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Preamble

MUt @01 AATOAT AIN07 PG ATADNT
Aot ATS.LOTN PANAT a0 Tét
LUTrt WS APOTTT 0D 1T AeoHIN TPI°
AL, A78.MO0\ 1L WDdAL NaoPr-*

WHEREAS, it is found necessary that veterinary drugs of
proven safety, efficacy and quality are registered and used to

provide appropriate animal health care in the country;

PATNAT a7 Aavav I P99.004.0 T P av
UL D2F3G A1 TFF  (HaoAht (VWD aof319
andAl NaoPr:

WHEREAS, it is found necessary to provide legal ground on
preconditions and documents required for registration of

veterinary drugs;

Q0XSG +meert 0Lt eaT0NT
a1 NN ACST aoHC2 T ANdAL NaoPy:

WHEREAS, it is found necessary to creat a transparent and

accountable veterinary drug registration system;

NVt aoOlFP CAINAT ao&S1AT AS AT4T
P RONTFM7  CAINAT  ao&SULT 9UHIN
AZIOAAT PoLLNTN NCF T aolC TS NV avfIF
ANLAL PG Nao7f4:t

WHREAS, it is found necessary to creat a system and provide
legal ground that facilitates the registration of and to improve
access to essential veterinary drugs and veterinary drugs for

unmet need in the country;

NAINAT aoL51TS av§ AOHSLCS RTTC APE
$TC 728/2004 A7Ph 4 AG 28 aowlt LY
aoaod @ TN ::

NOW, THEREFORE, in accordance with Article 4 and 28 of
veterinary drugs and feed Administration and control Proclamation

No. 728/2011, it is hereby this directive is issued.

ne A A7
meAA

Part One

General

1. A°C Con

1. Short Title

2y avavld @ “CaIONTF aof St 9°HI0 gvavd f
&PC 1036/2017” N A.meh LTAAN::

This directive may be cited as “Veterinary Drugs

Registeration Directive No. 1036/2025”

2. +Ca%

2. Definitions

LN AN AA FCT9° hAAme- NOHPC NH.Y
aoagold @ N1

Unless the meaning of the word gives another meaning;

in this directive:




1) “AAAMT 2IAT ChaFe& e MCS QANAMT | 1) “Authority” means the Ethiopian Agricultural Authority.
.
2) “4.aM7 LN ULA”  TINT PLoLE 2) “Fast Track Registration Procedure” means a registration

AZLOAMD: PATOAT V9°S ATADAT ALD.A
PAINAT aoe St AgvaoHIN PHHL? OGS T

1. ;

procedure established by the authority for priority review
of registration applications of veterinary drugs for priority

animal healthcare practice.

3)

“ChAw -G avavd £ TN NQANAMT avhéf bk
POLHOIE AATINAT a5 9°HIN 9901070
HCHC -ER'thd oodd.CH PPH AL 1. :

3)

“Guideline” means a document that describes the detail

technical requirements for veterinary drugs registration.

“Canldl PGS FPLTICT N NATNNT
av 51 @N0T PN Can: kT Cavl Dk
PPI° L0077 Fd A PPH 10

4)

“Active Ingredient (Substance)” means a substance that is

present in a veterinary drug and contains the active moiety

(entity).

5)

“PGm. Paoo D 1k WA TINT TPANRA
DL he7 S aof 3t hWHFCE @ 0S9°
AT F38T PAPT  FPRALT (AR
hooTaNN: EATT ORt) AT hTLLeRCT
AT @R, £A Poo@ Dk CAHSAENA
MLI° P4.CohA-BhN Qs L7007 10-:

5)

“Active moiety (entity)” means the molecule or ion,
excluding those joined portions of the molecule that cause
the drug to be an ester, salt (including a salt with hydrogen
or coordination bonds), or other non-covalent derivative
(such as a complex, chelate, etc.), or combination of them
the molecule, responsible for the physiological or

pharmacological action of the drug substance.

6)

“e214 T TIC TN hATNAT oot
PG Il YIC @5 (oot o99°01 YLt
ONT TPI° AL PL.0A FTL TICT ST

6)

“Excipient” means ingredients other than active ingredient

used in the manufacture of finished Veterinary drug.

7)

“Crén CANAT a3 TN AN 90
a3 A7 hTIRACE ooy OC hhrd
NN AL ATSOA  Jan ool
PATNAT oo 1.

7)

“Generic Veterinary Drug” means multisource veterinary
drug which is intended to be interchangeable with the
comparator product.

8)

‘g AT 990t OteoHI PATIONT
a8 AMPAL Tt LPOTE AS LVTrE
AL TA0T LAD. AD.T 1.

8)

Major Variation” means variation to the registered
veterinary drug that has major effect on the overall quality,

safety and efficacy of the veterinary drug.




9) “eIXLP PULLNLAID. AIVHE AT AT
0FaotIN CAINANT oo Dt AmPAL TéT?
AP AS LVTrE AL AT TROT LA
ADT 0.

9) “Minor variation that requires prior approval” means
variation to the registered veterinary drug that has minimal
effects on the overall quality, safety and efficacy of the

veterinary drug.

10) “MIXLP PUILNANID. AMVHE ADTT “INT
Ntaol PAINAT o3 hmPAL TétE
AP AS LU AL 9°39° 9L RS
PAND. ADT 100

10) Minor variation that requires notification” means variation
to the registered veterinary drug that has no effects on the

overall quality, safety and efficacy of the veterinary drug.

11) “Adeot 20 20T oo nOANATT PI°HIN
°anc  olet PHOmo. 6o AT L%
CHOAMNT7 U3 PF LH TPI° AL ooPAT
PoLhI T AGS VALY PoL.0NE . ¢

11) “Market Authorization Holder” means a person by whose
name the registration certificate has been granted and is
responsible to monitor compliance with the conditions

accepted during registration.

12) “CAdbat PAIAT oot CT TINT
Nooghhlha@ oo @0T  “M077  6hd°C
NU-A9° P9°CT L£LB @0T £AL PATOT
ao & 10

12) “Finished Product” means the veterinary drug product that

has undergone all stages of production, including

packaging in its final container.

13) “PAaNAT oo 9OHIN CONC @LPT
N PATNAT oo St PICHIN aoNd.CAT7
ANT199AE LM LTLAT 1L 1.

13) “Registration Certificate” means an official document
granted to a veterinary drug after ensuring the fulfilment of

registration requirements.

14) “A8.0 PAINAT oo TN havT 0T
NMANATNYT  19°929°  9°HI0  9°0nC @bt
PLOTOAM@ PATNAT o5t 10

14)“New Veterinary Drug” means any finished veterinary
drug product that have not been evaluated and approved by

the authority before.

15) “CAINNT FAT TN ATAAG @290 ALIE
AN M3 CoohAhA API°7 P2LAT VPO
mL9° PUPOH nhd\ 10

15) “Veterinary Vaccine” means a biological preparation that
provides active acquired immunity to a particular animal

disease.

16) “m7é- APMME AAOANTY 10T mFad-
PETTC NCYT ANF@. FNAD. (AAT® PG

16) “Stringent Regulatory Authority (SRA)”” means regulatory
authorities of other countries responsible for veterinary
drugs regulation which are recognized as a stringent by the
World Organization of Health (WHO).




SCEt AP0y LT CANT V16T PAI0ONT
ao @5t APMME AN ST

17) “4COMTE TN AT VIC ORI NAA
@O-NT TPI° AL PULMA POMI° 1 AT
ao @ Povaolld AG PTéT HCHC PoLLH
VI NI 1m-;

17) “Pharmacopeia” means a legally binding collection of
standards and quality specifications for human and

veterinary drugs used in a country or region.

18) “@h.\” 10T hahavHIN.@ P@-NAG AN
PHOma- (@ 1o

18) “Agent” means a person authorized by marketing
authorization holder by law to carry out matters on his
behalf.

19) “AP®” 90t CAAT oo PLTS oof
ANVTSLCS €TTC APE RTC 728/2004 '10.:

19) “Proclamation” means veterinary drugs and animal feed

administration and control proclamation no. 728/2012.

20) NAPSE  728/2004 Oa¢A  (2)  TC19°
AT, PATTS W& (LU goaold £9°
T2 BTG TFPA::

20) Definitions provided under article (2) of proclamation
728/2012 shall be applicable to this directive.

3. PHéLA%LrE o0

3. Scope of Application

2y avavlf (UIC ONT P9.avl4:9° PY hd.5p
VIC P90 CAINAT oot 9°HI0 AL 14491,
CUPSA::

This directive shall be applicable on registeration of veterinary

drugs manufactured locally or imported from abroad.

neA U-AT
PATOAT aogSht 9°H0

Part Two

Veterinary Drug Registration

4. dA 7°H10

4. Registration

1) LY aoavl @ NANANT (AL U-'s3 WAtTLPL
NOHPC 7175 ®9° CAINNT a5t TPI° AL,
navPh- Né-F NMANANY avavHIN AdNT i

1) Unless exempted under this directive, any veterinary drugs

shall be registered before placing it on the market.

2) MIE®I° PN oD e AL AT8.MA
PIOHIN PONC @l POLOAM@  TlokE
LUPrET AG APTTE NN 79°197% NANG-F4
PPLt I°Cavs- wG hI°eF LCPA ao@ 317

2) Acregistration certificate isonly issued for a veterinary drug
of proven quality, safety and efficacy following dossier
evaluation, positive result of laboratory quality test of the
product, and compliance of the manufacturing company to




N979°L 1 Nk aolP' NANAP PaoAh9° havl-lot
°AhS ®LI° (M7l APMML AA2ANT
N7LAT Poon9® hool-lot OACHELT ALIIT
NF LG

manufacture the product confirmed through physical
inspection of the manufacturing facility by the Authority or
submission of a good manufacturing practice certificate

issued by stringent regulatory authority.

3)

P9°HIN aoNA.CT AS PN1E 29°1N@. TAPT
A7 PAINAT ook W8T QUGS AS
AATOAT MG NAD. 02T ATAC SIPGA:

3)

The rigor of registration requirement and assessment of
veterinary drug shall be commensurate with the product’s

type, nature, and potential inherent risk to animal health.

4)

LY AFPX 700 AP 2 oohlt PoLOAMO-
PIHIN 9°NNC OLPT NHY avavl® Wbk 24
aow/l WhF1L @R9° hiEALH kG
AAI°OT Gavot PTLLINTIN LIPGA::

4)

The registration certificate issued in accordance to sub-
article 2 of this article shall be valid for five years unless
it’s suspended or revoked in accordance to article 24 of this

directive.

CATIONAT oot 9°HI0 “TaoAhF

5. Veterinary Drug Registration Application

1)

YEDI° CAINAT aoL DY IUHIN PQaohF
POL.PCN- AADAMT NP DMN@.
PaAw -G avavd @ ao(\lt aolP7 hANT:

wh e

1)

Any application dossier for veterinary drug registeration
shall be submitted as per the relevant and current veterinary

drug registration guideline issued by the Authority.

2)

A7L PCAIAT ook PICHIN 9QavihhF
G0y POLPCND  “YooAhF N TFCLh
a1t OACY T N NF aoPF AN

2)

Depending on the type of veterinary drug registration
application, it should only be submitted through the

electronic service system;

MY  A%PX 700 APR 2 eI
ATAMNE T MadihC'Lh AN OCY T
N “PooAnF  1pLN N2ILFANT  OF
AANATNT  001e  AS  PTAAT &G
AATCLR DT 008 PoLPCN “TaoinT D7

APNAN LTAA:

3)

Subject to the provisions of sub-article 1(b) of this article,
when it is not possible to submitan application through the
electronic system, the authority may accept applications
submitted as hard copy dossier and PDF format soft copy

in compact disc (CD).

4) P¢CND-  “MooAnF  NATINTE  ®L9° | 4) The application must be in English or Amharic language;
NAZICT &7 a7 hANT:
5 MHv A7Px 700 WPX 47 ¢HL11@. | 5) Notwithstanding of sub-article 4 of this article, if some or

a7 tmne  PeE PaophF A1%  @L9°

all section of the document is prepared in a foreign




e toNT PO01E AN haTIANTT ©L9° ha%ICE
78 @R, OPT AN £7% 1R hP'1 hDP
PATICE ®L9° CATINHG £ TCTI° W E
aoPlA AN

language other than English language, an official English
or Amharic translation of such document bearing official

stamps of the translator shall be presented.

6)

DAL W9°6-T AWTL PATNAT a5t hh7e
P9°HIN  “YovhnF (AL POLPCN  TLE
NMANAN- P02 ALTLM.I®:

6)

The Authority shall not accept more than one application
for registration of one veterinary drug manufactured by the

same manufacturer.

7)

MY A& 700 A7PR 6 CHLITO.
AN T AT hhaoHIN ALY
ner Uk LCERT evhhh 01905C
Nh7tet eoInavlt @A 091l Polavlok
ehafe €& n9° eATar  Cahat
@ SLET Qo0 &AM

7)

Notwithstanding to sub-article 6 of this article, the
authority may accept a registration application of the same
product with different brand names manufactured under the
contract manufacturing signed between a product license
holder and a manufacturer provided that they are different

companies.

8)

AT o0&t P9°HIN “FooAhF @.O0T
POLPCN  PATINAT oo 0TI O9°
Poofanl¢  mLI° Pavanld 0T &LAT
AR e  @OT  +L9°  hthooHIN  PATIAT
a @31 IC avavAGN PANTI"

8)

The trade name of the veterinary drug described in the
registration application shall not be identical with the first
or the last three letters of any trade name of already

registered veterinary drug in Ethiopia.

CATNAT  aogdk N FALR PTG aom?
Po9.00lF hPT DA APLISIS THé oomd
avlB PPH N1 OHALY  TavpnF  APNF
aop A hANT:

9)

For a veterinary drug manufactured with multiple
strengths, a document containing information about each

strength shall be submitted in different applications.

10) PAINAT ook N TALE  “INLELT AS

aomy P9L307 hPh NAL7IE % “I0Le O.0T
N2 301, Paol 5T aom?G AOT aol 5P
aNC aoPlN AT

10) For a veterinary drug with multiple container closure

systems and packsize, the quantity of drug individual
container contains and other information shall be provided

for each package in a single application.

11) U 0L AA oo oo TN hATAT

ao: -k IC PLPCN hPh AAINY  I°CAT

11) If a water or other reconstitution diluent(s) are supplied

with the veterinary drugs, a document containing sufficient




Te MG LUTrE O oolB ¢fH 01 hPSar
Paol: ik N1 IC ANE avPlA AANT:

information about the quality and safety of these products
shall be provided in the application.

12) v-ATS hHe NAL PAHAT ao& DT (Wi

M.e  o0T P73 07 hPr AALTETS
PATNAT oo TéoT: LUTTES 4PN
TNEE Moo S 9°H10 “JeoAnF (1€ @0T
aop A WANT:

12) If two or more finished veterinary drugs are co-packed in
one package, evidence of quality, safety and efficacy of
each drug shall be provided in the veterinary drug

registration application dossier.

13) a7% CAMNAT oo FTL 1IC US N HALR

PATNAT oo AbilN 98T PULHOE
h1 AL785% CAPAT AT oo 9°CT
APl G2 07 CFA PIOHIN “YaoAnF
1€ aoPlAN AN

13) If the same veterinary active pharmaceutical ingredient is
manufactured in different dosage forms of the veterinary
finished products, a separate dossier shall be submitted for
each finished product dosage form.

14) hhaol 20.0-

PoLntAT? WO Eh T
hoof& 3 o010 “lovhhF@. (1€ IC “1PLA
hANT:

U. P919°LF tdao. Paopng® havi-lt OCOYT
NAao-+N<- £, 0,077 ao €k
N0l 0 UIC 09LT5 AHBMME Ahd
eHOm  PIPONC LT AIEUIS AL
aNdALYE  NAACRe  MNCS QMDA
FENMNELT (W HLLNTE LI Om
PI°ONC DLPT:

A. ao@E (WroolA0F UIC 0L HPMML
AN P HOM ASESA P4COINLEAN 9°CT
ACTEh T (WTT) @L9° FaoMAy PI°NC
@LPT AGS A@DF TIF oo ST 904108
PCHT OG-t (AT

14) An applicant for registration shall submit the following

certificates together with the dossier:

a) Good Manufacturing Practice (GMP) compliance
certificate of the product manufacturing site issued by
competent authority in the country of origin and a
certificate issued by the Ethiopian Agricultural
Authority following inspection of the manufacturing

facility as necessary.

b) Original Certificate of Pharmaceutical Product (CPP)
or an equivalent certificate and certificate of pesticide
products for ectoparasitic products (CPP)) issued by

competent authority in the country of origin;




. MLV A7PX 70-0 AFPR 14(A) OHmebna-
ACTERT ACEGA AG ook Nool-H-
VIC 0717 PaqheA e wIP00,  PL21m
ao Py adNTt:

oo, IV ATPAR 700 WTPR 14 () CHL110-
ATetmNe PG ook (ool UG
Pha e ngP00, had 040 UIC 079775
PaTeXe K9P0, 0L Na ¢4 e Po-3
182 “LLOVEC 01877 TUI1T BTCNFA:

w. LV A7PX 700 A7PA 14 (dh AS oo)
LI ATLAFmNE  PS hoopnE
Paq-beaf A°00, NAhANE®-  0AoTS
02 e ACTEhE? 212917 hAFA RS
LU9°  NIANAMNT  aoplfE NLITTS
a5k (ool 0T UIC 0L9° MdA VIC
NAGoaoHI:  POLLLIIT PN 9°NAC
@LPT  NASESN  P4COINSthN  9°CT
NCHEhT IC ANE aoPlAl AANT

c) The certificate indicated under sub-article 14(b) of this
article should be original and authenticated by the

Ethiopian embassy in the country of origin.

d) If an Ethiopian Embassy doesn’t exist in the country of
origin, Authentication can be done in the neighbouring
country or in the Ministry of Foreign Affairs of

Ethiopia.

e) If the applicant is unable to authenticate the certificate
in accordance to sub-article 14 (¢ & d) of this article
due to non-existence of the Ethiopian embassy in the
area and this is confirmed by the Authority, a
registration certificate confirming the registration of the
product in the country of origin and/or other countries
shall be submitted along with the original certificate of

pharmaceutical product.

15) LV A7PA 70-0 AT7PR 14 oow /il Po4CN:
PI°NNC LT hoodAWE  9199AF eANTT
aoNLCHT AIAE P9VHIN P0G @l
NTLHOENT L CAINTAT L@ PAALNT
a7 hANT:

15) The certificates indicate in sub-article 14 of this article

shall be valid at the time of the product fulfill all the
requirements and ready for preparation of registeration

cereteficate.

16) 175 ®-9° PAINANT ooy 9°HIN av\nF
A1 NHY AFPR a0 A7PA 9 AL hitmenm:
N+en1é NHY ovavlf hhibk 8 Ahh W&k
16 ¢tTPoom-17 NARINAT oA TéT:

16) Any veterinary drug registration application dossier shall

include an information about the quality, safety and
efficacy of the product as indicated under articles 8to 16 of
this directive; inaddition to the documents indicated under

sub-article 14 of this article.




LUTIS APOYTE N aolBP2F TItt Al

P@.AAS O

6. Agency Agreement

1)

YEDI° A@ haI0AT aoeS T AlaoH 0.0
PO-NAG O9°°r ALY CATINAT ook
J°HIN TLE 9PLN ALTAI°:

1)

Any person shall not submit registration application unless
duly authorized by market authorization holder of the

veterinary drug.

2)

NANAMNT  NATOA T oot 9°H1 0Pt
CONTSE @17 P-NAS AZ°1rT APOA LTAA:

2)

The authority may accept third party agency agreement

during veterinary drug registration.

3)

MHY A7PA 700 A7PA 2 oowlslt PoL4CAN
POAAG O9°9°1 NAIL-TG AS hhaoIN®-
aohppn  P1L4L1 AT8.U-9° NadaoHIN.@- AG
N o0t oné agohnih CHLLYT VOP
VAT AR B o 6 B L T A A T A

3)

The agency agreement submitted described in sub-article 2
of this article shall contain an agreement between
manufacturer and marketing authorization holder and and

between the market authorization holder and local agent.

4)

NAZ°-T AS NadarHIN@ aohpd £71.LL70.
POAANG N°°rT ahev D00 AUIC @0T
DA @OAANG oohm T AILTLTA ool
hAN:

4)

An agreement made between the manufacturer and the
marketing authorization holder shall indicate the market
authorization holder has the autority to make an agreement

with the local agent in Ethiopia.

5)

MY A%PR 700 AR 4 PHINAD
ATAmNe S OFALE VT TIIRLE
GNEPT PNF@® PAINNT oo &' hI°4-TF
nAA - 0IC PUl.ohn @290 NPLAT ST
NC2T AS PACHET NIOATF +&o1HT vOP
aPSTO7 271048 UIP  N1& T1PLA
ANV

5)

Subject to what is stated in sub-article 4 of this article,
multinational veterinary drug manufacturers must submit a
legal document showing the legality of offices and
distribution chain facilities represented or created by them

in other countries.

6)

.

ME I CANAT oo TN I AS
PICHIN ULAT Aooh A PULFAM.:
aANevHIN.@® UIC O0T 070hG . P&Ce
ne: og?

6)

Any personwho can apply for and follow-up the veterinary
drug registration shall be through:
a. Country commercial reprentative office of the market

authorization holder; or




A. VIP @nAS CTHame. PUIC OOT CATIAT
av @31 hhovgh, i @LI°

ch. VIP @ANG PTAM@. $Lov F°HIN 4P L £TT
PATINAT oo hhoogh,:

oo, IV ATPR 700 ArPAR 6 (A 4G h) P10
ATAMNe T AderHIN®- NTL.OhAD-
PAINAT oo OQAoo-@  C9°HIN LA
And-tN LTAN::

b. Legally authorized veterinary drug importer; or

c. Legally authorized veterinary drug with pre-

registeration certeficate of competence; or

d. Subjecttosub-article 6 (b & c) of thisarticle, the market
authorization holder may appoint a veterinary drug
professional to handle the registration process of his

products.

neA 2ot
ALRZANT oo+ PHIN AATLPCH (12T

Part Three
Documents to be Submitted for Veterinary Drug

Registration

7. O o5k P ITLNC

7. Active Ingredient (Substance)

1) TLOATEPrT CAND? PAINAT ook PG
TPL-TIC avlE oo (v h9avAnT@.
PI°HI0 “TovAnF N1 OC ANE T°8A @07
aoPlA hADTF@.

1)

Non-confidential information on the veterinary active
pharmaceutical ingredient shall be provided in the relevant
module of the veterinary drug registeration dossier.

2) MNANATT A.MPP PCAMAT aofdik PG
YPLTIC WA TLNTER  avlE (T
AMANAYY aoAnl CCCNA S

2)

When requested by the authority, the owner of the
veterinary active pharmaceutical ingredients shall send

confidential information directly to the authority.

3) MLv A%Px 700 ATPR 2 CHINAD
ATLAMNP  PT AL ANAANLTEICT  A9CLE
hloophFo. IC AT &7 TTE-
TIC “LOTEP ASAT 1T POLTANTT
Pao8Lh LANAN ANC TN AANT

3)

Subject to sub-article 2 of this article, if necessary, the
manufacturer shall submit letter of access with the
applicationto access the closed part of the veterinary active
pharmaceutical ingredient.

4) W& CAMANT a3t PPL-TIC PULPCNa.
NP 4NEPF hP'1 h€1575% 4Neh C11F
PATNONT a0 PGS YTL-TIC ool 8P

4)

If the veterinary active pharmaceutical ingredient is
supplied from different manufacturers, the information of
the veterinary active pharmaceutical ingredient obtained
from each manufacturer shall be submitted separately in the
relevant module of registeration application.




Ne%.oopn-t@. P9°HIN TJavAhF (1€ TPRA
O.NT 0 FSMA aoblAN ANVT@.:

5) A& CAINAT ool haTe NAL PATNAT | 5) If a product contains more than one veterinary active
av 25t PG FPL-TIC PPH hiPY NAALTIS TS pharmaceutical ingredient, information about each
PATNNT a0 FPLTIC ool B DT veterinary active pharmaceutical ingredient shall be
NeLovan-®. PICHIN TDavhhF  A4€  OEA submitted separately inthe relevant module of registeration
OAT MFSMA ool AATF.: application.

6) MY A7PX 700 wrPAR 4 ¢H211@. | 6) Notwithstanding of sub-article 4 of this article, if the drug
ATehmNe Y AN A6 AS contains a combination of multiple vitamins, minerals,
AMCANE AG aoOd PGS ITL- 1IC SNAP amino acids and othet similar veterinary active
PO PAINAT oo@ St DPY hovdhE @AEG pharmaceutical ingredients, the applicant shall select active
CRUFT DT CANEDS PG CAINT aog sl ingredients that are important in the composition and
P LICT aoCM TOLEDED AMSPE TV having safety impacts and submit related documents.
SN active ingredient

7) MLV A7PX 700 ArPAR 5 ¢HL11M@. | 7) Notwithstanding of sub-article 5 of this article, when deems
At tmned PS NagodADE  CAPLN 1IC 7 necessary, the authority may request additional documents
AADATMY ANLAL 10. NA AaoIVF@. PANAT about the active substances not submitted by the applicant.
a3l PGS FTLTIC avlE MG PE
AT8PCN AMEP LTAN:

8) PI1IE®I° PG PATIAT oo ¥TL-1IC | 8) The documentation of any veterinary active pharmaceutical
N1 P9h1Am-3 avlB GH aoTT 1 hANT ¢ ingredient shall contain the following information:

V. PAINAT oot PG 3PL-TICT NO19°LF a. The names, addresses and responsibilities of facilities

N.

0707 A NANE-PS 9°Cavd-F NhrhéT @A
PULOGTT aI°C CHATE AT AT AL A
AS DG

NAATAT  oo&Dk PS TTLTIC 0990
hLILhAPS &LHNAR Qe ACToP L4 PTS T

a.m 1 :

involved in the process of manufacturing the active
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 ingredent.
c. List of inputs used and the step in which they are used
in the production process




. 0TP9° AL PPA IMN%T HCHC S 09°CT

YLt @OT TPI° AL CPANT L4596

av. CAMNANT oDk PGS TTLTIC Chavi-lt

Yot #LI° -+t MNP aoINmG TIE-4 P
Po99°% 1 AS  OAhool-l Yk RnATYT
9,018, TG

w. hTé Mt AS Nhavd-dt 184+ Adbdamé-

N7 A Mhe PP 000G AANEAL PLAT
12 AP 2L TG

. PATNAT ook PS T L-TIC HCHC PT et

a0l CHET PTeT 9°Covd- W& hG P9°Covd-
Hem  ThAadNYrE 21018 TS AS
AAIN AT INEe LR TST AL PPA- OFF
AL P10 PI°Cavd- @Myt :

. N9avAn-t@. PAE PALP PT794:C71 LAD- PG

AN o0& TTL-TIC PP et ool Gt
AS P9°Covd- OCtHéint hamat ootk
TTL-TIC A9°L-TG hAINAT oo hI°L- T
Pl AAVTF@-:

d. Flow diagram of the synthetic process(es), description
of the manufacturing process and process validation of
the active ingredient.

e. Studies conducted on the freedom of impurities arising
form raw materials used in the manufacturing process
and other polluting chemicals and unnecessary residues
arised during production process.

f. The specification(s), analytical procedures, analytical
method validation, and certificate of analysis of the
batches used in the stability study of the active
substance.

g. The active ingredient specifications and certificate of
analysis shall be signed and dated by the responsible
person of respective active ingredient and finished

veterinary drug manufacturers.

9)

LY A7PAR 700 ATPR 7 CTmett PRTTC
aolBPTF NAAMANT ++0R'rT £T5 G09° GG
a0 LCAT IC aoMMP® AN @,

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

accepted by the authority.

aA +en?16 114110

8. Excipients

1)

nNPS  IPL TIC @A NATNAT ook
M9l 1L 0T TPIC AL NACLo.N
Tl TRLNICT POleCNe. A1
T A S A L VAT ok TR B A Y VI U

1) The document to be submitted about the excipients used
in the manufacture of the finished product shall include

the following information:




U.N%ovlk OFTF @o.0T Ao PPULTA
aaA+aT 9°CTH 0T AL PUI8TATT NG T
MI°C U DPS TTL TIC o Pi
IMGET 91794 AT ooNdCT ov1AR
AN

A. PTeT 9°Cond- HLT P9°Cond- 9°0NC LT
AS AL ANAALTE NAI°Covd- NEm. RnnS T
9LI18, aoPlA hANT

. T FTL 114 hAAT APRA hETd
me9° Tah, ha@ MY T OHad- hPh haTaa T
®L ATMNAT AG (@, AAAAGE WL TN N6 19
NAao P 994158, aoPlAl WA

oo, MYk CAI° h80 AdooP'r OLI° hHv +L9°
Moo 299°%1F TP AL (WAoo PA-
992915, aodlAN AN

a) Specifications of all excipients including those that may
be added to every batch and those that do not appear in

the final product shall be specified.

b) Method of analysis, certificate of analysis and as
necessary analytical method validation report shall be
provided.

C) For these excipients originated from animals, a
confirmatory letter or certificate of freedom from any
transmitting agents such as animal spongiform

encephalopathy shall be submitted.

d) Statement confirming that no novel excipients or
confirmation that the excipients were used in the

manufacture of drugs shall be included.

9. DA LAPLAT PAINAT oot CT

9. Finished Veterinary Drug Product

1) faPAT PAIAT oot 9190l LT
@ONT N999°LFF 071077 NANE-F4 9°Coavd-:
AS M 7hét @A PULNGTT aICC Phak4
TRV N9°T ALLA AS DALY HCHC
aoplAl WOt :

1)

Names, addresses and responsibilities of facilities involved
in the manufacturing, packaging and laboratory testing of
the finished product including contracted, if any, shall be

provided.

2) LAPNT PATINAT oot PG boo(CE
98T GHTT ANC P7LPCNH @G aoOA
Pao& Sk oo, AG  POI0LY  aohem,
aoP /A hANT:

2)

Description and composition of the finished product
including description of the dosage form; composition of
the dosage form; description of accompanying
reconstitution diluent(s) (if applicable) and type of
container and closure used for the dosage form shall be

provided.




3)

Me AL Po9.eCNM: 9°C A19°Lt PPAQ.
POF PooC N"IooAhF@. A1 ONT ovIAX
ANt S POT Povd. ChLISIST MYT
oMy PULLMIAD PPt LB AIBUIC
CATNAT oo Dk TP TIC PoomT “InEang
NAM. AS AINE Poavlt PATNAT oot
PATe OF 9°CH oomy avIAX AdNT:

3)

The final batch formula of the finished product includinga
list of all components of the dosage form to be used in the
manufacturing process, theiramounts on a per batch basis,
overages if used, a reference to their quality standards and
the proposed batch size(s) of the product manufactured for

supply to the Ethiopian market shall be clearly indicated.

4)

NATINAT oot 9°CF 0719l 18T
PI°Ck Phovd-lt 1T GO NOAR AG YLk
PRLE NLLE HCHC “ML-LE hG hLI8T87
LLE  WININT AL PPA ovvllf GRS
Po99°L%F API° AILUI° oA DANT Q.
PULt aoNACT 2900 AdNT::

4)

Flow diagram and narrative description of the
manufacturing process of the finished veterinary drug
product, including equipments used in each processing
steps with their type and operational capacity, and in-

process parameters shall be provided.

5)

Pavl Sy 9°CHT P919°L%F YLt FanAg Yt
ACLI1T AININT AL PPA PTG TCEPhA
aS &7°CF aoPlAN AN

5)

Manufacturing process validation protocol and report that
ensure the accuracy of the manufacturing process shall be
provided.

6)

v.

N.

CAPNT PATAT o0&t PP RTTC
avlB nFT CHHLHG T CPH aolPF hANT:
AANT FHEAM@: AhA P8P PATNAT oDk
@L MNP haoAbde 0415 ML AL N715 Lo
$L3 AT CANT PT e aoNd.Col
CAINNT o0&k P9°Covd- HR N9°HIN @P+
aoPlAN AT PSI° PPLND. PI°Covd- HL
NANANT DHPNATD. P4COINTEe L8 @
Ny AATANAT IR PTLLLIIT PPGT 677CT

. hTéF 9°Covéd- @o-mt N4 ANATOAT

a1k N9°F Pb: PoopAf RTC: POF

6)

The document to be submitted about the quality control of
the finished product shall include:
a. Release and shelf-life specifications of the finished

product approved by authorized person.

b. Method of analysis of the product and analytical
method validation report, if the method is not official in

the recognized pharmacopoeias.




PI°Cl oomIG CtavlA0t P77 WS CAININT
TNEE +7 CEH COT I°Cavd- L7°Cr::

c. A certificate of analysis that clearly shows the product
name, strength, batch number, batch size, and dates of

manufacture and expiry in addition to the test results.

10. PovanCondéf NPT

10. Methods of Analysis

1)

AN PRGL L ObTh  4COITE
(2.m0T)F  eNSEN  4COITe  (N.T.)
PADCT 4COMTE (T.hT. RC.) AT £909°
PATNAT MG LCET LB AL Pl
Paoao(Cavl ¢ N h&CT HbNA,:

1)

The Authority adopts the United States Pharmacopoeia
(USP),  British (BP),

Pharmacopoeia (Ph. Eur.) and World Organization for

Pharmacopoeia European

Animal Health (WOAH) monographs as own methods of
analysis.

2)

NAINAT oSk PICHIN QaonF N1
o.0T  elatte. PATNAT g DERS
Pao @5 4 TTE-TIC avlG aAOAMY-

N+PNANT@® OHY  A%PE 700 AP 1
NHHEZHSF 4 COINTLPT AG PP T LLEDPT
aow /i ao Py AVE:

2)

The information on veterinary drugs and active ingredient
submitted as a part of the veterinary drug registration
application shall comply with officially recognized

pharmacopeias and quality standards.

3)

LY AP 70-0 AR (2)
AAMNE PG PATNAT ool D1ES PATINNT
&Pk TTL TIC AANATNT  (FPNAD.
4CUINTEe  OFme S  haodWE 0407
PI°Covd- HL  Polme9® hlPt  hmbaoq.
PI°Covd- N h4CoINLL@. htmehm. hF
PI°Covd- U IC NN tavdAL, LLE CAM.
aoP'r7 POLLaoAN T C1L.D1% T1PLAN hANT

1+L1ao.

3)

Notwithstanding of sub-article 2 of this article, if the
veterinary drug and/or veterinary active pharmaceutical
ingredient are official with recognized pharmacopeia and
applicant wants to use his own in-house standard methods
of analysis, an applicant shall submit evidence data that
show the in-house method adopted is at least equivalent
with pharmacopeial method.

v A%Px 700 WPk 2
ATAMNE S PAINAT oo AES PRI
ao 5k A C QAN (HHPNAD-
GCUMTE CAaFaH+ hP'T AAOANT Chd° e F

1+L1ao.

4)

Notwithstanding of sub-article 2 of this article, the
authority may accept the manufacturer specification and
method of analysis or other validated method if the
veterinary drug and/or active pharmaceutical ingredient are

not official in the recognized pharmacopeias.




®L9° C+L21m AA LCEF ¢4HIE PT e
LB AG PI°Covd- HL APNAN LTAAN::

11.

0A A700TF &3t T112REL TTL-1IC

11. Reference Standards

1)

NATINAT oo TéT 9°Cavd- A°T12KLE
TP AL PTLOA TIE®I PATNNT
&M TTAREE P TIC AANAMT
CHPONT M7 909° 946 4CTINTEPT I
o) Ag° hANT

1)

The reference standard or material used for comparison
purpose during product quality test shall be consistent with

the Authority recognized official pharmacopeias.

2)

PAINNT a3 TTIRREE T 7C
NANA M- CAPNAT .7 909° TN
4COMMTLPT @ONT PI8TT hWP1 A9 ek
o3k A9t hTlmboo® Tk TR TIC

2)

If the reference standard or material does not exist in the

Authority  recognized international pharmacopeias,
manufacturer can prepare reference from the veterinary
active pharmaceutical ingredient by introducing additional

purification procedure.

NoINeT COTIARLE FPTL TIC APHOE
CTAN
3) NHv ATPX 70-N nr Pk A -+L911m. | 3) Notwithstanding of sub-article 1 of this article,

ATMOE S CATNAT  ao& Sk hWIPUE
VS POT1AA8E PTL TG AN ER aom I
£ TAN::

theveterinary drug manufacturer can prepare and use

secondary reference standards or material.

12. NWAATOAT o0& 3%t PGS TTL-TIC $579°

g°Cavd- 2GS OALAPAT PATANT a0t
Gt Paomdol e LN

12. Re-test of Active Ingredient and Shelf-life of Finished

Veterinary Drug

1)

N9ooAnF@. @ONT  OAFINAD- PATINNT
a3 PG FTL 1IC RS PAPAT PATAT
ao @31 9°CT PoomeoLe L NTS T P24
aol % aoPlA AT

1)

Stability study report supporting the re-test period of the
active ingredient and shelf-life of the finished product

stated in the application shall be provided.




2)

NANAT o0& PGS FTL TIC RS AAPAT
AN ao& Dt 9°CT P8 WINTAT LI
TG A7804ALTrE ABVL NCYTE ACTNT:
ao-d - AG oA hLD NTIATET ALmC
COLTN CPeT 1EATT Aoopft  PoLmP9e
I°Cavd- TPt hANT:

2)

The stability study of the active ingredient and the finished
veterinary drug product shall be conducted by exposing to
sunlight, moisture, heat, and similar stress conditions, as

necessary, to identify possible quality defects.

3)

LALNT CAHOT oo Dt P88 S AL ATT0P
o904 TGP 140°C + 2°C /75% RH + 5%
RH AN&QT @i AS ATL AT ootk
ACTOF Paokd9° NV N30°C +2 °C /65% RH
+ 5% RH ®g9° 30°C = 2°C/75% RH +5%
RH ao@bt G800 HNA> AFIAAD- LH £HA
a7 AT

3)

The stability study of the finished veterinary medicinal
product shall be conducted on a storage condition of
40°C£2°C/75%+5% RH for six months and 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.

4)

M@oY AL Ptoohlt Phovi-lt LT fAD-
NooCé, ®LI° NAT PULAT OF4-9° 44T
(OWYE707)  PAIAT oo PRININT
Th@. h24 @1 NAL AMPPNT ALTAI:

4)

For agueous based suspension injectables and oral liquid
veterinary drugs, a shelf-life of more than 24 months

cannot be claimed.

5)

MLV  A%Px 700 AR 3 FL110.
ATLAMNE  PS AgoAWE  AAPAT PATTOAT
ao @S O NTLLaAR TN LH a-p-
PG A1 1PN ALTA Pnent  oC
Pt4mi1  AS 0PI PADITE  Poomeog
wMar vt ks eretE LG
haot@9aos’ eN40, IC “1PLN hANT:

5)

Notwithstanding of sub-article 3 of this article, the
applicant shall submit six months accelerated and at least
2/3 of the real time stability study reports with

commitement letter at a time of registration application.

6)

MY  A%Px 700 AR 3 FL110.
ATAMNE  PS A% PTG USRS PT
AT oD I°CETS POTNLE T4 TCIP
71T D7 h29°F AN hebad NNANANT-

6)

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

the Authority guideline for registration of veterinary drugs.




HCHC Paof3h 4 9°HIN avhd.Ct 0N H1AAD-
aow /it AT TIMNE-EEL TTIPLAN AT

13. P¥Lov AALAA TG+ S7°CT

13. Pre-Clinical Study Report

1) A ®9° PAIAT oo 9NN
PoLPCO- PPLov AALAA  TST L7 CHF
NNANATT  PI°HIN  PAwl-C
NtPoom HCHC ooOdCAT ao0l aodlA
anTF-:

aogvo/, @

1) Pre-clinical study reports submitted for any veterinary
drug registration shall be submitted according to the

authority's guideline for registration of veterinary drugs.

2) PAINAT oSk AWTEEE N h4O PUY
PG ¥PL TIC CPH APt @f9° ntat vy
®LI° AAShA oo WP LSl
ao-p PPL oo ANLAA TSHT @.mt aodlA
aNTF-:

2) If contains a new active

pharmaceutical ingredient for the Ethiopian market, or if

the veterinary drug

it is a vaccine, or other biological product, the results of

complete pre-clinical studies shall be submitted.

3) NV A%Px 700 AR (2) eHLITI.
ATAMNE P NRI0 09° (E'hén) AG NINL
AL A9 1R PHR AG PhAevS. CATINAT
a5PT ATNeoHIN PPLao hALhA
PGET @t 71PN ALMNPI°T TIC T
NATNEG. TGP PAMG avlBPF T NHCHC
9Pl hANT::

3) Notwithstanding of sub-article 2 of this article, submission
of pre-clinical study reports shall not be mandatorily
required for generic (multisource) and well established
veterinary drugs. However, the applicant shall submit
information on the detail list of secondary studies

conducted on the product.

14. ALY TS+ S7°CT

14. Clinical Study Reports

1) 077 ®9° CAAT oo 9°HI Qoo hF
@O.0T  PULeCN PaNLhA TS S7CF
NAANATN PANAT oo 1T HCHC ChéART°
PhAwl-C avavl @ oo\l aolP7 AANVT:

1) Clinical studies submitted

registeration applicationshall be in accordance with the

in the veterinary drug

authority's guideline for registration of veterinary drugs.

2) PATNAT ook ARACRE NP ALO PPY
PGS TTL-TIC PPH a0 @@9° ehtkat

2) Full clinical study report shall be submitted if the finished
veterinary drug is manufactured from new active ingredient

or vaccines or other biological products.




OEI° AA PACABIA ool WPt oo
PAALHA TS @.mt aoPiQl hdNT:

PATONAT ook AATEEL NS AS0 PP
PATONT oot PP TIC PfH hPY AS
Ao AE  PATNAT oo PAMé- QAL

3)

NAPTE AL U9° N9A9° e AL N $2
CA@. oot aP1E QAeneSE LTS
X JVEN P99, Lavpirk: o AL S WY | %

PA¢A.m0A70 TG T @o.mt aoPlN ANPT.::

3)

For veterinary finished product in which the molecule(s) is
new to the Ethiopian market but not innovator product and
have a global marketing experience, the applicant shall
submit literature review on safety & efficacy data and the
actual experimental bioequivalence study report.

15. AAAZONT a0 31 “T0LP AT 1AF XU«

15.

Veterinary Drugs Packaging Materials, Labels and
Leaflet

1) AT oo T HP8ULG PUNTE RLE
NNLEEPTF CHOACOTT Tl w0 T AS
PAN? oomr? eI°C NATNAT oo
NN HCHC PhlARI° avavlf  aow/lot
aoPlAN AT :

1)

Information on the type of primary and seconday
packaging materials of the veterinary drug and presentation
of the product shall be submitted in accordance with

respective guideline for registration of veterinary drug.

2) PATNAT o0& TINLEe AS AR AU | 2) The original package, label and leaflet or computer-ready
a&h Ak oL MEe PLPCNNT PSm. PP color-printed labels of the proposed packaging material
®LI° W9 LOAC AHIEF bage Pi-tov|  shall be submitted.

S aoPlAN AN

3) M ®I° CATINAT oo S 9PHIN hoo\WT | 3) Any veterinary drug registration applicant shall submit
Pl Sk 9I0Le  hoo&Sidk 09999 QA study report showing the packaging material used is
aoP 948 PTG @Mt “1PLN AT suitable for the intended veterinary drug.

4)  AAT HCHC CATNAT oo 2902 AR | 4) Other information that must appear on packaging materials

PO avlBPTF NATNAT oot 9UHI0
HCHC Phé-C avand @ ao(\l-t aodblAl Al t:

shall be as per the requirements indicated on the guideline

for veterinary drug registration.




16. DAAINAT a0 &5k T e LV7TTHS &P

T4 vl TINLE L 11 hAaomPP

16. Requesting for Additional Information, Evidence or

Documents about the Quality, Safety, and Efficacy of
the Veterinary Drug

1)

AANATNT 175 @9° hoodnT 2lNar
Poo b 9UHIN “loohnF A1 19°79°
reAt nETINE AIRAT aoNLCAT el
N1& ORI avlB AI8LPCAN havAWET A.mLP
LA

1)

The authority may request the applicant for an additional
information or data for the applications reviwed and found
to contain an outstanding issues or deficiencies that

required to be addressed.

2)

NI ®I° haoANT TS N1 @LI° avlB
AT8.L7A Teem hblN0T +7 €9°C NaLhT
@OC 10 ONT aohh aohm T hA0T

2)

Any applicant shall provide response to the query within

six months from the date of the request.

3)

MY A%7Px 700 ATPR 2 HLITNMO.

ATLAMNP P

. NFAM@. LH @-OT aoaoph PATFA haoA0T

Nten?s 15 P0é- ¢S+ @O.O0T avhh aohmt
annt:

. MLV AR 300 AR (3U) OC PHLINI.

ATMONE P hovAWE (AAYTT AL
et a4 WL AFS.AM@.  heoAht
PoLeaoCAT W ATRTMCPD 614
avlB G2 PULONT LIPS

. LY AR 00 AR (3)(A) AC NF1AD.

ool N HOME@- +Hen1é LR PavAnm. (1L
COL.MNP@.7 9°AT PANHE hPh “QaodnF .
O-LP LLLINS

av, IV AR 300 W3R (3)(ch) NC NFI1AD.

ao(\lt @-LP C1LLT TlooAhT &Nk Covlb

3)

Subject to the provisions of sub-article 2 of this article;

o

Applicants who fail to respond within the given time

shall respond within 15 working days.

b. Notwithstanding of sub-article 3(a) of this article, if the
applicant applies for additional time due to sound
be

determined according to the type of additional

scientific reasons, the additional time shall

information requested.

c. ¢) The document submitted within the additional time
given in accordance with sub-article 3(b) of this article
may be rejected by the authority if it does not satisfy
the expected response.

d. The applicant can submita new registration application
for the product rejected according to sub-article 3(c) of
this article and if only the rejection is due to defect of

document compilation.




TIPC NF QP haoAWE 27215 AMSPCE ATL
a%B.0 2Qaont BTAAN

w. LY A& 700 AR (3)(h) NC N4I120.

oo\l @LP  PFLLT  TavphhF LAk
NAao Sk Tét: LTk ®Ee9° LPhvt
NPT 879° Moot ALTAIC::

e. Re-submission of application is not acceptable if the
application rejected according to sub-article 3(c) of this
article is related to the quality, efficacy and safety

defects of the product.

4)

AAATNAT oo POLPCN eI
oolBDF NANAMT  NFHOE® HCHC
Pao Sk J°HIN W0e-C avavdf aohlt PS
NA70 +LL-E0 NHIN.@ AGA oodlAl AN

4)

Additional information provided in response to the queries
from the authority shall be compiled and submitted as per
the appropriate section indicated in the veterinary drugs
registration guideline.

NEA hét
ALAt AS AT oH10

Part Four

Renewal and Variation Registrations

17. DAAAT oo 3Lt °H10 ALAT

17.

Renewal of Veterinary Drugs Registration

1)

@I hheoHoN, PO oo
PICHIN WCAEhE AN LR 7104 90
¢7  OPLO. EIPC AS PPN ACAehk
AN LR A0 PO Ahh 90 7 AT PG
AOL AT TQaopnt AN

1)

Any marketing authorization holder shall apply for renewal
of veterinary drugs registration certificate 90 days before

and 90 days after the expiry date of the validity period.

2)

DI AhooHIN, (LY AFPR 700 AR
(1) 0@, ool AOLAT  hAgoAh-t
PAL AT NELMT N770 PPN WP Novhd.\
N+tep1s 90 +7 @-0T ALoohnt CTAN:

2)

If the market authorization holder doesn’t submit his
applicationin accordance to sub-article (1) of this article, a
renewal application can only be accepted within additional
90 days by paying a penalty of half of the service fee for

renewal registration.

3)

MY A7PR 700 AFPX 1 AG 2 0HPaena.
fLH 180 @.0T aheoHI0.@- C9°HI0 9°0nC
@bt OLNT  TlavhhF  hALN  IOHIO-

3)

The registration certificate if considered as cancelled if the
market authorization holder doesn’t apply for renewal
according to sub-articles 1 & 2 of this article and an
applicant may apply as a new veterinary drug
registrationapplication.




AT 0N HPTPCE AL AS.0 Pang St 9PHIN
4P Navpnt AN

4)

A°HIN  9°00C  @LPt 0LAT PULPCAN
MooAnF  AAOATNTE  07.L0M®-  PAINANT
ao @S¢ 04790 9°HI0 HCHC Ba'thd Ahé-C
avavlf aow /it oo LTCNFA:

4)

An application submitted for renewal of registration shall
be compiled as per the technical guidelines for re-

registration of veterinary drug.

5)

hao\NE AMADANT LAA@P@®- PoolB AD-T
NAoee < 14579° 9°H10 LK bt 21m AdHELLP
ACP°8 Moo\ AADT AS AS79° 9°HIN
aANdAL®7 N1 ATBLPCN NI4T ASG
CAINTDNT AGE N9Nh4A  °HIND A NCE
PoLNG @7 LIPS

5)

If a variation not priorly notified to the authority is
identified during the re-registration evaluation, the
applicant shall submit all required documents and pay
service fees for both renewal and variation registrations and
be conducted for both

registration will together

applications by taking administrative measure.

18. A AT °H11

18. Variation Registration

1)

ANaoHIN.@  AMANATT  $£T°  ALaoARTS
42L ALTY NMANANT PARPAT PhATNAT
a1 avlBE TN AS ANT ao®ick
OootM Phdboom U3 PF oodbPC PANTIT:

1)

Any marketing authorization holder shall not make change
on the authority approved product labelling, packaging and
other conditions of registered veterinary drugs unless
notified and get approval from the authority.

afeoHIN®  PAINAT ook
°NNC @l 0T NpA LT TR @19
AD®.T NMAOVAMNT- PA@.T 9°H10 HCHC -En'tad
PhNS-C avaol @ aow /- AMMANANT ool
AN ¢

£7°H10

2)

The marketing authorization holder shall apply any
variations to registered veterinary drugs as per the
Authority’s current guideline on variation applications to

the registered veterinary drugs.

3)

YWE®I°  AhooHIN, NLVL 9PHIN AT
PHPPL PolooADT PAIE NEAT oo AL
PATNAT oot 9L AAOANT
N7 emM®- PADT 9°HIN Chhé-C avavl,g
aow/lt Qoo Aot

3)

The marketing authorization holder shall re-submit all parts
of the dossier that are affected by a variation based on the
type of product and in the structure of respective guideline
on variation applications to the registered veterinary drugs
of the Authority.




4) nheoHIN®  CHNLLa?  AOT  NATNAT | 4) The marketing authorization holder shall classify the
@A Tl LUMITS APTTTE AL her & changes made to the quality, safety and efficacy of
ADT: 99%LP P9.LNLAID. AINTE AD.T AS registered veterinary drugs in to “major variation”, “minor
YRLP PUICNLAID. WINFE AT NTIAT variation that require prior approval” and “minor variation
MANAMY  PADT 9°HI0 HCHC PhOG-C that require notification” as per the authority guideline on
Toand,® a0l aohddd hAOT variation applications to the registered veterinary drugs.

5) afaotI0.0- he 5 AG T92LP P91.204.A 1. | 5) The marketing authorization holder shall not distribute the
A0S AT CHLLINTTT PATNATF avgdy ot veterinary drugs unless notify and get approval from the
PHPPL Po9a0ANT (1€ NG ATCNH ALALP Authority for variation listed as “major changes” and
ANE T9PLA PANTI° “minor variation that required prior approval”.

6) aNavI0.® AMANANT “9amPS POANAMY-7 | 6) The marketing authorization holder shall notify the
SUIF T ANF eLmNPN T NATNAT Authority those variations listed as “minor variation that
& PUF TeAE QUTITS LPTYE Ag gepge | require notification”.
+ROT P71 avA) AT ALAF TIADT hANT:

7) QLY A%PA 00 ATPA 6 oow/- | 7) The marketing authorization holder who notifies the
¢-tavpnt@.7 CATINAT oo PAD.T S8 variation in accordance with sub-article 6 of this article
Cavpnt Aol o0, AD.MF ao NG PoLT-AD. shall only implement the variation unless the authority
NAAANYT- (130 $5T OAT 4l TIE-EP requests for additional information within 30 days of
ABSLavM) NAMPFD- NF LUIGA: notification.

8) NV A7PXx 700 wrePAx 2  ¢H211m. | 8) Notwithstanding with sub-article 2 of thisarticle, change in

ATetmNe S PATNAT o0&t PGS TP
IC ADAE Coo Dk PTG oom AD-TE
CAINAT ao@ Pk Chdl-dN (HIET) ADTE
CATNAT oot A@ANE HE NADT AS
ao(\\ oW (3P AD.MT A7 AD.T ?778PmM¢-
L7 AooAWE ATV AOMT ALLNO 9°HI0
POLLNAAT  MILT NPT AL ALN
N0 HIN BTAN:

the active ingredient, strength, dosage form, route of
administration, and other similar fundamental changes
shall not be considered as a “variation” and such changes
require a new veterinary drug registration application and

dossier.




9) ANavHIN.@ PATNAT ao&di - 9°HIN 9°0nC
et AN 09° 0g9° ANk ood?C
&A1 AMMANT P99ADP 28I hANT::

9)

An applicant is obliged to notify the authority when there
IS a change in the name or ownership of the marketing

authorization holder.

ne A A0t
AR AR £79192F

Part Five

Miscellaneous Provisions

19. ATeT PAVT @ AG Tirét AATT NPT | 19. Registration of Veterinary Drugs of Minor Uses and
AAT VRS AIAMCT PULoN PATINAT Minor Species
a5 4F7 havao N

1) QAN 0Tt P30T 7 oo0lP | 1) The authority shall prepare a list of veterinary drugs of
CAINAT ao 5 AT HCHC PHOBA minor use and minor species, made available for
Ahao ANTET- 2.4 COCINT 0P 2. applicants and revises periodically.

ATLANGALTE ShAAA

2) NG9 CATNANT oo Rivd AATT | 2) Any veterinary drug shall be included in the list of
AT NN PT  vad°S AS  ATNART veterinary drugs of minor use and minor species if it’s
PUMA PAINT a&SLET HCHC @07 used for unmet animal health needs because of inadequate
P00 U144 Ahaoeh DT Fhedot quantity imported by the importers.

PN T, ®L9° AP NTFATNTFE-
4N&NPTF AdooCr ®L VIC @O-0T P10
am7 (¢ ALY7T APC NF LPGA:

3) NAOVANT  Fiedt AATT N> 257% &G | 3) The Authority shall register veterinary drugs used for
ATNAT VNICS POL@mA PATNAT ape ST unmet animal health needs through fast-track registration
PIUHIN TYamANF LT 1L.MF PI°HIN A0EC procedure by ensuring their quality, safety and efficacy.
aoavl® oo\l TékTT QUTIETS A PNTET
AL IM @,aoHMAN::

20. °H10 QWA“IENLATNT U3 20. Exemption from Registration




1) QAN 0“Lhta T °n 78T A8 9°H10 | 1)  The authority, on any one of the following grounds,
ALNLATD PATOAT ooyt L UI1IC @07 may grant special import permit for the unregistered
A% 10 A4PE LTAAN: veterinary drugs:

V) 0AN18E  UBd NIl TN NG a) in compelling circumstances of natural disaster
CATNT GANT PILEONTA PHLTE AL causing high animal migration such as drought,
A8 SCPT ACES Povd 1DP Pavddh MEI° flood and earth quick, or in cases of epidemic of
NAL AMAT 0N OLCH avkt (LTI exotic animal diseases; or

A) AATOAT MG 9°CI°C WIATINT POl T b) Veterinary drugs used for animal health research;

) APLav 9°HIN Pao-né- WIADNT PULA-E or

o) NACSH ANAA “MICS N.CPTFF RUICH DT C) Samples for pre-registration purpose; or
ANGELPT 76 NAIAT S0P AL ATLOG d) Veterinary drugs imported for donation to regional
ChCEH SCELT harar AT 0 PoLoom agricultural bureaus, universities, laboratories, and

charity organizations working on animal welfare.
PAINAT oDt ALPE BTAAN::
21. P9 aoAnF (12 £29°197 LR AG P°HIN @A | 21. Review Period of the Application Document and

evaluation dicision

1) NanntCLn AN T NG Nh-&\ | 1) Any veterinary drug registration application submitted
AMAOATNY P10 9135 m9° CAINAT oot through e-Servise will be verified and notified to the
9o HIN 9999AhF N10 P0é- ST ONT aof- applicant within 10 working days.

NAao P+ ANCH AhaoADE 14940 ::

2) LY ATPX 700 A2PA 1 oowlqt (HLL1m- | 2) If the application is found to be acceptable as per sub-
ot AP0 TS aodhF 190 Phd- article 1 of this article, the product dossier shall be
PG @NT  PAIAT oSk PPl evaluated and the result shall be notified to the applicant
UG APTYE  oodACT DAlenAk within 90 working days.

F19°° P hmGPd P AhavdWE SIAAAN:
3) LY A7PR 70-0 ArbA (2) aowl-l 419°79° | 3) A registration certificate shall be issued with in five

PéokT QUTPET LAPOTES 0O0IE 79°1771 AS
0ANE-tS CTe T G eFLIIm oot

working days for a veterinary drug of proven quality,

safety and efficacy based on dossier evaluation According




AT8.U9° PRINAT ook T ovhiavs.
e oo+ hhoIm 05 Phé- +5T 0T
PIOHIN WCT4ht RIS AhaoANE P7LAT
LGN

to sub-article (2) of this article, positive laboratory quality
test result and approved production line for the product.

4) AAOANT NN 79°197 PTe-TF LT 0e9°
AP0 aoNLCF ATLAE ANTTT PR
ao @1

V. 180T7 ool BPTG TINLEBLT (N U- gvavl ¢
ArPR 17 oowll R PTIN havdWE hhTe:
M NAL AMmEP LTAA:

A. LY ATPR 700 ATPR 4(V)
ATLAMNE S AmPAL P9°HI0 LK h270 Phé-
¢G5 710G PANTI:

1+L1ao.

4)

For a veterinary drug with incompelete quality, safety and

efficacy data or information;

a) The applicant may be asked morethan once to address
identified deficiencies as per artcle 17 of this directive

b) Not withstanding with subarticle 4(a) of this article, the
total registration process shall not take morethan 270

working days.

5) NNV A& 70-0 A7PA (4) Ar8tmnd S
N+AAM  P9°HIN ACY T 90010 HNAD-
NMANAN-  ¢FHLZHG  PATNAT oo AT
AN I POLPCN “TooAnF  AAOATY-
Pl LUIPEGS  APTTE 19°9° P9UHIN
wCTét 190 P0é- 5T @.NT LATMA:

5)

Notwithstanding of sub-article 4 of this article, the
authority shall take a total of 90 working days to issue
veterinary drug registeration certificate after reviewing the
quality, safety and efficacy of the received veterinary drug

application through fast track registeration procedure.

6) NANANYT PATNAT oo 9°HIN AL
Saop\nF FPNAe Tlokt LPUPES LUTTEY
NA7E 19°79° N30 P +5+ @NT LGP PA
P PANG-FL PTet IPCavd- G0 kLD Im AS
PATINAT ao& 3k 919°LF avhavd. ¢ oo
nteo1m NxA 05 ehe- ¢7 0T CALAT
J°HI0 9°hnC @i T SOAMA:

6)

The authority shall take a total of 30 working days to
evaluate the renewal registration application document
and shall issued re-registration certificate within 5
working days after receiving a positive laboratory quality
test result and the manufacturer has approved line to

manufacture the product. .




7) AMOANE CATNAT oo PAOCT  9UHIN
Moo nF PN Tk LPOIES LUTTE
MW°I° AS PANG-AL PTet 9°Covd- @R
e 1m VA 29°H1 wCeh T 190 Phé
¢G5 @.0T SATNA:: CADT I°HIND- CANL-F-4
o-m. T L21204AN 1D hPy 015 ehe- +¢7 0T
POCHI WCHdh T SAMA::

7) The authority shall take a total of 90 working days to
evaluate a variation application and issue a variation
registratration certificate. However, the authority shall
finalize the registration within 15 working days if the

variation application does not require a laboratory test.

8) AANAMT  holhtact PP T NAS
PAINANT oo 9HIN TTavhnF T @-LP
ALLCT LTFAA::

V) P00 “ToonF PhLN DL

A) TlaoAnF@r Ar8LTA FmLP NhFPR 16

700 ATPAR 3 N FAMO. LH “T179AT hAFA:

)  hoAWE N0 W TLe®T IR

N.LADP:

8) Application for veterinary drug registration may be rejected
for one of the following reasons;

a. If a fraudulent application is submitted

b. If the applicant fails to fulfil its application according
to the provision of article 16 sub-article 3 of this directive.

C. If the applicant announces that he has withdrawn his
application by his own.

22. PAOT oot IOHI0 WRS

22. Veterinary Drugs Registration Fee

YEMI° AT a0 9PHIN hAgodhT
aMND0ET AT NOANANT CaTIADNT he e
L3 aow it AP avd A9° ANNE::

Any applicant for veterinary drug registration shall pay the

service fee according to the effective service fee regulation.

23. etHBNLNG LI PHéNLh 14T NtooAht

23. Falsified or Fabricated Documents

1) e4NLNg. PATNAT oo DT LAP TG
®LI° C1T4NLhr avlBPF T 1pl-AN (VT
£ame o\ :

1) Submitting falsified Veterinary drugs dossier or fabricated

information is required by law.




2) AANANT 040G PATNAT oo T
LOALTT ®LI° OTLNLh avlSPTy
NTeNE +CND. L7175

V. PPLN@.7 TQaonF @.&F LLCIN:

A. MAAT 9o ANTF 2T 7 AL T 180 hS
I°Cavd- £LLIN

ch. PPLov@- PHOM PP FFL ALHLO. &I 120
hG 9°79° PPLov MNooN)| P OLI° PN
TAHH ALOTYI":

av, (19°Covld-@ @Mt o0l DT PRTTC
ACTBLT LOOSH::

2) When the authority found objective evidence that falsified

and fabricated information exist in the dossier submitted
application:
a. The application shall be rejected;
b. Any other applications including those with pending
issues will be suspended and investigated,;
c. Previous registration certificates will be suspended and
pre-import permit will be blocked,
d. Appropriate regulatory measures will be taken

accordingly based on the finding of the investigation.

24, hAAOTR/LLER ACTAPT

24. Administrative Measures

wCtent
NLHLPYTF AL

1) AAONAMNYT COMa@.7 PIHIN
n’ihta-t- e
LA

V) PATAT ao@3E NEVLINe TS 0Pt
amé-Me PLUTIHE PAPNTE ®RI° PTiT
TN hh A AMAGATNT aol8 @R9° THoY7
HEAIE

A)  AANAMY  NTLfh1L®.  PLUL-MNE TS
PATNAT ook T QUTITS AP
T&NT T ML

1)

The authority may temporarily suspend the registration
certificate due to the following reasons:

a) If the authority receives a report of safety, efficacy and

quality defects.

b) Where the findings of the post-marketing surveillance
proves that the veterinary drug lacks the expected

quality, safety and efficacy.

2) NANAMYT oo HI0 0P AL PPA CATNANT
a5 PTeTE LUTrES  APOrE TG

2)

The Authoritty may revoke the registration certificate if
quality, safety, and efficacy defects are confirmed on the

ATBAD.  ALLOTT  ehOm@F  P9CHIN registered product.
wCTEh T ANCT 2TAN:
3) PteoHN@.7 oot hdooAnf ONAAT | 3) The authority may revok the registration certificate if there

Ve DATLES OORTE SIM I Ee DT

is a change to the registration status of the product in other




ao @3k nge N.oM: e 4P L3I
@L9° LALH @L9° 0N A78.000N N.LLT7 AT
AT g avlBPTT AhQevIIND ©L9°
ANMANAMY  NLAMPT  AANATNT  PI°HI0
wC ek AL 089" ANCH STAN::

countries including any quality, safety and efficacy
concerns, warnings, withdrawal, suspension, revocation or
cancelation of registeration certificate; and such is reported

to the authority.

25. ¢taol iy CAZONT a0 5127 AVNLTON
Y S Y1k 2

25.

Notification of Registered Veterinary Drugs to the
Public

1) 0ANANY-  PteoH:  AG  PHOLH PATOAT
a5 AT ooHCHC  AHDER AVNLHON
NMANANT £714 1R ®LI° (1AA HE PAD.PA:

1)

The Authority shall list registered and rejected veterinary
drugs and made publicly available through the authority

website or other platforms.

Praol I PAINAT o0& ST aoHCHC 0,270
PoLNTATT ool BPT oo fH AMVF: PRI
TSN R b T VA & A TN VARG TA T o
(P&)T APldNT AhooHIN@-F
wCHEh T #TCT PTonlANT VICT PI°HIN
wCAeh T eHAmN TS PLeNPNTT 8

aoMm’y;

2)

The list of registered veterinary drugs shall contain at least
the following informstion: brand name, generic name,
dosage form, streghth, presentation, marketing
authorization holder, certificate number, country of origin,

and registration certificate issue and expirty dates.

26. NAPLT hdé-LA

26.

Complaint Handling

NG9 A@. (MHV gvavlf nlAA9° AL Pbd
o,  NAPL Pl @7 N71PLAN
PTG LG

aow /.

Any person who has a complaint related to the implementation

of this directive can submit his complaint and will be handled

according to the proclamation.

27. hAat+a4% vIT

hiLY agvavd @ IC Po12MMI° PEmI° (Ch-AC
®LI° AI8P AOG-C LY avavlf (L1111
14T AL 14997 ALY

27.

Repealed Laws

Any circular or customary practice that is inconsistent with this

directive shall not be enforced.

28. Poo+0NC 7%

28.

Obligation to Cooperate




ANav N : AdaogR P A9°4-TF Pao P INTS PO
T 2GS AAT PULovAnI T @, AhAT AADAMYT-
LY gvavl @ CTOAMM. 7 DALTHES 1873 A18.0M
Poo00C AL hATF.::

Market authorization holders, importers, manufacturers,
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.

29.27.0T¢- 21t avCy

PAAOANT  PA1L 19°09  NGHFT AFPHIN
PPL-TT  ovlB AOMNTE  ®17 AAANET  aodml
¢-+hahh 1o

29. Principle of Confidentiality

It is forbidden to hand over the information submitted for
registeration by the dossier assesor staff of the authority to

a third party.

30. avavl P P2U.OSNT LR

LY ovavdf N9HY  TLLNEC hbecHI00 RS
NN AN 24P 41K AL htham'iVT +7F €9
T4AT GG

30. Effective Date

This Directive shall come into force on the date of its
registration by the Ministry of Justice and upon uploading
on the website of the Authority.

A°NALC L2410 r
Pq Lé6htC
PhTeEe INCS 1ADAMT

Ambassador Deriba Kuma
Director General

Ethiopian Agricultural Authority




