CERTIFICATE Product Service

No. Q517 08 71993 015

Holder of Certificate: Little Doctor Electronic

( Nantong ) Co., Ltd.

No.8, Tongxing Road

Economic &Technical Development Area
226010 Nantong, Jiangsu

PEOPLE'S REPUBLIC OF CHINA

Facility(ies): Little Doctor Electronic ( Nantong ) Co., Ltd.
No.8, Tongxing Road, Economic &Technical
Development Area, 226010 Nantong, Jiangsu,
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

N ENISO 13485
\

tuv-sud.com/ps-cert

Scope of Certificate: Design and Development,
Production and Distribution of
Aneroid sphygmomanometers,
Blood pressure monitor, Nebulizer,
Stethoscopes, Dental oral irrigator, Examination light
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th_' Production and distribution of Digital thermometer
o Applied EN ISO 13485:2016

ll;'@ Standard(s): Medical devices - Quality management systems -

o

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). See also notes overleaf.

Report No.: SH1740414
Valid from: 2017-10-12
Valid until: 2020-09-30

Date, 2017-10-12 M
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RETHFEE (FEB) BIRAF s e

Development Area

LL%Y LITTLE DOCTOR ELECTRONIC (NANTONG) CO, LTD. ot e

P.R. of China
Tel.: +86 0513 85986718

Declaration of Conformity

Manufacturer: LITTLE DOCTOR ELECTRONIC (NANTONG) CO., LTD.
Address: No. 8 Tongxing Road, Economic and Technical Development
Area, Nantong, Jiangsy, P.R. China
EU Representative: LITTLE DOCTOR EUROPE SP. Z O. O.
(st. Zawila 576G, 30-390 Krakow, Poland)
Product: Aneroid Sphygmomanometer and Accessories
Model Code: LD-71

Classification (MDD, Annex IX): I1a
We herewith declare that the above mentioned product meet the provisions of the following
EC Council Directive and Standards. All supporting documentation are retained under the
premise of manufacturer and the notify body.

Directives

General Applicable Directives: The COUNCIL DIRECTIVE 93/42/EEC concerning Medical
Devices (MDD 93/42/EEC)

Standards: 1S013485:2003 and all applicable harmonized standards
(published in the Official Journal of the European
Communities}).

Notified Body: TOV SUD Product Service GmbH
Zertifizierstelle Ridlerstrabe, 65 80339 Munchen, Germany

Certificate: G2M 16 04 71993 013
Expiration date of the Certificate: 15.06.2021
Data CE mark was affixed: June 2011

Place, Date:

Nantong, 23.06:2016:
' ./.é,gu L

Signature: ...\ XLkl
Name: Pan Xinhua
Position: General Manager
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Notified Body 1023
INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bat 299, Louky, 763 02 Zlin, Czech Republic

EC Certificate - Production Quality Assurance
No. 19 0248 QS/NB

The quality system of manufacturer

Wuxi Medical Instrument Factory Co., Ltd.

No. 43 Xixin Road, Zhangjing, Xibei Town, Wuxi City,
Jiangsu 214194 China

has been certified as meeting the requirements of

Directive 93/42/EEC

on medical devices, Annex V

for the following product category(ies):

Mercury free clinical thermometer

The Notified Body No. 1023 declares that the aforementioned manufacturer has
implemented a quality assurance system for manufacture and final inspection of the
respective devices / device categories in accordance with MDD Annex V. The Notified
Body has audited this system with limitation to those aspects of manufacture concerned
with the conformity of the devices with metrological requirements. This part of quality
assurance system conforms to the requirements of this Directive and is subjected to
periodical surveillance.

Valid from: 2019-05-22
Valid until: 2024-05-21
First Issued: 2019-05-22
Revision: -

W@Q&Q

Mgr. Jifi He$
Representative of the Notified Body No. 1023

Date: 2019-05-22

Page 1/1
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Notified Body 1023
INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tiida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 19 0248 QS/NB

issued for manufacturer:

Wuxi Medical Instrument Factory Co., Ltd.
No. 43 Xixin Road, Zhangjing, Xibei Town, Wuxi City,
Jiangsu 214194 China

Product(s):

Name: Mercury free clinical thermometer
Trade name(s). Mercury free clinical thermometer
Model(s): CR.WQ0

Class: Im

GMDN: 34343

Facility(ies):

Wuxi Medical Instrument Factory Co., Ltd.
No. 43 Xixin Road, Zhangjing, Xibei Town, Wuxi City, Jiangsu 214194 China

Date: 2019-05-22 Mgr. Jifi Hes
Revision: - Representative of the Notified Body No. 1023

Page 1/2



Notified Body 1023
INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 19 0248 QS/NB

issued for manufacturer:

Wuxi Medical Instrument Factory Co., Ltd.
No. 43 Xixin Road, Zhangjing, Xibei Town, Wuxi City,
Jiangsu 214194 China

Certificate History:

Revision Date Reference Action
Number
2019-05-22 803602800 | Certification
Date: 2019-05-22 Mgr Jifi Hes

Revision: -

Representative of the Notified Body No. 1023

Page 2/2




We cover

QSCert credibility

QSCert, spol.sr. 0.

Certification Body of Management Systems
Residence address: Klimentska 1746/52, Nove Mesto, 110 00 Prague 1, Czech Republic
Postal address: Strazska cesta 7892, 960 01 Zvolen, Slovak Republic

by this

CERTIFICATE

certifies that the Quality Management System of

PJSC "Steklopribor"

18, Ozerna str., Zavodske, Lokhvytsky district, Poltava region, 37240, Ukraine

has been established and duly implemented and company applies it in accordance with
the standard

1SO 9001:2008

provisions for the following areas:

Design, development, production and sales of technical thermometers and
accessories thereof, hydrometers, hygrometers, vacuum manometers,
domestic thermometers, measuring and laboratory glassware

Certified location: 18, Ozerna str., Zavodske, Lokhvytsky district, Poltava region, 37240, Ukraine

On the basis of certification audit, protocol No. R 037/16/39 it was proven that the management
system meets the requirements of the above listed standard.

Certificate No..  Q-5497/16
Initial certification date: 01.12.2004
Date of issue:  15.11.2016

Expiry date: 04.11.2019
Expiry date of certificate is conditioned by successful completion of transition audit according to 1SO 9001:2015 until
14.09.2018.

\Q\?}\\\\\

\\\\\ s /e
mw\\\ \““L( $3177

This certificate is valid only if it is published
i, among valid certificates on www.qscert.com

'«<«<«((((1{8
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ZERTIFIKAT « CERTIFICATE & :

Product Sarvice

EC Certificate

Production Quality Assurance System

Diractive S342EEC on Medical Devices (MDD}, Annex WV
(Devices in Class lla, lIb or 1)

No. G217 07 63744 016

Manufacturer: Wenzhou Rising Indstrial Co., Ltd

Mo.345, Xincheng Road, Wenzhou
325000, China

EC-Representative: = Shanghai International Holding
Corp. GmbH (Europe)

Eiffesiralta BO

20537 Hamburg

GERMANY
Product Silicone/SEBS/PVC Manual Resuscitators
ca“gﬂw““]: (Including Mask, Positive End-Expiratory Pressure Valve,

Oxygen Tube, Reservoir Bag, Mouth opener,
Oropharyngeal airway, Manomater),

Resuscitation Mask, Continuous Positive Alrway Pressure
MaskiMon-invasive Ventilation Mask, Simple Ouygen Mask,
Venturl Mask, Non-Rebreathing Mask,

Agrosol Mask wiNebulizer,

Ereathing Clreult (Including Mask,

Elbow Connector, ¥ piace, Corrugate Tubing,

Collapsible Tubing, Water Trap, Straight Connector, HMEF],
Anesthesia Circuit (Including Mask, Elbow Connector
wiLuer port & cap, ¥ plece, Corrugate Tubing,

Collapsible Tubing, Straight Connector, Breathing Bag,
Bacterial Filter, gas sampling line},

Laryngeal Mask Airway, Anesthesia Mask

Tha Cartification Body of TUWV SUD Product Sarvice GmbH declares that the aforementioned
manufaciurer has implemented a quality assurance system for manufacture and final inspection
of the respechve davicas / device categories in accordance with MDD Annex . This quality
assurance system conforms to the requirements of this Directive and is subject to pericdical
surveillance. For marketing of class |k and Il devices an additional Annex |l cerificate is
mandalory. See also notes overeal,

Raport No.: SHIT1TEEXTO
Valid from: 2017-10-01
Valid wntil: 2022-09-30
Date, 2017-06-01 ' :'
Stefan Prail
TUV SUD Product Service GmbH is Natified Body with identification no. 0123
Fage 1of 2

TUW 500 Product Service GmbH - Zertifiziersiglle - RidlerstraBe 65 . BO339 Minchen Garmary TONW



Certificate of (Registration

The Governing Board of
Q.A. International Certification Limited
hereby grants to:

SURGICON (PVT) LTD

Registration No.: QAIC / PK / 889 - B

(hereinafter called the Registered Company) the right to be listed in the Directory of Registered Companies in respect of the
services listed below. These services shall be offered by the Registered Company at or from only the address given below in

accordance with the quality management system in Compliance with the Requirements of 1S0 13485:2016.

Address to which this Certificate refers:

P.O. Box: No: 244, Khadim Ali Road, Sialkot - Pakistan
Approved Scope to which this Certificate refers:

Manufacture of Non-Active Surgical and Dental Instruments.
(Please note that the above scope represents the certified activity of the named organisation and as such,
the organisation may undertake additional activities that are not covered under this certification).

Signed for and on behalf of the Board

&

CHIEF EXECUTIVE SCHEME MANAGER

Certificate Issue Date: /st April 2019 - Certificate Renewal Before: 3 /st March 2020
Date of Initial Registration: 28th April 2006 - Re-Certification Before: 3/st March 2021

This Certificate of Registration is granted subject to the Regulations approved by the Board.

QA INTERNATIONAL

Q.A. International Certification Ltd.
Dudley Court

Dudley Road

Darlington

United Kingdom

DL1 4GG

Tel: +44 (0)1325 384272
Fax: +44 (0)1325 480980
www.qai.co.uk

accr 1 respect
by the accreditation certificate number 04




CERTIFICATE

=

Registration No. DCS/9479903
Application of Council Directive 93/42/EEC as updated directive 2007/47/EC for Class I
Medical Devices
This is certifying that the products submitted are:

CLASS I MEDICAL DEVICES
(Re-Useable, Non-Powered Surgical Instruments)

Manufactured By:
SURGI_CON LTD
P.O. Box: No. 244, Khadim Ali Road, Sialkot-Pakistan

Comply with the applicable requirements of the Directive 93/42/EEC as updated directive
2007/47/EC for Class I Medical Devices

The Technical file of the products have been assessed according to the procedure of
Conformity Assessment described in the Annex -I, Annex VIL
Limitations:

The manufacturer must inform DCS of any substantial changes occurred in the Product or
process in order to examine whether this certificate remains valid. Conformance to all the
regulatory requirements is the sole responsibility of the manufacturer including the appointment
of EU Authorized Representative and registration with concerned competent authority -

CHAIRMAN SCHEME MANAGER

4

Issue Date: 09 April, 2019 Expiry Date: 08 April, 2020

www.dynamexcertification.org




JEKJIAPALIHA O COOTBETCTBHH

OAOD «Oobeannenne AnbhanaacTur»

HEHMEHORAHHS OPTEHWHILHA HIH (PaMitIHg, HMA, OTHCCTIO HILTHBIIYRILHOTO NPEANPHRITHMATEA, NPAHABIINE ACKAAPAIHID O COOTECTCTRIHR |

Mespaitonnas uncnekips @HC PD Ne 46 no r. Mockse
OcroBHOH rocyaaperseHtbiii pernerpaunonnsii nomep 1027739807501 or 27.02.2007
CHEASHHA O PEFHCTPALIMH OPIAHFIANH WA HIVTHBILIVATLHOTD APSIIPHHHMATENS (HIHMEHOBIHKE PECHCTPHPYVIOMIETD Oprana, 1aTa
PETHCTPALINH, PETHCTRALHONELIR HOMED
HHH 7718059469
107150, Pocens, r. Mocksa, 4-if npoean [Toabensckoro, 1. 3 Tes.: (499)160-22-11

apes, Teaedon, fase

B JHIle reHepansHoro aupexktopa J1.B. bepcenesa
JAMTHHOCT s, ﬂlﬂ-\dHﬂH!. HMA, OTHCCTRD PYRKOBOIRTCIA OPTAaHHIANHN, 0T HMCHH ¥mopcrﬁ NPHHAMACTCA JCKTAPAIHA

raweanem, wme Kpyaka Demapxa pesnnosan KP-«Ansdan kog OKIL 25 3720
TY 9398-037-00149535-2006

Hponzsodemea OAQ «Obsemnenne Ansannactuxs (107150, r. Mocksa, 4-it npoesn IloaGensckoro,
. 3, Poccus)

Cepuiinbtil gbinycK
HAHMCHOBAHWE, THIL, MAPKA NPOIYKUMH (YCAOYTH), HA KOTOPYIO PAcipocT paHscTed aeknapans, koa OK (05-93 s (nam) TH B3] CHE wom OK
(02-93 (OKYH), ceeacHHA 0 cepHAHDM AMITVCKE HAH Map W (HOMEP NAPTHH, HOMED WINeTHH, PCKBHIHTI 10r0Bopa [KOHTPAKTY, HAKIAAHAA,
HAHMEHOBAHME HATOTORTENS, CTPRHE! H T.0.)

COOMBENICIEYIONT MPetosanuan
FOCT P HCO 10993-1-2009. TI'OCT P HCO 10993-5-2009, I'OCT P HCO 10993-10-2009,
'OCT P HCO 10993-11-2009, I'OCT P HCO 10993-12-2009, I'OCT P 52770-2007

olBoInascHe HOPMATHEHBIX JOKYMCHTOE, COOTBETCTEHME EOTOPLIM NOATESPHIEHD AaHHO ,.']CI_'IE".IIJIIHL";I. € VEISAHHEM MYHETOE JTHX
HOPMATHAHBLIX JOKYMENTOR, COQCPMRILEHY TpL‘r‘HJH-EII!]tH A aannoii MO TVELIFH

Jexrapauus RpUNAMG Ha 0CHROBAH LS
lporokon wenwranwii M1 « Tokeuxonors (POCC RU.0001.21MMS35)
Mo 00203 ot 16.06.2016

Illllllli!IFI"-l ULLHA O JOEVMEHTAN, HEARKIITHNCE CCHOBAHNACM JIIT8 NPHEATHA QcKnapaliig

Jlara npusATHA LeKaapaimn 10.11.2016
HNexnapauns o con'l'uc-rp_-_l'_mj;;‘_;!cﬁ CTBHTEIEHA JI0 09.11.2021
,;__,.“--_-:- SO H
MIL  §¥06° JLB. Bepeenen

HHWILHATLL, st

Caedenun o pezucimpoionderiag --
Opran :m rpuica iy

" Beepoceniiekinii nayano-nee1e0BaTeLCKil nHCTHTYT ceprudukamnn’’

123557, r.Mocksa, aexrpuyueckuii nep., 1.3/10, erp.1

Te.:(499) 253-34-58, daxc:(499) 253-77-13

HAHMEHORAINE W ATPEC OPrana no cepTHHHEAINN, JaPErnCTPHPORABIIETD ACKIAPAIIHIO

Ne POCC RUAHI12.]101523 or 10.11.2015

AATA PEFUCTPANHIL W PErHCTPALMONIIGIT HOMED JeRNapaLFH

e
/ B. 5. Tumko
THOITHC HHHIHANLL, fasmana pykosoauTeas OC
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