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Flereby, we guarantee the quality and

and authorize A.Tarnosiunas enterprise

*.*,s{{*,i4
P* & EXF* C(!"3

NG DISTRICT, SHANGHAI, CHINA

LTD

TEt:0086-2L-53.0853x8 33580368 FAX:
EMAIL;hesndq@ hesn,com,cn

"21-3358030

Authori
'to: A.Tamosiunas enterprise

on Letter

l-ocated in: Marijonq str.45, [f-3StZS, ne*ezys, Lithuania

Lodated ln: No,3 Lane 688 Heng Nan Road,We, Shanghai Hesn lmp. & Exp. Co.,

Min Hang District, Shanghai, China.

We, as a manufacturer of all Gauze Tongue Depressor, Cotton products,

F'OP Bandage, Adhesive Tape, Various plafters, Personal protectlve clothes, cap,

lburniquet, Needles, Syringes, lqgic products, etc, hereby autharlze

nr.Tamosiunas enterprise to sell above

heipsrformances of the offered products

achievement of the obligations which

lssure for the respectively products the

the supplier contract.

This authorization letter is valid for 5

6HAI HESN IMP, & EXP, co., LTD
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Verification o Com liance

Certificate's
Holder:

Product:
Modrel(s):

Verification to

SHANGI{AI HESN TMPORT AND EXPORT
CO., LTP
No. 3, Lane 688 Hengnan Road, Pujiarrg Town Minhang District,
Shanghai China

Surgical Dressings
GAUZE SWAtsS, PARAFFII! GAUZE, GAUZE BANDAGES, GAUZE ROI.L,
ABDOMINAL PADS, ABSORBENT COTTON WOOL, COTTON BALLS,
coTToN BUPS, ZtG ZAG COTTON, DENTAL COTTON ROLL, ALCOHOL
SWABS, CREPE BANDAGES, CONFORMING BANDAGES PBT, SKIN
HIGH ELASTIC BANDAGES, TUBULAR BANDAGES, CERVICAL COLLI\R,
ELASTTC ADI-iES|VE BANDAGES, COLLAR CUFF, PLASTER OF pARt{i
BANDAGES, pRTHOPAED|C pADDtNG, SURGTCAL TAPES (ZtNC OXTDE
PLASTER, MIPROPORE TAPE, TRANSPORE TAPE, SILK TAPE,
DRILLED PL4STER, SPORTS TAPE, WOUND PLASTER), NON WOVEI\
|TEMS (FACE MASK, CAp, SHOE COVER, SL.EEVE COVER, |SOLAT|C)N
GC}WN, SURqICAL GOWN, COVERALL, DISPOSABLE BED
covER, NorN wovEN BAG, NON WOVEN APRON), PLAST|C ApROr\t,
PLASTIC anG, HoT WATER BAG, UNDER PAD, DENTAL BIB, BABY
WIPES

Standard:i
EN ISO 14971'.2012. EN 1SO15223-1:2012, EN tSO11135-1:2007,
EN 1041:20081, EN 1SO10993-1:2009, EN ISO 10993-5:2009,
EN ISO 10993-10:2010, ISO 14155-1:2009

I

related to:i
Directive gllqzlF:C (Medicat Devices)

Remark: This Verification of Compliance lias been issued on a voluntary basis.
Technical Construction File (TCF) is existernt for the above tisted product(s).
The TCF: satisfactorily covers the essential requirements of the above listed

ECM confirms that a

standards related to

Ente
3 - Loc.

ificqzione Macchine Srl i,i.S1.t',r7ffi-;;
di Serravalle - 40053 Valsamoggia teA&)W. g.;r
051 56 [.:l info@entecerma.it O www.enteieinia.it

EC.1 282.0A140530.SHt

141 ,* +39 051

o1")
_94t0

I

q
50
1(l0

I

rF,
(U
O

Its-
Et-
o
O

I

fllm
Eq[rl'
&u:lrliltr

I

F
$\/
sas
l-
o-
o
O

I

o+,
(U
C)

t{-.F
t-
o
O

Certification

Other reh-.vant Directives have to be
This Document is only valid for the and configuration described and in conjunction with the
TCF deteriled above. Whereas the is responsible of the certification of the product(s) and

es before placing the product(s) on the market.not exempted to perform all the necessary
The Manufacturer is also responsible of internal procluction control to ensure the
compliance wlth the essential the above nrentioned Directive(s).
This certificate can be checked for validity

Date of issue MAY 2014

Certirfication Chief Manager

www.entecerma.org

Expiry date MAY



Atitikties pat
Nr" EC. 1282.0A140530.SH

Sertifikato savininkas.

Produkto modelis:

Patikrinimas pagal

Kitq atitinkamq direktyvq laikomasi, jeij
Sis dokumentas galioja tik nurodytai ira
yra artsakingas ui produkto sertifika,
prie5 pateikiant produktq j rinkq.
Gamintojas taip pat yra atsakingas
esminius aukSdiau nurodytos direktyvc
Sio sertifikato galiojimq gitite patikrinti

lsdavimo data: 2014 m. geguZe
Vyriausias sertifikavimo vadovas
Tim Mahan (para5as)
/antspaudas/: Ente Certificazione
Maccrhine Srl

Via Ca Pella 243 - Loc.

kfinimas
lu

SHANGHAI HESN IMPORT AND
EXPORT CO,, LTD.
No. 3, Lane 688 H.engnan Road, pu j iang Towrr
Minhang District, Sanchajus, Kinija

Chirurginiai tvarsdiai
"ryAILFS SERVETELES, PARAFINO MARLE, MARLES TVARSEAI,
MARLES RITINELIS, PILVO TAMPONAI, ABSORBUOJANTI
VArA, vATos RUTUL|UKAI, vATos rAMpoNAt, zlc zAG VATA.
DANTU VATOS R|TINELIS, ALKOHOLyJE MtRKyTt TAMpONAt,
rn r piN rni rvans etnL p er E LASr N rAr ruo*re'oi, t'Jo"d
ELASTINIAI wRnsEnI, PALAIKoMIEJI rynnsOIRI,
KAKLo APYKAKLE, ELASTINIAI LIPNUS wense|a|. RNr x
I(ABINAMAS RANKOGALIS, GIPSO TVARSTIS, ORTOPEDINIS
IKLOIAS, CHTRURGTNES JUOSTOS (CtNKO OKSTDO pLEtSt-RAS,
MIKRopoR rJ J uosrA, TRAN s poRU J u osrA, St t-xo .t uos-ra,
GIPSAS SU SKYLUTEMIS, SPOITTO JUOSTA, STERILUS LIPNUS
Zevatl TVARSTIS), NEAUsINEs rueoZtnoos
(RESptRAToRtus, DANGTELtS, BATU uruSEuru, RANKovtU
n,tat$ r ltet, rzolt uoJANTr s cHRmres, c H I R u RGo cHnr_n-ins,
KOMBINEZONAS, VIENKARTINES LOVATI ESES, N EAUSTI N IS
MAtsAS, NEAUSTTNE pRtJUOSTE), pLAST|KtNE pRtJUOSTE,
pLASTtKtNts Hltnt$ns, KARSTo veruoeNs uRrSRs, pnrloier,
oDoNToLoGINES SERVETELES PACI ENTAMS, KUDIKI U
SERVETELES

standartq:
EN ISO 14971:2012, EN tSO15223-1:2012, EN tSOt 1135-1:2007,
EN 1041:2008, EN 1SO10993-1:2009, EN tSO 10993-5:2009,
EN ISO 10993-10:2010, ISO 14'155-1 :2009

ANT IV\KLO

aullSdiau

taikomos.

produkcijos kontrolg, uitikrinan6iq, kad produktai atitinka
S

Galioja iki2019 m.geg
Sertifikavimo vadovo
Viola Miller (paraSas)
/antspaudas/: Ente

Susijusi

Pastaba: $is Atitikties patikrinimas
nurorJytq produktq Technin6s
TCF tinkamai apima esminius aukSdiau standartq reikalavimus, susijusius su
Direl<tyva 93l42lEEB (Medicininiai

konfigUracijai, kartu su auk5diau nurodytu TCF. Gamirrtojas
ra atleid2iamas nuo pareigos atlikti visus b0tinus veiksmus

+39 051 6705141, +39 051 67061 wunry.entecerma.it

viding

www.entecerma.orq

di Seravalle - 40053 Valsamoggia (BO) - lT



SHANGI]AI HESN

CERTIFICAT]

M]

OF

P. & EX]P.CO.,LTI)
.ANALYSIS

Product Denor:nination POP BANDAGE Specil rcations 10cmx2.7m

75crnx2.7m

20crnx2.7m
NO. Tt:st

Itcms

Technical Requirements T

L,

St

vel

AQL Test

Amount
Qualified
Amolrnt

Unqualified Test

Result

I

4.1

Firber

Color

l.ength:+ l00rnrn

S- J

4.0

32 32 Qualified
I ClO % cotton

White

)/- JZ Qualified

2.

4."2

Appearan

CC

Nr:at & Nor-r-folded,

The Plaster should be

uniformly adhered to the

Gauze

-tz 32 ()ualified

The Plaster and the Bandage

should adhere to eaclr other

tigJrtly. No Exfoliated

32 JZ

QLrzLlified

Ttre weight of the Supported

gauze shoLrld not less than

26-2lg/t11'

32 32

Qua.lified
Gauze longitude:>9root / crn

Gauze latitude:>6root / cm 32 JZ Qua.lified

J. 4.:\

Us,e

function

Each Sqrn weight ol the

bandage should not be less than

340g
32 )Z 23909!m'

Good plasticity of the bandage,

no rnassive and coarse JI 32 Qualified
'Ihe soaking time of the

bandage should be in

[5seconds 3 Mpa 10

JZ 32 Qualified

'Ihe fixation time

barrdage should

4*-6rninutes

ol' the

be in )Z 32 3',-5',

4.

4.4.

chr:mical

function

Pa,;king

Calcium sulfate l-remihydrates

Content:>9)94

I-e,aky fbil packing

4.0 32 32 Qualified

Test Conclusion: The proclucts of batch No. I 1 0 I 2Omeet tl, e Y 'n1 8-2008

lt". u

standar<J

'hfi$I/,t*l



SHANGI]AT HESN

ANALIZES I E

& EXP.CO.,LTD

FIKATAS

Garninio peLvaclinimas Gipso tipo bintas Specifikacilos; lOcrnx2.7m

15cnx2.7m

20cnx2.'7m
Numeris Tesrtuojarni

pa!.

I'echniniai reikalavimai festr

ygis

PKL Testq

kiekis
lvertintas
kiekis

Nelvertintas

kiekis

Testq

rezultatas

i

4.1

PluoStas

Spalva

Ilgis:+100rnm

4.0

32 32 lvertintas
100% medvilne

Eialta

32 )Z

I vertintas

2.

4.2

Agregatine

btrsena

Svarus ir nerauk5ldtas,

I'nt marlds turi bDti vienodai

lipinamas gipsas 32 )z lvertintas

Ciipsas ir marl6 turi stipriai

vienas prie kito prilipti. Neturi

briti besilupane iq sluoksniq

32 )Z

lvertintas
Sustiprintos rnarles svoris turi

blrti ne maZesnis kaip 26-27g/m' 32 5t

lvertintas
Marles ilguma:>9 crr ilg;io

Marles platurna:>6 crr plodio J ^!. 32

lvertintas

3. 4.3

Nar"rdojimas

K.iekvieno kvadratinio metro

binto svoris turi buti ne

maZesnis kaip340g

)Z -tz >390s1m"

Bintas turi bUti pakankarnai

IaLnkstus ir neturdti dideliq

SiLrrk5tLunq

32 32 lvertintas

Binto permirkimo laikas turi

bi-rti lSsekundZiq 3 Mpa

t0

-)z 32 lverlintas
Binto fiksavimo laikas gali bDti

4--6minutes 32 )Z 3',-5'.

4.

4.4

Chernine

siuddtis

Pakruotd

I(alcio sulfato hernihidratai

(g;ipsas)

Sr.rdetis:>90 %

Sandari plastiko

4.0 -tz J.1_ lru ertintas

'ler;to iSvadzL: Nr.110120 partijos garninys atitinka YYIT1ll8 204 I standafto keliamus reikala.vimus.
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ITH'
'HAI{CHAIHI'NWJ, fls. ft

lmmersion water temperature of 20 C.
4.Can be carefully subjected to weight bearing
after 30 minutes.
S.Very low plaster loss.
6.When completely hardened have high strength at
low bandage consumption.
Indications
1. lmmobllization of all types of fractures.
2.lmmobilization of diseased bones and joints,
3.Correction of deformities.
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3t ,fif H# BAND,qGE PRODUCTS

1BD3013 ZiHfrf ffi Plaster of Paris Bandagg
Description
Fast settingt)laster of Paris bandages, with
extremely short immersion time.
Features
Consists of plain-weave gauze fabric coated Wlth
blend of alpha and beta calcium sulphate cryFtals,
spooled on round perforated plastic core.
Benefits 

I

l.lmmersion time 2 to8seconds only. 
i

2.Excellent rnoulding ability. I

3.lnitialsetting time within 3 to 5 minutes, at I

I

Remark: Difl'erent size are available according to
customer's request

1 8D3014 E'B;it'B Orthopaedic Padding
t)rthopaedic Padding is a synthetic, protectivd
orthopaedic, that blends excellent conformability and
good cushioning, with a water-shedding abitit! that
rvill keep the patients skin dry. The padding tears
quickly an<l erasily around awkward contours, I

rninimising p,atient trauma and enhancing easie of
application fclr the clinical user. I

Features: 
i

'1. Highly conformable
12. Easily tearable
l). High soft i

4. Feathers out ,

{j. Low moisture absorbency

i

lndications
'1. Orthopaeclic padding, compatible with alt casting

thermoplastics
il. The conservative management of soft tissue
injuries, fractures and orthopaedic conditions

Scm x2.7m I sz x s3 x 26 240 16t114

7.Scm x2.7m I 5Z x 33 x 36 240 22t2:O

1ocm x2.7m | 57 x33x24 120 16114

15cm x2.7m I sz x s3 x3+ 124 23t21

20cm x2.7m I sl x 33 x24 60 rchA
Scm x3.6m I 40 x 38 x26 144. 12t10.5

7.5cm x3.6m | +O x ea xSO 144 17 t15,5

1Ocm x3.6m | +Ox3axz+ 72 12t10.5

15cm x3.6m I +0 x a8 xe4 72 17 t16.5

20cmx3.6m I q0x38xzq Jb 12110.5

Size MIiAS (cm) PCSICTN Bht/N.w
5cm x 2.7m 63 x3B x 63 720 9.8/2.8

7$cm x 2.7m 63 x3B x 63 480 9.8/2.8

1Ocm x 2,7m 63 x 38x 63 360 9.8/7.8

15cm x 2.7m 63 x 38x 63 240 9.gfi.8
20cm x 2.7m 63 x 3Bx 63 180 9.8/'z 8

'i.Tamoiiino
Lmow 

-
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SHANGHAI HESN

CERTIFIC

M P. & EXP. CO., UrD

OF ANALYSIS

COMTMORDITY STERILE SURGICz LTAPE S'TANDART

Scm x 7 cm,
9cm x 1Ocm,

9cm x 15cm,
9cm x 20cm,
9cm x 25cm,
9cm x 30cmo
9cm x 35cm.

'l'ested according to the medical deparlment in n standards under absorbent cotton item

TEST ITEM R ioI IRENIENT CONCLTJSION

FABIUC MADE OI NC NWOVEN FABRIC CONFIRM

VISCOSIl'Y SYNTHETI ]R JBBER ADCHESIVE CONFIRM

ALLERGENICITY HY ,OA LLERGENIC CONFIRM

INTER]]ACF] RE,ATI_IABI-E CONFIRM

APPEARANCE WITH \BSIORBING SWAB CONFIRM

FIEACTION AITTER USING NO RUBB RI DHESIVE ON SKIN CONFIRM

RIISLJLTS: THISi PRODUCT IS QUALIFIED



SHANGHAI HES

ANALIZ

PREKE

Testuota remia ntis m edici nos skyria us i nspekci

standartais

apsorbuojandiq tvarsdiq punktui taikomais

lMP. & EXP. CO., LTD

SERTIFIKATAS

5cm x 7 cm,
9cm x 10cm,
9cm x 15cm,
9cm x 20cm,
9cm x 25cm,
9cm x 30cm,
9cm x 35cm.

ESTAVIMO PUNKTAS

MEDZIAGA

ISVADA

ATITINKA

ATITINKA

ATITINKA

ATITINKA

ATITINKA

ATITINKAFIEAKCIJA PA.NAUDOJUS

REZULTATAS:

5rs cnvrruvs IvENTTNTAS

STERITUS CHIRURGINIS STANDARTAS

EIKALAVIMAS

neaustin6s mediiagos

LIPN U MAS Sintetinio udiukrc klijai

ALERGIJA

ISVAIZDA

Pralaidus o

Su sugeria iu tamponu

Nera klijq I



SHANGHAI HES

Product e

IN

inr

P. &EXP.CO.TLTD

tion report

Commoditv GAUZE,IN ROLLS AND
GAUZE IN ROLLS AND

AN
AN

DAGES .32"SI28X24MESH
DAGES - 4O"S/28X24MESH

( Steri leAllon- steri 1e)

(SterileNon-Sterile)

Specification

90cmx 1000m 7cmx
90cm x 100m 7cm x
90cmx lOm 10cm
90cmx 5m l4cm

m
0m
5m
7m

Batch Quantity 150 PCS

TESTAIVIOUNT IOROI,LS TEST STANDARD BP-2003

TEST]NG ITEI\ & CONCLUSION

TES'I]INCi ITEM STANDARD RES LT TESTING II'EM STA \DARD REISIJLT

1 Density
125+5x 120+5/l0ct\4
ll0+5x1t0+5/1OcM

Measr
Measr

re up
re up

9 Fecula clextrin n hing Qualified

2 Clotton firber 100%cotton Measr re uP 10 Acid & alkali I itr:rLus less Measure up

4
Mass per

s,qLtare rnetre
32glm2
30gim' Measr :eu t2 Exterior active nothing Measure up

5 Width 90cmt l ctn Measr 'e ut l3 SLrlfate powder <0.4% 0.21t5%

6 V/hite degree >80A' 832 14
Drynes:; loose

weight <8% 6.95?-%

1 Rr:turn yellow <s A' 2.4, t5 Soluble in
anther <0.s% 0"33%

8
,{bsorbent

ability { 1 0sec 1.2: )c 16 irnpLrrity <0.s% 0.291t%

Conclusion:

General Assess:c rlification(rl) disqualification( )

Quality Manager: Ji Hua Tao Test Man:Yulan
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/vertimas i5 anglq kalbos/

SHANGHAI HESN I

ANALIZES SERTIFIKz A

& EXP.CO.,LTD

Preke \4ARLE RULONUOSE IR M
\4ARLE RULONUOSE IR M,

RT INIS BINTAS 32" 5 128x24 ta rki s ( Steri I Us/ncsIer.i I Is)
rkis (.Steri I us/nqsleri I Ds )'Rl INIS BINTAS 40"S/28x1

Specifikacija 000m
00m
0m
m

7ct

7ct

10

14,

rx5
rx1

mx
mx

n

)m
im
tnl

Pakuotds kiekis 50 vnt.

Bandymo trriekis 10 ritiniq bandymo
standartai

BP-2003

Bandymo ot (JI\. rs ir i5vados

Bandymo otrjektas Standartas Re; ultatas Bandymo
objektas

landartas Rezultatas

1 Tankumas 125+5* I 20+5/l 0CM

lt0+5xlt0+5/loctM
A

A

tinka

tinka

9 Fecula
dekstrinas

Nera 'finkrzmas

2 Medrzilnes
pluoStas

100% rnedvilne A tinka 10 Rrig5tingumas
ir

Sarmingurnzrs

ll4alai
Sarmo

Atitir*a

4 PzLvirSiaus

tankis
32glm2

30g/rn'?

A1 tinka 12 ISorinis
aktyvumas

Nera Atitinka

5 Plotis 90cm+ l crn A1 tinka 13 Sulfato
rnilteliai <0.4% 0.216%

6 Baltumo
laiprsnis

>BOA. 8 A I4 Svorio
sumaZe.jimas
iSdZiovinus

<8% 6.952%

7 Gelsvumas <s A' 2.
15 T'irpurnas

eteryje
<0.s% 0.33%

8 Sugeriamumas ( l0 sekundZiLl

rek

,)

LndZiq

t6 PriemaiSos
<0.s% 0.298%

ISvados:

Bendras ivertininras: Kvalifikacija atitinka (v) kva ifikacijos neatitinka (..)

@*\'/A.Tamoiiira'i
imoni a)<t

A.Tamoiiri,nhs I /

Wffi{io"4

/ParaSal

/#fl(fi

si
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antspaudas/

tlyt,
\T[
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1 .DISPOSABLE: tvlEDlCl\L PRCDUCTS; - )ft l'Sffi frt #
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tfrri=t'f,Eil -, MEDTC
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2()R7001

iRjitjH ldentification Bracetet

il&iif Disposable Cervicat Scraper

EE+E
Wooden Tongue Depressor non sterile or sterile

I

fi.*W. Medicirre Tablet Bag EfH* Disposable Umbiticat Cord Ctamp

--rt,lt,i. rB Bffi ft Disposabte ECG Etectroc e

I


