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 20207021417

Nama Dagang / Merek :  HbAlc Reagent Kit

Kelompok / Kelas Resiko . Diagnostik In Vitro / B

Kategori Produk . Peralatan Hematologi dan Patologi
Sub Kategori . Paket dan Kit Hematologi

Jenis Produk . Glycosylated hemoglobin assay.

Tipe / Ukuran Do

Kemasan : Dus, isi, 30 tes
Nama Produsen / Pabrikan : CHANGSHA SINOCARE INC., China
Nama Pendaftar . PT.ISOTEKINDO INTERTAMA, DKI Jakarta

Atas dasar lisensi dari Do

Ketentuan

1. Persetujuan izin edar berlaku sampai dengan 04 November 2023.

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

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

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

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

Jakarta, 23 Maret 2020

Ditandatangani Secara Elektronik Oleh :
KEMENTERIAN an Direktur Jenderal
KESEHATAN

Direktur Penilaian Alat Kesehatan dan PKRT
" REPUBLIK

INDONESIA Dr. IGM. Wirabrata, Apt
NIP. 19751206 200312 1001

E Catatan:

- UU ITE No 11 Tahun 2007 Pasal 5 ayat 1
Informasi Elektronik dan/atau Dokumen Elektronik dan/atau hasil cetaknya merupakan alat bukti hukum yang sah.
- Dokumen ini telah ditandatangani secara elektronik menggunakan sertifikat elektronik yang diterbitkan BSrE.
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HbA1c Reagent Kit o

Packaging Specification:
Sample Collector (x30)

=l

0J

i Please refer to Package Insert of HbA1c Reagent Kit
for detailed information,
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HbA1c Reagent Kit R

Packaging Specification: Reagent R1 (x30)
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r Please refer to Package Insert of HbA1c Reagent kit
i for detalled Information.
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Changsha Sinocare Inc.

Mo. 265, Guyuan Road, H-Tech Zons, Changsha,

Hunan Province, 410205, Peopls's Republic of China
Tel: +B6~T31-829035581/+B680G35582
Email infosinocans.com

EIE Shi &l International Holding Corp.

GmbH (Europe)

Elfestrala 80, 20527 Hamburg, Garmany.
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HbA1c Reagent Kit e——

Volume: 2mL

LOT

. R2

CJ Reagent

i Please refer to Package Insert of
| HBA1c Reagent Kit for detailed information.

Changsha Sinocare Inc. -
No. 265, Guyuan Road, Hi~Tech Zone, ® VD Jﬂf ( E
Changsha, Hunan, China 2C

Shanghai International Holding Corp. GmbH (Europe)
Eiffestrale 80, 20537 Hamburg, Germany.
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HbA1c Reagent Kit HbA1c Reagent Kit

Sinocare

Appiicable Device: PCH-100 HbA1c Analyzer

[ Storage Conditions & E)q:iryr Date ]

HbA1c Reagent Kit s, “

e

Opened ng the termperature
Reagent R2 12 months of reagent to room temperature
Unopanad Store at 2-8C; Do not freeza,

[ Contents ]
Reagent R (x30), sample collactor (x30), test board (x32), reagent R2 (x1), code chip (x1),
package Insert (x1)

[ Test Environment |
HbAc Reagent Kit 150C =35 C, 15%~75%RH
No. Reg. Alat Kesehatan KEMENKES RI AKL 00000000000 Please parform the test under prescribed conditions, or incomect results may be obtained.
PT Isotekinda Intertama
Jakarta - Indonesia

The HbA1c Reagent Kit is designed to be used with the PCH-100 HbA1c Analyzer to quantitatively determine
hemoglobin Alc (HbA1c) in capillary (fingerprick) or venous whole blood,
It is for In vitro diagnostic use only, Clinically, it is mainly used for auxiliary diagnosis of diabetes and

S' monitoring of average blood glucose level,
Inocare [Ii] Please refer o Package Insert of HaA e Reagerd Ki for detailed informaian, c € IEI m;r“: QO—PE—VPQ

Cautions

@ For in vitra diagnostic use only;
@ Ensure that the lot number of reagents matches the code In code chip;

-
H bA1 c Re a g e nt Klt @ Ensure that the ot numbers qI reagent R1 and R2 ara consistent;
o not use expired reagent kits;
@ The liquids In the reagent kit are chamical reagents, please do not drink; Avold contacting with eyes
and skin, wash off with water as soon as it contacted, ask for the help from doctor if necessary;
® Blood samples, used R1 suction cups, used test boards and used sample collectors are potential
biohazardous materials, follow the nationalflocal rules and regulations when disposing tham;
@ R1 suction cups, sample collectors and test boards are not reusable;
nsure the surface of test board is clean and free from impurities during usa
@ Before testing, please balance the temperature of reagent 1, reagent 2 and test board to room
temperature;
@ Avoid fouching the membrane on test board when adding R1 mixture and reagent R2;
he HbA1e Reagent Kit ks only applicable for the supporting devices;
® During the adding process, if the mixture in the suction cap (reagent R1 and blood) does not fully
cover the sample wel| of test board, or there are bubbles on the membrane, please do not use this test
board again and change a new one to test.
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Applicable Device: PCH—100 HbA1c Analyzer
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