EBPAZUHUCKAS SKOHOMUYECKASI KOMUCCHS
KOJUJIET'UA

PEIIEHHWE

«20» mapra 2018 r. Ne 41 r. Mockga

O IMopsaake perncTpauny, NPHOCTAHOBJIEHHS, BO30OHOBICHHSI
M NpeKpalleHHs JeHCTBHS JeK/1apaluii 0 COOTBETCTBHH NMPOAYKIHH
TpeOoOBaHHSIM TeXHHYeCKHX periiamenToB EBpasuiickoro
IKOHOMHYECKOI0 01032

B umenmax peanusaluu  MOJOKEHHH TEXHMYECKMX  PErJlaMeHTOB
EBpasuiickoro  sKoHOMHYECKOro coro3a (TeXHHYECKMX  perjaMeHTOB
TamoxkeHHoro coiosa) W B cooTBeTcTBMM co cratbeii 18 Jloroeopa
o Espasuiickom skoHomuueckoM cotoze ot 29 mas 2014 roma Koserus
Espa3suiickoii 5KOHOMHYECKO# KOMUCCHM pelnHia:

l. YTBepauth [puaaraeMbli [Topsinox perucrpanmu,
MPUOCTAHOBJIEHHUS, BO30OHOBIEHUs W TpeKpalleHus AeHCTBHS JeKiapaluii
O COOTBETCTBHHM MMPOAYKIHH TpeOOBAaHUAM TEXHHYECKHX perilaMeHTOR
EBpa3zuiicKoro 3KOHOMHYECKOI0 cOl03a.

2. YCTaHOBUTB, 4YTO JeKJapalid O COOTBETCTBHH TpeboBaHMAM
TEXHUYECKHX periameHToB  EBpasuiickoro 9KOHOMHYECKOro  CO103a
(TamoxenHOro coro3a), 3aperMcTpUpPOBAHHbIE 10 BCTYIUIEHHS HACTOSALIErO

Pertenust B cuny, 1eHCTBUTE/ILHBI 10 OKOHYAaHHSA CPOKa UX JIefCTBHS.
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3. llpusnare yrpatusmum cuny Pewenne Komneruu Eppasuiickoii
SKOHOMHUYECKOH KoMuccuH oT 9 anpens 2013 r. Ne 76 «O6 yrtepskaeHuu
[Tonoxenusi o perucTpauuu JAeKJIapalii O COOTBETCTBHH TMPOAYKLIMH

TpeDOBaHMAM TeXHHYECKHUX pernamMeHToB TaMoKeHHOro co03ay.

[Tpencenarens Komneru \

EBpasuiickoit 9KOHOMHYECKOI KOM T. Capkucsu



YTBEPX/IEH

Peiennem Kosuternu
EBpasuiickoil SKOHOMHYECKOH KOMUCCHM
ot 20 mapra 2018 r. Ne 41

MMOPAJTOK
PErHCTPALUHH, IPHOCTAHOBJICHHS, BO30OHOBJICHHS H TPEKPALLCHHS
AeHCTBHS JeK/Iapaluii 0 COOTBETCTBHH NPOAYKIHH TPeGOBAHHAM
TeXHHYeCKHX perjiaMeHToB EBpasuiickoro skoHOMHYeCKOro cow3a

I. Hacrosimmit  Tlopsnok  ycramaBnuBaer mnpasuia perdcTparu,
MPHOCTAHOBJICHNUS, BO30OHOBICHUS! U NPEKpaleHUs JACHCTBHS JieKaaparuii
O COOTBETCTBMH TNPOJAYKIHMH TpeOOBaHMAM TEXHMYECKHX pErjiaMeHTOB
EBpasuiickoro  5KOHOMHMYECKOTO — €OI03a  (TEXHMYECKHX  PErjlaMeHTOB
Tamoxkennoro  cowosa)  (manee  COOTBETCTBEHHO — — JEKJ1apaLum
O COOTBETCTBHH, TEXHHYECKHE pernamenTsl, Coro3).

2. Jleknapaiysi 0 COOTBETCTBMM, COCTABJEHHAS COMVIACHO eqMHOI
(hopMe  JeknapanM O COOTBETCTBMM  TPeGOBAHMSIM  TEXHHUYECKOTO
persamenta EBpasuiickoro 3KOHOMMYECKOr0 COI03a M [paBuiaM  ee
oopmienus,,  yTBepiaeHHbIM  Pemenuem  Koserum EBpasuiickoii
SKOHOMHUYECKOH KOMHMCCHH oT 25 pekabps 2012 r. Ne 293, nomwiexur
PEruCTpalil B €IMHOM PEeCTpe BBbIJIAHHBIX CEPTH(HKATOB COOTBETCTBHS
H 3aperucTPHPOBAHHBIX JACKJIapalMi O COOTBETCTBMM (jajiee — eMHBIi
peecTp).

Jleknapaunsi 0 COOTBETCTBHM  CUMTAETCSl  3aperucTpUPOBAHHOM
C MOMEHTA NPUCBOEHHS €l PEernCTPallHOHHOTO HOMeEpa.,

3. Peructpauys  jekjapalMH O COOTBETCTBMM  OCYIIECTBISIETCS
YIOJHOMOYEHHBIMH HA PErHCTPALIMIO JIEK/Iapaliiii O COOTBETCTBHH OpraHaMH

(opranusauusMu) rocynapers — uieHos Corosa (nanee — rocy,/lapcTra-
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YJICHBI), B TOM YMCie aKKPEeJIMTOBAHHLIMH OpraHaMH [0 cepTHhUKALHN
rocyapcTB-4JIeHOB, KOTOPbIE BKJIIOYEHBl B €JHHBII peecTp OpraHoB Mo
onenke coorBercTBus Coro3a M obnacTh  AKKpeJMTALMM  KOTOPBIX
pacnpocTpaHseTcss  Ha  JIEK/IApHpPYeMYKH  NPOAYKLMIO,  €CJM  93TO
[MpelycMOTPEeHO 3aKOHO/AaTeILCTBOM rocy/1apcTB-4IEHOB (manee
COOTBETCTBEHHO — YIIOJHOMOYEHHBIE OPraHbl, OpPraHel Mo cepTH(UKALINN).

4. Jlns  peructpauMu  AeKnapaldd 0  COOTBETCTBHH  3asiBUTENb
MpejCTaBisgeT B YINOJIHOMOYEHHBIH oOpraH (opraH no cepru(GHUKanum)
JICK/Iapalyio O COOTBETCTBHH W NPUJIaraeMble K Heill I0KYMEHTBI M CBEJIeHUS,
MpeayCMOTPeHHbIE ITyHKTOM S Hactosulero Ilopsjka, B BUe 371€KTPOHHBIX
JOKYMEHTOB € HCIHOJIb30BaHHEM MH()OPMALMOHHO-TEIEKOMMYHHKAIIMOHHOI
cetn «HHrepHeT» 1mbOO B BHMJE JOKYMEHTOB Ha OYMaKHOM HOCHTEle
3aKa3HbBIM OYTOBBIM OTIIPABJIEHUEM C OIMHUCHIO BJIOKEHHS U YBEJOMIICHHEM
O  BPYYEHHMHM, €CIM HHOE HE YCTAaHOBJIEHO  3aKOHOIATe]LCTBOM
rocyjapcTBa-useHa.

5.K  neknapaumd 0 COOTBETCTBHM — MPHJIATAlOTCS  ClEAYIOIHE
JIOKYMEHTBI U CBEJICHHS:

a) 3asgBJieHHEe O  perucTpauuu  JieKjapalid O  COOTBETCTBHH,
oopmieHHoe B TIOpPAKE,  YCTAHOBJIEHHOM  3aKOHOJATebCTBOM
rocyjiapcTBa-yujeHa, MmoJnucaHHoe 3asBHTE/IEM W COJEpsKalllee Cleaylolme
CBEJICHUSI:

MOJIHOE HAWMCHOBaHHWE 3asjBUTEJIA, €ro MeCcTo HaxokIeHus (aapec
IOPHIMYECKOTO JIMLIA) ¥ ajpec (ajzipeca) MecTa OCYIIECTBIEHUA JesSTe/IbHOCTH
(B ciyuae eciM ajpeca pasiM4aloTcs) — JUIs FOPHIMUYECKOro JiMIa HIH
(Gamunus, UM W OTYECTBO (NPH HATHYWM), MECTO KUTEILCTBA M apec
(ampeca) mecTa OCYHIECTBIEHMS JeATENbHOCTH (B cilydae eciM ajpeca
paziuyaioTes) — JuUis (GU3MYECKOro JIMLA, 3aperucTPUPOBAHHOIO B KAYeCTBe

HHIHBHAYAJIBHOIO IpeanpHHHMAaTENs, a TakxKe p(’.’["HCT}J&uHOHHHﬁ HITH
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YYETHbIH (MHIMBHIYAIbHBIA, WAEHTU()UKALMOHHBII) HOMEp 3asBHTENS,
MPUCBANBAEMBIH TMPH TFOCYAAPCTBEHHOH PErHCTpallHK IOPUAMYECKOro Jula
WK (pU3HYECKOro JiMlla B KayecTBe MHAMBHIYAIBHOTO MpearpHHUMATEs
B COOTBETCTBHH € 3aKOHOJATEILCTBOM I'OCY/1apCTB-4/IEHOB, HOMep TesiedoHa
H aJIpec 3JIEKTPOHHOMH MOYTHI;

MOJHOE HAaWMEHOBAHHE M3TOTOBHMTENA NPOAYKLHMH, €ro MecTo
HaxXoXeHus (ajgpec IOpUIMUYECKOro nMua) W azapec (agpeca) Mecrta
OCYIIECTBJICHHSI AEsITEIbHOCTH 110 M3rOTOBJICHHIO TPOAYKIIMH (B Cilydae eciu
ajipeca paziHyaroTCs) — VIS FOPUIMYECKOro JIMIA U ero (HIHAIoB, KOTOpbIe
M3rOTaBJIMBAIOT NMPOAYKIUHIO, WK (paMH/IHs, UMSI U OTHECTBO (MIPH HAJTMUMM),
MECTO JKHTENbCTBA M ajpec (agpeca) MecTa OCYLUECTBICHHS JIESTEILHOCTH
[0 M3rOTOBJICHHIO MPOJYKIMHU (B Cllydae ecjM ajapeca pasjinyaircs) — s
(pusuyeckoro nMua, 3aperMCTPHPOBAHHOIO B KA4YeCTBE WHIAMBHIYAIbHOTO
NpeAnpUHUMATENS;

HauMeHOBaHWe M oDo3HaueHue  mpoayKuud (B ciyyasx,
MPEeJyCMOTPEHHBIX TEXHHMYECKHMM pEerjiaMeHToOM) M (MJIM) HHOE YCIIOBHOE
obo3HaueHHe, IPUCBOEHHOE U3rOTOBUTENEM MPOAYKLUH (IPH HATHUHHK);

Ha3BaHUE TNPOAYKLUMH (B Cilyyasx, MpPeayCMOTPEHHBIX TEXHHYECKHUM
persiaMmeHToM) (ITpH HaJIUYHK );

MHbIE CBEJCHUS O MPOJYKIMH, oDecreunBparonine ee HAHTH(PUKALIHUIO
(MTpH HAJIUYKK);

obo3HayeHHe M HAUMEHOBaHWE  JIOKYMEHTa  (JOKYMEHTOR),
B COOTBETCTBHH C KOTOPLIM HM3TOTOBJIEHA MPOAYKUMA (CTaHAAPT, cTaHaapT
OpraHu3alny, TEXHHYECKHE YCIOBUA HIIH HHOM JIOKYMEHT) (NpH HaIWYKK);

KOA (KOJBI) TIPOAYKIHH B COOTBETCTBHM ¢ eauHoil TosapHOii
HOMEHKJIATypOH  BHELIHEIKOHOMHYECKOH jiesrensHOCTH — EBpasuiickoro

IKOHOMHHYEcKOoro coto3a (nanee — TH BDJ] EADC);



4

HaMMeHOBaHHe OOBEKTa JeKIAPUPOBAHUS (CCPUIHHBIN BBIMTYCK, NapTHs
WM €AMHHYHOe  m3zenue). Ui NpoAyKUMM — CepHtHOTO  BbIMycKa
MPOM3BOIAMTCS  3aMUCh «CEePHHHBIA BbINYCK». Jlias napTum npoaykuuu
YKa3bIBACTCA pasMep NapTuu, JUIA eAHHUYHOrO M3JIe/IHs — 3aBOJCKOH HOMEp
uszenus. Jlis naprtau npoAyKUMM M eAMHMYHOTO M3IeNHs YKa3bIBAKOTCH
PEKBH3UTBI TOBAPOCONPOBOANTEIbHON TOKYMEHTALMHU, HIeHTHhUIHUpYIoLeii
NapTHIO MPOAYKIUH (B TOM YHCIIE ee pa3Mep) WK eANHUYHOE U3JIeITHE;

HaHMEHOBaHHe TEXHHYECKOro periaMeHTa (TexHH4eCKHX
perjamMeHToB), TpedOBaHHAM KOTOPOrO COOTBETCTBYET MPOLYKIIMS;

0) cBeJleHus, MOATBEPKAAIONIME TOCYAAPCTBEHHYIO perucTpanuio
FOPUAMYECKOTO JTHIA WK (DU3MYECKOro JIMIA B KAYECTBE MHIAMBH/YATLHOIO
MpEANpUHUMATEIA B COOTBETCTBHH € 3aKOHOJATENBCTBOM TOCY/apCTBa-
YJIeHa;

B) KOITHSI JIOFOBOpA ¢ M3rOTOBHMTENEM (B TOM YMC/IE ¢ MHOCTPAHHBIM
M3rOTOBHTENEM),  [pejlyCMaTpHBaiouiero  obecrneueHHe  COOTBETCTBHM
OCTABIAEMOH Ha TamMOKeHHY0 Teppuropuio  Coro3a  npojyKuuu
TpeOOBaHMAM TEXHHYECKOrO perjiaMeHTa (TeXHHUYECKHX perilaMmeHToB)
M OTBETCTBCHHOCTb 3a HECOOTBETCTBME TaKOH MPOAYKIHMH YyKa3aHHBIM
TpeboBaHHAM (7151 YNOTHOMOYEHHOIO M3rOTOBHMTENEM JIHIA), 3aBEpEeHHas
MeyaTbio (€CIM WMHOE HEe YCTAHOBIEHO 3aKOHOAATEIBCTBOM rocyjapcraa-
YJieHa) U NOANHCHIO 3asBUTEJIS;

') KOIMKM JIOKA3aTe/bCTBEHHBIX MaTepHAllOB, Mpe/ICTaABICHHE KOTOPBIX
ANSL PErHCTpalMu  JeKjlapaldd O COOTBETCTBHM  MPEIyCMOTPEHO
TEXHHYECKHM PErinaMeHTOM (TEXHMYECKMMH perjiaMeHTaMu), B TOM YHCIIe
pe3ysbTaThl ~MCCIIENOBAHUI  (MCOBITAHMHA) M W3MEpPEeHHil TpoayKLMH,
MoaTBepKaatolHe cobiogenre TpeOOBAHMI TEXHMYECKOr0 periameHTa
(TEXHHYECKHUX PEraMEeHTOB), ICHCTBHE KOTOPOro Ha Hee pacrpocrpaHsercs

(B ciyuae ecii TEXHHYECKMM PErJIaMEHTOM I1Pe/yCMOTPEHO [POBEICHHE
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HCC/IeIOBAHMI (MCIIBITAHMIT) M M3MEpPeHUil JeknapupyeMoil NpoayKIHM),
3aBepeHHbIE Me4YaTbl (E€CJM MHOE HE YCTAHOBJIEHO 3aKOHO/ATe/lbCTBOM
rocylapeTBa-4jieHa) v nonuchio 3asBuTe]s.

6. B ciayuae npejacraBneHus JeKnapalMd O COOTBETCTBHH IS
perucTpaimu B BHJIE JIEKTPOHHOIO JAOKYMEHTA JeKapaius 0 COOTBETCTBUH
W 3asiBJICHHE, YKa3aHHOe B MOAMYHKTE «a» IyHkra 5 Hacrosiuero ITopsika,
MOANMCLIBAIOTCS €  MNPUMEHEHMEM  3JIEKTPOHHON UUQPOBOH  1MOANMKCH
(271eKTPOHHON  MOANMCH), TOJYYEHHOH 3asBUTENIEM B  COOTBETCTBHUH
C 3aKOHOJIATENILCTBOM T'OCY/1apcTBa-ujieHa (Janee — IeKTpoHHas Lu(poBas
MOAIMKUCH), & JOKYMEHThI, yKa3aHHble B MOANYHKTaXx «O» — «r» MyHKTa 5
Hacrosulero Ilopsika, npeactapiasioTes B 2JIeKTPOHHOM BHJIE,

7. ¥YnosHoMoueHHBIH opran (opraH 1o cepTH(pHKaIiK) paccMaTpyBaeT
[MpeACTaBICHHBIE 3asBUTEJIEM JOKYMEHTHI H CBE/ICHHS Ha MPEIMET:

a) cobmonennss  tpeboBaHnii Kk opoOpMIIEHHMIO  JieKJIapaLHK
O COOTBETCTBHHM, YcTaHOBJIeHHbIX Pemenunem Kosuterun Eppasuiickoii
YKOHOMHYECKOH KOMHCCHH oT 25 nexabps 2012 r. Ne 293;

0) npeacraBienus BCeX JOKYMEHTOB M CBE/ICHHH, MpPEILyCMOTPEHHBIX
nyHKTOM 5 Hactosiwero [lopsiaka;

B) HATMHHS] B TEXHUYECKOM pernameHTe TpeboBaHus,
YCTAHABJIHBAIOILIET0, YTO COOTBETCTBHE ONPEIeIEHHOr0 BHAA MPOAYKIHH
TpeOOBaHUAM TEXHHYECKOrO perjlameHTa IOATBEpKAaeTcs B  (opme
MPHHATHS JIEeKJIapalliid 0 COOTBETCTBHH;

I') COOTBETCTBUA 3asBUTEIS, [PUHSABLIErO JleKJ1apaltio
0 COOTBETCTBHH, TpeboBaHHUAM TEXHHYECKOTo perjameHTa,
YCTaHABJIMBAIOIIMM  KPYr 3asiBUTENICH JUIsS  ONpeJieieHHOro  oObeKTa
ACKJIapPUPOBAHMS COOTBETCTBHS (CEPHITHBIN BBIMYCK, MAPTHS WK €IUHUYHOE

U3Jlenue).
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8. Ilo pesyapraTam paccMOTpeHHMSI B COOTBETCTBMM C IYHKTOM 7
Hacrosiiero [lopsaka 1JOKYMeHTOB M CBeJeHMid, MpeacTaBIeHHBIX
3afBUTE/IEM, YNOJHOMOYEHHBIH opran (opran 1o  ceprudukanmn)
OCYUIECTBIISIET PErHCTPALMIO JeKNapalud O COOTBETCTBHHU IOCPEACTBOM
MPUCBOEHHKS €il perucTpalMOHHOI0 HoMepa JIHOo yBejoMIIseT 3asBuTels 00
OTKase B ee perucrpauuu (¢ yKasaHHeM TNpPHYMH OTKa3a) B CpOK,
He MpeBblLaoIKMii 5 pabounx aHel coO JAHA TOJy4YeHHs JeKJiapaiuu
O COOTBETCTBHUM.

9.B  caywae  perucTpauum  JekiapailMd O COOTBETCTBHH
C MCIOJIb30BAaHUEM CIELHAIN3HPOBAHHOIO CEPBHCA ABTOMATH3HPOBAHHOM
SNIEKTPOHHON perucTpainuy JeKiapaiuii 0 COOTBETCTBUM IOCY/1apcTBa-ujieHa
YIIOJIHOMOYEHHBII Oprai OCyLIEeCTBIISEeT NPOBEPKY COOIIOIeH sl 3asBUTEIEM
tpeboBanuii Kk odopMmaeHH0 AeKnapaluu 0 COOTBETCTBHH, YCTAHOBIEHHBIX
Pewennem  Komnerun Eppasuiickoii ~ SKOHOMHMYECKOH  KOMHCCHH
ot 25 nekadpsa 2012 r. Ne 293, u tpeboBanmii kK npeacTaBIeHUIO JOKYMEHTOB
M CBEJEHHMH, NpelycMOTPeHHBIX MyHKTOM 5 Hacrosiero [Ilopsijka,
MOCPEJICTBOM  CTPYKTYPHOTO M (hOPMATHO-JIOTHYECKOTO  KOHTPOIIs
B COOTBETCTBHH C 3aKOHOAATEILCTBOM rOCYapCcTBa-4JieHa.

10. B HauMoOHANBHYIO 4acTh €JAMHOIO peecTpa BHOCATCS CBEJEHHS
0 JIeKlapalud O COOTBETCTBMM B ropsjke, yTBepsknaemoM EBpasuiickoii
IKOHOMHMYECKOH KOMHUCCHEH, a TaKkyKe CBEJIEHHSI O JJOKYMEHTAaX, YKa3aHHBIX
B MOJANMYHKTaX «B» M «r» MyHKTa 5 Hactosiero [Topsanxka.

11. YBenomnenne 00 oTkaze B  perdcTpalmu  JieKigapaiiu
O COOTBETCTBHM HAlpaB/sercs 3asiBUTEI0 B JIEKTPOHHOM  BHJE
C  HCMOJb30BaHHEM  MH(OPMALHMOHHO-TEIEKOMMYHHUKAIIMOHHON  CEeTH
«MuTepuer» nubo B BHjAE AOKYMEHTa Ha OyMa)KHOM HOCHTEJIE 3aKa3HbIM
MOYTOBBIM OTHPABJIEHHEM C YBEIOMIEHHEM O BPYYEHHH WIIH Bpy4aeTcs

FAABHTEIIHO.
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12. OcHoBaHMsAMH  Jull  OTKasa B  pPerHCTpalldM  JieK/IapaluH
0 COOTBETCTBHUH SIBJISILOTCS:

a) HecoOmonenne  3asButesem  tpeboBaHuMii K odopmiieHHio
JIeKjapallHi O COOTBETCTBHH, ycTaHOBAeHHbIX Pemenuem Kosernu
EBpasuiickoi 3koHOMHYecKO# koMuccHu oT 25 nexkabps 2012 r. Ne 293;

0) mpeJcTaBjieHHe JOKYMEHTOB M CBEICHWI, TpeycMOTPEHHBIX
nyHkTom 5 Hacrosuiero [lopsnka, e B nosHom o0beme;

B) OTCYTCTBHE B TEXHUYECKOM perjiameHTe TpeboBaHMs,
YCTaHABIMBAIOLIET0, YTO COOTBETCTBME ONPEIEIIEHHOr0 BHJA [MPOAYKLIMH
TpeDOBaHMAM TEXHHYECKOro perjaMeHTa mNojaTBepkaaercs B (opme
MPUHATHS JeKIapalii 0 COOTBETCTBHH;

I') HECOOTBETCTBHE 3asiBUTES, MPUHSBLIEro JIeKJIapalmio
0 COOTBETCTBHH, TpeboBaHUsAM TEXHUYECKOI0 periiameHTa,
yCTaHaBJIMBAKOIIMM  KpYI 3asiBUTENICH s ONpeaeseHHOro o0hekTa
JEKIapupoBaHHs COOTBETCTBHSA (CEPUHHBIN BBIMYCK, MApPTHs WIH €AMHHYHOE
U3JIeNHE);

Jl) OTCYTCTBME B JIeKJlapallud O COOTBETCTBHH W B 3asBICHHUM
0 perucTpaluy JCeKiIapaldyd 0 COOTBETCTBUH, MPEACTABICHHBIX 3asBHTENIEM
B BHJIE 2JIEKTPOHHBIX JIOKYMEHTOB, 3JIEKTPOHHON LIU(POBOH 1OANMKUCH.

13. HeoOxonumocTh OTUIATEI perucTpanuu JieKapalun
0 COOTBETCTBMM M B CJ/yyae ee YCTaHOBJICHHS TMOPSJAOK TaKOH OIJIaTkl
ONpPeIeA0TCs 3aKOH01aTe/IbCTBOM I'OCYAapCTB-UJICHOB.,

14. Buecenne u3MeHEHHH B 3apervMCTPUPOBAHHYIO JIEKJIapalHio
0 COOTBETCTBUH He onyckaeTres. [lpu HeoOXoauMOCTH BHECEHHS H3MEHEHH
3asiBUTEJIb MPUHUMAET HOBYIO JIEKJIAPALMIO O COOTBETCTBHH U OCYLIECTBIISIET
€€ perucTpaumio cornacHo Hacrosuemy [opsnaky.

15. 3asBuTeNb NpUHMMAET HOBYIO JIeKJapallMio O COOTBETCTBHH

H OCYUICCTBIACT €C pPerucTpalHrio be3 [pelcTaBjIicCHHA JOKYMEHTOB
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W CBEJIEHHH, MpPeAyCMOTPEHHBIX TMOANYHKTAaMH «0O» — «r» nyHKTa 35
Hactosulero llopsiika, B cieayomumx ciyqasx:

BbISIBJIEHHE B JIEKJapallMd O COOTBETCTBHH M TNPHIIOKEHHAX K Hel
oinbok (onevarok);

M3MEHEHHE OpraHu3alMOHHO-NPABOBOH (OPMBI, MecTa HaXOMKIEHHs
(azpeca 1OpUAMYECKOrO JIULA), aJIpeca MecTa OCYLIECTBIEHHS JIeSTe/IbHOCTH
(B cityuae, eciiu ajpeca pasjuyarorcs), HoMmepa Tenedona M (MiIH) ajgpeca
MEKTPOHHOM MOYTHI 3asiBUTES;

H3MEHEHHE OpraHu3alHOHHO-NIPAaBOBOH (OpMBI, MecTa HaxouKJAeHHUs
(azpeca FOPUAHYECKOTO JIMLA) H3TOTOBUTENS MPOIYKLIHH;

u3MmeHeHue koja (konos) TH BDJ1 EADC;

COKpallleHHE KOJIMYECTBA a/IpecoB MECT OCYLLECTBICHHUS JeATeIbHOCTH
M0 U3rOTOBJICHHUIO MPOAYKIIHH.

B cinyuae usmeHenus Homepa TesneoHa M (MIM) agpeca JIEKTPOHHOM
no4yrtsl 3asBdTensi, a Ttakxe kKojaa (komor) TH BDJ EADC 3amena
JACKIapalMi O COOTBETCTBHHM M (MJIM) TPHIOXKEHHH K Hell He Tpebyercs
M OCYILECTBISETCH 110 YCMOTPEHHUIO 3a8BUTE/IS.

16. 3asiBienne, ykKasaHHOe B MOJANMYHKTE «a» NYHKTa 5 HAcTOSAIIEro
ITopsiaka, W KOMMsA 3aperucTpUpPOBAHHOI JeKiapalMH O COOTBETCTBHH
c MPUITIOAKEHHEM JIOKYMEHTOR " CBEJICHHI, yKa3zaHHbIX
B noanyHkrax «b» — «r» nyukra 5 Hacrosimero [lopsiika, XpaHsTcs
B COOTBETCTBHH C 3aKOHOJATENLCTBOM IOCYAAapCTB-WIEHOB Ha OyMaKHBIX
W (MJIM) 9JIEKTPOHHBIX HOCHTENAX B YIMOJHOMOHYEHHOM OpraHe (oprase mno
CepTH(IMKALLMK) B TEUYEHHE HE MeHee 5 JIeT Mocie OKOHYAaHWs CpoKa
JeHCTBHUS JIEKJIapallii O COOTBETCTBMHM, & €CJ/IM CPOK JEHCTBUSA AeKilapalluu
O COOTBETCTBHH HE OrpaHHueH, — He MeHee 10 jieT ¢ 1aThl ee perucTpalyi.

TpeboBanus K XpaHeHHWIO Y 3asiBUTENIS [EKIapallMd O COOTBETCTBHH

Ha 6}'MH}KHDM H {HIIH) JEKTPOHHOM  HOCHTEJNAX C  [IPHJIOMKEHHEM
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JIOKYMEHTOB, MpeaycMOTPEHHBIX TeXHUYECKUM perjlaMeHToOM
(TeXHHYECKUMH perjlaMeHTamMHu ), yCTaHaBJIMBAKOTCS TeXHHYECKUM
PerjaMeHTOM (TEXHUUYECKHMH perjiaMeHTamu).

B ciaydae ecaM  TeXHHYECKMM  perjiaMeHTOM  (TeXHHYEeCKHMH
perjiaMeHTaMHi) He YCTaHOBJEH CPOK XPaHEHHMs Yy 3asBUTENs JeKiapauuu
0 COOTBETCTBHH C NPHIIOKEHHEM JIOKYMEHTOB, CPOK XpaHEHHs COCTaB/isieT
10 net ¢ gaTel ee perucTpaimm.

B cnyyae ecnm Ha nOpoayKuuio pacnpocTpaHsieTcs  JieiicTBHe
HECKOJIBKMX TEXHHYECKHX PerjlaMeHTOB, KOTOpbIE YCTAHABJIMBAIOT pa3zHbIe
CPOKH XpaHeHHs Y 3asBUTElIsl JIeK/Iapalui O COOTBETCTBHH C NPUIIOKEHHEM
JOKYMEHTOB, TIPHMEHSETCH HaubOJNBLIIMH M3 YCTAHOBJCHHBIX CPOKOB
XPaHCHHA.

17. Konust  3aperucTpMpoBaHHOM  JeKIapallMd O COOTBETCTBHH,
JOKYMEHTBl M CBEIEHHs, yKasaHHble B INyHKTe 5 Hactoswero [lopsika,
MPEACTABJAOTCA  OpraHaM  rocyjapcrba-ujieHa, OTBETCTBEHHBIM  3a
OCYILECTB/IEHHE TOCYIapCTBEHHOrO0 KOHTpOJsl (Haja30pa) 3a coOmoaeHueM
TpeOOBaHMI TEXHUYECKOTO perjameHTa (Jajnee — OpraHbl rocyaapcTBEHHOIO
KOHTpPOJISI (Haj30pa)), 1o UxX TpedoBaHuIo.

18. OcHoBaHueM Juis  NPUOCTAHOBJICHMS  ACHCTBMA  AeKnapaiuu
0 COOTBETCTBHH, 3aperMCTPUpPOBAHHON B HAUMOHAILHOW YacTH €JIMHOr0
peecTpa, ABJISETCA Bblaya 3adBUTENI0 OPraHOM rocy/1apcTBEHHOI0 KOHTPOJIA
(Hamzopa) COOTBETCTBYIOIIETO rocyjapcrea-usjeHa MpeaInucanus
O MPHOCTAHOBIEHHH JCHCTBUS JIeKJIapallii O COOTBETCTBHH.

Belgaya  ykasaHHOro npejirnMcaHusi, a TakkKe [PHOCTAHOBJIEHHE
(BO300HOBIIEHHE) JICHCTBHA JIEKIApallMl O COOTBETCTBHM OCYIIECTBIISIOTCS
B ClIyuasiX W MOps/iKe, NpejlyCcMOTPEHHBIX 3aKOHOIATEIbCTBOM IOCY1apeTBa-

HIIEHA.
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19. OcHoBanussMH g mpekpallleHusi  JeHCTBUS  JleKjapainu
0 COOTBETCTBHH SABJISAIOTCH:

MPHHATHE  3asBUTEIEM  PEeLIeHMs O MpeKpalleHHH  IeHCTBHS
JACKJIapauum 0 COOTBETCTBHH,

BbI/laua 3asgBUTE/I0 OPraHoOM TroCYIapCTBEHHOI0 KOHTpPOJIst (Haazopa)
npeanyucaHns (MPHHATHE YKa3aHHBIM OPraHOM pelleHHs) O MpeKpaleHHH
NeHCTBHSA JIeKapaium 0 COOTBETCTBHH, 3aperucTpUpOBaHHOMN
B HAllMOHAJILHOH 4YacTH €IMHOr0 peecTpa COOTBETCTBYIOLLErO rocyjapcria-
yJieHa;

MPHHATHE OPraHOM TOCYAAapCTBEHHOIO KOHTPOJA (Haz3opa) pelleHus
0 MpHU3HAHMM  JIEKJapallii O  COOTBETCTBHMM, 3aperMcTpUpPOBAHHOMN
B HallMOHAJBHOW  YacTH  COOTBETCTBYIOLLEI0  OCy/1apcTBa-ujieHa,
HEJICHCTBHUTEJILHOM.

IIpuHATHe yKasaHHBIX pelleHHH (Bblaua YKasaHHOIO MpearnucaHus),
a TaKXke [pekpamleHue  JeiicTBUs  JleKnapaluMM O COOTBETCTBHH
OCYLLIECTBJISIOTCS B COOTBETCTBUH € 3aKOHO/1ATE/ILCTBOM IOCY,/1apCTBa-4ujieHa.

20. B cayuyae npuHsATHS 3asBUTENEM pPelIeHHs O MpeKpallieHHH
JeHCTBUSL  JIeKapauMu O COOTBETCTBHM  3asBUTENbL  TpeCTABJISET
B YINOJHOMOYEHHBIH opradH (opraH no cepTH(HUKALMK) YBeJIOMIIEHHE
O TIpeKpalleH’n JeHCTBUs JIeKjIapalMd O COOTBETCTBHH [10 PELICHHIO
3asgBUTEIIA.

YKazaHHoe yBeJoMJIeHHE JI0/KHO OBITh 3aBEpPeHO NMevyaThio (ec/in MHoe
HE YCTAHOBJICHO 3aKOHOJATEJIbCTBOM TIOCY/IapCTBa-4jeHa) M MOIAMMCHIO
3a8BUTE/I W COJEp)KaTh CBEJCHHUHS O PEerucTpallMOHHOM HOMepe, jaare
perucTpaluy JIeKJapaluuu O COOTBETCTBHM M TPUUYMHE [MpeKpalleHus
JIEHCTBUS eK/1apaliy O COOTBETCTBHM.

B ciyuyae HanpapieHuss yBEJOMJIEHHSI B 3JIEKTPOHHOM  BHJE

C HCTTOJIEZ0BAHHEM PIH[iJDpMEHIHOHHD-TEJ’IEI{DMM}"HHKEH’.HOH[IOﬁ CETH
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«MHTepHeT» OHO MOAMHMCBIBAETCS ¢ MPUMEHEHHEM 3IEKTPOHHOH LH(pPOBOi
MOJITHCH.

21. ¥YnonHoMoueHHBIH opran (opras 1o ceprudukalii) Ha OCHOBaHHH
MOJIYYEHHOr0  YBEJOMIJIEHHMsSI O TIpeKpallleHHH JeHCTBHA JeKjiapauuu
O COOTBETCTBMHM IO PELICHUIO 3aiBUTEN B CPOK, HE INPEeBbILAIOLIHIA
3 pabouux [Hell coO JHS TNpeACTaBIeHHUS YKA3aHHOIO YBEJOMJICHUSA,
OCYLIECTBJIICT BHECCHHE B €JMHBIH peecTp cBeJleHUil 0 Jare MpeKpaiieHus
JICHCTBUS IeK/1apaliiy O COOTBETCTBHH.

22. UndopmManus o BblAaue 3asBUTENIO OPraHOM TrOCYAapCTBEHHOIO
KOHTpOJS (Haa30pa) NpeanucaHus O [pPUOCTAHOBICHUH, MpeKpalleHnH
JICHCTBHS  JIEKJIapallii O COOTBETCTBMM,  TPUHATHH  pelleHHs
O rnpexkpaiieHiu (BO300HOBIEHHH) JIEHCTBUS JEKIapalud O COOTBETCTBHH,
JIHCTBHE KOTOPOH OBLIO NMPHOCTAHOBJIEHO MO MPEANUCcaHHIO ITOr0 OpraHa,
aMbo  pellieHMss O TMpPU3HAHMM  JIeKlapauud O COOTBETCTBHH
HeJIEHCTBUTEILHOM HanpasigeTcs B OpraH COOTBETCTBYIOUIErO rocy/1apcTBa-
ujieHa, OTBETCTBEHHBbIH 3a (QOpPMHUpPOBAHHE U BeJCHME HALMOHAIBHON 4YacTH
e[IUHOr0 peecTpa, €CliH ITO MPelyCMOTPEHO 3aKOHOJATEIbCTBOM TaKOro
rocy/1apcraa.

23. Opran rocyjapcTBa-ujeHa, OTBETCTBEHHbIH 3a ¢opmupoBaHue
M BeJCHHE HALlMOHAJIBHOHM 4YacTH eIMHOro peectpa, B TeueHue 3 paboumx
JIHEH CO JiHA MoayUYeHus nHpopMalnm, yKa3aHHoH B nyHkTe 22 HACTOSIIErO
ITopsaaka, ocyulecTiseT BHeceHMe B e/IMHBIH peecTp CBeJeHHH O jare
M pErHcTPallMOHHOM HOMEpe npeanucanus (peteHus).

24. JleiicTBue JleK1apatm 0 COOTBETCTBHH CYHTAETCSI

[NPHOCTAHOBJIEHHEIM, BO300HOBIEHHBIM HIEHHLIM € [AaThl

TR
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