USHINO BLOOD COLLECITON TUBE
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ZERTIFIKAT e CERTIFICATE ¢

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q6 065764 0006 Rev. 01

Product Service

Holder of Certificate: Hebei Xinle Sci&Tech Co.,Ltd

No. 189, Nanhuan Road
050700 Xinle City, Hebei Province
PEOPLE'S REPUBLIC OF CHINA

Facility(ies): Hebei Xinle Sci&Tech Co.,Ltd
No. 189, Nanhuan Road, 050700 Xinle City, Hebei Province,
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

EN IS0 13485

tuv-sud.com/ps-cert

Scope of Certificate: Production, Sales and Distribution of Single-use
containers for human venous blood specimen
collection, Venous blood collection needles,
Contact-Activated Lancet, Single-use containers
for human capillary blood specimen collection.

Applied Standard(s): ENSO13485:2016
Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned

above has established and is maintaining a quality management system (excluding subclause 7.3),
which meets the requirements of the listed standard(s). See also notes overleaf.

Report No.: BJ20096101

Valid from: 2020-09-12
Valid until: 2023-09-11

c@l(—\/

Christoph Dicks
Head of Certification/Notified Body

2020-08-31

Page 1 of 1
TUV SUD Product Service GmbH « Certification Body * Ridlerstrale 65 * 80339 Munich « Germany
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THE COLOR CODE STANDARD OF BLOOD COLLECTION TUBE

CAP COLOUR ADDITIVE TESTING

|
—

. Lithium Heparin N1SNQ&oUNIVINDAGTNNDIU NSUAIDLYNISWAIIUUISLADU

n1snadounivlaradnean

EDTA K3 S g . .
N1snhad@aunviAunaun laiin HbAle, Ammonia, Homocysteine, PTH

Sodium Citrate N1SA1SO0NTVUDDENISITLADUDVIADAO

Sodium Fluoride N1SC1SD0 Glucose 11as Lactate

N1SA1SO0NIVIALASUNNDTU
NISNQdDUNTY Serology

No additive / Clot Activator

Gel for Serum Separation N1SASO>oNIVIADARTNNDTU
and Clot Activator

NSC1S209C1SINISOINAIENDUYDVIUAIADQNAY
(Erythrocyte Sedimentation Rate : ESR)

ESR
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C VACUUM TUBE
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LITHIUM HEPARIN

Product Code  Dimension Volume Label Packing

SL930SH 13 x 75 mm. 4 ml. Paper 100 Tubes
SL930SHT 13 x 75 mm. 4 ml. Transparent 100 Tubes
SL960SHT 13 x 100 mm. 6 ml. Transparent 100 Tubes

EDTA K3

Product Code  Dimension Volume Label Packing

SL920EKT 13 x 75 mm. 2 ml. Transparent 100 Tubes
SL930EK 13 x 75 mm. 3 ml. Paper 100 Tubes
SL930EKT 13 x 75 mm. 3 ml. Transparent 100 Tubes
SL960EK 13 x 100 mm. 6 ml. Paper 100 Tubes
SL960EKT 13 x 100 mm. 6 ml. ransparent 100 Tubes

N/
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VACUUM TUBE / C

PT TUBE | CITRATE TUBE

Product Code  Dimension Volume Label Packing
SL920SC 13 x 75 mm. 2 ml. Paper 100 Tubes
SL930SC 13 x 75 mm. 3 ml. Paper 100 Tubes

SODIUM FLUORIDE

Product Code  Dimension Volume Label Packing
SL920SP 13x 75 mm. 2ml.  Paper 100 Tubes
SL?20SPT 13 x75 mm. 2 ml. Transparent 100 Tubes |
SL930SP 13 x 75 mm. 3 ml. Paper 100 Tubes
SL930SPT 13 x 75 mm. 3 ml. Transparent 100 Tubes

N




C VACUUM TUBE
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PRO COAGULATION WITH CLOT ACTIVATOR

Product Code  Dimension Volume Label Packing
SL940A 13 x 75 mm. 4 ml. Paper 100 Tubes
SL940AT 13 x 75 mm. 4 ml. Transparent 100 Tubes
SL960A 13 x 100 mm. 6 ml. Paper 100 Tubes

SL960AT 13 x 100 mm. 6 ml. Transparent 100 Tubes

SL990A 13 x 100 mm. 9 ml. Paper 100 Tubes

GEL + CLOT ACTIVATOR

Product Code  Dimension Volume Label Packing

SL940SG 13 x 75 mm. 4 ml. Paper 100 Tubes
SL940SGT 13 x 75 mm. 4 ml. Transparent 100 Tubes
SL960SG 13 x 100 mm. 6 ml. Paper 100 Tubes

N/



NON-VACUUM TUBE

Product Code
1100-0917
1100-0917T
1100-0906
SL217
SL217T
SL206

Dimension

13 x 75 mm.
13 x 75 mm.
13 x 75 mm.
13 x 75 mm.
13 x 75 mm.
13 x 75 mm.

\\ /7 /]

Volume

3 ml.
3 ml.
4 ml.
3 ml.
3 ml.
4 ml.

C

SSSSSSSSSSS

LITHIUM HEPARIN

Label
Paper
Transparent
Paper
Paper
Transparent

Paper

Cap
Plastic
Plastic

Plastic

Rubber
Rubber
Rubber

Packing

1,000 Tubes
1,000 Tubes
1,000 Tubes
1,000 Tubes
1,000 Tubes
1,000 Tubes




C NON-VACUUM TUBE
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EDTA K3

Product Code  Dimension Volume Label Packing

1100-0904 13 x 75 mm. 2 ml. Paper Plastic 1,000 Tubes
1100-0904A 13x 75 mm. 3 ml. Paper Plastic 1,000 Tubes
SL204-2 13x 75 mm. 2 ml. Paper Rubber 1,000 Tubes
SL204 13 x 75 mm. 3 ml. Paper Rubber 1,000 Tubes
SL204T 13x 75 mm. 3 ml. Transparent Rubber 1,000 Tubes
SL260 13 x 100 mm. 6 ml. Paper Rubber 1,000 Tubes

N




NON-VACUUM TUBE @ I
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PT TUBE | CITRATE TUBE

Product Code Dimension Volume  Label Cap Packing

SL208 13 x 75 mm. 3 ml. Paper Rubber 1,000 Tubes

SODIUM FLUORIDE

Product Code Dimension Volume  Label Cap Packing

1100-0911 13 x 75 mm. 2 ml. Paper Plastic 1,000 Tubes
1100-0911T 13x 75 mm. 2 ml. Transparent Plastic 1,000 Tubes
1199-0911A 13 x 75 mm. 3 ml. Paper Plastic 1,000 Tubes
SL211A 13 x 75 mm. 2 ml. Paper Rubber 1,000 Tubes
SL211AT 13 x 75 mm. 2 ml. Transparent Rubber 1,000 Tubes
SL211 13 x 75 mm. 3 ml. Paper Rubber 1,000 Tubes




C NON-VACUUM TUBE
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PRO-COAGULATION
WITH CLOT ACTIVATOR

*1100-0913 Without Clot Activator

Product Code  Dimension Volume Label Cap Packing

1100-0913 * 13 x 75 mm. 4 ml. Paper Plastic 1,000 Tubes
1100-0918 13 x 75 mm. 4 ml. Paper Plastic 1,000 Tubes
1100-0918T 13 x 75 mm. 4 ml. Transparent Plastic 1,000 Tubes
SL212 13x 75 mm. 4 ml. Paper Rubber 1,000 Tubes
SL212T 13 x 75 mm. 4 ml. Transparent Rubber 1,000 Tubes
SL219 13 x 100 mm. 6 ml. Paper Rubber 1,000 Tubes

SL219T 13 x 100 mm. 6 ml. Transparent Rubber 1,000 Tubes

N



QUALIFY

SSSSSSSSSSS

NON-VACUUM TUBE ‘

GEL + CLOT ACTIVATOR

Product Code  Dimension Volume Label Packing

SL940GN 13x 75 mm. 4 ml. Paper 1,000 Tubes

ESR

Product Code  Dimension Volume Label Packing

SL210 13 x 75 mm. 2 ml. Paper 1,000 Tubes

N



C MICRO COLLECTION TUBE
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MICRO COLLECTION TUBE

Dimension 10 x 45 mm. with Plastic Screw Cap

Product Code Product Code Volume Packing
Micro Collection K3 EDTA Tube WB24 0.5 ml 1,000 Tubes

Micro Collection Lithium Heparin Tube WB26 1.0 mi 1,000 Tubes
Micro Collection Serum Tube WB28 1.0 ml 1,000 Tubes

N
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