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Roche Diagnostics GmbH; Sandhofer Straße 116; D 68305 Mannheim; Telefon +49 621 759 0; Telefax +49 621 759 2890

Sitz der Gesellschaft: Mannheim - Registergericht: AG Mannheim HRB 3962 - Geschäftsführung: Claus Haberda; Andreas Schmitz -
Aufsichtsratsvorsitzender: Dr. Thomas Schinecker  

Roche Diagnostics GmbH
Sandhofer Strasse 116,
68305 Mannheim, Germany

Wednesday, June 16, 2021

GI Y XÁC NH N TRANG THI T B  Y T  KHÔNG CÓ CH  B O HÀNH
CONFIRMATION OF NO WARRANTY SERVICE FOR MEDICAL DEVICE

Tên (Name): Roche Diagnostics GmbH, Germany
a ch  (Address): Sandhofer Strasse 116, 68305 Mannheim, Germany

Chúng tôi, v  s  h u trang thi t b  xác nh n các trang thi t b  y t
ch  b o hành.

We, as the Product Owner, hereby confirm that the following medical devices do not have warranty
services.

Mã s n ph m (Cat.No.) Tên s n ph m (Product name)
07229542190 Elecsys HIV Duo
06924107190 PreciControl HIV Gen II
08498610190 Elecsys Anti-HBs II
07374160190 Elecsys Anti-HBc II
04927931190 PreciControl Anti-HBc II
07394764190 Elecsys Anti-HBc II
06771823190 Elecsys Anti-HBs II
05894816190 Elecsys Anti-HBs II
11876317122 PreciControl Anti-HBs
08498601190 Elecsys Anti-HBs II
07028202190 Elecsys HTLV-I/II
07108133190 PreciControl HTLV
07251076190 Elecsys HBsAg II
04687876190 PreciControl HBsAg II
07026889190 Elecsys Anti-HCV II
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Mã s n ph m (Cat.No.) Tên s n ph m (Product name)
03290379190 PreciControl Anti-HCV
05390095190 Elecsys HIV combi PT
05162645190 PreciControl HIV
07914504190 Elecsys HIV combi PT
11971611122 Elecsys HIV Ag
12001101122 Elecsys HIV Ag Confirmatory Test
07914482190 Elecsys HBsAg II
07027427190 Elecsys HBeAg
07026838190 Elecsys Anti-HBe
07026811190 Elecsys Anti-HBc IgM
07026790190 Elecsys Anti-HBc II
07026854190 Elecsys Anti-HBs II
06368921190 Elecsys Anti-HCV II
06427405190 Elecsys Anti-HCV II
11820567122 Elecsys Anti-HBc IgM
11820613122 Elecsys Anti-HBe
11820583122 Elecsys HBeAg
04687787190 Elecsys HBsAg II
07173032190 Elecsys HTLV-I/II
08741034190 Elecsys HBsAg II Auto Confirm
11876376122 PreciControl HBeAg
11876384122 PreciControl Anti-HBe
07091656190 Elecsys HTLV-I/II
11876333122 PreciControl Anti-HBc IgM
11820648122 Elecsys HBsAg Confirmatory Test
08814856190 Elecsys HBsAg II
08814864190 Elecsys HBsAg II
08814848190 Elecsys HBsAg II
08924163190 Elecsys HIV combi PT
08924180190 Elecsys HIV combi PT
08836973190 Elecsys HIV Duo
09014918190 Elecsys Anti-HBc II
09109463190 Elecsys Anti-HBc II
09014926190 Elecsys Anti-HBc II
08741107190 PreciControl HBsAg Auto Confirm
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Mã s n ph m (Cat.No.) Tên s n ph m (Product name)
07251254190 Elecsys Tacrolimus
07251246190 Elecsys Cyclosporine
07027834190 Elecsys Sirolimus
07027257190 Elecsys Everolimus
06633188190 Elecsys Everolimus
07294131190 PreciControl Everolimus
06633196190 Everolimus Calset
05889081190 PreciControl ISD
06327974190 Elecsys Sirolimus
06327982190 Sirolimus CalSet
05889014190 Elecsys Cyclosporine
05889022190 Cyclosporine CalSet
05889057190 Elecsys Tacrolimus
05889065190 Tacrolimus CalSet
04491777190 Elecsys CEA
07027001190 Elecsys CA 15-3 II
07027320190 Elecsys free PSA
07299982190 Elecsys NSE
07027702190 Elecsys ProGRP
07028253190 Elecsys SCC
07027966190 Elecsys total PSA
07027478190 Elecsys HE 4
07027079190 Elecsys CEA
11776258122 Elecsys CA 72-4
11776193122 Elecsys CA 19-9
11776452122 PreciControl Tumor Marker
11776215122 CA 19-9 CalSet
11776452922 PreciControl Tumor Marker
07027800190 Elecsys S100
03175243190 Elecsys S100
03289834190 S100 CalSet
07030207190 CA 125 II CalSet II
07026986190 Elecsys CA 125 II
07324910190 Elecsys CA 72-4
07126972190 Elecsys SCC
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Mã s n ph m (Cat.No.) Tên s n ph m (Product name)
07126999190 SCC CalSet
07360070190 PreciControl Lung Cancer
12133113122 Elecsys NSE
12133121122 NSE CalSet
07027028190 Elecsys CA 19-9
04491742190 Elecsys AFP
04487761190 AFP CalSet II
11731416922 PreciControl Universal
07026706190 Elecsys AFP
11776223190 Elecsys CA 125 II
07299966190 Elecsys Cyfra 21-1
08828601190 Elecsys free PSA
08851964190 free PSA CalSet
05950929190 Elecsys HE4
05950953190 PreciControl HE4
05950945190 HE4 CalSet
08828610190 Elecsys free PSA
08791716190 Elecsys total PSA
08791686190 Elecsys total PSA
08838534190 total PSA CalSet II
06505961190 Elecsys ProGRP
06505988190 PreciControl ProGRP
06505970190 ProGRP CalSet
04485220190 total PSA CalSet II
04491734190 Elecsys total PSA
08333602190 Elecsys PIVKA-II
08333645190 PreciControl HCC
08333637190 CalSet PIVKA-II
08333629190 Elecsys PIVKA-II
07751605190 Elecsys Anti-p53
07751613190 Elecsys Anti-p53
07751621190 CalSet Anti-p53
07751630190 PreciControl Anti-p53
11731629322 Elecsys CEA
04481798190 Elecsys AFP
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Mã s n ph m (Cat.No.) Tên s n ph m (Product name)
11820966122 Elecsys Cyfra 21-1
03045838122 Elecsys CA 15-3 II
04641655190 Elecsys total PSA
03289788190 Elecsys free PSA
11776274122 CA 72-4 CalSet
03045846122 CA 15-3 II CalSet
11731645322 CEA CalSet
11820974322 CYFRA 21-1 CalSet
03289796190 free PSA CalSet
08791732190 Elecsys total PSA
09007636190 Elecsys ProGRP
09007695190 Elecsys ProGRP
08817278190 Elecsys S100
08817324190 Elecsys S100
09005692190 Elecsys CA 72-4
09005706190 Elecsys CA 72-4
07028024190 Elecsys Toxo IgM
07028164190 Elecsys Chagas
07027133190 Elecsys CMV IGM
07027770190 Elecsys Rubella IgG
07027796190 Elecsys Rubella IgM
07028008190 Elecsys Toxo IgG
07027974190 Elecsys Toxo IgG Avidity
07027117190 Elecsys CMV IgG
07251378190 Elecsys Syphilis
06923364190 PreciControl Syphilis
04784596190 Elecsys CMV IgG
04784600190 PreciControl CMV IgG
05909708190 Elecsys CMV IgG Avidity
05942322190 Precicontrol CMV IgG Avidity
07027443190 Elecsys HBsAg II quant II
07143745190 PreciControl HBsAg II quant II
07027095190 Elecsys CMV IgG Avidity
08498598190 Elecsys Anti-HBs II
04618815190 Elecsys Toxo IgG
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Mã s n ph m (Cat.No.) Tên s n ph m (Product name)
05802571190 Elecsys Toxo IgG Avidity
05802580190 PreciControl Toxo IgG Avidity
07802960190 Elecsys Syphilis
06923348190 Elecsys Syphilis
07092563190 Elecsys Chagas
07092571190 PreciControl Chagas
08176078190 Elecsys Zika IgG
08259658190 PreciControl Zika IgG
09289267190 Elecsys Anti-SARS-CoV-2 S
09289275190 Elecsys Anti-SARS-CoV-2 S
09289291190 CalSet Anti-SARS-CoV-2 S
09289313190 PreciControl Anti-SARS-CoV-2 S
04618793190 Elecsys Rubella IgG
04618831190 Elecsys Rubella IgM
04784618190 Elecsys CMV IGM
04618858190 Elecsys Toxo IgM
07143737190 Elecsys HBsAg II quant II
09203095190 Elecsys Anti-SARS-CoV-2
09216928190 PreciControl Anti-SARS-CoV-2
04618840190 PreciControl Rubella IgM
04618807190 PreciControl Rubella IgG
09203079190 Elecsys Anti-SARS-CoV-2
04784626190 PreciControl CMV IgM
04618823190 PreciControl Toxo IgG
04618866190 PreciControl Toxo IgM
05572185190 Elecsys HSV-1 IgG
05572207190 PreciControl HSV
07027494190 Elecsys HSV-1 IgG
07027508190 Elecsys HSV-2 IgG
08814899190 Elecsys HBsAg II quant II
08814872190 Elecsys HBsAg II quant II
09014977190 Elecsys Syphilis
09015035190 Elecsys Syphilis
09015051190 Elecsys Syphilis
09345272190 Elecsys SARS-CoV-2 Antigen
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Mã s n ph m (Cat.No.) Tên s n ph m (Product name)
09345299190 Elecsys SARS-CoV-2 Antigen
09345302190 PreciControl SARS-CoV-2 Antigen
07027303190 Elecsys free ßhCG
07957190190 Elecsys AMH Plus
07957203190 CalSet AMH Plus
07957211190 PreciControl AMH Plus
07251025190 Elecsys HCG+ß
07027621190 Elecsys PAPP-A
07027648190 Elecsys PlGF
05341787190 PreciControl Multimarker
05144671190 Elecsys PIGF
05144701190 PlGF CalSet
05341787922 PreciControl Multimarker
05109531190 sFlt-1 CalSet
05109523190 Elecsys sFlt-1
07027818190 Elecsys sFlt-1
07957246190 Elecsys AMH Plus
08818061190 Elecsys AMH Plus
08818916190 Elecsys AMH Plus
08740062922 PreciControl Maternal Care
08740062190 PreciControl Maternal Care
03271749190
04854098200 Elecsys PAPP-A
04854071200
03302652190
04899881200 PreciControl Maternal Care
04854080200
04854101200 PAPP-A CalSet
08860173190 Elecsys PAPP-A
08860181190 Elecsys PAPP-A
08860297190 Elecsys free ßhCG
08860319190 Elecsys free ßhCG
07027206190 Elecsys Digitoxin
04917049190 PreciControl Cardiac II
07394675190 Calset Myoglobin
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Mã s n ph m (Cat.No.) Tên s n ph m (Product name)
07027664190 Elecsys proBNP II
07360886190 CalSet proBNP II
05092728190 Elecsys Troponin T hs STAT
05092736190 Troponin T hs STAT CalSet
05092744190 Elecsys Troponin T hs
05095107190 PreciControl Troponin
05092752190 Troponin T hs CalSet
07028075190 Elecsys Troponin T hs
07401671190 Calset Troponin T hs
08469814190 Elecsys Troponin T hs STAT
08469873190 Elecsys Troponin T hs
07027214190 Elecsys Digoxin
11820907322 Digoxin CalSet
05957648190 Elecsys CK-MB STAT
04917049922 PreciControl Cardiac II
05957656190 CK-MB STAT CalSet
07027087190 Elecsys CK-MB
07394667190 CK-MB CalSet
07028172190 Elecsys GDF-15
07125941190 GDF-15 CalSet
08469717190 Elecsys Troponin T hs
05894808190 Elecsys CK-MB
05957664190 CK-MB CalSet
05095107922 PreciControl Troponin
07125933190 Elecsys GDF-15
11820796190 Elecsys Digoxin
04842464190 Elecsys proBNP II
04842472190 proBNP II CalSet
08836736190 Elecsys proBNP II
08884234190 proBNP II CalSet
08836752190 Elecsys proBNP II
08884277190 CalSet proBNP II
08836744190 Elecsys proBNP II STAT
08884269190 proBNP II STAT CalSet
08946779190 Elecsys GDF-15
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Mã s n ph m (Cat.No.) Tên s n ph m (Product name)
08946809190 Elecsys GDF-15
06437290190 FT4 II CalSet
07027397190 Elecsys FT4 II
07026919190 Elecsys Anti-TG
07026935190 Elecsys Anti-TPO
06437206190 Elecsys FT3 III
06437281190 Elecsys FT4 II
04388780190 Elecsys Anti-TSHR
07026951190 Elecsys Anti-TSHR
07027044190 Elecsys Calcitonin
07027150190 Elecsys Cortisol II
12017709122 Elecsys T4
07027869190 Elecsys T3
12017717122 T4 CalSet
07027885190 Elecsys T4
11731459122 Elecsys TSH
07027931190 Elecsys Tg II
06687768190 PreciControl Cortisol Saliva
06687733190 Elecsys Cortisol II
06687750190 Cortisol II CalSet
05618860190 PreciControl Varia
07559992190 Elecsys Folate III
07560001190 Folate III CalSet
07212771190 Elecsys Vitamin B12 II
07212780190 Vitamin B12 II CalSet
03737551190 Elecsys Ferritin
03737586190 Ferritin CalSet
05031656190 Elecsys Anti-CCP
05031664190 PreciControl Anti-CCP
05944295190 Elecsys Folate RBC
05944309190 Folate RBC CalSet
05944317190 Folate RBC Hemolyzing Reagent
07027290190 Elecsys Folate
07396473190 Calset Folate
07027273190 Elecsys Ferritin

nguyenu5
Highlight
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Mã s n ph m (Cat.No.) Tên s n ph m (Product name)
04491785190 Elecsys Ferritin
06368697190 Elecsys Anti-TG
05042666191 PreciControl ThyroAB
06368603190 Anti-Tg CalSet
06368590190 Elecsys Anti-TPO
06472931190 Anti-TPO CalSet
06445853190 Elecsys Calcitonin
06445861190 Calcitonin CalSet
07026684190 Elecsys ACTH
07027168190 Elecsys C-Peptide
07027486190 Elecsys hGH
07027516190 Elecsys IgE II
07027559190 Elecsys Insulin
07713207190 Elecsys Active B12
07713223190 PreciControl Active B12
07726350190 CalSet Active B12
07713258190 Elecsys Active B12
03255751190 Elecsys ACTH
03255760190 ACTH CalSet
06437222190 FT3 III CalSet
07027362190 Elecsys FT3 III
12017547122 Elecsys Insulin
12017504122 Insulin CalSet
07475918190 Elecsys IGF-1
07475896190 Elecsys IGF-1
07475969190 CalSet IGF-1
07476108190 PreciControl Growth
06445918190 PreciControl Thyro Sensitive
07028091190 Elecsys TSH
04738551190 TSH CalSet
06528309190 T-Uptake CalSet
07028105190 Elecsys T-Uptake
11731394122 Elecsys T-Uptake
07976836190 Elecsys FT4 III
07976879190 CalSet FT4 III
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Mã s n ph m (Cat.No.) Tên s n ph m (Product name)
07976887190 Elecsys FT4 III
07574720190 Elecsys IGFBP-3
07574690190 Elecsys IGFBP-3
07574762190 CalSet IGFBP-3
05390125190 Elecsys hGH
05390133190 hGH CalSet
04827031190 Elecsys IgE II
11930427122 IgE CalSet
03184897190 Elecsys C-Peptide
03184919190 C-Peptide CalSet
07251670190 Elecsys Anti-CCP
11731360122 Elecsys T3
06445896190 Elecsys Tg II
11731548122 T3 CalSet
06445900190 Tg II CalSet
06986811190 -Amyloid (1-42) CSF
06986838190 -Amyloid (1-42)
06986846190 -Amyloid (1-42)
07356994190 Elecsys Total-Tau CSF
07357010190 CalSet Total-Tau
07357028190 PreciControl Total-Tau
07357036190 Elecsys Phospho-Tau (181P) CSF
07357044190 CalSet Phospho-Tau (181P)
07357052190 PreciControl Phospho-Tau (181P)
06513107190 Elecsys Tg II Confirmatory Test
08429324190 Elecsys TSH
08443459190 TSH CalSet
08443432190 Elecsys TSH
08496633190 Elecsys Anti-TSHR
08496609190 Elecsys Anti-TSHR
08496641190 CalSet Anti-TSHR
09007725190 Elecsys T3
09007733190 Elecsys T3
09007741190 Elecsys T4
09007784190 Elecsys T4
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Mã s n ph m (Cat.No.) Tên s n ph m (Product name)
08906556190 Elecsys Tg II
08991405190 Tg II CalSet
08906564190 Elecsys Tg II
09005684190 Calcitonin CalSet
09005668190 Elecsys Calcitonin
09005676190 Elecsys Calcitonin
09005803190 Elecsys FT3 III
09077871190 FT3 III CalSet
09005811190 Elecsys FT3 III
07301715190 Elecsys BRAHMS PCT
05056888200 Elecsys BRAHMS PCT
07027532190 Elecsys IL-6
11731416190 PreciControl Universal
05109442190 Elecsys IL-6
05109469190 IL-6 CalSet
09015604190 Elecsys IL 6
09015612190 Elecsys IL 6
08828644190 Elecsys BRAHMS PCT
08828679190 Elecsys BRAHMS PCT
07026773190 Elecsys Anti-HAV IgM
11820591122 Elecsys Anti-HAV IgM
08355258190 Elecsys EBV IgM
08355274190 Elecsys EBV IgM
08355312190 Elecsys EBV VCA IgG
08355355190 Elecsys EBV VCA IgG
08355371190 Elecsys EBV EBNA IgG
08355380190 Elecsys EBV EBNA IgG
08355428190 PreciControl EBV IgM/VCA IgG
08355436190 PreciControl EBV EBNA IgG
11876368122 PreciControl Anti-HAV IgM
05572193190 Elecsys HSV-2 IgG
08086630190 Elecsys Anti-HAV II
08086672190 PreciControl Anti-HAV II
08086664190 Elecsys Anti-HAV II
03000087122 Elecsys DHEA-S
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Mã s n ph m (Cat.No.) Tên s n ph m (Product name)
07026714190 Elecsys AMH
07251068190 Elecsys PTH
07360894190 CalSet PTH
11972103122 Elecsys PTH
11972219122 PTH CalSet
04892470190 Elecsys PTH STAT
04894138190 PTH STAT CalSet
05608546190 Elecsys PTH (1-84)
05608554190 PTH (1-84) CalSet
03141071190 Elecsys total P1NP
03141080190 total P1NP CalSet
07464215190 Elecsys Vitamin D total II
07028121190 Elecsys Vitamin B12 II
06331076190 Elecsys AMH
06709966190 PreciControl AMH
06331084190 AMH CalSet
07027346190 Elecsys FSH
07229569190 Elecsys HCG STAT
07027575190 Elecsys LH
07027699190 Elecsys Progesterone III
07027737190 Elecsys Prolactin II
07258496190 Elecsys SHBG
07027915190 Elecsys Testosterone II
07027940190 Elecsys Total P1NP
07027249190 Elecsys Estradiol III
03052001190 Elecsys SHBG
03052028190 SHBG CalSet
07027591190 Elecsys N-MID Osteocalcin
07027745190 Elecsys PTH (1-84)
07028148190 Elecsys Vitamin D total II
07464240190 Vitamin D total II CalSet
07464266190 PreciControl Vitamin D total II
05894913190 Elecsys Vitamin D total
05894921190 Vitamin D total CalSet
11972111122 N-MID Osteocalcin CalSet



 

 

14/15 

Mã s n ph m (Cat.No.) Tên s n ph m (Product name)
12149133122 Elecsys N-MID Osteocalcin
07027192190 Elecsys DHEA-S
11972308122 Elecsys ß-Crosslaps/serum
11972316122 -CrossLaps CalSet
05618860922 PreciControl Varia
06656021190 Elecsys Estradiol III
06656048190 Estradiol III CalSet
07026960190 -CrossLaps/serum
07464266922 PreciControl Vitamin D total II
11732234122 Elecsys LH
03561097190 LH CalSet II
11775863122 Elecsys FSH
03032680122 FSH CalSet II
03300811190 Elecsys HCG STAT
03303071190 HCG STAT CalSet
07092539190 Elecsys Progesterone III
07092547190 Progesterone III Calset
05200067190 Elecsys Testosterone II
05202230190 Testosterone II CalSet II
08243891190 CalSet II PTH
08243875190 CalSet PTH
08243930190 CalSet PTH STAT
08819319190 Elecsys AMH
09013326190 AMH CalSet
07679831190 Elecsys Androstenedione
07679840190 Elecsys Androstenedione
07679866190 CalSet Androstenedione
03203093190 Elecsys Prolactin II
03277356190 Prolactin II CalSet
03000095122 DHEA-S CalSet
08890595190 Elecsys HCG STAT
08890587190 Elecsys HCG STAT
03203093214 Elecsys Prolactin II
09013296190 CalSet HCG STAT
08819378190 Elecsys AMH



15/15

Mã s n ph m (Cat.No.) Tên s n ph m (Product name)
09005773190 Elecsys ß-Crosslaps/serum
09005781190 -CrossLaps/serum
08932417190 FSH CalSet II
08932352190 Elecsys FSH
08932387190 Elecsys FSH
09005757190 Elecsys PTH (1-84)
09005765190 Elecsys PTH (1-84)
08946353190 Elecsys Testosterone II
08946370190 Elecsys Testosterone II

Sincerely,
Roche Diagnostics GmbH

i.V. i.V.

Andrea Weber Stefan Grigarczik
Manager Global Regulatory Affairs Manager Global Regulatory Affairs


