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Ha Ne

FOpuandeckum nuiam,
OCYIIECTBIISIONINM JEATEIIBHOCTD T10
pean3aiuy U IPUMEHEHHIO
o0opy0BaHUs (MHCTPYMEHTOB) IS
Maccaxa

O npencraBiieHUHU HHGOPMAITUH

B cCBSI3u ¢ MHOTOYHMCIEHHBIMU OOpAIICHUSIMU  IOPUJIUYECKUX U
(dbU3MYeCKuX JIMI] MO BOMPOCAM OKa3aHUsl YCIyr MO Maccaxxy MUHUCTEpPCTBO
3/IpaBOOXPAHEHHUSI Pa3bICHAET CIEAYIOIIEE.

3axkonom PecnyOnuku benapycs ot 14 okts6ps 2022 r. Ne 213-3 «O
JUIEH3UpOBaHUM» (Hasiee — 3akOH O JIMIEH3UPOBAHUM) MEIUIIMHCKAsS
NeATETLHOCTh OTHECEHA K JIUIEH3UPYEMBIM BUIaM JI€ATEIbHOCTH.

[lenpto AUIIEH3UPOBAHUS MEIUIIMHCKOMN JI€SITEIbBHOCTU SIBIISIETCS, TIPEXKIE
BCETO, 00ECNEUYEHUE 3alIUTHl KU3HU U 3JI0POBbSI TPAXKJAH IYTEM CO3JaHUS
0€30MaCHBIX YCIOBUM MPEOCTABICHUS MEIUIITUHCKUX YCIIYT.

[lepeuenb yciayr, COCTaBISIIOIIUX MEAUIMHCKYIO JIESITEIbHOCTh W
MOJJICKAINX JIMIICH3UPOBAHUIO, YCTAaHOBIIEH B cTatbe 206 3akoHa O
JMLIEH3UPOBAHUHU, B COOTBETCTBUU C MOANYHKTOM 2.49 myHKTa 2 KOTOpPOWM
YCIYTU 10 (PU3MOTEPANNU OTHOCSITCS K JIMIIEH3UPYEMOMY BUIY MEAUIIMHCKON
NEeSATETLHOCTH.

B cBow ouepenb, mocraHoBieHueM CoBera MunuctpoB PecrnyOnuku
bemapycy ot 25 mas 2020 r. Ne 307 (mamee — mocranoBieHue Ne 307)

yTBepkIeH  Ilepeuenp  mpoueayp — (UCCleOBaHWM,  MaHUMIYJISIIUN),
OTHOCAIIUXCA K paboraM M ycCiayram, COCTAaBISIOIIMM JIMIEH3UPYEMYIO
MEIUIMHCKYI0  JeATeNbHOCTh (1Mo (u3moTepanuu,  KOCMETOJIOTHUH,

MJIACTUYECKOM ICTETUUECKON XUPYPTUHU U JIEUEOHOMY MacCaxy).

OOpaiiaeM BHUMaHUE, YTO B OTHOLIEHUH HEKOTOPBIX alapaTHBIX BUIOB
Maccaka B MocTaHoOBi€HUU Ne307 MMEIOTCA YCIOBUS MX JULEH3UPOBAHMS.
Hanpumep, B COOTBETCTBUU C MOAMYHKTOM 2.6 YCIyIM MO MEXaHUYECKOMY
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amnrapaTHOMY MacCaxKy MOJJIEKAT JUIEH3UPOBAHUIO, €CJIM OHU OKa3bIBAIOTCS C
HCTOJIb30BaHUEM MEIUIIMHCKON TEXHUKHU.

Ycenyru mnHEBMOKOMITPECCHOHHOM Teparuu, BakyyM-Teparuu, Ipoueaypa
POJIMKOBO-BaKYyMHOTO Maccaxa (nmoamyHkTsl 2.9, 2.10, 2.11 noctaHoBieHuUs
Ne 307) moanexxat auiieH3upoBaHutio 6e3 ycinoBuil. [Ipyu okazaHuu Takux yciIyr
JTOJDKHA TIPUMEHSTHCS MEIMIIMHCKAash TEXHUKA, 3aperucTpUpOBaHHas B
YCTAHOBJICHHOM TIOPSIJIKE.

OnpeneneHHass HOMEHKJIaTypa OOOpyJOBaHUs, anmnapaToB, YCTPOMCTB,
U3ICIM W MHCTPYMEHTOB JUIsl OCYIIECTBIICHUSI MAacCCa)KHbIX MPOLEIYP
(Maccaxa) OTHOCSTCS K MEAUIIMHCKUM HU3JSITHSIM.

B PecnyOonuke benapych 3aKOHOJATEIbCTBOM YCTaHOBJIEH OCOOBIN
MOPS0K OOpalieHus] MEIUITMHCKUX W3AeHui. MenuIMHCKUuEe U3 MOTYT
oOpaiarbcs 1o HallMOHAJIBHOMY  3aKOHOJIATeNIbCTBY  JIMOO 1o
3aKOHOJATENLCTBY EBpasumiickoro 3skoHomuueckoro cowsa (EADC) no
31 nexabps 2025 rona.

Cnpasouno. Obpawenue  MeOUYUHCKUX uzoenuu BKIIIOUAem
npoekmuposanue, papabomky, CO30aHUe ONbIMHBLIX 00pPA3y08, NPOBedeHUe
MEXHUYEeCKUX UCNbIMAHUU, UCCIe008aHUL (UCNbIMAHUL) 8 YelsiX OYeHKU
buonocuuecko2co  Oeucmeus,  KIUHUYECKUX  UCHbIMAHUL, — IKCNepmu3nl
bezonacHocmu, Kavecmea U IpoekmueHocmu  MeOUYUHCKUX — U30eaull,
peaucmpayuio, npoussoo0Cmseo (U3eo0mosiieHue), Xxpaneuue, mpaHcnopmuposKy,
peanuzayuro, MOHMANC, HAAAOKY, MEOUYUHCKOE NPUMEHEeHUe (IKCHILYAmayuio),
MmexHu4ecKkoe 00CIYHCUBAHUE, PEMOHM U YHUUMONCEHUE MEOUYUHCKUX U30eNUll
yacmo nepeas cmamou 39'3axona Pecnybnuxu Benapyce om 18 uions 1993
200a « O 30pasooxpanenuuy (0aiee — 3aKoH 0 30pABOOXPAHEHUU).

B coorBerctBuu ¢ a63amem BTOpeIM cTatbm 39! 3akoma «O
3IPaBOOXPAHECHUN» MEIUIIMHCKUE W3JeNUs JIOMYyCKAIOTCS K TPOU3BOJICTBY
(M3roTOBJIEHUIO), pealTU3allii U MEIUIIMHCKOMY MPUMEHEHUIO (IKCILTyaTalliH )
B PecniyOnuke benapych mocie ux rocyJapCTBEHHOM PETUCTpPAIUU B MOPSIKE,
yctaHoBiieHHOM CoBetom  MunuctpoB Pecniyonmuku  benapych, wim
peructpauun B pamkax EADC, ecnm WHOE€ HE YCTAHOBJIEHO HACTOSIIUAM
3aKOHOM, WHBIMHU aKTaMU 3aKOHOJATEIhCTBA, MEXKIYHApPOIHO-TIPABOBBIMU
akTamu, cocTapisiromnmMu npaso EADC.

Cratpeii 5 CornamieHusi 0 €IMHBIX MPHUHIIMIIAX W MPaBUjIaX 0OpalieHus
MEIUIIMHCKUX U3JIeNTUU (U3eIUH MEIUITMHCKOTO Ha3HAYCHUS] U MEIUITUHCKOM
TeXHUKH) B pamkax EADC omnpeneneHo, 4To 3ampelieH BBITYCK B oOpalleHue
MEOUIIMHCKUX wu3aenui B pamkax EADC, He 3aperucTpupoBaHHBIX B
YCTAHOBJICHHOM TMOpPSJKE (32 HCKIIOUYCHHEM MEIUIMHCKUX W3JCTUul, He
MOJIeXKAIMX PETUCTPAIIMM B COOTBETCTBUM C TyHKTOM 11 crareu 4
CornameHus).
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Cratbeii 3382 Vromosuoro Kogekca PecnyOnumku Bemapycs ot
09.07.1999  Ne275-3  ycraHOBJE€HAa yrOJIOBHas  OTBETCTBEHHOCTh 34
IPOU3BOICTBO, BBO3 B PecniyOnuky benapych u (1) xpaHeHue B 1eJsIX cObITa
100 COBIT HE3aPETUCTPUPOBAHHBIX MEAUIIMHCKUX H3ICIHMA, 32 UCKIIOYECHUEM
CIy4aeB, YCTAHOBIICHHBIX AaKTaMU 3aKOHOJIATEIhCTBA, MEXIYHAPOIHBIMU
noroBopamu PecnyOnmuku bemapych, MeXIyHapOIHO-IPABOBBIMU AKTaMH,

cocrapisitonmu rnmpaso EASC.

CnpagouHo: CO2NIACHO HOMEHKIAMYpPHOM) Kaaccuguxamopy
MEOUYUHCKUX — U30eNUll,  YMeepiucOeHHblll  npukazom  Munucmepcmea
30pasooxpanenus om 16.12.2014 Ne 1324 «O6 ymeepacoenuu kraccugpuxayuii
MEOUYUHCKUX U30eNUl» MEeOUYUHCKUMU U30eUIMU SABTAEeMCs  CedyIouas
NPOOYKYUSL:

annapam 05 subpomepanuu, BUOPAYUOHHO20 MACCANCA,

annapam 05 2u0pPoaA3EPHOCO BAKYYMHO20 MACCANCA,

KOBPUK MACCANCHDILLL,

KPOBAMb MACCANCHAS MEPMOMEPANEBMUUECKAS, MepMOoMaccaxicep,

maceaxcep aymozpasumayuonnblil 60IHOBOU;,

Maccaxtcep 6aKyyMHolil;

maccasicep 8aKyyMHull mepanesmuieckKull,

maccasicep 08 NAILYE8 KUCU NPYHCUHHBILL

maccasicep 0Jisk PyHHO20 UCHOAb3068AHUSL,

maccasicep 015 puzuomepanuu;

maccasicep 0 Pu3UOmMepanuul ¢ 1eKMpOnpUBOOOM;

maccasicep MAacHUmMHbwLLL 00e3001U8arWUlL;

maccasicep MeOUYUHCKUL mepanesmudeckull;

maccasicep peghiexcomepanesmuyeckull;

maccasicep ¢ NHEBMAMUYECKUM NPUBOOOM,

maccasicep ¢ eKmponpu8ooom,

maccasicep mepmomepanesmuyeckull.

B coomeemcmeuu ¢ HOMEHKAIAMYPOU  MEOUYUHCKUX  U30eTUll
Eepasuitickoco skonomuueckoz2o corw3a Kk MEOUYUHCKUM U30eUIM OMHOCUMCS
cnedyowas npooyKYusl.

maccasicep pyyHoU OJisi HAPYIHCHO20 NPUMEHEHUS, KIUHUYECKUL — PYUHOe
(be3 snexmponumanus) uzdenue, NPpeoHa3Ha4eHHoe OJisl NPOBeOeHUsl GHEULHEe20
maccasxca nayueHmy camum NayueHmom, MeOUYUHCKUM PAOOMHUKOM ULU
gpavom 6 OoIbHUYE, MEOUYUHCKOM  YUPeNHCOeHUU UIU 8  VCIOBUAX
mepanesmuueckozo Jaeyenus. Illpeonaswaueno O cmumynsyuu/maccaxnca
Mbluy mena 0ns obecneyenuss mepanesmuyeckozo 3gpgpexma. Obwvruno uzdenue
oepaicam 8 pyKax, OOCHMYNHbl U30enUsl PA3TUYHbIX KOHueypayull u3 pasHulx
mMamepuanos, Hanpumep, u3 niacmuxa, oepeeéa, kepamuxu. Moowcem Ovimb
PA3MUUHBIX pa3Mepos U Gopm, Modcem Oblmb YeIbHbIM U30eaueM UIU uUmems
CMEHHble MACCAMNCHblE KOMNOHEeHMbl (Hanpumep, PpOIUKOBble 2O0N08KU Ul
nOOYWeuKu), a maxkxce uUMems pasiuyHble MACCANCHbIE NOBEPXHOCMU
(nanpumep, moueunvle, pebpucmole, 21A0KuUe);

maceasicep dneKmpudeckul Oisl UCNOb308AHUs HA Kposamu/cmyne —
ycmpoucmeo, pabomaroujee om cemu nepemMeHHo20 mokxda, NPeOHA3HAUEeHHOe
0151 JleuebH020 Macca)ca NayueHma, iexcaue20 8 Kposamu Ui cuosduezo 8
Kpecie, 0I5l leYeHUsl HeOOMO2aHus 1 00U 6 meje. Ycmpoucmeo pasmeuaenics
HA Kpoeamu uiu cmyie, d HeKOmopbvle munvl U30eiull Mo2ym 3aKpenisimvCs Ha
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CNeyuanu3upoOBaHHblX Kposamsx/kpeciax. Hzoenue MONCHO UCNONb308aMb 8
MEOUYUHCKOM — YUPeXCOeHUU, HO  OObIYHO  OHO  NPEeOHA3HAYEeHO 0N
UCNOIb308AHUSL 8 OOMAUHUX YCAOBUSX,

maccasicep MoHeuHvlll ¢ Npoepesom O OOMAUHE20 UCHOAb308AHUSL —
PYUHOE YCMPOUCMBO C OINeKMPUUECKUM NPOcPeBoM, NPEOHA3HAUEeHHOe OJis
MAHYANbHO20, UMUMUPYIOWE20 HAOABIUBAHUE NATbYaMu (Wuayy), meniosozo
6030elicmeuss ~ Ha  NOBEPXHOCHHble  AKYNYHKMYPHble  mouku  (yy0o),
PACNONOJNCEHHBLE 600Lb IHEPZEMUUECKUX KAHAN08 (MEPUOUAN08) mend C Yervio
CIMUMYTAYUYU NOMOKA HCUSHEHHOU IHepuu (Yu), npomeKaioweli 4epes Hux,

YCMPOUCMB0 POIUKOBOE OJIsi MOUEYHO20 MACCANCA — PYUHOE YCMPOUCMBO
C 3y0uamuiMu POIUKAMU, NPEOHA3HAUEHHOoe OJisl UMUMAYUU MAHYAIbHO20
MACCad’icHo2o 8o30elicmeust  (Wuayy) Ha NOBEPXHOCMHblE AKYNYHKMYPHbLE
mouxu (4y00), pacnonodiceHHble B00Nb IHEPSEMUUECKUX KAHAN08 (MePUOUAHOB)
mena ¢ yeivio CIMUMyIAYUY NOMOKA HCUBHEHHOU dHepeuu (yu), npomexaroujell
yepes HUX,

maccasicep neKmpudeckuil 0 OOIbUIOU NOBEPXHOCMU — INIEKMPUYECKOe
YCMpoUcmeo, npeOHAa3Ha4eHHoe Ol Mepanesmuiecko2o maccaxca Oonvuiell
naowaou, uem pyyHvle MmaccadxpcHvle ycmpoticmea. Mooicem ucnonv3osams
sUOpUpYIOWUE PeMHU UTU Opyeue 83aumMo3amensiemMvle MexXanusmol, KOmopwvle
NPUKIAObIBAIOMCSL K Mely Ol MEXAHUYEeCKOU CMUMYIAYUU MYCKYAAmMYypbl Ul
obecneuenust Opy2020 Hu3UOMepanesmu4ecko2o 1e4enusl;

YCMPOUCME0  NHEEMAMUYECKoe Ol MOUEUHO20 MACCAXNCA — PYUHOe
YCMPOUCMBO ¢ NHEBMONPUBOOHOU ChepuUteckol MACCANCHOU 20N08KOU,
NPeoOHAa3HaueHHoe Ol UMUMAYUU MAHYATIbHO20 MACCANCHO20 B030€lCMBUS]
(wuayy) Ha nNoBepXHOCMHblEe AKYNYHKMYPHble MOUKU (4Y00), pACNON0NCEHHbLE
800/1b dHep2emuyecKux KAaHalo8 (Mepuouaros) mena C yYeivlo CMUMYIAYUU
NOMOKA JHCUBHEHHOU OHepauu (yu), npomexarwowei uepe3 Hux. Moowem
KOMNJIEKMOBAMbCSL CMEHHbIMU 20JI08KAMU PA3IUYHBIX (DOPM U PAZMEPO8;

maccasicep NHeBMAMuU4ecKull — uzoeiue ¢ NHeBMamuyecKum npusooom u
BUOPUPYIOWUM MeXAHUBMOM 207106KU. H30enue Oepocam 6 pyKke, U UM
npoBoosim Nno MOMY VHACMKY MeNa/Mbluuydam, KOmopwvie no08epearomcs
Jleuenuto. Bubpupyrowyro 2on06Ky uiu nooyueuku MONCHO 3aMeHUums Opyeumi,
UH020 pazmepa u Gopmol,

MacCcaxcep dNeKMPUYECKUll. PYYHOU — YCMPOUCME0 C DNEKMPUHECKUM
NPUBOOOM C BUOPUPYIOUEU 20J06KOU ULU NOOYULeYKAMU, KOMOpoe 0epircam 8
PYKe U npoBo0sim No MOMY Y4acmKy mena/Muliuyam, Komopwvle nooeepearomcs
nevenulo.  Bubpupyrowyto  20106Kky  uau  nooyweuxku, Komopwvle — npu
Heobxooumocmu mo2ym Oblmb ¢ NO002PEBOM, MONCHO 3AMEHUMb OpYSUMU,
uno2o pazmepa u gopmul. Kax npasuno, ucnonvzyemcs 011 pecnupamopHol
mepanuu uiu Guzuomepanuu (Hanpumep, Oa1 VYMEHbUEHUS MbIUEUHO20
Hanpaxjcenus, CHamus 601U npu apmpume Uiy 0l NOBbIUEHUST NOOBUHNCHOCTIU
CyCmaesos) 8 0OMAUWHUX YCAOBUAX U/UNU 8 1e4eOHOM YUPEeHCOeHUU.

Bonpocbl oTHeceHHsi (HEOTHECEHMs]) MPOAYKIUU K MEAUIUHCKUM
M3AEIUAM B COOTBETCTBMU C NMYHKTOM 3-1 IlosiokeHusT 0 TOCymapCTBEHHOMU
peructpauuu (TEepeperucTpanuu) U3JAEIUid MEIUIUHCKOTO Ha3HAYeHUs U
MEJIUIIMHCKON TEXHUKH, YTBEPKIAECHHOTO nocTaHoBIeHHneEM CoBeTa MUHHUCTPOB
Pecny6nuku benapycs ot 02.09.2008 No 1269, pemniaer KOMUCCHS 110 U3ISTUIM
MEJIUIIMHCKOTO HA3HAYEHHUsS] M MEIWIMHCKOW TEeXHUKE. B cBs3u c 4dem, mid
pelieHus: Borpoca 00 OTHECEHUHU (HEOTHECEHUH) KOHKPETHOTO 000pYI0BaHUS,
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ammapaToB, YCTPOWCTB, W3ACIHA W WHCTPYMEHTOB IS OCYIIECTBIICHHSI
MacCaXHbIX Mpoueayp (Maccaka) K MEIUIMHCKUM U3JACIHUSIM HE00XO0JUMO
oOpatuthcs B PecrryOnmkanckoe yautapHoe npennpusitue «L{eHTp sxcrneptus u
UCTIBITAaHUN B 3][PAaBOOXPAHEHUM» W TIPEJACTABUTh KOMHUU  CJICAYIOIINX
JTOKYMEHTOB: CEpTHU(UKATHI KayecTBa, BBIJAHHBIC HA MPOIYKIHIO U CUCTEMY
Ka4yecTBa IPOM3BOJAMTENS, HMHCTPYKIIMU TI0 TMPUMEHEHHI0 C YKa3aHUEeM
Ha3HA4YeHUsI, 00JACTH MPUMEHEHUS M TEXHUYECKUX XapaKTEPUCTHUK ITPOTYKITHH.

JIOTIOTHUTETFHO COOOIIaeM, YTO CBEACHUS O MEIUIIMHCKUX U3MICIHUAX, B
OTHOIIEHWHA  KOTOPBIX  OCYIIECTBICHA TOCYJAapCTBEHHAs  PETHUCTpPAIIHs
(mepepeructpaiiysi), a TakXe CBeJACHHUS 00 M3MEHEHHUSX, BHECEHHBIX B
PETUCTPAIIMOHHOE JIOChe, Coepkarcs B ['0CymapCTBEHHOM peecTpe H3ICIHiA
MEIUIIMHCKOTO Ha3HAYeHMs] U MEIMIIMHCKON TexHuku PecmyOnuku bemapych
(ccruika: https://www.rceth.by/Refbank/reestr medicinskoy_tehniki).

3amecTturenb MuHUCTpa A.I'.CTtapoBONTOB

JleBurykoBa 377 41 72
Anexceena 397 36 01
By3tok 370 68 59
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