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Application field: For individual use in living spaces, crowded places, and various
medical institutions.

4. Contraindications, precautions and side effects related to application of the medical
device as intended

Use of face masks is contraindicated in case of individual intolerance to raw components
ofthe product. In case of irritation stop using the product and seek medical advice.

Read the Instructions for Use before operation. Do not use expired face masks. The
masks are for single use only!

Use of medical disposable face masks is recommended to both patients and persons close
by them.

The usage time of a disposable medical face mask on ear loops with a nose clip is up to 2-
3 hours for three layers and up to 3 hours for four layer mask.

Side effects related to application of the medical device as intended: irritation or
sensitization caused by user's individual intolerance.

5. Product description

Clean+Safe® medical face masks are manufactured of non-woven fabrics free of
carcinogens, mutagens or toxicants, free of natural latex, and do not contain phthalates and
fibre glass.

The product is a protective face mask of non-woven fabric with a nose clip and ear-loops
or tie-ons to fix the product on face.

The masks have 3 longitudinal folds in the middle. The folds are directed downwards
(traditional folding).

The masks are rectangularly shaped with basic sizes of 17,5 x 9,5 cm (x 0,2 cm). A mask
has 17.5 cm (x 0.5 cm) long elastic bands (ear loops) or 39.5 cm (£ 1.5 cm) long tie-ons of
non-woven fabric tape welded on its corners. The upper part of the mask has a nose clip to
ensure snug fitting of the mask to face, allowing for individual features of the nose shape - a
10.5/13.0 cm (x 0.3 cm) long plastic wire (see the figure).

The mask weight is up to 5.0 g. The masks are manufactured in three layers (the filtering
layer is placed between two external layers) and four layers (besides the above three layers
an internal layer of hydrophobic material is added). The masks are safe as required by 1SO
10993 biological safety standards. The surface of the masks has no mechanical defects and
raptures. Longitudinal cut edges of non-woven fabric are bent and welded.

Noo-woven medical face masks have been used in clinical practice since the early 20>
caswy. The devices are biocompatible and safe for both users and patients. Clean+Safe®
mKdiral face masks have been manufactured by Creative Contract (M) SDN BHD,

since 1991, and these devices have been sold in many countries. No incident or
loofnptaint has been reported.
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Medical face mask with tie-ons

175 mm 105 mm / 130 mm
5 D
95mm
Medical face mask with ear-loops
175 mm 105 mm/ 130 mm
< >
95mm

6. Characteristics

1 Cleant+Safe® non-sterile disposable medical face mask of non-woven fabrics with
ear-loops/tie-ons: Pro 2.0 - 3-layer is made of PP Spunbond (with minimum density
23 and 25 g/m™), Filtering layer PP Meltblown (with minimum density 18 g/n?").

Colour: White, Blue, Green, Pink, Yellow, Orange, Lilac, Lime

Bacteria filtration efficiency: > 98%
Pressure difference: <2.1 mm HrO/ct?

2. Clean+Safe® non-sterile disposable medical face mask of non-woven fabrics with
ear-loops/tie-ons: Pro 3.0 - 3-layer is made of PP Spunbond (with minimum density
23 and 25 g/m™). Filtering layer PP Sub Micron Meltblown (with minimum density
22 g/m™).

Colour: White, Blue, Green, Pink, Yellow, Orange, Lilac, Lime

Submicron particle filtration efficiency: 0.1 p: > 99 %

Bacteria filtration efficiency: > 99 %

Pressure difference: <2.7 mm HrO/ct

Level of resistance to ingress of artificial blood: > 80 mm Hg (Level 1)

Instruction for use of the medical device:

Clean+Safe® non-sterile disposable protective medical face mask
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3. Clean+Safe® non-sterile disposable medical face mask of non-woven fabrics with
ear-loops/tie-ons: Pro 3.0 «FLUID RESISTANT» - 3-layer made of. PP Spunbond
(with minimum density 23 and 32 g/m"), Filtering layer PP Sub Micron Meltblown
(with minimum density 22 g/n?Y).

Colour: Blue, Green, Lilac

Submicron particle filtration efficiency: 0.1 p: > 99 %

Bacteria filtration efficiency: > 99 %

Pressure difference: <3.0 mm HaO/cm*

Level of resistance to ingress of artificial blood: > 120 mm Hg (Level 1)

4. Clean+Safe® non-sterile disposable medical face mask of non-woven fabrics with
ear-loops/tie-ons: Pro 3.0 «FLUID RESISTANT» (cellulose) - 3-layer made of:
PP Spunbond (with minimum density 32 g/m*), cellulose (with minimum density 15
g/m"X Filtering layer PP Sub Micron Meltblown (with minimum density 22 g/m).

Colour: Blue, Green, Lilac

Submicron particle filtration efficiency: 0.1 p: > 99 %

Bacteria filtration efficiency: > 99 %

Pressure difference: < 2.6 mm HrO/ct

Level of resistance to ingress of artificial blood: > 120 mm Hg (Level 1)

5. Clean+Safe® non-sterile disposable medical face mask of non-woven fabrics with
ear-loops/tie-ons: Pro 4.0 «FLUID RESISTANT» - 4-layer made of: PP Spunbond

(with minimum density 23 and 25 g/m"). Filtering layer PP Sub Micron Meltblown
(with minimum density 22 g/m™).

Colour: White, Blue, Green, Pink, Yellow, Orange, Lilac, Lime, Black, Claret, Grey

Submicron particle filtration efficiency: 0.1 p: > 99 %

Bacteria filtration efficiency: > 99 %

Pressure difference: < 2.9 mm tfO/cm»

Level of resistance to ingress of artificial blood: >160 mm Hg (Level 1)

7. Application method

1 Take a mask from the packing box.

Check integrity of the product by visual inspection.

3. Put the disposable medical face mask vertically in front of your face, holding it by ear-
loops or tie-ons. The coloured side must be faced out, and the white one to you.

4. Bring ear-loops or ties behind your ears and put the mask on so that airways were closed
by the mask.

5. Slightly press down the nose clip by fingers.
6. Make sure that the mask closely fits the face.

N

Instruction for use ofthe medical device:
Clean+Safe® non-sterile disposable protective medical face mask
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7. Dispose of properly after use.

Follow the rules of wearing a disposable medical face mask:
The usage time of a disposable medical face mask on ear loops with a nose clip is up to

2-3 hours for three layers and up to 3 hours for four layers mask.

Do not touch the mask fixed on the face.
After removal of the used mask, carefully wash your hands with soap.
In case of irritation stop using the product and seek medical advice.

8. Medical devices "Clean+Safe® non-sterile disposable protective medical face mask of non-
woven fabrics with ear-loops/tie-ons"” are non-sterile and intended for single use only.

9. Clean+Safe® medical face masks do not contain animal and/or human origin materials,
medical drugs or pharmaceutical substances.

10. Devices are easy to use, intended for single use only and do not require special training or
special qualification of the user. They do not need maintenance and repair.

11. Information about disposal or destruction of the medical device

Medical products must be disposed of in compliance with medical procedures established
in healthcare institutions and local, state or federal standards. The choice of safe disposal
and destruction methods for the devices depends on healthcare organization capacity and
profile, availability of waste disinfection/neutralization  units, and  waste
neutralization/destruction methods established in the administrative area (burning, removal
to landfills, recycling).

Depending on the degree of their epidemiological, toxicological and radiation hazard,
medical devices "Clean+Safe® non-sterile disposable protective medical face mask of non-
woven fabrics with ear-loops/tie-ons" are treated as epidemiologically dangerous medical
wastes: materials and tools, items contaminated with blood and/or other body fluids.

Consumer packing rejected products and expired products are handled as
epidemiologically safe waste which is close by its composition to municipal solid wastes

(MSW).

Instruction for use of the medical device:

Clean+Safe® non-sterile disposable protective medical face mask
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12. Information about labelling, packing and scope of delivery

Packing

Group (consumer) packing

Medical devices "Clean+Safe® non-sterile disposable protective medical face mask of non-
woven fabrics with ear-loops/tie-ons™ in the quantity of 50 pcs are packed in group (consumer)
packing - a cardboard box. Packing material and design do not adversely affect the content and
provide integrity of devices subject to storage in dry, clean and well ventilated rooms, the
minimum risk of contamination of the content when opening the packing, as well as protection
of the content imder nonnal transportation and storage conditions.

Contents of the group (consumer) packing: 50 masks.
Labelling

Explanation of packing labelling symbols:

Symbol Explanation Symbol Explanation

Yvral Manufacture date Protect against sunlight

U]
C¥

Lot number

Compliance with European
standards

Keep dry

Service life - 5years from
die manufacture date

Conformity mark for

( D Reuse prohibited declaring conformity in the
GOST R system
Instruction for use of the medical device:
Clean+Safe® non-sterile disposable protective medical face mask
of non-woven fabrics, with ear-loops/tie-ons Page 7019
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The Creative Contract (M) SDN BHD Company, Malaysia, will replace any packing if
manufacture and packing defects have been found (and proofs thereof can be provided) and
reported to Creative Contract (M) SDN BHD, Malaysia, or its distributors.

The user bears responsibility for determination of usability of the product. Creative
Contract (M) SDN BHD, Malaysia, and its distributors will not be responsible for any damage or
loss of whatsoever nature, immediately or indirectly arising from use of the product.

If the product becomes defective within the warranty period, your last-resort solution and
the only obligation of Creative Contract (M) SDN BHD, Malaysia, will be correction or
replacement of the product. Responsibility for the product will cease if any damage is caused by
transportation, storage or inadequate handling by the user as well as other factors beyond the
manufacturer's control.

The service life of the medical device is 5 years after the manufacture date subject to observance of
storage and transportation conditions

Undesired events related to use of the medical device "CleantSafe® non-sterile disposable
protective medical face mask of non-woven fabrics with ear-loops/tie-ons™ and having signs of an adverse
event (incident) must be reported to the authorized representative of the manufacturer: GLOMACO
LLC at Varshavskaya Str. 5, block 2, bid. A, office 604-A, Saint-Petersburg, 196128.

These Instructions for Use
were issued in April 2018.

Instruction for use of the medical device:
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{MepeBog, C aHINNIACKOr0 A3blKa Ha PYCCKUiA A3bIK\

[TucHeHas nevaTs'. [MevaTb-. HOTAPUNYC, KYAJIA-

HOTAPNYC, KYANA- NYMMNYP, MANAIN3AS,

NYMMYP, MAJTAV3NA  NOHT KM KEOHT (YONG YTBEpXK/EHO

* AOHI KUM KEOHTT] KIM KEONG) PN (S) 30/222 13 Hos6ps 2018 T.
OATA NCTEYEHNA CPOKA
MO/THOMOUWIA: 14.04.2019 I'] /nognuce/
[LLiramn-. COOTBETCTBYET Mpe3ngeHT
OPUTNHATY] Ynnbam BoHr

(William Wong)

«KpeatnB KoHTpakt (M) CAH. BX[.» (Creative Contract (M) SDN. BHD.), Manait3us
«KnnaHr Megukoc» (Kilang Medicos),

YyacTtok 2729, xanaH NeHgaHr/K82,

TamaH KnaHr [xkais, 41200 KnaHr,

CenaHrop Aapyn 9xcaH, Manaiaus

NMHCTPYKUMA MO NMPUMEHEHUIO

Macka MeguunHckas 3awmTtHaa Clean+Safe® HecTepuibHas ogHOpa3oBas U3 HETKaHbIX
MaTepuasnioB Ha pes3vHKax/3aBs3Kax

2018 .

[Kpyrnas nevaTs-. «KPEATVIB KOHTPAKT (M) COH. BXA,», per. Homep komnaHum 324451-A]
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1 HanmeHoBaHVe MeAULMHCKOro uU3genusa

Macka MegmumHckas 3awmtHas Clean+Safe® HecTepunbHas 0fHOpa3oBasi U3  HETKaHbIX
MaTepuasioB Ha pe3nHKax/3aBs3Kax

BapuaHTbl nenonHeHns:

1 Maeka megnumHckas Clean+Safe® HeeTepuibHas ogHOpa3oBast M3 HeTKaHbIX MaTepuraioB
Ha pe3unHKax/3aBsi3kax: Pro 2.0 - 3-cnoiHas;

2. Macka meguupmHckasa Clean+Safe® HecTepunbHas 0fHOpa30Bas U3 HETKAHbIX MaTepuasios
Ha pe3nHKax/3aBa3kax: Pro 3.0 - 3-cnoiHas;

3. Macka megmumHckas Clean+Safe® HecTepu/ibHasA 0f4HOPa30BasA U3 HETKaHbIX MaTepuasion
Ha pe3nHkax/3aBaskax: Pro 3.0 «FLUID RESISTANT» - 3-cnoiiHas;

4. Macka megmumHckasa Clean+Safe® HecTepunbHas 0HOPa30Bast U3 HeTKaHbIX MaTepuanos
Ha pe3nHkax/3aBaskax: Pro 3.0 «FLUID RESISTANT» (uenmonosa) —
3-cnoiiHas;

5. Macka meguunHckas Clean+Safe® HecTepuiibHas 0gHOpa3oBas U3 HETKaHbIX MaTepuasios
Ha pe3nHKax/3aBsizkax: Pro 4.0 «<FLUID RESISTANT» —4-cnoiHas

(Oanee nmeHyeTes Kak Maeka, nsgenve, Cleant+Safe®, MeguLMHCKMe Mackm)
2. Mpoun3soanTenb MeANLIMHCKOIO N3Aenmns

«Kpeatus KoHTtpakt (M) CAH BX» (Creative Contract (M) SDN BHD), Manai3us

«Knnanr Mepgukoc» (Kilang Medicos), Yuactok 2729, OxkanaH FeHpaHr/KS2, TamaH KnaHr
[xaris, 41200 KnaHr, CenaHrop [Oapyn 3xcaH, Manansusa (Lot 2729, Jalan Gendang/KS2,
Taman Klang Jaya 41200 Klang, Selangor Darul Ehsan, Malaysia)

Ten. +603 - 3323 2698, hakc +603 - 3323 3903, an. noyta: info(“medicos.com.my

3. Ha3HaueHune

Macku npefgHasHaueHbl An8 (GUAbTPaUMn BO3ayXa NpW AbIXaHUM B LENsX NpeaynpexaeHus
pacrnpocTpaHeHUs  WMHGeKuMW,  nepefaroliencs  BO3AYLLHO-KanenbHbIM  MNyTéM, A4
WHAVBUAYANbHOTO MO0/Mb30BaHMS B ObITy B OObIYHBIX >KWbIX MOMELLEHUAX, B MecTax
MOBBILUEHHOMO CKOM/IEHNA NtOAeA, B MEAUUMHCKUX YUPEXAEHUSX, TaKMX KakK 6O/bHULBI,
POAWNbHbIE A0Ma, MOAMKAMHUKA W KabUHETbl Bpadvell, B TOM 4uCNe U YaeTHble, Apyrue
MeAVLMHCKME YUpeXAeHns, a TakKe Mpy OKasaHWW 3KCTPEHHOW MOMOLLM, BO BPEMS MepeBO3Ku
naumMeHToB B aBTOMOOU/IAX CKOPOW MeAULIMHCKON MOMOLLM.

Mackun MeguuuHckue Clean+Safe® pekoMeH0BaHbl CNeAyOLMM NOTPeOUTENM:

MEeAVLMHCKME PaBOTHMKM MPU OCMOTPE MEPBUYHLIX MAUMEHTOB, MPUEME MMAHOBbIX
MaUVeHTOB, NPOBEAEHNI BPAUEBHbBIX MAHUMYALUMIA U Pas3NNUHbIX MEAULIMHCKMX NPOLIeayp;

3[10pOBble 1 3apaXXeHHbIE NHOAM B MEPWOA PacnpOCTPaHEHUSI BUPYEHbIX U MPOCTYAHbIX
3ab601eBaHNiA, 3NNAEMUIA;

WNHCTpYKUUMA Mo NPUMEHEHNIO MeAULNHCKOT0 N3AeNns: [Kpyrnas neyaTb: «<KPEATUB KOHTPAKT
Macka meguumHckas 3awmTtHasa Clean+Safe® HecTepuibHas (M) CAOH. BX[.», per. HOMep KOMNaHuu
0[lHOpa30Bast U3 HETKaHbIX MaTepuasioB Ha pe3nHKax/3aBa3Kax 324451-A]
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nauueHTbl B MOCTOMNEPaLOHHbIA nepuog (No peKoMeHAaLMK Bpaya);
OHKOGO/bHbIE, NPOXOASALLME KYPC XUMUOTEPAnn 1 Ty4eBoii Tepanuu;

nauueHTbl B Nepuof BOCCTAHOBNEHUS MOCNe TSXKeNbIX PeCcnupaTopHbIX MH(EKUWi, a
TaKKe 60/1e3Helr Nerknx.

O6nacTb npumeHeHuns: na HANBUAYa/ILHOTO UCMONb30BaHWA B XXWU/bIX MOMELLEHNAX, B MecTax
NOBbILUEHHOIO CKOM/1EHNA J'IIOAGI\/'I M B pa3/iMvyHbIX MEAULMHCKNX YyYpeEXOEHNAX.

4, MpoTnBOMNOKasaHMs, Mepbl NPeAOoCTOPOXKHOCTK, NOGOUHbIE IPPEKTLI, CBSA3aHHbIE C
MPUMEHEHMEM MEAVLIMHCKOTO U3AeNNs MO Ha3HAUYeHUHo

[MpoTnBONOKasaHWeM NS NPUMEHEHUA MAcOK fABNAETCA WHAMBUAYa/bHas HEnepeHOCUMOCTb
marepuasios usgenus. pu nosiBNeHUM pasfpakeHns MNpPekpaTuTb MCMOMb30BaTb U3fenve U
06paTnTCs 3a KOHCY/NbTaLMen K Bpayy.

Mepes aKcnnyatauuein crnefyet O3HAKOMUTLCS C  MHCTPYKUMENW NO NpUMeHeHuio. He
1CNOMb30BaTb MacKu C UCTEKLUUM CPOKOM rofHOCTU. He 1crnonb3oBaTb Macky MoBTOPHO!
MeaMUMHCKME OfHOPa30Bble MAaCKM PeKOMeHAyeTCs HOCUTb Kak O0/IbHOMY, TaK W JIOAsAM,
Haxo4aWwmMmMecs pagoM C HUM.

OfHopasoBble  TPEXCMOWHblIE MackM HOcUTb He 6onee  2-3  vacoB. OfHOpasoBble
YEeTbIPEXC/IOMHbIE MacKM HOCUTb He 60/1ee 3 YaeoB.

Mo60o4Hble 3((heKTbl, CBA3aHHblE C MPUMEHEHWEM MEAMLMHCKOrO W3L4eNMsi Mo HasHauYeHWHo:
pasgpaxarollee [JeicTBUME WM anfiepruyeckas  peakums B CBA3W C  UHAWUBUAYa/IbHOW
HenepeHoOCMMOCTbI0 MaTeprasios.

5. OnwucaHuve n3genua

Mackun meamumHckme Clean+Safe® M3roToB/ieHbl U3 HETKaHbIX MaTepuanos 6e3 1Cnosb30BaHus
KaHLLepOreHHbIX, MyTareHHbIX WM TOKCUYHbIX BELLECTB W HAaTYpasIbHOro NaTekca, He coaepxkar
(bTanatbl M CTEK0BOSIOKHO.

W3pgenve npeactaBnseT Cco60M 3alWMTHYHO MacKy W3 HeTKaHOro martepuana C HOEOBbIM
(bMKCaTOPOM Ha pe3nHKax WM Ha 3aBA3Kax 4715 3aKpernieHus U3Lenns Ha uue.

Mackv uMeloT TpU MPOAO/bHbIE CKNaAkuM nocepeauHe. CKnagku  HampasfeHbl  BHU3
(Knaccuyeekoe CroXeHue).

Mackn UMeroT NPSAMOYro/ibHYH0 (hopMy C OCHOBHbIMK pasmepamn 17,5 x 9,5 cm (x 0,2 cm). TMo
yrnaMm macku npunasHbl pes3viHku (YWHble MNeTan) U3 31aCTUYHOW TeCbMbl AJIMHON 17,5 cMm
(£ 0,5 cM) nmn 3aBA3KK U3 NEHTbI HETKAHOrO MaTtepuana gnmHon 39,5 cm (+ 1,5cm). B BepxHel
4acTW Macku pacrnonaraeTcsi HOCOBOM (hMKCATop ANS MAOTHOro MpuneraHUs Macku K mdy c
YYETOM UHAMBMAYA/IbHBIX OCOGEHHOCTEN (DOPMbl HOea - MNIacTMKOBas MNPOBO/IOKA [/IMHOM
10,5/13,0 cm (= 0,3 cm) (CM. pUCYHOK).

Macca mackn He 6onee 5,0 r. Macks W3roTaBnMBatOTCA TPEXCNOMHBLIMU (CNOR (UNbTPa
pacrofioXXeH Mexay [ABYMSA  BHEWHUMW  CMOSMW) U YeTbIPEXCMOWHbIMK  (MOMUMO
BbllLEYKa3aHHbIX TPeX CnoeB [06aBfeH BHYTPEHHWIA CMOM M3 rnapodo6HOro Matepuana).
Macku 6e30nacHbl B COOTBETCTBUW C TpeboBaHMAMKN CTaHAapTa 61Monormyeckoin 6e3omnacHoCcTu

NHCTpyKLUMA M0 NPUMEHEHUIO MEANLMHCKOTO U3Lenns: [Kpyrnast neyaTb: «<KPEATUB KOHTPAKT
Macka meguumHckas 3awmtHasa Clean+Safe® HecTepuibHas (M) COH. BXA.», per. HOMep KomMnaHuu
0[jHOpa30Bas M3 HETKaHbIX MaTepuanoB Ha pe3nHKax/3aBsa3Kax 324451-A]
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ISO 10993. TMoBEPXHOCTb MACOK He WMEEeT MeXaHW4YeCKUX MOBPEXAeHUA W paspblBOB.
MpofonbHble 06pe3Hble Kpas HETKAHOro MaTepuana 3arHyTbl U NpUnasHbl.

Mackn MeaMUMHCKME W3 HETKAHOro martepuasia UCMosb3ykTcsa BO BpayebHON npakTuke C
Hadyana 20 Beka. M3genus GUMOCOBMECTMMbI M 6e30MacHbl A5 Nonb3oBaTened 1 NauyeHToB.
Mackn meguumHckue Clean+Safe® wusrotaenusatotcs komnaHuein «Kpeatms KoHTpakt (M)
COH BX[» (Creative Contract (M) SDN BHD), Manaiisus, ¢ 1991 roga v 6binm npofaHsl BO
MHOIMX CTpaHax. VIHUMAEHTOB UM KPUTUYECKMX XKasiob 3aperncTprpoBaHo He Bbino.

Macka mMeguLMHCKasa Ha 3aBA3Kax

175 mm 105 mm /130 mm
Gy
XK
951y
Macka MefMUMHCKAsA Ha pe3anHKax
175 mm 105 mm/ 130 mm

N

95mm
.N' Y

6. XapaKTepUCTUKU

1 Macka meguumHckasa Cleant+Safe® HecTepunibHas 04HOPa30Bas U3 HETKaHbIX MaTepuasios
Ha pe3nHKax/3aBsizkax: Pro 2.0 - 3-cnoiiHas n3rotoBneHa u3 crnaH6oHga (PP Spunbond)
(c NNOTHOCTbLIO He MeHee 23 U 2;13 r/M), hunbTpytowero cnos menténayH (PP Meltblown)
(c nnOTHOCTBLIO He MeHee 18 r/m ).
LiBeT: 6enbliA, rony6oii, 3eneHbIi, PO30BbINA, YXKENTbI, OPaHXEBbIA, NNOBLIN, NaiiM

AdheKTMBHOCTL HaKTEPUAbHOM q)mn?Tpau,mm: > 98 %
Mepenag fasneHuns: <2,1 MM HrO/cm

2. Macka megumumHckan Clean+Safe® HecTepunbHas 04HOPa30Bas U3 HETKaHbIX MaTepuaioB
Ha pe3nHKax/3aBsizkax: Pro 3.0 - 3-cnoitHas narotosneHa m3 cnaHb6oHga (PP Spunbond)
(c nNoTHOCTLO He MeHee 23 1 25 /MM, unbTpytoLero cnos menténayH (PP Meltblown)
(c NNOTHOCTBLIO He MeHee 22 /vM).
LiBeT: 6Genbli, rony60i1, 3eNeHbIN, PO30BbIN, XXENTbIA, OPaHXXEBbLIN, NUN0BLIN, NaiMm

MHCTPYKUMA N0 NPUMEHEHNIO MEANLMHCKOTO U3LeNnNs: {Kpyrnas neyaTb: «<KPEATUB KOHTPAKT
Macka megnunHckas sawmTHas Clean+Safe® HecTepunbHas (M) COH. BX[.», per. HOMep KOMMNaHuu
0[}HOpa30Bas M3 HETKaHbIX MaTepUanoB Ha pe3vHKax/3aBsa3Kax 324451-A]
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AhheKTUBHOCTb (hMNbTPaLUM CYOMUKPOHHbIX YacTuy: 0,1 MK: > 99 %

AhheKTUBHOCTL HGakTepuanibHOW GunnbTpauun: > 99 %

Mepenag gasneHuns: < 2,7 mm Hro/em

YpoBeHb CONPOTUBNEHUS MPOHNUKHOBEHMIO UCKYCCTBEHHOM KpoBW: > 80 MM pT. CT. (1 YpOBeHb)

3. Macka meamuuHckan Clean+Safe® HecTepunbHas 04HOpPa3oBas U3 HETKaHbIX MaTepuasios
Ha pe3nHkax/3aBaskax: Pro 3.0 «FLUID RESISTANT» - 3-cnoiiHas W3rotoBneHa W3
cnaH6oHga (PP Spunbond) (C nAOTHOCTbO He MeHee 23 ©M 32 /M), CBEPXTOHKOro
GunbTpytowero cnos menténayH (PP Sub Micron Meltblown) (C NNOTHOCTLIO He MeHee
22 T/,
LiBeT: rony6oi1, 3eNeHbII, TUI0BLIN

A dheKTUBHOCTL (hnbTPaUMM CyOMUKPOHHBIX YacTuu: 0,1 MK: > 99 %

AddeKTMBHOCTL 6akTepranbHOWM gubTpaumn: > 99 %

Mepenag gasnexms: < 3,0 mvm HrO/cm?

YpoBeHb CONPOTUBNEHNS MPOHNUKHOBEHUIO UCKYCCTBEHHOM KpoBK: > 120 MM pT. cT. (1 YpOBEHb)

4. Macka meamumnHckas Clean+Safe® HecTepunbHas 04HOPa3oBas M3 HeTKaHbIX MaTepuasioB
Ha  pe3nHkax/3aBaskax: Pro 3.0 «FLUID RESISTANT» (uennwonosa) -
3-CcnoiHas n3rotosnieHa u3 cnaHboHga (PP Spuntgpnd) (c NNOTHOCTLIO He MeHee 32 I/MY),
uenntonosbl (C NAOTHOCTHHO He MeHee 15 /M ), CBEPXTOHKOIO (PUNbTPYHOLLErO C/os
mentonayH (PP Sub Micron Meltblown) (¢ nOTHOCTLIO He MeHee 22 r/MM).
LiBeT: rony6oii, 3eneHbli, NMMNOBbIN

AhheKTUBHOCTb PUAbTPALMM CYOMUKPOHHbIX YacTul: 0,1 MK: > 99 %

AdeKTMBHOCTL bakTepranbHON GunbTpaumn: > 99 %

Mepenag faBneHus: < 2,6 mm Hro/cm®

YpoBeHb CONPOTUBNEHNS MPOHUKHOBEHMIO UCKYCCTBEHHOW KpoBu: > 120 MM pT. CT. (1 YpOBEHb)

5. Macka meguupmHckasa Clean+Safe® HecTepunbHas 04HOPa3oBas U3 HETKaHbIX MaTepuaioB
Ha pe3nHkax/3aBaskax: Pro 4.0 «FLUID RESISTANT» —4-cnoilHas W3roTtoBneHa w3
cnaHboHga (PP Spunbond) (C mnoTHOCTbIO He MeHee 23 M 25 r/M"), CBEPXTOHKOro
(unbTpytowero cnos MenténayH (PP Sub Micron Meltblown) (C NNOTHOCTbIO He MeHee
22 t/vh).
LiBeT: Genblid, rony60i, 3eneHblid, PO30BbINA, XXENTbliA, OPaHXXEBbIN, NNMNOBBIA, NailM, YEPHbINA,
60pA0BbLINA, Cepblit

APPeKTUBHOCTL PUAbTPaLMM CYOMUKPOHHbLIX YacTuy,: 0,1 MK: > 99 %
AhheKTUBHOCTb baKTepuasibHOW unbTpauun: > 99 %

Mepenag gasneHus: < 2,9 mm Hro/cm®
YpoBeHb COMPOTUBEHNA MPOHUKHOBEHMIO UCKYCCTBEHHOW KPoBW: > 160 MM pT. CT. (1 YPOBEHb)

7. Cnocob npumMeHeHUs

1 I3Bneyb Macky 13 ynakoBKMW.

[MpoBepuTb LENOCTHOCTL U3AeNna METOLOM BU3YyaslbHOro OCMOTpA.

3. PacnonoXutb OAHOPA30BYHD MELAULMHCKYHD MacKy BepTUKa/lbHO Mepes  JIALOM,
YAEpXMBas ee 3a Pe3suHKM WM 3aBA3KM. LiBeTHas CTOpOHa AO0/MKHa ObITb MOBEPHYTA

N

MHCTPYKUUA N0 NPUMEHEHUIO MEAULMHCKOrO U3Aenus: [Kpyrnas neyaTh: «<KPEATUB KOHTPAKT
Macka mMegnumnHekas 3awmTtHas Clean+Safe® HecTepunbHas (M) CAH. BX[.», per. HOMepP KOMMaHUK
0[lHOpa30Basi U3 HETKaHbIX MaTepMasnioB Ha pe3nHKax/3aBa3Kax 324451-A]
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HapyXy, a 6efias - BOBHYTpb.

4. 3aBefA pe3VHKU WM 3aBA3KM 3a ylIM, HadeTb Maeky Takum 06pa3om, 4ToObl
AbIXaTenbHble MYTY OKa3a/NCh 3aKPbITbl MAaCKOA.

5. Cnerka npuaasuTh nasbLamm HOCOBOW (huKcaTop.

Y6eauTbesl, UTO Macka NA0THO MpUeraeT K uly.

7. Tlocne MCcnonb30BaHUs YTUAN3MPOBATL COOTBETCTBYHOLLMM 06pasoM.

o

Heob6xoanmo cobnogaTh NpaBuia HOLLEHWS 0HOPA30BOIA MeAVLIMHCKO MacKu:

Bpems m1crnonb3oBaHNs OAHOPa30BOM MeAMUMHCKON MacKuM Ha pe3vHKax C HOCOBbIM
(pMKcaTopoM COCTaBnsieT [ANA  TPEeXC/MOWHbIX MacoK He 6onee 2-3 4acoB, Ans
YEeTbIPEXC/IOMHbIX - He 6osee 3 Yacos.

KacatbCs 3aKpernieHHOM Ha inLe Macky 3anpeLuyeHo.

Mocne CHATUA UCNOMb30BaHHOW MacKu criefyeT TLaTe/lbHO BbIMbITb PYKW € MbIIOM.

Mpn nosiBNEHMN pasfpaXkeHust MNpPeKpaTUTb WCNOMb30BaTb M3Aenne M obpatuTcs 3a
KOHCY/NbTaLMen K Bpayy.

8. MepgnumHckne msgenvs «Macka MeguumHcKas 3awmTHas Clean+Safe® HectepunibHas
0fHOpa30oBas W3 HETKaHbIX MaTepuasioB Ha pe3nHKax/3aBA3Kax» HeCcTepUsbHbl U
npeaHasHayeHbl 415 O4HOKPATHOrO NPUMEHEHNS.

9. B cocrtaBe macok meamumHckux Clean+Safe® OTCYTCTBYHOT MaTepuasibl >XMBOTHOIO ©
(unM)  4yenoBEYECKOr0  MPOUCXOXAEHWSA,  NEeKapCTBEHHble  npenapatbl WK
(hapMaLieBTMYeCKMe CybCTaHUMN.

10. N3genna npocTbl B MPUMEHEHWUW, CAyXatT [A1A OLHOKPATHOro WCMONb30BaHUS, He
TpebyloT cneunanbHON MNOArOTOBKM MM 0Co60M  KBanvdmKauuy nonb3osatens. B
TEXHUYECKOM 0OC/Y)XKMBAHUN 1 PEMOHTE HE HYXXAAtOTCH.

8. [aHHble M0 yTUAN3aLUMM WU YHUUTOXEHMO MEAVNLNHCKOIO U3aenns

MegnUMHCKME  M3Aenna  AO/KHbI  YTUAIM3MPOBaTbCA B COOTBETCTBMM C  MEAULMHCKUMM
npoueaypamu, NPUHATBIMWA B MEAULMHCKMX YUPEXAEHUAX, M MECTHbIMW, FOCYAapPCTBEHHLIMM
i hegepaibHbIMU HOpMaTMBamu. Bblbop MeTofoB 6e30nacHOM YyTumM3auum 1 YHUUTOXEHMWS
N30eNnin 3aBUCUT OT MOLLIHOCTU U MPOguNa MeANLMHCKOW OpraHu3auum, Haimums yCTaHOBOK Mo
06e33apaxxmBaHNO/00e3BPEXMNBaHNIO  OTXOLOB, Cnocoba  06e3BpeXKMBaHUSAYHUUTOXEHNS
OTXOJ0B, MPUHATOrO Ha AaAMUHUCTPATMBHON TeppuTopUM (CXMraHue, BbIBO3 Ha MOUIOHbI,
nepepadcoTka).

MegvuuHcke usgenna  «Macka MeamumHcKas 3awmTtHas  Clean+Safe® HectepunbHas
0fHOpa30Bas U3 HeTKaHbIX MaTepuasioB Ha pe3nHKax/3aBAa3kax» B 3aBUCMMOCTM OT CTEMeHu UX
3NMAEMUONOTMYECKOM, TOKCUKONIOTMYECKOA W paguaumMoHHOA  OMacHOCTM  OTHOCATCH K
ANUAEMUONOTMYECKN  OMAacHbIM ~ MEeAVMUMHCKMM  OTXO4aM:  Matepuasibl U UHCTPYMEHTI,
npeameTbl, 3arps3HeHHbIE KPOBLIO U/Unn ApyrMn 61M0N0TMYECKMMN XKNAKOCTAMM.

MoTpebuTenbCcKas ynakoBKa, 6pakoBaHHbIe M3AENNA U U3LEeNINA C UCTEKLLUMM CPOKOM FOAHOCTY
OTHOCATCA K 3NWUAEMMUONOrMYeckn 6e3onacHbIM 0TX04aM, MPUOBAMXKEHHBIM MO COCTaBy K
TBEpAbIM 6bITOBbIM 0TX0AaM (TBO).

MHCTPYKUUA NO NPUMEHEHUIO MEAULMHCKOrO U3LeNns: [Kpyrnas nevaTs: «KPEATVB KOHTPAKT
Macka MeguumnHckas 3awmTtHaa Clean+Safe® HecTepunbHas (M) COH. BXA.», per. HOMep KoMMaHuu
0[lHOpa30Bas U3 HeTKaHbIX MaTepMasioB Ha pesnHKax/3aBsa3Kax 324451-A]
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9. CBefieHVs 0 MapKUPOBKe, YNaKOBKe N KOMIMJ/IEKTE NOCTaBKU

YnakoBKa

MpynnoBas (noTpebutenbcKas) yrnakoBka

MeguuuHcke usfenvs  «Macka MeauuuHcKas 3awmTHad Clean+Safe® HecTepuibHas
OfHOpa3oBas M3 HeTKaHbIX MaTepuasioB Ha pe3nHKax/3aBsa3kax» B Konudvectse 50 wiT.
ynakoBaHbl B rpynnoByto (NOTPebuTeIbCKy) YNakoBKY - KapTOHHas Kopobka. Matepuan u
KOHCTPYKUMSI  YNaKOBKM He OKasblBalOT BPEAHOro BO3AEWCTBUA HA  COLEPXMMOE U
obecneumBalOT COXpaHeHWe M3AeNMA  MNpU  XPaHEHWM B CyXMX, YUCTbIX W  XOpPOLUO
NPOBETPMBAEMBIX MOMELLEHNSAX, MUHUMA/IbHbBIA PUCK 3arps3HEHNS COAEPXKUMOTO NPY BCKPbLITUN
YNaKoBKW, & TakXe 3alinTy COAEepPXUMOro NMpy HOPMasbHbIX YCN0BUAX TPAHCMNOPTUPOBaHMA U
XpaHeHus.

KomnnekTHOCTb rpynnoBor (NoTpebuTenbCKoit) ynakoBku: 50 Macok.

MapkunpoBKa

PaclumpoBKa CMMBOJIOB, MPUMEHSEMbIX ANS MaPKUPOBKYM YNMaKOBKM:

Cumson PacwundpoBka CuwmBon PacwwingpoBka

He gonyckaTb BO3aelicTBUSA
COMTHEYHOr O CBETA

Jarta nsrotosnieHusA

LOT Kog naptun Bepeub 0T Braru
Co0TBeTCTBME EBPOMENCKUM Cpok rogHocTu - 5 neT ¢ gatbl
C € HopMam NpOV3BOACTBA

3HaK COOTBETCTBUA Npu
3anpeT Ha NoBTOPHOE
o [IEKNapUpoBaHnN COOTBETCTBUSA

NMPUMeEHeHne
P B cucteme NMOCT P

10.  YcnoBus XpaHeHWst U TPaHCMOPTUPOBKMU

TpaHCMNOPTMPOBKA MAcOK, YNaKoBaHHbIX B TPaHCMOPTHYK Tapy, [O/MKHA OCYLLUECTBIATHLCS
BCEMM BWAAMU KPbITbIX TPAaHCMOPTHbLIX CPEACTB C COO/OAEHMEM MPEAOCTOPOXKHOCTEN,
YKa3aHHbIX Ha TPaHCMOPTMPOBOYHON Tape, U B COOTBETCTBUM C MpPaBuiaMn MEPEBO3KU TPy30B,
[EeVCTBYIOLLMMMN NS TPAaHCMOPTa AAHHOTO BA.

YCNoBUst TPaHCMOPTUPOBKM:

MHCTPYKLUMSA MO NPUMEHEHNIO MELULMHCKOI0 N3LeNna: [Kpyrnas neyaTb: «KPEATUB KOHTPAKT
Macka mMeamumHekan 3awmuTtHaa Clean+Safe® HecTepunbHas (M) COH. BXA.», per. HOMep KOMNaHuu
0[HOPa30Bas U3 HeTKaHbIX MaTepuasioB Ha pe3vHKax/3aBa3Kax 324451-A]
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Temnepatypa Bo3gyxa:-50 °C ... +40 °C
OTHOCUTENbHAsA BNaXKHOCTL: He 6onee 80 = 2 %
ATMOC(hepHoe faBneHune: 755 £ 20 MM pT. CT.

3penvs [omKHbI XpaHUTbCA B CYyXMX NPOBETPUBAEMbIX MOMELLEHMSX Ha PacCTOSHUM He MeHee
1 M OT OTONWTENbHbIX MPUOOPOB N AO0MKHbI OblTb 3aLMLEHbI OT COMHEYHbIX Ny4el K
aTMOC(hepHbIX  BO3AENCTBUIA.  YMakoOBKM He0OXOAUMO MpPefoXpaHsTb OT  3arpsisHeHus,
3anbl/ieHns, HAMOKaHUA 1 paspblBa.

YcnoBus XpaHeHus:

Temnepatypa Bo3gyxa: -50 °C ... +40 °C
OTHOocuTeNbHaa BNaXKHOCTb: He 6onee 80 + 2 %
ATMOcepHoe faBneHune: 755 + 20 Mm pT. CT.

Ycnosus akcnayatauum:
Temnepatypa Bozgyxa: -10 °C ... +35 °C
OTHOCMTeNbHas BNaXXHOCTb: He 60see 80 + 2 %
ATMOC(epHoe aaBnieHue: 755 £ 20 MM pT. CT.

11. Cnuncok cornacoBaHHbIX CTaHAAPTOB

MegvuuHcke wm3genva  «Macka MeguumHcekas 3awmtHas  Clean+Safe  HectepunbHas
0fjHOpa3oBas M3 HETKaHbIX MaTepuasioB Ha pe3nHKax/3aBsa3Kax» Mpon3BOAATCS B COOTBETCTBUM
CepTUPULMPOBAHHON CUCTEMOIN YMpaB/feHUs KayecTBOM B COOTBETCTBUM € ISO 13485:2016.
MeOuunHCKME  K3[envst OTBeYatdT BHYTPEHHMM TPeOOBaHUAM, a TakxkKe Chefylowuv
cTaHgapTtam: 1SO 14971:2012, ISO 15223-1:2016, 1SO 10993-1:2009, 1SO 10993-10:2010, 1SO
10993-12:2012.

12, apaHTUiiHbIe 06513aTeNbCTBA

KomnaHus «Kpeatnes KoHTpakt (M) COH BEX/[», Manaisus, rapaHTUpYeT, YTo JaHHOe U3aenve
OblI0 MPOU3BEAEHO U YMAKOBaHO C AO/HKHOM aKKypaTHOCTbIO, nmpeanucaHHoin Avpektnsoii EC
93/42/EEC. KomnaHus «Kpeatms KoHTpakT (M) COH BX/[O», Manaiiaus, nmeet CepTugukartsl
EC, cBMaeTeNbCTBYIOWME O TOM, YTO CMETEMa MeHe[KMeHTa KayecTBa KOMMNaHuM «Kpeatus
Kontpakt (M) CAH BX[», Manaiiaus, cooTBeTcTBYeT TpeboBaHuaM [punoxeHus VII
Ounpektuebl 93/42/EEC, ctaHgapTta ISO 13485:2016.

Komnanua «KpeatmB KoHnTpakT (M) CAH BX[O», Manaiaunsa, 3aMeHMT MHOOYH YNakoBKY B
cnyyae O6Hapy>XeHus [edeKTOB, [OMYLUEHHbIX B XO4e MPOM3BOACTBA W YMNAKOBKM
(hokasaTenbcTBa KOTOPbIX MOTYT OblTb MPEAOCTaB/EHbl), U COOOLLEHUS O TakuX Aedekrax
KomnaHuun «KpeaTtns KoHTpakT (M) CAH BX/[», Manaiisus, unm ee gnctTpnbbroTOpam.

Monb3oBaTeNb HECET OTBETCTBEHHOCTb 3a OMNpefenieHve MNPUrogHocTM  u3genus  ans
ncnonb3oBaHus. Komnaums «KpeatmB KoHtpakt (M) CAH BX[O», Manainsma, un ee
AMCTPUOLIOTOPLI He HecyT OTBETCTBEHHOCTM 3a Bpes WM yulepb 060ro xapakrepa,
BOSHUKLUMIA NPAMO WM KOCBEHHO MPY UCMO/b30BaHUN MU3AENMS.

MHCTPYKUMA NO NPUMEHEHUIO MEAULIMHCKOIO U3[eNnNs: [Kpyrnast neyaTs: «KPEATUB KOHTPAKT
Macka megnumnHckas 3awmTtHaa Clean+Safe® HecTepunbHas (M) CAOH. BXA.», per. HOMep KoMMaHun
0fjHOpa3oBas M3 HETKaHbIX MaTepuasioB Ha pesnHKax/3aBa3Kax 324451-A]
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Ecnv paHHoe u3genvie CTano fAe(eKTHbIM B TeYeHWEe rapaHTUAHOIO epoka, eAMHCTBEHHbLIM
[eicTBMEM NOTPebuTens 1 eUHETBEHHON 0053aHHOCTBLIO KoMMaHuu «Kpeatms KoHTpakT (M)
COH BX[O», Manaisus, SO/MKHO 6bITb MenpaBieHne unn sameHa nsgenms. OTBETCTBEHHOCTL B
OTHOLLEHUWN W3[eNIMs  NPeKpaLLaeTcs, ecnm BO3HMK/IO /1060e MOBpeXJeHue, Bbl3BaHHOE
TPaHCMOPTMPOBKOMW, XpaHEHUEM WM HeHaf/iexalmm obpalleHneM Monb30BaTesNs, a Takke
ApyrmMn haktopamu 3a npegeniamuv KOHTPOS NPON3BOAUTENS.

CpoK rOAHOCTV  MEAMLMHCKOTO M3AeNUs NpU  COBMIOAEHUM  YCNOBUIA  XpaHeHus U
TPaHCMOPTMPOBKYU - 5 IET C AaThl MPOU3BO/ACTBA.

VHdopmaumio 06 MHUMAEHTAX, CBSA3aHHbIX C NMPUMEHEHMEM MeAMUMHCKOro m3genns «Macka
mMeamumHekas 3awmtHas Clean+Safe® HecTepunibHas 0fHOpa30Bas U3 HETKAHbIX MaTePUaioB Ha
pe3nHKax/3aBa3Kax», HanpaenATb YMOSIHOMOYEHHOMY MpeAcTaBuUTeNnto npowussoautena: AO
«MPOTEKO», topuanyeckunin agpec: 192102, Poceus, r. CaHkT-MeTepbypr, yn. Canosa, 4. 57,

kopn. 1, nmt. W; Ten./dake: +7 (812) 635-88-90; caut: www.protecodent.ru, an. noura:
info@protecodent.ru

[JaHHas MHCTPYKUMS NOo NpYMEHEHWIO
BbInyLyeHa B anpene 2018 T.

MHCTpYKLUMSA M0 NPUMEHEHNIO MELULIMHCKOI0 U3LeNuns: {Kpyrnas neyaTs'. «<KKPEATVB KOHTPAKT
Macka megnunHckas sawmtHas Clean+Safe® HecTepunbHas (M) CAOH. BX[.», per. HOMep KOMNaHun
0/lHOpa3oBas M3 HETKaHbIX MaTepuasioB Ha pe3nMHKax/3aBsa3Kax 324451-A]
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MNepeBof AaHHOIO TeKCTa BbINOMHEH NepeBoAYMKOM MapKoBbIM [IBaHOM HuKonaesnyem

noannchb

Poccuitckan Pepepaums
["opos MockBa
LLlecToro ¢heBpanst ae ThicAuM AeBATHaAUATOro roga

A, MapTblHoBa HaTanus AHfpeeBHa, BPeEMEHHO MCMONHAOLWAs 0653aHHOCT Y HOTapuyca ropoga
Mocksbl AkumoBa [neba bopucosuya, CBMAETENLCTBYH MOLIMHHOCTbL MOANUCK MEepeBofYMKa
Mapkosa BaHa Hvkonaesuya.

Moanuck caenaHa B MOEM NPUCY TCTBUN.

JInyHOCTb NoAnucaBLLUEro LOKYMEHT YCTaHOB/EHA.

3aperncTpuposaHo BpeecTpe: No 77/09 - H/77- 2019 - A

B3bICKaHO rocyapcTBeHHO nowwmHbl (no Tapudy): 100 pyo.
YnnayeHo 3a oKaszaHue ycnyr npaBoBoro 1 TexHu4eckoro xapakTepa: 200 py6.

NnoannMch

FepboBasi nevyatb
-HOoTapuyca r. MOCKBb! H.A. MapTblHOBa

AkumoBa [I.b.

MpoLUHYpOBaHO, MPOHYMEPOBaHO
1 CKpenieHo neyaTbo /y nnucT(-a,-0B).

BPWO HoTapuyca: /

depnepaumns

roga
|pemeHHO uncnonHawwas

mMoBa neba EOEmcosmqa/

MapTbiHOBa
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