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PyKOBOACTBO NO 3KcnayaTaumm Medical device
Ha MeANLNHCKOE n3genne Operation manual
HoXHuUUbI ANa pa3pe3aHns NOBA3OK, Bandage scissors,

mogenun: $CR-"030, SCR-6031 modeb; SCR-6030, SCR-6031

MEKTPOHHAS KONUS OGOPMAEHA LIEHTPOM WCTILITAHMI 1 PETHCTPALIMH MELMLIMHCKUX U3AEM



Bepcus 2.0/Version 2.0
1 HavnmeHoBaHne
HoXXHWLbI Ans paspe3aHus nossa3ok, mogenu: SCR-
6030, SCR-603I.

2. Ha3HauyeHHe/noKasaHUH K APHMEHEHHIO
besonacHoe paspesaHMe TOHKUX TUMCOBbLIX MOBA30K,

OWHTOB, 3MEMEHTOB  OAEX[bl, MIACTUKOBbIX W
KapTOHHbIX ~ WWH, LWH  GHOPaTFOMUHMEBLIX  C
MOKPbITUEM, peMHeli W T.N. U3 Pa3IUYHbIX

TEKCTUNbHbIX N NOJTMMEPHbLIX MaTepuasioB.

3. O6nacTb NPUMEHEHMSA
MpueMHble OTAENEHUS MEAULMHCKUX OpraHu3aLuid,
TpaBMaTonoruyeckme  OTAENEHWS  MEeAWLMHCKMX

OpraHu3auuii, MeguumuHa KatacTpod), cny6bl CKopoii
MEAVLMHCKON MOMOLLK, CYXKObl CRaceHus.

4, OnuncaHne KOHCTPYKL MK

HOXHMUbI  COCTOAT M3 ABYX  Ne3Buit/pyuexk,
COeAMHEeHHbIX BMeCTe 3aknenkoi. KoHel, BepxHero
ne3sus 3alyrneH, akoHeL, HUXHero (6onee AMHHOIO)
CHabXeH CreuuasbHbIM - BbICTYNOM, MOMOraroLWmm
yhepxusaTb paspesaemblit  06bekT. Kpome Toro,
HUXXHEe Ne3Bume 3a3y6peHo, YTO NO3BOMAET M3bexarb
CKO/IbXKEHUS pa3pe3aeMoro 06beKTa.

5. MaTepunan n3roToBfeHNA HOXHUL,

Nle3Bua  mM3rotaBNMBalOTCA U3 ayCTEHUTHO
MapTEHCUTHOW HepXXaBetoLeid cTanm Mapku AIS1 420
(TAYYAB Surgical Forging, Pakistan). Xumunueckuii
COCTaB CTanu NpuBeeH B Tabnmue 1.

Tabnuua 1
Xum. Cr Si Mn Fe Ni
3NeMEHT
Comep- flo Ao Mo fo Octanb- [0
kaHnes 045 14 08 0,8 Hoe 1,0

%
AYKKW M3roTasnueatoTCca M3 nonunponuneHa PP 1040
Black (ARAMCO Chemicals, Caygosckas Apasus).

6. TexHnYecKkne xapakTepnuCcTuKu
Tabnmua 2
HanmeHoBaHve Mogenb Mogzenb
XapakTepucTuk SCR-6031 SCR-6030
OnnHa, mm 180 145
LLinpuHa, Mm 90 66
BbicoTa, MM 8,7+1,0 75+1,0
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1 Name
Bandage scissors, models: SCR-6030, SCR-6031.

2. Purpose/ indications for use

Safe cutting of thin piaster casts, bandages,
clothing items, plastic and cardboard splints,
coated duralumin splints, belts, etc. from various
textile and polymeric materials.

3. Scope of Application

Emergency rooms of medical oi*anizations,
trauma departments of medical organizations,
disaster medicine, emergency medical services,
rescue services.

4. Description of design

Scissors consist of two blades/handles riveted
together. The end ofthe upper bbl e is rounded, the
end ofthe lower (longer) blade is equipped with a
special tab facilitating with holding an item being
cut. Furthermore, the bottom blade is serrated to
avoid sliding ofan item being cut.

5. Scissors materia!

The blades are made of austenitic-martensitic
stainless steel AISI 420 (TAYYAB Surgical
Forging, Pakistan). Steel chemical composition is
shown in Table 1

Table 1
Chemic Cr Si  Mn Fe Ni
al
elemoit
Content Up Up Up Up Rest U
in% to to to to p
045 14 08 08 to

Handles are made of PP 1040 Black polypropylene
(ARAMCO Chemicals, Saudi Arabia).

6. Technical Specifications
Tabnmuya 2
Name Model Model
Characteiisl SCR-6031 SCR-6030
Length, mm 180 145
Width, mm 90 66
Height, mm 8.7x1.0 75%1.0
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7. YcnoBua akcanyatalHu:

TemnepaTypa OKpyXatoLLero Bo3ayxa:

07-10 “C go +40 X;

OTHOCUTENbHAA BNaXHOCTb OKPY>KaloLLLero Bo3gyxa:
[0 95% npn Temneparype 25 ®C

8. MpenynpexaesHa

HOXHUUbLI  AOMKHBI 1CNo/L30BaThLCA
KBaIM(OULMPOBAHHBIM MEPCOHAIOM.
HOXHULBI He NpefHa3HaYveHbl 419 pa3pe3aHns
NECTHUYHBIX LUKH. IMoMbITKa paspe3aTs IECTHUYHYIO
LUMHY NPUBEAET K MOBPEXEHUIO 3yOLI0B HKHErO
ne3Bus.

He Knagute Ha HOXHULbI TAXKENble NPeAMETbI, 3TO
MOXET MPUBECTUN K U3NI0MY PYYeK.

MMOMHWTE, UTO HOXHULIBI C NMOBPEXAEHHbIMU 3ybLamMm
WAM CO CMOMaHHLIMWU pyyKamu He MNPUTOAHbLI 418
JaNbHelLLero 1cronb3oBaHu.

TO/IbKO

MpumeHAiTe  TONbKO  BUA  A€3UH(eKUUM 1
CTepUnM3aLMKM, YyKasaHHblli B PyKoBOACTBE MO
aKCNNyaTaLyu.

Vicnonb3yiiTe MotoLyme, Ae3nHPULUPYIOLLME PacTBOPbI
¢ yposHeM pH okono 7,0.
YnbTpa3ByKoBas OUNCTKA HOXKHUL, He peKOMeHAYeTCH.
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7. Operating conditions:

Ambient temperature:

-10®Cto+40®C;

Ambient relative humidity: up to 95% at a
temperature of 25 ®C

8. Precautions

Scissors should only be used by qualined
personnel.

Scissors are not suitable for cutting ladder splints.
Attempting to cut the ladder splint will damage
the teeth ofthe lower blade.

Do rrat place heavy objects on scissors, as this
may cause handies to break.

Remember that scissors with damaged teeth or
broken handles are not suitable for further use.
Use only the type of disinfection and sterilization
specified in the operation manual.

Use detergent, disinfectant solutions with a pH of
about 7.0.

Ultrasonic cleaning of the scissors
recommended.

is not



9. MoparoToBKa K paboTe

Mepep NCMONb30BaHNEM 03HaKOMbTECh c
PyKOBOZCTBOM MO 3KCM1yaTaxLUu.

MpoBepbTe HOXHULGI:

* Ha noBepxHOCTW HOXHWUL, He LO/MKHO ObITb
PXXaBUMHbLI UM APYTOT0 3arpsA3HEHNS.

* 3aknenka fo/mkHa 6bITb XOPOLO 3aKperieHa.
J1e3B1A [OMKHBI IEFKO NepemeLLaThbes.

* HwxHee nessue (605ee ANUHHOE f1e3BME)

Bcerga umeet 3ybupl. BusyanbHo yb6eguTech, 4TO
3y6Libl He MOBPEX[EeHbI.

* TuwarensHo BbIMOWTE PYKH o
aHTN6aKTepMa/bHBIM  MbIIOM  Nepej NpoBefeHUeM

MEAWUMHCKUX — MaHUNynsuuiA UM UCNOMb3yiiTe
3alMTHbIE MepyaTKu.

10. Mopsaaok paboThl

* Bcerpga gep>xunte HOXHMUbI, NPOAEB ManbLbl B
KoJSibL,a

* HuxHee nessue (C 3ybuamm © GOKOBbIM

KPYrAblM HaKOHEYHWKOM) BCerga AO/HKHO BXOAUTb
noj paspe3aemMblii 0ObEKT.

* Pa3pesaHne npousBoAMTCA B OCHOBHOM B
AvanasoHe 2/3 AnVHbI ANCTaNIbHBIX KOHLIOB I€3BUIA.
MosToMy yAepXKnBainTe OOBLEKT, KOTOPbIA HYXHO
paspesatb, B faana3oHe 2/3 [/MHbl AUCTaNIbHbIX
KOHLIOB /1e3BUIA.

11. [e3nHpekumns, npegcTepunH3aLMoHHas
0YMCTKA W CTepUIn3aLng

HOoXHWUbI NOCTaBNAKTCA B HECTEPUNBLHOM BUE.
Mepen cTepunmsaumein  Heo6XoAMMO  TWaTENbHO
NMPOMbITb  HOXHUUBIL.  VIHCTpyMeHTbl  cnepyet
NPOMbIBaTb B MOMOXEHUN C OTKPbITbIMU N1€3BUAMM.
WcnonbayiiTte MotoL e, CTepuinsyoLLme n
NpoMbIBatoLLe pacTBOpPbI C ypoBHeM pH okono 7,0.
lNocne nNpoMbIBaHWA WM CYLWIKA  MHCTPYMEHTHI
NoMecTUTb B MakeTbl [N cTepuavsauum U
NoABEPrHYTb CTepun3aLmm.

Crepunusaums NpoBOAUTCA B aBTOK/aBe B TeUeHue 5
MUHYT npu Temnepartype
134+1 ®Cw paeneHumn 0,19+0,01 Mrla.
MakcrManbHoe YMCo LMKMNOoB cTepunmsanmm - 25.
Crepunmsaymio  Heob6Xo4MMO  MPOBOAWUTL  MOCAe
KaXX0ro naumeHTa.
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9. Preparation for operation
Read the operation manual before use.
Check the scissors:

. Scissors should be free of rust or other
contamination.

. Rivet should be secured properly. Blades
should move easily.

. Lower blade (longer blade) is always
serrated. Check visually that the teeth are not
damaged.

. Wash hands thoroughly with antibacterial
soap before performing medical procedures and wear
protective gloves.

10. Operating procedure

* Always hold the scissors with your frngers
through the rings.

* Bottom blade (with teeth and lateral round
tip) should always go under an item to be cut.

* Cutting is performed mainly in the range of
2/3 of the length of die distal ends of the blades.
Therefore, hold an item to be cut within 2/3 of the
length of the distal ends ofthe blades.

11. DisinfectioD, pre>sterilization cleaning and
sterilization

Scissors are supplied non-sterile.

Rinse the scissors thoroughly before sterilization.
Tools should be rinsed in the “open blades" position.
Use detergents, sterilizing and rinsing solutions with
a pH ofabout 7.0.

After rinsing and drying,
sterilization bags and sterilize.
It is also allowed to carry out sterilization in an
autoclave for 5 minutes at a temperature of
134 + 1®Cand a pressure 0f0.19 + 0.01 MPa.
Maximum number of sterilization cycles is 25.
Sterilization should be done after each patient.

place the toots in



12. Be3onacHOCTb UCMOb30BaHUSA

B uensax 6e3onacHOCTM  HEO6XOAMMO  CTpOro
cobnofatb  BCe  NpeaynpexieHus,  KoTopble
npvBoOLATCA B 3KCM/yaTaLMOHHON [OKYMEHTaLMM.
HOXHMUbI  UMET  rnagl™to  MoBepXHOCTb  6e3
BbIOOWH, PaKOBWH 1 3ayCeHLEB.

13. OueHKa 610I0rNYecKoro AencTemsa

Matepuasnsl pyuek HOXHUL, UMetoT
HenocpeACTBEHHbIVi HEMHBA3MBHbI KOHTALT ¢ Koxeld
pyK on~ATopa, Matepuasbl 1e3BUA HOXHUL, UM AT

HEMOCPEACTBEHbIbIA  HEMHBA3WBHbLIA  KOHTaKT C
opraHn3mMom (TefloM) naumeHTa
CBefieHMsT 0  XMMMWYECKOM  COCTaBe  CTau,

npuMeHsieMoli B
Tabnuue 1

B coctaB MeauMUMHCKOrO W3Aenusi He BXOAAT
NeKapCTBEHHbIE CPeACcTBa

KneTkun, TKaHW, opraHbl XXMBOTHbIX WM YenoBeKa B
COCTaB MeAMLMHCKOrO N34eNns He BXOAAT.

KOHCTPYKLMW, NpuBefeHbl B

14, Prckn npuMeHeHUs MeLULUHCKOIO
n34enna n MeTofbl UX CHUXXEHMA 40

12. Safety of Use

For safety reasons, it is necessary to strictly follow al
warnings in the operational documentation. Scissor
have a smooth surface without potholes, pits or burrs

13. Biological Effect Evaluation

Scissors handle material have direct non>invasiv<
contact with the skin of the operator's hands, scisso
blade materials have direct, non-invasive contact witl
the patients body.

Information on the chemical composition of LLle stee
used in the design is given in Table 1

The medical device does not contain medicines.

The medical device does not contain animal or humai
cells, tissues, organs.

14. Risks of using a medical device and

NPUEMIEMOTO YPOBHS

OnacHas
cuTyaums

BosgeiicTBme Ha

Tabnmuya 3
daKTopbl, CHMXKaroLwmne
BEPOATHOCTb
BO3HWKHOBEHUS OMacHoi
CUTYyaLumn u NpUYNHEHNA
Bpega
CsefieHunsa 06 yTunmsaunu

OKPY>KatoLLyH0 n3genunsa B PyKOBOZLCTBe Mo

cpeny aKcnnyaraumm

3arpAsHALLMMK

BeLLleCTBaMM

Hannune VHhopmumpoBaHue

BO30OyanTEnNel MoJib30BaTesNs 0

VH(eKuMn Ha HeobXo4MMOCTH

MCNob3yembIX Je3vHpeKummn 1

n3nennsx CTEpPUN3ALLI B
PYKOBOZCTBe No
JKcnayaTauum ¢ yKasaHuem
MeTO/0B 1 NapameTpoB
npoBefeHns
npesCcTepuaN3aLMOHHON
OUMCTKM, fe3nHDeKLNM
N3enna 1 CTepunn3aLum.

OnacHocTu WHdopmuposaHme

CBA3aHHbIE C rnosib30Bartens o
HeobX0AMMOCTH
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methods to reduce them to an acceptable level

Hazardous
situation

Environmental
exposure to
pollutants

Presence of
infectious ~ents
on the products
used

Hazards
associated with

Table 3i
Factors that reduce the
likelihood ofa hazardous
situation and causing harm

Product disposal information
in die operation manual

Information to a user about
the need for disinfection and
sterilization in the operation
manual specifying the
methods and parameters for
product pre-stoilization
cleaning, disinfection and
sterilization.

Information to a user about
the need to read the operation



oLImbKamm

O3HaKOMUTBLCA C

MPUMEHEHNS. PykoBoacTBOM MO
HegocTato4yHoCTb aKcnayaTaumein npuseaeHo
3HaHWI MoMbiTa.  Ha 3TUKeTKe. B pykoBoacTee
HapymeHme no aKcnnyartauun BbiaeneH
npasun pasgen «I'Ipe,qyl‘lpe)i(,quVlﬂ»
aKcnayaraumm.
OnacHocTMW. j Hthopmauusa o npesenbHbIX
cesi3aHHblec COCTOSHUAX MHCTPYMEHTA
(hyHKUMOHMPOBaH | NpuBeseHa B PyKOBOACTBe
Vem 1 no akcnnyatauum.
YTparta unu |
yXyfLeHue |
(DYHKLMK 1
OnacHocTwM MapkunpoBKa ogobpeHa
CBsA3aHHbIe C aKKpeMTOBaHHOA
oLmbKamm TeXHUYEeCKOW nabopaTopumeil.
MapKupoBKK WHdopmaums 06
HeHap‘ne)KaLU'ag OrpaHN4YeHnAX BbiBEPEHA U
UHopMaLns 06 0[,06peHa akKpegMTOBaHHO
OrpaHNyeHmsX TEXHMYECKOI labopaTopueil.
B pykoBogcTBe 1Mo
JKcnyaraumm nmeetcs
OT/e/IbHbINA MYHKT B
PYKOBOACTBE N0
aKcnyartaumm
«[MpegynpexaeHns»
OnacHocTw, WHhopmupoBaHue
CBsI3aHHbIE C NoNb30BaTeNs 0
nepekpecTHOM HE06XOAMMOCTH OUMCTKY,
KOHTamuHauuel  gesvH(eKLnm u

cTepunM3aLny n3genvs B
PYKOBOZCTBE M0
JKcnayataumy ¢ ykasaHnem
MEeTO/LOB 1 NapameTpoB
npoBefeHus
npeLCTEPUNN3aLMOHHOM

application
errors.

Lack of knowledge

and experience.
Violation of
operation rules.

Operational
hazards

Loss or
deterioration of
function

Hazards
associated with
labeling errors
InapprofMiate
information on
limitations

Hazards
associated with
cross
contamination

The "Warnings” section is
highlighted in the operation
manual

For information on the limit
states ofthe instrument, see
the operation manual.

Labeling is approved by an
accredited technical
laboratory. Restriction
information has been verified
and approved by an
accredited technical
laboratoiy. Operation manual
contains a separate
"Warnings” para”ph

Information to a user about
the need for cleaning,
disinfection and sterilization
ofthe device in the operation
manual specifying the
methods and parameters for
product pre>sterilization
cleaning, disinfection and
sterilization.

OUNCTKM, Ae3MHDEKL MM
U3aenns 1 cTepunmsaLmm.
Mpy MCMOMb30BaHUM MEANLMHCKOTO UM3Aenns B
COOTBETCTBUM C 3KCMJTyaTaLlMOHHOM JOKYMeHTaL e
NPOTUBOMNOKa3aHsi  OTCYTCTBYIOT, no6oYHble
[EACTBUSA He BbISIBEHbI.

15.  TpeboBaHUS K OXpaHe OKpyXXarLw el
cpeabl Npy NnpumeHeHun MU

MeauLumMHCKoe  u3fenne npu  NPUMEHEHUN  He
OKa3blBaeT BPe4HOr0 BO3AENCTBMA Ha OKPYXXatoLLyto

cpegy.
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The contraindications are absent and the side effect!
have not been identified during the usage of medica
device in accordance to the operationa
documentation.

15. Environmental Protection Requirements
to MD Application

During operation, the medical device does not inflici
damage to the environment.



KRKROM BiAC Tpancuoprs. TpascnopTisit npounecc
20MNEH OPEAOTOPMUIATE TORNKH, HMTCHCHBHMIC
xoseSarus o RIRKHOCTS.

16. Repair aad maintenance
Scissors are a non-repairable item, and do not require
maintensnce.

17. Disposal

Used scissors with mechanical damage, as well as
scissors with an expired sterilization resource, or
scissors with an expired service life should be
disposed of as hazardous medical waste in accordance
with the rules for the disposal of hazardous medical
waste adopted in the country of use.

Unused scissors with an expired shelf life should be
disposed of as non-hazardous medical waste in
accordance with the rules for the disposal of non-
hazardous medical waste adopted in the covatry of
use.

18  Service life

Sexvice life is 18 months from the date of sale or 25-
fold use, whichever comes first, subject to corvect use
and storage.

19. Shelf life
Shelf life is at least 36 months from the date of

production, subject 10 storage conditions.

20. Packing sad marking

Products are packed in bags. Bag has a label with
information.

printed
Labeling is clear, logible and remains as such at all

up 0 90% at a
tempersture o
25°C

Storage of the scissors is allowed in a dey room.
Products are transported packed in shipping containers
by all enclosed transport types according to the good
carriage regulations applicable to each transport type.
Transpostation process should prevent shocks, intease

22, f‘mlpm
| Papurrmitmuit cpox xcnaysrauws cocranaser 12
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MecCALEB CO AHA NMPOoAaKN.

23. MponssoguTenb

xepman  Xenckepe WHpactpuc (MBT.) NTA.
(German Healthcare Industries *VT.) LTD.);
Appec: 16/585, Shahab Pura, P.O. S.L.E., Sialkot,
Pakistan;

Ten. 0092-523-560865;

e-mail: info(S.geimanheaithcare.net.

24, Peknamauuun

YNOMHOMOYEHHbIN NpescTaBuUTeNb MPOU3BOANTENS
B Poccuiickoii ®epepaummn —O00 «MEANNAHT»;
Agpec: 109316, r. Mocksa, Bonrorpagckuii np-KT.
4. 42, Kopn. 5, at.2, nom. |, kom. 296-318;

Ten.+7 (495) 2236016;

3NeKTpoHHasA nouta: medplant@medplant.ru.

25. MapKunpoBKa ynakoBKu

Ha  uHAuMBMAyalbHYIO  YMaKoBKY

cnegyoLias nHgopmaums:
HanmveHoBaHue 1 Mofenb n3genua: HoXxHuLb! Ang
paspe3aHus noeasok, mogenu: SCR-6030/6031
CsefieHnsa 06 yrno/qHOMOYEHHOM NpeLCcTaBuTene
Hagnuncb «STAINLESS», «HE CTEPAJIBHO»
Homep perncTpauyoHHOro y40CToBepeHns 1 gaTa
€ro Bblaauu;

1J

|w ]

HaHOCUTCA

HavmeHoBaHue n  agpec
Npoun3BoANTENS

Jara nsrotosneHus

Homep naptum

ILOTI

A

Ha camo H3genBe HaHocuTcs
MapKMpoBKa:
l. Hapnuck “stainless”

OcTtopoxHo! O6patutecb K
PYKOBOACTBY no
aKcnyaTayum

crnefytoLas

3HaK COOTBETCTBUSA C

ToBapHbIli 3HaK U3rOTOBUTENA

"op BbINycKa (ABe nocnegHve Lugpsbl);

MakcvmasbHas Temnepartypa
aBTOK/1aBMPOBaHUS
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Warranty period is 12 months from the date of sale.

23. Manufacturer

German Healthcare Industries (PVT.) LTD. (German
Healthcare Industries (PVT.) LTD.);

Address: 16/585, Sh”b I7ra, P.O. S.I.E., Sialkot,
Pakistan;

Tel. 0092-523-560865;

e-mail: info@germanhealthcare.net.

24. Complaints

Authorized representative of the manufacturer in the
Russian Federation: MEDPLANT LLC;

Address: 109316, Moscow, 42 Volgogradskiy
AvOTue, bldg. 5, floor 2, room 1, office 296-318;
Tel.+7 (495) 2236016;

email: medplant@medplantru.

25.  Packaging labeling
Individual packaging should provide the following
information:

Product name and model: Bandage scissors,
models: SCR-6030/6031

Infrmnation on the Authorised Representative

Word "STAINLESS", «<NON STERILE»
Registration certiflcate number and date of its
issuance;

LIV

(wT|

Manufacturer’s name  and
address

Manufacturing date

1ot | Batch number

A

A product itselfis labeled as follows:

Warning! Read the Instructions
for User

1 Word "stainless"

2. Conformity mark~ ~

3. Manufacturer's trademark

4. Year of release (last two digits);

5. Maximum autoclaving temperature

=c



Bcero  mpowwwuTo, NMPOH" e poBaHo,

CKpenneHo ne4vyarbio
unpammn
PXYyyb
nponucbio
NNCTOB

[ eHepasibHbIi

M

LOMXKHOCT
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