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APPROVED BY:

General Director of Anging Baojie Packaging Co., Ltd.

(No0.123 XingYe Road, Development District, Anging, Anhui Province, China)
Ten.: +865565369413, sales6@baojiechina.com

Y N I Yang Xiao Dong /
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INSTRUCTION FOR USE
on medical device:

Packing material disposable for sterili/,atiun DENTAL, EOKIVILJi,A

Initial issue ofoperational documentation (instructionsfor use)for medical device:
Version: 1.0 dated 25.06.2024
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1 Data on the medical device
1.1 Name of the medical device

Packing material disposable for sterilization DENTAL FORMULA, comprising:
I. 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 with a
step of 50 m - from 1to 12 pcs/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 with a step of 50 m - from 1to 12 pcs/pack.

3. Pouch combined flat self-sealing disposable DENTAL FORMULA PKPS for steam and gas
sterilization, dimensions: width from 30 to 1000 mm with a step of 5 mm, length from 30 to
1000 mm with a step of 5 mm - from 5to 3000 pcs/pack.

4. Pouch combined flat disposable DENTAL FORMULA PKP for steam and gas sterilization,
dimensions: width from 30 to 1000 mm with a step of 5 mm, length from 30 to 1000 mm with
a step of 5 mm - from 5 to 3000 pcs/pack.

5. Kraft paper pouch flat self-sealing disposable DENTAL FORMULA PBPS for heat and steam
sterilization, dimensions: width from 30 to 1000 mm with a step of 5 mm, length from 30 to
1000 mm with a step of 5 mm - from 5 to 3000 pcs/pack.

6. Bleached kraft paper pouch flat self-sealing disposable DENTAL FORMULA PBBPS for heat
and steam sterilization, dimensions: width from 30 to 1000 mm with a step  of 5mm,length
from 30 to 1000 mm with a step of 5 mm - from 5 to 3000 pcs/pack.

7. Kiraft paper pouch combined flat self-sealing disposable DENTAL FORMULA PBKPS for heat
and steam sterilization, dimensions: width from 30 to 1000 mm with a step  of 5mm,length
from 30 to 1000 mm with a step of 5 mm - from 5 to 3000 pcs/pack.

8. Bleached kraft paper pouch combined flat self-sealing disposable DENTAL FORMULA
PBBKPS for heat and steam sterilization, dimensions: width from 30 to 1000 mm with a step
of 5 mm, length from 30 to 1000 mm with a step of 5 mm - from 5 to 3000 pcs/pack.

1. Shortened consumer instruction for use - 1pc.

I.IIManufacturer (producer) of the medical device
Manufacturer (producer) of the medical device: Anging Baojie Packaging Co., Ltd., China,
No0.123 XingYe Road, Development District, Anging City, Anhui Province, China.

Address of the manufacturingfacility of the medical device: Anqing Baojie Packaging Co.,
Ltd., China, No.123 XingYe Road, Development District, 246003 Anging City, Anhui Province, Peo-
ples’s Republic of China.

1.3 Purpose of the medical device

Packing material disposable for sterilization 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.
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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

Indications for the use of medical devices are the need to sterilise the products, to maintain
sterility to the place of use and to comply with aseptic properties. The use of packaging material in
medical organisations is a mandatory requirement.

1.6 Contraindications for use of the medical device

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

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 medical 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 Kistitutions 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

Potential risk of use of the packaging material in accordance with Regulation (EU) 2017/745 -
Class 1. In accordance with the Order of the Ministry of Health of the Russian Federation No. 4n
dated 06.06.2012. "On approval of the nomenclature classification of medical devices" - class 1

1.11 Type of contact with human body

Short-term contact with intact human skin.
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1.12 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

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) Select a pouch of such size that the medical device to be sterilised can be placed freely and
occupies approximately Vaof the internal volume of the pouch. This is necessary to prevent damage to
the pouch when packing the article, for ease of sealing and to compensate for the expansion of the
package during the vacuum stage (in case of steam sterilisation).

2a) From the rolls, pouches are prepared in advance in such a size that the medical device to be
sterilised fits freely and occupies approximately ¥ ofthe internal volume of the pouch. Special cutting
devices are used to cut sections corresponding to the length of the articles to be packed, taking into
account the allowance for the free positioning of the article and the width of the 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 afree margin of 1.5-2 cm behind the seam for applying such
information.

One side ofthe roll section shall be heat-sealed using approved heat-welding machines designed
for sealing medical sterilisation packaging materials. The width ofthe heat seam must be at least 6 mm.
A properly made heat seam must be at least as strong as the finished side seams and the paper and
plastic film must not be burnt.

3) The clean, dry, pre-sterilized, pre-sterilized, washed and dried medical devices to be
sterilized shall be placed in optimally sized pouches as described above. The pouches should be filled
to no more than Vaof 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 pouches with the non-
working part facing towards the opening of the pouch. 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.

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

The unsealed side of pouches prepared from rolls as well as heat-sealing pouches packed with
sterilisable articles shall be heat sealed using approved heat-welding machines designed for sealing
medical sterilisation packaging materials. The width ofthe 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 burnt.

To facilitate sealing of the 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. To avoid
creasing during heat-welding of double packs, an additional 20-30 mm length allowance should be left
on the outer package.

4a) Before closing self-sealing pouches, as much air as possible shall be removed from the
pouch by ironing it by hand from the closed end to the open end. Then, pressing the smoothed edges
of the pouchwith one hand against the table, remove the protective paper strip from the adhesive strip
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of the pouch. Fold the protruding part along the marked bend line and press the adhesive layer to the
package surface, starting from the centre of the strip and smoothing to the edges. Iron the seam until
all air bubbles are removed.

5) Pouches with sterilisable articles, especially heavy ones, are packed into sterilisation baskets,
cassettes, pallets and placed vertically ("sideways™). The rule "paper to paper, film to film" shall be
observed when combined pouches are placed side by side. Sterilisation of articles shall be carried out
in accordance with the established procedure in accordance with the current regulatory documentation
and according to the operating instructions. Recommended conditions;

» Autoclave steam sterilisation: 121°C, 20 min

» Ethylene oxide sterilisation: 55°C, 60 min

e Formaldehyde sterilisation: 55°C, 120 min

e Dry air sterilisation: 160°C, 150 min.

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 conditigns 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)
sterilizatioft.

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.

7) After sterilization and before direct use sterilized products arestored in sealedbags inclosed
cabinets in clean dry rooms, at a temperature of +5 ° C to+40 ° Candrelative 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.

3 Warning and precautions

The product is intended for single use only.

Do not use a damaged product.

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 after sterilization by steam method,
immediately after sterilization dried, without opening, in a desiccator or air sterilizer at a
temperature not exceeding 85 ° C,
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4 Specifications of the medical device
4.1 Description 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 labeled, as well as chemical
indicators of class I. 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.

Combined flat pouches are rectangular flat envelopes made of medical paper (opaque side) and
transparent polymer film (transparent side), joined together by thermal and/or adhesive seam on three
sides (side and bottom seams).

Flat kraft paper pouches are rectangular envelopes made of kraft paper, joined together by
thermal and/or adhesive seam on three sides (side and bottom seams).

Combined flat kraft paper pouches are rectangular envelopes made of kraft paper (opaque side)
and transparent polymer film (transparent side), joined together by thermal and/or adhesive seam on
three sides (side and bottom seams).

On the inner surface of the protruding paper part of the self-sealing pouches there shall be a strip
of heat-resistant adhesive, covered with a protective paper tape.

SterHity 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

Permissible dimensional deviations:

- for width and (or) length up to 150 mm, permissible dimensional deviation + 15%;

- for width and (or) length from 150 mm to 500 mm, the permissible dimensional deviation is

+ 10%;
Allowable dimensional deviation in length for all roll widths + 5%.

Table 1- Dimensions ofthe medical device:

Dimensions
Design version Width, W, mm Fold height, H, mm Length, L, m
from to step from to step from to step
1 Roll combined flat disposable 50 500 5 _ _ 7 100 200 50

DENTAL FORMULA RKP

2. Roll combined gusseted disposa-

ble DENTAL FORMULA RKS 50 500 5 20 100 5 100 200 50

Dimensions
Design version Width, W, mm  Fold height, H, mm Length, L, mm
from to step from to step from to step
3. Pouch combined fiat self-seal- 30 1000 5 30 1000 5
ing disposable DENTAL FOR-
MULA PKPS
4. Pouch combined flat disposable 30 1000 5 - - - 30 1000 5

DENTAL FORMULA PKP
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5. Kraft paper pouch flat self-seal- 30 1000 30 1000
ing disposable DENTAL FOR-
MULA PBPS

6. Bleached kraft paper pouch flat 30 1000 30 689)
self-sealing disposable DENTAL
FORMULA PBBPS

7. Kraft paper pouch combined 30 1000 30 1000
flat self-sealing disposable DEN-
TAL FORMULA PBKPS

8. Bleached kraft paper pouch 30 1000 30 1000
combined flat self-sealing dispos-

able DENTAL FORMULA

PBBKPS

Along one edge of the rolls and pouches on the paper side and on the front of the kraft paper
pouches are chemical indicators of class 1 according to 1ISO 11140-1 for the respective sterilization
methods, which change their color after sterilization:

o for the dry heat method of Sterilization - pink, with the explanation that it turns green after

treatment with this agent;

» for the steam method of sterilization - blue, with the explanation that it turns grey-black after
treatment with steam;

» for the gas sterilization method (using ethylene oxide) - pink, with the explanation that after
treatment with this agent it becomes yellow;

» for the gas sterilization method (using formaldehyde) - crimson, with the explanation that
after treatment with this agent it becomes green (the color shade can be from green to grey-
green).

Complete or partial preservation of the original colour of the indicator indicates non-compliance
with the required conditions of effective sterilisation. Medical devices with indicators that have not
reached the final state are considered non-sterile and are not subject to repeated (additional)
sterilisation.

5 Transportadon, 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.
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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 completeness and 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 1to 12 rolls and from 5
to 3000 pouches.

8 Symbols used in medical device labelling

Refer to the instructions for use

Use only once

Do not use ifthe packaging is damaged

Manufacturer, name and address

Date of manufacture

LOT Batch code

Use before

Keep away from moisture

Temperature range from +5°C to +40°C
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Humidity range from 0% to 85%

Packaging material - high density polyethylene

PE-HD

Open here

9 List of national standards, applied by manufacturer (producer) of the medical device

Index Name
ISO 9001:2015 Quality Management Systems. Requirements.
1SO 13485:2016 Medl_cal Devices. Quality Management Systems.
Requirements for Regulatory Purposes.
ENISO 14971:2019 Medical Devices - Application of Risk Management to Medical Devices.
. Medical Device-Symbols to be used with information to be supplied by
IS0 15¢23-1:2021 the manufacturer - Part 1. General Requirements
SO 11140-1:2014 Steri'lization of medical products. Chemical indicators. Part 1. General
requirements
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

10 Manufacturer’swarranty

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 ofthe rules of use, transportation and storage conditions, or the action ofthird parties, or force
majeure.

11 Data on Authorized representative of the manufacturer

Please contact the Authorized representative of the manufacturerfor any and all purposes,
related to circulation ofthe medical device on the territory ofthe 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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MepeBof c aHIIMIACKOrO W KUTalCKOro A3bIKOB Ha pyCCKMVI A3bIK

CepTudukar

KuTaickuii KOMUTET COAENCTBUSA PasBUTUIO MeXAYHapOAHON TOProsu

KuTalicknii KOMUTET COAENCTBUSA Pa3BUTUIO MEXAYHAPOAHOM TOProBNn SBNSETCA
Kutanckoin mexxayHapoaHOM TOProBom nanatom
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Kutaicknini KOMUTET COAENCTBUA PasBUTUIO MeXAYHAaPOAHOM TOProBaun
KuTtaiickas mMexayHapofHaa Toprosasi nanarta

01882669

CepTtugukar

IQR Kkoy/
Ne 243400B0/008967

HACTOAWNMM MOATBEPXAAETCA, YTO neyatb komnaduu «AHbLIIH BAOUSE NEKEAXNHI
KO., NTA.» (ANQING BAOJIE PACKAGING CO., LTD.) Ha npunoxenHom JOKYMEHTE sBnsetcs
NOA/IMHHOM.

/HaknagHaa neyatb: CepTudmkauns™
KunTalickuii KOMUTET COfeCTBIS
pasBUTUIO MEXAYHApPOAHOM Toprosnn/

/MeyaTb: CepTudukauma * Kutainckuin Kommtet
COAeACTBUSA Pa3BUTUIO MeXAyHapoaHOV Toprosan/

KuTalicknin KOMUTET CofeicTBUSA
pasBUTUIO MeXYHapOLHOW TOProB/n

Moanucb YNOMHOMOYEHHOTO INLa:
/Mopanuce/

Jln Benb (Li Wen)
[Jata: 02 nons 2024 .

Be6-caliT A1 npoBepkn AaHHOro cepTudumkara; http:/ANAvw.r2cepit.com/validate,html
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YTBEPXLEHO:

MeHepanbHbIN gupekTop AHbuUMH Baouse MexkemknHr Ko., T4,

(Ho. 123 CuHE Poag, AesenonMeHT OUCTPUKT, AHbLMH, NPOBMHUNSA AHbXOWN, KuTaii)
Ten.: +865565369413, sales6fa).baociiechina.com

/Moanuck/ r-H AH CAo OyH /

/WTamn: AHbuMH Baouse MekempxuHr Ko., Ata./

MHCTPYKLUWMA MO MPUMEHEHWKO
Ha MeMLMHCKOE U3aeNne:

MaTepunan ynakoBO4YHbI ogHopa3oBbIi ans ctepunumsaumm DENTAL FORMULA

MepBOHaUYanbHbIiA BbINYCK 3KCMNNyaTalLMOHHOK AOKyMEHTauun (MHCTPYKLMW MO NPUMEHEHNIO)

Ha meaunuuHckoe nsgenve: Bepcua: 1.0 oT 25.06.2024
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] 1 CBefeHUA 0 MeAULMHCKOM U34enmnu
1.1 HammeHoBaHue

MaTtepuan ynakoBOUYHbIN ogHopasoBbln Ana ctepunusaumm DENTAL FORMULA, B
cocTraBe:

|. BapnaHTbl UICNOMHEHWSA:

1. PynoH KOMGWHMpPOBaHHLIN nnockunini ogHopa3oBblii DENTAL FORMULA PKI1 gna napoBoli
N ra3oBOI cTepunnsaumm, pasmepsbl: WwWnpuHa ot 50 go 600 Mm ¢ warom 5 mm, gnuMHa ot 100
Ao 200 m ¢ warom 50 m - ot 1 g0 12 wT./yn.

2. PynoH KOMOGMHMPOBaHHbLIA CO cKnagkoi oaHopasoBbii DENTAL FORMULA PKC ans
NapoBOWi 1 ra3oBOli CTepuAn3aLmmn, pasmepsl: WnpuHa ot 50 oo 600 MM ¢ Warom 5 MM, cknagka
o7 20 go 100 Mmm ¢ warom 5 MM, AnnHa ot 100 oo 200 m ¢ warom 50 M - oT 1 a0 12 wT./yn.

3. [MakeT KOMOMHMpPOBaHHLIA MAOCKMIA camoknesawnincs ogHopasosblini DENTAL FORMULA
MKMC gna napoBoil 1 razoBoi cTepunmnsauunm, pasmepsl: wupuHa ot 30 go 1000 mm ¢ warom
5 MM, anunHa ot 30 go 1000 mm c warom 5 mm - oT 5 go 3000 wT./yn.

4. TlakeT KOMBUHMPOBaHHLIN NNocKKin ogHopa3oBbli DENTAL FORMULA MK ana napoBoii
W rasoBoi cTepunusaymu, pasmepsl: wunpuHa ot 30 go 1000 mm ¢ warom 5 mm, gnnHa ot 30
40 1000 mm c warom 5 mm - o1 5 go 3000 wr./yn.

5. TMakeT n3 kpagT-6ymarm nnockuii camokneswmincs ogHopasosblin DENTAL FORMULA
MBMNC ans BO3AYLWHOW U NapoBOi cTepunmMsauunm, pasmepsl: wupuHa ot 30 go 1000 mm ¢
warom 5 MM, gnnHa ot 30 go 1000 mm ¢ warom 5 Mmm - oT 5 go 3000 wT./yn.

6. MakeT M3 oTOeNeHHON KpadT-6ymary NNOCKWIA caMoKnesuimiica ogHopasoBblii DENTAL
FORMULA TMBBMC gna Bo3AyLWHOR 1 NapoBOi cTepununsaumm, pasmepsl: wupuHa ot 30 4o
1000 mm ¢ warom 5 mm, annHa ot 30 go 1000 mm ¢ warom 5 mm - oT 5 go 3000 wr./yn.

7. MakeT wn3 KpapT-6ymarn KOMOWHMPOBAHHbLIA MAOCKWIA CaMOKNeAWwmnincs OfHOPa30BbI
DENTAL FORMULA MBKIMC ans Bo3AyLIHOW U NapoBO CTeEpUAN3aLLMK, pasMepbl: WNPUHA
ot 30 go 1000 mm ¢ warom 5 mm, gnmHa ot 30 go 1000 mm ¢ warom 5 mm - o1 5 go 3000
wT./yn.

8. MakeT un3 oT6eneHHOW KpagpT-6ymarn KOMOWMHMPOBAHHBIA MIOCKWUIA caMoKnesawumiica
ogHopasosbli DENTAL FORMULA TMBBEKMC and BO3AyLWHOW M NapoBOM CTepuamnsauunm,
pasmepsbl: wnpuHa ot 30 go 1000 mm c warom 5 mm, gnrda ot 30 go 1000 MM c warom 5 mMm
- ot 580 3000 wr./yn.

1. CokpalyeHHas NoTpebuTenbckas MHCTPYKUUS MO NPUMEHEHUIO - 1 LWT.

%
1.2 MNMpounsBoanTenb (M3roTOBUTEND)

MponssognTenb (M3roTOBUTESb) MeAULWUHCKOro mn3genus: AHbuuH Baouse MekemKUHr
Ko., N1Ta., KnuTtaii, Ho. 123 CuHE Poaa, AeBenonmeHT AUCTPUKT, ropod AHbLWH, NPOBUHLMA AHb-
xon, Kuraii.

MecTO npous3BoAcTBa MeAWUMHCKOro usgennsa: AHbUWMH Baouse [lMekepkuHr Ko., J1T4.,
KwuTtai, Ho.123 CuHE Poaa, AesenonmeHT AncTpukT, 246003 ropos AHbLWUH, NPOBUHLMA AHbXOW,
KuTtaiickas HapogHasa Pecny6nuka.

1,3 Ha3HaueHwue

MaTepunan ynakoBOUYHbIA 0fHOpPa3oBbIn Ana ctepunusaumm DENTAL FORMULA (panee no
TEKCTY «maTepunan ynakoBOUHbI») NpefgHasHavyeH 415 04HOPa30BOro NCMOb30BaHUS NPYU PUHULLIHOMN
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CTEPHITH3ALMH MEAHLMHCKHX H3JCIHH, COXpaHCHHH CTEPHMJIBHOCTH A0 MECTa HX HCMOJIB30OBAHHA H
cobmoaeHN aceTHYECKHX CBONCTB.

1.4 O6aacTe NnpuMeHenus

O6nacts NMpHUMEHCHHS MarepHana YNaKOBOYHOrO — CTEPHIM3ALHA MEAHLMHCKHX M3NCTHi
NEpCOHAIOM  JIeueOHO-POQHNAKTHYCCKHX  YYPEXKOEHHM W MEIWUMHCKMX  OpraHu3auui,
3KCIUTYaTHPYIOIMX CTEPHITH3aLMOHHOE 060pyAOBaHHE.

1.5 Ioka3zanus K NPpUMEHREHHIO

[Toxa3aHuSMH K NPHMEHEHHIO MEJUIMHCKOrO H3E/Hs ABNACTCA HEOOXOMMMOCTb CTEpHIH3a-
UHMH H3JC/THI, COXPAaHCHHSA CTEPHIIBHOCTH IO MECTA MX HCIOJIL30BAHKSA M COGIIONEHHS aceNTHYECKHX
cBolicTs. Mcnoss3oBaHne MaTepHaia ymakoBOYHOIO B MEAMIMHCKHUX OPraHU3alUaX ABisercs o6s3a-
TeNbHBIM TpeOOBaHHEM.

1.6 IIpornBonokasanus H nobounsie 3¢ PexTnI

[IporuBonokasanns u no6o4HbIe 3QGHEKTH MEAHLIMHCKOTO H3AENIHS OTCYTCTBYIOT.

- 1.7 IlpeaycMoTpennbIe MOJIb30OBATE/IH

Marepuan  ynakOBOWHEIH  MOXET  HCNONB30BAThCA  Pa3dIMYHBIMM  CIELHUATHCTAMH,
3aJIcHCTBOBAHHBIMH NPH NPOBENCHHH CTEPWIH3ALMH MEIWUMHCKHX H3AeNuii B MEQHLIMHCKHX

opraun3auusx. [[pamMeHeHue MaTeprana ynakoBOYHOro He TpebyeT cneuuanbHoN KBanuGUKALMH HITH
CrenManbHoro oGpasoBaHus.

1.8 IIpannun pelicTBus

IMpaHuMn ne#CTBHA MEOMLUMHCKOTO M3JeNIMA 3aKIMIOYaeTc B CO3AAHHH TIepMETHYHOrO
¢usuueckoro Gappepa MEXAY CTEPHWIM3YCMBIM H3JE/IHEM H BHEIIHEH okpyxawouiel cpenoit.
Marepuan ynakOBOYHBIM SBJISETCS INPOHMIEEMBIM JUIS CTEPHIIH3YIONIMX &rCHTOB, MO3BOJAA HM
Bo3cKCTBOBaTh Ha YMAKOBAHHBIE H3JENHA, MOJHOCTBIO OCBOOOXAAas HMX OT MNATOreHHBIX M
HeNaToOreHHbIX MHKPOOPraHA3MOB, B TOM YHCJIC HX CIOPOBBIX HOPM, H HEMPOHHIIAEMBIM JUIS BHPYCOB,
Gaxkrepuit n rpubos BHemihelt oxpyxaiomeit cpeanl. ITono6Hoe coueraHue cBoMCTB Marepnana
YIIaKOBOYHOIO MO3BOJISET OCYIIECTBHTD CTEPHIM3ALMIO YTIAKOBAHHBIX M3AEIHM ¥ COXPAHUTH eé 10
MOMEHTa HX HENOCPeACTBEHHOr0 UCNONb30BaHAA. MaTepHas ynakoBOYHBIH CHabkeH XHMHYECKHMH
HHJAKATOPaMH NPOLIECCOB CTEPHIH3ALHH, PearupyiolMMY Ha OAMH MJIM HECKOJBKO KPHTHYECKHX
NEPEMEHHBIX CTEPHIH3ALHOHHOIO Ipolecca H MO3BOJAIOMIMX OTIAHYHTH CTEPHIM3OBAHHEIC
yNaKOBaHHEIE M3C/IMA OT HECTEpPWIM30BaHHBIX. Takum o06pa3oM, MEIMUMHCKOE H3JenHe
obecneunBaeT npoduUNaKTHKy BHYTPHOONBHHYHLIX HHQEKUHH y NalMEHTOB H MEpCOHaNa Jieye6HO-
NpoHIAKTHYECKHUX YIPEKACHHUH.

1.9 YcinoBus npuMeHeHAS MEIAIHHCKOTO H3AETHSA

Marepuan ynakoBOYHBIM NPUMEHSIOT B JIEYEOHEIX MM  Je4eGHO-NPOPUIAKTHIECKUX
MEITHUMHCKHX YIPEXKICHHAX B 3aKPHITOM [IOMEIIEHHH B CYXOM MECTE, BAAJHK OT NPSMBIX COJIHEYHBIX
myqaelt, mpu Ttemneparype ot 10°C gpo 30°C u orHocuTenbHo# BraxsHocTH He Gonee 80%, B
COOTBETCTBHM C MHCTPYKIMEH Ha MEAUILIMHCKOE H3/IENHE.
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1.10 Prck npumeHenus

[oTeHUMANLHEI! PHCK MPHMEHEHHKS MaTePHala YIAKOBOYHOTO B COOTBETCTBHHU C PernaMenToM
(EC) 2017/745 - xnacc 1. B cootserctum ¢ Ilpukazom M3 P® Ne 4u or 06.06.2012 r. «O6
YTBEPXKICHHM HOMEHKIATYPHOH! KnaccHpUKaLMK MEAUUMHCKHX M3aenuity — knace 1.

1.11 Cpoxk roanoctn

YcranoBIeHHEIH CPOK rOZHOCTH MEIHIHHCKOr'0 H3JIeJINA COCTAB/IAET 5 NeT.

2 Ilopagok NPUMEHEHAS MEIHIHHCKOro U3/IeTHS

1) Tlepen ymakoBLIBAHHEM MEIHLUMHCKHMX H3MENHMH MaTepHal YAKOBOYHEIA OCMAaTPHBAIOT,
NpoBepAA UENOCTHOCTD, OLEHHBAIOT €ro MPHroAHOCTh C YYTOM CpOKa FOAHOCTH (KOHEYHOR AaThl
HCMIONB30BAHKA). 3anpemaeTcs HCNONB3OBATH YMNAKOBKY, €CM B Hel oGHapyXeHhl OTBEpCTHS,
pa3phIBEl MaTepHana, NOCTOPOHHHE BKIIOYEHMS, HAPYIUIEHUA LEIOCTHOCTH IIBA, CleAbl HAMOKAHUSA
(xopobneHue, pa3Bok).

2) llon6upalor naker Takoro pasMepa, 4TOOBl CTEPHUIM3YeMOE MENMLMHCKOE H3ZeIHe
pasMemanocs cBO60AHO | 3aHAMANIO IPHMEPHO Y4 BHYTpeHHEro 06beMa nakeTa. 1o Heo6X0AUMO IS
NPEAOTBPAILCHHA NOBPEXKACHUS MMaKeTa NPH YNAKOBHIBAHUH H3ZeNHA, yRoOCTBa 3axk/ICHBaHHA H
KOMIICHCAIIHH DACIIMPEHHA YMAKOBKH BO BpeMs CTaIMM BaXyyMHMpOBaHMS (IpH MapoBOH
CTEPUITH3ALHH).

2a) M3 pynoHOB nmpeaBapHTENbHO IOTOBAT MAKETHl TAKOTO pa3Mepa, uTOGB!I CTEpHIIH3yeMoe
MEHUHHCKOEe H3NeNHe pasMeIlanoch CBOGOAHO M 3aHHMAaIO NPUMEPHO ¥ BHYTpeHHero ofnema
nakera. C MOMOMmBIO CENHAILHBIX PEXYIIMX YCTPOMCTB Hape3aloT OTpPe3KH, COOTBETCTBYIOLIME
JUTHHE U3Je/Hi, NOAIeKAUX YIIaKOBBIBAHHIO, C YYETOM 3anaca Ha CBOG0JHOE pa3MelLeHHE H3aeus
H IIHPHHY IIBOB.

Brumanue! Ilockonvky 6ce Haonucu u uHvle NOMemKu, 8 MOM WYUCNe C8eOeHuUs 0 Oame
Cmepunusayuu, OOnyCKAemcsa yKasbiéamb HA YnakoéKke MOAbKO G6He 30Hbl PA3MEUeHUs
cmepunusyemulx usoenul, ONA HaHeCeHUR MAaxKou UHHOPMaYuU PeKoOMeHOYemcs 0CMasnAMs 3a WOM
c60600noe none onunou 1,5-2 cm.

OnHy CTOpOHY OTpe3Ka pyJIOHa 3aleyaThIBAIOT TEPMOCBAPHBAHUEM, HCIIONb3YA pa3spellleHHEIE K
NIPUMEHEHHIO TEPMOCBAPOYHBIC AaNnnapaThl, NpPeIHA3HAYCHHBIC [UIA 3aNaMBaHUA MEAMUMHCKHX
CTEpU/IM3alIMOHHBIX YNAKOBOYHEIX MaTepHanoB. lllupuHa TepMolBa noMmKHa OBITE He MeHee 6 MM.
IMpaBAIBEHO BRINOHEHHEIN TEPMOIIOB NODKEH OLITH HE MEHee NPOYHEIM, YeM roToBhle GOKOBBIE LIBHI,
npx 3ToM GyMara H monuMepHas IUICHKa HE ROJKHBI OBITh IPONCKEHBI. L

3) Tlomnexammue CTepUMM3aLMU YHCTHIE, CyXHE H3IENHs, MpeABapHUTEeNbHO MOABEPrHYThHIC
NPEACTEPHIN3ALMOHHON OYHCTKE, BRICTHPAHHOE H BBICYLIEHHOE ONepalMoHHOE Genbé noMelaT B
ONTHMAIBHO NOAXOAAIIME IO pa3Mepy NaKeThl, H3TOTOBJICHHEIE H3 PYJIOHOB, KaK OMHCAHO BhIIIE.
[Takets! creayer 3anonHATh He Gonee 9eM Ha % HX ob6peMa, BO H30exaHHE pa3pbiBa BO BpeMs
CTepHIH3aUMH. MeauuHHCKHe H3JenHs, HMelomue pabouyio M Hepabouyio 4acTH (HampHMep,
XHPYPrHYeCKH# HHCTPYMEHT), MOMEIIAIOT B MaKeT TaK, 4To6ul HepaGoyas yacTh Gnina ofpalneHa B
CTOPOHY BCKpHITHA maxeTa. JlIa MEHMMH3aIHY PHCKA NOBPEXKACHHA YIIAKOBKH KPOMKAaMH KOJIIOIIMX
M PeXYLIMX MHCTPYMEHTOB NPY MX YNaKOBLIBAHHY MPUMEHSAIOT MapJIeBLIe, TKaHEBbIE KK OyMaxHbIe
candeTkH, KOTOPEIMH 060paYHBAIOT OCTPhIE YACTH H3ACITHA.

4) INepen 3aKkpbIBAaHHEM NAKETOB H3 HUX CICAYET YAQIHTh Kak MOXHO Gonbllie BO3ayXa NyTeM
NporjiaKKBAHHA NAKeTa PyKoit B HaNpaBJICHHH OT 3aKPHITOr0 KOHLIA K OTKPEITOMY.
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HesanezaraHHylo CTOPOHY makeToB, NpPHIOTOBNEHHBIX M3 DY/JOHOB, a  TaKXe
HECAMO3AaK/ICHBAIOMMXCA  [AKETOB,  YKOMIUICKTOBAHHBLIX  CTEPHIM3YEMBIMH  H3JEHAMH,
3anevaTHBAIOT TEPMOCBADHBAHHEM, HCNONB3ys pa3pellieHHbIE K MPHMEHEHHIO TEPMOCBAPOYHbIE
annaparkl, MpefHa3HAYCHHBIC JUIA 3ANAHBAHUS MEAMUMHCKHX CTEPHIM3aLHOHHBIX YNAKOBOTHBIX
MaTepHaiios. LllupuHa TepMomBa n0MmKHA GHITH He MeHee 6 MM. [TpaBHITEHO BRINOTHEHHEIH TEPMOIIIOB
RomKeH GBITh HC MEHEe NPOYHEIM, YeM rOTOBbe GOKOBBIE LIBEI, NpH 3ToM Gymara W MoJMHMeEpHas
TUIEHKA HE ROKHBI OBITH IPOXOKCHEI.

HAnsa obneryeHns 3ameqaTbiBaHHA YNakOBOK HEOGXOXMMO MpPEXYCMOTPETh HONOMHHTENBHOE
MPOCTPaHCTBO MEXAY HM3ACIHEM M 3aledaThIBAEMBIM KpPaeM CO CTOPOHBI HANOJIHEHHSA, ofecrnedus
paccTosHHe Mexny HUMHA He MeHee 30 MM. Jlna mckmodeHus oGpa3oBaHMA CKNIAJOK B Ipoliecce
TEPMOCBApHBaHHA NBOHHON YIaKOBKH Y BHEITHETO NAKETa OCTABJIAIOT JONOJHHTENbHEIH 3anac 20-30
MM IO JUTHHE,

4a) [lepen 3axphIBaHHEM CaMO3aKJICHBAIOIIMXCS NAKETOB H3 HUX CIEAYET YAAIHTh KaK MOXHO
Gonsme BO3XyXa IMyTeM NpPOTIKMBAHHA MakeTa PyKON B HANpPAaBJIEHHH OT 3aKPLITOrO KOHLA K
OTKpPLITOMY. 3aTeM, NpHXHMas OZHOX pyKoM K CTONY pasrjlaXeHHBIE Kpas MakeTa, ¢ afre3sHBHOH
TOJIOCH! aKeTa CHUMAIOT 3aLIMTHYI0 6yMaxHy10 nosocky. [Tepern6aior BricTynaromuy:o 4acts BROL
OTMEYEHHOR THHUH crHba H NPHKHMAIOT JIMIIKKM CI0EM K NOBEPXHOCTH MaKeTa, HauHHas OT UEeHTpa
MOJIOCKH H pasrnaxuBas K Kpasm. [IpornaxdBaloT OB A0 NOJHOrO YAQIEHHA BO3AYLIHBIX
Iy3LIPbKOB.

S) TMakets!l co CTEPHITH3YEMBIMH H3CIAAMH, OCOOEHHO TAXENBIMH, KOMIUIEKTYIOT B
CTCPHIH3ALMOHHBIC KOP3WHE!, KacCeThbl, NMOMNOHLI U YKJIAALIBAIOT BepTHKaNbHO («6Gokom»). [lpn
pasMeleHHH psanoM KOMOHHHPOBAHHAIX makeToB cobmonalor npasuio «6ymara k 6ymare, rieHka K
IUICHKE),

Crepunmsaumio M3feNuii OCYILECTBIAIOT B YCTAHOBJICHHOM TIOPANKE B COOTBETCTBHH C
JeAcTBylomelf HOPMATHBHOM [OOKyMEHTauMel H COrIaCHO MHCTPYKUHH 1O 3KCMUTyaTalMH.
Pexomenayemele ycoBhA:

e Crepunusauns napom B asToknase: 121°C, 20 mun.
o Creprmsannus strneHokcHaoM: 55°C, 60 Mun.

o Crepanusauus popmansaernaoM: 55°C, 120 Mun.

o Crepunu3auus ropauuM Bo3gyxoM: 160°C, 150 MuH.

6) Ipu crepunnsanuoHHo# 06paboTke MPOACXOIMT BU3YANbHO Pa3IMUMMOE H3IMEHEHHME L1BeTa
XHMHYECKOTO MHAMKATOpa~ JIS COOTBETCTBYIONMIEr0 MeETONA CTEPHIH3AllMH, HAHECEHHOro Ha
YIaKoBOYHBIH MaTepHal, UTO CBHAETENBCTBYET O (haKTe MPOBEACHHA CTEPHIH3ALMH JaHHBIM METOAOM
H NO3BOJIAET OTVIAYMTH NOJBEPIrHYTOE CTEPHIN3ALHH M3JENHe OT nec'repmsoaanﬂord. [MonHoe unu
YacTHYROE COXpaHeHHe HCXOQHOro IBETa MHAMKATOpa, CBHUAETENLCTBYET O HecobmoneHnu
TpeGyeMEIX ycnoBuit 3¢¢exkTHBHON cTepHim3auun. MeRHUMHCKHE M3NENMA C MHAMKATOpaMu, He
JNOCTHTTIMMHM KOHEYHOIO COCTOSIH#sl, CUHTAIOTCS HECTEPHIBHBIMH M HE MOJJIeXKaT MOBTOPHOR
(nonomHuTEIPHO’) CTEPHIH3ALIAH.

Vnaxoexu, na unu 6 KOmMopuix UMeEIOMCA 0CMAmMKU 61a2u NOCRe CMepUAU3ayUYU napoGbiM
MemoOOM, HenocpeOCmBeHHO NOCle CMEPUAU3AYUU NOOCYWLUsalom, He 6CKPbIBAA, 6 CYWLUALHOM
wKxagy unu 8 6030YUHOM Cmepunusamope npu memnepamype xe eviute 85°C.

7) Tlocne npoBeACHHA CTEPHIHM3ALMHM M A0 HEMOCPEACTBEHHOrO  HCNOJB30BAHHA
NPOCTEPHIH3OBAHHEIE M3ENMA XPAHAT B 3aleHaTAHHRIX NMAaKeTaX B 3aKPBITBHIX MIKadaX B YHCTRIX
CYXHX MOMEILEHHMAX, MpH TeMneparype ot +5°C no +40°C n oTHOCHTeNBHOM BraxxHocTH oT 30% xo
50%, u3beras Bo3me#CTBUA NPAMBIX COTHEYHLIX JIy4el ¥ nonajaHMs BIary.
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[TaxeTH! BeKpEIBAIOT, Cpesad Kpalt makeTa RGO paccnanBaEHeM. JI% 5T0r0 cBOGOANEE KOBIL
Gymaru # NIEHKH 3aKEMAIOT DATbIAME B PASPHIBAIOT KieeBolt moB.

3 lipeaynpexaeHHS W MepL! NPEXOCTOPORHOCTH

Hsnemie npemasraveHo TONBKO ML ORHOPA3OBOTO IPUMERCHNA;
He BCIONB30BaTH NOBPERACHHOE HINSIRE.

He rcnonb3osats MOXpOe MM RIAKHOE H3ZENHE,

[lpuMencare usnenus He TpeSyeT CHCNMANEHON KBANHQHKAIEH HIH CHEQMANBHOTO
o6pazosaHng.
' & He nomyckaeTes ACNONESOBAHEE HIACAKI MO HCTEHCHHH CPOKA HX TOAHOCTH.
¢  Crepamusaimio YHAKOBAHHEIX MCTHIMHCKHX M3ICIHH OCYNIECTBISIOT B CTEPHIHSATOPAX,
PaspeTICHHBIX B YCTAHOBNCHHOM NOPAAKE K MPUMEHEHHIO, B COOTBETCTBHH C AcHCTRyomelt
HODMATHBHOM fmOKyMeHTamuel Ha MCHONE3YeMBIf METOH CTEPHAMZALHE H COTTACHO
PYKOBOZICTBY IO SKCILTYATALME KOHKPCTHOTO THIIA CTEPHIH3ATODA.
¢  VnaxoBkH, Ha HAH B KOTOPEIX HMEIOTCH OCTATKH BIATH NOCNE CTEPHTHIAMNY NAPOBEIM METOAOM,
HCTIOCPEACTBEHHO ITOCTIC CTEPHIIE3ALINK NOACYINMBAIOT, HE BCKPIBag, B CYNIUTBHOM MKady amm
B BO3AYIIROM CTCPHJIH3ATOPE NPH TENTIepaType He Buime 85°C,

®* @& o @

-

4 Texuneckoe OMACARAC MEAWIINHCKOTO H3IC/TRT
4.1 OnHcaBRe MEAHIHHCKOTO H3ZCAHN '

Pynossl xoMOHHRPOBAHHEIE IUIOCKAES TPEACTARANIOT COGOM MIOCKHE pyKaBa U3 METHIEHCKOMN
Gymarn (HempospavHag CTOpOHA) B Mpo3pawHOM NONMMEpHON IIGHKH (mMpo3pauHas CTOPOHA),
COCAIMHEBREIC MeXAy c060it TepMEIECKAM H/HIH KIeeBEIM IBOM 110 ABYM CTOpoHAM (GOXOBEIS MIBLI).
Ha Gymaknyio cTopoHy a0 Ha BROWIHIOW CTOPORY NNGHKH PYyKaBa HAHECEHA COOTBETCTBYIOMAL
MApKHpOBKA, B TAKXKC XHMHYECKHe RHOMKaTophl 1 Knacca. B pynomax xoMOMHHpOBaHHEX CO
CENaAKO}# yBeHIeHHAS IUIOIIAAL MOBEPXHOCTH IUICHKE COOpaHa B CKNAAKA N0 KpasM pYJIOHA, 9T
NO3BOAYCT PAIMEIIATL BHYTPH 00BCMHNES CTEPHITH3YEMbIS H3ACUA.

IlaxeTss wOMOMAMpOBAHHHE IUIOCKAE NPEACTABANIOT c00OH NPAMOYrONBHHE IUIOCKHE
KOHBCPTHI, M3MOTOBJCHHBIC H3 MeIMUMHCKOM OyMar® (HenmpospauHag CTOPOHA) M NPO3PATHON
NOAMCPHON TNCHKH (IpojpadHas CTOPOHA), COCAMHEHHBIE MEXmy coboft TepMmuueckuM wW/rhmH
KJICCBEIM IIBOM IO TPEM cTOpoHaM (60KOBLIC H JOHHLI MBLI).

TlaxeTn GyMaxHBIS IIOCKHE NPEACTABRKIOT COGOH MPAMOYTroNbLHEI® KOHBEPTHI, HSTOTOBJICHHLIC
H3 XpadT-GyMarn, COSTMHCHHEIX MEXNY COGON TCPMHYCCKMM H/MMA KICCBRIM UIBOM IO TDEM
t croponaM (60xoBLIe H NOHRLIN MIBEHI).

Tlakerhs OyMaxHBe KOMOHBHMPOBAHHEIC IUIOCKHS OPCACTABINIOT cobolf mpAMOyronbLHuIe

KOHBEPTH, H3TOTOB/ICHHEIE 3 KpadT-OyMarr (HenmpospadHad CTOPOHA) H IIPO3pavyHON NOMHMEpHOK

TUIeHKH (DPO3paYHas CTOPOHA), COCAMHCHHBIX MEXTY cob0i TEPMAYCCKAM H/HAH KACCBLIM INBOM IO

TpeM croposaM (GOKOBEIE ¥ JOHHKI WIBEI),

Ha BHYTpeHHe# NOBEPXHOCTH BhICTYnalomiel GymMaxHOM YACTH CAMOKNEAIMXCN NAKETOB

Ao/mxHa O5ITH HAHECCHA NOIOCKA TSPMOCTOHKOTO Kies, 3aKpHTas 3amHTHON GyMaxaOK nerTolt.

Cpox COXPAHOHHA CTEPHALHOCTH MEIUIHHCKAX HIACIHH IMoc/e CTCpANA3AIHAH — A0 5 NeT, HO
ne Gones CpoOKA MOAHOCTH BJIOWEHHONO MCAMIMHCKOTO H3AeNHA H He Golee OCTaBIICTocs CpoOKa

TOAHOCTR NaTeprana YNaKOBOYHOTO,

PasMephl MEAHITHHCKOTO H3/IENHA YRA3aHH B Tabmune 1.
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HonycTAMEIe OTKNIOHEHNY pasMepoOB:

— TpE WRpHHE ¥ (WiH) Amame zo 150 MM gonycrAMOe OTKNOHCHHE pasMepa + 15%;

= Npd mupaEe K (Wik) pmEe ot 150 MM 10 500 MM ZonycTHMOS OTKIOHEHRE pasMepa £ 10%;
Homyctumoe OTKIOHEHHE pasMepa 10 JUIBHE Ui BCCX SHACHH IIMPHHLI PyJIOHa + 5%.

Tabruya 1 — Pasmepuol meduyuncxozo usoeaus:

Pasmeps
BapHaHT HCNOMHCHHN Ilinpuna, W, MM | Bricora cknaaxm, H, M |  Jmuma, L, M

oT A0 | mar OT X0 ar oT 40 | 1mar

( 1. Pynon xoMGuRrpoBaEBEI
nnockuit ojEopasosrit DENTAL | 50 | 500 | § - - - |100| 200 | S0
FORMULA PKII

2. Pynod xonGranpoBanHEii co
cxnanxol oanopasoswit DENTAL | 50 | 500 | § 20 100 5 100| 200 | 50
FORMULA PKC

PasMepur
BapraHT HCIOITHCRHA Illupuna, W, MM | BricoTa crnaaxn, H, MM | JInaua, L, MM

3. Ilaxet koMOHHHPOBAHHEH 1IOC-
KHit camoknesmmiics onHOpaso- 30 (1000) 5 - - . 30 [ 1000 5
suif DENTAL FORMULA TIKTIC .

4. ITaxer xOMOHAMpPOBAHHEIA INOC~

xuit oqHopasossitt DENTAL 30 | 10001 5 - - . 30 (1000 5
FORMULA TIKI1

$. Iaxer 13 xpad1-Cymara nnoc-
Kuit caMoKneAnatica OHopaso- 30 {1000 S . . . 30 | 1000 S
Buii DENTAL FORMULA TIBIIC

6. Iaxer u3 orGenennol xpadr-

Gymarn nockuli camMoxnesmuitcs . . .
OO # DENTAL 30 (1000 5 30 [1000| 5
FORMULA IIBBIIC

7. Iaxer u3 kpad1-Oymaru koMGn-
HEPOBAHELI! IIOCKHH camgKITes- N . .

Hos oxE it DENTAL 30 (1000} S 30 11000 | §
FORMULA ITBKIIC

8. Ilaxer n3 orGenenuol xpadt- )

( Gymary xoMGHRHpOBaHHE 1UI0C-
xnil caMoxnesmMitcs OAHOPa3o- 301000 § - - - 30 11000 | §
suitt DENTAL FORMULA '
ITBBKTIC

Baons OmHOrO Xkpas PYJOHOB M NakeToB Ha (yMaxHON CTOpPOHE HAHECCHR! XHMUUECKHE
mramraropal 1 xiacca no ISO 11140-1 m1g COOTBETCTBYIOMEX METOAOB CTEPHIA3AIMH, UIMEHAIOMHE
CBOH NBeT MOCTIe CTEPHIIAIANNH:

& A BOAYIIHOIO METO/IA CTEPHIH3ANUE — PO30BOTO HBETA ¢ MOACHEHAEM O TOM, YTO IOCHe
o5palGoTKH 3THM arCHTOM OH CTAHOBRTCH 3C/ICHEIM;
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¢ JUa RapoBOTO METOAA CTCPHAH3AINE — CHHCTO NIBESTA ¢ HOACHECHHCM O TOM, UTO Docle 05-
pabOTKH NapOM OH CTAHOBHTCA CEPO-YEPHEIM;
¢ VIR rasoBOTO MCTO/IA CTCPHAHM3ALEHY (C IPHMEHCHNEM OKHCH 3THJIEHA) — PO30BOTO UBETA, C
NOSCHEHHENM O TOM, 9TO Nocie o0pabOTKHE ITHM AreHATOM OH CTAHOBHTCSH JKEJTHIM;
¢ JUIR ra30BOTO METONA CTEPHAMIANMH (C NMPMMEHCHUEM (POPMANBACIHAR) — MATHHOBOIO
OBETA ¢ OSCHCHHEM O TOM, ITO NOcJIe 00paboTKH 3THM AreHTOM OH CTAHOBATCH JC/ICHRM
(oTrenox upera MOXCT GHITL OT 3EJICHOIO A0 CEPO-3€JICHOTO).

Momioe WM YACTHUHOE COXPAHCHHE MCXOJHOTO IBETA WHAMKATOPA CBHACTENLCTBYET O
HecoSmonennu Tpefyenbix ycnosa#t >pdexTmBHON CcrepmnmzammMu. MeaHLMRCKHE HIRENRA ©
HHAHKATOPaMH, HC ZOCTHITTAMA KOHETHOIO COCTONHAS, CYMTAIOTCH HECTCPHIBHEIME H HE NOJVICKAT
nobropHo#t (RomoNHUTENBHON) CTepAMAsaIHH.

S Yenosas TPARCIIOPTHPOBKE, XPAHCHAS H YTHIH3ALME METHIHHCKOTO W3RN
5.1 YcnoBHS TPAHCHOPTHPOBKH

TpaHCIOPTHPOBKA H3AENHS MOXKET OCYMIECTBIATHCH BCEMM BHAAMH KPHITHIX TPAHCHOPTHEIX
CPeACTB B COOTBETCTBHH C TPcGOBAHMAMM W NPABAIAMH [EPEBOSKH IPYIOB, ACHCTBYIONMMH Ha
IARHOM BUJie TpaHcnopTa, JIpK TpaHCNOPTHPOBKE HO AOKHE! HAPYIIATECA YCHOBHA XPAHCHHA.

5.2 YcnoBus xpasenng

MaTtepuan ynaxoBoYHsIE JOMKCH XPaHATHCA B YIIAKOBKE NPSANPHATHA-H3TOTOBATENA B CYXOM
MECTe, Ha PaCCTOSHHE He McHee | M 0T HarpeBarenbabx npuGopos npm Temnepatype ot +5°C o
+40°C u orHOCHTeNbHOR BraxROCTH He Gonee 85% B TeueHne Beero Cpora rogsocTH. [Ipd yacTHuHOM
PaCcXONOBAHAN OCTATKHM MATCPHAJIA YNAKOBOYHOTO AO/KHH XPAHUTHCA B YHCTHIX NMOMCICHHAX NMPU
AHANOTHYHBIX YCHOBHAX.

§.3 YciaoBRS yTHAMIAIHHA

Hanenus, npuieune B HEMPHIOQHOCTD, B TOM YHC/E B CBA3U ¢ HCTEHUEHHEM CPOKA FOAHOCTH,
a TakXke NpH HAPYNICHHH O&IOCTHOCTH YNMAKOBKH, NOJUICIKAT YTHIM3AIMH KAK OTXOAH Kjaacca A B
cooTeeTcTEEH ¢ TpeSoBarusMu CanlTuH 2.1.3684-21. ]

Hcnonu3oBanHEie H3GAENAS OTHOCITCA K OTXOAAM KIBCCE A H YTHIAIHPYIOTCE B COOTBCTCTBHE ©
TpeGopannsmu CanlinH 2.1.3684-21.

-

6 Caenenns 06 ynaxoBixe MEAHNHHCKOT0 HIZETHS

Ynaxoexa 06ecneUrBacT 3IATY OT BO3NCHCTBAL MEXAHHYCCKHX H KITHMATHYECKHX (axropo
BO BpeMa TPAHCTIOPTHPOBKHA H XPAHCHHS.

Marepuan ynaxoBouHHI RoKeH OHTH YIAKOBAH B IAKETH! B3 MONMHMEPHLIX MaTePHANOB, RGO
ofepHyTH nommMepEo# nieRKol (B ToM THCAC CTpeiy-NNCHKOM) (B Ciyyae H3feNHN B pynoHax). Ma-
TepHAT YNakoBouusl! B rpynmosolt ynaxopke zonmeH GHITh ynakoBal B TPAHCNOPTEYIO KOpoOKy M3
KApTOHA rodPRPOBAHRONY, TPARCIIOPTHYIO YIAKOBKY OKNCHBAKOT KAeHKoH IeHTOMH.

7 KoMIIEKTHOCTD NOCTABKY MEAHITHHCKOTO H3ZSIHS
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B KOMIICKT NOCTABXH MATEpHANA YIAKOBOMHONO BXOAST TPYNIOBHE YNaKkoBKH H3ACIHN B
TPaHCTIOPTHON TApE H COXpamenHas NOTPESHTILCKAT HHCTPYKIIHA IO IPHMEHEHHIO, ONPEASILIOmAn
H&3HAYCHHC H YCNOBHA NPAMCHEHAS MATEPHATIOB.

B rpynnosyio ynaxoBky MaTepHAN YIAKOBOYHELE BXOMUT B KonmdecTse ot | 7o 12 m. PYIIOHOB
# oT 5 20 3000 mT. naxeros.

8 CHMBOJILI, IPHMCHSEMBIC B MAPKHPOBKE MeANLMHCKOTD HIIE/HS

(1]

OGparnTecs K HECTPYKUMH 1O NPUMEHEHHIO

HenonszopaTs TONMEKO OANH pas3

He ucrnons3oBaTh NpH NOBPEeXASHUHN YNAKOBKH

IIpor3BoguTENB, €70 HANMEEOBAHHE H aNpec
JlaTa H3roTOBNECHAA
Kon naptiu

Hcnons3osats 2o
Bepeys ot Braryn
Temmeparyprniit granason or +5°C no +40°C

Jnranason smaxHoCTH oT 0% n0 85%

MaTepHal ynakoBKA — NONHITANICH BHICOKOH ILIOTHOCTH

.

OrxpiiBats 30ech

9 Ilepeuenn npnumemti DPOH3BOANTE/ICM (HITOTOBHTEIEM) MEARIMHCKOr0 H3/ENN

HAIHOHANBHBIX CTAHARPTOB

Tabruya 2 - ITepeserv NpUMERAEMBIX NPOUSBOOUMEREM CIAHOAPMOS.

Obosnageane Hawmenopanne
ISO 9001:2015 CHCTeME MeHEDKMEHTA KauecTBa. TpeCopanns
) Hanenus MepunuHcxre. CHCTEMB! MEHEUKMEHTa KadecTsa. TpeGoBanms
ISO 13485:2016 | o renett peryupoBaHES

9
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EN ISO 14971:2019 Hsnemus memununckue. [TpHMeHeHHe MEHE/DKMEHTa PACKA K MEAHLIMH-
CKHM M3JeNHsIM

H3penus meauuunckue. CHMBOINEI, IPUMEHSEMBIE TIPH MAPKHPOBAHAH
ISO 15223-1:2021 | MCAMLMHCKHX H3ACNHI, HA STHKETKAX H B COMPOBOAUTENBHON JOKYMCH-
- | Tauun. Yacts 1. O6mme TpeGoBanus

ISO 11140-1:2014 | Crepunmsamas MemuuuHCKOH NPOAYKUHH. XHMHYECKHE HHIKKATOPHI.
Yacts 1. O6mme TpeGosanus

¥YnakoBka Ui MEIHIWHCKHEX H3ienuit, nomnexaumx GuHUIIHONK cTepH-
nusaumny. Yacts 1. Tpebosanus x MaTepnanam, 6apbepHBIM CHCTEMAM
JUISL CTEPHITH3ALMH H YIIAKOBOYHBIM CHCTEMaM

ISO 11607-1-2019

10 F'apanTHH NPOH3BOAUTEN

[Ipon3BoauTeNL (H3rOTOBHTEND) rapaHTHPYET COOTBETCTBHE Ka4eCTBA MaTEPHAIOB YIIaKOBOY-
HBIX TPeGOBaHHAM HACTOSIEH TeXHHYECKO! NOKYMEHTALMH NpH COGMOAEHHH NPaBHI HCTIONB30Ba~
HHSA, TPRHCIIOPTHPOBAHHA H XPAHCHHSA.

Be3onacHOCTh B Ka4€CTBO H3/E/IHS FApaHTHPYIOTCS B TEUEHHE BCErO CPOKA FOJHOCTH.

[Ipou3BOAHTEND OTBEHACT 38 HEJOCTATKH H3JENHSA, 32 HCKIIOYEeHHeM AedeKTOB, BOZHHKILIMX
BCJICACTBHE HapYIICHHA IIPaBHJI NOJIb30BAHUA, YCIIOBHH TPAHCIIOPTHPOBAHHUA U XpaHeHud, IM6O aeit-
CTBHA TPETHHX JIHLL, JIA60 HENPEOROTUMON CHITBL.

-

11 CBenenns 06 YnoJHOMO9EHHOM NPEACTABHTENE NMPOH3BOAUTENS

ITo ecem eonpocam, ceéasanubim ¢ obpawerueM MeOUyuHCKo20 usdenus Ha meppumopuu PO,
Heobx00umo obpamumvcs Kk YnoaHoMo4eRHOMy npedcmasumenio npou3eo0umens.

O6mecrBo ¢ orpannveHHOH oTBeTcTBeHHOCTHI0 «BH Ilmoc» (OO0 «BH Ilmoc»)

Poccus, 194292, r. Caukr-IletepOypr, BH. Tep. . MyHHuMnanbHeii okpyr Cepruesckoe, nep. 6-%
Bepxunit, a. 12, nurepa A, yacts oM. 5.3.1.

ten.: +7 (812) 309-36-62

beplus@beplus.spb.ru

Koneu nepeBosia JoKyMeHTa =====

Iepeson ¢ KHTaHCKOro A3bika HA DYCCKHIA A3bIK BHMONHEH NEPEBOAIHKOM AJslekceeBod AHacTacuelt AHaTONLEBHOM.
S noaTsepxaao, YTo cBOGOAHO BAANCIO YKa3aHHBLIMHK A3LIKAMH, H YTO BHIMONHEHHBI# MHO NMEpeBOA ABNACTCA MPaBUIb-

HBIM, TOTHBIM H NOJTHBIM,
bl i~ é

i a3uix BRIMONHEH nepeBogtinkom Benorpanckoit Haranne BayecnasoBHOR.
BBINOJIHEHHBIA MHOH nepeBo ABIAETCA NPaBHb-

ﬁw« ok Zﬂ’ %"

_ e b
peBof ¢ AHTNHACKOIO A3bIKA HA PYCCKH

S noxTBEpXKAAIO, YTO CBOSORHO BIANCIO YKA3AHHBIMK S3LIKAMH,
HBIM, TOYHBIM Y TTONTHBIM.

10
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MeTepbypr

Poccuitckaa ®egepaumna, CaHkT-Metepbypr

Bocbmoro viong Ase TbicAYM ABajLaTb YeTBEPTOro roja

A, AHTOHOBa MIpuHa ANeKceeBHa, HOTapUycC HOTapuanbHOIo oKpyra
CaHkT-leTepbypr, CBMAETENLCTBY NOA/IMHHOCTb MOAMUCK MEPEBOLUYMNK
AnekceeBoih AHacTacum AHaTONbeBHbI, NepeBoAYnKa benorpagckoii
Hatannn BAayecnaBOBHbI.

Mognwuck caenaHa B MOEM MPUCYTCTBUN.

JInyHoCTL NoANUCaBLLero JOKYMEHT YCTaHOB/eHa.

3apeructpupoBaHo B peectpe: No 78/621-H/78-2024-6~"bYY
Ynna4yeHo 3a COBepLUeHMe HoTapuanbHoro gericteus: 700 py6. 00 kon.

C N.A. AHTOHOBA

MITOro B HaCTosILLIEM
DOKyMeHTe

23 (oBaguaThb TpW) NcTa.
Horapuyc:
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Poccuiickaa Pegepayms, CaHKT-MNeTepbypr
BocbMmoro niona ABe Tbicauu ABajuaTb YeTBEPTOro roja
A, AHTOHOBa VipuHa AnekceeBHa, HOTapuyc HoTapuasibHOro okpyra CaHKT-IeTepbypr,

CBUIETE/IbCTBYI0 BEPHOCTb KOMWUW C MPELCTaB/IEHHOIO0 MHE [OKYMeHTa.
3apeructpuposaHo B peectpe: Ne 78/621-H/78-2024-5-1356
Ynna4eHo 3a CoBepLUEHNe HOTapuasibHOro aeicTens: 2160 py6. 00 kon.

N.A. AHTOHOBa

MToro B HacToALLEM JOKYMEHTE
24 (nBaguaTb YeTbIpe) ncTa.
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China Council for the Promotion of International Trade

China Chamber of International Commerce
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na Council for the Promotion of International Trade
China Chamber of International Commerce

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

v E m

CERTIFICATE
No. 243400B0/008966

THIS IS TO CERTIFY THAT» the seal of ANQING BAOIJIE
PACKAGING CO., LTD. on the annexed DOCUVHT is genuine.

tiun
W
Authorized i
. Li Wen
Signature:

BLLU: 20247077020
(Date: Jul. 02,2024)

febsite for wifyicf the cerUficelc* hti]»://m.mcpit coi®velidelo.htei
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APPROVED BY:

General Director of Anging Baojie Packaging Co., Ltd.

(No. 123 XingYe Road, Development District, Anging, Anhui Province, China)
Ten.: +865565369413, sales6@baojiechina.com

/ Yang Xiao Dong/

AtiOINGBAIUIE PACKAGING CO.,LTD

A e k. 3N

SHORTENED CONSUMER INSTRUCTION FOR USE
on medical device:

Packing material disposable for sterilization DEN1'AL FORMULA

/nll a/issue ofoperational documentation (instructionsfor use)for medical device.

Version: 1,0 dated 25.06.2024
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Packing material disposable for sterilization DENTAL FORMULA. Shortened consumer instruction for use.

Roll combined flat disposable DENTAL
FORMULA RKP for steam and gas sterili-
zation, dimensions: width from 50 to 500
mm with a step of 5 mm, length from 100
to 200 m with a step of 50 m

Roll combined gusseted disposable DENTAL
FORMULA RKS for steam and gas steriliza-
tion, 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
with a step of 50 m

Bleached kraft paper pouch flat self-sealing
disposable DENTAL FORMULA PBBPS for
heat and steam sterilization, dimensions: width
from 30 to 1000 mm with a step of 5 mm,
length from 30 to 1000 mm with a step of5 mm

Kraft paper pouch flat self-sealing disposa-
ble DENTAL FORMULA PBPS for heat
and steam sterilization, dimensions: width
from 30 to 1000 mm with a step of 5 mm,
length from 30 to 1000 mm with a step of5
mm

PURPOSE. Packing material in rolls disposable for sterilization o f 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 (wacing, streaks).

2) Select a pouch of such size that the medical device to be sterilised can be placed freely and
occupies approximately Y4 of the internal volume of the pouch. This is necessary to prevent
damage to the pouch when packing the article, for ease of sealing and to compensate for the
expansion of the package during the vacuum stage (in case of steam sterilisation).

2a) From the rolls, pouches are prepared in advance in such a size that the medical device to
be sterilised fits freely and occupies approximately % of the internal volume of the pouch.
Special cutting devices are used to cut sections corresponding to the length of the articles to
be packed, taking into account the allowance for the free positioning of the article and the
width of the 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
areplaced, itisrecommendedto leave afree margin of1.5-2 cm behind the seamfor applying
such information.

One side of the roll section shall be heat-sealed usihg approved heat-welding machines de-
signed for sealing medical sterilisation packaging materials. The width of the heat seam must
be at least s mm. A properly made heat seam must be at least as strong as the finished side
seams and the paper and plastic film must not be burnt.

3) The clean, dry, pre-sterilized, pre-sterilized, washed and dried medical devices to be steri-
lized shall be placed in optimally sized pouches as described above. The pouches should be
filled to no more than ¥4 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

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

Pouch combined flat self-sealing disposable
DENTAL FORMULA PKJ>S for steam and
gas sterilization, dimensions: width from 30
to 1000 mm with a step of 5 mm, length
from 30 to 1000 mm with a step of 5 mm

Kraft paper pouch combined flat self-seal-
ing disposable DENTAL FORMULA
PBKPS for heat and steam sterilization, di-
mensions: width from 30 to 1000 mm with

Pouch combined flat disposable DENTAL
FORMULA PKP for steam and gas steriliza-
tion, dimensions: width from 30 to 1000 mm
with a step of 5 mm, length from 30 to 1000
mm with a stepof5 mm

Bleached kraft paper pouch combined flat
self-sealing disposable DENTAL FOR-
MULA PBBKPS for heat and steam sterili-
zation, dimensions: width from 30 to 1000

mm with a step of 5 rtun, length from 30 to
1000 mm with a step of 5 mm

astep of 5 mm, length from 30 to 1000 mm
with a step of 5 mm

pouches with the non-working part facing towards the opening of the pouch. 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.
4) Before closing the pouches, remove as much air as possible from the pouches by ironing
it by hand in the direction from the closed end to the open end.
The unsealed side of pouches prepared from rolls as well as heat-sealing pouches packed
with sterilisable articles shall be heat sealed using approved heat-welding machines de-
signed for sealing medical sterilisation packaging materials. The width of the heat seam
must be at least & 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 burnt.
To facilitate sealing of the packages, additional space should be provided between the prod-
uct and the sealed edge on the filling side, ensuring a distance between them of at least 30
mm. To avoid creasing during heat-welding of double packs, an additional 20-30 mm length
allowance should be left on the outer package.
4a) Before closing self-sealing pouches, as much air as possible shall be removed from the
pouch by ironing it by hand from the closed end to the open end. Then, pressing the
smoothed edges of the pouchwith one hand against the table, remove the protective paper
strip from the adhesive strip of the pouch. Fold the protruding part along the marked bend
line and press the adhesive layer to the package surface, starting from the centre of the strip
and smoothing to the edges. Iron the seam until all air bubbles are removed.
5) Pouches with sterilisable articles, especially heavy ones, are packed into sterilisation bas-
kets, cassettes, pallets and placed vertically ("sideways"). The rule "paper to paper, film to
film" shall be observed when combined pouches are placed side by side. Sterilisation of
articles shall be carried out in accordance with the established procedure in accordance with
the current regulatory documentation and according to the operating instructions. Recom-
mended conditions:

= Autoclave steam sterilisation: 121°C, 20 min

« Ethylene oxide sterilisation: 55°C, 60 min

e Formaldehyde sterilisation: 55°C, 120 min

e Dry air sterilisation: 160°C, 150 min.

0P 50
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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 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, im-
mediately after sterilization shall be dried, without opening, in a desiccator or air sterilizer
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 tp +40 °C and relative humidity
of30% to 50%, avoiding direct sunlight and moisture.

Packages are opened by cutting off the edge of the package or by deiamination. To do this,
the loose ends of the paper and film are clamped with fingers and the adhesive seam is torn.
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 X and relative humidity not more than 80%, in accordance with
the instructions for the medical device.

Sterility preservation period of medical devices after 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 shelflife. 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 techpical 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, trans|X)rtation and storage conditions, or the action of third par-
ties, or force majeure.
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Registration certificate P3H X XXX/ 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, literaA, partofoffice 5.3.1.. Tel.: +7 (812)
309-36-62; e-mail: beplus@beplus.spb.ru

Manufacturer (producer) ofthe medical device: Anging Baojie Packaging Co., Ltd., China,
No. 123 XingYe Road, Development District, Anqing City, 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

LOT 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
PE-HD

Open here
Instructions for use of the medical device "Packing material disposable for sterilization

DENTAL FORMULA" is issued for the first time.
Version: 1.0 from 25.06.2024
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Mepesog c AHIINIACKOTO W KN TaiCKOro S3bIKOB Ha pyCCKI/IVI A3bIK

CepTugukar

KuTaincknin KOMUTET COAENCTBUS PasBUTUIO MeXAYHapO4HOW TOProsn

KuTanckuii KOMUTET COAEeNCTBUA Pa3BUTUIO MeXAYHapPOAHOW TOProB/v AB/ISETCA
KuTainckoin mexxayHapoLHOW TOprosoi nanaTou
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KuTaiCcKuin KOMUTET COAENCTBUA Pa3BUTUIO MEXAYHapPOAHOMW TOProB/n
KuTtainckasa mexayHapogHas Toprosas nanarta

01882668

CepTudukart

/QR kopa/
Ne 243400B0/008966

HACTOAW WM MOATBEPXOAETCH, UTO neyatb komnaHun «<AHbLUWH BAOUSE MEKEAXWHT
KO., NTA.» (ANQING BAONE PACKAGING CO., LTD.) Ha npunoxeHHom JOKYMEHTE ansetcs
NOANNHHOMN.

/HaknagHas neyatb: CepTudmkayma*
KuTtaicknit KoMmuTeT cofencTBmA
pasBUTUIO MeXAyHapoaHol Toprosnu/

/MevaTtb: CepTuukaymnsa * Kntanckmihi KomumTteT
cofeicTBMA pPasBUTUIO MEXAYHapPOAHONW Toprosan/ - 2 WT.

KunTtalicknii KOMUTET COAeliCcTBMA
pa3BUTUIO MEXAYHAapOAHOW TOProesau

|_|0,D.I'IVICI: YNO/THOMOYEHHOTO Nnua:
/Mopanucek/

Nn BeHb (Li Wen)
fata: 02 nwona 2024 .

Beb6-caiiT 4ns npoBepku AaHHOTO cepTudumkara: http://ww\v.rzccpit.com/validate.htrnl
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YTBEPXKJIEHO:
Ienepanbabiii aupexrop AunuwH baomse [Nexemxuur Ko., Jita.
(Ho.123 CusE Poap, Jlepenonment JucTpuKT, AHBIMH, NpOBHHIHS AHbX0H, KuTait)

Ten.: +865565369413 sales6@baojiechina.com
Mommucy r-a A1 Cao Ayu /

/ramm: Ausian Baorse Iekexunr Ko., Jita/

COKPAINIEHHAA NOTPEBUTEJIbCKAA HHCTPYKIINA ITO MIPUHMEHEHHIO
' MeXMUMHCKOrO Hijem:

Marepuan ynaxopounbili oqHopasosuiii nas crepumizauun DENTAL FORMULA

-

Ilepeonauanviuiii 6unycx SKCRAYGMAYUOKKOU OOKYMEHMAYYUY (UHCMPYKYLU NO NPUMENEHWIO)
Ha Meouyuncxoe uzdeaue: Bepcun: 1.0 om 25.06.2024
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Martepuan ynakoBounnlii oanopasosslii Aas crepuansaund DENTAL FORMULA. CokpanieHHAas NOTPeOHTENbCKAS HHCTPYKIHS.

Pynon koMOGuHMpOBaHHBI# IUIOCKHIA oaHO-
pasoBniiit DENTAL FORMULA PKII ans
naposofi M Tra3’oBOH cTepwiW3auMM, pa3s-
Mepni: mHpHHa ot 50 1o 600 MM c marom S
MM, anuHa ot 100 ao 200 M ¢ warom 50 M.

[Maker u3 kpadT-6ymaru naockut camoxie-
Aumics OIHOpa30BblH DENTAL
FORMULA IBIIC ana so3aywHo# U napo-
BOM CTEPHIH3aLMH, pa3Mephl: LHPHHA OT 30
no 1000 mm ¢ marom 5 MM, wtHHa ot 30 a0
1000 MM ¢ mmaroM 5 MM.

Pynon xoM6uHHpoBaHHRI#H cO cxaakoi od-
Hopazossifi DENTAL FORMULA PKC ans
napoBoii H ra3oBo#i CTEpHIH3ALMM, pa3-
Mephl: mupHHa oT 50 Ao 600 MM ¢ warom 5
MM, cKnajka ot 20 a0 100 MM ¢ marom S mm,
anuHa ot 100 a0 200 M ¢ marom 50 m.

IMaker u3 oTOeneHHo# kpadT-Gymaru mwioc-
Kuit camoKIestnica ONHOPa3OBLIA
DENTAL FORMULA TIIBBIIC ans Bo3-
OyWHO! W mnapoBOA CTepHIM3allHM, pa3-
mepsi: mHpHHa ot 30 a0 1000 MM ¢ warom 5
MM, AnuHa oT 30 ao 1000 MM c marom S mm.

[Taker koMOHHMpOBaHHM# mnoCckuit ca-
Moknesmmiics oaHopasosmii DENTAL
FORMULA [IKIIC ana naposoii u razooit
CTEpWIH3ALlHY, pa3Mephl: IWHpHHA oT 30 1o
1000 MM ¢ rarom S mu, ansHa ot 30 go 1000
MM C LLIaroM 5 MM.,

Maxer u3 xpadT-Gymarn koMGHHUPOBaHHBIH
TNOCKHH  caMOK/eAMACA  OQHOPa3OBHIii
DENTAL FORMULA MNBKIIC ana Bo3-
OymHOA K nNapoBofi crepwiM3allMM, pas-
Mepal: mupuHa ot 30 1o 1000 MM ¢ marom 5
MM, JutHHa oT 30 1o 1000 MM ¢ marom 5 Mm.

[Taker xOMOHHMPOBAHHWA TUIOCKHHA OfHO-
pasosuifi DENTAL FORMULA IIKI1 ans
naposoit ¥ rasosoil cTepHAH3alLMH, pa3s-
Mephi: mKpHHa ot 30 10 1000 MM c waroM 5
MM, anuHa ot 30 g0 1000 MM ¢ arom 5 MM.

IMaker u3 orGenenolt xpadr-Gymarn KoM-
OHMHMPOBaHHHIA TUIOCKHH camoknesmuics
ogHopaszoBuii DENTAL FORMULA
[TIBBKIIC ans Bo3aywHo# 1 napoBoii crepu-
NH3aLMH, pasMepsi: wupHHa ot 30 mo 1000
MM C 11arom 5 MM, anHHa ot 30 ao 1000 mm

)

HA3BHAYEHHE. Marepuan ynakoBousblii oaHopasossifi ans crepwinsaunn DENTAL
FORMULA npennasuayen A1 OQHOPA3OBONO HCMONB3OBAHHA NPH GHHHIBHON CTEPHIH3ALMH
MEAHLHHCKHX H3/IENHii, COXpAaHEHHH CTEPHILHOCTH A0 MECTa X HCMIONL3OBAHHA H COOMI0OACHHH
acCeNTHYECKUX CBOACTB.

PUCK NNPHMEHEHHA. lNoTeHuManbHbli pHCK npUMeHerHs — knacc 1. [potuBonokasanua
MEAMUHHCKOrO H3ieNHs H NoGouHble 3 dEKTH OTCYTCTBYIOT.

NMOPANOK NMPHMEHEHHA. 1) [lepen ynakoBhiBaHHEM MEAMUMHCKHX W3Renuii Matepuan
YNAKOBOHHBI/i OCMaTPHBAIOT, NMPOBEPAA UEIOCTHOCTb, OUECHHBAIOT €0 MPHIOAHOCTH C YHETOM
Cpoka rofHoCTH (KOHE4YHOH AaThi HCNONMb30BaHHA). 3aNpeuIaeTC HCMONb30BaTh YNAKOBKY, €CNH
B Hefl 06Hapy)KeHB OTBEPCTHA, Pa3pbiBbi MaTepHaNa, MOCTOPOHHHE BKIIIOMEHMA, HapyllleHHs Le-
JIOCTHOCTH 1IBa, CNEAB HAMOKaHHA (KopobaeHHe, pa3BoAabl).

2) Moa6upaloT NakeT Takoro pasMepa, YToGbi CTEPHIH3YEMOE MERHLIHHCKOE M3E/IHE pa3Mela-
nock cBOOGOOKO M 3aHHMANIO NMPHMEPHO % BHYTPEHHEro obnema nakera. 3to Heobxoaumo ans
NPEAOTBPAILEHHA NOBPEXKACHHS NAKETa NPH YNAKOBLIBAHHH H3AENIHA, yAOGCTBA 3aKNEHBAHHA H
KOMMNEHCALHH PAaCUIHPEHHA YNAaKOBKM BO BPEMSA CTaZHH BaKYYMHPOBAaHHA (NPH NMapoBoii CTepH-
JIH3AUMH).

2a) U3 pynoHOB npeBapHTENbHO rOTOBAT NaKEThl TAKOrO pa3Mepa, YToObl CTEPHIIH3YEMOE MEIH-
LUHHCKOE H3lIeJIHe pa3Melanoch CBOGOIHO H 3aHUMAaNO NPHMEPHO ¥ BHYTPEHHErO 06beMa nakera.
C noMoubio CieuManbHbiX PeXylHX YCTPOHCTB Hape3aloT OTPE3KH, COOTBETCTBYIOUWHE JUTHHE
H3nenui, NOANEXaUIHX yNaKOBbIBAHHIO, C YYETOM 3anaca Ha CBOOOZHOE pa3MEIlICHHE H3CTHA H
WHPHHY LIBOB.

Buumanue! Ilockoneky éce naonucu u unbie noMemxu, 6 MOM Hucae C6e0eHUA 0 0ame Cmepunu3a-
yuu, OoONycKaemca yKaswi6ams Ha yNaKoeKe MONbKO 6HE 30HbI PASMEUJEHUA CMEPUNUIYEeMbIX U30e-
Ausi, O2R Hanecenua maxou ungopmayuu pexomendyemda ocmaerime 3a weom ceobodnoe noe
onunoi 1,5-2 cm. .

OnHy CTOpoHY OTpe3Ka pyJioHa 3afeyaTbiBaloT TEPMOCBAPHBAHHEM, HCTIONb3YS paspeilleHHbIe K
NPHMEHEHHIO TEPMOCBAPOYHBIC ANNapaTsl, NpeAHa3sHaYeHHbIE AN8 3aNaHBAHUA MEQHLIMHCKMX CTe-
PHIH3ALMOHHBIX YNAKOBOYHBIX MarepHanoB. Llinpuna Tepmolusa JonmxHa ObITh He MeHee 6 MM.
[NpaBunbHO BHINONHEHHBIA TEPMOLIOB NOHKEH ObLITh HE MEHEE NPOUHbLIM, YeM roToBhle GoKoBbiE
WBH, NPH 3TOM GyMara U NOAUMEPHAA NUIEHKA HE NOMKHBI O6ITh NPOAOKEHBI.
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C LIAaroM 5 MM.

3) lNoanexailne CTEpIITH3ALHH YHCTHIE, CyXHE H3ACNHA, NPEABAPHTENILHO NOABEPTHYTHIE Npea-
CTEPHIH3AUHOHHOM OUHCTKE, BLICTHPAHHOE H BHICYLIIEHHOE OnepauHoHHoe Gelbé nomenalor B
ONTHMANLHO MOAXONALUIME MO Pa3MEpy NAKEThi, HITOTOBNCHHBIE H3 PYNOHOB, KaK OMHCAHO
suite. [lakersl cnegyer 3anonHATH He Gonee yem Ha % ux 06bema, BO H3bexaHHe paspbiBa BO
BPEMA CTEPHIM3ALHMH. MeaHUHHCKHE H3feNHA, HMelouue pabodylo M Hepabouyro wacTu
(HanpuMep, XMPYPrH4ecKHi HHCTPYMEHT), MOMELAOT B NaKeT TaK, YToOb Hepabouas 4acTh
6bu1a obpauteHa B CTOPOHY BCKPHITHA nakera. JIiA MHHHMMH3ALMH PHCKAa MOBPEXACHHA Yyha-
KOBKH KPOMKaMH KOJHOILHX H PEXYIIHX HHCTPYMEHTOB NPH HX YNAKOBBIBAHHH NMPHMEHRIOT
MapJieBbie, TKaHeBble HWIH GyMaxHbie candeTKH, KOTOPHIMH 000PaYHBAIOT OCTpHIE YacTH H3Ae-
A,

4) lNepen 3akpbIBAHHEM NMAKETOB M3 HHX CICAYET YAAIHTL KaK MOXHO 6osibiile BO3ayXa nyTem
NPOrNAXHBAHUA MAKETa PYKOi#l B HANPaBACHHH OT 3aKPBLITOrO KOHLA K OTKPLITOMY.
HesaneuaTtanHyi0 CTOPOHY NaKkeTOB, YKOMIUIEKTOBAHHBIX CTEPHIIH3YEMbIMH H3JEHAMH, 3arie-
4aThIBAIOT TEPMOCBAPHBAHHEM, HCNOMB3YA Pa3peLICHHbIC K MPUMEHEHHIO TEPMOCBApOMHLIE arn-
naparsbi, MpeAHa3HAYEHHbIE UM 3aMaHBAHHA MEAHUHHCKHX CTCPHIH3ALMOHHBIX YMAKOBOUHBIX
matepHanos. Lilupuna TepMoliBa no/mkHa ObiTh He MeHee 6 MM. [TpaBHIILHO BLIMONHEHHDIH Tep-
MOLLOB JOMKEH ObITh He MEHee TPOYHDbIM, YEM TOTOBbie GOKOBLIE WIBBI, NP 3TOM Oymara u
NONMMEPHaA TUIEHKA HE NI0/DKHBI GBITH MPONOKEHBI.

Hns obneruenna 3aneyaTbiBAHMA YNAaKOBOK HEOOXOAMMO MNPEXYCMOTPETH AOMONHHTENLHOE
NPOCTPAHCTBO MEXIY H3AC/THEM H 3aMe4aThiBACMbIM KPaeM CO CTOPOHBI HaNoNHeHuUs, obecne-
YHB PACCTOAHHE MEXTY HHMHU He MeHee 30 MM. JIna ueknoueHHs o6pasoBaHHA CKIAOK B [IPO-
uecce TEPMOCBAPHBAHHA IBOAHOM YNAKOBKH Y BHEILHETO MAaKETa OCTaRNKIOT JOMONHUTENbHLIA
3anac 20-30 Mm no unHe.

lepen 3akpbiBaHHEM CaMO3aKJIEHBAIOWIHXCA MAKETOB H3 HHX CNEAYET YOANHTB KaKk MOXHO
6onblue Bo3ayxa NyTEM NpOrnaxKHBaHHs NakeTa pyKkod B HaNpPaBRIEHHK OT 3aKPHITOrO KOHLA K
OTKpLITOMY. 3aTem, NpHXHUMast ONHO# PyKo#i K CTOJTy pasriiaxKeHHbIe Kpas 11akeTa, C aAre3uBHoi
MOJ0CHI MaKeTa CHHMAIOT 3alHTHYI0 6yMaxHylo nonocky. [epernbaior BhiCTYnAaloLLYIO HacTh
BIO/b OTMEYEHHOH IHHHH CrHOa W NPIKMMAIOT TMNKHM CJIOEM K MOBEPXHOCTH NaKeTa, Ha4H-
Had OT LEHTPa NONOCKK H Pasriaxusas K KpasM. [TporjaxHBaloT Wos A0 MOAHOMO yAATIEHHS
BO3AYWIHBIX My3bIPHKOB.
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5) IakeTbl CO CTEPHAH3YEMBIMH H3ACIHAMH, OCOOCHHO TIDKEIBIMH, KOMIUIEKTYIOT B CTEpHIH3a-
UXOHHBbIC KOP3HHBI, KacceThl, MOAAOHH H YKIaAbIBAIOT BepTHKANLHO («6okom»). ITpu pasmeute-
HHH pAaOM KOMOMHHMPOBaHHBEIX nakeToB cobmoaaloT npaBuno «6ymara k Gymare, rueHka K
TUIEHKe».
Crepunuzauuio H3genHit OCyIECTRISIOT B YCTAHORIICHHOM MOPAZIKE B COOTBETCTBHH C ACHCTBY-
touiefi HOPMATHBHOM JOKyMEHTaLHe#d H COTIaCHO HHCTPYKLIHH MO 3KCIUTyaTauuu. Pekomenaye-
MbI€ YCNOBHA:

*  Crepwin3aums napom B aBroknaee: 121°C, 20 muH.

e Crepwin3auus ITHWICHOKCHIOM: S5°C, 60 MHH.

*  Crepwmsauus ¢popmansaernaom: 55°C, 120 MuR.

*  Crepunn3aums ropauum Bo3ayxoM: 160°C, 150 muH.
6) INpu crepun3zaunoHHOH 06paboTke NPOUCXOAHT BH3YATLHO PasTHIHMOC H3MEHEHHE LIBETA XH-
MH4ECKOr0 HHAMKATOpa I COOTBETCTBYIOLLETO METOAA CTEPHIHIAUMH, HAHECEHHOTO Ha YIlaKo-
BOYHBIA MaTepHan, 4TO CBHACTENLCTBYET O (hakTe NPOBEACHHA CTEPHIH3ALUNH AAHHBIM METOIOM
¥ MI03BOJNIAET OTNIHYHTD NOABEPrHYTOE CTEPHIH3ALMK HIAENHE OT HecTepuIH3oBatHoro. Ionuoe
HIH 4aCTHYHOE COXPaHEHHE HCXOJHOTO LBETa HHAHKATOPa, CBHAETELCTBYET O HeCOOMOAEHHH
Tpebyembix ycnosuit 3¢pdexTHBHON cTepraH3AUMH. MeIHUHHCKHE HIAENHA C HHAHKATOPAMM, He
JIOCTHIIIMMH KOHEYHOTO COCTORHHMA, CYHTAIOTCA HECTEPIILHBIMH H HE MOANEXKAT NOBTOPHO# (10-
NONHHTENbHOI) CTEPHAN3ALMH.
Ynaxosxu, Ha unu 6 KOMoOpLIX UMEIOMCR OCMamKu &razuU NOCIe CMEPUIU3AYUL NAPOBLIM Menmo-
O0M, HENOCPEOCMBEHHO NOCAE CMEPUNUIAYUU NOOCYIIUBAIOM, He BCKDLIBAA, 8 CYUUNbHOM WKapy
AU 8 6OIOVUIHOM CMepUIU3IamOpe npu memnepamype He @otuie 85°C.
7) MNocsne npoBeACHHA CTEPHIH3ALHH H 0 HENOCPEACTBEHHOIO HCTIONB30BAHHA MPOCTEPHIN3O-
BaHHBLIC H3CHHA XPAHAT B 3aMevaTaHHLIX MAKeTaxX B 3aKPHITHIX WkKadax B YHCTHIX CYXHX MOMe-
wieHHAX, npu Temneparype ot +5°C 10 +40°C ¥ OTHOCHTENBLHOH BAAKHOCTH OT 30% no 50%,
u3beras Bo3nelicTBHA NPAMBIX COMHEYHBIX JTydeH H MOonaaaHus BNaru.
IMakersi BCKpHIBAIOT, Cpe3as Kpai nmaxera nuGo paccnauBanuem. A 31oro cBoGoaHbie KOHLB!
6ymary 4 NJICHKH 3DKHMAIOT NaTbUAMH H Pa3psIBalOT KJIECBOil 1IOB.
YCJIOBHA IPHMEHEHHA. Marepran ynakoBo4HblH NPHMEHAIOT B 1e4eOHBIX WK NiedeOHo-
npodHIAKTHYECKHX MEAHLIMHCKHX YUPEXKIEHHAX B 3aKPLITOM NOMEILICHHH B CYXOM MECTE, BAATH
OT NMpAMBIX COJNIHEYHBIX Ny4ei, npu Temneparype oT 10°C no 30°C H OTHOCHTENBHON BIAXHOCTH
He 6onee 80%, B COOTBETCTBHH C HHCTPYKUHER Ha MEAHLIMHCKOE H3MCITHE.
CpOK COXpaHEHMA CTEPHIBHOCTH MEAULIMHCKUX H3AeNHi Noce CTEPHAM3ALKH — 10 5 JIeT, HO He
6onee cpoka roAHOCTH BIOKEHHOTO MEAHLIMHCKOTO H3/IeHs M He 6onee ocTasileroca cpoka roj-
HOCTH MaTepHaia ynakoBO4HOro.
YCJIOBHA TPAHCNNOPTUPOBAHHNA U XPAHEHHA. TpancnopTHpoBKa H3NENHA MOXET
OCYILECTRIATLCA BCEMH BHAAMH KPBITHIX TPAHCNOPTHBIX CPEACTB B COOTBETCTBUH C TPeOOBaHU-
AMH H NPaBUIAMH NEPEBO3KM IPY30B, ACHCTBYIOUWMMH HA JaHHOM BHAE TpaHcNopTa. [1pu Tpasc-
NOPTHPOBKE He AOMKHBI HAPYIIATHCA YCNIOBHA XPaHEHHA.
Marepuan ynakoBouHblii JOMKEH XPaHHTHCA B YNAKOBKE NPEANPHATHA-H3TOTOBHTENA B CYXOM
MECTE, Ha PacCTOSHHH He MeHee | M OT HarpeBaTebHbIX Npubopos npH Temnepartype oT +5°C o
+40°C u otHOCHTENLHON BNaXHOCTH He Gonee 85% B TeueHue Bcero cpoka roaHocTH. [pu ua-
CTHYHOM PacXOJ0BaHHK OCTATKH MaTEePHANIOB YNAKOBOYHbIX JOJDKHBI XPAHHTHCS B YHCTHIX MOMe-
WEHHAX NPH aHANOMHYHBIX ycNoBHAX. He sonyckaerca ucnonb3oBaHue H3NENHA MO HCTEYEHHH
CPOKa MX FOQHOCTH.
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YTHJIH3AIHA. Usnenus, npuiieauIne 8 HENPHIOOHOCTS, B TOM YHCAE B CBA3M C HCTCYEHHEM
CpOKa rOJIHOCTH, a Taloke NPH HapYIIEHHH LICTOCTHOCTH YNIAKOBKH, MOMNEKAT YTHIH3AUHH KaK
OTXOAB KNacca A B COOTBETCTBHH ¢ TpeGoBaHHAMH CanlluH 2.1.3684-21. Ucnons3osanHule
M371CJTHA OTHOCATCA K OTXO/IaM K/acca A ¥ YTHIH3HPYIOTCA B COOTBETCTBHH C TPEOOBAHHAMM
CanlluH 2.1.3684-21.

TAPAHTHHAHBIE OBSA3ATEJILCTBA. MNpou3eoauTens (H3rOTOBHTENL) FAPaHTHPYET CO-
OTBETCTBHE Ka4YeCTBA MaTepPHAsIa YNAaKOBOYHOrO TpeGOBaHHAM HacTOALICH TexHH4YecKof AOKy-
MEHTaLMHH MpH COOMIOAEHHH MPAaBHI HCNONAb30BAHHA, TPAHCNIOPTHPOBAHHA H XpaHeHMs. Bes-
ONACHOCTDb ¥ KaYeCTBO H3/IC/IHA TapaHTHPYIOTCA B TEHCHHE BCENO CPOKA FOIHOCTH.
TlpoH3BOAMTENL OTBEYAET 33 HEAOCTATKH M3AC/HSA, 33 HCKITIOYEHHEM Ae(eKTOB, BO3HHKIIMX
BCIIEACTBHE HAPYLUICHHA NPaBHN NMOAL3OBAHHA, YCIOBHIE TPAHCIOPTHPOBAHHS H XpaHEeHHUs, TH6O
ZeHCTBHA TPETHHX JIHLL, IH60 HEMpeoAONHMOH CHIIBL.

Howmep perucrpaunonnoro yaocrosepeHus P3H XXXX/XXXX ot XX.XX.XXXX.

[pn BO3HUKHOBEHHH HEXKENATENLHOTO ARICHHA, HMEIOUIEro NPU3HAKH HeGNaroNpUATHOrO Co-
6bITHA (MHUHACHTA), HEOOXOAHMO YBEIOMHTD O HEM YIIONTHOMOYEHHOTO NPEACTABKTEIIA NPOH3-
soauTena Ha teppuropuu P®: OO0 «BH [atoc», Poccus, 194292, r. Canxr-TlerepGypr, BH.
Tep. I. MyHHUMNAILHLIA okpyr Cepruesckoe, nep. 6-it Bepxuuii, A. 12, nuTepa A, uacTs nom.
5.3.1. Ten.: +7 (812) 309-36-62; e-mail: beplus@beplus.spb.ru

MpouseoauTent (M3rOTOBHTENb) MEAHMUMHCKOrO H3nenus: AubuMH Baouse INMexkemxuur Ko.,
JIta., Kurait (Anqing Baojie Packaging Co., Ltd., China). Ho.123 CuxE Poan, esenonmeHT
NucTpukT, ropoa AHbUHMH, NpoBHHLMA AHbXo#, KuTa#t (No.123 XingYe Road, Development
District, Anging City, Anhui Province, China).

OGpaTuTech K HHCTPYKUHH NO NPHMEHEHHIO

Hcnonb3oBarh TONLKO OAHH pa3

He ucnonb3oBars npu NOBPEXACHHH YNIAKOBKH
[MpoussoauTesns, €ro HaHMEHOBaHHE U aapec
JlaTta M3roTosnenus

Koa naptuu

HUcnons3oBars 10
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Bepeus oT Bnaru
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TemneparypHbiit auanasoH ot +5°C no +40°C

Juana3on BaaxHocTH oT 0% 1o 85%

®

MaTepua.n YNaKOBKH — MOJIMITHIICH BbICOKON NJIOTHOCTH
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OTkpbiBaTh 30€Ch

HHCTPYKUHS NO MpUMEHEHHIO MEAMUHHCKOTO H3aenus «MarepHan ynakoBOYHbIH ORHOpa3o-
Bblit s crepunnzauuy DENTAL FORMULA » BeimyckaeTcs BnepBbie.
Bepcusa: 1.0 ot 25.06.2024
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MepeBop, C KMTACKOro A3blKa Ha PYCCKMiA A3bIK BbIMOHEH NEPEeBOAUMKOM ANIEKCEeeBoii AHacTacueil AHaTONbEBHOIA.
1 noATBEpXKAato, YTO CBOGOAHO B/aLEt0 YKa3aHHLIMU S3bIKaMu, 1 YTO BbIMO/IHEHHbIV MHOI NEPEBO/, IBNSIETCA NPaBU/IbHbIM,
TOUYHBIM U MO/HbIM.

MepeBog C aHT/IMIACKOro si3iiKa Ha PycCKuii A3bK BbINOHEH NepeBoAUvKoM benorpaa”oit Hatanveii BsuecnasoBHOI.
A noaTBEPXKAALD, UTO CBOGOAHO B/IAAEH0 YKA3aHHbIMM SI3bIKaMi, 1 YTO BbINO/IHEHHBLIL"MHOI NEpPEBOA, SIBMSIETCS NPaBU/IbHBLIM,
TOYHBIM U NO/HbIM.

Poccuiickaa ®egepaumnsa, CaHkt-MNeTepbypr

BocbMoro vtona ABe ThicAYY ABafLaTb YeTBEPTOro roja

A, AHTOHOBa ipnHa AnekceeBHa, HOTapuyc HoTapManbHOro oKpyra
CaHkT-lMeTepbypr, cBUAETENLCTBYO NOASMHHOCTb NOAMNUCH
nepeBoAuYnKa AnekceeBoi AHacTacum AHaTONbeBHbI, NepeBoAYMKa
Benorpaackoin Hatannn BsayecnaBOBHbI.

Moanuck caenaHa B MOEM MPUCYTCTBUN.

JINYHOCTL NOANMCABLUErO AOKYMEHT YCTaHOB/IEHA.

3apernctpmupoBaHo B peectpe: Ne 78/621-H/78-2024-5"M

Ynna4yeHo 3a COBEPLUEHME HOTapuanbHOro aectens: 700 py6. 00 Kon.
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MA. AHTOHOBA

MToro B HacToALem
LOKYMeHTe
10 (mecsATb) NUCTOB.
HoTtapwuyc:
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Poccuiickasa ®epgepauynsa, Cankt-MeTepbypr

Bocbmoro niona gee ToicAYM fBajLaTb YeTBEPTOro roja

A, AHTOHOBa WVpwuHa AnekceeBHa, HoTapuyc HoTapuanbHoro okpyra CaHKT-MeTepbypr,
CBUAETENbCTBYO BEPHOCTb KONUW C NPeACTaB/IEHHOr0 MHe AOKYMeHTa.

3aperncTtpupoBaHo B peecTpe: No 78/621-H/78-2024-5-1350

YnnayeHo 3a COBeplIeHUe HOTapuanbHoro gelicteua: 990 py6. 00 kon.

MN.A. AHTOHOBaA

MToro B HacToAlWeM JOKYMeHTe
11 (0AMHHAaALATb) NNCTOB.
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