




M E D I C A L D E V I C E S C H A N G E
C O N F I R M A T I O N F O R M

The validity of the Change Confirmation Form expires when the validity period of related EC

Certificate/s expires.The Change Confirmation Form alone has no function.

: Boz TıbbiMalzeme Sanayi ve Ticaret A.Ş.Company Name

: Sağlık Sok. No:33/5 Sıhhiye Çankaya ANKARA / TURKEYCompany Address

Related Directive :93/42/EEC Medical Devices Directive

Definition of Change :The following trademarks have been added on the certificate.
REOXCEL, REOXCEL Sigma Knit,REOXCEL Fibril, BERCEL, BERCEL Dense Knit,
BERCEL Fibril, LENCEL-S, LENCEL-K, LENCEL-F, ZEOCEL, LENCEL-OC

ft.
Number of Related Certificate
Report Number
Issue Date
Revision Date
Revision Number

M.2018.106.9142,M.2018.106.9142-1
MD.3532
14.04.2022 UDEM Interndrranafcertification

Auditing Training Centre Industry
and Trade Inc.Co.01

w
UDEM declares that the mentioned changes have been confirmed as

non-significant changes according to MDR Article 120-3 and MDCG 2020-3 with
this Change Confirmation Form. This form has been prepared to be shared with
authorities or third parties upon request. UDEM

Address:Mutlukent Mahallesi 2073Sokak (Eski 93Sokak) No:10Çankaya-Ankara-TURKEY
Phone: +90 0312 443 03 90 Fax: +90 0312 443 03 76
E-mail: info@udem.com.tr www.udem.com.tr



M E D I C A L D E V I C E S C H A N G E
C O N F I R M A T I O N F O R M

The validity of the Change Confirmation Form expires when the validity period of related EC

Certificate/s expires. The Change Confirmation Form alone has no function.

: Boz Tıbbi Malzeme Sanayi ve Ticaret A.Ş.Company Name

:Sağlık Sok.No:33/5 Sıhhiye Çankaya ANKARA / TURKEYCompany Address

: 93/42/EEC Medical Devices DirectiveRelated Directive

: LENCEL trademarks have been added on the certificate.Definition of Change
LENCEL-S
LS-1 1,25 cm x 5 cm, LS-14 5 cm x 10 cm, LS-2 2,5 cm x 2,5 cm, LS-15 5 cm x 35 cm
LS-3 2,5 cm x 5 cm, LS-18 7,5 cm x 10 cm, LS-7 2,5 cm x 7,5 cm, LS-20 10 cm x 10 cm
LS-8 2,5 cm x 9 cm, LS-22 10 cm x 20 cm, LS-11 5 cm x 7,5 cm, LS-25 15 cm x 23 cm
LENCEL-F
LF-6 2,6 cm x 5,1 cm, LF-11 5 cm x 7,5 cm, LF-13 5,1 cm x 10,2 cm, LF-17 7,5 cm x 7,5 cm
LF-21 10,2 cm x 10,2 cm,
LENCEL-K
LK-5 2,6 cm x 2,6 cm, LK-9 2,6 cm x 10 cm, LK-11 5 cm x 7,5 cm, LK-19 7,6 cm x 10,2 cm
LK-27 15,2 cm x 23 cm
LENCEL-OC
LOC-1 1,25 cm x 5 cm, LOC-15 5 cm x 35 cm, LOC-2 2,5 cm x 2,5 cm, LOC-18 7,5 cm x 10 cm
LOC-3 2,5 cm x 5 cm, LOC-20 10 cm x 10 cm, LOC-10 5 cm x 7 cm, LOC-22 10 cmx 20 cm
LOC-115 cm x 7,5 cm, LOC-25 15 cm x 23 cm
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UDEM declares that the mentioned changes have been confirmed as

non-significant changes according to MDR Article 120-3 and MDCG 2020-3 with

this Change Confirmation Form. This form has been prepared to be shared with

authorities or third parties upon request. UDEM

Address:Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Çankaya - Ankara-TURKEY
Phone: +90 0312 443 03 90 Fax: +90 0312 443 03 76
E-mail: info@udem.com.tr www.udem.com.tr


