






















a ABBOrr 

Declaration of Conformity 

Certificate Identification: 04T81 
Legal Mnnufacturcr's Nnme: Abbott Ireland Diagnostics Division 
Legal Manufncturer's Address: Lismunuck, Longford, Co. Longford, Ircl,md. 

List Numbers GMDNCodc Names and Description of Devices Classification 
and Size Code 

of Devices 

04T8120 53989 Tot.ul Pro\ein2 Self-declared 

04T8130 53989 Total Protein2 Self-declared 

Authorized European Not Applicable 
Representative (name and address) 
Storage of technical documentution Abbott Ireland Diagnostics Division, Lisnmnuck, Longford, Co. 
(name and address) Longford, Ireland. 
Harmonized Standards Listed in the Technical Documentation 

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing 
the CE marking, conform with the applicable provisions of the EC Directive 98n9/EC of the European 
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are 
transposed into the laws of the member states. 

This decl11r11tion is made in accordance with Annex ill of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: 
Full Name 
(printed): 
Position: 

_g,� �8Lv-
Siobhan Wright

Director Quality Assurance/ 

Site Quality Heud 

Date of J.;). - O Cf -J-::> 

Approval: 

Date Issued: d-d · 0 V -cl.:)

Supersede.s: Not Applicable 

Signature: 
Full Name 
(printed): 
Position: 

�f"ra,;U!_ U;JNZ-:J
Lorraine Whitney 

Director Regulatory Affairs 

Date of 12 Ol.,.-r 20? 0 
Approval: 

Place Issued: Abbott Ireland Diagnostics Division, 
Lisnamuck, Longford, Co. Longford, Ireland. 

"'I "l � 0 {'-<, - �� 
Effective Date: 0'4" v1 o<r' 







































































2J 
Abbott 

Basic UDI-DI: 
Basic UDI-DI Name: 

Risk Class: 

EU Declaration of Conformity 
03807 4DAL0003FS 
Alinity ci-series Sample Cups 
Class A 

List Number Product and Trade Name GMDNCode 
and Size Code 

01R3801 Alinity ci-series Sample Cups 56676 

Manufacturer Abbott Laboratories 
(Name and Address) I 915 Hurd Drive 

Irving, TX 75038 USA 
Manufacturer SRN US-MF-000017777 

Authorized Representative AbbottGmbH 
(Name and Address) Max-Planck-Ring 2 

65205 Wiesbaden, Gennanv 
Authorized Representative SRN DE-AR-000009457 

Produced by (Site of Manufacture) Nypro Chicago 
(Name and Address) 955 Tri-State Parkway 

Gurnee, IL 60031 USA 
Conformity Assessment Procedure Annex II and III 

EMDNCode 

W0201020 185 

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above confonn with the applicable 
provisions of the Regulation (EU) 201717 46 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic 
Medical Devices; and additionally conforms applicable provisions of Directive 20 l l /65/EU of the European Parliament and of the 
Council of 8 June 2011 on the restriction of the use of certain hazardous substances in electrical and electronic equipment, and to 
applicable provisions of Directive 2006/42/EC of the European Parliament and of the Council of 17 May 2006 on machinery , and 
amending Directive 95/16/EC as transposed into the laws of the member states. 

This declaration is made in accordance with Annex IV of the IVD Regulation, Annex VI of the ROHS 
Directive, and Annex II of the Machinery Directive and is issued under the sole responsibility of the 
manufacturer. 

Full Name: Thomas Creel 
Sr. Director, Instrument and Automation 

Function: 

~ C(u} Signature: - U}?U, 

Date of Approval: L 1- Noll df);)..?-.. 
Signed for, and on Abbott Laboratories, 1915 Hurd Drive, 

behalf of: Irving, TX 75038 USA 

Date Issued: ?-- J./) - /11LV0>-, fX' (. - / 
Supersedes: 01 September 2022 

Full Name: Amanda Peoples 

Function: 

~~ Signature: 

Date of Approval: I 1- /1Joll .9o ?- <:l_. 

Place Issued: Irving, Texas 
Effective (Date 

or Lot Number): 



a 
Abbott 

Basic UDI-DI: 
Basic UDI-DI Name: 

Risk Class: 

EU Declaration of Conformity 
03807 4DAL0003FS 
Alinity Reagent Replacement Caps 
Class A 

List Number Product and Trade Name GMDNCode 
and Size Code 

04R4701 Alinity Reagent Replacement Caps 56676 

Manufacturer Abbott Laboratories 
(Name and Address) 1915 Hurd Drive 

lrvin11.. TX 75038 USA 
Manufacturer SRN US-MF-0000177 77 

Authorized Representative AbbottGmbH 
(Name and Address) Max-Planck-Ring 2 

65205 Wiesbaden, Germany 
Authorized Reoresentative SRN DE-AR-000009457 

Produced by (Site of Manufacture) Abbott Laboratories 
(Name and Address) Abbott Park, IL 60064 USA 

Conformitv Assessment Procedure Annex II and III 

EMDNCode 

W0201020185 

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable 
provisions of the Regulation (EU) 2017 /7 46 of the European Parliament and of the Council of 5 Ap1il 2017 on In Vitro Diagnostic 
Medical Devices; and additionally conforms applicable provisions of Directive 2011 /65/EU of the European Parliament and of the 
Council of 8 June 2011 on the restriction of the use of certain hazardous substances in electrical and electronic equipment, and to 
applicable provisions of Directive 2006/42/EC of the European Parliament and of the Council of 17 May 2006 on machinery, and 
amending Directive 95/16/EC as transposed into the laws of the member states. 
This declaration is made in accordance with Annex IV of the IVD Regulation, Annex VI of the ROHS 
Directive, and Annex II of the Machinery Directive and is issued under the sole responsibility of the 
manufacturer. 

Full Name: Thomas Creel 
Sr. Director, Instrument and Automation 

:.::: ~ CrnJ 
Date of Approval: / 1 f\J {) II {)-c d' ?-
Signed for, and on Abbott Laboratories, 1915 Hurd Drive, 

behalf of: Irving, TX 7 5038 USA 

Date Issued: /5-- /1.,l ,- ,,. /4 .?-_ 

Supersedes: 02 September 2022 

Full Name: Amanda Peoples 

Date of Approval: _..,_/_1-_,____._N--=-i) .c...v_ ..... ~c::::::,.,'--2.IL_?..=----

Place Issued: Irving, Texas 
Effective (Date 

or Lot Number): J 1- /v d ti ~ ~ '-:1... 







2] 
Abbott 

Basic UDI-DI: 
Basic UDI-DI Name: 

Risk Class: 

EU Declaration of Conformity 
03807 4DAL0003FS 
Alinity ci-series Calibrator/Control Replacement Caps 
Class A 

List Number Product and Trade Name GMDNCode 
and Size Code 

04R1001 Alinity ci-series Calibrator/Control Replacement Caps 56676 

Manufacturer Abbott Laboratories 
(Name and Address) 1915 Hurd Drive 

Irving, TX 7 5038 USA 
Manufacturer SRN US-MF -000017777 

Authorized Representative Abbott GmbH 
(Name and Address) Max-Planck-Ring 2 

65205 Wiesbaden, Germany 
Authorized Representative SRN DE-AR-000009457 

Produced by (Site of Manufacture) Abbott Laboratories 
(Name and Address) Abbott Park, IL 60064 USA 

Conformitv Assessment Procedure Annex II and III 

EMDNCode 

W0201020185 

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable 
provisions of the Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic 
Medical Devices; and additionally conforms applicable provisions of Directive 2011 /65/EU of the European Parliament and of the 
Council of 8 June 2011 on the restriction of the use of certain hazardous substances in electrical and electronic equipment, and to 
applicable provisions of Directive 2006/42/EC of the European Parliament and of the Council of 17 May 2006 on machinery, and 
amending Directive 95/16/EC as transposed into the laws of the member states. 
This declaration is made in accordance with Annex IV of the IVD Regulation, Annex VI of the ROHS 
Directive, and Annex II of the Machinery Directive and is issued under the sole responsibility of the 
manufacturer. 

Full Name: Thomas Creel 
Sr. Director, Instrument and Automation 

Function: 

Signature: 

Date of Approval: __ / _'+~~N~a~✓-~_O_':l_2. ___ _ 
Signed for, and on Abbott Laboratories, 1915 Hurd D1ive, 

behalf of: Irving, TX 75038 USA 

Date Issued: /5- /Vc;,11 - dQ')d, 

Supersedes: 02 September 2022 

Full Name: Amanda Peoples 

Place Issued: Irving, Texas 
Effective (Date .. \ 

or Lot Number): J 1- /U l) ,I - {)1) ':l A 





























 
 

Name und Adresse des Herstellers: / 

Name and address of the manufacturer: / 

Nom et adresse du fabricant: / 

Nome e indirizzo del fabbricante: 

BOEN HEALTHCARE CO., LTD 

Unit 602, International Center, No.535, Shenxu Road, 

Suzhou, 215021, Jiangsu, China 

 

Wir erklären in alleiniger Verantwortung, dass / We declare under our sole responsibility that / 

Nous déclarons sous notre propre responsabilité que / Dichiariamo sotto la sola responsabilità che 
 

das Medizinprodukt: / 

the medical device: / 

le dispositif médical: / 

il dispositivo medico: 

 
 

der Klasse: / 

of class: / 

de la classe: / 

di classe: 

Flexible Loops 

 
 
 
 
 
 

Common/Others IVD 

(Devices of NOT Annex II and NOT self-test) 

 

(IVDD, Artikel 9 Absatz 1) nicht Teil der Liste A und B von Anhang II sein / (IVDD, Article9(1)) not be part of list A & B of annex II 

(IVDD, article 9, paragraphe 1) ne fait pas partie de la liste A et B de l'annexe II / (IVDD, articolo 9, paragrafo 1) non fanno parte dell'elenco A e B 

dell'allegato II 

 
den einschlägigen Bestimmungen der Medizinprodukte-Richtlinie 98/79/EG und deren Umsetzungen in nationale 

Gesetze entspricht. Die Erklärung gilt in Verbindung mit dem zum Produkt gehörigen „Endprüfprotokoll“. / 

meets the provisions of the directive 98/79/EC and its transpositions in national laws which apply to it. The declaration 

is valid in connection with the “final inspection report” of the device. / 

remplit toutes les exigences de la directive sur les dispositifs médicaux 98/79/EC et de ses transpositions en droit 

national qui le concernent. La déclaration est valable si elle est associée au «rapport de l’inspection finale» du produit. / 

soddisfa tutte le disposizioni della direttiva 98/79/EC e della loro trasposizione nel diritto nazionale che lo riguardano. 

Questa dichiarazione è valida in congiunzione con il “rapporto di ispezione finale” del prodotto. 

 

Konformitätsbewertungsverfahren: / 

Conformity assessment procedure: / 

Procédure d’évaluation de la conformité: / 

Procedura di valutazione della conformità: 

Anhang III (voraussichtlicher Punkt 6) der IVDD 98/79 / 

EG Annex III (expect point 6) of IVDD 98/79/EC 

Annexe III (sauf le point 6) de l'IVDD 98/79 / CE 

Allegato III (aspettarsi il punto 6) dell'IVDD 98/79 / CE 

 

 
Registrier-Nr.: / 

Registration No.: / 

N°d’enregistrement: / 

Numero di registrazione: 

 

Benannte Stelle: / 

Notified Body: / 

Organisme notifié: / 

Organismo notificato: 

CE 

 
 

Suzhou, 2022.12.14 

 

Ort, Datum / Place, date / 

Lieu, date / Luogo, data 

EG-KONFORMITÄTSERKLÄRUNG · EC DECLARATION OF CONFORMITY 

DÉCLARATION CE DE CONFORMITÉ · DICHIARAZIONE CE DI CONFORMITÀ 

 
 
 

 
General Manager 

 

Name und Funktion / Name and function / 

Nom et fonction / Nome e funzione 



EG-KONFORMITÄTSERKLÄRUNG · EC DECLARATION OF CONFORMITY 

DÉCLARATION CE DE CONFORMITÉ · DICHIARAZIONE CE DI CONFORMITÀ 
 

Name und Adresse des Herstellers: /  
Name and address of the manufacturer: / 
Nom et adresse du fabricant: /  
Nome e indirizzo del fabbricante: 

BOEN HEALTHCARE CO., LTD
Unit 602, International Center, No.535, Shenxu Road, 
Suzhou, 215021, Jiangsu, China

Wir erklären in alleiniger Verantwortung, dass / We declare under our sole responsibility that /  
Nous déclarons sous notre propre responsabilité que / Dichiariamo sotto la sola responsabilità che 

das Medizinprodukt: / 
the medical device: /  
le dispositif médical: / 
il dispositivo medico: 

der Klasse: / 
of class: / 
de la classe: / 
di classe: 

Serological Pipette

(IVDD, Artikel 9 Absatz 1) nicht Teil der Liste A und B von Anhang II sein / (IVDD, Article9(1)) not be part of list A & B of annex II 

  (IVDD, article 9, paragraphe 1) ne fait pas partie de la liste A et B de l'annexe II  / (IVDD, articolo 9, paragrafo 1) non fanno parte dell'elenco A e B 

dell'allegato II 

den einschlägigen Bestimmungen der Medizinprodukte-Richtlinie 98/79/EG und deren Umsetzungen in nationale 
Gesetze entspricht. Die Erklärung gilt in Verbindung mit dem zum Produkt gehörigen „Endprüfprotokoll“. /  

meets the provisions of the directive 98/79/EC and its transpositions in national laws which apply to it. The declaration 
is valid in connection with the “final inspection report” of the device. /  

remplit toutes les exigences de la directive sur les dispositifs médicaux 98/79/EC et de ses transpositions en droit 
national qui le concernent. La déclaration est valable si elle est associée au «rapport de l’inspection finale» du produit. / 

soddisfa tutte le disposizioni della direttiva 98/79/EC e della loro trasposizione nel diritto nazionale che lo riguardano. 
Questa dichiarazione è valida in congiunzione con il “rapporto di ispezione finale” del prodotto. 

Konformitätsbewertungsverfahren: /  
Conformity assessment procedure: / 
Procédure d’évaluation de la conformité: /  
Procedura di valutazione della conformità: 

Anhang III (voraussichtlicher Punkt 6) der IVDD 98/79 / 
EG Annex III (expect point 6) of IVDD 98/79/EC  
Annexe III (sauf le point 6) de l'IVDD 98/79 / CE  
Allegato III (aspettarsi il punto 6) dell'IVDD 98/79 / CE 

Registrier-Nr.: /  
Registration No.: /  
N°d’enregistrement: /  
Numero di registrazione: 

CE 

Benannte Stelle: /  
Notified Body: /  
Organisme notifié: /  
Organismo notificato: 

Suzhou, 2022.01.01      

_________________________ 
Ort, Datum / Place, date / 

Lieu, date / Luogo, data 

 General Manager 

______________________________ 
Name und Funktion / Name and function / 

Nom et fonction / Nome e funzione 

Common/Others IVD
(Devices of NOT Annex II and NOT self-test)



CERTIFICATE OF ANALYSIS 

Report No.: GM01-BN24
Product Name Transport Swab Specification AMIES W/CHARCOAL 

Lot. No. 20240301 Quantity 10000pcs 

Mfg. Date 20240301 Exp. Date 20270228

Test Standard Factory Standard Report Date 2024.03.26

Item Technical Requirement Result Conclusion 

Appearance 

The swab tip should be uniform, no black spots, no 

foreign impurities. The handle and tube are smooth, 

no edge, no crack. The label should be pasted firm. 

Comply Qualified 

Size 

Cotton head diameter: 4.5mm±0.5mm 4.5mm Qualified 

Cotton head length: 15mm±0.5mm 15mm Qualified 

Plastic stick diameter: 2.5mm±0.2mm 2.5mm Qualified 

Total length: 178mm±2mm 178mm Qualified 

Water 

capacity 
0.15ml±0.02ml 0.14ml Qualified 

Hydrophilicity Add 100μL above swab, the water will no fall Comply Qualified 

Medium 

Capacity 
5ml±0.5ml Comply Qualified 

Connection 

Under 5.3N force, the cotton head and the handle will 

not fall off. 
26N Qualified 

The cap and the tube are connected firmly. Comply Qualified 

Sterile The transport swab should be sterile. Comply Qualified 

Conclusion Meet the requirement 

Inspector: Tom Li 
Date: 2024.03.26

Checker: Leo Sun 

Date: 2024.03.26
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