YTBEPXAOAIO
MUWHUCTP 34paBoOXpaHeHNs
Poccuiickoin degepaumm

CkBopLioBa
» pC&bLLNP 2017 roga

METOANYECKME PEKOMEHOALIA
ON5 MPOBEAEHNS 3KCNEPUMEHTA MO MapPKMPOBKE KOHTPO/bHLIMM
(MOEHTU(NKALMOHHBIMI) 3HAKaMM 1 MOHUTOPWHIY 3a 000POTOM OT/e/bHbIX BUA0B
NEKapCTBEHHbIX MPenapaToB AN MeANLMHCKOro NPUMEHEHMS, HAXOAALLMXCS B
rpakgaHCKOM 060poTe Ha Tepputopun Poccuiicko deaepavimm

|. O6Lme NoNoXeHUA

1 HacToswwme MeToanyeckne pekoMeHaumm paspaboTaHbl B COOTBETCTBUN
C NYHKTOM 5 nepeuHst nopy4yeHuin MpesnageHTta Poccuiickoit deaepauyn no Utoram
COBeLLaHVs ¢ uneHamu MpasuTenbcTBa Poccuiickoin deaepaumn ot 4 despans 2015
roga Ne[lMp-285 0 pa3paboTke W MO3TaNHOM BHEAPEHUM aBTOMATM3UPOBAHHOWA
CUCTEMbI MOHUTOPUHIa [BVKEHWNSA NTeKapCTBEHHbIX MPenaparoB A1 MeAMLVHCKOro
npuMeHeHust (ganee - JIM) oT npom3BoauTeNs [0 KOHEYHOro noTpebutens c
NCMONb30BaHNEM  MAapKMPOBKM M UAeHTU(MKaumMm  ynakoBoK JIIM, B Lensx
obecneyeHns ahdheKTMBHOrO KOHTPONA kadectsa S, HaxXo4ALMXCA B 0bpaLleHnm, v
6opbbbl C WX (anbCUPMKaLMen, a Takke MocTaHoB/eHVEM [lpaBuTeNbLCTBa
Poccuitckoin ®epepaunm ot 24 aHBaps 2017 r. Ne 62 «O npoBefieHUM 3KCepUMeHTa
M0 MapKMPOBKE KOHTPO/IbHbIMU (MAEHTU(IMKALMOHHBIMI) 3HAKaMM 1 MOHUTOPUHTY 3a
060pOTOM  OTAEMbHLIX BWAOB JIEKAPCTBEHHbLIX MPenapaTtoB A1  MeAULMHCKOro
NpYMeHeHVs» (fanee COOTBETCTBEHHO - M1, SKCNepuMeHT).

2. MeToanyeckve pekoMeHZauum o nopsaKy NpPoBefeHus OKCrepumMeHTa
Mo MapKMPOBKe KOHTPO/IbHbIMU (MAEHTU(MKALMOHHBLIMK) 3Hakamu (ganee - KIA3) n
MOHUTOPUHIY aBvdKeHus SN (oanee - MeToanyeckne pekomeHaaumn) perynmpyror
OTHOLLIEHMS, CBSi3aHHble C peann3aumein B 2017 rogy SKCnepumMeHTa No MapKMpoBKe
K3 1 MoHUTOPUHTY ABWXXeHWA ST, npoBogumoMy B COOTBETCTBUN C [T,
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3. Mpu npoBefeHUN SKCMNepUMEHTa LO/HKHbI YUYUTBLIBATLCA LENN U 3a4auu,
onpeneneHHsle B 1111

4, [ns uenei HacToAwmMx MeToANYeCKMX pPeKOoMeHZaUMin MCNob3yTCs
MOHATUSA, cofepkawmecs B cTaTbe 4 depepasibHOro 3akoHa oT 12 anpena 2010 .
Ne 61-®3 «O6 o0b6palleHnn JEeKapCTBEHHbIX CPEACTB», a TakXke CreaytoLlme
TEPMUHO/IOTUYECKME OMnpeseneHns:

a) NC «MapKnpoBka» - rocyfapcTBeHHas WH(opMaLnoHHas CUCTeMa,
co3faBaemast B LiefigX MH(hOPMaLMOHHOIo obecrneyeHnss MapKUpoBKu ToBapos KI3.

6) KomnoHeHt  MAJIMT - (PyHKUMOHaNbHaa  nogacuctema  UC
«MapKunpoBKa», co3faBaemas B Lef1gX MH(OPMaLMOHHOIo obecrneyeHnss MapKUpOBKM
NMKW3.

B) MoHuTopuHr aswmxeHus J1IN - nposegeHue aHanusa asuxkeHua JiIN B
KomnoHeHTe MJIM Ha OCHOBaHWM CBEAEHWIA, 3aperncTPMpPOBaHHbLIX CyObeKTaMu
o6patleHns J1I B COOTBETCTBUN C HACTOALMMN MeToANYECKUMIN PEKOMEHAALMSAMN.

r) [Mpon3BOACTBEHHAA Cepus NIeKapCTBEHHOro npenapara - KOoan4ecTso
NeKapCTBEHHOro npenapara, NPoOu3BeLeHHOe B pe3ynbTaTe 0AHOI0 TEXHOM0rMYeCcKoro
LMKNa ero Npou3BoANTENEM.

L) [NepBMYHaA ynakoBKa /IEKAPCTBEHHOrO npenapara - CPeacTBo Um
KOMM/IEKC CPeACcTB, 00ecneymBarolLUMX 3alUTy IeKapCTBEHHbIX CPeAcTB  OT
MOBPEXAEHNA W NOTEPb, OKPYXKatowei cpedbl, OT  3arpsisHEHUN, UMEHOLLMX
HENOCPeACTBEHHbIW KOHTAKT C /1IeKapCTBEHHbLIM CPEeCTBOM.

e) BTopuuHasa (noTpebuTtenbcKas) ynakoBKa —ynakoBKa, MocTynaroLas
K NOTPebUTENo 1 CnyxKawas ansa pasMeLLeHns eanHUYHON NepBUYHON YNaKoBKM NN
06beaAMHAOLLAA HECKOMBbKO MEPBUYHBIX YMNaKOBOK.

X) TpeTnyHaa (3aBOACKasA, TPaHCMOpPTHasA) YyMnakKoBKa -  YMakoBKa,
06beANHAIOLWAA MPOM3BOJIbHbIE HAO0PbI NEKAPCTBEHHbLIX MPenaparos, YnakoBaHHbIX
BO BTOPUYHYHO (MOTPeBUTENbCKYHO) YNAaKOBKY, UM YMaKOBaHHbIX TaKXXe B TPETUYHYIO
(3aBOACKYHO, TPAHCMOPTHYO) YMNakKoBKY, WUCMOMb3yemas [ANs XpaHeHWUs, MepeBo3Ku U

nepeMeLLeHna NEKapCTBEHHLIX MPENapaToB Mexxay Cy6'bEKTaMI/I 06paLLl|eHI/IFI.
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3) KOHTpPO/bHBI (MaeHTUHNKaLNOHHBIN) 3HaK (KN3) -
NH(OPMALMOHHBIA ~ HOCUTENb,  (DOPMUPYEMbIA B paMKax 3KCNnepuMMeHTa B
COOTBETCTBUM C MYHKTOM 9 HACTOSLLMX METOAMYECKNX PEKOMEHALUNIA ANA HAaHECEHWS
Ha BTOPUYHYHO (MOTPebuTenbeKyo) ynakosky JITT v B COOTBETCTBUM C NYHKTOM 10
HaCTOAWMX  METOAUYECKMX PEKOMeHJAaUWiA  ON1s  HaHeceHMsi Ha  TPETUYHYIO
(3aBO/ICKY1O, TPAHCMOPTHYO) ynakosky J1I1.

n) NaeHTUDNKaUNMOHHBIA HOMep JITT - YHUKaNbHbIA KOA, MO3BO/SAOLLMN
NOEHTUDMLUMPOBATL KaK MWUHUMYM MNPOU3BOAMTENs,, TOProsoe HavMeHoBaHue JII1,
NeKapCTBEHHYIO (hopMy, [03MPOBKY JIeKAPCTBEHHOrO CpefcTBa UM KOMMEKTHOCTb
ynakoBku JII. B pamkax OKCrnepumeHTa B KayecTBe WAEHTUPUKALMOHHOINO HOMepa
M ncnonb3yetca rnobanbHblii HOMeP npeameta Toprosnn (ganee - GTIN, Global
Trade Item Number).

K) NHaonBuayanbHbld  CEPUMHBIA HOMepP - uudpoBas WM OYKBEHHO-
umposas nocnefoBaTeNlbHOCTb, KOTopas AN1d uened NAeHTUMUKALMN BTOPUYHBIX
(noTpebuTenbckux) ynakoBokK JIM cocTaBnsieTcd B COOTBETCTBMM C MYyHKTOM 9
HaCTOALMX MEeTOAMYECKUX PeKOMeHAauNiA, a Ana ueneri naeHTUPUKaUmMm TpeTUUHbIX
(3aBOACKMX, TPaHCMOPTHbLIX) YNakKOBOK B COOTBETCTBMM C MYyHKTOM 10 HacToAwmX
METOANYECKMX PEKOMeHaLNIA.

n) YHUKa/IbHbIN  UAEHTU(UKATOP  BTOPUYHOM  (NMOTPEObUTETLCKON)
ynakoBkn J1IM (panee - sGTIN, Serialised Global Trade Item Number) -
YHVKaNbHaa 418 KaKA0W OTAeNbHON BTOPUYHON (NOTPebuTenbCcKoi) ynakoBku J1T1
KoMouHaumsa koga npoaykta (GTIN) v HAMBMAYaIbHOTO CEPUIAHOIO HOMEpA.

M) YHUKa/bHbI NnaeHTUrKaTop TPETUYHOM (3aBOACKOM,
TPaHCMOPTHOM) ynakoBKWM J1M - yHUKaNbHasA O/ KaXAOW OTAEe/IbHOW TPeTUYHOM
(3aBOACKOI, TpaHCMOPTHOW) ynakoBku J1IM KomGuHaumMa CUMBOMIOB, COCTaB/leHHas B
COOTBETCTBUM C TPeboBaHMUAMM, YKazaHHbIMW B NMyHKTe 10 HAaCTOALWMX METOANYECKMX
peKkoMeHAaLNiA.

H) AMunTeHTbl K3 - cybbekTbl obpatleHns ST, ocyLlecTBsAOLWMe BBOS

J1M B 060pOT 1 MapKNPOBKY ynakosok JII1.
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0) MapkupoBka ynakoBokK JIIT - HaHeceHne 3muTeHTOM KWM3 Ha
BTOPUYHYIO (NOTPEOUTENbCKYHKD) YMaKOBKY JfIEKApPCTBEHHOro mnpenaparta (a npu ee
OTCYTCTBUM - Ha MEPBUYHYIO YMNAKOBKY), a TakKXe Ha TPeTU4YHy0 (3aBOACKYHO,
TpaHCMOpPTHY0) ynakoBky K3,

n) Cepuanusaumsa - BbINOMHAEMbIA B paMKax CTaguv NpPoun3BOACTBEHHOIO
unkKna «acoska/ynakoska J1IM BO BTOPUYHYIO YNaKOBKY» MPOLECC FeHepupoBaHuA
NHAMBMAYANbHBIX CEPUAHBIX HOMEPOB BTOPMYHBLIX (MNOTPEOUTENBCKUX) YNakoBOK 1T
M UX KOAMpOBaHMe COBMECTHO C ApyrMMy fAaHHbiMM B K3 C nocnegyrowmm
HaHeCeHNeM B LeNsiX obecrneveHnss MAEHTU(MKaLMM BTOPUYHBIX (MOTPEOUTENBCKUNX)
ynakosok J1I1.

9)) ArpervpoBaHue - npouecc 06beanHeHUs ynakoBoK J1IT B TPeTU4YHYHO
(3aBOACKYKO W/MNM  TPAHCMOPTHYHO) YMAaKOBKY C COXpPaHeHWem MHpopmaumm o
B3aMMOCBSI3M YHUKa/IbHbIX MAEHTU(HMKATOPOB KaXJOW BOXEHHOW ynakoBku JII ¢
YHUKa/IbHbIM NOEHTU(MKATOPOM C03/1aBaeMoi TPETUYHOM (3aBOACKOM,
TPaHCMOPTHOM) YMaKOBKN M HaHeceHMeM COOTBETCTBYHOWEro K3 Ha TpeTuyHyto
(3aBOACKYHO, TPaHCMOPTHYIO) YNaKoBKY B LenAX 06ecrnevyeHns Npoc/eXnBaemocTu
aBwxkeHns JIM no ToBaponpoBosile uenn 6e3  HeobXOAUMOCTM  BCKPbITUS
TPETMYHOM (3aBO/ICKOI, TPAHCMOPTHO) YNaKOBKW.

ArpervposaHve npeanonaraeT BO3MOXHOCTb  Ha/imMumMa  N06Oro  YPOBHS
B/IOXXEHHOCTW:

- arpermpoBaHne  MepBoro  YpoOBHA -  OObeAMHEHME  BTOPUYHbIX
(NOTpebuTenbCKMX) YyNakoBOK B TPETUYHYHO (3aBOACKYH, TPAHCMOPTHYO) YMNakoBKY,
Hanpvmep, B 6aHAepO/b UM B KOPOb 13 rohpypoBaHHOIO KapToHa;

- arpervpoBaHMe BTOPOro YPOBHS - 00beIHEHUE TPETUYHbLIX (3aBOACKUX,
TPaHCMOPTHbLIX) YMaKOBOK B [APYryt TPeTUYHYH (3aBOACKYH, TPAHCMOPTHYHO)
YNAaKOBKY BbILLECTOALLEr0 YPOBHA B/IOXKEHHOCTM, Hanpumep, B Nainety um
KOHTENHep.

X) 3aBepLUeHMe 3Tana BbINycKa roToBOW MPOAYKUWW - MOATBEPXKAEHNE
YNO/ITHOMOYEHHbIM JINLOM MPOU3BOAMTENA /1eKAPCTBEHHbLIX CPEACTB COOTBETCTBUA

cepun (napTum) JIM TpebOBaHUAM, YCTAHOBMEHHbIM MNPU WX TOCYAAPCTBEHHON



perucTpauumm.
1) 3aBeplLUeHNe CTaaun BbIMYCKAMOLLIEro KOHTponst KadectBa JIM -
ohopMeHne AOKYMEHTa, NMOATBEPXKAAIOLLEr0 COOTBETCTBME KauecTBa cepumn (NapTum)
J1M TpeboBaHMAM, YCTAHOBNEHHBIM MPY UX FOCYAaPCTBEHHON perncTpauum.
v) Co6cTBEHHUK J1I — CcyObeKT 06paLleHVsi NeKapCTBEHHbIX CPeACTB,
KOTOPOMY MNpUHAANeXaT npaBa BnafeHWs, Mofb30BaHUS U PaCcropsXKeHUs AaHHbIM
NI

5. YYaCTHUKaMK DKCNepUMeHTa SIBNSIOTCS:
a) YNO/IHOMOYEHHble  (hefepanbHble  OpraHbl  FOCYAapCTBEHHONM BnacTy
B COCTaBE:

- MWHMCTEPCTBO 3ApaBooxpaHeHns Poccuiickoin ®epepaummn (MuH3apas
Poccun);

- MWHNCTEPCTBO NMPOMbILLIEHHOCTU W TOproenu Poccuiickoin depepauunm
(nanee - MuHnpomTopr Poccun);

- MwuHMcTepCTBO rHaHCcOB Poccuiickont ®epepaunn (MuHguH Poccun);

- depepanbHasd  cnyxxba Mo HaA30py  BC(epe  34paBOOXPaHeHUs
(Poc3pgpasHagsop), TeppuUToprasibHble opraHbl Poc3fpaBHaa3opa;

- depepanbHaa TaMoxxeHHas cnyxoa (PTC Poccun);

- depepanbHad Hanorosasd cnyxba (PHC Poccun) - onepatop
NC «MapkumpoBka», 06ecrneunBatonini NPoeKTNUpoBaHne, pa3paboTKy, pasBuTUe U
aKCnsyataumio  CUCTEMbI,  OCYLLECTBMSIOWMIA  MH(OPMaUMOHHOEe — 0becneveHue
MPOBELEHUNA IKCNEPUMEHTE,;

0) Cy6beKTbl 0bpateHus I

- poccuiickue  npowssoguTenn  JI, OCYLLECTB/IAIOLLNE cTaguu
«(hacoBka/ynakoska J1I BO BTOPUYHYIO W/ TPETUYHYIO YNaKOBKY»;

- poccuiickue  npoussoamTenn  JI, OCYLLECTBNAKOLLNE cTaguu
«BbINYCKaOLWWMIN KOHTPO/b KayecTBax;

- MHOCTPaHHble AepyKaTenu perncTpaLnoHHbIX yaocToBepeHuii I,
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- NpeacTaBMTeNbCTBA  MHOCTPAHHBLIX — flepXKaTenel  permcTpaumoHHbIX
yfgoctoBepeHuin  JIM,  3aperucTpupoBaHHble B YCTAHOB/IEHHOM  MOpsfKe
B rOCYlapCTBEHHOM PEEeCcTpe aKKpPeAMTOBaHHbIX  (MInanoB, MpPeLCTaBUTENIbCTB
MHOCTPaHHbIX topuandeckux nuy PHC Poccun (pmanee - [MpeactaButensbCcTBa
MHOCTPaHHbIX JepxxaTenein PY);

- opraHusauum ontosoi Toprosnn JrT;

- opraHu3sauuy po3H1MYHo Toprosnu JIT;

- MeLMUNHCKNe opraHn3aumu.

6. Y4YaCTHUKM DKCMepuUMeHTa CO CTOPOHbl CYyObeKTOB obpatieHus J1I1
OnpeaenstoTcs Ha [06POBOSILHOM OCHOBE Ha OCHOBaHMM WX 3asBOK. [lpu 3ToM
MPUOPUTETHBIMW A/ Y4acTUA B IKCNEPUMEHTE CO CTOPOHbI CyOBLEKTOB 06paLLeHus
N asnsa0TcA cybbeKTbl, ocyuwecTensowme obopot JIM, npegHa3HayeHHbIX A1
obecrneyeHnss nuu, 6OMbHLIX remMouInen, MyKOBMCLUMAO30M, TMNodr3apHbIM
HaHM3MOM, 60/1e3HbIO "oLLe, 3/10KaYeCTBEHHbLIMI HOBOOGPAa30BaHUAMI NMBONIHON,
KPOBETBOPHON W POACTBEHHBLIX WM TKaHeil, paccesiHHbIM CK/Iepo30M, /L, Moc/e
TpaHcnIaHTaumMnm opraHoB W (UnK) TKaHeil, a Takke JeKapCTBEHHble Mpenapartbl
LUMPOKOr0 MPUMEHEHUA NS AOCTUMXKEHUS MaKCUMa/IbHOTO COLMabHOro addekTa.
JonyckaeTcs BO3MOXHOCTb MNPUCOEAMHEHUS HOBbIX CyObLEKTOB obpaiieHus J1I1
K DKCMepMeHTY B X0fe ero peanmsaumm.

7. MOHUTOPUHT  XofJa peannsauumnm IKCMepUMeHTa OCYLLECTB/AETCA B
COOTBETCTBUM C  MEPONPUATMAMM CBOAHOrO MJjaHa MPUOPUTETHOrO MPOEeKTa
«BHeppeHue aBTOMaTU3NPOBaHHOIA CUCTEMBI MOHUTOPUHIa  [BUXKEHMS
NeKapCTBEHHbIX MpPernapaTtoB OT MPOU3BOAMTENS [0 KOHEYHOro mnotpebutens A/
3aWNMTbl  HaceNleHnsa OT  (Da/IbCU(IMUMPOBAHHBIX JIEKAPCTBEHHbLIX MpenapaTos W
OMepaTuBHOIO BbIBeeHNA K3 0060poTa KOHTpadakTHbIX M Hefob6pOoKavyecTBEHHbIX
npenapaToB». OLeHKa pe3ynbTaToB OCYLLECTBNAETCA Ha OCHOBaHMW [lacnopTa
MPUOPUTETHOrO MpoekTa «BHeapeHWe aBTOMATU3MPOBAHHOW CUCTEMbI MOHUTOPUHIa
[BVXXEHNA  NIeKapCTBeHHbIX MpenapaTtoB OT  MNPOU3BOAUTENA [0  KOHEYyHOro
noTpebuTens Ana 3aWuTbl HaceneHus OT (PabCUPULMPOBAHHBIX J1EKAPCTBEHHbIX

npenapaTtoB W OMNepaTMBHONO BbIBEAEHMS M3  060pOTa  KOHTPathaKTHbIX U



.
Hel00pPOKaYeCTBEHHbIX MpenapaToB» (YTBepXAeH NpoTokonom oT 25.10.2016 Ne9
npesngunyma Coseta npu MNMpe3ngeHTe Poccuiickoin defepauun no cTpaTernyeckomy
PasBUTUIO N MPUOPUTETHBLIM MPOEKTaM).
8. B Xxoae aKcnepumeHTa 1 UCKNHOYUTENIbHO B €ro LeNifX nepeyveHb (yHKLWIA
N0 MOHUTOPUHIY [ABWXKeHUA JIT, 3aKpennéHHbIX COOTBETCTBYHOLLMMW HOPMAaTUBHO-
MPaBOBbIMY aKTaMW, AOMONHAETCA HUXKECNEAYIOWMMU PYHKLNAMN:
- MOHUTOPUHr obopoTa Ha TeppuTopumn Poccuitickoin Pepepauun S,
3KCMEPUMEHTA/IbHO MapKMpoBaHHbIX KI13;
- MOHUTOPWUHT CBOEBPEMEHHOCTU npeacTaBneHns CBeAEHWN,
nepefasaemblX CybbekToM obpalleHus I B KomnoHeHT MAJIM B coctase UC

«MapKupoBKa».

I1. CocTaB MH(hopmaunu, BKkoYaembli B KINA3,
1 NpaBuia ero HaHeCceHUs
Q. CTpyKkTypa Kofa, Ccroco6 opMmupoBaHMs W opmar Koga [Aans

KognpoBaHusi KN3 BTOPUUHBLIX (MOTPEOUTENbCKMX) YNakoBoK JII Ansa MapKUpOBKK
B paMKaxX  JKCMepMmeHTa  AO/DKHbI  COOTBETCTBOBATb  HWKENPUBELEHHbLIM
TpeboBaHUAM:

a) Ha BTOpMYHYy0 (NOTpebuTenbCKyro) ynakoBky HaHocuTca K3 B Buge
[ABYMEPHOIO LUTPMXOBOrO KoAa, MPUrOAHbIN A1 MAlMHHOIO CUYMTbIBaHUSA, a ero
(hyHKUMS pacro3HaBaHUA M KOPPEKUUM OLIMOOK [0/MKHA OblTb 3KBMBASIEHTHA WM
Bbille, Yem y Data Matrix ECC200 (pganee - DataMatrix). LUTpuxoBble Kogbl,
cocTtasneHHble B cootBeTcTBMM ¢ TOCT P MCO/M3K 16022-2008, 6yayT cumTaTbCA
OTBeYaloLMM TpeboBaHMAM [aHHOro naparpada. PeKkoMeHAyeMoe MeCTOrMOMoXeHue
[BYMEPHOrO LUTPMXOBOr0 Kofa - KnarnaH BTOPUYHOW (NOTPeOUTENIbCKO) YNakoBKU
M (Npn HaNUYMKM TakoM BO3MOXXHOCTK).

0) CoctaB fAaHHbIX ABYMEpPHOro LUTPMXOBOrO Koda [/ HaHeceHMs Ha

BTOPUYHYIO (NOTPEOUTENLCKYHO) YnakoBKy JIIM:
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- nepBast rpynna faHHbiXx - WgeHTudukaumoHHblin Homep JI (GTIN),
KOTOPOMY npefLlecTsyeT naeHTumkatop npumeHeHns (01). Konnyectso LMPPOBbIX
CMMBO/I0B cOoCTaBNnseT 14.

B uenax ydyactma B IkcnepumeHte and nonydeHna GTIN Ha 1M1
COOTBETCTBYHOWMM  cybbekTam  obpalleHuss  JIIT  HeobxoAMMo  BCTYMUTb
B Accoumnaumno asTomaTuyeckoin naeHtugnkaumm «KOHNCKAH/ITC1 PYC» (panee -
Cl PYC);

- BTOpas rpynna [faHHbIX - WHAMBUAY&IbHbIA  CEPUIHbIA  HOMEpP
BTOPUYHON (NOTPebuTensCcKon) ynakosky JIM, KOTOPOMY MpeALecTByeT MHAMKATOP
npumeHeHns (21) n KoTopblin reHepupyeTca amuTteHToM K13, Konnyectso CvMBO/IOB
B LM(POBOIA 1N ByKBEHHO-LMMPOBOIA NOCNeA0BaTEIbHOCTU (NATUHCKOrO andaBnTa)
cocTasnfeT 13 (TprHaauaTh). 3aBepLuatoMm CMMBOIOM A1 AaHHOW TPYNMbl AaHHbIX
NO/MKEH ucnonb3oBatbca pasgenutens Function 1 Symbol Character (FNC1)
(B KayecTBe KOTOPOro mcnonb3yetcd cumeon <GS>, kog 29 B Tabnuue CUMBOMOB
ASCII).

Mpy reHepauMv  WHAMBUAYASILHOTO  CEPUAHOrO  HOMepa  BTOPUYHOIA
(noTpebuTensckoin) ynakosku JIM amuteHT K3 Jo/mkeH UCMob30BaTh reHeparop
CNyyarHbIX  4yucen  TakmMm  06pa3oM, 4TOObl  BEPOSATHOCTb  YyrafblBaHWA
NHAVBUAYaA/TbHOTO CEPUMHONO HOMepa BTOPUYHON (NOTPebuTebCKom) yrnakosku JIIT
Obl/ia MPeHebPEeXXNTENIbHO Masioil U B IIOOOM C/lyvae MeHblUe, YeM OAUH M3 [ecATu
TbICAY.  YHUKaNbHOCTb  WHAMBUAYATbHOrO  CEPUAHOIO  HOMepa  BTOPUYHOWA
(noTpebutensckon) ynakoBku JIM gna kKakgoro koga npoaykrta (GTIN) pomkHa
obecneynBatbCAd NGO B TeyeHWe 5 neT ¢ MomeHTa BBoga J1I B o6opoT nnbo B
TeyeHne 1 rofa ¢ MOMEHTa OKOHYaHUA cpoka rogHocTwu JII' B 3aBUCMMOCTW OT TOrO
Kakoe COObITUE HACTYNUT MO3XKe;

- TpeTba rpynna faHHblx —kog TH B3/, KoTOpoMy npeALlecTByeT
naeHTugukaTtop npumeHeHus (240). KonvyecTBo LMMPOBLIX CUMBOMOB B KOAe
THB3/[ coctasngetr 4 (ykasbiBawoTca nepsble 4 cumsona 10-3Ha4YHOro Kopa
TH B3/). B cnyvasx, ecnm kogq TH B3/, He pacnonaraetcsd B KOHLUE KOAMPYEMOM

nocneaoBaTeNbHOCTM B COCTaBe [ABYMEPHOro Kofa, Heo6XoAyMO MCMonb30BaTh
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3aBeplUalolLMii  cumBonom-pasgenutens Function 1 Symbol Character (FNC1)
(B KauecTBe KOTOPOro wucronb3yerca cumeon <GS>, kof 29 B Tabnuue CUMBO/IOB
ASCII).

Cnepyrowye rpynmnbl JaHHbIX He SABMAKOTCA 0053aTeNlbHbIMU ANS BKIKOYEHUSA
B K3, X BK/NHOUYEHNe OCTaeTCA Ha yCMOTpeHue amnTeHTa KIA3

- yeTBepTad rpynna [aHHbIX —HOMep MNPOW3BOACTBEHHOW cepun JIT,
KOTOpPOMY MpefLIecTBYET MAEHTU(NKATOP NpuMeHeHns (10) 1 KoTopbli hopMupyeTcs
amuTeHTOM KIS.

Konnyectso  CUMBO/OB B UM(GpOBON nnn OyKBEHHO-LM(POBOI
nocnefoBaTe/lbHOCTM (NaTMHCKOro andgasuTa) B HoMepe cepun JII ycTaHaBNMBaeTCH
amuteHTOM KW3, HO He MOXeT cocTaBnATb 6Gosfee 20 CMMBO/MOB. 3aBepLuatoLLMM
CMBOJIOM N4 AaHHOW Trpynnbl [AaHHbIX [O/MKEH WCMOMb30BaTbCA pasfenmTenb
Function 1 Symbol Character (FNC1) (B kayecTBe KOTOPOro WCMO/Mb3YETCA CUMBOJI
<GS>, ko 29 B Tabnuue cumsonos ASCII);

- naTad rpynna AaHHbIX - Aarta UCTeYeHWs Cpoka rogHOCTM, KOTOPOW
npeadwecTsyeT WaeHTU(MKaTOp npuMeHeHns (17) wu  Kotopas  hopmupyeTcs
amuteHTOM KW3. Popmar 3anmcu 4ncioBbiX CUMBOJIOB A1 LaTbl UCTEYEHWUA CpoKa
rogHoctw JIM - rrMMA4, (6 cumBosos).

B Tex cnyyasax, Korga Ha MpOW3BOACTBEHHOW J/IMHMM B MOMEHT BbIMycKa
MNPOAYKUMM 3HAYeHWe [aTbl WCTEYEHWA CpoKa TFOAHOCTM B AHAX «[O[» He
ycTaHaBnmBaeTca, TO aMuUTeHT K3 pomkeH ykasbiBaTb «01» BMecTo «[[1», 4TO
COOTBETCTBYET MePBOMY YMC/Y 38jaHHOI0 Mecsaua;

B) TpeboBaHWIA K MOCNef0BaTelbHOCTM TPYNM [aHHbIX B CTPYKTYpe Koja
KW3 npu ycnoBmm 1cnonb3oBaHWs yKasaHHbIX Bbllle MAEHTU(INKATOPOB MPUMEHEHWS
He NPeLbABNAETCS, 3a UCK/OYEHWEM MePBOA PyMnbl AaHHbIX.

r Bce Heobxoaumble [aHHble A1 KoauposaHus B K3 reHepupyroTcs
(hopmumpytoTtcs) ammTeHTOM K3 B npolecce oCyLeCcTBEHUS UM MPOU3BOACTBEHHbIX
onepauuini U HaHOCATCA Ha BTOPUYHYHO (MOTPEBUTENbCKYH) YNaKOBKY 3SMWUTEHTOM
K3 camocTosATeNlbHO C y4eTOM COG/OAEHMS BbILLEYNOMAHYTLIX Tpe6oBaHWIA Mo

00ecneyeHno YHUKaNbHOCTM KOMOWHaUMW 3HAYeHWid, coaepxKallmxcsa B MNepBow
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rpynne  (VoeHTudukaumoHHbii  Homep  JIMT (GTIN)) wn  BTOpOW  rpynne
(MHAMBUAYANbHbIA CEPUIHLIA HOMEP BTOPUYHOM (NOTPe6UTENLCKOIR) ynakoBky J1I)
JaHHbIX. J1lobble apyrue LONONHUTENbHbIE METOb! M CNOCOObI 3aWuUThbl YNakoBoK J1I
OoT (anbcuuKauum wn KoHTpadghakTa He ABNAKTCA 006s3aTeNbHbIMM B pamKax
JKCNnepuMeHTa 1 ocTaroTCca Ha yCMOTpeHne amuTeHTa KIl3.

0) B pamkax 9kcnepumeHTa KI13 HaHOCATCA 3SMUTEHTaMWU Ha BTOPUYHYHO
(noTpebuTenbCcKyo) ynakoBky JII meTogamy nevatn WM 3TUKETMPOBaHMA MO
YCMOTPEHUIO amuTeHTa KIM3 6e3 orpaHUYeHni.

10. CTpykTypa Koga, crnocob  dopmupoBaHMs ¥ opMar  Kojga
ans kogupoBaHns KI3 TpeTuyHoW (3aBOACKOW, TpaHCMOPTHOM) ynakoBku JIM ans
MapKMPOBKM B paMKax JOKCNepumeHTa A0/KHbl COOTBETCTBOBATb HUKENPUBEAEHHbIM
TpeboBaHMAM:

a) Ha TpeTnyHyo (3aBOACKYHO, TPAHCMOPTHYHO) yNakoBKy HaHocuTca KI13 B
BMAEe NNHENHOrO LUTPMXOBOro Koga B hopmate Code 128 B cootsetcTBUM ¢ FOCT
NCO/MBK 15417-2013 (pmanee - Code 128), coaepXawero YHUKa/bHbIN
NAEHTU(DMKATOP  TPeTUYHOM  (3aBOACKOM,  TpaHCMOPTHOM)  ynakoBku  JM,
(hopMmMpyeMoro B pamkax JKCrepumeHTa B COOTBETCTBUMN C OAHWM U3 TPEX TUMOB:

- NepBbI TUN npeAHasHayeH AN KoauposaHWs B KIN3 M HaHeceHMs Ha
TPETUYHYIO YNaKOBKY MpY BbIMOIHEHWUW Orepaummn arpermpoBaHus amuteHTammn Kria
M npeactaBnsieT Co60M  YHUKaNbHbIA  MAEHTUPUKATOP TPETUYHON (3aBOACKOM,
TpaHcnopTHoR) ynakoBkn B Buae Serial Shipping Container Code (manee - SSCC),
KOTOpbIA cocTouT K3 18 (BoceMHaaLaTy) CMMBO/IOB B COOTBETCTBMM CO CTPYKTYPOM
AaHHbIX, NPeAyCMOTPEHHOW MEX/1yHapOoAHOW HEKOMMEPYECKOW accoumaumen GSI,

a UMEHHO: WHAMKATOP paclUMpeHns YNakoBKW, PermcTpauuoHHbIA HOMep 3MUTeHTa
KM3, BblgaHHbIK Npy BCTYNIEHWM B HaUMOHa/lbHYK  accoumaumio  GS1]
N MHOMBUAYA/bHbIA  CEPUIAHbIA  HOMEP TPETMYHOW (3aBOACKON, TPaHCMOPTHOWA)

YNaKOBKMW, COCTaBNSEMbI 3MMTEHTOM KII3 no npousBonbHOMY (Kak MpaBuno,

1 Hanpumep, topuanyeckue nuua, SBASOWMMUCA pe3vaeHTamu Poccuiickoii degepaumm MoryTt
aBnATbES uneHamu C1 PYC.
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nocnefosate/lbHOMY)  nopsgky  npucBoeHusi.  Kogy  SSCC  npepluecTByeT
naeHTngukaTop npumeHeHns (00);

- BTOPOA Twn npefHasHayeH [Ansa kKoguposaHus B KWM3 M HaHeceHus Ha
3aBO/JCKYHO YNaKOBKY NpW BbIMoNHeHUN amuTeHTamu K3 onepauumm arpermpoBaHns
MepBOro ypoBHSA C oAHMM kogom npoaykta (GTIN) wn cogepxut 3 (Tpy) rpynnbi
AaHHbIX, a UMEHHO: MaeHTudunkKaumoHHbslin Homep JI (GTIN) (emy npeplwlecTsyet
naeHTngukaTop npumeHeHns (01), coctouT u3 14 4ymcnoBbIX CUMBO/OB), kod TH
B3/ (koTopomMy npeawlecTByeT WAEHTUDMKATOP npuMeHeHus (240), cocTouT u3 4
YMCNOBbLIX CUMBO/MIOB) W MHAMBUAYA/bHbIA CEPUIAHBIA HOMEP TPETUYHON (3aBOACKOW,
TPaHCNOPTHOW) YMNakoBKM (emy NpeALIecTBYeT WAEHTUMUKATOP NpuMeHeHus (21),
coctaBnsetcd amuteHTamm K3 B COOTBETCTBUM C TPEOOBAHUSAMU, OTPaXKEHHLIMU B
MNyHKTe 9 HAaCTOAWMX METOAUYECKMX PeKOMeHJauuMi B 4acTU TeHepupoBaHUs
NHANBNAYaNbHOIO CEPUAHOr0 HOMepa BTOPUYHOW (NOTPEOUTENbCKON) YMNaKoBKM).
B cnyyae oTCyTCTBUSI HEO6XOAMMOro CBOGOAHOrO MecTa Ha 3aBOACKON ynakoBke J1IT
TMna «6aHgeponb» ¢ ogHMM Kogom npoaykta (GTIN) gonyckaeTcsi cocTaBieHue U
koanpoBaHune K3 B BMAE ABYMEPHOTO LLTPUXOBOIO Koja.

- TPeTuiA Tun NpefHasHayeH A4/ UCMONb30BaHWSA MPY BbIMOIHEHUM OMNepaLmm
arpermpoBaHus opraHusauusiMm onToBon Toprosau J1M, He BCTynuBwmMMK B 'C1
PYC, v npeactaBnsieT cob60i YHUKaNbHbIA NAEHTU(MKATOP TPETUUHON (3aBOACKOMN,
TPaHCMOPTHOW) YNakoBKW, KOTOpbIA MO aHanorum ¢ kogomM SSCC cocTouT u3
18 (BocemHafLaT) CUMBOJIOB W CcOdepPXUT 3 (TpW) rpynnbl AaHHbIX, @ WMEHHO:
VHAMKATOP pacLUMpeHns ynakoBKK (AnMHOM 1 ungpoBoi cMBON), MAEHTUDMKATOP
opraHuzaumm ontoBoi Toproenn JIM B WIC «MapKupoBka» ¥ WHAMBUAYaA/bHbIN
CEPUIHBIA HOMEP TPETUYHOM (3aBOACKOW, TPAHCMOPTHOM) YNakKOBKW, COCTaBNSIEMbIA
amuteHTOM KKI3 no npou3Bo/ibHOMY MOPAAKY NMPUCBOEHUSA. TPeTbeMy TUMY AaHHbIX
npeaLwwecTByeT uaeHTUQUKaTop npumeHeHns (999). MaeHTU(MKATOp opraHu3aumm
onToBor ToproBnn JIM Ha3HayaeTcA aBTOMaTUYeCcKM npu  peructpauum B
NC «MapKnpoBKa».

11. Bce HeobxoauMble daHHble ana koauposaHus B K3 reHepupytoTca u

HaHOCATCS Ha TPETUYHYH (3aBO/CKYHD, TPaHCMOPTHYHO) YnakoBKy J1M aMUTEHTamK
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KN3 meTogamu neyatn unm aTUKETUPOBaHUA. B Lensx npoBefeHust JKCnepuMeHTa U
obecneyeHnss NpocneXxmnsaeMocT ammnTeHTbl KIA3, yyacTytowme B SKCNEPUMEHTE,
06ecrneymBatoT BbIMO/IHEHNE TPeO6OBaHMIA NO CepuannsalLmmn 1 arpernpoBaHuio.

12. B pamkax 3KcnepumeHTa AOMYyCKaeTcA Mo YCMOTPEHUKO amuTeHTa K3
ay6nmpoBaTb  WH(opmMaumio,  cogepxaulytocs B KWM3  Ha  BTOPUYHON
(noTpebuTenbCKOM) ynakoBKe W/WAM Ha TPETUYHOM (3aBOACKON, TPaHCMOPTHOW)
YyMNaKoBKMN B BUAE YMTAEMOro NeyaTHoOro TekcTa. s YMtaemoro nevyaTHoro Tekcra Ha
BTOPMYHOW (NOTPEOUTENbCKON) YNaKOBKE PEKOMEHYETCS MCMO/Mb30BaTb CEAYHOLLNIA
(hopMaT JaHHbIX:

- K (01): NaeHTudumkaumoHHblin Homep JTIN (GTIN);

- CW (21): HamBmnayanbHbIil CEPUHbIIA Homep BTOPUYHOM
(noTpebuTenbcKoi) ynakosku J1U;

- HC (10): Homep npon3soacTBeHHOW cepum J1IT;

: CI" (17): Oata nctedeHns cpoka rogHoctu B popmate «44.MM.ITTT».

I1l. TpeboBaHNA K 060pYyA0BaHUIO, NUCTO/b3YEMOMY

Anst HaHeCEHUA U CYUTbIBaAHUA KOAOB
13. B pamkax npoBoguMMoro J3kcnepuMmeHTa amMuTeHTOM KW3 HaHocATcA Ha

BTOPUYHYO  (NOTPebuTenbCKyto) ynakoBky JIIT 1 TpeTuyHyko  (3aBOACKY!HO,
TPaHCMOPTHYK) YynakoBky JIMT MeTogamu neyat WAM  3TUKETUPOBAHUA MO
YCMOTPeHUtO  amuTeHTa KWM3 6e3 orpaHuMYeHUin C  MCMob30BaHMEM 1t06Oro
obopyaoBaHus.

[Mpy BCKPbITUM BTOPWUYHOI (MOTPeOUTENbCKOM) YNakoBKM CyObeKT obpalleHus
JIM gomkeH perncTpupoBaTh COOTBETCTBYHOLLYHO Onepauuio o BbiBode J1I1 13 obopota
(MyHKT 65 HacToAwmMX MeToauyecKnx pekoMeHaaumii). BbiBefeHHbIN M3 060poTa
KWM3 NoBTOPHOMY MCMNO/b30BaHNIO He MOAIEXNT.

B cnyyae ycnewHoCcTn JKCnepuMeHTa yKasaHHble MeToAbl HaHeceHMs KW3 Ha
ynakoBKy J1I'1 nnaHnpyeTca COXPaHUTb.

14, B KauecTse peKoMeHAYeMOro Auana3oHa pa3smMepoB OTAE/IbHbIX TOUEUHbIX

CVMBO/IOB, COCTaBMSIOLLMX [BYMEPHbIVi LUTPUXOBOI KO, HAHOCUMbIA Ha BTOPUYHYIO
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(noTpebutenbckyto) YynakoBky JII, peKOMeHAYeTCA WCMOMb30BaTb TOYEYHbIE
CMMBO/bI C pasmepamu B npegenax 0.255 mm - 0.615 mm.
15. PekomeHayemble TpeboBaHUA K KayecTBy HaHeceHMs K3 Ha BTOPUYHYIO
(noTpebuTensCcKyo) ynakosky JI1:

- HaHeceHMe C ypoBHeM Knacca Kavectsa C 1M Bbllle B COOTBETCTBUN CO
craHgapTom MICO 15415 (TOCT P MICO/M3K 15415-2012);

- HaHeceHVe neyaTbild C WCMO/b30BaHWEM MeTOAa KOPPeKuun OLmnboK
ECC-200;

- ncnonb3osaHme ASCII KoguposaHuA Ha ocHoBe cTaHgapTa MCO 16022
(TOCT P MCO/M3K 16022-2008).

16. Ob6opyfoBaHMe [AN1A CUMTBIBAHUA [O/DKHO MO3BOMATb OCYLLECTBNATH

CUMTbIBaHME KOJOB, HAHECEHHbIX B COOTBETCTBMM cO cTaHdapToM CO 15415 (FOCT
P NCO/M3K 15415-2012) 1 napameTpamu, NPUBEAEHHbIMW B MYyHKTe 14 HACTOALLMX

MeTOANYECKIX PEKOMEHJALMIA.

V. TpeboBaHUs K MHGOPMALMOHHOW CUCTEME
17. B uensax 3kcnepyMMeHTa U B Aa/lbHEMLLEM ANS1 OTCNEXMBAHUS [ABMXEHMS

JIN oT npowu3BoauTens [0 KOHEYHOro noTpebuTens C MNOAAEPXKKON  (hyHKUWIA
rocyaapCTBEHHOrO  KOHTpONA W Hagsopa B ciepe  obpaweHus  JIMT  w
(hapMaLeBTUYECKON [eAaTeNbHOCTU OyfeT MCMo/b30BaTbCA MO3TarnHO Co3jaBaemas
®HC Poccun nHgpopmaLmoHHas cucTemMa MapKuUpoBKy ToBapoB KNS,

18. PYHKUMM  MH(OPMAUMOHHONO  OGecrneyeHnss  MapKMpOBaHWA U
MOHUTOpUHIra [ABwKeHnus JIIM OT npousBoguTens [0 KOHEYHOro mnotpebutens
peannsyroTca B cocTase IC «MapknpoBka» KomnoHeHTom MAJII.

19. B KomnoHeHTe MAJIM B coctaBe NC «MapKMpoBKa» A0/MKHa ObITb
obecreyeHa peasvsaums Cnegyowmx NPUHLMNOB:

- naeHTumkauyms J1N 8 IC «MapKkrpoBka» Mpou3BOAUTCA Ha OCHOBAHUM
YHUKa/bHbIX NAEHTU(DUKATOPOB BTOPUYHON (MOTPEOUTENLCKOW) YNaKOBKY;

- nosiHad NPOCNEXnBaemMoCTb ABMXeHUA cepumn J1IM oT npoussoguTens Lo
KOHeYyHOro notpebutens obecrneymBaeTcs 3a CYeT BHeceHMs B WC «MapKupoBKa»

COOTBETCTBYIOLLENA MHADopMaLmn B hopMe 3MEKTPOHHbIX [JOKYMEHTOB, MOAMUCAHHbIX
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YCUNEHHON  KBa/M(MUMPOBAHHOW  3/IEKTPOHHOM  NOAMWCLIO,  MNepefaBaeMbiX
yyaCTHMKaMM  MH(OPMaLMOHHOTO  B3aUMOAEWCTBUA B  CBA3W C  U3MEHEHUAMU
COCTOAHUA n/mnn mMectononoxeHusa JIM Ha NPOTAXEHUN BCEro XXW3HEHHOro UMKa
nr;

- MH(oOpMaUMsA O KaKaom nepemelieHnn JIMT OT ofgHOro cybbekTa
obpallleHns K Apyromy [o/KHa ObiTb akuenToBaHa KaXAbIM Y4YaCTHUKOM
B3aUMOAENCTBMS.

20. KomnoHeHTa MAJM B coctaBe WVIC «MapkupoBKa» [0/HKHA OblITb
CO3fjaHa C Y4eTOM MPUMEHEHUSA LEHTPa/IM30BaHHOW apXUTEKTYpbI, NPeAcTaBsAoLLel
CO60I efiMHbIA NH(OPMALMOHHLIN pecypc. MporpaMMHble NPOAYKTbI, UCMO/b3yeMble
Npy peasmsauumn apxmnTekTypbl KOMMNoHeHTa, AOMKHbI COOTBETCTBOBATL TPebOBaHUAM
MepBooYepeHOCTM UCNONb30BaHMSA CBOOOAHOIO NPOrpaMMHOro obecreyeHus.

21. Mpn co3gaHun KomnoHeHTsl MAJMT B coctaBe NC «MapKnpoBka»
[O/MKHbI  ObITb  peasin3oBaHbl HEOOXoAUMble WH(OPMALMOHHbIE B3aMMOAENCTBUS,
NMO3BONAIOLLME OCYLUEeCTBMATL AOCTYNM K MHGopMauum AN BCEX Y4YaCTHUKOB C
BO3MOXHOCTbIO pacLumpeHms. B yacTy 06LLeCMCTEMHOrO NPorpaMmMHOro obecreyeHus
[0/1Ha ObITb 06ecreyeHa MacLITabupyemMoCTb PELLEHWIA.

22. KomnoHeHta MAJMM B coctaBe WC «MapkupoBka»  [0/HKHA
obecreynBaTh BbIMOIHEHWE CNEAYHOLMX TPeboBaHMn K NOKa3aTeNsaM Ha3HaueHs:

- XpaHeHWe BCeX 3anuceil TpaH3akuMin B 6ase JaHHbIX, PErMCTPUPYEMbIX B
KomnoHeHTe M/ B paMKax 3KCrnepuMeHTa, B TedeHue 5 (NATb) NeT;

- CepBepHble MOACUCTEMbI AO/KHbI 06ecneymBaTb YPOBEHb AOCTYMHOCTM
NH(OPMaLMOHHBIX ycnyr 99,9% (MakcuMMasibHOe KOMIMYeCTBO YacoB MPOCTOSA B rof,
He 60nee 9) B pexxnme 24 yaca 7 IHEN B HeLeNto;

- Bpemsi BOCCTaHOB/eHMsA pabotocnocobHocT KomnoHeHTsl MO B
coctaBe VIC «MapKupoBKka» Mnocne ycTpaHeHUs c60d He 6Gonee 45 MUHYT Mpw
YC/IOBAM MOJMHOIO YCTPaHEHMs TMPUYMHBI, Bbl3BaBLUE COOW, W COXpaHeHue
LIeNIOCTHOCTM  YCTaHOB/IEHHbIX Ha cepsepe (paboyeir cTaHUUWM) MPOrpaMMHO-

TEXHNYECKUX CPEACTB N 6a3 JaHHbIX;
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23. OO6LLecnCTEMHbIE CepBepPHble KOMMOHeHTbl NIC «MapKnpoBKa» LO/MKHbI
NOALEPXMBATL BO3MOXHOCTb CTPYKTYPHOIO pe3epBMpOBaHMSA, aBTOMATUYeCKOro
BbIAB/IEHNA (PaKTa OTKas3a CepBEPHOr0o y3fa W MepeknoyeHns 3agady (Harpysku) Ha
OPYro/  CepBepHbIA  y3en, a  TakKke  WUMeTb  Pe3epBUPOBaHHbIA U
AMBEPCU(NLMPOBAHHBIA MO MOAKNHOYEHUIO K MpoBainjepam KOHLEHTPATop CeTeBOro
[0CTyNa K/NEHTOB.

24, B uyactn co3gaHua KomnoHeHTa MAJIN B cocTtaBe NC «MapKMpoBKa»
npn paspaboTke cneunanbHoro MO KOMMOHeHTa B 0053aTe/lbHOM  MOpsAKe
OCYLLECTB/ISIETCS aBTOMATM3aLUMsA HKeyKasaHHbIX (DYHKUWMIA:

- aBTomMartumsaums (OYHKUWMA perucTpaumm nonb3osateneir B CucTeMe,
CO3aHNA IMYHbIX KaBMHETOB 1 BBOAA pacLUMpPeHHbIX cBeaeHunin o J1TT;

- aBTOMaTu3aums (OYHKUMIA MONyYeHUs W perucrTpaumm  CBefeHui
0 [lercTBUAX, BbINOMHAEMbIX B pamMKax npouecca BBoga B 06opoT J1IT;

- aBTomMaTtumzaumsa (OYHKUMIA MONTyYeHUS W PerucTpaumm  CBefAeHWi
0 [IeNCTBMAX, BbIMOMIHAEMbIX B paMKax npouecca obopoTa JIM Ha TeppuTopmm
Poccuiickoin depepauuu;

- aBTOMaTtuzaums (yHKUMM peructpauyumn B Cucteme CBefeHWI O BbIBOAE
JIMN n3 06opoTa;

- aBTOMaTM3auMs (PYHKUMIA OCYLLECTBNEHMSI OOLLECTBEHHOrO KOHTPONSA 3a
obpatyeHnem SIT;

- aBTOMaTM3auMs (OyHKUMIA aBTOMATM4YecKoro 6/10KMPOBaHUS peasnsaummn
J1TT ¢ ncTekWwnmMm cpokaMmm rogHocCTw,

- aBTOMaTM3aums (yHKUMIA MU3bATUA M3 060poTa (PanbCUULMPOBAHHBIX,
KOHTpaaKTHbIX U Hel06poKa4eCTBEHHbIX J1T;

- aBTomartuzauMs (YHKUMA KOHTPONA W ONepaTMBHOIO  BbIAB/EHUA
BO3MOXHbIX HapyLUeHWA npu perucTtpaumm ceefeHunid B KomnoHeHTe MAJIM
B cocTaBe VIC «MapkumpoBKa» cybbekTammu obpatleHns JI1;

- aBTOMaTM3aUmMs PYHKUNUIA obecrneyeHnst MHhoPMaLMOHHO-aHaIMTUYECKON

NOAAEPXKKN [eaTeNbHOCTU (hefepanbHbIX OPraHoB MCMONHWUTENbHOW BRacTu B cepe
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obpallleHnsi NeKapCTBEHHbIX MpPenapaTtoB U MOHUTOpPWHra AswkeHus JII (cornacHo
MpunoXkeHna Ne 2 K HaCTOALMUM METOANYECKMM PEKOMEHIALMAM).

25. Co3paHne KomnoHeHta MAJIIMT B coctaBe WC  «MapKupoBKa»
OCYLLECTBNSIETCA B COOTBETCTBUM CO CBOAHLIM M/1IAHOM MPUOPUTETHOIO MPOEKTa
«BHeapeHune aBTOMaTM3MPOBaHHOM CUCTEMBI MOHUTOPVHIa  ABWKEHUS
NeKapCTBEHHbIX MpPenapaTtoB OT MPOW3BOAMTENS [0 KOHEYHOro noTpebuTensd ans
3aWNTbl  HacesleHNs OT  (ha/IbCU(PMUMPOBAHHbBIX IEKAPCTBEHHBIX TMpernapaTtoB U
OMepaTMBHOIO BbIBEAEHMA M3 000pOTa KOHTPadaKTHbIX W HeL0OpPOKauyeCTBEHHbIX

MpenaparoB».

V. lNMopAanok nepegayn n obmMeHa MHopMaLmeit
26. FOpuanyeckasds  3Ha4YMMOCTb  BCEX  OMepauuid,  perucTpupyembix

cybbekTamy obpalleHnss B KomnoHeHTe MM B coctaBe WC «MapKnpoBKay,
[0/KHa obecrneumBaTbCA MoANMcaHMeM COOTBETCTBYHOLMX [AOKYMEHTOB YCWUIEHHOM
KBaNMMLUMPOBAHHOW 3MEKTPOHHOM NOAMMUCHHO.

217. MH(opMaLUMOHHbIN  06MeH  yyacTHMKOB ¢ WIC  «MapKupoBka»
OCYLLECTB/IIETCA HA OCHOBe pa3pabdarbiBaeMblX WHHOPMALMOHHBIX 3/1EKTPOHHbIX
CEPBMCOB C  WCNOMb30BaHWEM  CTaHAAPTHLIX  MNPOTOKOMIOB W UHTepdelicoB
3NIEKTPOHHOIO  B3aUMO/ENCTBUA, NOAAEPXKMBAIOLLMX  PEXUM  rapaHTUPOBaHHOW
[0CTaBKW NaKeToB [aHHbIX.

ABTopu3aumsa B IC «MapknpoBka» CyobekToB 06palleHns ST ocyLLecTBNSeTCS
MoCPeACcTBOM CepTUMKaTa KBaIMPULMPOBAHHOM 3N1EKTPOHHON NOAMNMCH.

28. PaspabatbiBaeMble  MHPOPMALMOHHbIE  31EKTPOHHbIE CepBUCHI,
OCYLLECTB/IAOT aBTOMATM3MPOBaHHbIA 0OMeH A0/KHbI 06ecrneynBaTb BbIMO/IHEHNE
cneayroLmx hyHKUNWIA:

- (hopMmpoBaHUWe, MoANMcaHNe 3M1eKTPOHHOW MOAMUCHI0 [OKYMEHTOB B
CUCTEMY;

- MoNly4eHMe 0TBeTa Ha HarpaB/eHHbIN paHee JOKYMEHT;

- COXpaHeHVe COLEePXXMMOro HanpaeisieMblX LOKYMEHTOB W MOSy4vaembiX

OTBETOB Ha HMX, a Takke MHMopMaLMM O (haKTax HarpaBfeHUs LOKYMEHTOB (HOMep
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NOKYMEHTa; Aata M Bpems OTNpaBKW; WHpopMauus 06 YNOJTHOMOYEHHOM JnLE,
noAnucasLLemM 1 HarnpaBuBLLEM LOKYMEHT; AaTa U Bpems nonyyeHUs OTBETa).

29. B pamkax OKcnepuvMeHTa CBefEeHWA O COBEPLUEHWN COOTBETCTBYHOLLMX
oriepauuini  fo/MKHbI ObITb  3aperucTpuposaHbl B KomnoHeHTe MJAJIM B cocTtase
NC «MapkunpoBka» cybbekTamu obpateHns JIIM He nosgHee 5 paboumx fAHein ¢
MOMEHTa WX COBeplUeHMs, HO 00f3aTeNbHO [0 MOMEHTa Mepexoja mnpasa

cobcTBeHHoCTH Ha JIM.

VI. IMopAanok B3auMoaencTBnA MHPOPMaLMOHHON CUCTEMBI

C UMeroLLIMMNCA pecypcamm
30. B uenax 3kcnepumeHta NC «MapkupoBka» [o/mKHa o6ecrneynsartb

B3aMMOZENCTBUE NOCPeACTBOM EAMHOM CUCTEMbI MeXBELOMCTBEHHOIO 3/1eKTPOHHOIO
B3aumopgencTeua (ganee - CMOB) co cnegyownMm MHHOPMaLMOHHBIMI CUCTEMaMK
(hefilepaibHbIX OpraHoB UCMOHUTE/IbHOW BNacTu:

- [ocypapCTBeHHbIA PeecTp JIeKApPCTBEHHbIX CPEeACTB AN MeAULMHCKOro
MPUMEHEHNS, pa3MeLLEeHHbIM Ha  ouumanbHOM  cailTe  MwuH3gpasa Poccum
B MH(DOPMaLMOHHO-TENIEKOMMYHMWKALMOHHOW CETU «HTEPHET»;

- EAWHbIA peecTp /NIMUEH3NA Ha MPOM3BOACTBO JIEKAPCTBEHHbLIX CPEACTB
MwuHnpomTopra Poccuu;

- EAvHbIA peecTp NUUEH3WIA, B TOM uYWCNe JIMLEH3WI, BblJaHHbIX OpraHamu
rocyfapCTBeHHON BflacTh CybbekToB Poccuiickoin degepaumMnm B COOTBETCTBUM
C nepefaHHbIM MOTHOMOYMEM MO NINLEH3NPOBAHNIO OTAE/NbHbIX BULOB AEATEIbHOCTH,
pa3MeLLeHHbIN  Ha odwuuManbHOM calite Poc3fgpaBHagsopa B MHMOPMaUMOHHO-
TeNIEKOMMYHUKALMOHHON CeTU «VIHTEpHET;

- EavHbIV rocylapCTBEHHbIA peecTp HOPULANYECKNX NNL/EANHBIN
roCyZapCTBEHHbIN PeecTp UHAMBUAYATbHLIX NPeANPUHUMATENENR;

- Moacuctema «BbI60POYHbIN KOHTPO/b» aBTOMaTM3MPOBaHHO
MH(OPMaLMOHHOM cucTembl Poc3gpaBHaA30pa;

- Mopacuctema «KOHTpO/b KayecTsa NeKapCTBEHHbIX CpescTB»

aBTOMATM3MPOBAHHOM MH(OPMALMOHHON cucTeMbl Poc3apaBHaa30pa;



18

- [ocynapCTBEHHbIN pPeecTp akKpeAMTOBaHHbLIX (WUMANoB, MPeACTaBUTENbCTB
MHOCTPaHHbIX topuanydeckux nuy, ®HC Poccun.

31.  Cepsuchl obecneyeHuns MeXXBe4OMCTBEHHOrro 3N1EKTPOHHOI0
Blammoenctena MC «MapknpoBka» AO/MKHbI OTBeYaTb TPEOOBaHMSAM MpUKasza
MuHMCTEPCTBA CBA3M UM MacCOBbIX KOMMYyHMKauuii  Poccuiicko  Pefepaunm
oT 27 gekabpsa 2010 r. Ne 190 «O6 YyTBEPXOAEHUUN TEXHUYECKUX TPeObOBaHWUi
K B3aMMOAENCTBUIO NH(OPMAaLMOHHbIX cucTem B eIVHOM cucteme
MeXXBEJOMCTBEHHOIO  3/IEKTPOHHOIrO  B3auMoOAencTBus».  OnucaHue  CepBucoB
npeaocTaBnAeTca B COOTBETCTBYHOLLMX TEXHO/TIOTNYECKNX KapTax
MeXXBeJOMCTBEHHOIO B3aMOLENCTBUS.

32. XpaHeHve peecTpoB M BefeHUe HOPMAaTMBHO-CMPaBOYHON MHGOpMaLmn
B KomnoHeHte MAJIIT B coctaBe WC  «MapKnpoBKa»  OCYLLECTBSETCH
B COOTBETCTBUM C NPUHLMNaMM HenpoTUBOPEUNBOCTH, HenpepbIBHOCTH
W LeIOCTHOCTU MHopmMaumn. B uensx obecnevyeHns NpocieXxmBaemMocTy CripaBoYHble
[laHHble N3 BHELUHMX MHMOPMAaLMOHHbLIX CUCTEM W PEcypcoB, B TOM 4uc/ie MOryT
3arpy>atbC 1 OOHOBNATLCA M3 MMEHLMXCA pPecypcoB (eaepasibHbIX OpraHoB

MCMOMHUTENBHOW BNACTW NOCPeACTBOM MCnosb3oBaHns CMOB.

VII. [MopsafoK nojayn 3asBKM Ha yyacTue B IKCNEPUMEHTE

N perncTpaumm ydacTHMKOB 3kcnepmmMeHTa B VIC «MapKnpoBKa»
33.  3asBKa Ha y4yacTMe B OKCMepumeHTe Ha [06pPOBO/MLHOM OCHOBE

othopmsisieTcd B IC «MapKmpoBKa» B 3M1EKTPOHHOM Bufe. CybbekTbl obpatyeHuns JM,
ABNAIOLLMECH  pe3nfeHTamy  Poccuitickor  degepaumun,  MOAMMUCLIBAKOT — 3asBKY
YCUNEHHON  KBa/M(PULMPOBAHHON  3/1IEKTPOHHON  MOAMMUCLIO, O(OPM/IEHHOW Ha
PyKOBOAWUTENA  OpraHu3auMm B OAHOM M3 YAOCTOBEPANOLWMX  LEHTPOB,

aKKpeaAnToBaHHbIX MUHKOMCBA3LIO Poccum ' .

2 http://minsvyaz.ru/ru/activity/govservices/2/


http://minsvyaz.ru/ru/activity/govservices/2/
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Ha KomnbloTepe, C KOTOPOro ocyuiectsndetca Bxog B NC «MapKnpoBKay,
[0/MKHbI ObITb YCTAHOB/IEHbI CEPTU(INKATBI K/THOUE NPOBEPKM 3/1EKTPOHHON MOANNCY
M MPOrpaMMHbIA MOy b, 06ecrneynBatoLLMiA PaboTy € 3/IEKTPOHHON NOAMNUCHIO.

34, Mpy  OoMopMNIEHUN 3aABKM Ha Yy4yacThe B OJKCMepUMeHTe CyObekT
o6palueHus NN, KOTopbIiA SBASETCS pe3naeHToM Poccuiickoi deaepaumm, yKasblBaeT
CNnefyHoLLMiA COCTaB CBEAEHMWIA:

- BUA cyobekTa obpatleHms SN\

- afpec 3NeKTPOHHOW NOYTbl, Ha KOTOPbIA [O/MKHO O6blTb OTNPaB/IEHO
aBTOMaTMyeCcKoe yBeOM/IEHME O 3aBepLLUEHMM MPOoLecca PaCCMOTPEHUS 3asBKM.

HanHble no VIHH wn KIM cy6bekta o6palueHus JIM, KOTOpbIA SBNASETCS
pesnaeHTom Poccuitickoin ®efepaupun, OyayT MOAyYeHbl Ha OCHOBaHWM [aHHbIX
cepTudmMKaTa K/Ya 3EKTPOHHOM MOAMUCK, KOTOPbLIN Obla  MCMOMb30BaH Mpu
MOANUCAaHNN 3a5BKM.

35. HOCTpaHHblE [epXKaTenn pPerucTpaumoHHbIX yaocToBepeHuin J1IM B
3/IEKTPOHHO 3a5BKe Ha y4yacTue B DKCMepUMeEHTe YKasblBatOT ClefytoLne CBeAeHNS:

- HavMeHOBaHue MHOCTPaHHOIO fepxarens PErncTpaLoHHOro
yaocTtosepeHus JIIM (Ha pyCcCKOM Si3bIKe);

- HOMep PerncTpaLMoHHOrO YAOCTOBEPEHUs W fJaTy peructpauymm Jir,
MapKMpoBKa KOTOPOro OyfeT OCYLUeCTBMATLCA B COOTBETCTBUM C TpeboBaHUAMU
HaCTOALLMX METOANYECKNX PEKOMEHAALNIA;

- (haMunno, UMs, OTHECTBO 3adBUTENA (Ha PYCCKOM fA3bIKe);

- KOHTaKTHbIA TeNle()oH 3asBUTeNS;

- aflpec 3MNEeKTPOHHON MOYTbl, Ha KOTOPbIA [O/MKHO OblTb OTNPaB/IEHO
aBTOMaTM4ecKoe yBeAOM/IeEHME O 3aBepPLLEHNM MPoLecca PaCCMOTPEHMS 3asBKM.

36. B paccmMOTpeHMM 3asiBKM Ha Yy4yaCTuMe Ha [100pOBOMbHOM OCHOBE
B 9KCMEPUMEHTE, O(OPM/IEHHOW WHOCTPaHHLIMU  [epXXaTeNsamMn  PerncTpaLmoHHbIX
Y0CTOBEPEHUIA, y4acTBYeT Poc3apaBHaa3op.

37. OpurvHanbl  [JOKYMEHTOB, MOATBEPXKAAIOLME NPaBO MNPeAoCTaB/eHus
MHTEPECOB MHOCTPAHHOrO AepXkartens pPerucTpauumoHHoro ygoctosepeHus JIr,

M 3asIBfIEHNE Ha yuyacTve Ha [06POBOMBHON OCHOBE B JKCMEpUMeHTe Mo opme



20

cornacHo lMpunoxeHnto Ne 1 HacTOALUMX METOAMYECKUX PeKoMeHpauuii (nanee -
3aB/IeHNe) A0/MKHbI ObITb He no3gHee 10 KaneHAapHbIX [AHed C AaTbl Mojayu
3NEKTPOHHOI 3asBKW NpeacTaBneHbl B Poc3apaBHaa3op no agpecy: 109074, Mocksa,
CnaBaHcKaa nnowgaab, 4. 4, ctpoeHne 1

38. OcHoBaHVMeM [na  Hadana npouefypbl  PacCMOTPeHUsA  3adaBeHUs
MHOCTPAHHOIO  [iepXXaTtens pernctpaumMoHHOro ypoctoeepeHus J1I  asngeTcs
noctynneHne B Poc3gpaBHaL30p KOMMEKTa [OKYMEHTOB, YKas3aHHbIX B MyHKTe
37 HacToAWmMX MeToanyecknx pekomeHgaumii. CpoK pPacCMOTPEHUs  3asiBIEHUS
Poc3apaBHaA30pOM He MpeBbILLAET 5 paboumx AHEN.

39. CBefleHNa 0 pe3ynbTatax pPacCMOTPEHUA pPeLUeHMA O perucrpayum
WHOCTPaHHOIO [epyaTens perucTpauyoHHOro y0CTOBEPEHNS B KA4eCTBe y4aCTHMKA
JKcnepumMeHTa nepepatotca PocsapasHaasopom B KomnoHeHTy MAJIIM B cocTase NC
«Mapk/poBKa» B TeyeHMe 1 pabouyero AHSA CO AHA NPUHATUA COOTBETCTBYHOLLErO
peLLeHus.

40. OcHOBaHMA Ans  OTKasa B perncrpauMm B KayecTBe YyyaCTHMKA
JKCNepuMeHTa:

a) B peructpaumm B WNIC «MapKnMpoBKa» Ha OCHOBaHWW O(OPM/IEHHOM
3a9BKU Ha yyacTMeB OJKCMEpPUMEHTe pPOCCUMIACKMM  npousBoauTensm  JiM,
OCYLLIECTBNAOLLMM CTaaumn «dacoBka/ynakoBka J1 BO BTOPUYHYIO W/WIN TPETUYHYHO
YyNakoBKy», W POCCUICKMM npoussoguTensm JIM, OCyLLeCTBAAIOWMM  CTaguu
«BbIMYCKaOLLMIA KOHTPO/b KayeCcTBa», OTKa3bIBAETCS MO CeAyOLWMM NpUYnHaMm:

- OTCYTCTBME YCWUNEHHON KBa/IM(ULIMPOBAHHOMW  3NEKTPOHHOW MNoAnucu
PYKOBOAUTENA OpraHu3aunn-3asBuTeNis WM HECOOTBETCTBME [aHHbIX BafesbLa
KBa/IM(OMLMPOBAHHOTO CepTUMKarta JaHHbIM PYKOBOAUTENSA OpraHu3aun-3asaBuTenNs;

- OTCYTCTBME  CBEfeHWA O AEWCTBYKOLIMX  3anucsx B EAMHOM
rocylapCTBEHHOM peecTpe HpUanYeckux NUL/EONHOM ToCyLapCTBEHHOM pPeecTpe
NHANBUAYaNbHbIX NpeanpuHumarenein ®HC Poccuu;

- OTCYTCTBME CBEfEHW O AENCTBYHOLLEA NULUEH3MM B EAMHOM peecTpe

NINLIEH3MIA Ha NPOM3BOACTBO NEKAPCTBEHHbIX cpeAcTB MuHnpomTopra Poccuu;
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6) B peructpauum B WC «MapKnpoBKa» Ha OCHOBaHUM O(OPMIEHHOW
3a8BKM Ha y4yacTuve B OKCMepuMeHTe MHOCTPaHHbIM AepXXaTensM PernctpauyoHHbIX
yfocToBepeHnii JIIN o0TKasblBaeTcs Mo CeayowmM nNpuyYnHam:

- OTCYTCTBME CBefeHUn 06 YyKa3aHHOM B 3afBKe pPerncrpayyoHHOM
ypoctoBepeHun JII B [oCcynapCTBEHHOM peecTpe JIEKApPCTBEHHbLIX CPeAacTs And
MeMLMHCKOTO NPUMEHEHUS;

- OTCYTCTBME CBEAEHWIA O TMPUHATOM  MOSIOKNUTE/IbHOM  PELLEHNN,
OMMCaHHOM B MYHKTe 38 HaCTOAWMX METOANYECKMX PEKOMEHAALMIA.

B) B peructpauum B NC «MapKMpoBKa» Ha OCHOBaHWW OKOPM/IEHHOM
3aBKM Ha y4yacTue B JKcrepumMeHTe pefCTaBUTENbCTB MHOCTPaHHbLIX AepxKartesnein
PY 0TKa3bIBaeTCA Mo cnegyroLwmm npuymHam:

- OTCYTCTBME YCW/IEHHON KBa/IM(ULMPOBAHHON 3M1EKTPOHHOW MOANNUCY
PYKOBOAMTENA OpraHusaunn-3asaBuTenss UM HeCOOTBETCTBME AaHHbIX BfajenbLa
KBMPULMPOBAHHOIO CepTUPMKATa JaHHBIM PYKOBOAUTENA OpPraHn3auun-3asasuTens,

- OTCYTCTBME CBEAEHWI O [EeNCTBYHOLIMX 3anucax B [0CyAapCTBEHHOM
peecTpe  aKKpeauTOBaHHbIX  (MaManoB,  MPeACTaBUTENIbCTB  MHOCTPaHHbIX
ropugndecknx nuy, PHC Poccun;

r B peructpauum B WNC «MapKnpoBKa» Ha OCHOBaHWM OKOPM/IEHHOM
3a9BKM Ha ydyacTMe B OKCMepUMeHTe oOpraHumsaumsm onToeoit Toprosnu Jir,
opraHu3auusM po3HUYHOW TOProB/N, MeAULMHCKUM OpraHu3aumsam OTKa3blBaeTca Mo
Ceayowmnm NpuyHam:

- OTCYTCTBME CBeAeHWI O [JeiCTBYIOWEM CepTUdMKaTe YCUIEHHOM
KBa/IM(OMLUMPOBAHHOW MOANNCY, BblaHHON Ha PYKOBOAUTENA OpraHn3aLnmy 3aaBuTens;

- OTCYTCTBME  CBefeHWA O [eWCTBYHOLWMX 3anucax B EAMHOM
rocyapCTBeHHOM peecTpe HpUANYecKUx NUU/EAMHOM rocyaapCTBEHHOM peecTpe
NHAMBUAYaNbHbIX npegnpuHumarenein ®HC Poccuu;

- OTCYTCTBME CBefEHWUA O AeWCTBYIOLLEN NMLEeH3MN B EAMHOM peecTpe
NNLEH3MIA HAa MEAULIMHCKYIO U (PapmaLeBTUYECKYIO fesTeNbHOCTb Poc3apaBHag3opa.

41. Ha apgpec 3/1eKTPOHHON MoYTbl 3afBWTENs, YKa3aHHbI B 3afBKe Ha

yuyacTie Ha [J06pOBOMbHOM OCHOBE B JKCMEPUMEHTe, OTNpaBiseTcs pe3ynbTar
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PaCcCMOTPEHNSA 3a5BKN C YKa3aHVWEM MPUCBOEHHOI0 aBTOMATWYECKN MAEeHTU(MKaTopa
y4yacTHuMKa B IC «MapKnpoBKa».

42. Ana  aktmBaumn «JIMYHOro KabuHeTa» W 3aBepLUEHMS pPerucTpaumm
B IC «MapKunpoBKa» He0OX0AMMO BBECTW MNepeyeHb M0/b30BaTeNiel CO CTOPOHbI
cybbekTa obpatleHums JIT.

O[HOBPEMEHHO C 3TUM CYybbeKTbl o06palleHnss JII, KoTopble SABNASAKOTCH
pesngeHTaMn Poccuiickoin ®efepaumn, LO/MKHbI YKa3aTb CBeAEHMS O BblfaHHbIX
YCUNEHHbIX  KBUM(MLUMPOBAHHBLIX 3MEKTPOHHBLIX MOAMWCE Ha NO/b30BaTesen,
YMO/IHOMOYEHHbIX ~ OCYLUECTB/IATb  nepefady Heobxoaumblx ceegeHnii B UC

«MapKunpoBKa» 0T MMeHW cybbeKTa obpatleHus J1I1.

VIII. Topsagok B3anMoaencTBus y4acTHUKOB SKCMEPUMEHTA, BK/IHOYas
nepeyeHb N MOPSAOK BHECEHUA MH(OPMaLMN B CUCTEMY

VIII. 1. Mopsagok onucaHua J1IN B IC «MapKuUpoBKay»
43, OnucaHne JIIN B KomnoHeHTte MAJII B coctaBe NC «MapKupoBKa»

OCYLLECTB/IAETCA POCCUMCKUM npoussoguTenem JIM, OCYLUECTBASIOWMM  CTaAuMIo
«(pacoBka/ynakoska J1T BO BTOPUYHYID W/WMIM TPETUYHYHO YNaKOBKY», W/Wnn
NPeACTaBUTENbCTBOM  MHOCTPaHHOro  fepxkatend PY  w/wvnu  vMnoptepom
NEeKapCTBEHHbIX MPenapaToB Ha TeppuToputo Poccuiickort defepaumm, Ha OCHOBaHWM
3/IEKTPOHHOM 3as1BKM1, B KOTOPOW YKa3bIBaKOTCS:

- MAEHTUUKAUMOHHBIA HoMmep JTTT (GTIN);

- HOMep peruncTpaumoHHoro ypoctoepennst JIM © pata rocynapcTBEHHON
peructpaumn J1r1.

44, MopafgoK reHepauum n cnocob HaHeceHns KI13 Ha JIM ocyulecTenseTcs
B COOTBETCTBMM TpeboBaHuUAMM MNYHKTOB 9 M 10 HacToAwmx MeToamyecKmnx

PEKOMEHAALNIA.
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VI1I1.2. MNopsagok B3aMMO4enCcTBUS YHAaCTHUKOB 3KCMEPUMEHTA,
BK/HOYaA NnepeyeHb M nopagoK BHeceHUA MHgopmaumm B NC
«MapKnpoBKa», Npu BBOAE B rpaxkaaHCcKmin 060poT JII1, ynakoBaHHbIX
Ha TeppuTopUN Poccuiickoin defepauum

45, 3aBepLUeHMe 3Tana OKOHYaTe/lbHON YNaKOBKM OOPM/ISETCA POCCUIACKIM
npoussoautenem JIM, ocCyLwlecTBNAOWMM CTaamo  «gacoskal/ynakoska J1IMT Bo
BTOPUYHYIO W/MM TPETUYHYK ynakoBky», B KomnoHeHTe MAJIM B coctaBe LC
«MapKu1poBKa» NocpeACcTBOM Hanpas/eHna CNefyoLmx CBeAeHNIA:

- [iaTa COBepLUeHWs onepauuu;

- MHH/KMM POCCUIACKOTO npousBoanTeNs, OCYyLLIeCTBMBLLEr 0
yNaKoBKY/(haCOBKY BO BTOPUUHYIO/TPETUYHYIO YMaKOBKY;

- afipeC NPOW3BOACTBEHHOW M/OLWAAKM, OCYLLECTBMBLLE YNaKOBKY/(acoBKy
BO BTOPUYHYIO/TPETUYHYIO YMaKOBKY;

- TN NPOW3BOACTBEHHOrNO  3akasa  (CobCcTBeHHoe  npowussoacTteo  JIMM,

npoussoAcTBo J1IM no goroBopy);

NHH/KIIM cobetBeHHMKa J1T1T (B cny4vae npounssoacTsa J1I1 no gorosopy);
- HOMep NPOM3BOLCTBEHHON Cepuu;

- faTa UCTeYeHnA CpoKa rogHoCTn ,

MepeyeHb YHUKabHbIX WAEHTUPUKATOPOB BTOPUYHOM (MOTPEOUTENLCKO)
ynakosku J11.

46. PesynbTar  BbIMOSIHEHWA — OMepauun  arperMpoBaHNs  OhopMIIAETCA
poccuickum npomssoauTeniem JII, OCyLLeCcTBAAIOLWMM CTaauio «acoBka/ynakoBka
J1TT BO BTOPUYHYIO W/ TPeTUYHY0 ynakoBky» B KomnoHeHTe MZJII B cocTase
NC «MapKunpoBKa» NocpeACcTBOM HanpaB/eHus CefytoLWwmnX CBeAeHWIA:

- [laTa COBepLLEHNA onepaumu;

- MHH/KTIM POCCUINCKOTO Nnpou3BoANTENA, OCYLLECTBMBLLETO
yNakKoBKY/(haCOBKY BO BTOPUYHYIO/TPETUYHYIO YMAKOBKY;

- afjpec MecCTa OCYLLECTB/IeHUs AeATEIbHOCTU, Ae BbINO/HeHa arperawus;

- NnepevyeHb  YHWKaNbHbIX  WAEHTU(MMKATOPOB  TPETUYHOW  (3aBOACKOWA,
TPaAHCNOPTHOI) yNakoBKW JIM BbILLECTOALLEIO YPOBHS, 419 KaXAOro U3 KOTOPbIX B

cnydae arpernposaHnUa rMepBoro YpoBHA AOMOJ/IHUATE/NBHO YKa3bIBa€TCA [EPEYEHDb
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YHUKa/bHbIX NAEHTUPUKATOPOB BTOPUYHOW (MOTpebuTenbckoi) ynakosku MM,
B C/lydae arpervpoBaHnsi BTOPOro YPOBHA YKas3blBaeTCA MepeyveHb YHUKabHbIX
NOEHTU(MKATOPOB TPETUUHON (3aBOACKOM, TPAHCMOPTHOM), 00beANHEHHbIX B JaHHYHO
rpynny.

47, Onepayms ot6opa 06pasuyos JIM (4nd NpoBepKM COOTBETCTBUSA KayecTBy,
ANA [NEeKapupoBaHNA COOTBETCTBMS, KOHTPO/IbHblE M apXMBHble 06pasubl U np.)
othopMnseTcs  poccuiickuM  npoussogutenem SN,  OCyWeCTBAAIOWMM  CTaguto
«BbIMYyCKalOLWMA KOHTPONb KayecTBa», B KomnoHeHTe MAJIT B cocrase
NC «MapKnpoBKa» NnocpeAcTBOM HanpasieHWs CNeayoWwmnX CBeLeHWIA:

- M'HH/KIIM poccritickoro npov3BoAMTENS, OCYLLECTB/SIOLIErO BbIMYyCKatOLLIMI
KOHTPO/Ib Ka4ecTBa,

- Tvn BbiBoga J1IM 13 060pOTa;

- [laTa CoBepLUEHNS onepaLumu,

- MepeYeHb YHUKa/bHbIX WAEHTUMPUKATOPOB BTOPUYHOW (NOTPEOUTENbCKON)
ynakosku J11.

48. 3aBeplUeHMe 3Tana BbiMyCka rOTOBOM  MPOAYKUMM  OhopMseTCs
poccuinckum  npomssogutenem JII, OCYLLECTBNAIOWMM CTaauio  «BbIMyCKatOLLWiA
KOHTPO/Mb KayecTBa», B KomnoHeHTe MAJIM B coctaBe NC «MapKupoBKa»
MoCpeCTBOM Hanpas/ieHUs CeAyOLLMX CBEAEHWIA:

- [laTa CoBepLLUEHMA onepaLuu,

- NHH/KMM POCCUINCKOro npounssoanTens, OCYLLIECTBNAKOLLErNO
BbIMYCKAaOLLMIA KOHTPO/b KAYeCTBa;

- aflpec MpPoW3BOACTBEHHON MOLAAKN, OCYLLECTB/AIOLEA BbIMyCKAOLLMIA
KOHTPO/1b Ka4ecTBa,

- BUA  AOKYMeHTa  MOATBEPXAEHWA  COOTBETCTBUA  (Aekniapaums
0 COOTBETCTBUW, CEPTUPUKAT COOTBETCTBUS);

- PErncTpaLnoHHbIA HOMEP AOKYMEHTa NOATBEPXKAEHNA COOTBETCTBUS;

- [laTa perucTpaumn LJOKyMeHTa NOATBEePXKAEHUS COOTBETCTBUS,

- nepeyeHb YHUKa/IbHbIX NAEHTUPNKATOPOB BTOPUYHOW

(noTpebutensckoit) ynakoBku JIM n/unn nepeveHb YHUKabHbIX UAEHTU(NKATOPOB
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TPeTU4HOM (3aBOACKOM, TPaHCMOPTHO) ynakoBku JIM (B cnyyae arpervmpoBaHus
NoTpebuTeNnbLCKNX ynakosok JII1).

49, Mepenaya cobCTBEHHUKY J1T1, BbIMYLLEHHbIX B pamMKax OKasaHWsa yCayr no
MPOM3BOACTBY, OPOPMAAETCA POCCUINCKUM npoussoauTenem ST, ocyLLecTBAAOLWMNM
cTaguio «pacoska/ynakoska J1I BO BTOPUYHYD W/MIN TPETUYHYIO YMNaKOBKY»,
B KomnoHeHte MAJIM B coctaBe VIC «MapkupoBKa» nocpeacTBoOM Hanpas/eHUs
CNeayoLmx ceeeHN:

- [ilaTa COBepLLEHMS onepaumu,;

- WNHH/KTI poccuiickoro npounsBoanTens;

- NHH/KII cobcTBeHHMKa JTTT;

- afjpeC MecTa OCYLUEeCTBNEeHUA [AeATeNlbHOCTM  cobCTBeHHMKa  J1TM
(ecnmn ocyulecTenseTcsa nepemMelleHune 1IN Ha cknaf CO6CTBEHHMKA);

- PEKBU3NTLI MEPBMYHOIO AOKYMEHTa, MOATBEPXKAAOLLEro rnepemeLleHune
JIM n cyéT-hakTypbl (32 UCKIKOYEHNEM UL, NPUMEHAOLWMX CheLnaibHble Hal0roBble
PEXNMBI);

- nepeyeHb YHUKa/IbHbIX NAEHTUNKATOPOB BTOPUYHOW
(noTpebuTensckom) ynakoBku JI n/vnm yHUKanbHbIX MAEHTU(MKATOPOB TPETUYHOM
(3aBOACKOWM, TPAHCMOPTHOW) ynakosku J1I1.

50. Mprnemka Ha cknag JIM, BbINYWEHHbIX B paMKax OKasaHusa Yycnyr
Mo NPoun3BOACTBY, odopmnseTca cobcteeHHMkoMm J1IT B KomnoHeHte MAJIM
B cocTaBe MIC «MapK/poBKa» NocpeAcTBOM HarpaB/eHNs Cnefytowmx CBefeHNIA:

- [ilaTa COBEepLLEHUNS onepaLmu;

- WHH/KIIM cobcTBeHHMKa JTT;

- PEKBU3NTLI MEPBUYHOIO [OKYMEHTa, MOATBEePXAAOLEro rnepemeLleHune
nr;

- aflpec MecTa OCYLLECTB/EHUA AeATeIbHOCTY Mosy4yaTens;

- nepeyeHb YHUKabHbIX NAEHTUNKATOPOB BTOPUYHOWA
(noTpebuTensbckom) ynakoBkn JIM n/vnm yHUKabHbIX UAEHTU(MKATOPOB TPETUYHOM

(3aBOACKOW, TPAHCMOPTHOWM) ynakosku J1I1.
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B cnyyae 00Hapy>eHUsi HeCOOTBETCTBUM B MNPEAOCTAB/IEHHbIX CBeLEHUAX
0 coBepLUEHNN onepaumn nepegaun JIM cOBCTBEHHMKY, BbIMYLEHHbIX B pamMKax
OKasaHWa ycnyr no Mpou3BOACTBY, WHQopmauma ©n3  KomnoHeHTa MM
HanpaenseTcad B YMONHOMOYEHHbIA OpraH ANA MPUHATUA PeLleHns O AasbHeliem

OBMKXeHWUM JTT, B KOTOPOM BbISIBNIEHbI PACXOXKAEHMS.

VII1.3. Topanok B3aMOAenCcTBUSt y4aCTHMKOB 3KCMEPUMEHTA,
BK/IKOYasA nepeyeHb 1 NopsaokK BHeceHUs nHgopmauun B NC
«Mapkunposka», npu nponssoactse J1 3a py6exxom 1 BBO3e MX Ha
Tepputopuio Poccuiickoin deepaumm

51. 3aBepLUeHMe CTaAuu BbIMyCKatoLero KoHTpona kKadectsa JIM (Bbinycka
rOTOBO MPOAYKUMKM) OhOPMISETCA MPeLCTaBUTENIbCTBOM MHOCTPAHHOIO AepXKaTess
PY v  MHOCTpaHHbIM  [ep)aTefieM  PerucTtpalyMoHHOro  yA0CTOBepeHus,
He UMeloLWero npeAcTaBuTeNnbCTBa  Ha  TeppuTtopun  Poccuiickon  depepauun,
B KomnoHeHte MAJIM B coctaBe VC «MapknpoBka» MOCPeACTBOM Hanpas/ieHUs
CNeayoLLmMX CBeeHNI:

- [laTa COBEpLLEHUS onepaLmu;

- MHH/KIIM npeacTtaBuTensCTBa WMHOCTPAHHOIO Aepxkatens PY  win
NOEHTUPUKATOP MHOCTPAHHOIO AepXKaTensd perucTpaumoHHoro yaoctoeepeHus B NC
«MapKnpoBKa»;

- HaMMeHOBaHWe  MPOV3BOAUTENA,0CYLLECTBMBLLENO0  BbIMyCKatOLLWIA
KOHTPO/Ib Ka4eCTBa;

- aflpec MpOV3BOACTBEHHOM MNOLWAAKN, OCYLLECTBMBLLEA BbIMYCKAKOLLNI
KOHTPO/1b Ka4ecTBa;

- HOMep MPOW3BOLCTBEHHOW Cepuu;

- [iaTa UCTeYeHUs CpoKa rogHOCTY;

- nepeyeHb YHUKa/IbHbIX NAEHTUPUKATOPOB BTOPUYHOWA
(noTpebuTensckoi) ynakosku J1I1.

52. PesynbTaT  BbINOAHEHWA  OMepauun  arpernposaHns  odopmaseTcs

NPeACTaBUTENbCTBOM MHOCTPAHHOTO JepXaTens PY MM MHOCTPaHHbIM [epXXaTenem
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PEerucTpaumoHHOro  YAOCTOBEPEHUs, He WMelLWero npeAacTaBUTENbCTBA  Ha
Tepputopun  Poccuiickoir  depepauun, B  KomnoHeHTe MAJIMT B cocTase
NC «MapKnpoBka» NocpeAcTBOM HarpasieHNUs Cnefytowmx CBeAeHNI:

- [iaTa CoBepLUEeHNs onepauuu;

- MHH/KIIM  npeactaBuTenbCTBa  MHOCTPaHHOro  depxxarend  PY
NN NOEHTU(INKATOP WMHOCTPAHHOIO [epXKaTens PerncrpalyMoHHOro YAoCTOBEpPeHUs
B IC «MapKnpoBKa»;

- afjpec MecTa OCYLLECTB/IeHNA AeATENbHOCTH, e BbINO/HEHA arperauuns;

- NnepeyeHb  YHUKAbHbIX WAEHTU(IUKATOPOB TPETMYHON  (3aBOACKOWN,
TPaHCMOPTHOM) ynakoBky JII BbILWECTOALLErO YPOBHA, AN KaXAOr0 M3 KOTOPbIX
B C/lydae arperupoBaHua MepBOro YPOBHA [OMOSIHUTE/NBbHO YKa3blBAeTCA MNepeyeHb
YHUKa/IbHbIX  WAEHTU(MPMKATOPOB BTOPMYHON (MOTPebuTeNnbCkon) ynakoBku 1M1,
B C/lydae arpernpoBaHUs BTOPOro YPOBHA YKasblBaeTCA MepeyvyeHb YHUKaIbHbIX
NOEHTU(MKATOPOB TPETUUHON (3aBOACKOM, TPAHCMOPTHOWM), 00beMHEHHbIX B AaHHYHO
rpynny.

53.  Peructpauusi cBefeHW O HamepeHun BBo3a JIIT B POCCUICKYHO
defepalnio 0hopMaseTcAa NpPeacTaBUTENbCTBOM MHOCTPAHHOTO fepkartens PY wnu
MHOCTPaHHLIM  AepykaTenemM pPerucTpaumoHHOro YAOCTOBEPEeHUs, He WMEKoLLEero
NpeLCcTaBUTENbCTBA Ha Tepputopumn Poccuiickon Pepepauunn, B KomnoHeHTe MAJTIT
B cocTase VIC «MapKnpoBKa» NocpeAcTBOM Harnpas/ieHNUs CNefytowmX CBeLeHui:

-[aTa CoBepLLEHNA onepawmu,

-MHH/K1MN1 npefactaBuTeNnbCTBa  WMHOCTPAHHOro  gepxartena PY  wn
NAEHTU(NKATOP MHOCTPAHHOIO [epykaTensd perucTpaumoHHoro yaoctosepeHus B C
«MapKnpoBKa»;

-npojaBseL, IeKapCTBEHHbIX NpenapaTos;

-NoKynartesb IEKapCTBEHHbIX NpenapaTos;

-afpec rpy3ooTnpasnTend;

-0TNYyCKHasa LueHa Npon3BoanUTESA;
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-fMepeyeHb YHUKabHbIX WAEHTU(MKATOPOB BTOPUYHOW (MOTPEOUTENIbCKONA)
ynakoBku JIMT w/vnn  yHUKaNbHbIX MAEHTU(INKATOPOB TPETUYHON (3aBOACKOWA,
TpaHcnopTHOW) ynakosku JII.

4. Pernctpaumss ceefeHnini 0 BBO3e JIT Ha TaMOXEHHYH TeppUTOpPUIO
Poccuiickoin ®efiepaummn 1M pasMeweHn B 30He TaMOXEHHOTO KOHTPONSA, a TakXke
B C/lyyae nepemetleHns 1M mMexay cknagamm BpeMeHHOro XpaHeHUs (TaMOXXeHHbIMK
cknagamun), odopmnsetca B KomnoHeHTe MAJM B coctaBe VC «MapKupoBka»
MMMOPTEPOM  (OpraHm3aumedi ONTOBOW  TOProB/M)  MOCPEACTBOM  HarpaB/eHus

CNeayoLLmnX CBeAEHNI:

[laTa CoBepLLEHMSA onepaumu;
NHH/KIM nmnopTepa;

Npo/aBeL, TeKapCTBEHHbIX NPENapaTos.;

afpec rpy3ooTnpasuTend;

- afpec cKnaga BpeMeHHOro XpaHeHns (TaMOXXeHHOro CKnaga);

- OTMYCKHas LieHa Npou3BoanTens;

- NepeYeHb YHUKa/bHbIX WAEHTU(MKATOPOB BTOPUYHON (MOTPeGUTENBbCKON)
ynakoBkn JIM  w/vnn  yHUKaNbHbIX  UAEHTU(MKATOPOB TPETUYHOM  (3aBOACKOW,
TpaHcnopTHOW) ynakosku JII.

55. Onepaumn no otbopy o6pasuoB S, nonyumslIMX MOATBEPXKAEHME
cooTBetcTBuA, ogopmnaroTca B KomnoHeHTe MAJIM B cocTtaBe NC «MapKunpoBKa»
MMMOPTepOM  (OpraHm3aumer ONTOBO  TOProsnuM) rmnocne Bbinycka JIM  ang
BHYTPEHHero notpebneHnst Ha Tepputopum Poccuitickorr defepaummn nocpefcTsoM

HanpaBneHWs CNeayoLLMX CBeleHWIA:

[laTa CoBepLUEHNS onepaumu;
NHH/KIM nmnoptepa;

TN BbIBOJAA U3 060POTE;

BW[ AOKYMeHTa MOATBEPXKAEHWSI COOTBETCTBUA (AeKnapaLms 0 COOTBETCTBUM,
cepTUdmKaTa COOTBETCTBYS);
- PerncTpauyoHHbIA HOMEP AOKYMeHTa NOATBEPXKAEHNS COOTBETCTBUS;

- laTa permcTpaumm JoKyMeHTa NoATBEPXKAEHUS COOTBETCTBUS;
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- HOMep [OKyMeHTa, MoATBepxxfatowero Bbinyck S and  BHYTPeHHEro
NoTpe6eHus;

- NepeYeHb YHUKaASIbHbIX WAEHTU(MKATOPOB BTOPMYHON (NOTPe6UTENBLCKO)
ynakosku J1I1.

56. B cnyyae OTCYyTCTBMA  CBEAEHWA,  MPeLYCMOTPEHHbIX  MYHKTOM
55 HacToAWwmMX MeToguyeckmx pekoMeHAaumii, onepatop CUCTEMbl B paMKax
MOHUTOPUHra BrpaBe MPOBEPUTbL  YKa3aHHYH  MHMOPMAaLMIO BO  BHELUHMX
NH(OPMALMOHHbBIX CUCTEMAX U pecypcax, AOCTYMHbIX OnepaTopy CUCTEMbl B pamKax
MH(HOPMALMOHHOro B3aMMofeincTeud. [llpu oTcyTcTBAM U (UIM) HECOOTBETCTBUU
MpoBepsieMbIX CBEAEHWIA OMnepaTop CUCTEMbl BrpaBe O/0KMPOBaTL AasibHenLne
ABWKeHMs JII 0 yem Co06LLaeT MMMNOPTEPY M COOTBETCTBYHOLLMM KOHTPOIMPYHOLLUM

opraHam.

VII11.4. Tlopsiaok B3aMMOAENCTBMS YHACTHUKOB SKCMEPUMEHTA,
BK/IKOYasA MepeyeHb 1 NopsaoK BHeceHNa nHpopmalmm B VC
«MapKnpoBKa», Npn OCYLLECTB/IEHNN OMepaLuii No U3bATUIO,
pacthopMMpPOBaHMIO U/MNKN NepeKnaike TPETUYHOWN YNaKOBKM

57. [MepeyeHb cooOWA@eMbIX CyObekTOM obpauleHus  JIIM  cBefeHWi,
ohopMnsiemMbIX MpY pernucTpaunn onepaumm arpervposaHus B KomnoHeHte MAJMM
B cocTaBe NIC «MapKnpoBKa» CyobeKTOM 06paLleHns JIT, oTpaxeH B NyHKTax 46, 52
M 61 HaCTOAWMX METOANYECKUX PEKOMEHAALLNIA.

58. Onepauumu no U3bATUIO, pacPopPMMPOBAHNIO /UK NepeKake YyNnakoBoK
JIM n3 TpeTnyHoi (3aBOACKON, TPAHCMOPTHOWN) YMaKOBKW [OO/KHbI OOPM/IATLCA
nocpeactsoM peructpaumm B KomnoHeHTe MAJIIMT B coctaBe NC «MapKnMpoBKa»
CaMOCTOATE/IbHbIX OMnepawumii, HarnpasiseMblX CyObeKTamy obpaLleHus.

59. Pe3ynbTar BbINOJHEHUSA OMepauun, yKasaHHbIX B NMYHKTe 58 HacToAwmX
pekoMeHZaumm, odopmnseTcs cyobekToM obpalleHus S B KomnoHeHTe MAJM
B cocTaBe VIC «MapKupoBKa» NocpeiCcTBOM HanpasBieHNs Creaytowmnx CBeAeHA:

- [ilaTa COBEpLLEHUNS onepaumu,

- VNHH/KTIIM cy6bekTa o0bpatleHus JIT;
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- TMN  onepauuMu  TpaHcgopmauum  ynakoskum S (M3bATwHe,
pacopmMmpoBaHue, nepeknanka);

- NepeyveHb YHUKabHbIX MAEHTU(UKATOPOB YNakosok J1I1, B 3aBUCUMOCTH
OT TWMa BbIMO/IHAEMO ornepaumn:

0 B CAyyae WU3bATMSA  BTOPUYHLIX  (MOTPEOUTENbCKMX)  YMakOBOK
N3 TPETUYHOW  (3aBOACKOM, TPaHCMOPTHOW) YNakoBKM  YKa3blBaeTCs  MepeyeHb
YHUKa/IbHbIX  MAEHTU(NKATOPOB BTOPUYHOW (NMOTPebuTenbCKoin) ynakoBku J1T1,
N3bIMaeMbIX yrnakoBoK J1I1;

[MoralleHne  YHUKaIbHOrO  MAeHTU(UKAaTopa  TPETUYHOM  (3aBOACKOM,
TPaHCNOPTHOW) ynakoBkK JII Npu U3bATUN U3 Hee BTOPUYHBLIX (NMOTPEOUTENbCKMX)
YNaKoBOK MNPOW3BOAUTCA TO/IbKO B TOM Ciyyae, eCnv Mo pe3y/ibTataM CoBepLUeHus
orepauuy B TPETUYHOW (3aBOACKOM, TPAHCMOPTHOM) YNakoBKe He OCTa/loCh APYrux
ynakoBok JIIM no paHHbiMm UNC «MapKknpoBka». B0 BCeX OCTa/lbHbIX Cly4yaax
B KomnoHeHTe MAJIM  genaetcd OTMETKA O BHECEHWW W3MEHEHMIA B COCTaB
TPeTUYHOW (3aBOACKOM, TPAHCMOPTHOWM) YNaKoBKMW.

0 B Cny4yae pactopmMmpoBaHus (YHUUTOXEHMUS) TPETUYHOW (3aBOACKOM,
TpaHCNOpTHOM) ynakoBkM JIIM  yKa3blBaeTCA COOTBETCTBYHOLIMIA  YHUKa/bHBIN
NOEHTU(MKATOP TPETUYHOM (3aBOACKOWM, TPAHCMOPTHOM) YMakoBKW. [lpu  3TOM
B KomnoHeHTe MAJ1 B cocTtaBe VIC «MapKMpoBKa» OCYLLECTBNAETCA MoralleHue
YHUKa/IbHOrO  MAEHTU(MKaTopa pacthopMmpoBLIBAEMOI  TPETUYHON  (3aBOACKOW,
TPaHCMOPTHOW) YNakoBKW, HO YHUKa/IbHble UAEHTU(MKATOPbI COAEPKALLMXCA B Hel
ynakoBoK J1I ocTatoTca B 060pOTe;

0 B C/yyae nepeknagkn ynakoBok J1I v3 OAHON TPeTU4YHOWN (3aBOACKOW,
TPaHCMOPTHOW) YMakOBKM B [PYryt0 YKasblBaeTCs MepeyeHb COOTBETCTBYHOLLMX
YHUKa/IbHbIX  WAEHTU(MKATOPOB MepeknadbiBaemMbiX YynakoBok JIM, a Takke
YHUKa/TbHbIA MAEHTU(UKATOP TPETUYHOW (3aBOACKOW, TPAHCMOPTHOM) ynakoBku J1IM,
B KOTOPYHO COBepLLaeTCs nepeknajgka.

B cnyyae ecnM no  pesynbrtataM  COBepLUeHWA  omepauum  Mepeknagku
B NMepBOHaYa/IbHON TPETUYHON (3aBOACKON, TPAHCMOPTHOM) YMNakOBKW He OCTa/loCh

Apyrnx ynakosok J1I no gaHHbIM NC «MapkupoBka», T0 B KomnoHeHTe MAJIIT
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OCYLLECTBNSAETCH MOraleHne YHWUKaNbHOro WAEHTU(MKATOpa AaHHOW TPETUYHOM

YMaKOBKW.

VII1.5. Topsiaok B3aMMOeNCTBUS YHACTHUKOB SKCMEPUMEHTA, BKOYas
nepeyeHb 1 NOpAL0K BHeCeHNA nHgopmaumn B IC «MapKunposka»,
npu obopote JIIT

60. Onepaums oTrpysku J1IN co cknaga opopmnseTcs CyobeKToM 0bpaLleHns
B KomnoHeHTe MAJIM B coctaBe VC «MapKkupoBKa» MNOCPeACTBOM Haripas/ieHNs
CeayoLmX CBeAeHNIA:

- [iaTa COBEpLLEHUS onepauum;

TIn onepauun oTrpysku JIIM co cknaga (peanmsaums, BO3BpaT NOCTaBLLMKY);

WHH/KTM otnpasutens;

afipec MecTa OCYLLeCTB/IEHNS AeATeNbHOCTU OTNPaBUTENS;
WHH/KIIM nonyyatens;

- a/Ipec MecTa OCYLLECTB/IEHUS JesTeNlbHOCTU NOyYaTens;

- UCTOYHVK (PHAHCUpPOBaHUA (BHOMKETHbI, BHEOIOMKETHBIN);

- PEKBU3UTbI MEPBUYHOrO [OKYMEHTa, TMOATBEPXKAAIOLLEr0 Mepexos npasa
CO6CTBEHHOCTN Ha JIM n CYET-(hakTypbl (32 WCKIKOYEHMEM /UL, MPUMEHAROLLMX
CreynasibHble HAJIOrOBble PEXUMBI);

- LieHa peann3aumm neKapcTBeHHOro npenapara, pyo.;

- MepeyeHb YHUKaIbHbIX WAEHTU(PUKATOPOB BTOPUYHON (MOTPEeOUTENHLCKO)
ynakoBky JIIT wn/vnn  yHUKanbHbIX WAEHTU(IUKATOPOB TPETUYHON (3aBOACKOWN,
TpaHCMopTHO) ynakosku J1IT.

B pamkax npoBOAMMOro 3JKCMepuUMeHTa MpU OCYLIeCTBAeHUM OTrpy3ku JII
OpraHu3sauuein OnToBOW TOProBAM B COOTBETCTBMM C 3aKa3oM OpraHusauumu
PO3HWYHOW TOPrOB/N W MPU OTCYTCTBUM TEXHOIOMMYECKO BO3MOXKHOCTU OCHALLIEHUA
MeCT KOMMJIEKTaUUM 3aKa30B COOTBETCTBYHOLLMM 060PYAOBAHMEM MO CUUTLIBAHWIO
NHAVBUAYA/IbHBIX CEPUAHBIX HOMEPOB MOTPEOUTENBCKUX YMAaKOBOK [0MYyCKaeTcs

OCYLLEeCTBNATL perucTpaunto onepauuun otrpyskn JiI B KomnoHeHTe MAJII
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B coctaBe NIC «MapKknpoBKa» B TeyeHWe 1 pabouyero AHA C MOMEHTa MOyYeHUs
cBefleHuin o npuemke J1I Ha cKnag pO3HUYHON opraHm3aumnein3.

61. Onepauus npuvemkn SN odopmnseTca cyobekTom obpatieHus S

B KomnoHeHte MAJIM B coctaBe NC «MapknpoBka» MOCPeAcTBOM Haripas/ieHns

CNeayoLLmX CBeleHNI:

[laTa COBepLUEeHNs onepauuu;
NHH/K1111 npogasug;
NHH/K11nokynaTens;

TN onepaLmn NPUeMKK Ha cknag (NocTyneHne, BO3BPAT OT NMOCTABLLMKA);

afpec MecTa OCYyLLeCTBNeHNa AeATe/IbHOCTN NOKynaTens;

- PeKBM3UTbLI MEPBMYHOIO [OKYMeHTa, MOATBEPXKAAIOLLEro Mepexos Mnpasa
cobcTBeHHOCTM Ha JITT 1 CYUéT-(hakTypbl (32 WCK/OYEHWEM /ML, MPUMEHSOLMX
crneunasnbHble HAIOr0Bble PEXKMbI);

- LieHa NprobpeTeHns TIeKapCTBEHHOIO npenapara, pyo.;

- NepeYeHb YHUKAbHbIX WAEHTU(MKATOPOB BTOPUYHON (MOTPeOUTENHbCKO)
ynakoBkn JIIT wu/Mnn  yHUKanbHbIX WMAEHTU(UKATOPOB TPETUYHON (3aBOACKOM,
TpaHCNopPTHOW) yrnakosku JII1.

62. B cnyyae 06Hapy)XXeHMsi HeCOOTBETCTBMMA B NPeAOCTaB/IEHHbIX
cyobekTammn obpalleHuns J1I cBefleHMAaX O COBepLUeHMM orepauumn nepexofa npasa
cobcTBeHHOCTM Ha JIM, wuHMopmaumss u3 KomnoHeHta MAJIM  HanpaenseTcs
B YMO/ITHOMOYEHHbIVW OpraH A/ NPUHATUA pelleHns O JasibHeillweM asvbkeHun I,
[N KOTOPbIX BbIAB/IEHbI PACX0XAEHWA.

63. Pe3ynbTarT BbIMO/HEHWA  OMepauuMn  arpermpoBaHus,  BbIMOHAEMOM
amuTeHTOM KI13 B paMKax KOMMMEeKTauuu 3aka3oB M noaroTosku J1M K OTrpyske,
oopmnsetcas B KomnoHeHte MAJIM B coctaBe NC «MapKnpoBKa» MNOCPeACTBOM
HanpasfeHns CNeayoLWwmnX CBeLeHNA:

- [laTa CoBepLUeHUs onepauuu;

- MHH/KTIM cybbekTa obpalyeHns J1IT;

’p [aHHOM C/lyyae UCMOMb3yeTcs MPUHLMN 06PaTHOMO NOPSAKA aKLENToOBaHUS CTOPOHAMW COBEPLLEHNS OMepaLVii.
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- a/ipec MecTa OCYLLIECTB/IEHWS AeATeNbHOCTI, rAe BbIMO/IHEHa arperauus;

- MepeyeHb  YHUKa/bHbIX  WAEHTU(MUKATOPOB  TPETUYHOW  (3aBOLCKOWA,
TPaHCMOPTHOW) ynakoBKW JII BbILLECTOALLErO YPOBHA, A4/1 KaXA0ro 13 KOTOPbIX
B C/ly4yae arpervpoBaHuns MepBOro YPOBHA AOMOMHUTE/IbHO YKa3blBAETCA MepeyeHb
YHUKa/IbHbIX UAEHTU(NKATOPOB BTOPUYHON (NOTpebuTenbeKoi) ynakosku J1M1.

B cnyyae arpermposaHus BTOPOro YPOBHSA YKa3blBaeTCs NepeyveHb YHUKaIbHbIX
NOEHTU(PNKATOPOB TPETUYHOIN (3aBOACKOW, TPAHCMOPTHON), 06beAUHEHHbIX B AaHHYHO
rpynmny.

64. Onepaunn nepemelleHns JIIT mexagy agpecamMn  OCYLLECTB/IEHUA
[eaTeNlbHOCTM  (corfacHo  nuueH3nn)  6e3  nepexoja npaB  COBCTBEHHOCTU
oopmnaloTca  cybbektom obpaweHns B KomrnoHeHTe MAJIM B cocTase
NC «MapKnpoBKa» MOCPeACTBOM HaMpas/ieHNs CNeayoLLUMX CBEAEHWIA:

- [aTta CoBepLLeHNs onepauun;

- NHH/KTIIM cybbekTa 06palleHus;

- afipec MecTa OCYLLECTB/IEHNA AeATEIbHOCTU OTNPaBUTENS;

- aflpec MecTa OCYLLECTB/IEHNA feATeNbHOCTU MosyyaTens;

- PEKBU3UTBLI MEPBUYHOIO [OKYMEHTa, MOATBEPXKAAIOLLEr0 BHYTPEHHee
nepemeLLeHre IeKapCTBEHHOr0 npenapara;

- nepeyeHb YHUKa/IbHbIX NOEHTU(MKATOPOB BTOPUYHON
(noTpebuTenbckoi) ynakoBku JIMN n/vnm yHUKabHbIX UAEHTUPUKATOPOB TPETUUYHOW

(3aBOACKOMI, TpaHCMOPTHOM) yrnakosku J1T1.

VII1.6. [Mopanok B3aMOAENCTBUS YHaCTHUKOB 3KCNEPUMEHTA,
BK/KOYas NepeyeHb 1 NopsaLoK BHeceHUA nHgopmauun B NC
«MapknpoBKa», npu BbiBoe 13 obopoTa J11

65. Peructpaums cBefleHWiA 0 BbiBoge W3 o6opota JIM odopmnseTcs
cybbekToM o6pawleHns B KomnoHeHTe MAJIM B coctaBe WIC «MapKumpoBka»
MOCPeLCTBOM Hanpas/ieHNs CNefYHOLMX CBEAEHWIA:

- [laTa CoBepLLEeHNs onepauuu,

- MHH/KIIM cy6bekTa obpalleHus;
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- aJpec MecTa OCYLLECTB/IEHUA AeATENbHOCTH;

- Tun BbiBoga J1M 13 06oporTa;

- PeKBU3WUTBLI MEPBUYHOIO [OKYMeHTa B 3aBUMCMMOCTM OT Tuna BbiBoga JII1
13 oboporTa:

0 nn6o Ne KaccoBOro Yyeka, ecnv ocyllecTenserca npogaxka JIM B pamkax
PO3HWUYHOW TOProBAW;

0 nnéo Ne 1 Jarta permcTpaumy NbrOTHOMO PeLenTa, ecin OCYLLEeCTBSETCS
oTnyck J1N no nbroTHoMy peuenTy;

0 NN60 PEKBU3UTBLI HaKMafHON Ha nepemelieHve J1IM B OTAeneHWs, ecnm
OCYLLECTBNSAETCSA MCNob3oBaHue J1M npu okasaHUM MeAULMHCKOW MOMOLUY;

0 NMB0 PEeKBM3WTLI [OroBopa WM akTa Mepefayn Ha YHUUTOXEHWe, ecnu
ocyLlecTensetca rnepegaya SN B opraHn3aLmio, OCYLLECTBAAIOLLYO YHUUTOXEHNE;

- NepeyeHb YHUKa/IbHbIX WAEHTUMUKATOPOB BTOPUYHON (MOTPEOUTENLCKON)
ynakoBky JIIT w/mnn  yHUKanbHbIX WMAEHTU(UKATOPOB TPETUYHON (3aBOACKOM,
TpaHCNOPTHOW) ynakoBku J1I7;

- CTOMMOCTDb;

- MHH/K1TIT opraHu3auun, OCYLLECTBASOWENA YHUUTOXeHWe (B  Cnydae
nepegayn JI Ha YHUUTOXEHME);

- afjpec mMecTa OCYLLEeCTB/EHUSA AeATeNbHOCTU Mo YHU4YTOXeHuto JIM (B cnydae
nepegaun JII Ha YHUUTOXKEHMR).

66. B cnyyae ncteyeHns cpokos rogHoctu JII nx peanusaumsa 61okupyetcs

aBTomatunyeckn B KomnoHeHTe MAJ1M1 B coctaBe VIC «MapKupoBKa».

VII1.7. TTopsifoK B3aMOAENCTBUS YHACTHUKOB 3KCMEPUMEHTA,
BK/HOYaA nepeyeHb M NopsAaoK BHeCeHUs nHopmaumn B VIC
«MapKunpoBKa», Npn nepemapkmposke J1I

67. Onepaumn  nepemMapkvpoBkn  JIM  ohopMAAOTCH  POCCUMCKUM
NMpou3BoAUTeNIEM, OCYLLECTBNAIOWMM CTaanio «acoska/ynakoska J1I BO BTOPUYHYHO
Wvnn  TPETUYHYD  YNakoBKy», W/MAM  NpeAcTaBUTENbCTBOM — MHOCTPAHHOrO

nepxxatens PY, nnu MHOCTPaHHbIM  [lepXXaTenemM  PerucTpauyioHHOro
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Y[OCTOBEPEHUS, HE WMEIOLLEro NPeACTaBUTENbCTBA HA TepPUTOPUKN POCCUINCKOI

®epepaumn, B KomnoHeHte MAJIM B cocTtaBe NC «MapKupoBKa» MOCPeACTBOM
HanpaeneHns CNefyowWwmnx CBeLeHNA:

- [iaTa COBepLUEeHNs onepauuu;

- NHH/KIIM cybbekta ob6palleHns unmM aeHTUMHUKaTop WHOCTPaHHOro
[ep>katens peructpaunoHHoro ygoctosepeHus B IC «MapKnpoBKay;

- YHUKa/IbHbIA  MAEHTU(MUKATOP HOBOW BTOPUYHOW  (NOTPE6UTENBbCKOI)
ynakosku J1I1,

- YHUKa/IbHbIA  WMAEHTU(UKATOP CTapoil BTOPUYHOW  (NOTPeOUTE/bCKONA)
ynakosku J11.
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IMpunoxeHue Nel
K MeToAnNYeCKNM peKoMeHAaumsam ans
NPoBeAeHNs IKCNepUMeHTa Mo
MapKMPOBKe KOHTPO/IbHbIMM
(MAEHTN(MKALMOHHBIMW) 3HAKaMK U
MOHUTOPUHIY 3a 060pPOTOM OTAe/NbHbIX
BM0B NEKapPCTBEHHBIX MpenapaToB A1
MeANLMHCKOTO NPUMEHEHNS,
HaxXoJALWMXCS B rpaKaaHCKOM 060poTe Ha
TeppuTopum Poccuiickoin depepaumn

dopma 3a9BN1eHNA
Ha y4JacTve Ha 0O6POBO/IbHON OCHOBE B JKCMEpUMEHTe
MHOCTPaHHbIX [epyaTesien perncTpaumoHHbIX YL0CTOBEPEHNIA, He MMEHOLLMNX
NpeAcTaBUTENbCTBA Ha TeppuTopumn Poccuitickon ®efepaunm

O6Lye cBefieHNst 06 MHOCTPaHHOM AepxaTtene PY

HaunmeHoBaHWe MHOCTPAHHOTO
IOPUANYECKOTO Nnya:
CBefieHNA 0 perucTpaymm
MHOCTPAHHOTO IOPUANYECKOTO NnLa B
cTpaHe perncrpaymm (HaumMeHoBaHue
perncTpupyloLero opraHa,
perncTpaumnoHHbI i HOMeEpP, KOA
HanoronnaTtenbl,MKa UNKN €ro aHanor)
Appec
HanmeHoBaHve N unhpoBOoi KOA
MHOCTPAHHOTO
CTpaHbl perncTpaunm B COOTBETCTBUM
IOPUANYECKOTO
c O6bwum KnaccupmkaTopom cTpaH
nuua B cTpaHe
mMupa
perucTpaymm
hamununio, UM, 0TYHeCTBO NKULA,
OTBETCTBEHHOrO 3a yyacTue B

JKCcNnepuMeHTe, JONXKHOCTb,

KOHTaKTHasa nHdopmauyns, e-mail

CsegeHus 0 S, npegnaraembix Anst y4acTusi B SKCMeprMeHTe Mo MapKUpOBKe

Howmep Toprosoe HasBaHue
perncrpaLmnoHHOro MHH Toprosoe Ha3BaHue YnakoBka, pacoBKa, J03UPOBKa,
y[OCTOBEPEHUSA hopma BblMmycKa

CBefieHVs1 0 NPOW3BOACTBEHHBIX M/IOLLIAAKAX, Ha KOTOPbIX OCYLLUECTB/SETCA BbIMYCK FOTOBOW
npoayKLUMK, y4acTBYIOLLE B DKCMEPUMEHTE
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CBefleHUs 0 NpouN3BOAUTENE: CBefleHUsi 0 MPON3BOACTBEHHOM
Afpec MecTa OCYLeCTBNEHUS HaumeHoBaHue, Kog AUHUW (TURN 1 MapKa
fesaTenbHOCTU MOCTAaHOBKMW Ha y4yeT B 06opyA0BaHUsA, cCNoCO6 HaHECEHWS
HanoroBble OpraHbl MapKWpPOBKM)

CaegeHust 06 BBo3e B POCCUCKOW ®ELEPALIN yuacTByOWMX B SKCnepumMeHTe J1

Homep
HanmeHoBaHune YnakoBka, thacoBka, 403MpOBKa,
HanmeHoBaHue npojasua perncTpaymoHHOro
nmnopTepa opma BbINycKa
yAocToBepeHusn

[laTa nofiauv 3asBNeHMS O TFOCYJAPCTBEHHOM perucTpauuy NnekapCcTBEHHOro

npenapata gna MmeanymMHCKoOro npuMeHeHMA

201 .

3asB/ieHNe 0 roCy1apCTBEHHON PermcTpaLymn NeKapcTBEHHOrO npenapara Ans

MEANLUNHCKOIO NpUMeHeHns, nNpeacraBui.

M.IT.

(BOMKHOCTD) (®.1.0)) (nognwuce)
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IMpunoxkeHue Ne 2
K MeToAnYecKnM peKoMeHaaumsam ons
NPoBeAeHNs IKCMepMMeHTa Mo
MapKMPOBKE KOHTPOJIbHbIMM
(MAEHTN(MKALMOHHBIMI) 3HaKaMu 1
MOHUTOPUHIY 3a 060POTOM OTAE/bHbIX
BM0B NIEKAPCTBEHHBIX MPenapaToB /15
MEeANLMHCKOro NpUMeHeHNS,
HaxoAALWMXCA B rPaXXAaHCKOM 060poTe Ha
TeppuTopumn Poccuiickoii deaepaunm

[MepeyeHb QyHKLMIA MOHUTOPUHIA ABMKEHUSA J1T1
¢ ncnonb3osaHnem KomnoHeHTa MAJIIN B coctaBe IC «MapKnpoBka»

s
§ § S = =
S § 2. 3 B
HanmeHoBaHme = & 235 5 8

= 28835 o
: g £ 5 %
$ &=

MoHuTOpUHI Konnyectsa J1M1, N N N

BbIMYLLEHHbIX B FPaXX4aHCKMIA 060poT

MOHWUTOPWHT NpeBbILLIEHNA NpeaeNbHbIX

OTNYCKHbIX LieH Ha JI, BK/OYeHHbIE B + + — +

nepeyeHb XXHBJIM

MOHUTOPUHT Konin4yecTea 1 ctonmocTti J11,

BBO3MMbIX Ha TeppPUTOPUI0 Poccuriickol + + + + +

Pepepaumm

MOHUTOPWHT BbISBNEHHbIX HAPYLLUEHWIA B

4acTW HeCOOTBETCTBUA alpecoB MECT o N L

ocyullecTBeHNA AeATEeNIbHOCTH (COFJ'IaCHO

COOTBETCTBYHLLIEN NINLIEH3NN)
MOHUTOPWHT BbISIBNEHHbIX HApPYLLIEH

NiA npu

nonbITKe Nepefdayn ceeaeHunin o JIr, ans
KOTOPbIX OTCYTCTBYIOT CBEJlEHMA 0 BBOAE B - + — - +
000pOT N NpeaLLecTBYHOLLEM 3Tane

oboporta JIT

MOHUTOPUHI MecToHaxoxaeHns J111
COOTBETCTBUY C 33[aHNAMUN Ha
BbI6GOPOYHbI KOHTPO/b

B
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MoHuUTOpUHI aBMXXeHua J11,
NpuobpeTaembIX 3a CUET CPeCTB
rOCyJapCTBEHHbIX OHOPKETOB BCEX YPOBHEN
MOHUTOPWHT BbISIBNEHHbIX HAPYLLEHWIA Npu
MOMbITKE PerucTpauum cyobekTamm
o6palueHus /1IN onepauuin No peannsaunm
N OTNYCKY NEKapCTBEHHbIX MPenapaTos, B
OTHOLLIEHNW KOTOPbIX MPUHATO peLleHue 0
BPEMEHHOM BbIBOZE 13 06paLLeHuns
MOHUTOPWHT BbISBNEHHbIX HAPYLLEHWIA Npu
MOMbITKe perucTpauum cyobekTamm
obpaLLeHus onepauuii No NOBTOPHOMY
BbIBOAY U3 0bpateHns JIT

MOHUTOPWHT BbISIBNIEHHbIX HAPYLLEHWIA Npu
MOMbITKe perncTpaunm cybbekTamm
obpalLeHMs onepauuii No peansaumm n
oTnycky J1I ¢ UCTEKLIMMN CPOKaMU
rogHocTH

MOHUTOPVHT BbISBNIEHHbIX HAPYLLEHWI B
4acTW CBOEBPEMEHHOCTU BHECEHUSA
cBefleHWI cybbekTamm obpatyeHus JIT
MOHUTOPWHT CBELEHWIN O KONMYeCTBe
nepefaHHbIX Ha YHUUTOXeHue J1I1
MOHUTOPUHT 06LLEr0 KO/IMYECTBA
PErNCTPUPYEMbIX OnepaLuii

MOHUTOPUHT 06paLLeHNIA BHELLHUX
M0/1b30BaTeseil K CepBUCY NPOBEPKY
nermntumHocTum Sl

MOHUTOPUHI KOIMYeCTBa 06paLLeHNIA 1
COOGLLEHWMIN O BbISBMNEHHbLIX HapyLUEHUAX
npv NpoBepKe nerutumHocTn JI
BHELLHUMW MONb30BaTeNSAMU

+
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MpunoxeHwe Ne 3
K MeTognyecknM pekoMeHZaumnam ans
MPOBELEHNSA 3KCNEPUMEHTA M0
MapKNPOBKE KOHTPO/IbHbIMY
(MOEHTUMUKALMOHHBIMK) 3HAKaMK 1
MOHUTOPUHTY 3a 060POTOM OTAE/bHbIX
BM0B /IEKAPCTBEHHbIX MPenapaTos A/14
MEeAMLMHCKOrO MPUMEHEHWS,
HaxXOoAALLMXCA B FPaXX4aHCKOM 060poTe Ha
Tepputopumn Poccuiickoin Pesepauum

OnucaHme 3Ha4YeHNIA K/THOUEBbIX KNnacCugukaTopos
B KomnoHeHTe MAJ1I B cocTase MIC «MapKnpoBKax»

1 Knaccuukatop TunoB  ynakoBokK JIM  obecrneunBaeT  XpaHeHue

CNeayoLmMx 3Ha4eHNI:

a) nepBUYHasA YNakoBKa;

0) BTOpUYHas (NOTpeduTenbCKas) ynakoBKa;

B) TpeTnyHas (3aBO/CKas, TpaHCMopTHas) ynakoBKa.

2. Knaccudmkarop BMAOB onepauumin pactopmmnpoBaHus (TpaHcgopmawmnin)

ynakoBku J1I o6ecrneunBaeT XpaHeHMe CneyroLLINX 3HaYEHNIA:

a) N3bATME 06pa3LOB 13 TPETUYHOW (3aBOACKOW, TPAHCMOPTHO) YNaKOBKY;

0) nepeknanka obpasLoB 13 OJHOM TPETUYHOW (3aBOACKON, TPaHCMOPTHON)
YMNaKOBKW B APYTYIO;

B) pacthopMMpoBaHMe TPETUYHOM YMNakoBKW (3aBOACKOW, TPaHCMOPTHOM)
60/1ee HU3KOro YPOBHA M3 TPETUYHOW (3aBOACKOW, TPaHCMOPTHOW) YMakoBKW 6oree
BbICOKOIO YPOBHS;

r) NofiHoe pachopmMmpoBaHNE M3 TPETUYHOW (3aBOACKOW, TPAHCMOPTHOM)
YyNaKoBKW A0 BTOPUYHOM (NOTPEOUTENBCKOIM) YNAaKOBKU.

3. Knaccudgukarop tmnoB npuemku JIM Ha cknaf 06ecneymBaeT XpaHeHue
CNeayoLLMX 3HAYEHNIA:

a) noctynnexHue JIIN oT NOCTaBLLUMKa;

0) Bo3Bpart JII oT nokynarens;

B) onpuxogosaHne U3MNLLKOB NeKapCTBEHHbLIX MPenapaTos.



41
4, KnaccumkaTop TN MNPOM3BOACTBEHHbIX 3aka3oB JIM ob6ecneymBaeT

XPaHeHWe CneayroLLmX 3HaUYeHWIA:

a) cobcTBeHHoe npoussoacTso 7,
0) KOHTpaKTHOe npown3soacTso JII1.
S. Knaccudgukatop tunos Beoga JII B 060poT obecrneynBaeT XpaHeHue

CNeayoLLMX 3HAYEHNIA:

a) JT, npon3BefieHHble Ha TeppuTopun Poccuinickoin deaepaunu;
0) J, npown3BefeHHbIe 3a pPy6exXom.
6. Knaccudgmkatop tvnos Bbioga 1 13 060poTa 06ecrneunBaeT XpaHeHUe

CNeayoLmX 3Ha4eHNI:

a) 0T60p 06pa3LIOB A4 MPOBEPKM COOTBETCTBMSA KauecTBy,

0) 0TOOp U Nepefaya Ha XpaHeHNE KOHTPO/bHBIX U apXMBHbIX 06pa3LIoB;
B) 0T60pP 06Pa3LIOB TAMOXXEHHLIMY OpraHamu;

r 0TbOp 06pa3LoB ANs AeKNapupoBaHUsA COOTBETCTBUS;

) 0T60p 06pa3LIOB B pamMKax 0653aTe/IbHON cepTUtnKaLnu;

e) 0T60Op 06pa3LOB B paMKax BbIBOPOUHOI0 KOHTPO/IS;

X) OoTOOp 06pa3UoB B pamkax (hefepasbHOro Haa3opa B cdepe

3APaBOOXPaHEHUS;
3) 0TO60p 06pa3LOB A/18 NMPOBEAEHNS KNTUHNYECKUX UCCNef0BaHWIS;
n) 0T60p 06pa3LoB AN PapMaLeBTUUECKOM 3KCNEePTU3bI;
K) OoTOOp 06pasyoB A1 3KCNepTU3bl KayecTBa MPU  OCYLLECTB/IEHWM

PErMCTPALMOHHbIX NPOLIECCOBS;

n) nepefada AEMOHCTPALMOHHbIX 06Pa3L0B;

M) npoaaxa /1M B pamkax po3HWYHOI TOProB/u;

H) oTnyckK /11 no NbroTHoMy peuenTy;

0) ncrnonb3osaHve 1M B paMmKax 13roToBNEHNS TeKapCTBEHHbIX OPM;
) ncnonb3oBaHwue 1M Npu oKazaHUM MeAULMHCKO NOMOLLK;

[ns OLEHKIM KayecTBa BOCMPOM3BOAMMBIX IEKAPCTBEHHBIX NMPEMapaToB N0 OTHOLLUEHWIO K OPUMMHASBHBIM.
5B Tex cfyyasix, Korga TpeGyeTcsi BHECTU W3MEHEHWS| B PEFUCTPALMOHHOE [0ChE 1 HOPMATMBHbIE AOKYMEHTHI Ha
NeKapCTBEHHBbIN Npenapar.
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PeaKcnopT;
nepegaya Ha yHu4TOXeHwue JI;
HegocTaya (nopuya, yteps) J1IT;
Kpaxka, xuLLeHwve JIT;

npouee.



