U SOLAZO SOLAZO s.r.o., Veterna 8760742, 917 01 Trnava

VEC: Platnost certifikatov a doplnenie Gdajov

Pre: SUKL CZ
Srobarova 48, 100 41 Praha 10

Podla pévodného znenia nariadeni €. 2017/745 a 2017/746 certifikaty, ktoré boli vydané e3te podla smernic &.
90/385/EHS a 93/42/EHS, mali zostat v platnosti najdihSie do 26. maja 2024.

Podla Eurépskeho parlamentu a Rady (cit.): Vzhladom na sprévy od zdravotnickych pracovnikov

o bezprostrednom riziku nedostatku pomécok je nevyhnutné urychlene predlzit platnost certifikatov
vydanych v siilade so smernicami 90/385/EHS a 93/42/EHS a predlzit prechodné obdobie, pocas
ktorého sa mézu pomécky, ktoré si v silade s uvedenymi smernicami, zskonne uvidzat na trh. Predlzenie
by malo byt dostatocne dlhé na to, aby sa notifikovanym osobém poskytol éas potrebny na vykonanie posudeni
zhodly, ktoré sa od nich poZaduju. Cielom predlzenia je zabezpecenie vysokej urovne ochrany verejného zdravia
vrétane bezpecnosti pacienta a zabranenie nedostatku zdravotnickych pomécok potrebnych na bezproblémove
fungovanie sluzieb zdravotnej starostlivosti, a to bez zniZovania sticasnych poziadaviek v oblasti kvality alebo
bezpecnosti.”

V stlade s vyssie uvedenym ucelom sa na trh alebo do pouzivania mézu uvédzat zdravotnicke pombcky
s certifikatom vydanym este podla smernic €. 90/385/EHS a 93/42/EHS, a to do:

e 31.decembra 2027 v pripade vietkych pomécok triedy Il a implantovatelnych pomdcok triedy lib
s vynimkou Sijacieho materialu, skéb, zubnych vypini, zubnych podpier, zubnych koruniek, skrutiek,
klinov, platniciek, drétov, kolikov a ¢apov, spdn a pripojok a svoriek

e 31.decembra 2028 v pripade pomdcok triedy b okrem tych, na ktoré sa vztahuje pismeno a) tohto

odseku, v pripade pomdcok triedy lla a v pripade pomacok triedy | uvadzanych na trh v sterilnom
stave alebo pomdcok s meracou funkciou.

Zdroj:

NARIADENIE EUROPSKEHO PARLAMENTU A RADY (EU) 2023/607
z 15, marca 2023,

ktorym sa menia nariadenia (EU) 2017/745 a (EU) 2017/746, pokial'ide o prechodné ustanovenia pre uréité
zdravotnicke pomécky a diagnostické zdravotnicke pomécky in vitro

Clénok 1

1.Clanok 120 sa meni takto:
a) v odseku 2 sa druhy pododsek nahradza takto:

,Certifikity vydané notifikovanymi osobami v stlade so smernicami 90/385/EHS a 93/42/EHS od 25. méja 2017, ktoré boli
stale platné 26. maja 2021 a ktoré neboli neskdr stiahnuté, zostavaji nadalej v platnosti po skonceni obdobia uvedeného na



certifikite do datumu stanoveného v odseku 3a tohto élanku uplatniteiného pre prisiusna rizikova triedu pomocok.
Certifikéty vydané notifikovanymi osobami v stlade s uvedenymi smernicami od 25. maja 2017, ktoré boli stale platné 26.
méja 2021 a ktorych platnost uplynula pred 20. marcom 2023 sa povazuji 7a platné do datumov stanovenych v odseku 3a
tohto &lanku len vtedy, ak je spinena jedna z tychto podmienok:

a)

vyrobca a notifikovana osoba predo ditom uplynutia platnosti certifikatu uzavreli v silade s oddielom 4.3
druhym pododsekom prilohy Vil k tomuto nariadeniu pisomnt dohodu o posudzovani zhody v stvislosti s
pomdckou, na ktord sa vzfahuje certifikat, ktoréha platnost uplynula, alebo v savislosti s pomdckou, ktora ma
dant pomdcku nahradit;

b) odsek 3 sa nahradza takto:

3a.

Pomécky s certifikstom, ktary bol vydany v silade so smemicou 90/385/EHS alebo smernicou 93/42/EHS a

ktory je platny na ziklade odseku 2 tohto clanku, sa mézu uvadzat na trh alebo uvadzat do pouzivania do tychto

datumov:

a)

31. decembra 2027 v pripade vietkych pomocok triedy iif a implantovatefnych pomécok triedy l1b s vynimkou
sijacieho materidlu, skéb, zubnych vypini, zubnych podpier, zubnych koruniek, skrutiek, klinov, platniciek,
drétov, kolikov a &apov, spdn a pripojok a svoriek;

3c. Pomécky uvedené v odsekoch 3a a 3b tohto &lanku sa mé3u uvadzat na trh alebo uvadzat do poutivania do datumov
uvedenych v danych odsekoch len vtedy, ak su splnené tieto podmienky:

a)
b)

c)

d)

e)

Zaver:

tieto pomdcky st nadalej v silade so smernicou 90/385/EHS alebo pripadne smernicou 93/42/EHS;
nevykonali sa #iadne podstatné zmeny konstrukéného navrhu a Gcelu urcenia;

pomébcky nepredstavuji neprijateiné riziko pre zdravie alebo bezpeénost pacientov, pouzivatefov alebo inych
o0sdb, alebo pre iné aspekty ochrany verejného zdravia;

vyrobca najneskér 26. maja 2024 zaviedol systém riadenia kvality v stilade s &lankom 10 ods. 9;

vyrobca alebo jeho splnomocneny zastupca najneskdr 26. maja 2024 podal notifikovanej osobe v stlade s
oddielom 4.3 prvym pododsekom prilohy Vit formalnu Ziadost o postdenie zhody v stvislosti s poméckou
uvedenou v odseku 3a alebo 3b tohto &lanku alebo v suvislosti s pombckou, ktora ma nahradit dand
pomécku, pri¢om notifikovana osoba a vyrobca uzavreli najneskor 26. septembra 2024 pisomnu dohodu v
silade s oddielom 4.3 druhym pododsekom prilohy Vil

Maime za to, 7e na ziklade NARIADENIE EUROPSKEHO PARLAMENTU A RADY (EU) 2023/607, je
predmetny certifikat (po doloZeni vSetkych prislusnych a vyzadovanych dokumentov) v platnosti do

31.12.2027.

V Trnave 31.7.2024 Solazo s.r.o.
Mgf. Rastislav Sojka
Veterna SOLAZO 5 10, :
10 3270042, 817 01 T,
b 4687, DIC: 2121
DPH: SK2121320300
Prilohy:

1. Certifikat : Hangzhou Singclean 12024-2018-CE-RGC-NA-PS Rev 3.0
2. Contract between Singclean and DNV for Medical Devices on MDR Page 1-4
3. Statement of meeting the extension conditions_sukl
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DNV

EC CERTIFICATE
Full Quality Assurance System

Certificate No.: Project No.: Valid Until

12024-2018-CE-RGC-NA-PS Rev 3.0 PRJC-230816-2010-PRC-CHN 18 January 2023

This is to certify that the quality system of:
Hangzhou Singclean Medical Products Co., Ltd.

No. 125(E), 10th Street, Hangzhou Economic and Technological Development Zone, Zhejiang,
China

For design, production and final product inspection/testing of:
MEDICAL SODIUM HYALURONATE GEL

Has been assessed with respect to:

the conformity assessment procedure described in Annex Il of
Council Directive 93/42/EEC on Medical Devices, as amended

and found to comply

Further details of the product(s) and conditions for certification are given overleaf.

Place and date:

Hevik, 10 March 2021 For the issuing office:

Notified Body 2460
DNV Product Assurance AS
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Mariann Jeremiassen
Principal assessor

Notice: The Certificate is subject to terms and conditions as set out in the Certification Agreement. Failure to comply may render this Certificate invalid.

NOTIFIED BODY 2460: DNV Product Assurance Norway AS, Veritasveien 3, 1363 Havik, Norway, Tel +47 67 57 88 00, www. ICP-4-5-i1-MDD-{3, rev.0



DNV

Certificate No.: 12024-2018-CE-RGC-NA-PS Rev 3.0
Place and date: Havik ,10 March 2021

Jurisdiction

Application of Council Directive 93/42/EEC of 14 June 199;5. adopted as “Forskrift om Medisinsk
Utstyr” by the Norwegian Ministry of Health and Care Services.

Certificate history:

Revision Description Issue Date

0.0 Original Certificate 19 January 2018
1.0 New brand name added (Quickclean, SingJoint) 30 October 2020
2.0 New brand name added (Singclean) 05 November 2020
3.0 New brand name added (JOINT MD, Arthro One) 10 March 2021

Products covered by this Certificate:

Product Description Product Name Class

10mg/ml: 1.0ml, 2.0ml, 2.5ml
12mg/ml: 1.0ml, 2.0ml, 2.5ml [liI*
20mg/ml: 2.0ml, 3.0ml

Medical Sodium Hyaluronate Gel for Bone Joint
(Brand: Quickclean, SingJoint)

Medical Sodium Hyaluronate Gel for Bone Joint

(Brand: JOINT MD) 10mg/ml: 2.0ml ]
Medical Sodium Hyaluronate Gel for Bone Joint . "
(Brand: Arthro One) 20mg/ml: 2.0ml, 3.0ml i
Medical Sodium Hyaluronate Gel for Anti- 10mg/m: 0.5ml, 0.75m|, .
adhesion (Brand: Singclean) 1.0ml, 2.0 mi, 2.5 ml, 3.0ml, L

50ml, 15 ml, 17ml, 20 mi

" Design assessment is covered by a separate EC-Design Examination Certificate No.: 12027-2018-CE-RGC-NA-PS Rev 2.0

* * Design assessment is covered by a separate EC-Design Examination Certificate No.: 12028-2018-CE-RGC-NA-PS Rev 1.0

Sites covered by this certificate

Site Name Address

. ' No. 125(E), 10th Street, Hangzhou Economic and
Hangzhou Singclean Medical Produ ., Ltd. g ’ g
9 9 Lo, Lid Technological Development Zone, Zhejiang, China

EU Representative

Hangzhou Singclean Medical Products Filial Sweden, Norra Rosenbergsgatan 2A 42676 VASTRA
FROLUNDA, Sweden

Notice: The Certificate is subject to terms and conditions as set out in the Certification Agreement. Failure to comply may render this Certificate invalid.

NOTIFIED BODY 2460: DNV Product Assurance AS, Veritasveien 3. 1363 Hevik. Norway, Tel +47 67 57 88 00, 1w o ICP-4-5-11-MDD-13, rev.0
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DNV

Certificate No.: 12024-2018-CE-RGC-NA-PS Rev 3.0
Place and date: Havik ,10 March 2021

Terms and conditions

The certificate is subject to the following terms and conditions:

« Any producer (see 2001/95/EC for a precise definition) is liable for damage caused by a
defect in his product(s), in accordance with directive 85/374/EEC, as amended, concerning
liability of defective products.

e The certificate is only valid for the products and/or manufacturing premises listed above.

e The Manufacturer shall fulfil the obligations arising out of the quality system as approved
and uphold it so that it remains adequate and efficient.

e The Manufacturer shall inform the Notified Body of any intended updating of the quality
system and the Notified Body will assess the changes and decide if the certificate remains
valid.

e Periodical audits will be held, in order to verify that the Manufacturer maintains and applies
the quality system. The Notified Body reserves the right, on a spot basis or based on
suspicion, to pay unannounced visits.

The following may render this Certificate invalid:
« Changes in the quality system affecting production.
e Periodical audits not held within the allowed time window.

Conformity declaration and marking of product

When mee'ting with the terms and conditions above, the producer may draw up an EC declaration
of conformity and legally affix the CE mark followed by the Notified Body identification number.

End of Certificate

Notice: The Certificate is subject to terms and conditions as set out in the Certification Agreement. Failure to comply may render this Certificate invalid

NOTIFIED BODY 2480: DNV Product Assurance AS, Veritasveien 3, 1363 Hevik. Norway, Tel +47 67 57 88 00. wow ICP-4-5-i1-MDD-{3, rev.0
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DNV

DNV Agreement

YOUR CONTRACT FOR Medical Devices Certification Services

BE T B PR E BR S5 Vil
Quotation No. / IRINES: 284225

Medical Standard Agreement — MDR-CO-085. rev. 0 7 i :
4 dard Agreement — MDR-CO-085. rev. 0 7 Quote No.: [CPQ nr] - Revision. No.” 0



Pk (AEAA)  GAEES) . DNV Product Assurance TR BCAEREN A £ERLE. VEIERRT, EERNERT, ONV M5

EENAELSINE GAEES) SEP—REERENL EEZHWEEA

Mo work will commence until one original or digital copy of this Agreement, duly signed and dated by the Customer, has been
returned to the Notified Body {Auditing Organization) or DNV Market Unit, as applicable. The execution of the work will be
planned between DNV {Market unit) and customer when the agreement has been signed.

EEPERSEINaNGREh SR THEE, HERAME GATEL) % ONVEREZAL FeRaEmiekTE DNV ([

178) NEFRZEINNIERERE I ESEET

The Agreement consists of this Form of Agreement including the sections: The Scope of Work, the Investment, the Additional
Costs and Payrment Conditions, and the General Terms & Conditions, together with any attachments incorporated herein, and
the following appendices {when applicable):

ETHVEENTFES: THEE. BAAS. ESS/NTHALE. —RETNEMT, LB AN PE ST, LRIATHRIUE (NiE
) .

Specific requirements to Customer arising from the Notified Body’s designation/natification, the regulation, accreditation and
MDSAP are included in the Terms & Conditions in this Agreement including special terms for the Medical Devices Regulation
and MDSAP. The Certification Process is available on the website. It may be updated foliowing changes in the applicable
framework or in the Notified Body (Auditing QOrganization) processes.

R MRS TEANENINEEE/EH. $HIH MDSAP MEPRENEFERSFEETEMANM MDSAP (IFHRER. 2

s GAEES) WERFTERN ISR, ERNERIASNE CAEER) FERERUENRRITER,

The Work is partiafly provided by DNV Market Unit. The Notified Body (Auditing Organization, Certification body), by its
signature on this Agreement confirms its ultimate responsibility for the provision of the Work, and also hereby reserves the
right to exercise the rights set out herein, including but not limited to, the right to issue, suspend, withdraw and renew
certificates under this Agreement. All payments should be directed to DNV Market Unit,

ERTIEERS B DNV RIAERRML, 28N CAUEESR) AN EEFEARNRATFIRERE, HE MR BT ERHIUREAR,

SEEFRTFREFNIEE. BiF. HENSEETHNNN. FRBIRMEEEIS DNV FAE.

On behalf of Customer DNV Market Unit ' DNV Product Assurance AS

Place: Date: piace. Beijing { Date: Place: Date:

!
Hf:“j hoe e g:ozz—;}:zz
o B

Signatur #Q- Signature . Signature Riba Rymndl Noagaodd,
s 4 -
LES!
R am N N Name: Chen Xi ¢ .
@w»aw Name: gjarg Synnove Nesgard
I
Function: :
Functipne <Y Function:

Operations Manager Medical

Oslo 2021-08-04

w)f -of -0l

The underSwified jﬁ%@g Sefares:

o thatthein given in this
document is correct, and that the
same apphcation has not been
lodged with any other Notified
Bady

«  The declarations and data in the
Quotation Request form remain
valid.

MOR-CO-N85, rev 0.7 DNV PROTIUC

-

Veniasven 3, M-1303 Hevik. Norway - Registerod Entarprise Mo NO 997 087 401 MVAPage 1 of



Customer Account Name: Address:

(Manufacturer) EFRETR: Mt

B (BHEF) Hangzhou Singclean Medica! Products Co No. 125 (E), 10th Street, Hangzhou Giantang New
m@m - _ IArea, Zhejiang, China

e A BT S AISIEIRR 10 SAM () 1258

REREEPEE | VAT
. ERRRER VAT/BSE: 91330101747181911R

Tel

act Persa Xiang Pi
CoalasTasiiciing S50g T8 WiE: +86 (571) 63431868

BRA: AT E-mail:
Z&R4  kongxp@hzxhe.com
DNV Legal Entity: Address: House 9, No. 1591 Honggiao Road,
EASE: Changning District, Shanghai. 200336, P. R. China

DNV Business Assurance (China) Co.. Ltd. rhg}ﬂ:: SR SReIEE 1591 S 0 S

SR FATLBIRAT)

Contact person: CHEN X! Tel /E81%: +86 106562 7682

[ERRA 65 B E-mail | ESF#HF: xi.chen@dnvgl.com
Notified Body Legal Entity: Notified Body nr:
organization/ certifi EALE
cation body

DNV Product Assurance AS

Section 1: Form of Agreement

This Product Certification Agreement (the Agreement) constitutes the entire agreement between the Parties for Notified Body
services under the Medical Devices Regulation - 2017/745/EU and also serves as the application to Notified Body 2460 for
services under this Regulation. This Product Certification Agreement (the Agreement) constitutes the entire agreement
between the Parties for service under ISO 13485:2016. This Product Certification Agreement (the Agreement) constitutes the
entire agreement between the Parties for Auditing Organization services under Medical Device Auditing Organization
[MDSAP]. The agreement is based on the information provided by customer in the Quotation Request Form and customer
hereby confirms that information provided is still correct and exhaustive. The Notified Body may cancel the contract in case
there are significant changes to the information provided in the Quotation Request Form. Such changes, leading to a need for
further activities, will potentially render section 3 “Investment Summary” invalid. Unless otherwise agreed with Customer, all

changes to this information provided will automatically lead to a prolongation of any estimated, tentative, indicative or agreed
time-schedule for the Work.

AFERAMERY (W) 1R IRIBET BIREGI-2017/745/EV RUBFWERENEMIY, FHEMBERKGITBING 2460 I2ERSE
RIERiE. AFFRIAEINY (Y RN A EET BRETHEAMDSAPI FTRBEHBMMY]. ZiMEETERERNEESEDRMtpER
. BEFSHEARIRROEROARERNIREN. NRENREETREENEIEEASE, BOTLELNAE. XHTHSHEER
RE—HERYE), RS 3T RARE M. BIESEFSEMNY, YHRENEERNFEESEHSE T, HE. I8
M ERTEIEAGER

The Agreement shall supersede and invalidate all prior representations relating to the subject matter hereof. Customer’s
terms and conditions included in any of Customer’s Purchase Orders shall be null, void and disregarded. No other amendment

and/or variation to the Agreement shall be valid unless duly signed by both parties with reference to the relevant parts of this
Agreement.

FHWRE AR E SFEINIRE RO BRE, SFOEPIRMEEETEPOTENRRAN. BIFRARAINYEEREES ZTER
Y, BUNYAHHAETE X/ EIATTH
DNV Product Assurance AS (The Notified Body, Certification body and Auditing Organization) has the full operational, financial

and legal responsibility for the activities performed. When applicable, 8 DNV Market unit is authorized to administer this
Agreement, including payments and collection of fees, with Customer on behalf of the Notified Body (Auditing Organization).

MDR-CO-085, rev. 0./ DNV PRODUCT ASSURANCE AS - Veritasveien 3, N-1363 Havik, Norway - Registered Enterprise No: NO 297 667 401 MVAPage 2 of 17



2. Scope of Work under MDR
MDR @I {FEE

Scope of Work and information is based on your Quotation Request form dated: 2021-06-02

AEEEER TE R RiEEaE: 2021-06-02

Applicable scheme and Notified Body.

| Notifying /Designating Authority.
. Medical Devices Regulation — 2017/745/EU The Norwegian Medicines Agency, Norway
Notified Body 2460 Norway, DNV Product

Assurance AS

a. Products to be certified GAIEFmRIER)
Product Classification MDA/MDN,MDT and MDS CMDN (Only Conformity
Name/Identifier codes 11b and Assessment Annexes
higher) used
(Annex IX, Annex IX
including section 4 or
Annex XI part A)

Medical Sodium | II1 MDN1102 Annex IX
Hyaluronate Gel for MDT2008, MDT2011
Bone Joint MDS1005.3

b. Sites covered (EEIAIEAiE)

Site Name (if relevant) Address

Hangzhou Singclean Medical | No. 125 (E), 10th Street, Hangzhou Qiantang New Area, Zhejiang, China
Products Co., Ltd.

wiT H BT REHE 10 K8 (K 1258
A &R

i i
VB R A |
' |
|

¢. Critical subcontractor (Outsourced processes) or suppliers of Materials /components/services to
be audited by the Notified Body

AENEEEZOXRHNG (SMENRE) 5 7HE/EM4/ RS IR

Company Name Address

MDR-CO-085, rev. 0.7 DNV PRODUCT ASSURANCE AS - Veritasveien 3, N-1363 Havik, Norway - Regislered Enterprise No; NO 997 067 401 MVAPage 4 of 17
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m. HUMN 1A B 77 A An A BR 4 A

Hangzhou Simgclean Medical Products Cu Ltd

FAEE—, WBikE
BHECY, SIHE MM

Quatity First, Monagement Priority,
Building Harmonious Enterprise. Creating Singclean Brand

w

Statement of meeting the extension conditions

To whom it may concern,
We hereby declare that:

(a) the Medical Sodium Hyaluronate Gel for Bone Joint QuickClean continues to comply
with 93/42/EEC Medical Device Directive:

(b) there are no significant changes in the design and intended purpose;

(c) the device has no unacceptable risk for health and security of patients, users and other
persons or unacceptable results against the protection of public health;

(d) We confirm that we already established a Quality Management System according to

MDR Article 10(9).

Best Regards,

) @ﬁ@mﬁW&:
SIGN: %@m BANNEDN OLROCTSC0D  pate: 292]. o6 - 7/;

General Manager: Weiging Sun
Telephone No.: +86-571-63431868

STAMP: Hangzhou Singclean Medical Products Co., Ltd.



