of IVIlinneso®

SECRETARY OF STATE

APOSTILLE

(Convention de La Haye du 5 octobre 1961)

1. Country: United States of America

This Public Document: Document regarding 3M ESPE Clinpro White Varnish
2. has been signed by Lori J Sheetz

3. acting in the capacity of Notary Public, State of Minnesota

4. bears the seal/stamp of Lori J Sheetz, Notary Public, State of Minnesota

CERTIFIED
5. at: St. Paul, Minnesota 6. Date: September 18, 2017
7. by: Secretary of State, State of Minnesota 8. File No: 9653402-4

9. Seal/Stamp: 10. Signature:

Steve Simon
Secretary of State

MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUI H PETHCTPALIMH MELMLMHCKUX U3REM



JM ESPE 2510 Conway Avenue
Dental Products St. Paul, MN 55144-1000

To Whom It May Concern;

In my capacity as Regulatory Affairs Specialist, 3M ESPE Dental Products, St. Paul,
MN, USA, I certify that the attached English version of the Instructions for Use (IFU) for
3M ESPE Clinpro™ White Varnish intended for Russia, is truthful and accurate.

Shari L. Myszka, R.Ph.f*harm.D. Date
Regulatory Affairs Specialist
3M ESPE Dental Products

STATE OF MINNESOTA)
COUNTY OF RAMSEY ) **

On September , 2017, before me, a Notary Public within and for said county, personally
appeared Shari L. Myszka, known by me to be the person described in and who executed the
foregoing instrument and acknowledged that she executed the same as her own free act and
deed.

Lot} X Sheetz, Notary Public , ~
My Commission Expires, January”, 2020
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3M™ ESPE ™ Clinpro™ 5% Sodium Fluoride White Varnish

CEI1\E1ll. INFORMATION

31Y(M™ esPE ™ Clinpro™ 5% Sodium Fluoride White Varnish is a 22,600 ppm fluoride-
containing varnish for application to enamel and dentin for support in remineralization, support
in the prevention of caries and the treatment of hypersensitive teeth, Clinpro White Varnish is
moisture and saliva-activated. It will spread on and adhere to moist teeth. Clinpro White Varnish
is an alcohol-based solution of modified rosin. The product is sweetened with .Kylitol.

Clinpro White Varnish contains an innovative ti'i-calciiim phosphate (TCP) ingredient
exclusively from 3M. The ingredient, TCP, serves as a source of bioavailable calcium and
phosphate ions when the varnish is applied to the teeth. Calcium and phosphate ions are naturally
occurring components of saliva long associated with maintaining healthy teeth. Clinpro White
Varnish exhibits an extended release formula which, releases fluoride, calcium and phosphate for
24 hours after application. This product is supplied in unit-dose packages containing 0.5 ml (0.5
grams) of varnish coating.

INDICATIONS

Clinpro White Varnish is a 5% sodium fluoride varnish which produces mechanical occlusion of
the dentinal tubules in the treatment of tooth hypersensitivity. Clinpro White Varnish supports
remineralization and helps to prevent caries.

CONTRAINDICATIONS
Ulcerative gingivitis and stomatitis

PRECAUTIONARY INFORMATION for patients

To limit ingestion, use only enough varnish to form a thin coating on the desired treatment area.
Discontinue use of other prescriptive fluoride preparations (i.e. gels, rinses) for 24 hours
following Clinpro White Varnish application. Children taking fluoride supplements should
discontinue use of supplements for 2-3 days following treatment. Patients with known sensitivity
to colophony/rosin should avoid this product.

PRECAUTIONARY INFORMATION for dental personnel
3M SDS information can be obtained from www.3M.com or contact your local subsidiary.

HAZARD INFORMATION
This product as sold is a flammable material. Once the material has adhered to the teeth, this
product is no longer flammable.

INSTRUCTIONS FOR USE

General application instructions;

1 A prophylaxis is not required. For best results teeth should be minimally clean, but Clinpro
White Varnish can be applied where plaque is present.

2. Open the unit-dose package of Clinpro White Varnish and dispense the entire contents. Use
the applicator brush to thoroughly mix the varnish since components of all sodium fluoride
varnishes can separate during storage.

3. Apply the product to tlie teeth in a thin layer with the supplied brush. Apply the varnish in
sweeping horizontal brush strokes. Avoid excessive contact with soft tissue. It is not necessary to
use all ofthe varnish provided. Use only enough varnish to form a thin coating on the desired
treatment area.

4. After application, instruct the patient to close their mouth to set the varnish. Rinsing or
suctioning immediately after application is not recommended. You may see a thin coating on the
teeth. The patient may feel the thin coating when rubbing the treated area with their longue.

5. The treatment period for Clinpro White Varnish is minimally 4 hours. Left undisturbed, the
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LIMITATION OF LIABILITY

Except where prohibited by law, 3M ESPE will not be liable for any loss or damage arising from
this product, whether direct, indirect, special, incidental or consequential, regardless of the
theory asserted, including warranty, contract, negligence or strict liability.

Authorised representative of the manufacturer in RF

ZAO “3M Russia”, Russia 121614, Moscow, Krylatskaya str. Bldg. 17/3
T 474957847474
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MHCTPYKUWA no MPUMEHEHUNIO
Martepuan ctomatonornyeckunii htopcogepxawnin Cinpro White Varnish B Habopax

OBWAA MH®POPMAL WA

MaTepuan ctomaTtonornyeckuin gropcogepxawmnin Chinpro White Varnish ¢ 5% cogepxaHunem
thTopuaa Hatpusi npoussoacTtBa «3M OCIM3» npeacTaBnseT co60iM NakK C COAEpXaHUEM
hTopuga 22 600 4y./MAH ANa  HaHeceHWss Ha 3Manb W [JEeHTUH AN  Cchoco6CTBOBaHUSA
pemuHepanusauum, npouNakThke Kapueca W CHATUA TUNEPUYYBCTBUTENbLHOCTU 3y60B.
MaTepuan ctomatonormyeckuin dropcogepxawuin CUnpro White Varnish aktusmpyetcs nog
felicTBUEM Bfaru n cnoHbl. OH HAHOCUTCA Ha BAaXHble 3y6bl U cuenaseTcs ¢ HAMKW. Martepuman
cToMaTonornyecknini gropcogepxawuii Chinpro White Varnish npegcrtaBnsetr coboit pactsop
MOAUGULMPOBAHHOW CMOJbI HA CNUPTOBOW OCHOBe. M3fenne nojcnaweHo KCUNTOM.

MaTepuan cTtomaTonornyeckuii dropcogepxawmin CWnpro White Varnish nmeer B coBem
COCTaBe WHHOBALUMOHHBLIA WHrpeAneHT, cofepxawun Tpukanosuuindochar (TKP), KoTopbli
NPOW3BOAMNTCA UCKNIOUYNTENBHO KOMNaHued «3M 3CIM3». Mpu HaHeceHUMM MaTepuana Ha 3yObl
JaHHbIA uHrpeaneHT, TK®, cTaHOBUTCA WUCTOUYHMKOM OMOZOCTYMHOro Kanbuma u docgart-
MOHOB. Kanbuuin- n ¢octaT-noHbl ABAAKOTCA €CTECTBEHHLIMW KOMMNOHEHTaMU CAKOHbI, KOTOPbIE
KaK M3BECTHO, UTPal0T BaXHYI PO/ib B MOAAEPXAHUU MUHEpaibHOro cocTaBa 3y6oB. MaTepuarn
cToMaTonornyecknin  topcogepxawmnin  Clinpro  White Varnish cogepxut dopmyny
MPO/IOHTMPOBAHHOTO AeACTBUA C BblgeneHUeM (Topa, Kanbums u ocdata B TedeHne 24 yacos
nocne HaHeceHus. [laHHOe M3fenvMe NocTaBngeTcs B yNakKoBKaxX ANS O4HOKPATHOrO HaHeceHwus,
cogepxawmx 0,5 mn (0,5 rpamma) hTopcogepxallero matepuana.

MOKA3AHVNA KNMPUMEHEHWIO

MaTepuan cTomaTonornyecknin gropcogepxawmin Chnpro White Varnish npeacrtasnsieT co6oii
nak ¢ 5% cofep>xaHuem (GpTopuAa HaTpus, KOTOPbIA MeXaHWYeCKW 3aKynopuBaeT LEHTUHHbIe
KaHanblbl TeM CaMblM CHMMAaeT YyBCTBUTENbHOCTb OrOJIEHHbIX YYaCTKOB AEHTWHA U KOPHS.
MaTepuan cTtomaTtosiorudyeckuini tropcogepxawuin CUnpro White Varnish cnocobcTByet
peMuHepanusaumy U NpoPunakTuke Kapueca.

MPOTMBOMOKA3AHWA
HA3BeHHbIN TMHTUBUT U CTOMATUT.

MEPbBI NMPEJOCTOPOX>XHOCTW pgna nayneHTOB

[nsa orpaHuyeHus nonafgaHus BOBHYTPb WCMOMb30BaTb WCKAKOUUTEbHO KOAMYECTBO
naka, 4ocTaTo4YHOe AN8 Co34aHUsA TOHKOTO MOKPbITUA Ha 061acT, KOTOPY Heo6Xxoammo
obpaboTtatb. [locne HaHeceHUs MaTepuana CTOMATONOrMYECKOro QTOpcoaepkKallero
CWnpro  White  Varnish npekpaTuTb  MPUMEHEHWEe  APYrux  NpeanucaHHbIX
thTopcogepxawmx npenapatos (Hanpumep, renei, ononackueatenein) Ha 24 vaca. Letu,
npuHMMaroULMe nulleBble Ao6aBKM C cogepXaHuem ¢Topa, [AOMKHbI MNPEKpaTUTb
NpuHATUE [00aBOK B TeuyeHWe 2-3 [Heil nocne neyvyeHusd. llaynmeHTamM C W3BECTHOWA
annepruein Ha KaHMMonbL/cCMONy cneayeTt M3beraTb NPUMeEHEHUA HACTOALENO U3LeNns.

MEPbI NMPEAOCTOPOXHOCTW gna ctomMato/iorMyeckoro nepcoHana

WNHopmayuio M3 nacnopToB 6e30MacHOCTU NpoAyKuunm «3M» MOXHO HailTu Ha caiTe
www.3M.comHnH nony4nTb B COOTBETCTBYIOLLEM PeErMoHanbHOM ununane.
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MHPOPMALKNMA O BUOAAX OMACHOIO BO3LI,EI7ICTBI/IFI M YCNoBnMAXx X
BOSHMKHOBEHWHA

MpoagaBaemMoe [JaHHOE W3Aenve SBASETCSA IEFKOBOCMAaMEHAKWMUMCS  MaTepuanom.
N3nenne TepsieT cnoCOGHOCTb K BOCMJIAMEHEHUID cpasy Mnocje CUenneHus maTtepuana c
3y6oMm.

MHCTPYKUMWMN no MPUMEHEHWIO
Ob6uw e NHCTPYKLUKN MO HAHECEHUIO:
1. Mpogunaktnuka He Tpebyetca. AN [OCTVMIKEHUA HAWMAYULWIUX Pe3ynbTaTtoB 3yObl LOMXKHbI
ObITb MUHUMANbHO YNCTbIMMW, 0AHAKO MaTepuan CTOMaToNornyecknin gropcogepxawuin Clinpro
White Varnish MOXXHO NpuMeHsTb TaM, F4e NPpUCYTCTBYET Haner.
2. OTKpoiTe ynaKoBKY MaTepuana cTomaTonormyeckoro gropcogepxawero Clinpro White
Varnish gna O0JHOKpPaTHOrO0 HaHECEHWS W pacnpefennte Bce COAepXumoe. Kcnonb3yiite
KUCTOYKY [Nf HaHeceHUs wmartepuana fN8 TWaTeNbHOro CMelMBaHUA naka, MNOCKOMbKY
KOMMOHEHTbI BCEX NaKOB C (DTOPMAOM HaTpUs MOTYT pa3fenaTbCs BO BPEMS XpPaHeHMus.
3. HaHecuTe n3genune Ha 3yObl TOHKUM C/I0EM C MOMOLIbLIO MpUaraeMoil KMCTOUKU. HaHecuTe
Nak WWPOKUMMW TFOPU3OHTaNbHbBIMKM Maskamu. W3beraiiTe 4pe3MepHOro KOHTaKTa C MATKUMMU
TKaHAMKU. HeT Heo6X04MMOCTM MCMOMb30BaTh Becb Jlak. Mcnonb3yiiTe TONMBKO AOCTATOYHOE
KO/IMYECTBO Naka Ans obpa3oBaHUa TOHKOT0 MOKPbITUA HA HEO6XOAMMOMN 061acTh 06paboTKMN.
4. Tlocne HaHeCceHWs NOMpOCUTEe NauueHTa 3aKpbliTb POT A1S aKTUBaLMM naka. OnonackuBaHue
UM BcacbiBaHWe cpasy nocfe HaHeceHUs He pekoMmeHayeTcsi. MOXHO YBWAETb TOHKOE
NOKpbITUe Ha 3ybax. MauuMeHT MOXET owywaTb TOHKOe MOKpPbiTUe, MoTepeB 0b6paboTaHHYHO
06/1acTb A3bIKOM.
5. MuHManbHbIli Nnepuod 06paboTKM 419 MaTepuana CTOMATONOrMYecKoro Topcoaepxatlero
Clinpro White Varnish coctaBnsetr 4 uvaca. Ecnm He TporaTb, CTOKOe MNOKpPbITUE OygaeT
NpoAo/mKaTh BblAeNaTb WTOPUA, KanbLmnii 1 ocdaT B Te4eHUe 24 4acos.
6. OnA [JOCTUXEHMA MaKCUManbHbIX MPeuMyLecTB MNOCAe HAHECEHUA MNPOUHCTPYKTUPYWTE
naumeHTa 0 TOM, 4TO6bl OH C/lIef0BaN YKa3aHUAM HUXE:

* He unctnTb 3y6bl WETKOW WAM 3YOHOW HWUTLIO B TeyeHUe Kak MUHMMYM 4 4acos, a

Nydle B TeyeHue 24 yacoB nocne 06paboTKu.
* EcTb MATKYyl Nuwy B TedyeHue 4-6 yacoB Moc/e HaHeCEHUA naka .

e He ynoTtpebnatb ropsuvMe HanuMTKW WAW ankoronb (MONOCKaHWE POTOBOI MOMOCTU) B
TeyeHue 4-6 yacoB Noc/e HaHECEHMSA naka.

e Tocne nepuofa nevyeHns NaLMeHT MOXET YAanUTb NaK WeTKOW Uan 3y6HOW HUTBIO.

XPAHEHWE, NCIMOJIbBOBAHWE N CPOK TOAHOCTWU

[aHHOe n3genue npefHasHauyeHO A48 XPaHEHUA U MPUMEHEHUS NMPU KOMHATHOW TeMmepaTtype.
CpoK TrogHOCTM nMNpuM KOMHATHOW Temnepatype cocTaBnfeT 36 mMecsAueB. [1OCTOAHHbIE
TemMnepaTypbl OKpyXawwero so3fyxa Bbiwe 27°C/80°E nnu Huxe 10°C/50°E mMoryT cokpatuThb
CPOK rogHocTu. CM. AaTy UCTEYEHUS CPOKa FOLHOCTU Ha BHELWHEN yrnakoBKe.

NHdopmaymnsa o peMOHTe U TEXHUYECKOM 0BCNYXMUBaHUN:
HacToswee MegMLUNHCKOE U3fenne He NOANEXUT TEXHUUYECKOMY 0BCNYXMUBAHUIO U PEMOHTY.

Ycnosusa nepeBo3Ku:

CpoK rofHOCTM W3Jenuna rapaHTUpPOBaH COMNacHO 3TUKETKe, MNpu YCNOBUU XpaHeHus B
COOTBETCTBUU C PEKOMEHAYEMbIMMN YC/IOBUAMUN XpaHeHUA. Bo Bpemsa TPaHCMOPTUPOBKU U3LENNA
MOTyT MofBepratbCa KPaTKOBPEMEHHbIM KOonebaHMAM TemnepaTypbl, KOTOpPble He BAUAKOT Ha
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6e30MacHOCTb W XapakTEPUCTUKM  n3aenus. TpaHCMOpPTMPOBKAa MeAULMHCKOro U3aenus
OCYLL,ECTB/SETCS BCEMU BUAAMM TpaHCMoOpTa.

Ycnyra 3awuTbl Npy nepeBo3ke: He TpebyeTcs AN HACTOALWEr0 U3aenuns.
Paboune yCcnoBUS: YCNOBMA OKPYXXatoL el cpeabl B CTOMATONOrMYeCKOM KabuHeTe.

[esnHpuumpylowee cpegerso: HenpumeHumo (uM3genve npefHasHauyeHo [AN1d  pas3oBoOro
NPUMeHEHNS).

Cnocobbl yTunmsaumu:

YTunusauns COEPXUMOTO/KOHTeHEepa ocyluecTBnseTcs B COOTBETCTBMYU c
MEeCTHbIMU/pernoHanbHbIMU/HALNOHANbHBIMU/MEXAYHAPOAHBIMK  NpaBunamu. MefuuuHckue
n3genus B Poccuiickoii ®efepaunm SOMHKHbI YTUAN3UPOBATLCSA B MECTHbLIX MYy6/UYHO-MPaBOBbIX
opraHusauuax B cooTeetcTBuM ¢ CaHlmH 2.1.7.2790-10 «CaHMTApHO-3NUAEMMUNONIOTUYECKME
TpeboBaHMA K 0OpalleHN0 C MEAULMHCKUMK OTX04aMmM» ANA 0TX0L0B Knacca b.

CocTas:
MeHTaspuTPUTOBLIN 3hup KaHUG oM, N-rekcaH, 3TUAOBbLIA CNUPT, TOPUS HATPUA, YCUAUTENb
BKYyCa, 3arycTuTeflb, NULLEBOM apoMaTm3aTtop, MOAU(PULMPOBAHHBIN TpUKanbUuiidocdar.

MHPOPMAUWMA ANA KITNMEHTOB
Hu ogHO nMUO He YMNOJHOMOYEHO NpPefoCTaBNATb KakKyw-nn6o WHMopMayuo, KoTopas
OT/NYaeTcs OT MH(opPMaL MK, NPeACTaBNEHHOW B HACTOALER MHCTPYKL MW,

FTAPAHTUA

«3M OCIM3» rapaHTUpyeT, 4YTO HacToflee wu3fenue He uUMeeT Ae(EKTOB martepuana u
npoussogcTBa. «3M 3CM3» HE MPEAOCTABNAET HUKAKUX OPYTUX TAPAHTUN,
BKMKOUAA  JNIKOBbIE TMOAPA3YMEBAEMBI1E FTAPAHTUN KOMMEPYECKOW
NPUTOAHOCTU WAW MPUTOAHOCTW ANA ONPEAENEHHOW LIE/W. Monb3osaTens
HeceT OTBETCTBEHHOCTb 32 OMpefefieHne MNPUrogHOCTM  U3Lenns AN NPUMEHEHUSA
nonb3oBartefnieM. B cnyyae BO3HUKHOBEHWUS HEUCMNPABHOCTW HAaCTOAWEro W3fgenns B TeyeHue
rapaHTMMHOro CpoKa, UCKAKUYNTENbHbIM CPEACTBOM 3alUTbl U eAUHCTBEHHbLIM 0653aTeIbCTBOM
«3M 3CI2» aBnseTca peMOHT Uan 3amMeHa usgenua «3M 3CIO».

ONr’PAHMYEHWME OTBETCTBEHHOCTW

3a NCKIYeHneM Cny4vaes, 3anpeLeHHbIX 3akoHOM, «3M 3CIl13» He HeceT OTBETCTBEHHOCTU 3a
no6ble yObITKM UK yuep6b, ceaszaHHble ¢ nsgenmem «3M 3CIM3», 6yab TO NpsiMble, KOCBEHHbIE,
cneyuanbHble, CAy4vaillHble WAM KOCBEHHble YO6bITKM, HE3aBUCMMO OT 3asfB/IEHHOW NpaBOBON
LOKTPUHbBI, BK/HOYAA rapaHTUI0, KOHTPAKT, HEOPEXHOCTb UM 0O6BbEKTUBHYIO OTBETCTBEHHOCTD.

YNONHOMOYEHHbIN npeaocrtaBuUTeENlb NPON3BOANTENIA B Pd
3A0 «3M Poccusa», Poccua, 121614, Mocksa, yn. Kpbelnatckasa, 17, ctp. 3.
Ten. +74957847474
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lMepeBof AaHHOTO TeKCTa cAaenaH MHO, NepeBOAYMKOM KnenHeBbll BUKTOpoM Mropesmyem

MoAMNUCH

Poccuiickaa degepaums
"opoa MockBa

[BajuaTb LecToro ceHTA6pA ABe ThICAUM CEMHAALATOr0 roga
A, Akumos 'ne6 bopucosuy, HOTapuyc ropoga Mocksbl, CBUAETENLCTBYIO NOAAMHHOCT b NOANUCH
nepesojumka KnenHesa BukTopa ropesuya.
Moanwuck caenaHa B MOEM MPUCY TCTBUN.
JIN4HOCTb NOANMNCABLLUEr0 JOKYMEHT YCTAaHOB/EHA.

3aperncTpupoBaHo BpeecTpe: No /[ Y [IIlY T

B3bICKaHO rocyapcTBEHHON nownHbl (o Tapudy): 100 py6.
YnnayeHo 3a OKazaHue yCnyr npaBoBOro M TEXHUYECKOr0 XxapakTepa:

MOAMUCH

lep6oBas nevyaTb
HoTapuyca r.MockKsbl
Akumosa IM.b

Bcero npoLuHypoBaHo, NPOHYMEPOBaHO
1 CKpenneHo nevyaTbio nmcT(a)(oB)

HoTapuyc

noAnmcu

Poccuiickas depepauns
["opog MockBa
[BajuaTh LWIECTOro CeHTAOpA 4Be ThiCAYN CEMHAALATOr0 roja.

Acumos Meb bopucosuy, HoTapuyc ropoaa MocKBbI, CBUAETENbCTBYHO
'KPHOCNb KOMUMW C NPeACTaBNeHHOr0 MHe JOKyMeHTa.

n3a”oTeTpupoBaHo B peecTpe: Ne
P33nckaHO rocyaapcTBeHHOW NOWAKHBI (MO Tapudy): py6. 00 kon.

X<”nayeHo 3a OKasaHWe yC/yr NpaBoBOro M TEXHUYECKOTr0 XapakTepa:
py6. 00 kon.

[.B. AKumoB

Bcero npowwnTo, NpoHyMepoBaHo, CKPernIeHo
nevatbto /tP  nuct(a) (o B)

HoTapunyc'
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