under the
proclamation and the Administrative

Measure Taking and Complaint Handling
Procedure Directive, and based on the

severity of the violation, the Authority

shall  suspend the certificate of
competence of the manufacturer of
medical gas, if it:

Manufacturing medical gas without

authorization by the authority

make changes on professionals, premises,
services and products without notifying to
the authority

impedes the work of inspectors during
inspection; and
manufacture medical gases with the
absence of authorized personnel;

Suspended by other government organs
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2)

1)

a)

b)

(for the same duration of time), until
reversal of such suspension is sought by
the concerned government body.

Fails to recall or discontinue supplying
manufactured medical gas having safety
or quality defects.

commits other comparable violations.

The Authority shall notify the institution
in written on action taken by the Authority

and reasons thereof.

28.Revocation of certificate of

competence
Without prejudice to grounds of

revocation provided under proclamation,
and based on the severity of the violation,
and Administrative Measure Taking and
Complaint Handling Procedure Directive,
the Authority shall revoke certificate of
competence, if it ;

obtained its certificate of competence
through fraudulent acts or by submitting
false information or documents
intentionally distribute and sale a medical

gas to any health facility with no
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c)

d)

g)

h)

2)

3)

certificate of competence;

add or mix any substance to the medical
gas so as to increase its bulk or weight, or
for any other similar purpose;

sale unauthorized,

possess  or any

adulterated, falsified; expired or

unlabeled/mislabeled medical gas;

Resumption of suspended business in
violation of the suspension imposed by
the authority
Found to transfer the certificate of
competency issued to another third party.
Commit violations indicated in article 27
twice and more

Prohibited from doing its business by
other appropriate government organs.

Once the certificate of competence is

revoked as per sub-article one of this

article, the manufacturer shall not
participate in this business using
certificate competence of  other

professionals and institutions.
The authority shall revoke the certificate

of competence when the manufacturer
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4)

5)

1)

stops to do business for its own reasons.
The Authority shall revoke the certificate
of competence on the basis of cancellation

of the business license of the

manufacturer another concerned

by
government body, until reversal of such
cancellation is sought by the concerned
government body.

The Authority shall have an obligation to
manufacturer and other

notify  the

concerned bodies in writing on the above
administrative measures taken.
of and

29.Reversing Suspension

revocation

The suspension and revocation of certificate
of competence imposed on the manufacturer
shall be reversed after review and accepting
the complaint submitted as per Administrative
Measure Taking and Complaint Handling

Procedure Directive.

Part Six
MISCELLANEOUS

30.Complaint and appeal handling
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2)

3)

4)

1y

2)

3)

4)

The manufacturer shall establish a system

for addressing customer complaints
regarding medical gases.

Each complaint received must be
documented with necessary details.

The manufacturer shall have a dedicated
person or unit responsible for handling
process complaints.

After thorough investigation, a resolution
shall be provided within a reasonable
timeframe.

31.Duty to collaborate

All relevant stakeholders involved in the
manufacturing, handling and regulation of
medical gases must collaborate with each
other.

Stakeholders shall share information and
provide access to records when required
to ensure compliance.

Manufacturers shall collaborate with
regulatory bodies to ensure all processes
comply with national and international

standards.

In the event of health or safety concerns,
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1)

2)

3)

4)

5)

manufacturers shall cooperate fully with
the authority to address and mitigate risks.

32.Record keeping and reporting

Manufacturers shall maintain detailed
records for all manufacturing, quality
control, distribution, recalls, and returns

related to medical gases.

Records shall be kept for a minimum of
five years or as per legal requirements,
ensuring traceability for all production
and distribution activities.

Any deviations or incidents shall be
reported to the regulatory authority within
a specified timeframe, with detailed
documentation of the deviation and
rationale for the deviation.

Regular reports should be submitted to
authorities, including production volumes,
quality control results, safety incidents,
and batch-specific data.

Records for each batch shall include the
product name, batch number, date/time of
identification,

filling, personnel
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6)

equipment used, and any deviations or
unusual events.

Standard Operating Procedures (SOPs) for
processes such as raw material receiving,
manufacturing, cleaning, and distribution
shall be documented, authorized, and
available during inspection.

33.Service Fee

Any person who seeks regulatory service

under this directive shall require paying

applicable service in accordance with current
Ministry of Councel Regulation No 370/2015

pay to the Authority.

1y

1)

34.Inapplicable laws

Any law which is inconsistent with this
directive shall not be applicable with
respect to those matters provided for in
this directive.

35. Effective date

This directive shall be effective as of
the date registered with in the Ministry of
Justice and uploading on the EFDA

website.
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Annexes I

Ane 1

Table 1: Type of changes and requirements for change

A?NCTT 1: AT ALYET AT AT ATTLL 700484 ao(14.Cot T

SN | Type of change | Requirements for change Remarks
t& | PAD-T ALY AD-T AL LAY CAVFD- ao1d.Co4 T eATATHT? ANGALYT
1 Change of e House rent contract or carta or leasehold | Inspection is

physical location

Phe.q hAo-T

title certificate authenticated by the

appropriate government body.

o AN QA@. CaoP°101t AhdA ¢1<4I1Tm PNt
he e md oL9 e+ hCr oLI°> ¢LHI

TQEINLE

e Payment of service fee

®  PAIAIAT NG L L

e Previous  original  certificate  of
competence

o PG@-YNC ¢NPT TTLI1R ACA& DT

e Two passport size photos (not more than
six months old) of the technical manager

o QLN @C PAAL.@. ¢-bhihd “716.C ¢T 07 G

am? LAD VAT T+CE& 6214

e Description of the premises, including

Required

ATOTHhA7 AQLAL T
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pictures or videos of both the interior

and exterior, if required

A7TSNGALE PUII°LE @ anTI® Ul

PP (2 A (LET-

Self-inspection result

PNT ~9T &7°CF

Change of

Key personnel

fRAG NP T AT

Employment agreement of the new key

personnel

ARG RAT OCFT e0d- PTC NI°I°r T @-A

£N:40,

Educational credentials

CTIPUCT TINCE

Current original release and experience
letter

PN1c- awAPELe AT P1C- ATOL RGN,
Professional license

Pao-@ 4. P&

Payment of service fee

PAAIAT G0

Previous  original  certificate  of
competence

PG@- Y0C CNPT 71 (CTE Dt

Two passport-size photos (not more than

six months old) of the new key personel

ARG RAG ATET N&ENT ©C LAN.a.

Inspection is not

Required

ASOThG7 ANE-A'L

hLLATO:
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T CT aomy CA@ U-AT FC& G2

Change of name

of establishment

eLCek N9° AT

Trade registration license
771 FOHIN 4.5 &
Payment of service fee
PANAIAT NGE LT
Previous  original

competence

P@- 10C PNPT T7LI10 OACHE-ht

certificate of

Inspection is not

Required

AOTha7” ANE-A'L

hLLATO:

Change of owner

eAAN T AT

Memorandum of establishment

TR R TLEe LN

Payment of service fee

PR NN NP LN

Previous  original

competence

Pqo- NG PN T T8 OCHE hot

certificate of

Inspection is not

Required

AOTha?” ANE-A'L

hLLATO:

Modification of

Premises

U790 V-3~

TIEEN

Payment of service fee

AN NN P LN

Previous  original

competence

Pqm- 0C NPT 774010 AC1Hé-hot

Proposed modification

management plan

certificate of

process

Inspection is

Required

AOTRA7 ANLAL 1@
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