KEMENTERIAN KESEHATAN REPUBLIK INDONESIA
’ DIREKTORAT JENDERAL KEFARMASIAN DAN ALAT KESEHATAN Og

. Jalan H.R. Rasuna Said Blok X-5 Kavling 4 - 9 Jakarta 12950
Telepon : (021) 5201590 Pesawat 2029, 8011 \s
Faksimile : (021) 52964838 Kotak Pos : 203 GERMAS

Berdasarkan Peraturan Menteri Kesehatan R.I Nomor 62 Tahun 2017 Tentang lIzin Edar Alat Kesehatan,
Alat Kesehatan Diagnostik In Vitro Dan Perbekalan Kesehatan Rumah Tangga dengan ini diberikan
persetujuan untuk diedarkan dengan :

NOMOR IZIN EDAR

ALAT KESEHATAN

KEMENKES RI AKL 20101123760

Nama Dagang / Merek :  SINOCARE Portable Automatic Multi-Function Analyzer iCARE-2100
Kelompok / Kelas Resiko . Diagnostik In Vitro / C

Kategori Produk . Peralatan Kimia Klinik dan Toksikologi Klinik

Sub Kategori . Sistem Tes Kimia Klinik

Jenis Produk : Multi parameter clinical chemistry test system

Tipe / Ukuran . ICARE-2100

Kemasan : Box, unit

Nama Produsen / Pabrikan : CHANGSHA SINOCARE INC., China

Nama Pendaftar . PT. SINOCARE HEALTHCARE INDONESIA, DKI Jakarta

Atas dasar lisensi dari Do

Ketentuan

1. Persetujuan izin edar berlaku _

2. Wajib menyampaikan laporan berkala dan laporan jika ada kejadian yang tidak diinginkan akibat
penggunaan Alat Kesehatan tersebut di atas sesuai ketentuan berlaku.

3. Izin edar ini merupakan persetujuan perpanjangan dari Nomor lIzin Edar Alat Kesehatan
KEMENKES RI AKL 20101123760 tanggal 27 Juni 2021. Dengan demikian izin edar sebelumnya
dinyatakan tidak berlaku.

4. Apabila dikemudian hari ada pihak lain yang berhak atas merek dan/atau keagenan produk
tersebut, pendaftar bersedia mengembalikan izin edar.

5. Penandaan dan informasi produk yang terlampir merupakan bagian yang tidak terpisahkan dari
persetujuan izin edar ini.

6. Apabila di kemudian hari terdapat kekeliruan, maka persetujuan izin edar ini akan ditinjau
kembali.

Jakarta, 29 November 2023

Ditandatangani Secara Elektronik Oleh :
' KEMENTERIAN *Direktur Jenderal
KESEHATAN

" REPUBLIK Kefarmasian dan Alat Kesehatan

INDONESIA  r.Dra. L. Rizka Andalucia, Apt, M.Pharm, MARS.
NIP. 19680226 199403 2 004

Dokumen ini telah ditandatangani secara elektronik menggunakan sertifikat elektronik yang diterbitkan BSrE.
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Specifications

Storage and ]
transportation condition: 20 ~ 55C, RH=85%

Rating: 100 - 240V AC, 50/60Hz, 130VA
Dimensions: 445.0mm x 308.6mm x 293.0mm
Net weight: ~15kg

Product name: Portable Analyzer

Model: iCARE-2100

wwgz

Service life: 5 years
For contents and accessories, please refer to the Packing List.
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Portable Automatic Multi-function Analyzer

152mm 90mm

Portable Automatic
Multi-function Analyzer

Sinocare

Model: iCARE-2100

The Portable Automatic Multi-function Analyzer is intended to be used with compatible reagent kits in laboratories
of medical institutions and clinical departments. It is suitable for the detection of the biochemical, coagulation and
other physiological indicators in whole blood, serum, plasma, urine and other samples (in vitro diagnostic use only).

1. To avoid misoperation, please cff ot lac unvelted reagefs/sampies and the analyzer on the
same work surface,
2. Pleass fum of the analyzer andjpul out the power plug or dhg-term storage
3. Faiure o folow the prescribed
instructions wil ncrease the <
chance of nstrument damage

resuls V.
4. Allparts of the analyzer may
be in contact wit the test sample and bioogical safety profection must be performed.
5. Inordor to moet P organizations,
please use appropritive containers to colct and disinfect the remaining test samples and their
accessores after he ts!, and send them {0 the racyciing uits designated by the ocal haalth
adminisration departmen.
. Incase ofspattering and overflowing, to prevent irect contact with infectious agents, leass put
on quip 2s ab coat and curing a tost.
7. Please combine the testresult with medical istory and cinical tes resuls. Further examinaton ]

tost resutis not

. Incase ofsystem malunction, please tur offhe analyzer and pull out the power supply at once.
Please contact Changsha Sinacare Inc. orlocal dstributors fo help. Paase do not disassemble the
analyzer by yoursel. lease do notinsert the power pug or switch on uninspected faulted analyzer
1o preven secondary damage and body juries
9. The reagent its matched withthe analyzer are cisposable, please do not rause.
10, Tris analyzer s nfended fo be used wih the matched reagent Kis. The model o the applicable
analyzer s notad in the package insertof the matcha reagent s, please do not mix with products
from other companies or products of ther model from Changsha Sinocare Inc.
1. Please keep a distance of 10cm from the 1o avoid obstuciing the normal
Opening and cosing of th I

KEMENKES RIAKL
Didistrbusikan oleh

PT Sinocare Healicare Indonesia
Jskarta - Indonesia

Customer Service: +86-731-89935581/+86-731-80935582
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Portable Automatic
Multi-function Analyzer

Sinocare

Rev. A1

RZE: 550(L)*395(W)*425(H)
(BRSEARIERNZERT )

KEMENKES RI AKL

Didistribusikan oleh:
PT Sinocare Healthcare Indonesia
Jakarta - Indonesia
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( Model: iCARE-2100) pe
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Changsha Sinocare Inc.
No.265 Guyuan Road, Hi-tech Zone, Changsha, (a9
1] o

Hunan Province, 410205, People’s Republic of China.
Tel: +86-731-89935581/+86-731-89935582
Website: www.sinocare.com E-mail: info@sinocare.com
¢ |rer] Shanghai International holding corp.GmbH(Europe)
Eiffestrake 80, 20537 Hamburg, Germany.
Tel: +49-40-2513175 Fax: +49-40-255726
\_ E-mail: shholding@hotmail.com Version No: A1
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Portable Automatic Multi-function Analyzer

E' WP
( Model: ICARE-2100 )

Rating: 100 - 240V AC, 50/60Hz, 160W

Service Life: 5 years @I :
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Changsha Sinocare I

10265, Gupsan RoadHi-tech
410205,
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info@sinocarn.com







ICARE-2100

Portable Automatic Multi-function
Analyzer

Specification
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Item Specification
Language English/Simplified Chinese
Display 9.7-inch touch screen, 1024*768 pixels

Communication interface

USB (x2), LAN (x1), RS232 (x1)

WIFI Implement IEEE 802.11b/g/n standard
Rating 100 - 240V AC, 50/60 Hz, 130 VA
Size 445.0mm>293.0mm>308.6mm

Net weight < 15kg;

Printer Built-in thermal printer

Measuring system

Light transmission system, fluorescence system, light reflection system

Wavelength  of  light

sources

340nm,405nm,455nm,505nm,546nm,578nm,630nm,635nm,660nm,700nm, etc.

Internal working

temperature

37C.5C

Data storage

80000 sample test results, 10000 QC test results

Noise <65 dBA
Operating altitude Max. 2000m
Overvoltage category Category Il

Pollution degree of the
intended environment

Pollution degree 2

Service life

5 years

The service life of the analyzer is determined by the service life of the main
components. During the period of use, the user should maintain the analyzer
complying with the requirements of this user manual. After maintenance, normal

operation can be performed when its safety and effectiveness are verified.

Fuse-link (mains)

T2AL250VAC, 5x20mm

Date of manufacture

See label for date of manufacture

Software release version

V01
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