
 

Document No.: 
TSIN021-3 

Revision # 
5 

Page 
1 of 1 

Title: Certificate of Calibration for PK Flex with 
Pyros Express 

 

Associates of Cape Cod Int’l., Inc.    (44) 151–547–7444    www.acciuk.co.uk 

 

CERTIFICATE OF CALIBRATION FOR PYROS KINETIX® FLEX WITH PYROS EXPRESS 
 

1.0 CUSTOMER INFORMATION                                              2.0 SERVICE INFORMATION   

Organisation:  Synektik Pharma Sp. z o.o. 
Address:  ul. Artwińskiego 3, 25-734 Kielce, 
Poland 
Calibration Location:   
Customer Site 
 
 

ICN Number:  CAL023-25 

Calibration Date: 28 JAN 2025  

Serial Number: PKF64-9E-2663  

Performed By: Konstantin Velmozhko 
NIST Traceable Thermometer 

Serial Number:32404549   

Calibration Due Date:  02 MAY 2025 

3.0 TRANSMITTED AND MEASURED 
TEMPERATURE AS FOUND 
(37.0°C ± 0.5°C) 

3.1 TRANSMITTED AND MEASURED 
TEMPERATURE AS LEFT 
(37.0°C ± 0.2°C) 

Ambient (°C):23.5   

Min (°C):37.02    Max (°C):37.13    Transmitted 

(°C):37.0   

Found in tolerance ☒ 

Found in tolerance - Fine adjustments made ☐ 

Found out of tolerance - Adjustments made ☐ 

Unable to obtain data ☐ 

If no adjustments made, tick to N/A section 3.1 ☒ 

Ambient (°C):   

Min (°C):    Max (°C):    Transmitted (°C):   

Adjusted temperatures left in tolerance ☐   

Adjusted temperatures left out of tolerance ☐ 

4.0 405nm A/D VALUES AS FOUND 
(Tubes Present 800–5500, Tubes Absent 1100-1400) 

4.1 405nm A/D VALUES AS LEFT 
(Tubes Present 800–5500, Tubes Absent 1100-1400) 

Found in tolerance ☒ 

Tubes Present out of tolerance ☐ 

Tubes Absent out of tolerance ☐ 

Not Applicable ☐ 

No adjustments required ☒ 

405nm A/D values adjusted with 660nm  ☐ 

Adjusted 405nm A/D values in tolerance  ☐ 

Adjusted 405nm A/D out of tolerance ☐  

5.0 660nm A/D VALUES AS FOUND 
(Tubes Present 800–5500, Tubes Absent 1100-1400) 

5.1 660nm A/D VALUES AS LEFT  
(Tubes Present 800–5500, Tubes Absent 1100-1400) 

Found in tolerance ☒ 

Tubes Present out of tolerance ☐ 

Tubes Absent out of tolerance ☐  

Not Applicable ☐ 

No adjustments required ☒ 

660nm A/D values adjusted with 405nm ☐ 

Adjusted 660nm A/D values in tolerance ☐ 

Adjusted 660nm A/D out of tolerance ☐  

6.0 405nm BASELINE STABILITY  
(±3mAbs) 

6.1 660nm BASELINE STABILITY 
(±3mAbs) 

PASS ☒       FAIL ☐       N/A ☐ PASS ☒       FAIL ☐        N/A ☐ 

7.0 STANDARD CURVE 
(CC: ≥0.980, Negative Controls: onset time > lowest standard) 

PASS ☐       FAIL ☐        N/A ☒ 

CALIBRATION OF PYROS KINETIX® FLEX: PASS ☒       FAIL ☐ 

COMMENTS: or N/A ☒    

PERFORMED BY: QA / REVIEW BOARD APPROVAL: 

     
 
 
 
 
 
 
 
 

 
DATA AND SUPPORTING DOCUMENTATION ATTACHED: Transmitted Temperature data, A/D data, Baseline 
data, Standard Curve data, calibration certificate for digital thermometer. 
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Results

PKF64-9E-2663

28.01.2025 11:25

kvelmozhko Reader Serial #:

Test Complete Date: Test Complete Time:

Performed By: Firmware Version: PKF64 V1.50     (170404)

Block 1 Block 2

37°C 37°C

28.01.2025 11:25:07Report Generated:Created with Pyros® eXpress 1.3.21.62409, Associates of Cape Cod, Inc.

Page 1 of 1

Associates of Cape Cod Inc.
PKFlex Transmitted Temperature Test

Pyros® eXpress 1.3.21.62409

Docusign Envelope ID: B4CC1349-9D75-4B4F-B756-98D4A6AA27AD

05-Feb-2025 | 18:00 CET

Anke Ruland

10-Feb-2025 | 09:37 CET



As Found

405 nm - As Found

Tubes Present Tubes Absent

2680 2421 2804 2385 1261 1273 1265 1271
2756 2487 2899 2730 1259 1271 1257 1256
2699 2456 2872 2547 1265 1256 1258 1262
2841 2501 2935 2617 1260 1256 1260 1253
2826 2639 2864 2677 1269 1265 1252 1257
2836 2583 2860 2269 1262 1256 1260 1259
2869 2540 2920 2639 1252 1268 1238 1251
2663 2619 2807 2518 1278 1267 1259 1253
2782 2537 2672 2504 1258 1264 1251 1269
2756 2799 2786 2299 1254 1289 1260 1256
2692 2678 2687 2738 1251 1263 1240 1258
2775 2516 2855 2339 1253 1261 1267 1285
2609 2595 2885 2609 1261 1253 1261 1265
2657 2492 2878 2619 1265 1258 1264 1261
2776 2531 2852 2414 1264 1265 1248 1260
2767 2518 2841 2495 1254 1267 1261 1277
Minimum 2269 Maximum 2935 Minimum 1238 Maximum 1289

660 nm - As Found

Tubes Present Tubes Absent

2446 2095 2162 2175 1261 1254 1263 1261
2477 2138 1977 2181 1270 1261 1263 1266
2524 2141 2093 2365 1262 1268 1266 1252
2399 2074 1947 2238 1264 1267 1247 1258
2446 2395 2152 2388 1252 1255 1259 1246
2374 2266 1995 2323 1260 1272 1266 1262
2221 2210 1970 2340 1255 1260 1250 1253
2338 2129 2047 2440 1260 1268 1256 1252
2255 2155 1856 2371 1271 1267 1249 1256
2093 2175 1874 2355 1261 1275 1252 1251
2459 2190 1892 2231 1262 1265 1261 1261
2157 2298 1836 2533 1271 1255 1253 1275
2337 2362 2036 2338 1262 1256 1272 1262
2192 2335 1927 2312 1257 1269 1251 1270
2339 2148 2029 2312 1265 1266 1262 1253
2263 2011 1863 2402 1257 1257 1263 1264
Minimum 1836 Maximum 2533 Minimum 1246 Maximum 1275

PKF64-9E-2663

28.01.2025 11:34

kvelmozhko Reader Serial #:

Test Complete Date: Test Complete Time:

Performed By: Firmware Version: PKF64 V1.50     (170404)

28.01.2025 11:34:35Report Generated:Created with Pyros® eXpress 1.3.21.62409, Associates of Cape Cod, Inc.
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Wavelength 405

Results

Min. mOD

Max. mOD

-2,59

0,68
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Wavelength 660

Results

Min. mOD

Max. mOD

-0,92

0,98
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Certificate Of Completion
Envelope Id: B4CC1349-9D75-4B4F-B756-98D4A6AA27AD Status: Completed

Subject: Complete with Docusign: CAL023-25 Cert PKF64-9E-2663, 5. 2024-05-02_Kalibrierschein GMH3710_SN ...

Source Envelope: 

Document Pages: 13 Signatures: 8 Envelope Originator: 

Certificate Pages: 5 Initials: 0 Anke Ruland

AutoNav: Enabled

EnvelopeId Stamping: Enabled

Time Zone: (UTC+01:00) Amsterdam, Berlin, Bern, Rome, Stockholm, Vienna

124 Bernard E. Saint Jean Drive

East Falmouth, MA  02536

aruland@accintl.com

IP Address: 89.244.87.79   

Record Tracking
Status: Original

             05-Feb-2025 | 09:44

Holder: Anke Ruland

             aruland@accintl.com

Location: DocuSign

Signer Events Signature Timestamp
Konstantin Velmozhko

kvelmozhko@accintl.com

Sales Representative

Security Level: Email, Account Authentication 
(Required) Signature Adoption: Pre-selected Style

Signature ID: 

E5BFD732-4EFC-4EB0-B7B7-9F1429452944

Using IP Address: 95.90.239.177

With Signing Authentication via DocuSign password

With Signing Reasons (on each tab): 

   I am the author of this document

   I am the author of this document

   I am the author of this document

   I am the author of this document

Sent: 05-Feb-2025 | 09:48

Viewed: 05-Feb-2025 | 17:58 

Signed: 05-Feb-2025 | 18:00

Electronic Record and Signature Disclosure: 
      Not Offered via DocuSign

Anke Ruland

aruland@accintl.com

Security Level: Email, Account Authentication 
(Required)

Signature Adoption: Pre-selected Style

Signature ID: 

287EDE5D-741C-4A83-BAAB-C91F1CAC3098

Using IP Address: 89.244.87.101

With Signing Authentication via DocuSign password

With Signing Reasons (on each tab): 

   I have reviewed this document

   I have reviewed this document

   I have reviewed this document

   I approve this document

Sent: 05-Feb-2025 | 18:00

Viewed: 10-Feb-2025 | 09:35 

Signed: 10-Feb-2025 | 09:37

Electronic Record and Signature Disclosure: 
      Accepted: 25-Jul-2024 | 10:21
      ID: 1288ca71-7741-4ae0-85f4-90cb4bedd557

In Person Signer Events Signature Timestamp

Editor Delivery Events Status Timestamp



Agent Delivery Events Status Timestamp

Intermediary Delivery Events Status Timestamp

Certified Delivery Events Status Timestamp

Carbon Copy Events Status Timestamp
Samantha Rhead

srhead@acciuk.co.uk

Security Level: Email, Account Authentication 
(Required)

Sent: 10-Feb-2025 | 09:37

Viewed: 10-Feb-2025 | 16:27 

Electronic Record and Signature Disclosure: 
      Accepted: 25-May-2022 | 11:24
      ID: 74cf2578-1652-4cfc-acab-622079647196

Witness Events Signature Timestamp

Notary Events Signature Timestamp

Envelope Summary Events Status Timestamps
Envelope Sent Hashed/Encrypted 05-Feb-2025 | 09:48

Certified Delivered Security Checked 10-Feb-2025 | 09:35

Signing Complete Security Checked 10-Feb-2025 | 09:37

Completed Security Checked 10-Feb-2025 | 09:37

Payment Events Status Timestamps

Electronic Record and Signature Disclosure



CONSUMER DISCLOSURE  
From time to time, Associates of Cape Cod, Inc. (we, us or Company) may be required by law to 

provide to you certain written notices or disclosures. Described below are the terms and 

conditions for providing to you such notices and disclosures electronically through the 

DocuSign, Inc. (DocuSign) electronic signing system. Please read the information below 

carefully and thoroughly, and if you can access this information electronically to your 

satisfaction and agree to these terms and conditions, please confirm your agreement by clicking 

the ‘I agree’ button at the bottom of this document.  

Getting paper copies  
At any time, you may request from us a paper copy of any record provided or made available 

electronically to you by us. You will have the ability to download and print documents we send 

to you through the DocuSign system during and immediately after signing session and, if you 

elect to create a DocuSign signer account, you may access them for a limited period of time 

(usually 30 days) after such documents are first sent to you. After such time, if you wish for us to 

send you paper copies of any such documents from our office to you, you will be charged a 

$0.00 per-page fee. You may request delivery of such paper copies from us by following the 

procedure described below.  

Withdrawing your consent  
If you decide to receive notices and disclosures from us electronically, you may at any time 

change your mind and tell us that thereafter you want to receive required notices and disclosures 

only in paper format. How you must inform us of your decision to receive future notices and 

disclosure in paper format and withdraw your consent to receive notices and disclosures 

electronically is described below.  

Consequences of changing your mind  
If you elect to receive required notices and disclosures only in paper format, it will slow the 

speed at which we can complete certain steps in transactions with you and delivering services to 

you because we will need first to send the required notices or disclosures to you in paper format, 

and then wait until we receive back from you your acknowledgment of your receipt of such 

paper notices or disclosures. To indicate to us that you are changing your mind, you must 

withdraw your consent using the DocuSign ‘Withdraw Consent’ form on the signing page of a 

DocuSign envelope instead of signing it. This will indicate to us that you have withdrawn your 

consent to receive required notices and disclosures electronically from us and you will no longer 

be able to use the DocuSign system to receive required notices and consents electronically from 

us or to sign electronically documents from us.  

All notices and disclosures will be sent to you electronically  
Unless you tell us otherwise in accordance with the procedures described herein, we will provide 

electronically to you through the DocuSign system all required notices, disclosures, 

authorizations, acknowledgements, and other documents that are required to be provided or made 

available to you during the course of our relationship with you. To reduce the chance of you 

inadvertently not receiving any notice or disclosure, we prefer to provide all of the required 

notices and disclosures to you by the same method and to the same address that you have given 

us. Thus, you can receive all the disclosures and notices electronically or in paper format through 

the paper mail delivery system. If you do not agree with this process, please let us know as 

described below. Please also see the paragraph immediately above that describes the 

consequences of your electing not to receive delivery of the notices and disclosures 

electronically from us.  

Electronic Record and Signature Disclosure created on: 28-Jul-2017 | 20:09
Parties agreed to: Anke Ruland, Samantha Rhead



How to contact Associates of Cape Cod, Inc.:  

You may contact us to let us know of your changes as to how we may contact you electronically, 

to request paper copies of certain information from us, and to withdraw your prior consent to 

receive notices and disclosures electronically as follows: 

To contact us by email send messages to: ejohnson@acciusa.com 

To advise Associates of Cape Cod, Inc. of your new e-mail address  

To let us know of a change in your e-mail address where we should send notices and disclosures 

electronically to you, you must send an email message to us at ejohnson@acciusa.com and in the 

body of such request you must state: your previous e-mail address, your new e-mail address.  We 

do not require any other information from you to change your email address..   

In addition, you must notify DocuSign, Inc. to arrange for your new email address to be reflected 

in your DocuSign account by following the process for changing e-mail in the DocuSign system.  

To request paper copies from Associates of Cape Cod, Inc.  
To request delivery from us of paper copies of the notices and disclosures previously provided 

by us to you electronically, you must send us an e-mail to ejohnson@acciusa.com and in the 

body of such request you must state your e-mail address, full name, US Postal address, and 

telephone number. We will bill you for any fees at that time, if any.  

To withdraw your consent with Associates of Cape Cod, Inc.  

To inform us that you no longer want to receive future notices and disclosures in electronic 

format you may: 

i. decline to sign a document from within your DocuSign session, and on the subsequent 

page, select the check-box indicating you wish to withdraw your consent, or you may; 

ii. send us an e-mail to ejohnson@acciusa.com and in the body of such request you must 

state your e-mail, full name, US Postal Address, and telephone number. We do not need 

any other information from you to withdraw consent..  The consequences of your 

withdrawing consent for online documents will be that transactions may take a longer 

time to process..  

Required hardware and software  

Operating 

Systems: 
Windows® 2000, Windows® XP, Windows Vista®; Mac OS® X 

Browsers: 

Final release versions of Internet Explorer® 6.0 or above (Windows only); 

Mozilla Firefox 2.0 or above (Windows and Mac); Safari™ 3.0 or above 

(Mac only) 

PDF Reader: Acrobat® or similar software may be required to view and print PDF files 

Screen 

Resolution: 
800 x 600 minimum 



Enabled Security 

Settings: 
Allow per session cookies 

** These minimum requirements are subject to change. If these requirements change, you will be 

asked to re-accept the disclosure. Pre-release (e.g. beta) versions of operating systems and 

browsers are not supported.  

Acknowledging your access and consent to receive materials electronically  
To confirm to us that you can access this information electronically, which will be similar to 

other electronic notices and disclosures that we will provide to you, please verify that you were 

able to read this electronic disclosure and that you also were able to print on paper or 

electronically save this page for your future reference and access or that you were able to e-mail 

this disclosure and consent to an address where you will be able to print on paper or save it for 

your future reference and access. Further, if you consent to receiving notices and disclosures 

exclusively in electronic format on the terms and conditions described above, please let us know 

by clicking the ‘I agree’ button below.  

By checking the ‘I agree’ box, I confirm that:  

 I can access and read this Electronic CONSENT TO ELECTRONIC RECEIPT OF 

ELECTRONIC CONSUMER DISCLOSURES document; and 

 I can print on paper the disclosure or save or send the disclosure to a place where I can 

print it, for future reference and access; and 

 Until or unless I notify Associates of Cape Cod, Inc. as described above, I consent to 

receive from exclusively through electronic means all notices, disclosures, authorizations, 

acknowledgements, and other documents that are required to be provided or made 

available to me by  Associates of Cape Cod, Inc. during the course of my relationship 

with you. 
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