<. EFDA

1 QATTRE JUINS TSI NAMAM™

ETHIOPIAN FOOD & DRUG AUTHORITY

ChA%e °NNG ool T QAT
Ethiopian Food and Drug Authority

P @3 PP L.PL hOAMNP avavl @ :PC 963/2015
Medicine Marketing Authorization Directive No. 963/2023

Jvan 2015 %.9°.
December, 2022

A%0 ANz A T05P
Addis Ababa, Ethiopia



o). £

Preamble

Can 5407 PLiLUTIES LPATE 074917
AG PP 4P NovAm T CUANLTANT MG
amlP ~A0é.A PT Mooyl

WHEREAS, it is found necessary to ensure
quality, safety and efficacy of medicines; and
issuing marketing authorization so as to

protect and promote public health;

Can @5 417 UL L2 ANV POLLALAN
PCav  PiF2HIET A1ETT (ovpbl V2
o 27719 hNé.A1 (laoPyr:

WHEREAS, it is found necessary to provide

legal ground on preconditions and

documentsrequiredfor marketing

authorization of medicines;

QARG TmPET PO Pon DA P
4.3 L hOMP NCYT aollC T h0é.A71, (laoP 't

WHEREAS, it is found necessary to provide
a transparent and accountable medicine

marketing authorization system;

W1k Ol P 34T M0E Vs BT
AT ATLT UL LT w7 ool AT e 4P L
AGNP  ATIAAT  POLeNTA- NCYT
hANéAY T (oo 77 -1

av)l|C I

WHREAS, It is found necessary to facilitate
marketing authorization to improve access to
essential medicines and medicines for unmet

medical need in the country;

NooP'r9° N9°PN &G ol 51 ANTSSC APP:
&rC 1112/2011 R7PX 71(2) avOél LY avavl, @
orLA::

NOW, THEREFORE, in accordance with
Article 71(2) of Food
Administration Proclamation No. 1112/2019,

and Medicine

it is hereby this directive is issued.

NEARTE Part One
mePaa
General
1. APC Con 1. Short Title
ey oaoanl P “Canl:yq MNP 4P hAMe | This directive may be cited as “Medicine
avavld @ $pC 963/2015” A A.mPO LTAA:: Marketing  Authorization Directive  No.
963/2023
2. 1TCA72 2. Definition




(INY ovavl -1

In this directive:

1) “QanAN7? 0T Ch 50 9°9(5 | 1) “Authority” means the Ethiopian Food
o &5 QAOANT “T0T 1, : and Drug Authority.

2) “Lag-aeBhA ool T80T Ve AAF@- | 2) “Biological products” means products
NCerT wnr 10T PP TVPNeT: that are large and complex molecules
NAZ0A0T AT 0APT VPAT N0¢--EhTAE produced through biotechnology in a
He, P Py avld -l hhelhA PANEA living system, such as a microorganism,
a2 ARAGTAAPE 0Nl ARG plant cell, or animal cell, and are often
A AT POAM ANEIS PUT CHT G Fa,: more difficult to characterize than small

LU NIFWT: PHL-amA  auml PO molecule drugs. This includes vaccine,
@ eI POPACENA ERTAE a.ml rDNA derived product or biological
U RIRAFATIACT AT ool 45 technology product such as biosimilar
BTG 1 and other products.

3) “ZALe Pyt CT "0t Péek | 3) “Comparator  product”  means  an
PO AT LV7rEk MNP AL ¢14.21m innovator or a genric pharmaceutical
PL.ME wPLI® PATIN NY° CLH a3yl AT product whose quality, efficacy and
AR AMLAT QA Al 9P oo @y R safety has been established, and which is
P LAIDT  PLTIAPHTT ARG LU used as reference to ensure the quality,
A L.Col NI AT @, ATV P efficacy and safety of other multisource
AIRMandhL e PULeININ avfpyd mpd- | Product
1,::

4) “horhn PALLA” 0T ATTE PCAR PAm, | 4) “Chemical molecule” means an Active
Pav @1 1Pl TIC AV PAGS P88 pharmaceutical ingredient which has
LUV oo T ARG AT ATIR ST small molecular size and includes
PoLmPI®T NINAT COPAAA:: ingredients used for oral and skin care

products, disinfectant and antiseptic.

5) “4.Mm7  PY9PHIN VLT “lat PLeye | 5) “Fast Track Procedure” means a
A“LOANTF@, PUNN MG AT AL registration procedure established by the
AT e LPE o pAnF Py authority for priority review of marketing




PLay e paonm-t NMAONANT C-FHELD P9°N10
NCY T 10T 1a.::

authorization applications of medicines

for priority public health concern.

6) “ChwiC avanl @ TN (NAAAATT avOl P | 6) “Guideline’means a  document that
(1% P A T Y S | 3 Ao C:757 F gop0 describes the detail technical
POy CIANA HCHC EhLYA oond.Cl el requirements for medicines registration.
N7 1,

7) “Cren a3 TN QAN 90rerr | 7) “Generic medicine” means multisource
@Y AT NTIRACE  av S I pharmaceutical product which is intended
ANA  AIAINT AL AFLaA A0 to be interchangeable with the
POyl @Sl MAT han:: (LY comparator product. In this directive,
wavd P NP EneN oL A QA "generic medicine” and "multisource
oy opp " Jaman e, G medicine" shall have the same meaning.
LG ET RN

8) “ha 1% am e’ 0T  (TaoliMl  PAPA-T | 8) “Major variation” mean variation to the
Pan @5 9°Cl AL 978477 AT OU7 registered finished pharmaceutical
P @57k AmPAL Pl LPATE  AS product that has major effect on the
LUTT AL THOT PAM. AP TINT ta,:: overall quality, safety and efficacy of the

finished pharmaceutical product.

9) “NALP PULLNLAND, AINVTE  A@m 70T | 9) “Minor variation that requires prior
O-tavlill  PAPAT Paovl:Ddyl 9°CT AL approval” means variation to the
P L. AT A7 NowCyd  9°CT registered  finished  pharmaceutical

AFAL  PLAAPUTT ARG LUTIT AL
A0S @f9° 9190 28T TROT PAA.
AT 0T ra.:: LV Aot Do 14T
NAANANFooZ b ROANT::

product that have minimal or no effects
on the overall quality, safety and efficacy
of finished pharmaceutical product.This
variation shall be approved by the

authoritybefore implementation.

10)“A &P P eNLANw, A10TE A@ P “10-T

O-teol 1l PAPAT ConlDyl 9°CT AL
P24 RIS A@ Tt AT NowfDiqd:
PGt AmFPAL PLTRPUTT ARG LUTYE

10)“Minor  variation that requires
notification” means variation to the
registered pharmaceutical ~ finished

productthat has no effects on the overall




AL 9790 9L AT PAAM. A@.T “IAT
£y PO, QAOADNT
a0 60T NP NF LPTA::

10,:: Ao, T

quality, safety and efficacy of finished
This
variationshall be implemented by notifing

pharmaceutical product.

the authority.

1)L 4. 2L aaA0 T “74-1 (hov- DQOAAANr
ee 4L CHamaaam, OV 4.9
CTAmOT7 U2 en M0e  Ae
NAav$e-1: Pl AT VALTT Pol.00L

T, ::

11)“Marketing Authorization Holder” means
a person by whose name the marketing
authorization has been grantedand is
responsible to monitor compliance with
the conditions accepted during marketing

authorization.

12)“eadtat Poole i °CT TNt TIF .90
PP 4P TavpnhF PPLOAT AT/0LI
e 4P ramm, ol A7
PAP-A BN a3 AT7 LeI°eA

12)“Finished pharmaceutical product”means

medicines which include biological

products and for which marketing
authorization application have been made

and/or granted.

13)“Pan &5 9°C1” 10T Novghlim- oo @Y
amPANT  I°C  NU-A9°  PI°CT
LLEPT o-Or PAL. Pawld I°CT V0T

NP

13) “Pharmaceutical product” means defined
as the medicinal product that has
undergone all stages of production,

including packaging in its final container.

T0-::
14)“Padat  Ponfdy Al 9°CT M0 TNt
P Q3L PCT PPN eLCA

NA?7A1: HLIMm PULAT U0 4P L .

14) “Finished  pharmaceutical product
registration” means marketing
authorization granted to  finished

pharmaceutical productafter ensuring the

fulfilment of registration requirements.

15)“h“%0 Pav &5y - 9°C1 10T Ghv7 (T
NNAAADE -F19°9° 2P 4.2 PATAma-
Pam 5y TPl TIC PPH TS o
Pav &5y 9°CT A7 A%.0 (émé M7
®L79° 10C w3t VT (A4%0 ovdh AAA
VNI°ST AT4.m0 PPLN AT LTAA::

15)“New Medicine” means any finished
finished

pharmaceutical ingredients that has not

product containing active
been evaluated and approved by the
authority before, and it may be a new
invention or an existing medicine that can
be used in a new form for another

therapeutic indication.




16)“A4N Pam 57T 1PL-11C" TI0T DY PLI°
N5 m9° CAPAT av@55 1 AL AL 4.PH

16)*“New Active Pharmaceutical Ingredient”

means an  active  pharmaceutical

Pan 025y TP AR50 2.0 ingredient that has not been registered in

eataoln ha,: any finished pharmaceutical product for
the Ethiopian market.

17)“m70e Feame AANANTY  TI0T  m70eé- | 17)“Stringent Regulatory Authority (SRA)”?

PRPPC ACYT AdTo, Faw, N0AOANDT
FPALY T LT PANT VLT Can iy
TSNS A9AT AT Yo,

mean regulatory authorities which are
recognized as a
Authority.

stringent by the

18) “D-HA-1" a4t ARIL OO TAAd oL

18) “Vaccine” means a biological preparation

ALI1E Nt PavhAhdA  AP9°7 o247 that provides active acquired immunity to

0P-AZ P HIPF TI0F Y- a particular infectious or malignant
disease.

19)"Q¢-A.2AC"  “01  h*IM+d G ¢ | 19) “Biosimilar” means a biological medical

Nmg° Fawda e, PPT ARG 9°I9°  HNLhP product that is highly similar to and has

TCHP® PAm- ALY hAae- h&VT7Y T :
07005 AS DALY (U711 AT o-mJ-"1rT)
IC PolavdAA O¢-0E 0P Cov 1 9°CT

Y-

no clinically meaningful differences in
terms of safety, purity, and potency
and from a

(safety effectiveness)

reference product.

20)"4-CUNEL" TInT (ATE UIC 0L9° hAA
PPy AL av O A7
PaavllGF DT AT PPl HNCHETT (V)P
a1 POl LN o

o-Op Lo A-

20) “Pharmacopeia” mean a legally binding
collection of standards and quality
specifications for medicines used in a

country or region

21)“oh.&” “M0t (W27 ool NMNEe 4.
aALT ARG T H5CT7 A7%e0So 70T
V2 ao(l-t Po-nAGS OAM7 PHamo (-

To-:

21)“Agent” means aperson authorized by
marketing authorization holder by law to

carry out matters on his behalf.

22)RPE WAL PIPNNG 1T ANTSEC
APE £PC 1112/2011 t1a.: -

Food
Medicine Adminstration Proclamation
No 1112/2019.

22) “Proclamation”  means and




23)0APE. ArbAx (2) TCr9° OTANF@, PALTT
PYALR +4.27
LTLTPA::

(v avavd, CJ°

23) Definitions provided under article (2) of
the proclamation shall be applicable to
this directive.

24) Ao’ YAt CHELPCE Ao wl9° V2 LOhw-7T
ao) P Amm- ANA 1o

24)“Person” means a natural or juridical

person.

25) 75 w90 @78 R C1MAAe- POT79° 2D
[ NN AT ATARE

25)Any expression in masculine gender

includes the feminine.

3. P14.270+ o077

3. Scope

avanl @ (WIC @0 Colavlek9° P
has> VIC 29210 Pheorha oo @54
TS AN aaeEhA oo DA
PPLan LT MNP L.IL 0LAT ATLU9
PAam-r °NH10 AL T4.37) LPTA::

1) £v

1) This directive shall be applicable on new

marketing authorization, renewal of

product license and registration of

variation  applications of modern

medicines, vaccine and other biological
manufactured

medicines locally or

imported from abroad.

hea v-at

PP LFPL AaTTP

Part Two

Marketing Authorization principle

4. mPaA

4. General

1) (HY NANANT (AR U3
adeL  N0PC  MIE@9 hooAWT
AP LPE Pavplrtat Coofdt ICT
AP N7IPA N4t &L 15T hall Tl ::

anand'?

1) Unless exempted under this directive,
any applicant who applies for marketing
authorization of medicines shall receive
the certificate for the products under
consideration before placing it on the

market.

2) PPLan P LPL PRPPC ooNLCAT AT
PaoDT A1 V1@, TAPT KIL
Pav 51 9°ClT ALl QUCL AT AMS

2) The rigor of regulatory requirement and
shall  be

commensurate with the product’s type,

assessment of medicine

nature, and potential inherent risk to




Natm, N2 F ATAC LUPGA::

human health.

3) ARTE Pam@A PCT RIS AT 3) The Authority shall not accept more than
hATC  MandhF (4L PUrbCA PU0E one application for registrationof one
product manufactured by the same
L.P L TeE NQaOA Nt AT
manufacturer.
heTla9®::
4 Y  AIPE 3040 RIPR 00d (3) 4) Notwithstanding to sub-article (3) of
. thi ticle, th tricti hall not
LI, A7 TP S A LTS 200 15 article, the Testriction shafl o
applicable for product manufactured
4.2L AT e-Hafet avr N-FR77-1: avhnA S
with different brand names on the base
0°7.9°C Pw.A O9°9°r - Polavl-l: 10 LL
. of an agreement made between
Crre-ng eatat et SCET manufacturer and product license
A9 holder provided that they are different
institutions.
5) MIEMm I Paw @l PULE 4L Rawp T 5 Any  applicant  for marketing
PIOUNN 18T P TANT oLy authorization shall appoint pharmacy
professional to follow the registration
OAov- ¢ avav@-Al halT::
process.
6) hamahil: ey a1 W LT 6) An applicant for marketing
authorization  shall ~ submit  the

N5 e 4.9 TaomphhFa., (1L
IC T1PLAN AT
V.LN°LTF FRove PavpgC haw i ol
nCo NA“77A1: P04
N%.avl-H0F VIC HHSTNE AAOANT
PHAm  wCHLLTIATS)Y9® AR
ANLALTE (A VIC T EMa
ADANANT P HOm wCTehT:
APyl 9°CHE: (ol VIC
1.9 A0 NaaoPA. £oLeLINT
wCHER T A7T09° R hNdALYE:

following certificates together with the

dossier:

i. GMP compliance certificate of the
productmanufacturing siteissued by
country of origin and as necessary
by the regulatory authorities in
countries other than country of
origin.

ii. Certificate that indicate the

medicine is marketed in country of

and as

origin necessary,




NAA VIC PPI° A7%9m.0 OAavd. P 8.
Py CavAf) w(Ceh T

certificate(s) showing the medicine
is marketed in countries other than

country of origin.

7) QLY A7PA 100 RIPR 6 aowldt
P PC  wCTLLT  AeoAWE 0
4.2L MavhhF w7 AMAAANE O.LN10 LI
LANL VT, aoV7 RADVTF@,::

7) The certificates indicate in sub-article 6

of this article as a part of dossier

application shall be valid at a time of

submission to the Authority.

5. Pyt PP 4L TQaopAhF

5. Medicine Marketing authorization

application

1) 759> ConC:3 T I°CT PP LPL

MaopnF wy L

v. ?P1+Clo-  QAAANDTE (177 oM,
ANEE QAo oPIP CowlT
U PANGC  avavldP (DLLCALT)
ol a7 hAOT:

A, AR PoelDyt CE 98Tt

NNAAAN: CRPPC avls ol ACY T
A F o077 AT

A, (ALY ATPX 00 ATPA 1(A)
PN, AT&tTmld T OkPrC
anl  avlAl NCYT A oD
NPLN NLFANT oPT QAN
Nwld T +8 ¢24CH+ “QavnnF 2T
APAA LTAA:

oo, PU1PCOa NATIANHE ©L9I° MATICT
L7 a7 hA:

w_ (Y RIPAZ T00 ATPR 1(ow):
eI, AT TmOd YT NP
01e ey Crodr 418 hEA

1) Any application dossier for Medicine

marketing authorization shall be:

Submitted as per the relevant and

current  medicine  registration

guideline of the Authority.

. Submitted only through electronic

regulatory information system of
the Authority as per the type of
product.

Notwithstanding to sub-article 1(ii)
of this article, the Authority may

accept hard copy application dossier

under a conditions in which
submitions  through  electronic
regulatory information system is not
possible.
made in English or Amharic
languages

Notwithstanding of sub-article 1(iv)
of this article, if some section of the

document are prepared in a foreign




NATIANE 0L9° WATICT 272 w.on,

language other than English

awy aa $7% ¢34 Wr  woO?P language, an official English or
PATICE  @L9°  PRIIANG P Amharic  translation of such
FCHI° IC awPiAl R : document bearing official stamps of
the translator shall be presented.
o) MY AIPE 100 RIbE (1) awldt 2) The application dossier submitted as per
el PTaAhF  whe  Qhaweyk sub-article 1 of this article shall include
adequate study evidence on product
PRV AP 0k PGP _ _
quality, safety and efficacy.
TINCELTT av N AT
3) Mew@3yd CT PUE 4LFPE TavphdF 3) The trade name of the product described

.0 CLPCA Cav &3 CT P a9e
PowPant P wPY° Povenld0 PO LLAT
ATC%Pe Nt +L£9° htoolll ooyt
IC avavdAN PANTI°:

in marketing authorization application
shall not be identical with the first or the
last three letters of any trade name of the

registered product in Ethiopia.

6. i’lthl\ﬁ‘ ag° I+

6. Agency Agreement

1) WIE@r @, WSS e L 1) Any person shall not apply marketing
AALT PONAG AFFYT AT Pangyi authorization application unless duly
authorized by product marketing
PO POEPTT TPl ALTAI:: o
authorization holder.
2) QANAMY Mm@ OPT  CONE 2) The authority may accept third party
011 PONAS ATl APOA LA : agency agreement during medicine
registration.
3) MY AIPE  HOD RIPER 2 aewldt 3) The agency agreement submitted

PPCO P NAT O9°°T NP L
aaA0t AT 00HS o177 oohhd P40
AT5.0° NOOTTE o177 WIC 00T ohA
aoid LT VIP AP TETT T

described in sub-article 2 of this article
shall contain an agreement between
marketing authorization license holder
and third party; and between the third

party and local agent.




A0

4) e 4P AL AG  ONEE @17 4) An agreement made between marketing

o PU1RLNm. Pa.NAS AR
0N, 017 Po.nAT 09T AVIC
aNT ohdA ohAT oodm ATLUUTA
Mao AANT::

authorization license holder and third
party shall indicate the third part has
autirity to make an agreement with the

local agent in Ethiopia.

5) Any person who can apply medicine
5) IE @19 Pav 051 £0.¢ LI

Ao AN &G PPN 15177 AovJ-TA
PoyFam- NP 4.9L QAT

marketing authorization and follow up

the registration status shall be:

i. Local Scintific Office of product

V. 01C @07 1900 to, A7 (.C 09 license holder or
ii. Legally authorized licensed
A. UVIP oG PTHame. PUIC  a.O0T medicine importer or
Pav &3t hhoven, @L9° iii. Legally authorized Medicine

consultancy office
d. VIP o-nAT PTamm, Cov 5t hATTN6

e

7. PavavCavl P HEPT 7. Methods of analysis

1) The information on medicine and active
1) ol 9°CT P9°HIN “PovAnT A1L:

a.0r 20t oSS Con Dk
TPLTIC oolE ANAADTE b PG MO T ar product registration application shall
GCMLLePT WG CPLT RLEPT aow (it comply with officially recognized

pharmaceutical ingredient submitted as a

part of the finished pharmaceutical

£LLY ooy WANT:: pharmacopeia and quality standards.

2) Notwithstanding of sub-article 1 of this
2) AW A7PZ 700 ATPA (1) CTLNa.

A1t VY PR Pon Dk
TP L8 a0AaNT M+ o, with recognized pharmacopeia and
“COMTEPT ClmbO PG AovAWE 4007 applicant wants to use his own in house
PoPCand- N8, P2l OVt Ctamdovm, standard methods of analysis, an

article, if the medicine and active

pharmaceutical ingredient are official




PICavis N8 NE-CTINE . DO, AF
PICond- NL IC (.70 avdd e, 4%
LA, a7 o Peaval “14.9190 “1PLA
ANNT:

applicant shall submit evidence data that
show the in house method adopted is at
least equivalent with pharmacopeial

method.

3)

MY A7P& 700 A7PE (1) LMo,
ATLFm0P T PG Pan Dk
TPl 7IC AANA N -+ F,
GCNLPePT PATIT BT AT PRICET
®L9° PAA KA PPl REIBPTT ARG
PICavis NPT AmPY® L7AA::

3)

Notwithstanding of sub-article 1 of this
article, if the medicine and active
pharmaceutical ingredient are not
official with recognized pharmacopeia,
quality standards and methods of
manufacturer or other organizations

may be acceptable.

8. NALYT T11RR6° 71l 1IC

8. Reference standards

1)

A“NIZ26P  PPI° AL Plm-A  “VIF@-9°

1) The reference standard or material used
Cav €3l RRELe TPL TIC AANAMTE for comparison purpose shall be
PNV 7 209° 9P& 4-CUINLLPT IC consistent with the Authority recognized
aoa)mge hAN-F:: international pharmacopeias.

2) Pem&Hu T TNIRAGE FPL TIC QMDA 2) If the reference standard or material
CrPNT@T 909 9PE SCTINTePT does not exist in the Authority
NP PTETY WP AI°LE haow 5y 1vd recognized international pharmacopeias,
TIC 71N PNIARE e Tl IC A PHDI B manufacturer can prepare reference from
CAA active pharmaceutical ingredient by

introducing  additional  purification
procedure.

3) My A¥P& 30-0 A3PER (1) CTLITI. 3) Notwithstanding of sub-article 1 of this

A7 BT Pyl AR 0T

article, finished product manufacturer

PIRACe il IC RNDE aomdd can prepare and use secondary reference
LTAA:: standards or material.
heA 7ot Part Three




NARLON a5t PP L.PL TlamhhF

New Medicine Marketing

Authorization Application

9. PMmAWF LHT 9. Content of Application
1) P NP LFPE WavphF 1L 1) The content of the medicine market
keti thorizati lication shall
et 090K 050 vide PTRL. U marketing authorization application sha
be written in a clearly legible manner
¢y hka NMAOANE  QARPaS _
and the order shall be according to the
Moo 37T N1 HCHC PhOG-C avavd @ . : :
modules indicated in the respective
(A I
@At (tavabta. TEA oowlt wa@fd medicine registration guidelines of the
AAMt:: Authority.
o) Iy Wibx 00 AIPR (1) PTLIMI. 2) Notwithstanding of sub-article 1 of this
article, depend of type and nature of the
AT VT RIRaw el SeVG QU P yP
product the mandatory and non-
AN PP PTILUT PEAT ol _ _
i . - mandatory modules, or the information
Lntk oo i NAAN aol P (IMNCNC
d @ that the modules must contain, shall be
PAOGC avant f E1.007T LUTA:: determined by guideline issued for this
purpose.
3) WIE@g KGN Pav ey oI PavahS 3) The content of any new medicine
A18 LI NAGee Sl hoPhA® 078 PG registration application dossier shall
include the active pharmaceutical
Phavid s Pre RPPC PTTRTL)I° _ _ _ o
" ’ . T hah ingredient's chemical characterization
78 N8 1 T, CPLov LOAT .
. @ Al study, manufacturing and control (CMC)
PN LA PGRTT T AANT:: - -
and as necessary preclinical and clinical
studies.
4) MY KiPx 00 RIPE (3) CELYTIT 4) The applicability of provisions of sub

AR 0L9° AXT PAP-AcBhA HhT AR
o.m 1 PP @I AL eATa,
1427 IR IAE  EPCP  AWe
U320 o0t P00 LUPTA::

article 3 of this article for vaccines or
other medicines manufactured with
biological  technology  shall be
determined according to the nature of

the products.




5)

For a finished product manufactured

5) fadta-l Cowl:iyql: 9°CT (NTALE PP 706
o Poand WU DAALISTS TG with multiple strengths, a document
containing information about each
oom7 ol PPH N1L (R7L TovinF ) )
strength can be submitted in one
NPl LTAN:: o
application.
6) eadat a8l go (- 1002 6) For a finished product with multiple
container closure systems, the amount of
MUV PTF COLINN WP NALTSTS 1090 Y
medicine individual container contains
a.NT NA“L T, Pov 5T oom7S AN _ _ _
and other information shall be provided
a (BEDF avdloA AAVTFm,::
for each package.
7y @¥6  AA owaa oo(p0en  hadAT 7) For a finished product supplied with
am el POCE 9C PUrbCA Ty QALY water and other reconstitution diluents
(s), a document containing sufficient
P CAT PeTT LUTF (€ aolE P PH 01 _ _ _
3 AN information about the quality and safety
&N A E::
“ of these products shall be provided in
the application.
8) U-ATG TP 0AL PAPAT Pow gyt 8) If two or more finished
harmaceuticalproducts are co-packed in
PCET OATL P01 @0 Pl hry P HHcalprocy packed
one package, evidence of quality, safety
AALT TS ao 05T PLT RV TS _
and efficacy of each drug shall be
PN T "INLE aw 5y 1 9°HI0 “1avi\nF . . . L
provided in the medicine registration
07 0P oodPlA AANT:: . .
application dossier.
9) W78 Pam@LT FPL YIC UT (TALR 9) If the same active pharmaceutical

LaPAT Pl 9OCT LT PN P
avrr af78%% PaPaT Lol 9OCHT
9L 07 PFA PPN “PevihF 1L
avP oA RN

ingredient manufactured in different
dosage forms of the finished products, a
separate dossier is required for each

finished product.

10. MA@ L5 T1d 1MC

10. Active Pharmaceutical Ingredient

1)

SONPEPrT CAAT@T Pam 5yl TPL-TIC

1)

Non-confidential information on the




o lBPF ov.p. (lov-A. (19%avplita, 00
4.FC MavADT 1L PPEA .0 avdlAl

active pharmaceutical ingredient shall be

provided in the relevant module of the

AADTFa@,:: marketing  authorization  application
dossier.
o) IANAMT  A.mPP  Pawedyd:  FPLYIC 2) When requested by the authority, the
owner of the active pharmaceutical
WA POTEe @ lEPFT e " Ve P o
ingredientsshall ~ send  confidential
AQANA N avAj) LYCOT A ATL ) ) _ _
information directly to the authority. If
ANALTEI®:  RI°CE h™M1avdhnF o, DIC .
necessary, the manufacturer shall submit
Pon COWETITLTIC AP REAT a letter of access with the application to
AV CUTANTT PonSlN LS50, AE access the closed part of the active
TP AT pharmaceutical ingredient.
3) Wi Paw@ILT ITLrIC PG, 3) If the active pharmaceutical ingredient is
supplied from different factories, the
DTALE 4GP DY DePS78 4-01ch PP
information of the active pharmaceutical
e a5 TPLTIC anl P _ _ _
ingredient obtained from each factory
Navpirtw, e 4.PL TMamAF 1L . :
shall be submitted separately in the
L\ D 7| H
TEA @0t (TTmA avdlAl T, relevant module of market authorization
application.
4) W1&  Powe3YAd CT hRTE AL 4) If a product contains more than one
ti h tical ingredient,
Can @5y 1rl-TIC PN O QAR LTS TS active  pharmaceutica ngredien
information  about  each  active
oo 857 TPL-TIC oolEPT (19ovaliTa, _ _ _
pharmaceutical ingredient shall be
e 4L TewARF A1L PPEA a.NT . .
submitted separately in the relevant
1T mA Pl AAVTFa,:: o
module of market authorization
application.
5) Y ArPa 300 AIPR (4) P, 5) Notwithstanding of sub-article 4 of this

A7%Tald T ATLICITT: ATI0LTT
AT A“LThONET AT oo AH PGS 7Pl
IC PPH w3 T RadAWE 0dTS
CRUTT N2 PANT@? PG Con&yt

article, if the medicine containing many
vitamins, amino acids and

othet

minerals,
similar active pharmaceutical
ingredients, the applicant can select the

active pharmaceutical ingredients that




TPL-VICT  aoCm avlEPET AmGPC

DPplAl LTAN::

are important and have safety concerns,

and submite the compile data for those

ingredents.
6) Y AIPa 00 AibR (5) P41, 6) Notwithstanding of sub-article 5 of this
AP UE R WE  eadel 1IC article, when deems necessary, the
authority may request to submit active
27 QANANE ANLAY 10, N A0 Fa, _ _ ) ) )
. ” v pharamceutical ingredient information
Lo 57, PG T1Me-TIC av/, . : .
7 @ for ingredient(s) not been submitted by
TmGTPC ATLPCAN AP LTAA:: the applicant.
7) The documentation of any active

7) PV @90 PG Pawt IPL-TIC A1 e
Pt ATT o lBEPT LR oo 1T Al

V. Cam@3yt PG TPL-TIC 71906 LT
@O TNT 0794 (17T RS
NANété 9°Cand: DT TET @b
POLAGTT  IPC PO AR QYO

AL ARG DALY

A, ALY TTPLAT4 0P%:  1herhAPs
LHLNAP Qe AMoP PHLLT PTG

m.m-r::

PPA. MGFT NHCHC AG
PPANT

h. (PP9° AL
ng°cCt+ 1% oar PPy AL
,?,d?:::

av, Pl TP Phooldldot LT
L9 FhtA NOAR G TIE6 P
POVl AT OAhov sl L&k AT
TN PG

w01l MTNYET AT Nhovldot 1.0
Ad.mé NA“LTA  09e  evr ANT

pharmaceutical ingredient shall contain
the following information:

a)The
responsibilities of facilities involved in

names, addresses and
the process of manufacturing the active

pharmaceutical ingredient including
packaging and laboratory testing and
those contracted.

b) Results of studies conducted to
know the nature, chemical and physical
properties of the active pharmaceutical
ingredent.

c)List of inputs used and the order in

which they are used in the production

process.
d) Flow diagram of the synthetic
process(es),  sequential  procedural

narrative of the manufacturing process
of the active pharmaceutical ingredient
and process validation

e)Studies conducted on the freedom of
impurities arising form raw materials

used in the manufacture process and




o720 TS AAANLAL PST 1R NAooPr-
2L PG

b Cw@Dyd: TPLTIC HCHC  PPet
aN4.CHT: PPeT  9PComd- HE ARG
P Cand. HE&m-  FRRNYTT 14019,
PGCET AT PAT Pl I°Comds @.mA::
PorPCNw- Paf JeCan(.- o-m-l-
AMCANTATA AT AAIADNT TTNEL L
PGl AL PPA AFT AL PT0d- PIPCand.
oM T a7 hdll::

. N°2pblm, DAL PARY 75 4.677 Phaw-
PG Pl ITL-TIC 4Gl RS
Prel IPComd ACTLOT hoof Dyt
TPLTIC RPPETS hew&Di - G
VAT E

other  polluting  chemicals and
unnecessary residues arised during
production process.

f) The specification(s), analytical
procedures used for testing, method
validation, batch analysis certificates,
and batch analyses results for the drug
substance(s). The batch analysis
submitted shall be for the baches used
clinical and stability study.

9) The active pharmaceutical
ingredient specifications and certificate
of analysis shall be signed and dated by
the responsible person of respective
active pharmaceutical ingredient and

finished product manufacturers.

8) MW A7rPx 7700 Rita(7) ¢t
PRPPC  lEPT NAANANE  PALTT
1T 909° 9Pe  ALCAT IC avayaye
A0NDVTFa@,::

8) The control information mentioned in
sub-article 7 of this article shall be in
accordance with with the international

standards accepted by the authority.

9) PAT-ABNA @@ yd TPL-TICE CTPL-T4
go7errs HANCT hPOIATIIl T RIANNCT
AL PPA®m QO HC aolE ANV PTHIE@7
a0 L.CT oo AT AT ::

9) The information on the active ingredient
of the biological product, the source of
the active substance, the carrier cell, and
the vector used for production shall meet
the criteria set in the developed

guideline for this purpose.

1. 0A@@ &5+ °CH+

11. Finished product

1) Caow @y 9°ClT  M9°lT 1T anr

1) Names, addresses and responsibilities of

institutions involved in the manufacturing,




0N“9°4-1: 077097 0ANEAE I°Cavd
007 tét o 2700417 n9°C ¢tAaT4-
AR APPIAL LT AT DALY NCHC
aop Al ANNT::

packaging and laboratory testing of

pharmaceutical products including

contactors, if any, shall be provided.

D) PAPAT Paw@dLl POCA: baoC: LY 2) Description and composition of the
et RIC  PMeCh  adS  ewaa finished product including description of
the dosage form; composition of the
Paoo €50 1: an(1p(148), Aq 07,0
dosage form; description of accompanying
av QB P T P loAl AdVTFa,:: o _
reconstitution diluent(s) and type of
container and closure used for the dosage
form and accompanying reconstitution
diluent, if applicable, shall be provided.
3) Me AL PUPCD- F°CT AT PPA. 3) The final batch formula of the finished
PT b OMawahFe, 1L @ product including a list of all components
of the dosage form to be used in the
aA\Z PANT VS POT Povs. CALTS 7877
manufacturing process, their amounts on a
MPN% T oom75 PoLL7AT PP LLE ) )
per batch basis, overages if used, a
< £y c . .
REEROP fenRDut e N Pavavs reference to their quality standards and the
anrhie  hae. AT AaMe PeLendT proposed batch size(s) of the product
Poo &30 PCT PRIL OF aomT oo )R manufactured for supply to the Ethiopian
ANT:: market shall be declared.
4) New@dLT PCT PTPLT 1T PICH: 4) Flow diagram and narrative description of

Phooldot 12T 0T N0AR AT C1Lk

manufacturing process of the finished

product, including equipment used in each

PRLE (RLE NHCHC “PNE6P AT
processing steps with their type and
NAL757577 LLE RIANNT AL PPA. i )
working capacity, process parameters
L ePT GeYTT PTIPLT hdo .
shall be provided.
K00 an ) A-| NAND T, P7.L:
avN4.CHT 7100 AT ::
5) Peam eyt go paygo it v 8T 5) Manufacturing process validation protocol




THNAT T AT WIANCT AL PPA
PPG T TCEHhA AT S7CT apdlA)
AN

and report that ensure the accuracy of the

finished product manufacturing process

shall be provided.

6) nafAPAt Pam Syt CT PPt RPPC
ol (lhavAh-T:

v. fadat CoolDyt Gl oL P
hooadd (1415 e AL (19960 $07
N4t LAt @ALCAT FHCHLm,
ey ooqivtm, A& AL$ avPlAl halT::

A, AAPAT Con DT °C T PI°Covd
HE2T N9°W10 0P+ oPlAl AAVTFa:
Ty PPl P9°Conid. HE AANAMNT
nrPNAVFm,  P4CMTEe  LLEPT  acp
arr AaThhaS 13T, 29104907 P1e-T

C7°C avp ANl WAV

. PAPAT Paw 37 9OCT AT 9PComd-
C7°CT NNyl P rG: Povpf RPCe
POt PY°ClT aom}G Clavldet P77 RS
PAIAIN T “PNRe P77 av N AANT::

6) Regarding the quality control information

of the finished product

The requirements of the finished
product that must be met before the
drug product is released to the market
and during its time on the market
shall
concerned officer and submitted.

The test methods of the finished

be listed, approved by the

product shall be submitted at the time
of registration, but if the proposed
test method is outside the
pharmacopoeia officially recognized
by the authority, a method validation
study report shall be submitted to
confirm its validity.

The batch analysis report of the
finished product shall contain product
strength, batch number, batch size

dates of manufacture and expiry.

12. W@ &3+ 11 MIC @5 (oot T99°¢T
721 @OT TP’ AL N Yaoh T
7T MICT

12. Excipients used in the manufacture

of finished pharmaceutical product

1) how&d 1t 17 TIC o8 OavlDT
gl Y.t o-0r PPIC AL NA“La.A-
Ten9¢ Tl MICT PPt RPrC

PPCOw, “10E-6° PULOTANT aolEPT

1) The control of the excipients used in the

finished product manufacturing process

shall include the following information:




911 A0

(E D AF  Aeh,ovde
PoLTAATT: QAPA T PCT waT AJR
CLTAAT  PNAERT  I°C V0TI
N 8501 1rd MIC @ PA- MN9AT
AT AAAVFm,  @NLCHT AR
ANNT:

v. Otoa'r .\’

A. PPet PPCavde NL: PI°Cavde ACTHENT
AT AT ANLALTE NA9Covd HE .
TAnaT Tt 710090, aoPl AANT::

. TR Il TICE AN PR A
0 we9° Tah, WATa, MNYTT P04
N ha7a041 of de. AAANS horTa
MA32F 19 QAP TEm, “14.91% avdliA
AN :

PNE GA9° RO AP TTo-7
0l79° hw PR N>yt "9l
PPI° AL AA@PAT@, T2 avdlA
A0NE::

av,

a) Specifications of all excipeints
including those that may not be added
to every batch and those that do not
the finished

shall be

appear in final

pharmaceutical product
specified.
b) Analytical

analysis and as necessary analytical

method, certificate of
method validation report shall be
provided.

c) For these excipients from animal
origin, a letter of attestation shall be
provided confirming that the excipients
used to manufacture the finished
product are without risk of transmitting
agents of animal  spongiform
encephalopathies.

d) A statement confirming that no novel
excipients or confirmation that the
excipients were employed in the

manufacture of the finished product

shall be included.

13. 00 LD T TPl TIC PHRU9° 9°Covld- RS

13. Re-test of active pharmaceutical

aafadAT Pav =5y goCt Pp LI ingredient and shelf life of finished
ANANNT L1 pharmaceutical product:
1) N9awAhF o, a0 AN AD- 1) Study report supporting the re-test period

Pan l:51 1Pl TIC AT fadat
Pav @51 I°CT CHLI AIAINT LH
NPGT C1L14. avlP. avdplAl AAT::

of the active pharmaceutical ingredient
and shelf life of finished pharmaceutical
product stated in the application shall be

provided.




2)

Naw 3%+ 71 TIC A5 (0fadAa-t
Pav =% 9°Cl P4 LI RIANNT LI

PG AT08.A0LE ARALEe  NCY:
ACPOT AT avAA ALIPT 07120 P:
A6 T4 PITA PP RLARTT

A AP T PolmP oo JPCavlPFT TP
AN

2)

The stability study conducted on active
pharmaceutical ingredient and finished

pharmaceutical product, as necessary,

shall results of the study by exposing to

sunlight, moisture and other stress

condition for detecting quality defects.

3)

LAPAT Caw 5yt 9CT PHLT LN
AoP o104 T ST 140 °C £ 2 °C
/75% RH += 5% RH AN&OT wérl AT
AR78aw @5l RCPOT Povkdge QY
N30 °C =+ 2 °C /65% RH = 5% RH
oe9° 30 °C = 2°C/75% RH = 5% RH
a5 PPN TN A-T1AAo- LN,
fan aor AalFo-:

3)

The stability study conducted on finished
shall
astorage 40°C  +
2°C/75%+5%RH for six months and
depend on resistance of the product to
moisture on 30°C + 2°C/ 65%+5%RH or
30°C + 2°C/ 75%+5%RH for the propsed
claimed shelf life of the product.

pharmaceutical product include

condition of

4)

1L,
And At
L.P L

MY ATPE 700 Rr4A(3)
AT8tm0P T hooAWE
Pan &5 CT 2101
N2 eampt-t-0-+ 21 POALOT
P14-mi1s NNl oC Pha 'yl 050
L CPGT S77CATT 1PN RAOT::

(1]

4)

Notwithstanding of sub-article 3 of this
article, the applicant shall submit six
months accelerated and six months real
time stability study reports at a time of
submission for marketing authorization

application.

5)

MY A7Px 700 RiPA(3) CHLIMo.
AT tmd PG A4 PrGt V)P
Can -5 PCATIST PO Ne TEPCEYP

T W9t A0 htae-
NMANANT HCHC PConl:y-1- 9°NN0
a4l Ak ool RO

5)

Notwithstanding of sub-article 3 of this
article, if alternative study conditions are
made taking into consideration the nature
of the finished product and its packaging,
it shall provide a clear explanation as
stated in the Authority guideline for

registration of medicines.




(-6 TIPLAN AANT:

14.2d Lo DALHA PSHT

14. Pre clinical study report

1) ATFEage  Pan@dLT PCT 9O 1) Pre-clinical studies report submitted for
any finished pharmaceutical product
PubC:  PhLow  NAZAA  mGHT y. P HHeal - produ
registration shall be submitted according
QAN Pon 3yt NHNCHC PP _ L L
to the authority's guideline for registration
4PL RONT aanl P ao(\ll avd il .
of medicines.
A0VTFo-:
2) @A ARTHE e RSN PV 2) If the finished product contains a new
active pharmaceutical ingredient for the
P&l Imé TIC POl W ey Ve p HHeal Tngredi
Ethiopian market, or if it is a vaccine, or if
ehra-r ao €275 avy LI

PAP-ENT NS o.mT of9 af-acBhA
a1 Py P HNYSt ova. PP Lan
nA LA PPEHT .t ovblAN AANT::

it is a product of biotechnology or a
biological product, the results of the
complete pre-clinical studies shall be

submitted.

3)

Y A7PA 700 ATPR(2) PRI,
ATTmNP T MAI0-09° (Erlh)
Aaolol: oo @A PhLon AALHA
PCHT omct T1PLN ALMOPICIIC
V7 AT PGP PR MG wlEPTT

NHCHC “9PLA0 AMNT:

3)

Notwithstanding of sub-article 2 of this
article, submission of non-clinical study
reports shall not be required for generic
(multisource) pharmaceutical products.

However,  applicant  shall  submit

information on the details list of studies

conducted on the product.

4)

davante  O0C PAPACBNA oo &Y
nPSm. A¢aeBhA w3 IC Pril
aavAAN\7 T19¢ T DEFA AP 4P
PoYLONLNYNTT PPLon nALIA PG
ol P oom’y LPTAA

4)

Demonstration of similarity of a similar
biotherapeutic product to a reference
biotherapeutic product in terms of quality
shall be a prerequisite for reducing the
data set for

nonclinical required

registration.

15.Pha L héd P+

15. Clinical studies reports




1)

Clinical studies submitted in the market

1) A9 Pl PCT PP LPL
thorizati lication f finished
M T ot PUPCH PhALhA PEET authorization application for any finishe
pharmaceutical product shall be in
NAANANTE Paoo 5y HCHC  PhEAZRI _ , o
accordance with the authority's guideline
avav @ a1 aolPr AMPTFo-:: _ .
for registration of medicines.
2) Pl PG ARAPKE ME A0 2) The information on clinical studies shall
b bmitted if the finished duct i
Pao 5y rand. 7TIC PPN Prieh O ¢ SUbMITEA 1T Ihe TniShed. product 1s
manufactured from new chemical entity or
@S vt owe9t AA PafacBhA _ o
vaccines or other biological products.
a5 WP LS oA PhALhA
PGET a.m T ovPlA AANT:
3) @ik ARERE  ME RSO U 3) For finished product in which the
pamedu il dmé YIC eeH hUrh A molecule(s) is new to the Ethiopian
market but not innovator product and have
AAWE Pl Pé.mé QAN QAU ) )
a global marketing experience, the
A0 N%49° e A8 (¢ £ LA, . - .
applicant shall submit literature review on
-l H x5 .
et hUz:0aom £, RUTITS safety & efficacy data and the actual
4PATT  pULpandicE CPTT @.mATS experimental bioequivalence study report.
Pat-AaAIN PST oml avdlAl
ANVTa,:
4 PAFANTATN P amy e0L.A P Ea 4) For a certain active pharmaceutical
ingredient and dosage form of multisource
e AT (a0 PCTC  mneE | o > HIHSOY
(generic) pharmaceutical products shall
P14 VT AT PANLALTENG®. AL o ) )
requiring equivalence study with actual
PULLT P4CUIDOLYEN: P4CTINS LGN _ . : .
experimental evidence including;
PUNYCG ov-d- AG NNt @8 PULRLN- T . .
pharmacokinetic bioequivalence studies in
AQTF IRRS PEETT TET MO humans, comparative pharmacodynamic
studies in humans, comparative clinical
trials, and comparative in vitro tests as
applicable.
5) In vivo documentation of equivalence

5)

aw 54T 10T o0r o171 Qa0 Fa,




GPrG oomT ARYT 089 P4PUTT QVL
ALY PP a2 haTFe. dm, AL
Poy Ll PATARKOATIA PSAT ANdAY
LUSA:A“Lh-AAT  PAPAROAIA PR
avd Al AAOT::

U. Can 2 71L 1M47 09 oL (ort
o720 AT (L9° Hao.w.C @.OF (ool
9204 A% PL.00N5%: Pav 5 I°CAT:

A. NAGI° (lovCé.9° PT1L0OAS% 11C 17 NL9°
No.w.C o.O01r (ol 29904 PCav Yy

goCAT

h. Can @571 711l 147 Ntoomt Ve NF
0l Aol A7%0¢ CTA04:1L9° No.o.C
@.0NF Mol PoLAG Cap 57 I°CHT::

oo, DRI NAL Pan &5yt rrd TIC PPN
Pav &5 T IoCAT: (L.e70 W75
Pav @5y 1l TIC PAPUTT PSUT
Nh@. 7t @ ool e P04.Nlm. OV :

w_ LAN AP TIC 17 NL9° Ho.o.C @.0P
Nav' 8 P04 Pap 5y 9°CHA

shall be necessary when there is a risk that
possible differences in rate and extent of
absorption may result in therapeutic in-
equivalence for some products, and for the
following condtions bioequivalence study

shall be submitted:

a) Oral,immediate-release pharmaceutical
products with systemic action;

b) Non-oral,non-parenteral
pharmaceutical products designed to
act systemically;

c) Modified-release pharmaceutical
products designed to act systemically;

d) Fixed-dose

with systemic action, where at least

combination  products
one of the active pharmaceutical
ingredient requires an in vivo study;

e) Non-solution pharmaceutical

products, which are for systemic use.

6)

MA@, AL 972477 PA¢-ANTATN PG
A0A (P T.CFhi: Covh9® VNG
ov-1d- AOe-C NCYT AG ALTAPR PV
PG SMET aovw it aoPy AAOT:: LUYC
PG MMANANT VALPm, PAP-AN0A70
HCHC POEC avavl @ av(\(ol- aolP)

6) In vivo equivalence studies in humans

shall

protocol,

be conducted with pre-specified

considering good clinical
practice (GCP) and scientifically sound
The detail of

requirements shall be specified in the

study design. such

authority’s guideline on the biowaiver of




P E R

in vivo bioequivalence requirements.

7)

ANC-ADTATA PG AIANCT AL AAPA.
PIVIRRES o@Dyt CT (E av1é-d P
awPlA RANEF:: CAOANTT 400150 1T
Pam @5y I°CT  RTLVIZALS
T, an:: TIC VE PUVIRRES av 8D
hooddr (7N0ta@, PRI Hhtd ooy
ANV ::

aP° P

V. MAdANDE  @f9°  AANAMr AT
S ZU L PR L L e NP0,
AN T T, 1T av B 9PCHT
UT e 4.PL P11

ANAANANE  @fLY° AANAN AT
ATHMe AhAat AN FP0AVF@, PATIA-
N Pl 9°Ct+ vT e 4P
(& BT

A LRGP &Pk (1949 MG LCCET
P9340 NCHC a0 P19 hPy::

Atovdd e, OPESTeER Pav Dt
g CAT ovd. (lovd. AP Phao
PAANT T 40N, 1T APbéTER
@ 9PCT AT1AAL LT AA
LAN::

7) The choice of comparator product to be
used for bioequivalence study shall be
justified by the applicant. The innovator
pharmaceutical product is usually the most
logical comparator product. However, the
comparator product shall be selected in the

order of:

a) an innovator product registered with
the Authority or stringent regulatory
authorities officially recognized by
the authority;

b) a generic product registered with the
authority or stringent regulatory
authorities officially recognized by
the authority;

c) If the comparator product is included
in the World Health Organization's
Comparator List.

d)In case of similar biotherapeutic

product, only an originator product that

was licensed on the basis of a full
registration dossier can serve as

reference biotherapeutic product.

8)

Ndm, AL 9841w, PATANTATN PGT 12
PP Caw @5 PCHET MNANADT
7719 ¢ PAL-ANTATN SR
PO LNLNITF@w, av AT aoNE.CTPANEC

8) The list of finished products exempted
from the bioequivalence study shall be
determined by the authority’s guideline on

the biowaiver of in vivo bioequivalence




avavd @ CLomNT7 LPTA::

requirements.

16. MA@ LDyt PLAULPATTS QU7 Tan"16
alBEPTT NCEPT 0 LI N1AT QAoom PP

16. Requesting additional information,
evidence or documents about the
efficacy and

quality, safety of

medicine

1)

QANANT 35 m9° haovdADT ePlNo-
e L2 avpnpT A1L 19°N° AT

1)

The authority shall request the applicant
for an additional information or data for

the applications reviwed and found to

70T ARACE OACAT e Te _ _ _
o £ - . contain an outstanding issues or
18- o L9° anl &GP Q.
& = deficiencies that required to be addressed.
LaePA::
2) WYEDge RwANT T LT @LI° 2) Any applicant shall provide anresponse to
ery within six months from the date of
wlEPT RI4LTA peka hbonnt | G0 WIS
the request to additional documents or
Zooe N0Lat oC 1L o0 oo avAm-T ) )
information.
ANNT:
3) Subject to the provisions of subsection (2)
3) MY ATPR 700 ATPd (2) LM, .
of this article,
AT TmNP P
a) Applicants who fail to respond within
v. 0OFame, B 0P avavpll  PATA the given time shall respond within 15
haod0F (e ™16 15 P0é- 51 a0t working days.
o\ aoQm - WA+
b) Notwithstanding of sub-article 3(i) of
A. (LY A7 PR 700 ATPR (3) (V) nC S _ _
) this article, if the applicant applies for
LMW, A7 TmP T how AW . _ N
additional time due to sound scientific
AWOTT  ARIONE PNIET TaaTe Ul reasons, the additional time shall be
Wréama,  hevdbel ¢naneeCATt determined according to the type of
WiLtmfdar  CTaTE avlE GRTT additional information requested.
o077 LUTA: c) If the document is replied within the
additional time given in accordance
. (HY A7TPX 700 ATPX (3) 0(A) OC




114w, o0t (IFFAmo-  1Tdn7¢ LH
P1anA O, ay L e .mP ), ALY
eabrt- hwrr 1T m, 0-LP LLRLIN:

oo, (Y W7P& 700 ATPA (3) O(h) OC
2w, o0l o-LF C1RET “NavihF
1Ll Cavl® PIPC NF QPT Ao
AT AMSTPC  ATL  hMO TaooADT
LAAN:: TIC T RN e LDk
Pl LPUTES LU hUy
TQav T hLTNI°::

S9°

with sub-article 3(ii) of this article does
not contain the expected response, its
application will be rejected.

d) If the application is rejected according
to sub-article 3(iii) of this article, if the
defect is only in the compilation of
information, the applicant can re-
compile and apply as a new. However,
if the defect is related medicine

quality, efficacy and safety shall not

allow for submission.

4) Pan @3t 9CE CtavlANTS Polanl0T
PNl LT PT ON1L AT TenT16
PICavd HEPT  TRANT T P714.97148,
P AL Pl AAVT,:

4)

The executed production documents of
medicine, master production documents
additional method

and analytical

validation report shall be submitted.

a5l PGk PoLPCr
o lEPF 1MAAADE  (-TH P
NHNCHC Pon 5yt 9°NI0 avavl @ av(\ (ot
S A0 FLEEA 0.0 DEA avd Al
AAOT::

5) nafada-t
T6h. 714

5)

Additional information provided about the
finished pharmaceutical product shall be
organized as per the appropriate section
indicated in the Authority’ s guideline for

registration of medicines.

17.2 Qe 0F 99°1°7 LK

17. Aplication review Period

1) QMAAANT ChdnTCLR ovlB ACT (A
P10 I @I Caov ey JPHNN TITIARF
n 15 ¢ne 5+ war ov-A. ApeoPr
ANCA AhooAWE oo lAX Ah0T::

1)

Any medicine registration application

submitted  through  the  Authority's
electronic information system must be
screened orchecked for completeness and
notify to the applicant within 15 working

days.

2) Y AIPA 700 AIPA aow -

(1)

2)

If the applications are found to be




&L 1Nt HPALTTE 015 TlavAnF
N 90 ?Pné P51 Nt ool Pril:
LPUITS LU ooNA.CT NA“LTAE:
TN @.m:=9° AhavAWE LIARA::

acceptable as per the sub-article (1) of this
article, the product shall be evaluated for
meeting the quality, efficacy and safety
standards and the result shall be notified to

the applicant within 90 working days.

3) QMY  AIPA 700 RIPR (2) aowli
AN Plrtss LPTIES LU P14Tm
@S 15 ehe- 51T @ar e
L.FL WCILNA VT RANT

3)

According to sub-article (2) of this article,
a medicine whose quality, efficacy and
safety have been confirmed must obtain a
market authorization certificate within 15

working days.

4) QOAAANNTCPLT 4. PO THST U7 avNe.Col
AT ANTTT av 5 1

V.P18017 onlBEPTG oolEPT (N0
awanld P RIPR 16 aowl R e7A
Ao AWEQATE LIL 028 AmPP LTAA

A. MY ATPR 700 A7PA 400) CTL M.
A7 Tm0d VT AMPAL PN L0270 PO
PG+ "0 PANTIO::

4)

For the products with incompelete quality,
safety and efficacy data or information,

a) The applicant may be asked multiple
times to  address identified
defficienciesas per the artcle 16 of
this directive

b) Not withstanding with subarticle 4(a)
of this article, the total registration
timeline shall not surpass 270

working days

5) QLY A7P&X 700 RitAR (4) A7&Tmd
ve  aANAN: ADETe, 107 PUaaT
AAFT P07 CAPAT ooy 9°CF
NawvAnF Pil LPNTEST LUTrE 19°°1°
e0.e 4.F2L wCrTLh T (1 90 Phe PST
a.NT LATMA::

5)

Notwithstanding of sub-article 4 of this
article, the authority shall take a total of
90 working days to issue medicine market
authorization certificate after reviewing
the quality, efficacy and safety of the
received medicine application through
expediting marketing authorization

proceudre.

6) AAAAM av 025 T ?479° g N0
Moo pAnF APNN Plol LPNIET LVTYE:
19°9° ¢ L.3L ALAT wCTdn T

6)

The authority shall take a total of 30
working days to issue medicine market

authorization certificate after reviewing




30 P0é PG @.0r LAMA::

the quality, efficacy and safety of the

received renewal medicine application.

7) QOAO0ANT an 05T N0
NaohF PNk Pl LPN1TET RV T
19°9° CME 4.FL ALAT wCITLhT
90 PNe- PG NP LATMA::

A, T

7) The authority shall take a total of 90
working days to issue medicine market
authorization certificate after reviewing
the quality, efficacy and safety of the

received variation medicine application.

18.210¢ ¢4.9& wCriht AAA Pyt
°CtT hdaomdd®
1) IFm9° hadAT ARTS DT 9°CT
erTama,7 P0f 42L& wC il AMA
Can @5 9°CT aomP9® CANT9°::

18.Use of marketing authorization
certificate for other pharmaceutical

prduct
No applicant shall use the marketing
authorization certificate issued for one

medicine for another medicine.

nNFA het

P-taolil oo &5t AL NA“LLLT Aa.T

Part Four

Variations to the registered medicine

19.0-tavli Ml P&yt °CtT AL O1R4T AaLT
Na“ At

19. An application for Variations to the
registered Medicine

1) e 22C  AALT  ANANANE P LIP
APomAN TG ALNLPL NMANANT PALP@.7
Pav @5yl lENN0e AT AN
oo @y 9°CT  PARPOTT U2
aP?C CANT9°::

1) Any marketing authorization holder shall
not make change on the Authority
approved product labelling; packaging
and other conditions of registered product
unless notified and get approval fromthe
Authority.

2) P0e &P QAT o@Dk e LS

T A L4 MIFw79c Am.m T
AqaA0AMr £V At 9°H1M HCHC
PhOC-C avao/, @ aow AQAONT -

Qoo AANT::

2) The marketing authorization holder shall
apply any variations to registered product
as per the Authority current guideline on
variation applications to the registered

medicines.

3) MIFm9° P L.FL aal T NLVL N0

3) The marketing authorization holder shall




Aot TIPS PTavhDF AL NEATTT
(lov-A. WrLav 5T ol 985
Negaoopb-tw, PAANANTE PLV4L AT 9°HI0
a1 4.C T aow /i Qoo AT

re-submit all parts of the dossier that are
affected by a variation based on the
product type and in the structure of
respective  guideline  on  variation
applications to the registered medicines

of the Authority.

4) e10e 4P aall  OTNLST7  Aa.mi | 4) The marketing authorization holder shall
N9°C-l: Pt RUTITS AP AL NG5 classify the changes made to the quality,
AP P eNLAND, AINTE  AMPARG safety and efficacy of registered
AL P eNLAND, AINTE AT 0770T medicines in to “major variation”, “minor
AANATD  PLVL NI dar  NCHC variation requires prior approval” and
PRAGC mandp a0l aohddi AT “minor variation require notification” as

per theAuthority guideline on variation
applications to the registered medicines
(vaccines).

5) PMe 4.2L QAT heTEF AT “73L2%P |5 A marketing authorization holder shall
oy PALA N, ATOTE  A@ T L4017 not distribute the product unless notify
w0 PG PP P T (1L and get approval from the Authority for
NEACT APCO ALALP AN TPl variation listed as “major changes” and
CANT9I°: : “minor variation that required prior

approval”

6) e 4.2L QAT ANAAAMNE “7aPPS | 6) A marketing authorization holder shall
CAANANT77 (A B A aga)y AR notify the Authority for those variation
oy 0P 09°C-k: Pl VTG listed as “minor variation require
LPTYE AL NPHE +A0T ol eamm Am,T notification”

ALA TA@P ANNT::
7) MY  RA7P& 700 ATPA 6 woow/q | 7) The marketing authorization holder who

P-tevalirta? PAm e 9L Poval-l PP
2L AA0T Ao.m7 oo NG CUUTAw,
AANAMDTE 0130 5T @01 TenT6 1066
AT8.Lava QAmPPa- NF LUPGTA::

notifies the variation in accordance with
6 of this shall

implement the variation only if the

sub-article article

Authority is not issue additional request

of information within 30 days of




notification.

8) MY h7Pax 700 A7Pa 2 R,
A1 v Com 5 Tl TIC AP
oo €51 PhdidNl /NI AP
Pav @571 hodNL HL (Am T AT ovAA
w3 P AamT RILAOT ALY RAIL
A0 Pao @yl °CT RS0 T1aooAnTS
078 070101 Ao AWE “Tnaon10 AAN-T:

8) Notwithstanding sub-article 2 of this
article, change in active pharmaceutical
ingredient, pharmaceutical form/ dosage
form, route of administration, and other
similar fundamental changes shall not be

and such

considered as a ‘“variation”

changes reuire a new medicine

registration application and dossier.

9) P 4.FL aAlT NAarPPC

e 4P PVTo- CooDy st C T AAbT
loodPs. @e9° (AA  °07et+  eMe 4.
AN oo dPC 04.01 Qo LVTr AMANATNE
P0oP 1% hAlT::

9) Change in the ownership of Marketing
authorization holder

An applicant is obliged to notify the authority

when there is a change in the name or

ownership of the marketing authorization

holder::

nNEA AN

ee 2.FL VL&At

Part Five

Renewal of Marketing Authorization

20.0APNf° .9 0L&AT “Jav 0T

20. Renewal of Marketing

Authorization Application

1) 1509 e LPL PTHAma Cov T
9CHT go° N0 wCTen T
AL oo NF a,::

L1010 -

1) Any marketing authorization certificate
issued for medicine at a time of
registration will be valid only for five

years.

2) M@y e LFPL ClTOama Pov DT
oCT e 4.2 L aalT PN wC el
LIAT L “0Ee 180 7 APla. F9OC
AL AT TQavinl- AT :

2) Any marketing authorization certificate
holder shall apply for the renewal of the
certificate within 180 days prior to its

expiry date.

3) MY A%Pa 700 ATPR(1)  eFRIMo,

3) Notwithstanding sub-article 1 of this

article, any marketing authorization




AT d BT I e 4L aalt
PPN wC Lt CAIAINT L hoomG P&
&+ AdLa T hasopht OFATAm, PP
L0 a0l PPN e Navhd.A PN
wCrlLhE PRIANT L DS Pd B9
A+ 180 ¢7 £40 ALALN LTAA::

certificate holder who fails to apply for
renewal with the specified period shall
pay the penality amount indicated in the
revised penality regulation to apply for

renewal for the next 180 days.

4) Medicine marketing authorization
4) Y WrPE 300 ATPRE) (rborma, L certificate not renewed as per the
1A 0T e LFPE OLOT MARLT 454 additional time period indicated in sub-
AIRTOLN AEPC RIR WD Pon LT e0e article 3 of this article shall be considered
4P L Mav AT LTAN:: as cancelled and an applicant may apply
as a new application.
5) An application submitted for renewal
5) AME 4L OLNT CUPCH TwARFXTF marketing  authorization  shall  be
MANAMT Pop By ¢499° 210 NEUC compiled as per the technical guidelines
MG avavg avwlel aolF LTCOI A for re-registration of medicine.
6) If applicant declares variations (that are
6) AevAWE AMANANE PANOP®- PaovlB Am.m7

NG Fm, 0159°  9°H10 11 0Fé.21m:

A9 N0 PLe O COLOTTAL
A7  hAWE  Ador N0 PP
a0 TS AMLAL®T7T  PRIADNNCT NP
b\ AT ::

not previously notified to the Authority)
during the re-registration application, the
applicant shall apply for renewal first and
variation application shall be followed up

on approval of renewal application.

nEA 0L

NA@ L5t TI01P hG ovlE

Part six

Medicine packaging and Labeling

21.00L:5 1 TG

21. Medicine Labelling

1)

PanC:5 1 9°CT  FPARYLS PUATE  RLE
AP ePT AN Pl kO 9T AS
PAND? oom't7 oh9°C Nav 1 9°CT 2100

1)

Information on the type of primary and
seconday packaging materials of the
product and presentation of the product




é.2L hAMNP  HCHC
aow /i PPl AT

Phé.Z2R9° avavl @

shall be submitted in accordance with
respective guideline for registration of

medicine.

2) The applicant shall submit inormation

2) MiF@y PawL31T PO ANV addCT that show any medicine packaging
PPN RLE DATITAT T (hew AR material used fulfils the requirements of
aA(1-60 TN1PLN AAT:: food grade.

3) The shape and the colour of any medicine

3) WIH@F AWM CALCA Gon T TR packaging shall not be similar with those
PCRG PAF ATEEES @0 P Drovi already registered product in Ethiopia.
a &3t IC avavdi CANTI::

4) The original label or computer-ready

4) PonLit CHELe PonCut POk of e color-printed labels of the proposed
CAPCANT Pa. PE 0Ly DhPLactC marketed medicine label shall be
AN (PO CI-Tav PG avPCAl AAOT:: submitted.

5) Any medicine marketing authorization

8) MiFoy LT PCT ME L& applicant shall submit study report
hood T fooedut CT e PT showing the packaging material used is
oo &30 PCE TATIL QAT TTEa, P08 suitable for the intended medicine.
PG w.mt T1PLN RANT::

6) Other information that must appear on

6) AN NCHC Paovliyt “71e AL o177

alEPT (lov Dyt oo 1) HCHC PhAL-C
awavd @ oo\l av Pl hWANT::

packaging materials shall be as per the
requirement indicated Guideline for

Medicine Registrations.

22. 0\ LY avl B

22. Medicine Information

1)

mMne &L “ooAhF a1 antmdio,
Py 9°CT AmS  QAov-PiAI097G
AT AP OLPT POLPC anlE P

V) NA@o 5k Q06 PPA ovlE: (177199

NPT %o avl® KG (1°7019°

1) Product
professionals, patients and other users
that

information for health

are included in  marketing

Authorization application:
i. Shall include summary of product
(SmPC),

characteristics package




AL PULINKR avl B 10T AAT::

Q) Pan @3k 9°CE oL e PP CAONT
AL AL PAm. il PTaT PP 0L
Mh° LaAC TNIEF NPay® ¢J-Tav
a P AGT::

4) MY RIPZ 700 ArPA 1 0Q) nC
LY. AILTald T QANAMT
Nbrd O3y T oo T ANER
NAPOT ©LI° RIFAN AL C10A
0 L9° P 0 P (S W ol
APOA L7TAA::

insert and labeling.

ii.  Shall be original label or computer-
ready color-printed labels of the
proposed medicine to be marketed.

iii.  Notwithstanding sub-article 1(ii) of
this article, the Authority may

accept photocopy of label on the

plastic bottles or ampoule itself or
copy of labels affixed on medicine

packing materials.

2) NANANT: C-looll )t &G OTOALH oo €54
@lCHC  ANDPEE- AU AQANADE
L1l R 0 L9 A HE, LAm PA::

2) The Authority shall list registered and
rejected medicines and made publicly
available through the authority website or
other method.

3) PlTeol )t oDYAF eHCHC (070
PoLFATT  wlBPT awH AANT:
oo &y 7L 9P PATIO NYC% LY
M/ APLLANRNNE 4P L AALTS
wC bt RrCieTonld 0T VIC: UL
LPE wC AL CARPNTS 077003017

7

3) The list of registered medicines shall

contain at least the following

informstion: brand name, generic name,

dosage form, streghth, presentation,
marketing authorization holder,
certificate number, country  of
manufacture, marketing authorization

certificate issue and expirty dates.

%A nat

PUEe LF L OA“TLALANT Vet PTF

Part Seven

Exemption from marketing

authorization

23.010f 4.2 P1ENLAIT@, w&DAT

23. Medicinesthat do not marketing

authorization:

1) a-taf veode 5 (Y9 Fov nJnla,

1) Medicine compounded by a pharmacist




aom’7 ALNAT (04-CT70. .0 04-C70.0°T
A PI°q° LOUNI B av 85k

for a particular patient in a quantity not
greater than required for treatment as
determined by an authorised medical

professional.

2) N1709° TOMH eowl- - A2a0N TPy hmer | 2) Medicine imported for personal use as
VG Pol.aome a5y 402 per the prescription of an authorized
medical professional
3) AANAM- N°%htA-T 97 e4TF OR75 ¢10¢ | 3) The authority, on any one of the
4PL LATT P&yt °CT 0L 1C @07 following ground, may grant special
A780 ALPE LTAA: import permit for the unregistered
U) Avhs avhe weg aaA aeae | Medicinesfor
7rCovi i) Clinical trials or any other scientific
A) AN 9477 PAANLAE Pl IPCavd- investigation.
UV i) Conducting of laboratory quality
d) AHérC oL dm. (&G hLD oL test for registration purpose.
ATopdd e ANTFYE L 0CS D iif) Natural or man-made disaster or
av) A8 TAIEN “L0LTT AIATCT ©L9° similar emergency aid;
w)  (hheoepF AT 0TMeANT, iv) Use of diplomatic mission; or
v) Medicines for unmet medical needs
@I ATT @e® & ARG AATT )
that lack the attention of private
NaF32F  wh9°s  Polma. ool A7 _
importers
A“I010 T
4) OnY  Rrda 700 ATPA(3)  CHL11M@. | 4) Notwithstanding sub-article 3 of this
A1AmNe VT Y avavl @ RTPA 16(3) AT article, special import permit for the
ArPA 31 (Fadhm, ool Pav @yl unregistered medicines is not granted if
PCT T MavpAhF APOLTF AATT Pan eyt the medicine application has not been
pCT  of PIC  ant  RISA0 ALDL accepted for reasons indicated in article
‘ 16(3) and article 31 of this directive.
ALTAY::
5) ALY A7PA 700 RIPA(3) (O(h A w) | 5) Notwithstanding sub-article 3 (iii & v) of

P 1Im. A1 hmP VPT AYLE oLV1C
K750 e PRATT ol MNP 4P

this article, the manufacturer of such
product is responsible for the submission




Tao\nF AOIPNE ATLLAHNN AT ML AL
PIPA VALY T AANT::

of application dossier and receiving

marketing  authorization for future

marketing of its product

24.

AAT204- PG AIAIMCT FAVET oL9° N
T+l AATT NNF2F7 Pl.m.0 a5 4-T

24. Medicines used for unmet health

needs or neglicated diseases

1)

AANANT 0Pl PO LOTw7 ool
HNCHC  PHIBA: AhwAWFET L4 PLCIA:
N2 LNAAA::

1) The authority shall prepare a list shortage
medicine; revised periodically and made
available for applicants.

M09 w3 TRt AT 002
Vaes  Polade oo NCHC o
NGk Ahaogh) P Thdot
S N NWER) o LI° L.P L 0-+am T o
4NChPF  AdeoCr 0f9° oL UVIC oNT
P ooy (€ ALPT APC ANF LPGTA::

go 10 m-

2) Any medicines used for unmet medical

needs shall be included in list of
medicine for unmate medical needs if the
medicine does not attract for imporation
by the

manufactured by licensed manufacturers

importers  or quantities

or imported are not adequate for health

care need

NANANE  Fhd T AT 0027 vhees
Pol.m.A av 0275 A P00 4P L
NaAF 2T 04T PN LL&T  ACYTF
PLoETRPAPETS  QUTrET  ALDIIm P
4.PL LOAMA::

3) The Authority shall

authorization of medicines used for

issue marketing

unmet medical needs through fast track
procedure to ensure the quality, safety

and efficacy.

neA a7t

P 5yt PP L.PL 1LeTT AATIAAT

Part Eight

Facilitating medicine marketing

authorization process

25.

M7 P&yt MNP L.PL& TahhF Vi
29°177 AC% T aoliC I

25. Expediting evaluation of medicine

marketing authorization application

1)

AANANT 224 PUNLTOAN PG TAC Pola.A-
w34 A O Fodot AT a2
Ahh9°s P.wm.A DT Ao, 0nS

1) The Authority shall follow the fast
track registration procedure for the

review of applications for medicines




QLANEC POLAR ol MNe 4P
TaoppF  PPLoLe PPl APt ALOTETY
LTAA::

to be wused for priority health
problems and unmet medical needs as

identified by the ministry of health

2)

WA V16P ToF Cav ey RPCOT
FACT oowll (197184 ATaR Ponl:yt
PCAT NI Pl e (lewam T LN
29°177 ACYT Ol ALRCTD LTAA::

2) The authority may designate a certain
category of medicine to be reviewed
with fast track registration process
based on the current shortage of

medicine in the country.

26.01%249° mS LCEt+ o PGS PI1T ey tT

26. Recognizing WHO prequalification

NaaoPNA Medicines

1) QAOAN: o3 1949° MG  £CPe1- | 1) The Authority shall recognize world
PPLoy e AMP  PPLoTRUITIS PO health oragization prequalified medicine
Qgoay b PALTT ANV E@,  (LLINT after verifying that their safety, quality
0. PS ANT LAN:: and efficacy has been ensured.

2) PHY AWiPAR 100 ATPR 1 271w, | 2) Notwithstanding of subarticle 1 of this
A78Tme S AANANT 0TI TFo-9° LS article, the Authority may conduct a full
U N%49° mMmS§ L£CPF AP  eTT assessment and request a clarification on
O SYRTT AT AT TIEELP WHO prequalified medicines.

AMELP LTAA::

3) N%249° MG LCE1 da.dG PAVT@, ooy | 3) Medicine  application on  WHO
oA nF oA CANT QANAME WSO prequalified medicines shall submit
MG CCPF IC Nowd.e-d9° MéAm, CHNANC through the collaborative procedure

PULe 4.FL LT NF avP7 WAT::

signed agreement between the authotiy
and WHO.

27.

Nm7h¢é PavlBy-t+ t$aas Rhat+ e
LPL PTT ol 7417 QhavPlA

27. Recognizing of medicine approved

by strngent regulatory authority

1)

PHYT? ATPA  ANGC MNP A4
QAAANT m79¢ ConlDy4 HMMé haaqdl
N rPNATo7 ASmé R+ HNCHC

1)

To facilitate implementation of this

article, the authority shall develop a list
of  recognize

stringent  regulatory

authorities and revised periodically.




LUIBA: (1IPLH@m, LOAAA::

2) AAAANT m7hé PRPPC NACY T PATm, Nae | 2) The Authority shall develop abbrivated
ePNAFm, NHEMME  RhaTl e10e L9 guideline for registration of medicine
PTF P&yt PCETT AovgP19e HENC approved by  stringent  regulatory
PANG-C avamd @ PHIEA: NPLL@, CHAAA:: Authority.

3) NAANAMNT m7e CRPPC NCYT AAT@, de | 3) The Authority may grant marketing
e+PNaT o, PO U1eT Paw L5y - authorization of medicine approved by
FEMMe  ANAT Pe  LPLe eaMFa, the recognized stringent regulatory
SR RAMCE (AR PN LT authority through a special registration
ALOTGL LTAN:: process.

4) PHY AIPR 100 AIPR 4 1L, | 4) Notwithstanding sub-article 4 of this

ATLtm0P T AAdANT 0TS To-9° LN
Om7he ooyt +HMMNE KAt P00
&L PTT aw AT AT e 16
QNLPe AMLP LTAA::

article, the authority may conduct
complete review of application and
request  clarification on  medicine

approved by the regognized stringent

regulatory authoritity.

28.NPLav Y3 1LBHLP AaPS AAooOAm T

28. Conditional approval of medicine

1) AAOAMN (PAA. Ve T7 hLD AL A“leA.|1) The Authority may issue conditional
NAF2F RIADNT AL A“La.A ool AT temporaryapproval for new medicine
DLI° UL AL QA T ANF A1ADNT claimed to treat seriously debilitating or
M PTLFANT Vs ALIPI ARSLN life-threatening disease or are used in
@A (b Cov Pud LLEP AaibS ANT situtions which cannot be adequately
PETNE managed by available medicines in the

market.

2) AANAMNT  (PLov Y ALBLP  AmdS | 2) The Authority shall issue a conditional
P2.0mm, MHCHC PANGC avavld P av(\(rT temporary authorization as per Guideline
CUPSA:: for conditional approval.

3) NPLaov P hadPs CrHamm. hooAWd | 3) The applicant, who has been granted
P10 a8 DTN 251G PGP conditional approval, shall submit a letter

of commitment to provide the missing




MALBPTT QANANT 07200 @, Ll 181
@.Nr A“YPLAN BCaTrET 0L-050 “7010F
AN

information, documents and research
evidence within the time limit determined

by the Authority.

29.

N34 2P
Ng°° 17 AA@EMC

LPL  RKA&C  PI¢-

29. Mutual recognition for Marketing

authorization of product

QANANT hALDEL AMA V16T AT QANANS T+
Mol W10 OCYT AL P.I¢6-
N9°9°1 T A4.L-L9° LTAA::

20

1) The Authority may sign an agreement
with regulatory authorities of IGAD
member states about medicine marketing

authorization system.

2) QANAME P24 APt 7 M&AVTm. AP | 2) The Authority may issue marketing
NANANT IC N4 Pavl:Dyt NP 4.9 authorization certificate through joint
M awADF 118 I9°199 ACNLE OLI° PULom review or by conducting partial review of
CATE PPN . LA IO the assessment outcome of the equivalent
0GoT 0L 0742 Aads A0 regulatory agency with which it signed
eFAn mutual recognition agreement.

3) NANAME hANT V16T AF 1-$mMé hhaq- | 3) The Authority may sign  mutual
IC THTmA Lol e 4.2¢ haae recognition agreement with other country
N9°9° % ALLCT LTAA:: regulatory agency on medicine marketing

Authorization.

4) QAOAMNE LY hadT Ve AF I$mMé | 4) The mutual recognition agreement with

ANAT DC P11, e 4P L hdMe other country regulatory agency made by

N9l PUSE7 AZAPTT 0771250 avi\hr
AG ¢ W7 VT 07240 NF ooy
L by LU TAE

the authority shall be in a way that does
not affect the sovereignty of the country

and safety of its citizen.

30. A0S POOT  RLE PAT@T P Dt 30. Review of low risk medicine
Ct+ AAop19°19° applications
1) QAOANT- AOTE PAD T LLBEPT PAT@7 | 1) The Authority shall identifiy the

w3 LATT LALA::

medicines that have low risk.

2)

AAAADT  A10THT PO T RS PAT7

2) The Authority shall assess medicine




+tNam, CHARTT a5 4F MAIOTE PO T
LLE  PAT@, @C4F HCHC PhOEC
Pavavl @ av(\ (A L1ap) YN

applicationcategorized as low risk as per
the Guideline for Registration of Low
Risk Medicines.

nEA Hny

NAANT[LEP ACIEPT

Part Nine

Adminstrative measure

31.910¢ 42L& haavhAhA

31. Rejection of marketing license

1) herhetact 71 (h785 ool
o°C T NN MaowphnF o0-LP AT
LA
V) PNl “TevnnF e440 Gy
A) ToophhFor ArS.P74 Tmed
MA7PZx 16 700 RIPx 3
-Fama, L1 “7774T QAT
AoADE (&0 W PPRO7

NLLmT A LAD-P

h)

1) Application for drug registration

may be rejected for one of the

following reasons

1) If a fraudulent application is
submitted

i) If he is asked to complete the
application and fails to complete it
within the time given in Article 16
subarticle 3

iii) When the applicant announces
that he has withdrawn the submitted

applicationat his own time.

32.00f 42L& wCHLhT AATNME

QANANT  POma.? e 498 wCldLhT

ALY T ALNL PUUTAM.:

32. Suspension of  the market

authorization

The authority may temporarily suspend

the market authorization certificate

when:
1) when authority is  received
1) NowCByA: LVi-Me 0T  hméeNs _ _ _
information that there is a

CRUTZ: PAPUTTT PréT HLAT AA

questionable safety, therapeutic and




TN aoldB AQANANT WRLA

quality defect during the post-

marketing surveillance

2) Based on the results of the post-
2) AANAME (197, P08, Pan @5k L VL0 _ .
. marketing research of the medicine
¢ T 17 o.m - ool
conducted by the authority
3) When the registered medicine is
3) Cravl@w- ooyt hont HC PLUE-

Me PeT I°CI e DA (HLIY. PreT
o 4.CHT7 AeA T
AANANT e 4L wClLh T 1778
ANLAL®7 TIeT ALLLD LTAA::

°CI° ¢

found not to meet the requirements
of the repeated quality inspection
after three rounds of post-market
quality inspection, the authority can
suspend the market authorization
certificate and make the necessary

refinements.

33.910° 49L& wCah T hhaoOdn

33. Revocation of market authorization

1) The Authoritty may revoke the issued

1) A0AADE 0P LPE ATEE e AL marketing authorization certificate when

PPa DT CPCTIRUTITS 4P there is a confirmed quality, safety,

TC RS0, AL21T (APE keC efficacy problems of the registered

1112/2011 A5 PANTSLETR ACPE medicinesin  accordance  with  the

hoANLST Pod hdedl avavgp avw (ot proclamation No. 1112/2011 and the

erTama,7 10f 4.9 wCdht ANCH administrative action and complaint
LTAA:: submission directive

2) When the applicant notify notify the

Pt e, oo 5+ 9°CT  hdovdit
Ao V1 NA“7T 4 0,24
QOOTPEePT: @D PG e
Lom e 428 018 ol (AN
®l9° e A7%0000 (.LLT AT AN

authority when there is a change to the
registration status of the product in other
countries including any quality, safety

and efficacy concerns, warnings,

withdrawal,  suspensionrevocation  or




(A  olBEPTr Mg 4L aAlT
ANANANT (AP AANANE 0P
638 wCTLhT ALIL 0L ANCH
J X T-OF

cancelation of marketing authorization.
The authority may revoke or cancel the

issued marketing authorization

34.00P63 hPbidAl

34. Complaint handling

DIEDmI° (@, (Y avavld P WEZA9° AL PLS
naw. 0ANVTSL24P  ACY9°E  hAoANLST  Pé-
APLLlAl avavl P aow it CATGT IS

Anyone who has a complaint related to the

implementation of this directive, it will be

dealt with according to Administrative

measures and Complaint handling Directive.

neA hr~C

AR AR £

Section Ten

Miscellaneous

35.h0ANANT @ PA-T7 OAov- 22T (120,
29°17? AA°?04-H6

35. Use of External dossier assessor

1) QanAM: htdoo. @6n, hA. Qpov- e P
o0- PP RIANT oo M T RTLINNA
Ae Mooy “QavhF AL 19°177
AL ALOTE LTAA::

1)

The authority may purchase professional
services from experts outside the
institution as an individual consultant in
the evaluation of the medicine application

dossier.

2) MY AFPa 700 ArPa (1) Lo,
ATeAMOP UF P00 oo PP ATINe
PATE 91 howdt4e (4T DAMS AG
LAG @0 RANT::

2)

Notwithstanding of subarticle 1 of this
article the individual consultant shall take
training and pass the exam before being

participated in the evaluation of dossier.

3) MAAAMT OE hvdeT PAT@. A5 NAMT
0SS 072000 A0St PoLATTT
NALPT K7L -k h1he belb APPC
LN

3)

The authority may establish a technical
advisory committee of experts who have
sufficient skills and training to participate

as individual advisor.

4) TiEarge  NowfdyA QovhhF A1

4)

Individual advisor or technical advisory

committee participating in the evaluation




PgeN9Y AL, CoNTG CIANN A%T0¢ @ L9°
BRI ATM¢ 0l POI9M0C RYE. Cov(y

of the drug application document shall no

decision-making role.

779 A9
5) Any individual advisor or member of the
5) 75 @w9° PN ATM¢ w90 -EhLh . . : .
technical advisory committee shall signa
1 [£ «
hUe Dl AUA PP e, 0T confidentiality agreement and be free from
PaoomP A1 TS WNIF0 90 PP any conflict of interest.
291 12 AAoPr  14LCTMwm,  T1LINT
ANOT::
6) The confidentiality agreement and the
a e
6) “ATC Paramlld  AFFITT MVIF declaration of any conflict of interest shall
PrPbge ol 1A DA PR, be renewed every year.
198, PG av-: a0 KAl ::
7) The fee to be paid to an individual

7) Aaa4-1 A“0¢ o L9° LnLh A7M¢ 0Ot
Porné.Am, AP AANAN T N°LHIC8m, Pm.A\
Ngean'y- - aow /it L9.mA7 LPGTA::

consultant or technical consultant
committee shall be determined according

to the contract prepared by the authority.

36.Pam &5 N1 he P

DYEDI° CMLe  LPL  AewANT QANAMNT:
PAATNT NGP L7 aowll NGP avld A9°
Al

36. Medicine Registration fee

Any applicant for medicine market marketing

authorization shall pay the fee according to

the fee regulations of the authority.

37.04N4NS L9  P140ih owlEPT
\@wmnhrr

37. Falsified or fabricated information

1) e edNg.  Com@5t 2APTT 0L9°
?-14-N4h avl 8Py TP L) nv2
Lame.Fa::

1) Submitting falsified medicine dissier or

fabricated information is required by

law.

2) QANANE e FePN4Ng Can 3t LOAPT7
0 L9 404 wlBEPTT (- Tan0 $CAN,
0.017%:

V. PPl “1emAnTF @.LP PRCIN:

2) When the authority found objective

evidence that falsified and fabricated
information exist in the dossier
submitted application:

a) The application shall be rejected,;




A. 0A0°F T AF 27 ALbTT PI9A RS
IPCavi- PLLEIN

A, PR CTam- P $PL ALHm.
LIN90 AT 9°r9° PbLav Thava)l P L:
@ L9° PV TRUH ALOATI°::

oM+  oo(lrt
PRPPC ACIEPT LoNSA-::

oo (19°Caovlm- 1007

b) Any other applications including those
with pending issues will be suspended
and investigated

c) Previous marketing authorization will
be suspended and no preimport permit
or purchase order will be issued

d) Appropriate regulatory measures will
be taken accordingly based on the

finding of the investigation

38.0A1q4 VI T

Y ovavl e IC PRLNM»° P75 m,9° wChAC
LI AP ANLC (HY avavl P (L7171
180T AL 14.997 hLWPTI°::

38. Repealed laws

Any circular or customary practice that is
inconsistent with this directive shall not be
enforced.

39.foo00C 18,3~

PULe 4.FL NANT: AQaveh: A9l Pav 3N TS
AN TR AGT ANT Peloopahd T, AhAt
QaANAM (Y ool CTAma.7 2467179
9L, RW1%.0M Coo00C DAL AAVTF,::

39. Obligation to cooperate

Market

manufacturers,

authorization holders, importers,

government and private
institutions and other concerned parties have
the responsibility to cooperate with the
Authority to fulfill its responsibilities and

obligations given in this directive.

40.L4-P P71 U PF7 AAG0P

e0.e 4.FL QAT AT PUIC @0 oA HCHC
VT G, TINTYC LT NAR: 4hn:
AL72LAN AST PTlavAblrta? @, O9°F “1047
QAP AANT::

40. Notification of official contact

The marketing authorization holder and local
agent shallprovide detail of the contact person
including the address, telephone, fax, e-mail
and the name and title of the person.

41.avavl @ P05 0T L
Ly avavd P 0 21 AvAd. 2015 L9°C P05
LUPTA::

41. Validation

This directive will be effective from 30
December 2022.
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