Klient/ Numer certyfikatu/ Wazny od/ | Wazny do/ Dyrektywa/ Nazwa wyrobu/
Client Certificate number Valid from Valid to Directive Name of medical device
ADMETSYS CORPORATION 1434-MDD-330/2020 28.09.2020 27.05.2024 93/42/EWG PrecisionOne
Fabryka Narzedzi Medycznych CHIRMED Marcin | 1434-MDD-475/2019 10.10.2019 18.07.2022 93/42/EWG Druty i szyny stomatologiczne typ ST
Dyner
"BIOVICO" SPOLKA Z OGRANICZONA 1434-MDD-206/2021 07.05.2021 27.05.2024 93/42/EWG Opthyal™ 1.0%
ODPOWIEDZIALNOSCIA
Opthyal™ 1.2%
Opthyal™ 1.4%
Opthyal™ 1.6%
Opthyal™ 1.8%
Opthyal™ 2.0%
Opthyal™ 2.2%
Opthyal™ 2.5%
"BIOVICO" SPOLKA Z OGRANICZONA 1434-MDD-036/2021 19.01.2021 27.05.2024 93/42/EWG Ossylbone™ monophasic 3D structures
ODPOWIEDZIALNOSCIA
Ossylbone™ biphasic 3D structures
Ossylbone™ hydroxyapatite non-setting paste
Ossylbone™ biphasic non-setting paste
Ossylbone™ setting paste
"BIOVICO" SPOLKA Z OGRANICZONA 1434-MDD-037/2021 19.01.2021 27.05.2024 93/42/EWG Ossylbone™ monophasic 3D structures
ODPOWIEDZIALNOSCIA
Ossylbone™ biphasic 3D structures
Ossylbone™ hydroxyapatite non-setting paste
Ossylbone™ biphasic non-setting paste
Ossylbone™ setting paste
"BIOVICO" SPOLKA Z OGRANICZONA 1434-MDD-398/2021 21.05.2021 27.05.2024 93/42/EWG Xerthra™

ODPOWIEDZIALNOSCIA

Wint




"BIOVICO" SPOLKA Z OGRANICZONA
ODPOWIEDZIALNOSCIA

1434-MDD-174/2021

07.05.2021

27.05.2024

93/42/EWG

Biolevox™ HA 1.6%
Biolevox™ HA 2.2%
Biolevox™ HA 2.5%
Biolevox™ HA one
Biolevox™ HA tendon
T-Barrier™ 1.0%
T-Barrier™ 2.5%
N-Barrier™
Progum™ HA
Flavya™ Light
Flavya™ Medium

Flavya™ Excellence

"BIOVICO" SPOLKA Z OGRANICZONA
ODPOWIEDZIALNOSCIA

1434-MDD-173/2021

07.05.2021

27.05.2024

93/42/EWG

Biolevox™ HA 1.6%
Biolevox™ HA 2.2%
Biolevox™ HA 2.5%
Biolevox™ HA one
Biolevox™ HA tendon
T-Barrier™ 1.0%
T-Barrier™ 2.5%
N-Barrier™

Progum™ HA

Flavya™ Light




Flavya™ Medium

Flavya™ Excellence

"CELTHER POLSKA" SPOLKA Z OGRANICZONA 1434-MDD-587/2019 09.12.2019 10.08.2022 93/42/EWG DibuCell Active, DibuCell Active Exudate Aktywny
ODPOWIEDZIALNOSCIA opatrunek przyspieszajacy gojenie ran
wersje: 10 x 10 cm, 10 x 15 cm
"CELTHER POLSKA" SPOLKA Z OGRANICZONA 1434-MDD-588/2019 09.12.2019 10.08.2022 93/42/EWG DibucCell Active, DibuCell Active Exudate Aktywny
ODPOWIEDZIALNOSCIA opatrunek przyspieszajgcy gojenie ran
wersje: 10 x 10 cm, 10 x 15 cm
"CHM" SPOLKA Z OGRANICZONA 1434-MDD-224/2020 21.05.2020 27.05.2024 93/42/EWG Mikrosystemy biowchtanialne do chirurgii twarzowo-
ODPOWIEDZIALNOSCIA szczekowej
"CHM" SPOLKA Z OGRANICZONA 1434-MDD-225/2020 21.05.2020 27.05.2024 93/42/EWG Mikrosystemy biowchtanialne do chirurgii twarzowo-
ODPOWIEDZIALNOSCIA szczekowej
"CHM" SPOLKA Z OGRANICZONA 1434-MDD-345/2021 24.05.2021 27.05.2024 93/42/EWG Endoproteza stawu biodrowego
ODPOWIEDZIALNOSCIA
"CHM" SPOLKA Z OGRANICZONA 1434-MDD-346/2021 24.05.2021 27.05.2024 93/42/EWG Endoproteza stawu biodrowego
ODPOWIEDZIALNOSCIA
"EKODENT-X" OGINSCY SPOEKA JAWNA 1434-MDD-341/2019 11.06.2019 10.06.2024 93/42/EWG Unit stomatologiczny EKO 50B
"EMERGOPHARM SPOLKA Z OGRANICZONA 1434-MDD-287/2021 24.05.2021 27.05.2024 93/42/EWG Auridol, Lix, Lidoto, Easyear, Cl-EarTM Pain Relief, Cl-
ODPOWIEDZIALNOSCIA SPOLKA Ear™ Kids Ear Ache, Lidoxal, Aurofen, Dr. Original
KOMANDYTOWA" Oordruppels, Aurifen, DA Oordruppels, Audispray Dolo,
LinfoVir Oto Dolore, Trekpleister Oordruppels, Kruidvat
Oordruppels, Cl-earTM Ear Relief, Doloceril
"EMERGOPHARM SPOLKA Z OGRANICZONA 1434-MDD-288/2021 24.05.2021 27.05.2024 93/42/EWG Auridol, Lix, Lidoto, Easyear, Cl-EarTM Pain Relief, Cl-
ODPOWIEDZIALNOéCIA SPOLKA Ear™ Kids Ear Ache, Lidoxal, Aurofen, Dr. Original
KOMANDYTOWA" Oordruppels, Aurifen, DA Oordruppels, Audispray Dolo,
LinfoVir Oto Dolore, Trekpleister Oordruppels, Kruidvat
Oordruppels, Cl-earTM Ear Relief, Doloceril
"EMERGOPHARM SPOLKA Z OGRANICZONA 1434-MDD-270/2021 21.05.2021 27.05.2024 93/42/EWG Felisana
ODPOWIEDZIALNOSCIA SPOLKA
KOMANDYTOWA"
"FAMOR" SPOLKA AKCYJNA 1434-MDD-557/2019 14.11.2019 26.12.2022 93/42/EWG Zestaw szpitalny przylézkowy typu 084156
wersje: 084156A, 084156M, OB4156P, OB4156S
"HELBO" SPOLKA Z OGRANICZONA 1434-IVDD-318/2020 02.09.2020 27.05.2024 98/79/WE APTEO CARE Test cigzowy HCG, ptytkowy/strumieniowy

ODPOWIEDZIALNOSCIA




APTEO CARE Test owulacyjny, paskowy

HELTES Test cigzowy, ptytkowy/strumieniowy

SEMA PROTECT Test Cigzowy HCG, ptytkowy

SEMA PROTECT Test owulacyjny LH, paskowy

APTEO CARE Test cigzowy HCG, ptytkowy/strumieniowy
APTEO CARE Test owulacyjny, paskowy

HELTES Test cigzowy, ptytkowy/strumieniowy

SEMA PROTECT Test Cigzowy HCG, ptytkowy

SEMA PROTECT Test owulacyjny LH, paskowy

"MASTERS" SPOLKA Z OGRANICZONA 1434-MDD-340/2019 10.06.2019 09.06.2024 93/42/EWG Feminum AKTIV
ODPOWIEDZIALNOSCIA
"MASTERS" SPOLKA Z OGRANICZONA 1434-MDD-101/2020 01.04.2020 27.05.2024 93/42/EWG Feminum
ODPOWIEDZIALNOSCIA
"MASTERS" SPOtKA Z OGRANICZONA 1434-MDD-042/2020 01.02.2020 27.05.2024 93/42/EWG FEMINUM FIT
ODPOWIEDZIALNOSCIA
"MAXIMUS" S.C. STANISEAWA KLEJDYSZ, 1434-MDD-055/2018 22.06.2018 21.06.2023 93/42/EWG Komora do suchych kapieli w CO2/03 TOWER MX-1
STANISEAW KLEJDYSZ
"MAXIMUS" S.C. STANISEAWA KLEJDYSZ, 1434-MDD-469/2019 30.09.2019 10.08.2022 93/42/EWG Komora kriogeniczna AMAZING MX-4CP
STANISEAW KLEJDYSZ
"MENSOR" ZAKEAD MECHANIKI PRECYZYJNEJ S.C. | 1434-MDD-336/2019 30.05.2019 29.05.2024 93/42/EWG Elektroniczne wagi medyczne osobowe
A.J. LEWANDOWSCY
"NORIS POLSKA" SPOtKA Z OGRANICZONA 1434-IVDD-096/2021 19.02.2021 27.05.2024 98/79/WE PRE-TEST paskowy (TCPA)
ODPOWIEDZIALNOSCIA
PRE-TEST ptytkowy (TCPL)
PRE-TEST strumieniowy (TCST)
"SOLINEA" SPOLKA Z OGRANICZONA 1434-MDD-271/2021 21.05.2021 27.05.2024 93/42/EWG Boréwkowe krople do oczu
ODPOWIEDZIALNOSCIA SPOLKA
KOMANDYTOWA
"VERDENT" SPOLKA Z OGRANICZONA 1434-MDD-121/2021 10.03.2021 21.12.2023 93/42/EWG Wiertta stomatologiczne z nasypem diamentowym,

ODPOWIEDZIALNOSCIA

wiertta stomatologiczne z weglikow spiekanych, wiertta
stalowe, wiertta z tlenku cyrkonu, wiertta z powtokg
diamentopodobng, wiertta z powtoka cyrkonowg




1. DR MICHAEL HERBICH 2. SPECJALISTYCZNY 1434-MDD-387/2020 02.11.2020 12.10.2023 93/42/EWG Pessary ginekologiczno-potozniczo jatowe
GABINET GINEKOLOGICZNO - POLOZNICZY DR
MICHAEL HERBICH
7D SURGICAL, INC. 1434-MDD-303/2021 20.05.2021 27.05.2024 93/42/EWG 7D Surgical Pointer
7D SURGICAL, INC. 1434-MDD-302/2021 20.05.2021 27.05.2024 93/42/EWG 7D Surgical Pointer
ABBOTT LABORATORIES DIAGNOSTICS DIVISION | 1434-IVDD-122/2020 20.04.2020 27.05.2024 98/79/WE ABBOTT PRISM HBsAg Assay Kit 6019-68
ABBOTT PRISM HBsAg Wash Kit 6019-58
ABBOTT PRISM HBsAg Confirmatory Assay Kit 6E51-68
ABBOTT PRISM Run Control Kit 3E60-10
ABBOTT PRISM Positive Run Control Kit 3E60-11
ABBOTT PRISM HCV Assay Kit 6018-68
ABBOTT PRISM HCV Wash Kit 6018-58
ABBOTT LABORATORIES DIAGNOSTICS DIVISION | 1434-IVDD-123/2020 20.04.2020 27.05.2024 98/79/WE ABBOTT PRISM HBsAg Assay Kit 6019-68
ABBOTT PRISM HBsAg Wash Kit 6019-58
ABBOTT PRISM HBsAg Confirmatory Assay Kit 6E51-68
ABBOTT PRISM Run Control Kit 3E60-10
ABBOTT PRISM Positive Run Control Kit 3E60-11
ABBOTT PRISM HCV Assay Kit 6018-68
ABBOTT PRISM HCV Wash Kit 6018-58
ABBOTT LABORATORIES DIAGNOSTICS DIVISION | 1434-IVDD-311/2020 20.08.2020 27.05.2024 98/79/WE ABBOTT PRISM HIV O Plus Assay Kit 3L68-68
ABBOTT PRISM HIV O Plus Wash Kit 3L68-58
ABBOTT LABORATORIES DIAGNOSTICS DIVISION | 1434-IVDD-310/2020 20.08.2020 27.05.2024 98/79/WE ABBOTT PRISM HIV O Plus Assay Kit 3L68-68
ABBOTT PRISM HIV O Plus Wash Kit 3L68-58
Abbott Molecular Inc. 1434-IVDD-083/2021 25.02.2021 27.05.2024 98/79/WE Abbott RealTime HIV-1 Qualitative Control Kit 4N66-80

Abbott RealTime HIV-1 Qualitative Amplification
Reagent Kit 4N66-90




Abbott Molecular Inc.

1434-IVDD-082/2021

25.02.2021

27.05.2024

98/79/WE

Abbott RealTime HIV-1 Qualitative Control Kit 4N66-80

Abbott RealTime HIV-1 Qualitative Amplification
Reagent Kit 4N66-90

Abbott Molecular Inc.

1434-IVDD-286/2019

10.05.2019

15.12.2022

98/79/WE

Abbott RealTime Chlamydia/Gonorrhoea Reagent Kit
2G28-91

Abbott RealTime Chlamydia/Gonorrhoea Control Kit
2G28-80

Abbott RealTime Chlamydia Reagent Kit 1L31-91
Abbott RealTime CMV Calibrator Kit 5N23-70
Abbott RealTime CMV Control Kit 5N23-80

Abbott RealTime CMV Amplification Reagent Kit 5N23-
90

Alinity m STI AMP Kit - 09N17-090

Alinity m STI CTRL Kit - 09N17-080

Abbott Molecular Inc.

1434-IVDD-180/2019

11.04.2019

11.06.2023

98/79/WE

Abbott RealTime HCV Genotype Il Control Kit, 8K24-80

Abbott RealTime HCV Genotype Il Amplification
Reagent Kit, 8K24-90

Abbott Molecular Inc.

1434-IVDD-179/2019

11.04.2019

11.06.2023

98/79/WE

Abbott RealTime HCV Genotype Il Control Kit, 8K24-80

Abbott RealTime HCV Genotype Il Amplification
Reagent Kit, 8K24-90

Abbott Molecular Inc.

1434-IVDD-186/2019

11.04.2019

18.12.2021

98/79/WE

ViroSeq HIV-1 Genotyping System v2.0 4)94-93

Abbott Molecular Inc.

1434-IVDD-185/2019

11.04.2019

18.12.2021

98/79/WE

ViroSeq HIV-1 Genotyping System v2.0 4)94-93

Abbott Molecular Inc.

1434-IVDD-187/2019

11.04.2019

26.02.2024

98/79/WE

Alinity m HBV CTRL Kit - 08N47-080
Alinity m HBV AMP Kit - 08N47-090

Alinity m HBV CAL Kit - 08N47-070

Abbott Molecular Inc.

1434-IVDD-188/2019

11.04.2019

26.02.2024

98/79/WE

Alinity m HBV CTRL Kit - 08N47-080

Alinity m HBV AMP Kit - 08N47-090




Alinity m HBV CAL Kit - 08N47-070

Abbott Molecular Inc.

1434-IVDD-189/2019

11.04.2019

23.01.2024

98/79/WE

Alinity m HCV AMP Kit - 08N50-090
Alinity m HCV AMP Kit - 08N50-091
Alinity m HCV CTRL Kit - 08N50-080

Alinity m HCV CAL Kit - 08N50-070

Abbott Molecular Inc.

1434-IVDD-190/2019

11.04.2019

23.01.2024

98/79/WE

Alinity m HCV AMP Kit - 08N50-090
Alinity m HCV AMP Kit - 08N50-091
Alinity m HCV CTRL Kit - 08N50-080

Alinity m HCV CAL Kit - 08N50-070

Abbott Molecular Inc.

1434-IVDD-253/2020

16.06.2020

27.05.2024

98/79/WE

2G31-70 RealTime HIV-1 Calibrator Kit
2G31-80 RealTime HIV-1 Control Kit
2G31-90 RealTime HIV-1 Amplification Reagent Kit

2G31-010 RealTime HIV-1 Amplification Reagent Kit

Abbott Molecular Inc.

1434-IVDD-254/2020

16.06.2020

27.05.2024

98/79/WE

2G31-70 RealTime HIV-1 Calibrator Kit
2G31-80 RealTime HIV-1 Control Kit
2G31-90 RealTime HIV-1 Amplification Reagent Kit

2G31-010 RealTime HIV-1 Amplification Reagent Kit

Abbott Molecular Inc.

1434-IVDD-289/2020

10.07.2020

15.12.2022

98/79/WE

AneuVysion Multicolor DNA Probe Kit (10 Assays) 05)38-
10

AneuVysion Multicolor DNA Probe Kit (30 Assays) 05)38-
30

AneuVysion Multicolor DNA Probe Kit (50 Assays) 05)38-
50

ProbeChek Prenatal Positive Control Slide Kit 05)36-005




ProbeChek Normal Male Amniocyte Control Slide Kit
05J39-005

Abbott Molecular Inc.

1434-IVDD-295/2020

22.07.2020

27.05.2024

98/79/WE

Abbott RealTime HCV Calibrator kit 4)86-70
Abbott RealTime HCV Amplification Reagent Kit 4)86-90
Abbott RealTime HCV Control Kit 4]86-80

Abbott RealTime HCV Supplement for Dried Blood Spot
(DBS) 04)86-010

Abbott Molecular Inc.

1434-IVDD-294/2020

22.07.2020

27.05.2024

98/79/WE

Abbott RealTime HCV Calibrator kit 4)86-70
Abbott RealTime HCV Amplification Reagent Kit 4/86-90
Abbott RealTime HCV Control Kit 4J86-80

Abbott RealTime HCV Supplement for Dried Blood Spot
(DBS) 04)86-010

Abbott Molecular Inc.

1434-IVDD-323/2020

14.08.2020

28.01.2024

98/79/WE

Alinity m HIV-1 AMP Kit - 08N45-090
Alinity m HIV-1 AMP Kit - 08N45-091
Alinity m HIV-1 CTRL Kit - 08N45-080
Alinity m HIV-1 CAL Kit - 08N45-070

Dried Blood Spot (DBS) Supplement to the Alinity m
HIV-1 Assay - 08N45-010

Abbott Molecular Inc.

1434-IVDD-324/2020

14.08.2020

28.01.2024

98/79/WE

Alinity m HIV-1 AMP Kit - 08N45-090
Alinity m HIV-1 AMP Kit - 08N45-091
Alinity m HIV-1 CTRL Kit - 08N45-080
Alinity m HIV-1 CAL Kit - 08N45-070

Dried Blood Spot (DBS) Supplement to the Alinity m
HIV-1 Assay - 08N45-010

Abbott Molecular Inc.

1434-IVDD-425/2020

27.11.2020

27.05.2024

98/79/WE

Abbott HBV Sequencing Control Kit 03N03-80

Abbott HBV Sequencing Amplification Reagent Kit




03N03-90

Abbott HBV Sequencing Control Kit 03N03-80

Abbott HBV Sequencing Amplification Reagent Kit
03N03-90

Abbott Molecular Inc.

1434-IVDD-426/2020

27.11.2020

27.05.2024

98/79/WE

Abbott HBV Sequencing Control Kit 03N03-80

Abbott HBV Sequencing Amplification Reagent Kit
03N03-90

Abbott HBV Sequencing Control Kit 03N03-80

Abbott HBV Sequencing Amplification Reagent Kit
03N03-90

Abbott Molecular Inc.

1434-IVDD-166/2021

12.04.2021

27.05.2024

98/79/WE

Abbott RealTime HBV Calibrator Kit 2G34-70
Abbott RealTime HBV Control Kit 2G34-80

Abbott RealTime HBV Amplification Reagent Kit 2G34-
90

Abbott Molecular Inc.

1434-IVDD-167/2021

12.04.2021

27.05.2024

98/79/WE

Abbott RealTime HBV Calibrator Kit 2G34-70
Abbott RealTime HBV Control Kit 2G34-80

Abbott RealTime HBV Amplification Reagent Kit 2G34-
90

Abbott Molecular Inc.

1434-IVDD-437/2021

30.06.2021

15.12.2022

98/79/WE

Abbott RealTime Chlamydia/Gonorrhoea Reagent Kit
2G28-91

Abbott RealTime Chlamydia/Gonorrhoea Control Kit
2G28-80




Abbott RealTime Chlamydia Reagent Kit 1L31-91
Abbott RealTime CMV Calibrator Kit 5N23-70
Abbott RealTime CMV Control Kit 5N23-80

Abbott RealTime CMV Amplification Reagent Kit 5SN23-
90

Alinity m STI AMP Kit - 09N17-090
Alinity m STI AMP Kit - 09N17-091
Alinity m STI CTRL Kit - 09N17-080
Alinity m CMV AMP Kit - 09N46-090
Alinity m CMV CTRL Kit - 09N46-080

Alinity m CMV CAL Kit - 09N46-070

Abdi Ibrahim llag San. ve Tic A.S. 1434-MDD-592/2019 03.01.2020 27.05.2024 93/42/EWG Dermalix
Abdi Ibrahim llag San. ve Tic A.S. 1434-MDD-593/2019 03.01.2020 27.05.2024 93/42/EWG Dermalix
A-dec, Inc. 1434-MDD-432/2020 11.12.2020 27.05.2024 93/42/EWG A-dec 200 Dental Delivery System

A-dec 200 Assistant's Instrumentation
A-dec 332 Dental Delivery System
A-dec 333 Dental Delivery System
A-dec 334 Dental Delivery System
A-dec 335 Dental Delivery System
A-dec 336 Dental Delivery System
A-dec 342 Dental Delivery System

A-dec 351 Assistant's Instrumentation




A-dec 352 Assistant's Instrumentation

A-dec 353 Assistant's Instrumentation

Saliva Ejector (SE)

High Volume Evacuator (HVE)

Dental Air/Water Dental Syringe

Tooth Dryer

A-dec 532 Dental Delivery System

A-dec 541 Dental Delivery System

A-dec 542 Dental Delivery System

A-dec 545 Assistant's Instrumentation

A-dec 551 Assistant's Instrumentation

A-dec 533 Dental Delivery System

A-dec 8000 Performer Dental Delivery System
A-dec 8000 Performer Assistant's Instrumentation
A-dec 3072 Cascade Dental Delivery System
A-dec 4631 Duo Dental Delivery System
A-dec 4635 Assistant's Instrumentation

A-dec 2615 Cascade Assistant's Cart Dental Delivery
System

A-dec 7004 Cart-Pac Assistant's Instrumentation
A-dec 2561 Decade Duo Cart Dental Delivery System

A-dec 2562 Decade Doctor's Cart Dental Delivery




System
A-dec 2671 Cascade Duo Cart Dental Delivery System
A-dec 3420 PAC 1 Field Unit Cart Dental Delivery System

A-dec 3420 PAC 1 Institutional Unit Cart Dental Delivery
System

Electric Motor System: NLZ, NLX, EA-53

ICX Renew
Adtec Europe Limited 1434-MDD-447/2020 09.12.2020 30.09.2022 93/42/EWG SteriPlas Sensor Module SMO1
SteriPlas_ARPP-SP2-01
AFLOFARM FARMACJA POLSKA SPOLKA Z 1434-MDD-323/2019 31.05.2019 10.08.2022 93/42/EWG Herbapect junior
OGRANICZONA ODPOWIEDZIALNOSCIA
AFLOFARM FARMACJA POLSKA SPOLKA Z 1434-MDD-322/2019 31.05.2019 27.02.2023 93/42/EWG Calominal
OGRANICZONA ODPOWIEDZIALNOSCIA
AFLOFARM FARMACJA POLSKA SPOLKA Z 1434-MDD-321/2019 31.05.2019 27.02.2023 93/42/EWG Calominal
OGRANICZONA ODPOWIEDZIALNOSCIA
AFLOFARM FARMACJA POLSKA SPOLKA Z 1434-MDD-388/2020 30.10.2020 27.05.2024 93/42/EWG Calominal Duo
OGRANICZONA ODPOWIEDZIALNOSCIA
AFLOFARM FARMACJA POLSKA SPOLKA Z 1434-MDD-389/2020 30.10.2020 27.05.2024 93/42/EWG Calominal Duo
OGRANICZONA ODPOWIEDZIALNOSCIA
AFLOFARM FARMACJA POLSKA SPOLKA Z 1434-MDD-262/2020 18.06.2020 27.05.2024 93/42/EWG Herbapect Junior bez cukru
OGRANICZONA ODPOWIEDZIALNOSCIA
Agilent Technologies Singapore (International) 1434-1VDD-390/2020 01.12.2020 06.07.2023 98/79/WE Monoclonal Mouse Anti-Cytomegalovirus, Clones CCH2

Pte Ltd.

+ DDGY - M0854

FLEX Monoclonal Mouse Anti-Cytomegalovirus, Clones
CCH2 + DDG9, Ready-to-Use (Link) - IR752

FLEX Monoclonal Mouse Anti-Cytomegalovirus, Clones
CCH2 + DDGY, Ready-to-Use, (Dako Autostainer /
Autostainer Plus) - 1IS752

FLEX Monoclonal Mouse Anti-Cytomegalovirus, Clones
CCH2 + DD@G9, Ready-to-Use (Dako Omnis) - GA752

Monoclonal Mouse Anti-Human Prostate-Specific
Antigen, Clone ER/PR8 - M0750




Al'INSIGHT INC. 1434-MDD-370/2021 21.05.2021 27.05.2024 93/42/EWG Wisky

AIR PRODUCTS SPOLKA Z OGRANICZONA 1434-MDD-578/2019 16.12.2019 26.11.2023 93/42/EWG Azot Skroplony Medyczny

ODPOWIEDZIALNOSCIA

Alba Bioscience Ltd. 1434-IvDD-061/2019 29.03.2019 10.12.2023 98/79/WE ALBAcyte® Reagent Red Cells A1, Z401
ALBAcyte® Reagent Red Cells B, Z411

Alba Bioscience Ltd. 1434-IVDD-062/2019 29.03.2019 10.12.2023 98/79/WE ALBAcyte® Reagent Red Cells A1, Z401
ALBAcyte® Reagent Red Cells B, Z411

Alba Bioscience Ltd. 1434-IVDD-077/2019 29.03.2019 02.01.2024 98/79/WE ALBAcyte® A2 Reagent Red Cells - 2406
ALBAcyte® O R1r Reagent Red Cells - Z416
ALBAcyte® O rr Reagent Red Cells - 7421

Alba Bioscience Ltd. 1434-IvDD-078/2019 29.03.2019 02.01.2024 98/79/WE ALBAcyte® A2 Reagent Red Cells - Z406
ALBAcyte® O R1r Reagent Red Cells - Z416
ALBAcyte® O rr Reagent Red Cells - 7421

Alba Bioscience Ltd. 1434-IVDD-418/2019 19.08.2019 18.08.2024 98/79/WE ALBAclone® anti-c blood grouping Reagent 2083

Alba Bioscience Ltd. 1434-IVDD-419/2019 19.08.2019 18.08.2024 98/79/WE ALBAclone® anti-c blood grouping Reagent 2083

Alba Bioscience Ltd. 1434-IVDD-074/2021 09.02.2021 02.03.2024 98/79/WE ALBAclone® Anti-E - Z073

Alba Bioscience Ltd. 1434-IVDD-075/2021 09.02.2021 02.03.2024 98/79/WE ALBAclone® Anti-E - Z073

Alba Bioscience Ltd. 1434-IVDD-076/2021 09.02.2021 08.12.2023 98/79/WE ALBAcyte® Reagent Red Cells for Antibody Screening,

Z451

ALBAcyte® Reagent Red Cells for Antibody
Identification (native, papainised), Z471, Z472

ALBAclone® Anti-Jkb, Z166

ALBAclone® Anti-Jka monoclonal, Z162
Polyspecific Anti-Human Globulin Reagent, Z350
Monospecific Anti-Human 1gG, Z356

ALBAcyte® RhD Negative CAT Reagent Red Cells for
Antibody Screening, Z466




ALBAclone® Anti-Fya, 2152
ALBAclone® Anti-Fyb, Z154

ORTHO™ Sera Anti-Fya Human Monoclonal IgG,
6904486 (FD151B)

ORTHO™ Sera Anti-Fyb Human Polyclonal IgG, 6904487
(FD153B)

ORTHO™ Sera Anti-Jka Human Monoclonal IgM,
6904488 (FD162B)

ORTHO™ Sera Anti-Jkb Human Monoclonal IgM
6904489 (FD166B)

ALBAcheck® BGS AlbaSure Sensitivity Control Kit - Z250
ALBAcheck® BGS Anti-D <0.1 IU/mL - 2262
ALBAcheck® BGS Anti-D 0.05 IU/mL - 2263

ALBAcyte® IgG Sensitised Reagent Red Cells - 7441

ALBAcheck® - BGS AB Serum (Human) - Z281

Alba Bioscience Ltd.

1434-IVDD-108/2021

04.03.2021

27.05.2024

98/79/WE

ALBAclone Anti-A Product Code Z001
ALBAclone Anti-B Product Code Z011

ALBAclone Anti-A,B Product Code 7021

Alba Bioscience Ltd.

1434-IVDD-109/2021

04.03.2021

27.05.2024

98/79/WE

ALBAclone Anti-A Product Code Z001
ALBAclone Anti-B Product Code Z011

ALBAclone Anti-A,B Product Code Z021

Alba Bioscience Ltd.

1434-IVDD-112/2021

04.03.2021

27.05.2024

98/79/WE

ORTHOTM Sera Anti-K Human Monoclonal IgM
(6904492/FD132B)

ORTHOTM Sera Anti-D (IAT) Human Monoclonal
IlgM/IgG (6904493/FD041B)




ORTHOTM Sera Anti-D (DVI) Human Monoclonal IgM
(6904623/FD039B)

Alba Bioscience Ltd.

1434-IVDD-113/2021

04.03.2021

27.05.2024

98/79/WE

ORTHOTM Sera Anti-K Human Monoclonal IgM
(6904492/FD132B)

ORTHOTM Sera Anti-D (IAT) Human Monoclonal
IgM/1gG (6904493/FD041B)

ORTHOTM Sera Anti-D (DVI) Human Monoclonal IgM
(6904623/FD039B)

Alba Bioscience Ltd.

1434-IVDD-114/2021

04.03.2021

27.05.2024

98/79/WE

ORTHOTM CONFIDENCE WB (Simulated Whole Blood
Controls), 6842785 (2484)

Bio-Rad Control Set QC Simulated Whole Blood
Controls, 816034 (2487)

ALBAcheck® BGS Simulated Whole Blood Controls,
7489

Alba Bioscience Ltd.

1434-IVDD-115/2021

04.03.2021

27.05.2024

98/79/WE

ORTHOTM CONFIDENCE WB (Simulated Whole Blood
Controls), 6842785 (2484)

Bio-Rad Control Set QC Simulated Whole Blood
Controls, 816034 (2487)

ALBAcheck® BGS Simulated Whole Blood Controls,
2489

Alba Bioscience Ltd.

1434-IVDD-132/2021

16.03.2021

27.05.2024

98/79/WE

ALBAclone® Anti-D alpha, Z031
ALBAclone® Anti-D optimum, Z039

ALBAclone® Anti-D blend, Z041

Alba Bioscience Ltd.

1434-IVDD-133/2021

17.03.2021

27.05.2024

98/79/WE

ALBAclone® Anti-D alpha, Z031
ALBAclone® Anti-D optimum, Z039

ALBAclone® Anti-D blend, Z041

Alpha Pharma Service Srl

1434-IVDD-457/2021

22.09.2021

27.05.2024

98/79/WE

IRIS LAB POCT ANALYZER

Alpha Pharma Service Srl

1434-IVDD-458/2021

22.09.2021

27.05.2024

98/79/WE

IRIS LAB 25-OH-D3 TEST or IRIS LAB 25
IDROSSIVITAMINA D3 TEST

American Diagnostic Corporation

1434-MDD-371/2021

21.05.2021

26.05.2024

93/42/EWG

Aneroid Sphygmomanometers




American Orthodontics Corp

1434-MDD-400/2021

25.05.2021

20.11.2022

93/42/EWG

Spring Jet

Mesial Jet

Uprighter Jet

Rapid Molar Intruder

M.A.P. Mini Activator Posturer
Distal Jet

Jumpers

Jones Jig™

Quick Fix

Lip Bumper

Hanks Telescoping Herbst®
Miniscope™ Telescoping Herbst®
Herbst ™ Appliance
Powerscope™ 2

Lingual Sheaths

Cleats

Elastic Lugs

Contoured

Anteriors

MRX Bands

MR




MR1

MR2

Rollo Bands

Mini Skirt™ Crowns
Ceramic Button
Buttons

Ball Hooks

Eyelets

Coil Eyelet

Space Maintainer
Bondable Retainer
Bite Blocks

Tongue Director

SL Bracket
Empower® 2

Mini Master Series™
LP® Low Profile
Iconix™

Master Series™
Mini Standard Edgewise

Mini Tweed




Forever Gold™ 24K

Custom Rx

Empower Clear™

Radiance Plus™

Silkon Plus

UT Hooks

Piggyback Tubes

Dr. Korn Tube

Inconel

Funneled Entrance

Non Convertible

Non Convertible Double
Non Convertible Triple

Non Convertible Lip Bumper
Non Convertible WRAPAROUND
Convertible Single
Convertible Double
Convertible Triple

Nola Buccal Tube

DB Tube Gold

Master Series™




iFit®

Slim Tube™

LP® Low Profile
Empower® 2

Mini Master Series™

The Wildlife Series™ Elastics
Sea Life Elastics

Colored Chain

Memory Chain

Ligatures

Separators

Tanzo™

NT3™

Iconix Wire

Separating Spring

ART Auxiliary Springs

Wrap Around Hawley Retainer
Ball Retainer Clasps
Ligature Wire

Stainless Steel Wire

Weldable Stop




Surgical Hook
Arch Hook
Arch Lock
Diastema
Power Hook

Crimpable Stop

American Orthodontics Corp

1434-MDD-401/2021

25.05.2021

04.03.2024

93/42/EWG

Arch Wire Sleeve

Plastic Tie

E-Z Tie Tubing

Quad Helix

Alexander Lip Bumper
Palatal Arches
Expansion Screw
BracePaste

Acid Etchant

Bracepaste

Ceramic Button
Eruption Appliance
20/40 Ceramic Brackets
Debonding Bur - carbide
Debonding Burs - Diamond

Superelastic Titanium Memory




Multiphase Blue Chromium Cobalt Wire
Gold Coated

Beta Titanium Wire

Stainless Steel Wire

Force Two NiTi Wire

Gold Tone

Stainless Steel Multi-Strand
Therma-Ti®

Tritanium™

Warren Spring

Stainless Steel Springs
Uprighting Spring

Rotation Spring

Compliance Spring

Kilroy Spring

Auxiliary Light Torquing Arch
Ulysses/Extrusion Spring

Nickel Titanium Memory Springs
NiTi Springs

Kobayashi Hooks

Orientation Pin




Monkey Hook

Power Pin

amg International GmbH 1434-MDD-023/2019 09.02.2019 08.02.2024 93/42/EWG Archimedes BPS

amg International GmbH 1434-MDD-024/2019 09.02.2019 08.02.2024 93/42/EWG Archimedes BPS

amg International GmbH 1434-MDD-335/2021 20.05.2021 27.05.2024 93/42/EWG UNITY-B

amg International GmbH 1434-MDD-336/2021 20.05.2021 27.05.2024 93/42/EWG UNITY-B

amg International GmbH 1434-MDD-061/2021 01.02.2021 27.05.2024 93/42/EWG ITRIX I Rapamycin-Eluting Coronary Stent Implantation
System

amg International GmbH 1434-MDD-060/2021 01.02.2021 27.05.2024 93/42/EWG ITRIX I Rapamycin-Eluting Coronary Stent Implantation
System

Anatolia Tani ve Biyoteknoloji Urlinleri Arastirma | 1434-IvDD-039/2019 04.03.2019 25.03.2023 98/79/WE Bosphore C.trachomatis Detection Kit v1

Gelistirme Sanayi ve Ticaret Anonim Sirketi

Anatolia Tani ve Biyoteknoloji Uriinleri Arastirma | 1434-IVDD-037/2019 08.03.2019 03.07.2023 98/79/WE Bosphore Atypical CAP Panel Kit

Gelistirme Sanayi ve Ticaret Anonim Sirketi

Anatolia Tani ve Biyoteknoloji Uriinleri Arastirma | 1434-IVDD-038/2019 08.03.2019 03.07.2023 98/79/WE Bosphore Viral Infections in the Immunosuppressed

Gelistirme Sanayi ve Ticaret Anonim Sirketi Panel Kit

Anatolia Tani ve Biyoteknoloji Urtinleri Arastirma | 1434-IVDD-013/2019 21.01.2019 29.12.2023 98/79/WE Bosphore CMV Quantification Kit

Gelistirme Sanayi ve Ticaret Anonim Sirketi

Anatolia Tani ve Biyoteknoloji Urtinleri Arastirma | 1434-IVDD-004/2019 21.01.2019 20.12.2023 98/79/WE Bosphore Ultra HBV Quantitation/Detection Kit

Gelistirme Sanayi ve Ticaret Anonim Sirketi

Anatolia Tani ve Biyoteknoloji Uriinleri Arastirma | 1434-IVDD-003/2019 21.01.2019 20.12.2023 98/79/WE Bosphore Ultra HBV Quantitation/Detection Kit

Gelistirme Sanayi ve Ticaret Anonim Sirketi

Anatolia Tani ve Biyoteknoloji Uriinleri Arastirma | 1434-IVDD-005/2019 21.01.2019 20.12.2023 98/79/WE Bosphore Ultra HCV Quantitation/Detection Kit

Gelistirme Sanayi ve Ticaret Anonim Sirketi

Anatolia Tani ve Biyoteknoloji Uriinleri Arastirma | 1434-IVDD-006/2019 21.01.2019 20.12.2023 98/79/WE Bosphore Ultra HCV Quantitation/Detection Kit

Gelistirme Sanayi ve Ticaret Anonim Sirketi

Anatolia Tani ve Biyoteknoloji Urtinleri Arastirma | 1434-IVDD-007/2019 21.01.2019 29.12.2023 98/79/WE Bosphore HCV Quantification Kit

Gelistirme Sanayi ve Ticaret Anonim Sirketi

Anatolia Tani ve Biyoteknoloji Urlinleri Arastirma | 1434-IVDD-008/2019 21.01.2019 29.12.2023 98/79/WE Bosphore HCV Quantification Kit

Gelistirme Sanayi ve Ticaret Anonim Sirketi

Anatolia Tani ve Biyoteknoloji Uriinleri Arastirma | 1434-IVDD-009/2019 21.01.2019 29.12.2023 98/79/WE Bosphore HIV-1 Quantiification Kit

Gelistirme Sanayi ve Ticaret Anonim Sirketi

Anatolia Tani ve Biyoteknoloji Uriinleri Arastirma | 1434-IVDD-010/2019 21.01.2019 29.12.2023 98/79/WE Bosphore HIV-1 Quantiification Kit

Gelistirme Sanayi ve Ticaret Anonim Sirketi

Anatolia Tani ve Biyoteknoloji Urtinleri Arastirma | 1434-IVDD-011/2019 21.01.2019 29.12.2023 98/79/WE Bosphore HBV Quantification Kit

Gelistirme Sanayi ve Ticaret Anonim Sirketi

Anatolia Tani ve Biyoteknoloji Urtinleri Arastirma | 1434-IVDD-012/2019 21.01.2019 29.12.2023 98/79/WE Bosphore HBV Quantification Kit

Gelistirme Sanayi ve Ticaret Anonim Sirketi




Anatolia Tani ve Biyoteknoloji Urlnleri Arastirma | 1434-IVDD-205/2020 19.05.2020 27.05.2024 98/79/WE Bosphore HDV Quantification - Detection Kit v1
Gelistirme Sanayi ve Ticaret Anonim Sirketi
Anatolia Tani ve Biyoteknoloji Uriinleri Arastirma | 1434-IVDD-206/2020 19.05.2020 27.05.2024 98/79/WE Bosphore HDV Quantification - Detection Kit v1
Gelistirme Sanayi ve Ticaret Anonim Sirketi
Anbio (Xiamen) Biotechnology Co Ltd 1434-IVDD-451/2021 31.08.2021 27.05.2024 98/79/WE Rapid COVID-19 Antigen Test (Collidal gold)
Anbio (Xiamen) Biotechnology Co Ltd 1434-IVDD-454/2021 01.09.2021 27.05.2022 98/79/WE Rapid COVID-19 Antigen Test (Colloidal Gold) / Saliva
Angelus Industria de Produtos Odontologicos 1434-MDD-277/2021 20.05.2021 15.06.2023 93/42/EWG MTA Angelus
S/A
MTA - Fillapex
MTA Repair HP
Bio-C Sealer
SS White Bioceramic Root Canal Sealer
Proclinic Expert MTA
Bio-C Repair
Angelus Industria de Produtos Odontologicos 1434-MDD-278/2021 20.05.2021 15.06.2023 93/42/EWG Porcelain Etchant

S/A

Silano

Bio-C Temp

Exacto

Reforpost Glass Fiber
Reforpost Metalic
Reforpin

Splendor

Surgi POST Multiconical
Surgi POST F6

Steel drills




Opak

Interlig

DEI experience multi fiber bridge
DEI experience glass fiber splint

Defense-Chroma

Anhui Deepblue Medical Technology Co., Ltd.

1434-IVDD-466/2021

08.10.2021

27.05.2024

98/79/WE

COVID-19 Neutralizing Antibody Test Kit (Colloidal Gold)

Anhui Deepblue Medical Technology Co., Ltd.

1434-IVDD-484/2021

10.11.2021

27.05.2024

98/79/WE

Covid-19 (SARS-COV-2) Antigen Test Kit (Colloidal Gold)

Anhui Deepblue Medical Technology Co., Ltd.

1434-IVDD-445/2021

30.07.2021

27.05.2024

98/79/WE

COVID-19 (SARS-COV-2) Antigen Test Kit (Colloidal Gold)

SLO30101TNST-1,SLO3010TNST-2, SLO3010TNST-3,
SLO30101TNST-5, SLO30101NST-6, SLO30101NST-7,
SLO30101TNST-8, SLO30101NST-9, SLO30101NST-10,
SLO30101TNST-11, SLO3010TNST-12, SLO30101NST-15,
SLO30101TNST-16, SLO3010TNST-17, SLO30101NST-18,
SLO30101NST-19, SLO3010T1NST-20, SLO30101NST-25

COVID-19 (SARS-COV-2) Antigen Test Kit (Colloidal Gold)

SLO30101TNST-1,SLO30101NST-2, SLO30101NST-3,
SLO30101NST-5, SLO30101NST-6, SLO30101NST-7,
SLO30T01NST-8, SLO3010TNST-9, SLO30101NST-10,
SLO30T01TNST-11, SLO3010TNST-12, SLO30101NST-15,
SLO30101TNST-16, SLO3010TNST-17, SLO30101NST-18,
SLO30101TNST-19, SLO30101NST-20, SLO30101NST-25

APPASAMY ASSOCIATES

1434-MDD-379/2021

20.05.2021

27.05.2024

93/42/EWG

Appascan MAX
Appascan MAX AP

Appascan MAX P

Applied Medical Resources Corporation

1434-MDD-382/2021

21.05.2021

26.05.2024

93/42/EWG

C3101; B8134; B8634; SEAL-005

Applied Medical Resources Corporation

1434-MDD-383/2021

21.05.2021

26.05.2024

93/42/EWG

CYxxx; CWO0O0x; CBxxx; EBO1X; EBO3X; EBO4X; EB21X;
EB230; EB240; EA010; EA020; CA500; B38xx




Applied Medical Resources Corporation 1434-MDD-384/2021 21.05.2021 26.05.2024 93/42/EWG GTBXX; C10xx; CHO-040-xF; CNOxx; CNBxx; C2A11;
C2A15; C2A12; C22xx; CFxxx;
C06xx; CO7xx; CTFxx; CORxx; CO9xx; COQxx; CTRxX;
CTSxx; CTBxx; CTNxx;
COExx; CO4xx; COExx; COFxx; COHxx; C41xx; COLxx;
C0600; 420206-xx; 400161-xx;
C87xx; C8XX2CE; CNGL2; CNGL3; G63xx; C83xx; C84xX;
C85xx; HRxxx; C72xx;
Coxxx; AOAxXX; AOCxx; AOGxx; G-xx00; G-xx05; G-xx55;
A080x; G-xx50; G-60xx;
G-12xx; AVD-6025; A160x; A165x; G-11xx; A2201;
A161x; A1801; CD0OOx; B73xx;
B72xx; B70xx; B71xx; A47xx; CB0O5xxx8; CB062313; IRR-
XXX-XXF; IRR-xxx-xF; A4Gxx; A4EO0X;
CEOxxODR; A440x; CEOxx0; A4F0x; CEOxxOST; A45xx;
CTOxx0xx; A32xx; A33xx
Aqualution Systems Ltd 1434-MDD-236/2021 20.05.2021 27.05.2024 93/42/EWG CleanCert
ARKRAY Healthcare Pvt Ltd 1434-IvDD-377/2019 18.07.2019 08.05.2023 98/79/WE Glucocard Y Test Strips 93GS102-50
Glucocard Vital Test Strips 93GS100-50
BALTON SPOLKA Z OGRANICZONA 1434-MDD-250/2021 21.05.2021 27.05.2024 93/42/EWG Zestaw do zamykania ubytkéw w przegrodzie
ODPOWIEDZIALNOSCIA miedzyprzedsionkowej PFO
BALTON SPOLKA Z OGRANICZONA 1434-MDD-251/2021 21.05.2021 27.05.2024 93/42/EWG Zestaw do zamykania ubytkéw w przegrodzie
ODPOWIEDZIALNOSCIA miedzyprzedsionkowej PFO
BALTON SPOLKA Z OGRANICZONA 1434-MDD-252/2021 21.05.2021 27.05.2024 93/42/EWG Mikrokateter zbrojony
ODPOWIEDZIALNOSCIA
BALTON SPOLKA Z OGRANICZONA 1434-MDD-253/2021 21.05.2021 27.05.2024 93/42/EWG Mikrokateter zbrojony
ODPOWIEDZIALNOSCIA
Beijing Beier Bioengineering Co., Ltd. 1434-IVDD-472/2021 20.10.2021 27.05.2024 98/79/WE Covid-19 Antigen Rapid Test Kit
Beijing Beier Bioengineering Co., Ltd. 1434-IVDD-472/2021 20.10.2021 27.05.2024 98/79/WE Covid-19 Antigen Rapid Test Kit (Beier Saliva)
Belmont Medical Technologies 1434-MDD-483/2019 09.10.2019 08.07.2024 93/42/EWG REF 902-00008

REF 902-00007




REF 902-00038

REF 902-00037

REF 902-00045

Belmont Medical Technologies

1434-MDD-374/2021

24.05.2021

26.05.2024

93/42/EWG

REF 905-00010

REF 902-00034

REF 902-00036

REF 902-00048

REF 902-00040

REF 902-00009

REF 902-00010

REF 902-00039

REF 902-00004

REF 903-00018

REF 903-00004

REF 903-00022

Benetech

1434-IVDD-278/2020

29.06.2020

20.08.2023

98/79/WE

Benetech PRA Software, 3.x.x.X

Biodinédmica Quimica e Farmaceutica Ltda

1434-MDD-429/2019

22.08.2019

26.05.2022

93/42/EWG

Hemostank

Retractive

Biodinamica Quimica e Farmaceutica Ltda

1434-MDD-428/209

22.08.2019

26.05.2022

93/42/EWG

BIOFIX / Biofix HD
Master Cement Try In
Endo PTC

Silano




E.D.T.A Gel

E.D.T.A Trissodium
Attaque Gel

Cirtol

Eucaliptol
Proviplast
Hidréxido de Calcio
Varnal

G.H.F Desensitizer
Biocal

Resiglass F
Resiglass R
Bioforty

Bioseal Light Cured
Bioseal Self Cured
Bioglass C

Bioglass F

Bioglass R
Hydropast

Master Bond DE

Extrabond DE




Master Cement Dual

Master Cement LC

N-Rickert kit (Powderand Liquid)
Pulp Fill Kit (Powderand Liquid)
Master Fill, Ultrafill,PrimeFill
Master Flow

Bioplic

Provitemp

Eugenol

Filltemp

Interim Kit (Powderand Liquid)

Zinc Oxide
BioGnost d.o.o 1434-IVDD-590/2019 28.12.2019 27.12.2024 98/79/WE Rapid test for pregnancy detection
BioGnost d.o.o 1434-IVDD-591/2019 28.12.2019 27.12.2024 98/79/WE Rapid test for ovulation prediction
BIOKIT, S.A. 1434-IvDD-148/2019 11.04.2019 05.03.2024 98/79/WE Bioelisa anti-HBs 3000-1101
BIOKIT, S.A. 1434-IVvDD-149/2019 11.04.2019 05.03.2024 98/79/WE Bioelisa anti-HBs 3000-1101
BIOKIT, S.A. 1434-IVDD-154/2019 11.04.2019 02.03.2023 98/79/WE Bioelisa HTLV-I+II 5.0 product code 3000-1165 (192T)
BIOKIT, S.A. 1434-IVDD-462/2021 24.09.2021 20.09.2023 98/79/WE TOXOCELL LATEXKIT 100 TESTS
BIOELISA CMV COLOUR 2.0 480 TESTS
BIOELISA CMV COLOUR 2.0 96 TESTS
Biometric Cables 1434-MDD-380/2021 24.05.2021 27.05.2024 93/42/EWG Cirus Ventilator Circuits
Cirus Anaesthesia Circuits
Biometric Cables 1434-MDD-381/2021 24.05.2021 27.05.2024 93/42/EWG Oxygen Sensors

Model/Type:




0S1-910245001

0S52-910245002

0S3-910245003

0S4-910245004

0S5-910245005

0S6-910245006

0S7-910245007

0S8-910245008

0S59-910245009

0S10-910245010

0S11-910245011

0S512-910245012

0S513-910245013

0S14-910245014

BIONET Co., Ltd 1434-MDD-366/2021 21.05.2021 24.05.2024 93/42/EWG Cardio7e

BIONET Co., Ltd 1434-MDD-367/2021 21.05.2021 27.05.2024 93/42/EWG Cardio10

BIONET Co., Ltd 1434-MDD-368/2021 21.05.2021 27.05.2024 93/42/EWG SpiroCare

BIOSENSORS EUROPE S.A. 1434-MDD-035/2020 06.02.2020 27.05.2024 93/42/EWG BioStream ™ Paclitaxel Eluting PTCA Balloon Catheter

BIOSENSORS EUROPE S.A. 1434-MDD-036/2020 06.02.2020 27.05.2024 93/42/EWG BioStream ™ Paclitaxel Eluting PTCA Balloon Catheter

BIOSENSORS EUROPE S.A. 1434-MDD-037/2020 06.02.2020 27.05.2024 93/42/EWG BioPath ™ (014 and 035) Paclitaxel Eluting PTA Balloon
Catheter (OTW)

BIOSENSORS EUROPE S.A. 1434-MDD-038/2020 06.02.2020 27.05.2024 93/42/EWG BioPath ™ (014 and 035) Paclitaxel Eluting PTA Balloon
Catheter (OTW)

BIOSYNEX SWISS S.A. 1434-VDD-275/2020 24.06.2020 27.05.2024 98/79/WE Exacto HCV, Exacto HBsAg

BIOSYNEX SWISS S.A. 1434-IVDD-274/2020 24.06.2020 27.05.2024 98/79/WE Exacto HCV, Exacto HBsAg




BIOSYNEX SWISS S.A. 1434-IVDD-442/2021 19.07.2021 27.05.2024 98/79/WE Biosynex Autotest Antigenique Covid-19 Ag+
Medicaid Autotest Antigenique Covid-19 Ag+

BMI Korea Co., Ltd. 1434-MDD-409/2020 19.11.2020 27.05.2024 93/42/EWG Lilied

BMI Korea Co., Ltd. 1434-MDD-408/2020 19.11.2020 27.05.2024 93/42/EWG Lilied

BOMTECH ELECTRONICS CO., LTD 1434-MDD-386/2020 20.10.2020 27.05.2024 93/42/EWG RF Combo Jector

BONUM Krzysztof Korycinski 1434-MDD-056/2018 21.06.2018 20.06.2023 93/42/EWG Butelka do dtugotrwatego odsysania ran sterylna o
pojemnosciach 200ml i 400ml

CARDIO SISTEMAS COMERCIAL E INDUSTRIAL 1434-MDD-234/2021 10.05.2021 27.05.2024 93/42/EWG CardioLight+ Holter System

LTDA

CARDIONOVUM GmbH 1434-MDD-377/2021 24.05.2021 27.05.2024 93/42/EWG Restore Plus DCB Paclitaxel Releasing PTCA Balloon
Catheter

CARDIONOVUM GmbH 1434-MDD-378/2021 24.05.2021 27.05.2024 93/42/EWG Restore Plus DCB Paclitaxel Releasing PTCA Balloon
Catheter

CARDIONOVUM GmbH - Bonn 1434-MDD-219/2020 19.05.2020 27.05.2024 93/42/EWG LEGFLOW OTW Paclitaxel Releasing Peripheral Ballon
Dilatation Catheter

CARDIONOVUM GmbH - Bonn 1434-MDD-218/2020 19.05.2020 27.05.2024 93/42/EWG LEGFLOW OTW Paclitaxel Releasing Peripheral Ballon
Dilatation Catheter

CARDIONOVUM GmbH - Bonn 1434-MDD-216/2020 19.05.2020 27.05.2024 93/42/EWG LEGFLOW RX Paclitaxel Releasing Peripheral Balloon
Dilatation Cathether

CARDIONOVUM GmbH - Bonn 1434-MDD-217/2020 19.05.2020 27.05.2024 93/42/EWG LEGFLOW RX Paclitaxel Releasing Peripheral Balloon
Dilatation Cathether

CARDIONOVUM GmbH - Bonn 1434-MDD-152/2021 28.03.2021 27.05.2024 93/42/EWG XLIMUS Sirolimus Eluting Coronary Stent System

CARDIONOVUM GmbH - Bonn 1434-MDD-151/2021 28.03.2021 27.05.2024 93/42/EWG XLIMUS Sirolimus Eluting Coronary Stent System

CARDIONOVUM SPOELKA Z OGRANICZONA 1434-MDD-131/2018 11.12.2018 10.12.2023 93/42/EWG APERTO OTW Paclitaxel releasing hemodialysis shunt

ODPOWIEDZIALNOSCIA balloon dilatation catherer

CARDIONOVUM SPOELKA Z OGRANICZONA 1434-MDD-132/2018 11.12.2018 10.12.2023 93/42/EWG APERTO OTW Paclitaxel releasing hemodialysis shunt

ODPOWIEDZIALNOSCIA balloon dilatation catherer

CARDIONOVUM SPOELKA Z OGRANICZONA 1434-MDD-333/2019 31.05.2019 30.05.2024 93/42/EWG RESTORE DEB Paclitaxel Releasing PTCA ballon catheter

ODPOWIEDZIALNOSCIA

CARDIONOVUM SPOEKA Z OGRANICZONA 1434-MDD-332/2019 31.05.2019 30.05.2024 93/42/EWG RESTORE DEB Paclitaxel Releasing PTCA ballon catheter

ODPOWIEDZIALNOSCIA

Cellabs Pty Ltd 1434-IVDD-412/2019 15.08.2019 14.08.2024 98/79/WE Chlamydia Cel IFA Kit - KC1

Chlamydia Cel Pn IFA Kit - KC3
Chlamydia Cel IFA Reagent - RC1

Chlamydia Cel Pn MAb Reagent - RC3




Chlamydia trachomatis Positive Control Slide - C
Anti-mouse FITC Reagent - RM
Mounting Fluid - RMF

Chlamydia pneumoniae Positive Control Slide - TW

CHEMA - ELEKTROMET SPOLDZIELNIA PRACY 1434-MDD-214/2021 21.05.2021 27.05.2024 93/42/EWG Chemaseal

CHEMA - ELEKTROMET SPOLDZIELNIA PRACY 1434-MDD-140/2021 21.05.2021 27.05.2024 93/42/EWG Chemaseal

CHEMA - ELEKTROMET SPOLDZIELNIA PRACY 1434-MDD-215/2021 18.05.2021 27.05.2024 93/42/EWG HA BIOCER granule, HT BIOCER

CHEMA - ELEKTROMET SPOLDZIELNIA PRACY 1434-MDD-216/2021 18.05.2021 27.05.2024 93/42/EWG wg zatgcznika

CHIYEWON CO. LTD 1434-MDD-274/2021 11.05.2021 27.05.2024 93/42/EWG Dental bone matrix implants
Brand names: Ti-oss®, Octabone®, Iceberg-oss™, ANGI-
0SS, Zion, TITAN-X, Trabe, Mega-oss Bovine, Xenogain,
Xenogain plus, Xenoform, Xenomaix, Rebomaix

CHIYEWON CO. LTD 1434-MDD-275/2021 11.05.2021 27.05.2024 93/42/EWG Dental bone matrix implants
Brand names: Ti-oss®, Octabone®, Iceberg-oss™, ANGI-
0SS, Zion, TITAN-X, Trabe, Mega-oss Bovine, Xenogain,
Xenogain plus, Xenoform, Xenomaix, Rebomaix

Chronos Imaging LLC 1434-MDD-046/2020 03.02.2020 18.09.2023 93/42/EWG AU200, AU200-C40, AU240, DA135 CT/e, DA165NP,
S532B, S532Q

CIGA HEALTHCARE LTD 1434-IVDD-424/2019 23.08.2019 12.12.2023 98/79/WE SFHS101-6

Closed Joint Stock Company "Medical enterprise | 1434-MDD-560/2019 15.11.2019 27.05.2024 93/42/EWG Silicone pessary: cervical perforated

Simurg"

Closed Joint Stock Company "Medical enterprise | 1434-MDD-561/2019 15.11.2019 27.05.2024 93/42/EWG Disposable obstetrical pessary (type-1) Disposable

Simurg" obstetrical pessary (type-2) Disposable obstetrical
pessary (type-3)Disposable silicone obstetrical pessary
(type-1) Disposable silicone obstetrical pessary (type-2)
Disposable silicone obstetrical pessary (type-3)

Closed Joint Stock Company "Medical enterprise | 1434-MDD-562/2019 15.11.2019 27.05.2024 93/42/EWG Silicone pessary: ring  Silicone pessary: thick ring

Simurg" Silicone pessary: blowl-shaped perforated Silicone
pessary: urethral  Silicone pessary: bowl-shaped
urthral Silicone pessary: hodge
Silicone pessary: cubic perforated
Silicone pessary: fungiform

CMR Surgical Ltd 1434-MDD-276/2021 17.05.2021 14.03.2024 93/42/EWG Needle Holder (Qty.1) - 10100




Fenestrated Grasper (Qty.1) - 10300
Curved Scissors (Qty.1) - 10500

Needle Holder (Qty.6) - 10101

Fenestrated Grasper (Qty.6) - 10301
Curved Scissors (Qty.6) - 10501

Versius Endoscopes 0° - 90908, 30° - 90907

MCS Insulating Sleeve Accessory 10001, Pack (Qty.12) -
10002

CMR Surgical Ltd 1434-MDD-420/2020 18.11.2020 14.03.2024 93/42/EWG Versius Surgical System

ColoLact A/S 1434-MDD-400/2020 29.10.2020 30.08.2022 93/42/EWG Breast pump with collection kit Model/type 10001

Concept Medical B.V. 1434-MDD-492/2019 16.10.2019 27.05.2024 93/42/EWG Sirolimus Coated Balloon Catheter, Sirolimus Coated
PTA Balloon Catheter

Concept Medical B.V. 1434-MDD-491/2019 16.10.2019 27.05.2024 93/42/EWG Sirolimus Coated Balloon Catheter, Sirolimus Coated
PTA Balloon Catheter

Concept Medical B.V. 1434-MDD-499/2019 16.10.2019 27.05.2024 93/42/EWG Sirolimus Coated Balloon Catheter, Brand name: Magic
Touch - AVF

Concept Medical B.V. 1434-MDD-500/2019 16.10.2019 27.05.2024 93/42/EWG Sirolimus Coated Balloon Catheter, Brand name: Magic
Touch - AVF

Concept Medical B.V. 1434-MDD-221/2020 27.05.2020 27.05.2024 93/42/EWG Sirolimus Coated PTA Balloon Catheter

Concept Medical B.V. 1434-MDD-220/2020 27.05.2020 27.05.2024 93/42/EWG Sirolimus Coated PTA Balloon Catheter

Concept Medical B.V. 1434-MDD-101/2021 26.02.2021 27.05.2024 93/42/EWG Midas PTA Dilatation Catheter

Concept Medical B.V. 1434-MDD-012/2021 07.01.2021 27.05.2024 93/42/EWG Sirolimus Eluting Coronary Stent System Brand Names :
Abluminus - AMI, Abluminus - DES+, Abluminus - DM,
Fusion, Future

Concept Medical B.V. 1434-MDD-011/2021 07.01.2021 27.05.2024 93/42/EWG Sirolimus Eluting Coronary Stent System Brand Names :
Abluminus - AMI, Abluminus - DES+, Abluminus - DM,
Fusion, Future

Concept Medical B.V. 1434-MDD-010/2021 07.01.2021 27.05.2024 93/42/EWG Sirolimus Coated Balloon Catheter Brand Name : Magic
Touch - ED

Concept Medical B.V. 1434-MDD-009/2021 07.01.2021 27.05.2024 93/42/EWG Sirolimus Coated Balloon Catheter Brand Name : Magic
Touch - ED

CURTIS HEALTH CAPS SP. Z O.0. 1434-MDD-239/2021 21.05.2021 27.05.2024 93/42/EWG Simethicone

CURTIS HEALTH CAPS SP. Z O.0. 1434-MDD-240/2021 21.05.2021 27.05.2024 93/42/EWG Simethicone




CURTIS HEALTH CAPS SP. Z O.0. 1434-MDD-224/2021 21.05.2021 26.05.2024 93/42/EWG Doz Product Simeticon Max
CURTIS HEALTH CAPS SP. Z 0.0. 1434-MDD-225/2021 21.05.2021 26.05.2024 93/42/EWG Doz Product Simeticon Max
CURTIS HEALTH CAPS SP. Z O.0. 1434-MDD-226/2021 21.05.2021 26.05.2024 93/42/EWG Symetykon 80 mg
CURTIS HEALTH CAPS SP. Z O.0O. 1434-MDD-227/2021 21.05.2021 26.05.2024 93/42/EWG Symetykon 80 mg
CURTIS HEALTH CAPS SP. Z O.0O. 1434-MDD-230/2021 21.05.2021 27.05.2024 93/42/EWG Symetykon 240 mg
CURTIS HEALTH CAPS SP.Z O.0O. 1434-MDD-231/2021 21.05.2021 27.05.2024 93/42/EWG Symetykon 240 mg
CURTIS HEALTH CAPS SP. Z O.0. 1434-MDD-233/2021 21.05.2021 27.05.2024 93/42/EWG Symetykon Max
CURTIS HEALTH CAPS SP. Z O.0. 1434-MDD-232/2021 21.05.2021 27.05.2024 93/42/EWG Symetykon Max
CURTIS HEALTH CAPS SP. Z O.0. 1434-MDD-229/2021 21.05.2021 27.05.2024 93/42/EWG Simethicone 240 mg
CURTIS HEALTH CAPS SP. Z O.0. 1434-MDD-228/2021 21.05.2021 27.05.2024 93/42/EWG Simethicone 240 mg
Dalim Tissen Co., Ltd 1434-MDD-255/2020 15.06.2020 27.05.2024 93/42/EWG CollaStat
Dalim Tissen Co., Ltd 1434-MDD-256/2020 15.06.2020 27.05.2024 93/42/EWG CollaStat
Dalim Tissen Co., Ltd 1434-MDD-257/2929 15.06.2020 27.05.2024 93/42/EWG Collabarrier
Dalim Tissen Co., Ltd 1434-MDD-258/2020 15.06.2020 27.05.2024 93/42/EWG Collabarrier
DENFLEX INC 1434-MDD-308/2021 19.05.2021 27.05.2024 93/42/EWG Endodontic files
DERMOAROMA ITALY SRL 1343-MDD-313/2021 18.05.2021 27.05.2024 93/42/EWG HYALURONIC ACID INTRADERMAL FILLER
DERMOAROMA ITALY SRL 1434-MDD-314/2021 18.05.2021 27.05.2024 93/42/EWG HYALURONIC ACID INTRADERMAL FILLER
DESU MEDIKAL URUNLER VE TIBBI CIHAZLAR 1434-MDD-286/2020 09.07.2020 27.05.2024 93/42/EWG Collagen Based Dural Graft
SAN.VETIC. AS.
Collagen Based Dural Graft
DESU MEDIKAL URUNLER VE TIBBI CIHAZLAR 1434-MDD-285/2020 09.07.2020 27.05.2024 93/42/EWG Collagen Based Dural Graft
SAN. VETIC. AS.
Collagen Based Dural Graft
DESU MEDIKAL URUNLER VE TIBBI CIHAZLAR 1434-MDD-330/2021 20.05.2021 27.05.2024 93/42/EWG DEBONE® Collagen-Based Bone Graft Including

SAN. VETIC. AS.

Calcium Phosphate




DESU MEDIKAL URUNLER VE TIBBI CIHAZLAR 1434-MDD-329/2021 20.05.2021 27.05.2024 93/42/EWG DEBONE® Collagen-Based Bone Graft Including
SAN.VETIC. AS. Calcium Phosphate
Dexlevo Inc. 1434-MDD-343/2021 20.05.2021 27.05.2024 93/42/EWG INIBLANC
Dexlevo Inc. 1434-MDD-342/2021 20.05.2021 27.05.2024 93/42/EWG INIBLANC
Diagnostics for the Real World Ltd. 1434-IVDD-138/2021 16.03.2021 27.05.2024 98/79/WE SAMBA HIV-1 Semi-Q Test - Part Number 4100-12
Diagnostics for the Real World Ltd. 1434-IVDD-137/2021 16.03.2021 27.05.2024 98/79/WE SAMBA HIV-1 Semi-Q Test - Part Number 4100-12
Digital Diagnostics Inc. 1434-MDD-417/2020 13.11.2020 22.04.2024 93/42/EWG IDx-DR
Direct Healthcare Group Limited 1434-MDD-302/2020 11.08.2020 16.06.2023 93/42/EWG Dyna-Form Mercury Advance
Dyna-Form Mercury Advance Bari Width Adjustable
Mercury Advance SMARTcare
Dyna-Form Air Suresse
Dyna Form Mercury Advance Community
DO-ALL CORP 1434-MDD-365/2020 07.10.2020 27.05.2024 93/42/EWG Multi needle
Eclipse Medical Co,. Ltd 1434-MDD-176/2021 16.04.2021 27.05.2024 93/42/EWG ChekFLO Vascular Plug
(zmiana zgtoszona na jednym wniosku obejmujgca
réwniez wyréb medyczny OMEGA LAA Occluder)
Eclipse Medical Co,. Ltd 1434-MDD-177/2021 16.04.2021 27.05.2024 93/42/EWG ChekFLO Vascular Plug
(zmiana zgtoszona na jednym wniosku obejmujgca
réwniez wyrob medyczny OMEGA LAA Occluder)
Eclipse Medical Co,. Ltd 1434-MDD-179/2021 16.04.2021 27.05.2024 93/42/EWG OMEGA LAA Occluder
(zmiana zgtoszona na jednym wniosku obejmujgca
réwniez wyréb medyczny ChekFLO Vascular Plug)
Eclipse Medical Co,. Ltd 1434-MDD-178/2021 16.04.2021 27.05.2024 93/42/EWG OMEGA LAA Occluder
(zmiana zgtoszona na jednym wniosku obejmujgca
réwniez wyrob medyczny ChekFLO Vascular Plug)
EKO-STYL RENTAL SPOLKA Z OGRANICZONA 1434-MDD-272/2021 21.05.2021 27.05.2024 93/42/EWG Fartuch operacyjny w pakiecie sterylnym

ODPOWIEDZIALNOSCIA SPOLKA
KOMANDYTOWA




EKO-STYL RENTAL SPOEKA Z OGRANICZONA 1434-MDD-273/2021 21.05.2021 27.05.2024 93/42/EWG Uniwersalny zestaw serwet operacyjnych
ODPOWIEDZIALNOSCIA SPOLKA
KOMANDYTOWA
Electromedical Products International, Inc. 1434-MDD--269/2019 29.04.2019 12.09.2023 93/42/EWG Alpha-Stim AID
Alpha-Stim M
Elegant Dent Ltd 1434-MDD-008/2020 27.01.2020 27.05.2024 93/42/EWG Modelling liquid
Elegant Dent Ltd 1434-MDD-158/2021 30.04.2021 27.05.2024 93/42/EWG Dental ceramics powders - metal and zirconia
Elevate Scientific Private Limited 1434-MDD-279/2021 17.05.2021 27.05.2024 93/42/EWG Radiopaque Gelified Ethanol, Brand name: Absolute Gel
Elevate Scientific Private Limited 1434-MDD-280/2021 17.05.2021 27.05.2024 93/42/EWG Radiopaque Gelified Ethanol, Brand name: Absolute Gel
EM-MED SPOEKA Z OGRANICZONA 1434-MDD-185/2021 11.05.2021 27.05.2024 93/42/EWG TrueCool
ODPOWIEDZIALNOSCIA SPOLKA
KOMANDYTOWA
Endocor GmbH & Co.KG 1434-MDD-402/2021 24.05.2021 27.05.2024 93/42/EWG SEQUENCE FLEX
Endocor GmbH & Co.KG 1434-MDD-403/2021 24.05.2021 27.05.2024 93/42/EWG SEQUENCE FLEX
Endocor GmbH & Co.KG 1434-MDD-407/2021 24.05.2021 27.05.2024 93/42/EWG CARDIOGLIDE
Endocor GmbH & Co.KG 1434-MDD-408/2021 24.05.2021 27.05.2024 93/42/EWG CARDIOGLIDE
Endocor GmbH & Co.KG 1434-MDD-406/2021 24.05.2021 27.05.2024 93/42/EWG SERENITY
Endocor GmbH & Co.KG 1434-MDD-364/2021 24.05.2021 09.07.2023 93/42/EWG ENDOGLIDE
Endocor GmbH & Co.KG 1434-MDD-404/2021 24.05.2021 27.05.2024 93/42/EWG AVANT PLUS
Endocor GmbH & Co.KG 1434-MDD-405/2021 24.05.2021 27.05.2024 93/42/EWG AVANT PLUS
ENDOPERFECTION Ltd 1434-MDD-073/2021 08.02.2021 27.05.2024 93/42/EWG Barbed Broach

Gates Gliddens

K-files

K-files, H-files, C-files, non-sterile

Pluggers




Hand reamers
Peeso Reamers

Rotary reamers

VaryFlex Taper Regular

VaryFlex Taper Flex

VaryFlex Taper Ultra Flex

VaryFlex Reciprocating

VaryFlex Gilde

VaryFlex Taper Regular, non-sterile
VaryFlex Taper Flex, non-sterile
VaryFlex Taper Ultra Flex, non-sterile
VaryFlex Reciprocating, non-sterile
VaryFlex Guide, non-sterile

K-files, H-files, C-files, non-sterile

Lentulo

Spreaders

Envision Scientiflc Pvt. Ltd.

1434-MDD-014/2021

07.01.2021

27.05.2024

93/42/EWG

Sirolimus Eluting Coronary Stent System

Brand name: Abluminus, Mitigator, Nostrum




Envision Scientiflc Pvt. Ltd. 1434-MDD-013/2021 07.01.2021 27.05.2024 93/42/EWG Sirolimus Eluting Coronary Stent System
Brand name: Abluminus, Mitigator, Nostrum

Envision Scientiflc Pvt. Ltd. 1434-MDD-022/2021 07.01.2021 27.05.2024 93/42/EWG Sirolimus Coated Balloon Catheter Brand names:
Magic Touch, Devoir & Vanquisher

Envision Scientiflc Pvt. Ltd. 1434-MDD-021/2021 07.01.2021 27.05.2024 93/42/EWG Sirolimus Coated Balloon Catheter Brand names:
Magic Touch, Devoir & Vanquisher

Eoflow Co., Ltd 1434-MDD-369/2021 24.05.2021 27.05.2024 93/42/EWG GlucoMen Day PUMP, Model: Patch (IDU200A) +
ADM(IL100A2) or Narsha (IM100A / IM100Ai)

EPIC MEDICAL SPOLKA Z OGRANICZONA 1434-MDD-044/2019 18.03.2019 17.03.2024 93/42/EWG Profisyn 70 szwy chirurgiczne wchtanialne PGLA

ODPOWIEDZIALNOSCIA plecione-syntetyczne-powlekane

EPIC MEDICAL SPOLKA Z OGRANICZONA 1434-MDD-045/2019 18.03.2019 17.03.2024 93/42/EWG Profisyn 70 szwy chirurgiczne wchtanialne PGLA

ODPOWIEDZIALNOSCIA plecione-syntetyczne-powlekane

EPIC MEDICAL SPOLKA Z OGRANICZONA 1434-MDD-468/2019 17.09.2019 27.05.2024 93/42/EWG Profilon Szwy chirurgiczne - niewchtanialne -

ODPOWIEDZIALNOSCIA syntetyczne - poliamidowe - monofilamentowe

EPIC MEDICAL SPOLKA Z OGRANICZONA 1434-MDD-463/2019 17.09.2019 27.05.2024 93/42/EWG Prorapid

ODPOWIEDZIALNOSCIA

EPIC MEDICAL SPOLKA Z OGRANICZONA 1434-MDD-462/2019 17.09.2019 27.05.2024 93/42/EWG Prorapid

ODPOWIEDZIALNOSCIA

EPIC MEDICAL SPOLKA Z OGRANICZONA 1434-MDD-465/2019 17.09.2019 27.05.2024 93/42/EWG Prolonex

ODPOWIEDZIALNOSCIA

EPIC MEDICAL SPOLKA Z OGRANICZONA 1434-MDD-464/2019 17.09.2019 27.05.2024 93/42/EWG Prolonex

ODPOWIEDZIALNOSCIA

EPIC MEDICAL SPOLKA Z OGRANICZONA 1434-MDD-467/2019 17.09.2019 27.05.2024 93/42/EWG Medilen

ODPOWIEDZIALNOSCIA

EPIC MEDICAL SPOLKA Z OGRANICZONA 1434-MDD-466/2019 17.09.2019 27.05.2024 93/42/EWG Medilen

ODPOWIEDZIALNOSCIA

Equipmed USA LCC 1434-MDD-195/2021 28.04.2021 27.05.2024 93/42/EWG Dermapen 4
DP4

EUCATECH AG 1434-MDD-216/2019 25.04.2019 24.04.2024 93/42/EWG CC Flex

EUCATECH AG 1434-MDD-217/2019 25.04.2019 24.04.2024 93/42/EWG CC Flex

EUCATECH AG 1434-MDD-334/2019 01.06.2019 31.05.2024 93/42/EWG euca AC

EUCATECH AG 1434-MDD-335/2019 01.06.2019 31.05.2024 93/42/EWG euca AC

EUCATECH AG 1434-MDD-585/2019 20.12.2019 20.05.2024 93/42/EWG RESISTANT XL

EUCATECH AG 1434-MDD-586/2019 20.12.2019 27.05.2024 93/42/EWG RESISTANT XL

EUCATECH AG 1434-MDD-290/2019 14.05.2019 13.05.2024 93/42/EWG Support C Paclitaxel Coated PTCA Catheter

EUCATECH AG 1434-MDD-291/2019 14.05.2019 13.05.2024 93/42/EWG Support C Paclitaxel Coated PTCA Catheter




EUCATECH AG 1434-MDD-407/2019 09.08.2019 08.08.2024 93/42/EWG euca VI
EUCATECH AG 1434-MDD-406/2019 09.08.2019 08.08.2024 93/42/EWG euca VI
EUCATECH AG 1434-MDD-401/2019 09.08.2019 10.08.2022 93/42/EWG Support
EUCATECH AG 1434-MDD-118/2020 17.04.2020 27.05.2024 93/42/EWG Support L
EUCATECH AG 1434-MDD-119/2020 17.04.2020 27.05.2024 93/42/EWG Support L
EUCATECH AG 1434-MDD-117/2020 17.04.2020 10.08.2022 93/42/EWG Support
EUCATECH AG 1434-MDD-116/2020 17.04.2020 08.08.2024 93/42/EWG euca PWsv
EUCATECH AG 1434-MDD-115/2020 17.04.2020 08.08.2024 93/42/EWG euca PW
EUCATECH AG 1434-MDD-301/2020 28.07.2020 27.05.2024 93/42/EWG Peripheral Sefl-Expandable Stent System
EUCATECH AG 1434-MDD-300/2020 28.07.2020 27.05.2024 93/42/EWG PTA Stent System
EUCATECH AG 1434-MDD-067/2021 05.02.2021 27.05.2024 93/42/EWG GENIUS
Coronary Stent System with Sirolimus Drug Coating
GENIUS
Coronary Stent System with Sirolimus Drug Coating
EUCATECH AG 1434-MDD-066/2021 05.02.2021 27.05.2024 93/42/EWG GENIUS
Coronary Stent System with Sirolimus Drug Coating
GENIUS
Coronary Stent System with Sirolimus Drug Coating
EUCATECH AG 1434-MDD-041/2021 22.01.2021 27.05.2024 93/42/EWG OPTIMA

PTCA Balloon Dilatation Catheter




OPTIMA

PTCA Balloon Dilatation Catheter

EUCATECH AG 1434-MDD-040/2021 22.01.2021 27.05.2024 93/42/EWG OPTIMA
PTCA Balloon Dilatation Catheter
OPTIMA
PTCA Balloon Dilatation Catheter
EUCATECH AG 1434-MDD-064/2021 05.02.2021 24.04.2024 93/42/EWG eucalLimus

Coronary Stent System with Sirolimus Drug Coating

eucaLimus Coronary Stent System with Sirolimus Drug
Coating

eucalLimus

Coronary Stent System with Sirolimus Drug Coating




eucaLimus Coronary Stent System with Sirolimus Drug
Coating

EUCATECH AG

1434-MDD-065/2021

05.02.2021

24.04.2024

93/42/EWG

eucalimus

Coronary Stent System with Sirolimus Drug Coating

eucaLimus Coronary Stent System with Sirolimus Drug
Coating

eucalimus

Coronary Stent System with Sirolimus Drug Coating




eucaLimus Coronary Stent System with Sirolimus Drug
Coating

EUCATECH AG 1434-MDD-199/2021 26.04.2021 27.05.2024 93/42/EWG VITUS Paclitaxel coated PTA Catheter
EUCATECH AG 1434-MDD-198/2021 26.04.2021 27.05.2024 93/42/EWG VITUS Paclitaxel coated PTA Catheter
EUCATECH AG 1434-MDD-196/2021 26.04.2021 27.05.2024 93/42/EWG HELIOS Paclitaxel coated PTCA Catheter
EUCATECH AG 1434-MDD-197/2021 26.04.2021 27.05.2024 93/42/EWG HELIOS Paclitaxel coated PTCA Catheter
EUROCOR Tech GmbH 1434-MDD-238/2021 17.05.2021 27.05.2024 93/42/EWG Eurolimus - Sirolimus Eluting Coronary Stent System
EUROCOR Tech GmbH 1434-MDD-237/2021 17.05.2021 27.05.2024 93/42/EWG Eurolimus - Sirolimus Eluting Coronary Stent System
EUROCOR Tech GmbH 1434-MDD-029/2020 06.02.2020 27.05.2024 93/42/EWG Paclitaxel eluting PTA balloon catheter FREEWAY™ 014
EUROCOR Tech GmbH 1434-MDD-030/2020 06.02.2020 27.05.2024 93/42/EWG Paclitaxel eluting PTA balloon catheter FREEWAY™ 014
EUROCOR Tech GmbH 1434-MDD-031/2020 06.02.2020 27.05.2024 93/42/EWG DIOR Paclitaxel eluting PTCA balloon catheter
EUROCOR Tech GmbH 1434-MDD-032/2020 06.02.2020 27.05.2024 93/42/EWG DIOR Paclitaxel eluting PTCA balloon catheter
EUROCOR Tech GmbH 1434-MDD-034/2020 06.02.2020 27.05.2024 93/42/EWG Paclitaxel eluting PTA balloon catheter FREEWAY™ 035
EUROCOR Tech GmbH 1434-MDD-033/2020 06.02.2020 27.05.2024 93/42/EWG Paclitaxel eluting PTA balloon catheter FREEWAY™ 035
Excalibur Healthcare Services Limited 1434-IVDD-473/2021 20.10.2021 27.05.2024 98/79/WE RAPID SARS-CoV-2 ANTIGEN SYSTEM for self-testing
EXCEL OPTICS (P) LIMITED 1434-MDD-352/2021 24.05.2021 27.05.2024 93/42/EWG Injector & Cartridge
EXCEL OPTICS (P) LIMITED 1434-MDD-351/2021 24.05.2021 27.05.2024 93/42/EWG Intraocular lenses, capsular tension ring & corneal ring
Exergen Corporation 1434-MDD-387/2021 21.05.2021 24.05.2024 93/42/EWG TAT-2000-EC
TAT-2000C-EC
TAT-5000S-XXXXX-YY
TAT-5000S-232EP
TAT-5000S-RS232-PH
FCU Co., Ltd 1434-MDD-365/2021 20.05.2021 27.05.2024 93/42/EWG Sonovation1L/ SOFRA1L/ Sonoinfra1l/ Dr.SAFE/
ACUFRIEND/ ACUGUIDE/ ACUWAY/ AcuViz Pocket/ Sono
Cloud 1/ eZono1000/ eZ1L
Flotec Inc 1434-MDD-289/2021 18.05.2021 27.10.2022 93/42/EWG Flowmeter

Mass Casualty Assembly

RW Regulator




InGage Regulator

FLOWSION A/S 1434-MDD-182/2021 18.05.2021 24.07.2024 93/42/EWG Glycostat

FLOWSION A/S 1434-MDD-184/2021 18.05.2021 27.05.2024 93/42/EWG Glycostat measurement probe accessory

FLOWSION A/S 1434-MDD-183/2021 18.05.2021 27.05.2024 93/42/EWG Glycostat measurement probe accessory

Focus Surgery Inc. 1434-MDD-264/2019 26.04.2019 15.03.2023 93/42/EWG Sonablate Insertion Pack (REF 404-13500-0001)
Sonatherm Insertion Pack (REF 404-13000-0000)

Focus Surgery Inc. 1434-MDD-265/2019 26.04.2019 15.03.2023 93/42/EWG Sonablate
Sonatherm

FREY SPOLKA JAWNA 1434-MDD-115/2018 16.11.2018 15.11.2023 93/42/EWG Perymetr komputerowy AP-50

FREY SPOLKA JAWNA 1434-MDD-482/2019 25.10.2019 27.05.2024 93/42/EWG Perymetr komputerowy AP-250

FREY SPOLKA JAWNA 1434-MDD-312/2021 21.05.2021 21.06.2023 93/42/EWG Tonometr bezkontaktowy TN-100
Tonometr bezkontaktowy TNP-200

FREY SPOLKA JAWNA 1434-MDD-311/2021 20.05.2021 21.06.2023 93/42/EWG Perymetr komputerowy AP-300
Perymetr komputerowy AP-600

G&G Contact Lens 1434-MDD-464/2020 28.12.2020 31.01.2024 93/42/EWG Soft contact lens, daily wear

Genedrive Diagnostics Ltd 1434-IVvDD-106/2019 08.04.2019 03.09.2022 98/79/WE Genedrive® HCV ID Kit ID-HCV-03

Genedrive Diagnostics Ltd 1434-IvDD-107/2019 08.04.2019 03.09.2022 98/79/WE Genedrive ® HCV ID Kit - ID-HCV-03

Genrui Biotech Inc. 1434-IVDD-487 13.11.2021 27.05.2024 98/79/WE SARS-CoV-2 Antigen Test Kit (Colloidal Gold)

GETEIN Biotech, Inc. 1434-IVDD-447/2021 30.07.2021 27.05.2025 98/79/WE One Step Test for SARS-CoV-2 Antigen (Colloidal Gold)

GOFARM Spétka z ograniczong 1434-MDD-184/2020 20.05.2020 27.05.2024 93/42/EWG Aurin OTODROP; CLEAR WAX; VIVO EAR DROPS;

odpowiedzialnoscig Spétka komandytowa WAXIVID; GO WELL KROPLE DO USUWANIA
WOSKOWINY USZNEJ; GO WELL SPRAY DO USUWANIA
WOSKOWINY USZNE]J; MEDEVSON OTX SPRAY FOR EAR
HYGIENE; OTOSEPT /

GOFARM Spotka z ograniczong 1434-MDD-107/2020 10.04.2020 27.05.2024 93/42/EWG Ice spray, Go Protect Ice Spray, Ice spray Apteo,

odpowiedzialnoscig Spétka komandytowa Medevson Ice Spray, Vitro Ice, Vidicare Ice spray,
Mobilin Ice spray, NutraFlex Ice spray

GOFARM Spotka z ograniczong 1434-MDD-350/2021 18.05.2021 27.05.2024 93/42/EWG Herbitussin® Tuse Spray

odpowiedzialnoscig Spétka komandytowa




GOFARM Spotka z ograniczong
odpowiedzialnoscig Spétka komandytowa

1434-MDD-196/2020

20.05.2020

27.05.2024

93/42/EWG

RINOMAR FRESH, GO WELL HIPERTONICZNA WODA
MORSKA FRESH, SINULES SEAWATER, SINULAN AQUA,
+,RHENOVID HYPERTONIC, ATLANTIC HYPER ALO SPRAY

GOFARM Spotka z ograniczong
odpowiedzialnoscig Spétka komandytowa

1434-MDD-195/2020

20.05.2020

27.05.2024

93/42/EWG

RINOMAR HYDRO; PNEUMOLAN BABY AQUA +;
RHENOVID HA; HYALO ATLANTIC SPRAY;STARIMERE;
NASUSTM + ACDIO HIALURONICO; GO WELL
IZOTONICZNA WODA MORSKA HYDRO; MEDEVSON
RHINNUS , ISOTONIC NASAL SPRAY +

GOFARM SPOLKA Z OGRANICZONA
ODPOWIEDZIALNOSCIA SPOLKA
KOMANDYTOWA

1434-MDD-202/2020

20.05.2020

27.05.2024

93/42/EWG

Zestaw do ptukania nosa i zatok, GO WELL ZESTAW DO
PLUKANIA NOSA | ZATOK; IRIGO; ZESTAW DO
PEUKANIA NOSA | ZATOK APTEO; NASUSTM KIT; STEP
NASAL KIT; ZESTAW DO PLUKANIA NOSA | ZATOK KIDS;
GO WELL ZESTAW DO PLUKANIA NOSA | ZATOK KIDS.

GOFARM Spoétka z ograniczong
odpowiedzialnoscig Spétka komandytowa

1434-MDD-185/2020

20.05.2020

27.05.2024

93/42/EWG

Aurin aloeGO WELL KROPLE DO USUWANIA
WOSKOWINY USZNE] ALOE; GO WELL SPRAY DO
USUWANIA WOSKOWINY USZNE] ALOE; APOHEALTH
EAR WAX DROPS; CHEMISTS" OWN EAR WAX REMOVAL
DROPS; BLOOMS THE CHEMIST EAR WAX DROPS;
AMCAL WAX REMOVAL EAR DROPS; PHARMACY
CHOICE® EAR WAX REMOVAL DROPS; PHARMACY
HEALTH EAR WAX REMOVAL DROPS; PRICELINE EAR
WAX REMOVAL DROPS; TERRYWHITE CHEMMART EAR
WAX REMOVAL DROPS.

GOFARM Spoétka z ograniczong
odpowiedzialnoscig Spétka komandytowa

1434-MDD-189/2020

20.05.2020

27.05.2024

93/42/EWG

Hialusept syrop HIALUSEPT SYROP; GO WELL
NAWILZAJACY SYROP; VIVO THROAT SYRUP; SCANDI
SYROP; SYROP ISLANDZKI MEDIC +; SYROP Z
POROSTEM ISLANDZKIM BIOCANTO PHARMA

GOFARM Spotka z ograniczong
odpowiedzialnoscig Spétka komandytowa

1434-MDD-200/2020

26.06.2020

27.05.2024

93/42/EWG

Specjalistyczny krem do rak i st6p KREM DO
POSTEPOWANIA W SYNDROMIE REKA STOPA; ONCOVID
HFS; IMMUFEN ONCO HAND-FOOD SYNDROME CREAM;
ONCONECT CREMA CALMANTA PETRU SINDROMUL
MANA-PICIOR; TREATOULCER; ONCOYA KREM DO
POSTEPOWANIA W ZESPOLE REKA-STOPA; ONCOMED®
KREM DO POSTEPOWANIA W SYNDROMIE REKA-STOPA;
BREATH OF LIFE SOOTHING CREAM FOR COURSE OF
HAND AND FOOT SYNDROME (BREATH OF LIFE Kpem
411 BMEHLLEHHS MPOSIBNEHHS J0OHHO-MIA0LLOBHOI0O
CUHAPOMY)




GOFARM Spétka z ograniczong 1434-MDD-192/2020 20.05.2020 27.05.2024 93/42/EWG Rinoil fresh RINOIL FRESH; GO WELL OLEJOWY SPRAY
odpowiedzialnoscig Spétka komandytowa DO NOSA MED; VIVO NASAL PLUS; NOSIOCARE
GOFARM SPOLKA Z OGRANICZONA 1434-MDD-193/2020 20.05.2020 27.05.2024 93/42/EWG Rinoil mas¢ do nosa GO WELL MASC DO NOSA;
ODPOWIEDZIALNOSCIA SPOLKA KATAREK NAWILZAJACA MASC DO NOSA Z
KOMANDYTOWA PREBIOTYKIEM; NOSTRIVID OINTMENT; VIVO NASALT;
MEDEVSON RHINNIS NASAL OINTMENT
GOFARM Spotka z ograniczong 1434-MDD-326/2020 02.09.2020 27.05.2024 93/42/EWG Aurin Olivo
odpowiedzialnoscig Spétka komandytowa
GOFARM Spétka z ograniczong 1434-MDD-331/2020 02.09.2020 27.05.2024 93/42/EWG Woda morska hipertoniczna ORCA Powered by the sea,
odpowiedzialnoscig Spétka komandytowa Hypertonic
GOFARM Spétka z ograniczong 1434-MDD-354/2020 25.09.2020 27.05.2024 93/42/EWG Woda morska izotoniczna 30 ml
odpowiedzialnoscig Spétka komandytowa
Rinomar (Woda morska z glicerolem)
GOFARM Spotka z ograniczong 1434-MDD-377/2020 14.10.2020 27.05.2024 93/42/EWG Nos spray nawilzajacy olej do nosa Apteo
odpowiedzialnoscig Spétka komandytowa
GOFARM Spotka z ograniczong 1434-MDD-402/2020 30.10.2020 27.05.2024 93/42/EWG Specjalistyczny zel na skore
odpowiedzialnoscig Spétka komandytowa
GOFARM Spétka z ograniczong 1434-MDD-434/2020 01.12.2020 21.07.2023 93/42/EWG Zel dopochwowy
odpowiedzialnoscig Spétka komandytowa
GOFARM Spétka z ograniczong 1434-MDD-460/2020 22.12.2020 27.05.2024 93/42/EWG Hialusept blackcurrant
odpowiedzialnoscig Spétka komandytowa
GOFARM Spotka z ograniczong 1434-MDD-461/2020 22.12.2020 27.05.2024 93/42/EWG woda morska izotoniczna
odpowiedzialnoscig Spétka komandytowa
GOFARM Spétka z ograniczong 1434-MDD-093/2021 16.02.2021 27.05.2024 93/42/EWG Hialusept spray
odpowiedzialnoscig Spétka komandytowa
Goldsite Diagnostics Inc. 1434-IVDD-483/2021 10.11.2021 27.05.2024 98/79/WE SARS-CoV-2 Antigen Kit (Colloidal Gold)
GOMI MIROSEAW OPIELA 1434-MDD-137/2019 29.04.2019 18.03.2023 93/42/EWG Ciekty Azot medyczny 5,0 GOMI
Grena Biomed Limited 1434-MDD-081/2021 10.02.2021 27.05.2024 93/42/EWG NE X Glue Surgical Adhesive
Grena Biomed Limited 1434-MDD-080/2021 10.02.2021 27.05.2024 93/42/EWG NE X Glue Surgical Adhesive
Grena Biomed Limited 1434-MDD-079/2021 10.02.2021 27.05.2024 93/42/EWG NE "X Glue Surgical Adhesive
Grena Biomed Limited 1434-MDD-078/2021 10.02.2021 27.05.2024 93/42/EWG 4SEAL Hemostatic powder
Grena Biomed Limited 1434-MDD-077/2021 10.02.2021 27.05.2024 93/42/EWG 4SEAL Hemostatic powder
Grifols Diagnostics Solutions Inc. 1434-IVDD-222/201 26.04.2019 13.06.2022 98/79/WE Procleix Ultrio Elite Assay - 303330

Procleix Ultrio Elite HIV, HCV and HBV Discriminatory
Probe Reagents - 303334




Procleix Ultrio Elite Target Enhancer Reagent - 303331
Procleix Ultrio Elite Negative Calibrators - 303333
Procleix Ultrio Elite Positive Calibrators - 303332
Procleix Ultrio Elite Assay Calibrators Kit - 303719
Procleix Ultrio Elite Target Enhancer Reagent - 303722
Procleix Ultrio Elite Assay - 303715

Procleix Ultrio Elite Assay Calibrators Kit - 303723

Grifols Diagnostics Solutions Inc.

1434-IVDD-223/2019

26.04.2019

13.06.2022

98/79/WE

Procleix Ultrio Elite Assay - 303330

Procleix Ultrio Elite HIV, HCV and HBV Discriminatory
Probe Reagents - 303334

Procleix Ultrio Elite Target Enhancer Reagent - 303331
Procleix Ultrio Elite Negative Calibrators - 303333
Procleix Ultrio Elite Positive Calibrators - 303332
Procleix Ultrio Elite Assay Calibrators Kit - 303719
Procleix Ultrio Elite Target Enhancer Reagent - 303722
Procleix Ultrio Elite Assay - 303715

Procleix Ultrio Elite Assay Calibrators Kit - 303723

Grifols Diagnostics Solutions Inc.

1434-IVDD-025/2021

13.01.2021

27.05.2024

98/79/WE

Procleix UltrioPlex E Assay

Grifols Diagnostics Solutions Inc.

1434-IVDD-026/2021

13.01.2021

27.05.2024

98/79/WE

Procleix UltrioPlex E Assay

Guilin Refine Medical Instrument Co., Ltd.

1434-MDD-181/2020

15.05.2020

20.05.2023

93/42/EWG

Ultrasonic Scaler Model:

N2000, N2000L, N3000, N3000L, V2000, V2000L, V3000,
V3000L,

MaxPiezo3, MaxPiezo3+, MaxPiezo5, MaxPiezo5+,
MaxPiezo6, MaxPiezo6+,




MaxPiezo7, MaxPiezo7+, DS3, DS3+, DS5, DS5+, DS6.
DS6+, DS7, DS7+;

Handpiece Model: HP-3H, HP-5L, HS-7H, HS-7L;

Tips model: 201, 202, 203, A1, A2, EO, E1, E10, E10D,
E11, E11D, E12D,

E14, E14D, E15, E15D, E2, E3, E3D, E4, E4D, E5, E5D, E6,
E7, ES, E9,

EDO, ED1, ED10, ED10D, ED11, ED11D, ED12D, ED14,
ED14D, ED15, ED15D,

ED2, ED3, ED3D, ED4, ED4D, ED5, ED5D, ED6, ED7, EDS,
ED9, EKS, ESO,

ES1, ES10, ES11, ES14, ES15, ES2, ES3, ES4, ES5, ESS,
ES9, G1, G10,

G11, G12, G2, G20, G21, G28, G3, G30, G31, G32, G33,
G4, G5, G6, G7,

G8, G9, GC1, GC2, GD1, GD10, GD12, GD2, GD20, GD21,
GD28, GD3, GD30,

GD31, GD32, GD33, GD4, GD5, GD6, GD7, GD8, GD9,
GK1, GK2, GK3, GK4,

GKS5, GK6, GK7, GS1, GS2, GS3, GS4, GS5, GS6, GS7, GS8,
GS9, P1, P10,

P11, P12, P14L, P14R, P18, P2, P20, P20L, P20R, P21L,
P21R, P22L, P22R,

P2L, P2LD, P2R, P2RD, P3, P3D, P4, P4D, P5, P6, P7, P8,
PC1, PD1, PD10,




PD11, PD12, PD14L, PD14R, PD18, PD2, PD20, PD20L,
PD20R, PD21L, PD21R,

PD22L, PD22R, PD2L, PD2LD, PD2R, PD2RD, PD3, PD3D,
PD4, PD4D, PD5, PD6,

PD7, PD8, PS1, PS3, PS3D, PS4, PS4D, SB1, SB2, SB3,
SBD1, SBD2, SBD3, SBDL, SBDR, SBL, SBR

HAGMED SPOtKA Z OGRANICZONA
ODPOWIEDZIALNOSCIA SPOLKA
KOMANDYTOWA

1434-MDD-052/2019

15.04.2019

14.04.2024

93/42/EWG

Elektrody do resektoskopii

HAGMED SPOLKA Z OGRANICZONA
ODPOWIEDZIALNOSCIA SPOLKA
KOMANDYTOWA

1434-MDD-051/2019

15.04.2019

14.04.2024

93/42/EWG

Elektrody do czasowej stymulacji serca

HAGMED SPOtKA Z OGRANICZONA
ODPOWIEDZIALNOSCIA SPOLKA
KOMANDYTOWA

1434-MDD-050/2019

15.04.2019

14.04.2024

93/42/EWG

Elektrody do czasowej stymulacji serca

HAGMED SPOtKA Z OGRANICZONA
ODPOWIEDZIALNOSCIA SPOLKA
KOMANDYTOWA

1434-MDD-056/2019

15.04.2019

14.04.2024

93/42/EWG

Aplikatory do pobierania wymazéw

HAGMED SPOLKA Z OGRANICZONA
ODPOWIEDZIALNOSCIA SPOLKA
KOMANDYTOWA

1434-MDD-053/2019

15.04.2019

14.04.2024

93/42/EWG

Cewniki naczyniowe do embolektomii

HAGMED SPOLKA Z OGRANICZONA
ODPOWIEDZIALNOSCIA SPOLKA
KOMANDYTOWA

1434-MDD-048/2019

15.04.2019

14.04.2024

93/42/EWG

Elektrody diagnostyczne do badan
elektrofizjologicznych serca

HAGMED SPOtKA Z OGRANICZONA
ODPOWIEDZIALNOSCIA SPOLKA
KOMANDYTOWA

1434-MDD-049/2019

15.04.2019

14.04.2024

93/42/EWG

Elektrody diagnostyczne do badan
elektrofizjologicznych serca

HAGMED SPOtKA Z OGRANICZONA
ODPOWIEDZIALNOSCIA SPOLKA
KOMANDYTOWA

1434-MDD-055/2019

15.04.2019

14.04.2024

93/42/EWG

Sterylne pateczki bawetniane

HAGMED SPOLKA Z OGRANICZONA
ODPOWIEDZIALNOSCIA SPOLKA
KOMANDYTOWA

1434-MDD-576/2019

16.12.2019

27.05.2024

93/42/EWG

Elektrody ablacyjne

HAGMED SPOtKA Z OGRANICZONA
ODPOWIEDZIALNOSCIA SPOLKA
KOMANDYTOWA

1434-MDD-577/2019

16.12.2019

27.05.2024

93/42/EWG

Elektrody ablacyjne

HAGMED SPOtKA Z OGRANICZONA
ODPOWIEDZIALNOSCIA SPOLKA
KOMANDYTOWA

1434-MDD-050/2020

14.02.2020

14.04.2024

93/42/EWG

Przedtuzacze elektrod elektrofizjologicznych




HALOMED UAB 1434-MDD-106/2018 24.09.2018 23.09.2023 93/42/EWG Salt Areosol Generator HaloPrima-02M
HALOMED UAB 1434-MDD-470/2019 02.10.2019 27.05.2024 93/42/EWG Salt aerosol generator GDA-01.17
HALOMED UAB 1434-MDD-252/2020 04.06.2020 31.08.2022 93/42/EWG Salt Aerosol Generator HaloPrima-03 Mini
HANGZHOU ALLTEST BIOTECH CO., LTD. 1434-IVDD-438/2021 05.07.2021 27.05.2024 98/79/WE SARS-Cov-2 Antigen Rapid Test (Swab)
HANGZHOU ALLTEST BIOTECH CO., LTD. 1434-IVDD-429/2021 07.06.2021 27.05.2024 98/79/WE COVID-19 Antigen Rapid Test (Oral Fluid)
Hangzhou Biotest Biotech Co., Ltd 1434-IVDD-116/2018 16.11.2018 15.11.2021 98/79/WE HIV 1.2.0 Rapid Test
Hangzhou Biotest Biotech Co., Ltd 1434-IVDD-117/2018 16.11.2018 15.11.2021 98/79/WE HIV 1.2.0 Rapid Test
Hangzhou Biotest Biotech Co., Ltd 1434-IVDD-123/2021 06.04.2021 27.05.2024 98/79/WE HCV RapidTest
Hangzhou Biotest Biotech Co., Ltd 1434-IVDD-122/2021 06.04.2021 27.05.2024 98/79/WE HCV RapidTest
Hangzhou Biotest Biotech Co., Ltd 1434-IVDD-125/2021 06.04.2021 27.05.2024 98/79/WE HBsAg Rapid Test
Hangzhou Biotest Biotech Co., Ltd 1434-IVDD-124/2021 06.04.2021 27.05.2024 98/79/WE HBsAg Rapid Test
Hangzhou Biotest Biotech Co., Ltd 1434-IVDD-455/2021 01.09.2021 27.05.2024 98/79/WE COVID-19 Antigen Rapid Test Cassette(Nasal Swab)
Hangzhou Sejoy Electronics & Instruments Co., 1434-IVDD-474/2021 22.10.2021 27.05.2024 98/79/WE SARS-CoV-2 Antigen Rapid Test Cassette For Self-
Ltd. Test Use
Hangzhou Singclean Medical Products Co., Ltd. | 1434-IVDD-459/2021 22.09.2021 27.05.2024 98/79/WE COVID-19 Test Kit (Colloidal Gold Method)
Hill-Rom, Inc. 1434-MDD-241/2020 17.06.2020 27.05.2024 93/42/EWG Compella™ Therapy Support Surface Model P642 and
Air Supply Unit Model P7810
Centrella Smart+ Bed with Therapy Surface
Progressa Bed with Therapy Surface
Progressa Bed with Pulmonary Surface
Hill-Rom, Inc. 1434-MDD-242/2020 17.06.2020 27.05.2024 93/42/EWG P7500 Progressa Bed
P7800 Compella Bed
P7900 Centrella Smart+ Bed
Hindustan Syringes & Medical devices Ltd 1434-MDD-425/2021 25.05.2021 27.06.2022 93/42/EWG Hypodermic Syringes - Disposable/Auto Disable

Insulin Syringes
Pen Needles

Needles- Hypodermic/Blood Collection




IV Cannula (Catheter) with/without S.I.P.Clip

Scalp Vein Infusion /Blood Collection Sets

Hologic, Inc.

1434-IVDD-278/2019

08.05.2019

13.05.2023

98/79/WE

Aptima Combo 2 Assay (100-Test Kit, DTS) 301032
Aptima Combo 2 Assay (250-Test Kit, Tigris) 301130
Aptima Combo 2 Assay (100-Test Kit, Panther) 302923
Aptima Combo 2 Assay (250-Test Kit, Panther) 303094
Aptima CT Assay (100-Test Kit, DTS) 301088

Aptima CT Assay (250-Test Kit, Tigris) 301199

Aptima CT Assay (2x50-Test Kit, Tigris) 302224

Aptima CT Assay (100-Test Kit, Panther) 302925
Aptima CT/GC Assay Controls Kit 301110

Prodesse ProPneumo TM-1 Assay 302916

Hologic, Inc.

1434-MDD-285/2019

08.05.2019

13.05.2023

93/42/EWG

Aptima Cervical Specimen Collection Device 501658

Aptima Cleaning swab (Female) For Use with Hologic
Aptima Assays 500561

Aptima Multitest Swab for Use with Aptima Assays LBL-
04862

Aptima Unisex Collection Swab For Endocervical and
Male Urethral Specimens 105006-02

Aptima Vaginal Swab For use only with Aptima Assays
501938

503747

Hologic, Inc.

1434-IVDD-538/2019

06.11.2019

05.11.2024

98/79/WE

Aptima HIV-1 Quant Dx Assay Kit - PRD-03000
Aptima HIV-1 Quant Dx Calibrator Kit - PRD-03001

Aptima HIV-1 Quant Dx Controls Kit - PRD-03002




Aptima HIV-1 Quant Dx Assay Kit - PRD-03000
Aptima HIV-1 Quant Dx Calibrator Kit - PRD-03001
Aptima HIV-1 Quant Dx Controls Kit - PRD-03002
Aptima HIV-1 Quant Dx Assay Kit - PRD-03000
Aptima HIV-1 Quant Dx Calibrator Kit - PRD-03001

Aptima HIV-1 Quant Dx Controls Kit - PRD-03002

Hologic, Inc.

1434-IVDD-539/2019

06.11.2019

05.11.2024

98/79/WE

Aptima HIV-1 Quant Dx Assay Kit - PRD-03000
Aptima HIV-1 Quant Dx Calibrator Kit - PRD-03001

Aptima HIV-1 Quant Dx Controls Kit - PRD-03002

Hologic, Inc.

1434-IVDD-334/2020

15.10.2020

27.05.2024

98/79/WE

Aptima HCV Quant Dx Assay Kit - PRD-03506
Aptima HCV Quant Dx Calibrator Kit - PRD-03507

Aptima HCV Quant Dx Controls Kit - PRD-03508

Hologic, Inc.

1434-IVDD-335/2020

15.10.2020

27.05.2024

98/79/WE

Aptima HCV Quant Dx Assay Kit - PRD-03506
Aptima HCV Quant Dx Calibrator Kit - PRD-03507

Aptima HCV Quant Dx Controls Kit - PRD-03508

Hologic, Inc.

1434-IVDD-338/2020

01.12.2020

27.05.2024

98/79/WE

Aptima HBV Quant Assay Kit - PRD-03424
Aptima HBV Quant Calibrator Kit - PRD-03425
Aptima HBV Quant Controls Kit - PRD-03426

Aptima HBV Quant Target Enhancer Reagent - PRD-
03704




Hologic, Inc.

1434-IVDD-339/2020

01.12.2020

27.05.2024

98/79/WE

Aptima HBV Quant Assay Kit - PRD-03424
Aptima HBV Quant Calibrator Kit - PRD-03425
Aptima HBV Quant Controls Kit - PRD-03426

Aptima HBV Quant Target Enhancer Reagent - PRD-
03704

Hologic, Inc.

1434-IVDD-430/2021

10.06.2021

13.05.2023

98/79/WE

Aptima Combo 2 Assay (100-Test Kit, DTS) - 301032

Aptima Combo 2 Assay (250-Test Kit, Tigris) - 301130,
301130B

Aptima Combo 2 Assay (100-Test Kit, Panther) - 302923
Aptima Combo 2 Assay (250-Test Kit, Panther) - 303094

Aptima Chlamydia trachomatis Assay (100-Test Kit, DTS)
-301088

Aptima Chlamydia trachomatis Assay (100-Test Kit,
Tigris) - 303091

Aptima Chlamydia trachomatis Assay (100-Test Kit,
Panther) - 302925

Aptima Assay Controls Kit - 301110
Prodesse ProPneumo-1TM Assay - P53SK96

Aptima Combo 2 Assay (250-Test Kit, Tigris DTS) - PRD-
05572; PRD-05572B

Aptima Combo 2 Assay (100-Test Kit, Panther) - PRD-
05576

Aptima Combo 2 Assay (250-Test Kit, Panther) - PRD-
05571

Aptima CMV Quant Assay Kit - PRD-05074

Aptima CMV Quant Calibrator Kit - PRD-05075




Aptima CMV Quant Controls Kit - PRD-05076,

Aptima CMV Quant Target Enhancer Reagent - PRD-
05077

Hp Bioproteses 1434-MDD-383/2020 20.11.2020 27.05.2024 93/42/EWG Catheter Passer

Hp Bioproteses 1434-MDD-384/2020 20.11.2020 |27.05.2024 | 93/42/EWG HYDROCEPHALUS SHUNT WITH PROGRAMMABLE
VALVE SPHERA PRO AND
ANTIGRAVITY DEVICE SPHERA GRAV

Hp Bioproteses 1434-MDD-385/2020 20.11.2020 |27.05.2024 | 93/42/EWG HYDROCEPHALUS SHUNT WITH PROGRAMMABLE
VALVE SPHERA PRO AND
ANTIGRAVITY DEVICE SPHERA GRAV

Hp Bioproteses 1434-MDD-286/2021 17.05.2021 04.07.2023 93/42/EWG Hydrocephalus Shunt System

Hp Bioproteses 1434-MDD-285/2021 17.05.2021 04.07.2023 93/42/EWG Hydrocephalus Shunt System

Hp Bioproteses 1434-MDD-284/2021 17.05.2021 04.07.2023 93/42/EWG External Drainage

Hp Bioproteses 1434-MDD-283/2021 17.05.2021 04.07.2023 93/42/EWG External Drainage

HYDREX DIAGNOSTICS SPOEKA Z OGRANICZONA | 1434-IVDD-374/2019 18.07.2019  |13.12.2021 98/79/WE Pink Super czuty test cigzowy ptytkowy

ODPOWIEDZIALNOSCIA SPOEKA

KOMANDYTOWA

HYDREX DIAGNOSTICS SPOEKA Z OGRANICZONA | 1434-IVDD-309/2020 14.08.2020 | 27.05.2024 | 98/79/WE GINEintima pH Test, test do badania pH pochwy

ODPOWIEDZIALNOSCIA SPOEKA

KOMANDYTOWA

HYDREX DIAGNOSTICS SPOEKA Z OGRANICZONA | 1434-IVDD-308/2020 08.08.2020 | 27.05.2024 | 98/79/WE URS 10 Test

ODPOWIEDZIALNOSCIA SPOEKA

KOMANDYTOWA

HYDREX DIAGNOSTICS SPOEKA Z OGRANICZONA | 1434-IVDD-589/2019 30.12.2019  |29.12.2024 | 98/79/WE Test na infekcje drég moczowych dla dzieci + dorostych

ODPOWIEDZIALNOSCIA SPOEKA

KOMANDYTOWA

HYDREX DIAGNOSTICS SPOEKA Z OGRANICZONA | 1434-IVDD-235/2020 15.06.2020 | 27.05.2024 | 98/79/WE Test Cigzowy Check&Go

ODPOWIEDZIALNOSCIA SPOEKA

KOMANDYTOWA

HYDREX DIAGNOSTICS SPOEKA Z OGRANICZONA | 1434-IVDD-380/2020 17.11.2020  |27.05.2024 | 98/79/WE Helicobacter TEST z krwi

ODPOWIEDZIALNOSCIA SPOLKA

KOMANDYTOWA

HYDREX DIAGNOSTICS SPOEKA Z OGRANICZONA | 1434-IVDD-378/2020 14.11.2020 27.05.2024 98/79/WE Menopauza test paskowy

ODPOWIEDZIALNOSCIA SPOLKA
KOMANDYTOWA




HYDREX DIAGNOSTICS SPOEKA Z OGRANICZONA | 1434-IVDD-445/2020 06.12.2020 27.05.2024 98/79/WE Multi Test narkotykowy z moczu, Amfetamina Strip, THC
ODPOWIEDZIALNOSCIA SPOLKA Strip
KOMANDYTOWA
HYDREX DIAGNOSTICS SPOEKA Z OGRANICZONA | 1434-IVDD-424/2020 21.11.2020 27.05.2024 98/79/WE Pink Super Czuty Test Cigzowy Strumieniowy
ODPOWIEDZIALNOSCIA SPOLKA
KOMANDYTOWA Pink Duo 2 Testy Cigzowe ptytkowy + strumieniowy
HYDREX DIAGNOSTICS SPOEKA Z OGRANICZONA | 1434-IVDD-290/2020 21.07.2020 27.05.2024 98/79/WE Test narkotykowy ze Sliny
ODPOWIEDZIALNOSCIA SPOLKA
KOMANDYTOWA
HYDREX DIAGNOSTICS SPOEKA Z OGRANICZONA | 1434-IVDD-337/2020 17.09.2020 27.05.2024 98/79/WE Test cigzowy Baby Way - ptytkowy
ODPOWIEDZIALNOSCIA SPOLKA
KOMANDYTOWA Test cigzowy Baby Fast - strumieniowy
Pink Test ECO
HYDREX DIAGNOSTICS SPOEKA Z OGRANICZONA | 1434-IVDD-024/2021 13.01.2021 27.05.2024 98/79/WE CRP Test
ODPOWIEDZIALNOSCIA SPOLKA
KOMANDYTOWA
HYDREX DIAGNOSTICS SPOEKA Z OGRANICZONA | 1434-IVDD-143/2021 24.03.2021 27.05.2024 98/79/WE Test na krew utajong w kale FOB Test
ODPOWIEDZIALNOSCIA SPOLKA
KOMANDYTOWA
HYDREX DIAGNOSTICS SPOEKA Z OGRANICZONA | 1434-IVDD-144/2021 24.03.2021 27.05.2024 98/79/WE Owulacyjny LH Test, Owulacyjny Strumieniowy LH Test,
ODPOWIEDZIALNOSCIA SPOLKA domowy test owulacyjny, Test owulacyjny LH Ovumi
KOMANDYTOWA
HYDREX DIAGNOSTICS SPOEKA Z OGRANICZONA | 1434-IVDD-186/2021 27.04.2021 27.05.2024 98/79/WE Pink Test Cigzowy Ptytkowy, Pink express, strumieniowy
ODPOWIEDZIALNOSCIA SPOEKA test cigzowy, Pink Strip, paskowy test cigzowy
KOMANDYTOWA
HYDREX DIAGNOSTICS SPOEKA Z OGRANICZONA | 1434-IVDD-490/2021 17.11.2021 27.05.2024 98/79/WE Helicobacter Antygen Test z katu
ODPOWIEDZIALNOSCIA SPOLKA
KOMANDYTOWA
Iberhospitex, S.A 1434-MDD-484/2019 16.10.2019 27.05.2024 93/42/EWG Coronary Stent System (Abluminal Sirolimus Eluting
Coronary Stent System)
Trade Name : ihtDEStiny® BD
Iberhospitex, S.A 1434-MDD-485/2019 16.10.2019 27.05.2024 93/42/EWG Coronary Stent System (Abluminal Sirolimus Eluting
Coronary Stent System)
Trade Name : ihtDEStiny® BD
Iberhospitex, S.A 1434-MDD-242/2021 13.05.2021 27.05.2024 93/42/EWG Oper film protect CHG - L.V. transparent dressing

reinforced with chloorhexidine gluconate




Iberhospitex, S.A 1434-MDD-241/2021 13.05.2021 27.05.2024 93/42/EWG Oper film protect CHG - L.V. transparent dressing
reinforced with chloorhexidine gluconate
INDIBA S.A. 1434-MDD-373/2021 19.05.2021 09.03.2022 93/42/EWG ACCO0691MED

ELEO150MED

ELEO141MED

ELEO142MED

ELEO147MED

ELEO148MED

ELEOO43MED

ELEOO46MED

ELEO044MED

ELEOO45MED

ELEO138MED

ELEO140MED

ELEO129MED

ELEO131MED

ELEO135MED

ELEO137MED

ELEO126MED

ELEO149MED

ELEO022MED/INT

ELEO120MED/INT




279866MED

279864MED

279925MED

ACC0489BMED

ACC0489MED

ACCO686MED

ACCOO008MED

ACTIV 701

HCR 701

RGN

ACTIV 801

HCR 801

PREMIUM

ACTIV 902

HCR 902

ELITE

DUAL

Activ CT9

Activ CT8

Activ CT7

Activ AT7




PREMIUM NS

ELITE NS
OKTO

INDIBA S.A. 1434-MDD-372/2021 19.05.2021 09.03.2022 93/42/EWG IMPRESS 240
Impress Lite Med
AERO

INORIS MEDICAL SPOLKA Z OGRANICZONA 1434-MDD-413/2021 21.05.2021 27.05.2024 93/42/EWG IM-1000 Pylant Monitor

ODPOWIEDZIALNOSCIA

Inzek International Trading B.V. 1434-IVDD-464/2021 07.10.2021 27.05.2024 98/79/WE Vitamin D Rapid Test Cassette

lontek llac Tani ve Biyoteknoloji Urinleri 1434-IVDD-044/2021 22.01.2021 27.05.2024 98/79/WE Fluorion HIV QNP 1.1 Real -Time PCR Kit

Arastirma Gelistirme San. ve Ticaret A.S

lontek llac Tani ve Biyoteknoloji Uriinleri 1434-IVDD-046/2021 22.01.2021 27.05.2024 98/79/WE Fluorion HCV QNP 2.1 Real-Time PCR Kit

Arastirma Gelistirme San. ve Ticaret A.S

lontek lla¢ Tani ve Biyoteknoloji Urtinleri 1434-IVDD-047/2021 22.01.2021 27.05.2024 98/79/WE Fluorion HCV QNP 2.1 Real-Time PCR Kit

Arastirma Gelistirme San. ve Ticaret A.S

lontek lla¢ Tani ve Biyoteknoloji Urtinleri 1434-IVDD-048/2021 22.01.2021 27.05.2024 98/79/WE Fluorion HBV QNP 2.0 Real-Time PCR Kit

Arastirma Gelistirme San. ve Ticaret A.S

lontek llac Tani ve Biyoteknoloji Urinleri 1434-1IVDD-049/2021 22.01.2021 27.05.2024 98/79/WE Fluorion HBV QNP 2.0 Real-Time PCR Kit

Arastirma Gelistirme San. ve Ticaret A.S

lontek llag Tani ve Biyoteknoloji Urtinleri 1434-IVDD-050/2021 22.01.2021 23.12.2023 98/79/WE Fluorion HDV QNP 1.0 Real -Time PCR Kit

Arastirma Gelistirme San. ve Ticaret A.S

lontek lla¢ Tani ve Biyoteknoloji Urtinleri 1434-IVDD-051/2021 22.01.2021 23.12.2023 98/79/WE Fluorion HDV QNP 1.0 Real -Time PCR Kit

Arastirma Gelistirme San. ve Ticaret A.S

lontek lla¢ Tani ve Biyoteknoloji Urtinleri 1434-IVDD-052/2021 22.01.2021 27.05.2024 98/79/WE Fluorion CMV QNP 3.0 Real-Time PCR Kit

Arastirma Gelistirme San. ve Ticaret A.S

IQDENT Sp.z 0.0. 1434-MDD-053/2021 25.01.2021 27.05.2024 93/42/EWG Wiertta stomatologiczne z nasypem diamentowym,
wiertta stomatologiczne z weglikéw spiekanych, wiertta
stalowe, wiertta z tlenku cyrkonu, wiertta z powtoka
diamentopodobng, wiertta z powtokg cyrkonowg
Wiertta stomatologiczne z nasypem diamentowym,
wiertta stomatologiczne z weglikéw spiekanych, wiertta
stalowe, wiertta z tlenku cyrkonu, wiertta z powtoka
diamentopodobng, wiertta z powtoka cyrkonowg

JAN GONSTAL, LIDIA GONSTAE AGA-LABOR S.C. | 1434-MDD-441/2019 26.08.2019 27.05.2024 93/42/EWG Ssaki medyczne SU1 i SU2

LIDIA GONSTAL




JenaValve Technology, Inc. 1434-MDD-328/2021 20.05.2021 27.05.2024 93/42/EWG JenaValve Trilogy™ Heart Valve System
JenaValve Technology, Inc. 1434-MDD-327/2021 20.05.2021 27.05.2024 93/42/EWG JenaValve Trilogy™ Heart Valve System
Jiangsu Medomics Medical Technology Co., Ltd. | 1434-IVDD-481/2021 03.11.2021 27.05.2024 98/79/WE SARS-CoV-2 Antigen Test Kit (LFIA)
Jiangsu Yuyue Medical Equipment& Supply 1434-MDD-145/2021 25.03.2021 27.05.2024 93/42/EWG YT310
Co.,Ltd.

YT311

YT312

YT313

YHT101

YHT200

YT-2

YT-2A

YT-2B

YT-2C
Joonghun Pharmaceutical. Co., Ltd. 1434-MDD-428/2020 24.11.2020 27.05.2024 93/42/EWG Artgaon Fine Plus

Lorient Fine

Artgaon Deep Plus

Lorient Filler

Artgaon Shape Plus

Lorient Volume
Joonghun Pharmaceutical. Co., Ltd. 1434-MDD-429/2020 24.11.2020 27.05.2024 93/42/EWG Artgaon Fine Plus

Lorient Fine
Artgaon Deep Plus

Lorient Filler




Artgaon Shape Plus

Lorient Volume

Joonghun Pharmaceutical. Co., Ltd. 1434-MDD-298/2020 21.07.2020 27.05.2024 93/42/EWG Artgaon Pure (Lorient Pure/FitMi Pure)

Joonghun Pharmaceutical. Co., Ltd. 1434-MDD-299/2020 21.07.2020 27.05.2024 93/42/EWG Artgaon Pure (Lorient Pure/FitMi Pure)

Kamal Encon Industries Limited 1434-MDD-344/2021 24.05.2021 27.05.2024 93/42/EWG Dental Implants & Prosthesis: IFix, MultiFix, CFix, SFix

Kamal Encon Industries Limited 1434-MDD-375/2021 24.05.2021 27.05.2024 93/42/EWG Sirolimus Eluting Coronary Stent System: Stenoflex &
Trackflex

Kamal Encon Industries Limited 1434-MDD-376/2021 24.05.2021 27.05.2024 93/42/EWG Sirolimus Eluting Coronary Stent System: Stenoflex &
Trackflex

Kamal Encon Industries Limited 1434-MDD-356/2021 24.05.2021 27.05.2024 93/42/EWG Everolimus Eluting Coronary Stent System

Kamal Encon Industries Limited 1434-MDD-355/2021 24.05.2021 27.05.2024 93/42/EWG Everolimus Eluting Coronary Stent System

Kapasa Medizintechnik GmbH 1434-MDD-288/2019 09.05.2019 13.12.2023 93/42/EWG UNICIRC sizesAto F, R, Q

Kazan Medical Instruments Plant Joint-Stock 1434-MDD-027/2021 13.01.2021 27.05.2024 93/42/EWG Dental diamonds burs, Dental carbide burs

company

KIKGEL SPOLKA Z OGRANICZONA 1434-MDD-217/2021 20.05.2021 27.05.2024 93/42/EWG Aqua-Gel

ODPOWIEDZIALNOSCIA

KIKGEL SPOLKA Z OGRANICZONA 1434-MDD-218/2021 20.05.2021 27.05.2024 93/42/EWG BurnTec

ODPOWIEDZIALNOSCIA

KIKGEL SPOLKA Z OGRANICZONA 1434-MDD-220/2021 20.05.2021 27.05.2024 93/42/EWG HydroAid USG

ODPOWIEDZIALNOSCIA

KIKGEL SPOLKA Z OGRANICZONA 1434-MDD-219/2021 20.05.2021 27.05.2024 93/42/EWG HydroAid

ODPOWIEDZIALNOSCIA

L2MTech GmbH 1434-MDD-092/2021 10.02.2021 27.05.2024 93/42/EWG PearlFlow

L2MTech GmbH 1434-MDD-091/2021 10.02.2021 27.05.2024 93/42/EWG PearlFlow

L2MTech GmbH 1434-MDD-086/2021 10.02.2021 27.05.2024 93/42/EWG PearlFlow NS

L2MTech GmbH 1434-MDD-085/2021 10.02.2021 27.05.2024 93/42/EWG FlexiTrack 035

L2MTech GmbH 1434-MDD-084/2021 10.02.2021 27.05.2024 93/42/EWG FlexiTrack 018

L2MTech GmbH 1434-MDD-090/2021 10.02.2021 27.05.2024 93/42/EWG LomiFlow

L2MTech GmbH 1434-MDD-089/2021 10.02.2021 27.05.2024 93/42/EWG LomiFlow

L2MTech GmbH 1434-MDD-088/2021 10.02.2021 27.05.2024 93/42/EWG LimusTrack

L2MTech GmbH 1434-MDD-087/2021 10.02.2021 27.05.2024 93/42/EWG LimusTrack




Lab 21 Healthcare Ltd

1434-IVDD-117/2019

08.04.2019

14.01.2024

98/79/WE

Anti Human Globulin - AHG/010

Anti Human Globulin - 1/312

LABNOVATION TECHNOLOGIES, INC.

1434-IVDD-456/2021

09.09.2021

27.05.2021

98/79/WE

SARS-CoV-2 Antigen Rapid Test Kit
(Immunochromatography)

Laboratorios Fidia Farmacéutica, S.L.U

1434-MDD-290/2021

14.05.2021

24.05.2024

93/42/EWG

Dispras 20
Dispras 20SB
Dispras 40
Dispras 40SB
Dispras 60

Dispras 80

Laboratorios Fidia Farmacéutica, S.L.U

1434-MDD-291/2021

14.05.2021

27.05.2024

93/42/EWG

Lipopras 20
Lipopras 40
Lipopras 60

Lipopras 80

Laboratorios Fidia Farmacéutica, S.L.U

1434-MDD-292/2021

14.05.2021

27.05.2024

93/42/EWG

Mesopras 20
Mesopras 40
Mesopras 60

Mesopras 80

Laboratorios Fidia Farmacéutica, S.L.U

1434-MDD-293/2021

14.05.2021

27.05.2024

93/42/EWG

Pras Classic 20

Laboratorios Fidia Farmacéutica, S.L.U

1434-MDD-294/2021

14.05.2021

27.05.2024

93/42/EWG

CONCEMO® 50 / P5-5050
CONCEMO® 100/ P5-5100
Hy-Tissue® BMC 50

Hy-Tissue® BMC 100

Laboratorios Fidia Farmacéutica, S.L.U

1434-MDD-295/2021

14.05.2021

14.01.2022

93/42/EWG

Duografter Il

Laboratorios Fidia Farmacéutica, S.L.U

1434-MDD-296/2021

14.05.2021

14.01.2022

93/42/EWG

Omnigrafter |l




Laboratorios Fidia Farmacéutica, S.L.U

1434-MDD-297/2021

14.05.2021

17.01.2022

93/42/EWG

Ortho.pras+ 20
Ortho.pras+ 40
Ortho.pras+ 50
Hy-Tissue PRP 20
Hy-Tissue PRP 40

Hy-Tissue PRP 50

Laboratorios Fidia Farmacéutica, S.L.U

1434-MDD-298/2021

14.05.2021

17.01.2022

93/42/EWG

Skin.pras 20
Skin.pras 40

Skin.pras 50

Laboratorios Fidia Farmacéutica, S.L.U

1434-MDD-299/2021

14.05.2021

17.01.2022

93/42/EWG

PRAS 20

PRAS 50

Pras Classic 50

Laser Light and Life Sarl

1434-MDD-123/2019

09.04.2019

22.03.2023

93/42/EWG

TOO-260

TO0-250

Laser Light and Life Sarl

1434-MDD-124/2019

09.04.2019

22.03.2023

93/42/EWG

TOO-010

TOO-015

TOO-020

TOO-025

TOO-030

TOO-035

TOO0-040

TOO-045

TOO-050




TOO-100

Leventon S.A.U. 1434-MDD-010/2020 03.02.2020 08.06.2022 93/42/EWG IV flow regulator with and without infusion set-Various
models
Arterial pressure tubing-Various models
Gloves-Various models
Protective case - Various mode

Leventon S.A.U. 1434-MDD-207/2021 06.05.2021 08.06.2022 93/42/EWG DOSI-FUSER Elastomeric Infusion Pumps
CareVis (variant name of the DOSI-FUSER used in
Germany) Elastomeric Infusion Pumps
DOSI-PAIN Wound Infusion Catheters

Leventon S.A.U. 1434-MDD-301/2021 18.05.2021 08.06.2022 93/42/EWG ONCO-FLOW® Cytostatic Administration Sets
Dosi-Filler Line

LFC SPOEKA Z OGRANICZONA 1434-MDD-134/2021 08.04.2021 01.09.2023 93/42/EWG System Kregostupowy DERO, Implanty chirurgiczne

ODPOWIEDZIALNOSCIA

Limited liability company "Simurg Balticum" (SIA | 1434-MDD-281/2021 24.05.2021 27.05.2024 93/42/EWG Yunona

Simurg Balticum) Reg. LV 40203083026

Limited liability company "Simurg Balticum" (SIA | 1434-MDD-282/2021 24.05.2021 27.05.2024 93/42/EWG Yunona

Simurg Balticum) Reg. LV 40203083026

Lorne Laboratories Ltd 1434-IVDD-135/2019 10.04.2019 07.03.2022 98/79/WE Monoclonal Rh Control 640010
Monoclonal D Negative Control 650010

Lorne Laboratories Ltd 1434-IVDD-136/2019 10.04.2019 07.03.2022 98/79/WE Monoclonal Rh Control 640010
Monoclonal D Negative Control 650010

Lorne Laboratories Ltd 1434-IvDD-132/2019 10.04.2019 22.03.2022 98/79/WE Anti-Jka Polyclonal 323002

Anti-Jkb Polyclonal 324002
Anti-Fyb Polyclonal 317002
AHG Elite Clear 415010
AHG Elite Green 435010

Anti-Fya Monoclonal 774002




Anti-Human IgG Clear 401010
Anti-Human IgG Green 402010
Anti-Jka Monoclonal 775002

Anti-Jkb Monoclonal 776002

Lorne Laboratories Ltd

1434-IVDD-133/2019

10.04.2019

23.05.2023

98/79/WE

Anti-A Monoclonal 600010

Anti-B Monoclonal 610010

Anti-A,B Monoclonal 620010

Anti-D Clone 1 Monoclonal 730010

Anti-D Clone 2 Monoclonal 710010

Anti-D Duoclone Monoclonal 740010

Anti-C Monoclonal 690005

Anti-E Monoclonal 691005

Anti-c Monoclonal 692005

Anti-e Monoclonal 693005

Anti-C+D+E Monoclonal 700010

Anti-K Monoclonal 760010

Lorne Laboratories Ltd

1434-IVDD-134/2019

10.04.2019

23.05.2023

98/79/WE

Anti-A Monoclonal 600010

Anti-B Monoclonal 610010
Anti-A,B Monoclonal 620010
Anti-D Clone 1 Monoclonal 730010
Anti-D Clone 2 Monoclonal 710010

Anti-D Duoclone Monoclonal 740010




Anti-C Monoclonal 690005

Anti-E Monoclonal 691005

Anti-c Monoclonal 692005

Anti-e Monoclonal 693005

Anti-C+D+E Monoclonal 700010

Anti-K Monoclonal 760010

Matortho Limited 1434-MDD-324/2021 20.05.2021 27.05.2024 93/42/EWG PIPR

Matortho Limited 1434-MDD-325/2021 20.05.2021 27.05.2024 93/42/EWG Reusable Cutting Instruments

Matortho Limited 1434-MDD-321/2021 20.05.2021 27.05.2024 93/42/EWG SAIPH and Medial Rotation Knee

Matortho Limited 1434-MDD-320/2021 20.05.2021 27.05.2024 93/42/EWG SAIPH and Medial Rotation Knee

Matortho Limited 1434-MDD-326/2021 20.05.2021 27.05.2024 93/42/EWG Single Use Class lla Instruments

Matortho Limited 1434-MDD-323/2021 20.05.2021 27.05.2024 93/42/EWG ADEPT

Matortho Limited 1434-MDD-322/2021 20.05.2021 27.05.2024 93/42/EWG ADEPT

MDD SPOEKA Z OGRANICZONA 1434-MDD-187/2021 20.04.2021 27.05.2024 93/42/EWG Nasal Sponge

ODPOWIEDZIALNOSCIA

Meccellis Biotech 1434-MDD-319/2021 17.05.2021 08.08.2023 93/42/EWG Cellis

Meccellis Biotech 1434-MDD-318/2021 17.05.2021 08.08.2023 93/42/EWG Cellis

MEDGAL SPOtKA Z OGRANICZONA 1434-MDD-062/2021 01.02.2021 27.05.2024 93/42/EWG System do endoprotezoplastyki gtowy kosci
ODPOWIEDZIALNOSCIA promieniowe;j

MEDGAL SPOLKA Z OGRANICZONA 1434-MDD-063/2021 01.02.2021 27.05.2024 93/42/EWG Endoproteza stawu biodrowego MEDGAL-HIP
ODPOWIEDZIALNOSCIA

MEDGAL SPOLKA Z OGRANICZONA 1434-MDD-395/2021 24.05.2021 27.05.2024 93/42/EWG ENDOPROTEZA CALKOWITA STAWU BIODROWEGO
ODPOWIEDZIALNOéCIA MEDGAL-HIP

MEDGAL SPOtKA Z OGRANICZONA 1434-MDD-394/2021 24.05.2021 27.05.2024 93/42/EWG ENDOPROTEZA CALKOWITA STAWU BIODROWEGO
ODPOWIEDZIALNOSCIA MEDGAL-HIP

MEDI J. Co., Ltd 1434-MDD-071/2021 08.02.2021 27.05.2024 93/42/EWG Hycogel

MEDI J. Co., Ltd 1434-MDD-070/2021 08.02.2021 27.05.2024 93/42/EWG Hycogel

MEDICAL INVENTI SPOEKA AKCYINA 1434-MDD-269/2021 13.05.2021 27.05.2024 93/42/EWG Kompozyt kosciozastepczy FlexiOss, FlexiOssDent
Medisoft S.A. 1434-MDD-380/2019 19.07.2019 18.07.2024 93/42/EWG Pulmonary Function Devices




MedPark co., Ltd. 1434-MDD-415/2021 25.05.2021 27.05.2024 93/42/EWG BOSS Bovine Bonegraft

MedPark co., Ltd. 1434-MDD-414/2021 25.05.2021 27.05.2024 93/42/EWG BOSS Bovine Bonegraft

MedPark co., Ltd. 1434-MDD-419/2021 25.05.2021 27.05.2024 93/42/EWG POSS Porcine Bonegraft

MedPark co., Ltd. 1434-MDD-418/2021 25.05.2021 27.05.2024 93/42/EWG POSS Porcine Bonegraft

MedPark co., Ltd. 1434-MDD-417/2021 25.05.2021 27.05.2024 93/42/EWG COLLA Bovine Collagen Membrane

MedPark co., Ltd. 1434-MDD-416/2021 25.05.2021 27.05.2024 93/42/EWG COLLA Bovine Collagen Membrane

MedPark co., Ltd. 1434-MDD-410/2021 21.05.2021 27.05.2024 93/42/EWG S1 Bovine Bonegraft

MedPark co., Ltd. 1434-MDD-409/2021 21.05.2021 27.05.2024 93/42/EWG S1 Bovine Bonegraft

MEGHDOOT PHARMA 1434-MDD-162/2021 12.04.2021 27.05.2024 93/42/EWG Povidone lodine Non-Adherent Dressing

MEGHDOOT PHARMA 1434-MDD-161/2021 12.04.2021 27.05.2024 93/42/EWG Povidone lodine Non-Adherent Dressing

MEGHDOOT PHARMA 1434-MDD-162/2021 12.04.2021 27.05.2024 93/42/EWG POVIDONE IODINE NON-ADHERENT DRESSING
Brand Name : Povitulle

MEGHDOOT PHARMA 1434-MDD-161/2021 12.04.2021 27.05.2024 93/42/EWG POVIDONE IODINE NON-ADHERENT DRESSING
Brand Name : Povitulle

Meridian Technique Limited 1434-MDD-118/2019 09.04.2019 29.06.2023 93/42/EWG OrthoView 7
OrthoView 6
OrthoView 5.3

Meril Diagnostics Pvt Ltd 1434-IVDD-236/2020 25.05.2020 27.05.2024 98/79/WE Merilisa HIV Gen 4 (ELISA)

Meril Diagnostics Pvt Ltd 1434-IvDD-237/2020 25.05.2020 27.05.2024 98/79/WE Merilisa HIV Gen 4 (ELISA)

Meril Diagnostics Pvt Ltd 1434-IVvDD-108/2018 27.09.2018 12.07.2023 98/79/WE Merilisa HCV (ELISA)

Meril Diagnostics Pvt Ltd 1434-IvDD-109/2018 27.09.2018 12.07.2023 98/79/WE Merilisa HCV (ELISA)

Meril Diagnostics Pvt Ltd 1434-IVDD-397/2020 05.11.2020 27.05.2024 98/79/WE EXIMO Blood Glucose Monitoring System
EXIMO Blood Glucometer
EXIMO Blood Glucose Test Strips

Meril Diagnostics Pvt Ltd 1434-IvDD-100/2018 10.09.2018 09.09.2023 98/79/WE MERISCREEN HIV 1-2 WB (Rapid)

Meril Diagnostics Pvt Ltd 1434-IVvDD-099/2018 10.09.2018 09.09.2023 98/79/WE MERISCREEN HIV 1-2 WB (Rapid)

Meril Diagnostics Pvt Ltd 1434-IVDD-101/2018 27.09.2018 26.09.2023 98/79/WE MERISCREEN HCV (Rapid)

Meril Diagnostics Pvt Ltd 1434-IVDD-102/2018 27.09.2018 26.09.2023 98/79/WE MERISCREEN HCV (Rapid)

Meril Diagnostics Pvt Ltd 1434-IVDD-103/2018 27.09.2018 26.09.2023 98/79/WE MERISCREEN HBsAg (Rapid)




Meril Diagnostics Pvt Ltd 1434-IVDD-104/2018 27.09.2018 26.09.2023 98/79/WE MERISCREEN HBsAg (Rapid)

MERIL GmbH 1434-MDD-559/2019 12.11.2019 13.11.2022 93/42/EWG BioMime™ Sirolimus Eluting Coronary stent system
BioMime Lineage™ - Sirolimus Eluting Coronary Stent
System

MERIL GmbH 1434-MDD-558/2019 12.11.2019 13.11.2022 93/42/EWG BioMime™ Sirolimus Eluting Coronary stent system
BioMime Lineage™ - Sirolimus Eluting Coronary Stent
System

Meril Life Sciences Pvt Ltd 1434-MDD-310/2021 21.05.2021 27.05.2024 93/42/EWG Mozec TM SEB - Sirolimus Eluting Rx PTCA Balloon
Catheter

Meril Life Sciences Pvt Ltd 1434-MDD-309/2021 21.05.2021 27.05.2024 93/42/EWG Mozec TM SEB - Sirolimus Eluting Rx PTCA Balloon
Catheter

Meril Life Sciences Pvt Ltd 1434-MDD-251/2020 04.06.2020 08.04.2024 93/42/EWG ObturaTM Vascular Closure Device

Meril Life Sciences Pvt Ltd 1434-MDD-250/2020 04.06.2020 08.04.2024 93/42/EWG ObturaTM Vascular Closure Device

Meril Life Sciences Pvt Ltd 1434-MDD-332/2021 24.05.2021 27.05.2024 93/42/EWG BioMime™ Sirolimus Eluting Coronary Stent System

Meril Life Sciences Pvt Ltd 1434-MDD-331/2021 24.05.2021 27.05.2024 93/42/EWG BioMime™ Sirolimus Eluting Coronary Stent System

Meril Life Sciences Pvt Ltd 1434-MDD-334/2021 24.05.2021 27.05.2024 93/42/EWG BioMime TM Morph Sirolimus Eluting Coronary Stent
System

Meril Life Sciences Pvt Ltd 1434-MDD-333/2021 24.05.2021 27.05.2024 93/42/EWG BioMime TM Morph Sirolimus Eluting Coronary Stent
System

Meril Life Sciences Pvt Ltd 1434-MDD-352/2020 09.10.2020 27.05.2024 93/42/EWG Pericardial Bioprosthesis

Meril Life Sciences Pvt Ltd 1434-MDD-351/2020 09.10.2020 27.05.2024 93/42/EWG Pericardial Bioprosthesis

Meril Life Sciences Pvt Ltd 1434-MDD-160/2021 01.04.2021 08.04.2024 93/42/EWG Myval™- Transcatheter Heart Valve System

Meril Life Sciences Pvt Ltd 1434-MDD-159/2021 01.04.2021 08.04.2024 93/42/EWG Myval™- Transcatheter Heart Valve System

MES Medical Electronic Systems, Ltd. 1434-IvDD-371/2019 12.07.2019 27.10.2021 98/79/WE YO Home Sperm Test Catalogue No. YO-FA-01300-00

MES Medical Electronic Systems, Ltd. 1434-MDD-479/2021 28.10.2021 27.05.2024 98/79/WE YO Home Sperm Test

MES Medical Electronic Systems, Ltd. 1434-IVDD-479/2021 28.10.2021 27.05.2024 98/79/WE YO Home Sperm Test

METECH PRZEDS.PRODUKC.-HANDLOWE 1434-MDD-336/2020 15.09.2020 27.05.2024 93/42/EWG Rurka metalowa do tchawicy typ LUER

S.C.DEMIANIUK KAMILLA,KARPINSKI DARIUSZ

MICRO SCIENCE MEDICAL AG 1434-MDD-510/2019 15.10.2019 27.05.2024 93/42/EWG MSM PTA balloon and MSM BTK

MICRO SCIENCE MEDICAL AG 1434-MDD-524/2019 15.10.2019 27.05.2024 93/42/EWG MSM DECO

MICRO SCIENCE MEDICAL AG 1434-MDD-523/2019 15.10.2019 27.05.2024 93/42/EWG MSM DECO

MICRO SCIENCE MEDICAL AG 1434-MDD-518/2019 15.10.2019 27.05.2024 93/42/EWG MSM ProNu Prime




MICRO SCIENCE MEDICAL AG 1434-MDD-517/2019 15.10.2019 27.05.2024 93/42/EWG MSM ProNu Prime
MICRO SCIENCE MEDICAL AG 1434-MDD-516/2019 15.10.2019 27.05.2024 93/42/EWG MSM PTCA
MICRO SCIENCE MEDICAL AG 1434-MDD-515/2019 15.10.2019 27.05.2024 93/42/EWG MSM PTCA
MICRO SCIENCE MEDICAL AG 1434-MDD-514/2019 15.10.2019 27.05.2024 93/42/EWG MSM SENIS
MICRO SCIENCE MEDICAL AG 1434-MDD-522/2019 15.10.2019 27.05.2024 93/42/EWG MSM DEPERI
MICRO SCIENCE MEDICAL AG 1434-MDD-521/2019 15.10.2019 27.05.2024 93/42/EWG MSM DEPERI
MICRO SCIENCE MEDICAL AG 1434-MDD-349/2021 21.05.2021 27.05.2024 93/42/EWG MSM PEBAS PTA Stent System
MICRO SCIENCE MEDICAL AG 1434-MDD-347/2021 21.05.2021 27.05.2024 93/42/EWG MSM DES Sirolimus
Balloon Expandable Coronary Stent System
MICRO SCIENCE MEDICAL AG 1434-MDD-348/2021 21.05.2021 27.05.2024 93/42/EWG MSM DES Sirolimus
Balloon Expandable Coronary Stent System
MICRO SCIENCE MEDICAL AG 1434-MDD-511/2019 15.10.2019 27.05.2024 93/42/EWG MSM CIS CoCr
MICRO SCIENCE MEDICAL AG 1434-MDD-512/2019 15.10.2019 27.05.2024 93/42/EWG MSM CIS CoCr
MICRO SCIENCE MEDICAL AG 1434-MDD-349/2021 21.05.2021 27.05.2024 93/42/EWG MSM PEBAS Peripheral stainless steel stent system
Micro Trace Diagnostici S.R.L. 1434-IVDD-027/2019 13.02.2019 12.02.2022 98/79/WE Mycare Vitamin D Test
Micro Trace Diagnostici S.R.L. 1434-IVvDD-082/2020 04.03.2020 27.05.2024 98/79/WE MyCare Celiac Test
Micro Trace Diagnostici S.R.L. 1434-IvDD-139/2020 22.04.2020 27.05.2024 98/79/WE MYCARE STREP A TEST
MJS Healthcare Ltd. 1434-MDD-421/2021 25.05.2021 26.05.2024 93/42/EWG Pulse Press Physio 3 Pro
Pulse Press Physio 6
Pulse Press Physio 12 pro
Pulse Press Lymph 12 pro
Modern Orthodontics 1434-MDD-373/2019 15.07.2019 30.03.2022 93/42/EWG Bracket
Archwire
Ligature

Appliance System

Appliance and Related Equipment




Elastic Band
Band

Tube

Wire

Band Material
Band Preformed
Space Maintainer
Band Elastic
Clamp, Wire
Spring

Bracket, Metal

Nanjing Vazyme Medical Technology Co., Ltd. 1434-IVDD-463/2021 30.09.2021 27.05.2024 98/79/WE Severe Acute Respiratory Syndrome Coronavirus 2
(SARS-CoV-2) Antogen Detection Kit (Colloidal Gold-
Based)

Nano Therapeutics Pvt. Ltd 1434-MDD-097/2021 25.02.2021 27.05.2024 93/42/EWG Sirolimus Eluting Coronary Stent system

Nano Therapeutics Pvt. Ltd 1434-MDD-098/2021 25.02.2021 27.05.2024 93/42/EWG Sirolimus Eluting Coronary Stent system

NATEC MEDICAL LIMITED 1434-MDD-304/2021 20.05.2021 27.05.2024 93/42/EWG Tamarin Blue® PTCA Dilatation catheter / Gaya PTCA
Dilatation catheter

NATEC MEDICAL LIMITED 1434-MDD-305/2021 20.05.2021 27.05.2024 93/42/EWG Tamarin Blue® PTCA Dilatation catheter / Gaya PTCA
Dilatation catheter

NATEC MEDICAL LIMITED 1434-MDD-306/2021 20.05.2021 27.05.2024 93/42/EWG Ebony PTA OTW Balloon Dilatation Catheter

NATEC MEDICAL LIMITED 1434-MDD-307/2021 20.05.2021 27.05.2024 93/42/EWG Ebony PTA Rx Balloon Dilatation Catheter

National Health Service Blood & Transplant 1434-IVDD-352/2019 18.07.2019 11.12.2023 98/79/WE 2 Cell antibody screen PR101

(NHSBT)

2 Cell antibody screen in CellStab PR102
2 Cell antibody screen in CellMedia PR103

rr Cell antibody screen in CellStab PR106




rr Cell antibody screen in CellMedia PR108
r'rand r"r Cell antibody screen in CellStab PR107
r'rand r'r Cell antibody screen in CellMedia PR109

Antibody ID panel products in Alsevers
PR141/144/201/211

Antibody ID panel products in CellStab
PR142/143/202/212

Antibody ID panel products in CellMedia PR162/163
Antibody ID panel products in LISP PR146

Antibody ID panel products papainised in Alsevers
PR154

Antibody ID panel products papainised in CellStab
PR152/153

Antibody ID panel products papainised in CellMedia
PR172/173

IgG coated cells PR092

ZZAP Kit PN161

Weak Anti-K Control PN043
Weak Anti-c Control PN042
Weak Anti-Fya Control PN044
Weak Anti-D Control PN046
AB Serum PNO061

3 Cell antibody screen PR121

3 Cell antibody screen in CellStab PR122




3 Cell antibody screen in CellMedia PR123

3 Cell antibody screen papainised in Alsevers PR124

National Health Service Blood & Transplant
(NHSBT)

1434-IVDD-351/2019

18.07.2019

11.12.2023

98/79/WE

Alrr cells in Alsevers (10 mL 2.8%suspension) PR012
A2rr cells in Alsevers (10 mL 2.8%suspenion) PR022
Brr cells in Alsevers (10 mL 2.8%suspension) PRO33
OR1r cells in Alsevers (10 mL 2.8%suspension) PR044
ATlrr cells in CellStab (10 mL 0.8%suspension) PRO14
ATlrr cells in CellMedia (10 mL 0.8%suspension) PRO15
Brr cells in CellStab (10 mL 0.8%suspension) PRO35
Brr cells in CellMedia (10 mL 0.8%suspension) PRO36
BR1r cells in Alsevers (10 mL 2.8%suspension) PR034
OR1r cells in CellStab (10 mL 0.8%suspension) PR045

OR1r cells in CellMedia (10 mL 0.8%suspension) PRO46

National Health Service Blood & Transplant
(NHSBT)

1434-IVDD-350/2019

18.07.2019

11.12.2023

98/79/WE

ATlrr cells in Alsevers (10 mL 2.8%suspension) PR012
A2rr cells in Alsevers (10 mL 2.8%suspenion) PR022
Brr cells in Alsevers (10 mL 2.8%suspension) PRO33
OR1r cells in Alsevers (10 mL 2.8%suspension) PR044
Alrr cells in CellStab (10 mL 0.8%suspension) PRO14
Alrr cells in CellMedia (10 mL 0.8%suspension) PRO15
Brr cells in CellStab (10 mL 0.8%suspension) PRO35
Brr cells in CellMedia (10 mL 0.8%suspension) PRO36

BR1r cells in Alsevers (10 mL 2.8%suspension) PR034




OR1r cells in CellStab (10 mL 0.8%suspension) PR045

OR1r cells in CellMedia (10 mL 0.8%suspension) PR046

National Institute for Biological Standards and 1434-IVDD-309/2019 10.06.2019 18.02.2024 98/79/WE The British Standard for Anti-D antibodies 73/515 and
Control (NIBSC) 73/517
The British Standard for Anti-c antibodies 84/628
2nd British Standard for Anti-Rubella Serum, Human
67/182
Clinical Virology Multiplex I: Immunodeficiency panel
working reagent for Nucleic Acid Amplification Tests
(NAT) 15/130-xxx
Anti-CMV Quality Control Serum: Sample 1
QCRCMVQC1
IgM Anti-CMV Quality Control Reagent 1
QCRCMVIgMQC1
Anti-Rubella Quality Control Serum: Sample 1
QCRRUBQC1
Anti-Toxoplasma Quality Control Serum: Sample 1
QCRTOXOQC1
Anti-Rubella Quality Control Serum Sample 2
QCRRUBQC2
Anti-Rubella IgM Quality Control Serum Sample 1
QCRRUBIgMQCT
IgM Anti-Toxoplasma gondii Quality Control Reagent 1
QCRTOXOIgMQCT
National Institute for Biological Standards and 1434-IVDD-307/2019 10.06.2019 08.04.2023 98/79/WE Hepatitis A, Hepatitis B, Hepatits C, Hepatitis E, Human

Control (NIBSC)

Immunodeficiency Virus-1 and Parvovirus B19 Blood
Virology Multiplex Il reagent for Nucleic Acid
Amplification Testing (Blood Virology Multiplex II)
(Product Code: 16/154-XXX).




National Institute for Biological Standards and 1434-IVDD-308/2019 10.06.2019 08.04.2023 98/79/WE Hepatitis A, Hepatitis B, Hepatits C, Hepatitis E, Human

Control (NIBSC) Immunodeficiency Virus-1 and Parvovirus B19 Blood
Virology Multiplex Il reagent for Nucleic Acid
Amplification Testing (Blood Virology Multiplex II)
(Product Code: 16/154-XXX).

National Institute for Biological Standards and 1434-IVDD-048/2020 08.02.2020 27.05.2024 98/79/WE Monitor Sample for Anti-HTLV-I-03/104-xxx

Control (NIBSC)

National Institute for Biological Standards and 1434-IVDD-049/2020 08.02.2020 27.05.2024 98/79/WE Monitor Sample for Anti-HTLV-I-03/104-xxx

Control (NIBSC)

National Institute for Biological Standards and 1434-IVDD-179/2020 12.05.2020 18.02.2024 98/79/WE NIBSC Monitor Sample for HBsAg 0.05 IU/mL 07/286-

Control (NIBSC) XXX
British Working Standard for HBsAg 0.2 IU/mL 07/288-
XXX
Monitor Sample for Anti-HIV-2 99/674-xxx
British Working Standard for Anti-HIV-1 99/750-xxx
British Working Standard for Anti-HCV 14/240-xxx |
British Working Standard for Anti-HCV 1 in 8 Dilution
14/242-xxx
British Working Standard for Anti-HIV-1 1 in 5 Dilution
99/710-xxx

National Institute for Biological Standards and 1434-IVDD-180/2020 12.05.2020 18.02.2024 98/79/WE NIBSC Monitor Sample for HBsAg 0.05 IU/mL 07/286-

Control (NIBSC)

XXX

British Working Standard for HBsAg 0.2 IlU/mL 07/288-
XXX

Monitor Sample for Anti-HIV-2 99/674-xxx
British Working Standard for Anti-HIV-1 99/750-xxx
British Working Standard for Anti-HCV 14/240-xxx |

British Working Standard for Anti-HCV 1 in 8 Dilution
14/242-xxx




British Working Standard for Anti-HIV-1 1 in 5 Dilution
99/710-xxx

National Institute for Biological Standards and 1434-IVDD-227/2020 15.06.2020 27.05.2024 98/79/WE HBV, HCV and HIV-1 Triplex Reagent for Nucleic Acid
Control (NIBSC) Amplification Testing (NAT) 14/198-XXX

National Institute for Biological Standards and 1434-IVDD-226/2020 15.06.2020 27.05.2024 98/79/WE HBV, HCV and HIV-1 Triplex Reagent for Nucleic Acid
Control (NIBSC) Amplification Testing (NAT) 14/198-XXX

National Institute for Biological Standards and 1434-IVDD-007/2021 02.01.2021 27.05.2024 98/79/WE Anti-HIV-1 Quality Control Serum - QCRHIV1QC1

Control (NIBSC)

HIV-1 p24 Antigen Quality Control Serum -
QCRHIV1P24QC2

HIV-1 Rapid Test Device Quality Control Serum -
QCRHIVRTDQC1

Anti-HIV-2 Quality Control Serum - QCRHIV2QC2
Anti-HCV Quality Control Serum - QCRHCVQCT
Anti-HBs Quality Control Serum - QCRHBsQCT
HBsAg Quality Control Serum - QCRHBsGQC1
Anti-HBe Quality Control Serum - QCRHBeQC1

Total Anti-HBc Quality Control Serum - QCRTHBcQC1
IgM Anti-HBc: Quality Control Serum - QCRHBcIgMQC1
Total Anti-HBc Quality Control Serum - QRTHBcQC2
Anti-HIV-1 Quality Control Serum - QCRHIV1QC5
Anti-HIV-1 Quality Control Serum - QCRHIV1QC3
Anti-HIV-1: Quality Control Serum - QCRHIV1QC2

HIV-1 p24 Antigen Quality Control Serum -
QCRHIV1P24QC1

Anti-HIV-2 Quality Control Serum - QCRHIV2QC3

HBsAg Quality Control Serum - QCRHBsGQC2




Anti-HIV-2 Quality Control Serum - QCRHIV2QC4

National Institute for Biological Standards and
Control (NIBSC)

1434-IVDD-008/2021

02.01.2021

27.05.2024

98/79/WE

Anti-HIV-1 Quality Control Serum - QCRHIV1QC1

HIV-1 p24 Antigen Quality Control Serum -
QCRHIV1P24QC2

HIV-1 Rapid Test Device Quality Control Serum -
QCRHIVRTDQCT

Anti-HIV-2 Quality Control Serum - QCRHIV2QC2
Anti-HCV Quality Control Serum - QCRHCVQC1
Anti-HBs Quality Control Serum - QCRHBsQC1
HBsAg Quality Control Serum - QCRHBsGQC1
Anti-HBe Quality Control Serum - QCRHBeQC1

Total Anti-HBc Quality Control Serum - QCRTHBcQC1
IgM Anti-HBc: Quality Control Serum - QCRHBcIgMQC1
Total Anti-HBc Quality Control Serum - QRTHBcQC2
Anti-HIV-1 Quality Control Serum - QCRHIV1QC5
Anti-HIV-1 Quality Control Serum - QCRHIV1QC3
Anti-HIV-1: Quality Control Serum - QCRHIV1QC2

HIV-1 p24 Antigen Quality Control Serum -
QCRHIV1P24QCT

Anti-HIV-2 Quality Control Serum - QCRHIV2QC3
HBsAg Quality Control Serum - QCRHBsGQC2

Anti-HIV-2 Quality Control Serum - QCRHIV2QC4

Nectar Lifesciences Ltd.

1434-IVDD-052/2020

13.02.2020

19.02.2022

98/79/WE

Necsure One Step Pregnancy (hCG)Test




Getnews One Step Urine (hCG) Pregnancy Test
Getnews Advance One Step hCG Test

One Step Urine (hCG) Pregnancy Test

NES PHARMA RYSZARD PISKLAK SPOLKA JAWNA

1434-MDD-397/2021

21.05.2021

27.05.2024

93/42/EWG

Avilin Spray

NES PHARMA RYSZARD PISKLAK SPOLKA JAWNA

1434-MDD-396/2021

21.05.2021

27.05.2024

93/42/EWG

Avilin Gastro

Neurotec Empresa De Pesquisa E
Desenvolvimenti Em Biomedicina Ltda - Epp

1434-MDD-258/2019

26.04.2019

01.12.2023

93/42/EWG

EQSA260

New Gene (Hangzhou) Bioengineering Co., Ltd

1434-IVDD-476/2021

26.10.2021

27.05.2024

98/79/WE

COVID-19 Antigen Detection Kit -Nasal Swab

nice Neotech Medical Systems Pvt Ltd

1434-MDD-072/2021

02.02.2021

27.05.2024

93/42/EWG

Infant Phototherapy: nice 4000LED, nice 4000SPOT

nice Neotech Medical Systems Pvt Ltd

1434-MDD-300/2021

20.05.2021

26.05.2024

93/42/EWG

nice 5020

nice 3010

nice 3010H

nice 5000

nice 2007S

nice 2010

nice 2010B

nice 2010BC

nice 5000RP

nice 5000R

nice 5000P

nice 3000

Niraj Industries Pvt. Ltd.

1434-MDD-245/2020

04.06.2020

27.06.2022

93/42/EWG

Scalpels
Surgical Blades

Blade Management system

NordicNeuroLab AS

1434-MDD-242/2019

26.04.2019

11.02.2023

93/42/EWG

nordicBrainEx




Novatech Tibbi Cihaz Urtnleri Sanayi ve Tic. Ltd. | 1434-IVDD-282/2020 08.07.2020 27.05.2024 98/79/WE Blood glucose monitoring systems

Co.

Novatech Tibbi Cihaz Urlnleri Sanayi ve Tic. Ltd. | 1434-IVDD-486/2021 11.11.2021 27.05.2024 98/79/WE NOVACHECK ® Early Pregnancy Test

Co.
STARCHECK ® Early Pregnancy Test

NTCS.r.l. 1434-MDD-110/2020 08.04.2020 27.05.2024 93/42/EWG Simethicone soft capsules Max 240 mg
Simethicone soft capsules 80 mg
Simethicone soft capsules Max 240 mg
Simethicone soft capsules 80 mg

NTCS.r.l. 1434-MDD-111/2020 08.04.2020 27.05.2024 93/42/EWG Simethicone soft capsules Max 240 mg
Simethicone soft capsules 80 mg
Simethicone soft capsules Max 240 mg
Simethicone soft capsules 80 mg

NUR-MED Stanistaw Piechowiak 1434-MDD-340/2021 21.05.2021 27.05.2024 93/42/EWG Systemy rurociggowe do gazéw medycznych

NUR-MED Stanistaw Piechowiak 1434-MDD-341/2021 21.05.2021 27.05.2024 93/42/EWG Punkty poboru sprezonych gazéw medycznych i prézni
typu GM/G-01; Wtyki do punktéw poboru sprezonych
gazobw medycznych i prozni.

NUR-MED Stanistaw Piechowiak 1434-MDD-581/2019 16.12.2019 28.12.2022 93/42/EWG Panel elektryczno-gazowy

Osatu S. Coop 1434-MDD-201/2019 12.04.2019 23.04.2023 93/42/EWG REANIBEX DATA LINK
REANIBEX DATA Cloud

Osatu S. Coop 1434-MDD-322/2020 17.08.2020 23.04.2023 93/42/EWG REANIBEX 200

REANIBEX 300




REANIBEX 100

REANIBEX 500

REANIBEX 700

ELIFE 700

RELIFE 700

REANIBEX 800

Ossgen Co., Ltd 1434-MDD-424/2021 24.05.2021 27.05.2024 93/42/EWG DualPor Collagen Putty

Ossgen Co., Ltd 1434-MDD-423/2021 24.05.2021 27.05.2024 93/42/EWG DualPor Collagen Putty

OSSTEM IMPLANT CO., LTD 1434-MDD-440/2020 10.12.2020 27.05.2024 93/42/EWG OssMem

OSSTEM IMPLANT CO., LTD 1434-MDD-441/2020 10.12.2020 27.05.2024 93/42/EWG OssMem

OSSTEM IMPLANT CO., LTD 1434-MDD-438/2020 10.12.2020 27.05.2024 93/42/EWG A-Oss

OSSTEM IMPLANT CO., LTD 1434-MDD-439/2020 10.12.2020 27.05.2024 93/42/EWG A-Oss

OSSTEM IMPLANT CO., LTD 1434-MDD-442/2020 10.12.2020 27.05.2024 93/42/EWG Q-Oss+

OSSTEM IMPLANT CO., LTD 1434-MDD-443/2020 10.12.2020 27.05.2024 93/42/EWG Q-Oss+

OSSTEM IMPLANT CO., LTD 1434-MDD-444/2020 10.12.2020 27.05.2024 93/42/EWG TissueMax

OSSTEM IMPLANT CO., LTD 1434-MDD-020/2021 20.01.2021 27.05.2024 93/42/EWG Denture 4U kit

Ovistech Co., Ltd. 1434-MDD-108/2020 10.04.2020 27.12.2023 93/42/EWG Sterile single use absorbable polydioxanone suture
with needle

Ovistech Co., Ltd. 1434-MDD-109/2020 10.04.2020 27.12.2023 93/42/EWG Sterile single use absorbable polydioxanone suture
with needle

P+F Products and Features GmbH 1434-MDD-213/2021 14.05.2021 27.05.2024 93/42/EWG TricValve® Transcatheter Bicaval Valve System

P+F Products and Features GmbH 1434-MDD-212/2021 14.05.2021 27.05.2024 93/42/EWG TricValve® Transcatheter Bicaval Valve System

P+F Products and Features GmbH 1434-MDD-246/2021 14.05.2021 27.05.2024 93/42/EWG Sterile Pre-dilatation Catheter, Brand Name: Kathy S.C,;
Sterile Post-dilatation Catheter, Brand Name: Kathy NG;
Sterile Angiographic Diagnostic Catheter, Brand Name:
Kathy DC

P+F Products and Features GmbH 1434-MDD-245/2021 14.04.2021 27.05.2024 93/42/EWG Sterile Pre-dilatation Catheter, Brand Name: Kathy S.C,;
Sterile Post-dilatation Catheter, Brand Name: Kathy NC;
Sterile Angiographic Diagnostic Catheter, Brand Name:
Kathy DC

P+F Products and Features GmbH 1434-MDD-244/2021 14.05.2021 27.05.2024 93/42/EWG Sirolimus Eluting Coronary Stent System, Brand Name:

EFIL+




P+F Products and Features GmbH 1434-MDD-243/2021 14.05.2021 27.05.2024 93/42/EWG Sirolimus Eluting Coronary Stent System, Brand Name:
EFIL+
PALMA GROUP S.A. 1434-IVDD-317/2020 12.08.2020 27.05.2024 98/79/WE GUARDERS® MINILAB® Cautionary Device ST kit, Mini

Includes 1 GUARDERS® diagnostic diaper® and 1
GUARDERS® urine screening tabs (pH/KET/GLU/NIT)

2 GUARDERS® MINILAB® Cautionary Device ST kit, Midi

Includes 1 GUARDERS® diagnostic diaper® and 1
GUARDERS® urine screening tabs (pH/KET/GLU/NIT)

GUARDERS® MINILAB® Cautionary Device ST kit, Mini

Includes 1 GUARDERS® diagnostic diaper® and 1
GUARDERS® urine screening tabs (pH/KET/GLU/NIT)

GUARDERS® MINILAB® Cautionary Device ST kit, Midi

Includes 1 GUARDERS® diagnostic diaper® and 1
GUARDERS® urine screening tabs (pH/KET/GLU/NIT)

GUARDERS® MINILAB® Cautionary Device ST kit, Maxi

Includes 1 GUARDERS® diagnostic diaper® and 1
GUARDERS® urine screening tabs (pH/KET/GLU/NIT)

GUARDERS® MINILAB® Cautionary Device ST kit, Junior

Includes 1 GUARDERS® diagnostic diaper® and 1
GUARDERS® urine screening tabs (pH/KET/GLU/NIT)

GUARDERS® MINILAB® Cautionary Device ST kit, Mini

Includes 1 GUARDERS® diagnostic diaper® and 1
GUARDERS® urine screening tabs (BLO/SG/LEU/PRO)

GUARDERS® MINILAB® Cautionary Device ST kit, Midi

Includes 1 GUARDERS® diagnostic diaper® and 1
GUARDERS® urine screening tabs (BLO/SG/LEU/PRO)




GUARDERS® MINILAB® Cautionary Device ST kit, Maxi

Includes 1 GUARDERS® diagnostic diaper® and 1
GUARDERS® urine screening tabs (BLO/SG/LEU/PRO)

GUARDERS® MINILAB® Cautionary Device ST kit, Junior

Includes 1 GUARDERS® diagnostic diaper® and 1
GUARDERS® urine screening tabs (BLO/SG/LEU/PRO)

GUARDERS® MINILAB® Cautionary Device ST kit, Mini
Includes 1 GUARDERS® diagnostic diaper®, 1
GUARDERS® urine screening tabs (pH/KET/GLU/NIT),

1 GUARDERS® urine screening tabs (BLO/SG/LEU/PRO)
GUARDERS® MINILAB® Cautionary Device ST kit, Midi
Includes 1 GUARDERS® diagnostic diaper®, 1
GUARDERS® urine screening tabs (pH/KET/GLU/NIT),

1 GUARDERS® urine screening tabs (BLO/SG/LEU/PRO)
GUARDERS® MINILAB® Cautionary Device ST kit, Maxi
Includes 1 GUARDERS® diagnostic diaper®, 1
GUARDERS® urine screening tabs (pH/KET/GLU/NIT),

1 GUARDERS® urine screening tabs (BLO/SG/LEU/PRO)
GUARDERS® MINILAB® Cautionary Device ST kit, Junior
Includes 1 GUARDERS® diagnostic diaper®, 1

GUARDERS® urine screening tabs (pH/KET/GLU/NIT),
1 GUARDERS® urine screening tabs (BLO/SG/LEU/PRO)

Panacea Medical technologies Pvt. Ltd

1434-MDD-316/2021

17.05.2021

19.04.2023

93/42/EWG

Bhabhatron-II-T

Bhabhatron-II-TC

Bhabhatron-II-TW

Bhabhatron-II-TA




Bhabhatron-II-TAW
Bhabhatron-II-TCAW
Bhabhatron-II-TCA
Bhabhatron-II-TCW

Bhabhatron MLC

Lilac- Full Field Digital Mammography
Lilac - Cassette Mammography

Imagin

Panacea Medical technologies Pvt. Ltd

1434-MDD-317/2021

17.05.2021

26.05.2024

93/42/EWG

SIDDHARTH-II IGRT

SIDDHARTH-II SBRT

PARAMEDYK Jacek Deneka

1434-MDD-221/2021

17.05.2021

27.05.2024

93/42/EWG

Gaza wypetniajaca zrolowana

PARAMEDYK Jacek Deneka

1434-MDD-222/2021

17.05.2021

27.05.2024

93/42/EWG

Opatrunek Indywidualny W

Perfint Healthcare Pvt Ltd

1434-MDD-503/2019

12.10.2019

27.05.2024

93/42/EWG

PIGA CT ROBIO EX,

PIGA CT ROBIO EX V2

MAXIO V2

Perfint Healthcare Pvt Ltd

1434-MDD-399/2021

21.05.2021

27.05.2024

93/42/EWG

Bush Adaptor

Gripper

MAXIO Drape

Needle Bush/Needle Guide
Needle Holder

Needle Stabilizer

Touch Pad Drape

Phoenix Cardiac Devices, Inc.

1434-MDD-156/2021

01.04.2021

27.05.2024

93/42/EWG

BACE Device

Phoenix Cardiac Devices, Inc.

1434-MDD-155/2021

01.04.2021

27.05.2024

93/42/EWG

BACE Device




PIXEL TECHNOLOGY SPOLKA Z OGRANICZONA | 1434-MDD-454/2019 09.09.2019 27.05.2024 93/42/EWG Vna Box w module Allerad
ODPOWIEDZIALNOSCIA
POL-MED Pawet Jabtonka 1434-MDD-274/2019 13.05.2019 12.05.2024 93/42/EWG Koncoéwka podwigzkowa SSE
Szczotka cytologiczna SSE
Koszyk Dormii endoskopowy SSE
Igta endoskopowa SSE
Ustnik endoskopowy SSE
Koszyk Dormii urologiczny SSU
POL-MED Pawet Jabtonka 1434-MDD-273/2019 13.05.2019 12.05.2024 93/42/EWG Petla do polipektomii SSE
Elektroda do resektoskopu SSU
POL-MED Pawet Jabtonka 1434-MDD-273/2019 13.05.2019 12.05.2024 93/42/EWG Elektroda do resektoskopu NWU
Papillotom NWE
Petla do polipektomii NWE
Resektoskop NWU R
POL-MED Pawet Jabtonka 1434-MDD-120/2021 19.03.2021 27.05.2024 93/42/EWG Osprzet endoskopowy
Premier Medical Corporation PVT LTD 1434-IvDD-391/2020 26.10.2020 27.05.2024 98/79/WE First Response® HIV 1-2.0 Card Test (Version 2.0) Ref:
PIO5FRCO5CE, PIOSFRC10CE, PIOSFRC25CE, PIOSFRC30CE
Premier Medical Corporation PVT LTD 1434-IVvDD-392/2020 26.10.2020 27.05.2024 98/79/WE First Response® HIV 1-2.0 Card Test (Version 2.0) Ref:
PIO5FRCO5CE, PIOSFRC10CE, PIOSFRC25CE, PIOSFRC30CE
Premier Medical Corporation PVT LTD 1434-IVDD-394/2020 26.10.2020 27.05.2024 98/79/WE First Response® HBsAg Card Test Ref: PITOFRCO5CE,
PITOFRC1TOCE, PITOFRC25CE, PITOFRC30CE
Premier Medical Corporation PVT LTD 1434-IVDD-393/2020 26.10.2020 27.05.2024 98/79/WE First Response® HBsAg Card Test Ref: PITOFRCO5CE,
PITOFRC10CE, PITOFRC25CE, PITOFRC30CE
Premier Medical Corporation PVT LTD 1434-IVDD-395/2020 26.10.2020 27.05.2024 98/79/WE First Response® HCV Card Test Ref: PIO3FRCO5CE,

PIO3FRC10CE, PIO3FRC25CE, PIO3FRC30CE




Premier Medical Corporation PVT LTD 1434-IVDD-396/2020 26.10.2020 27.05.2024 98/79/WE First Response® HCV Card Test Ref: PIO3FRCO5CE,
PIO3FRC10CE, PIO3FRC25CE, PIO3FRC30CE
Princeton BioMeditech Corporation 1434-IVDD-197/2019 15.04.2019 10.11.2023 98/79/WE SpermCheck® Vasectomy - BSH-201
SpermCheck® Fertility - BSH-204
First Response Ovulation Test - OSH-145
ProBioQual 1434-IvDD-271/2020 23.06.2020 31.12.2021 98/79/WE CIQ-MSMPE-Serum S:
ProBioQual 1434-IVvDD-458/2020 18.12.2020 27.05.2024 98/79/WE ClQ CIPE- Sérum MD:
- Taux Bas
- Taux Moyen
- Taux Elevé
CIQ CIPE- Serum MD:
- Taux Bas
-Taux Moyen
-Taux Eleve
Prowess, Inc. 1434-MDD-448/2020 29.12.2020 24.06.2022 93/42/EWG Panther TPS Modules include: VPS- 3D Conformal, DAO
IMRT, RealART, ProArc, Stereotactic
PRP SCIENCE CO., LTD 1434-MDD-106/2021 22.03.2021 27.05.2024 93/42/EWG Olidia
PRP SCIENCE CO., LTD 1434-MDD-107/2021 22.03.2021 27.05.2024 93/42/EWG Olidia
PRZEDSIEBIORSTWO "YAVO" SPOLKA Z 1434-MDD-542/2019 21.10.2019 01.11.2023 93/42/EWG Wchtanialny hemostatyk SURGIHEM
OGRANICZONA ODPOWIEDZIALNOSCIA
PRZEDSIEBIORSTWO "YAVO" SPOLKA Z 1434-MDD-541/2019 21.10.2019 01.11.2023 93/42/EWG Wochtanialny hemostatyk SURGIHEM
OGRANICZONA ODPOWIEDZIALNOéCIA
PRZEDSIEBIORSTWO "YAVO" SPOLKA Z 1434-MDD-547/2019 31.10.2019 27.05.2024 93/42/EWG Siatka chirurgiczna niewchtanialna PP-Mesh
OGRANICZONA ODPOWIEDZIALNOéCIA
PRZEDSIEBIORSTWO "YAVO" SPOLKA Z 1434-MDD-549/2019 31.10.2019 27.05.2024 93/42/EWG Siatka chirurgiczna pétwchtanialna PC-Mesh
OGRANICZONA ODPOWIEDZIALNOSCIA
PRZEDSIEBIORSTWO "YAVO" SPOLKA Z 1434-MDD-550/2019 31.10.2019 27.05.2024 93/42/EWG Siatka chirurgiczna poétwchtanialna PC-Mesh
OGRANICZONA ODPOWIEDZIALNOSCIA
PRZEDSIEBIORSTWO "YAVO" SPOLKA Z 1434-MDD-548/2019 31.10.2019 27.05.2024 93/42/EWG Szew niewchtanialny NYLON

OGRANICZONA ODPOWIEDZIALNOSCIA




PRZEDSIEBIORSTWO "YAVO" SPOLKA Z 1434-MDD-551/2019 31.10.2019 27.05.2024 93/42/EWG Szew niewchtanialny

OGRANICZONA ODPOWIEDZIALNOSCIA

PRZEDSIEBIORSTWO "YAVO" SPOLKA Z 1434-MDD-552/2019 31.10.2019 27.05.2024 93/42/EWG Szew niewchtanialny

OGRANICZONA ODPOWIEDZIALNOSCIA

PRZEDSIEBIORSTWO "YAVO" SPOLKA Z 1434-MDD-553/2019 31.10.2019 27.05.2024 93/42/EWG Szew wchtanialny

OGRANICZONA ODPOWIEDZIALNOSCIA

PRZEDSIEBIORSTWO "YAVO" SPOLKA Z 1434-MDD-554/2019 31.10.2019 27.05.2024 93/42/EWG Szew wchtanialny

OGRANICZONA ODPOWIEDZIALNOSCIA

PRZEDSIEBIORSTWO "YAVO" SPOLKA Z 1434-MDD-055/2021 25.01.2021 27.05.2024 93/42/EWG PGLA LACTIC RAPID

OGRANICZONA ODPOWIEDZIALNOSCIA

PRZEDSIEBIORSTWO "YAVO" SPOLKA Z 1434-MDD-054/2021 25.01.2021 27.05.2024 93/42/EWG PGLA LACTIC RAPID

OGRANICZONA ODPOWIEDZIALNOSCIA

PRZEDSIEBIORSTWO ARTYKULOW MEDYCZNYCH | 1434-MDD-061/2018 04.07.2018 03.07.2023 93/42/EWG Pojemnik do pobierania moczu od noworodkéw i
"ART-MED" E. JACHIMOWSKA, H. KACZMARCZYK niemowlat, jednorazowego uzytku, sterylny
PRZEDSIEBIORSTWO PRODUKCJI 1434-MDD-472/2019 09.10.2019 27.05.2024 93/42/EWG Ulgix Wzdecia, Ulgix Wzdecia Max, Ulgix USG
FARMACEUTYCZNEJ HASCO-LEK S.A.

PRZEDSIEBIORSTWO PRODUKC]JI 1434-MDD-471/2019 09.10.2019 27.05.2024 93/42/EWG Ulgix Wzdecia, Ulgix Wzdecia Max, Ulgix USG
FARMACEUTYCZNEJ HASCO-LEK S.A.

PRZEDSIEBIORSTWO PRODUKC]JI 1434-MDD-555/2019 06.11.2019 29.11.2022 93/42/EWG Bobogast

FARMACEUTYCZNEJ HASCO-LEK S.A.

PRZEDSIEBIORSTWO PRODUKCYJNO 1434-MDD-165/2021 18.04.2021 17.04.2023 93/42/EWG Dozatory do lekéw ze skalg pomiarowa
HANDLOWE ABA SPOLKA Z OGRANICZONA

ODPOWIEDZIALNOSCIA

Przedsiebiorstwo Produkcyjno Handlowe 1434-MDD-047/2020 10.02.2020 27.05.2024 93/42/EWG Miarka dozujaca z podziatka, wersje: C IV PP2; CIV PP 3;
MEDICAL Ryszard Mazella CIVPP4

PRZYCHODNIA LEKARSKA "NOVUM" KATARZYNA | 1434-MDD-089/2020 30.03.2020 93/42/EWG EMBRYOPASS

KOZIOk, PIOTR LEWANDOWSKI SPOEKA JAWNA

PSP Dental Co Ltd 1434-MDD-129/2019 09.04.2019 10.12.2022 93/42/EWG Zinc Phosphate

Ceramchem

Ortho Cem

Orthocem LC

Ceram |

Recal

Cavinol

Ceramlin




Ceramlite

CeramBase

Varnish VLC

Conditioner Bond

Guard Seal

Pearl Bond

Acid Etch

Carbchem

CERAM Il

Ceramfil B

Ceramfil B Seasons

Ceramfil

Ceramfil A.R.T

Ceramcore B

Ceram Il LC
Pearl
Pearl - Lite

Ceramfil Molar

Ceram Il VLC

CANAL FIL

Nucavfil




T-FIL

Templin
Temp D

PURGO BIOLOGICS INC 1434-MDD-200/2021 30.04.2021 27.05.2024 93/42/EWG THE Graft

PURGO BIOLOGICS INC 1434-MDD-201/2021 30.04.2021 27.05.2024 93/42/EWG THE Graft

PURGO BIOLOGICS INC 1434-MDD-202/2021 30.04.2021 27.05.2024 93/42/EWG Biotex

PURGO BIOLOGICS INC 1434-MDD-203/2021 30.04.2021 27.05.2024 93/42/EWG OpenTex

PURGO BIOLOGICS INC 1434-MDD-204/2021 30.04.2021 27.05.2024 93/42/EWG OpenTex-TR

PURGO BIOLOGICS INC 1434-MDD-131/2021 15.03.2021 27.05.2024 93/42/EWG THE Cover
Device model No.:
BP3-1520, BP3-1530, BP3-2530, BP3-3040,
BP5-1520, BP5-1530, BP5-2530, BP5-3040,
BP10-1520, BP10-2030

PURGO BIOLOGICS INC 1434-MDD-130/2021 15.03.2021 27.05.2024 93/42/EWG THE Cover
Device model No.:
BP3-1520, BP3-1530, BP3-2530, BP3-3040,
BP5-1520, BP5-1530, BP5-2530, BP5-3040,
BP10-1520, BP10-2030

PURGO BIOLOGICS INC 1434-MDD-172/2021 16.04.2021 27.05.2024 93/42/EWG THE Graft Collagen

PURGO BIOLOGICS INC 1434-MDD-171/2021 16.04.2021 27.05.2024 93/42/EWG THE Graft Collagen

Qingdao Hightop Biotech Co., Ltd. 1434-IVDD-450/2021 13.08.2021 27.05.2024 98/79/WE SARS-CoV-2 Antigen Rapid Test

QMEDICS AG 1434-MDD-211/2020 22.05.2020 27.05.2024 93/42/EWG O Goncho

QMEDICS AG 1434-MDD-212/2020 22.05.2020 27.05.2024 93/42/EWG O Goncho

QMEDICS AG 1434-MDD-209/2020 22.05.2020 27.05.2024 93/42/EWG Genbu

QMEDICS AG 1434-MDD-210/2020 22.05.2020 27.05.2024 93/42/EWG Genbu

QMEDICS AG 1434-MDD-207/2020 22.05.2020 27.05.2024 93/42/EWG Baku




QMEDICS AG 1434-MDD-208/2020 22.05.2020 27.05.2024 93/42/EWG Baku
QMEDICS AG 1434-MDD-213/2020 22.05.2020 27.05.2024 93/42/EWG Tatsu
QMEDICS AG 1434-MDD-214/2020 22.05.2020 27.05.2024 93/42/EWG Tatsu
Qualigen. Inc, 1434-IVDD-235/2021 07.05.2021 27.05.2024 98/79/WE FastPack® Total PSA Immunoassay - 50 Test 25s Kit

Complete - 25000078

FastPack IP® Total PSA Immunoassay 25s Kit Complete
- 25000079

FastPack ® Total PSA Calibrator 25s Kit - 25000077

FastPack® Total PSA Immunoassay - 50 Test Kit -
25000001

FastPack® Total PSA Calibrator Kit - 25000002
FastPack® Free PSA Calibrator Kit - 25000008
FastPack® PSA Control Kit - 25000003

FastPack IP® Total PSA Immunoassay Kit - 25000040
FastPack IP® Free PSA Immunoassay Kit - 25000045

FastPack® Total PSA Immunoassay - 50 Test 25s Kit
Complete - 25000078

FastPack IP® Total PSA Immunoassay 25s Kit Complete
- 25000079

FastPack ® Total PSA Calibrator 25s Kit - 25000077

FastPack® Total PSA Immunoassay - 50 Test Kit -
25000001

FastPack® Total PSA Calibrator Kit - 25000002
FastPack® Free PSA Calibrator Kit - 25000008

FastPack® PSA Control Kit - 25000003




FastPack IP® Total PSA Immunoassay Kit - 25000040

FastPack IP® Free PSA Immunoassay Kit - 25000045

QualiMed Innovative Medizinprodukte GmbH 1434-MDD-068/2020 24.02.2020 27.05.2024 93/42/EWG GALAXY Sirolimus-Eluting Coronary Stent-System
QualiMed Innovative Medizinprodukte GmbH 1434-MDD-067/2020 24.02.2020 27.05.2024 93/42/EWG GALAXY Sirolimus-Eluting Coronary Stent-System
QualiMed Innovative Medizinprodukte GmbH 1434-MDD-070/2020 24.02.2020 27.05.2024 93/42/EWG MAGMA Sirolimus-Eluting Coronary Stent-System
QualiMed Innovative Medizinprodukte GmbH 1434-MDD-069/2020 24.02.2020 27.05.2024 93/42/EWG MAGMA Sirolimus-Eluting Coronary Stent-System
QualiMed Innovative Medizinprodukte GmbH 1434-MDD-072/2020 24.02.2020 27.05.2024 93/42/EWG Sirolimus-Eluting Coronary Stent-System (MRB)
QualiMed Innovative Medizinprodukte GmbH 1434-MDD-071/2020 24.02.2020 27.05.2024 93/42/EWG Sirolimus-Eluting Coronary Stent-System (MRB)
QualiMed Innovative Medizinprodukte GmbH 1434-MDD-074/2020 24.02.2020 27.05.2024 93/42/EWG SIMOLIMUS Sirolimus-Eluting Coronary Stent-System
QualiMed Innovative Medizinprodukte GmbH 1434-MDD-073/2020 24.02.2020 27.05.2024 93/42/EWG SIMOLIMUS Sirolimus-Eluting Coronary Stent-System
QualiMed Innovative Medizinprodukte GmbH 1434-MDD-060/2020 24.02.2020 27.05.2024 93/42/EWG Stent Delivery System (CS)
QualiMed Innovative Medizinprodukte GmbH 1434-MDD-059/2020 24.02.2020 27.05.2024 93/42/EWG Stent Delivery System (CS)
QualiMed Innovative Medizinprodukte GmbH 1434-MDD-062/2020 24.02.2020 27.05.2024 93/42/EWG CURVUS

Stent Delivery System
QualiMed Innovative Medizinprodukte GmbH 1434-MDD-061/2020 24.02.2020 27.05.2024 93/42/EWG CURVUS

Stent Delivery System
QualiMed Innovative Medizinprodukte GmbH 1434-MDD-064/2020 24.02.2020 27.05.2024 93/42/EWG SUNA Stent Delivery System
QualiMed Innovative Medizinprodukte GmbH 1434-MDD-063/2020 24.02.2020 27.05.2024 93/42/EWG SUNA Stent Delivery System
QualiMed Innovative Medizinprodukte GmbH 1434-MDD-057/2020 24.02.2020 27.05.2024 93/42/EWG Arthos Pico Stent Delivery System
QualiMed Innovative Medizinprodukte GmbH 1434-MDD-058/2020 24.02.2020 27.05.2024 93/42/EWG Arthos Pico Stent Delivery System
QualiMed Innovative Medizinprodukte GmbH 1434-MDD-065/2020 24.02.2020 27.05.2024 93/42/EWG ABARIS Sirolimus-Eluting Coronary Stent System
QualiMed Innovative Medizinprodukte GmbH 1434-MDD-066/2020 24.02.2020 27.05.2024 93/42/EWG ABARIS Sirolimus-Eluting Coronary Stent System
QualiMed Innovative Medizinprodukte GmbH 1434-MDD-230/2020 26.05.2020 27.05.2024 93/42/EWG Guiding Sheath (GCQ)
QualiMed Innovative Medizinprodukte GmbH 1434-MDD-229/2020 26.05.2020 27.05.2024 93/42/EWG Support Catheter (SCQ)
QUIROSA S.A. 1434-MDD-271/2019 06.05.2019 03.07.2022 93/42/EWG IUNETEST
QUIROSA S.A. 1434-MDD-270/2019 06.05.2019 03.07.2022 93/42/EWG Sterile Connectors

Umbilical cord clamp




Vaginal Speculum
Catheter spigot

Guedel airway (tube)

Quotient Suisse SA

1434-IVDD-268/2021

11.05.2021

26.05.2024

98/79/WE

MosaiQ SDS Donor CMV & Syphilis Magazine- 121004

Quotient Suisse SA

1434-IVDD-370/2019

12.07.2019

18.04.2024

98/79/WE

MosaiQ IH Quantum Magazine - 120004

Quotient Suisse SA

1434-IVDD-369/2019

12.07.2019

18.04.2024

98/79/WE

MosaiQ IH Quantum Magazine - 120004

Rapid Labs Limited

1434-IVDD-295/2019

17.05.2019

22.05.2022

98/79/WE

Anti-Human Globulin Polyspecific BC-AHG10/BC-
AHG10X10

Rapid Labs Limited

1434-IVDD-293/2019

17.05.2019

23.05.2023

98/79/WE

Anti-A Monoclonal, BC-A10/BC-A10X10

Anti-B Monoclonal, BC-B10/BC-B10X10

Anti-A, B Monoclonal, BC-AB10/BC-AB10X10
Anti-D Monoclonal (IgG & IgM), BC-D10/BC-D10X10
Anti A, B, AB, D (IgG & IgM) kit, BC-ABOD10

Anti A, B, D (IgG & IgM) kit, BC-ABD10

Rapid Labs Limited

1434-IVDD-294/2019

17.05.2019

23.05.2023

98/79/WE

Anti-A Monoclonal, BC-A10/BC-A10X10

Anti-B Monoclonal, BC-B10/BC-B10X10

Anti-A, B Monoclonal, BC-AB10/BC-AB10X10
Anti-D Monoclonal (IgG & IgM), BC-D10/BC-D10X10
Anti A, B, AB, D (IgG & IgM) kit, BC-ABOD10

Anti A, B, D (IgG & IgM) kit, BC-ABD10

REDCELL BIYOTEKNOLOJI A.S.

1434-IVDD-076/2020

27.02.2020

27.05.2024

98/79/WE

Redcell blood groupping gelcard/system
1- Forward ABO patient

2- Forward AB plus

3- Forward DVI+

4- Forward / Reverse




5- Forward / Reverse CDE
6- Forward / Reverse +K

7- Forward / Reverse Donor
8- Newborn

9- Comp / Cross

10- Comp / Cross DV+

11- Rh Phenotype

12- Rh Phenotype +K

13- Rh Phenotype plus

14- A1 Cell

15- B Cell

REDCELL BIYOTEKNOLOQJI A.S.

1434-IVDD-075/2020

27.02.2020

27.05.2024

98/79/WE

Redcell blood groupping gelcard/system
1- Forward ABO patient

2- Forward AB plus

3- Forward DVI+

4- Forward / Reverse

5- Forward / Reverse CDE

6- Forward / Reverse +K

7- Forward / Reverse Donor

8- Newborn

9- Comp / Cross




10- Comp / Cross DV+
11- Rh Phenotype

12- Rh Phenotype +K
13- Rh Phenotype plus
14- A1 Cell

15- B Cell

REDCELL BIYOTEKNOLOQOJI A.S.

1434-IVDD-077/2020

27.02.2020

27.05.2024

98/79/WE

Redcell blood groupping gelcard/system
1- Forward ABO patient

2- Forward AB plus

3- Forward DVI+

4- Forward / Reverse

5- Forward / Reverse CDE

6- Forward / Reverse +

REGEN Biocharm Co., Ltd

1434-MDD-571/2019

27.11.2019

27.05.2024

93/42/EWG

Chamsill

Sterile single use absorbable polydioxanone suture
with needle

REGEN Biocharm Co., Ltd

1434-MDD-570/2019

27.11.2019

27.05.2024

93/42/EWG

Chamsill

Sterile single use absorbable polydioxanone suture
with needle

Regen Biotech, Inc.

1434-MDD-056/2021

26.01.2021

27.05.2024

93/42/EWG

AestheFill

Regen Biotech, Inc.

1434-MDD-057/2021

26.01.2021

27.05.2024

93/42/EWG

AestheFill

Regen Biotech, Inc.

1434-MDD-059/2021

26.01.2021

27.05.2024

93/42/EWG

PowerFill-vV1000

Regen Biotech, Inc.

1434-MDD-058/2021

26.01.2021

27.05.2024

93/42/EWG

PowerFill-V1000




REGIONALNE CENTRUM KRWIODAWSTWA |
KRWIOLECZNICTWA

1434-IVDD-147/2021

25.03.2021

16.11.2023

98/79/WE

Konserwowane Krwinki Wzorcowe do uktadu ABO
Konserwowane Krwinki Wzorcowe do uktadu ABO |

Standaryzowane Krwinki Wzorcowe typ PBS-VERA do
uktadu ABO

Standaryzowane Krwinki Wzorcowe do uktadu ABO
ARBC-ABO do uktadu ABO

Zestaw Probek Kontrolnych do codziennej kontroli
odczynnikéw diagnostycznych i krwinek wzorcowych do
uktadu ABO i RhD

Zestaw Probek Kontrolnych

Papaina STL

REGIONALNE CENTRUM KRWIODAWSTWA |
KRWIOLECZNICTWA

1434-IVDD-148/2021

25.03.2021

16.11.2023

98/79/WE

Konserwowane Krwinki Wzorcowe do uktadu ABO
Konserwowane Krwinki Wzorcowe do uktadu ABO |

Standaryzowane Krwinki Wzorcowe typ PBS-VERA do
uktadu ABO

Standaryzowane Krwinki Wzorcowe do uktadu ABO
ARBC-ABO do uktadu ABO

Zestaw Probek Kontrolnych do codziennej kontroli
odczynnikéw diagnostycznych i krwinek wzorcowych do
uktadu ABO i RhD

Zestaw Probek Kontrolnych

Papaina STL

REGIONALNE CENTRUM KRWIODAWSTWA |
KRWIOLECZNICTWA

1434-IVDD-146/2021

25.03.2021

16.11.2023

98/79/WE

Konserwowane Krwinki Wzorcowe do wykrywania
przeciwciat

Konserwowane Krwinki Wzorcowe do identyfikacji
przeciwciat




Konserwowane Krwinki Wzorcowe do identyfikacji PLUS

Standaryzowane Krwinki Wzorcowe typ LISS-VERA do
wykrywania przeciwciat

ARBC | do wykrywania przeciwciat Across Red Blood
Cells |

ARBC Il do identyfikacji przeciwciat Across Red Blod
Cells Il

Standaryzowane Krwinki Wzorcowe Optaszczone do
kontroli BTA

Standaryzowane Krwinki Wzorcowe O RhD+
optaszczone przeciwciatami anty-D

Standaryzowane Krwinki Wzorcowe O RhD+
optaszczone przeciwciatami anty-D Gotowe do uzytku

Odczynnik anty-1gG
Surowica antyglobulinowa poliwalentna
Standard anty-D

Standard anty-D MIKRO

REGIONALNE CENTRUM KRWIODAWSTWA | 1434-IVDD-344/2020 23.09.2020 27.05.2024 98/79/WE Krwinki wzorcowe do uktadu ABO
KRWIOLECZNICTWA W BIALYMSTOKU

REGIONALNE CENTRUM KRWIODAWSTWA | 1434-IVDD-345/2020 23.09.2020 27.05.2024 98/79/WE Krwinki wzorcowe do uktadu ABO
KRWIOLECZNICTWA W BIALYMSTOKU

REGIONALNE CENTRUM KRWIODAWSTWA | 1434-IVDD-346/2020 23.09.2020 27.05.2024 98/79/WE Krwinki wzorcowe do wykrywania przeciwciat
KRWIOLECZNICTWA W BIALYMSTOKU

RENOVILAB LLC 1434-MDD-019/2021 07.01.2021 27.05.2024 93/42/EWG Renovi

RENOVILAB LLC 1434-MDD-018/2021 07.01.2021 27.05.2024 93/42/EWG Renovi

RESORBA Medical GmbH 1434-MDD-353/2019 03.07.2019 02.07.2024 93/42/EWG Synthetic, Absorbable Suture Products
RESORBA Medical GmbH 1434-MDD-354/2019 03.07.2019 02.07.2024 93/42/EWG Synthetic, Absorbable Suture Products
RESORBA Medical GmbH 1434-MDD-267/2021 14.05.2021 27.05.2024 93/42/EWG Debridement Pad

RESORBA Medical GmbH 1434-MDD-564/2019 13.11.2019 27.05.2024 93/42/EWG Synthetic, Absorbable Suture Products PGA

ResoquickTM




RESORBA Medical GmbH 1434-MDD-563/2019 13.11.2019 27.05.2024 93/42/EWG Synthetic, Absorbable Suture Products PGA
ResoquickTM
RESORBA Medical GmbH 1434-MDD-264/2020 24.06.2020 07.03.2024 93/42/EWG Collagen Products with Gentamicin
RESORBA Medical GmbH 1434-MDD-263/2020 24.06.2020 07.03.2024 93/42/EWG Collagen Products with Gentamicin
RESORBA Medical GmbH 1434-MDD-277/2020 24.06.2020 30.01.2024 93/42/EWG Collagen Products with Gentamicin
RESORBA Medical GmbH 1434-MDD-276/2020 24.06.2020 30.01.2024 93/42/EWG Collagen Products with Gentamicin
RESORBA Medical GmbH 1434-MDD-266/2020 24.06.2020 13.02.2024 93/42/EWG Absorbable neurosurgical and spinal procedure
collagen product
RESORBA Medical GmbH 1434-MDD-265/2020 24.06.2020 13.02.2024 93/42/EWG Absorbable neurosurgical and spinal procedure
collagen product
RESORBA Medical GmbH 1434-MDD-431/2020 27.11.2020 27.05.2024 93/42/EWG Silicone PHMB Foam Wound Dressings
RESORBA Medical GmbH 1434-MDD-430/2020 27.11.2020 27.05.2024 93/42/EWG Silicone PHMB Foam Wound Dressings
RESORBA Medical GmbH 1434-MDD-193/2021 26.04.2021 30.01.2024 93/42/EWG Collagen Products
RESORBA Medical GmbH 1434-MDD-192/2021 26.04.2021 30.01.2024 93/42/EWG Collagen Products
Resoundant, Inc. 1434-MDD-451/2020 16.12.2020 27.05.2024 93/42/EWG RESYS3002
MREplus+
Respiratory Technology Corporation 1434-MDD-446/2019 26.08.2019 08.12.2022 93/42/EWG DX-1000
Respiratory Technology Corporation 1434-MDD-228/2020 25.05.2020 08.12.2022 93/42/EWG Accessory Kit 175 5107
8000
Accessory Kit 175 5580
8800
MDRF1 Generator Kit 177-5251
MDRF1 Generator 177-5150
REVITACARE SAS 1434-MDD-043/2021 27.01.2021 27.05.2024 93/42/EWG Revitafill essential
REVITACARE SAS 1434-MDD-042/2021 27.01.2021 27.05.2024 93/42/EWG Revitafill essential
RFBIO Co., LTD. 1434-MDD-149/2021 02.04.2021 27.05.2024 93/42/EWG YOUTHEFILL Shape with Lidocaine
RFBIO Co., LTD. 1434-MDD-150/2021 02.04.2021 27.05.2024 93/42/EWG YOUTHFILL Shape with Lidocaine
Rivanna Medical, Inc 1434-MDD-208/2021 06.05.2021 20.03.2024 93/42/EWG Accuro
Rolence Enterprise, Inc. 1434-MDD-135/2021 18.03.2021 27.05.2024 93/42/EWG MS-1




MS-1 Dual

MS-10

MS-10B

MS-30

MS-50

PS-1

PS-1 Dual

PS-25

PS-25B

PS-30

Rolence Enterprise, Inc.

1434-MDD-136/2021

18.03.2021

27.05.2024

93/42/EWG

Portable X-Ray; XR-01

Intraoral Digital X-Ray Sensor; RXS 1000

Rontis Corporation SA

1434-MDD-111/2018

23.10.2018

23.08.2022

93/42/EWG

Abrax™ - Sirolimus-Eluting Biodegradable Polymer
Coronary Stent System

Rontis Corporation SA

1434-MDD-112/2018

23.10.2018

23.08.2022

93/42/EWG

Abrax™ - Sirolimus-Eluting Biodegradable Polymer
Coronary Stent System

Rontis Corporation SA

1434-MDD-486/2019

15.10.2019

27.05.2024

93/42/EWG

Zeus CC Cobalt Chromium Balloon Expanding
Peripheral Stent System / Flexive

Rontis Corporation SA

1434-MDD-154/2020

09.05.2020

27.05.2024

93/42/EWG

Abrax CoCr - Sirolimus-Eluting Coronary Stent System

Rontis Corporation SA

1434-MDD-153/2020

09.05.2020

27.05.2024

93/42/EWG

Abrax CoCr - Sirolimus-Eluting Coronary Stent System

Rontis Corporation SA

1434-MDD-094/2020

09.05.2020

31.03.2022

93/42/EWG

Leader Plus - cobalt Chromium Coronary stent System

Rontis Corporation SA

1434-MDD-093/2020

09.05.2020

31.03.2022

93/42/EWG

Leader Plus - cobalt Chromium Coronary stent System

Rontis Corporation SA

1434-MDD-096/2020

09.05.2020

31.03.2022

93/42/EWG

Lotus Family Coronary Guidewires (Lotus I1 0,014 -
Coronary Guidewire, Lotus XP 0,014 - Chronic Total
Occlusion Coronay Guidewire)




Rontis Corporation SA

1434-MDD-095/2020

09.05.2020

31.03.2022

93/42/EWG

Lotus Family Coronary Guidewires (Lotus I1 0,014 -
Coronary Guidewire, Lotus XP 0,014 - Chronic Total
Occlusion Coronay Guidewire)

Rontis Corporation SA

1434-MDD-151/2020

09.05.2020

27.05.2024

93/42/EWG

Triton Family Periphreal Balloon Catheters (Triton Plus -
Peripheral Balloon Catheter - Rx, Triton BTK Rx - Below
the Knee Catheter, Triton BTK OTW - Below the Knee
Balloon Catheter)

Rontis Corporation SA

1434-MDD-150/2020

09.05.2020

27.05.2024

93/42/EWG

Cronus Family Peripheral Balloon Catheters (Cronus
Advanced - Peripheral Balloon Catheter - OTW, Cronus
HP - High Pressure Peripheral Balloon Cartheter - OTW,
Cronus NV - Non-Vascular Peripheral Balloon Catheter -
oTW

Rontis Corporation SA

1434-MDD-166/2020

09.05.2020

31.03.2022

93/42/EWG

Europa Ultra Family Coronary Ballon Catheters (Europa
Ultra - emi-Compliant coronary Balloon Catheter,
Europa Ultra CTO - Chronic Total Occlusion Coronary
Ballon Catheter R, Europa ultra CTO - Chronic Total
Occulsion Coronary Ballon Catheter OTW, Europa Ultra
NC - Non-Compliant Coronary Ballon Catheter, Inro
CTO - Chronic Total Coronary Ballon Catheter Rx, InRo
CTO - Chronic Total Occulsion Coronary Ballon Catheter
OTW)

Rontis Corporation SA

1434-MDD-165/2020

09.05.2020

31.03.2022

93/42/EWG

Europa Ultra Family Coronary Ballon Catheters (Europa
Ultra - emi-Compliant coronary Balloon Catheter,
Europa Ultra CTO - Chronic Total Occlusion Coronary
Ballon Catheter R, Europa ultra CTO - Chronic Total
Occulsion Coronary Ballon Catheter OTW, Europa Ultra
NC - Non-Compliant Coronary Ballon Catheter, Inro
CTO - Chronic Total Coronary Ballon Catheter Rx, InRo
CTO - Chronic Total Occulsion Coronary Ballon Catheter
OTW)

Rontis Corporation SA

1434-MDD-032/2021

14.01.2021

27.05.2024

93/42/EWG

Zeus® SX Family Nitinol Self Expanding Peripheral Stent
System - OTW

Safecare Biotech (Hangzhou) Co., Ltd

1434-IVDD-460/2021

23.09.2021

27.05.2024

98/79/WE

COVID-19 Antigen Rapid Test Kit (Swab)

Safeshield India Rubber Products PV Ltd

1434-MDD-211/2021

05.05.2021

27.05.2024

93/42/EWG

Latex Surgical Gloves-Powdered & Powder Free

Scitech Produtos Medicos Ltda.

1434-MDD-288/2020

10.07.2020

27.05.2024

93/42/EWG

Stent Inspiron

Scitech Produtos Medicos Ltda.

1434-MDD-287/2020

10.07.2020

27.05.2024

93/42/EWG

Stent Inspiron

Scitech Produtos Medicos Ltda.

1434-MDD-180/2021

19.04.2021

27.05.2024

93/42/EWG

EMBOSOFT® MICROSPHERES

Scitech Produtos Medicos Ltda.

1434-MDD-181/2021

19.04.2021

27.05.2024

93/42/EWG

EMBOSOFT® MICROSPHERES

SCL Co. Ltd

1434-MDD-391/2021

25.05.2021

27.05.2024

93/42/EWG

Injectable Dermal Filler




SCL Co. Ltd 1434-MDD-392/2021 25.05.2021 27.05.2024 93/42/EWG Injectable Dermal Filler
SG MEDICAL 1434-MDD-205/2021 11.05.2021 27.05.2024 93/42/EWG 1. nasopharyngeal swab GS-1
2. oropharyngeal swab GS-2
Shanghai Reyoungel Medical Technology 1434-MDD-068/2021 02.02.2021 27.05.2024 93/42/EWG Haderm
Company Limited
Shanghai Reyoungel Medical Technology 1434-MDD-069/2021 02.02.2021 27.05.2024 93/42/EWG Haderm
Company Limited
ShinSaeGi Medi-tech CO., Ltd. 1434-MDD-315/2021 19.05.2021 27.05.2024 93/42/EWG SG Implant System
SigmaGraft 1434-MDD-269/2020 18.06.2020 27.05.2024 93/42/EWG InterOss®
SigmaGraft 1434-MDD-270/2020 18.06.2020 27.05.2024 93/42/EWG InterOss®
SILIMED - Implant Industry 1434-MDD-083/2020 06.03.2020 27.05.2024 93/42/EWG Mammary Implant - Silicone Gel
SILIMED - Implant Industry 1434-MDD-084/2020 06.03.2020 27.05.2024 93/42/EWG Mammary Implant - Silicone Gel
SINMED SPOtKA Z OGRANICZONA 1434-MDD-368/2020 26.10.2020 27.05.2024 93/42/EWG Oral Care szczoteczka do zebéw z odsysaniem. Oral
ODPOWIEDZIALNOSCIA Care gabka z odsysaniem.
SKANRAY TECHNOLOGIES LIMITED 1434-MDD-390/2021 24.05.2021 27.05.2024 93/42/EWG SKAN C
INTRASKAN DC
SKANRAD 400
SKANMOBILE
SKANMOBILE-T
MicroSKAN
MicroSKAN lon
SKANMOBILE DR
SKANRAY TECHNOLOGIES LIMITED 1434-MDD-389/2021 24.05.2021 27.05.2024 93/42/EWG Star 60-TruSKAN S500

Star 60-TruSKAN S600

Comet Plus

Star 90

Star 65




SkanRevive
CardiAid pro
Skanrevive+

CardiAid Pro+

Athena 500i
SkanSiesta
SkanRespiro

SkanRespiro Plus

SKANRAY TECHNOLOGIES LIMITED 1434-MDD-388/2021 24.05.2021 27.05.2024 93/42/EWG PRANAA

SMS SPOLKA Z OGRANICZONA 1434-MDD-412/2021 24.05.2021 27.05.2024 93/42/EWG Low temperature plasma sterilizer
ODPOWIEDZIALNOSCIA

Soluscope SAS 1434-MDD-420/2021 25.05.2021 26.05.2024 93/42/EWG Soluscope A

Soluscope PA
Soluscope GTA
Soluscope OPA
Soluscope D
Soluscope P
Soluscope PAA
Soluscope C+
SL-V1-PA

SL-V1-120-PA




SL-V1-GTA

SL-V1-120-GTA

SL-V1-OPA

SL-V1-120-OPA

SL-V1-AL-PA

SL-V1-AL-GTA

SL-V1-AL-OPA

SL-V4-PA

SL-V4-SA-PA

SL-V4-RO-PA

SL-ENT

SL-V3-PA-G

SL-V3-PA-G-PT

SL-V3-PA-PT

SL-TEE

Solutions for Tomorrow AB

1434-MDD-386/2021

21.05.2021

07.04.2024

93/42/EWG

Mobile diagnostic x-ray system

Model/Type: IM1

Southern Scientific Ltd

1434-MDD-450/2020

14.12.2020

02.12.2022

93/42/EWG

CW4000

OmniProbe® and collimators;
OmniProbe®-PET;
OmniProbe®-EL series

(includes the EL-Straight,




EL-200 and EL-900)

Spectrum Medical Ltd.

1434-MDD-006/2020

08.01.2020

27.05.2024

93/42/EWG

Quantum Heater Cooler System; Europa; Heat transfer
fluid

Spectrum Medical Ltd.

1434-MDD-223/2021

06.05.2021

27.05.2024

93/42/EWG

Quantum Heater Cooler (QHQ)

Quantum Mobile System

Quantum Ventilation Module (QVM?2)
Quantum Mini Ventilation Module (QVM3)
Quantum Ventilation Lite Module (QVM4)

Quantum Workstation (QWS12E, QWS15E QWS15L,
QWS15S)

Spectrum Medical Ltd.

1434-MDD-170/2021

15.04.2021

27.05.2024

93/42/EWG

Quantum Diagnostic Module (QDM)
Centrifugal Pump Drive (QCD)

Quantum Pump Console consists of Quantum Pump
Frame (QPF),

Quantum Power Supply (QPS), Quantum Roller Pumps
(QRP)

and Quantum Pump Console Module (QCM)

Quantum Smart Occluder (QSO)

Spinreact, S.A.U.

1434-IVDD-337/2019

07.06.2019

22.05.2022

98/79/WE

Anti-Human Globulin 1700051

Spinreact, S.A.U.

1434-IVDD-338/2019

07.06.2019

22.05.2022

98/79/WE

Monoclonal Anti A, 1700002
Monoclonal Anti B, 1700004
Monoclonal Anti A+B, 1700006
Anti D 1gG + IgM, 1700021
Monoclonal Anti C+D+E, 1700024

Monoclonal Anti C, 1700031




Monoclonal Anti E, 1700033

Monoclonal Anti ¢, 1700035

Monoclonal Anti e, 1700037

Monoclonal Anti Kell, 17700039

Spinreact, S.A.U.

1434-IVDD-339/2019

07.06.2019

22.05.2022

98/79/WE

Monoclonal Anti A, 1700002
Monoclonal Anti B, 1700004
Monoclonal Anti A+B, 1700006
Anti D 1gG + IgM, 1700021
Monoclonal Anti C+D+E, 1700024
Monoclonal Anti C, 1700031
Monoclonal Anti E, 1700033
Monoclonal Anti ¢, 1700035
Monoclonal Anti e, 1700037

Monoclonal Anti Kell, 1700039

SurePulse Medical Ltd.

1434-MDD-297_2020

23.07.2020

21.01.2024

93/42/EWG

VS System

VS Cap Extra Small

VS Cap Small

VS Cap Medium

VS Cap Large

VS Cap Extra Large

VS Display incl. Modules

VS Sensor




SYSTAAQ Diagnostic Products 1434-IVDD-434/2021 25.06.2021 13.12.2023 98/79/WE SYSTAAQ HBV REAL TIME PCR KIT
SYSTAAQ Diagnostic Products 1434-IVDD-433/2021 25.06.2021 13.12.2023 98/79/WE SYSTAAQ HBV REAL TIME PCR KIT
SYSTAAQ Diagnostic Products 1434-IVDD-432/2021 25.06.2021 29.07.2023 98/79/WE SYSTAAQ HCV REAL TIME PCR KIT
SYSTAAQ Diagnostic Products 1434-IVDD-431/2021 25.06.2021 29.07.2023 98/79/WE SYSTAAQ HCV REAL TIME PCR KIT
TACTICA PHARMACEUTICALS SPOLKA Z 1434-MDD-051/2020 05.02.2020 27.05.2024 93/42/EWG Simtac Duo, kapsutki o zmodyfikowanym uwalnianiu
OGRANICZONA ODPOWIEDZIALNOSCIA
TDM Co., Ltd 1434-MDD-031/2021 14.01.2021 27.05.2024 93/42/EWG Non-sterile Bone plate & screw System
TDM Co., Ltd 1434-MDD-030/2021 14.01.2021 27.05.2024 93/42/EWG Non-sterile Pedicle Screw system
TDM Co., Ltd 1434-MDD-393/2021 25.05.2021 27.05.2024 93/42/EWG Compression Hip Nail System/ Femur Reconstruction
Interlocking Nail System/Femur Retrograde Interlocking
Nail System/Tibia Interlocking Nail System/ Humerus
Interlocking Nail System// Pectus Bar System
Technology in Biomaterials S.L. 1434-MDD-146/2020 29.04.2020 27.05.2024 93/42/EWG techBiomat bone®
Technology in Biomaterials S.L. 1434-MDD-147/2020 29.04.2020 27.05.2024 93/42/EWG techBiomat bone®
TELIC S.A.U. 1434-MDD-254/2021 25.05.2021 27.05.2024 93/42/EWG AL-40
TELIC S.A.U. 1434-MDD-255/2021 25.05.2021 26.08.2022 93/42/EWG LHC-01
LHC-02
LHC-03
G-15E
TELIC S.A.U. 1434-MDD-256/2021 25.05.2021 26.08.2022 93/42/EWG VE-022
VE-025
VE-022 OP
VE-022 BE CO
TELIC S.A.U. 1434-MDD-257/2021 25.05.2021 26.08.2022 93/42/EWG 2125

2125-5




2125-C/00

2125-C/00/5

2125-C/10

2125-C/10/5

2125-C/21

2225

2225-5

2225-C/00

2225-C/00/5

2225-C/10

2225-C/10/5

2425

2425-5

2425-C/00

2425-C/00/5

2425-C/10

2425-C/10/5

2925

2925-5

2925-C/00

2925-C/00/5




2925-C/10

2925-C/10/5

2500

2500-5

2500-C/00

2500-C/00/5

2500-C/12

2500-C/12/5

2510

2510-5

2510-C/00

2510-C/00/5

2510-C/12

2510-C/12/5

2600

2600-5

2600-C/00

2600-C/00/5

2600-C/12

2600-C/12/5

2700




2700-5

2700-C/00

2700-C/00/5

2700-C/12

2700-C/12/5

2900

2900-5

2900-C/00

2900-C/00/5

2900-C/12

2900-C/12/5

TELICS.A.U.

1434-MDD-258/2021

25.05.2021

10.05.2023

93/42/EWG

L45mm Ref ABC-45

L55mm Ref ABC-55, Ref ABC-55/A30, Ref ABC-55/A45

L65mm Ref ABC-65

TELIC S.A.U.

1434-MDD-259/2021

25.05.2021

26.08.2022

93/42/EWG

405305

402509

402505

402503

402501

401909

401905

401903




401901

400709

TELICS.A.U.

1434-MDD-260/2021

25.05.2021

19.12.2022

93/42/EWG

0350/C

0350/C-S

0351/C

0351/CS

0352/C

0350/R

0350/RSA5

0350/RS

0350/RS5

0351/R

0351/R-S

0352/R

0352/R-S

TELIC S.A.U.

1434-MDD-261/2021

25.05.2021

19.12.2022

93/42/EWG

1D05022/2125

1D05023/2500

1D05031/2500C-12

1D05021/2600

TELIC S.A.U.

1434-MDD-262/2021

25.05.2021

20.12.2022

93/42/EWG

910003

910004




TELIC S.A.U.

1434-MDD-263/2021

25.05.2021

20.12.2022

93/42/EWG

VLL45B

VLM45W

VLM45B

VLM45Y

VLM45R

VLS45W

VLS45B

VLS45Y

VLS45R

VLC45W

TELICS.A.U.

1434-MDD-264/2021

25.05.2021

09.01.2023

93/42/EWG

DVS 100

TELICS.A.U.

1434-MDD-173/2020

18.05.2020

26.08.2022

93/42/EWG

CLINICAL Sterile Ultrasound Gel 848411

The Spectranetics Corporation

1434-MDD-367/2019

17.07.2019

02.08.2021

93/42/EWG

AngioSculpt®X Drug-Coated PTCA Scoring Balloon
Catheter

The Spectranetics Corporation

1434-MDD-368/2019

17.07.2019

02.08.2021

93/42/EWG

AngioSculpt®X Drug-Coated PTCA Scoring Balloon
Catheter

THERACION BIOMEDICAL CO., Itd

1434-MDD-210/2021

24.05.2021

27.05.2024

93/42/EWG

Tableau Wax

THERACION BIOMEDICAL CO., Itd

1434-MDD-209/2021

24.05.2021

27.05.2024

93/42/EWG

Tableau Wax

Thermo Electron LED GmbH
Zweigniederkassung Osterode

1434-MDD-401/2020

03.11.2020

20.03.2024

93/42/EWG

Sorvall BP 8 & 16

Sorvall BP 8 Heavy Duty Water Cooled & 16 Heavy Duty

Water Cooled
Sorvall BP 8 Heavy Duty & 16 Heavy Duty
Heraeus Cryofuge 8 & 16 and Cryofuge 8 & 16

Heraeus Cryofuge 16 Heavy Duty and Cryofuge 16




Heavy Duty

Heraeus Cryofuge 16 Heavy Duty Water Cooled and
Cryofuge 16 Heavy Duty Water Cooled

Thermo Fisher Scientific (Asheville) LLC 1434-MDD-249/2021 14.05.2021 27.05.2024 93/42/EWG TSX1204BV

TSX2304BV

TSX3004BV

TSX5004BV

TSX1230LV

TSX2330LV

TSX3030LV

TSX5030LV
TISGENX, Inc. 1434-MDD-354/2021 20.05.2021 27.05.2024 93/42/EWG Bovine Pericardial Tissue Patch
TISGENX, Inc. 1434-MDD-353/2021 20.05.2021 27.05.2024 93/42/EWG Bovine Pericardial Tissue Patch
Tiss You srl 1434-MDD-415/2020 13.11.2020 27.05.2024 93/42/EWG ARTHRYS
Tiss You srl 1434-MDD-414/2020 13.11.2020 27.05.2024 93/42/EWG ARTHRYS
Toda Pharma 1434-IVDD-480/2021 03.11.2021 27.05.2024 98/79/WE Toda Autotest Nasal COVID-19
TOM-MARG ZPCH SPOtKA Z OGRANICZONA 1434-MDD-459/2020 08.12.2020 07.12.2022 93/42/EWG jatowy fartuch chirurgiczny i jatowe zestawy serwet
ODPOWIEDZIALNOSCIA chirurgicznych wielorazowego uzytku
Toplan Co. Ltd. 1434-MDD-127/2021 24.03.2021 27.05.2024 93/42/EWG Toplan Implant System
Toplan Co. Ltd. 1434-MDD-128/2021 24.03.2021 27.05.2024 93/42/EWG Toplan implant system
TP Othodontics 1434-MDD-385/2021 21.05.2021 26.05.2024 93/42/EWG eXact Clear Light Cure Adhesive

Enamel Conditioner
ClearVu

InVu

Tip-Edge PLUS

Nu-Edge NX




Tip-Edge PLUS NX
Coated Crimpable Hooks
Ribbed Crimpable Hooks
Crimpable Stop
Solderable Stops
Rotating Springs
Uprighting Springs
Self-Locking Springs
Round Traction Hook
Square Traction Hook
Traction Hook With Chain
Rumely Traction Hook with Chain
ClearVu Mini Ceramic
InVu Mini Ceramic

InVu Ceramic

Tip-Edge PLUS Ceramic
E-Links Modules

E-Chain

Elast-O Chain

Super Slick Chain

Tru-Force Latex Elastics




Slip Free Zing String Elastomeric Thread
Elastic Thread

Slip Free Zing-O String
Lig-A-Ties Elastomeric Ligatures
Mini Stix Ligature Ties

Carousel Ligature Ties
Sep-A-Rings Separators

Super Slick Stick Separators
Tubing

Bump-R-Sleeve Tubing
Flip-Lock Herbst

VektorPRO

GripTite Bands

Pre-Fit Bands

Lingual Buttons

Lingual Hooks

Lingual Cleats

Lingual Molar Sheaths

Lingual Sheath

Lingual Retainers

Splints




Nu-Edge

Tip-Edge

Nu-Edge Self-Ligating
Straight-Edge I

Advant-Edge

Nu-Edge Mini

Tip-Edge PLUS

Tip-Edge Rx-1

Ultra Low Profile Molar Tubes
First Molar Tubes for Tip-Edge Brackets
Single Molar Tubes

Nickel Titanium Wires
Stainless Steel Wires

Stainless Steel Wires

Translumina GmbH 1434-MDD-476/2019 15.10.2019 27.05.2024 93/42/EWG Sirolimus Eluting Coronary Stent System
Trade Name : Yukon Choice PC
Sirolimus Eluting Coronary Stent System
Trade Name : Yukon Chrome PC

Translumina GmbH 1434-MDD-477/2019 15.10.2019 27.05.2024 93/42/EWG Sirolimus Eluting Coronary Stent System

Trade Name : Yukon Choice PC

Sirolimus Eluting Coronary Stent System




Trade Name : Yukon Chrome PC

Translumina GmbH 1434-MDD-479/2019 15.10.2019 27.05.2024 93/42/EWG Yukon® Chrome PC

Sirolimus Eluting Coronary Stent System
Translumina GmbH 1434-MDD-478/2019 15.10.2019 27.05.2024 93/42/EWG Yukon® Chrome PC

Sirolimus Eluting Coronary Stent System
Translumina GmbH 1434-MDD-001/2021 01.01.2021 27.05.2024 93/42/EWG 1. PTCA Catheter Cathy No. 4

2. Yukon Choice 4 Stent System

3. Yukon CC Stent System
Translumina GmbH 1434-MDD-002/2021 01.01.2021 27.05.2024 93/42/EWG 1. PTCA Catheter Cathy No. 4

2. Yukon Choice 4 Stent System

3. Yukon CC Stent System
Translumina GmbH 1434-MDD-004/2021 01.01.2021 27.05.2024 93/42/EWG Yukon® CC

Balloon-expandable Coronary Stent System
Translumina GmbH 1434-MDD-003/2021 01.01.2021 27.05.2024 93/42/EWG Yukon® CC

Balloon-expandable Coronary Stent System
Translumina GmbH 1434-MDD-006/2021 01.01.2021 27.05.2024 93/42/EWG Yukon® Choice 4

Coronary Stent System
Translumina GmbH 1434-MDD-005/2021 01.01.2021 27.05.2024 93/42/EWG Yukon® Choice 4

Coronary Stent System
Translumina Therapeutics LLP 1434-MDD-248/2021 07.05.2021 27.05.2024 93/42/EWG Vivo Isar Sirolimus Eluting Coronary Stent System
Translumina Therapeutics LLP 1434-MDD-247/2021 07.05.2021 27.05.2024 93/42/EWG Vivo Isar Sirolimus Eluting Coronary Stent System
Translumina Therapeutics LLP 1434-MDD-103/2021 26.02.2021 11.10.2023 93/42/EWG Sirolimus Eluting Coronary Stent System

Trade names: Yukon Choice PC, Yukon Choice PC Elite,
Yukon Choice PC Plus




Sirolimus Eluting Coronary Stent System

Trade names: Yukon Choice PC, Yukon Choice PC Elite,
Yukon Choice PC Plus

Translumina Therapeutics LLP 1434-MDD-102/2021 26.02.2021 11.10.2023 93/42/EWG Sirolimus Eluting Coronary Stent System
Trade names: Yukon Choice PC, Yukon Choice PC Elite,
Yukon Choice PC Plus
Sirolimus Eluting Coronary Stent System
Trade names: Yukon Choice PC, Yukon Choice PC Elite,
Yukon Choice PC Plus

Translumina Therapeutics LLP 1434-MDD-105/2021 26.02.2021 11.10.2023 93/42/EWG Sirolimus Eluting Coronary Stent System Trade names:
Yukon Choice Flex, Yukon Choice Swift, Ultima PC

Translumina Therapeutics LLP 1434-MDD-104/2021 26.02.2021 11.10.2023 93/42/EWG Sirolimus Eluting Coronary Stent System Trade names:
Yukon Choice Flex, Yukon Choice Swift, Ultima PC

TRICOMED SPOEKA AKCYJNA 1434-MDD-556/2019 13.11.2019 27.05.2024 93/42/EWG Medisorb R Ag

TRICOMED SPOEKA AKCYJNA 1434-MDD-698/2019 13.11.2019 27.05.2024 93/42/EWG Medisorb R Ag

TRICOMED SPOEKA AKCYJNA 1434-MDD-85/2020 10.03.2020 09.03.2022 93/42/EWG DALLOP® NM ULTRALIGHT
Tasmy urologiczne do chirurgicznego leczenia
wysitkowego nietrzymania moczu

TRICOMED SPOLKA AKCYJNA 1434-MDD-347/2020 22.09.2020 21.09.2022 93/42/EWG Dallon Patch

TRICOMED SPOLKA AKCYJNA 1434-MDD-348/2020 22.09.2020 21.09.2022 93/42/EWG Dallon Patch

TRICOMED SPOEKA AKCYJNA 1434-MDD-097/2018 16.08.2018 15.08.2023 93/42/EWG G-Mesh

TRICOMED SPOEKA AKCYJNA 1434-MDD-125/2018 22.11.2018 21.11.2023 93/42/EWG CODUBIX ZEBRO

TRICOMED SPOEKA AKCYJNA 1434-MDD-124/2018 22.11.2018 21.11.2023 93/42/EWG DALLOP NM

TRICOMED SPOLKA AKCYJNA 1434-MDD-126/2018 22.11.2018 21.11.2023 93/42/EWG DALLOS

TRICOMED SPOLKA AKCYJNA 1434-MDD-164/2020 08.05.2020 27.05.2024 93/42/EWG Codubix zebra, Codubix X zebra




TRICOMED SPOEKA AKCYJNA 1434-MDD-382/2019 31.07.2019 30.07.2024 93/42/EWG OPTOMESH

TRICOMED SPOEKA AKCYINA 1434-MDD-387/2019 31.07.2019 30.07.2024 93/42/EWG MEDIOSRB P PLUS, MEDISORB P PLUS ADHESIVE,
MEDISORB P BORDER

TRICOMED SPOEKA AKCYJNA 1434-MDD-384/2019 31.07.2019 30.07.2024 93/42/EWG CODUBIX 0OCZODO, CODUBIC OCZODOL 3D

TRICOMED SPOEKA AKCYINA 1434-MDD-381/2019 24.07.2019 23.07.2024 93/42/EWG Medisorb R, Medisorb R Ag

TRICOMED SPOEKA AKCYJNA 1434-MDD-699/2019 24.07.2019 23.07.2024 93/42/EWG Medisorb R, Medisorb R Ag

TRICOMED SPOEKA AKCYJNA 1434-MDD-461/2019 19.09.2019 27.05.2024 93/42/EWG Optomesh UltraLight

TRICOMED SPOEKA AKCYJNA 1434-MDD-095/2018 16.08.2018 15.08.2023 93/42/EWG Tromboguard

TRICOMED SPOEKA AKCYJNA 1434-MDD-096/2018 16.08.2018 15.08.2023 93/42/EWG Tromboguard

TRICOMED SPOEKA AKCYINA 1434-MDD-362/2020 02.10.2020 27.05.2024 93/42/EWG Optomesh SuperUltraLight

TRICOMED SPOEKA AKCYINA 1434-MDD-163/2021 09.04.2021 27.05.2024 93/42/EWG Medisorb P Silver

TRICOMED SPOEKA AKCYINA 1434-MDD-164/2021 09.04.2021 27.05.2024 93/42/EWG Medisorb P Silver

TRICOMED SPOEKA AKCYJNA 1434-MDD-190/2021 21.05.2021 27.05.2024 93/42/EWG Optomesh 3D

TRICOMED SPOEKA AKCYJNA 1434-MDD-191/2021 21.05.2021 27.05.2024 93/42/EWG Optomesh Stoma

Trinity Biotech USA 1434-IVDD-296/2019 17.05.2019 29.10.2023 98/79/WE Captia™ Rubella IgG 2325300 / 2325301
Captia™ Rubella IgM 2325360 / 2325361
Captia™ Toxoplasma gondii (Toxo) IgG 2325100 /
2325101
Captia™ Toxoplasma gondii (Toxo) IgM 2325160 /
2325161
Captia™ Chlamydia IgG 2346200
Captia™ Cytomegalovirus (CMV) IgG 2325200 / 2325201
Captia™ Cytomegalovirus (CMV) IgM 2325250 / 2325260
/2325261
Captia™ Cytomegalovirus (CMV) IgM Capture 800-945
Captia™ CMV TA EIA 2322670 / 2322671

TTK Healthcare Limited 1434-MDD-406/2020 26.11.2020 11.10.2023 93/42/EWG TTK Chitra Mechanical Heart Valve

TTK Healthcare Limited 1434-MDD-407/2020 26.11.2020 11.10.2023 93/42/EWG TTK Chitra Mechanical Heart Valve




Tulip Diagnostics (P) Itd.

1434-IVDD-041/2020

31.01.2020

27.05.2024

98/79/WE

AHG Coombs test card, Coombs Anti-IgG card, Neutral
gel card

Tulip Diagnostics (P) Itd.

1434-IVDD-436/2020

03.12.2020

27.05.2024

98/79/WE

ERYSCREEN

ERYSCREEN PLUS

ERYSCREEN TOTAL

ERYCLONE Anti-A Monoclonal

ERYCLONE Anti-B Monoclonal

ERYCLONE Anti-A, B Monoclonal

ERYCLONE Anti-D (Rho) (IgM) Monoclonal
RHOFINAL Anti-D (Rho) (IgM + 1gG) Monoclonal

ERYCARD 2.0 Blood Grouping Card for ABO/Rho (D)
Forward Grouping with Autocontrol

Matrix ABO/Rho (D) Forward and Reverse Grouping
Card with Autocontrol

Matrix ABO/Rho (D) Forward Grouping Confirmation
Card

Matrix ABO/Rho (D)/AHG Neonate Group Card
Matrix Forward Grouping and Cross Match Card
Matrix Forward Grouping Card with Anti-D (VI+)
Matrix Forward Grouping DAT Card

Matrix Rh Phenotype Card with Anti-K

Matrix Rh Phenotype Card with Anti-D

Tulip Diagnostics (P) Itd.

1434-IVDD-437/2020

03.12.2020

27.05.2024

98/79/WE

ERYSCREEN




ERYSCREEN PLUS

ERYSCREEN TOTAL

ERYCLONE Anti-A Monoclonal

ERYCLONE Anti-B Monoclonal

ERYCLONE Anti-A, B Monoclonal

ERYCLONE Anti-D (Rho) (IgM) Monoclonal
RHOFINAL Anti-D (Rho) (IgM + 1gG) Monoclonal

ERYCARD 2.0 Blood Grouping Card for ABO/Rho (D)
Forward Grouping with Autocontrol

Matrix ABO/Rho (D) Forward and Reverse Grouping
Card with Autocontrol

Matrix ABO/Rho (D) Forward Grouping Confirmation
Card

Matrix ABO/Rho (D)/AHG Neonate Group Card
Matrix Forward Grouping and Cross Match Card
Matrix Forward Grouping Card with Anti-D (VI+)
Matrix Forward Grouping DAT Card

Matrix Rh Phenotype Card with Anti-K

Matrix Rh Phenotype Card with Anti-D

TURKLAB Tibbi Mal. San. Tic. A.S. 1434-IVDD-438/2019 29.08.2019 28.08.2024 98/79/WE Pregnancy Test
TURKLAB Tibbi Mal. San. Tic. A.S. 1434-IVDD-435/2019 29.08.2019 28.08.2024 98/79/WE HBsAg Test
TURKLAB Tibbi Mal. San. Tic. A.S. 1434-IVDD-434/2019 29.08.2019 28.08.2024 98/79/WE HBsAg Test
TURKLAB Tibbi Mal. San. Tic. A.S. 1434-IVDD-436/2019 29.08.2019 28.08.2024 98/79/WE Anti-HIV 1/2 Test
TURKLAB Tibbi Mal. San. Tic. A.S. 1434-IVDD-437/2019 29.08.2019 28.08.2024 98/79/WE Anti-HIV 1/2 Test




TURKLAB Tibbi Mal. San. Tic. A.S. 1434-IVvDD-430/2019 29.08.2019 28.08.2024 98/79/WE Anti-HCV Test
TURKLAB Tibbi Mal. San. Tic. A.S. 1434-IvDD-431/2019 29.08.2019 28.08.2024 98/79/WE Anti-HCV Test
TURKLAB Tibbi Mal. San. Tic. A.S. 1434-IVvDD-432/2019 29.08.2019 28.08.2024 98/79/WE Anti-HBs Test
TURKLAB Tibbi Mal. San. Tic. A.S. 1434-IVDD-433/2019 29.08.2019 28.08.2024 98/79/WE Anti-HBs Test
TURKLAB Tibbi Mal. San. Tic. A.S. 1434-IVDD-404/2020 03.11.2020 27.05.2024 98/79/WE Reagent Red Blood Cells:

TG201 TEST-IT Cell A1-A2-B-O

TG202 TEST-IT Cell Reverse A1-B

Blood grouping Gel Card:

TG101 TEST-IT Gel AB (x4)

TG102 TEST-IT Gel ABO/2D & Reverse

TG103 TEST-IT Gel ABO/CDE (DVI+) & Reverse
TG104 TEST-IT Gel ABO/CDE (DVI-) & Reverse
TG105 TEST-IT Gel ABO/Rh(C,E) DVI+ & Reverse
TG106 TEST-IT Gel ABO/Rh(C,E) DVI- & Reverse
TG107 TEST-IT Gel ABO/2D + Kell & Reverse
TG108 TEST-IT Gel Confirm ABO/DVI+

TG109 TEST-IT Gel Confirm ABO/DVI-

TG110 TEST-IT Gel Newborn

TG112 TEST-IT Gel Cross Match

TG113 TEST-IT Gel Type / Screen

TG117 TEST-IT Gel Rh Phenotype

TG118 TEST-IT Gel Rh Phenotype + Kell




TG119 TEST-IT Gel Anti-DVI+

TG121 TEST-IT Gel Anti-Kell

TURKLAB Tibbi Mal. San. Tic. A.S.

1434-1IVDD-403/2020

03.11.2020

27.05.2024

98/79/WE

Reagent Red Blood Cells:
TG201 TEST-IT Cell A1-A2-B-O

TG202 TEST-IT Cell Reverse A1-B

Blood grouping Gel Card:

TG101 TEST-IT Gel AB (x4)

TG102 TEST-IT Gel ABO/2D & Reverse

TG103 TEST-IT Gel ABO/CDE (DVI+) & Reverse
TG104 TEST-IT Gel ABO/CDE (DVI-) & Reverse
TG105 TEST-IT Gel ABO/Rh(C,E) DVI+ & Reverse
TG106 TEST-IT Gel ABO/Rh(C,E) DVI- & Reverse
TG107 TEST-IT Gel ABO/2D + Kell & Reverse
TG108 TEST-IT Gel Confirm ABO/DVI+

TG109 TEST-IT Gel Confirm ABO/DVI-

TG110 TEST-IT Gel Newborn

TG112 TEST-IT Gel Cross Match

TG113 TEST-IT Gel Type / Screen

TG117 TEST-IT Gel Rh Phenotype

TG118 TEST-IT Gel Rh Phenotype + Kell




TG119 TEST-IT Gel Anti-DVI+

TG121 TEST-IT Gel Anti-Kell

TURKLAB Tibbi Mal. San. Tic. A.S.

1434-IVDD-435/2020

01.12.2020

27.05.2024

98/79/WE

Reagent Red Blood Cells:
TG203 TEST-IT Cell Screen 2
TG204 TEST-IT Cell Screen 3
TG205 TEST-IT Cell Screen 4
TG206 TEST-IT Cell Screen 2P
TG207 TEST-IT Cell Screen 3P
TG208 TEST-IT Cell Screen 4P
TG209 TEST-IT Cell Panel 11
TG210TEST-IT Cell Panel 11 P

TG211 TEST-IT Cell Coombs Control

Blood Grouping Gel Card:

TG111 TEST-IT Gel DAT Screen
TG114 TEST-IT Gel Coombs

TG116 TEST-IT Gel Neutral / Coombs

TG120 TEST-IT Gel Anti-IgG

TURKLAB Tibbi Mal. San. Tic. A.S.

1434-IVDD-446/2021

30.07.2021

27.05.2025

98/79/WE

COVID-19 Ag Home Test

ULTRAV co., Ltd

1434-MDD-002/2020

14.01.2020

27.05.2024

93/42/EWG

Ultra Vv

ULTRAV co., Ltd

1434-MDD-119/2021

04.03.2021

27.04.2024

93/42/EWG

HIFU PLUS

ULTRAYV co., Ltd

1434-MDD-118/2021

04.03.2021

27.05.2024

93/42/EWG

ULTRAV Triderm, ULTRA VTri-RF




ULTRAYV co., Ltd 1434-MDD-106/2020 08.04.2020 27.05.2024 93/42/EWG Ultra V Sterile single use absorbable polydioxanone
suture with needle

Urotronic, Inc. 1434-MDD-168/2021 12.04.2021 27.05.2024 93/42/EWG Optilume BPH Catheter System

Urotronic, Inc. 1434-MDD-169/2021 12.04.2021 27.05.2024 93/42/EWG Optilume BPH Catheter System

Urotronic, Inc. 1434-MDD-034/2021 14.01.2021 27.05.2024 93/42/EWG Optilume® Urethral Drug Coated Balloon Catheter
Optilume® Urethral Drug Coated Balloon Catheter

Urotronic, Inc. 1434-MDD-033/2021 14.01.2021 27.05.2024 93/42/EWG Optilume® Urethral Drug Coated Balloon Catheter
Optilume® Urethral Drug Coated Balloon Catheter

Vascular Innovations Co.,Ltd. 1434-MDD-169/2020 12.05.2020 27.05.2024 93/42/EWG Hydra Aortic valve and delivery system

Vascular Innovations Co.,Ltd. 1434-MDD-170/2020 12.05.2020 27.05.2024 93/42/EWG Hydra Aortic valve and delivery system

Vascular Innovations Co.,Ltd. 1434-MDD-183/2020 14.05.2020 27.05.2024 93/42/EWG JAWS Snare systems

Vascular Innovations Co.,Ltd. 1434-MDD-182/2020 14.05.2020 27.05.2024 93/42/EWG JAWS Snare systems

Vascular Innovations Co.,Ltd. 1434-MDD-134/2020 17.04.2020 27.05.2024 93/42/EWG Cocoon Septal Occluder and Delivery System

Vascular Innovations Co.,Ltd. 1434-MDD-133/2020 17.04.2020 27.05.2024 93/42/EWG Cocoon Septal Occluder and Delivery System

Vascular Innovations Co.,Ltd. 1434-MDD-134/2020 17.04.2020 27.05.2024 93/42/EWG Cocoon Duct Occluder and Delivery System

Vascular Innovations Co.,Ltd. 1434-MDD-133/2020 17.04.2020 27.05.2024 93/42/EWG Cocoon Duct Occluder and Delivery System

Vascular Innovations Co.,Ltd. 1434-MDD-138/2020 17.04.2020 27.05.2024 93/42/EWG Cocoon PFO Occluders and Delivery Systems

Vascular Innovations Co.,Ltd. 1434-MDD-137/2020 17.04.2020 27.05.2024 93/42/EWG Cocoon PFO Occluders and Delivery Systems

Vascular Innovations Co.,Ltd. 1434-MDD-136/2020 24.04.2020 27.05.2024 93/42/EWG Cocoon VSD Occluders and Delivery Systems

Vascular Innovations Co.,Ltd. 1434-MDD-135/2020 24.04.2020 27.05.2024 93/42/EWG Cocoon VSD Occluders and Delivery Systems

VESTECH Co., Ltd 1434-MDD-023/2021 14.01.2021 27.05.2024 93/42/EWG PIOGEN-I




VitalConnect, Inc.

1434-MDD-167/2020

05.05.2020

03.08.2024

93/42/EWG

VitalPatch 1.5

VitalPatch 3

VivaChek Biotech (Hangzhou) Co., Ltd

1434-IVDD-478/2021

27.10.2021

27.05.2024

98/79/WE

Verino TM Pro SARS-CoV-2 Ag Rapid Test

VUP Medical a.s.

1434-MDD-343/2019

25.06.2019

24.06.2024

93/42/EWG

Implantable reinforcing felt for surgical purposes
CORTEX

VUP Medical a.s.

1434-MDD-344/2019

25.06.2019

24.06.2024

93/42/EWG

Implantable reinforcing felt for surgical purposes
CORTEX

VUP Medical a.s.

1434-MDD-341/2020

27.10.2020

15.10.2022

93/42/EWG

Knitted vascular patch with collagen Ra ZK
Knitted vascular prosthesis with collagen Ra K

Knitted vascular prosthesis with collagen Ra K
incompressible

VUP Medical a.s.

1434-MDD-340/2020

27.10.2020

15.10.2022

93/42/EWG

Knitted vascular patch with collagen Ra ZK
Knitted vascular prosthesis with collagen Ra K

Knitted vascular prosthesis with collagen Ra K
incompressible

VUP Medical a.s.

1434-MDD-341/2020

27.10.2020

15.10.2022

93/42/EWG

Knitted vascular patch with collagen Ra ZK
Knitted vascular prosthesis with collagen Ra K

Knitted vascular prosthesis with collagen Ra K
incompressible

VUP Medical a.s.

1434-MDD-340/2020

27.10.2020

15.10.2022

93/42/EWG

Knitted vascular patch with collagen Ra ZK
Knitted vascular prosthesis with collagen Ra K

Knitted vascular prosthesis with collagen Ra K
incompressible

Vydence Medical Industria e Comercio Ltda

1434-MDD-416/2019

02.08.2019

27.05.2024

93/42/EWG

Siberian Fit

Vydence Medical Industria e Comercio Ltda

1434-MDD-422/2021

25.05.2021

27.05.2024

93/42/EWG

Sculptor CO2
Handpiece 1064 Long Pulse
Handpiece Acroma - QS

Handpiece 1340 Pro Deep




Handpiece 1540 Go Smooth
Handpiece 2940 Dual Mode
Handpiece 8 - 18 YAG
Handpiece 3 - 10 YAG
Handpiece 5 - 15 YAG
Handpiece 3 - 24 YAG
Handpiece 8 - 18 ALEX
Handpiece 3 - 10 ALEX
Handpiece 3 - 24 ALEX
Handpiece IPL-SQ

Etherea MX

ZYE ALEX

ZYE YAG

Delight 980

Delight 1470

Delight 915/980

WARMIE SPOEKA Z OGRANICZONA 1434-MDD-157/2021 30.03.2021 27.05.2024 93/42/EWG WARMIE Sensor Temperatury wraz z
ODPOWIEDZIALNOSCIA oprogramowaniem

WEM Equipamentos Electronicos Ltda 1434-MDD-455/2019 29.08.2019 30.04.2024 93/42/EWG Argon 4

Wever Instruments Co., Ltd. 1434-MDD-446/2020 18.12.2020 27.05.2024 93/42/EWG Extracorporeal Shock Wave Therapy (ESWT) Device
Will Pharma BV 1434-MDD-104/2020 30.03.2020 27.05.2024 93/42/EWG Willospon Gelatin Sponge

Will Pharma BV 1434-MDD-105/2020 30.03.2020 27.05.2024 93/42/EWG Willospon Gelatin Sponge

Winglobe Healthcare Pvt Ltd 1434-MDD-194/2021 27.04.2021 27.05.2024 93/42/EWG STROM 2.0

STROM 2.0 VS




STROM 2.0 BR10

STROM 2.0 BR10 VS

ELEKTRIZ 2.0
WISE s.r.l. 1434-MDD-265/2021 14.05.2021 27.05.2024 93/42/EWG WISE Cortical Strip
WISE s.r.l. 1434-MDD-266/2021 14.05.2021 27.05.2024 93/42/EWG WISE Cortical Strip
WITKOWSKA-PIECH ANNA Przedsi*biorstwo 1434-MDD-349/2019 27.06.2019 26.06.2024 93/42/EWG Butelka do dtugotrwatego odsysania ran o
Produkcyjno-Handlowo Ustugowe "REMIX" pojemnosciach 200 ml, 250ml, 400 ml|
Woodway USA, Inc. 1434-MDD-546/2019 28.10.2019 27.05.2024 93/42/EWG Continuum
PPS-43
PPS-55
PPS-70
Wortham Laboratories, Inc. 1434-MDD-343/2020 17.09.2020 11.11.2022 93/42/EWG SeraSeal Foam
Wortham Laboratories, Inc. 1434-MDD-342/2020 17.09.2020 11.11.2022 93/42/EWG SeraSeal Foam
Wortham Laboratories, Inc. 1434-MDD-343/2020 17.09.2020 12.11.2022 93/42/EWG Seraseal Hemostatic Agent
Wortham Laboratories, Inc. 1434-MDD-342/2020 17.09.2020 12.11.2022 93/42/EWG Seraseal Hemostatic Agent
Wuhan EasyDiagnosis Biomedicine Co., Ltd. 1434-IVDD-485/2021 10.11.2021 27.05.2024 98/79/WE COVID-19(SARS-CoV-2) Antigen Test Kit
REF: W-AgH-01S, W-AgH-01, W-AgH-02S, W-AgH-02, W-
AgH-05S, W-AgH-05, W-AgH-07, W-AgH-07S, W-AgH-08S,
W-AgH-08, W-AgH-10S, W-AgH-10, W-AgH-15S, W-AgH-
15, W-AgH-20S, W-AgH-20, W-AgH-25S, W-AgH-25
Xiamen AmonMed Biotechnology Co., Ltd 1434-IVDD-467/2021 15.10.2021 27.05.2024 98/79/WE COVID-19 Antigen Rapid Test Kit (Colloidal Gold)
Xstrahl Ltd. 1434-MDD-411/2021 21.05.2021 27.05.2024 93/42/EWG Xstrahl Therapy X-Ray Systems and XBeam Software
ZAKEAD DETALI MEDYCZNYCH "DEMED" SPOEKA | 1434-MDD-397/2019 27.08.2019 26.08.2024 93/42/EWG Zgtebniki do tamowania krwotokdéw z jamy nosowej
Z OGRANICZONA ODPOWIEDZIALNOéCIA
ZAKEAD DETALI MEDYCZNYCH "DEMED" SPOtKA | 1434-MDD-398/2019 27.08.2019 26.08.2024 93/42/EWG Zestawy do leczenia zatok nosa

Z OGRANICZONA ODPOWIEDZIALNOSCIA




ZAKEAD DETALI MEDYCZNYCH "DEMED" SPOLKA | 1434-MDD-399/2019 27.08.2019 26.08.2024 93/42/EWG Protezki do wszczepow wewngtrzusznych-protezki do
Z OGRANICZONA ODPOWIEDZIALNOSCIA rekonstrukgji uktadu przewodzgcego ucha srodkowego,
folia do otolaryngologii, Przyrzady do drenazu jamy
bebenkowej ucha srodkowego, Rurki tracheostomijne,
Rurki wewnatrztchawicze typu T, Rurki tchawiczo-
oskrzelowe typu Y, Protezki do wszczepdw
wewnatrzusznych-protezki strzemigczka
ZAKEADY FARMACEUTYCZNE "POLPHARMA" 1434-MDD-110/2018 07.10.2018 06.10.2023 93/42/EWG Polpharma 0,9% Nacl
SPOLKA AKCYJNA
Izotoniczny, sterylny roztwér chlorku sodu do
stosowania zewnetrznego oraz inhalacji
ZAKEADY FARMACEUTYCZNE "POLPHARMA" 1434-MDD-072/2018 25.07.2018 24.07.2023 93/42/EWG Kapsutki elastyczne z symetykonem - Simetigast Forte
SPOEKA AKCYJNA 240 mg, Simetigast 40 mg
ZAKEADY FARMACEUTYCZNE "POLPHARMA" 1434-MDD-071/2018 25.07.2018 24.07.2023 93/42/EWG Kapsutki elastyczne z symetykonem - Simetigast Forte
SPOEKA AKCYJNA 240 mg, Simetigast 40 mg
ZAKEADY FARMACEUTYCZNE "POLPHARMA" 1434-MDD-075/2018 25.07.2018 24.07.2023 93/42/EWG Krople z symetykonem: Bobotic Forte, Simetigast Forte
SPOLKA AKCYJNA Baby
ZAKEADY FARMACEUTYCZNE "POLPHARMA" 1434-MDD-342/2019 27.06.2019 26.06.2024 93/42/EWG Sterowash-Eye&Wound Topical Irrigation Solution
SPOLKA AKCYJNA
ZAKEADY FARMACEUTYCZNE "POLPHARMA" 1434-MDD-348/2019 01.07.2019 30.05.2022 93/42/EWG Starazolin HydroBalance One
SPOLKA AKCYJNA
Sodium Hyaluronate (single dose polyethylene
ampoules 0,5 ml)
ZET medical textile foreign trade Co Ltd 1434-IVDD-140/2020 23.04.2020 27.05.2024 98/79/WE Softec Pregnancy Test Kit
ZHEJIANG FOMOS MEDICAL TECHNOLOGY CO., | 1434-MDD-240/2020 03.06.2020 27.05.2024 93/42/EWG Foster-8L, Foster-12L,
LTD
Foster Plus-17L,
Foster Plus-22L
Foster-8L, Foster-12L,
Foster Plus-17L,
Foster Plus-22L
Zhuhai Lituo Biotechnology Co., Ltd. 1434-IVDD-475/2021 26.10.2021 27.05.2024 98/79/WE COVID-19 Antigen detection kit (Colloidal Gold)
IVD 0403
Ziehm-OrthoScan Inc. 1434-MDD-433/2020 02.12.2020 03.09.2022 93/42/EWG 1000-0004

1000-0004-FD




1000-0005

1000-0015; 1000-0016; 1000-0017




