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an?)(\_ P

PAVA a5 P°CHT Pl RV RS
LPUYT V21T AG PUONNT MG “TIANT
nNéA, NooP:

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

health.

PAVA ool I°CHT PovAQ9° hovllol

WHERE AS, it is necessary to ensure that

NCoYr  Thtte ool J5For 714901 | traditional  medicinal  products meet  Good
ANé.A7Y, (looyy-: manufacturing practice requirements.
PAVA ool PCHT e 4.9 | WHEREAS, it is found necessary to provide

AT avdlAl PAVT®F ANdAL ATAT
AG NCHC H5T7 QU ool (177046.04°)

documents required for marketing authorization

traditional medicinal products and detail

requirements in a legal framework.

N TFmPorL2T AL “FAV 0L9° °NIeH P
PAVPY  Pihavy® 181 ALY
Po94.74 I°CHT7 Ntaovplrl O PRPPC

(1 )

WHERE AS, it is necessary to put adequate

regulatory mechanisms in place; considering

the need to take action against products that




NP7 w111 AG  ACY°E  avo-OL:
hNé.A1, NaoP'y:

pose "a significant or unreasonable risk of

illness or injury to the users.

oo’ 9  N9°ING ol AOTSLC
NAPE rC 1112/2011 R7PA 71(2) avOdét
LY avavld @ @PIA::

NOW, THEREFOR, this Directive is issued in
accordance with Article 71(2) of Food and
Medicine  Administration  Proclamation  No.
1112/2019.

NFAART L
mPaa £73.97

PART-ONE
GENERAL PROVISIONS

1. APC COHN

1. Short title

LY aoanl @ “COQUA a1t P°CT R
PP 994919 PPANC wlbT AGT P10°
2L RKAMNPT ovonCPe fPC  957/2015”
00 AmPn LTAA::

This directive may be cited as “Traditional
medicinal products Manfacturing Certificate of
Compitence and Market Authorization Directive
No. 957 /2023

2. TCA7%

2. Definitions




ePA. AN AA FCHIC POLLAM@ MAUI0-
Na-++PC (HY avavl @ 0P :-

Unless the context otherwise requires, for the

purposes of this directive:

1) “PCQUA &3 CT° “I0T AKX PI:
hAT0A T 0L9® hm0es  1PAA
N1mAg® 7 aodAdA Phdavan pOo-
MG RWIANCT  Polmi oo LT
NS 0T s

1)

“Traditional medicinal product" means any

finished, labeled traditional medicinal
product, containing active ingredients from
natural sources (plant, animal or mineral)

applicable for the human health use.

“Cadp\g® hawildt NCEYT AT
PPl L1 NCYT R P PAOVA
@l PCT AJAmA T 9477
NP7 ovdAix ANdAL®OT  CPert
LLEPT RGP 4L hAMTS
PICT Pl owN4.CT (170.4.AN10-
o\l oPrT MA@, oA A7S.00l T
EPrC M”74 CoLLINT ACY T To-:

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) “APLT T PCAOVA aw @it 9°CT
Mh&A  A780T6 0f9° (ATS0TS
LB PNl Ol PULPNG -7
o7t Pam- 1R9° -

v.Ie

3)

“Manufacturer” means a legal entity that

carries out the production of traditional
medicinal

product at a semi-industrial or




industrial level.

4) “IPL-TIC TN WAR P haTaaqt
0l h10L7  APAXA LTV UT
a3 AL 0f9 AP
PO LN TPl TIC 1o+t

4)

“Ingredient" means a substance obtained
from plants, animals or minerals and used

to produce or prepare a medicine.

5) “CUMe 2L TInT LVl LPTHYE
AT Pél: CTLIm CAVA av &l

a-taoolil (1RA  Aoviie @ L9

A0S T POLAT VIR A1 -

CT

5)

"Marketing Authorization" means a legal

document that is given to sell or distribute
medicinal whose

a traditional product

safety, efficacy and quality have been

confirmed after registration.

6) “9°CT" “Iat (Y avanl @ €77 9797
aow (o POLNDE PAUA a5l
°CT TNt 1ok

6)

"Product" means a traditional medicinal

product prepared in accordance with the

provisions of this Directive.

7) “@OlW 10T Navavl P AC RPPC
Po2.LLAVE @7 PAVA av €75 1
SCHTT7  A“MMSTo7  eHam  P9eONhC
@l AN AT 4P L vl ok

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) “A14%” ‘Mt AAANE oI5
"5 Fa-9° o7 1T o L7
Por o101 et OSC N ENmlo-
o 0f9 PCT AL Plodk
PANTSRC ACI°E '1o-::

8) "Suspension” means an administrative

measure taken against regulated person or
product when the Authority has a reason to
believe that the for

any of grounds

suspension exist.

9) “NANAMY  TINT  PATEAE  PUING
a 85T QANANT -

9) “Authority” means Ethiopian Food and Drug

Administration.

10)APE"  “at P9MNG oot
ANTSLC APE rC 1112/2011 '1@-::

10)"Proclamation” means Food and Medicine

Administration Proclamation No. 1112/2019.

11)“0@” “I0T 1LPC N0 0LI° (7
AT ool CTOmo A To-::

11)"Person" means a natural person or a legal

entity:

12)7 75 0-9° (o7& P27 ¢1MAA AMA0K
AT 79° Lol I° LA\ ::

12)Any expression of the masculine gender

also includes the feminine.

13)NAPE TCH9° - TOANTF®- PATS VDT
ALY avavl @ 14.277, LUTA-::

13)The words and phrases defined in the

proclamation shall apply to this Directive.

3. PRt o7

3. Scope of Application

£ov PbLav  YRIs PTG
PYUNYCG ool 124717 hAd.m, (lavhhy®

P71 Y7/)] 6.(’

This Directive is applicable to traditional

medicinal products produced in the country at

6




Phavl-dot NGOt o\l hé.A

W50 0890 A150T¢ LB WIC
O0F (Mool PAUA oot PCAT good manufacturing practice, which have gone

semi-industrial or industrial level according to

AL 14977 LUPTA: through pre-clinical research and clinical trial
procedures.
nEA vat PART -TWO
PAVA a0 €571 9°CT AP &FT eNPT TRADITIONAL MEDICINAL PRODUCTS
74917, PONC olddt MANUFACTURING CERTIFICATE OF
COMPETENCE
4. mPAA 4. General

1) Any manufacturer of traditional medicinal
1) 7150-9° PAUVA ol PCAT ) Any

AT QA7 ANE AP T 9949704,
PIPONC ol 1T A0

products shall get a certificate of

competence from the Authority.

2) MrFwm9°  CAUA @l 9GO 2) Any manufacturer of traditional medicinal

AL POVA ool PG product must produce traditional
Pav\Og° haovldel OChTT  -THahkae medicinal product following the good
9Lt AT manufacturing practice.

3) MIF@wI®  ALO TI0I 0enA 3) Any manufacturer of traditional medicinal
PAVAR @y CT RI°ET product who is considering a new




PaYgelF N, 170D hovPovd. (14T
PHYT aoanld P av(4.CT oo 7HNG

construction must understand and fulfill

the requirements of this directive before

At halt: starting the  construction of the
manufacturing premises.
5. PP+ L0 P9PANC ol | 5. Application to get Certificate of Competence

A%ITT T+ PolPCA YT

1) T 09° CAQUA a1 9°CT RI° T

1) Any manufacturer of traditional medicinal

®e9°  PRAPLT oA hooAhT product or manufacturer's agent

AQANA N Pao 75 I +Rwt applicant must submit the request to the
ATOERNT Y A8 T A P OeBw7 authorized Medicien Facility Inspection
1A oL 00ANAT PhARTCELI Directorate in writing or through the
PRPrrC T4 ) NC% electronic regulatory information system
(https://ilicense.efda.gov.et) TP LN (https://ilicense.efda.gov.et).

LTCOIAN:

2) PAOUVA @& T NPT 2) An applicat to get Certificate of
LM, PPONC ol AT Competence of the traditional medicine
PoLPCN  hoodhNT eoLhATT  ATAT products shall be addressed to authority,
ANANANE T1P LA AT the following documents:

V. PAIANT NP7 Aon L1 QA7 | a. Proof of payment of the Certificate of




NoMo- Phee L7701 ool ne: e
ehd.aNl LAY :

A, PTILTF deliGhaoe ovd. RZCA:
AbTavp AG SNLT:

. PHAT APPN AT PhwmI1L ACHT
ol B

av. (kP PC ~C LA 0FPTT IOC
PRARNGT CALTET GAT APMn: 7RV

Ahaaq, Pav 1 PP SNLT AT 0D
ol B

w_ @Y APLdoA LNLT: REeN: 9T
NCHE 15 RPPCT I°C Po-Y AG

Pl ol

UL

Iororr

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. NANPT 79,018 P9°NhC olddT nAdNTP

6. Requirement for certificate of competence

1) W2ANr  (FEPLAT  PRPPC (L7

AL AA4.0 paYge LI by
PP CAN Lbd 7L AdAaop T 9A7Y
07797, ao P17 PLINMA: A7L

AN00-9° ALOLP wLI° ALPNA LTAA:

1) The Authority through authorized
inspection team shall verify if the sketch
suits for the intended purpose and may
approve or reject to the submitted sketch

design.




2) rPAm- PMaoAnF PR Aro0, 191775 | 2) Upon satisfactory assessment of the
HT  RA ek AP ALY completed application form and when the
NANANT  Ahoo AT PN0.@7 770D sketch is accepted, the applicant will be
0LI° ARLAT Y&t Rr9.PrA PA0-FPA notified to continue with process of
AT AmGTPP  heoAWT  AQANADMT construction or renovation of the premises
LAm- P\ and upon completion shall inform the

Authority.

3) PR PUIILF IR9C PbLav 9NN | 3) A pre-registration  inspection of the
AIERNT N0 e P (€77 L8N proposed manufacturing facility will be

conducted by a team of experts.

4) LbP 1L o-LP AT L9 7409 ¢ | 4) Where the sketch is rejected or need to
ML ALALATD haoAWE S, be modified the applicant shall be
LrIEPA: informed accordingly.

5) QaaAnAM+  PréPLaT  dm-  (0M0.e- | 5) The authorized person of the Authority
U2 PPA@7 “QoopnF e, PRPPC shall as the case may be, decide after
CZ°CT AT AXT RNEAY N8 receiving duly filled application, premises
SN2 P AT VBT inspection report and all other necessary
LONTA: documents from the inspectors.

6) P20,  @O4.CAT AATTANT 21| 6) Where the premises requirements have

10




hao A\ P+ AT

L1 P

A0 Haha

not been met, the applicant shall be

informed to address the deficiencies.

7) AoANT oAso- A0 7 A0
aA-+ A0 5T
PaAMF P77 9°A0 CoLIAR héNAP
L1450, LLCAPA:

el o0

7) An applicant shall receive an official letter
informing on the status of the application
within five working days from the day the

decision was made.

- rme P
PACYI T

8) PACY"T ACY°E Ar%.00%
Ao AT e70-hhe
ACIEPTT av@, (L LFTCNIA:

we9°

8) Applicants who are required to take

corrective action shall  carry out

remedial/corrective measures.

9) P4 PRAT Ao TNl hawPavs.

9) Approved applicants will be required to

041 NQAONA N Wé.PLAT o, procure raw materials from

APLO2T e PAT@7T  Té approved/recognized supplier and other

AP DT NPl LTCNI A reference materials related to the type of
product before starting manufacturing.

10)0A0AMNT7 oo0éf MLl: ATHY U532 | 10)When the above requirements are fulfilled

0. 720. S PAdAT i A“MG o7 the Authority shall issue approval to

POLLeNTA 4.PL LOAMA:

conduct manufacturing activity.

1NNPLaw - W0 RPPC 0P T AANCAL
goCavi. PP GovG O LANNNA-:

11)During the pre-registration inspection

samples for laboratory analysis shall be

11




collected.

7. NATIPLTF 4RI

7. Manufacturing Premises

1) ¢-F®ov- i A“lOGT0I® ¢ | 1) The premise shall be located, constructed,
10777 vy 10 w9 CTaly and maintained to suit the operation to be
a7 hANT: carried out.

2) iE@w9°  CAQUA  ow®Dy 9°Cl | 2) Premises shall be situated in an
qgoLF e kR9e0 T CAhON, VD environment to suit to protect the
nect  ret AL hAAJP  TOAT manufacturing process and, presents
P eLCh a7 AT : minimum risk of causing any

contamination of materials or products.

3) Pav-léT hAPCOT: Pov-d-l: PACTNT | 3) Electrical supply, lighting, temperature,
AG APC opBMe LR (PrI9° Py humidity and  ventilation shall be
(-FHPPSL 9°CAET N9l VE&A:Y° appropriate  such that they do not
Ut 020701 Ve o L9° adversely affect, directly or indirectly,
Nl . AT °CFT LUTrE AL either  the  products  during  their
AQT R TROT  P71PAL4 aoPT manufacture and storage or the accurate
A0NOVT@-: functioning of equipment or safety and

comfort of the operators.

4) CMIYP°LF Aq T F ne0’E | 4) The production and storage rooms must

12




NACTOT AT NF% TICT P08 A
P Lo S.0k7é0T P14 Vo,
NPCN% KA70ATST ANT 19T PRS
oy hdVFa,:

be free from moisture and dust, and must
be regularly disinfected and free from

rodents and other insects.

5) 1PGw- 2. oo ¢ AL NIAX | 5) There shall be a clearly visible signboard
oL PMIYPNLT R9C oot at the entrance of the main premises
COLIAA PIPANT AAS oG C hANT: stating that it is a manufacturing facility.

6) P, hPTlevp  ANRATT: 0f9° | 6) The layout of premises shall aim to
PANS @ PETT AT (AmPAL minimize the risk of errors and permit
N°Cl: ré AL ViGwr9 avpe effective cleaning and maintenance in

oM T A’70PLT oL9° 021 Aoodin
AT omI"? AN RS TISCT7
A“INTFA PAap aoPy AG(T::

order to avoid cross contamination, build-
up of dust or dit and in general any
adverse effect on the quality of the

product.

8. NATIP LT VIR Po! APCNT OCoT _
8. Manufacturing plant Water system

1) AQUA ooy 9°CT “19°LF Pl | 1) The water system, storage and distribution
APCOT Pl LAm: NCOEI® PiT for
PAm I°CT ATl TR, UT manufacturing shall be designed, to ensure
TPALTT PAANTOT L TVPALT: the
0o ey Ahae  AhAa

traditional medicinal products
reliable production of water of an

appropriate quality and shall be produced

13




AavADA o7 00TA a7 AT :

in a manner that prevents unacceptable

microbial, chemical or physical

contamination.

2) AMVA a7 JoCAT “99°4 | 2) Water used in the manufacture  of
PPClw, w> TP9° AL P .0-A0- traditional medicinal products shall be
AJ0lo- 0477 07197 PT oo suitable for its intended use.

a Py ha-:
3) Where appropriate, purified water shall be

3) AMVA a3y 9°C T TI9°LT M,
awr L eTMe oY PP AL aowPA
CTAA::RTIN LA NE, 0LY° PUINLT
¥ XL (1 N O AP T
1A%, o7 ARAVTFa,::

used and the purification method, or

sequence of purification steps, shall be

appropriate to the intended purpose.

9. NAII°LTF RARNT

9. Manufacturing Materials

1) AIRAST: Poovisf PATT AG 0L
aANAT AeAONA. 26-PF POLLINA
LALRNT Q9PCHE OC OPPI o157 T
PAVTF@-9°:AT  AZLHY A RARNT
AMG 24117 Aoodin 0107, LB

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

14




PAT@ oo} hAQTw-:

minimize health risks.

2) UA9° RARAT AT CET  (AY°LE
(rtavldame TO"17, V32T OC avhlly
AT  (NewPooCe 0 @, 9°CT
awPavl P WiS.0M AweP L (»7Co%T
avdavp hAAVTF,;

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) .7 WCL& T AG 09T CET op9°
n775m9°  ov-A. (lov-A. 14.Mm
PhANTFCLAN ¢hC L7 ACYT Noomdy®
1L PLhCL ALPH NCYT AT AOLCT
oS AAVTFm,:

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) AZ ST AT AAPTeor o7 (0
AMNFA  RARCT  hoad 2C 0PI
®LI° AVLVEPT AG MLePT PCA
aoP} PANVT@-9°:

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.

10.0A719°LF Q14T

10.Manufacturing Documentation

15




1) A&F NI o Pl Tt e
A00 NAe- ALY A4 To- AP
&LCTG 7 AL P, 1779 R avPavpq
oo AAVT,:

1)

Documents shall be designed, prepared,
reviewed and distributed with care and
signed and dated by the appropriate

responsible persons.

2) A& DARG P LNy LN | 2) Documents shall  have unambiguous
AT T, LA Con: PATS T4PCE contents: the title, nature and purpose shall
AT 9o 0N P00 AG be clearly stated and regularly reviewed
N 20571 P99 1w oo RG PP and kept up to date.

Vo, CTad oo AAOVTa,:

3) A& PonlE M0 N°7.4.A00T | 3) Where documents require the entry of data,
L ATY oolEoF PPTm- ool N1L: these entries shall be the reading of the
900, @7 AAVE-:: original information.

11.04 QAov- 227 :
11.Professionals
1) 15079 PAQUA oD PG
mgoeF  EhLh LAl P avdear 1) The expert in charge of the technical

QAov- ¢ PAQYA ool 1 9°Cl hmFPAL
AAMT  P17TT AL PAm. P4-C71A0.
oL Pnl01¢ Qaov-f @f9° AA hHY

responsibility for the production of any

traditional medicinal product must be an

experienced pharmacist or chemist or

16




™e IC UV Pam- OAov-f T
Nov-P@-9° NU-AT hool- (1AL POE- avP7
CYTCNIA:

another professional related to this work
that has received general training in the
production of traditional medicinal products
and has worked in his profession for more

than two years.

2) V1T @9 PAUVA a5 PCT hICeT
PAI°LT NEA Y445 PPél 9°Covi-
neA a4 AT LA

2) Any traditional medicinal product

manufacturer must have a head of the
production department and a head of the

quality inspection department.

3) vag® PLCHEAE ALTET (ne- 0J- AL | 3) Al employees of the organization must
N2t L 07 055 12 ePY wear appropriate dust-free work safety
Phe- AL PRUTZTT AN aoA(lN clothing while at work.

A0NVF@-::
12.049°CF +&0+F PoFPF _
12.Complaints on product
1) e9°CT kLot oI 029901 0 | 1) There  shall  be  written  procedures

Ao hao -0 P10 eH
U297 019° 1t oar 0177010
PN L®7 ACI°E CoLIAA NCHC

20

describing the action to be taken, including
the need to consider a recall, in the case

of a complaint conceming a possible

17




PA G AO-CT av§C hAOVTa,:

product defect.

2) P, PPLNm, N770CNC /NAhOTE | 2) Special attention shall be given to a
[N L 1 1 W W ( K ¢ 2l A 1 W A o complaint whether it was caused by
e-rhaT A7RPT AR Hhdet anOat counterfeiting or by any falcified other
LYCNIA: reason.

3) P°C T rLATT ROhevAnt P74 G- | 3) Any complaint concerning a product defect
NTFo-9° PoI hawPavl o NCHC shall be recorded with all the original
I2C  teont (PAPT avavCan(C details and thoroughly investigated.
AAQT:

4) K18 AT PTANT  e1AAd | 4) If a manufacturer is  considering action
hav &l Col av(1Ai-T oL following  possibly  faulty = manufacture,

a°cr AL o100k “19°Fo79° hag:
et TACT Htae ACOE
Aov@-0L ALAN  AIRPY
ANANANT “1A0P AT

0%.°fa, '

product deterioration, or any other serious
quality problems with a product it shall

inform the authority immediately.

13.049°C-T oo

13.Product recalls

1) +L&0FT A0 0CFe- ok 09
Phmémé.  PAOUVA a1 PPCAT

1) There shall be a system to recall from the

market, promptly and effectively, traditional

18




0Me amANNN PULeATA PhANSC
NACYT oo C hal1:

medicinal products known or suspected to

be defective.

2) MA9°eE DAL e1amm, Q- | 2) The authorized person shall be responsible
°CET 0P acoANAN AT 18T for the execution and coordination of
PrING.09° 1AL TRANT: recalls.

3) I o0 foo(10-1 | 3) There shall be established  written
ATPAFAT Naw 0§71 o1 100 00§ procedures, which are regularly reviewed
ol oo PAMNG  RAGCT AT and updated, for the organization of any
LA recall activity.

4) e oo NN APePT (NG | 4) Recall operations shall be capable of being
a7ank: oar of “éaloe NPT initiated promptly down to the required
LLE NEPYTT @l oo level in the distribution chain.

A0NOVT@-:

5) °C LAt eaNt of9° LAt | 5) Regulatory authority shall be promptly
AAQ-T A& ?-Fmdémd AV7 informed of any intention to recall the
oo 10 ATPOPOT Aav B av(; product because it is defective or s
A0 AT ANANANE  T100P suspected of being defective.

A0

19




8) POAC 1 oond:  ATdPRAT  do-
N+an. 2171 Vo, o-mJ"7 ey
NN ATLT o N89°a T
AT (eI A“1PCO- LINFTF O+
alB PPl ooy hAVTo-:

6) The distribution records shall be readily
available to the authorized person, and
they should contain sufficient information
on wholesalers and directly supplied

customers to permit an effective recall.

7) CaA-NAN 1Lk kPPC AT TTA
LLLNMNIAN: LavlMOAI::

7) The progress of the recall process shall be

monitored and recorded.

neA -ant
NAQVA ao €574 °CEHT 9°H10 AT 10
&.2L NdoohmT

PART —THREE

REGISTRATION AND MARKET
AUTHORIZATION OF TRADITIONAL
MEDICINAL PRODUCTS

14.0000A €31+ CHT  9°N10
S avp\nF

14.Application for registration of traditional

medicinal products

1) “Vi5@-9° A0 Pam- CTMawnpF  Po
ntaoogo- PEnth A1 2C (MA(-
TPEAR AMANANT PLLNT ANTS LD
M L.CHT7 PN T eorhacT7 Pei
a7 O :-

V. V2P PP T fawm- P47 L0450,

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

format and accompanied by Administrative

20




A“%.avp T, AANA N av/(), T
8 Lol

A. C19PA PlamARTF PO ATl (ANNEX
1)z

. PTILT L0 hOEPC av)n,

av, Pplol RPPC AT PANCAL PlT
JCavd L7°CA e

w_ PPLan YNY°G ov-né- 67°CAE
l. PUNYCG ool L7 CATE

requirements:

a. A cover letter with a legal stamp to
the Directorate of the concerned

authority’s office

b. Table of content, Application form
(ANNEX)

c. Dossier Overall summery

d. Quality data

e. Non clinical study reports

f. Clinical study reports

15. AmPAL PTavAnF av)i.CAT

15.General application requirements

1) CAVA o051 9°CAT7 A 0o
Py PCA PavdhnF  oo0i.CT PRI
A.A N0ANANDT Dtool Ml oo @571

1) The application requirement for registration
of traditional medicinal products shall not

have any resemblance in spelling and

21




PLLA AT PAY° hmé-C of9° 0AA
T I2C U107, ¢ A V6T
+awQA LYt AS Lo ALY

pronunciation of name, or packaging to
another product, that has been previously

registered by the Authority.

2) Pkl VAY® GooGPF (1AM | 2) All samples submitted should conform to
PC T AOHAG? avavlf  @-OF existing labeling regulations as specified in
O tmeda oowl-t hp7 Qaa- 118" the Authority’s guidelines for product
AVG L7 IC avaq)qP° KAV TFo-: labeling.

3) PPg° AL PPA. O ThdT ALTAP AG /| 3) Scientific and/or botanical names of the
0LI° PAAPT O ATL.09° TPY° plants used, as well as the parts of plants
AL, PPA. COOPT NEAT AG (1N used and the quantity of active ingredients
AL PA P&t rPLMICT AN in the preparation, shall be submitted.
ad AN AT

4) P> AL PPA- V-AI® a5y | 4) The list of all recipients used and their
PAATm, e NCUC A quantities per dosage units used in the
MH2E T AL P rmboo-OFo- Poom?y preparation shall be submitted.

KT AG A Fo- avPlA AANT:
5) °CAE agenna PPL0-OFa- | 5) The indications for which the products are

22




ao 875 Ay m<P %> an /(B P
N4 U8 av)pnd KhAVTo-:

being presented for registration shall be

unambiguously stated.

6) P°C a9 (P72L O9°) (AmPAg | 6) Brand (trade name) generally the first and
nTrF 090 0L N9° PawPavl P RS last three letters of any trade name shall
Pove, 0 OO 42AT hrlaooll AA not be identical with a registered product in
I°CT IC TawAA g, ooy A9t Ethiopia.

7) WA»AME havd\WE7  ("7ewAnFo- | 7) The authority may ask the applicant to
AL, @A% AL AopCln POULPATADT supply other information as may be
PUA NN aolBPT7 RT5.00CA required to enable it reach a decision on
AmLP LAN: the application.

8) Qas A  9°CHT7  PT0oo N | 8) Where the Authority is satisfied that there
nNéAr (O PASTO RS AZ° NN is the need to register products, and all
PO LALNT VA9° alBEPT AT T requirements for its registration have been
AT AheoAWE  P9PN10 PYPOAC satisfied, it shall issue to the applicant a
Ol T LOATMA: certificate of registration.

9) MY wwavle NC PO R7L 9°C- | 9) The registration of a product under this

23




W0 NAFAL MDEPC A 4 (AhdT)
Qoo PoLBL UT 4L.PS AJLN
LTAA:

Directive, unless otherwise revoked, shall
be valid for a period of 4 (four) years and

may be renewed.

10) AANANT  oolBwo7  hOme- Qo
PAVG L.PL
1206P 177471 AQAONANT  P-FOm
bl L N P VA R X S L YA

PAN-T9°::

a-cp  CUT7

agovao/, @

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 LHT ALYt

16.Product Variation

1) PAOVA ool °CAT N1 A28
19 havaoy )t 04+ P9°CT LHT
ARTT TRCY Oy AP LT
AQA 22NN PAm, P A:

1) An  application for the variation of

registration of traditional medicinal products
prior to re-registration shall be made to the
Authority.

2) MavAhFa- PICT  LNT AR
N1°2.27%- N1&T 2P0 A7 (ALY
9L AL NavavCoH A9°LT APérT

2) The application shall be accompanied by

supporting documentation for the variation
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tprrC I°Cav - qov-§ A.meP and based on the type of variation actual
LTAN:: sample will be requested for quality control
test.
17.005727 770 17.Re-registration
1) havA an 05T AT 000P1+ | 1) An application for the re-registration of

P-tdavav. Pav 5y POCAT AITLIS
ATl QavAnFo- NN L1,

traditional medicinal products shall be

made four months before the expiration of

n7ad¢ aheT o 04T adlA the registration.
AAQT:

2) °Cl At NATLRONT  (1779°4-+ | 2) If the product has not been changed
Y811 NawPavl G (WATF RLE during the production process, the primary
AN (primary and secondary and secondary package, the applicant must
package): ¢L£I° (Tl 9°CAT submit a confirmation letter confirming that
AL, I 9L PN aom there is no change in the formulation and
(formulation and composition) A®-p composition of the previously registered
hAaovF 4} PoLeLIUNT i P L)) products.

L1850 Aol TP AANT:

3) A7RI1S NI ewOd.CAT FanAY | 3) Confirmatory letter that indicates the

S PATA S Lol Pavi\tyr absence of any change on the
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havlndot Nco-r PoeNnNc manufacturing process, specification,
OLPTiPALTT AT 89° N0 primary and secondary package,
MAaete eI formulation and composition to the
previous registered products.
18.0A°CT “T0LLPTT 1A% R b _ _
18.Product Packaging and Labeling
1) AMWWAP oDyt KeFEGTAN 144 | 1) The labeling for traditional medicinal
Ahe 0Ly M LeTC N8 PUY products shall be original labels or
nerage ¢ 1aov 148> A& computer-ready color-printed labels shall be
Aavl), &0 TL.D148), TP L T accepted for final approval.
LTETFPA:
2) P14 Ahe@ LHT (.70 PoLhtA-7 | 2) The contents of the label shall at least
av N KT :- contain:

V. PI°C-: NY°- 9°C T AI°AG 070 AY°

A, PQUA oo &S CT NI RS
PhoANL: av )L

. PALTS TS I°CT PoomT PIPC:

oo Ll AT oom’r: AT 0L9° (lov Yo
o-N7T PAOANEL aom7 @L9° AT

w PhAmPPYI° avanl @

L. RELN WG CTINTIF U2

a. Brand and Generic name of the
product

b. Traditional Medicinal product form and
route of administration

c. Qualitative and quantitative composition
of each part

d. The volume of the contents, and/or the

doses or

number of quantity in
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0. POF kPC:

. e tolA0T 7

&. AIANE: 0L eNPONT PrE
(. A LE NI° AT hL -0

T, PhmPol avldB (14d 0ldT:

container

e. Direction for use

—h

Handling and storage conditions

Batch number

= Q@

Manufacture date

Expire date
j- Name and address of manufacturer
k. Patient information leaflet  (PIL)/

Package Insert shall be required

19.PARPT AT PomCH T PG avld®

19.Ethno botanical and Toxicological research

data

taoCAt PG PPa-  9PCT  CanCHTYT
PGl ool L7CATN00PT Pl avav.
SCHT AN PATFo anlB P Lav
h9°G  ovné AT hN9°G  ov-hé- avlB
03 PE ANhé-P  CICIC TR avdloAl

LYCUTPA::

Product toxicity study data reports, herbal
product relevant data, pre-clinical trial and
clinical trial data should be submitted from a

recognized national research institute.

20.21éT °Cavd o-mT

20.Quality testing results

1) ¢714 TIC 0LYHT avp @ 9°Cavi.

1) Physical identification tests shall be done
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NtnmsPPo- 9°C1 oonSo7 hald1
AT (NTrasPPo- PI°CHlT  ov(ié.CT
ao (o avao )l AAOT:

on the final dosage form and should be
documented as per the finished product

specifications.

2) I-tmGPPo- 9°Ct+ AL Prrld 1IC 2) Tests for physical identification of the
0L717 ao( I Caov - AhA finished product shall include tests such
NPT POLRLN YPCavlPT KT as organo-leptic evaluation.

ACOT ATER °Comé-PT7 ParFPan
a7 AV Ta,:

3) P LhcaracghA JoCavdn 3) Microbial testing of the under listed
N4-C 7" ¢  (FFNdNs1-  aoph, 22 parameters shall be done according to
o\l awf@NAAN® MG CCET Pharmacopoeia (USP, Ph. Eur. etc.),
Pe2E o0l NAA N17750-9° WHO monograph methods or any other
N1949° A+e LLE TPALTT 0ATe- internationally recognized methods.
HEPT aw @l hANT:

4) et 0L TmA 0L9° ATL 4) Heavy Metals (i.e., arsenic (inorganic),

AmPAg, hae ANLAT O TansPPo-
PICT LLE L9 (1o hAPm LIE
N4-C 7 e we9° 0NAA
N%249° A+ AP0LY T WAV Fo- NPT
aow/l oG o7 AAT:

PCavd.

cadmium, lead and mercury) shall be

tested individually or as total heavy

metals expressed as lead at the finished
product stage or at the raw material

stage if all medicinal and non-medicinal
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ingredients are tested. Testing should be

done according to Pharmacopoeia or

any other internationally  accepted
methods.

5) N0A P -ThtT @Ot AT 21T 5) Testing for pesticides in plant or plant
COL-TNL FLT wLI°: RALLTINT materials, algae, fungi, shall be done
AL 0T 9°Cond (NAAP® MG according to WHO methods for pesticide
LCPT P0L-T0L I°Cavée NE, av( ot screening.
awnNSo7 KAl

6) PAAL: TICT 9°Caovid N%49° hd&: 6) Foreign matter Testing shall be done

L8 N3¢  HLPT  av(lrt

oG o7 A0

according to internationally recognized

methods.

21.0010f 4P

21.Authorization of the product

1) PANLAS C7°CAT APIN oS T,
NP PG 9PN ASEC an )R,
AMWAP D7 Ndué P hhOTCT
hork LPCAA:

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.
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2) ko PCAT FPALTT A LLINT
2) When the committee confirms the
AT AP0 PPNNC @ddT
MR7L  °CT 4L  pdoady aom? aceptance of the product, the applicant
AT90FA LLELIAN:: will be required to pay a fixed amount
per product for a registration certificate.
3) Q9aA2AME (oAb Fo- PR AL

PAm- 7 wlBEPT oLy (Y
avanl @ L IRPT aow b PUIYCLF
0Jo77 AJINERNATT  o.m ooCIRE
NLLINT LPE amT LI WIL
A0 “120 AANT:

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.

hea -Adt
NAhMNI°G ov-hi¢-

PART- FOUR

CLINICAL TRIALS

22.Phh9°G ov-hil 8.P L QAT

22.Application for Clinical trial

1)

Phnges ovde POl 010 APMNICT
oG- 4L N7PClw, “1ovAhF
a0l ERLYE  A71e herk oAl
N a0+ kA 19207 4.9 ol

1) Clinical trial shall be undertaken by
authorization issued after a decision by a
technical advisory committee for

applications for clinical trial authorization.
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To-:

2) 077104 (NhI2P oL AP
e1ama- A A7 PhA AP ov-ndy

A“ILEET RS/

L5770 A"1LL LTANE

AovP oo(: o L9°

2) The sponsor is legally recognized and

undertakes to initiate, organize and/or

finance a clinical trial.

3) Phg°G  ovnd- Taw\0FT AT10LP:
AMA L1 AN TANG ®LY°
ANooP(A7 A“1a0F €90 +5T LI
POLAIA:: NHY 0 (A 4L.Pe
AT TOm LPHmi-A:

3) The maximum period of 90 days shall be

required for the notification of the

approval, adjournment or rejection of the
clinical trial application. Beyond this
period, authorization shall be deemed to

have been granted.

23.01AnN9°¢ ov-he LPLG PN

V8.3

23.Clinical

responsibilities

trials authorization and related

1) A77M% AT PG Tawl"1ém (hPP:

1) The sponsor and chief investigator must

-T10AT  AAZYE ooy APCLT ensure that the clinical trial is conducted

avavd @ aow/lol NPT ool in accordance with the clinical good

NG O'r7 U1 AAVTFe-: practices guidelines defined by
proclamation.

2) 077104 (PS-E 121 o9 Tavdqpg, 2) The promoter shall inform to the
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°CTT  N%ompirl: AT PERT authority if there is any unexpected

o-Ar  CATmOE A0 hddto, event in the course of the study or

AT 0%°0. AMA»7AN  “aA@P other studies involving the same product,

AN in accordance with the procedures in
force.

3) Nnmn9°s av-{1¢- TEHhA  o0r 3) A mid-term report, where it exists and a
N-ada “0PG oow/l -t Paovhpa¥ final report of the trial results, in line
W C7°C: PGl O ATRILTY ARG with the framework described in the
Pov-hé-m om - PovaldA L7°CoT clinical trial protocol should be submitted
AVA»2 AN aoPlAl RANT:: to authority.

4) "TrFo9° (0o ool 0Ly 4) Any duly mandated clinical trial may be
17 Phndes av-{1¢- TEANAT subjected to inspection by the authority
M7 A1 NQA»ANE e rC to ensure compliance with the protocol.
ALLANT LTAAN::

5) MIF@9° ChngcT ov-hée AG PLav 5) All ethical matters for clinical and non-

h9°G  ov-né- ovNG-PF 1-900C
14T UA (10G- AL QA 427-9°0C
L10F (FLYTE wOd.CAT aow il
amP haVTFo-:

shall be
accordance with the
in the Ethical

clinical trials made in
requirements
provided Regulations in

force.
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6) PG vl 4PL ook
PornS o o, MI0.o, 1P OhSo7 T

LUGTA::

6) The granting of an authorization the

clinical trial shall be subject to the

payment of an application fee.

neA -A0t
NALVL-4.2 L RPPC: NAPCT
WTIF 7350 AT 10T

PART —FIVE

POST APPROVAL INSPECTION, STORAGE,
TRANSPORTATION AND DISTRIBUTION

24 AL V4.2 L EPPC

24.Post approval inspection

1) QA~AMNE CAQUA a5 I°CA7
Pl ARG PTINTVTE Fdov
0f9°  CtRovy PP VLN,
eoennc oldd-l: hrkam 0hAage (W07
VTSNP A 1L C14.PLAT o
AN PATo-S  PALTE  PATw-
NAov-PPF awFFa7  LHNme-A
ATG09° Lav )TN

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

traditional products, or

appropriate responsible professionals
approved by the inspector even after the

granting of the certificate of competence.

2) LS @0 ATy e hndAal UT
Qa7 QokeC I o9 PauaAP
a5 PCHTT AT PUlo-A.
va.9°  R9eG QAo PP ppC

2) Unless found to be necessary to perform

incidental inspection, every premises for
manufacturing and storage of traditional

medicinal products, shall be inspected as
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AONC ©lP T ALAT (199.00F Pt
L LLIN::

required as part of renewal of the

certificate of certificate.

25.00-t29° 3 Aa-t “INT 0P

25.Notification for change of premises

1) T150-9° ¢1R9° 0 Ao-r: PRI
7L age:e Ry PaaA Tt ool
0e9° ClTaoll-  AXT TITTF@9
AT AFTE ha7aN- (PLoyp
TN, TIVT T PN DA

1) Any change of location (shift of premises),
trade name of the premises, ownership or
any other change of registered premises,
needs prior notification and approval by
the Authority.

2) 715 w-9° T AR (D)
Aavpot 300 OWUP7 Aot ool
01T ANA»7ANE N2 WG PoLPCA
A7 AA»AN P70 A®7 PAwi-C
LT AhavdA\WE PAm-FA::

?-Taol’(]

2) An intention to change location of

registered premises shall be made in
writings to the Authority before the change
is made and the Authority shall notify the

applicant on the procedure to be followed.

26.007M71F 1713490 AT “104-ah T

26.Storage, transportation and distribution

1) v-a.9°  PAUVA @&t PCAT
0762 Po- AL, (I Pavm-T avavl, f P
aow/ll (0.0 08 oon?Prr

1) All traditional medicinal products shall be
stored in an appropriate condition according

to instructions placed on its label.
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AMVT@-:

2) v:A9°  PAVA o@D PG | 2) All traditional medicinal products shall be
hherhat A9 haao i enhat stored separately from chemicals and other
VAR TALE D T 8T, a7 PFT potential sources of contamination.
A0NVTF@:::

3) PAVA oy T 9°CAT (192.0°17E0T: | 3) The responsible person shall observe
0200015 23300+ 10 5ALTT applicable  safety requirements  during
MAom- Oo- PoloanITo- PRV storage, handling and transportation of
a1 4.CHT avhIC AAVTF@-:: traditional medicina products.

4) TFo-9° L LALNVTFo AG ¢-1Af- | 4) Deteriorated, expired, and damaged
CHT AN L0195 40 hAadeT products shall be stored separately from
PAVA & T CAT  TASTo- other traditional medicinal products until

avPavp {RAVT®::: disposal.
heA-020T PART-SIX
PANTSLELP ACIEPT ADMINISTRATIVE MEASURES
27.MFAL 27.General

1) In accordance with the Directive on
1) MAONTSLEP ACI°E  hoMP AS )

Administrative Measure Takin and
PPl APi-dAl avanl @ aow (s 9
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QAN R78 Pook NN A7 Complaint Handling, the Authority,
o L9° an.e nage AN S 80P depending on the severity of the violation,
ACIPEPT 7 PV POAT (440w POUA shall take one or more administrative
@ RPET AL AL measures on non-complying traditional
LTAN:: medicinal products manufacturer.

2) 9a~aMr Mfo- o-0r (110 QA | 2) The  Authority shall take appropriate
a @ IOCT T RICET e 9PN0 administrative measure on the manufacturer
PamPaoCe L.PL 07201701 L1 of traditional medicinal product is found to
ANA22ANE (1PN aols o9 L4 be non-complying with the requirement of
(LN avlB AL At TRCT OTY market authorization of a product introduced
T, AVTSLEP ACE A LAONL in the market and with the provisions
LTAN:: regarding packaging and labeling, and

content and disclosure information supplied
or declared to the Authority at the time of
initial licensing.

3) 9aANE- ANTHL6P ACY°%7 | 3) The Authority, when it has sufficient reason
Aao L0145 0+ N7 e A9 lo- to support administrative measure-taking,

NA9° LT - FPHD7 av(L.CT P990774
PQUA ol G NEPPrC OC

may seize and cause the disposal of non-

complying traditional medicinal product held
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Aot A LADTDL LTAA::

by manufacture.

28."1m7PE e NA @Nm T

28.Warning letter

1) IEm9°  PAOUA @Dl A9
0@ P4 NPT TN,
oanc ol 0U1e4AL oL
Pr7.eaCN avy QANANT AT
AN PO MNP Efe Admo-
LA

1) If the violation committed by any

manufacturer of traditional medicinal
product is not lead to suspension or
cancelation of the issued certificate of
competencies, the

Authority  shall

as  appropriate,
issue written warning

letter.

2) PAUA @@ 1 9°C h9°eT LCPE:

N-+amm- a7 P Ee ao(\ (T
ANdALm7 “0Thhe hagdl AacT
A0 N7 PAT 7 A8 L.4-P

ACI°E P17 QANANT LONSA::

2) If manufacturer of traditional medicinal
the corrective
the

product fails to take

action for violation indicated in

warning letter, the Authority shall take
administrative

other appropriate

measures.

29.004.F & av L&

29.Suspension of license

PIE®-9° PAYA @t PG RICT
n*g.a-ta-r N7 et A oy
QA2ANE QR oC Adh A7L8 Yoo

A’2LCO LW PN0NP T 01007 AL

If a manufacturer of traditional medicinal

product is found guilty of any of the following
reasons; the the

authority may suspend

cerificate of competency for a period of one
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.ﬂ?"\ﬁ\:-

1)

APPLE QRN CATEPRAT ®LY°
NPT PANm, 7 av- -7 [0 @-P-1:7
ATSL0ATong: PJ1L Qoo (O LAL
e RTRUPYE

APGE Navand“Fo-  VIT A
avN4.CAT aow T PAANA N
THMMNG PRPPC Ne®7 ATHLNAE
A7P4T hé.mdé.:

APPCE MMM PP PaT ool
O-ranA of9° 01091 hadedn ol 9
A5 owlE PPLN R8T

AL T 079 Ao~ (1A ov- ¢ P
0 L9 (I-FR9° SHMeT AT/we9° PN
AT  PLANANANT  L.PL PR
ATV AT

NIE 09 PRI A Rove RO AL F
ch? 026+ T @, 07775 @9
aA TR @00 AU ©LI ATL
Do) Wl G P PlPtmd ST A

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
from his/her

person practicing

profession/knowledge

If manufacturer fails to allow inspection
pursuant to  applicable laws and
requirements

the  manufacturer fails to  submit,

accurately or on time, or provides falsified
information requested by the Authority

the manufacturer fails to notify the
Authority of any change to professionals
or premises design and/or place without
approval; and

Any of the permanent professional the
manufacture is found

registered or

employed as a permanent staff in any
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other  facilty @ except where  dual

appointment is permitted by law.

30.4.2L nAavALN

30.Revocation of license

N1 o9 CAQUA & PCT hICeT
n*72.0-+a- N7 AT PEAT
avrr:aa»ant NPT L0010 P9CAnC
olP 7 070 AvAT hoot ANLH
LA

1) QANTSLC  AC&E  AoANLT AT
P& RPNl avanl @ aow /Al pOL:
PV PO A ovm A1

2) MMA»AMN W75 PaovC  NTéPRAT
°Cl w.h, O.CoClT N7 :

3) PMLF LFS AR Pe N8
Gav - avPavl @ RNt 170 oC L
@-NP AL LN PPl RIRPY:

4) eANFP T 7M. PICANC
N7 0CNC Pl

ol Pk

o G9° anlB

If a manufacturer of traditional medicinal

product is found gquilty 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 Administrative

directive on

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

annually renewed within three months

manufacturing permit is not
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09PN ey (AA RW1oT oL

from the start of the Ethiopian budget

C1T ATV year
4) Its certificate of competence is
proved to have been obtained
fraudlantly or by submitting false
information or through other illegal
manner.
31.¢02+ LA o L)) nnc oltt -
31.Return of Certificate of competency
NAavan(N -
certificate
1) If the cerificate of competence is revoked,
1) PP+ T, P9ANC @ldrt ) P

NAANANT Adh ovenlAo- DFALN:

suspended or not renewed periodically, the

nJg @ege Qb hasea Paua licenses granted to manufacture shall
eI PCT AL eham returned to the authority.
PAI ST 4.2 ANANANT  avav(N
A0

2) QAN NNl AvALTall | 2) If the authority believes the service s
ALIE o b owy ARG TowdT dangerous for the society and orders to
A7%.L477  aHn  eNFP T TN, return, the certificate of competence shall

PIeNNC ol AMANATNT  avapp

be returned to the authority.
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YIESE

hea -aa+
AR AR £7922F

PART-SEVEN
MISCELLANEOUS

32.P0VA LDyt PCET  INFod:
TCPA7 A W7 IACAT

32.Advertising, Promotion and Sponsorship of

Traditional medicinal products

1) a9 9Lyl
a5 AT
POZINCAT 0T
e-haha. TFo-:

¢-Taoli’ )] Qv
0P P AT
T 07

1) All kind of registered traditional medicinal

products  advertising,  promotion, and

sponsorship activities shall be prohibited.

2) QAP Pan 5yt CAHT N THPod:
TCEPT AT AZ7I0NC 7124
lov-A.  e-Thaha.  av7?  Porhtacr
LCUT AT NS 2P AT
e-haha. SFo-:

V. T Potf LS 7040
NAAT “TU0EP “25.0PT T10leT:
A, (&6 Zde® AT MNTIE PUINTPoEe
ATPOPALT  (TAfe  PUNAN aeA100,.0
N2 ao(l-17:
. PAQVA ool

av-(\.

o L9

PCHT 19 G ovG P

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
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TP LA

ao, PP PSH INTPOP:

w_ P9°CA A9 PPANT: 1L CANT:
AC™ @L9° 7L AT 0f9° AA PAVA
T PPCAT AR ooaf QLT hlaovSP
& IC AN LG ARTE 9477 PPY°

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
brand with

medicinal product

conventional/modern medicines in such

AL A@A- L TFANT oo 1L 1Pl a way that two are likely to be
associated or used for the same
purpose.

33.04 o-F UIC NAorah

33.Export

AMVA o037 9°CF QA»7ANT (oo lA
AIC 192.mPP@, aoQL.Cl avw/ll: hNé.A7,
PePL/RRPPC N1&TT7  AALLPT AGP
LTAN::

Depending on requirements of the country of
destination and mandate of the Authority, the

Authority may issue required regulatory

documents to exporters.

34.PAIANNCT DG P

34.Service fee

NHY avavl P avw/l- PRpPC  AIADNT
e amo- VI Ao POLLOTCT
LT CAIANT NP L7701 ¢1rC 370/2008

I°nc

Any person who is provided with regulatory
service under this directive may be required to

pay an applicable service fee as determined
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ao( o PRIADINT NG P LNGAA =

by Councils of ministers’ service fee regulation
No.370/2008.

35.?@@1&0)&#

35.Duty to cooperate

g m-g° POVA av 8257 9T
APl TR a3 oG PAN TRT1G QANNT
(Y avanl P aow /i CHAm: ALY T To77

Any concerned traditional medicinal products

manufacturer, government and private

institution and individual shall have the duty to

0-NF+ Rr%om V-A779° 0. AhAE | cooperate to assist all appropriate organs to
A CE T CavTO0C 1L, hAAWVTF@-:: effectively execute their responsibilities given in
accordance with this directive.
36. 14272 PAATO- VT _
36.Inapplicable laws
Oy  avang e ¢ P71LaM9° P75 ®-9° | Any directive, circular or customary practice

awanld PP NT LAN50 0LI° ATISP Awi-C
(Y ovavs g PPLONTT 8T
O-tavprt 1E.297 heAP79°::

a0

which is inconsistent with this directive may
not be applicable with respect to those matters

provided in this directive.

37.avav P PIASOT LI

37.Effective Date

LY avavdf (IFFY “LL0EC oo nn (1£:¢--
128 AL a7 E9°C PAT LUPGTA::

This directive shall enter into force on the date
it has been registered by the Ministry of

Justice and Uploaded on its website.
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247Mca
Pq SeontC

Heran Gerba
Director General

The Ethiopian Food and Drug Authority
PA XL I°NINGT DT QAANANT

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

Proaduct Registration and Licensing Directorate

Ethiopian Food, Medicine and Health Care Administration and Control Authorty

S/N | Title To be completed by the | Page number and/or

applicant annexes

7 Applicant

1.1.  Name
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1.2. Physical address including
street number, Telephone, e-mail

etc

1.3. Contac person in a company

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 efc

4.3. Contact person in a company

Details of the Product

5.1. Name of the Product (common

name and trade name)

5.2. Botanical Scientific Name

5.8. Part of the plant used (leaf,

root efc)

5.2. Physical appearance

5.3. Presentation

5.4. Container closure type
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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  registeredq,
restrictions on sale or distribution,

withdrawn from the market efc

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

as applicable)

8.1. Agency Agreement
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8.2. Certificate of TMP

8.3. GMP certificate if applicable

8.4. Summary of Product

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)

Declaration by Applicant

| 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
aduly authorized to represent (Applicant company)
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is correct and true, and reflects the total information available. | further certify that | have
examined the following statements and | attest fo their accuracy.

| further confirm that the information referred to in my application file is available for
verification. | also agree that | 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:

To be completed by Authority designated person

Date of Application

Remark
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