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EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in class | in sterile conditions, sterilised systems or procedure packs)

No. G2S 045222 0019 Rev. 00

Manufacturer Changzhou Hualian Health

Dressing Co., Ltd.

No.55 Yuejin Road, Zouqu Town
213144 Changzhou

PEOPLE'S REPUBLIC OF CHINA

Product First-Aid-Kit, Sterile Plaster,

Category(ies): Liquid Transfusion Plaster,
Adhesive Dressing,
Disposable Medical Face Mask

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for manufacture in accordance with

MDD Annex V. This quality assurance system covers those aspects of manufacture concerned with
securing and maintaining sterile conditions of the respective devices / device categories and conforms
to the requirements of this Directive. It is subject to periodical surveillance. All applicable requirements
of the testing and certification regulation of TUV SUD Group have to be complied with. For details and
certificate validity see: www.tuvsud.com/ps-cert?q=cert:G2S 045222 0018 Rev. 00

Report No.: SH2114901_SH2014902
Valid from: 2021-05-06
Valid until: 2024-05-26

Date, 2021-05-06 c @

Christoph Dicks
Head of Certification/Notified Body

Page 1 of 1
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH - Certification Body * Ridlerstrale 65 + 80339 Munich « Germany
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ZERTIFIKAT @ CERTIFICATE o

Produkty tarnyba

EC sertifikatas
Produkto kokybés patvirtinimas

Direktyva 93/42/EEB medicinos prietaisams (MDD), V priedas
(I sterilumo klases salygas atitinkantys prietaisai, sterilizavimo sistemos arba proceduriniai paketai)

Nr. G2S 045222 0019 Rev. 00

Gamintojas: CHANGZHOU HUALIAN HEALTH DRESSING CO. LTD
Nr.55 Yuejin kelias, Zouqu miestas
213144 Changzhou provincija
KINIJOS LIAUDIES RESPUBLIKA

Atstovas ES:  Shanghai International Holding
Corp. GmbH (Europa)
Eiffestrasse 8
20537 Hamburgas

VOKIETIJA
Produkto Pirmosios pagalbos rinkinys, sterilus Zaizdos pleistras,
kategorija (- skystas kraujo perpylimo pleistras, priklijuojamas tvarstis, vienkartine
0S): medicininé veido kauké

Sertifikavimo jstaiga ,TUV SUD Product Service GmbH® pareiSkia, kad auk$Ciau paminétas gamintojas
yra jdieges gamyboje kokybeés uztikrinimo sistema, laikantis MDD V priedo reikalavimy. Si kokybes
uztikrinimo sistema apima tas gamybos sritis, kurios yra susijusios su atitinkamy prietaisy (prietaisy
kategorijy) sterilumo salygy uztikrinimu ir palaikymu bei atitinka Sios direktyvos reikalavimus. Tai yra
periodiskai tikrinamas subjektas. Daugiau informacijos ir apie sertifikato galiojimg zr.: , internetine
nuoroda“.

Ataskaitos Nr.: SH2114901_SH2014902
Galioja nuo: 2021-05-06
Galioja iki: 2024-05-26

/parasas/

Data: 2021-05-06 Christoph Dicks
Sertifikavimo vadovas/Notifikuotoji jstaiga

1 puslapis i$ 1

,TUV SUD Product Service GmbH" yra sertifikavimo jstaiga, kuriai suteiktas identifikavimo Nr. 0123

TUV SUD Product Service GmbH * Sertifikavimo istaiga * Ridlerstrasse 65 * 80339 Miunchenas * Vokietija




) SN RREEERAT File NO.: HL/CE-02-11
2 A Version NO.: A/0
“ives” Hualian Health Dressing Co., Ltd PageNO.: 1/1

Declaration of Conformity

Manufacturer: Changzhou Hualian Health Dressing Co.,Ltd
Address: No.55 Yuejin Road, Zouqu Town, Changzhou, China
Tel: 0086-519-83631422 0086-519-83638597

Fax: 0086-519-83631033 0086-519-83636168

European Representative: Shanghai International Holding Corp.GmbH(Europe)
Address: Eiffestrasse 80,20537 Hamburg Germany
Tel: 0049-40-2513175 Fax: 0049-40-255726

Product: medical tapes
Classification: Class |

We herewith declare that the above-mentioned products meet the provisions of
following EC Council Directives and Standards. All supporting documentations are
retained under the premises of the manufacturer. Changzhou Hualian Health Dressing
Co., Ltd is exclusively responsible for the documents

DIRECTIVES

General applicable directives:

Medical Device Directive: MDD 2007/47/EC issued by COUNCIL DIRECTIVE
93/42EEC

Notified Body: TuV SuD Product Service GmbH, Ridlerstr. 65, 80339
Michen, Germany
Notified Body Code: 0123

Signature / ,
Name: %ﬁ‘ '?Z}Z j ‘)-0170‘[ ﬁ £

Title: management repreééntaﬁve

Rev. C > S 4 page 1 of 1




/vertimas i$§ angly kalbos/

Failo nr. HL/CE-02-11
Hualian Health Dressing Co., Ltd Versija Nr.: A/0
Puslapis Nr.: 1/1

ATITIKTIES DEKLARACIJA

Gamintojas: Changzhou Hualian Health Dressing Co., Ltd

Adresas: Nr.55 Yuejin kelias, Zouqu miestas, 213144 Changzhou provincija, Kinija
Tel.: 0086-519-83631422 0086-519-83638597

Fax.: 0086-519-83631033 08086-519-83636168

Atstovas Europoje: Shanghai International Holding Corp. GmbH (Europe)

Adresas: Eiffestrasse 80, 20537 Hamburgas, Vokietija '

Tel.: 0049-40-2513175 Fax.: 0049-40-255726

Produktas: medicininés juostos
Klasifikacija: I klasé

Pareiskiame, kad auk$¢iau paminéti gaminiai atitinka EB Tarybos direktyvuy ir standarty nuostatas.
Visi patvirtinamieji dokumentai saugomi gamintojo patalpose. Changzhou Hualian Health Dressing
Co., Ltd i8imtinai yra atsakingas uzZ dokumentus.

DIREKTYVOS

Bendrosios taikomos direktyvos

Medicinos prietaisy direktyva: MDD 2007/47/EC isleista pagal Tarybos direktyva 93/42/EEB.

Notifikuotoji jstaiga: TaV SuD Products Service GmbH, Ridlerstr. 65, 80339
Miunchenas, Vokietija

Notifikuotos jstaigos kodas: 0123

/ParaSas/
/Vardas/ /antspaudas/

Pareigybé: valdymo atstovas

1181 psl.




CHANGZHOU HUALIAN HEALTH DRESSING CO. LTD
Add: No.55 Yuejin Road, Zouqu, Changzhou, China P.C. 213144

CERTIFICATE OF QUALITY ANALYSIS

HL/QR8.2.4-154C No.:
Spun-laced
B ol soft Type of Water-based Batch No. Batch No. )
) non-woven, Adhesive polyacrylate of 210928 of
material style K . =
polyester plaster adhesives production sterility
based
Type and SmE e, S Quantity of 19Cartons NatSgp
specieation | Lopoate - ROMAABON § - ey 18300Pcs o 32Pcs
10mx20cm; 10mx30cm samples
Na;r]zd(:xfctthe ﬁ};;s:éeirg:l?d Date of examination 2021.09.28 Examiner | Fan Lihua
No: ltem§ to Techtical guality requirement The re.sultjs of Individual
examine examination judge
1.The surface must be clean, without plaster
linked in the back;
2.Non-stick protective part of the material must
be smooth and redistributed without oil,
graduated every 1 cm;
3.Without rosin, latex - free; Measure
1 | The surface 4 Elastic, easy to glue, good fixing properties, After fikbasie 7P up
gluing the material, no adhesive residue remains
on the skin;
5.Porous, breathable; water vapor permeable
6.Hypoallergenic;
7.Non-sterile.
Basic 1.Length allows error:+3.0mm; Measure
2 , . . Measure up
dimensions 2.Width allows error:+2.0mm. up
180 degree Hot melted glue of not less than 1.0N/cm. Measure
3 . o 4.77N/cm
peeling strength | Acrylic acid glue of not less than 2.0N/cm. up
4 Cogspigat Adhesive plaster is not lower than 25g/m?. 29.8g/m’ PSSR
plaster up
5 Clxng ) No more than 2.5mm 0.2mm B s
continuation up
6 The remainder The remainder of Epoxy Ethane should be less 0.55ug/g Measure
of Epoxy Ethane | than 10ug/g. up
1.The outer packing box must be clean and
undamaged, and the writing on it must be clear.
2.The quantity in cans and boxes should be Measure
7 | The pacpe correct. The batch number and the package of the PR up
product must be the same.
3.The seal must be tight, with trace number.
8 | Other items / / 7

Conclusion: Passed.

‘ /
/f/ ) L 04
aly /g7 [

People in charge of the examination:

s
AV P 2= Date: 2021.09.28




CHANGZHOU HUALIAN HEALTH DRESSING CO. LTD
Adresas: Nr.55 Yuejin kelias, Zouqu, Changzhou, Kinija P.C. 213144

KOKYBES ANALIZES SERTIFIKATAS

HL/QRS8.2.4-0154C Nr.:
, . Vandens
Pagrindo Pleistro ; S
B . pagrindo Gamybos Sterilizavimo
medziagos klijy S . 210928 N =
. ) poliakrila- partijos Nr. partijos nr.
rusis . 5 tipas .
poliesterio tiniai klijai
pagrindu
—— 10m x 2,5cm; Produkeii 27 dési p 4
as ir rodukcijos ez
l_[:_kl g 10m x 10cm; 10m x 15cm Kieki : 1350 l: al:r'yzlr(_znq 32 vnt.
specifikacija iekis 50 vat. iekis
J ! 10m x 20cm;  10m x 30cm
Produkto . s
) ' Patikros data 2021.09.28 Tikrintojas Fan Lihua
pavadinimas
. e - Patikros e
Nr. | Patikros méginiai Techniniai kokybeés reikalavimai ) Individuali i§vada
rezultatai
1. Pavirsius turi buti $varus, be klijy likuciy ant galy:
2. Nelipni apsauginé medziagos dalis turi buti lygi,
perskirta ir be alyvos pédsaky,
3. Be kanifolijos-
1 Pavirsius 4. 1Juoj Atitinka Atitinka
7. Nesterili.
Pagrindiniai 1.Leistina ilgio paklaida:+3.0 mm: o o
2 o . ) Atitinka Atitinka
matmenys 2.Leistina ploc¢io paklaida:+2.0 mm.
Atsparumas . ” : :
p, , Karsto lydimo klijams ne maziau kaip 1.0 N/em. N
3 | atlupimui 180 T B . . 4.77 N/em Atitinka
iy Akrilo rigsties klijams ne maziau kaip 2.0 N/em.
laipsniy kampu
Pleistro klijy ) IR gk . ) X . o
4 Kieki Pleistro klijy kiekis ne maziau kaip 25 g/m’. 29.8 g/m” Atitinka
iekis
Tasumo . . ;o3
5 o Ne daugiau kaip 2.5 mm 0.2 mm Atitinka
pailgéjimas
Epoksietano , - e . = »
6 o Epoksietano likuciy turi buti maziau kaip 10 pg/g. 0.55 ng/g Atitinka
likuciy kiekis
1.Pakavimo dézés iSoré turi baiti Svari ir nepazeista, ant jy
esantys uzraSai turi buti aiskus.
2 Kiekiai pakuotése ir dézése turi atitikti nurodytus. Ant
7 | Pakuote produkty ir pakuoCiy esantys partijy numeriai turi bati Atitinka Atitinka
vienodi.
3.Pakuo¢iy sandarinimo sitlés turi biti sandarios, su
jskaitomu atsekamumo numeriu.
& | Kiti méginiai / / /

Isvada: tinkamas.

Uz bandyma atsakingi asmenys: Data: 2021-09-28




