
PT. MITRA MANDIRI MAJU
(d/h PT. MITRA MURNI MANDIRI)

Oftlcc, Computcr & B.nkint Equipment
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No :36/MMM/5PH/V /2o2o
Perihal : Penawaran Rapid Test dan APD

Kepada yth,
Rumah Sakit Mata Undaan
Jl. Undaan Kulon No. 19

Surabaya

U.P

Surabaya, 13 Mei 2020

Dengan hormat,
Bersama ini ijinkan kami dari PT Mltra Mandiri Malu Surabaya, mengajukan penawaran untuk RAPID

Test dan APD dengan kondisi sebagai berikut :

No ltem Barang aty
1 - 2.5m Dcs

qty bbih
2.500 pcs

1 STANDARD Q COVID - SD BIOSENSOR 250.000,-/pcs 230.000,-/pcs

Alat Pelindung Diri 130.000,-/pcs 120.000,-/pcs

Keterangan:

1. Harga Franco Surabaya

2. Delivery time 1 - 2 minggu setelah SPK diterima
3. Untuk Raoid Test

a. Sudah masuk daftar rekomendasi RDT Antibodi COVID-19

b. Sudah melalui uji Test kementerian Kesehatan Rl

c. Standart CE (sertifikasi yang dikeluarkan oleh Uni Eropa )

Demikian penawaran kami sampaikan dan jika memerlukan infomasi lebih lanjut silahkan menghubungi

kamidi HP. O42t3723 Z24O

Atas perhatian dan kerjasamanya diucapkan terima kasih

Hormat kami,

ng

TMilANDIRII'{AIU
JL. EMBONG MALANG 77C

- SURABAYA 50261
lilootlEslA

Nur Azizah
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dan Pelayanan Kesehatan,
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Certificate
of EU product notification

Herewith we confirm that

ItlT Promedt Consulting GmbH
AltGnhofstra0e 80
663a6 St Ingbert
Germany

has taken over the function of an European Authorized Representative according to the
requirements of Article 10 of the IVDD 98/79lEC for

SD Bios€nsor, Inc.
Head Office: C-4th&5th, 16, Deogycong-daero, 1556bcon-gil, veongtong-gu, Suwon-si,
Gyeonggi-do, 15590, Rcpublic of Korca
Manufacturing Site3 74, Osongsaengmyeong 4-ro, Osong-cup, Cheongwon-gun.
Chungcheongbuk-do, 28161, Republic of Korea

MT Promedt consulting GmbH has made the product notification at the relevant comoetenr
authority according to Article 10(3).
The in vitro diagnostic medical devices of the manufacturer, covered by the notification, are listed
in Annex I of this certificate,

18 March 2020

.', ?.,
Dr. Michael Rinck

- Managing Director -

Enclosure
Annex I



SD Biosensor, Inc.

Annex I
to "Certificate of EU Product Notification"
(List of CE marked Products) Pagel/2ofAnnexI

Reference
number

Product Name

(Model name)

Registration
Number

(at the German
CAlDIMDI)

DE/CA70/40838/

Product
Category
(EDMs)

EDMS Code
D€scription

Classific.
Annex

Q-NCOV-01D
STANDARDfu Q

COVID- 19 IgM/IgG
Duo Test

r5Jvo/ 15 70 90 90 00
Other Other

Virology Rapid
Tests

III

Q-NCOV-01G
STANDARD'" Q

COVID-19 Ag Test r)l:rol 15 70 90 90 00
Other Other

Virology Rapld
Tests

III

M-NCOV-01
STANDARD'"

M nCoV Real-Time
Detection kit

154022 15 04 90 90 00
Other Other

Virology
Reaoents

III

F-NCOV-O1G STANDARDT"
COVID-19 Ag

F

FIA L54022 15 04 90 90 00
Other Other

Virology
Reaoents

III

18 March 2020

J?,
Dr. Michael Rinck

- Managing Director -



Rekomendarl Merk RDT Antlbodl COVID-l9 yant dapat dlgunakan dl Indonesla,
dlklarifi kasikan sebagal bcrilnrt:
'RekomendaSf: Berda5arkan edaran WHO yang dipublikasikan pada 20 April 2020lerkait alat dan reagen untuk
Diagnosis COVID-19 dan Sertifrkasi oleh CE (Serti6kasi yang dikeluarkan Uni Eropa) yang mengatur peredaran
produk di negara-negara Uni Eropa

.Alt!rnatif Rekomendasi: Berdaiarkan edaran wHO yang dipublikasikan pada 20 Aptil 2o2o te.kait alat dan reagen
untuk Diagnosis covlD-t9 atau Serti6kati oleh CE ( 5ertifikasi yang dikeluarkan Uni Eropa) yang mengatur peredaran
produk di negara-negara Uni Eropa

,,(COV,Dlg) IEWqG Antlbody Fast Dehctton Klt (Colloldal 6old) - JinHuan Medical Instrument Co., Ltd

*Daftar rekomendasi ini dapit b€rubah sewaktu-rvaktu menyesnaikan perkembangan ilmu pengetahuan dan teknologl dunia,
Mohon ikuti rekomendasi terbaru d€mikeielamdtan paraen

1.20t9-ncov Ab Test (Co oidal Gotd) (lgtt/rgc Whole Elood/Serumnbsma Comb) - tnnovita Biotogical
Technology Co. Ltd

22019-nCoV lgct/lgM Antlwy Detect on Krt - Biolldics Ltd

3.2Ot*nCoV tgc/lgM Raptd Ten - Hangzhou Clongene Eiotech Co., Ltd

1,2019-nCoV lgGllgM Brprd Test Gssette - Hanghzhou Alllest Biore(h Co., Ltd
s.Cellex qSARS-CoV-2 lgctglt Cassette Sapid lest - Cellex Inc.

6.COWD19 lgc/tghl napd Test Cassette (Whole Elood/5erum/Plasma) - Hangzhou Biotest Biotech Co., Ltd
7.COWD| 9 lgu Antidy napid len Kit - Hecin kbntifiq tn(''

S.Dlagnonk Klt fot lgM Antlbody to Corcn' Wrus(nCoV-N19) (Colloidal6old) - Zhuhai Li\rzon Diagnostics tnc
g.LYHER Novel Corcnav,rus(2019-ncov) ,grt/lgc Antlbody CombTest K,t (Colloldal Gold) - Hangzhou Laihe

Biote(h Co., Ltd

10. MAGLUMI 201g-nCoV lgG (CLIA) -Snibe Co., Ltd (Shenzhen New Industries Biomedical Engineering Co., Ltd)
I l. MAGLUMI 20, *nCoV lgV (CL,A) - Snibe Co., Ltd (Shenzhen New Industries Eiomedical Engine€ring Co., Ltd)
| 2. llovet Corotrwlrus (20r9-ncov) ,gu/rgc Antlbodles D€tectton t& - Zheilang G€ne kience Co., Ltd
13. VlvaDlag COWD\9,gWIgG Rapld Test - Viyachek Biotech (Hangzhou) Co., Ltd

14. 2019-qCOV LgG/LgM nap/d Test Devlce - Hangzhou Realy Tech Co., Ltd

15. Antl COVID-|9 rgc/,gM Raptul Test - Labtest Diagnostica 5A

16 CORONAVIRUS ,gc/,gtM (COVID-I9) - Eb6m Produtos Laboratoiiais Ltd
17. H,Ehtop COWD49 ETAES Ab Rapld Test Klt - Qtngdao Hightop Biotech Co,, Ltd
18. Onslte'COVto-lg EQEM - CTK Biotech, Inc
19. SmartTest Coyid-l9 Wrc -VytltaDiagnosticos lmportacao E Exportacao 5.A

20. Wondfo SAAS-CoV-2 AnttdyTest (tatFJ'€l f,ow method) - Guangzhou Wondfo Eiotech Co., Ltd

H.l ,/5



6.2ol9ncov lgc/tgi,l fest - U2usystems (lndia) h/t. Ltd
7.201*nCoV tgM Antibody Detemination Kit - Beiiing Diagreat Biotechnologies Co., Ltd

8.201*nCOV LgG/LgM RapidTest Device - Hangzhou ReallyTech Co., Ltd
g.Accu-Tell COVID-\9 lgc/lglt Rapld fe$ Cassette - AccuBioTech Co. Ltd

10. Anti COVI&\?lgc/lgu Rapid Tesf - LABTEST DIAGNOSTICA 5/A
11. AnthCOVlD-l9 vlrus lgM/lg6 npld test klt (Colloldat gold assay) -Ttantin MNCHIP Technologies Co., Ltd
12. Antl<OWD-lg vhus EMltgG rcpld test kft (Colloldal gord asray, - Tianjin MNCHTP Technologies Co., Ltd.
| 3. EIOCREOIT COVTD-|g EG+,gM Duo - RapiGEN Inc.

14. Corcnavlrus (SAR,-CoV-2) lgM/lgc Test Kt (Colloidal Gord) - RayBiotech

| 5. Coronavhus dlsease (COVID-, 9) Antlbody Test (Colloldal Gold) - Beijing Hotgen Biotech Co., Lrd
t 6. Corcnavirus dlsease (COVID-|q) AnttbodyTest (Enzyme-Linked lmmunosorbent Assay) - Beijing Hotgen

Biotech Co.. Ltd

| 7. Corcnavirus disease (COVID-|g) Antibody Test (Up-converting PhosphotTechnology) - Beijing Hotgen
Biotech Co., Ltd

18, CORONAVIRUS |g6/lgM (COV,D-\9) - EBRAM Produtos Laboratoiais

19. CORONAVIR'JS RAPIDTEST.DI^GNOSTICA INDUSTRIA E COMERCIO LTDA

20. COVTD-|9 (SARS-CoV-2) lgG/lgM AntldyTest Kt - Anhui Deep Blue MedicalTechnotogy Co., Ltd
21. COWD-|9 Antlwy (lg6/lgM)Test Klt (Colloldal Gold lmmunochromatognphy) - Beijing AtEce Biology Co, Ltd

22, COVlDl9 lgG Lateral Flow Assay -Ttanjin Era Biology Technology Co., Ltd

23. COVtDlglgc/'gM - CEPALAB LABORAToR|OS LTDA

24. Covld-|9 lgc'/lgM Antibody Raptd Test Kit - Wuhan UNscience Biotechnology Co., Ltd
25. COV,D-|9 lgc/,gM Combo Rapld Test Deyice - Liming Bio-Products Co., Ltd
26. COWD49 lgc/rqu Detectlon lfit (Co oidal Gold) - Hunan Lituo Biotechnotogy Co., Ltd
27. COVlDlglgc/tg$ Duo (automated) - NanoEnTek

28. COVID-19 ,gc/tgM ECO Test -EcoDiagnostica Ltd
29. COVID-|9 lgc/tgM t F - ADVAGEN BIOTECH LTDA

30. COVlDl9 lgG/lgM Rapid Test (colloidal gold-based) - Spring Healthcare Services AG

31. COWD-|g IEG/tgM Rapld Test Cassette - Syrona Limited
32. COVID-lg ,gc/lgM Rapid lest Cassette (Whole Blood/5erum/Plasma) - Genitech NSAN Pharmaceutical pw.

33. COWD-19 lgc/,gM Rapid Test Device - AssureTech. (Hangzhou) Co., Ltd
34. COWD-|9 lgc/lgM Rapid Tcst Klt (Colloidal Gold) - Nantong Egens Biotechnology Co., Ltd
35. COVID-\9 lgcg/lgM Rapld Test Cassette (WB/S/P) -Shenzhen Zhenrui Eiotech Co., Ltd
36. COV,D-I9,9M Latenl Flow Assay -Tlanjin Era Biology Technology Co., Ltd

i7. CAWD-|9 l9M/196 Ab lest - CoreTechnology Co., Ltd

38. COWDI9 ,gMllgc Latenl Flow Assay -f ianjin Era BiologyTechnology Co., Ltd
39. COVI&|9 lgM/lgc RapidTest Cassefte - MedicalSystem Biote(hnology Co., Ltd
40. COWD]9 ,gM/,gG RapidTest Kit - Bing Biotechnology Co., Ltd
41. COVID-|9 lgM/,gc test kit (Collotdar 6ordJ - AmonMed Biote(hnotogy Co., Ltd
42. COVID-Ig lgMllgc test kit (flare Earth Nano Fluorescence lmmunochrcmatognpiy) - AmonMed Blotechnology Co., Ltd

*Oaftar rekomendasi Ini dapat berubah sewaktu-waktu menyesuaikan perkembangan ilmu pengetahuan dan teknologi dunia,
Mohon ikuti rekomendasi terbaru demlkeselamatan Dasien

{lrrvlt l9 Hollhc I19 tsri 9
Hal U5



4i. COVlUlg lgM-lgc Dual Antibody Raptd lest - BioMedomics, Inc.

44. COVID-I9 tgc, EIA-6146 - DRG International, Inc.

45. COVI&I9 lgM, EIA-6147 - DRG lntenational, lnc.
/t6. COVID-I g/lnfluena A vtrus/hnuenza I yirus tgu combo test klt Barc Earth Nano Fluorescence

lmmunochrcmatognphl, - AmonMed Biotechnology Co., Ltd

47, Diagnostic Kit (Colloidal Gold fot lgc/tgM Antibody to SARS-COV-2 -xiamen Wiz Biotech Co, Ltd

48. DPP' COVID-19l9l lgc System - CHEMBIO DIAGNOSTICS BRAZIL LTDA.

49. Edlnburyh Genettcs COWD-tg Coltotdal cold lmmunoassay festlng Kt,lgc/,gM Combined - Edinburgh
Genetics Limited

50. Gen^ody COVID-|9lglt/lgc -GenBod, Inc.

51. Human Anti-SARS-CoV-2 (Coyld-\g) lgc/lgM Rapld Test - KRISHGEN Biosystems

52. Humasis COVID-I 9 lgG/lgM Test - Humasis

53. iFlash-SARS-CoV-2 196 - Shenzhen Yhlo Biotech Co. Ltd

54. lFlash-SARS-Coy-2 ,gill - Shenzhen Yhlo Biotech Co. Ltd

55. Kewei COVID-|g196/lgM Bapid Test Kit (Colloidal Gold) - Beuing Kewei Clinical Diagnostic Reagent Inc.

56. Kewei COVlDl9 lgc/lgM Rapid Test Kit (Fluorcscence) - Beijing Kewei Clinical Diagnostic Reagent Inc.

57. LUMIRATEK COVID-|g (lgc/lgM) - LUMIRADX Healthcare Ltd

58. MP Rapld 2Or g-ncov lgc/lgM - MP Biomedicals

59. NADAL' COV,D-Ig lgc/tgM Test (213003N-25, 243002N-20,243@1N-10) - nal von minden GmbH

60. llovel Corcnavitus (20t9-ncov) lgMllgG Antibody Test Kt (colloidalgold method) - Nanjing Vazyme Biotech Co, Ltd

61. Novel Corcnavtrus (2019-nCoV) Anttfudy lest Klt (CLIA method, - Xiamen lnnoDx Biotech Co., Ltd.

62, Novet Corcnavlrus (SARTCoV-2) Antlbody (lgM / lgc) Test (Co oldal Gold) - Shanghai Outdo Biotech Co., Ltd

63, Novet corcnayhus (SARS-CoV-2) lgG/lgM Anttbody Comblned fest Klts - Yuno Diagnostics Co., Ltd
64. Novel Corcnavhus (SARS-CoV-2) lgitllgc An body Atfiy Klt (Colloidal Gold Method) - Shenzhen Tallored Medical Ltd

65. Novel Coronavlrus lgc antlbody test kft (colloidal gold nethod) - Wuhan EasyDiagnosis Biomedicine Co., Ltd

56. Novel Coronavirus lgM antibody test ktt (colloidat gotd method) - Wuhan EasyDiagnosis Biomedicine Co., Ltd

67. Novel Coronayirus Q01 *nCoV) tgM Antlbody Test Klt (magnettc particle chemiluminescence methd -
Biosclence (Chongqlng) Biotech Co., Ltd.

68. One Step COVTD-2ot 9 lert - CELER BIOTECNOLOGIA S/A

69. One Step Test fot Novel Coronavirus (2019-nCoV) lgltvlgc Antibody (Corloida, Gord) - Getein Biotech, Inc.

70. OZO Dlamond - OZO SARS-CoV-? lgM + lgc Method - Gensure Biotech, Inc.

71, OZO Gotd - OZO SA4S-CoV-2 lgc Method - Gensure Biotech, Inc.

72. OZO S vet - OZO SARS-CoV-2 ,9M Method - Gensure Biotech, Inc.

73. PCL COV,D19 lgc/lgM Raptd Gold - PCL tnc.

74. Pe ectPOC Novel Corcna Wrus (SARS-CoV-2) lgMgc RapidTest Klt - tiangsu Bioperfectus Technologies Co. Ltd

75. PRIMA COVID-|9lgc/lgv Rapid Test (For Prcfessional Ure, - PRIMA Lab 5.A.

76. QuickPtofite- 201g-ncov tgc/lgu ComboTest Cad - LumiQuick Diagnostics Inc.

77. Rapid 201*nCoV lgc/lgv Combo Test Card - Xiamen Boson Biote(h Co. Ltd
78. Rapld SARS-CoV-2 Antlbody (lgM/196) - InTec Products, lnc.

*Daftar rekomendasi ini dapat berubah sewaktu-trrdktu menyesuaikan perkembangan ilmu pengetahuan dan teknologi dunia,
Mohon ikutl rekomendasi terbaru demi keselamatan pasien

COVI0-19 Horllrc r lg €xr 9
Hal 3/5



79. Rapld SARS-CoV-2 AnttMy Test - InTec Products, Inc.

80, SARS<oV-2 Antibody Detectlon Klt (Cotloldal Gold tmmunochrcmatographic assay) - PeGrande BioTech

cDevelopment Co., Ltd

81. SARS-CoV-2 Antlbody Test Sttlp (Colloldal Gold Method) - Changsha Sinocare Inc.

82. SARS-CoV-2 lgG - Taizhou ZECEN Eiotech Co., Ltd

83. SARS-CoV-2 lgc Ab kpid Test - Sure Bio-Tech (USA) Co., Ltd

A. SARS<oV-2 lgG/lgltl Klt (manual) - Goldsite Diagnostics Inc.

85. SARS<ov-2 lgc/,gM Raptd Quatttattv€ lest r(rt - xiamen Biotime Biotechnology co., Ltd

86. SARS<oV-2 lg^,l - Taizhou ZECEN Biotech Co., Ltd

87. SARS-CoV-2 lgM & tgc Quantum Dot lmmunoassay - Mokobio Biotechnology R&o Center

88. SARS-CoV-2 lgM Ab Rapld Test - Sure Bio-Tech (USA) Co., Ltd

89. 5AR5-Cov-2 lgMgG Ab Rapid lest - sure Bio-Tech (USA) Co., Ltd

90. SARS-CoV-2 lgMllgc antibody En kit (Colloidal Gold tlethod, - BloHlT Healthcare (Hefei) co., Ltd

91. SARS-CoV-2(COWD19),qM/|qG Antlbody Fast Detectlon Kit - LOMINA AG

92. SGTi-flex COVID-|9 ,gG fiAf) -Sugentech, Inc.

9i. SGTi-flex COVID-I9lgM/,gc (RDT) - Sugentech, Inc.

94. Shanghai Chemton Blotech Co. Ltd 2019-nCoV lgM Anfibody Dlagnostlc Klt (Co oldal gold)

95. ,IAND nD Q COWU|9 lgu/lgc Duo lest - SD BIOSENSOR, Inc.

96. STANDARD Q COWA|g tgul/,gc Duo lest - sD BIoSENSOR,Inc.

97, Tell Me Fast Novel Coronavirus (COwD-|9) lgc/lgM Ab lest - Biocan Diagnostics Inc.

98. ngsun COVID-|g Combo tgu/lgc Rapld Test (Late'al Flow Method) - Beljlng Tigsun Diagnostics Co. Ltd

99. TR DPP' COVID-|9 IGM/IGG -Blo-Manguinhos - FUNDACAO OSWALDO CRUZ

t00. Wrtli Fox Covld-r9 lgM/ lgc npld tcrt - willi Fox GmbH

101.201*n-CoVlgc'/lgMRapidTestCaisette-HangzhouAlltestBiotechCoLtd(China)
102. Antibody test klt for novel coronavirus 201*nCoV (chemllumln escence micrcpartEte lmmunoassay) -

Xiamen lnnodx Blotech Co.,Ltd.

103. BasePoint COVtDlg tgcl,gM - Atete S/A

\U. BTOSyNEX COytD-rg 855 - MANDALA BRASTL TMPORTACAO E DTSTRTBUTCAO DE PRODUTO MEDTCO HOSPTTALAR LTDA

105, CORONAVIRUS RAPID IEsT. DIAGNOSICA INDUSTRIA E COMERCIOLTDA

106. COVt*tg tgc/lgv - CEPALAB LABORATORIo S LTDA

1O7. COVID-|9 tgc/lgi,t 8rO - QUIBASA QUIMICA BASICA LTDA

108. COWEIg ,9G/t9M ECO leste - Eco Diagnostica Ltda

,09. COWD49 ,gc/lg,lt LF - ADVAGEN BIOTECH LIDA

,10. COWD-|9 rgc/lgM Rapid Test Cassefte - Zhejiang Orient Gene Biotech Co Ltd

11t. COVID-|g tqc/tgM Teste Rtpido ( Sangue total/ Soto/Plasma) - QRconsulting, lmportac6o e Distribuisao

de Produtos Medicos Ltda

112. DPP COWD-|9lgMgc System - Chembio Diagnostic System, lnc.

'Daftar fekomendasi ini dapat berubah sewaKu-wal(tu menyesuaikan perkembangan ilmu pengetahuan dan teknologl dunia,

Mohon ikuti rekomendasi terbaru demikeselamatan pasien

CDVID r9 Hollrre lleerrq
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1 | 3. lgc Antlbody test kit for novet corcnavhus 201 *nCoV (magnetlc partlcle based chemllumln escence
lmmunoassay) - Bioscience (Chongqing) Diagnostic Technology Co., Ltd.

114. lqM Antlbody test kft for novet corcnayirus 2019-nCoV (magnetlc partlcle based chemilumln escence
lmmunoassay) - Bioscience (Chongqing) Diagnostic Technology Co., Ltd.

115. lgu/tgc antibody test klt for novel corcnayirus 20t9-ncoV (colloldal gold method) - Nanjing Vazyme

Medical Technology Co., Ltd.

116. LUMIRATEK COWD-|9 (lgc/l9,,.) - LUMIRADX HEALTHCARE LTDA

1 17. MedTeste Coronavtrus (COVID-|9) lqc/lqM (r]ESTE RAPTDO) - MEDLEVENSO HN COMERCIO E

REPRESENTAE OEs DE PRODUTO5 HO5PITALARES LTDA

| 18. One Step COVID-2o\ 9 Test - CELER BIOTECNOLOGIA 5/A
,19. Teste R6p/do COVID-|9lr5 mtnutos rvutrre.r - NUTRTEX TMPORTACAO E EXPORTACAO OE PRODUTOS

NUTRICIONAIS E FARMOQUIMICOS LTDA

120. Teste Rdpido em Cassete 201*nCoV ,gc/tgM (sangue totausoto/plaslna - QR Consulting, lmportaqeo
e Distribuigeo de Produtos M6dicos Ltda

121. Tn DPP' COVID-\q l6M/tGG-8io Manguinhos - FVNDA(AO OSWALDO CRUZ

'Daftar rekomendast ini dapat berubah sewaldu-waktu menyesuaikan perkembangan ilmu peng€tahuan dan teknologi dunia,
Mohon ikuti rekomendasi terbaru demikeselamatan Dasien

COVID 19 Hotlrne I l{r.rt 9
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ALAT PELINDUNG DIRI





PT- MITRA MAITDIRI MAJU
dn/, conptlq t 8.nrkt E4uFNn

Nur Azizah
Account Manager

Ofrice :

Jl Embong lvlalang No 77 C
Surabaya 60261 - Indonesia
Phone :031 - 5313394 (Hunting)

5313801
Mobile : Oa21 3123 2240

0815 48603872
Fax :031 - 546,4015
Email : nuLazizah@mitramandirimaju.com

www. n t I n n a n d tr in aju c on



GU PRIMA UIAMA
P[ PnilA UrAitA tl0offsn

P:nstrllr ||ErDAtttI o]EstSt0ltl

rcE

4E

brother
Chubbsafes

@cmtco
BellCon-i

LUIER]CA

wtNcoR
N IXDORF

#u"!::,
rBD
EPSON


