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ZERTIFIKAT & CERTIFICATE &

(DA

Akkreditierungsstelle
D-ZM-11321-01-00

Product Service

Certificate
Digitally signed by Neer Ghennadii
No. Q6 003804 0004 Rev. 01 Date: 2024.09.09 09:53:36 EEST
Reason: MoldSign Signature
Location: Moldova

[MOLDOVA EUROPEANA

Holder of Certificate: = Suzhou Acmed

Import & Export Co., Ltd
2-10016,436 Changjiang Road
215011 Suzhou

PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

tuvsud.com/ps-cert

Scope of Certificate:  Production and Distribution of
Medical Device
(for detail information see attachment)

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). All applicable requirements of the Testing,
Certification, Validation and Verification Regulations TUV SUD Group have to be complied with. For
details and certificate validity see: www.tuvsud.com/ps-cert?q=cert: Q6 003804 0004 Rev. 01

Report No.: SH24111601
Valid from: ’ 2024-07-12
Valid until: 2027-07-11

8®,L\/

Date, 2024-06-19 Christoph Dicks
Head of Certification/Notified Body
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Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q6 003804 0004 Rev. 01

Product Service

Applied Standard(s): ISO 13485:2016
(EN ISO 13485:2016/AC:2018, EN ISO 13485:2016/A11:2021)

Medical devices - Quality management systems -
Requirements for regulatory purposes

Facility(ies): Suzhou Acmed Import & Export Co., Ltd
2-10016,436 Changjiang Road, 215011 Suzhou, PEOPLE'S
REPUBLIC OF CHINA

See Scope of Certificate
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Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Product Service

Certificate
No. Q6 003804 0004 Rev. 01

For the product(s)/product category (ies):

Production and Distribution of Sterile and Non-sterile Gauze Sponges without X-
ray Detectable Thread, Sterile and Non-sterile Lap Sponges with X-ray Detectable
Thread, Sterile and Non-sterile Non-woven Sponges, Sterile and Non-sterile First-
aid Dressing Bandage, Sterile Wound Plasters (Sterile Plaster Strips), Sterile and
Non-sterile First-Aid Kits, Disposable Sterile and Non-sterile Drapes, Sterile and
Non-sterile Medical Dressing Kits, Sterile and Non-sterile Surgical Gown, Sterile
Pad (Alcohol Pad), Sterile and Non-sterile Rectal Tubes, Sterile and Non-sterile
Urine Bags, Sterile and Non-sterile Vaginal Speculums, Sterile and Non-sterile
Ostomy Bags, Sterile and Non-sterile Suction Catheters, Sterile and Non-sterile
Stomach Tubes, Sterile and Non-sterile Feeding Tubes, Sterile Silicone Foley
Catheter, Sterile Latex Foley Catheter, Sterile and Non-sterile Suction
Connecting Tube with Yankauer Handle, Sterile Endotracheal Tube, Sterile and
Non-sterile Oxygen Masks, Sterile and Non-Sterile Nebulizers, Sterile Blood
Lancets, Sterile Disposable Surgical Blades (with and without Handle), Sterile
Scalp Vein Set for Single Use, Sterile I.V. Cannula for Single Use, Sterile Three-
way Stopcock for Single Use, Sterile Heparin Cap for Single Use, Sterile Three-
way Stopcock and Extension Tube, Sterile Infusion Set for Single Use, Sterile
Transfusion Set, Sterile Syringes for Single Use (with needle), Sterile
Hypodermic Needles for Single Use, Sterile Surgical Gloves, Digital
Thermometer, Infra-red Ear Thermometer, Sterile Central Venous Catheter Set,
Digital Blood Pressure Monitor (Digital Sphygmomanometer), Sterile and Non-
sterile Gauze Roll, Sterile and Non-sterile Absorbent Cotton Wool, Sterile and
Non-sterile Cotton Ball, Sterile and Non-sterile Medical Bandage, Non-sterile
Medical Support, Non-sterile Medical Tapes, Non-sterile Patient Footwear, Non-
sterile Pill Crusher, Sterile and Non-sterile Medical Gloves, Sterile and Non-
sterile Face Masks, Sterile and Non-sterile Disposable Cap, Sterile and Non-
sterile Disposable Shoe Cover, Sterile and Non-sterile Isolation Gown, Sterile and
Non-sterile Disposable Coverall, Sterile and Non-sterile Medical Forceps, Sterile
and Non-sterile Medical Brushes, Sterile and Non-sterile Disposable I. D.
Bracelets, Sterile and Non-sterile Disposable Medical Cup, Sterile and Non-sterile
Face Shields, Sterile and Non-sterile Medical Clippers, Sterile Surgical Suture
with or without Needle, Disposable ECG Electrode,Sterile Infusion Set with
Burette, Sterile Syringe for Single Use (without needle) Sterile Multi-function

Red Cap
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