
의료기기 회수에 관한 공표

본 건은 영업자 자발적 회수보고로 문제를 예방하기 위한 안내문 전달 및 교환 조치입( ) , 
니다.

는 및 에서 를 Siemens Healthineers Atellica CH Atellica CI Analyzer Atellica CH Triglycerides_2(Trig_2)

사용할 때 정도 관리 결과에 가 발생할 수 있음을 확인했습니다 내부 조사 결과(QC) positive drift . , 

검사 시에 사용 설명서에 명시된 주기 관련 을 충족하지 Atellica CH Trig_2 Pack, Lot calibration claim

못할 수 있습니다. 

는 테스트를 통해 결과에서 측정 범위 전체에 걸쳐 최대 Siemens Healthineers , QC +16mg/dL(0.18mmol

의 가 발생하는 경향을 관찰했습니다 조사 결과 을 일 주기로/L) positive bias . , Pack Calibration 7 , Lot 

을 일 주기로 더 자주 하면 성능이 복원되는 것으로 나타났습니다 이 문제는 Calibration 14 calibration . 

추후 공지가 있을 때까지 모든 유효 기간 내 및 향후 로트에 적용됩니다Atellica CH Trig_2 . Siemens 

는 이 문제의 근본 원인을 적극적으로 조사하고 있습니다Healthineers .

자세한 내용은 공지문을 참고해 주시기 바랍니다.

 



모델명 Lot No 또는 Serial No 제조(수입)일자

Atellica CH Triglycerides_2 (Trig_2) 140126 2024-06-03

Atellica CH Triglycerides_2 (Trig_2) 140126 2024-06-03

Atellica CH Triglycerides_2 (Trig_2) 140126 2024-07-12

Atellica CH Triglycerides_2 (Trig_2) 140126 2024-07-12

Atellica CH Triglycerides_2 (Trig_2) 140126 2024-06-03

Atellica CH Triglycerides_2 (Trig_2) 140126 2024-06-03

Atellica CH Triglycerides_2 (Trig_2) 140126 2024-06-03

Atellica CH Triglycerides_2 (Trig_2) 140199 2024-07-08

Atellica CH Triglycerides_2 (Trig_2) 140199 2024-08-19

Atellica CH Triglycerides_2 (Trig_2) 140199 2024-07-10

Atellica CH Triglycerides_2 (Trig_2) 140199 2024-07-08

Atellica CH Triglycerides_2 (Trig_2) 140199 2024-07-08

Atellica CH Triglycerides_2 (Trig_2) 140199 2024-07-08

Atellica CH Triglycerides_2 (Trig_2) 140219 2024-08-06

Atellica CH Triglycerides_2 (Trig_2) 140219 2024-08-13

Atellica CH Triglycerides_2 (Trig_2) 140219 2024-08-13

Atellica CH Triglycerides_2 (Trig_2) 140219 2024-08-09

Atellica CH Triglycerides_2 (Trig_2) 140219 2024-08-13

Atellica CH Triglycerides_2 (Trig_2) 140253 2024-09-05

Atellica CH Triglycerides_2 (Trig_2) 140253 2024-09-10

Atellica CH Triglycerides_2 (Trig_2) 140253 2024-09-05

Atellica CH Triglycerides_2 (Trig_2) 140253 2024-09-05

Atellica CH Triglycerides_2 (Trig_2) 140276 2024-09-24

Atellica CH Triglycerides_2 (Trig_2) 140300 2024-10-28

Atellica CH Triglycerides_2 (Trig_2) 140324 2024-11-01

Atellica CH Triglycerides_2 (Trig_2) 140324 2024-11-07

Atellica CH Triglycerides_2 (Trig_2) 140324 2024-11-12

Atellica CH Triglycerides_2 (Trig_2) 140324 2024-11-07

Atellica CH Triglycerides_2 (Trig_2) 140324 2024-11-07

Atellica CH Triglycerides_2 (Trig_2) 140324 2024-11-07

Atellica CH Triglycerides_2 (Trig_2) 140324 2024-11-07

Atellica CH Triglycerides_2 (Trig_2) 140324 2024-11-19

Atellica CH Triglycerides_2 (Trig_2) 140384 2024-12-05

Atellica CH Triglycerides_2 (Trig_2) 140384 2024-12-19

Atellica CH Triglycerides_2 (Trig_2) 140384 2024-12-05

Atellica CH Triglycerides_2 (Trig_2) 140384 2024-12-05

Atellica CH Triglycerides_2 (Trig_2) 140384 2024-12-03

Atellica CH Triglycerides_2 (Trig_2) 140384 2024-12-05

Atellica CH Triglycerides_2 (Trig_2) 140403 2025-01-13

Atellica CH Triglycerides_2 (Trig_2) 140403 2025-01-13

Atellica CH Triglycerides_2 (Trig_2) 140403 2025-01-13

Atellica CH Triglycerides_2 (Trig_2) 140403 2025-01-13

Atellica CH Triglycerides_2 (Trig_2) 140403 2025-01-13

Atellica CH Triglycerides_2 (Trig_2) 140403 2025-01-13

Atellica CH Triglycerides_2 (Trig_2) 140403 2024-12-18

Atellica CH Triglycerides_2 (Trig_2) 140403 2025-01-13

Atellica CH Triglycerides_2 (Trig_2) 140419 2025-01-24

Atellica CH Triglycerides_2 (Trig_2) 140482 2025-02-05

Atellica CH Triglycerides_2 (Trig_2) 140482 2025-02-11



Atellica CH Triglycerides_2 (Trig_2) 140482 2025-02-12

Atellica CH Triglycerides_2 (Trig_2) 140482 2025-02-11

Atellica CH Triglycerides_2 (Trig_2) 140482 2025-02-12

Atellica CH Triglycerides_2 (Trig_2) 150034 2025-03-11

Atellica CH Triglycerides_2 (Trig_2) 150034 2025-03-11

Atellica CH Triglycerides_2 (Trig_2) 150034 2025-03-13

Atellica CH Triglycerides_2 (Trig_2) 150034 2025-03-11

Atellica CH Triglycerides_2 (Trig_2) 150034 2025-03-11

Atellica CH Triglycerides_2 (Trig_2) 150081 2025-04-08

Atellica CH Triglycerides_2 (Trig_2) 150081 2025-04-08

Atellica CH Triglycerides_2 (Trig_2) 150081 2025-04-08

Atellica CH Triglycerides_2 (Trig_2) 150081 2025-04-08

Atellica CH Triglycerides_2 (Trig_2) 150081 2025-04-08

Atellica CH Triglycerides_2 (Trig_2) 150106 2025-05-09

Atellica CH Triglycerides_2 (Trig_2) 150106 2025-05-09

Atellica CH Triglycerides_2 (Trig_2) 150106 2025-05-09

Atellica CH Triglycerides_2 (Trig_2) 150106 2025-05-14

Atellica CH Triglycerides_2 (Trig_2) 150166 2025-06-04

Atellica CH Triglycerides_2 (Trig_2) 150166 2025-06-02

Atellica CH Triglycerides_2 (Trig_2) 150166 2025-06-04

Atellica CH Triglycerides_2 (Trig_2) 150175 2025-06-17

Atellica CH Triglycerides_2 (Trig_2) 150175 2025-06-17

Atellica CH Triglycerides_2 (Trig_2) 150175 2025-06-12

Atellica CH Triglycerides_2 (Trig_2) 150237 2025-07-22

Atellica CH Triglycerides_2 (Trig_2) 150237 2025-07-22

Atellica CH Triglycerides_2 (Trig_2) 150237 2025-07-22

Atellica CH Triglycerides_2 (Trig_2) 150237 2025-07-22

Atellica CH Triglycerides_2 (Trig_2) 150255 2025-08-07

Atellica CH Triglycerides_2 (Trig_2) 150255 2025-08-11

Atellica CH Triglycerides_2 (Trig_2) 150255 2025-08-11

Atellica CH Triglycerides_2 (Trig_2) 150255 2025-08-07

Atellica CH Triglycerides_2 (Trig_2) 150290 2025-09-08

Atellica CH Triglycerides_2 (Trig_2) 150290 2025-09-08

Atellica CH Triglycerides_2 (Trig_2) 150290 2025-09-08

Atellica CH Triglycerides_2 (Trig_2) 150290 2025-09-08

Atellica CH Triglycerides_2 (Trig_2) 150290 2025-09-08

Atellica CH Triglycerides_2 (Trig_2) 150290 2025-09-08

Atellica CH Triglycerides_2 (Trig_2) 150290 2025-09-08

Atellica CH Triglycerides_2 (Trig_2) 150389 2025-10-15

Atellica CH Triglycerides_2 (Trig_2) 150389 2025-10-15

Atellica CH Triglycerides_2 (Trig_2) 150389 2025-10-17

Atellica CH Triglycerides_2 (Trig_2) 150389 2025-10-15

Atellica CH Triglycerides_2 (Trig_2) 150081 2025-05-08


