IMPABUTEJILCTBO POCCHUMCKON ®EJEPALIU
ITOCTAHOBJEHUWE

or 22 uroHg 2022 . No 1118

MOCKBA

O BHeceHNH N3MEHEHUIl B MOCTAHOBJIEHHE
IIpaButesnbcrBa Poccuiickoiit @egepauun ot 12 mapra 2022 r. Ne 353

IIpaButenbcTBO Poccuiickon denepaimi mo CTAaHOBJASIET :

l. YTBepauTe  mpuiaraeMbleé = HM3MEHEHHMs,  KOTOpPbIE  BHOCSTCSA
B nocta”osyieHue [IpaBurtenscTBa Poccutickoit @enepanuu ot 12 mapta 2022 r.
No 353 "O0 0COOEHHOCTAX pa3pEeHIUTENIbHON AEATENbHOCTH B Poccuiickoit
Oeneparmun B 2022 romy" (CobOpanme 3akoHomaTenbcTBa Poccuiickoit
Oeneparu, 2022, No 12, cr. 1839; Ne 13, cr. 2108; No 16, ct.2668; No 17,
cT. 2909; No 24, ct. 4047).

2. Hacrosiiiiee TMOCTaHOBJIEHWE BCTymaeT B CHJIy CO JHS  €ro
opHUIMAIIPHOTO OMyOJIMKOBAHUA, 3a HMCKIIOYEHHUEM TMOANMyHKTa "a" myHKTa 3
W3MEHEHUM, YTBEPKIACHHBIX HACTOAIIUM IMOCTAHOBJICHHEM, KOTOPbIN BCTyHaeT

B cuity ¢ | uroms 2022 r.

AOKYMEHT NOANUCAH

IIpencenarens [IpaBuTenscTBa alb i
CBEJOEHUWA O CEPTU®UKATE 3l

Poccuiickoit ®enepanuun M.MumryctuH

5FDFEBBA4E9C5502C6806721EA4CAFFCDFC...
MocTasumk: PefepanbHoe KasHa4eilcTso
MpasuTenbcTso Poccuiickoit Geaepaunun
[leiicteutenen ¢ 10.12.2021 no 10.03.2023




YTBEPXJIEHbBI
noctaHosyienneM [ IpaBurenbcTBa
Poccuiickoii @enepanun
ot 22 wtons 2022 r. Ne 1118

NM3MEHEHMU 4,

KOTOPbIe BHOCATCS B MOCTAHOBJIEHHE
IIpaButesnbcrBa Poccuiickoit @egepauun ot 12 mapra 2022 r. Ne 353

1. B nynkre 7 cinoBa "mpunoxenusm Ne 4 - 22" 3amMeHUTH cloBamMu
"mpusnoxenusm Ne 4 - 23",

2. ITynkT 10 U3710KUTh B CIAEAYIOMIEH peaaKIINU:

"10. PazpacHenus o BONPOCaM MIPUMEHEHUS HACTOSIIETO
MOCTAHOBJIEHUS  JNAalOTCA  MMHHUCTEPCTBOM  SKOHOMHMUYECKOTO  Pa3BUTHSA
Poccuiickont  @®enepaumu, 3a  UCKIIOYEHHMEM  BONPOCOB  NPUMEHEHUA
npwiokennit Ne 4 - 15, nmynkrtoB 1, 2, 4 u 5 npunoxenus Ne 16, mynkra 7
npwioxkeHus Ne 18, mpunoxenuit No 19 - 23 x HacTosmmeMy NmOCTaHOBJICHHUIO,
pPa3bICHEHUA IO BONPOCAaM NPUMEHEHHS KOTOPBIX JAOTCA APYTUMH
dbenepanbHBIMU OpPraHaMU HWCIIOJIHUTEIFHON BIJIACTH, YIOJHOMOYECHHBIMH Ha
OCYILECTBJICHUE HOPMATUBHO-NPABOBOTO PETYJIUPOBAHUS B COOTBETCTBYIOIICH
chepe nesrenbHOCTH.".

3. B npunioxkenun Ne 17 k yka3aHHOMY TTOCTAHOBJIEHUIO:

a) JOTONHUT MyHKTOM 1' ClleyIomero coaepkaHus:

"1'. Veranosuts, uto 10 1 centsabps 2023 r. B ciayuae HEoOXOMUMOCTH
pacmmpeHus 0o0JacTH  aKKpemuTanud (32  UCKIIIOUEHHWEM  TPOIEAYPHI
MOATBEPAKACHUSA KOMIIETEHTHOCTU AKKPEAUTOBAHHOIO JIMIIA C PacHIMpPEHUEM
o0JacTM  aKKpeOWTAIlMM) AaKKPEAUTOBAaHHAs B  HAIMOHAIIBHOW CHUCTEME
aKKpeIUTAIlMd HWCIbITaTeNbHAs jaboparopus (IEHTP) BIpPaBE MPEACTABUTH
3asBJICHHE O  pacHIMpeHUuU  O0JIaCTU  aKKPEIWUTAlMU C  yKa3aHUEM
Ha HEOOXOIMMOCTb NPOXOXKACHUS YCKOPEHHOW TMpOUEAYpPbl pacUIupeHus
obnactu akkpeauTanuu. Pacumpenue o0nacTv akKpeAuTalud B COOTBETCTBUU
C HACTOSIIIUM IYyHKTOM OCYLIECTBJIAETCS B COOTBEeTCTBUU ¢ I[lpaBunamu
OCYILECTBJICHUSI AKKPEIUTALMK B HAMOHAIBHOM CHCTEME aKKpeIWTAalluH,
yTBEPKACHHbIMU TTocTaHoBieHUeM [IpaBurenscTtBa Poccuiickonn ®denepaunu



ot 26 HoaAOpsa 2021 r. Ne 2050 "OO yrtBepxknenuun lIpaBun ocyiiecTBICHUsS
aKKpeAUTalMi B HAMOHAJIBHON cucTeMe akkpeauTauuu, [IpaBun nposenenus
MpoLeAYpPhl NOATBEPKACHUS KOMIIETEHTHOCTH AKKPEIWTOBAHHOTO JIMIIA,
[IpaBun BHeceHUsT H3MEHEHUW B CBeACHUA OO0 aKKpPEAUTOBAHHOM JIUIIE,
colepiKaliMecss B PEeCcTpe aKKPEIUTOBAHHBIX JIMII W MPEAyCMOTPEHHbBIE
nyHkramu 7 u 8 wactu 1 crareu 21 denepanbHoro 3akoHa "OO0 akkpeauTaluu B
HallMOHAJIbHOW cucTemMe akkpemurtanuu', [IpaBun paccMOTpeHUs 3asBICHUS
AKKPEAUTOBAHHOTIO JIMIA O MPEKPAIIEHUN ACHCTBUS aKKPEIUTALIMKU U TPUHATUS
HAlIMOHAJIbHBIM OPraHOM MO aKKPEIUTAIlUU PEIICHUs O MPEKPAIICHUU TeUCTBUSA
aKKpenuTanui, 00 M3MEHCHWH W TPW3HAHWW YTPATHBIIMMH CHUIIY HEKOTOPBIX
aKTOB Y OTAEJIbHBIX MOJOXKEHUH HEKOTOPBIX akTOB [IpaButenbcTBa Poccuiickoi
Geneparuu” (manee - IlpaBuia OCYHIECTBICHHS aKKPETUTAIMHU), C yYETOM
CIIEIYIOIMMNX 0COOCHHOCTEH:

a) K 3as4BJICHUIO O PACIIUPEHWH OOJACTH aKKPEAUTAIMH TPUIAraroTCs
JOKYMEHTBl W CBEIEHUA, YKa3aHHble B myHkTe 5 IIpaBun ocyiecTBiieHUs
aKKpenuTaluy, aHkeTra camooOcienoBanus 1o ¢GopMe, YCTAaHOBIICHHOMN
METOIMYECKIUMH PEKOMEHIAIUSAMU, YTBEPKIACHHBIMA HAIMOHAIBHBIM OPTaHOM
M0 AKKpPeAUTAlUU, a TAKXKE JOKYMEHTbl CHUCTEMbl MEHEI)KMEHTa KadecTBa,
MOATBEPKAAIOIINE BHEAPEHUE METOJUK, 3as8BJICHHBIX B PAacCIIAPAEMON 00aacTu
aKKpEIUTAIllMi, B JEATEIbHOCTh WCHBITATEIbHOW JabopaTopuu (LIEHTPA)
u BeimojHeHue tpebosanuii mynkra 7.2 'OCT ISO/IEC 17025-2019 "O6mmue
TpeOOBaHMWA K KOMIETEHTHOCTH MCHBITATEIIbHBIX M KaJIMOPOBOYHBIX
naboparopuit'”;

0) HaMOHAJILHBINA OpPraH MO AKKPEAUTAIMH 00ECIIEUUBAET PACCMOTPECHHE
3aABJICHUS] O PACHIMPEHUU O0JaCTU AKKPEIWUTALMH W TPUJIAraeMbIX K HEMY
JOKYMEHTOB M CBEICHHH, TPEACTaBJIECHHBIX B COOTBETCTBUM C HACTOSIIUM
MyHKTOM, B TedeHue 2 paboumx THEH cO JHSA WX MOCTYIJICHUS B HAIMOHATbHBIH
OpraH TO aKkKpeauTauuu. B yka3aHHBIA CPOK HAIMOHAJIBHBIA OpraH
M0 AaKKpPEOUTAllUh OCYIIECTBIIAET TMPOBEPKY CBEICHHM, COJAEpKAIIUXCA
B 3a5BJICHMM O PACUIMPEHUU O0JACTH AKKPEAUTALMA U MPUJIATa€MbIX K HEMY
JOKYMEHTaX W CBEJICHUSX, MOJHOTH (KOMILJIEKTHOCTH), opopmierus u hopmbl
MPEACTABJICHUS,

B) IO pe3yjbTaTaM TPOBEPKH 3asABJICHUS O PACHIUPEHUW OOJIaCTH
aKKpeAWTAllMM W MpWIaraéMblXx K HEMY JOKYMEHTOB U  CBEICHUH,
MPEACTABJIECHHBIX B COOTBETCTBUU C HACTOAIIUM ITyHKTOM, B CJTy4ae OTCYTCTBUS
OCHOBAHUM JUIsi BO3BpaTa aKKPEAUTOBAHHOMY JIMIYy YKA3aHHBIX 3asBJICHUS
U TPWIAraéMbelX K HEMY JOKYMEHTOB M CBEJICHHMI 0€3 pacCMOTpPEHHUs WJIU
OCHOBAaHWW i1 OTKa3a B  paclIMpeHuH  oO0JacTh  AKKPEAWUTALNH,



npeaycMOTpeHHbIX [IpaBmiaMu OCyIIeCTBICHNUS aKKPEIUTAIIUN, HAIMOHATbHBIN
OpraH MO AaKKpPeAWTallud B TEYEHUE OJHOTO pabodero MHS HampaBiseT
3asBJICHME O PACIIMPEHUU O0JIACTH aKKPEOUTAIMU U TpUjlaraéMble K HEMY
JOKYMEHTBl W CBEICHHS, MPEJCTABJICHHbIE B COOTBETCTBUU C HACTOSIIUM
MyHKTOM, B TOJBEJOMCTBEHHOE HAIMOHAJIBLHOMY OpraHy IO aKKpeauTaluu
denepabHOE TOCYAAPCTBEHHOE YUpEXKACHHE (Jajiee - YUPEKIACHHUE) A
OCYIIECTBJICHHS 0TOOpPA SKCIIEPTa MO AKKPEAUTAITNH,

r) OTOOpP JKCIepTa IO AaKKPETUTAIMU OCYIIECTBIIACTCS YUPEKIACHHEM
B TEUCHHUE OJTHOTO PaboYero AHS CO JHSA MOCTYTUICHUS B YUPEKIACHHUE 3asBIICHUS
O pacmpeHur 00JacTH aKKPEIUTAIllMd W TPUIaraéMblX K HEMY TOKYMEHTOB
1 CBEJICHUU,

1) 0 pe3ynbTaTaM OTOOpa JKCIepTa IO aKKPEAUTAIUH YUPEkKICHHUE
HaIpPaB/ISET TPEMIOKCHWS B HANWOHAJIBHBIN OpraH IO aKKPEAWTAIWUH IS
(hopMHUpPOBAHUA U YTBEPIKIEHUS COCTABA SKCIIEPTHOM TPYIIITHI;

€) oTOOp JKcmepTa MO AKKPEIWTallMd B COOTBETCTBHHM C HACTOSIIIAM
MYHKTOM OCYIIECTBJISIETCS U3 YMCIIA SKCIIEPTOB MO aKKPEIUTAIUH, TSI KOTOPBIX
YUPEKACHHE SBIIACTCI OCHOBHBIM MECTOM Pal0OTHI MJTM ¢ KOTOPBIM YUPEKICHHUE
OCYIIIECTBIISIET B3aUMOJICCTBUE B COOTBETCTBMU C YacThio 8 crarbu 14
denepanbHOro 3akoHa 00 aKKpeAWTAIMH (J1ajlee - SKCHEPT MO aKKpeIUTaluu
yupexaeHus) U O0O0JacTh aTTeCTallUd KOTOPBIX IOJHOCTHIO WJIM YaCTUYHO
COOTBETCTBYET 00JIaCTH aKKPEIUTAIIMH, 3aABJICHHON K PaCIIMPEHHUIO;

) B CJIy4ae €CJIM OTCYTCTBYIOT SKCIEPTHI MO aKKPEAUTALMH YUPEIKICHUS,
00J1IacTh aTTeCTAllMd KOTOPBIX TIOJIHOCTHIO WM YaCTUYHO COOTBETCTBYET
00J1aCTH aKKpEIUTAIlMH, 3asBJICHHON K PACIIMPEHUIO, OTOMPAIOTCS KCIEPTHI 1O
aKKpeAUTAIlMU YUPEXKIEHU, UMEIOIIIe o0IIy0 00JIacTh arTecTali B 001aCTH
aKKpEIUTAIlMd WCIBITATeNILHBIX JabopaTopuii (IIEHTPOB), MPEIyCMOTPEHHYIO
nepevyHeM 00JIacTel aTTeCTaluy SKCIIEPTOB MO0 aKKPEIUTAINH, YTBEPKICHHBIM
B COOTBETCTBMUM ¢ TMyHKTOM 16 cratbu 7 DenepaibHOTO 3aKOHA
00 akkpemmTanmUu, ¢ Yy4eToM cdepsl ACATESIABHOCTH B 00JacTH OIICHKH
COOTBETCTBUS M (haKTUIECKOM 3arpyKEHHOCTH YKa3aHHBIX SKCTIEPTOB;

3) B ciiydae oTOOpa dKCIepTa Mo aKKPEAUTAIINN YUPEKISCHUS, UMEIOIIETO
0o0JlacTh aTTeCTallMW, YKA3aHHYIO B MOJAMYyHKTE "' HACTOSIIEro IyHKTA,
B COCTAaB JIKCIEPTHOW TPYIIBI BKIFOYACTCS TEXHWUYECKUU HKCIEPT, 00JacTh
CHEIUaM3allid  KOTOPOTO  TOJHOCTHIO WM YaCTHYHO COOTBETCTBYET
3asIBJICHHOW 00JIACTH aKKPEIUTAIMNA aKKPEAUTOBAHHOTO JIUIIA,;

W) IpA  OCYIIECTBJIEHWHM  OTOOpa  JKCMepTa MO  aKKpPEeAWTAIUH
B COOTBETCTBUM C HACTOAIIMM IYHKTOM METOJWKAa OTOOpa SKCIEePTOB
M0 AaKKPEIWTAMM JJIA BBHIMOJHEHUA paboT B 0OJacTH aKKpPEAUTAIWH,



yTBEP>KIIEHHAsA B COOTBETCTBHUM ¢ MyHKTOM 10 crarbu 7 denepasbHOro 3aKoHA
00 aKKpeauTaluu, He TPUMEHIETCS,

K) IOTOBOP AKKPEAMTOBAHHOIO JIMIA, MPEIyCMOTPEHHbIH MyHKTOM 31
[IpaBun OCyIIECTBJIEHHS AKKPEAWTALIMM, 3aKIIOYAETCS €  YUYPEKICHUEM
B TeueHHe 3 paboumnx JHEN CO THSA YTBEPKJIECHUA COCTaBA HKCIIEPTHOM TPYIIIIHI;

J) B CIydae HENpPEICTaBJICHUs B HAIMOHAIBHBINA OPTaH MO aKKPEAWTALNH
JOTOBOPA B CPOK, YCTAHOBJICHHBIM B MOAMNYHKTE "K' HACTOSIIErO ITYHKTA,
HAIMOHAJIPHBI OpraH TO aKKPEAWTAIMKM TMPUHUMAET pelIeHne 00 OTKase
B pacimMpeHnH OO0JacTH aKKPEAWTAlUHA IO OCHOBAHUIO, MPEIYyCMOTPEHHOMY
nyHKTOM 7 yactu 4 crathu 18 denepanbHOro 3akoHa 00 akKpeauTaIuu;

M) TIpoIIeTypa pacupeHusi 00JJaCTH aKKPEIUTAlUN MPOBOIUATCS B (hopme
JOKYMEHTAPHON OIIEHKH COOTBETCTBUSA AKKPEAWTOBAHHOTO JIAIA KPUTEPHUSIM
aKKpEIUTAIlNU, €CITM B TEUCHHE TIEPBOTO TOAa CO THS aKKPEAUTAINH WIIA CO JHS
MPOXOKJICHUS TIPEABIAYIIEeH TPOIETypPhl TOATBEPKACHUS KOMIETEHTHOCTH
AKKpPEIUTOBAHHOTO  JIWIA  JCHCTBHE  aAKKPEIWTAllMA  AKKPEJAUTOBAHHOMN
B HAIMOHAJIbHOW CHUCTEME aKKPEIUTAllMd WCHBITAaTeIbHON JabopaTopun
(meHTpa) He OBLIO MPHUOCTAHOBIEHO HAIIMOHAIBLHBIM OPTAaHOM IO aKKPEIUTAIUH,
B TOM YHCJIE MO pe3yjbTaraM (penepanbHOr0 TOoCyIapCTBEHHOTO KOHTPOJIS
(Ham3opa) 3a IEATEeNbHOCTBIO AKKPEAWUTOBAHHBIX JIMI, W (WIM) Tpu
MPOXOXKJICHUU TPEIbIAYIICH MPOIeaypsl MOATBEPKACHUS KOMIETEHTHOCTU
AKKpPEIMTOBAHHOTO  JMI[a HE  OBJI0  YCTAHOBJIEHO  HECOOJIOJIEHUE
AKKPEIUTOBAHHOW B HALMOHAJIBHOW CHUCTEME AKKPEIWUTALMU MCIBITATEIIbHOU
nabopaTtopuelt (LIeHTpOM) 00s3aTeNIbHBIX TPEOOBaHUIA;

H) SKCIIEPTH3a MPEACTABIICHHBIX aKKPEIUTOBAHHBIM JIUIIOM JTOKYMEHTOB
¥ CBEJCHHWIA TPOBOJUTCA B TeueHWe 3 paboumx JHEW CO AHS 3aKIIOUYEHUS
JOTOBOPA, MPEAYCMOTPEHHOTO MOAMYHKTOM K" HACTOSIIIETO MyHKTA,

0)B Ciy4ae e€clii TI0 pe3yjabTaTaM PAcCMOTPEHUS OKCIEPTHOTO
3aKJTIOYCHHST TPUHATO PEIMICHHE O COOTBETCTBUM JOKYMEHTOB W CBEICHUH,
MIPEICTABIICHHBIX B IEJAX MOJYYCHHUS PaCIIMpPEeHUs] OOJacTH aKKPEIWTAIlWH,
KPUTEPHUAM aKKPEAUTAINN, HAIMOHAIBHBIA OPTaH M0 aKKPEIUTAIluA TPUHUMAET
pelieHue B COOTBETCTBUM ¢ TyHKTOM | yactu 8 crarem 17 DenepaibHOrO
3aKOHA 00 aKKpEIUTALINH;

1) TIPOIIeypa paciIupeHnus 00JJaCTH aKKPEAUTAIIMK IPOBOIUTCS B hopme
JOKYMEHTAPHON OIIEHKH COOTBETCTBUSA AKKPEAWTOBAHHOTO JIAIA KPUTEPHUSIM
AKKPEIUTAIlMd W BBIC3THOW OIICHKA COOTBETCTBHS AKKPEIUTOBAHHOTO JIMIIA
KPUTEPHUAM aKKPEIUTAIUN B CIACAYIOMNX CITyJdasx:

B TEUEHUE MEPBOTO ro/ia CO AHSA aKKPEAUTAIIMH WIIA CO JTHS MPOX0KICHUS
MPeabIAYIIEH TPOLeIyphl TOATBEPKACHUS KOMIIETEHTHOCTH aKKPEIUTOBAHHOTO



JIMIA JIEMCTBUE AKKPEAUTALUM AKKPECIUTOBAHHOW B HALMOHAJIIBHOW CUCTEME
AKKpeIUTaIllMU MCTIBITaTeIbHON JabopaTopuu (LieHTpa) OBLJIO MPUOCTAHOBIICHO
HAallMOHAJIbHBIM OPraHoOM IO aKKpEeAWTAall¥, B TOM 4YHUCJIE O pe3yJbTaram
(dbenepanbHOTO TOCYIAPCTBEHHOTO KOHTPOJIA (HAm30pa) 3a AEATEIbHOCTHIO
AKKPEAUTOBAHHBIX JIUI, ¥ (W) TIPU MPOXOKICHUM MPEAbIAYIIEH TPOIEeTyphl
MOATBEPKACHUS KOMIIETEHTHOCTH aKKPEIUTOBAHHOIO JIMIA ObLIO YCTAHOBJIEHO
HECOOIOJIEHNE AKKPEJAWUTOBAHHON B HAIMOHAJIBHOW CHUCTEME aKKpeAuTalluu
UCTIBITATENIbHOM JJabopaTopueli (IIeHTpoM) 00s3aTeNIbHBIX TpeOOBaHUI, KOTOPOE
B COOTBETCTBUUM C METOAMYECKUMHM PEKOMEHIALMIMU, YTBEPKICHHBIMU
HAallUOHAJIbHBIM ~ OPTaHOM MO  AaKKPEIWTAlMU, BJIEYET HEOOXOAUMOCTh
MPOBEACHUS BBIC3AHOM OIEHKM COOTBETCTBUA AKKPEAUTOBAHHOIO JIMIA
KPUTEPUSIM aKKPEAUTAIMHU B LEJISIX PEaTU3alliy HACTOAIIETO MyHKTA;

MO0 pe3yjbTaraM PAaCCMOTPEHUSI SKCHEPTHOTO 3aK/IFOYEHUS BBISBIICHBI
Cly4au, BJIEKYIIME B COOTBETCTBUU C METOJWYECKUMU PEKOMEHALUSIMU,
YTBEPKIAECHHBIMU HAIMOHAJIBHBIM OPTraHOM MO AaKKpPEIUTalUH, HEOOXOIUMOCTh
MPOBEAECHUS BBIE3AHOM OIEHKU COOTBETCTBUA AKKPEAUTOBAHHOIO JIMIA
KPUTEPUSIM aKKPEAUTAIMHU B LIEJISIX PEATU3ALMU HACTOAIIETO MYHKTA;

p) BBI€3AHAS OIEHKA COOTBETCTBHUS AKKPEIUTOBAHHOTO JIUIA KPUTEPUSIM
AKKpeAUTallMd B COOTBETCTBMM C HACTOSIIIMM MYHKTOM IPOBOJMTCS
C HWCIOJIb30BAHUEM CPEACTB AUCTAHIIMOHHOTO B3aUMOJCHCTBUS, B TOM YHUCIIE
MOCPEJICTBOM ay/IHO- M BUIACO-KOH(EPEHII-CBA3U, B Te€UeHHE 3 paboumx ITHEU
CO JIHS 3aBEpPLICHUS] PACCMOTPEHHUS HAIMOHAIIBHBIM OPraHOM O AKKPEIUTALMU
AKCIIEPTHOTO 3aK/IFOUYEHHUS. "

0) MyHKT 2 JOMOJIHUTH MOAIMYHKTOM "T" CJIEAYIONIETO COACPKAHUS:

"r) monmoxenus IlpaBunm mpoBeAeHUA TPOLEAYPHl  MOATBEPIKICHUS
KOMIIETEHTHOCTH aKKPEAWTOBAHHOTO JIMIIA, YTBEPKICHHBIX MOCTAHOBJICHUEM
ITpaButensctBa Poccuiickoit ®depepammu ot 26 wHos0ps 2021 r. Ne 2050
"O6 yrBepxkxaeHum IIpaBun OCyIIECTBICHHS aKKpEIWTAIMM B HAIMOHAJIBHOM
cUCTeMe akkpeaurtanuu, [IpaBuyl MpPoOBENEHHS MPOLEAYPhl MOATBEPKICHUS
KOMIIETEHTHOCTH aKKPEAUTOBAHHOrO Juia, [IpaBui BHECEHHS W3MEHEHUM
B CBEIEeHHUS 00 AaKKpPEeAUTOBAHHOM JIMIIE, COJEpXKalIuecs B peecTpe
AKKPEAUTOBAHHBIX JIUI] U TPEAYCMOTPEHHbIE MyHKTamMu 7 U 8§ yactu | crateu 21
OdenepanpHoro 3akoHa "'OO akkpeguTallMd B HAIMOHAJIBHOM CHCTEME
akkpeautanuu', [IpaBui paccMOTpPEeHUsA 3asBICHUS AKKPEIUTOBAHHOIO JIUIA
O IMPEKPALEHUH AEHCTBUS aKKPEIUTALMK U MPUHATUA HAIMOHAIBHBIM OPraHOM
M0 AaKKPEIWUTALMM PpEIICHWs O TMPEKPAIIEHUH JEUCTBUS aAKKPEOUTAIUU,
00 W3MEHEHUWHM W TPU3HAHUU YTPATUBIIMMH CUJy HEKOTOPBIX AaKTOB U
OTHEJIbHBIX TMOJIO)KEHUM HEKOTOpbIX akToB IIpaBurenscrBa Poccuiickoit



Oenepanmu”, B 4acTH HEOOXOAUMOCTH COOTBETCTBUA OOJIACTH aKKpEAWTALNH,
MpWIaraéMol K 3asBJICHUIO O MPOBEACHUU TMPOUEAYPbl MOATBEPKACHUS
KOMIIETEHTHOCTH AKKPEAUTOBAHHOIO JIMIA, OJHON CXEeMe€ aKKpeAuTaluu,
NPUHATOM HAOMOHAJIBHBIM OpPraHOM IO AaKKPEAWTAaluh B COOTBETCTBUU
c myaktom 1' crateu 4 MejepanbHOr0 3aKOHA 00 AKKPEAHTAIMH C YYETOM
MEXIYHAPOIHBIX CTAHIAPTOB, HE MPUMEHSIOTCS (3a UCKITIOUEHUEM IPOIICTYPhI
MOATBEPKACHUS KOMIIETEHTHOCTH aKKPEAWTOBAHHOTO JIMIIA C PacCIIMpEeHUEM
0o0JlacTh aKKpeAWTalluu, B Clydae €CJIM paclliupeHue o0jacTh aKKpeAUuTaIlluu
AaKKPEIUTOBAHHOTO JIUIIA OCYIIECTBIIACTCS 10 MHOM CXeMe aKKpeIuTanun).";

B) B moamyHkre "0" myHkta 3 cmoBa "llpaBmiiam oOCyIIeCTBIICHHS
aKKpeAWTAllMd B HAIMOHAJIBHOM CHUCTEME aKKpPEIUTALUH, YTBEPKICHHBIM
noctaHoBjeHueMm IIpaButenscTtBa Poccuiickoit ®enepanuu ot 26 HOA0ps
2021 r. Ne 2050 "OG6 yrBep:xknenuu [IpaBus OCylIeCTBICHUSA aKKPEAUTALMU B
HallUOHAJILHOW CHCTEME akkpeautauuu, [lpaBuy nOpoBeAeHUS MNPOUETYPbI
MOATBEPKACHUS KOMIIETEHTHOCTH aKKpPEAUTOBAHHOTO juna, [IpaBmin BHeceHUs
U3MEHEHUN B CBEACHUSA 00 aKKPEIUTOBAHHOM JIMIIE, COACPIKAIIUECS B PEECTPE
AKKPEAUTOBAHHBIX JIUI] U TPEAYCMOTPEHHbIE TyHKTamMu 7 U 8 yactu | crateu 21
OenepanpHoro 3akoHa "'OO akkpeguTallMd B  HAIMOHAJIBHOM  CHUCTEME
akkpeautanuu”, [IpaBui pacCMOTpEeHUs 3aABJICHUS aKKPEAUTOBAHHOTO JIAIIA O
MPEKPALIECHUN JCUCTBUS AKKPEAUTALMU W MPUHATHS HALUMOHAJIBHBIM OPraHoOM
[0 AKKPEIUTALMH PEUIECHUS O MPEKPAIICHUM [EWCTBUA aKKpeauTauuu, 00
W3MEHEHUH U MPU3HAHUU YTPATUBIIMMU CHITy HEKOTOPBIX aKTOB M OTAEJIbHBIX
noJioxkeHnit HekoTopeix akToB IlpaBurensctBa Poccuiickoit ®denepanun',”
3aMeHUTh ciioBamu "[IpaBuiiam OoCyIeCTBICHUA aKKPEIUTALUN "

r) B mynkre 3"

B a0zane mepBoMm cioBa "mo 1 centssOpsa 2022 r." 3aMeHUTH ClioBaMuU
"mo 1 mapta 2023 r.";

B mnoanyHkre "a" cinoBa "mynktom 31 IlpaBun ocymiectBieHuUs
aKKpeAUTAllMd B HAIMOHAJBHOW CHUCTEME aKKpeJUTaluu' 3aMEHUTh CJIOBaMU
"mynktoMm 31 [IpaBus ocyiiecTBICHUS aKKPEIUTALINN "

MOJMYHKT "0" M3710KUTh B CIASAYIOMIECH peaaKIIUN:

"6) obmacTh aKKpeIuTallUu, COOTBETCTBYIOIIAS oOpasiawm,
MPEeIyCMOTPEHHBIM (hOpMOH 3asiBlieHus 00 aKKpeIWTaIlud, YTBEPIKICHHOU
B COOTBETCTBMM ¢ MmyHKTOM 3  crtatbu 7  @DedepaibHOrO  3aKOHA
o0 akkpeaWTaluuy, 3a WCKIIOUYEHHWEM OO0JacTh AaKKpeAUTAlMd OpraHa
no cepTuduKayy MPOAYKIMHA, OpraHa MO CepTU(HKAIU YCIYT, MPOIECCOB
W UCHBITAaTEeIbHON Jaboparopuu (LIEeHTpa), MOXKET ObITh chOopMHUpPOBaHA
B KAueCTBE [JIOKYMEHTAa Ha OyMa)XHOM HOCHTEJE€ U MpPEeACTaBJICHA



B HAI[MOHAJIbHBIA OpPraH MO aKKPEOWTAIMK B BHJE JJIEKTPOHHOTO oOpasza
(CKaH-KOMIMU)  yKa3aHHOTO  JIOKyMEHTa,  MOAMMCAHHOTO  YCHJICHHOMN
KBUTU(UIIMPOBAHHON 3JIEKTPOHHOW TMOAMMCHIO 3aiBUTENA (MPEICTABUTENA
3asIBUTEJS) B COOTBETCTBUU € 3aKOHOJATENIbeTBOM Poccuiickoit deneparun.”.

4. B mpunosxxernu Ne 20 Kk yka3aHHOMY MOCTAHOBJICHHIO:

a) nyHKT | mocnme cioB "B HESIX WMMIIOPTO3aMENICHHS," JOMOJHUTh
CJIOBaMU "B TOM YKCJI€ OPUTHHAIBHBIX JICKAPCTBEHHBIX MTPenapaTos, "

0) myHKT 3 mocie ciioB "B IEIAX HMMIIOPTO3aMENIeHUs," TOTOHUTh
cJIOBaMU "B TOM YKCJI€ OPUTHHAIBHOTO JIEKAPCTBEHHOTO Mpernapara,”;

B) B MMyHKTE 4:

Mocjie CJIOB "B IEMSIX HMIIOPTO3aMEIIeHUs," JOMOJHUTh CJIOBAMH
"B TOM YHCJI€ OPUTHHAIBHOTO JIEKQpCTBEHHOTO Tpemnapara,”;

MpEeIIoKEHUE BTOPOE H3JIOKUATH B clenyromieid penakiuu: "Cepum
JIEKapCTBEHHBIX MpenapaTroB TUTS BETEPUHAPHOTO IPUMEHEHUS,
3apErUCTPUPOBAHHBIX B COOTBETCTBHM C HACTOSIIMM JOKYMEHTOM, IOJUIEKAT
U3BATHIO U3 TPAKITAHCKOTO 000pOTa B CIIydae WX HECOOTBETCTBUA TPEOOBAHUAM
HOPMAaTUBHOTO TIOKYMEHTA.";

T') JOTIOJTHUTH ITyHKTaMU 414 CJICIYIOIIETO CONCPKAHUS:

"4' VcTaHOBMTB, YTO B paMKax TOCYJAapCTBEHHOM PErHCTpALHH
JIEKapCTBEHHOTO Tperapara i BETEPUHAPHOTO MPUMEHEHHS MO YCKOPEHHOU
MPOLIEype B COOTBETCTBUM C MyHKTOM | HACTOSIIETO MOKyMEHTA JIOIMYCKAeTCs
HEMpPE/JCTABJICHUE B COCTABE PETHCTPALMOHHOTO JOChE Ha JIEKApCTBEHHBIM
npenapar Uil BETEPUHAPHOrO MPUMEHEHHS IJOKYMEHTOB, IMPELYCMOTPEHHBIX
noanynkrtamu "k", "M", "H" u "1" myHkra 9 yactu 3 crateu 17 @enepanbHOTO
3akoHa "OO6 oOpamieHuu  JIEKapCTBEHHBIX  CPEACTB", TMpPHU  YCIOBUU
MPEACTABJICHUS] TUChMEHHOTO 00s3aTeNbCcTBA OpraHuzaiuei, oOagaromen
npaBaMU Ha PE3yJNbTAThl JOKIMHUYECKUX WCCIICIOBAHUN JICKAPCTBEHHOTO
CpelcTBa, KIIMHAYECKUX MCCIIEIOBAHNN JIEKAPCTBEHHOTO TIpernapara u (Wim) Ha
TEXHOJIOTHIO TTPOM3BOJCTBA JICKAPCTBEHHOTO CPENICTBA, B TeueHUE 12 mecsieB
CO MOHS TOCYJAapCTBEHHOW pPETHUCTpAIuu JIEKQpCTBEHHOTO TIpemapara s
BETCPUHAPHOTO TPUMEHEHUs JOMOJHHUTEIIFHO TMPEICTABUTh  yKA3aHHbBIS
JOKYMEHTBI U1 BKJIIOYEHUS B PETUCTPANMOHHOE JOChE HA JICKAPCTBEHHBIN
npemnapar Jisi BETEPUHAPHOTO MPUMEHEHHS.

4’ YcTaHOBUTH, YTO B paMKax TOCYIApPCTBEHHOM  pErHCTpaIH
BOCIIPOM3BEJIEHHOTO  JIEKAPCTBEHHOTO  Tpemapara JJid  BETEPUHAPHOTO
NPUMEHEHUsI MO YCKOPEHHOW TMpOIEeAype B COOTBETCTBMU C IyHKTOM |
HACTOSIIIIETO  JOKyMEHTa  JIOMYCKAeTCs  HEMNpPEeNCTaBJIEHWE B  COCTaBe
PETHCTPAIIMOHHOTO JOChE€ Ha JICKAPCTBEHHBIM Mpernapar il BETEPUHAPHOTO



NPUMEHEHUSI CBEACHUM, MPEAYCMOTPEHHBIX MyHKTOM 5 dYactu 3 crartbu 17
®enepanpHoro 3akoHa "OO oOpailleHuM JIEKAPCTBEHHBIX CPEACTB', B 4YacTu
ONMHMCAHUs METOJOB OMNPEAEJICHUS] OCTAaTOYHBIX KOJUYECTB JCHCTBYIOLIETO
BEIIECTBA B  NPOAYKUMHM  IKUBOTHOTO  MPOMCXOXKACHHS, a  TaKKe
JOKYMEHTAQJIbHOTO  TOATBEPKJAEHUsA  (BaIWJAlMKM)  YKa3aHHBIX  METOJIOB
¥ CBEACHHI, MPEeIyCMOTPEHHBIX MOAMYHKTOM "I myHkTa 9 wactu 3 crarem 17
denepanbpHOro 3akoHa "O06 oOpaleHUur JEKaApCTBEHHBIX CPENICTB", IPU YCIOBUU
MPEACTABJICHUS] THUCbMEHHOTO 00s3aTeNbCTBA OpraHuzaiuen, oOmagaromei
mpaBaMM Ha pe3yJbTaThl JOKJIMHUYECKUX MCCIICAOBAHUN JIEKQPCTBEHHOIO
CpeICcTBa, KIIMHUYECKUX MCCIIEIOBAHNI JIEKAPCTBEHHOTO Tpenapara u (Wim) Ha
TEXHOJIOTUIO MPOU3BOJICTBA JIEKAPCTBEHHOIO CPEJCTBA, B TeUueHUE 12 Mecsien
CO JHSA TOCYJApCTBEHHOW pErucTpanuu JIEKApCTBEHHOTO TMpemnapara Jyis
BETCPUHAPHOTO TMPUMEHEHUs JOMOJHHUTEIFHO TMPEICTABUTh  yKA3aHHbBIS
CBEJICHMS JJI BKIIIOUCHHUS B PETUCTPALlMOHHOE JOCh€ HA JIEKAPCTBEHHBIN
npenapar /st BETEpUHAPHOTO MPUMEHEHHS.

4B cmydae ecnd JOKYMEHTHl M CBEACHHSA, IPELYCMOTPEHHBIE
MMyHKTaMHU 4" u 4% macrosmero JTOKyYMEHTa, He OyJyT MPeJCTaBJICHbI B TEUCHUE
12 mecs1eB co AHS rOCyIapCTBEHHON pEerucTpaiuu JIEKapCTBEHHOTO Ipemnapara
JUTSI BETEPUHAPHOTO TMPUMEHEHHUs, (penepanbHbIM OPraHOM HCIOJHUTEIHHON
BJIACTH, OCYIIECTBJIIIOIUM (PYHKIIMM TI0O KOHTPOIO (Ham3opy) B cdepe
oOpamieHust JIEKapCTBEHHBIX CPEACTB JJIi BETEPUHAPHOTO MPUMEHEHUS,
IMPUHUMAETCS  pemeHne o0 OTMEHE TOCYyJApCTBEHHOM  perucrpauuu
JIEKapCTBEHHOTO Ipernapara Jyisi BETEpUHAPHOTO NPUMEHEHHS. ",

1) TYHKT 5 TIOCJ€ CJIOB "B IEIIX HMIIOPTO3aMEIICHHS," JOMOJTHUTH
CJIOBaMU "B TOM YKCJIE€ OPUTHMHAJIBHBIX JICKAPCTBEHHBIX MTPEIapaTos,";

€) MyHKT 8 Tmocie ClIOoB '"MOHWMAIOTCS JICKAapCTBEHHBIC Ipemnaparsl,”
JOTIONTHUTh ~ CJIOBaMH "B TOM 4YHCJIE OpPWUTHHAIBHBIC JIEKAPCTBCHHBIC
npenaparsl,”.

5. JlomoaHuTh npuiaoxkeHueM Ne 23 creayromero coaepKaHus:

"TTIPUJIOXXEHHUE Ne 23
K nocta”osyieHuto [IpaBuTtenpcTBa
Poccuiickoit ®enepanuu
ot 12 mapta 2022 r. Ne 353

OCOBEHHOCTH

rocyJAapCTBEeHHON perucTpanuu KOPMOBBIX 100aBOK

l. YcranoBuTh, 4YTO I8 POCCUICKMX MPOU3ZBOAMTENECH KOPMOBBIX
n00aBOK MO 3asIBJIEHUAM O F'OCYIAPCTBEHHON PEruCTpalvd KOPMOBBIX JT00ABOK,



MOAAHHBIM CO [JHA BCTYIUIEHMs B CWIy nocTaHOBjeHus IIpaBurenbctBa
Poccutickoit ®eneparuu ot 22 uronst 2022 r. No 1118 "O BHeceHnU U3MeHEHUM
B nocta”osyieHue [IpaBurensctBa Poccuiickoit @enepanuu ot 12 mapra 2022 r.
Ne 353" nmo 1 mapra 2023 1., BBOAWTCSA PEXKUM YCKOPEHHOW MPOIETYPHI
rOCyJIapCTBEHHOW pEerucTpalyu, He MpeBbIaromuil 35 pabounx AHEH.

2. YcranoButh, uto 1m0 1 wmapra 2023 r. BHeceHHE W3MEHEHUU
B PErucCTpPallMOHHOE JOChE Ha 3apPErUCTPUPOBAHHBIE KOPMOBBIE HOOABKH,
CBA3AaHHBIX C 3aMEHOM BCIIOMOTaTEJIbHBIX BEHIECTB C  OJIMHAKOBBIMU
CBOMCTBaMU, M3BMEHEHHWEM MaTepuaia U 00beMa yIaKOBKA KOPMOBOU 100aBKH,
OCYILECTBJISIETCS B YBEJOMUTEIBHOM MOPSAJIKE C MUCbMEHHBIM 0053aT€IbCTBOM
pazpaboTurka KOPMOBOM J100aBKU MO0 yIOTHOMOYESHHBIMH MM IOPHINYECKUM
JUIOM WM WHJAUBUAYAJIbHBIM TpPEANpPUHUMATENIEM B TE€UeHHE 12 Mecsues
T0CIIe YBEAOMIICHHS MPEACTABHTh AOKYMEHTHI, IIPEeAYCMOTPEeHHbIe cTaTheil 117

3akona Poccuiickoit @enepaiuu "O BeTepunapuu’.".



