oy CERTIFICATE OF ANALYSIS

MIC_COA_SI390900#SCR23323.pdf

Product Code Name Quantity
manufactured
SI 390.900 URO-QUICK SCREENING KIT 27
Lot Number - Manufacturing Date Expiry Date [ CAP color Printed Band
SCR23323 25/09/2023 23/11/2024 Green White

This is a computer-generated document. No signature is required.

Registered Office u Manufacturing Site

Via Petrarca, 2/1 - 35020 Polverara (PD) Italy Via Merano, 30 - 33045 Nimis (UD) Italy

Tel (+39) 049 0992000 - Fax (+39) 049 5855434 Tel (+39) 0432 547454 - Fax (+39) 0432 547378
Mail PEC: info.alifax@pec.alifax.com Mail PEC: info.udine@pec.alifax.com
info@alifax.com - www.alifax.com info.udine@alifax.com

MIC_COA_SI390900_URO-QUICK-SCREENING-KIT_4-0




Quantity

Product Code Name
manufactured
SI 390.900 URO-QUICK SCREENING KIT 27
Lot Number Manufacturing Date Expiry Date CAP color Printed Band
SCR23323 25/09/2023 23/11/2024 Green White

Eugonic Broth

Lot Number SCR23323

(Volume, transparency, colour )

Physical parameters

Decontamination at
37°C after 72 hours

Growth inter batch

Growth intra batch

Expiry Date 23/11/2024 Expected Compliant No growth CV%<=35% CV%<=35%
CAP color  Green Found OK OK 19.4% < 5%
Printed Band White

M101.17.01-B-00  FLACONE UQ SENZA TESTO Lot Number PRNOO7859  Expiry Date
Check of the presenze of the magnetic stirrer in each vial contained in the kit: YES (Storage Conditions:
M101.17.01-B-00 FLACONE UQ SENZA TESTO Lot Number PRNO07859  Expiry Date

Liophilized Antibiotic

Lot Number PRNO007859

Expiry Date

Product Code M101.17.01-B-00

FLACONE UQ SENZA TESTO

External Appearance Colour Net Weight
Expected | No humidity traces | White 35+-1.5mg Sensitive Sensitive
Found Compliant Compliant 0,00 Sensitive Sensitive
Tested by Date

Regenerating Solution Product Code M101.17.01-B-00

Lot Number PRN0O07859

Expiry Date

FLACONE UQ SENZA TESTO

Colour pH
Expected Transparent 7.00+- 0.20
Found Compliant
Tested by Date

Lot Number PRN0O07859
Expiry Date

CAP color
Printed Band

Physical parameters
(Volume, transparency, colour )

Decontamination at
37°C after 72 hours

Growth inter batch

Growth intra batch

Expected

Compliant

No growth

CV%<=35%

CV%<=35%

Found

OK

OK

Registered Office

This is a computer-generated document. No signature is required.

Via Petrarca, 2/1 - 35020 Polverara (PD) Italy
Tel (+39) 049 0992000 - Fax (+39) 049 5855434
Mail PEC: info.alifax@pec.alifax.com
info@alifax.com - www.alifax.com

]

Manufacturing Site
Via Merano, 30 - 33045 Nimis (UD) Italy

Tel (+39) 0432 547454 - Fax (+39) 0432 547378
Mail PEC: info.udine@pec.alifax.com
info.udine@alifax.com
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Quantity

Product Code Name
manufactured
SI 390.900 URO-QUICK SCREENING KIT 27
Lot Number Manufacturing Date Expiry Date CAP color Printed Band
SCR23323 25/09/2023 23/11/2024 Green White
MRSA BI‘Oth Product Code M101.17.01-B-00 FLACONE UQ SENZA TESTO
Physical parameters | py | e [Growth inter batch| Growth intra batch
Lot Number PRN007859 Expected Compliant No growth CV%<=35% | CV%<=35%
Expiry Date Found oK oK OK
Tested by Date

M101.16.04-A-00

CAPSULA VERDE DIAM. 13 COMPLETA DI DISCO CB | ot Number A5223

Check of the presenze of the magnetic stirrer in each vial contained in the kit: YES

Expiry

Date

(Storage Conditions:

M101.16.04-A-00

CAPSULA VERDE DIAM. 13 COMPLETA DI DISCO CB | ot Number A5223

ROSSO

Expiry Date

Liophilized Antibiotic

Lot Number A5223

Expiry Date

Product Code M101.16.04-A-00

CAPSULA VERDE DIAM. 13 COMPLETA DI DISCO CB ROSSO

External Appearance Colour Net Weight
Expected | No humidity traces | White 35+-1.5mg Sensitive Sensitive
Found Compliant Compliant Sensitive Sensitive
Tested by Date

Regenerating Solution Product Code M101.16.04-A-00

Lot Number A5223

Expiry Date

CAPSULA VERDE DIAM. 13 COMPLETA DI DISCO CB ROSSO

Colour pH
Expected Transparent 7.00+- 0.20
Found Compliant
Tested by Date

Lot Number A5223
Expiry Date

CAP color
Printed Band

Physical parameters
(Volume, transparency, colour )

Decontamination at
37°C after 72 hours

Growth inter batch

Growth intra batch

Expected

Compliant

No growth

CV%<=35%

CV%<=35%

Found

OK

OK

Registered Office

This is a computer-generated document. No signature is required.

Via Petrarca, 2/1 - 35020 Polverara (PD) Italy
Tel (+39) 049 0992000 - Fax (+39) 049 5855434
Mail PEC: info.alifax@pec.alifax.com
info@alifax.com - www.alifax.com

]

Manufacturing Site
Via Merano, 30 - 33045 Nimis (UD) Italy

Tel (+39) 0432 547454 - Fax (+39) 0432 547378
Mail PEC: info.udine@pec.alifax.com
info.udine@alifax.com

MIC_COA_SI390900_URO-QUICK-SCREENING-KIT_4-0




Product Code Name Quantity
manufactured
SI 390.900 URO-QUICK SCREENING KIT 27
Lot Number . Manufacturing Date Expiry Date CAP color Printed Band
SCR23323 25/09/2023 23/11/2024 Green White
MRSA Broth Product Code  M101.16.04-A-00 CAPSULA VERDE DIAM. 13 COMPLETA DI DISCO CB ROSSO

Physical parameters

Decontamination at

(Voltines bansparency, clowr ) pH 37°C after 72 hours Growth inter batch| Growth intra batch
Lot Number A5223 Expected Compliant No growth CV%<=35% | CV%<=35%
Expiry Date Found OK OK OK
Tested by Date

“heck of the presenze of the magnetic stirrer in each vial contained in the kit: ~ YES

Storage Conditions: min 4°C - Max 30°C

Compliance: YES

Controlled By ......ccevvveieieeevnnnnnnnn. Cirio Alberto
Approved By Manufacturing Manager Pividori Denis

Date of Control
Date of Approval

29/09/2023
29/09/2023

We certify that the lot in object has been manufactured and tested according with ALIFAX manufacturing and quality
control procedures and specifications. We confirm that the above referenced product conformed to the specifications

and then it is approved.

Approved by Quality Assurance ....... Trevisan Antonia

Date of Release

29/09/2023

This is a computer-generated document. No signature is required.

Registered Office

Via Petrarca, 2/1 - 35020 Polverara (PD) Italy
Tel (+39) 049 0992000 - Fax (+39) 049 5855
Mail PEC: info.alifax@pec.alifax.com
info@alifax.com - www.alifax.com
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Manufacturing Site
Via Merano, 30 - 33045 Nimis (UD) Italy

Tel (+39) 0432 547454 - Fax (+39) 0432 547378
Mail PEC: info.udine@pec.alifax.com
info.udine@alifax.com
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