GEMOPHORIUS

healthcare

MANUFACTURER: DEMOPHORIUS LIMITED
196 ARCHBISHOP MAKARIOS Il AVE
3030 LimAssoL — CYPRUS

PRODUCT: DVAC BLOOD COLLECTION TUBES
ARTICLE NR: SEE ATTACHMENT
CLASSIFICATION: CLASS 1B

(SURGICALLY INVASIVE MEDICAL DEVICE AS PER ANNEX IX, SECTION
11l CLASSIFICATION RULE 18)

CONFORMITY ASSESSMENT ROUTE: ANNEX Il (EXCLUDING SECTION 4) oF 93/42/EEC

WE HEREWITH DECLARE THAT THE ABOVE MENTIONED PRODUCTS MEET THE PROVISIONS OF THE COUNCIL DIRECTIVE
93/42/EEC FOR MEDICAL DEVICES. ALL RELEVANT DOCUMENTATION IS RETAINED UNDER THE PREMISES OF THE
MANUFACTURER. WE HEREBY DECLARE THAT WE ARE EXCLUSIVELY RESPONSIBLE FOR THE DECLARATION OF
CONFORMITY FOR THE ABOVE MENTIONED PRODUCTS.

STANDARDS APPLIED: AS PER THE LIST OF APPLICABLE STANDARDS — TECHNICAL FILE

NOTIFIED BODY: TUV SUD PRODUCT SERVICE GMBH
RIDLERSTRASSE 65
80339 — MUNICH - GERMANY
IDENTIFICATION NO. 0123

EC CERTIFICATE: G1 1507 48773 035
EXPIRY DATE: 6/11/2017
PLACE & DATE OF ISSUE: LimAssOL — 24™ JANUARY 2017

LEGALLY BINDING SIGNATURE:
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GEMOPHORIUS

healthcare

MANUFACTURER: DEMOPHORIUS LIMITED
196 ARCHBISHOP MAKARIOS Il AVE
3030 LimAssoL — CYPRUS

PRODUCT: DMACH SEP
ARTICLE NR: SEE ATTACHMENT
CLASSIFICATION: CLASS 1B

(SURGICALLY INVASIVE MEDICAL DEVICE AS PER ANNEX IX, SECTION
11l CLASSIFICATION RULE 18)

CONFORMITY ASSESSMENT ROUTE: ANNEX Il (EXCLUDING SECTION 4) oF 93/42/EEC

WE HEREWITH DECLARE THAT THE ABOVE MENTIONED PRODUCTS MEET THE PROVISIONS OF THE COUNCIL DIRECTIVE
93/42/EEC FOR MEDICAL DEVICES. ALL RELEVANT DOCUMENTATION IS RETAINED UNDER THE PREMISES OF THE
MANUFACTURER. WE HEREBY DECLARE THAT WE ARE EXCLUSIVELY RESPONSIBLE FOR THE DECLARATION OF
CONFORMITY FOR THE ABOVE MENTIONED PRODUCTS.

STANDARDS APPLIED: AS PER THE LIST OF APPLICABLE STANDARDS — TECHNICAL FILE

NOTIFIED BODY: TUV SUD PRODUCT SERVICE GMBH
RIDLERSTRASSE 65
80339 — MUNICH - GERMANY
IDENTIFICATION NO. 0123

EC CERTIFICATE: G116 01 48773 041
EXPIRY DATE: 6/11/2017
PLACE & DATE OF ISSUE: LimAssOL — 24™ JANUARY 2017

LEGALLY BINDING SIGNATURE:
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GEMOPHORIUS

healthcare

MANUFACTURER: DEMOPHORIUS LIMITED
196 ARCHBISHOP MAKARIOS IIl AVE
3030 LimAssoL — CYPRUS

PRODUCT: INFUSION SETS - TRANFUSION SETS
ARTICLE NR: SEE ATTACHMENT
CLASSIFICATION: CLASS 1IB

(SURGICALLY INVASIVE MEDICAL DEVICE AS PER ANNEX IX, SECTION
11l CLASSIFICATION RULE 18)

CONFORMITY ASSESSMENT ROUTE: ANNEX Il (EXCLUDING SECTION 4) oF 93/42/EEC

WE HEREWITH DECLARE THAT THE ABOVE MENTIONED PRODUCTS MEET THE PROVISIONS OF THE COUNCIL DIRECTIVE
93/42/EEC FOR MEDICAL DEVICES. ALL RELEVANT DOCUMENTATION IS RETAINED UNDER THE PREMISES OF THE
MANUFACTURER. WE HEREBY DECLARE THAT WE ARE EXCLUSIVELY RESPONSIBLE FOR THE DECLARATION OF
CONFORMITY FOR THE ABOVE MENTIONED PRODUCTS.

STANDARDS APPLIED: AS PER THE LIST OF APPLICABLE STANDARDS — TECHNICAL FILE

NOTIFIED BODY: TUV SUD PRODUCT SERVICE GMBH
RIDLERSTRASSE 65
80339 — MUNICH - GERMANY
IDENTIFICATION NO. 0123

EC CERTIFICATE: G1 1508 48773 033
EXPIRY DATE: 6/11/2017
PLACE & DATE OF ISSUE: LIMASSOL —24™ JANUARY 2017

LEGALLY BINDING SIGNATURE:
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GEMOPHORIUS

healthcare

MANUFACTURER: DEMOPHORIUS LIMITED
196 ARCHBISHOP MAKARIOS Il AVE
3030 LimAssoL — CYPRUS

PRODUCT: MANUAL PRESS
ARTICLE NR: SEE ATTACHMENT
CLASSIFICATION: CLASS 1B

(SURGICALLY INVASIVE MEDICAL DEVICE AS PER ANNEX IX, SECTION
11l CLASSIFICATION RULE 18)

CONFORMITY ASSESSMENT ROUTE: ANNEX Il (EXCLUDING SECTION 4) oF 93/42/EEC

WE HEREWITH DECLARE THAT THE ABOVE MENTIONED PRODUCTS MEET THE PROVISIONS OF THE COUNCIL DIRECTIVE
93/42/EEC FOR MEDICAL DEVICES. ALL RELEVANT DOCUMENTATION IS RETAINED UNDER THE PREMISES OF THE
MANUFACTURER. WE HEREBY DECLARE THAT WE ARE EXCLUSIVELY RESPONSIBLE FOR THE DECLARATION OF
CONFORMITY FOR THE ABOVE MENTIONED PRODUCTS.

STANDARDS APPLIED: AS PER THE LIST OF APPLICABLE STANDARDS — TECHNICAL FILE

NOTIFIED BODY: TUV SUD PRODUCT SERVICE GMBH
RIDLERSTRASSE 65
80339 — MUNICH - GERMANY
IDENTIFICATION NO. 0123

EC CERTIFICATE: G1 18 01 48773 029
EXPIRY DATE: 6/11/2017
PLACE & DATE OF ISSUE: LimAssOL — 24™ JANUARY 2017

LEGALLY BINDING SIGNATURE:
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’JmUFJhul us 196, Ar akarios |1l Ave, Tel +357 25 749896 info@ demophorius.com
lim de wusow mass uI t_v Fax. +357 25749907 www.demophorius.com




GEMOPHORIUS

healthcare

MANUFACTURER: DEMOPHORIUS LIMITED
196 ARCHBISHOP MAKARIOS Il AVE
3030 LimAssoL — CYPRUS

PRODUCT: SEMI-PRESS
ARTICLE NR: SEE ATTACHMENT
CLASSIFICATION: CLASS 1B

(SURGICALLY INVASIVE MEDICAL DEVICE AS PER ANNEX IX, SECTION
11l CLASSIFICATION RULE 18)

CONFORMITY ASSESSMENT ROUTE: ANNEX Il (EXCLUDING SECTION 4) oF 93/42/EEC

WE HEREWITH DECLARE THAT THE ABOVE MENTIONED PRODUCTS MEET THE PROVISIONS OF THE COUNCIL DIRECTIVE
93/42/EEC FOR MEDICAL DEVICES. ALL RELEVANT DOCUMENTATION IS RETAINED UNDER THE PREMISES OF THE
MANUFACTURER. WE HEREBY DECLARE THAT WE ARE EXCLUSIVELY RESPONSIBLE FOR THE DECLARATION OF
CONFORMITY FOR THE ABOVE MENTIONED PRODUCTS.

STANDARDS APPLIED: AS PER THE LIST OF APPLICABLE STANDARDS — TECHNICAL FILE

NOTIFIED BODY: TUV SUD PRODUCT SERVICE GMBH
RIDLERSTRASSE 65
80339 — MUNICH - GERMANY
IDENTIFICATION NO. 0123

EC CERTIFICATE: G1 18 01 48773 30
EXPIRY DATE: 6/11/2017
PLACE & DATE OF ISSUE: LimAssOL — 24™ JANUARY 2017

LEGALLY BINDING SIGNATURE:
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