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LCERT AL P7L.ONS ACEPT:-
v/ PN TIMTPEL:
0 PRU-S TINMIP LI LI
/ LCEAT ooH TG AN AT8.oo0l 0T 912477 AS
ao/ AAAN, TICT OOk A4 ACP°E aom-NL::

70. 9A9° WG KCZ7CHFT P27¢- AN LUT1HS Pt
1. /2¢- AhON, A%Te PNCYTT ooy WIL7LhvEA®- aolP hANE::

U/ P EAT? N4ESLPTTE (G AT e 200 Ahn
0 PRVEA A2l PTLNLLENT @ LCPT neeeereeereneens 300 Aqan
A/ TDIHT T caeernesncesesnsesensessessssassssassssassnsass 100 Aah
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av/ (L Tao et

................................................................... 200 Ahn
O] ALl courereseresssresssessssesssnsssssssssssssssssssssssssssssssssassssanes 500 Ann
Ll OO ABETH caeereserrrrrersssesssesssessssssssssesssssassssssssssans 200 Ahn
O/ TG AR DLI® DI ererereesesesessesesessessensanssnss 300 Aqhn

2. /¢ AN, AT e £9°0 ooMT WILTLhA®- oo hANT::

aomy wits@ oode eANd LH
90 LalllbAL ceerereereerrresressaessesnesaessessessenes 8 Nt

93 " s sessessaessessaens 4 09t

96 " et sessessessesaes 2 nat

99 " et aesrsaes 1 0%+

102 " eeeeeesessressessaes s sesaenens 30 L+

105 " et e sessaesans 15 L+

108 " eeeeeeeereeesresnressessaes s sessenens 7.5 Lt

3. h90 LANA NAL PUPY £9°A PANT AhON, P7L0¢- AeHE CEE aohAhg
(ear maf) 971&L47 hAANT::

4,  APMNNLPTF (RTTC C C7LININACTF@ ovADLPTF NAHA 4 P1ovhnkT
LUah::
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heA et

AR AR £1VPT

71. hAhSSf
A0 (a0 LG ao@-m, RAPT ATLOAM@- AIA20T (LY avavd® OHA 6

ao(\ (T (hPaoma- ooy AP LONTAA::

72. TR U185 & Ta- heT

WY avavl @ IC PoLPLT T1GT®9° avanldf LI Phld-C AL NV gvavlg
0HGL - 18T AL H4ATLTT h@S L9

73. avavd P 271050 1K

LY avavld® MNA2ZAN PG 8LLATC T4CT° hoM0t +7 EI°C T4A471, LIPGA::

A&N0 AN ------ +% 2003 9.9°
U Lh1Pm-

CaTeaLe PIIMNE Poo 3G PmMS hINhl ADNHSLCS RTTC NA»~AMNT
PS SLL01C
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PN, oU-&

. P2 ANTRLCS RTTC MA2AMNT APPE €TC 176/1991

. PhHN MS AMNP APE £TC 200/1992

. PPN PSS PmS AN ANTSRCS £TTC WN2AMNT Led APE

. PGS o, IUNTG  oom™F MG AmANP  Tét RTTC  CTrPAT

ALEFST AN, MS AINTAT aog°Lf (' 1993 9.9°.

. PP ISP TF (Food Additives) PTéT AmANE ovavlf hLETT AMIN, MS

A2 av9°lP 1991 9.9°.

. WTS0TE hRETS PP QUTIT PA¢- ovavdf hLFEFS AMIN. MS  AIAINT

avg°se Tt 1997 9.9°.

. POLAN hLEFT NEHET WININT hE.909° avavlfi h@ETS AN, MS A1ATNT

a4 1989 4.9°.

International Health Requlation(IHR), revised document, 2005
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Annex 1

CERTIFICATE OF ANALYSIS TEMPLATE

Listed below is a template for the content and format of a COA.

Header

1.

Titled “Certificate of Analysis”-

2. Company Name, Address, Phone Number, and Identity of Manufacturer and
Manufacturing Site
3. Name (Pharmacopoeial/trade) of Drug/Formulation-
4.  Pharmacopoeial Designation (Category)
Body
= Lot/Batch Number
= Date of Manufacture
= Expiration Date
= Recommended Re-Evaluation Date (if required)-
Analysis

¢ Test Name

* Test Results

* Acceptance Criteria (i.e., specifications)-

* Reference to the Test Method

e Reference to Average or In-Process Test Results (if appropriate)-
= Date Retested (if appropriate)-

¢ Summary of Nonpharmacopoeial Testing (if any)-

Certification and Compliance Statements

>

>

GMP Compliance

Additional Regulatory References

Potential to Meet Additional pharmacopoeial Standards

Content Listing and Grade of Ingredients (if a mixture)-

Other Specific Compliance Statements (e.g., organic volatile impurities (OVI), residual- solvents,
transmissible spongiform encephalopathy (TSE), etc.)
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Food storage life in months for some frozen foods

Annex 2

Table 1
Total of Food Temp. of storage and months
-18°C (O°F) -12°C (10°F) -9°C (12°F) | -7°C(20°F)
Meat - Beet roasted Months Months Months Months
- Pork Chops 12-18 8-10 % %

- Poultary 8-12 4 1/3 1/10
12-18 6 Y 1/15
Vegetables - peas 18-24 6-8 1/3 1/20
- Green beans 12-18 4 1/3 1/15
Fruits - Strawberries 18-24 6-18 % 1/15

Source: - Modern food microbiology sixth edition, 1978. By Jay J.M.

Maximum allowable concentration (M.A.C.) of some Heavy Metals in different foods

Name of the metal Type of Food M.A.C. Types of Food M.A.C
Arsenic Fruit Juice 0.2mg/kg Sunflawer Oil Seed 0.1 mg/kg
Lead " 0.3mg/kg " 0.1 mg/kg
Copper " 5 mg/kg " 0.4mg/kg
Zinc " 10mg/kg " -

Iron " 10mg/kg " 10mg/kg
Tin " 150mg/kg " -

Table 2 Source: -

= Codex Alimentarius, FAO/WHO 1981
= Codex Alimentarius, FAO/WHO 1986
= The role of food safety in Helath and devleopment FAO/WHO Geneva, 1984
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PRE-IMPORT ORDER

FOR DONATIONS DRUG
TO Ref. No
Date
Dear Sirs,

Annex 3

Please kindly supply the following goods subject to the General temrs and conditions shown
overleaf and mentioned below.

Item

No

Descreption of the | Manufacturer
product

Mag
Date

Exp.
Date

Unit

Quantity

Unit

price

Total

Price

Accompanying documents

LA ol A

Packing List

Donation Certificate
Airway bill/Bill of loading
Certificat of origin

Free sales certificate
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YV V V VYV VY V V

TERMS AND CONDITIONS OF AGREEMENT

1) Products should have minimum 50% of its shelf life on arrival at Addis Ababa/port
of enty.

2) No drugs should be donated:

That have been issued to patents and then returned to a pharmacy or elsewhere.

That were given to health professionals as free samples.

That were collected from any where, repacked and relabeled

3) Language used for writing label, leaflet and other documents shall be in English.

4) All packing should be suitable for road, air and sea transport under tropical
conditions.

5) The label of the immediate container should at least include:-

The name of the product, brand and Generic/INN

Pharmaceutical dosage form and route of administration

Qualitative and quantitative composition of active ingredient(s)

Quantity in container, Technical directions for use

Handling and storage requirements

Batch number, manufacturing and expiry dates

Naem and address of the manufacturer

6) Accompanying invoice should be as per the purchase order including Batch
number, manufacturing and expiry date of each item.

7) Every product should be accompanied by a leaflet in its immediate container, a
leaflet must bear adequate information for use and it should at least include:

The name of the product; brand and generic /INN

Description appearance, pharmaceutical dosage form and route of administration

Qualitative and quantitative composition of active ingredients

Clinical Pharmacology, indication(s), wearnings, precautions, contraindications, adverse

reactions/side effects

Dosage and administration (directions for use)

Over dosage, storage instruction, package quantity, Name and address of manufacturer.
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OHAN 5
+TC
7

NATeREe PI°M:Po eSS PMS aNhN ANTFESLCS £TTC NAOAMT
n *CImE: KINT

n fmS &TTC MO

14%:- NAANANTT oo/ TTC 971470 @ 9°CAT /Regulated product/
L VIC @-OT A7LSN0 Pooddef 4.PL W 18.0M7 NAgomeP::

LCEFTT A NN T PO
0Avr 09T h v1C hhaa &Ce
N7 TOMH &TC

P HIN w(CHédh - hT(Copy of registration certificate)

NAT0LN +TC

HLCPLOA | WA AG A8 772/

wCtbhT A% ASANN 1%

wCtébnt A% hCE7 gy

T Aok 1%

AL PN @+ [special Import permit/ 1%

L3107 wCtén T /Donation Certficate/ 1%

?mS w(Ctént/health certficate/ r

.21 ALté wCtHbnt ry

Y a U716 b A || 19°¢n  L1FA: NAlLY  hAg 1007
anOT 7 AFPLAT 94T ATLTMPIPUT D ANdALD- 9°Covéd- +HLCTVT@ Pavddbde
QP AW18.AMT APMEPT N I°4 1% I8 hH.U-  99aopAhF  IC  hPeHT

TPLATFT ATINING::

haAg° s~ oC

008

o TLLH PTLPCNH TINLELT U hCESA aoVP? AAVT@-::
o 7L PN FOMH haz® UL (AL ALINTIAI ::
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OHA 6

CaAINTNT PO HeE NRP HCHC av?lhm,

+. PAININT LT ao\n. g PHLE NEPL aom? (NG
¢,
1 20, 9°91N Nn-+7 7.50
n%L'r 3.00
2 Ok, 7°M n-+7 4.50
naL'r 3.00
AW CténT 10.00
3 PhAmCTA? CrT Ne. A7 10.00
wCténT
4 et A1NINT
o AWCtHéht <. 2.00
o AN, @0 AT N<:. 20.00
o ATELT TG N<:. 20.00
5 A.®1% ?m.S 70T (4. 100.00
AT WwCéht
6 aMnb7/ho9° I9°Cavd- N, 10.00
I°Cavd-
7 AR RIOERTT N<. 0. 25

TANNL:- ANNAR A1NTAT P7L.0AG AHLVI® A0 hA@- Pao3 /7T
AN TINLE PULEPCN- £A ATTST AP S0TG1580

49



Ot 7

MhFEEL FHY Pamfdi s g Bin z Ethiopia Food, Medicine and Health
Aﬂ-f‘ﬂf{,“? FPPr DAADT & Care Administration and .Control

Authority

Caop P4 LPL RTC +77

Release permits Date

P NG ao@-m, LALT ETTC WA PAIADNT M 7
Entry-Exit Ports Regulation service Valid up to: days
) 1IN IR/
To custom branch office

LY 0T ermeda MA2AMNT RTTC POLLLINT  PI°CT ABYTS aom? AA/2AMNT ¢79.0001F PI°INE Coo 5 HS Pm.S hrhi
anh8LCS PPC APE £TC 661/2002 A5 hiv APE IC AT PAT®T LINFG avavlPTT oodd.CT 9910990 Noo' ML VIC

@-NT A28 ATEOM repga (e X omant gmpone::)
The type and quantity of Products described bellow, regulated by Authority, full fill the requirement of the Food, Medicine and Health
Care Administration and Control Proclamation number 661/2009 and other regulation and guidelines designed to implement this

proclamation. There fore it is approved to be imported exported .(use the symbol X)
1. Pahaoan @ £CE/I7000 Q9°:

Importer name :
2. PR3 w1/ &TC:

AWB /BlL/passport number:

3. PLLONTE ®TC:
Invoice number:

4. PS.NNLN0T7 RTC:
Declaration number

5. e°CE 3L
Product type:

6. 9°CH: etovlt0t RIC:
Country of origin :

7. ha 7020 HCHC @-OT oL VIC 4721 P14 PL
Approved list to be imported in the invoice

8. HCHS: @-0T @L UIC A75L81 f1hAhA
Quantity detained not to be imported.

2ANG CHam@- A0TRHC 09° AS SCoT
Name and signature of authorized inspector

79 rt9°
ov-p- (9° 4G seal
eamnt 477
Date of issuance

2V ECP” vt hT ?7ULH0F APE- 150 hT AM°4h LAhAT 25@ hwhs. IC F22H LeooM 35@HT hT 4 IC
¢ T MWINTht$ A Rdbooali::
This form shall have three copies: - 1" copy shall be sent to customs and the
2™ copy shall file with the importer document and
3'dcopy shall be kept in hands of inspector along with the pad.
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4.10/Fax: 251-1-52 13 92 P.O.Box: 5681 Tel:251-1-52 41 22/52 41 23 E-mail:daca@telecom.net.et

OHA 8
Ethiopian Food, Medicine and Health Care Administration Regulatory
Authority
Central Ethiopia Branch Office
Port Entry-Exit Inspection Result Form
Importer name:-
Port of Entry/Exit:-
AWB/BL:-
Invoice number:-
Declaration number:-
Description of Manufacturer Bach/Lot.
S.No | Products Unit | Quantity | Name Country No. Mgn. date | Exp.date

Result of inspection
Condition of products: (i.e. storage, packaging, labeling,& other requirements with the reference to
regulation and the guideline)

Sampling Technique:

Laboratory test recomanded ? Yes ------ NO --------- If Yes: - specity the produet

Conclusion: in view of the results of inspection the quality of these Products ; fully complies [ 1]
Partially complies[ ] not complies[ ] with the requirements specified in Ethiopian Food ,medicine
and health care administration and control proclamation number 661/2009 and related regulations and
guidelines to implant this proclamation.

Remark (if any):

Name and signature of inspector
Name
Sign.
Date of inspection.
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This form shall have three copies: -

1% copy shall begiven to the Importer or the Agent

2" copy shall file with the importer document and
3"’copy shall be kept in hands of inspector along with the pad.

4.n0/Fax: 251-1-52 13 92

P.0.Box: 5681 Tel:251-1-52 41 22/52 41 23

E-mail:daca@telecom.net.et
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