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UHOOPMAITKMOHHOE IMKCbMO

Cornacno IMocranosnenmio Npasutensetsa PO ot 01.12.2009 r. Ne 982 (pen. ot 04.07.2020)
"O6 yTBEpXEEHHH EAVHOro MepevHs TMPOAYKUHH, noanexaine#t obszarensHol cepTudUKAUKK, H
e[IMHOTO MEepEuHs NPOAYKUAW, MOATBEPHASHWE COOTBETCTBAA KOTOPOH OCYWIECTBNAETCA B $opme
TIpUHATHA AeKnapauu o cooteetcTsuu” {¢ | AnBaps 2021 roga Rexnapauuy o Coorrercreuu F'OCT P
yipatuau _csolo _cuny, JIOKyMEHT OTMEHRI 06%38HHOCTs TPOM3BOAMTENEH (MMMOPTEPOB)
MeIVIIHHCKAX V3NETHH 7O 06A3aTeqbHOMY NCKNapHPOBAHHMIO/CEPTH(HKANMH  MEIHIAHCKUX
visgenuit. HoBOBBeZEHWE PDACTIDOCTPAHACTCA HAa MEIMIWHCKHE WHCTPYMEHTHI, MEpEBA3OUHBIC
MarepHanb!, MpEOOpPs! U1 ICHEHHS ¥ NHArHOCTHKY, CHCUMaAbHYIO Me6ens, H3ReNus NPOTE3HO-
OpPTOIEANIECKHE, TAHIBI IS 143 H TIp.

Tlocranopnesuem [Ipaputenscrsa PO ot 04.07.2020 N 982 ¢ 01.01.2021 6pUIH OTMEHEHBI H
TNPU3HAHEI YTPATHBIUMMHM CHAY OTJCNbHBIE aKTbl M MX IIOJOXKEHUA, cobmonenue TpebonaHHi
KOTOPBIX OLEHHBACTCS NPH rocyapCTBEHHOM KOHTPONC 34 obpateHnem MEIUIMECKAX H3AEIVH, B
ToOM YACAE OTAENbHEIE pasuensl EAMHOTO mepeyis NMPOAYKUMH, TONTBEPKACHUE COOTBETCTBHA
KOTOPOA OCYIUECTBASETCA B dopMe TIPHRATAA ACKIApalHH O COOTBETCTBHH. Bonsiuas 4acTh
pasnenoB, KacarolliiX st MEMIMHCKAX H3/eNnui, B TOM HHCNE PACXONHBIX MATEpHATIOB, U3 HNAHHOTO
Hepeuns uckmoueHs. A ¢ 01.09.2022 yrpatun cuiy Bech EnmReit nepedeHb NPOAYKIMH, YTB,
TNoctanosnenuem [Ipasnrensctsa PO ot 01.12.2009 N 982.

Cornacro 4. | cr. 38 denepansroro 3axora ot 21.11.2011 N 323-03 "0O6 ocHoBax OXpaHEl
3M0pOBbs rpaxnan B Poccuiickoit Denepanuy” MEIHIKHCKHMY H3ZENHAME NPH3HAIOTCA mroGeie
MHCTPYMEHTE], aNNaparts, NPHGOpE], 060pYACBAHHE, MATEPUANE, IPHMEHISMEIS B MEAHIIMHCKAX
IeAX OTAENBHO MIIA B COYMETAHWH MeXAy coOOH, a Tatke BMeCTe ¢ APYrUMU NPHHAIEIKHOCTAMH,
HeOOXONVMBIMM [AfA HX IPHMEHEHWsA, BKIIOYAS ClEUHaNbHOE MpOrpaMMHOC ofecrieuenue, M
(peIHASHAYEHHLIE TPOM3BOANTENEM V1A NPOPUIAKTHKY, JHATHOCTHKH, JICUCHHA H MeOUIUHCKOH
peabumutauuu  3a600€BAHHA, MOHWTOPHHIA COCTOAHMA OpraHusMa He/lOBeka, TIPOBEACHUA
MEAWIUHCKUX KCCHEHOBAHHH, BOCCTAHOBJIEHHS, 3aMEINCHHA, H3IMCHCHHA aHATOMHYECKOH
CTPYKTYpB! HnM (u3nomOrHdeckux (YHKUME OpraHM3Ma, NPENOTBPALNEHHMA HIM MPEpLIBAHII
GepeMEeHHOCTH.

B oriuuMe OT JEKAPCTBEHHHIX CPEACTB, (PYHKIHMOHANBHOE HA3HAYCHHE MENHLIMHCKAX
M30eNuil He peamnsyercd nyTeM (GapMaKonoryyeckoro, HMMyHONOTHYUECKOTO, FéHETHHECKOIO MK
MeTaboINyeckoro BosNeHCTEMS HAa OpraHAsM uenosexa, OGA3aTEeNbHEIM YCNOBHEM oOpaineHus
BCeX MeNUMUMHCKEX M3lemuit Ha Teppuropu Poccuiickoli depepaliuy ABIASTCA UX PETHCTPALRA B
nopsaaKe, ycTaHoBNeHHoM IlpasuTemscTBoM Poccriickolt (Denepanny, ynoNHOMOYEHHBIM HM
(peNepansHEIM OPraHoM HCTIONHATENRHOH BIACTH (4. 4 cT. 38 DenepansHOro 3aKOHa OT 21.11.2011
N 323-®3).

B uensx rocymapcTBeHHO PETHCTPALMH MENMLIHMHCKUX H3ACHHH MPOBOZATCH OLEHKA HX
COOTBETCTRHA B (OPME TEXHHYECKHX VICOBITAHHHA, TOXCHKOMOIHICCKHX HCCenoBanni,
KITHHEGECKUX HCMEITAHMH I DKCTIEpTH3a KavecTsa, 3G {eKTHBHOCTH ¥ Ge30MacHOCTH.

JokyMeHTOM, NOATBEPAAIONMM (aKT rocyfapcTBEHHON PErHcTpalHH MEIUIMHCKOrO
H3AeNus, ABNAETCA PErMCTPALMORHOE YAOCTOBEPEHHE Ha MEHLIHHCKOE HINieITHe.



HMcxons M3 CONEPKAHHA YKA34HHBIX HOPM H@IMYME PErHCTPALHOHHOTO YAOCTOBEPEHHA
06s3aTeNLHO [N MPOAMKA JHOOBIX MENAUMHCKHX HM3JENHH, M, €CIM OHO HMEETCA, 3HAHT,
IPOBEPKY KayecTBa JAHHOE U3JENHE Y€ NPOLIIO.

JleKnapauus © COOTBETCTBHY - JOKYMEHT, YAOCTOBEPSIOIAN COOTBETCTBHE BBITYCKAEMOF B
obpaluesre NpoAYKIHHA TpeGOBaHHAM TEXHHYECKHX PEIIaMERTOB.

TTopamox u ycriopAs ObssatensHol cepTHuKaUuMW UMM NEKIaPHPOBAHYA COOTBETCTBAR
YCTaHABAHBAIOTCA CT. o, 20, 23 - 26, 28 - 30 GenepanbHOro 3aKOHA OT 27.12.2002 N 184-®3 "O
TEXHHYECKOM PEryIHpOBaHHH",

Coryacho n. 3 cr. 46 ®enepansaoro 3akoHa ot 27.12.2002 N 184-®3 "O Texuu4eckoM
perynupopanuyn” [lpasaTensctsoM Poccuiickoit (efiepallii IO OHS BCTYIVICHHA B CHITY
COOTBETCTRYIOIINX TEXHHYECKHX PETIIAMEHTOB YTBEPXK/AIOTCA K €XETONHO YTOUHAKOTCA eANHbIH
NMepeueHs NPONYKUMH, MNOIVIEXallell OOA3ATENBHON CepTMOHMKANKMH, M EIMHBIA MEPEYCHE
NPONYKUWH, TOANEXAMEH [EKTAPHPOBAHMIO COOTBETCTBHs. [Ipomykius, Ha KOTOpYI0 HE
PACTPOCTPAHAETCA AEHCTBHE TEXHHYECKUX PErIAMEHTOB M KOTOpas MpH ITOM HE BIUTIOYCHA HH B
OJIMH H3 yKa3aHHBIX Mepeynel, He MOIVIEKUT 00A3aTeNBHOMY NOATBEPACHHIO COOTBETCTBHA (m.
3.1 cT. 46 depepamsHOro 3aKoHa oT 27.12.2002 N 184.03 "0 TexHmYeCKOM peryupoBaHuu").

TMocranosnedue [papurenscra PO or 23.12.2021 N 2425 "O6 yTepiIEHUH €QHHOTO
NepeyHs NPOAYKIMHE, IoIexauel 06a3aTensHOM cepTA(hUKALINA, ¥ SAHHOTO NEPETH NPOAYKIIH,
nomexamel ASKNAPHPOBAHMI0 COOTBETCTBHsA, BHECCHHH H3MEHeHHH B IIOCTAHOBJCHHC
TlpaBuTenbcrea Poccmiickott ®enepaumu ot 31 nexabpa 2020 r. N 2467 ¥ TPH3HAHHH
YTPATHBIIAME CHIY HeKOTOpsIX aktoB IIpaBMTenscTBa Poccnitickott denepaumun” TaKke He
COMEKHT B MepedHe MEAUUMHCKAE H3IeNus (LB YacTb Me W3NeNuH UL BETEpHHAPHH),

IDist Toro yTo6bl ONPEENUTH, HYXHO JH JUIA MPOJKY MENUIFHCKOTO H3TEHd MOy HTh
LEKIAPAIAIO COOTBETCTEHSA, HEOGXOMIMMO 03BAKOMUTECS € NOC/eAHEH peNaKuHel €AWHOro NepeHHs
TIPOAYKIKH, HOMIeXKalNeH AeKTapHPOBAHKIO COOTBETCTBYA. ECIH MEIULHHCKOE M3NCIHE B HETO
BKJTIOYEHO - NIeKTapan|s COOTBETCTBHA 06A3aTeNbHa, €C/IH HeT - NPOJaKa MOXET 0CYINeCTBAATLCA
TOABKO MPH HANHYUH PErHCTPAIMOHHOIO YAOCTOBEPEHHS.

B HacTosmee BpeMA MeJHLMHCKHE H3NEMUS HYM BKIIOYEHB! B TEPEYHH HPOMYKLIHH
noIexaIIue 06A38TeNbHON ASKNAPAUAA WA CepTU(UKAIMH, H COOTBETCTBEHHO HE MOJUIENAT
MapKUPOBKE CHMBOJIAMH CEPTHQHKAUKH.

Vupaensouui

Q00 «I1laxknuny A.B. Pomanos




