Jozomun PeTpakTop cTOMATOJIOTHYECKHH Cld ce
HNucTpykuus M0 npuMeHeHH o

VYrBepxaeHo 25 centsops 2025 (B/4)

I. Haumenosanue

HaumenoBanue npoaykuuu: Pempakmop cmomamono2uyeckui

[#]1 CRO1, CROIL, CRO1S, CR02, CRO2L, CR02M, CR02S, CRO3, CRO3L, CRO3M, CR03S, CR04,

CRO4L, CR04S, CRO5, CROSL, CROSS, CR06, CR07, CR09, CRO9L, CR09M, CRO9S

IL. s «Huanghua Promisee Dental Co., Ltd.»

Mould Industry Garden, Empolder Section, Huanghua, 061100 Hebei, Kurait

Ten: +86-317-8882702 dakc: +86-317-8881708

MedNet EC-REP GmbH Borkstrasse 10, 48163 Muenster, 'epmanus
[ UkrP | MediMap Ltd 2 The Drift, Thurston, Suffolk IP31 3RT, Coenunennoe KoponeBcTso

IT1. KoHcTpyKiuusi, cBOiiCcTBA M 00/1aCTh NPUMEHEHHs U3/1e/Hus

Hsnenne uMeer ONOPHYK KOHCTPYKLHIO, KOTOpasl YAEPKUBAET HIDKHIOIO YeNOCTb B OTKPBITOM
MOJIOKEHUH.

IV. llpeanonaraemoe ucnoib30BaHue

Bo Bpemsi BBHIMONHEHUS] CTOMATOJIOTHYECKHX MPOLEAYP HM3ENIHe IMOMEINArT MEXAy 3yOamMH MamueHTa,
94TOOBI YAEPKUBATH POT OTKPBITHIM.

V. Meroanka npuMeHeHHs

1. Beibepure nonxoasmuii pazMep peTpakTopa CTOMaTOJIOTMYECKOrO JUIs MALMEHTa BO BPEMsI BBITIOJTHEHUS
CTOMATOJIOTMYECKUX MPOLEYP.

2. ITomecTHTE €T0 B POT MALIUEHTA, YTOOBI IEPKATH POT OTKPBITHIM.

VL A\

1. Ilepen ucnonb30BaHUEM YOSIUTECH, YTO MPOYKIIHS YHACTAS.

2. ITpomyKLust MOXKET UCTIONIb30BATHCS TOJNBKO KBATU(UIIMPOBAHHBIM MEITULITHCKIM MEPCOHATIOM.

3. Ilpomykuumio 3ampelieHo UCHOJb30BaTh, KOIZA OHA HAXOOWUTCA B MOBPEXKIEHHOM WM
neopMHPOBAaHHOM COCTOSIHUH HUTH YIIAKOBKA HAXOAUTCS B MIOBPEKIEHHOM COCTOSIHUT

4. Tlponykumsi HCHONb3yeTCs [UIsl CTOMATOJIOTMYECKUX MpOLenyp, MNOKalyicTa, He UCIHOJb3yiiTe
MPOAYKLMIO AJI APYTUX LIeJEeH.

5. Ilpoaykuusa nmpegHasHa4deHa Uil OJHOPA30BOro mcnosb3osanus. Iloxanylicrta, yTuimsupyiTe nocie
HCIIOJIb30BAHHUS B COOTBETCTBUU C MECTHBIMU MTPaBUJIAMU.

VII. MeToa xpaHeHHs1 H 00CIy’>KMBAHUSI

1. OTa nponyKuus NOJKEH XPaHUTLCS B UUCTOM, CyXOM, IIPOBETPUBAEMOM MOMELIEHUH TP KOMHATHON
TEeMITEpaType, OTHOCUTENIbHON BiiaxkHOCTH He Oonee 80% u 6e3 arpecCUBHBIX ra3o0B.

2. M36eraliTe monagaHus MPsIMbIX COTHEYHBIX JTydeH.

3. IlpenoTBparnaiite BHEIIHEE BBIIABIMBAHNE U Ae(POPMALIUIO TIPU TPAHCTIOPTUPOBKE M XPAHEHHH.

VIII. IIpoTusonokazanus

J10 cuX mOp He BBISBIEHO HUKAKUX MPOTHUBONOKA3aHUI

IX. CumBoubl
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Jozomun PerpaxTop cromarosioruueckui [l Ce
NucTpykuus no npuMe HeHHIO

V1BepxkneHo 25 centsiops 2025 (B/4)

I. HammenoBanue

HaumenoBanune npoaykuuu: Pempaxkmop cmomamonocuieckuil

[£]1 CR10, CR10M, CR10S

I1. #d «Huanghua Promisee Dental Co., Ltd.»

Mould Industry Garden, Empolder Section, Huanghua, 061100 Hebei, Kuraii

Temn: +86-317-8882702 daxkc: +86-317-8881708

MedNet EC-REP GmbH Borkstrasse 10, 48163 Muenster, I'epmanus
[ UKRP | MediMap Ltd 2 The Drift, Thurston, Suffolk IP31 3RT, Coenunennoe Koponesctso

I11. Koncrpykums, cBoiicTBa 1 00/1aCTh NPHMEHEHHN H3AE/THS

H3nenme nmeeT OMOPHYIO KOHCTPYKLHIO, KOTOPAs YASPKUBACT HIKHIOK YEIOCTh B OTKPHITOM TIOJIOKESHHU.
Hsnenme cocrout m3 C-o0pa3HOro COSAMHUTEIBHOTO CTEP:KHS M peTpakropa ¢ obemx cropoH. Yacrw,
COETMHSIIOIITHECS CO PTOM MallMeHTa, ¢ KaXIO0H CTOPOHBI BHITTONIHEHBI U 3alUINEHBI 00Jiee MATKON Pe3uHOM,
YTO 3HAYUTENILHO MOBBIIIAST YAOOCTBO UCIIONB30BaHMs. BHEITHS CTOPOHA COSMUHEHMSI TAKKe BBITTOJIHEHA U3
MSTKOW PE3HHBI, 4TO MO3BOJISIET M30eKaTh CKOJMBKEHHS PYyK. DTOT PEeTpPaKTop IMeKH objamaer Xopouer
MPOYHOCTBI0 U THOKOCTBIO, UYTO TO3BOJSIET COXPAHSATh OMNPEAENICHHYIO CTEleHb PACKPBITHS BO BpeMs
BBITIOJTHEHHSI CTOMATOJIOrMYeCKUX npouenyp. OH SBISETCS XOPOIIUM BCITIOMOTATEIBHBIM CTOMATOJIOTHYECKAM
MPUCTIOCOOIEHHEM.

IV. llpeanonaraemoe HCHoJIb30BAHHE

Bo Bpems BHITIOJTHEHHS] CTOMATOJIOTHYECKHX TPOLIEAYP U3AeiTHe TIOMEIIAl0T MeXKAy 3y0amMu maruenTa, 40061
YAePKUBATE POT OTKPHITHIM.

V. MeToauka npuMeHeHUA

CHadana ycTaHOBUTE COCAMHUTEIBHBIA CTEPKeHb TaK, 4TOOBI OH OBLJ HANpaBJIeH BHHU3, ITOTOM YCTAaHOBHUTE
OIIHY CTOPOHY PETPAKTOpa B TOYHOE TOJIOKEHUE BO PTY, 3aT€M APYTYIO CTOPOHY U HEMHOTO OTPEryJIHpyHTE.
VI /A

1. Ilepen ncnosmb30BaHueM yOeauTeCh, YTO MPOYKLIMS YHCTAS.

2. ITponyKIust MOKET UCTIOIb30BATHCS TOJBKO KBATU(PHULIMPOBAHHBIM MEAULIMHCKUM TIEPCOHAJIOM.

3. IponyKupro 3ampeleHo MCMOIb30BaTh, KOTAa OHA HAXOAUTCS B MOBPEXKISHHOM WJIH Ie(OPMHUPOBAHHOM
COCTOSTHHH MJIM YTIAaKOBKA HAXOAUTCS B TIOBPEKIIEHHOM COCTOSTHUN

4. Tlpogykusi UCTIONB3YeTCS IJIT CTOMATOJIOTUUECKUX MPOLEAYD, TTOXKAIYNCTA, HE UCTIONb3YHTE TIPOIYKITHIO
JUTS IPYTHX LEJIEH.

5. Ilpomykimsi mpenHaszHadyeHa AJii OLHOPA30BOrO Hcmojb3oBaHusl. lloxkamyiicTa, yTUIM3UpyiTe nOcCie
HCTIOJIb30BaHMUS B COOTBETCTBUU C MECTHBIMH MPABHIJIAMHU.

VII. MeTtoa xpaHeHHs H 00C/TyRHBAHHA

1. Dra mpoayKOusi TOJDKEH XPaHHUTBCS B YHCTOM, CyXOM, MPOBETPHBAEMOM IMOMEIEHHH TPH KOMHATHOM
TeMIIepaType, OTHOCUTEBHON BIIaKHOCTH He Oonee 80% u Oe3 arpeCCHUBHBIX Ta30B.

2. U3beraiite momagaHust MPSIMBIX COJTHEYHBIX JIyUeH.

3. IlpenoTBpalnaiiTe BHEIIHEE BIAABINBAHNE U Ae(POPMALIHIO MTPU TPAHCTIOPTHPOBKE M XPAHEHHH.

VIIL ITporuBonoka3zanus

Jo cux nop He BBISBJIEHO HUKAKUX [TPOTUBOIIOKA3AHHUI

IX. CumBoabI
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(1 C€

Hozomun PeTpakTop cTromaTonoruyeckuii
NHcTpyKkuus 10 NnpUMeHEHHIO
YreepxkacHo 25 centsops 2025 (A/1)

I. Hanmenosanmue

HaumenoBanue npogyxkumu: Pempaxmop crmomMamonoeuveckuti

[£]1 CRIIL, CR1IM, CR11S

L. s «Huanghua Promisee Dental Co., Ltd.»
Mould Industry Garden, Empolder Section, Huanghua, 061100 Hebei, Kuraii
Tex: +86-317-8882702 dakc: +86-317-8881708

MedNet EC-REP GmbH Borkstrasse 10, 48163 Muenster, ['epmanus
UKRP | MediMap Ltd 2 The Drift, Thurston, Suffolk IP31 3RT, Coenunennoe KopoaescTso

I11. Konctpykuus, cBoiicTBa U 00/1aCTh IPUMEHEHHUS H3AEJTHS

Wznenne mMeeT OMOpHYIO KOHCTPYKLHMIO, KOTOPAs VACPKUBACT HIDKHIOKD YEITIOCTh B OTKPBITOM IOJIOKCHHH.
Nznenue cocrour n3 C-06pa3HOro COCTUHUTEIBHOTO CTEPIKHS M PETPAKTOpa ¢ 00eux CTOpoH. Brarusaromas yacte
PETPaKTOpa M3rOTOBICHA M3 MATKOW PE3MHBI A1 3AIUTHI U PACIIONIOKCHA B YIiax PTa MalUeHTa ¢ 00CHX CTOPOH,
yT0OBI €My ObLTO VAO0OHEE. DTOT CTOMATOIOTHUCCKUN PETPakTop 00NagaeT XopoIuel IPOYHOCTBIO U THOKOCTEHIO,
YTO MO3BOJSIET COXPAaHATh OMPEACICHHYIO CTCICHb PACKPBHITHS BO BPEMS BBIMOJHEHHS CTOMATOJOTHUYCCKHUX
npoueayp. OH ABISETCS BCIOMOTATEIBHBIM CTOMATOIOTHICCKHM IPHCIIOCOOTICHUCM.

IV. Ilpeanosiaraemoe ucnonp3oBaHue

Bo Bpems BBIMOTHEHHS CTOMATONOTHYECKHX MPOLEIYP H3ACTHE MOMCLIAIOT MEXKAY 3y0aMH MAalHMEHTA, YTOOBI
VISP KUBATH POT OTKPBITHIM.

V. Metoanka npuMeHeHHs

1. Bo BpeMs BEIOTHEHHS CTOMATOIOTMUYCCKHUX TMPOLECAYP BBHIOMpANWTE MOIXOMMIIYIO MOAETbh B COOTBETCTBUH C
pazMepoM pra MalHeHTA.

2. Jlepska COCOUHUTEIBHBIN CTCPKECHD JTHIICBON CTOPOHOU BHH3, COTHHUTE €r0 OOJBIINM, CPSAHUM U OC3BIMSIHHBIM
MATBLAMH.

3. ObeumH pyKkaMH CHadYana yYCTAHOBUTE OJHY CTOPOHY HAa MECTO, 3aTeéM APYIVIO W HEMHOTO OTPEryIHpYUTE
MOJIOYKCHUE .

VI A\

1. Tlepen ucmons3oBaHueM YOSAUTECH, YTO NPOIYKLIHS YACTAS.

2. IlpoayKius MOXKET HCIIOIb30BATHCS TOIBKO KBATH(QHUIHPOBAHHBIM MEIHIIMHCKHM TICPCOHAIOM.

3. Ilpoxykuurio 3ampelleHo HCIOIb30BAaTh, KOTAA OHA HAXOAWTCH B TOBPCKACHHOM WIH Ac(HopMUpOBaHHOM
COCTOSIHUH WM YIIAKOBKA HAXOMUTCS B IOBPCKACHHOM COCTOSHUN

4. TIpoayKIus UCTIOMB3YETCA AT CTOMATONOTHIECKHX TIPOLIEAYP, TTOKATYHCTA, HE WCTIONB3YHTE MPOAYKIWHIO JIIS
JAPYTHUX LEIEH.

5. llpomyxmmsa mnpegHazHaueHa [ OJHOpa3oBoro wucmonb3oBaHud. [loxamyiicra, yTHIH3HpPYHTE TIOCTEe
HCTOB30BaHMS B COOTBETCTBUH C MECTHBIMH MPABHIAMH.

VII. Metoa xpaHeHHs1 H 00CJIy>KHBAHHSA

1. Jra mpoxykims JOKEH XPAaHUTbCS B UYUCTOM, CYXOM, HPOBETPHBACMOM NOMEIICHHM NPH KOMHATHOU
TEMIICPATYPE, OTHOCUTEIBHOU BiaaskHocTH He Ooiee 80% u O3 arpecCUBHBIX ra30B.

2. 3beraiite monagaHus OPsSMBIX COTHCYHBIX JIYUCH.

3. IlpenoTBpamaiite BHEIHEE BHIAABIHBAHUC U AcOPMALIUIO IPU TPAHCTIOPTUPOBKE W XPAHCHHH.

VIII. ITIpoTuBonoka3zanus

Jo cux mop He BBISBICHO HUKAKUX NPOTHBOMIOKA3AHUN

IX. CumBobl
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Jlozomun PeTpaKkTop CTOMATOIOrHUECKHI Cld ce
MHCTPYKIHS [0 NPHMEHEHHI0

Vr1BepxkneHo 25 centsOps 2025 (A/2)

I. HammenoBanue

HaumeHoBanHe NPOAYKIHHE: Penpaxmop cmomamonozuyeckuii

[£] CR12L, CR12R, CR12M, CR12S

1. «Huanghua Promisee Dental Co., Ltd.»
Mould Industry Garden, Empolder Section, Huanghua, 061100 Hebei, Kuraii
Ten: +86-317-8882702 daxkc: +86-317-8881708

MedNet EC-REP GmbH Borkstrasse 10, 48163 Muenster, I'epmanust
['UkrP | MediMap Ltd 2 The Drift, Thurston, Suffolk IP31 3RT, Coenunennoe KoponescTso

I11. Koncrpyknus, cBoiicTBa H 00/1aCTh MPHMEHEHHN H3AE/THSA

H3nenne nMeeT ONMOPHYIO KOHCTPYKLHIO, KOTOPAs yASPKUBACT HIDKHIOK YEIIOCTh B OTKPBITOM TIOJIOKESHHU.
IlocraBnsiercst HECTEPHUIbHBIM.

IV. lIpeanosiaraemoe HCNOJIL30BAHHE

Bo Bpems BHITIOJTHEHHS] CTOMATOJIOTHYECKHX TPOLIEAYP U3AeiTHe TIOMEIIAl0T MeXKAy 3y0amMu maruenTa, 40061
YAePKUBATE POT OTKPHITHIM.

V. MeToauka npuMeHe HUA

1. Bo Bpemsi BBITIOJIHEHHST CTOMATOJIOTHIECKUX MPOLIENYP BHIOMPANTe MOAXOISIIY0 MOIETb B COOTBETCTBUH C
pasMepoM pra narreHTa.

2. Ilonpocute namueHTa OTKPBLITH POT. Y CTAHOBUTE MOAMASPKUBAIOLIYIO IIEKY 4YacTh CTOMATOJIOTHYECKOIrO
peTpaKkTopa ¢ OJHOM CTOPOHBI, 3aTEM aKKypPaTHO YCTAHOBHUTE C IPYTOM CTOPOHBI K HEMHOTO OTPEryJIHpPYHTE.
VL A\

1. Ilepen vcronb3oBaHuEM yOEIUTECH, UTO TPOAYKITUS YHUCTAS.

2. ByneTe OCTOPOKHBI MPU YCTAHOBKE WM CHATUM CTOMATOJIOTMYECKOTO PeTPaKTopa, 4ToObI H30ekKaTh
TOBPEKISHUS MATKHX TKaHE! MOJIOCTH PTa MAaIHeHTa.

3. IlpoayKiwst MOKET UCTIONB30BATHCS TOJBKO KBATH(PULIMPOBAHHBIM MEIULIMHCKIM TIEPCOHAIIOM.

4. TIpomyKLHIO 3amperieHo UCIOJIb30BaTh, KOTIa OHA HAXOIUTCS B MOBPEKISHHOM WU ne(hOpMHUPOBAHHOM
COCTOSTHHH MJIM YTIAKOBKA HAXOAUTCS B TIOBPEKIEHHOM COCTOSTHUN

5. Ilpoaykimst UCIONMB3YETCS ISl CTOMATOJIOTHIECKHUX TTPOLEY P, MOKAIyHCTa, HEe UCTIOIb3YUTe MPOAYKIIUIO
JUTSL IPYTHX LIEJIEH.

6. Ilpogykums mpegHasHaueHa UIsl OJHOPA30BOro HCMoJib3oBaHus. lloxkamyiicra, yTHIM3HpPYHTE MOCHE
HCTIONIb30BaHMUS B COOTBETCTBHU C MECTHBIMH MPABUIAMHU.

VII. MeToa xpaHeHus H 00C/TyRHBAHHA

1. Dra mpoayKusi HOJDKEH XPaHUTHCS B YHCTOM, CyXOM, NMPOBETPUBAEMOM IMOMEIIEHHH TPH KOMHATHOM
TeMIIepaType, OTHOCUTENBHOU BIaKHOCTH He Oonee 80% u Oe3 arpecCHUBHBIX Ta30B.

2. U3beraiite momagaHust MPSIMBIX COJTHEYHBIX JIyUeH.

3. IlpenoTBpalnaiiTe BHEIIHEE BIAABIMBAHKE U Ae(POPMALIHIO MTPU TPAHCTIOPTUPOBKE M XPAHEHHH.

VIIL IIporuBonoka3zanus

Jlo cux Top He BBISBJIEHO HUKAKUX IMPOTHBOIIOKA3aHHUI

IX. CumBoabI
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[1d C€

Jozomun PeTpakTop cTOMATOJIOTHYECKHH
HNHceTpyKuus no NpuMeHEeHUo

VYrBepxkaeHo 25 centsiops 2025 (B/4)

I. HaumenoBanmue

HaumenoBanue npoaykuun: Pempaxmop cmomamono2uyeckuii (biox npuxycnoii)
[#1MPO1, MPO1L, MPOIM, MPO1S

11 sd «Huanghua Promisee Dental Co., Ltd.»

Mould Industry Garden, Empolder Section, Huanghua, 061100 Hebei, Kuraii

Ten: +86-317-8882702 Pakc: +86-317-8881708

MedNet EC-REP GmbH Borkstrasse 10, 48163 Muenster, ['epmanust
[ ukrP | MediMap Ltd 2 The Drift, Thurston, Suffolk IP31 3RT, Coenunennoe KoposeBcTso

I11. KoncTpykuusi, cBoiicTBa M 00/1aCTh NPUMEHEHHsI U3/1eIHs

PerpakTop cTomMaTonornyeckuii UMeeT OMOPHYH KOHCTPYKLUIO, KOTOpasi yYAEPKUBAET HIDKHIOI YEIIOCThb
B OTKpPBITOM nonoxennn. Mznenre m3rotosneHo uz TIID (TepMOIIacTHYHBIN 31aCTOMED); TTOMEIIAeTC st
Mexxay 3y0aMu manueHTa, 4ToObl Jep)KaTb POT OTKPBITBIM U HM30€XKaTh YCTaJIOCTH, BBI3BAHHOM
OTKpbiBaHUEM pTa. M3genue u3rotoBieHO U3 IMJlacTUKa. SBisieTcss MATKUM M 3JACTUYHBIM, YTO
obecrieurBaeT KOM(OPT A MALUEHTA MTPU KyCAHUH.

IV. llpeanonaraemoe ucnoib30BaHue

Bo Bpemsi BBIMONHEHUS] CTOMATOJIOTMYECKHUX MPOLERYP HM3eNIHe MOMEINAIT MEXAy 3yOamMH ManueHTa,
9TO0BI YAEPIKUBATH POT OTKPBITHIM.

V. Meroanka npuMeHeHH s

1. Beibepure moaxoasmuii pa3Mep MEeYHOrO PETPAKTOpa Uil MAIIMEHTOB B COOTBETCTBHH C UX BO3PACTOM.
2. TlomecTuTe wW3nmeaNe Ha APYTYIO CTOPOHY OOpabOTaHHOTO 3y0a, TMO3BOJISI TAIMEHTY CXKAaTh €ro
O0KOBBIMHU 3y0amu, YTOOBI OTKPBITH POT.

vL A\

1. Ilepen ncnonp3oBaHueM yOEIUTECH, YTO MPOAYKIUS YUCTAS.

2. ITponyKLust MOXKET UCIIONIb30BATHCS TOJIBKO KBATU(PUIIMPOBAHHBIM MEITULIUHCKIM MIEPCOHATIOM.

3. Ilpomyxkuuio 3ampelieHo UCHOJb30BaTb, KOTJAa OHAa HAXOAUTCS B IIOBPEXAEHHOM WU
neopMHPOBaHHOM COCTOSIHUHN HJTH YIIAKOBKA HAXOUTCS B MIOBPEKIEHHOM COCTOSIHUU

4. Tlpomykumsi uCHoONb3yeTcs [UIsl CTOMATOJIOTMYECKUX MpOoLenyp, MNOoKalyicra, He UCIHOJb3yiiTe
MPOAYKLIHIO I APYTUX LIEeJeH.

5. IIpoaykuusa mpegHasHadeHa [Jsl OOHOPA30BOro McHoJb3oBaHus. Iloxkanylicra, yTUIM3UPYHTE MOCIe
UCIIOJIb30BAHHUS B COOTBETCTBUH C MECTHBIMU ITPaBUJIAMU.

VII. MeToa xpaHeHus1 H 00CTy:KMBAHUS

1. OTa npoayKuus NOJKEH XPAHUTLCS B YUCTOM, CyXOM, ITPOBETPUBAEMOM MOMELIEHUH MTPU KOMHATHOMN
TEeMITEpaType, OTHOCUTENIbHOH BiaxkHOCTH He Oosee 80% u 6e3 arpecCUBHBIX ra30B.

2. U30eraliTe monagaHust MPSIMbIX COJTHEYHBIX JIyUeH.

3. IlpenoTBpaiaiiTe BHEIIHEE BbIIABIMBAHUE U Ae(POPMALIUIO TIPH TPAHCIIOPTUPOBKE M XPAHESHHUH.

VIII. IIpoTusonokazanus

J10 cuX MOp He BBISBIEHO HUKAKUX MPOTUBOMNOKA3aHUN

IX. CumBoubl
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Jlozomun PeTpaKTop CTOMATOIOrHYECKH i [l Ce
HHcTpykuus no npuMeHeHHI0

YreepxkacHo 25 cenrabdps 2025 (B/4)

I. Hanmenosanmue

HaumenoBanme npoaykuuu: Pempaxmop cmomamonosuyeckuti (bnox npuxycnoi & azvikodepacamens)

Bpenn: COTISEN

[#1 MP02, MPO2L, MP0O2M, MP02S

L. sl «Huanghua Promisee Dental Co., Ltd.»
Mould Industry Garden, Empolder Section, Huanghua, 061100 Hebei, Kurait
Te: +86-317-8882702 dakc: +86-317-8881708

MedNet EC-REP GmbH Borkstrasse 10, 48163 Muenster, ['epmanus
UKRP | MediMap Ltd 2 The Drift, Thurston, Suffolk IP31 3RT, Coenunennoe Kopoaescto

I11. KoncTpykuus, cBoiicTBa U 00J1aCTh NPUMEHEHHST H3AEJTHS

Petpaktop cToMaTONOrHUeCKUE HMEET OMOPHYIO KOHCTPVKLHIO, KOTOpas YACPKUBACT HIDKHIOK YCTIOCTH B
OoTKprITOM MonoxkeHud. OH mpocT B uenoiab3osaHu. OH mo3BomsAeT M3beKaTh YYBCTBA YCTATOCTH MALMECHTOB, a
TAKXKE 3alIUTUTh A3bIK OT MOBPCIKACHUHN BO BpeMs neucHus. M3nenne H3rotoBneHo u3 miactuka. SApnsercs MArkum
U 37aCTUYHBIM, 4TO 00ecneunBacT KoMGpOPT A1 NALUCHTA MPH KyCAHUH. SI3BIKOACPKATETh MOKET UCITOIb30BATHCS
JUTSL TIPCAOTBPAIICHHUS JBHKCHUS SI3BIKA, YTOOB IOMOYb MAIHCHTY U30CKaTh YCTATOCTH, BHI3BAHHOH OTKPBITHEM
pTa.

IV. Ilpeanosiaraemoe Hcnons30BaHHE

Bo Bpems BBIMOTHEHHS CTOMATONOTHYCCKUX MPOLECAYP H3ACITHC MOMCLIAIOT MEXKAY 3y0aMH MALMCHTA, YTOOBI
VACPKUBATD POT OTKPHITHIM.

V. MeTtoauka npuMeHeHHs

1. Bei6epute noaxoasamui pazmMep 010Kka NPUKYCHOTO TS MALUECHTOB B COOTBETCTBHH C UX BO3PACTOM.

2. llomecTure uzaeaue Ha PYTYIO CTOPOHY 00padOTaHHOTO 3y0a, O3BOJISS MAIHCHTY CKATh €ro OOKOBBIMH 3y0amu,
4TOOBI OTKPHITB POT.

3. Brok mpUKYCHOH W SA3BIKOACPKATEIh KOMOHMHHUPYIOTCS NpH ucnoib3oBaHuu. [lpu neyennn mpasbix 3y0OB
BBIOCPUTE TPaBBIH SA3BIKOACPKATENs ¢ OyKBOM R, HamewaraHHOH Ans 3aIMTHl S3BIKA, W MOMPOCUTE MALHICHTA
MPHUKYCHUTh OJIOK TPUKYCHOH JeBbIMH OOKOBBIMH 3yOamu. M HaoOOpOT, NpH JECUCHUH JICBBIX 3yOOB BBIOCPUTE
SA3BIKOJCPKATEND ¢ HAMCUYATAHHBIM L 1151 3aI0UTH SA36IKA ¥ TIONPOCUTE MALMEHTA MPUKYCHUTD €€ MPABEIMUA OOKOBBIMH
3ybamu.

vI. A\

1. Ilepen ucnons3oBaHueM YOCAUTECH, UTO TPOIYKLIMS YACTAS.

2. IpoayKius MOXKET UCITOIb30BATHCS TOIBKO KBATH(QUIHPOBAHHBIM MEIHLMHCKIM TICPCOHAIOM.

3. Ilpoxykuuio 3ampelneHo HCIONB30BaTh, KOTAA OHA HAXOAWTCS B IOBPCKIACHHOM WIH Ac(hopMupoBaHHOM
COCTOSIHUH WM YIIAKOBKA HAXOMUTCS B TIOBPEKACHHOM COCTOSHUN

4. TIpoayKITus HCTIOMB3YETCA A CTOMATONOTHIECKHX TIPOLIEAYD, ITOKATYHCTA, HE MCTIONb3YHTE MPOIYKIWHIO I
JApYTUX LETEH.

5. llpomyxmmsa mnpegHazHaueHa I8 OAHOpa3oBoro wucmonb3oBaHmd. [loxamyiicra, yTHIM3UpPYHTE TOCITES
HCTOB30BaHMS B COOTBECTCTBUU C MECTHBIMH MPABHIAMH.

VII. Metoa xpaHeHHs1 H 00C/Iy?KUBAHHS

1. Ora mpoxykims JODKEH XPaHATbCS B YHUCTOM, CYXOM, HPOBETPHBACMOM NOMEINCHHHM INPH KOMHATHOU
TEMIICPATYPE, OTHOCUTEIBHOU BiaskHocTH He Ooee 80% u O3 arpecCHBHBIX Ta30B.

2. Mzberaiite monagaHus OPsSMBIX COTHCYHBIX JIYUCH.

3. IlpenoTepamaiite BHEIIHEE BHIAABIUBAHUC U ACHOPMALIUIO IIPU TPAHCTIOPTUPOBKE U XPAHCHHH.

VIII. IIpoTuBonoka3zanus

Jo cux mop He BHISBICHO HUKAKUX POTHBOTIOKA3AHUN

IX. CumBoJibl
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Jlozomun MHUKpPOANILIHKATOP BHEY
NucTpyKius mo npuaMe HEHHIO

Vr1BepsxkneHo 27 centsiops 2025 (A/2)

I. HammenoBanue

HaumeHnoBanne npoayxkunu. Muxkpoanniukamop

[£] MAO1, MAOIR, MAO1F, MAO1SF, MAOIK, MA02, MAO2R, MAO2F, MAO02SF, MA0O2K, MAO3,

MAO3R, MAO3F, MAO3SF, MAO3K, MA06, MAO6R, MAO6F, MAO6SF, MAO6K, MA0O7, MAO7R, MAO7F,

MAO7SF, MAO7K, MAO8

1L wd «Huanghua Promisee Dental Co., Ltd.»

Mould Industry Garden, Empolder Section, Huanghua, 061100 Hebei, Kuraii

Ten: +86-317-8882702 Ddaxc: +86-317-8881708

MedNet EC-REP GmbH Borkstrasse 10, 48163 Muenster, I'epmanus
MediMap Ltd 2 The Drift, Thurston, Suffolk IP31 3RT, Coenunennoe KoposescTeo

I11. Koncrpyknus, cBolicTBa U 00/71aCTh MPHMEHEHHA NPOAYKIHHA

OH COCTOUT U3 CTEPIKHS U MIETHHBI. MUKPOANIUTUKATOP nMeeT (GOpPMY MIACTUKOBOM PYYKU U MOJHAMHUIHbIE
BOPCHUHKH. DTO U3MEJIME UCTIONB3YEeTCs A1 HAHECSHUSI CTOMATOJIOTMUECKIX MaTepUajioB, TAKUX KaK TPABUTEITb,
anre3uB U T.1. Ha 3yObl BO BpeMsl CTOMATOJIOTHYECKOTO JISUSHNSI. DKOHOMUYHOE OJHOPA30BOE UCIIOJIb30BAHHE.
VYo HakJIOHA U JTMHA MOTYT OBITh JIETKO OTPETYJHPOBAHBI TIO Mepe HeOOXOAMMOCTH.

IV. IIpeanosiaraemoe HCNOJIL30BAHHE

D10 M3mesue Il HAHECEHUS] CTOMATOJIOTHYECKUX MATEPHAIOB BO BpEeMsI CTOMATOJIOTHYECKOTO JISUSHHSI.

V. MeToauka npuMeHeHHA

1. BeiHpTE ammuIMKATOp, BO3BMHUTECH 34 CTEPKEHb W NMPHUMHUTE €ro B yaOoOHOE i Bpaya M MEACEeCTPHI
rosioskeHne. [loMecTrTe rojI0BKY anmiukaTopa B KOHTEHHEP ¢ MaTepHaIOM W BO3EMUTE €ro.

2. TonoBka ammIMKaropa OTHOCUTENILHO HeOOoJbIIas U MOKeT ObITh MPOMAa3aHa MaTepHUajoM HECKOJIBKO Pas,
TOoKa MaTepuall He OyZeT MOJKHBIM 00pa3oM HaHECEH BO BCEX HEOOXOMUMEIE MECTA.

3. B 3aBucHUMOCTH OT MeCTa HAHECEHHs HAKJIOHUTE TOJIOBKY aIMUIMKATOPa TOA JIFOOBIM YIJIOM UIsl yOoOCTBa
HCTIOJTb30BAHMSI.

4. Regular, Fine, Superfine, X-slim MoxHO BEIOpaTh B COOTBETCTBUH C MOTPEOHOCTSIMH.

VL /\

1. Ilepen ncnonp3oBaHUeM yOSIUTECH, UTO U3AEINE YHCTOE.

2. 3anperaercs HCMOJb30BaTh TOBAP MPU MOBPEKASHUH YIIAKOBKH.

3. Ilpoaykuus mpegHa3HayeHa Uisl OJHOPA30BOrO HCIOJb30BaHus. lloxkamyiicra, yTHIM3UpPYHTE TMOCHE
HCTIONIb30BaHUS B COOTBETCTBHU C MECTHBIMH MPABHJIAMHU.

VII. MeToa xpaHeHus H 00C/Ty’KRHBAHHA

1. Dra mpoayKousi HOKEH XPaHUTBCS B YHCTOM, CyXOM, IMPOBETPHBAEMOM IIOMEIIEHHH TPU KOMHATHOM
TeMIlepaType, OTHOCUTENBHOU BIaKHOCTH He Oonee 80% u Oe3 arpeCCUBHBIX Ta30B.

2. U3beraiite momagaHust MPsIMBIX COJTHEYHBIX JIyUeH.

3. IlpenoTBpaiuaiitTe BHEIIHEE BHIIABINBAHKE U Ae(POPMALIHIO MTPU TPAHCTIOPTHPOBKE M XPAHEHHUH.

VIIL ITporuBonokazanus

o cux nop He BBISIBJIEHO HUKAKUX [TPOTUBOIIOKA3aHUI

IX. CamBoabl
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Jozomun Jlo:xkka ogHopasosasi AJist pTOpHPOBAHMS [ ce
HNHceTpyKuus M0 npUMeHEHH 0

VYrBepxneHo 26 centsaops 2025 (A/3)

I. HaumeHnoBaHme

HaumenoBanue npoaykumu: /J/odxcka 00HOpasosas 01 hmopuposaniis

[#1DTO1L, DTO1M, DT01S, DT02L, DT02M, DT02S, DT03L, DT03M, DT03S

1L aad «Huanghua Promisee Dental Co., Ltd.»

Mould Industry Garden, Empolder Section, Huanghua, 061100 Hebei, Kurait

Ten: +86-317-8882702 daxc: +86-317-8881708

MedNet EC-REP GmbH Borkstrasse 10, 48163 Muenster, ['epmanust
MediMap Ltd 2 The Drift, Thurston, Suffolk IP31 3RT, Coenqunennoe KoposneBcTo

IT1. KoHncTpykuus, cBoiicTBa M 00,1aCTh NPHUMEHEHHs MPOAYKIUH

Jlokkr OmHOpa30Bble Ml (PTOPUPOBAHMS PA3IUYHBIX Pa3MEPOB NMPEACTABISIFOT COOOH MHIMBHIYaJIbHO
nonoOpaHHbIE JIOKKH U3 MEHOIJIACTa Uil HAaHECEHHs (PTOPCOAEPIKALIEero reis ¢ LeNblo NMPOQUIaKTUKH
Kapreca u YKpPeIwieHHst CTPYKTY Pbl 3yO0B.

IV. llpeanonaraemoe ucnoib30BaHue

Uznenue ucnonp3yeTcst st HAaHECEHHs! (PTOPCONEpIKaIlero reJist A MPenoTBpaleHust Kapreca 3yOoB

V. Meroanka npuMeHeHHsI

1. 3anosHUTE H30THYTYIO KaHABKY JK€JaTMHOBON Maccoil, HanpuMep, MOOIIUM CPEICTBOM MJIH 3alUTHOM
(dTopcoaepxkaiei KPacKou.

2. He nBurafite obe ctoponsl msgenus. CIokuTe W3enne MOomojiaM mHocepenuHe, 4Todbl obecrednThb
MaKCUMAaJIbHOE BO3JIEHCTBHE HA BEPXHIOK U HUXKHIOIO YETHOCTH.

ITomecTute JNOXKKY B POT M MPUKYCUTE Ty YacTh KaHABKH, Kyaa Obuta BBEIEHA reiesas macca, Ha 1—4
MHUHYTBI, YTOOBI OUHCTUTH 3yObI HITH 3aIIUTUTD UX (PTOPCOAEPIKAIUM CPEICTBOM.

\ VAN

1. JInnam, He UMEIOIMM NPaBa HA MEAULMHCKOE JICUEHHE, 3aIPEIaeTCsl MOJIb30BaThCS UM.

2. 3anpernaeTcst HCIONb30BaTh TOBAP MPH €ro MOBPEKIEHUH MK Ae(OPMAaLINH, a TAKXKE TPH TOBPEKACHUN
yYIaKOBKH.

3. Korna 3ToT mpoayKT HCHONB3YeTCs ISl YUCTKHU 3yOOB U 3aIUTHI OT (PTOpa, MOXKAIYHCTa, HE HCIIONB3YHTe
STOT NPOAYKT MHAYe, YeM 10 NIepBOHAYaIbHOMY HA3HAYEHHUIO.

4. DTOT MpOAYKT MpenHa3HauyeH JJis1 OJHOPA30BOrO HCIONB30BaHUS, NOXalyiicTa, yTUIU3UpYHTe mocie
HCIIOJIb30BAHUS B COOTBETCTBUU C MECTHBIMU IPaBUJIAMU.

VII. MeToa xpaHeHHs1 H 00CTy;>KMBAHUS

1. OTa npoayKuus NOJKEH XPaHUTHCS B YUCTOM, CyXOM, ITPOBETPUBAEMOM MOMEIIEHUH NPH KOMHATHOMN
TeMIIEpaType, OTHOCUTENIbHOH BaxkHOCTU He Oonee 80% u 6e3 arpecCUBHBIX ra30B.

2. M30eraiiTe monagaHus MPsIMbIX COTHEYHBIX JTydeH.

3. IlpenoTBpainaiiTe BHEIIHEE BbIIABIMBAHNE U Ae(QOPMALIMIO TIPH TPAHCIIOPTUPOBKE M XPAHEHHH.

VIII. IIpoTuBonokazanus

J10 cHuX mOp He BBISBJIEHO HUKAKUX MPOTUBOMNOKA3aHUA

IX. CumBousbl

WaroToBuTtens c E CE Mapkuposka

paiioH,

[arta npoussoacrsa

e

ﬁfl

Koa naptum
-

A\

iz

MeauuuHckoe napenue

MNpencrasurens B

npeIcTaAEHTE L

= s
= =
MD 2 g
' EE
- EEE
Esponeiickom Coloze =5 2 E o
- ] 1R
3 Cnenyinte UHCTPYKUMAM E 5 S om
» 4]
Cpok rogHocTH Uﬂ 1O NPUMEHEHMIO =S o ﬁ -
BE— =zZ0pF =
= = = -
BHumanve Homep mogenu E‘ E Sa &
2Q EFZ4E
XpaHuTb B CyXOoM MecTe (V;ﬂ Marotoenexo B Kutae g § R E
- = - By PR
~¢- bepeyb OT CONHeYHbIX lNpeactasutens 8 =l 28 2
2K il UKRP CoepnuHerHom Koponesctee - E - 28 =
EREE ;
A 2 TONbLKO ANA OAHOPa30BOro = B g9 : E
HecrtepunbHo @ NPUMEHEHMS 28 s = 3 = z
o, 31l R EE
> WmnopTep 11 Repxatb BBEPX 28 : 8YEZ
— : =~ o =
= E =
YHUKanbHbiit 1S0 13485 CepTudmkams 2= E S,,E; 2=
UDI uaeHTMdUKaTop U3aenus 9 |no 1SO13485 D EmME A

Peructparmua MU s PocagpaBranzope
www.nevacert.ru | info@nevacert.ru



(i C€

Jozomun H3penus u3MepuTeNabHBIE A5 CTOMATOJIOTHH
HNHcTpyKust Mo npuMeHeHHI0

VYrBepxneHo 26 centsaops 2025 (A/2)

1. HammeHoBaHue

HaunmenoBanue npoanykumnu: H30enus uzmepumensusie 01 cmomamono2uu (Jluneiixa sH0o0oHmuyeckas

O/ KATUOPOBKIU 2YMMANepyYesslx wimu@dmos)

[£1 BF0517

11 sl «Huanghua Promisee Dental Co., Ltd.»

Mould Industry Garden, Empolder Section, Huanghua, 061100 Hebei, Kuraii

Ten: +86-317-8882702 daxc: +86-317-8881708

MedNet EC-REP GmbH Borkstrasse 10, 48163 Muenster, 'epmanus

IT1. KoncTpykuusi, cBoiicTBa H 00/1aCTH NPUMEHEHHs NPOAYKIUH
Wsnenue U3roToBIEHO U3 LIUPKOHMEBOM KepaMHKU C AMANA30HOM JUIMHBI 30MM M IuaMeTpoM KOHyca
ot 20 no 80 mm (kpome 65), umeer Bcero 11 KOHHMYECKHMX OTBEPCTHH, HA KOTOPHIX MOXKHO H3MEPUTH
IFaMeTp HEOOXOMUMOTro KOHYHKA.
IV. llpeanonaraemoe ucnojb30BaHue
B ocHOBHOM mcCmonb3yeTcst Ui M3MEPEHUs JTMHBI MYJIBIIOSKCTPAKTOpPa / BHYTPHKAHAJIBHOTO (haiina /
BEPXYLLUKU JECHBI B IIPOLIECCE CTOMATOJIOTUYECKOTO JIEUEHUSI.
V. Meroanka npuMeHeHH s
1. Tlpu wCrONB30BaHUHM MPOCTO BCTABbTE KOHYMK TyTTAlepueBOro MMTH(TA B COOTBETCTBYIOIIEE
KOHHYECKOE OTBEPCTHE, & U3JHUIIKU T'yTTANepuYeBOro mThu(Ta ObICTPO CPEXKbTE JIE3BUEM BIOJIb OOpaTHOMH
CTOPOHBI.
2. ITomecTHTE IOATOTOBJIEHHBIN I'yTTAIEPUYEBBIN INTU(T B 00JACTh U3MEPEHUS], YTOOBI I3MEPUTD JJTUHY U
COOTHECTH C COOTBETCTBYIOLIEH padouell IIMHOM.
3. Ero MOxHO wHCmONb30BaTh NOBTOPHO. Jlnsg momydeHust Oosnee moxpoOHONH uHGPOPMAIUU CM.
Hucmpykyuu no oopabomke (MHO20pA306b1e MEOUUUHCKUE U30EUA).
VL /N
1. I[Tepen ucnonp3oBaHueM yOSIUTECH, YTO U3CIINE YUCTOE.
2. 3ampeneHo UCIoIb30BaTh JFOASIM 0€3 METUIIMHCKON KBATH(UKALIIH.
3. He ncnone3yiiTe uznenue npyu NOBPEXKACHUHN YITAKOBKH.
4. D10 U3AeNue UCIIONb3yeTCs s JledeHus nojoctu pra. Iloxkanyiicta, He UCHONAB3YITE 3TO U3ENNE HE
10 Ha3HAYEHUIO.
VII. MeToa xpaHeHHs1 H 00CTy;>KMBAHUS
1. DTa npoayKuus JOMKEH XPAHUTLCS B YUCTOM, CyXOM, ITPOBETPUBAEMOM MOMELIEHUH MTPU KOMHATHOMN
TeMIIEpaType, OTHOCUTENIbHOH BaxkHOCTU He Oonee 80% u 6e3 arpecCUBHBIX ra30B.
2. U3beraiiTe monagaHus MPSMbIX COTHEYHBIX JIydeH.
3. IlpenoTBpainaiiTe BHEIIHEE BbIIABIMBAHNE U Ae(QOPMALIMIO TIPH TPAHCIIOPTUPOBKE M XPAHEHHH.
VIII. lIpoTusonokazanus
J10 cHuX mOp He BBISBJIEHO HUKAKUX MPOTUBOMNOKA3aHUA
IX. CumBobl
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MaroToBuTEND CE MapkupoBka

[ata npouseoacTea MepauuwHcKkoe nsgenve

MNpeacTtasuTens B

Kog naptuu Esponetickom Cotoze

CnegyiTe NHCTPYKLMAM Mo

Cpok rogHocTU

(1]

NPUMEHEHUIO

BHMMaHwne

[

Homep mogenu

XpaHUTL B CYXOM MecTe

]

MarotoeneHo B Kutae

Bepeyb OT CONHEYHbIX Ny4en

i)

[epxartb BBEPX

B35 > w0 [B] | . I

HecrepuneHo % Wmnoptep
YHUKaNbHBIA : Ceprudpukaums
UDI ‘ naeHTUukaTop nagenus ISO 13485 no 1S0O13485
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HucTpykuun no o0padoTke (MHOTOpa3oBble MEIHLIHMHCKHE H3/1€JIHSA)

M3roroBurenns: «Huanghua Promisee Dental Co., Ltd.»

M3nenune(n): Wspenus wusMmeputenbHble misi  cromartojorud (JIuHelka »HAOMOHTHYECKAs st
KaJTMOPOBKH I'yTTANEPUYEBbIX IITU(HTOB)

Mogeas: BFO517

OPEAYHOPEXIEHUSA |+ Ilpu crepunuzauuud 3TOTO HU3IENUS, TMOXKAIYIHCTa, MOMECTUTE €ro B
CTEPHIIN3ATOP B TOPU30HTAIBHOM IOJIOKEHUU

* He nepxxure nznenne OIU3KO K METAUTHUECKOH CTEHKE CTEPUIIN3ATOPa BO
BpeMs CTEPUITU3ALIUN

NHCTPYKIIMN

Oumncrka Bpyunyro
IIpenBaputenbHas ounctka: Mcnonb3yiliTe NpOTOYHYIO BOAY M IIETKY IJIsl YMCTKHU,
9YTOOBI YAATUTB MATHA HA TIOBEPXHOCTH M3

ABTOMATH3HPOBAHHO

* DH3UMHas MPOMBIBKA. 3aMOYHTE OYHINEHHOE u3eNre B (PePMEHTHOM pPacTBOpE,
MOTPUTE €r0 LIETKOH AJIst YUCTKH 1 00padoTaiiTe yiIbTPa3sByKOM B TEUEHHE 3-5 MUHYT
(moxkanyiicra, 00paTuTeCh K MHCTPYKLUH 10 IPUMEHEHHUIO MTPOU3BOIUTEIIS] MOIOLIIETO
cCpencTBa sl MOJyueHUs UHOPMAalMd O KOHLIEHTPALUH, TEMIIEPaType, BPEMEHU
BO3/ICHCTBUSA).

* [lonockanue: IIpoTouHOM BOROM.

» OxoH4YaTesbHasl IPOMBIBKA: JIMCTUIIMPOBAHHON WIIN AEMHHEPaTN30BaHHOMN BO#OH

Cywmka Cymar cangerkamu ¢ HU3KUM COAEP>KaHUEM BOPCA.

YnaxkosbiBanue | Ilonoxxure u3genne B makeT st CTEPUIIN3alU U 3areuaraiiTe ero OTaeJbHO

Crepuimzanus | « [Taposoii asrokmnas. Luki: 900cek., 134°C, cymka 600cek. (caenyiTe HHCTPYKLUSIM
MPOM3BOAMTEINS ABTOKJIABA).

* Ilpm crepunmzauuu wu3genue CclegyeT IOMEeCTUTb B CTEPUIM3ATOP B
ropusoHTambHOM — mnojokernu. (ITocine  crepmnmsanmm  oTKpoiite  aBepuy
CTEpUIIN3aTOPa U MPOBeTpUTe noMerenue. Ilocie Toro kak map nojgHOCTBHIO BBIAET,
TOCTaHBTE U3JIeNINe, KOTIa OHO OCTBIHET !)

Xpanenue 1. Dra npomykuus [ONKHA XPaHUTBCS B YHCTOM, CYyXOM, IPOBETPHUBAEMOM
NOMEIEHNH MPH KOMHATHOHM TeMIeparype, OTHOCHTEIbHOH BIIAXXHOCTH He Ooee
80 % u Oe3 arpecCHBHBIX Ta30B.

2. M36eraiiTe monagaHus MPsIMBbIX COTHEUHBIX JIyYEH.

3. IlpenoTBpaTuTh BHELIHEE BBIIABIMBAHNE U Ae()OPMALIHIO TP TPAHCTIOPTUPOBKE U

XPaHEHUU.
KonTakTnl Mould Industry Garden, Empolder Section, Huanghua, 061100 Hebei, Kuraii
wsroroBurtenasi | Tem: +86-317-8882702 www.promiseedental.com

Email: info@promiseedental.com

HaumenoBanue npoussoacreeHHol miomaaku: «Huanghua Promisee Dental Co., Ltd.».
YnoaHoMo4YeHHBII nIpeAcTaBUuTeNb Npou3BoauTeas B Pecnyonuke benapycn:

3A0 «beameanocraBka» (225730, Benapyco, bpecrckas o6anacteb, [Iunckuii paiion, n.JluHkoBuYH,
ya. Illonepeunas 36)

Peructparmua MU s PocagpaBranzope
www.nevacert.ru | info@nevacert.ru




Jlozomun W3aenns usmepuTebHbIE JJIs1 CTOMATOJIOTHH [Td Ce€
HNHcTpyKuus Mo npuMeHeHH 0

YrBepxneHo 26 centsaops 2025 (A/2)

I. HaumeHnoBaunme

HaumenoBanue mpoaykuum: [30enus usmepumensuvie 0as cmomamono2uu (Iloocmaska (nuneiixa)

2HO0QOHMUYECKAS]))

[#£1 BFO3A, BFO3B

11w «Huanghua Promisee Dental Co., Ltd.»

Mould Industry Garden, Empolder Section, Huanghua, 061100 Hebei, Kurait

Ten: +86-317-8882702 daxc: +86-317-8881708

MedNet EC-REP GmbH Borkstrasse 10, 48163 Muenster, 'epmanus

IT1. KoHncTpykiuusi, cBoiicTBAa H 00,1aCTh NPUMEHEHHs NPOAYKLHH

1o uznenue cocrout u3 100% PA-marepuana. OHO Jierkoe 1 KOMIIAKTHOE.

IV. llpeanonaraemoe ucnoib30BaHue

B ocHOBHOM mcCmonb3yeTcst Ui M3MEPEHUs JTMHBI MYJIBIIOSKCTPAKTOpPa / BHYTPHKAHAJIBHOTO (haiina /
BEPXYLUKU JECHBI B IPOLIECCE CTOMATOJIIOTUYECKOTO JIEUEHHSI.

V. Meroanka npuMeHeHH s

1. UroObl m3MepuTh IJIMHY TMYJIBIIO3KCTPAKTOpPAa / BHYTPUKAHANIBHOTO (aiina, momectute Qaitm B
COOTBETCTBYIOILYIO U3MEPUTEIIbHYIO IIKaJy, PACIONOXKUTE €r0 C MOMOLIBI0 MSITKOW MPOKJIAiKH, a 3aTeM
MOATBEPANUTE Jajlee Ha U3MEpUTeNbHOW Iukane. IIpu u3MepeHUM BepXyLIKH IECHBbl IOMECTUTE €ro
HENOCPEICTBEHHO B HM3MEPUTENBHYIO ILIKaly. JDTO MOXET YIIPaBJIATHCA MajblieM NP HUCIONb30BAHUU
JIMHEWKU.

2. Ero MOXHO HCHONB30BaTh MNOBTOpPHO. [lisi monydenust Gomee moapoOHONW wuHOpMamuu CM.
Hucmpykuyuu no oopabomke (MHO20paA306b1e MEOUUUHCKUE U30ENUA).

VL A\

1. Ilepen ucnonp3oBaHUEM YOSIUTECH, YTO U3EITHE YUCTOE.

2. 3ampeneHo UCIoIb30BaTh JFOASIM 0€3 METUIIMHCKON KBATH(UKALIIH.

3. He ncnone3yiiTe uznenue npu NOBPEXKACHUHN YITAKOBKH.

4. D10 U3AeNue UCIIONb3yeTCs s JledeHus nojoctu pra. Iloxkanyiicta, He UCHONAB3YITE 3TO U3ENNE HE
10 Ha3HAYEHUIO.

VII. MeToa xpaHeHHs1 H 00CTy;>KMBAHUS

1. OTa npoayKuus NOJKEH XPaHUTHCS B YUCTOM, CyXOM, ITPOBETPUBAEMOM MOMEIIEHUH NPH KOMHATHOMN
TeMIIEpaType, OTHOCUTENIbHOH BaxkHOCTU He Oonee 80% u 6e3 arpecCUBHBIX ra30B.

2. M30eraiiTe monagaHus MPsIMbIX COTHEYHBIX JTydeH.

3. IlpenoTBpainaiiTe BHEIIHEE BbIIABIMBAHNE U Ae(QOPMALIMIO TIPH TPAHCIIOPTUPOBKE M XPAHEHHH.

VIII. IIpoTuBonokazanus

J10 cHuX mOp He BBISBJIEHO HUKAKUX MPOTUBOMNOKA3aHUA

IX. CumBouabl

“ MsroToBuTEnb c € CE MapkupoBka

&I [laTa npousBoACTBa MD MepguuuHckoe usgenue

MNpeacraBuTens B
Eeponeiickom Cotoze

LOT |Koa naptum

Cnegyure VHCTPYKLMAM MO

Cpok rogHocTH NPUMEHEHUIO

|BHUMaHne Homep mogenn

XpaHWTb B CyXOM MecTe WarotosneHo B Kutae

Bepeyb OT COMHEYHbIX Nyyen |[lepxatb BBEPX
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HecrepunbHo Wmnoptep
YHUKanbHbIN ' Ceptugumkaums
UDI ‘ naeHTudukaTop nagenus ISO 13485 no 1SO13485

Peructparmua MU s PocagpaBranzope
www.nevacert.ru | info@nevacert.ru



HucTpykuun no o0padoTke (MHOTOpa3oBble MEIHLIHMHCKHE H3/1€JIHSA)

M3roroBurenns: «Huanghua Promisee Dental Co., Ltd.»

N3nenme(s): Usnenus nsmepurenpvHbie 17151 cromaronorun (IlogcraBka (sTuHelka) SHAOMOHTHYECKAST))
Moneas: BFO3A, BFO3B

OPEAYHOPEXIEHUSA |+ Ilpu crepunmsauuu 3TOrO M3ACIUSA, IMOXKAITYyHCTA, MOMECTUTE €ro B
CTEPHIIN3ATOP B TOPU30HTAIBHOM IOJIOKEHUU

* He nepxxure nznenne OIU3KO K METAUTHUECKOH CTEHKE CTEPUIIN3ATOPa BO
BpeMs CTEPUITU3ALIUN

NHCTPYKIIMN

Oumncrka Bpyunyro

IIpenBaputenbHas ounctka: Mcnonb3yiliTe NpOTOYHYIO BOAY M IIETKY IJIsl YMCTKHU,
9YTOOBI YAATUTB MATHA HA TIOBEPXHOCTH M3

ABTOMATH3UPOBAHHO

* DH3UMHas MPOMBIBKA. 3aMOYHTE OYHINEHHOE u3eNre B (PePMEHTHOM pPacTBOpE,
MOTPUTE €r0 LIETKOH AJIst YUCTKH 1 00padoTaiiTe yiIbTPa3sByKOM B TEUEHHE 3-5 MUHYT
(moxkanyiicra, oOpaTuTech K MHCTPYKLUH MO MPUMEHEHHIO IPOU3BOAUTENS MOIOIIIETO
CpencTBa sl MOJyueHUs] WHPOPMAaUU O KOHLIEHTPALUH, TEMIIEpaType, BPEeMEHHU
BO3/ICHCTBUSA).

* [lonockanue: I1poTouHOI BOIOM.

» OxoHYaTesbHasl IPOMBIBKA: JIMCTUIIMPOBAHHON UK A€MUHEPATU30BaHHON BOION

Cywmka Cymar cangerkamu ¢ HU3KUM COAEP>KaHUEM BOPCA.

YnaxkosbiBanue | Ilonoxxure u3genne B makeT st CTEPUIIN3alU U 3areuaraiiTe ero OTaeJbHO

Crepuimzanus | « [Taposoii asroknas. Lluxn: 900cek., 134°C, cymka 600cek. (caenyiTe HHCTPYKLUSM
MPOM3BOAMTEINS ABTOKJIABA).

* Ilpu crepunusauuu u3AeaUe CleAyeT I[OMECTUTb B CTEPUWIN3AaTOpP B
ropusoHTanbHOM mnojokerun. (Ilocme  crepunmsanuu  OTKpoiTe  IBEpLy
CTepUIIN3aTOpa U NposeTpute nomeuenue. Ilociae Toro kak nap MOJHOCTBIO BBIAJET,
TOCTaHETE U3JIeNNe, KOIa OHO OCThIHET !)

Xpanenue 1. Dra npomykuus [ONKHA XPaHUTBCS B YHCTOM, CYyXOM, IPOBETPHUBAEMOM
NOMEIEHNH MPH KOMHATHOHM TeMIeparype, OTHOCHTEIbHOH BIIAXXHOCTH He Ooee
80 % u Oe3 arpecCHBHBIX Ta30B.

2. M36eraiiTe monagaHus MPsIMBbIX COTHEUHBIX JIyYEH.

3. IlpenoTBpaTuTh BHELIHEE BBIIABIMBAHNE U Ae()OPMALIHIO TP TPAHCTIOPTUPOBKE U

XPaHEHUU.
KonTakTnl Mould Industry Garden, Empolder Section, Huanghua, 061100 Hebei, Kuraii
wsroroBurtenasi | Tem: +86-317-8882702 www.promiseedental.com

Email: info@promiseedental.com

HaumenoBanue npoussoacreeHHol miomaaku: «Huanghua Promisee Dental Co., Ltd.».
YnonHomMo4ueHHBI NpeAcTABUTeNb Npou3BoauTeisi B Pecnydiuke benapycn:

3A0 «beamennocraska» (225730, benxapycs, Bpecrckas o0actb, [Iunckuii pavion, a.IlnakoBuun,
ya. Illonepeunas 36)

Peructparmua MU s PocagpaBranzope
www.nevacert.ru | info@nevacert.ru




Jlozomun W3 ae/iust M3MEPUTENbHbBIE ISl CTOMATOJIOTHH Cli] C€
HNHcTpyKiust Mo npuMeHeHHI0

VYrBepxneHo 26 centsops 2025 (A/2)

I. HaumeHnoBanme

HaunmenoBanue nponykuumn: Mszoenus uzmepumensvuvie 0as cmovamono2uu (Microdont)

[£]1 BF04

1L ad «Huanghua Promisee Dental Co., Ltd.»

Mould Industry Garden, Empolder Section, Huanghua, 061100 Hebei, Kuraii

Ten: +86-317-8882702 daxc: +86-317-8881708

MedNet EC-REP GmbH Borkstrasse 10, 48163 Muenster, ['epmanust

IT1. KoncTpykiusi, cBoiicTBa M 00/1aCTh NPUMEHEHHs NPOAYKIHH

2710 uznenue cocrout u3 100% PA-marepuana. OHO Jierkoe U KOMIAKTHOE.

IV. llpeanonaraemoe ucnojib30BaHue

B ocHOBHOM HCHONB3yeTCsl Ui M3MEPEHHUsS IJIMHBI MYJIBIIOSKCTPAKTOpPa / BHYTPHUKAaHAJIBHOTO (haiina /
BEPXYLUKU JECHBI B IPOLIECCE CTOMATOIIOTUYECKOTO JICHEHUSI.

V. Meroanka npuMeHeHHs

1. UroObl m3MepuTh IUIMHY TNyJIBIIO3KCTPAKTOpa / BHYTPUKaHANIBbHOro (aiima, momectute Qaiinm B
COOTBETCTBYIOILYIO U3MEPUTEIIbHYIO IIKAy, PACIIONOXKHUTE €ro ¢ MOMOILIBI0 MATKONW MPOKJIAaAKH, a 3aTeM
MOJATBEPANUTE Jlajlee Ha U3MepUTeNbHOM Iukane. IIpu u3MepeHUM BepXyLIKH IECHBI MOMECTUTE €ro
HENOCPEICTBEHHO B U3MEPUTEIIbHYIO LIKATY.

2. Ero MOXHO wucmnonb3oBaTh NOBTOpHO. [l momydeHust Oojee moppoOHONH WHGPOPMALUK CM.
Hucmpykuyuu no oopabomke (MHO20pA306ble MEOUUUHCKUE U30EUA).

VL A\

1. Ilepen ucrnonp3oBaHUEM YOEIUTECH, YTO U3EITHUE YUCTOE.

2. 3ampeneHo UCIoNb30BaTh JIOASIM 0€3 METUIIMHCKON KBATU(UKALIIH.

3. He ncnone3yiiTe uznenue npu NOBPEKACHUHN YITAKOBKH.

4. D10 U3Aenue UCIONb3yeTCs i JledeHus nojoctu pra. Iloxkanyiicta, He UCHIONB3YITE 3TO U3JENNE HE
10 Ha3HAYEHHUIO.

VII. MeToa xpaHeHHs1 H 00CTy’KHMBAHUS

1. DTa npoayKIuus NOJKEH XPAHUTHCS B YUCTOM, CyXOM, ITPOBETPUBAEMOM MOMELIEHUH TP KOMHATHOMN
TEeMIIEpaType, OTHOCUTENIbHOH BiaxkHOCTU He Oosee 80% u 6e3 arpecCUBHBIX ra3oB.

2. U30eraliTe monagaHus MPSMbIX COJTHEYHBIX JIydeH.

3. IlpenoTBpainaiiTe BHEIIHEE BbIIABINBAHNE U Ae(POPMALIMIO TIPH TPAHCIIOPTUPOBKE U XPAHESHHUH.

VIII. IIpoTuBonokazanus

J10 cuX mop He BBISBJIEHO HUKAKUX MPOTHUBOMNOKA3aHUI

IX. CumBoabl

“ NsroToButens c € CE MapkupoBka

&I [laTa npoussogcTBa MD MeauuuHckoe usgenve
MpeacrasuTens B

LOT IKoa naptum EU |REP Esponeiickom Colo3e

Cneayvrte MHCTPYKUMSM Mo

CpoK rogHoCTH NPYMEHEHUIO

> |60

|BHMUMaHKe Homep mogenu

MarotoeneHo B Kutae

XpaHuTb B CyXOm MecTe

(| | 1=
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Hepxatb BBEPX

Bepeyb OT CONHEYHbIX NnyYen
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A HectepunsHo % Wmnoptep
YHUKanbHbIN ( - |Ceptudpukaumsa
_UDI ‘ naeHTudukaTop usgenuns ISO 13485 no 1SO13485
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HucTpykuun no o0padoTke (MHOTOpa3oBble MEIHLIHMHCKHE H3/1€JIHSA)

M3roroBurenn: «Huanghua Promisee Dental Co., Ltd.»

N3nenune(sn): U3nenus usmepurenbabie st cromaronoruu (Microdont)

Monean: BFO4

OPEAYHOPEXIEHUSA |+ Ilpu crepunmsauuu 3TOrO M3ACIUSA, IMOXKAITYyHCTA, MOMECTUTE €ro B
CTEPUITU3ATOP B TOPU3OHTAILHOM IMOJIOKEHUHU

* He nepxxure nznenne OIU3KO K METAUTHUECKOH CTEHKE CTEPUIIN3ATOPa BO
BpEMsl CTePUITH3AIUH

NHCTPYKIIMN

Oumncrka Bpyunyro

IIpenBaputenbHas ounctka: Mcnonb3yiliTe NpOTOYHYIO BOAY M IIETKY IJIsl YMCTKHU,
9YTOOBI YAATUTB MATHA HA TIOBEPXHOCTH M3

ABTOMATH3UPOBAHHO

» DH3UMHAsI MTPOMBIBKA. 3aMOYUTE OYHINEHHOE H3/eNue B (PepPMEHTHOM PacTBOPE,
MOTPUTE €r0 LIETKOH AJIst YUCTKH 1 00padoTaiiTe yiIbTPa3sByKOM B TEUEHHE 3-5 MUHYT
(moxkanyiicra, oOpaTuTech K MHCTPYKLUH MO MPUMEHEHHIO IPOU3BOAUTENS MOIOIIIETO
CpencTBa sl MOJyueHUs] WHPOPMAaUU O KOHLIEHTPALUH, TEMIIEpaType, BPEeMEHHU
BO3/ICHCTBUSA).

* [lonockanue: I1poTouHOI BOIOM.

» OxoHYaTesbHasl IPOMBIBKA: JIMCTUIIMPOBAHHON UK A€MUHEPATU30BaHHON BOION

Cywmka Cymar cangerkamu ¢ HU3KUM COAEP>KaHUEM BOPCA.

YnaxkosbiBanue | Ilonoxxure u3genne B makeT st CTEPUIIN3alU U 3areuaraiiTe ero OTaeJbHO

Crepuimzanus | « [Taposoii asroknas. Lluxn: 900cek., 134°C, cymka 600cek. (caenyiTe HHCTPYKLUSM
MPOM3BOAMTEINS ABTOKJIABA).

* Ilpu crepunusauuu u3AeaUe CleAyeT I[OMECTUTb B CTEPUWIN3AaTOpP B
ropusoHTanbHOM mnojokerun. (Ilocme  crepunmsanuu  OTKpoiTe  IBEpLy
CTepUIIN3aTOpa U NposeTpute nomeuenue. Ilociae Toro kak nap MOJHOCTBIO BBIAJET,
TOCTaHETE U3JIeNNe, KOIa OHO OCThIHET !)

Xpanenue 1. Dra npomykuus [ONKHA XPaHUTBCS B YHCTOM, CYyXOM, IPOBETPHUBAEMOM
NOMEIEHNH MPH KOMHATHOHM TeMIeparype, OTHOCHTEIbHOH BIIAXXHOCTH He Ooee
80 % u Oe3 arpecCHBHBIX Ta30B.

2. M36eraiiTe monagaHus MPsIMBbIX COTHEUHBIX JIyYEH.

3. IlpenoTBpaTuTh BHELIHEE BBIIABIMBAHNE U Ae()OPMALIHIO TP TPAHCTIOPTUPOBKE U

XPaHEHUU.
KonTakTnl Mould Industry Garden, Empolder Section, Huanghua, 061100 Hebei, Kuraii
wsroroBurtenasi | Tem: +86-317-8882702 www.promiseedental.com

Email: info@promiseedental.com

HaumenoBanue npoussoacreeHHol miomaaku: «Huanghua Promisee Dental Co., Ltd.».
YnonHomMo4ueHHBI NpeAcTABUTeNb Npou3BoauTeisi B Pecnydiuke benapycn:

3A0 «beamennocraska» (225730, benxapycs, Bpecrckas o0actb, [Iunckuii pavion, a.IlnakoBuun,
ya. Illonepeunas 36)

Peructparmua MU s PocagpaBranzope
www.nevacert.ru | info@nevacert.ru




Jlozomun W3aenns usmepuTebHbIE JJIs1 CTOMATOJIOTHH [l Ce
HNHcTpyKIust o npuMeHeHUI0

YrBepxneHo 26 centsaops 2025 (A/2)

I. HaumeHnoBaunme

HaumenoBanue npoanykunu: Hzoenus usmepumensusie 015 cmomamono2uu (Jluneiixa sH000oHmueckas

Ha nanety)

[£1 BFO5

11w «Huanghua Promisee Dental Co., Ltd.»

Mould Industry Garden, Empolder Section, Huanghua, 061100 Hebei, Kurait

Ten: +86-317-8882702 daxc: +86-317-8881708

MedNet EC-REP GmbH Borkstrasse 10, 48163 Muenster, ['epmanust

IT1. KoncTpykiusi, cBoiicTBa M 00/1aCTh NPUMEHEHHs NPOAYKIHH

210 uznenue cocrout u3 100% PA-matepuana.

IV. llpeanonaraemoe ucnojib30BaHue

B ocHOBHOM HCHONB3yeTCsl Ui M3MEPEHHUsS IJIMHBI MYJIBIIOSKCTPAKTOpPa / BHYTPHUKAaHAJIBHOTO (haiina /
BEPXYLUKU JECHBI B IPOLIECCE CTOMATOIIOTUYECKOTO JICHEHUSI.

V. Meroanka npuMeHeHHs

1. UroObl m3MepuTh IUIMHY TNyJIBIIO3KCTPAKTOpa / BHYTPUKaHANIBbHOro (aiima, momectute Qaiinm B
COOTBETCTBYIOILYIO U3MEPUTEIIbHYIO IIKAy, PACIIONOXKHUTE €ro ¢ MOMOILIBI0 MATKONW MPOKJIAaAKH, a 3aTeM
MOJATBEPANUTE Jlajlee Ha U3MepUTeNbHOM Iukane. IIpu u3MepeHUM BepXyLIKH IECHBI MOMECTUTE €ro
HEMOCPEICTBEHHO B HM3MEPUTENbHYIO ILIKady. JTO MOXKET YNPAaBIATHCA NaiblieM MPU HUCHONB30BAHUU
JIMHEWKH.

2. Ero MoxHO wucmonb3oBaTh NOBTOpHO. [l momydeHust Gojee mnoxpoOHONH uHPOPMALUK CM.
Hucmpykuyuu no oopabomke (MHO20pA306ble MEOUUUHCKUE U30ETUA).

VI /A

1. Ilepen ucrnonbp3oBaHNEM YOEIUTECH, YTO U3EITNE YUCTOE.

2. 3ampemeno UCIoIb30BaTh JFOASIM 0€3 METUITMHCKON KBATH(UKALIHL.

3. He ncnone3yiiTe nznenue npu NOBPEXKACHUHN YITAKOBKH.

4. Do u3Aenue UCIONb3yeTcs s JledeHus nojgoctu pra. Iloxkanyiicta, He UCHIONB3YITE 3TO U3ENNE HE
0 HA3HAYEHHIO.

VII. MeToa xpaHeHHs1 H 00CIy’>KMBAHUSI

1. DTa npoayKiuus NOJKEH XPAHUTHCS B YUCTOM, CyXOM, ITPOBETPUBAEMOM MOMELIEHUH TP KOMHATHON
TEeMITEpaType, OTHOCUTENIbHON BiiaxkHOCTH He Oonee 80% u 6e3 arpecCUBHBIX ra3o0B.

2. M36eraliTe monagaHus MPsIMbIX COTHEYHBIX JTydeH.

3. IlpenoTBpamaiiTe BHEIIHEE BbIIABINBAHNE U Ae(POPMALIUIO TIPH TPAHCIIOPTUPOBKE M XPAHEHHUH.

VIII. IIpoTusonokazanus

J10 cuX mOp He BBISBIEHO HUKAKUX MPOTHUBONOKA3aHUI

IX. CumBoubl
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HucTpykuun no o0padoTke (MHOTOpa3oBble MEIHLIHMHCKHE H3/1€JIHSA)

M3roroBurenn: «Huanghua Promisee Dental Co., Ltd.»

N3nenue(sn): M3nenus usmepureapHbie At ctomaronorun (JInHelika SHIOMOHTHYECKAs Ha MAJIel)
Moneasn: BFO5

OPEAYHOPEXIEHUSA |+ Ilpu crepunmsauuu 3TOrO M3ACIUSA, IMOXKAITYyHCTA, MOMECTUTE €ro B
CTEPUIIN3AaTOP B TOPU3OHTAJIBHOM MOJOKEHUHU

* He nepxxure nznenne OIU3KO K METAUTHUECKOH CTEHKE CTEPUIIN3ATOPa BO
BpEMsl CTEPUIIU3ALUN

NHCTPYKIIMN

Oumncrka Bpyunyro

IIpenBaputenbHas ounctka: Mcnonb3yiliTe NpOTOYHYIO BOAY M IIETKY IJIsl YMCTKHU,
9YTOOBI YAATUTB MATHA HA TIOBEPXHOCTH M3

ABTOMATH3UPOBAHHO

» DH3UMHAsI MTPOMBIBKA. 3aMOYUTE OYHINEHHOE H3/eNue B (PepPMEHTHOM PacTBOPE,
MOTPUTE €r0 LIETKOH AJIst YUCTKH 1 00padoTaiiTe yiIbTPa3sByKOM B TEUEHHE 3-5 MUHYT
(moxkanyiicra, oOpaTuTech K MHCTPYKLUH MO MPUMEHEHHIO IPOU3BOAUTENS MOIOIIIETO
CpencTBa sl MOJyueHUs] WHPOPMAaUU O KOHLIEHTPALUH, TEMIIEpaType, BPEeMEHHU
BO3/ICHCTBUSA).

* [lonockanue: I1poTouHOI BOIOM.

» OxoHYaTesbHasl IPOMBIBKA: JIMCTUIIMPOBAHHON UK A€MUHEPATU30BaHHON BOION

Cywmka Cymar cangerkamu ¢ HU3KUM COAEP>KaHUEM BOPCA.

YnaxkosbiBanue | Ilonoxxure u3genne B makeT st CTEPUIIN3alU U 3areuaraiiTe ero OTaeJbHO

Crepuimzanus | « [Taposoii asroknas. Lluxn: 900cek., 134°C, cymka 600cek. (caenyiTe HHCTPYKLUSM
MPOM3BOAMTEINS ABTOKJIABA).

* Ilpu crepunusauuu u3AeaUe CleAyeT I[OMECTUTb B CTEPUWIN3AaTOpP B
ropusoHTanbHOM mnojokerun. (Ilocme  crepunmsanuu  OTKpoiTe  IBEpLy
CTepUIIN3aTOpa U NposeTpute nomeuenue. Ilociae Toro kak nap MOJHOCTBIO BBIAJET,
TOCTaHETE U3JIeNNe, KOIa OHO OCThIHET !)

Xpanenue 1. Dra npomykuus [ONKHA XPaHUTBCS B YHCTOM, CYyXOM, IPOBETPHUBAEMOM
NOMEIEHNH MPH KOMHATHOHM TeMIeparype, OTHOCHTEIbHOH BIIAXXHOCTH He Ooee
80 % u Oe3 arpecCHBHBIX Ta30B.

2. M36eraiiTe monagaHus MPsIMBbIX COTHEUHBIX JIyYEH.

3. IlpenoTBpaTuTh BHELIHEE BBIIABIMBAHNE U Ae()OPMALIHIO TP TPAHCTIOPTUPOBKE U

XPaHEHUU.
KonTakTnl Mould Industry Garden, Empolder Section, Huanghua, 061100 Hebei, Kuraii
wsroroBurtenasi | Tem: +86-317-8882702 www.promiseedental.com

Email: info@promiseedental.com

HaumenoBanue npoussoacreeHHol miomaaku: «Huanghua Promisee Dental Co., Ltd.».
YnonHomMo4ueHHBI NpeAcTABUTeNb Npou3BoauTeisi B Pecnydiuke benapycn:

3A0 «beamennocraska» (225730, benxapycs, Bpecrckas o0actb, [Iunckuii pavion, a.IlnakoBuun,
ya. Illonepeunas 36)
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Jlozomun Canderka CTOMATOIOTHYECKASI [Ii] C€
HNHcTpyKuus Mo npuMeHeHH 0

VYrBepxaeno 10 okrsaops 2025 (A/2)

I. HaumenoBanue

HaumenoBanue npoayxkuun: Caigemra cmomamono2uyeckas

[#1 QI17A,QI17B

11 s «Huanghua Promisee Dental Co., Ltd.»

Mould Industry Garden, Empolder Section, Huanghua, 061100 Hebei, Kuraii

Ten: +86-317-8882702 dakc: +86-317-8881708

MedNet EC-REP GmbH Borkstrasse 10, 48163 Muenster, ['epmanust

IT1. KoncTpykiuusi, cBoiicTBa H 00/1aCTh NPUMEHEeHHsI NPOAYKIUH

Wznenue 3ammThl MALMEHTA SBIAETCS CPEACTBOM ISl 3aLIHUTHI MALUEHTOB OT OPBI3TOBBIX MH(PEKUUH BO
BpEMs CTOMATOJIOTUYECKOTO JIEUEHMUS].

Canderka croMmaTonornveckast U3roTaBaIuBaeTCs u3 Oymaru u3 HeoOpabOTaHHOM APEBECHON LIEIUTFOJIO3BI U
MOJIMATHUIIEHOBOH IIJICHKH, KOTOPAasl H3TrOTABIMBAETCS KOMITO3UTHBIM HJTH LIBEHHBIM CITOCOOOM.

IV. llpeanonaraemoe ucnojib30BaHue

Canderky CTOMATONOTHYECKYIO HUCIONB3YIOT, (PUKCUPYS €€ Tepea TPYAHON KIETKOH MalueHTa BO BPeMs
CTOMATOJIOTUYECKOTO JICUEHUS, MPEJOTBPALICHHS TTONalaHNe OpbI3rOBbIX HH(PEKIHH HA TPYIHYIO KIIETKY
nanueHTa.

V. Meroanka npuMeHeHHsI

1. DTOT IPOAYKT HE CTEPUIICH, MEPel] NCTIONB30BAHNEM YOSIUTECh, YTO OH HE 3arpsI3HAET OKPY KAFOIIYIO
cpeny.

2. Bo Bpems ocmoTpa M JiedeHHs1 cajerka CTOMATOJOTHYECKas JOJDKHA OBITh 3aKperuieHa Ha Tpyad
nanueHTa JJIsl 3alUThI OT BOABI U IPYTUX 3arps3HEHUI.

3. PexomeHnmyercss HWCHOJB30BaTh CaN(PETKy CTOMATOJOTHYECKY) C B3aKUMOM sl Hee, 4YTOObI
NPEOTBPATHTh COCKAIb3bIBAHUE CANI(PETKH U3-3a ABMKEHUH MALMEeHTA.

A7 AN

1. ITepen ucnonp3oBaHUEeM yOIUTECH, YTO U3CIINE YUCTOE.

2. 3anperiaercs UCMOIb30BaTh TOBAP MPH €ro NOBPEKACHUH.

3. Ilponmykuust mnpenHa3HaueHa Uil OJHOPA30BOTO HCIIONB30BAHHMS M BBIOPACBHIBACTCS  ITOCIHE
HCIIOJIb30BAHUS.

VII. MeToa xpaHeHHs1 M 00CTy’>KHBAHUS

1. DTa npoayKLus NOJKEH XPAHUTLCS B YUCTOM, CyXOM, ITPOBETPUBAEMOM MOMELIEHUH MTPU KOMHATHON
TEeMITepaType, OTHOCUTENIbHON BiaxkHOCTH He Oonee 80% u 6e3 arpecCUBHBIX ra3oB.

2. M30eraiiTe monagaHus MPsIMbIX COTHEYHBIX JIydeH.

3. IlpenoTBpainaiiTe BHEIIHEE BbIIABIMBAHUE U Ae(POPMALIMIO TIPH TPAHCTIOPTUPOBKE M XPAHEHHH.

VIII. IIpoTuBonokazanus

JIo cux mop He BBISIBJIEHO HUKAKUX MPOTUBOINOKA3aHUI

IX. CumBoJbl
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