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D_zм_l1з21_01-00

certificate
No. Qб 003804 0004 Rev. 0't

Holder of Certificate: suzhou Acmed
lmроЁ & Export Со., Ltd
2-,1 001 6,436 Changjiang Road
2150'l1 Suzhou
PEoPLE,S REPUBL|C оF cHlNA

CeЁification Mark:

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

The Сегtifiсаtiоп Body of Tuv suD Рrоdчсt service GmbH сегtifiеs that the соmрапу mentioned

above has establishe-d and is maintaining а qualiý management System (excluding subclause 7.3),

which meets the requirements of the listed standard(s). All applicable rеquirеmепts of the Testing,

сегtifiсаtiоп, validaiion and verification Regulations Tuv suD Grоuр have to Ье complied with. Fоr

details and сегtifiсаtе validity see:www.tuvsud.com/ps-cert?q=ceгt:Q9 00380{ 0004 Rev. 01

Report No.:

VaIid from:
valid until:

SH241 1 1 601

2024-07-12
2027-07-11

С,Ф,\-

Date, 2024-06-19 Christoph Dicks

Head of Certification/Notified Body
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тUV SOD Product Sегчiсе GmbH . Сеrtifiсаtiоп Body . RidlеrstrаRе 65 , 80339 Munich , Gеrmапу

pгodttct service
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( пдккsll Deutýche
Akkreditierungsstelle
D_zм-l1з21-01-00

certificate
No. Qб 003804 0004 Rev. 0'|

Applied Standard(s):

Facility(ies):

lSO 13485:2016
(EN lSO 13485:2016/АС:2018, EN lSO 13485:20'16/А11:2021)
Йеdiсаl devices - Qualiý management systems -

Requirements fоr rеgчlаtоry рчrроsеs

Suzhou Acmed lmport & ЕхроЁ Gо., Ltd
2-1оо16,436 Changjiang Road, 2150,1 ,1 Suzhou, PEOPLE,S
REPUBL|C оF cHlNA

See Scope of Certificate

pгOduct serviee
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TuV suO Product Service GmbH . Ceгtification Body . RidlerstraBe 65 , 80339 Munich , Gеrmапу
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( o*u*:*'"
Дkkreditieru nBsstel le
D_zM-1 1321-01-00

Gertificate
No. Qб 003804 0004 Rev. 01

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

production and Distribution of sterile апd Non-sterile Gauze sponges without Х,
rау Detectable Thread, Sterile and Non-sterile Lap Sponges with I,r"y Detectable
ТЁrеаd, Sterile апd Non-sterile Non-woven Sponges, Sterile and Non-sterile First,
aid Dressing Bandage, sterile wочпd plasters (sterile plaster strips), sterile and
Non-sterile First-дiо Kits, Disposable Sterile and Non-sterile Drapes, Sterile and
Non-sterile Medical Dressing Kits, Sterile апd Non-sterile Surgical Gоvп, Sterile
Pad (Дlсоhоl Pad), Sterile and Non-steriIe RectalTubes, SteriIe and Non-sterile
UriпЁ Bags, Steriie апd Non-sterile Vaginal Speculums, Sterile and Non,steriIe
Ostomy Ъаg", Sterlle and Non-sterilqSuction Catheters, Sterile and Non-sterile
Stоmаёh Tubes, Sterile and Non-steriIe Feeding Tubes, Sterile Silicone Foley
Catheter, Sterile Latex Foley Catheter, Sterile апd Non,sterile Suction
Gonnecting Tube with Yапiачеr Handle, Sterite Endotracheal Tube, Sterile and
Non-steriIJOxygen Masks, SteriIe and Non-Sterile Nebulizers, Sterile Blood
Lancets, StеrilЬЪisроsаЬtе Surgical Blades (with and without Handle), Sterile
Scalp Vein Set for ýingle Use, ýterile I.V. Gаппчlа for Single Use, Sterile Three,
*"у Ыор"осk for Sing-le Use, Sterile Нераriп Сар for Single Use, Sterile Three,
,"у Stop"ock and Exiension Tube, Sterile Infusion Set for Single Use, Sterile
Trjnsfusion set, sterile syringes for single use (with needle), sterile t

Hypodermic Needles for Single Use, Sterile Surgical Gloves, Dlgital
тйЬrmоmеtеr, lпfrа-rеd Ear Thermometer, Sterile CentraI Vепоus Catheter Set,

Digital Blood Рrеssчrе Monitor (Digital Sphygmomanometer), Sterile апd Nоп,

steiile Gauze Roll, Sterile and Non-sterile Absorbent Cotton Wool, Sterile апd

Non-sterile Cotton ВаII, Sterile and Non-sterile Medical Bandage, Non,ster!le
Medical Support, Non-sterile MedicalTapes, Non-sterile Patient Footwear, Nоп-

sterile PilI Crusher, Sterile and Non-sterile Medical Gloves, Sterile апd Nоп_

sterile Fасе Masks, Sterile апd Non-sterile Disposable Сар, SteriIe and Nоп_

sterile Disposable bhoe Gочеr, Sterile and Non-sterile lsolation Gown, SteriIe and

Non-sterile Disposabte Gочеrаll, Sterile and Non-sterile Medical Fоrсерs, Sterile
and Non-sterile Medical Brushes, Sterile and Non-sterile Disposable l. D.

Bracelets, Sterite and Non-sterile Disposable Medical Cup, Sterile and Non_sterile

Fасе Shields, Sterile and Non-sterile Medical Clippers, Sterile Surgical Suture
with оr without Needle, Disposable ECG EIectrode,Sterile lnfusion Set with
Burette, sterile syringe for single use (without needle) , sterile Multi-function

Red Сар
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TUv sUO Product Service GmbH . Сеrtifiсаtiоп Body . RidlerstraRe 65 , 80339 Munich , Gеrmапу

product seruice
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