ITPABUTEJIbCTBO POCCHUCKON ®EJIEPALIAN
ITOCTAHOBJIIEHHE

oT 9 anpens 2022 r. Ne 626

MOCKBA

O BHeceHHM H3MeHeHHH B nocTtaHoB/eHHe [IpaBuTenncTBa
Poccuiickoii @egepauun ot 12 mapra 2022 r. Ne 353

[TpaButeascTBO Poccuiickoi Pegepailui N0 CTAHOBJI A €T :

1. YTBepauTs  mpuiaraeMble  HU3MEHEHHUs,  KOTOpble  BHOCSTCHA
B mocranosjeHue [IpaButenscTa Poccuiickoit ®enepauun ot 12 mapra 2022 r.
Ne 353 "O6 ocobeHHOCTSX pa3peluuTebHOl aedarenbHocTd B Poccuiickoit
Oenepaurin B 2022 rony" (Cobpanue 3akoHonmarenbcTBa Poccuiickoi
®enepaunn, 2022, Ne 12, ct. 1839; No 13, ct. 2108; OdurunanbHblii HHTEpHET-
nopran TmpaBoBod HHpopMmauuu (www.pravo.gov.ru), 2022, 7 ampens,
Ne 0001202204070009).

2. ®enepalbHBIM OpraHaM HCIIOJHUTEIBHON BJIACTH, YIIOJIHOMOYEHHBIM
Ha BEJCHUE pEECTPOB  pa3pellieHud, MpeAyCMOTPEHHBIX  HACTOSILIUM
MOCTaHOBJCHHEM, Oe3 TMPUHATUSA CHOeLUANbHBIX pelleHud  (MpuKa3oB)
ofOecreynTh BHECEHUE CBENCHUH O NPOMJIEHUM JEHCTBUS pa3pelIeHUi
B TeueHHe S5 paboumx [HEH co JHS BCTYIUIEHHMS B CWIY HAacTOALIETO
nocTaHOBJICHUs. B cllyyae BHECEeHHUs CBEAEHUI B PEECTp pa3pelleHnil BHECEHUE
U3MEHEeHHUH B pa3pelueHre Ha OyMaXKHOM HOcUTeJle He TpedyeTcs.

3. Hacrosiuiee 1moOCTaHOBIEHHWE BCTYMaeT B CHJIYy €O JHS €I0
oQUIMATBEHOrO OMyOJIHKOBAHHUS.

IIpencenarens [IpaBuTtenyk

Poccuiickoin ®Oenepaifis M.Muuiycrus
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VTBEPXIEHEI

nocraHoBieHueM [lpaButenscTBa
Poccuiickoit ®enepauuu
oT 9 anpenst 2022 r. Ne 626

U3MEHEHMUH,

KOTOpble BHOCSATCS B ocTaHoBJieHUHe [IpaBuTenbcrBa
Poccuiickoit ®egepannu ot 12 mapra 2022 r. Ne 353

1. JIononHUTE MyHKTOM ' CJIEAYIOLIEro CONEPKAHU:

" Iponnnute Ha 12 MecsueB neHCTBHE CPOUYHBIX pa3pelleHH, CpOKU
JNCUCTBUSI KOTOPBIX MCTEKAalOT B MEpUOJ CO [JHSA BCTYIUIEHUS B CHIY
nocraHosienus I[IpaBurensctBa Poccuiickoit ®enepauuu ot 9 ampens 2022 r.
Ne 626 "O BHecenuu u3MeHeHHH B noctaHosieHue [IpaButenscTBa Poccuiickoi
®enepanyu ot 12 mapra 2022 r. Ne 353" no 31 mekabps 2022 r., corjiacHO
npunoxenuro Ne 1'.".

2. IIyHKT 2 U3710KUTH B ClIeAyIOLIeH peJaKiuu:

"2. MenepalibHBIA OpraH UCMOJHUTEIBLHOM BIACTH, YIIOJTHOMOYEHHEIH Ha
OCYILIECTBIIEHHE HOPMATUBHO-NIPABOBOTO PEryJIMPOBaHHS B COOTBETCTBYIOLIEH
cdepe nesTENBHOCTH, BIIpaBe NIPUHATH pEHICHUE:

O MPOMJIEHUH B COOTBETCTBHM C NMyHKTOM | HacTOSILIEro MOCTaHOBIEHHS
paspelleHnH, YKa3aHHBIX B NpUIoXeHUud Ne 1 K HacTosiueMy MOCTaHOBIIEHHIO,
CPOK JEUCTBUS KOTOPBIX UCTEK paHee AHS BCTYIUICHHS B CHJy HACTOSIIETO
MIOCTAHOBJICHHUS;

O TPOJIEHNH B COOTBETCTBHH C IIHKTOM |' HACTOSILIEro MOCTAHOBIEHHS!
pa3pelleHnH, YKa3aHHEIX B pHioxkeHHH Ne 1' K HACTOSIIEMY MOCTAaHOBIICHHIO,
CPOK JEUCTBUS KOTOPBIX UCTEK paHee OHS BCTYIUIEHHUS B CHJIY MOCTAHOBJICHHS
IIpaBurensctBa Poccuiickoi ®enepauuun ot 9 ampens 2022 r. Ne 626
"O BHeceHMM H3MEHEHUH B mnocrtaHoBieHue IlpaButenscTBa Poccuiickoi
®epnepanuu ot 12 mapra 2022 r. Ne 353".",

3.B nynkre 7 cnosa "npunoxeHusiM Ne 4 - 18" 3aMeHUTH CJIOBaMH
"npunoxeHusM Ne 4 - 20".

4. Nononuuts nputoxenuem Ne 1' crenyromero COAEpKaHUS:
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"TIPWJIOKEHYE Ne 1
K nmoctaHoBjeHuto I IpaButenscTBa
Poccuiickoit ®enepanuu
ot 12 mapta 2022 r. Ne 353

INIEPEYEHD

CPOYHBIX pa3pelieHHii, CPOKH AeliCTBHSI KOTOPbIX HCTEKAIOT
B NepHOJ €O AHA BCTYMJIEHHUS B CUIy nocTtaHoB/ienus IlpaBuresnncrBa
Poccuiickoit @eaepauun ot 9 anpeas 2022 r. Ne 626 'O BHecennun
H3MeHeHuil B nocraHoBJieHne [IpaButenncrBa Poccuiickoii @egepanunn
o1 12 mapta 2022 r. Ne 353" no 31 gexa6pst 2022 r. u geiicTBHE KOTOPbIX
npoasieBaercst Ha 12 mecsinen

1. ATTecTanus 3KCIepTOB MO NPOBEACHUIO INOCYAapCTBEHHOM HCTOPHUKO-
KYJbTYPHOH 3KCIEPTHU3bI.

2. CaHHTapHO-3MUIEMHOJOTHYECKHE 3aKIIOYeHHUs (332 HCKIIOYeHHEM
CaHUTApPHO-3MHUIAEMHUOIOTHYECKMX 3aKIIOUEHUH Ha BHUIBl AESATEIBHOCTH,
paboThl,  YCIyrd, CaHUTAPHO-3NUAEMHOJIOTHYECKHX  3aKIIOYeHUd  Ha
pa3MelleHre O00beKTa, CaHUTAPHO-dNHMAEMMOJIOTUUECKUX 3aKIIOYEHHH Ha
JESATEeNbHOCTh 10 OPraHU3allMU OTAbIXA JETel U UX 03J0pOBJIEHMS], CAHUTAPHO-
3MUAEMUOJIOTHYECKUX 3aKITIOUEHUH Ha MPOEKTHYIO JOKYMEHTALHIO).

3. AKKpeauTanus YacTHBIX areHTCTB 3aHATOCTH Ha MPaBO OCYIECTBICHUS
JESTETBHOCTH 0 NPEJOCTaBAEHHUIO TPYJa paOOTHUKOB (IlepcoHaIa).

4. CBuaeTenbCcTBa O rOCYy 1apCTBEHHOM PErUCTPalliy IJIEMEHHBIX CTaf.

5. Pa3zpemienuss Ha BeleHHWE pabOT cO B3pbIBYATHIMU MarepHallaMu
MIPOMBILUIEHHOTO Ha3HauY€HMs, UMEIOUINX TOCTOSHHBINA XapakTep.".

5. B mpunoxenuu No 3 K ykazaHHOMY [IOCTaHOBJIEHUIO:

a) myHKT 5 mocie cinoB "Brigaua durocaHuTapHbIXx cepTUhUKaTOB"
JOTMOJHUTH CJIOBaMHU ", PEIKCIOPTHBIX (PUTOCAHUTAPHBIX CEPTUPUKATOBR";

©) myHKT 29 10ONOJHUTH CJIOBaMH ", BHeCEHHe U3MEHEeHHMH B JOKYMEHTHI,
coaeprKalyecs B peruCTpallHiOHHOM JI0Ch€ MEIULMHCKOro H3aenus';

B) AOMOJHUTH NyHKTaMU 169 - 172 cieayroiero cofepxaHus:

"169. I'ocynapcTBeHHass pervcrpanus cepud (MapTUH) METUIUHCKOTO
U3JeIus.

170. 'ocynapcTBeHHas perucTpauds MEJUIMHCKOrO W3JENHs, BHECEHUE
M3MEHEHUI B PETUCTPALIMOHHOE 10Che MEAUIIMHCKOTO H3EIHS.
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171. 'ocynapcTBEHHas: perucTpalys WM MepeperucTpauus MnpeaeibHbIX
OTIyCKHBIX LEH NPOU3BOJMTENEHl Ha MEAULUHCKUE W3AeNus, BKIIOYEHHBIE
B ytBepxkaeHHb IlpaBurensctBoM Poccuiickoit ®epepauuii nepevyeHb
MEIULMHCKUX U3AENNH, UMIUIAHTHUPYEMbIX B OPTraHH3M YeJIOBeKa MPU OKa3aHUU
MEIULHAHCKON IOMOILIM B pPAaMKax IIPOrpaMMBl TOCYJApCTBEHHBIX TapaHTUM
OecruiaTHOro OKa3zaHUs rpaXkiaHaM MEIULUHCKOMN TIOMOIIIH.

172. BHeceHnue cBeeHMi 0 ¢U3NUECKOM JIMIlE B HAllMOHAJIBHBIA peecTp
CHEUUATUCTOB B 00JacTM MHXEHEPHBIX U3BICKAHUH H  apXUTEKTYPHO-
CTPOMUTEJIBHOTO TPOEKTUPOBAHHUS, HAIMOHAIBHBIM peecTp CHELHATUCTOB
B 00JIaCTH CTPOUTENBCTBA.".

6. [Ipunoxenue Ne4 k yka3aHHOMY TIIOCTAaHOBJIEHHIO [OMOJHHUTH
IMyHKTOM 3' C/IEAYIOLIEro CoaepKaHus:

"3!. VcraHOBHTS, 4TO CPOKH OelCTBUSA aTTeCTaluu L,
OCYILIECTBJISIFOLLIUX npodeccruoHaNbHYIO JeATENbHOCTb, CBSI3aHHYIO
C  ONEpaTUBHO-AUCIIETYEPCKUM  YNpPaBICHUEM B  BJICKTPOIHEPreTHKE,
ucrtekarouue B 2022 roay, npoanesatotcst 10 31 gexabps 2022 r.".

7. Ilpunoxxenue Ne 8 k ykazaHHOMY NOCTaHOBJICHHIO:

a) JOTIOJIHUTH MYHKTOM 2! CJIEYIOLIEr0 COAEPKAHUA:

"2!. YcraHoBUTB, UYTO NpeACTaBlIeHUE MaTepuaioB 0OCYK/IEHHH 00beKTa
rocyJapCTBEHHOH JKOJOIrMYeCcKOW »HKclepTu3bl He TpedyeTcs B cilyyae
NPOBEACHUS IOBTOPHOH TOCYNapCTBEHHOM  3KOJIOTUYECKOM  3KCIEPTH3bI
NpPOEKTHOH JOKYMEHTAalMH B OTHOIIEHHMH OOBEKTOB, M[PEyCMOTPEHHBIX
MOANYyHKTaMu 7 - 7' craten 11 ®epnepanbHoro 3akoHa "OO6 skonorudeckoi
sKcreptuse"”, B NEpHOJ CO [JHSA BCTYIUIEHHWS B CHJIy [IOCTAHOBJICHHUS
IIpaButenscrBa Poccuiickoit ®enepaumn ot 9 ampens 2022 r. Ne 626
"O BHeceHuM HU3MeHeHUH B mnocraHoBineHue [IpaButennbctBa Poccuiickoii
®enepauuu ot 12 mapra 2022 r. Ne 353" nmo 31 nekabps 2022 r., 3a
UCKIIIOYEHUEM  CIIy4aeB, [MpPENYCMOTPEHHBIX [yHKTOM 2  HaCTOSIIEro
JOKyMeHTa.";

0) IOMOTHUTH MYHKTaMu 4 - 6 CIeayIoIero CoaepKaHus:

"4. YcraHoBUTh, yTO B 2022 romy rocylJapCTBEHHas JKOJIOrHYECKas
JKCNEepTHU3a MPOEKTHOW [OKyMEHTaluH, [ojulexallel rocygapcTBEeHHON
DKOJOTUYECKOH JKCIEPTU3E, NO PELICHUIO0 3aKa3yudKa TaKOW [IOKyMEHTalluu
MOXET HE IPOBOAUTHCA B CIIy4ya€ BHECEHUSI HM3MEHEHMH B MPOEKTHYIO
JOKYMEHTALIMIO, NOJIyYMBILIYIO MOJOKUTENIbHOE 3aKJIIOUeHHE roCyJapCTBEHHON
JKOJIOTUYECKOW DJKCIEpPTU3bl, €CIM TaKUe H3MEHEHUs CBS3aHBl C 3aMeHOH
NpeAyCMOTPEHHOTO NPOEKTHON NOKyMEeHTalueil o0opy/loBaHUs U MaTepuasioB
Ha aHAJIOTH, HMMEIOIHME WICHTUYHBIE TEXHHUYECKUE XapaKTepUCTHUKU, U He
OPUBOAAT K M3MEHEHHIO KadeCTBEHHBIX XapaKTEPUCTHK 3arps3HSIONINX
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BeIllECTB, 00pa3yeMbIX, 00pabaTbIBaeMbIX, YTHIM3UPYEMBIX, 00€3BpeKMBAEMBIX
MpU SKCIUTyaTaudd oOOBeKTa, U (MJIM) pa3MellaeMBIX OTXOJ0B U (MJIK)
YBEJIMYECHHUIO KOJWYECTBEHHBIX XapaKTEPUCTHUK XOTS OBl OJHOro U3
3arps3HSIOLIMX BEIIECTB, MOCTYNAIOLMX B OKPYXAIOIIYI0 Cpely, 00pa3yeMblX,
obpabaTpiBaeMbIX, YTUIU3ZUPYEMBIX, 00E3BpPEXMBAEMBIX IpPH JKCIUTyaTalUU
00beKTa, U (MiIH) pa3MelIaeMbIX OTXO/I0B.

[lonTBepxaeHUEM  OTCYTCTBUSL  YKa3aHHBIX H3MEHEHUH  SBISIETCS
3aKI0YeHUe pa3paboTyMKa MPOEKTHOH NOKYMEHTALUU, SIBISIOLIEHCS 00beKTOM
rOCyJIJapCTBEHHOM 3KOJIOTUYECKOW SKCHEPTH3bl M IpEeAyCMaTpUBAIOILEH TakKue
M3MEHEHUs, coJepkauiee OOOCHOBaHHME B BHJE [OSICHEHWH, pacyeToB U
BBIBOJIOB, NOAMUCAHHOE YIIOJTHOMOUYEHHBIM JIULOM.

5. YcTaHOBUTb, UYTO  U3MEHEHHUS, IPEAyCMOTpPEHHble MyHKTOM 4
HACTOSIIEr0 JAOKYMEHTa, MOTYT OBITh BHECEHBI B MPOEKTHYIO JOKYMEHTALMIO
MIpU IPOBEAEHUHU [OCYJaPCTBEHHON 3KOJOTMYECKOM IKCIEPTH3HI.

6. YCTaHOBUTh, YTO JJISI IOPUAMYECKHUX JHL W HHIUBULYAIbHBIX
npeArnpyuHUMarenel, OCYIIeCTBISIOMIMX XO3SMCTBEHHYIO U (WIH) HHYIO
JeATebHOCTh Ha oO0BbeKkTax | KaTeropud MW MONYYUBIUIUX KOMIUIEKCHOE
JKoJoruueckoe paspeuieHde 10 1 ceHtabps 2022 r., cpok peajiu3aLuy
NIPOrpaMMbl TIOBBILIEHUS JKOJOTUYECKOH 3(h(EKTHBHOCTH, YCTaHOBJIEHHBIN
B COOTBETCTBMM C MYHKTaMH 5 M 6 cTaThu 67 @enepanbHOrO 3aKoHa
"O06 oxpaHe OKpyxalolllel cpe/ipl”, mpoajieBaeTcs Ha 2 ronaa.".

8. I[Ipunoxenne Ne 14 k ykazaHHOMY @IOCTAHOBIIEHHUIO [IOIOJIHUTH
MyHKTaMHU 4 - 6 CIeAYIOLIETO CONEP)KAHUS:

"4. Ilpoanute Ha 12 wMecsueB AelcTBHE JUArHOCTMYECKUX KapT,
COAEpXalllUX 3aKJIIOUYEHUsI O COOTBETCTBUM TPAHCIIOPTHOIO  CpEACTBa
o0s3aTeNbHBIM ~ TpeOOBaHUSAM  O€30MacHOCTH  TPAHCIOPTHOTO  CpeACTBa
¥ 0OPMJIEHHBIX B OTHOLIEHHH CHELUATU3UPOBAHHBIX TPAHCIIOPTHBIX CPEJCTB
W TPULETIOB K HHUM, MpegHa3HAYeHHBIX U OOOPYINOBaHHBIX AJI MEPEBO30K
OMNAacHBIX TPy30B, 3aperucTpUpoBaHHbIX B pailoHax Kpaitnero Cesepa, cpoku
JNEUCTBUS KOTOpPBIX MCTEKalOT B IMEpPUOA CO [JHSA BCTYIUIGHUS B CHIY
noctaHoBieHus lIpaButensctBa Poccuiickoit ®enepaunu ot 9 ampens 2022 r.
Ne 626 "O BHeceHun u3MeHeHu B nocraHoBineHue IIpaButenbcra Poccuiickoi
®epnepanuu ot 12 mapta 2022 r. Ne 353" no 31 nexabps 2022 r.

VYkazaHHOe TMpOJAJIEHHE CpoKa JEWUCTBHS [JHAarHOCTHYECKHX KapT
He TpeOyeT BHECEHHUS OTIOTHUTENBHBIX U3MEHEHUH B IMarHOCTUYECKYIO KapTy,
CoepXXalllylt0 CBEIEHMS O COOTBETCTBUM  TPAHCIOPTHOIO  CpEACTBa
00si3aTe/IbHBIM TpebOoBaHHAM 0e30MacHOCTH TPAHCHIOPTHBIX CPENCTB, WIM B
€JUHYI0 aBTOMAaTHU3UPOBAaHHYIO HHGOPMALIMOHHYIO CHUCTEMY TEXHHUYECKOIrO
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OCMOTpa TPAaHCHOPTHBIX CPEJCTB, CO3/IaHHYIO B COOTBEeTCTBUH ¢ DenepanbHbIM
3aKk0HOM "O TeXHHYECKOM OCMOTpPE TPAHCIOPTHBIX CPEACTB U O BHECEHUU
H3MEHEHHUH B OT/eJIbHBIE 3aKoHOoAaTe bHbIe akThl Poccuiickoilt ®enepaumn”.

5.Ilpoanute Ha 3 roAa MOCHCTBHE POCCHICKUX HALUOHAJIBHBIX
BOAMUTEIBCKUX yJIOCTOBEPEHHM, CPOKH JIEHCTBUSI KOTOPBIX UCTEKAIOT (MCTEKIIH)
B nepuof ¢ 1 suBaps 2022 r. no 31 nexabps 2023 r.

[Ipoanenwie cpoka nedcTBUS He TpeOyeT BHECEHHS AOIOJIHUTEIbHBIX
W3MEHEHUH B yKa3aHHBIE JOKYMEHTHI.

6. [IpuocranoButs B nepuoxg ¢ | centsdops 2022 r. no 1 mapra 2024 r.
NpUMeHEHHe II0JOXKeHUH myHkTa 3 (B 4YacTd, Kacaroledcs TpeGoBaHUM,
YCT@HOBIIEHHBIX moApazaeramu 6.8.2.3 wu  6.8.2.4 nmpwioxeHus A
K CornameHuio 0 MEXIyHapOJHOH [TOPOXKHOM MEPEBO3KE OMAaCHBIX IPY30B
or 30centsbps 1957r. (HOIIOI'), B OTHOUIGHHMM CBHUIETEILCTB,
NpelyCMOTPEHHBIX B YyKa3aHHBIX MNonpasgenax) [IpaBui mepeBO30K IPY30B
aBTOMOOMJIBHBIM TPAHCIIOPTOM, YTBEPIKJIEHHBIX MIOCTaHOBJIEHUEM
[IpaButensctBa Poccuiickoit ®enepauuu ot 21 pexabps 2020 r. Ne 2200
"O6 yrBepxxaeHuu [lpaBun nepeBo3ok rpy30B aBTOMOOUIIBHBIM TPAHCIIOPTOM U
0 BHeceHMM wu3MeHeHMd B nyHKT 2.1.1 IlpaBui OOpOXHOrO IBUXEHUS
Poccuiickoii ®enepauun".".

9. B npunoxeHud Ne 15 k yka3aHHOMY ITOCTaHOBJIEHHUIO:

a) B nyHkre 1 cnoBa "[lpognute Ha 7 Jner" 3aMEHUTh CIOBaMH
"YcTaHOBUTH BO3MOXHOCTb MPOJJIEHUS HA CPOK 10 7 jeT";

6) B nyHkre 2 cnoBa "[lpoanute Ha 5 Jset" 3aMeHUTH CIIOBaMH
"Y cTaHOBUTH BO3MOXXHOCTb MPO/IJIEHUS Ha CPOK 110 S yet";

B) B nyHkre 3 cioBa "llpommute Ha S5 jer" 3aMEHUTH CIIOBaMH
"YCcTaHOBHTH BO3MOXHOCTb IPOJJIEHUS Ha CPOK 110 5 siet";

I') DYHKT 4 U3JI0KUTH B ClIEJlytOIIed peaakIuu:

"4. CpokH, Ha KOTOpble MpPOJJIEBAIOTCS JOTOBOPHI M pa3peLIUTENIbHbBIE
JOKYMEHTBI, yKa3aHHble B MYHKTax | - 3 HacTosiero JOKyMeHTa, U MOPSIOK
UX TPOJUIEHUS] YCTaHABIIMBAIOTCS HOPMATUBHBIM TPABOBHIM aKTOM CyOBeKTa
Poccuiickoit @enepanun.”.

10. Ilpunoxenue Ne 16 Kk yka3aHHOMY TIOCTQHOBJICHHIO JIONIOJHHUTD
MYHKTaMH 3 - 5 CleyIoLero cojaepKaHus:

"3. YCTaHOBUTh, YTO Ui JHI, MNPaBO OCYIIECTBICHUS OLEHOYHOMH
JEeSTeIbHOCTH  KOTOPBIX  MPHOCTAHOBJIEHO MO  JIMYHOMY  3asBJICHHUIO,
HanpaBjJe€HHOMY B  CaMOpPETyJMPYyeMyl  OpPraHM3alyi0  OLEHILMKOB
no 31 nekabps 2022 r., cpox IeHCTBHS KBaJM(UKALMOHHOIO aTrTecTara B
0o0NacTH OIEHOYHOM [eATeNbHOCTH IMpojjieBaeTcs [HOO JAaTbl OKOHYAHUS
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NPUOCTAHOBJIEHUSI  MpaBa  OCYILECTBJIEHUS  OLEHOYHOH  JAESTeNbHOCTH,
yKa3aHHOU B 3asBJICHUH, HO He Oonee ueM a0 31 nexabps 2023 r.

4. B 2022 roxy B ciydae U3MEHEHHS] HAUMEHOBAHUSI, MECTA HAXOXKICHHUS
IOPUIUYECKOTO JINIA, U3MEHEHHs (haMIJIMK, HMEHH U OTYecTBa (IIpH HAIUYHUH),
MeCTa JKUTENbCTBA HMHAMWBHUIYAJIBHOTO IMpeanpUHUMATENs mepeopopMiieHue
CaHUTAPHO-3NMAEMHOJIOTUYECKUX 3aKIIIOUeHUI He TpebyeTcsl.

5. YcraHOBUTH, YTO CPOK JEHCTBHS pa3pellleHHil (OTKPBITBIX JHMCTOB)
Ha MpoBeJieHUe paboT MO BBIABICHUIO U U3yYEHHIO OOBEKTOB apXe0JIOrHUeCKOro
Hacyenus, KOTopble BbIAaHbl B iepuol ¢ 1 ssHBaps 2022 r. 1o IHS BCTYIJIEHHUS B
cuny nocra”HosineHus: IlpaButensctBa Poccuiickoit @enepauuu ot 9 ampens
2022 r. Ne 626 "O BHeceHMM M3MeHEHMH B noctaHoBieHHe IlpaBuTenbcTBa
Poccuiickoit ®@enepaunu ot 12 mapra 2022 r. Ne 353" u nmelicTBHe KOTOPBIX
HE MCTEKJIO Ha JEHb BCTYIUIEHUS B CHIY YKa3aHHOIO IIOCTAHOBIICHMS,
npoaneBaercs 10 31 nekabps 2022 r. 6e3 mpencTtaBieHuss B MHUHHUCTEPCTBO
KynbTypsl Poccuiickoii ®enepanuu AepXarensiMH YKa3aHHBIX pa3pelieHUi
(OTKpBITHIX JIUCTOB) AONOJHUTEIBHBIX 3asBIEHUMN U IOKYMEHTOB.".

11. B npunoxenuu Ne 17 K yka3aHHOMY IIOCTaHOBJIEHUIO:

a) B myHKTe 1:

ab3all mecToi NPU3HATH YTPATUBIIMM CHILY;

ab3au ceIbMOH U3MIOKHUTD B CIIEAYIOIIEH pelaKliuu:

"[lpegocTaBieHre  rocyAapCTBEHHBIX YCIAYr IO  IOATBEPXKIEHUIO
KOMITETEHTHOCTH aKKPEeAUTOBAaHHBIX JIUL, NMPEAYCMOTPEHHBIX MyHKTaMH 2 U 3
yacTi 1 ctateu 24 @enepanbHOro 3aKoHa 00 akKpeJuTalli, HE 3aBepLIEHHBIX
Ha JEHb BCTYIUICHHST B CuiIy mnocTaHoBieHusi [IpaBurensctBa Poccuilckoi
®enepanum ot 12 mapra 2022 r. Ne 353 "O6 0coOe€HHOCTSAX pa3pellinTenbHOMN
nesrenbHocTH B Poccuiickoi ®enepauun B 2022 roay", npuocTaHaBIMBAETCS
Ha 6 MecsueB (32 UCKJIIOYEHHEM CIIy4aeB, KOT/ia Ha JeHb BCTYIUIEHUS B CHIY
nocra”Hosnenus IIpaButensctBa Poccuiickoit ®enepaunu ot 12 mapra 2022 r.
Ne 353 "O6 ocobeHHOCTAX pa3pelIMTeNbHOH JAeATeNbHOCTH B Poccuiickoit
Qepepaunn B 2022 rogy" (akTHYeCKH OCYILECTBIEH WM OCYLIECTBISETCS
BbI€3]] DJKCIEpTHOW Trpynnbl (yaajeHHas oOLIeHKa) B paMKax BbIE3IHON
IKCMEpPTHU3HI).";

JOTIOTHUTH ab3alaMu CIeIyIOLEero Co/iepKaHus:

"AKKpeIUTOBAHHOE JIULO, CpPOK TPOXOKAECHUS  MNOATBEPKACHUS
KOMIIETEHTHOCTH KOTOPOTrO IIEPEHECEH B COOTBETCTBUM C HACTOSIIUM ITyHKTOM,
BIIpaBe MpEACTaBUTh B HALMOHAJIBHBIA OpraH MO AKKpeAUTAalUu 3asBlICHUE
O MPOBEAECHUH IpOLEAYyphl MOATBEPXACHHUS KOMIIETEHTHOCTH C YyKa3aHUEM
B TOM 4YHCJI€ Ha HEOOXOIUMOCTh PACUIMPEHHUS] 00JIacTU aKKpeIWUTallUu,
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H3MEHEHHUS MeCTa OCYIUIECTBIIEHUS IEeSATEJIbHOCTH B CPOKH, OIpele/ieHHbIE
B COOTBETCTBUHU C MyHKTaMHu 2 U 3 4actu 1 cratbu 24 DenepanbHOro 3aKoHa
00 akKpeauTaLuH.

AKKpeAUTOBaHHOE JIMLO, B OTHOUIEHMM KOTOPOrO B COOTBETCTBHH
C HACTOSIIIMM IMYHKTOM IPUOCTAHOBJIEHO MpPEJOCTaBlIeHUE TOCY/IapCTBEHHOMN
YCIIYyTH 11O NOATBEPKACHUIO KOMIIETEHTHOCTH aKKpeAUTOBAaHHOIO JIMLIa, BIpaBe
B CilIy4ae HEOOXOJMMOCTH TMpPEACTaBUTh B  HAIMOHAJbHBIK  OpraH
MO aKKpeOuTalMH 3asBleHHE O BO30OHOBIICHWH INPEeNOCTABICHHS YKa3aHHOH
roCyJapCTBEHHOM ycnyru. Bo3oOHOBIIEHHE MpPEeNOCTaBIEHHs TOCY1apCTBEHHON
YCIYTH OCYLIECTBISAETCA HALMOHAJIBHBIM OPraHOM MO aKKpEIUTALUH B TEUCHUE
10 pabouux mOHEW cO J[AHA PpErucTpPallMd COOTBETCTBYIOILIETO 3asBJICHUS
aKKpeIUTOBaHHOTO JuLa.";

6) nmoanyHkT "0" myHkTa 3 mocje cioB "B ¢GopMe yIaleHHOW OlEHKH"
JIONOJIHUTH CJIOBaMH ", B TOM uHcie";

B) JIOTIOJIHATH TIYHKTOM 3' Clieyiomero cogepKaHus:

"3!. YcraHOBHUTSB, 4TO 10 | ceHTs0ps 2022 r.:

a) [OroBop 3asBUTeNs, AKKPEIAUTOBAaHHOTO JMLAa C JKCHEpTHOH
opraHu3auuen, IpeayCMOTpeHHbIH nyHKTOM 31 IlpaBun ocCyuHiecTBICHUs
aKKpeAMTallMi B HALIMOHAJIBHOW cHcTeMe akkpeauTauuu U myHkToM 30 IlpaBun
NpOBEACHHUS MPOLIEyphl MOATBEPKACHUS KOMIETEHTHOCTH aKKpEJUTOBAHHOIO
JuLa, YTBEPXKIACHHbIX nocrtaHoBleHueMm IlpaButensctBa  Pocculickon
@enepauru ot 26 HOs06ps 2021 r. Ne 2050 "OO6 yrBepxaenunm IlpaBun
OCYUICCTBICHUS aKKpeOWTalMM B HALMOHAJIBHOW CHCTEME aKKpeOuTaLuH,
[IpaBun  mnpoBefeHHsT  NPOUEAYpPbl  MOATBEPXAEHHUS  KOMIIETEHTHOCTH
aKKpeOUTOBaHHOro Jmula, IIpaBui BHECEHHMS U3MEHEHMA B CBEIEHUS
00 aKKpeIWTOBaHHOM JHIIE, COJEepXKALIKeCs B peecTpe aKKpeIUTOBAHHBIX JIHLI
U NIPEJyCMOTPEHHbIC MYHKTaMHu 7 1 8 yactu 1 ctathu 21 PeaepanbHOro 3aKoHa
"O0 akkpeoUTalMH B HalUUMOHAIBHOW cHcTeMe akkpeautauuu", IlpaBun
paccMOTpeHUs 3asiBICHUS aKKpEAUTOBAHHOIO JHIla O MpEeKpallleHW! AEeHCTBUS
aKKpeAWTaUud U [PUHATUS HALMOHAJILHBIM OpPraHoM [0 aKKpeAUTaluu
pelieHus] O TpeKpalleHuH JAeWCTBUS aKKpeAuTalud, OO0 W3MEHEHUH U
NIPU3HAHUM YTPAaTUBLIMMM CUNy HEKOTOPBIX aKTOB U OTHEJBHBIX IMOJIOKEHUN
HekoTopsix akToB IlpaButennbctBa Poccuiickoit ®enepanuu”, MOXeT ObITH
o¢OopMIIEH U 3aKJII0YeH Ha OyMaXKHOM HOCHUTEE;

6) o6nacTh axKKpeAWTAlMM OPraHOB II0 BalWAALMM W BepUbHUKaLUU
" MEIULIMHCKUX nabopaTopuid, COOTBETCTBYIOILIAsA obpasuam,
IpeayCMOTpEHHBIM (opMOH 3asiBleHHs 00 aKKpeAUTauuH, YTBEPKICHHOM
B COOTBETCTBMM C NOyHKTOM 3 cratbu 7 @DenepalbHOrO 3aKOHa
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00 akkpenutanuM, MOXeT ObITh chopMHpoBaHa B KayecTBe JOKyMEHTa
Ha OyMaXHOM HOCUTENEe M [IpeACTaBlieHa B HAaLHMOHAIbHBIA  OpraH
[0 aKKpeAWTaUWH B BHUIE J3JIEKTPOHHOTO obOpa3a (CKaH-KONHMH) YKa3aHHOTO
JOKYMeHTa, MNOAMHCAHHOTO YCHJIEHHOW KBalM(HUIIMPOBAHHON 3IEKTPOHHOU
MOMAINKCHIO  3asBUTENs  (MpeACTaBUTENs  3asiBUTENsI) B COOTBETCTBHM
¢ 3aKkoHo1aTeNnbcTBOM Poccuiickoil Menepanun.”.

12. lononHuts npusnoxeHussMu Ne 19 u 20 cnenyroliero coaepxaHus:

"TTPUJIOXXEHUE Ne 19

K nmoctaHoBneHuto [ IpaButenbcTBa
Poccuiickoit @enepaunu
ot 12 mapra 2022 r. Ne 353

OCOBEHHOCTH

pa3pelIUTeJbHBIX pe:KMMOB B cepe Npou3BoAcTBa H 06opoTa
ITHJI0BOI0 CIIHPTA, AJIKOTOJIbHOH M cIMPTOCOAep Kalueli MPoIyKIHH

1. YcraHoBuTth, uTOo Ha 12 MecsueB MpojasieBaeTcs NEHCTBHUE JULEH3UN
Ha TPOU3BOJACTBO M ODOPOT O3TUIOBOIO  COMPTA, AIKOTOJIBHOM U
COUpPTOCOJAEpKAIed MPOJAYKIMHM, CPOKM JEHCTBUSA KOTOPBIX HCTEKAIoT
c 1 suBaps no 14 mapra 2023 r.

2. CBeneHuss 0 MPOMJIEHMH B COOTBETCTBUM C MYyHKTOM | HacToOsIero
JOKYMEHTa CPOKOB J€HCTBHS JHMLEH3UNA Ha MPOU3BOACTBO U 0OOPOT 3THIIOBOTO
CIHpTa, AJIKOTOJBHOH W  CIOUpTOCOAepXalled  MPOAYKUMH  BHOCSATCS
B TOCYy[apCTBEHHBIH CBOJHBIA peecTp BBIAAHHBIX JHUIEH3UH B TEYEHHE
3 pabouux nHEH CO OHS BCTYIUIGHHS B CHIIy moctaHoieHHs IlpaButenbcTBa
Poccuiickoit @enepauun ot 9 anpenst 2022 r. Ne 626 "O BHeceHUH U3MEHEHU
B nocraHoByieHue [IpaButensctBa Poccuiickoit @enepauun ot 12 mapra 2022 r.
Ne 353",

3. YCcTaHOBUTH, YTO 3asBlEHUE O MPOJICHUU CPOKA ACUCTBMS JIMLIEH3UH
Ha PO3HMYHYI0 TPOJaxy ajKOTOJbHOW MNPOAYKLUMH WIM JIMUEH3UM Ha
PO3HMUYHYIO TMPOJaXy ajKOTOJILHOH TMpOAYKUMH TPH OKa3aHUU YCIIyT
001LIECTBEHHOTO0 MUTAHUS IOJAETCA B JIMLIEH3UPYIOUIMHA OpraH He paHee yeM 3a
180 nHel mo ucTeyeHHUs CpoKa AEHCTBUS TaKUX JIMLIEH3UH MOCHe UX MPOLJICHHS
B COOTBETCTBUM C MYHKTOM | nocraHoBneHus IlpaButenscTBa Poccuiickoi
®epepanuum ot 12 mapra 2022 r. Ne 353 "O6 0coOe€HHOCTAX pa3pelIUTENbHOM
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nestenbHocTh B Poccuiickolt ®enpepauuu B 2022 roay" u  myHKTOM 1
HACTOSIILIEro JOKYMEHTA.

4. YCTaHOBUTH, 4YTO JIMIEH3MAT BIpaBe OOpPaTUTbCS 3a BO3BPATOM
roCyapCTBEHHOM IMOLUIMHBI, YIJJAa4eHHOH 3a MpoJjeHHe Ha | rox cpoka
NEeHUCTBUS JULEH3UWd Ha M[POU3BOACTBO M 00OpPOT ITHUIOBOTO CIHUPTA,
AJIKOTOJIBHOW U CITUPTOCOAEPKALIEH NMPOTYKIMH, CPOK NEHCTBHS KOTOPOH UCTEK
(ucrekaer) B mepuon ¢ 14 mapra 2022 r. no 14 mapra 2023 r., B TOM 4HCIe
rocyJapCTBEHHOM IMOLUIMHBI, YIUIAYEHHOM 32 IMPOMJICHHE TaKOW JIMLEH3UH
110 3asBJIEHUIO, TIOCTYIMBILIEMY B TULEH3UPYIOWLMii opran 1o 14 maprta 2022 r.

I[TPHUJIOXXEHUE Ne 20

K noctaHoBieHuto [IpaBuTenbcTBa
Poccuiickoit ®eaepauunu
ot 12 mapra 2022 r. Ne 353

OCOBEHHOCTH

paspelIMTeNbHBIX PE:KHMOB B cdepe 00paleHHs JIEKAPCTBEHHbIX
npenaparos )i BeTePHHAPHOTO NPUMEHEeHHS

1. YcranoButb, uyto no 1 centsiOps 2023 r. 1 J€KapCTBEHHBIX
NpenaparoB AJisl BETEPUHAPHOI'O PUMEHEHUS, [IPOU3BENCHHBIX HA TEPPUTOPHU
Pocculickoii ®enepauui B LENIX HMIOPTO3aMEILEHUs, YCTaHABIUBAECTCs
PeXUM  YCKOPEHHOH NpOLEAYPBI rOCyJapCTBEHHONM  pEerucTpaluy,
He npeBbllatouid 60 pabouux aHEH, 3a cueT oTKa3a OT IKCHEPTU3bl KauecTBa
JIEKapCTBEHHOIO Ipernapara A BETEPUHAPHOIO NPUMEHEHHUS IpU YCIOBUH
NpPEACTABICHUS 3aKJIIOUYEHHS O COOTBETCTBUHU IIPOU3BOJACTBEHHOW IUIOLIAAKU
TpeOOBaHUAM  MpaBUJI  HajJieXalled  NPOU3BOJACTBEHHOM  MPaKTUKHU
(32 HMCKIIOYEHHEM J>KHUBBIX BaKLMH W HMMYHOOMOJOIMYECKHX IpenaparoB
MPOTUB 0cO000 oOMacHbIX 3a00JieBaHWM >KUBOTHBIX, YKAa3aHHBIX B I[I€pEYHE
3apa3HblX, B TOM 4HcCle 0cO00 OMacHBIX, 0OJIe3HEH >KUBOTHBIX, 11O KOTOPBIM
MOTYyT  yCTaHaBIMBATbCS OrpaHUYUTENbHbIE MEpONpUATHS  (KapaHTHH),
yTBep)kaeMoM  MUHHCTEPCTBOM  CelIbcKOro  xo3sifictBa  Poccuiickoit
depnepatiun).

2. YcTaHOBUTB, 4TO A0 1 ceHTsOps 2023 r. pocCUICKUM POU3BOAUTEISM
JIEKapCTBEHHBIX MpernapaToB JUIsl BETEpPUHAPHOIO IPUMEHEHUS pa3pellaeTcs
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MoJiaBaTh PErHCTPaLlMOHHOE JIOChe JIEKAPCTBEHHOTO  Mpemapara  Uis
BETEPUHAPHOTO TNPUMEHEHHMS MO YCKOPEHHOW NpoueAaype TrocyJapCTBEHHOM
PETrUCTpallii  JIEKAPCTBEHHBIX CPEACTB JUIsl BETEPUHAPHOIO MpPHMEHEHUs
Ha BOCTIPOM3BE/CHHBIE JIEKapCTBEHHbIe MpemnapaThl 0e3 yuera TpeOGOBaHUHI
nyHkta 3 yactm 2 cratbu 26 ®epepanbHoro 3akoHa "OO oOpaileHun
JIeKapCTBEHHBIX CPEJCTB".

3. B ciydae rocyaapcTBEeHHON perucTpalyu JIEKapCTBEHHOrO Ipernaparta
IUTS BETEPUHAPHOTO MPUMEHEHHUS], IPOU3BEICHHOr0 Ha Tepputopun Poccuiickoi
Qenepaiid B LENAX UMIIOPTO3aMELIEHUsS, [0 YCKOPEHHOH mpolienype
OH BHOCUTCA B T€pedYeHb MpenapaToB, MpHJIAraeMbili K 3aK/IIOUYEHUIO
O COOTBETCTBUU NPOU3BOIUTENS (MPOU3BOIUTENEHN) JIEKAPCTBEHHBIX CPEICTB
TS BETEPHUHAPHOTO pPUMEHEHHUs TpeGoBaHUIM HaJJIexaniei
MPOU3BOJCTBEHHON MPAKTHKH, BHIAAHHOMY YIIOJHOMOYEHHBIM (eaepalbHbIM
OpPraHOM HCITOJIHUTENBHOMN BJIACTH, OCYLIECTBISIONIMM (DYHKLHMH MO KOHTPOIIIO
M Ham3opy B chepe obpailieHHs JIeKapCTBEHHBIX CPEACTB i BETEPUHAPHOIO
NPUMEHEHUs], B OTHOLLIEHUHA MPOU3BOACTBEHHOM IUIOLIAAKA PETUCTPUPYEMOTrO
NIEKapCTBEHHOIO Ipenapara Ajsi BETEPUHAPHOrO MPUMEHEHUS, YIIOJTHOMOYEHHBIM
(benepanbHbIM OpPraHOM HCIIONHUTENBHOM BIAaCcTH, OCYIECTBISIIOIIMM (QyHKIUU
o0 KOHTPONIO (Hala3opy) B cdepe oOpaiieHUs! JeKapCTBEHHbIX CPEACTB IS
BETEpUHAPHOIO MpPUMEHEHMs, 0e3 MoAayu 3alpocoB U MNPEACTaBICHUS B
yKa3aHHBIN defiepanbHbId OpraH UCIIOHUTENLHOM BIIACTH 3asABICHU.

4. O0pa3zupl mepBbIX [JBYX CEpPH  JIEKapCTBEHHOIrO  Ipenapara
IUTs BETEPUHAPHOTO MPUMEHEHUS, IPOM3BEAEHHBIX Ha TeppuTopun Poccuiickoi
Qenepauyu B LEMSIX  MMIIOPTO3aMENIEHHS, TMOCJHE  TOCYJapCTBEHHOM
perucTpauuu JIEKapCTBEHHOro Mpernaparta Ajs BETEPUHAPHOIO IMPUMEHEHUs
0O YCKOPEHHOH TMpolLeaype HampaBisioTcsl B (eaepalibHOe IocynapCTBEHHOE
OromxeTHoe yupexnaeHue "Bceepoccuiickuit rocynapctBennbiit LleHTp kadecTtBa
U CTaHAapTU3alUH JIEKAPCTBEHHBIX CPEICTB JUIA )XUBOTHBIX U KOPMOB", KOTOpOE
Ha 0e3B03Me3HOH OCHOBE B CPOK, He MpeBbinatomuid 10 pabouux aHei co qHA
HONYYEeHHUs JIEKapCTBEHHOIO IIpernapara JUid BETEpPUHAPHOIO IIPUMEHEHUs,
M B CPOK, He TnpeBblIalOMi 35 pabouynx OHEH cO JAHS TOMYyYEHUS
MMMYHOOHOJOTUYECKOTO JIEKAPCTBEHHOTO Iipernapara MJii BETepHHApHOIO
TIPUMEHEHHS], B IMCBMEHHOM U JIEKTPOHHOM BUe UHGOpMUpyeT (enepanbHblil
OpraH WCIOJHUTENBHOM BJACTH, OCYHIECTBISIONMNA (PYHKLUMU MO KOHTPOJIO
(Hag3opy) B chepe oOpallieHHs JIEKAPCTBEHHBIX CPEACTB AJS BETEPUHAPHOIO
NPUMEHEHUS, W TPOU3BOAMUTENS O COOTBETCTBHUM WM HECOOTBETCTBUHU
npenapata TpeOOBaHUSM HOPMAaTUBHOTO JOKyMEHTa. B ciydae COOTBETCTBUS
JIeKapCTBEHHOI'0 TIpernapara Jyis BeTePHUHAPHOTO IMPHUMEHEHUs TpeOOBaHMIM
HOpPMAaTHBHOTO IOKYMEHTA TpenapaT MOXeT IOCTYIaTh B IPaKAaHCKUN 000poT.
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J€KapCTBEHHOr0 Mpemnapara JUisi BEeTEpUHAPHOTO NPUMEHEHUs] TpeOOBaHHIM
HOpPMATHBHOI'O JOKyMEHTa Ipernapar MOXeT IIOCTyNaTh B rpaXKaaHCcKuil 000poT.

5. BHeceHre H3MEHEHUH B PETUCTPALMOHHOE JOCHE JIEKAPCTBEHHBIX
MpenaparToB Il BETEPUHAPHOTO NPUMEHEHHUs, IPOU3BEIEHHBIX HA TEPPUTOPHUHU
Poccuiickoit ®enepay B HENsIX UMIIOPTO3aMELLIEHHUS], CBA3aHHBIX C 3aMEHOU
MPOU3BOJIMTENIEH BCIIOMOTaTeNbHBIX BEIIECTB, MEPBUYHOW H BTOPHUYHOH
yIaKOBKH, ocyiecTBisiercs 10 1 ceHTsOps 2023 r. B yBeIOMHUTEIbHOM MOPSAKE
C THCBMEHHBIM 0053aTeIbCTBOM B TeueHUe 12 MecsueB IOciie BHECEHHUS
M3MEHEHUH NpeICTaBUTh BCE HEOOXOAUMBIE OTYETHI.

6. YCTaHOBUTh, YTO POCCUIMCKUM MPOU3BOAUTENSAM JIEKAPCTBEHHBIX
CpeICTB JUIsi BETEPUHAPHOTO MpUMEHEHUs paspelaeTcs 10 1 centsops 2023 r.
BBO3UTH (hapMalleBTUUECKHE CYOCTaHLMM MJi BETEPUHAPHOrO MNPUMEHEHHS,
He BHECEHHble B TOCYJAapCTBEHHBIH peecTp IEKapCTBEHHBIX CpPEACTB IS
BETCPUHAPHOTO TMpUMEHEHUs, Ha TeppuToputro Poccuiickoil @®enepaunn
B YBEJOMHUTENBHOM [OpsiIKE [Ji IPOU3BOACTBA 3apErHMCTPUPOBAHHBIX
JeKapCTBEHHBIX CPENICTB.

[Ipy osTOoM Ha o00pa3upl MNepBbIX JABYX MNAapTUH NPOU3BEIECHHBIX
3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX MpenapaToB [UIsi  BETEPHHAPHOIO
npuMeHeHuss B delepaibHBIIl  OpraH  UCIOJHUTEIBHOH  BIACTH,
OCYILECTBIISIIOUIMA (YHKIIMH 1O KOHTPOJIIO (Ham3opy) B cdepe obOpalneHus
JIEKapCTBEHHBIX CPEACTB [JIsi BETEPUHAPHOIO MPUMEHEHHUS, NPEeACTaBISAIOTCA
MPOTOKOJIBI UCIIBITAHUH O COOTBETCTBUM 3TUX CEpUM JIEKapCTBEHHBIX
npenapaTtoB JUisi BETEPUHApHOrO IMPUMEHEHUs TMOKa3aTelsiM KauyecTsa,
npeayCMOTPEHHBIM HOpPMaTUBHbBIM JIOKyMEHTOM, MPOBOIUMBIX
aKKpeJUTOBaHHBIMU B COOTBETCTBUM C 3aKOHOAATENBCTBOM Poccuiickon
Gdenepauuy 00 axkKpeIMTAlMKM B HAUMOHAIBHOM CHUCTEME aKKpeAWUTALUU
HCIIBITATEeNIbHBIMU JJabopaTopusaMU (LIEHTpaMHu ).

7. YCTaHOBUTE, YTO POCCUHCKUM MIPOU3BOAUTENSM
UMMYHOOHOJIOTHYECKUX JIeKapCTBEHHBIX npenaparoB paspeliaeTcs
1o 31 nexabps 2022 r. He MpeACTaBIATh B COOTBETCTBUU C MYHKTOM 13 yacTu 3
cratbl 17 ®epepanpHoro 3akoHa "OO obpallleHHH JIEKapCTBEHHBIX CPelNCTB"
CBElICHUS 0 rocy/1apCTBEHHOIM peructpanuu reHHO-UH)XEHEPHO-
MOAUGUIMPOBAHHBIX ~ OPraHU3MOB,  IpeAHa3HA4YeHHbIX U1 BBIIIyCKa
B OKpY>Katolyto cpeny, npu rocy1apCTBEHHOM pErUCTpalvU
UMMYHOOHOJOTHYECKUX JIEKAPCTBEHHBIX IpenapaToB I BETEPUHAPHOIO
NpUMEHEHMUS, MOJyYEHHBIX c IpUMEHEHHUEM T€HHO-UHXEHEPHO-
MOIU(PULIHUPOBAHHBIX OPraHU3MOB UJIH COAEPKALIMX TaKUe OpPraHU3MBl.

8. Jns wmemedt  Hacroslero - AOKyMEHTa  IIOA  JIEKApCTBEHHBIMU
npenapataMd JUisl BETEPUHApHOTO [PUMEHEHHs, TPOM3BENCHHBIMH HaA
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tepputopun  Poccuiickoit ®enepauvu B LeNAX  UMIOPTO3aMELIEHHS,
NIOHUMAIOTCA JIEKapCTBEHHEBIE IIpenaparbl, NPOU3BEICHHBIE HAa TEPPUTOPUU
Poccuiickoit ®Penepaly, perucTpupyeMble B LENSIX 3aMEHbl HMIIOPTHBIX
Ipernaparos, IPOU3BEJEHHBIX B HHOCTPaHHBIX rOCYJapCTBax, COBEPIIAIOIIUX B
otHowieHMH Pocculickoii Penepauun HenpyKeCTBEHHbIE NEHCTBHS, U paHee
3aperuCTpUpPOBAHHBIX Ha TeppuTopun Poccuiickoit @enepanuu.”.
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