I, Sarah McLoughlin, a notary public authorised to practise
throughout England and Wales, with an office The Friarage 25a
Rickford’s Hill Aylesbury HP20 2RT England, CERTIFY AS
FOLLOWS:

1. Intersurgical Limited is a private company limited by shares
registered under the Companies Acts 1948 to 1976 by the
Registrar of Companies for England and Wales under number
01488409, with registered office at Crane House Molly
Millars Lane, Wokingham, Berkshire RG41 2RZ, England
(the "Company"};

2. The attached document relating to “Instructions for Use Oral
care devices kits and individual packages with accessories,
variants: 24 hour day kit - Q4” and dated 14 June 2019 bears
the true signature of lvan Seniut.

ISSUED under my seal of office and signed by me in Aylesbury,
England, on this nineteenth day of June two thousand and nineteen.

Uhio ) B

Sarah McLoughlin
Notary Public
Sha Rickford's Hill
Aylesbury Bucks HP*0 SRT
07789 623052

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCMIbITAHI W PETUCTPALIMI MERHLMHCKUX H3ENHIA
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INSTRUCTION FOR USE
Oral care devices Kits and individual packages with accessories, variants:
OroCare 24 hour day kit - Q4:

- Set Start OroCare day kit - g4: suction toothbrush OroCare Aspire - Ipcs,
antiseptic solution cup - Ipse.

- Set 4 OroCare day Kit- g4: atraumatic suction toothbrush (swab) OroCare
Sensitive - 1pcs, antiseptic solution cup - Ipcs.

- Set 8 OroCare day kit - g4: atraumatic suction toothbrush (swab) OroCare
Sensitive - 1pcs, antiseptic solution cup - Ipcs.

- Set 12 OroCare day kit - g4: suction toothbrush OroCare Aspire - 1
pcs, antiseptic solution cup - Ipcs.

- Set 16 OroCare day kit - g4: atraumatic suction toothbrush (swab) OroCare
Sensitive - 1pcs, antiseptic solution cup - Ipcs.

- Set 20 OroCare day kit - g4: atraumatic suction toothbrush (swab) OroCare
Sensitive - 1 pcs, antiseptic solution cup - Ipcs.

- Universal holder - 1pcs.
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MHCTPYKUNA no MPUMEHEHNIO

YCTpoiicTBa A/1s yXofa 3a NonocTbio pTa B Habopax v B OTAE/bHbIX YMaKoBKax
C NPUHALNEXXHOCTAMU, BapUAHT UCMOSTHEHNSA:

Habop ansa KpyrnocyTouHOro yxofa 3a nonoctbto pta OroCare - Q4, B
cocTaBe:

- KomnnekT Start OroCare day kit - g4: 3y6Has acnpauMoHHas LWeTKa, MOAeNb
OroCare Aspire - 11T, YallKa A1 aHTUb6aKTepuasibHOro pacteopa - 1w,

- Komnnekt 4 OroCare day kit - g4: 3y6Hast acnMpauMoHHas aTpaBMaTuyeckas
uetka (tTamnoH) OroCare Sensitive - 1T, Yallka Ans aHTUbGaKTepmanbHOro
pacTtBopa- 1ui.

- KomnnekT 8 OroCare day kit - g4: 3ybHasa acnupayMoHHasa atpaBMaTuyeckas
weTka (TamnoH) OroCare Sensitive - 1T, Yallka /i aHTMGaKTepUaIbHOro
pacTBopa - 1.

- Komnnekt 12 OroCare day kit - g4: 3y6Has acnupaumoHHas LWeTka, Moge/b
OroCare Aspire - 1T, yYawka gn1s aHTMbaKTeprasibHOro pacTeopa - 1L,

- KomnnekT 16 OroCare day kit - g4: 3y6Hasd acnvpaunoHHasa atpaBMaTnyeckas
wetka (TamnoH) OroCare Sensitive - 1T, Yawlka 15 aHTMGaKTepUaIbHOIo
pacTtBopa- 1 L.

- Komnnekt 20 OroCare day kit - g4: 3y6Hast acnupaLnoHHas aTpaBMaTnyecKas
weTka (TamnoH) OroCare Sensitive - 1T, Yallka 15 aHTMOaKTepUaibHOro
pacTBopa- 1.

- YHUBepCa/IbHbIN fepxxatenb - 11T,



&

\4 L
Manufacturer: MpounsBoanTenb:
Intersurgical Ltd., Crane House, Molly Millars Lane, Wokingham, Berkshire, Intersurgical Ltd., Crane House, Molly Millars Lane, Wokingham, Berkshire,
RG41 2RZ, UK, Tel.+44(0) 1189656300 RG41 2RZ, BenukobputaHus, Ten. +44(0)1189656300
Distributor: lMNocTaBWMK;
UAB Intersurgical, YAB NHTepcemXunkan,
Amioniu 60, Pabrade, LT-18170, Lithuania, Tel. 838766611 Amioniu 60, Pabrade, LT-18170, JZintBa, Ten. 838766611
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Product Description:

The kit includes the most popular toothbrushes OroCare Aspire and OroCare
Sensitive. In addition, the kit includes a cup for antibacterial solution.
Furthermore, the kit contains daily oral care for using every 4 hours. The kit
includes a universal holder to hang the kit in any convenient place. OroCare
Aspire features a small brush head, equally suitable for adults and children. The
soft bristles allow for proper oral hygiene and are designed to aid in the removal
of plaque. The long neck allows the user to reach all areas of the oropharynx
without interfering with ET tubes and other equipment. It has a built-in direct
attachment to a suction line, eliminating the need for an additional suction
device. OroCare Sensitive is a unique suction wand for cleaning delicate gums
and tissues around. It can also be used for wetting the face of a patient and for
his lip care. The integral moulded soft head provides a safer alternative to
common suction swabs that can become detached. The design of the head
allows application of antibacterial solutions, whilst it gently cleans the surface
ofthe teeth and soft palate. Cups for antibacterial solution are used for washing
brushes and foam tampons.

Compatibility

OroCare Aspire and OroCare Sensitive Oral suction wand used together with
accessories:

1 OroCare Suction line spliter - 2 inputs (with a cap)/1 output, for all variants
of irrigation - suction, irrigation and suction toothbrushes.

Indication:

This device is intended for teeth eleaning manipulations for patients with
impaired swallowing, spitting; patients are not able to lead oral care, as well as
an additional tool in the prevention of ventilator-associated pneumonia (VAP).
To remove fluids from the airway or oral cavity of a patient by connection to a
source of negative pressure (pressure below atmospheric) —vacuum system.
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OMMNCAHWE M3JAENUNSA:

B Habop BX0AAT camble NOMY/SiPHbIE NO NPUMEHEHMIO 3YOHbIE LLETKN MOAEN..
OroCare Aspire 1 OroCare Sensitive. [LoNoNHATENIbHO B HA60P BK/HOYEHbI
yallKy Ans aHTnbakTepmanbHOro pacteopa. Habop coaepXXuT yCTPOMCTBa Mo
YXOAy 3a MOMIOCTbIO pTa Ha CyTKM Yepes Kaxiple 4 yaca. B KOMNNEKT BXOANT
YHMBEPCa/IbHbIN fepxxaTenb, YTo 661 Bbl MOrIM NOBECUTL HAOOP B /IOGOM
ynobHom ana Bac mecTe. 3y6Hasa acnmpaumoHHas Wetka, Mogesns OroCare
Aspire MeeT He6O0/bLLYIO FON0BKY, KOTOpas NOAXOAUT B3POC/bIM U AETAM.
MSsIrkve WeTUHKN NO3BONAKT Hag/exalum 06pasom coboaath rmrmeHy
NoMOCTN pTa 1 NpeAHasHaveHbl 415 yaaneHns 3yoHoro Haneta. Y g/IMHEHHas
(hopma Mo3BOMSET OUUCTUTL BCE 06/1aCTU POTOI/IOTKM, HE MeLast Apyromy
060pyaoBaHMo. Mogenb HeNnOCpPeaCTBEHHO COEAMHSETESA CO CXEMOIA
acnupauum. 3ybHas acnupayMoHHas aTpaBmMaTnyeckas LWETKa - TaMMOH,
mogenb OroCare Sensitive SBISieTCA YHUKa/IbHOW BCaCbIBaKOLLEN U
BMMTbIBAIOLLEN LLETKON - TAaMMOHOM A1 AENIMKATHON YNCTKN AECEeH N TKaHel
BOKPYT pOTOrNOTKKN. E& ke MOXXHO 1CMoNb30BaTh A/ CMayunBaHUA 1 yxojaa 3a
rybamy naupeHTa. IHTerpupoBaHHas Markas rosoBka - TaMnoH obecneunsaet
bonee 6e30MacHyto albTepHATMBY APYrMM acnupauvoHHbIM TaMMoHaM,
KOTOpble MOryT paccnavBaTbCsi. Martepuan ronoBKu No3BosisieT 1CNosb30BaTh
WETKY Mpv NPUMEHEHNN aHTNBaKTepUa/IbHbIX PacTBOPOB. Yalluku s
aHTMbaKTepunasIbHOro pacTBopa MCNOsb3YHTCA A5 NMPOMbIBAHWSA LLETOK U
MeHHbIX TaMMOHOB.

CoBMeCcTUMOCTb

3y6Has acnupaunoHHas WeTka, Mogens OroCare Aspire 1 3ybHas
acnupaumoHHas aTpasmartumyeckas WéTtka (tamnoH) OroCare Sensitive
NCMO/Ib3YeTCs COBMECTHO C NPUHALNEXXHOCTAMMU:

1 CoefMHMTENb MOIMMEPHbIN 418 acnupalMoHHbIX Tpy6ok Oro Care Suction,
2 Bxofa (c ogH1M Konnaykom)/! BbIXog, A1 BCEX BapuaHTOB UCMOSTHEHWIA
3yOHbIX MPPUraLMOHHO-aCNPaLMOHHbIX, UPPUTraLMOHHBIX 1 acnMpPauMoHHbIX
LLIETOK.
HA3SHAYEHWE:

W3penve npefHa3HayveHo 4/1s NPOBEAEHUS MaHWUMYNALMIA NO YMCTKe 3y60B
60/bHbIM C HapYLLEeHWEM [I0TaHWs, 0TXapKMBaHUs; 60/bHbIX, HE UMEHOLLMX
BO3MOXXHOCTM YX0/a 3a MOJIOCTLIO PTa, a TaK Xe B KaueeTBe A0MOHUTE/ILHOIO
cpefcTBa NPONAAKTUKIA BEHTUNATOP-aCCOLMMPOBAHHO MHEBMOHMK (BAIM).
[ns ypaneHns XXngKocTu n3 AblxatebHbK NyTel 1 pOTOBOI MOIOCTY




As sources of negative pressure (vacuum - the difference between absolute and
atmospheric pressure) can be used:

- pipeline system for medical gases and vaeuum in the hospitals in aceordance
with ISO 7396-1:2007

"Pipeline system for medical gases. Part 1 Pipelines for compressed medical
gases and vacuum". Composition and parameters of the vacuum system should
meet the requirements of ISO and the pressure in terminal equipment shall not
exceed 60 kPa (absolute value) when the systems established by the system
flow rate and a flow rate of 25 1/min in terminal equipment. The supply of
vacuum should be showing through vacuum controller with seale 0... -100 kPa;
- portable mobile vacuum suction with adjustment of the degree of dilution with
the following parameters: a vacuum of at least 25 kPa and a flow rate (flow
rate) of at least 25 1/min, the Unit must have the pressure gauge and ensure the
possibility of smooth adjustment of the vacuum in the range 0 to -100 kPa.
Recommended negative pressure in accordance with the Directive AARC by
mechanical aspiration of the ventilated patients should be:

- for newborns -10,67...-13,33 kPa;

- for adults to -20 kPa.

Intended users identified as Nurses, respiratory therapist, homecare providers -
within expected level of knowledge of user.

Known Contraindications:
N/A

Medical Risks and Undesired Side-Effects:

Oral Care is well-documented part of clinical practice. Training and application
of OralCare is part of normal hospital protocol. The Intersurgieal device has
been ergonomically designed to improve the efficiency of oral cleaning by
keeping sizing as small as possible and adding soft edges & features where
necessary. Therefore the risk of error or miss-use has been minimized where
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nauueHTa NyTem NMOAKTHOYEHUS K UCTOYHUKY OTPULATeIbHOro AaB/eH
(maBneHve HMXe aTMOCepHOro) - cueTeMe BakyyMma.

B KayecTBe MCTOUYHMKOB OTPULLATENIbHOIO aBeHns (PaspeXxeHuns - pasHoCTb
MeXxay paboymM abCcoNOTHLIM AaB/IeHUEM U aTMOCHEPHbIM) MOTYT
NCMONb30BAaTLCA:

- Tpy6onpoBoAHasi cucteMa ievyedbHbIX MeAULMHCKUX Fa3oB 1 Bakyyma JIIY B
cooTBeTcTBUM ¢ ICO 7396-1:2007

«CuncTeMbl TPYO6ONPOBOAHbIE MEAULMHCKMX ra3oB. YacTb 1. CuUCTeMbI
TPYy60NpPOBOAHbIE 4/1A CXKaTbIX MeAULUHCKUX ra3oB 1 Bakyyma.» CocTas 1
napameTpbl CUCTEMbI BaKyyMa A0/MKHbI 0TBeYaTb TpeboBaHusm MICO n
[iaBfieHre B OKOHEYHbIX YETPOMCTBax He [O/MKHO npeBbiwath 60 kMa
(abeontoTHOE 3HaYeHKne) Npu paboTe CUCTEM C YCTAHOBNEHHbLIM EUCTEMHbIM
pacxofoM 1 ¢ pacxofom 25 n/MUH B OKOHEYHbIX yCTpoiicTBax. Mogaya
BaKyyMa [J0/hKHa NPOV3BOANTLCS Yepe3 MOKa3bIBatoLLMIA PerynsaTop BakyymMa co
LKason o... -100 KIMa;

- NOPTaTMBHbIE MOBU/IbHbIE BaKyyMHbIe acnupaTopbl C PerysiMpoBKOi CTeNeHu
paspexxeHns C napameTpamu: paspexxeHne He meHee 25 KIlMa 1 ¢ pacxogom
(ckopocTb NOTOKA) He MeHee 25 n/MuH. Mprbop AOMHKEH UMETD
MOKa3bIBaOLLMIA MAHOMETP U 06ecnevnBaTb BOSMOXKHOCTb M/1aBHOM
perynvpoBKu Bakyyma B AvanasoHe 0...-100 k[la.

PekomeHAyeMoe oTpuLaTeNbHOEe AaBneHne, B COOTBETCTBUN C AMPEKTUBON
AARC 1o MexaHW4eCKOoi acrnmpawumn BeHTUAUPYEMbIX MNaUNEHTOB, A0/MKHO
ObITb:

- 419 HOBOPOXKAEeHHbIX -10,67...-13,33 KI1a;

- Ansa B3poenbix 4o -20 Kla.

MpeaHa3HayveHbl ANa NCNOMb30BaHNA MefcecTpamu, Ny1bMOHO/IoramMu,
MoCTaBLLMKaMM YCNYT YX04a Ha AOMY - C OXXMAAEMbIM YPOBHEM 3HAHUIA.
MN3BECTHbIE NMPOTBOIMNMOKA3AHWA:

He npumeHumo.

MEANUMHCKUE PUCKW W HEXENATEJIbHbIE TMNMOBOYHbLIE
QPDPEKTDI:

¥Y'X0/, 33 NOMOCTHIO PTa XOPOLLO JOKYMEHTUPOBAHHAs YacCTb B K/IMHUYECKON
npakTuke. O6)weHne 1 npumeHeHmne Oral Care SBNSETCS YacTbio NPOTOKONA
6oNbHULLI. M3aenus HTepcempkmkan 6bin NPOEKTUPOBaHbI C LIE/bHO
YBENNUNTb 3(PEKTUBHOCTb MMIMeHbI MONOCTM pTa. MO3TOMY BO3MOXHOCTb



possible. No special training required.
Incorrect connection or aggressive use in patient oral cavity.

Safety Instructions:

Do not operate the device if the individual package is damaged or there is
damage to the product.

Disposable products. Not be sterilized and reused.

Applied individually with each patient.

Oral Care is well-documented part of clinical practice. Training and application
of OralCare is part of normal hospital protocol. The Intersurgical device has
been ergonomically designed to improve the efficiency of oral cleaning by
keeping sizing as small as possible and adding soft edges & features where
necessary. Therefore the risk of error or miss-use has been minimised where
possible. No special training required.

1 Incorrect connection or aggressive use in patient oral cavity.

2. Potentially devices used in ICU environments and wards. Device is used for
simple cleaning & suctioning of debris and application of CHX. Full IFU is
supplied with each device.

3. Intended users identified as Nurses, respiratory therapist, homeeare providers
- within expected level of knowledge of user.

Contamination; Suction catheter devices should be handled with gloved hands
and replaced regularly to prevent transmission of micro organisms - covered
within hospital protocol, single patient use, device should be placed in
baetericidal solution between usages. Sharp tip could cause trauma —Distal tip
on IS device has radius to minimize trauma. Device placed in a bactericidal
solution such as chlorhexidine between using to sterilize. Incorrect cleaning
may drive to cross-contamination as the device can transfer pathogenic
organisms.

Technical Data:

Includes

Aspiration tooth brush, OroCare Aspire —2 pcs.
Weight (9);
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OLLUMOKM 1Y HENPaBWIbHOIO UCMOb30BaHUA CBefeHa KA raTti, Ny
CneumnanbHON NOArOTOBKU He TpebyeTcs.

HenpaBuibHOe MOACOEAUHEHME WM HEOCTOPOXHOE MpPUMEHEHWe B POTOBOWA
MoJIOCTU MaLMeHTa.

MHCTPYKUWMA NO TEXHNKE BE3OINACHOCTWU

He ponyckaetcs skcnyaTtauus yCTPONCTBa, ecniv NnoBpexaeHa
NHAMBUAYaNbHAA YNaKOBKa U eCTb NMOBPEXAEHUA N3LeNNS.

W3penve ogHopasoBoe. He noanexxuT CTepuansalmm 1 noBTOPHOMY
1CMONb30BaHUIO.

MpumeHsAeTCA NHANBUAYAIBHO C K&XKAbIM MauYeHTOM.

Oral Care - ABNS€TCA XOPOLLO AOKYMEHTUPOBAHHOW YaCTbiO0 B KIMHNYECKOM
npaktuke. O6y4eHve n npumeHeHne Oral Care ABNSeTCSA YaCTbiO NPOTOKO/A
6onbHUUbL. 3genus Intersurgical 66111 NPOEKTUPOBaHLI C LieNbio MOBbLICUTb

3 PEKTUBHOCTb FMreHbI MONOCTU PTa, COXPaHAA MUHUMASTbHBIN pasmep 1
[06aBnas MArkue Kpas. MoaToMy BO3MOXKHOCTb OLUMOKM U HENPAaBUILHOTO
1CNOMb30BaHNA cBefeHa K MUHUMYMY. CreupanbHOM NoAroTOBKN He
TpebyeTcs.

1 HenpaBwnbHOEe NOAK/OYEHWE UK arpeccBHOE UCMO/b30BaHNE B POTOBOWA
MOJIOCTU MaLMeHTa.

2. Vi3genvie ncnonb3yetcs 419 NPOCTOM OUYUCTKM U caHauun. K Kaxaomy
N30eNuo NpuiaraeTca NoaHasa UHCTPYKLUMA MO NPUMEHEHUIO.
3.MpeaHasHayeHbl 4na UCNOMb30BaHWUA MeACcecTpaMu, MybMOHOM0ramu,
NoCTaBLUMKaMU YCNYT YX04a Ha oMY - C OXXMAAEMbIM YPOBHEM 3HAHUM.
3arpssHeHue: [na Toro, 4ToObl NPeLOTBPaTUTL Nepeaady MUKPOOPraHU3MOB Y
O[HOr0 1 TOro Xe nauuyeHTa (M34enve MOXeT NPUMEHATLCA TONbKO Ha O4HOM
nauyeHTe), U3fenne HyXXHO MCNoMb30BaTh B NMepyaTkax, a Mexay
1NCMO/b30BaHNAMU (Ha OLHOM M TOM >Ke NauueHTe) HaXoAnTCA B
H6akTepuumaHom pacteope. OCTPbI HAKOHEYHVK MOXKET NPUBECTU K TpaBMaMm -
pagnyc nsfenvs VIHTepcefyxmkan no3sonseT MUMHMU3NPOBaTL Tpasmy. B
Llensx cTepunm3aummn n3tenne NoMeLLaeTcs B 6akTepuLnaHyo cpesy,
Hanpumep X/I0prekCcuanH. HenpasunbHas YNCTKa MOXKET NPUBECTU K
nepeKpecTHOMY 3arpA3HEHUNIO, TaK Kak 13fefnve MOXeT rnepeaasartb
naToreHHble OpraHu3mbl.

TEXHNYECKME JAHHDbIE:

B aaHHbIA Habop BXOAMT

3ybHas acnupaumoHHas WéTka, mogens OroCare Aspire -2 (wT.

Bec (r);




Brush 7,910

Handle 3,9+1,0

Head 4,0+£1,0
Length (cm)

Brush assembly 18,4+0,1

Handle 7,240,1

Head 13,440,1
Benign stren™h (N)

Forward (approx) 14

Backward (approx) 16
Connection pipe diameter (mm)

Outer 8,610,1
Inner 6,5+0,1
Aspiration tooth brush soft Brush (tampon), OroCare Sensitive - 4 pcs.
Weight (g):
Brush 8,1£1,0
Handle 3,9+1,0
Head 4,2+1,0

Length (cm)
Brush assembly 20,5+0,2
Handle 7,2+0,1
Head 13,340,1

Bendign strength (N)
Forward (approx) 14
Backward (approx) 16
Connection pipe diameter (mm)
Outer 8,610,1
Inner 6,5+0,1

The head design and material allows for using anti-bacterial solutions.
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LLIéTKa 7,910

PyKosTKa 3,9+1,0

[lonoBHas yacTb  4,0+1,0
OnnHa (em)

LLi&Tka B cObope 18,440,1

PykoATka 7,240,1

['0noBHasa YacTb 13,4+0,1
YcToinumeocTb K n3rndy (N)

Mpamoe (Npnbnu3) 14

O6patHoe (npnbnus) 16
[vameTp coeMHNTENLHOTO NaTpyoka (Mm)

BHeLwHWi 8,6+0,1
BHYyTpeHHWiA 6,5+0,1
Sensitive -4 wr.
Bec (n):
LLéTka 8,1+1,0
PykosATKa 3,9+1,0
["0NnoBHas YacTb 4,2+1,0
[nviHa (cm)

LLIéTKa B cOope 20,5+0,2

PyKosTKa 7,240,1

"onoBHas YacTb 13,310,1
YcTtonumeocTb K n3rnéy (N)

Mpamoe (Nprnbnu3) 14

O6patHoe (npnbnus) 16

[vameTp coeanHUTENbHOTO NaTpybka (Mv)
BHeLLH®IA 8,6+0,1
BHYTpeHHWMIA 6,5+0,1

KOHCTpYyKUMS 1 MaTepran rofloBKU NO3BONSET NPUMEHEHNEe

aHTUGAKTepPUa/bHbIX PACTBOPOB.



Anti-bacterial solution cup—=6 pcs. Uallka ans aHTUbaKTeprasbHOro pacTeopa- 6 L.

Weight (g): 154 g+ 0,19 Bec (r): 154r+01r
Diameter of the upper part 0A (mm): 38,9 £ 0,1 OvameTtp BepxHeld yactn 0A (mm): 38,9+ 0,1
Diameter of the ground 0B (mm): 33,6 + 0,1 [JvameTp ocHoBaHunA 0B (mm): 33,6 £ 0,1
Height (mm): 24,6 0,1 BbicoTta (Mm): 24,6 £0,1
Water level gauge (ml): 5, 10, 15 MapkupoBka ypoBHs Bogbl (Mn): 5, 10, 15
Universal holder - 1 pcs. YHuBepCa/bHbIA AepxKaTens - 1 L.

11 MM

2 mm

5MM

Tolerances : £1 mm
T+
Weight: 7 +0,05 g JonyeTMble OTKNOHEHUA: £1 MM

- Bec: 70,05
Material: ABS Polylac PA-757 Matepuan nsrotosnexus: AbC-nnactuk Polylac PA-757

Shelf life 3 years Cpok rogHoctu 3 roga
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Application:

The kit includes the most popular toothbrushes OroCare Aspire and OroCare
Sensitive. In addition, the kit includes a cup for antibacterial solution.
Furthermore, the kit contains daily oral care for using every 4 hours. The kit
includes a universal holder to hang the kit in any convenient place.

OroCare Aspire features a small brush head, equally suitable for adults and
children. The soft bristles allow for proper oral hygiene and are designed to aid
in the removal of plaque. The brush length allows the user to reach all areas of
the oropharynx without interfering with ET tubes and other equipment. It has a
built-in direct attachment to a suction line, eliminating the need for an
additional suction device.

The toothbrush should be connected to the vacuum system through the aspirate
collecting system (tank) using an aspiration tube (hose) (supplied separately). If
the toothbrush is used in the scheme together with closed or open aspiration
catheters, they should be connected to the unified aspirate collection scheme
through a polymer connector for the Oro Care Suction aspiration tubes, 2 inputs
(with one cap) / 1 output, which is installed on the aspirator (through a filter).
The aspiration tube from the toothbrush is connected to one connector input, the
tube from the aspiration catheter is connected to another input. If the connector
is used, for example, only for the toothbrush, then the second entrance is closed
with the bundled cap.

The connection scheme of OroCare oral care devices is provided in the
appendix to this manual.

Method

Using suction hose connected to a toothbrush suction unit turn it on.

Apply on the toothbrush a required amount of tooth gel (sold separately) or dip
the brush into the antibacterial disinfectant solution, use the supplied cup for
antibacterial solution.

When cleaning is recommended to aspirate residual gel and (or) solution.
Conditionally divide all the teeth on the upper and lower jaws into 4 segments
(better start brushing your teeth with the upper jaw).

Locate the toothbrush on the buccal surface of the upper teeth, estimated at 45 °.
Adjusting the level of aspiration using the handle, "scram™ top-down movement
of each segment to hold at least 10 times.

Clean the chewing surfaces of the upper teeth.
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Cnocob NpUMeHeHUs

B Habop BX0AAT camble NOMNy/SPHbIE MO NPUMEHEHWUIO 3Y6HbIE LLETKN MOLE/N
OroCare Aspire 1 OroCare Sensitive. [J0no/fIHUTE/ILHO B HABOP BK/THOYEHBI
yallKun Ana aHTMbaKTepmanbHOro pactsopa. Habop cogepXXuT yCTpoincTsea no
yX0Zy 3a NOIOCTLI0 PTa Ha CYTKM Yepes Kaxkable 4 yaca. B KOMNIEKT BXOANT
YHUBEPCa/bHbIN AepXKaTesb, YTO 6bl Bbl MOr/IM NoOBECUTb HAboP B N1t06GOM
yao6HoM ansa Bac mecte.

3ybHas acnupaunoHHas WeTka, mofens OroCare Aspire UMeeT HeGOoMbLLYH
ronoBKy, KOTopas NOAXOAUT B3POC/bIM N AeTAM. MArKue LWETUHKN NO3BOSAIOT
Hag/iexawmm obpasom cobnogatb TMrmeHy MnosiocTU pra U npegHasHauveHbl
ONA yhaneHua 3yOHOro Haseta. [vHa LIETKU MO3BO/SET O4YUCTUTL BCe
06/1aCTU POTOrNOTKN, He Mewas Apyromy o6opyaoBaHuio. Mofenb VMeeT
HENnoCpeACTBEHHO  KPEMneHWe K BCacbiBalOWEW  NMHUK,  YCTpaHss
Heob6X04UMOCTb AOMO/IHUTE/ILHOrO BCACbIBAHWS.

K cucteme Bakyyma LLeTKa A0/MKHA NOACOeANHATLCA Yepes cucTeMy (EMKOCTb)
cbopa acnupara nocpeAcTBOM acnupaLMoOHHON TPYOKM (LunaHra)
(nocTtasnseTca OTAeNbHO). Ecnu WweTKa NCnonb3yeTcs B CXeMe COBMECTHO C
3aKPbITbIMU U OTKPLITLIMW aCNMPaLMOHHLIMK KaTeTepamu, s Ux
NOAKNIOYEHNS B eIMHYIO CXeMy cbopa acnupara, UCNosb3yeTcs COefUHUTENb
NoSIMMEPHBIV NS acnupaumoHHbIX Tpy6ok Oro Care Suction, 2 Bxoga (C 04HUM
Konnaykom)/! BbIXOf, KOTOPbI yCTaHaB/IMBaeTCA Ha acnupatop (Yepes
(unbTp). K 0gHOMY BXOA4Y COeAVHUTENS NOAK/YAeTCA acnpauoHHas
TpyOKa OT WETKK, K ApyroMy TpybKa 0T acnmpauymoHHOro Karetepa.
CoeanHUTENb MOXET ObITb UCMNOMB30BAH MPY NPUMEHEHWUW, HANPUMEP, TO/bKO
LLETKW, TOrA4a BTOPOI BXOA, 3aKPbIBAETCA KOMNAYKOM, BXOASALLMM B €ro COCTaB.
CxeMy NOAKNHOYEHNS YCTPOWCTB MO yXo4y 3a nosocTbio pTa OroCare
CMOTPUTE B MPUNOXKEHWNN K HACTOSLLEN UHCTPYKLUMN.

MeTogmka

Vcnonb3ysa acnpalMOHHBIRA W1aHT, NOACOeUHUTL 3Y6GHYHO LLETKY K
acrnmpauroHHOMY YCTPOMCTBY M BK/IKOUUTL €rO.

HaHecTn Ha 3y6HYO LLIETKY HEOOXOAMMOe KOIMYECTBO 3yOHOrO rens
(nocTaBnseTca 0TAeNIbHO) UM OKYHYTb LLETKY B aHTMOAKTepUabHbIiA
Ae3NHDULUMPYIOLLMIA pacTBOp, NMPK 3TOM UCMO/b3YETCA Yallika A/s
aHTMbaKTepnasIbHOro pacTeopa 13 Habopa.

Mpn YNCTKe peKoMeHAYeTCA MPOBOAMTL acrmpaLuio OCTaTKOB renid n (Mnm)



Locate the brush perpendicular to the upper teeth, brush them palatal surface
cautious, "scram" movements, from top to bottom (all 4 segments).

Clean similarly lower teeth (buccal muscle and chewing surface).

Turn off the device and disconnect suction toothbrush.

Dispose of the product.

OroCare Sensitive toothbrush (tampon) is a unique suction wand for cleaning
delicate gums and tissues around the oropharynx. The integral moulded soft
head (tampon) provides a safer alternative to common suction swabs.

The toothbrush (tampon) is securely fixed in the structure and cannot fall off
when in use

The design of the head allows application of antibacterial solutions.

The toothbrush (tampon) is also included in the aspiration scheme using the
aspiration tube.

Dip the brush into the antibacterial disinfectant solution, use the supplied cup
for antibacterial solution.

During brushing the teeth a tooth gel (optional) may be applied on the
toothbrush (swab).

During cleaning it is recommended to aspirate residual gel and (or) solution.
Clean the gums, tongue and mucous membranes of the patient, using aspiration
and grouting.

Turn off the device and disconnect suction swab.

Dispose of the product.

Below is a schematic depiction of instructions for using a medical device.
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pacTBopa.
YCNOBHO pa3fennTh BCe 3yObl Ha BEPXHEN M HVKHEN YeNtocTax Ha 4 cerme?
(ny4Le HaYMHATL YACTUTL 3YObl C BEPXHEN YeNtoCTHh).

PacnonoXxmTb 3yOHYHO LLETKY Ha LLIeYHOM NOBEPXHOCTM BEPXHUX 3y60B,
NPUGAN3NTENBHO NOA Yrnom B 45°.

Perynnpys ypoBeHb acnvpalun ¢ NOMOLLLH PYKOATH, "BbIMETAKOLLMM"
[IBVXXEHNEM CBEepXY BHU3 MPOBECTM MO KaXKA0MYy CermeHTy He meHee 10 pas.
MoYnCTUTb XKeBaTeslbHble NOBEPXHOCTN BEPXHUX 3y60B.

PacnofioXunTb LWETKY NeprneHAnKyISpHO BEPXHUM 3y6am, MOYUCTUTL UX
He6HYH0 MOBEPXHOCTb OCTOPOXKHBIMU, "BbIMETAIOLMMUN" ABVKEHUAMN, CBEPXY
BHU3 (BCe 4 cermeHTa).

MOYMCTUTb aHANOTMYHO HUXKHME 3YObl (LLEYHYHO MbILLLY W XeBaTeNbHYH0
MOBEPXHOCTD).

OTKNHOYMTb acnupaLMoHHOe YCTPOCTBO U OTCOEAUHUTL 3YOHYHO LLETKY.
YTunnsmposatb nsgenve.

3ybHas acnvpaunoHHas aTpaBmaTuyeckas WeéTka (TamnoH), mogens OroCare
Sensitive ABNSAETCA YHUKa/IbHOW LLETKOM ANS YACTKN Le/IMKATHBIX LECEH U
TKaHel BOKPYT pOTOr/IOTKW. VIHTerpMpoBaHHas MArkas ronoska (TamrnoH)
o6ecneymsaeT 60nee 6e30MacHyI0 afbTepHaTUBY APYTUM acnupaLuioOHHbIM
TaMrnoHaMm. TaMnoH LUETKN HaAEXHO 3aKpensieH B KOHCTPYKLUNUN - ero
OTZe/NeHne B NPOLLECCE UCMONb30BAHNA HEBO3MOXHO. KOHCTPYKLMA 1
marepuan rofoBK1 No3BoseT NPUMeHEHVE aHTUBaKTepUasIbHbIX PaCTBOPOB.
LLieTka (TaMNOH) Tak>Ke BK/IKOHAETCA B CXEMY acnupaLmm ¢ NoMoLLbo
acrnmpawuvoHHOM TPyOKM.

OKyHYTb LWETKY B aHTUOaKTEPUa/IbHbIN Le3UHPULUPYIOLLNIA PacTBOp,
MCNOMNb3YITE NOCTABNAEMYHO B KOMI/IEKTE YallKy ANs aHTUOGaKTepuasibHOro
pacTsopa.

Mpy unCTKe 3y60B MOXHO HAHECTW Ha 3yOHYHO LETKY (TaMMOH) Heo6XxoamMMoe
KOMIMYeCTBO 3y6HOr0 rens (NoCTaBNAeTCcA OTAe/NbHO).

Mpy YNCTKe peKOMeHAyeTCA NPOBOAUTL acnupauuio OCTaTKoB rens u (Mnm)
pacTeopa.

MpOn3BECTN OUUCTKY AECEH, A3bIKA M CIM3UCTbIX 0060/104eK MaUueHTa,
NPUMEHAA acnunpawmio 1 TaMMNOHNPOBAaHNE.

OTKNHOYMTb acnmpalMoHHOe YCTPOCTBO U OTCOEAUHUTL TaMIOH.
YTuUnmsmposatb nsgenve.
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Legend of label:

SYMBOL
REF

LOT

M

d (8)
C eor 0120

[ non\
| stcrileX

QTY

RxXONLY
aO

DATA
Catalog number
Batch code
Keep away from heat and direct sunlight

Consult instructions for use

Temperature limitations

Do not re-use
Do not use if package is damaged

Manufacturer

CE mark. Product conforms with the
essential requirements in the European
Medical Devices Directive 93/42/EEC

Non sterile

The number of products in packaging (the
maximum number)
Do not open the packaging using a knife

Caution: Federal law restricts this device
to sale by or on the order of a physician
Date of manufacture

Product does not contain latex
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CMBOJI
REF
LOT
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QTY

RxXONLY
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Tabnuua ycnoBHbIX 3HAKOB:

SHAYEHWVE

Howmep no katanory

Kopg naptum

bepeyb 0T Harpesa 1 NPAMbIX COMTHEYHbIX
nyyein

He nogneXxxut noBTOPHOMY MCMO/b30BaHUIO

TemnepaTypHble OrpaHUYeHns

He ncnonb3osatb NOBTOPHO
He ncnonb3yiite, ecnv ynakoBKa noBpexieHa

MpounssoguTens

Mapkuposka CE. NpogyKT COOTBETCTBYET
OCHOBHbIM TpeboBaHMsAM [MPEKTUBSI
EBponeickux MeanunHCKNX Nnpnuéopos
93/42/EEC

3pgenve He ctepunbHO

KonunyecTBo n3genwuii B ynakoBke
(MakcMmasibHOe KOJIMYeCTBO)
He oTKpbIBaTb YNaKOBKY MCMO/b3Ys HOX

BHUMAHWE: depaepanbHblii 3aKOH
3anpeLyaeT NpoAaxy aToro U3genus
(hn3nYeckM MUoM  To/bKO MO peuenTy
Jata npons3BoacTBa

V3fenve He cofepXXuT naTekca



N3penve He copepXXuT (hTanatsl

MaTepnanbl, N3 KOTOPbIX U3roToBMIEHO MeAULIMHCKOe u3genve uiv ero

The materials from which it is made or its medical device basic parts OCHOBHbIE YacTi (06513aTe/NbHO YKAa3bIBAKOTCA MaTepuaibl UacTeil

(required materials are parts of a medical product used in contact with the

human body)

MEANLIMHCKOIo n3gesind, KOTopble NCNOJIb3YHOTCA B KOHTaKTE C

OopraHnsMom l-IeI'IOBeKOM)

Name Component Material HaumeHoBaHMe CocTaBHas Matepuan
- yacTb
- bod Medical polypropylene, grade o
toothbrush (swab) aTpaBMaTU4ecKas LLETKa LLETKN PURELL RPS?SR
' Green tone dye, grade MB (TamnoH), Mogenb g;?igzggggggo;;:TeHKa Mapiu MB
CC10135305BG (5594) OroCare Sensitive. ( ) .
- No/MMpPONuIeH MeANLNHCKWIA MapKm
i Medical polypropylene, grade LLETVHKM
pristles PURELL RP373R (7547A) PURELL RP373R (7547A)
TPE th lastic elast TepMONIacTUYHBbIN 31acToMep KOMMNayH[,
erdmOp a; ICCeAEiISV:)'IrI]OeL TPE mapku CAWITON PR8762 (9658)
;0};;3‘;23”(9’6%3 € nonusuHpLuxnopug PVC-Color 6e3 ranatos
Phthalate-ffee (DEHP) PVC-Color (DEHP)
OroCare Aspire  body LDPE, grade 600BA-LDPE (0138) 3y6Has Kopriyc E‘;‘F':';T‘g’lzz BLICOKOr0 AAB/IEHNA Mapku 600BA-
tion toothbrush Green tone dye, grade MB CC10135305BG acnupaunoHHas LHETKM (0138)
suction toothbrus (5590) WETKa, MOgenb KpacuTe/lb 3e/IEHOr0 OTTeHKa Mapku MB
) ’ - CC10135305BG (5594)
. OroCare Aspire
bristles gsg'?(;aé Fzsgy‘lp;zg)ylene’ grade PURELL P LETHHKN MoAMMponuIeH MeguLMHCKMIA Mapkn PURELL

RP373R (7547A)

Yauka s MonunponuneH Moplen RP248R (7547), npoussoactsa Basell
Cup for Polypropylene Moplen RP248R (7547), produced by aHTMbaKTepuanbHoro Polyolefins Company N.V., Hugepnaxabl
antibacterial Basell Polyolefins Company N.V., Netherlands pactsopa
solution
CTEPUTN3ALNA
STERILIZATION H
N/A W3genve He cTepunbHO

YCNOBUA SKCIITYATALMNA:

Temneparypa 15-25 °C
BNaXXHOCTb —He 60ee 80 %

Operating conditions:
the temperature of 15-25 °C
humidity - less than 80 %

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



STORAGE

There are no special storage requirements written on the labelling for
Intersurgical products. We would normally expect storage to take place in
ambient temperatures between -5°C and +45°C, and within this range there
would be no adverse effects on the safety and performance of any Intersurgical
products.

Optimal conditions for storage for oral care devices vary +5 ° C to +25 ° C.
Product should be stored in a ventilated area at a minimum distance of 1 m from
heating systems, providing protection from direct sunlight. In the room there
should be no open flames, vapors of volatile substances. Appliances, fittings
and switches should be made fire-resisted. A relative humidity of 65 - 70%
should be maintained.

TECHNICAL SUPPORT AND REPAIR
N/A

TRANSPORTATION

There are no special storage requirements written on the labelling for this
product. Products can be transported in any type of closed vehicles without
distance limits under the conditions of the respective storage conditions. After a
long stay of a product at low temperatures it is necessary to keep the product at
room temperature at least 2 hours.

WARRANTY

The company guarantees the quality of the product prior to the expiry of its term
of validity. This obligation is valid in cases where the product is used according
to the instructions for use. Intersurgical disclaims any warranty of
merchantability or fitness for a particular purpose of the product.

Shelflife of 3 year.

Waste Management
Device contains no hazardous waste. Standard hospital procedure for clinical
waste disposal.
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XPAHEHWE

Hex cneumanbHbIX, 0603Ha4YeHHbIX HAa MapKMPOBKE TPpeboBaHUA K XpaHEHUHO
n3genuin Intersurgical. Kak npaBmio, 0XXMAaeTcs, YTo XpaHeHue byaet
NPOVCXOANTL NPK TeMNepaType OKpyxatoLlen cpefbl oT -5 ° C go +45 °C. B
3TOM fArana3oHe He 6blf0 3aMeYeHO HUKaKMX OTPULLATENbHbIX MOCNeACTBUI
A9 6e30MacHOCTM M 3KCMNyaTalMOHHbLIX Ka4ecTB NpoAyKumm Intersurgical.
OnTyMasbHbIe YCNOBMS XpaHEHWsT YCTPOMCTB AN yXo/a 3a NoM0CTbio pTa +5
°C po +25 ° C. 3penua cnepyet XpaHUTbL B BEHTU/IMPYEMOM MOMELLEHUM, Ha
paccTossHUM He MeHee 1M OT OTOMMUTE/NbHBIX CUCTEM, 06ECNeUnB 3aLmTy OT
MPAMBIX COMIHEYHbIX yyeld. B NOMeLLeHUN He JO/MKHO ObITb OTKPLITOTO OrHS,
NapoB NIETY4YMX BELLECTB. NEKTPONproO0pbI, apMaTypa 1 BbIKIHOYaTe N
[O/MKHbI ObITb M3rOTOBJ/IEHBI B MPOTUBOUCKPOBOM (NMPOTMBOMOXapHOM)
ncnonHeHun. CnegyeT NoAAep>KMBaTb OTHOCUTENIbHYIO BNaXKHOCTb BO34yXxa 65
- 70%.

TEXHUYECKOE OBC/TY>XVBAHVE W TEKYLLA PEMO 1
He npymeHumo

TPAHCITOPTPOBKA

HeT cneymanbHbIX, 0603Ha4EHHbIX HAa MapKUPOBKeE, TPeGOBaHUI K
TPaHCMOPTUPOBKE [JaHHOIO U3aenus. 3aenns MoXKHO TPaHCMOPTUPOBATh
NO6bIM BUAOM 3aKPbITbIX TPAHCMOPTHLIX CPEACTB 6e3 OrpaHNYeHuUs
PaCcCTOSAHUSA MPU YCOBKSX, COOTBETCTBYHOLLMX YCI0BUAM XpaHeHus. Mocne
npebblBaHWA U3aennsa Npy OTPULATE/NbHLIX TeMMepaTypax He06X0AMMO
BbLLIEPXKATb M3/e/nne NPy KOMHATHOI TemnepaType He MeHee 2 YacoB.

FAPAHTUA

KomnaHus rapaHTupyeT KayecTBO NPOAYKTa 10 UCTEYEHUS ero Cpoka
rOAHOCTU. ITO 0653aTeNbCTBO AENCTBUTENIBHO B TEX CyYasX, Korga npoaykr
NCMO/b3yeTCA B COOTBETCTBUN C MHCTPYKLUMAMU MO NpUMeHeHuIo, Intersurgical
OTKa3bIBAETCA OT /IOObIX rapaHTWin TOBaPHOI MPUrOAHOCTU UM NPUTOLHOCTM
A9 KOHKPETHbIX Liefieil npoaykKTa.
Cpok rogHoctn 3 roja.
YTUNN3ALUNA OTXOA0B
CraHfapTHas 60/1bHUYHAA npoueaypa 4ns yTuamsaumm KIMHUYeCcKMX 0TX040B.
Mocne ucrnonb3oBaHNs, BECb AManasoH pecnmpaTopHbIxX nsgenuia Intersurgical



After use, Intersurgical’s range of respiratory care products should be disposed
of by the appropriate means that have been set out by the hospital or the
relevant health authority. Used products that have not been classified as
“Clinical Waste”, should be treated as municipal waste and disposed of
accordingly - for example into a landfill. Should the hospital decide that the
used products come under the classification of “Clinical Waste”, the Health
Services Advisory Committee of the Health and Safety Commission (Great
Britain) advises that disposal should be by means of incineration.

All Intersurgical products are packed in cartons that can be re-cycled as
cardboard. Plastic packaging waste (polybags, plastic packaging film) can be
recycled where recycling facilities exist or disposed of as municipal waste
unless it is deemed to be contaminated and classified as “Clinical Waste”, in
which case such packaging waste should also be incinerated.

“Clinical Waste*”:

Clinical waste is any waste that consists wholly or partly of human or animal
tissue, blood or other body fluids, excretions, swabs or dressings, syringes,
needles or other sharp instruments, being waste which, unless rendered safe,
may prove hazardous (hazard in this case may be physical, chemical or
biological) to any person coming into contact with it, and any other waste
arising from medical, nursing, dental, veterinary, pharmaceutical or similar
practice, investigation, treatment, care, teaching or research, or the collection of
blood for transfusion, being waste which may cause infection to any person
coming into contact with it.

The hazard class "B".

The list of national and international regulatory doeuments/standards,
which matches medical product:

BS EN ISO 13485 - Medical devices - Quality management systems;

BS EN ISO 9001 - Quality Management Systems;

BS EN ISO 15223-1 - Medical Devices - Symbols to be Used with Medical
Device Labels, Labelling & Information to be Supplied;

BS EN ISO 1041 - Information supplied by the manufacturer of medical
devices;

BS EN ISO 14971 - Medical devices - Application of risk management to
medical devices;
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cnegyeT yTUAN3MpPoBaThb creays TpeboBaHUAM 601bHULLINWIT op? M\
34paBooxpaHeHus. cnosib3oBaHHbIe U34e/NsA, KOTOpble He Obln
KnaccuguumpoBaHbl Kak "KnnHuyeckue 0TXoabl", 4O/MKHbI paeCMaTpuBaThCA
KaK 0TX0Abl ObITOBbIE Y YTUIU3MPOBATLCA COOTBETCTBYHOLLMM 06pa3oM -
HanpumMep Ha cBanky. Ecnv 60/11bHMLA PELUNT, YTO UCMO/b30BaHHbIE N3LeNns
Knaccuumumpyotes Kak “KnnHuyeckme otxodbl”. KOMUTET KOMUCCUM MO
KOHCY/bTaluMn MeAULUHCKMX YCNYT NO OXpaHe 340poBbs (BenmkobputaHus)
COO6LLAET, YTO YTUAN3ALMA LO/MKHA MPOUCXOLUT MYTEM CXKUMaHUS.
MnacTmkoBble 0TX0Ab! (MOMMITUMEH, NIACTUKOBASA YMNAKOBKa, M1eHKa) MoryT
ObITb NepepaboTaHbl Ha NepepabdaTbiBaOLLMX NPEANPUATUAX UK
YTUNU3MPOBaHbI Kak ObITOBbIE OTXO/bl €C/IM 3TO HE CHUTAETCS 3arpA3HEHNEM 1
KnaccugmumpyeTca Kak “KnnmHuyeckue 0TXofpbl”; B TaKOM C/ly4ae Takue
0TXO0Ab! criefyeT oxuratb. Bee nsgenns Intersurgical ynakoBaHbl B KAPTOHHbIE
KOPOOKM, KOTOpble MOTYT BbITb NepepaboTaHbl KaK KapToH.

“KnuHunyeckne otxoabl *':

KnuHnyeckue oTxofbl 310 Nt0ObIE OTXO/b!, MONHOCTLIO UM YaCTUYHO
cofiepxkallive YenioBeYECKNe UM XXMBOTHbIE TKaHW, KPOBb, UK Apyrue
BM0/I0rNYecKne XXMAKOCTH, BbIAENEHUSA, TAMMOHbI UM NOBA3KW, LUNPULbI, UMb
WK Jpyrvie ocTpble MHCTPYMeHTbI. OHM 06pa3ytoTca B pesy/bTaTe
MeMNLMHCKOW, CTOMATONOrMYEeCKO, BETEPUHAPHO, hapMaLleBTUYECKOMN,
npenogasarte/ib,CKoW AeATeNIbHOCTMN; UCCNEeA0BaHWI, NTeYeHns, yxoma unm
repenvneaHuna Kposu. Eciv nx He obe3onacuTb, (ONAcHOCTL B 3TOM Cryvae
MOXET OblITb (PU3MYECKas, XMMUYecKas Un 61onornyeckas) npy cnyyanHom
BCTYMN/IEHUWN B KOHTAKT OHW MOTYT BbI3BaTb MH(EKLMIO.

Knacc onacHocTtu «b».

MepeyeHb HaUWMOHa/IbHbIX U MeXAyHapo4HbIX  HOPMaTUBHbIX
[LOKYMEHTOB/CTaHAapTOB, KOTOPbIM COOTBETCTBYET MEAULIMHCKOE U3LeNne:
BS EN 1SO 13485 - MeauLmMHCKME U3LeNunsa-cucTeMa ynpas/ieHUa KayecTBOoM;
BS EN 1SO 9001 - Cuctema ynpaBneHns KauecTBOM;
BS EN ISO 15223-1 - MeguumHcKkne wusgenusa -
NCNONb3YHOTCA Ha ATUKETKAX MEAULMHCKUX U3LENNIA;

CnmMBO/bI, KOTOpbIe

BS EN ISO 1041 - WHdgopmaymns, npefoctasnsemMas NPOU3BOLUTENEM
MeAMLMHCKOro 060pyoBaHus;
BS EN ISO 14971 - MeanumHckue wusgenvd. [NpuMeHeHne ynpasieHus

PUCKaMM B OTHOLLIEHWI MEAVLIMHCKNX U3AENNIA;




BS EN 1SO 20126 - Dentistry - Manual toothbrushes - General Requirements;  BS EN 1SO 20126 - Cromatonorus - PydHble 3yOHble~1ap™"T -
BS EN I1SO 22254 - Dentistry - Manual toothbrushes - Resistance of tufted TPE0OBaHUS;

portion to deflection: BS EN ISO 22254 - Ctomatonorus - PyyHble 3y6Hble LLETKN - YCTOWUMBOCTb

Medical device directive 93/42/EEC; K CMNaHNIo LUETUHOK LUETKW, 6 03/42/EEC

BS EN 1SO 10993-1 - National standard of RF. Medical devices. The .gngeKITIlA;S nl%gngznTumaCKomy 00pyA0BaHMIO PoccnTiokol &

evaluation of biologic impact of medical device. Part 1. Evaluation and "L - HalOHanbHbLIV CTaHAAPT FOCCVCKON eAepaLlinn.

research WN3penna meguumHckme. OueHka 61M010rMyeckoro AencTens MeauLMHCKNX
' n3genuin. Yactb 1 OueHKa 1 uccneaoBaHus.

Customer service support: Cnyx6a noaaep>XKn NoKynaTtesnen:

Intersurgical 3A0 UHTepcemkmKan,

117105 Mos’cow Varshavskoe shosse 26/11 Poccua, 117105, Mocksa, BapLuasckoe Lwiocce, 4. 26, ctp. 11

tel/fax: +7 (495) 771-6809 Ten/gakc: +7 (495) 771-6809

info@intersurgical.ru mfo@_lntersurg_lcal.ru

ww w . intersurgical .ru A intersurgical 115114, M 6 6 /B

Postal address: 115114 Moscow, Derbenevskaya quay 11/B OHTOBbLIN a/ipec. » Mocksa, [lepoeresckan HabepexHas,
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MpunoxeHve / Annex
Cxema NoATHYEHMS YCTPOMCTB NO yxoAy 3a nonoctbo pta OroCare / OroCare oral care devices connection diagram

HNoniiHm3aldbmos capyv vovHaA
otcKMi maawwaTT wixa WAHHMK/b opm VBl

JYtM>» ACTKpaoHHa
ATiaddVETIHOhd 4" kK

.- Ho&op ans «dtp'nocpToswMHIo ysoga
MMUIMTH OroQLLe S«sirjNe :
J sanonoomo |na (hoCjm - Q4
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[MepeBog, ¢ aHrAMIACKOro si3blKa Ha pyCcCKuUi A3bIK]

I A, Capa Mak-JlanimH, HoTapuyc, YMO/SIHOMOYEHHAA Ha OCYLLECTB/IEHWE MNPaKTUKU Ha
TeppuTopun AHMAMK N Yanbea, € odmcom no agpecy: Ppavspedmpk 25a, Pukdgopac Xunn,
Anncbepn, HP20 2RT, Bennkobputanusa, YAOCTOBEPAKO C/IEAYOLLEE:

1 KomnaHua «WHTepcemkunkan Jlumuten» (Intersurgical Limited) sBnseTes 3akpbITOW
aKUMOHEPHON KOMMaHWel, 3aperMcTpyMpoBaHHOM B COOTBETCTBUM C 3akoHaMn O
KoMnaHuax 1948-1976 rr. Peructpatopom KomnaHuidi AHrAMM v Yanbca nog HOMepom
01488409, c 3aperneTpmMpoBaHHbIM 0hMcom no aapecy: KpeiiH Xays, Monnm Munnapc
N3, YokuHrem, bepkwmp RG41 2 RZ, Benuko6putaHus (Crane House Molly Millars
Lane, Wokingham, Berkshire RG41 2RZ, England) (nanee «KomnaHus»);

2. Mpunaraemblil AOKYMEHT, 03arfiaBfeHHbIA «HETPYKUMA NO NMPUMEHEHUIO. YCTpoieTBa
[N19 yX0[a 3a NoM0CTbO pTa B HAbopax M B OTAE/bHbIX YNAaKOBKax C NPUHALIEXHOCTAMN,
BapuMaHT MCronHeHWs: Habop ana KpyrnoeyTouHOro yxoga 3a nonoetbto pta OroCare —
Q4» n patmpoBaHHbIin 14 noHs 2019 1., co6eTBEHHOPYYHO nognuncaH isaHom CeHOTOM.

BbIJAHO wMHOWO 3a MOeidi neyaTbtd W MNOANUCLID B Jiincbepn, BenmkobpuTaHus,
[EeBATHAALATOrO MIOHA B Thlesuu [eBATHAALATOro roja.

[PenbechHan neyaThb HoTapuyca Capbl Mak-/ladnH] /nopnucs/
Capa Mak-JTapnivH
HoTapuye
25a Pukdgopae Xunn,
dinebepn bake, HP20 2RT
07789 623052
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[Mepesog neuaTelt n Hagnucell Ha [OKYMeHTe «HCTPYKUMS MO MPUMEHEHUI0. YCTpoiicTBa
A1 yXo[a 3a NONOCTbI0 pTa B Habopax U B OT/AENbHbIX YNAKOBKAX C MPUHALNEXKHOCTSMMU,
BapUaHT WCMONHeHNs:: Habop A7 KPyrnocy TOYHOro yxoda 3a nofocThio pTa Oro Care - Q4»
KOMMaHuM «/IHTepcea>Knkan JiumuTe», NpefcTaBNeHHOM Ha aHTIMACKOM M PYCCKOM si3blKax]

IMA:

OOJ/HKHOCTb:

NoAnN1Ch

NATA

]

MBaH CeHtoT

[VpexTop Nno KOMMNeKCHOMY obecrneyeHunio KavecTsa 1
HOpPMaTVBHO-NPaBOBOMY 06ecreyeHuto

[omKHbIM 06pa3oM YNOSTHOMOYEHHbIN 1 AeACTBYHOLLMIA OT
MMeHN KOMMNaHuW «MHTepcemkunkan J1ta.»

/nognuce!

14 vioHs 2019 T.

[MeyaTb KOMNaHUN «HTepcem>KuKan JinmnTeay|
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IMepeBoj JaHHOTO TeKCTa GAeNaH MHOM, NepeBoaUMKOM AneKceeBbIM AneKceeM AneKCaHIpoBUYem

Poccuiickaa depepaumst

["opoa Mocksa

MepBoro uona e ThiCAYM AeBATHALLATOr0 roga

O Akumos Mneb Bopucosuy, HoTapuyc ropoga MoCKBbl, CBUAETENbCTBY NOAAUHHOCT b MOANUCK
nepesoguymka Anekceesa Anekcea AnekcaHaposuya.

Moanuce caenaHa B MOEM NMPUCYTCTBUMN.

JINYHOCTb nognuncaswero JOKyMeHT yCTaHOB/IEHa.

3aper*p LWL }OT UM weecTpe: No 77/09-H/77-2019-
B3r~kaHo r*pya/rpcTeelll oii nownuHbi(no Tapudy): 100 py6.
Y /NMaye”™ 3a 0KazaHUeNyc”™ nNpaBoBOro M TexHWYecKoro xapakTepa: 200 py6.

A ..-ER'S
BcewpporitHypssaHo,j OHyMepoBaHo
n cKpem/ffo-Mt ,ncT (a)(oB)
HoTapuyc
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NAME: Ivan Seniut
POSITION:  Group Quality and Regulatory Affairs Director
Duly authorised for and on behalf of Intersurgical Ltd
SIGNATURE:
DATE: 14 June 2019
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COMKLtIfc HtSI'IHAtORV SYSIfcMS

INSTRUCTION FOR USE

Oral care devices kits and individual packages with accessories,
variants:

OroCare 24 hour day kit - Q8:

- Set Start OroCare day kit - g8: suction toothbrush OroCare Aspire -
Ipcs, foam swab - 1pcs, antiseptic solution cup - Ipcs.

- Set 8 OroCare day kit -q8: atraumatic suction toothbrush (swab)
OroCare Sensitive - 1pcs foam swab - Ipcs, antiseptic solution cup -
Ipcs.

- Set 16 OroCare day kit -q8: atraumatic suction toothbrush (swab)
OroCare Sensitive - 1pcs foam swab - Ipcs, antiseptic solution cup -
Ipcs.

- Universal holder - Ipcs.
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NHCTPYKUWNA no MPUMEHEHWNIO t
YCTpoiicTBa A/1 )ocofa 3a NoSI0CTbI0 pTa B Habopax M B OTAe/bHbIX YNaKOBKax
C NPUHaANEXHOCTAMMU, BapuaHT UCMONHEHUS:

Habop 4nsa KpyrnocyTouHOro yxoja 3a nosnoctbto pta OroCare - Q8, B

COCTaBe:

- KomnnekTt Start OroCare day Kit - 8: 3y6Has acnupauyoHHas LLEeTKa, MOAe/b
OroCare Aspire - 1T, TaMMOH NeHHbIV - 1T, Yallka ans
aHTMbaKTepuanbHOro pacteopa- 1wr

- Komnnekt 8 OroCare day Kit -q8: 3y6Has acnupauoHHas aTpaBMaTnyeckas
uetka (tamnoH) OroCare Sensitive - 1T, TaMNOH NeHHbIN - 1T, Yalluka ans
aHTMbaKTepnasbHOro pacTeopa - 1u.

- Komninekt 16 OroCare day kit - g8: 3ybHas acnupaunoHHas atpaBMaTyecKkas
ueTka (tamnoH) OroCare Sensitive - 1T, TaMMOH MEHHbIN - 1T, YallKka ans
aHTMbGaKTepnasibHOro pacTeopa- 1 L.

- YHuBepcasbHbIA gepxxatenb - 1 wr.



OfcCar«' Day kil - <i8

OroCare* Aspire

K .U' 4LJIA4 ))(.
Manufacturer: [Npon3BoanTeNb: _ _ _
Intersurgical Ltd., Crane House, Molly Millars Lane, Wokingham, Intersurgical Ltd., Crane House, Molly Millars Lane, Wokingham, Berkshire,
Berkshire, RG41 2RZ, UK, Tel.+44(0) 1189656300 RG41 2RZ, BenvkobputaHus, Ten. +44(0)1189656300
Distributor: MocTaBLUUK;
UAB Intersurgical, YAI_S I/I_HTepec,c|,>K|/|Kan,
'mioniu 60, Pabrade, LT-18170, Lithuania, Tel. 838766611 Amioniu 60, Pabrade, LT-18170, /lnTsa, Ten. 838766611
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Product Description:

The kit includes the most popular toothbrushes OroCare Aspire and
OroCare Sensitive. In addition, the kit includes foam tampons to wash
oral cavity, and a cup for antibacterial solution. Furthermore, the kit
contains daily oral care for using every 8 hours. The kit includes a
universal holder to hang the kit in any convenient place. OroCare
Aspire features a small brush head, equally suitable for adults and
children. The soft bristles allow for proper oral hygiene and are
designed to aid in the removal of plaque. The long neck allows the
user to reach all areas of the oropharynx without interfering with ET
tubes and other equipment. It has a built-in direct attachment to a
suction line, eliminating the need for an additional suction device.
OroCare Sensitive is a unique suction wand for cleaning delicate gums
and tissues around. It can also be used for wetting the face of a patient
and for his lip care. The integral moulded soft head provides a safer
alternative to common suction swabs that can become detached. The
design of the head allows application of antibacterial solutions, whilst
it gently cleans the surface of the teeth and soft palate. Foam swabs are
used to treat the lips and mouth with an antibacterial solution. Cups for
antibacterial solution are used for washing brushes and foam tampons.

Compatibility

OroCare Aspire and OroCare Sensitive Oral suction wand used
together with accessories:

1. OroCare Suction line spliter - 2 inputs (with a cap)/ 1 output, for all
variants of irrigation-suction, irrigation and suction toothbrushes.

Indication:
' *evice is intended for teeth cleaning manipulations for patients
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OIrNMMCAHWE N3OETNA:

B Habop BX0AAT camble NONyNspHbIe MO NPUMEHEHNIO 3YOHbIe WETKU MOAeN
OroCare Aspire n OroCare Sensitive. [1onosIHUTENIbLHO B HAOOP BK/IKOYEHbI
TaMMNOHbI MEHHbIE 415 NPOMbIBaHWNA NOMOCTU PTa W YallKK Ans
aHTNbaKTepuasibHOro pacTeopa. Habop coaepXXuT yCTPOIACTBa MO yXoay 3a
MONOCTbIO PTa Ha CYTKM Yepe3 Kaxapble 8 yaca. B KomnnekT BXxoauT
YHUBEPCa/bHbIN AepXaTesb, YTO 6bl Bbl MOr/IM NOBECUTL HAGOP B NHOOGOM
ynobHom s Bac mecte. 3ybHas acnupaumoHHas WeéTka, mogens OroCare
Aspire nmMeeT He60/bLLYH rON0BKY, KOTOpas MOAXOAMT B3POC/bIM W AETAM.
MSrkve WeTUHKN MO3BONAKOT Haf/1eXallmMm 0bpa3om cobnoaTb rrueHy
MONOCTM pTa U NpeAHasHauveHbl AN yaaneHns 3y6Horo Haneta. Y a/IMHEHHas
(hopma No3BONSAET OUNCTUTL BCE 06/1aCTW POTOINOTKM, HE MeLLas ApYromy
06opyaoBaHuto. Mogenb HenoCcpPeACTBEHHO COEAMHSIETCA CO CXEMOIA
acrnvpaumu. 3ybHas acnupauoHHas atpaBMaTmnyeckas LWETKa - TaMMoH,
mogenb OroCare Sensitive ABNSETCA YHUKaIbHOM BCACbIBAtOLLIEN U
BMUTLIBAIOLLEN LLIETKOW - TAMMOHOM /151 Ae/IMKATHOM YMCTKUN JEeCEH N TKaHeM
BOKPYT pPOTOrNIOTKM. E& )Xe MOXHO MCMo/b30BaTh 418 CMaumBaHUA 1 yxopa 3a
rybamu nauypeHTa. VIHTerprpoBaHHas MArkas rofioBka - TaMnoH obecneymBaeT
bonee 6e30MacHyt0 albTepHaTVBY APYT1M acrnmpalMoHHbIM TamMoHaM,
KOTOpble MOTyT paccnameatbca. MaTepran rofioBKM No3BO/ISET MCMNO/b30BaTh
WETKY NPY NPUMEHEHUN aHTUOaKTepUaNbHbIX PAaCTBOPOB. MeHHbIe TaMMOHbI
NCMO/b3YHTCA 419 06paboTKM ry6 1 NONOCTU pTa aHTUBaKTeprasbHbIM
pacTBOpOM. Yallku Ans aHTMbaKTepranbHOro pacTBopa MCNOMb3ykTea Ans
MPOMbIBaHNS LWETOK M MEHHbIX TaMMOHOB.

CoBMeCTUMOCTb

3yb6Has acnupaunoHHas LWeTka, mogens OroCare Aspire n 3ybHas
acnupawmoHHasa atpaBmaTuyeckas weétka (tamnoH) OroCare Sensitive
MCNONb3YETCA COBMECTHO C MPUHALNEXHOCTAMU:

1. CoeiMHMTENb NONMMEPHBINA A1 acnupauroHHbIX Tpybok Oro Care Suction,
2 BXofa (C ogHuMM Konnaykom)/! BbIXod, An8 BCEX BapUaHTOB UCMONHEHWIA
3YOHbIX MPPUraLMOHHO-aCcNUPaLMOHHbIX, UPPUTALMOHHbIX U acnUpaLMOHHbIX
LLIETOK.

HA3HAYEHWE:
W3penune npegHasHavyeHo 418 NPoBeAeHUS MaHUNYSUMA NO YUCTKe 3y60B



with impaired swallowing, spitting; patients are not able to lead oral
care, as well as an additional tool in the prevention of ventilator-
associated pneumonia (VAP).

To remove fluids from the airway or oral cavity of a patient by
connection to a source of negative pressure (pressure below
atmospheric) - vacuum system.

As sources of negative pressure (vacuum - the difference between
absolute pressure and atmospheric) can be used:

- pipeline system for medical gases and vacuum in the hospitals in
accordance with 1SO 7396-1:2007

"Pipeline system for medical gases. Part 1. Pipelines for compressed
medical gases and vacuum". Composition and parameters of the
vacuum system should meet the requirements of ISO and the pressure
in terminal equipment shall not exceed 60 kPa (absolute value) when
the systems established by the system flow rate and a flow rate of 25
1/min in terminal equipment. The supply of vacuum should be showing
through vacuum controller with scale 0... -100 kPa;

- portable mobile vacuum suction with adjustment of the degree of
dilution with the following parameters: a vacuum of at least 25 kPa
and a flow rate (flow rate) of at least 25 1/min, the Unit must have the
pressure gauge and ensure the possibility of smooth adjustment of the
vacuum in the range 0to -100 kPa.

Recommended negative pressure in accordance with the Directive
AARC by mechanical aspiration of the ventilated patients should be:
- for newborns -10,67...-13,33 kPa;

- for adults to -20 kPa.

Intended users identified as Nurses, respiratory therapist, homecare
providers - within expected level of knowledge of user.

Known Contraindications:
N/A

'""SNRisks and Undesired Side-Effects:
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00/bHBIM C HapYyLLEHVEM FI0TAHWNSA, OTXaPKMBaHUSA; 60/bHbIX, HE UMELLUX
BO3MOXHOCTUM YX0/a 3a MOSIOCTbIO PTa, a TaK Xe B KaYeCTBe AOMO/IHUTENIbHOro
CpefcTBa NPOMPUIAKTUKN BEHTUISTOP-AaCCOLMMPOBaHHON NHeBMOHMK (BATT).
[N yaaneHus XXnaKocTu U3 ablxaTtefibHbIX NyTen 1 pOTOBOW MONOCTU
nauueHTa nyTeM NOAKMKOYEHNA K UICTOUHUKY OTPULLATE/IbHOTO [aBeHns
(maBneHue HMXe aTMOC(EPHOr0) - CUCTEME BaKyyMma.

B KayecTBe MCTOYHWMKOB OTPULIATE/NIBHOIO [aB/eHns (paspeXxeHuns - pa3HoCTb
MeXxzay paboumm abCconoTHLIM 4aB/ieHVEM Y aTMOCHEPHbIM) MOTyT
NCNONb30BaTbLCA:

- Tpy60nNpoBOAHas CUCTEMA NleYebHbIX MeAMLMHCKMX ra3oB 1 Bakyyma J1MY B
cootBeTcTBUN ¢ ICO 7396-1:2007

«Cuctembl TPY60NPOBOAHbIE MEAULMHCKUX Fa30B. YacTb 1. CUCTEMBI
TPy6OnpoBOAHbIE A/15 CKAaTbIX MEAULMUHCKMX ra30B 1 BakyyMa.» CocTas v
napameTpbl CUCTEMbI BaKyyMa [0/IKHbI 0TBeYaTb Tpe6osaHuAM VICO u
[iaBfieHVe B OKOHEYHbIX YCTPOMCTBAX He A0/MKHO npeBbiwaTh 60 KMa
(abconoTHOE 3HayeHWe), Npy paboTe CUCTEM C YCTAHOB/IEHHbIM CUCTEMHbLIM
pacxofoM U ¢ pacxogom 25 1/MUH B OKOHeYHbIX YCTpoicTBax. Mogaya
BaKyyMa [J0/XKHa NMPOU3BOAUTLCS Yepe3 NoKasbIBaoLLMIA PerynsTop BakyymMa
CO LWKaon 0... -100 KIa;

- NOpTaTVBHbIE MOOW/IbHbIE BaKYYMHbIE acrupaTopbl C PeryimpoBKoi CTEMeH
paspeXxxeHns ¢ napameTpamu: paspexxkeHune He meHee 25 KIa u ¢ pacxogom
(ckopocTb NOTOKA) He MeHee 25 n/MuH. Mpubop JOMKEH UMETb
noKasblBatoLLMiA MaHOMETP 1 06ecneymBaTb BO3MOXHOCTb M/1aBHOWA
perynupoBkn Bakyyma B gnanasoHe 0.. .-100 kla.

PekomeHayemoe oTpuuaTtesibHoe [aB/ieHne B COOTBETCTBUM C UPEKTUBOWA
AARC no mexaHWU4ecKom acrnmpauuy BEHTUIMPYEMbIX NaLNeHTOB LO/MKHO
ObITb:

- 4719 HOBOPOXEHHbIX -10,67...-13,33 Kl a;

- 4nd B3pocnbix fo -20 Kla.

MpeaHasHaueHbl ANs UCMNOMb30BaHWUS MeACecTpamm, NynbMOHOMOraMy,
MOCTaBLLMKaMK YCYT yXofa Ha IOMY - C OXKWAAEMbIM YPOBHEM 3HAHWIA.

N3BECTHBIE NMPOTMBOIMOKA3AHWA:
He npumeHuMmo.

MEAVUNHCKNME PUCKW W HEXEJIATEJ/IbHBIE TMTOBOYHbLIE



Oral Care is well-documented part of clinical practice. Training and
application of OralCare is part of normal hospital protocol. The
Intersurgical device has been ergonomically designed to improve the
efficiency of oral cleaning by keeping sizing as small as possible and
adding soft edges & features where necessary. Therefore the risk of
error or miss-use has been minimized where possible. No special
training required.

Incorrect connection or aggressive use in patient oral cavity.

Safety Instructions:

Do not operate the device if the individual package is damaged or
there is damage to the product.

Disposable products. Not be sterilized and reused.

Applied individually with each patient.

Oral Care is well-documented part of clinical practice. Training and
application of OralCare is part of normal hospital protocol. The
Intersurgical device has been ergonomically designed to improve the
efficiency of oral cleaning by keeping sizing as small as possible and
adding soft edges & features where necessary. Therefore the risk of
error or miss-use has been minimised where possible. No special
training required.

1 Incorrect connection or aggressive use in patient oral cavity.

2. Potentially devices used in ICU environments and wards. Device is
used for simple cleaning & suctioning of debris and application of
CHX. Full 1FU is supplied with each device.

3. Intended users identified as Nurses, respiratory therapist, homecare
providers —within expected level of knowledge of user.

Contamination: Suction catheter devices should be handled with
gloved hands and replaced regularly to prevent transmission of micro
organisms —eovered within hospital protocol, single patient use,
device should be placed in bactericidal solution between usages. Sharp
tip could cause trauma - Distal tip on IS device has radius to minimize
trauma. Device placed in a bactericidal solution such as chlorhexidine
‘NAMWAN using to sterilize. Incorrect cleaning may drive to cross-
«cSNjon as the device can transfer pathogenic organisms.
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QPPEKTbI:
YX0p4 32 NOMOCTbIO pTa XOPOLUO AOKYMEHTUPOBAHHASA YacTb B K/IMHUYECKOM
npakTuke. O6yyeHne n npumeHeHne Oral Care ABNAETCA YaCTbiO MPOTOKONA
6onbHMUbL. 3genmna NHTepcempkukan obinm NPoeKTUPOBaHbI C LESbo
YBENUNTL 3PPEKTUBHOCTb TMIMeHbI NOMOCTY pTa. M03TOMY BO3MOXHOCTb
OLUMOKM UM HENPaBU/IbHOTO NUCMOb30BaHUSA CBEAEHA K MUHUMYMY.
CneumnanbHON NOArOTOBKM He TpebyeTcs.

HenpaBunbHOe NOACOEAVMHEHNE WM HEOCTOPOXHOE MPUMEHEHME B POTOBOM
MosioCcTy nauueHTa.

MHCTPYKUWMA MO TEXHUNKE BE3OIMNMACHOCTW

He ponyckaeTcsa akcnnyaTayus yCTPONCTBa, eC/IN NOBPEXeHa
NHAMBUAYa/IbHAA YNaKOBKa UM eCTb NMOBPEXAEHUSA U3aenuns.
W3genve ofHopasoBoe. He NoAiexuT cTepuimsanm 1 noBTOPHOMY
NCMO/b30BaHMIO.

[MpuMeHsAeTCA UHAMBUAYANLHO C KaXKAbIM MaLyeHToM.

Oral Care - ABNnsieTCs XOPOLLO AOK)TUEHTUPOBAHHOMN YaCTbiO B KNMHUYECKOM
npakTuke. ObyyeHne n npumMeHeHne Oral Care AB/ISETCA YaCTbIO NPOTOKONA
6onbHMUbI. M3genms Intersurgical 661uM NPOEKTUPOBaHbI C Lie/bH MOBLICUTh

3 eKTUBHOCTb MMrneHbl NOOCTU PTa, COXPaHsAs MUHUMa/IbHbIA pasMep U1
[06aBnss MArkune Kpasi. MoatoMy BO3MOXHOCTb OLLUMOKM U HEMPaBU/IbHOTO
MCMONb30BaHNA CBefeHa K MUHUMYMY. CrieupanibHOM NOATOTOBKY He
Tpebyetcs.

1. HenpaBunbHOe NOAK/OYEHWE UK arpecCUBHOE UCMO/b30BaHNE B POTOBOM
NnonocTX NaumeHTa.

2. i3genve ncnonb3yetcs Ang NpocTor O4MCTKU U caHaumu. K Kaxgomy
N34ennio NpunaraeTca nosHaa UHCTPYKLMA Mo NPUMEHEHMIO.

3. [pepHasHayeHbl ANs UCNONb30BaHUA MececTpamMu, NynbMOHON0ramMu,
nocTaBLLMKaMW YCyr yXo4a Ha oMY - C OXXMAAEMbIM YPOBHEM 3HaHWIA.'
3arpssHeHue; 40 Toro, 4Tobbl NPeLoTBPaTUTL Nepefady MUKPOOPraHU3MOoB Y
OJHOr0 1 TOro e navmeHTa (M34enve MOXeT NPUMEHATLCA TONbKO Ha O4HOM
naumeHTe), 13Lenve HyXXHO UCMOo/b30BaTb B MepyaTkax, a Mexxay
NCMO/b30BaHNAMY (Ha O4HOM M TOM XKe MaLneHTe) HaXOAUTCA B
H6akTepuumaHom pacteope. OCTPbIA HAKOHEYHMK MOXKET NPUBECTU K TpaBMaM -
paguyc usfenus MHTepceg»Kukan no3sonseT MUHUMU3NPOBATL Tpasmy. B
Llensax cTepunvsauny n3genve nomeLLaeTcs B 6akTepuunaHyo cpeay,
HanpumMep X/oprekcuanH. HenpaeunbHas YMCTKa MOXKET NPUBECTYU K
NepeKkpPecTHOMY 3arpsA3HeHUIO, TaK Kak U3fenme MOXET nepesasatb



Technical Data:

Includes
Aspiration tooth brush, OroCare Aspire—1pc.
Weight (g):

Brush

Handle

Head

Length (cm)
Brush assembly
Handle
Head
Bendign strength (N)
Forward (approx)
Backward (approx)
Connection pipe diameter (mm)

Aspiration tooth brush soft Brush (tampon), OroCare Sensitive—2

Outer
Inner
pcs.
Weight (g):
Brush
Handle
Head

Length (cm)
Brush assembly
Handle
Head
Bendign strength (N)
Forward (approx)
Backward (approx)
Cormection pipe diameter (mm)
Outer
Inner
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7,9+1,0
3,9+1,0
4,0+1,0

18,4+0,1
7,2+0,1
13,4+0,1

14
16

8,6+0,1
6,5+0,1

8,1+1,0
3,9+1,0
4,2+1,0

20,5+0,2
7,2+0,1
13,3+0,1

14
16

8,6+0,1
6,5+0,1

naToreHHble OpPraHn3mMsbl.

TEXHNYECKUWME AAHHDbIE:

B faHHbIN Habop BXoanT

3y6Hast acnvpaumoHHas WeTka, moaens OroCare Aspire - 1 L.

Bec (r):
LLIéTKa
PykosTKa
["onoBHasa yacTb
OnnHa (cm)
LLIéTka B cbope
PykoATka

["0noBHasa YacTb
YctonumsocTb K n3rndy (N)

Mpamoe (Nprn6smn3)

7,9+1,0
3,910
4,0+1,0

18,4+0,1
7,2+0,1
13,440,1

14

O6patHoe (npn6nunz) 1,6
[vameTp coeguHMTENbHOrO NaTpyoka (Mm)

BHeLHWI
BHYTpeHHWI

8,6+0,1
6,5+0,1

3y6Has acnupaumnoHHas atpaBMaTnyeckas LWETKa (TamnoH), mogens OroCare

Sensitive - 2 wWr.

Bec (r):
LLIéTKa
PykosTka
["0noBHasa YacTb
AnvHa (cm)

LLléTka B coope

PykoaTka

["0noBHasa 4acTb
YcToinumsocTb K n3rnéy (N)

Mpamoe (Npn6un3)

8,1+1,0
3,9+1,0
4,2+1,0

20,5+0,2
7,2+0,1
13,310,1

14

O6patHoe (npn6nunz) 1,6
[vameTp coeAMHNTENBLHOrO NaTpy6oKa (Mm)

BHeLHWiA
BHyTpeHHMIA

8,6+0,1
6,5+0,1



The head design and material allows for using anti-bacterial solutions.

Foamy tampon—3 pcs.
Weight (g): 1,3g+0.1g
Length (mm): 152 + 0,5
Diameter (mm): 4,3 £0,1

Anti-bacterial solution cup—3 pcs.

Weight (g): 1549+ 0,1g

Diameter of the upper part 0A (mm): 38,9 £ 0,1
Diameter of the ground 0B (mm): 33,6 £ 0,1
Height (mm): 24,6 £0,1

Water level gauge (ml): 5, 10, 15

oB

Universal holder - 1 pcs.
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KOHCTpYyKUMs 1 MaTepuran rofioBKy No3BonseT NpUMeHeHMe
aHTMGaKTepUabHbIX PacCTBOPOB.

TaMnOH NeHHbINA - 3 LWT.
Bec (r): 1,3r+0,1r
OnvHa (vm): 152 £0,5
OunameTtp (mwv): 4,3 £0,1

Yalka ona aHTnbakTeprasbHOro pacteopa - 3 LUT.
Bec (r): 154 r+0,1r

[vameTp BepxHeli yactm 0A (mm): 38,9 £0,1
OunameTtp ocHoBaHuA 0B (mm): 33,6 + 0,1

BobicoTa (MMm): 24,6 £0,1

MapkurpoBska ypoBHs Bogbl (Mn): 5, 10, 15

o8

YHuBepcabHbI fepxaTtenb - 1 Wr.



42 mm

\J2 Mv

Tolerances : 1 mm
Weight: 7 £0,05 g
Material: ABS Polylac PA-757

Shelf life 3 years

Application:

The kit includes the most popular toothbrushes OroCare Aspire and

OroCare Sensitive. In addition, the kit includes foam tampons to wash

oral cavity, and a cup for antibacterial solution. Furthermore, the kit

contains daily oral care for using every 8 hours. The kit includes a

universal holder to hang the kit in any convenient place.

OroCare Aspire features a small brush head, equally suitable for adults

and children. The soft bristles allow for proper oral hygiene and are

designed to aid in the removal of plaque. The brush length allows the

user to reach all areas of the oropharynx without interfering with ET

tubes and other equipment.

The”othbrush should be connected to the vacuum system through the
system (tank) using an aspiration tube (hose)
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42 mm

5WM

[JonycTuMmble OTKNOHEHNA: £1 MM
Bec: 7+0,05
Matepuan usrotosneHus: ABC-nnactuk Polylac PA-757

Cpok rogHoctn 3 roga

Cnocob NnpuMeHeHUs

B Habop BXOAAT caMble MONYNAPHbIE MO NPUMEHEHWNIO 3YOHbIE WETKM MOLENN
OroCare Aspire 1 OroCare Sensitive. [1onofHUTENILHO B HAOOP BK/IKOYEHbI
TaMMNOHbI MEeHHbIEe 4/ MPOMbIBAHMS MOIOCTM PTa U YallKK 4Ns
aHTMbaKTepunasibHOro pacTeopa. Habop cogepXXmT YCTPOICTBA M0 yXo4y 3a
MONOCTbIO PTa Ha CYTKM Yepe3 Kaxable 8 yaca. B KOMMAeKT BXoauT
YHVBEpPCa/bHbIN fepxaTesib, YTo Obl Bbl MOrM noBecuTb Habop B 1K060M
yfAo6HOM ans Bac MmecTe.

3ybHas acnupaumoHHas WETKa, moaen OroCare Aspire MMeET HebOo/MbLUYH
rOM0BKY, KOTOpPas MOAXOAMT B3POC/bIM U AeTAM. MSArkume LWETVHKN NO3BONSHOT
Hagnexawmm obpasom cobngatb TMrMeHy MNonocT pTa U nNpefHasHauveHb!
AN ypaneHus 3y6HOro Haneta. [jiMHa LWWETKM MNO3BOMSIET OYMCTUTL BCe
06nacT POTOrNOTKM, He Mellas Apyromy o6opyaoBaHuio. Mogenb umeeT



(supplied separately). If the toothbrush is used in the scheme together
with closed or open aspiration catheters, they should be connected to
the unified aspirate collection scheme through a polymer connector for
the Oro Care Suction aspiration tubes, 2 inputs (with one cap) / 1
output, which is installed on the aspirator (through a filter). The
aspiration tube from the toothbrush is connected to one connector
input, the tube from the aspiration catheter is connected to another
input If the connector is used, for example, only for the toothbrush,
then the second entrance is closed with the bundled cap.

The connection scheme of OroCare oral care devices is provided in the
appendix to this manual.

Method

Apply a toothbrush required amount of tooth gel (sold separately) or to
dip the brush into the antibacterial disinfectant solution, use the
supplied cup for antibacterial solution.

When cleaning is recommended to aspirate residual gel and (or)
solution.

Conditionally divide all the teeth on the upper and lower jaws into 4
segments (better start brushing your teeth with the upper jaw).
Locate the toothbrush on the buccal surface of the upper teeth,
estimated at 45 °.

Adjusting the level of aspiration using the handle, "scram™ top-down
movement of each segment to hold at least 10 times.

Clean the chewing surfaces of the upper teeth.

Locate the brush perpendicular to the upper teeth, brush them palatal
surface cautious, "scram” movements, from top to bottom (all 4
segments).

Clean similarly lower teeth (buccal muscle and chewing surtace).
Turn offthe device and disconnect suction toothbrush.

Dispose the product.

OroCare Sensitive toothbrush (tampon) is a unique suction wand for
cleaning delicate gums and tissues around the oropharynx. The integral
moulded soft head provides a safer alternative to common suction
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HENnoCpeACTBEHHO  KpensieHWe K BcacblBatoLLEN
HeobX0AMMOCTb A0MNOSTHUTE/ILHOMO BCACbIBAHUS.

K cucTeme BakyyMa LLETKA JO/IKHA NOACOEANHATLCA Yepe3 cucTemy (EMKOCTb)
cbopa acnumpara, NocpeACcTBOM acnupaLnoHHON TPy6KK
(wnaHra)(noctasnseTcs OTAeNbHO). ECM LWeTKa UCMo/b3yeTcs B CXeme
COBMECTHO C 3aKPbITbIMU UK OTKPbITbIMW aCNnpaunuoHHbIMU KaTteTepamu, A/
MOAK/HOYEHNSA NX B eJUHYI0 CXeMy cbopa acnupara, UCrnosb3yeTcs
COeIMHNTESb NOMIMMEPHBIN 419 acnupaumoHHbIX Tpy6ok Oro Care Suction, 2
BX0fa (C 04HMM Kosinadykom)/! BbIXO4, KOTOPbI yCTaHaBNMBaETCA Ha
acnipartop (4epe3 unbTp). K 0gHOMY BXOAY COeANHUTENSA NOAK/IHOYAeTCA
acrnmpaumoHHas Tpyoka oT LWETKM K Apyromy Tpy6ka oT acnmpauyuoHHOro
KateTepa. CoegnHUTENb MOXET ObITb UCMOMb30BaH NPU MPUMEHEHNN,
Hanpumep, TONbKO LLETKW, TOrA4a BTOPOI BXOZ, 3aKPbIBAETCA KOMAYKOM,
BXOZALLMM B €ro CoCTas.

JMHUW,  yCTpaHAs

MeToamnka )
HaHeCTn Ha 3y6HYH0 LLETKY HEO6XOAMMOEe KOIMYECTBO 3yOHOro renis
(nocTaBnsieTcs OTAENbHO) UM OKYHYTb LETKY B aHTMOAKTEpUabHbIiA
[e3NHDMLUMPYIOLLMIA pacTBOP, NPV 3TOM UCMOMb3YETCA YallKa Ans
aHTMbaKTepnasIbHOro pacTeopa 13 Habopa.
MMpn YNCTKe peKOMeHAYeTCA NPOBOAUTL acrmpaLMio OCTaTKOB rens n (1nm)
acTBopa. . N
C/TOBHO pa3feninTb BCe 3y6bl Ha BEPXHEW W HUXKHEN YentoCcTAX Ha 4 cermMeHTa
(ny4Lle HaYMHATL YNCTUTb 3Y6bl C BEPXHEI YENHOCTH).
PacnonoXxmTb 3yOHYHO LLETKY Ha LLIeYHOW MOBEPXHOCTM BEPXHMX 3y60B,
NpUeNN3NTENBHO NoJ yrnom B 45°.
Perynupys ypoBeHb acnvpaLmn ¢ NOMOLLbKO PYKOATH, "BbIMETAOLLMM
[IBMXXEHNEM CBEepPXY BHM3 NPOBECTN MO KaXKA0MY CerMeHTy He meHee 10 pas.
MouncTnTb XKeBaTe/lbHble MOBEPXHOCTU BEPXHMX 3y60B.
PacnonoXuThb LWETKY NepneHanKynsapHO BepXHUM 3y6am, MOYNCTUTb UX
He6HYO MOBEPXHOCTb OCTOPOXHbIMM, ""BbIMETAIOLLMMMN" ABUMKEHUAMM, CBEPXY
BHU3 (BCe 4 CErMeHTa).
MOYNCTUTb aHANTIOMMYHO HIDKHUE 3YObl (LLEYHYHO MbILLLY W XKeBaTe/lbHYH0
MOBEPXHOCTb). .
OTKNHOUMTb acnmpalMoHHOe YCTPOMCTBO U OTCOEANHNUTL 3YOHYIO LLETKY.
YTnnunsnposaTtb U3genve.



The toothbrush (tampon) is securely fixed in the structure and cannot
fall offwhen in use

The design of the head allows application of antibacterial solutions.
The toothbrush (tampon) is also included in the aspiration scheme
using the aspiration tube.

Dip the brush into the antibacterial disinfectant solution, use the
supplied cup for antibacterial solution.

During brushing the teeth a tooth gel (optional) may be applied on the
toothbrush (swab).

During cleaning it is recommended to aspirate residual gel and (or)
solution.

Clean the gums, tongue and mucous membranes of the patient, using
aspiration and grouting.

Turn off the device and discoimect suction swab.

Dispose of the product.

Use a foam tampon to moisten your lips (the humidifier is optional).

Below is a schematic depiction of instructions for using a medical
device.
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3ybHas acrnvpaumoHHas aTpaBMaTnyeckas WeTka (tamnoH), mogens OroCare
Sensitive ABNAETCA YHUKa/IbHOW BCACbIBaOLLEN LLETKON 418 YACTKN
[eNNKaTHbIX AeCeH 1 TKaHeil BOKPYT POTOr/IOTKU. VIHTErpupoBaHHas MArkas
rofoBka (TamnoH) obecneumBaet 60n1ee 6e30MacHy0 anbTepHaTUBY APYTrM
acnupaumoHHbIM TaMnoHaMm. TammnoH LLETKN HAAEXHO 3aKpensieH B
KOHCTPYKLWMM - €ro 0TAe/leHne B NpoLiecce UCMNosib30BaHWst HEBO3MOXKHO.
KOHCTPYKUMSA 1 MaTepran rofioBKu1 No3sBonseT NpyMeHeHne
aHTMbaKTepuanbHbIX PacTBOPOB.

LLleTka (TaMMOH) TakXe BK/IKOYAETCA B CXEMY acnumpauum ¢ NOMOLLbHO
acrnmpauvoHHOM TPyoKK.

OKyHyTb LLIETKY B aHTMOaKTepUasbHbIA Ae3VH(ULMPYIOLLMIA pacTBop,
MCNONb3YiTe NOCTaBNAEMYHO B KOMMNIEKTE YallKy ANs aHT1b6aKTepuasibHOro
pacTsopa.

Mpwn YnCTKe 3y60B MOXXHO HAHECTU Ha 3y6HYIO LETKY (TaMMNoH) HeobxoanmMoe
KOMIMYeCTBO 3y6HOr0 rens (NOCTaBnseTcs OTAe/bHO).

MpW YNCTKe peKOMeHAYeTCs NPOBOAMTL acnupaLmio 0CTaTKoB rens u (1nm)
pacTBopa;

Mpon3BeCTN OUUCTKY AECEH, A3bIKa U CIM3NUCTLIX 060/104€eK MaLneHTa,
NPUMEHAA acnupaumio 1 TaMNoOHMPOBaHME.

OTKNIOUYUTb acnmpaLoHHOEe YCTPOCTBO U OTCOEAUHUTL TaMIMOH.
YTuUnm3nposatb nsgenve.

Vicnonb3yiiTe NeHHbIA TaMMoH 415 YBNaXHEHNS Ty6 (YBNaXXHUTENb
MoCTaB/AETCA OTAE/LHO).

HvXe nNpeacTaBneHo cxemaTUYHOe N306paXKeHNe MHCTPYKLUM Mo
NPUMEHEHUIO MEAULIMHCKOTO U3aeNus.
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Legend of label:
Packaging can be marked with the following symbols:

SYMBOL DATA
REF Catalog number
LOT Batch code
ﬁ Keep away from heat and direct sunlight

Consult instructions for use

Temperature limitations

Do not re-use
Do not use if package is damaged

Manufacturer

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Tabnnua ycnoBHbIX 3HAKOB:

CMBOJI
REF
LOT

B

(8)

SHAYEHWVE

Howmep no katanory

Kopg naptum

bepeub OT Harpesa 1 NPAMbIX CONMHEYHbIX
nyvei

He noanexxnt NnoBTOPHOMY MCMO/b30BaHUIO

TemnepaTypHble OrpaHNyYeHNs

He ncnonb3oBatb NOBTOPHO
He ncnonb3yiite, ecnv ynakoBka nospexzieHa

lNponssogunTens



CE mark. Product conforms with the

C essential requirements in the European
Clor 0120 Medical Devices Directive 93/42/EEC

Non sterile
[_HOH\
/STCRILE\
QTY The number of products in packaging (the

maximum number)
Do not open the packaging using a knife

RxONLY Caution: Federal law restricts this device
to sale by or on the order of a physician
Date of manufacture

Product does not contain latex

Product does not contain phthalate

The materials from which it is made or its medical device basic
parts (required materials are parts of a medical product used in
contact with the human body)

Name Component Material
OroCare Sensitive body Medical polypropylene, grade
atraumatic suction PURELL RP373R
toothbrush (swab). Green tone dye, grade MB
CC10135305BG (5594)
bristles Medical polypropylene, grade

PURELL RP373R (7547A)

TPE thermoplastic elastomer
compound, grade CAWITON
PR8762 (9658)

Phthalate-free (DEHP) PVC-Color
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Mapkuposka CE. INpoayKT COOTBETCTBYET
OCHOBHbIM TpeboBaHWAM [MPEKTUBSI

C € umorso EBPONEiCKNX MeauuynHckux npr6opos
93/42/EEC
V3aenve He CTepUIbHO

/' nom\
| sterile\

QTY KonnyecTso n3genuii B ynakoBke
(MakcmMmasibHoe KONMMYecTBO)
He oTKpbIBaTb YNakoBKY MCMO/b3Ys HOX

RxONLY BHVUMAHWE: ®efepanbHbIii 3aK0H
3anpeLLaeT NpPoLaxy 3Toro nsgenus
(m3myeckum nnuomM  TONBKO NO peuenTy
Jarta nponssoacTsa

MN3pnenve He coaePXUT naTekca

3nenve He cogepXXuT pranatbl

MaTepuasibl, N3 KOTOPbIX U3rOTOB/IEHO MEAULMHCKOE U3fesne UIn ero
OCHOBHbIe YacTn (06513aTe/IbHO YKa3bIBalOTCA MaTepuasibl YacTei
MeANLMHCKOro N3aenns, KOTopble UCMONb3YHTCA B KOHTaKTe C
OpraH”3mMoM YenI0BEKOM)

HanmeHoBaHue CocTaBHaAd MaTtepuan
YyacTb
3ybHas acnvpaumoHHas Kopnyc NoANNPONuUIeH MeSULNHCKNI MapKu
aTpaBMaTuyeckas LETKa LeTKN PURELL RP373R
(TamMmoH), mogenb KpacuTesb 3eN18HOro 0TTeHKa Mapky MB
OroCare Sensitive. CC10135305BG (5594)
LLETUHKMN nosMnponuieH MegULNHCKNIA MapKu

PURELL RP373R (7547A)
TEepPMOMIaCTUYHbI 31aCTOMEP KOMMayHJ,
TPE mapku CAWITON PR8762 (9658)
nonusuHunxnopug PVC-Color 6e3 pranatos
(DEHP)



OroCare Aspire body LDPE, grade 600BA-LDPE (0138)
suction toothbrush Green tone dye, grade MB CC10135305BG
(5594)
bristles Medical polypropylene, grade PURELL

RP373R (7547A)

Polypropylene Cas 9003-07-0, manufactured by CNPC
Eastern China Chemical Products Sales Company,
China/Polyethylene, manufactured by Changzhou Boteng
Foam Co., Ltd, China/Glue (Organic solvent),
manufactured by Julong Chemical Products Co., Ltd

Foam tampon

Cup for Polypropylene Moplen RP248R (7547), produced by
antibacterial Basell Polyolefins Company N.V., Netherlands
solution

STEmMLIZATION
N/A

Operating conditions:
the temperature of 15-25 °C
humidity - less than 80 %

STORAGE

There are no special storage requirements written on the labelling for
Intersurgical products. We would normally expect storage to take
place in ambient temperatures between -5°C and +45°C, and within
this range there would be no adverse effects on the safety and
performance of any Intersurgical products.

Optimal conditions for storage for oral care devices vary +5 ° C to +25
¢ C. Product should be stored in a ventilated area at a minimum
distance of 1 m from heating systems, providing protection from direct
sunlight. In the room there should be no open flames, vapors of
volatile substances. Appliances, fittings and switches should be made
fire-resisted. A relative humidity of 65 - 70% should be maintained.

LLIIPPOKT AND REPAIR
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3y6Has Kopnyc NOIN3TU/IEH BbICOKOr0 fiaBsieHnsa mapku 600BA-
acnupaunoHHas LLeTKN LDPE (0138)
WETKa, Mofesb KpacuTesib 3e/IEHOr0 OTTeHKa Mapkn MB
OroCare Aspire CC10135305BG (5594)

LLETUHKM NoNUNPoNueH MegMLMHCKNA Mapkn PURELL

RP373R (7547A)

MonunponuneH Cas # 9003-07-0, nponssogctea CNPC Eastern
China Chemical Products Sales Company, Kutaii/
MonunatuneH, npoussogctea Changzhou Boteng Foam Co., Ltd,
KuTai / Kneih (OpraHunyeckunii pacTBOpuTeNb), MPOM3BOACTBA
Julong Chemical Products Co., Ltd

MeHHbIN TaMMNoH

Yaluka ans MonunponuneH Moplen RP248R (7547), npousBoacTBa Basell
aHTMGaKTepManbHOro Polyolefins Company N.V., HugepnaHgbl
pacTBopa

CTEPUNTN3ALNA

3genve He cTepuibHO

YCNOBUA SKCIMNYATALNIA:
Temneparypa 15-25 °C
BNaXXHOCTb - He 6onee 80 %

XPAHEHWVE

HeT cneymnanbHbIX, 0603Ha4eHHbIX Ha MapKMPOBKe TPpeboBaHUA K XpaHeHUHO
n3genunin Intersurgical. Kak npaBnno, OXnaaeTcs, YTo XpaHeHve Oyget
NPOUCXOANTL NPU TeMepaType OKpyKatoLlen cpebl oT -5 ° C go +45 ° C. B
3TOM frana3oHe He ObINI0 3aMeYeHO HUKaKMX OTpuULaTe/lbHbIX NOcneACTBUIA
A9 6e30MacHOCTM M 3KCMN/yaTalMOHHbIX KayecTB npodyKumm Intersurgical.
OnTuUMa/bHbIE YCMIOBUA XPaHEHNA YCTPOMCTB A5 yXO4a 3a NOMOCTbIO pTa +5
°Cpo+25 ° C. N3genuna cnegyeT XpaHUTb B BEHTUINPYEMOM MOMELLIEHUM, Ha
paccTosHUN He MeHee 1 M OT OTOMUTENbHBIX CUCTEM, 06eCNeYnB 3awnTy oT
NPAMBIX CO/IHEYHbIX Iy4Yeid. B nOMeLeHUn He LO/MKHO BbITb OTKPBITOrO OrHS,
NapoB NIeTy4mX BeLLeCTB. DNEKTPOnpubopbI, apmaTypa 1 BbIKKYaTenu
[O/MKHbI ObITb U3rOTOB/EHbI B MPOTUBOMCKPOBOM (MPOTMBOMOXapHOM)
ncronHeHun. CnenyeT NoALepXMBaTb OTHOCUTE/IbHYHO BNI&XKHOCTb BO3AyXa 65
- 70%.

TEXHUYECKOE OBC/TY>XVBAHVE U TEKY LA PEMOHT



N/A

TRANSPORTATION

There are no special storage requirements written on the labelling for
this product. Products can be transported in any type of closed vehicles
without distance limits under the conditions of the respective storage
conditions. After a long stay of a product at low temperatures it is
necessary to keep the product at room temperature at least 2 hours.

WARRANTY

The company guarantees the quality of the product prior to the expiry
of its term of validity. This obligation is valid in cases where the
product is used according to the instructions for use. Intersurgical
diselaims any warranty of merchantability or fitness for a particular
purpose of the product.

Shelf life of 3 year.

Waste Management
Device contains no hazardous waste. Standard hospital procedure for
clinical waste disposal.
After use, Intersurgical’s range of respiratory care products should be
disposed of by the appropriate means that have been set out by the
hospital or the relevant health authority. Used products that have not
been classified as “Clinical Waste”, should be treated as municipal
waste and disposed of accordingly - for example into a landfill.
Should the hospital decide that the used products come under the
classification of “Clinical Waste”, the Health Services Advisory
Committee of the Health and Safety Commission (Great Britain)
advises that disposal should be by means of incineration.
All Intersurgical products are packed in cartons that can be re-cycled
as cardboard. Plastic packaging waste (polybags, plastic packaging
film) can be recycled where recycling facilities exist or disposed of as
municipal waste unless it is deemed to be contaminated and classified
as “Clinical Waste”, in which case such packaging waste should also
chinerated.
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He npnmeHnmo

TPAHCITOPTUPOBKA

Hex cneumanbHbiX, 0603Ha4eHHbIX Ha MapKMPOBKeE, TpeGoBaHUiA K
TPaHCMOPTUPOBKE AaHHOIO U3aenust. 3aenns MoXHO TPaHCMOPTNPOBATh
NoBbIM BUAOM 3aKPbITbIX TPAHCMOPTHbIX CPEACTB 663 OrpaHnYeHus
PACCTOSIHUS MPW YCNOBUSIX, COOTBETCTBYIOTLMX YCMOBUAM XpaHeHus. Mocne
npe6blBaHWA M3aenns NPy OTpULLATENbHBLIX TeMMepaTypax HE06X0ANMO
BbLLIEPXKATb U3A€N1e NPX KOMHATHO TeMmnepaType He MeHee 2 YacoB.

FTAPAHTUA

KoMnaHusi rapaHTMpyeT KayecTBO NPOAYKTa [0 UCTEUYEHMWS ero CpoKa
rogHOCTW. 3TO 0643aTeNbCTBO AENCTBUTENLHO B TEX CyYasiX, Korja npoayKT
NCMO/b3YeTCA B COOTBETCTBUM C UHCTPYKLMAMM MO NpuMeHeHuto, Intersurgical
OTKa3bIBaeTCA OT /IObIX rapaHTWin TOBapPHO MPUIOAHOCTU MW NPUTOAHOCTM
[NA KOHKPETHbIX Lienei NpoayKra.

Cpok rogHoctn 3 roga.

YTUIN3ALNA OTXO40B

CraHfapTHas 60/1bHUYHAA npoueaypa 4ns yTuamsauum KNMHUYeCKUX 0TX0L0B.
Mocne ucnonb3oBaHUs, BECb AManasoH pecnmpaTopHbIX nsgenunia Intersurgical
crnefyeT yTUAn3npoBaTb crefys TpeboBaHMAM 60/IbHULbI U OpraHa
3ApaBooxpaHeHus. Vicnonb3oBaHHbIE U3ENNS, KOTOpPble He 6bln
KnaccuuumpoBaHbl Kak "KnMHu4eckme oTxodbl", 4O/MKHbI paccMaTpuBaThCA
Kak 0TX0Abl ObITOBbIE W YTUIM3MPOBATLCSA COOTBETCTBYHOMLMM 06pa3oMm -
Hanpumep Ha cBasiky. Ecnv 60/bHULA PELUNT, YTO UCMO0/b30BaHHbIE U3LeNuns
Knaccmuumpyotes Kak “KnnHunyeckne otxoapl”. KOMUTET KoMUCCUN MO
KOHCY/bTauum MeAMUMHCKUX YCNYT Mo OXpaHe 340poBbs (BenmkobputaHus)
€000LL;a€eT, UTO YTUNN3ALMS LO/MKHA MPOUCXOANT NMYTEM CXKUTaHUS.
MnacTmkoBble 0TX0AbI (MONMATUNEH, NIACTUKOBAA YNAKOBKa, NIEHKa) MOryT
ObITb NepepaboTaHbl Ha NepepadaTbiBatoLL, UX NPeANPUATUAX UK
YTUAN3NPOBaHbI Kak 6bITOBbIE OTXO/bl EC/IN 3TO HE CUMTAETCSH 3arpPA3HEHNEM U
KnaccugmumpyeTcs Kak “KnnHuyeckme oTxoAb!”; B TaKOM Cyyae Takue
0TXOAb! criegyet cxuratb. Bee nsgenus Intersurgical ynakoBaHbl B KAPTOHHbIE
KOpOOKM, KOTOpble MOTYT BbITb NepepaboTaHbl Kak KapToH.

“KnuHuyeckne otxoabl

KnunHnyeckue oTxofbl 370 Nt06bIE OTXOAb!, MOSHOCTHIO UM YAaCTUYHO



Clinical waste is any waste that consists wholly or partly of human or
animal tissue, blood or other body fluids, excretions, swabs or
dressings, syringes, needles or other sharp instruments, being waste
which, unless rendered safe, may prove hazardous (hazard in this case
may be physieal, chemieal or biological) to any person coming into
contact with it, and any other waste arising from medical, nursing,
dental, veterinary, pharmaceutieal or similar praetice, investigation,
treatment, care, teaching or research, or the colleetion of blood for
transfusion, being waste which may cause infection to any person
coming into contact with it.

The hazard class "B".

The list of national and international
documents/standards, which matches medical product:
BS EN 1SO 13485 - Medieal devices - Quality management systems;
BS EN 1SO 9001 - Quality Management Systems;

BS EN ISO 15223-1 - Medieal Devices - Symbols to be Used with
Medical Device Labels, Labelling & Information to be Supplied;

BS EN ISO 1041 - Information supplied by the manufacturer of

medical devices;
BS EN ISO 14971 - Medical

management to medical devices;
BS EN ISO 20126 - Dentistry - Manual toothbrushes - General
Requirements;
BS EN ISO 22254 - Dentistry - Manual toothbrushes - Resistance of
tufted portion to deflection;
Medical device directive 93/42/EEC;
BS EN ISO 10993-1 - National standard of RF. Medical devices. The
evaluation of biologic impact of medical device. Part 1. Evaluation and
research. --
Customer service support:
Intersurgical,
117105 Moscow, Varshavskoe shosse 26/11
tel/fax: +7 (495) 771-6809
info@intersurgical.ru
www.intersurgical.ru

115114 Moscow, Derbenevskaya quay 11/B

regulatory

Foei

devices - Applieation of risk
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coaepallye YenoBeYeCKmNe Um XXUBOTHbIE TKaHW, KPOBb, U Apyrue
BMoNornyecKmne XnaKocTu, BbLLENEHWS, TaMMOHbI MW NOBA3KK, LUNPULbI, UT/b
NN Apyrve ocTpble MHCTPYMEHTBI. OHK 06pa3ytoTes B pesynbTaTe
MeMNLIMHCKOW, CTOMATONOrMYeCKOM, BeTEPUHAPHON, (hapMaLleBTUYECKOMN,
npenogaBaTe/ibCKOi AeATeNIbHOCTM | UCCNeA0BaHNI, NeYeHns, yxoma unm
nepennBaHnsa Kpoeu. Eenn nx He 06e3onaenTb, (OMaeHOCTb B 3TOM Cllyyae
MOXET ObITb (PU3NYECKas, XMMMUYECKas U B1UONornyeckas) npu cnyyvyanHom
BCTYMN/IEHNW B KOHTaKT OHW MOTYT BbI3BaTb MH(EKLNIO.

Knaec onacHoeTun «b».

MepeyeHb HaUMOHa/IbHbIX M MEeXAYHapoAHbIX  HOPMaTUBHbIX
[LOKYMEHTOB/CTaHAaPTOB, KOTOPbIM COOTBETCTBYET MEAULMHCKOE U3fenne:
BS EN ISO 13485 - MegnunHcKme nsgenns-enetema ynpasieHUa KauecTBoM;
BS EN ISO 9001 - Cucrtema ynpaB/fieHUsa KayecTBoM;
BS EN ISO 15223-1 - MeguunHckue wusgenna -
MeNonb3yHTCA Ha ATUKETKAX MeAULMHCKNX U3LeNNIA;
BS EN ISO 1041 - WHGpopMauus, npegoetasnsieMas Mpov3BogMTeNIeM
MeAMLMHCKOro 060pya0BaHus;
BS EN ISO 14971 - MeauunHckue wusgenus. [MpumeHeHWe yrnpasieHus
pUCKaMun B OTHOLLEHWUN MeAULNHCKMX U3AENUN,
BS EN ISO 20126 - Ctomatonorusi - PyuyHble 3yOHble WETKN - OCHOBHbIE
Tpe6oBaHNs;

S EN ISO 22254 - Ctomatonorusi - PyyHble 3y6OHble LETKN - YEeTONYMBOCTb
K C/IMNaHWUIO LLETUHOK LLETKW;
[unpekTnea no MmeauunHekomy obopygosaruto 93/42/EEC
BS EN ISO 10993-1 - HauuoHanbHbI eTaHaapT Poceniickoin ®efepaumu.
N3genua meguumHekune. OueHKa 6Monornyeckoro AeicTBnus MeguUMHCKNX
n3gennid. Yactb 1. OueHKa n nuccnefoBaHus.
Cnyx6a nogaep>XKun nokynaTene:
3A0 NHTepcemKnkan,
Poccus, 117105, Mocksa, BapLuasckoe Loece, 4. 26, cTp. 11
Ten/akc: +7 (495) 771-6809
info@intersurgical.ru
www.intersurgical.ru
MouToBbIn agpec: 115114, Mocksa, [epbeHeBckast HabepexxHas, 11/b

CumBONbI, KOTOpble




MpunoxeHwue / Annex -
CXeMa MOAKLIOYeHNs YCTPOMCTB Mo yxo4y 3a nonoctbk, pta OroCare / OroCare oral care devKcs connecUon d.agTam

cC»M m tiw naaiewToe ewuiviaiwafl
tA n acrafumipv '«4*3 <Byy*rosib BN

liytk» AOMMLLKVKaL
Ha6«p A ivVTflocvwwoTO ynaa
frankil OraGinc Shiaitwe N 3a nojiocmoptaOroCa* -Q*
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[MepeBog c aHrNNIACKOIO A3blKa Ha PYCCKUIA A3bIK]

A, Capa Mak-/lapiuH, HOTapuyc, YMNOMHOMOYEHHAst Ha OCYLLECTBMEHWE MNPaKTUMKM Ha

TeppuTopuM AHIIMK U Yanbca, C OuncoM Mo agpecy: Ppanaperdmk 25a, Pukdopac Xunn,
anncbepun, HP20 2RT, Bennkobputarus, YAOCTOBEPAIO CNEAYHOLEE:

1 KomnaHusa «WHTepcemkunkan Numuten» (Intersurgical Limited) sBnseTcs 3akpbIToW
aKUMOHEpPHOM KOMMaHWel, 3apermcTpupoBaHHOM B COOTBETCTBMM C 3akOHamu O
KomnaHuax 1948-1976 rr. Peructpatopom KomnaHwin AHIIMM U Yanbca nog HOMepoMm
01488409, ¢ 3aperncTpmpoBaHHbIM ohucom Mo agpecy: KpeliH Xays, Monnm Mwunnapc
N3, YokuHrem, bepkwmp RG41 2 RZ, Bennkobputanusa (Crane House Molly Millars
Lane, Wokingham, Berkshire RG41 2RZ, England) (ganee «KomnaHus»);

2. Mpunaraemblil 4OKYMEHT, OTHOCSLLMIACS K «YCTPOMCTBAM AN yX0Aa 3a MOMOCTbIO pTa B
Habopax 1 B OTAe/bHbIX YNaKoBKax ¢ NPUHALIEXHOCTAMM, BapuaHT UCMONHeHUs: Habop
[ANA KPYrnocyTouyHOro yxofa 3a nonocteto pta OroCare - Q8» M gaTtMpoBaHHbIM 14
noHs 2019 r., cobCcTBEHHOPYYHO noAnucaH VisaHom CeHIOTOM.

BbIJAHO wMHOtO 3a MOeil neyatbld W NOANUCLID B Jitnicbepn, BennkobputaHus,
AEBATHAALATOrO MKOHS [Be ThICAYM AEBATHAALATOrO roja.

[PenbethHas neyaTb HoTapuyca Capbl Mak-SladhinH] Inodnuchbl
Capa Mak-JladnuH
HoTapuyc
25a Pukgopac Xunn,
Aincbepu bakc, HP20 2RT
07789 623052
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[Mepesog nevaTein U Hagnuceid Ha AOKYMeHTE «VIHCTPYKUMS MO MPUMEHEHUD. YCTPOiCcTBa
AN yxofa 3a nofocTbhio pTa B Habopax M B OTAENbHbIX YNaKoBKax C MPUHALNEXKHOCTAMMU,
BapuaHT ucnonHenusa: Habop 41 KpyrnocyTo4YHOro yxoga 3a nonocTeio pTa Oro Care - Q8»
KoMnaHun «HTepcef>Kukan JiummTea», NpeAacTaBleHHOM Ha aHrIMIACKOM U PYCCKOM Si3blKax]

1
MA: VBaH CeHtoT

OOJIKHOCTb: [VpeKTop No KOMMIEKCHOMY 06eCrneyeHmnIo KadyecTsa 1
HOPMaTUBHO-NPaBOBOMY 06eCreYeHnto

[0mKHLIM 06pa30M YNOTHOMOYEHHbIV U eACTBYOLWNIA OT
MMeHN KoMnaHun «VHTepcemkmkan Jta.»

noAarcCob Inodnuchbl

OATA 14 noHa 2019 T.

[MeyaTb KOMNaHun «HTepcem>Kukan JinmnTen»]
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lMepeBoA 4aHHOTO TeKCTa CAenaH MHOM, NMepeBoaYMKOM ArnekceeBbiM AnekceeM ANeKCaHApPOBUYEM

Poccuniickaa depepauus
Nopog MockBa
MepBOro nONa ABe ThiCAYM AeBATHAALATOrO roaa
A, Akumos Mne6 bopucosny, HoTapuyc ropoga MoCKBbI, CBUAETENbCTBYI NOANNHHOCT L N0ANNCH
nepesoguynka Anekceesa Anekces ANeKcaHgpoBuya.
Moanuck caenaHa B MoeM MPUCYTCTBUN.

JInyHOCT b NOANUCABLUErO JOKYMEHT YyCTaHOB/EHA.
3aper*TupOsBHo™Bpee~"e: Ne 77/09-u/77-2019 ~N

B3bw<CLL, (>:TcygapcTBeHno P MpillivHbi{no Tapudy): 100 py6.

YNTUYBHO 3M0Y Nc& aHMNYCNT T aBOBOT0 U TexHMYeckoro xapakrepa: 200 py6.

[.6. AKumos

Bcero npollWl ATar0MnpoHymepoBaHo
N CKpenseHo neyaTbio nucT(a)(os)

r

HoTapuyc
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I, Sarah McLoughlin, a notary public authorised to practise
throughout England and Wales, with an office The Friarage 25a
Rickford’s Hill Aylesbury HP20 2RT England, CERTIFY AS
FOLLOWS:

1. Intersurgical Limited is a private company limited by shares
registered under the Companies Acts 1948 to 1976 by the
Registrar of Companies for England and Wales under number
01488409, with registered office at Crane House Molly
Millars Lane, Wokingham, Berkshire RG41 2RZ, England
[the "Company"},

2. The attached document relating to “Oral care devices kits and
individual packages with accessories, variants: 24h oral care
kit OroCare - Q4 with the foam swab” and dated 14 June
2019 bears the true signature of Ivan Seniut.

ISSUED under my seal of office and signed by me in Aylesbury,
England, on this nineteenth day of June two thousand and nineteen.

ool

Sarah McLoughlin
Notary Public
S5a Rickford's Hill
Aylesbury Bucks HPeo *RT
07789 6S305*
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Ciutiw Hmnu  Vvty MAUiu Ltiw  Y4M4mlolw|| blurdkbrel HCndl
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QUAIltv, 1InMiAYillk>»/1 iinC1 CtMUCu

NAME: Ivan Seniut
POSITION:  Group Quality and Regulatory Affairs Director
Duly authorised foh/Jj™ on behalf of Intersurgical Ltd
Ce,3%CA
SIGNATURE:
Bé° Db
DATE: 14 June 2019

i
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INSTRUCTION FOR USE
Oral care devices Kits and individual packages with accessories, variants:
24h oral care kit OroCare—Q4 with the foam swab:

- Set Start OroCare day kit - g4: suction toothbrush OroCare Aspire - Ipcs,
foam swab - Ipcs, antiseptic solution cup - Ipse.

- Set 4 OroCare day kit - g4: atraumatic suction toothbrush (swab) OroCare
Sensitive - Ipcs, foam swab - Ipcs, antiseptic solution cup - Ipcs.

Set 8 OroCare day kit - g4: atraumatic suction toothbrush (swab) OroCare
Sensitive - Ipcs, foam swab - Ipcs, antiseptic solution cup - Ipcs.

- Set 12 OroCare day kit - g4: suction toothbrush OroCare Aspire - Ipcs, foam
swab - Ipcs, antiseptic solution cup - Ipcs.

- Set 16 OroCare day kit - g4: atraumatic suction toothbrush (swab) OroCare
Sensitive - Ipcs, foam swab - Ipcs, antiseptic solution cup -Ipcs.

- Set 20 OroCare day kit - g4: atraumatic suction toothbrush (swab) OroCare

Sensitive - Ipcs, foam swab - Ipcs, antiseptic solution cup - Ipcs.
- Universal holder - Ipcs.
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MHCTPYKUWMA no MPUMEHEHWIO

YCTpoiicTBa A4/19 YX0[a 3a MoN0CTbO pTa B HAbopax 1 B OTAE/bHbIX YNaKoBKax
C MPUHALIEXXHOCTAMM, BAPUAHT UCMOHEHNS:

Habop anst KpyrnocyTouHOro yxoga 3a nonoctbto pta OroCare - Q4 ¢
TaMrnoHOM MeHHbIM, B COCTaBe:

- KomnnekTt Start OroCare day Kit - g4: 3y6Has acnvpauMoHHas LLETKa, MOAENb
OroCare Aspire - 1T, TaMMOH MEHHbIN - 1T, Yallka ans
aHTMbaKTepuasbHOro pacTeopa - 1.

- KomnnekTt 4 OroCare day kit - g4: 3y6Has acnupauyoHHas aTpaBmaTnyeckas
weTka (TamnoH) OroCare Sensitive —1LT, TaMMOH NeHHbIN —LLWUT, YallKa 415
aHTMbaKTepnasibHOro pacTeopa - 1 LwrT.

- Komnnekt 8 OroCare day kit - g4: 3y6Has acnupauyoHHas aTpaBMaTUYecKas
ueTka (tTamnoH) OroCare Sensitive - 1T, TaMMOH NeHHbIV - 1T, Yallka ans
aHTMbaKTepuanbHOro pacteopa- 1 LWT.

- Komnnekt 12 OroCare day kit - g4: 3y6Has acnupaumnoHHas LWeTka, Moae/b
OroCare Aspire - 1T, TaMMOH NeHHbIN - 1LWT, YallKka /s
aHTMbaKTepunanbHOro pacTeopa - 1 Lwr.

- Komnnekt 16 OroCare day Kit - g4: 3ybHas acnupayMoHHas aTpaBmaTnyeckas
eTka (tamnoH) OroCare Sensitive - 1T, TAMMNOH MEHHbIA - 1LUT, Yallka ans
aHTMbaKTepuanbHOro pacteopa - 1 LWT.

- Komnnekt 20 OroCare day kit - g4: 3y6Has acnupauoHHas aTpaBMaTU4yecKas
ueTka (tTamnoH) OroCare Sensitive - 1T, TAMNOH MEHHbIA - 1T, Yallka ans
aHTMbaKTepuanbHOro pacTeopa- 1LWT.

- YHuBepCaNbHbI fepxartens - 1wt



Mpoun3BoanTeNb:

Manufacturer:

Intersurgical Ltd., Crane House, Molly Millars Lane, Wokingham, Berkshire, Intersurgical Ltd., Crane House, Molly Millars Lane, Wokingham, Berkshire,
RG41 2RZ, UK, Tel.+44(0)1189656300 RG41 2RZ, BenukobputaHus, Ten. +44(0)1189656300

Distributor: MNocTaBLUMK,;

UAB Intersurgical, YAB NHTepcegkukan,
Amioniu 60, Pabrade, LT-18170, Lithuania, Tel. 838766611 Amioniu 60, Pabrade, LT-18170, /lntea, Ten. 838766611
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Product Description:

The kit includes the most popular toothbrushes OroCare Aspire and OroCare
Sensitive. In addition, the kit includes foam tampons to wash oral cavity, and a
cup for antibacterial solution. Furthermore, the kit contains daily oral care for
using every 4 hours. The kit includes a universal holder to hang the kit in any
convenient place. OroCare Aspire features a small brush head, equally suitable
for adults and children. The soft bristles allow for proper oral hygiene and are
designed to aid in the removal of plague. The long neck allows the user to reach
all areas of the oropharynx without interfering with ET tubes and other
equipment. It has a built-in direct attachment to a suction line, eliminating the
need for an additional suction device. OroCare Sensitive is a unique suction
wand for cleaning delicate gums and tissues around. It can also be used for
wetting the face ofa patient and for his lip care. The integral moulded soft head
provides a safer alternative to common suction swabs that can become
detached. The design ofthe head allows application of antibacterial solutions,
whilst it gently cleans the surface of the teeth and soft palate. Foam swabs are
used to treat the lips and mouth with an antibacterial solution. Cups for
antibacterial solution are used for washing brushes and foam tampons.

Compatibility

OroCare Aspire and OroCare Sensitive Oral suction wand used together with
accessories;

1 OroCare Suction line spliter - 2 inputs (with a cap)/1 output, for all variants
of irrigation-suction, irrigation and suction toothbrushes.

Indication:
This device is intended for teeth cleaning manipulations for patients with
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OMNMCAHWE N30ENNA:

B Habop BX0AAT camMble NOMy/sipHbIE N0 NPUMEHEHUIO 3Y6HbIE LLETKM
OroCare Aspire n OroCare Sensitive. 10N0ONHUTENBLHO B HAO0P BK/IHOUEHbI
TaMMOHbI NMeHHbIe A4/19 NPOMbIBAHWNA MOIOCTU PTa U YaLlKn AN1s
aHTMbaKTepnasbHOro pacTeopa. Habop cofepXXmT yCTPOCTBa MO yXo4y 3a
NOJMIOCTLIO PTa Ha CYTKM Yepe3 Kaxable 4 yaca. B KOMNIEKT BXOAUT
YHMBEpPCabHbIN fepyKaTenb, YTo 6bl Bbl MOr/IM NOBECUTL HAGOP B 1HOOOM
y06HOM Ansi Bac mecte. 3y6Has acnupaunoHHas WeTka, mogens OroCare
Aspire MeeT HebO/bLUYHO FOM0BKY, KOTOPas MOAXOAWT B3POC/bIM U LETAM.
Msrkue WeTUHKN NO3BONAIOT HaZ/1eXallumMm 06pa3om cobnoaath rmrmeHy
MosIoCTU pTa 1 NpegHasHadeHbl 415 yaaneHna 3yoHoro Haneta. Y a/IMHEHHaS
(hopma No3BONSAET OUUCTUTL BCe 061aCTM POTON/IOTKM, HE MeLast Apyromy
06opyfoBaHuo. Mogenb HeNnoCpeACTBEHHO COEAMHAETCA CO CXEMOA
acrnmpaumu. 3ybHas acnupaumMoHHas aTpaBMaTnyeckas LWETKa - TaMroH,
mogenb OroCare Sensitive ABNSETCA YHUKA/IbHON BCACHIBAOLLEN 1
BMUTLIBAIOLLEN LLETKOW - TAMMOHOM A/19 Ae/IMKATHON YACTKMN JeCeH N TKaHen
BOKPYT POTOrNOTKN. EE ke MOXKHO MCMNo/b30BaTh A1 CMaynBaHMs U yxofa 3a
rybamun naupeHTa. VIHTerpMpoBaHHas MArkas rojloBka - TaMrnoH obecrneynsaeT
6onee 6e30MacHyto albTepPHATMBY APYr1M acnpauuoHHbIM TamMroHam,
KOTOpble MOryT paccnavBatbca. Matepuan rofioBKu no3BosifgeT MCNonb30BaTh
WETKY NpY NPUMEHEHNN aHTUOaKTepUasibHbIX PacTBOPOB. NeHHbIe TaMMOHbI
MCNONb3YHTCA AN 06paboTKM ry6 1 NONOCTM pTa aHTUOaKTEPUaSTbHbIM
pacTBOPOM. Yallku Anst aHTMbaKTeprabHOro pacTBopa UCMosb3yTCs 415
NMPOMbIBaHWA LLLETOK 1 MEHHbIX TaMMOHOB.

CoBMeCTUMOCTb

3y6Haa acnvpaumoHHas WETKa, Mogens OroCare Aspire 1 3y6Has
acnumpaunoHHasa atpasmatmyeckas WéTka (tamnoH) OroCare Sensitive
NCMO/Ib3YeTCs COBMECTHO CO MPUHAA/IEXKHOCTAMU:

1. CoeanHMTENb NOIMMEPHBIA ANA acnpaumoHHbIX TPY6ok Oro Care Suction,
2 BXoAa (C ogHMM Konnavykom)/! BbIXod, AN BCEX BapvaHTOB UCMOMHEHNIA
3yOHbIX MPPUTraLMOHHO-aCNNPALMOHHBIX, MPPUTALMOHHBIX M aClPaLMOHHbIX
LLLETOK.

HA3HAUYEHVE:
W3pnenve npegHasHayeHo A1 NPOBEAEHUS MaHUNYNALMIA NO YACTKE 3y6oB



impaired swallowing, spitting; patients are not able to lead oral care, as well as
an additional tool in the prevention of ventilator-associated pneumonia (VAP).
To remove fluids from the airway or oral cavity of a patient by connection to a
source of negative pressure (pressure below atmospheric) - vacuum system.

As sources of negative pressure (vacuum —the difference between absolute
pressure and atmospheric) can be used:

- pipeline system for medical gases and vacuum in the hospitals in accordance
with 1SO 7396-1:2007

"Pipeline system for medical gases. Part 1 Pipelines for compressed medical
gases and vacuum". Composition and parameters of the vacuum system should
meet the requirements of ISO and the pressure in terminal equipment shall not
exceed 60 kPa (absolute value) when the systems established by the system
flow rate and a flow rate of 25 1/min in terminal equipment. The supply of
vacuum should be showing through vacuum controller with scale 0... -100 kPa;
- portable mobile vacuum suction with adjustment of the degree of dilution with
the following parameters: a vacuum of at least 25 kPa and a flow rate (flow
rate) of at least 25 1/min, the Unit must have the pressure gauge and ensure the
possibility of smooth adjustment of the vacuum in the range 0 to -100 kPa.
Recommended negative pressure in accordance with the Directive AARC by
mechanical aspiration of the ventilated patients should be:

- for newborns -10,67...-13,33 kPa;

- for adults to -20 kPa.

Intended users identified as Nurses, respiratory therapist, homecare providers -
within expected level of knowledge of user.

Known Contraindications:
N/A
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00NbHbIM C HapyLUEHNEM FNOTaHUsA, OTXapKNBaHUA; BONbHbIX, He
BO3MOXXHOCTM YX0/ia 3a NOJIOCTbIO PTa, a TaK Xe B KauecTse JOMOo/HUTE »™
cpefcTBa NPOMUNAKTUKN BEHTUIATOP-aCCOLMMPOBaHHOM NHeBMOHUK (BAIM).
[ns ypaneHns >XngKkocTn u3 AbixaTesibHbIX MyTeid U pOTOBOW MONOCTY
nauneHTa nyTem NOAKNHOYEHNA K UICTOYHUKY OTPULLATENIbHOrO AaB/eHNns
(maBneHve HMXXe aTMOCepHOro) - CUCTEME BaKyyMa.

B KayecTBe MCTOUYHMKOB OTPULIATENIbHOTO AaBNeHNs (PaspeXxeHuns - pasHoCTb
Mexay paboumm abCoTHLIM AaBNeHUEM U aTMOCKHEPHBIM) MOTYT
1NCMo/b30BaTLCS:

- Tpy60NpoBoOAHas cucTeMa fevebHbIX MeAMLMHCKMX ra3oB 1 Bakyyma J1IY B
cooteetcTBUn ¢ ICO 7396-1:2007

«Cuctembl TPY60MNPOBOAHbIE MEANLIMHCKMX ra30B. YacTb 1. CuCTeMbl
TPYy60NpoBOAHbIE A5t CXaTbIX MEAULMHCKUX Fa30B U Bakyyma.» CocTaB 1
napaMeTpbl CUCTEMbI BaKyyMa A0/DKHbI 0TBeYaTb TpebosaHuam NCO wu
[aBfieHVe B OKOHEYHbIX YCTPOMCTBAX He JO/MKHO npeBbiwaTh 60 KMa
(abconoTHOE 3HaYeHKe), Npy paboTe CUCTEM C YeTaHOB/IEHHLIM CUCTEMHBIM
pacxofoM K ¢ pacxofoM 25 N/MUH B OKOHEeYHbIX ycTpolicTeax. Mogava
BaKyyMa [J0/I)XHa NPOn3BOAMNTLCA Yepes NoKasbIBatoLLNA PErynaTop Bakyyma
CO WKanon o... -100 KMMa;

- NopTaT1BHbIE MOBU/IbHbIE BaKYYMHbIE acnunpaTopbl C PEryIMPOBKOA CTeMeHu
paspeXkeHns ¢ napaMmeTpamu: paspexkeHue He meHee 25 KIa u ¢ pacxofom
(ckopocTb MOTOKA) He MeHee 25 n/MUH. Mprbop A0MKEH UMETb
NoKasblBatorLiMin MaHOMETP 1 06ecrneynBaTb BO3MOXXHOCTb M1aBHOM
perynnpoeku Bakyyma B AnanasoHe 0...-100 k[la.

PekomeHAyeMoe O0TpuLaTeNbHOE AaBfeHne B COOTBETCTBMM C ANPEKTUBON
AARC no MexaHM4ecKoi acrnmpaumm BeHTUIMPYEMbIX MNauNeHTOB AO/MHKHO
ObITb:

- ANS HOBOPOXAeHHbIX -10,67...-13,33 KI1a;

- Ana B3pocbix go -20 Kla.

MpeaHa3HayeHbl A1 MCNOMb30BaHMS MececTpamu, My/IbMOHOM0raMu,
NOCTaBLUMKaMWM YCNYT YX0/a Ha [IOMY - C 0XKNaeMbIM YPOBHEM 3HaHWIA.

MN3BECTHbIE NMPOTVBOIMNMOKA3AHUNA:
He npumeHumo.



Medical Risks and Undesired Side-Effects:

Oral Care is well-documented part of clinical practice. Training and application
of OralCare is part of normal hospital protocol. The Intersurgical device has
been ergonomically designed to improve the efficiency of oral cleaning by
keeping sizing as small as possible and adding soft edges & features where
necessary. Therefore the risk of error or miss-use has been minimized where
possible. No special training required.

Incorrect cormection or aggressive use in patient oral cavity.

Safety Instructions:

Do not operate the device ifthe individual package is damaged or there is
damage to the product.

Disposable products. Not be sterilized and reused.

Applied individually with each patient.

Oral Care is well-documented part of clinical practice. Training and application
of OralCare is part of normal hospital protocol. The Intersurgical device has
been ergonomically designed to improve the efficiency of oral cleaning by
keeping sizing as small as possible and adding soft edges & features where
necessary. Therefore the risk of error or miss-use has been minimised where
possible. No special training required.

1 Incorrect connection or aggressive use in patient oral cavity.

2. Potentially devices used in ICU environments and wards. Device is used for
simple cleaning & suctioning of debris and application of CHX. Full IFU is
supplied with each device.

3. Intended users identified as Nurses, respiratory therapist, homecare providers
- within expected level of knowledge of user.

Contamination: Suction catheter devices should be handled with gloved hands
and replaced regularly to prevent transmission of micro organisms - covered
within hospital protocol, single patient use, device should be placed in
bactericidal solution between usages. Sharp tip could cause trauma - Distal tip
on IS device has radius to minimize trauma. Device placed in a bactericidal
solution such as chlorhexidine between using to sterilize. Incorrect cleaning
may drive to cross-contamination as the device can transfer pathogenic
organisms.
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MEAVNUNMHCKVE PUCKWN W HEXEJNATEJ/IbHbIE'

OPDPEKTDI:

¥Y'X0/1 33 NOMOCTHIO PTa XOPOLLIO JOKYMEHTUPOBaHHas YacTb B KNMHWUYECKOIA
npakTuke. O6ydeHune v npumeHeHne Oral Care SBNSeTC YaCTb0 NPOTOKONA
6oNbHULLI. M3aenus VHTepcempknkan 6bLUM NPOeKTUPOBaHbI C Lie/bo
YBENNUNTL 3(EKTUBHOCTb FMIMEHbI NMONOCTU pTa. MM03TOMY BO3MOXXHOCTb
OLUMGKMN UMK HEMPABWIBHOTO UCMO/Mb30BaHUS CBEflEeHa K MUHUMYMY.
CneuyanbHOn NOArOTOBKM He TpeGyeTcs.

HenpaBunbHOe NOACOEAVHEHUE WM HEOCTOPOXHOE MPUMEHEHWE B POTOBOVA
MONOCTY MaLyeHTa.

MHCTPYKUNA MO TEXHMNKE BE3OMNMACHOCTW

He fonyckaeTcs akcnnyaTaums yCTpoicTBa, eC/in NoBpeXXaeHa
VHAVBUAYa/IbHAsA YaKOoBKa UM eCTb MOBPEXAEHUA U3LENNS.

W3penve ogHopa3oBoe. He NoanexuT CTepunnsanmm 1 noBTOpHOMY
1NCNOob30BaHUIO.

MprMeHseTCA MHAMBUAYILHO C KaXKAbIM MaLMeHTOoM.

Oral Care - ABNnsieTC XOPOLUO AOKYMEHTUPOBAHHOWN YaCcTbiO B KIMHUYECKOW
npaktuke. O6y4yeHne n npumMmeHeHne Oral Care ABNSETCA YaCTbO NPOTOKONA
6onbHuUbI. M3genmnsa Intersurgical 6bLUM MPOEKTUPOBAHLI C LiEMIbHO MOBLICUTH
3(EKTUBHOCTb FUIMEHbI MONOCTM PTa, COXPaHAS MAHUMASIbHBIN pasmep U
[06aBnas MArkve Kpast. MoatoMy BO3MOXHOCTb OLUMOKM U HENPaBUIbHOTO
MCMONb30BaHNA CBefleHa K MUHUMYMY. CreupasibHOM NOAroTOBKN He
TpebyeTcs.

1. HenpaBunibHOE NOAK/IOYEHME U arpecCMBHOE UCMOJb30BaHWeE B POTOBOM
MosocTK NauneHTa.

2. i3genve nenonb3yeTcs 418 NPOCTON OUUCTKU U caHaumn. K Kaxxgomy
N3LEeNNI0 MPUNaraeTca noiHas MHCTPYKLUMA N0 NPUMEHEHUIO.

3. lMpeaHa3HayeHbl ANg UCNONb30BaHWA MefcecTpaMu, nynbMoHooramu,
MOCTaBLUMKaMW YCYT yX04a Ha [IOMY - C 0XK1AaeMbIM YPOBHEM 3HAHWIA.
3arpsasHeHue: [ns Toro, 4To6bl NPeLOTBPaTUTL Nepeaady MUKPOOPraHU3MoB Y
OAHOr0 M TOTO Xe nauueHTa (M34enne MOXeT NPUMEHATLCA TO/IbKO Ha OAHOM
naumeHTe), U3Lenne HyXKHO UCMO/b30BaTh B NepyaTkax, a Mexay
1CNoMb30BaHUAMM (Ha OLHOM Y TOM >Ke MaLuueHTe) Haxo4nTCs B
GakTepuumnaHom pacteope. OCTPbI HAKOHEYHUK MOXKET NPUBECTM K TpaBmaM -
pagunyc nsgenusa VIHtepcefxmkan no3sonseT MMHNMU3NMPOoBaThL Tpasmy. B
Lensx cTepunsaLumm nsgenme noMeLLaeTcs B 6akTepuumaHyo cpeay,
HanpumMep X/IoprekcuanH. HenpaeunbHas YMCTKa MOXKET NPUBECTU K



NEepPeKPeCcTHOMY 3arpsi3HEHIO, TaK Kak n3fenue
NaTOreHHbIE OPraHn3MbI.

Technical Data: TEXHNYECKNME JAHHBIE:
Includes B faHHbI Habop BXOAWT
Aspiration tooth brush, OroCare Aspire—2 pc. 3ybHas acnupaLoHHas LLETKa, Mogenb OroCare Aspire - 2 L.
Weight (9): Bec (1):
Brush 7,910 LLIETKa 7,9+1,0
Handle 3,9£1,0 PykosiTKa 3,9£1,0
Head 4,0+1,0 lonosHas yactb  4,0+1,0
Length (cm) [nvHa (cm)
Brush assembly 18,4+0,1 LLIETKa B cOope 18,440,1
Handle 7,240,1 PykosTka 7,240,1
Head 13,4+0,1 "onoBHas yacTb 13,4+0,1
Bendign strength (N) YcToinumnsocTb K n3rnoy (N)
Forward (approx) 14 Mpsamoe (Npn6nm3) 14
Backward (approx) 16 O6patHoe (npn6nuns) 1,6
Connection pipe diameter (mm) [vameTtp coeguHuTeNbHOrO naTpyoka (Mm)
Outer 8,6+0,1 BHeLwH®in 8,6+0,1
Inner 6,5+0,1 BHYTpeHHWI 6,5+0,1
Aspiration tooth brush soft Brush (tampon), OroCare Sensitive—4 pcs. 3y6Has acnupaLMoHHas aTpaBMaTiyeckas WETka (TamnoH), Mogens OroCare
Weight (g): Sensitive - 4 wr.
Brush 8,1+1,0 Bec (r):
Handle 3,9+1,0 LLIETKa 8,1+1,0
Head 42+1,0 PykosTKa 3,9£1,0
Length (cm) MonosHas yactb  4,2+1,0
Brush assembly 20,5+0,2 OnvHa (cm)
Handle 7,2+0,1 LLIéTKa B coope 20,5+0,2
Head 13,340,1 PykosTka 7,2+0,1
["onoBHas yacTb 13,3+0,1
Bendign strength (N) YcToinumsocTb K n3ruéy (N)
Forward (approx) 14 Mpsmoe (npr6au3) 14
Backward (approx) 16 O6patHoe (npn6nmnz) 1,6
Connection pipe diameter (mm) [vameTp coegnHUTENBLHOTO NaTpy6Ka (Mv)
Outer 8,6+0,1 BHeTHWIA 8,610,1
Inner 6,5+0,1 BHYTpeHHWI 6,5+0,1
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The head design and material allows for using anti-bacterial solutions.

Foamy tampon—6 pcs.
Weight (g): 1,39+ 0-1g
Length (mm); 152 + 0,5
Diameter (mm); 4,3 0,1

Anti-bacterial solution cup—6 pcs.

Weight (g); 15,4 g+ 0,19

Diameter of the upper part 0A (mm); 38,9+ 0,1
Diameter of the ground 0B (mm); 33,6 £ 0,1
Height (mm); 24,6 £0,1

Water level gauge (ml); 5, 10, 15

Universal holder - 1 pcs.
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KOHCTPYKLMS 1 MaTepyan rofoBK1 NO3BO/ISET NPUMeHeHMe
aHTUGaKTepPUabHbIX PacCTBOPOB.

TaMMOH NEeHHbIN - 6 LT,
Bec (r); 1,3rx 0,1r
OnvHa (mm); 152 +0,5
Ounametp (mMm); 4,3 £0,1

Yalka gns aHTMbakTepmrasibHOro pacTeopa - 6 L.
Bec (r); 154 r+0,1r

[nameTtp BepxHeld yact 0A (mm); 38,9 £ 0,1
[namvetp ocHoBaHua 0B (mm); 33,6 = 0,1

BobicoTa (Mm); 24,6 £0,1

MapkunpoBka ypoBHs Bogpbl (Mn); 5, 10,15

YHvBepcanbHblIli gepxkatens - 1 LWT.



1lmwm

42 nnm

L22 Mm 22 MM
5MMm 5vM
Tolerances : 1 mm [JonycTMble OTK/IOHeHMA: £1 MM
Weight: 7 0,05 g Bec: 70,05
Material : ABS Polylac PA-757 Martepuan nsrotosnexHus: ABC-nnactuk Polylac PA-757

Shelf life 3 years Cpok rogHocTn 3 rofa

Application: Cnocob npumeHeHUA

The kit includes the most popular toothbrushes OroCare Aspire and OroCare B Habop BXOAAT camble MONYAPHbIE MO MPUMEHEHNIO 3yOHbIe LLEETKU MOZenH
Sensitive. In addition, the kit includes foam tampons to wash oral cavity, anda  OroCare Aspire n OroCare Sensitive. loN0/HUTENLHO B HAOOP BK/HOYEH!

cup for antibacterial solution. Furthermore, the kit contains daily oral care for TaMNOHbI NEHHbIE A/17 NPOMbIBaHWA NOIOCT PTa N YallKn ANA

using every 4 hours. The kit includes a universal holder to hang the kit in any aHTVNbaKTepnanbHOro pacTeopa. Habop coaepXmT yCTpoiicTBa Mo yXody 3a
convenient place. MOMOCTbIO PTa Ha CYTKM Yepe3 Kax/ple 4 yaca. B KOMMNeKT BXoauT

OroCare Aspire features a small brush head, equally suitable for adults and YHVBEPCa/bHbI fiepXaTesb, 4TO Obl Bbl MOF/IM MOBECUTL HABOP B /1tOGOM
children. The soft bristles allow for proper oral hygiene and are designed to aid YA00HOM An1s Bac MecTe.

in the removal of plague. The brush length allows the user to reach all areas of 3YOHas acnupaunoHHas LWETKa, mogenb OroCare Aspire MMeeT HeGO/bLUYytO
the oropharynx without interfering with ET tubes and other equipment. It hasa FO/I0BKY, KOTOpas MOAXOAUT B3POC/bIM U A€TAM. MArkue LETUHKM NO3BONAIOT
built-in direct attachment to a suction line, eliminating the need for an Haanexawym 06pasoM CObMOAATL TUTMEHY MOMOCTW PTa W NpeAHasHaueHbl
additional suction device. ANs ypaneHus 3y6HOro Haneta. [iMHa LUETKW MO3BONMSET OYUUCTUTb BCE
The toothbrush should be connected to the vacuum system through the aspirate 00/1aCT¥ POTOI/IOTKN, He Mellas [pyromy 060pyA0vBaHV”0- Mogenb nmeet
collecting system (tank) using an aspiration tube (hose) (supplied separately). If HEMOCPEACTBEHHO  KpenjeHne K - BCacblBaloOWen  JIMHWKW,  YCTPaHAA
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the toothbrash is used in the seheme together with closed or open aspiration
catheters, they should be connected to the unified aspirate collection scheme
through a polymer connector for the Oro Care Suction aspiration tubes, 2 inputs
(with one cap) / 1 output, which is installed on the aspirator (through a filter).
The aspiration tube from the toothbrush is connected to one connector input, the
tube from the aspiration catheter is connected to another input. If the connector
is used, for example, only for the toothbrush, then the second entrance is closed
with the bundled cap.

The connection scheme of OroCare oral care devices is provided in the
appendix to this manual.

Method

Using suction hose coimected to a toothbrush suction unit turn it on.

Apply a toothbrush required amount of tooth gel (sold separately) or to dip the
brush into the antibacterial disinfectant solution, use the supplied cup for
antibacterial solution.

When cleaning is recommended to aspirate residual gel and (or) solution.
Conditionally divide all the teeth on the upper and lower jaws into 4 segments
(better start brushing your teeth with the upper jaw).

Locate the toothbrush on the buccal surface of the upper teeth, estimated at 45 °.
Adjusting the level of aspiration using the handle, "scram" top-down movement
of each segment to hold at least 10 times.

Clean the chewing surfaces of the upper teeth.

Locate the brush perpendicular to the upper teeth, brush them palatal surface
cautious, "scram™ movements, from top to bottom (all 4 segments).

Clean similarly lower teeth (buccal muscle and chewing surface).

Turn off the device and disconnect suction toothbrush.

Dispose the product.

OroCare Sensitive toothbrush (tampon) is a unique suction wand for cleaning
delicate gums and tissues around the oropharynx. The integral moulded soft
head (tampon) provides a safer alternative to common suction swabs.

The toothWsh (tampon) is securely fixed in the structure and cannot fall off
when in use

The design of the head allows application of antibacterial solutions.

The toothbrush (tampon) is also included in the aspiration scheme using the
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Heob6X04UMOCTb [OMOSTHUTE/ILHOrO BCACbIBAHWS.

K cucteme Bakyyma LLETKa [LO/IKHA NOACOEANHATLCA Yepes cuctemy”

cbopa acrnvpara nocpeAcTBOM acnmMpalMoHHON TPYOKM (LunaHra)
(nocTaBsnseTcs 0TAeNbHO). ECnu LLeTKa 1Cnosb3yeTcs B CXeMe COBMECTHO C
3aKPbITbIMK WM OTKPBITLIMW aCNMPaLMOHHLIMW KaTeTepamu, 4N uxX
MOAKNIOYEHNS B eIMHY0 CXeMy cbopa acnupara, UCnosib3yeTcs COeUHUTENb
NOMMMEPHBIA A4N15 acnupaumoHHbIX Tpy6ok Oro Care Suction, 2 Bxoga (C 04HUM
Konnaykom)/! BbIXOA, KOTOPbIM yCTaHaB/IMBAETCS Ha acrnmpaTop (Yepes
(unbTp). K 0gHOMY BXOAY COeAMHUTENS NOAK/KOYAETCS acnmpaLMoHHas
TpyOKa OT WETKK, K Apyromy Tpy6Ka OT acnmpaLMoHHOro Katetepa.
CoeanHUTENb MOXET ObITb MCNO/Mb30BaH NPW NPUMEHEHWN, HaNPUMEP, TONTbKO
LLETKW, TOrAa BTOPOI BXOZ 3aKPbIBAeTCA KOMMa4YKoM, BXOASALLMM B €ro COCTaB.
CxeMy MOAKNHOYEHNSA YCTPOCTB MO YX0A4Yy 3a NnosiocToio pTa OroCare
CMOTPUTE B MPUNOXEHWNN K HACTOALLEN UHCTPYKLUUN.

MeTogmka

cnonb3ys acnupauyoHHbIR LWAaHT, NOACOeANHNUTL 3Y6GHYHO LWETKY K
acrnmpaumoHHOMY YCTPOMCTBY U BK/THOUUTH €ro.

HaHecTn Ha 3y6HYH0 LLIETKY HE0BX0AMMOE KONMYEeCTBO 3y6HOro rens
(nocTaBnsieTcs OTAENbHO) UM OKYHYTb LUETKY B aHTMOAKTepUa/IbHbIN
[e3VHDULMPYIOLLMIA pacTBOP, NPV 3TOM UCMO/b3YETCA YallKka Ans
aHTMbaKTepnasIbHOro pacTeopa 13 Habopa.

Mpn YNCTKe peKoMeHAYeTCA NPOBOAUTL acrmpaLuio OCTaTKoB rens n (1im)
pacTsopa.

YCNOBHO pa3fenuTtb Bce 3yObl Ha BEPXHEN N HUXKHEN YetoCTAX Ha 4 cermeHTa
(ny4Lwe HauMHaTb YACTUTL 3yObl C BEPXHEN YentocTn).

PacnonoXxumTb 3y6HYH0 LLETKY Ha LLLeYHOW NOBEPXHOCTM BEPXHUX 3y60B,
NpUeNN3NTENLHO NoA yrnom B 45°.

Perynupys ypoBeHb acnmpaumumn ¢ nomMoLbio pyKosaTH, "BbiMeTarowmm"
[IBMXXEHNEeM CBepXy BHU3 MPOBECTM MO KaXA0MY CermeHTy He MeHee 10 pas.
MoYnCTUTb XKeBaTelbHble NOBEPXHOCTM BEPXHUX 3y60B.

PacnofnoxuTb LWETKY NeprneHanKynspHO BEPXHUM 3y6am, MOYUCTUTb KX
He6HYH0 MOBEPXHOCTb OCTOPOXXHBIMU, "BbIMETAIOLLMMUN" ABUKEHUAMN, CBEPXY
BHU3 (BCE 4 CErMeHTa).

MOYNCTUTL aHANTIOMMUYHO HUXKHUE 3YObl (LLEEYHYHO MbILLLY W XKEBaTe/TbHYHO
MOBEPXHOCTb).

OTKNHOUYMTb acnmpauoHHOe YCTPONCTBO U OTCOEAUHUTL 3YOHYHO LLETKY.



aspiration tube.

Dip the brush into the antibacterial disinfectant solution, use the supplied cup
for antibacterial solution.

During brushing the teeth a tooth gel (optional) may be applied on the
toothbrush (swab).

During cleaning it is recommended to aspirate residual gel and (or) solution.
Clean the gums, tongue and mucous membranes of the patient, using aspiration
and grouting.

Turn offthe device and disconnect suction swab.

Dispose of the product.

Use a foam tampon to moisten your lips (the humidifier is optional).

Below is a schematic depiction of instructions for using a medical device.
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YTunnsmposatb NU3genve.

3ybHast acnupaumoHHas aTpaBMaTuyecKas LWETKa (TamnoH), Moaenb
Sensitive ABNSAETCSA YHUKa/IbHOM LLETKON ANA YACTKN AeNNKATHbLIX AEeCeH U
TKaHein BOKPYr pOTOrN0OTKW. VIHTErpupoBaHHas Msrkas ronoska (TamnoH)
obecneumBaeT 60siee 6€30MaCHYHO a/ibTePHATUBY APYTUM acnmpalMOHHbIM
TaMmnoHam. TaMMnoH LETKM HaAEXHO 3aKpenieH B KOHCTPYKLUM - ero
OTZE/NeHne B NPOLECCEe UCMONb30BaHNA HEBO3MOXHO. KOHCTPYKUMA 1
marepuan ronoBKM No3BosSeT NPUMeHeHVe aHTUBaKTepUasibHbIX PacTBOPOB.
LLleTka (TaMNOH) TakXe BK/IKOYAETCA B CXEMY acnupauum ¢ NOMOLLbHO
acnupauuoHHON TPYOKM.

OKyHyYTb LETKY B aHTUOaKTepUa/IbHbIN Ae3MHPULMPYIOLWNIA pacTBop,
MCNOMNb3YINTE NOCTABAEMYHO B KOMIMJIEKTE YallKy A5 aHTU6aKTepuasibHOro
pacTBopa.

Mpy YnCTKE 3y6OB MOXHO HAHECTM Ha 3yOHYHO LLETKY (TaMMOH) He06Xo4MMoe
KOMMYECTBO 3yOHOro rens (MocTasseTcs OTAe/bHO).

Mpwn YACTKe peKOMeHAYeTCA MPOBOAMTbL acnuMpaL Mo OCTaTKOB rens u (1m)
pacTBopa;

Mpon3BeCTN OUUCTKY AECEH, A3bIKA U CIM3UCTbIX 060/104eK NaLneHTa,
NPUMEHAA acnupawmio 1 TaMNOHNPOBaHNE.

OTKNHOYMTb acnmpalMoHHOe YCTPOCTBO M OTCOEAUHUTL TaMIOH.
YTUnnsnpoBatb n3aenue.

Vcnonb3yiiTe NeHHbIA TamMMoH ANS YBAXKHEHWS Ty6 (YBNaXXHUTENb
NOCTaBNSETCA OTAE/NbHO).

Hwxe npeacTaB/ieHo CXeMaTUYHOE M306paXkKeHNe MHCTPYKLMUN Mo
NPUMEHEHUIO MEAULIMHCKOTO U3aeNKs.




" If i
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Legend of label:

Packaging can he marked with the following symbols:

DATA
Catalog number
Batch code
Keep away from heat and direct sunlight

Consult instructions for use

Temperature limitations

Do not re-use
Do not use if package is damaged

Manufacturer

CE mark. Produet conforms with the
essential requirements in the European
Medical Devices Direetive 93/42/EEC

Non sterile

The number of products in packaging (the
maximum number)
Do not open the packaging using a knife

Caution: Federal law restricts this device
to sale by or on the order of a physician
Date of manufacture
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Tabn1ua ycnoBHbIX 3HAKOB:

N

CMBOIJ
REF
LOT

Viunm 0120

Yt

QTY

RxONLY

CUMBO/IbI:
SHAYEHWVE

Howmep no katanory

Kopg naptum

Bepeyb OT Harpesa 1 NPAMbIX COTHEYHbIX
nyyen

He noanexut NoBTOPHOMY UCMO/b30BaHUIO

TemnepaTypHble OrpaHNYeHmns

He ncnonb3oBatb NOBTOPHO
He ncnonb3yiiTe, ecnv ynakoBKa NospexaeHa

lNpownssoguTens

Mapkuposka CE. [MpoayKT COOTBETCTBYeT
OCHOBHbIM TpeboBaHWAM [MPeKTUBBI
EBponeiicknx MeguuMHCK1X Nprbopos
93/42/EEC

3penve He cTepubHO

KonnuyecTso m13gennia B ynakoBke
(MakcunmanbHoe KonM4ecTso)
He OTKpbIBaTb YNAKOBKY MCMO/b3YyA HOX

BHVMAHWE: ®epnepanbHblil 3aKOH

3anpeLLaeT npoaaxky 3Toro nsgenus
(hm3nYecKMm muom  ToNbKO MO peuenTy
Jarta nponssoaeTsa

3nenve He coaep>XnT narekca



The materials from which it is made or its medical device basic parts
(required materials are parts of a medical product used in contact with the

human body)

Name
OroCare Sensitive
atraumatic suction

toothbrush (swab).

OroCare Aspire
suction toothbrush

Foam tampon

Product does not contain phthalate

Component Material

body Medical polypropylene, grade
PURELL RP373R
Green tone dye, grade MB
CC10135305BG (5594)

bristles Medical polypropylene, grade
PURELL RP373R (7547A)
TPE thermoplastic elastomer
compound, grade CAWITON
PR8762 (9658)
Phthalate-free (DEHP) PVC-Color

body LDPE, grade 600BA-LDPE (0138)
Green tone dye, grade MB CC10135305BG
(5594)

bristles Medical polypropylene, grade PURELL

RP373R (7547A)

Polypropylene Cas 9003-07-0, manufactured by CNPC
Eastern China Chemical Products Sales Company,
China/Polyethylene, manufactured by Changzhou Boteng
Foam Co., Ltd, China/Glue (Organic solvent),
manufactured bv Julong Chemical Products Co., Ltd

Cup for Polypropylene Moplen RP248R (7547), produced by
antibacterial Basell Polyolefins Company N.V., Netherlands
solution

STERILIZATION

N/A
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3nenve He coaepXXut dranarhbl

MaTepuasibl, U3 KOTOPbIX N3rOTOB/IEHO MeAULIMHCKOE U3[e/Ine NN ero
OCHOBHbIle YacTn (0653aTe/IbHO YKa3bIBaOTCA MaTepuasibl HacTei
MeANLMHCKOro NU3aenns, KOTopble UCMOMb3YTCA B KOHTAKTe C
OpraHM3MoM YesI0BEKOM)

HaumeHoBaHMe

3y6HasA acnupaunoHHas
aTpaBMaTmyeckas LLETKa
(TamnoH), Mmogenb
OroCare Sensitive.

CocTaBHas MaTtepunan

yacTb
Kopnyc NoNUNPONUIIEH MeSVULVNHCKNIA MapKu
LEeTKN PURELL RP373R

KpacuTe/ib 3e/1HOro oTTeHKa mapku MB
CC10135305BG (5594)

LWETUHKA NoSIMMpPOnuIeH MegULUHCKNIA MapKu
PURELL RP373R (7547A)
TepMOMIacTUYHbI 31aCTOMEP KOMMayHS,

TPE mapku CAWITON PR8762 (9658)
nonusuHunaxnopng PVC-Color 6e3 pranatos

(DEHP)
3y6Has Kopnyc NOMIN3TUNEH BbICOKOrO AaBfieHnss Mapku 600BA-
acrnmpaymoHHas LeTKN LDPE (0138)

WETKa, Mofesb
OroCare Aspire

KpacuTe/ib 3e/1EHOro oTTeHKa mapkm MB
CC10135305BG (5594)

LLETUHKM NoSIMMpPONWIEH MeaULMHCKIMIA Mapku PURELL

MeHHbIN TamMMoH

Yauika ans
aHTN6aKTepranbHOro
pacTBopa

CTEPUNN3ALNA
W3genve He ctepunibHO

RP373R (7547A)

Monnnponunen Cas # 9003-07-0, nponssoactea CNPC Eastern
China Chemical Products Sales Company, Kutaii/
MonunatuneH, nponssogctea Changzhou Boteng Foam Co., Ltd,
KuTaii / Knein (OpraHunyeckunii pacTBopuUTeNb), MPOU3BOACTBA
Julong Chemical Products Co., Ltd

MonunponuneH Moplen RP248R (7547), npousBogctea Basell
Polyolefins Company N.V., HugepnaHgbl
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Waste Management

Device contains no hazardous waste. Standard hospital procedure for clinical
waste disposal.

After use, Intersurgical’s range of respiratory care products should be disposed
of by the appropriate means that have been set out by the hospital or the
relevant health authority. Used products that have not been classified as
“Clinical Waste”, should be treated as municipal waste and disposed of
accordingly - for example into a landfill. Should the hospital decide that the
used products come under the classification of “Clinical Waste”, the Health
Services Advisory Committee of the Health and Safety Commission (Great
Britain) advises that disposal should be by means of incineration.

All Intersmgical products are packed in cartons that can be re-cycled as
cardboard. Plastic packaging waste (polybags, plastic packaging film) can be
recycled where recycling facilities exist or disposed of as municipal waste
unless it is deemed to be contaminated and classified as “Clinical Waste”, in
which case such packaging waste should also be incinerated.

“Clinical Waste*”:

Clinical waste is any waste that consists wholly or partly of human or animal
tissue, blood or other body fluids, excretions, swabs or dressings, syringes,
needles or other sharp instruments, being waste which, unless rendered safe,
may prove hazardous (hazard in this case may be physical, chemical or
biological) to any person coming into contact with it, and any other waste
arising from medical, nursing, dental, veterinary, pharmaceutical or similar
practice, investigation, treatment, eare, teaching or research, or the collection of
blood for transfusion, being waste which may cause infection to any person
eoming into contaet with fit.

The hazard class "B".

The list of national and international regulatory documents/standards,
which matches medical product:

BS EN ISO 13485 - Medical devices - Quality management systems;

BS EN 1SO 9001 - Quality Management Systems;

BS EN ISO 15223-1 - Medical Devices - Symbols to be Used with Medical
Device Labels, Labelling & Information to be Supplied,

BS EN ISO 1041 - Information supplied by the manufacturer of medical
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YTUIIN3ALUNA OTXO40B

CraHgapTHas 601bHUYHAA npoueaypa 4ns yTuamsauum KIMHUYeCKnX

Mocne ucnonb3oBaHWs, BECh AMana3oH pecrnmpaTopHbIX Usgenuid IntersurgiSa:
eneayeT yTUAN3NpoBaTb eneays TpeboBaHNAM 60/1bHULIbI U OpraHa
3ApaBooxpaHeHus. Icnonb30BaHHbIe N34eNns, KOTOpble He 6bln
toTaeCcUULMPOBaHbI Kak "KnnHUYeckme oTxodpl™, AO/MHKHbI pacCMaTpuBaThCs
KaK 0TX0Abl ObITOBbIE U YTUNU3NPOBATLES COOTBETCTBYIOLMM 06PA30M -
Hanpumep Ha cBasiky. Ecnn 601bHMLA PELUNT, YTO UCMO/b30BaHHbIE U3AEeNNS
Knaccugmumpytotes Kak “KnuHuyeckme otxofbl”. KOMUTET KOMUCCHM MO
KOHCY/IbTaummn MeALUHCKNX YCYT MO OXpaHe 340poBbs (BenmkobputaHus)
€006LLAeT, YTO YTUNN3ALMA JO/MKHA MPOUCXOANUT NYTEM eXUTraHus.
MnacTmkoBble 0TX0Ab! (MONMATUMEH, NIACTUKOBASA YNAKOBKa, MN/eHKa) MOryT
ObITb NepepaboTaHbl Ha NepepabaTbiBAOLLMX NPEANPUATUAX UK
YTUAN3NPOBaHbI Kak 6bITOBbIE OTXO/bl €C/IN 3TO HE eYUTAETCS 3arpsa3HEHNEM U
Knaccumumpyetes Kak “KnmHuyeckume oTxofbl”; B TaKOM C/l)LLae Takue
0TXOAb! Creayet cxuratb. Bee nsgenus Intersurgical ynakoBaHbl B KAPTOHHbIE
KOPOOKM, KOTOpble MOTyT 6bITb MepepaboTaHbl KaK KapToH.

“KnuHunyeekne oTxogbl *':

KnnHnyeekune oTxofbl 31O Nt0ObIE OTXOAbI, MOMHOCTLIO UM YaCTUYHO
COAepiKaLLie YenoBeyecKme Un XNBOTHbIE TKaHW, KPOBb, UK Apyrue
OGMONOrNYeCKME XXMAKOCTW, BbLLENEHNS, TAMMOHbI U NOBA3KM, LLNPULbI, UT bl
WK Jpyrvie ocTpble MHCTPYMeHTbl. OHM 06pa3ytoTca B pesy/bTaTe
MeAMLMHCKON, CTOMATO/IOrMYeCKOW, BETEPUHAPHON, (apmaLeBTUYECKON,
npenojasartesibCKov AeATeNbHOCTI; UCCNeA0BaHWI, NeYeHns, yXoaa um
nepenmBaHna Kposu. Ecnmn nx He obesonacuTb, (OMacHOCTb B 3TOM C/lyyae
MOXET ObITb (IM3NYECKas, XMMMUYECKas UM BMonornyeckas) npy cnyvyanHom
BCTYMN/IEHUW B KOHTAKT OHM MOTYT BbI3BaTb MH(EKLMIO.

Knace onaeHocTW «b».

MNepeyeHb HaUWOHaNbHbIX U MEXAYHapoAHbIX  HOPMAaTUBHbIX
LOKYMEHTOB/CTaHAAPTOB, KOTOPbIM COOTBETETBYET MeAULIMHCKOE N3Le/VE:
BS EN ISO 13485 - MeauumMHCK/e N3fenunsa-encTema ynpasieHns KauecTBoM,
BS EN ISO 9001 - Cuctema ynpaB/fieHUsA KayecTBOM;
BS EN ISO 15223-1 - MeguunHckue wusfennsa -
MCNOMb3YHTCA HA 3TUKETKAX MEAULMHCKUX U3LeNNIA;
BS EN ISO 1041 - WHdgopmauus, npefgocTaBnsemas npoussogutene”

CuMBO/bI,  KOTOpbIE



devices;

BS EN ISO 14971 - Medical devices

medical devices;

BS EN I1SO 20126 - Dentistry - Manual toothbrushes - General Requwements
BS EN ISO 22254 - Dentistry - Manual toothbrushes - Resistance of tufted
portion to deflection;

Medical device directive 93/42/EEC;

BS EN ISO 10993-1 - National standard of RF. Medical deV|ces the
evaluation of biologic impact of medical device. Part 1. Evaluation and
research.

Customer service support:

Intersurgical,

117105 Moscow, Varshavskoe shosse 26/11

tel/fax; +7 (495) 771-6809

info@intersurgical.ru

www.intersurgical.ru

Postal address: 115114 Moscow, Derbenevskaya quay 11/B
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MeLMLMHCKOro 060pynoBaHus;
BS EN ISO 14971 - MeauunHckue usgenud. lpuMeHeHwe ynpa
pUCKaMmn B OTHOLLEHWUN MeAULMHCKNX U3AENniA,
BS EN ISO 20126 - Ctomatonorusi - PyuHble 3yOHblE LUETKM - OCHOBHbIE
TpeboBaHus;

S EN 1SO 22254 - CToMaTonorus - PyUHble 3y6Hble LLETKY - YcToiums
K CMMNaHWIO LLETUHOK LLETKMU;
[unpekTrBa no meguumnHcKomy obopynosaHunio 93/42/EEC
BS EN ISO 10993-1 - HauuoHa/bHbI cTaHAapT Poccuiickon deaepaumm.
N3genua megmumHekme. OueHKa 6M0N0rnyeckoro AeicTBrUs MeanLMHCKIX
n3penuii. Yactb 1. OueHKa 1 uccnefoBaHms.
Cnyx6a nogaep>XKn noKynaTenen:
3AO WHTepcemXukan,
Poccug, 117105, Mocksa, BapLuasckoe Lwocce, 4. 26, ctp. 11
Ten/akc: +7 (495) 771-6809
info@intersurgical.ru
www.intersurgical.ru
MouTtoBbI agpec: 115114, MockBa, [lepbeHeBckas HabepexxHas, 11/b




MpunoxeHwve / Annex
Cxema NoAK/IoyeHns YCTPOCTB No yxody 3a nonoctblo pta OroCare / OroCare oral care devices connection diagram

iKWVLiidMOMa wCnm 1 3aMchbITol damupkmmvas
Emo«*ML NoknuTall|r tMpka coegmurbnb npH VB
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[MepeBon ¢ aHINMIACKOTO Si3bl KA HA PYCCKUI 13bIK]

A, Capa Mak-JlagimH, HoOTapuyc, YMO/SIHOMOYEHHAA Ha OCYLLECTB/IEHWE MPaKTUKN Ha
TeppuTopmMn AHMNUA N Yanbca, ¢ odmcom no agpecy: Ppanspermpk 25a, Pukdopac Xunn,
diincbepn, HP20 2RT, Bennkobputanus, YAOCTOBEPAKO CNEAYHOLLEE:

E Komnanus «WHTepcemxmkan Numuten» (Intersurgical Limited) sBnsieTcs 3akpbITol
aKUNOHEPHOM KOMMaHWeW, 3aperncTpuMpoBaHHOW B COOTBETCTBUM C 3akOHamMu O
KoMnaHusax 1948-1976 rr. Peructpatopom KomnaHuit AHIMKM 1 Yanbca nog HOMepoMm
01488409, c 3aperncTpmpoBaHHbIM odmcom no aapecy: KpeitH Xays, Monnu Mwunnapc
Na3liH, YokuHrem, bepkwnp RG41 2 RZ, BenukobputaHus (Crane House Molly Millars
Lane, Wokingham, Berkshire RG41 2RZ, England) (nanee «KomnaHus»);

2. Mpunaraemblil JOKYMEHT, OTHOCSILLMIACA K «YCTPOMCTBaM AN yxoaa 3a MofoCTbio pTa B
Habopax 1 B OTAE/bHbIX YNaKOBKaxX ¢ NPUHAANEXHOCTAMU, BapUaHT UCMOHeHMs: Habop
[NA KPYrnoCyTOYHOro yxoAa 3a nonocteto pra OroCare - Q4 ¢ TaMNOHOM MEHHbIM» U
[aTnpoBaHHbIN 14 noHs 2019 1., CO6CTBEHHOPYYHO nognucaH MeaHom CeHIOTOM.

BbIJAHO wMHOWO 3a MOe/i neyaTbld WM NOANUCLID B Jinicbepn, BennkobpuTaHus,
[EBATHAALATOrO UKOHA ABE ThICAYM AEBATHAALATOrO roja.

[PenbedpHaa neyaTb HoTapuyca Capbl Mak-lapnuH] Inodnuchbl

Capa Mak-NagpnuH
HOoTapuyc
25a Pukdopac Xunn,
dincbepn bake, HP20 2RT
07789 623052
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[MepeBoa mevaTeil M Hagnuceid Ha [OKYMeHTe «VHCTPYKUUA MO NPUMEHEHMIO. YcTpolicTBa
4N yXxo4a 3a MONOCThLI pTa B Habopax M B OT/AENbHbIX yNakKoBKax C NpUHagne>X HOCT eil,
BapuMaHT ncnonHeHus: Habop ANsS KpyrnocyTo4YyHOro yxoga 3a nosocTtbeio pTa Oro Care - Q4 ¢
TaMMNoHOM MNeHHbIM» KOMMNaHUW «MHTepceg>Xukan JiumuTeg», MNpeacTaBNeHHOM Ha

AHTMIACKOM MPYCCKOM fA3blKax”

IMS: VBaH CeHioT

NOMXHOCTb: [VpexTop Nno KoMMNieKCHOMY obecneyeHunio KayecTsa 1
HOPMaTUBHO-NPaBOBOMY 06ecreveHnto
LOMmKHbIM 06pa3oM YMOTHOMOYEHHBIA 1 AEACTBYOLLMIA OT
MMeHN KoMNaHun «HTepcemkunkan Jita.»

noanncb Inodnuch/

OATA 14 ntoHa 2019 T.

[MeyaTb KoMnaHun «MHTepcea>X nkan TumnTen»]
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IMepeBos AAHHOMO TEKCTa CeNaH MHOW, MePeBOAUMKOM AmEKCeeBbIM ANEKceeM AMEKCaHIPOBUYEM.

Poccuiickas ®Pepepaums

Nopog MockBa

[MepBoro nona Ase ThicAYN AeBATHaLLaTOro roga

O Akumos Mne6 Bopucosuy, HoTapuyc ropofa MoCKBbl, CBUAET €/bCTBY NOANMHHOCT b NOANUCHU
nepesoguymka Anekceesa Anekcea AnekcaHaposnya.

Moanucb cgenaHa B MOEM MPUCYTCTBUN.

JIM4YHOCT b NOoANMCaBLUIEro JOKYMEHT YyCTaHOB/NEHA.

3aperncTprropguopeecT pe: No 77/09-H/77-2019- 0
B3blck0” ‘rocygap™LU woin nownunHbli(no Tapudy): 100 py6.
Ynn~Ho 3a”6KkTaHuMey”yr NpaBoBOro M TexHUYeckoro xapakTepa: 200 py6.

I.B.
MPOTHYPOBAHO, TPOMepoOBaHO

HO JlkyaTblo.y-TAN nucT{a){os)

HoTapuyc
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