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OuucTtKa

Kommanmst A-dec peKoMeH]TyeT MCITOIIb30BaTh )1 OYVCTKV OOVBK
PacTBOp MSATKOrO HEVIOHHOTO MOIOITIETO CPEJICTBA M BOIBI VIV [IOCTYIIHbIE
B IIPOJIaKe YNCTSIIVIE CpeicTBa Oe3 comep KaHs CIIMPTa, OTOeIBaTe s
VIV aMMMaKa. Morolriee CpeIcTBO ISt IIOCY Ibl, KaK IIPABIIO, SIBJISIETCS
HEeVMOHHBIM. CnenyeT CcMelIaTh JOCTaTOYHOe KOJIMYeCTBO MOIOIIIero
CpeZICTBa C BOMIOVI, YTOOBI Ha IIOBEPXHOCTV HE OCTaBAJICS. MBUTHHBIVI CIIE]I.
3arrperriaeTcs VCIIOIb30BaTh abpa3vBHBIE YVICTSIIVIE CPENICTBA, YMCTSIIVIE
ryOKu vwin fipyTvie abpasuBHbIe alIuMKaTopbl. OHM MOIyT HeoOpaTiMo
HaHeCTV ITaparvHbl VIV IPyTrie TIOBPeXIeHs OOMBKIL.

bapbepHan 3awiuTa

Cy1ecTByeT HMU3KII PVICK ITepeHoca IIaTOreHOB Yepe3 0OMBKy Kpeciia. Tem
He MeHee, TaK KaK MHTepIIpeTalls yKa3aHuI peryIMpyOIIero BeZIOMCTBa,
KaK IpaBIwIo, IIperioiaraeT HeKOTOpyto popMy MHAEKIIMIOHHOTO
KOHTPOJIsI, OTHOCSIIIErocs K oOvBKe, KomraHmst A-dec pekoMeHTyeT
VICTIOJIb30BaHVie OapbepHOV 3aII[ThI BMECTO XVIMITIECKVIX BEIIeCTB.
CpericTBa OapbepHOV 3aIlThl 3HAUMTETHHO YBeITMUMBAIOT CPOK CITY KObI
OOVBKM Kpecyla 1 ITO3BOJISIOT COXPaHUTh ee ITpYBJIeKaTe IbHbIV BUTT

u msirkocTh. B CIIIA cpericTBa GapbepHOVI 3aIIIATHI JT0JDKHBI ITPOV3BOAUTECS
B COOTBETCTBUM C TEKYIIIEV HaJyIeXalllev IPOv3BOICTBEHHO

ripakrikovt (Current Good Manufacturing Practice, CGMP) corracHo
yKasaHVsIM YIIpaBieHVs 110 KOHTPOJIIO KauyecTBa IMMIIEeBbIX IIPOTyKTOB

u siekapcrseHHbIX cpericTs CIITA (US FDA). 114 pervioHoB 3a ITpeziesiaMmm
CIIIA pekoMeHTyeTcs COOFOIEHIIe MECTHBIX HOPMATVIBOB KacaTeJTbHO
METMITVMHCKMX V3TEITA.

BHUMAHMUE ITpwu vcrionb3oBaHMy OapbepHOV 3alllThI BCeTia
MeHsIVITe IOKPBITHE Dapbepa IocsTe KaKIOoro MallyieHTa.
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Ae3nHduumpyrowime cpeacTea

BHUMAHMUE lcnosb3yviTe ITIOBEepXHOCTHBIC
He3sMHUIMPYIOlIe CpefCcTBa /111 OOMBKYM B MMHMMAaJIEHOM
cTereHy. XMMUYecKrie BeIecTBa BhI3bIBAIOT M3HOC

VI YMEHBIIIAIOT CPOK CITy>KOBI OOMBOYHBIX ITOBEPXHOCTETA.

B cirydae nmoBpexaeHist cpeficTBa OapbepHOVI 3aITHI VTN

HIVTYVISL BUZIVIMOTO 3arpsi3HEHVISI Ha IIOBEPXHOCTV OOVBKY, CIIEITyeT
VICTIOJIB30BaTh Ae3MHPUIIPYIOIIee CPENCTBO, pa3pelIeHHOe I
MEIVIIVIHCKOT'O IIPVIMEeHeHVIs], 3aPervCTPUPOBaHHOe B YIIpaB/IeHM
oxpanbl okpyxarorer cpeasl CIIA (EPA). Hesundunypyroee
CpefcTBa MOTYT IIOBPEINUTE CTOMATOJIOIIYecKoe 000pyIoBaHe,
IIO3TOMY HU O[THO IIe3VHMUIVIPYIOIee CPEICTBO He CJIeflyeT CIUTATh
6e3BpentbM. Ha cTerneHb moBpeXxaeHs BIVSIIOT HECKOJIBKO (paKTOPOB,
BKJIIOYAs, KpPOMe IIPOYero, VICIIOIb3yeMOe XVIMIIeCcKOoe BeIllecTBo,
YPOBEHB BO3IEVICTBVIS M IIPOAOIDKITEIIBHOCTD BpeMeH!. Prpma —
PacIIpoCTpaHNTe b CTOMATOIIOIIYeCKOTO O0OPYIOBaHIS Ha OCHOBE
VIMEIOIIVIXCSL 3HAHWIA V1 OIIbITa B cdpepe MpVIMEeHEHNs CPeICTB OapbepHOIt
3aIIUTHI VI IIPOAYKTOB IS Ae3VH(EKIVVI JacT BaM ITpaBIUTbHEIE
PeKOMeHIaIIVIL.

BAvsiHMe BHELWWHUX GpaKTOPOB Ha CPOK
CAY)KObl 06MBKH

151 obecrieveHst HaZIeXXHOCTV KOHCTPYKIVIM OOMBKY KOMITAHVIS
A-dec ncriosib3yeT MpOMBIIIUIEHHBIVI CTaHIAPT U JpyTiie UCIIBITaHA
10 COOCTBEHHOVI METOIVKE. DTV VICITBITAHVISL TAK)Ke VICIIOJIb3YIOTCS T
oIrpeziesieHNs peaKiny OOVBKI 1 ee M3HOCA C TeueHVeM BpeMeHU I107]
BO3/IeVICTBVIEM MHOXXeCTBA BHEIITHMX PaKTOPOB.

DTV PaKTOPHI MOTYT BIIVSITH Ha JOJITOBEYHOCTH OOVIBKY 11 BBI3BIBATH
IpeXX/IeBpeMeHHBIV M3HOC ee IToBepxHocTelt. Ha Bpada Bosziaraercs
OTBETCTBEHHOCTD 3a IIOHVMaHVe V1 peryJInpoBaHyie BO3IeICTBI
3TX (PaKTOPOB, YTOOBI 0OeCTIeUNTh MaKCVMaIBHBIVI CPOK I10JIE3HOTO
mcTob30BaHMs 00mBKM A-dec. Hambortee pacipocTpaHeHHBIMM
daxTopamm ABJIAIOTCS:

* XMMMUYecKye BelllecTBa (He3nH@uIpyIolye / YuCTAIIe);
* yJibTpadmoIeToBOe M3JIyuyeHle (COJTHEUHBIN CBeT);

¢ BJIAXKHOCTD, IIOBBIIIICHHA TeMIIepaTypa ¥ BoJia C BBICOKVM
coieprKaHrieM MITHeEpPaJIoB,

¢ CMa3Ka JI1da O60py2:l',OBaHT/I$I, MaTepmalibl, VICIIOJIb3yeMbIe
B CTOMAaTOJIOTMHYECKNX ITpoLelypax 1 OCTpble ITpeNMEThI;

® a6pa3VIBHBIe AllIVIMKaTOPBI M YNCTALIVIEe CPpeICcTBa,

* Macla I Tejla U HellBeTO3alllMTHbIe MaTepyaslbl.



U3HOC

OcHoBHBIe NTPU3HAKY BIVISTHVA BHEIITHMX (PaKTOPOB Ha CPOK CITY>KObI
OOVBKI BK/TIOYAIOT M3MeHeHVe TeKCTY Pbl, 3aTBeplieBaHlie, pacTpecKVBaHMe,
OTCJIaviBaHVe, pacllielleHne 1 BhIIBeTaHie 0OMBOYHOV IIOBEPXHOCTML.

OTchnaMBaHue

PactpeckuBaHue

Xumuueckoe okpaluMBaHue/
nepeHoC Kpacutens

PaspbiB B MecTe WwiBa
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U3HOC TeKCTypbl

Xvivyraeckast Ae3vHeKIs OOJIbIIIe BCEro CrIocOOCTBYeT M3HOCY OOMBKIA
ITpr3Haky MOTYT OBITE pasyIHBIMIL becIrioBHast OOMBKa MOXeT CTaTh
OrlecTsIIient Ha BIAJI, TEKCTypa MOXKET CITIaIUTECS ¥ OOVMBKA CO BpeMeHeM
MOXXeT 3aTBepPHEeTh M pacTpecKaTbes. [TportiTast oOvBKa MOXET CTaTh
OTEPTOV U TYCKJIOV VI B ITOr'® paCcTPeCcKaThCsl, IIOPBAThHCS 110 IIBAM VIV
OTCJIOUTBCS, B Pe3yJIbTaTe Yero CTaHeT BUIeH KapKacHBIVI MaTepUaL.

IoBeITIeHHAs TeMIIepaTypa V1 BIIaXKHOCTh CO BpeMeHeM TakKke MOT'yT
roBpennTh 00MBKy A-dec. HecMOTpst Ha TO UTO KOHCTPYKIIVISI OOMBKIA
TIO3BOJISIET BhIZIep>KaTh BO3IEVICTBIIE OOJIBIIIVIHCTBA YCIIOBUTI OKPY KaroIert
Cpenpbl, TNTeIbHOe SKCTpeMaIbHOe BO3IEVICTBYIE MOXKET PaspyIInTh
BEIIIeCTBO OOVIBKIL.

UcTtupaHue 1 Abipbl

AGpasuBHbIe alIUIMKaTOPhI WM aOpa3vBHBIE UMCTSIINE CPeCcTBa
MOTYT ITOBPeIUTh OOMBKY, Iapaliasi 1 3allKypyBasi TEKCTY pPOBaHHYIO
1oBepxHOCTh. OcTphle IpeiMeThl MOTYT IIPOKOJIOTE U ITIOpBaTh MaTepuall.

BbiuBeTaHue

ITpw BO3IeVICTBIN COJTHEUHOTO CBeTa B TeUeHVe JJINTeJIbHOI'O BpeMeH !
o0VBKa MOJXeT BbIIIBeTaTh. VIcIop30BaHe IIITOP WM 3aHaBeCOK Ha
OKHax HaITpOTWB KpeceJI, KOIjia 3TO IIpreMJIeMO, OTPaHYUT BO3/IEVICTBI
Ha HIX yybTpaduosteTosoro msinydenvs (YD).

X1MMHUUuecKoe OKpaluMBaHUE U NEePEeHOC KpacuTens

HexkoTopble BeliecTBa MOTYT oOecIiBednBaTh 1 OKpalllBaTh OOMBKY.
Kpacwuresib HelBeTO3aIIUTHBIX MaTePUaIOB B COYETaHNM C BBICOKOV
TeMIIepaTypo ¥ KOH/IeHcallyerl MOXeT [IepeHOCUThCsl Ha OOMBKY.



UcnbiTaHUEe XMMUUYECKUX Ae3UHPULIUPYIOLLUX
cpeAcTB Ha 06uBke A-dec

Kowmrranms A-dec TOCTOSTHHO IIPOBOOMT VMCIIBITAHVIS (Ha OCHOBE

MeTozoB mcribIradii ASTM n ISO) B3anMozieicTBIASE XMMITYEeCKIX
He3VHMUIIMPYIOIIVIX CPeICTB U ITIoBepxXHOCTel obopyaosaHms A-dec. Ot
CTaHJAPTHBIE METO/IbI UCIIBITAHVVI OIVICBIBAIOT YCJIOBVIA VICITBITAHW [T
ycTaHOBJIeHs 3P eKTOB, KOTOpEIe CO BpeMeHeM MOT'YT BO3HMKHYTB TPV
IIOBTOPHOM IIPVIMEHeHMI ITOBePXHOCTHBIX [Ie3MHMUIIVIPYIOIINX CPeJICTB,
Kommanmst A-dec mpoBoayT 3TV MCIIBITAHVS TSI BBIOOpa MaTepyiaios,
OIITVIMAJIbHO ITOIXOISAIIMX IS XVIMIYECKOVI YCTOMYMBOCTV, a TaKXKe
APYTVIX BAXKHBIX XapaKTePUCTVK. B KiIMHIYecknx ycrioBysIX pyaHO
IIPOLECC OUMCTKN U ;Lesr/IHcpeKuVM ITOBEPXHOCTEN B 3HAYNTEIILHOM
CTerleHV HapyIllaeTcsl, BBIXOJIS 3a IpeiesIbl PeKOMEeH Ty eMbIX
IIPOVI3BOITETIEM VIHCTPYKITL. MeToms! crbrTanist oomBku A-dec
BKJTIOYAIOT B Ce0sl pariioHaIbHOE KOJIVTYEeCTBO 3TOTO BO3/IEVICTBVIS,

a TaxoKe JIpyIrmx akTopos (Harrpumep, uctupanve, YO 1 T. 11.).

Mpz1 pekomeHTyeM MCIIOIb30BaTh JEeVICTBYIOIIee BeIeCTBO B KauecTBe
OpVeHTVIpa I10 XMIMIYEeCKOVI arpecCUBHOCTI.

ITo HameMy OIBITY, IIOBEPXHOCTHBIE [1e3MHMUITMpPYIOIIe CpelICTBa,
cofep Kaiiiyie JI000e 13 CJIeAyIOINX AeVICTBYIOIIVIX BEIIeCTB, OTHOCATCS
K CAMbIM BPETHBIM JIJIsI CPOKa CITy>KObI OOMBK:

* V30IPONAHOJIOBBIV WIN M30HPOIIIOBBIV ClIPT (0ObeMHast
KOHIleHTparus oosee 25 %);

¢ TIepeKMCh BOOOPO1a,

* coedVHeHMs xJIOpa (Hapumep, TUIIOXJIOPUT HaTPMs).
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MpeacTaBUTEALCTBO KOMMAHUU

u FonoBHOIA 0dpuc komnaHuu A-dec A-dec B BeAuko6putaHum
2601 Crestview Drive Austin House, 11 Liberty Way
Newberg, Oregon 97132 Nuneaton, Warwickshire CV11 6RZ
CLUA AHIAVS

Ten.: +1-800-547-1883 Ha Tepputopuu CLLUA/Kanagb!
Ten.: +1-503-538-7478 3a npegenamn CLUA/KaHagbl

www.a-dec.com KoponesctBa www.a-dec.co.uk

Ten: 0800 ADECUK (233285) Ha Tepputopmn CoeAMHEHHOTO
KoponeBctea Ten: +44 (0) 24 7635 0901 3a npeperamu COeAMHEHHOTO

ITo pesysbTaTaM HaIIVX VCCIIEOBAHN, CJIEAYIOIIVIE IeVICTBYIOIIIVIe
BellleCTBa OTHOCITCA K HAUMeHee BpeITHBIM (HO, BOSMOXKHO, HeOe3BpeTHbIM)
IJISI CpOKa CITy KObI OOMBKL:

¢ coeavHeHmA (beHona Ha BOIHOW OCHOBE BBICOKOTO pasBeieHVd;

* YeTBepTUUYHBIE aMMOHIEBbIe Coe/IMHeHMs (C 00 beMHO
KOHIIeHTpalluen cupTa MeHee 25 %).

[ oty geHvs o poOHON MHMOpMaIuy 00paTuTech B CEPBUCHOE
o0ciTy>KMBaHMe KIIMeHToB Kommauum A-dec v cM. pyxobodcmbo no
desunpexyuu obopydobanus A-dec (Ne o Katastory 85.0696.10), koropoe
HaxoUTCs Ha BeO-caliTe www.a-dec.com ¥ ITOCTaBIIAeTCs € JII00BIM
msnenvem A-dec.

MpeacTaBUTEALCTBO KOMNAHUKU B ABCTpaAUM
Unit 8

5-9 Ricketty Street

Mascot, NSW 2020

ABCTpan1s

Ten: 1.800.225.010 Ha Tepputopmnn ABCTpaAmu

Ten: +61 (0)2 8332 4000 3a npepenamu ABCTpaArn
www.a-dec.com.au
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