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EC Certificate 1 i
Full Quality Assurance System || h Wi
Directive 93/42/EEC on Medical Devices (MDD), Annex I e:cluﬂlng (4) f I |
(Devices In Class 11a, I1b o 1) il | |

No. G1 109971 0002 Rev. 00 L e

Manufacturer: Allwin Medical Devices, Inc !

3305 E Miraloma Ave, #176

Anahelm CA 92806

USA

: ‘ |
i * Balloon Dilatore, Dilators and 3ete-Facolal Renal & Ureteral,

PTOﬂUCt Category(aes). Dralnage Catheters & Setc, Oactroctomy Tubes, Non Vasoular ‘|
: ! i Quidewires, Ovum Plokup Neediss, Punoturs Neadle, 3tone Backets

= &tents, VitriNoation straws
~ The {:aermcm Body of TOV SUD Product Service G declares that the aforementicned
~ manufacturer has Implemented a quallty assurance s for design, manufacture and fnal
tmpacﬂun of the respeciive devices / device categories iy accordance with MDD Annex Il. |

This quallty assurance system conforms to the require of this Directive and Is subject to
perodical survelilance. For marketing of class |l devices an additional Annex Il (4) certificate Is
mangatory. All applicable requirements of the lesting and certification reguiation of TOV SUD Group

have io be compied with. Fnrue!aismd nenmcazevzid!tysee Wovw uvsud comips-Ccan?q=carrGy
152571 802 Rev. D0

B ¢ CEPTUOWUKAT # CERTIFICADO & CERTIFICAT

~  Report No.- = ~ IND2020105
 vValidfrom: | 210531
~ Valid untii: 20240526

e |

4iC =

Fe Date, - 2021-05-21

COu

Christoph Dicks
Head of Certificaion/Nolined Body

[
'| Il D1g1tally signed by Bunic Gheorghe
Date: 2 22 11.24 16:10:43 EET
I Eljeason MoldSign Slgna[tlhre
| cation: Moldova

|| “l P M”I 1 ' L ‘ |
i age I
| ' Tun,r ppﬁ; Product a||um GmDH I3 Notified Body with identfication no. 0123

ZERTIFIKAT @ CERTIFICATE ¢

Jilf |;F0V BDD Product Bervice GmbH * Certificalion Body * Ridierstrale 65 * 80339 Munich * Germany
it !
|

Scanned with CamScanner

& Exiraotore, 2uprapubio Drainage Sets, Ursteral Catheters, Ureteral



https://digital-camscanner.onelink.me/P3GL/g26ffx3k
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Certificate

Full Quallty Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex I exciuding (4)
(Devices In ¢iass | In sterle conditions, sterflized systems or procedura packs)

No. G18§ 199971 0003 Rev. 00

of the tasting and certtfication requiatio
cerificate validity see. Wﬁw.tws&{f.mm

Date,

i
.|

1 NOF A
'|' “| ...l. ..I -

eagelie L
\fv ;L?OD Product Service GmbH Is Notifled Body with kdentincation no. 0123

Allwin Medical Devices, Inc _ : ——

Manufacturer: L

3305 E Miraloma Ave, #176

' Anahelm CA 92806

USA

Product i Bladder Evacuators, Embryo Transfer Catheter, Hysterosaipingograpiy
Lokl Catheter, intra Uterine Insemination Catheters, Track Finder Bulb
CEIEQUTY('ES) ¢ Irrigator, Ureteral Access Sheaths
The Certification Body of TOV SO0 Product Service GmbH deciares that the afcrementioned
manufacturer has Implemented 3 quality assurance system for manufacturs in accordance with
MDD Annex II. This quallty assurance system covers hose aspects of manufacture concemed Wit
sacuring and maintaining sterfle conditions of the respective devices / dévice categories and conforms.
to the requirements of this Directive. It Is subject o perlodical survelilance. Al appiicable requirements.
n of TOV SOD Group have o be compiied with. For ge@lis and

/psceri7g=ceriG1iS 109571 BO03 Rav. &S

~ Report No.:  IND2020105
valid from: __ 2021-05-21
- Valid untii: - 2024-05-26

- 20210521 C)
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Chitstoph Dicks
Head of Certifcation/Notined Body

pduc
s, Qaaiicn Ambl + Geriifcation Bedy * RIGISTaTRRs 65 ° $9339 Munich * Germany

Scanned with CamScanner

™"*


https://digital-camscanner.onelink.me/P3GL/g26ffx3k

((DAKKS

Abisgdimirgsgritefe
P13 1000

Certificate

No. Q5 109971 0001 Rev. 00

Provd o] Serece

Holder of Certificate: Allwin Medical Devices, Inc
3305 E Miraloma Ave, #176

Anaheim CA 92806
USA

Spie L fF . Allwin Medical Devices, Inc
Facility(ies): 3305 E Miraloma Ave, #176, Anahelm CA 92806, USA

' see scope of certificate
Allwin Medical Devices

Plot # 223, 230 & 221, Surat Specia Economic Zone, S3chin,
Surat 394230, INDIA

see scope of certificate
Certification Mark:

i . Design, Manufacturing and Sales of disposable medical devices used
SCODE of Cemﬁcate for Urology, Gastroenterology, Gynecology. Radiology.

: . ENISO 13485:2016
Applied Standard(s): == =5 0 e Qualty management systems -

Requirements fof regutatory purposes
(150 13485:2016)
DIN EN ISO 13485:2016

iitr ® CEPTUOUKAT o CERTIFICADO & CERTIFICAT

2
(7

The Certification Body of TOV S0D Product Sefvice GmbH certfies that the company mentioned
above has established and Is maintalning a quality management sys2m, which meats the
requirements of the isted standard(s). All applicable requirements of the testing and ceftincation
regulation of TOV S0D Group have to be complled with. For detalis and caitificala vaiidity see:
www tuysud.comips-certTg=cert QS5 109571 0001 Rev. 0

Report No.: IND2020105
valid from: | 2021-D5-21
Valld untu: 2024-p5-20

L 2a s

Date, 2021-05-21 ] Christoph Dicks
| Head of Cergfication/Notified Body

ZERTIFIKAT & CERTIFICATE ¢

Page 1of 1 Tov*
TOV 80D Product Bervice GmbH * Certification Body * Ridlerstralie 65 * 80339 Munich * Germany
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