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Name of the medical dgYic"

A set for fixing orthodontic devices contains:
1 Etching gel GC Ortho Etching Gel (1 pack/ 2 syringes of 4.8 g, 40 dosing nozzles).
2. Adhesive GC Qitho Connect (1 pack/ 2 syiinges 0f2.9 g, 4 dosing nozzles, 2 light-protective caps).

L MamifactiLcer (factory)

GC Europe N. V. (JC Europe N, V.)
Interleuvenlaan 33, Leuven, B-3001, Belgium
Tel.+32 16 74 10 00

Fax number +32 16 40 48 32
info.gccrt:i)uc.denial

Place of production of a medical device

ii GC EuropeN.V.

(GC Europe N.V.),

Interleuvenlaan 33, Leuven, B-3001, Belgium

2. GC Dental Products Corporation

(GC Dental Products Corporation)

2-285 Toriimatsu-cho, Kasugai-shi, Aichi, 486-0844, JAPAN

h. Authorized representative of the manufacturer
Limited Liability Company "KASSIS"Company
(LLC Firm "ICASSIS")

Russia, 127273, Moscow, Otradnaya str., 2

Tel.: + 7 (499) 995-07-42, + 7 (49-5) 610-31-86
E-mail; info@kassis.m

4, Purpose Qiajnedka”™LilLeyige
Designed for bonding orthodontic devices.

Potential consumer
It is intended only for use by professional users (dentists and orthodontists) according to the indications for use.
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L Pcstripligfl gf the LA, fHnsUouai ckments atiMI

Name of the MI Photographic image Description and
overall dimensions
A set for fixing orthodontic devices contains:

Overall dimensions of secondary packaging: 120x170x50 mm, weight; 75g

I Etching Gel GC Ortho Etching Gel
(OC Ortho Etching Gel) (1 pack/2 syringes 0f4.8
g, 40 dosing nozzles).

It is a solution of phosphoric acid gel. For etching the enamel of dental
surfaces, which increases the bond strength of light-cured orthodontic
adhesive materials.

Chemical composition mass, %
An aqueous solution of phosphoric  80-90
acid (37%)

Fine particles ofsilicon oxide 10-20
Pigment Trace

Tlie iiiateiial is placed in a syiinge with a piston (1), dosing nozzles (2) arc
used for accurate positioning.

In Appendix 1, sec Safety data sheet according lo 1907/2006 / EC, Article 1!
Overall dimensions: 140x55(33 mm Weight; 51 g
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2. Adhesive GC Ortho Conned
(GC Ortlw Connect) (1 pack/ 2 syringes 0f 2.9 g. 4
dosing nozzles, 2 light- protective caps).

Light-curing adhesive material of orthodontic devices, used in combination
with phosphoriQ acid, pre-treats the surfaces of teeth.

Chemical composition mass,
%
Glass filler 15-25
Silicon Dioxide 5-15
BISPHENOL AETOXYLATE 20-30
DIMETHACRYLATE
Dimdhacrvlate 25-35
Orthophosphoric ether monomer 2-7
Photo Initiator Trace
Fine particles of silicon oxide 10-15
Fluorescent apent Trace

The material is placed in a syringe with a piston (1), dosing nozzles (2) arc
used for precise positioning, when used it is closed with a light-proofcap (3).
The thickness of the material film when fixed is 45 (=1) microns, water
absorption is 35(-1) mcg/m3, solubility is 7.2 (*!) mcg/m3, adhesive
strength 0¥ 8.3 (»1) MPa.

OveraH dimensions: 140x55"33 mm

Weight: 43 g

Note:
1. The periMiJsihle deviation oflinear dimensions is =
2. Thepermissible deviation ofthe mass is n. |
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2i Indications for use
The use of this Ml is applicable for patients, regardless of age and gender, who need oral cavity rehabilitation

due to significant loss of hard tooth tissues.

A Contraindications

1 Do not use GC Ortho Connect Adhesive in patients with a history of allergy to methacrylate monomers and/or
methacrylate polymers.

2 Cementation of devices held by a stainless steel crown (for example, Herbst devices).

3 In rare cases, the product causes sensitivity in patients. Ifany such reactions occur, discontinue use and consult

adoctor.
9, Expected predictable side effects associated K intended use.

In rare cases, the product causes sensitivity in patients. Ifany such reactions occur, discontinue use and consult
adoctor.

10. Information about materials of animal and (or) human origin>_ni_edicines and tor) pharmaceutical
substances that are part of a medical device

The medical device does not contain:

» Materials of animal origin

» Medicinal products

 Derivatives of human blood or tissues
Phthalates

« Substances that are carcinogenic, mutagenic or toxic to the reproductive organs ("CMR"), category 1A
or IB, in accordance with Part 3 of Annex VI to Regulation (EC) No 1272/2008

» Substances with endocrine-destroying properties

* Adjuvants

These materials were not used in the production process.

IL Information about the anplication procedure and other actions necessary for the
anplicationmedical device
Etching gel G. C. Ortho Etching Gel (GC Ortho Etching Gel) (1 pack/ 2 syringes according to
4.8 g, 40 nozzles).
1 While holding the syringe vertically, remove the lid by turning it «puwka
counterclockwise.
2. Quickly and securely attach the dosing nozzle to the syringe by turning it
clockwise. Note: Try not to tighten the dosing nozzle too tightly. This may
damage the screw connection. To ensure a tight connection, make sure that the
m  residual material does not get on the thread. Meranmmeoxas |
3. Clean the surfaces of the teeth with pumice stone and water. Rinse thoroughly [103MpyHOLLas M3CANKa
with water. Dry by gently blowing with low-fat air.
4. Directly dose the Etching gel GC Ortho Etching Gel (GC Ortho Etching Gel) on the working surfaces of the
tooth. Leave for etching for 30 seconds. Rinse thoroughly with water. Remove excess moisture by blowing with
low-fat air. The prepared surfaces should be dry. Immediately continue the bonding procedure using the selected
bonding system, such as GC Ortho Connect Adhesive.
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Note: Ifthe material is not dispensed smoothly from the dosing nozzle, remove the dosing nozzle and squeeze a
small amount of material directly from the syringe.
5. After use, quickly put on the lid.

Composite material GC KommonBase, transparent, high viscosity (1 pack/ 2 syringes of 2.7 g, 4
dosing nozzles, 1 light-proof cap) andComposite material GC KommonBase, pink, low viscosity (1 pack/ 2
syringes of 2,7 g, 4 dosing nozzles, 1 light-proof cap).

A. PREPARATION OF THE MODEL AND THE BRACKET

1 Apply a soap solution to the working plaster model to simplify the removal of die GC KommonBase
Composite Material from the plaster model.

2. Make sure that the pre-treatment and manipulation of the bracket are carried out in accordance with
the manufacturer’s instructions. Place the braces on the reference wire.

B. PREPARATION OF THE SYRINGE

1 While holding the syringe vertically, remove the lid by turning
it counterclockwise.

2. Quickly and securely attach the dosing nozzle to the syringe by
turning it clockwise.

3. When the material is not in use, close it with a light-proof cap.

Note: Try not to tighten the dosing nozzle too tightly. This can damage
screw connection. To ensure that the nozzle is installed properly, make sure
that there are no remnants of material in the thread.

C. PRODUCTION OF A BINDING COMPOSITE BASE

1. Remove the lid from the dosing nozzle.

b Note: Before feeding the material from the syringe, make sure that the dosing
nozzle is securely fixed on the syringe. The air is completely removed from the nozzle;
to do this, hold the syringe vertically with the nozzle up and gently move the plunger of
the syringe forward until the nozzle is completely filled with material, (fig. 2).

2. Slowly push the plunger, squeezing the material out of the syringe. In case of
clogging, remove the dosing nozzle and squeeze a small amount of material directly from
the syringe.

3. Apply the Composite material GC KommonBase to the work surface of the
bracket and spread it with a brush to create a binding composite base.

4. Place the braces with the applied material on the working plaster model.

5. Perform light curing of the composite material using a photopolymerization device. The irradiation
time is 10 seconds for each bracket when using an LED curing device (> 500 MW/cm2, 460-480 nm). Note: To
ensure sufficient intensity of light radiation, it is necessary to regularly test the photopolyraerization device using
a luxmeter.

6. Add the GC KommonBase Composite Material with the appropriate tool and distribute the binding
composite base over the gypsum model. Try not to make the base too thick.

7. Cure the simulated binder base for 10 seconds in each of the two directions using an LED
photopolymerization device (> 500 MW/cm2, 460-480 nm).

8. Separate the braces with abinding composite base from the plaster model using forceps. Remove each
bracket from the reference wire.

9. Adjust the elements of the composite binding base on the working model. If individual elements
interfere with each other, neighboring teeth or antagonists, it is necessary to sand the excess areas with a diamond
cutter.
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10. Clean the working surface of the composite binder base with anhydrous alcohol. The composite
binder base is ready for bonding.

11. Fix the composite binder base to the tooth surface using a dental bonding cement, such as GC Ortho
Connect Adhesive (GC Ortho Connect) or polymer-modified glass ionomer cement. When processing the tooth
surface and during the fixation procedure, follow the instructions of the manufacturer of the selected cement.

Adhesive GC Ortho Connect (1 pack/ 2 syringes of 2.9 g, 4 dosing nozzles, 2 light-protective caps).
A PREPARATION OF THE TOOTH
1 Clean the surfaces of the teeth with pumice stone and water. Rinse thoroughly with water. Dry by gently
blowing with low-fat air.

2. Etch the tooth surface with the help of GC Ortho Etching Gel (GC Ortho Etching Gel) with 37% phosphoric
acid for 30 seconds. Rinse thoroughly with water.

3. Remove excess moisture by blowing with low-fat air. The prepared surfaces should be dry.

NOTE: If the working surface contains ceramics, composite, zirconium dioxide or metal, then it must be treated
accordingly. Ceramics and composite should be sandblasted and pre-treated with silane. Zirconium dioxide and
metal should be sandblasted. See the manufacturer's instructions.

B. PREPARATION OF THE BRACKET

Make sure that the pre-treatment and manipulation of the bracket are carried out in accordance with the
manufacturer's instructions.

C. PREPARATION OF THE SYRINGE

KpbILLKa

1 While holding the syringe vertically, remove the lid by turning it [o3vpytoLiips
ounterclockwise. valjLka

. Quickly and securely attach the dosing nozzle to the syringe by turning it

lockwise.

. When the material is not in use, close it with a light-proof cap.
TE: Try not to tighten the dosing nozzle
it's too tight. This may damage the screw connection. To ensure a tight
connection, make sure that the residual material does not get on the thread.
D. BINDING PROCEDURE
Braces
1 Remove the lid from the dosing nozzle.
NOTE: Before squeezing the material out of the syringe, make sure that the dosing nozzle is securely attached to
the syringe. The air is completely removed from the nozzle; to do this, hold the syringe vertically with the nozzle
up and gently move the plunger of the syringe forward until the nozzle is completely filled with material, (fig. 2).
2. Slowly push the plunger, squeezing the material out of the syringe. In case of clogging, remove the dosing
nozzle and squeeze a small amount of material directly from the syringe.
3. Completely cover the glued surface of the bracket with the material.
4. Place the bracket with the material applied to it on the surface of the tooth.
5. Press the bracket firmly against the enamel surface. At this time, use a dental probe or a scaler to remove
excess adhesive. Press the bracket down again. Next, continue to fix other braces in the same way. Place all the
€1 braces in halfofthe dental arch or along the entire dental arch.
NOTE:
a. After removing the excess adhesive, try not to touch the braces before the adhesive hardens. Moving the braces
at this stage can lead to a decrease in the adhesive strength.
b. Minimize exposure to ambient light. Ambient light can reduce the manipulation time.

ceero3a(LLUITHbIM Ko/Wwadvok
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6. Perform light-curing of the adhesive of each bracket for 10 seconds from the mesial and distal sides using an
LED photopolymerization device (>500 MW/cm2, 460>480nm).
NOTE:
a To ensure sufficient intensity of light radiation, it is necessary to regularly test the photopolymerization device
using a luxmeter.
b. Keep the light guide as close as possible to the place of gluing and braces.
Acrylic devices
1 Use amicro-etching tool or a rotating tool to roughen and make holes for holding on the internal surfaces of
the device.
2. Prepare your teeth as described in section 1

To facilitate the separation of the device, apply vaseline oil to the occlusal surfaces of the teeth.

Fill the inner surfaces of the device with GC Ortho Connect Adhesive.

Install the device in the proper position.

Immediately remove excess adhesive from the periphery of the device.

Perform light curing on the buccal, palatal and occlusal surfaces, for 10 seconds each, using an LED
photopolymerization device (>500 MW/cm2,460-480nm).
8 The use ofthe device can be started from the moment the patient goes to bed on the same evening.
E. THE PROCEDURE TOR REMOVING BRACES
Braces
Grab the bracket with the help of the braces removal forceps and, holding the teeth with your fingers on the side
ofthe tongue, turn the bracket sharply clockwise. Ifthere is resistance, try turning it again in the opposite direction.
Remove the remaining adhesive with a rotating tool.
Acrylic devices
To remove the glued devices, bend the device in several places with the band removal tool. If it is not possible to
remove the device in this way, cut the device and remove it.

Adhesive GC Ortho Connect Material (GC Ortho Connect Flow) (1 pack/ 2 syringes of 2,7 g, 30

dosing nozzles, 2 light-proof caps).
INSTRUCTIONS FOR USE
A PREPARATION OF THE TOOTH
1 Clean the surfaces of the teeth with pumice stone and water. Rinse thoroughly with water. Dry by gently
blowing with low-fat air.
2. Etch the tooth surface with the help of GC Ortho Etching Gel (GC Ortho Etching Gel) 37% phosphoric acid
for 30 seconds. Rinse thoroughly with water.
3. Remove excess moisture by blowing with low-fat air. The prepared surfaces should be dry.
NOTE: If the working surface contains ceramics, composite, zirconium dioxide or metal, then it must be treated
accordingly. Ceramics and composite should be sandblasted and pre-treated with silane. Zirconium dioxide and
metal should be sandblasted. See the manufacturer's instructions.
B. PREPARATION OF THE SYRINGE
1 While holding the syringe upright, remove the cap by
turning it counterclockw'ise. \ 01 N
2. Quickly and securely attach the dosing nozzle to the syringe by : 1
turning it clockwise. mh, kb g mfi
3. When the material is not in use, close it with a light-proof cap. r r A
NOTE: k
Try not to tighten the dosing nozzle too tightly. This may damage the
screw connection. To ensure a tight connection, make sure that the residual material does not get on the thread.
C. BINDING PROCEDURE
1 Remove the cap i*oT the dosing nozzle.
NOTE:
Before squeezing the material out of the syringe, make sure that the dosing nozzle is securely attached to the
syringe. The air is completely removed from the nozzle; to do this, hold the syringe vertically with the nozzle up
and gently move the plunger of the syringe forward until the nozzle is completely filled with material, (fig. 2).
2. Slowly push the plunger, squeezing the material out of the syringe. In case of clogging, remove the dosing

8

L]
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nozzle and squeeze a small amount of material directly from the syringe.

3 Install the pre-adapted wire on the teeth. ApplyAdhesive GC Ortho Connect Material (GC Ortho Connect
Flow) to the required area of the wire and tooth. The material should flow over and around the wire.

NOTE:

Under the influence of general lighting, the working time with the paste may decrease.

4. Cure the paste on each tooth for 10 seconds using an LED curing device (> 700 m\W/cmz2).

NOTE:

a To ensure sufficient light output, it is very important to periodically test the light used for curing with a
luxmeter.

b. Keep the light guide as close to the paste as possible.

12. Information about the sterile state
The medical device is delivered in a non-sterile form in accordance with the standards of GC Europe N.
V. for production, handling and transportation and is made of medical materials.

13. Information about the procedure for processing a medical device for Its reuse”Thc medical device is
only for one-time use, it is forbidden to reuse it.

14. Information about precautions when working with a medical device

Only for professional use in accordance with the indications.

The following warnings should be taken into account:

1 If the material contacts the mucous membranes of the oral cavity or on the skin, immediately remove the
material with a sponge or a cotton swab moistened with alcohol. Rinse the affected area thoroughly with water.
To avoid such situations, you should use rabberdam and / or cocoa butter to isolate the working field from the
adjacent tissues of the oral cavity and skin.

2. In case of contact with the eyes, immediately rinse them with plenty of water and consult an ophthalmologist.
3. The dosing nozzles are intended exclusively for one-time use. To avoid microbial transfer, do not reuse the
syringe nozzles. The syringe nozzles cannot be autoclaved or subjected to chemical sterilization.

Avoid getting the material into the digestive tract.

To prevent direct contact with the material during operation, wear plastic or rubber gloves.

Do not mix with other similar products.

Avoid getting the material on your clothes.

All waste is subject to disposal in accordance with the requirements of local legal regulation.

O ~NO A

9. Inrare cases, some patients had an increased sensitivity to the material. In case of allergic reactions, it is
necessary to stop using the material and consult a doctor of the appropriate specialization.
10. Whenworldng, always use personal protective equipment (PPE)-gloves, protective masks, protective glasses.
11. Wear protective glasses during the photopolymerization process.
12. When polishing the polymerized material, use a dust collector and wear a mask to avoid dust particles
entering the respiratory tract.
13. Do not wipe the dosing nozzle with an excessive amount of alcohol, as this may lead to contamination of the
i material.

14. Ifthe GC Ortho Connect Adhesive comes into contact with random areas of the tooth or prosthetic devices,
remove the material with a tool, sponge or cotton swab before curing with light.
15. Do notuse GC Ortho Connect Adhesive (GC Ortho Connect) and GC Ortho Connect Adhesive Material (GC
Ortho Connect Flow) in combination with materials containing eugenol, as eugenol may prevent their proper
hardening or bonding.

Some products mentioned in tliis Manual may be classified as hazardous according to the Globally
Harmonized System of Classification and Labelling of Chemicals (GHS). Be sure to read the relevant Safety Data
sheets (safety data sheets). Safety data sheets can also be requested from your supplier.

15. Information for the dentist/orthodontist

CLEANING AND DISINFECTION
REUSABLE SYSTEMS FOR THE EXTRACTION OF MATERIALS: in order to avoid cross-transmission of
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microflora from patient to patient, the instruments of such systems require intermediate-level disinfection.
Immediately after use, check the tool and the factory marks for damage. 1f damage is detected, stop using the tool
immediately. DONOT IMMERSE IN LIQUID. Clean the tool thoroughly to avoid the formation ofaccumulations
of polluting particles and their subsequent drying to the surface of the tool. Perform disinfection using infection
control means approved by the health authorities, recommended for intermediate-level disinfection; in the process
of disinfection, observe the relevant regional / national legal regulations.

Information about undesirable events that have signs of an adverse event (incident) when using the above-
mentioned material on the territory of the Russian Federation can be sent to the authorized representative of the
manufacturer in the Russian Federation.

16. The proeecwre and gQinditigr? fcr - dispQsal ol M.
Disposal ofthe product in medical institutions must be carried out in accordance with the requirements of

SanPiN 2.1.7.2790-10 "Sanitary and epidemiological requirements for the treatment of medical waste" as
belonging to class B (epidemiologically hazardous waste).

17. Data on the service life or expiration date.
The shelflife is 2 years.

18. Manufacturer’s warranty.
The manufacturer guarantees the stability of the medical device until the expiration date, subject to the

conditions of transportation, storage and use specified in the technical and operational documentation for the
product.

The manufacturer guarantees the safety of the medical device, the absence of an unacceptable risk of harm to life,
human health and the environment when using the medical device for its intended purpose under the conditions
provided by the manufacturer.
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19. Transportation and storage requirements
For optimal effectiveness, the medical device is recommended to be stored at room temperature (4-25

°C/39.2-77,0 °F) in a place protected from direct sunlight.

20. MI marking data

The marking includes the following information:
* Product information: name, completeness.
e Information about the manufacturer:

mdJ
Compliance with the requirements of EU directives and standardsOf the European Union with the
identification of the registered certification body:

ce

Refer to the instructions for use

m

All informatioln specific to certain articles, for example:
r

REF

j - Homep no Katanorsn'

LOT

ko4 NapTuu

Martpuua UDI:
o b )

Manufacturer's logo:

j - expiration date (YYYY-
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- reuse is prohibited

RxOnly

his direction

This product can only be sold or used by a doctor or by

- avoid exposure to sunlight

- the temperature range within which the medical device is reliably stored
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MepeBOA C aHIINIACKOTO 3blKa Ha PYCCKUI A3bIK

(Mpukasz MuHKCTEpCTBA 3apaBoOXpaHeHNs Poccuiickoin deaepauyn ot 19 sHeapsa 2017 r. NellH
«O6 yTBEPKAEHUM TPebOBaHMIA K COAEPAHMIO TEXHUYECKOI 1 SKCMTyaTaLOHHOV AOKYMEHTaLWM NPpov3BoauTeNA
(v3roToBUTENS) MEAULIMHCKOIO U3LENMNS»)

KcnnyatauMoHHas JoOKYyMeHTauua
Mpownssogutens Jxun Cu KOpon H.B. (GC Europe N.V.) Ha MeguunHckoe nsgenve (M)

NHCTPYKUMS MO NPUMEHEHWIO

Habop ans dukcaunm opToaOHTUYECKUX annapaTtoB

LWTamn:

YpnoctoBepeHo MaTpom dpepeprkom XEJIbCEHOM
HoTapuycowm r. bptoccens (benbrus),

ANA Lenein nerannsayun/3acBnaetenbCTBOBaHUS NOAJMHHOCTH
noanucu r-Ha Mosea PuxTepa

CTosiLLein Ha [OKYMEHTE.

r. bptoccens,
[Mognuce]

ep6oBas neuath: Ppeaepuk XEJIbCEH. HoTtapuyc r. bptoccens.

[Moanuck]
K PuxTep

evepaybHblil gupekTop/Mpe3naenT
O>kun Cu KOpon H.B. [Moanucs]
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avMeHOBaHWe MeANLMHCKOT0 U3aenus
Habop ans dmKcaunmm opToAOHTUYECKMX annapaToB, B COCTaBe:

1. MpotpasoyHblil renb AXWN CU Opto 3TunHr lenb (GC Ortho Etching Gel) (1 yn./ 2 wnpuua no
4,8 1, 40 go3npytowmx Hacafgok) - 1yn.

2. Apresums XX CU Opto KoHHekT (GC Ortho Connect) (1 yn./ 2 wnpuyano 2,9, 4
[03MpYoLLMe HacafKuy, 2 CBeTO3aWMTHbIX Konayka) - 1yn.

Pa3paboTumK U Npon3BoanTenb (M3roTOBUTESb)

aboTumnK:
Dental Products Corporation (O>xu Cn feHTan MNMpogaktc KopnopasiiiH)
85 Toriimatsu-cho, Kasugai-shi, Aichi, 486-0844, JAPAN

oM3BOANTENb (M3rOTOBUTENB):
’Europe N.V. (Oxu Cu KOpon H.B.)
erleuvenlaan 33, Leuven, B-3001, Belgium
+32 16 74 10 00
ecC +32 1640 48 32
i).gce@.gc.dental

€CTO NMPOM3BOACTBA MEAULNHCKOr0 U3genus
GC Europe N.V.

X1 Cun KOpon H.B)),

terleuvenlaan 33, Leuven, B-3001, Belgium

GC Manufacturing Europe N.V.

b Cn MaHbloakuypuHr FOpon H.B.),

[erleuvenlaan 13, Leuven, B-3001, Belgium

GC Dental Products Corporation

M Cu Oentan Mpopgaktc KopnopsiwH)

285 Toriimatsu-cho, Kasugai-shi, Aichi, 486-0844, JAPAN

YNOMHOMOYEHHbIN NpeAcTaBUTENb NPON3BOAUTENSA
illecTBo ¢ orpaHNUYeHHO 0TBETCTBEHHOCTbLID ®upma «KACCUC»
O ®dupma «<KACCHC»)
Txn:m, 127322, r. MoCKBa, BH. Tep. I. MyHuMLMNanbHbIn OKPYT ByTbIpCKWiA,

] A6noukosa, a. 21, K. 3, aTax 7
;-mail: info@Kkassis.ru

~HasHaueHve MeMLUNHCKOro n3aenns
MpeaHasHaueHo ANs (hMKcauMm OpTOLOHTUYECKMX anmnapaTos.

AloTeHUNaNbHbIN NOTpPebuTenb

MpegHasHauyeHO TONMbKO ANs MCMO/b30BaHMS MPO(ECCUMOHaNIbHBIMU  NONb30BaTeENAMU (CTOMaToNoramMmu 1
1pTOfOHTaMM) COFIaCHO MOKa3aHWI0 K MPUMEHEHMIO.
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6. OnucaHne 0CHOBHbIX PYHKLNOHAIbHbIX 3/1eMeHT0B MW
HanmeHoBaHne MU doTorpaguueckoe n3obpaxeHune

Ha6op angd QJI/IKCB.LI'I/II/I OPTOAOHTUYECKNX anmnapatoB, B COCTaBE:

l. MpoTpaBOYHbIN
rens XKW CU OpTo
STUuHr enb

(GC Ortho Etching Gel) (1
yn./ 2 wnpuuya no 4,8 r, 40
L03UpyroLWmMX Hacatok).
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OnucaHne u
rabapuTHble pasmepbl

FabapuTHbIe pasmepbl BTOPMUYHOM ynakoBku: 120x17Qx5Q mm n macca: 75 T.
ABnsieTCcA pacTBOPOM renisi JOCPOPHOIN KMCNOTbI. [15 NpoTpaBIMBaHUA
3Masin 3y6HbIX MOBEPXHOCTEN, YTO MOBLILLAET MPOYHOCTM CBA3N
CTETOOTBEPXKAAEMbIX OPTOAOHTUYECKUX afire3UBHbIX MaTEPUAsoB.

XnMUYecKunii cocTas macca, %
BogHblii pacTBop (hocopHoit kucnotsl (37%)  80-90
MenKue 4acTuLbl OKCMaa KPpeMHUA 10-20
MnurmeHT Cneppl

Martepvan nomMeLleH B LWNpWL, ¢ nopuHem (1), Ang TOYHOro
NO3MLMOHMPOBaHMA UCMOb3YHOTCA 403UpYoLLMe Hacanku (2).
MabapuTHble pasmepbl: 140x55x33 Mm

Macca: 51 1



2. Apresns 4XXW CUA
OpT10 KOHHEKT

(GC Ortho Connect) (1 yn./
2wnpuyano 29r, 4
Jo3vpyroLwmne Hacagku, 2
CBETO3aLLMTHBIX KOMMAayKa).

MprmMevaHme:
/. JonycTVMOe OTKIOHEHWE IMHEVHBIX Pa3MepOoB COCTaBNAeT 5%,
2. lonycTVMOE OTK/IOHEHVE Macchl +1
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CseToorsepxcrCmas marcpuan HakKneh buHUA
annaparos, nMNPUMEHAETCA B COYETaHUN C (DOC(bOpHOl\/'I KMCNOTOM,

XMMUYECKNIA cocTaB mMacca, %
CT1eknOHanonHUTeNb 15-25
Junokeng kpemHus 5-15
BUICPEHOT ASTOKCUNTAT JUMETAKPUTIAT 20-30
JdumeTtakpunat 25-35
OpTodhocthopHbIin MOHOMEP 3dmpa 2-7
doToMHUUMAaTOP Cneppl
Menkue YacTuLbl OKCUaa KpeMHUA 10-15
®1yOpeCUEHTHbIN areHT Cneppl

Matepnan nomewleH B wnpuy € nopwHem (1), A8 TOYHOro
MO3ULMOHNPOBAHNA  WUCMOML3YIOTCA  JO3MpYyloWmMe Hacagku (2), npu
1CNO/b30BaHNM 3aKPbIBAETCA CBETO3ALLMTHBIM KOMMAYKoM (3).

TonwmHa nneHkn  matepvana npu  dmkcaumm 45 (£1)  MKwm,
BogonornoweHne 35(x1) MKr/MM’, pacTBOpPMMOCTb 7,2(£1) MKr/mMM ,
aAresavoHHas npo4vHocTb 8,3 (1) Mla.

MabapuTHble pasMepbl: 140x55X33 MM

Macca: 43 1



OKa3aHnA K NPUMEHEHWIO
10/1b30BaHNe gaHHoro MW npnMeHUMo ANs naLeHToB, HE3aBMCUMO OT BO3pacTa M Nnofa, HyXJaroLmxcs

eabun nTaynm noaocTn pPra.

[poTMBONOKa3aHMA K NPUMEHEH IO
I. He ucnonb3oBaTtb y NMayMeHTOB, MMEKOLWMX B aHAMHe3e afifIepruio Ha MeTakpuaaTHbIe MOHOMEPbI M/Unn

meTakpunaTHble nonumepbl Aaresms XX CU Opto KoHHeKT (GC Ortho Connect).
LiemeHTauunss npnbopoB, yAepXMBaemMbiX KOPOHKOW W3 HepxxaBeloulel cTanu (Hanpumep, annapTos
lep6cTa).

3 B pegkux cnydasx npoayKT Bbi3blBaeT YYBCTBUTE/IbHOCTb Y MauMeHTOB. MpyM BO3SHUKHOBEHUWN KaKUX-
NM60 NOAO6HbIX peakumnii NpekpaTuTe UCNONb30BaHNe 1 06paTUTECH K Bpady.

PKraaemble npeAcKasyemble No60UHble 3PPEKTbI, CBA3AHHbIE C MPMMEHEHMEM NO Ha3HAUYEHUIO.
B peakux cnyyasx npoAyKT Bbi3blBaeT YyBCTBUTENbHOCTb Y MauMeHTOB. Mpy BOSHUKHOBEHWUM KaKUX-NN60

0GHbIX peakLuii NpeKpaTuTe NCNoMb30BaHMe U 06paTUTECh K Bpauy.

Hdopmaumsa o maTepuranax XMBOTHOIO U (UIN) YENOBEYECKOTr0 MPOUCXOXAEHUSA, NIeKaPCTBEHHbIX
enapatax v (nnm) ®apmaLeBTUUYECKNX CYy6CTaHLMAX, BXOASALWMNX B COCTaB MeAULMHCKOr0 N3fenuns
MeAnLUMHCKOe n3JeNine He COAepXHUT:
» MaTepmanbl XXBOTHOI0 NPOUCXOXAEHUS
n ¢ pofyKTbl NeKapCTBEHHOr0 Ha3HavyeHuns
"« Tpon3BOAHbLIE YE0BEYECKOWN KPOBU UMW TKaHei

e OdTanarsl
* BeulectBa, KOTOpble ABNAKTCA KAHUEPOreHHbIMU, MYTAreHHbIMW  WAM  TOKCUYHbLIMU  AN19

(hoaykTueHbIX opraHos ("CMR"), kateropun 1A nnu 1B, B COOTBETCTBUM C YacTbi 3 npunoxeHusa VI K
rnameHTy (EC) Ne 1272/2008
* BewectBa, o6nagarowe s3HAO0OKPUHHO-paspyLLaroLWMMn CBOCTBaAMM

* ALbIOBaHTLI
YKa3aHHble matepuasbl He UCNOb30BaNChL B MPOLECcCe NPON3BOACTBA.

WHpopMaunss o nopsinke MPUMEHEHUS U WUHbIX [eACTBUSAX, HE06XOAMMbIX AN MNPUMEHEHMUSN

AVLWHCKOI 0 nsgenus
MpoTpaBouHbIii renb XXM CU OpTto 3TunmHr Nenb (GC Ortho Etching Gel) (1 yn./ 2 wnpuua no

Sr, 40 gosmpyrouwmx Hacajok).
YpaepXusas WNpUL BEPTUKAbHO, CHUMUTE KPbILWKY, NMOBEPHYB €€ MpoTuB
tOOBOW CTPENKMU.
BbiICTPO ¥ HafeXHO nNpuKpenuTe [O3UPYIOLLYK Hacagky K LWwnpuuy,
AepHYB eé no yacoBoi cTpenke. MNMpumeyaHue. CTapaliTeCb He 3aTArMBaTb
33MPYIOLWYI0 HacagKy CAMWKOM Tyro. 3TO MOXET MOBPeAUTb BUHTOBOE
3eAuHeHne. UTo6bl obecneynTb NNOTHOE COefMHeHne, ybeanTecb B TOM, YTO MeTannmieckas
CTaTOYHbIN MaTepuan He nonan Ha pe3b6y. [03MpytoLLas Hacagka
, OUncTUTE MOBEPXHOCTM 3y6OB MEM30M WM BOLON. TwaTtenbHO MNPOMONTE
Ofi0M. BbicylwInTe NyTEM OCTOPOXHOI0 06yBa 06e3XMPEHHBIM BO3LYXOM.
.HenocpeactBeHHO go3upyiiTe MpoTpaBouHbiii rens OXWN CU Opto 3TtumHr Mens (GC Ortho Etching Gel)
lapaboune nosepxHocTy 3yba. OcTaBbTe Ana NpoTpaBnuBaHusa Ha 30 cekyHA. TulaTenbHO MPOMOINiTE BOAOM,
'‘lannTe U36bLITOK Bnarn nytem ob6ayBa 06e3XMPEeHHbIM BO34YXOM. MOArOTOB/IEHHbIE MOBEPXHOCTU AONXKHbI
)blb  CyXxumMu. HemegneHHO MPOLOMKUTE Npouesypy MNPUKIenBaHWA, WCNONb3YA BbIOPAHHYIO CUCTEMY
;KnemBaHus, Takyto kak Aaresns XK CU Opto KoHHeKkT (GC Ortho Connect).
lpumeyaHve. Ecnn matepuan He [03upyeTcs W3 [03UPYHOLLEA HacafKu NMaBHO, CHUMWUTE AO3VPYIOLLYHO
LICaaKy 1 Bbl4aBuTe HebO/bLLOE KONIMYEeCTBO MaTepmnana HenocpeACcTBEHHO U3 LWNPULA.

). Mocne Mcnonb3oBaHus GbICTPO HafeHbTe KPbILLKY.
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Agresmns XK CU OpTo KoHHekT (GC Ortho Connect) (1 ynJ 2 wnpuya no 2,9 r, 4 gosupytowune

afKK, 2 CBETO3alWMTHbIX Ko/nayka).

FKOATOTOBKA 3YBA
)umctuTe paboyme NOBEPXHOCTU 3y60OB NemM30i 1M BOAOIA. TuiaTesibHO ONOMOCHUTE BOAON. Bbicywinte nytem
OPOXHOro 06yBa 06€3)XMPEHHbLIM BO3LYXOM.

MpoTpaBuTE MOBEPXHOCTb 3yb6a ¢ nomouwbto [poTpaBoyHoro rena AXW CU Opto OTumHr Tenb
] Ortho Etching Gel) ¢ 37% docdopHoli Kucnotoi B TedeHne 30 cekyHA. TujatenbHO NPOMOTE BOAOA.
Ypanute n36bITOK Bnarn nytem ob64yBa 06e3XXMpPeHHbIM BO34YyXOM. MoAroTOBNEHHbIE MOBEPXHOCTU LO/MKHbI
b CYyXUMWN.

MMEYAHWME. Ecnn paboyass MOBEPXHOCTb COAEPXUT KepamuKy, KOMMO3UT, AWOKCUA LWUPKOHWUS WK
ra/vyl, TO OHa [0/DKHA ObiTb COOTBETCTBEHHO Oo6paboTaHa. Kepamuka M KOMMO3UT CliefyeT MOABEPTHYTb
:KOCTpYiHON 06paboTKe U npeaBapuTenbHo 06paboTaTtb cunaHoM. [UOKCMA LMPKOHUA U MeTann cnegyet
IBeprHyTb NECKOCTPYIHON 06paboTKe. CM. MHCTPYKL MW NPOU3BOANTENS.

MoArOTOBKA BPEKETA

eMTecb B TOM, 4YTO NpefABapuTenbHas 06paboTka N MaHUNyNAUMKM ¢ BPeKeTOM NPOBOAATCSH B COOTBETCTBUU
HCTPYKLMSAMMN NMPON3BOAUTENS.

MnoArOTOBKA LLUMPULA

YpaepkuBasa LWNpuUL, BepTUKaSbHO, CHUMWUTE MJIOCKYID BUHTOOOpPasHYto
bILLKY MOBEPHYB €€ NPOTWUB YaCOBOWN CTPESIKN.

BbICTPO ¥ HaAeXHo nNpUKpenuTe [LO3UPYIOWYI HacagKy K wnpuuy,

NEPHYB €€ N0 4YacoBOIl CTPesKE.
Korga martepman He WUCNONb3yeTcs, 3aKpOiTe €ro CBeTO3aWUTHbIM

LWayKoM
"MMEYAHWE. CrTapaiiTecb He 3aTarmBaTb A03MPYIOLLYH  Hacagky

MWKOM Tyro. 9TO MOXET MOBPeAWTb BWHTOBOE coefuHeHue. YTo6bl 06ecneynTb MAOTHOE COeAUHEeHMe,
eiMTecb B TOM, YTO OCTaTOYHbI/ MaTepuasn He nonan Ha pe3boy.

MPOUELYPA MPUKNEVNBAHWA

eKeTbl

CHUMUTE KPbILWKY C 03MPYIOLLEN HacagKu
""MIMEYAHWE. Mepep BblgaBnMBaHMeM MaTepuana u3 wnpuya ybegntecb B TOM, YTO A03MpYyloLLas Hacagka

AEXHO NpUKpenfeHa K wnpuuy. M3 Hacagku MOMHOCTbIO yAanseTcs BO3AyX; ANs 3TOrO AepXuTe Wnpul,
PTUKaNbHO HAcaaKol BBEPX W aKKypaTHO [BUraiiTe Brepeq MAyHXep LINpuULa, noka Hacagka NonHOCTbIO He

NONHUTCA MaTepmanom.
MefneHHO TONKaiTe NAYHXep, BblAaBAMBas MaTepuan w3 LWnpuua.

TUPYIOLLYIO HacafKy W BblaBuTe HEOO/bLLIOE KOIMYECTBO MaTeprasna HenmocpeACcTBEHHO U3 LLMPULA.
MoMHOCTbIO NOKPOMTE MPUK/IEMBAEMYIO NOBEPXHOCTL 6peKkeTa MaTepmanom.

BpekeT C HaHECEHHbIM Ha HEro MaTepnanom pasMecTMTe Ha NMOBEPXHOCTHU 3yba.

ATINOTHO NPUXMUTE BpPeKeT K MOBEPXHOCTU 3Mann. B 3To Bpemsa ¢ MOMOLWbIO 3y6HOro 30HA4a Uau cKenepa
Ba/MTe U36bITOK aAresmBa. CHoBa NpuXmuTe 6pekeT. [Janee, Npogo/mkanTe puUKcMpoBaTb TakMM e 06pa3om
pyrvie 6pekeTbl. PasmecTuTe Bce 6peKeThbl B MO0OBUHE 3yOHOW Ayrn UK No Bceid 3y6HON ayre.

WMEYAHNE.

.Mocne ypaneHns u3bbiTka afre3nsa cTapaiTecb He Tporatb GpekeTbl 40 TOr0, Kak afre3vB He 3aTBepjeer.
lepemeLleHne 6PeKeTOB Ha 3TOM 3Tarne MOXeT NMPUBECTU K CHVXKEHUIO MPOYHOCTU NPUKIENBAHUS.

I CBegnTe K MUHUMYMY BO3[eliCTBME OKpYXXaroliero cseta. OKpyXKalowuii CBeT MOXET YMeHbllaTb Bpems

B cnyyae 3acopeHuMss CHUMUTe

raHUNyNALMWIA.
) Mpown3BennTe CBETOOTBEPXAEHME afre3nBa Kaxaoro 6peketa no 10 cekyH[ C Me3ManbHON U AUCTanbHON

nopoii ¢ nomouibto ceetoguogHoro (LED) doTononumepmnsaumoHHoro yctpoiictea (>500 mBT/cm2, 460-

180HMm).
1IPUMEYAHUE.
L YT06bl 06ecneynTb [OCTATOYHYH WHTEHCMBHOCTb CBETOBOTO W3/lyYeHUs, He0O6XO4WMO PerynspHo

NPOBOAWTL TECTUPOBaHNE DOTOMONMMEPM3ALMOHHOIO YCTPOICTBA C MOMOLLLIO NIOKCMETPA.
i [lep>XXnTe CBETOBOJ KaK MOXHO 6AMXKe K MecTy NpUKNenBaHus 1 6pekeTam.
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noBble annapartbl
C noOMOWbKD WMHCTPYMEHTa A4 MWUKPOTpaBAeHNA WAN  Bpalakolierocs

H0XO0BaTOCTb N BbINOMHUTE OTBEPCTUA ANA yAepPXaHNA Ha BHYTPEHHUX MOBEPXHOCTAX annaparta.

[oaroToBbTe 3y6bl, KaK yYKa3aHo B pasgene 1
Ona obneryeHns oTAeneHWs annapata HaHeCWUTE Ba3e/IMHOBOE MAc/0 Ha OKK/HO3MOHHbIE MOBEPXHOCTY

WHCTPYMeHTa npuaaiite

0B.
lanonHuTe BHYTPEHHME noBepxHOoCcTU annapata Agresnsom XX CU OpTto KoHHekT (GC Ortho Connect),

'CTAHOBMTE annapaT B HaAnexallee noaoXxeHue.
{e3ameannTensHo ypanuTe M3GbITOK afre3vsa ¢ nepudepun annapara.
BbINO/IHATE CBETOBOE OTBEPXAEHME Ha GYKKaNbHO, NanatanbHON U OKKIO3MOHHOW MOBEPXHOCTsX, no 10

YHA Ha Kaxayt, ¢ nomoubio ceetognogHoro (LED) doTononumepusaunoHHoro yctpolictea (>500

T/cm2, 460-480HM).
lcnosib3oBaHMe annapaTa MOXXHO Ha4YMHaTb C MOMEHTa 0TX0fa NaLueHTa KO CHY B TOT XKe Beuep.

1IPOUEOYPA CHATWA EPEKETOB

XEThl
;BaTUTEe GPEKET C MOMOLLbIO LMMNLOB AN CHATUA BGPEKeTOB U, NMpuAepXusas 3y6bl naabyaMu co CTOPOHbI

KKa, pe3ko noBepHUTE OGPEKeT MO 4acoBOI CTpenke. Ecnu oulyuiaeTcs conpoTMBAeHMe, NoNpobyliTe cHOBa
€epHyTb ero B NPOTUBOMNOMIOXKHOM  HampaBfeHWW. YpanuTe OCTaTKM ajresvBa Bpalwjarolmmcs

CTPYMEHTOM.

pUoBble annaparbl
A ypaneHus NPUKNeeHHbIX annapaToB COFHWTE annapat B HECKONbKMX MeCTaX WHCTPYMEHTOM [A/1S1 CHATUS

Ny . Ecnm Takum 06pa3om 13BMeYb annapaT He yaeTcs, paspexKbTe annapaT v U3BNEKUTE ero.

/HhopmaLns 0 CTEPUSTIBHOM COCTOSIHUM
MefuUMHCKOe W3feNnne MNOCTaBNsSeTCA B HeCTEpPWIbHOM BUAe B COOTBETCTBMM CO CTaHAapTamu

MnaHn GC Europe N.V. no npou3BOACTBY, 0O6palleHWt0 ¥ TPaHCMOPTUPOBKE U M3rOTOB/EHbI W3
TepuanoB MeNLUHCKOTO Ha3HaYeHus.

.MIHhopmauma o nopsiike 06paboTKN MeANLMHCKOrO U3AeNNs ANS ero NOBTOPHOMO MCMO/1b30BaHUS,
WMLUHCKOe n3aenmne ToNbKO 415 0OAHOPa30BOro MCMONb30BaHWUSA, MOBTOPHO MCMONb30BaTh 3aNpeLLeHo.

m/IH(hopmaLnio 0 Mepax NPesoCTOPOXHOCTY NpU paboTe ¢ MeAULUHCKUM U3Lennem
NbKO ANs Npog)ecCMOHaIbHOT0 NPUMEHEHUSA B COOTBETCTBUMN C NOKa3aHUAMN.

"NOOXOAMMO YUMTBIBATH CEAYHOLLME MPesyNpexAeHus:
Mpn nonagaHuM maTepuana Ha CAM3WUCTblIE MOMIOCTM pPTa WAM Ha KOXY HEMeANeHHO ypanuTe MaTepuan

OKOW uUnx BaTHbIM TaMMNOHOM, CMOYEHHbIM CMMPTOM. TLWaTeNbHO MPOMONTE MOPaXKEHHbI y4acTOK BOAOW.
) n3bexaHme NofoOHLIX CUTyauuii cneayeT UCNOMb30BaTh pabbepgam W/MnM mMacno Kakao Ans WU30MsLMu

ANOYEero mons oT Mpunexalyux TKaHein NONOCTU pTa U KOXN.
Mpu nonagaHun B rnasa Hemepn/eHHO MPOMOTE MX GONbLIMM KOMMYECTBOM BOAbI M 06paTUTECH K Bpauy-

1L)tanemornory.
[osupylowme Hacagkm npefHasHavyeHbl UCKIOYUTENbHO A1 04HOPa30BOro npumeHeHus. Bo unsbexaHue
3aumonepegaun MUKpPOQIOpbl He WUCMONb3yinTe Hacafku AN Wnpuua NnoBTOPHO. Hacagku ana wnpuua He
[oryT 6bITb aBTOKNABMPOBaHb! UM MOABEPTHYTbI XMMUYECKOW CTepUIn3aLmm.

.N36erainTe nonagaHna matepmana B NuLLeBapUTE/bHbIA TPaKT.

. Ana npepovepalieHNs HemnocpeACTBEHHOrO KOHTaKTa C MaTepuanoM BO BpeMs paboTsbl
NnacTUKOBbIE UV PE3UHOBbLIE NEPYATKMN.

)He cmewmnBainTe ¢ 4pyrumMm aHasiormyHbIMU NPOLYKTaMu.

.M36eraiiTe nonagaHus mMaTepuana Ha ofexay.
LBce 0TX0/pbl NOANEXaT yTUAN3ALMA B COOTBETCTBMMN C TPe6OBAHMUSMU MECTHOTO NPaBOBOr0 PErynmMpoBaHus.

) B peakux cnyyasx y HEKOTOPbIX NMalMeHTOB HabntoJanach NoBblleHHas YyBCTBUTEILHOCTbL K MaTepuany. B
Jlydyae BO3HWKHOBEHWUS annepruyeckux peakuuii Heo6XOAMMO MPeKpaTUTb WCMONb30BaHME MaTepuana W

06paTUTLCA K Bpauyy COOTBETCTBYIOLLEI CcreLnanm3awmm.

HajgeBalTe
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Mpn pa6oTe Bceraa UCNOb3yinTe cpeicTBa UHAUBUAYaANbHON 3alUThl (PPE)-nepyaTku, 3aliUTHbIE MacKy,

LITHbIE OYKN.
B npouecce oTononvmepusaLnmn HagesaliTe 3aliUTHbIE OUYKM.
Bo Bpems MONMMPOBKY MOMVMEPM30BAHHOIO MaTepuana WCNonb3yiTe MbiNec6OPHUK U HaaeBainTe Macky,

|6bl n36exaTh nonagaHua YacTuw, Mblan B AblXaTe/lbHbIE MYTH.
He npoTupaiite LO3MPYIOLLYIO HacafKy M30bITOYHbIM KOIMYECTBOM CNMPTA, TaK Kak 3TO MOXET MPUBECTU K
PA3HEHUIO MaTepuana.
B cnyuae koHTakTa Agresmea )XW CW Opto KoHHekT (GC Ortho Connect) co cny4vaiHbiMy 061acTAMM
ia UM NpoTe3HbIMK annapaTamun yganute Matepuan UHCTPYMEHTOM, Fy6KOM MAnm BaTHbIM TaMMOHOM A0
EpxaeHnsa cBeToM.
He ncnons3yinte Aaresns OXXWMN CU Opto KoHHekT (GC Ortho Connect) B KOMOGUHaUUK ¢ MaTepuanamu,
JepXKallMmMn 3BreHOs, MOCKO/IbKY 3BrEHO/T MOXET MPenAaTCTBOBAaTb WX HaA/exallemy 3acTblBaHUIO WK
NK/IENBAHUIO.

HekoTopble NPOAYKTbI, YNOMWHaeMble B HacToslein WVIHCTpyKuMW, MOryT 6bITb KnacCcuguLMpoBaHbl
K onacHble B COOTBeTCTBUM C CoOrnacoBaHHOMW Ha rno6anbHOM YpPOBHE CUCTEMOW Knaccupukaumm u
PKUPOBKM XMMu4yecknx Bewects (GHS). O6s3aTeNlbHO 03HAKOMbTECh C COOTBETCTBYHOLWMMM acrnopTamu
3onacHocTy (safety data sheets). MacnopTa 6€30MaCHOCT MOXHO TaKXXe 3anpocuTb y Ballero nocrasuiuka.

.NHopmaymna gna crtomatonora/optogoHTa

W EHUE W JE3VHPEKLUA
AOFOPA30OBbIE CUCTEMbl AN W3BAEYEHUA MATEPUAJIOB: BO wn3GexaHue MepeKpecTHO

Upefaun MUKpogaopbl OT nauMeHTa K NauyuMeHTy WMHCTPYMEHTbl MOAOOHbIX CUCTEM TpebytloT npoBefeHUs
3UH(EKUMM NPOMEXYTOYHOro YypoBHA. Cpasy nocne nNpuMMeHEHWs MNPOBepbTe WHCTPYMEHT W 3aBOACKUe
TKW Ha npegMeT MoBpexAeHui. B cnyyae o06OHapy>XeHUs NOBPEXAEHWUI HeMefJIeHHO npekpaTuTe
nonb3oBaHne MHcTpymeHTa. HE TOIMPYXXATb B XWAKOCTb. TwaTenbHO oynwiarite MHCTPYMEHT BO
6e>kaHve 06pa3oBaHMsA CKOMNEHUIA 3arpAa3HAKLWMX YacTuL, U UX NOC/EeLYOWero nNpucbiXaHns K NOBEPXHOCTY
3cTpymeHTa. pounsBoauTe Ae3nH(peKLUto, UCNOoMb3ys 0J00peHHble opraHamu 34paBoOOXpaHeHUs CpeAcTsa
[heKLMOHHOIrO KOHTPONA, peKOMeHAO0BaHHble AN MPOBEAEHUA AEe3UHMEKLUN NMPOMEXYTOUYHOr0 YPOBHS; B
)Ouecce nposedeHUs Ae3nHeKuMM cobnogaiTe COOTBETCTBYHOLWIME HOPMAaTWBbI  PernoHanbHoro /
LLINOHANBLHOTO NPABOBOr0 perynnposaHusa.

NHpopmauma o HexenatesibHbIX COObITMAX, KOTOPble UMEKT MPU3HaKW HebnaronpuaTHOro cobbiTus
HUMAEHTa) NpY MCMONb30BaHMM BblleHAa3BaHHOro Martepuana Ha Tepputopum Poccuiickoin dPepepauuu,
3KeT ObITb Hanpas/ieHa yNoJHOMOYEHHOMY NpPeAcTaBuUTeNo NpoussoauTens B PO.

L Mopsagok u YTIOB/HAyTUAn3ayuum nnm yHNUToXXeHna M.
YTunusauma usfenus B MefULUHCKUX YUYpeAeHWAaX [O/KHa OCYLLEeCTBAATLCA B COOTBETCTBUMM C
to6oBaHUAMM CaHlMH 2.1.3684-21 Kak OTHOCALLMECSH K KnacCy b (3NnAeMnonornyeckn onacHble 0TX0f4bl).

1. laHHble M0 CPOKY CNY>X6bl AN CPOKY rOAHOCTW.
Cpok rogHocTtu 2 roga.

8. MapaHTUK nponsBoauTens.
MpounssoanTens rapaHTUpyeT CTabuabHOCTb MELUUWHCKOro usfenns [0 OKOHYaHUSA cpoka rofHOCTU

1 cob6noeHNN YCNOBMIA TPaHCMOPTMPOBAHWS, XPaHeHWUs WU MPUMEHEHUS, YKa3aHHbIX B TEXHUYECKOW K
KCMyaTauMoHHOW JOKYMEHTaLMMN Ha U3aenue.

MpousBoanTenb rapaHTUMpyeT 6e30MNacHOCTb MeAULMHCKOro W3fenus, OTCYTCTBME HeAONyCTUMOro pucka
(hMUMHEHUs Bpeaa >KU3HW, 340POBbI0 Ye/IOBEKA U OKPYXXalollleid cpefe NpW MCMONb30BaHUM MeAMLIMHCKOrO
U3AENNS NO Ha3HAYEHWIO B YCNOBUSAX, NPeAyCMOTPEHHbIX MPOU3BOAMTENEM.

19, TpeboBaHMA K TPAHCANOPTUPOBAHUIO U XPaAHEHUIO
[na onTumanbHol 3ah(PeKTUBHOCTU MeAULUHCKOE U3aeNne PeKOMEHA0BaHO XPaHUTb MPU KOMHATHOM

TemnepaType (4-25 °C/39,2-77,0 °F) B mecTe, 3alMLLIEHHOM OT MPAMbIX CO/THEYHbIX NyYeil.
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JaHHble 0 Mapkuposke MU
PKUPOBKa BK/KOYaeT CNeayoLwyo nHpopmaLlmio:

*  WHopmaunsa 06 nsgenun: HauMeHoBaHne, KOMMIEKTHOCTb.
*  WHpopmauuns 06 nsrotosutene:

« |

CooTBeTCcTBME TpeboBaHMAM AMpekTMB EC 1 cTaHgapTam EBponeiickoro cotosa ¢ naeHTUdMKalmel
3aperucTpUpoBaHHOrO opraHa no cepTudnKaLum:

e O6GpaTUTECh K MHCTPYKLUW MO NPUMEHEHWIO

N« Bcs MHopMauus, cneyuguuHas Ans onpeaeneHHbIX apTUKYIoB, HanpuMep:

REF

J - HOMep no kaTanory

LOT

Ko4 napTuu

Martpuua UDI:

i Bl mm&myy

Jlorotun npousBognTenNs:

'CC, e

- cpok rogHoctu (FMrr-MmM)
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NOBTOPHO UCMO/1b30BaTb 3anpeLeHo

RxOnly

€ro yKasaHuto

JaHHOoe n3genne MOXeT NpoAaBaTbCsa WM MUCMONb30BATLCA TOIbKO BPayoM WK Mo

X

He A0NyCKaTb BO3,qel7'ICTBMFI COJIHEYHOro cBeTa

Lfw J - TemnepaTypHbIli AnanasoH, B Mpefgenax KOTOPOro MeAULMHCKOE W3Aenne HafeXHo
coxpaHsetca

10
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MepeBog daftno”™ TekcTa BbINO/HEH nepeBogunKoM KoTnsposbiM AHTOHOM Viropesuyem.

Poccuitickas depepauns
Fopoir*ocKea
[JeBaTHajLaTOro ceHTA6GPA ABe ThiCAUM ABajLaTbL BTOPOro rofa
[ PoguHa YnbaHa AnekceeBHa, BPEMEHHO UCTIONHAIOWAA 0653aHHOCTW HOTapuyca roposa Mocksbl Kopcrka
Bragumupa KoHCTaHTUHOBMYA, CBMAETENbCTBYIO NOAIMHHOCTbL NoAnucK nepesojumka KoTnsaposa AHTOHA
Wropesuua.
Mognuc™én'fO wHa ML " npucy TCcTBUN.
Jlud™ocmii n6gnudasrue”choKyMeHT yCTaHOB/EHA.
n <a
3ape*TpMoBOHOS peec. No 77/2138-H/77-2022i _/
ayY™HO"COBbpPU HNUH apnanbHOro AeNCcTBUSA: 405jp". Jéolon.

Y.A. PoguHa

Bcero npTwywptos™ A NpoHymepoBaHo
1 CKpenneHo neyaTblo 22 ancT(a)(oB)

BPWO HoTapuyca
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