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IMPUKA3

O BHeceHHH H3MEHeHHI B AJMHEHACTPATHBHLIHA perjiaMeHT HCIOJIHEHHHA
MHAHHCTEPCTBOM NPOMBIIIIEHHOCTH H TOProB/Id Poccniickoii @eaepanun
rocyAapcTBeHHOMH GPyHKIHH N0 OCYIECTBICHHIO JIALEH3HOHHOr0 KOHTPOIs
AeSITEILHOCTH 10 MPOU3BOACTBY JIEKAPCTBEHHBIX CPEACTB /ISt MEAHHHHCKOrO
npEMeHeHHsl, yTBePKACHHbIN MpuKka3oM MUHHCTEpCTEA IPOMBLIILICHHOCTH X
toprosan Poccniickoit ®exepanuu or 04 oKTAOPS 2013 r. Ne 1607

VTBepauTh MpHiIaracMble M3MEHEHUS, KOTOPBIC BHOCATCA B AJIMYHUCTPaTHBHEIH
perjiaMeHT MCHOJHEHHs MMUHUCTEPCTBOM MPOMBIIUICHHOCTH M TOProOBIH Poccuiicko#
defiepallill TOCYAPCTBEHHON (QYHKIMH 10 OCYHIECTBICHHIO JIMINECH3HOHHOTO KOHTPOIA
IeATeNBHOCTH MO IIPOM3BOACTBY JIEKAPCTBEHHBIX CPEACTB JULL  MCJHIHUHCKOTO
TIPAMEHEHHs, YTBEP)KACHHbI PuKasoM MUHHCTEPCTBA POMBIIUICHHOCTH W TOPTOBIH
Poccuiickoit Denepamyu ot 04 oxtsabps 2013 r. Ne 1607 (3aperucTpupoBaH B MuHrocTe
Poccnu 03 Mapra 2014 r., perHCTpalHOHHBIIH Ne 31483), ¢ usMeHEHUAMH, BHECCHHBIMU
nprKa3oM MUHHCTEPCTBA IPOMBINIICHHOCTH ¥ TOPTOBIH Poccuiickolt Penepanuy
or 20 sHBaps 2016 r. Ne 66 (3apeructpuposan B Muniocte Poccun 26 despans 2016 .,
perucTpanroHHsI Ne 41217).

Mun#uCTp .B. ManrTypoB




VTBEPX/IEHBI

npuKa3zoM Munnpomropra Poccun
OT 7 ptnestee 2016 T. Ne %54 2

U3MEHEHWS,

KOTOpble BHOCATCH B AIIMUHHCTPATHBHBIN pPerjiaMeHT HCNOJHEeHHS
MuuuCTEepCTBOM NPOMBILIIEHHOCTH H TOProiin Poccuiickoii ®egepannn
rocyapcTBeHHOH GyHKUHH 110 OCYNIECTBJIEHHIO JIHIIEH3HOHHOTO KOHTPOJIS
AeATEJHLHOCTH M0 NPOU3BOACTBY JIEKAPCTBEHHBIX CPEACTB AJS MeJHIHHCKOTO
NpHMEHeHHs1, YTBEPKAEHHbIH NPUKa3oM MHHHCTEPCTBA NPOMBIILIEHHOCTH H
Toproeiau Poccuiickoii ®eaepanuu ot 04 oxraépsa 2013 r. Ne 1607

1. B mynkre 3:
a) mocne a63ana IBEHANATOrO JOIONHHTE ab3allaMy CIeIyIOMero CoNep KaHus:

«noctaHoBnienre [lpasurenscra Poccuiickoit ®@enepannu or 18 ampens 2016 .

Ne 323 «O nHanpaBneHu# 3anpoca U Moiy4eHHH Ha 6e3B03Me3[HOi OCHOBE, B TOM UHCIIE B
JIEKTPOHHOM (opMe, NOKyMEHTOB M (M) HH(OPMAIMM OpraHaMH IOCYAAPCTBEHHOTO
KOHTPOJIA (Ha[30pa), OpraHaMH MYHHUMIIAIBHOTO KOHTPONS IIpM OpraHM3ald H
NPOBEACHUM MPOBEPOK OT HMHBEIX TOCYJapCTBEHHBIX OpraHOB, OPraHOB MECTHOIO
CaMOYIIpaBIeHHs JHOO IIOJBEJOMCTBEHHBIX T'OCYJAapCTBEHHEIM OpraHaM HJIH OpraHaM
MECTHOTO CaMOYTIpPaBIIEHHs] OPraHM3alui, B PACIOpPSHKEHHMHM KOTOPHIX HAXOHATCS STH
JAOKYMEHTHl W (MIM) MHpOpMAIHA, B paMKaX MeXBEJOMCTBEHHOIO HMH(pOPMaIHOHHOTO
B3aumopeiicteusa» (Cobpanue 3akoHomatensctBa Poccuiickoii ®enepanumu, 2016, Ne 17,

CcT. 2418);

nocraHosnenue IlpasutenscrBa Poccuiickoit ®@enepauun ot 28 ampens 2015 .

Ne 415 «O IlpaBunax hopMHpPOBaHHS H BeIEHHS AHHOTO peecTpa MpoBepok» (CobpaHue

3akoHoaTenbCcTBa Poccniickoit ®enepanun, 2015, Ne 19, c1. 2825);»;

6) ab3a11 YeTRIPHAAIATHIN HPU3HATD YTPATUBILHM CHITY.



2. B myuxre 7:

a) NOTONHHUTH IONIYHKTaMH 13 - 16 clenyromero CoAepxKaHus:

«13) 3HaKOMMTEL PYKOBOLWTEN JIMIeH3HaTa (MHOE ynonHOMoquHoé UM JIWIO)
¢ moxkyMenTamu ¥ (win) uEbOpManyel, HOXYYeHHBIMA B paMKax MEXBEIOMCTBCHHOTO
HHE(GOPMAIIHOHHOIO B3aHMO/ICHCTBHS,

14)  oCymecTBIIITh 3aIHCh O IPOBEICHHOR IPOBEPKE B XyPHANE yHeTa IIPOBEPOK B
Cilydae ero HaJldHA y JHLCH3HATa;

15) wucrpeGoBaTh B paMKaxX  MeXBEJOMCTBEHHOIO uHGOPMAIHOHHOTO
B3aUMOJIEHCTBHA HOKYMEHTBI ¥ (WIH) HHQOPMAIHIO OT WHBIX TOCYIapPCTBEHHBIX OPTaHOE,
OpraHOB MECTHOTO CaMOyTpaBieHHus JuGo HOJBEJOMCTBEHHEIX TOCYIapPCTBCHHBIM
OpraHaM HJIA OpraHaM MECTHOT'O CaMOYIIPaBJIeHUs OpraHH3aIiii;

16) BHOCHTH CBeNEHH{ O IUIAHOBRIX W BHEIUIAHOBBIX IIPOBEPKaXx, 06 mx
pe3yNbTATaX M O IPUHATHIX MepaX IO NpeceueHHIo U (WiM) YCTPaHCHHIO MOCJIEICTBHH
BHISBIGHHBIX HapyIICHWH B eJMHBIA DPeecTp MPOBEPOK, ABILIIOLIMHCH dbenepanbHOH
TOCY[apCTBEHHOM  CHCTeMO#, B TMOpsANKe, YCTAHOBACHHOM  IIOCTAHOBICHHEM
IpasurenscTBa Poccmiickoif ®enepaurm ot 28 ampens 2015 r. Ne 415 «O IlpaBunax
(GopMHpOBaHusI ¥ BEACHHS €IMHOTO PeecTpa MPOBEPOK».».

3. Ilynkt 8 HOMOJHATH HOMIIYHKTOM 6 CIEIyIOIIero CORepKaHusL.

«6) TpeGoBaTH OT JHICH3MATa (MHOI0 YIOJIHOMOYEHHOIO UM JVa) IpeACTaBICHHA
HOKYMEHTOB ¥ (Wix) HHOOPMalMH, BKIIOYas Pa3peIlHTebHbIe JOKYMEHTRI, AMCIONNCCA B
PACIIOPSDKEHHMH HHBIX T'OCYAapCTBEHHBIX OPraHoB, OPraHOB MECTHOIO CaMOYNPABICHIL
au60 TOABEHOMCTBEHHBIX FOCYHApCTBEHHBIM OpraHaM HiIM OpraHaM MeCTHOro
CaMOYTIPaBIICHHs OPTaHU3aLHi.».

4, Tymxr 11 KOMONHAT NOAMYHKTaMK 6 - 8 CISHYIOMEro CoAepKanus:

«6) IPEIOCTABATS JOKyMEHTHl H (WiH) HMH(OpMAIMIO, KOTOpBIE HAXONATCH B
PaCHOpPSDKCHHY HHBIX TOCYHapCTBEHHBIX OPraHOB, OPraHOB MECTHOTO CaMOYHpaBJICHAL
160 TIOJBEMOMCTBEHHBIX TOCYJAapCTBEHHEIM OpraHaM HIM oOpraHaM MECTHOIO
caMOYIIPaBIEHHsA OpTraHM3alWi, o COOCTBEHHON HHUAINATHBE,

B ciydae eciu FOKYMEHTH! M (WiH) HH(OpMamys, IPEACTaB/ICHHA JIALIEH3HATOM
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(MHLIM VUIONHOMOUGHHEIM WM JIHIOM), He COOTBETCTBYIOT JOKyMeHTaM u (wim)
mHQOpManUy, TOJIYYCHHBIM B pPaMKax MeEXBOIOMCTBCHHOTO HHGOPMAIHOHHOTO
p3amMopeficTBus, Mugrnpomropr PoccuH BOpaBe HalpaBWTh JIMIEH3HATY (MHOMY
VIIONHOMOYEHHOMY UM Jimiy) wuH(opMmammo o6 5ToM, 3atpeboBaB HEe0OX0THMBIE

TIOSICHEHH B MMCEMEHHOH Gopme.;

7) TpPeAOCTAaBUTH JOIONHUTEIBHEIE TOKYMEHTBI, HOATBEPKIAIOIHE OCTOBEPHOCTE
paHee IIPenocTaBIeHHBIX JOKYMEHTOB;

8) 3HaKOMHTBCS ¢ JMOKyMeHTaMH M (WiM) ®HHpOpManuel, ONyICHHBIMA
MusnpoMToproM PoccrH B paMkax — MEXBEHOMCTBEHHOTO — HH(OPMAIMOHHOTO
B3aUMOJEHCTBHM OT HMHBIX TIOCYy[JapCTBEHHBIX  OPraHoB, OpraHOB  MECTHOTO
CaMOYIpaBJeHHs 100 IT0JJBENOMCTBEHHBIX IOCYAapCTBEHHBIM OpraHaM HIH OpraHaM
MECTHOTO CaMOYTIPaBJICHYIsI OpPTaHU3allHi.y, |

5. A63an BTopoit myHKTa 14 M310XHTE B CIEHYIOMEH peaaKnun:

«Poccuiickas ®epepanmsa, 109074, r. Mocksa, Kuraiiroponckuii mpoesn, n.' 7,
cTp. Ly,

6.  Jlomomnauts myrkroM 20.1 cremyromero cogepaHus:

«20.1.B cmygae HeoOXOOUMOCTH HpH ﬁpOBenerm IDIAHOBOHM TpOBEPKH B
OTHOILIEHHH OJHOI'0 CyObeKTa Manoro NpeAlpHHHMATEIbCTBRa, IIOMYICHHA JOKYMCHTOB H
(i) MEGOPMAIIHH B PaMKaX MeXBEIOMCTBEHHOr0 HHGOPMANMOHHOIO B3aHMOACHCTBAA
IPOBEMICHHE TIPOBEPKH MOXKET OBITH IPHOCTaHOBIEHO MHUHHCTPOM NPOMBIIIICHHOCTH H

topropimt Poccuiickolt ®enepanuwu (3amectrTeneM MHUHHMCTpPa NPOMENUIEHHOCTH H

Toprosii Poccuiickoli (eziepanuu) Ha CPoK, HEOOXONMMBIH A OCYIICCTBICHUS
MEXBEIOMCTBEHHOTO HH(OPMAIMOHHOTO B3aHMOZEHCTEHSA, HO He Goiee 9eM Ha HECATE
pabownx aHel, ITOBTOPHOE IIPHOCTAHOBIICHIE IIPOBE/ICHHNS NPOBEPKH HE AOIYCKACTCIL).
7.  HomoiaHATh IMyHKTOM 36,1 ciiexyiomero CoaepXaHus:
«36.1. MunnpomTopr Poccru Ipu OpraHmsanuyl ¥ INPOBEACHHH NPOBEPOK BIIPABe
3aNpalliiBaTh B PAaMKaX MEXBEIOMCTBEHHOTO MHQOPMALHOHHOI0 B3aMMOIEHCTBHA
cleytoIHe JOKYMEHTH H HHPOPMaIHIo:

cBedeHMs W3 TOCYyJapCTBEHHOTO peecTpa JIEKapCTBCHHBIX  CPEACTB  JULA




MeUIUHCKOTO IIPUMEHEHU;

BBHITTUCKY M3 EIMHOTO rocy1apCTBEHHOIO PEECTPa HENBIDKHMOCTH;

CBeJICHMS U3 OyXTraiTepckoi (GUHAHCOBOH) OTYETHOCTH;

cBeAeHHs U3 EMHHOro rocyAapCTBEHHOIO PEECTpa IPHIHYECKIX JIHIT,

CBEJCHMS O CPEOHECIIHCOYHON YMCICHHOCTH PaOOTHHKOB 3a IPEALIeCTBYIOIIMM
KaJIeHAapHbIA TO/.».

8. AO03a1 BTOpoil myHKTa 42 U3T0XKHUTE B CIEAYIOIIEN PEAaKIHH:

«YKa3aHHBIE B 3alIpOoce JOKYMEHTHI IPEAOCTaB/IAIOTCS B BHJAE KOIUH, 3aBEPEHHEIX
meyaTelo JIHNeH3uaTa (IpH HAIWMYWK) W IOAIUCHIO pPYKOBOAMTENS (MM HMHOIO
YIIOJTHOMOYEHHOTO JIUIA).».

9. B mymkre 43 mocine ciOB «B OpMe 3IEKTPOHHBIX JOKYMEHTOB)» HOIOJIHHUTEH
CJIOBaMH «, IOATIMCAHHBIX YCHJICHHON KBaTH(QHUIIHEPOBAHHOH JIEKTPOHHON IIOIIKCEHION.

10. B myHKTEe 44 mociie CJIOB «CBEIEHUSM, COAECPXKAILIUMCSA B HMEIOIIUXCS VY
Munnpomropra Poccun mokyMeHTax H (WJIHM) TIOJyYeHHBIM)» JOMNOJHUTH CIOBaMH «B
paMKax MeXXBEIOMCTBEHHOTO B3aUMOJIEHCTBHUS, Y.

11. B myukTe 45 cioBa «IOANKMCHIBAETCS NODKHOCTHBIM JjuIioM MusmnpoMTopra
Poccum, BXOIAIIUM B COCTaB KOMHCCHUH IO IpoBepke (TIpefcenareneM KOMHCCHH IIO
IIPOBEPKE),»  3aMEHUTh  CJIOBAaMH  «IOZJIMCHIBAETCS  JOJDKHOCTHBIMH  JIHI[AMH
Munnpomropra Poccun, BXOASIIMME B COCTaB KOMUCCHUH 110 IIPOBEPKE,».

12. JomonanTh myHKTaMH 56.1 1 56.2 cleAyIomero ConepKatus:

«56.1. Tlpy HaNA4YMK COTJIACHS JIMIEH3HAaTa (MK YIOJHOMOYEHHOTO MM JHIla) Ha
OCYIIECTBJICHHE B3aUMOJIEHCTBHA B 3JIEKTPOHHON (popMe B paMKaxX ToCyAapCTBEHHOIO
KOHTPOJISL aKT IPOBEPKH MOXeET OBITH HalpaBleH B (OpME JIEKTPOHHOIO JOKYMEHTA,
IOANUCAHHOIO  YCWJICHHOU KBanncl)nquOBaHHoﬁ 3JEKTPOHHON TMOAIUCBIO JIMIIA,
COCTaBHUBIIETO HAHHBIA aKT, PYKOBOAWTENIO JuieH3uara (WIM YHIOJIHOMOYEHHOMY HM
nuuy). [Ipu 3TOM axT, HampaBieHHBIH B (GOpMe 3JIEKTPOHHOr0 JOKYMEHTA, TOATMCAHHOIO

YCHJIEHHOH KBaIMGUIHPOBAHHON 3JIEKTPOHHOM NOIINCHIO JHMIA, COCTABUBILIErO JAaHHEIA




aKT, TpoBepAeMOMY JIIHIy crocoboM, o6ecrednBaIONINM MOATBEPXKICHHE MOIYUCHHS

YKa3aHHOTO HOKYMEHTA, CIMTAETCS NOMYYEHHBIM IIPOBEPAEMBIM JIALIOM.

56.2. B ciiydae eciM i COCTABJICHHA aKTa IPOBEPKH HEOOXOA¥MO IONYYHATEH
3aKOYEHUS [0 pe3ylbTaTaM IPOBeJIEHHHX HCCIENOBAHHUM, HCHEITaHUH, CIEIHANBHBIX
paccieOBaHHM, SKCIIEPTH3, aKT IPOBEPKH COCTABIIIETCA B CPOK, HE IIPEBHIIAIOMUA TPeX
pabounx pHeli IIOCiIe 3aBepHIeHHsS MEpPONPHMATHH IO KOHTPOJIO, H Bpydaercs
PYKOBOAHTEIO JHICH3HATa (WA YIONHOMOYEHHOMY MM JIMILy) IOJ| pacimcKy jubo
HANpPABJIETCS 32KA3HEIM IIOYTOBBIM OTIPABICHAEM C YBE/IOMICHAEM O BPYYCHHH H (WIH)
B (opMe BIEKTPOHHOTO MOKYMEHTa, NOJIHCAHHOTO YCHJIECHHOW KBalMOHIMPOBAHHOH
3JIEKTPOHHOH NHOAMMUCHIO JIUIA, COCTABHBINETO JAHHHIM aKT (TpH YCIIOBHM COITIACHS
IPOBEPAEMOTO JIMIIa Ha OCYIISCTBICHNE B3aNMOCHCTBHIA B DIIEKTPOHHOH (PopMe B paMKax
roCyA8PCTBEHHOrO KOHTPOJI, CIIocO60M, 06ecnedrnBaloluM OATBEPKISHHE IOy ICHHA
YKa3aHHOTO JOKyMeHTa. Ilpm 3ToM yBegoMilcHWE O BpydYeHHM H (WIHM) HHOE
HOATBEPXKACHHE TIOMy9ICHH yKa3aHHOTO JOKyMEHTa npnoﬁma}bl*ca K SK3eMIUIAPY aKTa
IIPOBEPKH, XpaHsmeMycs B feie Murnpomropra Poccun.».

13. B mysxte 61 coBo «00s13aH) 3aMEHHUTH CIIOBOM «BIIPABEN.

14. TTyskT 65 nonmoyiHUTH ab3aleM CISAYIOIEro COACPKaHMA:

«YKa3aHHEIE JOKYMEHTHl MOTYT OBITh HampaBieHEl B (opMe 3JIEKTPOHHEIX
HOKYMEHTOB (maKeTa OSJEKTPOHHHIX JOKYMEHTOB), IIO[IHMCAHHBEIX  YCHICHHOH

KBaTH(HIIHPOBAHHOMH DJIIEKTPOHHO IOAINCHIO TPOBEPAEMOTO JHIA.).



