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Herculite XRV Ultra Flow
Nano Hybrid Composite

1. Description

Herculite XRV Ultra Flow Is a Rowable medium viscosity light cure nanohybrid resin restorative
suitable for use as a base/liner for Class land Class Il restorations, and for Class Hi restorations,
Class V restorations, and small non-stress bearing restorations. Additionally, indications include:
pit and fissure sealant, repair of enamel defects, repair of porcelain restorations, minor occlusal

build-ups in non-stress bearing areas, and incisal abrasions.

REF Description Format Content
2x Syringes
Herculite XRV Ultra Flow Refill -A 1 20x Dispensing Tips
35407 Box IFU
35408 Herculite XRV Ultra Flow Refill - A2 2x Syringes
20x Dispensing Tips
Box IFU
35409 Herculite XRV Ultra Flow Refill - A3 2x Syringes
20x Dispensing Tips
Box IFU
35410 Herculite XRV Ultra Flow Refill - A3.5 2x Syringes
20x Dispensing Tips
Box IFU

1717 West Collins Avenue < Orange, CA 92867 « 800.537.7824 « 714.516.7696
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35411

35412

35413

35414

35415

35416

35417

35418

35404

36174

Heruclite XRV Ultra Flow Refill- A4

Herculite XRV Ultra Flow Refill - B1

Herculite XRV Ultra Flow Refill - B2

Heruclite XRV Ultra Flow Refill- C2

Herculite XRV Ultra Flow Refill- D2

Herculite XRV Ultra Flow Refill - XU

Herculite XRV Ultra Flow Refill - XL2

Herculite XRV Ultra Flow Refill -

Universal Opaque

Herculite XRV Ultra Flow Sample - A2

Herculite XRV Ultra Flow Sample—A3

2 Intended Use

Herculite XRV Ultra flow is intended Aii light-cured direct Class i-V applications, base/iiner
material, repair of enamel defects, repair of temporaries, repair of porcelain restorations,
minor occlusal build-ups in non-stress bearir>g areas, pit and fissure sealant, cement for

Box

Box

Box

Box

Box

Box

Box

Box

Autobag

Autobag

ceramics/composite veneers, incisal abrasions, and
core build-ups.

3. Contraindications

None known.

1717 West Collins Avenue
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2x Syringes

20x Dispensing Tips
FU

2x Syringes

20x Dispensing Tips
IFU

2x Syringes

20x Dispensing Tips
IFU

2x Syringes

20x Dispensing Tips
IFU

2x Syringes

20x Dispensing Tips
IFU

2x Syringes

20x Dispensing Tips
IFU

2x Syringes

20x Dispensing Tips
IFU

2x Syringes

20x Dispensing Tips
IFU

Ix Syringe

IOx Dispensing Tips
IFU

Ix Syringe

I0x Dispensing Tips
IFU
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4  Warnings

e Do not use this product on patients with known methacrylate allergies.

< Avoid skin, eye, and soft tissue exposure to this product since uncured methacrylate

may cause an irritation reaction. Wash thoroughly with water after contact.

< Avoid product application in direct contact with pulp tissue since exposure to this product may
injure the pulp.

5 Precautions

e This product intended to be used by qualified dental professionals.
* Replace syringe cap after each use to prevent the resin from hardening in the syringe. Syringe
dispensing tips are intended for single patient use only, to prevent cross contamination between

patients.
e Protective eyewear for patients and staff is recommended.
6. Adverse reaction

None known

7 Instruction for Use
7.1 Preparation

8.1.1 Selectthe appropriate shade of flowable composite.

8.1.2. Isolate the area using a rubber dam. Dry the preparation

8.1.3 Following the manufacturer's instructions, apply a bonding system for either total-etch or
self-etch using your preferred product.

8.1.4 Remove the syringe cap and save. Twist the disposable dispensing tip securely onto the
syringe.

7.2 Placement

8.2.1 Dispense a layer of Herculite XRV Ultra Flow directly onto the preparation along the axial
and gingival margins. After extruding material onto preparation, pull back syringe plunger to
relieve pressure on the material.

0 8.2.2 Use a brushing action to allow the material to Row into the marginal interfaces and
recesses ofthe preparation
8.2.3 Incremental layers of Herculite XRV Ultra Flow should be no more than 2 mm. Light cure
each increment.
8.2.4 If using Herculite XRV Ultra Flow in a base/liner application, place a restorative composite,
such as Herculite XRV Ultra, directly over the cured Herculite XRV Ultra Flow according to the
manufacturer’s instructions.
8.2.5 When using Herculite XRV Ultra Flow as the final restorative product, finish and polish
using your preferred polishing system.

7.3 Shading System

1717 West Collins Avenue < Orange, CA 92867 < 800.537.7824 « 714.516.7696
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Herculite XRV Ultra Flow is available In shades that match the Vita Shade Guide.

Notes:

1. Replace syringe cap after each use to prevent the resin from hardening in the syringe. Syringe
dispensing tips are intended for single patient use only, to prevent cross contamination between
patients.

2. Refer to outer package for expiration date. Do not use after expiration date.

3. Protective eyewear for patients and staff is recommended,

local regulations.

8 Technical Characteristics

Type of material in accordance with GOST 56924-2016 (ISO 4049:2016): type 2, class 2,
group 1.

Technical characteristic for Herculite XRV Ultra Flow

Test Name Specification
Appearance Homogeneous, Product passes the particulate limit
test.
Color JECMC 3.0
Flexural Strength 2 100 MPa
Translucency, 1.00 1 0.05mm 30%-37%
DeptofCure 23.0mm
Syringe Extrusion Force £85 N
Fluorescence Presence of fluorescence
ISO Sensitivity to Ambient Light Homogeneous
Natural logarithm of Complex 3.09-465

Viscosity

Weights and dimensions of all comporwnts

Weights: Dimensions
Value Tolerance
Weight of Syringe Herculite XRV Ultra Flow - 29 +5% See the
Refill drawings
Weight of tips 025¢g +5% See the
drawings

1717 West Collins Avenue < Orange. CA 92867 « 800.537.7824 < 714516.7696
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1Weight of syringe Herculite XRV Ultra Ig See the

+5%

1Sample drawings

9 Material Composition

Herculite XRV Ultra Flow that has constant (more than 30 days) contact with soft tissues,
bone tissues, and dentin. Products: tips for a syringe, « short-term (less than 24 hours)
contact with the skin, mucous membranes.

- . W L%
Component Description Function Range CAS» PN
2-OxepM)on« homopotyrmer’2-
(2HneNg 1Y 10-2-
properyoxy]* ethylester and
HEMACL5P Polyester phosphate Dispersant 05-2 poW\f‘o&)fxxtcadcY 75893
Bisphenol-A diglycidyt
BisGMA methacrylate MortoTer 0.5-2 1565-94-2 73002
Triethylene glycol
TEGDM dimethacrylate Monomer 3-7 109-16-0 73004
Ethoxylated bisphenoi-
EBDMA A dimethacrylate Monomer 12-18 41637-38-1 73007
Ethoxylated bisphenol-
EBDMA SR541 A dimethacrylate Monomer 2-5 41637-38-1 78012
2-Hydroxy-4-
uv-9 methoxybenzophenone UV absorber <1 131-57-7 73017
2,e-Di-(terl-butyl)-4-
BHT methylphenoi inhibitor/stabilizer <1 128-37-0 73020
CQ Camphorquinone Photoinitiator <1 10373-78-1 73045
24Ethylhexyl)-4-
(dimethylamino)
ODMAB benzoate Co-initiator <1 21245-02-3 73245
2,6-Bis (5-tert-butyl-2- Fluorescent
Uvitex OB benzoxazolyl) thiopene agent <1 7128-64-5 05A139
polymerization co- 71449-78-0
OMANO76 initiator Co-initiator <1 89452-37-9 78687
Nanosilica** Nanosilica Filler 1-5 7631-86-9 N/A
Filler/rheological
Fumed Silica R202 Fumed silica modifier <2 67762-90-7 75321
Silane treated fumed 112945-52-5
0X50 with A174 silica Filler 1-3 2630-85-0 76496+
MF 27884-4 with Silane treated barium 60195-38-2
Al74 aluminoborosilicate Filler 26-34 2530-85-0
Radiopaque
YbF3 Ytterbium fluoride agent 8-12 13760-80-0 80401
PPF HU* Prepotymerized filler Filler 24-32 See below* 79461

1717 West Collins Avenue -«
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P-15 Fluorecenae
FDC5 Yellow Pigment - Yellow
FDC6 Orange Pigment - Orange
Pfizer B2091 Pigment « Brown
Trtanox RA 2020 THO2

Pfizer BK5599 Pigmnet - Black
Pfizer Y01987D Pigment - Yellow
FDC40 Red Pigment - Red

Flourescent
agent

Colorant
Colorant

Colorant
Colorant
Colorant
Colorant
Colorant

*The polymerized filler PPF HU was composed of:

Compor>ent Description
BisGMA Bispheno-A diglycidvl methacrylate
TEGDM Triethylene glycol dimethacrylate
EBDMA Ethoxylated bI$pheno-A dimethacrylate
Vazo 67 2,2'-Azobis(2-methy)butyronitrile)
YBF3 with
OFS-6030 silane treated ytterbium fluoride
MF 27884-4
with OFS-6030 Silane treated barium aiuminoborosilicate
CAB-0-SIL,TS-
530 Sllanated fumed silica
Part Composition
Cap
Barrel

Syringe  Piston

Tip

10 Packaging & Labelling

PE- Poly Ethylene, DIN A4 Black
PP- Polypropylene DIN A4 Black
PP- Polypropylene DIN A4 Black

<1
<1

<1

<1
<1
<1
<1
<1

PP- Polypropylene DIN A4 Black

Cannula AiSi 304 S5T

1314-13-2
1934-21-0
2783-94-0

51274-00-1 1332-37-2
1317-61-9

13463-67-7
1317-61-9
51274-00-1

25956-17-6
**Nanosllica Is made and mixed into resin at Transparent M aterials so no individual PN available.

Function

Monomer
Monomer
Monomer

initiator

Filler

Filler

Filler

CAS#
1565-94-2
109-15-0
41637-38-1
13472-08-7
13760-80-0
2530-85-0

60195-38-2
2530-85-0

68909-20-6

Herculite XRV Ultra Flow Refill are packages Into carton .018 SBS boxes, sizes of vdilch please
refer to below. Artwork ofthis box Is also attached to the technical file.

The Herculite XRV Ultra Flow Samples are packages into transparent poly bags. The main

information ofthe samples is contained in white sticker on the bag.

1717 West Collins Avenue
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Description Dimension Tolerance Weights Tolerance
Box of Herculite XRV 136 mm X68 mm x +3mm 46 g. +5%

Ultra Refill 32 mm

Poly pouch for Herculite +3mm 25g. +5%

XRV Sample 213 mm X76 mm

Poly pouch for tips 84 MM X 65 MM +3mm 49. +5%

Representative Label of Hercullte XRV Ultra Flow In Russia

35407 Matepuan cToMaTos1orMyacknii KoMnoauTHbI Tekyunii
caatooTaap>xgaambil Harculita XRV Ultra Flow Al

NarotoauTtanb: «Kepp KopnopaliwH», 1717 West Collins Avenue, Orange, California
92867, USA, CLLA

PY Nt XXXX/XXXXXX O XX XXXXXX T

TonbKo 4N NpoeccMoHa/IbHOrO NCNOJIb30BaHUS.

CpOK rogHOCTM yKasaH Ha ynakoBke. [Nepef npumeHeHneM Heo6Xo4AnUMO
03HaKOMUTLCA C UHCTPYKLNER.

MmnopTep: OO0 «KaBo leHTan PyccnaHa» 195112 CaHkT-Metepbypr,
ManooxTuHCKuiA Np-T, 4. 64B, nom.26H, 1. (812)324-42-12

MarotoanaHo a CLUA

Symbols on packaging and label;

1717 West Collins Avenue < Orange, CA 92867 « 800.537.7824 « 714.516.7696
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11 Transport,storage and usage conditions

Transport of medical devices should be implemented in primary, secondary, group packaging
provided by the manufacturer, which In turn must protect the packaged goods from rain, dust,
sunlight, mechanical damage.

Transported by all modes of transport in covered vehicles In accordance with the requirements of
GOST 50444-92 for the Russian Federation and the transportation rules, operating in each type of
transport. Product set, packed in shipping containers, resistant to mechanical and environmental
factors, which correspond to the requirements of GOST 50444-92 for terms oftransportation.

Conditions of transportation
Parameter Value
Temperature -20'C to 40'C
M aterials from -10 *Cto +20*C
Relative humidity 10% to 85%

Pressure 500 hPato 1060 hPa

Storage conditions

Parameter Value
Temperature 2*Cto 25'C
Relative humidity 10% to 85%
Pressure 500 hPa to 1060 hPa

1717 West Collins Avenue ¢ Orange, CA 92867 < 800.537.7824 < 714.516.7696
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Usage conditions

Usage conditions from 32*C to 42*C (intrusive)

Environmental In the medical and dental clinics under the temperature from 10*C
conditions to 35*C and at the relative humidity not more 8596

Pressure 500a to 1060 hPa

12 Cleaning and Sterilization
Herculite XRV Ultra Flow is non-sterile medical product.

Note, the tips are designed for SINGLE PATIENT USE ONLY to prevent cross-contamination
between patients.

13 Risk classification

Herculite XRV Ultra Flow - lla class of risk in EU.
14 Maintenance and repair

Not subject to maintenance and repair.

15 Disposal

Medical devices must be disposed of in the local public entities, in accordance with SanPiN
2.1.7.2790-10 "Sanitary and epidemiological requirements for the handling of medical waste" for
class Bwaste (epidemlotogicallv hazardous waste).

16 Requirementsforthe protection ofthe environment

The composition of this product is such that it does not create undue burden on the environment.
User of the product must be a licensed professional who is trained for its safe use. Herculite XRV
Ultra Flow does not make negative effect to human and environmental during the usage, storage
and transportation.

17 Shelflife

Herculite XRV Ultra Flow is deemed to have a useful shelf-life of 24 months h'om the date of
manufacture when stored at ambient temperature.

18 List ofstandards applied
e« EN ISO 4049 Dentistry** Polymer-based Filling, Restorative and Luting M aterials
e EN1041 Information supplied by the manufacturer of medical devices

EN ISO 1641 Dentistry - Medical devices for dentistry - M aterials

EN B$ ISO 9687 Dental Equipment- Graphical Symbols
10

1717 West Collins Avenue « Orange. CA 92867 < 800.537.7824 « 714.516.7696
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EN ISO 10993*1 Blologicai evaluation of medical devices - Part 1: Evaluation and testing

EN ISO 10993>2 Biological evaluation of medical devices - Part 2: Animal welfare
requirements

EN ISO 10993'3 Biological evaluation of medical devices - Part 3: Tests for genotoxicity,
carcinogenicity and reproductive toxicity.

EN ISO 10993-5 Biological evaluation of medical devices - Part5: Tests for vitro toxicity

EN ISO 10993-6 Biologk”l evaluation of medical devices - Part 6: Tests for local effects after
implantation

EN ISO 10993-10 Biological evaluation of medical devices - Part 10: Test for Irritation and
skin sensitization.

EN ISO 10993-11 Biological evaluation of medical devices - Part 11: Test for systemic
toxicity

EN ISO 10993-12 Biological evolution of medical devices - Part 12: Sample preparation and
reference materials

EN ISO 1348S Medical devices - Quality management systems
EN ISO 14971 Medical Devices - Application ofrisk management to medical devices

ISO 15223-1 Medical devices. Symbols to be used with medical device labels, labelling, and
information to be supplied. Part 1: General requirements

PO IEC/TR 62366-2 Medical devices - Part 2: Guidance on the application for usability
engineering to medical devices.

EN 62366 Medical Devices- Application of Usability Engineering to Medical Devices

EN ISO 15223-1 Medical devices. Symbols to be used with medical device labels, labeling
and information to be supplied. Part 1: General requirements

MEDDEV 2.7 [, Clinical evaluations: A guide for manufacturers and noticed bodies under
directives 93/42/EEC and 90/385/EEC

I I ISO 7405 Dentistry - Evaluation of biocompatibility of medical devices used in dentistry

ISO 8601 Data elements and interchange formats. Information interchange. Representation
of dates and times.

ASTM 04169 Standard Practice for performance Testing of shipping Containers and
Systems

19 Warranty
UMITED WARRANTY - LIMITATION OF KERR'S LIABILITY

Kerr hereby warrants thatfor a period ofthree years (one year for batteries) from the date of purchase,
11

1717 West Collins Avenue « Orange. CA 92867 < 800.537.7824 « 714.516.7696
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this instrument shall be free from defects In material and workmanship and will perform satisfactorily
under normal use and service.

To register your warranty, complete the online warranty registration within 30 days of purchase at
www .kerrdental.com/warranty. If multiple units have been purchased, fill out one registration form per
unit. Please have your dealer invoice available. You can also register your warranty by calling
1.800.KERR.123 (1.800.537.7123).

THE WARRANTY STATED HEREIN IS THE SOLE WARRANTY APPLICABLE TO KERR PRODUCTS. KERR
EXPRESSLY DISCLAIMS ANY AND AU OTHER WARRANTIES EXPRESSED OR IMPLIED, INCLUDING
WARRANTIES OR MERCHANTABILITY OR FITNESS FOR A PARTICULAR USE. KERR'S LIABILITY WITH
RESPEa TO ITS PRODUCTS IS EXPRESSLY LIMITED TO THE REMEDIES SET FORTH ABOVE. THE REMEDIES
ARE THE BUYER'S EXCLUSIVE REMEDIES. KERR SHALL UNDER NO CIRCUMSTANCES BE LIABLE FOR
INCIDENTAL OR CONSEQUENTIAL DAMAGES. THE WARRANTY DOES NOT APPLY TO ANY DAMAGE OR
DEFECT CAUSED BY THE USER'S FAILURE TO THE FOLLOWING INSTRUCTIONS FOR USE OR THE OTHER
USER ERROR IN OPERATING OR MAINTAINING THE INSTRUMENT. ALTHOUGH KERR OFFERS SERVICES
TO REPAIR INSTRUMENTS AND PROVIDES REPLACEMENT PARTS AFTER THE EXPIRATION OF THE
WARRANTY, KERR ONLY GUARANTEES THE AVAIUBILITY OF SUCH SERVICES AND REPLACEMENT PARTS
FOR TWO YEARS AFTER THE INSTRUMENT MODEL HAS BEEN DISCONTINUED.

20 ContactInformation

Manufacturer/ Developer Distribution fecility

Kerr Corporation KenrHawe SA

1717 West Collins Avenue Via Strecce 4

Orange, California 92867 CH-6934 Bioggio Switzerland
USA Tel: +41-91-610-5050

Tel: 1-800-KERR-123 Fax: +41-91-610-0514
www.kerrdentat.com kerrdentai.eu

Manufacturing site:
1. Kerr Corporation, 1717 West Collins Avenue,
Orange, California 92867, USA;
2. Wuxi Yushou Medical Appliances Co,, Ltd., No.
115, Nongxinhe Road Xishan District 214191
W uxi City, Jiangsu Province, PEOPLE'S REPUBLIC
OF CHINA

Representative in Russia:

KaVo Dental Russland LLC

Legal address: 64 Malookhtinsky avenue, Building "B", premises 26H, Saint-Petersburg, 195112,
Russia

Tel. +7(812)324-42-12, Fax+7(812)324-20-53

Direct one's claims to:

E-mail: kavo@ kavodentai.ru

www kavodental.fu

1717 West Collins Avenue < Orange. CA 92867 < 800.537.7824 « 714.516.7696
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MepeBofd C aHTAMIACKOTO A3blKa HA PYCCKNIi A3bI K

YHUBEPCA/IbHOE HOTAPNAJIbHOE CBUAETENNBCTBO WTATA KAJTM®OPHWNA TPAXOAHCKW KOAEKC § 1189

FocyaapCTBEHHbI HOTApUYC WM APYroii CAyXKalluid, 3ano/HsBLUMIA HacTosLee CBUAETENLCTBO, YAOCTOBEPSET TOMLKO
JINYHOCTb NMLA, NCANMCABLUIEro AOKYMEHT, K KOTOPOMY rnpunaraeTcs AaHHOE CBUAETE/NLCTBO, @ He TOUHOCTb WM BEPHOCTL
HaCcTOSILLIEro JOKYMEHTA.

Ltar KanudgopHus
Okpyr OpPUHAX )

CerogHs, 23 anpens 2021 roga, nepefo MHoi, JxkaknmH E. CalicMoo. FocyapcT BEHHbIM HOT apuycom
JaTa 34ech ykasblBaeTCs UMA U JO/MKHOCTb ClyXalllero

JIMYHO npeacTana Mam Mammunn
nMA mua, nognucasLLero AOKYMeHT

KOTOpasi MOATBEPANIA Ha OCHOBaHUM y6eanTeNbHbIX AOKa3aTeNbCTB, YTO SABASETCA MMUOM(IMLAMK), YbMM UMEKEM(MMEHAMN)
nognvcaH(NMoanu1caHbl) AOKYMEHT, W 3aBepuia MeHs, 4To nognucan/moanucanaynognucaiv ero B CUy WMELNUXCA Y
Hero/Hee/HVX MOMHOMOUMIA, W, MOCTaBMB CBOKO NMOAMMCL(MOANMCK) Ha AOKYMEHTE, (hM3NYECKOe UM Kpuandeckoe nmuo(Imua),
OT MMEHW KOTOPOro NLL0(NnLa) AelicTBOBANO, NOANMCANO AaHHBIA JOKYMEHT.

Wramn:
[JXK3K/INH E. CAICMOP Mog YTPO30M HAKA3AHUSA 3A COOBLLEHWE 3ABELOMO
rocyJapCTBEHHbIV HOTapuyc - KanugopHus NIOXXHOW  VH®OPMALIM/  cormacHo — 3akoHam  LuTaTta
OKpYT OpUHAX KanmdopHua cBupeTensCTByt0, UTO BbllleykasaHHbI  ab3al,
Ne JINLIEH3UM 2348861 ABNAETCA TOYHbIM U BEPHbIM.

CpoK Mmoux NoOIHOMOUNIA UcTekaet

3ACBVAETENBCTBOBAHO Moeil nmognuckio 1 ohmumnanbHon
24 deBpans 2025 roga

neyvyarbto.

Mopnuck (mognucek)
Mognuck rocyaapcTBEHHOrO HOTapuyca

MoctaBuTb Bbile neYvatb U/nnn wramn rocygapCtBeHHOro HoTapuyca

((I -HEOBA3SATE/NbHAA NH®OPMALNA-

Hecmony3s He T0, YT09TOT pasfes He ABAsAeTCA 0653aTe/bHbIM /151 3aM0/IHEHNs!, 3aM0/IHMB ero, MOXHO NPensTCTeoBaTb
BHECEHWI0 U3MEHEHWI B faHHbIi JOKYMEHT WM NpefoTBpaTUT b NpegHaMepeHHoe NOBOPOT HOE NPUKPENseHNe faHHOW hopMbl
K HEMpPeayCcMOT PEHHOMY IOKYMEHTY.

OnucaHve npunaraemoro AoKyMeHTa

Ha3BaHue nnm Tmn gokymeHTa; Herculite XRV Ultra Flow Wucrtpykuus NO NPYUMEHEHUIO

[ara gokymeHTa 23/4/2021, Konunuectso ctpanuy;: 12
MMa n pamunmna nognucaHTa(oB), KOOMe TeX. UTO yKa3aHbl BblLUe:.

MpaBomoune(s), 3aaBieHHOe(ble) NOAMNCAHTOM:

Wwms n hamunna nognucadta,___ Nmsa v hamunva nognucaHta;

O Cnyxalnii opuanyeckoro nua, JOMKHOCTb(M); O Cnyxalnit opuaNYeckoro nuua, AoMHKHOCTb():

O MapTHep O C OrpaHNYeHHON OTBETCTBEHHOCTbLIO. O MapTHep O C OrPaHNYEHHOV OTBETCTBEHHOCTLIO.

O ¢ HeorpaHNM4eHHON OTBETCTBEHHOCTbIO O € HeorpaHM4YeHHON OTBETCTBEHHOCTbIO

O Pusnyeckoe nnLo O [loBepeHHOEe NNL0 O ®wusnyeckoe nnyo O fosepeHHOe nL0
O JloBepuTeNibHblil CO6CTBEHHUK O OnekyH O [osepute/ibHbl COGCTBEHHNK O OnekyH
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Herculite XRV Ultra Flow
HaHOrmM6puaHblii KOMNO3UT

1. OnwucaHwue

MaTtepuan cTOMaToNOrM4YecKnini KOMMNO3UTHLIN TEeKy4Ynini ceeTooTBepXgaemMbln Herculite XRV Ultra
Flow - Tekyunin nNNOMOGUPOBOYHbLI HaHOTMOPUAHLIA CBETOOTBEPXAAeMbli KOMMO3UT cpepHel
BA3K0Oau, MPUrofHbIii 4Na UCnonb30BaHUA B KA4YeCTBE OCHOBbI/BUHMpPaA Ana pecTtaBpayuii | n ll knacca,
a TaKxke ansa pecraspauyuii lll 'V knacca n He6ONMbLWNX pecTaBpaynii, He Hecywnx Harpysku. Kpome
TOro, MOKasaHWAa K MPUMEHEHWUIO BKIKOYAKOT: repmetmsauma yrny6neHuii m TpewmH Ha amanwu,
BOCCTaHOBNEHNEe AedeKTHO 3Manu, BOCCTaHOBNeHWe (aphopoBbIX pecTaBpauuii, Hebonbline

OKK/TO3NOHHbIE BKN1agKn B HE HECYLLNX HAarpy3Kku ob6nactax, aTakXe n3HalnBaHme pes3yoB.

HanmeHoBaHne Bug, Copeprknmoe
MaTtepuan cToMaTo10rM4YeCcKmin - Wnpuy B oTTeHke Al (2 I'.) -2 WT;
KOMMO3UTHbIN TeKy41nii xopobika - fo3upylowme Hacagkm ansa wnpuua - 20 W,
cBeToOTBEPXKAaeMbli Herculite - IHCTPYKLUMA NO NPUMEHEHNIO.
XRV Ultra Flow Al B cocTaBe:
MaTtepuan cToMaToNornyecKuii - Wnpwuy B oTTeHke A2 (2 1.) - 2 WT;
KOMMO3WUTHbI TEKYUMIA xopoika * [lo3MpyloLmMe Hacagku ans wnpuua - 20 wr;
cBeToOTBEPXKAaeMblil Herculite - NHCTPYKUMA NO NPUMEHEHNIO.

XRV Ultra Flow A2 B cocTase:
- Wnpuy a otTeHke A3 (2 I)- 2 wT;

Kopobka ‘[lo3upylolme Hacagku ana wnpuya - 20 wr,
- IHCTpYyKUmMs o npuMeHeHuto.

Martepuan cToMaToI0rM4ecKnii
KOMMO3UTHbI TEKYYNi

1717 West Collins Avenue « Orange. CA 92867 < 800.537.7824 « 714.516.7696
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HanmeHoBaHue

cBeTooTBEpPXAaemblin Herculite
XRV Ultra Flow A3 B cocTaBe:

MaTtepuan cTOMaToIorMyYecKunii
KOMMNO3UTHbIN TEKYYUNii
cBeTooTBEpPXAaeMblii Herculite
XRV Ultra Flow A3.5 B cocTaBe:

Martepuan cToMaTto0rM4Yeckmni
KOMMO3UTHbIN TEKYy4YUNii
cBeToOTBEpPXAaemblii Herculite
XRV Ultra Flow A4 B cocTase:

Martepuan cTOMaToN0rM4YecKmnin
KOMMO3UTHbIN TEKYUNIA
cBeToOTBEpPXAaemblit Herculite
XRV Ultra Flow B1 B cocTaBe:

MaTepuan cTomaTtonornyecknia
KOMMO3UTHbI TEKYUYUNIA
cBeTooTBepXAaemblin Herculite
XRV Ultra Flow B2 B coaaBe:

MaTtepuan cTOMaTONOTMYECKUA
KOMMO3UTHbI TEKYUYUNIA
cBeTooTBepXaaemsbliii Herculite
XRV Ultra Flow C2 B cocTaBe:

MaTtepunan ctToMaTo/IOrMYeCKUin
KOMMNO3UTHbIV TEKYUYUIA
cBeTooTBepXfaemblii Herculite
XRV Ultra Flow D2 B cocTaBe:

Matepunan ctTomatonorn4yecknia
KOMMO3UTHbI TEKYUYUNIA
cBeTooTBepXaaeMblin Herculite
XRV Ultra Flow XLI B cocTaBe:

Matepuan cTomaTtoiormMyecknii
KOMMO3UTHbIN TEKYUYNIA
cBeToOTBEpXAaeMmblii Herculite
XRV Ultra Flow XL2 B cocTaBe:

Matepuan cToMaTo0rnyecKunin
KOMMO3UTHbIN TEKYUNA
cBeToOTBepXAaaeMblii Herculite

1717 West Collins Avenue
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Copgepxunumoe

- Wnpuy BoTTeHke A35 (2 1) - 2 WT;
- Jos3upylowme Hacagkm ansa wnpuua - 20 wr,
- IHCTPYKLMA NO NPUMEHEHMUIO.

- Wnpwuy B oTteHke A4 (2 1)) - 2 WT;
-[o3upyowme Hacagkm ans wnpuya - 20 wr,;
- VIHCTPYKLUMA MO NPUMEHEHMNIO.

- lWnpuy B oTTeHKe B1 (2 1)) - 2 wr;
-Jo3upylowmre Hacagkm ans wnpuya - 20 wr;
- VIHCTPYKL A MO NPUMEHEHMUIO.

- Wnpuuy B oTTeHKe B2 (2 I.) - 2 wr;
- Jo3npyowme Hacagkn gna wnpuua - 20 wr,;
- VIHCTPYKLUMS MO NPUMEHEHUIO.

- Wnpwuy B oTTeHke C2 (2 1) *2 wrT,;
-fo3npyowme Hacagkn gna wnpuya-20 wr;
- IHCTpyKUmMs NO NpUMEHEHUIO.

- Wnpuy, B oTTeHke D2 (2 T.) - 2 wr;
- [Josupylowmne Hacagkm gna wnpuua - 20 wr,
- NHCTpYKLUMA MO NPUMEHEHMIO.

- Wnpuy B otTreHke XL1 (2 r.) - 2 wr;
-Jo3upylowne Hacagkm ansa wnpuua - 20 wr,
- IHCTpYKLUMS MO NPUMEHEHUIO.

- lWnpuy B oTTeHKe XL2 (2 1) - 2 wT;
-Josnpyowme Hacagku ana wnpuuya - 20 wr,;
- THCTpYKLUMA No NPpUMEHEHMUIO.

- Wnpuy B oTTeHKe Universal Opaque - 2 wr,
- Jo3upyrowmne Hacagkn gnsa wnpuua - 20 wr;
- 'HCTpYKLMS MO NPYMEHEHUIO.

92867 < 800.537.7824 + 714.516.7696
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HanmeHoBaHue Bua Cogepxumoe

XRV Ultra Flow Universal Opaque B
cocTtaBe:

MaTtepuan cTOMaTo/IOTMyYecKnin

KOMMO3UTHbIN TEKYUN aBTomatny e« LLnpuy BoTTeHke A2 (1 1.)-1 wr;
cBeTooTBepXXgaembln Herculite eckas e lo3npyrowme Hacagkm ansa wnpuya -10 wr,;
XRV Ultra Flow Sample A2 B ynakoBka - VIHCTPYKLMA MO MPUMEHEHNIO.

cocrase: B NakeTbl

MaTepuan cTomMaTtoiormMyecknii

KOMMO3UTHbIA TEKYUYUNIA asTomatny - Wnpwuy B otteHke A3 (1 r.) -1 wr;
cBeTooTBepXxXgaembln Herculite eckas - Josupylowme Hacagku ana wnpuua -10 wr,;
XRV Uitra Flow Sample A3 B ynakoBka - VIHCTpyKLUUS NO NPUMEHEHMIO.
cocTaBe: B MakeTbl

Ha3sHaueHune

Matepuan cToMmaTonOrM4eckmini KOMMNO3UTHBLIN TeKy4unii ceeTooTBepXxaaemblii Herculite XRV Ultra
Flow npepgHasHayeH [na repmeTnsauum yrny6neHWin n TpewumH Ha 3Manu, BOcCaaHOBAeHUSA
feekTHOW 3manu, BOCCTaHOBNEHMA (ap(opoBbIX pecTaBpauuil, HeBGOMbLIMNX OKKIH3NOHHbIX

BK/1aAOK B HE HECYLLMNX Harpy3ku obnacTax, aTakxe npn ns3HawnmeaHnn pesuos.

MpoTnBONOKasaHna
HeT n3BeaHblX MPOTMBOMNOKa3aHWIA.
MpepynpexaeHusa

He ncnonb3yiiTe 3TOT NPOAYKT Ha MauMeHTax ¢c U3BECTHOW annepruei Ha metakpunar.

M3berainTe Bo3aeiiaBusa aTOro NpoAyKTa Ha KOXy, rnasa u Markme TKaHu, Tak Kak He OTBEpPIXXAEHHbIN
MeTakpunat MOXeT Bbl3BaTb pasgpaxutenbHyt0 peakuuto. Mocne KoHTakTa Tw,artebHO NpPoMoiiTe
BOJOM.

M36eraiite NnpuMeHeHUss NPOAYKTa B HENOCPeACTBEHHOM KOHTAKTe C TKaHbl MyNbMnbl, Tak Kak

BO3[€eNCTBME 3TOI0 NPOAYKTA MOXET NOBPeAUTb NynbMy.

Mepbl 6e3o0nacHOCTH

3TOT NPOAYKT NpefHa3HaYeH 41 UCNONb30BaHUA KBaNMULMPOBAHHbIMWU CTOMATONOraMu.
3akpblBariTe KONMaYyoK LMApKLLa Nocne KaXxaoro ncnonb3oBaHus, 4HTobbl NpeaoTBPaTUTL 3acTbiBaHNE
CMOMbl B wWnpuue. Jo3uvpyloume HacagkM ANs WNApUUEB nNpefHa3HayeHbl TONbKO AN Of4HOrO
nauuneHTa, 4Tobbl NMPeAOTBPaTUTL MEpPeKPecTHOe 3arpa3HeHne Mexay nayneHTamu.
PekomeHayeTcs MCMNONb30BaTh 3aLLUTHbIE OYKM A1 NaLMEHTOB W NepcoHana.

1717 West Collins Avenue ¢ Orange, CA 92867 < 800.537.7824 & 714516.7696
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Mo60o4Hble peakunm
HeT n3BecTHbIX MOGOYHbIX peakunii.

7  WHCTPYKUMA NO NPUMEHEHNIO

7.1 TMoprotoBka
7.11 Bbibepute NOAXOAALMIA OTTEHOK TEKYYETO KOMMO3KTA.
7.1.2. N3onnpyiitTe o6n1aab C NOMOWbIO Kohdepaama. Boicylwinte NOAroToBAeHHY0 o6n1aab.
7.1.3 Cnegys vHapykuusam npoussogutens, B cOOTBETCTBUM C WMHCTPYKUMAMU MNPOU3BOAUTENSA
HaHecuUTe GOHAMHIOBYIO CUCTEMY (MOMHOTO NPOTPABAMBaHUSA UNN CAMOMPOTPABINBAIOLLLYIO).
7.14 CHMMUTE KpbIWKY wWNp1ua M He BbiGpacbiBaiiTe ero. HageXxHo 3akpyTute Ha wnpuue
O[lHOPA30BYIO AO3MPYIOLLLYIO HacaaKy.

7.2 HaHeceHue
7.2.1 HaHecute cnoii Herculite XRV Ultra Flow HenocpeACTBEHHO Ha MOATOTOBJIEHHbIA y4acToOK
BAO/Ib OCEBAOr0 M AECHEBOro KpaeB. BbijaBMB matepuan Ha NOATOTOB/IEHHbIA y4acTOK, OTTAHUTE
NopLUEeHb WNpuUa Hasag, 4Tobbl CHATL flaB/ieHNne, KOTOpOoe OKa3bliBaeT Ha marepuan.
7.2.2 Pacnpegenute matepuarsn, 4Tobbl OH 3anOfIHW NPOEMbl MeXYy TKaHbl0 U 3y60M U BblEMKMU
NOArOTOBNEHHOIO y4YacTKa.
7.2.3 TonwuHa HaknagbiBaeMbix Apyr Ha gpyra cnoes Herculite XRV Ultra Flow He pgomkHa
npesbiwatb 2 MM. [poBOANTE CBETOOTBEPXAEHME KaXAOr0o Cnos*.
724 TMpu wncnonb3oBaHum Herculite XRV Ultra Flow B kayecTBe OCHOBbl: B COOTBETCTBMMU C
WHCTPYKLUAMU NPON3BOAUTENS HAHECUTE pecTaBpaLMoHHbIi KOMNO3UT (Hanpumep, Herculite Ultra)
7.25 TMpun ucnonbzoBaHum Herculite XRV Ultra Flow B kayecTBe BepPXHEro pecrtaBpayMOHHOro
MaTepuana: obpaboTaiTe M OTNOANPYNTE NOBEPXHOCTb 060N MONMPOBOYHON CUCTEMOIA.

7.3 Cuctema OTTEHKOB
Herculite Ultra Flow gocTtyneH B oTTeHKax, cootBeTcTBytoLWnx Vita Shade Guide.

MpumeyaHus:

1. 3akpbiBaiiTe WNpUL, KONNAYKOM MOCNe KaXXA0ro UCnonb3oBaHusa Ana npefoTBpalleHns 3atBepeBaHns
KOMMo3uTa B wWnpuue. Josupyouime Hacafgku wnpuua npefHasHadyeHbl TOIbKO [AN8 0O4HOPa3oBOro
MCNOo/Mb30BaHNA NauneHTamm Ana NpefoTBpalLeHns NepeKpecTHOro 3apaxxeHus naymneHTos.

2. 06paTnTe BHUMaHWE Ha CPOK FOLHOCTU Ha BHELIHel ynakoBke. He ncnonb3yiTte nocne nctevyeHns cpoka
ro4HOCTHU.

3. PekomeHayeTCcs NPUMEHATb 3alUTHbIe OYKM ANA NaLWeHTOB U NepcoHana B COOTBETCTBUWN C MECTHbIMU
HOPMaTUBHbIMU TPEOGOBAHUAMMN.

*PekomeHpyemas nNpPoAo/HKUTENLHOCTL NONNMepU3aLnm:
MoOLWHOCTb NONMMEPM3ALMOHHON NaMnbl 4O/HKHA cocTaBiAaTb He meHee 800 mBT1/cm2 (Hanpumep, Demi
Ultra).

1717 West Collins Avenue « Orange, CA 92867 « 800.537.7824 < 714.516.7696
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OTtreHok A35 wn 6on
VCKNIOUEHNE YHUBePCaNbHbIN»

OTTeHOK A3 u 6on «HenpospayHbiii

cBeT/ble TeMHble  (3a
«Henpo3spayHble
YHUBEpPCaNbHbIA»)
Demi Ultra** 5 cekyH[ 10 cekyHf 20 cekyHp
[na Bcex gpyrux namn cM. peKomeHgaumun nponssoguTens.
BHUMAHWME! HenonumepusoBaHHas MeTakpuioBas CMOJSia MOXeET aaTb MNPUYMHON KOHTAKTHOTO

Jepmatnta M nospexageHusa nynbnbl. He ,ELOI'IyCKaVITe KOHTaKTa C KOXeW, rnasamum n MArKMMU TKaHSMMW.

TuiaTenbHO NpPoOMOIiTe BOAOW NOCNe KOHTakTa.
**3apereapupoBaHHO Ha Tepputopun Poccuiickon degepaunm, Homep PY P3H 7017/5298 ot 25.01.2017

roga

8 TexHunyeckme xapakTepucTukin

Bng matepuana B cootBetcBum ¢ FOCT P 56921-2016 (ISO 4049:2019:) -Tun 2, knacc 2, rpynna 1

TexHnyeckre xapakTepucTMKu mMmartepmasia CToMaTto/1I0rMyeckoro KOMMno3nuTHOro TeKy4Yero

ceeTooTBep>Kaaemoro Herculite XRV Ultra Flow
MapamepT/ xapakTepucrtuka
BHewHnn Bng

OJECMC
M3meHeHNe LBeTa
Mpo4YyHOCTb Ha U3rnod

3HauyeHuNe

Mnagkas nacTta, 6e3 NOCTOPOHHWUX BelLeCTB

M Ype3MepHO’ MOPUCTOCTH
<3,0

MN3MeHeHNs 3aMeTHbI C TPY/A0M
>100 MTna

Mpo3payHocTb (1,00+0,05) mm 30-37%
Fny6uHa oTBEpPXAEHUA > 3,0 MM
[MpoYHOCTbL COEMHEHUNSA C AEHTUHOM >25 MIa

BopgonornouieHue < 40 mKr/imm”
BopgopacTBopuMOCTb <7,5 mkr/mm»
BennunHa N, xapakTepusyruw,as ynpyrocts npu nsrue > 80 MnMa

« PeHTreHowHTpPacTHOCTb >300% A1l
Ycunue BblfaBNnBaHNA wnpuua <85H
YyBCTBUTENbHOCTb ISO K eCTECTBEHHOMY CBeETY 60 c

OvameTpanbHaa NpoOYHOCTb

Macca Bcex KOMIMOHEHTOB

R vn.ItibEEI.
Macca wnpuua Herculite XRV Ultra Flow

Macca Hacafok
Macca wnpuua Herculite XRV Ultra Sample

1717 West Collins Avenue
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9 CocraB matepuanos

MaTepunan aomaToNOrM4ecKnii KOMMNO3UTHBIA TeKy4Ynii cBeTooTBepXXdaemblii Herculite XRV Ultra
Flow nmeeT nocTosHHbI (60nee 30 CyTOK) KOHTAKT C MATKMMMU TKaHAMMWU, KOCTHbIMU TKaHAMM,
LeHTUHOM. V3genuna: fosnpyrowas Hacagka gna Wwnpuua, « KpaTKoBPeMEHHbIN (MeHee 24 4acoB)

KOHTaKT C KOXeli, cnnsnablMu 060/104KaMu.

KoMnoHeHT HanmeHoBaHue

HEMACL5P Monunaup pochart
i BbuctheHon A
BisGMA
ravunannmeTtakpunar
TPUITUNEHTNNKONb
TEGDM
AvmMeTakpunar
9TOKCUAINPOBAHHBIA
EBDMA 6ucheHon A

aumeTakpunart
JTOKCMNINPOBAHHbIN
6ucheHon A
LumeTakpunart
2-TNAPOKCWN-4-

EBDIV1ASR541

uv-9
MeTOKCMb6eH30(heHOK
2,6-gn-(tpeT-6yTnn)-
BHT An-(Tp ytan)
4-meTungeHon
CcQ KaMmthopOoXuHoH
2-(atunrekcun)-4-
ODMAB (AMMeTMNamMmmHoO)
6eH30art
2,5-buc(5-TpeT-6yTun-
Uvitex OB 2-6eHaoKcasonun)
TnodgeH
CouHunymartop
OMANO076
nonnumepusaunmn
Nanosilica** HaHocunukart
. KonnounpganbHasa
Fumed Silica R202
LBYOKUCb KPEMHMUA
CwunaH,
o6paboTaHHbIN
0X50 c A174 o
KonnonpanbHo

OABYOKUCbIO KpeMHUS
CunaH,

MF 27884-4 CA174 o
o6paboTaHHbIN

1717 West Collins Avenue
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dyHKUMA

gucneprartop

MOHOMEpP

MOHOMEDP

MOHOMEpP

MOHOMeEp

Y®-nornotutens

WHIM6utop/ctabnnmsatop

hoTOoMHMUMATOP

covHuumaTop

(hnyopecyunpyowmnii areHT

covHuymaTop

HanonHwuTenb

HanonHutens/

peonorny. ngeHTudukaTop

HanonHMTennb

HanonHuMTennb

Ovana3oH,

%

0,5 -2

0,5-2

3-7

12-18

2-5

<1

<1

<1l

<1

<1

<1

26-34

CAS

lFomononumep 2-okcenaHoka
2-(2-meTnn-(1-okco*2-
NPONEHNN)OKCU}- ATUNOBbIN
3thmp n nonuochopHas
Kucnota

1565-94-2

109-16-0

41637-38-1

41637-38-1

131-57-7

128-37-0

10373-78-1

21245-02-3

7128-64-5

71449-78-0
89452-37-9

7631-86-9

67762-90-7

112945-52-5
2530-85-0

60195-38-2
2530-85-0

Orange. CA 92867 < 800.537.7824 e+ 714.516.7696
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annmMmocnankatom

6apwus
YbF3 ®TOopug uttepobus (1) KOHTpacTHOe 8eww,ecTtBo 8-12 13760-80-0
MpegBapunTenbHO
PPFHU NoAMMepU30BaHHbI HanonHWUTenb 24-32 CM.HUXe *
HanoNHUTeNb
P-15 dnyopecueHuuna thnyopecunpyrowmnin areHT <1 1314-13-2
FDCS5 Yellow MUIMEeHT-XEenNTbI i Kpacutenb <1 1934-21-0
MurmeHT-
FDC6 Orange . Kpacutenb <1 2783-94-0
opaH>XeBbl i
. NMurMmeHT- 51274-00-1 1332-37-2
Pfizer B2091 . Kpacutenb <1
KOPUYHEBbLIN 1317-61-9
Titanox RA 2020 OKkcup TuTaHa KpacuTenb <1 13463-67-7
Pfizer BK5599 MUrMeHT-4epHbI i Kpacutenb <1 1317-61-9
Pfizer YO1987D MUrmeHT-XenTol i Kpacutenb <1 51274-00-1
FDC40 Red MUrMeHT-KpacHbI i KpacuTenb <1 25956-17-6

** HaHOCUNMKAT U3rotaB/IMBaeTCa U CMeELIBAEeTCA C KOMNO3MTOM C UCMONIb30BAHWEM NPO3payHbiXx MaTtepuanos, NO3TOMY
oTaenbHble PN OTCYTCTBYIOT.

KomnoHeHT HanmeHoBaHune DyHKUMA
CAS#
BisGMA BuctheHon A rnnumngnnmetakpunart MOHOMep 1565-94-2
TEGDM TPVUITUNEHTNNKOb AN MeTakpunat MOHOMEp 109-15-0
3TOKCMANPOBaHHbIN 6uctheHon A
EBDMA AnmeTakpunat MOHOMEp 41637-38-1
Vazo 67 2,2’-A306UC(2-MeTUN6YTUPOHUTPUN) NHUUMaTop 13472-08-7
YBE3 with OFs- O6paboTaHHbIil cunaHoM hTopu Uttepous 13760-80-0
6030 HanonHutens  2530-85-0
»> MF 27884-4 O6paboTaHHbIi CMIAHOM 60195-38-2
with OFS-6030 @1toMoGopocuinkar 6apus HanonHuten,  2530-85-0
CAB-O-SIL, TS-  CnnaHUpOBaHHbLIN AbIMALLNACA KPEMHE3EM
530 HanonHuTtens  68909-20-6
3nemMeHT CoctaB
Konnavok PE (nonuatunen) DIN A4 yepHblii
Wnpwuy, OcHoBa PP (nonunponuneH) DIN A4 uepHbiii
MnyHxep PP (nonnnponuneH) DIN A4 yepHblii
[os3npylouias Hacagka aons PP (nonunponwuneH) DIN A4 yepHblii
wnpuya urna - Hepxasetuw,aa ctanb AISI 304

10 YnakoBKa W MapKnpoBKa
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Herculite XRV Ultra Flow ynakoBbiBaloT B KOPOOGKM M3 KapToHa (0,018 SBS), pasmepbl KOTOpPbIX
npuBeaeHbl HUXe. MakeTbl KOPOBOK Take npunaratoTcs K TeXHU4Yeckomy gaiiny.

Herculite XRV Ultra Plow Samples ynakoBbiBaloT B MNpo3payvyHble MONMITUNEHOBbIE MNaKeThbl.
OCHOBHas MHpOpMaLMs O HUX COAepPXXUTCA B 6enoi Hakneike Ha nakete.

HanmeHoBaHue niigap» W sT Macca Adonyck
. . 136 MM X 68 MM X 32 46 Ip. +5%
Kopo6ka Herculite XRV Ultra Refill MM +3 MM
MoNnatMneHoBbIN NakeT Ans +3 MM 25 rp. +5%
Herculite XRV Sample 213 MM X 76 MM
MonNnaTMNeHoBLIN NakeT Ans 4 p. +5%
LO3MPYIOLLMX HACALOK ANS wnpuua +3 MM

84 MMX 65 MM

PenpeseHTatMBHas atnketka Herculite XRV Ultra Flow B Poccun

35407 Martepuvan cToMaTo/1I0rM4Yeckmnii KOMMNOoanTHbIA TEKYU WA
caatooTBapgaambliii Harcultte XRV Ultra Flow Al

NaroToantans: «Kepp KopnopslwH», 1717 West Collins Avenue, Orange, California
92867, USA, CLLA

py Ns XXX 0 1 XXXXKICO0( T

ToNbKO A1 NpOdheccMoHanbHOro NCrnoib30BaHuA.

CpOK rogHOCTM yKa3aH Ha yrnakoBke. lNMepef npuMmeHeHneM Heo6Xxo4MMO
(naKOMUTbLCA C NHOPYKLMEIA.

MmnopTep: OO0 «KaBo AeHTan PyccnaHg» 195112 CaHkT-MeTtepbypr,

Manoo)CruHckul np-T, 4. 64B, nom.26H, 7. (812)324-42-12 1]
WNarotoaneHo B CLLA

1717 West Collins Avenue « Orange, CA 92867 « 800.537.7824 + 714.516.7696

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



err

CrMBO/bI Ha YMaKOBKe N Ha 3TUKETKE;

|REF| Homep no katanory/ HoMep 3feMeHTa

CpoK rogHocTn

ILOTI Homep napTun Wam cepuiiHbIi HOMep

EC |rep| YNONHOMOUEHHbI npeacTaButens B EC
mJ MpoussoauTenb
DB O6patnuTecb K UHAPYKLU MU MO NPUMEHEHNIO
C:€ CooTseTaBue [upektusam EC

A MpegocTtepexeHue

He ncnonb3oBartb NOBTOPHO

3Hak o6a3atenbHON cepTnukaLmm B Poccun

(01)ooe<imellB5M
(LOXK XXXXXX QR-Kkof

EaBfil (17)VYMMOD

11 YcnoBusi TPaHCMOPTUPOBAHUS, XpPaHEHMS U MPUMEHEHUS]

TpaHCnopTMpOBaHUE MEAULMHCKUX WU3AENUi [AO/HKHO BbIMOMHATLCA B MEpPBUYHON, BTOPUYHOIN,
rpynnoBoii ynakoBKe, TNpeAcTaBAseMOi NpousBoAMTENIEM, KOTOpas [AO/KHa  3aluuatb
yNaKoBaHHbI/i TOBAp OT 40X A, MbI/, COTHEYHBIX IyYeid, MexaHU4YeCcKnx NOBPeXaeHWA.

TpaHcnopTupyeTcs BCEMU BUAaMW TpaHCNOPTa B KPbITbIX TPAHCMOPTHbLIX CPeACcTBaxX B COOTBETCTBUM
cTpeb6oBaHuamu FOCT P 50444-92 gnsa Poccuiickoin depepaynn n npaBunaMmum nNepeBO3KnM rpysos,
[efaBylOWNMN Ha KaXaom Buie TpaHcnopTa. [oTpe6uTenbCKME YMNAKOBKM C U3AENUSMU
YyNaKoBbIBAOTCSH B KAPTOHHYIO KOPOG6KY (NP HEOGXOAMMOCTM UCMO/b3YeTcs My3blpyartas niaeHka),
KOTOpas 3aKfemBaeTcs Npu NOMOLLWN CKOTYa.

TpaHcnopTHas Tapa SBAseTcs Hecneuuduyeckold pna paHHoro Buaga wusgenuii. Pasmep
TPaHCMOPTHOWM Tapbl 3aBUCUT OT pasmepa (06bema) 3akasza, 3aka3 MOXeET BKAK4YaTb B cebs

10
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pasfivyHble TUMbl NPOAYKTOB.

Pasmepbl TpaHCMOPTHOM Tapbl He pernaMeHTUpPOBaHbl BBUAY HecneuyudpumyHoctTn. Macca
TPaHCMOPTHOW Tapbl He pernaMeHTMpOBaHa U BapbupyeTcs B 3aBUCMMOCTU OT MAOTHOCTU KapToHa
1 rabapuTHbLIX pasMepoB Kopoba.

CMMBO/Ibl Ha TPAHCMOPTHOW YMaKOBKE:

I Xpynkoe, 06palatbCs ¢ 0CTOPOXHOCThIO
[ |
r Bepx, He KaHTOBaTb

P~

YcnoBus TpaHCNOPTUPOBaHMS

MapameTpsbl 3HaueHuA
Temnepatypa OT1-2080 40 *C
OTHOCUTENbHAA BIAXXHOCTb OT1 1080 85 %
JaBneHune Ot 500 go 1060 KMla

Ycnosusa xpaHeHus:

MapameTpsbl 3HaueHuA
Temnepartypa Otr2p0 25*C
OTHOCUTENbHAA BNAXHOCTb 011080 85 %
JaBneHue Ot 500 no 1060 kMa

Ycnosusa npumeHeHus
MapameTpbl 3HayeHun

Temnepatypa OT132 0 42 'C (MHBa3UBHO)

B MeAVLUNHCKNX KNMHUKAX U CTOMATONOIrMYeCcKux KabuHeTax npu

OTHOCUTENBHAA BMAXHOCTb .
Temnepatype o1 10 go 35 *C 1 OTHOCUTENIbHOI BNAXHOCTU He

n
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6onee 85 %

LaBneHue OT1500 go 1060 kMNa

12 YwucTka n ctepunusayms
Herculite XRV Ultra Flow - HecTepunbHOe MEAULIMHCKOE M3feNNe.

O6patute BHWMMaHWe, 4TO [O3MpylolLMe Hacafkym npefHasHayeHbl Tonbko Aansa OAHOMO
MNCMOJIb3OBAHUA MALUMEHTOM gna npegoTBpalieHUs nepekpeaHoro 3sapaXeHna naumueHTos.

13 Knaccudmkaumsa pucka

Ona Herculite XRV Ultra Flow yctaHoBneH Ha knacc pucka B EC.

14 TexHu4eckoe o6Ccny>kKnBaHmMe N PEMOHT
TeXHNYEeCKOMY 0BC/TY>XUBAHUIO U PEMOHTY HE NMOAJIEXMWT.
15 Ytnnmnsauyma

YTunusauusa MeauLmMHCKUX N3genunii 4OMKHa OCYLeCcTBAATLCA MECTHLIMU IO PUANYECKNMY NNLEMN
cootBeTcTBUM ¢ CaHluH 2.1.7.2790-10 "CaHuTapHO-3nugemMuosnornyeckme TtpeboBaHUA K
obpaleHnio ¢ MegULMHCKUMU OoTxodamMu" v APYrMMU  HaLMOHAaNbHLIMU W pPEernoHasbHbIMU
HOPMAaTUBHO-NPaBOBbLIMN AOKYMEHTaMWN KaK Knacc b oTXxo40B.

16 TpeboBaHMSA K 3alMTE OKPY>KatOLLE cpeabl

CocTaB f[aHHOrO M34envMsa He co34aeT YUYPe3MEepHOW Harpy3km Ha OKpyXaloly cpegy.
Monb3oBaTenb M3Aenns AOMKEeH ObiTb MMeEWMM paspelleHne cneynannctomM, 06YUYEHHbIM
6es3onacHoMy ucnonb3oBaHuto u3genusa. Herculite XRV Ultra Flow He oka3biBaeT HeratMBHOrIO
BAMSHUA Ha 4eNoBeKa W OKpyXawlwyl cpejy BO BPeEMA MWCMNOMb30BaHUA, XpaHEHUs MU
TPaHCNOPTMPOBAHMUA.

17 Cpok rogHocTtn

Cpok rogHoctn Herculite XRV Ultra Flow npu xpaHeHnM Npu TemnepaTtype okpyXxatuieli cpegbl -24
Mecsua c Aatbl N3roTOB/IEHUA.

18 MMepeveHb NPUMEHNMbIX CTaHAAPTOB

e EN ISO 4049 Ctomatonorusa - lNMonaummepHbie HaMoOJIHUTENN, PecTaBpaLMOHHbIE U MIOMOUPOBOYHbIE
MaTepuanbl

e EN 1041 NpepactaBneHne nHpopmaumm npomssogutenem MeguLnHCKUX nsgenni

e ENISO 1641 Ctomartonorusa - MeguunHckue nsgennsa gna ctromaronorum - Marepuansl

1717 West Collins Avenue « Orange, CA 92867 < 800.537.7824 « 714.516.7696
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EN BS ISO 9687 CtomaTonornyeckoe obopynoBaHue - Fpacnyeckme cMMBOJIbl

EN ISO 10993-1 OueHKka 6MONOrNMYECKOro AencTBUS MeAULMHCKUX n3gennin - Yactb 1. OueHka u
NCNbITaHUS

EN ISO 10993-2 OueHKa 6M0N0rM4eckoro 4encrBus MmegnyMHCKUX nsgennih - Yactob 2. TpeboBaHMs K
06paLLeHNIO C XXMBOTHLIMM

EN ISO 10993-3 OueHKa 61MON0OrM4Yeckoro AeiicTBMs MeANLUMHCKUX nsgenuin - Yactb 3. MiccnegoBaHus
reHOTOKCMYHOCTM, KaHL,EPOreHHOCTN M TOKCUYECKOro BO3AENCTBUSA Ha PENPOLYKTUBHYO (DYHKLUNIO.

EN ISO 10993-5 OueHka 61M0I0rM4ecKoro AencTems MeguLuHCKUX nsagennii - Yacte 5. MiccnegoBaHus
Ha LUTOTOKCUYHOCTb in vitro

EN ISO 10993-6 OueHKa 6MONOrMYeCcKoro AeicTBUa MeguLUMHCKUX nsgennim - Yactb 6. MiccnegoBaHus
MeCTHOTIo ,quZCTBI/IFI nocne nMmnnaHtTaynmn

EN ISO 10993-10 OueHKa 6MOMOTMYECKOro [JencTBusi MeaguUMHCKUX usgennii - Yactb 10.
ViccnegoBaHus pasgpaxarowero n CEHCMOUNN3NPYHOLWEro 4encTBuUS.

EN ISO 10993-11 OueHka 6M0N0rM4ecKOro A[encTBus MeguLMHCKMX wm3genuin - Yactb 11.
MccnegoBaHuns o6LeTOKCMYECKOTO AeNCTBUSA

EN ISO 10993-12 OueHKa 6MONMOTMYECKOro [AercTBUS MeaULUMHCKUX u3gennii - Yactb 12.
MpurotoBneHne Npo6 M KOHTPONbHbIE 06pPa3Lbl

EN ISO 13485 MeguuunHckmne nsgennsa - CuctemMmbl MEHEAXMeEHTa KayecTBa - TpeboBaHus gns yenemn
perynupoBaHus

EN 150 14971 MeauumnHckne nsgenus - NpuMeHeHne MeHeg)KMeHTa pucka gns MeanLMHCKUX N3aenmi

ISO 15223-1 MepgunuyunHckune wusgenud. CUMBONbI, WUCMNOJMb3yeMble Ha Apablkax MeanunHCKUX
n3genvii, Nnpy MmapkKMpoBKe M B NpeacTaBnsemol nHpopmaumn. Yactb 1; Obwme TpeboBaHns

PD IEC/TR 62366-2 MeaguynHckne wusgenms - Yactb 2. PyKOBOACTBO MO MNPUMEHEHUIO
MpoekTMpoBaHMe MeLULMHCKNX U3LENNI C YUeTOM 3KCMyaTalMOHHOK NPUrogHocTu.

EN 62366 MeguunHckne wn3genuns. [poekTMpoBaHMe MEeAUUWMHCKUX WU3AEeNnii € yy4eToMm
3KcnayatauMOHHON NPUrogHOCTK

EN ISO 15223-1 MeguunHckue wnsgenua. CUMBO/bLI, UCNONb3yeMble Ha ApP/iblKax MeLULUHCKUX
n3genvii, Nnpy MapkKUpoBKe n B Npegctasnsemoit nHhopmauymn. Yacte 1. O6wme TpeboBaHmA

MEDDEV 2.7/1 KnuHn4yeckasa oueHKa: PyKOoBOACTBO ANA Mpou3BoguTeneid M HOTUOULMUPOBAHHbIX
opraHoB B cooTBeTcTBUN ¢ AupekTusamu 93/42/EEC 1 90/385/EEC

ISO 7405 Crtomatonorma - OueHKa OMONOrMYECKO COBMECTUMOCTU MeAULUHCKUX W3Oenui,
NPUMEHAEMbIX B CTOMATON0MMN

ISO 8601 3neMeHTbl AaHHbIX U hopmaTbl o6MeHa - O6MeH uHpopmaynen - MpeactaBneHne gaT u
BpeMeHu.

ASTM D4169 CraHgapTHas npaktMka Mo 3KcnjayatauMOHHbIM — UCMbITAHUAM  TPAaHCMOPTHbLIX
KOHTEHEPOB N CUCTEM

19 TapaHTuUA
OrPAHNYEHHAA TAPAHTNA - OTPAHNYEHWE OTBETCTBEHHOCTW KERR

HacTtoAwwmum Kerr rapaHTUpyeT, 4TO B Te4eHne Tpex fieT (OAHOro roga AN 3N1eMeHTOB MUTaHuUS) C AaTbl
npuobpeteHnss gaHHoe u3genue He byaet MMeTb AeDeKTOB mMatepuana M MU3rotoBneHuUs u OGypet

13
1717 West Collins Avenue « Orange. CA 92867 « 800.537.7824 « 714516.7696

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



¢

Kerr

YAOBAETSOPHTEALHO PABOTATH NPH HOPMANBLHON INCAAYBTALUMN W OGCAYIKUBAHHN,

Dnn peructpaumm Bawedl rapanTuu 8 Teuexue 30 AHell ¢ MOMEHTa NPUOGPETEHNA 33NOAHNTE OHAIWH-
perucTpaumio rapaHtuu no appecy www.kerrdental.com/warranty. Ecau npuoSpereno HeCKONbKO
AMHNU, 3BNOAHUTE OANY PErMCTPILMOHHYIO GOPMY H3 K3WAYI0 eannmuy. Npocum npeactasute Baw
Annepckuil cuer-pakTypy. Bol TaKMe MONETe 33PerucTPUpOBaTh CBOIO FapaHTHIO, NO3IBOHMB NO
Tenedony 1.800.KERR.123 (1.800.537.7123).

YKASAHHAA 30ECh FAPAHTUA ABNAETCA EAUHCTBEHHON FAPAHTMEW, NPUMEHUMON K
M3AENMAM KERR. KERR OAHO3HAYHO OTKASBIBAETCA OT JIOELIX M BCEX APYTUX FAPAHTUM,
BLIPAMEHHBIX MAY NOAPAIYMEBAEMbIX, BKNIOMAA TFAPAHTMM WA NMPUFOAHOCTL ANAR
KOMMEPMECKOTO MPUMEHEHUR WAW NPUFOAHOCTE ANA KOHKPETHOrO WCMONB3OBAHMA.
OTBETCTBEHHOCTb KERR B OTHOLWEHWW CBOUX WSAEAWA B ABHOM BUAE OFPAHUMMUBAETCA
CPEACTBAMU NPABOBOM 3AWMTD), YKASAHHLIMM BBLILWE. CPEACTBA NPABOBOW 3AL{UTDLI
ABARIOTCA UCKNOMUTENBHBIMK CPEACTBAMM NPABOBOM 3AWMUTHI NOKYNATE/A. KERR HY NP
KAKWUX OBCTOARTENLCTBAX HE HECET OTBETCTBEHHOCTM 3A CAYYAHBIA AU KOCBEHHbIA YLLIEPE.
fAPAHTUA HE PACNPOCTPAHAETCA HA NIOBOW YIMEPE WAM AEOEKT, BbI3BAHHBIA
HECOBMNIOAEHUEM NONLIOBATENEM UHCTPYKUMM NO SKCMIYATAUMW UAK APYTON OLIUBKOA
NOAL3OBATENA NPY IKCTINYATAUMU KAK TEXHUMECKOM OBCAYXKWBAHUW USAENUA. HECMOTPA
HA TO, 4TO KERR MPEANATAET YCAYIU MO PEMOHTY UIAEAUA U NPEACTABNAET 3ANACHDBIE YACTH
NOCAE WCTEYEHWUA TAPAHTUM, KERR TAPAHTHUPYET HAAMMME TAKMX YCAYT U 3AMACHBIX YACTER
TOALKO B TEMEHME ABYX NIET MNOC/E NPEKPALLEHMA BbINYCKA MOAEAWU UIAENUA.

20 KouTakTHan HHOOPMAUMA O NPONIBOANTEAE, PaspaboTiMie W NPOUIBOACTBEHHBIX

AACLYBAOK
fipouzsoanTens, paspaboTunk AncTprbBuloTOPCKAn ceTo
Kerr Corporation KerrHawe SA
1717 West Collins Avenue Via Strecce 4
Opunax, Kanudoprun 92867 CH-6934 Brogko, Weediuapun
CLlUA Ten.: +41-91-610-5050
Ten.: 1-800-KERR-123 dakc: +41-91-610-0514
www kerrdental.com kerrdental.eu
NpoU3BOACTBEHHBIE NACUAAKM:

1. Kerr Corporation, 1717 West Collins
Avenue, Orange, California 92867, USA,
CWA
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2. Wuxi Yushou Medical Appliances Co.,
Ltd., No. 115, Nongxinhe Road Xishan
District 214191 Wuxi City, Jiangsu
Province, PEOPLE'S REPUBLIC OF CHINA,
Kuran

MpeacvasuTenncTso B Poccunm:

KaVo Dental Russland LLC

Opuanteckuit agpec: 195112, Poccun, CankT-Metepbypr, ManooxTUHCKUiA np., 64B, nom.26H
Ten.: +7(812)324-42-12, daxc: +7(812)324-20-53

ANa HanpasAeHWUA pernamaumit:

E-mail: kavo@kavodental.ru

www.kavodentalry
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MepeBof C aHIMIACKOTO $N3blKa Ha PYCCKWUIA A3blK  BbIMO/HEH MEPEBOAYMKOM
CrtenaHoBoin Bwuonettoin PomaHOBHOI. [MogTBepXgatd, 4YTO BbIMOMHEHHbIA MHOM

nepeesoa ABNAETCA NpaBU/IbHbIM, TOYHbLIM W MOJTHbIM.

Poccuiickas Pegepayms
CaHkT-leTepbypr
UeTblpHaaLaToro mas fBe TbiCAUYM ABajLaTh NepBOro roga.

A, O3eHc AnekcaHap [eoprueBnY, BPEMEHHO WCNONHAKOWMIA 0653aHHOCTM
HoTapuyca HoTapuanbHOro okpyra CaHkT-MeTepoypr [3eHc Hatanbu AHATONbEBHbY-AMNe// (A IN

CBUAETEeNbCTBY NMOAJMHHOCTL nognuck CTenaHoBO BnoneTTbl POMaHOBHbI.

Moanuck cenaHa B MOEM NMPUCYTCTBUN,
JINYHOCTb NOANMCABLLErO JOKYMEHT YCTaHOB/IEHA.

3aperncTpmpoBaHo B peectpe: My 78/80-+478-2021-

Y nnauvearlcoBenfd"Hne HoTapmanbHoro geicteusa: 500 py6. 00 kon.

A.T". [13eHc

TOro B HaCTOALLEM [JOKYMEHTE:

29 (pBajuaTh 4EBATL) INCTOB

Bp.n.o. Hotapuyca \ \ A.T". i3eHc
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