NPABMTE/IbCTBO POCCUMCKON BELEPALIAN

ITOCTAHOBJIEHUE
oT 14 meka6bps 2018 r. N 1556

Ob YTBEPXIEHWU ITOJIO>KEHMSA
O CUCTEME MOHUTOPHHTIA IBV>KEHN
JIEKAPCTBEHHBIX ITPEITAPATOB
JJI1 MEJULIMHCKOI'O ITPUMEHEHN A

IIpaBuTenbcTBO Poccuiickoin ®enepannn
TIOCTAHOBJISIET:

1. VTBep,ZLI/ITb InpujaaraemMmoe ITosmoskeHue o cucrteme
MOHMTOPMHIA OBV>KEHUS JIEKAPpCTBEHHBIX
IpernapaTtoB OJid MeIULIMHCKOI'O ITpMMEeHEHNS.

1(1). YCTaHOBUTD, UTO IOpUANYECKNE JTULIA U
MHAVBUAYaAIbHbBIE TIPeATIPUHMUMATENN, SBJSIOUECs
cyobeKkTaMu obpalieHust JieKapCTBEHHBIX CPEJICTB B
cooTBeTcTBUM C [lonokeHMEM, YTBEPKI,EHHBIM
HAaCTOSIIIVM MTOCTAaHOBJIEHMEM (Jia/iee - CYO'beKThI
obparlieHus TeKapCTBEeHHbIX CPEJICTB):

OCYUIECTBJISIIOT CBOIO PETUCTPAIIMIO B CHCTEME
MOHUTOPUHTA JBUKEHUS JIEKAPCTBEHHbBIX
MpernaparoB [ MeAUIMHCKOTO MpUMeHeHus (Ianee
- cucrema moHuTopuHra) ¢ 1 gsuBaps 2020 r. go 29
despasnst 2020 r. (BKIIOUMTEILHO) MO0 1T0CIEe 29






despains 2020 r. B TeueHne 7 KaJaeHAAPHbBIX JHEN CO
ITHSI BOSHUKHOBEHMS Y CYyOBEKTOB 00palieHus

JIeKapPCTBEHHBIX CPEACTB HEOOXOAMMOCT
OCYIIECTBIEHUS IeSITeIbHOCTH, CBSI3aHHOI C
obpalleH1eM JieKapCTBEHHBIX ITPerapaToB Mpu
HaJIMUMM TIpaBa OCYIIECTBIISITh TAKYIO IeSITeIbHOCTD;

He no3aHee 21 KaJeHAapHOTO THS CO THS
perucTpauun B CMCTeEMe MOHUTOPMHTA
006ecIeunBaT FOTOBHOCTh CBOMX MH(POPMAaLIMOHHBIX
cucTeM K MHGOPMalMOHHOMY B3aMMO/IEMCTBUIO C
CUCTEeMOI MOHUTOPUHTA U HATPaBJISIOT OlepaTopy
CUCTeMbl MOHUTOPMHTA 3asIBKY Ha MPOXOXIeHMe
TeCTUPOBaHMS MHOOPMALIMOHHOTO B3aMO/IeiCTBUS
C YKa3zaHMeM IIPOMU3BOANTEIEel MPOrpaMMHO-
anmapaTHBIX CPeaCTB MHPOPMALIMIOHHBIX CUCTEM;

MPOXOASAT TeCTUpPOBaHMe MHGOPMAI[MIOHHOTO
B3aMMO/IeCTBUSI CBOMX MHOOPMALIMOHHBIX CUCTEM U
CUCTEeMbl MOHUTOPUHTA B COOTBETCTBUM C IIOPSTKOM,
pa3meleHHbIM Ha 0bUIIMATbHOM CaiiTe oreparopa
CUCTeMbl MOHUTOPUHTA B MHGOOPMAIMOHHO-
TeJIeKOMMYHUKALMOHHO ceTu "VIHTepHeT", B
OTHOIIIEHUM MapPKUPOBKMU JIEKapCTBEHHBIX
MperaparoB, BBOJIa B 000POT JIeKaPCTBEHHbIX
Mperaparos, X 060poTa 1 BbIBOJA 13 060POTA B
cooTBeTcTBUM C [lonoxkeHMeM, yTBepsKI,eHHbIM
HaCTOSIIMM [IOCTAaHOBJIEHMEM, B TeUeHue 2






KaJIeHAAPHbBIX MeCSIIIEB CO THS TOTOBHOCTY CBOMX
MHGOPMAIIMOHHBIX CUCTEM K MH(POPMALIMIOHHOMY

B3aMMO/IE€ICTBUIO C CUCTEMOI MOHUTOPUHTA;

BHOCAT HaumHai ¢ 1 urons 2020 r. B cucremy
MOHUTOPUHTA CBeIeHMs 000 BCeX Orepaiusx,
MIPOM3BOIMMBIX C JIeKAPCTBEHHBIMY IIpernapaTamu B
cooTBeTcTBUM C [los10)KeHMEM, YTBEPXKI eHHbIM
HAaCTOSIL VM [TOCTaHOBJIEHUEM.

1(2). Perucrpanus B MHGOPMAaILIMOHHOM CUCTEME, B
KOTOPO¥ OCYIIeCTBISIIOCh MHMOPMAIIMOHHOE
obecrieueHue MPOBeIeHNsT IKCIIEPUMEHTA B
COOTBETCTBUM C MOCTaHOBIeHMeM [IpaBuTenbCTBA
Poccuiickoint ®@enepauyu ot 24 saBaps 2017 r. N 62
"O npoBefeHMUM 3KCIIEPUMEHTA 10 MapPKUPOBKE
KOHTPOJIbHBIMU (MAEHTUPUKALMOHHBIMM) 3HAKAMU U
MOHUTOPMHTY 32 000POTOM OTIEeJIbHBIX BUIOB
JIeKapCTBEHHBIX MPernapaTos IJ1s1 MeAULIMHCKOTO
MIpUMeHEeHUST", OPUANYECKUX JIUIL U PU3UUeCcKUX
JIALL, 3aPErMCTPUPOBAHHBIX B KAUECTBE
MHIOVBUAYAJbHBIX MIpeAIpUHMMAaTe/eli, KOTOpbIe 0
coctossHuio Ha 1 guBaps 2020 r. 9BAsSI0TCH
cyObeKkTaMy o6paleHust JeKapCTBEHHBIX CPeJICTB,
MPUPABHMUBAETCS K PETUCTPALIUM B CUCTEME
MOHMUTOPUHTA.

B CjIydae €C/Ii B paMKaX 3KCIIepMMeEHTa CBeJeHMsd,






MpeJicTaBJIeHHbIe CYyObeKTaMy 0OpalieHus
JIeKapCTBEHHBIX CPE/ICTB B MH(POPMAIMOHHYIO
CUCTEMY, B KOTOPOJi OCYIIeCTBISII0Ch
MHbOpMaIMOHHOEe 0becIieueHne IpoBeaeHNsI
3KCIIEPUMEHTA, & TAKKe JOKYMEHTbI,
rpeacTaBiaeHHbIe MK B DeiepabHYI0 CIYKOY 110
HazA30py B chepe 31paBOOXpaHEHMSI, HE OTBEUAIOT
TpebOBaHMSIM K CBEIEHUSIM U IOKyMEeHTaM,
npenycMoTpeHHbIM [los10keHeM, yTBepP>KIE€HHbIM
HACTOSII VM ITOCTaHOBJIEHNEM, TaKie CyObeKThI
obpaleHus JeKapCTBEeHHbIX CPeACTB HauMHasl ¢ 1
sHBaps 2020 r. BHOCIT HegocTawIue u (Uian)
aKTyaJibHble CBeJeHUSI B CUCTeMY MOHUTOPUHTA, a
HefocTarlye 1 (WIn) akTyajabHble JOKYMEHTBI
npeacTaB/siioT B @eepasbHYIO CIYKOY IO HAZ30PY B
cdepe 3apaBooxpaHenus mo 1 muionst 2020 r.
(BRIIIOUUTENBHO).

1(3). CyobeKTbI 0OpaleHust JIeKapCTBEHHBIX CPEJICTB,
SIBJISIIOIMECS] IPOU3BOAUTESIMU JIEKAPCTBEHHBIX
CpelCTB, B OTHOLIEHUM KOTOPBIX UMM
OCYILECTBJISIIOTCSI TEXHOJIOTUYECKMe OIepanuu,
COOTBETCTBYIOLIME ITPOU3BOLCTBEHHBIM CTaLMUSIM
(acoBku (YI1akOBKM) JieKapCTBEHHBIX MTPerapaToB (B
Cydyae MpOM3BO/ICTBA JIeKapCTBEHHOrO Mperapara Ha
Tepputopuu Poccuiickoi ®enepauyun), Uimn
JepxkaTensamMu (BaageabliaMu) perucTpaliOHHbIX
YIOCTOBEPEHMII JIeKapCTBEHHBIX ITPenapaToB Jnbo






MIpeaCcTaBUTEe/bCTBAMM MHOCTPAHHBIX OpraHmM3ainii
Ha Tepputopum Poccuiickoit ®emepannu,

SIBJISIIOLIVIXCS AepyKaTeasiMmu (Baae/ibliaMm)
pPETUCTPALMOHHBIX YAOCTOBEPEH I JIeKapCTBEHHBIX
npenapaToB (Ipy IIPOMU3BOACTBE JIEKAPCTBEHHOT O
rperiapaTta BHe TeppUTOpUM PoCCUiTCKOM
®enepaniun), 10 BBOJA JIeKAPCTBEHHbBIX MperapaToB
B 000pOT:

BHOCAT B CMCTEMY MOHUTOPIMHTIA CBEOEHMS O
JIEKapCTBEHHBLIX IIperiapaTax B COOTBETCTBUMA C
HOHO)KeHI/IeM, YTBEP)KOEHHbIM HaCTOAIIMM
ITIOCTaHOBJ/IEHMEM, HE [TI03JHee 30 KaJIeHOapHbIX ,Z[HEVI
CO IHS CBO€I1 peructpanumum B CMCTeMe MOHUTOPWHTA;

HAIIPaBJISIOT C UCIIOIb30BaHMEM CUCTEMbI
MOHMUTOPMHTA OIlePaTOPy CUCTEMbl MOHUTOPMHTA
3as1BKY (B 37IeKTPOHHOI hopMe) Ha MonyyeHne
YCTPOICTB permcTpanum SMUCCUMU KOJIOB
MapKUPOBKU WIM TIpelOCTaB/IeH) e K HeMY
yaaJieHHOro aocTtyra He nmo3gHee 1 mast 2020 r. 160
B TeueHMe 7 KaJleHdapHbIX JHE CO JHS perucTpauumn
B C/CTeMe MOHUTOPUHTA TPY BO3SHUKHOBEHUN Y
CyOBeKTOB 0OpaleHust JIEKapCTBEHHBIX CPeJICTB
HEeOOXOAMMOCTY OCYIeCTBIEHMS NesITeIbHOCTH,
CBSI3aHHOI1 ¢ 06paleHeM JIeKapCTBEHHBIX
rperapaToB NPy HAJIUYMUU TIpaBa OCYIIEeCTBIISTh
TaKyIO 0esITeJIbHOCTD;






ob6ecmeunBaior ¢ 1 miossg 2020 r. HaHeCeHMe CPeiCTB
UIeHTUGUKALMY Ha TTePBUUYHYIO YITAKOBKY

JIeKapCTBEHHOTO Ipernapara (B cjiyyae, eciiu
BTOPMYHAS YIIaKOBKA He MPeayCMOTPEHA) U Ha
BTOPUYHYIO (TOTPEOUTETHCKYIO) YITAKOBKY
JIeKapCTBEHHOTO Mperapara;

uMerT npaso ¢ 1 saBaps 2020 r. HAHOCUTB CpeCTBa
MaeHTUUKALIMY JIEKapCTBEHHOTO Mperaparta Ha
TePBUYHYIO YIIAaKOBKY JIEKApCTBEHHOTO Mpenapara (B
cyvae, eC/ii BTOpMUYHAs yIIakOBKa He
MpeayCMOTpeHa) ¥ Ha BTOPUYHYIO
(MOTpe6UTENBCKYIO) YITAKOBKY JIEKaPCTBEHHOTO
nperapara.

[Ipu 3TOM B cyuae, ecyiv CyObeKThl 0OpaleHust
JIeKapCTBEHHBIX CpeacTB HAHOCAT ¢ 1 ssHBaps 2020 r.
CcpeacTBa UAeHTU(UKALIMY TIeKapCTBEHHOTO
rpernapara Ha MepBUYHYIO YIIaKOBKY JIEKaPCTBEHHOTO
npernapara (B cyJae, eC/ii BTOpMUHas yIlakoBKa He
MpeaycMOTpeHa) U Ha BTOPUYHYIO
(MOTpebUTENHCKYI0) YITAKOBKY JIEKAPCTBEHHOTO
npernapara, TO OHU MPEACTABISIIOT CBEIEHUS O
HaHeCeHUM CPeCTB UAEHTUGUKAIIUU B CUCTEMY
MOHUTOPMHTA.

1(4). CyobexTbl o6palieHusi JieKapCTBEHHBIX CPEJICTB,
OCYIIEeCTBJISIONIVIE MEAUIIMHCKYIO IeSITeIbHOCTD U






BbIBO, 13 o6op0Ta JIEKapCTBEHHDLIX IIpeI1apaToB IIpU
OKa3aHMUU MeIUILIMHCKOM ImoMoIy, a Takxxe CY6'I:;EKTBI

obpalieHus JTJeKapCTBEHHbIX CPEJICTB, OTITYCKAIOIIMe
JleKapCTBeHHbIe TpernapaThl 6eCIiaTHO MO pelenTy
Ha JieKapCTBeHHbIe MpernapaThl, HAMPaBJIsIOT C
MCII0JIb30BaHMEM CUCTEMbl MOHUTOPUHTA OIlepaTopy
CUCTeMbI MOHUTOPUHTA 3aBKY (B 3JIEKTPOHHO
dbopme) Ha MoyyeHre PerucTpPaTOPOB BbIOBITHUS He
no3aHee 15 despans 2020 r. 1160 B TeueHne 7
KaJIeHJITapHbIX THEl CO JHS PerucTpalyum B CUCTEME
MOHUTOPUHTA ITPU BO3SHUKHOBEHUN Y CYyOBHEKTOB
obpalieHus TeKapCTBEHHbIX CPEICTB
HEeOOXOAMMOCTY OCYIIeCTBIEHMUS NesITeIbHOCTH,
CBSI3aHHOI1 ¢ 0b6pallleHreM JieKapCTBeHHbIX
MperapaToB MPY HAJIMUUY IPaBa OCYIIECTBIISITh
TaKylo AesTeTbHOCTb.

1(5). YcTaHOBUTD, UTO OIIEPATOP CUCTEMBI
MOHUTOPUHTA 00eCIieurBaeT:

OCHallleHye Cy6'beKTOB 00paleHus TeKapCTBEHHbIX
CpelCTB, IpefyCMOTPEHHBIX ITYHKTOM 1(3)
HaCTOSLIero IMoCTaHOBJIeHUS, YCTPOCTBAMU
perucTpauum SMUCCUU KOAO0B MapKUPOBKU UIIN
IpeoCTaB/IeHye MM YAaJIeHHOIO JOCTYNa K TaKUM
YCTPOMCTBAM perucTpauuy SMmUCCUN, pa3MeleHHbIM
B MH(PACTPYKTYype orepaTopa CUCTEMBbI
MOHMUTOPUHTA, HA YCJIOBUSAX, IIPeLyCMOTPEHHBIX






[TosnioskeHMeM, yTBEPKAEHHbIM HACTOSIIIUM
ITOCTAHOBJIEHMEM, He TT03aHee 45 KajeHaapHbIX JHeli

CO JTHSI TIOJTyYEHMSI OT CyObeKTOB 0OpaIeHMSsT
JIeKapCTBEHHBIX CPEJICTB 3asIBKM Ha MOTyYeHNe TaKuX
YCTPOWCTB WM YAAIEHHOTO JOCTYTA K HUM;

OCHallleHMe Cy0'beKTOB 00palleHs JIeKapCTBEHHBIX
CPeACTB, OCYIEeCTBISION X MeIUIIMHCKYIO
IesITeTbHOCTDb M BBIBOJI M3 000POTa JIeKapCTBEHHBIX
MpernapaToB MMPY OKa3aHMM MeIUILIMHCKOM ITOMOIIIN, a
TaKke CyObEeKTOB 06paleHys JeKapCTBeHHbIX
CpeACTB, OTIYCKAIOUIMX JIeKapCTBeHHbIe TpernapaThl
6ecruIaTHO IO pelerTy Ha JIeKapCTBeHHbIe
Tpernaparhl, peTMCTPaTOpPaMM BbIOBITUS Ha YCIOBUSIX,
npeaycMoTpeHHbIX [To/ioskeHMeM, YTBepPsKIeHHbIM
HACTOSIIMM ITOCTaHOBJIEHNEM, He To3Hee 45
KaJIeHAAPHBIX JHEe Co THS MOoTyuYeHusI OT CyObeKTOB
obpaleHus JeKapCTBEeHHbIX CPeICTB 3asIBKM Ha
TOJTyYeHMEe TAKUX YCTPOICTB;

OpraHM3aIyI0 TECTMPOBAHNS MHGOPMAI[MOHHOTO
B3aMMO/IeICTBUS MHGOPMALMOHHBIX CUCTEM
CyOBbeKTOB OOpallleHMsI JieKapCTBEHHBIX CPeJICTB U
CHUICTeMbI MOHUTOPMHTA He TIo3gHee 30 KajeHIapHbIX
IHEN CO THS TOTyYeHMsI OT CyObeKTOB 0OpaIieHust
JIeKapCTBEeHHBIX CPeICTB 3asiBKM Ha ITPOXOKAeHMe
TeCTUPOBaHMS MHOOPMAIIMOHHOTO B3aMOZECTBUSI.






1(6). YcTaHOBUTB, YTO OIIEPATOP CUCTEMBI
MOHMTOPMHTA T10 3aIIPOCy CyOBEKTOB 0OpalieHusI

JIeKapCTBEHHBIX CPELICTB IIPeSOCTaB/sIeT KOIbI
MapkupoBku ¢ 1 suBaps 2020 r.

1(7). YcTaHOBUTD, UTO ILJIATA 32 OKa3aHue
OIepaTopoM CUCTEMbI MOHUTOPUHTIA YCIIYTU 110
IpeoCTaBJIEHNI0 KOJIOB MapKUPOBKY B3uMaeTcs C 1
utons 2020 r.

2. Peanu3aliys HacTOSIIEro NoCTaHOBIEH S
OCYILECTBJISIETCSI COOTBETCTBYIOIMMM
(bemepanbHBIMM OpraHaMy UCIIOJTHUTEIbHOM BIACTU
B [IpeJiesiaX YCTaHOBJIeHHOM [IpaBUTeIbCTBOM
Poccuiickoit @enepauyu rpeaeabHON YNCIEHHOCTU
UX paOOTHMKOB ¥ OI0/IKETHBIX aCCUTHOBAHMIA,
MpeayCMOTPEHHBIX UM B (pefepasbHOM G0 KeTe Ha
PYKOBOJICTBO U yIIpaBjieHMe B cepe yCTaHOBI€HHbBIX
byHKIMIA.

3. Hacrosiiiee mocTtaHOB/I€eHNME BCTYIIAET B CUJTY CO
ITHST ero o(pULMaJIbHOIO OITyOJMKOBaHMS, 32
UCK/IIOUYeHMEeM IT0JI0KeHUI, YKa3aHHbBIX B ITYHKTe 4
HACTOSILIETO TTOCTAaHOBIEHUSI.

4. IMonokeHMe O CHUCTeMe MOHUTOPUHTA ABVOKEHUS
JIleKapCTBEHHBIX NpenapaToB AJ1s1 MeIULMHCKOTO
MIpMMEeHeHMNS], YTBEP>KIeHHOe HaCTOSILUM
MOCTaHOBJIEHMEM, B OTHOLIEHUM [TPOU3BOAUTEIIeN






JIEKapCTBEHHBIX CpeACTB B YaCTM HaHECEHMS Ha
IIEPBUYHYIO YIIAKOBKY (B OTHOII€HMN JIEKaPCTBEHHBIX

IperapaTros s MeAULIMHCKOTO IIPUMeHeHNs, IJIs1
KOTOPBIX He NpeJyCMOTpeHa BTOPUYHAs YI1aKOBKaA) U
BTOPUYHYIO (TIOTPEOUTETHCKYIO) YIIAKOBKY
JIeKapCTBEHHBIX IIpernaparTos IJ1s1 MeAULIMHCKOTO
MpMMeHeHUsI CPeICTBA UIeHTUPUKALINN, a TAKKE B
OTHOIIEHUM IPULANYECKNX UL, U UHOUBULYaIbHbIX
IpeAInpyHUMAaTesIei, OCyIeCTBIISIONX
NIPOU3BOJICTBO, XpaHeHMe, BBO3 B POCCUIICKYIO
depepanyiio, OTIIYCK, peaninsanulo, repenauy,
IIpMMEeHeH)e M YHUUYTOXeHMe JIeKapCTBEHHBIX
Tperaparos IS MeOULMHCKOTO IIPUMeHeH s, B
YyacTy BHeceHMsI MHGOpMAIM O JIeKapCTBeHHbIX
rpernaparax sl MeIULIMHCKOrO [IPMMeHeHUs B
CUCTeMY MOHUTOPMHIA ABVKEHUS J1eKapCTBeHHbBIX
TperapaTos IS MeOULIMHCKOrO IIpUMeHeHUs
BCTYIIaeT B CMJIy CO JHS BCTYIUIEHUS B CUITy ab3alieB
BTOPOTO U ISITOTO MOJITYHKTA "6" MyHKTa 7 cTaTh 1
denepasbHOTO 3aKOHA OT 28 mekabpst 2017 r. N 425-
@3 "O BHeceHUM U3MeHeHUI1 B DefepalbHblii 3aKOH
"O6 o6paleHny JIeKapCTBEHHBIX CPEIICTB".

[Tpencenatens [IpaBuTebCTBA
Poccuiickoit @enepannn
IO.MEJIBEJEB

YTBepXKAeHO






roctaHoByieHueM [IpaBuUTeNbCTBA
Poccuiickoi ®epepann
ot 14 nexabps 2018 r. N 1556

[TOJIO’KEHUE
O CUCTEME MOHUTOPUHI'A IBVXXEHV
JIEKAPCTBEHHBIX ITPEITAPATOB
JJIA MEOVLIMHCKOI'O ITPUMEHEHKA

I. O61Me 1oNoKeHUS
1. HacTrosiee ITonoxkeHnue ornpenensier:

a) MOPSIOK HaHeCeHUsI CpeJiCTBa UAeHTUDUKALUN
JIeKapCTBEHHOIO IpeliapaTa A/ MeIUIIMHCKOTO
IIpMMeHeHus (Jajee - IeKapCTBeHHbIe IIperaparTsl),
TpeboBaHMs K ero CTPYKType U hopmaTy
mHpopmaln, KOTOPYIO COEPKUT CPenCTBO
UIeHTU(UKALNM JIEKapCTBEHHOTO MIpernapara, u ero
XapaKTepUCTUKY;

0) MOPSIIOK CO3/TaHMsl, pa3BUTUSI, BBOJIA B
AKCITyaTaluIo, SKCITyaTaluu U BbIBOAA U3
AKCITyaTalyu CUCTEMbI MOHUTOPUHTA ABVOKEHUS
JIeKapCTBEHHBIX IIperapaTos (nauee - cucreMa
MOHUTOPUHTA);

B) MOPSIIOK B3aMMOAENCTBUS CMCTEMbI MOHUTOPUHTA
C MHBIMM TOCYIapCTBEHHBIMY MH(POPMALIMOHHBIMM






CucCTeMaMu " MHd)OpMaLlI/IOHHbIMI/[ CucTeMaMm
IOPpUANYECKUX JIUI U MTHOUBUOYAaJIbHbBIX

MpearpuHuMaresieil, ykasaHHbIxX B yacTax 7 u 10
cratbu 67 @enepanbHOro 3akoHa "O6 obpameHnn
JIeKapCTBEHHBIX CPEJLICTB";

T) IIOPSITOK BHECEHMS B CUCTeMY MOHUTOPUHTA
IOpUANYECKUMMU JINLAMU U UHAVBULYATbHBIMU
MpeANpUHUMATEJISIMU, OCYIIeCTBISIOIMHA
MMPOM3BOCTBO, XpaHeHMe, BBO3 B PocCuiickyo
denepanyio, OTIYCK, peannsalnuio, nepenavy,
MpUMeHEeHNe ¥ YHUUTOXXeHMe JIeKapCTBEeHHbIX
rpernaparoB, MHGOPMAI UM O JieKapCTBE HHBIX
rpernaparax u ee COCTaB;

Il) TIOPSIIOK TIpefoCcTaBaeHs MHDOoOpMaI i,
coliepsKaleiics: B CMCTeMe MOHUTOPUHTA.

2. HOHHTI/IH, MCITIOJIb3yeMbl€ B HACTOAIIEM
HOHO)KEHI/II/I, O3Ha4valoT ciaeayroiiee:

"arperMpoBaHue” - mporecc 06’beJMHEHMS
JIeKapCTBEHHBIX MTpernapaToB Ha JI0OOM JTarie
obpaleHus JeKapCTBEHHbIX ITPenapaToB CyObEKTOM
obpalleHs JeKapCTBEHHbIX CPEACTB B TPETUUHYIO
(TPaHCIIOPTHYIO) YIIAaKOBKY JIeKapPCTBEHHbBIX
TperapaToB C HAHEeCeHMeM COOTBETCTBYIOIEro Koaa
UaeHTUOUKALUM TPETUYHOI (TPaHCIIOPTHOI)
YIIaKOBKM JIEKAPCTBEHHBIX TIPENapaToB U C






COXpaHEeHMEM I/IH(I)OpMaI_U/II/I B CiCTeMe MOHUTOPMHIa
O B3aMMMOCBA3U CpedCTB I/I,I[eHTI/Iq)I/IKaI_U/II/I i KogoB

UIEeHTU(GUKALMY KaKI0ro BJIOKEHHOIO B TaKYIO
YIIaKOBKY JIEKAPCTBEHHOTO Iperapara ¢ KoJom
UIOeHTUGUKALIUY TPETUUHOI (TPAHCIIOPTHO)
YIIaKOBKY JIEKapCTBEHHBIX IIPEIapaToB;

"BBOJI B 000POT JIEKapCTBEHHBIX IIPerapaToB":

Py NPOU3BOJICTBE HA TeppUTOpUM Poccniickoii
@enepauuu - onepauuu, Ipou3BOAUMBIE C
JIeKapCTBEHHBIMY IIpeliapaTaMy OT IIPOXOXKIEHUS
MPOM3BOJICTBEHHOM cTaauu HpacoBKU (YIIAKOBKMA)
JIeKapCTBEHHBIX MPeIapaToB B IEPBUUYHYIO0 YIIAKOBKY
JIeKapCTBEHHOrO Iperapara (B OTHOLIeHUU
JIeKapCTBEHHBIX IIpernaparTos, IJ1s1 KOTOPbIX He
npeaycMOTpeHa BTOpUYHas (IoTpeGuTeIbCKast)
YIIaKOBKA JIEKapCTBEHHOTO IIperapara) U BTOPUUYHYIO
(MOTpPe6bUTENBCKYI0) YITAKOBKY JIEKAPCTBEHHOTO
rperniapara [j0 3aBeplieHus IPOU3BOLCTBEHHO
CTaJVY BBINTYCKAKOIEro KOHTPOJIS KauecTBa U
NpeiCTaBlIeHNs] JOKYMEHTOB U CBeeHUI,
MpeayCMOTPEeHHBIX YacThio 1 cTaTby 52.1
denepanbHOTO 3aKOHA "O6 0bpaleHNM
JleKapCTBeHHbIX cpelcTB", B @ellepabHYIO CIYKOY 110
HaJ30py B chepe 30paBOOXpaHEHUS UIU TTOTyIeHUS
paspelnieHus, NpegyCMOTPEHHOI'0 YaCcThI0 7 CTaThy
52.1 ®epepanbHoro 3akoHa "O6 obpalieHnK






JIeKapCTBEHHBIX CPeACTB" (B Cyuae MPOMU3BOICTBA
MMMYHOOVOJIOTMYECKUX JIEKaPCTBEHHBIX

Iperaparos);

IIpU IIPOU3BOICTBE BHE TePpUTOpUN Poccuiickoi
depepaliviu - oriepalyu, IPOU3BOAMUMbIE C
JIeKapCTBEHHBIMM IIperapaTamu OT MPOXOXKIAEHUS
MPOM3BOICTBEHHO cTaauu HacoBKY (YIIAKOBKM)
JIeKapCTBEHHBIX IIPEIapaToB B IEPBUYHYIO YITAKOBKY
JIeKapCTBEHHOTO Tperapara (B OTHOIIeH UM
JIeKapCTBEHHBIX IIperapaToB, 1151 KOTOPbIX He
MpeayCcMOTpeHa BTOpUYHas (IOTpe6UTeIbCKast)
YIIaKOBKA JIeKapCTBEHHOTO IperapaTa) U BTOPUYHYIO
(MOTpe6UTETBCKYIO) YITAKOBKY JIEKAPCTBEHHOTO
npernapara 0 pa3MelleHns: J1eKapCTBeHHbIX
rpernapaTroB Ha (papMaleBTUUeCKOM CKjaje U
NpencTaBieHys JOKYMEHTOB U CBeleHUM,
MpeyCMOTPEHHBIX YaCcThIO 2 cTaTbu 52.1
denepasbHOTO 3aKoHa "O6 obpaleHNUn
JIeKapCTBEHHBIX CpeACTB", B PemepaabHYIO CITYKOY 11O
Haz30py B cdhepe 30paBOOXpaHEHNS UM TTOTyIeHUST
paspenieHusi, MpegyCMOTPEHHOTO YaCTbIO 7 CTaThy
52.1 ®enmepanbHoro 3akoHa "O6 obpaireHnn
JIeKapCTBEHHBIX CPelCcTB" (B C/lyyae IPOU3BOLACTBA
MMMYHOOMOJIOTMUECKMX JIEKAPCTBEHHBIX
IperapaToB);

ab3arl yTpaTui cuiy. - IlocTaHOBIeHNE






[TpaButensctBa PO ot 21.07.2020 N 1079;

"BTOpMYHAs (IOTPeOUTENIbCKAS) YITAKOBKA
JIeKapCTBEHHOTIO IIperapara’ - yI1akoBKa,
MOCTYNAIIAs K TOTPeOUTEeI0 U CyKaiast Ijist
pasMeleHus eIVHUYHO [IepBUYHO YIIaKOBKU
JIleKapCTBEHHOTO Ipernapara Ui o0beIMHSIoIas
HECKOJIbKO ITePBUYHBIX YIIAKOBOK JIEKaPCTBEHHBIX
Iperaparos;

"BBIBOJ] 13 000pOTa JIEKAPCTBEHHBIX IIPerapaToB” -
peanusanys, Ipogaxa u OTIyCK (B TOM YKCJIe 10
pellenTy) JIeKapCTBEHHbIX ITPerapaToB MOTPeduTeIo,
MMpUMeHeHue, repenava Ha YHUUTOKEHM e, yTpaTa u
CIMCcaHMe JTeKapCTBEHHbIX ITperapaToB, 0TOOp
00pas1ioB, BbIBO3 paHee BBe3eHHBIX B Poccuitckyio
depepalivio TIeKapCTBEHHBIX MPernapaToB
(pPeaKCIopT), a TaKKe BBIBOJ, M3 060POTa IO MHBIM
MpUYMHAM;

"r106a/bHbIN UAeHTU(PUKAIMOHHbBIII HOMeP
TOPTOBOM €IVHUILIBI" - YHUKAIbHBIN KO,
MMpUCBaMBaEMBbIil TPYIIIIe TOBAPOB MPU UX OMMMCAHUM
B MHGOPMAIMOHHOM pecypce, 06ecreunBawIemM
yUeT U XpaHeHMe JOCTOBEPHBIX JAaHHBIX O TOBapax 1o
COOTBETCTBYIOIIEN TOBAPHOI HOMEHKI/IATYPeE;

ab63al1bl JecsIThIi - OAVHHAAIATBIN YTPATUIN CUTTY. -
[Tocranosnenue IIpasutensctsa PO ot 20.03.2020 N






311;

"uneHTUdUKaTOp MpUMeHeHus" - mpeduKc,
MpeCTaBISIOMIL C0007 Habop u3 2 uau 6oee
3HAKOB, PACIIOJIOXKEHHbII B HaYaie 3JIeMeHTHOM
CTPOKU ¥ OSHO3HAYHO OTIpe e oIl Ha3HaUeHe
1 opMar oISt JaHHBIX, CJIeAYIONIEro 3a pedukcom;

"uneHTUUKATOp CyobeKTa 00paIieHust
JIeKapCTBEHHBIX CPELCTB" - YHUKAIbHBIN KOJ,
MPYUCBAaMBaEeMbIil CCTEMOJ MOHUTOPUHTA CYOBEKTY
obpalieHus JeKapCTBEeHHbIX CPeICTB 10 UTOraM ero
perucTpauuy B CuCTeMe MOHUTOPUHIA Ha OCHOBE
nepegaHHbIX CYObeKTOM 0OpalleHus JIeKapCTBEHHBIX
CpeACTB CBeJleHMi 06 naeHTUGUKALMOHHOM HoMepe
HaJIOTOTIJIaTeIbIIMKA /1 KasKAOro ajfipeca MecTa
OCYILeCTBAEHMS AeITelbHOCTU COTTACHO JIUIeH3UU
Ha MPOU3BOJCTBO JIEKapCTBEHHBIX CPEJICTB,
UlleH3UM Ha papMalieBTUUeCKyI0 JesTeabHOCTD,
JULIeH3 UM Ha JIesITeJIbHOCTh TI0 060POTY
HapKOTUYECKUX CPEeACTB, ICMXOTPOIHbBIX BEIleCTB U
UX IIPEeKyPCOPOB, KYJAbTUBUPOBAHUIO
HapKOCOJepsKallluX pacTeHUI U JTULLeH3UU Ha
MeIUIMHCKYIO NesTe/IbHOCTDb (TP HaTMUUU TaKoi
JULIEH3UN) WU KO HaJIOTOIIaTeIbIMKa B CTpaHe
perucTpauuy u KoAe CTpaHbl peructTpanuu (Ias
CyObeKTOB 00palleHNsI IeKapCTBEHHBIX CPEAICTB, He
MPU3HaBaeMbIX HAJIOTOBBIMU Pe3UAEHTAMMU






Poccuiickoit @egepauyn);

"MHOVBUAYQJIbHBIV CEPUIHBII HOMEeP TOPrOBOJA
eqMHUIBL" - 1MbpoBas Win 6yKBeHHO-1IM(poBas
110CJ/IeIOBATEbHOCTD;

"KomO, MAeHTUGUKAUMK" - CepUIHBIN TJI00aIbHBIN
UAeHTUOUKALMOHHBI HOMEpP TOProBOit e IMHUIIbI,
MIpeICTABISION I COO0T YHUKAJTbHBINA
UIEeHTUPUKATOP BTOPUYHOI (TTOTPEOUTENbCKOIA)
YIIaKOBKM JIEKapCTBEHHOTO Mpernapara (B cjiydyae ee
OTCYTCTBMUSI - I€PBUYHOI YIIAKOBKU JIEKAPCTBEHHOTO
npemnapara), GopMUpPyeMbIii ITyTeM T00aBJIeHNS K
rJ106aIbHOMY UAEHTUGUKAIIMOHHOMY HOMEpY
TOPTrOBOJ € IMHUIIBI MHAMBUIYATbHOTO CEPUITHOTO
HOMepa TOPTroBOJi eIVMHUIIbI;

"KOJI UIeHTUIUKALUY TPeTUUHO (TPaHCTIOPTHOI)
YIIAaKOBKM JIEKapCTBEHHOTO IIpernapara’ -
CHMMBOJIbHASI TIOCJIeIOBATEIbHOCTD, GopMupyemasi B
COOTBETCTBUMU C TPEOOBAHUSIMU,
peaycMOTpeHHbIMM pasaenoM III HacTosero
[TonoxeHus;

"KOJZ, MapKMPOBKU" - YHUKAIbHAS
oc/ieJ0BaTe/IbHOCTh CMMBOJIOB, COCTOSIIAS M3 KOoaa
uaeHTUGUKALUM U Kofa IpoBepku, bopmupyemast
IS Liesieii uaeHTU@UKauy nepBUUHONM YITaKOBKY (B
OTHOIIIEHUU JIEKAPCTBEHHBIX MPerapaToB AJIst






MeAUIIMHCKOTO MPUMeHeHMs, AJ1s1 KOTOPBIX He
MpeyCMOTPEHA BTOPUYHAS YIIAaKOBKA) ¥ BTOPUYHOM

(TOTpe6UTETHCKO) YITAKOBKY JIEKAPCTBE HHBIX
MpernaparTosB 11 MeIUIMHCKOTO MTPUMMeHEeHNS ;

"KOJI, IPOBEPKU" - IOCTIeA0BATEIbHOCTh CUMBOJIOB,
chopmMupoBaHHas B pe3y/ibTaTe
KPUIITOTpadnIeCcKoro npeodpasoBaHms Koga
UIEHTU(PUKALIMY Y TI0O3BOJISIONIAS BBISIBUTD
danbcudukanmo Koga uaeHTUGUKALMY IPU ero
MpoBepKe C UCI0Ab30BaHMeM (QUCKATbHOTO
HAKOMMUTES U (MJIN) TEXHUUECKUX CPEICTB IIPOBEPKU
KOJIa IIPOBEPKM;

"JleKapCTBEHHbIE pernapaThl, MAPKMPOBAHHbLIE
cpeAcTBaMM UAEHTUGUKALMU" - JIeKapCTBEHHbIE
rperaparhl, Ha KOTOpbie HAHECEeHbI CPeICTBA
UIeHTUPUKALMY U TOCTOBEpHbIE CBeleHUsT (B TOM
4ycie CBeleHMsI O HAHeCEeHHbIX Ha HUX CpeliCTBax
UIeHTUGUKALINY U (MITK) MaTepUaTbHbIX HOCUTEJISIX,
coJiepsKalMX CpeicTBa MAEHTUGUKAIMIN) O KOTOPBIX
B YCTAHOBJIEHHOM TIOpSiIKe MepelaHbl B CUCTEMY
MOHUTOPWHTA;

"MapKMpPOBKA YIIaKOBOK JIEKAPCTBEHHBIX IperapaToB
cpeacTBamMu uaeHTUGUKAIUMKU" - HAHEeCeHMe CPeCTB
UIeHTU(GUKALMY Ha BTOPUYHYIO (TTOTPEOUTETBCKYIO)
YIIAaKOBKY JIEKapCTBEHHOTO Ipernapara (a npu ee






OTCYTCTBMUM - Ha ITIEPBUYHYIO YIIAKOBKY
JIeKapCTBEHHOTO Ipernapara);

"oIMcaHMe JIeKapCTBEHHOIO Iperapara” - iepeueHb
XapaKTepPUCTUK, Pa3MeIlleHHbIX CYObEKTOM
obpaleHus JeKapCTBEeHHbIX CPeCTB B
COOTBETCTBYIOIIEeM MHDOPMaLIMOHHOM pecypce,
obecreunBaloIIeM yueT ¥ XpaHeHye TOCTOBePHBIX
JaHHBIX O TOBapax M0 COOTBETCTBYIOIIEN TOBAPHOI
HOMEHKJIaType;

"TepBUYHAs YIIaKOBKA JIeKapCTBEHHOTrO Mpenapara” -
CPeACTBO WY KOMIUIEKC CPEJICTB, 06eCITeurBaII X
3aIUTY JIEKAPCTBEHHBIX ITPEIapaToB OT
MMOBPEXIEHMS U TIOTePb, BO3EMCTBUS OKPY KAIOIIeil
Ccpeplbl, 3arpsISHEHNNM U UMEIOI X
HEIoCpeICTBEHHbII KOHTAKT C JIeKapCTBEHHbIMU
rnpernaparamu;

"perucTpaTop BHIOBITUS" - TEXHMUECKOE CPEICTBO
MHGOPMAIMOHHOTO 0OMeHa, ITpeIHa3HaYeHHOe JIJIst
rnepemauy B CUCTeMY MOHUTOPUHTA CBeeHNI O
BBIBOJIE 113 000pOTa JieKapCTBEHHBIX MIPeIapaToB,
BKJTIOUAlOIee B ce0s1 MporpaMMHO-armapaTHoe
mmdpoBasibHOE (KpUIITOTrpadmueckoe) TeXHNYeCKOe
CpeliCTBO MPOBEPKM KOJOB IIPOBEPKU, B OTHOILIEHUM
KoToporo demepanbHOI CITy3KO007 6€30T1acCHOCTHI
Poccuiickoit @epgepaunn BbIZaH JOKYMEHT O €ro






COOTBETCTBMM YCTAHOBJIEHHBIM TPEOOBAHUSIM K
mbpoBaTbHBIM (KpUIITOrpadmMueckuM) CpecTBam

3aMUThl THQOpPMALUK, Ae/iCTBYIOLUMM B OTHOILIEHUU
mbpoBaNbHBIX (KpUIITOTpaduuecknx) CpeicTs,
MpegHa3HaUeHHBIX JJIs1 TPOBEPKM KOOB
MapKUPOBKMU;

ab3aril yTpatui cuiy. - IlocTaHOB/IeHMe
[TpaButenbctBa PO ot 20.03.2020 N 311;

"CpenCcTBO UAeHTUDUKALMK " - KOO MapKUPOBKH,
TpeiCTaBJIeHHbIN B MalIMHOUMTAEMOi popme UJu C
UCII0/Ib30BAHMEM UHOTO CpeACTBA (TEXHOIOTUN)
aBTOMaTH4ecKoi uneHtTudbuxkaum, GopMmmupyemsbiit
IIJISI HaHeCeHMsT Ha BTOPUYHYIO (MTOTPEOUTETHCKYIO)
YIIAaKOBKY JIeKapCTBEHHOTO Iperapara (B ciayJdae ee
OTCYTCTBMS - HA IEPBUYHYIO YIIAKOBKY
JIeKapCTBEHHOrO IperapaTra) MeTogaMu, He
IOMYCKAKIMMU OTIeeHUs CpeicTBa
UaeHTUGUKAINY U (MTK) MaTepUaabHbIX HOCUTEJIe,
coliepsKalMX CpeCcTBa MAeHTUPUKAIIUY, OT
YIIaKOBKY JIeKapCTBEHHBIX IIperapaToB 6e3
TIOBPEXIeHMIA;

"cy6BEKTBI 00OpalleHNsl TeKapCTBEHHbBIX CPEICTB" -
I0pUIMYECKMe JTUIA U UHIUBUIYaIbHbIE
MpeAIPUHMMATENN, OCYLIECTBIISIONIE
MpOM3BOJICTBO, XpaHeHMe, BBO3 B Poccuiickyio






@enepaumo, OTIIYCK, peajin3auunio, riepeaavy,
IIpUMEHEeHNE U TIIepeaavdy Ha YHUUTOKEHNME
JIEKapCTBEHHbLIX IIPEIIapaToB;

"TpeTUYHas (TPAHCIIOPTHAS) YIIaKOBKA
JIeKapCTBEHHOTO TIperapara” - yrakoBKa,
UCIIOIb3yeMasi [JIs1 XpaHeHMs, [1IePeBO3KU U
repeMeleHys JIeKapCTBEHHOTO IIperapaTta Mexay
cyobekTaMu obpaiieHust JieKapCTBEHHbIX CPEJICTB;

"YCTPOMCTBO perucTpanumy SMUCCUN" - TEXHUIECKOoe
cpeAcTBO MH(POPMALMOHHOTO 0OMeHa,
rpegHa3HAuUeHHOe IS TOTyYeHMs KOJ OB
MapKVPOBKMU U Tlepefadyy B CUCTEMY MOHUTOPUHTA
CBeIeHM 0 MapKMPOBKE YITaKOBOK JIEKAPCTBEHHBIX
rpernapaToB CpeAcTBaMy uaeHTUdUKaL UK,
BBITIOJTHSIIOIIee QYHKIMM TEXHUIECKOTO CPeICTBA
MIPOBEPKM KOJa MTPOBEPKM, B OTHOLIEHUM KOTOPOTO
denepanbHOI CTy>k0071 6e30rmacHocTy Poccuiickoii
denepaluy BbIIaH JOKYMEHT O €r0 COOTBETCTBUM
YCTaHOBJIEHHBIM TPeOOBAaHMSAM K MIM(POBATbHBIM
(kpunTorpaduueckuM) CpeCTBaM 3al[UThI
mHpopmaIun, neiicTBYIOIMM B OTHOIIE HUA
mubpoBaNbHBIX (KpUIITOTpaduueckux) CpeicTs,
rpeJHa3HauYeHHbIX [JIS1 TPOBEPKY KOAOB
MapKMUPOBKM, JTMO0 BKIIOUAIOIIEe B CBOJ COCTaB
TeXHUYECKOe CPefCTBO MPOBEPKY KOJIOB ITPOBEPKM, B
OTHOILIIeHUM KOToporo ®emepanbHO CITYKO0i1






6e3omacHocTy Poccuiickoit demepanyy BbIAaH
JOKYMEHT O €r0 COOTBETCTBUU YCTAHOBJIEHHBIM

TpebOBaHMUAM K MMU(POBATbHBIM
(kpuniTorpaduvueckuM) cpeiCcTBaM 3alUThI
mHpopmalun, neicTBYIOIUM B OTHOIIeHUA
mdpoBaNbHBIX (KpUIITOTpaduuecKnx) CpeaCTs,
IIpegHa3sHauYeHHBIX JI [IPOBePKU KOLOB
MapKVPOBKY;

"hacoBka (yrmakoBKa) JieKapCTBEHHOTO Mpenapara” -
MMPOU3BOACTBEHHAS CTaAus, IipeaycMaTpuBaloias
ToMelleHe JIeKapCTBEHHOr0 pernapara B
MEepPBUYHYIO YIIAKOBKY JIeKapCTBEHHOTO Mpenapara
MV BO BTOPUYHYIO (ITOTPEOUTENIBCKYIO) YITAKOBKY
JIeKapCTBEHHOTO Tperapara;

ab3ail yTpaTui cuiy. - IloctaHoBIeHMe
[TpaButenbctBa PO ot 21.07.2020 N 1079;

"9MUTEHT KOJia UIAeHTU UKALUM TPETUIHOM
(TpaHCIOPTHOI) YITAaKOBKU" - CYOBEKT 0O palieHus
JIeKapCTBEHHBIX CPEJICTB, OCYIIEeCTBISIONINI
dbopmupoBaHme 1 HaHeCeHMe KOAa UAeHTUDUKALIN
TPEeTUYHOI (TPaHCIIOPTHOJ) YITaKOBKM
JIeKapCTBEHHOTrO Mpelapara Ha TPeTUYHYIO
(TpaHCIIOPTHYIO) YIIAKOBKY JIeKapPCTBEHHBIX
Mpernaparos;

"9MUTEHT CPEeACTB UAeHTUUKALIUN" -






IIPON3BOAUTE/Ib JIEKAPpCTBEHHBIX CPEACTB,
OCYH.[eCTBJ'ISIIOH.U/Iﬁ MMpON3BOACTBEHHYIO CTaaANIO

(dacoBku (YyI1akoBKM) JieKapCTBEHHOTO IMpernapara C
HaHeceHMeM CpeJICTB uAeHTUbUKaIUM Ha
BTOPUUHYIO (MTOTPEOUTETHCKYIO) YIIAKOBKY
JIeKapCTBEHHOTO Tperapara (a pu ee OTCYTCTBUY -
Ha MePBUYHYIO YIIAaKOBKY JIEKapCTBEHHOT'O
rperiapara), - Ipu Npomu3BOLCTBE JIeKapCTBEHHOI'O
npenapara Ha Tepputopun Poccuiickoin @epepaiinu,
WY IepyKkaTenb OO Biiajenel] perucTpaloOHHOTO
YA, 0CTOBepeHMs JIeKapCTBEHHOIO [Ipernapara (naiee -
perucTpauyoHHOEe yA0CTOBEpeHMEe) - IPU
MIPOU3BOJCTBE JIEKaPCTBEHHOTO IIpernapara BHe
Tepputopuu Poccuiickoi ®enepauuu, uian
MpeaCcTaBUTEIbCTBO MHOCTPAHHOM OpraHM3alum Ha
Tepputopuu Poccniickoit @enepannm, SBaS0OILENCS
IoepxkaTenemM A100 Biiafie/blleM PerUCTPaIIOHHOTO
YO O0CTOBEpEeHMS, - TIPU IIPOU3BOICTBE
JIEKapCTBEHHOTO TperapaTa BHe TeppUTOPUNA
Poccuiickoit ®epgepauyn.

II. XapaKTepuCTUKM CPeaCTBa UAEHTUDUKALINNA,
TIOPSIIOK ero
HaHeCceHusI M TPeOOBaHMSI K CTPYKType U hopMaTy
mHbopMaIumu,
KOTOPYIO COJIEPKUT CPeNCTBO MAeHTUDMKALIUYI

3. CpencTBo uaeHTUGMKAIIMY TIPU HAHECEHUM Ha






BTOPUYHYIO (TIOTPEOUTETHCKYIO) YIIAKOBKY
JleKapCTBEHHOrO Ipenapata (B cIyyae ee OTCyTCTBUS

- Ha MePBUYHYIO YIIAKOBKY JIEKAPCTBEHHOTO
rperapara) COOTBETCTBYET CIeAYIOIUM
XapaKTepUCTUKaAM:

a) IBYXMEPHBII IMITPUXOBOM KOJl HAHOCUTCS
TOYEYHBIMM CUMBOJIAMU B COOTBETCTBUM C
TpebOBaHMSIMM HAI[MOHATBHOTO CTaHIapTa
Poccuiickoint ®enepauuu ('OCT P UCO/M3K 16022-
2008 "ABTOMaTMUECKasI UAEHTUPUKAIAS.
KomupoBanue mtpuxoBoe. Crieruduxanms
cumBoIMKY Data Matrix"), KOTOpbIil yTBepXKIeH
npukazom deepasbHOTO aT€HTCTBA T10
TEXHUUYECKOMY PEeryJIMpOBAHUIO Y METPOJIOTUN;

0) IBYXMEPHbII ITPUXOBOI KOJ HAHOCUTCS C
ypOBHeM Kjacca kayecTBa C Mu BhIIIE B
COOTBETCTBUM C TPeOOBAaHUSIMM HALIMOHATBHOTO
cravgapTta Poccuiickoin @epgepauym (TOCT P
MCO/M3K 15415-2012 "IHGopMaLiOHHbIE
TEXHOJIOTUN. TeXHOJIOTUU aBTOMATUYECKO
uaeHTUGUKauUu 1 c6opa maHHbIX. Crieruduranus
WUCITBITAHMIT CMMBOJIOB IITPUXOBOTO KOAA OIS OLIeHKU
KauecTBa revyaTu. JIByMepHble CUMBOJIbI"), KOTOPbIN
yTBepsKIeH npukazoM denepaqbHOro areHTCTBA MO
TEXHUUYECKOMY PEeryJIMpOBaHUI0 Y METPOJIOTUN;






B) IBYXMEPHBIN LITPUXOBOM KO, HAHOCUTCS MeYaThIO
C MCIIOJIb30BaHMEM MeToaa KoppeKiuy omnbok ECC-
200 B cOOTBETCTBUMU C TPeOOBAHUSIMU
HaIMOHAJIBbHOTO cTaHAapTa Poccuiickoin @epgepaiinm
(TOCT P UCO/MB3K 16022-2008 "ABTOMaTMUeCKas
unentTudukamnus. KogupoBaHue mTPUXOBOE.
Cneuuduranys cumBoanuky Data Matrix"), KOTOpbIii
yTBepsKeH MnpukazoM deepasbHOTO areHTCTBA MO
TEeXHUYECKOMY PeryJInupoBaHUIO M METPOJIOTUN;

I) IIpU HAHECEeHUM CpeiCTBA UAeHTUPUKAIIUN
JIEKapCTBEHHOTO Ipernapara ucmosb3yercss ASCII
KOAMPOBAaHME HAa OCHOBE HALIMOHAJIbHOTO CTaHJApTa
Poccniickoit @epepaunn (TOCT P UCO/MBK 16022-
2008 "ABTOMaTMUeCKast UAEHTUDUKAIAS.
KomupoBaumne mrpuxosoe. Crierindukams
cuMBoOaMKY Data Matrix"), KOTOpbIit YTBEPXKIeH
npukasom denepaabHOroO areHTCTBA IO
TEXHUYECKOMY PeryJMpoBaHUI0 Y METPOJIOTUNA.

4. CBeeHus, coaepxkauuecs B CpeicTBe
UIOeHTU(PUKALNM, HAHOCSTCSI TPOU3BOAUTENEM B
BUJIe IBYXMEPHOTO WITPUXOBOI'O KOZIa MeToLaMu
revaTy Ha BTOPUYHYIO (TOTPEOUTETbCKYI0) YITAKOBKY
JIeKapCTBEHHOTO Ipernapara (B cjiyyae ee OTCYyTCTBUS
- Ha TIEPBUYHYIO YIIAKOBKY JIEKAPCTBEHHOTO
rperiapara) Win mevyaTty Ha MaTepUaIbHbI HOCUTEb
(3TUKETKY), He JOMYyCKAIUMNU OTAeIeH S






MaTepMnaJbHOI'oO HOCUTEJIA, Coaep Kallero cpeacrsa
I/I,JIGHTI/I(I)I/IK&LU/II/I, OT YIIaKOBKM JIEKAPCTBEHHOI'O

npernapara 6e3 IMoBpeXIeHN .

B ciiyuae BB0O3a B Poccuiickyto denepatinio rpu
IIPOU3BOLCTBE BHE TeppUTOPUN PoCcuitckoii
®epnepauyin (32 UCKIOYEHNEM JIeKaPCTBEHHbIX
NpernapaToB, BBO3MMBbIX U3 FOCYLApPCTB - YI€HOB
EBpasuiickoro 3JKOHOMMYECKOro C003a) IMapTun
JIeKapCTBEHHOTIO Iperapara gOIyCKaeTCs HaHeCeHue
JIBYXMEPHOI'0 LITPMUXOBOTO KOJA MEeTOAO0M ITeyaTy Ha
MaTepUaabHbI HOCUTEDb (3TUKETKY), HE
JOMYCKAKIINUM OTAEeeHUS MaTePUAJIbHOTO HOCUTEIS
(3TUKETKM), colepsKallero CpecTBo
UIeHTUPUKALNHA, OT YIIAKOBKU JIeKaPCTBEHHOTO
npernapara 6e3 MoBpeXAeHMi, ¢ TOC/TIe YoM
HaHeCeHMeM MaTepUaIbHOIO HOCUTES (STUKETKM)
Ha BTOpUYHbIE (ITOTPEOUTENIbCKIE) YITAKOBKMU
JIeKapCTBEHHOTIO Iperapara (B cjydae UX OTCYTCTBUS
- IIepBUYHbIE YIIaKOBKY JIEKAPCTBEHHOIO IIperapara)
Ha TaMOXeHHOM CKJjiaJie, aipec KOTOPOTo yKa3aH B
KauecTBe aJipeca MecTa OCYILIeCTBIeHUS
IesITeTbHOCTU B JIULIEH3 UM Ha (papMalle BTUUECKYIO
IesITeJIbHOCTb OPTaHM3alnu, OCYIeCTBSIOeN
OIITOBYIO TOPTOBJIIO JIEKAPCTBEHHBIMMU CPeLCTBAMMU.

5. Undopmariins, comepkamiasicst B CpeficTBe
UIeHTUGUKALMM, UMeeT CIedYI0IIYI0 CTPYKTYPY:






MpU3HaK cMMBOJAMKKY Data Matrix - cuMmBoU,
MMeIoLnii Koz, 232 B Tabnuie cuMBojioB ASCII;

repBasi TpyIIIa JaHHbIX - T100a/IbHBI

UIeHTU(PUKAUVOHHBIV HOMEDP TOPrOBOI e AMHUILBI,
cocrosiuit U3 14 uudpoBbIX CMMBOJIOB, KOTOPOMY
npeauiectTpyeT uaeHTUdukatop npumeHenus (01);

BTOpAas IPyIIia JaHHbIX - UHOUBUIYaIbHbII
CepUIHBIN HOMEP TOPTOBOM €IVIHUIIbI, COCTOSII VI
u3 13 cuMBOJIOB MG POBOI MM OYKBEHHO-1IM(POBOI
M0C/IelOBaTENbHOCTY (JIATMHCKOTO andaBuTa),
KOTOPOMY IpeAlIecTByeT uaeHTUudhuKaTop
npuMeHeHus (21). 3apepliarouM CMMBOJIOM IJ151
9TOI TPYIINbI JAHHBIX SIBJSETCS CIielaabHbIl
CMMBOJI-pa3enTe/b, MUMeIoMit Koa 29 B Tabauile
cumBon0B ASCII, man cumBon @YHKIUA 1 (FNC1);

TpeThbsI TPYIIa AAHHBIX - UAEHTUDUKATOP
(MHOUBUAYATbHBIN MMOPSIAKOBBI HOMED) K/IH0Ua
IIPOBEPKU, NpefoCTaBiIsieMblii SMUTEHTaM CPeLCTB
UIEeHTUPUKALMYM OTIEPATOPOM CUCTEMBI
MOHMTOPUMHTA B COCTaBe KOJa IPOBEPKA B
COOTBETCTBUM C HACTOSLI MM [losioskeHMEeM,
cocTosiuit U3 4 CMMBOJIOB (LIMPP, CTPOUHBIX U
MIPOTIMCHBIX OYKB JIATMHCKOTO ajaBuTa), KOTOPOMY
npeiiecTByeT uaeHTUdMUKaTop npumeHenus (91).
3aBepLIaIIMM CMMBOJIOM JIJIS1 3TO TPYIIIbI JAHHBIX






SIBJISIETCS CIIelIMaJbHbIi CUMBOJI-pa3delUTeNb,
uMeromnii kog 29 B Tabnuiie cuMmBosioB ASCII, min

cumBos @YHKINA 1 (FNC1);

yeTBepTasi rpyIina JaHHbIX - 3HaUYeHMe KoJa
MPOBEPKHU, NTPeOCTaB/IsIeMOe SMUTEHTAM CPEe/ICTB
UIeHTUPUKALMY OTIEPATOPOM CUCTEMbI
MOHUTOPMHTA B COCTaBe KOJia TPOBEPKM B
COOTBETCTBMMU C HacTosiu UM ITooskeHneM,
KOTOPOMY INpeAIiecTByeT UAeHTUDUKATOD
npuMmeHeHus (92), u cocrosuiee 13 44 CMMBOJIOB
(umdp, CTPOUHBIX U IMTPOMNMCHBIX OYKB JIATUHCKOTO
andaBuTa, a TakKe CrielMajabHbIX CUMBOJIOB).

AG63a11pl ceIbMO¥ - AeCSIThIN YTPATWIN CUTY. -
[Toctanosnenue IMpasurtenbctBa PO ot 30.08.2019 N
1118.

prr[l'[bl JaHHbIX JOJDKHbBI PacCIiojaratbCAa
mocjiegoBaTeJIbHO - OT HepBOﬁ K quBepToﬁ.

NuanBuayanbHbI CepUITHBII HOMEP TOPrOBOM
eIMHUIIBI TeHEPUPYETCS C yUeTOM obecIieueHus ero
YHUKAJTbHOCTHU IJIST KaKI0TO T7I06a/IbHOTO
UIEeHTU(PUKALMOHHOTO HOMepa TOPTroBOii eIVMHUIIbI B
TeueHMe BCero Cpoka QyHKIMOHMPOBAHUS CUCTEMBbI
MOHUTOPUHTA.

['mo6anbHbIi MAeHTUDUKAIMOHHBI HOMep TOPTOBOJi






eIMHUILIBI ¥ MHAVBUAYAIbHbIV CEepUITHBIN HOMED
TOPTOBO €IMHUIIBI TYOIMPYIOTCS B BUIE UMTAEMOTO
I1€YaTHOTI'O TeKCTa.

I11. [TopsiioK oTy4eHus: KOJIOB MapKUPOBKU,
dbopmupoBaHus
KOJIOB UJIeHTU(PUKALIUYU TPeTUUHOI (TPaHCTIOPTHOI)
YIIAaKOBKU
JIeKapCTBEHHOTO Tperapara 1 ux perncTpauumn
B CMCTeMe MOHUTOPUHTIA

6. [TonyyeHne SMUTEHTaMU CPeJCTB UAeHTUDUKALIUN
OT orepaTopa CUCTeMbl MOHUTOPUHIA KOLOB
MapKUPOBKU OCYILECTBJISIETCS C UCTIOIb30BaHNEM
YCTPOVCTB PerucTpanum 3SMUCCUN.

7. DMUTEHT CpeACTB UIeHTUPUKAIUH,
3aperMcTpPUpPOBAHHBIN B CMCTEMEe MOHUTOPUHTA,
MpenCTaBiIsieT OIepaTopy CUCTEMbI MOHUTOPUHTA
3asBKy Ha MOJIy4yeHMe KOJO0B MapKUPOBKU. 3asiBKa
HaMpasJsIeTCs MOCPeACTBOM UCIIOIb30BaAHUS
YCTPOVCTB perucrpauuu smuccun. Ilpu atom
B3aMMO/IeliCTBYME YCTPOVICTB PerucTpanum SMMUCCUN C
MHGOPMAIMOHHBIMM CUCTEMaMM SMUTEHTA CPEICTB
UIEeHTUPUKALMN OCYILECTBIISIeTCS C
MCMOJIb30BaHMeM (GOpPMaTOB JaHHbBIX, pa3MellaeMbIX
onepaTopoM CUCTEMbI MOHMTOPUHTA HA
obuiMaNbHOM caiiTe orepaTopa CUCTEMBbI






MOHUTOPUHTA B MHPOPMAILMOHHO-
TeJIeKOMMYHUKAIIMOHHOM ceTu "ViIHTepHeT". 3asgBKa

Ha II0JIydeHMe KOOJOB MapKUPOBKIM COOEPXKUT:

a) Kon uaeHTuduUKauyum B cyrydae GopMuUpoOBaHMST
MHIVBUAYAIbHOTO CEPUITHOTO HOMepa TOProBoit
eIVHUIIBI SMUTEHTOM CPEJICTB UaAeHTUGUKaImuu;

6) r7106aIbHBIN MAEHTU(GUKAIMOHHBI HOMEep
TOPrOBOJ €IMHUIIbI Y KOJIMUECTBO UHAVBUAYATbHBIX
CepUItHBIX HOMEPOB TOPTOBON eIMHUIIbI B C/Tydae
dbopMupoBaHMSI UHAMBUIYATbHOTO CEPUITHOTO
HOMepa TOProBOVi eAVMHUIIBI OTIePaTOPOM CUCTEMBI
MOHUTOPMHTA.

8. Kog mapkupoBKM HOpMUPYETCS OIIEPATOPOM
CUCTEeMbI MOHUTOPUHTA ITyTE€M IPUCBOEHMS KOJIOB
MIPOBEPKMU IJIS1 K&KIOT0 KOAA UAHTUDUKALIUNA U
BKJTIOUAETCS B peecTp CpeicTB UaeHTUGUKALIUU
orepaTopa CUCTeMbl MOHUTOPUHTA.

OrnepaTop cuCcTeMbl MOHUTOPMHIA He MO3Hee 2
YacoB C MOMEHTa MOoTyuyeHMs 3asiBKM Ha TTOJTyuyeHne
KOJIOB MapKMPOBKU HaIpaBJsieT SMUTEHTY CPECTB
UIeHTUPUKALINY CIUCOK CHOPMIUPOBAHHBIX KOJIOB
MapKUPOBKMU.

8(1). OMuTeHTaM CpeacTB UAeHTUbUKALIUA
OTKa3bIBAeTCs B BbiJlaue KOJAOB MapKUPOBKY I10






a1eayIumnm IIpuYymMHaM:

a) OTCYTCTBME B 3asiBKe Ha MOJy4yeHMe KOO 0B
MapKMPOBKU CBeLEeHUH, PeSyCMOTPEHHBIX ITYHKTOM
7 HacTtosero IonoxkeHus;

6) OTCyTCTBME CBeIeHUIt O perucTpauyu SMUTEeHTa
CpeACTB UAEeHTUPUKALIUY B CUCTEME MOHUTOPUHTA;

B) OTCYTCTBMeE y OIlepaTopa CUCTeMbl MOHUTOPUHTA
CBeJIeHMi1 00 YCTPOICTBE PETUCTPAIIUM IMUCCUM, C
MCIT0JIb30BaHMEM KOTOPOTO HalpasjieHa 3asiBKa Ha
MOJTyYeHYe KOJIOB MapKUPOBKMU;

I') HAIMYKMe paHee 3aperMcTPUPOBAHHBIX B CUCTEME
MOHMUTOPUMHTA CBeIeHNIi 0 Kojle UAeHTUGUKAIIUN,
peacTaBJIeHHOM B COOTBETCTBUMU C ITOAITYHKTOM "a"
MYHKTA 7 HacTosAuero ITonoxkeHus;

II) OTCYTCTBME B CMCT€ME MOHUTOPUHTA CBeJIeHUT O
IJ100a7IbHOM UIEeHTU(PUKAIMOHHOM HOMEpe
TOProBOJV €IVMHUIIbI, IIPEeNCTAaBIEHHOM B
COOTBETCTBUU C MOAITYHKTOM "6" MmyHKTa 7
HacTosiero ITonoxeHus.

9. OnepaTop CUCTeMbl MOHUTOPUHTA OOecIieurBaeT
ToyuYeHe SMUTEHTaMM CPeICTB UAeHTUPUKALIUN
KOJIOB MapKMPOBKM ITOCPEACTBOM OCHAIIEHMSI
SMUTEHTOB CpPeJICTB UAEeHTUDUKALMN YCTPOIICTBAMMU






permcrpaumm SMMUCCUN.

OcHalleHye SMUTEeHTOB CPeICTB UAeHTUDUKaLM
YCTPOICTBAMM PETUCTPALIM SMUCCUY, BKITIOYAST
obecrieueHne yaaJeHHOro JOCTYIIa K YCTPOACTBY
perucTpauyum SMUCCUN, pa3sMeIleHHOMY B
MH(PPACTPYKType orepaTopa CUCTeMbl MOHUTOPUHTA,
OCYILIECTB/ISIETCSI OTIEPATOPOM CHCTEMBI
MOHMTOPMHTA Ha 6e3B03Me3IHO0Ii OCHOBe. B 1ensax
TAaKOT'O OCHAILEHMS SMUTEHT CPELCTB
UaeHTUGUKALMY 3aK/ITI0YaeT C OIIePaTOPOM CHUCTEMbI
MOHMTOPMHTA JOTOBOPbI, COIepKalllie B TOM UlMCJIe
YCJIOBUSI TIpEIOCTaBIEHNS YCTPOIICTBA PETUCTPALIAN
9MUCCUM U €0 PerIaMeHTHOI0 O6C/TYKMBaHMS Ha
6e3B03Me3IHO OCHOBE MJIM YCIOBUSI OKA3aHMS
YCJIYTH T10 TIPeIOCTaBIeHNIO YCTPOCTBA
perucTpauyuym SMUCCUM, Pa3MeIlleHHOTO B
MH(PACTPYKType orepaTopa CUCTEMbI MOHUTOPYHTA,
IIyTeM IIPeIOoCTaB/IeHN s YIaJIeHHOTO AOCTYIa K HeMY
Ha 6e3B0O3Me3IHOJi OCHOBe. PerreHne o BbIOOpe
crioco6a OCHaIeHMsI IPUHMUMAETCS SMUTEHTOM
cpencTB uaeHTudukauuu. Tumnosas popma
YKa3aHHbBIX JOTOBOPOB YTBEPKIAEeTCS
MUHMUCTEPCTBOM ITPOMBIIIJIEHHOCTH ¥ TOPTOBJIN
Poccuiickoit ®enepauyn.

OcHalleHe SMUTEHTOB CPeJICTB UIAeHTU UKL,
He MpU3HaBaeMbIX HAJIOTOBbBIMMU pe3uaeHTaMM






Poccuiickoit @epgepaliiyt U He MMEIOIINX
MpenCcTaBUTENIbCTB HA TeppuUTOopun Poccuiickom

depepauyiy, yCTPOCTBAMM PErUCTpaLUy SMUCCUM, a
TaKKe 3aK/II4YeHye JOrOBOPOB C OIlepaTopom
CUCTEMbI MOHUTOPUHTA, TIPeSyCMOTPEHHbIX ab3aiieM
BTOPBIM HACTOSLIEro IMyHKTa, MOTYT OCYLIeCTBJISIThCS
yepes YIIOJTHOMOYEHHOT'O IIpeiCTaBUTeIs.

9(1). DMUTEHT CpeCTB UAEHTUUKALIMY TTOCTIe
MOJTyYeHUSI KOJIa MapKUPOBKY 00eCcrieunBaeT ero
npeobpa3oBaHue B CPEICTBO UAEHTUDMKALINMA,
HaHeceHMe CpeiCTBa MAeHTUPUKALMY Ha BTOPUUHYIO
(MOTpe6UTENBCKYIO) YITAKOBKY JIEKaPCTBEHHOTO
nperapara (a Ipu ee OTCYTCTBUMU - HAa IEPBUYHYIO
YIIaKOBKY JIEKAPCTBEHHOTO Mpernapara) uim Ha
MaTepuaabHbI HOCUTEIb (3TUKETKY) U IlepedaeT B
CUCTEeMY MOHUTOPMHIA CBeJeHMs O HAaHeCeHUU
CpencTBa UAeHTUMUKALVY B COOTBETCTBUM C
ab3aieM MepBbIM ITyHKTA 35 UM ITYHKTOM 36
HacTtosuiero IlonoxxeHus: He IO34Hee HACTYIIEHUS
OIHOM U3 CJIeAyIOMMX AaT:

BBOJ] B 000pOT JIeKApCTBEHHOTO ITpernapara, Ha
YIIAaKOBKY (3TUKETKY) KOTOPOTO HaHeCEeHO CPeLiCTBO
MUaeHTUUKaALMK, TTpeodbpa3oBaHHOEe U3
COOTBETCTBYIOIEr0 KOJia MapKUPOBKU, IPU
IMPOM3BOCTBE JIEKAPCTBEHHBIX IIperapaToB Ha
Tepputopum Poccuiickoi ®enepanymy;






JIOCTaBKa JIEKapCTBEHHOTIO Mpernapara B MeCTO
npuOBITUS Ha TeppuTopum Poccuiickoit degepariun

¥ MOaUM TaMOKeHHOJ JeK/iapaiuy Ha TOBaphl B
Tpolielype BbIMyCKa [IJisi BHYTPeHHEro nmotTpebaeHus
WY TTOJlauyM TaMOKeHHOJ JeKaapaluy Ha TOBaphl B
TMpoIleIype BhIMyCKa JIJIsI BHYTPEHHEr0 MoTpebeHus
JIeKapCTBEHHOTO TperapaTa, MapKMpOBaHHOTO Ha
TaMOK€HHOM CKJIaJle B COOTBETCTBUM C ab3aliem
BTOPBIM ITyHKTa 4 HacTosero [lonoxeHus, mpu
MPOM3BOJICTBE JIeKaPCTBEHHBIX ITPeIapaToB BHe
Tepputopuu Poccuiickoi @enepanyu (3a
UCKJIIOUeHMEeM JIeKapCTBEHHBIX MpernapaTos,
BBO3MMBIX 3 TOCYApCTB - WieHOB EBpa3uiickoro
9KOHOMMYECKOTO C0103a);

BBO3 B Poccuiickywo @enepainio Ha
(dapmalieBTMUYECKIIT CKJIA[] JIeKapCTBEHHOTO
rperapara rnpy mpou3BOJCTBE JIeKapCTBEHHbBIX
IpernapaTroB BHe TeppuTopun Poccuinckoim
®denepaliviy - B OTHOIIEHUM JIEKAPCTBEHHBIX
rperapaToB, BBO3MMBbIX U3 FOCYLApPCTB - YI€HOB
EBpasuiickoro 3kKOHOMMYECKOT0 CO3a.

OmaTa yc/IyTu 10 IpefoCcTaBJIeHMIo0 Koga
MapKMUPOBKU OMepaTopy CUCTeMbl MOHUTOPUHTA,
npeaycMOTpeHHas rocTaHoBeHuem [IpaBuTeibcTBa
Poccuiickoit ®egepanyu ot 8 mas 2019 1. N 577 "O6
yTBepsKIeHUM pa3Mepa IJIaThl 38 OKa3aHue yCayT Mo






MpegoCTaBIEHNIO KOJOB MapKUPOBKM, HEOOXOAMMBbIX
1711 popMUPOBaHMSI CPEICTB UAEHTU(DUKALIU U

obecrieueHysI MOHUTOPVHTA IBMKEHMSI TOBApOB,
nofyiexkalinx o6s3aTeIbHOV MapKUPOBKe
cpeACTBaMM UIOEHTUGMKALIVHA, a TAKKE O TIOPSIIKE ee
B3MMaHUs", IPOU3BOAUTCS SMUTEHTOM CPEACTB
UIeHTUGUKALMM 10 AAThI ITOTyUeHUS KoIa
MapKMUPOBKM Win B TedeHMe 180 KaseHIapHBIX THEN
C 1AThI IIOTyYeH U1 KOJa MapKUPOBKY, HO He N031Hee
HACTYIUIEHUS OOHOV U3 CJIeqyrouux aat:

BBOJI B 000pOT JIeKapCTBEHHOTO Mpernapara, Ha
YIIaKOBKY (3TMKETKY) KOTOPOTO HaHEeCeHO CpeJiCTBO
UIeHTUUKALIMY, TTPeoOpa3oBaHHOE U3
COOTBETCTBYIOIIEr0 KOJla MapKUPOBKU, IPU
MPOM3BOJICTBE JIEKAPCTBEHHBIX MPerapaToB Ha
Tepputopum Poccuiickoi ®emepaniymu;

JIOCTaBKa JIeKapCTBEHHOTI0 Ipernapara B MeCTO
puObITUS Ha Tepputopum Poccuiickoit ®epeparym
U M0AAUYM TAMOKEHHOJ JeK/Iapaluy Ha TOBaphl B
TMpoIleIype BhIMYCKa JIJist BHYTPEHHEr0 MOTpebIeHus
WIN TIOgauM TaMOXXeHHO IeKiapalyuy Ha TOBaphl B
Tpolielype BbIMyCKa JIJisi BHYTPeHHEro MmoTpebaeHus
JIeKapCTBEHHOTO TperapaTra, MapKMpPOBaHHOTO Ha
TaMOK€HHOM CKJIaJle B COOTBETCTBUM C ab3a1iemM
BTOPBIM ITYHKTA 4 HacTosiero ITonoxenns, mpu
MIPOU3BOLCTBE JIeKapCTBEHHbBIX IpernapaToB BHE






TeppuTopuu Poccuiickoit @emepannn (3a
UCK/TIOUEHMEM JIeKapCTBEHHbBIX IperapaTos,

BBO3MMBIX U3 rOCYIAPCTB - 4ieHOB EBpasuiickoro
SKOHOMMYECKOI'0 CO103a);

BBO3 B Poccuiickyo @enepainio Ha
(apmarieBTMUECKMI CKJIA[T IEKAPCTBEHHOTO
rperiapara npy nponu3BOJCTBE JIeKapCTBEHHbBIX
IperiapaToB BHe TeppuTopmuu Poccuiickoi
@enepalivii - B OTHOIIIEHUM JIEKAPCTBEHHbIX
MpernapaTroB, BBO3MMBbIX U3 TOCYapCTB - YJIEHOB
EBpasuiickoro 3kKOHOMMYECKOro Co3a.

[Tpu sTOM OMEpPaTOp CUCTEMBI MOHUTOPUHTA
peructpupyet (BHOCUT) B CUCTEME (CUCTEMY)
MOHUTOpPMHTA MHGOPMAIMI0 O HAHECEeHUM CpefCTBa
UIeHTUPUKaALMY, YKa3aHHYI0 SMUTEHTOM CPeJiCTB
UIeHTUUKaLM B CBeIeHUSIX O HAaHeCeHUM CpeaCTBa
UIEeHTU(UKALMN, TIOC/Ie TIOJTyYeHUS OILIaThl YCIIYTU
T10 IPeJ0CTaBJIeHUIO KOJla MapKUPOBKY,
Mpeo6pa30BaHHOTO B COOTBETCTBYIOIIEE CPEICTBO
UIeHTUDUKALIUN.

PemieHne o BbIOOpe CI10c06a OIIATHI YCIIYTH 10
MMpeaoCTaBJAeHMIO KOJa MapKUPOBKY IIPUHUMAETCS
SMUTEHTOM CPeICTB UAeHTUDUKAIIUN.

B CIydae eC/in oIiaTa yCJIyIM 110 IIpegoCTaBJI€HN IO
KOJa MapKMUPOBKIM OCYHIECTBJIAECTCA SMUTEHTOM






CpeaCcTB UaeHTUdUKALMK OO IPeCcTaBIeHNs UM B
CUCTEeMY MOHUTOPMHTA CBEeJIEHNIT 0 HAaHECeHUN

cpencTBa umeHTUdUKALM, Tpeo6pa30BaHHOTO U3
COOTBETCTBYIOIIETO KOJIa MAapPKMPOBKM, TaKas yCIyra
MPU3HAETCS] OKa3aHHO OIepaTopOM CUCTEMBI
MOHMUTOPMHTA B MOMEHT TOTyUYeHUSI SMUTEHTOM
CpelCTB UAEeHTUOUKALMY OTJIAY€HHBIX KOJOB
MapKUPOBKMA.

B ciyyae eciu omiaTta yCayru 1o NMpefoCcTaBlIeHNUI0
KOJa MapKUPOBKM OCYIIECTBIISIETCSI SMUTEHTOM
CpeACTB UAeHTUPUKALMY TTOC/Ie TIpeICTaBAeHNUS UM
B CUCTeMY MOHUTOPUHIA CBEIEHMIT O HAHEeCEeHUU
cpeAcTBa uaeHTUGMKALIMM, TTPeoOPa30BaHHOTO U3
COOTBETCTBYIOIEro KoJla MapKMPOBKM, TaKasi ycayra
MPU3HAEeTCS OKa3aHHOM OMepaTOpPOM CUCTEMBI
MOHMTOPUHTA B MOMEHT PerucTpanum (BHeCeHMs )
OIepaTopoM CUCTEMbI MOHUTOPUHIA B CUCTEME
(cucTeMy) MOHUTOpPUHTA MHGOpMALIUH,
comepxKallencs: B CBeAeHMSIX O HaHeCeHUM CpeiCTBa
uUIeHTUGUKaLMm, Ipeoopa3oBaHHOIO U3
COOTBETCTBYIOIEr0 KOJa MapKUPOBKM.

B cirydae eciin B COOTBETCTBUM C TIOCTaHOBIEHVEM
[TpaBuTenbcTBa Poccuiickoit @epepanum ot 8 mast
2019 1. N 577 "O6 yTBepkaeHUM pa3mepa IIaThl 3a
OKasaHue yCJIyT [0 [IpeOoCTaBIeHII0 KO 0B
MapKUPOBKM, HEOOXOIUMBIX IJ151 HOPMUPOBAHUS






CpeaCcTB UAeHTUdUKALMU U 00eCIIedeHNs
MOHUTOPMHTA ABMKEHMS TOBAPOB, MOAJIeKALIUX

00s13aTeJIbHOI MapKMPOBKe CpeiCTBAMMU
UIeHTU(UKALMN, a TAKKe O TIOPSIIKE ee B3UMaHMS"
ycJIyTa o MpeAoCTaBIeHNI0 KOJla MapKUPOBKY He
MOJJIEKUT OIIaTe, SMUTEHT CPe/ICTB
UIeHTU(UKALMY ToC/e TToJTydeHus Koa
MapKMUPOBKM 0becrieunBaeT ero npeobpasoBaHyie B
CpeACTBO UAeHTUUKAIMY, HAaHeCeHe CpeiCTBa
UaeHTUGUKALMY Ha BTOPUYHYIO (TTOTPeOUTETBCKYIO)
YIIaKOBKY JIEKAPCTBEHHOTO Ipernapara (a nmpu ee
OTCYTCTBUM - HA IEPBUYHYIO YIIaKOBKY
JIEKapCTBEHHOTO TIperapaTa) Uiy Ha MaTepualbHbIi
HOCUTeJIb (3TUKETKY) U B TeueHue 180 KaJieHJapHbIX
IHeli repeJiaeT B CUCTEMY MOHUTOPUHTA CBeIeHMS O
HaHeCeHUM CpeJiCTBa UAeHTUdUKALK B
COOTBETCTBMM C ab3aiieM MepBbIM IMyHKTa 35 Win
IMyHKTOM 36 HacTosiero [TosoxkeHus:, HO He TIO3/1Hee
HACTYTJIEHUST OAHO U3 C/IeAyoUUX AAT:

BBOJI B 000pOT JIeKapCTBEeHHOTO Mpernapara, Ha
YIIaKOBKY (3TMKEeTKY) KOTOPOTO HaHEeCeHO CpeiCTBO
UIeHTUPUKALINYA, TTPeoOpa3oBaHHOE U3
COOTBETCTBYIOIIEr0 KOJia MapKUPOBKU, IPU
MPOM3BOJCTBE JIEKAPCTBEHHBIX MMPernapaTroB Ha
Tepputopum Poccuiickoi ®egepaniymu;

OOCTaBKa JIEKapCTBEHHOTO IIpernapara B MeCTO






MpuObITUS Ha Tepputopum Poccuiickoit ®epepanum
U TIOJIaUM TaMOXXEHHOM eKapaliuy Ha TOBaphl B

TMpolieype BhIITyCcKa JIJisi BHyTPeHHEro MOoTpebaeHUSs
WIN TIOJ,aYM TAMOXXEHHO [eKlapalyun Ha TOBaphbl B
TMpolielype BbIMyCKa [IJisi BHYTPeHHEro MmoTpebaeHus
JIeKapCTBEHHOTO TperapaTa, MapKMPOBAHHOTO Ha
TaMOKeHHOM CKJIa/ie B COOTBETCTBUM C ab3aiem
BTOPBIM ITYHKTA 4 HacTosero Ilonoxenns, mpu
MPOU3BOJCTBE JIeKapCTBEHHbIX IIpPernapaToB BHE
TeppuTopuu Poccuiickoit @emepannn (3a
UCK/TIOUEHUEM JIeKapCTBEHHbBIX perapaTos,
BBO3MMBIX 13 rOCYAApCTB - 4ieHOB EBpasuiickoro
SKOHOMMYECKOr'0 CO103a);

BBO3 B Poccuiickywo @enepainnio Ha
(apmarieBTMUECKMI CKJIA[T IeKapPCTBEHHOTO
rperapara npy npou3BOACTBE JIeKapCTBEHHBIX
rperiapaToB BHe TeppuTopmuu Poccuiickoi
®denepaliviv - B OTHOIIEHUM JIEKAPCTBEHHbIX
MpernaparoB, BBO3MMBbIX U3 TOCYIapCTB - YJIEHOB
EBpasuiickoro 3kKOHOMMYECKOro Co3a.

9(2). Kozipl MapKMpPOBKM aHHYIVPYIOTCS B
CeyoIX CIyJdasax:

a) HapyllIeH YCTaHOBJIEHHbIV ab3aaMu MSIThIM -
BOCBbMBIM ITyHKTa 9(1) HacTosiero ITo0keHMsT CPOK
OIJIaThI YCIYT M0 PeJoCTaBAeHNI0 KOAa






MapKUPOBKMU;

6) HapyIlIeH yCTAaHOBJIEHHBII ab3a1iaMy TIePBBIM -
YeTBEPTHIM U (MJIN) TPUHAALUATHIM - IIECTHALLAThIM
nyHkra 9(1) HacTosiero [TonoxkeHMs CPOK nepenaun
CBelleHMIi B CUCTEMY MOHUTOPUHIA O HAHeCEeHUM
CpeaCcTB MAeHTUDUKALIN.

9(3). B perucrpanum B cucteMe MOHUTOPUHTA
CBeJleHIi1 0 HaHeCeHUM CPeJICTB UAeHTUUKALUN
OTKa3bIBaeTCs 110 CJIeAYIOIINM IIPUYMHAM:

a) OTCYTCTBME KOOOB MAeHTUDUKALIMM, YKa3aHHBIX B
CBeJIeHUSIX 0 HAaHeCeHUM CPeiCTB UAeHTUPUKaALIUH, B
peecTpe CpeACTB UAEeHTUUKAILIMY oTlepaTopa
CUCTeMbl MOHUTOPUHTA;

0) mpecTaB/ieHe SMUTEHTOM CPeCTB
uUIeHTU@UKauy cBefeHnit 0 HaHeCeHUM CpeaCcTB
UIeHTUUKALMY 10 UCTeUEeHUM CPOKa,
YCTaHOBJIEHHOTO a63a1jaMy TIEPBLIM - UETBEPTHIM U
(MIM) TPUMHAALATBIM - IIeCTHAAIIAThIM MyHKTa 9(1)
HacTtosuiero ITomoxkeHus ;

B) OTCYTCTBME Yy OllepaTopa CUCTEMbI MOHUTOPMHTA
CBeJIeHNi1 00 YCTPOICTBE PETUCTPAIIUM IMUCCUMN, C
MCITOJIb30BaHMEM KOTOPOTO IepeaaHbl CBeIeHNUs B

CUCTEeMY MOHUTOPMHTA;






I') OTCYTCTBME MMOATBEPKAEHMS OTUIaThl KOJIOB
MapKMUPOBKM, TPeoOpa3oBaHHbIX B CPeICTBa

UIeHTUPUKALNA, O HAHeCeHUU KOTOPhIX SMUTEHT
CpeACTB UAeHTUPUKALUY TlepelaeT B CUCTEMY
MOHUTOPUHIA CBeZleHUs O HAaHeCeHUY CpeJCTBa
naeHTudUKaMY, IPeyCMOTPEeHHbIe ab3areM
MepBbIM MTyHKTA 35 UM IMyHKTOM 36 HaCTOSIIIEro
[TonoxeHus.

10. Kog npeHTUGUKALUM TPETUIHON
(TPaHCIIOPTHO) YIIAKOBKM JIEKaPCTBEHHOI'O
npenapara GopmupyeTcs Ha OCHOBaHUM
mesxrocypapctBeHHoro cradgapra ('OCT ISO/IEC
15417-2013 "UndopMaliMOHHbIE TEXHOIOTUM.
TexHOJIOTMM aBTOMATHUUECKOM UAeHTUGUKAIIUY U
coopa maHHbIX. CrienuduKaIus CMMBOJIUKNA
mTpuxoBoro koga Code 128"), KOTOPBIii YTBEPKIEH
npukasom denepaabHOroO areHTCTBA IO
TeXHUYECKOMY PeryJnpoBaHNI0 M METPOJIOTUMN,
cocTouT 13 18 UMPPOBBIX CMMBOJIOB U COJIEPSKUT

C/1eAy0IIYI0 CTPYKTYPY JaHHBIX:
uneHTudukatop npumeHenus (00);

CMMBOJI pacUIMpeHus KoJia uaeHTudukanmm
TPETUYHOI (TPaHCIIOPTHO) YIIAaKOBKM
JIeKapCTBEHHOIO IIperapara;

perucTpalyoHHbIN HOMep CyObeKTa oOpalleHust






JIeKapCTBEHHbIX CPE/ICTB, IMOJyUeHHbIN B
MH(pOpMaIMOHHOM pecypce, 06ecreunBaloieM yyeT
U XpaHeHMe JOCTOBEePHBIX TaHHBIX O TOBapax Io
COOTBETCTBYIOIIEN TOBAPHOI HOMEHK/IAType;

CepUIfHbII HOMep TPeTUYHOM (TPaHCIIOPTHOM)
YIIaKOBKM JIEKaPCTBEHHOTO IIperapara;

KOHTPOJIbHAS CyMMa (UM CJI0, BBIYUCISIEMOE TI0
CIeMaJIbHOMY aJArOPUTMY U3 ITPpeJIIeCTBYIOIIX
undp 1 caykaiiee sl TapaHTUM 1eJI0CTHOCTU
IaHHBIX).

CBeneHMs1, BKIIOUEHHbBIE B KO MIEHTUMUKALINA
TPETUYHO (TPAHCIIOPTHOI) YIIaKOBKU
JIeKapCTBEHHOTO ITperapara, MOr'yT Ay0JMpoBaThCS B
BUIe YMTAeMOr0 Ie4aTHOTO TeKCTa.

Kopm npenTudmUKaLy TPeTUUHOM (TPAaHCIIOPTHOI)
YIIaKOBKM JIEKAPCTBEHHOTO TIpernapara reHepupyercs
Y HAHOCUTCS Ha TPETUUYHYIO (TPAHCIIOPTHYIO)
YIIaKOBKY JIEKapCTBEHHOTO IperapaTa SMUTEeHTaMU
KOJIOB MIAEeHTU(GUKALNMY TPETUUHON (TPAHCIIOPTHON)
YIIaKOBKMU JIEKAPCTBEHHOTO TIpernapaTa MeTogamMmu
revyaTy Win 3STUKETUPOBAHMS.

IV. IlpaBuna cospgaHus, BBOJA B SKCILIyaTalUIo,
SKCITyaTalumn
¥ BBIBOJIA M3 9KCIUTyaTalMy CUCTEMbI MOHUTOPVHTA






11. CospgaHue, pa3BuUTHe, BBOJ, B SKCILIyaTaLMIO,
SKCIUTyaTalys ¥ BbIBOJ, U3 SKCILJTyaTalMy CUCTEMBI

MOHMUTOPUHTA OCYIIECTBJISIIOTCS ONIepaTOpPOM
CUCTeMbI MOHUTOPUHTA IO COTJIACOBAHMIO C
MuHMUCTEpCTBOM 3ApaBooxXpaHeHnss Poccuiickoii
denepanun u GenepasbHOI CITY5KO01 1O HAI30PY B
cdepe 3apaBoOXpaHEHMS B COOTBETCTBUM C
TpeOOBaHUSIMMU K ITOPSIKY CO3IaHMsI, Pa3BUTHS,
BBOZA B 3KCITyaTalMI0, IKCIUTyaTallMM U BbIBOAA U3
9KCIUTyaTalUy rOCYyJapCTBEHHBIX MH(POPMALIMIOHHBIX
CUCTEM U JaJbHeIIero XxpaHeHus coaepykalieics B
1x 6a3ax JaHHbIX MHGOPMALVK, YTBEPKAEHHBIMU
nocraHosysieHueMm IIpaBurtenbcTBa Poccniickoni
@enepanyu ot 6 uiosst 2015 . N 676 "O Tpe6boBaHMUSIX
K MOPSIAKY CO3aHMs, pa3BUTHUS, BBOZA B
9KCIUTyaTalio, SKCITyaTalli U BbIBOAA U3
9KCIUTyaTalyy rOCydapCTBEHHbIX MH(POPMAILMOHHBIX
CUCTEM U JaJibHeNIIero XxpaHeHusl CoAepsKaleics B
Mx 6a3ax JaHHBbIX MHGOPMAIMK", U HACTOSIIIINM
[TonoxeHnem.

12. CospgaHue, pa3BUTHE U SKCILTyaTalUUs CUCTEMBI
MOHMTOPUHTA OCYIIEeCTBJISIIOTCS HA OCHOBE:

a) obecrieueHMsI TTOJHOTBI, JOCTOBEPHOCTH,
COXPaHHOCTU IMPUHMMAEMO¥ U TlepeiaBaeMoit ¢
MCITOJIb30BaHMEM CUCTEMbI MOHUTOPUHTA
mHbopMaIMn, a TakKKe CBOeBPEMEHHOCTH ee






IIpeaoCTaBJIE€HNA;

6) 6€3BO3Me3IHOCTH ITPEeIOCTABIEHNS
MPOU3BOANTESIM JIeKapCTBEHHbIX CPE/ICTB
copepkalieics: B cucTeMe MOHUTOPUHTA
MHbOpMaIUM O CepUsIX U MapTUSIX JIeKapCTBEHHBIX
MpernapaToB, MPOU3BOAMMBIX MMM M HAXOISIIUXCS B
rpaxkmaHckoM o6opoTe B Poccuiickoir ®emepaniniu;

B) €IMHCTBA OPraHM3allMOHHO-MeTOAMYeCKOTIO
obecrieueHmst CUCTEMBI MOHMTOPUHTIA,;

r) obecrieueHMsI UCIOJIb30BaHMS € IMHbIX PEECTPOB,
KJ1acCPUKATOPOB U CITPABOYHMKOB CHUCTEMBbI
MOHUTOPMHTA, B TOM YMCJIe 00s13aTeIbHbIX JJIsI
MpuMeHeHUsI B MHPOPMAaIMOHHBIX CUCTeMaxX
IOPUAUYECKUX JIUL U UHAUBUIYITbHBIX
MpearpuHuMaresieii, ykasaHHbIX B yacTax 7 u 10
cratbu 67 ®enepanbHOro 3akoHa "O6 obpameHUn
JIeKapCTBEHHBIX CPeNCTB";

Il) obecrieueHus periaMeHTMPOBAHHOIO AOCTYIIA K
CUCTeMe MOHUTOPUHTA;

e) 6ecriepebOITHOCTM PabOThI CHCTEMBI
MOHUTOPMHTA.

13. CuctemMa MOHUTOPMHIA BBOLUTCS B
9KCIUTyaTaluio paboyueit rpymnoii, opMmupyemoit






OIIepaTopoM CUCTEMbI MOHUTOPUHTA C Y4aCTHEM
HpeHCTaBMTeHeﬁ 3alMHTepeCOBAaHHbIX (benepaanbe

OPraHOB VMCIIOJIHUTEIbHO BJIACTM.
14. CucTeMa MOHUTOPMHTA 0OeCIIeUMBAET:

a) MPOBEPKY JOCTOBEPHOCTU CPEeJICTB
UaeHTUUKALNN,

0) TpoCJIesKMBAE€MOCTb JIBMKEHMSI JIeKapCTBEHHBIX
TpernapaToB OT ITPOU3BOIUTEIS JIEKAPCTBEHHBIX
CPeICTB IO KOHEYHOTO ITOTPeOUTeIs;

B) GI0OKMpOBaHMe MPUHITHUS MHDOpMAIIUN,
MpeJiCTaB/sIeMOi B COOTBETCTBUM C HACTOSILIUM
[TonoskeHMeM B CUCTEMY MOHUTOPUHTA.

15. CuctTeMa MOHUTOPUHTA COAEPXKUT CAELYIONLYIO
MHbOpMaIHIO:

a) cBeIeHMsI 0 CyObeKTax obpaneHus
JIeKapCTBEHHBIX CPEICTB;

0) cBeeHMs O JTIeKapCTBeHHBIX IperapaTax 1 06 ux
obopore.

16. OCHOBHBIMM MCTOYHMKAMU MHPOpMALINN,
copepsKalleics B CUCTeMe MOHUTOPUHTA, SIBJISIIOTCS:

a) cy6beKThI 0OpalleHst IeKapCTBEHHbBIX CPeJCTB;






0) bemepasbHbIe OpraHbl MCIIOJIHUTEbHO BIACTU
TIpU OCYIIECTBIEHUM UMM CBOUX (PYHKIMIL C

MCII0Ib30BaHMEM TOCYAAaPCTBEHHbBIX
MHGOPMAIMOHHBIX CUCTEM.

17. KoabduiieHT JOCTYITHOCTY CUCTEMBbI
MOHUTOPMHTA COCTaBJIsIeT He MeHee 99,5 mpoileHTa
6e3 yuyeTa 3aryiaHMPOBAHHbIX ITePUOLOB
00CTY>KMBaHMS.

TexHMUecKoe 00CTYKMBaHME CYCTEMbI MOHUTOPMHTA
MIPOBOAMTCS He yaillle 4 pa3 B rof, Iepuof,
TEeXHMYECKOTO 00C/TY;KMBAHMSI COCTABJISIET He 6oJiee
24 yacos.

V. IMopsIoK B3ayMOAECTBUS CCTEMbI MOHUTOPMHTA
C MHBIMM TOCYIapCTBEHHBIMM MH(OPMALIMOHHBIMU
cucTeMaMu
" MTHOOPMAaIIMOHHBIMM CUCTEMAMM CYyO'bEKTOB
obpaieHus
JIeKapCTBEHHBIX CPEICTB

18. CucTeMa MOHUTOPMHIA B3aMOAENCTBYET CO
cleayomyMu MHQOpMaIMOHHBIMM CUCTEMAMU:

a) eIMHbI peecTp JUIeH3UiT Ha ITPOM3BOICTBO
JIeKapCTBEHHBIX CPEICTB;

0) eIVHbBIN peecTp NUIEH3MIi, B TOM UlCIe






JIULeH3 U, BBIGAHHBIX OpraHaMy roCyAapCTBEHHOM
BJIacTU Cy6beKTOB Poccuiickoii @emepaiium B

COOTBETCTBUM C IIepeIaHHbIM ITOJTHOMOYMEM I10
JIMIIEH3VIPOBAHUIO OTIEIbHbIX BUOB IeSITeTbHOCTY B
cdepe oxpaHbl 30POBbBS;

B) eIMHasI TOCYAapCTBeHHast MH(POpMaIMOHHAs
cuctema B chepe 3ApaBOOXpaHeHUS;

') eIVHBIV FOCYLapCTBEHHbIN peecTp IPUINYEeCKUX
AL,

Il) eIMHbII rOCyLapCTBEeHHbIN peecTp
MHIOVBUIYAJIbHBIX IIpeAIIPUHMMATEIIeN ;

€) TOCYIapCTBEHHbIV peecTp aKKpeJUTOBAHHbIX
bumanos, mpeCcTaBUTENbCTB MHOCTPAHHBIX
I0PUANYECKUX JIULL;

’K) aBTOMAaTU3VpOBaHHas MH(POpMaLMOHHAs cycTeMa
denmepanbHOI CTYKOBI TT0 HAI30PY B chepe
3paBOOXPaHEH NS,

3) EnuHas aBToMaTu3upoBaHHas MHPOPMAaLIOHHAs
CUCTEeMA TaMOXXE€HHbIX OPraHOB;

1) MHGOPMAaIMOHHbIE CUCTEMBI CyOBEKTOB
obpalleHus TeKapCTBEeHHbIX CPeJCTB.

19. CBepeHus, ripecTaBasieMble TOCYIapCTBEHHBIMU






MHGOPMAIMOHHBIMMU CHUCTeMaMU (eepambHbIX
OPTaHOB MCITOJIHUTEJIbHO BIACTU B CUCTEMY

MOHUTOPHMHIA, a TAKXKE CBE€OEeHNSI, IIepeaaBaeMbie 13
CCTEMbI MOHUTOPIMHTA, IIPUBEOEHBI B IIPUJIOKEHUU
N 1.

20. B pamkax MH(OpPMAIMOHHOT'O B3aMO/IEMCTBUS
CUCTeMa MOHUTOPUHTA OCYIeCTBIsIET 0OMeH
CBeIeHUSIMU C TOCYAapCTBEHHbIMMU
MHOOPMaIMOHHBIMMU CUCTEMAMM 3aMHTEPEeCOBAHHBIX
(dbenepanbHBIX OPraHOB UCIIOJHUTENbHOM BJIACTU U
OPTraHOB MCIIOJHUTENbHO BIACTU CyObEKTOB
Poccuiickoit denepaiiyiv, B TOM 4MCJIe ITIOCPeCTBOM
MHGPaACTPYKTYPbI, 0OeCcIieunBaInein
MHGOPMAIMIOHHO-TEXHOIOTYeCKOe
B3aMMOeicTBYe MHMOPMAIIMOHHBIX CUCTEM,
MCI0JIb3yeMbIX [IJISI TPe0CTaBAeHMUS
rocyapCTBeHHBIX ¥ MYHULIUIIATbHBIX YCIYT U
MCTIOJIHEHUS TOCYapCTBEHHBIX M MYHUIIUTTA/IbHbBIX
(dyHKIIMI1 B 371eKTPOHHOI opMme.

Cucrema MOHUTOPUHTA MTOAKIIOYAETCS K e IMHOI
CUCTEeMe MeXBeJOMCTBEHHOTO 3JIeKTPOHHOTO
B3aMMO/IEICTBMUSI B COOTBETCTBUM C IIOCTAHOBIEHUEM
[TpaBuTenbcTBa Poccuiickoin @epgepainum ot 8
ceHntsiopst 2010 r. N 697 "O eguHOI1 cucTeMe

MeKBeJ OMCTBEHHOTI'O 3JIEKTPOHHOTO
B3aMMoieiicTBus" Ha 6e3B03Me3IHOI OCHOBE.






21. B3aumopeiicTBMe CUCTEMBI MOHUTOpPMHIA C
I/IH(bOpMaLU/IOHHbIMI/I CucreMamMm CY6'b8KTOB

obpaleHus JeKapCTBEHHbIX CPeCTB
OCYILIECTBJISIETCS TTOCPEICTBOM MHGOPMAIIMIOHHBIX
9JIEKTPOHHBIX CEPBMCOB C UCIOIb30BaHKEM
CTaHIAPTHBIX IIPOTOKOIOB U MHTEePGEiicoB
9JIEKTPOHHOTO B3aMMO/IEICTBUS.

22. TexHu4yeckue CTaHIAPTHI M TPEOOBAHMS K
TEXHOJIOTUYECKOI COBMECTUMOCTU CUCTEMBI
MOHUTOPUHTA ¢ MHGOPMALIMOHHBIMY CHUCTEMaMU,
yKa3aHHbIMMU B MyHKTe 18 HacTosmiero [TomoskeHus,
YCTaHaBJIMBAKOTCS OIIepaTOPOM CUCTEMBI
MOHUTOPMHTA B COOTBETCTBUM C TPEOOBAHUSIMU
3aKOHOAaTenbCcTBa Poccuiickoit ®emgepariuu B chepe
MHOOPMAIMOHHBIX TEXHOJIOTHUIA IO COIVIACOBAHMUIO C
MuHMCTepCTBOM HIM(PPOBOTO pa3sBUTUSI, CBI3U U
MacCOBBIX KOMMYHUKaLui Poccuiickoit @enepanuu
" oTiepaTopoM MH(POPMAaILMOHHO CUCTEMBI, C
KOTOPOW OCYIeCTBJISIeTCS B3auMOZeliCTBIe.

VI. [Topssaok BHeceHMsT MHGOpMAIIUA O
JIEKapCTBEHHBIX
rpernaparax B CMCTEMY MOHUTOPUHTA CyObEKTAMU
obpaieHus
JIeKapCTBEeHHBIX CPEJICTB U ee COCTaB

23. BHeceHue nHboOpMaIMM O IeKapCTBEHHBIX






rperapaTax B CMCTeMY MOHUTOPMHTIA IIPOU3BOAUTCS
cyObeKkTaMy 00paleHust JIeKapCTBEHHBIX CPEICTB

TI0CJIe ITPOXOKAEHNSI UMM PETUCTPALIUY B CUCTEME
MOHMTOPMHTA U IIPeIOCTaBIEHMUS UM JIMYHOTO
KabuHeTa cyobeKkTa obpaleHus JeKapCcTBeHHbIX
CPefCTB.

Perucrparys cyoObekKTOB 0OpaleHys JIEKAPCTBEHHBIX
CPeICTB B CMCTEME MOHUTOPMHTA U MPeIOCTaBIeHM e
JIMYHOTO KabMHEeTa OCYIIeCTBIISIOTCS Ha OCHOBAHUMU
IIOCTOBEPHBIX CBeAeHM, ITpeCTaBIeHHbIX
cyGbekTaMy oOpaleHnst J1eKapCTBEHHbBIX CPEJICTB B
CUCTEMY MOHUTOPMHTA B 9JIEKTPOHHOM BUJE, U
IIOKYMEHTOB, ITpeJICTaB/IsieMbIX B DemepanbHyIO
CJTyk0y 110 HazI30py B cdhepe 3ApaBOOXpAHEHMS.

24. JIns ocyuieCTBIeHUS PErUCTPaALiM B CUCTEME
MOHUTOPUHTA CYyOBEKTHI 0OpaIleHNsT JIEKAaPCTBEHHBIX
CpelCTB - OpraHu3anum, NpMu3HaBaemble
HaJIOTOBbIMM pe3upaeHTamu Poccuiickoii @egepannm,
MHIOVBUIYaAJbHbIE IPEATIPUHMMATENN U
MpeCTaBUTENbCTBA MHOCTPAHHBIX OpraHu3aluii Ha
Tepputopuu Poccuiickoi ®@enepanyiu, SIBISTIOIIUXCS
JIepskaTeassMy WU BaaJelbliaMy PerUCTPalMOHHOTO
YIOCTOBEPEHMSI, BHOCSAT B PETMCTPALIMOHHYIO hopMy
CUCTEeMbI MOHUTOPUHTA, Pa3MellleHHYIO Ha
obuiMaNbHOM caiiTe orepaTopa CUCTEMBbI
MOHUTOPUHTA B MHPOPMAIIMOHHO-






TeJIEKOMMYHUKALMOHHO ceTn "IHTepHeT", B
37IeKTPOHHOM BUJie CJlefyloliye CBeeHNs,
MOATMCaHHbIe YCUJIEHHOV KBaIUPUUMPOBAHHOM
3/1IeKTPOHHOM MOATINCHI0 PYKOBOAUTEIS
opraHmsauuu (IIpefcTaBUTeIbCTBA MHOCTPAHHOM
OpraHu3aluy Ha TeppuUTOpuUn PoCcCcuitckom
Qenepanun) IV UHIAUBULYATbHOTO
npenrnpuHuMaTes:

UAeHTUOUKAILMOHHBIV HOMep HaJI0TOIIaTe IbIIKa;

CBeJleHMSI O HaJIMUMUM MO0 00 OTCYTCTBUM JIULIEH3UN
Ha MPOU3BOJICTBO JIeKaPCTBEHHBIX CPEJICTB,
JMULEeH3MM Ha hapMalleBTUUYeCKYIO JesiTeIbHOCTD
(BKJTIOYAsI OTMITOBYIO ¥ PO3HMYHYIO TOPTOBJTIO
JIeKapCTBEHHbIMU CpeJICTBAMM), TUILIEH3 UM Ha
IesITeTbHOCTD 110 060POTY HAPKOTUYECKUX CPEJICTB,
TICUXOTPOIHBIX BEIIeCTB U UX IIPEKYPCOPOB,
KyJIbTUBUPOBAHMIO HAPKOCOIepsKallMX paCTeHUI U
JULIeH3 UM Ha MeIUIIMHCKYIO IesITeTbHOCTD;

dbamunnsi, MMsi, 0OTUECTBO (MIpU HATMUUM) U TesieOH
KOHTaKTHOTO JIN1IA;

aipec 3JIeKTPOHHOT ITOYTHI.

Cy0beKTbl 06palieHust JIeKapCTBEHHBIX CPEJICTB -
OpraHmu3aluu, IIpu3HaBaeMble HaJIOTOBbIMU
pesuaeHTamu Poccuiickoi ®demepanuny,






MHOVBUAYAJIbHbIE ITPpEAIIPMHMMATEIN, HE MMeEIoie
JIMEH3MNM Ha ITPON3BOACTBO JIEKAPCTBEHHDBIX

CpeJCTB, IUIleH3UM Ha (papmalleBTUUECKYIO
IesITeIbHOCTD (BK/IIOUAsl ONITOBYIO M PO3SHUYHYIO
TOPTOBJIIO JIEKAPCTBEHHBIMU CPEICTBAMM ), TUIIEH3UN
Ha JesTeIbHOCTb 110 060POTY HAPKOTUYECKMUX
CpelCTB, MCUXOTPOITHBIX BEIIECTB U MX MPEKYPCOPOB,
KyJIbTUBMPOBAHUIO HAPKOCOEePsKAIINX paCTEHUN U
JMIEeH3UM Ha MeIULMHCKYIO IeSITeJIbHOCTD, a TAKXKe
MMpeaCcTaBUTE/bCTBA MHOCTPAHHBIX OpraHu3aluii Ha
TeppuTopun Poccuiickoit @emepaninm, IBASIOMIUXCS
JIep>kaTeassMM U BiageabllaMy PerMcTpalMOHHOTO
YIOOCTOBEPEHMS U He MMeIONIUX JIUIeH3UM Ha
MMPOM3BOACTBO JIEKAPCTBEHHBIX CPEACTB, TULIEH3UN
Ha apmalleBTUYEeCKYIO AesTelbHOCTD (BKI0Yast
OIITOBYIO ¥ PO3HUYHYIO TOPTOBJIIO JIEKAPCTBEHHBIMMU
CpenCcTBamMm), IMIEH3UN Ha AesITeIbHOCTD I10
000pOTY HAPKOTUYECKUX CPECTB, TICUXOTPOITHBIX
BeIeCTB U UX IPEKYPCOPOB, KyJIbTUBUPOBAHUIO
HapKocoAep:KalllMX pacTeHUil U JTULeH3 UM Ha
MeaUIIMHCKYIO AesTe/IbHOCTh, He o3aHee 10
KaJIeHJAPHbBIX THEN C 1aThl BHECEHUS CBeIeHUA,
MpeyCMOTPEHHBIX a063a1jaMy BTOPBIM - TISITBIM
HaCTOSIIIEro IMyHKTa, IPeCTaB/IsIOT TAaKKe B
denepalibHYIO CJIYKOY IO HaI30pY B chepe
3IpaBOOXpaHEHM 3asIBJIeHME O PeruCTpalm B
cucTeMe MOHUTOPMHTA (Iasee - 3asiBJieHMe) Ha






O6yMaskHOM HocuTeJie 1o popme, YTBEPKIeHHO
MuHUCTEPCTBOM 34paBoOXpaHeHuss Poccuiickom

Oenepanyn.

Perucrpanus B cucTeMe MOHUTOPMHTA CYObEKTOB
obpaleHus JeKapCTBEHHbIX CPeICTB - OPTaHU3aLuii,
MpM3HaBaeMbIX HAJIOTOBBIMU pe3uaeHTaMu
Poccuiickoit ®enepaiiin, v UHAUBUIYATbHBIX
NpeAnpyuHUMAaTesei, UMeInX JULeH3UM Ha
MMPOM3BOJCTBO JIEKAPCTBEHHBIX CPELICTB, JINIEH3UN
Ha ¢apMaleBTUUECKYIO AesSTeTbHOCTD (BKIOUast
OITOBYIO ¥ PO3HMYHYIO TOPTOBJIIO JIEKAPCTBEHHBIMU
CpeaCcTBaMM), IMLIEH3UM Ha eSITeTbHOCTD 10
000pOTY HAPKOTUUECKUX CPEACTB, IMICUXOTPOITHBIX
BeleCTB U UX IPEKypPCOPOB, KyJIbTUBUPOBAHUIO
HapKocoaepsKalux pacTeHuit U TUIleH3UM Ha
MeIUIMHCKYIO [esTe/IbHOCTb, MOXKeT
OCYIIECTBJISITHCS C UCIOJIb30BaHMeM (pefepaabHO
rocyapCcTBeHHOV MHMOPMAIIMOHHON CUCTEMBbI
"EnuHas cucreMa uaeHTUOUKALINA U
ayTeHTUUKAIUM B MHPPACTPYKTYPE,
obecmeunBaromei MHPOPMaLIMOHHO-
TEXHOJIOTMYECKOe B3auMOIeiCTBIE
MHOOPMAIMOHHBIX CUCTEM, UCIIOIb3YeMbIX JJIsT
MpeaoCTaBJIeHMS TOCyapCTBEHHBIX U
MYHUIIUTIATbHBIX YCIYT B 37IEKTPOHHOI hopme”.

25. 1151 ocyIeCcTBAEHNUSI pETUCTPaALiM B CUCTEME






MOHMUTOPHMHTAa CY6’I>EKTBI O6paHleHI/IH JIEKapCTBEHHDbIX
CpeacTB - MHOCTPaHHbIE OpraHM3alnm, ABJAAI0IIeCd

IepskaTeasMu WU BIAaLe/IbllaMy PeruCcTPallMOHHOTO
YIOCTOBEpeHNsI, He MpU3HaBaeMble HaJIOTOBBIMU
pesuaeHTamu Poccuiickoit ®emepaiiiy 1 He
MMeoIye IpeCcTaBUTeIbCTB Ha TEPPUTOPUN
Poccuiickoit @enepaiiin, BHOCST B
perucTpanroHHyio GopMy CUCTeMbIl MOHUTOPMHTA,
pa3MellleHHYIO Ha opuIIMaabHOM caiiTe omepaTtopa
CUCTEMbI MOHUTOPMHTA B MHPOPMALIMOHHO-
TeJIeKOMMYHUMKAIMOHHO ceTu "VIHTepHeT", B
9JIEKTPOHHOM BU/ie ClenyIoline CBeaeHns :

HalMMEeHOBaHMe gep>xaTesid Uin BJaage/iblia
permcTpaiuMOHHOr0 yoOCTOBEPEHUI;

KO HaJIOTOIlJIaTeJIbIIIMKA B CTpaHE permcTpaunm;
KOJ, CTpaHbI perucTpaluuu;

dbammnsi, MMsi, 0OTUECTBO (MIpU HAIMUUM) U TesiedOH
KOHTaKTHOTO JIN1IA;

aipec 3JIeKTPOHHOJ ITOYTHI.

Y1o/IHOMOY€eHHbI€e TTPeiCTaBUTENIN CYObeKTOB
obpalieHus TeKapCTBEHHbIX CPeJICTB - MHOCTPAHHBIX
OpraHM3anuit, SBISIONXCS AePKaTeIIMU VI
BJafie/Ibl]laMy PEeTrMCTPALIMOHHOTO YIOCTOBEepeHMS], He






MpM3HaBaeMbIX HAJIOTOBBIMU pPe3uaeHTaMu
Poccuiickoit ®egepalii 1 He UM EIOIINX

NpenCcTaBUTEeNbCTB Ha TeppUTOpum Poccuitckoim
®enepanyy, He 1mo3gHee 10 KaJieHIAPHbBIX THEN C
JlaTbl BHECEHUS CBeLleHW 1, IIpelyCMOTPEHHBIX
a63aliaMy BTOPBIM - II€CThIM HACTOSIIETO IyHKTa,
MpeACTaBSIOT Takke B OeiepaabHYIO CIYKOY 110
HaJ30py B cdepe 30paBOOXpaHEHMST OPUTYHAIBI
IOKYMEHTOB, ITI0J TBePKIal0lIVX [IPaBo
MpeACcTaBaeHMs] MHTePeCOB YKa3aHHBIX CYObeKTOB
obpaiieHus TeKapCTBEeHHbIX CPeJICTB, U 3asiBJIeHe
Ha 6ymMakHOM HocuTesie 110 hopme, YTBEepKIeHHO
MuHuCTEpPCTBOM 34 paBOOXpaHeHMsT POCCUIACKOI
®enepain.

26. O6paboTKa 1 IMpoBepKa CBeIeHNIA,
MpenCcTaBisieMbIX B CUCTEMY MOHUTOPUHTA [JIST
perucTpauyuu, IPou3BOAUTCI B aBTOMaTUUECKOM
pexkume, B TOM 4icJie IIOCPeACTBOM B3aMMOAeiCTBUS
C MHBIMM rOCYAapCTBEHHBIMMU MH(POPMALIMOHHBIMU
CHCTeMaMM C MCIIOJIb30BaHMEM eIMHOM CUCTEMBI
MeXXBeJOMCTBEHHOI'O 3JIEKTPOHHOTO
B3aMMOJEiCTBYS, B TeueHue 14 pabouux JHei ¢
JIaThl TOAuM CyObeKTaMy 00paleHust
JIeKapCTBEHHbIX CPEJICTB CBEJIeHMI1 B CUCTEMY
MOHUTOPUHTA.

denepanbHas cay:k0a 10 Ha30py B chepe






3paBOOXpaHEeHMsI pacCMaTpUBaeT 3asiBJIeHMS,
MpeiCTaBJI€HHbIE B COOTBETCTBMM C a03aI[eM IeCThIM
nmyHKTa 24 HacTosmiero [TomoskeHus, a TakKe
3asIBJIEHMS ¥ OPUTMHAJIBI JOKYMEHTOB,
MpeCcTaBIeHHbIE B COOTBETCTBUM C ab3aliemM
ceIbMbIM ITYHKTA 25 HacTosero IT0/I0keHusI, B CPOK
He 6oJjiee 5 pabounx mHelt 1 repenaeT MHPOPMAIMIO
0 pe3yJbTaTax pacCMOTPEHMS 3asIBJIEHMIT U
OPUTMHAJIOB IOKYMEHTOB B CMCTEMY MOHUTOPUHTA B
TeueHue 1 pabouyero JHS CO THS MPUHSTUS
COOTBETCTBYIOIIETO PeIeHMus..

Pemenne o perucrtpaunm (06 0TKase B perucTpaiyum)
cyObeKTa oOpaleHust JIeKapCTBEHHBIX CPEJICTB B
CUCTeMe MOHUTOPMHTIA IIpUHMUMaeTcsa @enepanbHOM
CIy>k00171 Mo HaA30py B cpepe 34 paBoOXpaHEHMS
rnocpeACcTBOM (PYHKIIMOHAA CUCTEMbI MOHUTOPMHTA.

PelileHne o perncrpaunum cyobekta oopaiieHust
JIeKapCTBEHHBIX CPEJICTB B CUCTEME MOHUTOPUHTA
MIPUHMMAETCS TIPU OTCYTCTBUY PACXOKIEHUI MEXTY
mHpopmalueii, mpegycCMOTPEHHOI 3asiBIeHUEM, U
CBeIEeHMSIMY, BHECEHHBIMY B CMCTEMY MOHUTOPMHTA
(B cmyJasix, Korja 3asiBJieHMs M0JaBaICh B
COOTBETCTBUU C a63a1[aMy MIeCThIM IyHKTa 24 1
ceIbMbIM ITyHKTA 25 HacTosmero [TosoxeHus), 1 pu
MTOATBEPKIEHUY TOCTOBEPHOCTY CBEJIeHMIA,
BHECEHHBIX B CCTEMY MOHUTOPYHTA.






27. CyobekTaM obpalleHMs JIeKapCTBEHHbIX CPEICTB
OTKAa3bIBAETCS B PETUCTPAIMU B CUCTEME

MOHUTOPMHTA I10 CJIEAYIOIIMM IIPpUYMHaM :

a) B OTHOIIEHUMU TIPOU3BOAUTENIEN JIEKAPCTBEHHBIX
cpencTB Ha TeppuTopuun Poccnrickori epepannn,
OCYLLECTB/ISAIOL X IPOU3BOLACTBEHHbIE CTALUN
(dacoBku (YI1aKOBKM) JieKapCTBEHHBIX IIpeIrapaToB BO
BTOPUYHYIO (MIOTPEOUTETBCKYIO) YITAKOBKY U (MJIN)
TPETUYHYIO (TPAHCIIOPTHYIO) YIIAKOBKY (a IIpU ee
OTCYTCTBUU - B IEPBUYHYIO YITAKOBKY)
JIeKapCTBEHHbIX IIpernapaToB:

HECOOTBETCTBME JAaHHbBIX BIae/bIla
KBaMMPUUMPOBAaHHOTO cepTuduUKaTa Kiaoua
MIPOBEPKY 3IEKTPOHHON MOMNACH (Haee -
KBaMGUIMPOBAHHBI CePTUDUKAT) JaHHBIM
PYKOBOAMTEJISI OpraHM3aluy, a TAK)Ke OTCYTCTBUE
CBeleHu 0 KBanuuIMpoOBaHHOM cepTuduKare,
BbIIAHHOM PYKOBOJMTEJIO OPraHM3alnu;

OTCYTCTBME CBeleHU 0 3anucsax B EnvHoM
roCcyIapCTBEHHOM peecTpe PUANYECKUX JINIT;

OTCYTCTBUE CBeJIeHUN O IeMCTBYIOIIEN INLEH3UN B
EnyHOM peecTpe niieH3UI1 HA MPOU3BOICTBO
JIeKapCTBEHHBIX CPEJICTB;

0) B OTHOIIIEHMM JiepsKaTesIeil UM Bliafle/ibleB






permcTpauiMOHHOI0 YyoOCTOBEPpEHUA (B CJiydae Korga
HEKapCTBeHHbIﬁ rnmpernapar Mpon3BOAUTCA 3a

npenenamu Poccuiickoi @enepanium), SBISIOMINXCS
OpraHu3auysMu, MPM3HaBaeMbIMI HAJIOTOBBIMU
pesuaeHTamu Poccuiickoit @emgepatiny uin
MHIOVBUAYAJIbHBIMU MIPEeAIIPUHMUMATEISIMU U HE
MMEIOIIVMU JTULIEH3UM Ha TPOU3BOJCTBO
JIeKapCTBEHHbBIX CPEJICTB, JINLIEH3MM Ha
(apMaleBTMUECKYIO IeSITeIbHOCTD (BK/IIOYAs
OIITOBYIO ¥ PO3HMYHYIO TOPTOBJIIO JIEKAPCTBEHHBIMU
cpencTBaMMm), IMIEH3UM HA AesITe/IbHOCTD I10
000pOTY HAPKOTUUECKUX CPEACTB, IICUXOTPOITHBIX
BeleCTB U UX IPEKyPCOPOB, KyJIbTUBUPOBAHUIO
HapKocoaepskalluxX pacTeHuit U TUIeH3UM Ha
MeIOUIMHCKYIO I esITeJIbHOCTb:

HECOOTBETCTBME JAHHBIX BaJe/IbIlla
KBaIM(PULIMPOBAHHOTO cepTrdUKaTa JaHHBIM
PYKOBOJMTE/ISI OPTaHM3ALMU UM UHAVUBUAYAIBHOTO
MpeaNpUHUMATEJIS, OTCYTCTBME CBEIEeHMI O
KBaIM(ULIMPOBAHHOM cepTudUKaTe, BBIZAHHOM
PYKOBOAMTEIIO OpraHU3alluy UIU MHOUBUIYATbHOMY
MpeaNpUHUMATEIO;

OTCYTCTBME CBeJleHU O 3annucsax B EnyiHoMm
roCyLapCTBEHHOM peecTpe I0pUANYeCKUX UL U
EnnHOM rocynapCTBeHHOM peecTpe
MHIVBUAYAJIbHBIX IIpeAIIPUHMUMATEIIEN






Ha/IM4uMe PacxXxoXIeHMiT MexXIy MHbopmalueit,
MpeayCMOTPEHHOI 3asiBJIeHVEM, TTPeACTaBIeHHbIM B
COOTBETCTBUM C ab3a1eM IIeCTbIM ITyHKTa 24
Hacrosiero [TooxkeHus:, ¥ CBeIeHUSIMMU,
MIpe/ICTaBIeHHbIMM B CUCTEMY MOHUTOPUHTA;

B) B OTHOLIEHUY MHOCTPAHHbBIX OpraHu3aLui,
IepskaTesei UM BlaJeblleB PerUCTPaLMIOHHOTO
YAOCTOBEPEHMS, HE TPU3HABAEMbIX HAJIOTOBbIMU
pesuneHtamu Poccuiickoin ®emepaiium u He
UMEKNIUX MPeACTaBUTEIbCTB HA TEPPUTOPUN
Poccuiickoit ®enepaiivin, - HaIMune pacxoXXaeHu it
Mexay uHbopMaluei, mpeaycMoTpeHHO
3asiBJIeHMEM, IIpeaCTaB/JIeHHbIM B COOTBETCTBUM C
ab3alleM cebMbIM ITYHKTA 25 HacTOSIIEro
[TonoxxeHus, ¥ CBeIeHUSIMU, IPeACTABIEHHBIMMU B
CUCTEMY MOHUTOPUHTA;

') B OTHOILIEHUM MTPeJCTaBUTEIbCTB MHOCTPAHHBIX
opraHmu3almii Ha TeppuTopuu Poccuiickoi
@enepalyiu, SBASIOUMXCS JepsKaTeasaMyU UIn
BJIafie/IbIIaMU PETUCTPALIMOHHOTO YIOCTOBEPEHMS

HeCOOTBETCTBMeE JAaHHbIX Bafesblia
KBa/IMGUIIMPOBAHHOTO cepTudMKaTa TaHHbIM
PYKOBOAMUTEJISI TPEACTABUTENbCTBA, & TAKKe
OTCYTCTBME CBEJIeHN O KBaMM(PUIMPOBAHHOM
cepTuduKare, BbIZAHHOM PYKOBOIUTEJTIO






nmpeacTaBUTEIbCTBA,

OTCYTCTBME CBEIEHMUIA O 3aMUCSIX B TOCYIapCTBEHHOM
peecTpe aKKpeIUTOBaHHbIX QUINAIOB,
MpeICTAaBUTEbCTB MHOCTPAHHBIX I0PUINUECKUX JIAII;

Ha/IMuMe pacxoXXAeHuii Mmexxay MHdopmaluei,
MpeayCMOTPEHHOM 3asiBJIeHMEM, TIpeACTaBIeHHBIM B
COOTBETCTBUM C ab3a1eM IIeCTbIM ITyHKTa 24
HacTtosero [onoskeHus, 1 CBeAeHUSIMMU,
MpeaCcTaBIeHHbIMU B CUCTEMY MOHUTOPMHTA (IJ15T
MpeaCcTaBUTE/bCTB MHOCTPAHHBIX OpTaHM3aLuii Ha
Tepputopun Poccuiickoit ®emepaninmn, IBASIOMIUXCS
JIepskaTeasIMu U BIaLe/IbliaMy PerucTPaliMOHHOTO
YIOCTOBEPEHMS U He UMEIOIIUX JUIeH3UM Ha
MMPOM3BOACTBO JIEKAPCTBEHHBIX CPEACTB, TULIEH3UN
Ha apMalleBTUUECKYIO AesSTelbHOCTD (BKI0Yast
OMTOBYIO ¥ PO3HUYHYIO TOPTOBJIIO JIEKAPCTBEHHBIMU
CpefCcTBaMm), JIMIIEH3UN Ha AesITeIbHOCTD I10
000pOTY HAPKOTUYECKUX CPEICTB, IICUXOTPOITHBIX
BeIeCTB U UX IPEKYPCOPOB, KyJIbTUBUPOBAHUIO
HapKrocogepXKallux paCTeHU U JTUIIEH3 U Ha
MeaUIIMHCKYIO AesITe/IbHOCTD);

II) B OTHOIIIEHUM OpPTaHM3al1ii OIITOBOI TOPTOBIN
JIEKapCTBEHHBIMMU CpeiCTBAMM (B TOM UMCIE
OCYIIECTBSIOMMMU PYHKIMU 10 ayTCOPCUHTY),
OopraHmu3anmii pO3HUYHOM TOPrOBJIN






JIEKapCTBEHHBIMM IIpeliapaTamMim, MEOULUHCKNX
opraﬂmsaumﬁ M MHONBUOYAJIbHBIX

npenrnpuHuMaTesnei:

HECOOTBETCTBME NAaHHBIX B/Iafle/blia
KBaAM(PUUMPOBAaHHOTO cepTHdUKaTa JaHHBIM
DPYKOBOAMTEJISI OpraHM3aluy, a Takoke OTCyTCTBUE
cBefeHMi 0 KBanuduiMpoBaHHOM cepTuduKare,
BbIZITAHHOM PYKOBOJMUTEI0 OpraHu3alnm;

OTCYTCTBME CBeJIeHMIi O 3anncsx B EqHOM
roCcyJapCTBEHHOM peecTpe I0PUAMUECKUX JTULL UK
EnuHoM rocygapcTBeHHOM peecTpe
VHIVBUAYAJIbHBIX IIpeaIIpMHIMAaTeJIel;

OTCYTCTBUE CBeleHUN O IeMCTBYIOIIEN INLIEH3UN B
eIHOM peecTpe JIMLEH3Ui1, B TOM UuCJie JIUIEeH3UIA,
BBIIAHHBIX OpraHaMy roCyaapCTBEHHON BIaCTU
cyobekToB Poccuiickoit defepaliy B COOTBETCTBUY
C riepedaHHbIM MOJTHOMOYMEM I10 JIMUIEH3MPOBAHUIO
OT/e/JbHbIX BUIOB AesITeJIbHOCTMU.

28. o pe3yabTaTaM permcTpanyuu cyobekTa
obpaleHs JeKapCTBEeHHbIX CPEICTB B CUCTEME
MOHUTOPUHTA U TIPEAOCTABIEHUN €My JIMUHOTO
KabMHeTa Ha aZpec 3J1eKTPOHHOJ ITOYThI, YKa3aHHbBIN
IIpU T0jaue CBeJleHui1, OTlepaTOpOM CUCTEMBbI
MOHUTOPMHTA C UCIIOAb30BaHMeM (PyHKIIMOHAIa
CUCTEMbI MOHUTOPUHTA OTIIPABJISIETCS






COOTBETCTBYIOIII€E YBEJOMJICHNE. HpI/I 9TOM
ITIOBTOPHOE NCII0JIb30OBaHME OAHOI'O 1 TOr'O >Xe agpeca

9JIEKTPOHHO MTOYTHI AJISI PETUCT PAIUYU JINIHBIX
KaOMHEeTOB pa3aMUHbIX CyOBEeKTOB 0OpaleHus
JIeKapCTBEHHBIX MPENapaToB He AOITyCKaeTCs.

29. CyobekT obpaliieHust JieKapCTBEHHBIX CPEJICTB,
MOJTyYMBIINI yBeOMJIEHME O PETUCTPALIUU B
cucTeMe MOHUTOPUHTA, TPU aKTUBaLMK QyHKUIMI
JIMYHOTO KabMHeTa BHOCUT B CUCTEMY MOHUTOPUHTA
repevyeHb afipecoB MeCT OCYILeCTBIeHMS
IesTeIbHOCTM ITyTeM BbIOOpA TaKOTo ajpeca U3
aZipecoB, YKa3aHHBIX B IUILEH3USIX HA IPOU3BOACTBO
JIeKapCTBEHHBIX CPEACTB, INIEH3UsIX Ha
(dapmaliieBTMUYEeCKYIO 1esiTeIbHOCTD (BKIII0Uas
OTITOBYIO ¥ PO3HMYHYIO TOPTOBJIIO JIeKaPCTBEHHBIMU
CpelCcTBaMM), TMULIEH3USIX HA AesTebHOCTD IO
000pOTY HAPKOTUUECKUX CPEJICTB, ICUXOTPOITHBIX
BellleCTB ¥ UX IIPeKypCOPOB, KYIbTUBUPOBAHUIO
HapKOCOiepsKalMx pacTeHUI 1 TULIeH3USIX Ha
MeJIMUIMHCKYIO 1eSITeIbHOCTb, a TaKkKe IepeueHb
anpecoB (hapmalieBTUUYeCKUX CKIa0B (IPU HATUIUK
YKa3aHHBIX JTULeH3UI).

CyObeKT obpalieHus JeKapCTBEHHbIX CPeICTB -
Iep>kaTesb WK Biiaaesel permcTpaoOHHOro
YIOOCTOBEepeHMs TTPOU3BEeIEHHOTO BHE TEPPUTOPUN
Poccuiickoit ®enepaiiyiy ieKapCTBEHHOTO IIpernapara






U (MIn) ero NpeacTaBUTENIbCTBO HA TEPPUTOPUNA
Poccuiickoit @enepaiiniu, rojiydynBline yBegomaeHue

O perucTpanumu B CuCTeMe MOHUTOPUHTA, BHOCST B
CUCTEMY MOHUTOPUHTA MHGOPMAIMIO O
MPOU3BOACTBEHHBIX IUIOIAIKAaX, OCYILECTBISIOLIUX
MPOM3BOJCTBEHHYIO CTaaNI0 (acOBKM (YIIaKOBKM)
JIEKapCTBEHHBIX TIPErapaToB BO BTOPUUYHYIO
(MOTpPe6bUTENHCKYIO) YITAKOBKY JIEKAPCTBEHHOT'O
npernapara (a Ipu ee OTCyTCTBUMA - B IEPBUYHYIO
YIIAaKOBKY JIEKapCTBEHHOTO Tperapara) 1
MMPOU3BOACTBEHHYIO CTAAMIO BBIITYCKAIOIILETO
KOHTPOJISI KaUeCTBa.

30. [lepemaua cBeieHMIT CYOBEKTAMM OOpaIeHNSsT
JIEKapPCTBEHHBIX CPEACTB B CMCTEMY MOHUTOPMHIA
OCYIIIECTBJ/ISIETCSI HA OCHOBE pa3paboTaHHbIX
MHOOPMAIIMOHHBIX 3JIEKTPOHHBIX CEPBICOB
oIlepaTopoOM CUCTEMbI MOHUTOPUHTA C
MCIOJIb30BaHMEM CTaHIaPTHBIX IPOTOKOJIOB U
MHTepdeicoB 3IeKTPOHHOTO B3aMMOECTBUS.

ABTOpU3aLMs CYOBEKTOB OOpaIeHNsI
JIeKapCTBEHHbIX CPeJICTB - OpTaHuU3aIuii,
MpM3HaBaeMbIX HAJIOTOBBIMU pe3uaeHTaMu
Poccuiickoit @epepaunm, UHOUBUAYAJIbHBIX
MpearnpuHuMaTesein u IpeacTaBUTeIbCTB
MHOCTPAHHbIX OpPraHMu3alnii Ha TePPUTOPUN
Poccuiickoi ®enepaiyin, SBISIONINXCS JepsKaTeIsIMu






WIn BJage/JIblaMy permcTpaiuMoOHHOIO
YOOCTOBepEeHNA, B CMCTeMeE MOHNUTOPMHIA

OCYIIeCTBJISIETCS] TOCPECTBOM VMCIIOb30BAHMS
KBaIMPULIMPOBAaHHOTO cepTuduUKaTa.

ABTOpU3aLMs CyObeKTOB 06paleHMsI
JIeKapCTBEHHbIX CPeJICTB - OpTaHuU3aIuii,
MPU3HAaBAEMbIX HAJIOTOBBIMU Pe3ULEHTaAMU
Poccuiickoit ®enepauun, v UHAUBULYATbHBIX
npeanpuHuMareseil B CucTeMme MOHUTOPUHTA MOXKET
OCYILECTBSITHCS TTOCPEACTBOM MCIOIb30BaHMS
dbenepanbHOI rOCYyTapCTBEHHOV MHPOPMALIIOHHOM
cucteMsl "ExuHast cucreMa uaeHTUGUKALNA U
ayTeHTUUKAIMM B MHQPACTPYKTYPE,
obecreunBaroiei MHGOPMaIIOHHO-
TEXHOJIOTMUYeCKOe B3auMO/IeiCTBIe
MHGOPMAIMOHHBIX CUCTEM, UCITOJIb3YeMbIX JJIsT
MpenoCcTaBJIeHs TOCYAaPCTBEHHBIX U
MYHULIUTIATbHBIX YCIYT B 37IEKTPOHHOI dhopme”.

ABTOpM3aLMs CYObEKTOB OOpaIeHusT
JIeKapCTBEHHBIX CPeMICTB - MHOCTPAHHbBIX
OpraHMU3aLuii, IBJISIOINXCS OepsKaTeasIMU N
BJIa[ieNbIIaMU PETUCTPALIMOHHOTO YIOCTOBEPEHMS, HE
MMpM3HABaeMbIX HAJIOTOBBIMU pe3UTeHTaMMU
Poccuiickoit ®egepauiy 1 He UM EIOIINX
NpenCcTaBUTEeNbCTB Ha TeppUTOpum Poccuitckoi
®denepanyu, B CMCTeME MOHUTOPUHTA






OCYIIeCTBISIETCS TTOCPEICTBOM MCIIOTb30BaHMUS
MPOCTO 3JIEKTPOHHOI MOAIINCH.

31. CBepeHus, nepenaBaeMble B CUCTEMY
MOHUTOPUHTA, QOPMUPYIOTCS U MPEACTABISIIOTCS B
(opme 371eKTPOHHBIX JOKYMEHTOB, MO CAaHHbIX
YCUJIEHHOV KBaIM(PULIMPOBAHHO 3JIEKTPOHHO
MOJIINCHIO, 38 UCKIIOUEHVEM CTy4aeB,
MpeyCMOTPEHHBIX a63a1jaMy BTOPBIM - IIECTHIM
HaCTOSAIEro IMyHKTA.

He noamnuceiBaoTCA YCMHGHHOVI
KBaJ'II/I(I)I/ILU/IpOBaHHOVI SHEKTpOHHOVI IIOAIINCBIO:

CBeIeHMsI 0 PO3HMUHOJ TOPTOBJIe JIeKapCTBEHHbBIMU
rpernaparamu, repegaBaeMble CyObeKTaMM
obpaleHus JeKapCTBEHHbBIX CPEICTB B 3JIEKTPOHHOI
dbopme B cocTaBe prcKaIbHBIX JOKYMEHTOB B
COOTBETCTBUM C 3aKOHOAATeIbCTBOM Poccuiickoit
denepaliiyu 0 MIPUMeHEHUM KOHTPOJIbHO-KacCOBO
TeXHUKU,;

CBeIeHMS O BbIBOJIE 13 060POTA JIEKAPCTBEHHBIX
rpernapaToB, IlepeiaBaeMble CyGbeKTaMu
o6palieHust TIeKapCTBEHHBIX CPEICTB B 3JIEKTPOHHOI
(bopme ¢ M1CIToTb30BaHMEM PETUCTPATOPOB BbIOBITHS
MJI KOHTPOJIbHO-KACCOBOJ TEXHUKM (IIPU OTITyCKe
6ecCIJIaTHO WJIM CO CKUIKOJ JIeKapCTBEHHbIX
MpernapaToB 10 PeleNnTy Ha JeKapCTBEeHHbIe






rperiaparhbl);

CBeleHMsI, IeperaBaeMblie CyObeKTaMy 00palieHnst
JIeKapCTBEHHBIX CPEJICTB B JIEKTPOHHOI Gopme ¢
MCITOJIb30BaHMEM YCTPOIICTB PErUCTPaLM SMUCCHUN,

CBeleHMsI, IepeaBaeMbie B COOTBETCTBUM C
HacTosmyM I[To/Io;keHrMeM OpraHU3alysIMM -
cyObeKkTaMy 0OpaleHusl JIeKapCTBEHHBIX CPEJICTB, He
SIBJISTIOIIMMMCST OPTaHMU3aLUSIMM, TTPM3HABA€MbIMU
HaJIOTOBBIMMU pe3upaeHTamMmu Poccuiickoit @egepannn.

32. [lepenava cBeieHUI1 B CUCTEMY MOHUTOPUHTA
OCYILeCTBJISIETCS TTIOCPeICTBOM HarpaBiieHus (aityioB
B (hopMaTe 1 B COOTBETCTBUM C MHCTPYKI[MUEH,
OIMCBIBAOIIEI TTPOLIeYyPhI ITPEeCTaBIeHUS
CBeJleHMi1 cyObeKTamMu 06 palieHus JeKapCTBEeHHbIX
CpencTB, COTIAaCOBAaHHBIMU C MMHUCTEPCTBOM
3apaBooxpaHeHus Poccuiickoit @emepaiiy u
pasMelleHHbIMM OIIEPATOPOM CUCTEMBI
MOHUTOPUHTA B MHPOPMAIMOHHO-
TeJIEKOMMYHMKALMOHHO ceTu "VIHTepHeT" Ha ero
oduIIMaIbHOM CaiiTe.

IlaToii nmpeacTaBaeHus CBEIEHUI B CUCTEMY
MOHUTOPHMHTA CYUTAETCS AaTa, 3aUKCHMPOBAaHHAS B
KBUTAHLIMY O TIpUeMe cBefieHui, GopMupyemoit mpu
MX YCITeIIHO OTpaboTKe U pUKCcALUM B CUCTEME
MOHUTOPUHTA B OpMe 3JIeKTPOHHOTO IOKYMEHTa, 3a






MCKIIOUYEHMEM IMpeacTaBJIeHNd CBeIleHUl B
COOTBETCTBMM C ITYHKTOM 44 HacTOSIIEro

[Tosio’)keHMs aniTeUHOM OpraHusalyen,
OCYILEeCTBIISAIOL e} PO3HUUYHYIO TOPTOBJIIO
JIeKapCTBEHHBIMMU TIperapaTamy, MapKMpPOBaAaHHBIMU
cpeacTBamMu UAeHTUPUKALUY, U OTITYCK
JIeKapCTBEHHBIX IperapaToB, MapKMPOBAHHbBIX
CpeACTBaMM UIEHTUPUKALIUHA, CO CKUIKOI 110
pellenTy Ha JJeKapCTBeHHbIe TTpernapaThl, Cy0beKTOM
obpaleHus JeKapCTBEHHbIX CPEeCTB,
OCYLIeCTBISIIOIIMM MeIULVHCKYIO AesTeIbHOCTD U
BBIBOJ] 13 000pOTa JieKapCTBEHHbIX MpernapaTos,
MapKMPOBAHHBIX CPeICTBAMU UAHTUPUKAIIUN, TIPU
OKa3aHUM MeIUIMHCKOM TOMOIIA, a TaKXKe
CYyOBEKTOM OOpaleHust JIeKapCTBEHHBIX CPEJICTB,
OTITyCKAIOLMM JIeKapCTBEeHHbIE IpernaparThl,
MapKMUpOBaHHbIE CpelCTBaMU UAeHTUDUKAIUMA,
6ecruIaTHO IO pelerTy Ha JieKapCTBeHHbIe
nperaparsl. JIaToi mpeaCcTaBJieHUs CBeJeHU B
CUCTEeMY MOHUTOPMHTA B YKa3aHHBIX CTydasixX
CUMTAETCS JaTa HalpaBaeHUs CBeIeHUI B CUCTEMY
MOHMUTOPHMHTA YKa3aHHBIMM CyO'beKTaMM 00palieHus
JIeKapCTBEHHbBIX CPENICTB.

o 1 despanst 2021 1. B ciryyae HEITOTyIEHUS
CyObeKTOM 00pallleHNsT JIEKapCTBEHHBIX CPENCTB
KBUTAHIMM O TIpMEMEe CBeIeHMIi B COOTBETCTBUM C
ab3alleM BTOPBIM HACTOSIIEr0 IMYHKTA IIPU






Mpe/iCTaBIeHN CBEIEHU B CUCTEMY MOHUTOPUHTA B
COOTBETCTBUM C ab3a1ieM TPeTbUM MyHKTa 35,

myHktamu 37 - 38(1), 40, 41, 43, 44, 44(2) n 45
HacTosiiero ITonoxkeHust B TeueHue 15 MUHYT C
MOMEHTA MpeACcTaBleHNs CyObeKT obpaleHust
JIeKapCTBEHHbBIX CPEICTB BIIPaBe OCYILECTBISTh
JanbHeIme orepanyum ¢ JieKapCTBEHHbIMU
rnpernapaTtamMy, He JOXUIAsICh MOTyYeHWSI KBUTAHIUU
0 TIpMeMe CBeJeHUIA.

[IpencraBieHye CBe€HUIi B CUCTEMY MOHUTOPMHTA
Cy6BeKTOM OOpalleHust IeKapCTBEHHbIX CPENICTB IPU
OCYIIECTBIEHUM OIepalyii C IeKapCTBEHHBIM
MpernapaToM OCYIIECTBJISIETCS MTOCIeA0BaTeIbHO, 32
MCK/IIOUEHMEM CJTyYaeB, IPeayCMOTPEHHbBIX
HactosiyuM [TosoxkeHuem. IIpu aToM cBeeHus 06
ouepeaHOl orepali € JeKapCTBEHHBIM
rperapaToM IepeaalTcs IMoc/Ie MoTyuYeHusT
cyObeKkTaMy 00paleHusl JIeKapCTBEHHBIX CPEICTB
TTOATBEPXKIEHMS 00 YCIIeIIHO 06paboTKe CHUCTEeMOI
MOHUTOPUHTA CBeleHUI O ITpeabIayleii onepanum C
JIeKapCTBEHHBIM ITpeIriapaToM.

M3meHeHMe ¢popMarTa B3aMO/IEeIiCTBUS
MHGOPMAIMOHHBIX CUCTEM CyOBEeKTOB 00paleHus
JIeKapCTBEHHBIX CPEACTB C CUCTEMOI MOHUTOPMHTA
MMpOMU3BOANUTCS He valle 1 pa3a B TeyeHue 180 mHeix,
3a UCK/II0UeHMEeM Heo6X0IMMOCTY MU3MeHeHUSsI






Takoro popmara B CIy4asx, peayCMOTpPeHHbIX
3aKOHOmaTe/lbCcTBOM Poccuiickoi ®emepainn.

33. IIpu orMcaHUM JIeKapCTBEHHBIX IIpPerapaToB
BHeceHMe CBeJleHMI B MH(MOpMaIMOHHbBI pecypc,
obecreunBaloOIyii yueT M XpaHeH}e TOCTOBEPHBIX
IAHHBIX O TOBApax MO COOTBETCTBYIOIIE) TOBAPHO
HOMEHKJIaType, ¥ CUCTEMY MOHUTOPUHTA
OCYILeCTBJISIETCS CJIeIYIOIIMM CyObeKTaMu
obpaleHus JeKapCTBEHHbIX CPeCTB:

B CTydae MPOM3BOJCTBA JIEKAPCTBEHHBIX ITpernapaToB
B Poccuiickoit @enepaiiny - Ipou3BOAUTEISIMU
JIEKapCTBEHHBIX CPENICTB, OCYIECTBISIOIUMU
3aBepIlIeHye IMMPOU3BOACTBEHHOI cTaauy ¢hacoBKMU
(YIIaKOBKM) JIEKaPCTBEHHBIX IIpernapaToB BO
BTOPUYHYIO (MTOTPEOUTETBCKYIO) YIIAKOBKY
JIeKapCTBEHHOTO TIperiapara (a rpu ee OTCYTCTBUM - B
MePBUYHYIO YIIAKOBKY JIEKAPCTBEHHOTO IIperapara);

B CIy4dae IIPOM3BOCTBA JIeKaPCTBEHHBIX ITpernapaToB
3a npenaenamu Tepputopun Poccuiickoin @egepaninm
(B cllyuae MHOCTPaAHHOT'O POU3BOICTBA) -
JepykaTeassMy MU BiafeablaMy PermcTpaMOHHOrO
YIOCTOBepeHus: U (M) UX TIPeLCTaBUTETbCTBAMU Ha
Tepputopuu Poccuiickoi @enepanym min
YIIOJTHOMOYEHHBIMMU IIPEeICTABUTESIMU B YaCTU
BHeCeHMsI CBeJleHMi1 B MHOpMaIMOHHBII pecypc,






O6€C1’I€‘-II/IB8IOH.U/II71 yueT 1 XpaHeHIe JOCTOBEPHbIX
JaHHbIX O TOBapax I10 COOTBeTCTByIOIJ_Ieﬁ TOBapHOI‘/JI

HOMEHKJIAType.

[TepeueHb CBeIEHMIA, PEICTABISIEMbIX IIPU
OMMCAaHMM JIEKAPCTBEHHBIX ITPEapaToB CyObeKTaMu
obpalieHus JTeKapCTBEHHBIX CPEICTB B
MHbOPMAIMOHHBIN pecypc, 06ecrieunBalounii yueT u
XpaHeHMe JOCTOBEPHBIX JAaHHBIX O TOBApax I10
COOTBETCTBYIOIIEI TOBAPHOI HOMEHK/IAType,
npuBeaeH B mpuaoskeHuu N 2.

Cy6beKThI 0OpaleHNs JIeKapCTBEeHHBIX CPeICTB,
yKa3aHHbIe B a63a1iax BTOPOM U TPETbEM
HACTOSIIIETO MyHKTA, PETUCTPUPYIOT JIeKapCTBEHHbIE
rpernaparhl B CCTeMe MOHUTOPUHTA Ha OCHOBAaHUM
9JIEKTPOHHO 3asIBKM, COJIEPsKaleit:

IJ100aIbHBIN MAeHTU(UKALVMOHHBI HOMEep TOProBOii
eIHUIIbI;

HOMeEp permcTpalMoHHOTO YIOCTOBEPEeHNS U IaTy
perucTpauum JieKapCTBEHHOTO ITperapara B
rOCyapCTBEHHOM peecTpe JIeKapCTBEHHbIX CPEJICTB.

O6paboTKa MoTyYeHHbIX CBeIeH i OCYIIeCTBIISIeTCS
B aBTOMAaTUYECKOM pexxume ImyTeM GOpMMUPOBAHUS
3aIpoca Ha IoJIyueHye CBeIeHMi1 O JIeKapCTBEHHOM
rperapare U3 egUHON roCcysapCTBEHHOM






MHOOPMAIMOHHOI CUCTEMBI B chepe
3paBOOXpaHeHMs 1 MHOOPMAIIMOHHOTO pecypca,

06ecreynBaloIIero yueT u XxpaHeHe JOCTOBEPHbIX
IAaHHBIX O TOBApax IO COOTBETCTBYIOIIEN TOBAPHOI
HOMeHKJIaType.

34. CBemeHusI, IpeicTaB/sieMble CyObeKTaMMU
oOpalieHMs JeKapCTBEHHbIX CPeICTB B CUCTEMY
MOHUTOPMHTA IIPYU BBOJIE B 000POT JIeKapCTBEHHBIX
Mpernaparos, puBeAeHbl B IIpuiioxkeHuu N 3.

CBeneHMsI, TIPeCTaBIIsIEMbIe CYyObEKTaAMMU
obpalieHus TeKapCTBEeHHbIX CPeJICTB B CUCTEMY
MOHUTOPWMHTA ITPU BBIBOJIE 13 060pOTa
JIeKapCTBEHHBIX IIPerapaToB, MPUBEIEHbI B
npuioxeHuu N 4.

35. B paMkax BBo/ia B 000pOT JIeKapCTBEHHBIX
mpernapaToB Ha TeppuTopuu Poccuiickoit
depepaliviy, Ipou3BeNeHHbIX HA TEPPUTOPUN
Poccuiickoit ®epepauyy, cyobeKT 0OpamieHus
JIeKapCTBEHHBIX CPEe/ICTB, OCYILEeCTBISION M1 (PacOBKY
(YIIaKOBKY) JIEKapCTBEHHOTO Mperapara BO
BTOPUUHYIO (MTIOTPeOUTETHCKYIO) YITAKOBKY (B C/Iy4yae
ee OTCYTCTBUS - B IEPBUYHYIO YIIAKOBKY), 10
pecTaBAeHNsI CBeAEeHNI O NaTbHENIINUX Onepanusx
C TaKMMM JIeKapCTBeHHBIMM IIperapaTamm
MpenCcTaBisieT B CUCTEeMY MOHUTOPUHTA C






MUCIIO/Ib30BaHMEM YCTPOICTBA PETUCTPALLUM SMUCCUN
CBeJleHus, IpeayCMOTPeHHbIEe ITYHKTOM 1
npwioxenusi N 3 K HacToseMmy [10/105keHUI0.

[Tpu ocy1iecTBIeHNMM OTOOpA 06pa3IOB
JIeKapCTBEHHOTO TperapaTa B paMKax KOHTPOJIS
KayecTBa MPON3BEeAEeHHOTO JIeKapCTBEHHOT O
rpernapara CyobeKT oopalieHust JieKapCTBEHHBIX
CpeACTB, OCYILEeCTBISION M 0T60P 00pa3IloB
JIeKapCTBEHHOrO Mperapara, IpeJiCTaB/seT B
CUCTEeMY MOHUTOPUHTA CBeJIeHMS,
npeaycMOTpeHHbIe ITYHKTOM 1 nipuioskeHus N 4 K
HacTosieMy [TonosxkeHu10.

Cy0ObekT obOpaliieHus TeKapCTBEeHHbIX CPeICTB,
OCYILECTBIISIOWMIA [IPOU3BOACTBEHHYIO CTAAUIO
BBIITYCKAIOIIEro KOHTPOJIS KaueCTBa JieKapCTBEHHBIX
Mperaparos, B TeyeHue 5 pabounx JHe ¢ JaTel
3aBeplIeHMs IPOU3BOICTBEHHON CTaAUMn
BBIITYCKAIOILEro KOHTPOJISI KayecTBa U
NpencTaBieHs JOKYMEHTOB U CBeJleHUM,
MpeayCMOTPeHHBIX YacThbio 1 cTaTby 52.1
depnepanbHOTO 3aKoHa "O6 ob6paleHnn
JleKapCTBEHHBIX CPeCcTB", B DefepaibHYIO CITYKOY 110
HaJ30py B cdhepe 30paBOOXpaHEHMS UM TTOTYIeHUST
paspelieHusi, IpefyCMOTPEHHOI'0 YaCTbI0 7 CTaTbU
52.1 ®egepanbHOTO 3aK0HAa "O6 06palIeHN N
JIeKapCTBEHHBIX CPeNCTB" (B C/yyae IMPOMU3BOCTBA






MMMYHO6MOIOTMYECKIUX JIEKaPCTBEeHHbIX
mpernapaToB), IO MPeCTaBIeHUs CBeIeHMIi O

JaJIbHeNIINX Olepanysx ¢ BBOOIMMBIMU B
IpakIaHCKMI 000POT JIeKapCTBE HHBIMU
rperapaTamm MpeacTaBiisieT B CUCTEMY
MOHMUTOPUHTA CBeAeHMSI, IPeayCMOTPEHHbIEe
IIYHKTOM 2 nipunoxeHus N 3 K HacToSLeMy
[TosoxkeHM10.

36. B pamKax BBOJia B 060POT JIeKapCTBEHHbBIX
IperapaToB Ha TeppuTopuu Poccuiickoi
depepauyiy, Ipou3BeNeHHBIX 3a IIpeaeaamMu
tTepputopun Poccuiickoit Degeparum, CyobeKT
obpaleHus TeKapCTBEHHbIX CPECTB, SIBJISTIOMUIAICS
JepskaTeaemM WIu BIaAe/blieM PErMCTpallMOHHOTO
YIOCTOBEpPEeHMsI, U MIPeaCTaBUTEIbCTBO
MHOCTPAHHO OpraHu3auuy Ha TepPUTOPUN
Poccuiickoit @engepaniu, IBISIOLIEICS TJepKaTeyieM
VIV BJIaJeJIblleEM PETUCTPAIIMOHHOTO
YIOCTOBEPEHMS, IPU 3aBEePIIEHUN
MPOU3BOACTBEHHOM CTaAUM YIIaKOBKM (B Ciydae
OTCYTCTBUSI BTOPUYHO YIIAKOBKU - cTaauu (acoBKu)
JIeKapCTBEHHBIX IperapaToB I MapKUPOBKU
YIIAaKOBOK JIEKapCTBEHHBIX ITpeIapaToB CpeCcTBaMu
UIeHTU(GUKAIMMY Ha TAMOXXEHHOM CKJIazie B
COOTBETCTBMM C ab3a1ieM BTOPbIM MYHKTa 4
HacTosuiero ITososkeHus 10 MpenCcTaBlIeHs
CBeIleHMIi O AaJbHEMIINX onepalysx ¢ TaKUMU






JIEKapCTBEHHbIMMU IIpelapaTaMi IIpeacTaB/IAgI0T B
CUCTEMY MOHUTOPUHTA C UCITIOJIb3OBAHMEM

YCTPOVICTBA PerucTpaluy SMUCCUA CBeLleHNS,
MpengyCcMOTpeHHbIe IIYHKTOM 3 npuaoxkeHus N 3 K
HacrosguieMy [IoynoxkeHunIo.

[Tpu MapKMpOBKeE YIIaKOBOK JIEKAPCTBEHHbIX
rpernaparoB CpeACcTBaMM UaeHTUdUKaI MU Ha
TaMOK€HHOM CKJIaJle B COOTBETCTBUM C ab3a1iem
BTOPBIM ITyHKTA 4 HacTosIero [TosoxkeHus: CyObeKkT
obpaleHus JeKapCTBEeHHbIX CPeCTB, SIBISIOMMIACS
JepykaTesem WUaN BiaagenbleM perucTpalMuOHHOIO
YO 0CTOBEPEHMSI, U IIPEACTABUTEIbCTBO
MHOCTPAHHOI OpraHu3aly Ha TEPPUTOPUN
Poccuiickoit ®@enepaiiyin, SBISIONIENACS JepsKkaTeiemM
WIN BlaAesbleM PerncTpauoHHOro

YO 0CTOBEpeHMS], A0 NIPeCTaBIeHNs CBele HUIA,
MpeyCMOTPEHHBIX ab63a1[eM MepBbIM HACTOSIIIETO
MMYHKTA, MPeJICTaBJSIIOT B CUCTEMY MOHUTOPUHTA
CBeLleHMsl, IpelyCMOTpeHHbIe ITYHKTOM 3(1)
npunoxkeHusa N 3 K HacTos1eMy [lo1oxkeHMI0.

37. IIpu BBO3e 1eKapCTBEHHDIX IIpernapaTos B
Poccuiickyo @enepalinio JOMTyCKaeTCs
Npe/CcTaB/eHNe CBeIeHnii B CUCTeMy MOHUTOPUHTA
CyOBEKTOM OOpaleHust JIeKapCTBEHHBIX CPEJICTB,
OCYILECTBIISIONMM OTTPY3KY JIeKapCTBEHHbBIX
npenapaTtoB B Poccuiickyo Penepanuio (ganee -






TIPSIMO¥1 TIOPSIIOK MpeICTaBIeHNs CBeIeH Uit TPy
BBO3e€ JIeKapCTBEHHBIX ITpernapaToB B Poccuiickyio

denepalnio), Wi CyobeKTOM OOpalleHus
JIeKapCTBEHHBIX CPELICTB, OCYIECTBIISIOLIVM BBO3
JIeKapCTBEHHBIX IpernapaToB B Poccuiickyio
denepainio (manee - 0OPaTHbIN MOPSIIOK
MpeacTaBleHus] CBeJEeHNI TIPU BBO3e JIeKapCTBEHHBIX
npemnapaTtoB B Poccuiickywo @enepannio), 3a
UCKJIIOUeHMEM CJIydyasi MapKUPOBKM YITAKOBOK
JIeKapCTBEHHBIX IperapaToB CpeacTBaMM
UIeHTU@UKauy Ha TaAMOXXEeHHOM CKJIazie B
COOTBETCTBMM C ab3a1eM BTOPbIM IYHKTA 4
HacTos1ero ITonokeHus.

PemeHne o BbIOOpE MPSIMOTO MOPSIIKA
MpeacTaBIeHs CBeJeHMI IPY BBO3€ JIeKapCTBEHHbIX
npenapaTtoB B Poccuiickyio ®emepaiinio amb0o
00paTHOTO MOpsIAKa MpeICTaBIeHs CBeIeHNUi TP
BBO3€ JIEKapCTBEHHBIX MperapaToB B POCCUIICKYIO
denepanyio MPMHMMAETCS CyObeKTaMy 0OpalieHus
JIeKapCTBEHHbBIX CPELCTB, IIPeCTABISIOIMU TaKue
CBeJeHMsl, CAaMOCTOSITe/IbHO.

B ciryyae BpIOOpa MpsIMOTO TMOPSIAKA IpeICTaBIeHUS
CBeJleHU IpU BBO3e JIeKapCTBEHHbIX MpeIapaToB B
Poccuiickyio ®egepaiyio cyoObeKT oOpaleHust
JIEKapCTBEHHBIX CPEJICTB, SABJISIONIMUIACS lepsKaTeaeM
VIV BAAEJIbIIEM PETUCTPALIMIOHHOTO






YOOCTOBEpPpEHNUA, MJIN ITPpeaCTaBUTEJIbCTBO
I/IHOCTpaHHOVI OopraHnms3al Ha TEPpPUTOPUN

Poccuiickoit @enepativin, SBISIONIENACS JepsKkaTeiemM
VIV BAAeJIblleM PETUCTPALIMMIOHHOTO
yIOCTOBEpeHMs, B TeueHue 45 pabounx JHei ¢ JaThl
OTTPY3KM JIEKApCTBEHHBIX MpernapaToB B POCCUIICKYIO
Denepalivio 40 AOCTABKM JIEKAPCTBEHHBIX
TpernapaToB B MeCTO IMPUOBITUS HA TEPPUTOPUN
Poccuiickoit ®enepaiivin 1 npeacTaBiaeHUs CBedeHUI
0 Ja/IbHENINX OIlepalusx C TAKUMU
JIeKapCTBEHHBIMU IIpernapaTamMmy NpeacTaBiIsoOT B
CUCTEeMY MOHUTOPUHTA CBeIEHMUS,
MMpeayCMOTpEeHHbIe ITYyHKTOM 4 npuioskeHus N 3 K
HacTtosuiemy [ToyiokeHn10.

[Ipu 3TOM Cy6BEKT OOpaleHus JieKapCTBEHHbIX
CpelCTB, OCYLIECTBJISIOIMIT BBO3 JIEKAPCTBEHHBIX
npernapatoB B Poccuiickyio @epnepaiinio, B TeueHue 5
pabounx IHEN ¢ JaThl JOCTABKM JIEKAPCTBEHHBIX
TpernapaToB B MeCTO IPUOBITUS HA TEPPUTOPUN
Poccuiickoit ®enmepaiiiy 1 perucTpaluy B CUCTEME
MOHUTOPMHTA CBeJIeHNIT 00 OTTpy3Ke
JIeKapCTBEHHBIX TperapaToB B Poccuiickyio
denepanuio 10 NpeacTaBieHNs] CBeoeHuii O
JaTbHeNIINX oTepalysIx C TaKMMMU JIeKapCTBEHHbIMU
rnperapaTtamMmu MOATBEPXKAAET OCTOBEPHOCTD
CBeIeHNI, ComepKalMXCsl B CUCTEMEe MOHUTOPUHTA,
IyTeM MpeacTaBIeHNs] CBeIeHUI B CUCTEMY






MOHUTOPUHTA, IPeAYCMOTPEHHBIX ITYHKTOM 7
npuioxenusi N 3 kK HacTosuieMy [1ookeHUIo.

B ciriyuae BiOOpa 06paTHOTO MOPsIIKA
MpeacTaBJIeHs CBeeHMI IPY BBO3€ JIeKapCTBEHHBIX
npenapaTtoB B Poccuiickyio ®engepaiinio cyobeKT
oOpalleHus JeKapCTBEHHbIX CPeCTB,
OCYILECTBIISIOLMIA BBO3 JIeKAaPCTBEHHbIX IPernapaToB
B Poccuiickyio ®enepaiyio, B TeueHue 5 pabounx
JIHeN C IaThl TOCTaBKY JIeKapCTBEHHbBIX MPEIapaToB B
MeCTO IMPUOBITUS Ha TeppuTopuy Poccuiickoii
depnepalyiy UM OaThl 3aBepIIeHUS arperupoBaHns
(B cilyyae OCyleCTBJIEHUS arpermpoBaHus
JIeKapCTBEHHBIX TIPerapaToB MoCje UX NOCTaBKU B
MeCTO IMTPUOBITUS Ha TeppuTopuy Poccuiickoi
®denepanyn) 0 MpeacTaBIeHus CBeIeHUNM 0
NIPUHATUY pellieHUs TaMOKeHHbIMM OpraHaMu O
BBIITyCKe JIEKAapCTBEHHBIX MIPenapaToB AJ1s
BHYTpPeHHEro noTpebieHus MPeiCTaBIIsIeT B CUCTEMY
MOHUTOPWHTA CBeIeHUS, MPeayCMOTPEHHbIE
IyHKTOM 5 mipmtoskeHus N 3 K HaCTOSIEMY
[TonoxeHunto.

[Ipu 3TOM Cy6BEKT OOpaleHnst JIeKapCTBEHHBIX
CpeJCTB, ABJISIOLINIACS fepKaTesleM UK Blafeablem
perucTpauoOHHOTrO YA0CTOBEPEHMS, UIN
MpeACTaBUTENbCTBO MHOCTPAHHONM OpraHmM3aluuy Ha
Tepputopun Poccniickoit @enepaunm, SBasSoOILENCS






JIepykaTeseM UaN BiaagenbleM PerucTpalMOHHOIO
yIOCTOBEpEHNSI, B TeueHMe 5 paboumx AHe C JaThl
perucTpauumu B CucTeMe MOHUTOPUHTA CBeJeHMII O
BBO3e€ JIeKapCTBEHHBIX IpernapaTos B POCCUIACKYIO
depnepalyio 10 MpeCTaBAeHUS CBeIeHNUI O
JaJbHEMIINX OTepalysx C TaKUMMU JIeKapCTBEHHBIMU
rperapaTamMmy MOATBEPXKAAIOT LOCTOBEPHOCTh
CBeLleHI, ComepyKalMXCs B CUCTeMe MOHUTOPUHTA,
IyTeM IIpeCTaBIeHNs CBeIEHUI B CUCTEMY
MOHUTOPUHTA, IPeAYCMOTPEHHBIX ITYHKTOM 7
npuioxenusi N 3 kK HacTosueMy [1ookeHuIo.

o 1 mions 2021 r. moaTBep>XXAeHMe JOCTOBEPHOCTH
CBefleHII, TPeiCTaBISIEMbIX B CUCTEMY
MOHMTOPUHTA IPU BBO3€ JIeKapCTBEHHbIX
npemnapaTtoB B Poccuiickywo @enepannio, Bopase
OCYILeCTBJSATh CYyOBEKT 0OpalieHus JeKapCTBeHHBIX
CpelCTB, SIBJISIIOUINIACS AepsKkaTesieM UK BlaJe/bliemM
pPErucTpalMOHHOIO YAOCTOBEPEHMSI, U
MpeaCcTaBUTEIbCTBOM MHOCTPAHHOM OpraHu3aluu Ha
Tepputopuu Poccuiickoi ®@enepaniviu, SBISIONIENCS
IlepskaTeeM Win Bllafie/iblieM perucTpalMiOHHOTO
YIOCTOBEPEHMSI, B COOTBETCTBUM C a63aleM IIeCThIM
HaCTOSIIIEro IMyHKTa MUK OrlepaTop CUCTEeMBbI
MOHMUTOPMHTA MyTeM IIPOBEPKY HATUUMS B CUCTEME
MOHUTOPUHTA 3apPErUCTPUPOBAHHOTO
uaeHTUGMKATOpa CyobeKTa 00palieHust
JIeKapCTBEHHbBIX CPEICTB, SIBJISIIOIIETOCS AepskaTeaeM






WIn BJ1agejabueM permcTpaiMoHHOTO
YOOCTOBEepPpEHMA, N MPpeaCTaBUTEJIbCTBA

MHOCTPAHHOI OpraHu3anuy Ha TeppUTOpPUN
Poccuiickoit ®enepaiiyin, SBISIONIENCS depRaTeiemM
WU BJIafie/IblieM PerucTpanuOHHOro
YA,O0CTOBEPEHMS, a TaKKe 3aperUCTPUPOBAHHOIO KOa
UIeHTUGUKauMM Win Kojaa uaeHTuGukamm
TPETUYHOI (TPAHCIIOPTHON) YIIAaKOBKU
JIeKapCTBEHHOIO IIperapara, B KOTOPO HaXOOUTCS
3TOT JIeKapCTBEHHBIV IIperapar (B cjiydae repefgaun
TPETUYHOI (TPAHCIIOPTHON) YIIaKOBKU
JIeKapCTBEHHOTrO Iperapara neamkom). I1o
pesyibTaTaM TaKOil [IPOBEPKU OIepaTop CUCTEMBbI
MOHUTOPMHTA C UCII0JIb30BaHMeM (QyHKIIMOHaIA
CUCTEMbI MOHUTOPUHTA OTIIPABJISIET CYObEKTY
obpailieHus TeKapCTBEeHHbIX CPeJICTB, paHee
OCYILLeCTBMUBLIEMY IIpeiCTaB/IeHNe B CUCTEMY
MOHUTOPMHTA CBeLeHUi O IIpelblaylLieii ornepanyuu ¢
JIeKapCTBEHHBIM IIperapaToM, yBeOMJIeHMe O
IpencTaBleHu CBeLeH B COOTBETCTBUM C
ab3areM MAThIM HACTOSIIErO ITYHKTA C YKa3aHMeM
CBeJleHNI, IPOBEePEeHHbIX OIIepaTOPOM CUCTEMBI
MOHUTOPMHTA.

[Tpy MapKUpOBKe YIIaKOBOK JIeKapPCTBEHHBIX
MperapaToB CpeiCTBaMM UIeHTUDUKAL MY Ha
TaMOKeHHOM CKJIaJie B COOTBETCTBMM C ab3alem
BTOPBIM MyHKTA 4 HacTosmero ITosoxkeHns: cyobekT






o6pameHM51 JIEKapCTBEHHLIX CpedCTB, SABJISIOIIUIACS
JeprkaTteyjeM Wi BJIaaejablieM perMmCTpauMOHHOTI'O

YIOOCTOBEpPEeHMSI, UM MTPeICTaBUTETbCTBO
MHOCTPAHHOI OpraHu3aluy Ha TepPUTOPUM
Poccuiickoit ®enepaiiviu, IBISIONIENCS OepKaTeleM
WIM BaAesblieM perucTpaliOHHOIO
YIOCTOBEPEHMS, B TeUeHue 5 paboumx qHeit ¢ JaThl
3aBepIlieHys] MapKMPOBKM YITAaKOBOK JIeKapPCTBEHHbIX
MpernapaToB CpeICTBaMM MAeHTUUKALIVM Ha
TaMOXeHHOM CKJade J0 MpeAcTaBaeHNUsI CBeIeHun O
IanbHEMIINX ollepalusixX ¢ TaKMMM JeKapCTBeHHbIMU
npernapaTamu MpeACcTaBIsIIOT B CUCTEMY
MOHUTOPMHTA CBeleHMS, TIPeayCMOTpeHHbIe
MMYHKTOM 4 nipuiaoxeHus N 3 K HaCTOsILeMy
ITonokeHUIO.

[Tpu 3TOM Cy6BEKT 0OpaleHns JeKapCTBEeHHbIX
CpeZCTB, OCYILECTBUBIINI BBO3 JIEKAPCTBEHHBIX
npenapaTtoB B Poccuiickyio @enepaiinio, B TeueHue 5
paboumnx IHel ¢ 1aThl perucTpalun B cucTeme
MOHMUTOPMHTA CBeLeHW1, IpelyCMOTPEHHBIX
ab3aiieM BOCbMbIM HaCTOSIIIErO MYHKTA, 0
IpencTaBleHys CBefeH O JaIbHeNuX ornepanusax
C TAaKMMM JIeKapCTBEHHbIMU TIperapaTaMmu
MOATBEPKAAET N OCTOBEPHOCTD CBeIeHUMA,
coepXKaluxcs B CUCTeMe MOHUTOPUHTA, ITyTeM
NpeCTaBlIeHNs CBe e’ B CUCTeMy MOHUTOPMHTA,
MpenyCMOTPEHHBIX IIYHKTOM 7 npunoxkeHus N 3 K






HacCTodg1memMy [TosoxkeHM10.

o 1 mronst 2021 r. ipu MapKUPOBKe YITAKOBOK
JIeKapCTBEHHBIX IpernapaToB CpeacTBaMM
uaeHTU@UKaLy Ha TAMOXXeHHOM CKJIazie B
COOTBETCTBMMU C ab3a1ieM BTOPbIM IYHKTA 4
Hacrosero [TonoxkeHus npeacTaBieHue B CUCTEMY
MOHUTOPMHTA CBeJIeHNI1 B COOTBETCTBUM C ab3ariem
BOCbMBIM HACTOSIIIEro MyHKTa BIIpaBe OCYIIeCTBISITh
CYyOBEeKT 00palleHMs IeKapCTBEHHBIX CPEJICTB,
OCYILeCTBUBILNI BBO3 JIeKapCTBEHHbBIX ITPernapaToB B
Poccuiickyro ®epepaiinio, u MoaATBEPXKAEHUE UX
IOCTOBEPHOCTU BIIPaBe OCYILIECTBIISATh OIEPaTOP
CUCTE€MbI MOHUTOPUHTA ITyTE€M IIPOBEPKU HAIUUNS B
CUCTeMe MOHUTOPUHTA 3apermMcTPpUPOBAHHOTO
uneHTudMKaTopa cyobekTa oopaleHms
JIeKapCTBEHHbBIX CPELCTB, SBJISIIOLLEr0OCs JepsKaTeneM
WIN BAaAeNblleM PerucTPalyiOHHOrO
YOOCTOBEPEHMSI, U IIPeACTaBUTEIbCTBA
MHOCTPAHHOI OpraHu3aluy Ha TepPUTOPUN
Poccuiickoit ®enepaiivin, IBISIONIENCS depKaTeiemM
WIN BJaAeAbleM PerucTPaliOHHOrO
YOOCTOBEPEHMSI, a TAK)KE 3aperMCTpUPOBAHHOIO KOJa
UIeHTUGUKaAUMMY WIK KoJa uaeHTuGuKamm
TPETUYHOI (TPAHCIIOPTHON) YIIAaKOBKM
JIeKapCTBEHHOTrO Iperapara, B KOTOPOi HaXOOUTCS
3TOT JIeKapCTBEeHHbIN Tpenapar (B ciyJyae repegaun
TPETUYHOI (TPaHCIIOPTHON) YIIAaKOBKU






JIeKapCTBEHHOTO Iperapara eankom). ITo
pe3yabTaTaM TaKoi ITPOBEPKY OIIepaToOp CUCTEMBI

MOHMUTOPMHTA C UCIOAb30BaHMeM (PYHKIIMOHAIA
CUCTEMbI MOHUTOPMHTA OTIIPABIISIET CYyObEKTY
oOpalieHMs JeKapCTBEHHbIX CPeCTB, paHee
OCYILeCTBUBILIEMY IIpeACTaB/JIeHNE B CUCTEMY
MOHUTOPUHTA CBeeHUI O IpenbIayliiei onepamnun C
JIeKapCTBEHHBIM MMpenapaTom, yBeJoMJIeHME O
MpecTaBJAeHNM CBeJeHUI C yKa3aHMeM CBeJleHUA,
MPOBEPEHHBIX OTIEPATOPOM CUCTEMbI MOHUTOPUHTA.

[TonoskeHMs ab3alieB CebMOTO U JeCITOTOo
HACTOSIIIEro ITYHKTa He PacIpOCTPAHSIOTCS Ha
JIeKapCTBEHHbIE TIperaparsl, IpegHa3HaueHHbIe [JIsI
obecrieueHust NI, 60TbHBIX reModumeit,
MYKOBUCIIMI030M, TUTIODM3apHBIM HAHU3MOM,
605e3HbI0 ['ollle, 3710KaYeCTBEHHbBIMU
HOBOOOpa30BaHUSIMM JIMMGOUIHO, KDOBETBOPHOI U
POACTBEHHBIX UM TKaHel, pacCesIHHbIM CKIepO30M,
reMOJIUTUKO-YPEMUUECKUM CUHI POMOM,
IOHOULIEeCKMM apTPUTOM C CUCTEMHBIM HayalIoM,
mykornoaucaxapuzosom I, II u VI Tunos,
anjacTUyecKoil aHemueil HeyTOUHeHHOI,
HacaeCTBeHHbIM Aebuiiutom dpaktopos I1
(pubpunorena), VII (tabunpHoro), X (Ctoapra -
[Ipayspa), muij 1ocae TpaHCIUIAaHTALUM OPTaHOB U
(unun) TKaHen.






[Ipu coBepiIeHNM TAMOXKEHHBIX OIlepalii mpu
TaMOX€HHOM JeK/JIapyupPOBaHUM U TTOMeIeHUN

JIeKapCTBEHHBIX ITPEnapaToB 10, TAMOKEHHYIO
MPOIIeAYPY BBIMTYCKA [/ BHYTPEHHETO MOTPebIeH NS
TaMO>KeHHbI OpTaH:

3arpalnynBaeT B CUCTeMe MOHUTOPUHTA CBeJIEHNS O
KoJle aeHTUGUKALUY AU KoJe UAeHTUUKAIUU
TPETUYHOI (TPAHCIIOPTHOM) YIIAKOBKMU
JIeKapCTBEHHOTO TIperapara, B KOTOPOil HAXOOUTCS
TaKOVi JIeKapCTBEHHBII ITpenapar (B ciydyae BBO3a
TPETUYHON (TPAHCIIOPTHOM) YITAKOBKU
JIEKapCTBEHHOTO Tperapara LeJInKoMm), IJis
OCYIIIEeCTBJIEHUS CBEPKU C JAHHBIMMU, YKA3aHHBIMU B
TAMOYKEHHO AeK/Iapaluy Ha JIeKapCTBEHHbIN
rnpemnapar;

1o 1 gespang 2021 r. B cyiyyae HEMOCTYIJIEHUS B
EnnHy0 aBTOMaTU3MPOBAHHYIO CUCTEMY
TaMOKeHHBIX OPTraHOB 3alpalllBaeMbIX B CUCTEMeE
MOHUTOPMHTA CBEJIeHNIT 0 KOJie UAeHTUDUKAIUN
WY KO e UAeHTU(PUKAL UM TPeTUIHOMN
(TPaHCIIOPTHO) YIIAKOBKM JIEKapCTBEHHOI'O
rperiapara, B KOTOPO HaXOAUTCS TaKOM
JIeKapCTBEHHBIN Tpernapar (B cJiyyae BBO3a
TPETUYHOI (TPAHCIIOPTHOM) YIIAKOBKMU
JIEKapCTBEHHOTO TIperiapara 1eJIMKOM), B TeueHue 2
YyacoB pabouero BpeMeH! TaMOKeHHOTO OpraHa ¢






MOMEHTA HaIIpaBJIEHMS COOTBETCTBYIOMIET'0 3aI1pOCa,
CBEPKa C HaHHbIMM, YKA3aHHBIMU B TaMOXXeHHO

JIleK/lapaly Ha JIeKapCTBEHHBII IIpernapar, He
Npou3BOAUTCA. IIpy 3TOM OTCYTCTBME TaKOI CBEPKU
He SIBJISIeTCS IIPensTCTBUEM JJIS BbIITyCKa AJ1s1
BHYTpeHHero moTpebaeHus 1eKapCTBEHHbBIX
Iperaparos;

nepefaeTr B CUCTEMY MOHUTOPUHTA TaHHbIE O
BBIITyCKe /IS BHYTPEHHETO MoTpe6yieHnst
JIeKapCTBEHHBIX ITPerapaTos.

[Ipu BHeceHUM MU3MeHEeH M1 B CBefleHNsI, yKa3aHHbIE B
TaMO>KEHHO AeKIapaluy Ha JIeKapCTBEHHbIN
rpernapar, B TedeHue 5 pabouux qHel mocie
BHeCeHMs U3MeHeHMI B TaAMOKEeHHYIO JieKjIapalyio
Ha JIeKapCTBEHHbII MpernapaT TaMOKeHHbIV OpraH
repenaeT B CUCTeMY MOHUTOPUHTA
CKOppeKTMPOBaHHbIE JaHHBIE O JIeKapCTBEHHOM
npernapare.

[Tpu mepegaye mpaB cCOGCTBEHHOCTY B 30HE
TaMOK€HHOTO KOHTPOJISI Ha JiIeKapCTBEHHbIe
Trpernaparhl, IOMellleHHbIe TT0/, TaAMOXXeHHYIO
MPOIIeAYPY TAMOXKEHHOT0 CKIa/ia, CyObeKT
obparlieHus JTeKapCTBEeHHbIX CPeJICTB,
OCYIIECTB/ISIONMIT BBO3 JIEKAPCTBEHHBIX MTPEapaToB
B Poccuiickyio ®enepaiiyio, B TeueHue 5 pabounx






IHei ¢ 1aTbl 0OpMIeHUSI COOTBETCTBYIOIIMUX
IOKYMEHTOB O Tlepejaye mpaBa COOCTBEHHOCTHM Ha
JleKapCTBEeHHbIEe Mperaparsl A0 MpeCcTaBIeHUs
CBeJIeHMM O JaJIbHENMIINX OINepalsixX C
JleKapCTBEHHBIMM IIpeliapaTaMy IpesiCTaBiisieT B
CUCTEeMY MOHUTOPUHIA CBeIeHMS,
MpenycMOTPEeHHbIe IIYHKTOM 6 npuiaoskeHus N 3 K
HacTtosuemy [loyoxkeHn1O.

[Tpu 3TOM CyOBEKT OOpaleHs TeKapPCTBEHHbIX
CpencTB, KOTOPOMY OCYIIeCTBJIEHA Ilepefaya IpaB
COOCTBEHHOCTM Ha JieKapCTBEeHHBII Mpernapar,
IIOMelleHHbI 110, TAMOXXEeHHYIO IIPoLeaypy
TaMOYXeHHOTO CKJIaJia, B TeueHue 5 pabounx mIHei ¢
IaTbl 0pOPMJIEHMSI COOTBETCTBYIOLMX TOKYMEHTOB O
nepezauve MpaBa COOCTBEHHOCTY Ha JIeKapCTBEHHbI
rperiapar ¥ perucTpauum B CucTeMe MOHUTOPVHTA
CBeLeHM O IepelaHHbIX JIeKapCTBEHHBIX
rpernaparax J0 IIpeACTaBaeHys CBeeHUil O
JAJIbHEeMIIMX Ollepalysx C JeKapCTBeHHbIMU
rperiapaTamMmy IOATBEPXKAaeT JOCTOBEPHOCTh
CBeJleHMI1, CofepsKaluxcs B CUCTeMe MOHUTOPUHTA,
0 IIPMHMMaeMbIX JIeKapCTBEHHbIX IIpernaparax IyTem
IpencTaBleHus CBefeHUI B CUCTeMy MOHUTOPUHTA,
MIpegyCMOTPEeHHbIX IIYHKTOM 7 TIpuiiokeHus N 3 K
HacrosuieMy [loynoxkeHunIo.

[Ipu nepeMelnie HMM JIeKapCTBEHHBIX ITPeNapaToB






MEXIY 30HaMM TaMOK€HHOTO KOHTPOJIS,
OCYIIECTBJISIEMOM I10C/Ie TIPUOBITHUS JIEKAPCTBEHHbIX

MpernapaTroB B MeCTO JOCTaBKU, ONpeie/IeHHOe
CyObeKTOM OOpalleHust TIeKapCTBEHHbIX CPEJICTB,
OCYIIECTBISIONIMM BBO3 JIeKapCTBEHHbBIX IIpeIapaToB
B Poccuiickyro @enepaiinio, B MeXXAyHAPOIHbIX
TOBapPHO-TPAHCIIOPTHBIX JOKYMEHTAaX, CyObeKT
obpaleHMs JeKapCTBEHHbBIX CPEICTB,
OCYIIECTBISIONI VI BBO3 JIEKAPCTBEHHBIX ITpenapaToB
B Poccuiickyio ®enepalinio, M CyobeKT oOpaineHus
JIeKapCTBEHHBIX CPECTB, KOTOPOMY OCYIIeCTBIeHa
repenava mpaB COOCTBEHHOCTY Ha JieKapCTBEHHbIN
rnpemnapar, IOMeIleHHbI MO, TAMOKEHHYIO
MpOIeIypPy TAMOKEHHOT'0 CKJIajia, B TeueHue 5
paboumx JHei ¢ AaThl TAKOIO IepeMelleHNs 10
MpeCcTaBJAeHMsI CBeJEeHN I O NaJbHENIINUX Onepanusax
C JIeKapCTBEHHBIM IIperapaToM IMpeacTaBisieT B
CUCTEeMY MOHUTOPMHTA CBeIeHMUS,
MpeayCcMOTpeHHbIe ITYHKTOM 8 nipuiaoxkeHust N 3 K
HacrosemMy [TosoxkeHn 0.

CyObeKT obpailleHus JeKapCTBeHHbIX CPeLICTB,
OCYIIECTB/ISIONI I BBO3 JIEKAPCTBEHHBIX IIPErnapaToB
B Poccuiickyio ®enepariiyio, Miam cyobeKT 0OpanieHus
JIeKapCTBEHHBIX CPeJCTB, KOTOPOMY OCYIL€CTB/IEHA
repezava rmpas COOCTBEHHOCTH Ha JIEKAPCTBEHHbIE
rpernapaThl, IOMeleHHbIe 10, TAMOKEHHYIO
MpoLeAYPY TAMOXKEHHOT0 CK/Iaza, B TeueHme 5






pabounx AHelt ¢ JaThl pelieHus O BbIITyCKe
JIeKapCTBEHHDIX IIperapaTos [IJ1s1 BHYyTPEeHHero
oTpebeHMs], MPUHSITOTO TAMOKEHHBIMY OpraHaMm,
IO IpeACTaBIeHMsI CBeIeHMI O Ja/IbHeMIINX
oIepalusx C JeKapCTBeHHbIMU IIperapaTaMu
IIpe/ICTaBIIsIeT B CUCTEMY MOHUTOPUHTIA CBeJleHNs],
IpenycMOTpPeHHbIe ITYHKTOM 9 npunoskeHus N 3 K
HacTtosuemy [loyoxkeHn1O.

[Tpu mepeMeneHUM JIeKAPCTBEHHBIX MTPEIapaToB U3
30HBI TAMOXXEHHOTO KOHTPOJISI CyOBEKT 06 parieHnst
JIeKapCTBEHHBIX CPEJICTB, OCYILEeCTBIISIOIINIT BBO3
JIeKapCTBEHHBIX MpernapaToB B Poccuiickyio
denepalnio, UM CyObEKT 00paIleHMsT
JIeKapCTBEHHBIX CPeJCTB, KOTOPOMY OCYIIeCTBJIEHA
repegava MpaB COOCTBEHHOCTY Ha JIEKAPCTBEHHbIE
rpenaparsl, IOMelleHHbIE 1O/, TAMOXEeHHYIO
MPOlLIeIyPYy TaMOKEHHOTO CKJIaJa, B TeUeHume 5
pabounx AHe ¢ JAThl TPUEMKM JIeKaPCTBEHHbIX
MpernaparoB Ha hapMaIreBTUIeCKMii CKIad U
3aBepIUIeHNsT TAMOXKEHHO POy PhI BIITyCKa
TOBapa A/ BHYTPEHHEr0o MOTpe6aeHus (MU C 1aThl
peleHusI O BbITyCKe JIeKapCTBeHHBIX IIPernapaToB
IUIS1 BHYTPEHHETO MOTPe6JIeH ST, TPUHSTOTO
TaMOXKeHHbIMM OpTaHaMU, IIPU IPUMEHEeHUU
MPOLIeyPhI YCIOBHOTO BBIITYCKAa TOBAPOB) 10
MpeACcTaBaeHUs] CBeleHN i O AaTbHEeNIINX oTlepalusxX
C JIeKapCTBeHHbIMM TTperapaTamMmu MpeACcTaBysieT B






CUCTEMY MOHUTOPUHTA CBeJeHMS,
npenycMoTpeHHbie myHKToM 10 nipunoxkenus N 3 K

HacTrosuiemy IlooxkeHunIo.

37(1). Ilpu ocyiecTBIeHUM BBOAA B IPaXAaHCKUIA
000pOT JIeKapCTBEHHBIX ITPEeNapaToB, BBe3EHHbIX B
Poccuiickyro @epepainnio (3a UCKIIOYEHNEM
JIeKapCTBEHHBIX MPernapaToB, BBO3MMBIX C
TeppPUTOPUM TOCYIAPCTB - uleHOB EBpa3uiickoro
9KOHOMMYECKOT0 C0I03a), CyOBeKT obpaleHust
JIeKapCTBEHHbIX CPeJICTB, OCYIIECTBIISIONI T BBO3
JIEKapCTBEHHBIX ITperapaToB B Poccuiickyio
denepalnio, B TeueHue 5 pabounx gHe ¢ JaThl
MPYEeMKMU JIeKapCTBEHHBIX MTpernapaToB Ha
dapmatieBTMUECKMI CKIaI U ITPeCTaBAeHUS B
denepanbHYIO CTYKOY 110 HAI30pY B cepe

34 paBOOXpaHeHMs JOKYMEHTOB U CBeJeHUA,
MpeyCMOTPEHHBIX YacThio 2 cTaTbhy 52.1
denepasbHOTO 3aKoHa "O6 obpaleHNUn
JIEKapCTBEHHBIX CPENICTB", O JIEKAPCTBEHHBIX
rpenaparax, BBOOMMbBIX B TpaskaHCKMIT 000POT, U
MOyYeHMs pa3pelieHus, IpeayCMOTPEHHOIO YaCThIO
7 cratbu 52.1 ®egepanbHoro 3akoHa "O6 obpaleHun
JIeKapCTBEHHBIX CPelCTB" (B C/lyyae BBO3a B
Poccuiickyio ®emepanyo MMMYHOOMOIOT MIECKUX
JleKapCTBEHHbIX MTperaparoB), 40 MpeCcTaBIeHUs
CBeIeHUi 0 JabHeNIINX orepanysx ¢ TaKUMU
JIeKapCTBEHHBIMMU TIperapaTamiu IpeacTaB/isieT B






CUCTEMY MOHUTOPUHTA CBeJeHMS,
penycMOTpeHHbIe ITyHKTOM 13 nipunoxkenus N 3 K

HacTrosuiemy IlooxkeHunIo.

38. [Ipu BBO3e leKapCTBEHHbBIX MIpeIapaToB B
Poccuiickyro @epepannio U3 rocygapcTs - YI€HOB
EBpa3niickoro 3KOHOMMUYECKOTO COK03a JOMYyCKAeTC s
NpencTaBjieHye CBeJeHUI B CUCTeMY MOHUTOPUHTA
CyObeKTOM 0OpaleHust JIeKapCTBEHHBIX CPEJICTB,
OCYILECTBIISIONMM OTTPY3KY JIeKapCTBEHHbBIX
npemnapaTtoB B Poccuiickyo Penepaiuio (ganee -
MIPSIMOJ MOPSIIOK MpeACTaBIeHNUs CBeIeH I ITPU
BBO3e€ JIeKapCTBEHHBIX ITpenapaToB B POCCUIACKYIO
®denepanvio U3 rocygapcTB - WieHOB EBpasuiickoro
9KOHOMMYECKOTO COI03a), WJIX CYyOBEeKTOM
obpaleHus JeKapCTBEHHBIX CPEICTB,
OCYILeCTBSION MM ITpMeMKy Ha hapmalieBTuIecKuit
CKJIaJ1, JiIeKapCTBEHHBIX ITperapaToB Ha TePPUTOPUN
Poccuiickoit ®epepanyn (manee - 00paTHBIN MTOPSIOK
MpeacTaBIeHus CBeeHI IPY BBO3€ JIeKapCTBEHHbIX
npenapaTtoB B Poccuiickyo @enepaniio u3
roCygapcCTB - WieHOB EBpasuiickoro 3JKOHOMMUYECKOTO
C0103a).

PemieHne o BbIOOPE MPSIMOTO MOPSIAKA
MpeacTaBJIeHs CBeAeHMI IPY BBO3€ JIeKapCTBEHHBIX
npemnaparoB B Poccuiickyo Penepainuio n3
roCyapcCTB - YieHOB EBpa3niickoro 5SKOHOMUYECKOTO






Co103a 160 O6paTHOI‘O IopdakKa 1rnpeagcTaBJIeHUAd
CBegeHuM ITpM BBO3€ JIEKapCTBEHHLIX ITPpEIIapaTOB B

Poccuiickyro @enepannio n3 rocy1apCcTs - YI€HOB
EBpasuiickoro 3KOHOMMYECKOT0 COI03a MPUHUMAETCS
cyobeKkTaMy 00palieHust JieKapCTBEHHBIX CPEJICTB,
MpeaCTaBISIIONIMMY TaKye CBeJleHMs],
CaMOCTOSITEJIbHO.

B ciriyuae BpIOOpa MPSIMOTO TOPSIAKA TTPeACTaBIeHU S
CBeJleHIi IpU BBO3e JIeKapCTBEHHbIX ITPeIapaToB B
Poccuiickyro @enepanio n3 rocygapcTs - YI€HOB
EBpa3uitcKoro 9KOHOMUYECKOTO COI03a CYO'beKT
oOpaleHus TeKapCTBEHHbBIX CPEACTB, SIBJISIONIMAICS
JIepsKaTejaeM WIK BiaaAe/blieM perMcTpaliOHHOIO
YOOCTOBEpPEeHMSI, UM TPeICTaBUTETbCTBO
MHOCTPAHHOI OpraHu3aluy Ha TepPUTOPUN
Poccuiickoit ®enepaiiin, IBISIONIENCS OepKaTelemM
WIM BaAesblieM perucTpaliOHHOIO
YIOCTOBEPEHMS, B TeUeHMe 5 paboumx qHei ¢ JaThl
OTI'PY3KM JIEKAPCTBEHHBIX IIpernapaToB B PoCcuiickyo
®denepaliMio U3 rocygapCcTB - WieHOB EBpasuiickoro
SKOHOMMYECKOTO CO103a 0 IpeacTaB/IeHns
CBeJleHUI O JaJbHEeMIINX ollepalsIx ¢ TAKUMU
JIeKapCTBEHHBIMM TIperapaTamy IpeACcTaBIIsSIOT B
CUCTEeMY MOHUTOPUHTA CBeJIeHMS,
npenycMoTpeHHble IyHKTOM 11 nipmioxkenus N 3 K
HacTosuemMy [ToyokeHn10.






[Tpu 3TOM Cy6BEKT OOpaleHs TeKapCTBEHHbIX
CpelCTB, OCYLIeCTBJISIOII VI IIPYEeMKY Ha
dapmaliieBTHMYECKUIT CKIIA], JieKapCTBEHHBIX
rperapaToB Ha TeppuTopumn Poccuiickoin
depnepauun, B TeueHue 5 pabounx gHe C JaThl
IIPYEeMKY JIeKapCTBEHHbBIX [IperapaToB U
perucTpanuy B CUCTeMe MOHUTOPUHTA CBeJleHu it 06
OTIrpy3Ke JIeKapCTBEHHBIX IIpernapaToB B PoCCuiicKyo
®denepaliMio U3 rocygapcTB - WieHOB EBpasuiickoro
SKOHOMMYECKOTI0 C0103a 0 IpeicTaB/IeHns
CBeLeHM O JajbHeNIINX onepauysax ¢ TaKMMu
JIeKapCTBEHHBIMMY IIperapaTamMy IOATBEepXKAaeT
IOCTOBEPHOCTb CBeJleHNI, COepyKalluXCs B CUCTEME
MOHUTOPUHTIA, ITyTeM IIpe/iCTaB/IeHNs CBeeHWl B
CUCTEeMY MOHUTOPUHTA, ITPeJyCMOTPEHHBIX ITYHKTOM
7 npuioxkenusi N 3 K HacTosueMy [10/105)KeHu10.

B ciriyuae BpIOOpa 06paTHOTO MOPSIIKA
TIpeCTaBIeHNs] CBeeHI IIPU BBO3e JIeKapCTBEHHbIX
npernaparoB B Poccuiickyro @enepauuio u3
roCyZapcCTB - WieHOB EBpasuiickoro 3KOHOMMUYECKOT0
CO103a CyOBeKT oOpalleHys TeKapCTBEHHbIX CPEeICTB,
OCYIIeCTBJISIONIMIA MPUeMKY Ha dhapmalleBTUIYeCKuii
CKJIaJI TIeKapCTBEHHbIX IIpenapaToB Ha TEPPUTOPUNA
Poccuiickoit @enepaiiyiu 1pyu BBo3e B Poccuiickyio
depnepalio U3 rocygapCTs - WieHOB EBpasuiickoro
9KOHOMMYECKOTO C0I03a, B TeueHue 5 paboumx qHe ¢
JIaThl IPMEeMKH JIeKapCTBEHHbIX IIpernapaToB A0






mpeacTaB/JI€eHUA CBedeHuI O ,ZlaHbHEI}JIHIMX orepanmnsax
C TaKMMMU JIEKapCTBEHHBIMMU IIpeliapaTaMn

MpenCcTaBiIsieT B CUCTeMY MOHUTOPUHIA CBeJleHNs,
npenycMOTpeHHble IyHKTOM 12 nipmnoxkenus N 3 K
HacrosieMy [lonoxxenu1o.

[Ipu 3TOM Cy6BEKT OOpaleHns JieKapCTBEHHbIX
CpelCTB, SBJISIOUINUIACS LepsKkaTesieM I BlaJe/lblieM
PerucTpaluMoOHHOrO YAOCTOBEPEHMS, UITU
MpeCTaBUTENbCTBO MHOCTPAHHONM OpraHmu3aluuy Ha
Tepputopuu Poccniickoit @enepannm, SBasSoOILEnCcs
JepykaTesem WUaN BiaagenbleM perucTpalMuOHHOIO
yIOCTOBEPEeHMS, B TeUeHMe 5 paboumx qHeit ¢ JaThl
perucTpauuy B CUCTEMe MOHUTOPUHIA CBeeHU O
npueMke Ha hapMaleBTUUeCKUit CKIa],
JIeKapCTBEHHBIX MpernapaToB Ha TEPPUTOPUN
Poccuiickoit ®enepaiiviy go mpeacTaBiIeHNs
CBeIeHNIi O AATbHEMIINX Onepalysx ¢ TaAKUMU
JIeKapCTBEHHBIMU IIperapaTaMy MOATBEPXKAAI0T
IOCTOBEPHOCTD CBEJIEHUI, COAEPKALUIUXCS B CUCTEME
MOHMUTOPUHTA, IyTeM IpeACTaB/JIeHs CBeJeHUI B
CUCTEMY MOHUTOPUHTA, MPEAYCMOTPEHHBIX ITYHKTOM
7 npuioxenusi N 3 Kk HacTosueMy [1o10KkeHun0.

o 1 mions 2021 r. moaTBep>XXAeHMe JOCTOBEPHOCTH
CBeIleHUI, TPeCTaBISIEMbIX B CUCTEMY
MOHMTOPMHTA IPpU BBO3€ JIeKapCTBEHHbIX
npernaparoB B Poccuiickyro @enepauuio n3






roCyIapCTB - 4WieHOB EBpasuitickoro SKOHOMMUUECKOTO
CO103a, BIIPaBe OCYLIECTBJIATh CYO'bEKT 0OpaleHMs

JIeKapCTBEHHbBIX CPEJICTB, SIBJSIIOIINIACS AepsKaTeieM
WIN BAaAesblleM perucTpalyioHHOTO
YA0CTOBEPEHMSI, WJIN TPeICTaBUTEIbCTBOM
MHOCTPAHHOI OpraHu3aluy Ha TePPUTOPUN
Poccuiickoit @enepaiivin, SBISIONIENACS depsKaTeiemM
WIN BAaAeblleM PerucTpalyioHHOTO
yIOCTOBEpeHMsI, B COOTBETCTBUM C ab3alieM IIeCTbIM
HACTOSIIEeT0 IMTyHKTa MUJIU OTepaTop CUCTEMbI
MOHMTOPUHTA IyTeM IIPOBEPKU HATUUMS B CUCTEME
MOHMUTOPUHTA 3apeTUCTPUPOBAHHOTO
uneHTudMKaTopa cyobekTa oopaIeHms
JIeKapCTBEHHbBIX CPEJICTB, SIBJISIIOIIET0Cs lepsKaTeaeM
WIM BaesblieM perucTpaliOHHOIO
YOOCTOBEpPEeHMSI, UM MTPeICTaBUTe/IbCTBA
MHOCTPAHHOI OpraHu3aluy Ha TepPUTOPUN
Poccuiickoit ®enepaiiviu, IBISIONIENCS depKaTelemM
WIM BaAesblieM peruCcTpaliOHHOIO
YOOCTOBEPEHMSI, @ TAK)KE 3aperMCTpUPOBAHHOIO KOJa
UIeHTUGUKALIMY WIM KOJa uaeHTUGUKaIUm
TPEeTUYHON (TPAHCIIOPTHOM) YITAKOBKU
JIeKapCTBEHHOTO IIperapaTa, B KOTOPOi HaXOaUTCS
3TOT JIeKapCTBEHHbIN Tpenapar (B ciyJyae repegaun
TPETUYHOI (TPAHCIIOPTHON) YIIAaKOBKM
JIeKapCTBEHHOTO Tperapara eankom). ITo
pes3yJibTaTaM TaKo¥ IPOBEPKU OTlepaTop CUCTEMBbI






MOHMTOPMHTA C UCITOJIb30BAHMEM d)YHKI_U/IOHaIIa
CHCTeMbI MOHUTOPHMHIA OTIIPpAaBJ/IAET CY6'beKTy

obpaleHus JeKapCTBEHHbIX CPeCTB, paHee
OCYIIIeCTBUBIIEMY IIPeCTaB/IeHe B CUCTEMY
MOHUTOPMHTA CBeJIeHNI1 O IIPeAbIAyIlelt orepauum c
JIeKapCTBEHHBIM ITperapaToM, yBeloM/IeH e O
MpeICTaBJIeHNY CB€IEeHMI B COOTBETCTBUM C
ab3alleM ISIThIM HACTOSILEro IMyHKTA, C YKa3aHueM
CBeIeHMIA, TPOBEPEHHBIX OIIEPATOPOM CUCTEMBI
MOHUTOPMHTA.

[TonoskeHMs ab3alia ceJbMOT0 HACTOSIIEro MyHKTa He
pacpoCTPaHsSIOTCS Ha TeKapCTBEHHbIe Mpernaparhl,
rpeHa3HAUYEeHHbIE JIJIsI 00ecIrieueHus UL, 60JTbHBIX
reModuinei, MyKOBUCIIMI030M, T'UIMTOGU3aPHBIM
HaHM3MOM, 60j1e3HbI0 ['O1lIe, 37T0KaYeCTBE HHBIMU
HOBOOOpa30BaHUSAMM JIUMGbOUIHO, KDOBETBOPHOI U
POACTBEHHBIX MM TKaHeli, pacCesiHHbIM CKJIep0O30M,
reMOJIUTUKO-YPEMUUECKUM CUHIPOMOM,
IOHOIIIECKMM apTPUTOM C CUCTEMHBIM HavyaoM,
mykomnoJsmcaxapumgosom I, II u VI Tumos,
anjacTU4YecKoil aHemMmueil HeyTOUHEeHHOI,
HacJ/ieICTBeHHBIM JebuiintoM paktopos II
(dubpUuHOreHa), VII (mabunpHoro), X (CtoapTa -
[Ipayapa), nuti 1ocjie TpaHCIJIAHTALMM OPTaHOB U
(Mnn) TKaHe.

38(1). [Ipu ocymiecTBIeHUM BBOAA B IPAsKAAHCKNIA






000pOT JIeKapCTBEHHBIX MIPEIapaToB, BBE3€HHbIX B
Poccuiickyro @enepaninio U3 rocynapCTs - YIEHOB

EBpasuiickoro 5KOHOMMUYECKOT0 CO103a, CyOBeKT
oOpalieHus JeKapCTBEHHbIX CPeICTB,
OCYILeCTBSION M TPMeMKY Ha dhapmMalieBTUIecKuit
CKJIaf, JIeKapCTBEHHBIX IIperapaToB Ha TePPUTOPUN
Poccuiickoit ®epepauiyu, B TeueHue 5 pabounx mHeit
C IAThl Ipe/iCTaBAeHMSI TOKYMEHTOB U CBeIeHUIA,
MpeayCMOTPEHHBIX YacThio 2 cTaTby 52.1
denepanbHOro 3akoHa "O6 obpalleHnn
JIeKapCTBEHHBIX CPeMICTB", O JIEKAPCTBEHHBIX
rpernaparax, BBOAMMBIX B IPasKIaHCKMIT 000POT, B
denepanbHYIO CTYKOY 10 HAZ30pY B cepe
3[paBOOXpPaHEH NS WJIM TTOJTyYEHUS pa3pelieHns,
MpeayCMOTPEHHOI0 YacThbio 7 ctaTby 52.1
depnepanbHOTO 3aKoHa "O6 obpaleHnn
JIeKapCTBEHHBIX CPeNCTB" (B C/lyyae BBO3a B
Poccuiickyio ®enepaliviio MMMYHOOMOIOTMYECKMUX
JIeKapCTBEHHBIX IMperapaTos), 40 MpeaCcTaBIeHs
CBeJleHNIi O AAJbHEMIINX Onepalysx ¢ TaKUMU
JIeKapCTBEHHBIMM IIperiapaTamiu IpeCcTaB/isieT B
CUCTEMY MOHUTOPUHIA CBeJleHNS,
npenycMOTpeHHbIe ITyHKTOM 13 nipmioskenus N 3 K
HacrosemMy [TosmoxkeHn 0.

39. CBeneHus, mpeacTaBiisieMble CyObeKTaMu
obpaleHus JeKapCTBEHHbIX CPEACTB B CUCTEMY
MOHMUTOPMHTA ITPY OCYIIeCTBIEHM OIlepaLuii






TPETUYHOI (TPAHCIIOPTHOI) YIIaKOBKO
JIeKapCTBEHHOTO TIperapara, puBeeHbl B

npunoxeHun N 5.

40. Ilpu ocy1ecTBIe€HUY arpermpoBaHus
JIeKapCTBEHHBIX IIperapaToB, MUMeIIX OOVH
r7100a/IbHBIN UAEHTUOUKAIMOHHBIT HOMEpP TOPTOBOIA
eqVHUIIbI, CYObeKT 00pallleHusI JiIeKapCTBEHHBIX
CpelCTB HAHOCUT Ha TPETUYHYIO (TPAHCIIOPTHYIO)
YIIAaKOBKY JIEKapCTBEHHOTO IIperapara Koz,
UIeHTUPUKALUY TPETUUHO (TPAaHCTIOPTHOI)
YIIaKOBKM JIEKaPCTBEHHOTO IIpernapara "
IIpefiCTaBlIsIeT B CUCTEMY MOHUTOPUHTIA CBeJleHNs],
MpeaycMOTpeHHbIe TYHKTOM 1 mpwiokeHust N 5 K
HacTtosuemMy IloyokeHn10, 10 IIpeaCTaBIeHNUs
CBeJIeHMUM O JaIbHENMIINX OINepalysIx ¢ TAKUM
JIeKapCTBEHHBbIM IIpernapaToM.

41. TIpu pachopMupoBaHUM TPETUUHOM
(TpaHCIIOPTHOM) YITAaKOBKM JIEKAPCTBEHHOTO
rperniapara, U3bsITUM JIeKapCTBEHHBIX [IperapaToB U3
TPETUYHOI (TPaHCIIOPTHO) YIIAaKOBKU
JIeKapCTBEHHOIO Iperapara, JOIMOJIHUTEeIbHOM
BJIO’KEHUU JIEKapPCTBEHHbIX IIPEeIapaToB B TPETUUHYIO
(TPaHCIIOPTHYI0) YIIAKOBKY JIEKAPCTBEHHOTO
npernapara cyobeKkT 00palleHusI JieKapCTBeHHBIX
CpelCTB IpefCcTaB/sgeT B CUCTEMY MOHUTOPUHTA
CBeLeHMsl, IpelyCMOTPeHHbIe ITYHKTamMu 2 - 4






npunoxkenus N 5 k Hactosiemy [TonoskeHnto, 10
IpenCcTaB/leHus CBefeH O JalbHeNuX ornepanusax
C TaKV/MU JIeKapCTBeHHbIMMU IIperapaTamMmy Uin
TPETUYHOI (TPaHCIIOPTHO) YIIaKOBKO
JIeKapCTBEHHOIO IIpernapara.

42. CBeieHMs, IIpeCTaB/IsieMble CYObeKTaMM
oOpalieHMs JeKapCTBEHHbIX CPEICTB B CUCTEMY
MOHUTOPMHTA IIpM 060pOTE ¥ BHYTPEHHEM
rnepeMeIeHUN JieKapCTBEHHBIX IIPernapaTos,
NpuBeJeHbl B puiaoxkeHun N 6.

43. Cy6beKT oOpalieHus JeKapCTBEeHHbIX CPECTB,
OCYILeCTBSION U TIepeMeleHNe JieKapCTBeHHbIX
rpernapaToB MeX/y aJfjpecamiu MecCT OCYIeCTBIeHUS
IesITeJIbHOCTY COTJIACHO JIMLIEH3UM (C yUeTOM TaKUX
BUIOB JesITeJIbHOCTH, KaK IMPOMU3BOJCTBO
JeKapCTBEHHBIX CPeACTB, hapmalieBTu4ecKas
IesITeTbHOCTDb U JesITeTbHOCTb 110 060pOTYy
HApKOTUYECKUX CPEeACTB, ICUXOTPOIHBIX BEIleCTB U
MX TIPEKYPCOPOB, KYyJIbTUBUPOBAHUIO
HapKOCOLepsKall X pacTeHuin) U (M)
(apmalleBTMUECKMMMU CKIaaMU, B TeueHue 5
paboumx mHel ¢ GaKTUUeCKOi JaThl TIepeMeleHnsI
JleKapCTBEHHBIX MpernapaToB [0 MpeAcTaBaeHNs
CBeJIeHUi 0 JabHeNIINX orepanysax ¢ TaKUMU
JleKapCTBeHHbIMU TIperapaTaMu IpefCcTaBisieT B
CUCTeMYy MOHUTOPUHTA CBeJeHUsI,






NnpeaycMOTpeHHbIe ITyHKTOM 1 nipunoxkeHust N 6 K
HacrosemMy [TosoxkeHn 0.

44, TIpu niepeaye JeKapCTBEHHbIX MTperapaToB
MEXIYy CyObeKTaMy 00paleHnst JIeKapCTBEHHBIX
CpeJIiCTB JOMYCKaeTcs MpecTaBieHne CBeieHii B
CUCTEMY MOHUTOPUHTA CYyOBEKTOM 0OpaleHust
JIeKapCTBEHHBIX CPEICTB, OCYILECTBISION UM
repenayvy JeKapCTBeHHbIX MperaparTos (Janee -
MIPSIMOT TTOPSITOK MpeACTaBIeHUS CBEIEeH It TIPU
060poTe JIeKapCTBEHHBIX MPernapaToB), UIn
CyObeKTOM 0OpalleHust JIeKapCTBEHHbIX CPEJICTB,
OCYIIeCTBSION MM ITPUEMKY JIeKapCTBEHHBIX
rpernaparos (fajiee - 06paTHbIN MOPSIIOK
MpeACTaBIeHUsI CBeleHMii Tpu 060poTe
JIleKapCTBEHHbBIX Mpernaparos).

PenieHne o BbIOOpe MPSIMOTO TOPSIAKA
MpeACTaBAeHMs] CBeIeHMIi Tpu 060poTe
JIeKapCTBEHHBIX ITPeIaparToB JInbo 00paTHOTO
MopSIAKA MpeACTaBAeHMs CBeIeHMIi Tpu 060poTe
JIeKapCTBEHHBIX ITPenapaToB MPUHUMAETCS
CcyobeKkTaMy obpalieHust JieKapCTBEHHBIX CPEJICTB,
MIpeACTaB/SION VMY TaK/e CBeeHUSI,
CaMOCTOSITEJTbHO.

B ciryyae BbIGOpa MPSIMOTO MOPSIAKA ITPe/ICTaBIeHMST
CBeJleHM i1 Tpy 060pOTe JTeKapCTBEHHbIX MpernapaToB






CYOBbEeKT 0OpallleHMsI IeKapCTBEHHBIX CPEJICTB,
OCYIIeCTBIISION M TTepeiauy JIeKapCTBEHHBIX

MIpernapaToB APYroMy CyO'beKkTy 00 palleHust
JIeKapCTBEHHBIX CPELICTB B PaMKaxX I'PaXgaHCKO-
MpaBOBBIX OTHOILIEHMIA, B TeueHMe 1 pabouero IHS C
(akTMuecKoii JaThl OTTPY3KM JIeKapCTBEHHbBIX
MpernaparoB MpeCTaBISIEeT B CUCTEMY MOHUTOPUHTA
CBeJleHMsI, IpeayCMOTPEHHbIE TyHKTOM 2
npwioxeHus: N 6 K HacToseMy [1o0keHHo.

[Tpu 3TOM CyOBEKT OOpaleHNs TeKAPCTBEHHbIX
CpencTB (3a UCKJIIOUeHeM 060C00/IeHHbIX
rnojapasaeneHnin MegUUMHCKUX OpraHu3anuit
(ambynatopuit, benbaiepckux, GenbainepcKo-
aKyIlIepCKUX IIYHKTOB), OCYILLECTB/SIONIA [IPUEMKY
JleKapCTBEHHBIX MpernapaToB OT APYTroro cyobekTa
obpalieHMs JeKapCTBeHHbIX CPeJCTB B paMKax
rpakgaHCKO-TIPaBOBbIX OTHOILEHUIA, B TeueHue 1
paboyero JIHS C 1aThl TPUEMKM JIEKapCTBEHHbIX
IperapaToB U perucrpauum B CucTeMe MOHUTOPUHTA
CBeJleHNi1 00 OTI'PY>KeHHbIX JIeKapCTBEHHbIX
npernaparax Ao IpeAcTaBIeHns CBeIeHUI O
JaJIbHeNIINX Olepanysx ¢ TAKUMU J1eKapCTBEeHHbIMU
rperapaTamMmy MOATBEPXKAAeT LOCTOBEPHOCTh
CBeLleHN, ComepyKaluXCs B CUCTeMe MOHUTOPUHTA,
IyTeM IIpeaCTaBIeHNs CBeIeHUI B CUCTEMY
MOHMUTOPUHTA, IPEeAYCMOTPEHHbIX ITYHKTOM 4
npuioxenusi N 6 K HacToseMy [10105keHUI0.






B ciryuae BpIOOpa 06paTHOTO MOpPsIIKA
MpeJICTaBIeHNS CBeJIEHM T ITpU 060poTe

JIeKapCTBEHHBIX MPEnapaToB CyO'bEKT 00palleHust
JIeKapCTBEHHBIX CPECTB (3a UCKIIYEeHNEeM
000Cc006IeHHBIX TTOAPa3AeeH NI MeIUIIMHCKUX
opraHusauuit (aMoynaTopuii, hebalIepCcKnx,
denbaiIepcko-aKynepcKux MyHKTOB),
OCYILeCTBIISTIONI NI IPUEMKY JIEKapCTBEHHbIX
MpernapaToB OT APYroro CyobeKkTa oopalieHms
JIeKapCTBEHHBIX CPECTB B PaMKaX I'PakAaHCKO-
MPaBOBBIX OTHOIIIEHMUI, B TeueHMe 1 pabouero gHS C
JlaThl IIPMEMKM JIeKapCTBEHHBIX MTpernapaToB
MpeaCTaBisieT B CUCTeMY MOHUTOPUHTA CBeJIeHUS O
TIPUHSTBIX JIEKAPCTBEHHBIX Mpernaparax,
MpeayCcMOTpPEHHbBIE ITYHKTOM 3 mpuiaokeHus N 6 K
HacTosiemMy [TosokeHn 0.

O60co06iIeHHbIE TTOAPA3IeIeHNsT MeOUIIMHCKUX
opraHusanuit (ambynatopun, penrbaiiepckue,
(denpaiepcko-aKymepckme MMyHKTbl) MOATBEPKIAIOT
JIIOCTOBEPHOCTD CBeJIeHUIi, COMleP KallluXCsl B CUCTEMe
MOHUTOPUHTA, U IPEACTABSIOT B CUCTEMY
MOHUTOPUHTIA CBeIeHUS O IPUHSTHIX JIEKapPCTBEHHBIX
rpernapaTax B COOTBETCTBUM C ab3aliaMy YeTBEPTHIM
M TISITHIM HACTOSIIIETO MYHKTA B TeueHue 30 pabounx
JIHEei co IHS MpUeMKH JeKapCTBEeHHbIX IIperapaToB.

[Ipu 3TOM Cy6BEKT OOpaleHns JieKapCTBEHHbIX






CpenCTB, OCYLIEeCTBUBIIMIA ITlepeavy JeKapCTBEHHbIX
MpernapaToB APYroMy CyObeKTy 00palleHust
JIeKapCTBEHHBIX IPeIapaToB B paMKax rPaXkAaHCKO-
MpaBOBBIX OTHOIIIEHWII, B TeueHMe 1 pabouero mHS C
JIaThl PErUCTPaLMU B CUCTEME MOHUTOPUHTA
CBeIeHNIi O TIPUHSITHIX TIeKaPCTBEHHbBIX MIpenaparax,
HO [10 TIpeICTaBJIEHUS CBeeHUN O JaIbHeNIINX
orepanusx C TaKMMU JIeKapCTBEHHbIMU
rperapaTamm MOATBEPKAAET JOCTOBEPHOCTD
CBeIeHN, CogepXKalMXCs B CUCTeMe MOHUTOPUHTA O
repefaHHbIX TeKapCTBEHHbIX IIpernaparax, nyTemM
MpeACTaBlIeHNs CBeJeHMIT B CUCTeMY MOHUTOPUHTA,
NpenyCcMOTPEHHBIX ITYHKTOM 4 npuiaoxkeHus N 6 K
HacTtosuiemMy [lomoxkeHun1o.

o 1 mionst 2021 r. moaTBep>XXKAeHME TOCTOBEPHOCTU
CBEIeHUA, IPeCTAB/ISIEMBIX B CICTEMY
MOHUTOPMHTA IPU 060POTE JIEKAPCTBEHHBIX
MperapaToB, BIIPaBe OCYIIECTB/ISITh CyObEKT
obpalieHus JeKapCTBEHHbIX CPeICTB,
OCYIIeCTBUBINMII TTepeavy JIeKapCTBEeHHBIX
MpernapaToB APYTOMYy CYObeKTY O6paleHust
JIeKapCTBEHHBIX MTPEIapaToB B paMKax IpakIaHCKO-
MIPaBOBBIX OTHOIIEHU, B COOTBETCTBUY C ab3a1iem
IIeCTHIM HACTOSIIEr0 MYHKTA MUY OTIePaTOP CUCTEMBI
MOHUTOPMHTA ITyTEM ITPOBEPKM HAIMYMS B CUCTEME
MOHUTOPUHTA UAEHTU(GUKALVIOHHOTO HOMepa
HaJIOTOIIaTe bIIMKa CyOheKTa 0OpaleHnst






JIeKapCTBEHHbBIX CPELICTB, OCYILECTBUBIIErO Mepeaavdy
JIeKapCTBEHHBIX MTPEMapaToB IPYroMy CyObeKTY
obpaleHus JeKapCTBeHHbIX ITPerapaToB B paMKax
IPaKIaHCKO-ITPAaBOBbIX OTHOLIEHMI, & TAKXKE
3aperucTPMpPOBaHHOTO KOJa MAeHTUDUKALINY WU
KoJa UaeHTUDUKAIUU TPETUYHO (TPaHCIIOPTHOI)
YIIaKOBKM JIEKAPCTBEHHOIO TIpernapara, B KOTOpo
HaxXOAMTCS 3TOT JIEKapPCTBEHHBIN ITpenapar (B cryJdae
rnepegavyy TPeTUYHONM (TPAHCHOPTHONM) YIaKOBKM
JIeKapCTBEHHOTrO Tperapara ueankom). I1To
pe3yJibTaTaM TaKOWV MPOBEPKU OTlepaTop CUCTEMBI
MOHMUTOPMHTA C MCIIOb30BaHMeM (QYHKIMOHAIA
CUCTEMbI MOHUTOPMHTA OTIIPABIISIET CYObEKTY
oOpaleHus JeKapCTBeHHbIX CPEICTB, paHee
OCYILeCTBUBILIEMY TIpeACTaB/IEHNE B CUCTEMY
MOHUTOPUHTA CBEIeHUI O TIpeabIayIleli onepamnum C
JIeKapCTBEHHBIM IIpenapaToM, yBeJOMJIEHME O
NpencTaBJIeHNY CBeNeHUI B COOTBETCTBUM C
ab3allem ISIThIM HACTOSIIEro MyHKTa, C yKazaHuem
CBeJleHUM, MIPOBEPEHHBIX OTIEPATOPOM CUCTEMBbI
MOHUTOPUHTA.

[TonmoskeHust ab3alia ceIbMOTO HACTOSIILETO ITyHKTA He
pPacnpoCTPaHAIOTCS Ha JieKapCTBEHHbIe IIperaparsl,
npefgHa3HaueHHbIe 1151 obecrevueHust anL], 60JIbHbBIX
remodumeit, MyKOBUCIIMIO30M, T'UTTODMU3apHBIM
HaHU3MOM, 60Jie3HbI0 ['ollle, 3710KaUeCTBEHHbBIMMU
HOBOOOGpPa3oBaHMUSIMM TMMQPONUITHO, KPOBETBOPHOI U






POAOCTBEHHBIX M TKaHEVI, paCCesaIHHBIM CKJIE€PO30M,
reMOJIMTUKO-YpeMNIEeCKMM CMHAPOMOM,

IOHOIIeCKMM apTPUTOM C CUCTEMHBIM HauyaaoM,
mykornoaucaxapuzosom I, Il u VI Tunos,
arIacTUYecKo aHemMueli HeyTOUHEeHHOI,
HacJ/ieACTBeHHbIM AeduiiutoM pakropos II
(dubpUuHOreHa), VII (mabunpHoro), X (CtoapTa -
[Ipayspa), 1ui TToc/e TPaHCIJIaHTaLMM OPTaHOB U
(Mnn) TKaHe.

44(1). ITpu nepenaue dbenepaabHbIM OpraHam
UCIIOJTHUTEIbHOM BJIACTU, OpTaHaM roCy1apCTBEHHO
BJIacTU cy6BeKTOB Poccuiickoit ®emepauym u
YIIOJITHOMOYEHHBIM MMM OpPraHU3al UM
JIeKapCTBEHHBIX IIperapaToB, 3aKynaeMbIX A/ HYK]I
000pOHBI CTpaHbI ¥ 6€30MaCHOCTY TOCYIApPCTBA,
OKa3aHMs ryMaHUTApPHOM ITOMOILLM, JIMKBULALN
MOC/IeICTBUI Upe3BbIUaiiHbIX CUTYAIIUIA,
KPYITHOMACIITAOHbIX aBapuit ¥ MHIIVIEHTOB
MPUPOJHOTO ¥ TEXHOTE€HHOI'O XapaKTepa, B LIeJIsIX
VUCK/IIOUeHUST BO3MOKHOCTY PaCKpbITUSI CBEeIeHUA,
OTHECEHHBIX K rOCyIapCTBEHHO TaliHe, CyObeKT
oOpalleHus JeKapCTBeHHbBIX CPECTB,
OCYILECTBIISIONI NI ITIepeavy TakuX JIeKapCTBEeHHbIX
MpernapaToB, B TeUeHue 5 pabounx JHe C JaThl
(dakTHUecKoit OTTpy3KM JIeKapCTBEHHBIX ITperapaToB
MpeacTaBisieT B CUCTeMY MOHUTOPUHTA CBEIEHUS O
BBIBO/I€ JIEKAPCTBEHHBIX ITperapaToB 13 060poTa, 3a






MCKIIOYEHNEM CBE,Z[EHMVI, MnpeayCMOTpPEHHBIX

MoamyHKTamu 'r*, "m", "X" - "u" nmyHkra 1
npuioxenusi N 4 K HacTosemy [1omokeHu1o.

[Mopsimox mpeacTaBieHMs CBeAeHnli O BbIBOIE U3
060poTa JIeKapCTBEHHBIX MIPeIapaToB, YKa3aHHbBIX B
ab3alie 1epBOM HACTOSIIETrO ITYHKTA, YTBEPIKAAETCS
MuHMUCTEpPCTBOM 3ApaBoOXpaHeHUsT Poccuiickoii
®denepauyu.

44(2). CyobekT obpaiieHus J1eKapCTBeHHbBIX CPEICTB,
BBITIOTHSIIOMIV QYHKI[MM 110 ayTCOPCUHTY TIpU
repenayve cyobeKTam o6paleHus JIeKapCTBEHHbIX
CPeACTB, OCYIIECTBISIOIIMM OTITYCK JI€KaPCTBEHHbBIX
TpernapaToB OeCIIaTHO MJIM CO CKUIKOJ IO pelenTy
Ha JIeKapCTBEeHHbIe TTperapaThl, TeKapCTBEeHHbBIX
MpernapaToB, 3aKylaeMbIX JJj1s1 06ecriedeHusI TpaskaaH
3a cueT cpeAcTB demepasbHOro O6raKeTa U (M)
CpencTB 0101KeTOB Cy6obeKTOB Poccuiickoii
denepaiun, B TeueHue 1 paboyero OHs €
(akTHUecKoit AaThl OTTPY3KM JIeKaPCTBEHHBIX
MpernapaToB MPeICTaB/IsSIeT B CUCTEMY MOHUTOPUHTA
CBeJleHMs, IPeTyCMOTPEHHbIE ITYHKTOM 6
npwioxeHus: N 6 K HacTosieMy [TomoskeHno.

[Tpu 3TOM Cy6BEKT OO6paleHNs TIeKapCTBEHHbIX
CcpencTB (32 UCKIIOUEeHEM 000C00IeHHBIX
rmoApasaeneHnit MeIVUIIMHCKUX OpraHu3anuii






(ambynaTopuii, henbaiiepckux, Geabaiiepcko-
aKyIlIepCKUX MYHKTOB), OCYIIECTBISIIOLINI TPUEMKY
TaKMX JIEKAPCTBEHHBIX MTPEIapaToB, B TeyeHue 1
paboyero THS C IaThl TPUEMKM JIeKapCTBEHHbIX
TpernapaToB U perucTpauuy B CUCTeMe MOHUTOPUHTA
CBeJIeHMI1 00 OTIPY>KeHHBIX JIeKapCTBEHHBIX
rpernaparax J1o mpeicTaBJIeHNs CBeIeHU O
JaTbHENIINX OTIEPAIMSIX C TAKVMMM JIEKapCTBEHHBIMMU
rpernapaTamu MOATBEPXKIaeT NOCTOBEPHOCTh
CBeJIeHN 1, ColepyKaIIMXCs B CUCTeMe MOHUTOPMHTA,
MyTeM ITpe/ICTaBIeHNs] CBeeHU, MpelyCMOTPEHHBIX
IIYHKTOM 4 nipunoxeHust N 6 K HaCTOSLLeMy
[TonoxeHunto.

060co61eHHbIE TTOApa3IeTeHUS MeAVLITHCKUX
opranusauuii (amoynatopun, henbaiiepckue,
(denbalepcko-aKkyiepcKye MyHKThI) MOATBEPXKIAI0T
JIOCTOBEPHOCTh CBEIeHMI, COIEePKAIIMUXCS B CUCTEME
MOHUTOPMHTA, B COOTBETCTBUM C ab63a1leM BTOPBIM
HACTOSIIIET0 MyHKTa B TeueHue 30 pabounx gHed co
IHS TIPMEeMKM JIeKapCTBEeHHBIX ITPeIapaTosB.

45. CybbekT obpalleHus JIeKapCTBEHHBIX CPECTB,
OCYILLECTBIISIOU I KOHTPAKTHOE (TIOAPSILHOE)
MPOU3BOACTBO JIeKAaPCTBEHHBIX ITperapaToB Ha
Tepputopuu Poccuiickoin ®enepanun, rpu repegaue
JIeKapCTBEHHBIX IIperapaToB (FTOTOBO MPOLYKLIVIN)
CyOBeKTYy 0OpaleHus JIeKapCTBEHHBIX CPEICTB,






SIBJISIIONIEMYCST 3aKa3UMKOM TaKOTO KOHTPaKTHOTO
(MOJPSIIHOTO) IMTPOMU3BOJICTBA, B TeUeHMe 5 paboumx
IIHe¥ ¢ maThl Iepeaaun JeKapCTBEHHbIX ITperapaToB
MIpeJICTaB/IsIeT B CUCTEMY MOHUTOPMHTA CBEIeHNS,
MpeayCMOTpeHHbIe ITYHKTOM 5 npuioskeHust N 6 K
HacToseMy [TooxkeHMIO.

[Ipu 3TOM Cy6BEKT OOpaleHNs JeKapCTBEHHbIX
CpelCTB, SIBISIIOIIMICS 3aKa3UMKOM KOHTPAKTHOTO
(mompsiAHOTO) IPOU3BOACTBA JTeKaPCTBEHHbBIX
IpernaparoB, B TeUeHMe 5 pabounx JHe ¢ JaThl
MIPUEeMKMU JIEKapPCTBEHHBIX IIperapaToB U
perucTpauumn B CMCTEMe MOHUTOPUHTA CBEeHUI O
repenaHHbIX JIEKAPCTBEHHBIX Iperaparax 10
MpecTaBJIeHNs CBeAEHUIA O NaJbHEMIINX OreparusixX
C TaKMMM JIeKapCTBEHHBIMMU IperapaTamMmu
MOATBEPKAAET JOCTOBEPHOCTD CBEEHUA,
copepKaluxcs B CUCTeMe MOHUTOPUHTA O
repenaHHbIX JIEKAPCTBEHHBIX Iperaparax, myTem
MpeacTaBJieHus CBeleHl B CUCTeMy MOHUTOPUHTA,
MpeayCMOTPEHHBIX ITYHKTOM 4 MpuiokeHns N 6 K
HacTtosuemy [TomoxkeHno.

46. CyobekT obpalieHns JeKapCTBEHHBIX CPeICTB (3a
MCKITIOUeHMeM 000CO6IeHHBIX TOIpa3 e/ IeHI i
MeIVIVHCKUX OpraHu3anuit (aMoymaTopuii,
denbauiepckux, deynbaiiepcko-aKyuepckux
ITyHKTOB), OCYILLECTBISIOINIT BBIBOJ, 13 060pOoTa






JIeKapCTBEHHBIX IIPeIapaToB (32 UCKIIOUEHMEM
BBIBOZA 13 000pOTa JIEKaPCTBEHHbBIX IIpenapaToB

IIyTeM BbIBO3a paHee BBEe3eHHbIX B POCCUIICKYIO
depnepanyiy JieKapCTBEHHBIX IIpernapaTos,
YHUUTOXEHMSI IeKapCTBEHHbIX MPerapaTos,
MOMeIleHHbIX 10/, TAMOXXEeHHYIO MPOLeaypy
YHUUYTOXEHMSI, BbIBO3a JIEKAPCTBEHHBIX IIperapaTos,
MapKMPOBAHHbBIX CpeJICTBAaMU UAeHTUUKALINY, 32
peesbl TAMOXEHHO Tepputopum EBpasniickoro
3KOHOMMYECKOI'0 COI03a, IOMEIIeHHbIX MO,
TaMOKeHHYIO IIPOoLelypy SKCIIOPTa, UK [lepenauu
Ha YHUUTOXEHMe paHee BBeIe HHbIX JIEKapCTBEHHbIX
rpernapaToB B IPasKIAHCKMIT 060POT Ha TepPUTOPUN
Poccuiickoit ®emepaninn), B TeueHmue 5 paboumx qHeii
C IAThl COOTBETCTBYIONIEN OTepanum Uin C JaThbl
MPMEeMKMU JiIeKapCTBEHHBIX ITpernapaToB Ha
dapmaieBTMUYECKUIT CKIaL, (IPYU BBIBOAE U3 000pOTa
JIeKapCTBEHHBIX IIPEIapaToB B 30HEe TAMOXXEHHOTr'0
KOHTPOJISI) TIPeACTaBIIsIeT B CUCTEMY MOHUTOPUHTA
CBelleHsI, MpeyCMOTPEHHbIe TyHKTOM 1
npwioxenusi N 4 K HacTosiemy [1o0keHu1o.

O60co006iIeHHbIE TTOAPA3IeIeHNS MeOUIIMHCKUX
opraHu3anuit (amobyaaTopuu, GenrbamnepcKme,
denpaiepcko-aKymepckye MyHKThI) B TeueHue 30
pabounx mHel Co JHS COOTBETCTBYIOIIEl orepanumn
MPeACTaBISIIOT B CUCTEMY MOHUTOPUHTA CBeIEeHMS,
peaycMOTpeHHbIe ITYHKTOM 1 ripuimoxxkenus N 4 K






HacCToAglmemMy [TonoxkeHuto.

47. Cy6bexT obpaleHus JeKapCTBEHHbIX CPEeICTB,
OCYIIeCTBISIONI M BBIBOJ, 3 060pOTa
JIeKapCTBEHHBIX MTpernapaToB IyTeM YHUUTOXKEHMS
JIeKapCTBEHHBIX IIPerapaToB, TOMeIeHHbIX MO
TaMOXeHHYI0 TPOLeyPy YHUUTOKEHMS, BbIBO3a
JIeKapCTBEHHBIX MpernapaToB, MapKMPOBaHHbBIX
cpeAcTBaMM UAeHTUGUKALIVN, 3 TIPeIeIb
TaMOK€HHOI Tepputopuu EBpasniickoro
9KOHOMMYECKOTO C0I03a, TIOMeLeHHbIX 07,
TaMOXXeHHYIO ITPOLeIyPy IKCIIOPTA, IPeACTaBIsIET B
CUCTEeMY MOHUTOPUHTA CBeJleHMSI,
IpefyCMOTPeHHbIe IYHKTOM 2 npuioxkeHus N 4 K
HacrosiemMy ITonoxkeHuo, B TeueHue 5 pabounx
IHEeN C 1aThl COOTBETCTBYIOIIEI OIepalymn.

48. CybobekT obpalleHus JIeKapCTBEHHBIX CPECTB,
OCYILeCTBISIION I BBIBOZ, U3 000pOTa
JIeKapCTBEHHBIX IIPeIapaToB MyTeM Iepenadymu
JIeKapCTBEHHBIX MPeIapaToB Ha YHUUTOXKEHME, B
TeyeHMe 5 pabounx AHeI ¢ JaThl epeaaun Ha
YHUUTOXXEHME JIeKapCTBEHHBIX MTpenapaToB 10
TpeJicTaBIeHMS CBeJleHMi1 O (paKkTe YHUUTOKEHUS
JIeKapCTBEHHBIX MPeIapaToB NpeaCcTaB/seT B
CUCTEeMY MOHUTOPUHTA CBeIeHMS,
MpeayCMOTpPEeHHbIE ITYHKTOM 3 TipuiiokeHus N 4 K
HacrosemMy ITonokeHuIO.






[To uToraM YyHMYTOKEHMSI JIeKaPCTBEHHBIX
MpernapaToB CyObEKT 0OpaIeHusl JIeKapCTBEHHBIX

CpelCTB, OCYLIeCTBUBIINIL ITlepeiavy JeKapCTBeHHbIX
MpernapaToB Ha YHUYTOXEHNE, B TeueHne 5 paboumx
IHe¥ ¢ JaThl OIyYeHUs aKTa 00 YHUUTOXEHUU
MpeaCcTaBiIsieT B CUCTeMY MOHUTOPUHTA CBeJeHuS,
penyCMOTpeHHbIe TTYHKTOM 4 nipuiioxkeHus N 4 K
HacTrosuemy [lomoxkeHun1O.

49. Cy6beKT obpalieHus JeKapCTBEHHbIX CPEeCTB,
OCYIIEeCTBJISIONINIT BBIBOJ, 13 060pOTa
JIeKapCTBEHHBIX [TPeIapaToB IyTeM OCYILIeCTBIEHMS
PEsKCIIopTa, B TeUeHue 5 pabounx qHeit Co THS
peIlleHNsI O Pe3KCIIOPTe, IPUHSATOIO TaMOXKEHHbIMMU
opraHaMu, IpeiCTaB/sIeT B CMCTEMY MOHUTOPVHTA
CBeIeHMs, MPeIyCMOTPEeHHbIe TYHKTOM 2
npunoxkenus N 4 kK Hactosiemy ITooskeHuIo.

50. TIpu ocyiiecTBIeHMY TTIOBTOPHOTO BBOAA B 000POT
JIeKapCTBEHHBIX NTpernapaToB (3a UCKIIYeHEM
JIeKapCTBEHHBIX MIpernapaToB, CBeleHMs O BbIBOJE U3
060pOTa KOTOPBIX MTPeCTaBIEHbI B CUCTEMY
MOHMUTOPUMHTA B COOTBETCTBUM C ITYHKTOM 44(1)
HacTosiero ITosoxkeHus ) cyobekT oopalieHust
JIeKapCTBEHHBIX CPE/ICTB, PaHee OCYIeCTBUBIINIA
BBIBOJI, 13 060pOTAa JIeKapCTBEHHBIX MPernapaToB UIu
BBIITYCK TaKMX JIEKAPCTBEHHbBIX IIperapaToB BHE
Tepputopuu Poccniickoit @epepaunm (B ciaydae






BbIBO3a paHee BBe3eHHbIX B Poccuiickyro denmepaniuio
JIeKapCTBEHHBIX IIPeIapaToB), B TeUeHue 5 pabounx
JIHEeN ¢ J1aThl COOTBETCTBYIOIEN oTlepaluumn
MpeCcTaBIsIeT B CUCTEeMY MOHUTOPUHTA CBeJleHNS,
npenycMOTpeHHbIe IyHKTOM 14 npuioxkeHns N 3 K
HacTtosuemMy [TomoxkeHuo.

[TopsimoxK npencTaBieHUs CBeLeHNUl O TIOBTOPHOM
BBO/JIe B 000POT JIeKapCTBEHHBIX MTPeIapaTos,
yKa3aHHbIX B a63alie BTOPOM IMyHKTa 44(1)
Hacrosero [TomokeHns:, yTBepsKIaeTCs
MuHMUCTEpPCTBOM 3 paBoOXpaHeHUsT Poccuiickoii
®denepalu.

51. CybbeKkThI 06palieHnst JIeKapCTBEHHBIX CPeJICTB,
OCYIIeCTBISION e PO3HUYHYIO TOPTOBITIO
JIeKapCTBEHHBIMM MIperapaTaMyu U OTITYCK
JIeKapCTBEHHBIX MTPEMapaToB CO CKUAKOI 10 pelenTy
Ha JIeKapCTBEHHbIE ITperapaThl, MApKMPOBAHHbIX
cpeAcTBaMU UAeHTUGUKALIUA, TTPeCTaBISIOT
CBeJIeHNsI O BbIBOJe M3 000pOTa JIeKapCTBEHHbBIX
MpernapaToB C UCI0Jb30BaHMEM KOHTPOJIbHO-
KaCCOBOJ TEXHUKM.

[Tepemava nHGOpMaLM B CUCTEMY MOHUTOPUHTA O
JIeKapCTBEHHBIX ITpernapaTax, BbIBeIeHHbIX U3
obopoTa cyobeKkTaMyu 06paleHms TeKapCTBEHHBIX
CPenCTB, He MIPUMEHSIOIMMY KOHTPOJIbHO-KaCCOBYIO






TEeXHUKY UJIN IIPUMEHAIIMMMU KOHTPOJJIbHO-
KaCCOBYIO TEXHUMKY B DEXXKMMeE, HE

MpeaycMaTpuBamIneM 06s3aTeIbHOI epesaun
(uckambHBIX JOKYMEHTOB B HaJIOTOBbIE OPTraHbl
yepe3 ornepaTopa GUCKaIbHBIX TaHHBIX, B CJIYUAsX,
yCTaHOBJIeHHbIX PeepabHbIM 3aKOHOM "O
MMpUMEeHEeHUM KOHTPOJIbHO-KAaCCOBOV TeXHUKU TIPU
OCYIIIEeCTBJIEHUN pacueToB B Poccuitckoim
®denepanyn’, MPOM3BOAUTCS TAKUMU CyObEKTAMU
obpaleHus JeKapCTBEHHbIX CPEACTB C
MCM0JIb30BaHMeM (QYHKIMOHAJIA CUCTEMbI
MOHUTOPUHTA.

Cy06beKTbl 0OpalieHnsT TeKapCTBEHHBIX CPEICTB,
OCYIIECTBJISIONI e MEeIUIIMHCKYIO IeSITeIbHOCTh U
BBIBOJI 13 060POTa JIeKapCTBEHHBIX ITPenapaToB MIpu
OKa3aHUM MeIUIIMHCKOM IMTOMOIIH, a TAKKe CYObEKThI
obpaleHus JeKapCTBeHHbIX CPEACTB, OTITYCKAIOIIe
JIeKapCTBEHHbIE ITperapaThl 6eCIIaTHO 10 PeIenTy
Ha JIeKapCTBEHHbIE IpeIapaThl, IPeICTaB/ISIOT
MHbOPMAIMIO B CUCTEMY MOHUTOPMHTA O BbIBOJIE U3
0060poTa JieKapCTBEHHBIX MTPeIapaToB MyTeM OTIyCKa
JIeKapCTBEHHBIX MTPerapaToB OeCIIaTHO 110 pelernTy
Ha JIeKapCTBEHHbIE TIperapaThbl WM OTITyCKa IIpu
OKa3aHMUM MeIUIMHCKO ITOMOIIM C
MCITOJIb30BaHMEM PETUCTPATOPOB BHIOBITHS,
MpeICTAB/ISIEMbIX OTIEPATOPOM CUCTEMBI
MOHMUTOPMHTA.






OcHaleHue CY6'I>EKTOB O6p3.].L[€HI/IH JIEKapCTBEHHbIX
CpeacTB, OCYIIECTB/IAIOIINX BbIBOM 13 o6op0Ta

JIeKapCTBEHHBIX ITPeIapaToB Py OKa3aHUM
MeAUIIVHCKO ITOMOIIY VJIM ITyTeM OTITyCKa
6eCIJIaTHO JIEKapCTBEHHBIX IIPEIapaToB 10 PELenTy
Ha JIeKapCTBEeHHbIE ITpernapaThl, perMcTpaTopamMu
BBIOBITYSI OCYIIECTBJISIETCSI OTIePATOPOM CHUCTEMBI
MOHUTOPUHTA Ha 6e3B0O3Me3qHOV OCHOBE. B 1es1x
TaKOTO OCHaIlleHMs CyObeKThI 0OpaleHus
JIEKapCTBEHHBIX CPEICTB 3aK/II0UAIOT C OIIEPATOPOM
CUCTeMbI MOHUTOPMHTIA JOTOBOPHI, B TOM YICJIE
coziepsKallye yCA0BUS IIPeaoCTaBIeHMs TaKOIO
000pyIOBaHMS M €T0 PerJIaMeHTHOTO 00 CTYKMBaAHMS
Ha 6e3B03Me3HOJi OCHOBE.

TumoBast opma TakKMX JOTOBOPOB YTBEPKIAETCS
MMHUCTEPCTBOM NPOMBIIIZIEHHOCTY U TOPT OB
Poccuiickoit @enepatiun.

B ciriydae HepabOTOCIIOCOOHOCTH perucTpaTopa
BBIOBITHS, TIOATBEPKIEHHO YBeIOMIEHMEM,
HarpasJiseMbIM CyObEKTOM OOpaIleHMsI
JIEKapPCTBEHHBIX CPEICTB OIIePaTOPy CHUCTEMBbI
MOHUTOPWMHTA, TIepeiava CBeIeHNIT O BbIBOJIE U3
060poTa JIeKapCTBEHHBIX MTPerapaToB MyTeM OTITyCKa
JIeKapCTBEHHBIX MTPerapaToB OeCIIaTHO MM OTITyCKa
IIpY OKa3aHUY MeIUIIMHCKOM ITOMOIIM Ha ITePUOT,
BOCCTAHOBJIEHMST pabOTOCIIOCOOHOCTH UM 3aMEHbI






permcTpaTopa BhIOBITHUS OCYILECTB/ISETCS CYy6hEeKTOM
obpaliieHus TIeKapCTBEHHbIX CPEJICTB C

MCMOJIb30BaHMeM (QYHKIIMOHAJIA CUCTEMbI
MOHMUTOPMHTA.

52. Cy6peKkTsl obpalieHus JeKapCTBEHHbIX CPeICTB
1pu 0OHapykKeHUM OLIMOOK B CBeJIeHMUSIX
(HemOCTOBEPHBIX CBeJIeHMI), TIpeICTaBIE€HHbIX UMM B
CUCTeMYy MOHUTOPUHTA IIPU BBOJZIE B 000POT
JIeKapCTBEHHBIX ITPeIapaToB 1 060poTe
JIeKapCTBEHHbBIX MIPerapaToB, MPeICTaBIISIOT B
CHUCTEMY MOHUTOPUHTA MHGOPMALIMIO, HEOOXOIUMYIO
IJIS1 MICTIpaB/IeHMST YKa3aHHBIX OLIMOOK B CBeJeHUSIX
(HemOCTOBEPHBIX CBeZleHMIN) (fajiee - UCIpaBieHue
OINOOK).

CyObeKTbI 06paleHnst TIeKapCTBEHHBIX CPENICTB
BIIpaBe BHECTY UCITPABIE€HMS OIIMOOK O TOTO
MOMEHTA, KOTJa OHM ObLIM YBeJOMJIEHbI O
Ha3HaueHUM B OTHOILIEHUM HUX IIPOBEPKMU,
OCYIIeCTBJISIEMO} B YCTAaHOBJIEHHOM ITOPSIAKE
denepasibHOI CITYKOO0I 110 HAZ30PY B chepe
3IpaBOOXpaHeHUs, IO (PaKTy MpeAcTaBiIeHMUs
CcyobeKkTaMu obpalieHust JiekapCTBEHHBIX CPEJICTB
OIIMOO0YHBIX (HeJJOCTOBEPHDIX) CBEIe HUIA.

B ciiyuae eciu B IpeicTaBJI€HUM CBeIeHMIA, B
KOTOPBIX OOHAPY>KEeHbI OMIMOKM (HeJ 0CTOBEepHbIe






CBeJleHM ), y4aCTBOBAJIM APYTHE CYyObEeKThI
oOpaleHus JeKapCTBeHHbBIX CPEeICTB, TO

MCITPaBJIEHMS OIIMOOK CUMTAIOTCS IIPUHITHIMM T10CJIE
TOATBEPKIEHMS JOCTOBEPHOCTHU IPeiCTaBIe HHbIX
MCITpaBJIEHN OMIMOOK B CHCTEME MOHUTOPUHTA
BCEMM YYaCTHUKAMM ITPeACTaBIeHUs CBeIeH!, B
KOTOPBIX OOHAPYKEeHbI OMIMOKM (He0CTOBEPHbIE
CBeleHM ).

o 1 urons 2021 r. moyoxkeHus absaiia TpeTbero
HACTOSIIIIETO ITyHKTA He paciIpoCTPaHSIOTCS Ha
CJTy4ay MCIIpaBjIeHMs OMMOOK B CBEIEHMSIX,
MpeICTaBIeHHBIX CyObEeKTaMM 0OpaleHus
JIeKapCTBEHHBIX CPEJICTB B CUCTEMY MOHUTOPUHTA B
Topsiike, IpeayCMOTPEHHOM ab3araMy IS ThIM U
JIecSIThIM ITYHKTA 37, a63a1ieM MSThIM ITYHKTa 38 1
ab3areM IAaThIM MyHKTa 44 HacTosiero [TomoskeHus.
B yka3aHHbBIX C/Iy4asx JOCTOBEPHOCTD
MpeACcTaBJIeHHbIX UCIIPABIEHMIi OIIMOO0K B CHCTEME
MOHMUTOPVHTA MOATBEPXKAAETCS B COOTBETCTBUMU C
ab3amamMu ceIbMbIM M JeCSIThIM IIYHKTA 37, ab3aiemM
ceabMbIM ITYHKTa 38 1 ab3alieM celbMbIM MTyHKTa 44
HacTosiero IomoxeHus.

B cucTeMy MOHUTOpPMHTA BHOCSITCS CI€AYIOLIE
MCIIPaBJIEHMSI OIIMOOK B OTHOILIEHMM COOCTBEHHBIX
ornepanui:






OTMeHa CyO'beKTOM 00palleHMsI JIeKapCTBEHHBIX
CpeJliCTB paHee 3aperMCTpUPOBAHHON orepauuu (B
cyJae, eciiu IocJie TaKoi orepamnumu He 6bLUIn
COBepIIEeHbI JeCTBUS C IepexooM MpaBa
COOCTBEHHOCTM Ha JIeKapCTBeHHbIE ITperapaThl);

OT3bIB COODIIEHNST 00 OTTPy3Ke JTIeKapCTBEHHbBIX
MpernapaTroB CyObeKTOM 0OpallleHNsT JIeKapCTBEHHBIX
CPEeJICTB - OTIIPABUTE/IEM TaKOT'O COOOIIEHMS,
repeaHHOrO MOJTyYaTeTio JIeKapCTBEHHbBIX
npenapaTtoB. Takass KOPPEKTMPOBKA BO3MOKHA 10
repenauy CBeIeHMI1 O MOATBEPKAEHMUM TTepeIaun
JIeKapCTBEHHOTO IpernapaTa IpyruM CyobeKTOM
obOpaleHus JeKapCTBEHHbIX CPEICTB;

0TKa3 cybbeKTa 00palleHus IEKapCTBEHHBIX CPEICTB
- TIOJTy4YaTesIsl IEKapCTBEHHBIX MTPENapaToB OT
MIpMEeMKM JIeKapCTBEHHBIX MpernapaToB. Takast
KOPPEKTUPOBKA BO3MOSKHA JI0 TTepefauy CBeIeHMIi O
MTOATBEPKIEHUY TIepeIauy IeKapCTBEHHOTO
npernapara ApyruM cy6beKToM o6palieHus
JIeKapCTBEeHHbBIX MTperapaTos;

KOPPEeKTUPOBKA CYyObeKTOM 0bpaleHust
JIeKapCTBeHHBIX CPeCTB PaHee HalpaBIeHHbIX UM
CBeIeHMI B CUCTeMY MOHUTOPYHTA O Iepegaye
JIeKapCTBEHHOTO Mpernapara IpyromMmy cyobekTy
obpalieHus JTeKapCTBeHHbIX CPEJICTB C






MOATBEPKIEHMEM TaKOil KOPPEKTUPOBKU CyOBEKTOM
obOpaleHus JeKapCTBEHHbIX CPeACTB, KOTOPOMY

repeagaHbl TaKMe JIeKapCTBEHHbIE ITIperapaThl.

53. B1OKMpPOBKA MPUHSITUS CUCTEMOI MOHUTOPMHTA
CBeJIeHMI1 0 BBOJIe B 060POT JIEKAPCTBEHHbBIX
rpernapaTroB, 06 060poTe U (MJIM) O BHIBOJIE U3
0060poTa JiekapCTBEHHbBIX MTperapaToB (gajee -
6JIOKMPOBKA) OCYIIIECTBJISIETCSI B aBBTOMaTUYECKOM
pexxuMe B COOTBETCTBUM C periaMeHTOM,
orpezesisieMbIM OME€PaTOPOM CUCTEMbI MOHUTOPUHTA
U corjIacoBaHHbIM ¢ DemepanbHO CIIYKO0I 11O
Haz30py B cdhepe 3ApaBOOXpaHEHMSI.

[lepeueHb IPUUYMH GITOKMPOBKYM ITPUBEIEH B
npunoxxeHun N 7.

[Ipu ycTpaHeHUM CyO'beKTOM OOpalieHust
JIeKapCTBEHHBIX MPENapaToB MPUYNH, TOCTYKUBIINX
OCHOBaHMeM Jj151 6;IOKMPOBKM, OTMeHA GJIOKMPOBKMU
OCYIIECTB/SIETCSI B aBBTOMATUYECKOM PEXUME.

B oTmenpHBIX Cilydasix, nepeyeHb KOTOPbIX
onpenensetcs OenepanbHON CTyKO07 110 HAZ 30Dy B
cdepe 3apaBOOXpaHEHMS, TIPU OJIOKMPOBKE
JOITyCKaeTCsl BO3MOXKHOCTD Iepefaun CBeleHni O
BO3BpaTe JIeKapCTBEHHBIX IPENapaToB NOCTABILUKY,
0 repefayve JiekapCTBEHHBIX MTPerapaToB Ha
YHUYTOKEHME U (M) 06 MHOM BJie BbIBOZA U3






000poTa JieKapCTBEHHBIX ITPeIapaToB.

BIIOKMPOBKA ¥ OTMeHA GJIOKMPOBKY MOTYT BBOJIUTHCS
B OTHOLII€HUM eIMHUIIbI IeKAaPCTBEHHOI'O IIpernapara,
MapTuUu JeKapCTBeHHBIX MpenapaToB WK Cepumn
JIeKapCTBEHHbBIX ITPerapaTos.

VILI. IMopsimok mpenocTaBieHus MHGOpMaLu,
conepskaniencs
B CMICTEME MOHUTOPUHTA

54. locTyn 3aHTepeCOBAaHHbBIX B IOJyUeHUHU
MHbOpPMAaIMK U3 CUCTEMbI MOHUTOPUHTA
busnyeckux 1 0PUIUUECKUX NI, egeparbHbIX
OPraHOB VCIIOJIHUTEIbHOM BaCTH, OPTaHOB
roCyapCTBEHHOI BJIacTu cy6beKToB Poccuiickoi
depepaliiy ¥ OPraHOB MECTHOI'O CaMOYIIpaBIeHUs
obecrieuBaeTCs ONepaTOpPOM CUCTEMBbI
MOHMUTOPMHTA I10 COIIaCOBaHUIO ¢ MMHMCTEpPCTBOM
3paBooxXpaHeHus Poccuiickoit @enepainn.

ITpu aTOM OGamaTeneM MHGOPMALIIH,
cofepsKalieiics B cucTeMe MOHUTOPUHTA, SIBJISIETCS
Poccuiickas ®epepanys. IlpaBomouns obnagaTes
MHbopMalMu, CofepKallleics B cucTeme
MOHUTOPUHTA, OT UMeHu Poccuiickoin ®egepannm
OCyIIeCTBIsIeT MUHMCTEPCTBO 3ApaBOOXpPaHeHMS
Poccuiickoitr @epepauyn. Obmamarenb MHGOpMaLIUN,
cofiepskaniencs B cucreMe MOHUTOPUHTA,






obecrieunBaeT KOHGUIEHIIMATbHOCTb TaKO
MHbOPMAIMK, 32 UCKTIOUeHMeM MHPOPMAaIUH,

oTHeceHHOV [IpaBuTe/bCTBOM Poccuiickorii
denmepanyu K 001IeIOCTYITHOM MHDOPMAIUN.

OmnepaTop CUCTEMbI MOHUTOPUHTA OCYILECTBISET
nIencTBuUs ¢ MHoOpMalmei, cogepskauieics B
CUCTeMe MOHMUTOPUHTA, UJIM pa3peliaeT
oCyliecTBJIeHMe TaKUX OeiCTBUIA B Mpeesiax
TOJTHOMOYMIA, YCTAHOBJIEHHBIX (hefiepaJbHbIMU
3aKOHaMM ¥ MIPUHUMAaeMbIMM B COOTBETCTBUM C
HMMM MHBIMM HOPMaTUBHBIMM TPABOBbIMM aKTaMU
Poccuiickoit @enmepaiiviy, B TOM YMC/Ie HACTOSIIUM
ITonmoxkeHNeM.

55. JocTyn K nHpOpMaLym, comepskauieiics B
CUCTeMe MOHUTOPUHTA, 06ecrieurBaeTCst
OIepaTopoOM CHUCTEMbI MOHUTOPUHTIA C YYETOM
CIeAYIOIIMX MOJIOKEHUIA

a) moctyt GenepasbHbIX OPraHOB MCITOJTHUTETbHOI
BJIACTH, OPTaHOB rOCyAapCTBEHHO BJIACTU CYyObEKTOB
Poccuiickoit @emepaiiiy 1 OpraHOB MECTHOT'O
CcaMoyIIpaBJ/ieH!MsI B OTHOILIEHUY COJiepiKalleiics B
CUCTeMEe MOHUTOPUHTA MHPOpMaLUM
OCYILECTBJISIETCSI B TOM UICJIe TTIOCPeICTBOM
MHGPaCTPYKTYPbI, 06ecrieunBamlein
MHOOPMAIMOHHO-TEXHOJIOTUIECKOE






B3aMMO/IeiiCTBUE I/IH(l)OpMaI_H/IOHHbIX CUCTEM,
UCITIOJIb3YEMBIX OJIA IMPpedOCTaBJIE€HUS

rOCyJapCTBEHHBIX M MYHUIIUTIAIbHBIX YCIYT U
VICIIOJTHEeHMSI TOCYIapCTBEHHBIX M MYHULIMITIAIbHBIX
(byHKIIMI1 B 371eKTPOHHOI hopme;

6) JocTyn CyObeKTOB 0OpaleHMs JeKapCTBEHHbBIX
CPeACTB, IIpeACTaBASIONMX MHOOPMALIMIO IS
BHECEHMS B CCTeMY MOHUTOPYMHTA, B OTHOIIEHUU
MpeACTaBAeHHO UMY MHGOPMALIMY ¥ HOPMATUBHO-
CIIpaBOYHOI MHGpOPMAaLU, COAepsKalleics B
CUCTeMe MOHUTOPUHTIA, OCYIIeCTBIISIETCS uepes
JMYHBIV KaOMHET CyObeKTa obparieHust
JIeKapCTBeHHBIX CPeICTB WK ITOCPeICTBOM
MH(POPMAIMOHHBIX 3JIEKTPOHHBIX CEPBYCOB C
MCIIOJIb30BaHMEM CTaHIaPTHBIX TPOTOKOJIOB U
MHTepdeitcoB 3IeKTPOHHOTO B3aMMOAECTBUS;

B) IOCTYII I'pak[aH B OTHOLIEHUM COAepsKalleiics B
cucTeMe MOHUTOPMHTa MHMOpMaIu pyu IpoBepke
CpencTBa UAeHTU(DUKALUYM OCYILECTBSIETCS B TOM
Yyclie C MCIIOb30BaHyMeM CaifTa orepaTopa CUCTEeMbI
MOHUTOPMHTA B MHGOPMAaIMOHHO-
TeJIEKOMMYHUKALMOHHOV ceTy "VIHTepHeT" n
MOOWIBHOTO MTPUIOKEHMSI.

56. MobuibHOe TIpUIosKeHMe TIpK MpoBepKe CpencTBa
uneHTUdUKaI MM 06ecTieunBaeT B TOM UMCIIe






dleanyriye BO3SMOXKXHOCTU CMCTEMbI MOHUTOPMHIA:

a) CYNTHIBAHME CPEICTB UAeHTUDUKAIMY CO
BTOPUYHOI (ITOTPEOUTENTHCKOI) YIIAKOBKY
JIeKapCTBEHHOTO ITperapara (B cydae ee OTCYTCTBUSI
- IEPBUYHOI YIIAKOBKY JIEKAPCTBEHHOTO Mperapara);

0) oToOpaskeHMe pe3yabTaTOB ITPOBEPKM CPeACTBA
UIEHTUPUKALIUU B CUCTEME MOHUTOPVHTA;

B) BO3MOXXHOCTb HallpaBJI€HUS CBeJeHWIi B CUCTEMY
MOHUTOPUHTA O HapyIIEHUSIX TTOPsIIKA MapKUPOBKU
JIeKapCTBEHHBIX IPeraparos.

57. CyobekT obpalieHust JIeKapCTBEHHBIX CPEJICTB
MOXET IMOJIYYUTb JOCTYIT KO BCEM 3JIEKTPOHHbBIM
JIIOKyMeHTaM, IepeJaHHbIM UM B CUCTEMY
MOHMTOPUHTIA, @ TAKXKe K 3JIEKTPOHHBIM
IOKYMEHTaM, CO30aHHbIM CUCTEMOJ MOHUTOPUHTA
I10 pe3yJibTaTaM 06pabOTKM ITOTYUYE€HHBIX OT
cyObeKTa oOpaleHus JIeKapCTBEHHBIX CPEICTB
IOKYMEHTOB, a Takke K MHbopMaluu, OTHeCeHHO
[TpaBuTenbcTBOM Poccuiickoit ®egepaiiiy K
0011e10CTYITHOM MH(pOpPMaALINA.

VIII. OnepaTop cucTeMbl MOHUTOPUHTA

57(1). DMUTEHTY cpeACTB UAEeHTUPUKAIINMA,
3aperMcTpMpoOBaHHOMY B CMCTeMe MOHUTOPUHTA U






npeactTaBUMBIIEMY CBE€OEHMS B CUCTEMY MOHUTOPMHTIA
O HaHeCeHMU CpencTB I/I,ELGHTI/I(I)I/IK&LU/II/I Ha YIIaKOBKU

JIEKapCTBEHHBIX IperapaToB, MOMUMO CBeJIeHUA,
YKa3aHHBIX B ITYHKTe 57 HacTosiero [TososxkeHns,
obecrieunBaeTCs JOCTYI K MHGOpMAIIUY O CEPUSIX U
apTUIX TaKUX JIEKAaPCTBEHHLIX IIPernapaToB B YaCTu
MHbOpMaIMK O BlafiesIbliaX JeKapCTBEHHbIX
IperapaToB U UX KOJAMYeCTBe 110 BCeil Lenu
IIOCTaBKU UIU OTTPY3KU.

57(2). [TloTpebuTeasiM JTIeKapCTBEHHBIX IIPEerapaToB
obecrieunBaeTCs JOCTYII K MHGOpMAaIu,
oTHeceHHOI [IpaBuTenbcTBOM Poccuiickoii
depnepauy K 0611e40CTYITHOM MHGDOPMAaLIUN.

57(3). ®emepasbHBIM OpraHaM MCIIOJTHUTETbHO
BJIACTU B LIeJISIX, OTIpeeleHHbIX HAaCTOSIIUM
[TonokeHMeM, 06ecrieunBaeTCst JOCTYIT K
CIey0IIVM CBeJeHUSIM:

a) nHGopMaIus 0 Cy0'beKTax 0OpaneHus
JIEKapPCTBEHHBIX CPECTB, O IeKaPCTBEHHbIX
rpernaparax 1 ux 060poTe, Heo6XoauMast st
BBITIOJTHEHMS 3a/1a4 M OCYyIIeCTBAeHUST QYHKIINIA,
BO3JIOKEHHBIX Ha (eflepasibHbIe OpraHbl
VICIIOJTHUTEIbHOJ BJIACTH, B LIEJISIX, OTIpeIee HHbIX
HactosmuM IlonoxxkeHnem;

6) craTucTudeckas MHGOpMaIus O TeKapCTBEHHbBIX






rpernaparax u ux obopore;

B) MH(bOpMaIus, oTHeceHHas [IpaBUTeIbLCTBOM
Poccuitckoit @epepaiium K o611 JOCTYITHOM
uHopMaIUn.

57(4). CocraB nHbOpMaIMM, COIEPKAIIENCS B
cucTeMe MOHUTOPUHTIA, AOCTYT K KOTOPOIA
obecrieunBaeTcs pemepaabHbBIM OpraHam
MUCIIOJTHUTEIbHOV BIaCTH, ONIpeieisieTCs B
corjameHusx 06 nHGopMaIMOHHOM
B3aMMOJEeCTBUM, 3aK/IIOUeHHBIX OTIepaTOPOM
CUCTeMbl MOHUTOPUHTA C hefepaibHbIMU OpraHaMu
WUCIIOJTHUTEIbHO BIaCTU U MUHUCTEPCTBOM
3apaBooxpaHeHus Poccuiickoit @engepaiinn.

57(5). ®emepanbHOII CIyKOE 11O HAI30py B cdepe
3paBOOXpaHeHMs 06eCIIeunBaeTCs JOCTYII K
mHpopMaIuu, coepKalleicss B CUCTEME
MOHUTOPMHTA, B LIEJISX:

a) OCYIIeCTBI€HMSI KOHTPOJISI COOMIOIeH NS
MeIUIIMHCKUMY pabOTHUKAMU, PYKOBOAUTESIMU
MeAULVHCKUX OpTaHu3anuii, GapmaieBTuieCcCKuMu
paboTHMKAMM ¥ PYKOBOJIUTEJISIMU ANl TEUHbBIX
OpraHu3aLuii OrpaHUYeHU, IPUMEeHsIeMbIX K HUM
MIPU OCYLIeCTBAeHMM TPOodeccuoHaTbHOM
JesiTeJIbHOCTU B COOTBETCTBUM C 3aKOHOA,ATEIbCTBOM
Poccuiickoit @enepaiiuy;






0) ocyIecTBIeHMS TOCYIAPCTBEHHOT'O KOHTPOJIS
(Hag3opa) B cepe obpaleHns TeKapCTBEHHbBIX
CpeJiCTB;

B) ITPOBeAeHMSI MOHUTOPYHTA aCCOPTUMEHTA U 1IeH
Ha JKM3HEeHHO HeoOX0JMMbIe ¥ BasKHeIye
JleKapCTBEeHHbIE MTperaparsl;

T') OCYIIeCTBJI€HMS B YCTAHOBJIEHHOM ITOpSaKe
MIPOBEPKY AeSITeIbHOCTY MeAUILIMHCKUX U alITeUHbIX
OpraHmu3almii, OpraHn3aluii OIITOBOM TOPrOBIN
JIeKapCTBEHHbIMMU CpeICTBAMM, IPYTUX OPTaHU3aLMIA
Y UHOVBUOYAJbHbBIX NIPEeAIIPUHUMATEIEN,
OCYILeCTBSIIOIUX IesITeIbHOCTD B chepe

34 paBOOXpaHEeHMSI.

57(6). ®enmepanbHOIt HAJIOTOBOJI CITysKOe
obecreunBaeTCs JOCTYII K MHGOpMaIuu,
cozepsKalleiics B CUCTeMe MOHUTOPUHTA, B I[EJISIX:

a) OCYIIeCTBJIEHMs KOHTPOJIS ¥ HaZ30pa 3a
MPaBWIbLHOCTBIO MCUMCIIEHUS, TIOJTHOTOM U
CBOEBPEMEHHOCTbIO BHECEHUST B COOTBETCTBYIOLIMIA
GI0IKeT OI0IKeTHOM cucTeMbl Poccuitickoit
denepaly HAJIOTOB U COOPOB, a B CJIyYasiX,
MpeayCMOTPEHHbBIX 3aKOHOAATEIbCTBOM Poccuiickoin
denmepanyu, - 3a MPaBUIbHOCTBIO UCUMCIEHMS,
TOJTHOTO¥ ¥ CBOEBPEMEHHOCTbIO BHECEHMS B
COOTBETCTBYIOIIMIA OI0KET MHBIX 00s13aTeTbHBIX






rnjaTexei;

6) KOHTPOJISI COOJIOIEHNST TpeOOBaHMIf K
KOHTPOJIbHO-KaCCOBOI TeXHMKE, MOPSIIKA U YCITOBUI
ee perucTpainuy u MpuMeHeHus;

B) KOHTPOJISI yueTa BbIPYUKM JeHeKHbIX CPEeICTB Y
IOPUANYECKUX JIULL Y MUHOAUBUAYAJIbHbBIX
pearpuHUMaTeIein;

T') OCYIIeCTBIEHMSI KOHTPOIbHBIX MEPOTIPUSITHIA,
BKJ/TIOYAsT KaMepa/IbHbIe U BbI€3IHbIE ITPOBEPKI.

57(7). demepanbHOM TaMOKEHHO CTyskKOe
obecrieunBaeTCs JOCTYIT K MHGOpMaI U,
copepsKalieincs B CucTeMe MOHUTOPUHTA, B LeJIsIX
obecreueHMsI TpeayCMOTPEHHBIX
3aKOHOmaTeabCTBOM Poccuiickoi @enepannm
TOJITHOMOYMIA 10 OCYIECTBIEHUIO TAMOXEHHOTO
KOHTPOJISI 32 IPOAYKIMEN, BBO3UMOM B POCCUTICKYIO
depnepaliiio, B TOM UMCJie TaMOXE€HHOTO KOHTPOJISI
TocJsie BbIMTyCKa TOBApPOB, a TakykKe KOHTPOJIS 3a
MPaBWIbHOCTBIO MICUMUCIIEHUS] i CBOEBPEMEHHOCTBIO
YIUIaThl TAMOKEHHBIX MOIUIMH, HAJIOTOB,
CIelaJTbHbIX, aHTUAEMITMHTOBbIX
KOMITeHCAllMOHHBIX MOLIJIMH U UHBIX TIJIaTeXen,
B3MMaHMe KOTOPbIX BO3JI0)KEHO Ha TaMOKeHHbIe
OpraHbl.






57(8). demepanbHOI CykKOe rocymapcTBEHHO
CTaTUCTUKY 00eCIieunBaeTcsl JOCTYI K MHpOpPMaIu,

copepsKalieincs B CUCTeMe MOHUTOPUHTA, B LeJIsIX
obecrieueHMst ocyllecTBAeHMUST GYHKIIMIL 110
dbopmupoBaHno opuLIMATBHOI CTATUCTIUECKOI
uHGOpMaLUM O COLMATbHBIX, SKOHOMUYECKUX,
nemorpaduuecknux, SKOJIOTMUECKUX U APYTUX
0011IecTBEHHBIX IIpolieccax B Poccuiickoii
®enepauyu.

57(9). ®emepasnbHOI aHTMMOHOIIOJIBHO CIy>KOe
obecrieunBaeTCs JOCTYII K MHGOpMAaIu,
copepkalieicst B cucTeMe MOHUTOPUHTA, B LeJISIX
OCYILeCTBJIEHMS TOCYAaPCTBEHHOTO KOHTPOJIS 3a
co6JTI0ieHIeM aHTMMOHOIIObHOTO
3aKOHOaTenbCTBa B Poccuiickoi @engepaiiun.

58. OnepaTop cucTeMbl MOHUTOPUHTA T10
COIJIaCOBaHMI0 ¢ MMHMCTEPCTBOM 37 paBOOXPaHEHUS
Poccuiickoir @epepannmu u @emepanbHOM CIIYRO0I
10 HaZA30py B cdepe 3paBOOXPaHEHUS
obecrieynBaer:

a) co3aHNe, pa3BUTHeE, BBOJ, B 9KCILTyaTaLUIo,
9KCIUTyaTalMIO ¥ BBIBOJ, U3 9KCILTyaTalluy CUCTEMBbI
MOHUTOPMHTA, ITpeocTaBieHe nHbopMalnm,
coJiepsKalleicsi B cuCTeMe MOHUTOPUHTA, U
B3aMMO/JIeJiCTBYE CUCTEMbI MOHUTOPUHTA C MUHBIMMU






I/IH(l)OpMaL[I/IOHHbIMI/I CUCTEeMaMMU;

0) peanu3anyio MeXaHM3MOB 00IEeCTBEHHOTO
KOHTPOJIS, BKJII0Yas rpyueM nHdopmanum o
pe3yabTaTaxX MIPOBEPKU CPEACTB UAeHTUDUKALUYU U
KaJ100bI PU3MUECKUX U IOPUINIECKUX JINII,
VHIVBUAYAJIbHBIX IIPeAIIpMHMMATE e, XpaHeHue,
00paboTKy U Mepenauy 3Toi nHGopmauuu B
YIIOJIHOMOYEeHHbIe (peiepabHble OPTraHbl
WUCTIOJTHUTEIbHO BJIACTH.

59. OnepaTop cucTeMbl MOHUTOPUHTA HECET
OTBETCTBEHHOCTb B COOTBETCTBUMU C
3aKOHOIaTenbCTBOM Poccuiickoi demepanyn:

a) 3a XpaHeHMe BCeX AaHHbIX U 3alMCeil TpaH3aKIuit
B 6a3e JaHHBIX, PETUCTPUPYEMBIX B CHUCTEME
MOHUTOPUHTA;

0) 3a LIeJIOCTHOCTh, COXPAHHOCTD U
HEIMPOTUBOPEUYMBOCTb MH(MOPMALINIM B CHCTEME
MOHUTOPUHTA;

B) 3a BeJleHMe ¥ XpaHeHle eIMHbIX PeeCTPOB,
CIIPaBOYHO-HOPMATUBHOV MHpOpPMaLIn,
KiIaccudmKaTopoB U GopMaToOB 0OOMeHA TaHHBIMM;

r) 3a 6ecriepebOiTHYIO ¥ OTKa30yCTOMYMBYIO PaboTy
CUCTEMBI MOHUTOPYHTA;






,E[) 3a BOCCTaHOBJIEHNE pa6OTOCHOC06HOCTI/I CHUCTEMBI
MOHUTOPHMHTIA U €€ KOMIIOHEHT I10CJ/I€ YCTPAHEeHNA

c60€eB Ip¥ YCJOBUY TTOJTHOTO YCTPAHEHUS IPUUNH,
BBbI3BABIINX COOJA, a TAKKe 32 COXpaHEeHMe
1[eJIOCTHOCTY YCTAaHOBJIEHHBIX HAa CepBEPAx
MPOrPaMMHO-TEXHUYECKUX CPEJCTB U 6a3 TaHHbBIX;

€) 3a CTPYKTYpPHOE pe3epBUpOBaHMeE,
aBTOMAaTMYECKOe BbISIBIeHMe (aKTa OTKas3a
CepBEPHOro y3Jjia U MepeKkIoueHne 3a1a4d Ha IPyroii
CepBepHbI y3es, a TakKe 3a Ha/lnuue
pe3epBMUPOBAHHOTO U IUBEPCUDUIIMPOBAHHOTO IO
MTOAK/TIOUEHMIO K IIPOBaiiepaM CeTeBOrO IOCTYIIA;

X) 32 MHOOPMAIMOHHYIO 6€301IaCHOCTD M 3aLIUTY
IAHHBIX OT HECAHKLIMOHMPOBAHHOTO TOCTYIIA U
yTeuku uHdopManun;

3) 32 KOHCY/IbTAI[MOHHYIO ¥ TEXHUYECKYIO TIO/IIEePSKKY
CYOBEKTOB 00OpaleHust JIeKapCTBEHHBIX CPEICTB
CUCTeMbI MOHUTOPMHTIA ¥ MOOMIBHOTO ITPUJIOKEHUS
I pU3UYeCKUX JINIL;

1) 3a c60p U aHAIM3 OOpallleHNii IOPUANUECKUX U
(busnUecKux JInil, MHAUBUIYATbHBIX
MpeAIIpMHMMATE IOl C LIeJIbI0 TOCTAHOBKM 3a1au Ha
IOpaboTKy M MOAEPHM3ALNIO 6a3 JaHHbIX.

60. OmepaTop CMUCTeMbl MOHUTOPUHTA B CTydyae c60s






B CUCTEME MOHUTOPUHTA, ITOBJIEKILIETO 3a COOOI
OTKa3 B IpyeMe CBeieHU OT CyObeKTOB 0OpaleHusT
JIeKapCTBEHHbIX CPEJICTB O COBEPIIEHHBIX
orepanusx, pasMeIiaeT Ha oGuUIIMaTIbHOM caiiTe
orepaTropa CMCTeMbl MOHUTOPMHTA B
MHOOpMaIMOHHO-TeJIEKOMMYHMKAIIMOHHO CeTu
"IHTepHeT" ciaenylole CBeIeHms :

a) nHdopmaius o cboe He Mo3aHee 4 YaCOB C
MOMEHTA er0 BOSHMKHOBEHNS;

6) nadopmaiys 06 ycTpaHeHUM IPUUMH COOST U
BOCCTAHOBJIEHM M TTOJIHOV PaBOTOCIIOCOOHOCTH
CUCTEeMbI MOHUTOPUHTA He MO3IHee 4 YacoB C
MOMEHTA BOCCTAHOBJIEHUSI TIOJTHO
paboTOCTIOCOOHOCTHM CUCTEMBI MOHUTOPYHTA C
yKasaHueM IPOAO/IKUTETbHOCTY OTpaHUUEHMS B ee
pabore.

[Tpunoxkenne N 1

K [TonoxkeHu10 0 cucTeMe MOHUTOPUHTA
IBVDKEHMSI JIeKapCTBEHHBIX ITpernapaToB
I MeOULMHCKOTO IpUMeHeH s

CBEJEHNA,
I[TPEJCTABJIAEMBIE 'OCYJAPCTBEHHBIMUA
NHOOPMAIIMMOHHBIMHN
CUCTEMAMMU ®ENEPAJIBHBIX OPTAHOB
VICITOJTHUTEJIbHOM BJIACTU






B CUCTEMY MOHUTOPUHTA IBM>KEHVA
JIEKAPCTBEHHBIX ITPEITAPATOB

JJI1 MEJULIMHCKOI'O ITPUMEHEHNS, A TAKXKE
CBEJEHUS, IIEPEJABAEMBIE
13 CUCTEMblI MOHUTOPUHI'A IBVPKEHUSA
JIEKAPCTBEHHBIX ITPEITAPATOB
JJI1 MEJULIMHCKOI'O ITPUMEHEHU A

1. i3 EguHoro peectpa auileH3uii Ha MpOU3BOIACTBO
JIeKapCTBEHHBIX CPeLCTB [IJId Liesieil epegaum
MHbOpMaIMK O IUIEH3USIX Ha TPOU3BOICTBO
JIeKapCTBEHHbIX CPELCTB [IPOU3BOAUTES
JIeKapCTBEHHbBIX CPELICTB, SIBJISIOLIEr0Cs
opraHmusalyeit, Ipu3HaBaeMoi HaJI0TOBbIM
pesunenToM Poccuiickoi @enepanyiy, B CUCTEMY
MOHUTOPUHTA IBUXEHMS JIEKapCTBEHHBIX
Tpernaparos I MeOUUMHCKOTO IIpUMeHeHus (gaiee
- CCTeMa MOHUTOPUHTA, JIeKapCTBEHHbBIE
rperaparsl) IpeaCcTaBISI0TCA Cleyollye CBeLeH:

a) uAeHTU(GUKALVOHHBIN HOMep
HaJIOTOIIaTe/IbIIVKa [TPOU3BOAUTEIIS
JIEKapCTBEHHBIX CPEJICTB;

6) OCHOBHOJ TOCYIapCTBEHHbIN PErMCTPaLIOHHbIN
HOMeEp MMPOU3BOAMUTEIS IEKaPCTBEHHbIX CPEICTB;

B) HaMMEeHOBaHMe TPOV3BOAUTEIS JIEKaPCTBEHHBIX
CpencTB;






r') HOMep JULEeH3UH;

II) IaTa BbIAAuYM JIULEH3UMN;

e) CTaTyC OeMCTBUS TULIEH3UN;

K) laTa U3MEHEeHMsI CTaTyca OeCTBUS TULeH3UN;

3) aIpec MeCTa OCYIIeCTBAeHUS AesITeIbHOCTU
COTJIACHO JIULIEH3UM (TJI00a/IbHbIN YHUKATbHBIN
UIeHTU(UKATOp aJpecHoro oobekTa B pemepasbHOI
MHGOPMAIMOHHO afpecHoit cucTeMe U OnucaHne
aJIpecHOro 0ObEKTA);

1) epevyeHb paboT U YCIIYT, MPeayCMOTPEHHbIX
JIUIeH3Me;

K) TlepeueHb JIeKapCTBEeHHbBIX (opM,
MpelyCMOTPEeHHBIX JIUIeH3Melt;

JT) IOTIOTHUTEIbHOE OTMCcaHue o pabotam
(yciyram).

2. VI3 equMHOTO peecTpa JUILEH3Ui, B TOM YUcCje
JIMLeH3 U, BBIZAHHBIX OpraHaMy roCyapCTBEeHHOM
BJIaCTU CyObekTOB Poccuiickoit ®emepanum B
COOTBETCTBUM C IlepefaHHbIM [TOJTHOMOYMEM 10
JUIEH3UPOBAHMIO OTAE/IbHBIX BULOB [EeSITEeIbHOCTU B
cdepe oxpaHbl 300POBbS, 118 1iefeli epegadyn
MHOOpMAIUK O JTULIEH3USIX CYOBEKTOB 00paIeHs






JIEKapCTBEHHBIX CpeACTB, ABJIAIOIMNXCS
OpraHMn3anviaMM, MMIpM3HaBa€MbIMN HAaJIOTOBbIM

pesuaeHToM Poccuiickoin @epepanym, Uian
MHIVBUIYAJbHBIMU NpEeAIIPUHMMATEISIMU, B
CUCTEeMY MOHMUTOPMHTA IIPEeACTAaBISIIOTCS CJIeayIole
CBeIeHUS:

a) uaeHTUGUKAIMOHHBIN HOMep
HaJIOTOIlIaTe/bII KA CyObeKkTa 0OpanieHus
JIeKapCTBEHHBIX CPEJICTB;

6) HOMep JIULIEH3UN;
B) laTa Havasa JIeiCTBUS JINLIEH3UH;

) afpec MecTa OCyIIeCTBAeHUS AesITeIbHOCTU
COTJIACHO JIUIEeH3MM (TJI00aIbHbIN YHUKATbHBIN
UIeHTUGUKaTOp aipecHOro 06beKkTa B pemepasbHOIM
uH(GOPMaIMOHHOJ aipeCHO CUCTeMEe U OTIMCAaHNeE);

1) CTaTyC OeiCTBUS TUIeH3UM (MAeHTUPUKATOP U
onucaHue);

e) maTa M3MeHeHMUsI CTaTyca AeiiCTBUS JTULIEH3UNA;

) IiepevyeHb paboT U YCIYT, TPeIyCMOTPEHHBIX
nuieH3uen (MaeHTUGUKaTOPbI U OMMUCAHNKE).

3. V3 emuHOI rocygapcTBeHHO MHGOpMaLiOHHO
cucTeMbl B cpepe 3mpaBoOOXpaHeHUS OIS 11eJieit






OMMCaHMS JIEKaPCTBEHHBIX IIPEIapaToB B CUCTEMY
MOHUTOPMHTA MPEICTABISIOTCS CJIeAYIOII/e

CBeleHMs:

a) VHUKaJIbHbIN UIeHTU(GUKATOP 3aIIUCU B €IMTHOM
CTPYKTYPMPOBAHHOM CITIPaBOYHMKE-KaTaIoTe
JIeKapCTBEHHBIX IPerapaTos;

6) HOMep PerucTPalyOHHOIO YIOCTOBEPEHMS
JIeKapCTBEHHOTO Iperapara;

B) laTa TOCYAAPCTBEHHOI perucTpauumn
JIeKapCTBEHHOTO Ipernapara;

I) CTATyC JAeCTBUS PErUCTPAL[IOHHOTO
yIOCTOBEPEHMSI JIeKapCTBEHHOTO Iperapara;

1) MEXIYHapOIHOEe HellaTeHTOBAHHOE, MUJIN
TPYIIIMPOBOYHOE, MIM XMMMUUECKOe HayMeHOBaHMe
JIeKapCTBEHHOTO Iperapara;

€) HaMMeHOBaHMe JiepskaTesisl WIN BJIae/bla
PEruCcTPalMOHHOIO YAOCTOBEPEHMS JIeKapCTBEHHOTO
rpernapara;

) CTpaHa perucTpanym aepskaTesst Wiy Baaesbia
PETMCTPALIIOHHOTO Y OCTOBEPEH NS JIEKaPCTBEHHOTO
npernapara;

3) KO, HaJIOroIiaTeJblIMKa Aep>KaTeisa UJin






BJIaJIeIbIIa PETUCTPAIMOHHOTO YIOCTOBEPEHMS
JIeKapCTBEHHOI0 Iperapara B CTpaHe perucTpaiumn;

I/I) IIPMU3HAK HaJIM4uys JIEKapCTBEHHOTI'O ITperiapaTa B
InepeyHe >XM3HEeHHO HEO6XOI[I/IMBIX Y BasKHEMIINX
JIEKApCTBE€HHBLIX IMPEIIapPaTOB;

K) TOProBOe HaMMeHOBaHMe JeKapCTBEHHOI0
mpernapara;

JI) MMepBMYHada yIIaKOBKa JIEKapCTBEHHOTI'O IIpeIiapaTa;

M) KOJIMYECTBO JIEKAPCTBEHHOV (POPMBI B IIEPBUYHOI
YIIaKOBKE;

H) BTOpUYHas (MoTpebuTebcKasi) yrmakoBKa
JIEKapCTBEHHOTIO Iperapara (IIpy HUINUNN);

0) KOIMYeCTBO MePBUYHOM YIIaKOBKU
JIeKapCTBEHHOTrO IperapaTa BO BTOPUYHOMN
(moTpebuUTEeTBCKO) YITaKOBKE JIEKapCTBEHHOTO
npemnapara (Impu HJIM4Ynn);

IT) IeKapcTBeHHast hopMa;

P) KOJIMYECTBO €AVHUILL U3MEPEHMUS O3V POBKA
JIleKapCTBEHHOTO Ipernapara;

C) HaMeHOBaHMe Cyo'beKkTa 0o paIeHms
JIeKapCTBEHHBIX CPEICTB, OCYIIECTBIISIONIETO






(acoBKy (YI1aKOBKY) JJeKapCTBEHHbIX ITperapaToB BO
BTOPUYHYIO (TOTPEOUTENHCKYIO) YITAKOBKY

JIeKapCTBEHHOTO Ipernapara (B cJiyyae ee OTCYyTCTBUS
- MIePBUYHYIO YIIAKOBKY JIEKapCTBEHHOTO Iperapara);

T) KOJI HaJIOTOILIaTe/IbIIMKa CYyObeKTa 0OpaneHus
JIeKapCTBEHHBIX CPELCTB, OCYIECTBIISIONIETO
(acoBKy (YI1aKOBKY) JIeKAPCTBEHHbBIX ITPerapaToB BO
BTOPUYHYIO (ITOTPEGUTEIBCKYIO) YIIAKOBKY
JIeKapCTBEHHOTO Ipernapara (B ¢Jlyyae ee OTCYTCTBUS
- IePBUYHYIO YIIAKOBKY JIEKAPCTBEHHOTO IIperapara),
B CTpaHe perucTpaLmn;

y) CTpaHa perucTpanumu cyobekTa ooparieHmst
JIeKapCTBEHHBIX CPEICTB, OCYIIECTBIISIIONIETO
(acoBKy (YI1aKOBKY) JIeKapCTBEHHbIX ITperapaToB BO
BTOPUYHYIO (MTOTPEOUTETBCKYIO) YITAKOBKY
JIeKapCTBEHHOTO Ipernapara (B cJiyyae ee OTCYTCTBUS
- MIePBUYHYIO YIIAKOBKY JIEKapCTBEHHOTO Iperapara);

) anpec mecTa OCylleCTBIEHUS AeSTENbHOCTHU
cyobeKTa oOpaleHus JIeKapCTBEHHBIX CPEJICTB,
OCYIIECTBJISTIONIEro acoBKy (YIIaKOBKY)
JIeKapCTBEHHBIX IPeIapaToB BO BTOPUYHYIO
(MOTpebUTEeNbCKYI0) YITAKOBKY JIEKAPCTBEHHOTO
npemnapara (B cjiyuae ee OTCYTCTBUSI - TIEPBUYHYIO
YIIAaKOBKY JIEKapCTBEHHOTO Iperapara), yka3aHHbIN B
JIMLeH3UM Ha TIPOU3BOACTBO JIEKAaPCTBEHHbBIX CPELICTB






MIpY HAJIMYUY TAKO TUIIEH3UM (TJI00aTbHBbIN
YHUKaJIbHbIN UAEHTUPUKATOP aJpeCcHOro 00beKTa B

dbenepanbHOIT MHPOPMAILIMOHHO afpeCcHO cucTeMe
U OIICaHue);

X) HaMeHOBaHMe Cyo'beKTa o6pareHus
JIeKapCTBEHHBIX CPEJICTB, OCYLIECTBIISIIONIETO CTAUI0
BBIITYCKAIOIIEro KOHTPOJIS KaUecTBa;

11) KOJI HAJIOTOIIaTeIbIIMKa CyObeKTa 00palleHust
JIeKapCTBEHHBIX CPEJICTB, OCYIIECTBJISIONIEr0 CTaANIO
BBIITYCKAMOIIEr0 KOHTPOJISI KauecTBa B CTpaHe
perucTpaium;

Y) CTpaHa permcTpanyuu cyobekTa obpauieHmns
JIeKapCTBEHHBIX CPEICTB, OCYIIECTBJISIONIETO CTAANIO
BBIITYCKAIOIIIEr0 KOHTPOJISI KAUeCTBa;

1) aApec MecTa OCYILIEeCTBIEeHUS AesTeTbHOCTU
cyObeKTa oOpaleHus JieKapCTBEHHBIX CPEJICTB,
OCYLIECTBJISIIOILEr0 MPOU3BOCTBEHHYIO CTAaIUIO
BBIITYCKAIOILEr0 KOHTPOJIS KaueCTBa, YKa3aHHbI B
JIULeH3UM Ha TIPOU3BOACTBO JIEKAPCTBEHHbBIX CPEICTB
MIPY HAJIMYIUY TaKOM JINIeH3UM (TI1I00aIbHbI
YHUKAJIbHBIN UIEHTUDUKATOP afpecHOTO 06'beKTa B
dbenepanbpHOIT MHPOPMALIMOHHO aApeCHO CUCTeMe
U OIIMCaHNe);

1) [aTa PerucTpauyum mpeaeabHO eHbl Ha






JIleKapCTBEHHbII ITpernapar;
bI) TIPeIeJIbHAS 3apPEeTrMCTPUPOBAHHAS 1IeHa B PYOJISIX;

9) HaMMeHOBaHMe CyObeKTa 06paleHNsI
JIeKapCTBEHHBIX CPEJICTB, OCYLIECTBIISIIONIETO CTaUI0
MIPOM3BOJCTBA TOTOBOI JIEKAPCTBEHHOI (OPMBI;

10) KO, HaJIOTOTIJIaTe/IbIMKa CyObeKTa o6paneHnust
JIeKapCTBEHHBIX CPEICTB, OCYIIECTBIISIIONIETO CTAINAIO
MIPOU3BO/ICTBA FOTOBOJ JIEKAPCTBEHHO (OpMBI B
CTpaHe permcTpanuu,

) CTpaHa perucTpaunuu cyobekra oopalieHus
JIeKapCTBEHHBIX CPENICTB, OCYLIEeCTB/ISIONIero CTaAuIo
MPOM3BOJICTBA TOTOBOJ JIeKapCTBEHHOV (hOPMBI.

4. VI3 EguHOro rocyiapCTBeHHOTO peecTpa
opUaNYeCcKuX aull M ENMHOTo rocygapcTBeHHOTO
peecTpa MHAMBUAYAJIbHBIX IpeAIIpUHMMAaTeei
COOTBETCTBEHHO B 1eJISIX OATBEPXKIEeHUS
IOCTOBEPHOCTU CBeJIeHUIi O TOCYyJapCTBEHHOM
perucTpauuy CyobeKToB 00palleHNs JIeKapCTBEHHbBIX
CpeJiCTB, SIBJISIIOIIMXCSI OPTaHU3ALUSIMU,
MpM3HaBaeMbIMM HaJIOTOBBIM pe3UIeHTOM
Poccuiickoit @epepaunm, Wit MUHAUBULYAJIbHBIMU
npegnpuHUMaTeasMu, B CUCTEMY MOHUTOPUHTA
MpeACTaBIISIIOTCS CIeAyIole CBeIeHM s :






a) uAeHTU(GUKALVOHHBIN HOMep
HaJIoroIIaTesNbIMKa CyObeKTa 0bpaleHnst

JIeKapCTBEHHBIX CPE/ICTB;
0) Ko, HaJIOTOBOT'O OpraHa;

B) KOJ CTaTyCa I0OpUANYECKOro Jinia Ujin
VMHOVBUAYAJIbHOTO ITPEAIIPUHMMATEIA;

') HaMMeHOBaHMe CyObeKTa 00paIeHNs
JIeKapCTBEHHBIX CPEJICTB;

Il) CTATyC 3aMycu O perucTpalu IpUINIecKoro
UL WY UHAVBUAYAJbHOTO ITPeAIIpUMHMMATEIS,

€) CBeJIeHMsI O PYKOBOJIMTEJIE CyObeKTa 00paleHms
JIeKapCTBEHHBIX CPEICTB WM 00 MHAUBUIYATbHOM
MpeanpuHuMaTene.

5. V3 rocynapCcTBEHHOTO peecTpa aKKpeAMTOBAaHHbBIX
bwinanos, mpeaCcTaBUTENbCTB MHOCTPAHHBIX
IOPUAUYECKUX JIUI] B 11eJISIX TIOATBEPXKIEHUS
IOCTOBEPHOCTU CBEJIEHUI O perncTpanunmn
NpenCcTaBUTEeNbCTB MHOCTPAHHBIX OpraHu3aLuii,
SIBJISIIOIVIXCS JlepyKaTeIsIMU WIN BaageablamMu
PerucTpaliMOHHOTO YA,0CTOBEPEHMS JIEKAPCTBEHHOTO
npemnapara, Ha Tepputopun Poccuiickoit @epepanumn
B CMCT€MY MOHMUTOPUHTA IIPeICTABISIOTCS
clenyrolye CBeIeHus :






a) uAeHTU(GUKALVOHHBIN HOMep
HaJIOroIIaTe bl Ka [TpeiCTaBUTe/IbCTBA;

6) KOl HaJIOTOBOTO OpraHa yJyeTa IpeiCTaBUTEeIbCTBa;
B) HaMeHOBaHMe MPeCTaBUTENbCTBA;

I) HOMep 3aIucy 00 aKKpeauTaIlum;

I) cBeIeHNsI 00 MHOCTPAHHOI OpraHu3alun;

€) KOJI COCTOSTHUSI aKKpeIUTaII NN,

X) CBeZIeHMsI O PYKOBOJMUTEIe ITPeACTaBUTEIbCTBA.

6. 113 aBTOMaTM3MPOBaHHO MHGOPMAaLIMOHHO
cuctembl OeflepasibHOI CITYKOBI 110 HAZ30pY B cepe
3paBOOXpaHEeHUS B 1ieJIsIX 0becrieueHus
6e30MacHOCTY B CUCTeMY MOHUTOPUHTA
MpeICTABISIOTCS CeAyIoINe CBeIeHMs O BbIBOE (00
OTMeHe BbIBOJIa) M3 00palleHMsI JIeKapCTBEHHBIX
MpernapaToB M0 MHULMATUBE YIIOTHOMOYEHHOTO
(denepanbHOro opraHa UCIOJHUTEIbHO BIaCTH:

a) maTa, C KOTOpPOii He06XOAMMO 00eCIIeUnTb BbIBOJ,
(oTMeHY BbIBOZA) JIEKAPCTBEHHOI'O IIperapara us3
obOpaleHus;

6) HOMep perucTPaIMOHHOTO YIOCTOBEPEHMS
JIeKapCTBEHHOrO Iperapara;






B) laTa TOCYAApCTBEHHOI perucTpauumn
JIeKapCTBEHHOTO Ipernapara;

I') OCHOBaHMe BbIBOJA (OTMEHbI BbIBOA) U3
obpaleHus JeKapCTBEeHHOTo Iperapara;

Il) peKBU3UTHI JOKYMEHTa O BbIBOZE (00 OTMeHe
BBIBO/Ia) M3 0OpaleHNs JIeKapCTBEHHOTO Mperapara;

e) rob6abHbIN UAEHTUGUKAIMOHHbBII HOMEP
TOPTOBO¥ €IMHUIIbI;

K) HOMeDp MPOM3BOICTBEHHO Ccepuiu;

3) uOeHTUPUKALIMOHHBII HOMEeD
HaJIOTOTIJIATeIbIIMKA CyObeKTa oOpaleHust
JIeKapCTBEHHbBIX CPEJICTB (€C/IM OCYIIEeCTBIISIETCS
U3BSTHE TOJBKO Y OJJHOTO CyOheKTa 0OpalieHus
JIeKapCTBEHHbIX CPEJICTB, a He U3bSTHUE BCeli cepun
(maptun).

6(1). 3 cucTemMbl MOHUTOPUHTA B 1IEJISIX
TOATBEPKIEHMS JOCTOBEPHOCTU CBeIeHUIA,
MpeICTaB/ISIEMBIX CyObeKTaMM 00paIeHnst
JIeKapCTBEHHBIX CpeicTB B DeiepaqbHYIO CITYKOY 11O
HaJ30py B chepe 34paBOOXpaHeHNs IPU BBOAE
JIeKapCTBEHHBIX ITPENapaToB B IPasKIaHCKNIT 060pOT,
repealoTCs B aBTOMaTU3MPOBAHHYIO
MHbOPMaIMOHHYIO cucTemMy DemepanbHOM CITYKObI






I10 HaA30DY B C(bepe 3APpaBOOXpaHEeHNU CIeAyIolne
CBedeHM A O TaKMX JIEKapCTBEHHBIX ITpelapaTax:

a) uaeHTUGUKAIMOHHBII HOMep
HaJIOTOIl/IaTe/bII KA CyObeKTa 0OpaneHus
JeKapCTBEHHBIX CPeAICTB, OCYIeCTBUBIIEro hacoBKy
(YIIaKOBKY) JIeKapCTBEHHBIX MTPernapaToB BO
BTOPUUHYIO (MTIOTPEOUTETBCKYIO) YITAKOBKY
JIeKapCTBEHHOTrO Tperapara (a Ipu ee OTCYTCTBUM -
MEePBUYHYIO YITIAKOBKY JIEKapCTBEHHOTO MMpenapara)
TPy IIPOU3BOACTBE JIeKapCTBEHHOTO ITpernapara Ha
Tepputopuu Poccuiickoi @enepatiiy win
ocyuiecTBMBIIEro BBO3 B Poccuiickyio @enepanyio u
TaMOXXeHHOe JeK/IapMpoBaHue JIeKapCTBEHHOTO
rperapara B cJiyuae BBOJia B TpaKIaHCKMIT 060pOT
JIeKapCTBEHHOrO Mpernapara, Mpou3BeJeHHOTO BHe
Tepputopum Poccuiickoit ®enepaniiu;

6) HaMMeHOBaHMe CyObeKTa 0OpaIeHMs
JIeKapCTBeHHBIX CPeLCTB, OCYIeCTBUBILEro hacoBKy
(YIIaKOBKY) JIeKapCTBEHHBIX IIperapaToB BO
BTOPUYHYIO (TTOTPEOUTENHCKYIO) YITAKOBKY
JIeKapCTBEHHOrO Iperapara (a Ipu ee OTCYTCTBUY -
TEPBUYHYIO YIIAKOBKY JIEKAPCTBEHHOTO IIperapara)
IIpY [IPOM3BOJICTBE JIEKAPCTBEHHOTO Iperapara Ha
Tepputopuun Poccuiickoin ®enepaiun uin
OCYILLIeCTBUBILIEro BBO3 B Poccuiickyo denepainio u
TaMOXeHHOe [ eK/IapMpOoBaHue JIeKapCTBEHHOr0






mperapara B cJlyuae BBOJIa B TpakAaHCKMIT 060pOT
JIeKapCTBEHHOTO ITperapara, IpoM3BeeHHOTO BHe

Tepputopuu Poccuiickoi @enepanyiu;

B) CBeJleHMsI O JIEKapCTBEHHOM IIperiapare,
MOJTyYeHHbIe B paMKaxX ONMCAaHUS JIEKAPCTBEHHOTO
rnpemnapara B CMCTeMe MOHUTOPUHTA B COOTBETCTBUM
C MyHKTOM 33 I10JI0’KeHUS 0 CUCTeEMe MOHUTOPUHTA
IBVDKEHMS JIeKapCTBEHHBIX ITpernapaToB 1Sl
MeaUIIMHCKOTO TIPUMeHeH s, YTBEPXKIEHHOT 0
rnocraHosyieHueMm IIpaBuTtenbcTBa Poccuiickoii
denmepauyu ot 14 nekabpst 2018 r. N 1556 "0O6
yTBepkaeHun [1o10keHs 0 cucTeMe MOHUTOPUHTA
IBVKEHMS JIEKaPCTBEHHbIX ITPernapaToB [Jis
MeaUIIMHCKOTO TIPUMEeHeHus" ;

I') HOMep ITPOM3BOJICTBEHHOI cepui;
Il) 06'beM TMTPOM3BOJICTBEHHOI cepui;

e) maTta ynakoBkM (acoBKM) JIeKapCTBEHHOTO
rpernapaTta BO BTOPMYHYIO (IOTPeOUTETbCKYIO)
YIIAaKOBKY JIEKapCTBEHHOTO Ipenapara (a npu ee
OTCYTCTBUU - TIEPBUYHYIO YIIAKOBKY JIEKAPCTBEHHOT'O
rnpernapara) rnpu npou3BO/ICTBE JTeKapCTBEHHOTO
npenapara Ha Tepputopuu Poccniickoit @egepannn;

X) UAeHTUDUKALMOHHBII HOMeD
HaJIororiaTesbliyka COOCTBEHHMKA JIEKaPCTBEHHOTO






rpernapara Ipyu KOHTPaKTHOM (TTOAPSITHOM)
MIPOU3BO/ICTBE JIEKAPCTBEHHOTO Mperapara Ha

Tepputopuu Poccuiickoi Oenepanmiu;

3) HauMeHOBaHMe COOCTBEHHMKA JIEKaPCTBEHHOTO
rperiapara npy KOHTPaKTHOM (TIOLPSIHOM)
MPOU3BOACTBE JIeKapCTBEHHOTrO Mpernapara Ha
Tepputopum Poccuiickoit ®enepanyiu;

U) JaTa perncTpanuy TaMOKeHHON! AeKIapanuy Ha
JIeKapCTBEHHBIN Iperapar B cy4yae BBOJa B
rpaskgaHCKMIT 060POT JIeKapCTBEHHOTO Mpernapara,
MIPOU3BENEeHHOTO BHE TeppuTopuu Poccuiickon
OQenepanyuy;

K) perMCTpaLMOHHBIIT HOMEP TaMOXXEeHHO
JeKkjapanun Ha JIeKapCTBEHHBII TIpenapar B caydae
BBOZA B IPakIAaHCKMIT 060POT JIeKapCTBEHHOTO
nperiapara, NpoM3BeLeHHOr0 BHE TEPPUTOPUM
Poccuiickoin @enepaninn;

) JaHHbIE O BBIIYCKe /Jis1 BHYTPEHHEero MoTpebaeHnst
JIeKapCTBEHHOIO [Iperapara B cjiyuae BBOZa B
rpaxkIaHCKMIi 060POT JIeKapCTBEHHOTO Tperapara,
IIPOU3BEIeHHOr'0 BHE TeppuUTopum Poccuiickoin
®denepauyu.

6(2). 3 aBTOMaTU3MpOBaHHO MHPOPMaLIMOHHOI
cucteMbl OeepanbHO CTY>KOBI 110 HAA30PY B chepe






30PpaBOOXpaHEHMA B LEJIAX IIOATBEPXKOECHM A
JOCTOBEPHOCTA CBedeHUIt 0 BBOJe JIEKapCTBEHHDbIX

MpernapaToB B I'PAKIAHCKIIT 060POT B CUCTEMY
MOHUTOPWMHTA TPEICTABIISIOTCS CAeAYIONIe
CBeJIeHUSI:

a) maTa perucrpanum CBeIeHni B
aBTOMAaTU3MPOBAHHOM MHGOPMAIMOHHO CUCTEME
denepasbHO CITYKOBI IO HAA30PY B chepe
3[paBOOXpaHeHus;

6) peKBM3UTHI 3aIIMCH O JIeKAPCTBEHHOM IIpernapare,
BBOJMMOM B I'PaKIAHCKUIT 060POT, B
aBTOMAaTU3MPOBAHHOI MHGOPMAIMOHHOI CUCTeMe
denmepanbHOI CIIYKOBI TTO HAZI30pY B cdepe

3 paBOOXpaHeHUs;

B) I7106abHbIN UAEHTUOUKALIMOHHBI HOMep
TOPrOBOV eIMHUIIBI BBOAVMOIO B I'PaXXAAHCKUM
000pOT JieKapCTBEHHOTO TIperapara;

') HoMep MPOM3BOJICTBEHHOI cepuy BBOJMMOTIO B
IpaskgaHCKMIT 000POT JIeKapCTBEHHOTO Mpernapara;

Il) KOJIMYEeCTBO BTOPUYHBIX (TIOTPEOUTETbCKIUX)
YIIaKOBOK JIEKapCTBEHHOIO Iperapara (a mpu ux
OTCYTCTBUU - IIEPBUYHBIX YIIAKOBOK JIEKAPCTBEHHOT'O
rperapara), BBOAMMOTIO B TPaKJaHCKMIT 060pOT;






e) HoMmep paspelieHus OenepaabHOI CIYKOBI 11O
HaJ30py B chepe 30paBoOXpaHeHMs Ha BBOJ, B

IpaskoaHCKMIT 000pOT (B CIyyae BBOJA B
IpakIaHCKMIE 0600POT UMMYHOOMOIOTMUECKOTO
JIeKapCTBEHHOrO Iperapara);

X) UAeHTUPUKALMOHHbI HOMep
HaJIOTOIl/IaTe/IbIMIKa Cy6beKkTa obpalieHus
JIeKapCTBEHHBIX CPEICTB, OCYLIECTBJISIONIET0 BBOT,
JIeKapCTBEHHOTO MpernapaTa B rpaskgaHCKIit 060pOT.

6(3). 13 cucTeMbl MOHUTOPUHTA B LIeJISIX
obecrieyeHMst OCylIecTBIeHUs penepasbHOrO
rOCyIapCTBEHHOTO Hafi30pa B cepe obpamieHmst
JIeKapCTBEHHBIX MPernapaToB AJ1s1 MeAUIIMHCKOTO
npumeHeHust PegepanbHOIl CTy>k0071 110 HAZ30pPY B
chepe 3apaBoOXpaHeHMs lepenanTCs B
aBTOMAaTU3MPOBAHHYIO MHPOPMALIMOHHYIO CUCTEMY
®enepanbHOI CIIYKOBI IO HAZI30pY B cdepe
3paBOOXpaHeHMs CeyIolye cBeeHus 00
YHUUYTOXXEHUU JIEKAaPCTBEHHbIX IIPerapaToB:

a) JaTa BHeCeHMsI CBeleHU it B CMCTeMy MOHUTOPUHTA
00 YHMUTOKE€HUM JIeKapCTBEHHOTO Mperapara;

0) uoeHTUDUKALIMOHHBI HOMeD
HaJIororiaTesbliuka cyobeKTa oobpaiieHust
JIeKapCTBEHHBIX CPECTB, OCYIIECTBUBLIETO Ilepefady
JIeKapCTBEHHOTO IperapaTa Ha YHUUTOXeHIE;






B) HaMeHOBaHMe CyObeKTa 0OpalleHust
JIeKapCTBEHHBIX CPEICTB, OCYIIECTBUBIIETO ITepeaauy

JIeKapCTBEHHOTO IperapaTa Ha YHUUTOKEHNE,;

I) UaAeHTUUKALMOHHBI HOMep
HaJIOTOIJIaTebIMKA OPTaHU3aLMU, OCYIIeCTBUBIIIEN
YHUUTOXeHMe JIeKapCTBEHHOI'0 Ipernapara;

II) HAMMEeHOBaHMe OpraHu3alun, OCyIlleCTBUBIIEN
YHUUTOKEHME JIEKAPCTBEHHOT O TIpernapara;

€) aZpec opraHu3alymn, oCcylieCTBUBIL ]
YHUUTOKEHIEe JIeKapCTBEHHOTO Mpernapara;

K) PEKBU3UTHI aKTa 06 YHUUTOXKEHUN
JIeKapCTBEHHOTO Ipernapara (JaTa ¥ HoMep);

3) CBeJleHMs O JIeKapCTBEHHOM IIperapare,
MOJTyYeHHbIe B paMKaxX OMMCaHUS JIEKAPCTBEHHOTO
rnpernapara B CMCTeMe MOHUTOPUHTA B COOTBETCTBUM
C MyHKTOM 33 I10JI0’KeHUS 0 CUCTeEMe MOHUTOPUHTA
IBVDKEHMS JIeKapCTBEHHBIX ITpernapaToB A1
MeaUIIMHCKOTO TIPUMEeHeH S, YTBEPXKIEHHOT O
rnocraHosyieHueMm IIpaButenbcTBa Poccniickoii
demepauyu ot 14 nekabps 2018 r. N 1556 "0O6
yTBepxaeHun [1o10keHs 0 cucTeMe MOHUTOPUHTA
IBUKEHUS JIEKaPCTBEHHbIX ITPernapaToB [Jisl
MeaUIIMHCKOTO TIPUMEeHeHus" ;






") CITIOCOO YHUYUTOKEHUSI;

K) JaTa YHUYTOXEHMUS;

) IpMUYMHA ¥ OCHOBaHMe Nepeiauy T1eKapCTBEHHOTo
rpernapara Ha YHUUTOXeHHe.

7. N3 EnuHO aBTOMAaTU3UPOBAHHOM
MHOOPMAIMOHHO CUCTEMbI TAMOKEHHBIX OPTAHOB C
LIeJIbI0 ITpeaynpeXXaeH s U MpeceueHnst
MPECTYIUVIEHUI U aAMUHUCTPATUBHBIX
IMpaBOHAPYIIEHU, OTHECEHHBIX K KOMITETeHIIUU
TaMOK€HHBIX OpraHoB Poccuiickoin ®egepanumu, B
CUCTEMY MOHUTOPMHTA NPEACTaBISIOTCS C/IeIyIolue
CBeJIeHMsI O IeKapCTBEHHbIX MpelapaTax, BBe3eHHbIX
B Poccuiickyro @enepalinio U oMeIleHHbIX MOf,
orpejie/ieHHble TAMOX€EHHbBIE TIPOIeAYPhI,
cofepskamuecs B TaMOXKeHHOM JeKiapanuy Ha
TOBAphI:

a) KOJi, TAMO>KEHHOT'0 OpraHa;

6) maTa perucTpainyum TaMOXXeHHO Jekaapalum Ha
JIeKapCTBeHHBI IIperapar;

B) PErUCTPALIMOHHBI HOMEP TaMOKEHHO
JeKkjapanun Ha JIeKapCTBEHHBI TIpenapar;

T) KO UAeHTUDUKAINN;






,E[) TaMOJX€HHasa CTOMMOCTD, CTATUCTMYECKASA
CTOMMOCTDb (l)aKTypHaH CTOMMOCTD JIEKapCTBEHHOTO

npenapara;

€) KOJI CTPaHbI IPOUCXOKIECHNS JIEKaPCTBEHHOTO
npernapara;

K) UAeHTU(PUKALMOHHbI HOMEp
HaJIOTOIlIaTeJbII VKA CyObeKTa 0OpaeHus
JIeKapCTBEHHBIX CPENICTB, OCYLIECTBSIONIEr0 BBO3 U
JIleKJIapMpoBaHye JIeKapCTBEHHOTO Ipernapara;

3) KOZ, 3asIBJIEHHO TaMOKeHHOI IIpOoLeyphl B
COOTBETCTBUU C KJIacCUDUKATOPOM BUIOB
TaMOYXeHHBIX [IPOLeyD;

) JaHHBIE O BBIITYCKe JIJIS1 BHYTPEHHETO
noTpebeHMs TeKapCTBEHHOTO Mpernapara.

8. CucTeMa MOHUTOPUHTA B LieJISIX MIpeayIpexkaeHnsI
U IIpecevyeHus NPeCcTyIVIeHU U afMUHUCTPATUBHBIX
MpaBOHApyLIeHUIi, OTHECEHHBIX K KOMIIETeHLIUN
TaMOKeHHBIX OpraHoB Poccuiickoit ®egepanun,
OCyIIeCTBIsIeT nepenavy B EnyHyo
aBTOMAaTHU3MPOBAHHYI0 MHOOPMAILIMOHHYIO CUCTEMY
TaMO>XeHHBIX OPTaHOB I10 3aMpOoCy Cleaylue
CBeJleHMs O JIEKAPCTBEHHBIX IMperapaTax, BBE3€HHbIX
Ha Tepputopuio Poccuiickoi @enepanym:






a) uAeHTU(GUKALVOHHBIN HOMep
HaJIOTOIIaTe bIMKa CyObeKTa 0bpaleHnst

JIeKapCTBEHHbBIX CPEJICTB, OCYIIEeCTB/ISIONIEr0 BBO3 B
Poccuiickyro @enepaiinio 1 gekjaapupoBaHue
JIeKapCTBEHHBIX IIperapaToB;

6) KOJI CTpPaHbI MTPOUCXOKAEHMS JIEKAPCTBEHHOTO
rpernapara;

B) I7106anbHbIN UAEHTUOUKALIMOHHBI HOMeP
TOPTOBO €IVHUIIBI;

T) KoA uAeHTUGUKALUY U KO, UAeHTUdUKaAL U
TPETUYHOM (TPAHCIIOPTHO) YIIAaKOBKU
JIeKapCTBEHHOIO IIperiapaTta, B KOTOPOl HaXOOUTCS
BBeJIEHHbII B 000pPOT JIeKapCTBEHHbBIN ITpernapar;

,E[) CTaTyC JIEKapCTBEHHOI'O IIpeliapaTa B CMCTeEME
MOHMTOPMHTIA,

e) nepevyeHb KOJIOB UAeHTUDUKAIMM, COIEPKAIINXCS
B TPETUYHOM (TPAHCIIOPTHOI) YITaKOBKe
JIeKapCTBEHHOrO Ipernapara.

[Mpunoxkenne N 2

K [TonoskeHu10 0 cucTeMe MOHUTOPUHTA
IBVDKEHMSI JIeKapCTBEHHBIX ITpernapaToB
TSI MeAUIIMHCKOTO TpUMeHeHUsI

ITEPEYEHb






CBEJIEHU, ITPEACTABJIIEMBIX TTPY OIIMICAHUU
JIEKAPCTBEHHbBIX

[TPEITAPATOB 4JI1 MEAJVUIITMHCKOT'O
[TPUMEHEHNS CYBBEKTAMUA
OBPAIIEHNA JIEKAPCTBEHHBIX CPEICTB B
MHOOPMAIIVIOHHBIN
PECYPC, OBECIIEUMBAIOIIVI YUET Y XPAHEHME
JOCTOBEPHbBIX
TIAHHBIX O TOBAPAX 10 COOTBETCTBVIOIIEN
TOBAPHOI HOMEHKJIATYPE

1. ToproBoe HauMeHOBaHMe JIeKapCTBEHHOI'O
npernapara Ijs MeguUIMHCKOro IIpuMeHeHus (manee -
JIeKapCTBEHHBIN Tperapar).

2. bpenp (Toprosasi MapkKa).

3. Homep pernctpammOHHOTO YAOCTOBEPEHMS
JleKapCTBEHHOr0 Mmpernapara.

4. laTta rocygapCTBeHHOI perucrpanumn
JIeKapCTBEHHOTO Ipernapara.

5. HammeHoBaHMe gepskaTesl UM Bjiajiesblia
PEruCTPalMOHHOIO YA0CTOBEPEHMS JIeKaPCTBEHHOTO
npernapara.

6. Ampec gepskaTesist MJIM Biiaaesnblia
perucTpaluyoOHHOTO YA0CTOBEPEeHMS IeKapCTBEHHOTO






rpemnapara.

7. MexxnyHapogHOe HeraTeHTOBaHHOoe
HaMMeHOBaHJe JIeKapCTBeHHOrOo IIpernapara.

8. JlekapcTBeHHas opma.

9. KonmnueCTBO eIMHULL U3MepeHUS 103UPOBKU
JIEKapCTBEHHOTO TIperapara.

10. Tun BTOpUUHOI (MTOTPEOUTETHCKOI) YITAKOBKYU
JIeKapCTBEHHOIO IIperapara (B ciay4yae ee OTCYyTCTBUS
- IIepBUYHOM YIIaKOBKY JIEKapCTBEHHOIO IIperapara).

11. MaTepuas BTOPUYHOI (TIOTPeOUTENTbCKOI)
YIIAaKOBKM JIEKapCTBEHHOTO Ipernapara (B ciydae ee
OTCYTCTBUS - IEPBUYHOI YIIAKOBKU JIEKAPCTBEHHOTO
rperiapara).

12. KonnuecTBO (Mepa) 1eKapCTBEHHOTO MperapaTa
BO BTOPMYHOI (ITOTPEOUTENBCKOI) YITaKOBKE
JIeKapCTBEHHOrO Iperapara (B ciaydae ee OTCYTCTBUS
- B IEPBUYHOI YIIaKOBKE JIEKAPCTBEHHOTO
rperiapara).

13. Hanuune BHYTPY BTOPUYHOI (TTOTPEOUTETHCKOIN)
YIIAaKOBKM JIEKapCTBEHHOTO Ipernapara
HeMapKMPOBAaHHON ITePBUYHOM YIIaKOBKYU
JIeKapCTBEHHOrO Iperapara (Ipy HaIuumumn
BTOPUYHOI (ITOTPEOUTENTHCKOI) YIIAaKOBKY






JIeKapCTBEHHOTO Iperapara).

14. OniucaHue BIOKEHHOW BO BTOPUYHYIO
(MOTpe6UTEeTBCKYIO) YITAKOBKY JIEKAPCTBEHHOTO
rpernapaTta HeMapKMPOBAHHO ITePBUYHOI YIIAKOBKMU
JIeKapCTBEHHOrO mpernapara.

15. HaumeHnoBaHme dacoBiyKa (YImakoBIIMKa)
(3amosiHsIeTCs B cy4yae ocyllecTBaeHus: GhacoBKU
(YIIakOBKM) Ha TeppUTOpum Poccuickoi
®enepauyn).

16. Anpec dacosiiyka (YnakoBIll1Ka) BO BTOPUUHYIO
(TOTPeOUTETBCKYIO) YITAKOBKY JIEKAPCTBEHHOTO
npernapara (B cjiyyae ee OTCyTCTBUS - [IEPBUUYHYIO
YIIaKOBKY JIEKAPCTBEHHOr 0 IIperapara) (3aroJHsIeTCs
B (JIyyae ocylecTBieHus ¢hacoBku (yIakoBKM) Ha
Tepputopun Poccniickoit @enepaunn).

IMpunoxkenne N 3

K [TonoxkeHu10 0 cucTeMe MOHUTOPUHTA
JIBVKEHMS JIeKapCTBEHHBIX IpenapaToB
711 MeOUIIMHCKOTO TIpUMeHeHUSsI

CBEJIEHUS,
TIPEJICTABJISIEMBIE CYBBEKTAMU OBPAILIEHUS
JIEKAPCTBEHHBIX
CPEZICTB B CUCTEMY MOHUTOPUHTA
IIBVKEHNS IEKAPCTBEHHBIX






ITPETTAPATOB IIJI1 MEAVIIMHCKOI'O
[TPUMEHEHNMA ITPY BBOJE B OBOPOT

JIEKAPCTBEHHDBIX ITPEITAPATOB JJIfI
MEIMIINHCKOTI'O ITPUMEHEHVS

I. CBemeHus 0 IeKapCTBEHHBIX IIperaparax IJist
MeJIULIVHCKOTO
IIpUMeHeH N, IPOV3BeJeHHbIX Ha TePPUTOPUNA
Poccuiickoit
depnepanum, peCcTaBsieMble CyObeKTaMu
obOparieHus
JIeKapCTBEHHBIX CPeNICTB B CUCTEMY MOHUTOPUHTA
I BVKeHUS
JIeKapCTBEHHBIX IIperapaTos IJIs1 MeIULIVHCKOTO
IIpYMEeHeHUs

1. CyobekThI 0OpalieHus JeKapCTBEHHbIX CPEICTB
Npu 3aBepiieHnu craaum hpacoBKu (YIIaKOBKM)
JIEKapCTBEHHBIX IIPeIapaToB IJIsI MeIUIIMHCKOTO
IpuMeHeHus (Hajnee - JieKapCTBEHHbIEe IIpernapaThbl)
BO BTOPMYHYIO (ITOTPEOUTENHCKYIO) YITAKOBKY
JIeKapCTBEHHOrO Iperapara (B ciydae ee OTCYTCTBUS
- TIEPBUYHYIO YIIAKOBKY JIEKAPCTBEHHOTO ITpernapara)
MPeaCTaBISIOT B CUCTEMY MOHUTOPMHTA IBVKEHMS
JIeKapCTBEHHBIX IperapaTos (gajiee - cucreMa
MOHUTOPUHTA) CJIeAYIOILYI0 MHGOpMalio B
OTHOIIIEHUU KaKA0M TOPTrOBOM eJUHUIIbI
JIeKapCTBEHHOTrO Iperapara:






a) aTa coBepIleHMs oIepalnn;

0) npmeHTUdUKATOP CYObEKTa 0OpalIeHNs
JIeKapCTBEHHBIX CPeJICTB, OCYLeCTBISIOILero
(acoBKy (YI1akOBKY) JIeKapCTBEHHBIX ITPeNapaToB BO
BTOPUYHYIO (TTOTPEOUTETHCKYIO) YITAKOBKY
JIeKapCTBEHHOrO Iperapara (B ciydae ee OTCYTCTBUS
- IIepBUUYHYIO YI1aKOBKY JIeKapCTBEHHOIO IIperapara);

B) yTpaTui cuiy. - [loctanosnenue [IpaBuTenbCTBa
P® ot 21.07.2020 N 1079;

I') TUII IPOM3BOLCTBEHHOIO 3aKa3a (KOHTPAKTHOe
MU cOOCTBEHHOE TPOM3BOJCTBO);

I) uIeHTUGUKATOp CyObeKTa 0OpalleHust
JIeKapCTBEHHBIX CPELICTB, SBJISIOLIEroCs 3aKa3uMKoOM
KOHTPAKTHOTO (IMOAPSAHOI0) IIPOMU3BOACTBA (B
cJIydae rmpeacTaBieHus nHGopManyum cyobeKToM
obpaleHus JeKapCTBEHHbIX CPEeICTB,
OCYILIECTB/SIOI MM KOHTPAKTHOE (IOAPSTHOE)
MIPOU3BOACTBO);

€) r7106abHbIN MAEHTU(DUKAIMOHHDI HOMEp
TOPrOBOV eIMHMLIBI JIEKapCTBEHHOTO IIpernapara;

K) HOMep IMPOM3BOACTBEHHOI Cepumn
JIeKapCTBEHHOTO Mperapara;

3) JaTa MCTeueHUd CPOKA TOJHOCTH JIEKapCTBEHHOTO






rperapara;

") KOJ, UAeHTUGUKALM, TIPUCBOEHHbIV BTOPUUHOI
(MoTpebuTeNnbCKOI) yIiaKOBKe JIeKapCTBEHHOTO
rperiapara (B cydae ee OTCyTCTBUS - IIEPBUUHOMN
yIIaKOBKe JIEKAPCTBEHHOI0 IIperapara);

K) MH(popManus 06 UCITOIb3yeMOM YCTPOIICTBE
perucTpauyum SMUCCUN.

2. CyobeKTbI 0OpalieHust JIeKapCTBEHHBIX CPEICTB
MOCJie 3aBepileHus CTagu BbIITyCKaIOIero
KOHTPOJISI KaueCTBa U MpeicTaBIeHMsI JOKYMEHTOB U
cBenieHMit B @eepanibHyI0 CIYXOY 110 HaZ30pY B
cdepe 3apaBoOXpaHeHMS MIPEICTABSIOT B CUCTEMY
MOHMUTOPUHTA CIeAYIONIYI0 MHDOPMAIMIO O BbIITyCKe
TOTOBO TIPOAYKIIUN B OTHOIIEHUY KAXKI01 TOPTrOBO
eIVHUILIbI JIEKAPCTBEHHOTO ITpernapara,
MMpou3BeIeHHON Ha TeppuTopumn Poccniickorii
®denepauyu:

a) laTa COBepIIeHM Omepalyu;

0) ugeHTUUKATOP CYyObEKTa OOpaIeHNs
JIeKapCTBEHHBIX CPEICTB, OCYILECTBISIOIIEro
PermcTpanyio CBeeHuit 0 BbITyCKe FOTOBOIA
MIPOIYKIIVN;

B) PEKBM3UTLI 3aIIMCH O JIEKAPpCTBEHHOM IIperiapare,






BBOJMMOM B TpakJAaHCKMIi 0600pOT, B
aBTOMAaTM3MPOBAHHOI MHGOPMAIIMOHHO CUCTEME

depepanpHOI CITYKOBI IO HAJ30DPY B chepe
3[paBOOXpaHeHus (gaTa U BHYTPEHHUI
uaeHTuduUKaTop);

r) Homep paspeiieHus: PenepanbHO CYKObBI IO
HaJ30py B cdepe 3paBOOXpaHeHMsI Ha BBOJ, B
rpaxkIaHCKMii 060poT (B clyuae BBOJA B
rpaxkIaHCKMIi 060POT UMMYHOOMOJIOTYECKOTO
JIeKapCTBEHHOTO Iperapara);

1) KOJ UIeHTU(PUKALUU UIU KOT, UAeHTUPUKaUU
TPETUYHOI (TPaHCIIOPTHON) YIIAaKOBKU
JIeKapCTBEHHOTIO Iperapara, B KOTOPOi HaXOAUTCS
BBIITYILLEHHbIV B 000POT JIeKapCTBEHHbIN Tpernapar (B
cydae BBIMTYCKa TPETUUHOM (TPaHCIIOPTHOIN)
YIIAaKOBKM JIEKaPCTBEHHOTO IIpernapara LieJIMKOM).

I1. CBepmeHus1, IpeicTaB/iIsieMble CyObeKTaMM
obpaieHus
JIeKapCTBEHHbBIX CPEJICTB B CMCTEMY MOHUTOPUHTA,
0 JIeKapCTBEHHBIX MpernapaTax, Mpou3BeaeHHbIX
3a npenaenamu Tepputopun Poccuiickoin @egepaiinm

3. CyObeKTbl 0OpalieHust ieKapCTBeHHBIX CPEICTB
MIPY 3aBepIIeHNY POU3BOICTBEHHOM CTaquUM
(acoBKkM (YI1aKOBKM) JIeKapCTBEHHBIX IpernapaToB
MJIY 3aBepIeHN M MapKUPOBKM YITAKOBOK






JIEKapCTBEHHbLIX IIPEIIapaTOB CpeaCTBaMMU
I/I,ILGHTI/I(IJI/IK&LU/II/I Ha TaMO>X€HHOM CKJiazge B

COOTBETCTBUM C ab3a1ieM BTOPBIM ITYHKTA 4
[Tomo>keHUs1 O CUCTeMe MOHUTOPUHTA JIBMKEHUS
JIeKapCTBEHHBIX MPerapaToB AJIsi MeOULMHCKOTO
MPUMEeHEeHNsI, YTBePKAEeHHOI0 MOCTaHOBIEHVIEM
IIpaBuTenbcTBa Poccuiickoi @emepanym ot 14
nexkabpst 2018 r. N 1556 "O6 yTBepkaeHUn
[Tosio’)keHMs O cUCTeMe MOHUTOPUHTIA ABUKEHUS
JIeKapCTBEHHBIX MPeIapaToB A1 MeOULMHCKOTO
npuMeHeHus" (manee - [TonoxeHue), mpencTaBiasoT
B CMCTE€MY MOHUTOPUHTA B OTHOLIEHUY KaXKI 0
TOPrOBOVi eIMHUIIBI JIEKAaPCTBEHHOTO Tpernapara,
MMpoM3BeIeHHO} BHe Tepputopum Poccuiickoi
@enepalyu, caeayouy MHGOPMaIUIO:

a) JaTa coBepIleHMs oTepalnn;

0) ngmeHTUdUKATOP CYObEKTa 0OpaleHNs
JIeKapCTBEHHBIX CPEJICTB, SIBJISIIOIETOCs AepskaTesiemMm
WY BIaJle/IblIeM PerucTpaluyoHHOro
YIOCTOBEPEHMS, MJIU TIPEICTABUTENIbCTBA CYO'bEKTa
obpaleHus JeKapCTBEHHbIX CPeICTB HAa TEPPUTOPUN
Poccuiickoit ®enepauyn;

B) UIeHTUDUKATOP CyObeKTa 0OpaIieHus
JIeKapCTBEHHBIX CPEJICTB, OCYLIECTBISIONIETO
(bacoBKy (yI1aKoBKY) JieKapCTBEHHBIX MTPEapaToB BO






BTOPUYHYIO (ITOTPEOUTENTHCKYIO) YITAKOBKY
JIeKapCTBEHHOTO Ipernapara (a mpy ee OTCYTCTBUM -

MePBUYHYIO YITAKOBKY JIEKAPCTBEHHOTO ITperapara);

I) uAEHTUUKATOP CYObeKTa 0OpaIieHust
JIeKapCTBEHHBIX CPEICTB, OCYIIECTBIISIONIEr0
MIPOVU3BOJICTBEHHYIO CTAAMIO BBITYCKAIOIIETO
KOHTPOJIS KauecTBa;

1) T100a/IbHBIN UAeHTUGUKAIIMOHHbBII HOMEP
TOPTOBOJ €IVHUILIBI;

€) HoMep MpOU3BOJICTBEHHOI CEpUN JIEKAPCTBEHHOTO
rperiapara;

) 1aTa MCTEUEHMSI CPOKA FOLHOCTH JIEKAPCTBEHHOIO
mpernapara;

3) KOJ, TAMOKEHHOTO OpraHa M perucTpalyoOHHbI
HOMeEep TaMO>KeHHOr0 cKaaja (IIpu MapKupPOBKe
YIIaKOBOK JIeKapCTBEHHBIX ITperapaToB CpeACcTBAMMU
MaeHTUUKALIMM Ha TAMOXKEHHOM CKJIaJie);

") KOO UAeHTUOUKALMN, TPUCBOEHHBIN BTOPUYHOM
(MoTpebUTETBCKOI) YIIaKOBKE JIEKAPCTBEHHOTO
npernapara (B cydae ee OTCyTCTBUS - TIEPBUYHOM
YIIaKOBKE JIEKAPCTBEHHOT 0 IIperapara);

K) MH(popMaLys 06 UCITOIb3yeMOM YCTPOIICTBE
perucTpauyum SMUCCUN.






3(1). Cy6beKTbl 00paleHus IeKapCTBEHHBIX CPECTB
MIPU OCYILECTBIEHUM MAaPKUPOBKU YITAKOBOK
JIEKapCTBEHHBIX IIperapaToB CpecTBaMu
UIeHTUGUKaIMMY Ha TAMOXXEHHOM CKJIazie B
COOTBETCTBMM C ab3a1leM BTOPbIM MYHKTa 4
[TosioskeHMS IPeACTABSIOT B CUCTEMY MOHUTOPUHTA
clenyoInyo MHGopmaluio:

a) uaeHTUdUKaTOp CyobekTa oopalieHus
JIEKapCTBEHHBIX CPeJICTB, SIBJISAIOIIEr0Cs JlepsKaTeieM
WIN BAaAeblleM perucTpalioHHOTO
YAOCTOBEPEHMSI, WJIM IIPEICTABUTE/IbCTBA CYyObEeKTa
oOpaleHus JeKapCTBEHHbBIX CPEeCTB Ha TEPPUTOPUA
Poccuiickoi ®epepauym;

0) maTa coBepIleHMs orepalun;

B) I7106aIbHbIN MAEHTUGUKALIMOHHBII HOMep
TOPrOBOV €IMHULIbI;

I') KOJ, TAMOK€HHOTI'O OpraHa " perucTpaliOHHbIN
HOMep TaMOXXeHHOI'0O CKJIa/ia, Ha KOTOPOM
OCYLIeCTBJISIETCS MapKMPOBKa YIIAaKOBOK
JIeKapCTBEHHBIX IIperapaToB cpefCcTBaMu
UOeHTUGUKAIMY B COOTBETCTBUM € a63a1leM BTOPbIM
nyHkra 4 [lonoxenus;

1) KOIbl MAeHTUDUKALIUNA.






I1I. CBemeHus, mpeacTaBiisieMble CyObeKTaMMU
obpaieHus
JIeKapCTBEHHbBIX CPEJICTB B CUCTEMY MOHUTOPUHTA,
0 JIeKapCTBEHHBIX MTpernapaTax, BBO3UMBbIX
Ha TeppuTtopuio Poccuiickoit ®egepaiinn

4. CybbeKkTbl 0OpallleHus IeKapCTBeHHbIX CPeICTB
IIPY 3aBepPIIEeHUN OTTPY3KM JIeKaPCTBEHHBIX
npemnapaTtoB B Poccuiickyo @enepaiuio Ui nocie
repefauy CBeleHu i O MapKMPOBKeE YIIaKOBOK
JIeKapCTBEHHBIX MpernapaToB CpefCcTBaMu
UIeHTUGUKALMY HA TAMOXKXEHHOM CKJIajie B
COOTBETCTBMM C ab3a1ieM BTOPbIM MYHKTa 4
[TosmoxkeHUs NPefCTaBISIOT B CUCTEMY MOHUTOPUHTIA
Cjienylonyio MHGOPMAaI M0 B OTHOIIEHUY KasKA 0l
eIMHULbI JIEKapCTBEHHOTO Tpernapara:

a) JaTa CoBepIlleHus onepanum;

0) ugeHTUdUKATOP CYyObEKTA OOpaIIeHNsT
JIEKapCTBEHHBIX CPENICTB, SIBJISIOIIETOCS JlepKaTeaeM
VIV BAAEeJIbIIEM PETUCTPALIMOHHOTO
YIOCTOBEPEeHMS, MJIU TIPeCTaBUTENbCTBA CYObeKTa
oOpaleHus JeKapCTBEHHbIX CPeCTB HAa TEPPUTOPUN
Poccuiickoit ®epepaunm (He TpebyeTcs B cyydae
MpeacTaBieHys CBeeHi B COOTBETCTBUM C
ab3amamMu ceIbMbIM U AeCSIThIM ITYHKTa 37 U
ab3aiiem cebMbIM ITyHKTa 38 ITooskeHMs);






B) uAeHTUDUKATOP CyObeKTa o6palieHust
JIEKapCTBEHHBIX CPeICTB, SIBJISIOIEr0oCs IPOJaBLOM
JIeKapCTBEHHBIX MpernapaToB (He TpebyeTcs B ciayuae
MpecTaBJieHNsI CBeAEeHNI B COOTBETCTBUM C
ab3alamu celbMbIM U IeCSATHIM MYHKTA 37 U
ab3allem cebMbIM ITyHKTa 38 ITo0skeHM);

T) uAeHTUHUKATOP CyObeKTa ooparieHust
JIeKapCTBEHHBIX CPEICTB, IB/SIONIEroCs
TTOKYyIIaTeieM JIEKapCTBEHHBIX IIPeIapaToB B
Poccuiickoit ®enepauyn;

II) TUII OTOBOPA;

€) PEKBM3UTbI IEPBUYHOIO JOKYMEHTA, SIBJISIOIIErocs
OCHOBAHMEM [J151 OTTPY3KM JIEKaPCTBEHHOTO
npemnapara B Poccuiickyto ®@enepanuio;

) KOJI TAMOK€HHOI'0 OpraHa ¥ perncTpalOHHbI
HOMep CKJIaja (aAapec MecTa HaXOXAeHNs ToBapa
COIJIaCHO TaMOKEHHOJ JleK/apaluy Ha TOBaphl, 3a
VICKIIIOUeHMeM CIy4yasi MapKMPOBKY YIIaKOBOK
JIeKapCTBEHHBIX IIperapaToB CpefCcTBaMu
UIeHTU(PUKALNYM Ha TAMOXXEHHOM CKJIaJie B
COOTBETCTBUM C ab3a1ieM BTOPBIM ITYHKTA 4
[Tonoxeuns);

3) Ko uaeHTUdUKaUU Wi KoJ uaeHTuduKaumun
TPETUYHOI (TPAHCIIOPTHO) YIIAaKOBKU






JIeKapCTBEHHOTIO IIpelapara, B KOTOPO HaXOOUTCS
3TOT JIeKapCTBEHHLIN Ipernapar (B ciyyae OTIPY3KU
TPETUYHOI (TPAHCIIOPTHON) YIIAaKOBKU
JIeKapCTBEHHOIO IIperapara LieJIiKOM).

5. Cyb6beKThbI 0OpaleHust JIeKapCTBEHHBIX CPEICTB
MIPY OCYILECTBJIEHMM BBO3a MPECTABISIOT B CUCTEMY
MOHMUTOPWHTA CJIEAYIOLIYI0 MHGOPMAIIMIO B
OTHOIIIEHUY KasKI0/ eIV HUIIbI JIEKAPCTBEHHOTO
npenapara:

a) aTa coBepIleHMs oIepalnn;

0) npmeHTUdUKATOP CYOBEKTa 0OpaleHNSs
JIeKapCTBEHHBIX MpernapaToB, OCYIIECTBSIONIEr0
BBO3 JIEKAPCTBEHHBIX ITpernapaToB B Poccuiickyio
Qenepanuio;

B) KOJi, TAMOKEHHOTO OpTraHa M perucTpaIMOHHbIN
HOMep cKIaza (aapec MecTa HaxOKAeHs ToBapa
COIJIACHO TAMOXXEHHOI JeKIapalyy Ha TOBaphl);

I) UAEHTUOUKATOP CYObeKTa 0OpaIieHust
JIEKapCTBEHHBIX CPEMICTB, SIBJISIIOIIErOCS MPOJABIIOM
JIeKapCTBEHHBIX MTpernapaToB (He TpebyeTcs B ciayuae
MpeacTaBJeHNs] CBeAeHUI1 B COOTBETCTBUM C
ab3aramu cebMbIM U IeCSTHIM IYHKTA 37 U
ab3ailemM ceabMbIM ITYHKTA 38 ITo105KeHMS);






Il) TUII IOTOBODA;

€) PeKBU3UTHI IEPBUYHOI0 JOKYMEHTA, SIBJISIOLIEerocs
OCHOBaHMeM [IJIs1 BBO3a JIeKapCTBEHHOTO Ipernapara B
Poccuiickyro @enepanuio (4ata 1 HOMeD);

X) UIeHTUPUKATOp CyobeKTa 00 palieHust
JIeKapCTBEHHBIX CPEICTB, SIBJSIONIEr0Cs AepsKaTeieM
WU BJIaZie/IbIIeM PerucTpaiMOHHOr0
YIOCTOBEPEHMS, UJIU IIPeCTaBUTENIbCTBA CYObeKTa
oOpalieHus JJeKapCTBEHHbIX CPeCTB Ha TePPUTOPUN
Poccuiickoit @epepaunn (B ciiyuae BBO3a
JIeKapCTBEHHOTO TpernapaTa B Poccuiickyto
demepaliio CyoO'beKTOM 0OpalieHys JIeKapCTBEHHbIX
CpeJiCTB, He SIBJISIIOMIMMCS AepsKaTesieM Un
BJIaJie/IblieM PerUCTPaLMOHHOTO yI0CTOBepeHNs) (He
TpebyeTcs B cyuae MpeCcTaBIeHNsI CBeIeHIA B
COOTBETCTBMM C ab63aI[aM¥ CeIbMbIM U TeCSAThIM
IMyHKTa 37 1 ab3arem cebMbIM ITyHKTA 38
[TonmoxkeHns);

3) Ko uaeHTUdUKAMU Wi KOJ, uaeHTUubUKauun
TPETUYHON (TPAHCIIOPTHOM) YITAKOBKU
JIeKapCTBEHHOTO Tperapara, B KOTOPO HaXOAUTCS
3TOT JIeKapCTBEHHBI Ipernapar (B cJiyuae BBO3a
TPETUYHOI (TPAHCIIOPTHON) YIIAaKOBKU
JIEKapCTBEHHOIO Iperapara LeJInKOoM).

6. Cyo'beKTbI 0OpaleHust JIeKapCTBEHHbBIX CPEJICTB,






OCYIIEeCTBJIAIOIINE ITepeaavuy JIeKapCTBEHHBIX
IIpernapaTtoB, IOMEIMIEHHBIX 110 TAMOXE€HHYIO

MPOIIeAYPY TAMOXKEHHOTO CKIa/ia, IPYroMy
COOCTBEHHMKY (CMeHa COOCTBEHHMKA), ITPEeACTABISIOT
B CHICTEMY MOHUTOPUHTA CAeAYIOIIYIO MHGOPMAIIIO
B OTHOIIIEHUM KaskKA0 eIVMHUIII IEKAPCTBEHHOTO
rpernapara:

a) aTa coBepIleHMs oIepalnn;

0) ngmeHTUdUKATOP CYObEKTa 0OpalLIeHNs
JIeKapCTBEHHBIX CPEICTB, OCYIIECTBISIONIET0
repenayvy JieKapCTBEHHbIX IMPeNapaToB;

B) uAeHTUDUKATOP CyObeKTa obpalieHust
JIeKapCTBEHHBIX CPEICTB, OCYILECTBIISIONIEro
MIPUEMKY JIEKapCTBEHHBIX ITIPeIapaTos;

I') PEKBU3UTBI TIEPBUYHOTO JOKYMEHTA, SIBJISIOIIEroCs
OCHOBaHMeM ;15 [lepefauy JieKapCTBEHHOT'O
nperiapara (Iata u HoMmep);

1) KOJl UIeHTU(PUKALUU UIU KOZ, UAeHTUPUKamUm
TPETUYHOI (TPAHCIIOPTHON) YIIAaKOBKU
JIeKapCTBEHHOTIO Iperapara, B KOTOPO HaXOAUTCS
3TOT JIeKapCTBEHHbIN Tpenapar (B ciyvyae repegaumn
TPETUYHOI (TPAHCIIOPTHOM) YIIAaKOBKMU
JIEKapCTBEHHOTIO Iperapara LieJIMKOM).






7. Cy6beKThbI 0OpalleHust JIeKapCTBEHHBIX CPEICTB
MIpYU MTOATBEPXKIEHUM CBeAeHN 06 OTTPYy3Ke WM O

BBO3e€ JIeKapCTBEHHOTO Ipernapara B Poccuiickyo
denepanyio, Wi IpMUeMKe Ha ¢hapMalieBTUIECKU L
CKJIaf, JIeKapCTBEHHOrO Iperapara Ha TeppPUTOPUN
Poccuiickoit ®enepauun, uin repegave npasa
COOGCTBEHHOCTH Ha JIeKapCTBEHHbII Mpernapar,
IOMellleHHbIN 110, TAMOKEeHHYIO IIPOoLeaypy
TaMO>XeHHOTI'O CKJ1aJa, IIpU MOATBEPKAEH U
CBeIeHNI, ComepKaluXcs B CUCTEMEe MOHUTOPUHTA,
IpeLCTaBIsAI0T B CUCTEMY MOHUTOPUHTA C/IeAYIOIYI0
MHOOpMAIINIO B OTHOIIEHMUM KasKI0M e IMHUIIbI
JIeKapCTBEHHOTIO Iperapara:

Q) laTa COBepIIeHM s Onepalu;

6) ugeHTUdUKATOP CYyObEKTA OOpaIIeHNsT
JIeKapCTBEHHBIX CPEICTB, OCYILECTBIISIONIEro
MOATBEPKIEHME CBEIIeHA;

B) UAeHTUDUKATOP CyObEKTa 06palieHusI
JIEKapCTBEHHBIX CPENICTB, paHee OCYIeCTBUBIIEro
perucTpauuio ceefieHunit 06 oTrpy3ke Win o BBo3e
JIeKapCTBEHHBIX TperapaToB B Poccuiickyto
@enepalyio, Wi mpreMKe Ha hapMalieBTUYeCKU i1
CKJIa[1, JIEKaPCTBEHHBIX ITPEIapaToB Ha TEPPUTOPUN
Poccuiickoit ®@enepauyn, win repegade mpasa
CcOOCTBEHHOCTHM Ha JIeKapCTBEeHHbII Mpenapar,






MMOMellleHHbIN MO, TaMOJXEHHYIO IIpouenypy
TAMOXXE€HHOTI'O CKJIa[a;

T) KoA uAaeHTUGUKAIMY I KOI UaeHTUbUKALUA
TPETUYHOI (TPAHCIIOPTHOM) YIIAKOBKMU
JIeKapCTBEHHOTO Tperapara, B KOTOPOil HaXOAUTCS
3TOT JIeKapCTBEeHHbIN Ipenapar (B ciyvyae repenaumu
TPETUYHOI (TPAHCIIOPTHON) YIIaKOBKU
JIEKapCTBEHHOTO Tperapara LeJanKom).

8. CyObeKTbI 0OpalieHus J1eKapCTBEHHbBIX CPEICTB
MIpY TIepeMeleHUY JIEKapCTBEHHbIX MTPerapaToB
MEXIY 30HaMM TaAMOK€HHOT'O KOHTPOJIST
MPeACTaB/ISIOT B CUCTEMY MOHUTOPUHTA CJIEAYIOIIYIO
MHGOPMAIMIO B OTHOIIEHUM KasKI 0/ eI HUIIbI
JIeKapCTBEHHOTO Iperapara:

Q) laTa COBepIIeHM Omepalyn;

6) ugeHTUUKATOP CYyObEKTA OOpaIeHNs
JIeKapCTBEHHBIX CPEICTB, OCYIECTBISIOIIEro
repemeleHme JeKapCTBeHHbIX ITperapaTos;

B) yTpaTui cuiy. - IlocranosieHnue [IpaBuTenbcTBa
P® or 21.07.2020 N 1079;

r) KOJ, TaMOXXeHHOTO OpTaHa ¥ PerucTpalMOHHbIN
HOMeD CKJIa/ia OTTPY3KM (apec MecTa HaXOXKIeH s
TOBapa COIJaCHO TaMOKeHHOM JeKIapalyuu Ha






TOBAapbl, 13 KOTOPOTO OCYLIECTBIISIETCS
repeMelnieHue);

Il) KOJl TaMOXXeHHOT'O OpraHa ¥ perMCcTpaliOHHbIN
HOMeED CKJIaJia TPMEeMKHM (agpec MeCcTa HaXOXKIeH s
TOBapa, B KOTOPOE OCYILECTBIISIETCS TIepeMelleHle);

e) Kog, uaeHTUudMKauum Win Kog, uaeHTuduKaumun
TPETUYHOI (TPaHCIIOPTHO) YIIAaKOBKU
JIeKapCTBEHHOTIO Iperapara, B KOTOPOi HaXOAUTCS
3TOT JIeKapCTBEeHHbIN Ipenapar (B ciayJyae
rnepeMeIeHnss TPETUYHO (TPaHCIOPTHO)
YIIAaKOBKM JIEKapCTBEHHOTO [Iperapara LieJIMKOM).

9. CyobeKTbI 0OpalieHust JIeKapCTBeHHBIX CPEICTB
TIpU IPUHSATUM PEIIEHMST O BBIITYCKe JIeKapCTBEHHbIX
MpernapaToB ISl BHYTPEHHEro MoTpedIeHus,
TIPUHSITOTO TAMOXXeHHbIMM OpraHaMM, IIPeICTaB/ISIOT
B CMCTeMY MOHUTOPMHTA CJIeIYIOIIYI0 MH(POpPMAaIio
B OTHOIIEHUM KaskA 0 TOPTroBO e AMHUIIbI
JIeKapCTBEHHOTO IIperiapara:

a) aTa coBepIleHMs oIepalnn;

0) npmeHTUdUKATOP CYOBEKTa 0OpaIeHNs
JIEeKapCTBEHHbBIX CPENICTB, OCYLECTBJISIOILEro
JIleKJlapMpoBaHue JeKapCTBEHHbIX MperapaToB Ha
Tepputopuu Poccuiickon ®@enepanyu;






B) KOJ, TAMOYXKE€HHOM IpOLeypPbl;
') KOJ TaMOKeHHOTO OpraHa;

Il) PEKBU3UTBI TAMOKEHHOI eKJIapalnuy Ha
JIeKapCTBEHHBIN IIpernapar;

€) TaMO>KeHHasi CTOMMOCTbD JIeKapCTBEHHOTO
rpernapara COrJiacCHO TaMOXXeHHO JeKiapaluyuu Ha
JIeKapCTBEHHBIV IIperapar;

X) Kog, uoeHTUdMKaMU Wi KoA uaeHTudbuKammun
TPETUYHON (TPAHCIIOPTHOM) YITAKOBKU
JIeKapCTBEHHOTO Tperapara, B KOTOPO HaXOAUTCS
3TOT JIeKapCTBEHHBIN IIpernapar (B ciiyyae
TOMeleHMSI TT0f, TAMOXXEHHYIO ITPOLenypy
TPETUYHOI (TPAHCIIOPTHO) YIIAaKOBKM
JIeKapCTBEHHOTIO Tperapara LeJIuKoM);

3) - ) yTpaTuau cuiy. - [locraHoBieHMe
[TpaBuTtensctBa PO ot 21.07.2020 N 1079.

10. CybbeKThI 06palieHust IeKapCTBEHHbBIX CPEJICTB
IIpu NepeMelleHMM JIeKapCTBEHHBIX ITpernapaToB U3
30HBI TAMOXKEHHOT'O KOHTPOJISI Ha
dapmaleBTMUYECKUIi CKIaJ, IPefCTaBISIIOT B CUCTEMY
MOHUTOPMHTA CJIeIYIONIYI0 MHPOpMaLUIo B
OTHOLIEHUM KaKJI0/ eIV HULIbI IeKapCTBEHHOTO
rpemnapara:






a) IaTa coBepIleHMs oIepalnn;

0) nmeHTUdUKATOP CYObEKTa 0OpaleHNs
JIeKapCTBEHHBIX CPEICTB, OCYILECTBIISIIONIET0 BBO3
JIeKapCTBEHHBIX ITPerapaToB Ha TEPPUTOPUIO
Poccuiickoi ®enepaiiun;

B) yTpaTui cuiy. - [locraHosneHue [IpaBuTe/inCcTBa
P® ot 21.07.2020 N 1079;

I) KOJ, TaMOXXeHHOT0 OpTaHa ¥ PeruCcTpaiMOHHbIN
HOMEP TaMOXXKeHHOTO CK/Iajia OTTPY3KH;

1) PEKBU3UTHI IEPBUYHOTO JOKYMEHTA,
SIBJISIIOIIETOCSI OCHOBAHUEM [JI IPUEMKU
JleKapCTBEHHOTrO Mperapara Ha apMalieBTUYeCcKuit
CKJIaZ (IaTa M HOMeD);

€) CTOMMOCTbD, YKa3aHHasI B COIIPOBOAMTETbHOI
JMOKyMEHTAaI Ha TOBAap, Ha OCHOBAHMUM KOTOPOIA
odopMIIIeTCcsI TAMOKEHHas JeKaapanysi, C yueToM
TaMOKE€HHBIX ITOIIMH ¥ C60POB 38 TAMOXKEHHOe
odopmiieHne;

) Ko, MAeHTUUKAIMY WIIM KOA UAeHTUDUKALUN
TPETUYHOI (TPAHCIIOPTHOM) YITAKOBKMU
JIeKapCTBEHHOTO TIperapara, B KOTOPOil HaXOAUTCS
3TOT JIeKapCTBEHHbIN Ipenapar (B cryyae IIpuemMKu
Ha hapMaleBTMUeCKIii CKIa TPeTUUHO’






(TPaHCIIOPTHOI) YIIAaKOBKM JIEKapCTBEHHOI'O
rnperiaparTa LeJuKOM).

11. Cy6beKThI 006palieHust JieKapCTBEHHBIX CPEICTB
MPY 3aBepPIIEHUY OTTPY3KM JIeKaPCTBEHHBIX
npemnaparoB B Poccuiickyo Penepaiuio n3
rocyapcCTB - YieHOB EBpasniickoro 5SKkOHOMMUYECKOTO
CO103a MPeACTaBSIIOT B CUCTEMY MOHUTOPUHTA
CJIeyIoNIyio MHGOPMAIMIO B OTHOIIEHUM KasKI0i
TOPrOBOJ eIMHUIIbI JIEKAPCTBEHHOIO MMpernapara:

a) aTa coBepIleHMs oTepalnn;

0) npmeHTUdUKATOP CYOBEKTa 0OpaleHNSs
JIeKapCTBEHHbBIX CPEJICTB, SIBJISIIOIIETOCs lepsKaTesieM
WIN BJaAesblleM PerucTpalyiOHHOTO
YIOCTOBEPEHMS, UJIU TIPeCTaBUTE/IbCTBA CYO'bEKTa
obpaieHus JeKapCTBEHHbBIX CPeCTB HAa TEPPUTOPUA
Poccuiickoit ®enepaiinn;

B) UAeHTUDUKATOP CYObeKTa 06palleHust
JIeKapCTBEHHBIX CPEJICTB, SIBJISIOIIEroCs IPOaBIOM
JIeKapCTBEHHBIX IIPeI1apaToB;

r) uAeHTUUKATOP CyObeKTa obpalieHust
JIeKapCTBeHHBIX CPeICTB, SIBSIONErocs
MOKYyTIaTesieM JieKapCTBEHHBIX MTPernapaToB B
Poccuiickoit ®enepaiinn;






,E[) PEKBU3UTHI IEPBUYHOI'O JOKYMEHTA,
SIBJIAIOITET0Cs OCHOBaHMEM OJISI OTTPY3KU

JIeKapCTBEHHOTrO Ipernapara B Poccuiickyo
®enepauyio (gata M HOMep);

€) TUII J0roBOpa;

K) CTOMMOCTbD JIEKAPCTBEHHOTO Tpernapara (C y4eToM
Hajiora Ha 106aBJIeHHYI0 CTOMMOCTb) COTIACHO
MePBUYHBIM JOKYMEHTaM,;

3) CyMMa HaJ/IOra Ha ,H,O6aBJ'IeHHYIO CTOMMOCTD,

") KOJI UAeHTUGUKALMU UM KO, UAeHTUUKAIUA
TPETUYHOI (TPAHCIIOPTHOM) YIIAaKOBKMU
JIEKapCTBEHHOTO TIperapara, B KOTOPOil HaXOAUTCS
3TOT JIeKapCTBEeHHbIN Ipenapar (B ciyyae OTIPy3Ku
TPETUYHOI (TPAHCIIOPTHON) YIIaKOBKMU
JIEKapCTBEHHOTO Tperapara 1eJnuKOM).

12. Cy6beKThI 006palleHust JieKapCTBEHHBIX CPEICTB
TIpU OCYIIECTBIEHNY BBO3a JIEKAPCTBEHHbBIX
npemnaparoB B Poccuiickyo @enepaiuto n3
TOCYyZapCTB - WieHOB EBpa3nitckoro SKOHOMMUYECKOTO
Co03a U pasmeleHuu Ha papmaleBTMIeCKoM
CKJIaJe TpeICTaB/SIOT B CUCTEMY MOHUTOPMHTA
CJIeIyIONIYI0 MHGOPMAIIMIO B OTHOIIEHUY KaskKa0i1
TOPTOBOJI €IMHUIIBI IEKAPCTBEHHOTrO IIperiapara:






a) IaTa coBepIleHMs oIepalnn;

0) npmeHTUdUKATOP CYObEKTa 0OpaleHNs
JIeKapCTBEHHBIX CPEICTB, OCYILEeCTBIISIONIEr0 BBO3
JIeKapCTBEHHBIX MTpernapaToB B Poccuiickyio
Qenepanuio;

B) UAEHTUDUKATOP CyObEKTa o6palieHust
JIeKapCTBEHHBIX CPEeICTB, SIBJSIOIIEroCs NpoaaBLOM
JIeKapCTBEHHBIX MTpernapaToB (He TpebyeTcs B ciayuae
MpeacTaBJieHNs] CBeAeHNUI1 B COOTBETCTBUM C
ab3alamu cebMbIM U IeCSTHIM MYHKTA 37 U
ab3allemM cebMbIM ITyHKTA 38 ITo0skeHMs);

T) TUII JOTOBOPA;

1) PEKBU3UTHI IEPBUUYHOTO TOKYMEHTA,
SIBJISTIIOILLETOCSI OCHOBAHMEM [JIsI BBO3a
JIeKapCTBEHHOTO TpernaparTa B Poccuiickyro
Qenepanvio (IaTa M HOMeD);

€) CTOMMOCTb JIeKapCTBEHHOTO Ipernapara (C yueTom
Hajora Ha 06aBJIeHHYI0 CTOMMOCTb) COTIACHO
IePBUYHBIM JOKYMEHTaM,;

’K) CyMMa HaJIora Ha 100aBJIeHHYIO0 CTOMMOCTD;

3) ugeHTUdUKATOp CyObekTa obpalieHns
JIeKapCTBEHHBIX CPEICTB, SIBJISIIOLIETOCS AepskaTesieM
WJIU BJIaJieJIblleM PEeruCTpPalMOHHOTO






YIOCTOBEPEHMS, UJIU TIPECTABUTENbCTBA CYO'bEKTa
obpaleHus JeKapCTBEHHbIX CPEICTB HA TEPPUTOPUN

Poccuiickoit ®@enepaiiyn (B ciaydyae BBO3a
JIeKapCTBEHHOTrO Ipernapara B Poccuiickyo
depnepannio cyo’beKTOM oOpalleHus TeKapCTBEeHHbIX
CpelCTB, He SIBJISIOLIVMCS JepskaTeeM Ui
BJIaZie/IbLIeM PerucTpaniOHHOIO YA0CTOBEpeHNs) (He
TpebyeTcs B C/yvae MpeJCTaBAeHNs CBeleHNi B
COOTBETCTBUM C ab3a1iaMy ceJlbMbIM U AeCSIThIM
MyHKTa 37 1 ab3a1ieM cebMbIM ITyHKTa 38
[TonoxxkeHns);

") KOJI UAeHTUGUKALMU UM KO, UAeHTUPUKALIUA
TPETUYHOI (TPAHCIIOPTHOM) YIIAaKOBKMU
JIEKapCTBEHHOTO Tperapara, B KOTOPOil HaXOAUTCS
3TOT JIeKapCTBEHHLIN Ipenapar (B ciyyae BBO3a
TPETUYHOI (TPAHCIIOPTHON) YIIaKOBKM
JIEKapCTBEHHOTO Tperapara 1eJnuKOM).

13. Cy6beKThI 00palleHust JieKapCTBEHHBIX CPEICTB
ocJie TIpeCTaBjIeHNs JOKYMEHTOB U CBeIeHIi B
depnepanbHYIO CITYKOY 0 Ha30pY B cdhepe
3IpaBOOXpPaHEHMS IPECTABIISIOT B CUCTEMY
MOHUTOPWMHTA CIEAYIOIIYI0 MHGOPMALINIO B
OTHOIIEHNUY KaXXI0/ eIV HULIBI JIEKAPCTBEHHOTO
mpernapara:

a) aTa coBepIleHMs orepalnn;






0) ugeHTUdUKATOP CYyObEKTa OOpalieHus
JIeKapCTBEHHBIX CPeJCTB, OCYIIECTBISIONIEro BBO3

JIeKapCTBEHHBIX IperapaToB B Poccuiickyio
®enepalnio;

B) PEKBM3UTHI 3aMIMCH O JIeKapCTBEHHOM IIperapare,
BBOJMMOM B IPa’kJaHCKII1 060POT B
aBTOMATM3MPOBAHHO MHGOPMALIMOHHO CUCTEMeE
depnepanbHOI CIYKOBI TIO HaZI30PY B cdepe
3[paBOOXpaHeHus (JaTa ¥ BHYTPEeHHUI
UIeHTUPUKATOD);

r) Homep paspenieHnust PemepasbHO CYKObI 1O
HaJ30py B chepe 30paBoOXpaHeHMs Ha BBOJ, B
rpaskgaHCKMit 000pOT (B cIyyae BBOJA B
IPasKIAHCKMIT 060POT UMMYHOOMOIOTMYECKOTO
JIeKapCTBEHHOTO Tperapara);

I) KoJl uaeHTUPUKALUY UIU KOZ, UAeHTU UK
TPETUYHOI (TPAHCIIOPTHOM) YIIAaKOBKMU
JIeKapCTBEHHOTO Tperapara, B KOTOPOil HaXOOUTCS
3TOT JIeKapCTBEeHHLIN Ipenapar (B c1yyae BBO3a
TPEeTUYHON (TPAHCIIOPTHOM) YITAKOBKU
JIEKapCTBEHHOTO Tperapara LeJIuKoMm).

14. Cy6bexThbl 006palieHust JiekapCTBEHHBIX CPEJICTB
MIPY IOBTOPHOM BBOZIE B 000POT JIeKapCTBEHHBIX
MperapaToB MPeJCTaB/sSIOT B CUCTEMY MOHUTOPUHTA
cyenyoIyo MHGOPMAaIMIo B OTHOLIEHUY KaXKI 0






€IVMHUIBI JIEKAPCTBEHHOTO IIpeliapaTa:

a) laTa COBepIIeHM onepalyu;

6) nneHtTudukaTop cyobekTa obpameHns
JIeKapCTBEHHBIX CPEZICTB, paHEee OCYILIeCTBUBIIETO
BBIBOJI, 3 060pOTa ITUX JIeKapCTBEHHBIX
Mpernaparos;

B) IPUYMHBI paHee OCYIeCTBIeHHOTO BbIBO/IA
JIeKapCTBEHHOTO Iperapara 13 o60pora;

r) KoA uaeHTUdUKAIMM TOBTOPHO BBOAMMOTO B
000pOT JIeKapCTBEHHOTO Tperapara;

Il) IPUYMHBI TOBTOPHOTO BBOJIa B 000POT
JIeKapCTBEHHOTO Tpernapara.

[Tpunoxenne N 4

K [Tos05keHmIo O c1CcTeMe MOHUTOPMHTA
JIBVKeHUS JIeKapCTBEHHBIX ITperapaToB
IJ11 MeJULIMHCKOTO IIPUMeHEeHUST

CBEJEHNA],
[TPEOCTABJIAEMBIE CYBBEKTAMU OBPAIIEHNA
JIEKAPCTBEHHBIX
CPEJCTB B CUCTEMY MOHUTOPHWHTA
IOBYDKEHMS JIEKAPCTBEHHBIX
[TPETTAPATOB IJI1 MEAVIIMMHCKOI'O
[TPUMEHEHNS ITPU BBIBOJE






13 OBOPOTA JIEKAPCTBEHHbBIX TIPEITAPATOB
JJI1 MEIULIMHCKOI'O ITPUMEHEHNW A

1. CybbeKT obpaliieHMsI TeKapCTBEHHbBIX CPeICTB MpU
BBIBO/I€ JIEKapCTBEHHbIX IperapaToB IJIs
MeIOULIMHCKOrO MpUMeHeHud (najee -
JleKapCTBEeHHbIE MTperapaThl) 13 060poTa IyTemM
peanu3zanyuy (IPOAAsKM) JIeKapCTBEHHbIX MpernapaToB
MOTPEOUTETIO UM OTITyCKa O6eCIIaTHO UJIU CO
CKUAKO JIEKAPCTBEHHBIX MPEnapaToB M0 pelerTy Ha
JIeKapCTBEHHbIE ITperapaThl 1160 OTITyCKa
JIEKapCTBEHHBIX ITPerapaToB NPy OKa3aHUM
MeIUIIMHCKOM ITOMOIIM, 0TO0pa 06pasLoB UIn
BBIBOZA 113 000pOTa MO MHBIM IPUIMHAM
MpeCTaBAsIeT B CUCTEMY MOHUTOPUHTA JBUKEHUS
JIEKapCTBEHHBIX IIpeIapaTosB (Jajee - CucTeMa
MOHUTOPMHTA) CIeYONyI0 MHGOpMAaINIO O
BbIBEJIEHHBIX 13 000pOTa JIEKapCTBEHHbBIX
nperaparax:

a) aTa coBepIleHMs oIepalnn;

0) ngmeHTUdUKATOP CYObEKTa 0OpalleHNs
JIeKapCTBEHHBIX CPEICTB, OCYIIECTBIISIONIETO BHIBO/T
JIleKapCTBEeHHBIX ITperapaToB U3 060poTa;

B) TUII BBIBO/IA JIEKAPCTBEHHBIX ITPerapaToB 13
obopora;






I) BUJI JOKYMEHTA, [IOATBEPKIAI0IIero BbIBO
JIeKapCTBEHHBIX MTpernapaToB 13 060poTa (Uek, 61aHK

CTPOTO¥i OTYETHOCTHU, IOTOBOP U JIPYTOE);

Il) PEKBU3UTHI TOKYMEHTA, TOTBEPKIAIOIIETO
BBIBO/I JIEKAPCTBEHHBIX IPeIapaToB 13 060poTa;

€) Kol uIeHTU KA BBIBOAMMBIX U3 060poTa
JIeKapCTBEHHBIX IIPerapaToB WIM KOJbI
UIeHTUUKALUM TPETUUHO (TPAaHCIIOPTHOI)
YIIaKOBKM JIEKAPCTBEHHOTO Iperapara, B KOTOPOit
HaXOOMUTCA 3TOT JIeKapCTBEHHBII IIperapar (B ciydyae
BbIBOZIA 13 060POTA M0 MHBIM MPUYMHAM TPETUYHOM
(TPaHCIIOPTHO) YIIAKOBKM JIEKapCTBEHHOI'O
rnperiapara LeJnuKOM);

3K) CTOMMOCTD JIEKapCTBEHHBIX MperapaToB (C yYeTOM
HaJIora Ha 00aBJIEHHYI0 CTOMMOCTD) (B CJTy4yae
MPOAAKM JIeKapCTBEHHbIX IPernapaToB
MOTpPeOUTeNI);

3) CyMMa Hajiora Ha J006aBJIEHHYIO CTOMMOCTD (B
cyJyae MpoaaXky 1eKapCTBEHHbBIX MpernapaToB
MIOTPeOUTENTIO);

) KOJINYECTBO BBIBOAMMBIX 3 000pOTa MEePBUUHBIX
YIIaKOBOK JIEKApPCTBEHHOTO IIperapara u obiiee
KOJIMYECTBO MePBUYHBIX YIIAKOBOK JIEKAPCTBEHHOTO
rpernapaTta BO BTOPMYHO (ITOTPeOUTETHCKO)






yIaKoBKe JIeKapCTBEHHOTrO Mpenapara (Ipu
OCyIIeCTBAEHUM BbIBOJA M3 060pOTa

Pa3yKOMIUIEKTOBAHHOI BTOPUYHOM
(mMOTpebUTETHCKOI) YIIAKOBKM JIEKAPCTBEHHOTO
rperiapara).

2. CyobeKT obpalieHus JeKapCTBEeHHbIX CPeICTB P
BBIBO/Ie JIeKapCTBEHHBIX MpernapaToB 13 060poTa
IyTeM YHUUYTOXXEeHUS IeKapCTBeHHbIX ITpernaparos,
MOMeLIeHHbIX 10, TAMOXXEHHYIO IIPOLefypy
YHUUTOXXEHMSI, BbIBO3a JIEKAPCTBEHHBIX ITPEIapaToB
3a peebl TAMOXKEHHOM TeppuTopum EBpasuiickoro
9KOHOMMYECKOTO C0103a, TOMeIlle HHbIX O[T,
TaMOXKEHHYIO ITPOoLeypy 3KCIopTa (peskcrnopra),
MpeACTaBIsieT B CUCTEMY MOHUTOPUHTA CJIeAYIOUIYIO
MHboOpMaIMIo O BbIBeJIeHHbIX 13 060poTa
JleKapCTBEHHBIX Mperaparax:

Q) laTa COBepIIeHMs Orepalyn;

0) ugeHTUUKATOP CYyObEKTa OOpaIeHNsT
JIeKapCTBEHHBIX CPEICTB, OCYIEeCTBIISAIOIIEr0 BhIBO/I
JIeKapCTBEHHBIX MperapaToB 13 060poTa;

B) KOJ, TAMOXXE€HHOT0 OpraHa;
') KOJl TAMOXXEHHO TPOoLeyphl;

Il) Ko MaeHTUdMUKaLM BIBOAMMOTO 13 060poTa






JIeKapCTBEHHOTO TperapaTa Wi Koj,
UIeHTUGUKALUY TPETUUHOI (TPAHCIIOPTHO)

YIIaKOBKM JIEKAPCTBEHHOTO Iperapara, B KOTOPOii
HaxXOJMTCS 3TOT JIEKApPCTBEHHBIN ITpernapar (B crydae
BBIBOJIa 13 000POTa TPETUUHOI (TPAHCIIOPTHO)
YIIaKOBKM JIEKAPCTBEHHOTO Iperapara LeJuKoM);

€) peKBM3UTbI TAMOKEHHO JleKIapaluum Ha
JIleKapCTBEHHbIN Mpernapar.

3. CyobekT obpalieHust J1eKapCTBEHHbBIX CPEICTB IIPU
BBIBOJIE JIEKAPCTBEHHBIX ITPEIapaToB 13 000poTa
IyTeM Iepeaady JIeKapCTBEHHBIX IperapaToB Ha
YHUUTOKEHME ITPEeICTaBJIIeT B CUCTEMY
MOHMUTOPWMHTA CJIeAYIOIIYI0 MHGOPMALIUIO O
BbIBEJIEHHBIX 13 060pOTa JIEKAPCTBEHHBIX
mpernaparax:

a) JaTa coBepIleHMs oTepalnn;

0) ugeHTUdUKATOP CYyOBEKTa OOpaleHNs
JIeKapCTBEHHBIX CPeICTB, OCYILECTB/ISIOIIEro BbIBO/I
JIeKapCTBEHHBIX ITPeIrapaToB 13 060poTa;

B) yTpaTui cuiy. - [loctaHoBieHue [IpaBuTeIbCTBA
P® ot 21.07.2020 N 1079;

T) OCHOBaHMe U TIPUUYMHA TTlepeaui JIeKapCTBEHHOTO
rperapara Ha YHUUTOXeHue;






1) PEKBMU3UTHI PelleHs YIIOTHOMOYEHHOTO
(dhemepasbHOrO OpraHa UCIOJHUTENTbHO BJACTYU O

BBIBOJIE JIEKAPCTBEHHBIX MTPEINapaToB 13 060poTa
(ipu HaMU4UN);

€) PEeKBU3UTHI JOKYMEHTA, ITOATBEPsKAAI0IIEero
repenavy JeKapCTBEHHbIX ITpernapaToB Ha
YHUUTOXEHIE;

X) Kog, uoeHTUdMKaMU Win KoA uaeHTudbuKkammun
TPEeTUYHON (TPAHCIIOPTHOM) YITAKOBKU
JIeKapCTBEHHOTO Tperapara, B KOTOPO HaXOAUTCS
3TOT JIeKapCTBEHHBI Npernapar (B cjiyuae BbIBOAA U3
060pOTa TPETUYHO (TPAHCIIOPTHOI) YITaKOBKA
JIEKapCTBEHHOIO Iperapara LeJInKoMm);

3) UOeHTU(PUKALMOHHBI HOMED
HaJIOTOII/IaTe bl MKa, OCYLLEeCTB/ISIONIero
YHUUTOXKEeHMe JIeKapCTBEHHbBIX IIpernapaToB, U ero
azipec.

4. CyobeKT obpalieHus JIEKapCTBEHHBIX CPeICTB IIPU
YHUUTOKEHUM JIEKaPCTBEHHBIX ITPENapaToB, paHee
TepelaHHbIX HA YHUUTOXEHME, ITPEeICTaB/ISIeT B
CUCTEMY MOHUTOPMHTA CJIEAYIONIYI0 MHGOPMALIUIO O
(akTe YHUUTOXKEHMS JIeKapCTBEHHbIX ITPeIrapaToB:

Q) laTa COBepIIeHMs onepaluu;






0) ugeHTUdUKATOP CYyObEKTA OOpalieHus
JIeKapCTBEHHBIX CPEICTB, OCYIECTBMUBIIETO BbIBOL,

JIeKapCTBEHHBIX ITPernapaToB U3 060poTa;

B) CITOCO0 YHUUTOKEHMS JIEKaPCTBEHHbIX
rpernapaTos;

') pPeKBU3UTbI JOKYMEHTA, IOATBEePKIAI0IIero
YHUUTOKEHME JIeKapCTBEHHBIX ITPernapaToB (akT 06
YHUUYTOKEHUM JIeKapCTBEHHbIX IIperapaToB);

1) KOJ UIeHTU(PUKALUU UIU KOT, UAeHTUDUKaUmn
TPETUYHOI (TPaHCIIOPTHON) YIIAaKOBKU
JIeKapCTBEHHOTIO Iperapara, B KOTOPO HaXOAUTCS
3TOT JIeKapCTBEHHbIN Npenapar (B ciyyae BbIBOJA U3
060pOoTa TPETUUYHOI (TPAHCIIOPTHOI) YITAaKOBKU
JIEKapCTBEHHOTIO IIperapara LeIKoM);

e) ugeHTudUKaIMOHHbI HOMEpP
HaJIOTOIIaTe bIIVKa, OCYIIeCTB/BILIEro
YHUUTOKEHME JIEKapPCTBEHHBIX ITpPernapaTos.

[Tpunosxkenne N 5

K IT0I05KeHMIO O CMCTeMe MOHUTOPUHTa
JBVDKEHMS JIeKapCTBEHHbBIX ITpernapaToB
IUISI MEAULIMHCKOTO MPYMEeHEeHUS

CBEJIEHUS,
TIPE/ICTABJIIEMBIE CYBBEKTAMU OBPALIEHUS






JIEKAPCTBEHHBIX CPEICTB
B CUCTEMY MOHUTOPUHI'A IB>KEHUA

JIEKAPCTBEHHBIX ITPEITAPATOB
U1 MEJVLIMHCKOTO ITPUMEHEHMS [TPU
OCVIIECTBJIEHWUY OITEPAIIUI
C TPETWYHOI (TPAHCITOPTHO1) YITAKOBKOIA
JIEKAPCTBEHHOTO ITPETTAPATA

1. CyobekTbI 0OpaleHus J1eKapCTBEeHHbIX CPEICTB
MPY OCYILECTBIEHUM arpernpoBaHMsl JieKapCTBEHHBIX
MperaparosB [IJisi MeIULIMHCKOTO IpUMeHeHus (gaiee
- JIeKapCTBEHHbIE MTpenaparTsl), UMEIOIIUX OJNH
IJ100a7IbHBIN MAeHTU(UKALVMOHHBI HOMEep TOProBOii
e€IVMHUIIbI, TIPEeACTABJISIIOT B CUCTEMY MOHUTOPUHTA
IBVDKEHMSI JIeKapCTBEHHBIX ITPernapaToB ISl
MeJIUIIMHCKOTO IIpMMeHeHus (Jaiee - cucteMa
MOHUTOPMHTA) Cenyouyi0 MHGopMaInio:

a) Jara coBeplleHMs olepauuy (B OTHOILIEHUN
JIeKapCTBEHHBIX MpernapaToB JJ1s1 MeIULMHCKOTO
NIpMMeHeHMs (fajiee - JeKapCTBeHHbIE IIpernaparhl),
HaXOOSIIMXCS 3a IpeeiaMu TepPUTOpUM
Poccuiickoit @epepaunm, B ciiydyasix, Korga
arpernpoBaHye OCyLeCTBIISIeTCS O 3aBeplIeHNs
CTaZ MM BBIITYCKAIOUIErO0 KOHTPOJIS KAYeCcTBa, MOXKeT
yKa3bIBaThCs JTI00ast JaTa MeKAY 1aTOii 3aBeplIeH st
CTaIUY BBIMTYCKAIIEro KOHTPOJISI KauecTBa U JaTOM
OTIPY3KM JIEKaPCTBEHHBIX IIpernapaTroB B PoCcuiickyo






®denepaliyio);

0) npmeHTUdUKATOP CYObEKTa 0OpaleHNs
JIeKapCTBEHHBIX CPEICTB, OCYIIECTBISIONIET0
arperMpoBaHue;

B) yTpaTui cuiy. - [locraHosneHue [IpaBuTenncTBa
P® ot 21.07.2020 N 1079;

I) KOAbI UAeHTUIUKALUM TPeTUIHBIX
(TpaHCITOPTHBIX) YIIAKOBOK JIEKAPCTBEHHOTO
rperapara co3JaBaeMbIX TPETUYHBIX
(TpaHCIOPTHBIX) YITAKOBOK JIEKAPCTBEHHOTO
rperapara;

1) iepevyeHb KOJIOB UAeHTUGUKAIUY U KOJIOB
UIeHTUUKALMY YITaKOBOK JIeKapCTBEHHOTO
npernapara 6osee HU3KOTO YPOBHSI BJIOKEHHOCTH,
BXOJSILLIMX B COCTAB KaXXI0I1 CO3aBaeMoit
TPETUYHOI (TPAHCIIOPTHO) YIIAaKOBKU
JIeKapCTBEHHOTIO IIperapara.

2. CyobeKTbI 00palleHusl JIeKapCTBEHHBIX CPEICTB
IIPY OCYILECTBIEHUM U3BATUS JIEKaPCTBEHHBIX
IperapaToB U3 TPETUUYHOM (TPAHCIIOPTHOIN)
YIIaKOBKM JIEKAPCTBEHHOTO Iperapara
MPeCTaB/ISIOT B CUCTEMY MOHUTOPUHTA C/IeAYIOLIYIO
MHbOpMaIHIO:






a) IaTa coBepIleHMs oIepalnn;

0) npmeHTUdUKATOP CYObEKTa 0OpaleHNs
JIeKapCTBEHHBIX CPEICTB, OCYIIECTBISIONIET0
omepaluio;

B) yTpaTui cuiy. - [locraHosneHue [IpaBuTenncTBa
P® ot 21.07.2020 N 1079;

T) KoA uAeHTUGUKAIMY TOPTOBOI e AMHUIIDI,
U3bIMaeMOJ U3 TPETUYHO (TPaHCIIOPTHON)
YIIAaKOBKM JIEKapCTBEHHOTO Ipernapara, Win KoJ,
UIeHTUGUKALMY YIIAKOBKY JIEKAPCTBEHHOTO
npernapara 6ojee HU3KOTO YPOBHSI BJIOKEHHOCTH,
M3bIMaeMOI U3 TPETUYHOM (TPaHCIOPTHO)
YIIAaKOBKM JIEKapCTBEHHOTO Ipernapara.

3. CyObeKTbl 0OpalieHust JieKapCTBeHHBIX CPeICTB
TIpU OCYIIECTBIEHNM AOTIOJIHUTEbHOTO BJIOSKEHMST
JIeKapPCTBEHHBIX MIPENapaToB B TPETUYHYIO
(TPaHCIOPTHYIO) YIIAKOBKY JIEKAPCTBEHHOTO
rpernapara MpeCcTaB/sIOT B CUCTEMY MOHUTOPMHTA
cJlenyIonyio MHGopMaIuio:

Q) laTa COBepIIeHM Onepalyu;

0) ugeHTUGUKATOP CYyObEKTa OOpaleHNs
JIeKapCTBEHHBIX CPEJICTB, OCYILECTBISIOIIEro
oreparuio;






B) yTpaTui cuiy. - [locranosnenue [IpaBuTesnCcTBa
P® ot 21.07.2020 N 1079;

I) KOJ UAeHTUDUKALMN WIM KOI UAeHTUPUKALMNI
YIIaKOBKM JIEKAPCTBEHHOTO Ipernapara 6osiee
HM3KOT'O YPOBHS BIIOSKEHHOCTH, C KOTOPOi1
coBepIIaeTcs orepalys JOMOJTHUTETbHOIO
BJIOSKEHMUS;

1) KOJl UIeHTUPUKALUU TPeTUUHOI (TPaHCIIOPTHOI)
YIIaKOBKM JIEKAPCTBEHHOTO Iperapara, B OTHOLIeH UM
KOTOPOJ1 COBepIIaeTcs orepanys.

4. CyobeKkTbl 0OpallleHus JIeKapCTBEeHHbIX CPeCTB
TIpU OCYIIeCTBAeHUM pacHOopMUPOBaHMS TPETUIHOI
(TpaHCIIOPTHOM) YIIAKOBKM JIEKApPCTBEHHOT'O
rpenapara MnpeaCcTaBsiioT B CUCTEMY MOHUTOPUHTIA
C1enyoInyo MHQopMaIuio:

a) maTa CoBepIlleHUs Orepanum;

0) ugeHTUdUKATOP CYyObEKTA OOpaIIeHNsT
JIeKapCTBEHHBIX CPeJCTB, OCYIIECTBIISIONIEr0
omepanmuio;

B) yTpaTui cuiy. - [loctanosneHnue [IpaBuTesinCcTBa
P® ot 21.07.2020 N 1079;

T) TUII oTlepany pacOpMUPOBAHNUS TPETUYHO
(TPaHCIIOPTHOI) YIIAKOBKM JIEKaPCTBEHHOI'0






rperapara;

Il) KOoJI IeHTUPUKALUY TPeTUUHOI (TPaHCIIOPTHO)
YIIAaKOBKM JIEKapCTBEHHOTO IIpernapara
pacopMUpOBbIBAEMOVI TPETUUHOI (TPAHCIIOPTHOI)
YIIAaKOBKM JIEKapCTBEHHOTO IIperapara.

[Tpunoxkenne N 6

K [TonoxkeHu10 0 cucTeMe MOHUTOPUHTA
IBVDKEHMS JIeKapCTBEHHBIX ITpernapaToB
IJ11 MeUILIMHCKOTO TIpYMeHeHUST

CBEIIEHUS,
TIPEZICTABJISEMBIE CYBBEKTAMU OBPAIIEHUS
JIEKAPCTBEHHBIX
CPE/ICTB B CUCTEMY MOHUTOPUHTA
IBVKEHNS JIEKAPCTBEHHBIX
TIPETTAPATOB [IJISI MEJVULIMHCKOT'O
TTPMMEHEHUS TPV OBOPOTE
Y BHYTPEHHEM ITEPEMEIIEHUU
JIEKAPCTBEHHBIX [TPEITAPATOB
U MEJIUIIMHCKOTO TTIPUMEHEHUS

1. CyobeKT obpaleHus TeKapCTBEHHbBIX CPEICTB IPU
OCYIIeCTBJIEHUY TTepeMelleHMs TeKapCTBeHHbIX
TpernaparoB i1 MeIUIMHCKOTO IpYMeHeHus (naiee
- JIeKapCTBEeHHbIe TTpernapaThl) MeXay aJpecaMu
OCYILIeCTBIEHUS AeITeTbHOCTU U (VITN)
(dapmaleBTMYeCKMMY CKIagaMy IIpeaCTaBIIsieT B






CUCTEMY MOHUTOPMHTA ABUKEHMS JIeKapCTBEHHBIX
rperaparos (fajiee - CUCTeMa MOHUTOPMHTA)
CJIeTyIo1Ty10 MH(GOpMaInio o mepeMeInaeMbix
JIeKapCTBEHHBIX IpernapaTax B OTHOIIEHMM KayKI 0
TOPrOBO¥ €IMHUIIbI IEKaPCTBEHHOTO Mperapara:

a) maTta CoBepIIeHMs orepanyy (MIPUeMKI Ha CKIaf,
Ha KOTOPbIii COBEpIIeHO IlepeMeleHIe);

6) nneHTuduKaTOp cydoreKkTa 0bpameHnst
JIeKapCTBEHHBIX CPEJICTB, OCYIIECTBISIONIETO
nepeMeleHye JeKapCTBEHHOTO Mperaparta, C yueTom
azipeca MeCTa OCYIIeCTBIEHUS AeSITeTbHOCTY UITN
CKJ/Ia[la OTBETCTBEHHOTO XpaHeH s, 13 KOTOPOTO
OCYIL[ECTBJISIETCS TIepeMellleHle JIEKapCTBEHHOTO
mpernapara;

B) yTpaTui cuiy. - [loctanosnenue [IpaBuTenbCTBa
P® ot 21.07.2020 N 1079;

r) uaeHTudGuKaTop cyobekTa oopalieHus
JIeKapCTBEHHBIX CPEICTB C YUYETOM ajipeca MecTa
OCYIIECTBIEHUS IeITeTbHOCTY UM CKIama
OTBETCTBEHHOTO XpaHEeHMsI, KyJa OCYIIeCTB/ISeTCS
nepemelieHye JeKapCTBEHHOTO Mpernapara;

1) PEKBU3UTDI IEPBUYHOTO TOKYMEHTA,
SIBJISIIONIETOCSI OCHOBAHMEM IS TIepeMele Hus
JIeKapCTBEHHOTO Ipernapara (1aTa ¥ HoMep);






e) Ko uaeHTUGUKaLMMU UIu KOI UAeHTUUKALIUU
TPETUYHOI (TPAHCIIOPTHOM) YIIAaKOBKMU
JIEKapCTBEHHOTO TIperapara, B KOTOPOil HaXOAUTCS
3TOT JIeKapCTBEeHHbIN Ipenapar (B ciayyae
rnepemMeunieHns TPETUIHOM (TPAHCIIOPTHON)
YIIaKOBKMU JIEKAPCTBEHHOTO TIpernapara ejimKom);

’K) pPeKBU3UTBI TOCYHApCTBEHHOTO WIN
MYHMIIMITQJIbHOTO KOHTPAKTa (B c/iy4yae
repeMeIeHust JIeKapCTBEHHOro mperapara,
MpeJHa3HauYeHHOTrO )i o6ecrieueHus rpakaaH 3a
CYeT cpeacTB dheaepasbHOro OI0AKeTa UV CPEICTB
610/13KeTOB Cy6BEKTOB Poccuiickoit ®emepanyn);

3) UICTOYHMK (PMHAHCUPOBAHMS (B CIy4yae
repeMellleHNs1 JieKapCTBEHHOTO Tpernapara,
MpegHa3HAUEHHOTO A1l 0becreueHs rpaxkiaH 3a
cuet cpeacTB hemepasbHOroO 610aKeTa UM CPEICTB
610/13keTOB CyOBeKTOB Poccuiickoit ®enepanun);

") CTOMMOCTb JIEKapCTBEHHOTO Tpernaparta (C y4eToM
Hajiora Ha 106aBIeHHYI0 CTOMMOCTb) COTIaCHO
MePBUYHBIM JOKYMEHTaM (B CJTyyae repeMeleHus
JIeKapCTBEHHOTO Ipernapara, peJHa3HaueHHOTO JJIsT
obecrieueHys rpaskAaH 3a CYET CPENCTB
(dhenmepabHOro OI0IKETA VI CPEJICTB OI0IKETOB
cyobekToB Poccuiickoit @enmepaiun);

K) CyMMa HaJjiora Ha 106aBJIeHHYI0 CTOMMOCTb (B






CIyduae repemMenieHms JieKapCTBEHHOrIO Irperiapara,
IIpegHa3HauYeHHOro 4jid obecrieueHusI I'pa’kd4dH 3a

cueT cpecTB erepanbHOro GIO/IKeTa UM CPESICTB
610/13keTOB CyOBEKTOB Poccuiickoit ®enepanyn).

2. CyobeKT obpaleHus JTeKapCTBEeHHbIX CPeJCTB Py
repeave JeKapCTBEHHbIX MIPerapaToB IPyroMy
CYyObeKTY oOpalleHMsI JieKapCTBEHHBIX CPEJICTB B
paMKax rpakgaHCKO-TIPaBOBbIX OTHOILIEHUI B C/ly4yae
BbIOOpA MPSIMOTO MOPSIIKA ITPeICTABIEHMS CBIeHUIA
B COOTBETCTBUMU C TyHKTOM 44 [Tos105)keHus 0 CUCTeEMEe
MOHMUTOPUHTA JIBUKEHUS JIEKapCTBEHHBIX
NperapaToB 111 MeAULMHCKOTO IMPUMEeHeHMS,
YTBEPKIEHHOI0 MOCTaHOBIeHeM [IpaBuTenbCcTBa
Poccuiickoit ®epepannu ot 14 mekabps 2018 r. N
1556 "O6 yrBepxkmeHun [1oy10keHMs O CUCTeMe
MOHMUTOPUHTA IBUKEHUS JIEKapCTBEHHBIX
MperapaToB 111 MeOULIMHCKOTO IPUMeHeHus ",
MpeaCcTaBisieT B CUCTEMY MOHUTOPUHTA CJIeAYIOIYI0
nHbOpMAaINIO 00 OTTPYKEHHBIX JIEKAPCTBEHHBIX
pernaparTax B OTHOIIIEHUM KaXXA 0¥l TOPTrOBOi
eIVMHUIIbI JIEKAPCTBEHHOTO Mpenapara:

Q) laTa COBepIIeHM Onepalyu;

0) ugeHTUGUKATOP CYyObEKTa OOpaleHNs
JIeKapCTBEHHBIX CPEJICTB, OCYIECTBISIOIIEero
OTIPY3KY JIeKapCTBEHHOTO IIperapara;






B) yTpaTui cuiy. - IlocranosneHue [IpaBuTennCcTBa
P® ot 21.07.2020 N 1079;

r) uAeHTUUKATOpP CyObeKTa 0OpaleHust
JIeKapCTBEHHBIX CPEICTB, OCYILECTBIISIONIErO
MIPUEMKY JIEKapCTBEHHOTO Iperapara;

I) - €) yTpatuiau cuiy. - [loctaHoBieHne
IIpaButenbsctBa PO ot 21.07.2020 N 1079;

X) PEKBMU3UTHI FOCYIapCTBEHHOTO WA
MYHUIIMIIATBHOTO KOHTPAKTa (B C/Iydae repeaaun
JIeKapCTBEHHOTO IIperapara, IpeJHa3HauYeHHOro JIJIst
obecrieueHus TpaskAaH 3a CUET CPeJICTB
dbemepanbHOro O6I0[KETA MM CPEICTB OI0IKETOB
cyobekToB Poccuiickoit @emeparumn);

3) MICTOYHUK (PMHAHCUPOBAHMUS;

1) TUIT TPasKAAHCKO-TIPaBOBbIX OTHOIIEH Uit
CyOBeKTOB OOpaleHNsl JIEKapCTBEHHBIX CPE/ICTB;

K) Ko uaeHTUhUKALMY WIN KOI, uAeHTUbUKauun
TPETUYHON (TPAHCIIOPTHOM) YITAKOBKMU
JIeKapCTBEHHOTO Tperapara, B KOTOPO HaXOAUTCS
3TOT JIeKapCTBEHHBIV IIpernapar (B cjiydae repegaun
TPETUYHOI (TPaHCIIOPTHON) YIIAaKOBKU
JIeKapCTBEHHOTIO Iperapara LeJInKoMm);

1) PEKBU3UTHI TEPBUYHOTO AOKYMEHTA, SIBJISTIOLIETrOCs






OCHOBaHMeM [IJI Tlepeauy T1eKapCTBEHHOTO
npermnapara (gata u HoMmep);

M) CTOMMOCTbD JIEKAPCTBEHHOTO MperapaTa (C y4eToM
HaJiora Ha 100aBJI€HHYIO0 CTOMMOCTb) COTJIACHO
IePBUYHBIM TJOKYMEHTaM,;

H) CyMMa HaJIOra Ha ,ELO68B)'I€HHYIO CTOMMOCTbD.

3. CyobeKkT obpalieHust 1eKapCTBEHHBIX CPEICTB IIPU
MpyeMKe JieKapCTBeHHbBIX IpenapaToB OT APYroro
cyObeKTa oOpaleHust JIeKapCTBEHHBIX CPEJICTB B
paMKax rpaxxaHCKO-IIpaBOBBIX OTHOIIEHMIA B C/Iydae
BBIOOpA 0OPATHOTO MOPSIIKA ITPEeACTaBIeHUS
CBeJeHMI B COOTBETCTBUM C ITyHKTOM 44 [TonoxkeHust
0 CUCTeMe MOHUTOPUHTA IBMKEeHMS JIeKapCTBEHHbBIX
TpernapaTroB JJjis1 MeIUIIMHCKOTO ITpUMeHEeHMSI,
YTBEPsKIE€HHOI0 MOCTaHOBIeHeM [IpaBuUTenbCTBA
Poccuiickoit ®emepanyn ot 14 meka6bpst 2018 r. N
1556 "O6 yrBepskaenun [1o0skeHUS O cUCTEME
MOHUTOPUHTA JBUKEHUS JIeKapCTBEHHbBIX
IperapaTos I MeIULIMHCKOTO IIPUMeHeHNs ",
MpeACTaBIsieT B CUCTEMY MOHUTOPUHTA CJIeIYIOUTYIO
MHGOPMAIIMIO O TTPUHSITHIX JIEKAPCTBEHHBIX
rpernapaTtax B OTHOLIEHUY KasKI 0 eIV HUIIbI
JIeKapCTBEHHOrO Mmperapara:

a) IaTa coBepIleHMs oIepalnn;






0) ugeHTUdUKATOP CYyObEKTA OOpalieHus
JIeKapCTBEHHBIX CPeJCTB, OCYIIECTBIISIONIEr0

MIPUEMKY JIEKapCTBEHHOTO Ipenapara (Ui ero
UIeHTUUKALMOHHBIV HOMep HaJoTOoIIaTe bIKa B
clyvae IpefCcTaBieHys CBeJleHU B COOTBETCTBUM C
ab3aieM cebMbIM ITyHKTa 44 [Tos05keHMs O cUCTeMe
MOHUTOPUHTA JBUKEeHUS JIeKaPCTBEHHbBIX
MpenapaTroB I MeIULMHCKOTO MPUMEeHEeHMUS,
YTBEPXKAEHHOTO MOCTaHOBIeHeM [IpaBuTenbCcTBa
Poccuiickoit @emepaunu ot 14 meka6bpst 2018 r. N
1556 "O6 yrBepskaeHuu ITonoxkeHUs 0 cuCTEME
MOHUTOPUHTA JOBUKEHUS JIEKaPCTBEHHBIX
Ipernaparos IJi1 MeIULIMHCKOrO IPMMeHeHUs");

B) yTpaTui cuiy. - Ilocranosienue [IpaBurenbcTBa
P® or 21.07.2020 N 1079;

r) upeHTUdUKaTOp cyobekTa obpamieHnst
JIeKapCTBEHHBIX CPeICTB, OCYILeCTBUBIIETO OTTPY3KY
JIleKapCTBEHHOTO Iperapara;

I) - €) yTpaTuiau cuiy. - [locTaHoBIeHNne
[TpaButenbcTtBa PO ot 21.07.2020 N 1079;

K) PEeKBU3UTHI TOCYAAPCTBEHHOIO MJIN
MYHMIIUIIATHHOTO KOHTPAKTa (B C/Iydae mepemaun
JIleKapCTBEHHOrO Iperapara, IpeJjHa3HaueHHOro ISt
obecrieyeHns rpaskaaH 3a CYeT CPeCTB
(dhenepaapbHOro 610IKETA WM CPEJICTB OI0IKETOB






cyobekToB Poccuiickoit @emepannmn);

3) UCTOYHUK (PMHAHCUPOBAHMUS;

) TUIT TPasKAAHCKO-ITPABOBbIX OTHOIIEH Uit
CyOBeKTOB 0OpaleHMsI JIeKapCTBEHHBIX CPE/ICTB;

K) Kog, uAeHTUUKALMY WIN KOJ uAeHTUudUKaumun
TPETUYHOI (TPaHCIIOPTHON) YIIAaKOBKU
JIeKapCTBEHHOTO Iperapara, B KOTOPO HaXOAUTCS
3TOT JIeKapCTBEHHbIN Tpenapar (B ciyJyae repegaun
TPETUYHOI (TPAHCIIOPTHOM) YITAKOBKMU
JIeKapCTBEHHOIO Iperapara LeJIKoMm);

JI) PEKBU3UTHI IEPBUUHOTO JOKYMEHTA, ABJISIONIEroCs
OCHOBaHMeM J151 [lepeauy JieKapCTBEHHOT'O
mnperapara (Iata u HoMmep);

M) CTOMMOCTb JIEKAPCTBEHHOTO Tperapara (C y4eTom
Hajiora Ha 106aBJIeHHYI0 CTOMMOCTb) COTJIACHO
MePBUYHBIM JOKYMEHTaM;

H) CyMMa HaJjiora Ha JJ06aB/IeHHYIO0 CTOMMOCTb.

4. CyOobeKT oOpalleHus IeKapCTBEHHBIX CPEJICTB IIPU
MOATBEPXKIEHNM TOCTOBEPHOCTU CBEIEHUIA,
coep>kaluxcst B CMCTeMe MOHUTOPMHTA O
repenaHHbIX MY MPUHSITHIX IEKAPCTBEHHBIX
rpenaparax, mpeAcTaBJsieT B CMCTeMY MOHUTOPUHTA
cledyoInyo MHGOpMaI o B OTHOIIIEHUM Kaska o






TOpI‘OBOI71 €IVMHMIBI JIEKaPpCTBEHHOI'O ITpeIiapaTa:

a) laTa COBepIIeHM onepalyu;

0) ugeHTUUKATOP CYyObEKTa OOpaleHNs
JIeKapCTBEHHBIX CPEJICTB, OCYIECTBISIOIIEro
MOITBEPsKIEeHIe CBeIeHMIA;

B) MIEeHTUDUKATOP CYObeKTa 0OpalieHnst
JIeKapCTBEHHBIX CPEICTB, PaHee OCYIIeCTBUBIIETO
MpeCcTaB/eHle CBeeHNT 00 OTTpy3Ke UM IIpueMKe
JIeKapCTBEHHOTO Mperapara;

T) KoA uAeHTUdUKAIMY WINX KOI UaeHTUbUKALUA
TPETUYHOI (TPAHCIIOPTHOM) YIIAaKOBKMU
JIEKapCTBEHHOTO TIperapara, B KOTOPOil HaXOAUTCS
3TOT JIeKapCTBEHHbIN Ipenapar (B ciyyae repenaumu
TPETUYHOI (TPAHCIIOPTHON) YIIaKOBKM
JIeKapCTBEHHOTO Tperapara LeJIUMKOM);

Il) IPU3HAaK MO TBEPsKAeHNSI BO3MOKHOCTHU
(HEBO3MOSKHOCTM) TIPME€MKM JIEKapCTBEHHOTO
rpernapara, BpeMeHHO BbIBEJIEHHOTO 13 00 palieHus
10 MHUIIMATUBE YIIOJITHOMOYEHHOTO (peepaabHOro
opraHa MCIOJTHUTEIbHOI BJIACTH.

5. CyobekT obpalieHus JeKapCTBEHHbIX CPeJICTB,
OCYIIECTBSIONM VI KOHTPAKTHOE (TOAPSTHOE)
MPOM3BOJICTBO JIEKAPCTBEHHbBIX IIpenapaToB Ha






TeppuTopuu Poccuiickoin @emepannm, Ipu repegauve
JIeKapCTBEHHBIX TperapaToB (TOTOBO MPOAYKIIUNA)
YYaCTHMUKY 060POTa JIEKapCTBEHHBIX IIPeIapaTos,
SIBJISTIOILEMYCSI 3aKa3YMKOM 3TOTO KOHTPAKTHOTO
(moppsiAHOTO) IPOU3BOACTBA, IPEICTABIISIET B
CUCTeMY MOHUTOPMHTA CJIeAYIONIYI0 MHGOpMaLIO O
repegaHHbIX JIeKapCTBEHHbBIX MperapaTax B
OTHOIIIEHUM KaKA0M TOPTOBOM eqVUHMIIbI
JIeKapCTBEHHOTO Tperapara:

Q) laTa COBepIIeHMs Oepalyn;

0) ugeHTUdUKATOP CYyObEKTa OOpaIleHNsT
JIeKapCTBEHHBIX CPECTB, OCYIIECTBISIONIETO
repegayvy JIeKapCTBEHHOTO IIpernapara;

B) yTpaTui cuiy. - IlocranosieHue [IpaBuTenbcTBa
P® or 21.07.2020 N 1079;

I) uAEHTUOUKATOP CYObeKTa 0OpaIeHust
JleKapCTBEHHBIX CPEe/ICTB, OCYILEeCTBIISIONIEero
MpMEeMKY JIeKapCTBEHHOTO Tpernapara;

o) yrpaTui cuiy. - IlocranoBineHue [IpaBuTenbcTBa
P® ot 21.07.2020 N 1079;

e) Kol UIAeHTUPUKALUU UK KOJ, UAeHTUPUKALTUU
TPETUYHOI (TPaHCIIOPTHO) YIIaKOBKM
JIeKapCTBEHHOTO IIpelapara, B KOTOPO HaXOOUTCS






3TOT JIeKapCTBEHHBIV IIperapar (B cjiydae repefgaun
TPETUYHOI (TPAHCIIOPTHO) YIIAaKOBKU

JIeKapCTBEHHOTO Tpernapara IeJIMKoM);

’K) PEKBU3UTBI TIEPBUYHOTO JOKYMEHTA,
SIBJISIIOIILETOCSI OCHOBAHMEM [JIs Tlepefaun
JIeKapCTBEHHOTrO Mperiapara (gaTa u Homep).

6. CyobexT obpalieHus JeKapCTBEHHbIX CPEICTB,
BBITTOJTHAIOIINI (QYHKIMM 10 ayTCOPCUHTY, IIPK
repegayve JIeKapCTBEHHBIX MTPEINapaToB, 3aKyaeMbIX
IJIs1 oOecrieyeHus rpakaaH 3a CUeT CPeiCTB
denepanbHOro 610KeTa U (MIM) CPeACTB OIOAKETOB
cy6bekToB Poccuiickoit @enepaliuu, mpeacTaB/sieT B
CUCTEeMY MOHUTOPMHTIA CJIEIYIOIIYIO MHMOPMAaLMIO O
repeaHHbIX JIeKapCTBEHHBIX MperapaTax B
OTHOILIEHUY KaXKI0i TOPTOBOI €qMHUIIBI
JIeKapCTBEHHOTO Iperapara:

a) IaTa coBepIleHMs oIepalun;

0) ngmeHTHUdUKATOP CYObEKTa 0OpaleHNs
JIeKapCTBEHHBIX CPEICTB, OCYIIECTBISIONIEr0
repenayvy JieKapCTBEHHOTO ITpernapara;

B) uAeHTUDUKATOP CyObeKTa o6palieHust
JIeKapCTBEHHBIX CPEICTB, OCYILECTBIISIONIErOo
MIPUEMKY JIEKapCTBEHHOTO Iperapara;






I‘) PEKBU3UTDHI IIEPBUYHOTO JOKYMEHTA, SABJIAIOLIET0CA
OCHOBaHMeM OJid 1epegadmn JIeKapCTBEHHOT'O

rnpemnapara (gata 1 HoMmep);

1) KOJ UAeHTU(PUKALUU UIU KOT, UAeHTUPUKaum
TPETUYHO (TPaHCIIOPTHOI) YIIAaKOBKY, B KOTOPOM
HaXOLMTCS JIeKapCTBEHHBII IIpernapar (B ciy4ae
repefauy TPETUYHOM (TPAHCIIOPTHOI) YIIAKOBKU
JIeKapCTBEHHOTO IIperapara LieJIMKOM).

[Ipunoxxenne N 7

K [TonoskeHu10 0 cucTeme MOHUTOPUHTA
IBUKEHUS JIEKAPCTBEHHbIX IPernapaTos
IS MEIUITMHCKOTO TIPUMEHEHMS

ITEPEYEHDb
[MPUYVH BJIOKMPOBKY MTPUHATHSA CUCTEMOI
MOHUTOPUHTA
IOBVDKEHMSA JIEKAPCTBEHHBIX ITPEITAPATOB I
MEJVWIMHCKOTI'O
[MPUMEHEHNS CBEAEHUI O BBOJIE B OBOPOT
JIEKAPCTBEHHBIX
ITPETTAPATOB IJI1 MEAVIMHCKOI'O
[TPUMEHEHUVS, Ob OBOPOTE
1 (MJIN) BBIBOJE 13 OBOPOTA JIEKAPCTBEHHBIX
ITPEITAPATOB
I MEJULIMHCKOI'O ITPUMEHEHNW A

1. BeIsiBJIeHME HECOOTBETCTBUSI TPEOOBAHMI K






KavyecTBY B paMKaX BbIOOPOYHOTO KOHTPOJISI KauecTBa
JIeKapCTBEHHBIX CPeACTB U delepasibHOTO HAZ30pa B
cdepe obpaleHMs JIeKapCTBEHHBIX CPEJICTB,
ocymiecTBsieMbIXx PeepaabHO CITY;KO0071 10
HaJ30py B cdepe 30paBOOXpaHEHMS U ee
TeppUTOPUATbHBIMM OpTraHaAMMU.

2. Ilpunstue ®emepaabHO CIIy>K007 110 HAA30PY B
cdepe 3apaBoOOXpaHEHMS 110 UTOTaM PACCMOTPEHUS
obpaieHus cyobeKkTa o6 palieHns JeKapCTBEHHbIX
CPeJICTB pelleHus, CoepsKallero CBeeHms 06
OOHapy>KeHUM HeCOOTBETCTBMS BIMTYIIIeHHBIX B
000pOT JIeKapCTBEHHbIX MMperapaToB s
MeAULMHCKOTO MpUMeHeHus (Janee -
JleKapCTBeHHbIe TMpernapaThl) yCTaHOBI€HHBIM
MuHuCTEpCTBOM 34 paBOOXpaHeHMsT POCCUIACKOI
@enpepanyy Npy perucTpauyum 3TUX JeKapCTBEHHbIX
MpernapaToB TPeOGOBAHMUSIM.

3. IIpuHaTHe MUHUCTEPCTBOM 3IPaBOOXPaHEHNUS
Poccuiickoit @epepanyy pemeHust 06 OTMeHe
rocy1apCTBEHHO perucTpanum JeKapCTBEHHOTO
rnpernapara B Iopsiike, yCTAaHOBJIEHHOM ITYHKTOM 6
cratbyu 32 ®enepanbHOro 3akoHa "O6 ob6pameHnn
JIEKapCTBEHHBIX CPELCTB".

4. OTCYTCTBME B CUCTEME MOHUTOPUHTA [ BVKEHUS
JIleKapCTBEHHBIX Mpernaparos (Janee - cucreMa






MOHMUTOPUHTA) CBEIEHU O HATUUUU
JIeKapCTBEHHOTO IMperapara y cyo'bekTa obparieHust
JIeKapCTBEHHBIX CPEJCTB, ITPEeICTABISIONIETO
cBeeHus 06 060pOTe 3TOTO JIEKAPCTBEHHOTO
npernapara.

5. cTeueHue cpoKa rOJHOCTH JIEKAPCTBEHHOTO
rperapara B COOTBETCTBUM CO CBEIEHUIMHA,
3aperMcTPUPOBAHHBIMM B CUCTEME MOHMTOPUHTA.

6. HecooTBeTcTBME CBEeIeHMIT O [I06aIbHOM
UIEHTU(PUKALMOHHOM HOMEpPe TOPrOBOM e IMHUIIbI,
HOMepe perncTpaluMoOHHOr0 YOO0CTOBEPEH S
JIeKapCTBEHHOTO IperaparTa 1 JaTe perucTpaumumn
JIEKapCTBEHHOTO TIperapara B rocyaapCTBEHHOM
peecTpe JieKapCTBEHHBIX CPeICTB, IpeACTaBIeHHbIX
CYyO'bEKTOM 0OpaleHusI JIeKapCTBEHHBIX CPEICTB P
OIMCaHWUM JIeKapCTBEHHOTO Iperapara B
MHOOPMAIMOHHBIN pecypc, 06ecreunBamIImii yueT 1
XpaHeHMe OOCTOBEPHBIX JaHHBIX O TOBApax Io
COOTBETCTBYIOIEI TOBAPHOJ HOMEHKJ/IATYPE,
COOTBETCTBYIOIIMM CBeIE€HUSIM, [TOTyYeHHbIM
CUCTEeMOI MOHUTOPUHTIA U3 eAUHON
rocyIapCTBeHHOV MH(POPMAIIMOHHO CUCTEMBI B
chepe 3apaBOOXpaHEHMS.

7. IlpencraBieHyue B CUCTEMY MOHUTOPUHTIA
CBeJleHMI1 0 MPOIaKe JIEKapCTBEHHOTO Mpernapara ¢






(bapMaI_IEBTI/IquKOI‘O CKiIana IIpm OTBETCTBEHHOM
XpaHEeHUN.

8. [IpencraBieHne B CUCTEMY MOHUTOPUHTA
CBeJleHNi1 00 OTrpy3Ke (IIpoJake) JIeKapCTBEHHOTO
rperapara 1o perMcTpaluu B Heil CBefleH!i O BBOZe
B 000pOT JIeKapCTBEHHBIX MpernapaTosB.

9. [IpencraBneHue B CUCTEMYy MOHUTOPUHTA
CBeIeHUIi ¢ HapyIlIeHueM TpeboBaHmit [TomoxkeHns o
CUCTeMe MOHUTOPUHTIA ABVKEHUS J1IeKapCTBEHHbIX
MperapaToB 11 MeAULUMHCKOTO IMPUMEeHeHMs,
YTBEPsKIEHHOI0 MoCTaHOBIeHeM [IpaBuTenbCcTBa
Poccuiickoit ®epepannu ot 14 mekabps 2018 r. N
1556 "O6 yrBepxkmenuu [1oy1okeHs 0 cuCTeMe
MOHMUTOPUHTA IBUKEHUS JIEKAPCTBEHHBIX
rperapaToB IS MeOULIMHCKOTO IPUMeHeHUs" .

10. OTcyTcTBME B CMCTEME MOHUTOPUHTA CBeAEeHU O
HaJIMUMM Y CyObeKTa 0OpalieHus JeKapCcTBeHHbIX
CPeJICTB JIUIEH3 U, PeIOCTABISIONUX CYObEKTY
obpaleHus JeKapCTBeHHbIX CPeACTB IIPaBo Ha
OCYIIeCTBIeHME COOTBETCTBYIOIIMX OMepalyii.

11. OrcyTcTBUe cBeleHUT O 3asBuTesne B EnuHoMm
rocyIapCTBEHHOM peecTpe I0pUANIeCcKUX JIUIL KakK O
JeliCTBYIOIEM I0PUAMUYECKOM Jinlie, Win B EqvHOM
roCygapCTBEHHOM peecTpe MHAUBULYaATbHbIX
MpearpuHuMaTesieil Kak o AeiCTBYoIEM






VMHOVBUAYAJIbHOM IIpEAIIpMHMMATEIe, NI B
rocyogapCTBEHHOM peeCTpe aKKpeAMTOBAaHHBIX

(unmanos, mpeacTaBUTENbCTB MHOCTPAHHBIX
IOPUAMYECKMX JINIL KakK O JeiCTBYIomEeM uamase
WJIN TIPEeACTaBUTENBCTBE MHOCTPAHHOTO
IOPUINYECKOTrO JIMIla Ha TeppuTopun Poccuiickoi
denepaln.

12. Hamnume B EqMHOM rocyiapCTBEHHOM peecTpe
IOPUANYECKUX JIUIL B OTHOLIEHUY 3asIBUTEJIS 3aIUCHU
0 HeJOCTOBEPHOCTU CBEeI€HMIT, BHECEHHO B
COOTBETCTBUM C ITyHKTaMM 5 1 (um) 6 craTby 11
®epnepanbHOro 3akoHa "O rocygapCTBeHHOM
perucTpaunmn IPUINYECKUX UL, U UHOAVNBUAYAIbHBIX
npenrnpuHuMaresnen”.

13. Hannume ocHOBaHMI [IJIs1 0TKAa3a B perucTpalnumn
CBeJleHIi1 0 HaHeCeHUM CPeJICTB UAeHTUDUKALUH,
IpenycMOTPeHHBIX IIYHKTOM 9(3) [TonoxkeHus o
CUCTeMe MOHUTOPUHTIA ABVKEHMS JIeKapCTBEHHbIX
MpernapaToB 11 MeAULMHCKOTO IMPUMEeHeHMS,
YTBEPsKIEHHOI0 MOCTaHOBIeHeM [IpaBuTenbCcTBa
Poccuiickoit @enepatuu ot 14 mekabpst 2018 r. N
1556 "O6 yrBepkmeHnuu [1oy1okeHUs 0 CuCTeMe
MOHMUTOPUHTA IBUKEHUS JIEKAPCTBEHHBIX
MperapaToB 11 MEOULIMHCKOTO IPUMeHeHUs" .

14. TIpunsiTie MMHUCTEPCTBOM 3 paBOOXpaHeHMS






Poccuiickoit @enmepaiuy pelieHus o
MPUOCTAHOBIEHUY NIPUMEHEHNS JIEKapCTBEHHOTO
rnpernapara B COOTBETCTBUM C YACTbIO 7 CTaTbu 64 U
cratbeil 65 ®egepanpHOro 3akoHa "0O6 obpareHnn
JIeKapCTBEHHBIX CPENICTB".






