Digitally signed by Efremova Iulia
Date: 2019.03.15 09:38:03 EET
Reason: MoldSign Signature
Location: Moldova

REGISTRATION NO. 04717010261 R4M

CERTIFICATE
OF QUALITY MANAGEMENT SYSTEM

This is to certify that the quality management system of

Caretium Medical Instruments Co., Limited.
Registered Address: Beishan Industrial Park 7" Floor Building 1, Beishan Road, Yantian,
Shenzhen, China Postcode: 518083
Manufacturing Address: Beishan Industrial Park 7" Floor Building 1, Beishan Road,
Yantian, Shenzhen, China 3 Future plaza, Building A, 10" Floor, Unit 1002,
Nanshan, Shenzhen, P.R.China; Beishan Industrial Park 4™ Floor Building 1,
No.146, Beishan Road, Yantian, Shenzhen, China

Has been assessed and conformed to the following standard(s)
GB/T 19001-2016 idt 1ISO 9001:2015

The certificate is valid for the following scope:

The Design, Development, Production and Service of Full Auto-Biochem Analyeer,
Semi-auto Biochemistry Analyzer, Automatic Electrolyte Analyzer, Electrolyte Analyzer,
Automatic Biochemistry Analyzer, Microplate Washer, Microplate Reader, Automated
Ervthrocyte Sedimentation Rate Analyzer, Fully Automatic Blood Cell Counter, Automatic
Glyeated Hemoglobin Analyzer, Semi-auto Coagulation Analyzer, Reagent for Electrolyte
Analvzer(lon Selective Electrode Method), Lysing Agent, Diluent , Reagent for Automatic
Glveated Hemoglobin  Analyzer, Reference Eleetrode Filling Solution (lon  Selective
Electrode Method), lon Electrode Filling Solution (Lon Selective Electrode Method).

The Design and Development of In Vitro Diagnostic Reagent (See the Attached).

Date of issue: August 04, 2017
Date of expiry: July 17, 2020

General Manager:

BEIJING HUA GUANG CERTIFICATION
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Nate: This certificate will not be valid wotil the organization has been approved in the annuval audits. The certificate
information are available on the website of the certification and accreditation administration of the People’s Republic of
Chinig {(www.cncagoven) or the website of CMD (www.emdecomaen), Address: Y fgor of ZLhong Lian building, No.jia88,
An Ding Men Wai street, Dongeheng district, Beijing, 100011, P.R. China _Telephone: 010-62351993




REGISTRATION NO.04717Q10261 R4M
Attached:

1. Alanine Aminotransferase Reagent (Alanine substrate method (Single reagent: 10mixd: 30mi=5; d45ml=4;
S0ml=6; 75ml=4: Double reagent: R1: 80mi=*2, R2: 20mix4, R1: 8hnixl, R2: 20mi=2, RI1: o0ml=2,
R2: 30mi*2, Rl: 40mix2, R2: 10mix4, R1: 40mixl, R2: 10mlI=2 ),

2. Aspartate Aminotransferase Reagent (Aspartate substrate method)( Single reagent: 10mix4; 30mi=5: 45mixd;
Shml=6; 75mix4: Double reagent: R1: 80mlIx2, R2: 20mlx4, R1: 80mi*1, R2: 20ml=2, Ri: 60ml=2,
R2: 30mix2, R1: 40mix2, R2: 10mlxd4, RI1: 40mix1, R2: 10ml=2);

3. CRP Reagents (immunoturbidimetry) (R1: 20ml1=2, R2: 10ml*1, R1: J0mi=2, R2: 15mi=1, R1: 40ml=2,
R2: 10mix2, Rl: 60mlx2, R2: 30mix1, Ri: 80mix2, R2: 40ml=1, R1: 80mlx4. R2: $0mlx1);

4. y-glutamyltransferase Reagents (GCANA substrate method) (Single reagent: 10mlx4; 30ml=<5; 45mi=4;
50miIx6; 75mix4; 90mlx4; Double reagent: R1: 80mix2, R2: 16mix2: RI: 50ml=<4, R2: 20mix2;
R1: 50mi=2, R2: 20ml=1; R1: 40mi=2, R2: lémix<l; R1: 3mi<2, R2: 1Zmlx1; Rl: S0ml=2, R2:
32mixl; Ri: 30mix3, R2: 30mix1; R1: 50mi=3, R2: 15mix2; Ri: 40mi=5, R2: 20mi=2; R1: 40mix5,
R2: 10mix4);

5. Uric Acid reagent kit (uricase method) ( Single reagent: 20mI*S; 10ml=3; 45mi%2; 50mi=2; S0ml=35; Shml=o;
65ml=2; 60mlx4; 73mix4; 90mix4; 100mi*2; Double reagent: R1: 80mlx4, R2: 40mi=2; R1: 80ml=2,
R2: 20mix2; R1: BOml=<2, R2: 40mi=<1; R1: 60ml=4, R2: 30ml=2; Rl: 60ml=3. R2: 15ml=3;: Ri:
Stml=4, R2: 25ml=2; R1: 50mlx2, K2: 25ml*1; R1: 40mix2, R2: 20mlx1: R1: 40mi=4, R2: 10mil=4;
R1: 40mlx5, R2: 10mlx5; R1: 20ml=2. R2: 10mlIx1);

Urea reagent kit ( Urease glutamate dehydrogenase) (Single reagent: 20miI<5; 10ml=3; 45mi%2: S0mix2;
S0ml=5; S0mlx6: 65mlx2; 60ml=4; T5mlx4; 90mix4; 100ml=2; Double reagent: R1: Slml=4, R2:
40ml=2: R1: 80mixZ, R2: 20mli=2; Rl: 80mix2, R2: 40mixl; R1: 60mix4, R2: 30mi=2: K1: 60mix3,
R2: 15mlx3; RI: 50mix4, R2: 25mi=2; R1: 50mix2, R2: 25mix1; Rl: 40mi=x2, R2Z: 20mi=1; RI:
40mix4, R2: 10mix4; RI: 40mix5, R2: 10mix5; R1: 20mi=x2, R2: 10mlx1);

Enzymatic Creatinine_2 Reagents (ammonia iminohydrolase) (R1: 75mix3, R2: 75mlx1: R1l: 75ml=2,
R2: 25mlix2; R1: 60ml=4, R2: 40ml*2; RI: 60ml=3. R2: 20mb<3; Rl: 60ml=3, RZ: 60mixI; R1:
olmi=2, R2: 20mi=2; R1: 60ml=<1. R2: 20mix1; R1: 45mi=3, R2: 1Sml>3; R1: 45mi=4, R2Z: 30ml=2;
Ri: 45mix2, R2: 30mlxl; R1: 30mIx3, R2: 30mix1; Rl: 10mix3, R2: 10mlx1)

Triglyeerid reagent kit (GPOPAP method) (Single reagent: 100ml=2,; 60ml=4; 65mi=2; 50mix2; 45mix2;
D0ml=d; 75mlx4; Shml=6; 10ml=x3; 20ml=5; Double reagent: R1: 80mix3, R2: 20mi=2; R1: 60mi=4,
R2: 40mlx1: Rl: 60mix3, R2: 15mi=2; R1: 3Dmix6, R2: 25mix2; R1: 20ml=<3, R2: 1lmi=1);
T-CHO reagent kit (CHODPAP method) (Single reagent: 100mix2; o60ml=d; 65mix2; S0mix2; 45mix2;
90ml*4; 75mlx4: S0mix6; 10ml=3d; 20ml=5; Double reagent: R1: 80ml=2, R2: 40mi=2; Rl: 6lmlxd4,
R2: 60mlx2; R1: 60mix3, R2: 30mix3; R1: 50mix4, R2: 50mix2; R1: 10mbx<3, R2: 15mixi);

10, Microalbumin reagent kit ( immunoturbidimeiry) (RI: 15ml=2, R2: 12mi=1; R1: 20ml=2, R2: 16mlx1;
RI: 40mix2, R2: 32mixl; R1: 6bmixl, R2: 24mi*1; Ri: 60ml=2, R2: 48ml=2: R1: S0mix2. R2:
64ml*1);
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REGISTRATION NO. 04717Q10261R4M

Attached:

11. HDL cholesterol reagent kit ( direet method surfactant removal method)(R1: 75mi=1. R2: 25ml=1; R1: 60ml=4,
R2: 4imi=2; R1: 60ml=3, R2: 20mlx3; R1: 60mix2, R2: 20mix2; R1: 60mlxl, R2: 20ml<l; HKi:
Siml=3, R2: Smi<1: R1: 45mlIx3, R2: 15ml=3; Rl: 10mi=3, R2: Hmlx1; R1: 30mi=3, R2: I0mi=1);

12. LDL cholesterol reagent kit ( direct method Hydrogen peroxide removal method) (R1: 75mix1., R2: 25ml=1;
R1: 60mb4, R2: 40ml=2; RI: 60mix3, R2: 20mlx3; Rl: 60mi=2, RI: 20mix2; R1: 60ml=<1, R2:
20mlx1; R1: 50mlx3, R2Z: 50mlx1; RI: 45ml=3, R2: 15mi=3; RL: 10mi=3, R2: 0mi=1; R1: 30ml=3,
K1: 30mlx1);

APOATL surveies reagent kit (immunoturbidimetry) (10mlx3; 20ml=5; 45mix6: 60mixd; T5mi=d; S0milxdd:

APOB surveies reagent kit (immunoturbidimetry) (10mlx3; 20mixS; 45mlx6: 60mlx4; 75mi=d4; Y0mi=d);

a-HBDH Multi-Furpose Liguid Reagent (e-ketobutyric acid substrate method) (R1: 30mi=4, R2: 40ml=2;
R1: 80mi=x2, R2: 20miI=2; R1: 60ml=3, R2: 15mi=3; RI1: 60mlx4, R2: 30mi=2: Rl: 60ml=2, R2:
30mi=1l; Rl: 60ml=x2, R2: 15mix2; R1: 50ml=4, R2: 25ml*2; RLl: 40ml=5, R2: 10mi=5; R1: 40mix2,
R2: 10mix2; R1: 20mi=2, R2: 10mlx1.);

Creatine kinase assay kit (immunosuppression) (R1: 80mix4, R2: 40mi=2; R1: 80ml=2, R2Z: 20ml=2;
Ri: 60mlx3, R2: 15ml*3: R1: 60ml=4, RZ: 30mix2; RI: 60mi=2, R2: 30ml<l: Rl: 60mlx2, R2:
15mix2; R1: SOml=4, R2: 25mi=2; R1: 40mli=S, R2:; 10mi=5; RLl: 40ml=x2, R2: 10mix2; R1: 30mixd,
RZ: 30mix1: R1: 20mix4, R2: 20mi=1; R1: 20mix2, R2: 10mlx1);

a-Amylase Assay Kit (EPS substrate method) (Single reagent: 20mlI=3; 753ml=4; 30ml=5; 50mix6; 60mlx2:
10mi=3; Double reagent: R1: 80mlx5, R2: 40ml=x2; R1: 80mi=2, R2: 16ml=2; R1: 60ml=<3, R2: 12mlx3;
Ri: 60mix2, R2: 24mixl: Ri: 60ml=2, R2: 12mix2; Rl: 40mix5, R2: 8mix5; Ri: 5mix2, R2:
thml=2: Ri: 30mi=5, R2; 30mixl; R1: 20mi<5, R2: 20mi<1; Rl: 25mi<l. R2: Smlx1;

Alkaline Phosphatase Detection Kit (NPP substrate AMP buffer) (Single reagent: 90ml=4; 75ml=<4; 6lml=d;
Shmlx6; 50ml=5; S0ml=4; SO0ml<2; 45mix2; 30ml=5: 10ml=4; Z0mix2  Double reagent: R1: S0mlx4,
R2: 4mix2; RI: 80mi=2, R2: 20mi=2: R1: 60mlx3, R2: 15ml%3; R1: 60mix4, R2: I0ml=2; Ri:
60mi=2, RZ: 15ml=2; R1: 60mix2, R2: 30mix1; R1: 30mlx4, R2: 25mlx2; Rl: 40mi=5, R2: 10mi=5;
R1: 40mlx4, R2: 10mix4; Rl: 40mix2, R2: 10mlx2: R1: 20ml%2, R2: 10ml=1);

+ Glueose assay kit (hexokinase method) (10m1x3; 20mi=5; 45ml<6; 60mix<4; 75mlxd; 90mixd);
Homocysteine Kit (Enzymaltic cycling assay) (R1: 20mlx2, R2: 10mix1; R1: 3Tml=2, R2: 1mix2: Rl:
T4mlxl, R2: 20mlxl; R1: 74mi=x2, R2: 20mix2; R1: 74mixd, R2: 20mlxd.);

CSF Test Kit ( Pyrogallol red colorimetric method) 10mIx3; 40mi=x2; 60mlx<2; 60mlx4; 80mli=2; BOml<d);

C3 Multi-Purpose Liguid Reagent (immunoturbidimetry) (R1: 20mi=2, R2: 20mix1; R1: 15mix2, R2:
15mi=1; R1: 45ml=2, R2: 45mi=1; R1: 60mi<1, R2: 30mlI=1; R1: 60mi=2, R2: 60mix<1; R1: 80ml=2,
R2: Blhmlx1);

(4 Multi-Purpose Liquid Reagent (immunoturbidimetry) (R1: 15ml*2, R2: 12mlx1; R1: 20mIx2, R2:
[omix1; R1: 40ml1x2, R2: 32mlx1: RI: 60mlx<l, R2: Z4ml=1; R1: 60mix2, R2: 48ml=1; R1: 80mix2,
R2: 6G4mlx1);
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REGISTRATION NO. 04717Q10261 R4M

Attached:

24, Iz A Reagent kit {(immunoturbidimetry) (R1: 15mlIx2, R2: 15ml=x1; Ri: 30mi=2, R2: Miml=1; HI:
A5ml=2, R2: 45ml=1; Rl: 60mlx1, R2: 30mix1; R1: 60mi=2, R2: 60mi=1; R1: 80ml=2, R2: 8hmix]};
Iz G Reagent Kit (immunoturbidimetry) (R1: 15mlx2, R2: 15mi=<1; Rl: 30ml=2, R2: 30ml=<1l; RI:
453mi=2, R2: 45mix1: R1: 60mix1, R2: 30mi*1; R1: 60mi=2, R2: 60ml<1; R1: 80mi=2, R2: 8Omlx] )
Iz M Reagent kit (immunoturbidimetry) (R1: 20mi=x1, R2: Smi=1; RI: 20ml=2, R2: 10ml=<1; RI:
dlmi=1, R2: 0mIx1; R1: 60mix2, R2: 30mix1; R1: 80ml=<2, R2: 40mi=1; R1: S0mi=d, R2: 80mi=1);

« PreAlb (immunoturbidimetry) (R1: 20ml=<l, R2: 8mlx1: RI: 15mi=<2., 1’2: 12ml=1; R1: 40mi=2,
R2Z: 32mixl; RI: 60mixl, R2: 2dml=1:; R1: 60mi<2, RZ:48ml=1; Rl: 80ml=2, RIZ: 6dmlx1);
lron reagent Kit (ferrous benzoxazines method) (Ri: 25mlIx1, R2: Smix1; R1: S0mixl, R2: 10mi=1;
R1: 50mi%2, R2: 20mix1; Rl: 60mix2, R2: 24ml=<1: R1: B0mix2, R2: 32mi=1; KR1: 20mi=4. R2:
Smb<i };

+ Phosphorus Assay Kit (phosphomolybdate method) (Single reagent: 30mi»2; 40mli=2; 60mi=2; 60mixd;
BOmix2: 10mix4; Double reagent: R1: 50mlx4, R2: S0mix<2: R1: 30mixd, RZ: 30mli=2; R1: 10milx4,
R2: [0mix2; R1: 60mix4, R2: 60mi=<2; Rl: 40mix4, R2: 40mix2; R1: 80mix4, R2: 80mi=2};

A0, Adenosine deaminase Test Kit {peroxidase method) (R1: 20mix3, R2: 20mbx1: Ri: 10mix3, R2: [0mi=1;
R1: 45mlix3, R2: 15mli=3: R1: 45mixd, R2: 30mix2; R1: 60ml=3, R2: 60mi=l; Ri: 80ml=3d, K2:
Hmlx1 };

v Direet Bilirubin (DBIL) Reagent (vanadate oxidation method) (R1: 20mi<2, R2: 10mix<1; R1: 40mi=5,
R2: 10mlx5; Ri: 60ml=<2, R2: 15ml=x2; Rl: 60ml=4, R2: I0mi=<2; RI: 30mi=4, R2: I0mixl; Rl:
Shmix4, R2: 25mix2; R1: 60ml<3, R2: 15ml<3: RI1: 80mi=2, R2: 20ml=2);

+ Total Bilirubin (TBIL) Reagent (vanadate oxidation method) (RE: 20mix2, R2: 10ml=1; Rl: 40mix5,
R2: 10mix5; R1: 60ml=<2, R2: 15ml=2; RI: 60mlx4, R2: 30ml=2; R1: 30mi=4, R2: 30mi=1; R1:
S0mix4, R2: 25mi=2: R1: 60mix3, R2: 15mix3; Rl: 80mix2. R2: 20ml=2);

33. Total Bile Acid Assay Kit (cycling enzymatic method) (R1: 20mi=3, R2: 20mlx1; R1: 10ml=3, R2: 10mix1;
Ri: S0mlx3, R2: S0ml=1: R1: 60ml=3, R2: 6Omlx1l; R1: 75mi=<3, R2: 75mlx1.);

34. CK (Phosphoric acid substrate method) (R1: 20mi=2, R2: 10mixl; Rl: 40mi=4, R2: 10mix1; Rl:
50mi=4, R2: 25mlx2; R1: 60mix4, R2: 30mix2; K1: 80ml=2, R2: 20ml=2.);

35, ChE Kit (Butyl thiocholine substrate method) (R1: 40ml=2, RZ: [Dmix2; Rl: 80mEx2, R2: 20ml*2;
R1: 60mix2, R2: 15mix2);

36. Caleium reagent kit {OCPC method) (RI: 50ml=x2, R2: 50ml=2; Ri: 30mix3, R2: J0mb<d: R1: 10mix§,
R2: 10mIx5; Rl: 40mil=2, R2: 40mi=*2; R1: 20mix3, R2: 20mlIx3. );

37. LDH Assay Kit (lactate substrate method) CR1: 50mi=3, RZ: 50mlx1: Rl: 30ml=3, R2: 30ml=1; Rl:
20mix3, R2: 20ml=1; R1: 10mix6, R2: 10mix2; R1: 60mlx3, R2: 60mi=x1; R1: 80mix3, R2: §0mi=x1);

38. TP Assay Kit ( biuret method) (100miIx4; SO0mix6: 20mlx6; 80mix4; 30mix6; 10mlx10)

39, ALB Mensuration Reagent Kit (BCG method) {100ml=4; S0mlx6: 20mix6; 80mix4; 30ml=6; 10mlx10)
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