MMPABUTEJILCTBO POCCHUUCKOHN ®EJIEPALIMA
ITIOCTAHOBJIEHMUME

ot 9 anpens 2022 r. Ne 626

MOCKBA

O BHeceHnH M3MeHeHMl B nocTaHoBjeHue [lpaBurtenbcTBa
Poccuiickoii ®eaepanum or 12 mapra 2022 r. Ne 353

[IpaBuTenbcTBO Poccuiickon denepaiii MO CTAHOBJA S € T !

1. VTBepauth  mpunaraemMble  M3MEHEHHUSA,  KOTOPbIE  BHOCATCA
B noctaHoBieHue [IpaButensctBa Poccuiickoit @enepaunu ot 12 mapra 2022 r.
No 353 "OO 0COOEHHOCTSX pa3pelIuTeNIbHON JeATeIbHOCTH B Poccuiickoit
Oeneparun B 2022 roxay" (CobOpanme 3akoHOJaTelbcTBa Poccuiickoit
Ddeneparun, 2022, No 12, cr. 1839; Ne 13, cr. 2108; OdurmansHbiii HHTEPHET-
noptan mpaBoBoil uHPopManmu (Www.pravo.gov.ru), 2022, 7 ampens,
Ne 0001202204070009).

2. denepaabHBIM OpraHaM HMCIOJHHUTEIBHON BIIACTH, YIMOJHOMOYEHHBIM
Ha BEICHUE PEECTPOB  pa3pelICHUM, MNPEAYCMOTPEHHBIX  HACTOSILIUM
MOCTAaHOBJICHUEM, ©€3 TPUHATHA CHEIUAJIbHBIX penieHud  (MPUKa30B)
o0ecreynuTh BHECCHHE CBEJCHUA O TIPOJUICHUHM JECUCTBHUS Pa3pelieHUun
B TeueHue S5 pabouyux JHEW CO MHS BCTYIUICHHS B CHJy HACTOSIIETO
IIOCTAaHOBJIEHUS. B cilyyae BHECEHHUs CBECHUM B PEECTP PA3pPELICHU BHECEHUE
W3MEHEHHH B pa3peiieHrne Ha OyMa>)kHOM HOCHUTEIE He TpeOyeTcs.

3. Hacrosimee mocraHoBiIeHWE BCTymaeT B CWIYy CO JHS  €r0
o(pUIMaTBEHOTO OMYOIMKOBAHMS.

IIpencenarens IIpaBurenscTBa
Poccuniickon ®@enepanun M.Mumryctrn



YTBEPXIEHDbI

nocra”HoBseHueM [IpaBuTenbcTBa
Poccuiickon denepanmnu
ot 9 anpens 2022 r. Ne 626

N3IMEHEHMUA,

KOTOpPbIe BHOCATCHA B mocTaHoBJIeHue IIpaBuresbcTBa
Poccuiickoii ®eaepanun ot 12 mapra 2022 r. Ne 353

1. Jlonmonuuth myHKTOM 11 ClIeayroiero conepaHus:

"1'. Tlpommth Ha 12 MecsueB AeiiCTBHE CPOUHBIX PA3PEIICHHI, CPOKH
JNEUCTBUSL KOTOPBIX HCTEKAlOT B TEPUOJ CO JHSA BCTYIUIGHHS B CHIY
noctaHoBiyieHus [IpaBurtensctBa Poccuiickoit ®enepaunu ot 9 anpens 2022 r.
Ne 626 "O BHecenun u3meHneHnui B mocranonenue [IpaBurenscra Poccuiickoit
deneparuu ot 12 mapra 2022 r. Ne 353" mo 31 mekabpst 2022 r., coryiacHo
npunoxenuio Ne 11",

2. ITyHKT 2 U3J10KHUTH B CICAYIOIICH PEeIaKIIUN:

"2. @enepalibHbIA OPraH UCHOJIHUTENBHON BIACTH, YIIOJHOMOYEHHBIN Ha
OCYILECTBJICHUE HOPMATHUBHO-TIPABOBOTO PETYJIUPOBAHUS B COOTBETCTBYIOLIEH
cdepe NeaTeNbHOCTH, BIIPaBe MPUHSTH PEUICHUE:

O OPOJJIEHUU B COOTBETCTBUM C MYHKTOM | HACTOSIIEr0 MOCTAHOBJICHUS
pa3pellieHn, YKa3aHHbIX B ONpriioxkeHun Ne 1 K HacTosmeMy MOCTaHOBIICHUIO,
CPOK JACHCTBUSI KOTOPBIX MCTEK paHee JHS BCTYIUICHUS B CHJIy HACTOSIIETO
MOCTAHOBJICHHUS;

0 MPOUICHHUH B COOTBETCTBUHM C MYHKTOM 11 HACTOSIIEro MOCTAHOBICHHS
paspeleHuil, ykasaHHbIX B IprioxkeHnd Ne 1 kK HACTOSIIEMY MOCTAHOBIICHHIO,
CPOK JEHCTBUSI KOTOPBIX UCTEK paHee JHSA BCTYIUICHUS B CUJIY IMOCTAHOBJICHUS
[IpaButenscTtBa Poccuiickoit @Deneparun ot 9 ampens 2022 1. No 626
"O BHeceHMM wu3MeHeHUW B mnoctaHoBieHue IIpaButenscTtBa Poccuiickoi
®epnepanuu oT 12 mapra 2022 1. No 353".".

3.B mynkte 7 cnoBa "mpunoxeHussMm Ne 4 - 18" 3aMeHUTH cloBamH
"mpunoxxkenusim Ne 4 - 20",

4. JlonnoaHUTh npuioxeHueM No 1! CJIIEAYIOLIETO COJCPIKAHUS:



"[TPUJIOXKEHME Ne 1
K mocta”oByieHuto [IpaBuTenncTBa
Poccuiickon denepanunu
ot 12 mapra 2022 r. Ne 353

NHEPEYEHD

CPOYHBIX pa3pelleHuil, CPOKHU AeUCTBUS KOTOPBIX HCTEKAKOT
B IIEPHO/ CO IHS BCTYIUICHUA B CHJIY nocTaHoBJIeHus IIpaBurenbcrBa
Poccuiickoit @enepanuu ot 9 anpeas 2022 r. Ne 626 "O BHeceHun
u3MeHeHuil B moctanoBjaeHue IlpasureascrBa Poccniickoit @egepaunu
ot 12 mapra 2022 r. Ne 353" mo 31 nexa0Ops 2022 r. u gelicTBHE KOTOPbIX
npojajieBaercs Ha 12 mecsiues

1. ATrecTanmsi 3KCIEPTOB MO MPOBEICHUIO TOCYIAPCTBEHHON MCTOPUKO-
KyJIbTYPHOU 3KCIIEPTHU3BI.

2. CaHUTapHO-3MUJIEMUOJIOTHYECKUE 3aKIOUeHusl (3a HCKIIOYEHUEM
CaHUTAPHO-ANUAEMHUOJIIOTHUECKUX  3aKIIOYEHU Ha BHJIbI  J€ATEIbHOCTH,
paboThl,  yCIyTrd,  CAHUTAPHO-IMUAEMHOJOTUYECKUX  3aKJIIOUYEHUA  Ha
pa3MellleHne OObEKTa, CAHUTAPHO-IMUAEMHOJOTHYECKUX 3aKIOYEHUH Ha
NEeATEIbHOCTh 110 OPTaHU3alMU OTIbIXa JAETEH U UX 030POBJIEHUS, CAHUTAPHO-
AMUAEMHUOJIOTHYECKUX 3aKII0YEHUN Ha MPOEKTHYIO TOKYMEHTAIHUIO).

3. AKKpeauTalMs YaCTHBIX areHTCTB 3aHATOCTH Ha MPaBO OCYILECTBICHHUS
JEATEIIbHOCTH 1O MPEJOCTABICHUIO TPY/la paOOTHUKOB (IIepCcoHana).

4. CBuaeTENbCTBA O TOCYJAPCTBEHHOW PETUCTPAIIMU TUIEMEHHBIX CTal.

5. Pazpemienuss Ha BegeHue pabOT CcO B3pBIBUATHIMU MarepuaiamMu
MPOMBIIIVIEHHOT'O Ha3HAYEHHUSI, UMEIOIINX MTOCTOSIHHBINA XapakTep.".

5. B npunoxxennn Ne 3 k yka3aHHOMY MOCTaHOBJIEHUIO:

a) myHKT 5 mocie cioB "Beimaua ¢uTOoCaHUTapHBIX CePTHPUKATOB"
JOTIOJTHUTH CJIIOBAMHM ", pEIKCIOPTHBIX (DUTOCAHUTAPHBIX cepTU(PHUKATOB";

0) myHKT 29 JIOMOJHUTH CJIOBaMH ", BHECEHUE U3MEHEHUM B IOKYMEHTHI,
coepKalrecs: B pErUCTPAIMOHHOM JI0Ch€ MEIUIIMHCKOTO U31enus";

B) JOTOJIHUTH MyHKTaMu 169 - 172 ciemyroiiero coaepKanusi:

"169. 'ocynapcTBeHHass perucrpainus cepud (mapTHUH) MEIUIIMHCKOTO
U3JICIINSL.

170. l'ocynapcTBeHHasi peructpanus MEIULUHCKOTO W3JIeTUsl, BHECEHHE
M3MEHEHHUI B PETUCTPALIMOHHOE I0ChE€ MEIUIIMHCKOTO U3IETIH.



171. l'ocynapcTBeHHas: perucTpaius Wik NepeperucTpamnus npeaeibHbIX
OTIYCKHBIX II€H TMPOU3BOJUTENECH Ha MEIUIMHCKHE W3JIETUsl, BKIIOYCHHBIC
B yrBepxkAcHHbIN [IpaBuTenbctBOoM Poccuiickon dDenepanuu  nepeydeHb
MEUIMHCKUX U3/ICNINNA, UMIUTAHTUPYEMBIX B OPTaHM3M YeJIOBEKa MPU OKA3aHUU
MEIUIIMHCKON TMOMOIIM B paMKax MpPOrpaMMbl TOCYJapCTBEHHBIX TapaHTH
OecCIIaTHOTO OKa3aHMs TpaXkJIaHaM MEIUIIMHCKOW MTOMOIIIH.

172. BHecenue cBefieHU 0 (PU3MUECKOM JIMIIC B HAIIMOHAIBHBIN peecTp
CHEIUAINCTOB B OO0JaCTM HWHXKEHEPHBIX W3BICKAHUHW M  apXUTEKTYpPHO-
CTPOUTEIBHOTO TMPOEKTHUPOBAHUSA, HAIMOHAIBHBIM peecTp CHEIUATNCTOB
B 00JIaCTH CTPOUTETHCTBA.".

6. [Ipunoxenue Ne4 K yKa3aHHOMY T[IOCTAHOBJICHHIO JIOMIOJIHHUTH
MYHKTOM 3" CIIC/IYIOIIEro COCPIKAHNUS:

"3'. VcraHOBUTB,  YTO  CPOKM  HEMCTBHS  ATTeCTALMH  JIHIL,
OCYILECTBIISIFOLIAX PO EeCCUOHATIBHYIO NEATEIIbHOCTb, CBSI3aHHYIO
C  ONEpPaTUBHO-IUCIIETYEPCKUM  YIPABICHUEM B  DJIEKTPOIHEPIETHUKE,
uctekaromue B 2022 roay, npoaneBarotcs 1o 31 gexadbps 2022 r.".

7. [Ipunoxenue Ne § kK ykazaHHOMY MTOCTaHOBJICHUIO:

a) JIOTOHATD ITyHKTOM 2" CIIeIyIOIIEero coaepKaHus:

"2'. Y CTaHOBHUTB, 4TO MPEACTABICHAE MATCPHAIOB OOCYKICHHIT 00bEKTa
rOCyapCTBEHHONM DKOJIOTHYECKOM JKCHepTU3bl HE Tpedyercs B ciydae
MPOBEJCHUA TOBTOPHOM TOCYJApCTBEHHOM 3KOJIOTMYECKOM  3KCHEPTU3BI
MPOCKTHOM JOKyMEHTAIlMd B OTHOIIEHWH OOBEKTOB, TPEIYCMOTPEHHBIX
noanyHkTamu 7 - 7 craten 11 @enepanbHoro 3akoHa "O6 KOTOTHYECKOI
skcnepTuse’', B TNEpUOA €O JAHS BCTYIUIEHUS B CHIIy IIOCTAHOBJICHUS
[IpaButenscTtBa Poccuiickoit @eneparuu ot 9 ampenst 2022 1. No 626
"O BHeceHMM W3MEHEHUW B mnoctaHoBieHue I[IpaButenscTtBa Poccuiickoi
Oeneparmuun ot 12 mapra 2022 r. Ne 353" mo 31 npexabps 2022 r., 3a
UCKJIIIOYEHUEM  CJIIy4aeB, [MPEIyCMOTPEHHbIX MYHKTOM 2  HACTOSAILIETO
JTIOKyMeHTa.";

0) TOTIOTHUTH MyHKTaMU 4 - 6 CIIEYIOIIETO COICP KAHMS:

"4. YcranoButh, 4To B 2022 TOMy TrOCYIapCTBEHHAs 3SKOJOTHYECKAS
DKCIIEPTHU3a IPOEKTHOM JOKYMEHTAlUM, [OJJICKAIIEH TOCYJapCTBEHHOU
AKOJIOTMYECKON JKCIEePTHU3E, MO PEIICHHI0 3aKa3uuMka TaKoWl JOKYMEHTalUH
MOXET HE NPOBOJUTHCS B CJIydyae BHECEHUS H3MEHEHUH B IPOCKTHYIO
JOKYMEHTAIIUIO, MOJYYUBIIYIO MOJOKUTEIBHOE 3aKIIOUECHUE TOCYJapCTBEHHOM
AKOJIOTMYECKON HKCNIEPTHU3bl, €CJIM TaKue H3MEHEHUs CBSI3aHbl C 3aMEHOMU
MIPETYCMOTPEHHOTO MPOEKTHOM MOKyMEHTaIMel o0OpyJO0BaHUS M MaTepUaJIOB
Ha QHAJOTH, HUMEIOIIUE WJICHTHUYHbIE TEXHUYECKUE XAPAKTEPUCTUKHU, U HE
NPUBOJAT K M3MEHEHUIO KauyeCTBEHHBIX XApPAaKTEPUCTUK 3arps3HSIOIINX



4

BEIIECTB, 00pa3yeMbIX, 00pabaThIBAEMbIX, YTHIM3UPYEMbIX, 00€3BPEKNBAEMbIX
IpU  DKCIUTyaTalldu 00beKTa, U (WIM) pa3MellaeMbIX OTXOJIOB U (WJIN)
YBEJIMYECHUIO KOJUYECTBEHHBIX XapaKTEPUCTUK XOTS Obl OJHOTO U3
3arpsi3HSIIONIMX BEIIECTB, MOCTYMAIOIIUX B OKPYXKAIOLIYIO Cpeay, 00pa3yeMblX,
00pabaThIBAEMbIX, YTHIU3UPYEMBIX, OOE3BPEKUBAEMBIX MPU HDKCIUTyaTallUuu
00beKTa, U (W) pa3MeIiaeMbIX OTXO/I0B.

[ToaTBepkIeHUEM  OTCYTCTBUSI ~ YKa3aHHBIX HM3MEHEHUU  SIBISIETCS
3aKJII0YeHUE pa3padoTUMKa MPOCKTHOM JOKYMEHTAIINH, SIBIISIOMIEHCS 00bEKTOM
rOoCyapCTBEHHONW 3KOJIOTMYECKOW SKCHEPTU3bl U MpPeyCMaTPUBAIOLIEH TaKue
U3MEHEHHs, coJiepKaiiee OOOCHOBaHHME B BHJEC MOSCHEHHM, pacuyeToB U
BBIBOJIOB, MOAMMCAHHOE YITOJIHOMOYEHHBIM JTUI[OM.

5. YcraHOBUTh, YTO U3MEHEHHS, [MPEAYyCMOTPEHHbIE ITYHKTOM 4
HACTOSIIIETO JOKYMEHTA, MOTYT OBITh BHECEHBI B MPOEKTHYIO JTIOKYMEHTAIIUIO
P MPOBEJICHUH TOCYIAPCTBEHHON IKOJIOTHYECKOM IKCIIEPTU3BI.

6. YcTtaHOBUTH, YTO IS IOPUAMYECKUX JIUI[ W HWHIUBUIYATbHBIX
peAnpuHUMAaTeNeH, OCYIIECTBISIOMUX  XO3AUCTBEHHYIO U (WIM) HHYIO
NeATEIbHOCTh Ha OOBEKTax | Kareropun W TMOJYYUBIIUX KOMIUIEKCHOE
9KOJIOTHYecKoe paspemeHne a0 | ceHtsOps 2022 1., CpoK peanu3aiuu
POrpaMMbl  TIOBBIIIEHUS HKOJIOTHYECKON A(DPEKTUBHOCTH, YCTAaHOBICHHBIM
B COOTBETCTBHM C NYHKTaMH 5 u 6 crateu 67 DeepalbHOr0 3aKOHA
"O0 oxpaHe okpyxarole cpeabl”, mpoajieBaercs Ha 2 roga.".

8. [Ipunoxxenne Ne 14 k yKa3aHHOMY TIOCTaHOBJICHUIO JOTOJIHUTH
MyHKTamMu 4 - 6 CIEAYIOIIETO COAEPKAHUS:

"4, Ilpommute Ha 12 wMecsiueB [JeWCTBUE AMArHOCTUYECKUX KapT,
CoNlepKallluX  3aKIIOYEHUS O COOTBETCTBUU TPAHCIIOPTHOTO  CPEJCTBA
o0s3aTeNIbHBIM ~ TpeOOBaHUSIM ~ OE30MACHOCTH  TPAHCIOPTHOTO  CPEJCTBA
1 0(DOPMIICHHBIX B OTHOIICHHUH CHEIUATH3UPOBAHHBIX TPAHCIIOPTHBIX CPEJICTB
U TPUIETIOB K HUM, NPEIHA3HAYCHHBIX W OOOPYIOBAaHHBIX ISl TEPEBO30K
OMacHBIX TPY30B, 3apETUCTPUPOBaHHBIX B pailoHax Kpaiitnero CeBepa, cpoku
JNEUCTBUS KOTOPHIX HCTEKAIOT B TIEPHOJ CO JHS BCTYIUICHHS B CHITY
noctaHoByieHus [IpaBurtensctBa Poccuiickoit ®enepaunu ot 9 anpens 2022 r.
Ne 626 "O BHecennn u3MeHeHui B moctaHoBiieHue [IpaBurenbcrBa Poccuiickoit
deneparuu ot 12 mapra 2022 1. Ne 353" o 31 nexabps 2022 r.

VYkazaHHOoe TMpOaJIEHWE CpOKa JCWCTBUS JIUAarHOCTHYECKUX  KapT
HEe TpeOyeT BHECEHUS JOTIOTHUTEIBHBIX N3MEHEHUH B TMarHOCTHYECKYIO KapTy,
COJIEpPKAILYI0O  CBEIEHHUS O  COOTBETCTBMM  TPAHCIOPTHOIO  CPEJICTBA
00s3aTebHBIM TPEOOBAHMSIM O€30MACHOCTA TPAHCIOPTHBIX CPEACTB, WA B
CAVHYI0 aBTOMATHU3UPOBAHHYIO HWH()OPMAIMOHHYIO CHUCTEMY TEXHUYECKOTO



OCMOTpPA TPAHCIIOPTHBIX CPEACTB, CO3/IaHHYIO B COOTBETCTBUM ¢ DenepanbHbIM
3aKkOHOM "O TEXHHYECKOM OCMOTpPE TPAHCHOPTHBIX CPEICTB U O BHECECHHUH
M3MEHEHUN B OTAEIbHBIC 3aKOHOAaTEIbHbIC akThl Poccuiickoit denepanuu’.

5. [lpommute Ha 3 TOMA JEHCTBUE POCCHUMCKUX  HAIMOHAIBHBIX
BOJUTENIbCKUX YIOCTOBEPEHUM, CPOKH JIEUCTBUS KOTOPHIX MCTEKAIOT (MCTEKIIM)
B riepuo ¢ 1 saBaps 2022 1. mo 31 nexadbps 2023 r.

[Iponnenue cpoka neWcTBUs HE TpeOyeT BHECEHHUS JOMOJHUTEIbHBIX
W3MEHEHHUU B YKa3aHHBIE JOKYMEHTHI.

6. IIpuoctanoButh B mepuoa ¢ 1 centsaops 2022 r. mo 1 mapra 2024 r.
MpUMEHEHUE TMOJOKEHUA TyHKTa 3 (B 4YacTH, Kacaromieicss TpeOoBaHMIA,
YCTAaHOBJICHHbIX  moApaznaenamu  6.8.2.3 wu  6.8.2.4 npunoxenus A
Kk CorjameHur0 O MEXIYHapOJHOW JIOPOKHOW IEpPEBO3KE OMACHBIX TI'PY30B
or 30cenrsops 1957r. (HAOIIOI'), B OTHONIEHWH CBHUICTEILCTB,
MPENyCMOTPEHHBIX B YKa3aHHBIX Tojpasnenax) l[IpaBui mepeBo3ok Ipy3oB
aBTOMOOUITEHBIM TPAHCIIOPTOM, YTBEPKIECHHBIX MOCTAHOBJICHUEM
[IpaButensctBa Poccuiickoit ®denepaumm ot 21 aexadps 2020 r. Ne 2200
"O0 yrBepxkaeHun [IpaBui nepeBo3ok rpy30B aBTOMOOMIBHBIM TPAHCTIOPTOM U
0 BHeceHMM wu3MeHeHHil B mnyHKT 2.1.1 IlpaBun JOpOXKHOTO JBMKEHUS
Poccuiickoit @eneparun".”.

9. B nmpunosxxenuun Ne 15 k ykazaHHOMY TOCTaHOBJICHHIO:

a) B nyHkrte | cmoBa "lIpommute Ha 7 ner" 3aMEHUTh CJOBaMU
"YcTaHOBUTH BO3MOKHOCTh ITPOJIJIEHUS HA CPOK 10 7 JieT";

0) B mynkre 2 cnoa "llpommmte Ha 5 Jser" 3aMeHUTH ClIOBaMHU
"YcTaHOBUTH BO3MOXXHOCTh IIPOJIJIEHUS HA CPOK 10 5 JieT";

B) B nyHkre 3 crnoBa "l[lpommute Ha 5 JeTr" 3aMEeHHTH CJIOBaMU
"YcTaHOBUTH BO3MOKHOCTh ITPOJIJIEHUS HA CPOK /10 5 JieT";

I') IYHKT 4 U3JI0KUTH B CIEAYIOIIEH pEIaKIINN:

"4, Cpoku, Ha KOTOpBIE MPOJJIEBAIOTCS JIOTOBOPHI U Pa3pelIUTEIbHbIE
JIOKYMEHTBI, YKa3aHHbIe B MyHKTaX | - 3 HACTOSIIEro JOKYMEHTa, U MOPSA0K
WX TPOJJICHUS YCTAaHABIUBAIOTCS HOPMATHUBHBIM IPABOBBIM aKTOM CYOBEKTa
Poccuiickoit @enepanun.".

10. [Ipunnoxkenne Ne 16 Kk yka3aHHOMY IIOCTAHOBJICHHMIO JOTIOJIHUTH
MYHKTaMH 3 - 5 CIIEIYIOLIETO CONEPKaHUS:

"3. YcTaHoBUTH, 4YTO HJisi JIMI, TMPABO OCYIIECTBJICHHS OICHOYHOMN
JEATEIbHOCTH  KOTOPBIX  MPHUOCTAHOBICHO IO  JIMYHOMY  3asBJICHUIO,
HalpaBJICHHOMY B CAaMOPEryJIUPYEeMYIO0  OPraHU3alUi0  OLICHIINKOB
no 31 nexabpst 2022 1., CpOK JeHCTBHUA KBaIM(UKAIMOHHOTO aTTecTaTa B
00JaCTH  OIICHOYHOM JEeATEIBbHOCTH TPOJJICBACTCS M0 JaThl OKOHYAHUS



MIPUOCTAHOBJICHUSI  MpaBa  OCYIIECTBICHUS  OLICHOYHOM  JEATEIIbHOCTH,
yKa3aHHOM B 3asBJICHUH, HO HE Oojee yeM 10 31 nexadps 2023 T.

4. B 2022 rony B ciy4yae U3MEHEHUS HAMMEHOBAHMUS, MECTA HAXOXKICHUS
IOPUUYECKOTO JIMIa, U3MEHEHUs (aMUIIMU, UMEHH U OTYECTBA (MPU HAJIMYHUN),
MEeCTa J>KUTEIhCTBA HWHAMBUAYAJIBLHOTO MpeANpUHUMATENs nepeodopmiieHue
CaHUTAPHO-AIUAEMHUOJIOTUYECKUX 3aKII0YEHUN HE TpeOyeTcs.

5. YcraHoBUTH, YTO CPOK JACUCTBUSI pa3penieHui (OTKPBITHIX JIMCTOB)
Ha IPOBEJICHHE PadoT MO BBISIBICHUIO U U3YYEHHUIO 00bEKTOB apXEOJIOrHUE€CKOro
HacJIeusi, KOTOpbI€ BbIJIaHbl B epuo ¢ 1 saBapst 2022 r. 10 AHSA BCTYIUJICHHS B
cuny nocraHoBieHusi IIpaButensctBa Poccuiickoit @enepauuu ot 9 anpend
2022 r. Ne 626 "O BHeceHMM M3MEHEHUH B mocraHoBieHue [IpaButenbcTBa
Poccuiickoit ®@enepanuu ot 12 mapra 2022 r. Ne 353" u neiicTBHE KOTOPBIX
HE WCTEKJIO Ha JICHb BCTYIUICHUS B CHJIY YKAa3aHHOTO ITOCTAaHOBJICHUS,
npojyeBaercs a0 31 nmekabps 2022 r. 6e3 mpencraBiieHuss B MUHUCTEPCTBO
KyJnbTypbl Poccuiickonn ®enepanuu JIepKaTteinsiMU YKa3aHHBIX pa3pelICHUAN
(OTKPBITHIX JIUCTOB) JOTIOTHUTEIBHBIX 3asBJICHUN U JOKYMEHTOB.".

11. B npunoxxernuu Ne 17 K yka3aHHOMY MOCTaHOBJICHUIO:

a) B IIyHKTE 1:

a03al1 mecTol MPU3HATh YTPATUBIIIUM CHITY;

a03a11 ceZIbMOM U3JI0KUTh B CIACAYIONICH PEAaKIIUU:

"[IpenocTaBiieHHe TOCYJAPCTBEHHBIX YCIYr MO  TOJATBEPKICHUIO
KOMIIETEHTHOCTU aKKPEAUTOBAHHBIX JIWI, TPEAYCMOTPEHHBIX MYHKTaMH 2 U 3
yactu 1 crateu 24 denepaibHOTO 3aKOHA 00 aKKpEIUTallUd, HE 3aBEPIIEHHBIX
Ha JE€Hb BCTYIUIEHHUsS B CWIy ItoctaHoBieHus lIpaBurenscrBa Poccuiickoi
®enepanuu ot 12 maprta 2022 r. Ne 353 "O06 0cOOEHHOCTAX pa3pelIuTeIbHON
nearenbHocTH B Poccuiickoit @enepaunn B 2022 roay", mpuocTaHaBIMBAETCS
Ha 6 MecsleB (32 UCKIIOYEHUEM CIy4daeB, KOTJla Ha JICHb BCTYIUICHUSI B CUILY
noctaHoBiieHus [IpaButensctBa Pocculickoit @enepanuu ot 12 mapra 2022 .
Ne 353 "OO 0COOSHHOCTSX pa3pelIuTelIbHON JeATeIbHOCTH B Poccuiickoit
@enepatnn B 2022 roay" (QakTUUYECKH OCYHIECTBJIEH WM OCYIIECTBISETCS
BbIE€3]] OKCHEPTHOW Tpymnmbl (yJajJ€HHash OILEHKAa) B paMKax BbIE3JHOM
AKCHEPTU3bI).";

JIOTIOJTHUTH ab3a1iaMu CJIEIYIONIEro COACPKAHUS:

"AKKpEIUTOBAaHHOE  JIMIIO, CPOK TPOXOXKICHHUS  IOATBEPKIACHUS
KOMIETEHTHOCTU KOTOPOTrO MEPEHECEH B COOTBETCTBUU C HACTOSIIUM ITYHKTOM,
BIIPABE MPEICTABUTHh B HAIMOHAIBbHBIM OpPraH MO AaKKpeAUTALUU 3asiBIICHHE
O TPOBEJAEHUU MPOLEAYPhl MOATBEPKACHUS KOMIIETEHTHOCTH C YKa3aHUEM
B TOM 4YHCJIE Ha HEOOXOIWMOCTh pACHIMPEHHs] O0O0JACTH aKKpeauTaIliH,



U3MEHEHHUS MeCTa OCYIIECTBICHUS MCSATEIBbHOCTU B CPOKH, OIpPEIeNICHHBIC
B COOTBETCTBHM C NMyHKTamu 2 U 3 4dactu | crareu 24 denepanbHOro 3aKoHa
00 aKKpeIUuTalluu.

AKKpeUTOBAaHHOE JIMII0, B OTHOIIEHHUH KOTOPOTO B COOTBETCTBUU
C HACTOSIIIMM TYHKTOM MPHOCTAHOBJIEHO MPENOCTaBICHUE TOCYAapCTBEHHOU
YCIIYTH IO MOATBEPKICHUIO KOMIIETEHTHOCTU aKKPEIUTOBAHHOTO JIUIIA, BIIPaBe
B Cllydae HEOOXOAMMOCTH  TPEACTaBUTh B  HAIMOHAIBHBIA  Opraf
M0 aKKpEIUTAllMU 3asBJICHUE O BO30OHOBJIEHUHU MPEIOCTABICHUS YKa3aHHOU
rocyapcTBeHHON ycinyru. Bo3oOHOBIIEHHE MpeOoCTaBICHUS rOCyIapCTBEHHOM
YCIYTH OCYIIECTBIISIETCA HAIMOHAJIIBHBIM OPTaHOM [0 AKKPEIUTAIIUU B TCUCHUE
10 pabGouux [HEW CO JHS PETUCTPAIMM COOTBETCTBYIOIIETO 3asBIICHUSA
aKKpEJIUTOBAHHOTO JIIa.";

0) moamyHkT "O" myHkTa 3 mocie cioB "B ¢opMe yAaleHHOW OIeHKH"
JIONIOJIHHUTH CJI0BaMH ", B TOM uucie';

B) JJOTIOJIHHUTH MYHKTOM 3" CIIEYIOIIET0 COICpPKAHKS:

"3'. YeranoBuTs, uto 10 1 centsiopst 2022 r.:

a) JIOTOBOp 3asiBUTENs, AaKKPEIUTOBAHHOTO JHIIA C OKCIEPTHON
opraHu3anuen, MnpeaycMOTpeHHbI nyHkToM 31 IlpaBun ocyiiecTBieHus
aKKpeAuTaluy B HAIMOHAIBHOM cucTeMe akkpeauTanuu v myHKToM 30 [IpaBuin
MPOBEJEHUS MPOLEAYPHI MOATBEPKACHUSI KOMIETEHTHOCTH aKKPEAUTOBAHHOIO
JWLA, YTBEPXKIECHHBIX  IocTtaHoBiieHMEM I[lpaBurensctBa  Poccuiickon
@®enepanuu ot 26 HosiOps 2021 1. Ne 2050 "OO yrBepxkaeHuun IlpaBuin
OCYILECTBJICHUSI AKKPEIWUTALMM B HAIMOHAJIBHON CHUCTEME aKKpeAUTaluu,
[IpaBui  mpoBeAEHUS  MPOLEAYPHl  MOJITBEPKICHHS  KOMIIETEHTHOCTH
aKKpeAUTOBAHHOTO JHna, [IpaBuin BHECEHUSI W3MEHEHUW B CBEACHUS
00 aKKpeTUTOBAHHOM JIHMIIE, COAEPKAIINECS B PEECTPe aKKPEIUTOBAHHBIX JIUIL
U NIpeAyCMOTpeHHbIE MyHKTamMu 7 U 8 yactu 1 crateu 21 denepaibHOro 3aKOHa
"O0 akkpemuTallMM B HAIMOHAIBHON cucTemMe akkpemutanuu", I[lpaBun
pacCMOTPEHUS 3asIBJIICHHS] aKKPEAUTOBAHHOTO JIMIA O MPEKPAIICHUN IEUCTBUA
aKKpeAUTAalMd W TMPUHITUS HAIMOHAIBHBIM OpPraHOM IO AaKKpeAuTaluu
pelieHUs O TPEKpalleHUH JCUCTBUS aKKpeAuTaluu, o0 W3MEHEHUU W
MPU3HAHUU YTPATUBIIMMU CHJIY HEKOTOPBIX aKTOB M OTAEIbHBIX MOJIOKEHHI
HeKoTOpbiX akToB I[lpaBurensctBa Poccuiickoit deneparuu’, MOXET OBITH
o opMJIEH U 3aKJII0OUCH Ha OYMa)KHOM HOCHTEIIE;

0) o0nacTh aKKpeOUTAlMd OPTraHoOB IO BajWJalUUd U BepudUKauu
u MEUIIMHCKUX nabopaTopui, COOTBETCTBYIOIIAs oOpasiam,
PETyCMOTPEHHBIM (OPMOM 3asiBIICHUST 00 aKKPEIUTAllUH, YTBEPKICHHOM
B COOTBETCTBMM € NyHKTOM 3 cratbu 7 @DenepanbHOro 3aKOHa



00 akKkpeaWTallMd, MOXET ObITh CchOpMHUpPOBAHA B KayeCTBE JOKYMEHTa
Ha OyMa)XHOM HOCHTEJIE M TMpEJCTaBJIeHAa B HAIMOHAJIBHBIA OpraH
0 aKKpeAUTAIlMd B BHUJE JJIEKTPOHHOTO 0Opa3a (CKaH-KOIMHUM) YKa3aHHOTO
JIOKYMEHTa, TOJIMCAHHOTO YCHUJICHHOW KBaJU(UIIMPOBAHHON 3JICKTPOHHOM
NOANUCHIO  3asgBUTENs  (NpPEACTAaBUTENA  3asBUTENS) B COOTBETCTBUHM
C 3aKOHOJ1aTeNbCTBOM Poccuiickoit denepannn.”.

12. JlonmomuuTh npuiioxeHussMu Ne 19 u 20 cineayromiero coaepkaHus:

"ITPUJIOXXEHUME Ne 19

K roctaHoBieHuto [IpaBurenncTBa
Poccutickon ®enepanuu
ot 12 mapra 2022 r. Ne 353

OCOBEHHOCTH

pa3pelIuTebHbIX PE:KUMOB B cepe NPOU3BOACTBA H 000pOTa
3TUJIOBOT0 CIIUPTA, AJIKOT0JIbHOI U CIUPTOCOAEepPKANIEH MPOTYKIUT

1. YcranoButh, uTo Ha 12 mecdAneB MpoasieBaeTCs NEUCTBUE JMLECH3UN
Ha TMPOU3BOACTBO W  O00OpPOT HSTUJIOBOTO  CIUPTA, QJKOTOJBHOW H
CIIUPTOCOJCPIKAIIECH MPOAYKIMHA, CPOKH JEUCTBUS KOTOPBIX HCTEKAOT
c 1 suBaps o 14 mapra 2023 r.

2. CBefieHUS O TIPOJYICHUM B COOTBETCTBHHM C MYHKTOM | HACTOSIIETO
JIOKyMEHTa CPOKOB ACHCTBUS JUIEH3UNA HA MPOU3BOJICTBO U O0OPOT 3TUIIOBOTO
CIIUPTA, AJKOTOJBbHOM M  CHUPTOCOAEpXKALIECH  MPOAYKLIMU  BHOCITCA
B TOCYJApCTBECHHBIM CBOJHBIM PEECTP BBIJAHHBIX JIUIEH3UM B TEUYCHUE
3 pabouux AHEW co JOHSA BCTYIUIEHUS B CUly moctaHoBieHusi [IpaBurenbcTBa
Poccuiickoit @eneparnuu ot 9 anpesnst 2022 r. Ne 626 "O BHECEHUN U3MEHEHUIM
B nocranoBieHue [IpaBurensctBa Poccniickoit denepannu ot 12 mapra 2022 r.
No 353",

3. YcTaHOBUTh, YTO 3adBJIICHHE O MPOJUICHUH CPOKa ACHCTBUS JIMIIEH3UU
Ha PO3HUYHYK MPOJAXy aJKOTOJIbHOM MNPOAYKIMHM WM JIMIEH3WM Ha
PO3HUYHYKO MPOJAXy QJIKOTOJbHOW MPOAYKIMM IIPU OKAa3aHUU  yCIIyT
OOIIECTBEHHOTO MUTAHUS NOJIAE€TC B JUIEH3UPYIONIUI OpraH HE paHee YeM 3a
180 nHei 10 ucTeueHrs CPoKa NEUCTBUSA TAKUX JIMIIEH3UH MOCIE UX IPOJICHUS
B COOTBETCTBMM C MYHKTOM | mocrtaHoBieHus lIpaBurenbcrtBa Poccuiickoii
®deneparun ot 12 mapta 2022 r. Ne 353 "OO6 0COOEHHOCTSAX pa3pelIUTeIIbHOM



nearenbHocT B Poccuiickoit ®enepaniuu B 2022 rtomy" M myHKTOM 1
HACTOSIIIETO TOKYMEHTA.

4. YCcTaHOBUTh, 4TO JIMIIEH3WAT BIPaBe OOpAaTUTHCS 3a BO3BPATOM
roCyJapCTBEHHOW TOILUIMHBI, YIUIAYeHHOW 3a mpojsieHne Ha | rox cpoka
JNEUCTBUS JIMLIEH3UM Ha TMPOU3BOACTBO M OOOPOT ATHIOBOIO CIHPTA,
QJIKOTOJILHOW U CIIUPTOCOJIEPIKAILEH MTPOYKIIMU, CPOK IEUCTBUS KOTOPOH UCTEK
(uctekaet) B nepuoj ¢ 14 mapra 2022 r. mo 14 mapra 2023 r., B TOM 4ucie
rOCyAapCTBEHHOW TMOIUIMHBI, YIUIAYEHHOW 3a NPOJUICHHE TaKOW JIUIECH3UU
T10 3asIBJICHUIO, MOCTYIMBIIEMY B JIMIICH3UPYIOLINM opran a0 14 mapra 2022 r.

[MPUJIOXXKEHUE Ne 20

K roctaHoBieHuto [IpaBurenncTBa
Poccutickon ®enepanuu
ot 12 maprta 2022 r. Ne 353

OCOBEHHOCTH

pa3pelIuTeIbHBIX PeKMMOB B cdepe o0paleHns JIeKAPCTBEHHbIX
NpenaparoB AJsl BEeTEPUHAPHOT0 NIPUMEHEHHUs

1. YcranoButh, uro Ao 1 centsaOps 2023 r. nans JEKapCTBEHHBIX
MpENnapaToB Il BETEPUHAPHOTO MPUMEHEHUSI, MPOU3BEAECHHBIX HA TEPPUTOPHUU
Poccuiickoit @enepaniiu B LEISIX HMMIIOPTO3AMEIICHUS, YCTAHABIMBACTCS
pPEXUM YCKOPEHHOU IIPOLEYPBI roCyJ1apCTBEHHOU perucrTpanuu,
He npeBblmamuii 60 pabounx AHEH, 3a cueT OTKa3a OT IKCIEPTU3bl KauecTBa
JIEKApCTBEHHOI'O TMperapara Iyl BETEPUHAPHOIO IPUMEHEHUS IPU YCIOBUU
MPEACTABIICHNS 3aKJIFOYEHUS O COOTBETCTBUM IPOM3BOJICTBEHHOM IUIOMIAIKH
TpeOOBaHMSM  TpaBWJ  HAJUIeKalled  MPOU3BOACTBEHHON  MpPaKTUKH
(3a UCKIIOYEHUEM >KUBBIX BaKIIMH M HWMMYHOOHOJIOTHYECKHX IpernapaTroB
IPOTUB 0COOO OMNACHbIX 3a00JIEBAHUI JKMBOTHBIX, YKAa3aHHBIX B IE€peyHE
3apa3HbIX, B TOM 4YHCI€ 0CO00 OMacHbIX, 00JIE3HEH >KMBOTHBIX, MO KOTOPHIM
MOTYT  yCTaHABJIUBaThCS  OTPAHUUUTEIIBHBIE  MEpONpusiTHS  (KapaHTHH),
YTBEPKIAEMOM  MHUHUCTEPCTBOM  CEJIBCKOrO  Xo3sMcTBa  Poccuiickon
deneparun).

2. YCTaHOBUTH, uTO 70 1 ceHTA0ps 2023 r. poCCUNUCKUM MPOU3BOIUTEIAM
JIEKApPCTBEHHBIX MPENapaToB JiI BETEPUHAPHOTO IMPUMEHEHHUS pa3peliacTcs
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oAaBaTh  PETUCTPALMOHHOE JIOChE€ JIEKApCTBEHHOrO  mpemapara  JJis
BETEPUHAPHOTO MPUMEHEHUS II0 YCKOPEHHOW MpOLEAype TOCYyAapCTBEHHOU
pErucTpalvd JIEKAPCTBEHHBIX CPEACTB [JII BETEPUHAPHOrO MMPUMEHEHUS
Ha BOCHPOU3BEJCHHBIC JIEKAPCTBEHHBIC Ipemnaparbl 0e3 ydera TpeOOBaHMIA
nyHkta 3 d4actu 2 crarbu 26 @DenpepanbHoro 3akoHa "OO obOpaieHun
JIEKApCTBEHHBIX CPEJCTB".

3. B ciywae rocygapcTBEHHOM perucTpaiu JEeKapCTBEHHOIO Mperapara
JUIS BETEPUHAPHOTO IPUMEHEHHUS], TPOU3BEICHHOTO HA TeppuTOpun Poccuiickoit
Qenepanuu B LEISIX HMMIOPTO3aMEUIEHUs, [0 YCKOPEHHOM MpoLEeAype
OH BHOCUTCA B TIE€PEUYEHb MPENapaToB, NPUIATAEMBI K 3aKIIOUYECHUIO
O COOTBETCTBUM MPOU3BOJAUTENS (IIPOU3BOAUTENEH) JEKAPCTBEHHBIX CPEJCTB
JUISt BETEPUHAPHOTO MIPUMEHEHUS TpeOOBaHUIM HaJJIexKanien
MIPOU3BOJICTBEHHOW NPAKTUKH, BBIJIAHHOMY YIOJHOMOYEHHBIM (enepaibHbIM
OpraHOM HCHOJHUTEIBHOU BJIACTU, OCYIIECTBISIOMMUM (YHKIIUU 1O KOHTPOIIO
U HaA30py B cdepe oOpalieHus JIEKapCTBEHHBIX CPENICTB JIJIi BETEPUHAPHOTO
MPUMEHEHUS, B OTHOIIEHUU IMPOU3BOACTBEHHOW IUIOIIAAKH PETHUCTPUPYEMOTO
JIEKaPCTBEHHOI'O Tpenapara JJii BETEPUHAPHOTO NPUMEHEHHUS, YIIOJTHOMOYEHHBIM
dbenepalbHBIM OPraHOM MCIIOJIHUTENLHOM BJIACTU, OCYIIECTBISIONUM (QYHKIIAN
o KOHTPOJIO (Ham30py) B cdepe oOpalleHus JEKApCTBEHHBIX CPEACTB IS
BETCPUHAPHOTO TMPUMEHEHHUs, O0e3 MoJayu 3ampocoB M TMPEACTaBICHUS B
yKa3aHHBIN eneparbHbli OpraH UCIIOJTHUTEILHON BIACTH 3asBIICHUM.

4. O0Opasubl  TEPBBIX  JBYX CEpUH  JICKAPCTBEHHOTO  Iperapara
JUUISL BETEPUHAPHOIO NMPUMEHEHUS, TPOU3BEICHHBIX HAa TEppUTOpUU Poccuiickoi
Qenepanuun B LENSAX  UMIIOPTO3aMEIICHUS, IIOCIE  TOCYIJAapCTBEHHOM
perucTpanuu JICKapCTBEHHOIO Mpenapara Uisi BETEPUHAPHOTO MNPUMEHEHUS
M0 YCKOPEHHOW TpOoleype HANpaBISIIOTCA B (eAepalbHOE TOCYIapCTBEHHOE
OromkeTHOe yupexaeHue "Bceepoccuiickuii rocyaapcTBeHHbIN [{eHTp KauecTBa
Y CTaHJIapTU3alluu JIEKAPCTBEHHBIX CPEICTB JJI )KUBOTHBIX U KOPMOB", KOTOpOE
Ha 0€3BO3ME3IHOM OCHOBE B CPOK, HE MpeBplmaromuii 10 pabounx IHEH co THS
MOJIYYEHHs JIEKaPCTBEHHOTO Mpenapara [Jisi BETEPUHAPHOTO MPUMEHEHHS,
U B CpOK, HE mpeBblmaromuid 35 pabouux JHEH €O JHSA TOMyYCHUS
UMMYHOOHMOJIOTHYECKOTO JIEKAPCTBEHHOTO Tperapara Jyisi BETEPUHAPHOTO
MPUMEHEHUS, B TMCbMEHHOM U 3JICKTPOHHOM BHJIe HHPOPMUPYET (PenepaabHbIii
OpraH WCIOJIHATEILHON BIIACTH, OCYIICCTBISIONNN (QYHKIHH TO KOHTPOJIIO
(Ham3opy) B cepe obOparieHus JIEKApCTBEHHBIX CPENCTB JJIsi BETEPHUHAPHOTO
NPUMEHEHUSI, W TMPOU3BOJMUTENSI O COOTBETCTBUU WM HECOOTBETCTBUU
npenapara TpeOOBaHUSM HOPMATHBHOTO JOKYMEHTa. B cimydae cooTBeTcTBUS
JIEKapCTBEHHOTO TIpenapara [Jjisi BETePUHAPHOTO NPUMEHEHHS TpeOOBaHUIM
HOPMATHBHOTO JIOKYMEHTA IIpernapaT MOKeT IMOCTYNaTh B TPAXKIAHCKAN 000POT.
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5. BHecenue u3MeHeHUN B PETUCTPAIMOHHOE JIOChE JIEKAPCTBEHHBIX
IIpEnapaToB sl BETEPUHAPHOTO IIPUMEHEHUS, IPOU3BEICHHBIX HA TEPPUTOPUN
Poccuniickon @enepanuu B LENAX UMIOPTO3aMELIEHUs, CBSI3aHHBIX C 3aMEHOU
MIPOU3BOJIUTENIE BCIOMOTATENbHBIX BEIIECTB, IEPBUYHOM UM BTOPUYHOU
YIaKOBKH, ocymiecTBisieTcst 70 1 ceHTsiOps 2023 r. B yBeIOMUTEIBHOM HOPSIKE
C THUCHMEHHBIM OO053aTE€ILCTBOM B TeueHUE 12 MecsIeB Mociie BHECEHHS
M3MEHEHHUH MPe/ICTaBUTh BCE HEOOXOUMBIE OTUYETHI.

6. YCTaHOBUTh, YTO POCCHICKUM TPOU3BOAUTEISIM JICKAPCTBEHHBIX
CPEACTB sl BETEPUHAPHOIO NMPUMEHEHUs paspemaercs 10 1 cenTsaops 2023 r.
BBO3UTh (hapMaleBTUYECKHE CYOCTaHUMHU JUIsi BETEPUHAPHOIO MPUMEHEHHS,
HE BHECEHHBIE B TOCYIJApPCTBEHHBIM PEECTP JEKAPCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO IIPUMEHEHMsS, Ha Tepputoputo Poccuiickon ®Penepanuun
B YBEIOMHUTEIBHOM TMOPANKE [ IPOU3BOACTBA  3aPETMCTPUPOBAHHBIX
JIEKAPCTBEHHBIX CPENICTB.

I[Ipu »TomM Ha oOpa3ubl MEpPBbIX JBYX NapTH MPOU3BEACHHBIX
3apETUCTPUPOBAHHBIX  JICKAPCTBEHHBIX IMPENApaToB JUII  BETEPUHAPHOTO
npuMeHeHuss B (eaepanbHbli  OpraH  HMCHOJHUTENBHOW  BJACTH,
OCYHIICCTBIISIONMN (YHKIUA TO KOHTPONIO (Ham3opy) B cdepe obOpaieHus
JIEKapCTBEHHBIX CPEICTB I BETEPUHAPHOIO INPUMEHEHHUS, MPEACTaBISIOTCS
IIPOTOKOJIBI MCHBITAHMM O COOTBETCTBUM JTHX CEPHM JIEKapCTBEHHBIX
IpenapaToB Ui BETEPUHAPHOTO TNPUMEHEHHs] IIOKAa3aTesiiM  KayecTsa,
PeayCMOTPEHHBIM HOPMATUBHBIM JOKYMEHTOM, MPOBOAUMBIX
AKKPEJIUTOBAHHBIMU B COOTBETCTBUM C 3aKOHOJIATENIBCTBOM Poccuiickou
@enepauu 00 aKKpeOUTAllMM B HAIMOHAJIBHOW CHUCTEME aKKpeIuTal|H
UCIIBITATEeIIbHBIMU JTA00PATOPUSIMU (IICHTPAMH).

7. YCTaHOBUTS, 4TO POCCHUCKUM IIPOU3BOAUTEIISAM
UMMYHOOHOJIOTUYECKUX JIEKapCTBEHHBIX IpenapaTon pasperaercs
10 31 nexadpst 2022 r. He PEACTABIATh B COOTBETCTBUU C IMTyHKTOM 13 vactu 3
cratbu 17 @enepanbHoro 3akoHa "OO oOpalleHUU JEKAPCTBEHHBIX CPEACTB"
CBEJICHUS 0 roCyJapCTBEHHOU perucrpauuu T€HHO-WHKEHEPHO-
MOAU(UITMPOBAHHBIX ~ OPTraHW3MOB,  MPEJHA3HAYEHHBIX  JJII  BBINYCKa
B OKPY’KAIOLIYIO cpeny, pu roCyJ1apCTBEHHOU perucTpauuu
UMMYHOOHMOJIOTHYECKUX JIEKAPCTBEHHBIX MpENapaTtoB Jid BETEPUHAPHOIO
pUMEHEHUS, MOJIYYEHHBIX C IPUMEHEHUEM T€HHO-WHKEHEPHO-
MOAU(PUIUPOBAHHBIX OPTaHU3MOB UJTM COJIEPKAIIMX TAKUE OPTaHU3MBbI.

8. lns  umeneil  HACTOSILIETO0  JOKYMEHTa TOJ  JIEKapCTBEHHBIMH
npenaparaMd JUisl  BETEPUHAPHOIO IMPUMEHEHHs, IPOU3BEACHHBIMU HA

tepputopun  Poccuiickori  @Denmepanu B UENSAX  MMIIOPTO3aMEIICHMS,
MIOHMMAIOTCA JIEKAPCTBEHHBIE NpenapaTbl, MPOWU3BEICHHbIE HA TEPPUTOPUH
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Poccuiickoit ®@enepainuu, PpErUCTPUPYEMBIE B LENSAX 3aMEHBl UMIIOPTHBIX
MIpEnapaToB, MPOU3BEAECHHBIX B HHOCTPAHHBIX FOCY/IapCTBaX, COBEPIIAKOIIUX B
otHomieHnn Poccuiickonn denepannu HENPYKECTBEHHBIE JCHUCTBHS, U pPaHEE
3aperucTpUpPOBaHHBIX Ha Tepputopun Poccuiickoit denepanun.”.




