NMPABUTENbCTBO POCCUNCKON ®EQEPALIUN

NMOCTAHOBJIEHUE
oT 24 mapTta 2023 r. N 468

O BHECEHUW U3MEHEHWUN
B MOCTAHOBJEHUE NPABUTENIbCTBA POCCUUCKOWN ®EQEPALIMA
OT 14 NEKABPA 2018 I'. N 1556 U MTPU3HAHUN YTPATUBLLUMU CUNTY
OTOENbHbIX NOJIOXXEHUA HEKOTOPbIX AKTOB NMPABUTENIbCTBA
POCCUNCKON ®EOEPALIUN

IIpaBurenscTBO Poccuiickoit denepanyiv NOCTaHOBIISET:

1. VYTBepautp mnpuiaraeMbleé HW3MEHEHHUS, KOTOpPbIE BHOCATCS B IIOCTAaHOBJIEHUE
[IpaButensctBa Poccuiickoit @enepanuu ot 14 nexabps 2018 r. N 1556 "O6 yrBepxaeHuu
[lonoxxeHns o cucreMe MOHMTOPHMHIA JBM)KEHUS JIEKAPCTBEHHBIX IIPENapaToB s
MeauiuHckoro npuMenenus" (Cobpanue 3akoHoaaTenbcTBa Poccniickoit deneparuu, 2018,
N 53, ct. 8641; 2019, N 37, ct. 5162; 2020, N 2, cT. 196; N 10, cT. 1345; N 13, cT. 1925; N 30,
cT. 4936; N 45, ct. 7131; N 52, ct. 8849; 2021, N 5, cT. 845; N 27, cT. 5445; 2022, N 7, cT.
955).

2. Ilpu3HaTe yTpaTHBIIMMU CHJIY OTJEJIbHbIE IOJOKEeHUs akToB IIpaBuTenbcTBa
Poccuiickoit deneparuu Mo NepeyHIo COrJIacHO MPUII0KEHUIO.

3. MunucrtepcTBy 3apaBooxpaHenus Poccuiickoit @enepanyivi COBMECTHO C OIIEPATOPOM
CHUCTEMbl MOHHMTOPHHIA JBUXXEHHS JIEKQpPCTBEHHBIX IpEenapaTtoB il MEIUIUHCKOTO
npuMeHeHus: npoBecTd 10 1 ceHtsaOps 2024 r. MOHUTOPUHI pa3MeIlleHUs CyObeKTaMu
oOpalleHnsl JIeKapCTBEHHBIX CPEACTB HHCTPYKIHMHM MO MEAMIHMHCKOMY MPUMEHEHUIO
JIEKapCTBEHHOTI'O IIpenapaTa B CUCTEME MOHUTOPUHIA JBUKEHMS JIEKAPCTBEHHBIX IIPENapaToB
JUIs MEIWULMHCKOIO IPUMEHEHHsS C TPEICTABICHHEM COOTBETCTBYIOLIETO JAOKJIaza B
IIpaBurensctBo Poccutickon denepanum.

4. Hacrosiiiee mocTaHoOBJIEHHE BCTyMaeT B cuity ¢ 1 ceHTs10pst 2023 T., 3a UCKIIIOUCHHEM
ab3ama naroro moAmyHkra 16 u aG3ama cenpbMoro moanyHkTta 37 myHKTa 4 M3MEHEHMI,
YTBEPKICHHBIX HACTOSIIIMM IOCTAHOBJIEHMEM, M TYHKTa 2 TMepeyHs] yTPaTUBIIUX CHITY
OTIeNbHbIX ToJokeHuil akTtoB IIpaButenbctBa Poccuiickoit ®enepanuu (B yacTH,
Kacaromiencst ab3ana CeMHaIIaToro MmoJmyHkra "M" myHKTa 2 W moamyHkra "x" myHkTa 4
M3MEHEHUH, KOTOpBIE BHOCATCS B ocTaHoBieHue [IpasurenscrBa Poccniickoit denepanuu ot
14 nexabps 2018 r. N 1556, yrBepkaeHHbIX noctaHoBieHueM [IpaBurensctBa Poccuiickoit
Oenepauun ot 21 umrons 2020 r. N 1079 "O BHeceHMH H3MEHEHHI B MOCTaHOBJICHHE
[IpaButensctBa Poccuiickoit ®enepaunu ot 14 nexabps 2018 r. N 1556") cormacHo
MPUJIOKEHUIO K HACTOSIIIEMY OCTAaHOBJIEHHUIO, KOTOPBIE BCTYNaOT B cuily ¢ 1 maprta 2024 r.

[Ipencenarens [IpaButenbcTBa
Poccuiickoi ®enepanuun
M.MUIITYCTHUH



YTBepKACHBI

nocraHoBieHueM [IpaButenbcTBa
Poccuiickoit ®enepanuun

ot 24 mapta 2023 r. N 468

M3MEHEHUA,
KOTOPbLIE BHOCATCA B MNOCTAHOBJIEHUE NMPABUTEJIbCTBA
POCCUUCKON
OEOEPALUU OT 14 NEKABPA 2018 I'. N 1556

1. AG3an Bropoiil nynkra 1(1) mocie cioB "cBsi3aHHOM ¢ 0OpallieHUEM JEKaPCTBEHHbIX
npenaparoB" JOMOJIHUTH CIOBaMHU "I METUIIMHCKOTO MPUMEHEHHS (J1ajiee - JIEKapCTBEHHbIE
npenaparsl)".

2. B a63ane Bropom mynkrta 1(3) cnosa ", He nmo3nnee 30 KaleHIapHBIX THEH CO THS
CBOEH perucTpanuy B CUCTEME MOHUTOPHUHIA" UCKIIIOUUTb.

3. B mynkTe 1(5):

1) B ab3a1ie BTOpOM ciioBa "45 kajieH1apHbIX THEN" 3aMeHUTh cioBamu ""30 KaJleHIapHbIX
nHen";

2) B aO3ame TperheM cioBa "45 KaneHOapHbIX JAHEW" 3aMeHuTH cinoBamu 30
KaJIeHJAApHBIX JHEN".

4. B IlonoxxeHuun 0 CUCTEME MOHUTOPUHTIA ABM)KEHUS JIEKAPCTBEHHBIX MPENapaToB s
MEIULIMHCKOTO IPUMEHEHHUS], YTBEPKACHHOM YKa3aHHBIM IIOCTaHOBJICHUEM:

1) B myHKTe 2!

a03aribl IeBATHAIUATHIN U ABAIIATHIN U3JI0KUTH B CIEAYIOLIEH pelakiuu:

"JIeKapCTBEHHbIE TNpenapaThl, MapKUPOBaHHbIE CpeACTBaMH WJAeHTU(UKanuu" -
JIEKapCTBEHHbIE MTPenapaThl, HA BTOPUYHYIO (MTOTPEOUTENBCKYI0) YIIAKOBKY KOTOPBIX (a IpHu ee
OTCYTCTBHM - Ha IMEPBUYHYIO YIMAKOBKY JIEKAPCTBEHHOI'O IMperapara) HaHECEHbI CpPeACTBa
uAeHTHQUKAUN ¢ coOrofieHreM TpeboBaHui Hacrosimero IlojoeHuss W JO0CTOBEpHbIE
CBEICHMUSI O KOTOPBIX (B TOM 4YHCIIE CBEJEHHS O HAHECEHHBIX Ha HHUX CpeICTBax
UACHTUGUKAIMY U (WIM) MaTepHalbHBIX HOCUTENAX (ITUKETKAaX), COJAEpKallluX CpPeICTBa
UACHTU(DUKAIIMN) COAEPIKATCS B CUCTEME MOHUTOPHHTa,

"MapKMpOBKa YIMAaKOBOK JIEKaPCTBEHHBIX MpPENapaToB CpeACTBaMHU HICHTU(UKaLuU" -
HaHECEHUE CpeACTB MICHTU(DUKALMKU, NPEOOpa3OBaHHBIX M3 COOTBETCTBYIOIIUX KOJIOB
MapKUpPOBKH, HA BTOPUYHYIO (IOTPEOUTENHCKYIO) YIIAKOBKY JIEKapCTBEHHOTO Ipemnapara (a
MIpU €€ OTCYTCTBUU - HA MEPBUYHYIO YIAKOBKY JIEKAPCTBEHHOI'O Mpernapara) Uid HaHeCEHUe
MaTepUaIbHBIX  HOCHUTENEeH  (ITHKETOK), COJAepXallux CpeacTBa  HMAEHTU(UKALNH,
npeoOpa3oBaHHbIE M3  COOTBETCTBYIOUIMX  KOJOB  MAapKHpPOBKHM, Ha  BTOPUYHYIO
(MOTpeOUTENbCKYIO) YIIAKOBKY JICKApCTBEHHOTO Ipernapara (a MpH ee OTCYTCTBUU - Ha
MIEPBUYHYIO YIIAKOBKY JIEKAPCTBEHHOI'O IIpemnapara);';

ab3a11 TpUAAaTh BTOPO M3JI0KUTH B CIIEIYIOIIEH pelaklnu:



"SMUTEHT CpPEACTB HJeHTUGUKAUUU" - MPOU3BOJIUTENb JIEKAPCTBEHHBIX CPEACTB,
OCYIIECTBISIONIMN MPOU3BOJCTBEHHYIO CTaauio (acoBku (yHaKOBKH) JIEKAPCTBEHHOTO
mpermapata M MapKHPOBKY  YIAKOBOK  JIGKAPCTBEHHOrO  Ipemapara  CpelacTBaMH
UACHTU(GUKAIMM, - TPU TPOM3BOJACTBE JIEKAPCTBEHHOIO IMperapara Ha TEPPUTOPHH
Poccuiickoit @enepanuu, nim Aep>kaTelib 00 BiIaesel] peruCTPAHOHHOTO YI0CTOBEPEHUS
JIEKapCTBEHHOI'O IIpenapaTta (Jlajnee - perucTpallMOHHOE YAOCTOBEPEHNUE) - IIPU IIPOU3BOICTBE
JICKapCTBEHHOr0  Iipemapara BHe  Tepputopun  Poccuiickoit ~ Depepanuu, Wi
MPE/ICTaBUTENBCTBO MHOCTPAHHOM opraHu3zanuu Ha Tepputopun Poccuiickoit denepauuu,
SBIIAIOIIEHCS Jep)KaTeiaeM JUOO BIIAJENblleM PETUCTPALMOHHOIO YIOCTOBEPEHHUS, - MpH
MPOU3BOJICTBE JICKAPCTBEHHOTO Ipernapara BHe TeppuTopun Poccuiickon denepanuun.”;

2) MyHKT 3 M3JIOKHUTh B CICAYIOIICH PeIaKIHH:

"3. I[Ipu MapKHpPOBKE YIAKOBOK JICKAPCTBEHHBIX MIPEIApaToOB CPEICTBO UACHTU(DHUKAIH
JIOJKHO COOTBETCTBOBATH CJIEIYIOLIMM XapaKTEPUCTHKAM:

a) ABYXMEPHBII HITPUXOBOM KOJ HAHOCUTCS TOYEUHBIMU CUMBOJIAaMU B COOTBETCTBUU C
TpeOoBaHMSAMHU HarMoHaIbHOTO cTaHgapra Poccuiickoit @enepammn ['OCT P MCO/MOK
16022-2008 "ABromaTtuyeckas uaeHtudukanus. Koguposanue mrpuxoBoe. Crenudukamus
cumBonuku Data Matrix", yTBepxkaeHHOro mnpukazoMm @DenepalbHOrO areHTCTBa IO
TEXHUYECKOMY PeryJlnpoBaHuio U MeTposioruu ot 18 nexadpst 2008 r. N 509-cT u BBeieHHOTO
B nerictBue ¢ 1 suBaps 2010 r. (manee - HanwoHaIbHBIN cTaHAapT Poccuiickoit deneparumn
I'OCT P UICO/M3K 16022-2008);

0) IBYXMEpPHBINA IITPUXOBON KOJI HAHOCUTCS C YpOBHEM Kitacca kadecTBa C WM BBIIIE B
COOTBETCTBHUH C TpeOOBaHUSAMU HaloHaiIbHOrO cTtanaapTa Poccuiickoit denepanuu 'OCT P
NCO/MDBK 15415-2012 "HubopManmoHHBIE TEXHOJOTHU. TEXHOJIOTHMH aBTOMATHYECKOH
uaeHTUQUKauu U coopa naHHbX. Crenudukanys UCIbITAHUN CUMBOJIOB LITPUXOBOIO KOJa
JUIsL OLEHKM KadecTBa IeyaTH. JIByMepHbIE CHUMBOJBI', YTBEpPKACHHOTO IPUKA30M
denepanbHOro areHTCTBA M0 TEXHUUECKOMY PETYJIMPOBAHUIO U METPOJIOTUU OT 18 ceHTs0ps
2012 r. N 357-cT n BBesieHHOTO B jieficTtBue ¢ 1 urons 2013 r.;

B) JIBYXMEpHBIM IITPUXOBOM KOJ HAHOCUTCS TMEYaThl0 C HCIIOJIB30BAHHEM METOJa
koppekuuu omubok ECC-200 B cOOTBETCTBUU C TpeOOBAHUSMHU HAIlMOHAJIBHOTO CTaHAapTa
Poccuiickoit @enepanuu 'OCT P MCO/MOK 16022-2008;

) cpencTBO uaeHTU(UKauuu (GpopMHUpyeTcs B BUJIE ABYXMEPHOTO IITPUXOBOrO KoJia B
¢opmare Data Matrix B COOTBETCTBHM € TpeOOBAaHMSIMM HAIMOHAJIBHOTO CTaHAApTa
Poccuiickoit @eneparuu 'OCT P UCO/MBK 16022-2008;

) Tpu TpeoOpa3oBaHUU KOJAa MApKUPOBKH B CPEACTBO HIACHTH(PHUKAIUU JOJDKHA
npuMeHsThest Bepcus cuMBosiMkd ECC-200 ¢ ncnonb3oBanueM ymnpasisomero 31aka FNC1
KaK TpU3HAKA COOTBETCTBHS JAaHHBIX THUIOBOMY (opMaTy UIACHTH(PHUKATOPOB MPUMEHEHUS
(Al) GS1 B cooTBercTBUM ¢ myHKTamu 5.2.4.6 u 11.1 HanronanbHOTO cTanaapta Poccuiickoit
®eneparu [OCT P UCO/MOBK 16022-2008.",

3) ab3arr epBbIii MyHKTA 4 U3JI0KUTH B CIEAYIOMICH PEIaKIUH:

"4, CBeneHwus, COIEpIKAIINECS B CPEICTBE UACHTU(DUKAIINN, HAHOCSTCS IIPON3BOIUTEIIEM
B BUJIE IBYXMEPHOTO IITPUXOBOTO KOJIa METOAAMH [T€YaTH Ha BTOPUYHYIO (OTPEOUTETBCKYIO)
YIaKOBKY JIEKAPCTBEHHOIO Ipenapara (B cily4ae €e OTCYTCTBHUS - Ha NEPBUYHYIO YIIAKOBKY
JIEKapCTBEHHOI'O Ipenapara) WiIM IIe4aTd Ha MaTepHalIbHbII HOCHUTENb (3TUKETKY), HE
JOMYCKAIOIUMU OTJEJICHHS CPEIICTBA UACHTU(PUKAIMN U (UJIM) MATEPUAIBHBIX HOCUTENEH,



COJIep>KallluX CpelcTBa HIEHTHU(UKALMU, OT YHNAaKOBKU JIEKapCTBEHHOIO Ipermaparta 0e3
MOBPEXKICHUN.";

4) ab3a1l BTOPOH MyHKTa 5 U3JI0KHUTh B CIACIYIONICH PEIaKIIUH:

"mpuzHak cumBoiuku GS1 Data Matrix, umerommii kox 232 B TabmuIle CHMBOJIOB
ASCIL;™

5) nyHkT 9(1) M37I0KUTH B CIEAYIOUICH PEIAKIIUH:

"O(1). DMHTEHT CpeACTB HACHTH(HKAIMK TIOCIEe IOJyYeHHUs] KOAa MAapKUPOBKU
oOecnieunBaeT ero mnpeodpazoBaHUE B CPEACTBO HACHTU(UKAIMH, MApPKUPOBKY YIAaKOBKHU
JIEKapCTBEHHOI'O Ipernapara CpeiACTBaMH HACHTU(UKAIMM U TepellaeT B CUCTEMY
MOHHUTOPHHTA CBEJICHUSI O HAHECEHUU CPEJCTBA UICHTHU(HUKAIMU B COOTBETCTBUU C ab3alemM
nepBbIM NyHKTa 35 win nmyHkToM 36 Hacrosmero llonoxkeHuss He Mo3AHEE HACTYIUICHMS
OJIHOTO U3 CIICTYIOUTUX COOBITHIA:

BBOJ B O00OpOT JIEKapCTBEHHOI'O IIpernapaTa, MapKHPOBAHHOIO CpPEICTBAMU
UACHTU(UKAIMKA, TIPH TPOM3BOJCTBE JIEKAPCTBEHHBIX IIPENapaToB Ha TEPPUTOPHU
Poccuiickoit ®enepanuu;

JIOCTaBKa JIEKAPCTBEHHOIO IperapaTa B MECTO MPUOBITUS Ha Tepputopun Poccuiickoi
@®epepauny U nojaya ACKIapaly Ha TOBapbl B COOTBETCTBHM C TAMOKEHHOW MPOLEAYPOM
BBIIyCKa /U1 BHYTPEHHEr 0 MOTPeOIeH s WK [To/1avya JeKIapalii Ha TOBapbl B COOTBETCTBUU
C TaMOXXEHHOW TMpOLEAYypOH BBIMYyCKa JUIsi BHYTPEHHETO MOTPEOJICHHS JIEKapCTBEHHOTO
npenapaTa, MapkKUpOBaHHOTO HAa TaMOXXEHHOM CKJIaJie B COOTBETCTBUHM C a03alleM BTOPHIM
nyHkTa 4 Hacrosimero I[lonoxeHus, MpU NMPOU3BOJCTBE JIEKAPCTBEHHBIX MPENapaToB BHE
tepputopun Poccuiickoil ®enepanuu (32 MCKIIOUEHUEM JIEKAPCTBEHHBIX IIPENapaToB,
BBO3HMMBIX U3 FOCYAapCTB - WieHOB EBpa3suiickoro 3KOHOMHUYECKOI0 COr03a);

BBO03 B Poccuiickyro ®enepamuio Ha QapMameBTUYECKUNA CKIIAJl JIEKAPCTBEHHOTO
mpenapara, MapKMpPOBAaHHOIO  CPEIACTBAaMH  WACHTU(UKAIMHM, TpPU  NPOU3BOJCTBE
JIEKapCTBEHHBIX IIpernapaToB BHe Teppuropuu Poccuiickoil @Penepanyu - B OTHOLIEHUU
JIEKapCTBEHHBIX IMPENapaToB, BBO3MMBIX M3 TOCYJapcTB - WIEHOB EBpa3uiickoro
SKOHOMHUYECKOI'0 COI03a.

Omara yclyru 1O NPEJOCTAaBIEHUIO KOJa MAapKUPOBKHU ONEPAaTOPy CHCTEMBbI
MOHHMTOPHUHIA, MPEeAyCMOTpPEeHHAas nocraHoBiaeHrueM IIpaBurensctBa Poccuiickont denepannu
or 8 masg 2019 r. N 577 "OO yTBepXKIeHWH pa3Mepa IUIaThl 3a OKa3aHWE YCIyT IO
MPEIOCTABIIEHNUIO KOJIOB MAapKHPOBKH, HEOOXOOUMBIX i (OPMHpPOBAaHUS CPENCTB
UACHTUGUKAIIMMY ¢ OOECIeYeHUsT MOHHUTOPUHIA JIBXKEHHS TOBApOB, IOJUIEKALIMX
00s13aTeNIbHOM MapKUPOBKE CPEJCTBAMU UICHTU(UKAILIUY, a TAKXKE O MOPSJIKE ee B3UMaHus",
MIPOU3BOIUTCS] SMUTEHTOM CPEJICTB MJIECHTU(DUKALNMY 10 JaThl MOJYyYSHHUs KOJa MapKUPOBKU
iy B TeueHue 350 kaleHJapHbIX JHEHN C 1aThl MOIYYEHHsI KOJla MAPKUPOBKH, HO HE MO3/IHEE
HACTYIIJIEHUS] OJTHOTO U3 CIEYIOUINX COOBITHIA:

BBOJ B O00OpOT JIEKapCTBEHHOI'O IIpernapaTa, MapKHPOBAHHOIO CpPEICTBAMU
UICHTU(QUKAIMK, TpPU MPOU3BOJICTBE JIEKAPCTBEHHBIX IIPENapaTtoB Ha TEPPUTOPUU
Poccuiickoit deneparuu;

JIOCTaBKa JIEKapCTBEHHOTO MpernapaTa B MeCTO NMpHOBITUS Ha TeppUTOpuu Poccuiickoit
@enepanuu U nojaya JASKJIapalld Ha TOBApbl B COOTBETCTBUU C TAMOXXEHHOW MPOLIETYPOM
BBIITYyCKa I BHYTPEHHET0 NOTPEOICHHUS UM TIOJJauyl JIeKJIapallii Ha TOBaphbl B COOTBETCTBUU
C TaMOXXEHHOM NpOIEeIypOol BBIMyCKa s BHYTPEHHETO MOTPEOJICHHUs JIEKapCTBEHHOTO



npenapaTa, MapKUpOBaHHOTO HAa TaMOXXEHHOM CKJIaJie B COOTBETCTBHH C a03aleM BTOPHIM
nyHkra 4 Hacroswmero IlonokeHus, mpu TPOU3BOACTBE JIEKAPCTBEHHBIX IPENapaToB BHE
tepputopun Poccuiickoii ®@exnepanuu (32 HCKIIOUYEHHUEM JIEKAPCTBEHHBIX MPENapaToB,
BBO3HMMBIX U3 FOCYAAapCTB - WIEHOB EBpa3suiickoro 3KOHOMHUYECKOI0 COI03a);

BBO3 B Poccuiickyro ®enepanuio Ha ¢GapMaleBTHUECKUN CKJIaa JIEKApCTBEHHOTO
mpemapara,  MapKHUPOBAaHHOTO  CPEJACTBAMHU  HJCHTU(PUKAIMK, TPH  [POU3BOJCTBE
JICKapCTBEHHBIX IIPENapaTtoB BHE TeppuTopun Poccuiickonn dPenepauuud - B OTHOLICHUH
JIEKAPCTBEHHBIX IPENapaToB, BBO3MMBIX M3 TOCYAapcTB - wWieHOB EBpa3uiickoro
SKOHOMHUYECKOI'O COI03a.

Oneparop cUCTEMbl MOHHMTOPHUHIA PErHCTPUPYET (BHOCHT) B CHCTEME (CHCTEMY)
MOHHUTOpPHHra HWH(OPMALMIO O MapKUPOBKE YIAKOBOK JIEKAPCTBEHHOI'O Ipemnapara
CpeICTBaMU WICHTU(DUKAIINH, YKA3aHHYI0 YMUTCHTOM CPEACTB HICHTU(UKAIIUN B CBEICHUSIX
O HAHECEHHWU CpEeACTBa MJEHTU(UKALMU, I[OCH€ IOJyYEeHUsS OIUIaThl YCIyrd IO
MIPEIOCTABIICHUIO KOJlda MAapKHUPOBKH, MpeoOpa3oBaHHOTO B COOTBETCTBYIOIIEE CPEACTBO
UICHTH(DUKAIUH.

Pemennie o BeiOOpe crmocoba OriaTel YCIyTd MO MPEJOCTaBICHUIO KOJAa MapKUPOBKHU
MIPUHUMAETCS YMUTEHTOM CPEACTB UJICHTU(DUKALINU.

B ciydae ecnu omutara yciayru 1o npeioCcTaBiICHUIO KOJIa MAPKUPOBKHU OCYLIECTBISAETCS
SMUTEHTOM CPEACTB HJICHTU(GUKALUU [0 NPEACTABICHUS MM B CHUCTEMY MOHUTOPHHTA
CBEJICHUI 0 HAHECEHUHU CPENICTBA UACHTHU(PHUKAINH, TPEOOPA30BAHHOTO U3 COOTBETCTBYIOIIETO
KOJIa MapKHPOBKH, TaKas yCiIyra IpU3HAETCs OKa3aHHOM ONEPAaTOPOM CHCTEMBI MOHUTOPHHTA
B MOMEHT TIOJIYYSHHSI SMUTEHTOM CPEACTB UACHTU(UKAIIUU OTUIAYEHHBIX KOJJOB MApPKUPOBKHU.

B ciygae ecin onaTa yciyTH 10 IpeI0CTaBICHUIO KOAA MApKUPOBKU OCYILECTBISETCSA
SMUTEHTOM CPEICTB MICHTU(PHUKAIMU TIOCIE MPEJCTABICHUS UM B CHUCTEMY MOHUTOpPHHTA
CBEJICHUI 0 HAHECEHUHU CPEJICTBA UACHTU(PHUKAIMH, TPEOOPaA30BAHHOTO U3 COOTBETCTBYIOIIETO
KOJla MapKUPOBKH, TaKas yciyra Mpu3HAeTCsl OKa3aHHOM ONEepaTOpOM CUCTEMbI MOHUTOPUHTA
B MOMEHT perucTpaiiy (BHECEHHs ) OIIepaTOPOM CUCTEMbl MOHUTOPUHTA B cCTEME (CUCTEMY)
MOHHUTOpPHHTa HMH(POpPMAIMK, COAEpXKAIEHCS B CBEIEHUSAX O HAHECEHWU CpPEICTBa
UJCHTUPUKALUH, TPEOOPa30BAHHOIO U3 COOTBETCTBYIOIIETO KOJa MAapKUPOBKH.

B cnywae ecim B cooTBeTCTBMM € mocTaHOBJIeHHEM IIpaBurensctBa Poccuiickoit
Oenepanuu ot 8 mast 2019 r. N 577 "O0 yTBepkIeHUN pa3Mepa IiaThl 3a OKa3aHUEe YCIyT 110
MPEIOCTABIIEHUIO KOJIOB MAapKHUpPOBKH, HEOOXOIUMBIX Uid (OPMHUPOBAHUS CPEICTB
UICHTU(PUKAIIMM U OOECHeueHUss MOHHUTOPUHTA JBUKCHHS TOBApOB, MOJICKAIIUX
00s13aTeNTbHONM MapKUPOBKE CPEICTBAMHU HICHTU(DUKALINY, a TAKXKE O MOpsJIKEe ee B3uMaHus"
yciayra mno MNpeIoCTaBIEHUIO KOJla MapKHPOBKM HE MOMJICKUT OIUIATE, SMUTEHT CPEICTB
UICHTH(UKAIIUY TTOCIIe TOTYYSHHs KOJJa MapKUPOBKH 00€CTIEYMBAET MAPKUPOBKY YITAaKOBKHU
JIEKapCTBEHHOTO MpernapaTa CpeJICTBOM HACHTHU(GUKAIINHN U B TeueHue 350 KaneH apHbIX THEH
neperaeT B CHCTEMY MOHUTOpPUHIA CBEJIEHUS O HAHECEHHM CPEACTBAa WUIACHTHU(PHUKAIUU B
COOTBETCTBHH ¢ a03a1ieM NePBBIM MTyHKTa 35 mim myHKTOM 36 HacTosero [lomokeHus, HO He
M03/JHEE HACTYTIJICHUS! OJJTHOTO U3 CIEAYIOUIMX COOBITHI:

BBOJ B 000pOT JIGKQpPCTBEHHOTO Tpernapara, MapKHPOBAaHHOTO  CPEICTBOM
UICHTH(PUKAIIMN, TPH TPOU3BOJCTBE JICKAPCTBEHHBIX TIPEMapaToB Ha TEPPUTOPUU
Poccutickoit ®enepanuy;



JIOCTaBKa JIEKapCTBEHHOI'O MpernapaTa B MeCTO NMpHOBITUS Ha TeppuTtopuu Poccuiickoit
®enepanuu U 1mojaya JAeKJIapalliyd Ha TOBapbl B COOTBETCTBUU C TAMOXKEHHOW IpPOLEeypoi
BBIITYCKa [yl BHYTPEHHET 0 OTPeOIeHNs W 110/1a4a IeKJIapalii Ha TOBapbl B COOTBETCTBUU
C TaMOXXEHHOM NpOIEIypOl BBHIMyCKa s BHYTPEHHETO MOTPEOJICHHsS JIEKapCTBEHHOTO
npernapara, MapKHpPOBAaHHOTO Ha TaMOXXEHHOM CKJIaJleé B COOTBETCTBMHU C a03aleM BTOPHIM
nyHkTa 4 Hacrosimero I[lonoxeHus, MpU NMPOU3BOJCTBE JIEKAPCTBEHHBIX IMPENApaToB BHE
tepputopun Poccuiickoit @Penepanuu (32 HMCKIIOUEHUEM JIEKAPCTBEHHBIX IIPENaparos,
BBO3UMBIX U3 FOCYIapcTB - WieHOB EBpa3uiickoro 3KOHOMUYECKOI 0 CO03a);

BB03 B Poccuiickyto ®epepanuio Ha (apmalneBTUYECKUH CKIIaJ] JEKapCTBEHHOI'O
npenapara, MapKUPOBAaHHOI'O  CPEACTBaMH  WACHTU(UKAIMM, IpPU  MPOU3BOJICTBE
JIEKapCTBEHHBIX IpenapaToB BHe Tepputopuu Poccuiickoit denepanuu - B OTHOLIEHUH
JIEKapCTBEHHBIX IIpErapaToB, BBO3MMBIX U3 TOCYJIapcTB - wWieHOB EBpasuiickoro
9KOHOMHMYECKOI'0 cOor03a.";

6) mnomnynkt 'r" mynkta 9(3) mocie cioB "MpeoOpa3’OBaHHBIX B CPEACTBA
UACHTUGUKAIMKA" JOMOJHUTH CIOBaMU '"IIPpU MapKUPOBKE YIAKOBOK JIEKAPCTBEHHBIX
IIpernapaToB CpeACTBaMU UAEHTUPUKaUN";

7) B myHkTe 18:

B OANYHKTE "a" cI0BO "eANHBIN" UCKITIOUUTB;

JIOTIOJIHUTH NoAnyHKTamu "K" 1 "n" cienyroiero coaep:xanusi:

"K) WH()OPMAIMOHHBIC CHUCTEMBI, BXOJAIIMEC B HWHPPACTPYKTYPY, OOECICUMBAIOIIYIO
MH(OPMALIMOHHO-TEXHOJIOTUYECKOE B3alMO/JICHCTBUE MH(OPMAIIMOHHBIX CHUCTEM,
UCHOJIb3YEMBIX JJIi MPENOCTABIEHUS TOCYNAapCTBEHHBIX M MYHUIUNAIBHBIX YCIYyr U
WCIIOJIHEHUS TOCYJaPCTBEHHBIX U MYHULIMIIATBHBIX (PYHKIMNA B AIEKTPOHHOU (hopMme;

J) eIuHas rocyJapCTBEHHas aBTOMATHU3MpOBaHHas MH(POpPMAIMOHHAs CHUCTEMa yyeTa
o0beMa MPOU3BOJCTBA U 000POTA ATUIOBOTO CHUPTA, AIKOTOJBHOM M CIUPTOCOAEpKallen
MPOAYKIMH.";

8) B alzame BTOpOM myHKTa 23 cioBa ", M JIOKyMEHTOB, IpPEJCTAaBIsEMbIX B
denepanbHyto ciyk0y 10 Haa30py B cepe 3paBOOXpaHEHUA" UCKIIOUHUTE;

9) ab63arr mrecToit myHkTa 24 MpU3HATH YTPATHBIINM CHITY;

10) B myHkTe 25:

B a03alie mepBoM CJIoBa "' He UMEIOLIHE MTPEICTaBUTENBCTB Ha Tepputopun Poccuiickoit
denepanun" UCKIIOUNTD;

ab3ar1 celbMOi MPU3HATH YTPATUBIIMM CHITY;

11) nyHKTBI 26 ¥ 27 U3JI0XKHUTh B CIEAYIONICH PEIAKIIH:

"26. O6paboTka 1 MpOBEpPKa CBEACHUHN, NPEACTABISIEMbIX B CUCTEMY MOHUTOPUHTA ISt
perucTpainyy, a TaKXkKe perucrpanus (0TKa3 B perucTpanuu) cyObekTa oOpalieHus
JIEKapCTBEHHBIX CPEJICTB B CUCTEME MOHUTOPUHTIA ITPOU3BOJIUTCS B aBTOMAaTHUECKOM PEXHUME,
B TOM 4HCI€ TMOCPEJACTBOM  B3aUMOJEWUCTBUS C HHBIMH  TOCYJIapCTBEHHBIMU
MH(OPMALIMOHHBIMU CUCTEMAMH C HUCIIOJIb30BAaHUEM €JUHOW CHCTEMbl MEKBEJOMCTBEHHOI'O
JIEKTPOHHOI'O B3aUMOJCHCTBUA (3a MCKIIOUEHHEM CYOBEKTOB OOpallleHHUs JIEKapCTBEHHBIX
CpPEeACTB, YKa3aHHBIX B a03aliaX TPEThEM - IISITOM HACTOSIIETO IYHKTA).

QenepanbHas choyk0a 1O Hag3opy B cdepe 3apaBOOXpAaHEHHUS TOCPEICTBOM
(GyHKIMOHAIAa CUCTEMbl MOHUTOPUHTA PACCMAaTPUBAET CBEJCHUS, IIPEICTABIIEMbIEC B CHCTEMY



MOHHUTOPHHIA JUI PErHCTpalluy, a TaKXKe IMPUHUMAET peleHre o perucrpauuu (06 oTkase B
perucTpanum) cieayoux cyobeKToB 00palleHHs JIeKapCTBEHHbBIX CPE/ICTB:

OpraHM3alnuy, IPU3HAaBacMble HAJIOrOBBIMHU pe3uneHTamu Poccuiickont denepannu, u
MHJUBHyallbHbIE IPEANPUHUMATENIM, HE MMEIOIME JIMIECH3UM Ha I[POU3BOJCTBO
JICKApCTBEHHBIX CPEJCTB, JHIEH3UM Ha (apMaIeBTUYECKYIO JESITEIbHOCTh (BKIIOYAS
ONTOBYD U PO3HUYHYIO TOPIOBJIO JIEKAPCTBEHHBIMU CPEACTBAMHM), JIMIIEH3UM Ha
JESATeNbHOCTh 10 O000pOTY HApKOTUYECKUX CPEJCTB, ICHUXOTPOIHBIX BEIIECTB W HX
IIPEKYPCOPOB, KYJbTUBUPOBAHNIO HAPKOCOAEPIKAIINX PACTEHUH, IMLIEH3UU HA MEJULUHCKYIO
NEATEIIBHOCTh W SBISAIONIMECS JEpXKATCIIAIMA WM BIAACIbLAMU  PErMCTPALMOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOI'O IIpenapara, MPOU3BOACTBO KOTOPOIrO OCYIIECTBISAECTCA 3a
npenenamu teppuropun Poceniickon @enepanuy;

IIPEACTABUTENBCTBA HMHOCTPAHHBIX OpraHu3alMii Ha Teppuropun Poccuiickon
Qenepanny,  ABIAIOIIMXCA — JEp)KaTeIsIMH  WIM  BJIAJEIbLAMU  PETUCTPALMOHHOIO
YAOCTOBEpPEHUsI JIEKAPCTBEHHOI'O IIperapara, IMPOU3BOJICTBO KOTOPOTO OCYIIECTBIIIETCS 3a
npenenaMu tepputopun Poccniickoin @enepannn, He UMEIOIIKME JTULIEH3UU Ha MPOU3BOIACTBO
JICKapCTBEHHBIX CPEJCTB, JMIEH3MH Ha (apMaleBTUUYECKYIO JeSITeIbHOCTh (BKIIIOYAs
ONTOBYI0O W PO3HUYHYIO TOPrOBIIO JIEKAPCTBEHHBIMHU CPEICTBAMHM), JIMIEH3MM Ha
NeSITeIbHOCTh 10 O000pOTY HApPKOTUYECKMX CPEJCTB, ICUXOTPOINHBIX BEIIECTB M HX
IIPEKYPCOPOB, KYJIbTUBUPOBAHNIO HAPKOCOAEPIKAIIUX PACTEHUH, IMLIEH3UU HA MEJULUHCKYIO
NEeSATEIbHOCTB;

WHOCTPAHHBIE  OPTraHM3alMM, SBILIIOLIMECS  JEepKaTeasiMU WM BIIAJEIbLaMU
PErMCTPAalMOHHOIO YJIOCTOBEPEHHUsI JIEKAPCTBEHHOI'O Ipernapara, IPOU3BOACTBO KOTOPOIO
OCyIIECTBIsICTCS 3a mpenenamu tepputopun Poccuiickoir denepanmnu, HE TpPU3HABAEMbIE
HaJIOTOBBIMU pe3uaeHTamu Pocculickon @enepanuu.

Peructpanus (0TKa3 B peructpaiuu) cyobeKToB 00palleHus JeKapCTBEHHbBIX CPEZCTB B
cHCTeMEe MOHMTOPMHIA OCYLIECTBISETCS B T€UEHHE 5 pabodMX JTHEH ¢ aThl NpeACTaBICHUS
cyObeKkTaMu 0OpallleHus IEKapCTBEHHBIX CPEJCTB CBEJACHUN B CUCTEMY MOHUTOPHHTA.

27. OcHOBaHMSAMH I OTKa3a B PErMCTPAaLUU CyOBEKTOB OOpAIlleHUs JEKapCTBEHHBIX
CPEIICTB B CUCTEME MOHUTOPUHTIA SBJISAIOTCS:

a) B OTHOLIECHUH ITPOU3BOIUTENEH JIEKapCTBEHHBIX CPEJCTB Ha Tepputopun Poccuiickoit
denepannun, OCYIIECTBIAIONINX MPOW3BOJACTBEHHbIE CTaauu  (PacoBKU  (YHMAKOBKH)
JIEKapCTBEHHBIX IIPENapaToB BO BTOPUYHYIO (MIOTPEOMTENbCKYIO) YHAKOBKY U (WJIM)
TPETUUYHYIO (TPAHCIOPTHYIO) YMAKOBKY (@ IPHU €€ OTCYTCTBHM - B IEPBUYHYIO YIIAKOBKY)
JIEKAPCTBEHHBIX IPENAPATOB:

HECOOTBETCTBHE JIAHHBIX BIAJENbla KBAUIM(UIIUPOBAHHOTO CepTHU(HKATa KIo4ya
MPOBEPKH BJIEKTPOHHOM MOANMUCH (fanee - KBATU(PHUIMPOBAHHBIA cepTU(UKAT) TaHHBIM
PYKOBOJUTEINS OpraHU3alid, OTCYTCTBUE CBEJIEHHI O KBaJIM(UIMPOBAHHOM cepTuduKare,
BBIJAHHOM PYKOBOJMTENIO OpPraHHW3alid, a TaKXKe HEICHCTBUTEIBHOCTh YCHJICHHON
KBATU(UITUPOBAHHOMN JIEKTPOHHOM TTOIITUCH;

OTCYTCTBHE CBEJIECHUH B €IMHOM I'OCYJapCTBEHHOM PEECTPE IOPUANYECKUX JIULL;

OTCYTCTBHE CBEACHUN O JEUCTBYIOLIEH JULIEH3UN B PEECTPE JULIEH3UI HA TPOU3BOACTBO
JIEKAPCTBEHHBIX CPEJICTB;

0) B OTHOILICHUHU JIep)KaTeJe WU BIaJleNbLIeB PErUCTPAIMIOHHOIO YAOCTOBEpEHUs (B
Cllyyae KOIJa JICKapCTBEHHBIM IIpernapar IMpPOU3BOAUTCA 3a Ipeaenamu Pocculickon



@enepanun), SABISAIOIIMXCA OpraHU3alMsIM{, NPU3HABA€MbIMU HAJIOTOBBIMH DPE3UJCHTAMHU
Poccuiickoit @enepauuy WM WHIWBUIYAJIbHBIMHA NPEAIPUHUMATENISAMA M HE HMEIOIUMU
JMIIEH3UH Ha IPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB, JIMLIEH3UM Ha (apMaleBTUYECKYIO
NEeSTENIbHOCTD (BKJIIOYAasl ONTOBYIO U PO3HUUYHYIO TOPTOBIIO JIEKAPCTBEHHBIMHM CPEACTBAMU),
JMIICH3UU Ha JIEATENIbHOCT M0 000pOTY HAPKOTHUYECKUX CPEICTB, ICUXOTPOIHBIX BEIIECTB U
UX TIPEKypCcOpOB, KYJbTUBUPOBAHUIO HAPKOCOJAEPKAIIMX PACTEHUM W JIMLIEH3UU Ha
MEJIULUHCKYIO JACSITEIBHOCTD:

HECOOTBETCTBME JAHHBIX BIajeNbla KBAJIM(UIUPOBAHHOTO cepTU(dUKaTa JaHHBIM
PYKOBOIUTENA OpraHu3aluy WIA WHIUBUAYAIBHOIO IPEANPUHUMATENS, OTCYTCTBHE
CBEJIeHUH 0 KBAJIM(PUIIUPOBAHHOM CepTH(PUKATE, BEIIAHHOM PYKOBOIUTEIIO OPraHU3aLUHU WIIN
UHIVBUAYAIbHOMY [PEANPUHUMATEN0, a TaKXKe HEIEHCTBUTEIBHOCTh YCUJICHHON
KBATH(DUIIMPOBAHHOM 3JIEKTPOHHOM TTOIIHICH;

OTCYTCTBHE CBEJIECHHUHW B €IMHOM TIOCYJapCTBEHHOM pEeCTpe IOPUAMYECKUX JIMI[ WIH
€IMHOM I'OCYJIapCTBEHHOM PEECTPE NHINBUIYAIbHBIX IIPEAIIPUHAMATEIICH;

OTCYTCTBHUE CBEICHUU O CyOBbeKTe 0oOpallleHusl JIEKapCTBEHHbIX CPEACTB, YKa3aHHOM B
KAaueCTBE JIepKaTess WIN BIIaJebla PEruCTPAMOHHOIO yIOCTOBEPEHMS B TOCYJapCTBEHHOM
peecTpe JIEKapCTBEHHBIX CPEJCTB;

B) B OTHOLIGHMM MHOCTPAHHBIX OpraHU3alMi, JaepkaTeleil WiIM BiIaJeNblLEB
PETUCTPALIMOHHOIO  yJIOCTOBEPEHMS, HE IPU3HABAEMBIX HAJIOTOBBIMM  PE3UICHTAMU
Poccuiickoit @enepanuu, - OTCYTCTBUE CBEACHHUM O cyObeKTe oOpallleHusl JIEKapCTBEHHBIX
CPEICTB, YKAa3aHHOM B KadecTBE Jep)KaTelsd WM BIAJENbla pPETrUCTPAlMOHHOTO
YIAOCTOBEPEHUs, B TOCYJaPCTBEHHOM PEECTPE JIEKAPCTBEHHBIX CPEICTB;

I) B OTHOLIEHUM TMPEACTABUTEIbCTB HHOCTPAHHBIX OpraHU3alluil Ha TEPPUTOPUU
Poccuiickoit @enepanyu, SBISAIOMMXCS AEPKATEIAMA WIN BJIAJIEIbLIAMU PETUCTPALMOHHOTO
YAOCTOBEPEHUS:

HECOOTBETCTBHE JAaHHBIX BIajeNblla KBAJIU(UIMPOBAHHOTO cepTU(dUKaTa JaHHBIM
PYKOBOJIUTENS MPEJICTABUTENBCTBA, & TAKXKE OTCYTCTBHE CBEJIEHHH O KBAIM(UIIMPOBAHHOM
cepTH(UKaTe, BbIIAHHOM PYKOBOAMTENIO MPEICTaBUTENIBCTBA, a TAKXKE HEJIEHCTBUTENBHOCTD
YCUJICHHOW KBaTU(DUIIMPOBAHHOMN AJIEKTPOHHOM TOJIIUCH;

OTCYTCTBHE CBEJCHMH B TOCYJapCTBEHHOM pEECTpe AaKKPEAUTOBAaHHBIX (HUIIHAJIOB,
MPEACTABUTENBCTB HHOCTPAHHBIX FOPUANYECKUX JIUIL;

OTCYTCTBHE CBEJICHHUI 00 HHOCTPaHHOI OpraHU3alluy, YKa3aHHOM B Ka4eCTBE JIeprKaTess
WU BJIAJENbla PETUCTPALlMOHHOTO YAOCTOBEPEHHUS, B TOCYJAapCTBEHHOM pEecTpe
JIEKApCTBEHHBIX CPEJICTB;

1) B OTHOILICHUH OPTaHU3aIMi ONTOBOW TOPTOBIIU JIEKAPCTBEHHBIMH CPEJICTBAMH (B TOM
qHcie OCYUIECTBISIOMNUMEU (YHKIIMU MO ayTCOPCUHTY), OpraHu3aliil pO3HUYHONW TOPTOBIU
JIEKAPCTBEHHBIMHM  IIpenaparamMy, MEIULIHUHCKUX OpraHh3aluid W  WHIWBHIyaJIbHBIX
MpEANPUHUMATEIICH:

HECOOTBETCTBHE JIaHHBIX BJaJeiblla KBATU(PHUIUPOBAHHOTO cepTU(HUKATa JAHHBIM
PYKOBOJUTENSl OpraHU3allK, OTCYTCTBUE CBEJICHHH O KBaIM(UIMPOBAHHOM cepTU(UKaTe,
BBIJJAHHOM PYKOBOAMTEIIIO OPraHU3alui UM UHAUBUAYAJIBHOMY IIPEATIPUHUMATEIIIO, & TAKKE
HEICHCTBUTEIBHOCTDh YCUIICHHOHN KBaJM(UIIMPOBAHHOM JIEKTPOHHON TOATHNCH;



OTCYTCTBHE CBEJICHUI B €IMHOM I'OCYAAPCTBEHHOM PEECTPE FOPUINYECKUX JIUL], EAMHOM
rOCyIJapCTBEHHOM PpEeCTpe WHAMBUAYAJIBHBIX NPEANPUHHUMATENECH WIA TOCYJapCTBEHHOM
peecTpe akKKpeAUTOBAHHBIX (PHIINAJIOB, IPEICTABUTENBCTB HHOCTPAHHBIX IOPUINYECKUX JIHIL;

OTCYTCTBHME CBEICHMI O ACUCTBYIOLIEH JIMLICH3UU B €IMHOM PEECTPE JIULEH3UM, B TOM
qucie JIMIEH3HMH, BBIIAHHBIX OpraHaMH TOCyIapCTBEHHOM BiacTH cyObekToB Poccuiickoit
®denepaiv B COOTBETCTBUU C NEPEJAHHBIM IIOJHOMOYHUEM IO JIMLEH3UPOBAHUIO OTEIbHBIX
BUJIOB JIESITENLHOCTH.";

12) B a6G3ame verBeproM myHKTa 30 cioBa "W HE MMEIOMUX IMPEICTABUTEILCTB Ha
tepputopun Poccuiickoit @enepannu' UCKIIOYUTE;

13) B mynkre 32:

a03a1l BTOpoi U3J10KUTh B CIEAYIOIIEH pelaKIHu:

"JlaToil TIpEACTABJICHHUS CBEJACHHI B CHUCTEMY MOHUTOPHHIA CYHTAaeTCs JaTa,
3auKkcUpoBaHHAsT B KBHUTAHIMH O TpHEME CBEACHUH, (popMupyeMOl TpH yCHEeIHOH
0TpaboTKe M (PUKCAIIMH TAaKUX CBEJACHUH B CHCTEME MOHHTOPUHTA B (hOpME AIIEKTPOHHOTO
JIOKyMeHTa.";

a03all n1ecToN U3JI0KUTh B CIEAYIOIIEH peaaKIHMHU:

"N3meHenue ¢opmaTta B3aMMOAEHCTBHS HMH(OPMALMOHHBIX CHUCTEM CyOBEKTOB
oOpallleHusl JIEKApCTBEHHBIX CPEACTB C CHCTEMOW MOHHUTOpPHMHIA MPOU3BOJMUTCA HE Halle
oxHoro pasza B TedeHue 180 [HEH OOHOBPEMEHHO C HW3MEHEHHEM HHCTPYKLUH,
MIPEelyCMOTPEHHOM a03alieM MepBbIM HACTOSIIErO IMYHKTA, 3a UCKIOYEHHEM HEOOXO0AUMOCTH
U3MEHEHHs ¢opMaTa W MHCTPYKIMHM B CIydyasX, HPEIyCMOTPEHHBIX 3aKOHOJATEIbCTBOM
Poccuiickoit deneparun.”;

14) mynkt 33 mocie ab3ara 4eTBEPTOro JOMOJHUTH a03a1eM CIICAYIOIIEr0 COACPKAHMUS:

"CyObexThl 0OpallleHHs JIEKapCTBEHHBIX CPEACTB, yKa3aHHbIE B ab3alax BTOPOM U
TPEThEM HACTOSIIEro MyHKTa, ¢ 1 ceHtsaops 2023 r. nmo 30 urons 2024 r. B 106pOBOJILHOM
MOpAJKE MPEACTABISAIOT B CUCTEMY MOHMTOPMHIAa MHCTPYKIHUIO IO MEJUIUHCKOMY
IIPUMEHEHHIO JIEKapCTBEHHOI'O IIpenapaTa, akTyaJbHYK Ha JaTy BBOJA JIEKapCTBEHHOIO
npernapara B rpaxJ1aHCKui 000poT.";

15) a63arr TpeTHii MyHKTa 35 MPU3HATH YTPATHUBILUM CHITY;

16) B mynkre 37:

B a03amax TPUHAAMATOM W YETHIPHAAIIATOM CJIOBa "B TAMOXKEHHOW JEKJIapamuu Ha
JIEKapCTBEHHBIN mpenapaT’ 3aMeHUTh CIOBaMH "B JICKJIapallii Ha TOBaphHI';

a03aIl nmecTHaAUATHIN H3JI0KUTH B CIEIyIOIEH pelakiuu:

"IIpu BHECEHMH N3MEHEHUH B CBE/ICHNUS, YKa3aHHBIE B IEKJIapallii Ha TOBAphl, B TCUCHHE
5 pabouux AHEH rmocie BHECEHUs U3MEHEHHH B JEKJIapalliio Ha TOBaphl TAMOKEHHBIN OpraH
NepelaeT B CHUCTEMY MOHUTOPUHIA CKOPPEKTUPOBAHHBIE JAaHHBIE O JIEKAPCTBEHHOM
npemnapare.";

KoncynprantlIntoc: mpumeyanue.
A63. 5 . 16 1. 4 Bctynaer B cuity ¢ 01.03.2024.

a03ar JBaaLAThI IPU3HATH YTPATUBIINM CUILY;

B ab3alle JBaALaTh IEPBOM CIIOBA ", IPU MPUMEHEHUHU MPOLIETypPhl YCIOBHOTO BBITyCKa
TOBapOB" UCKIIIOUUTH;

17) mynktst 37(1) u 38(1) mpu3HATh yTPATUBIIUMH CHITY;



18) mynkr 40 mocie cioB '"rmoOaNbHBIM HMIACHTH()HUKAIUOHHBIA HOMEpP TOPrOBOM
€IMHUILIBI" TOTIOJIHUTH CJIOBaMU "M OJMH HOMEpP MPOU3BOJICTBEHHOU cepun”;

19) nyHKT 44 U37I0KUTH B CIEAYIOMICH PeIaKIIUN:

"44. Tlpum mepenaye JEKApPCTBEHHBIX IPEMapaToB MEXAYy CyObEKTaMu OOpalieHus
JIEKapCTBEHHBIX CPEACTB JIOIyCKAeTCs IPEACTABICHUE CBEACHUNW B CHUCTEMY MOHUTOPHUHIA
CyObeKTOM  OOpalleHusi  JICKApCTBEHHBIX  CPEJICTB,  OCYWIECTBIIOLUIMM  IIepenady
JIEKApPCTBEHHBIX MpenaparoB (gajee - MOpsSMOM MOPSJOK MPEACTABICHUS CBEICHUN MpHU
000pOTe JIEKAPCTBEHHBIX IMpPENapaToB), WJIM MPEICTaBICHHE CBEICHUH B CHCTEMY
MOHHUTOPHHTra CyOBEKTOM OOpAIlEHUS JIEKAPCTBEHHBIX CPEACTB, OCYIIECTBIISIIOIIUM PUEMKY
JIEKapCTBEHHBIX MpernapaToB (janee - OOpaTHBIM MOPSIOK MPECTAaBICHUS CBEACHUN IpU
000pOTe JIEKapCTBEHHBIX MPENapaToB), 32 UCKIIFOUEHUEM IIPE/ICTABICHHUSI CBEJCHHI B CUCTEMY
MOHUTOPMHTa TP  000pOTe  JIEKAPCTBEHHBIX  MPEMaparoB C  MEXKIYHAPOIHBIM
HENAaTEeHTOBaHHBIM HAUMEHOBaHUEM "OJTaHON" M JIEKApCTBEHHBIX MPENapaToB, COAECPKAILUX
HapKOTUYECKUE CPEJCTBA, ICUXOTPOIHBIE BEIIECTBA U UX IPEKYPCOPBHI.

Pemenne o BbIOOpEe MpPsIMOrO TOpPsAKA TPEACTABICHUS CBENEHUH Tpu 00opoTe
JIEKapCTBEHHBIX IMpernapaToB JUOO OOpaTHOTO MOpsiAKa MPEACTABICHUS CBEICHUN Mpu
000pOTe JEeKAPCTBEHHBIX MPEMapaToB MPUHUMAETCS CyObEKTaMHU OOpaIleHHs IEKapCTBEHHBIX
CPEICTB, MPEACTABISAIONIMMU TaKUE CBEACHUS, CAMOCTOSITENLHO.

[Ipu obopoTe neKapcCTBEHHBIX MpPENnapaToB € MEXAYHAPOIHBIM HEMAaTeHTOBAHHBIM
HaMEHOBaHHEM "JTaHON" M JIEKAPCTBEHHBIX IPENapaToB, COJEPKAIIMX HAPKOTHUYECKUE
CpEICTBA, ICUXOTPOITHBIE BEILIECTBA U UX IPEKYPCOPBL, CYObEKTHI 00pallleHNs JIEKAPCTBEHHBIX
CPEICTB, OCYLIECTBISIONIME OOOPOT TaKHUX JEKapCTBEHHBIX IpEenapaToB, MHPEICTABISIOT
CBEJIEHUs B CHCTEMY MOHHUTOPHHTA MO MPSMOMY TOPSJIKY TPEACTaBICHUS] CBEICHUU MpU
000pOoTe JIEKApCTBEHHBIX MPENapaTOB B COOTBETCTBUU C a03allaMU YETBEPTHIM M IISITHIM
HACTOSIIIETO MyHKTA.

B crnydae BbIOOpa TpSIMOTO TMOpsiAKa TPEACTaBICHHUS CBEACHUNW TpU 000poTe
JEKapCTBEHHBIX  MpEenapaToB  CyObEeKT  oOpalleHus  JIEKapCTBEHHBIX  CPEJCTB,
OCYIIECTBISIONIUIN Tepenady JeKapCTBEHHBIX IMPEnapaToB APYroMy CyOBEKTY OOpaleHHus
JIEKApPCTBEHHBIX CPEJICTB B PaMKax TpakIaHCKO-TIPABOBBIX OTHOIIECHUHW, B T€UEHHUE OJIHOTO
pabouero 1HA ¢ (paKTHUECKON AaThl OTTPY3KH JIEKAPCTBEHHBIX IPENapaToB MPEACTABISET B
CHUCTEMY MOHHUTOPHUHTA CBEJCHHS, MPEAYCMOTPEHHBIE MYHKTOM 2 TpmwiIoxeHus N 6 K
Hacrosiniemy [lonoxenuro.

[Ipu o5ToM CyOBEeKT oOpalleHusi JEeKapCTBEHHBIX CPEACTB (32 HCKIIOUEHUEM
000CO0JICHHBIX MOAPa3IeIeHU METUIIUHCKUX OpraHu3aiui (aMOynaTopuil, GenbamepeKux,
(benpamepCcKo-aKymepcKuX — MyHKTOB), OCYMIECTBISIFOIIMA  TMPUEMKY  JIEKapCTBEHHBIX
MpemapaToB OT JPYroro cyObekTa oOpalleHHus JeKapCTBEHHBIX CpPEICTB B paMKax
TPaKIAHCKO-TIPAaBOBBIX OTHOIIEHWH, B TEUEHHWE OJHOTO paboyero IHA C JaThl MPUEMKH
JIEKApCTBEHHBIX TIPEMapaToB W PETUCTpPAllMd B CHUCTEME MOHUTOPUHTA CBEIACHUN 00
OTTPY’KECHHBIX JICKAPCTBEHHBIX Mpemaparax wiv B TeueHue 30 pabounx JHEH ¢ JaThl TPUEMKHI
JIEKapCTBEHHBIX IMpernapaToB B clydyae BO3Bpara JIEKapCTBEHHBIX IpernapaToB 10
MPEACTABICHUSI CBEACHUW O JajdbHEHIIMX OmNepalusix ¢ TaKUMHU JIEKapCTBEHHBIMU
npenaparaMy  MOATBEPKIACT JOCTOBEPHOCTh CBEACHUHM, COJEpXKAIIMXCA B CHCTEME
MOHUTOPUHTA, TyTEM MPEACTABICHUS CBEICHUN B CUCTEMY MOHUTOPHUHTA, TPETYCMOTPEHHBIX
nyHKTOM 4 npunoxenus N 6 k Hactosemy Ilonoxxenuto.



B cnyuae BbIOOpa oOpaTHOrO moOpsaKa MpEACTaBICHUS CBEIEHUN mpu oOopoTe
JIEKapCTBEHHBIX MPENapaToB CyObEKT 0OpalleHusl JeKapCTBEHHBIX CPENICTB (32 UCKIIOYCHHEM
000CcO0JIEHHBIX TIO/Ipa3/IeJICHUN MEIMIIMHCKUX OpraHu3anuii (aMmOyaaTopuid, GesbamepeKux,
(benpamepeKo-aKymepckux — IyHKTOB),  OCYIIECTBISIOUIMIA  NMPHEMKY  JIEKapCTBEHHBIX
IpernapaToB OT JPYroro cyoObekTa oOpalieHus JIeKapCTBEHHBIX CpPEACTB B paMKax
IpaXJaHCKO-TIPAaBOBBIX OTHOIICHUH, B TEYCHHWE OJHOrO paboyero IHS C JaThl MPUEMKHU
JICKApCTBEHHBIX MpernaparoB uin B TedeHue 30 nHEH C JaThl MPUEMKH JIEKapCTBEHHBIX
[pernapaToB B CiIy4yae BO3BpaTa JIEKapPCTBEHHBIX MPENapaToB JI0 MPEACTABICHUS CBEICHUHN O
JabHEHUIINX ONEpalUsIX ¢ TAKMMHU JICKAPCTBEHHBIMU MpenapaTaMu MpeACTaBIseT B CUCTEMY
MOHHUTOPHHIA CBEICHUS O NPUHATHIX JIEKAPCTBEHHBIX IMIpernapaTax, MpelyCMOTPEHHbIE
nyHkToM 3 npuioxeHus N 6 k Hactosiiemy [lonoxenuto.

[Tpu sTOoM cyOBEKT OOpalleHus JIEKApCTBEHHBIX CPEACTB, OCYIIECTBUBIIMN Iepenady
JICKApCTBEHHBIX IMPENapaToB JAPYroMy CyOBEKTY OOpalleHHs JIEKApCTBEHHBIX MpPEnapaToB B
paMKax TPaKIaHCKO-TIPABOBBIX OTHOIICHWH, B TEYEHHE OJHOTO pPabO4yero IHS C AATh
pEerucTpanyy B CHCTEeME MOHUTOPHHTA CBEICHUH O MPUHSTHIX JICKAPCTBEHHBIX ITperaparax, HO
70 TPEACTaBICHHUS CBEACHUNW O JalbHEMIIUX OMNepalusx C TaKUMH JIEKapCTBEHHBIMU
mpernapaTaMu  MOATBEPXkKAAeT JOCTOBEPHOCTh CBEICHHUH, COAEpKAIIUXCS B CHUCTEME
MOHHUTOPHHTA O TEPEIaHHBIX JICKAPCTBEHHBIX Mpernaparax, myTeM NpeCTaBICHUsI CBEACHHI B
CHUCTEMY MOHUTOPHUHTA, MPEIYCMOTPEHHBIX MyHKTOM 4 mpuioxeHus N 6 K HacTosIeMy
[Tonoxenuso.

O6ocoOneHHble  MOApa3ieieHus]  MEAUIMHCKUX  opraHu3auui  (amOynaTopuw,
denpamepckue,  (QenpAMIEPCKO-aKyIIepCKHe TYHKTBI) TOATBEPXKIAIOT JIOCTOBEPHOCTD
CBEICHUI, COJEpXKAIUXCsi B CHCTEME MOHHTOPWHTA, W TMPEICTABISIOT B CHCTEMY
MOHHTOPHUHTA CBE/ICHUS O IPUHSATHIX JIEKAPCTBEHHBIX TpEnapaTax B COOTBETCTBHH C a03aliaMu
IATBIM U IIECTHIM HACTOSIIEro MyHKTa B TeueHue 30 pabouux THEH co IHSA HPUEMKHU
JIeKapCTBEHHbIX PENapaToB.

[TonTBepkieHNE TOCTOBEPHOCTH CBEICHUH, MPEICTABIAEMbIX B CUCTEMY MOHUTOPHHIA
npu 000poTe JIEKAPCTBEHHBIX IMpenapaToB, BIpPaBE OCYILECTBIATh CYOBEKT OOpalieHHs
JIEKApCTBEHHBIX CPEJCTB, OCYIIECTBUBIINIA MEpeady JIEKapCTBEHHBIX MPEMapaToB JAPYTroMy
CyOBeKTy 0OpaleHns JIEKapCTBEHHBIX CPEZCTB B PaMKaxX IPa)1aHCKO-TTPABOBBIX OTHOIICHUH,
B COOTBETCTBHHM C a03ameM CeAbMBIM HACTOSIIETO IyHKTa WM ONepaTop CHCTEMBI
MOHHTOPHHTA ITyTeM IMPOBEPKH HAJIMYHUS B CHCTEME MOHHTOPUHTA KO/Ia UICHTH(PUKAIINA I
KO/Ia UACHTHU(HUKAIMKA TPETUYHON (TPaHCIIOPTHOI) yIIaKOBKU JIEKAPCTBEHHOTO Iperapara, B
KOTOpPOM HAaxOJUTCA ATOT JICKapCTBEHHBIH mpemapar (B cily4yae MepeJadyd TPEeTHYHOU
(TpaHCIIOPTHON)  YNAKOBKM JIEKAPCTBEHHOTO Mpemnapara LEJIMKOM), B  OTHOILICHHUHU
JIEKapCTBEHHBIX MpEenapaToB, BIAJAEIbIIEM KOTOPBIX, 10 JaHHBIM CHUCTEMBl MOHUTOPHHTA,
SIBIISICTCS YKa3aHHBIN CyOBEKT 0OpaleHust JIeKapCTBEHHBIX cpencTB. [1o pesynbpratam Takoi
MIPOBEPKH OIEPaTOp CHUCTEMBI MOHHTOPWHTA C HCIOJIB30BaHHEM (DYHKIOHAIA CHUCTEMBI
MOHHTOpPHHTA OTHPAaBIsIET CYOBEKTy OOpalieHus JIEKapCTBEHHBIX CPEICTB, paHee
OCYIIECTBUBILIEMY IMpPEICTaBJICHHE B CHCTEMY MOHUTOPUHIA CBEJCHUU O Mpeablaylieit
OlEepalMu C JICKAPCTBEHHBIM MpPENapaToM, YBEIOMJICHHE O IPEICTaBICHUH CBEICHHH B
COOTBETCTBHUH C a03alleM IIECThIM HACTOSILET0 IyHKTa ¢ YKa3aHUEM CBEJICHHI, IPOBEPEHHBIX
OIIEpPaTOPOM CUCTEMBbl MOHUTOPHUHTA.



[Tonoxenus ab3ama JEBATOrO HACTOALIETO0 IyHKTa HE PpacHpOCTPAHAIOTCA Ha
JIEKapCTBEHHbIE IpenapaTbl, NpeAHAa3HAYeHHble JUIsl oOecredeHus Jul, OOJIbHBIX
reMopuineil, MyKOBHCLUUIO30M, TUNO(U3apHBIM  HaHU3MOM, Oone3Hbto  [ore,
37I0KaY€CTBEHHBIMU HOBOOOPa30BaHUSAMH JTUM(OHUIHON, KPOBETBOPHOW M POJICTBEHHBIX UM
TKAaHEH, PACCEIHHBIM CKJIEPO30M, TIE€MOJUTUKO-YPEMHUUECKUM CHHJIPOMOM, FOHOLIECKUM
apTPUTOM C CUCTEMHBIM HadalioM, Mykomnoaucaxapuo3om I, II u VI tunos, amnactuueckon
aHeMHuell HEYTOYHEHHOH, HacieacTBeHHbIM aeduuutoMm (akropos Il (pubpunorena), VII
(nmabunwpHoTO), X (CTrO0apTa - [Ipayapa), 1yl mociie TpaHCTUTAHTAIIMKM OPTaHoB U (UJTK ) TKaHEH.

[Tpu nepenaye nekapCTBEHHBIX MTPENAPATOB, OTHOCSIIIUXCSA K OJHOM PON3BOACTBEHHOMN
CepuH, MEXIY CyObeKTaMH OOpallleHHs JEKapCTBEHHBIX CPEICTB B PaMKax TIPa)IaHCKO-
[IPAaBOBBIX  OTHOLICHMH  OpraHM3allid,  OCYLIECTBISIOIIME  ONTOBYHD  TOPIOBIIO
JICKApCTBEHHBIMH CpEJCTBaMu, B TeueHue 10 paboumx aHel ¢ (haKTHIEeCKOW JaThl OTTPY3KH
BCEX JICKAPCTBEHHBIX IIPENapaToB, OTHOCALIMXCA K OJHOM IMPOU3BOJCTBEHHOM cepUM U
MIPOJOIDKAIOIINX HAXOJUTHhCSI B 000pOTe (JIeKapCTBEHHBIE MpEnapaThl HE JOJDKHBI OBITh
BBIBEZICHBI U3 000pOTa CyOBEKTOM OOpalleHMsl JIEKAPCTBEHHBIX CPENICTB, OCYILECTBISIOLINM
OTIPYy3Ky JIEKAPCTBEHHBIX IPENapaToB), HANPABISAIOT B CUCTEMY MOHHMTOPUHIA CBEICHMS,
npenycMoTpeHHble MyHKTOM 4(1) nmpunoxenus N 6 k Hactosiemy Ilonoxenuto.

[Ipu sTOoM paToil OTrpy3KM BceH IPOU3BOACTBEHHONM CEpPUM CUUTAETCS OJHA W3
CJICAYIOLIMX J1aT:

JlaTa OTIpy3KH BCEW NMPOU3BOJCTBEHHOM CEPUU JIEKAPCTBEHHBIX IPENapaToB B paMKax
OJIHOM OTTPY3KH;

JlaTa OTrpy3KH OCTaTKOB JIEKAPCTBEHHBIX IPENapaToB, OTHOCALIMXCS K OINpeneIeHHON
MIPOM3BOJICTBEHHOW Cepuu, B Clydyae €ClIM JIeKapCTBEHHbIE Ipernaparbl  OJHOUN
IIPOU3BOJICTBEHHON CEPUU OTTPYKAIUCh HECKOJIBKUMU MAPTUSMU B pa3HOE BpeMsL.";

20) B mynkre 44(1):

B a03arie nepBoM ciioBa "noamyHkramu ", "o, "x" - "u" nyHkra 1" 3aMeHUTH CIIOBaMU
"moamynkramu 't n "x" - "u" mynkra 1";

a03a1l BTOpoii MpU3HATh YTPATUBIINM CHUITY;

21) B myHKTe 45:

ab3a1; mepBbI MOCNE CJIOB "TaKOro KOHTPAKTHOTO (TIOAPSIIHOTO) MPOM3BOACTBA,"
JOTIOJIHUTE cJoBaMH "MHOO CyOBEeKT oOpallleHusl JEeKapCTBEHHBIX CPEJICTB, SBISIONIMNCA
3aKa34MKOM KOHTPAKTHOTO (TIOAPSHOTO) TMPOM3BOJICTBA, OCYIIECTBILIIONINNA BO3BpaT
JICKApCTBEHHBIX  MpermaparoB  CyOBeKTy  OOpalleHus  JIeKapCTBEHHBIX  CPEJCTB,
OCYIIECTBUBILIEMY KOHTPAKTHOE (IIOJIPSIIHOE) MPOU3BOCTBO JIEKAPCTBEHHBIX MPENapaTos,";

a03ar11 BTOpOii mocye ¢ia0B "KOHTPAKTHOTO (MOJPSIHOI0) MPOU3BOICTBA JIEKAPCTBEHHBIX
Ipernaparos,” JIOMOJHUTH ciIoBaMHU "MHOO CyOBEKT oOpalleHHs JeKapCTBEHHBIX CPEICTB,
OCYIIECTBUBIIMN  KOHTpPakTHOE (MOAPSATHOE) TMPOU3BOJACTBO (B cCilydae BO3BpaTa
JIEKapCTBEHHBIX MPENapaToB CyObEKTOM OOpallleHus IEKapCTBEHHBIX CPEJICTB, SABIISIOMIUMCS
3aKa34YMKOM KOHTPAKTHOTO (IIOJIPSIIHOT0) MPOU3BO/ICTBA JIEKAPCTBEHHBIX MIpernapaTos),”;

22) nyHKT 49 W3JI0KUTH B CIACIYIOIIEH peIakInu:

"49. CyObeKkT oOpaleHHusl JICKQpCTBEHHBIX CPEJICTB, OCYIICCTBISIOMINNA BBIBOJ U3
0o0opoTa JIEKapCTBEHHBIX IPEMapaToB IOMEIIEHUEM M0/ TaMOXEHHYIO TPOLEIYypY
pesKcropra, B TeUeHHE S5 pabouymMx AHEW CO JIHS BBINYCKa JIGKAPCTBEHHBIX MpPENapaToB B
COOTBETCTBUM C TaMOXEHHOM MpPOLEAYpPOH pE3KCHOpTa MPEACTaBISAET B CHUCTEMY



MOHHUTOPHHIA CBEICHHUS, MPEAYCMOTPEHHBIE MyHKTOM 2 MpuiiokeHus N 4 K HacTosIIeMy
Ilonoxenuro.";

23) nonoaHuTh MyHKTOM 49(1) criemyroIero coaepKanus:

"49(1). CyObekT oOpaineHusi JEKapCTBEHHBIX CPEACTB, OCYIIECTBIISIONINI BBIBOJ U3
000poTa JEKapCTBEHHBIX MIPETIapaTOB MIPU BHIBO3E JIEKAPCTBEHHBIX MTPETIAPATOB B TOCY1apCTBA
- yieHbl EBpa3suiiCKOro 3KOHOMHYECKOI'O COK03a B paMKax TPAHCTPAHUYHOW TOPrOBIM Ha
TaMOXXEHHOU TeppuTopui EBpa3uiickoro 5KOHOMHUYECKOTO CO03a, B TEUCHHE 5 pabounx JHEH
C JaThl OTIPY3KH JIEKAaPCTBEHHBIX IMPENapaTroB MPEJCTaBIsieT B CHUCTEMY MOHUTOpPUHIA
CBEJICHUS, IIPEyCMOTPEHHbIE TYHKTOM S npuiioxkeHust N 4 k Hacrosmemy [lonoxenunro.";

24) nyHKT 50 M3JI0KUTH B CIAEIYIOIIEH peIaKInu:

"50. Ilpu ocymiecTBI€HWH MOBTOPHOTO BBOAA B OOOPOT JIEKAPCTBEHHBIX IPENapaToB
CyOBEKT 0OpaIIeHUs JIGKAPCTBEHHBIX CPEJICTB B TEUCHUE 5 paboYMX JHEH C AaThl yKa3aHHON
olepalyy MpeACTaBiIsieT B COOTBETCTBUU C MHCTPYKLMEH, IPETYCMOTPEHHON MyHKTOM 32
HacTosuero [lonoxenus, B cucteMy MOHUTOPUHTA CBEJICHUS, IPELyCMOTPEHHbIE TyHKTOM 14
npwioxkeHus N 3 k Hacrosiemy [lonoxenuro.";

25) ab3a1l 4eTBEpTHIN MyHKTA 52 MPU3HATH YTPATHBILIUM CHITY;

26) B myHKTE 53!

nocie ab3ala nepBoro JOMOJIHUTH a03alleM CIIEAYIOIIEro COIeP KaHUs:

"briokupoBka M OTMEHa OJIOKUPOBKM MOTYT BBOJUTHCS B OTHOILECHUU €IUHUIIBI
JIEKapCTBEHHOI'O IIperapara, apTUH JEKapCTBEHHBIX NIPENapaToB WK CEPUHN JEKApPCTBEHHbIX
npenaparosn.";

a03a1] MATHIN NPU3HATH YTPATUBIIMM CUITY;

27) B ab3a1ie BTopoM nyHKTa 54 crosa "[Ipu aTom obanarenem nunpopmanun" 3aMEHUTH
cinoBamu "OOGnanarenem nHdpopmanun'";

28) nanmenoBanue paznena VIII uckirounTh;

29) nyHkT 57(1) U3I0KUTH B CIEAYIONICH PEAaKIINK:

"57(1). DOMHUTEHTY CpeICTB HAECHTHU(QHUKAIMU, 3apeTUCTPUPOBAHHOMY B CHUCTEME
MOHMTOPHHIA U NIPEICTAaBUBLIEMY CBEICHUS B CUCTEMY MOHUTOPUHIA O HAHECEHUH CPEICTB
UJCHTU(PUKAIIMN HAa YIIAKOBKH JIEKApCTBEHHBIX IPENapaToB, IOMUMO CBE/IEHUH, YKa3aHHBIX B
nyHkre 57 Hacrosmero llomoxkeHusi, oOecrieunBaeTCsi OCTYN K CIEIYIONMM BHIAM
MH(OPMALIUY O CepPUSIX U MAPTUAX TAKUX JIEKapPCTBEHHBIX MIPENapaToB:

a) uHbopMalusi O BIAAENbLE CEpUH U MapTUU JIEKAPCTBEHHOrO TMpernapara U ero
KOJIMYECTBE B CIEAYIOIIEM COCTABE:

HAauMEHOBAHME BIIAJIEIbIa CEPUU U NTAPTUH JIEKAPCTBEHHOI'O IIPENapara;

UACHTU(DHUKAIIMOHHBI HOMEp HaJOTrOoIMJaTeNbINKa BlaJelblla CepUu U TMapTUU
JIEKapCTBEHHOI'O IIpernapara;

UACHTU(PUKATOP MECTa OCYIIECTBICHUS NEATEIbHOCTH Biajeiblla CEpUU U TapTUU
JIEKapCTBEHHOI'O IIpernapaTta, o JaHHbIM CUCTEMbl MOHUTOPHHTA;

TUIl ONEepaluMud 1O O00OpOTy CepuM M TapTUU JIEKapCTBEHHOI'O Ipemnapara,
3aperucTpUpPOBAHHON B COOTBETCTBHHU C TpeOOoBaHUSIMU HacTosiero [lonoxxenus (IpUHATO OT
cyObekTa oOpalleHHsl JIEKapCTBEHHBIX CpEACTB, IMEpedaHo CyOBEKTOM oOpalieHus
JICKapCTBEHHBIX CPECTB, BBIBEICHO U3 000pOTa IMyTeM peau3auu (IPo1aXku), BEIBEICHO U3
000poTa 10 OCHOBAHUSM, OTIIMYHBIM OT peaTn3anuu (MPoJaxkn);

r7100aIbHBIN UACHTU(DUKAITMOHHBIN HOMEp TOPTrOBOI €TMHUIIBI,



oOl1iee KOJIMYECTBO JIEKAPCTBEHHBIX MPENapaTos;

0) cBelleHHUs O KOJIMYECTBE JIEKAaPCTBEHHBIX IIPENapaToB, BHIBECHHBIX U3 000pOTa IyTEM
PO3HUYHON MpPOAaXU B MecTe (10 aJpecy) OCYIIECTBICHUS pacueTa WM BBIBEJCHHBIX M3
00opoTa IMyTeM OTIYCKa JIJIsl MEAULIMHCKOTO IPUMEHEHHS, OTITyCKa OECIIaTHO 10 PelenTy Ha
JIEKapCTBEHHbIE MPEnapaThl B MecTe (110 aApecy) OCYLIECTBIEHUS AEATEIbHOCTH;

B) CBEJEHUS O CpEJHUX PO3HUYHBIX I[I€HaX (CyMMax pacuera) JIeKapCTBEHHBIX
MIPENapaToB B CIIydae PO3HUYHON MPOIAXKH C YKa3aHUEM III00aIbHOTO HICHTU()UKATMOHHOTO
HOMEpa TOPTrOBOM €IWHUIBI U TOPrOBOIO HAMMEHOBaHUS JIEKApCTBEHHOI'O Ipernapara,
paccuMTaHHBIX HE MEHee 4eM 10 3 MecTaM (aJpecaM) OCYIIECTBICHUS pacueTa 3a Mepuoj] He
MEHEe OJIHOM HEeJIeIN M arperupoBaHHbIX /10 YPOBHs cyObekTa Poccuiickoit denepanun.";

30) momonuuTh myHkToM 57(1-1) cremayroriero coaep anus:

"57(1-1). Joctyn k cBeneHuUsM, yka3aHHbIM B iyHKTe 57(1) Hacrosmiero [lonoxenus,
o0ecrieynBaeTcs B OPSIZIKE, yTBEPKICHHOM MUHUCTEPCTBOM 3paBooxpaneHus Poccuiickoi
denepanyun, ¢ BO3MOXKHOCTBIO (DOPMUPOBAaHHS B JIMYHOM KaOWHETE SMHUTEHTA CPEICTB
UACHTU(UKAIINHA B CHCTEME MOHUTOPUHTA arperupOBaHHBIX OTYETOB 110 BUAAM WH(GOpMAIHH
B aBTOMAaTU3MPOBAaHHOM pEXHME C HCIOJIb30BAHHEM IPOTPAMMHO-TEXHUYECKUX CPEICTB
CUCTEMbI MOHUTOPHUHTA.

OMUTEHT CpeACTB WISHTHU(UKAIMU BIOpaBe MepenaTh MPaBO JOCTyHa K CBEICHUSM,
ykazaHHbIM B TyHkTe 57(1) nHacrosimero IlomoxeHHs, TONBKO 3aperHCTPUPOBAHHBIM B
CUCTEME MOHUTOPHHIA CJIEAYIOINUM CyOBbeKTaM 0OpalleHus JIEKAPCTBEHHBIX CPECTB:

cyOBeKT oOpalleHus JIEKapCTBEHHBIX CpPEACTB B OTHOLIEHUM JIEKAPCTBEHHBIX
MIpenapaToB, CBEACHUS O KOTOPBIX TAKUM CyOBEKTOM OOpalleHMs JEKapCTBEHHBIX CPENCTB
MIPEJICTaBICHbl B COOTBETCTBUM € yacThio 1 crateu 52.1 ®enepanbHoro 3akona "OO
oOparieHuu JIeKapCTBEHHBIX cpeACcTB" B dDenepalnbHyl0 CIy)O0y MO Haa3opy B cdepe
3JIpaBOOXPAHEHMsI UM Ha KOTOpPbIe TaKUM CYyOBEKTOM OOpAIleHHUs JIEKAPCTBEHHBIX CPEACTB
MOJIyYeHbI pa3pelleHuss Ha BBOJ B TPaXKIaHCKUHA 00OpOT mpousBedeHHbIX B Poccuiickoii
denepanyi MUMMYHOOHOJIOTHYECKHUX JIEKAPCTBEHHBIX MIPENAapaToB, MPelyCMOTPEHHBIE YACThIO
7 cratbu 52.1 denepanbHoro 3akoHa "O6 o0palleHUH JIEKapCTBEHHBIX CPENICTB";

CcyOBeKT oOpalleHus JIEKapCTBEHHBIX CpPEACTB B OTHOLIEHUM JIEKAPCTBEHHBIX
MpenapaToB, CBEACHUS O KOTOPBIX TaKUM CyOBEKTOM OOpalleHHs JEKapCTBEHHBIX CPEICTB
MPEACTABICHBl B COOTBETCTBMHM C dacThio 2 cratbu 52.1 ®DenmepanpHoro 3akoHa "OO
oOpamieHuu JIeKapCTBEHHBIX cpeACcTB" B DeaepalnbHyl0 CIy)0y IO Haa3opy B cdepe
3/IpaBOOXPAHEHMSI UM HAa KOTOPbIe TaKUM CYOBEKTOM OOpAIleHHUs JIEKAPCTBEHHBIX CPEICTB
MOJIyYeHbI pa3pellleHUs] Ha BBOJ B TPaXIAaHCKUH 00OpOT BBO3UMBIX B Poccuiickyro
denepaniio  UIMMYHOOMOJIOTHYECKUX JIEKAPCTBEHHBIX IPENaparoB, MPeAyCMOTPEHHBIE
gacTeio 7 ctaThi 52.1 ®enepanbHoro 3akoHa "OO6 oOpalleHHH JIEKapCTBEHHBIX CPEICTB", 3a
WCKIIIOYCHUEM CBEACHHWH, YyKa3aHHbIX B moamyHkTe "B" myHkta 57(1) Hacrosmiero
ITonoxenus;

Jiep>KaTellb WIN BiaJielel] PeruCTPallMOHHOTO YOCTOBEPEHHUS PY HAIMYUH B CHCTEME
MOHHUTOPHHIa CBEACHUH O KOJ€ HaJOTroIUIaTeNbIMKa TAaKOro JAepiKaTeis WIM Blajelbla
PETUCTPALIMOHHOIO YAOCTOBEPEHUSI B CTPAHE PETUCTPALMU, IEPEJAHHOTO B COOTBETCTBUU C
nyHkToM 3 npunoxenus N 1 k Hacrosmemy Ilonoxenuto.";

31) moxmynkt "O" mynkta 57(5) mocne cioBa "OCYHIECTBIACHHUS" IOMOJHUTH CJIOBOM
"benepanpHOr0";



32) nyukr 57(9) mocie cioB "aHTHMOHOIIOJBHOI'O 3aKOHOJATEIILCTBA" JIOMOIHHUTH
clioBaMU "M 3aKOHO/IaTEIbCTBA B c(hepe rocyAapCTBEHHOTO PEryIupoBaHus LieH (TapudoB) Ha
TOBaphI (yCIryru)";

33) nomosuuTh mynkramu 57(10) u 57(11) crieayromiero coaepKaHus:

"57(10). MunucrepctBy BHyTpeHHux nen Poccuiickoit denepanuu obecrieuuBaercs
JI0CTyn K WH(OpMANUU, COIEpKalIeiicss B CUCTEME MOHUTOPWHTA, B IENSAX pealu3aluu
MOJIHOMOYUN B cepe KOHTPOJIS 3a O0OPOTOM HAPKOTHYECKHX CPENICTB, MCHUXOTPOITHBIX
BELIECTB U UX MPEKYPCOPOB.

57(11). ®enepanbHON  CiIy)0€ IO  PEryJUPOBAaHUIO  AJIKOTOJIBHOTO  PBIHKA
obecrnieunBaeTcs JOCTyN K MH(GOpMaLUK, COAEpKAIIEeUcs B CUCTEME MOHUTOPUHTA, B LEJAX
ocymiecTBieHUsT (efepatbHOr0 TOCYAapCTBEHHOrO0 KOHTpOJds (Ham3opa) B 00iIacTu
MIPOM3BOJICTBA M 000pOTa H3TUIOBOIO CIHPTA, AJIKOTOJIBHOW U CIHUPTOCOAEpKAIIEH
MPOAYKIMH.";

34) nmocne mynkra 57(11) momonmHuTh HauMmeHoBanueMm pasnaena VI crmemxyromiero
COJIepKaHUs:

"VIII. Oneparop cucteMbl MOHUTOPUHTA'";

35) OMONHUTB IMYHKTOM 61 CIEAYIOIIEro CONepIKaHHUS:

"61. B memsx ycrpaHeHUs CyObEeKTOM OOpaimieHus JIEKapCTBEHHBIX CPEICTB NMPHYWH,
HapyUIMBIIMX pabOTOCIOCOOHOCTh CHCTEMBI MOHUTOPUHTA, OIIEPATOP CUCTEMbI MOHUTOPHHTA
BIIpaBE OTPAHUYUTh HH(YOPMAIIMOHHOE B3aWMOJEUCTBHE MH(POPMAIIMOHHOW CHCTEMBI
cyOBbeKTa 0OpaleHHs JIEKAPCTBEHHBIX CPEACTB C CUCTEMOW MOHUTOPHUHIA B CIIydasX, KOTJa
Takoe HWH(POPMAIIMOHHOE B3aUMOJICHCTBUE BEIET K HECTaOMJIBLHOM paboTe CHUCTEMBI
MOHHUTOPHHIA, 10 YCTPaHEHHsI CyOBEKTOM OOpallleHHsl JIEKAPCTBEHHBIX CPE/ICTB yKa3aHHbBIX
IIPUYUH.

OrpanuuyeHre WHGOPMAIIMOHHOTO B3aUMOJCHCTBUS HHGPOPMALMOHHON CHCTEMBI
cyObekTa oOpallleHHs! JIEKAPCTBEHHBIX CPEJCTB C CUCTEMOW MOHHMTOPUHIA OCYLIECTBISETCS
OIepaToOpOM CHCTEMbl MOHUTOPUHIA B COOTBETCTBHUU C PEIJIAMEHTOM, YTBEPXKJACHHBIM
MunucrepcTBOM — 31apaBooxpaHeHus — Poccuiickonn  @enepauun ¥ MUHHCTEPCTBOM
MPOMBIIIUIEHHOCTH W TOproBiu Poccuiickoii ®denepanum ¥ pa3MENIEHHBIM OINEPATOPOM
CUCTEMbI MOHUTOPHHTA B THPOPMAIIMOHHO-TENIEKOMMYHHUKAIIMOHHOM ceTu "MHTepHeT" Ha ero
odunmansHOM caiite.";

36) B npunoxenuu N 1 k ykazanHoMy Ilonoxenuto:

HNOANYHKT "W" MyHKTa 3 JOIOJIHUTH CIOBAMHU "M MPHU3HAK HAJTUYMS B JIEKAPCTBEHHOM
IpernapaTe HapKOTHUYECKUX CPEJICTB, IICUXOTPOINHBIX BEIIECTB M HUX IPEKYypCOPOB,
noJyiexanux KOHTpoJito B Poccuiickoilt Denepanini B COOTBETCTBUU C 3aKOHOJIATEIIbCTBOM
Poccuiickoit ®eneparium 1 MeKIyHapOAHBIMU JoroBOpaMu Poccuiickon @enepanun’;

B abszane mnepBoMm mnyHkTa 4 crnoBa "M3 EauHOro rocynapcTBeHHOro peectpa
IOpUAMYECKUX JMI KM EOWHOro  rocygapcTBEHHOTO — peecTpa  MHAWBHIYAIBHBIX
npeanpuHuMareneil" 3amMeHuTh ciaoBamMu  'M3  €IMHOrO TOCyIapCTBEHHOI'O peecTpa
IOpUAMYECKUX  JIMI W €IUMHOIO0  TOCYJAapCTBEHHOIO  peecTpa  MHAMBHIyaJIbHBIX
npearnpuHuMaresnein'”;

B yHKTe 6(1):



B a03arie mepBoM ciioBa "Mpu BBOJIe" 3aMEHUTH CJIOBaMU "Tiepe]; BBOJOM";

noAmyHKT "B" qomoaHuTh cinoBamu "(nanee - [lonoxenue)";

NOANYHKTHI "u" - "1" U37I0KUTH B CIIEYIONICH peIaKIINU:

"W) ata perucTpaluu JeKjiapaluy Ha TOBaphl B Cllydyae BBOJA B IPAKIAHCKUN 000pOT
JIEKApCTBEHHOI'O Iperapara, IIpOU3BEIECHHOr0 BHe Teppuropuun Pocculickonn Penepanuu, 3a
UCKJIIOYEHUEM CJIy4acB BBO3a JIEKAPCTBEHHBIX IIPEMApaToB U3 TOCYJapCTB - YJICHOB
EBpa3uiickoro 5KOHOMUYECKOTO COK03a;

K) PErMCTPAallMOHHBIA HOMEp JEeKIapaldyd Ha TOBaphl B Cclydyae BBOJA B I'PaXKAAHCKUIL
000OpOT JIEKapCTBEHHOrO IIpermapaTa, IMPOU3BEACHHOIO BHE TeppuTopu Poccuiickoit
denepanny, 3a UCKIIFOUEHHEM CIIy4acB BBO3a JIEKAPCTBEHHBIX IPENapaToB U3 rOCyAapCTB -
wieHOB EBpa3uiickoro 3KOHOMUYECKOIO COH03a;

J) KOJA PELICHHs O BBIIYCKE TOBapa B COOTBETCTBUHU C KIIACCH(PHKATOPOM PEIICHHIA,
NMPUHUMAEMbIX TaMOXEHHBIM OpraHOM, B cllydyae BBOJAa B TPaXIAaHCKUH 000poT
JIEKApCTBEHHOI'0 IMperapara, IpOU3BEIEHHOr0 BHe Teppuropun Pocculickonn denepanuu, 3a
UCKJIIOYEHUEM CJIy4acB BBO3a JIEKAPCTBEHHBIX IIPENapaToB M3 TOCYJapCTB - YJICHOB
EBpa3uiickoro 3KOHOMHUYECKOTO CO103a;";

JIOTIOJIHUTH NoANyHKTamMu "M" 1 "H" ciemyrolero coaep:xanusi:

""M) gata ¥ HOMEp MEPBUYHOTO JOKYMEHTA, SIBISIOLIErOCs] OCHOBAHUEM JUIS OTIPY3KH
JeKapcTBeHHOro mpenapata B Poccuiickyro ®denepanuio (B ciydae BBOJAA B TPaKIAHCKUN
000pOT JIEKAPCTBEHHBIX MPEMapaToB, BBO3UMBIX C TEPPUTOPUU TOCYIAPCTB - WICHOB
EBpa3uiickoro 3kOoHOMH4€ECKOI0 CO103a);

H) WJIEHTU(GUKATOp MPOU3BOJACTBEHHOW CEpUM JIEKapCTBEHHOIO Ipenapara -
YHUKQJIBHBIA JUISI KaXJOW MPOU3BOJACTBEHHOM CEpHUHM KOJ, NPHCBOCHHBIA CHCTEMOM
MOHHUTOPHHTA TI0 UTOTaM BHECEHMsI CBEJICHUH, MPEAyCMOTPEHHBIX a03alleM MepBbIM MyHKTA
35 u a63auem nepBbiM nyHkTa 36 Ilonoxenus.";

NYHKT 6(2) Z0NMOMHUTE MOANYHKTaMHu "3" 1 "U" CIeIyIOIIero CoAep KaHMUs:

"3) mata perucTpalMy U perucTpaliMoOHHBIA HOMEp JIeKJIapali Ha TOBaphl (B ciydae
BBOJIa B IPaX/IaHCKUH 000POT JEKapCTBEHHOTO Mpernapara, pOU3BEICHHOT0 BHE TEPPUTOPUU
Poccuiickoit denepanuu, 3a UCKIIOYEHUEM CIIy4aeB BBO3a JIEKAPCTBEHHBIX MPEMAPATOB W3
roCyJIapCTB - WieHOB EBpa3uiickoro 3KOHOMUUECKOTO CO03a);

M) JlaTa ¥ HOMEp MEPBUYHOIO JOKYMEHTA, SBISIOIIErOCS OCHOBAHUEM I OTTPY3KH
JeKapcTBeHHOro mnpenapata B Poccuiickyro ®denepanuio (B ciyyae BBOJAA B IpakJaHCKUN
000pOT JIEKAPCTBEHHBIX IPENapaToB, BBO3MMBIX C TEPPUTOPUMU TOCYJApCTB - WICHOB
EBpa3uiickoro 3kOHOMH4€ECKOI0 cor03a).";

B mnoanyHkre "3" myHkra 6(3) cioBa "o cucTeME MOHHMTOPUHIA JIBMKEHUS
JEKapCTBEHHBIX  IPEMNapaToB  JAJs  MEAWLUHCKOIO  NPUMEHEHHs,  YTBEPXKACHHOIO
noctanoBieHueM [IpaBurensctBa Poccutickoit @eneparuu ot 14 nexadbps 2018 r. N 1556 "O6
yTBep)kaeHuu [lonoxenus o cucreMe MOHUTOPUHTA JABM)KEHHUS JIEKApCTBEHHBIX MpernapaToB
JUISt METUIIMHCKOTO TPUMEHEHUS" UCKITIOUUTB;

B ITYHKTE 7/:

B IepBOoM ab3aile cioBa '"copaepikaimuecs B TaMOXXEHHOM JeKiIapaly Ha TOBaphl"
3aMEHUTH CJIIOBaMH "coeprKaliuecs B JeKiapaluy Ha ToBaphl';

B noAnyHkTax "0" u "B" cioBa "TaM0OXKEHHOM JeKIapaliiy Ha JIEKapCTBEHHBIN mpenapar”
3aMEHUTH CIIOBaMH "JeKiapaliuy Ha ToBaphl'";



MYHKT 8 IOMOJHUTH MoAnyHKTaMu "x" - "M" cieayroiero couepkanusi:

") KOJ CTaryca JIEKapCTBEHHOI0 Ipenapara (OnpeneinsieMoe B CUCTEME MOHUTOPUHIA
COCTOSIHME KOJAa WMJEHTH(UKALMU WIM KOJa WACHTU(UKAUMM TPEeTUYHOU (TPaHCIOPTHOM)
YIaKOBKU JIEKAPCTBEHHOT'O IIperapara, KOTOPOE€ H3MEHSETCS B paMKax IpOLECCOB,
npenycMoTpeHHbIX [lonoxenuem);

3) KO10BO€ 0003HAaYEHHE YPOBHS MAPKUPOBKHU B COOTBETCTBUM C MOAIYHKTOM 29 yHKTa
15 Ilopsanka 3anojHEHUs AEKIapalMyd Ha TOBapbl, yTBepxkaeHHoro Pemennem Komuccun
TamoskenHoro coro3a ot 20 mas 2010 r. N 257;

1) HOMEpP PErucCTPallIOHHOIO YJOCTOBEPEHHUS JIEKAPCTBEHHOTO IIpernapara;

K) JlaTa rocy1apCTBEHHON PErucTpaluy JIEKapCTBEHHOIO IIpenapara;

J) KOJIMYECTBO €MHHUII JIEKAPCTBEHHOIO IIpenapara;

M) TOProBO€ HAMMEHOBAHHE JIEKAPCTBEHHOTO Tpernapara.”;

JIOTIOJIHUTD ITYHKTOM 9 CIIEAYIOLIETO COAEepKaHUS:

"9. M3 cucreMbl MOHUTOPHMHIAa B ILENAX MPOCIEKUBAEMOCTU  JBUIKECHMUS
CHUPTOCOJEPIKAIIMX JIEKAPCTBEHHBIX MPENapaToB MNEPeatoTCcsl B €AUHYI0 FOCYAapCTBEHHYIO
aBTOMaTU3UPOBAHHYI0 MH(OPMAIIMOHHYIO CUCTEMY yuyeTa o0bemMa IPOM3BOJCTBA U 000poTa
STWJIOBOT'O CIIUPTA, aJIKOTOJIBHOM U CIIUPTOCOAEPKAILEH IPOAYKLIUHU CIELYIOIINE CBEICHMS:

a) CBeleHHUA O cyObeKTax oOOpalleHUs JIEKapCTBEHHBIX CPEACTB, YYacTBYIOIIHUX B
000poTe CIUPTOCOEPIKALINX JIEKAPCTBEHHBIX MIPENapaToB;

0) cBeZeHHS O MMPOM3BOACTBEHHBIX IUIOMIAIKaX CyOBEKTOB 0OpaIeHus JIeKapCTBEHHBIX
CPEICTB, OCYIIECTBIISIIOUINX TPOU3BOJCTBO CIIUPTOCOAEPKALIUX JIEKAPCTBEHHBIX MPENapaToB
U 3apETUCTPUPOBAHHBIX B CHCTEME MOHUTOPUHT A,

B) CBEIEHUS O JIEKapCTBEHHBIX IIpernapaTax, 3aperucTpUpPOBaHHBIX B CHUCTEME
MOHHUTOPHHIa CyObeKTaMH 00palleHHsl IEKAPCTBEHHBIX CPE/ICTB;

I') CBEJIEHUS O BBOJIE B 00OpOT, 000pOTE M BHIBOJE M3 000pOTa CIIUPTOCOAEPIKALINX
JIEKapCTBEHHBIX IIPENapaToB.";

37) B npunoxenuu N 3 k ykazanHoMy [lososkeHuro:

IIYHKT 2 IPU3HATh YTPATUBLINM CHILY;

B OANYyHKTe K" myHKTa 4 ¥ noAmyHKTe "B" MyHKTa 5 ci0Ba "TaMOKEHHOH JeKIapaliun
Ha TOBaphl" 3aMEHUTH CJIOBaMHM "JeKiIapaluy Ha TOBaphl'";

a03a1] MepBblil MyHKTa 7 U3JI0KUTh B CIEIYIOMIEH pelaKIINU:

"7. CyObeKTbl 0OpalleHns JIeKapCTBEHHBIX CPEACTB IPU MOATBEPKICHUH CBEACHHUM 00
OTrpy3Ke WM O BBO3€E JIEKAPCTBEHHOT 0 Iipernapara B Poccuiickyro @enepanyro, Win 0 IPUEMKE
Ha (QapMaleBTUYECKU CKJaJl JIEKapCTBEHHOro Ipernapara Ha Tepputopun Poccuiickoit
@enepanuy, WIM O Tepenadye IpaBa COOCTBEHHOCTH Ha JIEKapCTBEHHBIM Ipemapar,
MTOMEILEHHBIN M0/ TAMOKEHHYIO ITPOLIEYPY TAMOXKEHHOIO CKJIaJ1a, COAEPIKALIUXCS B CUCTEME
MOHHUTOPHHTA, MPEJICTaBISIIOT B CHCTEMY MOHUTOPUHIA CIEAYIOIyl0 HH(OpMaLUi0 B
OTHOIIIEHUH KaXJ0W €IMHUIIBI JIEKAPCTBEHHOIO Mpemnapara:';

B noAnyHKTe "r" myHkTa 8 cioBa "TaMOKEHHOW JE€KJIapallid Ha TOBaphbl' 3aMEHUTh
CJIOBaMH "JeKJIapaiy Ha TOBaphl';

Koncynprantlintoc: npumedanue.
A063. 7 . 37 1. 4 Betymnaer B cuity ¢ 01.03.2024.

IYHKT 9 IpHU3HATh yTPAaTUBLINM CUILY;



B noamyHkrTe "e" myHkra 10 cioBa "TaMoxeHHas JeKiapanus' 3aMEHUTh CIIOBaMU
"mexnapainus Ha ToBaphl';

NyHKT 13 npu3HaTh yTpaTUBIIUM CUITY;

B IIyHKTE 14:

MOAMYHKT "0" M3JI0KUTH B CIICAYIOIICH PEIaKIIUU:

"0) upentudukaTop cyoneKTa 00paIeHus JEKAPCTBEHHBIX CPEICTB, OCYIIECTRISIFOIIETO
IIOBTOPHBIN BBOJ| B 000POT JIEKApCTBEHHBIX IIPENaparos;";

JIOTIOJTHUTH MOJITYHKTOM "e" CIeayIoIero coaepKaHus:

") peKBU3UTHI TIOKYMEHTA, SIBJISIOIIETOCS] OCHOBAHUEM JJIsi TOBTOPHOI'O BBOJIa B 000POT
JIEKapCTBEHHOI0 IMpemnapata (Mpu HaIW4YWU), WIK HUIACHTUPHUKATOP TOCYJapCTBEHHOTO
KOHTpPAKTa M0 roCyAapCTBEHHOMY OOOPOHHOMY 3aKa3y, MPUCBAUBAEMbIA B COOTBETCTBUU CO
crarbeii 6.1 @eaepanpHOro 3aKoHa "O ToCcy1apcTBEHHOM 00OPOHHOM 3akase'", Ha OCHOBAaHUU
KOTOPOTO paHee OCYIIECTBJICH BBIBOJ JICKAPCTBEHHOTO Ipemnapara u3 o0opoTa MO CHENKe,
CBEJICHUSI O KOTOPOM COCTaBISIOT TOCYJapCTBEHHYIO TaliHy (B cllydae IpeICTaBICHUS
CBEICHUI B COOTBETCTBUU C IMyHKTOM 44(1) Ilonoxenus).";

38) B mpunoxennu N 4 k ykazanHomy [lonoxenuto:

B ITyHKTE 1!

NOAMYHKT "n" MOMOMHUTH cloBaMH ", WIM HUIACHTUQHUKATOP TOCYIAapPCTBEHHOTO
KOHTpPAKTa M0 roCyAapCTBEHHOMY OOOPOHHOMY 3aKa3y, IPUCBAUBAEMBI B COOTBETCTBUU CO

n

crarbeit 6.1 @eaepanpHOro 3aKoHa "O rocy1apcTBEHHOM 00OPOHHOM 3akase'", Ha OCHOBAaHUU
KOTOPOTO COBEPIIAETCS CEIIKA, CBECHUS O KOTOPOU COCTaBISIOT FOCYJapCTBEHHYIO TaliHy (B
clly4ae Mpe/CTaBICHHs CBEIEHUN B cOOTBETCTBUU ¢ MyHKTOM 44(1) Ilonoxenus o cucreme
MOHHUTOPHHIa JABM)KEHUS JIEKaPCTBEHHBIX IpENapaToB Il MEIULHUHCKOIO MPUMEHEHHS,
yTBepkKJAeHHOTO noctaHoBieHueM [IpaButenbctBa Poccuiickoit denepanuu ot 14 ngexabps
2018 r. N 1556 "OOG ytBepxnenun IlomokeHHs O cHUCTeME€ MOHUTOPHMHIA JIBUKEHHUS
JIEKapCTBEHHBIX IPENApaToB ISl MEAUIIMHCKOTO IPUMEHEHUS ', B OTHOILIEHUH JIEKAPCTBEHHBIX
[pernaparoB, MOJUIEKAIIUX IOBTOPHOMY BBOJAY B TpaXAaHCKUH 00OpOT B Ciydasx,
MpeIyCMOTPEHHBIX 3aKOHOAATeNLCTBOM Poccuiickoit denepanun)";

JIOTIOJTHUTH MOAMYHKTamMu "K" 1 "n" ciaemyromero coaep>kanusi:

"K) n1eHTU(UKALMOHHBII HOMEP HaJIOrOIIaTebIINKA - OpraHU3aluy, 1eHCTBYIONIEH Ha
OCHOBaHMHM JOrOBOpa C alTeYHOM opraHuszanuel (Mpu OCYIIECTBICHUM MPOJIAKHU
JIEKapCTBEHHBIX IMPENapaToB AMCTAHIMOHHBIM CIIOCOOOM C HCIOJIb30BaHHEM HH(OPMALINU,
MIPEOCTaBIEHHON BIIaJeNIblIaMH arperaTopoB HHGopMaluu o Topapax (00 yciyrax);

J) PeKBU3UTHI pelenTa Ha JIeKapcTBEHHBIM mpemapar (aTa, HOMep U cepus (TIpu
Hanu4uun).";

B NoAnyHKkTe "e" myHKTa 2 cioBa "TaMOXXEHHOM [EKJIapallud Ha JIEKapCTBEHHBIN
npenapar" 3aMeHUTh CJIOBAMH ' JIeKIapaliii Ha TOBApHI';

JIOTIOTHUTD ITYHKTOM 5 CIIEAYIOLIETO COACpKAHUS:

"5. CyObekt oOpaieHusi JeKapCTBEHHBIX CpEACTB MPHU BBIBOJE JEKAPCTBEHHBIX
IIpenapaToB U3 000poTa MyTeM BbIBO3a JEKAPCTBEHHBIX MPENapaToB B rOCYJapCcTBa - YJIECHBI
EBpa3uiickoro 5KOHOMMUYECKOT0 COI03a MPEACTABISAET B CUCTEMY MOHUTOPHHIA CIEAYIOLIYIO
MH(OPMAIIHIO O BEIBEIEHHBIX U3 000pOTa JIEKAPCTBEHHBIX Mperaparax:

a) JlaTa COBEpILIEHUS Ollepaluy;



0) uaeHTUhUKATOP CYOBEKTa 0OpaIeHUs JICKAPCTBEHHBIX CPEJICTB, OCYIIECTRIISIFONIETO
BBIBOJ] JICKAPCTBEHHBIX IIPENApaTOB U3 000poTa;

B) KOJI HAJIOTOIUIATEIbIIMKA B CTPAHE PETUCTPALlUK M CTPaHa pEruCTpalii OpraHu3aluy,
SIBJIAIOILEHCS TIOJTy4aTeNIeM JIEKapCTBEHHBIX IIPENapaToB;

I') PEKBU3UTHl IEPBUYHOIO JOKYMEHTA, SIBJISIOIIEIOCS OCHOBAaHMEM JUIsl Iepedaudu
JIEKapCTBEHHOI'0 IIpernapara (aara 1 HoMep);

1) TUII IOTOBOPA;

€) CTOMMOCTb JIEKapCTBEHHOI'O IIpernapara (C Y4YeToM Hajora Ha J100aBJIEHHYIO
CTOMMOCTb) COIJIACHO IEPBUYHBIM JOKYMEHTAM;

) CyMMa Hajiora Ha J100aBJICHHYIO CTOMMOCTb;

3) KOJl uIeHTU(UKAIIMN WU KOJ UACHTU(PUKAIINHN TPETUYHON (TPAHCTIOPTHOI ) YITaKOBKH
JIEKapCTBEHHOTI'O IpenapaTa, B KOTOPOH HaXOJUTCs 3TOT JIEKAPCTBEHHBIN Mpenapat (B ciiydae
OTrPY3KH TPETUYHOM (TPaHCIIOPTHOM) yIIaKOBKH JIEKAPCTBEHHOTO Mpenapara HeJuKoM).";

39) ab3am mepsbiii myHkTa 1 npunokenuss N 5 k ykazanHomy [loioskeHHUIO 1mocie CiioB
"rI00aTBHBIN HICHTH(UKAIMOHHBIA HOMEP TOPTOBOM €IMHUIIBI" IOTIOJTHUTD CIIOBAaMH "' OJHH
HOMEp ITPOU3BOACTBEHHOM cepun';

40) B npunoxxenuu N 6 k ykazannomy [lonoxxenuto:

a03ar1 nepBbIif MyHKTa 2 nocie cIoB "yTBep)KICHHOI 0 nocTanoBieHueM [IpaBurenscTBa
Poccuiickoit ®enepaunu ot 14 nexadps 2018 r. N 1556 "O6 yrBepxkaenun Ilomoxenus o
CUCTEME MOHMTOPHMHIA JIBUJKEHUS JIEKAPCTBEHHBIX IpPENaparoB Uil MEIULUHCKOTO
npuMeHeHus " JomoIHUTh cioBamu "(nanee - [lonoxenue)";

B ITyHKTE 3!

B a03ame mnepBoM cjoBa "O CHCTEME MOHHUTOPHHIA JBI)KEHHS JIEKapCTBEHHBIX
IpernapaToB s  MEIUUUHCKOTO IPUMEHEHHS, YTBEP)KICHHOIO  IOCTAaHOBJIEHUEM
ITpaButenscTBa Poccuiickoit denepaunn ot 14 nexadbpst 2018 r. N 1556 "O06 yTBepxaeHun
IlonoxkeHnss O cuUcTEME MOHMTOPHMHIA JBUXKCHMS JIEKAPCTBEHHBIX IPENapaToB s
MEIULMHCKOTO IPUMEHEHU" NCKITIOUNTh;

B MoAnmyHKTe "0" cnoBa "(WIn ero naeHTU(UKAMOHHBIH HOMEP HAJOrOIUIaTeNIbIINKa B
CiTy4ae MpeCTaBICHHS CBEICHHUI B COOTBETCTBUH C a03a1ieM cebMbIM ITyHKTa 44 [lonoxxenus
O CHCTEME€ MOHHUTOPUHIA JBMKEHHUS JIEKAPCTBEHHBIX IPENapaToB s MEIULHUHCKOIO
IIPUMEHEHHUsI, YTBEPKIECHHOTO nocranoBieHneM lIpasurensctBa Poccniickonn deneparuu ot
14 nexabpst 2018 r. N 1556 "OO6 ytBepxnaenun IlojoxeHuss o cucteMe MOHMTOPHMHIA
JBUKEHMSI JIEKAPCTBEHHBIX MIPENAPATOB JUIsl MEAULIMHCKOTO IpUMEHEHU")" UCKIIIOUNTB;

JIOTIOJTHUTH MyHKTOM 4(1) cienyromero coiepxaHus:

"4(1). CyObekt oOpalleHusl JIEKApCTBEHHBIX CPEJCTB, OCYIIECTBISIOUINA ONTOBYIO
TOPIOBJIIO JIEKAPCTBEHHBIMM CpEACTBAMM IIPU IepeAade JIEKapCTBEHHBIX IIPENaparos,
OTHOCSIIIUXCS K OJHOM MPOU3BOJACTBEHHOW CEpPHUM, JPYroMy CYOBEKTy OOpalieHus
JIEKapCTBEHHBIX CPEJCTB B paMKaX TIpa’KIaHCKO-TIPAaBOBBIX OTHOIIEHWH, MpEACTaBIsSET B
CUCTEMY MOHUTOPUHIA CJIEAYIOUYI0 HMHQOpPMAlMI0 O MepeJaHHBIX JIEKAPCTBEHHBIX
mpernaparax:

a) JlaTa COBEpILIEHUS Ollepaluy;

0) unentuukaTop cyobekTa oOpameHust IEKapCTBEHHBIX CPEACTB, OCYILECTBIISIONIETO
nepeiady JIEKapCTBEHHOTO penapara;



B) HOMEp MPOM3BOACTBEHHON CepuH, TIJI00ANbHBI HACHTU(UKALUOHHBIA HOMEp
TOProBOM €AMHUIIBI OTIPYKEHHOTO JIEKAPCTBEHHOTO Mpenapara Wi KoA UAeHTH(pUKAIuu.";

B ITYHKTE 5:

a03a1] epBbIil U3JI0KUThH B CIEAYIOUIEH peaaKIuu:

"5. CyObekT oOpalieHusi JIEKapCTBEHHBIX CPEICTB, OCYIIECTBIISIONIUN KOHTPAKTHOE
(moapsiiHOE) NPOM3BOACTBO JIEKAPCTBEHHBIX IIpEMapaToB Ha Teppuropun Poccuiickoi
denepanun, Npu nepegade JEKApCTBEHHBIX IpenapaToB (FOTOBOM MPOAYKIHMHU) CYyOBEKTY
oOpallleHusi JIeKapCTBEHHBIX CPEJCTB, SBJSAIONIEMYCS 3aKa34MKOM 3TOT0 KOHTPAKTHOTO
(mozmpsiIHOTO) TPOM3BOACTBA, JHOO CYOBEKT OOpalieHus JIEKapCTBEHHBIX CPEJCTB,
SBJIAIOIIMNACA 3aKa3YMKOM KOHTPAKTHOrO (MOJAPSAHOIO) TPOU3BOACTBA, MpPH BO3BpATE
JIEKapCTBEHHBIX  MpemapaToB  CyOBeKTy  oOpalleHusi  JIEKAPCTBEHHBIX  CPEJCTB,
OCYIIECTBIISIOIEMY KOHTPAKTHOE (IIOJAPSAAHOE) MPOU3BOJCTBO JIEKAPCTBEHHBIX MPENaparos,
MPEJCTAaBIseT B CHCTEMY MOHUTOPHUHTA CIEAYIOUIYI0 HH(QOPMAIUMIO O MepeIaHHbIX
JIEKapCTBEHHBIX IpenapaTtax B OTHOLUIEHUM Ka)XJO0H TOProBOM €IMHUIIbI JEKAPCTBEHHOI'O
npenapara:";

B noAMyHKTe "0" mocie clioB "0oCyIIECTBIAIONMIEro nepenavy"” T0mOIHUTh CI0BaMHU WK
BO3Bpar'";

41) B npunoxxenuu N 7 k ykazannomy [lonoxxenuto:

MYHKT | U3JI0KUTH B CIEAYIOUIEH peJaKInu:

"1. BbIsiBIICHHE HECOOTBETCTBHUSI TPeOOBaHWI K KadecTBY B paMKax ¢eaepaibHOro
TOCyJJapCTBEHHOTO KOHTpoJisi (Haa3opa) B cdepe oOpalieHHs JEKapCTBEHHBIX CPEJCTB,
ocymiecTBiasieMoro denepaibHON cinyk00i 10 Ham3opy B cdepe 31paBOOXpaHEHUS U €€
TEpPUTOpPUATBHBIMU OpraHaMu.";

MYHKTHI 8 ¥ 9 M3JI0KHUTH B CICIYIONICH PETAKITHH:

"8. IlpencraBieHue B CHCTEMY MOHHMTOPUHIA CBEICHMH 00 OTrpy3ke (IIpoaaxe)
JIEKApCTBEHHOr'0 Mpernapata A0 IOJIY4YEHUs CHUCTEeMOW MOHUTOPUHIA CBEICHHN U3
aBTOMATHU3HpOBaHHONW HH(]OpMannoHHOW cucteMbl denepanbHO CIyKObl MO HAA30pPY B
cdepe 3ApaBOOXpaHEHHUs, IPEAYCMOTPEHHBIX MYHKTOM 6(2) mpumnoxxenus N 1 k [Tonoxenuro
O CHCTEME€ MOHUTOPUHIA JBM)KEHHUS JIEKAPCTBEHHBIX IMPEnapaToB M MEIULUHCKOTO
IIPUMEHEHHUsI, YTBEPKACHHOMY IocTaHoBiIeHUEeM [IpaBurenscTBa Poccniickoit @enepannn oT
14 nexabpst 2018 r. N 1556 "OO06 ytBepxnaenuu IlojoxeHuss o cucteMe MOHMTOPHMHIA
JBUKEHMS] JIEKAPCTBEHHBIX IMpernapaToB Ui MEIUIIMHCKOrO TMpUMeHeHus" (naiee -
[Tonoxxenue).

9. IlpencraBnenue B CHUCTEMY MOHHUTOPHHIA CBEJCHMH C HapylleHHEM TpeOOBaHMii
Ilonoxenus.";

B myHkTe 13 cioBa "o cucteMe MOHUTOPHUHTIA JBMKEHUS JIEKAPCTBEHHBIX MPENapaToB
JUIS  MEOUIMHCKOTO TPHUMEHEHHUs, YTBEpXKIECHHOTo TmocTaHoBieHueM I[IpaBurenscTBa
Poccuiickoit @enepanun ot 14 gexadps 2018 r. N 1556 "OO6 yrBepx)aenuun [lomoxxenus o
CUCTEME€ MOHMTOPHMHIa JIB)KEHUS JIEKAPCTBEHHBIX MpEenaparoB sl MEIUIUHCKOTO
NPUMEHEHUS" UCKITIOYUTD.



[Ipunoxenue

K nocra”oBjeHuto [IpaButenscTBa
Poccuiickoit ®enepanuun

ot 24 mapta 2023 r. N 468

NEPEYEHDb
YTPATUBLLUUX CUNY OTAENbHbLIX MONOXEHUA AKTOB NPABUTENIbCTBA
POCCUNCKON ®EOEPALIUN

1. [Moamyukt "6" mynkTa 9 U3MEeHEHHId, KOTOpble BHOCATCS B [lomoxkeHue o cucreme
MOHHUTOPHUHIa JABM)KEHUS JIEKAPCTBEHHBIX IPENapaToB Il MEIULMHCKOIO HPUMEHEHHS,
yTBEpKIEHHBIX TocTaHoBleHueM [IpaBurtenscrBa Poccuiickoit denepaunu ot 20 mapra 2020
r. N 311 "O BHecenun usmenenuil B llonokeHue o cucreMe MOHUTOPUHIA JBUKCHUS
JIEKApCTBEHHBIX MPENapaToB AJisi MeauImHcKoro npumenenus" (Cobpanue 3aK0OHO1aTEIbCTBA
Poccutiickoit deneparuu, 2020, N 13, cT. 1925).
Koncynsrantllntoc: npumeyanue.
I1. 2 (B wacty, kacaromieiics a63. 17 nm. "mM" m. 2 u om. "x" 1. 4) BCTynaer B CUJLy €
01.03.2024.

2. AG3zariel TpeTHil U YeTBepTHIA moAmyHKTa "K", ab3all ceMHaAUaThIid MOAIMyHKTa "M",

n.n n_n ne,n

noAnyHKT "H", moanmyHKT "m", ab3ambel TpeTWil W YEeTBEPTHIM MOANMyHKTa '"y" TMyHKTa 2,
noAnmyHKTHI "0", "x" 1 abG3a1bl JBaIIIATh BTOPOU - ABAIATH CEABMOM MOAMYHKTA "U'" MyHKTa
4 wu3MeHeHu#, KOTopble BHOCATCA B octaHoBieHue [IpaBurensctBa Poccuiickoit deneparim
ot 14 nexabps 2018 r. N 1556, yTBepk1eHHbIX TocTaHOBIeHUEM [IpaBuTenncTBa Poccuiickoit
O®enepaunn ot 21 umrons 2020 r. N 1079 "O BHeceHMHM H3MEHEHHI B INOCTAaHOBIJICHHE
IIpaButensctBa Poccuiickoit ®enepaunn ot 14 npekabps 2018 r. N 1556" (Cobpanue
3akoHonarenbcTBa Poccuiickoit denepanuu, 2020, N 30, cT. 4936).

3. Ilynkt 2 u3MeHeHU#, KoTopbie BHOCITCS B llomoskeHue o cucreMe MOHHTOPHHTA
JIBIDKEHUS JIEKAPCTBEHHBIX TMPENapaToB I MEIUIMHCKOTO NMPUMEHEHHS, YTBEPKICHHBIX
nocraHoBieHueM [IpaButenbctBa Poccuiickoit ®denepaunu ot 30 urons 2021 r. N 1069 "O
BHECCHHHM W3MeHeHu# B llookeHne 0 CUCTEME MOHUTOPHHTA JBUKEHHUS JIEKAPCTBEHHBIX
npenapatroB s MeaunuHckoro npumeHeHus" (CoOpaHue 3aKoHOIATeIhCTBA Poccuiickoit
®enepaunn, 2021, N 27, ct. 5445).



