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WHEREAS, ensuring compliance with the current Good
Manufacturing Practice of Medicine is a necessary
condition  for of Market

pre and post-approval

Authorization.

WHEREAS it is necessary to ensure products are
consistently produced and controlled according to quality
standards appropriate to their intended use and as required
by the

Authorization or product specification.

Marketing  Authorization, clinical trial

WHEREAS it is necessary to utilize qualified expertise
for foreign and local Good Manufacturing Practice
inspection program who have extensive experience in
conducting Pharmaceutical Quality Assessment, Quality
Assurance and inspections with demonstrated track

records of working effectively in the given time frame.

WHEREAS, considering the resource-intensive nature of
the foreign Good Manufacturing Practice inspection and
the current focus of the government on local
manufacturers, it has become clear that effective and

efficient inspection coverage is crucial to the successful
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management of the program and that can be achieved
through maintenance of consistency and uniformity of

inspection activities.

WHEREAS, it has become increasingly evident that
formal inspection guidance is necessary to address the
issues specific to the foreign and local medicine
inspection operations as the Authority needs to broaden
the group of personnel to meet the objective of the
program through this directive, the Authority strives to
ensure that it continues to realize the consistency and

uniformity in the overall inspectional activities.

WHEREAS is it necessary to provide specific direction
on how to accept and process applications, address
logistical issues, and handle compliance on an inspection
to be carried out on both local and foreign establishments.

NOW, THEREFORE, this directive is issued in
accordance with Article 71 (2) of the Food and Medicine

Administration Proclamation No.1112/2019
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PART ONE

GENERAL PROVISISONS

1. Short title

This directive may be cited as “Medicine Good
Manufacturing Practice Inspection Procedure Directive
Number 1055/2025”.

2. Definitions

In this directive, unless the context otherwise requires:

1) “Applicant” means the person or entity who submits
a Good Manufacturing Practice inspection application
to the Authority, and is responsible for information
provided in the application.

2) “Manufacturer” means a company that carries out
operations described under article 2 subarticle (54) of
the Food and Medicines administration proclamation
number 1112/20109.

3) “Good Manufacturing Practice” is that part of
quality management which ensures that products are
consistently produced and controlled to the quality
standards appropriate to their intended uses and as
required by the marketing Authorization, clinical trial
Authorization or product specification.

4) “Marketing Authorization” means an official
document issued for the purpose of marketing or free
distribution of a product after evaluation of the safety,
efficacy, and quality of the product.

5) “Reference  Regulatory  Authority”  means



4)

5)

6)

7)

otk QAo AT PNP EPPC 0177847
avavl -y 000 0L LT -k

“CUE L.PL7 TN LUTE: AP AT
Plrl: P HELIM o &5t Delaol il (1254
Aaofip L9 WIAMNT AL AT%9.0A
0129 A“N0%6 T LU0 AdNMAPOTE

To-:
“m70¢- +Hamg, AAQA N7 YA
NMANANT m79¢ Femme GFm-

TNao do-PS AT A THCHL0-
AR FENMNeS AhAT G-
“PCpPpge P TINF VIE -9 (10Aoo-

PoL100 s errC ner.L400 Oo-
ol9° AR IC PCA® VTTTT No-Al
AONP AL (10Aov-Po- MANTE 002

KAONPRG 11T AL TAOT  ALALC
POLTA AT/ LI LTI 0LYI° LCEIP
PP Crb9 VT hao- Go- @ L9°
LCET AOAoo- PO A-GThP  PP&
Po.eOY VIF @90 hhlao IC PoLP LT
GAYT T -t

“ Poophg® RoollA OACYT  AHEMME
QAT Paw @ hICLT PN -
PovAhg®  hovlldot OCYT ood.Cor
AT AT MNAAANT AR
THMAe CTafor AYPL PAm- OAov- P
VS Nool3y-t PavAng°® hovldol NCY T
¢PPC hRLE 1 Anh R4S 4 PNP T RLE
LADG P&y T PavpMY®  haviloT

6)

7)

8)

9)

10)

Regulatory Authorities, which are recognized and
listed as stringent by the Authority.

“Conflict of interest” means any interest declared by
an expert that may affect or reasonably be perceived
to affect the expert’s objectivity and independence in
providing decision-making, and/or create an unfair
competitive advantage for the expert or person with
whom the expert has financial or business interests.
“Good Manufacturing Practice Inspector” means a
person who is appointed by the Authority as an good
manufacturing practice inspector with four levels of
competency ranging from Level 1 to Level 4, in order
to verify Good Manufacturing Practice compliance of
a manufacturing site and ensure compliance with
Good Manufacturing Practice .

“Lead Good Manufacturing Practice inspector”
means Good Manufacturing Practice inspector who
fulfills the requirement of lead Good Manufacturing
Practice inspector and is assigned with the
responsibility of leading a Good Manufacturing
Practice inspection team carrying out an inspection of
a specified medicine manufacturing site.

“Exam organizing Entity “means a government or
non-government organization and /or Autoritythat
organizes an exam to Good Manufacturing Practice
Inspectors for evaluation of their capabilities of
inspections and knowledge assessment.
“Critical deficiency” a deficiency  which has
produced, or leads to a significant risk of producing
either a product which is harmful to the human

patient or a “Critical” deficiency also occurs when it
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11)

12)

is observed that the manufacturer has engaged in
fraud, misrepresentation or falsification of products or
data or A “Critical” deficiency may consist of several
related deficiencies, none of which on its own may be
“Critical”, but which may together represent a
”Critical” deficiency, or systems’ failure where a risk
of harm was identified andshould be explained and
reported.as such.

“Major deficienecy” means a deficiency that is not a

“Critical” deficiency, but which:

has produced or may produce a product which does
not comply withits Marketing Authorization, Clinical
Trial

pharmacopoeia requirements or dossier;

Authorisation, product specification,
does not ensure effective implementation of the
Good

controlmeasures;

required Manufacturing Practice
indicates a major deviation from the terms of the
manufacturingauthorisation;

indicates a failure to carry out satisfactory procedures
for release ofbatches orfailure of the authorised person
to fulfilhis/her duties

Consists of several “Other” related deficiencies, none
of which on its own may be “Major”, but which may

together represent a “Major” deficiency or systems

failure and should be explained and reported as such.

“Minor” means A deficiency that is not classified as
either “Critical” or “Major”, but indicates adeparture

from Good Manufacturing Practice.A deficiency may
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be judged as “Other” because there is insufficient
informationto classify it as “Critical” or “Major”.
13) “Lead Executive Office”
Inspection and Enforcement Lead

means  Medicine
Manufacturer
Executive Office of Authority.

14) “Authority” means the Ethiopian Food and Drug
Authority.

15) “Proclamation” means the Food and Medicine
Administration Proclamation No. 1112/2019.

16) Other definitions provided under Article 2 of the
Proclamation shall be applicable to this Directive.

17) Any expression in the masculine gender shall also
apply to the feminine gender.

3. Scope of Application

1) This Directive shall be applicable on all local and

foreign medicine manufacturing plants.

2) Notwithstanding sub-article (1) of this article, Good

Manufacturing  Practice  inspections for  active
pharmaceutical ingredients manufacturing plants shall
not be covered by this Directive.

PART TWO

TYPE AND FREQUENCY OF INSPECTION

4. General

1) Foreign Medicine manufacturing site shall only be
inspected if the licensing Authority of the country of
origin has licensed it to manufacture medicines and it
has continued production of its products in the country

of origin for a period of not less than one year.
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2)

3)

4)

5)

6)

7)

8)

9)

5.

Frequency of the Good Manufacturing Practice

inspection shall not exceed 3 years.

All

subjected

be

to site Good Manufacturing Practice

Medicine  manufacturing facilities shall

inspection according to their risk evaluation results.

Notwithstanding Sub-article (3) of this article, the
Authority may apply a different type of inspection
modalities like Remote, Desk review, and others.

Site Good Manufacturing Practice inspection shall be

carried out after dossier evaluation is completed.

Notwithstanding Sub-article (4 ) of this article, the
Authority may conduct an inspection before the

completion of the dossier evaluation.

A manufacturer approved by Reference Regulatory
Authorities and World Health Organization
prequalified product shall be subjected to Good
Manufacturing Practice inspection based on related

documents review.

Notwithstanding Sub-article (7) of this article,
whenever necessary, an onsite inspection may be

carried out by the authority.

The Authority shall use a Risk-based approach for
Renewal Inspection. The details shall be defined in the

procedures.

Routine inspection
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1)

2)

3)

4)

5)

6)

Routine inspection shall be a full review of all aspects
and components of Good Manufacturing Practice

within a Manufacturing facility.

Routine inspection shall be conducted under an
announcement for a newly established manufacturing
Good

certification has expired and according to the

facility, when Manufacturing  Practice
recommendation drawn from risk assesmnet and risk
based time, or a manufacturer who has expressed
activities

interest in expanding manufacturing

including, premises change or modification.

These inspections shall be carried out by a team
composed of appropriate experience and knowledge.

The Authority shall extend Good Manufacturing
Practice certificate for the purpose of re-registration in
the time of pandemics and other challenging
conditions by taking into consideration of the actual

inspection to be carried out in the future.

Whenever necessary, Good Manufacturing Practice
shall
recognition with identified and selected regulatory
Authorities and instititution. The Authority shall

inspection be carried out with mutual

accept Good Manufacturing Practice Inspection
reports from these regulatory Authorities with pre-

agreed conditions.

In response to the application submitted for inspection
of medicine manufacturer production sites, at least a

three-member inspection team shall be assigned.
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7)

8)

9)

10)

11)

Production lines and utilities shall run a major
processing activity during the inspection to enable the

team to evaluate their performance.

Good Manufacturing Practice inspection on the
manufacturing site shall be carried out after the

payment is effective.

Notwithstanding Sub-article (8) of this article; the
authority may waive the payment for special or

investigative inspection.

Good Manufacturing Practice inspection shall be
carried out using the Good Manufacturing Practice
Guideline for pharmaceutical products and Good
World Health

Manufacturing Practice related

Organization Technical Report Series

A Good Manufacturing Practice inspection reports
shall pass through experts review to ensure the quality
of the Good Manufacturing Practice inspection

activities.

6. Concise inspection

1)

2)

Concise inspection shall be conducted when a limited
number of requirements are selected to serve as
of the the

manufacturer and reserve for establishments that have

indicators overall compliance to
been previously inspected for Good Manufacturing

Practice.

The Good manufacturing practice inspector shall identify

and evaluate any significant changes that might have
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3)

4)

been introduced by the establishment since its

previous inspection.

If the concise inspection uncovers evidence that the
level of compliance has fallen, a comprehensive or
full inspection shall be performed soon after the

concise inspection.

This type of inspection shall be carried out by a team
composed of qualified inspectors with appropriate

experience and knowledge.

7. Follow up inspection

1)

2)

3)

follow-up inspection shall be conducted specifically
to monitor the result of corrective and preventive
actions of the manufacturer following a previous
inspection, when the manufacturer applies for the
inspection after confirming of rectification of the
previous deficiencies.

Depending on the nature of the defects, the risks
associated with the non conformance and the work
required a follow-up inspection shall be carried out
within a reasonable time after the previous inspection.
Follow-up inspections shall be carried out by ateam
composed of qualified Good manufacturing practice

inspector organized by the Authority.

8. Special inspection

1)

Special inspection shall undertake to conduct “spot
checks” which is focus on one product, a group of
related products, or a specific operation such as

production, sterilization, labeling, and storage
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2)

3)

4)

9.

1)

2)

practice.

Special inspection shall be conducted when there are
complaints about a specific product that suggests a
defect, non-compliance with Good Manufacturing
Practices and/or performance of a new establishment
whose scope of the operation was previously
unknown, when there is a product recall due to quality
defect

adverse drug reaction and post-market

surveillance, to gather specific information, to

investigate specific operations.

Special inspection can be conducted for mutual
inspections organized by groups, Communities, and
other organizations for the purpose of harmonization
of inspection activities.

Special inspections shall be carried out by staffs of the
Medicine Manufacturer Inspection and Enforcement
Lead Executive Office. However, the office may
assign appropriate experts from other offices for good

manufacturing practice inspection.

Inspection of Reference Regulatory Authority

(RRA) approved company

The Authority may waive the onsite inspection of
RRA-approved companies based on required Good
Manufacturing Practice related documents for desk
review as per the authority update list of reference
regulatory authority.

Notwithstanding of sub-article 1 of this article,

confirmatory onsite inspection on randomly selected
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3)

RRA-approved facilities may be conducted to check

related documents submitted for desk review.

Inspection of reference regulatory authority approved
companies shall be carried out by a team composed of
qualified Inspectors of different technical offices of
the Authority

10. Remote Inspection

1)

2)

3)

4)

The authority may conduct remote

going
scenarios when necessary.

inspections
without in person considering different
The Authority may ensure a consistent and
transparent methodology for planning, preparing, and
executing virtual or remote inspections, including the
selection of eligible manufacturing sites and the use
of appropriate digital tools to enhance regulatory

evaluations.

The authourity before carry out the remote assessment

shall carry out a risk assessment.

Previous Inspection History including information
from any other regulators, Length of time since last
on-site inspection years, Changes since last
inspection, Information relating to the site from any
regulatory authority source.Time Difference (hours),
Language barriers should be taken into account during

selection of Facilities for remote inspection.

11. Frequency of inspection
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1)

2)

12.

1)

2)

3)

Frequency of the Good Manufacturing Practice
inspection shall not exceed 3 years.

Without prejudice to sub-article (1) of this article,
depending on the type of inspection to be performed
and whenever it is deemed necessary Manufacturers
may be inspected more than once within the period
and a risk-based inspection may be applied.

PART THREE

Role, Responsibility, Qualification and Assignment
of Good Manufacturing Practice Inspectors

Role and Responsibility of Inspector
The Good manufacturing practice inspector shall prepare

and get ready before undertaking a good
manufacturing practice inspection.

The Good manufacturing practice inspector shall inspect
the manufacturing facility in a professionally
oriented practice and team focus.

The Good manufacturing practice inspector shall report
individual findings and recommendations of the
inspection within the agreed time to the good

manufacturing practice lead inspector.

13. Role and Responsibility of Good Manufacturing

1)

Practice Lead Inspector
The good manufacturing practice lead inspector shall

perform the following listed role and responsibilities

A. Notify the manufacturer about the inspection agenda

at least two weeks ahead of the inspection.
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B. notwithstanding sub article (1LA) of this article for
investigative inspection the manufacturer may or may

not be aware in advance of the inspection.

C. shall effectively and efficiently lead members of the

inspection team.

D. shall prepare for and organize preparation for

inspection with the help of a mock Inspection

E. shall act as a liaison to communicate the responsible
contact person of the facility and ensure all logistics are

finalized before traveling.

F. shall ensure inspection is carried out based on the

direction given by the Executive Lead Office.

G. shall

recommendations of the inspection within the given

report the compiled findings and

period to the Executive Lead Office.

H. shall evaluate the overall performance of the team
members and propose possible solution for any problem,

which arises during the inspection time.

I. shall evaluate daily performance of the inspection
team and shall undertake the required preparation for the

next inspection.

J. Good manufacturing practice lead inspector shall
respect cultural integrity of the country where the

facility is situated.
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14. Good Manufacturing Practice Task Force

1) The members of the good manufacturing practice
Task Force shall be proposed by Medicine
Manufacturer Inspection and Enforcement Executive
Lead Office formed and approved by Deputy Director
General of Medicine Sector.

2) The validity period of membership is five years.

3) The Good Manufacturing Practice Task Force shall
prepare its own terms of reference

4) Good manufacturing practice task force is responsible
to evaluate final inspection report, as incase requested
by the Executive Lead Office, and give advice on
final decision for before distributing to manufacturer

5) The good manufacturing practice Task Force may
propose internal capacity building program,
evaluation of inspector and different strategies related
to good manufacturing practice inspection.

15. Profession, Qualification and Competency of Good

Manufacturing Practice Inspectors,

1) The Good manufacturing practice inspector shall have
bachelor's degree in pharmacy in profession.
However, other professionals chemist, microbiologist,
and biologist with acceptable qualification and
competency might be assigned whenever necessary.

2) The Good manufacturing practice inspector shall be
qualified to be nominated and have to take advanced
good manufacturing practice training and examination
organized by the responsible body. The potential
nominee shall pass the evaluation examination for the

first time with a minimum passing mark of 60.
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3)

4)

5)

6)

Without prejudice to sub-article (2) of this article, the
exam preparation, examination and evaluation of
inspectors shall be supervised, monitored and lead by
Deputy Director General of Medicine Sector.

The Good manufacturing practice inspector shall take the
appropriate Continuous Professional Developments
programmes related to the current good
manufacturing practice requirements.

The Good manufacturing practice inspector in charge of
good manufacturing practice inspections shall be
trained for a minimum of ten (10) training days per
year.

Lead inspector shall have:

a. Specific specialization in Pharmaceutics or
Pharmaceutical analysis and Quality Assurance or
Industrial Pharmacy or Pharmaceutical Regulatory
affair or Pharmaceutical Microbiology or
Pharmacology having at least Ten (10 ) overseas
medicine manufacturer Inspection in different
rounds of inspection experience as inspector with

satisifactory Inspection skill.

b. Pharmacists having Fifteen (15) overseas medicine

manufacturer inspection experience as an

inspector/co inspector with satisifactory Inspection
skill and working in relevant technical offices of
the Authority. However, whenever necessary,
pharmacists having fifteen overseas medicines
Good Practice

manufacturer Manufacturing

inspection experiences as an inspector with
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satisifactory Inspection skill and working in quality
control, dossier assessment and inspection activity
shall be assigned as lead inspector along with
inspector having same level of qualification.

16. Assignment of Good Manufacturing Practice

1)

2)

3)

4)

Inspector

Experts having a minimum of two years’ experience
in regulatory functions of technical offices of
Authority with the required qualification, training,
competency and appropriate previous ethical make up
and passes the foundation or observer level shall be
assigned as Good Manufacturing Practice inspector.
Without prejudice to sub-article (1) of this article, if it
is deemed to be necessary, experts having a minimum
of 6 years’ experience of working in prequalified
and/or good manufacturing practice complied
medicine manufacturing companies of Production and
Quality Assurance department may be assigned,
whenever necessary.

Experts having a minimum of 6 years’ experience in
Regulatory functions at Dossier Evaluation, Medicine
Quality
Manufacturing Inspection; and having the required

Control  Laboratory and  Medicine

qualification, training and competency shall be given

priority to be assigned as Lead inspector.

International experts from International
pharmaceutical Inspection Conventions,
prequalification, World Health  Organization,

Pharmaceutical Inspection Convention, European
Medicine Agency and other organizations having the

required qualification, experience, and competency as
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per the above stated provisions may be assigned as
inspector, co inspector and lead inspectors whenever

necessary.

17. Code of conduct inspector

1)

2)

3)

4)

5)

6)

7)

8)

Good manufacturing practice inspector shall behave
in an ethical manner and do the task assigned by the
lead good manufacturing practice.

Good manufacturing practice inspectors shall respect
cultural integrity of the country where the facility is
situated.

The Good manufacturing practice inspector shall strive to
achieve the highest ethical and performance standard
in carrying out the inspection activities and shall
conduct the inspection.

The Good manufacturing practice inspector shall uphold
the honor and dignity of a good manufacturing
practice and avoid association with any enterprise of
questionable character or apparent conflict of interest.
The Good manufacturing practice inspector shall not use
position for personal gain, and shall not receive
presents in any form.

shall

The Good manufacturing practice inspector

conduct inspection in a manner that assure
independence from outside influence and interest that
result in compromise of ability to render a fair and
impartial opinion regarding the inspection conducted.

The Good manufacturing practice inspector  shall
maintain personal hygiene and dress in respectable
attire in accordance with acceptable norms.

Without prejudice of the above articles, the Inspector

shall be governed by organizational code conduct.
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PART FOUR

Application and Program Administration

18. Application procedure

1)

2)

Applicant or manufacturer shall submit an application
through its Regulatory Information System .

All correspondence and documents required to be
submitted shall be in English. If the document
required is not in English, itshall be accompanied by a
certified translation.

19. Program Administration and Management

1)

2)

3)

4)

Both the local and foreign inspection program shall be
managed and directed by the Lead Executive Office.
The

Enforcement Lead Executive Office shall schedule the

Medicine  Manufacturer  Inspection and
inspection trips and provide all the documentations
necessary for the program activities.

The

Enforcement Lead Executive Officeof the Authority

Medicine  Manufacturer  Inspection and
shall ensure in advance the presence of any conflict of
interest among the assigned Good manufacturing

practice inspector.

The Good manufacturing practice inspector shall be
nominated by Lead Executive office and appointed by
respective Deputy Director General or Director
General of the Authority.

All local facilities inspection Management, including

but not limited to assignment and approval of



4)

17.fomAg>  hovlt

1) pamahg®  havilt  NCHT

2)

3)

4)

5)

PHLT awld VT Amwanfl  PLelp
LOAmPA:

0249 ms  LCEr: W0 hPe
P4-CTINE- a0 RrrC HNNC ANAT :
NhoCTme7 ol hB70. RS
anae T eCERT Yy owang g
(-FHLNST a1 4.CAT A
AN @7 ov-f HCE:NAMTT NPT
fha, 909° hde NAov- ¢ P
ATLRNLAL YL ASNNE: A ATBMN
AT JH0,  Vior AL LAA:

NC%t +emae
Voo by L [0 ¢ 1|

+Hmae
NN79°20C ¢392 AS N0-L77 ool
etama-7 H0C ThSo7 AT
PavpAN9®  hovllAt OCYT HSMMS
ABooe COLVENTT VIC QAT AOAT7
YA0C AT

PavpAN9®  hovllt OCYT HPmMMS
ne2.ens w701 L0 015 019°20C7
NewANST  hG PN PREQ09° LLE
n2aht+ 0F*95vt  A“70md  he+E
Pl 1Ll hANT:

PaoAQ9°  hovlldol NCYT ASMNE
ncs 047 QoomP 0TS o-9°
W00 NAVTF AmPPE Qe awbml AT
neCeEk: ¢ Néw, W24, V71T

s A VTS PPy Yol
AT Lo ALY
NG m-9° ARPPC Né- P-av L (]

PaophN9®  hovlldl ACYT AHmML

inspectors, and evaluation of the inspection report
shall be handled by the Lead Executive office.

5) Without prejudice to sub-article (4) of this article, the
Lead Executive office may assign appropriate experts
from other technical office of the Authority.

6) A maximum of five oversees facilities and not more
than three countries shall be assigned for inspection
on a single trip.

7) The inspection time schedule shall be decided based
on manufacturing complexity and manufactured

The detail

schedule shall be as per attached time schedule of this

product properties. inspection  time
directive.

20. Inspection planning

1) Earliest inspection application shall be given priority
during inspection planning or scheduling.

2) Without prejudice to sub-article (1) of this article,
sites whose inspection would be crucial in making an
ongoing regulatory decision or meeting an emergency
or a public health issue shall be given priority during
inspection planning.

3) Each member of the inspection team must review the
site master file other equivalent documentation in
advance.

4) The inspection team shall prepare the inspection
agenda after reviewing the company’s site master file,
other documents earlier listed and the marketing
authorisation application and shall share with the
facility to be inspected

5) Prior to the inspection, the Lead Inspector must

summon a team meeting to plan and discuss details of
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6)

7)

8)

9)

10)

the inspection.

The responsibilities of each inspection team member
before, during, and after the inspection must be
understood and agreed upon by the team at this
meeting.

The inspection plan shall be rehearsed, and strategies
for addressing unforeseen circumstances must be
agreed upon.

Team members must disclose any potential conflicts
of interest so that these may be resolved ahead of the
inspection.

Important logistic issues that can make or mar an

inspection must be addressed.

21. Classification of deficiency and evaluation of

1)

2)

3)

4)

Inspection report

Situations involving fraud, misrepresentation or
falsification of source data or records linked with
medicine manufacturing shall result in a non-
compliance rating.

Non-compliance shall be noted by inspection team
and classified as critical, major, and minor deficiency.
Manufacturers with single critical finding or several
(>6)

good

major deficiencies shall be refused from

acceptance  for manufacturing  practice
Compliance. A letter of non-compliance will be sent
to the manufacturer not more than 20 working days.
However, corrective and preventive action may be
required for re-inspection

Manufacturers with < 6 major and minor or only

minor deficiencies shall be requested to provide
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5)

6)

7)

8)

22.

1)

2)

corrective and preventive action plan not more than
20 working days.

Submitted Corrective and preventive action plan shall
be reviewed and responded to the Manufacturer in not
more than 10 working days.. Corrective and
preventive action report submitted along with the plan
shall be evaluated within the prescribed time.
Corrective and preventive measures submitted by the
manufacturer shall be reviewed by the inspection
team based on the Corrective and preventive action
plan and the final Corrective and preventive action
evaluation report including decisions and certificates
(Complied facilities) will be sent to the Manufacturers
or applicants not more than 10- working days.

When there is no deficiency, good manufacturing
practice compliance certificate will be submitted to
the manufacturer not more than 10 working days after
the last date of the inspection

If a manufacturer is not granted a good manufacturing
practice compliance certificate, the company can
apply for re inspection along with the previous

inspection Corrective and preventive action program

and report.

Inspection Report Writing, Reviewing and
Approval Process

The good manufacturing practice inspection

observation shall be recorded on each day after
completing the daily inspections.

The compiled report shall be submitted to Medicine
Manufacturer Inspection and Enforcement Executive

Lead Office not more than 10 working days after the
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3)

4)

last date of inspection.

The Inspection report shall be specific and provided
with sufficient details in order to allow an
independent assessment, comprehension and easy
decision making.

All

deficiencies non conformity shall be listed in the

the observations that are considered as
report. Each defeciency includeding an inspection
report should be referenced to the Authority good
manufacturing practice guidelines for pharmaceutical
products and good manufacturing practice related
World Health Organization technical report series .
An observation that cannot be reasonably referenced

shall not be listed as a deficiency.

23. Role of Director General and Deputy Director

1)

2)

General in Coordinating Activities

The inspection activities shall be supervised by
medicine sector Deputy Director General of the
Authority, whenever necessary, the director General
shall be involved in follow up inspection to clear
complaints, proposing future strategies, and promote
overall regulatory activities, whenever necessary.

Without prejudice to sub-article (1) of this article,
Director General and Deputy Director General , the
Medicine Sector may travel to the manufacturing site
to supervise, monitor, and have a look at the

inspection.
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PART FIVE

Deceplin measures and Compliant Handling

Procedure

24. Corrective Notification

1)

25. Complaint

1)

2)

3)

4)

The Good manufacturing practice inspector violation of

this directive shall be taken by the Federal Civil

Servants Proclamation No0.1353/2025 and take

appropriate decipline measures according to the
violation of the law.
related to

assignment of good

manufacturing practice inspector

Any Good manufacturing practice inspector shall submit
complaint on assignment of for good manufacturing
practice inspection to the Deputy Director General,
Medicine Sector within working days after the
announcement of the inspection team and to the
Director General for final decision

The complaint prepared in accordance with sub-article
(1) of this article shall be in written form and shall
provide appropriate documentary evidence and other
evidence relevant to the case.
Where fulfills
requirements, the Deputy Director General, Medicine
shall the

complainant not more than 2 business days from the

the complaint the above-stated

Sector notify its final decision to
receipt of the complaint.

The decision to the complaint prepared in accordance
with sub-article (3) of this article shall, at least,

include the reason why the complaint shall not be
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26. Complaint related to

1)

2)

3)

4)

5)

6)

7)

acceptable for any reasonable ground.

inspection finding and

decision

Any manufacturer may appeal against any decision of
the Authority within 30 working days from the receipt
of an official letter from the Authority.

The complaint prepared in accordance with sub-article
(1) of this article shall, at least state, the Authorities’
alleged reason to take the measure, decision of the
Authority, reasons of the complainant why he/she
believes the measure is unjustifiable or inappropriate
and shall be signed and dated by the complainant.

The complaint prepared in accordance with sub-article
(1) of this article shall be in written form and shall
provide appropriate documentary evidence and other
evidence relevant to the case.
Where fulfills

requirements, the director general shall submit to the

the complaint the above-stated
compliant handling committee or other appropriate
body
The

appropriate body shall review the complaint not more

compliant handling committee or other
than within 60 business days and shall present the
decision to the Director General of the Authority

The Director General of the Authority shall present
the final decision to the manufacturer

The manufacturer shall appeal to court in case if still
not satisfied by the final decision made by the

Director General of the Authority.
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Part Six
Miscellaneous Provisions
27. Confidentiality and conflicts of interest

1) The selected inspector shall declare and sign the
conflicts of interest and confidentiality agreement
before participating in the good manufacturing
practice inspection and shall follow respective
standard of operating procedures and directions

2) The inspector shall properly maintain confidential
information of the manufacturer unless the
manufacturer discloses it.

3) The inspectors shall properly maintain confidential
information unless the judiciary body requires it.

28. Record handling

The  Medicine  Manufacturer  Inspection  and
Enforcement Lead Executive Office shall keep all
relevant documents pertaining to good manufacturing
practice inspection activities including inspection report
for at least until re- inspection done and shall fulfill the

requirements on Record Handling Directive.

29. Service Fee

Any person who seeks regulatory service under this
directive shall required to pay applicable service in
accordance with current Ministry of Councel Regulation
No 370/2015 pay to the Authority.

30. Replealed and inapplicable laws
1) The Medicne Good Manufacturing Practice
Insepctaion procedure directive N0.999/2024 is
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replead by this directive.

2) Any proedure or guidleilne incosisitent with the
provision of this directive shall not apply matter
covered by this directive.

31. Effective date

This directive shall be effective as of the date registered

with in the Ministry of Justice and its uploading on the

official website of the Authority.

Heran Gerba

Ethiopian Food and Drug Authority Director
General

Annex 1:

Table 1: Number of Inspection allocated

Numberof
Daysallocat
edforlnspec
tion

Facility Type

Facilities having up to four production | 3
lines for Re Inspection, New, Renewal,
Sudden,
inspectionforEnglishandNonEnglishSpea

Special and Investigation

king Countries
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Facilities having above five to six
productionlines for Re inspection, New,
Sudden,

InvestigationinspectionforEnglishandN

Renewal, Special  and

on EnglishSpeakingCountries

Facilities having above Seven and
for Re
Sudden,

Special and Investigation inspection for

above production lines

inspection, New, Renewal,

English- Speaking Countries

ReportWriting

1(For
every2.5Faci
lities)
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