MeanunHcKk1e n3aenna nod KOHTPoAEM

lMpasoesblie ocHOBbI 0bpaweHUAa MedUUUHCKUX u3denuli

B HacmoAawee 8pemsa cydebHaA MNPAKMUKG cmanaa ece 4auwie MonoaHAMbCA Oenamu,
C8A3GHHBLIMU C HapyweHUAMU 8 cgpepe obpauwjeHUAs MeOUUUHCKUX u3ddenul. O mom, Kakue
PUCKU Hecym MeOuyuHCKUe pabomHUKU U MeOUYUHCKUe Op2aHU3ayuu, 00NYyCKaa HapyweHus
npu obpaweHUU MeOUUUHCKUX u30enull U KaK HA MPpaKkmuke ucrnosab308amb MexXaHUu3mMbl
KOHMpona 3a obpaweHuem meduyuHCKUx uzdeaul, 4¥mobbl npedomepamume HaApyweHuUs 8
amoli cepepe, pacckaseisaem, UpuHa Hadensesa,  HA4YanbHUK oOmodena oOp2aHU3AUUU
uccnedosaruli @rbHY «PHLX um. akad. b.B. llempoascKkozo».

ObpaweHne meguuMHCKUX usgenmin. OCHOBHblE NOHATUA

B ctatbe 38 ®PepepanbHoro 3akoHa Ne 323-d3 «O6 ocHoBax OXpaHbl 340Pp0BbA rpaxkaAaH
B Poccuiickoin Pepepaunm» gaetcs onpegeneHme MeguumMHCKMX U3genmii U OCHOBHbIE acNeKTbl
nx obpalieHma. B 4yacTHOCTM, B HEM TFOBOPUTCA, YTO KMEAULMHCKUMU U3LENMAMU ABAAIOTCA
Nobble MHCTPYMEHTbI, annapaTbl, Npubopbl, 06opyaOBaHME, MaTepuaabl U Npoune M3agenus,
NPUMeHsieMble B MEAMUMHCKMX ULenax OTAEeNbHO WAW B COYeTaHUMM Mexay Cob6oM...
bYHKUMOHaNbHOE Ha3HaAYeHMe KOTopbiX He peanusyetca nytem $apmaKkonorMyeckoro,
MMMYHONOTMYECKOTO, TEHETUYECKOro WM MeTaboNnMyeckoro BO34ENCTBMA HA OpraHM3m
yenoBeKa», T.e. MEAULUMHCKUMW U3JeNUAMU CUYMTAeTCA BCe, 4YemM [MOoab3yeTca Bpay W
MeAMULMHCKAA OPraHU3auma, U YTO He ABNAETCA IEKAapCTBaMM — 3TO MOTyT ObITb M annapaTtobl
MPT, n 6uHTbI, W wWNpUubl W p[axe, nporpammHoe obecneyeHne Heobxogmmoe anAa
ANArHOCTMKN U IeYeHuA.

PaspelwwaeTtcs obpaleHne TONbKO 3aperMcTpUpoOBaHHbIX MeaULUHCKUX msgenuid. C
OPYrov CTopoHbl, B Poccnmn He nognexkaT perncrtpauum onpeseneHHble MeguunHcKme usaenms.
Hanpumep, nHamemnayanbHble MegUUUMHCKUE MU34eNUA, NPUBE3eHHble Ha Tepputoputo PO ana
NIMYHOTO NOJIb30BaHUA, MeAUUMHCKME U34eNnA, KoTopble CchneumasbHO W3roTOBJIeHbl ANA
naumeHtTa — opToneanyeckaa obyBb, CTOMaTO/NOrTMYecKMe u3genua, npotesbl U T.n. Bce
OCTajibHble  MeAMUMHCKUE U3Oenua A0/KHbl  ObiTb  3aperucTpuMpoBaHbl B MOpAgKe,
ycTaHoBneHHom [lpasuTtenbctsom P®P. B nopaakax, cTaHAapTax MeAUUMHCKON MOMOLWM U B
KAMHUYECKMX PEKOMEHOALMNAX YKa3aHbl MeaUUMHCKUE U3aenmnsa, npumeHaemble Npmu OKasaHum
MEeANUMHCKON MNOMOLLM, KOTOpble [AO/KHbI MMETb COOTBETCTBYHOLWME PErNCTPALUOHHbIE
YAOCTOBepeHwUA.

N TONbKO MeOUUMHCKME U3LEeNvMa MMEKT NPaBO Ha MPUMEHEHME B MeLMUMHCKOM
opraHusauuu. Hanpumep, nepyaTtin, MOryT ObiTb KaK MeAULMHCKMMMK, TaK U OblITOBbIMY,
nocnefHue He MOryT MPUMEHATLCA B MEANLIMHCKON OpPraHM3aLmu.

MeaunumMHCKaa opraHuM3auma obAa3aHa npepocTaBAATb NaLMEHTAaM [0CTOBEpPHYIo
MHPOpMaALMIO O MegUUUHCKUX usgenuax, o6 atom rosoputca B ctatbe 79 @3 Ne323 «06
OCHOBAX OXPaHbl 340p0BbA rpaxKgaH PO».

MoHuTopuHr 6esonacHocTu
OpraHom, KOTOPbIii OCYLLECTBASET KOHTPO/b 33 obpaleHnemMm MeAUUNHCKUX U3Oenunn,
asnaetca PocsgpaBHaasop.



B ctatbe 95 ®3 Ne323-d3 «O6 ocHoBax OxpaHbl 340P0BbA rpaxkaaH P®» noapobHo
nepevyncaeHo, YT0 UMEHHO BXOAUT B FOCYAAPCTBEHHbIM KOHTPOb. B YacTHOCTH, npoBepAtowme
OpraHbl KOHTPO/IMPYIOT HaAW4YMe PerucTpaumm MeanuMHCKUX M34ennii, NPoBOAAT MPOBEPKM
npasun obpalleHnsa, KOHTPOAUPYIOT Bblgayy paspelleHMin Ha BBO3 Ha TeppuTopuio Poccum
MEeANLUMHCKMX U3O0EeNUA B LLeNAX UX roCydapCTBEHHON perucrpaumm, NnpoBOAAT KOHTPOJIbHbIE
3aKynKM Ana Toro, 4Tobbl MpoBepuUTb KaK cobatogaetca  3anpet peanusaumu
dbanbcndMUMpPOoBaHHbIX, HeA06pPOKAYECTBEHHbIX U KOHTPAdaKTHbIX MEAULMHCKUX U3O4EeNUA U
NPOBOASAT MOHUTOPUHT 6€30NacHOCTU Meau3aenun.

MOHUTOPUHT 6e30NacHOCTM MEeANLMHCKUX U34E/NIN OCYLLEeCTBASETCA Ha BCeX 3Tanax ux
obpauieHna. Ero ocHOBHasa uenb — BbIABUTb U NpepoTBpPaTUTb NO6OYHbIEe AeUCTBUA, He
YKasaHHble B WHCTPYKUMM NO TMPUMEHEHUID WM B PYKOBOACTBE MO 3KCNAyaTauuu
MegULUHCKOro nsgenusa. NoapobHo o TOM, Kak NPOBOAUTCA MOHUTOPUHT, YTO NpeacTaBnaeT
coboil MOHUTOPUHT roBopuTCcA B cTaTbe 96 ®3 «O6 OCHOBAX OXPaHbl 340POBbA rPa*KAaH B
Poccuiickon ®egepauymmn».

B oTanume oT MOHUTOPUHra 6e30MacHOCTM JIEKAPCTBEHHbIX NMPEnapaTtoB, MOHUTOPUHT
6€30MacHOCTU  MeAMUMHCKMX M34enuin  noapasymeBaeT W yuYMTbiBAaeT BO3MOMKHOCTb
NPUYNHEHUA BPeaa WU BOSHUKHOBEHMA HeXKenaTeslbHbIX SBEHUN HE TONIbKO Y MaLMEHTOB, Y
KOTOPbIX MPUMEHAETCA 3TO MeAMLNHCKOe U3aenne, Ho Uy NnepcoHana.

Pabota B MeANLMHCKUX OpraHn3aumax AoaxHa ObiTb BbICTPOEHA Takum obpasom, yTo
BCE C/ly4an BbIiBEHUA NOBOYHDbIX AEUCTBUW, HEXKeNaTesibHbIX PeakuMu npu NpUMEHEHUM,
ocobeHHOCTel B3auMoOgenucTBua MegUUUHCKUX u3penunii mexay coboii, o ¢akrax u o6
obcTroAaTenbcTBaX, CO34aKOWMX YrPo3y XWU3HU U 340POBbI0 TParkAaH, KOTOpble He
3aPUKCMPOBaAHbl B WMHCTPYKUMW MO NPUMEHEHUIO WAW PYKOBOACTBE MO 3SKCMayaTauuu
MeAMULMHCKOro M3A4eNna, BOMKHbI 6biTb AOKYMEHTaNbHO odopMaeHbl U NpeaoCTaBAEeHbl B
Poc3gpaBHaa3op. 3a HecoobweHUe WMAM COKpPbITUE TAaKUX C/AyyYaeB MOMKeT nocnenoBaTb
npuBAeYeHue K OTBETCTBEHHOCTM.

Mocne nonyyeHus U MNOATBEPXKAEHUA UHPOPMAUMM O NOOOYHbIX AENCTBUSX,
Poc3sapaBHaa30p NPUHUMAET PeELLIEHNE O NPUOCTAHOBAEHUU UX NPUMEHEHUA AN 006 U3BATUU
13 obpalleHns Takoro mMeanUMHCKOro usaenunsa. B cnyyae, ecnm MHPopmaumMsas O NMOBOYHbBIX
[EeNCTBUAX, HeXKenaTesNbHbIX PeaKkuusax He MNOATBEpPXAAeTcs, TO NpuMeHeHue n obpalleHune
TAaKoOro MeaMUMHCKOro ABnAeHns Bo3obHoBaseTcAa. MHopmaumsa no pesynbtaTam MOHUTOPUHTA
pa3mellaeTca Ha caiTe PocsgpasHaasopa.

MopAaaoK opraHM3auuMn MOHUTOPUHIA 6e30nNacHOCTU  MeAUUMHCKUX  U34enni
onpeaeneH B nucbme PocsgpasHagaopa «O nopagKe npoBeaeHUs MOHUTOPMHIA 6Ge3onacHOCTH
MEeANUMHCKMX U34enui Ana opraHuMsauunii 3gpaBooxpaHeHusa». OH noapasymeBaeT, 4YTo B
WTate KaXAou MeAULUHCKOW OpraHMs3aumum Heobxogum YNO/IHOMOUEHHbIN COTPYAHMUK,
KOTOPbIN COBMpPaET MHPOPMALMIO O BbIABAEHUN HEXKeNaTebHbIX ABNEHUN U cOObLLaeT O HUX B
PocsapasHagsop.

B nucbme nponucaH nopsaoK ero AeWCTBUM, U CPOKM, KOTOpble YCTaHOBAEHbI ANA
nHbopmmpoBaHua PocsgpaBHags3opa. B oTgenbHbIX Cnayyasx Ha nepegady CcooblieHus
oteoanTca 7 unn 15 cyToK, B Apyrmx — aTo cnegyeT caenatb HesameanmtenbHo. MeguumHckas
OpraHu3auma AoMXKHa ObITb 3aperncTpmMpoBaHa Ha cante Poc3gpaBHag3opa, Npu perucrpaumm
OHa Noay4YaeT AOCTYN B IMYHbIN KaOUHET, OTKyAa OTCbIIAKOTCA COOOLLEHMA O HeXenaTeNbHbIX
ABNEHUAX.



B HacTosAwee Bpems pa3paboTaH NPoeKT AOKYMeHTa 06 yTBepKAEHUM HOBOro nopsaka
OCYLLECTB/IEHUA MOHWUTOPUHra 6e30NacHOCTU MeAMUMHCKUX W3LeNni, KOTOPbIN A0MKeH
BCTYNUTb B cMAy C aHBapAa 2021 roaa.

CywecrtByer Mpukas MwuH3sgpaBa Poccum ot 06.06.2012 NedH «O6 yTtBEepXKAEHWUU
HOMEHKNATYPHOM KaaccupuKaumm MeauuMHCKUX M3Oenuiy», KOTOpblA onpeaenser Kaacc
MeAULUHCKOrO Mu3JenuMa U cTeneHb pPUCKA. IdTa MHPopmauMa BaxkHa He TONIbKO Ans
MeANUMHCKMX pPaboTHUMKOB, HO W ANA Npou3BoAUTENIEN, AUCTPUOLIOTEPOB MeAULMHCKUX
n3gennii, B TOM 4ucne ANA 3aKynuwuKoB nogpasgesieHnit, Kotopble obecrneynBaloT paboty
MEeANUMHCKMX OpraHmMsauunii. Bce meauuUMHCKME M3genna nogpasfenarnT B 3aBUCMMOCTM OT
CTEeNeHN NOTEHLMANBbHOIO PUCKA UX NMPUMEHEHUNA B MEQUUMHCKUX LLeIAX Ha YeTblpe Knacca: ¢
HM3KOM, CO cpeaHeN, C MOBbILEHHOM M C BbICOKOM CTEMEHbBIO PUCKA.

OTBEeTCTBEHHOCTb 32 HapyleHUA Npu obpaweHnn meguLUHCKUX u3pennii

lMprKa3oB M HOPMATMBHbIX aKTOB, KOTOpPble PeryampyroT BOMPOCbl OTBETCTBEHHOCTU 3a
NPUMEHEHNE MEAMUMHCKUX U3LENUA O4eHb MHOro. MeauKu AOMKHbI 3HATb M cobaoaaTb
OCHOBHbIE U3 HUX.

310 npukas MwuH3gpaBcoupassutua Poccun  Ne502H «O6 yTBeprKAeHMM MopAaKa
CO34aHNA N OeATEeNbHOCTU BPayebHOM KOMWUCCUM MEAMLMHCKON OpraHM3aumu» B KOTOPOM
roBOPUTCA, YTO B MONHOMOYMA BpayebHON KOMMUCCUMM BXOAMT MCMNO/Ib30BaHME MEOUUMHCKUX
M3genuii He MO HA3HAYEHUIO, WAW COOTBETCTBME WCMNONAb30BAHWUA MEOUUNHCKUX W3Lenni
nopagKkam, CTaHA4APTam U KAMHUYECKUM peKoMeHOAUMAM.

310 ®epepanbHbin 3akoH Ne 532-®3 «O BHeCEeHUW W3MEHEHWIA B OTAE/bHbIE
3aKoHOAaTeNbHble aKTbl Poccuiickon ®depepaumm B 4acT NpoTUMBOAENCTBMA 0HOpPOTY
banbcndMUNpoBaHHbIX, KOHTPadaKTHbIX, HeA0OPOKAYECTBEHHbLIX WU HE3aperncTPUpPOBaAHHbIX
NIeKApPCTBEHHbIX CPeACTB, MeAMUMHCKMX u3zenmin n danbcudpuumpoBaHHbIX HGUonornyecku
aKTMBHbIX A,06aBOK», KOTOPbI HAXOAMT CBOE OTPaXKeHue Takke B ogHOM 13 cTaTelt YK PO.

BakHbIi nprKa3z Muu3sgpaBa Poccum N2 203H «O6 yTBEP)KAEHUM KPUTEPUEB OLEHKMU
KayecTBa MeAMUMHCKOM MNOMOLWM» - MO [AHHOMY [AOKYMEHTY OLEeHMBaeTcA MNO/AHOTa W
NPaBOMEPHOCTb MPUMEHEHUA MEeAULNHCKUX N34/ B COOTBETCTBUM C 3aKOHOAATE/IbCTBOM.

N, HakoHel, 3TO npuKasbl Poc3apaBHag3opa N210449 ot 20 pekabpsa 2017 r.m Ne
10450 npukas PocsgpaBHag3opa Nel0450 ot 20 pekabpa 2017 r., KoTopble KacakoTca
yTBEPXKAEHUA GOPM NMPOBEPOYHbLIX IUCTOB (CMUCKOB KOHTPOJ/IbHbIX BOMPOCOB), MCMO/b3yEMbIX
Poc3sgpaBHag3opom npwu nposeaeHUn NaAaHOBbIX NPOBEPOK.

B npukasax PocsgpaBHaa3opa ecTb pasfesbl, KOTOpble MOACHAKT Ha KaKue BOMpOChl
obpalaetr BHMMaHMe Poc3apaBHag30p Npu NposeseHUM NpoBepoK. B nepeyeHb uHTepecos
Poc3ppaBHaa3opa BXOAAT XpaHeHWe, MapKMPOBKA, NPaBUNbHOCTb NPUMEHEHWA, YTUAU3ALMUSA,
Ha/Mune 3aperncTpmMpoBaAHHbIX AN HE3aPErncTpMpoBaAHHbIX MEeAULMHCKUX nsgenuii u ap. B
COOTBETCTBMM C 3TUM CMUCKOM, MOXKHO MOArOTOBUTbL MEAULMHCKYIO OpraHmn3aumio n nsbexartb
HapyLeHM BO BpEMA MNAHOBbIX U BHENIAHOBbIX MPOBEPOK.

3a HapyweHue o06paleHna MeAUUMHCKUX U34enui MeauULUHCKMM pPaboTHUKam
MOXKeT rpo3uTb yrosIoBHasA U agMUHUCTPATUBHAA OTBETCTBEHHOCTb.

B wuactHoctn, ctatba 238.1 YK P® 06 obpaweHun ¢anbcuduumpoBaHHbLIX,
Hef0bpPOKaYeCTBEHHbIX, HE3apPerncTPUPOBAHHbLIX JIEKAPCTBEHHbIX CPeacTB, MeAULUHCKUX
uspgennii 1 danbCcMPULUMPOBAHHbIX bBuonornyecknx A06aBoOK noapasymeBaeT CepbesHble



HaKa3aHMA. KaK npakTUyecku BO BCEX CTAaTbAX YrO/NIOBHOMO KOAEKCA, TAXKECTb HaKa3aHnAa wmnaet
no HapacTatowei. Tak 3a npousBOACTBO, CObIT MAM BBO3 Ha Tepputoputo Poccum
banbCcMOMUMPOBaAHHBLIX, Heao0bpPOKAaYeCTBEHHbIX, HE3aPEerncTpMpPoBaHHbIX  MEeAULMHCKUX
n3genuii, ecnu aTn AeAHUA coBepLleHbl rpynmnoi auu, npeaycmMmaTpmMBaeTca nleHne cBoboabl
Ha cpokK oT 5 go 8 net, a wWrpad MOXKET A40X0AMTb A0 3 MUIJIMOHOB.

B cynebHOM npakTUKe HepeaKO PacCMATPMBAOTCA Aena O NoAAe/IKax AOKYMEHTOB HA
MeaANUMHCKME M3aenud, 4Yto nonagaet nofd aenctsma cratbn  327.2 YK P «Moppenka
AOKYMEHTOB Ha J/1IeKapCTBEeHHble CpeacTBa UAN MeAULUHCKUE U3[envMa UAnM YNaKoBKU
NIeKapCTBEHHbIX CPeACTB WAM  MEAUUMHCKUX wu3genuii». 3a WU3roToBleHWe B Lenax
Mcnonb3oBaHMA Man cbbiTa AMBO UCNONb30BaHME 3aBeAOMO NOAALE/NbHbIX AOKYMEHTOB Ha
MeAULMHCKME U34eNna MOXKET rpo3nTb AMWeHne cBOOOAbl A0 TPEX NeT, eC/IN 3TU Ke AeAHuA
coBepLleHbl OPraHNM30BaHHOM rpynnomn, To CPOK MweHunsa ceobogbl - ot 5 go 10 ner.

Y4nTbiBaA Ba*KHOCTb NPUMEHEHUA KayeCTBEHHbIX 1 6@30MacHbIX MeAUUNHCKUX U34eNNR,
B Poccum BBeAeHa agMWMHUCTPATMBHAA OTBETCTBEHHOCTb B cdhepe obpalleHna MepULMHCKUX
nsgennii. OHa perynunpyetca Koaekcom Poccuiickot Pepepauym 06 agMUHUCTPATUBHBIX
npaBoHapyweHuax (KoAM). K meauUMHCKMM OpraHuMsauuam Hambonee 4acTo NMPUMEHAOTCA
cTaTbs 6.28 KoAlN «HapyweHue ycTaHOBAEHHbIX NpaBun B cpepe obpalieHns meauLMHCKUX
U3genun», YTo BNEYET HA/IOKEHME aAMUHUCTPATMBHOIO WTpada Ha rpakaaH B pasmepe oT
OBYX TbICAY [0 YeTblpex TbicAY pybaen; Ha JONKHOCTHbIX UL, - OT MATU TbICAY A0 AECATU TbiCAY
pybnein; Ha IOPUANYECKMX UL, - OT TPUALATU TbiCAY A0 NATMAECATM Tbicad pybnei. U ctatbA
6.33. KoAl «ObpaweHne panbcndpurumpoBaHHbIX, KOHTPadaKTHbIX, HeA406POKaUeCTBEHHbIX U
He3aperncTpUMpPoBaHHbIX JIEKAPCTBEHHDbIX CPEeACTB, MEeAULMHCKUX u3genuii um  oboport
danbcupuumpoBaHHbIX 6MONOrMUECKU AKTUBHbIX A06aBOK», KOTOpPas BAEYET HA/NOMKEHUe
OYeHb cepbes3HbiX wWTpadoB. TaK, Hanpumep 3a NPOM3BOACTBO, pPeaNM3aLMI0 MAM BBO3
KOHTpadaKTHbIX, GanbCUPUUNMPOBAHHBIX UM HefobpOoKayeCcTBEHHbIX MEAUUMHCKUX U34eNni,
Ha MEAMLMHCKYIO OpraHu3aumio MoXKeT ObiTb HanoxkeH wrpad ot 1000 000 ao 5000 000
pybnei u agMMHUCTPATMBHOE NPUOCTAHOB/IEHUE AEeATE/IbHOCTU HA CPOK A0 90 CyTOK, ecin Te
e penctema 6bln coBeplleHbl C MCMO/Ib30BAaHMEM CPeACTB MaccoBOM WMHbOpMaUMKM Man
MHGOPMALMOHHO-TEIEKOMMYHUKALMOHHbBIX ceTel, B TOM uncne MHTepHeTa, To pasmep wrpada
y*Ke Bapbupyetca ot 2 000 000 go 6 000 000 pybnen.

Ytobbl M36exaTb HapyweHuih u wTpadoB, HeOOXOAMMO XOPOWO MNOHUMATb
TEPMWHONOINIO, KOTOPAA WCNO/b3yeTcA B 3aKoHe. danbcudpuumpoBaHHOEe MeAULIMHCKOe
uspgenue — 3T0 MeAUUMHCKOE W3Aenne, COMPOBOXKAAEMOE /0XHON MHbOpMauuelnn o ero
Xapaktepuctukax u  (uan) npoussoautene  (nsrotosutene). HepobpokauecTseHHOe
MegMLUMHCKOe uspenne - MegULMHCKOe W3aenve, He cooTBeTcTBylollee TpeboBaHMAM
HOPMATUBHOMN, TEXHUYECKOM U (MAKM) 3SKCNAYaTaUMOHHOW [OKYMEHTAuuu Npou3BOAUTENA
(n3rotoButens) nmbo B cny4yae ee OTCYTCTBMA TpebBOBaHMAM WHOM  HOPMATMBHOWM

AokymeHTaumn. KoHTpadaKTHOoe mMegUUMHCKOe wu3genue - MeaMUMHCKOoe wusaenue,
HaxoadAweecA B  obopoTe C  HapyweHMeM  TPaKAaHCKOrO  3aKOHOAATeNbCTBa.
HesapeructpupoBaHHoe MegUUMHCKOE wu3genue, — uU3genne, KOTOpoe He Mpowso

YCTaHOB/IEHHYHO 3aKOHOM NPOLLEeAYPY PErncTpaLmm.

MpoBepaem meaULUHCKUE U3aenus
MpoBepuTb  SABAAETCA M MEAUUMHCKOE  U34eNne  3aperncTpupoBaHHbIM - U
paspeLleHHbIM K MPMMEHEHMIO MOXKHO Mo F0CyAapCTBEHHOMY peecTpy MeAULNHCKUX U3aenni



M opraHusauun (MHAMBUAYANbHbIX NpeanpuHMMaTesNiein), OCYLLLEeCTBAAIOLWMNX NPOU3BOACTBO U
M3roToBAEHWE MEeAUUMHCKUX U34eNuin, KoTopbid BeaeT Poc3gpaBHagsop. Hantm  aty
MHbOPMALUMIO MOXHO Ha caiTe PocsgpaBHagsopa B pasgene «MeguUMHCKME U3Lenuna»
BAXHO! [ocyaapcTBEeHHbIV peecTp MeANLMHCKUX U3AeNNH U opraHu3aumin — e AMHCTBEHHbIN
odULMaNbHbIN PeecTp 1 UCTOYHUK odULIMaNbHON MHPopMaLIMN.

CBepsAscb ¢ peecTpom, NpeacTaBUTeNM MegULUHCKUX OpraHu3auuii moryT npoBepuTb
NOCTaBLIMKOB MEAULMHCKUX U3[eNid, NOCMOTPETb [AaBHOCTb WAW HaiMuMe Ha pPblHKE
N3a4enA; KOHCTPYKTUBHbIE OCOOEHHOCTM M3aennsa 1 T.n. ITOT 3Tan AeATe/IbHOCTU Ype3BblYaMHO
Ba)KEH, TaK KaK, eCn y naumMeHTa BO3HWKHYT Kakne-nnbo HexenaTenbHble aBneHMa 1 byper
YCTQHOB/NIEHO, 4YTO MeAMUUMHCKME MAHUNYAALMU MNPOU3BOAUAUCL C UCNO/Ib30BaHUEM
He3aperncTpMpoBaHHOro MegULMHCKOro usgaenus, To MeAULMHCKasa opraHusauua noHecer
OTBETCTBEHHOCTb.

UHbopmaumio 0 Hanuuum pPerucTtpaLmMoHHOro yaoCToBepeHus Heobxoaumo
NpoBepATb 3apaHee, A0 3aKa3a! MHoraa AaHHble AOCTATOYHO C/IOXKHO HAWTM B CBA3U C TEM,
yTO, NPOU3BOAMUTE/b UAN AUCTPUOLIOTEP MPUCLINAIT MEeAULUMHCKON OpPraHM3aLumM He MoJiHoe
HaMMeHOBaHME B COOTBETCTBMM C KaTaJIoOTOM WM C apTUKy/liom, a obuiee. Heobxogumo
3anpawmBaTb NO/Hble HAa3BaHWUA WM apTUKY/Abl Y NPOU3BOAUTENA UAU AUCTPUbBbIOTEpa,
YyTOObI BbIABUTb HA/IMYME UAW OTCYTCTBME 3TOr0 MeAMUMHCKOro usgenusa B focyaapcTBeHHOM
peecTpe.

Poc3gpaBHaa30p B 3TOM e pasaesne peryiapHo nybankyet MHGopMaLnOoHHbIE NMCbMa
06 0T3bIBE C pPblHKA WX NPUOCTAHOBAEHUN 0OPALLEHNA TEX UM UHBIX MEANLMHCKUX N3OENNA.




