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[bookmark: _Ref363481839][bookmark: _Toc509395666][bookmark: _Toc4749464]Basic information
Manufacturer:
	Science & Engineering Center Scaner, Ltd.
211/1 Smilianska st., 18019 Cherkasy, Ukraine

	E-mail: scaner@scaner.ua
	http://www.scaner.ua

	Tel/Fax: +380472552735(34)

	0-800-30-10-19 (free calls from fixed phones on the territory of Ukraine)



Representative in EU:
	[bookmark: OLE_LINK15][bookmark: OLE_LINK16][bookmark: OLE_LINK25][bookmark: OLE_LINK23][bookmark: OLE_LINK24]Medicor-Pol Zaklad Techniki Medycznej Sp. Z o.o.
[bookmark: OLE_LINK28][bookmark: OLE_LINK29]233 Kilinskiego st., 93-133 Lodz, Poland

	[bookmark: OLE_LINK32][bookmark: OLE_LINK33]E-mail: biuro@medicorpol.com.pl
	http://www.medicorpol.com.pl 

	[bookmark: OLE_LINK30][bookmark: OLE_LINK31]Tel/Fax: +48426833833     +48426402741




Science & Engineering Center Scaner, Ltd. develops and produces medical devices in accordance with the quality management system ISO 13485:2016. The entire production process is subject to constant quality inspection and undergoes a periodic check by inspection audits. 
Colposcope MK-300 meets the requirements of the Medical Device Regulation 2017/745 and the Technical Regulation on Medical Devices of Ukraine.
	[image: C:\Users\Danilov\Desktop\Сертифікат Системи Управління Якістю ISO 13485-2016.png]

	[image: C:\Users\Danilov\Desktop\Certificate Quality Management Systen ISO 13485-2016.png]
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[bookmark: _Toc509395701][bookmark: _Toc4749465]Manufacturer's warranty
All Science & Engineering Center Scaner, Ltd. products are tested and warranted to be free from defects in parts and assembly, and also are compliant with declared characteristics. In case MK-300 Colposcope or any of its component parts, provided that the consumer follows the rules of operation and use in the recommended conditions, fail during the warranty period due to defects in manufacturing, assembly or materials, Science & Engineering Center Scaner, Ltd. will repair them or exchange them for similar ones at its own expense.

This product is covered by a 5-year warranty!
The warranty period for the product is calculated from the date of its commissioning by the manufacturer or the manufacturer's authorized representative in the EU. If it is impossible to establish the date of the product commissioning, the warranty period is calculated from the sales contract conclusion date.
The product is accepted for warranty service (repair) upon availability of documents: Operation Manual and Passport with the manufacturer marks, seller and consumer in the warranty card. The product must not have visible damage due to improper operation, which could have caused a breakdown. The warranty product period is extended by the time it is in repair.
Warranty service (repair) does not apply to products in case of non-observance by the consumer of rules of operation, their misuse as a result of an accident, careless handling, tampering with them, natural disasters or power failures.
After warranty expiration, service (repair) of the product that is out of order is performed by Science & Engineering Center Scaner, Ltd. at the expense of the consumer.
	

	Attention. If you have any questions regarding to the warranty product service, contact the manufacturer or an authorized representative of the manufacturer in the EU.
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Science & Engineering Center Scaner, Ltd. develops and produces medical devices in accordance with the quality management system ISO 13485:2016. The entire production process is subject to constant quality inspection and undergoes a periodic check by inspection audits. 
Colposcope MK-300 meets the requirements of the Medical Device Regulation 2017/745 and the Technical Regulation on Medical Devices of Ukraine.
	[image: C:\Users\Danilov\Desktop\Сертифікат Системи Управління Якістю ISO 13485-2016.png]

	[image: C:\Users\Danilov\Desktop\Certificate Quality Management Systen ISO 13485-2016.png]
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Manufacturer's warranty
All Science & Engineering Center Scaner, Ltd. products are tested and warranted to be free from defects in parts and assembly, and also are compliant with declared characteristics. In case MK-200 Colposcope or any of its component parts, provided that the consumer follows the rules of operation and use in the recommended conditions, fail during the warranty period due to defects in manufacturing, assembly or materials, Science & Engineering Center Scaner, Ltd. will repair them or exchange them for similar ones at its own expense.
This product is covered by a 3-year warranty!
The warranty period for the product is calculated from the date of its commissioning by the manufacturer or the manufacturer's authorized representative in the EU. If it is impossible to establish the date of the product commissioning, the warranty period is calculated from the sales contract conclusion date.
The product is accepted for warranty service (repair) upon availability of documents: Operation Manual and Passport with the manufacturer marks, seller and consumer in the warranty card. The product must not have visible damage due to improper operation, which could have caused a breakdown. The warranty product period is extended by the time it is in repair.
         Warranty service (repair) does not apply to products in case of non-observance by the consumer of rules of operation, their misuse as a result of an accident, careless handling, tampering with them, natural disasters or power failures.
After warranty expiration, service (repair) of the product that is out of order is performed by Science & Engineering Center Scaner, Ltd. at the expense of the consumer.
	

	Attention. If you have any questions regarding to the warranty product service, contact the manufacturer or an authorized representative of the manufacturer in the EU.
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[bookmark: _Toc4749466]Acceptance Certificate
Medical device – Colposcope MK-300
Factory (serial) No. 				, corresponds to the technical regulations 
TU U 33.1-14180968-005-2004 and qualifies as ready for use.



Date 						Signature 						
(year, month, day)					(person responsible for the acceptance)





Sign here





	

	Acceptance Certificate




	

	Acceptance Certificate




[bookmark: OLE_LINK51][bookmark: OLE_LINK52]Manufacturer: 							Representative in the EU:
SCIENCE & ENGINEERING CENTRE SCANER, LTD.			Medicor-Pol Zaklad Techniki Medycznej Sp. Z o.o.
122/1 Smilianska st., 18019 Cherkasy, Ukraine				233 Kilinskiego st., 93-133 Lodz, Poland
Identification code 14180968

[bookmark: _Toc509395703][bookmark: _Toc4749467]Warranty Leaflet
Medical device – Colposcope MK-300
TU U 33.1-14180968-005-2004
(filled in by the manufacturer)


Factory (serial) No. 				


Date of manufacture 				
			       (year, month, day)


											Sign here
       (last name and initials of the responsible person)			(signature)


(filled in by the seller)


Seller 													
													
				(company name, organization name, legal address)
 

Date of sale 								Price 				
		      (year, month, day)							(hrivnas)

											Sign here
       (last name and initials of the responsible person)			(signature)




(filled in by the performer)

Product accepted for warranty service						
													
	(company name – warranty service contractor, legal address)

Warranty start date				
							(year, month, date)

											Sign here
       (last name and initials of the responsible person)			(signature)

Service and warranty repair work accounting

	Date
	Problem(s) description
	The content of the completed work, the name of the replaced components
	Worker signature

	


	
	
	

	


	
	
	

	


	
	
	

	


	
	
	

	


	
	
	

	


	
	
	

	


	
	
	

	


	
	
	

	


	
	
	



Warranty period extended 						to ______________ 20__.
									to ______________ 20__.
									to ______________ 20__.
									to ______________ 20__.
									to ______________ 20__.
									to ______________ 20__.
									to ______________ 20__.
									to ______________ 20__.

											Sign here
       (last name and initials of the responsible person)			(signature)

	

	Warranty Leaflet




	

	Warranty Leaflet




Request for repair
Name of the company, full name of responsible person, contact phone number: 																													
Name of the equipment and its serial (factory) number: 																			
Description of the disrepair: 																																				
Parts of the equipment provided for repair: 																					
													
[bookmark: _GoBack]Date of request «___» ____________ 20____			Signature 			

Request for repair
Name of the company, full name of responsible person, contact phone number: 																													
Name of the equipment and its serial (factory) number: 																			
Description of the disrepair: 																																				
Parts of the equipment provided for repair: 																					
													
 Date of request «___» ____________ 20____			Signature 			

Request for repair
Name of the company, full name of responsible person, contact phone number: 																													
Name of the equipment and its serial (factory) number: 																			
Description of the disrepair: 																																				
Parts of the equipment provided for repair: 																					
													
Date of request «___» ____________ 20____			Signature 			


	

	Request for repair




	

	Request for repair




	The check of the detachable coupon No.1
for repair (replacement) during the warranty period
Received					
		          (year, month, day)
Signature of the responsible person			
				       (signature)
	Manufacturer: 					Representative in the EU:
SCIENCE & ENGINEERING CENTRE SCANER, LTD.		Medicor-Pol Zaklad Techniki Medycznej Sp. Z o.o.
122/1 Smilianska st., 18019 Cherkasy, Ukraine		233 Kilinskiego st., 93-133 Lodz, Poland
Identification code 14180968

DETACHABLE COUPON NO.1
for repair (replacement) during the warranty period
The product of medical equipment – Colposcope MK-300
TU U 33.1-14180968-005-2004
(To be filled by manufacturer)


Factory (serial) no. 			 Date of manufacture 			
							(year, month, day)

										Sign here
(full name the responsible person)					(signature)

(To be filled by seller)


Seller 									
			(name of trading organization)

Date of sale 			Signature and seal of seller 				Sign here
		(year, month, day)				(signature and seal)

	The check of the detachable coupon No.2
for repair (replacement) during the warranty period
Received					
		          (year, month, day)
Signature of the responsible person			
				       (signature)
	Manufacturer: 					Representative in the EU:
SCIENCE & ENGINEERING CENTRE SCANER, LTD.		Medicor-Pol Zaklad Techniki Medycznej Sp. Z o.o.
122/1 Smilianska st., 18019 Cherkasy, Ukraine		233 Kilinskiego st., 93-133 Lodz, Poland
Identification code 14180968

DETACHABLE COUPON NO.2
for repair (replacement) during the warranty period
The product of medical equipment – Colposcope MK-300
TU U 33.1-14180968-005-2004
(To be filled by manufacturer)


Factory (serial) no. 			 Date of manufacture 			
							(year, month, day)

										Sign here
(full name the responsible person)					(signature)

(To be filled by seller)


Seller 									
			(name of trading organization)

Date of sale 			Signature and seal of seller 				Sign here
		(year, month, day)				(signature and seal)

	The check of the detachable coupon No.3
for repair (replacement) during the warranty period
Received					
		          (year, month, day)
Signature of the responsible person			
				       (signature)
	Manufacturer: 					Representative in the EU:
SCIENCE & ENGINEERING CENTRE SCANER, LTD.		Medicor-Pol Zaklad Techniki Medycznej Sp. Z o.o.
122/1 Smilianska st., 18019 Cherkasy, Ukraine		233 Kilinskiego st., 93-133 Lodz, Poland
Identification code 14180968

DETACHABLE COUPON NO.3
for repair (replacement) during the warranty period
The product of medical equipment – Colposcope MK-300
TU U 33.1-14180968-005-2004
(To be filled by manufacturer)


Factory (serial) no. 			 Date of manufacture 			
							(year, month, day)

										Sign here
(full name the responsible person)					(signature)

(To be filled by seller)


Seller 									
			(name of trading organization)

Date of sale 			Signature and seal of seller 				Sign here
		(year, month, day)				(signature and seal)










The contractor 									
			        (name of organization)

	The reason of repair
	Work type of repair
	The date of the repair
	Signature
of the contractor

	


	
	
	

	


	
	
	

	


	
	
	




										
	(full name of the responsible person)					(signature)

The signature of the customer that confirms the execution of works on the warranty

										
								            (signature)




The contractor 									
			         (name of organization)

	The reason of repair
	Work type of repair
	The date of the repair
	Signature
of the contractor

	


	
	
	

	


	
	
	

	


	
	
	




										
	(full name of the responsible person)					(signature)

The signature of the customer that confirms the execution of works on the warranty

										
								            (signature)




The contractor 									
			         (name of organization)

	The reason of repair
	Work type of repair
	The date of the repair
	Signature
of the contractor

	


	
	
	

	


	
	
	

	


	
	
	




										
	(full name of the responsible person)					(signature)

The signature of the customer that confirms the execution of works on the warranty

										
								             (signature)
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CERTIFICATE

Qualty Austria - Trainings, Zertifizierungs und
Begutachtungs GmbH awards this qualityaustia
certiicate to the following organisation:

Science & Engineering Center
SCANER, Ltd.

1221 Smilianska st. 18019 Cherkasy, Ukraine.

Development, design, production, distribution
‘and senvice of Colposcopes, Microscopes and
‘Surgical binocular loupes.

‘The validity of the qualityausitia certificate will be
maintained by annual surveillance audits and one.
renewal audit afer three years.

curisserwe s i The cument valiy of the ceificateis documented exclusivelycn the Infemet under

TR e cusltyaus comlemoer  EAC 16

This qualityausiria certificate confirns the appiication
and further development of an effective.

Medical devices - Quality
Requirements for reguiato

Registration No.: 00223/0 I\
Date of iitial issue: 17 June 2016 s
Vaid uni: 25 February 2025 [®) quaityaustia

Vienna, 28 February 2022

‘Qualfty Austria - Tainings, Zertfzierungs und Begutachtungs GmbH,
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Mag. Christoph Mondl  Mag. Dr. WemerPaar  Mag. Dr. Anni Koubek
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