STS MEDICAL GROUP

IMPROVING 141 ROUGH EFFICIENGY

TECHNICAL DATA SHEET
TEXHUHECKA MHOOPMALIUA

TD No : 1

T Ne :1

Art 11 Acc. MDD
Yn. 11 cnoped M

Code: 825105K
Koo:

Date: 05.04.2021
Lama:

KOMRESSEN 45x45— 4L/sterilel
COMPRESSES 45x45 — 4pl/sterile
SWABS 45x45 — 4 ply/sterile
JIATAPOTOMUYHU CATIOETKU 45x45 -
4dunnu/cmepunru

Edition/Revision: 01 A
U30./Pes. 01 A
Page:1/3

Cmp.:

Prepared by: M. Apostolova -RA
Uzzomeun: M. Anocmornosa - PB
124

Checked by: Slavka Kovacheva - PRD
lposepun: Cnaexa Kosayesa - 1P

Approved byy/Denis Kassir-QARA
Odobpun: [ 07: Kaccup —0up.kavecmeso
7

Date:
e 06.04.21

Date:

Sign: my
Hama 0() (,\f . 9 {

[Modnuc

Sign:
lModnu

u PB
M2 s

Sign: /
MModnuc /4

1. Photos / CHumku

A

= kL

2, Description / Onucarue

A. Specification of whole product

A. Cneyugpukayus Ha uenus npodykm

Name/description of device:
Wme / onucaHue Ha npodykma

Komressen 45x45 — 4l/sterilel
Compresses 45x45 — 4pl/sterile
Swabs 45x45 — 4 ply/sterile

JlanapomomuyHu candbemku 45x45 — 4dunnu/cmepunHu

Weight(g ): 111

Teano ( 2p. ):

Intended Use: The device is intended use for tamponing and absorption of blood and
MpedHa3sHaveHue: exudates during chirurgical interventions.

UspenueTo ce nsnonsea 3a TamnoHupaHe u a600p6mpaHe Ha KPbB U TENECHU
TEYHOCTU NO Bpeme Ha onepauMoHHU UHTEPBEHLIUK.

Risk class according to MDD
Knac Ha puck crioped [JMU

Class Il a, Rule 6
Knac Il a, lNpasuno 6
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B. Specifications of singular components
B. Crneuugbuxauus Ha omOenHuUme KOMIOHEHMU

PHOTOS OF THE PRODUCTS
CHUMKU HA MPOAYKTUTE

QTY DESCRIPTION, REF. | MATERIAL COMPOSITION AND
KONMUYECTBO | AND SIZE MATEPUAN HARACTERISTICS
OMUCAHUE,PED. N CBbCTAB U XAPAKTEPUCTUKA
PA3MEP
§ pcs. In blister ; Gauze 100% cotton bleached gauze
packaging REE AL IS Mapna cloth
56p. 8 bnucmep Absorbing within 2 — 2.5 Sec.
OrnaKkoeKa Komressen
Swabs 100% namy<Ha mapns
JlanapomomuyHa lNonueaemocm mexdy 2 — 2.5
cangemka cexkyHOU
Size (cm): 45 x 45 Threads 100 % cotton white thread
4 plies Koxuu 100% namyyHu 6emu KoHUU

Paamep (cm): 45x 45
4 dunnu

Primary packaging
MMupsu4Ha onakoska

The primary packaging is built by medical paper and soft foil.
lMbpeuyHama onakoexa e usepadeHa om MeduyuHCKa xapmus U Meko ¢honuo.

Size (cm): 25,5 x 15
Paamep (cm): 25,5 x 15

1 pcs./ 6p.

REF: 92584

Medical paper

Kraft medical paper 60gr

MeoduyuHcka Kpagpm meduyuHcka xapmus 602p

Medical paper xapmusi.

Meauuuf-lcxa xapmusi This medical paper, of the
highest and premium quality, is
recommended for both steam
sterilization, EO gas and
irradiation..

Tasu meduyuHcka xapmus ¢ Had-
8LCOKO U MbPBOKIACHO Kayecmeo
ce npenopvysa Kakmo 3a napHa
cmepunu3auyus, EO 2a3, maka u 3a
paduauus.
1 pes. / 6p. . Polypropylene
REF: 92586 Polyamide
Adhesive
Foil solvent less
donuo -
lMonunponuneH
lMonuamud
llenuno
pasmeopumen

3. Contain of PVC, Latex and Phthalates
Cnlnpxarue Ha NBL], llamekc u ®manamu

PVC/ rBL|

Latex/ /lamekc

Phthalates/ ®manamu

NO/ HE

NO/ HE

NO/ HE
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4, Sterilization / Cmepunusayus
REF DEVICE NAME ‘ c € STERILE
625105K KOMRESSEN 45x45 — 4L/sterilel STS MEDICAL GROUP AD Industrial | 0373 EE
COMPRESSES 45x45 — 4pl/sterile Area Sokolovetz -2800 Sandanski - [
SWABS 45x45 — 4 ply/sterile BULGARIA
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