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Preamble

LUIrl: CrTmld AT Pl Lam avfl:y-7
1L4L:TN AT1L4Y PUIC Pav 5
WIoLFDFT VALY hNé.A, NaoPy:

o\

WHERE AS, it is necessary to promote local
pharmaceutical manufacturing so as to improve

access to safe and quality assured medicine.

a5 07 AT 1A RUG T1L4UT
gorenGor AR KA

17057 0. 9APT 7707 AT 118 ZU0-®

A  EPPC

PYELN NPT RTe T Perhat Pt
PLAPFT AT AG PAPCOT ATOAT LV
N“2hat: T2CT vNeANT aoomd  ANé.A7,

(laoPy-:

WHERE AS, it is necessary to protect the public

from inappropriate packaging and labeling
operations that lead to product quality defect and
supply chain security problems through proper
regulation of institutions engaged in packaging,

and labeling of medicines.

@ M0 AT 1 AR 1L
(Mtravprl- ol P a4 CATT
TNIET AT Caov DT 1Al AUE LHT RS
PCOT AL avawl @ avOm - 17704.0°):
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WHERE AS, It is necessary to establish minimum

regulatory requirements for packaging and

labeling operations, as well as for the content and

format of medicine labels

aoy'-9° P0G av @5 AAOAN7
0G5 AOFSRC  APE R1C
1112/2011 A7P& 71(2) avwll LUT avavl @
ho-PLAN:

NOW, THEREFORE, the Ethiopian Food and
Drug Authorityissued this directive in accordance
with Article 71 (2) of the Food and Medicine
AdministrationProclamationNo.1112/2019.

NEA A% L

mPAq

Part One

General

1. As"C Con

LV avavl @ “av @5yt TNAN AT 1P RU-F
QLY avand kP 1091/20177  Hae
A.mPn LTAA=:

1. Short Title

This “Medicine

No.

directive may be cited as
Packaging Directive

1091/2025.”

and Labeling

2. +Cc3%%

2. Definitions

Pra. A10N A FCHT PULPAM@ hAUY

In this directive, unless the context otherwise
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requires

1)

“PICCT+ 1Lk fAAd PG “Iat
TP59: UATE AT O0TE TN0Le LR
LANL. TIC 17 VATI° PTIPINNC RLEPTT
LGPPSO Otovlol a5y T ot

1.

“Bulk product” means any medicine that
has undergone all processing stages up to,
and produced in large quantities, but

excluding, primary, secondary, and tertiary

packaging

2) “PaPaTt °CT TIANT” v-Aa79° PY°C- | 2. “Finished Product” means a product that has
Y2 RAE NovgpnlAm- PI°CTF av Y @O completed all stages of production, including
P AGS 119 AUE LA AP AG packaging in its final container and labelling
AOPI® PINIE @S Yo and ready medicine for marketing or use.

3) "PTIN2.Ee MM UG AMELT 10T | 3. “Art work” means the visual elements, text,
Mool “T00e AL 14> pU-6: (1-hoy, and graphics found on medication packaging,
avlE  @LPTE PonCdYLTT  av e Ay including label, insert, and boxe.

LIPC  POUG: PUL4NN AT POAP Ak
AT o

4) "@0ANOAN PCAT" 0t PSa- PovldrAl | 4. “Complex Products” means a products that
TPl TICTE PonFr CHAET ALY have complex active ingredients, formulations,
» LI° PADANEL: a3 2. » LI° dosage forms, or routes of administration, or
a5y fe-amy 4 9 PIOCT o0 0T are  complex drug-device = combination
PAF@ PCHT T products.

5) "Paven.dd  “I02L" 1Al Poo%AT | 5. “Final Packaging” means materials used to
PCEY  (lovgnlidm ovdh  AQNCE T AG contain the drug product in its final form,
AaomdI® N B ATY L9 A3 U-9° ensuring its safety, efficacy, and proper
LUTYFY: LPTYF AS FARAE AmPdoe storage, ready for distribution and
ATETC ATINFA PULLINIA LT 1an: consumption.

6) “P77072.f N9 “IaT A1 9497 | 6. “Packaging material” means any material,
ppye Ap PPAD- 55, P D907 including printed material, used in the
A LI°CE av 05 Y A PULam-A packaging of medicines, excluding outer
W E@ge  OGT  APT Pl PG packaging intended for transportation or
LI\ shipment.

7) “T14? 70T ov-q. (lov-A. PTHOP 9°CT | 7. “Packaging” means  all  operations,

AooP7  P9CHA Y.L: PTG PP  IPCA7

including filling, inserting, wrapping,




PNVt PoomPAA AT AR
AU TNl UA79° PO
0217 fanFan G ro-:

Pavav-A-1;
(AR 4

labeling the bulk product must undergo to

become a finished product.

8) "PU-A-TE “U02.L" “Iat WibSelo- “7101.¢ | 8. “Secondary packaging” means the outer
(-ter, 77 O+ 41.0- a7 ¢ e packaging that surrounds the primary
awC3 1 ORI AL A" ool Dk packaging, used to group, protect, or
AT75L71% POAm  PelhahA oL9° Ack provide additional labeling for the drug
A0¢ PLRLNT @B "0 r10-: product.

9) "PANTT 7ML AT ow@5UATF | 9. "Tertiary packaging” means packaging to
L% aovhahd: APLPN hhowPF T AG protect and facilitate the handling, storage,
AV AMPAnE (W-ATE 70L.e Pa and transportation of multiple units of
w3 AT W78 AL A0 CoL010IN secondary packaging.

0.0 102

10) “on &% KA1 10T 7709 Oé 0o0¢- | 10.“Medicines packagers”  means a
AP LT 1t manufacturer engaged in the packaging.

11) 4 KU 71L4LV7 7101 (owf5y 1 | 11, “Labeling” means a comprehensive process
HLe AL NAE ZUET CovILG: Pavem(C of designing, creating, and applying labels to
AG Pon NG AmFPAL Né Y-t medication packages.

12)“C71H€ 10" 10T PI°CT 1Lz PAAP | 12. “Hold Time” means the established
oCT o0y PhY° T U2l ©0F PPt maximum allowable time-period for which
O LB Py ae Py HENT 0PI bulk products awaiting final packaging may
e1Lo9m P bLar PULL 18- Yar: be held under specified conditions and will

remain within the defined specifications.
13)“RAT @L9° oA4% QAov-P” 90T | 13. “Key Personnel” means a person assigned
P9l ®LYI° PPl RPPC LI° PPLT by the packager for the key activities such as
a9 . )8, EAS: 10T AT NG 0 production and Quality Control and Quality
Ao @dt hWiLm Adye phongl - "0 Assurance.
102

14)“QAQANTNT 70T CAACXP  9°00 AG | 14. “Authority” means the Ethiopian Food and
a5 AANANT ar: Drug Authority.

15)“AP "  “IaT  P9°1l AT ool | 15, “Proclamation” means the Food and




ANTSRC APE PC 1112/2011 jo-:

Medicine AdministrationProclamation

No.1112/2019.

16) “Q@” "0 PHérC OG- L9 (Ikh?? | 16. “Person” means a natural or juridical person.

LA oot PTAme- AhA To-:

17) VAPE. Ao 2 Pt TCA“LPT ANY | 17. Other definitions provided under article 2 of

avanCC P PPI° AL, LA the proclamation shall be applicable for this
directive.

18) 75 @w-9° (@7  PJ  ¢1MAA  A11A2A | 18. Any expression in the masculine gender shall

O 179° Lo I° LA\ also apply to the feminine gender.

3. e1T4&R7Lr T o0 3. Scope
1) This directive shall be applicable to
1) &U avawl (G A“L@0L ATANT AT packaging, and labeling operations of

WY AT AT AR RUE L Tablets and capsules for oral

A0C AL T4.977, LUPTA= administration.

2) PV KibR Thed WTPR (1) LFCP 2) Without prejudice to Sub-article (1) of

V) APEUL: OATE AT ANTE TTLe this Article, this directive is not
YeTT IPC v Aov-A. PICT YLl: applicable to
HaGbd Poneednt CT: a) For finished products whose

a) (hbSer CULe c 0lE ARG A0TE manufacturing process, including
e Ace 37 PATLE AR primary, secondary, and tertiary
LANGEE AT VR LAY Povfit packaging operations, has been
PCT: RS completed.

A) o000 PP PCHT AT shdd AFAE b) Semi-processed products whose
LT AL LY omensl LA bulk manufacturing process is not
heUTPs completed and are not yet ready for

primary, secondary, or tertiary
packaging, and
c) Complex products and radio
pharmaceuticals.
neA vat Part two




PN+ L0197 PPONC oddt

Certificate of Competence

4. NPT 74918 9°ANC ol AAMe 4. Issuance of Certificate of Competence

1) Mooyt 107 AT 1A% AZU¢ 712477 | 1) Any manufacturer who intends to engage in
e AL AooOlT 9140 “TI509° M- the packaging and labeling of medicines at
NPy e NPT 794218 9°0nC woldT any premises shall obtain a certificate of
NAANADT 95T RAT = competence from the Authority.

2) PV AFPAR H00 AFPAR (1) OSC 2) Without prejudice to sub-article (1) of this
Paw g3y T oot ATY g LT P11 Article, manufacturers holding a certificate of
ot PEAM@ AT (angl competence for the manufacturing of

medicines shall not be required to obtain a
AT 1 Ahd 7184 AT

separate certificate for packaging and
T PNFT TN, RemPPICE , ,

labeling. However, they must notify the
vy CANT 1E A TILLT N . . . .

Authority prior to initiating any packaging or
woné-t hawgaws. 0.1 AANAT- labeling activities and shall comply with all
MAOPT LAV MR Rde® VLD 06 applicable requirements governing packaging
ANL.AY, aoN4.CATT7 T19AT hdT= and labeling.

3) MY AWiPR Ih ATPR (1) AT (2 3) Notwithstanding sub-articles (1) and (2) of
a0l NSy 9°Ct+ M09 1158 this Article, any packager and labeler shall
Adh® 06 A4 4RI N7 hovPavs. have a contract agreement with the bulk
N PG Y8k PAAD 9UCTT manufacturer before commencing
N2.eLCN A9 IC Pt O9C9Y T manufacturing operations in Ethiopia and
”?Q‘d‘? 7\q nqnnA{r’l" a?‘-t)d'ﬂ z‘nn:t‘:: shall submit it to the Authorlty

4) WYE@ge Paw T CT TGRS A 4) Any packager and labeler shall have a
Rde® MELD N avhel Py Faa contract  agreement with the bulk

manufacturer for which finished product is
NMAAAD (Favlll a7y T AL ANF jo-:
registered in Ethiopia.
5 (Y A7Px i ATPR (1) o0l

AP 4018, 9°ANC @b ATITTT -
V) (NQANAMDE VA
NhanCLh avl%  h0d.A1,
A12F PT PR AT “MoodAhFer PAL
TP LA

(0-+n.28wm-
CeprC

5) Notwithstanding sub-article (1), any pakager

and labeler seeking a certificate of
competence shall fulfill the following
requirements

a) Shall complete the application and submit

it to the authority using the form prescribed




A) PamAlg® Aavlld ovNLCTF 170471
AG
d) PAIANNCT NEP avhd.A hANT =

MY A7¢2 Thad R7PX 500) oo0doT
PP COT N1&T PorL0tAT ST
U/ eEmn ~4- AP 1 PPl RPrC

e AONLE : PIPCT 76 RONLPE RS
S VA ANh P&
TIVCHP TINEE: CPPC AP 0 LY
A AL 2A80,: Aq
AT904.40 'k PJRA Pov-@ 4P L
ARt e hODPLE CTOC ooy
(o o
A/ 0 AhA eI PO he- g
oA L9 PAANTIT T aCH
@ L9 PAH LHI PI°NNC @ldT:
av] heop\0: DALYE Pho0aT A haOTe
arr: eRRer e A1 AT (w0t
R C1EIm oo 8 8Le L771=
AP S TA L LN o &
MavphF  (aOTCLAN  PRPPC ol
AC% T hr AT ood.CHET haTa ok
AooAE ARCY T LovpAN:  Raop\DE
P HOma.7  ANTLe T 070 ThhA AT7R15
Yoot LFAA =
PPl “VempAnF ood.CHHET PTA hr:
ddove (.00 (AT ASNNCPT (Ja,
AL N7 RPPC LLLANI A=
hAood\WE (g, AL (FR1@, RIIONENN?
aw4.CAET eAT24 vy (0A2~ANE-
Nmmpntm. NGA 037 R749.°Pm. P,
LRLINE

Y Ve B Lo A

m-A\:

CPlNm-

10)0Jm, AL ALLNWT ATINVENNT hooAWE

the Authority via the electronic

by
regulatory information system with original
documents shall be accompanied with the
application
b) Compliance with Good Manufacturing
Practices (GMP), and
c) Pay the appropriate service fee
6) Notwithstanding sub-article (5)(a) of this
article, the following documentation shall be

submitted:

a) Technical manager, quality control
manager, production manager and
quality assurance manager Educational
evidences, working experience letter,
employment contract agreement and if
necessary renewed professional license

b) Passport size photo of technical

manager

c) House rent contract, carta, or leasehold
title certificate authenticated by a
government body.

d) If the applicant is a private limited
company, the establishment document
and administrative regulation attested
by a government body; and

7) If the application submitted via the electronic

regulatory information system does not meet
the requirements and is returned to the
applicant for correction, the applicant may
resubmit the application after making the

necessary corrections.

8) [If the application submitted fulfills the




AawBanld @ N oo(4.CHET ha%la av-at
HC NF 012297 0o CAIANNCT NG e
A Qoo ARG 2740 LAl

11) QLY AFPa 700 WIPA (9) Ptovph-to-

ATLAm0e T PANP TUL1m, PYICORC
olP T AT Av-Aat BC 0L D7 \Jm,

AL AINERNT 078 oo0d.CET PATlA
hoo AT (LA TQaopnF  0-LP
LUGTA:

requirements, the packaging and labeling
facility will be inspected on-site by a team

comprising of at least two inspectors.

9) If the requirements are not met based on the
inspection, the applicant shall be notified of
the decision by the responsible unit of the

Authority.
10)

Applicants who do not fulfill the
requirements based on the onsite inspection;
two-round re-inspection shall be carried out

upon payment of the appropriate service fee

11) Notwithstanding sub-article (9) of this

Article, if an applicant fails to fulfill the
requirements after two rounds of re-
inspection for the certificate of competence,

the submitted application shall be rejected

5.

NPT 79L018 POANC oldd1 LHA

Y avavi @ av( il PoLOAT “VI50-9° CANP-T
LI, PANC oldP T PeLOTACTTY anldE P
a U LYTCNIAN:

5. Content of the Certificate of Competence

Any certificate of competence issued in

accordance with this directive shall contain the

following information.

1) Name and address of the manufacturer ,

1) PAPCE 092G Ao 2) Owner name of the manufacturer,
2) PATST QAT 9e: 3) The packager technical manager ,name and
3) PAPCT RAR ACTTT NG Pov- professional license number,
ACtTént erc: 4) Type of the product ,
4) PICT 90 LA 5) Manufacturing line/type,
5) PUIYCLF avav(C/9 00T 6) Date of issue and expiry date,
6) ¢CTamt 7 A5 70PN 7 7) Signature of authorized person who and
7) PARPm- 544 LHCTT AT CAA AN stamp of the Authority,
-9 8) Taxpayer identification numbers
8) PUNC h4-L oo f RPCis
6. NPT .91 P9ANC oldPTt+ ALAT 6. Renewal of Certificate of Competence
0 W g R 1) Any packager shall renew his/her




AL T (Choorl: PP 7140198,
PIPANC ol 18N AT

2) PHY  AKIPo r0-0 ATPR (1) LSCI
hady®  0Ag P01 U (097.2mov-
Nodl: 77920  AaooFA7 e O
NCE 0.ePCN AG N0ANAMN-

TPALTT ALY P94-1°7.° L PLI%

LA50 OQeoam-t  PNPT TV
PNNC @wlb T RN LTAA=

3) havdWE NPT U018 P9PNAC
oldT A“7L.0 PANAIN T 1200
n0F-: oot oét M+ ALAT
Moot AA0T =

4) eNPT T, P9PANC @lddT
PO

V)75 105 A 9984 av0d.CAT
1IN AT

A)  PovpAhg® Kool lot NGO RTLAK
WWEE

d) PCT oG IO
NAQAN:  e-+am  Fovn
LIM1P: RS

ao) PRIANNCT NEP  Ahé.a LUTA=

hLI°
Na  ood. oo

5 0& g°nre-+  haddln  AnteC Y
WIPR I00 WIPR (1) oowld PPt

ML a0 W78 Tadi
LPme-Az

6) NA»AMr PCALAT “QawphF PR
PLPNA vy PPWIeET NAVF

NoIALR AWI°LE AP A

2)

3)

4)

5)

6)

certificate of competence every one year.
Without prejudice to sub-article (1) of this
Article, if a force majeure, supported by
objective evidence and accepted by the
Authority, prevents timely renewal, the
certificate of competence may be renewed
upon providing of an extension support
letter.

An applicant seeking to renew a certificate
of competence shall apply for renewal no
earlier than three months before the
certificate's expiry date.

A certificate of competence shall be
renewed.

a) Upon confirmation that the packaging
requirements set by the Authority have been
met,

b) Upon confirmation of compliance with
Good Manufacturing Practice;

c¢) If any, upon confirmation that decisions
made by the Authority—such as product
recalls and disposals—have been
implemented; and

d) Upon confirmation of payment of the
required service fee.

If the certificate of competence is not
renewed in accordance with sub-article (1)
of this article, the certificate of competence
shall be considered cancelled.

Where the Authority does not accept a
renewal application, it shall notify the
packager in writing, stating the reasons for

the decision.




7. PhLe: PAOANTY T POQAov- 21 PY°CHl
ALTT LI AA AT

1) P75 @9° Mool "7 A 1% Z0-F
ML Qe AL TN RPET
WANANT 4P APTYT PALLT:
PAANT 7T PRAG Qdov-@: PI°CT RLTT
0LI° PRIAINT PhsacT
Am.P: AT 0LI°  NEFRA 71D
ALTAY=

2) Q@ Tl PULEANTD AN, “TaovdAhF o7
N TELR CRPPC avlB NCYT a0l
ML AT AMANANE 17700 F  avpLP
AT

3) MY A7PA 700 WiPA (2) eowlit Aw-p
ML ALNEAT (Y avanl @ K0S 1

a0 4.CoT

HCY A, T:

10 P-ravp-to-7
AT 9794 AdT:

A@-7

7. Change of address, ownership, technical
personnel, product type/service type or

other change

1) No packager shall change location,
ownership, technical personnel, types of
products or services, change of rooms, or
make any modifications without prior
approval from the Authority

2) Any packager seeking to make a change
shall submit an application through the
electronic regulatory information system
and obtain approval from the Authority.

3) Notwithstanding sub-article (2) of this
Article, to make the changes listed in
Annex 1 of this Directive, the applicant
shall fulfill the requirements stipulated

therein.

8. nA & h NPT+ “1Lo1m PahC olddbt

QIF @90 (ool TN AT 1A AVE
ML O AL AT RIPET P HAma-T
AP 7010 ACTLLT AANAN T 1Amae-
alE QU e MAG 0890 Pmd T hy
o Tn ALTY PUUTA®  Prde CTHAHSGTT
w0 L.CHT OPTIA LPTA:-
1) NPT °0nC wdd il PHNAGNNT  hoy:
P07  P9PONC ol AovANT
ANSAL®"7 PRIAINCT NG P ANGFA:

2) NP L7198, anc ol
?mé-0-1 o L9I° eA1-Fmali avr?
eIPNNC ol fm4-0-1 eI

eEPmalt QAo U100 D77AN

8. Replacement of Certificate of Competence

Any packager whose certificate of competence
contains incorrect information due to an error
by the Authority, or whose -certificate is
damaged or lost, may request a replacement by

fulfilling the following conditions:

1) In the case of a damaged certificate of
competence, the applicant shall return
the damaged certificate and pay the
required service fee.In the case of a
lost or burnt certificate of competence,
the applicant shall provide proof of
loss from the relevant law enforcement

authorities and pay the required service




3)

ML, A LoNG  hNEALET
0.NGA:

AP T 7L 9PONC @lddbl: TN
avlB PA® RI°LT PPLRave} PN
aACTsh-T Ao\ AS
AN AL PAIANNCT NG P ANFEA:
PHY AT7Pd Th0 AWTPAR 3 ATTLTmP
v hAANANT o017 A“%é.mC Ponl®
Ot heAWT PRIANCT e P
ATNEA ALIRL Y

nee

9L,

fee.

For a certificate containing incorrect
information, the packager shall return
the previous certificate of competence
and pay the required service fee.
Without prejudice to sub-article (3) of
this Article, the case of a

the

in

typographic error made by

Authority, the applicant shall not be

required to pay the service fee.

9. NP+ "o °NhC olddT OAavavin

1)

VI @9 N3y T AT 1A
AVE ML NG AL TN AT
PHOme- PAOP T 1L CANC ol
AavavAQ 4N NN LCP-: VB AS
nepgo- AC QN2 PCET TINTI
Pl AFPPT RNYPULTF wACLPT AT
Ladat  9CHTT POLING  av)hon),
L2150, ¢+ eramed NPT
TLINR, PANC ol AT “leoAhF
MPLAN AN

(Y AIPR ThO RIPER a(\ ot
eIy e AP T
TQLINE®T Novavp(r (14T Lo AL
wly° AL 9°CT ha “10e1L: hange
a(I0N eANT  9°C T OO AT

(1)

Om-

AN (10ANAN - eHAm<  FOMPT
avd A9 A0 =
Yy ~A7Px Th0 ATPR (1) oo0lor

CANPA 9918, POl oo\ Ao+ PAATM
wLI° PPY9° AL PAPA I°CT (LPI)o-

9. Return of Certificate of Competence

1) Where a packager wishes to return the
certificate of competence granted by the
Authority for any reason, it shall submit a
declaration letter describing the status of
the packaging facility products inducing
materials, equipment, finished products,
the previously issued certificate of
competence, and a formal application
letter.

2) Without prejudice to sub-article (1) of this

Article, before returning the certificate of

competence, the packager shall confirm

that: expired or damaged products have

been disposed of, products subject to

recall have been recalled, and any other

instructions provided by the Authority

have been followed

3) Without prejudice to sub-article (1) of this

Article, applicant wishes returning the

certificate of competence and if unsold or

unused packaged products available,as per

10




NC fA A7 NMANANT 00-PS oL
A Foo)y FR9e AFAAG LTAA:

(Y avavll Wibx 4 Tha ATPR (2)
N“7015 12 s 06 POLONE AIPLT
NG-07 oot PLAT ATRPT ANANAMNT
PA@PT (HY A7TPX ThO ATPR (2)
AG  (3) fhemabl: 0P 4R
LU0 Ax

the authority permsisssion shall be

transferred to  another equivalent
institution in accordance with the law,

4) Pursuant to Article 4, sub-article (2) of
this Directive, if a medicine packaging
and labeling manufacturer wishes to
terminate its activities, it shall notify the
Authority, and comply with the

requirements outlined in sub-articles (2)

and (3) of this Article.

h&A oot

w85 ETT A0 AT 118 ZU0FE AL LD

P9 PNEADYF ALCAT

Part Three

Requirements for Packaging and Labeling of

Medicines

10.m+AA

1)

75 -9 PN AT 1Al AUG

ML e NMANAN CHPoom’T o L9°

Po09° MG L£CPT ofL9° AAPPhds:

odPIP Poop\hg®  hoviletr NCYT

a0 4.CT77 QAT AT (W7 CrPoom-

avavnd, @ Py ool AANT- =

a3 PO AT 1A AU

PI9L4 e Mool 100 AT 1Ak

AV hREL DALY WG 0T HeT

A a\4.CT aow (-} aof’y

10. General
1) All packaging and labelling operations
shall comply with guidelines issued by

the Authority, the World Health

Organization's Good Manufacturing

Practices, or other internationally
recognized current Good
Manufacturing  Practice  (cGMP)

guidelines, as appropriate, and shall
meet all applicable legal requirements.
2) All packaging and labelling operations
shall be carried out in accordance with
the requirements of the guidelines for

packaging and labelling, and contract

11




ANDVTF@-: :

manufacturing.

3) Manufacturers of bulk products shall

3) LATMTPP CamfDut PCT €L eavCT obtain  registration for  the
hIPCT @l A2 AN:  PTavl] corresponding finished pharmaceutical
products and possess a current Good
A  PowANg® Aewll OCHT PIRANC ‘ .
Manufacturing  Practice  (cGMP)
LT A5 Lo £10A certificate issued by the Authority.
4) eitmGPd Cov:Biyt 9°C ol LonCl 4) The bulk manufacturer shall apply for
1 of ite ch th
APLT @3 M RG PP AU approval ot - Site change or He
addition of a packaging and labelling
ALCT e AL ATATIE TR FCT site before delivering products to the
areL 04 N Ao o0L9° local  packaging and labelling
T payiion he- - B manufacturer, and shall obtain prior
approval from the Authority.
. .
WA SHOTT WF ASHS S0T 5) The facility involved in the packaging
LTCNI A= and labelling of medicines shall use the
5) an@ LA MY AT PIA AVE Nl same packaging and labelling artwork
as approved in the finished product
AL 0o AR AP 9OCT , o
marketing authorization of the bulk
APEE e 4P Anma- TPOLTT product manufacturer.
CTTOF POILLe AG CUVHLE 1A OU-G 6) The facility involved in packaging and
labeling of medicine shall have a plan
LNe7 aomd9® AT
for full Manufacturing and backward
6) “707 NPT AL AevOTIeT CULEN) integration
o9 Ao 0PN v PTIICLF
Y84 NCHT RILULNIN PULeAL APL:
AQANAN doP LmO0POIA::
11.070v- 2 11. Personnel

1) Oooed7 4 709 AT 1A% Xde® 7149

Né-

AL PTO"74 PUNGe HR9 PelhTAT

1) The packager shall have the following
key personnel

a) Technical manager: Bachelor degree in

12
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V) Ehrha 06 AODPLE: 14-C70, PonBan( g
&6 LA ARG (.PTN ANt hoodt PO
APL Nl pe kPreC
ATCALHC @L9° Oé AODLE PCha-

oL

A) PICT e WONLE: N4-C710. PonBon( P
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b)

d)

2)

3)

4)

5)

6)

pharmacy with minimum of five years
work experience in pharmaceutical
QA/QC as

supervisor or manager

manufacturing, expert,

Production manager: Bachelor degree
in pharmacy with minimum of five
years work experience in
pharmaceutical ~manufacturing as
production expert, supervisor or
manager.

Quality assurance manager: Bachelor
degree in pharmacy or chemistry with
a minimum five years work experience
of in quality control laboratory as
analyst, supervisor or manage; and
Quality control manager: Bachelor
degree in pharmacy or chemistry with
a minimum five years work experience
in QA/QC as expert, supervisor or
manager.

The packager shall have additional
adequate  numbers of personnel
proportional to the activities involved in
the packaging and labeling process.
The key personnels and other experts
shall be adequately trained on current
Good Manufacturing Practice (GMP).
The packager shall assess the
competence of its staff

The packager shall define the roles and
responsibilities of all staff involved in
packaging and labeling activities.

The personnel responsible for product
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release shall be qualified as required in
the national Good Manufacturing
Inspection Procedure Directive and

Contract Manufacturing Guideline.
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12.0792F: 20. A5 aAhaaq. 12. Buildings, Premises and Environment

1) Py ARG P46 AU6: NPT 1) The premises for packaging and labeling
ey 30T b @PIP  pavange activities shall comply with cGMP
. requirements.
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2) The premise shall be located, designed,
constructed, adapted, and maintained to

suit the operation to be carried out.

3) The buildings and facilities shall have
adequate space for the orderly placement
of equipment and materials to prevent

mix-ups and contamination.

4) The layout and design of premises shall
aim to minimize the risk of errors and
permit effective cleaning and maintenance
in order to avoid cross- contamination,
contamination, build-up of dust or dirt and
any other adverse effect on the quality of

the product.

5) Without prejudice to this article sub-article

(4), where dust is generated measures shall
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6)

7)

8)

9)

be taken to avoid cross contamination and

facilitate cleaning.

The premises shall be carefully
maintained, and it shall be ensured that
repair and maintenance operations do not
present any hazard to the quality of

products.

The electrical supply, lighting,
temperature, humidity, and ventilation
shall be appropriate such that they do not
adversely affect, directly or indirectly,
either the products during packaging or the
accurate functioning of equipment or

safety and comfort of the operators.

The premise shall be designed and

equipped so as to afford maximum
protection against the entry of insects,

vermin’s, rodents, birds or other animals.

The premises shall be located in such a
way that it shall have no direct link to any
other building engaged in other business
activity and/or belonging to other business
entity that has risk of product

contamination.

10) The packaging facility shall define areas or

b)

other control systems for the following

activities:

Receipt, identification, sampling, and
quarantine of incoming materials, pending

release or rejection.

Quarantine before release or rejection of

finished medicinal product;
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¢) Holding rejected materials before further
disposition (e.g., return, reprocessing or
destruction);

d) Storage of released materials.

e) Packaging and labeling operations.

11) The Ilaboratory operations shall be
separated from production areas. In-
process controls can be located in

packaging areas; provided the operations
of the packaging process do not adversely
affect the accuracy of the laboratory

measurements.

12) The temperatures and humidity of storage

and operation activities should be

monitored regularly

PULLINN 02T ARST AT AT

7k o) hAOTw-:: 13) Premises  used  for  storage  of
14) 074 A5  070°PFT+ od 1 PAhAO, pharmaceutical ~ packaging  materials

U PF PGt YLl PAAP  9OCT should facilitate cleaning, repair and

AILE PTINTYF ooQL.CAT oG maintenance to maintain in  good

oy KA condition.

14) The environmental conditions during the
packaging operation and storage shall
comply with the storage requirements as
directed by the buk manufacturer.

13.04¢ ¢ T 13. Equipment
1) The premises shall have suitable
1) awgy i CMENG AR R Ol equipment used for packaging and
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labeling.
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2)

3)

4)

5)

6)

7)

Equipment must be located, designed,
constructed, adapted, and maintained to
suit the operations to be carried out as
per current Good Manufacturing
Practice requirements on the specific
operation.

The layout and design of equipment
shall aim to minimize the risk of errors
and permit effective cleaning and
maintenance in order to avoid cross-
contamination, build-up of dust or dirt
and, in general, any adverse effect on the
quality of products.

The equipment should be installed in
such a way as to minimize any risk of
error and/or contamination.

The parts of the packaging equipment,
that is used for primary packaging and
that come into contact with the product
must not be reactive, additive, or
absorptive to an extent that would affect
the quality of the product.

should be

The equipment surface

smooth, durable, nonabsorbent, and easy

to clean.
The equipment shall be cleaned
according to  validated cleaning

procedures and shall have confirmatory

status label.
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14. Utilities

1) The packager shall have adequate and
suitable utilities such as heating, ventilation
and air conditioning system and water
purification system.

2) Notwithstanding with sub article (1) of this
article, the packager should have
compressed air system, boiler, chiller and
plant steam generator, as required.

3) The supporting utilities have been design,
built and installed and qualified in
accordance with the requirements for Good
Manufacturing Practice and user
requirement specification.

4) Installation, qualification, maintenance and
calibration as appropriate shall be carried out

by qualified person.

15.eahan. &5%+S P24 7o0Vs Amand

1) Caomly-t 9°C 17 ATMA1 AT 11 OU-F
AL POLLNNN TIGTTe-9 0P
TR0 ARG A8 Ter amPo-  oof
A0NDVT -

2) PN FOVS AT MG  AmA0P  ACY T
allC o A0 e S e70U5  AmO0P
U-A-9° P70 AG 1A% 6U-& “1L:4 Né-
AL avNIC AANT:

3) PAhAN. ASTST  PAA IOVST  AmOOP

O T7 = VIIPTT : oAl PPTT WG

15. Sanitation and Hygiene

1) Any premises used for packaging and labeling
operations shall be maintained in a clean and
sanitary condition.

2) System shall be established in place for
personal hygiene and health policy. A high
level of sanitation and hygiene shall be
practiced in every aspect of the packaging and
labeling.

3) The scope of sanitation and hygiene shall
cover personnel, premises, equipment, and
apparatus, production materials and containers,
products for cleaning and disinfection, and

anything that could become a source of
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3)

4)

5)

Article, the packager may outsource

quality control services for specific
laboratory parameters, provided that the
external laboratory is accredited to
perform the required tests.

Quality control shall be performed in
accordance with the product
specifications and, where required, shall
include  physical, chemical, and
microbiological tests.

The packager shall use pharmacopoeial
specifications recognized by the authority
or validated in-house methods and
specifications.
The packager shall have a quality
assurance system in place to ensure the
proper release or rejection of finished

products.
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17. Transport validation requirements.

1) The mode of transportation for bulk

medicinal ~ products  shall  be
appropriate for the product, and shall
be specified and validated

2) Notwithstanding sub-article (1) of this
Article, transport validation shall be
carried out by the bulk manufacturer
in collaboration with the packager.

3) Transport or shipping validation shall
include worst-case conditions, and the
data shall be provided upon request.

4) The bulk product shall be transported
to the packager’s facility in

accordance with the Good

Distribution Practice (GDP) and Good

Storage Practice (GSP) requirements

shall be

accompanied by appropriate labeling.

of the Authority, and
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18. Receiving and storage of bulk products

1) The bulk product shall be received intact,
undamaged, and in appropriately labeled
containers, accompanied by the required

shipping documentation.
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2)

3)

4)

5)

Upon receiving the bulk product, the
packager shall retain detailed shipping
records, including the bulk product
specifications and certificate of analysis, in
an appropriate manner.

The packager shall conduct testing of the
bulk product, treating it as raw material,
and verify its compliance with all relevant
quality requirments .

Records shall be maintained for each bulk
product on the identity and quantity of
each shipment received including expiry

date, batch number, manufacturer name

with detail address and country of origin.

The bulk product shall be stored in the
packager facility in accordance with
the recommendation of bulk product
manufacturer and good storage
practices requirements of the Authority
and accompanied by appropriate

labeling
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19. Hold time requirements.

1) The packager shall receive and retain

bulk manufacturer hold time study
data and also conduct hold time study

at the packager premises.
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2) The packager shall assign a holding
time for each bulk product type based
on the data generated at the packager

premises.

3) The duration of storage after bulk
manufacturing, during transportation,
and prior to packaging shall not

exceed the established hold time.
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20. Expiry date

1) The expiry date shall be assigned by the
bulk product manufacturer and must be

submitted to the Authority as part of the

product registration and marketing
2) PMM? 0e- PULOC TR P0J Ao-r @ L9 o
authorization process.
L T o L O L LN 2 A 2) Notwithstanding sub-article (1), the bulk
N.5CHT  odT A0NANT P0P AT manufacturer shall submit a variation
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} } manufacturer and packager shall confirm
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expiry date through appropriate studies.
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1) The packager shall retain samples of both
the bulk product and the finished product

in sufficient quantity to allow for at least
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three confirmatory tests.
2) Retention samples of the bulk product and
finished product from each batch shall be
kept for three months after the end of the
hold time and for one year after the expiry

date, respectively.

3) The packager shall submit a retention
sample of the packaged product to the
Authority in the required quantity for

analysis upon request.
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22. Documentation requirements

1) The packager shall establish a proper
documentation system and retain records
from both the bulk product manufacturer
and the packager for all critical steps in
the product’s lifecycle, including bulk
production, packaging, storage,
certificate of analysis, hold time studies,
and transportation conditions.

2) The bulk product manufacturer shall
provide the following documents related
to manufacturing, storage conditions,
and transportation:

a)

b)

c)

d)

e)

Batch manufacturing records,
Transport validation,

Material safety data sheet,
Certificate of analysis,
Approved artworks for products
registered by the Authority, and

f) Product information inserts when
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requested.

3) The packager shall establish and
implement procedures for packaging
operations and retain records of all
activities performed during these
operations.

4) The packager shall maintain batch
analysis records on a batch-by-batch
basis, including both bulk product and
packaged medicine batch analysis, based
on a risk-based approach.

5) All packaging and related documents
shall be maintained for one year after the
expiry date of the finished product.

6) The packager shall ensure that all
labeling information is affixed or printed
on the packaged products in accordance
with the requirements specified in Part 4,
Article 25 for labeling.

7) Any deviation or change in the
packaging operation shall be recorded,
investigated, and appropriate corrective
and preventive actions shall be taken and

documented.
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23. Contract agreement requirements.

1) The bulk product manufacturer and the
packager shall have a written quality
agreement outlining the responsibilities of

both parties. The agreement shall include
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2)

3)

4)

5)

6)

the individual and shared responsibilities
listed below:
the

Notwithstanding sub-article

(D,
contract agreement shall be a two-party
agreement only.

the

Notwithstanding sub-article

(1),
packager shall have a contract agreement
with  the actual bulk  product
manufacturer.
Notwithstanding sub-article (1), the bulk
manufacturer is responsible for ensuring
the quality of the bulk products provided,
while the packager is responsible for
ensuring the quality of the products from
the point of receipt through to packaging
and distribution.
Notwithstanding sub-article (1), the bulk
manufacturer shall have a contract
agreement with only one packager for
each product.
Packager shall be responsible to:
a) A non-disclosure agreement for safety
of intellectual property rights
b) A qualified person shall be assigned to
be responsible for the release of
packaged and labeled batches for sale,
in accordance with the terms of the
contract agreement.
c) Ensure the quality and stability of the

packaged medicinal product.

d) Ensure thatan adequate control system
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h)

is in place.

Ensure that all relevant retention
samples are made accessible to the
Authority at all reasonable times.

Validate the packaging unit operations.

Ensure suitable environmental
conditions during the packaging
operation.

Comply with the storage requirements
as directed by the bulk product

manufacturer.

7) Bulk manufacturer shall be responsible to:

a)

b)

Ensure the stability of the product
during transportation, supported by
documented evidence.

Provide documentation including a
Good Manufacturing Practice (GMP)
certificate, an approved list of raw
material suppliers, validation protocols
and reports, batch manufacturing
records up to the packaging operation,
shipping records, quality control
records, hold time study data, and

clinical and non-clinical study reports.

8) Shared responsibility:

a)

b)

©)
d)

Complaint handling, quality defect
investigation and product recall
Adverse event reporting

Post marketing surveillance.

Handling of issues related to product

quality, safety, and efficacy
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24. General requirements

1)

2)

3)

4)

5)

All relevant information on labels,
including the patient information leaflet,
must be provided in English or Amharic.
The packager shall provide appropriate
labeling information for both primary
and secondary packaging in accordance
with the registration requirements.

The label of the packaged medicine shall
include the name and address of both the
packaging institution and the bulk
manufacturer.

Labeling must be designed to ensure that
critical information necessary for the
correct and safe use of the
pharmaceutical product is clearly legible,
easily accessible, durable, intact,
comprehensible to all, and remains
legible throughout the product's shelf
life.

Labels of packaged medicines shall be of
sufficient size to accommodate the
required information in a font size that

ensures adequate legibility
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Part Four

Administrative Measures
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25. General

1) Any individual who violates the
responsibilities, preventive measures, or
provisions outlined in this directive shall
be subject to administrative penalties, as
specified in the relevant proclamation, its
implementing regulations, and the
directive on administrative measures and

complaint handling.

2) The Authority, when enforcing
administrative measures, may impose a
monetary penalty or other additional

sanctions.
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26. Warning letter
The Authority may issue a warning letter for

the following non-compliances.

1) If the competence certificate is not

renewed within two months after the

28




A) PCTT WIZUI® Tld PCT ALLt

O ooy 0g et

AT Paop:

n°7.10 [ A3

dh)  Goo§  haow e

NA( hdovfN:

eI  Gov-Gmy

av) P14 A€ Aaov U @L9° 1MANANT
A.mPP Aa“1PLAN

validity date without justification.

2) Non-compliance with product
segregation or by-products.

3) Failure to retain samples or improper
handling of samples.

4) Failure to retain complete information
or provide it when requested by the

Authority
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a) Suspension of Certificate of Competence

The Authority shall suspend the certificate of
competence, market authorization, and product
manufacturing for any packager found to be in

violation of the following conditions:

b) The packager Contravenes with Good
Manufacturing Practice requirements

c) When there is major system failure that
that could have affected the safety,
efficacy, or quality of the packaged
medicine.

d) When there is product quality defect that
necessitates suspension until investigation
is completed

e) When the packagers create obstacle for
Authority inspectors during the conduct
the inspection activities.

f) When the packagers have received

warning letters twice or more and found to

be failure to take corrective actions for
identified violations or new violations
identified.

g) Any of the conditions under which the
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certificate of competence was issued no
longer exist

h) Changed or modified the packaging site
without notifying the Authority.

1) Use of inappropriate transportation
methods or substandard transportation
mechanisms.

J) Change of the key professional without
notifying the Authority.

k) Non-compliance with Good
Manufacturing Practices.

1) Defective labeling design, insufficient
information, or inclusion of unauthorized
information.

m) Packaging and labeling operations in the
absence of key professionals.

n) Unclean working environment or exposure

to it.
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27. Revocation of a Certificate of

Competence

The Authority shall revoke the Certificate of
Competence and Market Authorization of any
packager found to be in violation of any of the

following conditions:

1) Packaging and distributing medicines
that are not registered or do not have a
valid marketing authorization
certificate for the specific product.

2) Packaging or holding deliberately

falsified, substandard, unlabeled,
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damaged, or expired medicines
3) Packaging bulk products of unknown

origin or source

4) Engaging in repeated violations that
the

certificate of competence more than

result in suspension of the
twice within a six-month period,
obtained a certificate of competence
by

misleading

through fraudulent means or

submitting  false or
documents.
5) If the packager

and failed

was suspended

repeatedly to correct

identified deficiencies.
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28. Record Keeping

The person responsible for the packaging and
labeling of medicines shall maintain records and
documentation related to the packaged
medicines—including procedures, manufacturing
operations, product distribution, recall history, and
traceability—for a period of at least one year after

the product's expiry date.

30.mavs - PULASOT LI

LV avawl @ (9T ch “LL0EC -Tao RN
NANANT CVL-1A AL htenyOt. . [] |47
T PAGT LUGTA=:

29. Effective date

This directive shall become effective on the date it
is registered with the Ministry of Justice and
published on the official website of the Authority.
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Annex I: Conditions necessary for change of address, ownership, professional, product

type/service sector or other related changes

SN Type of change Necessary requirements to execute the | Remark about
change inspection
1. | Change of e Contract agreement or ownership | Inspection is
Address/location certificate required
e Payment of service fee
e Original Certificate competence
e Photograph of the technical
manager
2. | Change of Technical | e Employment agreement Only document
Manager or e Education certificates review
production manager e Experience
or quality assurance e Professional license/registration
manager e Payment of service fee
e Original Certificate competence
e Photograph of the technical
manager
3. | Change of name of e Trade registrationlicense Only document
the establishment e Payment of service fee review
e Original Certificate competence
4. | Change of owner e Article /Memorandum of Only document
establishment review
e Payment of service fee
e Original Certificate competence
5. | Change of product e Original Certificate competence Only document
type/change of e Payment of service fee review
service type e Documents required for change
of professional
6. | Modification of e Payment of service fee Inspection is

premises

Original Certificate competence

required
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