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P To: All Participants of tender with Ref. No. ICB/EPSS6/SDG&RDF/MD/19/24
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Subject: Amendment, Clarification and Bid Closing /Opening Date Extension

Dear Sir/Madam;

We highly appreciate your interest to participate on the tender captioned above and reference is

made to your kind request.

We hereby amend, clarify and newly added items as per the attachment and please consider the

amendment, clarification and added items during your bid document preparation. Additionally

Bid closing and opening date is extended to April 14, 2025 G.C 2:00 pm & 2:30 pm respectively.

All the remaining terms, conditions and requirements are same as per the document and the bid

price and security validity period shall consider the extended closing/opening date.

We apologize for any inconvenience you may face due to this amendment!

With Best Regards

> Medical Device Tender Management Team
» Archive
EPSS

Proudto
Serve

ISO 9001 - 2015 Quality Certified

AUTHORIZED ECONOMIC OPERATOR ID NO.: AEO/186/23
Please refer to our letter reference number when replying

Head Office

Address: Addis Ababa, Ethiopia
011-2763268 Director General
011-2763276 Public Relation Directorate
Hotline 8772 | P.O.Box. 21904
info@epss.gov.et | www.epss.gov.et




‘tPart 1: Bidding Procedure

Section 3: Evaluation and Qualification Criteria

Section 3. Evaluation Methodology and Criteria

Certificate Priority:

1. First Priority: Valid Product specific Certificate from EFDA (for Quoted Model)
& Valid Product specific Certificate from SRA Region (or WHO Certificate for

Refrigerator);

2. Second Priority: Valid Product specific Certificate from SRA Region (or WHO

Certificate for Refrigerator).

Note: For bidders or suppliers offering second-priority products, a Product
Registration Commitment Letter must be submitted during the bid opening, and a
product application letter from EFDA must be submitted during the bid evaluation
period. Failure to submit the Product Registration Commitment Letter at the bid
opening or the application letter from EFDA during the bid evaluation period will
result in the bidder being considered non-compliant with the second priority.

N.B: A Technical evaluation will conducted for the bidder/supplier offered second

priority product if the bidder/supplier offer first priority product fails to meet technical

requirements

The following table shows list of regulatory schemes under Stringent Regulatory Authority

(SRA) regions

Stringent Regulatory Authority

S.No. (SRA) Remark |
Valid 510K Notification Letter OR
1 l_{s Food and Drug Administration, Valid Premarket Approval Certificate (PMA) OR
Usa Valid Certificate for Foreign Government OR
Valid Free Sale Certificate
Ministry of Health, Labor and Welfare, | Valid Free Sale Certificate OR
2 ‘;\Zpa? or PMI.)A (Pharmaceuticals and Market Authorization Certificate
edical Device Agency)
3 Therapeutic Goods Administration Valid Free sale Certificate OR
(TGA), Australia Market Authorization Certificate
. . ; Valid Free sale Certificate OR
4 Health Science Authority, Singapore Market Authorization Certificate
Competent Authorities from one of the | EU Technical documentation assessment certificate
27 Member States of the European (Annex IX, Chapter II) MDR OR
Union who are r esponsible in Europe Market Authorization Certificate OR
fDO;\f?cZ Regulatory oversight of Medical EC Full quality assurance certificate OR
5 EC Product Assurance Certificate AND EC Type
Please Refer link: examination Certificate OR
https://european-union.europa.eu/easy- | £C Full Product Quality Assurance Certificate for (MDD
read_en ‘ & IVDD), Extension from issuing notified body OR
Valid Free sale Certificate
6 Medicine and Healthcare Products Valid Free sale Certificate OR
Regulatory Agency, UK Market Authorization Certificate
7 | ! Valid Free sale Certificate OR
Health Canada, Canada

Medical device License m g o 1%\

Ministry of Food and Drug Safety,
South Korea

Valid Free sale Certificate OR /% ,

Market Authorization Certificate / i

<
I
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!tPart 1: Bidding Procedure Section 3: Evaluation and Qualification Criteria

4 Stringent Regulatory Authority

S.No. (SRA) Remark

Market Authorization or Free Sale Certificate
from SRA Region For Laundry Machine

USA

Japan

Australia

Singapore

27 Member States of the European Union Please Refer link:
https://european-union.europa.eu/easy-read en

UK

Canada

1
2
3
4
5
6
7
8

South Korea

% Bidders or Suppliers offering second-priority products, must be submitted a product certificaie from EFDA
before contract signing period.

NB: For bidders or suppliers offering second-priority products, a Product Registration Commitment Letter must
be submitted during the bid opening, and a product application letter from: EFDA must be submiited during the
bid evaluation period. Failure fo submit the Product Registration Commitment Letter at the bid opening or the
application letter from EFDA during the bid evaluation period will result in the bidder being considered non-

compliant with the second priority.
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I.

The requested Cold box 20L Capacity refers to the storage capacity of the cold box not

the gross volume.

The output pressure for the oxygen concentrator should be not less than 15PSI Permitting

use of log cannula.
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