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Preamble
WHERE AS, it is necessary to ensure quality, safety
and efficacy of traditional medicinal products so as to

protect and promote public health.

PAUA ool PCHT PaonpN9®  hoollot
NCY T A0t
oo Py :

aoanl Ty 1T ANé.A,

WHERE AS, it is necessary to ensure that traditional
medicinal products meet Good manufacturing practice

requirements.

PAUA an @5 9°CAT MNP 4.2 AT
Pl PAVT®7 ANLAL A1ET AG
TS W2 av 7317 (177046.4°)

HCENC

WHEREAS, it is found necessary to provide documents

required for marketing authorization traditional

medicinal products and detail requirements in a legal

framework.
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WHERE AS, it is necessary to put adequate regulatory
mechanisms in place; considering the need to take
action against products that pose "a significant or

unreasonable risk of illness or injury to the users.

Moo’ 1:9° N9°ING ool AATSLC NAPE

NOW, THEREFOR,

accordance with Article 71(2) of Food and Medicine

this Directive is issued in

¢PC  1112/2011  A%P&x 71(2) ool LV L .
Administration Proclamation No. 1112/2019.
avavd @ @A
PART-ONE
heAWIL GENERAL PROVISIONS
mePaa £7.92

1. APC CoN

1. Short title




LV apavl P “COQYA oyt POCT  AI°T
NPT 010 PPONC oldPT AT P10

This directive may be cited as “Traditional medicinal

products Manfacturing Certificate of Competence
and Market Authorization Directive No......./2022.”

42L& WAOAMNP avavCP €PC... /20157 -ION°
AmePn LAN::
2. T+CA7% .
2. Definitions
ePA. AN A FCHC POLeAma WAVI@- | Unless the context otherwise requires, for the purposes

0a-+PC (Y avavd @ @07 :-

of this directive:

1) “PQUA &3 PCT “I0T NARPT:
AT 0l9° W07 FPAA  (1TmAY®
Ur Noodadh  PtPover  AG@-  hDI°F
NIADNNT Pol@i Coo 57T NS AT

To-:

1)

"Traditional medicinal
finished,

containing active ingredients from natural sources

product™ means any

labeled traditional medicinal product,
(plant, animal or mineral) applicable for the human

health use.

2) “Pamdhg®  RowildA  ACYTT TN
PrioT 9149190 ACYT Rha BT POVA
a5t PCT AJAomat 9477
NP7 oodh  AOdAL@T  CPLl
LLEPT  RT PUe 4L hOANTS
PI°CT Pl ooNACT (197.4.A-
ol oPrt MA@, oo\ RrS.a0l0T
EPrC N177L:47 C92L1T ACY T ot

2)

"Good production practice (GMP)" means a
practice that is a part of the quality assurance system
and ensures that the traditional medicinal product is
manufactured in a consistent manner in accordance
with the required quality standards and market
licensing and product quality standards for the
intended purpose.

3) “A9°CT" YAl PAQUA onlyql 9eCoT | 3) “Manufacturer” means a legal entity that carries
NN&A  AI50TE 0f9° ONAISNTE out the production of traditional medicinal product
LLE PPl Ne- PULeNSDT UIP at a semi-industrial or industrial level.

o eam R 1002

4) “pPL-TMC” T WAZPT: ha70aqd | 4) “Ingredient” means a substance obtained from

0LI° h0L7  PRA  POUTY S plants, animals or minerals and used to produce or

a5 AL LY AP

prepare a medicine.
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5) “LUe 2.PL7 Tt LUk LPOrE
AT Pl CHEIM PAUA ooyt
CT 0-toolill (RA  Aovlie @ L9°
A0 e T POLAP VIR A1 -

5) "Marketing Authorization™ means a legal
document that is given to sell or distribute a
traditional medicinal product whose safety, efficacy

and quality have been confirmed after registration.

6) “goca YA (MY ovanld @ L7 IR PT
aow ] POUNIE: POAUVA ool
°CT 0T ok

6) ""Product™ means a traditional medicinal product
prepared in accordance with the provisions of this

Directive.

7) “@lW TN Novanl e P AC RPPC
P LLAVT 077 PAOVA av 0751
SCHTT AMMSo7  eHam  P9eNhC
ol awOlN AT 4.3 L av(lN 1ok

7) "Revocation™ is the cancellation of an authorization
license and certificate of competence to perform
regulated activities of traditional medicinal products

under the Directives.

8) “AM4%” “Iat AarAMNr  ¢99.31%0-F | 8) "Suspension™ means an administrative measure
NG -9 gonN7 e1F o Lo taken against regulated person or product when the
Poy oo PRI LT O.SC NP Nmlo- Authority has a reason to believe that any of the
A ®LI° g AL, e-ToL grounds for suspension exist.

PANTSLC ACI°E '1o-::
9) “QANAMT “TInT ChqlXe  9°NG | 9) “Authority” means Ethiopian Food and Drug

av 05 AAONANT ‘1o-:

Administration.

10)AP " - Ay KLY av 05T
ANTSRC APRE 1C 1112/2011 ‘1@-::

10) "Proclamation” means Food and Medicine

Administration Proclamation No. 1112/2019.

11)“am-” YAt CHAPC Qo 0L9° (h?
AT ool CTOmo AN To-::

11) ""Person’ means a natural person or a legal entity:

12)"7'7?:(11'9" w7 23 11042 ANAZ
A179° LoI° LA\ ::

12) Any expression of the masculine gender also

includes the feminine.

13)NAPE. TCH9° - TANF PATT LT
AHY ovanl @ 14.377 LPTA-::

13) The words and phrases defined in the proclamation

shall apply to this Directive.




3. PR LT o7

3. Scope of Application

LY  aanlp  PpLav PAPST PTG
PVNICGT ol LEATT AAd.w, lavph\ny®
Phavi-dol Nco-r av(\ /ol 0hé.A
R 150 0f9° (R1%0TE £L85 NUIC
o0F (ool-d: PQUA a5 P°CAT
AL T4.977. LUSTA:

This Directive is applicable to traditional medicinal
products produced in the country at semi-industrial or
industrial level according to good manufacturing
practice, which have gone through pre-clinical research

and clinical trial procedures.

neA vat
PAVA v @551 I°CT AT T NPT
79L.918, P0G ol Pt

PART -TWO

TRADITIONAL MEDICINAL PRODUCTS
MANUFACTURING CERTIFICATE OF
COMPETENCE

4. mPAA

4. General

1) TI509° PAQUA @& PPCAT
A9 DaarAMNt  PNP T TILD18,
PIPNNC ol T 17T AalT:

1) Any manufacturer of traditional medicinal
products shall get a certificate of competence

from the Authority.

2) MTEwo9e  PAQVA el 9OCHT
AP°LT COUA o@D PCT7
Poopg®  hovlldt OChAT Thbvtae
TPl RANT: :

2) Any manufacturer of traditional medicinal
product must produce traditional medicinal
product following the good manufacturing

practice.

3) TIFw9 A&ON IO Polen
PAVAR @@ PPCT RIPET
POIOLT AN 110 hawPavs. (14T
PHYT7 avavl P ao(4.CT a0 TTHANG
AT AANT

3) Any manufacturer of traditional medicinal
product who is considering a new construction
must understand and fulfill the requirements of
this directive before starting the construction of

the manufacturing premises.

5. NPT 99,010 PRONC olddT ATINT T
PO+ CA Qo hF

5. Application to get Certificate of Competence

1) 7509 CAQUA T I°CT h9°eT

1) Any manufacturer of traditional medicinal




0L PAGT  ohA hooADT
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20 of9° NNANAMT PhANTCELD
PhreC anlB NCot
(https://ilicense.efda.gov.et) TPl

LTCNIA:

product or manufacturer's agent applicant must
submit the request to the authorized Medicien
Facility Inspection Directorate in writing or
through the electronic regulatory information

system (https://ilicense.efda.gov.et).

2) PAUA @3 PCHT PP 14091,
PI°ONC @l T ATITTT POLPCA havANT
Por-FACT7  ATET AQANANE 1P
A0

V. CANANNT NP7 Aol N0A»AN-

oMo Chefe L7701 ool e
e-hé.aN T LLNT:

N PTILTF 4N oo QL lA0E
hPTlavp RG SHLT:

A, PHNN APPN AT PChmI1E OCYT
anlB:

oo (1EPPC ~C LA 0FPTFT ICE
PLARNG CALTET GAT APmen: 7RV

Ahaq, Paovll e PT SHLT AT (D
avl P

w_ Py APLLA ML REON: 9Tl
NG5 RPPCT hI°C P 9°7°0 AT

Pl ol

oLz

2) An applicat to get Certificate of Competence of
the traditional medicine products shall be
addressed to authority, the following documents:

a. Proof of payment of the Certificate of

Competence fee as fixed by the authority.

b. Full address of the manufacturing plant; layout
and design.

C. Waste management and treatment system
documents.

d. Material and personnel flow direction

including controlled areas; clean area

classification; equipment design and location

documents.

e. Source and quality of water including its

design, treatment, storage, distribution and

monitoring documents.

6. AANEPT 74010 P0G olddt haTT

6. Requirement for certificate of competence

1) aaA»aMr  (OtédLat PeRererC (127
A8 Ah4.0 PRI LT Tkge

1) The Authority through authorized inspection team
shall verify if the sketch suits for the intended




PP CAN LbP TG AdAamp T 947
ANT79). o177 A7L
A200-9° ALOLP @LI° ALPNA LTAA:

LEINMNN:

purpose and may approve or reject to the

submitted sketch design.

2) rr°Am- P lavinF PR ATI0. 29°1°75 | 2) Upon satisfactory assessment of the completed
NG NAA bk PO AP application form and when the sketch is accepted,
AANADNT  AAADT P07 0 the applicant will be notified to continue with
OLI° AEAT YLl AILPPA LAm-PA process of construction or renovation of the
RGP AmGPP  AewANT  AGAAADY premises and upon completion shall inform the

Authority.
PAD-PA y

3) eIt Lm CUNILT Ak9e PPLav g0 | 3) A pre-registration inspection of the proposed
AINERNG? 10Ao0-POT (€77 LOYLSA: manufacturing facility will be conducted by a team

of experts.

4) LbP 1L oLt AT oLy “794¢ | 4) Where the sketch is rejected or need to be
MLl O LNEAT havAWE LT, LT1LPA: modified the applicant shall be informed

accordingly.

5) naaaAMr eé.PLAT dm- (010.@- v-57-| 5) The authorized person of the Authority shall as the
PA@,7 “1ANF N, CEPPC L7°CT A case may be, decide after receiving duly filled
AN ANLAL A&7 e eMME P application, premises inspection report and all
1PN A78 Vo CLoONTA: other necessary documents from the inspectors.

6) 0. @Nd.CAT AATTLANT LN heoAWE | 6) Where the premises requirements have not been
PLNFTT AT LATNNA LTILPA: met, the applicant shall be informed to address the

deficiencies.

7) AT o-Ako- ham0T 7 A704 QA | 7) An applicant shall receive an official letter
A&NT Pl PG 00T Pl ARTF oY informing on the status of the application within
AT CoLIAR héOAP LAN150 LRCAPA: five working days from the day the decision was

made.

8) PACY° T ACYE A7%.00L P-Tmf+ hoonhi | 8) Applicants who are required to take corrective

PNTNNe L9 PACYC T ACICBPTT

action shall carry out remedial/corrective




am AL LYCOIAN:

measures.

9) PéPRAT havdh “19°l1 havavs. (14T
NAANANT WHLPLATm,  APl02F
TNt PAT@T Tl APPT TIPLA
LTCNIA:

9) Approved applicants will be required to procure
raw materials from approved/recognized supplier
and other reference materials related to the type of

product before starting manufacturing.

10)MANANT avNéf Ol ATY U2
0. 72A. PoYge Lt A“ING 07
POLLATA 4P LAMA:

e

10) When the above requirements are fulfilled the

Authority shall issue approval to conduct

manufacturing activity.

1)+ Lav - NI RPPC OPT A0S
goCavle POUPT Govo-G DT LANNNA-:

11) During the pre-registration inspection samples for
laboratory analysis shall be collected.

7. OATI°LT +29°

7. Manufacturing Premises

1) PtRov Y A“LOTOIO- 4 TOTT,
Uve 119 @90 a1t ao7 Al

1) The premise shall be located, constructed, and

maintained to suit the operation to be carried out.

2) IG@9°  PAVA Dy 9°CT
LT eorRRN T PAMAN. VB
ae°ckE vt AL AATP  HORT
P LLCN ooy AAlll:

2) Premises shall be situated in an environment to
suit to protect the manufacturing process and,
minimum  risk  of

presents causing any

contamination of materials or products.

3) Pao-lél APCOT: Pov-bi: PACTNT
AT hPC odmé e PF NPrI9° U
-FHPPS  I°CAET  NT19°LoT
U7 N“L.a”"EN-F Ve o LJ°
Mo AT °CET QU7 AL

v L&-1:9°

3) Electrical supply, lighting, temperature, humidity
and ventilation shall be appropriate such that they
do not adversely affect, directly or indirectly,
either the products during their manufacture and
storage or the accurate functioning of equipment

or safety and comfort of the operators.

AN TR0 071eALS. ooy
ANVTF@-:

4) PMP°LF F Y SN B naiae: | 4) The production and storage rooms must be free
NACTONTF AS NSTY 1CT P08 AG from moisture and dust, and must be regularly

NP L 2007401 912401+ Vo,

disinfected and free from rodents and other

insects.




NFCN7 AI0NTS ANT 19T PRS-
a7 hAVTa,:

5 NPGo- . oo AL (VAKX
oy e PPl hR9e ao Py
POLIAA PIPANT AAS T C hANT:

5) There shall be a clearly visible signboard at the
entrance of the main premises stating that it is a

manufacturing facility.

6) CN.m, AP ooy Nan-T7: @LI° PR
TP AT NhanPAg N9°Ch: piT
AL, NIF0TI oope. o-m ATIONPLT
o0l9° O AP AT o-mI"1 A ST
AT PITT ATINFN Paav ooy AT

6) The layout of premises shall aim to minimize the
risk of errors and permit effective cleaning and
maintenance in order to avoid cross contamination,
build-up of dust or dirt and in general any adverse

effect on the quality of the product.

8. NAI°LTF VIR P APCOT OCeT

8. Manufacturing plant Water system

1) AMVA @271 9°CT T19°LT P
APCOT P T LA NCOEI® PiT
Lo °CT AL PTIRLE PF
TP0Lrt CANT®T LbP TVPOLTE
hezha? wey® hhae  ANhadk
AaohAhA Po7 P07 o7 halT:

1) The water system, storage and distribution for

traditional medicinal products manufacturing shall
be designed, to ensure the reliable production of
water of an appropriate quality and shall be
produced in a manner that prevents unacceptable

microbial, chemical or physical contamination.

2) AQUA @&t PAT o t DI PATAY o
P PCOm, w2 TP AL PoA®-
Ao 0477 07797 P av &
aP7 ha-:

2) Water used in the manufacture of traditional

medicinal products shall be suitable for its intended

use.

3) AMWA ool 9°CT T19°LF -0,
s L CrMe @Y PP AL, avPA
LAAN: NN N @LI° PUINET
¥ XL (1 N Y AP T e
07197, ooy RAVTa,: :

3) Where appropriate, purified water shall be used and

the purification method, or sequence of purification

steps, shall be appropriate to the intended purpose.

9. NA7I°LTF RARNT

9. Manufacturing Materials




1) A7844%T: Poov1sf  PAT7 AG  ¢HOL
anANA?  AopAOA.  26PTF PO1L10°0
ARNT  hPCHE G NPrI o057
PAVTF@-9°:AG A7LN1Y PfA- RAROT AMS
25T qondin N9 LB PAT
a7 A0AVTFo-:

1) The materials used for operations such as cleaning,
lubrication of equipment and pest control, shall not
come into direct contact with the products, and
such materials shall be of a suitable grade to

minimize health risks.

2) vA9®  RARNT AT PCAET AICEE
(FFooldam- FO"17, V63 PT OC owhll? RS
wCaCe AW 1@, 9°CT aoPavl @
ATS.0M Aowgdl M CYT aodaog
ANDTa,;

2) All materials and products shall be stored under
the appropriate conditions established by the
manufacturer and in an orderly manner to permit
batch segregation and stock rotation by First
Expiry First Out and/or First in First out manner.

3) A7 heeF AS 0T WCRT oeye
N"?75 w-g° ov-\. (1ov-Q. P42 1m
PhONTELAN  ShCET  OCYT  Noomdy®
T, PEhCE APLPH ACYT AT AAGCT
o AAVTFa,:

3) Appropriate stock management system and
procedures shall be established with the use of bin
cards and stock cards or any fully validated
electronic record system.

4) ARST AT AAPTIeor 007 0D
ATINFN RALRNT hoad 2C MPrI L9
ANLVRPT  AG MEeLPT PCAN oo
PANVTF@-9°::

4) Materials shall not be kept directly in contact with
floors, nearer to walls and ceilings in order to
allow appropriate space for cleaning and

inspection.

10.0A779°LF A1 & T

10. Manufacturing Documentation

1) A1&F NIl A9 enn-G
AN QAo A4 VVFo- AP
&LCTIG P77 AL P, N1P7PE awbavpg
a1l T RO T @,

1) Documents shall be designed, prepared, reviewed
and distributed with care and signed and dated by

the appropriate responsible persons.

2) A& VARG PNeaT LT
NS T, LN CON: PATS. T4.PC
AT 917w (206 U100 AS
Mo (57T PoiN10v)ov- G O+ P

2) Documents shall have unambiguous contents: the
title, nature and purpose shall be clearly stated and

regularly reviewed and kept up to date.

10




Vi, PTald o7 AdVFa,:

3) A& PonlE  TI0T 04N HT
L AYHY ovlE@T PPGm- ovldB (1L
4900, ooP7 AAVT@-::

3) Where documents require the entry of data, these

entries shall be the reading of the original

information.

11.04 QAov- 2P :
11. Professionals
1) 75079 PQUA a5y 9°CHT
1) The expert in charge of the technical responsibility
MILF (M Ehh DALY Pelovio-
QAov-@ PAUA @551 9°CT AmPAg, for the production of any traditional medicinal
NAMT 177 AL PAm. P4C7IN, product must be an experienced pharmacist or
0Ly RS Aov-f @€ AA DLy chemist or another professional related to this work
& IC YT PA aa vY . S .
& Lo ok that has received general training in the production
(lov- e@-9° NU-AT hoo (1AL POé- avV7
i of traditional medicinal products and has worked in
LYCOIAN:
his profession for more than two years.
2) MG w9° PQUA & PG hICAT
2) Any traditional medicinal product manufacturer
PAICLT NN 1445 PreT 9PCovd.
NEA SAL AT CIA: must have a head of the production department and a
head of the quality inspection department.

3) vAY° PLCEE: OCTET (e nJ- Ag | 3) All employees of the organization must wear
0“0 L A0o77 055 12 ey appropriate dust-free work safety clothing while at
PAe- AL PRV Ala aoANn | WOTK.

ANVT@-::
12.049°CT +&at PoIPT _
12. Complaints on product
1) e9°CT Lol PbHJ 1925401 10 | 1) There shall be written procedures describing the

°C T hood-aA P10 eH-
U327 9 oar 1770101
PULONL®7 ACIE COULIAA NCNC
PAMNGE AONGCT G C haDTFa.:

20

action to be taken, including the need to consider a
recall, in the case of a complaint concerning a

possible product defect.

11




2) P& PPN, N70CAC  /NhOHE
ol AA 7759 90701 e-That
ATRPT AR FhdT oot LTCOT A

2)

Special attention shall be given to a complaint
whether it was caused by counterfeiting or by any
falcified other reason.

3) G rLATT hAhooAnt Pe74CA1 | 3) Any complaint concerning a product defect shall be
NTTFo-9° Pl havfavs o NCUC DC recorded with all the original details and thoroughly
‘tav I (1AL avavCanC hANT: investigated.

4) Wi AP LT AT ¢-aa-l- | 4) If a manufacturer is considering action following
Aol Ct oAl 0f9° (19°CHF possibly faulty manufacture, product deterioration,
Ae, eorhaqk: 19T haL Pl or any other serious quality problems with a product
TUCT Fhae ACPE Ao ALAN it shall inform the authority immediately.

ATV 0%.°P@ AMANANE TP
hAOT =
13.049°C-T aoO-1AA
13. Product recalls

1) reatd  A794.0Fo-  eJok  ®e9° | 1) There shall be a system to recall from the market,
Prméms CAOVA &yt PCAT e promptly and effectively, traditional medicinal
AA-AN  PULeATA  PAONSC NCYT products known or suspected to be defective.
S C hANT:

2) NA9°L7E DALY PTHAme, ao- 9°C++F | 2) The authorized person shall be responsible for the
e amAaNaN AS 1L r  PU04.09° execution and coordination of recalls.

Y247 Fha T

3) TIFor e CooNAN A7P0PAT | 3) There shall be established written procedures,
v 205 1 foqo000-G Pogoo N which are regularly reviewed and updated, for the
PA MG AOGCT ATS LA organization of any recall activity.

4) e  PaoNAN APEPT QG- | 4) Recall operations shall be capable of being initiated
0700k o0r 0L Lo NPT LLE promptly down to the required level in the
NGPrT vl avFN RAVFo-: distribution chain.

5) 9°CAA: LAt eaNl L9 LA AANT | 5) Regulatory authority shall be promptly informed of
-+ - Fmldmd A7 o101 any intention to recall the product because it is
ATPNFPAT  AwPooC AJON AT defective or is suspected of being defective.

12




AMANANT AP AdT:

6) PACH T aoni (Il A-Té.P LA o (1PAA.- | 6) The distribution records shall be readily available
e i, o-m " PP oo(NAA to the authorized person, and they should contain
AT T (189°A Q¢ AT (PrI- sufficient information on wholesalers and directly
ALLCO- LINET (. avlB PPN a7 supplied customers to permit an effective recall.
A0VF@-:

7) PaonNON 2L RPPC AT kA | 7) The progress of the recall process shall be
LRLNTA: Lol NOAY: monitored and recorded.

n&A -00t+ PART -THREE
AAWA &3 T °CHT °H10 AT ¢Ine REGISTRATION AND MARKET
42 L naovhmt AUTHORIZATION OF TRADITIONAL
MEDICINAL PRODUCTS
14.0000A @374 P°CHT 9°N10 QaohhF 14. Application for registration of traditional

medicinal products

1) “ViFo9° A0

A“7.avq-T,

n--aov Lo-
TN AQAONAM -

PAm- PTavhnT PO
eEhLh 0 e NA=200-
PPLNGT ANTSLLP

20

0 L.CHT7 274 S eorhtactr  een
ao P77 ATl :-
U. V2P 0T “1019° Pam- P047 L0140,

fAAAAN T av/(),

Y XA T A o
A. PH°A P9av DT PO ATl (ANNEX

1)z

h. PTIILT A0 AR C ap)psh),
av, PPl RPPC AT PANGAE PéT
gCavlde L7 CAT

w_ PPpLav PRYI°G ov-Né- 67 CA:
4. PUNYCS ovné- L7°CATE

1) The appropriate application form is duly completed
and submitted to authority along with the common
technical document format and accompanied by

Administrative requirements:

a. A cover letter with a legal stamp to the

Directorate of the concerned authority's office

Table of content, Application form (ANNEX)
Dossier Overall summery

Quality data

Non clinical study reports

Clinical study reports

13




15.AmPAL PTIawANF aw).CAT

15. General application requirements

1) PAVA o0& 9°CAT7 A“l0eo -0 | 1) The application requirement for registration of
PoYPCAN PavAnF LGl PLI traditional medicinal products shall not have any
A NQANAD: Dlooill op@5y 1 resemblance in spelling and pronunciation of name,
CLLA AG PN9° Amé-C 0L9° haA or packaging to another product, that has been
go - 9C PoYiin. 0 2o U6 previously registered by the Authority.

TaevANLY T AT Lo K90

2) PPLE VAY® Goo TP N0A~AMY- | 2) All samples submitted should conform to existing
PI°C - ANTAG? ovavd P @O labeling regulations as specified in the Authority’s
M FnPO® oWl RUr Q4o P4 guidelines for product labeling.

AUa L7 IC oMM hAVTF@-:

3) PPy° AL PPA. eI T ALTAP AG /| 3) Scientific and/or botanical names of the plants used,
DLI° PRAAPT NI°T AIS09° PPy° as well as the parts of plants used and the quantity of
AL PPA- POOPT NEAT AG NS active ingredients in the preparation, shall be
AL PO Pan DU yPLICT am | Submited.
ad Al AT

4) pP9° AL PPA. U-A9° a1l | 4) The list of all recipients used and their quantities per
PANTm, a0 T  HCHC ARG dosage units used in the preparation shall be
AN2eT AL etadoo-0Fo- Penmy |  SUbmitted
AT ARG AT aoPlAl AT

5) 9°CAE ag° N0 PP LT w- | 5) The indications for which the products are being
ao 5 -y T md oL an P D presented for registration shall be unambiguously
07,0479 V3 o106 hAVFar: stated.

6) PI°C-T ng° (P77 09°) (AmFPAgL | 6) Brand (trade name) generally the first and last three

nNV7Em-9° 7L NY° PonPavl P ARG
Paoven,ld A0 4241 DToolll AA

letters of any trade name shall not be identical with a

registered product in Ethiopia.

14




I°C T IC Tawdd e, ooy CANVTF@-9°:

7) QA»AME hood\WE7  (N"7evAnFo- | 7) The authority may ask the applicant to supply other
AL oA AL AafC/lO o0 T-0Am7 information as may be required to enable it reach a
PUA  ANT anlBPTT R8P decision on the application.

AmeP LAN:

8) QA AMr  9UCATT  P7neo N | 8) Where the Authority is satisfied that there is the
ANV OPAI S AP HNo- need to register products, and all requirements for its
Py CALAT U-A-I° avlBEDT 17 AT registration have been satisfied, it shall issue to the
ATT - AhaeodARE  P9NIN PIPANC applicant a certificate of registration.
Ol T LOATMA:

9) LY awavlP OWC PA AT 9°C-1 | 9) The registration of a product under this Directive,
o0 NAAL Q0EPC a4 (AheT) unless otherwise revoked, shall be valid for a period

Gaw it P,
LTAA:

re 4P4% AJRN0

of 4 (four) years and may be renewed.

10) AANAMT

alBm7  hAdmo- Q-

PRVG &PL mcr LUTT awavl
TNEE 07747 ANNNADTE Om
L AT PLN A S 2 A S XA

ean-1-9e::

10) No person shall disclose any information supplied to
the Authority in pursuance of this Directive, except
with the written consent of the person who supplied

the information.

16.049°Ct+ L0+ ALY

16. Product Variation

1) An application for the variation of registration of

1) PAQVA @057 °CAT 9°N10 W78 15
traditional medicinal products prior to re-registration
hawao Wl 041 P9°CT LI ARYT P P g
shall be made to the Authority.
1-L.CH avy h9°LF ANA»~AN
LAm, PNz
2) MawAnFao- PICT LHT ALY (197814

A72F P80 A7 OMARYTE 987t AL
APl AP
g Cavle Gov-G AmMPP LAAM::

(lavavCp'H EprrC

2) The application shall be accompanied by supporting
documentation for the variation and based on the

type of variation actual sample will be requested

15




for quality control test.

17.a04729° 9°110

17. Re-registration

1) hQvA @31 AS hooP 1 ¢-1-Pbavov.
P& PCAT WIRIT  RrS.ooll-
MovpAnFo- P9NN0- L D770E QAT
0lt 14T avdlAl AANT:

1) An application for the re-registration of traditional
medicinal products shall be made four months

before the expiration of the registration.

2) °C-k At AATLLINT  (1979°4-1 | 2) If the product has not been changed during the
Y81 NaowPanld s  NUATE  L4E production process, the primary and secondary
A% (primary and secondary package): <& £:q° package, the applicant must submit a confirmation
(M Faol i PCATF AL 9°39° 9 eyt letter confirming that there is no change in the
eNDE- vy (formulation and formulation and composition of the previously
composition) AP hAopT 4y registered products.

P00 G A b L) L1410,
haoA\'WE "1P LA AT
3) AZLI1T N1 ewhd.CAT Faha% | 3) Confirmatory letter that indicates the absence of

POYIoLT L. P L iPbl: Caovp\y® havllot
NCOT P°NNC ®lPTiPALYTT AT S9°
NN Aod e falJA.::

any change on the manufacturing process,

specification, primary and secondary package,
formulation and composition to the previous

registered products.

18.0A9°CT 701 LPTS 1AF K&

18. Product Packaging and Labeling

1) AMWAP & REBETA 1A A de§
0Ly (ML TC HI% P (0Payr
Pata A R heF
ML, TPALTT LT ETPA

LT WA

1) The labeling for traditional medicinal products shall
be original labels or computer-ready color-printed

labels shall be accepted for final approval.

Prasr A& CHT (.70 CUL0TAT7
av P hONT-:-

V. PI°CH: O9°- 9°CA T NI°AG 0770 A9°

A, PAQUA a0 @5 9°CT NV AT Chodde:

2)

2) The contents of the label shall at least contain:
a. Brand and Generic name of the product
b. Traditional Medicinal product form and route

of administration

16




av’p) Cr

. PRLTSTS 9°CT Paom PIPC:

oo, CHE: AG oom’r: AG 0L (oo Y o o0 TP
PhoINL aom7 @ L9° (M-l

w PhmPPI° avanl @

L. hP PN WS PUMNTNVF )P

a. POF krC:

. eltavlA0T +7:

P. AMANWE CULeNPONF P

(I. PRI LE O9° AT AL eA:

T. P TmP ol avld® (66 oldd-T:

Qualitative and quantitative composition of
each part

The volume of the contents, and/or the number
of doses or quantity in container

Direction for use

Handling and storage conditions

Batch number

o Q@ o

Manufacture date

Expire date
J-  Name and address of manufacturer
Patient information leaflet (PIL)/ Package

Insert shall be required

19.PAZPT AT PamCH™ T PG+ avlB

19. Ethno botanical and Toxicological research data

‘tan At PtaSPPo- 9CH CooCNY Tt PeUT

avlB

C7°CATN00P1  Phdavoo.  YOCAT

A2007 T PAT® vl PTF:pLav KNY°G ov-hé-

Product toxicity study data reports, herbal product

relevant data, pre-clinical trial and clinical trial data

AT R ovhd. e NPPE Al 0014 be submitted from a recognized national research
PIPCIC TRI° Pl LTCUTPA::
institute.
20.¢Pét PCamis o-mt . .
20. Quality testing results
1) €714 1IC 0L avp @ 9PCowd- 1) Physical identification tests shall be done on the
tasPPao- °CT+ odSow? AANT AT final dosage form and should be documented as
- tanGPPa-  PI°CT  aoNd.CT  avOloT per the finished product specifications.
avao )l KA1
2) O tamsdPPo- 9°CT AL Il 1IC 2) Tests for physical identification of the finished
08714 aop P 9°Cavi- (lANA Ao P-T- product shall include tests such as organo-leptic
POLRLN PPCamlPT W18 KCIT ATER evaluation.
PCaw e P 7 PanFan. a7 KAV a,:
3) PMLhCatacEaA  I°Cavid (14-C7T0 7" P 3) Microbial testing of the under listed parameters
(O-FHLNS T av O\, LT a(\ (T shall be done according to Pharmacopoeia (USP,

17




an 8.4Vl hAY° CCHT  1°9N6-%
0L9° NAA N75®-9° (19A9° hAPG L£4LE
+P0LY T MNTo- HePT avfl hAllT:

ms

Ph. Eur. etc.), WHO monograph methods or any
other internationally recognized methods.

4) eN&T 0L NTTmA we9° W78 4) Heavy Metals (i.e., arsenic (inorganic),
AnPAL  nae  NEET N FaSPPo- cadmium, lead and mercury) shall be tested
PICT LB L9 (1l APD LLE individually or as total heavy metals expressed
goCond. 14-C7° P ofL9° OAA N%49° as lead at the finished product stage or at the raw
APG: POLYF VATF@ HEPT avw (i} material stage if all medicinal and non-medicinal
NSO halll: ingredients are tested. Testing should be done

according to Pharmacopoeia or any other
internationally accepted methods.

5) MOAPT -FancT Ot AT oL A 5) Testing for pesticides in plant or plant materials,
POL-T0L PoT ®PI°: RALLTINT AL algae, fungi, shall be done according to WHO
0100 9°Cové- MANY® MG LCPT methods for pesticide screening.

POL-T0L 9°Caovlds N, ool avhSo7
AAN-T:

6) PAAL TICT 9°Comd- N909° APG RLE 6) Foreign matter Testing shall be done according
2ok H&PT a0l  ovhSo7 to internationally recognized methods.
AQE::

21.0010¢ &P

21. Authorization of the product

1) PANGAFE C7°CAT AP0 aoPSTEa,
ALIP PI°CE PPN AP C oo )hen,
AMWAP o7 NP WANTC
ek LPCaN:

1)

When the laboratory reports are confirmed to be

satisfactory, a summary of the product

registration will be submitted to the National

Expert Committee on Traditional Medicines.

hevto- P9CET AHPALTTE APLINT
Aao AW AP0 P9PONC @l
A7 °CT AL ¢toay
ATSNEA LRLIA::

aoMm’y

2)

When the committee confirms the aceptance of
the product, the applicant will be required to pay
a fixed amount per product for a registration

certificate.

18




Pk
o L9°

3) 9aAME  (1avihF o-
eram-Tr  onlB P
avanl @ L IRPT aow bl PUYYRLF
g7 ATO0ENNT
ALLLIAT LPE omimTt ®LI° RIL
A00- “720 halt:

a0,
(IR

a.m-+ oG9

3) Upon verifying the information provided in the
application form or the results of the inspection
of the manufacturing site in accordance with the
provisions of this directive, the authority shall

grant or renew the license as appropriate.

neA -hét
NAMNI*G ov-n¢é-

PART- FOUR

CLINICAL TRIALS

22.Phh9°G ool 4.P & TMamAMF

22. Application for Clinical trial

1) Phhg°G ovhie- PUUNSO1o-  APMNICG

1) Clinical trial shall be undertaken by authorization

ol AP NPClm, “MowADF issued after a decision by a technical advisory
ol (BN ATMe bt o0l committee for applications for clinical trial
om0+ QA (1207 4P L ool authorization.

1m-:

2) 07714 Nh 2P o1l hAo-bS ¢-Tamo- | 2) The sponsor is legally recognized and undertakes
AN A7 PAALAR ov-heT AawBan(: to initiate, organize and/or finance a clinical trial.
A“1LEET RS/ 0L LGN ALl
LN

3) Pah9°s  ov-hee TMewAFr AT10L%: | 3) The maximum period of 90 days shall be required
AfA L ATINTANE 0890 AdaoP(IAT7 for the notification of the approval, adjournment or
A 7h@¢ P90 PG LN PALAIAN:: DHY rejection of the clinical trial application. Beyond
20 (7R L2 R7LTAM LPHmé-A: this period, authorization shall be deemed to have

been granted.
23.NAMNTS - eFILG T 23. Clinical trials authorization and related

VLRI PF responsibilities

1) 077104 A PG tTowi"16m (\APE 1) The sponsor and chief investigator must ensure
M-T10%T  hALhE ovdhig®  APRT that the clinical trial is conducted in accordance
avand @ aowlot PRI ov-d-ar with the clinical good practices guidelines
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G O'+7 TUINT AV

defined by proclamation.

2) 074 NP5k 181 L9 -Tovadg
°CTT N%omalvl: AT PEET o0F
ea-tale Aokt Ahndta, AT
0% AMA»2ANT “1A0P AT :

2) The promoter shall inform to the authority if
there is any unexpected event in the course of
the study or other studies involving the same
product, in accordance with the procedures in

force.

3) Nanhgs e TEFA 00T
N11020- 770G ovw/lAl Covhhds LNl
C7°Co rG: e ATLULTY AS
Pov-ném- omt Paoveh D L7°CoF
ANA2ANNTT aod ol RANT::

3) A mid-term report, where it exists and a final
report of the trial results, in line with the
framework described in the clinical trial protocol

should be submitted to authority.

4) TiFm-9° 0o oo 1L PAeyT
17 emhyes av-hié- TEArhAT
N0 AL NAA»ANE RPrC
ALLNT LTAN::

4) Any duly mandated clinical trial may be
subjected to inspection by the authority to ensure

compliance with the protocol.

5) TG @9°  Pahy*s  ovhde AT PLaow
AhnI°s ool eI 900G
T vA (10 AL QA P19
LT (R MG aow T
amld AAVTFo-:

5) All ethical matters for clinical and non-clinical
trials shall be made in accordance with the
requirements provided in the Ethical Regulations

in force.

6) PanG  ovhe- | 4P ek
PN 1o, 110, 7% e OhGo7 OF
LUPGTA::

6) The granting of an authorization the clinical trial
shall be subject to the payment of an application

fee.

neA -A°0t

ANLVL-4.P L RPPC: ANI°CT T T 79330

AT “10é-nT

PART -FIVE

POST APPROVAL INSPECTION, STORAGE,
TRANSPORTATION AND DISTRIBUTION

24 NALVL-4.9 L ¢PPC

24. Post approval inspection

1) QA»2AMr  PAQUVA ol PPCATT
eIl WG PNV ARov; @L9°
gtPooy NPT TULDNm, PIPARC

1) The Authority shall monitor and evaluate premises
for manufacturing and storage of traditional

medicinal products, or appropriate responsible

20




olPt: rHAm %A9° W7 (- HSNNEPE

professionals approved by the inspector even after

AL P 14. P LAT o A0 the granting of the certificate of competence.
LAT-G  DALTT  PATo- QAo PP
LA 1 LHNMmeE-A K709
LNao )TN

2) L E &erd AY1aLe hndAr, e | 2) Unless found to be necessary to perform incidental
Qa7 Qotec T o9 Pauae inspection, every premises for manufacturing and
@@ PCETT AT Prlo-A storage of traditional medicinal products, shall be
vage ke Qaov- g2 RPeC inspected as required as part of renewal of the
APANC  @lP T ALAT (%00 @ T certificate of certificate.
LLLION::

25.0a129° 03 ao-r 030+ P e .
25. Notification for change of premises

1) MY ek 00 Aweps pdkoe 1) Any change of location (shift of premises), trade
erae ngoietder  POALIY ool name of the premises, ownership or any other
DRI Phalll AT T A mT change of registered premises, needs prior
A NOASAM. (Peore e mem, notification and approval by the Authority.
VTt LOLANIANE

2) TiFw9° el TR9° (I AaavAor | 2) An intention to change location of registered
e300 A7 Ao howfl 04T premises shall be made in writings to the Authority
AnaAMNr A NS P92PCN AP before the change is made and the Authority shall
WA»AMN-  Polrtaw7 CAWSC  1AT notify the applicant on the procedure to be
AAADVE PAm-PA:: followed.

26.0477M 1 F: 1330 AT “10éen T . T
26. Storage, transportation and distribution

1) v-A9° PAUVA @@ T 9°CAT 01771, Lo
AL (ITPoomel avavlPPTF  avw /ol
0100« V23 V1 AT o-::

1)

All traditional medicinal products shall be stored in
an appropriate condition according to instructions

placed on its label.

U-a-9° PAYA ao 875 T goCAT
ahezhae A9 AT eNnat 9T
TALTm, o Pt AAVTo-::

2)

All traditional medicinal products shall be stored
separately from chemicals and other potential

sources of contamination.
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3) PAVA @@y PCAT 0°7h 0T | 3) The responsible person shall observe applicable
0200+ A°233001F L1 DALY safety requirements during storage, handling and
Ao Ao P2mAlTo-  PRUTYT transportation of traditional medicina products.
a0 4.CAT awIC AAVED-:

4) MTFe-9° L PALNTFo- AS  ¢-MAG- | 4) Deteriorated, expired, and damaged products shall
CAT ANNYL015% L40 haaT PAVA be stored separately from other traditional medicinal
a5 PCHT aede  aodaoy products until disposal.

A0OVF@-::
nea-0L 0t PART-SIX
PANTARCR ACTRPT ADMINISTRATIVE MEASURES
27. hnFAL 27. General

1) NADFSLLP ACIFE home AG phad 1) In accordance with the Directive on Administrative
AbatAl avan.p dow e QAT Measure Taking and Complaint Handling, the
WL Phel BOLT ATE @eg hie 148 Authority, depending on the severity of the
A2 RCPEDTT v phi violation, shall take one or more administrative
(eqow  POUA  ao@ud  hved  Ap measures on non-complying traditional medicinal
ALADE CTAN:: products manufacturer.

2) aa7amr e o0t (110 PAVA | 2) The Authority shall take appropriate administrative
a3 PCT ARET PP 9NN measure on the manufacturer of traditional
PavBan( P LI n“.ar0-r 2.0, medicinal product is found to be non-complying
ANA AN NPlo- vl oL9 L4 with the requirement of market authorization of a
-H&L1®w- avlB AL AT TRCT O product introduced in the market and with the
T ANTS LGP ACPE ALAONE provisions regarding packaging and labeling, and
LTAN:: content and disclosure information supplied or

declared to the Authority at the time of initial
licensing.

3) AA»AME AOVTSLEP ACI°ET7 Aovfi14 | 3) The Authority, when it has sufficient reason to

NE 90701 ASTLo MA9°LT 1 PHo-7
a1 4.CT 2770774 PAQUA ool 9°C-T

support administrative measure-taking, may seize

and cause the disposal of non-complying traditional
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NEPPC OC Aot ALAODEL LTAA::

medicinal product held by manufacture.

28.7 10 m7PEPe A oot

28. Warning letter

1) PIGEm-9° PQVA @& A9
Pdoov: e PP TV 9PANC

1) If the violation committed by any manufacturer

of traditional medicinal product is not lead to

@lP T PMeANL @l9” PTIeOACH Oy suspension or cancelation of the issued
QAN WS A7k PoU- certificate of competencies, as appropriate, the
7 PEe Admo LTAN: Authority shall issue written warning letter.

2) PAUA @& 9°CT AT LCPE: 2) If manufacturer of traditional medicinal product

O-ramo- MNO7PE e avOdot hNéALo7

fails to take the corrective action for violation

0-Fahe hALL AT A0 T indicated in the warning letter, the Authority
LAT@7 AN TS5 24P ACIE P77 shall take other appropriate administrative
QAT LoNSA:: measures.
290047 L v 29. Suspension of license
MIF0-9°  PAA @Dy 9PC h9eeT | If a manufacturer of traditional medicinal product is
n°z.o-ra-r N7 e A i awry: | found guilty of any of the following reasons; the
QAN hAh7e oC Ahh h7¢ %o | authority may suspend the certificate of competency for

A“2LCO L1 NPT 72107 ALV
LA :-

1) A9°GE (A0 eA-TéPLaT o9
NPT PAN@.7 oo -"7/0@-P-1:7
AT LATIon P& OQaov-f A L0
P17 ATRUYE

2) A9l Ne.avan T o- ONER AS
a0 4.CAT aow i PAANANE THMN,
PEPPC NC@7  RATALONE RTPET
nhé.md.:

3) A9l NMA»2AMNE  CTmPPos vl
0-Fnna of9° 00%E 4440 oLy
hOTE avldB ePLN WP Y

4) A9t I 0790 Aot (10Aov- 2P

a period of one month to one year.

1) the manufacturer allows a professional who is not
duly licensed or who has been suspended from
practicing by a competent person from practicing
his/her profession/knowledge

2) If manufacturer fails to allow inspection pursuant

to applicable laws and requirements

3) the manufacturer fails to submit, accurately or on

time, or provides falsified information requested

by the Authority

4) the manufacturer fails to notify the Authority of

any change to professionals or premises design

and/or place without approval; and
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ol (TR LHLT AT/wLI PN
AT PANANANE 4L PRLT RIRUY:
AY

NI @-9° PAILT AR RO ALE
0h? 026t LAt amch, M TI5F0-9° AA
TR @OP TeonI 0LI RIL RY
wi s P§ ehPméd T AT

5)

5) Any of the

manufacture is found registered or employed as a

permanent professional the
permanent staff in any other facility except where

dual appointment is permitted by law.

30.4.2L Gaos(lN

30. Revocation of license

@Dt PPCT hICCT
N7 1 PEAG
NPT T PICONC
AV-A-t hool ANCH

PIE @90
n2.0-ra-t
avr: Qa7 AN
(YA 4t B | W ¢ 11
LAAN::
1) MANTSLC ACPE hoAONLST AT +6)
hPi nag:
PAFT Ao O

PAVA

avand, ¢ aow /il

fU?

2) MMA»»ANE A75.0awC OFé Ll 9°C-T
@.6h, NPl N7

3) PNLF LS DATCHe NET Govt
aPanl P Wit (1P0t oC L1 o0
AL L0 PPl RTRVPT:

4) eNFP T TN P9PANC @l
N7 0CNC @ L9° Cch T avld® N171PLA
ol NAA  mlor ool T
LY ZAgH

If a manufacturer of traditional medicinal
product is found guilty of any of the following
reasons; the authority may revoke the certificate
of competency for at least two years:

1) engage in any act which constitutes a serious
violation in accordance with the directive on
Administrative  Measure  Taking  and
Complaint Handling and the violation is
subject to revocation measure

2) engages in manufacturing products other

than permitted by the Authority

3) the manufacturing permit is not annually

renewed within three months from the start

of the Ethiopian budget year

4) Its certificate of competence is proved to

by

submitting false information or through other

have been obtained fraudlantly or

illegal manner.

31.¢0P+ 794918, °NNC oldT NAavavpn

31. Return of Certificate of competency certificate

oltT
HENITATH

1) NPT
naaAGA N’

e A 4 L Poennc

anh  oopndiom-

1) If the certificate of competence

is revoked,

suspended or not renewed periodically, the licenses
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nJ1e oey Neodk A4 PAQvA
av &5 °CA A9l PHAmMm PAIC LT
.2 L ANMANANT avapp hANT::

granted to manufacture shall returned to the

authority.

AN RIANE AVNETOE ALT
- Al New’y AG FawAll A7 QN
0P T T9L.D1090), Poennc olP-l:
AQAAANT avavpfl RANT::

2)

2) If the authority believes the service is dangerous for
the society and orders to return, the certificate of
competence shall be returned to the authority.

heA -0+
AL AR £7922F

PART-SEVEN
MISCELLANEOUS

32.PQVA &3yt PCHT TINFoP: TCPO?
A A7INCAT

32. Advertising, Promotion and Sponsorship of

Traditional medicinal products

1) v-A9° 92L5% 1 Ctoolil PAQUVAN oo 5T
PCET T PoP AT CATTIACHT
404 MG o7 ¢Hhaha §To-:

1) All kind of registered traditional medicinal products
advertising, promotion, and sponsorship activities
shall be prohibited.

WAP Pl CHT TN PoP:
TEPT AG 077G 7847 ov-Q. (lov-Q.
e--haha. Av7 eeritacT LCULRT AT
ANTE ol P A7) PHhaha. G-t
V. T PoLe LS “10&0T 09 1A0T
QNP “L5.CPT 106 T

A 0&é Zhs AT NN P70 TPod e
ATPAPALT (A LE PUNA ooANANP (P
ao()-177
h.  POUA
ST YAk
oo PO PH TINTPOP:

PICT N9 AR P18 IPANTT WCT?
LI 1L SPANT 0LI° AA PAUVA vt
PCAT AR ooAf VST hNowSP ool A

a5 PCHT 19 GovG P

o

2) Without prejudice to the complete prohibitions on

traditional ~ medicinal ~ products  advertising,

promotion and sponsorship the following acts and
related activities shall also be prohibited:

a. Communication through broadcasts or other
social Medias

b. Flyer and related promotional activities in
different public places

c. Supply of free samples of traditional medicinal
products

d. Promotion by discounting the price

e. Connecting a brand name, symbol, trademark,

logo or trade sign or any other Distinctive
feature of a traditional medicinal product brand

with conventional/modern medicines in such a
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IC AMow G AATL 9477 PP9C AL Aa.A-

N2 A0 o718 TPPlAl::

way that two are likely to be associated or used

for the same purpose.

33.0L a-F VIC NAorah

33. Export

AQUA a7 9°Cl QA7 AN (lon: A
NG N90.mPPm, ooNe.Cl- oo l-l: hNé.A7,

Depending on requirements of the country of destination

and mandate of the Authority, the Authority may issue

CLPCIRRPPC NI AALLT A0 required regulatory documents to exporters.
LTAA::
34.2A1A T h& 2 .
34. Service fee
Y avavlf  aowlofF PReppC WIANNCT | Any person who is provided with regulatory service

e Hamm ‘I 090 Ao COLLOTHCT 9Pc (L
PANANT N&P L7730 deC 370/2008 an(lt
CATIADNT NGP LNGAA:=:

under this directive may be required to pay an
applicable service fee as determined by Councils of

ministers’ service fee regulation No0.370/2008.

35.PaoNC 28,3

35. Duty to cooperate

N7 o-9° PAVA ao 75 I°CT
AP LT 7 oG PN RS Q0007
Y oavlP aowlsl PHAmMe DAL T T o7

NNFP T A7%0m 0:A79° 0. Ahalt AooCS T
Poo-ONC 2L, AAVTo-::

Any concerned traditional ~medicinal products

manufacturer, government and private institution and
individual shall have the duty to cooperate to assist all
appropriate to their

organs effectively execute

responsibilities given in accordance with this directive.

36.14.27211 PAATo- VT

36. Inapplicable laws

g emmye  ViF o9
ATIEE  hwiC
(MY ovavl @ o0 PPLONTT H4PT (Tovpht
T4.27), ReVPFY°::

any

aoao{, @

0
avavd 8@ NPT A4S0 of9°

Any directive, circular or customary practice which is
inconsistent with this directive may not be applicable
with respect to those matters provided in this directive.

37.avavi P+ PLASOT LK

37. Effective Date

LV avanle (... 2015 <7 P9°¢ PAS | This directive shall enter into force on the date of.........
LUPTA:: 2022.
24Mea Heran Gerba
Pq¢ ALéhtC Director General
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PATCXE MG &7t QANATS

The Ethiopian Food and Drug Authority

ANNEX: Application Form for Registration of Product

The applicant is required to provide completed application form by summarizing the registration

dossiers in the format below. Annexes and addendum shall always be cross referenced in the

application form.

Application Form for Registration of Product

Product Registration and Licensing Directorate

Ethiopian Food, Medicine and Health Care Administration and Control Authority

S/IN | Title To be completed by the | Page number
applicant and/or annexes

1 Applicant

1.1.Name

1.2.Physical address including street

number, Telephone, e-mail etc

1.3.Contac person in a company

2 Type of application

New Or Re-Registration Or Variation

Manufacturer of the Product

4.1. Name

4.2. Physical address including street

number, Telephone, e-mail etc

4.3. Contact person in a company

Details of the Product
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5.1. Name of the Product (common

name and trade name)

5.2. Botanical Scientific Name

5.3. Part of the plant used (leaf, root
etc)

5.2. Physical appearance

5.3. Presentation

5.4. Container closure type

5.5. Use of the product

5.6. Shelf life and storage condition

Formulation

6.1. Dosage form

6.2. Unit composition of medicinal
and non-medicinal ingredient in mg

(eg Per ml) and function

Example; Ingredient 1, 3mg

{Insert as much row as needed}

Regulatory Situation in other Country

List of the countries in which this
product has been registered,
restrictions on sale or distribution,

withdrawn from the market etc

List of Documents attached with this
application
(indicate page number and annexes

as applicable)

8.1. Agency Agreement

8.2. Certificate of TMP

8.3. GMP certificate if applicable

8.4. Summary of Product
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development and formulation

8.5. Manufacturing and Formulation

8.6. Finished Product specification

8.7. Analytical Procedure

8.8. Stability Study

8.9. Labelling

8.10. Others (please indicate the type
of document other than those

mentioned above)

9 Declaration by Applicant
I the undersigned certify that all the information in the accompanying documentation
concerning an application for registration of Traditional medicinal products product
Traditional Medicine name (trade name, common name)-
Dosage form
duly authorized to represent (Applicant company)
is correct and true, and reflects the total information available. | further certify that I have
examined the following statements and | attest to their accuracy.
I further confirm that the information referred to in my application file is available for
verification. | also agree that 1 am obliged to comply with the requirements of the Authority
related to the Traditional Medicinal Product at any time point in future.
Name
Signature
Position in company
Date:

10 | To be completed by Authority designated person

Date of Application

Remark
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