PATERL LRAT ATNENLE ¢TAAN

bl 126 DU

FEDERAL NEGARIT GAZETTE

OF THE FEDERAL DEMOCRATIC REPUBLIC OF ETHIOPIA

9% Yoot ¢PC T
A%0 ANQ V&C T8 ¢7 E0E 9.9°

OATCRE LA LTNEN PR STAARN
Pt tohtT °hC 0L mer T oM

20" Year No.80
ADDIS ABABA 21* November, 2014

Jo-a
L €TC FFRERNE 9.9°

PAINAT & D1TS ao§  PHNNG LR
AT RERP  PULLOTCT PhC 0E
T R NP i % INIER

CONTENTS

Regulation No. 325/2014

Service Fees for Veterinary Drugs and Animal Feed
Registration and Licensing Council Of Ministers
T R B B e SR Page 7708

POLLATCT °hC 0T 23N #TC FFRE /8N

LAY oL TS oog UG 4L AAMT
PAIADNT NELT Arva PoM PLINTCTF
h £

PULLATCT 9°NC LT PA TR L boRlCAP
LTheOPE  ¢TAAR  ANSR L KhAt?
2Z20MG A0C Ao (loNo- APE €TC
EPAB/E0TF AIPR E AT (A TPREP 4&LiA
@It P4LSIN ANTARC APE  ¢TC
EPAL/ENE RIPR 1%(B) anwarr ﬁu’ﬁ 271
ho-PLA::

8. hBC Coh
2V L2 “PCATNT oo AS aof $CHING
L2L  RININTT WRE P7LL0THCT  9°hC
Nt LM ®TC FEFREERAL N Ameh
LFAA::

g 1Ca7

P20 AN PHA? TCTI° POLLAM® hA Y

nht+C Y L7 @-0T:-

B/ “APE” TNt PAINAT oDy TG an§
ANVTRRCS RPPC APPE €TC ZFRT/EN0
Yot

& NhPE KIPR &
TR LUTHA:

etame  TCATLPT

Unit Price

£35 P2 12‘50

COUNCIL OF MINISTERS REGULATION No. 325/2014

COUNCIL OF MINISTERS REGULATION TO
DETERMINE SERVICE FEES FOR
VETERINARY DRUGS AND ANIMAL FEED
REGISTRATION AND LICENSING

This Regulation is issued by the Council of Ministers
pursuant to Article 5 of the Definition of Powers and
Duties of the Executive Organs of the Federal
Democratic Republic of Ethiopia Proclamation No.
691/2010 and Article 17(1) of the Federagl Government
of Ethiopia Financial Administration Proclamation No.
648/2009. ;

1. Short Title
This Regulation may be cited as the “Service Fees
for Veterinary Drug and Animal Feed Registration

and Licensing Council of Ministers Regulation No.
325/2014”.

2. Definition

In this Regulation unless the context otherwise
requires:

1/ “Proclamation” means the Veterinary Drug and
Feed Administration and Control Proclamation
No.728/2011;

2/definitions provided for under the Proclamation
shall be applicable;
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3/“Authority” means the Veterinary Drug and

Animal Feed Administration and Control
Authority established under the Council of
Ministers Regulation No. 272/2012.

3. Service Fees

1/ The service fees for veterinary drug and
instruments registration and licensing shall be at
the rate prescribed in Schedule One attached
hereto.

2/ The service fees for veterinary drug and animal
feed professionals registration and licensing,
commercial advertisement registration and
licensing shall be at the rate prescribed in Schedule
Two attached hereto.

3/ The service fees for companies good
manufacturing practice inspection outside the
country shall be at the rate prescribed in Schedule

Three attached hereto.

4/ The service fees for veterinary drug and animal
feed institutions registration and licensing shall be
at the rate prescribed in Schedule Four attached
hereto.

4. Effective Date

This Regulation shall enter into force on the date of
publication in the Federal Negarit Gazette.

Done at Addis Ababa, this 21*' day of November, 2014

HAILEMARIAM DESSALEGN

PRIME MINISTER OF THE FEDERAL
DEMOCRATIC REPUBLIC OF ETHIOPA
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1 | PRUTITS &POYT &1 anldB TIPiA PoL1VT@ AS4.0 800 15,600.00
PATAAT oo &5 AT 9°N10

2 | AawBavse U CD3ET NMTe- Qheo)t OC
34T RF Ao PSTTo- ana; NP LIV - 700 13,650.00
ASK RN a0 54T 9°N10

3 |AmEavse AW @&DBAET WTe- QAo IC
a 34T RF OAPSTo- aolf "1PiA P71 L P AT o- 500 9,750.00
ARA.0 a4 N0

4 | 599° Poo 5T N0 (NPAI°OT Gao-t) 250 4,875.00

5 | &3t AewPaonl P 1H (ool hilldo haPAL Vs 200 3,900.00
AL AP ASTC AT PAAGFS 1A P72.P04.A00 AT | /AP°H @/ | /AP NI/
Aaoao )

6 | @It APanlf L Aol hildeo: AmPAL V) 100 1,950.00
AL A@T ASC AST PANCFS 10 PU1P04AN0 AT | /AP NN®/ | /AP NIND-/
Aavao )

7 | A%4.0 PATOAT VhI°G ap1A1P apdSPPT 9PN 500 9,750.00

8 | ARY9° PAINAT VNI°G av AP apALPeP T 9°HI0 250 4,875.00

9 |[PUIC @OF PPt LCPET aohAT AMRRPT 50 975.00
Aten?é o-hAS PP

10 | MNe oOr ATLT P71L0To A% A% PAHMAT 100 1,950.00
a0 237 4T A4%0 9°H10

11| MNe onT AT PUIL0TFo AR AR PRAINAT 75 1,462.50
o 3T ART9° PPN
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SCHEDULE ONE
Servica Fassitass ot D i [ |
Registont: i Li :
No Type of Services Fee Ethiopian Birr
(USD)
1 | New registration requiring clinical data 800 15,600.00
2 New registration requiring bioequivalence data 700 13,650.00
3 | New registration of not requiring bioequivalence 500 9,750.00
data
4 | Re- registration of veterinary drugs ( every five 250 4,875.00
years)
5 Variation to existing marketing authorization 200 3,900.00
" | requiring sample analysis /variation/ /variation/
6 | Variation to existing marketing authorization not 100 1,950.00
requiring sample analysis /variation/ /variation/
7 | New registration of veterinary instrument 500 9,750.00
8 | Re- registration of veterinary instrument 250 4,875.00
9 | Change in local agent (agency agreement) 50 975.00
approval or request registration ;
10 | New registration of miscellaneous veterinary 100 1.950.00
drugs with market shortage ;
11 | Re-registration of miscellaneous veterinary drugs o | 1,462.50
| with market shortage _
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AAC ANC nc
1| AIAT g 110 54.00 | 27.00 18.00
5 | PAINAT MG NAao-2PTF N, KD 0. A4 9NN 54.00 | 27.00 | 18.00
3 | PAFNAT MG SCOINNT 9OHN 54.00 | 27.00 18.00
4 | AL PAINAT hhg® o1 54.00 | 27.00 | 18.00
5 | PATOAT MG ANG-T4 MNao-2PT OO, Wh . 474 9°HM | 5400 | 27.00 | 18.00
6 | PATOAT MG EWLRG oo-f (TVT) 7°AmS 24A hit
Lo e 5400 | 27.00 | 18.00
7 | he1E PAINAT 0§ ao-f1E 9NN 54.00 | 27.00 | 18.00
8 | aoAD 1% CAINAT 0§ ao-f15 9N 5400 | 27.00 | 18.00
9 | PAINAT RCAFS MELT ANFSRC thLhS oo-f (TVT)
AMS L8 héT MNao-¢PF 10 PRl R o 118.00
10 | PATNAT am&ALT @EBI° PUNIPS oovilf “in-ohf
A A 400.00 | 200.00 | 1333
1| WHAT RPLT ORF UNTS av1sfPT et Por | oo ol o

aoFotf AIo-MNT




drug or instruments advertisement

No. Type of Services New Renewal | Replacement
(Birr) (Birr) (Birr)
1 | Registration of veterinarian 54.00 27.00 18.00
2 | Registration of animal health
professionals BSC Degree s Bin bt
3 | Registration of animal health pharmacist 54.00 27.00 18.00
4 | Registration of assistant veterinarian 54.00 27.00 18.00
5 | Registration of animal health laboratory
professionals BSC Degree R ek i
6 | Registration of Advanced Animal Health
; Services TVT level IV professionals 2408 4 1D
7 | Registration of higher animal feed 54.00 2700 18.00
professional ' : '
8 | Registration of medium animal feed 54.00 2700 18.00
professional 7 : :
9 | Registration of Animal Production and
‘| Marketing Management TVT level IV 54.00 27.00 18.00
professionals
10 | Issuing license for veterinary drug or 400.00 200.00 1333
instruments advertisement : : :
11 | Issuance of identity card for veterinary 200.00 100.00 66.7
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& | °0e-P Aféh P4ACh@F PavAN9®  havl-lt oo 4,000 78,000
99°199 99247

1 | 9°0e-P AGeh P4NSh@? NhédD PavAh9®  havl-lt 3,000 58,500
99°199 99L:L7

2 | h9°0é-P Aeéh @ | P4NChd?  PavAh9®  havldt oo 4,500 87,750
99°199 99L:L7

3 | h9°Né-P Aseh @ | P4ANLha@? Nhéd  PaoAh9®  havl-lot 4,000 78,000
99°199 9947

4 | aohhAT @ 9°0é-P P4NLN@F PavAW9°  havlld  oo-fx 6,000 117,000
29°1°9 99L:L7

5 | eohhAF @ 9°0é-P P4ANZha? NhéA  PavdAh9®  havl-lot 5,000 - 97,500
99°199 99L:L7

6 | ¢ 9°04-PS ANS P4ANLND7 Pavph9®  havll oo 6,500 126,750
99°199 99L:L7

7 | ¢® 9°04-PS ADP P4ANLha@7? Nhéd  PavAh9®  hoolld- | 6,000 117,000
29°199 9947

8 | h@CTi (33 L4ANLh@F PavAh9®  havl-lt  avfr 6,500 126,750
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SCHEDULE THREFE
S . E E I I- [!: |. . D G l
Manufacturing Practice
No. | Subcontinent Type of service Fee (USD) | Ethiopian
Birr
-1 | East Africa full manufacturing site inspection of good 4,000 78,000
manufacturing practice
2 | East Africa Partial manufacturing site inspection of good 3,000 58,500
manufacturing practice
3 | other Africaregions | full manufacturing site inspections of good 4,500 87,750
outside East Africa | manufacturing practice
4 | other Africa regions | partial manufacturing site inspections of good 4,000 78,000
outside East Africa | manufacturing practice
5 | Middle East full manufacturing site inspections of good 6,000 117,000
manufacturing practice '
6 | Middle East partial manufacturing site inspections of good 5,000 97,500
manufacturing practice
7 | Far East and Asia full manufacturing site inspections of good 6,500 126,750
manufacturing practice
8 | Far East and Asia partial manufacturing site inspections of good 6,000 117,000
manufacturing practice
9 | Europe, South For companies for which good manufacturing 6,500 126,750
America and North | practice inspection is necessary
America
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1 | PAINAT o051 1S  hh9°S

o4 P hhaogn, 720 // 360 120 720 1440 360 360
2 | PAINAT  ao€5YTS  hh9S

aovil P AR 720 360 120 720 1440 360 360
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10 | PAIOAT ooF i Pom§ +en14 s>

T 1CTE @OVATE Poo 360 180 60 360 720 180 180

o LPF i P9 Rh44.L 1
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SCHEDULE FOUR
For new For For 2" round pre 3" round pre Change Change
certificate renewal of | replacement : : : 3 of of place
N Types of : licensing licensing . 4
T of ; (birr) professio (birr)
[ Institution certificate . . . g
competence inspection inspection nal
competence (birr)
(birr) (birr) (birr) (birr)

1 Veterinary drug and 720

instruments importer 720 360 120 1440 360 360
2 Veterinary drug and

instruments exporter 720 360 120 720 1440 360 360
3 Veterinary drug and

instruments whole 600 300 120 720 1440 360 360

seller
4 Veterinary

. ) 600 300 120 720 1440 360 360

instrument importer
5 | Veterinary

instrument whole 600 300 120 720 1440 360 360

seller
6 License for local

drug manufacturing 800 400 200 800 1600 400 400

company
7 Local feed, feed

SOB VSR, vt 1820 910 303.3 1820 3640 910 910

and feed processing

facility
8 Feed, feed additives,

mixtures and feed

instruments importer 1450 725 241.6 1450 2900 725 725
9 Feed, feed additives,

mixtures exporter 885 442.5 l 475 885 l 770 4425 4425
10 | Feed, feed additives,

ke fepc 360 ~480 60 360 720 180 180

instruments whole ;

seller
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