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Safety Blood Blood
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Certificate

No. Q5 065764 0008 Rev. 00

Holder of Certificate: Hebei Xinle Sci&Tech Co.,Ltd
No.2, Xingye Street, Xinle City
050700 Shijiazhuang City, Hebei Province
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

Scope of Certificate:  Design and Development, Production,
Sales and Distribution of Single-use
Containers for Human Venous Blood
Specimen Collection, Venous Blood
Collection Needles, Lancet, Single-use
Containers for Human Capillary Blood
Specimen Collection.
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‘The Certification Body of TUV SUD Product Service GmbH cetesthatthe company mentaned
above has established and is maintaining a quality management system, which meets th

it requirements of the listed standard{(s). All applicable requirements of the testing and certfication
] regulation of TUV SUD Group have to be compl or details and certficate validity
gl see: j=cert:Q5 065764 0008 Rev. 00
I~ Report No.: BJ23096101
Valid from: 2023.09-12
Valid until: 2026.09-11

c@AL\/

Christoph Dicks
Head of Certification/Notified Body

Date, 2023-08-21

ZERTIFIKAT & CERTIFICATE &
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TUV SUD Product Service GmbH - Certfication Body - Ridlerstralie 65 - 80339 Munich - Germany

Ko g 3X BSIVDR.099

Product Servce

EU Production Quality Assurance Certificate (IVDR)
Pursuant to Regulation (EU) 2017/746 on in Vitro Diagnostic Medical Devices, Annex XI
(Class A Devices in Sterile Condition)

No. V21 065764 0007 Rev. 00

Manufacturer: Hebei Xinle Sci&Tech Co.,Ltd
No.2, Xingye Street, Xinle City
050700 Shijiazhuang City, Hebei Province
PEOPLE'S REPUBLIC OF CHINA
SRN Manufacturer: CN-MF-000016692
Authorized ‘Shanghai International Holding Corp. GmbH (Europe)
Representative: Eiffestrae 80, 20537 Hamburg, GERMANY

The Cemﬁcatnon Body of TU;/ SUD Product Servlce GmbH cemﬁes thal the muanulagam has
an as in
Amcle 10 (3) of the Regu\anen (EU) 2017/746 en ln Vllro D\agnosllc Medlcal Devices. Details
red by th re described on the following page(s).
Tne Report referenced below s summanzes the resun tof the assessment and Incudes eferance
to relevant CS, harmonized standards, audit and test reports. The conformity assessment has
been carried out according to Annex XI of this regulation with a positive result. The involvement
of the notified body is limited to the aspects relating to establishing, securing and maintaining
sterile conditions.
The certified quality management system is subject to periodical surveillance by TOV SUD
Product Service GmbH. For details and certificate validity see: www.
065764 0007 Rev. 00
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Report No.: BJ22096104
it Valid from: 2023-03-29
Valid until: 2028-03-28

L
I

Marta Camielli

Issue date: 20230329 Head of Notified Body IVD
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TOV SUD Product Service GmbH is Notified Body with identification no. 0123 o
TOV D Product Service GmbH « Certication Body  Ridlerstraie 65 » 80339 Munich + Germany OV
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ABOUT US

Established in 2005, Hebei Xinle Sci & Tech Co.,, Ltd (Hereafter
referred to as Xinle) is an ISO and CE, FDA certified company who
focuses on research, development and sale of pre-analytical IVD
consumables.

Xinle product scope covers safety lancets, vacuum/non-vacuum
blood collection tubes, blood collection needles, urine collection
system and disposable virus sampling tube, which Xinle
developed according to growing demand of market and trend of
domestic and global market.

Supplying to 300+ China domestic Grade 3A, Grade 2A
hospitals, Xinle is recognized as a top brand in blood collection
consumables in China.

Internationally Xinle works with distributors from 40+ countries
and tops in export quantity of certain products among Chinese
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pre-analytical IVD consumables manufacturers.

With rapid growth since establishment, Xinle is listed (Stock
Code:832294) in China National Equities Exchange and
Quotations (NEEQ concept stock).

Xinle focuses on continuously enhancing internal capacity

in research, development and upgrade of IVD consumables,

while working closely with suppliers and 3rd parties for better
resources.

Equipped with independently made fully automatic assembly line
and independently developed production management software
system, Xinle production starts from raw material including ABS,
PP and PET material thus applying stable high standard quality
management as well as passing value to hundreds of millions of
people around the world.



Our ultimate goal for service is customer
satisfaction on all aspects.

Vacuum Blood Collection Tubes

Please note product pictures shown are used for showing different label and sticker design, UV print tubes are
available other than the products shown.

No Additive tube

Cap: Red

Additive: N/A

Application: Used for determinations in
biochemistry, immunology and serology.

Minimum recommended clotting time: 60 minutes.

Tube Material: PET/GLASS
Label: Paper/Transparent/UV Print

Tube size Capacity
13x75mm 2ml, 3ml, 4ml
13x100mm 5ml, 6ml, 7ml
16x100mm 7ml, 8ml, 9ml, 10ml

Gel and clot activator tube

Cap: Yellow

Ad(ditive: Clot Activator

Accessory: Separating gel

Application: Used for preparing premium serum
for determinations in biochemistry, immunology,
element trace, various types of virus detection and
serology.

Minimum recommended clotting time: 30 minutes.

Notice: Suggested to centrifuge the tube in 2 hours
after blood collection.

Tube Material: PET/GLASS

Label: Paper/Transparent/UV Print

Tube size Capacity

13x75mm 2ml, 3ml, 3.5ml, 4ml
13x100mm 5ml, 6ml
16x100mm 7ml, 8ml, 8.5ml

4ANC Sodium Citrate tube

Cap: Black

Additive: Sodium citrate 3.8%

Application: Used for Westergren sedimentation
rate determination. Blood and sodium citrate
volume ratiois 4:1.

Tube Material: PET/GLASS

Label: Paper/Transparent/UV Print

Tube size Capacity
13x75mm 1.6ml, 2.0ml, 2.4ml, 3ml

GSTRO SANITARD
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Clot Activator tube

Cap:Red

Additive: Clot Activator

Application: Used for preparing premium serum for
determinations in biochemistry, immunology, trace
element, serology and various types of virus detection.
Minimum recommended clotting time: 30 minutes.
Tube Material: PET/GLASS

Label: Paper/Transparent/UV Print

Tube size Capacity
13x75mm 2ml, 3ml, 4ml
13x100mm 5ml, 6ml, 7ml
16x100mm 7ml, 8ml, 9ml, 10ml
EDTA tube

Cap: Purple

Additive: K.EDTA or KsEDTA

Application: Used for tests including hematology, PCR
diagnostics and blood group research, more widely
used in clinical hematology.

Tube Material: PET/GLASS

Label: Paper/Transparent/UV Print

Tube size Capacity
13x75mm 2ml, 3ml, 4ml
13x100mm 5ml, 6ml, 7ml
16x100mm 7ml, 8ml, 9ml, 10ml
ESR tube

Cap: Black

Additive: Sodium citrate 3.8%

Application: Used for Westergren sedimentation
rate determination. Blood and sodium citrate
volume ratio is 4:1.

Tube Material: GLASS

Label: Paper
Tube size Capacity
8x120mm 1.28ml, 1.6ml, 2.0ml
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9NC Sodium Citrate tube

Cap:Blue

Additive: Sodium citrate 3.8%/ Sodium citrate 3.2%
Application: Used for tests including PT, APTT,

Fg, TT, AT, FDP, D-Dimer. Blood and sodium

citrate volume ratio is 9:1. Notice: PT tube is not
recommended as the first tube to take blood.
Tube Material: PET/GLASS

Label: Paper/Transparent/UV Print

Tube size Capacity
13x75mm 1.8ml, 2.0ml, 2.7ml, 3ml,
3.6ml, 4.0ml, 4.5ml
13x100mm 4.5ml, 5.0ml
Heparin tube
Cap: Green

Ad(ditive: Sodium heparin/lithium heparin.

Application: hemorheology or emergency biochemistry

Tube Material: PET/GLASS
Label: Paper/Transparent/UV Print

Tube size Capacity
13x75mm 2ml, 3ml, 4ml
13x100mm 5ml, 6ml, 7ml
16x100mm 7ml, 8ml, 9ml, 10ml

Sodium Fluoride tube

Cap: Grey

Ad(ditive: Sodium fluoride with K2EDTA/Potassium
oxalate

Application: Used for glucose determination.
Compared with Potassium oxalate, EDTA provides
better sample quality with results in less hemolysis
and micro-clots.

Tube Material: PET/GLASS

Label: Paper/Transparent/UV Print

Tube size Capacity
13mmx75mm 2ml, 3ml, 4ml

Venous Blood

Collection Needles

Multi-sample Venous Blood

Collection Needle-Flashback Type

Model
XLPI-21G
XLPI-22G

Multi-sample Venous Blood

Length(inch)
1" 11/4"
1" 11/4"

Collection Needle

11/2"
11/2"

Color

Green

Black
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Model

XLPI-18G
XLPII-20G
XLPI-21G
XLPII-22G
XLPII-23G

Length(inch)
1" 11/4"
1" 11/4"
1" 11/4"
1" 11/4"
™ 114"

1172
112"
112"
112"
1172

Color
Pink
Yellow
Green
Black
Blue



Our ultimate goal for service is customer
satisfaction on all aspects.

Non-vacuum Blood Collection Tubes

As the top rank manufacturer of non-vacuum blood collection tubes on both quality
and quantity in China, Xinle has more than enough capacity in design, develop and
manufacture tubes according to customer specific requirement at a cost thats

rarely available anywhere else.

PP Rubber Plug Non-vacuum
Blood Collection Tube Series

Item

Plain tube
Pro-coagulation tube
Gel & Clot Activator tube
Glucose tube

EDTA tube

PT tube

ESR tube

Heparin tube

PP Screw Cap Non-Vacuum
Blood Collection container

Item

Plain tube
Pro-coagulation tube
Heparin tube
Glucose tube

EDTA tube

Additive Tube size Volume

No additive 13x75mm,13x100mm 2ml, 3ml,4ml, 5ml, 6ml

Clot Activator 13x75mm,13x100mm 2ml, 3ml, 3ml, 5ml, 6ml, 7ml

Gel & Clot Activator 13x75mm,13x100mm 3ml, 3.5ml, 4ml, 5ml, 6ml

Sodium Fluoride +EDTA 13x75mm 2ml, 3ml, 4ml

K.EDTA or KsEDTA 13x75mm 2ml, 3ml, 4ml, 5ml

3.2% Sodium Citrate 13x75mm 1.8ml, 2ml, 3ml, 4ml

3.8% Sodium Citrate 13x75mm 1.6ml, 2ml

Lithium Heparin 13x75mm 2ml, 3ml, 4ml, 5ml

Additive Tube size Volume

No additive 16x55mm 2.5ml, 5ml

Clot Activator 16x55mm 2.5ml, 5ml

Lithium Heparin 16x55mm 2.5ml, 5ml

Sodium Fluoride +EDTA 16x55mm 2.5ml, 5ml (= |

K.EDTA or KsEDTA 16x55mm 2.5ml, 5ml
PP Screw Cap Non-Vacuum
Blood Collection Tubes
Item Additive Tube size Volume
Plain tube No additive 13x75mm,13x100mm,16x100mm 2ml-10ml
Pro-coagulation tube Clot Activator 13x75mm,13x100mm,16x100mm 2ml-10ml
Gel & Clot Activator tube Gel & Clot Activator 13x75mm,13x100mm,16x100mm 2ml-9ml
Glucose tube Sodium Fluoride +EDTA 13x75mm 2ml, 3ml, 4ml
EDTA tube K.EDTA or KsEDTA 13x75mm 2ml, 3ml, 4ml, 5ml
PT tube 3.2% Sodium Citrate 13x75mm 1.8ml, 2ml, 3ml, 4ml,5ml
ESR tube 3.8% Sodium Citrate 13x75mm 1.6ml, 2ml
Heparin tube Lithium Heparin 13x75mm 2ml, 3ml, 4ml, 5ml
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Mini Tubes
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Mini Tube Type A

Tube Type Additive Tube size Volume (ml)

No Additive N/A 10x45mm 0.2ml, 0.25ml, 0.5ml, Tml
Clot activator Clot activator 10x45mm 0.2ml, 0.25ml, 0.5ml, Tml
Gel+Clot activator Gel+Clot activator ~ 10x45mm 0.2ml, 0.25ml, 0.5ml
Na/Li Heparin Na/Li Heparin 10x45mm 0.2ml, 0.25ml, 0.5ml, Tml
K:EDTA or K:EDTA K:EDTA or KsEDTA  10x45mm 0.2ml, 0.25ml, 0.5ml, Tml
MiniTube Type B

TubeType Additive Tube size Volume(ml)

No Additive N/A 10x45mm 0.2ml, 0.25ml, 0.5ml, Tml
Clot activator Clot activator 10x45mm 0.2ml, 0.25ml, 0.5ml, Tml
Gel+Clot activator Gel+Clot activator  10x45mm 0.2ml, 0.25ml, 0.5ml
Na/Li Heparin Na/Li Heparin 10x45mm 0.2ml, 0.25ml, 0.5ml, Tml
K:EDTA or K:EDTA K:EDTA or K:EDTA  10x45mm 0.2ml, 0.25ml, 0.5ml, Tml
MiniTube Type D

Tube Type Additive Tube size Volume(ml)

No Additive N/A 13x75mm 0.2ml, 0.25ml, 0.5ml, Tml
Clot activator Clot activator 13x75mm 0.2ml, 0.25ml, 0.5ml, Tml
Gel+Clot activator Gel+Clot activator  13x75mm 0.2ml, 0.25ml, 0.5ml
Na/Li Heparin Na/Li Heparin 13x75mm 0.2ml, 0.25ml, 0.5ml, Tml
K>EDTA or KsEDTA K.EDTA or K:EDTA  13x75mm 0.2ml, 0.25ml, 0.5ml, Tml



Our ultimate goal for service is customer
satisfaction on all aspects.

Safety Lancets

XLII-2818

XLI-2118

XLII-2618

XLII-3018

XLII-2318 XLI-2122
XLII-2128
Safety Lancets
Model No. Spec. of Needle Puncture Depth Color
XLII-2128 Needle 21G(0.8mm) 2.8mm Pink
XLII-2122 Needle 21G(0.8mm) 2.2mm Orange
XLI-2118 Needle 21G(0.8mm) 1.8mm Dark Green
XLII-2318 Needle 23G(0.6mm) 1.8mm Light Green
XLII-2618 Needle 26G(0.45mm) 1.8mm Yellow
XLII-2818 Needle 28G(0.36mm) 1.8mm Purple
XLII-3018 Needle 30G(0.3mm) 1.8mm Dark Gray
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CONTACT US
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Email: hbxinleO05@hbxinle.net

Add: No.2, Xingye Street, Xinle City, 050700 Shijiazhuang City,
Hebei Province, People' ublic of China !
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