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Product catalogue—Human Chorionic Gonadotropin(HCG) Test Strip

QINGDAO HAINUO GROUP

OUR BRANDS

About us

Hainuo Group was founded in 2004 and now has more than 20 subsidiary corporations. Our headquarter is i
located in Jiangshan industrial park in Laixi, Qingdao, which is very close to the main highway, Huashan HYN AU I
International Golf Course, Qingdao International Airport and Qingdao Harbor. Our factory covers an area of

220,000 square meters with super geographical position and convenient transportation. HYNAUT for Overseas Market

We have a dozen up-to-date factories, multiple Class 100,000 cleanrooms and Class 300,000 cleanrooms,
modern logistics and storage facilities, advanced production facilities and detecting instruments. More than
2,000 professional staffs devote themselves to their job and the development of Hainuo, a lot of them are
experts, professors and licensed pharmacists from Chinese Pharmaceutical Association as well as the State
Council. We also have technology support and cooperation of many research institutions and companies
from USA, Germany and Taiwan, China.

Hainuo keeps moving forward and we're always open to your ideas and advices. Please don't hesitate to let
us know if you're interested in working with us and a deeper level of cooperation!

HAINUO for Domestic Market
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HCG TEST STRIP

Pregnancy Rapid Test Device
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HYNAUT HCG Test Strip uses colloidal gold method, which is a simple
and reliable method for testing early pregnancy. It doesn't require any

special equipment and reagent, and it can provide an intuitional and precise
diagnosis in a very short period of time.
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Description of Use :

Immerse the strip into the urine for 10 seconds. Do not immerse past the Max line.
Lay the strip flat and wait.

Read result in 3-10 minutes.
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Reading Results:

Positive results: Two pink lines will appear. (intensity of lines may vary)

Negative results: One pink line will appear at C.
Invalid results: No visible lines appear. Repeat with a new test.
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Packing Effect Drawing Stripe Type
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@ For self-testing and in vitro diagnostic use only. loz=mjormip==- . e

100pcs/box .
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Packing Effect Drawing Casette Type
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HYNAUT

HCG TEST STRIP

Pregnancy Rapid Test Device

Tor seli-testing and in vitro diagnostic use only.

1 pc/box
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Deseription of Use
Immerse thestrip nto the urine for 10 seconds, Donotimmerse pastthe ki e,

Lay the strip flat and walt.
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Read result in 3-10 mirutes.
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The fes: davice should remainin the soaled pouch unéiluse.
De net usa if the pouch istorm or not well seal
The test can nothe reused,
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Packing Effect Drawing Pen Type

HYNAUT

HCG TEST STRIP

Pregnoncy Rapid Test Device
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Packing Size
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Foil Bag Size Box Size Carton Size Packing Size
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= 11.5*%5.5cm 23*12.3*6cm 64.5X48.5X32.0cm | 100pcs/box, 50boxes/carton
Strip Type
~E
12*6cm 14*7*2cm 59.0X42.5X45.5¢cm 1pc/box, 480boxes/carton
Casette Type
18.5*6¢cm 19.5*7*2cm 61.0X44.0X58.5cm 1pc/box, 480boxes/carton
Pen Type
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Certification

ISO 13485

I1SO 13485
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Precisely Right.
2020-09-03

To Whom It May Concern
This is to confirm that Extension Audit, Re-certification Audit for ISO 13485,

Surveillance Audit for MDD was carried out on behalf of TUV Rheinland LGA
Products GmbH Notified Body (CE0187) as follows:

Applicant:  Qingdao Hainuo Bi
Address:

ing Co,, Ltd.
Jiangshan Industrial Area of Jiangshan Town, Laixi, 266603
Qingdao City, Shandong, China

MDDScope: P of with securing and
maintaining sterile conditions of Sterile Wound Plasters, Sterile
Wound Dressings, Medical Face Masks
qsScope: Manufacture and Distribution of Sterile Wound Plasters, Sterile
Wound Dressings, Medical Adhesive Tapes, Surgical Sponges,
Medical Cotton Tipped Applicators, Medical Cotton Balls,
Medical Aleohol Prep Pads, Medical Alcohol Cotton Balls,
Medical lodine Cotton Balls, Medical Face Masks, Medical L.V.
Adhesive Di il Human Chorioni pin(HCG)Test
Strips (c idal gold), L inizing F (LH)Test Strips
(colloidal gold), Medical Fever Relief Patches, Gauze
Bandages, Elastic Bandages, Medical Underpads, Medical
Instant Cold Packs, Medical Exam Gloves, Liquid Dressings

Standards: EN ISO 13485:2016, MDD 93/42/EEC Annex V

Date: 2020-06-22~24
Report No.: 15081837 011

The result of on-site audit is positive. The auditors will recommend that TUV
Rheinland LGA Products GmbH Notified Body (CEQ197) Certificate for a Quality
Assurance System should be issued after the corrective actions proposed by the
company are accepted.

‘Yours sincerely,
TUV RHEINLAND (SHANGHAI} Co,, Ltd.

{shanghai) Go., Ld

Mr. SHENG Fuxiu
Leader Auditer, Greater China ot e 77,

Medical Services Vs\::‘t yan mqum;u Roag,
PRChina

TOV Rheinland

Tel 4B6.21.8108 1188

Fax +86. 216108 1089
+85 - 716108 1199

Fiotline

800 699 9668/400 §83 1300

service-gei.con
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