
EC DECLARATION OF CONFORMITY
Doc. No.: IDN – 200103AB

Manufacturer:
Name: Anji SPENQ Industrial Co., Ltd.
Address: F16, Building C, Anji Chamber of Commerce Mansion, No. 99 Tianhuangping South 
Road, 313300 Anji County, Zhejiang Province, People’s Republic of China
Tel: 0086-572-5882801   Fax: 0086-572-5676519

EC-Representative:
Name: SUNGO Europe B. V.
Address: Olympisch Stadion 24, 1076DE Amsterdam, The Netherlands

Manufacturing Sites:
F16, Building C, Anji Chamber of Commerce Mansion, No. 99 Tianhuangping South Road, 
313300 Anji County, Zhejiang Province, People’s Republic of China 

Product Names:  First  Aid Bandage,  High Elastic  Bandage,  Elastic  Adhesive Bandage,  Cotton
Crepe Bandage,  Ideal  Bandage,  Gauze Bandage,  Plaster  of  Paris  Bandage,  Medical  Bandage,
Orthopaedic  Casting  Tape,  Orthopaedic  Padding,  Cohesive  Bandage,  Tubular  Net  Bandage,
Stockinet Bandage, Triangular Bandage, Zinc Oxide Tape, Silk Tape, Non-woven Tape, PE Tape,
Medical  Tape,  Non-  woven  Wound  Dressing  Tape,  PU  Wound  Dressing  Tape,  Waterproof
Adhesive Tape, Absorbent Underpad, Absorbent Cotton Wool, Cotton Ball, Dental Cotton Ball,
Cotton Bud, Gauze Roll, Gauze Swab, Colostomy Bag, Urostomy Bag, Non-woven Swab, Nurse
Cap, Doctor Cap, Mob Cap, Hospital Bed Sheet, Medical Face Mask, Anaesthesia Mask, Uzi Gel,
Shoe Cover, Dental Bib, Urine Container, Stool Container, Pipettes, Pipette Tips, Slide for Blood
Test,  Test  Tubes,  Adult  Diaper,  Isolation  Gown,  Dental  Set,  Sterilization  Strip,  Smoothbore
Corrugated Breathing Circuit, Petri Dish, PE Gloves, Heat and Moisture Exchange Filter, Holder
for  Blood  Collection  Needle,  Extension  Tube,  Blood  Lancet  Device,  Plastic  Forcep,  ECG
Electrode, Coverall, Face Shield, Urine Bag for Men.

Classification of products: I NON-STERILE according to Annex IX of the Directive 93/42/EEC. 
The products bear the mark 

Compliance of the designated product with the Directive 93/42/EEC has been assessed and certified
following the procedure relating to the EC Declaration of Conformity set out in Annex VII of 
Directive 93/42/EEC (Self-Certification).
The above-mentioned declaration of conformity is exclusive under the responsibility of 

Anji SPENQ Industrial Co. Ltd.

Declaration person: Li Wenhu
Position: General Manager
Place: Anji City, China
Signature of issue person: 
Date: January 23, 2020

Anji SPENQ Industrial Co., Ltd.
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Manufacturer:
Name: Anji SPENQ Indusr al Co.. Ltd.
Address: F16, Building C, Anji Chamber of Commerce Mansion, No. 99 Tianhuangping South
Road, 313300 Anji County, Zhejiang Province, people,s Republic ofChina
Tel: 0086-572-5882801 Fax: 0086-572-5676519

EC-Representativei
Name: SUNGO Europe B. V.
Address: Olympisch Stadion 24, l076DE Amsterdam. The Netherlands

Manufacturing Sites:
Fl6, Building C, Anji Chamber of Commerce Mansion, No. 99 Tianhuargping South Road,
313300 Anji County, Zhejiang province, people,s Republic ofChina

Product Names: Capsicum Plaster

Classilication ofproducts: I NON-STERILE according to Annex IX of the Directive 93/42IEEC.
The products bear the mark

C(
compliance of the designated product with the Direclive 93/42/EEC has been assessed and certified
by the Notified tsody

lollowing the proccdure relatirg to thc EC Declar-ation of Conlor-miIy set out ir Annex VII of
Dircctive 93/42IEEC (Self:Cerlitication).
The above mentioned declaration oI confotmity is cxclusive under the responsibility of

Anji SpIINe Industrial Co. Ltd.

TUV SUD Product Servicc cmbH (ID: 0123)
RidlerstraBe 65, 80339 Mtnchen, Gel'I any
Cc ificate No.: Q6 080946 0012 Rcv.0l

Issue date: 24.11.2019
Expiry dale: 23.1 1.2022

mgstat&8fiffiN\Fl
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Anji SPENQ tndustrial Co., Ltd.
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Dcclaration persor: Lj Wenhu
Position: Gencral Manager
Placer Anji City, China
Signaturc ol issue person:
Dater Augusr 01, 2022

EC DECLARATION OF CONFORMITY
Doc, No.: IDN - 220801AE



Declaration of Conformity 

Manufacturer: 
Name: Anji SPENQ Industrial Co., Ltd. 
Address: F16, Building C, Anji Chamber of Commerce Mansion, No. 99 Tianhuangping South Road, 
313300 Anji County, Zhejiang Province, People’s Republic of China 
Tel: 0086-572-5882801   Fax: 0086-572-5676519 
EC-Representative: 

Name: SUNGO Europe B. V. 
Address: Olympisch Stadion 24, 1076DE Amsterdam, The Netherlands 

Manufacturing Sites: 
F16, Building C, Anji Chamber of Commerce Mansion, No. 99 Tianhuangping South Road, 313300 Anji 
County, Zhejiang Province, People’s Republic of China  

Product Names: Disposable Vaginal Speculums, Disposable Colostomy Bags, Disposable Vaginal 
Irrigation Sets, Urine Bags, Umbilical Cord Clamps, Sterile Latex Examination Gloves, Wound Plasters, 
Liquid Transfusion Plasters, Adhesive Wound Dressings, First-Aid Kits, Sterile Gauze Sponges, Rectal 
Tubes, Skin Closure Strips, Surgical Drapes, Sterile Surgical Gown, Absorbent Cotton Rolls, Absorbent 
Cotton Balls, Absorbent Cotton Pads, Eye Pad, Abdominal Pads, Non-woven Swabs, Lab Sponges, Gauze 
Roll 

Classification of products: I STERILE  
CE Conformity Assessment Route: MDD 93/42/EEC Annex V.3 
We hereby declare: 

The above-mentioned CE-marked products comply with medical device directives and standards, and meet 
the intended use; all supporting documents are proved by manufacturer and notified body, and the 
authenticity is committed. 

Directive 

Applicable directives: Medical Device Directives – MDD 93/42/EEC (14.06.1993). 
Standards: All applicable EU-harmonized standards. 
Certification body: TUV SUD Product Service GmbH certifies the quality management system of our 
company. 
Identification number: CE0123 
EC Certification No.: G2S 080946 0010 Rev. 03 
Expiry date of CE Certificate: 2024-05-26 
The distribution of first CE-marked products: 
Location: F16, Building C, Anji Chamber of Commerce Mansion, No. 99 Tianhuangping South Road, 
313300 Anji County, Zhejiang Province, People’s Republic of China 
 
Declaration person: Li Wenhu 
Position: General Manager 
Place: Anji City, China 
Signature of issue person:  
Date: February 25, 2021 
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EU DECLARATION OF CONFORMITY

Company name

Adress

: HIRA PAMUK PLASTIK KOZMETIK TEMIZLIK SANAYIVE
TiCARET LIMITED $lRKETi

: Erkenez Mh. Mustafa Yllmaz Cd. No: 3/A Dulkadlroglu
KAHRAMANMARA$ TURKIYE

We declare lhat we arc the manufacturer of the devices listed below and that the devices comply

with the Medical Device Regulation (EU)2A17fi45 (MDR) and meet all relevant requirements

within the MDR

Conformiiy Assessment Route: Annex-lV Declaration of Conformity (Annex ll & Annex lll)

The products are in Class laccording lo rule 1, 5 in

Basrc UDI-Dl : 8682139495HZP07HQ

This Declaration of Conformity has been of the manufacturer.

Name and

Brand name Name of the product

Bambino Cotton Hvdrophilic Roll Cotton 100 gr

Bambino Cotton Hvdrophilic Ziqzag Coiton 100 gr

Bambino Cotton Hydrophilic Zigzag Cotton 200 gr

Bambino Cotton Hydrophilic Zigzag Cotton 250 gr

Bambino Cotton l{ycirophilic Zigzag Cotton 500 gr

Bambino Cotton Hydrophilic RollCotton 500 gr

Bambino Cotton l-tydrophilic Roll Cotton'1 000 gr

Bambino Cotton Hydrophilic Zigzag Cotton 50 gr

Bambino Cotton l"lydrophilic Zigzag Cotton 100 gr

Bambino Cotton llydrophilic Zigzag Cotton ?00 gr

Bambino Cotton Hydrophilic Zigzag Cotton 250 gr

Bambino Cotton Hydrophilic Zigzag Cotton 500 gr

Bambino Cotton Hyclrophilic Roll Cotton 100

Eambino Cotton Hydrophilic Roll Cotton 500

Bambino Cotton Hydrophilic Roll Cotton 1000

Bambino Cotton llydrophilic Zigeag Cotton 50 gr





Declaration of ConformitY

Manufacturer:
Name: Shaoxing Gangfeng Hospital Products Co', Ltd'

Address: Gaobu Industrial Zone,Gaobu, 312035 Shaoxing, People's Republic of China

Tel: 0086-575-88086566 Fax: 0086-575-8808171 I

E( -Representative:
Name: SLINGO EuroPe B. V.

Address : olympisch Stadion 24, 107 6DqAmsterdam, The Netherlands

Manufacturing Sites:

Gaobu Industrial zone,Gaobu, 312035 Shaoxing, People's Republic of china

Product Names: Gauze Swabs (Sponges), Gatze Balls, Steril e Gauze Bandages and Sterile Non-woven

would care products, Gauze in Roll, Gaure inzigzag,cutted Gauze,Medical Elastic Bandage, First Aid

Kits, Absorbent Cotton, Cotton Tip Applicator

Classification of products: I STERILE

CEConformityAssessmentRoute:MDDg3l4zlBBcAnnexV.3

We hereby declare:

Th.: above-mentioned cE-marked products comply with medical device directives and standards' and meet

the intended use; all supporting documents are proved by manufacturer and notified body' and the

authenticity is committed.
Directive

Applicable directives: Medical Device Directives - MDD 93l42IEEC (14'06'1993)'

Standards: All applicable EU-harmonized standards'

Certification body: TUV SUD product Service GmbH certifies the quality management system of our

company.

Identifi cation number: CE0l23

EC Certification No.: G2S 038500 0026 Rev' 00

Expiry date of CE Certificate:2024-05-26

The distribution of first CE-marked products:

Location: Gaobu Industrial zone,Gaobu, 312035 Shaoxing, People's Republic of china

Declaration Person: Michelle Tao

Position: Director .,8*0#+ *. fr & fr
Place: Gaobu CitY, Clffid
I [:il3:?: ;l?*;d'] g G m sren g 

]-',-']: :#'irr, #Date: November 11,2019 *s"tW
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EC Gertificate
Production Quality Assurance System
Directive ggt+Z,EEC on Medical Devices (MDD), Annex V

aD;;il in class I in sterile conditions, sterilised systems or procedure packs)

No. G2S 038500 0026 Rev. 00

Manufacturer

Product
Gategory(ies):

Report No.:

Valid from:
Valid until:

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned

,rnrt .irt.t has 1mflemented a quality assurance system for manufacture in accordance wjth MDD

Ann"i V. itris quality assurance system covers those aspects of manufacture concerned with

"L"rri"g "nJ 
*lintrini,ig *l*rir".dnoition" of the respeciive devices./ device categories and conforms

i" tfr" ,iqrir"ments of d,ii"Oir""tir", lt is subject to pbriodical surveillance. See aleo notes overleaf'

sH19026EXT01

2019-10-28
2024-05-26

Date, 2019-10-28

Page 1 of2
fUV SUO Product Service GmbH is Notified Body with identification no. 0123

TUV SuD Product service GmbH . Certification Body'RidlerstraBe 65' 80339 Munich ' Germany

ffi@
Product Service

Shaoxing Gangfeng HosPital
Products Co., Ltd.
Gaobu lndustrial Zone, Gaobu
312035 Shaoxing
PEOPLE'S REPUBLIC OF CHINA

Gauze Swabs (SPonges), Gauze Balls,
Gauze Bandag'ei and Non'woven Wound Care

Products (Class I Sterile), Absorbent Gauze
(Gauze in Roll, Gauze in Zigzag, Cutted Gauze),

Medical Elastic Bandage,
First Aid Kits,
Absorbent Cotton, Cotton Tip Applicators

TUV@

,l1-

CJ

lJ-

E
atr
lrJ
(J

a
o
trt

P
'lJ-

F
E
lrJ
C.)

a
l-

s
es
F
,b-
IIl
(J

a
$rlu
tn:l.lllr
{ml.lIG
RA.lllE

a
lrl
t-k,CJ

u-
F
CE
IJJ
CJ

a
l-

;
F
EE
ur
N

Certifi cation/Notifi ed BodY



ts

Fo

,J.* 
**t-

t=te rfr. .x** ***
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Zentrrlstelle der Ldnder t
fUrGesundheitsschutz .9

bei Arzneimitteln und i
Medizinprodukten I

zLG-BS-244.10.08

Product Servica

EC Certificate
Production Quality Assurance $ystem
Directive 93l42lEEC on Medical Devices (MDD), Annex V
(Devices in class I in sterile conditions, sterilised systems or procedure packs)

No. G2S 038500 0026 Rev. 00

Facility(ies): Gangfeng Hospital Products Go., Ltd.
Zone, Gaobu, 312035 Shaoxing, PEOPLE S

OF CHIM

Page2 of2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH . Certification Body . RidlerstraRe 65 . 80339 Munich . Germany
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Ukr2hermExpoffi LLG
Address:Sobornostf ave. 30-A, office 309-312, 021il, Kyiv Ukraine;
Tel./Fax: (044) 502-54-87; @aQ 45144-80;
Web: www.ufe.eom.ua; E-mail: arm@ufe.com.ua

EC Declaration of Conforrnity

We, UkrPharmExport LLC, with address of Sobornostiave.30-A, office 309-312, 02154, Kyiv, Ukraine
as manufacturer hereby declare under our sole responsibility that the products listed in Annex to this
Declaration comply with the provisions of the Council Directive 93l42lEC.

The Manufacturer has designed the following authorized representative within the European Market:

Obelis s.a.
Bd, Gen6ralWahis 53
B-1030 Brussels, Belgium
Phone: 32.2.732,59.54
Fax: 32.2.732.60.03
E-mail : mail@obelis. net

The devices are Class lfollowing Rule I and 4 of Annex lX of the Council Directive 93l42lEC.

The following conformity procedure has been applied in order to affix the CE marking on the devices:

Class 1: the procedure referred to in Annex Vll

This Declaration is valid for all products bearing the CE marking placed on the European market as of
the date of signature of this Declaration.

ffi,m
Ffu*0"%



UkrHhermWpoffi LLG
Address:Sobomostiave. 30-A, office 309-312, 021il, KyiV Ukraine;
Tel./Fax: (044) s02-il-87; (OaQ 45144-80;
Web: www.ufe.com.ua; E-mail: arm@ufe,com,ua

List of Der,ices Covered b1, the f)eclaration of Conformiq'

$
Catalogue
reference
number

Commercial
Name

Generic Device

Term
Short description and intended use

GMDN
Code

Class Rule

L.

NA Rivulet
Cotton Wool
- Surgical

a bsorb e nt
medical
cotton wool
in roll

Cotton wool
roll, non-sterile

For medical manipulation and
hygienic care.
lntended for use as ready-made
dressings,
Scope - treatment and prevention
facilities and individual use, 58232 I 4

z.

NA Rivu let
Cotton Wool
- Hygienic
absorbent
medical
cotton wool
in roll

Cotton wool
roll, non-sterile s8232 I 4

3.

NA Rivu let

Cotton Wool
- Surgical

absorbent
medical
cotton wool
in zigzag tape Cotton pleats 58234 I

4.

NA Rivu let
Cotton Wool
- Hygienic

absorbent
medical
cotton wool
in ziszas tape Cotton pleats 58234 I 4

5.

NA Rivu let
Cotton Wool
- Surgical

absorbent
medical
cotton wool
in perforated
ta pe

Cotton wool
roll, non-sterile 58?32 I 4

6.

NA

{\
d!
:i

Cotton wool
'rioll, non-sterile s8232 I 4

CU R,\:t=,":r';-



UkrWnatrmHxpoffi LLG
Address : S oborn ostl ave. 304, offi ce 309-3 t 2, 02 I 54, Kyiv U knln e ;
Tel./Fax: (044) 502.54-6:7; (044) 45144-80;
Web : Www.ufe.com, u a; E-m all : arm @ufe, com.u a

7.

NA

Rivulet gauze

bandage -
Medical
gauze

bandaee

Woven gauze

roll, non-sterile

lntending; ready-made dressings
and for the production of surgical

dress i ngs.

Used as a fixing agent.
Structure provides high
hygroscopicity.
Scope - treatment and prevention
facilities and individual use. 48126 I t

8.

NA Rivulet -
Medical
elastic
bandage for
fixation in
ta pe

Press u re

bandage, non-
latex, non-
sterile, reusable

The fixing bandage is used for
fixing compresses, medical

bandages, dressings of all types,
cannu las, etc.

61223 I 1

9.

NA Rivulet -
Medical
elasti c

bandage in
tape short
stretch

Pressu re

bandage, non-
latex, non-
sterile, reusable

Prevention, improvement and
treatment of varicose veins, chronic
thrombophlebitis, support of joints
and soft tissues at rest after injuries
and operations.

67223 I L

10.

NA Rivulet -

Medical
elastic
bandage in
tape medium
stretch

Pressu re

bandage, non-
latex, non-
sterile, reusable 6L223 I 1_

11.

NA Rivulet -
Medical
elasti c

bandage in
tape high

stretch

Pressu re

bandage, non-
latex, non-

sterile, reusable 61223 I L

12.

NA Rivulet -

Medical
e I astic
adhesive

bandage in
tape short
stretch

Press u re

bandage, non-
latex, non-
sterile, reusable

lntended for use during
rehabilitation; sports medicine;
neu rology; pediatrics; military
medical reha bilitation.

67223 I 1

13.

NA

Rivulet -
Bandage for
fixation of
the wrist
loint

Wri,st hincler,
reusable

lntended for use as rehabilitation
period after plaster bandage
wearing or in case of ligamentous
injury along with fixation of
radiocarpal joint and thumb joint,
in case of arthrosis, arthritis etc. 43877 I 1

t4.

NAi
i.t
ir

P ressg re-

management
banda(e,
oadded

Bandage is used in fractures of
hand, sprain and in the
postoperative period.

58953 I 1

. .r 
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Ukr2hermHxpoffi LLG
Address:Sobornosti ave. 30-A, office 309-312, 021il, Kyiv, Ukraine;
Tel./Fax: (044) 502-54-87; (044) 451a4-80;
Web: www.ufe.com.ua; E-mail: arm@ufe.com.ua

15.

NA Rivulet -

Bandage

medical
prophylactic

surgica I

elastic with
edges of
rieiditv

P ressu re

bandage, non-
latex, non-

sterile, reusable

Bandage is used for
osteochondrosis, radiculitis,
landslides and hernias of
intervertebral discs jamming nerve
injures, chronic pain in the
lumbosacralspine.

61223 I 1

L5,

NA

Rivulet -

Bandage
postoperative

P ressu re

bandage, non-
latex, non-
sterile, reusable

Bandage is shown at early
immobilization after surgery for
organs of abdominal cavity including
caesarean section; prevention of
formation of postoperative hernia
the anterior abdominal wall
(muscle weakness, after large cuts);
strangulation prevention of
postoperative hernia that can be
set, linea alba hernias, umbilical
hern ias. 61223 I 1

t7.

NA

Rivulet - Knee

ioint Bandase

Knee

su p po rt/the rm a I

thera py

ba ndage

The knee joint bandage is applied
in the following pathologies:
arthritis, arthrosis, deforming
arthritis, minor injuries and

bruises. rninor damage and

sprains, synovitis, bursitis, as well as

for the prevention of injuries and
illnesses with physical exertion. lt is

used in the rehabilitation period,

after wearing a plaster cast. 56282 I 1

18.

NA

Rivulet - Knee
joint
Warming
Bandage

Knee

support/thermal
the ra py

ba ndase

A bandage is ensuring of the soft
fixing and compression of
knee-joint at traumas and damages
of copulas, at the pains in a joint
caused by arthritis, bursitis and
syn ovit is. s6282 I 1

19.

NA

I
{.r,

Rivulet -
Elastic

bandage in
the shape of
eigllfer_
fiipS6ooob):,
trffiklb\$)
ioint \

Ankle binder,
rer-rsa ble

The bandage is used is ligamentous
injury of an ankle joint and foot;
rehabilitation period after plaster
bandage wearing; prevention of
dislocation or injuries during
sporting activities; prevention of
sprains of arr ankle joint in persons

who work hard; decrease of the
loading on an ankle joint and
Achilles'tendon. 44481 I 1

20.

NA

Rivulet -

Bandage pre

/ postnatal
partum

'A[idominal

binder, reusable

)3)

The bandage is used to remove
tension in the lumbar-sacral
spine, reduces pain. Protects the
abdominal wall tissue against
excessive stretching. 47217 I I



Ukr7hermWpoffi LLG
Address:Sobomostiave. 30-A, office 309-312, 02154, KyiV Ukraine;
Tel./Fax: (044) 502-il-87; (044) 45144-80;
Web: www.ufe.com.ua; E-mail: arm@ufe.com,ua

21.

NA

Rivulet -

Bandage

Lumbar-
sacra I

Tubular support
bandage, non-
latex, reusable

The bandage is used to easy fixing
and stabilizing the lumbar spine as

well as back muscles relax and
anti-pain effect. The bandage is

used for pain in the lumbar spine of
various etiologies, osteochondrosis,
spondylolisthesis, lumbosacral
spine spondylolisthesis including
pain syndrome. Sciatica, nryositis,
bruising of the lumbar-sacral
spine. Recovering from injures and

operations on the lumbar-sacral
spine. 51552 I 1-

22.

NA

Rivulet -
Warrrring
elastic belt

Tubular support
bandage, non-
latex, reusable

The warming elastic belt is used

in the treatment and prevention
of neuritis, radiculitis, myositis.
The product reduces the pain
syndrome, removes muscle
tension, and also speeds up the
healing process. Due to the soft
support, the use of the belt has a

beneficial effect on the internal
organs and improves the blood
circu lation. 5165 2 I 1

23.

NA

Rivulet -

Posture
corrector
( recl i nator)
elastic with
stiffenins ribs

Wearable

lumbar spine
traction device

The bandage is used to the period
of rehabilitation after injuries and
operations on the thoracic spine;
damage of posture in children and

adults; spondylopathy and

osteochondropathy of the thoracic
spine; increased physical activity,
forced long stay in a static position;
nriddle and late periods of
rehabilitation after injuries and
operations on the lumbar spine. 6121-4 I I

24.

NA

Rivulet -

Postu re

corrector
(reclinator) - :'

elastic
olav.icular for, .
bhiJdrdo.,i ,

The clavicular posture corrector is
used for treatment and
rehabilitation after irrjuries and

operations on the upper thoracic
spine, clavicle. Applied with
kyphosis, kyphoscoliosis, pterygoid
scapula and juvenile

osteochondropathly, used in
osteochondrosis of the upper
thoracic spine, mild
spondylopathy, osteoporosis. 672L4 I 1

25.

NA ,,,"ot "'', llf
wea.rq6te;

to,lTEgr-#tne
:rilctl<iir device

The clavicular posture corrector is

used for treatment and
rehabilitation after injuries and
operations on the upper thoracic 6L21_4 I 1,



UkrflhermHxpoffi LLC
Address:Sobornosti ave. 30-A, office 309-31 2, 021 54, KyiV Ukraine;
Tel./Fax: (044) 502-54-87; (044) 45144-80;
Web: www.ufe.com.ua; E-mail: arm@ufe.com.ua

colla rbone spine, clavicle. Applied with
kyphosis, kyphoscoliosis, pterygoid
scapula and juvenile

osteochondropathly, used in
osteochondrosis of the upper
thoracic spine, mild
soondvlopathv. osteoporosis.
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EC Declaration of ConformitY

MANUFACTURER I Tules MedikalSAN. ve fiC, n.5,

ADDRESS : Fatih Mahallesi 1213 Sok. No.8/A Gazlemir/iZMiR

PHONE i +90232 332 11 51

FAX i +90232 332 11 51

E-MAIL : info@tulesmedikal.com,tr

BRAND LABEL I TULES

PROOUCT GROUP : Sterile Non-woven Compress

CLASSIFICATION : Class llA

ASSESSTMENT ROUTE ; MedicalDevice Directive (93142/EEC) ANNEX V

CLASSIFICATION RULE : Medical Device Directive (93142/EEC) ANNEX lX - Rule 6

GMDN ' ffi:ilH"J#1::1X1'-:*t':::::. sponse,steri,e)

We hereby declare that above mentioned products meet the provisions of the latest version of

European Medical Oevice Directive 93142/EEC. All supporting documentation is retained under the

premises of the manufacturer.

We declare that the products do not incorporate a substance of a human blood derivative, animal

originated tissues, phthalates, medicinal product, latex, radioactive materialand electromagnetic waves.

STANDARDS : TS EN ISO 13485 TS EN ISO 15223-t TS EN ISO 10993-1

TS EN ISO 14971 TS EN 1041+41 TS EN ISO 10993-5

MDD 93/42/EEC TS EN 1644-1 TS EN ISO 10993-7

MEDDEV 2.71Lrev.4 TS EN 1544-2 TS EN ISO 10993-10

MEDDEV 2.12-L rev.8

CE CERTIFICATE NO : 1817C05210502

CE CERTIFICATION DATE t 25/o5/2o21

CE CERT. VALIO UNTIL :, 26/05/2024

NOTIFIED BODY / NO I G.F.l, Health TechnoJgqy$g'tffffi{lqr6ffi

PLACE OF ISSUE I izmir / TURKiYE

DATE OF ISSUE : 25/O5/2027

AUTHORIZED PERSON : Hasan KUYUCU

TITLE I General Manager

SIGNATURE :

Yui-{s firaltxn.l
$Afi AYi verfric*xsY A.$"
r.i...:.":. j,;l ..r!ryr.-il./ !n# .

''"" :;+*ffimlr*-$P_1d1fi e oate"-23.0e 202o_REV.01_2s.os.2021
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HeoLth TechnoLog g CerL,i Ficot,ion

] :: ::

EC-CERTIFICATE
P.RO.D,U CTI O..N OUALITY AS S U RAN C E

This is to cerlifylhat the

quatity management system of

, 'r ; r 'r I

certificateNo, 1817C05210502:: ,

lssue Date, i, , 251t05t202t1

0ri ginat Approva[, 25 105 12021

variu untii 2.6loltntiz4'

References' .,, iw00l 1817 01 
..i

HTCert isa Notified Bodylaccot'ding i I 1, ....- .

to CounciI Directive 93/42lEEC concerning,

medicat.deviceswiitr,iuentiticitioil r '. i -' - 
",1

For and on behatf of HTCert

;.GE0RGE PAPP0US
Managing D:ireitor

JAC0VIDES TOWER. B1 -83 GRIVAS DIGHENIS AV CY-1 090 NlC0SlA, CYPRUS. T, +357 220 60 771. F, +357 220 60 772

info@htcert.com, www,htcert.com

HTtrerb

II :TULES MEDIKAL SANAYI' VE

TICARET ANONIM SIRKETI
FATIH MAHALLESI :1 21 3 SOKAK

35410, IZMIR, TURKEY

for man uflctur.inli and, 
iinat 

testi nE bi

Sterite and non-sterite wound care devices.
::: ," ,' . i : :.

Further detoits lre given overleiof

i

..fuUit[stherequirementsofAnnexVofCounci[Directive93illilllEc.......
;,:,,,

The uie qftCE M,qrlilng foltowed by the HTCert Notified Body identification number 2803 for the deviqes listed.on.the iertificate is hereby

authorised. The certificate remains vatid subject to satisfactory surveiltance audits, periodic or unexpected. Any significant changes in

; lpncerned with secur,ing ind maintaining sterite conditions.i For class I devices with a measuring function the certificate.covers onty the

aspects of manufacture concerned with the conformity of the products with metrologicaI requirements.

FILIPPOS KOTTIS

Cer.tification Oire.!qf 
1, i 1 I

p 112



HeoLbh,TechnoLogy Cert,iFicobion

Attachment to Certificate
No' 1B17C05210502 lssued' 2510512021

:; StaIte Hotdersiior,[imns, Ehdolr,acheaI Tubes and Tracheostomy Iijbes
. Ster,itgPhototheiapyEyEPicitector: I ," .,,,
lJnder the brond nlme "fulfr9Fi-,i.6ilFspfiD

,: ,, ;, ."'tl, l(@:WW

. ' .:,Foran,don.behatf of HTCert j

Managing Director Certification Director

lla devices,- -.-,t '

. Steri[Q,Qnd no'n-sterile Compiesses / Gauzes [ihctudin$ spohgeb, padC &

i , -sWabS)rwith and'without X-ray' i,r, , : 
i

-WovenCompresses/Gauzeswithandwithoutcotton
. ,-rwoven Abdominal Compresies / Gauzes.,with and without cotton i

- Non-woven Compresses / Gauzes, wiih and without cotton

1 .,, 
,,,Non-woyel nbdominat Compiesses / Gauzes, with and without cotton

- Woven Abdominat Compresses / Gauzes, fitted with non-woven

Under the,following brond fi0n1€s:

TULES, ROLL, MAXWELL, MEDIKAL REYONUM, MEDBAN, TUEM MEDIKAL, CANSIN PLAST.

pZl2

JACOVIDESTOWER,Sl-S3GRIVASDIcHENISAV.CY-1090,NlC0SlA CYPRUS,T:+35722060771,F,+3572206077?
info@htcert.com, www,htcert.com
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EC Certificate
Production Quality Assurance System
Directive 93|42EEA on Medical Devices (MDD), Annex V
(Devices in class I in sterile condilions, sterilised systems or procedure packs)

No. G2S 088678 0004 Rev.02

Manufacturer Taizhou Kangping
Medical Science And Technology Co., Ltd.
Building 3 No.27, Tai'an Road
Hailing lndustrial Park
225300 Taizhou, Jian gsu
PEOPLE'S REPUBLIC OF CHINA

EG-Representative' 
Mi"g#X-3#l#"n"-$rasse 8, 80807 Mrinchen, GERMANy

@
Pro&ct Sorvico

ffiffi

solution)

The Certification Body of TUV S0D Product Service GmbH declares that the aforementioned
manufacturer has implemented a quali$ assurance system for manufacture in accordance with MDD
Annex V. This quali$ assurance system covers those aspects of manufacture concerned wilh
securing and maintaining sterile conditions of the respective devices / device categories and conforms
to the requirements of this Directive. lt is subject to periodical surveillance. $ee also notes overleaf.

Product
Gategory(ies):

Report No.:

Valid from:
Valid until:

Date,

Sterile Pads (Alcohol Ewabs),
Eye Wash (Sodium chloride irrigation

sH1 8900EXT01

2019-07-12
2024.9!5'26

2o1s-07'12 Hl fr---..4
Stefan PreiR

Head of Certification/Notified Body

Page 1 of2
TW SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH'Certification Body. pi6l"rrtraBe 65 .80339 Munich . Germany
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Facility(ies):

Page2 of2
TUV $UD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH . Certification Body rp16;ur"traBe 65 '80339 Munich . Germany

Product Service

EC Certificate
Production Quality Assurance Syste m
Directive Sgl4?lEEC on Medical Devices (MDD), Annex V
(Devices in class I in sterile csnditions, sterilised systems or procedure packs)

No. G2S 088678 0004 Rev. 02

Taizhou Kangping Medical Scienee And
Technology Co., Ltd.
Building 3 No.27, Tai'an Road, Hailing lndustrial
Park, 225300 Taizhou, Jiangsu, PEOPLE'S
REPUBLIC OF CHTNA '_-...:.- r-.--
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Declaration of Conformity

Manufacturer:
. Name: Taizhou Kangping Medical Science And Technology Co., Ltd.

i,r: , ,A.ddress: Building 3 No.27, Tai'an Road Hailing Industrial Park 225300 Taizhou, Jiangsu, People's Republic

Of China

,,,, . 
T"1, 0086-523-86299168 Fax: 0086-523-86277168

't I Ec.Representative: :

Name:MedPathGmbHsse8^80807Munchen.Germanv
"r',.. Address: Mies-van-der-Rohe-Strasse 8, 80807 Munchen, Germany

', , Building 3 No.27, Tai'an Road Hailing Industrial Park 225300 Taizhou, Jiangsu, People's Republic Of China

Product Name: Alcohol Prep Pad

,. . Model: (LA-015)

'', , Classification of products: I STERILE
CE Conformity Assessment Route: MDD 93l42lEEC Annex V.3

We hereby declare:

. ,. ,The above-mentioned CE-marked products comply with medical device directives and standards, and mset

, . thc intended use; all supporting documents are proved by manufacturer and notified body, and the i

I Applicable directives: Medical Device Directives - MDD 93l42lEEC (14.06.t993).
. '' '' ' Staodards: All applicable EU-harmonized standards.

Certification body: TIrV SUD Product Service GmbH certifies the quality management system of our
company.

', Ideatificationnumber: CE0l23
', '. Efr'Certification No.: G2S 088678 0004 Rev. 02
:":' Eipiry date ofCE Certificate: 2024-05-26

',, The distribution of first CE-marked products:

,, rR6public Of China

l, ,. .,Deolaration person: Mr. Evan Gao

.'- : Position: General Manager
Flace: Taizhou, China

ff,,tf, +
$ff3T":ff:I;;:;l,;1' #nl ffffi+ rG, frW#.{ F&,e,6t

Taizhou KangPing Medical ScienreAnd Techology Co.,Lttl





 
 
 

DECLARATION OF CONFORMITY 
Doc. No.: IDN – 210421AA 

 

Anji SPENQ Industrial Co., Ltd. 
Page 1 of 1 

Manufacturer: 
Name: Anji SPENQ Industrial Co., Ltd. 
Address: F16, Building C, Anji Chamber of Commerce Mansion, No. 99 Tianhuangping South 
Road, 313300 Anji County, Zhejiang Province, People’s Republic of China 
Tel: 0086-572-5882801   Fax: 0086-572-5676519 

EC-Representative: 

Name: SUNGO Europe B. V. 
Address: Olympisch Stadion 24, 1076DE Amsterdam, The Netherlands 

Manufacturing Sites: 
F16, Building C, Anji Chamber of Commerce Mansion, No. 99 Tianhuangping South Road, 
313300 Anji County, Zhejiang Province, People’s Republic of China  

Product Names: Latex Foley Catheters, Oxygen Masks, Sterile Blood Lancets, Sterile Latex 
Surgical Gloves, Sterile Syringes for Single Use, Sterile infusion Sets for Single Use, Sterile 
intravenous Needles for Single Use, Sterile Hypodermic Needles for Single Use, Sterile Blood 
Transfusion Sets for Single Use, Nasal Oxygen Cannulas, Suction Catheters, Stomach Tubes, 
Feeding Tubes, Nelaton Catheter, Disposable Surgical Blades, Endotracheal Tubes, Laryngeal Mask, 
Reinforced Endotracheal Tube, Mucus Extractor, Tracheostomy Tube, Silicone Foley Catheter. 

Classification of products: IIa, IIb or III 
CE Conformity Assessment Route: MDD 93/42/EEC Annex V.3 

We hereby declare: 

The above-mentioned CE-marked products comply with medical device directives and standards, 
and meet the intended use; all supporting documents are proved by manufacturer and notified body, 
and the authenticity is committed. 

Directive 

Applicable directives: Medical Device Directives – MDD 93/42/EEC (14.06.1993). 
Standards: All applicable EU-harmonized standards. 
Certification body: TUV SUD Product Service GmbH certifies the quality management system of 
our company. 
Identification number: CE0123 
EC Certification No.: G2S 080946 0007 Rev. 03 
Expiry date of CE Certificate: 2024-05-26 
The distribution of first CE-marked products: 
Location: F16, Building C, Anji Chamber of Commerce Mansion, No. 99 Tianhuangping South 
Road, 313300 Anji County, Zhejiang Province, People’s Republic of China 
 
Declaration person: Li Wenhu 
Position: General Manager 
Place: Anji City, China 
Date: April 21, 2021 
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EC DECLARATION OF CONFORMITY
Doc. No.: IDN - 220801AA

Manufacturer:
Name: Anji SPENQ Industrial Co., Ltd.
Address: F16, Building C, Anji Chamber of Commerce Mansion, No. 99 Tianhuangping South
Road, 3 1 3300 Anj i County, Zhejiang Province, People's Republic of China
Tel: 0086-572-5882801 Fax: 0086-512-567 6519

EC-Representative:
Name: SUNGO Europe B. V.
Address: Olympisch Stadion 24,l0l6DE Amsterdam, The Netherlands

Manufacturing Sites:
F16, Building C, Anji Chamber of Commerce Mansion, No. 99 Tianhuangping South Road,
313300 Anji County,ZhejiangProvince, People's Republic of China

Product Names: Medical Tourniquet

Classification of products: I NON-STERILE according to Annex IX of the Directiveg3l42lEEC.
The products bear the mark

C€
Compliance of the designated product with the Directive 93l4L\EEC has been assessed and certified
by the Notifled Body

fUV SUn Product Seryice GmbH (ID: 0123)
RidlerstraBe 65, 80339 Miinchen, Germany
Certificate No.: Q6 080946 0012 Rev. 01

Issue date: 24.11.2019
Expiry date: 23 .1 I .2022

tbllowing the procedure relating to the EC Declaration of Conformity set out in Annex VII of
Directive 93 I  L|EEC (Self'-Certificarion).
The above-mentioned declaration of conformity is exclusive under the responsibility of

Anji SPENQ Industrial Co. Ltd.

Declaration person: Li Wenhu
Position: General Manager
Place: Anji City, China
Signature of issue person:

Date: August01,2022

trs#i$ silH$$*.q
&liJ i $Fil{* 1l{$ll5-Ri*L fif . LTil

,4s-t;
Anji SPENQ lndustrial Co., Ltd.

Page 1 of 1
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1.

EU DECTERATION OF CONFIRMITY

According to Regulation (EU) 2}ttl74S

Manufacturer information:
1.1 Name: TMs MEDIKAL PLAsr. URUN. sAN. vE DIs rIC. LTD. srl.
1.2 Address: Istanbul Deri osb. Mah. Alsancak sok. No: 3lATuzla/ Istanbul
The undersigned states that this EU decleration of confirmity is issued
under responsibility of TMS MEDIKAL.
Basic UDI-DI: 869886383T201791eT
Product information:
4.1 Product trade name and product code:

5. Product risk class according to annex vII, rule 1: class I
6. TMS MEDIKAL is registered in EUDAMED with actor code TR-MF-000019237
7, The undersigned declares that the products referred to in this statement are

covered by the present declaration and they are in confirmity with Regulation
(EU)20t7t74s.

Place: Tuzla / Istanbul TURI(EY
Date 30.05.2022
Name: TarrkAlp Sarr
Function: General Manager

3.

4.

T20179 Enema Set
T20174 Baby Urine Colector 100m1
T20t7s Urine Colector 100m1
T20176 Chamber Tri-FIo

REF CODE & MODEL



EC
AT UYGUNLUK BEYANI

DECLARATION OF CON FORMITY

: TMS MEDiKAL PLASTiK URUNLER SAN VE DrS TiC. LTD. STi

: istanbul Deri Osb Mah. Atsancak Sok No:3/A
Tuzla /istanbu l/TU RKIYE

: +90 zLG 504 18 67

: info@tmsmedikal.com

! MDD 93/42/EEC Trbbi Cihaz Direktifi- EK IX, Kurat 5, SINIF I
Medical Device Directive-ANNEX IX, RttLE S, CLASS I

: MDD 93142/EEC Trbbi Cihaz Direktifi-
EK V-Uretim Kalite Giivencesi

: MDD 93/42/EEC Medical Device Directive
Annex V-Production Quality Assurance System

z VAGINAL SPECULUM

EN ISO L497Lt2Ot2

EN ISO 14155:2Olt

EN 556-l:2OO

EN ISO 11

EN rSO 1099

: isrnNaul /

: TARIK ALP SARI

GENEL UUOUN
GENERAL MANAGER

04.oL.2022

i mnurgr / M A N tt F Acru RER

ADRES/ADRESS

TELIPHONE

E-Mail

SINIFLANDIRMA
CLASSIFICATION

UYGUNLUK DEGERLENDiRME

CONFORMITY ASSESMENT

UnUn ADt I pRoDUcTNAME

gEHi& DUZENLEME TARiHi
PLACE, DATE OF XSSUE

iuze,l sToNATURE

GMDN KODU/GMDN CODE

37468

dsrrlt UnUuenir, tllil'tltun KURULU rrEai cinezlAR KARARNAM Esi 93 / 421 AT igiN e rnrxli 9ARTLARA uycuN o.ou6u'u srvnr{
roeniz. Desrexlevici ruu arleelrn unrricitir.r resisl:nitoe BULUNMAKTADTR.

we nenewnn DEaLARE rHAT rHE ATTAaHED PRoDltcr Lrsr MEET rHE pRovrsro*s oF rHE couNcrl DrREcrrvE gg/ z/EEc FoR
MEDTCAL DEVICES, ALL SUPPORTING DOCUMENTATION Is RETAINED UNDER THE PREMI1EI oF THE MANUFAITURER.

ileiui sTANDARTLAR / ITANDARTI AppLrED

i EN rso 13485:2o12 i uoo s3l4zltT

i EN ISO 15223-tz2O12 i eN roer:zooe

! eru rso 1o993-7:2009 i en rso 62366:20o8

, EN rSO 11135-r:2007 i en rso rr737-rt2006/AC:2009

I erv rso 1r607-t:2o09 | en rso tt6o7-2=2oo6

i EN. 
lso^ 

tose3-5:2o0e i rn rso toee3_lo:2ooe

nl nn7 nn V.\,rn T:rihi. n, n j ?nl ( pa\/i7\,^h Tirihi. ___

UnUru norTenoDucr
NAME Tip Model, Ref

No GMDN ADI/GMDN NAME

VAGINAL SPECULUM

LARGE T201793
Vaginal speculum, single-useMEDIUM T201792

SMALL T201791



'EC Seularatlon of fonformitY
Acc*rding to Annex lll of the IVD Directive $S/79/EC

, This is to certifu that following IVD {ln'Vitro Biagnostics} products:

Classifi*d as:

Manufactured bY:

Labosel and Debooglu and Debonned plastir medical and

laboratory consumables listed in the attached Device

Sched ule,

'all othtr IVD Medical Devices' according to Artnex I rules'

Deboo$lu ln5. Mim. Tar. Ve Grda A.$.

Antakya OrganizerJ lndusuial Zone, Cakalh Mah' 14 Noltt

Yol, No:1" Belen, HataY, TurkeY, 31350

conrply with all essential requirements {Annex i) of the lvD Directive 98l79ltC' Ihis

compliance has been properly dccumented and covers the items listed in Annex I of

the IVD Directive.

undersigned declares tofulfillthe obligations inrposed byAnnex lllsection ? to 5:

a. Availability of the thechnical rJocunentation set in Annex lll isection 3),

allowing th* assessment of the conformity af the product witlr tlre

requirements of the Directive .

b. The manufacturer shalltake necsssary measures to ensure that the

manufacturing process follows the principles of quality assurance as

appropriate fort he products manufactured (Annex lll section 4).

c. The manufacturer shall institute and keep up to date a systernatic procedurc

to revicw experience gained fronr devices in the post-production phase and

to implement appropriate means to apply any necessary corrective a(tigns

{Annex lll section 5}.

Zoe:,;:;;.;c',{ D.*boo$lu A'$' hasr Q::lTy}:,':::i'i::::-::':,:,::'ff'X:::
f*.+gq5Oiis nr*aratisn of Cunformity i5 signed below, certifving that the requireme nts of

fu$gn* 

I and Annex lll have been met and documented'

ised Representative: D*booflu lns" Mirr' Tar' Ve Gtda AS

Antakya organired lndustrial zone, cakallr Malr. L4 Nr:lu Yol,

No:1 Belen, Hatay, TurkeY, 31350

Tel: +90 533 680 0S88

1",

2.

Date: 11.01'2022

Document: 30.1905.G53 .1"

dbg,fr?P"3*+!::
i#-#S# Hl' [{}-}ifi i.'''''''

LabosellNt/ DeboMedrM
Debooglu A5

er (Bsc Engineering)

i
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Debooflu A,9. I'

Device Schedule

LaboselTM and DebMedrM includes the following consumables'

'/lltdsboo' \Il/ rr'ultrrluu( rrlru /6r)r r,
c*rltu Mrh. 14 lto lu Yol C;t. l;0. I

*r90 533 680 08 8t F!,!v,0, ?r

LaboselrM / DeboMedrM
Debooglu AS

A1€

Name Detail

Automatic Pipette TiPs Yellow: 5 - 200 uL, Blue: 100 * 1000 uL

Microcentrifuge Tube (EPPendofl 1".5 mL, with lid

Test Tube (Polystyrene) 5 mL 12x75 mm cYlindrical bot-to,m

Test Tube (Polystyrene) 10 mL 16x100 mL conicalbottom

Test Tube Caps For t2x75 mm and 16x100 mm tubes

Urine Specimen Containers Sterile and Non-Sterile

Urine Specimen Containers With Pochette and Not sterilized

Gaita/Stool/Faeces Containers With spoon and screw cap, Sterile and

Non-Sterile

Gaita/Stool/Faeces Containers 50 mL, pink

Centrifuge Tube (Falcon Tube) 15 mL, screw cap, PolYProPYlenec,

Sterile and Non-Sterile

***End of Schedule***
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Document: 30, 1905.GS31
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	LOT 155 - CE
	LOT 156 - CE
	LOT 157 - CE
	LOT 158 - CE
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