IMPABUTEJIBCTBO POCCHHUCKOHN ®EJIEPAITAN
IIOCTAHOBJIEHWE

ot 3 nexabps 2015 . Ne 1314

MOCKBA

O6 onpenesieHNH COOTBETCTBHS NPOH3BOAMTEIEH JIEeKAPCTBEHHBIX CPeICTB
TpeOOBAHHAM NPABHJI Ha/le)Kalled NPOH3BOACTBEHHOH NPaKTHKH

B cootBerctBum co cratbed 45 DepepanbHoro 3akoHa "6 oOpalieHUH
nekapctBeHHBIX  cpeactB"  IlpaButensctBo  Poccuiickoit  ®denepauuu
NOCTAHOBJSNET:

l. YtBepaute mnpunaraemeie IlpaBuwia opraHusalid U HPOBEICHHUS
MHCIIEKTUPOBAaHUs [TPOU3BOJUTENIEN JIEKAPCTBEHHBIX CPEJICTB Ha COOTBETCTBHUE
TpeOOBaHUSAM NpaBUJ HaAJIekKalled NPOW3BOJACTBEHHONH IPAKTHKH, a TaKKe
BBIZIaUM 3aKJIFOYEHUH O COOTBETCTBUHU MPOU3BOAUTEINS JEKAPCTBEHHBIX CPEACTB
yKa3aHHBIM TpeOOBaHUSIM.

2. IonoNHUTh MepedeHb YCIYT, KOTOpble SBISIOTCS HEOOXOAUMBIMH
U O0s3aTeNbHBIMH U1 MpeloCTaBleHUs  (efepalbHBIMH  OpraHaMu
UCIIOJIHUTENIBHON BNACTH TOCYJApCTBEHHBIX YCIYr M IPEIOCTaBISIFOTCS
OpraHM3alMsIMH, YYaCTBYIOIIMMH B MPEJOCTABICHUN TOCYJAapCTBEHHBIX YCIYT,
yTBEpXKAEeHHBIH IocTaHoBieHueM [lpaBurensctBa Poccuiickolh ®enepanuu
or 6Mas 2011r. Ne352 "OO yTBepXIeHMM TMEpedyHS YCIyr, KOTOpbIe
SBISIFOTCS ~ HEOOXOAMMBIMM U OOS3aTeNIBHBIMH IS TPeNOCTaBJICHUS
denepatbHBIMU OpraHaMH HUCIIOJHUTENBHOW BJIACTH I'OCYJAPCTBEHHBIX YCIYT H
NpEeNOCTaBIAIOTC OpraHU3alysMM, YYacTBYIOUIMMH B  IPEIOCTaBJICHUU
roCcyapCTBEHHBIX YCIyI, W OIpeleeHuH pa3Mepa IUlaThl 3a HUX OKazaHue"
(Cobpanue 3axkoHonatenbctBa Poccuiickoit ®eneparum, 2011, Ne 20, ct. 2829;
2012, Ne 14, ct. 1655; Ne 36, cT. 4922; 2013, No 49, c1. 6421; Ne 52, ct. 7207,
2014, Ne 21, ct. 2712), nyHKTOM 36 CJeAyIOLIEro ColepiKaHus:
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"36. IlucnekTupoBaHue  MPOU3BOAMTENEH  JIEKAPCTBEHHBIX  CPEJICTB,
IIPOU3BOACTBO  KOTOPBIX OCYIIECTBIseTCS 3a mpeAenamMu PocCHHCKOH
Qenepauuy, Ha  COOTBETCTBHE TpeOOBAaHMSIM  TPaBWI  HalJleXXallei
[IPOU3BOACTBEHHON NPAKTHKU B LIENSX BbIJA4YM 3aKIIOYEHHUH O COOTBETCTBUHU
IIPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB TpeOOBaHUAM IMpaBWI HaJJIe)KAIEH
NIPOM3BOJCTBEHHOM NMpakTuku™.".

3. YcraHoBUTb, 4YTO pasMep IUIaThl 33  BBIAAYY  3aKITIOYEHHS
O COOTBETCTBUHU IPOU3BOAUTEIIS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSM MPaBUI
HaJUIeXallel MPOU3BOACTBEHHOM NpakTUKK cocTaBisteT 7500 py6ueid.

4. Peanuzanus MIOJIHOMOYUH, NpeayCMOTPEHHBIX HaCTOSIUM
[IOCTAHOBJICHUEM, OCYILECTBISETCS COOTBETCTBYIOIIMMH  (eaepaabHbIMU
OpraHaMM  HCIOJHUTENBHOM  BIacTM B  Mpefenax  yCTaHOBJICHHOMH
IIpaButenscTBoM Poccuiickoil Menepanuu npeneabHONR YUCIEHHOCTH U GoOHIA
omjaTel TpyAa UX pabOTHUKOB, a Takxke OIOKETHBIX AaCCUTHOBaHHM,
NpeJyCMOTPEHHBIX B (eepaibHOM OIO/KeTe Ha PYKOBOJCTBO W YIIPaBJIEHHE
B YCT@HOBJIEHHBIX Cepax AeITeTbHOCTH.

IIpencenarens ITpaBuTeny

Poccuiickoi ®degepa J.Mengenes
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YTBEPXEHDI

noctaHoBieHueM IIpaBuTenscTBa
Poccuiickoit @enepanuu
oT 3 nexadbps 2015 . Ne 1314

IIPABUJIA

OpratHu3anii H NpoBeJcHUsl HHCIICEKTHPOBAHHSA
nponssonnTeﬂeﬁ JICKAPCTBCHHBIX CPEACTB HA COOTBETCTBHE
TpeﬁOBaHl/lﬂM npaBHlJi Han.ﬂemameﬁ HpOH3BOZlCTBeHHOﬁ IIPpAKTHKH,
a TaK’Ke BbIAa4H 3aKJII0OYE€HHH O COOTBETCTBHH NPOHM3BOAHNTCIIA
JIEKAPCTBE€HHBIX CPECACTB YKa3aHHbIM Tp@ﬁOBaHl/lﬂM

I. O6uue nonoxeuus

1. Hacrosmue IlpaBuna ycraHaBnMBalOT TNOPSJIOK  OpraHHU3aldH
U TIPOBEJECHHUS WHCIEKTUPOBAaHUS IIPOU3BOJWTENECH JIEKapCTBEHHBIX CPEICTB
Ha COOTBETCTBHE TpeOOBaHUSAM TMpaBUI HaaJjexalleld NpOU3BOACTBEHHOM
MpakTUKH, a TaKXe BBIJAYM 3aKJIFOUYEHUH O COOTBETCTBHUU IPOU3BOJUTENS
JIeKapCTBEHHBIX CpelcTB TpeGoBaHUAM MpaBUII HaJiexaileit
NPOU3BOACTBEHHOM MPAKTUKH (J1ajiee - 3aKIIIOUCHHE).

2. Ucnons3yemble B HacTosiuux llpaBuiax TIOHSATHS  O3HAYaroT
cienyoliee:

"HHCHEeKTUpOBaHUE" - JesSTeNbHOCTh MHWHHCTEPCTBA MPOMBILLIEHHOCTH
1 toproBinu Poccuiickoili ®@enepanuu (B OTHOIIEHMH JIEKAPCTBEHHBIX CPEACTB
JUIsT MEJULUHCKOTO npuMeHeHus1) U PenepanbHoil ciryx0bl 110 BETEpUHAPHOMY
U (uTOCAaHUTApHOMY HaI30py (B OTHOUICHHMH JICKAPCTBEHHBIX CPEACTB IS
BETEPUHAPHOIO0 IpPUMEHEHHUs) (HJajnee - YIOJHOMOYEHHBIE OpraHbl) WA
benepanbHOTO rocyaapCTBEHHOIO O101)KETHOTO YUpEeXIEHUSI,
[IOABEOMCTBEHHOIO YIIOJHOMOYEHHOMY OpraHy (Aajnee - YIIOJIJHOMOYEHHOE
yUPEXJEHKE), HAlIpaBJI€HHAs! Ha MOJITBEPKACHNE COOTBETCTBUS IIPOM3BOIUTE]IS
JIEKApCTBEHHBIX CpElCTB TpeOOBaHUIM MpaBUil HaJJIexalen
IPOU3BOACTBEHHOM NPAKTUKH;

"nHCnexkrop" - COTPYAHHK YIIOJTHOMOYEHHOTO oprasa
WIH YIIOJTHOMOYEHHOTO YUPEKICHUS, OCYLIECTBISAIOLIN I
MHCIIEKTUPOBaHUE, MUMEIOILHIA CTax paboThl HE MeHee
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4eM 5 sieT B 001acTU IPOU3BOACTBA U (UITH) KOHTPOJIS KauecTBa JIEKapCTBEHHBIX
CPEICTB, BbICIIee O00Opa3oBaHME IO OJHOW M3 TaKUX CIEHUHATBHOCTEH
(HarpaBlIleHUH MOATOTOBKU), Kak Ouonorus, OUOTEXHOJOrHs, BETEpUHAPHS,
KJIMHUYECKas MEIWLMHA, paJAuallMOHHAas, XuUMU4YecKas M OHooruyeckas
3amuTa, ¢apManus, GyHIaMEHTalbHAsS MEIUIMHA, XUMHYeCcKas TeXHOJIOTHS
U XAMUS;

"OCHOBHOE [OCb€ IIPOM3BOJACTBEHHONW TMOWIAAKU" -  JIOKYMEHT,
COCTaBJIIEMBIM TIPOM3BOOUTENIEM JIEKAPCTBEHHBIX CPEICTB W COAEpKaIIui
uHpopMaLuio 00 oOpraHM3alMd TPOU3BOACTBA M  KOHTPONS KadecTBa
JIEKAPCTBEHHBIX CPEICTB Ha IIPOU3BOJCTBEHHOM JIOIIA/IKE.

uele nMOHATHS, UCHONB3yeMblE B HacTosuX [IpaBuiax, mpUMEHSIOTCS
B 3HAUEHUsX, OMpEIENIEHHBIX 3aKOHOAaTenbcTBOM Poccuiickoit ®enepanun
00 obpanieHnn JeKapCTBEHHBIX CPEICTB.

3.Ilo pe3ynpraraM NpOBENEHUS HWHCIEKTHPOBAHHS YHOJIHOMOYEHHBIM
OpraH BBIJAET 3aKJIIOYEHHS 110 yTBEPXKIEHHOU UM (hopMme.

4.B 1nenAx BblAAYM 3aKIIOYEHHUS NPOU3BOJAUTENH JIEKApPCTBEHHBIX
CPEIICTB, IPOU3BOACTBO KOTOPBIX OCYIEcTBIsieTcss B Poccuiickoit Denepaunn
(nanee - TPOM3BOJAMTENDB), WJIM IPOU3BOMUTEND JIEKAPCTBEHHBIX CPEICTB,
IPOU3BOJACTBO KOTOPBIX OCYILIECTBISETCS 3a TmpelenaMu Poccuiickoit
Denepauuu (fanee - HHOCTPAHHBIN NPOUZBOIUTEN), WITH HX YIOJIHOMOYEHHBIMH
[PEJCTaBUTENb MPEACTaBIsieT B YINOJHOMOYEHHBIH OpraH Ha OyMaXHOM
HOCUTENE  HENOCPEICTBEHHO WM  HampaBiseT 3aKa3HbIM  IOYTOBBIM
OTIpPABJIEHUEM C YBEIOMIIEHMEM O BpPYUYEHHM H OIUCBHIO BJIOXKEHUS JHGO
B (hopMe 2JIEKTPOHHOTO IOKYMEHTa, MOAMHUCAHHOrO SJIEKTPOHHOU IMOAIHUCHIO,
3adBJIEHME O BblJa4e 3aKiIo4eHus (fJajee - 3asBileHHe) 1O ¢opMe,
YTBEPKIEHHOH YIOJHOMOYEHHBIM OpraHoM, C YKa3aHHEeM pPEeKBH3HTOB
JOKYMEHTAa, MIOATBEPXKAAIOLIETO (aKT yIUIaThl IJIaTexa 3a Beljauy 3aKII0UEHuUs.

baHKoBCKME pEKBHU3WTBI Ul INEpEeYHCICHUS IUIaTeXxa 3a BbIIAYY
3aKJIFOYEHUs pa3sMeLIA0TCsA Ha O(GHIMANIbHOM caiiTe YIOJIHOMOYEHHOIo opraHa
B UH(OpMaIMOHHO-TeIEKOMMYHHKaIMOHHOW ceTtd "MHTepHer" (manee - ceTh
"UurepHer") u B QenepanbHOi rocyqapCTBEHHOM WH(POPMALMOHHON CHCTEME
"EMHBIA OpTal roCyJapCTBEHHBIX M MyHUILTUIANBHBIX YCIYT (GyHKIHi)" .

5. K 3asBneHuIo npunaratorcst cieayounue J0KyMeHTHI:

a) KOmusl IOKYMEHTa, MOATBEPKAAIOIIETO [IOJTHOMOYUS
YIIOJIHOMOYEHHOTO  IPEACTABUTENS] NPOU3BOAMUTENS WJIM  HHOCTPAHHOIO
IPOM3BOJUTEIIS;

0) KONuUs OCHOBHOT'O JOCHE MPOU3BOACTBEHHOM TIOIIAIKH;
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B) CBEJIEHHS O BBISBJIECHHBIX HECOOTBETCTBHUSAX KAueCTBA JIEKAPCTBEHHBIX
CPEINCTB YCTAaHOBJIIEHHBIM TpeOOBaHMSIM, B TOM 4HClIe 00 OT3BIBE
JIEKapCTBEHHBIX CPEJACTB U3 IPaXKJAHCKOro 000pOTa, 3a IepHOL HE MeHee 2 JieT
IO ITOAY X 3asiBIICHUS;

I') IepeyeHb JIEKapCTBEHHBIX CPEeICTB, IIPOU3BOAMMBIX
Ha [IPOM3BOACTBEHHOH IUIOLIAJKE IPOU3BOAUTENS MM HHOCTPAHHOIO
IIPOM3BOJUTENS, B OTHOLIEHUH KOTOPOr0 MPOBOAUTCS UHCIIEKTUPOBAHUE,

I) KOIMS JIMIEH3MH, BBIJAHHOM YIOMHOMOYEHHBIM OpPraHOM CTpaHbl
MHOCTPAHHOTO IIPOM3BOAUTENS (MIM JAOKYMEHTa, Ha OCHOBaHMH KOTOPOIO
MHOCTPAHHbIM IPOU3BOJUTEIL OCYIIECTBISET HESITENbHOCTh MO MPOU3BOACTBY
JIEKapCTBEHHBIX CPEICTB), U €€ MEepeBOJ] Ha PYCCKUIl A3bIK, 3aBepeHHBIE
B YCTAHOBJIEHHOM IIOpsKE (ECIHM HaM4YMe TaKOro AOKYMEHTa NpeyCMOTPEHO
3aKOHOAATENBCTBOM CTPAHBI HHOCTPAHHOTO NMPON3BOIUTENS );

€) IMCbMO O COMNIaCUHM HHOCTPAHHOTO MPOW3BOJMTEINS HA IPOBEJEHHUE
HHCIIEKTUPOBAHHS.

6. Ecnu mpoM3BOACTBO JIEKApCTBEHHOrO CpEACTBA OCYIIECTBIISETCS
Ha TPOM3BOJICTBEHHBIX IUIOIIAZKAX, PACIOJIOKEHHBIX IO Ppa3HBIM aJpecaM,
3asBJICHHA ¥ JOKYMEHTHI, yKa3aHHbIe B IMyHKTe 5 HacToswux [IpaBmn (manee -
JOKYMEHTBI), TpPEICTaBISIOTCS B OTHOIIEHMH KaXJOH IMPOM3BOACTBEHHOM
TUIOLIAIKH.

7. 3aknioueHHe BBIJAETCS B OTHOMICHHWH KaXIOW IPOU3BOACTBEHHOM
mwiom@ankd. Cpok IeHCTBHS 3aKIIOUEHHs COCTAaBIACT 3 rojja M HCYHCIAETCS
CO JIHA OKOHYaHUs NPOBEIEHUS] HHCIIEKTUPOBAHMUS.

8. B ciyuae HeoOXOAMMOCTH HamlpaBlICHHS 3aKIHOYeHHUs (YBEIOMIICHUS
00 OTKa3e B BblJia4ye 3aK/IIOYECHHUS) IOUYTOBBIM OTIIPABIEHHEM, IO GaKCy U (KiIu)
B (hopMe SIIEKTPOHHOTO JOKyMEHTa B 3asBJIICHHH J€JIAae€TCS COOTBETCTBYIOIIAS
3aIMCh.

9. YnonHoMO4YeHHBIH OpraH B CpoK, He MpeBblnatomui 10 pabounx aHei
CO OHSA MOCTYIUIEHHS B YIIOJIHOMOYEHHBIM OpraH 3asBIE€HUS M JOKYMEHTOB,
OCYIIECTBISAET IIPOBEPKY IIPaBUJIBHOCTH 3allONHEHHS]  3asiBJICHUS,
KOMIUIEKTHOCTH JOKYMEHTOB U JOCTOBEPHOCTH COJEPXKAIUXCSI B HHX
CBEJICHUH.

10. B cimydae HenmnogHOTHl W (WIM) HEJIOCTOBEPHOCTH  CBEIEHHH,
COMEPXKAIIMXCSA B 3adBJCHMU U (MIM) NOKYMEHTaX, YIOJHOMOYEHHBIH Opra
Bpy4YaeT  YNOJHOMOYEHHOMY  NPEJACTaBUTENIO  TNPOU3BOAUTENS WU
HHOCTPAaHHOI'O IPOU3BOIAUTENS YBEAOMIIEHHE O HEOOXOAWMOCTH YCTpaHEHHS
B Teyenue 20 pabouMx OHEH co OHS €ro moyyuyeHus yKa3aHHBIX HapyIleHHH
nuOO HAINPAaBIAET MPOU3BOMUTEIIO MM MHOCTPAHHOMY IMPOM3BOIMTENIO TAKOE
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YBEIOMJIEHHE 3aKa3HbBIM TIOYTOBBIM  OTIIPABIECHHUEM C  YBEJIOMJICHHUEM
O BpPYYEHUMH WIM B JJIEKTpOHHOH ¢opme. B ciydae HeycTpaHeHHsS Takux
HapylIeHUl B YKa3aHHBIA CpPOK YTIOJHOMOYEHHBIM OpraH BBIHOCHUT pEIICHHE
00 oTKa3e B BbIJIa4€e 3aKIIOUECHHUS.

11. Ecnu cBenmeHus, cojaepxaiecs B 3asgBJICHHH H JOKyMEHTaX,
COOTBETCTBYIOT YCTaHOBJIEHHBIM TpeOOBaHUSAM, a TakKe B ciiydae YCTpaHEHHUs
HapylleHUd B CpOK, YyKa3aHHeldW B nyHkTe 10 Hacrosmux [lpasudn,
YIIOJIHOMOYEHHBI  opraH NPUHUMAET  pelleHHe O  IPOBEJCHUHU
WHCIEKTUPOBAHUS.

12.B ciydyae TOpUHSTUS  YIOJIHOMOYEHHBIM OpPraHOM  peIleHHs
O [MPOBEJACHUH HHCIEKTUPOBAHHUS YIOJIHOMOYEHHBI OpraH oOpraHusyer
U NPOBOJUT UHCIEKTUPOBAaHUE MPOMU3BOJAUTENS B COOTBETCTBUU C ITyHKTOM 18
HacTossumx IlpaBun nubo s mpoBeAeHHS WHCIEKTUPOBAaHUS HHOCTPAHHOIO
MPOU3BOAMUTENSL HAIpaBisieT 3asBI€HHE U JIOKYMEHTBHl B YIOJIHOMOYEHHOE
yYpEXJEHHE B CPOK, He MNpeBblIIatouIMi 3 pabouux nHedt co AHS NPUHSATHS
pelIeHUs O IPOBEIEHUH UHCIEKTUPOBAHUSI.

13. VionHOMO4YeHHBIH OpraH moO pe3ylibTaTaM HUHCIEKTUPOBaHUS
IIPOM3BOJMUTENS. MM  YIOJHOMOYEHHOE YYpeXJeHHEe TI0 pe3ylbTaTaM
WHCIIEKTUPOBAaHUS HHOCTPAHHOTO MPOU3BOAUTEINSI COCTABISAET WHCIICKIIMOHHBIHI
oTyeT Mo ¢opMe, YTBEPXKIEHHOH YIOJHOMOYEHHBIM OpraHoM (naiee -
WHCIEKIMOHHBIN OTYeT).

14. YIOMHOMOYEHHBI OpraH B CpoK, He mpeBblmaromumid 10 pabounx
JHEH €O [JHS TOJANMCaHHWA WHCIEKIIMOHHOIO OT4YeTa WJIA CO MOHA €ro
IIOCTYIUIEHUsT OT YIOJHOMOYEHHOTO YUYpeXIeHWs, NpUHUMAaeT pelleHue
0 BblAade (OTKase B BblJaue) 3aKiO4YeHHs. PemreHue o Bbiade (OTKase
B BblJ1a4€) 3aKIII0YeHUs1 OPOPMIISeTCS MPUKAa30M YIIOJIHOMOYEHHOT'O OpraHa.

15. OcHOBaHUSAMH IJI OTKa3a B BbIJIa4e 3aKIIOUCHHUS SABJISIOTCS:

a) HeyCTpaHeHHe HapylleHU! B COOTBETCTBHH C IMyHKTOM 10 HaCTOSIIHX
[IpaBun u (UnK) OTCYTCTBUE NOATBEPXKACHUS (aKTa YIIaThl IJIaTeXXa 3a BhIIaudy
3aKJIFOYEHHUS;

0) pelleHue YMOJIHOMOYEHHOTO YUpexXIeHHS o0 oTkaze B IpOBeACHHUH
MHCIEKTUPOBAHUSA WHOCTPAHHOI'O MPOMU3BOJAUTENS B Cilydyae HEyIUlaThl B CPOK,
YKa3aHHbId B MyHKTe 25 Hactosmux IlpaBui, pacxomoB, CBSI3aHHBIX C
POBEACHUEM MHCIEKTUPOBAHMUS;

B) HECOOTBETCTBHE MPOM3BOJIUTENS] WA WHOCTPAHHOIO MPOU3BOAUTENS
TpeOOBaHUAM IPaBUJI HaJJlexallleil MpOU3BOACTBEHHOH MTPaKTHKH.

16. IIpu n3mMeHeHUU B MEPUOA CPOKa JIEHCTBUS BBIIAHHOTO 3aKIIIOYEHHS
HaUMEHOBaHMS M (MIM) ajpeca MecTa HaXOXKIEHHUS IPOU3BOJUTENS HIN

2820325



MHOCTPAaHHOIO IIPOMU3BOAMTENS, TIepeYHs INPOHU3BOJAMMBIX Ha TOM ke
IIPOU3BOJICTBEHHON IUIOIIAJIKE U B TEX )K€ YCIOBUSAX JIEKAPCTBEHHBIX CPEICTB,
yKa3aHHBIX B 3aKJIOYEHUH, YNOJHOMOYCHHBIA OpraH NMPHHUMAET pEIIeHHE O
Bbljaue Oe3 MpoBeleHHs] WHCIEKTUPOBAHHS HOBOTO 3aKIIIOYEHHS CO CPOKOM
OKOHYaHMsl JEHCTBUS paHee BbIIAHHOTO 3aKIIIOYCHHS.

17. Uapopmanus o Bbigaye (OTKase B BblJaue) 3aKJIIOYCHUs B TEUEHHE
5 pabouynx [OHEH CO [HS TPHUHATHS COOTBETCTBYIOIIEI'O pEeHICHUS BHOCHTCS
B TOCYyJapCTBEHHBIH peecTp 3aKillOueHUH O COOTBETCTBUH MPOWU3BOAUTES
TpeOOBaHUAM  NpaBWJl  Hajiexalled  MpOU3BOACTBEHHOHW  MPAaKTUKU
¥ pasMelaeTcs Ha OQULUUAJIBHOM caiiTe YNOJHOMOYEHHOTO OpraHa B CeTH
"UHTtepHer".

II. HOpﬂI[OK OpraHu3alivi U NNpOBEACHH HHCIICKTHPOBAHUA
I'IpOPI3BOI[PITGJI€I>i W MHOCTPAaHHBIX npomBozmTeneﬁ

18. Opranuzanys W @poOBelJEeHUWE HHCIEKTUPOBAaHUS TPOU3BOAMUTENEH
OCYILIECTBISIOTCSA YNOJHOMOYEHHBIM OpPraHoM B paMKaX JIMIEH3UOHHOTO
KOHTpOJIS 33 OCYILECTBIICHUEM ACSTENBHOCTH 10 MPOU3BOJICTBY JIEKAPCTBEHHBIX
CPEICTB, OCYLIECTBJIIEMOrO  YIOJHOMOYEHHBIM OpraHoM B  TIOpSIKe,
ycraHoBlIeHHOM PDenepanbHbIM 3akoHOM "O 3amuTe npaB IOPUAHYCCKUX JTUI] H
WHAUBUAYIBHBIX NPEANPHUHUMATENEH NPU OCYIIECTBICHUH FOCYAapCTBEHHOIO
KOHTpoJiA (HaA30pa) U MyHULUTNIATBEHOTO KOHTPOIA", C YYETOM OCOOEHHOCTEMH,
yctaHoBIeHHBIX DenepanbHbiM 3akoHOM "O JHLEH3UPOBAHUHU OTHAEIBHEIX
BUJOB J€SATEIHLHOCTH".

19. IlpoBenieHre  HMHCIEKTHPOBAaHUS HMHOCTPAHHBIX IPOU3BOAMTENEH
OCYHUIECTBIIIETCA YNMOJHOMOYEHHBIM YyupeXIeHueM. Pacxomsl, CBs3aHHbIE
C TPOBEJEHHEM  YNOJHOMOYEHHBIM  YUpPEeXXICHHEeM  HMHCIIEKTHPOBAaHHUSA
HHOCTPAaHHOTO  IPOU3BOJMUTENs, OCYLIECTBISIOTCS 32 CUET  CpEJCTB
WHOCTPaHHOTO MPOU3BOIUTEIIS.

20. MucniextuposBanve  OOMKHO  OBITh  TIPOBEIEHO B CPOK,
He npesblmiatomuil 160 pabouux aHEH co AHA NPHUHATHSA YIIOJIHOMOYEHHBIM
OpraHoM peLIEHHs O [TPOBECHUH UHCTIEKTUPOBAHHUSL.

Cpok npoBelieHHs] MHCIIEKTUPOBAHUS HE MOJXKET MpeBbiarh 10 pabounx
IHel 0e3 yueTa BpeMeHH Npoe3/ia K MeCTy HHCIIeKTHPOBAHHUS.

21. YnonnomoueHHoe yupexJeHue B TeueHue 20 paboumx mgHel
CO JHS IOIYy4Y€HHUS OT YIOJHOMOYEHHOIO OpraHa 3asBJeHHS W JIOKYMEHTOB
BHOCUT  HHOCTPaHHOrO  IpOM3BOAMTENs B  TIpaduk  NpOBeACHHUSA
MHCIEKTUpOBaHUs  (manee -  rpaduk), KOTOPBIH  COIJIAaCOBLIBAETCS
YIIOJTHOMOYEHHBIM OPTraHOM.
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22. Undopmanus o rpaduke U BHECEHHBIX B HEro H3MEHEHHUAX
pasMemiaercss Ha OQHUUUAIBHBIX CalTax YIOJHOMOYEHHOTO OpraHa
YIIOJIHOMOYEHHOI'O yUpexaeHus B cetd "MHTepHeT" B TeueHue 3 pabouyux qHeH
CO JTHSl €r0 COCTaBIIEHUS JTMO0O BHECEHHS B HETO H3MEHEHUH.

23.B nemix OpoBeNeHUS ~ MHCIEKTUPOBAHUS  YIOJHOMOYEHHOE
yupexaeHue oOpasyeT KOMHMCCHIO HMHCHEKTOPOB M YTBEPXKAAeT ee
PYKOBOAMTENS.

24. YneHsl KOMHUCCHH WHCIEKTOPOB IIpeAyIpPeXAat0TCS
00 OTBETCTBEHHOCTH B COOTBETICTBMH C 3aKOHOIATENBCTBOM Poccuiickoii
Qenepauuu  3a CoOJAEpXKaHWE B HMHCIEKIIMOHHOM OT4YeTe, COCTaBJICHHOM
IO  pe3yJbTaraM  HHCHEKTHPOBAHMUS  HMHOCTPAHHOTO  MPOW3BOAMTEINS,
HEOOOCHOBAHHBIX  WIHM  (anbCUQUIMPOBAHHBIX  BBIBOJOB, &  TaKXe
3a pasrjallleHrue HHPOopMalMK, COCTABISIIOIIEeH KOMMEPYECKYIO TalHy, KOTOPYIO
OHHM MOTYT IIOJIyYUTh B IIPOLIECCE NMPOBEAECHUS WHCIIEKTUPOBAHUS, O YeM OHH
IAI0T MOAIHUCKY.

25. YonHOMOYEHHOE YYpeXKJieHUe B TeueHHe 3 pabouux AHel co JHA
COIJIaCOBaHUs IpauKa yBEJOMISET HHOCTPAHHOTO MPOW3BOJIUTENS MJIH €T0
YHIOJTHOMOYEHHOTO MPENCTaBUTENIl O CPOKax INPOBEJEHUS MHCIIEKTHPOBAaHHs
¥ HeoOXOJUMOCTH 3aKJIIOUEHHS COIJIAINEHMS, ONMpENENSIOWEro IpoLeaypy
WHCIIEKTUPOBAHUA M CBSA3aHHbIE C HHM pacxolbl, IpaBa U 0O0S3aHHOCTH
WHCIIEKTOPOB U MHOCTPAHHOTO MPOU3BOAUTENS (Jlanee - COTJIallleHUe), a TaKk¥Ke
0 HeoOxomumoctTH B TeueHHe 20 pabodmx JAHEH CO JHA 3aKIIOYEHHS
COTJIAILEHUs OIJIATUTh PAcXOJbl, CBSI3aHHBIE C MPOBEACHUEM YIIOJTHOMOYESHHBIM
YYPEKIECHUEM HHCIIEKTUPOBAaHMS, B pa3Mepe, OIpeaesiieMOM COTJalllcHHuEM,
HO HE MpeBBIIAIOLIEM IMPEAENBHOIO pa3Mepa IUIaThl 3a HUHCIECKTHPOBAHUE,
YTBEPXKAECHHOIO YIOJIHOMOYEHHBIM OPraHOM, pPacCYMTaHHOM Ha OCHOBAHHUHU
METOJIMKH, yTBEPKICHHON YIIOJTHOMOYEHHBIM OPraHOM.

26. B cornameHuu nperycMaTpruBalOTCs MOJIOXKEHHS:

a)0  HampaBi€HWH HMHOCTPAHHBIM  IPOWU3BOAMTENEM HIH  €ro
YIOJIHOMOYEHHBIM  [IpEACTaBUTENeM B  YIOTHOMOYEHHOE  YyUYpeXKICHUE
YBEIOMIIEHHSI ¢ PEKBU3MTAMM [OKYMEHTa, NMOATBEPXKIAoUIero (hakT OrIjaThl
pacxoioB, CBS3aHHBIX C IIPOBEJCHUEM YIOJHOMOYEHHBIM YUpEKIACHHEM
MHCIIEKTUPOBAaHHUSA, 3aKa3HbIM I[IOYTOBBIM OTIpPABJIEHHEM C YBEIOMJICHHEM
0 BpY4YeHUH U (WIH) B 3JIEKTPOHHOH QopMme;

0) 0 IPUHATHM YMOJIHOMOYEHHBIM YYPEXKICHHEM pelleHnss 00 OTKaze
B IIPOBEJCHUM MHCIIEKTUPOBAHUS B Cllyyae HEYIUIaThl B YKa3aHHBIH CPOK TaKHX
pacxogoB ¥ 00 yBeIOMJIEHHHM 00 3TOM YIIOJTHOMOYEHHOTO OpraHa
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¥ UHOCTPAHHOI'O IPOU3BOJUTENS WJIH €r0 YINOJHOMOYEHHOTO MpPEeJICTaBUTENS
B TeueHue 3 pabouux IHeH Co JHS IPHUHSITHS TaKOTO PEIIeHNS,

B)O  HaNpaBICHUH  PYKOBOTUTENEM  KOMHCCHH  HMHCIEKTOPOB
UHOCTPAHHOMY ITPOM3BOJAUTENIO WM €ro YIOJIHOMOYEHHOMY MpEICTaBUTEIIO
IJIaHa IPOBEICHUS UHCIEKTUPOBAHMS He mo3gHee deMm 3a 10 pabouux nHei
JIO €r0 NPOBEACHUS;

) 0 IpaBe KOMHCCHM MHCIIEKTOPOB IPH MPOBEACHUH HWHCIEKTHPOBAHUS
OCYHIECTBIATH OCMOTP IPOU3BOACTBEHHON IUIOIIAJKH COIJIACHO IUIaHY
[IPOBENCHUS HHCIIEKTUPOBAHUA, OINPOC OTBETCTBEHHBIX JUIL HHOCTPAHHOTO
NPOU3BOAUTENST U HaOMIOAEHUE 3a JEATENBHOCTBIO ero paGOTHHKOB HAa HX
pabounx MecTax, a TaK)Ke U3y4yaTh BelleHHE TOKYMEHTAI[HH;

1) o6 orbope B ciyyae HEOOXOQMMOCTH KOMHCCHEH HWHCIIEKTOPOB
00pa31LioB JIEKapCTBEHHOTO CpeicTBa (JIEKApCTBEHHBIX CPEIICTB) C COOIIOIEHHEM
TpeboBaHMI 3akoHOMaTeNbcTBa Poccuiickoit Menepaiuy, B TOM 4KCIIE B 4aCTH
BBO3a B Poccuiickyro ®@enepanuio JeKapcTBEHHBIX CPEIICTB.

27. KoMuccueii  MHCIEKTOPOB B CpPOK, He  MPeBBINAIOIIUM
30 xayleHOapHBIX AHEH CO AHS OKOHYaHUS WHCIIEKTUPOBAHMS, COCTABIIAETCS
UHCIIEKIIMOHHBIA ~ OTYET Ha OJaHKe  YHOJHOMOYEHHOTO  YUYPEXKICHHS
(B 3 3k3emIuIApax), KOTOpBIM TMOANMCHIBAETCS BCEMH YJIEHAMH KOMHCCHH
WHCIEKTOpOB. B Teuenwe 3 paboumx gHe CcO JHA  TNOANMHCAHHUSA
MHCIIEKIMOHHOIO OTYETa OAMH €ro 3K3eMILISp HalpaBisieTCss HHOCTPAHHOMY
[POU3BOAUTENIO MM BpPYyYaeTCs €ro YMNOJHOMOYEHHOMY HpPeICTaBUTEINO,
BTOPOM OK3eMIUIIpP HAIpaBiseTCsd B YIOJIHOMOYEHHBI oOpraH, a TpeTui
9K3EMIUIAP MOIEKUT XPAHEHHUIO B YIIOTHOMOYEHHOM YUPEXICHHUH.

28. Ecau B mpoliecce NPOBEAEHHUS HHCIEKTUPOBAHHS OBUIM OTOOpPAHBI
o0pa3iibl JIEKapCTBEHHOTO CpencTBa (TekapcTBEHHBIX CpelCTB),
K MHCIIEKIIMOHHOMY OTHYETY, COCTABJIICHHOMY I10 PE3yJIbTaTaM MHCIIEKTUPOBAHHUS
MHOCTPaHHOI0 IPOU3BOAUTEIIS, IPHIIAraeTcs akT 0TOopa TakuX 00pa3loB.
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