Ablac”and white QOPY of this document is not official. WV)

Srpartamit of &tatf

APOSTILLE

(Convention de La Haye du 5 octobre 1961)

1. Country: United States of America
This public document

has been signed by GABRIEL COLON
acting in the capacity of Notary Public of Florida

bears the seal/stamp of Notary Public, State of Florida
Certified
Tallahassee, Florida
Sixteenth day of November, A.D., 2017
Secretary of State, State of Florida

Seal/Stamp

10. Signature

Secretary of State
DSDE 99(2/12)

document contains a true watermark. Hold up to light to see “SAFE” and “VERIFY FIRST.”

3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM WCTILITAHUI H PETHCTPALIMH MELMLIMHCKUX U3REM

AyA



- "2 e
L}
'VP’. “Mwmm
Sl e e A ™ _

L 3L
SEBN AL E S

r—

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

stttfifg e,

*0000a **° ‘&
Np ¥

..
()
ay""

N

[
‘-\

%,

Jearansit



1. The name of the medical product

Prophylaxis paste Sherbet (details in Annex)

2. Information about the developer, manufacturer and place of production
of medical products

Developer

Dharma Research, Inc.

5220 N.W. 72nd Avenue, Bay 15, Miami, Florida, 33166 USA
Manufacturer

Dharma Research, Inc.

5220 N.W. 72nd Avenue, Bay 15, Miami, Florida, 33166 USA
The place of production

Dharma Research, Inc.

5220 N.W. 72nd Avenue, Bay#15, Miami, Florida, 33166 USA

3. Appointment, composition and basic principles of the functioning of a
medical device

Appointment

Prophylaxis paste "Sherbet" are used in dentistry for professional removal of dental deposits
and prevention of dental caries.

Composition and basic principles of the functioning of the medical device

Sherbet Prophylaxis paste is a preventive professional toothpaste with different tastes
(Chewing Bubble, Cherry Pie, Chunky Mango, Raspberry Jelly and Assorted flavors) and
varying degrees of grit (Fine, Medium,Coarse) which allows doctor to carry out procedures
from rough surface cleaning to fine polishing, both teeth and filings. It can contain 1.23%
fluoride ions.

Sherbet Prophylaxis paste, Assorted Flavors taste includes 4 types of taste: Chewing
Bubble, Cherry Pie, Chunky Mango, Raspberry Jelly.

Sherbet Prophylaxis paste can be supplied with individual cups (unidoses): 100 unidose
(2009) per package and 200 units (4009) in a package or injars of 100g, 170g, 340g.

Sherbet Prophylaxis paste in unidoses are supplied with Ring -holder Prophy Ring.
Ring - holder Prophy Ring - is a ring with a holder for unidose, which is put on the finger of
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the hand to ensure comfortable work of the doctor. Sherbet Prophylaxis paste in unidoses are
supplied with Sherbet Disclosing Solution. Sherbet Disclosing Solution - is a solution used to
detect plaque. The indicator of dental plaque - Sherbet Disclosing Solution is supplied in a 30
ml vial.

The main active substance of Sherbet Prophylaxis paste is pumice, due to its
abrasiveness when the plague is removed from the teeth.

The degree of granularity of the prophylactic paste depends on the size of the abrasive
particles, which mechanically cleans the enamel of the teeth from plaque and tartar. The
abrasive is 35-55% of the entire contents of the paste. The larger the particle size of the
abrasive, the higher the abrasiveness of the prophylaxes paste.

Indications

- Removal of soft and mineralized plaque from the surface of the teeth.

- Elimination of discologists caused by the deposition of food pigments on the tooth surface
(coffee, tea, tobacco)

- The need of reducing the volume of oral microorganisms, thereby preventing gingivitis and
periodontal disease

Contraindications
Identified hypersensitivity to fluoride.

Possible side effects
- Abrasion hard tooth tissues.

- Should limit the use of fluoride-containing drugs in areas with a high content of fluoride in
water (the critical concentration of fluoride for children is more than 1.5 mg / 1 for adults - 6
mg / 1), as this leads to the accumulation of fluoride in the body. Constant exposure to
fluorides can cause the development of fluorosis until the bone is damaged.

In large quantities (on average more than 20 mg), fluorine can exhibit its toxic properties,
namely, the violation of fat and carbohydrate metabolism, i.e. A decrease in the body's ability
to absorb sugar.

Terms of use of medical device

Sherbet Prophylaxis pastes are designed for professional use only in health facilities.
Precautions

- Keep away from children.

- Do not swallow. Excessive ingestion of fluorides may cause nausea.

- For professional use only.

4. The composition and materials used
Prophylaxis paste Sherbet presented in Table 1
Table 1
Composition %

Hydrofluoric acid 4-8
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Potassium hydroxide 2-6

Xanthan gum 10-15
Pumice 35-55
Purified Water 20-25
Sodium saccharin 0-5
Flavour 1-2
Food coloring 0-1

Depending on the taste and colors of the Prophylaxis paste Sherbet may contain the following
dyes and fragrances (table 2):

Table 2

Flavours
Chewing Bubble
Cherry Pie
Chunky Mango
Raspberry Jelly
Food coloring
FD&C Yellow #5
FD&C Red #40
FD&C Red #28
FD&C Green #3
FD&C Red #33
FD&C Blue #1

Composition of the Sherbet Prophylaxis paste - Fluoride-Free is presented in Table 3

Table 3

Composition %
Xanthan gum 10-18
Pumice 35-50
Purified Water 20-25
Sodium saccharin 0-5
Flavour 1-2
Food coloring 01

Depending on the taste and colors of the Sherbet Prophylaxis paste Fluoride-Free may contain
the following colorants and flavorings (table 4):

Table 4
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Flavours
Chewing Bubble
Cherry Pie
Chunky Mango
Food coloring
FD&C Yellow #5
FD&C Red #40
FD&C Red #28
FD&C Green #3
FD&C Red #33
FD&C Blue #1

The composition of the Sherbet Prophylaxis paste is a Dye-Free are presented in Table 5

Table 5

Composition %
Hydrofluoric acid 4-8
Potassium hydroxide 2-6
Xanthan gum 10-15
Pumice stone 35-55
Purified Water 20-25
Saccharin sodium 0-5
Flavor (Taste Cherry Pie) 1-2

The composition of the Sherbet Prophylaxis paste Fluoride-Free & Dye-Free are presented in

Table 6
Table 6

Composition %
Xanthan gum CAS # 11138-66-2 13-18
Pumice stone CAS # 1332-09-8 35-60
Purified Water CAS # 7732-18-5 20-25
Saccharin sodium CAS # 81-07-2 0-5
Aroma 1-2

The composition of the Disclosing Solution Sherbet presented in Table 7

Table 7
Composition %
Purified water 50-60
Propylene glycol 30-40
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Flavour Cherry pie 5-6
The Red dye 4-5
Saccharin sodium 1-2

5. Specifications

Technical characteristics of the Prophylaxis paste Sherbet presented in Table 8

Table 8
Appearance A thick homogenous paste of uniform color,
without visual external impurities
Acidity (pH) at a temperature of 20-25 C 9.00-10.70
Identification of fluoride The presence of fluorides installed
A sample of the Fluoride ion 1.11- 1.35% (in terms of weight)
The total number of microorganisms <1 CFU/mI
The size of abrasive grains microns, not more
than:
Fine 44
Medium 51
Coarse 75

Technical characteristics of the Sherbet Prophylaxis paste Fluoride-Free are presented in

Table 9
Table 9
Appearance A thick homogenous paste of uniform color,
without visual external impurities
Acidity (pH) at a temperature of 20-25 C 9.00-10.70
Identification of fluoride The presence of fluorides installed
A sample of the Fluoride ion 1.11-1.35% (in terms of weight)
The total number of microorganisms <1 CFU/mlI
The size of abrasive grains microns, not more
than:
Fine 44
Medium 51
Coarse 75

Specifications led dental plaque Disclosing Solution Sherbet presented in Table 10

Table 10
Appearance A liquid solution is homogeneous red color,
visually free from foreign substances
Acidity (pH) at a temperature of 20-25 C 6.00-7.00
The total number of microorganisms <1 CFU/ml
6

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



6. The methods and techniques of disinfection

Sherbet Prophylaxis paste are supplied non-sterile.

All tools that cannot be sterilized and used during operation should be disinfected according to
current regulations, and instructions for their use.

Packaging system for non-sterile devices must keep the product without deterioration at the
level of cleanliness stipulated.

7. Packaging
Sherbet Prophylaxis paste is packed in the original manufacturer's packaging.

The packaging ensures safety during storage, transportation and handling from damage and the
deterioration of the properties of the products.

8. Information on product labeling

On each package there is a clear marking, containing:

- trade or firm name of the product;

- address and name of the manufacturer or supplier;

- storage condition;

- serial number (Lot);

- -the end date of the use of "use up to ..."

The interpretation of symbols used in the marking shown in Table 11

Table 11
Symbol Transcript
I/I The batch number
Shelf life
S
Re-order: The article number
| Wi ithout fluoride

| A

4 Keep away from moisture

Temperature limiting

Do not dispose of together with household

)K garbage
& International universal recycling code for
polyethylene of high density)
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International universal recycling code for

& polyethylene of low density)
| LDPE

International universal recycling code for
ABS plastic

% o
I

fragile
1
v International universal recycling code for
cV Polypropylene
Pp

9. Precautions

- Keep away from children.

- Do not swallow. Excessive ingestion of fluorides may cause nausea.
-For professional use only.

10. Method of application
10.1 Application of dental material Prophylaxis paste Sherbet for teeth
cleaning in unidoses

Before using the Sherbet Disclosing Solution, shake.

Add 10 drops to 30 ml. water. Apply to the surface of the teeth with a cotton swab or ask the
patient to rinse the mouth for 5 seconds, then spit it out. Do not swallow. Dental plaque will
turn bright red. After marking the location of the plaque, rinse the mouth thoroughly with
water and then use a Sherbet paste.

Use a preventative tip or preventative rubber cups. Fill the cup, pressing it on the paste at a
slow speed. Maintain the required amount of paste in the cup to avoid too much dissolving the
paste with saliva or swallowing it. It is recommended that you use a saliva ejector during the
procedure.

10.2 Method of use Dental material for professional teeth cleaning Sherbet
Prophylaxis paste in packages

Use a preventative tip or preventative rubber cups. Fill the cup, pressing it on the paste at a
slow speed. Maintain the required amount of paste in the cup to avoid too much dissolving the
paste with saliva or swallowing it. It is recommended that you use a saliva ejector during the
procedure.

11. The conditions of storage and transport

Storage conditions:
- ambient temperature 15-30 ° C;
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-non-condensing relative humidity 30 -75 %

Do not freeze.

Keep jars closed when it not in use. Store in the original packaging provided by the
manufacturer.
The shelf life ofthe Sherbet Disclosing Solution is 36 months.

Shelf life of the dental material for professional cleaning of teeth Sherbet Prophylaxis paste
under suitable storage conditions is 60 months.

Prophylaxis pastes Sherbet are transported by all types of covered vehicles in accordance with
the rules of transportation of goods operating on the appropriate mode of transport and
regulatory documents for loading and securing cargo. Conditions of transportation coincide
with storage conditions.

12. Disposal of a medical device

Disposal is carried out in accordance with regulatory documents and requirements for the
disposal of this type of medical devices adopted in the country of distribution.

Do not discharge excess product into the sewer system, do not dispose of it in a public
garbage container; Use the device for the professional disposal of chemical waste.

Prophylaxis paste Sherbet belong to the class D on the classification of the hazard of medical
waste specified in SanPiN 2.1.7.2790-10.

The used materials are disposed of according to the specified class of danger of medical waste
according to SanPin

13. Warranty

The manufacturer guarantees that the products produced and supplied are free from defects in
terms of materials and workmanship. The warranty period is 60 months for Sherbet
Prophylaxis paste and 36 months for the indicator of dental plaque - Sherbet Disclosing
Solution.

The manufacturer shall not be liable in case of improper use, misuse, negligence and violation
of storage conditions. The warranty does not apply to products that have been damaged as a
result of improper or incorrect use or if repairs have been made or any changes to the product
have been made by any person other than the Manufacturer.

14. Complaint

The company accepting in the territory of the Russian Federation claims from the consumer
for the quality of the product:

OO0 «StaiNo», Russian Federation, 119415, Moscow, Udaltsova Str., H. 12, roomI160

Phone: +7 (495) 540-57-10, E-mail: info@staino.ru, CainT: http://staino.ru
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MepeBOA C aHINIMACKOTO A3blKa Ha PYCCKMIA A3bIK
LLtar ®nopunga
JenaptameHT LLTaTta
AMOCTWUNb
(MCaarckaa KoHBeHUmMs 0T 5 oKTA6psA 1961 roga)

1 CrpaHa: CoefimHeHHble LLITaTel AMepuku

HacToawmii omumanbHblil JOKYMEHT

2. 6bin nognucaH Mabpuanem KonoHom (Gabriel Colon)
BbICTynatoLyM B Kavectse Hotapuyc LLTata ®nopuga

4. ckpensieH neyvaTsto/wTamnom Hotapuyca, LLtat ®nopuga

YIOCTOBEPEHO

B . Tannaxaccu. dnopuga

16 Hos6ps 2017 roga

Cekpetapem LUTara. Ltat ®nopuga
3a Ne 2017-125915

Meyatb/WTammn:

© ©o N o O

Meyvats: bonbwas nevats LWTtata ®nopuga

10. Mognuce

[noanuce]

CekpeTtaps LLTaTa

DSDE 99 (2/12)

9015695
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«YTBEPXOAKO»

MeHexep no sonpocam perncrpalmu
Mapuna Xoce Kapnec

« 22» ceHTAGpa 2017 r.

Mpogpunaktnyeckaa nacrta «Sherbet» B ncnonHeHnsx

NHCTPYKUMS NO NPUMEHEHUIO

[MevaTb: AXAPMA PECEPY, VHK. (DHARMA RESEARCH, IMC))
KopnopaTuBHasa nevatb

2012

®nopunaal

LLitat ®nopuga
Okpyr Oavig

MognucaHo B MOeM NPUCYTCTBUK cerogHs, 13 Hos6ps, Mapueld T. Kapnec
Tun NpesbABAEHHOro JOKYMEHTA: BOAUTE/IbCKOE Y0CTOBEpPeH e
[nognuce]

[LLiramn: Tabpwanb KonoH

HoTtapuyc wrara ®nopuga

NnueHsmsa NoFF91 1687

MonHomouma wuctekatoT 23 aerycra 2019 r.
3actpaxoBaHo 1CT3aliT VHLWYypeHC]
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[#HarmeHoBaHVe MeaVLIMHCKOTO U3aenns
MpodhunakTuyeckas nacta «Sherbet», B UCMNONHEHUAX

2. CBefieHMsi 0 pa3paboTyuMKe, MPOM3BOAMTE/NIE WU MeCTe MpPOU3BOACTBA
MeAMNLNHCKOrO 13aenuns

Pa3paboTumk

[Oxapma Pecépu, MHK. (Dharma Research, Inc.)

5220 H.B. 72-5 ABeHto, CTpoeHune 15, Maiamu, ®nopuga, 33166 CLUA

[NMpownssognTenb

[Jxapma Pecépu, NHK. (Dharma Research, Inc.)

5220 H.B. 72-a ABeHto, CTpoeHune 15, Mainamun, ®nopuga, 33166 CLLUA

MecTo Npon3BoACTBa

[Oxapma Pecépu, NHK. (Dharma Research, Inc.)

5220 H.B. 72-a ABeHto, CTpoeHue 15, Mainamu, ®nopuga, 33166 CLUA

3.HasHaueHne, cocTaB M  OCHOBHble  MNPUHUMMbI  YHKLMOHUPOBAHNS
MeAULIMHCKOr0 M3aenns

Ha3HaueHune

MpounakTnyeckas nacta «Sherbet» npumeHseTca B CTOMAaToNOrMKM ANA NPOECCUOHANBHOIO
CHATUA 3yOHbIX OT/IOXEHWIA 1 NpeAoTBpaLLeHNs Kapreca 3y60B.

CocTaB 1 OCHOBHble NPUHLMMNbI (YHKLMOHNPOBAHNSA MeAMLMHCKOIO W3aenmst

MpothmnnakTuueckas nacta Sherbet Prophylaxis paste npeactaBnsetr co6oit nmacty ans
OUMCTKM 3y6OB C pasnMyHbiMK BKycamu (OKesatenbHas pesvHka (Chewing Bubble), BuwHeBbIl
nupor (Cherry Pie), Csexee MaHro (Chunky Mango), ManuHoBoe >ene (Raspberry Jelly),
Accoptn (Assorted Flavors)) u pasHoil cTeneHbto 3epHuctocTn (Menkasa (Fine), CpepgHss
(Medium), KpynHaa (Coarse)), 4TO N03BOMASET MNPOBOAUTL Mpoueaypbl OT rpyboil OYMCTKK
MOBEPXHOCTU [0 TOHKON NOMUPOBKMK, Kak 3y60B, Tak 1 nnomb6. MoxeT cogepxatb 1,23% dropua-
MOHOB.

MpogunakTnyeckas nacta Sherbet Prophylaxis paste Bkyc Accoptu (Assorted Flavors)
BKMlOYaeT B cebs 4 Bupa BKyca: XXeBatenbHas pesnHka (Chewing Bubble), BuuiHeBbllii nupor
(Cherry Pie), Ceexee MaHro (Chunky Mango), MannHoBoe xene (Raspberry Jelly).

Mpodmnaktuyeckas nacta Sherbet  Prophylaxis paste  BbinyckaeTca  OTAeNbHbIMU
NHAMBUAYANIbHBIMU Yalleykamun (yHuposzamu): no 100 yHmpos (200r) m 200 yHmpo3 (400r) m B
6aHouKax no: 100r, 170r, 340r.
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MpodgmnakTnueckas nacta Sherbet Prophylaxis paste B yHupo3ax nocrtasnsgercs ¢ Kosbuom
.Jepxatenem Prophy Ring. Konbuo - gepxatens Prophy Ring - npeacTtaBnseT co60i KonbLo C
JepxaTeneM ONS YHMA03, KOTOpPOe HafeBaeTCqd Ha nanew, pyku Ans obecrievyeHUs KOMKOPTHOIA
paboTbl Bpaya. [lMpogwmnakTnyeckas nacta Sherbet Prophylaxis paste B yHMAo3ax TakKxe
noctaensetcd ¢ MHauKaTtopom 3y6Horo Haneta Sherbet Disclosing Solution. IHgmMKaTop 3y6HOro
Haneta Sherbet Disclosing Solution - npepactaBnser co6ol pacTBOp, WCNONAb3yeMblld  ANS
BbIfiBNIeHUs 3y6HOro Haseta. Noctasnserca Bo prakoHe o6bemom 30 M.

OCHOBHbIM feiCcTBYtOLMM BelecTBOM [lpodmnaktuyeckon nactbl Sherbet Prophylaxis
paste sBnfetca nemasa, 6narogaps abpasvBHOCTM KOTOPOW W yaanseTcs HanéT ¢ 3y6os.

CTeneHb 3epHUCTOCTU MNPOMMNAKTUYECKOW MacTbl 3aBMCUT OT pasMepa yacTul, abpasusa,
KOTOPbIA MeXaHWYeCKN OoYMLLaeT 3Manb 3y60B OT HaneTa M 3y6HOro KaMHs. A6pas3vB COCTaBNSET
35-55% BCero cofgepXXmMmoro 3y6HON nacTbl. Yem KpynHee pasmep 4vacTuy abpasuBa, TeM Bbille
abpasnBHOCTb NPOPUNAKTUYECKOW NaCTbl.

Noka3aHusA

- Y ganeHune MArkoro v MuHepann3oBaHHOro 3y6HOro HaneTa c MOBEPXHOCTU 3y60B.

- YCcTpaHeHve LUCKOI0pUTA, BbI3BAHHOTO OT/I0XKEHWEM Ha MOBEPXHOCTH 3y60B MULLEBbIX
nUrMeHToB (Kode, vaid, Tabak)

- Heo6x0auMOCTb YMeHbLIeHUs 06bEMa POTOBLIX MUKPOOPraHu3mMoB, 61arofaps Yemy NpovcxXonuT
npefoTBpaLLeHne TMHIMBUTa 1 3a601eBaHNn NapofoHTa.

lNMpoTrBONOKa3aHUS

BbifiBfieHHAad rMnepyyBCTBUTENIBHOCTL K PTOPULAM.
Bo3MOXKHble Mo60YHbIe 3PEKTDI

- CTupaemMocCTb TBEpPAbIX TKaHeli 3y6a.

- CnepyeT orpaHuynTb MNpPUMEHeHMe (TOp CoAepXalimnx MpenapaTtoB Ha Tepputopuax C
MOBbILEHHbLIM COfepXaHue (hTopa B Bofe (KpUTUYECKas KOHLEeHTpauusa rtopa Ana getein - 6onbLie
1,5 mr/n, gna B3pocnbiX - 6 Mr/n), Tak Kak 3TO MPUBOAMT K HaKOMIEHUO (Topa B OpraHusme.
MocTosAHHOE BO34eNCTBME (PTOPUAOB MOXET Bbi3BaTb pa3BuTMe (D/IOOPO3a BMNIOTb 4O MOPaXKeHUs
KocTen.

Ycnosusa NpUMeHeHNs MeAULVMHCKOro U3aenns

MpodmnakTnyeckad nacta «Sherbet» npegHasHayeHa TONbKO A1 NPOGecCMOHANbLHOro
npumeHeHuns B ycnosuax JIrny.

Mepbl NpPefoCTOPOXXHOCTH

- bepeub oT geTeli.
- He rnotatb. M36bITOYHOE NonagaHue PTOPMAOB B OPraHNU3M MOXET NPUBECTU K TOLIHOTE.

- Tonbko ans nNpoecCMoHanbHOro NPUMEHEHUS.
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4. CocTaB 1 NMPMMEHAEMbIE MaTeEPUa/Ibl

CocTtaB npogmnakTuyeckoi nactol Sherbet Prophylaxis paste npegctasneH B Tabnuue 1

Tabnuua 1

CoctaB
MnaBukoBaa Kucnota
Mmppokeua Kkanus
KcaHTaHOBas Kamenb
Mem3a
OunweHHan Boga
CaxapuH HaTtpus
ApomaTmsartop

MuweBoi Kpacutenb

%
4-8
2-6

10-15

35-55

20-25
0-5

1-2

B 3aBMCMMOCTM OT BKycCa U pacuBeTKU npogunakTnyeckas nacta Sherbet Prophylaxis paste moxert
cofepXartb crefyrowmne Kkpacutenu n apomarmnsatopsl (Tabnuua 2):

Tabnuua 2

ApomaTtumsaTopsl
Bkyc XeBatenbHasa pesnHka (Chewing Bubble)
Bkyc BuwHesblii nupor (Cherry Pie)

Bkyc Csexee MaHro (Chunky Mango)

Bkyc ManuHoBoe xene (Raspberry Jelly)
MNMunwesble KpacuTenn
FD&C Yellow #5 (OKenblit)
FD&C Red #40 (KpacHbliA)
FD&C Red #28 (KpacHbiit)
FD&C Green #3 (3eneHblin)
FD&C Red #33 (KpacHbli1)
FD&C Blue #1 (CuHuin)

CoctaB [MpodmnakTmueckoi nacTel - 6e3 Topa Sherbet Prophylaxis paste - Fluoride-Free

npegcrtaeneH B Tabnumye 3
Tabnuua 3

CocTaB
KcaHTaHOBas Kamefb

Mem3a
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/| yblUEBOW KpacuTenb 0-1

[6uliLeHHas Bosa 20-25
/CaxapuH HaTpus 0-5
7TApomatmsatop 1-2
1MunweBoi KpacuTesb 0-1

B 3aBmMcumocTu OT BKyca U pacuBeTku Mpodunaktnyeckas nacta Sherbet Prophylaxis paste - 6e3
(Topa Sherbet Prophylaxis paste - Fluoride-Free MOXeT cogepXaTb clegylolune Kpacutenu wu
apomatusatopbl (Tabnuua 4):

Tabnuua 4

ApomaTtumsaTopbl
Bkyc BuwHesblii nupor (Cherry Pie),

Bkyc XXeBaTenbHas pesnHka (Chewing Bubble)
Bkyc Csexee MaHro (Chunky Mango)

MNMunuwesBble KpacnTenu

FD&C Yellow #5 (OKenblit)
FD&C Red #40 (KpacHblii)
FD&C Red #28 (KpacHbliA)

FD&C Green #3 (3eneHblit)
FD&C Red #33 (KpacHblii)
FD&C Blue #1 (CuHuin)

CoctaB [llpohmnakTuyeckoin nacTel - 6e3 kpacutens Sherbet Prophylaxis paste - Dye-Free,
npefctasneH B Tabnmuye 5

Tabnuua 5
MnaBukoBaa Kucnorta 4-8
Mmapokemp kanus 2-6
KcaHTaHOBasA Kamefb 10-15
Mem3a 35-55
OunuleHHasa Bojaa 20-25
CaxapuH HaTpus 0-5
Apomatusatop (Bkyc BuiiHesblit nupor (Cherry Pie) 1-2

Cocrtas lNMpodunnaktnueckoi nactel Sherbet Prophylaxis paste - 6e3 gpTopa n 6e3 kpacmutens Sherbet
Prophylaxis paste - Fluoride-Free & Dye-Free npeacTasneH B Tabnuue 6

Tabnuua 6

CocTaB %
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KcaHTaHoBasA kamefb
MNem3a
OuneHHas Boja

CaxapuH Hatpusa CAS #81-07-2
ApomatunsaTop

13-18
35-60
20-25

0-5
1-2

CocTtaB VHamkaTopa 3y6Horo Haneta Sherbet Disclosing Solution npegctaBneH B Tabnuue 7

Tabnuua 7

CocTtas %
OuneHHasa Boja 50-60
MponuneHrvkonb 30-40
ApomaTuzatop (Bkyc BuwiHebiin nupor (Cherry Pie) 5-6
Kpacutens Red CAS #3 4-5
CaxapuvH Hatpus 1-2
5. TexHMYecKune XapaKTepucTukun
TexHuyeckne xapakTtepucTukm  lMpodmnakTuyeckoir  nacTbl  Sherbet  Prophylaxis  paste
npeacTasrieHbl B Tabnuue 8
Tab6nuua 8
BHewHWIA BUg, ycTan ofHopogHas nacta OLHOPOAHOro

KucnotHocTb (pH) npu Temnepatype 20-25 C
VpeHTnrkaums gptoprios

Mpob6a ®Topna-NoHOB

O6LLee KONNMYeCTBO MMKPOOPraHN3MOB
BennuunHa abpasvBHbIX 3epeH, MKM, He 6onee:
3epHuctocTb Menkas (Fine)

3epHuctocTb CpegHsis (Medium)
3epHucTocTb KpynHasa (Coarse)

LBETa, BU3yaslbHO 6€3 BHELLUHUX NpuMecel
9.00-10.70

Hanunuve dpTopmnaos ycTaHOBMIEHO

1.11 - 1.35% (B BECOBOM OTHOLLIEHWNN)

<1 KOE/mn

44
5l
75

TexHn4YecKune xapaktepucTukm MpodmnakTnyeckon nactbl Sherbet Prophylaxis paste - 6e3 ghTopa
Sherbet Prophylaxis paste - Fluoride-Free npeactaBneHbl B Tabnvue 9

Tabnuuya 9
BHewwHWiA BUA

KucnotHocTb (pH) npu Temnepatype 20-25 C
O6LLee KONMYECTBO MUKPOOPraHU3MoB
BennuunHa abpasmBHbIX 3epeH, MKM, He 6onee:
3epHuctocTb Menkas (Fine)

3epHucTocTb CpegHsaa (Medium)
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yctad ogHopogHass nacta OA4HOPOAHOro
LBeTa, BU3yaslbHO 6e3 BHELUHNX MPUMECE
9.00-10.70

<1 KOE/mn

44
51



~3epHuctocts KpynHasa (Coarse) 75

TexHN4YecKne XapaKTepucTuKn WHamMkatopa 3y6Horo Haneta Sherbet Disclosing Solution
npeactasnieHbl B Tabnuuye 10

Ta6nuua 10

BHeLHMIA BUA XXvgknii  pacTBOp OAHOPOAHONO  KpacHoro
uBeTa, BM3yasIbHO CBOOOAHBbIN oT
MOCTOPOHHMX BELLIECTB

KucnoTtHoctb (pH) npn 20-25: 6.00-7.00

O6LLee KONNMYeCTBO MUKPOOPraHN3MoB <1 KOE/mn

6. Cnocobbl 1 MeToAb! Ae3NH(EKLNY

MpodmnakTuyeckme nacTbl Sherbet NocTaBnATCSA HeCTEPUILHOIA.

Bce MHCTPYMEHTbI, He nog/iexallye CTepUAM3aLmn 1 UCMosb3yeMble BO BPeMsi paboTbl, CleayeT
NPOAE3VH(PMLMPOBATL MO ASACTBYHOLLMM HOPMATMBaM M MHCTPYKLMSIM MO MX NMPUMEHEHMUIO.
CucTema ynakoBKWU ANst HECTEPWU/IbHBLIX M3AeNniA foMKHA COXPaHUTbL MPOAYKT 6e3 yXyALUeHUsi Ha
YPOBHe NpPeAyCMOTPEHHOR YMCTOTbI.

7. YNakoBKa
MpoghunakTmyeckan nacta Sherbet ynakoBaHa B OpUrMHa/ibHYH0 YNakoBKY U3roTOBUTENS.

YnakoBKa 13genvs obecrnevmBaeT COXPaHHOCTb MPY XpaHEHUW, TPAHCMOPTUPOBAHUN U 06paLLEHNN
OT MOBPEXAEHNST N YXY/LLUEHNS CBOCTB M3LeNns.

8. MHthopmaLmsa 0 MapKUPOBKeE M3aenmst

Ha Kaxxaoii ynakoBKe MMEETCS YeTKasi MapKMPOBKa, CoAepXKaLLas:
- TOproBoe W MpMeHHOe Ha3BaHWe U3LeNNS;
- afpec 1 HaMMeHOBaHWe NPeANPUSATUSA-U3rOTOBUTENS UIN NOCTaBLLMKA;
- YC/IOBUE XPaHEHUST;
- CEpUIHbIN Homep (J1oT);
- AaTa OKOHYaHNS1 MPUMEHEHWNS «UCMO/Mb30BaTb AQ...»

PacLumpoBKa CMMBOSI0B MPUMEHSIEMbIX B MapKUPOBKe NpeacTassieHa B Tabnuue 11

Tabnuua 11

3HaK, CMMBON PacLuncgpoBka
Y Homep naptuu

Re-order: Homep aptnkyna

Exp.date l"opeH fo
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9. Mepbl NPeAOCTOPOXKHOCTH

- bepeub oT geTeii.

be3 dTopa

Bepeub oT Bnaru

OrpaHuyeHne Temnepatypbl

He yTunmanpoBaTb BMecTe C 6bITOBbIM MYCOpPOM

MexayHapOoAHbI YHUBepCcanbHbIN KoA4 nepepaboTkn Ans
NOAN3TUIEHA BbICOKOW MNOTHOCTN)

MexayHapoLHbI YHUBepCanbHbIN KO nepepaboTku Ans
NoAN3TUNEHA HU3KOI NIOTHOCTN)

MexayHapOoAHbI YHUBepcanbHbIn KOA nepepaboTku Ans
ABC-nnacTuka

BBepx

Xpynkoe

MexayHapOoAHbI YHUBepcanbHblii Kog nepepaboTku ans
nonMnponuneHa

- He rnotatb. 136bITOYHOE NONagaHMe (GhTOPUAOB B OPraHM3M MOXeT MPUBECTU K TOLIHOTE.
- Tonbko ANns NpogheccroHanbHOro UCMOob30BaHNS.

FO.Cnocob npumeHeHUs npoduiakTudecko nactel Sherbet Prophylaxis paste

Mepea npumeHeHnem MiHankKaTopa 3y6Horo Haneta Sherbet Disclosing Solution, BCTPAXHYTb.

[Lo6asutb 10 kanenb B 30 M. BoAbl. HaHecuTe Ha MOBEPXHOCTb 3y60B C MOMOLLbID BaTHOrO
TamrnoHa uam NonpocuTe nayueHTa NPOMNoiIoCKaTh POT B TeyeHUe 5 CEKYHJA, 3aTeM BbINAOHYTL. He
rnotaTtb. 3yOHOW HaneT OKpacuTCs APKO KpacHbIM LBeTOM. OTMETMB MeCTO pacnosioXeHUs-Haneta

TU,aTeNbHO NPOMNONOCKaTh POT BOAON M 3aTeM MCMONb3yiTe nacty Sherbet.

Ncnonb3yliTe NpoUNakTUYECKUiAi HAKOHEYHMK WM NPO(MNAKTUYECKME PEe3UHOBbIE YalleyKu.
HanonHuTe yalleyky, HafaBMB €t Ha NacTy Ha MefJ/IeHHOW CKOpOCTM BpalleHus. Moagepxusaiite
He06X0AMMOe KOMMYEeCTBO NacTbl B yalleyke, YTOObl M36exaTb C/IMLLUKOM CU/bHOTO pacTBOPEHUS
nacTbl C/OHON WMAKM ee MpornatbiBaHWs. PeKOMeHAyeTCs MCNONb30BaTb CMHOHOOTCOC

npouesypsbl.

11. ¥YcnoBuAa XpaHeHUs1 N TPaHCMOPTUPOBKN

Ycnosusa xpaHeHus:

- TemnepaTtypa okpyxatowei cpegbl 15-30 °C;
- OTHOCMTe/IbHaa BNaXHOCTb Bo3ayxa oT 30 4o 75 % 6e3 KoHAeHcauumn Bnaru.
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He gonyckaTb 3aMOpaXuBaHus.

XpaHuTb B NpoxnafHOM, XOPOLWO NPOBETPMBAEMOM MeCTe, BAalM OT UCTOUYHWKOB Tensa, UCKP K
nnameHwu.

XpaHUTb KOHTeNHepbl 3aKpbITbiIMW, KOrA4a OH He WCnosb3yetrcsa. XpaHUTb B OPUTMHAbHOM
ynakoBKe, NpeAocTaB/IeHHON U3rOTOBUTENEM.

Cpok rogHocTn NHamkaTopa 3y6Horo Haneta Sherbet Disclosing Solution 36 mecAaues.

Cpok rogHocTu MpounakTnyeckol nactel Sherbet npu COOTBETCTBYHOLWUX YCNOBUAX XPaHeHUA
60 mecAaues.

Mpodunaktnyeckas nacta Sherbet TpaHcnopTupyeTca BCEMWU BUAMU KPbITbIX TPaHCMOPTHBIX
CPeLCTB B COOTBETCTBMM C MpaBufiaMy MepeBO3KW rpy30B, LeACTBYIOLIMMM Ha COOTBETCTBYHOLLEM
BUZe TpaHCnopTa, U HOPMAaTUBHbLIMW JOKYMEHTaMM MO MOrpy3ke M KpensjeHuto rpysos. Y CroBus
TPaHCNOPTUPOBKN COBMAJAOT C YC/IOBUAMU XPaHEHNS.

12. YTunnunsauusa MefMuMHCKOro nsgenns

YTnnnsaums npoBoAUTCA B COOTBETCTBMU C HOPMATMBHBLIMWU LOKYMeHTamu U TpeboBaHUAMMK ANs
yTUAM3aLUnN AaHHOTO BUAa MEeAULUNHCKUX U3LENNIA, MPUHATLIMU B CTPaHe pacnpocTpaHeHus.

He cnuBaTtb M3NMLWKK NPOAYKTa B KaHa/M3aLumio, He BbibpacbiBaTh B 06LLECTBEHHbI MYCOPHbI
KOHTelHep; NCMNOb30BaTb YCTPOMNCTBO AN NPOECCUOHANLHON YTUN3ALUN XUMUYECKMUX OTXOL0B.
Mpodunaktuyeckas nacta «Sherbet» oTHOcATCA K Knaccy I no knaccuukauum onacHocTu
MEeANLMHCKNX 0TX0A0B, YKazaHHol B CaHlMuH 2.1.7.2790-10.

Mcnonb3oBaHHble  MaTepuanbl  YTUAM3UPYKOTCS COrMNacHO YKa3aHHOMY  K/iacCy OnacHOCTU
MeauUMHCKNX oTxogos no CaHlunH

13. MapaHTuiNHbIE 0653aTe/IbCTBA

Mpon3BOAUTENb FAPaHTUPYET, YTO NPOM3BOAUMbBIE W MOCTaBAsSeMble U3LeNNA He UMET LedeKToB
C TOYKM 3pEHUs Ka4yecTBa MaTepuasioB M WU3roTOBMEHUA. apaHTWiAHbIA CpoK - 60 mecsAueB Ans
MpothunakTnyeckoh nactbl Sherbet Prophylaxis paste n 36 mecsiueB ANna MHAMKATopa 3y6HOro
Haneta Sherbet Disclosing Solution.

N3rotoBuTeNb He HeceT OTBETCTBEHHOCTM B C/lyvyae HenpaBW/IbHOTO  WUCMNOJ/b30BaHUS,
MCNONb30BaHNA HE MO Ha3HAYeHUO, HEOPEXHOCTU U HapPYLLUEHUA YCNOBUIA XpaHeHUs. FapaHTusa He
NPUMEHAETCA K MNPOAYKTaMm, KOTOpble Obln MOBPEXAEHbl B pe3y/bTaTte HeHajlexallero wuamu
HenpaBW/IbHOTO WCMO/b30BaHMUA WIWN E€CNN OblIN BHECEHbl Kakue-nmbo W3MEHEHWS B MPOLAYKT
No6bIM NULOM Kpome MponssoguTens.

14. Peknamauusi

OpraHun3auus, npuHMMaroLas Ha tepputopumn Poccuiickoih defepanuy npeTeH3nm oT noTpebuTens
Mo KayecTBY NPOAYyKTa:

O61LLecTBO C OrpaHNYEHHOM OTBETCTBEHHOCTbIO «CTaliHOy»

00O «CrsaitHoy», P®, 119415, r. MockBa, yn. Y gansuosa, a. 12, kom.160
Ten.: +7 (495) 540-57-10, E-mail: info@staino.ru. CaiT: http://staino.ru
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Poccuiickaa depepayns
Nopof MockBa.

[BajuaTb 4eTBEPTOro HOAGPS ABe ThICAYM CEMHAALATOrO roja.

A, WwnHrapesa [OuaHa BanepbeBHa, BPeMeHHO WUCMNONHsAWas 06A3aHHOCTM HOTap
ropoga MockBbl LW aitkeBuy Mapuu JIeOHUAOBHbI, CBUAETENbCTBYO MNOANUHHOCTL MO
nepesoaunmka CTapuiyeHko Hatanbum CepreesHbl.

Moanmch caenaHa B MOEM NPUCYTCTBUN.

JIN4HOCTb noanmncaBlIEro nOKYMEHT YCTaHOBJ/IEHaA.

3apeructpupoBaHo B peecTpe 3a Ne /- -Y/1e?S

B3biCKaHO Mo 100 py6. 00 kon.

MpoLwHypoBaHo, MPOHYMepPOBAHO U
CKpenseHo neyarbo 21 nucr.

[.B. LLnHrapesa
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Poccuitickas ®epepaums
Mopoz Mocksa
MepBoOro gekabps fBe TbiCAYM CEMHAALATOrO roja.

A, Wypwakosa EneHa EBreHbesHa, HoTapuyc ropoga MOCKBbI, CBUAETENLCTBYO BEPHOCTb
KOMWn c NpefcTaB/ieHHOro MHe OKYMEHTa.

3apernctpuposaHo B peectpe: Ne 5-742

B3blCKaHO rocygapcTBeHHOW nownnHbl(no tapudy): 220 py6. 00 kon.
YnnayeHo 3a 0KasaHue ycnyr npaBoBOro M TeXHU4eckoro xapakrepa: 1 100 py6. 00 kon.

E. E. Wypwakosa
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