VITA

.VITA” MARIUSZ DRAGULA SPOLKA JAWNA
35-025 Rzeszow ul. Jagiellonska 37
tel/tax 17-850-80-81

DEKLARACJA ZGODNOSCI
NR 1/WE/2013

Nizej podpisani, :
mgr farm. Halina Draguta — wspélwlasciciel,
mgr inz. Mariusz Dragula — wsp6iwlasciciel
deklaruja, ze nizej wymieniony wyréb:

Nazwa wyrobu: wata celulozowa higieniczna, lignina
Opakowanie: zwoik, arkusz
Waga: zwoik — 150,00g + 5,00g

arkusze — 1,00kg + 50,00g
arkusze — 5,00kg + 100g

Wymiary: zwoik — wys. 130,00mm + 5,00mm, @ 85,00mm + 8,00mm
arkusze 1kg — 400,00mm x 300,00mm + 20,00mm
arkusze 5kg — 600,00mm x 400,00mm =+ 50,00mm

Klasa wyrobu: Wyr6b medyczny klasy I

speinia wymagania zawarte w Ustawie z 20 maja 2010 roku o wyrobach medycznych, Dyrektywie
Rady 93/42/EEC z dnia 14 czerwca 1993 dotyczacej wyrobéw medycznych, Dyrektywie
2007/47/WE Parlamentu Europejskiego i Rady z 5 wrzesnia 2007 zmieniajaca dyrektywe Rady
90/385/EWG. Rozporzadzeniem Ministra Zdrowia z dnia 12.01.2011 w sprawie wymagan
zasadniczych oraz procedur oceny zgodnosci wyrobéw medycznych (Dz. U. 2011, Nr 16, poz. 74),
Rozporzadzeniem Ministra Zdrowia z dnia 05.11.2010 w sprawie klasyfikowania wyrobow
medycznych (Dz. U. 2010, Nr 215, poz. 1416)

Jest bezpieczny dla uzytkowania i pacjentéw pod warunkiem uzywania go zgodnie z
przeznaczeniem.

Zastosowane normy zharmonizowane i inne: PN-EN 980:2010
PN-EN 1041:2009
PN-EN ISO 14971:2010
PN-90/P-50549

Miejsce i data wystawienia : ,Pie‘czqtkali pod}ji)sy
o 5 = et g4L
Hress, oha. 26 .06 20972 % -'Zf

»»VITA ™ MARIUSZ DRAGULA
SPOLKA JAWNA
35-025 Rzeszéw. ul. Jaglellonska 37
NIP 813-01-40-703 Reg:690250550
tel. 017 850 80 80
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VITA* D. Michalski, M.Draguta Spétka Jawna
35-025 Rzeszow, Jagiellonska 37
Tel./faks. 017-2850-80-81

ATITIKTIES DEKLARACIJA
NR. 1/CE/2013
Zemiau pasirases,
MGR tkis. Halina Draguta - bendrasavininke,
mgr inz. Mariusz Draguta - bendrasavininkis
kad sis produktas:

N produktas: higieniné celiulioziné vata, ligninas

Gaminio pavadinimas: Gaminio klaseé:

Ritinélis, lapas
Ipakavimas:

Ritinélis — 150,00g + 5,00g
Svoris: Lapai — 1,00kg + 50,00g

Lapai — 5,00kg+ 100,00g

Ritinélis — aukstis 130,00mm + 5,00mm, skersmuo 95,00mm + 5,00mm
ISmatavimai: Lapai x 1 kg — 400,00mm x 300,00mm + 20,00mm
Lapai x 5 kg~ 600,00mm x 400,00mm + 50,00mm

I klasés medicininis gaminys

atitinka 2010 m. geguzés 20 d. jstatymo dél medicinos prietaisy reikalavimus

1993 m. Birzelio 14 d. Tarybos direktyva 93/42 / EEB dél medicinos prietaisy, direktyva

2007 m. Rugséjo 5 d. Europos Parlamento ir Tarybos direktyva 2007/47 / EB, i$ dalies kei¢ianti Tarybos
direktyva

90/385 / EEC, 2011 m. Sausio 12 d. Sveikatos apsaugos ministro reglamentas dél reikalavimy

medicinos prietaisy esminés ir atitikties jvertinimo procediiros (2011 m. jstatymy leidimas, Nr. 16, punktas
74),

2010 m. Lapkri€io 5 d. Sveikatos apsaugos ministro reglamentas dél produkty klasifikavimo

medicina (2010 m. leidinys, Nr. 215, 1416 punktas)

saugus vartoti ir pacientams, jei jis naudojamas pagal medicinos reikalavimus.

Taikomi suderinti standartai:
PN-EN 980: 2010
PN-EN 1041: 2009
PN-EN ISO 14971: 2010
PN-50549-90/P
ISleidimo vieta ir data.

2013 06 26
Parasas, spaudas
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VITA

Rzeszow, 03-03-2014

TECHNICAL SPECIFICATION

Non sterile, hygroscopic cellulose wadding as 11-layer tissue (100% cellulose).

Lp Properties Test results
2. | Surface Mass ( g/m°) >25.77 g/m’
3. | Time sink (s) -8
4. | Absorptivity H,O 58-60 mm
5. | Humidity 4.9%

6. | The presence of bleach Yes
7. | Whiteness >80%
8. | Acidity (PH) 55-75

Examined sample didn’t contain wood pulp, dirt, stains and other defects
disqualifying raw material.

»VITA” MARIUSZ DRAGULA
SPOLKA JAWNA
35-025 Rzeszow, ul. Jagielionska 37
NiP 813-01-40-703 Reg:690250550
tel. 017 850 80 80
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LVITA” MARIUSZ DRAGULA SPOLKA JAWNA
ul. Jagielloniska 37, 35-025 Rzeszéw
NIP: 813-01-40-703, tel./fax (17) 850 80 80/81
Sad Rejonowy w Rzeszowie, X1 Wydziat Gospodarczy KRS pod nr KRS 0000009287
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/Vertimas i$ angly kalbos/

Rzeszow 2014-03-03

Techniniai duomenys

ninas1-kos sluoksniy audinys

Nr. Savybeés Testo rezultatai
2 | PavirSiaus maseé (g/m2) >25,77 g/m2
3 Skendimo laikas (s) 2s
5 Drégnumas 4,9%

6 Balinimo buvimas Yra
8

Rﬁginumas (PH)

ISbandytuose pavyzdZiuose nerasta medienos plausiniy, purvo, démiy ar kity defekty, netinkamy Zaliavoje.

/ oficialus gamintojo anspaudas ir parasas /

/ rekvizitai /




g .

EC Certificate o TOVRheinland
Directive 93/42/EEC Annex Ill, excluding Section 4
Full Quality Assurance System
Medical Devices

Registration No.: HD 60126605 0001
Report No.: 15089818 006

Manufacturer: Zhejiang Olin Medical Supplies
Co., Ltd.
No. 501, Tangpu Road, Dipu Street
Anji County
313300 Zhejiang
China

Products: Medical Devices

(see attachment for products and additional site included)

Replaces Approval, Registration No.: HD 60106503 0001

Expiry Date: 2024-01-04

The Notified Body hereby declares that the requirements of Annex Il, excluding section 4 of the directive
93/42/EEC have been met for the listed products. The above named manufacturer has established

and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex I,
section 5 of the aforementioned directive. For placing on the market of class Ill devices covered by

this certificate an EC design-examination certificate according to Annex Il, section 4 is required.

Effective Date: 2019-01-07

44

Date: 2019-01-07

TUV Rheinland LGA Products GmbH - TillystraRe 2 - 90431 Nirnberg
TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.
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CE SERTIFIKATAS TUV

Direktyva 93/42/EEC 1l priedas, i§skyrus 4 skyriy
Kokybés uztikrinimo sistema

Registracijos Nr.: HD 60126605 0001
Ataskaitos Nr.: 15089818 006

Gamintojas: Zhejiang Olin Medical Supplies Co., Ltd.
Nr. 501, Tangpu Road, Dipu Street
Anji Country
313300 Zhejiang
Kinija

Produktai: Medicininiai prietaisai
(zitréti produkty sarasa j papildomai pridéta prieda)
PakeiCia patvirtintg registracijos Nr. HD 60106503 0001

Galiojimo data: 2024-01-04

Notifikuotoji jstaiga pareiSkia, kad iSvardintiems gaminiams buvo jvykdyti II priedo
reikalavimai, i$skyrus Direktyvos 93/42/EEB 4 skirsni. Nurodytas gamintojas sukiiré ir taiko
kokybeés uztikrinimo sistema, kuriai taikoma periodiné priezitira, apibréZta nurodytos direktyvos
II priedo 5 skirsnyje. Norint jvertinti III klasés prietaisy, kuriems taikomas $is sertifikatas, rinka,
reikalingas EB projekto tyrimo sertifikatas pagal II priedo 4 skirsnj.

[sigaliojimo data: 2019-01-04 Notifikuota jstaiga
/parasas ir anspaudas/
Data: 2019-01-07 Herbert Zhong

TUV Rheinland LGA Products GmbH — TillystarPe 2 — 90431 Niirnberg

TUV Rheinland LGA Products GmbH yra notifikuotoji jstaiga pagal medicinos prietaisy direktyva
93/42/EEB, kurios identifikavimo numeris yra 0197.




TUV Rheinland o

LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to
Certificate

Registration No.: HD 60126605 0001
Report No.: 15089818 006
Manufacturer: Zhejiang Olin Medical Supplies
Co., Ltd.
No. 501, Tangpu Road, Dipu Street
Anji County
313300 Zhejiang
China
Products:

- Non-adherent Dressings

Aspects of manufacture concerned with securing and
maintaining sterile conditions:

- First-aid Bandages
- Gauze Sponges
- Gauze Bandages

Site included:
Zhejiang Anji Huabu Industrial Co., Ltd.

Building 1-2, No. 588, Dragon King Creek Middle Road,
Dipu Street, Anji County, Zhejiang Province, P.R. China

TOVRheinland

Date: 2019-01-07

£ ®
TUVRheinland

1/1, Rev. 0
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TUV Rheinland
LGA Products GmbH
TillystraPe 2, 90431 Niirnberg

Priedas prie
sertifikato
Registracijos Nr.: HD 60126605 0001
Ataskaitos Nr.: 15089818 006
Gamintojas: Zhejiang Olin Medical Supplies Co., Ltd.
Nr. 501, Tangpu Road, Dipu Street
Anji Country
313300 Zhejiang
Kinija
Produktai:

- Nelipnus tvarsciai
Gamybos aspektai, susij¢ su sterilumo sglygy uztikrinimu ir palaikymu:

- Pirmosios pagalbos tvarsciai
- Marliniai tamponai
- Marliniai tvars€iai

Nuoroda j $altinj:

Zhejiang Anji Huabu Industrial Co., Ltd.

Building 1-2, Nr. 588, Dragon King Creek Middle Road,
Dipu Street, Anji Country, Zhejiang Province, P.R. China

Date: 2019-01-07 Notifikuota jstaiga
/parasSas ir antspaudas/
Herbert Zhong
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' Solemnly inform: The use of this certificate must be
Eg '( ﬂ* {f )-ﬁ mgl'! agg: ; g m§jﬁ accompanied by the use authorization (original), otherwise, after
?}E' E' i the report is verified, the legal liability for illegal use will be
AR EAERRAE. investigated.

EC Declaration of Conformity

Manufacturer: Whose single Authorized Representative:
Zhejiang Olin Medical Supplies Co., Ltd. MedNet EC-REP GmbH,
No0.501,Tangpu Road, Dipu Street, Anji County, Borkstrasse 10, 48163 Miinster, Germany,

313300, Zhejiang, China. Tel: 025132266-61 Fax: 025132266-22

We, the manufacturer, herewith declare that the products

Plaster of Paris Bandages
Types: different size
meet the provisions of Directive 93/42/EEC which apply to them.

The medical device has been assigned to class | according to Annex IX of the Directive
93/42/EEC. It bears the mark

Conformity assessment procedure: Annex VI of Directive 93/43/EEC

This Declaration of conformity is valid in connection with the release document for the respective
batch of produced devices.

The above mentioned declaration of conformity is exclusively under the responsibility of

Company: Zhejiang Olin Medical Supplies Co., Ltd.
No.501,Tangpu Road, Dipu Street, Anji County,
313300, Zhejiang, China.

Legally binding signature, Function

Tel : 0086-572-5024672 5021947 5021888 Fax: 0086-572-5021188 Http: //www.86medical.com  E-mall:
hb@86medical.com MB%: 313300
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/vertimas | lietuviy kalba/

CE ATITIKTIES DEKLARACIJA

Gamintojas: Kurio vienintelis jgaliotas atstovas:
Zhejiang Olin Medical Supplies Co., Ltd. Mednet EC-REP GmbH,

Nr. 501, Tangpu Road, Dipu Street Borkstrasse 10, 48163 Miinster, Vokietija
Anji Country Tel.: 025132266-61 Fax: 025132266-22
313300 Zhejiang

Kinija

Mes, gamintojai, deklaruojame, kad produktai
Gipsiniai tvarsc¢iai
Tipas: skirtingi dydziai
Atitinka jiems taikomas Direktyvos 93/42/EEB nuostatas.

Medicininis prietaisas priskiriamas I klasei pagal gaminamy prietaisy grupés IX prieda. Jis Zymimas
zenklu:

CE

Atitikties vertinimo tvarka: Direktyvos 93/42/EEB VII priedas.

Si atitikties deklaracija galioja kartu su atitinkamos pagaminty prietaisy partijos isleidimo
dokumentu.

Uz mineéty atitikties deklaracijg atsakoma iSimtinai.
Imoné: Zhejiang Olin Medical Supplies Co., Ltd.

Nr. 501, Tangpu Road, Dipu Street, Anji Country
313300 Zhejiang, Kinija.

Vieta, data /Parasas/
/anspaudas/ Teisiskai privalomas parasas, funkcija




ZHEJIANG OLIN MEDICAL SUPPLIES CO., LTD.
CERTIFICATE OF ANALYSIS

Product POP BANDAGE Specifications 10cmx2.7m
Denomination 15cmx2.7m
20cmx2.7m
NO. | TestItems Technical Requirements Test AQL Test Qualified | Unqualified Test
Level Amount | Amount Result
Length:+100mm 48 48 / Qualified
4.1 Width:
ik Size 6cm / 7.5cm+2cm 48 48 o/ Qualified
10c / 12.5cm / 15cm+3mm
Neat & Non-folded, withouta
pool,
; 48 48 / Qualified
Gauze should be impregnated
with fine-dispersion gypsum
The Plaster and the Bandage
4.2 should adhere to each other 48 48 7 Qualified
s Appearance tightly. No Exfoliated
The weight of the Supported 4.0
gauze should not less than 48 48 % Qualified
24g? =3
Gauze longitude:>9root / cm
e 48 48 4 Qualified
Gauze latitude:26root / cm
Each Sqm weight of the
bandage should not be less 48 48 / >390g/m?
than 340g
Good plasticity of the bandage, 48 48 / Qualified
4.3 no massive and coarse
3. Use function The soaking time of the
bandage should be in 48 48 / Qualified
15seconds 10
The fixation time of the 2
bandage should be in 4—6 48 48 /£ 3'-5'
minutes
4.4 Calcium sulfate hemihydrates .
: 4.0 48 48 7 Qualified
chemical Content:290 %
i Richon After tightening it crumbles i
4.0 48 48 / Qualified
<1,5%
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ZHEJIANG OLIN MEDICAL SUPPLIES CO., LTD.
ANALIZES SERTIFIKATAS

Gaminio pavadinimas Specifikacijos 10cm*2.7m
20cmx2.7
Nr. | Testuojami | Techniniai reikalavimai Testo | PKL | Testy Ivertintas | Nejvertintas | Testy
pav. lygis kiekis kiekis kiekis rezultatas
Ilgis:+£100mm 48 48 7/ [vertintas
Plotis:
4.1 6cm / 7.5cm+2cm 4
i Dydis 10cm / 12.5¢cm / 48 48 3
Ivertintas
15cm+3mm
48 48 %
42
2 Agregatine
busena Gipsas ir marleé turi stipriai 4.0
vienas prie kito prilipti. 48
Neturi bti besilupanciy 48 % :
] Ivertintas
sluoksniy S—3
Sustiprintos marlés svoris
turi biiti ne mazesnis kaip 3
o 48 48 /e Ivertintas
24¢/m
Marlés ilguma:>9 cm ilgio
Mafl.és platuma:>6 cm 48 48 2 [vertintas
plo€io
Kiekvieno kvadratinio metro
binto svoris turi biiti ne >
el 48 48 7 >390g/m
3 4.3 mazesnis kaip 340g
Naudojimas | Bintas turi biiti pakankamai
lankstus ir neturéti dideliy s
ISR 48 48 / [vertintas
SiurkS§tumy
Binto permirkimo laikas turi :
S . 48 48 i Ivertintas
bati 15 sekundziy
Binto fiksavimo laikas turi - 10
A A e 48 48 /
44 Kalcio sulfato hemihidratai; :
4. Cheminis Sudétis:>90 % 4.0 a8 - 4 Ivertintas
poveikis Po sustingimo nutrupa 4.0 .
<1,5% 48 48 / [vertintas

I§vada: §is produktas yra jvertintas.
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""" SHANGHAI HESN IMP. 3 EXP. CO., LTD.

ROOM 311, NO.8-9, LANE 1500 SOUTH LIAN HUA ROAD, MINHANG DISTRICT, SHANGHALI CHINA

Relationship Letter

We Shanghai Hesn Imp. & Exp. Co., Ltd. With office address at Add:
Room 311, No. 8-9, Lane 1500 South Lian Hua Road, Minhang District,
Shanghai and Taizhou Xinkang Medical Materials Co.,Ltd. With office
address at Add: No.18,Wuzhou Road 225300,Taizhou, Jiangsu province,
China are combine company, Taizhou Xinkang Medical Materials Co.,Ltd
is our manufacturer, Shanghai Hesn Imp. & Exp. Co., Ltd. Is for trading,
we are together. e o

£ I 4. % ey
L &Ry &7 Ty B3y

310 114 fiy es BEY 28 1TTH
‘.‘” 1A ".i , i . \ 3 "n ’f}(
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/Vertimas i8 angly kalbos/
Logotipas/

SHANGHAI HESN IMP. AND EXP. CO., LTD,
ROOM 311, LANE 1500 SOUTH LIAN HUA ROAD, MINHANG DISTRICT, SHAGHAL, CHINA

Bendradarbiavimo paaiSkinimas

Mes, Shanghai Hesn Imp. And Exp. Co., Ltd, kuriy buveinés adresas yra: Room 311, No.8-9, Lane
1500 South Lian Hua Road, Minhang District, Shanghai ir Taizhou Xinkang Medical Materiais Co., Ltd, kuriy
buveinés adresas yra: No.18, Wuzhou Road 225300, Taizhou, Jiangsu provincija, Kinija esame susijungusi
jmoné, Taizhou Xinkang Medical Materials Co.,Ltd yra misy gamintoja, Shanghai Hesn imp.and Exp. Co. Ltd

yra misy prekybininkai, mes dirbame kartu.

/Paradas ir $tampas/




DAKkS CRT2 / A4 C7.17 ZM

[
<
()
b
fon
oc
(S 8]
()
L 2
o
o ]
<L
(&)
Rk
[
oc
i
(o
&
[
=L
2
b
<
=
(.
Q.
L
(&
¢
i
= (]
AT
Ao
AN
RD
4n
4
Ll
e
<
QO
e
| -
 ~ =
L
()
4
=
<
xz
e
o
(o=
(V8
N

F, /G /«/‘/ =/

Product Service

CERTIFICATE

No. Q2N 17 11 56732 019

Holder of Certificate: Taizhou Xinkang Medical Materials
Co., Ltd.

No.18, Wuzhou { South ) Road
225300 Taizhou, Jiangsu
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

tuv-sud.com/ps-cert

Scope of Certificate: Production and Distribution of
Gauze Sponges, Gauze Bandage,
Gauze Ball, Gauze Tip Applicator,
Absorbent Cotton Wool,

Zig-Zag Absorbent Cotton Wool,
Dental Cotton Rolls, Cotton Ball,
Cotton Tip Applicator, Gauze Rolls,
Gauze Pads, Surgical Towels,
Non-woven Sponges,

Emergency Blanket,

Emergency Sleeping Bag,

Sterile Triangular Bandage,

First Aid Kit, Burn Dressing,

Eye Pad, Mouth to Mouth Mask,
Dressing Kit, Wound Dressing
Distribution of Wound Plaster,
Sterile Pads, Surgical Instruments,
Patient Examination Gloves,
Medical Nursing Pads, Bandages

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

Report No.: SH1724413
Valid from: 2018-03-05
Valid until: 2021-03-04

Date, 2018-02-15 ;

Stefan Prei - P
Page 1 of 2 (( ;DAkkS

Deutsche
Akkreditierungsstelie

D-ZM-11321-01-00

4 w ®
TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80339 Miinchen - Germany TOV
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Product Service

CERTIFICATE
No. Q2N 17 11 56732 019

Applied Standard(s): ENISO 13485:2012 + AC:2012
Medical devices - Quality management systems -
Reguirements for regulatory purposes
(1SO 13485:2003 + Cor. 1:2009)
DIN EN ISO 13485:2012
Upgrade required until 2019-03-31

Facility(ies): Taizhou Xinkang Medical Materials Co., Ltd.
No.18, Wuzhou ( South ) Road, 225300 Taizhou,
Jiangsu, PEOPLE'S REPUBLIC OF CHINA

Page 2 of 2 (( }DAkkS

Deutsche
Akkreditierungsstelle
U-4M-11321-01-00
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TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80339 Miinchen - Germany TOV
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Logotipas T U V
SUD

Product Service

SERTIFIKATAS

Nr. Q2N 17 11 56732 019

Sertifikato turétojas: Taizhou Xinkang Medical Materials Co., Ltd.
18 Wuzhou (Pietiis) Kelias 225300 Taizhou, Jiangsu
KINIJOS LIAUDIES RESPUBLIKA

Sertifikato Zenklas:

Sertifikato sritis: Gamyba ir platinimas
Marlinés servetélés, marlinis tvarstis,
Marliniai apvaliis tamponai, marlés antgalis,
Sugerianti medvilné vata,
,,Zig-Zag* sugerianti medvilniné vata,
Stomotologiné vata, medvilniai apvaltis tamponai,
Apatinis aplikatorius, marlé rietimuose,
Marliniai tvarsc€iai, chirurginiai rank$luos¢iai,
Neaustinés servetéleés,
Pirmos pagalbos antklode,
Pirmos pagalbos miegmaisis,
Sterilus trikampis tvarstis,
Pirmosios pagalbos rinkinys, nudegimo tvarsciai
Akiy pagalvele, dirptinio kvépavimo kauke,
TvarscCiy rinkinys, Zaizdy tvarsciai
Gipsiniai tvars¢iai ,
Sterilts paklotai, chirurginiai instrumentai,
Paciento apziliros pirstinés,
Medicininés slaugos pagalvélés, tvarsciai

Sertifikavimo jstaiga TUV SUD Product Service GmbH pazymi, kad auks¢iau jvardintas gamintojas jdiegé
kokybés uztikrinimo sistemg gamyboje ( iSskyrus 7.3 punkt) , kuris atitinka reikalavimus i§ iSvardyty
standartg (-us). Ziurekite pastabas antroje puséje.

Protokolo Nr. SH1724413

Galioja nuo: 2018-03-05

Galioja iki: 2021-03-04
/Parasas/

Haris-Heiner Junker
Data: 2018-02-15

Puslapis 1 i85 2

TUV
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Sertifikatas Logotipas TUV/SUD
Nr. Q2N 17 11 56732019

Atitinka standartus: EN ISO 13485:2012 + AC : 2012
Medicinos direktyva — Kokybés vadymo sistemos —
reikalavimams norminiams tikslams
(ISO 13485:2003 + Cor. 1:2009)
DIN EN ISO 13485:2012
Papildytas ir atnaujintas 2019-03-31

Iranga, infrastruktira: Taizhou Xinkang Medical Materials Co., Ltd.
18 Wuzhou (South) Road 225300 Taizhou, Jiangsu
KINIJOS LIAUDIES RESPUBLIKA

Puslapis 2 i§ 2
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SHANGHAI HESN IMP. &EXP.CO.,LTD

Product examination report

C dit NON STERILE MEDICAL GAUZE IN ROLLS AND BANDAGES
i
ommeCY 1 40°5/21,40°/26X18MESH
90CMX1000M
90CMX100M
90CMX50M
Specification 90CMX30M Batch Quantity 1S0ROLLS
90CMX20M
90CMX10M
14CMX7M/10CMX5M
TEST AMOUNT 10ROLLS TEST STANDARD BP-2003
TESTING ITEM & CONCLUSION
TESTING ITEM STANDARD | RESULT TESTING ITEM STANDARD | RESULT
: 125+£5%12045 . : :
1 Density Measureup | 8 Fecula dextrin nothing Qualified
/10CM
2 Cotton firber | 100%cotton | Measureup | 9 Acid & alkali litmus less | Measure up
Mass per ; : :
5 36g/m* Measure up | 10 Exterior active nothing Measure up
square metre
4 Width 90cm+lcm | Measureup | 11 Sulfate powder <0.4% 0.216%
; 0 = Dryness loose
5 White degree =>80A ]3A 12 ; <8% 6.952%
weight
6 Return yellow EEA 2.4A° 13 Soluble in anther <0.5% 0.33%
Absorbent : ;
7 = < 10sec 1.2sec 14 impurity <0.5% 0.298%
ability
Conclusion:
General Assess:qulification(\ ) disqualification( )
Quality Manager: Ji Hua Tao Test Man:Yulan Chen

J:FEWI"‘"‘?"‘?‘* NARAH
ANGHAT HESY Lt & PO {1 (0.LID




/vertimas i§ angly kalbos/

SHANGHAI HESN IMP. & EXP.CO.,LTD

=

Protokolo tikrinimo ataskaita

S /,// !

ww

Preké NES® LI MEDICINI 4
40°S/21, 40°S/26x18 tankis
Specifikacija 90 cm x 1000 m Pakuotés kiekis 150 ritinéliy
90 cm x 100m | — 220l o/
A8 -4, v,
90 cm x 30 m
g
'/J/’»'Z,o/
90 cmx 10 m
‘§/10 cmxS5Sm ~- \jf,,,/f,g/
Bandymo kiekis 10 ritinéliy Bandymo BP-2003
standartai
Bandymo objektas ir isvados
Bandymo Standartas Rezultatas Bandymo Standartas | Rezultatas
objektas objektas
1 Atitinka | 8 Fecula Néra Tinkamas
dekstrinas
2 Atitinka | 9 | Rugstingumas Mazai Atitinka
ir Sarmo
Sarmingumas
3 Atitinka | 10 [Sorinis Néra Atitinka
aktyvumas
7 Z e,
g iti 1f:
4 ﬂ Atitinka | 11 ST.I afo. o a daees
milteliai
5 " 12 Svorio
ﬁ}, sumazejimas <8% 6.952%
i8dZiovinus
; 13 Ti
6 | Gelsvumas S . 1rpun.1as e s
eteryje
7%k 1.2 14 | PriemaiSos =
= <0.5% 0.298%
sekundziy

I8vados:

Bendras jvertinimas: Kvalifikacija atitinka (V) kvalifikacijos neatitinka (..)
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ZERTIFIKAT & CERTIFICATE ¢

* * *** Benannt durch/Designated by

* Zentralstelle der Lander

far Gesundheitssch
* HRE * " memicen uno
* " ** Medizinprodukten
* 4Kk ZLG-BS-244.10.08

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 0018 Rev. 00

www.zlg.de

Product Service

Manufacturer Changzhou Hualian Health

Dressing Co., Ltd.

No.55 Yuejin Road, Zouqu Town
213144 Changzhou

PEOPLE'S REPUBLIC OF CHINA

EC-Representative: Shanghai International Holding Corp. GmbH (Europe)
Eiffestrale 80, 20537 Hamburg, GERMANY

Product First-Aid-Kit, Sterile Plaster, Liquid Transfusion
Category(ies): Plaster, Adhesive Dressing

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. See also notes overleaf.

Report No.: SH1814917
Valid from: 2018-10-29
Valid until: 2022-09-17

Date, 2018-10-29 / / =3

Stefan Preil}

Page 1 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH + Certification Body « Ridlerstrale 65 » 80339 Munich * Germany TUV®




THRS U

* * *** Benannt durch/Designated by

* Zentraistelle der Lander
. ‘ fiir G dheitsschutz

* _‘_-;;_.“ * ‘:)rei ::::eimei'ttesl; :nd
x " *‘k Medizinprodukten

* ok ZLG-BS-244.10.08

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 0018 Rev. 00

www.zlg.de

Product Service

Facility(ies): Changzhou Hualian Health Dressing Co., Ltd.
No.55 Yuejin Road, Zouqu Town, 213144
Changzhou, PEOPLE'S REPUBLIC OF CHINA

Changzhou Hualian Medical Devices Co., Ltd.

The A14 standard factory building , in wujin
comprehensive bonded zone, No.66, Yanghu road,
Wujin District, 213164 Changzhou City, Jiangsu
Province, PEOPLE'S REPUBLIC OF CHINA

Jiangsu Excellence Medical Supplies Co., Ltd.
Zouqu Industrial Zone, Zouqu Town, 213144
Changzhou City, Jiangsu Province, PEOPLE'S
REPUBLIC OF CHINA

A4 | 07.17

TUV S
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ZERTIFIKAT ‘0 CERTIFICATE & &

Page 2 of 2
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

EB sertifikatas
Produkto kokybes patvirtinimas

Direktyva 93/42/EEB medicinos prietaisams (MDD), V priedas
(I sterilumo klaseés sglygas atitinkantys prietaisai, sterilizavimo sistemos arba proceddriniai paketai)

Nr. G2S 045222 0018 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 pleistras, Skystas kraujo
kategorija perpylimo pleistras, Priklijuojamas zaizdos tvarstis

(-os):

Sertifikavimo jstaiga ,TUV SUD Product Service GmbH" pareiskia, kad auk$¢iau paminétas gamintojas
yra jdieges gamyboje kokybés uztikrinimo sistema, laikantis MDD V priedo reikalavimy. Si kokybés
uztikrinimo sistema apima tas gamybos sritis, kurios yra susijusios su atitinkamy prietaisy (prietaisy
kategorijy) sterilumo sglygy uztikrinimu ir palaikymu bei atitinka Sios direktyvos reikalavimus. Tai yra
periodiskai tikrinamas subjektas. Taip pat ziurékite pastabas kitoje lapo puséje.

Ataskaitos Nr.: SH1814917

Galioja nuo: 2018-10-29

Galioja iki: 2022-09-17
/parasas/

Data: 2018-10-29 Stefan Preib

,TUV SUD Product Service GmbH" yra sertifikavimo jstaiga, kuriai suteiktas identifikavimo Nr. 0123
1 puslapis i$ 2

TUV SUD Product Service GmbH * Sertifikavimo jstaiga * Ridlerstrasse 65 * 80339 Miunchenas * Vokietija
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Produkty tarnyba

EB sertifikatas
Produkto kokybés patvirtinimas

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

Nr. G2S 045222 0018 Rev. 00

Gamybos Changzhou Hualian Health Dressing CO. LTD
vieta (-0s): Nr.55 Yuejin kelias, Zouqu rajonas
213144 Changzhou

KINIJOS LIAUDIES RESPUBLIKA

Jiangsu Excellence Medical Supplies CO. LTD
Nr.55 Yuejin kelias, Zouqu rajonas

213144 Changzhou miestas, Jiangsu provincija
KINIJOS LIAUDIES RESPUBLIKA

Changzhou Hualian Medical Devices CO. LTD

4 aukstas, Standartiniy gaminiy gamykla, Wujin eksporto gamybos zona,
Nr.66 Yanghu kelias, Wujin,

213164 Changzhou miestas, Jiangsu provincija

KINIJOS LIAUDIES RESPUBLIKA
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,TUV SUD Product Service GmbH* yra sertifikavimo jstaiga, kuriai suteiktas identifikavimo Nr. 0123.

2 puslapis i$ 2

ZERTIFIKAT @ CERTIFICATE &

TUV SUD Product Service GmbH * Sertifikavimo staiga * Ridlerstrasse 65 * 80339 Miunchenas * Vokietija
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CHANGZHOU HUALIAN HEALTH DRESSING CO. LTD

Add: No.55 Yuejin Road, Zouqu, Changzhou, China P.C. 213144

CERTIFICATE OF QUALITY ANALYSIS

HL/QR8.2.4-027C No.:
Spun-laced
ft T f Water-based | Batch No.
Basic - ype-o e e Batch No. -
) non-woven, Adhesive polyacrylate of 180108 i
material style ; : of sterility
polyester plaster adhesives production
based
10mx2,5cm; 10mx5cm : nti
Type and Quantity of 19Cartons Quattity
o 10mx10cm; 10mx15cm RN 18300Pcs of 32Pes
ification
o 10mx20cm; 10mx30cm 0 samples
Name of the | Adhesive wound = ; .
Sl dressing in roll Date of examination 2018.01.16 Examiner | Fan Lihua
Items to : : - The results of Individual
No. : Technical quality requirement e :
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 without oil, graduated every 1 cm;
3.Without rosin, latex - free;
: : . Measure
1 | The surface 4.Elastic, easy to glue, good fixing properties, After Measure up
gluing the material, no adhesive residue remains up
on the skin;
5.Porous, breathable;
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 : e 4.77N/cm
peeling strength | Acrylic acid glue of not less than 2.0N/cm. up
Containi f
4 sl Adhesive plaster is not lower than 25g/mz. 29.8g/m’ Meamure
plaster up
Cli
5 mg. > No more than 2.5mm 0.2mm Mganye
continuation up
6 The remainder The remainder of Epoxy Ethane should be less 0.55ug/ Measure
of Epoxy Ethane | than 10ug/g. e up
1.The outer packing box must be clean and
undamaged, and the writing on it must be clear.
Sl e 2.The quantity in cans and boxes should be M Measure
P B correct. The batch number and the package of the sl 4 up
product must be the same.
3.The seal must be tight, with trace number.
8 | Otheritems / / /
Conclusion: Passed. D oo

o
People in charge of the examination: \-‘V ; Date: 2018.01.16




CHANGZHOU HUALIAN HEALTH DRESSING CO. LTD 7 7%

Adresas: Nr.55 Yuejin kelias, Zouqu, Changzhou, Kinija P.C. 213144

KOKYBES ANALIZES SERTIFIKATAS

HL/QRS8.2.4-027C Nr.:
Pagrind Pleistro
a@n " 1s Gamybos Sterilizavimo
medZiagos klijy A 180108 ¥ =
” - partijos Nr. partijos nr.
rusis tipas
== 10m x 2,5cm; {0 x Sem/ : =
Tipas ir SRS, Produkcijos 27 deéziy Pavyzdziy
h = : 10mx 15cm BE = S 32 vnt.
specifikacija y - kiekis 1350 vnt. kiekis
1 {
Produkt it vilosing
S Patikros data 2018.01.16 Tikrintojas Fan Lihua
pavadinimas | medZiaga
. e e Patikros e
Nr. | Patikros méginiai Techniniai kokybés reikalavimai - Individuali i§vada
rezultatai

1. PavirS$ius turi biiti §varus, be klijy liku¢iy ant galy;

2. Nelipni apsauginé medziagos dalis turi biiti lygi ir be
alyvos pédsaky, sugraduota kas 1 cm;

3 SRR |

1 | PavirSius 4. Elastinga, lengvai klijuojama, geros fiksacijos savybés, Atitinka Atitinka
nuklijavus medziagg nelieka klijy liku¢iy ant odos;

5. Poréta, praladi orui;

7. Nesterili.
Pagrindiniai 1.Leistina ilgio paklaida:#+3.0 mm; = s
2 =% 57 3 Atitinka Atitinka
matmenys 2.Leistina plo€io paklaida:+2.0 mm.
Atsparumas : 2 = .
p' 3 Karsto lydimo klijams ne maziau kaip 1.0 N/cm. =t
3 | atlupimui 180 S 3 = : 4.77 N/cm Atitinka
e Akrilo ruggties klijams ne maziau kaip 2.0 N/cm.
laipsniy kampu
Pleistro klijy , e : : S 2 =3
4 Kieki Pleistro klijy kiekis ne maziau kaip 25 g/m’. 29.8 g/m Atitinka
iekis
Tasumo ‘ : o
5 e Ne daugiau kaip 2.5 mm 0.2 mm Atitinka
pailgéjimas
Epoksietano i s EEeR : -
6 AR Epoksietano likuciy turi buti maziau kaip 10 pg/g. 0.55 pg/g Atitinka
liku€iy kiekis
1.Pakavimo dézes iSoré turi biiti $vari ir nepaZeista, ant jy
esantys uzraSai turi buti aiskis.
2.Kiekiai pakuotése ir dézeése turi atitikti nurodytus. Ant
7 | Pakuote produkty ir pakuo€iy esantys partijy numeriai turi buti Atitinka Atitinka
vienodi.
3.Pakuociy sandarinimo siiilés turi biti sandarios, su
jskaitomu atsekamumo numeriu.
8 | Kiti meginiai / / /

ISvada: tinkamas.

Uz bandymag atsakingi asmenys: Data: 2018-01-16




