Anexa nr. 1
La Procedurile administrative pentru notificarea
dispozitivelor medicale care detin marcajul CE

Catre Agentia Medicamentului
si Dispozitivelor Medicale

NOTIFICARE
pentru inregistrarea dispozitivelor medicale in Registrul de stat
al dispozitivelor medicale
nr. TR-60 din 09.06.2023

Solicitantul TRIUMF MOTIV SRL , cu sediul _or. Chisindu str. Grenoble 193
(adresa)

, tel./fax: _ 022768462 , e-mail_triumf.motiv@mail.ru,

solicit inregistrarea in Registrul de stat al dispozitivelor medicale a urmatoarelor

categorii si tipuri de dispozitive medicale pentru introducerea si punerea la dispozitie

pe piata a:

[1.Machine for sealing bags|MOKM 4011|

Se anexeaza urmatoarele acte:
DECLATIE DE CONFORMITATE CE
CERTIFICATUL DE CONFORMITATE CE
Scrisoare de autorizare de la producator

Data _09.06.2023 Semnatura

Tabelul de receptionare a notificarii
(se completeaza de catre Agentie in momentul depunerii notificarii de catre
solicitant)

Comentarii cu privire la
acceptul/refuzul receptionarii
notificarii, inclusiv motivul refuzului

Data/nr. de ordine atribuit notificarii
de catre Agentie (in cazul acceptarii
receptionarii)

Numele, prenumele, functia
persoanei responsabile de
receptionarea dosarului

Semnatura persoanei responsabile

Digitally signed by Jighili Tatiana
Date: 2023.06.10 13:04:48 EEST
Reason: MoldSign Signature
Location: Moldova




Anexa nr. 2
La Procedurile administrative pentru notificarea
dispozitivelor medicale care detin marcajul CE

Catre Agentia Medicamentului si Dispozitive Medicale

v

DECLARATIE PE PROPRIE RASPUNDERE

Solicitant: TRIUMF MOTIV SRL , CU

sediul or. Chisinau str. Grenoble 193

declar pe proprie raspundere, cunoscand prevederile art. 3521, Codul Penal al
Republicii Moldova cu privire la falsul in declaratii, ca documentele si datele furnizate

pentru notificarea dispozitivului medical:

[1.Machine for sealing bags MOKM 4011

Sunt autentice si corespund realitatii.

Numele, prenumele si functia Jighili Tatiana, Administrator
Semnaétura

Data _09.06.2023




mixta

We hereby declare that the products listed below classify as class I (non-medical class) and have a low to
moderate risk to the patient and/or user comply with the current versions 2014/30/EU and
2014/35/EU. All supporting documentation is retained on the manufacturer's premises. The items do not
contain any human blood derivatives, animal-derived tissues, phthalates, medicinal products, latex,
radioactive material, or electromagnetic waves, according to the manufacturer's declaration.

EC DECLARATION OF CONFORMITY

Manufacturer's Name & Adress
MIXTA TIBBI CIHAZLAR VE DONANIMLARI ULUSLARARASI TAAH TIC SAN A.S.

IVEDIK ORGANIZE SANAYI BOLGESI 1518 SOKAK NO 4/8-A YENIMAHALLE ANKARA TURKEY
Phone: +90 0312 394 72 15 | Fax: +90 0312 394 72 16 | e-mail: export@mixta.com.tr | www.mixta.com.tr

Products Categories
Stainless Steel Hospital Equipment

Product Models

MACK 4520, MAD 2090, MAGV 7001, MAGV 7002, MAGY 7000, MAK 2190, MAKD 1010, MAKE 4150, MAKK 2180, MAM 1070,
MAM 2120, MAM 2121, MAM 2122, MAM 2130 MAM 2135, MAM 2160, MAPA 6445, MAPA 7505, MAPA 7515, MAPA 7520,
MAPA 7525, MAPA 7526, MATA 2117, MBE 1060, MBHS 9000, MBK 0600, MBK 0601, MBK 1070, MBP 0503, MCA 2130,
MCAT 1500, MCAT 1501, MCAT 1510, MCAT 1511, MCAT 1520, MCAT 1521, MCCA 6440, MCCA 6450, MCCA 6460, MCCA
6470, MCCA 6480, MCCA 6490, MCCA 6500, MCCA 6510, MCCA 6520, MCI 3655, MCI 3656, MCKA 1109, MCKA 1120, MCM
3654, MCTA 9010, MCTA 9011, MCTC 1038, MCTC 1039, MCTC 1040, MCTC 1041, MCTC 1043, MCTD 1042, MCTY 1045, MDK
0700, MDK 0701, MDK 0702, MDKD 0504, MDME 4010, MDME 4011, MDME 4021, MDME 4022, MDML 4040, MDML 4041,
MDML 4042, MDML 4050, MDML 4543, MDML 4544, MDML 4546, MDY 2100, MDY 2110, MEB 4050, MEB 4051, MEB 4052,
MEB 4053, MEB 4056, MED 7500, MED 7501, MED 7502, MET 9321, MET 9325, MET 9331, MET 9335, MET 9339, MET 9341,
MET 9343, MET 9347, MEY 1010, MEY 1011, MEY 1020, MEY 1021, MEY 1030, MEY 1031, MFL 0501, MFL 0502, MGD 2059,
MGD 2060, MGT 2011, MHBI 6000, MHBK 6010, MHS 5030, MHTS 9000, MHTS 9001, MHTS 9002, MHY 2100, MHY 3100,
MHY 4100, MHYM 6010, MIA 7530, MIA 8500, MIA 8501, MIA 8502, MICA 4530, MICA 4531, MID 2080, MIK 2190, MIML
4005, MISD 2070, MKA 4000, MKA 4010, MKA 4400, MKAK 1400, MKAS 1090, MKB 2100, MKB 2101, MKCA 295, MKCK
5020, MKCK 5024, MKCK 5028, MKCK 5032, MKCK 5036, MKCK 5040, MKCK 5045, MKD 2080, MKD 7004, MKDA 290, MKED
6500, MKED 6501, MKGK 9900, MKHC 0496, MKK 0800, MKK 0801, MKK 0806, MKK 0807, MKKA 4009, MKKA 4010, MKKK
1753, MKL 9001, MKL 9002, MKOA 4600, MKOA 4602, MKOA 4603, MKS 9010, MKS 9020, MKSH 2502, MKSH 2503, MKSH
2504, MKSH 2506, MKSH 2512, MKSH 2513, MKSH 2514, MKSH 2516, MKT 4050, MKTA 2920, MKUY 1053, MMD 2082, MMH
2170, MMM 2180, MNAP 0500, MND 4444, MOKM 4011, MOKM 4012, MOKM 4013, MORS 5050, MOT 2010, MOYB 1051,
MPA 7500, MPA 7510, MPAT 1500, MPB 9800, MPC 2010, MPC 2011, MPC 3010, MPC 3011, MPCA 4550, MPCK 1110, MPCK
1111, MPCK 1112, MPCP 3112, MPCR 3110, MPCR 3111, MPD 3010, MPDT 3070, MPDT 3075, MPDT 3080, MPK 0907, MPND
4455, MPTJ 3020, MPYE 1071, MRD 2070, MRKT 1500, MRS 5010, MRS 5011, MRS 5020, MRS 5021, MRS 5050, MSA 3340,
MSA 3350, MSA 4060, MSA 4061, MSA 4062, MSA 4063, MSA 4064, MSAA 4300, MSAD 2008, MSAK 8000, MSC 1044, MSE
4400, MSE 4410, MSK 7000, MSK 7001, MSK 7010, MSK 7011, MSK 7020, MSK 7030, MSK 7040, MSK 7050, MSKA 4500,
MSKA 4501, MSKC 1206, MSKC 1211, MSKC 1216, MSKC 1225, MSKC 1236, MSKC 1245, MSKC 1254, MSKC 1260, MSKC
1280, MSKK 7000, MSKK 7020, MSKT 1200, MSKT 1210, MSKT 1230, MSM 5080, MSP 0505, MSTA 9000, MSTS 2010, MSU
2140, MTA 2117, MTA 2118, MTA 2119, MTA 2150, MTA 5000, MTAB 2122, MTRA 2128, MTTA 4021, MTTA 4022, MTTA
6010, MUY 1060, MUYT 1052, MYCS 9003, MYPA 7520, MYS 5039, MYS 5040, MYS 5041, MYS 5042, MYS 5043, MYS 5044,
MYS 5051, MYSA 3330, MYSK 5045, MYSK 5046, MYSK 5047, MYSK 5048, MYT 1048, MYT 1049, MYT 1050, MYT 1051, MYT
1052, MYT 1053, MYT 1054, MYT 1153, MZKD 0494, MZKD 0495

Products comply with the following regulations.

European Directives

93/42 EEC & 2017/745 EU MEDICAL DEVICES DIRECTIVE ... CLASS 1
European Standarts

EN 10088-2, EN 60335-1, EN 60335-2-49:2003

EN ISO 13485, EN ISO 14971, EN 60601-1, EN 16442

Signing Person Date & Place of Issue
General Managéﬂf&é&ﬂfﬁﬁ fz AR VE DONANIML AR 03/01/2022
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CERTIFICATE

CE SELF DECLARATION OF CONFORMITY FOLLOWING
THE EUROPEAN DIRECTIVE

Manufacturer's Name & imalat¢i ismi
MIXTA Tibbi Cihazlar ve Donanimlari Uluslararasi Taahhiit Tic. San. A.S.

Manufacturer's Adress & imalatgi1 Adresi
ivedik Organize Sanayi Bolgesi 1518. Sokak No:4/6-8 Yenimahalle/Ankara/ TURKEY
Phone: +90 0312 394 72 15 Fax: +90 0312394 72 16

Products & Uriinler
Stainless Steel Hospital Equipment & Paslanmaz Celik Hastane Donanimlari

Product Model & Uriin Modeli
MYT 1053, INSTRUMENT WASHING SINK (DOUBLE SINK+SLIDING DOORS CABINET)

Products comply with the following regulations.
Urtinler asagida ki yonetmeliklere uygundur.

European Directives & Avrupa Yonetmelikleri
93/42 EEC MEDICAL DEVICES DIRECTIVE ..CLASS 1

93/42 AT TIBBI CIHAZ YONETMELIGI ...SINIF 1

European Standarts & Avrupa Standartlan
EN 10088-2, EN 60335-1, EN 60335-2-49:2003

Signing Person & imzalayan Kisi Date & Tarih
: 01/03 /2022




mixta

We hereby declare that the products listed below classify as class I (non-medical class) and have a low to
moderate risk to the patient and/or user comply with the current versions 2014/30/EU and
2014/35/EU. All supporting documentation is retained on the manufacturer's premises, The items do not
contain any human blood derivatives, animal-derived tissues, phthalates, medicinal products, latex,
radioactive material, or electromagnetic waves, according to the manufacturer's declaration.

EC DECLARATION OF CONFORMITY

Manufacturer's Name & Adress
MIXTA TIBBI CIHAZLAR VE DONANIMLARI ULUSLARARASI TAAH TIC SAN A.S.

IVEDIK ORGANIZE SANAYI BOLGESI 1518 SOKAK NO 4/8-A YENIMAHALLE ANKARA TURKEY
Phone: +90 0312 394 72 15 | Fax: +90 0312 394 72 16 | e-mail: export@mixta.com.tr | www.mixta.com.tr

Products Categories
Stainless Steel Hospital Equipment

Product Models

MACK 4520, MAD 2090, MAGV 7001, MAGV 7002, MAGY 7000, MAK 2190, MAKD 1010, MAKE 4150, MAKK 2180, MAM 1070,
MAM 2120, MAM 2121, MAM 2122, MAM 2130 MAM 2135, MAM 2160, MAPA 6445, MAPA 7505, MAPA 7515, MAPA 7520,
MAPA 7525, MAPA 7526, MATA 2117, MBE 1060, MBHS 9000, MBK 0600, MBK 0601, MBK 1070, MBP 0503, MCA 2130,
MCAT 1500, MCAT 1501, MCAT 1510, MCAT 1511, MCAT 1520, MCAT 1521, MCCA 6440, MCCA 6450, MCCA 6460, MCCA
6470, MCCA 6480, MCCA 6490, MCCA 6500, MCCA 6510, MCCA 6520, MCI 3655, MCI 3656, MCKA 1109, MCKA 1120, MCM
3654, MCTA 9010, MCTA 9011, MCTC 1038, MCTC 1039, MCTC 1040, MCTC 1041, MCTC 1043, MCTD 1042, MCTY 1045, MDK
0700, MDK 0701, MDK 0702, MDKD 0504, MDME 4010, MDME 4011, MDME 4021, MDME 4022, MDML 4040, MDML 4041,
MDML 4042, MDML 4050, MDML 4543, MDML 4544, MDML 4546, MDY 2100, MDY 2110, MEB 4050, MEB 4051, MEB 4052,
MEB 4053, MEB 4056, MED 7500, MED 7501, MED 7502, MET 9321, MET 9325, MET 9331, MET 9335, MET 9339, MET 9341,
MET 9343, MET 9347, MEY 1010, MEY 1011, MEY 1020, MEY 1021, MEY 1030, MEY 1031, MFL 0501, MFL 0502, MGD 2059,
MGD 2060, MGT 2011, MHBI 6000, MHBK 6010, MHS 5030, MHTS 9000, MHTS 9001, MHTS 9002, MHY 2100, MHY 3100,
MHY 4100, MHYM 6010, MIA 7530, MIA 8500, MIA 8501, MIA 8502, MICA 4530, MICA 4531, MID 2080, MIK 2190, MIML
4005, MISD 2070, MKA 4000, MKA 4010, MKA 4400, MKAK 1400, MKAS 1090, MKB 2100, MKB 2101, MKCA 295, MKCK
5020, MKCK 5024, MKCK 5028, MKCK 5032, MKCK 5036, MKCK 5040, MKCK 5045, MKD 2080, MKD 7004, MKDA 290, MKED
6500, MKED 6501, MKGK 9900, MKHC 0496, MKK 0800, MKK 0801, MKK 0806, MKK 0807, MKKA 4009, MKKA 4010, MKKK
1753, MKL 9001, MKL 9002, MKOA 4600, MKOA 4602, MKOA 4603, MKS 9010, MKS 9020, MKSH 2502, MKSH 2503, MKSH
2504, MKSH 2506, MKSH 2512, MKSH 2513, MKSH 2514, MKSH 2516, MKT 4050, MKTA 2920, MKUY 1053, MMD 2082, MMH
2170, MMM 2180, MNAP 0500, MND 4444, MOKM 4011, MOKM 4012, MOKM 4013, MORS 5050, MOT 2010, MOYB 1051,
MPA 7500, MPA 7510, MPAT 1500, MPB 9800, MPC 2010, MPC 2011, MPC 3010, MPC 3011, MPCA 4550, MPCK 1110, MPCK
1111, MPCK 1112, MPCP 3112, MPCR 3110, MPCR 3111, MPD 3010, MPDT 3070, MPDT 3075, MPDT 3080, MPK 0907, MPND
4455, MPT) 3020, MPYE 1071, MRD 2070, MRKT 1500, MRS 5010, MRS 5011, MRS 5020, MRS 5021, MRS 5050, MSA 3340,
MSA 3350, MSA 4060, MSA 4061, MSA 4062, MSA 4063, MSA 4064, MSAA 4300, MSAD 2008, MSAK 8000, MSC 1044, MSE
4400, MSE 4410, MSK 7000, MSK 7001, MSK 7010, MSK 7011, MSK 7020, MSK 7030, MSK 7040, MSK 7050, MSKA 4500,
MSKA 4501, MSKC 1206, MSKC 1211, MSKC 1216, MSKC 1225, MSKC 1236, MSKC 1245, MSKC 1254, MSKC 1260, MSKC
1280, MSKK 7000, MSKK 7020, MSKT 1200, MSKT 1210, MSKT 1230, MSM 5080, MSP 0505, MSTA 9000, MSTS 2010, MSU
2140, MTA 2117, MTA 2118, MTA 2119, MTA 2150, MTA 5000, MTAB 2122, MTRA 2128, MTTA 4021, MTTA 4022, MTTA
6010, MUY 1060, MUYT 1052, MYCS 9003, MYPA 7520, MYS 5039, MYS 5040, MYS 5041, MYS 5042, MYS 5043, MYS 5044,
MYS 5051, MYSA 3330, MYSK 5045, MYSK 5046, MYSK 5047, MYSK 5048, MYT 1048, MYT 1049, MYT 1050, MYT 1051, MYT
1052, MYT 1053, MYT 1054, MYT 1153, MZKD 0494, MZKD 0495

Products comply with the following regulations,

European Directives

93/42 EEC & 2017 /745 EU MEDICAL DEVICES DIRECTIVE ... CLASS 1
European Standarts

EN 10088-2, EN 60335-1, EN 60335-2-49:2003

EN ISO 13485, EN ISO 14971, EN 60601-1, EN 16442

Signing Person & imzalayan Kisi Date & Place of Issue

General ManagéfiT4 7! cifazian ve onayry 5n, 03/01/2022
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mixta

We hereby declare that the products listed below classify as class | (non-medical class) and have a low to
moderate risk to the patient and/or user comply with the current versions 2014/30/EU and
2014/35/EU. All supporting documentation is retained on the manufacturer’s premises. The items do not
contain any human blood derivatives, animal-derived tissues, phthalates, medicinal products, latex,
radioactive material, or electromagnetic waves, according to the manufacturer's declaration.

EC DECLARATION OF CONFORMITY

Manufacturer’'s Name & Adress
MIXTA TIBBI CIHAZLAR VE DONANIMLARI ULUSLARARASI TAAH TIC SAN AS.

IVEDIK ORGANIZE SANAYI BOLGESI 1518 SOKAK NO 4/8-A YENIMAHALLE ANKARA TURKEY
Phone: +90 0312 394 72 15 | Fax: +90 0312 394 72 16 | e-mail: export@mixta.com.tr | www.mixta.com.tr

Products Categories
Stainless Steel Hospital Equipment

Product Models

MACK 4520, MAD 2090, MAGV 7001, MAGV 7002, MAGY 7000, MAK 2190, MAKD 1010, MAKE 4150, MAKK 2180, MAM 1070,
MAM 2120, MAM 2121, MAM 2122, MAM 2130 MAM 2135, MAM 2160, MAPA 6445, MAPA 7505, MAPA 7515, MAPA 7520,
MAPA 7525, MAPA 7526, MATA 2117, MBE 1060, MB11S 9000, MBK 0600, MBK 0601, MBK 1070, MBP 0503, MCA 2130,
MC/T 1500, MC/T 1501, MCAT 1510, MCAT 1511, MCAT 1520, MC/T 1521, MCCA 6440, MCCA 6450, MCCA 6460, MCCA
6470, MCCA 6480, MCCA 6490, MCCA 6500, MCCA 6510, MCCA 6520, MCI 3655, MCI 3656, MCKA 1109, MCKA 1120, MCM
3654, MCTA 9010, MCTA 9011, MCTC 1038, MCTC 1039, MCTC 1040, MCTC 1041, MCTC 1043, MCTD 1042, MCTY 1045, MDK
0700, MDK 0701, MDK 0702,MDKD 0504, MDME 4010, MDME 4011, MDME 4021, MDME 4022, MDML 4040, MDML 4041,
MDML 4042, MDML 4050, MDML 4543, MDML 4544, MDML 4546, MDY 2100, MDY 2110, MEB 4050, MEB 4051, MEB 4052,
MEB 4053, MEB 4056, MED 7500, MED 7501, MED 7502, MET 9321, MET 9325, MET 9331, MET 9335, MET 9339, MET 9341,
MET 9343, MET 9347, MEY 1010, MEY 1011, MEY 1020, MEY 1021, MEY 1030, MEY 1031, MFL 0501, MFL 0502, MGD 2059,
MGD 2060, MGT 2011, MHBI 6000, MHBK 6010, MHS 5030, MHTS 9000, MHTS 9001, MHTS 9002, MHY 2100, MHY 3100,
MHY 4100, MHYM 6010, MIA 7530, MIA 8500, MIA 8501, MIA 8502, MICA 4530, MICA 4531, MID 2080, MIK 2190, MIML
4005, MISD 2070, MKA 4000, MKA 4010, MKA 4400, MKAK 1400, MKAS 1090, MKB 2100, MKB 2101, MKCA 295, MKCK
5020, MKCK 5024, MKCK 5028, MKCK 5032, MKCK 5036, MKCK 5040, MKCK 5045, MKD 2080, MKD 7004, MKDA 290, MKED
6500, MKED 6501, MKCK 9900, MKHC 0496, MKK 0800, MKK 0801, MKK 0806, MKK 0807, MKKA 4009, MKKA 4010, MKKK
1753, MKL 9001, MKL 9002, MKOA 4600, MKOA 4602, MKOA 4603, MKS 9010, MKS 9020, MKSH 2502, MKSH 2503, MKSH
2504, MKSH 2506, MKSH 2512, MKSH 2513, MKSH 2514, MKSH 2516, MKT 4050, MKTA 2920, MKUY 1053, MMD 2082, MMH
2170, MMM 2180, MNAP 0500, MND 4444, MOKM 4011, MOKM 4012, MOKM 4013, MORS 5050, MOT 2010, MOYB 1051,
MPA 7500, MPA 7510, MPAT 1500, MPB 9800, MPC 2010, MPC 2011, MPC 300, MPC 30H, MPCA 4550, MPCK 1110, MPCK
1111, MPCK 1112, MPCP 3112, MPCR 3110, MPCR 3111, MPD 3010, MPDT 3070, MPDT 3075, MPDT 3080, MPK 0907, MPND
4455, MPTJ 3020, MPYE 1071, MRD 2070, MRKT 1500, MRS 5010, MRS 5011, MRS 5020, MRS 5021, MRS 5050, MSA 3340,
MSA 3350, MSA 4060, MSA 4061, MSA 4062, MSA 4063, MSA 4064, MSAA 4300, MSAD 2008, MSAK8000, MSC 1044, MSE
4400, MSE 4410, MSK 7000, MSK 7001, MSK 7010, MSK 7011, MSK 7020, MSK 7030, MSK 7040, MSK 7050, MSKA 4500,
MSKA 4501, MSKC 1206, MSKC 1211, MSKC 1216, MSKC 1225, MSKC 1236, MSKC 1245, MSKC 1254, MSKC 1260, MSKC
1280, MSKK 7000, MSKK 7020, MSKT 1200, MSKT 1210, MSKT 1230, MSM 5080, MSP 0505, MSTA 9000, MSTS 2010, MSU
2140, MTA 2117, MTA 2118, MTA 2119, MTA 2150, MTA 5000, MTAB 2122, MTRA 2128, MTTA 4021, MTTA 4022, MTTA
6010, MUY 1060, MUYT 1052, MYCS 9003, MYPA 7520, MYS 5039, MYS 5040, MYS 5041, MYS 5042, MYS 5043, MYS 5044,
MYS 5051, MYSA 3330, MYSK 5045, MYSK 5046, MYSK 5047, MYSK 5048, MYT 1048, MYT 1049, MYT 1050, MYT 1051, MYT
1052, MYT 1053, MYT 1054, MYT 1153, MZKD 0494, MZKD 0495

Products comply with the following regulations.

European Directives

93/42 EEC & 2017/745 EU MEDICAL DEVICES DIRECTIVE ... CLASS 1
European Standarts

EN 10088-2, EN 60335-1, EN 60335-2-49:2003

EN ISO 13485, EN ISO 14971, EN 60601-1, EN 16442

Signing Person & Tmzalayan Kisi Date & Place of Issue
03/01/2022
ANKARA, TURKEY


mailto:export@mixta.com.tr
http://www.mixta.com.tr

A

FARVRNE S 0 b1 AT

ISO 13485 : 2016 |

SRS R RIS

M.I.K.S.T.A PASLANMAZ CELIK
HASTANE DONANIMLARI MUTFAK |
MAKINE MEDIKAL CiH. iIMAL. |
INS. SAN. VE TicC.

ivedik O.S.B Matbaacilar Sitesi Yani 1518 Sok. No: 4/6-8 Yenimahalie Ankara/TURKEY

This certificate shows thal the medical devices - quality management system (EN ISO 13485:2016) of the above company was
approved by PCA Certification for the following scope, the validity of the certificate depends on the company’s pass the annual
surveillance audits and company’s maintenance the related management system conditions according to international
accreditation criteria

SCOPE

Design and development, production, assembly and sale of medical equipment and hospital fixtures made
of Miksta branded stainless steel

GROUP CODE

A-B
Certificate No : TC-75425
; Registration Date :08.07.2021
; Reissue Date
Expiry Date :07.07.2022
Certificate Period : 3 Years (From the date of registration) ACCRED'TED
Exclusion :755/757/7592/83.4
Management
Systems ‘
Certification Body ‘
\
|
i
( PCA Certification Approval
PCA Sertifikasyon Hizmetleri Limited Sirketi
! : Orta Mah. Ordu Sk. Izpark C Blok No:26/23 Kartal / ISTANBUL
i  CRRTIFILAT Tel: +90 216 510 63 48-49 Pbx Faks: +90 216 517 63 49 i
= e www.pca-tr.com info@pca-tr.com FR.86 Rev.d




mixta

Mixta; iretimini yaptig her ariinti saglikl,
huzurlu ve mutlu bir gelecek igin tasarlar...

Merkezi Sterilizasyon Uniteleri Paslanmaz Celik Ekipmanlari / Central Sterilization Unit Stainless Steel Equipment TR/EN
—— ' — - == ] . ".\:__ Pt A f " \ 3 '."’l'd-;llfd."

N
hALll)

§

Otomatik Kapama Makinesi
Rotary Heat Sealer without Printer

MOKM 4011

+ Steril olmasi gereken tim klinik-poliklinik ortamlarda

+ Kullanimi kolay ve ergonomik

* Mikroislemci kontrollU sicaklik kontrold, 50°C - 200°C sicaklik ayari

+ Dijital LCD ekranli menu ve 4 dil se¢gme 6zelligi

* Ayarlanabilir kapama mesafesi

+ Optik sensorlt otomatik besleme ve cok kanalli kaynak

+ Sicaklik sapmasi durumunda kilitleme 6zelligi

+ Dakikada 8-12 metre calisma hizi ve DIN 58953'e uygun

* Paketleme ve son kullanma tarihi, operatér adi, numarasi, lot no yazabilme
(MOKM 4012)

« For entire sterilization required places,

+ Easy and ergonomic use,

* Heat control with microprocessor adjustable 50°C - 200°C,

« Digital LCD screen,

+ Adjustable seal distance,

+ Automatic in-feed with optic sensor,

+ Automatic protection mode in case of overheating,

« Safe sealing facilities with four security barriers,

+ 8-12 m/min sealing speed. Correspondance to DIN 58953-7.

mixta ot mixta.com-Eh,

This document is intended for the use of customers of_MiXTA, Specifications are given for reference only and are subject to change without any previous notice. Accessory/Product images are for illustrative purposes only. © 2021, MIXTA. All rights reserved.
Bu belge, MIXTA musterilerinin kullanimina y6neliktir. Uriin 6zellikleri, referans amagli verilmistir ve dnceden haber verilmeksizin degistirilebilir. Aksesuar ve Ur(in resimleri yalnizca emsal niteligi tasimaktadir. © 2021, MIXTA. Tim haklari saklidir.



ISO 13485 : 2016

MIXTA TIBBIi CIHAZLAR VE
DONANIMLARI ULUSLARARASI
TAAH. TIC. SAN. A.S.

1518 Sok. ivedik O.S.B. Matbaacilar Sit. Yani No:4/8-A
Yenimahalle/Ankara/TURKIYE

Bu sertifika yukaridaki kurulusa ail tibbi cihazlar kalite yonetim sisteminin (EN ISO 13485:2016) asagidaki kapsam
cergevesinde PCA Sertifikasyon tarafindan onaylandini géstermelkte olup, sertifikanin gecerliligi kurulusun yillik
gozetim denelimlerinden gegmesine ve uluslararast akreditasyon kurallart gevegince ilgili yonetim sisteminin sartlarim
devam ettirmesine baghdir.

KAPSAM

Mixta markah sterilizasyon ekipmanlari, ameliyathane ekipmanlari, endoskop yikama ve saklama iiniteleri,
morg ve anatomitiniteleri, hasta yataklart ve medikal arabalar gibi paslanmaz ¢elik hastane ekipmanlari ve
tibbi cihazlarin tasarimy, gelistirmesi, imalati, satis, ihracaty, kurulumu ve teknik servisi

GRUP KODU

A-B-F
Sertifika No : TC-75507
Tescil Tarihi :10.06.2022
Yeniden Basim Tarihi
Gegerlilik Tarihi :09.06.2023
Belge Periyodu : 3 Yl (Tescil Tarihinden itibaren) ACCREDITED
Hari¢ Tutma ©7.55/757/759.2/83.4
Management
Systems
Certification Body
MSCB-103
PCA Sertifikasyon Onayt

PCA Sertifikasyon Hizmetleri Limited Sirketi
Orta Mah. Ordu Sk. Izpark € Blok No:26/23 Kartal / ISTANBUL
Tel:+90'216 510 63 48-49 Pbx Faks: +90216 517 63 49

www.pea-tr. info@pca-tr. :
ww.pea-tr.com - info@pea-tr.com FR.86 Rev.4




ISO 13485 : 2016

MIXTA TIBBI CIHAZLAR VE
DONANIMLARI ULUSLARARASI

This certificate shows that the medical devices - quality management system (ENISO 13485:2016) of the above company was
approved by PCA Certification for the following scope, the validity of the certificate depends on the company’s pass the annual
surveillance audits and company’s maintenance the related management system conditions according to international

Design, development, manufacturing, sales, installation, and technical service of mixta branded sterilization
equipment, operating room equipment, endoscope washing and storage units, morgue products and anatomy
units, patient beds, medical carts, stainless-steel hospital equipment, and medical devices

Certificate No

: TC-75507
Registration Date :10.06.2022
Reissue Date
Expiry Date 1 09.06.2023

Certificate Period

Exclusion

cESTINUNEGEER 2090 2020 POEEEmEemE

TAAH. TIC. SAN. A.S.

1518 Sok. ivedik O.S.B. Matbaacilar Sit. Yan1 No:4/8-A
Yenimahalle/Ankara/TURKEY

accreditation criteria

SCOPE

GROUP CODE

A-B-F

: 3 Years (From the date of registration)

:755/757/7592/83.4 ACCRED”ED
Management

Systems
Certification Body

MSCB-103

PCA Certification Approuval

PCA Sertifikasyon Hizmetleri Limited Sivkeli
Orta Mah. Ordu Sk. fzpark C Blok No:26/23 Kartal / ISTANBUL
Tel:+90216 51063 48-49 Pbx Faks: +90 216 517 63 49 2 .
www.pca-tr.com info@pca-tr.com FR 86 Rev 4 -




INTERNATIONAL FIRST CERTIFICATION

SERTIFIKA

Bu sertifika,
MIiXTA TIBBi CIHAZLAR VE DONANIMLARI ULUSLARARASI TAAHHUT
TICARET SANAYi ANONIM SIRKETIi

1518 IVEDIK 0.S.B. MATBAACILAR SITESI YANI NO:4/8-A YENIMAHALLE/ANKARA

kurulusunun,

STERILIZASYON EKIPMANLARI, AMELIYATHANE EKIPMANLARI, ENDOSKOP YIKAMA VE
SAKLAMA UNITELERiI, MORG VE ANATOMI UNITELERI, HASTA YATAKLARI VE MEDIKAL
ARABALAR GiBi PASLANMAZ CELIK HASTANE EKIPMANLARI VE TIBBi CIHAZLARIN
TASARIMI, GELISTIRMESI, IMALATI, SATISI, IHRACATI, KURULUMU VE TEKNIK SERVISi

EA 17 29 kapsaminda,

1ISO 9001:2015

Kalite Yonetim Sistemi standardinin sartlarina uyan bir yonetim sistemi

INTERNATIONAL FIRST CERTIFICATION

kurdugunu ve uyguladigini onaylamak lizere verilmistir.

ilk Yayin Tarihi :13.06.2022

Yayin Tarihi :13.06.2022

Sertifika Gegerlilik Tarihi :3Yil/ 12.06.2025
ertifika Bitis Tarihi :12.06.2023

Sertifika No :IFC-Q-06 -22 - 1867

TURKAK BD NO
YS-7EE8-8553

IFC GLOBAL SERTIFIKASYON MUAYENE VE EGiTiM HiZMETLERI ANONIM SiRKETI

Adalet Mah. 2132/2 Sokak No:3 Trend Office D:45 Bayrakl iZMIR TURKIYE T: +90 850 304 35 00 F: +90 850 304 35 00
Bu belge, musterinin IFC’nin kurallarina ve stzlesme sartlarina uydugu surece gecerlidir. Sertifika gecerlilik durumu IFC internet sitesinden takip edilebilir.

www.ifcglobal.com.tr  info@ifcglobal.com.tr



INTERNATIONAL FIRST CERTIFICATION

SERTIFIKA

Bu sertifika,
MIXTA TIBBi CIHAZLAR VE DONANIMLARI ULUSLARARASI

TAAHHUT TiCARET SANAYi ANONiIM SiRKETI

1518 IVEDIK O.S.B. MATBAACILAR SITESI YANI NO:4/8-A YENIMAHALLE/ANKARA

kurulusunun,

STERILIZASYON EKIPMANLARI, AMELIYATHANE EKIPMANLARI, ENDOSKOP YIKAMA
VE SAKLAMA UNITELERI, MORG VE ANATOMIi UNITELERI, HASTA YATAKLARI VE
MEDIKAL ARABALAR GiBi PASLANMAZ CELIK HASTANE EKIPMANLARI VE TIBBi
CIHAZLARIN TASARIMI, GELISTIRMESI, IMALATI, SATISI, IHRACATI, KURULUMU VE
TEKNIK SERVISi

EA 17 29 kapsaminda,

ISO 14001:2015

Cevre Yonetim Sistemi standardinin sartlarina uyan bir yonetim sistemi
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kurdugunu ve uyguladigini onaylamak lizere verilmistir.

ilk Yayin Tarihi :13.06.2022

Yayin Tarihi :13.06.2022

Sertifika Gegerlilik Tarihi : 3 Yil / 12.06.2025
Sertifika Bitis Tarihi :12.06.2023

Sertifika No :IFC-E- 06 -22 -1867

e

TORKAK BDS NO
Y§-7332-2BFE

.2018/Rev.01

IFC GLOBAL SERTIFIKASYON MUAYENE VE EGITiM HiZMETLERI ANONIM SIRKETI

Adalet Mah. 2132/2 Sokak No:3 Trend Office D:45 Bayrakli iZMIR TURKIYE T: +90 850 304 3500 F: +90 850 304 35 00
Bu belge, musterinin IFC’nin kurallarina ve sézlesme sartlarina uydugu siirece gecerlidir. Sertifika gegerlilik durumu IFC internet sitesinden takip edilebilir.

www.ifcglobal.com.tr  info@ifcglobal.com.tr



INTERNATIONAL FIRST CERTIFICATION

SERTIFIKA

Bu sertifika,
MIiXTA TIBBi CIHAZLAR VE DONANIMLARI ULUSLARARASI TAAHHUT
TICARET SANAYi ANONiIM SIRKETI

1518 IVEDIK O.5.B. MATBAACILAR SITESI YANI NO:4/8-A YENIMAHALLE/ANKARA

kurulusunun,

STERILIZASYON EKIPMANLARI, AMELIYATHANE EKIPMANLARI, ENDOSKOP YIKAMA
VE SAKLAMA UNITELERI, MORG VE ANATOMI UNITELERI, HASTA YATAKLARI VE
MEDIKAL ARABALAR GiBi PASLANMAZ CELIK HASTANE EKIPMANLARI VE TIBBI
CIHAZLARIN TASARIMI, GELISTIRMESI, IMALATI, SATISI, IHRACATI, KURULUMU VE
TEKNIK SERVISI

kapsaminda,

ISO 45001:2018

is Saghgi ve Giivenligi Yonetim Sistemi standardinin sartlarina uyan bir
yonetim sistemi kurdugunu ve uyguladigini onaylamak tizere verilmistir.
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ilk Yayin Tarihi :13.06.2022

Yayin Tarihi :13.06.2022
ertifika Gegerlilik Tarihi :3Yil / 12.06.2025
ertifika Bitis Tarihi :12.06.2023

Sertifika No :IFC-0 06 -22 -1867

IFC GLOBAL SERTIFIKASYON MUAYENE VE EGITiM HiZMETLERI ANONIM SIRKETI

Adalet Mah. 2132/2 Sokak No:3 Trend Office D:45 Bayrakli IZMIR TURKIYE T: +90 850 304 35 00 F: +90 850 304 35 00
Bu belge, musterinin IFC'nin kurallarina ve sézlesme sartlanna uydugu slirece gegerlidir. Sertifika gegerlilik durumu IFC internet sitesinden takip edilebilir.

www.ifcglobal.com.tr  info@ifcglobal.com.tr



INTERNATIONAL FIRST CERTIFICATION

CERTIFICATE

This certificate,

MIXTA TIBBi CIHAZLAR VE DONANIMLARI ULUSLARARASI
TAAHHUT TICARET SANAYi ANONiM SiRKETI

1518 IVEDIK O.S.B. MATBAACILAR SITESI YANI NO:4/8-A YENIMAHALLE/ANKARA

to do organization,

DESIGN, DEVELOPMENT, MANUFACTURING, SALES, INSTALLATION, AND TECHNICAL
SERVICE OF STERILIZATION EQUIPMENT, OPERATING ROOM EQUIPMENT, ENDOSCOPE
WASHING AND STORAGE UNITS, MORGUE PRODUCTS AND ANATOMY UNITS, PATIENT
BEDS, MEDICAL CARTS, STAINLESS-STEEL HOSPITAL EQUIPMENT, AND MEDICAL
DEVICES

EA 17 29 According to the scope,

ISO 9001:2015

Quality Management System is about to establish and implement a
management system for standard application requirements

Z
S
>
S
=
2
=]
&
-
:
e
;
S
%
]
=
=

Initial Date :13.06.2022

Issue Date :13.06.2022

Date of Validity : 3 Year/12.06.2025
Expiry Date :12.06.2023
Certificate No : IFC-Q-06-22-1867
Ap al

YS-7TEEB-8553

IFC GLOBAL SERTIFIKASYON MUAYENE VE EGITiM HiZMETLERI ANONIM SIRKETI

Adalet Mah. 2132/2 Sokak No:3 Trend Office D:45 Bayrakli iZMIR TURKIYE T: +90 850 304 3500 F: +90 850 304 35 00
Bu belge, musterinin IFC'nin kurallarina ve sézlesme sartlanna uydugu sirece gecerlidir. Sertifika gecerlilik durumu IFC internet sitesinden takip edilebilir.

FR-236/05.81.201 8 Rev 81 www.ifcglobal.com.tr  info@ifcglobal.com.tr



INTERNATIONAL FIRST CERTIFICATION

CERTIFICATE

This certificate,

MIXTA TIBBi CIHAZLAR VE DONANIMLARI ULUSLARARASI
TAAHHUT TICARET SANAYi ANONIM SIRKETi

1518 IVEDIK O.S.B. MATBAACILAR SITESI YANI NO:4/8-A YENIMAHALLE/ANKARA

to do organization,

DESIGN, DEVELOPMENT, MANUFACTURING, SALES, INSTALLATION, AND TECHNICAL
SERVICE OF STERILIZATION EQUIPMENT, OPERATING ROOM EQUIPMENT, ENDOSCOPE
WASHING AND STORAGE UNITS, MORGUE PRODUCTS AND ANATOMY UNITS, PATIENT
BEDS, MEDICAL CARTS, STAINLESS-STEEL HOSPITAL EQUIPMENT, AND MEDICAL
DEVICES

EA 17 29 According to the scope,

ISO 14001:2015

To certify that Environment Management System in accordance with
standard’s clauses is established and being implemented.
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Initial Date

:13.06.2022

Issue Date :13.06.2022 o G
Date of Validity : 3 Year/12.06.2025 TURKAGK
Expiry Date : 12.06.2023 V)

Certificate No

: IFC-E-06-22-1867

Ap al TURKAK BDS NO
Y¥S.7332.2BFE

IFC GLOBAL SERTIFIKASYON MUAYENE VE EGiTiM HiZMETLERi ANONIM SIRKETI

Adalet Mah. 2132/2 Sokak No:3 Trend Office D:45 Bayrakl iZMIR TURKIYE T:+90 850 304 3500 F: +90 850 304 35 00
Bu belge, musterinin IFC'nin kurallarina ve sbzlesme sartlarina uydugu siirece gecerlidir. Sertifika gecerlilik durumu IFC internet sitesinden takip edilebilir.

FR.240/05.01.2018/Rev.01 www.ifcglobal.com.tr  info@ifcglobal.com.tr




INTERNATIONAL FIRST CERTIFICATION

CERTIFICATE

This certificate,

MIiXTA TIBBi CIHAZLAR VE DONANIMLARI ULUSLARARASI
TAAHHUT TiCARET SANAYi ANONIM SIiRKETI

1518 IVEDIK O.S.B. MATBAACILAR SITESI YANI NO:4/8-A YENIMAHALLE/ANKARA

to do organization,

DESIGN, DEVELOPMENT, MANUFACTURING, SALES, INSTALLATION, AND TECHNICAL
SERVICE OF STERILIZATION EQUIPMENT, OPERATING ROOM EQUIPMENT, ENDOSCOPE
WASHING AND STORAGE UNITS, MORGUE PRODUCTS AND ANATOMY UNITS, PATIENT
BEDS, MEDICAL CARTS, STAINLESS-STEEL HOSPITAL EQUIPMENT, AND MEDICAL

DEVICES
According to the scope,

ISO 45001:2018

To certify that Occupational Health and Safety Management System in
accordance with standard’s clauses is established and being
implemented.
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Intial Date :13.06.2022

Issue Date :13.06.2022

Date of Validity : 3 Year/12.06.2025
Expiry Date :12.06.2023
Certificate No : IFC-0-06-22-1867
Ap al

IFC GLOBAL SERTIFIKASYON MUAYENE VE EGITiM HiZMETLERi ANONIM SIiRKETI

Adalet Mah. 2132/2 Sokak No:3 Trend Office D:45 Bayrakli iZMiR TURKIYE T: +90 850 304 3500 F: +90 850 304 35 00
Bu belge, misterinin IFC’'nin kurallarina ve sézlesme sartlanna uydugu sirece gecerlidir. Sertifika gecerlilik durumu IFC internet sitesinden takip edilebilir.
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