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Packing material in rolls disposable for sterilization of medical devices DENTAL FORMULA, comprising:

Roll combined flat disposable DENTAL FORMULA RKP for steam and gas sterilization,
dimensions: width from 50 to 500 mm with a step of S mm, length from 100 to 200 m — from
1 to 12 pes/pack. Shortened consumer instruction for use — 1 pc.

PURPOSE. Packing material in rolls disposable for sterilization of medical devices DENTAL
FORMULA is intended for disposable use for finishing sterilization of medical devices, main-
taining sterility to the place of their use and observing aseptic properties.

RISK OF USE. The potential risk of use is class 1. There are no contraindications of the
medical device and no side effects.

INSTRUCTION FOR USE. 1) Before packaging medical devices, the packing material is
inspected to check its integrity and assess its suitability with regard to the expiration date (final
date of use). It is forbidden to use the packaging if it has holes, tears in the material, foreign
inclusions, violations of seam integrity, signs of wetting (warping, streaks).

2) The rolls are used to prepare bags of such size that the sterilizable medical device can be
placed freely and occupy approximately % of the inner volume of the bag. With the help of
special cutting devices cut sections corresponding to the length of the products to be packed,
taking into account the reserve for free placement of the product and the width of seams.
Attention! Since all inscriptions and other markings, including information on the date of
sterilization, may be indicated on the package only outside the area where the sterilized items
are placed, it is recommended to leave a free margin of 1.5-2 cm behind the seam for applying
such information.

One side of the roll section is sealed by heat welding, using approved heat-welding machines
designed for sealing medical sterilization packaging materials. The width of the heat seam
must be at least 6 mm. A properly made heat-seal seam must be at least as strong as the fin-
ished side seams, and the paper and plastic film must not be burned.

3) The clean, dry, pre-sterilized, pre-sterilized, washed and dried medical devices to be steri-
lized shall be placed in optimally sized bags made from rolls as described above. The bags
should be filled to no more than % of their volume to avoid tearing during sterilization. Med-
ical devices that have a working and a non-working part (e.g. surgical instruments) are placed
in the bag with the non-working part facing towards the opening of the bag. To minimize the
risk of damage to the package by the edges of stabbing and cutting instruments when packing
them, gauze, cloth or paper napkins are used to wrap sharp parts of the product.

Roll combined gusseted disposable DENTAL FORMULA RKS for steam and gas sterili-
zation, dimensions: width from 50 to 500 mm with a step of 5 mm, fold from 20 to 100 mm
with a step of 5 mm, length from 100 to 200 m — from 1 to 12 pcs/pack. Shortened consumer
instruction for use — 1 pc.

4) Before closing the packages, remove as much air as possible from them by ironing the
package by hand in the direction from the closed end to the open end.

The unsealed side of the pouches packed with sterilizable articles shall be sealed by heat
welding, using approved heat-welding machines designed for sealing medical sterilization
packaging materials. The width of the heat seam must be at least 6 mm. A properly executed
heat seam should be at least as strong as the finished side seams and the paper and plastic
film should not be burned.

To facilitate sealing of packages, additional space should be provided between the product
and the sealed edge on the filling side, ensuring a distance between them of at least 30 mm.
In order to avoid creasing during the heat-welding of the double package, an additional 20-
30 mm length allowance should be left on the outer package.

5) Bags with sterilizable articles, especially heavy ones, are packed in sterilization baskets,
cassettes, pallets and stacked vertically ("sideways"). The rule "paper to paper, film to film"
shall be observed when placing combined bags side by side.

Sterilization of products is carried out in accordance with the established procedure in ac-
cordance with the current regulatory documentation and according to the operating instruc-
tions.

6) During sterilization processing there is a visually discernible change in the color of the
chemical indicator for the corresponding method of sterilization, applied to the packaging
material, which indicates the fact of sterilization by this method and allows to distinguish
the sterilized product from non-sterilized. Full or partial preservation of the original color
of the indicator, indicates non-compliance with the required conditions of effective sterili-
zation. Medical devices with indicators that have not reached the final state are considered
non-sterile and are not subject to repeated (additional) sterilization.

Packages on or in which there are moisture residues afier sterilization by steam method,
immediately after sterilization shall be dried, without opening, in a desiccator or air steri-
lizer at a temperature not exceeding 85°C.

7) After sterilization and before direct use sterilized products are stored in sealed bags in
closed cabinets in clean dry rooms, at a temperature of +5 ° C to +40 ° C and relative hu-
midity of 30% to 50%, avoiding direct sunlight and moisture.

Packages are opened by cutting off the edge of the package or by delamination. To do this,
the loose ends of the paper and film are clamped with fingers and the adhesive seam is torn.
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APPLICATION CONDITIONS. The packing material is used in therapeutic or therapeutic-
preventive medical institutions in a closed room in a dry place, away from direct sunlight, at
temperatures from 10°C to 30°C and relative humidity not more than 80%, in accordance with
the instructions for the medical device.

Sterility preservation period of medical devices afier sterilization - up to 5 years, but not more
than the shelf life of the enclosed medical device and not more than the remaining shelf life
of the packaging material.

TRANSPORTATION AND STORAGE CONDITIONS. The transportation of the device
may be made by all means of transport (sea, land, railway or air transport) according to the
rules of transportation, which are applied to such means of transport. During transportation,
the storage conditions should not be violated.

Packing material should be stored in the packaging of the manufacturer in a dry place, at a
distance of at least 1 m from heating devices at a temperature from +5 ° C to +40 ° C and
relative humidity not more than 85% during the entire shelf life. In case of partial consumption
the remains of packaging materials should be stored in clean rooms under similar conditions.
Do not use the products after their expiration date.

DISPOSAL. Products that have fallen into disrepair, including due to expiration of their shelf
life, as well as in case of package integrity failure, shall be disposed of as Class A waste in
accordance with the requirements of SanPiN 2.1.3684-21. Used products are classified as
Class A waste and disposed of in accordance with the requirements of SanPiN 2.1.3684-21.
WARRANTY. The manufacturer (producer) guarantees the conformity of the quality of the
packaging material to the requirements of this technical documentation in compliance with
the rules of use, transportation and storage.

Safety and quality of the product are guaranteed during the entire shelf life.

The manufacturer is responsible for defects of the product, except for defects resulting from
violation of the rules of use, transportation and storage conditions, or the action of third par-
ties, or force majeure.

Registration certificate P3H XXXX/XXXX of XX.XX.XXXX.

In the event of an adverse event with signs of an adverse event (incident), it is necessary to
notify the authorized representative of the manufacturer in the territory of the Russian Fed-
eration about it: “BE PLUS” Co., Ltd., Russia, 194292, St. Petersburg, ext. ter. c. municipal
district Sergievskoe, 12, 6-y Verkhniy pereulok, litera A, part of office 5.3.1.. Tel.: +7(812)
309-36-62; e-mail: beplusi@beplus.spb.ru
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Manufacturer (producer) of the medical device: Anhui Konzern Package Material Co., Ltd.,
China, No. 7, Song Hua Jiang Road, Jiangnan New Industry Zone, Wanjiang, Chizhou,
Anhui Province, China.

Refer to the instructions for use
Use only once

Do not use if the packaging is damaged

Manufacturer, name and address
Date of manufacture

Batch code

Use before

Keep away from moisture

Temperature range from +5°C to +40°C

Humidity range from 0% to 85%

Packaging material - high density polyethylene

Instructions for use of the medical product "Packing material in rolls disposable for sterili-
zation of medical devices DENTAL FORMULA" is issued for the first time.
Version: 1.0 from 15.02.2024
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Ilepeso0 ¢ anzaulicko20 u KUMAUICK020 RILIKOE HA PYCCKULE RIBIK

Ceprudukar

KuTafickuit KOMHTET COEHCTBHA Pa3BHTHIO MEXAYHAPOIHOH TOProOBIH

KuTabickuii KOMHTET COAEHCTBHA pa3BUTHIO MEXAYHAPOAHOH TOPTOBIH ABNAETCA
Kuraiickoft MexayHapoaHo#! TOprosoii nanatoi
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Karaiicknii KOMHTET cOAcHCTBAN PAIBHTHIO MEKIYHAPOAHOH TOProBAH
Krrailcxas MeXIyHAPOAHAS TOProBas NANATA

02230497

Ceprupuxar

-~

/QR xoa/
Ne 241100B0/010001

HACTOSILUHM MOATBEPXIAETCS, YTO nevats xomnanmu «AHbXOH KOHLIEPH NEKE/DK
MATEPHAII KO., ITA.» (ANHUI KONZERN PACKAGE MATERIAL CO., LTD.) na npunoxes-

HoM JIOKYMEHTE sBageTcs noaiMHHOM,

{Haknantaa neuars: Cepruduxaps®
Kuradickuit xomurer cogeiicravs
PAIBHTHMIO MEXAYHAPOAHOR TOProBan/

Mevars: Ceprudpuxauna * Kuraiickuiit komurer
CORCHCTBHA PA3BUTHIO MEXXIAYHAPONRHOH TOProamw - 2 .

Kuradicknit komuter coneiicrena
Pa3BHTHIO MEXAYHAPOAHOH TOProBIH

Moanuce YNOJHOMOUYCHHOMNO NHUA:

AToonuce/
I'ao JInuao (Gao Lichao)

HJara: 05 mapra 2024 .

Bob-caitr A/ NPOBCpKY AAHHOTO ceprukara; hifp:.//www. zecpit.com/validate. him)
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YTBEPXJEHO:

I'nasubii koMMepuecknii AupexkTop

Anbxoit Konunepn Iexemx Marepuan Ko., Jta.

(Ho.7, Cyn Xya L[3an Poan, [3snunans Helo Urpactpr 3ona,
Baneusan, Yuwxoy, npoBuHuMs AHBXO0MH, Kuraif)

Moanuce/ r-u Lznue Yxu Tadi /

Meuats: AHBXOH KOHLIEPH MEKEDK MATEPHAJI KO., ITA.
(ANHUI KONZERN PACKAGE MATERIAL CO., LTD.)- 2 wr.

COKPAIIEHHAS NOTPEBHTEJNBCKASA HHCTPYKIIMA IO IPHMEHEHHIO
METHIHHCKOTO H3AC/HA:

Marepuan ynakoBounslii B pyJioHax OHOPA30BbIii AJIS CTCPHIH3AIHH
meguuuHckux Hageauii DENTAL FORMULA

Ilepeorauansuvlii 65nycK SKCNAYAMAYUORKOT OOKYMEHMAYUY (UHCMPYKYUYU RO NPUMEHEHUIO)
Ha meQuyunckoe usdenue: Bepcun: 1.0 om 15.02.2024
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Marepnan ynakoBouHblii B pyJIOHaX OHOPa30BbIii A/ cTepruan3anuu Meanuunckux uigeanii DENTAL FORMULA, B cocTase:

Pynon kom6HHHpoBaHHbIH nnockHit onHopasosbiit DENTAL FORMULA PKII ans napoBoii
¥ ra3’0BOH CTEpHWIH3aLMH, pa3Mephbl: WHpHHA oT 50 1o 500 MM c waroM 5 MM, anHHa ot 100
10 200 M — o1 1 g0 12 wt./yn. CokpalilleHHaa NOTpeOHTEIbCKasA HHCTPYKLIMA N0 NPHMEHEHHIO
-1 wr.

HA3HAYEHHME. Matepuan ynakoBouHbl#i B py/lOHaX OIHOPa30BbIH [Ulf CTEPHIH3AUMHU Me-
anunHckux u3nenuit DENTAL FORMULA npeana3HadeH ans onHOPa3oBOro HCHOJb30Ba-
HHA NPH PHHHLIHON CTEPHIN3ALUHN MEAHLIHHCKHX H3JENHHA, COXpPaHEHHH CTEPHILHOCTH JI0
MECTa WX HCMONB30BAHHA H COOMOACHHH aCENTHYECKHX CBOHCTB.

PUCK MPUMEHEHMHA. TMNoteHunanbHbifi puck npuMeHenus — knacc 1. lNporusonokasa-
HHA MEAUUHHCKOrO H3lenus U no6ouHsie 3P ¢eKThl OTCYTCTBYIOT.

NOPAAOK NPUMEHEHMUA. 1) lNepen ynakosbiBaHHEM MEIHUMHCKHX H3JENHH MaTe-
pHan ynakoBouHblii OCMaTpHBAIOT, NMPOBEPAR LENOCTHOCTb, OLEHHBAIOT €10 MPHIOAHOCTD €
y4€TOM CpOKa FoQHOCTH (KOHEYHO# JaThl HCMONb30BaHHA). 3aNpellaeTCs HCNoAb30BaTh yna-
KOBKY, €CJiM B Heif 06HapyxeHbl OTBEPCTHA, pa3pbiBH MaTepHaa, NOCTOPOHHHE BKIJIIOUEHHA,
HapYWEHHA UENOCTHOCTH LIBA, CIEAbl HaMOKaHHs (kopoGneHue, pa3sobl).

2) M3 pynoHOB NpeABapHTENbHO FOTOBAT NAKETbl TAKOro pa3Mepa, 4ToOblI CTEpHIH3yeMOe
MEAMLHHCKOE H3IeNHe pa3Melllanoch CBOGOIHO K 3aHUMaNo NPHMEPHO % BHYTPEHHEro 00b-
ema nakera. C noMouiblo CNEUHaNbHbIX PEXYLIHX YCTPOACTB Hape3aloT OTPe3KH, COOTBET-
CTBYIOLHE [UIHHE H3AEAHH, MOANEXALIHX YNAKOBLIBAHHIO, C YHETOM 3amaca Ha cBoGonHoe
pasMeLIEeHHE H3AENHA H LHPHHY LIBOB.

Brumanue! Ilockoneky sce Haonucu u unsie noMemKu, 8 mom yucie céedexus o oame cme-
PpUru3aYUU, OONYCKAEMCR YKA3KE8aMb HA yNaKo8Ke MONbKO 6HE 30Hb PASMEUJEHUA CMepUIU-
3yemblx u30enull, ONA HAHeCEeHUR MAKOU UHPDOPMAYUU DeKOMEHOYEemC OCMABAAMb 3G WBOM
c60600H0e none onunou 1,5-2 cm.

OaHy cTOpoHY OTpe3ka pyJ/iOHa 3ane4aTbiBalOT TEPMOCBaPHBAaHHEM, HCMONb3YSA pa3pelleH-
Hbi€ K NTPHUMEHEHHIO TEPMOCBapOYHbIE annaparhl, NpeHa3sHa4YeHHbIE UIA 3aNaHBaHUA MeaH-
UMHCKHX CTEPHIIH3ALIHOHHBIX YNAKOBOYHBIX MaTepHanoB. LLinpuHa TepMoLBa R0KHA GbiTh
He MeHee 6 MM. [1paBHILHO BbINOJHEHHBIH TEPMOILOB 10NXKEH ObITh HE MEHEE MPOUHDBIM, YeM
rotossie 60koBbie WBbI, NPH 3TOM OyMara ¥ NOJKHMEpPHasA MIEHKa HE ROMKHBbI 6bITh Mpo-
AOKEHbI.

3) Moanexaiune CTEPHIH3ALUNK YHCTHIE, CYXHE M3JEIHA, MPEABAPHTENBHO NMOABEPTHYThIC
NpeACTEPHIH3ALHOHHOM OUHCTKE, BLICTHPAHHOE H BLICYLIEHHOE ONepauHoHHoe 6enbé nome-
MAIOT B ONTHMANbHO NOAXOAALUKE MO pa3sMePy NAKeThi, H3TOTOBJIEHHbIE H3 PYJIOHOB, KaK
onucaHo Boile. [akeTbl caeayeT 3anoNHATL He Gonee yeM Ha % ux o6bema, Bo u3bexaHue
pa3pbiBa BO BpeMsA CTEPWIN3aLHH. MeanuHHCKHe u3enus, HMelollne pabouyio n Hepa6o-
4yl0 4acTH (HanpHMep, XHPYPrH4eckHi HHCTPYMEHT), MOMELLAIOT B NAKET Tak, YTOObl Hepa-
6ouasn yacTb 6bl1a obpaLieHa B CTOPOHY BCKpbITHA nakeTa. [Uis MUHHMH3aLUHH PHCKa NOBpe-
KAEHHA YNAKOBKH KPOMKAMH KOJIIOLLMX H PEXYIIMX HHCTPYMEHTOB MPH HX YNaKOBbIBaHHH
NPHMEHAIOT MapneBble, TKaHeBbie HIH GyMaxkHble candeTku, KOTOpPbIMH 060paYHBaOT OCT-
pbl€ YaCTH U3eaHA.
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Pynoun xom6uHHpoBanHbi#i co cknaakoit onHopasoBbii DENTAL FORMULA PKC ans na-
POBOH M ras’oBoi CTEpWIH3ALMH, pa3Mepbl: WHPHHA OT 50 1o 500 MM C 1aroM 5 MM,
cknaznxa ot 20 no 100 Mm c warom 5 MM, mnHa ot 100 10 200 M - oT | 10 12 wT./yn.
CoxkpaweHHas noTpebuTensckas HHCTPYKLMA NO MpUMeHeHmo — 1 wT.

4) Tepen 3aKkphiBaHHEM NAKETOB H3 HHX ClEAYET YAAIHTh Kak MOXHO Gosibuie Bo3ayxa
ITyTeM NpOrJiaXKHBaHHUsA NAaKETa PyKoH B HAMPABNECHHH OT 3aKPLITOrO KOHLA K OTKPbITOMY.
He3aneuaraHHyl0 CTOPOHY NAKETOB, YKOMILIEKTOBAHHBIX CTEPHIH3YEMBIMH H3JE/IHAMH,
3ane4arthiBaloT TepMOCBAPHBAHHEM, HCTIONb3YA paspellieHHble K MPHMEHEHHIO TEPMOCBa-
pOUHblE annaparl, NpeINa3Ha4YeHHbIE NIA 3aNaHBAKHA MEAHLIMHCKHX CTEPWIH3ALUHOHHBIX
YNIaKkOBOYHBIX MaTepuaiios. LLiupuna Tepmolupa aomkHa 6biTh He MeHee 6 MM. [TpaBHaBHO
BBITIONIHEHHLIH TEPMOLLIOB RO/KEH ObITH HEe MEHEe MPOUHBLIM, Y€M roTOBbie GOKOBbLIE LIBbI,
NpH 3ToM Gymara H NONHMEPHAA MIEHKA HE A0JKHBI ObITh MPOXIKEHDI,

na obnerueHna 3ane4aTbiBaHUA YNakoBOK HEOGXOAHMO NPELYCMOTPETh NONONHHTENBHOE
NMPOCTPAHCTBO MEXAY M3JEe/IHEM W 3aneyaTbiBaeMbIM KpPaeM CO CTOPOHbI HaNoOJIHEHMS,
obecneunB paccrosHue Mexay HUMH He MeHee 30 MM. JUia MckmloueHHs 06pa3oBaHHA
CKJIaQoK B MpoLiECCe TEPMOCBAPHBAHHA JBOHHOMN yNaKOBKH Y BHELUIHErO NaKeTa OCTaBAAIOT
JONONHUTENbHBI 3anac 20-30 MM No LUTHHe.

5) TakeTnl CO CTEPUAH3YEMBIMH H3AENHAMH, OCOOEHHO TAXEBMH, KOMILIEKTYIOT B CTe-
PWIH3AUMOHHBIE KOP3HHbI, KACCEThi, MOMAOHBI H YKNAJbIBAIOT BEPTHKANBLHO («GOKOMY).
Ipw pasmMelieRKH PAAOM KOMOHHUPOBAHHBIX NAKETOB COOIOAAIOT NpaBuo «Gymara K 6y-
Mare, IUIEHKa K IEeHKe».

Crepuwinzaumio H3nenuil ocylleCTBAAIOT B YCTAHOBJIEHHOM NOpPAAKE B COOTBETCTBUH C
neicTByloleRl HOPMAaTHBHOH JIOKYMEHTalHeH H COrNacHO HHCTPYKUHMH MO IKCMAYaTaLMH.
6) INph crepunusaunoHHo 06paboTke MPOUCXOAHT BH3YaIbHO Pa3NMYHMOE H3IMEHEHHE
UBETa XHMHYECKOT0 HHAHKATOPA /U1 COOTBETCTBYIOLIETO METOAA CTEPHIN3ALINM, HAHECEH-
HOrO Ha yNaKoBO4YHbI/ MaTepHan, YTO CBHACTEALCTBYET O pakTe NPOBEACHHUSA CTEPHIIM3a-
UMK JaHHBIM METOAOM M NO3BOJIAET OTAHYHTH NOABEPrHYTOE CTEPWIH3ALIHH H3AENHE OT
HECTEPWIN3OBAHHOTO. [ToNHOE WK YACTHUHOE COXPaHEHWE HCXOAHOTO LBETA HHANKATOPA,
CBHAETENLCTBYET O HecobmoaeHnn Tpebyembix ycnoBuil 3¢pQeKTHBHON CTEpHAH3ALMM.
MeanumHckue u3nennsa ¢ HHAHKATOPaMH, He JOCTHILIHMH KOHEYHOTO COCTOAHMSA, CYHTa-
IOTCA HECTEPHILHBIMH M HE NMOUIEXAT NOBTOPHO# (AONONHHTENBHON) CTEPHIH3ALUMH.
Ynaxoexu, na unu 6 Komopoix uMelOMca OCMamKu 81a2u NOCKe CMEPUAUIAYUYU NAPOSHIM
MEMOOOM, HeNOCpeOCmBEHHO NOCRe CMEPUIU3AYUYU NOOCYWUBAIOM, He SCKDHEan, @ Cy-
WUNLHOM WKAQY UTU 8 BO30YUNOM CMepunu3amope npu memnepamype He éviute 85°C.

7) Iocne npoBeaeHNUA CTEPHUIN3ALHMH H A0 HEMOCPEACTBEHHOTO HCMOJIL30BAHHS IPOCTEPHU-
JIH30BaHHbIE U3JE/INA XPAHAT B 3aNCYATAHHBIX NAKETaX B 3aKPbITbIX WKAPaX B YHCTHIX CY-
XHX fIoMeLeHHAX, npx Temnepatype oT +5°C ao +40°C ¥ OTHOCHMTENILHON BAAXHOCTH OT
30% no 50%, uiberas BO3AEHCTBHA NPAMBIX CONIHEUHBIX Ny4ell M NONaAaHKUA BIArH.

Cpok coxpaHeHHs CTEPHILHOCTH MEAHUMHCKHX W3AENHil nocne CTEPWIN3ALIMK — 10 5 ner,
Ho He Gonee Cpoka roAHOCTH BIOXEHHOro MEAHUMHCKOrO M3aeausa u He 6onee ocTasuie-
rocs CpoKa roAHOCTH MarepHana ynaxkoBOYHOrO.
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[Maketnl BCKpLIBalOT, cpe3an Kpail nakera nufo paccnausanuem. [lis 31oro cBoGoaHsie
KOHLbI 6yMaru H IeHKH 3aKHMaloT NanblaMH H pa3pbiBalOT KA€eBOH WOB.

YCJI0BHUSA MTPUMEHEHUSA. Marepuan ynako8o4Hblit NPUMEHSIOT B Te4eOHBIX WIH Jie-
4e6HO-NPOPHNAKTHYECKHX MENHUMHCKHX YUPEXKACHHAX B 3AKPbITOM MOMELIEHHH B CYXOM
MECTe, BAAIH OT NPAMBIX COMHEUHbIX ay4eH, npu remnepatype ot 10°C a0 30°C u oTHoCH-
TeNILHOH BNAXHOCTH He Gonee 80%, B COOTBETCTBHHM C HHCTPYKLHEH HA MEAHLIMHCKOE H3]e-
Jne.

Cpok coxpaHeH!s CTEPHILHOCTH MEAHLMHCKHX H3ENHH NoCe CTEPHIH3ALMH — 0 5 NET, HO
He Gonee cpoka roaHOCTH BNOXKEHHOTO MEAHUMHCKOro M3fenus v He Gonee ocTaBuwierocs
CpPOKa rOAHOCTH MaTepHala yiakOBOYHOTrO.

YCJIOBUA TPAHCITOPTHPOBAHUA U XPAHEHUA. TpancnopTHpoBKa H3aenus
MOXET OCYUIECTBAATLCA BCEMH BHAAMH KPbITHIX TPAHCMOPTHLIX CPEACTB B COOTBETCTBHH C
Tpe60BaHUAMH W MPaBHIAMH NMEPEBO3KH IPy30B, AEHCTBYIOLIWMH HA JAHHOM BHIE TPaHC-
nopta. Ilpu TpaHCNOPTHPOBKE HE ROMKHBI HAPYLIATLCA YCIIOBHS XPAHEHHSA.

Marepuan ynakoBouHbi#f JOKEH XPaHHTBLCA B YNAKOBKE NPEANPHATHA-H3ITOTOBHTENS B CYy-
XOM MeECTe, Ha PaCCTOAHHH He MeHee | M OT HarpeBaTeNbHbIX MPHGOPOB NPH TEMMEPATYpe OT
+5°C no +40°C ¢ oTHOCHTeIbHO#H BNaXXHOCTH He Gonee 85% 8 Teuenue Bcero cpoka roaHo-
cty. [pH 4aCTHYHOM PacXOL0BaHHH OCTaTKH MAaTEPHAIOB YNIAKOBOYHBIX AOMKHBI XPAHHTHCA
B YHCTBIX MOMECIUICHHAX MPH aHANOrU4YHbIX ycnoBuAX. He pomyckaerca ucnons3obaHue uise-
Jinii NO HCTEYEHHH CPOKa UX FORHOCTH.

YTHJIM3ALIMA. HUsaenns, npuilealune B HEMPHIOAHOCTb, B TOM YHC/IE B CBA3H C HCTeue-
HHUEM CPOKa FOJHOCTH, a TaK)Ke NPH HapYLIEHHH LIENOCTHOCTH YNAKOBKH, MOMIEXAT yTHIH-
3aLUMHK Kak OTXOAB! kiacca A B cooTBeTCTBHH ¢ TpebGoBanuamu CaulluH 2.1.3684-21. Uc-
NOJb30BaHHBIE H3/IEJINA OTHOCATCA K OTXO/IaM KJIacca A H YTHIM3HPYIOTCA B COOTBETCTBHH
¢ TpeGoBannamu CanlluH 2.1.3684-21.

FAPAHTHHAHBIE OBSA3ATEJILCTBA. IMpoussoautens (H3rOTOBHTEINb) rapaHTHpYeT
COOTBETCTBHE Kau€CTBa MAaTEPHala yMaKoBOYHOro TpeGOBAHHAM HacToAlleld TeXHHYECKOi
NOKYMEHTaUMH TPH COONI0OIEHHU NPABHA HCNONb3OBAHHA, TPAHCNOPTHPOBAHHA M XPaHEHHS.
be30nacHOCTb M Ka4eCTBO H3AENHUSA rAPAHTHPYIOTCA B TEUEHHE BCErO CPOKA NOAHOCTH.
[Mpou3soauTENb OTBEYAET 32 HEAOCTATKH H3AEANA, 32 HCKUTIOUEHHEM Ae(eKTOB, BOSHHKILUX
BCNIEJICTBHE HApYLIEHUs MPaBWI MO/1b30BaHHA, YCIOBUA TPAHCMOPTHPOBAHHA H XPaHEHHH,
160 aeliCTBUA TPETbUX JIHLL, NH60 HENPEOJONHMON CHIIBI.

Homep peructpaunonHoro yaocrosepenus PIH XXXX/XXXX or XX. XX. XXXX.
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[pH BO3HUKHOBEHHH HEXENATERbHOTO ABNEHHA, HMEIOWETO NPU3HAKK HeGNaronpUATHOro
co6bITHA (HHUMACEHTA), HeOOXONHMO YBEIOMUTH O HEM YTONIHOMOYEHHOIO NPeACTaBUTENS
npoussoauTens Ha Teppuropuu PO: OO0 «BH IMntoc», Poccusa, 194292, r. Cankr-llerep-
6ypr, BH. Tep. r. MyHHuMnanbHbift okpyr Cepruesckoe, nep. 6-i Bepxuwii, a. 12, nutepa
A, vactb noM. 5.3.1. Ten.: +7 (812) 309-36-62; e-mail: beplusiibeplus.spb.ru
[TpoussoauTeb (H3TOTOBHTENb) MEAHUMHCKOTO H3aenua: AHbxoi KonuepH INekemx Ma-
tepuan Ko., JIta., Kurait (Anhui Konzern Package Material Co., Ltd., China). Ho.7, CyH
Xya L3au Poag, Li3annans Helo HinacTpu 3oxa, Banbuwsan, Unuxkoy, npoBHHLUKA AHBXOI,
Kuraii (No. 7, Song Hua Jiang Road, Jiangnan New Industry Zone, Wanjiang, Chizhou,
Anhui Province, China).

I:E OO6paTHTECh K HHCTPYKLUHH MO NPHMEHEHUIO
® Hcnonb3oBaTtb TONLKO OAMH pa3

@ He ucnonb3oBath NpH NoBpexaeHHH YNaKOBKH
“ IMpou3soauTesb, €ro HAMMEHOBAHKE H aZpec
& Jlata u3rotoBneHus
Koa naptiu

g Hcnons3osath 10

X ~atnc

PE-HD

bepeus or Bnaru

TemnepatypHbiii Avana3oH ot +5°C ao +40°C

5%

$ )
L
, Jlnana3zos saaxHocTH ot 0% xo 85%
0w
MarepHan ynakoBkH — NOJIMITHIEH BbICOKOHA IIOTHOCTH

HHCTPYKUHA N0 NPUMEHEHHIO MEIMUMHCKOrO H3aenus «Marepuan ynakoBo4Hbli B pyJio-
Hax OZHOPa30BHIft A cTepunm3auuy MeanunHckux usnenuit DENTAL FORMULAY Boi-
MyCKaeTCA BIEpBhIE.

Bepcua: 1.0 or 15.02.2024

'"-'f—"IVINE]G




S, AMNNOMUPOBaHHbI nepeBoAYMK Macnosa AHHa HuKonaesHa, BnafetoLy as
aHTNIMIACKMM, KUT aliCKUM M PYCCKUM $13bIKaM U, NMOoATBEPSCAAl0, UTO BbIMOMHEHHbIA

MHOIO Mepesoj MPUIO>KEHHOITo AOKYMEHTa ABMAETCA NpaBu/ibHbIM, TOYHLIM WU

MNOJSTHbIM.

[MepeBofuunK

cl’

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



Poccriickas Pepepanma
Canxr-Ilerep6ypr
OpEEEAADATOrC MAPTA ABE THICIIHE ABAANATL 9ETBOPTOIO rofa

A, Cepmmoxora Ejsena EsreHrenHa, BpeMeHHO HCHOJHSIOMAS 06A3aHHOCTH
- HOTapHyca HoTapHaarHoro oxkpyra Cankr-Ilerepfypr Bypuanxkmaa Marcrma JIsBoBHua,
CBHAETEJHCTBYI NOTAEHOCTS NOANNUCH mepepoauura Macmosoit Arrrt HukoaeBHEL

THoanmce caenana B MOeM OPUCYTCTBUH,
JIMgHOCTH MOAMUCABIIErO JOKYMEHT YCTAHOBJICHA.

BaperucTpupoBano B peecrpe: No 78/356-u/78-2024- #- /¢

¥Ynnagveno 3a coBepmeHre HOTAPHAILHOrO AelicTBEA: 600 py6. 00 Kom.

Hroro B macroameM JoKyMerTe
IIpommATo U CKPEeIUIEHO MeYaThIo

7 (cemn) sucTOB

BPHO HOTAPUYCA-
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Poccuiickas ®egepayus
CaHkT-lMeTepbypr
OAvHHaauaToro mapTa ABe ThiCAYM ABajuaTb YeTBEPTOrO

A, CepatokoBa EneHa EBreHbeBHa, BPeMEHHO WCMNOMHAKOWMNIA 0643aHHOCTM  HOTapuyca
HoTapuanbHoro okpyra CaHkT-lMetepbypr bypuankmHa Makcuma J1bBOBMYA, CBUAETE/LCTBYIO BEPHOCTT
KOMUMW € NpejcTaB/ieHHOro MHe JOKYMeHTa.

Nnctel 1-3 NpeacTaBneHHOro JOKYMEHTA ABMAKTCA KONUAMMU.

3apernctpupoBaHo B peectpe: No 78/356-H/78-2024-7-2014.

LieHUe HoTapuanbHoro geicteums: 1080 py6. 00 kon.

E.E.CepatokoBa

MpowunTo, NPOHYMEPOBAHO U CKPeneHo nevarbio 8 (BOCEMb) TMCTOB.

E.E.CepptokoBa
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CERTIFICATE

http://www.rzccpit.com/vce.hti

No. 241100M0/010002
THIS IS TO CERTIFY THAT: the seal of ANHUI KONZERN
PACKAGE MATERIAL CO.,LTD on the annexed DOCUMENT is
genuine.
ChiiiiH
Authorized _
) Gao Lichao
Signature:
114:  20247£-03/105
(Date: Mar. 05,2024)
It wfl - DU T il 3
r3 LU AI» N> s*» Illls m L fja pa Te  Te:
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JVED BY:
A Business Officer of Anh
a» 7. Song Hua Jiang Road. Ji
Wanjiang, Chizhou, Anhui Provirkd
fens + B6-556-5976903. sales6@ ked

Jin ZhJat_ . /3in Zhi Tai

INSTRUCTION FOR USE
on medical device:

Packing material in rolls disposable for sterilization
of medical devices DENTAL FORMULA

Imtial issue of operational documentanon (instructions for use) for medical device:
Tersion: 1.0 dated 15.02.2024

& 000 LUPMM &7 INFO@CIRMI.RU € WWW.G0SZDRAVNADZOR.RU
D

wbmd

%




1 Data on the medical device
1.1 Name of the medical device

Packing material in rolls disposable for sterilization of medical devices DENTAL FOR-
MULA, comprising:
L. Design versions:

1. Roll combined flat disposable DENTAL FORMULA RKP for steam and gas sterilization,
dimensions: width from 50 to 500 mm with a step of 5 mm, length from 100 to 200 m — from |
to 12 pes/pack.

2. Roll combined gusseted disposable DENTAL FORMULA RKS for steam and gas sterilization,
dimensions: width from 50 to 500 mm with a step of 5 mm, fold from 20 to 100 mm with a step
of 5 mm, length from 100 to 200 m - from 1 to 12 pcs/pack.

II. Shortened consumer instruction for use - 1 pc.

1.2 Manufacturer (producer) of the medical device

Manufacturer (producer) of the medical device: Anhui Konzern Package Material Co.,
Ltd., China, No. 7, Song Hua Jiang Road, Jiangnan New Industry Zone, Wanjiang, Chizhou, Anhui
Province, China.

Address of the manufacturing facility of the medical device: Anhui Konzern Package Material
Co., Ltd., China, No. 7, Songhuajiang Road, Jiangnan Industrial Concentration Area, Chizhou City,
247100 Anhui, P.R. China.

1.3 Purpose of the medical device

Packing material in rolls disposable for sterilization of medical devices DENTAL FORMULA
(hereinafter referred to as "packing material”) is intended for disposable use for finishing sterilization
of medical devices, maintaining sterility to the place of their use and observing aseptic properties.

1.4 Scope of the medical device

The field of application of packing material is sterilization of medical devices by the personnel
of medical and preventive institutions and medical organizations operating sterilization equipment.

1.5 Indications for use of the medical device

Gloves should be used during medical examinations, diagnostic and therapeutic procedures to
protect the patient and investigator from cross-contamination and when handling contaminated and/or
contaminated medical materials/products/surfaces.

1.6 Contraindications for use of the medical device

There are no contraindications and side effects of the medical device.
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1.7 Intended users of the medical device

The packing material can be used by various specialists involved in sterilization of medical
devices in medical organizations. The use of the packing material does not require special
qualifications or special education.

1.8 Operating principle of the medical device

The principle of action of a medicat device is to create a hermetic physical barrier between the
sterilized article and the external environment. The packaging material is permeable to sterilizing
agents, allowing them to affect the packaged articles, completely freeing them from pathogenic and
non-pathogenic microorganisms, including their spore forms, and impermeable to viruses, bacteria
and fungi of the external environment. Such a combination of properties of the packing material
allows to sterilize the packaged products and preserve it until the moment of their direct use. The
packing material is provided with chemical indicators of sterilization processes, reacting to one or
more critical variables of the sterilization process and allowing to distinguish sterilized packaged
articles from unsterilized ones. Thus, the medical device provides prevention of nosocomial
infections in patients and personnel of medical and preventive institutions.

1.9 Application conditions of the medical device

The packing material is used in therapeutic or therapeutic-preventive medical institutions in a
closed room in a dry place, away from direct sunlight, at temperatures from 10°C to 30°C and relative
humidity not more than 80%, in accordance with the instructions for the medical device.

1.10 Classification of the medical device

In accordance with the Regulation (EU) 2017/745 - Class L. In accordance with the Order of the
Ministry of Health of the Russian Federation Ne 4n dated 06.06.2012. "On Approval of Nomenclature
Classification of Medical Devices" - class 1.

1.11 Shelf life of the medical device
The established shelf life of the medical device is 5 years.

2 Instruction for use of the medical device

Before packaging medical devices, the packing material is inspected to check its integrity and
assess its suitability with regard to the expiration date (final date of use). It is forbidden to use the
packaging if it has holes, tears in the material, foreign inclusions, violations of seam integrity, signs of
wetting (warping, streaks).

The rolls are used to prepare bags of such size that the sterilizable medical device can be placed
freely and occupy approximately % of the inner volume of the bag, With the help of special cuiting
devices cut sections corresponding to the length of the products to be packed, taking into account the
reserve for free placement of the product and the width of seams.

Attention! Since all inscriptions and other markings, including information on the date of
sterilization, may be indicated on the package only outside the area where the sterilized items are
placed, it is recommended to leave a free margin of 1.5-2 cm behind the seam for applying such
information.
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designed for sealing medical sterilization packaging materials. The width of the heat seam must be at
least 6 mm. A properly made heat-seal seam must be at least as strong as the finished side seams, and
the paper and plastic film must not be burned.

The clean, dry, pre-sterilized, pre-sterilized, washed and dried medical devices to be sterilized
shall be placed in optimally sized bags made from rolls as described above. The bags should be filled -
to no more than % of their volume to avoid tearing during sterilization. Medical devices that have a
working and a non-working part {e.g. surgical instruments} are placed in the bag with the non-working
part facing towards the opening of the bag. To minimize the risk of damage to the package by the edges
of stabbing and cutting instruments when packing them, gauze, cloth or paper napkins are used to wrap
sharp parts of the product.

Before closing the packages, remove as much air as possible from them by ironing the package
by hand in the direction from the closed end to the open end.

The unsealed side of the pouches packed with sterilizable articles shall be sealed by heat
welding, using approved heat-welding machines designed for sealing medical sterilization packaging
materials. The width of the heat seam must be at least 6 mm. A properly executed heat seam should be
at least as strong as the finished side seams and the paper and plastic film should not be burned.

To facilitate sealing of packages, additional space should be provided between the product and
the sealed edge on the filling side, ensuring a distance between them of at least 30 mm. In order to
avoid creasing during the heat-welding of the double package, an additional 20-30 mm length
allowance should be left on the outer package.

Bags with sterilizable articles, especially heavy ones, are packed in sterilization baskets,
cassettes, pallets and stacked vertically ("sideways"). The rule "paper to paper, film to film" shall be
observed when placing combined bags side by side.

Sterilization of products is carried out in accordance with the established procedure in
accordance with the current regulatory documentation and according to the operating instructions.

During sterilization processing there is a visually discernible change in the color of the chemical
indicator for the corresponding method of sterilization, applied to the packaging material, which
indicates the fact of sterilization by this method and allows to distinguish the sterilized product from
non-sterilized. Full or partial preservation of the original color of the indicator, indicates non-
compliance with the required conditions of effective sterilization. Medical devices with indicators that
have not reached the final state are considered non-sterile and are not subject to repeated (additional)
sterilization.

Packages on or in which there are moisture residues after sterilization by steam method,
immediately after sterilization shall be dried, without opening, in a desiccator or air sterilizer at a
temperature not exceeding 85°C.

After sterilization and before direct use sterilized products are stored in sealed bags in closed
cabinets in clean dry rooms, at a temperature of +5 ° C to +40 ° C and relative humidity of 30% to
50%, avoiding direct sunlight and moisture.

Packages are opened by cutting off the edge of the package or by delamination. To do this, the
loose ends of the paper and film are clamped with fingers and the adhesive seam is torn.

One side of the roll section is sealed by heat welding, using approved heat-welding machines ‘

3 Warning and precautions

. The product is intended for single use only.
. Do not use a damaged product.
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. Do not use a wet or damp product.

* Use of the product does not require special qualifications or special training.

. Do not use the product after its expiration date.
. Sterilization of packaged medical devices is carried out in sterilizers approved in the established
order for use, in accordance with the current regulatory documentation for the sterilization
method used and in accordance with the operating instructions for a particular type of sterilizer.
. Packages, on or in which there are moisture residues afier sterilization by steam method,
immediately after sterilization dried, without opening, in a desiccator or air sterilizer at a

temperature not exceeding 85 © C.

4 Specifications of the medical device

Rolls combined flat are flat sleeves made of medical paper (opaque side) and transparent polymer
film (transparent side), joined together by thermal and/or adhesive seams on two sides (side seams).
The paper side or the outer side of the sleeve film is appropriately Iabeled, as well as chemical

indicators of class 1.

In rolls combined with a fold, the increased surface area of the film is collected in folds on the

edges of the roll, which allows to place inside the bulk sterilizable products.

Sterility preservation period of medical devices after sterilisation - up to 5 years, but not more
than the shelf life of the enclosed medical device and not more than the remaining shelf life of the

packaging material.

Dimensions of the medical device are shown in Table 1.

Table 1 — Dimensions of the medical device:

Dimensions
Design version Width, W, mm Fold height, H, mm Length, L, m
from| to |]step| from to step ﬁ': to |step
1. Roll combined flat disposable
DENTAL FORMULA RKP 01300 51 - - - |100]200] S0
2. Roll combined gusseted disposa-
ble DENTAL FORMULA RKS 50 | 500 | S 20 100 5 100 | 200 | 50

Along one edge of the rolls on the paper side there are chemical indicators of class 1 according
to ISO 11140-1 for the respective sterilization methods, which change their color after sterilization:
s for the steam method of sterilization, blue with an explanation that it tums gray-black after

steam treatment;

¢ for the gas method of sterilization (using ethylene oxide) - pink, with the explanation that
after treatment with this agent it becomes yellow;
» for the gas method of sterilization (with the use of formaldehyde) - crimson color with the
explanation that after treatment with this agent it becomes green (color shade can be from

. green to gray-green).

Full or partial preservation of the original color of the indicator indicates non-compliance with
the required conditions of effective sterilization. Medical devices with indicators that have not reached

the final state are considered non-sterile and are not subject to repeated (additional) sterilization.
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5 Transportation, storage and disposal conditions of the medical device ‘

5.1 Transportation conditions

The transportation of the device may be made by all means of transport (sea, land, railway or air
transport) according to the rules of transportation, which are applied to such means of transport. During
transportation, the storage conditions should not be violated. .

5.2 Storage conditions

Packing material should be stored in the packaging of the manufacturer in a dry place, at a
distance of at least 1 m from heating devices at a temperature from +5 ° C to +40 ° C and relative
humidity not more than 85% during the entire shelf life. In case of partial consumption the remains of
packaging materials should be stored in clean rooms under similar conditions.

5.3 Disposal conditions

Products that have fallen into disrepair, including due to expiration of their shelf life, as well as
in case of package integrity failure, shall be disposed of as Class A waste in accordance with the
requirements of SanPiN 2.1.3684-21.

Used products are classified as Class A waste and disposed of in accordance with the
requirements of SanPiN 2.1.3684-21.

6 Information on packaging of the medical device
Packaging provides protection from mechanical and climatic factors during transportation and
storage.
Packing material should be packed in bags made of polymeric materials, or wrapped in plastic
film (including stretch film). Packaging material in group packing should be packed in a transport box
made of corrugated cardboard, the transport packaging is glued with adhesive tape.

7 Scope of delivery of the medical device

The delivery set of packing material includes group packs of products in transportation containers
and shortened consumer instruction for use, which defines the purpose and conditions of use of mate-
rials.

In a group package the packing material is included in the quantity from 1 to 12 rolls.

8 List of national standards, applied by manufacturer (producer) of the medical device
Table 2 — List of standards applied by the Manufacturer.

Index Name

I1SO 9001:2015 Quality Management Systems. Requirements.
. Medical Devices. Quality Management Systems,

1SO 13485:2016 Requirements for Regulatory Purposes.

EN ISO 14971:2019 | Medical Devices - Application of Risk Management to Medical Devices.
. Medical Device-Symbols to be used with information to be supplied by

150 15223-1:2021 the manufacturer - Part 1: General Requirements

ISO 11140-1:2014 | Sterilization of medical products. Chemical indicators. Part 1. General

requirements
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Packaging for medical devices subject to final sterilization. Part 1. Re-
ISO 11607-1-2019 | quirements for materials, sterilization barrier systems and packaging sys-
tems

9 Manufacturer’s warranty

The manufacturer (producer) guarantees the conformity of the quality of the packaging material
to the requirements of this technical documentation in compliance with the rules of use, transportation
and storage.

Safety and quality of the product are guaranteed during the entire shelf life.

The manufacturer is responsible for defects of the product, except for defects resulting from

violation of the rules of use, transportation and storage conditions, or the action of third parties, or force
majeure.

10 Data on Authorized representative of the manufacturer

Please contact the Authorized representative of the manufacturer for any and all purposes,
related to circulation of the medical device on the territory of the Russian Federation:
“BE PLUS” Company Limited (“BE PLUS” Co., Ltd.)
Russia, 194292, St. Petersburg, ext. ter. c. municipal district Sergievskoe, 12, 6-y Verkhniy pereulok,
litera A, part of office 5.3.1.
tel. +7 (812) 309-36-62

beplus@beplus.spb.ru
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TTepesod ¢ an2nuticko20 u KUMACK020 RILIKOE HA PYCCKUY ALK

CepTHdukar

Kuralickuit KOMHTET COEHCTBHS Pa3BUTHIO MEXAYHAPOAHOH TOProBIH

Kuraiickuit koMuTeT copeficTBHA pa3BUTHIO MEXKIYHAPOAHOH TOProBI/IH ABILETCA
KwuTaiickoil MexayHapoaHoOH TOproBoi nanato#
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KuTalcknii KOMUTET COfeCTBMUSA PasBUTUIO MEXAYHAPOAHO TOProBn
KuTtaiickas MmexayHapogHasa Toprosas nanarta

02280498

CepTugumkar

/QR kopg/
Ne 241 HOOBO/010002

HACTOSALLUM NOATBEPXAAETCHA, UTO neuatb komnaHun «AHbXOWM KOHLIEPH MEKEOX
MATEPUWAN KO., NTA4.» (ANHUI KONZERN PACbCAGE MATERIAL CO., LTD.) Ha npunoxeHHOM

OOKYMEHTE sBnseTcs NOAINHHOIA.

/HaknagHasi neyatb: CepTudukaumna™
KuTtaiicknii KOMUTET COAencTBUSA
pasBUTUIO MeXAyHapoaHoi Toprosaun/

[Meyatb: CepTudukayms * Kutanckuii Komutet
COAENCTBMSA PasBUTUIO MEXAYHAPOAHON TOProeaun/ - 2 L.

KuTaickuii KoMUTeT cofeiicTBrs
pasBUTUIO MEXAYHapOLHOR TOProBu

rlo,qHMCb YMNO/THOMOYEHHOI0 Ninua:
/Mopgnuce/

Mao JZlnuvao (Gao Lichao)
[Jata: 05 mapTta 2024 T.

Be6-caiiT 4na npoBepku AaHHoro ceptudukata: http://\vvv\v.rzccDil.coin/validate Innil
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YTBEPXIAEHO:

I'aasBaeiii KoMMepuecknii AnpexTOp

Anbxoif Konnepn Ilexexs Matepnax Ko., Jita.

(Ho.7, Cyn Xya Li3an Poan, Lizannans Heio Hupactpu 3oma,

Banbiisn, Ynroxoy, nposunums AHbxoit, Kuraif)

Moanucey/ r-u Liznus Yoxwu Taii /

Meuars: AHBXON KOHLIEPH NEKEDK MATEPHAJI KO., ITAL.
(ANHUI KONZERN PACKAGE MATERIAL CO., LTD.) -2 wrr.

HHCTPYKIIHMA 110 IPHMEHEHHIO
MEJHIHHCKOrO H3ACNHA:

Marepran ynakoBouHblil B pyJI0HaX OAHOPA30BbIi A5 CTEPUIAHIALUH
meanunnckux u3aeant DENTAL FORMULA

Ilepsonauanoubiii 8xnyck IKCNYAMAYUOHHOU QOKYMeRmMayuu (UKCMPYKYUU No NPUMEHEHWIO)
Ha Meduyuncxoe usdenue: Bepcua: 1.0 om 15.02.2024
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1 CBeaeHns 0 MEAHIIHHCKOM H3AeAHH ’
1.1 HaumenoBanue ‘
Marepnan ynaxkoBo9HBIH B pYJNOHAX OXHOPA3ORbLIH AMS CTEPHAM3AUHH METHUAHCKHX
maneanii DENTAL FORMULA, B cocTaBe:
1. BapraHTH HCHIONMHECHHEA!
1. Pynon xoMOunuposanusii naockuii ognopasosmii DENTAL FORMULA PKIT ans ~
MapoBoi M ra30BOH CTCPHIM3AUMH, pasMepsl: MIHpHHA OT 50 n10 500 MM ¢ waroM 5 MM,
JmHa ot 100 ao 200 M — ot 1 no 12 wr./ym.
2. Pynou xomGnHApoBanHbIi co cknaakoi oanopasosslit DENTAL FORMULA PKC ans
napoBoi ¥ ras’oBoii CTCPHIN3ALMH, pa3Mephl: IWHpHHA oT 50 a0 500 MM ¢ maroM 5 MM,

cknanxa ot 20 no 100 MM ¢ mwarom 5 MM, anuHa ot 100 a0 200 M — ot 1 o 12 wt./yn.
II. CokpatiteHHas NOTPEOUTENLCKAR MHCTPYKUMSA 110 IPUMEHEHHIO — | 1T,

1.2 TlponssoauTent (H3IrOTOBHUTEIL)

IIpon3BoauTens (H3roToBHTENL) Meaumuuckoro Higeausa: Anhui Konzern Package
Material Co., Ltd., Kurait, No. 7, Song Hua Jiang Road, Jlangnan New Industry Zone, Wanjiang,
Chizhou, Anhui Province, China.

Mecmo npoussodcmea meduyurcxozo usoeaus: Anhui Konzern Package Material Co., Ltd.,
Kuraii, No. 7, Songhuajiang Road, Jiangnan Industrial Concentration Area, Chizhou City, 247100
Anhui, P.R. China,

1.3 Haznauenue

Marepnan ynaxoBo4Hsli 8 pyJIOHaX OAHOPA3OBHI A/ CTEPH/H3ALMA MEAUIHHCKHX H3ACTHH
DENTAL FORMULA (manee mo TeKCTYy «MmaTepHan YNakoBOYHHIM») NpeiHasHayeH and
OAHOPA30BOT0 HCMOMB3OBAHKA NPH (PHHHIIHON CTEPHIH3IANMHE MEIHUHMHCKHX H3Aenul, COXpAHCHHH
CTEPHIBLHOCTH 0 MECTa HX HCTIONB30BAHHS H COONIOACHHUH acenTHUESCKHX CBOKHCTB.

1.4 ObsnacTs npaMeneHns

O6nacTe NpUMCHEHHs MaTepHala YMAKOBOYHOIO — CTEPHAN3ALHA MCAHUHHCKMX M3Jenui
nepcoHanoM  sieve0HO-NpO(UIAKTHYECKHX YUPeXIACHHH H  MEAHUMHCKHX  OpraHH3anuii,
IKCILTYATHPYIOMUX CTepHIH3aNHOHHOE obopyaoBaHe.

L5 IToka3aHHR K NPHMEHCHHIO

TTokasaHWAMH K MPHMEHEHHIO MEAULIHHCKOrO M3JENHA ABNACTCA HEOGXOAMMOCTD CTEpHAH3a-
HWH MEIHIMHCKAX U3JeNHit, COXpAHEHHA CTEPUNLHOCTH A0 MECTA HX HCMONL3OBAHUA H cobmoaeHHA
acenTHUeCKHX cBolicTB. Ucnonb3opaHue MarepHana ynakOBOYHOTO B MEJHIIMHCKMX OPraHH3alMsaxX
ABNAETCA 00A3aTENBHBIM TPeOOBAHHEM.

1.6 llpoTuBonokazannsg H noounbie 3¢gdexrn

IpotuBONOKa3aHKA H NOGOYHBIE 3PHEKTH MEANLHHCKOIO U3AEIHA OTCYTCTBYIOT.
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1.7 NMpexycmoTpennbie NOJIb30OBATEIH

Marepnan ynakoBouHbIi MOXET  HCNONB3OBATBCA  PA3NMYHLIMH  CEIHANHCTAMH,
3aAeHCTBOBAHHBIME NpPH TPOBEJCHUH CTEPHIH3AUMH MCEAMIMHCKHX M3MeMME B MEIMIHHCKHX
opraxn3aumax. I IpuMeHeHHE MaTepHaa YNIakOBOYHOrO He TpeOyeT celHalbao0l KBaTHPRKAAN HIH
ClelHaIbHOro 06pa3oBaHHs.

1.8 lMpanmmn xeficrean

[Npunuun pefcTBUS MEOHHWHCKOTO H3ACNHA 3aKMIOMaeTCd B CO3JAHHHM FEepPMETHMHOrO
¢buauvueckoro Gapbepa MEXAY CTCPHAH3YCMbBIM H3ACTHEM H BHCMHCH OKpyxaiome#t cpemoif.
MartepHan ynakoBOYHBIH ABJIACTCS NPOHHUAEMBIM IS CTCPHIM3YIOUMX ArcHTOB, MO3BOMAA HM
BO3/IeHCTBOBATL HA YNAKOBaHHBIC H3ACIHA, MONHOCTBIO OCBOOONAAA HMX OT NATONCHHBIX M
HENATOreHHBIX MHUKPOOPTaHH3MOB, B TOM 4HCJE MX CIOPOBBIX GOpM, M HEMPOHHLACMLIMH IS
BHpYycoB, Gaktepufi u rpubos suewne#i oxpyxatomeid cpeant. Ilonobroe coueranme cBoiicTs
MaTepHana YNakOBOYHOIO MO3BOJAET OCYLIECTBHTL CTCPHAM3ALMIO YNAKOBAHHRIX H3ACHHA H
COXpaHHTh €€ 10 MOMEHTa MX HEMOCPeACTBEHHOTO HCNOAL3OBaHHA. Marepuan ynakoBOMHBIN
CHa0XeH XHMHYECKHMH HHAMKATOPAMM TIPOHECCOB CTEPHIM3AIHH, PearHpYIOMMMHE HA OHH HIIH
HCCKOJIBKO KPHTHYECKHX MEPEMEHHLIX CTEPHAM3ALHOHHOINO MPOLECCa H NMO3BONMIONHX OTIHYHTH
CTEPUTH30BAHHEIC YIIAKOBAaHHBIE H3JAENHUA OT HECTEPHIH30BaHHBIX. TakuM 06pazoM, MeJUIHHCKOE
usgenue obecneunsacT NpoQUNRKTHKY BHYTPHOONBHMYHBEIX HHGeXumil y NalMEeHTOB M NepcoHana
Ne4eOHO-NPOOUNAKTHYECKHX YUPSKICHHUIL.

1.9 Yenosus npuMeHeHHS MeJRITHACKOTO0 H3jeNuA

Marepuan ynakoBOMHBIE NpPHMEHAIOT B JIeYeOHBIX WM NeueOHO-NMPOdHUNAKTHISCKHX
MEAHLHHCKHX YUPEXKNCHHAX B 3aKPHITOM MOMEIICHHH B CYXOM MECTe, BIAJIHM OT MPAMEBIX CONHETHBIX
nydeit, opu Temneparype ot 10°C mo 30°C m orHOocurensHolM BnaxrocTH He Gonee 80%, B
COOTBETCTBHE C HHCTPYKUUEH HA MCAHUHHCKOC H3AC/MHE.

1.10 Puck npumeneHns

HoTeHuManbHBIH PHCK NPAMEHEHHUA MaTEpHAIa YNAKOBOYHOTO B COOTBETCTBHN C PernaMenToM
(EC) 2017/745 — xnacc L. B cootserctsuu ¢ Ilpuxazom M3 P® Ne 4m ot 06.06.2012 r. «O6
YTBEPK/ICHHH HOMEHKNATYPHOH KnacCHPHKAIHH MEAMIMHCKHX H3nennii» — knacc 1.

1.11 Cpox roanoctn

YCTaROBNEHHBIH CPOK FOAHOCTH MEAMLHHCKOrO H3/ETHA COCTABNAeT 5 Jier.

2 llopanox npaMeHeHNs MeARMHHCKOTO H3AeaHs

Ilepen ynaxoBbiBaHHeM MEAMUMHCKHX H3JNCHHI MAaTepHai YNAKOBOYHMI OCMATPHBAIOT,

- TPOBEPAA LENOCTHOCTD, OLEHHBAIOT €r0 MPHIOZHOCTH ¢ YYETOM CpOKa FORHOCTH (KOHEYHOM AarTel

MCNONE30BAHKMA). 3aNpeInacTCs HCNONbL30BATh YMAKOBKY, €C/IH B Hel OOHAapyXeHH OTBEpCTHA,

pasphiBH MaTepHaNa, MOCTOPOHHHE BKMIOYEHHA, HADYINEHHA NEOCTHOCTH IUBA, CACAH HAMOKAHHA
(xopobnenne, pa3Boanl).

H3 pynoHOB npeaBapUTENILHO FOTOBAT MAKETHl TAaKOro pasMepa, YTOOH CTEpHIN3yeMoe

MEARIHHCKOS H3Je/Me pasMEmanocs CBoDOAHO M 3aHAMANO MpHMEpHO Y% BHYTpeHHero obneMa
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naketa. C noMoipio CNELHANBHBIX PEXYIIHX YCTPOHCTB Hape3alOT OTPE3KH, COOTBETCTBYIOLIHE |
JUIMHE H3/IE/HH, NO/UIEXKALIMX YITAKOBBIBAHHIO, C YYETOM 3anaca Ha cBoOOAHOE pa3MeLIeHne H3NEeus
H LIMPHHY LIBOB.

Buumanue! Ilockonbky éce naonucu u uHvie nomemxu, 6 mom yucne ceedeHus o oame
cmepunusayuy, OONycKkaemcs ykasbiéamb HA YNako6Ke MONbKO 6He 30HbL  paAIMewjeHus
Cmepunu3yemMbix u30enu, ONa HaHeCeHUs makou UHGOPMayuu pexomMeHOyemcs 0Cmasisims 3a WEoM
c80600n0e none Onuno 1,5-2 cm.

Onny cTopoHy oTpe3ka pyJioHa 3ane4aThbiBaloT TePMOCBAPHBAHHEM, HCIOJIb3Yys pa3pellieHHbIE K
NPUMEHCHHIO TEPMOCBApOYHbIC annaparbl, NpeAHa3HAYEHHbIE I 3aMauBaHHA MEAWLHHCKUX
CTEPHJIM3ALHOHHBIX YNIaKOBOYHbIX MaTepHaioB. LllupuHa TepMowmBa nomkHa 6bITh HEe MeHee 6 MM.
ITpaBHIbHO BBHINOHEHHBIA TEPMOLLOB AOMKEH OBITh HE MEHEE IPOYHBIM, YEM FOTOBBIE GOKOBBIE LB,
npu 3ToM GymMara H NoJMMEpHas NJEHKa He JOJDKHbI ObITh IPOXIKEHBI.

[loanexaluue CTEpUNM3AUMH YMCTBIE, CYXHE HW3JIeNHsA, MpPEABAPUTENLHO TOABEPrHYTHIE
NpeACTEPHIN3AUHOHHON OUHCTKE, BLICTHPAHHOE H BLICYLIEHHOE OMepalHOHHOE GeNibé MoMELIaoT B
ONTHMANBLHO NMOAXOAALIME MO pa3sMepy MAaKEThl, H3rOTOBJEHHBIE U3 PYIOHOB, KaK OIHCAHO BBIilE.
[lakeTs! cnenyer 3anonHATL He Gonee ueM Ha % ux o6beMa, BO M3bexaHHe pasphlBa BO BpeMs
CTEepHNIH3alMH. MeaMuMHCKHE H3IenHsa, HMmelowMe paboyyio M Hepabouylo 4acTH (Hanmpumep,
XHPYPrHYeCKHA MHCTPYMEHT), MOMELIAIOT B MAKET TakK, 4To6bl Hepabouas yacTh Obuia oOpateHa B
CTOPOHY BCKDBITHA NakeTa. i1 MHHHMH3aLMH pHCKa NOBPEXICHHS YIAaKOBKH KPOMKAMH KOJIOLIMX
H PeXYIMX HHCTPYMEHTOB IIPH HX YNIaKOBBIBAHHH IIPHMEHSAIOT MapJieBble, TKAHEBbIE HIIH OGyMaXKHblie
candeTky, KOTOPbIMH 0060PauHBalOT OCTpPbIE YaCTH H3AEIHS.

Ilepen 3akpbiBaHHEM MAaKETOB M3 HHUX CIEAYET YJAJIMTh Kak MOXHO Oosiblie Bo3ayXa MyTem
NpornaXuBaHHs NaKeTa pyKoH B HaNpaBJICHHH OT 3aKPBITOTO KOHLA K OTKPLITOMY.

HesaneyaTaHHyl0 CTOpOHY MNaKeTOB, YKOMIUIEKTOBAaHHBIX CTEPHIM3YEMBIMH H3JEAHAMH,
3arneyaTbiBalOT TEPMOCBAPHBAHHEM, HCMONB3YyS paspellieHHbIE K MPUMEHEHHIO TEePMOCBapOYHbIE
annaparel, NpeJHa3HaYE€HHbIC IS 3aNaHBaHHA MEIHUMHCKHX CTEPHIH3AllMOHHBIX YNAKOBOYHBIX
martepHanos. lllupuna TepMoliBa 10MKHA ObITH He MeHee 6 MM. [IpaBUIIbHO BBINOIHEHHBIH TEPMOLIOB
JOKEH ObITHL He MEHEE MpPOYHBIM, Y€M rOTOBble GOKOBbIE LIBbI, MPH 3TOM Oymara WU NOJHMEpHas
IUICHKA He JOJDKHBI ObITh MPOXIKEHBI.

Jna obneryeHns 3aneyaTbiBaHHsA YNMaKOBOK HEOOXOAMMO NpeaycMOTPETb AOMOJHHUTENbHOE
MPOCTPAHCTBO MEXAY H3AEJIHEM H 3aneyaThiBAEMbIM KpaeM CO CTOPOHbI HamojHEHHS, obecrnevus
paccTosHHe Mexay HUMH He MeHee 30 mM. JIna uckmoueHHs oOpa3oBaHHA CKIaOK B mpouecce
TEpPMOCBapHBaHHs ABOHHON YNaKOBKM y BHEIIHETO NAaKeTa OCTABJAIOT JOMOJHHTENbHBIHA 3anac 20-30
MM 10 JUIHHE.

Crepunu3auuio H3AeNHil OCYLIECTBAAIOT B YCTAHOBJEHHOM IOpAAKE B COOTBETCTBHH C
JeACTByIOWEH HOPMATHBHON NOKYMEHTALMEN H COrjlaCHO HHCTPYKLMH MO 3KCILTyaTallHH.

Ilpn crepunuzauuonHof 06paboTke MPOMCXOOHT BHU3YalbHO Pa3HYMMOE HU3MEHEHHE LIBEeTa
XMMHYECKOro HHAMKAaTopa Ui COOTBETCTBYIOLIEr0 METOJa CTEPH/IH3AaLHH, HAHECEHHOro Ha
YNaKOBOYHbBIH MaTe€pHaJl, YTO CBHACTENLCTBYET O (aKTe MPOBEACHUA CTEPHIN3ALMH AaHHBIM METOIOM
H N03BOJIAET OTJIMYHTH NMOJBEPrHYTOE CTEPHIM3ALIMH H3/IeHE OT HECTEpHAH30BaHHOro. [TonHoe uau
YaCTMYHOE COXpPaHEHHE MCXOAHOro LBETa MHIMKATOpa, CBHIETENLCTBYET O HECOOMIOAEHHH
TpebyeMbIX ycnoBuil 3¢¢eKTHBHOH CTepHIH3aUMH. MEQHUHHCKHE H3MENHA C MHAMKATOpaMH, HE
JOCTHIIIMMH KOHEYHOTO COCTOSAHMSA, CYMTAIOTCA HECTEPHW/IbHBIMH H HE MOAICXKAT MOBTOPHOIA
(IONONMHUTENBHON) CTEPHIIH3ALIMH.
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Ynaxoexu, na unu @ KOMOPLIX UMEIOMCR OCMAMXU B6AA2U NOCRE CMEPUAUIAYUU NAPOBHIM
MEMOOOM, HEnOCPEOCMEERHO NOCAE CMEPURU3AYUN NOOCYMUBAIOM, HE GCKPYUIBAR, @ CYUIURLHOM
wxagy unu 6 6030YUHOM Cmepunuzamope npu memnepamype ne evie 85°C.

[Tocne nmpoBeaeHMA CTepWIH3aALMKE H A0  HENOCPEACTBEHHOrO  HCIONB30OBAHHA
NIPOCTCPH/TH3OBAHHEIE M3ACNNS XPaHAT B 3alleYaTAHHLIX MAKeTaX B 3aKPHTHIX mMKadax B YHCTHIX
CYXHX MOMELICHUAX, NpH TeMnepatype oT +5°C no +40°C u oTtHOcHTERBHOM BIaxHOCTH OT 30% N0
50%, u3beras po3aeHCTBHA MPAMBIX CONHEUHEKIX Jy4ell H MONAanaHKUA Bary.

[TakeTn! BCKpHIBaIOT, cpe3ad Kpait nakera Mu6Go pacciauBaHKHeM. [ 3TOro cBoGOAHEIE KOHIH
OyMaru ¥ IUIeHKH 32KMMAIOT NanblaMi H pa3phIBAIOT KeeBoi LIOB.

3 MIpeaynpexaenns H MEPL] RPEAOCTOPORHOCTH

Wsnenue npeaHasHAYEHO TOTLKO A4 ONHOPA3OBOro NIPUMEHEHHS;

He ucnons3oBarh NOBPEKACHHOE H3AEHHE.

He ucnons3oBath MOKpOE HITH BIAKHOS H3JICITHE.

[lpumenenne w3genus He Tpebyer crnenManbHOd KBAMMGHKAUMH HAH CHELHANLHOTO

obpazoBaHus.

He nonycxaercs uenosb3oBaHne u3zneuit o HCTEHCHHH CPOKA HX TOJHOCTH.

. Crepuim3anuio yNakOBaHHHX MCAHLIMHCKHX HIACNHA OCYIIECTRISIOT B CTEPHIN3ATOpAX,
Pa3pellicHHLIX B YCTAHOBJICHHOM NOpAIKE K NMPHMEHEHMIO, B COOTBCTCTBHH C JeHCTRyIOMmEH
HOPMATHBHOW AOKyMCHTauped Ha HCINONb3YeMblf METOA CTEpHAH3AllMH H COTNACHO
PYKOBOACTBY MO 3KCINTyaTalliH KOHKPETHOTO THIA CTEPUIM3aTOpa.

¢  YIakoBKH, Ha HJIH B KOTOPKIX HMEIOTCA OCTATKH BIIarH MOCJIC CTEPHITH3AIAH MAPOBEIM METOIOM,

HEMOCPEACTBEHHO MOC/E CTCPHIM3ALMH OACYIIHBAIOT, HE BCKPLIBad, B CYIIHALHOM MiKady HH

B BO3XYIIHOM CTEpUIH3ATOpE MPH TeMIEpaType He Buime 85°C.

4 TexnuyecKoe ONHCAHHE MEAHIHMHCKOr0 H3AC/HA

PynoHsl KOMOHHHPOBaHHEIE NJIOCKHE NMPEACTABIAIOT COOO0M IITOCKHE PYKABa H3 MEMUIMHCKOM
Gymarn ("empospauyHas CTOPOHA) M NPO3pauHOM MONHMEpHOH MIEHKH (MpospauHad CTOPOHA),
COCINHECHHBIE MeXIY CO0O0M TepMUYECKHM H/HIIM KJIEEBBIM IIBOM IO ABYM CTOpOHaM (60KOBBIE MIBHI).
Ha Gymaxnyio cropoHy nHGO Ha BHEINHIOI CTOPOHY INEHKH PYKABA HAHECEHA COOTBETCTBYIONIAN
MapKHPOBKa, 8 TaK)Ke XMMHUYECKHEe HHIUKATOph! 1 Knacca.

B pynonax koMOMHMPOBaHHBIX CO CKNamKoli yBeNH4eHHAd IIOMIAAL NOBEPXHOCTH IIICHKH
coBpana B CKIAAKH MO KPadM PyJIOHA, YTO NO3BO/MAET PA3MEIIATH BHYTPH 00BEMHBIC CTEPHNHA3YEMELE
H3fIENHA.

CpoK coXpaHEHHS CTEPHABHOCTH MEAHIHMHCKHEX H3ENuil nocie CTEPHIN3aNnyH — A0 5 JeT, HO
He Gojiee CpoKa rOXHOCTH BJIOXEHHOrO MEAMIMHCKOrO H3fileNnd M He Go/lee OCTABIIEroca Cpoka
TOZIHOCTH MaTepyaia YNakoBOYHOTO.

Pa3mepni MEAMIHHCKOTO H3ACHS YKa3aHK B Tabnune 1.
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Tabnuya 1 — Pazmepol MEOUYUHCKO20 USOEAUR:

Pasmepni
BapuaHT HCNIONHEHAS IlIapuna, W, MM | Beicora cknaaxu, H, MM | Jlnuna, L, M
or | no |mar| or a0 mar | or | xo [mar
1. Pynon xomMGraupoBaHHETH
nnockuit ogHopasossif DENTAL | S0 | 500 | § - - - 100 | 200 | 50
FORMULA PKI1 -
2. Pynon koMGuEEpOBaHHEH CO
cxnanko#t onHopasopsit DENTAL | 50 | 500 | 5 20 100 5 100 | 200 | 50
FORMULA PKC

Broms oaHOro kpas pyJoHOB Ha OYMaXHOH CTOpPOHE HAHCCCHBI XHMHYECKHE HHAMKATOPHI
1 xnacca no ISO 11140-1 g cOOTBETCTBYIOAX METOAOB CTEPUNM3AlIMH, H3MEHSIONME CBOH 1[BET
MOCIIE CTEPHIH3AIHH!

® I MAPOBOIO METOAA CTEPHIIN3ALMY — CHHETO [IBETa ¢ HOACHEHHEM O TOM, YTO focae ob-
paGoTKH NapoM OH CTAHOBHTCA CEpO-HEPHBIM;

¢ .14 ra’oBOTC METOJA CTEPA/M3ANMH (C MPHMEHEHHEM OKHCH 3THJICHA) — PO30BOrO LBETA, ¢
TIOACHEHHEM O TOM, YTO NOCAE 0OpabOTKH THM arcHTOM OH CTAHOBHTCSH JKE/ITHIM;

® A Ta3’oBOro METOAa CTepHIu3auuM (¢ NpHMeHeHueM (opManbieruaa) — MaTHHOBOTO
LBETa C MOSICHEHUEM O TOM, YTO nocne o6paboTku 3TUM areHTOM OH CTAHOBHTCS 3€/ICHBIM
(oTTeHOK LBETAa MOXKET OBITH OT 3SNICHOTNO A0 CEPo-3eNeHOr0).

[lonHoe MMM YacCTAIHOE COXPAHCHHEC HCXOMHOrO IBETA HHRMKATOPA CBHACTENLCTBYET O
HecoOmoaeHuH TpebyeMblX YCHOBHH >QQEeKTHBHOM CTepumMIalMK. MeEIMIHHCKHE M3AENHA ¢
HHAUKATOpAMH, He NOCTHITUHMH KOHCHYHOIO COCTOAHMS, CHHTAIOTCH HECTEPHABLHBLIMH M TOMLISKAT
TIOBTOPHON CTEpHIM3ALHH.

S YcenoBHE TPAHCNOPTHPOBKH, XPAHCHAN H YTRAKH3ALKH METHIMHCKOTO H3JEAHA
5.1 YcnoBus TPAHCHOPTHPOBKH

TpauCROPTHPOBKA U3AECTUS MOXET OCYMIECTBIATECA BCEMH BHAAMH KPBITHIX TPAHCTIOPTHBIX
CpeICTB B COOTBETCTBHM C TPeGOBAHHAMHM M NpPaBHJIAMHM NEPEBO3KH IPY3OB, NCHCTBYIOIMMH Ha
NaHHOM BHJE TpaHCTOpTa. [IpH TPAHCTIOPTHPOBKE HE AOKHEI HAPYIIATHCA YCIIOBUA XPAHEHUA.

5.2 YeaoBns xpaHeHHs

MartepHan ynakoBOYHEI JOMKEH XPaHUTECA B YITAKOBKE MPEANPHATHA-HITOTOBHTENS B CYXOM
MECTE, HA PACCTOAHMH He MeHee | M OT HarpeBaTeNLHBIX NPHOGOPOB NpH Temneparype ot +3°C no
+40°C u oTHOCHTENbHON BAAXKHOCTH He Gonee 85% B TeueHne Bcero cpoka ronHocTH. Ilpyu yacTHuHOM
PAcXONOBAHMH OCTATKH MAaTEPHAJIOB YHAKOBOYHBIX JODKHLI XPAHHTHCA B YHCTHIX MOMELICHUSAX NPH
aHaNIOrHYHLIX YCIOBHAX.

5.3 YeaoBua yTHAH3AUMH

Wanenns, npumeanine B HEMPUrOAHOCTh, B TOM HUCNE B CBA3H ¢ HCTEUCHHEM CPOKA FOAHOCTH,
a TaKxKe NpH HapymeHHH LEJOCTHOCTH YNAKOBKH, NOMIEKAT YTHIH3AUNM KaK OTXOAb Knacca A B
cooTBeTcTBHH ¢ TpeGosannamu CanlTuH 2.1.3684-21.
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Mcnonb3oBaHHble N3fenind OTHOCATCA K 0TX04aM Kfacca A v YTUIN3UPYIOTCA B COOTBETCTBUY C
Tpeb6oBaHuamn CaHlMunH 2.1.3684-21.

6 CeefleHMA 06 ynakKoBKe MeAULUHCKOI0o n3aenns

YnakoBka obecneymBaeT 3alMTy OT BO3JEACTBMA MEXAHUUYECKUX U KNUMaTUYeCKUX (PaKTOpoB
BO BPEMS TPAHCMNOPTUPOBKU U XPaHEHUS.

MaTepuan ynakoBOUYHbIA A0MKEH ObITb YNaKOBaH B MaKeTbl M3 MOIMMEPHbIX MaTepPManos, 1M60
06epHYTbl NOMMEPHON NNEHKOW (B TOM Yucne cTpeiyu-naeHKoi). MaTtepuan ynakoBOYHbIA B rpyn-
NMOBON ynakoBKe AO0/KEH OblTb YNakoBaH B TPAHCMOPTHYIO KOPOGKY M3 KapToHa roppuMpoBaHHOrO,
TPaHCNOPTHYIO YNAaKOBKY OKNEWBAKT KNenKol NeHTON.

7 KOMNAEKTHOCTb NOCTaBKW MeANLUUHCKOro nU3gennsa

B KomMniekT MOCTaBKM MaTepuana ynakOBOYHOTO BXOAST TPYnnoBble YNakKOBKW W3AeNuin B
TPaAHCMOPTHOI Tape ¥ COKpalleHHas NOTPebuTeNbCKas MHCTPYKL WS MO NPUMEHEHUIO, onpeAenstoLas
Ha3HaYeHMWe 1 YCNOBUS MPUMEHEHUS MaTepuanos.

B rpynnoByto ynakoBKy maTepuan ynakoBOYHbI BXOAUT B KONMYECTBE OT 140 12 WIT. py/NOHOB.

8 MepeyeHb NPUMEHSIEMbIX NMPOM3BOAMTENEM (M3FOTOBUTENEM) MEANLMHCKOTO U34enns
HauMOHaNbHbIX CTaHAApPTOB

Tabnuua 2 - MepeyeHb NPUMEHAEMbIX MPOU3BOANTENEM CTaHAapP T 0B.

O603HaueHue HaunmeHoBaHMe
ISO 9001:2015 CucTembl MeHe)KMeHTa KayecTBa. Tpe6oBaHMS

M3genna meanumHckmne. CMCTeMbl MeHeXXMeHTa KauecTBa. Tpe6oBaHus

ISO 134852016 p‘”ﬂ ue”eﬁ perynMpOBaHMﬂ

N3penusd meguunHckume. NMpuMeHeHe MeHeIXXKMeHTa PUCKA K MeLULUH-
CKUM U3[ennsam

M3genna meguumHcke. CMMBOSbI, MPUMEHSAEMble NP MapKUPoOBaHUU
ISO 15223-1:2021 MEeAULMHCKUX U3LeNnin, Ha 3STUKeTKax 1 B CONPOBOAUTENIbHOW AOKYMEH-
Tauumn. Yactb 1. O6wume TpeboBaHus

EN ISO 14971:2019

1SO 11140-1:2014  CTEPMIN3ALMS MEAULUHCKOKA NPOAYKLUN. XNMUYECKINE MHANKATOPbI.
Yactb 1. O6wune Tpe6oBaHua
YNaKoBKa AN MeAULMHCKNX W3AeNNnii, NOANexal,ux GUHNLIHON cTepu-
ISO 11607-1-2019  ppsaymm. Yactb 1. Tpe6oBaHUs K MaTepuanam, 6apbepHbIM CUCTEMAM
A5 CTEPUAN3ALMM U YNAKOBOUHBIM CUCTEMAM

9 NapaHTUK NPoOM3BOAUTENS

MponssoguTens (VI3I'0TOBVITE]'II>) rapaHTUpPyeT COOTBETCTBUE Ka4deCTBa MaTepuasa ynakoBo4-
HOTO TpeﬁoBaHI/IFIM HaCTOﬂLL[ef/'I TEXHWYECKOW OOKYMEHTauunm npu COﬁﬂlO,qul/II/l npasnn ncnonb3oBa-
HNA, TPAHCNOPTNPOBAHNA U XPaHEHUA.

be3onacHOCTb 1 KaYecTBO M3LeNnns rapaHTUpPyoTCca B TeRYEeHNe BCEro CpoKa rogHoCTH.

MpounsBoAnTeNb OTBEYAET 3a HeAOCTaTKW U3Lennd, 3a UCKNYEHUEM ,ﬂ'eC*)eKTOB, BO3HUKLLUNX
BCeACTBME HapyLWweHNda npaBnn nonb3oBaHUA, yC!'IOBl/IVI TPpaHCNOPTUPOBaHNA N XPaHEHUA, nméo I,CI,EVI-
CTBUNA TPETbUX NNL, néo Hel'lpEO,D,OIIVIMOI7I CUNBbI.
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10 CBepenna o0 YnoNHOMOMEHHOM NPEACTABATEIE NPOH3BOAATEIN

ITo ecem eonpocam, CA3AHKBIM ¢ OOpaueHUEM MEOUYUHCKO20 U30eaus Ha meppumopuu PO,
Heobxodumo obpamumscs X YnoanoMouenHomy npedcmasumenio npous600umen.
O6mecTBo ¢ orpanmvennoii orsercreennocTs0 «BH Ilmoc» (000 «BH ILmoc»)
Poccus, 194292, r. Caunkr-TlerepOypr, BH. Tep. I. MyHHUENIANbHELD OKpyr Cepruesckoe, nmep. 6-i
Bepxnntii, a. 12, nutepa A, uacth nom. 5.3.1. -
ten.: +7 (812) 309-36-62
beplus@beplus.spb.ru
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A, AMNNOMMWPOBaHHbI NepeBoAYnMK Macnosa AHHa HuKonaesHa, Bnaget L as
aHIMUIACKUM, KUTaliCKUM N PYCCKMM 3blKaM U, NOATBEPIKAal0, YTO BblMONHEHH bl
MHOI0 MepeBof MPWUIOXKEHHOr0 [JOKYMeHTa SBMASEeTCS MpaBUbHbIM, TOYHbIM U

MNONHbIM.

MepeBogUYnK
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" Poccmitcras Penepanus
‘Camxr-Ilerepbypr .
OmuuaznaTOro MApTa ABE THCAIE ABANIATE YeTBEPTOTO Ioja

f, Cepawxosa Enena EbreHsesna, BpeMeHHO HCHONHAOMAS 00A3aHHOCTH
HoTapuyca HorapHaabHoro oxpyra Camkr-Ilerep6ypr Bypuwamkura Maxcuma JIbBoRHuA,
CBUAETENIECTBYR IOAMMHHEOCTE MOXIACH Nepesomauka Macyiopot Annrl Huxonaesust.

ITonmuce caesIaHA B MOeM IMPHCYTCTBHA.,
JIxraHO0CTS NOAMBCABINETC JOKYMEHT YCTAHOBJICHA.

3aperucTpEpoBaHO B peectpe: No 78/356-n/78-2024: # - A%/

Ynonaueno 3a COBepIERHe noﬁpnmaom neficrens: 600 py6. 00 xom.

E.E. Cepawoxora

HToro B BacTOSMEM AOKYMeHTe

[TponmTo M CKpeIUTeHO MEIATHID

11 {opurRazDATH) NHCTOB

BPHUO HOTAPHUYCA:
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Poccuitickas ®egepaymns
CaHkT-MeTepbypr
OpAvHHajLaToOro mapTta fBe ThiCcAYM fBAfLAaTb YETBEPTOTO
A, CeppalokoBa EneHa EBreHbeBHa, BpeMeHHO ucnonHsawwuii o6a3aHHOcTI  HoTtapuyca
HoTapuanbHoro okpyra CaHkT-MeTepbypr bypyankuHa Makcuma JibBOBMYA, CBUAETENbCTBYH BEPHOCTb
KOMWKN C NPeACTaBNEHHON0 MHe AJOKYMeHTa.
Nnctel 1-2 npefcTaBNeHHOro JOKYMeHTa ABNAKTCA KONUAMMN.
oBaHO B peecTpe: No 78/356-H/78-2024-7-2011.

WeHWe HoTapuanbHoro geiictemna: 1890 py6. 00 kon.

E.E.CepatoKkoBa

MpowunTo, NPOHYMepoOBaHO U CKpenjeHo neyaTbio 12 (ABeHajLaTb) NUCTOB.

E.E.CepatoKoBa
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