Hanorosein kogekc Poccunckon ®epepaummn. Yactb BTOpas

Ctatba 179.2. CBupeTenbCTBa O perucTtpauum opraHusauum,
coBepLualoLen onepauum ¢ STUJI0OBbIM CMIMPTOM

(HaumeHoBaHMe B pepakumm ®efepanbHoro 3akoHa ot 29.09.2019 Ne 326-93)

1. CBupeTenbCTBa 0 perucTpaumy opraHmsanunm, copepLiatoLLlein onepaumm ¢ 3TUI0BbLIM CMMPTOM (Oanee B
HacTosLLeN CTaTbe - CBUAETENbCTBO), BbIAAOTCA OpraHM3aLmaM, OCyLLEeCTBAAWNM ClefyoLwmne Bubl
neATenbHOCTH:

1) Npon3BOACTBO HECMMPTOCOLEPKALLEN NPOAYKLMM, B Ka4eCTBE Cbipbs 415 NPOM3BOACTBA KOTOPOW (B
npouecce NpPou3BOACTBa KOTOPOW) NCMOJb3YyeTCs AeHAaTYPUPOBaHHbIN 3TUM0BbIA CAUPT, - CBUAETENbCTBO
Ha NPOM3BOACTBO HeCnMpTocoAep)KaLlen NPpoayKLNN;

2) NpoM3BOACTBO CNMPTOCOAEpKaLlen NapdoMepHO-KOCMETUYECKON NPOAYKLUN B METaINYECKON
a3p030JIbHOM YNaKoBKe, B Ka4eCTBe Cbipbs A4J1 MPOM3BOACTBA KOTOPOMW MCMNOJb3YETCA 3TUAOBLIA CMIMPT, -
CBMAETENbCTBO Ha MPOU3BOACTBO CIMPTOCOAEP KALLEN NaphOMEPHO-KOCMETNYECKON NPOAYKLNN B
MeTasI/IM4eCcKon a3p030J1bHOM YNaKOBKE;

3) NpPoM3BOACTBO CNMPTOCOAEPKALLEN NAaPPOMEPHO-KOCMETNYECKON NPOAYKLUMN B MasION EMKOCTU
(cnnpTocoaepxallen napdroMepHO-KOCMETNYECKOW NPOAYKLMM C 06beMHON fonen 3TUAOBOro CNnpTa A0
80 NpOLIEHTOB BKHOYMUTENBHO, Pa3/IMBaeMol B eMKOCTU He 6onee 100 mA, nam cnmpTocoaep kallei
nappoMepHO-KOCMETNYECKON NpoAyKLUUM C 06 bEMHON A0Nen 3TUN0BOro cnupTa A0 90 NpoueHTOB
BKJIIOYMNTENIBHO MPUW HaM4YnmM Ha hlakoHe MyJibBepu3aTopa, pa3inBaemMon B eMKOCTU He 6onee 100 mA, nnn
cnmpTocodep Kallen NnapoMepHO-KOCMETUYECKON NPOAYKLUMUN C 06 EMHON A0NEN 3TUIOBOrO CNMpTa Ao
90 NpoLLeHTOB BKJIIOYMUTE/bHO, Pa3nnMBaemMon B eMKOCTU He bosiee 3 M), B Ka4ecTBe Cbipbs ANS
NPOM3BOLCTBa KOTOPOM MCMOJb3YETCA 3TUIOBbINA CIMPT, - CBUAETENbCTBO Ha NPON3BOACTBO
cnupTocodepxKallen naphoMepHO-KOCMEeTUYECKOM NPOAYKLIAW B MaJIO €eMKOCTH;

4) Npon3BOACTBO CINPTOCOAEPXKALLEN NPOAYKLMUN BbITOBOA XUMUMN B METASINYECKOW a3pP030/1bHON
yNaKOBKe - CBUAETENbCTBO Ha MPOU3BOACTBO CIMPTOCOAEPIKALLEN NPOAYKL N BLITOBON XUMUKN B
MeTaJI/IM4eCKon a3p030J1bHOM YNaKOBKE;

5) Nnpon3BOACTBO NPOLLEALLNX PEFMCTPALLMIO B COOTBETCTBUM C NPaBOM EBPa3niiCKOro 3KOHOMMYECKOro
Coto3a 1 (1nun) 3aKoHOAATeNbCTBOM Poccunckon ®efepaLv NneKapCTBEHHbIX CPEACTB, U (unn)
JIeKapCTBEHHbIX NPenapaTos, v (MAKn) MeaULNHCKUX N34eNni, NpefyCMOTPEHHbIX NepedHsMu,
yTBEPXXAEHHbIMU (hefepasibHbIM OPraHOM UCMONHUTENBHOW BNACTM, OCYLLECTBASIOWMM YHKLMN N0
BbipaboTKe 1 peannsaumm rocyapCTBEHHON NOJMTUKN U HOPMATUBHO-MPaBOBOMY pPeryanpoBaHuio B cpepe
3[4paBOOXPaHEHNS, B COOTBETCTBMMN C KPUTEPUAMU 1 B MOPSAKE, KOTOPbIE YCTaHOBNEHbI MpaBUTENLCTBOM
Poccuiickon ®efepalimmn (Lanee B HaCTOSLLEN r1aBe - nepeyHn hapMaLeBTUYeCKon NPoayKLMK), B
KayecTBe Cbipbs 415 NPOU3BOACTBA KOTOPbLIX (B Mpouecce Npon3BOACTBA KOTOPbIX) UCMOJb3yeTCs
thapmaLeBTnyeckas CybCcTaHUMS cnupTa 3TUA0BOrO (3TaHON) (fanee B HAaCTOsLLEN raBe -
hapmaLeBTMYeckas CybCTaHUUS CNUpTa STUAOBOrO), - CBUAETENLCTBO Ha MPOM3BOACTBO
(hapMaLeBTUYeCKON NPOLAYKLNN;

6) Npon3BOACTBO CNMPTOCOAEPKALLEN HEMMLLEBON NPOAYKLMN B BULE refif, KpeMa Ha reseBoil OCHOBE
(Kpem-rens), B Ka4ecTBe Chlpbs 415 NPON3BOLCTBa KOTOPOW (B npoLecce npon3BoLcTBa KOTOPOW)
MCNOb3yeTCs STUNOBLIN CAMPT, - CBMAETENLCTBO Ha NPOU3BOLACTBO CMMPTOCOAEP KALLEN HENULLEBOW
npoaykuuu; (JononHeHne noanyHKToM - GefepanbHbli 3aKoH 0T 15.10.2020 Ne 321-03)

7) NPOU3BOACTBO CAMPTOCOAEPKALLUX NOANTPAtNYECKMX KPACOoK, B Ka4eCTBe Cbipbs AN NPOM3BOACTBA
KOTOPbIX NCMONb3YeTCSH AeHATYPUPOBAHHLIN 3TUAOBLIA CMPT, - CBUAETENLCTBO Ha NPOM3BOACTBO
cnupTocoAepXallmx noamrpaduyecknx Kpacok; ([ononHeHne NoANYHKTOM - efepabHbI 3aKOH OT
14.07.2022 Ne 267-93)

8) NpoM3BOACTBO BLICOKOOKTAHOBOIO (N0 MccnefoBaTeNbCKoMy MeTony 92 n 6onee) aBTOMOONSILHOIO
6eH3uHa, B Ka4ecTBe Cbipbs A5 NPOM3BOACTBA KOTOPOr0 NCMO/b3yeTCs AeHaTypUPOBaHHbIA 3TUI0BbIN
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CNUPT, - CBUAETENbCTBO Ha NPOM3BOACTBO aBTOMOOMALHOrO 6eH3mHa. ([onosHeHNe NOANYHKTOM -
®epepanbHbIn 3aKoH 0T 28.11.2025 Ne 425-93)

(MyHKT B pepakummn ®enepanbHOro 3akoHa ot 29.09.2019 Ne 326-93)

2. B cBMOeTenbCcTBE YKa3blBalOTCH:

1) HanMeHoBaHMe Ha0roBOro OpraHa, BblAaBLUEro CBMAETENbCTBO;

2) NONHOE N COKpaLLEHHOe HaMMEHOBAHUSA OpraHM3aunmn, MeCcToHaxoXAeHne opraHnsaumm n agpec (MecTo
(haKTNYeCKOWN 0eATEeNbHOCTU) OCYLLECTBAEHNS OpraHn3aLnen Buaa OeaTelbHOCTM, YKa3aHHOro B MyHKTe 1
HacCToALEN CTaTby;

3) NAEHTNMUKALNOHHBLIN HOMep HanoronnaTenswmka (MHH);

4) BN oeaTensHoCcTy;

5) peKkBM3NTbI [OKYMEHTOB, MOATBEPXKAALLMX NPaBO COBCTBEHHOCTU (NPaBO XO3ANCTBEHHOIO BEAEHNS
WA oONepaTNBHOMO YNPaB/EeHNS) Ha MPON3BOACTBEHHbIE MOLLHOCTY, U MECTOHAXOXAEHNE YKa3aHHbIX
MOLLHOCTeW. B uenax HacTosLWwen rnasbl N04 NPOU3BOACTBEHHBIMU MOLLHOCTSAMMW NMOHUMAIOTCA COOPY)KEHMUS,
TEXHOJIOrnYyeckKmne yCTaHOBKU 1 060pyaoBaHueE;

6) pekBU3NTbI LOKYMEHTOB, NMOATBEPXKAAOLLNX NPaBO COOCTBEHHOCTM (MPaBO X03ANCTBEHHOIO BEAEHUS
WA onNepaTMBHOIO YNPaBAEHNS) Ha MOLLLHOCTW MO XPaHEHWIO 3TUI0BOM0 CNMPTa, U MECTOHAX0XAEeHMe
YyKa3aHHbIX MOLLHOCTEN Npu ycaoBun, 4To TpeboBaHMe 0 HaANYUN yKa3aHHbIX MOLLHOCTEN Y OpraHmM3auum
npenycMOTPEHO NYHKTOM 4 HacTOALLEN CTaTby;

7) (MoanyHKT yTpaTua cuny - ®egepanbHblil 3akKoH 0T 29.09.2019 Ne 326-93)

8) BuAabl TOBapoB, A4/ NPOM3BOACTBA KOTOPLIX (B MpoLiecce Npon3BOACTBa KOTOPbIX) MCMO/b3YeTCA
3TWJIOBbIV CINPT;

9) perncTpaumnoHHbI HOMep CBUAETENLCTBA U AaTa ero Bbigayn.

3. dopMa CBUAETENbCTBA, BblAAaBAaEMOro Ha Ka)kabl BUL AeATeNbHOCTY, NPesyCMOTPEHHbIN MYHKTOM 1
HaCTosALeN CTaTbK, (hopMa 3asBeHNA O BblAavye CBUAETEIbCTBA, NPeACTaBAIEMOro
HaoroniaTeNbWMKOM, GOPMbl PELLEHWNI HAOroBOro opraHa o Belgaye (06 0TKase B Bblgave),
NPMOCTaHOBEHNN (BO30OHOBIEHUN) OENCTBUA CBUAETENLCTBA, 00 aHHYIMPOBAHUN CBMAETENLCTBA U
AAMUHUCTPATUBHbIA pPernaMeHT Mo NpefoCTaBleHNI0 FOCYAapCTBEHHOM YCayri No Bblhavye CBUAETENbCTBA
yTBEPXAaTCA hefiepabHbIM OPraHOM UCMOAHUTENBHOW BAACTU, YNOJHOMOYEHHbIM MO KOHTPOJIIO U
HaAa3opy B obnacTu Hanoros 1 cbopos.

4, CBMAETENbCTBA BbIAAOTCA OpraHu3aumsamM npu cobnoaeHnmn cnegyowmnx TpeboBaHuii:

1) cBMOETeNbCTBO Ha MPOU3BOACTBO HECMMPTOCOAEPKALLEN NPOAYKLNN - MPU HaAN4MM B COBCTBEHHOCTM
(Ha MpaBe X035MCTBEHHOr0 BEEHNS UM OMEPATMBHOIO YNpPaBAeHUs) OpraHn3aumnm MOLLHOCTEN Mo
NPOW3BOACTBY, XPAHEHMNIO N OTNYCKY HECMMPTOCOAEPXKALLEN NPOAYKLUN, B KaYeCTBE Cbipbsa AN
NMpon3BOACTBa KOTOPOW (B MpoLecce Npon3BoACTBa KOTOPOW) MCMO/b3YETCA AeHATYPMPOBAHHLIN 3TUNOBbLIN
CrunpT;

2) CBUAETENbCTBO Ha NPOM3BOACTBO CNMPTOCOAEP KaLLe NaphioMepPHO-KOCMETUYECKON NPOAYKLMMN B
MeTasl/IMYeCKo a3p030/IbHON YyNaKoBKe - MPW Haan4mm B COBCTBEHHOCTM (Ha NpaBe X035MCTBEHHOIO
BEAEHUS NN ONepPaTUBHOIO yrpaB/eHNs) OpraHM3aLnmy MOLLHOCTEN Mo XPaHEHWIO STUIOBOrO CMpTa, No
NMPOM3BOACTBY, XPaHEHMIO 1 OTAYCKY CNMPTOCOAEep KalLen napphoMepHO-KOCMETNYECKON NPOAYKLN B
MeTaJl/IM4YeCKol a3p030/IbHON YNaKOBKe, B KA4E€CTBE Cbipbs 11 NPOM3BOACTBA KOTOPOW NCMOMb3YyeTCs
3TWJIOBLIA CANPT;

3) cBUAETENbCTBO Ha NPOM3BOACTBO CNMPTOCOAEep KaLlen NaphoMepPHO-KOCMEeTUYECKON NPOAYKLMMN B
MaJIo eMKOCTU - NPU HaIM4Ynn B COBCTBEHHOCTY (Ha NpaBe X03ANCTBEHHOr0 BEAEHUS UM ONepaTUBHOIO
yrnpasfieHns) opraHn3aLnmy MOLLHOCTEN MO XPaHEHWIO 3TUIOBOIO CMpPTa, N0 MPOU3BOACTBY, XPaHEHNIO 1
OTMNYCKY CNMPTOCOAEpKaLlen napdroMepHO-KOCMETNYECKOW NPOAYKLIAM B Mol EMKOCTW NpW YCI0BUN,
YTO B Ka4eCTBe Cbipbs 415 NPOM3BOACTBA YKa3aHHOW NPOAYKLMW NCMONb3YeTCS STUI0BbIA CANPT;

4) cBMAOETENbCTBO Ha MNPON3BOACTBO CMMPTOCOAEPKALLEN NPOAYKLUN BLITOBOM XMW B METAJITMYECKON
a3p030JIbHOM YNaKOBKe - MPX Haan4um B COBCTBEHHOCTU (Ha NpaBe X039MCTBEHHOIO BeAeHMS Uan
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ornepaTMBHOIrO ynpaB/eHns) opraHmM3aunm MOLWHOCTEN N0 XpPaHEHWIO 3TUI0BOrO CAMpPTa, NO MPOU3BOACTBY,
XPaHEHUIO 1 OTMYCKY CNUPTOCOAEPXKALLEN NPOAYKLUN BbITOBOA XUMUN B METANJINYECKOW a3P030/bHON
YNaKoBKe, B KaYeCTBE Cbipba AJ18 MPOU3BOACTBA KOTOPOW UCMOIb3yeTCA 3TUIOBLIN CNUPT;

5) cBuaeTeNbCTBO Ha NPOM3BOACTBO (DAapMaLEBTUYECKON NPOAYKLNY - MPU Hann4mm B COBCTBEHHOCTM (Ha
npaBe X03ANCTBEHHOr0 BeAEHMSA UM ONePaTMBHOIO ynpaBaeHnsa) OpraHmM3aum MOLWHOCTER No
NPOW3BOACTBY, XPAHEHUIO 1 OTMNYCKY NEKAPCTBEHHbIX CPEACTB, U (111) NeKapCTBEHHbIX NpenapaTos, 1
(MIM) MeONLNHCKNX N34enni, NnpeayCMOTPEHHbIX NepeyHaMy hapMaLeBTUYECKON NPOAYKLMUK, B KaYecTBe
Cbipbs 419 MPOM3BOACTBA KOTOPLIX (B MpoLiecce NPon3BOACTBa KOTOPbLIX) MCMO/b3yeTCA
thapMaueBTNYeCcKas cybCcTaHUMS CnMpTa 3TUI0BOMO, U NPW HaANYUX JIMLEH3UN Ha NPON3BOACTBO
JIEKapCTBEHHbIX CPEACTB, U (UAN) NeKapCTBEHHbIX NPenapaTos, K (UAKn) MeanUMHCKUX N3LeNuin, gencTene
KOTOPOW HE NpeKpaLleHo 1 He NPUOCTaHOBAEHO, B CJlyYae, €C/IM B COOTBETCTBUN C 3aKOHOA4ATENbCTBOM
Poccuinckon ®egepalmm Hannydme Takow nuueH3nm obsa3saTenbHO 419 NPOM3BOACTBA JIEKAPCTBEHHbIX
CpeacTB, 1 (MIn) NneKapCTBEHHbIX MpenapaToB, U (Uan) MegULNHCKNX N3OEeNNN.

B Lensx HacTosALLEN rNaBbl 1eKapCTBEHHbIE CPeACTBa U (M1M) NIeKapCTBEHHbIE NpenapaThbl, B COCTaBe
KOTOPbIX HE COAEPXXUTCS 3TUAOBLIN CNUPT UM 06bEMHAs [0NA 3TUIOBOro CNMpTa COCTaBaseT He bonee 20
MPOLIEHTOB, @ TaKXXe MeANLMHCKNE N30e/INa CHMTaTCA NPeayCMOTPEHHbIMI COOTBETCTBYOL MU
nepevyHAMM apMaLeBTMYeCKOM NpoayKLmm 6e3 HeobXxoANMOCTY NX [OMOJIHUTENLHOIO YKa3aHna B TakKnx
nepeyHsax;

(MoanyHKT B pepakumm ®enepanbHoro 3akoHa oT 12.07.2024 Ne 176-93)

6) CBUAETENbCTBO Ha NPOM3BOACTBO CNUPTOCOAEP KALLEN HEMULLIEBON NMPOAYKLMN - MPU HANIMHNN Y
opraHu3auuy Ha npaee co6CTBEHHOCTW (Ha NpaBe X03SNCTBEHHOr0 BEAEHNS MU ONepaTUBHOIO
ynpaBfieHns) MOLLHOCTEN N0 XPaHEHUIO 3TUAOBOro CNMPTa, MO NPOM3BOLACTBY, XPAHEHMNIO N OTAYCKY
CNMpTOCOAEepXalllen HeNLWEBOW NPOAYKLMM B BUOE FeNs, KPeMa Ha resieBoil OCHOBE (Kpem-rens), B
KayecTBe Cbipbs A5 NPON3BOACTBa KOTOPOW (B Mpouecce Npon3BOACTBa KOTOPON) NCMONAb3YeTCSH STUIOBbIV
cnupT; (JononHeHne noanyHKTOM - ®egepanbHbii 3akoH 0T 15.10.2020 Ne 321-03)

7) cBMOETENLCTBO Ha NPOM3BOACTBO CNUPTOCOLEPXKALLMX NOSNTPatnyeCKNX KPacok - Mpu Haan4mm y
opraHu3auuny Ha npaee cO6CTBEHHOCTM (Ha NpaBe X035MCTBEHHOr0 BEAEHNS UK ONepaTUBHOIO
ynpaBfieHNs) MOLLHOCTEN MO XPaHEHUIO AeHATYPUPOBAHHOMO STUJIOBOr0 CNMPTa, NO NPOU3BOACTBY U
XPaHEHUI0 CANPTOCOAEPKALLMX NOAUrpapUIecKnx Kpacok, B Ka4eCTBE Cbipbs 4J19 MPOM3BOACTBA KOTOPbIX
NCMoNb3yeTCs AeHaTypUpPOBaHHbIN 3TUA0BLIN CnnpT; ([onoaHeHne NoANYHKTOM - ®efepasibHblil 3aKOH OT
14.07.2022 Ne 267-93)

8) cBUAETeNbCTBO Ha NPOM3BOACTBO aBTOMOBOMALHOIrO 6EH3MHa - MPU HAAWYUKM Y OpraHn3aunn
CBWOETENbCTBA O PErnMCTpaLumM nnLa, CoBEPLLAOLLEro onepaLmm no nepepaboTke HeQTAHOIO ChIpbS.
(LononHeHne noanyHKTOM - ®efepabHbii 3aKoH 0T 28.11.2025 Ne 425-03)

(MyHKT B pepakuun ®epepanbHoro 3akoHa ot 29.09.2019 Ne 326-03)

41, Ins noay4yeHnsa CBUAETENbCTBA OpraHn3aumnsa NnpeacTaBaseT B HaNOrOBbIA OpraH:

1) 3aaB/1€HNe 0 BblAaye CBUAETENbCTBA;

2) KONy OOKYMEHTOB, NOATBEPXKAAOLWMNX NpaBo COBCTBEHHOCTM (NPaBO X03ANCTBEHHOI0 BEAEHMNSA NN
onepaTMBHOIO ynpaB/eHns) Ha HeobxoguMble Ans OCYLLEeCTBAEHNA 3a8BAEHHOr0 BUAA AeATENbHOCTY
MOLLHOCTMW, YKa3aHHble B MYHKTE 4 HAaCTOALLEN CTaTby;

3) KOMWIO NNLEH3UN Ha OCYLLECTBJIEHNE COOTBETCTBYIOLLErO BUAA AeATENbHOCTU, YKa3aHHOro B NyHkTe 1
HaCcToAWen CTaTbU (B Cly4ae, ec/iv B COOTBETCTBMM C AENCTBYIOWNM 3aKOHOA4ATEbCTBOM Haln4yme
mueH3un oba3aTenbHO AN OCYLEeCTBEHMS Takoro Buaa AesaTenbHoCTK), 1nbo ceBefeHns o gate
npenocTaBieHns NNLEH3MM Ha OCYLLECTBIEHNE COOTBETCTBYIOLLEro BUAA AEATEIbHOCTY, YKa3aHHOIo B
NyHKTe 1 HaCToALLEN CTaTbW, U €e PErMCTPALMOHHOM HOMEpE (B C/yvae, eCAN Handne NNLEH3UN
NOATBEPXAAETCA 3aMnCbio B peecTpe ANLEH3MIN UAN rOCYAapCTBEHHOM CBOLAHOM peecTpe BblAaHHbIX,
NPMOCTAHOBNEHHbIX N @HHYIMPOBAHHbIX JIMLEH3MIA Ha NPOM3BOACTBO 1 060POT 3TUNOBOrO CNMPTA,
aJIKOroJIbHOM 1 CNMPTOCOAEP KaLLEeN NPOAYKLUN);
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4) nepeyeHb BNA0B NPOM3BOAMMON NPOAYKLUUN C YKa3aHMeM HOMepa CBMAETeIbCTBA O FOCyAapCTBEHHOM
perncTpaumm (ero permcTpaunuoHHoOro Homepa) - B CJlydae, ec/i B COOTBETCTBUN C 3aKOHOAATENLCTBOM
Poccuinckon ®egepaumm n (nam) npasom EBPa3snincKoro SKOHOMUYECKOro COK03a NpeayCcMoTpeHa
obs3aTenbHaa rocyaapCTBEHHas PerncTpauma Takon npoaykuum, nubo B ciydae, ecnv obssatenbHas
rocyfapCTBEHHAs perncTpauma He NpeayCcMoTPeHa, - KOMUN OKYMEHTOB, B COOTBETCTBUN C KOTOPbIMU
NPOM3BOANTCA AaHHbI BUA NPOAYKLUUN (TEXHUYECKME YCSI0BWSA, PErIaMeHT, CBeleHNs 0 COCTaBe
KOMMOHEHTOB MNPOAYKLMM C YKa3aHWEM HOPM MCMOJIb30BaHNS 3TUIOBOIO CNMPTa B KaYeCTBE Chipbs
(BCcmomoraTenbHOro MaTepuana).

Hanorosein opraH npy NpoBegeHnn KamepasabHOW HaJIoroBON NPOBEPKN (HaIOroBOro MOHUTOPUHTaA)
Brpase nctpeboBaTb y HaforonaaTe N bLNKa AOKYMEHTLI, cofep xalline nHgopmaumio o6 Mcnosb3oBaHnn
3TWJI0OBOrO CMMPTa B Ka4eCTBE CbipbA (BCNOMOraTeslbHOro MaTepuana) npyv Npou3BoACTBE NPOAYKLNN.
(LononHeHne noanyHKTOM - ®efepabHbii 3aKoH 0T 15.10.2020 Ne 321-03)

(dononHeHne NyHKTOM - PefnepasibHbii 3aKoH 0T 29.09.2019 Ne 326-03)

42, [leiicTBME CBMAETENLCTBA HAYMHAETCA C 1-ro Yncia HanaoroBoro neprnoaa, B KOTOPOM OpraHmnsaumen
npeacTaBeHbl 3asB/EHNE U KOMWW BCEX MPELYCMOTPEHHbIX MYHKTOM 4 HacToALWEN CTaTbh LOKYMEHTOB,
Ha OCHOBAHWW KOTOPbIX BblAaHO Takoe CBUAETENbCTBO. ([lonosHeHMe NyHKTOM - ®efiepaibHbI 3aKOH OT
29.09.2019 Ne 326-03)

43, HanoroBbli opraH 0653aH BblAaTb CBUAETENLCTBO UM HaNpPaBMTb HAJOrONAaTeNbLINKY MUCbMEHHOE
yBegomseHme 06 0TKase B BblAaye CBUAETENLCTBA C YKa3aHWEM NPUYMHBI 0TKa3a B CPOK He no3gHee 30
KaneH4apHbIX AHEN C gaThl NpeAcTaBIeHNs OpraHm3auneit 3a8BeHnsa O Bblgadvye CBMAETEebCTBA U KONUNA
BCEX MPeayCMOTPEHHbIX MYHKTOM 41 HAaCTOALLEN CTaTbW 4OKYMEHTOB. ([JonosHEHNE NYHKTOM -
®epnepanbHbI 3aKoH 0T 29.09.2019 Ne 326-03)

44, Hanorosblin OpraH 0TKa3blBaeT B BblAa4ye CBMAETENbCTBA B CNeAYOLNX CNyYasx:

1) npencTaBneHHOE 3a8BJIEHNE O BbiAaye CBUAETENbCTBA HE COOTBETCTBYET YCTAHOB/IEHHON hopMe;

2) opraHu3aunen-3asaBmMTeNeM He NpeaCTaB/IeHbl WK NPEeACTaBAEHbI HE B MOJHOM 06beMe HeobxoanMble
AN9 NOJIYYEHNS CBUOETENbCTBA KOMWUM LOKYMEHTOB;

3) B NpeACTaBAEHHbIX OpraHu3aunen-3asasuTeneM JOKyMeHTax (KONusax OKYMEHTOB) COQEPXUTCA
He[0CTOBepHaa UHdopmaumnsa.

(LononHeHne NyHKTOM - ®efepabHbii 3aKoH 0T 29.09.2019 Ne 326-93)

4>, OpraHu3auus, noay4msLLas CBUAETENbCTBO, OA4HOBPEMEHHO C HAJIOrOBOM AeKaapauunen no akumsam
npeacTaBAseT B HAJIOrOBLIN OpraH KOMun AOKYMEHTOB, MOATBEPXKAAIOLMX BO3HUKHOBEHME B Ha/1I0rOBOM
nepuoae, 3a KOTopbI NpeacTaBiseTCa Hanorogas Aekaapauus, cnegyowmx obcToaTensCTs:

1) npekpaleHne npaa co6CTBEHHOCTM (NpaBa X03ANCTBEHHOI0 BEAEHNS UM ONEPATUBHOIO ynpaBeHuns)
B OTHOLLEHUN 06BEKTOB UMYLLLECTBA, YKa3aHHbIX B MyHKTE 4 HacToAWeEN cTaTby, 1 (UN) NpekpalieHne
LENCTBUSA NNLLEH3UN Ha MPON3BOACTBO JIEeKAPCTBEHHbIX CPEACTB, U (Un) NeKapCTBEHHbIX NpenapaTos, U
(M) MeONUUHCKMX N34enni B Clyvyae, eCcim B COOTBETCTBMM C AENCTBYIOLLMM 3aKOHOA4ATENbCTBOM
Han4me Takol nuueH3nn oba3aTenbHO 419 MPOM3BOACTBA JIEKAPCTBEHHbLIX CPeACTB, U (1nn)
JIEKApPCTBEHHbIX NPENapaToB, 1 (MAK) MeANUNHCKINX N3OSN,

2) BO3HWKHOBEHME Y OpraHm3auunmn npasa cobCTBEHHOCTU (MpaBa X03SNCTBEHHOIO BEAEHNS UK
onepaTMBHOI0 yrnpaB/leHNs) B OTHOLLIEHNN 0O EKTOB MMYLLLECTBA, YKa3aHHbIX B MYHKTE 4 HaCTOALLEN
CTaTby;

3) N3MEHEHNE PEKBM3NTOB JOKYMEHTOB, MPEAYCMOTPEHHBIX MYHKTOM 4! HacTosAWeEN CTaTbu, N (1In)
JOKYMEHTOB, NOATBEPXKAAIOLWNX NPaBO, NpeayCMOTPEHHOE NOAMYHKTOM 2 HAaCTOSALLEro NyHKTa;

4) N3MeHeHue BNA0B TOBAPOB, A5 NPON3BOACTBA KOTOPLIX (B MpoLecce NpoM3BOACTBa KOTOPLIX)
opraHm3aumnen NCnosb3yeTcs 3TUAO0BLIA CNNPT, U (M) N3MEHEHNE LOKYMEHTOB, B COOTBETCTBUN C
KOTOPbLIMUN OHW M3rOoTaBANBAIOTCS.

(dononHeHne nyHKTOM - PefepasibHbii 3aKoH 0T 29.09.2019 Ne 326-03)

5. Hanoroshbiin opraH NpnocTaHaBANBaEeT AeNCTBME CBUAETENbCTBA C 1-ro Yncna HaaoroBoro nepunoaa, B
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KOTOPOM MM YCTaHOBJIEH (haKT HACTYMNAeHMS X0TA Obl OOHOr0 U3 CEAYIOLNX C/TyHaeB:

1) HEBLINOSIHEHME OpPraHn3aLMen NOM0XKEHNIN 3aKOHOAATEeNbCTBA O Hasorax u cbopax B YaCTU UCHUCSIEHUS
N ynnaTbl aKLN30B;

2) NpUoCTaHOBJIEHME (NPeKpaLLeHNe) AeNCTBUS IMLLEH3UN Ha OCYLLECTB/IEHNE COOTBETCTBYIOLLLEr0 BLAA
AeATeNbHOCTU, YKa3aHHOro B NyHKTe 1 HacTosALLEeN CTaTbK (B C/lyvae, eC/in B COOTBETCTBUM C
LENCTBYIOLWMM 3aKOHOAATENbCTBOM Poccuiickon ®efepalmm Haanyme anmueH3nm obssaTenbHo ons
OCYLLLEeCTBJIEHNS TAKOro BMAa AeATENbHOCTH);

3) HenpeacTaB/ieHNe OpraHm3aumnen JOKYMEHTOB, YKa3aHHbIX B MYHKTE 4° HacTOsALWEN cTaTbu.

(MyHKT B pepakummn ®enepanbHOro 3akoHa ot 29.09.2019 Ne 326-93)

5. B cny4yae NpnoCTaHOBAEHNS OENCTBUS CBUAETENbCTBA HAI0roBbI OpPraH B CBOEM pelleHnn 0653aH
YCTaHOBUTb CPOK A5 YCTPAHEHUS 0BCTOATENLCTB, ABASIOWMXCA OCHOBaHMEM NPUOCTAHOBNIEHNS AENCTBUS
CBNOETENbCTBA. YKa3aHHbI CPOK HE MOXKET MPeBbIlLaTh WeCTb MeCcsLEeB C AaTbl BCTYMIEHUS B CUITY
YKa3aHHOr0 peLueHus.

OpraHusaums, oencTBme CBUOETENIbCTBA KOTOPOW NPMOCTaHOBAEHO, 0643aHa yBEAOMUTb B MUCbMEHHOW
thopMe HaNoroBbIN OpraH, BblAaBLINA CBUAETENbCTBO, 06 yCTpaHeHUN 06CTOATENbCTB, ABMUBLUMXCS
OCHOBaHMEM NPUOCTaHOBJIEHNS ENCTBUS CBUAETENbCTBA. Hanorosbii opraH B TeYeHne fecaTtn paboymx
AHEN C AaTbl MONYYEHNS TaKOro yBeAOMAEHNSA NPUHMMAET peLleHne o0 Bo30O6HOBIEHUN AeNCcTBNA
CBMAETENbCTBA WM 06 aHHYJIMPOBaHUN CBUAETENbCTBA U coobLiaeT 06 3TOM B MMCbMEHHON hopMe
opraHu3auun.

PelweHne 0 B030OHOBIEHUN [ENCTBUA CBMAETEbCTBA BCTYNAET B CMAY C AaThbl €ro MPUHATWA HAJIOrOBbIM
OpraHoM, BblAaBLUNM CBMAETENLCTBO.

(DononHeHne NyHKTOM - PefepasbHblil 3aKOoH 0T 29.09.2019 Ne 326-93)

52, HanorosbIn opraH aHHYAMpPYyeT CBUAETENLCTBO B CAEAYIOLWNX CyYasnX:

1) npencTaBneHne opraHu3aunen 3assaeHmsa 06 aHHYIMPOBaHMM CBUOETEIbCTBA, COCTAaBAEHHOIO B
NPOu3BOLHON hOpME;

2) NCTeYeHne CpoKa ANs yCcTpaHeHMsa 06CTOATENbCTB, YCTAaHOB/IEHHOIO Ha/I0rOBLIM OPraHOM, eCcsiun
opraHu3auus, LencTene CBUAETENbCTBA KOTOPOW NPUOCTaHOBJIEHO, HE YCTPaHWNa B yCTaHOBJIEHHbIN CPOK
BCe 06CTOATENLCTBA, ABMBLUMECS OCHOBAHMEM NPUOCTAHOBNEHNS AENCTBUS CBUOETENLCTBA;

3) N3MeHeHNe HanMeHOBaHUS OpraHm3auuu;

4) N3MEeHeHne MeCTOHaX0XXAEHNS OpraHn3aLny;

5) n3meHeHne MeCTOHax0XXAeHNS NPON3BOLCTBEHHbIX MOLLHOCTEN, MOLLHOCTEN N0 XPaHEHWUIO 3TUIOBOI0
CNMpTa, YKa3aHHbIX B CBMAETENLCTBE (B JOKYMEHTaX, MpeAcTaBieHHbIX OpraHn3aumen B COOTBETCTBUM C
NYHKTOM 45 HaCTOSALLEN CTaTbK);

6) NpekpaLlleHme npaBa cobCTBEHHOCTU (MpaBa X03MCTBEHHOr0 BEAEHNS MAN ONEepPaTUBHOMO YNpaBieHUs)
Ha BCe MOLLHOCTY MO XPaHEHWIO 3TUI0BOIrO CANPTa, YKa3aHHbIe B CBUAETENbCTBE (B LOKYMEHTaX,
npeacTaBAeHHbIX OpraHM3aLnen B COOTBETCTBUM C MYHKTOM 4° HaCTOALWEN CTaTbW);

7) npekpalleHne npaBa cOBCTBEHHOCTY (NpaBa X039NCTBEHHOI O BEAEHUS UM ONepaTUBHOMO YNpaBAeHNS)
Ha BCe MPON3BOACTBEHHbIE MOLLHOCTY, YKa3aHHble B CBUAETENbLCTBE (B AOKYMEHTaX, NpeacTaB/IeHHbIX
opraHu3aunen B COOTBETCTBMM C MYHKTOM 4° HacTosALWEN cTaTbu), U (MK) NpekpalleHne 4encTBns
JINLLEH3UN Ha NPOWN3BOACTBO JIEKAPCTBEHHBLIX CPEACTB, U (Mn) NeKapCTBEHHLIX NpenapaTos, 1 (nan)
MeONLUHCKUX U34eNnii B CJlyvyae, eCc/im B COOTBETCTBMM C AENCTBYIOLLMM 3aKOHOA4ATEIbCTBOM Hannyne
TaKon nnueH3nn oba3aTeNbHO AN NPOM3BOACTBA JIEKAPCTBEHHbLIX CPEACTB, U (1) NNIEKapCTBEHHbIX
npenapaTtos, 1 (MAKn) MeANLNHCKUX N34eNnN;

8) Npon3BOACTBO TOBApOB, A/ NPON3BOACTBA KOTOPbIX (B NpoLecce Npon3BoACTBa KOTOPbIX)
NCNOJIb3yeTCsa 3TUOBLIN CNUPT, BUIbl KOTOPbLIX HE YKa3aHbl B CBUAETENLCTBE (B AOKYMEHTAX,
npeacTaBAeHHbIX OpraHM3aLnen B COOTBETCTBUM C MYHKTOM 4° HaCTOALWEN CTaTbK), 3@ NCKAIOYEHNEM
JIeKapCTBEHHbIX CPEACTB, MEAULNHCKNX N34eSIMA N IeKapCTBEHHbIX MpenapaTos, OTHOCALMUXCA B LLensx
HaCTOsALLEN rnaBbl K NO4aKLU3HbIM TOBapaM;
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9) Nnepenaya opraHu3aunen CBMOETENbCTBA APYroMy JnLLYy.

(OdononHeHne NyHKTOM - PefepasibHbli 3aKoH 0T 29.09.2019 Ne 326-03)

53, PelleHne HanoroBoro opraHa 06 aHHyIMpPoOBaHWM CBUAETEIbCTBA BCTYMaeT B CMAY CO AHSA ero NpuHATKA
N OENCTBYET C y4eTOM Clelylwmnx 0oCobeHHoCTeN:

1) npu HacTynneHnn cyyYast, yKa3aHHOro B NOANYHKTe 1 NnyHKTa 52 HacTosAWwen cTaTbh, CBUAETENLCTBO
AHHYMPYEeTCA CO AHS, YKa3aHHOro B 3asBJIeHNK;

2) NpW HACTYNIEHUWN CNyYaeB, YKa3aHHbIX B MOAMYHKTaxX 2 - 7 MyHKTa 52 HacTosAWeN CTaTby,
CBNAETENbCTBO aHHYIMPYETCA CO AHSA HAaCTYMIEHUS COOTBETCTBYOLWMX 06CTOATENbCTB;

2) Npu HaCTynaeHUn ciy4vas, yka3aHHOro B NoAnyHKTe 8 NyHKTa 52 HacTosAWeN cTaTbW, CBUAETENLCTBO
AHHYMPYETCS CO AHS BbIHECEHUS PELLUEHNS HaN0roBOro opraHa 06 aHHyIMPOBaHMM CBUAETENLCTBA;
(dononHeHne noanyHKTOM - ®efepalibHbiii 3aKoH 0T 12.07.2024 Ne 176-D3)

3) Npn HaACTYNAEHUMN Cydas, yKa3zaHHOro B NoANyHKTe 9 nyHKTa 52 HacTosLEeN CTaTby, CBUOETENbCTBO
aHHyAMpyeTcs ¢ 1-ro Yncia HanoroBoro Nepruoga, B KOTOPOM BO3HUKAN COOTBETCTBYOLWME
obcTosTensCTBa.

(JononHeHne NyHKTOM - ®efepabHbii 3aKoH 0T 29.09.2019 Ne 326-93)

6. B cnyvyasax aHHyIMpoBaHWS CBUAETENbCTBA, NPeAYCMOTPEHHbLIX MYHKTOM 52 HacTosLWeEN CTaTby,
OopraHu3auns BNpaBe NoAaTh 3as8BeHME O NOJy4YEeHMM HOBOIO CBUAETENbCTBA. B ciyyae yTpaThl
opraHu3aunen CBUAEeTeNbCTBA Takasd OpraHn3auns Brnpaee ob6paTUTLCSA B HAJIOrOBbIA OPraH 3a Bblaavew
aybnukaTa.

7. HanoroBbli opraH, BblAaBLWNA CBUAETENLCTBO, 006513aH YBEAOMUTbL OPraHn3aLnio 0 MPUOCTaHOBIEHUN
AeNcTBUS nnm 06 aHHYIMPOBaHUM COOTBETCTBYIOLLErO CBUAETEIbCTBA B TPEXAHEBHbIN CPOK CO OHS
NPUHSATNA COOTBETCTBYIOLLENO PELLEHUS.

8. (MyHKT yTpaTna cuny - ®egepanbHbin 3akoH 0T 30.09.2013 Ne 269-03)

9. HopMauns 0 BblAaHHbIX, MPUOCTAHOBEHHLIX, aHHYIMPOBAHHbLIX B COOTBETCTBMM C HAaCTOSLLEN
CTaTbel CBUAETENbCTBAX MOANEXMNT ONyOAMKOBAHNIO B 3IEKTPOHHO-LMGPOBOA hopMe B MHPOPMaLIMOHHON
cucTeme obLLero nonb3oBaHWs enepanbHOro opraHa UCNOAHUTENLHOW BAACTU, YNOJHOMOYEHHOMO MO
KOHTPOJIt0 U Hag3opy B obnacTn Hanoros 1 cbopos. PasmelleHne nHgpopmaLm B MHGHOPMaLMOHHON
cucTeme obLLero nonb3oBaHNA OCYLLECTBAAETCS B NOPSAAKE, ONpeaeneHHOM hefepabHbiM OpraHoM
NCNOJIHNTEIbHON BIACTW, YNOJHOMOYEHHbIM MO KOHTPOJItO U Haa3opy B 0biacTn Hanoros 1 c6opos.
(dononHeHne NyHKTOM - PefnepasbHbii 3aKoH 0T 23.11.2020 Ne 374-03)

(JononHeHune cTaTben - PeagepasibHblil 3aKoH 0T 21.07.2005 Ne 107-93)
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