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yLW_yLW_yLW_yLW_    ?ÃêN xkmÒcTNÂ bÍB¶µ _Ê :”nT x?ÃêN xkmÒcTNÂ bÍB¶µ _Ê :”nT x?ÃêN xkmÒcTNÂ bÍB¶µ _Ê :”nT x?ÃêN xkmÒcTNÂ bÍB¶µ _Ê :”nT x----”qMN lmwsN ywÈ ”qMN lmwsN ywÈ ”qMN lmwsN ywÈ ”qMN lmwsN ywÈ 

mm¶Ã mm¶Ã mm¶Ã mm¶Ã     

 

yLW_ ?ÃêN xkmÒcTÂ b_Ê :”nT lÍB¶µ x-”qM bsW ��� 

bXNSúT -@Â wYM bxµÆb! §Y g#ÄèCN �����	 mçN 
§lÆcW½ 

 

Slz!H bdHNnt ?YwT xêJ q$_R ........ ��
� 22 m�rT YH mm¶Ã 

w_aLÝÝ  

 

KFL xND KFL xND KFL xND KFL xND     

1. |Ã» 1. |Ã» 1. |Ã» 1. |Ã»     

YH mm¶Ã «yLW_ ?ÃêN xkmÒcTNÂ bÍB¶µ _Ê :”nT x-”qMN 

lmwsN ywÈ mm¶Ã q$_R 05¼2001´ tBlÖ l!-qS YC§LÝÝ  
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DIRECTIVE No.  FIVE 

A DIRECTIVE ISSUED TO DETERMINE THE STORING AND PROCESSING 

OF MODIFIED ORGANISMS 

WHEREAS the storing and processing of modified organisms have to avoid any 

harm to human or animal health or the environment,  

 

THEREFORE, this directive is issued in accordance with Article 22 of the 

Biosafety Proclamation No. ---------------------------- 

 

1. Designation 

This directive may be cited as ‘’Directive No. 05/ 2009 issued to determine the 

storing and processing of modified organisms”.  

 

 

 

 

 

 

 

 



 4

2. TRÙ» 2. TRÙ» 2. TRÙ» 2. TRÙ»     

bz!H xêJ WS_½  

1. «lgbÃ ¥QrB´ ¥lT LW_ ?ÃWN lt-@n LqT l¥êL kGN²b@ ymn= 

SMMnTN ktqbl# b“§ bXRÄ¬ MGBnT mS-TN =Mé lîSt¾ wgN 

b>Ã+½ bSõ¬  wYM bl@§ mNgD ¥St§lF nWÝÝ 

2. «LW_ ?ÃW´ ¥lT sW \‰> yçn½ wYM kl@§ ?ÃW ytwsd Yh#N 

kQ¶T ytwsd wYM XNdxÄ!S ytqmm ÆYtêR zrmL wYM l@§ N_r 

ngR SltkttbT yzrmlÖC Yzt$ wYM yÆ?R† KStT ytlw-bT ?ÃW 

nWÝÝ  

3. «����´ ¥lT bzmÂêE ��� ?YwT LW_ ?ÃW ����� ��r� nWÝÝ  

4.  #c¨<$ TKƒ ¾}ðØa c¨< ¨ÃU uQÓ ¾c¨<’ƒ Swƒ ¾}cÖ¨< ›"M ’¨<& 

5.  «Æl|LÈN´ ¥lT bxêJ q$_R 295¼1995 ytÌÌmW yx!T×ùÃ ØÁ‰§êE 

Ä!äK‰s!ÃêE ¶p$Bl!K yxµÆb! _b” Æl|LÈN nWÝÝ 

6. «��  !´ �"� ��#�$� #��� �%&' �
( ��  ��)*� ��+, ��� 

��!� �-�(� "�./�� �0�1, 23 �4��� ���5 ����
� 6"�7 8 

�9�� * ��!� �:.� ��;� �* $*<< 

7. «xmLµC´ ¥lT y¸-YqWN :NQS”s@ l¥µÿD -��=> ��$? SMMnT 

XNÄ!s-W lÆl|LÈn# Ãmlkt sW nWÝÝ 

8. «XNQS”s@´ ¥lT LW_ ?ÃWN m|‰TN¿¿¿¿ wYM lTMHRT½ lMRMR½ 

lMRT½ wd xgR WS_ l¥SgÆT½ wd WÀ lm§K½ bT‰Nz!T 

l¥St§lF½ lt-@n LqT½ bZG �@A
� l¥MrT½ l¥ÙÙZ½ lgbÃ 

l¥QrB½ lsW wYM lXNSú bmD`n!TnT lm-qM½ lMGBnT½ lmñnT 

wYM lÍB¶µ _Ê :”nT ¥êL¿ ¿ ¿ ¿ $*<<  
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1. Definitions 

For the purpose of this Proclamation: 

1. ‘Placing on the market’ means obtaining an advance informed agreement for deliberate 

release or making available to third parties a modified  organism for any use by selling, 

giving away or in any other way, and includes giving as aid food. 

2. ‘Modified organism’ means any biological entity which has been artificially synthesized, or 

in which the genetic material or the expression of any of its traits has been changed by the 

introduction of any foreign gene or any other chemical whether taken from another 

organism, from a fossil organism or artificially synthesized.    

3. ‘Making’ means the development of a modified organism through modern biotechnology;  

4. 'Person' includes any natural or juridical person. 

5. 'Authority' means the Environmental Protection Authority of the Federal Democratic 

Republic of Ethiopia established pursuant to Proclamation No. 295/2002. 

6. ‘Inspector’ means a person appointed pursuant to the directives issued by the Authority to 

undertake examination and any other control measures to ensure compliance with the 

proclamation on biosafety regulations or directives issued under it. 

7. ‘Applicant’ means any person who submits an application to the Authority seeking an 

advance informed agreement to be engaged in a transaction.  

8. 'Transaction' means any making or use of any modified organism in teaching, research, 

production, import, export, transit, deliberate release, production under contained use, 

transport, placing on the market, or use as a pharmaceutical, as food, as feed or for 

processing. 
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9.  «B� �@A
�´ ¥lT ��W wYM ����C� D, wYM ��E6F 3� y¸ktL 

ÃL¬qd t}:ñN lmk§kL -7*� G�%� /� ����H @�I� ��JJ�� 


7� ���6��� "���� �� * ��!� 4�� 03/2001 ��� NOP* 

�Q�
� 4.8 ��� 4.9 ����H.H.* �4CV, ���. $��V -"3 P�.W LW_ 

?ÃêN ���s„½ XNÄ!ÃDg#½ XNÄ!k¥c$½ XNÄ!wgÇ wYM ��H��N, 

MRMR� ?�W �X$ l@§ ���� �_QM §Y XNÄ!Wl# ��.�  nWÝÝ 

10. «��D$  LqT´ ¥lT kGN²b@ bmn= SMMnT msrT LW_ ?ÃWN 

"���' "��+' "��YP MGB½ xµÆb!N l¥}ÄT½ l¥St¥¶ÃnT½ lMRMR½ 

lmStêT b@T½ lW¦ WS_ XRÆ¬½ lXNSúT mñ½ lsW wYM lXNSúT 

HKMÂ wYM ll@§ _QM b¥êL �� xµÆb! ���Är
 ��.� nWÝÝ  

11. «-NQ´ ¥lT kyt$¾WM XNQS”s@ bq_¬ wYM btzêê¶ mNgD½ bx+R½ 

bmµkl¾ wYM brJM g!z@ bsW wYM bXNSú -@Â½ bBZ/ ?YwT½ 

bxµÆb!½ b¥HbrsïC ¥Hb‰êE½ x!÷ñ¸ÃêE½ wYM ÆH§êE h#n@¬ ��� 

���!Z [\]9' §Y l!ktL y¸CL xdU nWÝÝ 

12. «ßéè÷L´ ¥lT ��%& 4�� 362/1995 �a�
W �+B/ G��� \�b�cn# 

yµR¬dÂ ��G�$� G��� eWf\7 $W<< 
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9.  ‘Contained use’ means any operation in which modified organisms are made, grown, 

stored, destroyed or used in any other way including for teaching and research isolated by 

physical and chemical barriers as specified in Articles 4.8 or 4.9 of Directive no. 03/2009 

issued to determine the procedures of a risk management strategy for dealing with 

accidents involving modified organisms, as the case may be, with a view to effectively 

preventing their contact with, and their unintended impact on, humans, animals or the 

external environment. 

10. ‘Deliberate release’ means any introduction into the environment of a modified organism 

based on an advance informed agreement and  includes, inter alia, any use in commerce, 

food, aid food, remediation, teaching, research, greenhouses, aqua-culture, animal feed or 

other inputs for animals, medicines for humans or animals, or disposal. 

11. ‘Risk’ means direct or indirect, short, medium or long-term danger that may befall human or 

animal health, biological diversity, the environment, socio-economic or cultural conditions 

of local communities or the economic condition of the country from any transaction. 

12. ‘Protocol’ means the Cartagena Protocol on Biosafety to the Convention on Biological 

Diversity ratified through Proclamation No 362/2003.  
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3333. . . . ��!�*��!�*��!�*��!�*    tfÉ¸ Sl¸çNÆcW XNQS”s@ãC tfÉ¸ Sl¸çNÆcW XNQS”s@ãC tfÉ¸ Sl¸çNÆcW XNQS”s@ãC tfÉ¸ Sl¸çNÆcW XNQS”s@ãC     

yz!H mmRÃ tfÉ¸$� "�D$ 7
� -6"�7 n# -��=> y$�? 


��$� Ã7��@6gW LW_ ?ÃêN xkmÒcTNÂ bÍB¶µ _Ê :”nT 

x-”qMN Ymlk¬LÝÝ  

4444. yLW_ . yLW_ . yLW_ . yLW_ GGGGÃêN xkmÒcTÂ bÍB¶µ _Ê :”nT xÃêN xkmÒcTÂ bÍB¶µ _Ê :”nT xÃêN xkmÒcTÂ bÍB¶µ _Ê :”nT xÃêN xkmÒcTÂ bÍB¶µ _Ê :”nT x----”qM ”qM ”qM ”qM     

4.1   LW_ ?ÃWN l¥k¥cT wYM bÍB¶µ _Ê :”nT lm-qM 

y¸ÒlW "hN ��6� btmzgb#Â f”D btsÈcW tÌ¥T WS_ 

BÒ nWÝÝ  

 

4.2 ÆlSLÈn# y-@Â, y\‰t®C g#Ä×C k¸mlkZcW |LÈN 

ktsÈcW f”D sÀ m|RÃ b@èC UR bmmµkR LW_ GÃêN 

l¸k¥c$ÆcW XÂ bÍB¶µ _Ê :”nT l¸Wl#ÆcW tÌ¥T f”D 

YsÈL¿ YmzGÆLÝÝ YHN l¥Sf[MM y¸ktl#TN tGÆ‰T ÃµiÄLÝÝ 

 

h. LW_ ?ÃêNN l¥k¥cTÂ bÍB¶µ _Ê :”nT lm-qM 

y¸ÃSfLg# dr©ãCN ÃwÈL½ 

l. lKMCTÂ lÍB¶µ ï¬ãC f”DÂ MZgÆ y¸ÃSfLg# x\‰éCNÂ 

GÁ¬ãCN Y�SÂL½ 

/. SlLW_ GÃêN xÃÃZ l\‰t®C SL-Â lmS-T mà§T 

ÃlÆcWN GÁ¬ãC YwSÂL½  

4.3 bz!h# mm¶Ã ��
� 4.2 m\rT f”D s!s�Â MZgÆ s!ÃµiÇ 

tÌ¥t$ bsW wYM bXNSúT -@NnT wYM bxµÆb! 3� g#Ä� 

b!ÃdRs# �¸ÃµKS bqE yêSTÂ >ÍN Ã§cW mçn#N ÆlSLÈn# 

¥rUg_ xlbTÝÝ  
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3.  Transactions subject to this Directive 

A transaction subject to this directive shall include any storing or processing of 

modified organisms that have not been given advance informed agreements by 

the Authority for deliberate release. 

4.  Procedures for storing and processing modified organisms   

4.1 Only licensed and registered facilities shall store or process any modified 

organism. 

4.2 The Authority, in consultation with the competent licensing agencies for 

health and labour affairs, will undertake licensing and registration of premises 

for the storage and processing of modified organisms and for this purpose 

shall establish. 

(a) Standards pertaining to the storage and processing of modified 

organisms.  

(b) Procedures and requirements for the licensing and registration of storage 

and processing premises. 

(c) Requirements for the training of employees in the safe handling of 

modified organisms.  

4.3 In undertaking the licensing and registration of premises under Article 4.2 of 

this Directive, the Authority shall require the premises to carry adequate 

insurance to cover liability for harm to human or animal health or the 

environment. 
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4.4 yLW_ GÃêN ¥k¥Ò wYM bÍB¶µ _Ê :”nT m-qMÃ tÌM 

`§ð yçn sW tÌÑN lz!H xgLGlÖT l¥êL -��=> ��$? 


��$� XNÄ!Ãg" y¸ÃSClWN ¥mLkÒ "ÆlSLÈn# b}h#F ¥QrB 

xlbTÝÝ 

4.5 LW_ ?ÃWN l¥k¥cT wYM bÍB¶µ _Ê :”nT lm-qM 

y¸qRB ¥mLkÒ q_lÖ ytmlk�WN B�B� mÃZ �"��ÝÝ 

h. lKMCT wYM lÍB¶µ _Ê :”nT y¬sbW LW_ ?Ãý ytà§Â 

TKKl¾ ZRZR mGlÅ½ XNÄ!h#M úYNúêEÂ ytlMì 
jk, 

ytlw-bT KNên@½ 

l. lKMCT wYM lÍB¶µ _Ê :”nT xgLGlÖT y¸WlW LW_ 

?Ã* m-NÂ bKMCT wY bÍB¶µ _Ê :”nT y¸öYbT yg!z@ 

gdB½  

/. yLW_ ?Ãl ¥k¥Ò wYM lÍB¶µ _Ê :”nT m-qMÃ ï¬ 

SMÂ xD‰š½  

m. LW_ ?Ãl b_Ê :”nT l!-QM y¬sbbT x\‰R ZRZR½ 

\. btÌÑ WS_ Sl¸ñ„T y-NQ mk§kÃ zÁãCÂ bDNgt¾ xdU 

g!z@ Sl¸w�Ç XRM©ãC xtgÆbR ZRZR½  

 

4.6 LW_ ?ÃlN l¥k¥cT wYM bÍB¶µ _Ê :”nT lm-qM y¸-

Y
W� ¥mLkÒ ktqbl b“§ ÆlSLÈn# q_lÖ ytmlkt$TN g#Ä×C 

lmwsN btÌÑ Ftš ¥µÿD xlbTÝÝ 
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4.4 The person in charge of any premise that is to be used for the storage or 

processing of any modified organism shall apply in writing to the Authority for 

an advance informed agreement to use the premise for the purpose.  

4.5 Any application for an advance informed agreement to store or process a 

modified organism shall contain: 

(a) A full and accurate description of the modified organism that is to be stored 

or processed, including scientific and common names and transformation 

event; 

(b) A statement of the quantity of the modified organism to be stored or 

processed and the duration of the storage or processing; 

(c) The name and location of the place where the modified organism is to be 

stored or processed; 

(d) A description of the processing that is to be undertaken on the modified 

organism;  

(e) A description of the risk management strategy and emergency measures 

that operate within the facility. 

4.6 Upon receipt of any application to store or process any modified organism, 

the Authority shall inspect the premise to determine if:   
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h. yLW_ GÃýN dHNnT -Bö l¥k¥cT wYM bÍB¶µ _Ê 

:”nT lm-qM mPW +A� �"W �X8½ 

l. ��Jn bqE _b”Â "�f ���B, dHNnTN ym-bQ ›QM 

mñ„½  

/. yLW_ ?ÃêN _b”N btmlkt l\‰t®C SL-Â ms-t$½ 

   

4.7 ÆlSLÈn# xSf§g!WN Ftš µ-Âqq b“§ k¸ktl#T xNÇN 

YwSÂL½ 

 

h. �o X] E�pW µlMNM QDm h#n@¬ -��=> ��$? 
��$q� 

�� 7½ 

l. �?�! B�&� y�Jn� +A� r�s3 �9k7 X] -P�W 

btgdb h#n@¬ -��=> ��$? 
��$q� �� 7½  

/. @�IN �
��� ���t7 X] -P�W -��=> ��$? 
��$q� 

�-"u37½  

4.8 y¸s-W -��=> ��$? 
��$� q_lÖ ytmlkt$TN mr©ãC 

mÃZ xlbT½ 

 

h.  yLW_ ?Ãl ¥k¥Ò wYM b_Ê :”nT y¸ÃglGLbT tÌM 

SMÂ xD‰š½ 

l.  lKMCT wYM lÍB¶µ _Ê :”nT l!WL y¬sbW LW_ ?Ãl  

Ñl#Â TKKl¾ ZRZR mGlÅ½ úYNúêEÂ ytlMì 
jk�, 

ytlw-bT Knên@� ?�W½ 
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(a) Adequate facilities exist for the safe storage or processing of the specified 

modified organism. 

(b) Adequate security, segregation and safety measures exist at the premise; 

(c) Employee training in the management of modified organisms has been 

undertaken. 

4.7 Upon the completion of the inspection, the Authority shall decide on one of 

the following:  

a) Issue an advance informed agreement without conditions if it is satisfied. 

b) Issue an advance informed agreement which may specify conditions if 

some additional work will make the premise adequate. 

c) Refuse an advance informed agreement if it decides that a significant risk  

     cannot be avoided.  

4.8 The advance informed agreement issued shall contain information regarding:   

(a) The name and location of the place where the modified organism is to be 

stored or processed; 

(b) Full and accurate description of the modified organism that is to be stored 

or processed, including scientific and common names and the 

transformation event; 
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/.  lKMCT wYM lÍB¶µ _Ê :”nT xgLGlÖT y¸W"W m-NÂ 

bKMCT ��� �v+!E b_Ê :”nT y¸öYbT yg!z@ gdB½  

m.  yxdU �-3-� XRM©ãC ZGJT½  

 

4.9   ÆlSLÈn# LW_ ?ÃýN "¥k¥cT wYM bÍB¶µ _Ê :”nT  

lm-qM lxmLµc$ bs-W -��=> ��$? 
��$� ytzrzr 

¥N¾WM GÁ¬ btgb!W Xytà§ ÆLçnbT b¥N¾WM g!z@ 


��$q� l!\RZÂ |‰WN l!ÃSöM YC§LÝÝ 

 

4.10 bz!H mm¶Ã m\rT -��=> ��$? 
��$� kts- b“§ bsÆT 

qN WS_ ÆlSLÈn# I&W� bB/@‰êEW ydHNn� ?YwT ymr© 

|R›T WS_ ¥Sqm_ xlbTÝÝ 

 

4.11 ¥N¾WNM LW_ ?ÃWN l¥k¥cT wYM bÍB¶µ _Ê :”nT 

lm-qM -��=> y�$? 
��$� yts-W ¥N¾WM DRJT _Ê 

:”WÂ yÍB¶µW W-@T h#l# ¬>¯½ MNnt$N y¸gL{ {/#F 

tl_æbTÂ tlYè mqm-#N ¥rUg_ xlbTÝÝ YHM y¸çnW 

yd?Nnt ?YwT ?g#N xNq{ 7 XÂ ymm¶Ã q$_R 1� ›Nq{ 9.2 

lmtGbR nWÝÝ 

4.12 LW_ ?ÃWN l¥k¥cT ��� bÍB¶µ _Ê :”nT lm-qM `§ð 

yçnW GlsB kz!H b¬C ytzrz„TN tGÆ‰T mfiM xlbTÝÝ   
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(c) The quantity to be stored or processed, and the duration of the storage or 

processing; 

(d) Risk management measures put in place.  

4.9  The Authority may, at any time that it may consider appropriate, cancel the 

advance informed agreement that has been issued if any requirement   

contained therein is not strictly complied with and order the immediate 

cessation of the storage or processing of the modified organism.    

4.10 Within seven days of issuing any advance informed agreement under this 

Directive the Authority shall lodge its copy in the National Biosafety Clearing 

House. 

4.11 Any premise used for the storage or processing of a modified organism 

must ensure that all the stored material, whether processed or not, is 

packed, labeled and segregated as provided for in Article 7 of the Biosafety 

Proclamation and Article 9.2 of Directive One.  

4.12. The person in charge of any premise used for the storage or processing of 

any modified organism shall:   
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h. LW_ ?Ãl lKMCT wYM lÍB¶µ _Ê :”nT _QM 

��¸WL�� ï¬ ÃLtfqdlT ��� sW XNÄYdRS  m-b4� 

¥rUg_½  

l. bKMCT wYM bÍB¶µ _Ê :”nT 
l¸WlW LW_ ?ÃW 

mr© mÃZÂ ��  ! wx7�W �I.+½ 

/. �7�D$ LqT wYM 23 xdU b!ÃU_M lmÌÌM y¸ÃSCl# 

yx\‰R £dèC ZGJT bh#l#M g!z@ÃT mñ‰cWN ¥rUg_½  

m. � 7�D$ LqT XNYÃU_M bKMCT §Y Æl b¥N¾WM LW_ 

?ÃW byqn# q$__R ¥DrG½  

 

5555. y¸[ÂbT g!z@ . y¸[ÂbT g!z@ . y¸[ÂbT g!z@ . y¸[ÂbT g!z@     

   YH mm¶Ã k       qN        ›.M. jMé yiÂ YçÂLÝÝ 

xÄ!S xbÆ       qN     ›.M. 

yxµÆb!W MKR b@T sBúb! 
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a) Ensure that all the modified organism in storage or processing areas is 

secured against unauthorised access; 

b) Maintain data on any modified organism stored or processed in the 

premise and ensure that the data are readily accessible to inspectors; 

c) Ensure that emergency procedures that are to be employed in the 

event of  any unintended release or other accident are always ready; 

d) Ensure that a daily inspection of the modified organism stored in the 

premise is undertaken by a responsible person to check that no 

unintended release or leakage is occurring. 

 

5. Effective Date 

This directive shall enter into force as of the      day of 200   

Done at Addis Ababa, this     day of    200   

Chairperson of the Environmental Council 

 

 

 


