POSI

CERTIFICATE
BiEERA RIS
AL Y]
AT RE BT a8 A PR 2 =)

-

G—it S5 AMEmE:  91330104MA28ULGX0H
SEM et AT AN LT XIRGREE 7775 FR b o F [E FRBREOHEC14E
ZEMIE: AT EMMNHE I TXIRGREE777S Kb [EPRBRE6EC14E

HNREEETRERT:

— ZRETRMMERSSENEAMNEE ((NREO)D
GERFI)

B ZiEid EER ARG R A SR EFRAE
GB/T 42061-2022/150 13485:2016
BHAZFNE A

ATE ft SR A0 0 I SR b R L R PR AR R, JF HPOSTIEAT 58 »
PR 4L 505 1 432 52 W B OF B 0T 28 W I & I3 7 AR 5 A 2

iy Pk www.posicert.com :
ZE 51 B n] 72 1 ZUE DA n] B B R PR 25 63 25 7 7 Wk http://ex .cnea.en T ﬂ:]}o 2

. Q"@x‘“ f Icy

—~J '
'\? L o 1k . -.) & _ Auaay 2
S WH AN O
Q:"' (‘\..} v /"; %, ,} / \\
: = X
- e~ =4
ANSI National Accreditation Board o 1
ACCREDITED = ~-
L H 3/ i~
R !SO/EC 17021- R AT
MANAGEMENT SYSTEMS %u 2, TH Q.
CERTIFICATION BODY s
Wk 154 5. 381210195R1S

B YR IEF 1) 2021.12.03 AYHAEHN): 2024.11.27 R0 2027.12.02

y Iurcu Nicolae
10:37:08 EET : B EAIEE R
Elegs) MRS HBE 2K EIS0051402AF  Email: info@posicertcom

H
‘=
=
=
4
[
-
<
O
—
e
S
ad
o=
O
L 4
H
‘=
=
=
4
[
-
<
O
—
e
—
s

s
i
L O




TAIELE S

L 4
[
-
<
=
=
—
ad
o=
O
L 4
T
=
;E;
[
-
<
=
=
—
s
(]
O

POSI

1F 15381210195R1 SHH 44

— SREGEAEM . BB M, B R EL RRiAs. MIFRE. BERRE. &
O, WIRE, B, SRR, REEE. B, R, B0, . W8
Z, tm, ESRE, RME, BRI, BRE, 2Ih, 8BH &, H¥hH. §5F
M, FFRi. Mk, el ERIAAS, BRESEE. 8. MEXFEmE.
AT, HRRE, EERRE, BHRME, mMERHE, WETA IR, A

—. EMFEM: 8T, A8, W REmE 2R, 2 B, g0 EX
e, RAlT, Bk, FARIIA, iIERAE, B R, R, FRESLZ, LM
. FBAg. AEMw. G B, R O, Ebtds. MEi. HER,
KEET, WMEE, #TR

~ REE W BAEORIRE, REWRE, AR EE, AAHES, FHEHS, =
B ERE, B, PR ERERE, JiEds. ARME, ORIESIE, FRE

. BRFET ., WeE, SUEVITEE,. WRE

3B Al URSHREE, WEIE. SIRE.PVCRIRE. BE, REE. ]
CIlRE. PLEkEE, BRER, RE

To Fanil. GRS RS, AR, —ORPESESER. —IRYER K

(@ |l

g = 55

N ERBTFAEE: FARK REK EBREINE, —RKEEE TATE D=,
IR, BE, AR, FRE, RE, RKAR

. BT UK, BTIE, RAER, R, B

N ERAREE: SOl BB B TR, . Kig%, RS
e im IR 5148

N MEW. WER & WA, B R

afae

ANSI National Accreditation Board
ACCREDITED

— EEEEEE,———
MANAGEMENT SYSTEMS
CERTIFICATION BODY

LA AT N
mE (L8 BHERSHRETLAEIS0S1402AF  Email: info@posé,‘tcom



AUEIEF

4
)
>
<
=
=
>
o
L]
&
¢
-
&>

CERTIFICATE @

g ) —)
CERTIFICATE

This is to certify that the Quality Management System of
Zhejiang Renon Medical Instrument Co., Ltd

Business License Number: 91330104MA28ULGX0H
Registered Address: NO.777 EAST HUANZHAN ROAD, XIZI BUILDING B-614,
HANGZHOU CITY, ZHEJIANG PROVINCE, CHINA
Aundit Address: NO.777 EAST HUANZHAN ROAD, XI7I BUILDING B-614,
HANGZHOU CITY, ZHEJIANG PROVINCE, CHINA

applicable to

Sales of Class I and Class II medical devices
and hospital laboratory consumables (export only)
(See attachment for details)

has been assessed and registered by POSI against the provisions of

GB/T 42061-2022/ISO 13485:2016

This registration is subject to the company maintaining a Quality Management System,
to the above standard, which will be monitored by POSI.
Certified organization shall accept regular surveillance audit, the validity of certificates shall be
maintained for the positive result of audit.
Please consult the website: www.posicert.com
The certificate information is also available on the CNCA official website: http://cx.cnca.cn.

ANSI National Accreditation Board
ACCREDITED

B ISO/IEC 17021-1 s
MANAGEMENT SYSTEMS
CERTIFICATION BODY

Certificate Registration No: 381210195R1S
Initial issue date: 2021.12.03 Issue date;: 2024.11.27 Valid until: 2027.12.02 = ¢

Shanghai POSI Certification Co., Ltd. A
Room 1402A No.1500, Century Avenue, China (Shanghai) Pilot Free Trade Zone. Email: info
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POSI

Certificate No.381210195R 1S Attachment:

1.Laboratory Consumable: Pipette Tips, Pipette Tip Rack, Pipette, Serological Pipette, Pasteur
Pipette, Centrifuge Tube, Cryovial Tube, Sample Cup, Specimen Cup, Specimen Collection
Swab, Sample Bag, Inoculation Loop, Test Tube, Test Tube Stopper, Cuvette, ESR Pipette,
Blood Collection Tube, Plastic Rack, Plastic Box, Glass Slide, Glass Slide Box, Cover Glass,
Petri Dish, Culture Plate, Culture Bottle, Laboratory Glassware Container, Plastic Cool Box,
Embedding Cassette, VTM Tube, Transport Swab With Medium, Heparin Cap, Vacuum Urine
Tube, Capillary Tube, Counting Chamber, Microtome Blade, Paraffin Wax

2.Medical Consumable: Forceps, Medicine Cup, Cotton Tip, Wooden Applicator, Gauze Swab,
Cotton Wool, Bandage, Wound Plaster, Medical Tape, I.D Bracelets, Umbilical Cord Clamp,
Surgical Blade, Ostomy Bag, Non Woven Alcohol Pad, Blood Lancet, Surgical Suture,
Toumiquets, Vaginal Speculum, Pop Bandage, Gauze Roll, Wound Dressing, Surgical Brush,
Cervical Brush, Irrigation Syringe, Ultrasound Gel, Sterilization Pouch, Scalp Vein Set, Saliva,
Acupuncture

3. Anesthesia And Respiratory Consumables: Yankauer Suction, Endotracheal Tube, Nasal
Cannula, Oxygen Mask, Nebulizer Mask, Extension Set, Three Way Stopcock, Catheter Mount,
Filter, Non-Rebreathing Oxygen Mask, Airway,Breathing Circuit, Anesthesia Mask, Laryngeal
Mask Airway, Tracheostomy Tube, Suction Tube

4. Catheters And Drainage Consumables: Wound Drainage System, Suction Tube, Foley Catheter,
Nelaton Catheter, Stomach Tube, Feeding Tube, Rectal Tube, Thoracic Tube, Central Venous
Catheter, Enteral Feeding Bag, Urine Bag

5.Blood Transfusion, Infusion And Injection Consumables: Blood Transfusion Set, Infusion Set,
Disposable Syringe, Disposable Needle

6.Medical Protective Equipment: Surgical Gown, Isolation Gown, Lab Coat, Disposable Apron,
Surgical Glove, Face Mask, Head Cap, Shoe Cover, Surgical Drapes, Dental Bib, Underpad,
Diaper

7.Medical Devices: Hot Water Bag, Electrosurgical Pencil, Resuscitator, Sharp Container, Waste
Bin

8.Medical Active Devices: Centrifuge, Microscope, Oven, Incubator, Stirrer, Water Bath, Shaker,
Vortex Mixer

9.Monitoring And Measuring Equipment: Ecg Electrodes., Thermometer, Blood Pressure
Machine S T
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Shanghai POSI Certification Co., Ltd.
Room 1402 A No.1500, Century Avenue, China (Shanghai) Pilot Free Trade Zone. Email: info{@posicert.com
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ZHEJIANG RENON MEDICAL INSTRUMENT CO.,LTD

EC DECLARATION OF CONFORMITY

We hereby declare that the following specified product materials complies with the related European Directivesg8/79/EC

Name Manufacturing Factory: NANTONG RENON LABORATORY EQUIPMENT CO.,LTD
ADDRESS: NO.128 XIAOHAI ROAD, SANHE TOWN, HAIMEN CITY, JIANGSU PROVINCE, CHINA

Product description: All products disposable items of laboratory plasticware &glassware including

Annex: pipettes - all models variable and fixed volume - autoclavable and semi autoclavable. Blue pipette Tips
(Eppendorf, Gilson), yellow pipette Tips (Eppendorf, Gilson ), Gilson white pipette Tips. Pipette tip (YELLOW, WHITE,
BLUE), pipette tips racks & boxes, filter tips box. Test Tubes glass, Test Tubes PS PP, Test Tubes CONICAL PP PS, test
tubes WS, swab in tube swab in tube soft Plastic, Test Tube Rack Multi, Test Tube Rack White, Micro centrifuge,
Centrifuge Tubes 1.5ml, 2ml, 0.2ml, o.5ml, Centrifuge Tubes conical bottom (10ML, 15ML, 50ML), Cryo-Tubes, Glass
Microscopic Slides, Adhesion Positive charge,Microscope Slides, Glass Cover Microscope Slides, Blood Counting
Chamber paper. SAMPLE CUP (German LABOR, German BCCL4, German BE, CUP TECO, CUP HITACHI, CUP
BECKMAN, CUP STAGO), sample cup German Labor sample cup TECO, sample cup German, sample CUP German
BECL4, sample cup Hitachi, sample cup BECKMAN CX, sample cup CA6ooo CUP CAs30 CUP sample cup stago, cup
Cuvette Mindray, Cuvette CUP Plastic, ESR System pipette+ tube ESR fast detector, Blood vacuum tubes collection
acd/Sodium citrate +gel Prp, ESR Tube Capillary, Blue, Capillary Red, Stainless steel blood box, Stainless steel LOOPs,
Transfer Pipettes. Embedding CASSETTE , Inoculation Loops Plastic, ALCOHOL SWAB prep pad, Petri Dishes Glass .
Centrifuge Tube Conical, Automatic pipette variable, Fixed pipette, CUP VISIBLE SPECTROPHOTOMETER. Autoclave
.Centrifuge Machines Digital, Centrifuge Machines(8o0, 801, 802 ), Microscopic Machines, Glass test tube, Slide Mailer,
Slide box, ESR Pipette Multifunction, Metal rack, Glass pipette, Elisa plate, gloves & plaster, specimen containers, cup
containers, GLASS Petri dishes, freezing tubes, plastic loops, Pasteur pipettes, cardboard slides trays, cardboard slides
mailers, Tourniquet, Plastic rods, medical equipment, tongues depressor, face mask, Filter papers, Beakers, Flasks,
Reagent bottle, blood lancet, spectrophotometer cup, ID bracelet, Balance, Photometer, Disposable needle, Water bath,
PH paper, Ice Cap, Plaster and Band aid, Culture Plate, Measuring Cup, Cylinder Slide Storage Box, Storage Box, Freezing
Box, Band aid Staining Jar, Freezing Tube, Pipette Variable fixed, Pipette aspirator, Stop watch, Thermometer, Sticks,
Micro titration Plate, Wooden plastic Rods, Filter, Shaker, Universal Rack, Disc. Polarimeter, Culture Plate, Transport
Tube, Rack For Falcon Tube, Stopper test tube, Wooden Stick, Timer, Reagent Bottle, Tongue depressor, Washing
Bottle, Mixer Magnetic Stirring, Culture Bottle, Capillary Tube, Pipe capillarity, Balance, PCR Tube, PCR Plate, PCR
Storage box, Photometer, Bakers, AntiCoagulant Tubes, Cylinder, Boiling flask, Tub, urine cups.

Classification: class 1
Conformity route: The above mentioned product sample has been tested for CE marketing according to the
related European Annex lI&lll of the 98/79/EC In Vitro Diagnostic Medical Devices Directive

General applicable directives: In-vitro Diagnostics Directive: COUNCIL DIRECTIVE 98/79/EC of In-vitro Diagnostics

Directive (IVD 98/79/EC).

Standard(s): used for showing compliance with the essential requirements in the specified directive(s)

Standard(s): The technical documentation of the listed devices is in conformity with the requirements. The
test report is the annex of this report and we suggested they could be used together
manufacturer may affix the CE marking as shdwn below to product
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ADDRESS: NO. 777 HUANZHAN EAST ROAD, XIZI INTERNATIONAL BUILDING, HANGZHOU, 310026, CHINA.
TEL: +86-571-87682986 FAX: +86-571-87682986, EMAIL: renonmedical@vip.163.com
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ZHEJIANG RENON MEDICAL INSTRUMENT CO.,LTD

Letter of Authorization

We, Zhejiang Renon Medical Instrument Co.,Ltd.,

based in No.777 East HuanZhan Road, Xizi Building B-614, Hangzhou City, Zhejiang
Province, China

assign Ecochimie SRL

based in 2/85, Valea Crucii str., Chisinau, Republic of Moldova

as authorized representative in correspondence with the conditions of directive
93/42/EEC, 98/79/EEC.

~ We declare that the company mentioned above is authorized to register, notify,
renew or modify the registration of medical devices on the territory of the Republic
of Moldova, and to perform Essential Duties required by Law No. 102 09.06.2017
regarding medical devices.

et LT
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Place Hangzhou IR \r
Date: 2023-01-09 LE L

Signed: Ye Yun Qin (General manager)

ADDRESS: NO. 777 HUANZHAN EAST ROAD, XIZI INTERNATIONAL BUILDING, HANGZHOU, 310026, CHINA.
TEL: +86-£571-87682986 FAX: +86-571-87682986, EMAIL: renonmedical @ vip.163.com
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