NPABMTE/IbCTBO POCCUMCKON BELEPALIAN

ITOCTAHOBJIEHHUE
ot 21 mrong 2020 r. N 1079

O BHECEHMU MU3MEHEHUI
B ITIOCTAHOBJIEHME ITPABUTEJIbCTBA
POCCUIICKOM ®EOEPALIAU
OT 14 JEKABPA 2018 T. N 1556

IIpaBuTenbcTBO Poccuiickoin ®enepannn
TIOCTAHOBJISIET:

YTBepAUTD NpujaaraemMmbie u3MeHeHMsI, KOTOpble
BHOCSITCS B ITOCTaHOBJIeHMe [IpaBuUTenbCTBa
Poccuiickoit ®epepaunu ot 14 mekabps 2018 r. N
1556 "O6 yrBepxkaeHnu [1o10keHMS O CUCTeMeE
MOHUTOPUHTA JBUKEHUS JIeKapCTBEHHbIX
MpernapaTroB I MeIUIIMHCKOTO MpyUMeHeHUs"
(Cobpanue 3akoHOmaTeIbCTBA Poccuiickoii
®enepanun, 2018, N 53, cT. 8641; 2019, N 37, cT.
5162; 2020, N 2, cT. 196).

[Tpencenatens IIpaBuTebCTBA
Poccuiickoit @engepaiinn
M.MUIIYCTUH

YTBepKaeHbl
rocraHoByieHneM [IpaBuTesbCTBa






Poccuiickoit @egepaunn
ot 21 mionsg 2020 r. N 1079

VN3MEHEHNMA],
KOTOPBIE BHOCATCA B IOCTAHOBJIEHUE
[TPABUTEJIbCTBA
POCCUIICKOM ®EIEPALIMU OT 14 JEKABPS 2018
[N 1556

1. B myukTe 1(4) u ab63ainie TpetbeM nmyHKTa 1(5) cyioBa
"MJIM CO CKUOKOM" MCK/IIOUUTD.

2. B [TonoxeHun o cucteMe MOHUTOPUHTA IBVKEHUS
JIeKapCTBEHHBIX NTpernapaToB AJ1s1 MeIULMHCKOTO
NIpUMEeHeHMS], YTBEPKIeHHOM YKa3aHHbIM
IIOCTaHOBJIEHNEM :

a) B IIYHKTe 2:

ab3all ueTBepThIit TOMOTHUTD CIOBAMMU "U
MpeACTaBIeHNsI JOKYMeHTOB U CBeIeHUIA,
MpeyCMOTPEHHBIX YacThio 1 craTbu 52.1
denepasbHOTO 3aKoHa "O6 obpaleHNUN
JIeKapCTBEHHBIX CpeCcTB", B PemepaabHYIO CITYKOY IO
HaJ30py B cdhepe 30paBOOXpaHeHUS U TTOTyIeHUS
paspelleHusi, IpegyCMOTPEHHOTO YaCThI0 7 CTaTbU
52.1 ®egepanbHOro 3akoHa "O6 obpaleHnn
JIeKapCTBEHHBIX CPelCTB" (B C/lyyae IPOU3BOLACTBA
MMMYHOOMO0/IOTMYeCKNX JIeKapCTBEHHBIX






rperiapaTon)”;
a63all MSAThIN M3T0XKUTh B CIIYIONIE pegaKkIIni:

"IIpU IPOU3BOJICTBE BHE TeppUTOpUM Poccuiickoin
depepauyn - onepanyiu, IPOU3BOAUMbBIE C
JIeKapCTBEHHBIMMU IIperapaTamu OT MPOXOXKAEHUS
MPOU3BOJICTBEHHO cTaguy (GacoBKM (YIIaKOBKM)
JIeKapCTBEHHBIX IIPerapaToB B IePBUUYHYIO0 YIIAKOBKY
JIeKapCTBEHHOrO Iperapara (B OTHOLIeHUU
JIeKapCTBEHHBIX IPerapaToB, I KOTOPBIX He
MpeaycMOTpeHa BTOpUYHas (MTOTpeGuTeIbcKas)
YIIaKOBKA JIEKAPCTBEHHOTO Mperapara) U BTOPUUYHYIO
(MOTPeObUTENHCKYI0) YITAKOBKY JIEKAPCTBEHHOTO
rperapara 0 pasMelieHus J1eKapCTBeHHbIX
rpernapaToB Ha (papMaleBTMUECKOM CKIaje 1
NpeacTaBieHs JOKYMEHTOB U CBeJleHU,
MpeayCMOTPEeHHBIX YacThbio 2 cTaTby 52.1
denepanibHOTO 3aKOHA "O6 obpaleHUN
JIleKapCTBEHHBIX CpeicTB", B DemepanbHYIO CITYKOY 11O
Haz30py B cdhepe 30paBOOXpaHEHNS UM TTOTyIeHUST
paspenieHus, MpegyCMOTPEHHOI'0 YaCcThI0 7 CTaTby
52.1 ®enepanpHoro 3akoHa "O6 obparieHuUn
JIeKapCTBEHHBIX CPeNCTB" (B C/yyae MpOoM3BOICTBA
MMMYHOOMOJIOTMYECKNX JIeKapCTBEHHBIX
penaparos);”;

8638.]_[ IecTon MMPpU3HATb YTPATUBIINM CUITY;






rocJie ab3alia JBeHa 1laToro JOMOJIHUTh ab3alem
CJIeIYIONIETO COMePsKaHMS:

"uneHTUGUKATOP CyObeKTa 00paleHust
JIeKapCTBEHHBIX CPENICTB" - YHUKAIbHBIN KO,
MIPUCBAaMBAEMbIi CUCTEMOI MOHUTOPUHTA CYOBEKTY
obpaleHus JeKapCTBEHHBIX CPEACTB 10 UTOTAM €ro
perucTpauumu B CMCTEMe MOHUTOPUHTA Ha OCHOBE
repenaHHbIX CYyOBEKTOM 0OpaleHus JeKapCTBEHHbIX
CPeACTB CBeIeHMIT 00 MIeHTU(PUKALMOHHOM HOMepe
HaJIOTOIIaTeIbIIMKA [J1s1 KaKA0T0 aapeca MecTa
OCYILLeCTBJIEHUS AesITeIbHOCTU COTIaCHO JIULIeH3 UM
Ha MPOM3BOJACTBO JIEKAPCTBEHHBIX CPELCTB,
NMUIeH3MM Ha hapMalleBTUYeCKYIO JesiTebHOCTD,
JIULIEH3 UM Ha JIesITeJIbHOCTh 110 060pOTY
HapKOTUYECKUX CPeICTB, ICUXOTPOMHBIX BEIEeCTB U
UX IIPEKYPCOPOB, KYJIbTUBUPOBAHUIO
HapKOCOAepsKallluX pacTeHUI1 U JIULIeH3UM Ha
MeaUITMHCKYIO JesTe/IbHOCTD (TIPU HATMUNU TaKOM
JINLIEH3UW) WU KOJle HAJIOTOIUIaTe/bIMKA B CTPaHe
perucTpauumn 1 KoJe CTpaHbl perucrpaunum (4s
CyObEKTOB 0OpalleHMsI JieKapCTBEHHBIX CPEJICTB, He
MIPM3HABAEMBIX HAJIOTOBBIMMU Pe3UTEHTaAMU
Poccuiickoit ®epepaunn);”;

ab3all JBaaIaTh MAThIN ITOC/Ie CJIOB "TIpMMeHeHue u'
IOTIOJIHUTH CJIOBAMM 'Tiepenady Ha';






ab3aill ABaAIaTh AEBSIThIN MPU3HATh YTPATUBIIUM
CUy;

IOTIOJIHUTH ab3a1ieM C/IeAyIoNIero ColepsKaHms:

"9MUTEHT CPEeACTB UAeHTUDUKALIUN" -
MIPOU3BOAUTEIIb JIEKAPCTBEHHBIX CPELCTB,
OCYILECTBIISIO I IPOU3BOACTBEHHYIO CTAANIO
(acoBku (YI1akoBKM) JIeKapCTBEHHOTO Mpenapara c
HaHeCceHMeM CpeACTB UAeHTUPUKAIUM Ha
BTOPUYHYIO (IIOTPEOUTETBCKYIO) YITAKOBKY
JIeKapCTBEHHOTrO Tperapara (a pu ee OTCYTCTBUY -
Ha MePBUYHYIO YIIAKOBKY JIEKAPCTBEHHOT O
rnpernapara), - Ipu IMpou3BOACTBE JIEKAPCTBEHHOTO
npenapara Ha Tepputopun Poccuiickoin @epeparnnu,
WU Iep>KkaTeb OO Biiazenel] perucTpaloHHOTO
YA O0CTOBEPEHMS JIEKAapCTBEHHOTO Mpenapara (gaiee -
perucTpaluoHHOoe yI0CTOBEPEHME) - IPU
MMPOM3BOJCTBE JIEKAPCTBEHHOTO ITperaparTa BHe
Tepputopuu Poccniickoi ®enepauuu, uimn
MpeaCcTaBUTENbCTBO MHOCTPAHHOM OpraHM3auum Ha
Tepputopuu Poccuiickoi @eniepaniviu, SBISIONIENACS
JlepskaTejem Jinbo BiaeblieM PerucTpaliOHHOTO
YIOCTOBEpeHMsl, - IIPU IMMPOU3BOJICTBE
JIeKapCTBEHHOTIO TperapaTa BHe TeppUTOPUNA
Poccuiickoi ®epgepauyun.”;

0) MYHKT 4 JOTIOJIHUTD ab3alieM CJieAyIoliero






Coaoep>XKaHusd:

"B ciiyuae BBo3a B Poccuiickyro @enepannio npu
MMPOM3BOACTBE BHE TeppUTOpUM Poccuiickoin
depepauvin (32 UCKIOYEHMEM JIEKAPCTBEHHbBIX
MpernapaToB, BBO3UMBbIX U3 TOCYJapCTB - YI€HOB
EBpasuiickoro 3kKOHOMMYECKOro COX3a) apTun
JIeKapCTBEHHOTO Tperapara JOIyCKaeTCsl HaHeCeHue
IBYXMEPHOIO IITPUXOBOTO KOAA METOAOM ITeyaTy Ha
MaTepuasbHbIl HOCUTEb (3TUKETKY), HE
JIOIyCKAOLMM OTIe/IeHNsI MaTepUaJbHOTO HOCUTEIS
(3TUKETKM), COAepsKalllero CpeCTBO
UIeHTUGUKALINHA, OT YITAKOBKM JIEKaPCTBEHHOTO
npernapara 6e3 MoBpeXxaeHuit, C MocaeqyIIM
HaHeCeHVeM MaTepUaTbHOrO HOCUTEIS (ITUKETKMN)
Ha BTOpUYHbIE (TIOTPeOUTETbCKIE) YITaKOBKU
JIeKapCTBEHHOTO Tperapara (B cjydyae X OTCYyTCTBUS
- TIepBUYHbBIE YIIAKOBKY JIEKAPCTBEHHOIO TIperapara)
Ha TAMO>XeHHOM CKJIaJie, afpec KOTOPOro yKa3aH B
KauecTBe aJipeca MecTa OCYLeCTBIeHSs
nesiTeTbHOCTU B JIMLIEH3UM Ha papMalie BTUUECKYI0
IesITeIbHOCTh OPTaHU3alNu, OCYIeCTBSIONEN
OIITOBYIO TOPTOBJIIO JIEKAPCTBEHHBIMU CPeCTBAMMI.";

B) MyHKTHI 9(1) - 9(3) U3JIOKUTH B ClIeAyloein
pelaKium:

"9(1). DMUTEHT CpelCTB UAEHTUPUKALIMN TTOCIIe






TIOTyYeHMST KoJa MapKUPOBKM 00eCIieuBaeT ero
npeobpa3oBaHyie B CPeCTBO UAeHTUPUKAINMA,

HaHeceHMe CpeCTBa UAeHTUDUKALMM HAa BTOPUIHYIO
(TOTPeO6UTENBCKYIO) YITAKOBKY JIEKAPCTBEHHOTO
nperapara (a Ipu ee OTCyTCTBUMU - HA IIEPBUYHYIO
YIIAaKOBKY JIeKapCTBEHHOTO IperapaTa) Ujin Ha
MaTepuasabHbI HOCUTE/b (3STUKETKY) U TIepedaeT B
CUCTEeMY MOHUTOPMHTA CBeIEHNS O HAaHEeCEeHUN
cpeAcTBa uaeHTUGMUKALIMM B COOTBETCTBUM C
ab3ailem ImepBbIM ITYHKTA 35 MM ITYHKTOM 36
Hacrtosero [TonoxkeHus He TTO3Hee HACTYIUIEHUS
OJTHOV U3 CJIeAYIOMX AaT:

BBOJI B 000pOT JIeKapCTBEHHOrO ITpernapara, Ha
YITIAaKOBKY (3TMKETKY) KOTOPOTO HaHeCeHO CpeJiCTBO
uIeHTUudMKaIu, mpeoopa3oBaHHOE U3
COOTBETCTBYIOILEr0 KOJa MapKUPOBKU, IIPU
IMPOM3BOICTBE JIEKAPCTBEHHbBIX IpelapaToB Ha
TeppuTopuu Poccuiickoit ®emepannnu;

JlOCTaBKa JIEKapCTBEHHOIO Mpernapara B MeCTO
puOBITUS HA TeppuTopum Poccuiickoit demeparium
U MIOJlauM TaMOXKE€HHOM JeKaapaliuy Ha TOBaphbl B
Tpolielype BbIMyCKa JIJisi BHYTPeHHEro MmoTpebaeHus
WIN TIOJ,a4M TAMOXXEHHO JeK1apaluyun Ha TOBaphl B
MpoIleIype BhIMyCKa [IJIsI BHYTPEHHEr0 MOTpebIeHusT
JIeKapCTBEHHOTO TIperapaTa, MapKMPOBAHHOTO Ha
TaMOK€HHOM CKJIaJle B COOTBETCTBMUM C ab3aiiem






BTOPDBIM ITYHKTA 4 HaCTOMAero HOJ’IO)KQHI/IH, npun
IIPON3BOACTBE JIEKAPCTBEHHDbIX IIPpEImapaToOB BHE

Tepputopuu Poccniickoit @enepaunm (3a
VICKJIIOUEeHVEeM JIEKapCTBEeHHBIX IIpernaparos,
BBO3MMBIX 13 FOCYapCTB - uieHOB EBpa3suiickoro
9KOHOMMYECKOTO C0I03a);

BBO3 B Poccuiickyio @enepaunio Ha
(dapmareBTHMUYECKIIT CKJIA[] JIEKaPCTBEHHOTO
rnpemnapara npu Ipou3BO/ICTBE JIEKAPCTBEHHBIX
IperapaToB BHe TeppuUTopun Poccuiickoi
depnepalyiy - B OTHOLIEHUM JIEKAPCTBEHHBIX
rperapaToB, BBO3MMBbIX U3 FOCYLapCTB - YIEHOB
EBpa3niickoro 3KOHOMMYECKOTr0 COK03a.

OruraTa yciIyru 1o rpegocTaBJIeH Mo Koga
MapKUPOBKU OIIepaTopy CUCTEMbI MOHUTOPUHTA,
MpeaycMOTpeHHas rocTaHoB/ieHreM [IpaBuTeibCcTBa
Poccuiickoit @empeparium ot 8 mas 2019 r. N 577 "O6
yYTBEepKIeHUM pazMepa IJIaThl 38 OKazaHue yCayr 1o
TpeIoCTaBIeHN IO KOJIOB MapKUPOBKY, HEOOXOAMMBIX
It popMUPOBaHMS CPeNICTB UAeHTUDUKALUA U
obecrieyeHysI MOHUTOPVHTA IBMKEHMSI TOBApOB,
ToJIJIeKaIInX 00513aTeTbHO MapKUPOBKe
cpeAcTBaMM UIOEHTUGMKALIVHA, a TAKKE O TIOPSIIKE ee
B3MMaHUs", TPOU3BOAUTCS SMUTEHTOM CPEACTB
UIeHTUUKALMM 10 AAThI ITOTYyUeHUS KOJla
MapKMUPOBKM Win B TedeHMe 180 KaseHIapHBIX THEN






C IaThlI TTOTYIEHUST KOJa MapKUPOBKM, HO He TO3Hee
HACTYIIJIEHUSI OJTHOM U3 CeOYIONUX IaT:

BBOJI B 000pOT JIeKapCTBEHHOTO Mpernapara, Ha
YIIAaKOBKY (3TMKETKY) KOTOPOTO HaHECEHO CPeICTBO
UIAeHTUPUKALINYA, TTPeoOpa3oBaHHOE U3
COOTBETCTBYIOILEro KOJa MapKUPOBKHY, IIPU
MPOU3BOJCTBE JIeKapCTBEHHbBIX ITpernapaToB Ha
TeppuTopuu Poccuiickoit @emepannu;

JIOCTaBKa JIeKapCTBEHHOTIO Ipernapara B MeCTO
npuOBITUS HA TeppuTopum Poccuiickoit dengepariun
U TIOJIaUM TaMOXXEHHOM JeKapaliuu Ha TOBaphl B
Tpolieype BhIITyCKa [IJisi BHyTPeHHEro MoTpebaeHus
WJIN TIOJ,a4M TAMOXXEHHO [eKlapalyun Ha TOBaphbl B
TIpoIlelype BbIMyCKa [IJisi BHYTPEHHEro MoTpebaeHus
JIeKapCTBEHHOTO TperapaTa, MapKMPOBAHHOTO Ha
TaMOKeHHOM CKJIa/ie B COOTBETCTBUM C ab3aiem
BTOPBIM ITYHKTA 4 HacTosero Ilonoxenns, mpu
MPOU3BOJCTBE JIeKapCTBEHHbIX IIPernapaToB BHE
TeppuTopuu Poccuiickoit @emepannn (3a
UCK/TIOUEHMEM JIeKapCTBEHHbBIX perapaTos,
BBO3MMBIX M3 FOCYAApCTB - 4ieHOB EBpasuiickoro
SKOHOMMYECKOr'0 CO103a);

BBO3 B Poccuiickywo @enepainio Ha
(apmarieBTMUECKMI CKJIA[T IeKAPCTBEHHOTO
rperapara Ipy Mpou3BOJICTBE JIeKapCTBEHHBIX






TpernapaToB BHe TeppuTopun Poccuiickoit
denepalivy - B OTHOIIEHUY JIEKAPCTBEHHBIX

mpernapaToB, BBO3MMBIX 13 TOCYIapCTB - WIEHOB
EBpPasuiickoro 9KOHOMIYECKOTO COI03a.

[Tpu sTOM OmEpaTop CUCTEMbI MOHUTOPUHTA
peructTpupyet (BHOCUT) B CUCTEME (CUCTEMY)
MOHUTOpPMHTa MHGOPMAaIMI0 O HAHeCEeHUM CpefCTBa
MIeHTUGUKALNA, YKA3aHHYI0 9MUTEHTOM CPEJICTB
UIeHTUUKaLM B CBeIeHUSIX O HAaHeCeHUM CpeCTBa
UIeHTU(UKALMY, TTOC/Ie TTOJTyYeHUS OIIaThl YCIIYTU
T10 [PeJ0CTaBJIeHUIO KOJIa MapKUPOBKY,
Mpeo6pa30BaHHOTO B COOTBETCTBYIOIIEE CPEICTBO
UIeHTUDUKALIUN.

PemieHne o BbIOOpe CI10Cc06a OIIATHI YCIIYTH 10
MpeaoCTaB/JIeHNI0 KOJa MapKUPOBKY IPUHUMAETCSI
SMUTEHTOM CPeICTB UAeHTUDUKAIIUN.

B ciryuae eciu oriaTa yCIyTH 10 TIpeoCTaBIeHUIO
KOJla MapKUPOBKM OCYIIECTB/ISIETCS SMUTEHTOM
CpeACTB MAEeHTU(PUKALMY 10 IIpeICTaBIAeHNUS UM B
CUCTeMYy MOHUTOPMHTA CBeJIeHNI1 0 HaHeCeHUM
cpeAcTBa uaeHTUGMKALMK, TIPeoOPa30BaHHOTO U3
COOTBETCTBYIOIETO KOJla MapKUPOBKM, TaKasi ycayra
TpU3HAeTCs] OKa3aHHO OIlepaTOPOM CHCTEMBI
MOHMUTOPMHTA B MOMEHT ITOJIYYEHNSI SMUTEHTOM
CpeACTB UAeHTUMKALIMY OTUIAYeHHBIX KOJIOB






MapKUPOBKMU.

B ciyyae eciiu omiaTta yCayry Mo MpesoCTaBIeHNUI0
KOJ,a MapKUPOBKU OCYILIECTBIISIETCS SMUTEHTOM
CpeacTB uaeHTUdUKALMY [T0C/Ie TTpeiCTaBIeHUs UM
B CUCTeMY MOHUTOPUHTA CBeIeHMI1 O HaHeCeHUM
cpencTBa uaeHTHUdMKaL MK, Mpeodpa3oBaHHOTO U3
COOTBETCTBYIOILEro KOJia MapKMUPOBKM, TaKast yCcayra
MPU3HAETCS OKa3aHHOI OIepaTopoOM CUCTEMBI
MOHMTOPMHIA B MOMEHT perucrpanum (BHeCeHus)
OIepaTopoM CUMCTEMbl MOHUTOPUHTA B CUCTEME
(cucTeMy) MOHMTOPUHTA MHGOPMALH,
copepskalieics B CBefeHNsIX 0 HAHeCEHUM CPefCTBa
MIaeHTUUKALIUA, TTPE0OPA30BAHHOTO U3
COOTBETCTBYIOILLETO KOJIa MapKUPOBKU.

B ciydae eciin B COOTBETCTBUM C IIOCTAHOBJIEHMEM
IIpaBuTenbcTBa Poccuiickoi @emepaniyy OT 8 Mast
2019 1. N 577 "O6 yTBepkaeHMM pa3mMepa IIaThl 3a
OKasaHue yCJIyT [0 [IpeJOoCTaBIeHNUI0 KO 0B
MapKMUPOBKY, HEOOXOIMMBIX 111 GOPMUPOBAHMUS
CpenCcTB UAeHTUdUKALMA 1 00eCIIedeHNs
MOHMUTOPUHTA IBVXEHMS TOBAPOB, MOJIeXXaINX
00s13aTeIbHOM MapKUPOBKE CpeaCTBAMMU
UIeHTUPUKaLMM, a TAaKKe O IIOPSIIKE ee B3UMaHMUS"
yCIyra 1o npegoCcTaBIeHUI0 KoJla MapKUPOBKU He
MO/IJIEXXUT OIIaTe, SMUTEHT CPe/iCTB
UIeHTU(UKALMY T0C/Ie TIOyYeHus Koia






MapKMPOBKM 0bOecrieunBaeT ero peobpa3oBaHye B
CpeaCcTBO UAeHTUdUKAIMK, HaHeCeHue CpeacTBa

UIEeHTU(PUKALMY Ha BTOPUYHYIO (IIOTPEeOUTETHCKYIO)
YIIaKOBKY JIEKapCTBEHHOTO IIpenapara (a npu ee
OTCYTCTBUU - HA NIEPBUYHYIO YI1aKOBKY
JIeKapCTBEHHOTO Tperapara) Uin Ha MaTepuaibHbIin
HOCUTEJIb (3TUKETKY) U B TeueHue 180 KaJleHJapHbIX
IHeN nepenaeT B CUCTEMY MOHUTOPUHTA CBEIEHMS O
HaHeCeHUM CpeCTBA UAeHTUPUKALIUY B
COOTBETCTBMM C ab3a1eM MePBbIM ITyHKTA 35 Win
MMYHKTOM 36 HacTosiero [TosoxkeHns:, HO He To3Hee
HaCTYIJIEHUS OJHOM U3 CIeAyIIUX aT:

BBOJI B 000pOT JIeKapCTBEHHOrO ITpernapara, Ha
YIIAaKOBKY (3TMKETKY) KOTOPOTO HaHeCeHO CpeJiCTBO
uIeHTudUKaIMu, mpeodpa3oBaHHOE U3
COOTBETCTBYIOILEr0 KOJa MapKUPOBKU, IIPU
IMPOM3BOICTBE JIEKAPCTBEHHbBIX IpelapaToB Ha
TeppuTopuu Poccuiickoit ®emepannnu;

JIOCTaBKa JIEKapCTBEHHOTIO Mpernapara B MeCTO
puOBITUS Ha TeppuTopum Poccuiickoit degeparum
U MIOJlauM TaMOXKE€HHOM JeKaapaliuy Ha TOBaphbl B
Tpolielype BbIMyCKa JIJisi BHYTPeHHEro MmoTpebaeHus
WIN TIOJ,a4M TAMOXXEHHO JeKlapaluyun Ha TOBaphbl B
TMpoIleIype BhIMyCKa JIJIst BHYTPEHHEr0 MOTpebIeHUST
JIeKapCTBEHHOTO TIperapaTa, MapKMPOBAHHOTO Ha
TaMOK€HHOM CKJIaJle B COOTBETCTBMUM C ab3aiiem






BTOPDBIM ITYHKTAa 4 HaCTOMAero HOJ’IO)KQHI/ISI, npun
IIPON3BOACTBE JIEKAPCTBEHHDbIX IIPpEImapaToOB BHE

Tepputopuu Poccniickoit @enepaunm (3a
VICKJIIOUEeHVEeM JIEKapCTBEeHHBIX IIpernaparos,
BBO3MMBIX 13 FOCYapCTB - uieHOB EBpa3suiickoro
9KOHOMMYECKOTO C0I03a);

BBO3 B Poccuiickyio @enepaunio Ha
(dapmarieBTHMUYECKIIT CKJIA[] JIEKaPCTBEHHOTO
rnpernapara npu rpousBOACTBE JIEKAPCTBEHHbIX
IperapaToB BHe TeppuUTopun Poccuiickoi
depnepalyiy - B OTHOLIEHUM JIEKAPCTBEHHBIX
rperapaToB, BBO3MMBbIX U3 FOCYLapCTB - YIEHOB
EBpa3niickoro 3KOHOMMUYECKOTro COK03a.

9(2). Kozipl MapKMpPOBKY aHHYIUPYIOTCS B
CenyrlIux cIyJdasx:

a) HapylIleH YCTaHOB/IeHHbIV ab3alaMu MSIThIM -
BOCbMBIM ITyHKTa 9(1) Hacrosmero [TosoxxeHns Cpok
OILIaThI YCIIYT I10 IIPeLOoCTaBIeHNI0 KOaa
MapKUPOBKMU;

6) HapyIlleH YCTaHOBJIEeHHbIV a63a1jaMy TIEPBBIM -
YeTBepPTHIM U (MJIM) TPUHALLATHIM - IIeCTHALLaThIM
nyHkra 9(1) Hacrosiuero [1onoxxeHus CPOK nepenaun
CBeJleHM1 B CUCTeMy MOHUTOPMHIA O HAaHeCeHUN
CpPeAcTB UAEHTUPUKALIUNA.






9(3). B perucTtpaiiu B cucTeMe MOHUTOPUHTA
CBeJIeHUi 0 HAHeCeHUM CPeCTB UAeHTUPUKALIUY

OTKa3bIBA€TCs IMO CJIEOAVIOIIMM ITPMUYMHAM

a) OTCYTCTBME KOJIOB UAeHTUIMKALMM, YKa3aHHbIX B
CBeJIeHMSIX O HAHEeCEHUM CPeACTB UIeHTUPUKALIUN, B
peecTpe CpeACTB UAEHTU(PUKALIMYM OorlepaTopa
CUCTEeMbl MOHUTOPUHTA;

0) rpecTaBeHe€ SMUTEHTOM CPeJICTB
UIeHTU(GUKALMN CBeIeHMIT 0 HAaHECEHU M CPeICTB
UIeHTU(PUKALIMY 10 UICTEUEHUM CPOKa,
YCTaHOBJIEHHOTO ab3aIjaMy IepBbIM - YeTBEPTHIM U
(Mn) TPUHAALATBIM - IIECTHAAIATBIM TyHKTA 9(1)
Hacrosero ITomoxeHnus;

B) OTCYTCTBME y OIlepaTopa CUCTeMbl MOHUTOPUHTA
CBeJleHMi1 00 yCTPOIiCTBe PerucTpaluy IMUCCUMN, C
MCIIOIb30BaHMEM KOTOPOTO NepeaHbl CBeleHNs B

CUCTeMYy MOHUTOPUHTA;

') OTCYTCTBME TTOATBEPKIEeHMSI OTIAThl KOJOB
MapKMPOBKM, IpeoOpa3oBaHHBIX B CPeICTBA
uaeHTUOUKALNUA, 0 HAHECeHUU KOTOPBIX SMUTEHT
CpenCcTB UaeHTUdUKAILIMY TIepelaeT B CUCTEMY
MOHMTOPMHTA CBeIeHMsI O HaHeCeHU CpeaCTBa
uaeHTUGUKALUK, TTpeayCMOTpeHHbIe ab3aleM
MepBbIM ITYHKTA 35 MM MyHKTOM 36 HaCTOSIIEro
ITonmoxkeHus.";






r) ab63ail mepBbiii IyHKTa 10 1oce coB
"DenepajibHOTO Ar€HTCTBA 110 TEXHUYECKOMY

peryaMpoOBaHUIO U METPOJIOTHM," NOIMOJHUTD
cjioBaMM "cOCTOUT U3 18 111dpOBBIX CUMBOJIOB";

1) IIyHKT 24 DOTIOJTHUTDb ab3aleM CIeayoiero
cofiepsKaHus:

"PerucTtpariiys B cucTeMe MOHUTOPUHTA CYyOBEKTOB
obpaleHus JeKapCTBEHHbIX CPEICTB - OPTaHU3aLuii,
MIPpU3HABAEMbIX HAJIOTOBBIMU pe3UAEeHTaMU
Poccuiickoit @epepaunn, U MHAUBUAYATbHBIX
npegnpuHUMaTesen, MUMelIIuX JUIeH3UM Ha
MMPOM3BOACTBO JIEKAPCTBEHHBIX CPEICTB, TUILEH3UN
Ha GapMaIeBTUIECKYIO AeSTeIbHOCTD (BK/IIOYAs
OITOBYIO ¥ PO3HUYHYIO TOPTOBJIIO JIeKapCTBEHHBIMU
CcpelCcTBaMM), JIULIEH3UM Ha e TeJIbHOCTD I10
000pOTY HAPKOTUUYECKUX CPEACTB, IICUXOTPOITHBIX
BeIleCTB U UX ITPEKYPCOPOB, KYJIbTUBUPOBAHUIO
HapKocoAep>KalllMX pacTeHUIA U IUIleH3UM Ha
MeOUIIMHCKYIO IesITeIbHOCTh, MOKeT
OCYIIECTBJISITHCS C MCIIOJIb30BaHMeM (penepanibHOI
rocyaapCcTBeHHO MH(POPMaLIMOHHO CUCTEMBbI
"EnyHas cucreMa uaeHTUGUKALUA U
ayTeHTUdUKALMK B MHGPACTPYKTYPE,
obecmeunBarouei MHPOPMaLIMOHHO-
TeXHOJIOTUUYeCKOe B3aMO/IeliCTBIe
MHOOPMAIMOHHBIX CUCTEM, VCITOJIb3YeMbIX IS






MpelOCTaBIeHNs TOCYLaPCTBEHHBIX U
MYHULIMTIATIbHBIX YCJIYT B 37IEKTPOHHOM dhopme”.";

e) B ab3alie mepBOM MOAMYHKTA "A" MyHKTa 27 cJ0Ba
"OIITOBOM TOPTrOBJIM JIEKAPCTBEHHBLIMU IIperapaTamn”
3aMEeHUTb CJIOBaMM "ONTOBOV TOPrOBJIU
JIEKapCTBEHHBIMMU CpeiCTBaMM (B TOM 4UCIe
OCYIIECTBISTIOMMMU PYHKIMA 110 ayTCOPCUHTY)";

X) IMyHKT 30 mmocsie ab3aiia BTOPOro AOIMOTHUTD
ab3allem cJieIyIoIIero coaepskaHus:

"ABTOpU3aLMS CyObEKTOB 0OpaleHMSsT
JIeKapCTBEHHbBIX CPEJICTB - OpTaHU3aIuA,
MPU3HAaBAEMbIX HAJIOTOBBIMU PE3ULEHTAMU
Poccuiickoit @enepaiiin, U UHAUBULYAIbHBIX
npeanpuHuMaTeseil B CUCTeMe MOHUTOPUHTA MOXKET
OCYILECTBSITHCS TIOCPEACTBOM MCIOIb30BaHMS
dbenepanbHOIT roCygapCTBEHHOI MHPOPMAIIMOHHOM
cucteMsl "EnuHast cucreMa uaeHTUGUKALIUN U
ayTeHTUUKAI UM B MHQPACTPYKTYPE,
obecreunBarolei MHGOPMaLMOHHO-
TeXHOJIOTMYECKOe B3auMOIeliCTBIe
MHGOPMAIMOHHBIX CUCTEM, UCTIOIb3yeMBbIX JJIsT
MpenoCcTaBJIeHs TOCYAaPCTBEHHBIX U
MYHULIUTIATbHBIX YCJIYT B 37IEKTPOHHOM dhopme".";

3) B IyHKTe 32:






ab3all TepBbIit U3JIOKUTD B CJIEAYIONIEl peakIiin:

"32. Ilepemava cBeeHUI B CUCTEMY MOHUTOPMHTA
OCYIIeCTBISIETCS] TTIOCPeICTBOM HalpaBieHus (aiiyioB
B (popmaTe 1 B COOTBETCTBUM C MHCTPYKIIMEH,
OIMCBIBAIOIIIEI TTPOLeYPhI ITpeaCcTaBIeHUS
CBeleHM i CyObeKTaMM 00palleHMs TeKapCTBEHHBIX
CpelCTB, COrJIaCOBAaHHBIMY ¢ MUHUCTEPCTBOM
37paBooxXpaHeHus Poccuiickoit @enepanuu u
pasMelleHHbIMM OIIEPaTOPOM CUCTEMBI
MOHUTOPUHTA B MH(POPMAIIMOHHO-
TeJIeKOMMYHUKAIIMOHHOM ceTu "VIHTepHeT" Ha ero
oduiMaabHOM caifTe.";

JIOITOJIHUTH ab63a1eM C/IeAYIOLIero ComepsKaHms:

"I3MeHeHue ¢hopMaTa B3auMMOZ,ECTBUS
MHOOPMAIMOHHBIX CUCTEM CYO'b€KTOB 0OpaIieHMsI
JIeKapCTBEHHbBIX CPEJICTB C CUCTEMOI MOHUTOPMHTA
MIpoM3BOAUTCS He yaille 1 pasa B TeueHue 180 mHeit,
3a MCK/II0UeHMeM HeoOXOOMMOCTU U3MeHEeH s
Takoro popmara B CIy4asix, MpeayCMOTPEeHHbIX
3aKOHOIaTeabCcTBOM Poccuiickoit ®emepanyn.”;

1) ab3all TpeTui MyHKTa 33 NOMOJTHUTD CJIOBaMi "B
YacTy BHECEHUS CBeJleHM B MH(OpMalMOHHbI
pecypc, obecrieuuBaOU Uit yUeT U XpaHeHe
IOCTOBEPHBIX JAHHBIX O TOBapax I10
COOTBETCTBYIOIIEN TOBAPHOI HOMEHK/IAType";






K) B ITyHKTe 35:

B ab3a1ie BTOPOM (JIOBA "ITYHKTOM 2" 3aMEeHUTb
C/1I0BaMy "ITYHKTOM 1";

ab3all TpeTuit U3M0XKUTh B CJIeAYIONIei pegaKkiIn:

"CyObeKT 06paleHust JIeKapCTBEHHBIX CPEJICTB,
OCYIIECTBJISIONIMIA TPOV3BOICTBEHHYIO CTAINIO
BBIITYCKAIOIIero KOHTPOJISI KaueCcTBa JieKapCTBEHHBIX
TperaparoB, B TeueHue 5 pabounx JHe C JaThl
3aBepIleHus TPOU3BOACTBEHHOI CTaAUNU
BBIITYyCKAIOIIEro KOHTPOJISI KAaYecTBa 1
MpeACTaBAeHUS TOKYMEHTOB U CBEIEHMUIA,
MpeayCMOTPEHHBIX YacThio 1 craTbu 52.1
denepasbHOTO 3aKoHa "O6 obpaleHNn
JIeKapCTBEHHBIX CPeACTB", B DemepaqbHYIO CITYKOY 11O
HaJ30py B cdhepe 3paBOOXPaHEHNUS MUY TIOTYYEHUS
paspeleHusi, TpeyCMOTPEHHOTO YaCThI0 7 CTaTby
52.1 ®enepanbHoro 3akoHa "O6 obpaieHnn
JIeKapCTBEHHBIX CPelCcTB” (B C/lyyae IPpOU3BOLCTBA
MMMYHOOMOJIOTMYECKIX JIEKAPCTBEHHBIX
rpernaparos), 10 TipeJCTaBlIeHus CBeJeH i O
JaabHeN X orepalysx ¢ BBOAMMBIMHU B
rpaxkIaHCKMii 060pOT JieKapCTBEHHBIMU
rpernaparamu IpeacTaB/sieT B CUCTEMY
MOHUTOPMHTA CBeIEHNS, TPeayCMOTPEHHbIE
MMyHKTOM 2 mipuaoskeHus N 3 K HaCcTosIemMy






ITonoxxkeHnio.";

JI) B ITyHKTE 36:

cioBa "(B CJiyyae OTCYTCTBUS BTOPUYHOM YIIAKOBKY -
ctagumu (pacoBKM) TeKapCTBEHHBIX ITpPeIapaTos,”
3aMEeHUTD CJIOBaMU "(B cJiyuyae OTCYTCTBUS
BTOPUYHOI YIIAKOBKU - CTaAuy HacoBKM)
JIeKapCTBEHHBIX TIPErapaToB Uiu MapKUPOBKU
YIIaKOBOK JIEKaPCTBEHHBIX MIpeIapaToB CpeACTBAMU
UIeHTUGMKALMY Ha TAMOXKEHHOM CKJIajie B
COOTBETCTBMM C ab63a1ieM BTOPbIM MYHKTa 4
HacTtosero ITomoxxeHus";

IOTIOIHUTH ab3a1ieM C/IeAyIoNIero ComepsKaHms:

"IIpu MapKMpOBKe yIIaKOBOK JIeKapCTBEHHBIX
rpernaparoB CpeACcTBaMy UaeHTUdUKaI MU Ha
TaMOK€HHOM CKJIaJle B COOTBETCTBUM C ab3a1iem
BTOPBIM ITyHKTA 4 HacTosIero [TosoxkeHns: CyObeKT
obpartieHus TeKapCTBEHHbIX CPEJICTB, SIBJISTIOIMIICS
JepskaTejneM WIU BlaagesblieM PerucTpaluoHHOTO
YIOCTOBEepeHus, N MPeICTaBUTENbCTBO
MHOCTPAHHOI OpraHu3aluy Ha TEPPUTOPUN
Poccuiickon @enepatiyiu, IBISIONIENCS AepRaTeiem
VIY BJaJesiblieM perucTpaloOHHOTO
YOOCTOBEpEeHMS, A0 NIPeCTaBIeHNs CBeleHWIA,
MpeIyCMOTPEHHBIX ab3a1ieM MepBbIM HACTOSIIIIErO
IMYHKTA, MPeJICTaBJSIIOT B CUCTEMY MOHUTOPUHTA






CBefeHMsI, MpelyCMOTPeHHbIe ITYHKTOM 3(1)
npuioxenusi N 3 Kk HacTosiemMy [TonoxkeHuo.";

M) ITYHKT 37 U3JIOKUTD B CJIeAYIOLIeN pegaKuun:

"37. Ilpu BBO3€ JiIeKapCTBEHHBIX ITPenapaToB B
Poccniickyro ®@enepanyio OIMYyCKaeTCs
MpencTaBieHe CBeIEeHUI B CUCTEMY MOHUTOPUHTIA
CYOBEKTOM OOpalleHNs TeKapCTBEHHBIX CPEICTB,
OCYLIECTBIISIIOIIMM OTTPY3KY JIeKapCTBEHHbBIX
npenapaTtoB B Poccuiickyo Penepannio (ganee -
MPSIMOJA TIOPSIAOK TMpeACTaB/IeHNs CBELEeHMI IIPU
BBO3e€ JIeKapCTBEHHBIX ITpenapaToB B POCCUIICKYIO
depnepannio), Ui Cyo’beKToM 00 parieHmst
JIeKapCTBEHHBIX CPENICTB, OCYLIEeCTBJISIOIIMM BBO3
JIeKapCTBEHHBIX IperapaToB B Poccuiickyto
denepaiuio (Ianee - 06paTHHIN MOPSIOK
MpeacTaBJeHus CBefeHI IPY BBO3€ JiIeKapCTBEHHBIX
npenapaTtoB B Poccuiickywo @enepainuio), 3a
UCKJIIOUeHMEM CJIydast MapKUPOBKYM YITAKOBOK
JIeKapCTBEHHBIX IperapaToB CpeacTBaMu
UIeHTU@UKaIy Ha TAMOXXEeHHOM CKJIazie B
COOTBETCTBMMU C ab3a1ieM BTOPbIM IYHKTA 4
HacTog1ero ITonokeHus.

PenreHne o BbI6Ope MPSIMOTO TOPSIAKA
MpeACTaBIeHMs] CBeIeHNIi TTPY BBO3€ JIEKaPCTBEHHBIX
npenapaTtoB B Poccuiickyio ®enepaiiyio gm60






O6paTHOI‘O MnmopsaakKa 1mpeacTaBae HUA CBE,ZLEHI/IVI npn
BBO3¢€ JIEKAaPCTBEHHDbIX ITPEIIapaTOB B POCCMVICKYIO

demepalnio MPUHUMAETCS CyObeKTaMu 00paleHust
JIeKaPCTBEHHBIX CPECTB, IMPeCTABISIOIMMHA TaK/e
CBeJleHMsI, CAMOCTOSITe/IbHO.

B ciryyae BpIOOpa MpsIMOTO TOPSIAKA IpeICTaBIeH NS
CBeJleHV IpU BBO3e JIeKapCTBEHHbIX ITpeIapaToB B
Poccuiickyto ®enepaiiyio cyobeKT oopalieHus
JIeKapCTBEHHBIX CPeICTB, SABJISIOIIUIACS AepKaTeaeM
VIV BaeJIblIEM PETUCTPALIMOHHOTO
YIOCTOBEpeHMsI, U TIPeCTaBUTEIbCTBO
MHOCTPAHHOI OpraHu3alyuy Ha TePPUTOPUN
Poccuiickoi @epepanu, IBISKOIILEICS JepKaTeieM
VIV BIaJieJIbIIEM PETUCTPALIMOHHOTO
YIAOCTOBEpEHMSI, B TeueHMe 45 pabounx qHei ¢ 1aThl
OTI'PY3KM JIEKAPCTBEHHBIX IIpernapaTtoB B Poccuiickyio
®denepaliMio 40 JOCTABKM JIEKAPCTBEHHbIX
MperapaToB B MeCTO MPUOBITUS HA TePPUTOPUN
Poccuiickoit @enepauyiu 1 mpeacTaBiaeHNs CBedEeHU
0 JaJIbHENIINX OIlepalusx C TAKUMU
JIeKapCTBEHHBIMM IIpelapaTamMmu IpeacTaB/IsoT B
CUCTEMY MOHUTOPUHTA CBeleHNS,
IpenycMOTpPeHHbIe ITYyHKTOM 4 nipuiaoxkenus N 3 K
HacTogiemMy [lonoxkeHNn10.

[Ipu 5TOM CyOBEKT OOpaleHNsT TeKapCTBEHHBIX
CPeACTB, OCYILEeCTBJISION M1 BBO3 JIEKAPCTBEHHBIX






npenapaTtoB B Poccuiickyio ®enepaiiyio, B TeueHme 5
pabounx IHEN ¢ 1aThl JOCTABKM JI€KAPCTBEHHBIX

TperapaToB B MeCTO MPUOBITUS HA TEPPUTOPUN
Poccuiickoit ®@enepaiiiv M perucTpaluy B CUCTEME
MOHUTOPMHTA CBeJIeHNI 00 OTTpy3Ke
JIeKapCTBEHHBIX TperapaToB B POCCUiCKyI0
denepalivio [0 MpeCcTaBIeHus CBeIeHUN O
IanbHEMIINX ONepanusix ¢ TaKMMU JIeKapCTBEHHbIMU
rperapaTtamu MOATBEPXKAAET A O0CTOBEPHOCTD
CBeIeHN, CogepKaluxcs B CUCTEME MOHUTOPUHTA,
IyTeM IpeacTaBIeHUsI CBeNEeHU B CUCTEMY
MOHUTOPUHTA, ITPeayCMOTPEHHbBIX ITYHKTOM 7
npunoxeHusa N 3 K HacToseMy [1o1oxkeHM0.

B ciriyuae BpiGOpa 06paTHOrO MOPSIAKa
MpeacTaBeHus CBeeHMI IPY BBO3€ JiIeKapCTBEHHbIX
npenapaTtoB B Poccuiickyio ®enepaiiio CyoObeKT
obOpaleHus JeKapCTBEHHbBIX CPEeCTB,
OCYILECTBJISIONI NI BBO3 JIeKaPCTBEHHbIX MTperapaToB
B Poccuiickyio ®enepainuio, B TeueHne 5 pabounx
JIHei ¢ maThl JOCTAaBKM JIeKApPCTBEHHBIX IIpeIapaToB B
MeCTO IpUOBITUS Ha TeppuTopum Poccuiickoit
®denepaliiy UM JaThl 3aBepIlIeHNSI arPerupPOBaHMUSI
(B cylyuyae OCyIIeCTB/IeHUS arperMpoBaHus
JIeKapCTBEHHBIX MIperapaToB MNOcje UX JOCTaBKU B
MeCTO IpUOBITUS Ha TeppuTopum Poccuiickoi
®enepalyu) 0o NpeacTaBaeHUs CBedeHU O
MIPUHSITUY PellleHNUsI TaMOXXeHHbIMM OpTaHaMU O






BBIITYCKE JIEKAPCTBE€HHBIX IIPEI1apaTOB OJId
BHYTPEHHEIO HOTpE6J’IeHI/IH npeancraBjadeT B CUCTEMY

MOHUTOPUHIA CBeleHNs, [IpefyCMOTPEHHbIe
MyHKTOM 5 mipunoskeHus N 3 K HacTosieMy
[TonoxkeHmnro.

[Ipu 3TOM Cy6BEKT OOpaleHns JeKapCTBeHHbIX
CpeJCTB, ABJISIOIINIACS fepyKaTesleM U BilafeblemM
perucTpauoOHHOrO yA0CTOBePEHMS, UIIN
IpenCcTaBUTeNbCTBO MHOCTPAHHOM OpraHyu3alum Ha
Tepputopum Poccniickoit @enepannm, SBISOILENCS
JlepskaresieM Wiy BilaJiesblieM perucTpanyiOHHOTO
yIIOCTOBEpeHNsI, B TeueHMe 5 paboumnx gHeli ¢ JaThl
perucTpauum B CucTeMe MOHUTOPYHTIA CBeJeHM O
BBO3e€ JIeKapCTBEHHBIX ITpenapaToB B POCCUIICKYIO
denepaliMio 10 NpeaCcTaBIeHUs CBeleHUN O
JaIbHeMIIMX Ollepauysix ¢ TAKUMMU JIeKapCTBEeHHbIMU
rpernapaTamyu IOATBEPXKAAOT 4 OCTOBEPHOCTh
CBeLeHI M, ComepyKaluXcs B CUCTeMe MOHUTOPUHTA,
IIyTeM IIpeCTaBIeHNs CBeIeHUI B CUCTEMY
MOHUTOPUHTIA, IIPeAYyCMOTPEHHbIX ITYHKTOM 7
npuioxenusi N 3 Kk HacToseMy [1omoxkeHuo.

[Tpy MapKUpOBKe YIIaKOBOK JIeKapPCTBEHHbBIX
MperapaToB CpeCcTBaMM UAeHTUdUKALUY Ha
TaMOKeHHOM CKJIaJie B COOTBETCTBUM C ab3aiem
BTOPBIM MyHKTA 4 HacTosmero ITosoxkeHus: CyobekT
obpalieHs TeKapCTBEeHHbIX CPEJICTB, SIBJISIOLMIICS






JepyKaTejaeM WinM BJIaaejablleM permCTpaiuMOHHOIO
YOOCTOBepEeHN, MIN MPpeaCTaBUTEIbCTBO

MHOCTPAHHOI OpraHu3alyuy Ha TePPUTOPUN
Poccuiickoi ®enepaiyiu, IBISIOMIENCS AepRaTeaem
WIM BAaAesblieM perucTpaliOHHOTO
YIOCTOBEPEHMS, B TeUeHMe 5 paboumx qHel ¢ JaThl
3aBeplIeHMs MapKUPOBKU YITAKOBOK JIEKAPCTBEHHbIX
MpernapaToB CpeCcTBaMM UAeHTUDUKAIIMM Ha
TaMOK€eHHOM CKJIafe 10 NpeacTaBaeHUsI CBeIeHMIT O
IanbHEMIINX OollepalsIX ¢ TaKMMM JJeKapCTBeHHbIMU
rnpernaparamMmu MpencTaBisOT B CUCTEMY
MOHUTOPWHTA CBeJIeHUS, IPpeayCMOTPEHHbIE
IMYHKTOM 4 1ipunoxkeHus N 3 K HacTosLeMy
ITonokeHUIO.

[Ipu 3TOM Cy6BEKT OOpaleHns JeKapCTBEHHbIX
CpelCTB, OCYLeCTBUBIIMIT BBO3 JIEKAPCTBEHHBIX
npenapatoB B Poccuiickyio ®@epnepaiinio, B TeueHue 5
pabouMx IHEV ¢ 1aThl PpErUCTPALIIU B CUCTEME
MOHUTOPUHTA CBeIeHMI, MpeayCMOTPEHHBIX
ab3allemM ceilbMbIM HACTOSIIEr0 MYHKTA, A0
NpencTaBJieHs CBeAeHU O JalbHeNIMX orepanusix
C TaKMMMU JIeKapCTBEHHBIMU TpernapaTamu
MOATBEPKOAeT NTOCTOBEPHOCTD CBeleHUM,
copepkaumxcs B CUCTeMe MOHUTOPUHTA, ITyTeM
NpencTaBieHs CBefeHUN B CUCTEMY MOHUTOPUHTA,
MpeayCMOTPEHHBIX IYHKTOM 7 TIpuiioskeHus N 3 K
HacTtosieMy [TosoxkeHn 0.






[Ipu coBepiieHMM TAMOXKEHHBIX OTIepaLyii pu
TaMOK€HHOM I eKJIapyupPOBaHUM U TTOMEIeHUN

JIeKapCTBEHHBIX MTPEnapaToB 10/l TAMOKEHHYIO
MPOIIeAYPY BBIITYCKA JIJIs1 BHYTPEHHET0 IOTpebeHns
TaMO>KeHHbI OpTaH:

3ampaliyuBaeT B CUCTeMe MOHUTOPUHIA CBeLleHUS O
KoJle aeHTUGUKALUY UK KoJe UIeHTUGUKALIUU
TPETUYHOI (TPAHCIIOPTHOM) YIIaKOBKMU
JIeKapCTBEHHOTO TIperapara, B KOTOPOl HaXOAUTCS
TaKOVi JIeKapPCTBEHHBII ITpernapar (B cydyae BBO3a
TPEeTUYHON (TPAHCIIOPTHOM) YITIAaKOBKU
JIEKapCTBEHHOTrO TperiapaTa LeJInKOM), IJIs
OCYILECTBIEHUS CBEPKM C JAHHBIMU, YKa3aHHBIMU B
TAMOYKEHHOI AeK/Iapaly Ha JIeKapCTBEHHbIN
rnpenapar;

repenaeT B CMCTEMY MOHUTOPVHTIA TaHHbIE O
BBIITyCKE /IS BHYTPEHHETO MOTPe6IeHNsT
JleKapCTBEHHBIX MTpernapaTos.

[Tpu BHeCceHUM M3MEeHEeHU B CBeeHMs, YKa3aHHbIE B
TaMO>K€HHOI AeK/Iapaly Ha JIeKapCTBEHHbIN
Ipernapar, B TeueHue 5 paboumnx mHei mocie
BHECEeHMS U3MEHEeHUI B TAMOXXEHHYVIO JeKIapaliuio
Ha JIeKapCTBEHHBII [IpernapaT TaMOXXeHHbI1 OpTraH
rnepenaeT B CUCTEMY MOHUTOPMHTA
CKOppPEeKTMPOBAaHHbIE JaHHbIE O JIEKAPCTBEHHOM






rpernapare.

[Ipu niepepave mpaB COOCTBEHHOCTU B 30He
TaMO>XeHHOI'0 KOHTPOJIS Ha JIeKapCTBEHHbIE
rperaparsl, TIOMellleHHbIe M0, TAMOXXEeHHYI0
MIPOIIeAYPY TAMOKEHHOTO CKIa/ia, CYyObeKT
oOpalieHus JeKapCTBEHHbIX CPeICTB,
OCYILECTBJISIOLMIA BBO3 JIEKAPCTBEHHbIX MPernapaToB
B Poccuiickyio ®enepariyio, B TeueHue 5 paboumx
IHel ¢ 1aTbl 0pOPMIIEHUSI COOTBETCTBYIOLIUX
IOKYMEHTOB O Tlepefaye mpaBa COOCTBEHHOCTY Ha
JIeKapCTBeHHbIE IIperapaTsl 40 [peaCcTaBaAeHUs
CBeIeHMI O AabHEMIINX OIepauysx ¢
JIeKapCTBEHHBIMMY IIpeliapaTamy IpeiCcTaBiseT B
CUCTEeMY MOHUTOPUHIA CBeLleHN,
NpenycMOTpPeHHbIe IIYHKTOM 6 npuiaoxkeHus N 3 K
HacTosuemMy [1o/okeHn10.

[Ipu 3TOM Cy6BEKT OOpalieHns JeKapCTBEHHbIX
CpeIcCTB, KOTOPOMY OCYIIeCTBJIEHA Tlepejaya Impas
COOCTBEHHOCTY Ha JIeKapCTBEHHBII Mpernapar,
MTOMeIIeHHbII IO/, TAMOKEHHYIO MPOIeypy
TAaMOXXEHHOTO CKJIa/ia, B TeueHue 5 paboumx JHeit ¢
naTel 0OpMIIEHNST COOTBETCTBYIOIMX TOKYMEHTOB O
nepejave mpaBa COGCTBEHHOCTM Ha JIeKAPCTBEHHBI
rperapar u perucTpanuy B CMCcTeMe MOHUTOPUHTA
CBeIeHM O TiepeIaHHbIX JIEKAPCTBEHHbBIX
rpenaparax [0 IpeACcTaBIeHNs CBeeHUII O






IanbHeMIINX oriepanyudgax C JIeKapCTBeHHbIMU
ImpernapaTaMu IoATBep>KOaeT JOCTOBEPHOCTb

CBeJIeHUM, COIepXKAIINXCS B CUCTEME MOHUTOPUHTA,
O TIPMHMMAaeMbIX JIEKapCTBEHHBIX MperapaTax nyTem
NpencTaBieHys CBefeHUI B CUCTeMY MOHUTOPUHTA,
MpeayCMOTPEHHbIX IYHKTOM 7 TIpuiioskeHus N 3 K
HacrosemMy [TookeHn 0.

[Tpu nmepeMellleHMM JTeKapCTBEHHBIX MIpeIapaToB
MeXIy 30HaMM TaMOKeHHOT'0 KOHTPOJIS,
OCYIIIeCTB/ISIEMOM I10C/Ie TIPUOBITHS JIeKaPCTBEHHbIX
MIpernapaToB B MeCTO JOCTaBKM, OIpeieJIeHHOe
CyObeKTOM OOpalieHus TeKapCTBEHHBIX CPEeJICTB,
OCYILECTBJISIONIMM BBO3 JIEKAPCTBEHHBIX TPernapaToB
B Poccuiickyio @emepaiinio, B MeXXAYHAPOIHBIX
TOBAapPHO-TPAHCIIOPTHBIX JOKYMEHTAX, CYyObEKT
obOpaleHus JeKapCTBEHHBIX CPEICTB,
OCYILECTBJISIONMIA BBO3 JIEKaPCTBEHHbIX MPernapaToB
B Poccuiickyio ®eneparniyio, M cyobekT oOpamnieHus
JIeKapCTBEHHbIX CPeJiCTB, KOTOPOMY OCYIIleCTB/IeHa
repegava mpaB COOCTBEHHOCTY Ha JIeKapCTBEHHBIN
rperapar, IIoMeIleHHbI ITOJ, TAMOXXEHHYI0
Mpolieaypy TaMOXXeHHOTO CKjIaza, B TeueHue 5
pabouMx IHEN ¢ JaThl TAKOTO IepeMeIeHNs 10
MpeacTaBieHus CBeAeHMI O TalbHEeNIMX orepansx
C JIeKapCTBEHHBIM IIpeliapaToM MpeacTaByseT B
CUCTEeMY MOHUTOPUHTA CBeJeHNS],
MpenycMOTpeHHbIe ITyHKTOM 8 npuinoxkenus N 3 K






HacCToAg1memy [TonoxkeHuo.

Cy0bekT obpaleHns JeKapCTBEHHBIX CPEJICTB,
OCYILECTBJISIOLMIA BBO3 JIEKaPCTBEHHbIX MPernapaToB
B Poccuiickyio ®eneparninio, miam cCyobeKT oOpaneHus
JIEKapCTBEHHBIX CPENICTB, KOTOPOMY OCYIIIECTBIeHa
repenava mpaB COOCTBEHHOCTY Ha JIeKapPCTBEHHbBIE
rperaparsl, TIOMellleHHbIe M0, TAMOXXEeHHYI0
MpOIeIypPy TAMOKEHHOTO CKJIazia, B TeueHue 5
pabouMx IHEJ C JaThl peUIeHNs O BBIITYCKe
JIEKapCTBEHHBIX TIperapaToB IJIsI BHYTPEHHEro
MoTpe6eHMs], TPUHITOTO TAMOKeHHbIMY OpraHaMMu,
JIO TIpeCTaBJIeHMS CBeeHUI O NaabHeNmnx
ornepanusx ¢ JiIeKapCTBEHHbIMU MTpernapaTaMmu
MpeNCTaBIsIeT B CUCTEMY MOHUTOPUHTA CBeJIEHMS,
penycMOTpeHHbIe ITyHKTOM 9 nipuinoxkenus N 3 K
HacTosuemMy [1o/okeHn10.

[Tpu nepeMelnie HUM JI€KAPCTBEHHBIX ITPEIapaToB U3
30HBI TAMOXXEHHOT'O KOHTPOJISI CYOBEKT 00paleHMst
JIeKapCTBEHHBIX CPEICTB, OCYIIECTBISIONIMII BBO3
JIeKapCTBEHHBIX ITpernapaToB B Poccuiickyio
depepaunio, I CyoGbeKT 0OpareHus
JIeKapCTBEHHBIX CPEJCTB, KOTOPOMY OCYIIIeCTB/IEHA
repeava MpaB COOCTBEHHOCTY Ha JIEKAPCTBEHHbIE
rpernaparsl, IOMeIlleHHbIe IO/ TAMOXXeHHYIO
MpoIIeYPY TAMOXKEHHOTO CK/Ia/ia, B TeUeHue 5
pabouMx IHeJi ¢ JaThl IPUEMKH JIeKapCTBEHHBIX






rpernapaToB Ha (apMalleBTUUECKIUIi CKIaI U
3aBepIIeHMsT TAMOXKEHHOI ITPOIeyphl BBIITYCKa

TOBapa JIjIsi BHYTPEHHEro MOTpe6eHus (MM C JaThl
peleHns O BbIMYCKe JIeKapCTBEHHbBIX MIperapaToB
1711 BHYTPEHHEro MoTpe6ieHNs], TPUHSITOTO
TaMO>XeHHbIMM OpraHamMu, IIpu IMIpUMeHeHUn
MpoIeIyphl YCIOBHOTO BbIMTYCKA TOBAPOB) 10
MpeaCcTaBJAeHNsI CBeAEHNI O NalbHENMIINX Onepanmsx
C JIeKapCTBEHHbIMM IIpernapaTaMu MpeCcTaBisieT B
CUCTEMY MOHUTOPUHTA CBeJleHNS],
npenycMoTpeHHbie yHKToM 10 ipunoxkenus N 3 K
HacrtosiemMy ITonoxkeHno.";

H) IOTOJIHUTh TYHKTOM 37(1) ciienyroiiero
comepKaHus:

"37(1). [Ipu ocyuiecTBIeHUM BBOIA B TPAXKAAHCKU I
000pOT JIeKapCTBEHHBIX ITPEeNapaToB, BBe3EHHbIX B
Poccuiickyro ®@epepainio (3a UCKIIOYEHNEM
JIeKapCTBEHHBIX IIPerapaToB, BBO3UMBIX C
TEPPUTOPUM TOCYLAPCTB - WieHOB EBpasuiickoro
9KOHOMMUYECKOT'O COI03a), CYyObeKT ob6palleHus
JIeKapCTBEHHbBIX CPeJICTB, OCYIIEeCTBIISIONIMIT BBO3
JIEKapCTBEHHBIX IIperapaToB B Poccuiickyio
denepalnio, B TeueHue 5 pabounx AHe C TaThl
MPUEeMKM JIeKapCTBEHHBIX ITpernapaToB Ha
dbapmatieBTMUECKMI CKJIA U ITPeCTaBIeHNUS B
denepabHYIO CTYKOY 10 HAZI30pY B cdepe






3[paBOOXpaHEeHNsI JOKYMEHTOB U CBEIE€HUIA,
MpeyCMOTPEHHBIX YaCThIO 2 cTaTby 52.1

@enepasibHOTO 3aKOHa "O6 obpaleHUM
JIeKapCTBEHHBIX CPENICTB", O JIEKAPCTBEHHbBIX
rpernaparax, BBOOMMBIX B TpaskIaHCKMIT 000POT, M
MOJIyYeHUS paspelieHnsi, MpeyCMOTPEHHOIO YaCThI0
7 cratbu 52.1 ®enepanbHOro 3akoHa "O6 obpaieHUn
JIEKapCTBEHHBIX CpPeNCcTB" (B C/Tyyae BBO3a B
Poccuiickyio @emepanyo MMMYHOOMOTOTUIECKUX
JIeKapCTBEHHBIX TperapaToB), 4,0 MpeaCcTaBIeHU s
CBeIeHNIi O AATbHEMIINX Onepaluysx ¢ TaKUMU
JleKapCTBEHHbIMU ITperapaTaMy IpeCcTaBisieT B
CUCTEMY MOHUTOPUHTA CBeIeHMSI,
npenycMOTpeHHbIe ITyHKTOM 13 nipmioskenus N 3 K
HacTrosuiemMy Ilonoxkenuno.";

0) TYHKT 38 U3JIOKUTD B CIeAYIONIEei pelaKiui:

"38. IIpu BBO3e€ JIeKapCTBEHHBIX ITPENapaToB B
Poccuiickyo ®epepaliyio n3 rocygapcTB - YI€HOB
EBpasuiickoro 3kKOHOMMYECKOT0 COK03a JOIyCKaeTCs
NpeCcTaBlIeHNe CBeJeHNIi B CUCTeMy MOHUTOPUHTA
CyObeKTOM 00pallleHNsT JIeKAPCTBEHHBIX CPEJICTB,
OCYIIECTBJISIIOIIMM OTTPY3KY JIeKapCTBEHHbBIX
npermnapaTtoB B Poccuiickyro ®@enepanuio (maiee -
MPSIMOJA TIOPSIAOK TIpeACTaB/IeHNs CBEEeHUI TIpU
BBO3e€ JIeKapCTBEHHBIX ITpernapaToB B POCCUIICKYIO
®denepalnio U3 rocygapCTB - WieHOB EBpasuiickoro






9KOHOMMYECKOTO C0I03a), I CyOBeKTOM
obpaleHus JeKapCTBEHHbIX CPEACTB,

OCYIIECTBJISIIOIIMM MPMEMKY Ha hapMalieBTIude CKuit
CKJIaf, JIeKapCTBEeHHBIX MperapaToB Ha TePPUTOPUM
Poccuiickoit ®emepannu (manee - 06paTHBIN MOPSIOK
TpeacTaBJIeHs CBeAeHMI IPU BBO3€ JIeKapCTBEHHBIX
npemnapartoB B Poccuiickyo Penepainuto 3
roCyapcCTB - YieHOB EBpa3niickoro 5KOHOMUYECKOTO
C0103a).

PelreHye o BbIOOpE IIPSIMOIO IOpSAKa
MIpeicTaB/IeHNsl CBeIeHMIi TPy BBO3e JieKapCTBEeHHbIX
npernapaToB B Poccuiickyio ®emepalinio u3s
rOCyJapCTB - WieHOB EBpa3sniickoro SKOHOMMUYECKOTO
coro3a 1160 06paTHOrO MOPSIIKA IIPeICTaBIEHMS
CBeJIeHN Py BBO3€e JIeKapCTBEHHBIX MTperapaTos B
Poccuiickyio @emepalinio 13 rocy1apcTs - WIEHOB
EBpa3suiickoro 3KOHOMMYECKOI0 CO3a IMPYHMMAETCs
cyObeKkTaMy 00palleHusl JIeKapCTBEHHBIX CPEJICTB,
MPeICTaB/SIONIVIMI TaKie CBeIeHMs,
CaMOCTOSITETbHO.

B ciriyuae BpIGOpa MPSIMOTO MOPSIAKA IIPeACTaBIeHMS
CBeJIeHMi1 IPY BBO3e€ JIEKapPCTBEHHBIX IIpeIapaToB B
Poccuitckyio ®enepaliyio 13 TOCyJapCTB - YIEHOB
EBpasuiickoro 5SKOHOMMYECKOTO COI03a CyOBEKT
obpalleHus JIeKapCTBEHHbIX CPeICTB, SIBISIOMIMUIACS
IepskaTesieM UM BJIafie/IblleM PerucTpaliOHHOTO






YA 0CTOBEPEHMSI, WU IIPEACTABUTENILCTBO
MHOCTPAHHOI OpraHu3anuy Ha TeppuUToOpUn
Poccuiickoin @enepatiyiu, IBISIONIENCS AepKaTeiem
WIN BlaAesbleM PerncTpaloOHHOro
yIOCTOBEepeHMsI, B TeueHue 5 pabounx qHel ¢ JaThl
OTTPY3KM JIEKAPCTBEHHBIX MpenapaToB B Poccuiickyio
depepalyiio U3 rocygapCTs - WieHOB EBpasuiickoro
3KOHOMMYECKOI'0 CO103a [I0 MpeaCcTaBlIeHs
CBeJIeHUM O JaJbHENMIINX ONepalysIx C TAKUMU
JIeKapCTBEHHBIMMU TIperapaTamu MpeacTaBiIsoT B
CUCTeMY MOHUTOPUHIA CBeLleHN S,
npenycMoTpeHHble MyHKTOM 11 npumiosxkenus N 3 K
HacTogiemMy [lonoxkeHn10.

IIpu 5TOM Cy6BEKT OOpaleHNsT TeKapCTBEHHBIX
CpeaCTB, OCYIIECTBIISIONINIA MPUEMKY Ha
dbapMmalieBTMUECKMI CKJIA[T IeKaPCTBEHHBIX
periapaToB Ha TeppuTopum Poccuiickoii
denmepalyy, B TeueHue 5 pabounx gHel ¢ JaThbl
MMPUMEMKM JIEKAaPCTBEHHBIX IIPenapaToB U
perucTpanum B CUCTEMEe MOHMTOPUHTA CBeIeHUIT 00
OTTrpY3Ke JIeKapCTBEHHBIX IpenapaToB B Poccuiickyio
®denepanio U3 rocygapcTB - WieHOB EBpasuiickoro
SKOHOMMYECKOTO COI03a A0 INpeCTaBIeHUS
CBeIeHMUM O JaJIbHENMINNX ONepalysIx C TAKUMU
JIeKapCTBEHHBIMMU IIpelapaTaMy IOATBepXXAaeT
JIOCTOBEPHOCTh CBeIEHUI, COmepsKalUXCs B CMCTeMe
MOHUTOPUHTA, ITyTeM IIPeACTaBJIeHNs CBeIeHUI B






CUCTEMY MOHUTOPUHTA, IIPEAyCMOTPEHHBIX ITYHKTOM
7 npuioxenusi N 3 Kk HacToseMy [10/105keHu10.

B ciriyuae BbIOOpa 06paTHOTO MOPSIAKA
MpeacTaBJIeHs CBeAeHMI IPY BBO3€ JIeKapCTBEHHBIX
npemnapaTtoB B Poccuiickyo Penepainuto nu3
rocyIapcCTB - YieHOB EBpa3niickoro 5 KOHOMUYeCKOTO
Co03a Cy0ObeKT obOpaleHus TeKapCTBEHHbIX CPeICTB,
OCYILeCTBISION M TTPMEeMKY Ha dhapmMalieBTuIe CKuit
CKJIaf, JIeKapCTBEeHHBIX MperapaToB Ha TePPUTOPUMN
Poccniickoit @epepaunm npu BBo3e B POCCUIICKYIO
®denepaliMio U3 rocygapCTB - WieHOB EBpasuiickoro
9KOHOMMYECKOTO C0I03a, B TeueHue 5 pabounx mHeli ¢
JlaThl IIPMEMKM JIEKAPCTBEHHBIX MIperapaToB A0
MpeCcTaBJAeHNsI CBeAEHNI O NalbHENIINUX Onepannusx
C TaKMMM JIeKapCTBEHHBIMM IIperapaTamMm
MpenCcTaBiIsieT B CUCTeMY MOHUTOPUHIA CBeleHNS],
npegycMOTpeHHbIe ITyHKTOM 12 npuiokeHus N 3 K
HacrosemMy [TooxkeHN 0.

[Tpu 3TOM CyOBEKT OOpaleHNsT TeKapCTBEHHBIX
CpeCTB, SIBJISIIOILIMIACS epyKaTesleM WK BlageabliemM
PEruCTPalMOHHOTO YAOCTOBEPEHMS, UK
MpeACTaBUTEIbCTBO MHOCTPAHHON OpraHmM3anum Ha
Tepputopum Poccuiickoi ®@enepaiiviu, SIBISIONIENCS
JIepxkaTesaem MUK BaaaesblieM PerucTpaluOHHOTO
YIOCTOBEPEHMS, B TeUeHye 5 paboumx JHel ¢ JaThl
perucTpaiumn B CMCTeMe MOHUTOPYHTA CBeIeHM O






npueMke Ha hapMaleBTUUECKIIT CKIa
JIeKapCTBEHHBIX MTpernapaToB Ha TEPPUTOPUNA

Poccuiickon @enepatiyiu Ao TpeCcTaBIeHUS
CBeJIeHNM O JaJIbHENMIINX OIepalysIx C TAKUMU
JIeKapCTBEHHBIMMU IIperapaTamy MOATBEPXKAAI0T
IOCTOBEPHOCTD CBeIeHNI, COAePKALINXCS B CUCTEME
MOHUTOPUHTA, ITyTEM IIPeACTaBJIeHNsI CBeIeHUI B
CUCTEMY MOHUTOPUHTA, MPeayCMOTPEHHBIX MTYHKTOM
7 npunoxkenus N 3 K HacToseMy IlosoxkeHun:o.";

) JOTIOJIHUTh MTYHKTOM 38(1) ciiemyroniero
comepXaHus:

"38(1). [Ipu ocy1iecTBIeHUM BBO/IA B TPAXKAAHCKU I
000pOT JIeKapCTBEHHBIX ITPEIapaToB, BBE3eHHBIX B
Poccuiickyro ®@enepanyio U3 rocygapCcTB - YWIEHOB
EBpasuiickoro 5SKOHOMMYECKOT'0 COI03a, CYOBEKT
obpaleHus JeKapCTBEHHbIX CPEACTB,
OCYIIECTBJISTIOIIMIA TPMEMKY Ha hapmalleBTUIeCKIUIA
CKJIaf, JIeKapCTBEHHBIX IIperapaToB Ha TEPPUTOPUN
Poccuiickoit @emepann, B TeueHue 5 pabounx gHein
C JaThl IpeiCTaBIeHNsI JOKYMEHTOB U CBeJeHU,
MpeayCMOTPEHHBIX YacThio 2 cTaTby 52.1
denepanbHOro 3akoHa "O6 obpanieHUn
JIEeKapCTBEHHbBIX CPECTB", O IeKapCTBEHHBIX
rpernaparax, BBOAMMbBIX B IpaskAaHCKMIT 000pOT, B
denepalibHYIO CJIYKOY IO HaI30py B cdepe

31 paBOOXpaHEHMS WM TTOJTYUYeHUS pa3penieHusl,






IIpeIyCMOTPEHHOT0 YacThio 7 cTaTbu 52.1
denepasbHOTO 3aKoHa "O6 obpaleHNN

JIeKapCTBEHHBIX CPelCTB" (B C/lyyae BBO3a B
Poccuiickyio ®emepanyo MMMYHOOMOTOTUIECKUX
JIeKapCTBEHHBIX TPerapaTos), 40 MpenCcTaBlIeHNs
CBeIeHNIi O AAbHEMIINX OnepaluysX ¢ TAaKUMU
JleKapCTBEHHbIMM ITperapaTaMy IpeCcTaBisieT B
CUCTEMY MOHUTOPUHTIA CBEeIeHMSI,
MMpeayCcMOTpeHHbIe ITyHKTOM 13 nipunoxkeHus N 3 K
HacrosieMy [lonoxkeHn.";

p) yHKT 40 nocJie ¢yioB "[Ipu ocyiecTBIeHUN
arpernpoBaHus” OOIMOJHUTD CJIOBAMU
"JIeKapCTBEHHBIX IIperapaToB, UMeIIUX OOUH
r7106abHbIN MAEHTU(DUKAIMOHHBIT HOMep TOProBO¥i
eqUHUIILL,";

C) TyHKT 41 U3710KUTh B CIeAYIOIIEN peaKkin:

"41. TIIpu pachopmMmupoBaHUM TPETUUHOI
(TPaHCIIOPTHO) YIIAaKOBKM JIEKapCTBEHHOI'O
npernapara, U3bsITUM JIeKapCTBEHHBIX ITpernapaToB U3
TPEeTUYHON (TPAHCIIOPTHOM) YIIAaKOBKU
JIeKapCTBEHHOTrO Iperapara, JOMOJIHUTEeTbHOM
BJIOXKEHU M JIeKapPCTBEHHBIX IIPErapaToB B TPETUUHYIO
(TPaHCIIOPTHYIO) YIIaKOBKY JIEKaPCTBEHHOT'O
rpernapara CyobeKT 06palieHus JIeKapCTBEHHBIX
CpelCTB MpeacTaBseT B CUCTEMY MOHUTOPUHTA






CBeleHus, IIpeyCMOTpeHHbIe IIYHKTaMu 2 - 4
npunoxkenus N 5 K HacTosemy [TookeHuio, 1,0

MpeCcTaBlAeHNsI CBeAEeHN I O NaNbHENIINUX Onepannusx
C TAKMMM JIeKapCTBEHHBIMM MperapaTaMy Uin
TPETUYHOI (TPAHCIIOPTHO) YIIaKOBKO
JIeKapCTBEHHOTO Tperapara.”;

T) B IyHKTe 44:

B ab3alie MepBoM CJI0Ba "(masee - MPSIMOI MOPSIIOK
peacTaBieHNs] CBeAeHNi1)" 3aMeHUTDb CJIOBAMM "
(manee - IpSIMOVA OPSILOK MTPeCTaBIeHMS CBeeHUM
pu 060pOTe JIeKapCTBEHHBIX IMTPeIapaToB)” 1 cjioBa "
(masyee - 0OpaTHBIN MOPSIIOK MPeICTaBIeHNS
CBeJleHNi1)" 3aMeHUTh CJIoBaMu "(ajiee - 0OpaTHbI
TOPSIIOK MpeiCTaBIeHNs CBeleHNit Tpyu 060poTe
JIeKapCTBEHHBIX TIperapaTosB)”;

a63a1ibl BTOPOJ U TPETHUI U3IOXKUTD B CIEIYIOII A
pelaKiun:

"PerreHye o BbIOOpE MPSIMOTO MOPSIAKA
MpeACTaBAeHMs CBeIeHMIT ITpU 060poTe
JIeKapCTBEHHBIX ITperapaToB MO0 06paTHOTO
MopsKa MpeACcTaBAeHNs CBeIeH it Ipu 060poTe
JIeKapCTBEHHBIX IIPerapaToB IPUHUMAeTCS
cyObeKTaMy oOpaleHus JIeKapCTBEHHbBIX CPEJICTB,
MpeACTaB/SIOU MY TaK/e CBeIeHMsI,
CaMOCTOSITEJTbHO.






B ciriyuae BpIOOpa MPSIMOTO MOPSIAKA TIPeACTaBIeHMS
CBeJIeHM 1 Mpy 060pOTe JIeKapCTBEHHBIX MTperapaToB

CyObeKT 0bpallleHHs IeKapCTBEHHbBIX CPeJICTB,
OCYIIECTBISIONI VI TTepesavy TeKapCTBEHHBIX
MpernapaToB APYromMy CyobeKTy oOpalieHust
JIEKapCTBEHHBIX CPEICTB B paMKaX rpaskaHCKO-
MPaBOBBIX OTHOIIIEHMIA, B TeueHMe 1 paboyero IHS C
(akTMUeCcKOoii JaThl OTTPY3KM JI€KAPCTBEHHBIX
MpernapaToB IpeJCTaB/sSeT B CMCTeMY MOHUTOPMHTA
CBefeHMsl, IpeyCMOTPEHHbIE ITYHKTOM 2
npuioxenusi N 6 k HacTosemMy [TonoxkeHuo.";

B ab3alle yeTBepTOM (JIOBa "5 pabounx gHeit"
3aMeHUTbH cjioBamu "1 pabouero qHS";

ab3all MSIThIN U3JI0KUTD B CJIeAYIONIEel peJaKkini:

"B ciryyae BbIOOpa 06paTHOrO MopsiaKa
MpeACTaBIeHNs CBeIeHMIT TpU 060poTe
JIeKapCTBEHHBIX MTpernapaToB CyOBEKT 00 paleHust
JIeKapPCTBEHHBIX CPEICTB, OCYILECTBIISIONINIA
MIPUEMKY JIeKapCTBEHHBIX IIPeIiapaToB OT APYToro
cyObeKTa obpalieHus JieKapCTBEHHBIX CPEJICTB B
paMKax IpakIaHCKO-ITPaBOBbIX OTHOIIEHU, B
TeueHye 1 pabouero JHS C AATHI TPUEMKI
JIeKapCTBEHHBIX IIpernapaToB IIPeICTaB/IsSIeT B
CUCTEeMY MOHUTOPMHIA CBEJIEHMS O IIPUHSTHIX
JIeKapCTBEHHBIX ITperaparax, IpeayCMOTpPEHHbIe






IMyHKTOM 3 mipuiioskeHusI N 6 K HaCTOsIeMy
ITonmoxkeHuo.";

v n

B ab3aIie 1ecToMm cjioBa "5 pabouux gHel" 3aMeHUThb
cnoBamu "1 pabouero gHS";

y) B myHKTe 44(1):

B ab3aiie 1epBOM CJIOBa "TOAITyHKTaMu "I" 1 "e"

n_n "o "

3aMEeHUTh CJIOBaMU "TIOANyHKTamu 't°, "n", "K" - "u";
IOITOJIHUTH ab63a1eM CJIeAYIOLIero ComepsKaHms:

"TlopsimoK IpeacTaB/IeHMs] CBeIeHUIT O BbIBOE U3
060poTa JIeKapCTBEHHBIX IPEIapaToB, YKa3aHHbIX B
ab3arie 1mepBOM HACTOSIIEro IMYHKTA, YTBEPKIAeTCsI
MuHMUCTEpPCTBOM 3ApaBooxXpaHeHus Poccuiickoin
®Genepauyn.”;

}) momoTHUTD MTYHKTOM 44(2) CeayIoIero
copep>kaHus:

"44(2). Cy6beKT obpaleHms JeKapCTBEeHHbIX
CpPeJCTB, BBITOIHSIONINIA (GYHKIIUY 10 ayTCOPCUHTY
Mpu nepefave CyobeKTam oopaiieHnst
JIEKApPCTBEHHBIX CPEACTB, OCYILECTBISIOIIYM OTITYCK
JIeKapCTBEHHBIX IIperapaToB 6eCIyIaTHO WIN CO
CKUJIKO1 110 PELIenTy Ha JIeKapCTBEHHbIE TTperaparsl,
JIeKapCTBEHHBIX MTPernapaToB, 3aKyIMaeMbIX JIJIsT
obecrieyeHusI rpakJaH 3a CYeT CPeJICTB






dbenepanbpHOro 6101KeTa U (UJIK) CPEICTB OIOIKETOB
cyobekToB Poccuitckoit @emepaiium, B TeueHue 1

pabouero mHS ¢ GaKTUIECKON TaThl OTTPY3KU
JIeKapCTBEHHBIX IIperaparToB [IpeCTaBiIseT B
CUCTeMY MOHUTOPVHIA CBeleHNS,
IpefyCMOTpPeHHbIe IIYHKTOM 6 IpuioxkeHus N 6 K
HacrosuiemMy [lonoxkeHun10.

[Tpu 3TOM CyOBEKT OOpaleHNsT TeKapCTBEHHBIX
CpenCTB, OCYIIECTBISION NI IPUEMKY TaKUX
JIeKapCTBEHHBIX IIperaparToB, B TeueHue 1 pabouero
IIHS C IAThl IIPMEMKM JIEKaPCTBEHHBIX ITPenapaToB U
perucTpanum B CUCTEME MOHUTOPVHTA CBeIEeHMIT 00
OTTPYKEeHHBIX JIEKAPCTBEHHBIX Mpernaparax 10
MpeCcTaBJAeHNsI CBeAEHNI O NalbHENIINUX Onepannusx
C TaKMMM JIeKapCTBEHHBIMM MpernapaTammu
MOATBEPsKIaeT JOCTOBEPHOCTDb CBeIeHUA,
copepkauuxcs B CUCTeMe MOHUTOPUHTA, ITyTeM
MpecTaBJieHusI CBeJEeHUI, TIPeqyCMOTPEHHBIX
IMYHKTOM 4 nipunoxkeHus N 6 K HacTos1eMy
[TonokeHnio.";

X) MyHKTBI 46 1 47 U3J0KUTh B CIeAYIOII e
penakiun:

"46. CyO'beKT 0OpalieHust JeKapCTBEHHbIX CPEICTB,
OCYIIIeCTBIISIONINIT BBIBOJ, 13 060pOTa
JIeKapCTBEHHBIX ITPeIapaToB (3a MCKIIOUeHeM






BbIBOA 13 o6op0Ta JIEKapCTBEHHBLIX ITpeIapaToB
IIyTEM BbIBO3d paHe€E€ BBE€3€HHBIX B POCCI/IVICKYIO

depnepaliy ieKapCTBEHHBIX IIPenapaTos,
YHUUTOXXEeHMS JIeKapCTBEHHbIX IIpernapaTos,
MOMellleHHbIX 10/, TAMOKEHHYIO ITPOLenypPY
YHUUYTOXXEHMSI, BbIBO3a JIEKAPCTBEHHBIX IIperapaTos,
MapKUPOBAHHbBIX CPeICTBAMU UAeHTUDUKALIMY, 32
rpezesibl TAMOXEHHO Tepputopun EBpasuiickoro
3KOHOMMYECKOI'0 COI03a, IOMENIeHHBIX I10J,
TaMO>XXEHHYI0 IIPOLeAyPYy 9KCIOpTa, Uau nepegadmn
Ha YHUUTOXXeHMe paHee BBeJeHHbIX JIeKaPCTBEHHbBIX
MperapaToB B TPAKIAHCKMIL 060POT HA TEPPUTOPUA
Poccuiickoit @enmepannn), B TeueHnue 5 pabounx mHei
C 1AThl COOTBETCTBYIOLIEN Orepauum Uin C JaThbl
MPUEeMKM JIeKapCTBEHHBIX IIpernapaToB Ha
dapmareBTHMUeCKMIi CKIaf (TP BbIBOIE 13 060pOTa
JIeKapCTBEHHBIX IIPerapaToB B 30He TaAMOXEeHHOTO
KOHTPOJISI) TIPEeA,CTaBJIsIET B CUCTEMY MOHUTOPUHTA
CBeJeHMsl, MpeIyCMOTPEHHbIE TYHKTOM 1
npuioxenusi N 4 k HacToseMy [1ookeHuno.

47. CyobexT obpaleHus 1eKapCTBeHHbIX CPEICTB,
OCYIIeCTBISION M BBIBOJ, U3 060pOTa
JIeKapCTBEHHBIX MpernapaToB IMyTeM YHUUTOXEH S
JleKapCTBEHHBIX MpernapaToB, MOMeIleHHbIX O[]
TaMOKEHHYIO MPOoLleIyPy YHUUTOKEHMSI, BbIBO3a
JIeKapCTBEHHBIX MTpernapaToB, MapKUPOBAHHBIX
cpencTBamMu UaeHTUGUKAIMY, 32 TTpeIebl






TaMOKeHHOJ TeppuTopuy EBpasuiickoro
9KOHOMMUECKOT'O COI03a, TOMeIleHHbIX IO/

TaMOXKEHHYVIO ITPOLIeIyPY 3KCIOPTa, IMPeiCTaBIsIeT B
CUCTEeMY MOHUTOPUHTA CBeIeHNUS],
NpenycMOTpPeHHbIe ITYHKTOM 2 TipuioxkeHus N 4 K
HacTtoseMy [To/lokeHMI0, B TeueHMe 5 pabounx
JIHe ¢ 1aThl COOTBETCTBYIOIEN onepaiun.”;

1I) B ITyHKTe 49 cyioBa "iyHKTOM 9 ripunoxkeHus N 3"
3aMEeHUTDb CJI0BaMM "TIYHKTOM 2 npuiiokeHus N 4"

4) B ITyHKTHI 50 1 51 U3M0XUTH B Cliemyroleit
pemakuun:

"50. IIpu ocyiiecTBaeHUM TTOBTOPHOTO BBOAA B
000pOT JIeKapCTBEHHBIX MTpernaparTos (3a
MUCKJIIOUeHMEeM JIeKapCTBEHHBIX MTpernapaTos,
CBeJleHNs O BbIBOJIe 13 000pOTa KOTOPBIX
NpenCcTaBIeHbl B CUCTEMY MOHUTOPUHTA B
COOTBETCTBUM C MyHKTOM 44(1) HaCTOSIIETrO
[TonoskeHMST) CyObeKT 0OpaleHus JeKapCTBEHHbBIX
CpeACTB, paHee OCYIIeCTBUBILMIT BBIBOA, 13 000pOTa
JIeKapCTBEHHBIX IPeIapaToB WIU BBIITYCK TAKUX
JIeKapCTBEHHBIX MPeIapaToB BHE TEPPUTOPUN
Poccuiickoit @enepatiu (B crydyae BbIBO3a paHee
BBe3eHHbIX B Poccuiickyto @enepalinio
JIeKapCTBEHHBIX ITperapaToB), B TeUeHue 5 pabounx
IIHel C 1aThl COOTBETCTBYIOLLEI onepauumn






MpeaCcTaBisieT B CUCTEeMY MOHUTOPUHIA CBeJleHNS,
peaycMOTpeHHbIe ITyHKTOM 14 nipunoxkenus N 3 K

HacrosuiemMy [lomoxkeHun10.

[Topsimox mpeacTaBiaeHUs CBeOeHUI O TIOBTOPHOM
BBOJIe B 060POT JIeKapCTBEHHBIX MTPENApaToB,
yKa3aHHbIX B ab3alle BTOPOM MyHKTa 44(1)
HacTtosuiero IlonoxxeHnsi, yrBepkaaeTcs
MMHMCTEPCTBOM 3[IpaBOOXpaHeHMsT Poccuitckoii
denepalnn.

51. CyobekTsl 0OpaleHus TeKapCTBEHHbIX CPECTB,
OCYILECTBIISION[ e PO3HMUUYHYIO TOPTOBJIIO
JIeKapCTBEHHBIMM TIperapaTamu M OTITYCK
JIeKapCTBEHHBIX MIpeIapaToB CO CKMUIKOM I10 pelenTy
Ha JIeKapCTBEeHHbIe IMpernapaThbl, MApKUPOBAHHbBIX
cpencTBamMy UaeHTUGUKALM, TTPeICTaB/ISIOT
CBeJIeHMSI O BbIBOJIE 13 060pOTa JIEKaPCTBEHHBIX
MperapaToB C UCII0Jb30BaHMEM KOHTPOJIbHO-
KacCOBOJ TeEXHUKI.

[Tepemava MHGOpPMALIMY B CUCTEMY MOHUTOPMHTA O
JIeKapCTBEHHBIX ITperapaTax, BbIBeIEHHbIX 13
obopoTa cyobekTaMu 0OpalleHns IeKapCTBEHHbBIX
CPeACTB, He MIPUMEHSIIOIMMM KOHTPOJIbHO-KACCOBYIO
TEeXHUKY MU IPUMEHSIIOIMMM KOHTPOJIbHO-
KaCCOBYIO TEXHUKY B PEKMME, He
npeaycMaTpuBaloieM 06s13aTe/IbHOI Iepegaumn






(ucKaIbHBIX TOKYMEHTOB B HAJIOTOBbIE OPraHbI
yepes omnepaTtopa GUCKaJbHBIX TAaHHbIX, B CIYYAsX,

yCTaHOBJIeHHbIX @eepabHBIM 3aKOHOM "O
MMpUMeHEeHUM KOHTPOJIbHO-KAaCCOBOM TEXHUKU ITPU
OCyIIIeCTBIEHUM pacueToB B Poccuiickoii
deneparun’, MPOU3BOAUTCS TAKUMMU CYOBEKTAMU
obpaleHus JeKapCTBEHHbIX CPEACTB C
MCIO0JIb30BaHMeM (QYHKIMOHAIA CUCTEMBI
MOHMTOPMHTA.

Cy6BbeKThI 0OpaleHNsT IeKapCTBEHHBIX CPEJICTB,
OCYILeCTBSON e MeIUIIMHCKYIO eI TeTbHOCTDb U
BBIBO/I 113 000POTa JIeKapCTBEHHBIX IperapaToB Mpu
OKa3aHUM MeIUIIMHCKO IMTOMOIIIM, a TAKKe CYObeKThI
obparlieHus JTeKapCTBEeHHbIX CPEJICTB, OTITYCKAIoIIe
JIeKapCTBEeHHbIe MpernapaThbl 6eCIUIaTHO 0 PeLeNTy
Ha JIeKapCTBEeHHbIe TIperapaThl, MPeICTaB/IsSIIOT
MHGOPMAIIMIO B CUCTEMY MOHMTOPMHTA O BBIBOJIE U3
060poTa JIeKapCTBEHHBIX MPErnapaToB IyTeM OTITyCKa
JIeKapCTBEHHBIX ITPernapaToB 6eCIIaTHO MO PeIernTy
Ha JIeKapCTBeHHbIe TIperapaThl WiK OTITyCKa Ipu
OKa3aHUY MeIUIIMHCKO ITOMOIIA C
MICITOJIb30BaHMEM PETUCTPATOPOB BHIOBITHS,
MpeACTaB/ISIEMbIX OITEPATOPOM CUCTEMbI
MOHMTOPMHTA.

OcHaleHne CyoG'beKTOB 0OpaleHus JeKapCTBeHHbIX
CPEACTB, OCYLIECTBISIONMX BBIBOA, 3 060pOoTa






JIEKapCTBEHHBIX ITPEIIapaTOB IIPpY OKa3aHUN
MeIULMHCKO ITOMOIIM UIN IIyTeM OTITYyCKa

6ecCIIaTHO JIeKaPCTBEHHBIX MTPEIApaToOB 10 PELeNTy
Ha JIeKapCTBEHHbIE TTPerapaThl, perucTpaTopamu
BBIOBITHSI OCYI[ECTBIISIETCS] OTIEPATOPOM CUCTEMBI
MOHUTOPMHTA Ha 6e3BO3Me3IHOI OCHOBE. B 1esax
TAKOT'0 OCHAIEHUS CyOBeKThI 06paIeHus
JIeKapCTBEHHBIX CPEICTB 3aK/II0YAIOT C OIepaTopoOM
CYCTeMbI MOHUTOPVHTIA JOTOBOPBI, B TOM YMCJIe
cofiepsKaliue yCJIOBUS PeOCTaBIeHNS] TAaKOTO
000pYIOBaHMS U €r0 PeriaMeHTHOTO O0CTYsKUBAHUS
Ha 6e3B03Me3IHOI OCHOBe.

Tumnosasi dopma TakuxX JOTOBOPOB YTBEPKIAETCS
MMUHUCTEPCTBOM IIPOMBIILJIEHHOCTU U TOPTOBJIN
Poccuiickoit @enepauyn.

B ciriydyae HepabOTOCIIOCOOHOCTY PeErucTpaTopa
BBIOBITHS, IOATBEPKAEHHO yBeIOMIEHMEM,
HaIlpaBJ/IIEMbIM CyOBEKTOM 0OpalleHusI
JIeKapCTBEHHBIX CPEICTB OMEePaTOPy CUCTEMBI
MOHUTOPMHTA, Iepefayda CBeeHMit O BBIBOJE U3
060poTa JIeKapCTBEHHbIX MpernapaToB IyTeM OTIIyCKa
JIeKapCTBEHHBIX IIperapaToB 6ecIIaTHO WM OTITyCKa
NPy OKa3aHUM MEeAVIIMHCKO MTOMOIIY Ha TIEPUOI
BOCCTaHOBJIEHMST PaOOTOCIIOCOOHOCTHM MJIM 3aMEHbI
perucTpaTopa BbIOBITHSI OCYILECTBIISIETCSI CYyObEKTOM
obpartieHus TeKapCTBEHHbIX CPEJICTB C






MCIIOIb30BaHMeM (QYHKIIMOHAA CUCTEMBbI
MOHUTOPUHTA.";

1) TYHKT 52 OMOJHUTH ab3a1ieM caeayiolero
comepsKaHus:

"KOpPEKTUPOBKA CyObeKTOM OOpalleHust
JIeKapCTBEHHBIX CPelICTB paHee HallpaB/IeHHbIX UM
CBeLleHM B CUCTEMY MOHUTOPUHTIA O liepesaye
JIeKapCTBEHHOTO IMpernapaTa pyromy Cyo'bekTy
obpalieHs TeKapCTBEeHHbIX CPEJICTB C
MOATBEPXKIeHNeM TaKoii KOPPEeKTUPOBKM CYObeKTOM
obpalieHus JTeKapCTBEeHHbIX CPeJICTB, KOTOPOMY
repenaHbl Takue JJeKapCTBeHHbIe Ipernaparsl.”;

1) B TyHKTe 54:

B ab3aile repBoM cyioBa "u ®emepanabHOI CIYKO071 10
HazA30pYy B chepe 34paBOOXpaHeHMS" UCKITIOUNTD;

IOTIOJIHUTH ab3a1iaMu CIeyI0Iero comepkaHus :

"IIpu aTOM O6nagaTesnemM MHGOpMaLH,
cofepsKaieiics B CMcTeMe MOHMTOPUHTA, SIBJISIETCS
Poccuiickas ®epeparus. I[lpaBomouns o61agaTesis
uHopmMaLum, comepskalleincs B cUcTeMe
MOHUTOPUHTA, OT UMeHU Poccuiickoin ®emepannn
OCyIeCTBIsIeT MUHUCTEPCTBO 3 paBOOXpaHEeHMS
Poccuiickoitr @emepanym. Obmamarenb MHGOPMAaLIIN,






comepKalleics: B CUCTeMe MOHUTOPYHTA,
obecrieunBaeT KOHPUIEHIMATbHOCTb TAKO

nHbopMaluy, 3a UCK/II0UeHeM MHbOPpMAIUH,
oTHeceHHOV [IpaBuTenbCTBOM Poccuiickoin
depnepanuu K 0011e0CTYITHOM MHGDOPMALIUN.

OmepaTop CUCTEMbI MOHUTOPMHTA OCYILECTBIISIET
IencTBuS ¢ MHQOpMaIeii, cogepskamieincs B
CUCTeMe MOHUTOPMHTA, UJIM pa3peliaeT
OCyIIeCTBJIEHNE TAKUX IeNCTBUII B IIpeaesiax
TOJTHOMOYMIA, yCTAHOBJIEHHBIX (pe/iepasbHbIMU
3aKOHAaMM ¥ MPUHMMAaeMbIMM B COOTBETCTBUM C
HMMU MHBIMMY HOPMAaTUBHBIMM ITPABOBbIMM aKTaMU
Poccuiickoit ®enepaiiyiyt, B TOM 4ic/ie HACTOSIIM
ITonokeHuem.";

bI) B IOJITyHKTe "6" MyHKTa 55 cjioBa "cyObekTa
obpalieHus JTeKapCTBEeHHBIX MpernapaToB” 3aMeHUTh
coBamu "cyobeKTa oOpaleHus JeKapCTBEHHbIX
CpeJniCcTB";

9) MMyHKT 57 AOTOJHUTD CJI0OBaMM ", a TaKKe K
nHbopMaIum, oTHeceHHO [IpaBUTETILCTBOM
Poccuitckoit ®epepatinm K o011 J0CTYITHOM
uHbopmanun";

10) pasgen VII nomosuuTsb myHKTamu 57(1) - 57(9)
CJIeTYIONIETO COMEPIKaHMSI:






"57(1). DMUTEHTY CpelCTB UAeHTUDUKALINMA,
3apPerucTPpUPOBAHHOMY B CUCTEME MOHUTOPUHTA U
MpeCTaBUBIIEMY CBeJEeHUS B CUCTEMY MOHUTOPUHTA
0 HaHEeCeHUM CPeJICTB UAEHTUDMKALIMM Ha YITAaKOBKMU
JIeKapCTBEHHBIX pernapaToB, IOMUMO CBeIEHUA,
YKa3aHHbIX B MyHKTe 57 HacTosiero [TonosxkeHus,
obecreunBaeTcst JOCTYIT K MHGOPMAIIUM O CEPUSIX U
MapTUsiX TaKMX JTeKapCTBEHHBIX MPEeIapaToB B 4aCTU
nHboOpMaIMK 0O Biagesbliax JieKapCTBEHHBIX
TperapaToB U UX KOJAUYECTBe 110 BCel Lenmn
IOCTaBKU UJIU OTTPY3KU.

57(2). [ToTpebuTensam jeKapCTBEHHbIX ITperapaToB
obecrieumBaeTCs JOCTYIT K MHGOpMaInm,
oTHeceHHOV [IpaBuTenbCTBOM Poccuiickoi
denepanyu K 001IeI0CTYITHOM MHDOpMAIUA.

57(3). ®engepasbHBIM OpTaHaAM M CITOJTHUTEIbHOI
BJIACTU B LIEJISIX, OMIPeAeeHHbIX HaCTOSII UM
[TonoskeHMeM, obecrieunBaeTcs JOCTYI K
C/1eAyI0IIM CBeIeHUSIM :

a) mHpopMaLys 0 CyObeKTax o0palieHus
JIeKapCTBEHHBIX CPEICTB, O JIEKAPCTBEHHBIX
rpernaparax u ux o6opote, Heo6xXoaUMast IJis
BBITIOJTHEHMSI 331449 U OCYIIECTBIeHUST QYHKIIIA,
BO3JIOXKEHHBIX Ha (peiepasibHble OpraHbI
VICITOJTHUTEIbHO BJIACTH, B IEJISIX, ONPEIe/IeHHbIX






HacCToAII MM HOJ'IO)KQHI/IEM;

6) ctaTucTudeckas MHGOpMaINs O JieKapCTBEHHBIX
rpernaparax u ux obopore;

B) MHbOpMaLus, oTHeceHHas [IpaBUTeILCTBOM
Poccuitckoit @epepatinm K 0011eJOCTYITHOM
uHGoOpMaIUN.

57(4). CocraB nHbOpMaIMm, COmepKalleiics B
CUCTEeME MOHUTOPUHTA, JOCTYII K KOTOPOW
obecrieunBaeTcst pemepaabHbIM OpraHaM
MUCIIOJTHUTEbHOV BJIACTH, OTIpeesisieTcs B
corianieHusIX 06 MHGOPMaIMOHHOM
B3aMOJEeCTBUM, 3aKII0YEHHBIX OIIePaTOPOM
CUCTeMbl MOHUTOPHMHTA C dheiepaibHbIMM OpTaHaMMU
WUCIIOJIHUTEIbHO BAACTU U MUHUCTEPCTBOM
3apaBooxpaHeHMs Poccuiickoit ®emepainn.

57(5). ®emepanbHOI CIyskOe 110 HAaI30py B cdhepe
3IpaBOOXpaHeHMs 06eCIeunBaeTCs JOCTYIT K
mHpopMaIn, comepsKalleincss B cucTeMme
MOHUTOPUHTA, B LIEJISIX:

a) OCYIeCTBJIEHUSI KOHTPOJISI COOMI0IeH NS
MeIUIIMHCKUMY pabOTHUKAMU, PYKOBOAUTEISIMU
MeAVLIVHCKUX OpraHu3anuii, bapmaieBTUYeCKUMU
paboTHMKAMM ¥ PYKOBOJIUTENSIMMU allTEUHbBIX
OpraHu3aLuii OTpaHUYeHUI, IIPUMEHSIeMbIX K HUM






TIpU OCYIIeCTBAeHNM ITpodeccroHaIbHOM
IesITeTbHOCTU B COOTBETCTBUM C 3aKOHOIATETbCTBOM

Poccuiickoin ®enepainu;

6) oCyIeCcTBIEHNS TOCYAAPCTBEHHOTO KOHTPOJIS
(Hag3opa) B cepe obpalleHs JTIeKapCTBEHHbBIX
CpelCTB;

B) IIPOBEeJIEHMS MOHUTOPMHTA aCCOPTUMEHTA U LI€H
Ha JXKM3HEHHO HeoOX0oIyMble U BasKHeIIe
JeKapCTBeHHbIe TTperaparhl;

T) OCYIIeCTBJIE€HMS B YyCTAHOBJIEHHOM ITOpSIJIKe
MIPOBEPKY AeSITeIbHOCTU MeOUIIMHCKUX U alITeUHbIX
opraHmu3alnmii, opraHu3aluii ONITOBOM TOPrOBIN
JIeKapCTBEHHBIMM CpeLiCTBAMM, IPYTMX OpraHu3alunii
Y UHOVBUAYAJIbHBIX NIpeAIpUHUMATEEN,
OCYILeCTBSIONMX IesITeIbHOCTD B cdepe

3 paBOOXpaHeHMsI.

57(6). ®enmepasibHOI HATIOTOBOJ CITY>KO€
obecreunBaeTCs JOCTYII K MHPOpMAaLIn,
cofiepiKalleiicss B CMCTeMe MOHUTOPUHTA, B IIEJISIX:

a) OCYILIeCTBICHNS KOHTPOJIS M HaZ30pa 3a
MIPaBMIBHOCTBIO MCUYMC/TEHNS, TIOJTHOTOM U
CBOEBPEMEHHOCTHIO BHECEHMS B COOTBETCTBYIOLIMIA
GI0IKeT BI0IKeTHO cucTeMbl Poccuitckoit
demepaly HAJIOrOB ¥ CO60POB, a B C/IyYasx,






MpeyCMOTPEHHBIX 3aKOHOJATeIbCTBOM Poccuiickoit
denmepalyy, - 3a IPaBUIbHOCTHIO VICUMCIEHMS,

TTOJTHOTOJ ¥ CBOEBPEMEHHOCTHIO BHECEHMUSI B
COOTBETCTBYIOIINIT OI0IKET MHBIX 00513aTeIbHBIX
njaTexei;

6) KOHTPOJISI COOJIOIEHNST TPeOOBaHMIi K
KOHTPOJIbHO-KaCCOBO TEXHUKE, TIOPSIKA U YCIOBUIA
ee perucTpaium 1 IpuMeHeHus;

B) KOHTPOJISI yUeTa BbIPYUKM I€HEKHbIX CPeICTB Y
IOPUINYECKUX JIUI] U UHOUBUILY AIbHBIX
MpeanpyuHuMarenei;

T') OCYIIeCTB/IEHMSI KOHTPOIbHbBIX MEPOTIPUSTHI,
BKJ/TIOYAsT KaMepasibHbIe U BbIe3HbIe ITPOBEPKU.

57(7). ®enmepanbHOI TaMOKEHHO CTykOe
obecreunBaeTCs JOCTYIT K MHGOpMaInm,
copepsKauieincs B CMCTeMe MOHUTOPUHTA, B LIeJISIX
obecrieyeHns IPeayCMOTPEHHBIX
3aKoHOmaTeabCcTBOM Poccniickoii ®enepanum
TOJITHOMOYMIA IO OCYILECTBIEHUIO TAMOKEHHOTO
KOHTPOJISI 32 IPOAYKIMEN, BBO3UMOM B POCCUIICKYIO
depepaliiio, B TOM YMCIe TAMOXE@HHOTO KOHTPOJIS
I10CJIe BBIITYCKA TOBAPOB, a TAKXKe KOHTPOJIS 3a
MPaBUIbHOCTBIO MCYMUCIIEHUS U CBOEBPEMEHHOCTBIO
YIUIaThl TAMOKEHHBIX IMOIUIMH, HAJIOTOB,
CIelMaJIbHbIX, aHTUAEMITMHTOBBIX






KOMITeHCAllMOHHBIX MTOUUIVH U UHBIX IIJIaTeXel,
B3MMaHMe KOTOPBIX BO3JI0KEHO Ha TaMOKeHHbIe
OpraHbI.

57(8). demepanbHOII CyskOe rocymapCcTBeHHOM
CTaTUCTUKY 0OeCIeunBaeTcs JOCTYII K MHGOPMAaIUH,
cofepskamiencs B CMCcTeMe MOHUTOPUHTA, B LeJISIX
obecrieueHMst OCyIeCTBAeHNUST GYHKIINI 110
dbopmupoBaHNI0 OGUIIMATIBHON CTATUCTUUECKOT
MHbOpMaIMM O COIMATbHBIX, IKOHOMUYUECKUX,
nemorpaduuecknx, 5KOJOIMUECKUX U IPYTUX
001IecTBEHHBIX ITpoleccax B Poccuiickoii
®denepauyu.

57(9). ®enmepanbHOI aHTMMOHOIIOIBHOI CITyX6e
obecreunBaeTCs JOCTYIT K MHGOpMaInu,
comepskalleics B CCTeMe MOHUTOPUHTA, B LIeJIsIX
OCYILeCTBI€HMS TOCYAapCTBEHHOTO KOHTPOJIS 3a
co0IogeHeM aHTMMOHOIIOJIbHOTO
3aKOHOJaTenbcTBa B Poccuiickoit degepaunn.”;

1) JOTOJTHUTD ITYHKTOM 60 C/IeIYIOLIero CoepsKaHms:

"60. OmepaTop CUCTeMbl MOHUTOPYHTIA B C/Tyuae cO0st
B CMCTE€Me MOHUTOPYHTA, ITOBJIEKIIEero 3a coboii
OTKa3 B IpyeMe CBeIeHMIi OT CYyObeKTOB OOpalieHnust
JIeKapCTBEHHbBIX CPEJICTB O COBEPIIEHHbIX
orepaiusix, pasmelniaeT Ha opUIMaJIbHOM CaiiTe
oreparopa CMCTeMbl MOHUTOPUHTA B






MHGOPMAIMOHHO-TeJIEKOMMYHMKAIMOHHO CeTu
"MIHTepHeT" ciaenyloiie CBeIeHmus :

a) nHdopmaius o cboe He Mo3aHee 4 YacoOB C
MOMEHTA er0 BOSHMKHOBEHMS;

6) nHdopmalys 06 ycTpaHeHUM IPUUNH cO0ST U
BOCCTaHOBJIEHM M TTOJIHOI PabOTOCIIOCOOHOCTH
CUCTeMbI MOHUTOPUHTA He MO3IHee 4 4acoB C
MOMEHTA BOCCTAHOBJIEHUST TIOJTHOV
PaboTOCIIOCOOHOCTH CHCTEMbI MOHMTOPUHTA C
yKa3aHMeM IPOIOKUTETbHOCTY OTpaHMUYEHNS B ee
pabore.".

3. B npmunoxxkennu N 1 K ykasanHomy [TonoxxkeHuio:

"

a) ITyHKT 3 JOIIOJHUTD MOAITYHKTaMu "3" - "4
CIeyIoLero ComepskaHys:

"9) HaMMeHOBaHMe CyObeKTa 0OpaleHNs
JIeKapCTBEHHBIX CPEICTB, OCYIIECTBIISIONIETO CTATNIO
MIPOM3BO/ICTBA F'OTOBOJ JIEKAPCTBEHHOI (OPMBI;

10) KO, HaJIOTOTIJIaTe/IbIIMKaA CyObeKTa 0OpameHnst
JIeKapCTBEHHBIX CPEICTB, OCYIIECTBIISIONIETO CTAINIO
MPOM3BOJICTBA I'OTOBOJ JIEKAPCTBEHHOV (POPMBI B
CTpaHe perucTpanuu,

) CTpaHa perucTpauum cyobekTa oopaiieHus
JIeKapCTBEHHBIX CPEICTB, OCYILIECTBJISIONIEro CTaAUI0






MPOM3BO/ICTBA TOTOBOJ JIeKApCTBEHHO (GOPMBI.";

0) B ITyHKTeE 6:

B ab3alle IMepBOM CJIOBA "MOJCUCTEMBI "MOHUTOPUHT
KaueCcTBa JIeKapCTBEHHBIX CPEeACTB", "BpeMEeHHOM " U
"BpeMEHHOr0" UCK/IIOUNTD;

B MOJIITYHKTE "a" C/1I0Ba "BpEeMEHHBIN" U
"BpeMEHHOr0" UCK/IIOUNTD;

B IIOAIIYHKTE "T" CJIOBO "BPEMEHHOTI0" UCKJIIOUUTD;

B IOJIIYHKTE "NI" CJIOBA "BpeMEHHOM" U
"BPeMEHHOI'0" UCK/IIUYAUTD;

B) NOMIONIHUTB ITyHKTamu 6(1) - 6(3) ciienymoinero
CoIep>KaHus:

"6(1). U3 cucTeMbl MOHUTOPUHTA B LEJISIX
MOATBEPKIEHUS JOCTOBEPHOCTU CBEIEHUIA,
MIpeCTaB/IsIEMbIX CYyObeKTaMy 0OpaleHust
JleKapCTBEHHBIX CpeicTB B DefepasibHYIO CIIYKOY 110
Haz30py B cdhepe 30paBoOXpaHeHMs IIPU BBOAE
JIeKapCTBEHHBIX MTPerapaToB B IPasKIaHCKMIT 060pOT,
rnepenarTCs B aBTOMAaTU3UPOBAHHYIO
MHbopMaIMoHHYI0 cucTemy PenepanbHO CITYKObI
10 HaZ30py B cpepe 31paBOOXpaHEHMS ClIeyIOIIe
CBeleHMUSs O TaKMX JIeKapCTBEHHBIX Ipernaparax:






a) uAeHTU(GUKALVOHHbBIN HOMep
HaJIOToIIaTe bIMKa CyObeKTa 00palieHnst

JIeKapCTBEHHBIX CPEJICTB, OCYIIeCTBUBIIETO (GacOBKY
(YIIaKOBKY) JIeKapCTBEHHBIX MpeIapaToB BO
BTOPUUHYIO (MTOTPEOUTETHCKYIO) YITAaKOBKY
JIeKapCTBEHHOTO Tperapara (a rpu ee OTCYTCTBUY -
MePBUYHYIO YIIAKOBKY JIEKAPCTBEHHOTO IperaparTa)
MIpY IPOU3BOJICTBE IEKapPCTBEHHOIO Mperapara Ha
Tepputopuu Poccuiickoi @emepain min
OCYIIeCTBUBILIEr0O BBO3 B Poccuiickyto @enepannio u
TaMOXE€HHOe JIeKJIapupOBaHKe JIeKapCTBEHHOTO
rpernapara B cIyyae BBOJIa B TPasKIaHCKIMIT 000pPOT
JIEKapCTBEHHOTO TIperapara, IIpou3BeJleHHOTO BHe
Tepputopum Poccuiickoi ®enmepainin;

0) HaMMeHOBaHMe CyObeKTa 0OpaIeHus
JIeKapCTBEHHBIX CPEICTB, OCYIeCTBUBIIET0 (acOBKY
(YTIaKOBKY) JIeKapCTBEHHBIX IIperapaToB BO
BTOPUYHYIO (MTOTPEOUTETHCKYIO) YITAKOBKY
JIEKapCTBEHHOTO TIperapara (a Impu ee OTCyTCTBUM -
TEPBUYHYIO YIIAKOBKY JIEKAPCTBEHHOTO ITpernapara)
MpY IIPOU3BOACTBE JIEKapCTBEHHOTO Tpernapara Ha
Tepputopumn Poccuiickoin ®emepaiinm Uin
OCYILeCTBUBILIEro BBO3 B Poccuiickyio @enepanuio u
TaMOK€HHOE€ JIeKJIapupOoBaHue TIeKapCTBEHHOTO
rperapara B ¢Jiydae BBOJIa B IpaskIaHCKUit 060poT
JIeKapCTBEHHOTO Tperapara, Mpon3BeJeHHOT0 BHe
Tepputopuu Poccuiickoi @enepanmn;






B) CBedeHMd O JIEKapCTBEHHOM IIpeIiapare,
IIOJIY4Y€HHbI€ B paMKaX OIIMCAHUA JIEKAPCTBEHHOTO

rnpernapara B CMCTeMe MOHUTOPUHTA B COOTBETCTBUU
¢ MyHKTOM 33 Ilo/i03keHMs 0 cucTeMe MOHUTOPMHTa
IBVKEeHMS JIeKapCTBEHHbIX NIpPernapaToB 4J1s
MeOUIIMHCKOTO TIPUMeHeHUSs, YTBePXKI,eHHOTO
nocraHosyieHueMm IlpaBuTtenbcTBa Poccuiickon
@enepanyum ot 14 gekabpst 2018 r. N 1556 "06
yTBepXIeHun IlonoxkeHns: o cucTeMe MOHUTOPUHTA
IBVKEeHUS JIeKapCTBEHHbIX NIPernapaToB [J1s
MeIOULIMHCKOrO IpuMeHeHus";

r') HOMep IIPOU3BOACTBEHHON Cepun;
1) 00beM ITPOMU3BOACTBEHHOI CepUn;

e) maTta ynakoBku (acoBKM) JieKapCTBEHHOTO
rperiapaTta BO BTOPMUYHYIO (IIOTPeOUTETbCKYIO)
YIIAaKOBKY JIeKapCTBEHHOTO Ipernapara (a rnpu ee
OTCYTCTBUU - IEPBUYHYIO YIIAKOBKY JIEKAPCTBEHHOTO
rnpernapara) npu npou3BOJICTBE JIEKaPCTBEHHOT'O
npemnapara Ha Tepputopumn Poccuiickoii Pemepanum;

X) UIeHTUPUKALMOHHBIVI HOMeD
HaJIOTOTIaTeJIbIIMKA COOCTBEHHMKA JIEKAPCTBEHHOTO
rpemnapara npy KOHTPakKTHOM (TIOLPSALHOM)
MIPOM3BOACTBE JIEKAPCTBEHHOIO MIpernapara Ha
TeppuTopuu Poccuiickoin ®emepaninm;






3) HauMeHOBaHMe COOCTBEHHMKA JIEKapCTBEHHOTO
rnpernapara npu KOHTPaKTHOM (TIOAPSLHOM)
IIPOU3BOLCTBE JIeKapCTBEHHOTO IIperapara Ha
Tepputopum Poccuiickoi @enmepanimn;

M) JaTa perucTpauyuy TaMOXEeHHO JeKaapaluuy Ha
JIeKapCTBEHHBIN IIperapar B cIyyae BBOJa B
rpaskgaHCKMIT 000POT JieKapCTBEHHOTO Mpernapara,
MIPOU3BEIEHHOI0 BHE TeppUTOpuM Poccuiickoi
®denepauyu;

K) perucTpalOHHbIiI HOMep TaMOXXeHHO
JleK/apaly Ha JieKapCTBEHHBI mpernapar B cjiy4yae
BBOJIA B IpakIaHCKMi 060pOT JIeKapCTBEHHOTO
npernapara, Mpou3BeIe HHOTO BHE TEPPUTOPUM
Poccuiickoit ®enepaiinm;

JI) JaHHbIE O BBIMTYCKE JIJISI BHYTPEHHErO MOTpebIeHMsT
JIeKapCTBEHHOTIO Iperapara B cjiyyae BBOJA B
IpaskgaHCKMIT 000POT JIeKapCTBEHHOTO ITpernapara,
MMPOU3BEEHHOTO BHE TeppuUTOopum Poccuiicko
denepanym.

6(2). VI3 aBTOMaTU3MPOBAHHOI MHPOPMALIMOHHOM
cucteMbl DeiepasibHO CTYKOBI 110 HAA30PY B chepe
34 PaBOOXPAaHEHMS B LIeJISIX MOATBEP KA EeHUS
IOCTOBEPHOCTU CBeJIeHUIA O BBOJIE JIeKapCTBEHHBIX
MpernapaToB B IPAKIAHCKNIT 000POT B CUCTEMY
MOHUTOPUHTA MIPEeACTaBISIIOTCS Cefyouiue






CBedeHusd:

a) maTa peructpanum CBegeHni B
aBTOMAaTM3MPOBAHHOM MHGOPMAIMOHHOI cCUCTEME
denepasibHOI CITYKOBI 10 HAA30PY B chepe

3 paBOOXpaHeHus;

0) PeKBM3UTHI 3aIMICH O JIeKapCTBEHHOM ITperiapare,
BBOJMIMOM B IpakIaHCKMiT 060pOT, B
aBTOMAaTHU3MPOBAHHOI MHGOPMAIMOHHOI cUCTEeMe
denmepanbHOI CITYKOBI TTO HAZI30pY B cdepe
3IpaBOOXpaHEeH NS ;

B) I7106aIbHbIN UAEHTUGUKALIMOHHBI HOMep
TOPrOBOV eIMHULIBI BBOOVMMOIO B IPakAaHCKUM
000pOT JIeKapCTBEHHOT'O ITpernapara;

') HoMep MPOU3BOJICTBEHHOI Ccepuy BBOJMMOTO B
rpaskgaHCKMIT 000POT JIeKapCTBEHHOTO Mpernapara;

1) KOJTMUYECTBO BTOPUYHBIX (ITOTPEOUTETHCKIX)
YIIAaKOBOK JIEKAPCTBEHHOTIO Mpenapara (a npu ux
OTCYTCTBUU - TIEPBUYHBIX YIIAKOBOK JIEKAPCTBEHHOTO
Trpernapara), BBOJMMOIO B IpaskAaHCKMIT 060pOT;

e) HoMmep paspeilneHus PemepaabHOI CITYKOBI 11O
Haz30py B chepe 31paBoOXpaHeHMsT Ha BBOJI B
rpakIaHCKUt 060poT (B ciiydyae BBOZAA B
IPasKIaHCKMIT 060POT UMMYHOOMOIOTMYECKOTO






JIeKapCTBEHHOTO ITperapara);

) AeHTU(PUKALVOHHbI HOMep
HaJIOTOIIaTe b MKa Cy6beKTa 00paleHus
JIeKapCTBEHHBIX CPEJICTB, OCYIECTBIISIONIETO BBO/I
JIeKapCTBEHHOTO TperapaTta B TpakaaHCKuii 060pOoT.

6(3). 3 cucTemMbl MOHUTOPUHTA B LIEJISIX
obecrieyeHust OCylIecTBIeHUs hemepasTbHOrO
roCyIapCTBEHHOTO Hafi30pa B chepe obpamieHnst
JIeKapCTBEHHBIX NPerapaToB IJis1 MeOULMHCKOTO
npumeHeHust degepanbHOi Cy>kO0¥ 110 HAA30PY B
cdepe 30paBOOXpaHeHMsI ITepeJaloTCs B
aBTOMAaTU3MPOBAHHYIO MHPOPMALIMOHHYIO CUCTEMY
denmepanbHOI CITYKOBI TTO HAZI30pY B cdepe
3paBOOXpaHeHMsI C/IeyIolIye CBeleHNs 00
YHUUYTOXXEHUU JIeKapCTBEHHbIX MpernapaToB:

a) naTa BHeCEeHUA CBE,H,EHI/IVI B CICTEMY MOHUTOPMHTIA
00 YHUUYTOXEHUM JIEKADCTBEHHOI'O ITperiapara,

6) nmeHTUUKALMOHHBIN HOMEp

HaJIOTOIIaTe bIIMKa Cy6beKTa 00paleHus
JIeKapCTBEHHBIX CPEICTB, OCYIECTBUBIIETO MIepeaauy
JIeKapCTBEHHOTO ITperapaTa Ha YHMUTOXeHue;

B) HAaMMeHOBaHMe CyObeKTa 00paIeHust
JIeKapCTBEHHBIX CPEICTB, OCYIEeCTBMUBIIErO Ilepenavy
JIeKapCTBEHHOTO IpernapaTa Ha YHUUYTOKEHNE,;






T) uAeHTUOUKAIMOHHBI HOMep
HaJIOTOIlJIaTe/bII VKA OpraHM3aI M, OCYIIeCTBYBIIEA

YHUUTOXXEeHNe JIEKapCTBEHHOI'O ITperapara;

,IL) HalMMEHOBaHIe OpraHm3anmnm, OCYLHECTBI/IBI_[IEI;'I
YHUUTOXXEeHNEe JIEKapCTBEHHOI'O ITperapara;

€) aJipec OpraHu3alum, oCcylleCcTBMUBIIE
YHUUTOKEHMEe JIeKapCTBEHHOTrO Ipernapara;

K) PEKBU3UTHI aKTa 00 YHUUTOKEHUN
JIeKapCTBEHHOTO Ipernapara (gaTa ¥ HoMep);

3) CBeZleHMs O JIeKapCTBEHHOM ITpernapare,
MOJTyYeHHbIE B paMKaXxX OMMUCAHUS JIEKAPCTBEHHOTO
rnpernapara B CMCcTeMe MOHUTOPUHTA B COOTBETCTBUUA
C TyHKTOM 33 [To/oskeHus 0 cucTeMe MOHUTOPUHTA
IBVDKEHMS JIeKapCTBEHHBIX IIPernapaToB 1S
MeIULIMHCKOTO MPUMeHEeHUSs, YTBEePKIEHHOTO
rnocraHosneHneM IIpaBuTenbcTBa POCCUiiCKOM
®enepaium ot 14 mekabps 2018 r. N 1556 "06
yTBepXXaeHun I1onoxkeHNS 0 CCTEMe MOHUTOPUHTA
IBVDKEeHMS JIeKapCTBEHHBIX IIPernapaToB IJIs
MeIOULIVHCKOrO IpuMeHeHUs";

") CITIOCOO YHUYUTOKEHUS;
K) laTa YHUUTOKEHUS,

JI) IPUYMHA ¥ OCHOBaHMe Iepeiaun JeKapCTBEeHHOTO






rperapara Ha YHUUTOXeHue.".

4. B npunoxenuu N 3 K ykazanHOMY [1oy10)keHMI0:
a) B ITyHKTe 1:

B ITOAITYHKTe "6" c/10Ba "MaeHTUUKALMOHHDIN
HOMep HaJIOTOILIaTe/bIMKA" 3aMEeHUTh CJIOBOM
"uneHtudmxkatop”;

MOAIMYHKT "B" MPU3HATb YTPATUBIIUM CUJTY;

B IOAITYHKTe "I" CJIOBa "UAEHTUDUKAIMOHHBIN
HOMeEep HaJIOroIlJIaTe/bIIMKa" 3aMEeHUTDb CJI0BOM
"uneHtudmxkatop”;

0) MyHKT 2 U3JIOKUTH B CJI€AYIOIEN peIaKIui:

"2. CyobeKThl 00pallleHusI TeKapCTBEeHHbIX CPeCTB
MOCJIe 3aBeplIeHNs CTaJAuM BbIITyCKaKIero
KOHTPOJISI KAUeCTBa U NpeACcTaBIeHus JOKYMEHTOB U
cBeeHnii B @egepasbHyIO CJIY;KOY 110 HAZA30pPY B
chepe 3apaBOOXpaHEHMS TIPEACTAB/SIOT B CUCTEMY
MOHMTOPMHTA CJIeAYIONIYI0 MHGOPMAIIMIO O BBIITYCKe
TOTOBOW TIPOAYKIIMN B OTHOIIEHUU KAKA0M TOPTOBOM
eIMHUIIBI JIEKAPCTBEHHOTO ITpernapara,
NPOM3BeNeHHOI Ha TeppuTopum Poccuiickoin
®enepauyn:

Q) laTa COBepIIeHMs Oepaln;






0) ugeHTUdUKATOP CYyOBEKTA OOpaIieHus
JIeKapCTBeHHBIX CPeJCTB, OCYIIeCTBIISIOIETO

perucTpaiuio CBeleHni O BBIITYCKe rOTOBOI
MMPOAYKIIVMN;

B) PEKBM3UTHI 3aMIMCH O JIeKapCTBEHHOM IIperiapare,
BBOJMMOM B I'Pa’kIaHCKUI1 060POT, B
aBTOMATM3MPOBAHHOI MHPOPMALIMOHHO CUCTEME
depnepanbHOI CIYKOBI IO HAI30PY B chepe
3[paBOOXpaHeHus (JaTa ¥ BHyTPEeHHUI
UIeHTUPUKATOD);

r) HomMep paspenieHust PegepanbHOI CTYKOBI 10
HaJ30py B chepe 30paBoOXpaHeHUsI HAa BBOJ, B
rpaskgaHCKMit 000pOT (B cIyyae BBOJA B
TPasKIAHCKMIT 060POT UMMYHOOMOTIOTMYECKOTO
JIeKapCTBEHHOTO Tperapara);

I) KoJl uaeHTUPUKALUM UIU KO, UAeHTUDURALIUA
TPETUYHOI (TPAHCIIOPTHOM) YIIaKOBKU
JIeKapCTBEHHOIO IperapaTa, B KOTOPOil HAXOOUTCS
BBIMYILIEHHbIV B 000POT JieKapCTBEHHbIN mpernapar (B
cydae BBIITyCKa TPETUYHOI (TPaHCIIOPTHOIN)
YIIAaKOBKM JIEKapCTBEHHOTIO Mpernapara LeJIMKOM).";

B) IyHKT 3 U3JIOKUTH B CIeAYIOIIE peaaKIuu:

"3. Cy0beKThI 06palieHus JeKapCTBEHHbIX CPeCTB
MIpY 3aBepLIEHNUM TPOU3BOICTBEHHOM CTAAUN






(acoBkM (YIIaKOBKM) JIeKAPCTBEHHBIX ITPerapaToB
WY 3aBepPIIeHN Y MapKMPOBKY YIIAKOBOK

JIeKapCTBEHHBIX IIperapaToB CpeACcTBaMu
UIeHTUPUKALIMY Ha TAMOKEHHOM CKJIajie B
COOTBETCTBUM C ab3alieM BTOPbIM MYHKTa 4
[TosioskeHMS O CUCTEMe MOHUTOPUHTA [BUKEHUS
JIeKapCTBEHHBIX MpernapaToB AJ1s1 MeAUIMHCKOTO
MIPMMEeHeHNs], YTBePKIEeHHOIO I0OCTaHOBJIeHVEM
[TpaBuTtenbcTBa Poccniickoit @epgepanum ot 14
nexkabpst 2018 r. N 1556 "O6 yTBepkaeHUn
[TososkeHus1 0 cUCTeMe MOHUTOPUHTA IBUKEHU ST
JIeKapCTBEHHBIX MpernapaToB AJ1s1 MeAUIMHCKOTO
npumeHeHus" (masnee - [TomoxkeHMe), NpenCTaBISIOT
B CCTEeMY MOHUTOPUHTA B OTHOILIEHUU KaXKI0M
TOPrOBOJ €IMHUIIbI JIEKAPCTBEHHOTIO IMpenapara,
IIPOU3BEIeHHOV BHE TeppUTOPUM POCCUIAICKOIA
denepanun, cienyouyo MHbGopMaIuio:

a) IaTa CoBepIleHUs Orepalum;

0) ugeHTUdUKATOP CYO'BEKTA OOpaIieHus
JIeKapCTBEHHBIX CPEJICTB, SIBJISIIOIIETOCS JepskaTesieM
VIV BJIaJIeIbLIEM PEruCTPalIOHHOTO
YIOCTOBEPEHMS, UJIU IIPeICTaBUTE/IbCTBA CYObeKTa
oOpaleHus JeKapCTBEHHbIX CPeCTB Ha TePPUTOPUN
Poccuiickoi ®epepaniu;

B) UAEHTUDUKATOP CYO'beKTa 00 paleHust






JIeKapCTBEHHBIX CPEJICTB, OCYIECTBIISIONIETO
(acoBKy (YIIaKOBKY) JIeKapCTBEHHbIX ITPENapaToB BO

BTOPUYHYIO (TOTPEOUTETHCKYIO) YITAKOBKY
JIeKapCTBEHHOIO IIperapara (a Ipy ee OTCYTCTBUM -
IIePBUYHYIO YIIAKOBKY JIEKAPCTBEHHOIO I1perapara);

r) uAeHTUdUKATOp Cyo'beKTa oopalieHus
JIeKapCTBEHHBIX CPEJICTB, OCYIECTBIISIOIIEro
MIPOM3BOACTBEHHYIO CTAMIO BBIITYCKAIOIIETO
KOHTPOJISI KAUeCTBa;

I) TJI00aTbHBI UAeHTUGUKALMOHHbIN HOMED
TOPTOBOJi € IMHUIIBI,

€) HoMep ITPOU3BOACTBEHHOV Cepuy TeKapCTBEHHOTO
rpernapara;

) maTa MCTeueHMs CpOKa FOJJHOCTH JIeKapCTBEHHOTO
rpernapara;

3) KOZ, TaMOKeHHOTO OpraHa M perucTpauyoHHbIi
HOMeEp TaMOXXeHHOTO CKJaja (Ipy MapKUpOBKe
YIIaKOBOK JIEKAPCTBEHHBIX ITPeIapaToB CpeacTBaMM
UIEeHTU(PUKALIMY Ha TAMOKEHHOM CKJIajie);

") Kog, uaeHTUdMKauu, MpUCBOEHHbI BTOPUYHOI
(TOTpe6UTETBCKOII) YITAKOBKE JIEKAPCTBEHHOTO
npemnapara (B ciyuyae ee OTCYTCTBUS - TIEPBUIHOM
YIIaKOBKeE JIeKapCTBEHHOTO Tperapara);






K) MH(popMaLys 06 1CITOIb3yeMOM YCTPOIICTBE
perucTpaiuumu SMUCCUNn.";

T) JOIOJHUTD IMyHKTOM 3(1) cinenpyroiiero
Ccopep>KaHus:

"3(1). CyobeKkThI 0OpalieHus JieKapCTBEHHBIX
CpelCTB MPU OCYLIECTBIEHUM MapKUPOBKM YITAKOBOK
JIeKapCTBEHHBIX TIperapaToB CpeiCTBaMu
UIeHTU(UKaLMMY Ha TAMOXKEHHOM CKJTazie B
COOTBETCTBMM C ab3alleM BTOPbIM MYHKTa 4
[Tosio’keHMs MPeACTaBISIOT B CUCTEMY MOHUTOPUHTA
clenyolnyo MHGopMaIuio:

a) uaeHTUuduUKaTOp Cyo’bekTa oo parieHust
JIeKapCTBEHHBIX CPEJICTB, SIBJISIIOIETOCS JepskaTesieM
WJIY BJIaJIeJIbLIEM PeruCcTPalyOHHOIO
YIOCTOBEPEHMS, UJIU IIPeACTaBUTE/IbCTBA CYObeKTa
oOpalleHMs JeKapCTBEHHbIX CPeCTB Ha TePPUTOPUN
Poccuiickoin ®epepaniyu;

0) maTa coBepIIeHMs oIeparun;

B) INIOOAJIbHBIN UAEHTUGUKAIMOHHbBIV HOMEep
TOPTOBO €IVHUILIBI;

T) KOJ, TAMOKE€HHOI'O OpPTaHa U peruCcTPaLiOHHbBIN
HOMeED TaMOXXeHHOT0O CKJIa[la, Ha KOTOPOM
OCYILeCTBJISIETCSI MaPKMPOBKA YIIaKOBOK






JIEKapCTBEHHBIX IIPEIIapaTOB CpeACTBaMU
I/I,ILeHTI/Iq)I/IKaI_U/II/I B COOTBETCTBUMU C 86381_[6M BTOPbIM

nyHkra 4 [lonoxenus;
1) KOJIbl UAeHTUPUKALMN.";
1) ITYHKTBI 4 - 7 U3JI0XKUTD B CJIeAYIOIIel pegaKn:

"4. CyobeKTbl 00pallleHM sl 1eKapCTBEeHHbIX CPeCTB
IIPY 3aBepPILIEeHMN OTTPY3KHU JIeKapCTBEHHbBIX
npemnapatoB B Poccuiickyo @enepaiuio Uiamn nocie
repefgauy CBeleH!it 0 MapkKUPOBKe YITaKOBOK
JIeKapCTBEHHBIX IIperapaToB CpeACcTBaMu
UIeHTUGUKALMY HA TAMOKEHHOM CKJIajie B
COOTBETCTBMM C ab3a1ieM BTOPbIM MMYHKTa 4
[TosioskeHMS MPeACTaBISIOT B CUCTEMY MOHUTOPUHTA
CJienyIonyo MHGOPMAaIMio B OTHOIIEH UM KaxK o0
eIMHULbI JIEKapCTBEHHOTO Ipernapara:

a) IaTa CoBepIleHUs Orepalum;

0) ugeHTUdUKATOP CYO'BEKTA OOpaIieHus
JIeKapCTBEHHBIX CPEJICTB, SIBJISIIOIIETOCS JepskaTesieM
VIV BJIaJIeIbLIEM PEruCTPalIOHHOTO
YIOCTOBEPEHMS, UJIU IIPeICTaBUTE/IbCTBA CYObeKTa
oOpaleHus JeKapCTBEHHbIX CPeCTB Ha TePPUTOPUN
Poccuiickoi ®epepaniu;

B) UAEHTUDUKATOP CYO'beKTa 00 paleHust






JIEKapCTBEHHbBIX CpeACTB, ABJAIOIIETOCA ITPOoAdaBIIOM
JIEKapCTBEHHDBIX ITPEIIapaToOB,

r) uAeHTUHUKATOp CyO'beKTa 0OpalieHust
JIeKapPCTBEHHBIX CPEICTB, SIBJISIIOLIETOCS
MTOKYyIIaTeIeM JIEKapCTBEHHBIX ITperapaToB B
Poccuiickoin @enepainmy;

II) TUII OTOBOPA;

€) peKBU3UThI IePBUYHOIO JOKYMEHTA, SIBJISIOILErocs
OCHOBaHMEM [JIS1 OTTPY3KU JIEKAPCTBEHHOTO
npermnapara B Poccuiickyio @efnepainio;

) KOJl TAMOKEHHOTO OpraHa ¥ perucTpaiyioHHbIi
HOMep CcKIaza (agpec MecTa HaXOKAeHMs ToBapa
COIJIACHO TAaMOXXEHHOI TeK/Iapanyy Ha TOBaphl, 3a
UCKJIIOUeHMEeM CIy4asi MapKMPOBKM YIIaKOBOK
JIeKapCTBeHHbBIX ITperapaToB CpeiCTBaMMU
naeHTUdUKAIMY HA TAMOKEHHOM CKJIaje B
COOTBETCTBUM C ab3aileM BTOPbIM MYHKTa 4
[TonmoxkeHns);

3) Ko uaeHTUdUKaMUM WIN KOA, uaeHTuhuKamun
TPETUYHOI (TPaHCIIOPTHO) YIIaKOBKM
JIeKapCTBEHHOIO IIperapaTta, B KOTOPO HaXOOUTCS
3TOT JIeKapCTBeHHLIN IIpernapar (B cjiyuyae OTIPY3KHU
TPETUYHOI (TPaHCIIOPTHO) YIIaKOBKN
JIeKapCTBEHHOIO IIperapara LieJIMKOM).






5. Cy6beKTbl 0OpaleHust JieKapCTBEHHBIX CPEICTB
TIpU OCYIIECTBJIEHUYM BBO3a MMPEACTAB/ISIOT B CUCTEMY
MOHMTOPMHTA CJIEAYIOIIYIO MHPOPMAIMIO B
OTHOIIEHUM KaKA0i1 eIVMHUIIbI IEKAPCTBEHHOI'O
rpernapara:

Q) laTa COBepIIeHMs Oepaln;

0) ugeHTUdUKATOP CyOBEKTA OOpaIeHMS
JIeKapCTBEHHbIX MIperapaToB, OCYIIeCTBIISIONIEro
BBO3 JIEKapPCTBEHHBIX ITpenapaToB B POCCUIICKYIO
®denepalmio;

B) KOJi, TAMOK€HHOTO OpraHa " perncTpaluOHHbII
HOMep CKJIaza (afpec MecTa HaXOoXAeHus ToBapa
COIVIaCHO TaMOXKeHHO1 JeKIapalyy Ha TOBaphl);

) uAeHTUUKATOp Cyo'beKTa obpalieHust
JIeKapCTBEHHBIX CPEICTB, SIBJISIIONIETOCS MTPOIaBLIOM
JIeKapCTBEHHBIX ITPeIapaTos;

Il) TUII IOTOBODA;

€) PEKBM3UTHI TIEPBUUYHOTO JOKYMEHTA, SIBJISIOILEroCs
OCHOBaHMeEM [IJ1s1 BBO3a JIeKapCTBEHHOTO IpernaparTa B
Poccuiickyro @epepanuio (qata 1 HoMep);

X) uaeHTUdUKaTop cyobekTa obpauieHus
JIeKapCTBEHHBIX CPEJICTB, SIBJISIIONIETOCS JepskaTesieM
WJIU BJIaJieJIblleM PerMCTPalMOHHOTO






YIOCTOBEPEHMUS, VJTU TIPEICTAaBUTENbCTBA CYObeKTa
obpaleHs JeKapCTBEHHbIX CPEACTB Ha TEPPUTOPUN

Poccuiickoit @enepanyu (B caydyae BBO3a
JIeKapCTBEHHOTrO Ipernapara B Poccuiickyo
depnepannio cyobekKTOM 0OpallleHNsI JieKapCTBeHHbIX
CpelCTB, He SIBJISIOIVMCS JepskaTeieM Ui
BJIa[Ie/IbLIEM PETUCTPALMOHHOIO YIOCTOBEpEeHsI);

3) KoJ uAeHTUbUKAIUYN WIK KO uaeHTuuramm
TPETUYHOI (TPaHCIIOPTHO) YIIAaKOBKN
JIeKapCTBEHHOTIO Iperapara, B KOTOPOil HAaXOOUTCS
3TOT JIeKapCTBEHHBIN IIperapar (B c/iyyae BBO3a
TPETUYHOI (TPAHCIIOPTHO) YIIaKOBKU
JIeKapCTBEHHOIO IIperapara LieJIMKOM).

6. CyO'beKTbI 0OpallleHMsI JIEKapCTBEHHBIX CPEJICTB,
OCYILeCTBISIIONIME TIepeavy JieKapCTBe HHbIX
IpernaparoB, MTOMEeIIeHHBIX 0]l TAMOXXEHHYIO
MPOIIeAYPY TAMOXKEHHOTO CKIa/a, IPYTOMY
COOCTBEHHUKY (CMeHa COOCTBEeHHMKA), TTPeCTaBIIsSIIOT
B CHICTEMY MOHMUTOPMHTA CIeAYIOIIYI0 MH(GOPMAaINIO
B OTHOIIEHUM KaskKA0i e IMHUIIbI JIEKAPCTBEHHOTO
mpernapara:

a) JaTa COBepIIeHMs OIepaLyi;

6) ugeHTHUdUKATOP CYOBEKTA OOpaIieHus
JIeKapCTBEHHBIX CPEICTB, OCYIECTBIISIONIETO
repenayvy JeKapCTBEHHbIX ITPeINapaToB;






B) UAEHTUDUKATOP CYO'bEKTa 00 paleHust
JIeKapCTBEHHBIX CPeICTB, OCYIIeCTBISIOIETO

MIPUEMKY JIeKapCTBEHHBIX ITPETapaToB;

') PEKBU3UTBI IEPBUYHOTO JOKYMEHTA, SIBJISIIOLIETroCs
OCHOBaHMeM [,14 [lepefauy JieKapCTBEHHOI'0
mnperapara (IaTa u HOMep);

I) KOJl UIeHTU(PUKAUUU UIU KOJ, UAeHTUDUKALUYA
TPETUYHOI (TPaHCIIOPTHO) YIIaKOBKN
JIeKapCTBEHHOTIO Iperapara, B KOTOPOil HAaXOOUTCS
3TOT JIeKapCTBEHHbIN Ipenapar (B ciy4yae repegaumu
TPETUYHOI (TPAHCIIOPTHOM) YIIaKOBKMU
JIeKapCTBEHHOrO Iperapara LejanuKoMm).

7. CybbeKTbI 0OpaieHust IeKapCTBEHHbIX CPEJICTB
MIpY TIOATBEPSKAEHUY CBeJleHN it 06 OTIpy3Ke WK O
BBO3e€ JIeKapCTBEHHOTO Ipernapara B Poccuiickyio
depnepanuio, Wiy npueMke Ha papmalieBTHYe CKU
CKJIa[, JIEKapCTBEHHOTO Mpernapara Ha TEpPUTOPUA
Poccuiickoit ®epepauym, Uian rnepemade npana
COOCTBEHHOCTH Ha JIeKapCTBEHHbIN MTpernapar,
TIOMeEIleHHbI 0], TAMOXKEHHYI0 ITPOLIeAYPY
TaMO>XeHHOTO CKJaza, Ipy MOATBEPKI eHNN
CBeleHMI, CoAepsKalluXCs B CUCTeMe MOHUTOPUHTA,
MPeACTaB/ISIIOT B CUCTEMY MOHUTOPMHTA CIeIYIOLYI0
MHbOPMAIMIO B OTHOIIEHUY KasKI O e JMHUIIbI
JIeKapCTBEHHOTO Ipernapara:






a) aTa coBepIleHMs oIepalnn;

6) npmeHTUdUKATOP CYOBEKTA OOpaleHMsT
JIeKapCTBEHHBIX CPEICTB, OCYIIECTBISIONIETO
MOATBEPIKIEHNE CBEeIeH NI,

B) UAHTUDUKATOP CyO'beKTa 00 palieHust
JIeKapCTBEHHBIX CPEICTB, PaHee OCYIeCTBUBIIETO
perucTpauuio CBeJieHni 06 OTrpy3Ke ujiu 0 BBO3e
JIeKapCTBEHHBIX IIperapaToB B Poccuiickyo
depnepalinio, WIN MpYeMKe Ha GpapMalieBTIYe CKIit
CKJIaJI IeKapCTBEHHBIX ITPENapaToB Ha TEPPUTOPUA
Poccuiickoit ®enepauyu, win repegaye mpasa
COOGCTBEHHOCTH Ha JIeKapCTBEHHbIN MTpernapar,
TTOMEIIEeHHbII MO/l TAMOKEHHYIO ITPOIeyPY
TaMOKeHHOTO CKJIajia;

r) KoA uaeHTUbUKAIMMU Win KoJ UaeHTUuduUKaumum
TPeTUYHOMN (TPaHCIIOPTHOM) YIIaKOBKU
JIeKapCTBEHHOTO IIperapaTta, B KOTOPO HaXOOUTCS
3TOT JIeKapCTBEHHLIN ITpenapar (B c1y4yae repenaumu
TPETUYHOI (TPaHCIIOPTHO) YIIaKOBKN
JIeKapCTBEHHOTrO Mperapara LejJukom).";

e) B IIyHKTe 8:

B ab3alle epBoM CJI0Ba "[JIs1 Me JULIMHCKOTO
IIpUMEeHeHUs" UCKIIUYATD;






MOAITYHKT "0" U3JIOXKUTD B CJIEYIOIIEN peaaKIum:

"6) umeHTU(GMUKATOP CyObeKTa 0OpaIeHnst
JIeKapCTBEHHBIX CPEICTB, OCYIIECTBISIOIETO
repemMelleHe JeKapCTBEHHBIX MTperaparTos;";

MOAMYHKT "B" MPU3HATh YTPATUBIIUM CUITY;

MOAITYHKT "T" IOCJIe CJI0BA "COTJIAaCHO" AOTIOTHUTD
CJIOBOM "TaMOKEHHOI1";

) B ITyHKTe 9:

B ITOAITYHKTe "6" c/10Ba "MaeHTUPUKALIMOHHBIN
HOMEp HaJIOTOIlIaTe/bIMKa" 3aMEeHUTh CJIOBOM
"uneHtTudmxkatop”;

MOAIYHKT "e" TI0c/ie CJI0BA "COTJIaCHO" AOMOHUTD
CJIOBOM "TaMO>KE€HHOI1";

MOAIYHKTHI "3" U "U" IPU3HATD YTPATUBIIUMU CUITY;
3) B myHKTe 10:

B ITOJNYHKTE "6" cj10Ba "MAEHTUGUKAIMOHHBINA
HOMep HaJIOTOIJIaTeIbIIMKA" 3aMEHUTD CJIOBOM
"upeHTuduUKaTop";

MOAMYHKT "B" MPU3HATh YTPATUBIIUM CUJITY;

U) OYHKTHI 11 - 14 U3/10XXUTD B CeAyIOIENn






peIaKIum:

"11. Cy6beKTbI 0OpalieHus ieKapCTBeHHBIX CPEe/ICTB
IIPY 3aBepPIIEeHUN OTTPY3KHU JIeKapCTBEHHbBIX
npemnaparoB B Poccuiickywo @enepanuto n3
roCyaapcCTB - 4ieHOB EBpa3niiCkoro 53KOHOMUYeCKOro
CO103a MPeACTABISIIOT B CUCTEMY MOHUTOPUHTA
cyienyIonyio MHGOPMaIMio B OTHOIIEH UM KaskIo o
TOProOBOJ eIMHUIIBI JIEKAPCTBEHHOI'O MIpernapara:

Q) laTa COBepIIeHMs OIepaln;

6) nneHTuduKaTOp Cyo'reKTa 06paIIeHMUS
JIeKapCTBEHHbBIX CPEJICTB, SIB/ISIOIIErocs AepsKkaTenemM
VIV BIafieNIbIIEM PETUCTPAI[MOHHOTO
yIOCTOBEPEHMS, VIM TTPEICTABUTENBCTBA CYyObEeKTa
o6palleHus TeKapCTBEHHBIX CPEJICTB Ha TEPPUTOPUNA
Poccuiickon @enepaiinmy;

B) UAEHTUDUKATOP CYO'bEKTa 00 paleHust
JIeKapCTBEHHBIX CPEJICTB, SIBJISIOIIEroCs IIPOAaBIIOM
JIeKapCTBEHHBIX MTPeIapaToB;

r) ugeHTUdUKaTOp CyobeKTa 06 paiieHust
JIeKapCTBEHHbBIX CPEJICTB, SIBJISIIOIIErOCs
MOKYyIIaTeJIeM JIEKAapCTBEHHBIX IIPenapaTosB B
Poccuiickoi ®epepaniu;

Il) PeKBU3UTDI IEPBUYHOTO TOKYMEHTA,






SIBJIAIOIIErocsa OCHOBaHMEM OJI OTTPY3KU
JIEKapCTBEHHOTO IIperiapara B POCCMVICKYIO

denepalivio (aTa M HOMeD);
€) TUII JOroBOpa;

) CTOMMOCTbD JIEKapCTBEHHOTO ITperapara (C y4eToM
HaJiora Ha 100aBJI€HHYIO CTOMMOCTb) COTJIACHO
IePBUYHBIM TOKYMEHTAaM,;

3) CyMMa HaJ/IOr'a Ha }106&1BJ’I€HHYIO CTOMMOCTD,

") KoJ uaeHTUGUKaIMK U KoA, MaeHTUdMUKauumn
TPETUYHOI (TPAaHCIIOPTHO) YIIaKOBKU
JIeKapCTBEHHOIO IIperapara, B KOTOPOil HaXOOUTCS
3TOT JIeKapCTBEHHLIN ITpenapar (B ciyyae OTIPYy3Ku
TPETUYHOI (TPAHCIIOPTHO) YIIaKOBKM
JIeKapCTBEHHOIO IIperapara LieJIMKOM).

12. CyobekTbl 0OpalieHus J1eKapCTBEHHbBIX CPe/ICTB
IIPY OCYILECTBI€HMUM BBO3a JIeKaPCTBEHHBIX
npemnapatoB B Poccuiickywo @enepanuio 3
roCyaapcCTB - 4ieHOB EBpa3niickoro 3KOHOMUYeCKOro
co03a U pazMeleHnu Ha apMaieBTUYeCKOM
CKJIafie TIpeICTaBISIIOT B CUCTEMY MOHUTOPMHTA
cyienyIonyio MHGOPMaIMio B OTHOIIEH UM KaskI 0
TOPrOBOJ €IMHUIIbI JIEKAPCTBEHHOIO MIpernapara:

a) JaTa coBepIleHMs oIepalnn;






0) ugeHTUdUKATOP CYyOBEKTA OOpaIieHus
JIeKapCTBeHHBIX CPeJCTB, OCYIIeCTBISIONIEr0 BBO3

JIeKapCTBEHHBIX IIperapaToB B Poccuiickyo
®enepaumio;

B) upeHTUdUKATOp CyO'beKTa 06paIeHust
JIeKapCTBEHHBIX CPEJICTB, SIBJISIONIETOCS MPOJABLIOM
JIeKapCTBEHHBIX MTPENapaTos.;

') TUII O OrOBOPA;

1) PEKBU3UTHI IIEPBUYHOIO JOKYMEHTA,
SIBJISIFOILLETOCS OCHOBaHMeM JIJ1 BBO3a
JIeKapCTBEHHOTrO Ipernapara B Poccuiickyo
®enepauyio (ata M HOMep);

€) CTOMMOCTbD JIEKapCTBEHHOTrO Ipenapara (C y4eToM
Hajora Ha J06aBJIeHHYI0 CTOMMOCTb) COTJIACHO
IIePBUYHBIM JOKYMEHTaM;

) cyMMa HaJiora Ha J00aB/IeHHYI0 CTOMMOCTD;

3) ugeHTUUKATOp Cy6beKTa 0OpaleHs
JIeKapCTBEHHBIX CPENICTB, SIBJSIOLIEroCs AepKaTeieM
WU BJIafeblieM PerucTpaiiOHHOTO
YIOCTOBEPEHMS, VIV TIPEICTABUTENbCTBA CYObeKTa
obpaleHus JeKapCTBEHHbIX CPEACTB Ha TEPPUTOPUN
Poccuiickoint @enepauyu (B caydae BBO3a
JleKapCTBEHHOro mnpernapara B Poccuiickyio






@enepaumo CYG'beKTOM O6paHleHI/IH JIEKapCTBEHHDbIX
CpeacTB, He ABIAIOIMMCA gep>XaTe/lieM UJIN

BJIa/leIbLIeM PEeTMCTPALIOHHOTO YIOCTOBEPeHNSI);

") KOO UaeHTUdUKALUMU WIK KO UAeHTUDUKaLun
TPETUYHOI (TPaHCIIOPTHOI) YIIAaKOBKN
JIeKapCTBEHHOTIO Iperapara, B KOTOPOil HAaXOOUTCS
3TOT JIeKapCTBEHHbIN Ipenapar (B ciyyae BBO3a
TPETUYHOI (TPAHCIIOPTHOM) YIIaKOBKU
JIEKapCTBEHHOIO IIperapara LieJuKoM).

13. CyOobeKThI 06palieHNs IeKapCTBEHHBIX CPEJICTB
ToCJIe MpeICTaB/IeHNsT OKYMEHTOB U CBeJIeHII B
denepanbHYIO CTYKOY 110 Hag30py B cdhepe
3paBOOXPAaHEH NS TIPEACTABISIIOT B CUCTEMY
MOHMUTOPMHTA CJeAYIOIYI0 MHGOPMALIMIO B
OTHOIIIeHUY KaXKA0 e IVMHUIII JIEKAPCTBEHHOT'O
mpermnapara:

a) JaTa coBepIleHMs oIepalnn;

6) npmeHTUdUKATOP CYOBEKTa OOpaleHMst
JIleKapCTBEHHbIX CPE/ICTB, OCYIEeCTB/SIONIEr0 BBO3
JIeKapCTBEHHBIX IperapaToB B POCCUICKYIO
Qenepanyio;

B) PEKBM3UTHI 3aIIMCH O JIeKapCTBEHHOM IIperiapare,
BBOJIMIMOM B IrpaskIaHCKMii 060pOT B
aBTOMAaTHU3MPOBAHHOM MHGOPMAIMOHHOI cUCTeMe






depnepanbHOI CIYKOBI TTO HAI30PY B chepe
3[paBOOXpaHeHus (JaTa ¥ BHYTPeHHUI

UIEeHTUPUKATOD);

r) Homep paspenieHust PegepanbHOI CTYKOBI 1O
HaJ30py B chepe 30paBoOXpaHeHMsI HAa BBOJ, B
rpaskgaHCKMit 000pOT (B cIyyae BBOJA B
IPaskIaHCKMIT 060POT UMMYHOOMOIOTMYECKOTO
JIeKapCTBEHHOTO Tperapara);

1) Kog, uaeHTUGUKaMM MU KO, UAeHTUdMKaLIUU
TPEeTUYHOI (TPAHCIIOPTHOI) YIIaKOBKU
JIeKapCTBEHHOrO Iperapara, B KOTOPOil HaXOOUTCS
9TOT JIeKapCTBEHHBIN IIperapar (B cJiydae BBO3a
TPETUYHOI (TPaHCIIOPTHO) YIIaKOBKM
JIeKapCTBEHHOIO IIperapara LieJMKOM).

14. Cy6bexThbl 06palieHus JiekapCTBEHHBIX CPeJICTB
MIPY IOBTOPHOM BBOZIE B 000POT JIeKapCTBEHHBIX
MperapaToB MPeJCTaB/sSIOT B CUCTEMY MOHUTOPUHTA
cienyoIyo MHGOPMAaIMIo B OTHOLIEHUY KaXK 0
eIVMHUIIBI JIEKapCTBEHHOTO Tperapara:

a) Iara CoBepIleHMs Oepalnn;

0) ugeHTUdUKATOP CyOBEKTA 0OpaIieHus
JIeKapCTBEHHBIX CPEICTB, PaHee OCYIIeCTBUBIIErO
BBIBO/JI 13 060POTa ITUX JIEKAPCTBEHHBIX
Mperaparos;






B) IMIPUYMHBI paHee OCYIIeCTBJIEHHOT'O BbIBOOd
JIEKapCTBEHHOTIO IIperiapaTa u3 060p0Ta;

T) KoA uaeHTUGUKaIMK MOBTOPHO BBOAMMOTO B
000pOT JIeKapCTBEHHOTIO Iperapara;

Il) IPUYMHBI TOBTOPHOTO BBOJIa B 060POT
JIeKapCTBEHHOTO Tpernapara.”.

5. B npunoskennu N 4 K ykazanHomy [TonoskeHUIO:
Q) ITYHKTHI 1 - 2 U3JI0KUTD B CJIEAYIONIEeN peJaKiun:

"1. CyOobeKkT obpalieHus JIeKapCTBEHHBIX CPEICTB
TIpU BbIBO/IE JIeKapPCTBEHHbBIX MTpernapaToB ISl
MeIULMHCKOrO MpUMeHeHus (gajee -
JIeKapCTBEHHbIE ITperapaThl) 13 060poTa IyTemM
peanu3anyu (IpoJasku) JeKapCTBeHHbIX ITpeIapaToB
MOTPEOUTEITIO UM OTITyCKa 6eCIUIaTHO WJIM CO
CKUIKOJ JIeKapCTBEHHBIX MTPeIapaToB M0 perenTy Ha
JIeKapCTBEeHHbIE IMperaparsl IM60 OTIyCcKa
JIeKapCTBEHHbIX IIpPerapaToB NPy OKa3aHUM
MeIUIMHCKO ITOMOIIM, 0T6opa 06pa3LoB MUIn
BBIBOJIA 13 060POTA IO MHBIM ITPUYMHAM
MpeICTaB/IsIET B CMCTEMY MOHUTOPUHTA IBVKEHUST
JIeKapCTBEHHBIX IIperapaToB (fajee - cucTema
MOHUTOPUHTA) CJIeAyIOlylo MHGOpMaIio O
BBIBEIEHHBIX 13 000pOTa JIeKapCTBEHHbIX
rpernaparax:






a) JaTa coBepIleHMs oIepalnn;

6) npmeHTUdUKATOP CYOBEKTA OOpaleHNsT
JIeKapCTBEHHBIX CPEICTB, OCYIIECTBIISIONIETO BHIBO/
JIeKapCTBEHHBIX ITpernapaToB 13 060poTa;

B) TUII BBIBOJIA JIEKAPCTBEHHBIX MPErapaToB U3
obopora;

T) BUJ JOKYMEHTA, OATBEePsKAA0IIero BbIBO/I
JIeKapCTBEHHBIX TTpernapaToB 13 060poTa (4eK, 61aHK
CTPOTO¥ OTUETHOCTH, IOTOBOP U IPYTOE);

Il) PEKBU3UTHI TOKYMEHTA, MO TBEPXKIAIOIIETO
BBIBOJI, JIEKapPCTBEHHbIX IIpernapaToB 13 000poTa;

€) Kol uIeHTUdMUKaLM BBIBOAMMBIX 13 060poTa
JIeKapCTBEHHBIX IIPerapaToB Uan KOAbI
UIAeHTUPUKALNY TPETUUHOI (TPAaHCIIOPTHOI)
YIIaKOBKM JIEKAPCTBEHHOTO IIpernapara, B KOTOpoi
HaXOLMTCA 3TOT JIeKapCTBEHHBI Ipernapar (B ciayvae
BbIBOZIA 13 000POTA MO MHBIM MPUYMHAM TPETUUHOM
(TPaHCIIOPTHO) YIIAKOBKM JIEKapCTBEHHOI'O
rpernapara LieJIMKOM);

’K) CTOMMOCTb JIEKAPCTBEHHBIX MIPenapaTos (C y4eTOM
HaJIora Ha I00aBJIEHHYIO CTOMMOCTD) (B CIy4ae
MPOJaKM JIEKAPCTBEHHBIX ITpenapaToB
TIOTPEOUTENTIO);






3) CyMMa HaJjiora Ha J00aB/IeHHYIO CTOMMOCTb (B
cJTyJae Mpojiakyl IeKapCTBEHHbBIX MPerapaToB
MIOTPeOUTENTI);

1) KOJINYECTBO BHIBOAMMBIX 13 060POTa MEPBUUHBIX
YIIaKOBOK JIeKapCTBEHHOTO Iperapara u obiiee
KOJINYECTBO I[ePBUYHBIX YIIAaKOBOK JIEKAPCTBEHHOTO
rpernapara BO BTOPMUYHOI (ITOTPeOUTENbCKO)
yIIaKOBKe JIeKapCTBEHHOTO Tperapara (Ipu
OCyIIeCTBAeHUM BbIBOJA M3 060pOTa
Pa3yKOMILIEKTOBAHHOM BTOPUYHOI
(mMOTpebUTEeTHCKOI) YITAaKOBKY JIEKAPCTBEHHOTO
rperiapara).

2. Cy6pexT obpaliieHus: TeKapCTBeHHBIX CPeJICTB P
BBIBO/Ie JIeKaPCTBEHHBIX ITpernapaToB 13 060poTa
MyTeM YHUUYTOXXEHMS J1eKapCTBEHHBIX MTPenaparos,
TOMeIlleHHbIX MOJl TAMOXXEeHHYI0 MPOoLleAypy
YHUYTOXXEHMSI, BbIBO3a JIEKaPCTBEHHBIX MPeNapaToB
3a peebl TAMOXEHHOM Tepputopuu EBpa3uiickoro
9KOHOMMYECKOTO COI03a, IOMeIl[eHHbIX TOJ,
TaMOXeHHYI0 ITPOLelypy 3KCIIOpTa (Pe3KCIIopTa),
MpeACTaBIsieT B CUCTEMY MOHUTOPUHTA CIeIYIOLIYI0
MHbOPMAIMIO O BbIBEJIEHHbIX 13 000pOTa
JleKapCTBEeHHBIX MMperaparax:

Q) laTa COBepIIeHM Oepaln;

0) ugeHTUdUKATOP CYyOBEKTA OOpaIeHMS






JIeKapCTBEHHBIX CPEICTB, OCYILEeCTBISIOIIEr0 BHIBOI
JIeKapCTBEHHBIX MTPerapaToB 13 060pOTa;

B) KOJi, TAMOK€HHOTO OpraHa;
') KOl TAMOKEHHO IPOLIeyPhI;

1) Kog, uaeHTUdMKAIMM BBIBOAMMOIO 13 060poTa
JIeKapCTBEHHOTrO Mpernapara Win KoZ,
UIeHTU(PUKALMY TPETUIHO (TPAHCIIOPTHON)
YIIAaKOBKM JIEKapCTBEHHOTO Iperapara, B KOTOPO
HaxXOOUTCS STOT JIeKapCTBEHHBI Tperapar (B ciyJyae
BBIBO/IA U3 060POTA TPETUYHO (TPAHCIIOPTHO)
YIIaKOBKM JIEKAPCTBEHHOTO Mpernapara 1eJIMKOM);

€) PeKBU3UTHI TAMOXKEHHOJ JeKaapanun Ha
JIeKapCTBEHHBIN Ipernapar.”;

6) B IyHKTe 3:

B ITOAITYHKTe "6" c/10Ba "MaeHTUUKAIMOHHbIN
HOMeEep HaJIOTOIlJIaTe/bIMKA" 3aMEeHUTDh CJI0BOM
"uneHtudmxkatop”;

MOAMYHKT "B" MPU3HATb YTPATUBIIUM CUJTY;

n_n

MOAIYHKT "T" TOCJ/Ie CJI0BA "OCHOBAHME" NOMOTHUTD
CJIOBaMU "M TIPUUMHA";

n_on

MOAMYHKT "3" NOMOJHUTL CJIOBaMU ", 1 ero azgpec”;






B) B MOJITYHKTE "0" IMyHKTA 4 CJIoBa
"MAeHTUGUKAIMOHHbIT HOMeP HaJororiaTes/bIiyka"

3aMeHUTbh CJIOBOM "MIeHTU(PUKaATOD".
6. B mpunosxkenuu N 5 K ykazanHomy [lonoxkeHn1o:
a) B IyHKTe 1:

ab3all mepBbIii MTOCIE CJIOB "TIPU OCYIIECTBIAEHUU
arperupoBaHus” NOIIOJHUTh CJIOBAMU
"JIeKapCTBEHHbBIX ITPernapaToB AJis1 MeAULIMHCKOTO
IIpUMeHeHNs (fajiee - 1eKapCTBeHHbIe IIperaparsl),
MMEIOUIMX OVH IVI00ATbHbIN UIeHTU(PUKALVIOHHbIA
HOMeEp TOProBO eJUMHULIBI,";

MOAITYHKT "0" M3JIOXKUTD B CJIEAYIOIIEH peaaKIiu:

"6) ngeHTU(GUKATOP CyOBEKTa 0OpaneHs
JIeKapCTBEHHBIX CPEICTB, OCYIIECTBIISIONIETO
arperMpoBaHue;";

MOAIYHKT "B" IPU3HATD YTPATUBIIUM CUITY;
0) B myHKTe 2:
MOJMYHKT "0" M3JI0OKUTD B CAEOYIONIE peTaKIin:

"6) ugeHTUGUKATOP CyObEeKTa 0OpaleHs
JIeKapPCTBEHHBIX CPEICTB, OCYIECTBIISIONIEro
onepauuio;”;






MOAMYHKT "B" MPU3HATh YTPATUBIIUM CUITY;
B) B IIYHKTeE 3:
MOAITYHKT "0" M3JIOXKUTD B CJIEAYIOIIEH pemaKIiu:

"6) ngeHTU(GUKATOP CyOBEKTa 0OpaleHs
JIEKapPCTBEHHBIX CPEICTB, OCYIIECTBIISIONIErO
ornepanuio;";

MOAIYHKT "B" MPU3HATb YTPATUBIIUM CUJTY;

MOAIYHKT "I TIOC/Ie ¢JIoBa "KOZL" OOTIOJHUTH CJIOBOM
"upeHTUGUKan";

T) B IYHKTe 4:
MOJMYHKT "0" M3JI0KUTD B CAEAYIONIE peTaKIuun:

"6) uaeHTUGUKATOP CyOBEKTa 0OpaleHS
JIeKapCTBEHHBIX CPECTB, OCYIECTBISIOIIEr0
onepauuio;”;

MOAIYHKT "B" IPU3HATD YTPATUBILIUM CUJITY;

MOAITYHKT "T" U3JI0XKUTH B CIeAVYIONIEeN peaaKkiun:
"T') TUII oTlepaly pacopMUPOBAHUS TPETUUHOM
(TPaHCIIOPTHO) YIIAKOBKM JIEKapCTBEHHOI'O
npermnapara;”.






7. B npuiiokenuu N 6 K ykazaHHOMY [1o/105keHUIO:

a) B IyHKTe 1:
MOAITYHKT "0" M3JIOXKUTD B CJIEAYIOIIEH pemaKIiu:

"6) ugeHTUGUKATOP CyOBEKTa 0OpaneHs
JIeKapCTBEHHBIX CPECTB, OCYIIECTBISIONIETO
repeMelreHye JIeKapCTBEHHOTO TIpernapara, ¢ yueTomM
azpeca MecTa OCYIIeCTBIeHUS OesTeIbHOCTU VTN
CKJIa/ia OTBETCTBEHHOT'O XpaHEHMsI, U3 KOTOPOTO
OCYIIECTBJISIETCS IepeMeleHIe JJeKapCTBeHHOTO
npemnapara;”;

MOAIMYHKT "B" MPU3HATh YTPATUBIIUM CUJTY;

n_mn

B IOJTIYHKTE "T" CJIOBO "afpec’ 3aMEeHUTH CJIOBAMU
"uneHTUdUKaTOp CyobekTa 0opaIieHust
JIeKapCTBEHHBIX CPENICTB C YUeTOM ajapeca’;

JOTIOJIHUTD MOATIYHKTaMM "X" - "K" CJieIyIouiero
coaep>kaHus:

"3K) PEKBU3UTHI TOCYLAPCTBEHHOTO U
MYHUIIUITAIbHOTO KOHTPAKTa (B CIyyae
repeMeIeHus JIeKapCTBEHHOr0 Tpenapara,
MpegHa3HAaueHHOTO IS obecrieueHMs TpaskaaH 3a
cYeT cpeacTB demepaabHOro OI0IKeTa WINM CPEACTB
610/13keTOB Cy6BEKTOB Poccuiickoit ®enmepatinm);






3) MICTOYHUK (PMHAHCUPOBAHMUS (B CTydae
repeMelneHNs IeKapCTBEeHHOTO Iperapara,

MpeaHa3HAUEHHOTO ISl 0becreueHus TpaskaaH 3a
cYeT cpeacTB demepasbHOro O0IKeTa I CPEACTB
610/13keTOB Cy6BeKTOB Poccuiickoit ®enmepatinn);

) CTOMMOCTD JIEKapPCTBEHHOTIO Mperapara (C yueToM
HaJiora Ha J06aB/IeHHYIO0 CTOMMOCTb) COTJIACHO
MepBUYHBIM IOKyMeHTaM (B c/iydyae repemMelnieHns
JleKapCTBEHHOTrO Mperiapara, mpeHa3HauYeHHOTO 151
obecrieueHus TpaskaaH 3a CUET CPeICTB
dbenepanpHOro 61I0KETA WIJIM CPEACTB OI0/IKETOB
cyobekToB Poccuitckoit @emepaiinmn);

K) CyMMa Hajiora Ha J06aBieHHYI0 CTOMMOCTD (B
clydae repemeleHus JieKapCTBeHHOTO IIperapara,
MpegHa3HAUEHHOTO 1 0becrieueHus TpaskaaH 3a
cuet cpenacTs hemepanbHOro 610IKeTa I CPeICTB
610mkeTOB CyObeKTOB Poccuiickoit ®emeparinn).”;

0) B IyHKTe 2:

a63all mepBbIit ITOC/Ie CJIOB "IIPSIMOTO IMOPSAKa
npencTaBjieHus CBedeHui" OOIOJHUTh CIOBAMU "B
COOTBETCTBUM C ITYHKTOM 44 T10/10kKeHUS O CUCTEME
MOHUTOPVHTA OBVDKEHUS JIeKapCTBEHHBIX
pernaparToB i MeIUIMHCKOTO MpMMeHeHMs],
YTBEPXIEHHOr0 MOCTaHOBIeHMeM IIpaBuTebCTBA

Poccuiickoit ®epepaunu ot 14 gekabpst 2018 r. N






1556 "O6 yrBepskaenuu ITomoskeHust 0 cucTeme
MOHUTOPMHTA JIBUKEHUS JIEKaPCTBEHHBIX

IIperapaTtoB I MeAMIIMHCKOI'O ITpMMEHEeHNSI , ;

B ITOAITYHKTe "6" c/10Ba "MaeHTUUKALIMOHHbIN
HOMEp HaJIOTOIlIaTe/bIMKA" 3aMEeHUTh CJIOBOM
"uneHtTudmxkatop”;

MOAIMYHKT "B" MPU3HATh YTPATUBIIUM CUJTY;

n_mn

B ITOAITYHKTE "T" CJI0Ba "MIeHTUPMKALIMOHHBbIN
HOMeEep HaJIOroIlJIaTe/bIIMKA" 3aMEeHUTDh CJI0BOM
"uneHtTudmxkatop”;

n_n

MOAIYHKTHI "4 1 "e" IpU3HaTh YTPATUBIIMMU CUTTY;
MOAITYHKT "X" U3JIOKUTD B CJIEAYIOLIEN pefaKkun:

"3K) PeKBU3UTBI TOCYLAPCTBEHHOTO U
MYHMIMIIAJIBbHOTO KOHTPAKTa (B C/ly4yae repegaum
JleKapCTBEHHOTrO Mperapara, mpeJHa3HauYeHHOTO 151
obecrieyeHusI rpakJaH 3a CYeT CPeJCTB
dbenmepanabHOro 6r0IKETa UM CPEICTB OIOAKETOB
cyobekToB Poccuiickoit ®enepanun);”;

B IOJITTYHKTE "H" C/I0BA "(B C/Iyyae ecju nepemava
JIleKapCTBEHHOTO IperapaTa ob6araeTcs TaKum
HaJIOTOM)" UCKJTIOUUTD;

B) B ITyHKTE 3:






a63al1 mepBbIii IOC/Ie CJIOB "06paTHOrO MOPSaKa
pencTaBjieHus CBedeHui" OOIOJHUTb CJIOBAMU "B

COOTBETCTBUM C ITYHKTOM 44 IT0/10kKeHUS O CUCTEME
MOHUTOPVHTA OBVDKEHUS JIeKapCTBEHHBIX
IperaparoB 151 MeOAULIMHCKOTO IIPUMeHeHMs,
YTBEPKIEHHOI0 NoCTaHOBeHMeM [IpaBuTenbCcTBa
Poccuiickoit ®epepauyu ot 14 gekabps 2018 r. N
1556 "O6 yrBepxkaeHuu I1omokeHnsI O CUCTeMe
MOHMUTOPUHTA IBUXKEHMS JIEKapCTBEHHBIX
rperapaToB AJIs1 MEOIULIMHCKOTO IpUMeHeHus",";

B ITOJNYHKTE "6" cj10Ba "MAEHTUGUKAIMOHHBINA
HOMep HaJIOTOIJIaTeIbIIMKA" 3aMEHUTD CJIOBOM
"upeHTUuUKaTop";

MOAMYHKT "B" MPU3HATh YTPATUBIIUM CUJITY;

n_n

B ITOJIITYHKTE "T" (JIOBA "MAEHTUMMKALIVOHHBIN
HOMeEP HaJIOTOIlJIaTe/IbIMKA" 3aMEHUTDb CJIOBOM
"UReHTUPUKATOP";

n_n

MOAIYHKTHI "A" ¥ "e" IpU3HaTh YTPATUBIIUMU CUITY;
MOAITYHKT "X" M3JI0KUTh B CJIeAYIOIIE pelaKkiim:

"3K) PeKBU3UTHI FOCYLapCTBEHHOTO 1IN
MYHULIUITAJIBHOTO KOHTPaKTa (B C/lyyae nepenauu
JIeKapCTBEHHOIO IIperapara, peJHa3HauYeHHOTI'O 115
obecrieyeHMsI rpakJaH 3a CYeT CPeJCTB






dbemepanbHOro 610KETA WM CPEACTB OI0/IKETOB
cyobekToB Poccuiickoit @emepaiinn);”;

B IOJTIYHKTE "H" CjI0Ba "(B CJIyyae ecju epegava
JIeKapCTBEHHOTO Iperapara 06araeTcst TaKUM
HaJIOTOM)" VICKIIIOUUTD;

T) B ITyHKTe 4:

MOJMYHKTHI "0" ¥ "B" U3JIOXKUTD B CIEIYIOLIE
pedakiun:

"6) umeHTU(GMUKATOP CyObEeKTa 0OpaIIeHus
JIeKapCTBEHHBIX CPEICTB, OCYIIECTBISIOIETO
TOATBEPKIEHNE CBEIEHWIA;

B) UAeHTUDUKATOP CYO'bEKTa 00 paleHust
JIeKapCTBEHHBIX CPEICTB, PaHee OCYIeCTBUBIIErO
TpeJicTaBjIeHN e CBefeHMii 06 OTTPY3Ke MU IIPUEMKe
JIeKapCTBEHHOTO Ipernapara;”;

IOTIOJIHUTB TTOAIIYHKTOM "II" CJIeYIOIeTo
comepsKaHus:

"II) IPpU3HAK MOATBEPKIEHUS BO3MOKHOCTU
(HeBO3MOKXHOCTM) IIPUEMKMU JIEKapCTBEHHOI'0
rpernapara, BpeMeHHO BbIBEIEHHOIO 3 00palieHns
110 MHUIMATVBE YIIOJITHOMOYEHHOTO (peepaabHOTO
OpraHa UCIOJHUTENbHOM BJIaCTH.";






Il) B ITyHKTe 5:

B ITOJIITYHKTE "6" cj10Ba "MAEHTUGUKAIMOHHBINA
HOMep HaJIOTOTL/IaTe/bIlMKa" 3aMeHUTh CJIOBOM
"uneHTUGUKATOP";

MOAMYHKT "B" MPU3HATh YTPATUBIIUM CUITY;

B ITOJIITYHKTE "T" (JIOBA "MIAEHTUDUKALIVIOHHBIN
HOMeEP HaJIOTOIlJIaTe/IbIIMKA" 3aMEHUTDb CJIOBOM
"UAeHTUPUKATOP";

MOAIYHKT "O" IIPpU3HATh YTPATUBIIUM CUTY;
€) NOIIOJIHUTD ITYHKTOM 6 CJIeyI0LIero COAepsKaHms:

"6. CyObeKT oOpalleHus JIeKapCTBEHHBIX CPEJICTB,
BBITTOJTHSIIONIVI QYHKIIMY 10 ayTCOPCUHTY, TIPU
repegayve JIeKapCTBEHHBIX ITPEIapaToB, 3aKyMaeMbIX
IUIs 0OecrieueHus rpakaaH 3a CUET CPeICTB
dbenepanbHOro 6101KeTa U (M) CPEACTB OIOIKETOB
cyobekToB Poccuiickoit demepalivin, pecTaBiseT B
CUCTEMY MOHUTOPMHTA CJIeAYIONTYI0 MHMOPMAIIIO O
repeaHHbIX JIeKapCTBEHHBIX IIperaparax B
OTHOIIEHNUY KaXXI0/ TOPrOBOJi € IMHUIIbI
JIeKapCTBEHHOTO Iperapara:

a) JaTa coBepIleHMs oIepalnn;

6) nmeHTUdUKATOP CYOBEKTa 0OpaleHMst






JIEKAapCTBEHHbIX CPeACTB, OCYIIECTBJIAIOIIETO
rnepenavy JI€eKapCTBEHHOI'O IIperapaTa;

B) UAeHTUDUKATOP CYO'bEKTa 00 paleHust
JIeKapCTBEHHBIX CPEJICTB, OCYIECTBIISIONIETO
MIPUEMKY JIEKapCTBEHHOTO Ipernapara;

') PEKBU3UTBI IEPBUYHOTO AOKYMEHTA, SIBJISIOLIEroCs
OCHOBaHMeM [,14 [lepefauy JieKapCTBEHHOI'0
mnperiapara (IaTa 1 HOMep);

1) KOJ UIeHTU(PUKAUUU UIU KO, UAeHTUDUKALUYA
TPETUYHO (TPaHCIIOPTHOI) YIIAaKOBKM, B KOTOPOJA
HaXOOUTCS JIeKapCTBEeHHbIN Ipernapar (B ciyyae
rnepenauy TPETUUYHONM (TPAHCIIOPTHONM) YIIaKOBKU
JIEKapCTBEHHOTO Tperapara LejankoMm)." .

8. ITyHKT 6 npuiioxkeHusi N 7 K yKa3aHHOMY
[TosrokeHUIo U3JIOKUTD B ClIeyIOLlell pefakuun:

"6. HecooTBeTcTBME CBeLeHMi1 O TJI0O0IbHOM
UaAeHTUOUKAILMOHHOM HOMepe TOProBOi e AMHUIIbI,
HOMepe perncTpalMOHHOr0 YAOCTOBEPEHMS
JIeKapCTBEHHOTO IperapaTa 1 gaTe perucTpaumn
JIeKapCTBEHHOTO TIperaparTa B rocy1apCTBEHHOM
peecTpe JieKapCTBEHHbBIX CPE/ICTB, IIpeACTaB/Ie HHbIX
CYyO'bEKTOM OOpaleHNsI JIeKapCTBEHHBIX CPEJICTB ITPU
OIMCAaHUM JIeKapCTBEHHOTO Tiperapara B
MHGbOPMAIMOHHBIN pecypc, 06ecrieunBalonii yueT u






XpaHeHMe JOCTOBEPHbIX JaHHbIX O TOBapax I10
COOTBGTCTBYIOH.IGI‘/JI TOBapHOVI HOMEHKJ/IATYype,

COOTBETCTBYIOIIUM CBeJIeHUSM, [10TyYeHHbIM
CUCTEMOI MOHUTOPUHTA U3 eJUHO
rocyJapCcTBeHHOM MH(POPMaLMOHHO CUCTEMBI B
cepe 3mpaBooXpaHeHMs." .






