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1Name and purpose

11 Purpose of medical device
«Thermographic medical-grade film «Dry Film HQ-1CX410 A/F» » in design versions (hereinafter- device,
thermographic film, or film) is intended for use in medical imaging systems in printers using the principle of imaging
with the help of temperature change.

Thermographic medical-grade film is intended for use in medical imaging systems in printers usingthe principle of
imaging with the help of temperature change.

Consumable single-use material.

«Thermographic medical-grade film «<DRY FILM HQ-KX410 A/F» in design versions:

1 Thermographic medical-grade film «Dry Film _HQ-ICX410 A/F», size 8x10'inches (20x25 cm)
- lcartridge (100 sheets);

2 Thermographic medical-grade film  «Dry Film “~HQ-ICX410 A/F», size 10x12 inches (25x30 cm)
- lcartridge (100 sheets);

3 Thermographic medical-grade film «Dry Film) HQ-KX410 A/F», size 11x14 inches (28x35 cm)
- lcartridge (100 sheets);

4 Thermographic medical-grade film  «Dry Film HQ-KX410 A/F», size/714x17 inches (35x43 cm)
- Lcartridge (100 sheets).

After opening of an individual package (foil-coated package) of cartridge with film, it is recommended to
load it at once in the imagesetter (printer)

Attention!

Safety measures and additional informatien.on use ofthis device are given in-eperating manual for the printer.

1.2 Indications for use.

For use in medical imaging systems in‘printers using the principle of image.acquisition by temperature ehange

1.3 Contraindications to use
There are no contraindications

1.4 Side effects
No side effects

1.5 Risks of using
Risks of using

The error in the image (hall)

Error in the image-with the
ability to diagnose

The inability to use

Predictable the occurrence of the risk
Deformation (bending/crumpling) ofthe film when loaded
into the image output device
Touching the printed side of the film
Placement of the print between.the objects containing the
plasticizer, contact of the films'with the eraser
Erroneous use of films
Violation of storage conditions
Violation of the order of application of films
Contact of films with alcohol-containing liquids or other
volatile organic solvents
Violation of the order ofapplication of films
Erroneous use of films

Flawed research

Violation of the order of application of films
Incompatibility with the printer

Problem solution

Study the instructions for use before
use

Studyjthe instructions for use before
use

Two-stage quality control during
production: current control and
quality control of manufactured
products

Study the instructions for use before
use
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2 Manufacturer and authorized person

Manufacturer: Hugiu Imaging (Suzhou) Co., Ltd, China

Manufacture address: 22 Building, No. 369 Lushan Road, Suzhou New District, 215129 China
Authorized Limited liability company “Salute-Service” (“Salute-Service” Ltd)
representative in the

RF:

Legal address: 63, Federacii str., Ulyanovsk, 432071

Telephone: 8 (8422) 58-16-00; 8 (8422) 58-04-00

E-mail: salule73f(:i)inbox.iu

3 Description of the device

Thermographic film possesses such characteristics as insensitivity to light, low level of-grey colour (“fog™), high
contrast, high resolution, high optical density. The film makes it possible to obtainshigh quality images due to
optimized half-tones (displays to 4096 tone colours-of grey) and has a special technology of increase of image
resolution (resolution- 508 dpi). Smoothness of transmission of film half-tones provides for excellent diagnostic
sharpness of reproduced image.

During printing on printers (or other medical imagesetters), oxide of activator is formed in the thermo emulsion layer
under the influence of temperature, and silver is reduced creating the image.

The device can be used directly in daylight ( natural illumination), the process of.development is absent, there’s no
need in a dark room and/or in chemical reagents. All these characteristics correspond to high level of convenience
for use.

The device is a consumable material for printing and is intended for use with-printers and other medical
imagesetters using similar consumable.material.

Figure 1 -~Thermographic medical-gradefilm «Dry Film HQ-KX410 A/F» inlindividual package

Figure 2 - Thermographic medical-gradefilm «Dry Film HQ-KX410 A/F»
(in a cartridge, before installation in the imagesetter)
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Figure 3 - Appearance ofthefilm itself, without cartridge

4 Description of materials

Thermographic film is made on 191-micron support of polyethylene terephthalate efblue colour, coated with thermal
emulsion coating, has a protective layer and-rounded angles (see figure 3).
Thermo emulsion layer is not sensitive to light, but reacts to high temperatures-providing for deliveiy of the image
on the film with method of direct thermaographic printing with low “fog” level, high optical density and contrast

of diagnostic imaging, along with its excellent stability.

Protective layer gives to the film stability to scratches, action of moisture and other adverse external effects.

Thermographic film is made of polyethylene terephthalate (CAS Ne 25038-59-9), manufactured by the company
«Shanghai Jieli Insulation Materials Co., Ltd.» (China), coloured jwith blue colouring grade 16900-vms,
manufactured by the company «Ampacet Corporation» (USA),(coated with mixture, manufactured by the
company «Hugiu Imaging (Suzhou) Co., Ltd» (China) of the following composition: silver bromide (CAS Ne
7785-23-1) and sodium thiosulphate (activator) (CAS Ne 7772-98-7) with secondary coating with protective
mixture, manufactured by the company «Hugiu Imaging (Suzhou) Co., Ltd» (China) of the following
composition: trifluoro-vinyl‘chloride copolymer with vinyl-butyl ether and monovinyl ether of‘ethylene glycol,
dimethylamine hydrochloride (CAS Ne 506-59-2), 2,4-toluilen diisocyanate (CAS Ne 584-84-9), 2,6-toluilen
diisocyanate (CAS Ne 91-08-7), hydroxyphenyl benzotriazole grade Tinuvin®479-DW, polymethyl siloxane

(CAS Ne 8050-81-5).
The device is not sterile.

Any materials of human and/or animal origin, medicinal products are not used in device manufacturing.

5 Technical characteristics

Name of the characteristic

Thickness of onesheet, pm

Density, g/m2

Maximum print resolution (pixels
value), pm

Transmission of half-tones, bit
Display of-grey tone colours

Range of reproduced optical
density, B:

Sensitivity to light
Number of sheets in a cartridge

Dimensions of thermogr.aphic medical-grade film

8x10 inches
(20x25 cm)

197
260

20

14
4096

>2,9

100

«Dry Film HC1-KX410 A/F>»
11x14 inches 14x17-inches

(28x35 cm) (35x43-em)
197 197
264 264
20 20
14 14
4096 4096
>2.9 >2,9

Not sensitive
100 100

10x12 inches
(25x30 cm)

197
264

20

14
4096
>2.9

100
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6 The order of work with the film

/ ATTENTION! Never open the film with a knife (for example, a paper cutter). It can damage the film and it cannot
be used for printing.
Before installation in the imagesetter take away the white sheet of paper (see figure 4), and then divide the sheets of
film quickly thumbing them through.

Figure 4 - Cartridge withfilms and white sheet ofpaper which it is necessary to remove prior to printing

ATTENTION! Try to not to touch the printing side of the film. Be accurate to not to bend or crease the films.

ATTENTION! Preliminary tests (one=time test printing) should be carried out in an attempt to use this film in

imagesetters for the purpose to achieve the desired results.

ATTENTION! After opening a cartridge with film it is recommended ta load it into the imagesetter at once. During

film loading its bending, deformation is not allowed.

Partly used films should be remgved from the printer, closed up /in,the original individual package (foil-coated
package) and stored in a cool dark place (in accordance with storage conditions). To avoid condensation, before
unpacking the devices again.and using them after storage, wait till they are warmed up to operating temperature.
For storage of partly used film it is recommended to use the ariginal individual package (foil-coated package).

Never glue adhesive tape on.the films. Also, do not place a plastic rubber on top of a print, and'do not put a print
between subjects containing plasticizer (table mat, etc.). Take care to ensure that any alcohol.containing liquids
or other volatile organi¢c-solvents could not get on the prints.

7 Operation, transpartation and storage conditions)of thermographic film.
Shelf life

Operation conditions:ofithe device:
- temperature-"from plus 18 to 24 °C;
- humidity: from 50 to 65%.
Transportation and:storage conditions of the device:
- temperature- from plus 10 to 23 °C;
- relative‘humidity: from 30 to 65%.
The film shall'be stored in cool, dry, non-dusty place, away from direct sunrays, acids and alkaline gases, in vertical
position,itosavoid adverse effect of external‘pressure.
ATTENTION! Store the film away from sources of heat, as well as acid and alkaline gases, such as hydrogen
sulphide, ammonia, sulphur-dioxide, formaldehyde, etc.
Terms of archivation correspond to the requirements of ANSI IT 9.11and IT 9.19
Shelf life of the device: 24 months from the day of manufacture, with observance of storage conditions;
Print storage period: not less that 10 years, with observance of storage conditions.
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8 List of EU harmonized standards

No. Standard Name of standard

Medical devices- Quality management systems- Requirements for
regulatory purposes

Medical devices- Risk management for medical devices (1S©-14971:2007,
Revised version 2007-10-01)

Sensitometry of screen/film systems for medical radiography- Part L
Determination of sensitometric curve shape, speed and average gradient
Medical radiographic cassettes/ screens/films and hard-copy imaging films.
Dimensions and specifications

1 ENISO 13485:2016
2 ENISO 14971:2012
3 ISO 9236-1:2004

4 1SO 4090:2001

9 The order of sterilization and disinfection

Thermographic film is a non-invasive consumable material for medical imagesetters (printing), it is not subject to
sterilization and disinfection.

10 Maintenance and care

Thermographic film is not subject to maintenance-and repair.

11 The order of disposal

Disposal must be carried out in accordance with the norms accepted in medical practice, as well as corresponding
local, state and federal regulations, and instructions according to SanPiN 2:1.7.2790-10, class A.

12 Scope of supply

Scope of supply: 100 sheets of film in a-cartridge (vacuum-sealed in a foil-coated package);

Number of packages in transport package: 5 cartridges 100 sheets each.

Weight and overall dimensions of transport package (length x width x height)
1) Thermographic medical-grade film «Dry Film HQ-KX410 A/F»,.size 8x10 inches (20x25 cm):
weight of transport package with/5 cartridges- 10,2 kg, transport package dimensions 470 x 240 x 510 mm;
2) Thermographic medical-gradefilm «Dry Film HQ-KX410 A/F»; size 10x12 inches (25x30 cmj:
weight of transport package with 5 cartridges - 13,9 kg, transport package dimensions 470 x 240:x 5O mm;
3) Thermographic medical-grade film «Dry Film HQ-KX410.A/F», size 11x14 inches (28x35 cm);
weight of transport package with 5 cartridges - 17,3 kg, transport package dimensions 470 x.240/x 5tO mm;
4) Thermographic medical-grade film «Dry Film HQ-KX410-A/F», size 14x17 inches (35x43-cm):
weight of transport package with 5 cartridges - 24,9 kg, transport package dimensions 470 X 240 x 570 mm.

13 Warranty obligations

The manufacturer is_not responsible for damages or aceidents in the result of misuse, user’s mistake or external
emergency situations. On the matters of product_quality please contact the authorized representative of the

manufacturer.

14 Reclamation

In case if defective products are detected, the developer and manufacturer Hugiu fmaging (Suzhou) Co., Ltd, China,
address: =22 Building, No. 369 Lushan Road, Suzhou New District, 215129-China guarantees the quality of
products. 1f any defective products are(detected, please contact the authorized representative in the Russian
Federation.

The authorized representative of the developer and manufacturer in the Russian Federation- Limited liability
company “Salute-Service” (“Salute-Service” Ltd), 63, Federacii str., Ulyanovsk, 432071, telephone: 8 (8422) 58-
16-00; 8 (8422) 58-04-00, E-mail: sahite73@inbox.ru - carries out reception of reclamations.

Damages of the device which occurred during operation and mishandling shall not be deemed defects.
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Annex 1. List of national standards used by the manufacturer of medical devices

EN ISO 13485:2016 Medical devices - Quality management systems - Requirements for regulatory purposes

EN ISO 14971:2012 Medical devices - Application of risk management to medical devices

ISO 9236-1:2004 Photography - Sensitometry of screen/film systems for medical radiography - Part 1
Determination of sensitometric curve shape, speed and average gradient

ISO 4090:2001 Photography. Medical radiographic cassetes/screen/films and hard-copy imaging films. Dimensions
and specifications
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1 HanmeHoBaHWe 1 Ha3Ha4YeHue

11 HasHayeHVe MeaULMHCKOro 1U3genus

«[néHka Tepmorpadmyeckas MeauumHekas «Dry Film HQ-KX410 A/F» » B BapuaHTax UCMOIHEHUA (darnee - n3fe-
nvie, NNEHKa TepMorpadryeckas umn NNéHKa) npegHasHaveHa s UCnosb3oBaHus B CUCTEMaX MeAUUMHCKOW BU3Y-
anmn3auunn B NPUHTEPaXx, UCMOMb3YHOLMX MPUHLMMN MOMYYeHNs 1300paXkeHns C MOMOLLbIO M3MEHEHUs TemMnepartypbl.

M3genve NpUMeHSAOT KBaIM(ULMPOBaHHbIE MeLULMHCKUE PaBOTHUKKN B YCNOBUAX fleuebHbIX u-edebHo-npodu-
NAKTUYECKUX MEeAULMHCKUX YUPEXAEHWIA, MOOUIbHBIX MEAULMHCKUX KOMMIEKCOB. MNNéHKa UCNOAB3YeTCA C Mean-
LIMHCKMMU YCTPOICTBaMM BbIBOAA N306pKEHNS.

PacxofHbIii MaTepyan OfHOKPATHOrO MPUMEHEHMS.

«[néHka Tepmorpagduueckas megmumHekas «DRY FILM HQ-KX410 A/F» B BapvaHTax UCMOMHEHNS:

1 MnéHka Tepmorpagmyeckas MeguumHckas «Dry Film™ HQ-KX410 A/F», pa3vep 8x10 gtoiimoB (20x25 cwm)
- 1 kapTtpumx (100 nucTos);

2 Mnéxka Tepmorpaduyeckas meauumHckaa «Dry Eilm HQ-KX410 A/F», pasvep 10x12 atoimoB (25x30 cm)
- 1 kapTtpumx (100 nucTos);

3 MnéHka Tepmorpadmueckas MeamumHckas «Dry Film HQ-KX410 A/F», pasmep.11x14 atoiimoB (28x35 cm)
- 1 kaptpumx (100 nucTos);

4 MnéHka Tepmorpaduyeckasd megmumHckas «Dry Film HQ-KX410 A/F», pasmep 14x17 proimos (35x43 cm)
- 1kaptpuax (100 nucTos).

Mocne pacneyaTbiBaHWS MHAVBUAYa/IbHOM YaKOBKM (MakeTa (ho/ibrMpoBaHHON0) KapTpuaKa ¢ nieHKoum,
PEKOMEHAYETCsI ee cpasy 3arpy3uTb B YCTPOMCTBO BbIBOAA M306pavkeHMsT (MpUHTEpP)

BHuMmaHwWe!
Mepbl 6e30MacHOCTM 1 AOMNOSHUTENBbHAS UH(OPMALNA NO UCMO/Mb30BaHUK JaHHOIO W3Aenns NpPUBOLATCA B WH-
CTPYKLMW NO 3KCMJlyaTaumn npuHTepa:

1.2 MNMokasaHns K NPUMEHEHMIO.
[na ucnonb3oBaHus B cUCTeEMax MEAULMHCKOW BU3yanu3aLmmn B NpUHTepax, UCNob3yroLmMX NPUHLMN NoTyYeHns
1306paKEHNS C MOMOLLbIO M3MEHEHVS TeMMNepaTypbl

1.3 MNpoTmnBonoKasaHNsA K NpUMeHEHUIo
MpoTBONOKAa3aHUIA HET

1.4 MNo6ouYHble AeCcTBMUSA
Mo6OYHbIX AEACTBUIA HET

1.5 PUCKu npumeHeHns
PUCKU npuMeHeHus Mpefckasyemble cryyan BO3HUKHOBEHUSA pUCKa Pewlexune npobnemsl
[Jedopmaums (crmb/cmaTvie) MAEHKM Mpu 3arpyske B
YCTPOICTBO BbIBOAA M300paKEHMS
Ownbka B U306pKEHNM [PUKOCHOBEHUSA K NEYaTHON CTOPOHE MNEHKM VI3yyeHue MHCTPYKLMM MO UCNOSb-
(3anom) Pa3mellieHne oTnevaTka Mexgy npeameTamu, cofepka- 30BaHWIO neper npriMeHeHUeM
LWMMM NNACTUUKATOP, KOHTAKT MIEHOK C NACTUKOM
Owmnbo4HOE NpUMeHeHWe TIAEHOK
HapyLueHue ycnosuii XpareHus
HapyLueHvie nopagka NpuMeHeHna NnéHoK
KOHTaKT MnéHOK CO €OMPTOCOAePXalmMMmM XuakocTamu (3yueHne MHCTPYKLUW N0 UCMO/b-
UM ApyrumMmn NeTyYmmim) OpraHnyecKUMmn pacTBOPUTENAMI, 30BaHNIO Nepes NPUMEHEHUEM
HapyLueHve nopagka-nprvMeHeHns MiéHOK
OwmnboyHoe NpUMEeHEHNe MIEHOK

OwmnbKa B._M300paKeHN C
BO3MOXXHOCTbLH™ ANArHOCTH-

0BaHMA o
P [ByxaTanHblii KOHTPOMb KauecTsa
NpY NPOM3BOACTBE: TEKYLUMIA KOH-
Ouwimo4Hoe ncCAiepoBaHme TPONb M KOHTPO/Ib KayecTBa Npouns-
Be[leHHbIX VU3AENNiA
HeBO3MOXHOCTL NpuMeHe- HapyllieHre nopsifka NPUMeHeHNs MEHOK VI3yyeHre MHCTPYKLUMM NO UCTONb-
HUS HecoBMeCTUMOCTb C MPUHTEPOM 30BaHMIO Nepes NpUMeHEHEM
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| IMpounsBognTenb 1 yrnoaHOMOYeHHOe N1LL0

Xyuro NmamxumHr (Cywkoy) Ko., Itg, Kutai

(Hugiu Imaging (Suzhou) Co., Ltd, China)

3paHwve 22, 369 JlywaH Poyg, Hosblili paiioH Cyukoy, 215129, KuTaii.
(22 Building, No. 369 Lushan Road, Suzhou New District, 215129 China)

MpoussoanTens:

Afpec npon3BoAcCTBa:

Y NOMHOMOYEHHbI OG6LLEeCTBO C OrpaHNYEHHON OTBETCTBEHHOCTLIO «CatoT3-CepBucy
npeactaeutens B PO: (OO0 «CantoTa-Cepsuc»)

KOpuanueckuii agpec: 432071, r. YnbsaHOBCK, yn. ®eaepauuy, 63

TenetoH: 8 (8422) 58-16-00; 8 (8422) 58-04-00

E-mail: aliev-makhach{®,inbox.ru. salute73faiinbox.ru

3 OnucaHwve nsgenua

MnéHka Tepmorpaguyeckas 06nagaeT TakKUMM XapaKTEPUCTUKaMK, KaK HEYYBCTBUTENbHOCTb K CBETY, HU3KWIA YPO-
BEHb Ceporo LgeTa («Byasib»), BbICOKasA KOHTPACTHOCTh, BbICOKOE paspeLLieHmne, BbICOKass ONTUYecKas NioTHOCTb.
MnéHka No3Bo/sSeT NOMYUNTb N300PKEHNS BbICOKOrO KayecTBa 3a CHET ONTUMU3UPOBAHHOIO yNpaBfieHns no-
nytoHamu (oTobpaxkaet Jo 4096 OTTEHKOB CEPOro) Y UMEET CreunanbHy TEXHOMAOMMIO YBEIMYEHUA YETKOCTU
n3o6paxxeHns (paspeLueHrne — 508 dpi). MnaBHOCTL Nepeaayn NOMYTOHOB NNEHKO6ECMeUnBaeT MPEBOCXOAHYHO
[OMarHOCTUYECKYH0 YETKOCTb BOCMPON3BOAMMOrO M300paXkeHUs.

Mpw neyatn Ha NpuHTEpax (MK Apyrmx MeAULMHCKNX YCTPOCTBaX BbIBO4A N306paXXeHMs) NoL, BO3LECTBUEM TEM-
nepaTypbl B TEPMO3MY/IbCUOHHOM C/l0e 06pa3yeTcsl OKCUL, aKTUBATOPa, a Cepedbpo BOCCTaHaB/IMBAETCA, CO3/aBas
N300paXKeHue.

3penvie MOXHO MCMonb30BaTb HEMOCPeACTBEHHO MPU LHEBHOM CBeTe (ECTECTBEHHOM OCBELLEHWM), OTCYTCTBYET
MPOoLeCC MPOSIBKM, HET HEOOXOAMMOCTY B TEMHON KOMHaTe W/Unn B XUMpeakTuBax. Bce aTu xapakTepucTuku
COOTBETCTBYHOT BbICOKOMY YPOBHIO Y406CTBA A/151 UCMO/b30BaHMS.

WN3penve sBNAETCS pacXOAHbIM MaTepUaiom 415 neyvatn 1 npegHasHaueHo 4ns 1UCnob30BaHUA ¢ MpUHTEpPamMy Um
APYTIMW MeAMLMHCKMMU YCTPOMETBAMM BbIBOAA M300paXKeHWS, UCMOB3YIOLLMMUN aHaI0rMYHbIA PacXoaHbI Ma-
Tepuan.

PucyHok'1 - MNnéHka Tepmorpadmnyeckas meanumHekas «Dry Film HQ-KX410°A/F» B MHAMBUIYaNbHOM yaKoBKe
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PucyHok 2 - MnéHka TepmMorpadmyeckas MeguumHekasa «Dry Film HQ-KX410A/F»
(B KapTpUIPKe, nepes ycTaHOBKOM BYCTPONCTBO BblBOAA M300padKeHS)

PUCYHOK 3= *BHeLUHWIA BUE, O4HOV MEHKK, 663 KapTpua>Ka
4 OnucaHve maTepuasioB

MnéHka TepMorpagmyeckas BbinogHeHa Ha 191-MUKpoHHOM M3 T-MOAN0XKe CUHErO LiBeTa, NMOKPbITa TEPMO3MY/1b-
CVIOHHBIM CNOEM, UMEET 3aLLATHBIA CMIOM U CKPYTNEHHbIE YIbI(CM. PUCYHOK 3).

TepMO3aMy/IbCYOHHBIN CION HeYYBCTBUTENIEH K CBETY, HO pearvpyeT Ha BbICOKUE TeMMepaTypbl, 06ecreumBas HaHe-
CeHUe 1306pakeHns Ha NJEHKY METOAOM NPAMON TePMOrpaiecKoii nevatn ¢ HA3KUM YPOB-HEM «BYasin», Bbl-
COKOW ONTWNYECKOM NIIOTHOCTLIO M KOHTPACTHOCTBLIO AMarHOCTMYECKOro U306 paXKeHns, 04HOBPEMEHHO C NPeBOC-
XO[HOM ero cTabunbHOCTbIO.

3alMTHbIA CNoin NpuAaéT MAEHKe YCTOMYMBOCTL K LiapanuHam, BO3-AeiCTBUIO Barv v Apyram.He61aronpusaTHbIM
BHELUHUM BO3/eACTBU-AM.

MneHka TepmorpagmyecKkas 13roTosseHa n3 nonnatuneHTepedranara (CAS Ne 25038-59-9);-Mpon3BoACTBa (PUPMbI
«Shanghai Jieli Insulation Materials Co., Ltd.» (KuTait), OKpalleHHOro CMH1UM KpacutesieM mMapku 16900-BMmc,
npouseoAcTea hupmbl «Ampacet Corporation» (CLLA), nokpbITOro cmecblo, Npou3BoacTea (mpMbl «Hugiu
Imaging (Suzhou) Co., Ltd» (Kutait) cnegytoLLero coctasa: 6pomus cepedpa (CAS.Ne.7785-23-1) n Tnocynbat
HaTpusa (aktueartop) (CAS Ne 7772-98-7) 1 BTOPUHMHO MOKPLITOrO 3aLLUTHOM CMEEbIO, NPOU3BOACTBA (MPMbI
«Hugiu Imaging (Suzhou) Co., Ltd» (KuTait) Ciegytowlero cocrasa: CONOUMER TPUMTOPXIOPBUHMMA C BU-
HWUNBYTWUNOBLIM 3(MPOM 1 MO-HOBVHW/OBBIM (3(MPOM 3TWUMIEHTINKONA, AuMeTuAaMUH rugpoxnopug (CAS Ne
506-59-2), 2:4-tonyuneHgumnsoumaHat (CAS.No 584-84-9), 2,6-tonyuneHanmsoLmanat (CAS Ne 91-08-7), rma-
poKcueHUAbeH-30Tpuason mMapku Tinuvin®479-DW, nonumetuncunokcaHd (CAS Ne 8050-81-5).

W3penve He CTepubHO.

B npoun3BoACTBe U3LENMA He KCMOMb3YHTCA: MaTeprasibl XXMBOTHOIO U (MIM) YE/TOBEYECKOTO MPOUCXOXAEHMS, ne-
KapCTBEHHbI CpeacTBa.
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i TeXHMYECKME XapaKTePUCTUKN

HavmeHoBaHMe
XapaKTePUCTUKU

TonuMHa 0IHOr0 INCTA, MKM
MnoTtHoOCTbL, /M

MakcrMasibHOoe paspeLleHue oT-
TUCKA (pasmep MKC), MKM

Mepeaaya NONYTOHOB, OUT

OTo6paxeHne OTTEHKOB CEpOro

[wvana3oH BOCNpPOM3BOAMMON On-
TUYECKOWN NIOTHOCTW. B:

YyBCTBMTE/ILHOCTb K CBETY
Konn4yecTso NMCTOB B KapTpuoXKe

6 MopsiaoK paboTbl C NNEHKOM

Pasmepbl NNEHKM Tepmorpeanyeckas MeguLMHCKas

8x10 atorim
(20x25 cm)

197
260

20

14
4096

>2.9

100

«Dry Film HC1-KX410 A/F»

Lix14 atoiim 14x17 proiim 10x12 aroiim
(28x35 cm) (35x43 cm) (25x30 cm)
197 197 197
264 264 264
20 20 20
14 14 14
4096 4096 4096
>2,9 >2,9 >2,9

He uyBCcTBUTENbHA
100 100 100

BH/MAHWE! Hukoraa He 0TKpbIBaiiTe YNakoBKY HOXOM (Hamnpumep, pes3akom 45 ymarun). 310 MOXeT MnoBpe-
AUTb NNEHKY, 1 eé HeNb3sA OydeT NCNonb30BaTh A1 nevaru.
Mepes yCTaHOBKOI B YCTPOWCTBO BbIBOAA M300paXKeHUs, yaanuTe 6enblii INCT6ymary (CM. pUCYHOK 4), a 3aTeM,
pasgenute INCTbl NNEHKK, BbICTPO NPOMIMETHYB X NasIbLEM.

PucyHok 4 - KapTpua>K ¢ niéHkamy 1 6enbiM IMCTOM ByMary, KoTopblii HeO6X0AUMOYARNT b Nepes, nevaTbio

BHVMAHWE! MecrapaiiTecb He nNpuKacaTbCs K NMeYyaTHON CTOpPOHe NNEHKW. byabTe @akKypaTHbI, YTOObI He nepe-
THYTb WM HE CMATb NNEHKN.
BHVMAHWELCriegyeT npoBoauTb NpeaBapuTeibHble UCMbITaHUA (MPO6HYH OAHOKPATHYHO NeYatb) npu nonbITkKe
ICMO/Nb30BaTh 3Ty MIEHKY B YCTPONCTBAX BbIBOAA U300paXKeHNs AAA LOCTUMXKEHUA XKenaemblX pe-

3yNbTaTOB.

BHVMAHWME! lMocne pacneyatbiBaHUA KapTpugyKa C NNEHKON peKoMeHAyeTcs € cpasy 3arpy3uTb B YCTPOWCTBO
BblBOAA M300paxkeHus. [Npn 3arpy3ke NnéHKM He fonyckaertcs €&.crubaHue, fedopmaums.
YacTnyHO-1UCMnonbL30BaHHbIE NNEHKY CNeayeT U3BMeYb U3 MPUHTEPA, 3aneyararb B OPUrvHaIbHYI MHANBUAYaASTbHYHO
ynakoBKy (NakeT (h0brMpoBaHHbIiN) U XPaHUTb NPOX/agqHOM TEMHOM MecTe (B COOTBETCTBUM C YC0BUAMM Xpa-
HeHus). Bo n3bexaHve KOHAeHcaumn, Npexaie Yem CHOBa pacreyaratb W UCMO/b30BaTb U3MEeNNA NOC/e XpaHe-
HWA, JOXAMTECH, NMOKA OHW HarperoTca A0 Temnepatypbl 3Kcnayataumn. [nsa xpaHeHUs YaCTUYHO MCNO/Mb30BaH-
HOM NNEHKN PEKOMEHAYeTCH UCMO0/b30BaTb OPUTMHANBHYHO VUHAMBUAYaIbHYIO YNakoBKy (MakeT q)o/brmpoBaH-

Hbli).
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Hukoraa He NpyKenBainTe Ha NIEHKN KNEKYH NeHTy. Takke He OCTaB/isiTe CBEPXY Ha OTrnevaTke NaacTUKOBbIN
NacTVK W He KNaauTe 0TneyaToK Mexay rnpeimeTamu, KOTopble Cofepxar nnactuukarop (HaCToMbHbIA KOBPYK
nT.n.). Cnegute 3a Tem, YTOObI Ha OTNEYATKN He NOMafaam Nobble CNMPTOCOAEPXKALLME XMAKOCTU UNN ApyTue
neTyure opraHNYecKne pacTBOPUTENN.

7 YCcnoBus akcnyartawumm, TpaHCNopTUPOBaHNSA N XPaHEHWS MIEHKN TepMorpagyecKon.
Cpok rogHocTu

Ycnosus akcnnyataumy U3genvs:
- Temnepartypa: ot nsoc 18 go 24 °C;
- BNI@KHOCTb: 0T 50 go 65%.
YCnoBus TPaHCMOPTUPOBaHNA 1 XPaHEHUS N3LEeNus:
- TemnepaTtypa: ot nmtoc 10 go 23 °C;
- OTHOCMUTesbHaa BnaxXHOCTL: OT 30 Ao 65%.

XpaHuUTb MNEHKY CrefyeT B MNPOXIaLHOM, CYXOM, HEMBIABHOM MeCTe, BA/IM OT MPSAMbIX COAHEYHBIX NyYeld, KUCNOT
W LWENOYHBIX ra30B, B BEPTUKA/IbHOM MOOXEHWU, YTOObI M36eXaTb He61aronpuUATHOFO: BO3AENCTBUSA BHELLHEro
[aBNeHNs.

BHUMAHWE! XpaHuTb NNEHKY BOAIN OT UCTOYHWKOB TEMa, a Takke KUC/bIX U-LIeNoYHbIX rasoB, TaKMX Kak

CepoBOZOPOs, aMMMAK, ANOKCUL eepbl, hopMasibAerua U T. A.

CpoKwu apxvBUpOBaHMsi COOTBETCTBYHOT TpebosaHsM ANSI IT 9.11 n IT 9.19

CpoOK XpaHeHust u3genus: 24 MecsiLeB C faTbl U3rOTOBNEHNUS NPY COOMIOLEHUN YCIOBUIA XPaHEHWS;

CpoK xpaHeHus oTrneyvaTka: He MeHee 10 fieT mpw co6MOAEHNN YCNIOBWIA XpaHeHUs!

8 NepeyeHb rapmMoHN3NpPoBaHHbIX cTaHzapToB EC

No CraHpapt HanmeHoBaHWe cTaHjapTa

MeguumHckune n3genusa - CuUcTeMslynpasieHNs KayecTsoM - TpebosaHus
K PEryNATOPHbIM LIENIIM

MeguumHckune nsgenus - NpuMEHeHne ynpasieHns puckamm K MeguumnH-
ckvm mnsgennam (ISO 14971:2007, VicnpasneHHas sepcua 2007-10-01)
CeHCUTOMETPUA CUCTEM 3KPaH - NIEHKA 419 MEeAULMHCKOW PeHTreHorpa-
3 ISO 9236-1:2004 (v, Yactb 1 OnpegeneHue-(hopMbl XapaKTEPUCTUYECKON KPUBOW, YyB-
CIBUTENbHOCTM U CPefHero-rpajneHTa

MeauUMHCKNe peHTreHorpadryeckme KacceTbl/aKpaHbl/NAEHKN 1 NIEHKN
4019 TBEPAbIX KOMWIA N306paxkeHns. Pa3mepbl 1 TeXHUYECKMEe TpeboBaHuMA

1 ENISO 13485:2016

2 ENISO 14971:2012

4 1SO 4090:2001

9 MNopsgoK cTepunn3ayav N Ae3HpEKLNN

MnéHka TepMorpamnyecKas - He MHBa3VBHbIA PACXOAHbIN MaTepuan 418 MeAULMHCKUX YCTPOICTB BbIBOAA AMArHo-
CTUYECKOro 1306padKeHuns (nevatu), CTePUIN3aLIMN N Ae3NHDEKLIMN He MOL/EXNT.

10 TexHM4YecKoe QBCNYXKMBaHME N YXO[
MnéHka TepMorpaguueckas He NOAIEXMNT TEXHUUYECKOMY 0OCY>KUBAHWIO Y PEMOHTY.
11 Mopagok oeyLLeCcTBNEHNSA YTUAU3aLnmn

YTunusaumio HeobxoAMMO OCYLLECTBNATb B COQTBETCTBMM C NMPUHATBIMA B MEAVLMVHCKON MpakTvke Hopmamu, a
TaKXXe COOTBETCTBYIOLLMMMN MECTHbIMM, TOCYAAPCTBEHHLIMU N (efepasibHbIMA 3aKOHOAATENbHLIMU aKTaMu, 1
NHCTPYKLmAMK cornacHo CaHlMlnHy 2.1.7-2790-10 knacca A.

12 KomAnekTaums

KomnnekTt noctasku: 100 N1CTOB NMNEHKM B KapTpuAKe (3anasHHOM B MakeT ()0/brMpPOBaHHbIN);
KonunyecTBo KapTpupkein B TPAHCMOPTHOW ynakoBke: 5 kapTpupkeld no 100 McToB.
Bec 1 rabapuTHble pasmepbl TPAHCMOPTHOM YNaKOBKM (4/IMHA X WMpPKHA X BbICOTA)

1) MnéHka Tepmorpadumyeckas MeguumHekasa «Dry Film HQ-KX410 A/F» , pasmep 8x10 gtoiimos (20x25 cm):
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BEC TPAHCMOPTHOM YMaKoBKM ¢ 5 KapTpumpxkamu - 10,2 Kr, pasMepbl TpaHCMNOPTHOM ynakosku 470 x 240 x 5K mv;
2) Mnénka Tepmorpaduyeckas MeguumnHekas «Dry Film HQ-KX410 A/F» , paamep 10x12 atoiimos (25%30 cw):
BEC TPAHCMOPTHON YNaKoBKN C 5 KapTpumkamu- 13,9 Kr, pasmepbl TPAHCMOPTHOW yNakoBku 470 x 240 x 510 Mwm;
3) MnéHka Tepmorpadmyeckas MeamumHekasa «Dry Film HQ-KX410 A/F» , pasmep 11x14 atoiimoB«(28x35 cm):
BEC TPAHCMOPTHOW YNakoBKM € 5 kapTpumxamu - 17,3 Kr, pa3mepbl TPaHCMOPTHOM ynakoBku 470 x.240 x 510 mMw;
4) MnéHka Tepmorpagmyeckas meguumHekas «Dry Film HQ-KX410 A/F» , pasmep 14x17 froiimoB.(35x43 cm):
BEC TPAHCMOPTHOMN YMNaKoBKM C 5 KapTpumkamu - 24,9 Kr, pasmepbl TpaHCMOPTHOI ynakoBkm 470 X 240 x 570 mm.

13 T[apaHTuUitHbIe 0653aTeNIbCTBA

Mpon3BoANTENb He HECET OTBETCTBEHHOCTY 32 MOBPEXAEHMUS UM HECUACTHbIE CNyYay B pe3yabTaTe HENpPaBuIbHOTO
CMO/b30BaHMSA, OLUMOKM MOMb30BATENS MM BHELLHMX Ype3BblualiHbIX CUTyaumid. Mo BONpocam kadyecTsa npo-
AYKUMM o6palaiTec K ynoiHOMOYEHHOMY NPEACTABUTENH) MPOVU3BOAMUTESS.

14 Peknamauus

B cnyuae BbifB/ieHNs bpaka pa3paboTumk 1 npounssoanTens Xy VmamkmHr (Cyuxoy) Ko., 1ta, Kutaid (Hugiu
Imaging (Suzhou) Co., Ltd, China) no agpecy 3aaHue 22, 369 JlywaH Poya, HoBblli paiioH Cyuxoy, 215129,
Kutaii. (22 Building, No. 369 Road, Suzhou New District, 215129 China) rapaHTvpyeT KayecTtsa usgenvs. Mpu
06HapyXeHMM Gpaka obpaLLainTech K ynosHOMOYeHHOMY MpeAcTaBUTeNto B Poccuiickoin depepaumn.

YNOMHOMOYeHHbIV MpescTaBuTeNb pa3paboTyuk¥ npoussoauTens B Poccuiickor @esepauuy - O6LLECTBO C orpa-
HWYeHHOW OTBETCTBEHHOCTbIO «CanoT3-Cepsuc» (OO0 «CanoTa-CepBuc»), 432071, . YNbSHOBCK,
yn. ®epepaumn, 63, TenetoH: 8 (8422)-58-16-00; 8 (8422) 58-04-00,E-mail: aliev-makhach@inbox.ru,
saliite73@inbox.ru - ocyLLecTB/IAET NPUEM pekiaMaLyii.

Bpakom He cuMTaeTCA HapyLLEeHUs U3Aeud, NOyYeHHbIe MPU 3KCMyaTauuy M HeOCTOPOXXHOM 06paLLeHnK.

MpunoxeHune 1. MNepeyeHb NPUMEHAEMbIX NPOU3BOANTENIEM MEAMLIMHCKOrO U3eNna HauMoHa  b-
HbIX CTaH4ApPTOB

EN 1SO 13485:2016 MeguumHckue nsnenns - CuUcTeMbl ynpas/ieHNs KauecTBOM - TpeboBaHMs K PerynsaTopHbIM
Lensm

EN ISO 14971:2012 MefunumnHCKWE n3genusa - MNpriMeHeHre ynpasagH1sa pUcKaMm K MeUUUHCKUM U3Lenunam
(1S01497L2007, WcnpasneHHas sepcua 2007-10-01)

ISO 9236-1:2004 CeHCUTOMETPYS CUCTEM 3KPaH - MNEHKa 419 MeAULMHCKOWA peHTreHorpadmu. Yacts 1 Onpege-
NeHve (hopMbl XapakTepUCTUYECKOW KPUBOIA, YyBCTBUTENIBHOCTU U CPeLHEro rpajuneHTa

ISO 4090:2001 MeanumHCKMe peHTreHorpauyecKmne KacceTbl/aKpaHbl/MNEHKN N NNEHKN AN TBEPAbIX KON
n306pakeHVs. Pasmepsl N TeEXHNYECKME TpeboBaHUA
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lMepeBof faHHOIO TeKCTa BbIMOJIHEH MepeBofYMKOM KpanauHeim [eHncom AnexkcaHaposuyem

Poccuiickaa Pegepaums

["opos Mocksa.
[BasuaToro Losopsa aBe ThICAYM AEBATHAALATOrO roja.
A, MNMpokoweHkoBa EneHa EBreHbesHa, HoTapuyc ropoga MOCKBbI, CBUAETENLCTBYIO!
NoA/IMHHOCTL nognucy nepesogumka KpannnHa JeHnca AnekcaHpoBuya.
Mognwuce caenaHa B MOeM MPUCYTCTBUN.
JlnyHoCTb nmognucasLUero JOKyMeHT yCTaHOB/IeHa.

3apeructpupoBaHo B peectpe: No 21/86-Hf#7-:"19-

B3bICKaHO rocyapCTBEHHONM NPLWANHLULKO Tapu”® y6. 00 kon;
YnnayeHo 3a OKasaHue ycnyr npaBoBOFO M - aktepa;200 py6. 00 korm.
eHKOBa
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KOLUEeHKOBa
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