
a cJIo2omun PeTpaKTOp CTOMaTOJTOrHHeCKHH

HHCTpyKijHH no npHMeHeHHio
YTBep^zieHO 25 ceHT^Gp^ 2025 (B/4)
I. HanMeHOBaHne
HanmeHOBaHne npo^yKunn : PemvctKmov cmoMarnojio2UMecmii
S] CR01, CR01L, CR01S, CR02, CR02L, CR02M, CR02S, CR03, CR03L, CR03M, CR03S, CR04,
CR04L, CR04S, CR05, CR05L, CR05S, CR06, CR07, CR09, CR09L, CR09M, CR09S
II. MJ «Huanghua Promisee Dental Co., Ltd.»
Mould Industry Garden, Empolder Section, Huanghua, 061100 Hebei, KuTau

Oaxc: +86-317-8881708Ten: +86-317-8882702
IEU 1 REP 1 MedNet EC-REP GmbH
I UKRP |MediMap Ltd

Borkstrasse 10, 48163 Muenster, repMamin
2 The Drift, Thurston, Suffolk IP31 3RT, CoennHeHHoe KoponeBCTBO

III. KOHCTpyKUHH, CBOHCTBa H ofijiaCTb IipHMeHeHHH
H3Aejiue HMeeT onopHyio KOHCTPYKUHIO, KOTopaa yttepacuBaeT HH>KHK)K) nejiiocTb B OTKpbiTOM
nOJIO>KeHHH.
IV. Ilpeanojiaraeivioe Hcnojib30BaHHe
Bo BpeMa BbinojiHeHua CTOMaTOJioruHecKux npoueuyp rouenne noMemaiOT Me>xny 3y6aMH nauueHTa,
HTo6bI ynep>KHBaTb POT OTKpbITbIM.
V. MeToaiiKa npmvieHeHHH
1 . Bbi6epuTe noAXOtuuuHH pa3Mep peTpaKTopa CTOMaTOnorHuecxoro ana nauueHTa BO BpeM» BbinonHeHua
CTOMaTOJioruHecKux npoueuyp
2. noMecTHTe ero B poT nauueHTa, HTOObi uepacaTb poT OTxpbiTbiM.

vi. A
1. IlepeA Hcnojib30BaHneM ySeAHTecb, HTO npoAyxijHfl HHCTafl.
2. IIpOAyKUHH MO^CeT HCnOJIb30BaTbCfl TOJlbKO KBaJlH(fmiJHpOBaHHbIM MeAHUHHCKHM nepcoHajiOM.
3. IIpoAyKUHK) 3anpemeHO Hcnojib30BaTb, Kor^a OHa HaxoAHTca B noBpoK^eHHOM HJIH

AE(|)OpMHpOBaHHOM COCTOflHHH HJIH ynaKOBKa HaXOAHTC5I B nOBpe}KAeHHOM COCTOflHHH
4. IIpoAyKLiHH Hcnojib3yeTC5i CTOMaTOJiorHHecKHx npoijeAyp, no^cajiyncTa, He Hcnojib3yHTe
npOAyicijHK) Rim Apyrnx ijejieH.

5. npoAyiojHfl npe^Ha3HaneHa AJHI OAHopa30Boro Hcnojib30BaHH5i. IIcmajiyHCTa, yTHjiH3HpynTe nocjie

HCn0Jlb30BaHH5I B COOTBeTCTBHH C MCCTHblMH npaBHJiaMH.
VII. MeTOA xpaHeHnn n oScjiyacnBaHnsi
1. 3Ta npOAyKUHH AOJl>KeH XpaHHTbCfl B HHCTOM, CyXOM, npOBeTpHBaeMOM nOMemeHHH npH KOMHaTHOH

TeMnepaType, OTHOCHTejibHOH Bjia^cHOCTH He 6ojiee 80% H 6e3 arpeccHBHbix ra30B.
2. H36eraHTe nona^aHnn np^Mbix cojiHenHbix jiynefi.
3. IIpeAOTBpaLuaHTe BHeomee BbmaBjiHBaHne H Ae^opMaqHK) npn TpaHcnoprapoBKe H xpaHeHHH.
VIII. IIpOTHBOnOKa3aHHfl

J\0 CHX nop He BblflBJieHO HHKaKHX npOTHBOnOKa3aHHH
IX. CnMBOJlbl
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m aJlozomun PeTpaKTOp CTOMaTOJIOrHieCKHH

HHCTpyiojHH no npHMeHeHHio
YTBepacAeHO 25 cema6pa 2025 (B/4)
I. HanMeHoeaHHe
HanivieHOBaHHe npoAyKHun: PenwciKmov cmoMamoiiozimecKiiii
LSCRIO, CR10M, CR10S
II. ml «Huanghua Promisee Dental Co., Ltd.»
Mould Industry Garden, Empolder Section, Huanghua, 061100 Hebei, Kmm
Teji: +86-317-8882702 0>axc: +86-317-8881708
I EU 1 REP 1 MedNet EC-REP GmbH
I UKRP 1 MediMap Ltd
III. KOHCTpyKUHH, CBOHCTBa H ofijiaCTb npHMeHeHHfl H3AejIHH

H3Aejine ravieeT onopHyio xoHCTpyxrjHio, xoTOpaa yAcpacHBaeT HH>XHK)IO nemocTb B OTKpbiTOM noAoaceHHH.
H3Aejme COCTOHT H3 C-o6pa3Horo coeAHHHTejibHoro CTepacHa H peTpaKTopa c o6enx CTOPOH. Hacra,
coeAHHaiomHeca co PTOM nanneHTa, c xaacAOH CTOPOHM BbinojiHeHbi H 3amnmcHbi 6onee Marxofi pe3HHOH,
HTO 3HaHHTejibHO noBbiinaeT YAOOCTBO HcnoAb30Baroia. BHeniHaa CTopoHa coeAHHemia Taxace BbinojiHeHa H3
MarKon pe3HHbi, HTO no3BOJiaeT H36eacaTb cxoAbaceHHa pyx. 3TOT peTpaxTop mexn oSaa^aeT xopomen
npoHHOCTbio H raSKOCTbio, HTO no3BOJiaeT coxpaHaTb onpeACJieHHyio CTeneHb pacxpbiraa BO BpeMa
BbinojiHeHHa CTOMarajiorHHecxHx npoijeAyp. OH aBjiaeTca xopouiHM BcnoMoraTejibHbiM CTOMaTOJiomHecKHM

npncnocoSjieHHeM.
IV. npe/jnojiaraeMoe ncnojib30BaHne
Bo BpeMa BbinojiHeHHa CTOMamjiorHHecxHx npoiteAyp H3AeAHe noMemaiOT MeacAy 3y6aMH naijneHTa, HTO6M

yAepa<HBaTb poT OTKpbiTbiM.
V. MeTOAHKa npnMeHeHHfi
CHanana yCTaHOBHTe coeAHHHTeAbHbin CTepaceHb Tax, HTO6M OH 6bui HanpaBjieH BHH3, noTOM yCTaHOBHTe
OAHy CTopoHy peTpaxTopa B TOHHoe nojioaceHHe BO pTy, 3aTeM Apyryio CTopoHy H HeMHoro OTperyjiHpyHTe.
vi. A
1. nepeA Hcnojib30BaHHeM y6eAHTecb, HTO npoAyKijHa HHCTaa.
2. npOAyKIJ,Ha MOaceT HCnOAb30BaTbCa TOJIbXO XBaAH(f)HIJHpOBaHHbIM MeAHU,HHCXHM nepCOHaJlOM.
3. npOAyxijHK) 3anpemeHO Hcnojib30BaTb, xorAa OHa HaxoAHTca B noBpeameHHOM HAH Ae(})opMHpoBaHHOM
cocToaHHH HAH ynaxoBxa HaxoAHTca B noBpeacACHHOM COCTOAHKH
4. npoAyxi],Ha HcnoAb3yeTca AJW CTOMaTOAOTHHecxHx npoijeAyp, noacajiyilcTa, He HcnoAb3yHTe npoAyxijHK)

AAa Apyrnx ueAen.
5. npoAyxu,Ha npeAHa3HaneHa JXJIK OAHopa30Boro HcnoAb30BaHHa. noacajiyhcTa, yTHAH3Hpyifre nocae
HCnOAb30BaHHa B COOTBeTCTBHH C MeCTHbIMH npaBHAaMH.
VII. MeTOA xpaHeHHH n oScjiyacnBaHHn
1. 3Ta npoAyxuHa AOAaceH xpaHHTbca B HHCTOM, cyxoM, npOBeTpHBaeMOM noMemeHHH npn XOMHATHOH

TEMNEPATYPE, OTHOCHTeAbHOH BAaacHOCTH He 6oAee 80% H 6e3 arpeccHBHbix ra30B.
2. H36eranTe nonaAaHHa npaMbix coAHenHbix Aynefi.
3. npeAOTBpamaHTe BHeuiHee BbiAaBAHBaHne H AS^opMaiJHK) npn TpaHcnoprapoBxe H xpaHeHHH.
VIII. IlpOTHBOnOKa3aHH$I

Ao CHX nop He BbiaBAeHO HHxaxnx npOTHBonoxa3aHHH
IX. CHMBOJIbI

Borkstrasse 10, 48163 Muenster, TepMaHHa
2 The Drift, Thurston, Suffolk IP31 3RT, CoeAHHeHHoe KopoAeBCTBO
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a ccJlozomun PeTpaKTOp CTOMaTOJIOrHHeCKHH
HHCTpyKijHH no npHMeHeHHK)

yTBep̂ eHO 25 ceHTa6pa 2025 (A/1)
I. HanMeHOBaHne
HanMeHOBaHne npoAyKunn: Pempaxmop cmoMCimojiosimecKUii

HCRUL, CR11M, CR11S
II. MJ «Huanghua Promisee Dental Co. , Ltd. »
Mould Industry Garden, Empolder Section, Huanghua, 061100 Hebei, Km-aii
Ten: +86-317-8882702 cPaicc: +86-317-8881708
lEU lREP MedNet EC-REP GmbH
| UKRPJ MediMap Ltd
III. KoHCTpyKUHH, CBOHCTBa H o6jiacTb npHMeHeHHn H3Aejinn

H3A£JiHe HMeeT onopHyio KOHCTPYKLIHK), KOTOpa# y^ep^cHBaeT HPDKHIOK) nejiiocTb B OTKpbiTOM nojionceHHH.
Lb^ejine COCTOHT H3 C-o6pa3Horo coe^HHHTejibHoro CTepmw n peTpaKTopa c o6enx CTOpOH. BTarnBaioma^ nacTb

peTpaKTOpa H3roTOBjieHa H3 ivmrKOH pe3HHbi AJIH 3amHTbi n pacnono^KeHa B yrjiax pTa naiineHTa c o6enx CTOPOH,
HToSbi eMy 6buio y^o6Hee. 3TOT CTOMaTOJiorHHecKHH peTpaicrop o6jia^aeT xopomen npoHHOCTbio n rn6KOCTbio,
HTO no3BOJiaeT coxpaHHTb onpe^ejreHHyio CTenem> pacKpbiTna BO BpeMM BbinojiHeHna CTOMaTOJioraHecKHx

npoue^yp. OH HBjiaeTca BcnoMoraTejibHbiM CTOMarojiorHHecKHM npncnocoGjieHneM.
IV. IIpe^nojiaraeMoe ncnojib30BaHne
Bo BpeMfl BbinojiHeHna CTOMaTOJiormecKnx npoi ê̂ yp H3AejiHe noMemaiOT MQTKjsy 3y6aMH nanneHTa, HTO6M

y êp^KHBaTb pOT OTKpbITbIM.

V. MeTO^HKa npnMeHeHnn
1. Bo BpeMa BbinojiHeHna CTOMaTOjiora îecKHx npoite^yp BbiSnpanTe noAxoA^myio MO^ejib B cooTBeTCTBnn c
pa3MepoM pTa naijHeHTa.
2 . flepaca coe^HHHTejibHbin CTep ĉeHb untieBOH CTOPOHOH BHH3, coranre ero SojibiiiHM, cpe^HHM n 6e3biMHHHbiM
najibijaMH.

3. 06enMH pyxaMH CHanana ycTaHOBnre oany CTOpOHy Ha MCCTO, 3areM Apyryio H HeMHoro OTperyjinpyHTe
nojioxceHHe.

vi. A
1. riepe î Hcnojib30BaHHeM yGe^nrecb, HTO npoAyKijHfl HHCTan.

2 . ripo^yKtiH^ MOHceT Hcnojib30BaTbca TOJibKo KBajiH(J)HiiHpOBaHHbiM Me^HHHHCKHM nepcoHajiOM.

3. npo^YKpmo 3anpemeHO Hcnojib30BaTb, Koryja OHa Haxo^HTCH B noBpenmeHHOM HJIH Ae(})opMHpoBaHHOM
cocToaHHH HJIH ynaxoBKa Haxo^HTca B noBpenc/ieHHOM COCTOHHHH
4. ripo^yKtiHa Hcnojib3yeTC5i AJIA CTOMaTOJiorHHecKHx npoijeAVP, no ĉajiyncTa, He Hcnojib3yHTe npo^yKitmo
Apyrnx LiejreH.

5 . Opo^yKtiHa npeAHa3HaneHa AJIJI OAHopa30Boro Hcnojib30BaHmi. Ho^KajiyHCTa, yTHjiH3HpyiiTe nocjie

HCnOJlb30BaHHH B COOTBeTCTBHH C MeCTHbIMH npaBHJiaMH.

VII. MeTO/j xpaHeHnn n oScjiy^KHsaHnn
1. 3Ta npo^yKtiHa AOJDKCH xpaHHTbca B HHCTOM, cyxoM, npoBeTpHBaeMOM noMemeHHH npn KOMHaraoH

TeMnepaTvpe, OTHOCHTejibHOH Bjia ĉHOCTH He 6ojiee 80% H 6e3 arpeccHBHbix ra30B.
2 . PfeGeraifre nonâ aHim npaMbix cojiHenHbix jiynen.

3. ripe^OTBpamaHTe BHemHee Bbi^aBjiHBaHHe H Ae(j)opMaijHK) npn TpaHcnopTHpOBKe H xpaHeHHH.

VIII. IIpOTHBOnOKa3aHH5!

J J p CHX nop He BblHBJieHO HHKaKHX npOTHBOnOKa3aHHH
IX. ClIMBOJIbl

Borkstrasse 10, 48163 Muenster, TepMaHira
2 Tlie Drift, Thurston, Suffolk IP31 3RT, Coe^HHeHHoe KopojieBCTBO
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a ceJlozomun PeTpaKTOp CTOMaTOJIOrHieCKHH

HHCTpyiojHH no npHMeHeHHio
YTEep^eHO 25 ceHTaSpa 2025 (A/2)
I. HanMeHoeaHHe
HanivieHOBaHHe npo^yKHHn: PenwciKmov cmoMamoiiozimecKiiii

J CR12L, CR12R, CR12M, CR12S
II. MJ «Huanghua Promisee Dental Co., Ltd.»
Mould Industry Garden, Empolder Section, Huanghua, 061100 Hebei, Kman
Ten: +86-317-8882702 (Daxc: +86-317-8881708
IEu lREPl MedNet EC-REP GmbH
I UKRP |MediMap Ltd

Borkstrasse 10, 48163 Muenster, repMamui
2 The Drift, Thurston, Suffolk IP31 3RT, CoejumeHHoe KopojieBCTBO

III. KOHCTpyKUHH, CBOHCTBa H oSjiaCTb npHIYieneHHfl H3^eJ1HH

H3Aejine HMeeT onopHyio KOHCTpyKnmo, KOTopaa yAep>KHBaeT HH5KHIOK) nejnocTb B OTKpbiTOM nojio>KeHHH.
nocTaBjiaeTca HecTepHJibHbiM.

IV. IIpe/inojiaraeMoe ncnojib30BaHne
Bo Bpeivui BbinojTHeHHH CTOMaTOJiorHHecKHx npoi^e^yp H3ACJme noMemaiOT MeiKjsy 3y6aMH naijneHTa, MTOSH
yflep)KHBaTb pOT OTKpbITbIM.
V. MeTO/iHKa npnivieHeHHH
1. Bo BpeMa BbinojiHeHm CTOMaTOJiormecKHx npoijeAyp BbiSHpaifre noAxojuuny*o Moztejib B COOTBOTCTBUH C
pa3MepoM pTa naijneHTa.
2. nonpocnTe nanneHTa oncpbiTb poT. YcTaHOBHTe noAAep^cnBaiomyK) meKy uacTb CTOMaTOJiorHHecicoro

peTpaKTopa c OAHOH CTopoHbi, 3aTeM aKKyparao yCTaHOBHTe c Apyron CTopoHbi H HeMHoro OTperyjinpyHTe.
vi. A
1. HepeA ncnojib30BaHneM ySeArrrecb, HTO npoAyKijHfl HHCxaa.
2. EyAbTe ocTopo^cHbi npn ycTaHOBKe HJIH CHHTHH CTOMaTOJiormecKoro peTpaKTopa, HTO6H H36e)KaTb

noBpe^eHna TKaHen nonocra pTa naijneHTa.
3. npOAyKLI,HH MO^CeT HCnOJlb30BaTbCa TOJIbKO KBajlH4)HU,HpOBaHHbIM MeAHIJHHCKHM IiepCOHajIOM.
4. npoAyKu,Hio 3anpemeHO Hcnojib30BaTb, Kor^a oHa HaxoAHTca B noBpe^meHHOM HJIH Ae4)°PMHP0BaHH0M
cocToaHHH HJIH ynaxoBKa HaxoAHTca B noBpe>K^eHHOM COCTOAHHH
5 . npoffyicijHfl Hcnojib3yeTca RJI% CTOMaTOJiorHnecKHx npoqê yp, no ĉajiyncTa, He Hcnojib3yHTe npoAyKijHK)

AJni Apyrnx nejieii.

6. npoAyKUHa npeAHa3HaneHa OAnopa30Boro Hcnojib30BaHH5i. no^canyHCTa, yranH3HpyHTe nocjie

HCnOJIb30BaHHiI B COOTBeTCTBHH C MeCTHbIMH npaBHJiaMH.
VII. MeTOA xpaHeHHH n o6cjiy?KHBaHnn
1. 3Ta npoAyKu AOjmeH xpaHHTbca B HHCTOM, cyxoM, npOBeTpHBaeMOM noMemeHHH npn KOMHaTHOH

TeMnepaType, oraocHTejibHOH Bjia^cHOCTH He 6ojiee 80% H 6e3 arpeccHBHbix ra30B.
2. H36eranTe nona^aHHa npaMbix cojiHeuHbix jiyneH.
3. npeAOTBpamaHTe BHeuiHee BbiAaBjiHBaHHe H Ae^opMamnio npn TpaHcnoprapoBKe H xpaHeHHH.
VIII. IIpoTHBonoKa3aHHn
JSfi CHX nop He BbiflBjieHO HHKaKHx npOTHBonoica3aHHH
IX. CnMBOJibi

ml r- r= s * *I 3 .. 2
r « -e fij% * 5
S "E n CL

* 3 a 2 e - s
a © s s5 U a* H a 3a 2- C aa jy.

C *«

CE MapKMpoexaH3roToanTenb

flaia npoM3BO,qcTBa MeflHiiHHCKoe M3flenne
npeACTaBmenb B
EBPONERTCKOM Co»03eI EU I REF I[LOT] KOA napTHH

CneAyMT© MHCTpyKUMflM
no npviMeHeHMioaCpOK rOflHOCTM

sa —F «t j a3 g
S a

A E)BHMMaHne HoMep MOAenn aa.
v ^CS 3 JS Bg s 5 5

E E 3 « 2 c ;5 s « 5 ®
B > s e; 2* u - -S 2 C S “ « s“ 3 S 12 C-I 2 flQ

32 OX G g “ * v
C S J ~ « S

S « r: z * C 5a a © 5 O ,3« — a a.* CL C
B * >» s H US ET

f - csfl H3roTOBneHO B KmaeXpaHHTb B cyxoM MOCTB = g
a -2 :K
c

Bepenb OT conHenHbix
nyneM

flpeAdaBUTenb B
CoeAMHeHHOM KoponeBCTBe[ UKRP 1
Tonbxo AOAHOPAAOEORO
npnMeHeHM»HecTepunbHO

Aepxcaib BBepxMMnopiep
yHUKa/lbHblM
MfleHTHChMKaTOp M3AenMfl

CepTuchMKaunfl
no IS013485ISO 13485j UDI



a ccJIaeomun PeTpaKTOp CTOMaTOJIOrHHeCKHH
HHCTpyKUHsi no npnMeHeHnio

YTBep>K^eHO 25 ceHTaSpA 2025 (B/4)
I. HanMeHOBaHne
HaiiruenoBaime npo^yKunn : Pempaianop cmoMamojiozuvecKUU (EJIOK npuKVCHoii )

MP01, MP01L, MP01M, MP01S
II. MJ «Huanghua Promisee Dental Co., Ltd.»
Mould Industry Garden, Empolder Section, Huanghua, 061100 Hebei, KuTau
Ten: +86-317-8882702 cbaKc: +86-317-8881708
I Eu lREPl MedNet EC-REP GmbH
I UKRP I MediMap Ltd
III. KOHCTpyKUHH, CBOHCTBa H oSjiaCTb npHMeHeHHH
PeTpaKTOp CTOMaTOJiorHHecKHH HMeeT onopHyio KOHCTpyKUHio, KOTOpaa yAep^cHBaeT HHACHIOK) neniocTb
B OTKpbiTOM nojio^ceHHH. H3AeAHe H3roTOBjieHO H3 TII3 (TepMonnacTHHHbiH 3jiacTOMep); noMemaeTCH
Me^K^y 3y6aMH nauneHTa, HTO6M AepAcaTb pOT OTKpbiTbiM H H36eAcaTb ycTanocTH, Bbi3BaHHOH

OTKpbiBaHneM pTa. TfeAeAne n3roTOBjieHO H3 njiacTHKa. ilBAfleTCA MHITCHM H 3AacTHHHbiM, HTO

oSecneHMBaeT KOM(})opT AAA nauneHTa npn KycaHnn.
IV. IIpe^nojiaraeMoe ncnojib30BaHne
Bo BpeMH BbinojiHeHHH CTOMaTOAornHecKnx npoueAyp H3AeAne noMemaiOT MOK^y 3y6aMH nauneHTa,
HToSbl yAep^HBaTb POT OTKpbiTbiM.
V. MeTO^HKa npmvieHeHHH
1. Bbi6epnTe noAxoAfliUHn pa3Mep menHoro peTpaicropa AJIA nauneHTOB B cooTBeTCTBnn c nx B03pacTOM.
2. noMecTOTe Ha Apyry10 CTopoHy o6pa6oTaHHoro 3y6a, no3BOAAA nauneHTy oxaTb ero
SOKOBbIMH 3y6aMH, HT06bI OTKpbITb pOT.

VI. A
1. IlepeA Hcnojib30BaHHeM ySeAHTecb, HTO npoAyxunA HHCTan.
2. npOAyKAHH MOACeT HCnOJlb30BaTbCH TOJIbKO KBajIH(J)HLi,HpOBaHHbIM MeAHUHHCKHM nepCOHaJIOM.
3. IIpoAyKUHIO 3anpemeHO ncnoAb30BaTb, Kor^a OHa HaxoAHTCA B noBpeACACHHOM HJIH

AE(})OpMHpOBaHHOM COCTOHHHH HJIH ynaKOBKa HaXOAHTCH B nOBpeHCACHHOM COCTOAHHH
4. npOAyKAHH Hcnojib3yeTCH CTOMaTOJiorHHecKHx npoueAyp, noAcaAyncTa, He ncnoAb3yiiTe
npoAyKAHio AAA Apyrnx ueAeif
5. npOAyKijHfl npeAHa3HaneHa AAA OAHopa30Boro ncnoAb30BaHHA. TtoAcajiyncTa, yTHAH3HpynTe nocAe
HCnOAb30BaHHH B COOTBCTCTBHH C MeCTHbIMH npaBHAaMH.
VII. MeTOA xpaHeHnn n oScjiyacnBaHHH
1. 3Ta npoAyKUHA AOAACCH xpaHHTbcn B HHCTOM, cyxoM, npoBeTpHBaeMOM noMemeHHH npn KOMHaraon

TeMnepaType, oraocnTeAbHon BAA^KHOCTH He 6oAee 80% H 6e3 arpeccHBHbix ra30B.
2. H36eranTe nonaAaHHH npHMbix coAHenHbix AyHen.
3. IlpeAOTBpamaHTe BHeuiHee BbmaBAHBaHne H Ae(J)opMaAHK) npn TpaHcnopTnpoBKe H xpaHeHHH.
VIII. IIpOTHBOnOKa3aHH51

J.1,0 CHX nop He BblABAeHO HHKaKHX npOTHBOnOKa3aHHH
IX. CHMBOJIbI

Borkstrasse 10, 48163 Muenster, TepMaHHA
2 The Drift, Thurston, Suffolk EP31 3RT, CoeAHHeHHoe KopoAeBCTBO
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m cJIo2omun PeTpaKTOp CTOMaTOJIOrHHeCKHH

HHCTPYKIJHH no npHMeHeHHH)

YTBep^eHO 25 ceHTuripn 2025 (B/4)
I. HanMeHOBaHne
HanMeHOBaHne npo/jyKijHH: Pempamiop cmoMamojioemecKUii (EJIOK npiiKVCHOii & R3biKodep.M,amejib )
EpeH* COTISEN
L f i J MP02, MP02L, MP02M, MP02S
II. «Huanghua Promisee Dental Co., Ltd.»
Mould Industry Garden, Empolder Section, Huanghua, 061100 Hebei, Km-aii
Ten: +86-317-8882702 cbaKc: +86-317-8881708
Lfu 1 BEP 1 MedNet EC-REP GmbH
| UKRP 1 MediMap Ltd
III. KoHCTpyKIJHH, CBOHCTBa H oSjiaCTb npHMeHeHHH H3ACJ1HH

PeTpaKTOp CTOMaTOJIOrHHeCKHH HMeeT onopHyio KOHCTpyKIJHIO, KOTopan y^epmiBaeT HH>KHK)K) nejiiocTb B

OTKPBITOM nojio ĉeHHH. OH npocT B Hcnojib30BaHHH. OH no3BOJiaeT H30e>KaTb nyBCTBa ycTanocTH nanHeHTOB, a
TaioKe 3aiiiHTHTb H3HK OT noBpe^eHHH BO BpeMM jieneHiM. Hŝ ejrae H3roTOBjieHO H3 njiacTHKa. ^BjiaeTca MHTKHM
H ojiacTmiHbiM, HTO oSecneHHBaeT KOMtJiopT £jra naijneHTa npn KycaHHH. itebiKOjiep^KaTejib MO>KCT Hcnojib30BaTbcn

^jia npejiOTBpameHHa jxBuyKQnmi n3biKa, HTO6M noMOHb naijneHTy H36e âTb ycTanocTH, Bbi3BaHHOH OTKpbiTHeM
pTa.

IV. IIpe/jnojiaraeMoe Hcnojib30BaHne
Bo BpeMn BbinojiHeHHn CTOMaTOJiormecKHx npoijeAyp H3^ejiHe noMemaiOT MQTKAY 3y6aMH naijHeHTa, HTO6M

yjiep^KHBaTb POT OTKpbITbIM.
V. MeTo^HKa npHMeHeHHH
1 . Bbi6epHTe noAxoAnmnn pa3Mep 6jioi<a npHKycHoro J\JIK naijneHTOB B COOTBCTCTBHH C HX B03pacTOM .

2 . OoMecTHTe mjjejiHe Ha^pyryio CTopoHy o6pa6oTaHHoro 3y6a, no3BOJHm naijneHTy OKarb ero SOKOBMMH 3y6aMH,
HTOGbl OTKpbITb pOT.
3 . EJIOK npHKycHOH H H3biKOjiep5KaTejib KOMriHHHpyiOTCfl npn ncnojib30BaHHH. ripn jieneHHH npaBbix 3>6OB
BBI6epHTe npaBbiii H3biKO êp^KaTejib e SyKBoii R, HanenaTaHHoii JIJIH 3amrrrbi n3biKa, H nonpoenre nattneHTa
npHKycHTb 6JIOK npHKycHOH jieBbiMH GOKOBBIMH 3y6aMH. H Hao6opoT, npn jieneHHH jieBbix 3Y6OB Bbi6epHTe
>i3biKo^ep>KATEJIB c HanenaTaHHbiM L^JHI 3amHTbi n3biKa H nonpocnre nauHeHTa npHKycHTb ee npaBbiMH 6OKOBMMH

3y6aMH.
vi. A
1 . Ilepe^ Hcnojib30BaHHeM yGejiHTecb, HTO npo,zjyKijrra HHCTaii .

2 . npo^yKLiHfl MÔ ceT Hcnojib30BaTbca TOJibKO KBajiH(J)HijHpoBaHHbiM MCJIHIJHHCKHM nepcoHajiOM.

3 . IlpojiiyKnHio 3anpemeHO Hcnojib30BaTb, Kor â OHa Haxo^HTca B noBpe^eHHOM HJIH jie4)opMHpoBaHHOM
COCTOflHHH HJIH ynaKOBKa HaXOJIHTCa B nOBpe^C^eHHOM COCTOHHHH
4. Opo^yKLiHa Hcnojib3yeTCn JIJIH CTOMaTOJiorHHecKHx npoijejiyp, notaryHCTa, He Hcnojib3VHTe npojiyKijHK) ^jia

^pyrnx uejieii.
5 . FIpô yKijHii npeAHa3HaneHa ^JIH o#Hopa30Boro Hcnojib30BaHira. no ĉajiyiiCTa, yTHjiH3HpyiiTe nocjie

HCnOJIb30BaHHH B COOTBCTCTBHH C MeCTHbIMH npaBHJiaMH.

VII. MeTOfl xpaHeHHH H oScjiyncHBaHHH
1 . 3Ta npo^yKi^Ha jiojnKeH xpaHHTbCH B HHCTOM, eyxoM, npOBeTpHBaeMOM noMememm npn KOMHATHOH

TEMNEPATYPE, OTHOCHTejibHOH BjiaacHOCTH He 6ojiee 80% H 6e3 arpeecHBHbix ra30B.

2 . LLGeraifre nonajjaHiui npuMbix eojiHenHbix jiyneii.

3 . npe^OTBpamaiiTe BHeniHee BbijjaBjiHBaHHe H #ec|)opMaijHio npn TpaHcnopTHpOBKe H xpaHeHHH.

VIII. IIpOTHBOnOKa3aHHH
JSp CHX nop He BbMBjieHO HHKaKHx npoTHBonoKa3aHHH
IX. CHMBOJIbI

Borkstrasse 10, 48163 Muenster, TepMamM
2 Tlie Drift, Thurston, Suffolk IP31 3RT, Coe^HHeHHoe KopojieBCTBO
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a ceJlozomun MHKpoannjiHKaTop
HHCTpyKpHH no npHMCHCHHM)

YTBep>K^eHO 27 ceHTaSpa 2025 (A/2)
I. HaHMeHoeaHne
HanivieHOBaHHe npo/jyiojHH : MuKVoanruiUKamop
HD MA01, MA01R, MAOIF, MA01SF, MAOIK, MA02, MA02R, MA02F, MA02SF, MA02K, MA03,
MA03R, MA03F, MA03SF, MA03K, MA06, MA06R, MA06F, MA06SF, MA06K, MA07, MA07R, MA07F,
MA07SF, MA07K, MA08
II. 'll «FIuanghua Promisee Dental Co., Ltd.»
Mould Industry Garden, Empolder Section, Huanghua, 061100 Hebei, Kman
Teji: +86-317-8882702 (Daicc: +86-317-8881708

EU REP MedNet EC-REP GmbH
[ MediMap Ltd

Borkstrasse 10, 48163 Muenster, TepMaHra
2 The Drift, Thurston, Suffolk IP31 3RT, Coe^HHeHHoe KoponeBCTBO

III. KoHCTpyiojHH, CBoiiCTBa n oSjiacTb npHiMCHeHHH npo^yKpnn
OH COCTOHT H3 CTepmra H meTHHbi. MHKpoannjiHKaTop HMeeT 4)opMy ruiacTHKOBOH pyuKH H nojiHaMHAHbie

BOpCHHKH. 3lO H3ACJIHe HCnOJIb3yeTC5I HaHeCeHHH CTOMaTOJIOrHHeCKHX MaTepHajlOB, TaKHX KaK TpaBHTejIb,
a^re3HB H T.A. Ha 3y6bi BO BpeMa CTOMarojiorHHecKoro jieueHHa. SicoHOMHHHoe OAHopa30Boe Hcnojib30BaHHe.
Yroji HaicnoHa H jxmma, MoryT 6biTb jierKO OTperyjiHpoBaHbi no Mepe HCOOXOAHMOCTH.
IV. IIpeflnojiaraeMoe ncno.ibiOBaHne

3TO H3ACJiHe RJW HaHeceHra CTOMaTOJiorHHecKHx MaTepnajiOB BO BpeMa CTOMaTOJiorHuecKoro jreueHHa.
V. MeTO^HKa npHMeHemm
1. BbiHbTe annjiHKaTop, B03bMHTecb 3a CTep>xeHb H npHMHTe ero B yAoSHoe AJIA npana H MeAcecTpbi
nojio^ceHHe. noMecTHTe rojiOBKy annjiHKaxopa B KOHTeHHep c MaTepHajiOM H B03bMHTe ero.
2. TojiOBKa anruiHKaTopa OTHOCHTejibHO He6ojibmaa H Mom 6biTb npoMa3aHa MaTepnajiOM HecKOJibKO pa3,
noxa MaTepnan He 6yAeT AOJDKHbiM o6pa30M HaHeceH BO Bcex HeoSxoAHMbie MecTa.
3. B 3aBHCHMOcra OT MecTa HaHeceHra HaicjiOHHTe rojiOBKy annjiHKaTopa noA JiioSbiM yrjiOM RJIK yAo6cTBa
HCnOJIb30BaHHM.
4. Regular, Fine, Superfine, X-slim MO>KHO Bbi6parb B cooTBeTCTBHH c noTpeOHoeraMH.
vi. A
1. nepeA Hcnojib30BaHHeM y6eAHTecb, HTO H3Aejnre HHCToe.
2. 3anpemaeTca ncnojib30BaTb TOBap npn noBpe>KACHHH ynaKOBKH.
3. npoAyKAHa npeAHa3HaueHa AJIA OAnopa30Boro Hcnojib30BaHH5i. no^cajiyhcTa, yrajiH3HpyHTe nocjie

HCnOJIb30BaHHa B COOTBeTCTBHH C MeCTHbIMH npaBHJiaMH.
VII. MeTOA xpaHeHHH n o6cjiyjKHBaHnn
1. 3Ta npoAyKu;ra AOJMEH xpaHHTbca B HHCTOM, cyxoM, npOBeTpHBaeMOM noMemeHHH npn KOMHATHOH

TEMNEPATYPE, oraocHTejibHOH Bjia^KHOcra He 6ojree 80% H 6e3 arpeccnBHbix ra30B.
2. H36eranTe nonaAaHra npaMbix cojiHeuHbix jiyneii.
3. HpeAOTBpamaHTe BHeuiHee BbiAaBjiHBaHne H Ae^opMaipno npn TpaHcnoprapoBKe H xpaHeHHH.
VIII. IIpOTHBOnOKa3aHHSl

J\0 CHX nop He BblflBJieHO HHKaKHX npOTHBOnOKa3aHHH
IX. CnMBOJibi
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m ccJloeomun JIo>KKa OflHopa^OBan AJIH (InopiipoBamm
HHCTpyKijHa no npinvieHeHHio

YTBepjKAeHO 26 ceHTaSpa 2025 (A/3)
I. HamvieHOBaHne
HamvieHOBaHne npoayKunn: JJmtcm odHoycnomn dm cbmovuvoeamiH
K] DT01L, DT01M, DT01S, DT02L, DT02M, DT02S, DT03L, DT03M, DT03S
II. tttl «Huanghua Promisee Dental Co., Ltd.»
Mould Industry Garden, Empolder Section, Huanghua, 061100 Hebei, KuTau
Teji: +86-317-8882702 cpaicc: +86-317-8881708

EU REP MedNet EC-REP GmbH
I UKRP |MediMap Ltd

Borkstrasse 10, 48163 Muenster, TepMaHiis
2 The Drift, Thurston, Suffolk IP31 3RT, CoeAHHeHHoe KoponeBCTBO

III. KoHCTpyKUHH, CBoiiCTBa ii o6jiacTb npinvienennH npoayKunn
J1O>KKH 0AH0pa30Bbie AJia (JjTOpupoBaHua pa3JiHHHbix pa3MepOB npeACTaBjiaiOT cooou HHAHBHAyajibHO
noAOOpaHHbie JIOJKKH H3 neHonnacTa AJIH HaueceHna (])TopcoAep>Kamero rejia c ueabfo npocj)HjraKTHKn

Kapueca u VKpenjieHna CTpyKiypbi 3y6oB.
IV. npeanojiaraeivioe ncnojib30BaHne
Il3Aejnie ncnojib3yeTca Aaa HaHeceHua cj)TopcoAep>Kautero reaa AJia npeAOTBpameHna Kapueca 3y6oB
V. MeTOAHKa npmvieHeHHH
1 . 3anojiHHTe H3orHyiyK) KaHaBKy aceaaTHHOBOH Maccou, HanpuMep, MOIOIAHM cpeACTBOM HJIH 3amuTHOu
(|)TopcoAep>Kameu KpacKou.
2. He ABurauTe o6e CTopoHbi H3Aeaua. Caoacure H3Aeaue nonojiaM nocepeAHHe, Hxoobi ooecnenuTb

MaKCHMaabHoe B03AeucTBue Ha BepxHioio u HH>KHK)IO nemocTH.
noMecTUTe aoacKy B poT u npuKycuTe Ty nacTb KaHaBKH, KyAa 6biaa BBeACHa reaeBaa Macca, Ha 1-4
MHHyTbl, HTo6bI OHHCTHTb 3y6bl HaH 3autHTHTb HX c|)TOpCOAep>KamHM cpeACTBOM.

vi. A
1. JlnijaM, He HMeiomHM npaBa Ha MeAHijHHCKoe jieneHHe, 3anpemaeTC5i nojib30BaTbca HM.

2. 3anpemaeTCH Mcnojib30BaTb TOBap npn ero noBpe^KAeHHH HJIH Ae(})opMaijHH, aTaioxe npn noBpe^eHHH
ynaKOBKH.

3. Koma OTOT NPOJJYKT ncnojib3yeTC5i RJW HHCTKH 3y6oB H 3amHTbi OT (jyropa, ncmajiyiiCTa, He Hcnojib3yHTe
3TOT npoAyKT HHane, neM no nepBOHanajibHOMy Ha3HaneHHK).
4. 3TOT npoAyKT npeAHa3HaneH RJW OAHopa30Boro Hcnojib30BaHH5i, no^ajiyiiCTa, YTHJIH3npyHTe nocjie

HCn0JIb30BaHH5I B COOTBeTCTBHH C MeCTHbIMH npaBHJiaMH.
VII. MCTOA xpaHeHHH H o6cjiy?KHBaHiiH
1. 3Ta npoayKUHfl AOjmeH xpaHHTbcn B HHCTOM, cyxoM, npOBeTpiiBaeMOM noMemeHHH npn KOMHaTHOH

TeMnepaType, OTHOCirrejibHon Bjia^cHOCTH He Gojiee 80% H 6e3 arpecciiBHbix ra30B.
2. H36eraiiTe nonaAaHiw np^Mbix cojiHenHbix jiynen.
3. npeAOTBpamiaHTe BHeuiHee BbmaBjiHBaHHe H Ae^opMaqnio npn TpaHcnoprapoBKe H xpaHemiH.
VIII. IIpOTHBOnOKa3aHHSI

flo CHX nop He BbiHBjieHO HuxaKHx npoTHBonoKaaaHHH
IX. CHMBOJIBI
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a ccJlozomun H3ACJ1HR H3MepHTejlbHbie AJIH CTOMaTOJIOrHH

HHCTpyKUHH no npHMeHeHHH)

YTBep^meHO 26 ceHTaSpfl 2025 (A/2)
I. HanMeHOBaHne
HanMeHOBaHne nponyKiinn : Esdeium ii3MeyumejibHbie dim cmoMCimojioenn OIuHeiim 3HdodownuHecKcm
dm KcmuCypoGKU zymmanepveebix nimucpmoe)
00 BF0517
II. /:iJ «Huanghua Promisee Dental Co., Ltd.»
Mould Industry Garden, Empolder Section, Huanghua, 061100 Hebei, KuTan
Ten: +86-317-8882702 Oaxc: +86-317-8881708

Borkstrasse 10, 48163 Muenster, repMaHHH
III. KoHCTpyiajHH, csoncTBa n oSnacTb npHMeHeHHH npô yKiiHH
H3nejiue H3roTOBjieHO H3 nupKOHueBOH KepaMHKH c Anana30HOM nnHHbi 30MM H AuaMeTpoM KOHyca
OT 20 jxo 80 MM (xpOMe 65), HMeeT Bcero 11 KOHHneCKHX OTBepcraH, Ha KOTOpbix MO^KHO H3MepHTb
AHaMeTp HeoSxOAHMOrO KOHHHKa.

IV. IIpennojiaraeMoe ncnojib30BaHHe
B OCHOBHOM Hcnojib3yeTC5i njifl H3MepeHH5i ^jiHHbi nyjibno3KCTpaKTopa / BHyTpHKaHaubHoro (J)aHjia /
BepxyuiKH necHbi B npouecce CTOMarojiorHHecKoro jieneHHfl.
V. MeTonnKa npHMeHeHHH
1. Hpn ucnojib30BaHHH npocTO BCTaBbTe KOHHHK ryTTanepneBoro uiTH(|)Ta B cooTBeTCTByromee
KOHunecKoe OTBepcTue, a H3JIHHIKH ryTranepneBoro iHTHcJyra SbiCTpo cpe^cbTe jie3BneM BAOjib oSpaTHon
CTOpOHbl.
2. noMecTHTe noAroTOBjieHHbiii ryTTanepneBbiH IHTH(|)T B oSnacTb H3MepeHH5i, HToSbi H3MepHTb AJiHHy H

cooTHec c cooTBeTCTByiomcH paSoneii RJIHHOH.
3. Ero MO^CHO Hcnojib30BaTb noBTopHO. J.\JI% nojiyneHHfl 6ojiee noApoGHoii HH(J)opMauHH CM.
HncmpyKiiuu no o6pa6oniKe (MHoeopcuoebie MedumwcKue U3dejiuji) .

VI. A
1. nepejt Hcnojib30BaHHeM y6eAHTecb, HTO H3AejiHe HHCToe.
2. SanpemeHO Hcnojib30BaTb JIIOA^M 6e3 MeAHijHHCKOH KBajiH(J)HKaLi,HH.
3. He Hcnojib3yHTe H3Aejine npn noBpe^KACHHH ynaKOBKH.
4. 3TO H3ACHHe Hcnojib3yeTC5i Ana jieneHHfl nonocTH pTa. no^cajiyucTa, He Hcnojib3yuTe OTO H3Aejme He
no Ha3HaneHHK).
VII. MeTon xpaHeHHH H oScjiyacHBaHHH
1. 3Ta npoAyKUHH AOjmeH xpaHHTbca B HHCTOM, cyxoM, npoBeTpHBaeMOM noMemeHHH npn KOMHaraon

TeMnepaType, OTHOCHTejibHon Bjia>KHOCTH He 6onee 80% H 6e3 arpeccuBHbix ra30B.
2. H36erauTe nona^aHnn np^Mbix cojmeHHbix jiyneH.
3. npe^OTBpamaHTe BHeuiHee BbmaBjiHBaHHe H Ae^opMaitnio npn TpaHcnoprapoBKe H xpaHeHHH.
VIII. HpOTHBOnOKa3aHHH
JJp CHX nop He BbIHBJieHO HHKaKHX npOTHBOnOKa3aHHH
IX. CHMBOJIBI

MedNet EC-REP GmbHE U R E P

«1 C CE MapKMpOBKaM3roTOBHTenb

MD MeA^MUHCKoe M3Aenneflaia npon3BOACTBa
npeACTaBUTenb B

EBPONEMCKOM Cof03e[LOT| | EU |REP|KOA napTnn

CneAy^Te MHCTpyKL|MnM no
npuMeHeHMfoa2 CpOK TOAHOCTM

HoMep MOAennBHMMaHne

f dl M3roTOBneHO B KmaeXpamiTb B cyxoM Mecie

El flepwaTb BB6pxEepenb OT conHenHbix nynei/1

A HecTepunbHO HMnopiep

CepTnc})HKai4Ma
no IS013485

YHMKanbHbm
MfleHTMcfcuKaTOp M3,qenun ISO 13485UDI



HHCTpyKUHH no o6pa6oTKe (MHoropa30Bbie Me^nunHCKne H3Aejinfl)

H3roTOBHTejib: «Huanghua Promisee Dental Co., Ltd.»
H3Aejine(n): H3ACAHA n3MepnTejibHbie RJW CTOMaroAornn (JlnHenKa 3HAOAOHTHnecKaA A.M

KANNSPOBKH ryTTanepneBbix UITH(J)TOB)
Mo^ejib: BF0517
nPEAynPE^KAEHim • npH CTepnjiH3aAHH 3Toro H3ACAHA, noAcaAyncTa, noMecTMTe ero B

CTEPHJTH3aTOp B ropH30HTajlbH0M nOJlO^KeHHH
• He Aep^KHTe H3Aejme 6AH3KO K MeTajuinnecKon CTeHKe CTepujiroaTopa BO

BpeM5I CTepHJlH3aiJHH

HHCTPYKI^HH
OnncTKa BpynHyio

npeABapHTejibHa^ onncTKa: HcnoAb3ynTe npoTOHHyio BOAy H mency Rim HHCTKH,
HToSbi yAajiHTb miTHa Ha noBepxHOCTH H3ACAHA.
ABTOMaTH3HpOBaHHO
• 3H3HMHan npOMbiBKa: 3aMOHHTe onniACHHoe H3Aejnie B (J)epMeHTHOM pacTBope,
noTpHTe ero IACTKOH A.M HHCTKH H oSpaSoTaifre yAbrpa3ByKOM B TeneHne 3-5 MHHyT
(noAcaAyncTa, oSparnTecb K HHCTPYKAHH no npHMeHeHHK) npon3BOAHTeAA Moiomero
cpeACTBa AJin noAyneHHA HH^opMaitHH o KOHAeHTpaunn, TeMnepaType, BpeMeHH
B03ACHCTBH5I).
• nojiocKaHne: HPOTOHHOH BOAOH.
• OKOHHaTeAbHa^ npOMbiBKa: ^HCTHAAHpOBaHHOH HAH ACMHHepaAH30BaHH0H BOAOH

CyrnaT caA(^eTKaMH c HH3KHM coAepAcaHneM Bopca.CyuiKa

YnaKOBbiBaHne noAOACHTe H3ACAHe B naxeT A^ CTepHAH3au,HH H 3anenaTaHTe ero OTACABHO

•napoBon aBTOKjiaB. H,HKA: 900ceK., 134°C, cymxa 600ceK. (cAeAyuTe HHCTPYKAHAM
npOH3BOAHTeAA aBTOKAABa).
• npH CTepHAH3aAHH H3ACAHe CACAyCT nOMeCTHTb B CTepHAH3aTOp B

ropH30HTaAbH0M nOAOACCHHH. (nOCAe CTepHAH3aAHH OTKpOHTe ABepAy
CTepnAH3aTOpa H npoBeTpHTe noMemeHne. nocAe Toro xax nap noAHOCTbio BbiHAeT,
AOCTaHbTe H3AeAne, KorAa OHO ocTbrneT !)

CTepnjiH3aijHH

1. 3Ta npOAyKAHA AOAACHa XpaHHTbCA B HHCTOM, CyXOM, npOBeTpHBaeMOM
noMemeHHH npn KOMHaTHOH TeMnepaType, oraocnTeAbHon BAA>KHOCTH He 6oAee
80 % H 6e3 arpeccHBHbix ra30B.
2. H36eraifre nonaAaHHA np̂ Mbix coAHenHbix Aynen.
3. npeAOTBpaTHTb BHeniHee BbiAaBAHBaHne n Aec^opMaumo npn TpaHcnopTnpoBKe H

xpaHeHHH.

XpaHeHne

Mould Industry Garden, Empolder Section, Huanghua, 061100 Hebei, KnTan
www.promiseedental.com

KOHTaKTbl
H3rOTOBHTeAH TeA: +86-317-8882702

Email: info@promiseedental.com

HanivieHOBaHHe npon3BOACTBeHHon njiomaAKn: «Huanghua Promisee Dental Co., Ltd.».
YnoAHOMOHeHHbin npeACTaBHTeAb npon3BOAHTejiH B PecnySjinKe Eejiapycb:
3AO «EejiMeAnocTaBKa» (225730, EeAapycb, EpecTCKan oOjiacTb, TTHHCKHH paiioH, A.TTHHKOBHHH,
yji. UonepeHHan 36)



m c eJloeomun H3MepHTejibHbie AJIH CTOiviaTOJioniii
HHCTpyKUHH no npnivieHeHHM)

YTBep>KfleHO 26 ceHTaSpa 2025 (A/2)
I. HanmeHOBaHne
HamvieHOBaHiie npoayKUHn: H3demm n3MepumejibHbie dim cmoMamo/ioauu fllodcmaeKa (mimiim)
3H()O0OumUMeCKUH } )
UD BF03A, BF03B
II. ml «FIuanghua Promisee Dental Co., Ltd.»
Mould Industry Garden, Empolder Section, Huanghua, 061100 Hebei, KnTan
Ten: +86-317-8882702 OaKc: +86-317-8881708

MedNet EC-REP GmbH Borkstrasse 10, 48163 Muenster, TepMaHun
III. KOHCTpyKiJHH, CBOHCTBa H o6jiaCTb npHMeHCHHH npOAyKI|HH

3TO H3Aejiue COCTOHT H3 100% PA-MaTepuana. OHO nereoe H KOMnaKTHoe.

IV. npê nojiaraeMoe ncnojib30BaHHe
B OCHOBHOM Hcnojib3yeTcn Ann H3MepeHnn A-nnHbi nyjibno3KCTpaicropa / BHyTpHKaHanbHoro (J)aHjia /
BepxyniKH necHbi B npouecce CTOMaTOJiorHHecicoro jieneHHn.
V. MeTO/iHKa npmvieHeHmi
1 . HroSbi H3MepHTb AJiHHy nyjibnooKCTpaKTopa / BHyTpnKaHajibHoro (fmiijia, noMecTHTe cj)aHji B

cooTBeTCTByiomyK) H3MepuTejibHyK) imcany, pacnononcHTe ero c noMombio M^raon npoioiaAKH, a 3aTeM

noATBepAHTe Aanee Ha H3MepHTejibHoii niKane. Hpn H3MepeHHH BepxyniKH AecHbi noMecTHTe ero
HenocpeACTBeHHO B H3MepuTejibHyK) micajiy . 3TO MonceT ynpaBjnrrbcn nanbijeM npn ucnojib30BaHHH
JIHHeHKH.

2. Ero MO>KHO Hcnojib30BaTb noBTopHO. jin nojiyneHun 6onee noApoGHOH MH^opMaijHH CM.
HncmpyKiiuu no o6pa6oniKe (MHOEOPA3oeme Medui^uncKue U 3denun) .

vi. A
1. nepeA Hcnojib30BaHueM yOeAHTecb, HTO H3ACJTHC HHCTOC.
2. SanpemeHO Hcnojib30BaTb JIIOA^M 6e3 MeAHAHHCKOH KBajiH(f)HKauHH.
3. He Hcnonb3yHTe H3Aejme npn noBpencAeHHH ynaKOBKH.
4. 3TO H3ACJiHe Hcnojib3yeTcn AJHI JIENEHHA nonocra pTa. noncanyiiCTa, He Hcnojib3yHTe 3TO H3ACJiHe He
no Ha3HaHeHmo.
VII. MeTOA xpaHeHHH H oScjiyauiBaHHH
1. 3Ta npoAyKiuifl AOJinceH xpaHHTbcn B HHCTOM, cyxoM, npoBeTpuBaeMOM noMemeHHH npn KOMHaraoH

TeMnepaType, OTHOCHTejibHOH BjiancHOCTH He 6onee 80% H 6e3 arpeccuBHbix ra30B.
2. H36eraiiTe nonaAaHnn npnMbix cojiHenHbix jiyneH.
3. npeAOTBparuaHTe BHeuiHee BbiAaBjiHBaHHe H Ae^opMaumo npn TpaHcnopTupoBKe H xpaHemiH.
VIII. IIpoTHBonoKa3aHHa

flo crrx nop He BbinBjieHO HHKaKnx npOTHBonoica3aHHH
IX. CllMBOJlbl

«1 C CE MapKiapoBKaM3roTOBHTerib

MeAHL4MHCKoe u3AenneflaTa npoi/i3BOACTBa

npeACTaBUTenb B
EBponeticKoivt CoioaeLOT] I EU |REP|KOA napTMM

CneAyMTe HHCTpyKLinnM no
npi/iMeHeHwoaCpOK TOAHOCTM

# HoMep MOAennBHMMaHne

f (W1 M3roTOBneHO B Ki/rraeXpaHMTb B cyxoM MecTe

m flepwaTb BBepxEepenb OT conHeMHbix nyMew

HecTepunbHO HMnopTep

CepTMC^HKapun
no IS013485

yHMKanbHbIM

MfleHTMCf)MKaTOp H3flemw ISO 13485UDI



HHCTpyKUHH no o6pa6oTKe (MHoropa30Bbie Me^nunHCKne H3Aejinfl)

H3roTOBHTejib: «Huanghua Promisee Dental Co., Ltd.»
H3Aejine(n): H3ACAHA H3MepnTeAbHbie AAA CTOMaTOAornn (IIoACTaBKa (jiHHeHKa) 3HAOAOHTHnecKaA))
MoAejib: BF03A, BF03B
nPE^ynPE^CAEHim • ripn CTepHjiH3aitHH 3Toro H3AeAHA, no^cajiyncTa, noMecraTe ero B

CTepHJlH3aTOp B ropH30HTajlbH0M nOAOACeHHH
• He Aep>KHTe H3Aejrne 6AH3KO K MeTajuinHecKOH CTeHKe CTepnjin3aT0pa BO

BpeMH CTepHJlH3aAHH

HHCTPYKIXHH
OnncTKa BpyHHyio

HpeABapHTejibHan onncTKa: Hcnojib3yHTe npoTOHHyio BOAy H meTKy AAH HHCTKH,
HToSbi yAajiHTb rorraa Ha noBepxHOCTH H3ACAHA.
ABTOMaTH3npOBaHHO
• 3H3HMHaH npOMbiBKa: 3aMOHHTe onniACHHoe H3Aejme B (J)epMeHTHOM pacTBope,
noTpHTe ero IACTKOH RJI% HHCTKH H o6pa6oTaifre yAbTpa3ByKOM B TeneHne 3-5 MHHyT
(noAcaAyncTa, oSparnTecb K HHCTpyKunn no npHMeHeHHio npon3BOAHTejiH Motomero
cpeACTBa AAA noAyneHHA HH(f)opMauHH o KOHueHTpaunn, TeMnepaType, BpeMeHH
B03ACHCTBHH).
• nOJIOCKaHHe: npOTOHHOH BOAOH.
• OKOHHaTeAbHan npOMbiBKa: /jHCTHAAHpOBaHHOH HAH AeMHHepaAH30BaHH0H BOAOH

Cymar caA^eTKaMH c HH3KHM coAepAcaHneM Bopca.CyuiKa
ynaKOBbisaHne noAO>KHTe H3ACAne B naKeT J\JI% CTepnAH3auHH H 3anenaTaHTe ero OTAeAbHO

•napoBOH aBTOKjiaB. H,HKA: 900ceK., 134°C, cymxa 600ceK. (cAeAyHTe HHCTpyKAHAM
npOH3BOAHTeAH aBTOKAaBa).
• npn CTepHAH3au;HH H3A0Ane CAeAyeT noMecTHTb B CTepnAH3aTop B

ropH30HTaAbH0M nOAOACCHHH. (nOCAe CTepHAH3aiJ,HH OTKpOHTe ABepAy
CTepHAH3aTOpa H npoBeTpHTe noMemeHne. nocAe Toro KaK nap noAHOCTbK) BbinAex,
AOCTaHbTe H3A0Ane, KorAa OHO ocTbiHeT ! )

CrepHjiH3aijHH

1. 3Ta npOAyKIJHfl AOAACHa XpaHHTbCfl B HHCTOM, CyXOM, npOBeTpHBaeMOM
noMemcHnn npn KOMHaraoH TeMnepaType, OTHOCHTeAbHon BAA^CHOCTH He 6oAee
80 % n 6e3 arpeccHBHbix ra30B.
2. H36erairre nonaAaHHA npaMbix coAHenHbix Aynen.
3. npeAOTBpaTHTb BHeniHee BbmaBAHBaHne n Ae^opMaumo npn TpaHcnopTHpOBKe H

xpaHeHHH.

XpaHeHne

Mould Industry Garden, Empolder Section, Huanghua, 061100 Hebei, KnTan
www.promiseedental.com

KOHTaKTbl
H3rOTOBHTejIH TeA: +86-317-8882702

Email: info@promiseedental.com

HanivieHOBaHHe npon3BOACTBeHHon njiomaAKn: «Huanghua Promisee Dental Co., Ltd.».
ynoAHOMOHeHHbin npeACTaBHTejib npoH3BOAHTeAn B PecnySjiHKe Eejiapycb:
3AO «EeAMeAnocTaBKa» (225730, Eejiapycb, EpecTCKan oSjiacTb, TIHHCKHH paiioH, A.TTHHKOBHHH,
yji. IIonepeHHan 36)



cm ccJloeomun H3AejlHH H3MepHTejlbHbie A.)!*!CTOMaTOJIOrHH

HHCTpyKpHH no npHMeHeHHH)

YTBep>K^eHO 26 ceHTaSpfl 2025 (A/2)
I. HanMeHOBaHne
HanMeHoeaHne npoayKunn: Msdenun u3MeyumejibHue dun cmoMamojioeuu (Microdont )
GO BF04
II. «Huanghua Promisee Dental Co., Ltd.»
Mould Industry Garden, Empolder Section, Huanghua, 061100 Hebei, Kwrm
Teji: +86-317-8882702 OaKc: +86-317-8881708
1 EU 1 REP MedNet EC-REP GmbH Borkstrasse 10, 48163 Muenster, TepMaHmi
III. KOHCTpyKUHH, CBOHCTBa H oSjiaCTb npHMeHeHHH npOAyKUHH
3TO H3Aejiue COCTOHT H3 100% PA-MarepHajia. OHO jierKoe H KOMnaicraoe.

IV. npe^nojiaraeMoe ncnojib30BaHHe

B OCHOBHOM Hcnojib3yeTC5i jinn H3MepeHra ^jiHHbi nyjibno3KCTpaicropa / BHyTpmcaHajibHoro (J)aHjia /
BepxymKH ^ecHbi B npouecce CTOMaTOJiorHHecKoro jieneHHA.
V. MeTO^HKa npHMeHeHHH
1. HroSbi H3MepHTb AJmHy nyjibno3KCTpaKTopa / BHyTpHKaHajibHoro (fmiijia, noMecTHTe (j)aHji B

cooTBeTCTByiomyio H3MepHTejibHyK) niKajiy, pacnojio^cHTe ero c noMombK) Maricon npoioiaAKH, a 3aTeM

noATBep^HTe ^ajiee Ha H3MepHTenbHOH niKajie. Hpn H3MepeHHH BepxyuiKH ACCHH noMecTHTe ero
HenocpeACTBeHHO B H3MepHTejibHyK) uiKajiy.
2. Ero MO)KHO Hcnojib30BaTb noBTOpHO. nojiyHernia 6ojiee noApoSHoii HHC^opMaquH CM.
HncmpyKUfUU no o6pa6omKe (Mnoeopasosbie MeduûuncKue mdemin).

vi.A
1. HepeA Hcnojib30BaHHeM ySeAHTecb, HTO H3ACAHe HHCToe.
2. SanpemeHO Hcnojib30BaTb JIIOA^M 6e3 MCAHAHHCKOH KBajiH(|)HKaitHH.
3. He Hcnojib3yHTe H3Aejnie npH noBpe>KACHHH ynaKOBKH.
4. 3TO H3ACAHe HcnoAb3yeTC5i jieneHHa nojiocTH pTa. no^ajiyiiCTa, He Hcnojib3yHTe 3TO H3Aejine He
no Ha3HaneHmo.

VII. MeTOA xpaHeHHH H o6cjiy?KHBaHHH

1. 3Ta npOAyKUHM AOJIACeH XpaHHTbCH B HHCTOM, CyXOM, npOBeTpHBaeMOM nOMemeHHH npH KOMHaTHOH

TeMnepaType, OTHOCHTejibHOH Bjia:>KHOCTH He 6ojiee 80% H 6e3 arpeccHBHbix ra30B.
2. H36eraiiTe nonaAaHna npaMbix cojiHenHbix jiyneH.
3. HpeAOTBpamanTe BHeniHee BbiAaBjiHBaHHe H Ae^opMaijHio npn TpaHcnoprapoBKe H xpaHeHHH.
VIII. IIpOTHBOnOKa3aHHH

Ro CHX nop He BbiaBjieHO HHKaxnx npoTHBonoKa3aHHH
IX. CHMBOJlbl

«1 C CE MapKnpoBKaM3roTOBmenb

HI MeflMLinHCKoe n3flenneflaTa npon3BO,qcTBa

npeflCTaBUTenb B
EBponeticKOM Coioae| EU [ R E P |LOT Ko,q napTMM

Cne,qyi7rre nHCTpyKL(nnM no
npi/iMeHeHMtoy CpOK rOflHOCTM

# HoMep MOflenwBHMMaHne

f H3roTOBneHO B KutaeXpaHMTb B cyxoM MecTe

flepxotb BBepxBepenb OT conHe^Hbix nyMei/i

HecTepunbHO HMnopiep

CepTMtfinKaunn
no IS013485

yHMKanbHbiia
MfleHTnttMKaTOp n3,qennH ISO13485UDI



HHCTpyKUHH no o6pa6oTKe (MHoropa30Bbie Me^nunHCKne H3Aejinfl)

H3roTOBHTejib: «Huanghua Promisee Dental Co., Ltd.»
H3Aejine(n): H3ACAHA H3MepnTeAbHbie AAA CTOMaTOAornn (Microdont)
MoAejib: BF04
nPE^ynPE^CAEHim • ripn CTepHjiH3aitHH 3Toro H3Aeji , no^cajiyncTa, noMecraTe ero B

CTEPHJLH3aTOp B ropH30HTajlbH0M nOAOACeHHH
• He Aep)KHTe H3Aejme 6AH3KO K MeTajuinHecKOH CTeHKe CTepnjin3aTOpa BO

BpeMH CTepHJlH3aiJHH

HHCTPYKIXHH
OnncTKa BpyHHyio

HpeABapMTejibHan onncTKa: Hcnojib3yHTe npoTOHHyio BOAy H meTKy AAH HHCTKH,
HToSbi yAajiHTb rorraa Ha noBepxHOcra H3ACAHA.
ABTOMaTH3npOBaHHO
• 3H3HMHaH npOMbiBica: 3aMOHHTe onniACHHoe H3AeAne B (J)epMeHTHOM pacTBope,
noTpHTe ero IACTKOH RJI% HHCTKH H o6pa6oTaifre yjibTpa3ByKOM B TeneHne 3-5 MHHyT
(no^cajiyncTa, oSparnTecb K HHCTpyKunn no npHMeHeHHio npoH3BOAHTejra Motomero
cpeACTBa AAA noAyneHHA HH(f)opMauHH o KOHueHTpaunn, TeMnepaType, BpeMeHH
B03AeHCTBHfl).
• nOJTOCKaHHe: npOTOHHOH BOAOH.
• OKOHMaTejibHaa npOMbiBKa: /JncTHAAnpoBaHHon HAH AeMHHepajiH30BaHHon BOAOH

CyrnaT caA^eTKaMH c HH3KHM coAepAcaHneM Bopca.CyuiKa
ynaKOBbisaHne nojiomrre H3ACAne B naxeT J\JI% CTepHjiH3aijHH H 3anenaTaHTe ero OTAeAbHO

•napoBOH aBTOKAaB. H,HKA: 900ceK., 134°C, cymxa 600ceK. (cAeAyHTe HHCTpyKAHAM
npOH3BOAHTeJIH aBTOKAaBa).
• npn CTepHAH3au;HH H3Aejine CAeAyeT noMecTHTb B CTepnAH3aTop B

ropH30HTaAbH0M nOAOACCHHH. (nOCAe CTepHAH3aiJ,HH OTKpOHTe ABepAy
CTepHAH3aTOpa H npoBeTpHTe noMemeHne. nocAe Toro KaK nap noAHOCTbK) BbinAex,
AOCTaHbTe H3AeAne, KorAa OHO ocTbiHeT ! )

CTepHAH3ai|nn

1. 3Ta npOAyKAHA AOAACHa XpaHHTbCA B HHCTOM, CyXOM, npOBeTpHBaeMOM
noMemcHnn npn KOMHaraoH TeMnepaType, OTHOCHTeAbHon BAA^CHOCTH He 6oAee
80 % n 6e3 arpeccHBHbix ra30B.
2. H36erairre nonaAaHHA npaMbix coAHenHbix Aynen.
3. npeAOTBpaTHTb BHeniHee BbiAaBAHBaHne n Ae^opMaumo npn TpaHcnopTHpOBKe H

xpaHeHHH.

XpaHeHne

Mould Industry Garden, Empolder Section, Huanghua, 061100 Hebei, KnTan
www.promiseedental.com

KOHTaKTbl
H3rOTOBHTejIH TeA: +86-317-8882702

Email: info@promiseedental.com

HanivieHOBaHHe npon3BOACTBeHHon njiomaAKn: «Huanghua Promisee Dental Co., Ltd.».
ynoAHOMOHeHHbin npeACTaBHTejib npoH3BOAHTejin B PecnySAHKe Eejiapycb:
3AO «EejiMeAnocTaBKa» (225730, Eejiapycb, EpecTCKan oSjiacTb, TIHHCKHH paiioH, A.TTHHKOBHHH,
yji. IIonepeHHan 36)



cm cJloeomun H3MepHTejibHbie AJIH CTOiviaTOJioniii

HHCTpyKUHH no npnivieHeHHM)

YTBep>KfleHO 26 ceHTaSpa 2025 (A/2)
I. HanmeHOBaHne
HamvieHOBaHiie nponyKunn: Hideami iiJMeptime.ibiibie dm cmoMamoiiozuu (Jluneiim mOoOowmmecKan
na ncuiev )
UD BF05
II. ml «Huanghua Promisee Dental Co., Ltd.»
Mould Industry Garden, Empolder Section, Huanghua, 061100 Hebei, KuTau
Ten: +86-317-8882702
IEU M MedNet EC-REP GmbH

OaKc: +86-317-8881708
Borkstrasse 10, 48163 Muenster, repMaHira

III. KOHCTpyKUHH, CBOHCTBa H oSjiaCTb IipilMeHeHKlSI npOAyKI|HH

3TO H3AejiHe COCTOHT H3 100% PA-MaTepHajia.
IV. IIpê nojiaraeMoe ncnojib30BaHHe
B OCHOBHOM Hcnojib3yeTC5i AJifl H3MepeHH5i Rmmhi nyjibnoaKCTpaKTOpa / BHyTpmcaHajibHoro (jianjia /
BepxyuiKH ^ecHbi B npouecce CTOMaTOJiorHuecKoro jieneHHa.
V. MeTO^HKa npHMeHeimsi
1. HTOGM H3MepHTb jxjnmy nyjibnooKcrpaKTopa / BHyTpiiKaHajibHoro (^afijia, noMecraTe (J)aHji B

cooTBeTCTByiomyK) H3MepnTejibHyK) uiKajiy, pacnono^cMTe ero c noMombio Mancon npoKjiaAKH, a 3aTeM

noATBep^HTe Aajiee Ha H3MepHTejibHoii niKajie. npH n3MepeHHH BepxyuiKH AecHbi noMecTHTe ero
HenocpeACTBeHHO B H3MepHTejibHyio uiKajiy. 3TO MO^ceT ynpaBjnrrbCfl najibueM npH Hcnojib30BaHHH
JIHHeilKH.
2. Ero MO>KHO Hcnojib30BaTb noBTopHO. nojiyneHHa 6ojiee noApoGHon HH<J)opMaijHH CM.
HncmpyKituu no o6pa6oniKe (MHOEOPASOETIE Medui^uncKue U3deimn).

VI. A
1. IlepeA HcnoAb30BaHiieM yGeAHTecb, HTO H3AejiHe HHcroe.
2. SanpemeHO Hcnojib30BaTb JIIOA^M 6e3 MeAHijHHCKOH KBajiHcfniKaijHH.
3. He Hcnojib3yHTe H3Aejrae npn noBpe^KAeHHH ynaKOBKH.
4. 3TO H3ACAHe Hcnojib3yeTCfl AAA jieueHHfl nojiocTH pTa. no^Kajiyiicra, He ncnojib3yHTe 3TO H3ACAHe He
no Ha3HaHeHHio.
VII. MeTOA xpaHeHHH H o6cjiy?KHBaHHH
1. 3Ta npOAyKAH5I AOJDKeH XpaHHTbC^ B HHCTOM, CyXOM, npOBeTpHBaeMOM nOMemeHHH npH KOMHaTHOH

TeMnepaType, OTHOCirrejibHOH Bjia>KHOCTH He 6ojiee 80% H 6e3 arpeccnBHbix ra30B.
2. H36eraiiTe nonaAaHiw np^Mbix cojiHeuHbix jiyneft.
3. HpeAOTBpamaHTe BHeuiHee BbiAaBjiHBaHHe H Ae^opMaamo npn TpaHcnopTiipoBKe H xpaHeHiin.
VIII. IIpoTHBonoKa3aHHa

o cnx nop He BbiaBjieHO HHKaKnx nporaBonoKa3aHHH
IX. CHMBOJIbl
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HHCTpyKUHH no o6pa6oTKe (MHoropa30Bbie Me^nunHCKne H3Aejinfl)

H3roTOBHTejib: «Huanghua Promisee Dental Co., Ltd.»
H3Aejine(n): H3ACAHA H3MepnTeAbHbie AAA CTOMaTOAornn (JlnHenKa OHAOAOHTnnecKaA Ha najien)
MoAejib: BF05
nPE^ynPE^CAEHim • npn CTepHjiH3aitHH 3Toro H3Aen , no^cajiyHCTa, noMecraTe ero B

CTEPHJLH3aTOp B ropH30HTajlbH0M nOAOACeHHH
• He Aep>KHTe H3Aejrne 6JIH3KO K MeTajuiHHecKOH CTeHKe CTepnjiH3aTOpa BO

BpeMH CTepHJlH3aAHH

HHCTPYKIXHH
OnncTKa BpyHHyio

HpeABapHTejibHan onncTKa: Hcnojib3yHTe npoTOHHyio BOAy H meTKy AAH HHCTKH,
HToSbi yAajiHTb rorraa Ha noBepxHOCTH H3ACAHA.
ABTOMaTH3npOBaHHO
• 3H3HMHaH npoMbiBKa: 3aMOHHTe onniACHHoe H3Aejme B (J)epMeHTHOM pacTBope,
noTpHTe ero IACTKOH JXJIZ HHCTKH H o6pa6oTaifre yAbTpa3ByKOM B TeneHne 3-5 MHHyT
(noAcaAyncTa, oSparnTecb K HHCTpyKunn no npHMeHeHHio npoH3BOAHTeAA Motomero
cpeACTBa AAA noAyneHHA HH(f)opMauHH o KOHueHTpaunn, TeMnepaType, BpeMeHH
B03ACHCTBHH).
• nOJIOCKaHHe: npOTOHHOH BOAOH.
• OKOHHaTeAbHan npOMbIBKa: /jHCTHAAHpOBaHHOH HAH AeMHHepaAH30BaHH0H BOAOH

Cymar caA^eTKaMH c HH3KHM coAepAcaHneM Bopca.CyuiKa
ynaKOBbisaHne noAO>KHTe H3ACAne B naKeT J\JI% CTepnAH3auHH H 3anenaTaHTe ero OTAeAbHO

•napoBOH aBTOKjiaB. H,HKA: 900ceK., 134°C, cymxa 600ceK. (cAeAyuTe HHCTpyKn,HAM

npOH3BOAHTeAA aBTOKAABa).
• npn CTepHAH3au;HH H3A0Ane CAeAyeT noMecTHTb B CTepnAH3aTop B

ropH30HTaAbH0M nOAOACCHHH. (nOCAe CTepHAH3aiJ,HH OTKpOHTe ABepAy
CTepHAH3aTOpa H npoBeTpHTe noMemeHne. nocAe Toro KaK nap noAHOCTbK) BbinAex,
AOCTaHbTe H3A0Ane, KorAa OHO ocTbiHeT ! )

CrepHjiH3aijHH

1. 3Ta npOAyKIJHfl AOAACHa XpaHHTbCfl B HHCTOM, CyXOM, npOBeTpHBaeMOM
noMemcHnn npn KOMHaraoH TeMnepaType, OTHOCHTeAbHon BAA^CHOCTH He 6oAee
80 % n 6e3 arpeccHBHbix ra30B.
2. H36erairre nonaAaHHA npaMbix coAHenHbix Aynen.
3. npeAOTBpaTHTb BHeniHee BbmaBAHBaHne n Ae^opMaumo npn TpaHcnopTHpOBKe H

xpaHeHHH.

XpaHeHne

Mould Industry Garden, Empolder Section, Huanghua, 061100 Hebei, KnTan
www.promiseedental.com

KOHTaKTbl
H3rOTOBHTejIH TeA: +86-317-8882702

Email: info@promiseedental.com

HanivieHOBaHHe npon3BOACTBeHHon njiomaAKn: «Huanghua Promisee Dental Co., Ltd.».
ynoAHOMOHeHHbin npeACTaBHTejib npoH3BOAHTeAn B PecnySjiHKe Eejiapycb:
3AO «EeAMeAnocTaBKa» (225730, Eejiapycb, EpecTCKan oSjiacTb, TIHHCKHH paiioH, A.TTHHKOBHHH,
yji. IIonepeHHan 36)



cm cJlozomun Cajrd)eTKa CTOMaTOjiorHHecKaR

HHCTpyKHHH no npHMeHeHHio
YTBepwieHO 10 OKTaSpa 2025 (A/2)
I. HanMeHOBaHne
HanrviciiOBaime npo^yKunn : CancbemKa cmxmamojicmmecKaH

[SQI17A,,QI17B
II. MJ «Huanghua Promisee Dental Co., Ltd.»
Mould Industry Garden, Empolder Section, Huanghua, 061100 Hebei, KuTafi
Ten: +86-317-8882702

MedNet EC-REP GmbH
OaKc: +86-317-8881708

Borkstrasse 10, 48163 Muenster, TepMaHM^
III. KOHCTpyKUHH, CBOHCTBa H oSjiaCTb npHMCHeHHH npO^yKIJHH
H3Aejine 3amHTbi naijneHTa MBJIHCTCH cpeACTBOM 3amHTbi naijHeHTOB OT 6pbi3roBbix HHC^CKLIHH BO

BPEMH cTOMaTOJiorHHeCKoro jieneHHH.
Caji(})eTKa CTOMaTOJiorHHecicafl H3roTaBjiHBaeTCH H3 6yMarH H3 Heo6pa6oTaHHOH ApeBecHoil ijejijiK)ji03bi H
nojmaTPijieHOBOH njieHKH, KOTopan H3roTaBjiHBaeTCfl KOMno3HTHbiM HJIH inBeiiHbiM cnocoSoM.

IV. IIpeAnojiaraeMoe ncnojib30BaHne
Caji(})eTKy CTOMamiiorHHecKyK) Hcnojib3yiOT, (j)HKCHpy*[ ee nepeA rpyAHOH KJICTKOH naijneHTa BO BpeMa
CTOMaTOJiornHecKoro jieneHHfl, npeAOTBpameHHfl nonaAaHne 6pbi3roBbix HH(j)eKijHH Ha rpyAHyio KjieTKy
naaneHTa.
V. MeTO^HKa npnMeHeHnn
1. 3TOT npoAyKT He CTepHjieH, nepeA Hcnojib30BaHHeM ySeAHTecb, HTO OH He 3arpn3H5ieT oicpyHcatomyio
cpe^y.
2. Bo BpeM^ ocMOTpa H jieneHHH caji(j)eTKa CTOMamnorMHecKafl AOJDKHa 6biTb 3aKpenjieHa Ha rpyAn
nauneHTa AJI* 3aiAHTbi OT BOAH H Apyrnx 3arp^3HeHHH.
3. PeKOMeHAyeTC^i Hcnojib30BaTb cajT(})eTKy CTOMamjiornHecKyK) c 3a>KHMOM AJIH Hee, HTO6M

npeAOTBpaTHTb cocKajib3biBaHHe caji(J)eTKH H3-3a ABH^KeHnii naijneHTa.

vi. A
1. IlepeA HcnoAb30BaHHeM y6eAHTecb, HTO H3Aejine HHCToe.
2. 3anpemaeTCH ncnojib30BaTb TOBap npH ero noBpe^cACHHH.
3. IIpoAyKijHfl npeAHa3HaneHa A^ OAHopa30Boro ncnojib30BaHH5i H BbiSpacbreaeTCH nocjie

HCn0Jlb30BaHH5I.
VII. MeTOA xpaHeHnn n oScjiyacnBaHnsi
1. 3Ta npoAyKAHa AOJi^KeH xpaHHTbcn B HHCTOM, cyxoM, npoBeTpnBaeMOM noMemeHnn npn KOMHaraon

TeMnepaType, oraocHTejibHOH Bjia>KHOCTH He 6ojiee 80% n 6e3 arpeccuBHbix ra30B.
2. H36eranTe nonaAaHna np^Mbix cojmeHHbix jiynefi.
3. npeAOTBpaiAaiiTe BHeuiHee BbiAaBjiHBaHHe H Ae^opMaumo npn TpaHcnoprapoBice H xpaHeHHH.
VIII. IIpOTHBOnOKa3aHHII

flo CHX nop He BblflBJieHO HHKaKHX npoTHBonoKaraHHH
IX. CHMBOJIBI
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