IMMPABUTEJILCTBO POCCHUMCKON ®EJEPALIU
ITOCTAHOBJEHUWE

oT 24 mapta 2023 r. Ne 468

MOCKBA

O BHeceHUH M3MeHeHHIT B mocTaHoBJeHue IIpaBuTebcTBa
Poccuiickoii @®enepaunu ot 14 1exadpsa 2018 r. Ne 1556
Y MPU3HAHNH YTPATUBIIMMH CHJTY OTJAEJIbHBIX MOJI0KEHMI
HeKoTopbIX akTOB IIpaBurenscrBa Poccuiickoilt @eaepanun

IIpaBurenscTBO Poccuiickon Oenepaiii n0 CTaHOBJ A€ T :

l. YTBepauTe  mpunaraeMble = HM3MEHEHMs,  KOTOpPbIE  BHOCSTCSA
B mnocraHoBienue IlpaBurennbctBa Poccmiickoii ®enmepanuu ot 14 nexabps
2018 r. No 1556 "OO yrtBepxnenun IllonoxeHuss O CUCTEME MOHUTOPHHIA
JIBUKEHUS JICKAPCTBEHHBIX TNPEmapaTroB i MEIUMLUMUHCKOTO TPUMEHEHHUS"
(Cobpanue 3akoHomarenscTBa Poccuiickort @eneparm, 2018, Ne 53, cr. 8641,
2019, Ne 37, cr. 5162; 2020, Ne 2, cr. 196; Ne 10, ct. 1345; Ne 13, ct. 1925;
No 30, cr.4936; Ne 45, cr. 7131; Ne 52, cr. 8849; 2021, Ne 5, cr. 845; Ne 27,
cT. 5445;2022, Ne 7, cT. 955).

2. Ilpu3Hath yTPaTUBIIUMH CWJIYy OTJEJIbHBIE TIOJIOKEHUS AKTOB
[IpaBurenscTBa Poccuiickoin denepannn no NeEPEYHIO COrJIACHO NPUIIOKEHUIO.

3. MunuctepcTBy 37paBooxpanenusi Poccuiickoit @eaepaiii COBMECTHO
C OIEepaToOpoOM CHUCTEMbl MOHUTOPHWHTA JIBUXKEHUS JICKAPCTBEHHBIX MpenapaToB
JUISl MEAUIIMHCKOTO MPUMEHEHUS npoBecTH 110 1 ceHTsa0ps 2024 r. MOHUTOPUHT
pa3MenieHuss CyObeKTaMH OOpalleHUsl JICKAPCTBEHHBIX CPEACTB MHCTPYKIUU
0 MEIUIMHCKOMY TPUMEHEHUIO JIEKAPCTBEHHOTO TMpemnapara B CHUCTEME
MOHUTOPUHIA JBUKEHUS JICKAPCTBEHHBIX IPENapaToB Uil MEIULHUHCKOTO
MIPUMEHEHUS C IPEACTABJICHUEM COOTBETCTBYIOLIETO N0KIaaa B [IpaBuTenscTBO
Poccutickont Oenepanuu.
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4. Hactosiiee MmOCTaHOBJICHWE BCTymnaetr B cuily ¢ 1 centsOpa 2023 r.,
3a UCKJIIOUeHWEM al3ana mnaroro mnoanmyHkTa 16 um  ab3ama  ceapbmoro
noanyHkra 37  myHkra 4 W3MEHEHWH, YTBEPKACHHBIX  HACTOSIIHUM
MOCTAHOBJICHWEM, W TYHKTA 2 TEpeyHs YTPATUBIIMX CHJIYy OTIEIbHBIX
nosioxkeHnit  aktoB IlIpaBurensctBa Poccuiickoit ®enepanmu (B 4YacTw,
Kacaromerics adzara ceMHaaIaToro NoAmyHkTa "M" myHkTa 2 u nmoamyHkra "x"
nyHKTa 4 W3MEHEHWH, KOTOPbIE€ BHOCATCS B TOCTaHOBJeHWE [lpaBuTenbcTBa
Poccuiickoit ®enepaumu ot 14 nmexabps 2018 r. Ne 1556, yTBepKaeHHBIX
noctanoBjeHueM [IpasutensctBa Poccuiickoit @enepanuu ot 21 uromnsa 2020 r.
No 1079 "O BHeceHMM UW3MEHEHHHM B MOCTaHOBIeHHE IIpaBuTenbcTBa
Poccuiickoii ®enepammmm ot 14  gexabps 2018 r. No 1556") cormacHO
MPWIOKEHUIO K HACTOAIIEMY IOCTAHOBJICHUIO, KOTOpPbIE BCTYMAIOT B CHILY
c 1 mapta 2024 r.

IIpencenarens [IpaBuTenscTBa IOKYMEHT MOANMCAH
SJIEKTPOHHOM NOoANMUCHIO

(V) ()
Poccutickoit ®enepanuun CBE/IEHVIA O CEPTHOUKATE 911 M.MunryctuH
Homep: 2AC3A7929D5CD76161FDEIF76EB1780E
Mocraewmk: KasHauelicteo Poccumn
MpasuTenbcTso Poccuiickoit Gepepaunn
[leiicteutenen ¢ 07.03.2023 no 30.05.2024




YTBEPXJIEHDBI

noctaHoyieHneM [ IpaButenbcTBa
Poccuiickoii @enepanun
ot 24 mapta 2023 r. Ne 468

M3MEHEHMU 4,

KOTOpbIe BHOCATCH B moctaHoBJieHUue IIpaBuresncTrBa
Poccuiickoii ®enepaunu ot 14 nexadpsa 2018 r. Ne 1556

o 1 )
1. AGzar BTOpoi myHkTa 1 mocie cjaoB "CBsizaHHOW € OOpalieHHeM
JIEKapCTBEHHBIX TIpemapaToB” JOMOJHUTH CJIOBAaMH "UII MEIUITMHCKOTO
NPUMEHEHU (J1ajiee - IEKApCTBEHHbIE TIpemapars)”.

"

2. B ab3ame BrOopoMm myHkTa 1° cioBa ", He mo3aHee 30 KalCHIAPHBIX
JTHEH CO THS CBOEH pEruCTpalvii B CUCTEME MOHUTOPUHTA" MCKITIOUHNTD.

3. B mynkre 1°;

1) B aG3aue BTOpOoM cioBa "45 kanmeHIapHBIX THEH" 3aMEHUTH CJIIOBAMH
"30 xaneHgapHbIX JHEU'";

2) B ab3ane TpeTheM cioBa "45 KaJeHIapHBIX THEH" 3aMEHHUTH CJIOBAMHU
"30 kajeHgapHBIX THEH" .

4. B TlomoxeHUH O CHCTEME MOHHUTOPHWHIA JBYKEHUS JIEKApPCTBEHHBIX

npemnaparoB i MCAUIMHCKOIO IIPHUMCHCHHUSA, YTBCPIXKIACHHOM YKa3aHHBIM

IIOCTAHOBJICHUEM:

1) B myHkTe 2:

ab3anbl  JEBATHAAUATHIA M JBAAUATHIA M3J0XKUTh B  CIEAYIOIICH
pelaKnuun:

" IeKapCTBEHHBIE npenaparsl, MapKUPOBAHHBIE CpeacTBaMHU
uaeHTUUKAMUU'' -  JIGKQPCTBEHHBIE  TpEmaparbl, Ha  BTOPUYHYIO

(MOTPeOUTETHCKYIO) YITAKOBKY KOTOPHIX (@ MPHU €€ OTCYTCTBUU - HA MIEPBUYHYIO
YIAKOBKY JIEKAPCTBEHHOTO TperapaTa) HAHECEHBI CPEACTBA HWACHTU(DHKAIIAN
c coOmoaeHneM TpeboBaHui Hacrtosmero [losioxkeHUss ©W  JOCTOBEPHBIE
CBEJICHUS O KOTOPHIX (B TOM YHCJIC CBEICHUSA O HAHECEHHBIX HA HUX CPEICTBAX
unaeHTUUKAIUA U (WIM) MaTePUATHHBIX HOCUTEIISAX (STUKETKAX), COAEPIKAIINX
cpelcTBa UuAeHTU(DUKAIINN) COAEPIKATCS B CHCTEME MOHUTOPHHTA,



"MapKMpOBKAa YIMAKOBOK JIEKAPCTBEHHBIX TMPENapaToB CPEACTBAMU
uAeHTU(UKAINKA'' - HAHECEHWE CPEICTB HACHTU(UKALMH, TPEeoOpa3OBaHHBIX
U3 COOTBETCTBYIOIIMX KOJAOB MApPKUPOBKH, HA BTOPUYHYIO (MOTPEOUTETHCKYIO)
YIaKOBKY JIEKQPCTBEHHOTO Tpernapara (a mpu €€ OTCYTCTBUM - Ha NEPBUYHYIO
YIAKOBKY JIEKAPCTBEHHOTO TMpernapara) WM HAHECEHHWE MaTepUaIbHBIX
HOCHUTENEH (3THKETOK), coieprKaIux cpeacTBa UIeHTU(DUKALIVH,
npeoOpa3oBaHHBIE W3 COOTBETCTBYIOIIMX KOJIOB MApKHUPOBKH, HA BTOPUYHYIO
(MOTPeOUTENTBCKYI0) YMAKOBKY JIGKAPCTBEHHOTO Tmpemapara (a mpu  ee
OTCYTCTBUU - HAa TIEPBUYHYIO YITAKOBKY JICKAPCTBEHHOTO Npermapara);";

a03ar] TpUIATh BTOPOU M3JIOKHUTH B CIICTYIOIIEH PeTaKITNu:

"SMUTEHT CPEICTB WIASHTU(UKAIMHU" - TPOU3BOAUTEINH JICKAPCTBEHHBIX
CPEIICTB, OCYIIECTBIISIONUN MPONU3BOJICTBEHHYIO CTaANi0 (hacOBKU (YITAKOBKH)
JICKApCTBEHHOTO TIpemapara ©W MapKUPOBKY YIAKOBOK JIEKAPCTBEHHOTO
mpemnapara CpecTBaMyu WACHTU(UKAIINKN, - IPA TIPOU3BOJICTBE JIEKAPCTBEHHOTO
npenapara Ha Tepputopun Poccuiickoin @enepanuu, WIM JIepiKaTEb
100 BIAJENe] PETUCTPAITMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara
(mamee - PETUCTPAllMOHHOE  YAOCTOBEPEHWE) - TP  TPOU3BOJICTBE
JIEKapCTBEHHOTO Tmpemnapata BHeE Tepputopuu Poccuiickoit ®eneparmm,
WM MIPEJICTAaBUTEILCTBO ~ WHOCTPAHHOW  OpPraHM3allid  HA  TEPPUTOPUU
Poccuiickoii ®@enepanuu, SABIAOLIEHCA AepkaTeneM JMOO  BIaAEiIbLEM
PETUCTPAIIMOHHOTO YAOCTOBEPEHUS, - MPU MPOU3BOACTBE JIEKAPCTBEHHOTO
npenapara BHe Teppuropun Poccuiickoit ®eneparmm.”;

2) MyHKT 3 U3JIOKUTH B CJEIYIOMIEH pelaKIInu:

"3.Ilpu MapKUpPOBKE YIAKOBOK JICKQPCTBEHHBIX IIpemapaToB CPEIACTBO
UACHTU(UKAIINK JTIOJDKHO COOTBETCTBOBATH CIACAYIOIIMM XapaKTEPUCTHKAM:

a) IBYXMEPHBI IITPUXOBOW KOJ HAHOCUTCA TOUYCYHBIMH CHMBOJIAMH
B COOTBETCTBHMU C TpeOOBAaHWAMH HAIIMOHAJIBLHOTO CcTaHmapTa Poccuiickoi
Oeneparmn TOCT P HMCO/MDBK  16022-2008  "ABTomarnueckas
uneatTuukanusa. KommpoBanme mrpuxoBoe. Cnenudukanys CHUMBOIMKA
Data Matrix", yrtBepkmeHHoro mnpukazom dDeneparbHOr0O  areHTCTBA
10 TEXHUYECKOMY PETyJupoBaHuI0 W MeTposjornu oT 18 mexabps 2008 r.
Ne 509-cT u BBenennoro B aeiicteue ¢ 1 suBaps 2010 r. (nanee - HalMOHATBHBIA
crannapt Poccuiickoii @eneparun ['OCT P MCO/M3K 16022-2008);

0) IBYXMEpHBII MTPUXOBOW KOJ HAHOCHUTCS C YPOBHEM Kjlacca KauyecTBa
C wimm BbIIE B COOTBETCTBHHM C TPEOOBAaHWSAMH HAIMOHAJIILHOTO CTaHIApTa
Poccuiickoii ®enepanuu ['OCT P UCO/MOBK 15415-2012 "NndopmanmoHHbie
TEXHOJIOTUU. TEeXHOJIOTHH aBTOMATHYECKOW MACHTH(UKAINKA U cOOpa aHHBIX.
Crnenndukanys UCIBITAHUNA CUMBOJIOB IITPUXOBOTO KOJA /ISl OIIEHKU KAa4eCTBa



neyatu. JIBymMepHbIE CHUMBOJIBI', YTBEPKIAECHHOTrO mpukazoM DenepanbHOro
areHTCTBA MO TEXHUYECKOMY PEryJUPOBAHHUIO U MeTposioruu OT 18 ceHrsa0dps
2012 r. Ne 357-cT u BBeaeHHOro B aeicteue ¢ 1 mronsa 2013 r;

B) JBYXMEPHBI LITPUXOBOM KOZ, HAHOCUTCA I1eYaThIO
C ucrnoib3oBaHueM Metona koppekiuu omubok ECC-200 B cooTBEeTCTBUU
c TpeOOBaHWSIMH HAIMOHAJIBHOTO cTaHmapra Poccuiickoit ®denepamnuu
I'OCT P UCO/MDBK 16022-2008;

r) cpeacTBo maeHTH(uKanum QopmMupyercs B BHAEC JABYXMEPHOTO
mMTpUXoBOro koma B  ¢opmare Data Matrix B COOTBETCTBUH
c TpeOOBaHWSIMHU HAIMOHAJIBHOTO cTaHgapra Poccuiickoit ®denepanuu
I'OCT P UCO/MDBK 16022-2008;

1) TPy MPeoOpa30BaHNM KOJIa MAPKUPOBKH B CPEACTBO WIACHTHU(DUKAIINH
NOJKHA mpuMeHsaTbea Bepcuss cumBojiuku ECC-200 ¢ ucnonb3oBaHueM
ynpasjstoniero 31aka FNCI1 kak mpu3Haka COOTBETCTBHUS JTAHHBIX TUIIOBOMY
dopmary wunentudukatopo mnpumenenus (Al) GSI B cooTBeTcTBUHM
c nynktamu 5.2.4.6 u 11.1 HanmonaneHOro cranaapra Poccutickoit denepanyun
I'OCT P UCO/M3BK 16022-2008.";

3) a03ar mepBbIii MyHKTA 4 U3JI0KUTH B CIEIYIONIEH PeIaKIIIN:

"4 CpeneHus1, coaepikamuecs B CPEACTBE WISHTU(UKAIIUU, HAHOCSATCS
MIPOU3BOJIUTENIEM B BHJAE ABYXMEPHOIO IITPUXOBOTO KOJA METOJAMH I€YaTu
HA BTOPUYHYIO (MOTPEOUTENbCKYI0) VYIAKOBKY JIEKApPCTBEHHOIO TIpemnapara
(B ciyyae €€ OTCYTCTBHSI - Ha TMEpPBUYHYIO YIAKOBKY JIEKAPCTBEHHOTO
mpernapara) WM [eYaTd Ha  MaTepUaIbHBIA  HOCUTENb  (I3THKETKY),
HE JIONYCKAIOMUMH  OTHACJEHUS CpeacTtBa WACHTU(UKAIUK ©  (VIIH)
MaTepHalbHBIX  HOCHUTEJEH,  COJAepKalux  CPeAcTBa  HMACHTH(HKAIIAH,
OT YIaKOBKH JICKAPCTBEHHOT O TIperapara 0e3 MoBPeKIASHHM. "

4) ab3ar] BTOpPO#t MyHKTA 5 U3JI0KUTH B CIICIYIOMIEH peIaKIIim:

"mpuszHak cuMBoyikd (GS1 Data Matrix, umeronuii kox 232 B Tabiuiie
cumBojioB ASCII;";

5) myHKT 9' M30XUTH B CIIEAYIOIIEN PEeAaKIINMN:

"' DmureHT cpeactB WaeHTUDHMKALMH IOCTE TONYYeHHS KOJa
MapKAPOBKHA O0ECreYnBaeT ero mpeoOpa3oBaHrue B CPEACTBO MIASCHTHU(UKAIINH,
MapKUPOBKY YIAKOBKH JIEKAPCTBEHHOTO npemnapara CpeACTBAMU
UACHTU(UKANKA U TIepeJacT B CUCTEMY MOHUTOPWHTA CBEICHUS O HAHECEHUU
cpencTtBa WASHTU(UKAIMU B COOTBETCTBMHM ¢ a03aleM TMepBbIM MyHKTa 35
i nyHKToM 36 Hactosmero [lonoxeHusa He MO3[HEE HACTYIUIEHHS OJIHOTO
13 CIIEIYIOMMNX COOBITHM:



BBOA B OOOpPOT JIEKAPCTBEHHOTO Mpemnapara, MAapKUPOBAHHOTO
cpelncTBaMH UIASHTU(UKAIIMK, TTPU MPOU3BOJICTBE JIGKAPCTBEHHBIX MPENApaToOB
Ha Tepputopun Poccuiickoii @enepanuu,

NOCTaBKa JIEKAPCTBEHHOIO Ipenapara B MECTO NMPUOBITUSA HA TEPPUTOPUU
Poccuiickoii @enepaunu U mnojaya JEKIAPALMM HAa TOBAphl B COOTBETCTBHUHU
C TaMOXX€HHOW TPOLEIypOol BHIMyCKA JMJIsI BHYTPEHHErO TMOTPEOJICHUS
WM Tiofavya JeKjlapallid Ha TOBAaphl B COOTBETCTBUM C TaMOXXEHHOU
MpOILIEAYPOl  BBIMyCKA [UII BHYTPEHHEro MOTPeOJIEHUS JIEKApPCTBEHHOTO
mpenapara, MapKUPOBAHHOTO HAa TAMOXKEHHOM CKJaJ€ B COOTBETCTBUU
c abzamem BTOpbIM MyHKTa 4 Hactosmero I[lojoxeHus, mpu MPOU3BOJACTBE
JIEKAQpPCTBEHHBIX TMpenaparoB BHe Tepputopun Poccuiickoit ®Denepanuu
(32 MCKIIIOUEHHWEM JICKapCTBEHHBIX MPENapaToB, BBO3UMBIX M3 TOCYIAPCTB -
WIeHOB EBpasuiickoro 3KOHOMHUYECKOTO COI03a);

BB03 B Poccuiickyro ®enepanmro Ha ¢apMaleBTHUSCKHA CKIIAJ
JIEKAapCTBEHHOTO TIpermapara, MapKHPOBAHHOTO CPEACTBAMHU HACHTH(UKAIINH,
MIpU MPOU3BOJICTBE JIEKAPCTBEHHBIX MpemnapaToB BHE TeppuTopuu Poccuiickoi
denepaiii - B OTHOIICHWHM JIGKAPCTBEHHBIX IMPENAPATOB, BBO3HMBIX
U3 rOCyAapcCTB - 4eHOB EBpa3uiickoro 5KOHOMHUUYECKOTO COH03a.

Omnara yciayru 1O MPEIOCTaBICHHIO KOJAA MAPKUPOBKUA ONEPATOPy
CUCTEMBl MOHUTOPHMHIA, NPEeAYyCMOTPEHHAs MOocTaHOBJIeHWEM IIpaBurtenbcTBa
Poccuiickoit ®enepaunn ot 8 mas 2019 r. Ne 577 "OO0 yrBep:xkaeHun pasmepa
IJIaThl 32 OKAa3aHWe YCIAyr 1O MPEJOCTABJICHUIO KOJOB MApPKHUPOBKH,
HEOOXOMMMBIX Ui (DOPMUPOBAHUS CPEICTB HISHTH(UKAIUK U 00eCTeUCHUs
MOHUTOPUHTA JBIKEHUA TOBApOB, MOMIJEKAIIMX OOA3aTEIbHOW MapKHUPOBKE
cpelncTBaMK UACHTH(UKAIIMK, a TAK)KE O MOPSAIAKE €€ B3UMAHMA'", TIPOU3BOIUTCS
AMUTEHTOM CpPEJICTB WACHTHU(MKAINUKA J0 JTaThl TMOJYyYECHHs] KOJAA MapKUPOBKH
i B TeueHre 350 kajgeHIapHBIX JHEHW ¢ JaThl MOJYyUYEHUS KOJAa MAapKUPOBKH,
HO HE MO3/IHEE HACTYILJICHUSI OJTHOTO U3 CJICAYIOIMIMNX COOBITHI:

BBOJA B OOOpPOT JIEKAPCTBEHHOTO Mpemnapara, MAapKHPOBAHHOIO
cpelncTBaMy WIASHTU(UKAIIMK, TIPU MMPOU3BOJICTBE JICKAPCTBEHHBIX TPEMAapaToB
Ha Tepputopun Poccuiickoit ®enepanuu;

JIOCTaBKa JIEKAPCTBEHHOIO TMpernapara B MECTO MPUOBITUA HA TEPPUTOPUHU
Poccuiickoit ®@enepanmyu U nojaavya AEKJIapaldd Ha TOBAPbl B COOTBETCTBUH
C TaMOKEHHOW MpOLEIypoill BbIMyCKA MJisI BHYTPEHHErO MOTPEOJICHUs
WIM TOoJaud JAEKjIapallid Ha TOBapbl B COOTBETCTBHUM C TaMOXXEHHOMU
MpOLIEAYPOl  BBIMyCKA [UIi BHYTPEHHErOo NOTPEOJIEHUS JIEKAPCTBEHHOTO
npenapara, MapKUPOBAHHOTO HAa TaMOXKEHHOM CKJIAA€ B COOTBETCTBUU



c abzameM BTOpbIM myHKTa 4 HacTtosmero llomoxeHus, mpu MPOU3BOIACTBE
JIEKapCTBEHHBIX TpemaparoB BHE Tepputopun Poccuiickoit ®Denepanuu
(32 MCKIIFOUEHHEM JIEKaPCTBEHHBIX MPENapaToB, BBO3UMBIX M3 TOCYJIApPCTB -
ywieHOB EBpazuiickoro 3kOHOMHUYECKOTO CO03a);

BBO3 B Poccumiickyto ®enepammio Ha ¢dapManeBTUYSCKUN CKJIaa
JICKApCTBEHHOTO TIperapara, MapKHPOBAHHOTO CPEACTBAMHU HACHTH(UKAIINAH,
IIPY TIPOM3BOJICTBE JICKAPCTBEHHBIX NpPEMapaToB BHE TeppuTopun Poccuiickoi
Gdeneparun - B OTHOIICHWH JICKAPCTBEHHBIX IMPEMApaToB, BBO3WMBIX
W3 TOCYJIapCTB - WIeHOB EBpasuiickoro sSKOHOMHYECKOTO COI03a.

OnepaTop CHCTEMBl MOHHWTOPHWHIA PETUCTPUPYET (BHOCHUT) B CHCTEME
(cuctemy)  MOHWUTOpWHTa  WH(GOPMANMIO O  MapKUPOBKE  YITAKOBOK
JICKApCTBEHHOTO  TpernapaTa CpeacTBaMu  WASHTHU(UKAINKM, YKa3aHHYIO
OMUTEHTOM CPEJCTB HJICHTH(PHUKAIMKA B CBEACHUSAX O HAHECCHHWH CPEICTBA
UACHTU(DUKAIMN, TTOCJIE TIOYYCHUS OIJIaThl YCIYTH TI0 TPEIOCTABICHUIO KOJa
MapKUPOBKH, npeoOpa3oBaHHOTO B COOTBETCTBYIOIIEE CPEICTBO
uaeHTA(DUKAITIH.

Pemenne o BeiOGOpe crocoba OmiaTel YCIyTd MO MPEIOCTABICHUIO KOAa
MapKAPOBKU MPUHUMAETCS SMUTEHTOM CPEICTB UACHTU(UKAIINHN.

B cinydae ecnu omata yciayrd mo MPEAOCTaBICHUIO KOJAA MApKHUPOBKHU
OCYIIECTBJISIETCSI SMUTEHTOM CPEJCTB UIACHTU(UKAIMN A0 MPEACTABICHUS UM
B CUCTEMY MOHHMTOPHHIA CBEJCHHMI O HAHECEHWW CPEACTBA HICHTU(UKAIUH,
npeoOpa30BaHHOTO M3 COOTBETCTBYIOUIETO KOJA MApPKUPOBKH, Takas yCiyra
MPU3HACTCSA OKA3aHHOW OMEepaToOpoM CHUCTEMbl MOHUTOPMHTA B MOMEHT
MOJIyYCHHUS OMHTCHTOM CPEACTB HMACHTH(UKAIIMA  OIUTAUYEHHBIX  KOJIOB
MapKAPOBKH.

B ciyuae ecnm omnata yciayrd mo MPEeAOCTaBICHUIO KOJA MApKHUPOBKHU
OCYIIECTBIICTCS SMUTEHTOM CPEICTB WACHTU(DHMKAIMKA TIOCTE MPEACTaBICHUS
UM B CUCTEMY MOHHTOPHHTA CBEJICHHUI O HAHECEHUH CPEICTBA MACHTH(UKAIIAH,
peoOpa3oBaHHOTO W3 COOTBETCTBYIOIIETO KOJA MApKUPOBKU, TakKas YCiayra
MPU3HAETCA OKA3aHHOW OMEpPaTOpoOM CHUCTEMBl MOHHTOPHMHTA B MOMEHT
peructpanuu (BHECEHHUS) OMEPATOPOM CHUCTEMbl MOHUTOPWHTA B CHCTEME
(cucteMy) MOHHMTOPWHTA WH(OpPMANUHU, CoOAEp)KamEncs B  CBEICHUAX
0 HAHECEHUH cpeacTsa UIEHTU(UKAITIH, npeoOpa30BaHHOTO
U3 COOTBETCTBYIOIIETO KOJA MAPKUPOBKH.

B cnysae ecnmm B COOTBETCTBMM C TOCTaHOBJieHHEeM [lpaBuTenbcTBa
Poccutickoit ®enepanuu ot 8 mag 2019 r. Ne 577 "O6 yTBepkaeHUU pa3Mmepa
IaThl 32 OKa3aHWE YCAYr MO TMPEJOCTABIICHUIO KOJOB MAaPKUPOBKH,
HEOOXOMUMBIX 11 (JOPMUPOBAHUSA CPEICTB UACHTHU(UKAIMK U oOecreueHus



MOHUTOPHUHIA JIBMKEHUS TOBAPOB, MOMJIEKAIIUX OO0A3aTEIbHOW MApPKUPOBKE
CpelncTBaMHM HJICHTU(UKAIIMK, a TaKXKE O TMOpSAKe €€ B3uMaHusA" yciayra
0 IPEJOCTABJICHUIO KOJAa MAPKUPOBKHU HE MOMJICIKUT OILIATE, SMUTEHT CPEACTB
uACHTU(UKAMKA TIOCIAE TOJNYyYeHUs KOoJa MAapPKUPOBKH  OOecrednBacTt
MapKUPOBKY YITAKOBKH JIEKAPCTBEHHOTO Tpernapara CpeACTBOM UIACHTH(DHKAIIH
u B TeueHue 350 kalieHDApHBIX JHEW MepedaeT B CUCTEMY MOHMTOPHUHIA
CBEJICHUSI O HAHECEHUHW CPEACTBA MACHTHU(HMKAIIMA B COOTBETCTBUH C ab3arem
nepBbIM MyHKTa 35 wiu myHKToM 36 Hactosmiero [lomoxkeHus, HO HE MO3AHEE
HACTYIUIEHUS OJHOTO U3 CJICIYIOIINUX COOBITHIA:

BBOJI B 000POT JIEKAPCTBEHHOTO TMpernapara, MAapKUPOBAHHOTO CPEACTBOM
UACHTU(UKAMK,  TpW  TPOM3BOACTBE  JICKAPCTBEHHBIX  MPEMapaToB
Ha Tepputopun Poccuiickoit ®enepanuu;

JIOCTaBKa JIEKAPCTBEHHOIO TMpernapara B MECTO MPUOBITUA HA TEPPUTOPUU
Poccuiickoit ®@enepanmy v mojavya ACKIapaldd Ha TOBAPBl B COOTBETCTBUHU
C TaMOXKEHHOW MpOLEIypoil BbIMyCKA MJisi BHYTPEHHErO MOTPEOJICHUs
WIM Tofaya JeKJlapalid Ha TOBAapbl B COOTBETCTBUM C TaMOXKEHHOU
MpOLIEAYPOl  BBIMyCKA [UIi BHYTPEHHEro NOTPEOJICHUS JIEKAPCTBEHHOTO
npenapara, MapKUPOBAHHOTO Ha TAMOKEHHOM CKJIAA€ B COOTBETCTBUU
c abzameM BTOpbIM myHKTa 4 Hactosmero I[lomoxeHus, mpu MPOU3BOACTBE
JIEKAQpCTBEHHBIX TMpenaparoB BHe Tepputopun Poccuiickoit ®Denepanuu
(32 MCKJIFOUEHHEM JIEKaPCTBEHHBIX MPENapaToB, BBO3UMBIX M3 TOCYJIApPCTB -
ywieHOB EBpa3uiickoro 3kOHOMHUYECKOTO CO03a);

BBO3 B Poccumiickyto ®enepammio Ha ¢dapManeBTUUSCKUN CKJIaa
JICKapCTBEHHOTO TIperapara, MapKHPOBAHHOTO CPEACTBAMHU HACHTH(UKALIAH,
MIPU TIPOU3BOJICTBE JIEKAPCTBEHHBIX MpemnapaToB BHE TeppuTopuu Poccuiickoi
denepanii - B OTHOIICHUHM JIEKAPCTBEHHBIX IMPENapaToB, BBO3UMBIX
13 TOCYIapCTB - WIEHOB EBpa3uiickoro ’KOHOMHUYECKOTO cOor03a.";

6) moamyHKT "r" myHKTa 9° TOCIE 0B "HPeoOpasOBAHHBIX B CPEACTBA
uaeHTu(GuKanuu"  JONMOJHHUTH  CIIOBAaMHM  "IIPH  MapKUPOBKE  YIAKOBOK
JICKApCTBEHHBIX MPEMapaToB CpeICTBaMU UASHTH(UKAIIN"

7) B mynkTe 18:

B MOAMYHKTE "a" ¢JI0BO "€IUHBIN" UCKITIOUHUTH,

JNOTOJIHUTH MOANMYHKTaMu "K' 1 """ cleayroero coaepxaHus:

"k) wuHpOpPMAIMOHHBIE CHCTEMbI, BXOMIIMME B WHPPACTPYKTYDPY,
00€eCcTeunBaIOIIYIO UH(POPMAITMOHHO-TEXHOJIOTHUECKOE  B3aUMOJCHCTBUE
WH(OOPMAIIMOHHBIX CUCTEM, U CIIOIb3YEMBIX TUTst MPEAOCTABJICHUS
rOCYJJapCTBEHHBIX M MYHHUILMOAIBHBIX YCIYI U UCIOJIHEHUS TOCYJapCTBEHHBIX
¥ MYHUIUTATBHBIX (PYHKIIUN B AJIEKTPOHHOH (hopme;



J) eauHas TOCyJapCTBEHHAs AaBTOMATU3MPOBAHHAS WH(OpMarmoHHas
cuctemMa ydera oObeMa TMpPOU3BOACTBA U 000pOTa STWIOBOTO CIHPTA,
AJIKOTOJIBHOM Y CIMPTOCOACPKAIIEH MPOAYKIMH. "

8) B ab3are BTopoM myHKTa 23 cioBa ", U JOKyMEHTOB, IIPEACTABIAEMbBIX
B denepanibHyI0 CiTy>k0y 10 Ham30py B cepe 3apaBOOXpaHEHUA" HCKITIOUNTH;

9) ab63ar mecroit myHkra 24 mpu3HaTh YTPATUBIIUM CHITY,

10) B myHkTe 25:

B a03ame TepBOM CjoBa "M HE MMEIOIIME MPEICTaBUTEILCTB
Ha Tepputopun Poccuiickoii ®enepanun’ UCKIIOUUTS;

a03ar] cebMO MPU3HATH YTPATUBIIIMM CHITY

11) myskTHI 26 ¥ 27 U370KUATH B CIEAYIONMICH PEIAKIIAH:

"26. OOpaboTka W TpoBepKa CBEACHHUI, MPEACTABIISIEMBIX B CHCTEMY
MOHHUTOPHWHTA JJIA PETUCTPAAN, a TAKKE perucTparus (0TKa3 B PErUCTPaIim)
cyObekTa oOOpalieHus JIeKapCTBEHHBIX CPEICTB B CHUCTEME MOHHTOPHWHTA
MPOU3BOJUTCS B ABTOMATHYECKOM PEXKHME, B TOM UHCIE IOCPEACTBOM
B3aMMOJICHCTBHSI C MHBIMU TOCYAapCTBEHHBIMUA HH(POPMAITMOHHBIMY CHCTEMAMU
C WCMOJIb30BAaHUEM €JAWHOW CHCTEMBl MEKBEIOMCTBEHHOTO JJIEKTPOHHOTO
B3aMMOJICUCTBHS (32 HCKIIIOYEHHEM CyOBEeKTOB OOpaIeHus JIeKapCTBEHHBIX
CPEIICTB, YKAa3aHHBIX B a03al1ax TPEThEM - IIATOM HACTOSAIIETO MyHKTA).

®denepanpHas ciayxba 1O Hag3opy B cdepe 3apaBOOXpaHEHUS
MOCPEICTBOM (PYHKIIMOHAJIa CUCTEMbI MOHUTOPUHTA PACCMATPUBAET CBEICHUS,
MPEACTaB/IAEMbIE B CHCTEMY MOHUTOPUHTA [Ji PETUCTPAlMU, a TaKKe
MPUHUMAET pElIeHrue O perucTpanuu (00 0TKa3e B PErMCTPAIMH) CIIETYIOIINUX
cyOBEeKTOB 0OpaIleHus JISKAPCTBEHHBIX CPEICTB:

OpraHW3aliy, TNPU3HABAEMbIE HAJOTOBBIMHM pe3uaeHTaMu Poccuiickoit
denepanuu, 1 WHIUBUIyAIbHBIC MPEANPUHAMATENA, HE WMCIOIINE JINIICH3UU
Ha TIPOM3BOJICTBO JICKAPCTBEHHBIX CPEJCTB, JIMIICH3WU Ha (hapMareBTHUCCKYIO
JEATENBHOCTh (BKJIIOYAs OMTOBYIO M PO3HUYHYIO TOPTOBJIIO JIEKAPCTBEHHBIMU
CPEIICTBAMM ), TUTICH3UH Ha JAEATEIHHOCTH MO 000POTY HAPKOTHUECKUX CPEIICTB,
MICUXOTPOMHBIX  BEMIECTB W WX  TPEKYPCOPOB,  KYJIbTUBUPOBAHHUIO
HApPKOCOJIEP)KAIMUX PACTCHHM, JUIEH3MA HA MEIUIUHCKYIO JESITEIbHOCTh
W SABJSIIONIMECS  JIepKaTeliAMH WM BJIAJCNbIIAMH  PETUCTPAIMIOHHOTO
YIOCTOBEPEHHUS  JICKAPCTBEHHOTO  Tpermapara, MPOU3BOJICTBO  KOTOPOTO
OCYIIECTBIISIETCS 3a Tipeaeniamu Tepputopun Poccuiickoit denepammm;

MPEACTaBUTEIbCTBA MHOCTPAHHBIX OPTAHMW3AIM HA  TEPPUTOPHH
Poccuiickoii ®enepamuu, SBASIOMUXCS ACpXKaTESIMUA WM BJIQJCTbIIAMU
PETHCTPAIMOHHOTO YJOCTOBEPEHUS JIEKAPCTBEHHOTO TMpemnapara, Mpou3BOACTBO
KOTOPOTO OCYIIECTBJISIETCS 3a mpeaenamMu Tepputopun Poccuiickoit @enepannn,



HE UMEIOIINE JIMIIEH3UU Ha MPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB, JULECH3UU
Ha (apMalEeBTUUYECKYIO JEATEIBHOCTh (BKJIOUAs OMNTOBYID M PO3HUYHYIO
TOPTOBJIIO  JICKADCTBEHHBIMH ~ CPEACTBAMU), JIMIEH3WMM HA JEATEIbHOCTD
o 00OpOTY HApPKOTUYECKHX CPEACTB, IICUXOTPOIHBIX BEIIECTB U HX
MIPEKYpPCOPOB, KYJIbTUBUPOBAHUIO HAPKOCOAEPKAIIUX PACTECHUH, JIMIICH3UU
Ha MEJIUIMHCKYIO JESITEIbHOCTH,

WHOCTPaHHBIE OpraHu3aIuu, SABJISTFOIIIAECS Jep KaTeIsIMU
WM  BJIAICTIbIIAMU  PETUCTPAIMOHHOTO  YJIOCTOBEPEHUS  JIEKAPCTBEHHOIO
mpenaparta, MNPOUW3BOJCTBO  KOTOPOTO  OCYIIECTBJISIETCS 3a  Mpeaenamu
tepputopun  Poccuiickoit ®Denepaiuu, HE MPU3HABAEMbIE HAJIOTOBBIMU
pesunentamu Poccutickoi Oenepanuu.

Peructpammmss  (oTkaz B peructpammu) CyOBEKTOB  oOparieHus
JIEKQPCTBEHHBIX CPEJCTB B CUCTEME MOHUTOPUHIA OCYIIECTBJIACTCS B TCUCHUE
5 pabouux gHEW C [darel TOPEACTaBJieHHS  CyObeKTamMu  OOpalleHus
JIEKQPCTBEHHBIX CPEJICTB CBEJICHUI B CUCTEMY MOHUTOPHUHTA.

27. OCHOBaHUAMM [Ji1 OTKa3a B PErucTpaluu CyOBEKTOB OOpallieHus
JIEKQPCTBEHHBIX CPEJICTB B CUCTEME MOHUTOPUHIA ABJISIOTCS:

a)B OTHOLIEHUM  TPOU3BOJUTENICH  JICKAPCTBEHHBIX  CPENCTB
Ha TEPPUTOPUHA Poccuiickoi Oenepanuu, OCYILECTBJIAIOIINAX
MIPOM3BOJACTBEHHBIE CTAaauu (HacOBKH (YIMAKOBKH) JIEKAPCTBEHHBIX MPEMApaTOB
BO BTOPUYHYIO (TOTPEOMTENBCKYIO) YIAKOBKY W (WJIM) TPETUYHYIO
(TpaHCMIOPTHYIO) YMAKOBKY (a MpHU €€ OTCYTCTBMM - B MEPBUUYHYIO YIAKOBKY)
JIEKapCTBEHHBIX MPENapaToB:

HECOOTBETCTBHUE JTAHHBIX BJIAJIE/bIIA KBATH(PUIIMPOBAHHOTO cepTu(dukara
KJIIOYa TMPOBEPKU JJICKTPOHHOW TMOANKMCH (majiee - KBaaM(UIIMPOBAHHBIN
ceptuukar) MAHHBIM PYKOBOAWTENSA OpPraHW3alMHA, OTCYTCTBUE CBEICHUMU
0 KBaTU(PUIIMPOBAHHOM CePTH(UKATE, BBIIAHHOM PYKOBOJIUTEIIO OPTaHU3AINH,
a Tak)ke HEIEHCTBUTEIHLHOCTh YCHJICHHOW KBATM(HUIIMPOBAHHON AJIEKTPOHHOMN
MOAMUCH;

OTCYTCTBHUE CBEJIEHUW B  €JAUHOM  TOCYJAapCTBEHHOM  peecTpe
IOPUINYECKUX JIUII,

OTCYTCTBHUE CBEICHUW O ACHMCTBYIOLIEHW JIMUEH3UM B PEECTPE JMLIECH3UU
Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB;

0) B OTHOIIEHWW JepKaTrefied WM BJIAACIBIEB PETUCTPAIMOHHOTO
yIOCTOBEpPEeHUS (B Ciydae KOTJa JIEKApCTBEHHBIM Npemapar MpPOU3BOIUTCS
3a mpenenamu Poccuiickoit ®enepanmu), SBIAIOMAXCS OPraHU3ANUAMH,
MPU3HABAEMbIMM  HAJIOTOBBIMHU  pe3uaeHTamMu  Poccuiickoit  ®Denepauuu
WIN VHIWBUIYAIbHBIMU TPEANPUHUMATEIISIMA M HE HMEIOIIUMU JIMIEH3UU



Ha TMPOM3BOJICTBO JIEKAPCTBEHHBIX CPEJCTB, JHUIEH3UA HAa (hapMaIeBTUYECKYIO
NESATENBHOCTh (BKJIIOYAs ONTOBYIO M PO3HUYHYIO TOPTOBJIIO JIEKAPCTBEHHBIMU
CPEIICTBAMH ), TUIIEH3UH HA JEATEIHHOCTh MO 000POTY HAPKOTUUYECKHUX CPEICTB,
IICUXOTPOIIHBIX  BEIIECTB M MX  IPEKypCOpPOB,  KYJIbTUBUPOBAHUIO
HAPKOCOAEPIKAIIUX PACTCHUIN U JIMLEH3UU HA MEIULMHCKYIO IEATEIbHOCTD!

HECOOTBETCTBUE JIAHHBIX BJIaJIE/IbIIa KBATH(UITMPOBAHHOTO cepTUudUKaTa
JTAHHBIM PYKOBOIUTEISA OpraHu3alun 158105 VHAUBULYaJIbHOTO
NPEeANPUHUMATENISA,  OTCYTCTBHE  CBEICHMHA O  KBAIM(DUIIUPOBAHHOM
ceprudukare, BEIIAHHOM PYKOBOJIUTEIO OPTaHU3AWMK WIIA WHIUBUY ATbHOMY
MPEANPUHUMATEITIO, a TAKKE HEAEHUCTBUTEIIBHOCTD YCUJIEHHOMN
KBATM(DUITUPOBAHHOMN AJIEKTPOHHOM TIOIIUACH,

OTCYTCTBUE  CBEICHUM B  E€IMHOM  TIOCYJApCTBEHHOM  PEECTpe
IOPUIMYECKUX JIUL WA €IWHOM TOCYJApCTBEHHOM PEECTPE MHAMBUIYAJIbHBIX
MPEANPUHUMATENIEN,

OTCYTCTBUE CBEJIEHHI O CyObeKkTe oOpalieHus JEKAapCTBEHHBIX CPEICTB,
YKa3aHHOM B KaueCTBE Jep:KaTeiid WM BJIQAEHbLA PETUCTPALMOHHOTO
YAOCTOBEPEHUSA B TOCYJapPCTBEHHOM PEECTPE JICKAPCTBEHHBIX CPELICTB;

B) B OTHOILIEHUHA MHOCTPAHHBIX OpraHu3anuu, IeprKaTeen
WIA BJIAJENIBLEB PETrUCTPALIMOHHOIO YIOCTOBEPEHUs, HE IPU3HABAEMBIX
HaJIOrOBBIMU pesuaeHtamu Poccuiickoit denepanun, - OTCYTCTBUE CBEACHUN
0 cyObekTe oOpalieHMs JIEKapCTBEHHBIX CPEICTB, YKAa3aHHOM B KadyeCTBE
aeprKaTess 150051 BJIaJIEJIbIIA PETUCTPALIMOHHOTO YIAOCTOBEPEHUS,
B I'OCYJapCTBEHHOM PEECTPE JIEKAPCTBEHHBIX CPENICTB;

I)B OTHOUICHWH TMPEACTABUTEIBCTB HMHOCTPAHHBIX  OpraHU3alMii
Ha Teppuropun Poccuiickoit ®Denepaumu, SABISIOMMXCSA — JICpPKATEISIMU
VJIY BJIAJIEJIBIIAMU PETUCTPALIMOHHOIO YAOCTOBEPEHUA:

HECOOTBETCTBUE JAHHBIX BJIAJICIIbIIa KBATH(DUITUPOBAHHOTO cepTUdUKaTa
JAHHBIM PYKOBOJMTENS TPEACTABUTENBCTBA, A TAKKE OTCYTCTBUE CBEICHUU
0 KB (PUITUPOBAHHOM ceprudukare, BBIJJAHHOM PYKOBOJIUTEIIO
MPEICTAaBUTEIIBCTBA, a TAKKE HEIEUCTBUTEIILHOCTD YCUJIEHHOMN
KBATM(DUITUPOBAHHOMN AJICKTPOHHO TIOIITUCH

OTCYTCTBHUE CBEIECHHUM B TOCYHAPCTBEHHOM PEECTPE AKKPEAUTOBAHHBIX
(hmIMaIoB, IPEICTABUTENIbCTB HHOCTPAHHBIX IOPUANIECKUX JTUIT,

OTCYTCTBHE CBE€ICHUH 00 WMHOCTPAHHOW OpraHu3alii, YKa3aHHOUN
B KaueCTBE JepiKaTeisd WA BJaJeiblia PEruCTPAllMOHHOIO YIOCTOBEPEHUS,
B I'OCYJapCTBEHHOM PEECTPE JICKAPCTBEHHBIX CPEICTB;

1) B OTHOIIEHWW OPTraHMU3alii ONTOBOW TOPTOBJIM JIEKAPCTBEHHBIMHU
cpencTtBaMu (B TOM YHCJIE€ OCYIIECTBIISIOIMUAMU (PYHKIIUU IO ayTCOPCHUHTY),
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OpraHu3alui  PO3HUYHON  TOPrOBIM  JICKAPDCTBEHHBIMM  Mpernaparamy,
MEIMLIMHCKAX OPTraHU3aluid U UHAUBUAY JTbHBIX TPEANPUHUMATEIICH:

HECOOTBETCTBHUE JAHHBIX BJIAJIETbIIA KBATU(UIIUPOBAHHOTO cepTudukara
JAHHBIM PYKOBOJUTEA OpraHu3aluy, OTCYTCTBHE CBEJICHUI
0 KBIM(PUIIMPOBAHHOM CepTU(UKATE, BHIIAHHOM PYKOBOJIUTEIIO OPTaHU3AINN
WM WHIMBUAYAJIbHOMY TMPEINPUHUMATENIO, a TaKXke HeIeHCTBUTEIIbHOCTh
YCHUJICHHOHN KBaTU(PUIIMPOBAHHOM 3JIEKTPOHHOM ITOIITHCH,

OTCYTCTBHE CBEJIEHUM B  €JAUHOM  TOCYJIapCTBEHHOM  peecTpe
IOPUANYECKUX JIMI, €IUHOM TOCYJApCTBEHHOM pEEeCTPe WHAUBUIYATIbHBIX
NpeanpUHUMATENIe WM  TOCYJAapCTBEHHOM  PEECTPE  aKKPEAUTOBAHHBIX
(mIMaioB, IPEICTaBUTEIbCTB HHOCTPAHHBIX IOPUINIECKUX JTUIT,

OTCYTCTBHE CBEICHUN O JIEHMCTBYIOUIEW JIMIIEH3UU B E€IMHOM PEECTPE
JIALIEH3UKA, B TOM YWCJIE JIMUEH3UM, BBIIAHHBIX OPraHaMH TrOCYAApPCTBEHHOMN
BiIactu cyOwbekToB Poccuiickoit denepanvd B COOTBETCTBUM C TEPEIAHHBIM
MOJIHOMOYHKEM T10 JIMIEH3UPOBAHUIO OTJIEIbHBIX BUJOB ACATEIbHOCTHU. "

12) B aG3ame uyerBeprom mnyHkta 30 crmoBa "M HE UWMEIOMUX
MPEACTAaBUTENbCTB HA Tepputopun Poccuiickoii @enepanuu’ MCKIIIOYUTE;

13) B myHnkre 32:

a03a1l BTOPOM U3JIOKUTH B CJICAYIOMIEH pelaKIuu:

"JlaToil mpencTaBICHUS CBEACHUW B CHCTEMY MOHUTOPHMHIA CUUTAETCS
nata, 3aUKCHUPOBAHHAs B KBUTAHIIMM O MpPHEME CBEACHHH, (popmupyemon
NIPH yCTICITHOW O0TpaboTKe ® (UKCAIMM TAaKUX CBEJACHUH B CHCTEME
MOHHUTOPHUHTA B ()OpME AIEKTPOHHOTO JOKYMEHTa.";

a03arl mecTol U3JI0KUTh B CICAYIOMIECH peaaKIuu:

"N3smeHenne ¢opMara B3aUMOJIEHCTBHS HWHQPOPMAIMOHHBIX CHCTEM
CyObeKTOB OOpalleHusi JIEKApCTBEHHBIX CPEACTB C CHUCTEMONW MOHUTOPHUHIA
MPOU3BOJIUTCS HE 4Yalle OJHOro paza B TeueHwe 180 mHel OTHOBPEMEHHO
C U3MEHEHUEM WHCTPYKIUU, TPEAYCMOTPEHHON a03alleM MEePBbIM HACTOAIIETO
MyHKTA, 32 UCKIIOYEHUEM HEO0OXOMMOCTH M3MEHEHHs JopMaTa U MHCTPYKITUN
B CITydasix, MPeyCMOTPEHHBIX 3aKOHOAaTenbCcTBOM Poccuiickoit denepanun.";

14) myakr 33 mocne a03ama dYeTBEPTOTO  JOMOJHUTH — ab3amem
CJIEIYIOLIETO COACPIKAHUA:

"CyOBeKkThl OOpaIieHus JIEKapCTBEHHBIX CPEJCTB, YKa3aHHbIE B al3arax
BTOPOM U TPEThEM HACTOSMIEro MyHKTa, ¢ 1 ceHTa0pa 2023 r. mo 30 uroHs
2024 r. B n10oOpOBOJIBHOM MOPAAKE MPEACTABISAIOT B CHUCTEMY MOHHMTOPHHIA
WHCTPYKLIMIO MO MEAUIMHCKOMY NPUMEHEHHIO JIEKQpCTBEHHOrO Ipenapara,
aKTyaJbHYI0O Ha JaTy BBOJA JIEKaPCTBEHHOrO IMpenapara B TPaKIaHCKHA
oboporT.";
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15) aG3an TpeTuit myHkTa 35 nMpu3HATH YTPATHUBIINM CHITY,

16) B mynkre 37:

B a03amax TPUHAAUATOM M YETBIPHAALUATOM CJIOBA "B TaMOYKEHHOU
JeKJIapalui Ha JIEKapCTBEHHBIN Mpernapar’ 3aMeHUTh CJIOBaMH ''B JCKJIapaiuu
Ha TOBApHI "

a03all MeCTHAAIATHIA U3JI0KHUTh B CIEAYIONIEH PeIaKIIUN:

"[Ipy BHECEHWM U3MEHEHUW B CBEICHUS, yKa3aHHbIE B JEKJIapalluu
Ha TOBapbl, B TeueHHE S5 paboumx JHEH TMOCJIe€ BHECEHUS W3MECHEHUM
B JEKJapalyio Ha TOBaphl TaMOXEHHBIA OpraH TMepenaeT B CUCTEMY
MOHUTOPHUHTA CKOPPEKTUPOBAHHBIE JJAHHBIE O JICKAPCTBEHHOM mpemnapare.";

a03all 1BaALaThli MPU3HATh YTPATUBIIUM CHITY;

B a03alle JBaaLATh MEPBOM CjOBa ', MpU MPUMEHEHUU MPOLEITYpPbI
YCJIOBHOTO BBIITYCKa TOBAPOB" MCKITIOUNTD;

17) mysxtst 37" u 38" mpu3HATH YTPATHBIINMY CHITY,

18) mynkt 40 mocne cioB "riaoOanbHBIN WACHTU(UKAIIMOHHBIA HOMEP
TOPrOBOM €IWHUILIBI" JOMOJHUTH CIOBAMU "M OJUH HOMEP MPOU3BOACTBEHHOMU
cepun';

19) myHKT 44 W3T0KUTH B CIEAYIOIIEH PeIaKIINN:

"44. Tlpu nepenaue JEKAPCTBEHHBIX MPENapaToB MEXAY CyOBEKTaMHU
oOpalleHus JIEKAPCTBEHHBIX CPEJCTB JOIMYCKAETCA MPE/ICTABICHUE CBEIACHUIN
B CUCTEMY MOHUTOPHHIa CyOBEKTOM OOpalieHusi JIEKapCTBEHHBIX CPEICTB,
OCYHIIECTBJISIONIUM Tepeady JICKapCTBEHHBIX NpPEmapaToB (gajee - MpsaMoun
NOPAJIOK MPEACTABIICHUS CBEICHUI MPU 000pOTE JIEKAPCTBEHHBIX MPEMAPATOB),
WJIU TIPEJICTABIICHUE CBEJICHUN B CUCTEMY MOHUTOPHHTA CyOBEKTOM OOpaIieHus
JIEKQPCTBEHHBIX  CPEJICTB, OCYIIECTBSIONIMM  MPUEMKY  JIEKapCTBEHHBIX
npenapaToB (ajiee - OOpaTHBIM TOPSAOK MPEACTABICHUA CBEACHHUM MpuU
000pOoTe JIEKApPCTBEHHBIX MPEMApPaTOB), 3a WCKIIOYCHHEM IPEICTaBICHUS
CBEJICHUI B CHCTEMY MOHMTOPUHIA MpU O0OpPOTE JIEKAPCTBEHHBIX MpEnapaToB
C  MEXIyHapOJHbIM  HENAaTEHTOBAHHBIM  HAaWMEHOBaHueM  '"OrtaHon"
U JIEKAPCTBEHHBIX MpEmaparoB, COJEpPMKAIIUX HAPKOTUYECKUE CPEJICTBA,
MICUXOTPOIHbBIE BEIIECTBA U UX TPEKYPCOPHI.

Pemienne o BbIOOpe MPSAMOro TNOPSAKA MPEACTABICHUS CBEACHUMN
nmpu oO0OpoTe JIEKApCTBEHHBIX MpPEmaparoB JuOO OOpaTHOro MOpsiaKa
MPEACTABICHUS CBEAEHUNW TMpuU O00OpPOTE JIEKAPCTBEHHBIX  IMPENApaToB
MIPUHUMAETCS cyObeKTaMu oOpalleHus JIEKApCTBEHHBIX CPEACTB,
MPEACTABIIAIONIMMU TAKUE CBEJICHUS, CAMOCTOSITENBHO.

[Ipuy 000pOoTE JIEKAPCTBEHHBIX MPEMAPATOB €  MEKIyHAPOJIHBIM
HETIAaTEHTOBAHHBIM HAWMMEHOBAHMEM 'JTAHOJ' W JIEKAPCTBEHHBIX IMPENapaToB,
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CoZlepKAIUX HAPKOTUYECKHE CPEACTBA, TCUXOTPOIHBIE BEIMIECTBA M UX
MPEKYPCOPHI, CyOBEKTHI oOpareHus JIEKAPCTBEHHBIX CpPEICTB,
OCYILECTBJISIIOIIME OOOPOT TaKUX JICKAPCTBEHHBIX MPENApaToB, MPEACTABIIAIOT
CBEJICHUS B CHUCTEMY MOHHUTOPUHIA MO MPSAMOMY NOPAIKY TPEICTABICHUSA
cBeeHUI Tmpu 000OpOTE JIEKAPCTBEHHBIX MPENapaToB B COOTBETCTBUU
¢ ab3araMu 4eTBEPTHIM U IATHIM HACTOSIIETO MYHKTA.

B ciywae BbeIOOpa mpsAMOro TmoOpsAKa TPEACTABICHHUS CBEICHUUN
pr 000POTE JICKAPCTBEHHBIX MPEMapaToB CYOBEKT OOpaIIeHHsI JIEKapCTBEHHBIX
CPEACTB, OCYIIECTBIISIOMINI Tiepeaavy JEKapCTBEHHBIX MPENapaToB JIPyroMy
CyOBeKkTy oOOpameHusi JIEKapCTBEHHBIX CPEICTB B paMKax TPakIaHCKO-
MIPABOBBIX OTHOIIEHWH, B TE€UECHUE OJHOTO pabodero mHS ¢ (paKTUIECKO# MaThI
OTTPY3KHU JICKQPCTBEHHBIX TMPENapaToB MPEICTaBIIeT B CHCTEMY MOHUTOPHWHTA
CBEJICHUS, MPEAYCMOTPEHHBIC MYHKTOM 2 TPWIOKeHHsS Ne 6 K HaCTOsIIeMy
[TonmoxeHnuro.

I[Ipu  3TOoM  CcyOBEeKT  OOpalieHusi  JEKApCTBEHHBIX  CPEJICTB
(3a uckImoUeHnEeM 000COOICHHBIX MOAPA3ACIICHUH MEIUIIMHCKIX OpTaHU3aIui
(amOynaropui#i, dempamepcknx,  ¢enbAMIEPCKO-aKYIIEPCKUX  IyHKTOB),
OCYIIECTBJISIONINI MPUEMKY JIEKAPCTBEHHBIX MPENapaToB OT APYroro CyobeKTa
oOpamieHusi JIEKAPCTBEHHBIX CPEACTB B paMKax TpakIaHCKO-TPABOBBIX
OTHOIICHUH, B TEUEHUE OJJHOTO pabouero AHs C JaThl TPUEMKHU JIEKAPCTBEHHBIX
npenaparoB W  PErucTpalii B CUCTEME  MOHHUTOPHHIA  CBEICHUU
00 OTrpy>KEHHBIX JIEKAPCTBEHHBIX Mpernaparax win B TedeHue 30 pabounx gHEH
C Jarbl TPHEMKU JIEKAPCTBEHHBIX IMpEernapaToB B CjlIy4yae BO3Bpara
JIEKAapCTBEHHBIX TMpENapaToB 0 MPEACTABJICHUS CBEACHUN O HadbHEHIMX
omepanusx ¢ TaKAMHM JICKAPCTBEHHBIMHU TMpernapaTaMd  IMOJITBEPIKIaeT
JTOCTOBEPHOCTh CBEJCHHIA, COACPIKAIMXCS B CHCTEME MOHUTOPWHTA, MyTEeM
MPEJCTABIICHUS CBEJACHWA B CHCTEMY MOHHWTOPUHIA, MPEIyCMOTPEHHBIX
nyHKTOM 4 mpunoxkenus Ne 6 k HacTosemy [lonoxenuro.

B cnyuae BpIOOpa oOpaTHOrO TIOpsJKA TMPEACTABIICHUS CBEICHUM
pu 000POTE JICKAPCTBEHHBIX MPEMapaToB CYOBEKT OOpaIIeHHs JIEKaPCTBEHHBIX
cpenctB (3a HMCKIIOUYEHWEM OOOCOOJIEHHBIX TOAPA3ICICHUN MEIUITMHCKAX
opranm3ammii  (amOymaropuii, denpamepcknx, (enpamepeKo-aKymepCKuX
MYHKTOB), OCYIIECTBIISIONTNH MTPUEMKY JICKaPCTBEHHBIX MPEMapaToB OT APYTOTrO
cyObekTa oOpamieHus JIEKAapCTBEHHBIX CPEACTB B paMKax TIPa)IaHCKO-
MIPABOBBIX OTHOIIICHWW, B TE€YEHHE OJHOrO padodero AHS C JaThl NPHEMKH
JIEKAapCTBEHHBIX TpernapatoB wian B Teuenne 30 gHEH ¢ 1daThl TPUEMKH
JIEKQpPCTBEHHBIX MPEMApaTOB B CJIyda€ BO3BpATa JIEKAPCTBEHHBIX IPEMApPATOB
N0 TNPEACTABIIEHUS CBEACHUW O JAIBHEUIIMX OIepalusax ¢ TaKUMHU
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JIEKAapCTBEHHBIMHU TpEMapaTaMyd TPEACTaBIAeT B CHUCTEMY MOHHUTOPHHTA
CBEJECHUS O TMPHUHATHIX JIEKAPCTBEHHBIX TMpernapaTrax, IMpeayCMOTPEHHbBIS
nyHkToM 3 pwioxeHust Ne 6 k Hacrosemy [lonoxenuto.

I[Ipu  sToMm  cyObekT  oOpamieHuss  JIEKApCTBEHHBIX  CPEICTB,
OCYIIECTBUBIIUN TEpenauy JIEKQpCTBEHHBIX IMPENapaToB APYroMy CYOBEKTY
oOpalmieHnsl JICKapCTBEHHBIX TMPENapaTtoB B paMKaX T'PakIaHCKO-TTPaBOBBIX
OTHOIIICHUH, B TEUCHUE OJTHOTO pabdoyero IHS ¢ AaThl PETHCTPAIAA B CHCTEME
MOHUTOPUHTA CBEJCHHWIA O TPUHATHIX JICKAPCTBEHHBIX IIpermaparax, HO 0
MPEACTABJIIEHAS  CBEACHUM O  JAJbHEWINMX  ONepalusaxXx ¢  TaKUMHU
JICKAapCTBEHHBIMHU TIpeTapaTaMy TOJATBEPKAAET JTOCTOBEPHOCTh CBEIACHHUIA,
CONIEPIKAIMUXCA B CHCTEME MOHUTOPWUHTA O TEPEHAaHHBIX JICKAPCTBEHHBIX
mpemaparax, MyTeM TNPEICTaBIICHUS CBEACHUN B CHCTEMY MOHHUTOPHHTA,
MIPEeTyCMOTPEHHBIX MyHKTOM 4 mpuytoxkenust Ne 6 k HacTosmemy [lomoxeHuto.

O6oco0bseHHbIE MOJpa3ieJICHUs MEIULIMHCKUX OpraHu3auii
(amOynatopuu,  ¢enpamepckue,  (EnbAMEPCKO-aKyIIIEPCKUE  MYHKTHI)
MOATBEP)KIAIOT  JOCTOBEPHOCTh  CBEIACHWH, CONEPIKAMMUXCS B  CHCTEME
MOHHUTOPHWHTA, W MIPEJICTABJISIOT B CUCTEMY MOHUTOPHWHTA CBEICHHS O IPUHATHIX
JIEKapCTBEHHBIX Tpemnaparax B COOTBETCTBUM C ab3alaMy MATHIM M IIECTHIM
HacToslmero nyHkra B TeueHwe 30 paboumx pOHEH CO [OHS TPUEMKH
JIEKapCTBEHHBIX MPENapaToB.

[TonTBepkIeHNE TOCTOBEPHOCTH CBEIEHUH, MPEICTABIIAEMbBIX B CUCTEMY
MOHHUTOPHUHTA NP 000POTE JIEKAPCTBEHHBIX MPENApPaTOB, BIPABE OCYIIECTBIIAThH
cyOBekT oOpamieHusi JIEKapCTBEHHBIX CPEACTB, OCYIIECTBUBIIUN Mepenady
JIEKAapCTBEHHBIX MPENapaToB APYroMy CyOBEKTYy OOpamieHus JIeKapCTBEHHBIX
CpPEICTB B paMKax TpakIaHCKO-TIPABOBBIX OTHOIIEHWH, B COOTBETCTBUHU
c ab3aremM cebMbIM HACTOSIIETO MMyHKTA WIJIA OIePaToOp CHCTEMbl MOHUTOPHHTA
MyTeM TPOBEPKA HAJIWYKMS B CHCTEME MOHUTOPWMHTA KoAa WACHTH(UKAIIANA
WK KOJa  WACHTU(UKANMK  TPETUYHOW  (TPAHCIOPTHOW)  YIAKOBKHU
JICKQPCTBCHHOTO TIpemnapara, B KOTOPOM HAXOAUTCSA OTOT JIEKAPCTBEHHBIN
npemapar (B Ciaydae Tepeqadyd TPETHYHOH (TPAaHCTOPTHOW) YITaKOBKH
JICKAapCTBEHHOTO TMperapara IEeJWKOM), B OTHOIICHWH JIEKapCTBEHHBIX
MPemnaparoB, BJAJCIBIIEM KOTOPBHIX, MO JIAHHBIM CHCTEMbl MOHHTOPWHTA,
ABIIACTCS  YKa3aHHBIH CyOBeKT oOpameHus JIGKapCTBEHHBIX  CPEJNICTB.
[lo pesynpraTam Takol TPOBEPKH OIMEPATOpP CHUCTEMBl MOHHUTOPHWHTA
C UCMOJIb30BaHNEM (DYHKIIMOHAIA CUCTEMBI MOHUTOPUHTA OTIIPABJISET CyOBEKTY
oOpalieHus JIEKapCTBEHHBIX CPEACTB, PAHEE OCYIIECTBUBIIEMY MPEICTABIICHUE
B CHCTEMY MOHUTOPHUHTA CBEACHUIA O MPEAbIAYIEH ONepalny ¢ JEKAPCTBEHHBIM
IpernaparoM, YBEAOMJIEHHE O TMPEACTABICHUU CBEIECHUH B COOTBETCTBUU
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c a03aleM MIECThIM HACTOSIMIETO MYyHKTAa C YKA3aHUEM CBEICHHI, MPOBEPEHHBIX
OIEepaTOPOM CHUCTEMbI MOHUTOPHHTA.

[TonoxxeHus ab3ana AEBATOrO0 HACTOSILIETO MyHKTA HE PAacpOCTPAHSIOTCS
Ha JIEKAQpPCTBEHHbIE IIpenapaThl, NPEeIHA3HAYEHHbIE Uil O0eCredYeHus JIWIl,
OonbHBIX ~ remModuimed, MYKOBHCHIMIO30M, THUNO(HU3apHBIM  HAHU3MOM,
Oone3npro [ 'omie, 370KaYeCTBEHHBIMH HOBOOOPA30BAHUSAMH JTMMQOHIHOM,
KPOBETBOPHOM M POJACTBEHHBIX MM TKAHEH, PACCEIHHBIM CKIIEPO30M,
TEMOJIUTUKO-YPEMUYECKUM CUHAPOMOM, IOHOIIECKUM apTPUTOM C CHUCTEMHBIM
HavajioMm, mykononucaxapuao3om I, II u VI Tumnos, annactudeckoi aHemuein
HEYTOYHEHHOW, HacleACcTBeHHBIM AeduiutoMm ¢daktopos Il (pubpunorena),
VII (nabumeroro), X (Crrioapra - Ilpayspa), auip mociie TpaHCIUTAHTAIAA
OpTaHOB M (WJIM) TKAaHEH.

[Ipu mnepenaye JEKAPCTBEHHBIX TMPEMAPATOB, OTHOCAIIUMXCA K OJHOMU
MIPOU3BOJICTBEHHON CEpPUU, MEXAY CyObEKTaMu OOpAIllEHHS JIEKAPCTBEHHBIX
CPEACTB B paMKax TIPaXJAAHCKO-MPABOBBIX OTHOIIEHWW OpraHU3alluu,
OCYILECTBJISIFOLIME  ONTOBYIO TOPrOBJIIO  JIEKAPCTBEHHBIMU  CPEICTBAMH,
B Teuenne 10 paboumx gHElt C (pakTMUecKkOW maThl  OTIPY3KH BCEX
JIEKQPCTBEHHBIX MPEMAPATOB, OTHOCAIIUXCSA K OJHON MPOU3BOJCTBEHHON cepuu
¥ IPOJOJDKAIOIINX ~HAXOMUThCA B 000poTe€ (JIEKQpCTBEHHBIE TMpEnapaThl
HE JOJUKHBI ~ OBITh  BBIBEAEHBI M3 000OpoTa CyOBEKTOM  OOpalieHus
JIEKQPCTBEHHBIX  CPEACTB, OCYLIECTBIIAIOIIMM OTTPY3KY JIEKAPCTBEHHBIX
IpernaparoB),  HAMNpPaBJAIOT B CUCTEMY  MOHUTOPMHIAa  CBEJICHUA,
Tpe Iy CMOTpEeHHbIE MyHKTOM 4' mproskerus Ne 6 k HacToseMy IT0M0KEHHIO.

IIpu sTOM naToi OTTPpy3KHM BCEM MPOM3BOJCTBEHHOM CEPUM CUUTACTCS
OJIHA U3 CJCAYIOIINX JIaT;

JaTa OTIPy3KM BCEMl  NPOU3BOJCTBEHHOW CEpUM  JIEKAPCTBEHHBIX
MpenapaToB B paMKaxX OJIHON OTTPYy3KH;

JaTa OTrPY3KHM OCTaTKOB JIEKAPCTBEHHBIX TMPEMApaToB, OTHOCAIIUXCS
K OINpPEJEIICHHON MNPOU3BOJCTBEHHOM CEpUU, B CIydae €CJIU JIEKapCTBEHHBIE
npenapaTbl OJHOW MPOW3BOJCTBEHHOM CEPUU OTIPYKAIUCh HECKOJbKUMU
MapTUsAMU B pa3HOE Bpems.";

20) B myHKTe 44

B a0zare mepBoM cioBa "moamyHktamu 't", "a", "x'

- "u" mynkra 1"
3aMEHUTH cJIoBaMHM 'moanyHkTamu 't u "xk" - "u" myHkra 1";

a03a1l BTOpOM NMPU3HATh YTPATUBIINM CUJTY,

21) B myHkTe 45:

ab3ary TepBbI TOC/IE CJIOB '"TAaKOro KOHTPAKTHOTO (TOIPSAHOTO)

MPOU3BOJICTBA,"  JOMOJHUTh  cjIoBaMH  'JUOO  CyOBEKT  oOpamieHus
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JIEKApCTBEHHBIX  CPENCTB,  SBJAIOMMNACA  3aKa3YMKOM  KOHTPAKTHOTO
(MOpPSIAHOTO) TMPOUM3BOACTBA, OCYIIECTBIISIONIMNA BO3BpAT JIEKAPCTBEHHBIX
npenaparoB CyObeKTy OOpallleHus JIEKAPCTBEHHBIX CPEJICTB, OCYIIECTBUBIIEMY
KOHTPAKTHOE (MOAPSIAHOE) MPOU3BOJICTBO JIEKAPCTBEHHBIX MTPENaparos,",;

ab3ar; BTOPOW MOCJE CJIOB "KOHTPAKTHOIO (MOAPSIHOTO) MPOU3BOJICTBA
JIEKapCTBEHHBIX IPENaparToB,” MOMOIHUTH CJIOBAMH "THOO CyOBEKT oOpareHus
JICKAPCTBEHHBIX  CPEJACTB, OCYIISCTBUBIIMNA  KOHTPAKTHOE  (TTOAPSIHOE)
MIPOM3BOACTBO (B CiIydae BO3BpaTa JICKAPCTBEHHBIX IPENapaToB CyOBEKTOM
oOparieHns JISKapCTBEHHBIX CPEJICTB, SBIIAIOMIMMCS 3aKa3YMKOM KOHTPAKTHOTO
(TTOPSITHOTO) TIPOU3BOJICTBA JICKAPCTBEHHBIX TPETIapaToR),";

22) myHKT 49 U3I0KUTH B CIEAYIOIIEH pPeIaKIIim:

"49. CyObekT oOpalneHus JIEKapCTBEHHBIX CPEJICTB, OCYIIECTBJIIONTUMA
BBIBOA W3 000pOTa JIEKAPCTBEHHBIX TNPENApaToB TOMEMICHUEM  TIOJ
TaMOXEHHYIO TIPOIENyPy PEIKCIOpTa, B TeUeHWe 5 paboumx IHEH co IHA
BHIITyCKA JICKAPCTBEHHBIX TMPEMapaTtoB B COOTBETCTBHH C TaMOXCHHOU
MPOLIEYPO PEIKCIOPTA TPEACTABIAET B CHUCTEMY MOHHTOPHUHTA CBEIICHUA,
MIPeayCMOTPEHHbBIE TYHKTOM 2 TiprtoxkeHus Ne 4 k macrosmemy [lomoxkennro.";

23) IOTMOTHUTH TYHKTOM 49! CJICIYIOIIETO CONECPIKAHMS:

"49'. Cy6bekt oGpalieHHs eKapCTBEHHBIX CPEICTB, OCYIIECTBIIIOIIHIA
BBIBOJ M3 00OpOTa JIEKAPCTBEHHBIX NPEMapaToB MPHU BBHIBO3E JIEKAPCTBEHHBIX
MpernaparoB B TOCYIapcTBA - WieHbl EBpa3miickoro 3KOHOMHUYECKOTO COK3a
B paMKax  TPAHCTPAHUYHOW  TOProBJM HA  TaMOXEHHOW  TEPPUTOPUU
EBpa3uiickoro 3KOHOMHUYECKOTO COK03a, B TEUCHHE S5 pabdoumx OHEH ¢ JaThl
OTTPY3KH JIEKAPCTBEHHBIX IMPENapaToB MPeACTaBIsAeT B CUCTEMY MOHHMTOPUHIA
CBEICHUS, MPEAYCMOTPEHHBIC MYHKTOM S5 TpwiIokeHus Ne 4 k HacTOSIIEMY
ITonoxenuro.",;

24) myHkT 50 U3JI0KUTH B CIEAYIONMIEH peIaKIUU:

"50. IIpu ocymiecTBIEHUH MOBTOPHOTO BBOJA B OOOPOT JIEKAPCTBEHHBIX
MpenapaToB CyOBEKT 0OpaIeHus JIEKAPCTBEHHBIX CPEJICTB B TEUEHHE 5 pabounx
THEW ¢ [Jarhl yKa3aHHOW OMepalud TPENCTaBIAeT B  COOTBETCTBHH
C WHCTPYKIMEH, MpeayCMOTpPeHHOW MyHKTOM 32 wHactosmero Ilomoxenus,
B CHCTEMY MOHHWTOPHHTA CBEICHUS, MPEAYCMOTPEHHBIE MyHKTOM 14
npuioxkenus Ne 3 k Hactosiemy [lonoxenuro.";

25) aG3ar yeTBepTHIN MyHKTA 52 MPU3HATH YTPATHBIINM CHIIY,

26) B myHKTe 53:

nocJie ab3ara MmepBoro JOMOJIHUTH a03a1ieM CIIeIYIONIETO COACPKAHUA:
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"BJIOKMpPOBKAa M OTMEHA OJIOKUPOBKH MOTYT BBOJOUTHCS B OTHOILICHHH
CAVHMIIB JIEKAPCTBEHHOTO Tperapara, MapTUH JIEKAapCTBEHHBIX TMPENapaToB
WM CEpUU JIEKaPCTBEHHBIX MPenaparos."”;

a03a1] MATHIN MPU3HATH YTPATUBIINM CHILY,

27)B ab63aune BTOopoM mnyHkTa 54 cnoa "Ilpu sTOoM oOnmamarenem
nHpopMmanmu" 3aMmeHHTH cioBamu "'O0manareneM uHboOpMaun';

28) nanmenoBanue pazaena VI uckimounTs;

29) myHKT 57" u3nosxurs B CJAEYIOIIEeH pelaKIuu:

"57'. DMHTEHTY CpeaCTB  HACHTH(UKALNK, 3apErHCTPHPOBAHHOMY
B CHCTEME MOHHWTOPHMHTAa ® TMPEACTABUBIIEMY CBEJACHHS B  CHCTEMY
MOHUTOPHHTA O HAHECEHWM CPEICTB WACHTU(WKANUA HA  YIAKOBKH
JICKAPCTBEHHBIX TIPEMApPaTOB, MOMUMO CBEJICHHWH, yKa3aHHBIX B TYHKTe 57
Hactosimero IlomoxkeHus, oOecreymBaeTcss AOCTYN K CIEAYIOIMHUM BUJIAM
uH(OOPMAITH O CEPUIX U MAPTUAX TAKUX JICKAPCTBEHHBIX MPEMAPATOB:

a) naH(pOpMAaIUs O BIAACIbIIE CEPUU U TAPTUH JIEKAPCTBEHHOTO Mpernapara
Y €ro KOJIMUECTBE B CIEAYIOIIEM COCTABE:

HAWMEHOBAHWE BJIAJIENIbIIa CEPUU U TTAPTUH JIEKAPCTBEHHOTO MPENapara;

UACHTU(UKAIMOHHBI HOMEp HAJIOTOIIATEbIIMKA BJIAICTbIIA CEPHUH
Y TIApTHHX JIEKAPCTBEHHOTO TIpernapara;

UACHTU(UKATOP MECTa OCYIIECTBICHUS NEATEIbHOCTH BIIAIENbIIA CEPUH
Y IApTHH JIEKAPCTBEHHOTO MPenapara, mo JaHHBIM CUCTEMbl MOHUTOPUHTA,

THUII OTIEpALU MO 000OPOTY CEPUU M MAPTUU JIEKAPCTBEHHOTO Mpernapara,
3apErUCTPUPOBAHHON B  COOTBETCTBMM C  TPeOOBAHUSIMH  HACTOAIIETO
[Tonoxxenusi (MpuUHATO OT CyObeKkTa OOpalieHus JIEKapCTBEHHBIX CPEJCTB,
nepeaHo CyOBEKTOM OOpallleHusl JIEKApCTBEHHBIX CPEJCTB, BBIBEJICHO W3
o0opoTa myTeM peanu3aruy (TIPoJaXkul ), BBIBEACHO W3 000pOTa 10 OCHOBAHHSM,
OTJIMYHBIM OT peaju3anuu (IPOIaXKu);

rJI00aTbHBIN UACHTH(DUKAIIMOHHBIN HOMEp TOPTOBOM €TMHUIIHI,

o0111ee KOJIMYECTBO JIEKAPCTBEHHBIX MPENapaTos;

0) cBeleHNs O KOJUYECTBE JICKAPCTBEHHBIX IPEMApaTOB, BBHIBEICHHBIX
u3 000poTa MyTeM PO3HUYHOW MPOAAXKH B MecTe (10 aapecy) OCYIIECTBICHUS
pacueTra WM BBIBEIEHHBIX W3 000pOTa MyTEM OTIyCKAa IS METUITUHCKOTO
MPUMEHEHUS, OTIyCKa OECIUIaTHO IO PEeIenTy Ha JICKAPCTBEHHBIC MPEemapaThl
B MecTe (TI0 aJIpecy) OCYIIECTBICHUS ACATEIIBHOCTH,

B) CBEJICHUA O CPEIHUX PO3HUYHBIX IIeHaXx (CymMMax pacuera)
JIEKAapCTBEHHBIX TMPEMaparoB B CiIy4yae PO3HUYHOW MPOJAXKH C YKa3aHHEM
rJ100aJIbHOTO UACHTU(UKAIIMOHHOTO HOMEPA TOPTOBOM €IWHUIIBI U TOPTOBOTO
HAUMEHOBAHUA JIEKAPCTBEHHOTO TpEerapara, PacCUYUTAHHBIX HE MEHEEe YeM
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no 3 mectaMm (agpecaM) OCYIIECTBIICHUS pacueTa 3a Mepuoj He MEHee OHOU
HEJIEJIU U arperupoBaHHbIX J0 YpoBHs cyOobekTa Poccuiickoit @enepanun.”;

30) ZOMOMHKTH MyHKTOM 57 CiieayroImero comepsKanus:

"57"! JlocTynm K CBEIGHMAM, YKA3aHHBIM B IyHKTE 57' HACTOAIIEro
[Tonoxxenus, obecneumBaeTcss B MOPSAAKE, YTBEPKIACHHOM MHMHUCTEPCTBOM
3npaBooxpaHeHuss Poccuiickoit denepanuu, ¢ BO3MOXKHOCTHIO (DOPMHUPOBAHHUS
B JIMYHOM KaOWHETE OMHUTEHTA CPEJICTB WIACHTU(UKAIMK B CHCTEME
MOHUTOPHUHTA arperupoBaHHBIX OTUETOB 1o BUAaM uHbOpMaIH
B aBTOMATU3UPOBAHHOM PEXKHME C UCIOJIH30BAHUEM MPOrPAMMHO-TEXHUYECKUX
CPEACTB CUCTEMbI MOHUTOPHUHTA.

DMWUTEHT CpPEICTB WIASHTU(UKAIMU BIpaBe IepeaaTh MpaBO JIOCTyIa
K CBEIECHUSAM, YKAa3aHHBIM B IIyHKTE 57" macrosmero ITONOKEHHS, TOIBKO
3apETUCTPUPOBAHHBIM B CUCTEME MOHUTOPUHTA CIEIYIOIIUM CyOBbEeKTaM
oOpalleHust JIEKapCTBEHHBIX CPEACTB:

cyObekT  oOpaleHusi JICKAPCTBEHHBIX CPEACTB B OTHOIICHUU
JIEKQPCTBEHHBIX IMPENapaToB, CBEAEHUA O KOTOPBIX TaKUM CYOBEKTOM
oOpallleHusI  JIEKQpCTBEHHBIX CPEJICTB  MPEJCTABJIEHBl B  COOTBETCTBUU
¢ gacTeio 1 crateu 52" denepanbHoro 3akoHa "OG 06pAlIEHNN JTeKAPCTBEHHBIX
cpeacts" B denepanbHyio Caykx0y 1o Hama3opy B cdepe 3apaBOOXpaAHEHUS
WIM Ha KOTOpPBIE TaKUM CYOBEKTOM OOpalieHus JIEKapCTBEHHBIX CPEACTB
MOJIYYEHBl PA3PEUICHUsT HAa BBOJA B TPakKIaHCKUM OOOpOT MPOM3BEACHHBIX
B Poccuiickoit  ®enepauyd  MMMYHOOMOJIOTMYECKHX  JIEKAPCTBEHHBIX
TpenapaToB, IPeLyCMOTPEHHbIE YacThio 7 cTathy 52' MemepanbHOro 3aKoHA
"O0 oOpaieHnu JIEKapCTBEHHBIX CPEACTB"

CcyObekT  oOpaleHus JIGKAPCTBEHHBIX  CPEACTB B OTHOIICHUU
JIEKQPCTBEHHBIX IMPENapaToB, CBEAEHUA O KOTOPBIX TAaKUM CYOBEKTOM
oOpaleHusi JIEKQpCTBEHHBIX CPEJICTB  TMPEJCTAaBJICHbl B  COOTBETCTBUU
¢ gacThio 2 crateu 52" MenepanbHOro 3akoHa "O6 0OpAIICHNN TEeKAPCTBEHHBIX
cpeactB" B deaepanbHyIO CiIy)KO0y MO Ham30py B cepe 3apaBOOXpaHCHHS HIIH
HA KOTOPbI€ TAKUM CYOBEKTOM OOpAIlCHUS JIEKAPCTBEHHBIX CPEJCTB MOTYUCHbI
paspellieHds Ha BBOJ B TpakJaHCKU 000OpPOT BBO3UMBIX B Poccuiickyro
Ddenepanuio MMMYHOOHOJIOTUUECKUX JIEKAPCTBEHHBIX penaparos,
MPEIyCMOTPEHHBIE  YacTbl0 7  CTaTbH 52! OenepaibHOTO  3aKOHA
"O0 oOpaiieHnu  JIEKAPCTBEHHBIX CPEACTB", 3a MCKIIOUYEHUEM CBEJICHHM,
YKa3aHHBIX B MOAMyHKTe "B" myHKTa 57" HacTosmero I10g0KeHus:;

HOep>KaTelb  WIM  BJAJEIEl]  PErUCTPAlMOHHOTO  YAOCTOBEPEHUS
P HAJIMYUU B CUCTEME MOHMTOPWHIA CBEACHUN O KOJE HAJIOrOILIATEJIbIINKA
TAKOT0 Jep KaTeNsA WU BIaAeNbla PErUCTPALMOHHOTO YIOCTOBEPEHUS B CTPAHE
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perucTpanuu, MepeajaHHoro B COOTBETCTBUM C MYyHKTOM 3 mpuiokeHus Ne 1
K Hacrosmemy [lonoxenuto.";

31) moamyHkT "6" myHKTa 57° TOCIHE CIIOBA "OCYIIECTBICHHA" TOMOTHHUTD
cJI0BOM '"heepaabHoro”;

32) myHkr 57° mHOCIe CIOB "aHTHMOHOINOIBHOTO 3aKOHOXATEIbCTBA"
JOTIONTHATh CJIOBaMH "M 3aKOHOJATENbCTBA B cepe TOCyIapCTBEHHOTO
perynupoBaHus 1eH (Tapud)oB) Ha TOBAPHI (YCIIyTH)";

33) DOMONMHUTH MyHKTaM# 57 g 571 CJICIYIOIIETO COJIeP KAHMS:

"57' MunucrepctBy  BHyTpeHHHX gen  Poccmiickoit  Memepaumu
obOecrieumBaeTcs JAOCTyn K wuHpOpPMAIMU, COJAEpIKAIEHCS B  CHCTEME
MOHUTOPWHTA, B MEIAX peaju3alud IOJHOMOYHMA B cdepe KOHTPOJIA
32 00OpOTOM  HApPKOTUYECKAX  CPEICTB,  TCHUXOTPOMHBIX  BEIIECTB
Y UX MPEKYPCOPOB.

57", denepanbHOil cryKOe MO PEryTHPOBAHHIO ANKOrONBHOIO PHIHKA
oOecrieuymBaeTcsa JAOCTyn K wWHQpOpPMAIMU, COJAEPIKAIEHCS B  CHCTEME
MOHUTOPWHTA, B TMEIAX OCYIIECTBIICHUS (elepalbHOTO TOCYIaPCTBEHHOTO
KOHTPOJIS (Haa3opa) B 00JacTv MPOM3BOACTBA W 000POTA STUIIOBOTO CIHPTA,
AJIKOTOJIbHOM U CIMPTOCOAep KaIelt TPOayKIMH. "

34) mocne myHkta 57" jomonHuTh HammeHoBammeM pasmena  VIII
CJIEIYIOLIETO COACPIKAHUA:

"VIII. Oneparop cucteMbl MOHUTOPUHTA'

35) nomoMHUTH MYHKTOM 61 Clieyromero coepKaHus:

"61. B menax ycrpaHeHUs CyObEKTOM OOpalieHus JeKapCTBEHHBIX
CPEACTB NPUYHMH, HAPYIIUBIIMX PaOOTOCIOCOOHOCTh CHUCTEMBl MOHMTOPHWHTA,
olepaTop CHUCTEMbI MOHUTOPWHTA BIPABE OrPAHUYUTH HH(POPMAIMOHHOE
B3aMMOJICCTBHE  WH(POPMAIMOHHON  CHUCTEMBI ~ CyOBeKkTa  OoOparmieHus
JIEKQPCTBEHHBIX CPEJICTB C CHCTEMOW MOHUTOPHUHTA B CIydasX, KOTJla TaKoe
nH(DOPMAITMOHHOE B3aUMOJICHCTBHE BEAET K HECTAOMIBbHON paboTe CHCTEMBI
MOHUTOPHUHTA, 10 YCTPAHEHUsS CyOBEKTOM OOpallieHus JIEKAapCTBEHHBIX CPEACTB
YKa3aHHbIX TPUYHH.

Orpannuenue WH)OPMAITMOHHOTO B3aMMOJICHCTBUS HWH(POPMAITMOHHOM
CUCTEMbl CyObEKTa OOpallleHusi JIEKApCTBEHHBIX CPEICTB C CHCTEMOM
MOHUTOPUHTA  OCYLIECTBJISIETCA  ONEPATOPOM  CHUCTEMbl ~ MOHHMTOPHUHIA
B COOTBETCTBMM C  PErJlaMEHTOM, YTBEPKICHHbIM  MUHUCTEPCTBOM
3ApaBOOXPAHEHUA Poccuiickon Oenepanuu 51 MuHuCTEPCTBOM
MPOMBIIIJIEHHOCTA U TOoproBau Poccuiickoit ®denepanuu U pa3sMENIEHHbIM
OnepaTopom CHUCTEMBI MOHUTOPHUHTA B nH()OPMAIMOHHO-
TEJIEKOMMYHHUKAIMOHHOM cetu "MHTepHeT" Ha ero oduimaibHOM caifre.";
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36) B mpmwioxenuu Ne 1 k ykazanaomy llonoxenuto:

MOJAMYHKT "M" TyHKTa 3 AOMOJIHUTH CJIOBAMH "W TPU3HAK HAIUYMSA
B JICKAPCTBEHHOM IIpENapaTe HapKOTUYECKUX CPEJICTB, ICUXOTPOITHBIX BEMIECTB
U UX MNOPEeKypcopoB, NOMJIEeKAMMX KOHTpoio B Poccuiickoit ®Denepanuu
B COOTBETCTBMM  C  3aKoHoAaTeiabCcTBOM  Poccuiickoit ~ Depepanun
1 MEXIyHApOJHBIMU qoroBopamu Poccutickoit ®eneparun’;

B a03ane nepsom myHkTta 4 cinoa "M3 EaumHOro rocymapcTBEeHHOTO
peecTpa IOPUAMYECKUX JIMII W EJMHOTO TrOCyIapCTBEHHOTO peecTpa
WHJVUBUAYAJbHBIX NpeAnpuHuMarenaeid” 3aMeHuTh ciaoBamu '"M3  eauHOro
rOCYJIapCTBEHHOTO PEecTpa IOPUAMUECKUX JIUIl U €AUHOTO TOCYIapCTBEHHOTO
peecTpa MHIMBUAYATbHBIX TpeANpUHUMaTeei'

B IyHKTE 6

B a03a1ie mepBOM CJIOBA "'TIPH BBOJAE" 3aMEHUTH CJIOBAMHM 'TIEPE] BBOJIOM '

n_n

NOAMYyHKT "B" MOMOHUATE ciioBamu "(nanee - [lonoxenue)";

NOAMYHKTHI "'u"-"11" U3JI0KUTH B CIEAYIONUICH pelaKIUu:

"W) mara perucTpanyu JeKIapalid Ha TOBaphl B CiIy4ae BBOJA
B TpPaXKJIaHCKUM O0OOpPOT JIEKAPCTBEHHOTO Mpenapara, NPOU3BEACHHOTO
BHe Tepputropuu Poccuiickoit denepanuu, 3a UCKIIOYEHUWEM CIIy4aeB BBO3a
JIEKQPCTBEHHBIX TMPENapaToB W3 TOCYyAapCcTB - 4WiIEHOB EBpasuiickoro
SKOHOMHUYECKOTO COK03a;

K) PETUCTPAIMOHHBI HOMEp JEKJIapallid Ha TOBApbl B Ciydyae BBOJA
B TPAXKIAHCKUKA OOOpPOT JIEKAPCTBEHHOTO Mpenapara, NPOU3BEACHHOIO
BHE Tepputopun Poccuiickoit ®Denepanum, 3a UCKIIOYEHHEM CIIy4aeB BBO3a
JIEKQPCTBEHHBIX TIpPEernapaToB W3 TOCYyAapCcTB - WIEHOB EBpasuiickoro
SKOHOMUYECKOTO COI03a;

J1) KOJI PEIIeHHs O BBIMYCKE TOBAapa B COOTBETCTBHH C KIIacCU(PUKATOPOM
pelieHnid, TPUHUMAEMBIX TaMOXKEHHBIM OpPraHoM, B CjJydae BBOJA
B TPaXIAHCKUN O0OOpOT JIEKAPCTBEHHOIrO TMpernapara, MPOW3BEICHHOTO BHE
tepputopun Poccuiickoit ®epeparuu, 3a HUCKIIOUEHUEM CIIydyaeB BBO3a
JIEKQPCTBEHHBIX TpEnapaToB W3 TOCYyAapCcTB - 4IEHOB EBpasuiickoro
SKOHOMHYECKOT0 COr03a;";

JTOTOJTHUTh MOANMYHKTamMu "M" 1 "H" cleayromero coaepKanus:

"M) 1aTa ¥ HOMEpP MEPBUYHOTO TOKYMEHTA, SBIIAIOMIETOCS OCHOBAaHUEM
U1 OTTPY3KM JIEKApCTBEHHOro nipenapara B Pocculickyro ®Denepanuto
(B cimydae BBOJA B TPaKIAHCKHA OOOPOT JIEKAPCTBEHHBIX TIPEMApaToB,
BBO3UMBIX C TEPPUTOPUM FOCYAAPCTB - YIEHOB EBpa3suiickoro 3kOHOMUYECKOI0
COI032);
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H) UICHTU(PUKATOP  TMPOW3BOACTBEHHOW  CEPUU  JICKAPCTBEHHOTO
rnpenapara - YHUKaJIbHBIM JUIA KaXXAO0M IPOU3BOACTBEHHOM CEPUM KOZ,
MIPUCBOCHHBIA CHCTEMOM MOHMTOPUMHIa II0 HMTOTaM BHECEHHUS CBEICHUMU,
MPeIyCMOTPEHHBIX a03aleM MepBbIM MyHKTa 35 u ab3aremM nepBbIM MyHKTa 36
ITonoxxenuns.";

MYHKT 6° JOIMOIHATH MOAMYHKTaME "3" 1 "1 CIIeIyIOIIEro COmeP/KAHHS;

"3) mara perucTpanMd M PErUCTPAllUOHHBIA HOMEp JeKJapaluu
Ha TOBapel (B cCiaydae BBOJAa B TpaxTaHCKUH OOOpOT JIEKAPCTBEHHOTO
npemnapara, NPOW3BEAECHHOr0 BHE Tepputopun Poccuiickonn ®enepanmu,
32 UCKIIFOYEHUEM CJIy4aeB BBO3a JIEKAPCTBEHHBIX IMPENAPATOB U3 TOCYIapCTB -
WIeHOB EBpasuiickoro 3KOHOMHUECKOTO COI03a);

W) 1aTa ¥ HOMEP TEPBUYHOTO JOKYMEHTA, SBJISIONMIETOCS OCHOBAHHWEM
1A OTTPY3KM JIEKAapCTBEHHOro nipenapara B Pocculickyro ®Dexnepanuto
(B cimydae BBOJA B TPaKIAHCKHI OO0OpPOT JIEKAPCTBEHHBIX IIPEMapaTros,
BBO3UMBIX C TEPPUTOPUU TOCYJAPCTB - WIEHOB EBpa3uiickoro 3KOHOMHUYECKOTO
coro3a).";

B MOJMYHKTE "3" MyHKTa 6> cioBa "o cucTeMe MOHUTOPUHTA ABUKCHUS
JIEKQPCTBEHHBIX MpenapaToB JIsI MEAULIMHCKOTO MPUMEHEHUS, YTBEPKIAECHHOTO
noctaHoBjeHueMm IIpaBurensctBa Poccuiickoit ®enepauuu ot 14 nekabps
2018 1. No 1556 "OO yrBepxkaenun IlosoxeHuss o cuCTEME€ MOHMTOPHUHIA
IOBUKCHUS JICKAPCTBEHHBIX IMPEMApaToB Il MEIULIMHCKOIO TPUMEHEHUus"
WCKITFOUMTB,

B IMyHKTE 7:

B IepBOM ab3arme ciioBa 'coaeprkampecs B TaMOXKEHHOW JeKIIaparuu
Ha TOBaphl' 3aMEHUTH CJIOBAMU 'CcOJiepIKaluecs B IeKIapalii Ha TOBaphI'

B moamyHkTtax "0" m "B" cloBa "TaMOXXEHHOM JIeKJIapanuun
Ha JIEKapCTBEHHBIN MpenapaT’ 3aMEHUTH CII0BAMH " ACKJIapaliyd Ha TOBApHI '

MyHKT 8 JOMOJIHUTH MOAMYHKTaMH k" - "M" clieIyromero coaep:kaHus:

") KOJI CTaTyca JIEKApCTBEHHOTO Tpemapara (OnpenensieMoe B CUCTEME
MOHUTOPUHTA COCTOSHUE KOJa WACHTH(PUKAIWHA WM KOJa WIACHTU(HUKAIIU
TPETUYHON (TPAHCTIOPTHOM) YMAKOBKH JIEKAPCTBEHHOTO Tpemapara, KOTOpoe
WU3MEHSETCS B paMKax MPOIECCOB, MpexycMOoTpeHHbIX [looxennem);

3) KOJIOBO€  O0O3HAYEHWE YPOBHSI MAPKHUPOBKHM B  COOTBETCTBHH
¢ nognyHkroM 29 myHkta 15 Ilopsaka 3amojHeHHs JOEKJIapallid Ha TOBApHI,
yTBepxaeHHoro Pemennem Komuccun Tamoxkennoro corosa ot 20 mas 2010 r.
No 257,

1) HOMEp PETUCTPALMOHHOT O YAOCTOBEPEHUS JIEKApCTBEHHOTO
npenapara;
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K) JaTa TOCYIapCTBEHHOM PEerUCTPalK JIEKAPCTBEHHOTO MPENapara;

J1) KOJIMYECTBO €IMHMUII JIEKAPCTBEHHOTO MIPernapara;

M) TOProBO€ HaMMEHOBAHWE JIEKAPCTBEHHOTO Mpernapara.’;

JOTIOJTHUTH ITYHKTOM 9 CJIeTyIOIIETrO COAePKAHUS:

"9. U3 cucteMbl MOHUTOPMHTA B LEJAX MPOCICKUBAEMOCTH IBKEHUS
CIUPTOCOACPIKAIIMX JICKAPCTBEHHBIX IMPEMapaToB TEPEJaloTCsd B EIUHYIO
rOCyJapCTBEHHYIO aBTOMATH3WPOBAHHYIO HWH(GOPMAIIMOHHYIO CHCTEMY YydeTa
obbeMa mMPOM3BOACTBA W 00OpOTa HSTHJIOBOTO CIHUPTA, aJIKOTOJIBHOM
¥ CITUPTOCOACPIKAIICH MPOAYKIINH CIICTYIONTUE CBEICHUS:

a) cBeIeHUS O CyOBekTax oOpamieHus JIeKapCTBEHHBIX CPEJCTB,
YYaCTBYIOIMHX B 000POTE CIUPTOCOACPIKAITUX JIEKAPCTBEHHBIX MPEMApaToB;

0) cBeleHNsT O TMPOW3BOJCTBEHHBIX IUIONMIANKAX CYOBEKTOB OOpaIeHus
JIEKapCTBEHHBIX CPEJICTB, OCYIIECTBJISIONIUX TIPOU3BOJICTBO
CIOUPTOCOACPIKAIIMX JIEKAPCTBEHHBIX TIPEMApaTOB W 3apErHMCTPUPOBAHHBIX
B CHCTEME MOHUTOPHWHTA,;

B) CBEJICHUSA O JIGKQPCTBEHHBIX TIpemaparax, 3aperucTPUPOBAHHBIX
B CHCTE€ME MOHUTOPUHTA CyOBEKTaMu 0OpaIeHus JIEKAPCTBEHHBIX CPE/ICTB;

r) CBelIeHHss O BBOJE B 000por, 000poTe M BBHIBOJAE U3 000poTa
CIIUPTOCOICPIKAIINX JIEKAPCTBEHHBIX MPEINapaTos.";

37) B mpmnoxenuu Ne 3 k ykazanHomy llonoxenuto:

MYHKT 2 MPU3HATh YTPATUBIIUM CHIIY;

B moamyHkre k" myHkra 4 w moamyHkre "B" myHKTa 5 cioBa
"TaMO>KEHHOW JEeKJapali Ha TOBAphl' 3aMEHUTh CJIOBAMH ' JIeKJIapaiuu
Ha TOBaphHI";

a03ar] epBBIN MyHKTA 7 U3JI0KUATH B CISAYIOMEH PeaaKITu:

"7. CyObeKThl 0OpalmieHus JeKapCTBEHHBIX CPEACTB MPH MOATBEPKIACHUN
CBeZIeHUI 00 OTrpy3Ke WM O BBO3€E JIEKAPCTBEHHOTO Tpemnapara B Poccuiickyro
Gdeneparnuio, Wik 0 MpUEeMKe Ha (papMareBTHUECKHUI CKIIAI JIGKAPCTBEHHOTO
npemnapara Ha Tepputopun Poccuiickoit denepanmu, WM O mepenade Ipasa
COOCTBEHHOCTH Ha JICKAPCTBEHHBIN Mpemnapar, MOMEICHHBINA MO TAMOKXEHHYIO
MPOLIEyPy TaMOKEHHOTO CKJIaJa, COJEPKAIMUXCS B CHCTEME MOHHUTOPHHTA,
MPEACTAaBIIIIOT B CHCTEMY MOHHUTOPWHTA  CICIYIONIYI0  WHGOpMAIIIO
B OTHOIIICHUH Ka)XJ0¥ €IWHMIII JIEKAPCTBEHHOTO Tpemnapara:";

B MOANYHKTE "T" MyHKTa 8 cjI0Ba "TaMOKEHHOU AeKIapaiiyi Ha TOBAPHI"
3aMEHMTH CJIOBaMU " [AEKJIapalliyd Ha TOBApHI'

MYHKT 9 MpU3HATHh YTPATUBIINM CHITY,

B noamyHkre "e" mynkra 10 cioBa "TaMmokeHHas AekJapauus’ 3aMEHHUTh
CJIOBAMHM ' ACKJIapalus Ha TOBApPHI
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MyHKT 13 npu3HaTh YTPATUBIIUM CHITY,

B IyHKTe 14:

MOJMYHKT "0" M3710KUTh B CIAEAYIOLIECH peAaKIUu:

"0) mnenTu(dukaTop CyOBeKkTa OOpamieHUs JIEKapCTBEHHBIX CPEJICTB,
OCYHIECTBJISIOLIETO MOBTOPHBIN BBOA B 00OPOT JIEKAPCTBEHHBIX MPENapaTos;";

JTOTIOJTHUTH IMOAIMYHKTOM "e" CIeIyIOmero coiep:KaHus:

"€) pEeKBU3HTHI JOKYMEHTA, SBIIIOIIETOCS OCHOBAHHEM I MMOBTOPHOTO
BBOJla B  000OpPOT  JIEKApCTBEHHOrO  TMpemapata  (MpW  HAJWYHH),
WIM WICHTH(PUKATOP TOCYMTApCTBEHHOTO KOHTPAKTa II0 TOCYJapCTBEHHOMY
00OpOHHOMY 3akKa3y, IIPUCBAMBAEMbIii B COOTBETCTBHMH CO CTaTheit 6'
OenepanpHoro 3akoHa 'O TOCyIapCTBEHHOM OOOPOHHOM 3akaze', Ha
OCHOBAHHMH KOTOPOTO PaHEE OCYIIECTBIICH BBHIBOJ JIEKAPCTBEHHOTO Mpermapara
3 000poTa MO CHETKE, CBEACHUS O KOTOPOWM COCTABIIIOT TOCYJAapPCTBEHHYIO
TaiiHy (B ciydae TPEACTAaBJICHHUS CBEACHWI B COOTBETCTBHHM C IyHKTOM 44!

[Tonmoxxenus).";
38) B mpmnoxenuu Ne 4 k ykazanaomy [lomoxenuto:
B MyHKTE 1:
NOANYHKT  "a"  JOMOJMHUTH  CIIOBAaMHM ", WIM  HWJACHTHU(UKATOP

rOCyJapCTBEHHOTO KOHTPAKTa MO TOCYJapCTBEHHOMY OOOPOHHOMY 3aKasy,
IIPUCBAUBAEMBII B COOTBETCTBUU CO CTaTbeH 6' @OenepanbHOro  3aKOHA
"O rocynapCTBEHHOM OOOPOHHOM  3aka3e', Ha OCHOBAaHMM KOTOPOTO
COBEPIIAETCS CHIEIKA, CBEACHHS O KOTOPOH COCTaBJISIOT TOCYJIAPCTBEHHYIO
TaiiHy (B Clydae IPEICTABICHHS CBEICHHIl B COOTBETCTBHM C IyHKTOM 44’
[TonoxkeHust 0 CUCTEeME MOHUTOPHWHTA JABMIKEHUS JICKAPCTBEHHBIX IMPEMapaToB
UL  MEIWIIMHCKOTO  TPHMEHEHHS,  YTBEP)KISCHHOTO  TOCTAHOBJICHUEM
ITpaButensctBa Poccuiickoit ®denepauuu ot 14 nekabps 2018 r. Ne 1556
"O6 yrtBepxkaeHun IlomokeHUs O CHCTEME€ MOHUTOPUHTA JIBHIKECHHS
JICKapCTBEHHBIX TMPENapaToB Ui MEAWITMHCKOTO NMPUMEHEHUSA", B OTHOIICHUU
JICKapCTBEHHBIX MPENapaToB, MOICKAMNUX MTOBTOPHOMY BBOJY B TPaXKIAHCKUAN
000poT B caydasx, MOPEeAyCMOTPEHHBIX 3aKOHOJATENICTBOM Poccuiickoi
deneparun)";

JOTOJTHUTh MOANMYHKTamMu "K' 1 "1" cleayromero coaep Kanus:

"K) uaeHTU(UKAIIMOHHBIE HOMEDP HAJOTOIUIATEbINKA - OpPTaHW3AINH,
JNEUCTBYIOLIEM HA OCHOBAHMM JOTOBOpa € AaNTEYHOW  OpraHu3aluen
(Ipu OCYIIECTBICHUU TPOJAKU JICKAPCTBEHHBIX MPENapaToB JAWCTAHIIMOHHBIM
Croco0OM ¢ HMCHOJIb30BaHUEM HH(OPMALIUU, MPEIOCTABICHHOW BIIAJEIbIIaMH
arperatopos uHGopManmu 0 ToBapax (00 yciyrax);
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J1) PEKBU3UTHI pEIEeNTa Ha JICKAPCTBEHHBIM mpenapar (mata, HOMEP
u cepus (TIpu HATMYUK).";

B moAnyHKTe "e" TmyHKTa 2 CJ0Ba ''TaMOXEHHOW JACKJapaiuu
Ha JIEKAPCTBEHHBIN npenapar” 3aMEHUTH CJIOBAMU ' IEKJIapalliy Ha TOBapHI'

JOTIOJTHUTH ITYHKTOM 5 CJIEAYIOIIEro COACPKAHUS:

"5. CyOobekt oOpameHus JIEKapCTBEHHBIX  CPEJICTB TIPH  BBIBOJE
JICKapCTBEHHBIX TIpermapaToB W3 000poTa IyTeM BBIBO3a JICKAPCTBEHHBIX
MpernapaToB B TOCYJIapCTBa - WICHB EBpPa3UiicKkOro 3KOHOMHUYECKOTO COH03a
MPEACTaBIIIeT B CHUCTEMY MOHHTOPHWHTA  CJCAYIOMYI  HWHMOpMaIuio
O BBIBEJICHHBIX U3 000pOTa JICKApCTBEHHBIX TperapaTax:

a) 1aTa COBEPIICHUS OTIePaIliH;

0) maenTudukarop cyoOwbekTa oOpareHus JICKapCTBEHHBIX CPEJCTB,
OCYIIECTBJISIONIETO BBIBOJ JIEKAPCTBEHHBIX MPEMapaToB U3 000poTa;

B) KOJ HAJOTOIUIATENbIIIMKA B CTPaHE pPETHCTpAalid W  CTpaHa
pEeTHCTpalid  OpraHW3alMK, SBJSIOMIEHCS IOJydaTejeM JIEKapCTBEHHBIX
MpPemnaparos;

I') PEKBU3UTHl TEPBUYHOTO JOKYMEHTA, SBJISIONMIETOCS OCHOBAHHEM
JUTS TIepeaun JIEKApCTBEHHOTO TIpenapara (J1ara u HoMep);

1) TATI IOTOBOPA;

€) CTOMMOCTh  JIEKAPCTBEHHOTO  Tpemapara (¢ yd4eToM  Hajora
Ha J00aBJIEHHYIO CTOMMOCTh) COTJIaCHO MEPBUYHBIM TIOKYMEHTaM;

’K) CyMMa Hajiora Ha J00aBJIE€HHYIO CTOUMOCTb;

3) koA WACHTU(UKAIMKA WIA KOJX  HISHTHU(HUKAUN  TPETHIHOU
(TpaHCTIOPTHOM) YNAKOBKH JIEKAPCTBEHHOI'O Mpernapara, B KOTOPOH HaXOIUTCS
ATOT JIEKAPCTBEHHBIHN TIpenapar (B ciiydae OTTPY3KH TPETUUHOU (TPAHCTIOPTHOM )
YIIAaKOBKH JICKAPCTBEHHOTO Tpernapara mejmkom).";

39) aG3aimr mepBbIii TyHkTa 1 Tmpunoxkenus Ne5S k  ykazaHHOMY
[Tonoxenuto mocnie ciaoB "TIo0aNbHBINA UACHTU(UKAIIMOHHBI HOMEpP TOPTOBOU
€IUHULIBI" IONMOJIHUTH CJIOBaMU "U OJIMH HOMEP MPOU3BOJICTBEHHON cepun';

40) B mpunoxxenuun Ne 6 k ykazannomy [lonosxennto:

a03all mepBbId MyHKTA 2 TMOCJE CJIOB "YTBEP>KIECHHOTO MOCTAHOBJIEHUEM
IIpaButennsctBa Poccuiickoii ®enepammu ot 14 nmexadpsa 2018 r. No 1556
"OO6 ytBepxaenun  [lomokeHus O  CHCTEME€  MOHUTOPUHTA  JIBHOKEHUS
JIEKApCTBEHHBIX MPEMApPaToB I MEJAUIMHCKOTO TPUMEHEHUSA' OIMOJHHUTH
cinoBamu "(manee - [lomoxxenne)";

B IyHKTE 3:

B al3alle mnepBOM cJioBa 'O CHCTEME MOHUTOPWHIA JIBHIKCHUS
JIEKaPCTBEHHBIX MPENapaToB JJIi MEIUIIMHCKOTO MPUMEHEHHUS, YTBEPIKICHHOTO
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noctaHoBjeHueMm IIpaButensctBa Poccuiickoit ®enepanuu ot 14 nexabps
2018 1. Ne 1556 "OO yrtBepxaeHuu IlonokeHHs O CHUCTEME MOHHUTOPUHIA
OBUKCHUS JICKAPCTBEHHBIX IMPEMApPaToOB Uil MEIULMHCKOTO TPUMEHEHUA"
UCKIIFOUMTE,

B moamyHkre "0" cimoBa (WM ero WACHTH(PMKAIMOHHBIM HOMED
HaAJIOTOIUIATEIbIIMKA B CJIydae TMPEICTaBICHUS CBEIEHUNW B COOTBETCTBUU
c abzamem cemnpmbiM mnyHkTa 44 llonoxkeHWss O CHUCTEME MOHHMTOPHUHIA
JNBIDKCHUS JIEKAPCTBEHHBIX TMPEnapaToB Il MEOUIIMHCKOTO TMPUMEHEHUS,
YTBEPXKJICHHOrO mnocTaHoBieHueM IlpaBurensctBa Poccuiickoit ®denepanymn
or 14 nexabps 2018 r. Ne 1556 "OO ytBepxknenuun IlonoxkeHuss o cucreme
MOHUTOPUHTA JBUXXEHUS JICKAPCTBEHHBIX IIPENapaToB Uil MEIUIUHCKOTO
npuMeHeHus" )" UCKITIOUNTE,

JIOTIOTTHUTD MYHKTOM 4' CIIeYIONIEero coaep/KaHus:

"4' CyGbexT oOpameHns JeKapCTBEHHBIX CPEOCTB, OCYIIECTBIIIOILHIL
ONTOBYIO  TOPrOBJIO  JIEKAPCTBEHHBIMU  CPEACTBAMH  NpU  Mepenaue
JIEKQPCTBEHHBIX MPENapaToB, OTHOCAIIUXCSA K OJHOM MPOU3BOJICTBEHHOMN CEepUH,
Opyromy CyOBEKTYy OOpallleHHs JICKAPCTBEHHBIX CPEACTB B  paMKax
IPAKIAHCKO-TIPABOBBIX OTHOIIECHUH, MPEJICTABJISET B CUCTEMY MOHHMTOPUHIA
CJIEIYIONTYI0 MH(GOPMAIIHIO O MEePEIaHHBIX JIEKAPCTBEHHBIX MTpenaparax:

a) laTa COBEPILICHUS ONEpaIlni;

0) uaentudukarop cyowbekTta oOpalieHus JIEKapCTBEHHBIX CPEJCTB,
OCYILECTBJISIOLIErO Mepeaauy JIEKapCTBEHHOT O Mpernapara;

B) HOMEp MPOU3BOJCTBEHHOW CEPHUH, TJI00AIBHBIN WACHTU(DUKAITMOHHBIN
HOMEP TOPrOBOM €AMHUIIBI OTTPYKEHHOIO JIEKAPCTBEHHOTO MpernapaTa Wiu KOoA
uaeHTuuKanmm.";

B IYHKTE 3:

a03all MepBBIA U3JI0KUTH B CIAEAYIONIEH PeIaKIINN:

"5. CyObekT oOpameHusi JeKapCTBEHHBIX CPEACTB, OCYIIECTBJIIONTUMA
KOHTPAKTHOE  (TMOAPSTHOE) TPOM3BOJCTBO  JICKAPCTBEHHBIX  IPEMapaToB
Ha Tepputopun Poccuiickoit ®enepanuu, npu nepenadye JIEKapCTBEHHBIX
npenapartoB (TOTOBOW MPOAYKIMU) CyOBEKTy OOpareHuss JeKapCTBEHHBIX
CPEICTB, SBIISIFOMIEMYCS 3aKa34YUKOM STOTO KOHTPAKTHOTO (IOJPSTHOTO)
MPOU3BOACTBA, JMOO CyOBbeKT oOOpalieHuss JEeKapCTBEHHBIX  CPEJCTB,
ABIIAIOIIMICS  3aKA3YMKOM KOHTPAKTHOTO  (TOAPSIHOTO) TPOM3BOJICTBA,
Ipyd  BO3BpaTe  JICKAPCTBEHHBIX  MPEMApaToB  CyOBEKTy  oOpamieHus
JIEKAPCTBEHHBIX CPEJCTB, OCYMIECTBIAIONIEMY KOHTPAKTHOE (MOAPSIHOE)
MIPOU3BOJICTBO  JIEKAPCTBEHHBIX IPEMAapaTroB, MPEICTABISIET B  CUCTEMY
MOHUTOPUHTA CJIEAYIOUIYI0 WHQOpPMAIMIO O TEepeAaHHbIX JIEKAPCTBEHHBIX
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mpemnaparax B OTHOIICHWH KaXKIO0W TOPrOBOM €IWHHUIIBI JIEKAPCTBEHHOTO
npemnapara:";

B MOANMyHKTE "0" mocye ciaoB "0CyIIeCTBIAIOIIETO nepeaauy’ TOMOJHUTh
CJIOBaMH 'WJIM BO3BpaT';

41) B mpunoxkenun Ne 7 k ykazanHomy I[lomoxeHuto:

MYHKT | M3JI0KUTH B CIIEAYIOMEH PeIaKInu:

"1. BeisiBIeHE HECOOTBETCTBHA TpeOOBaHUI K KadeCcTBY B paMKax
dhenepaTbHOTO TOCYIapCTBEHHOTO KOHTpOJIA (Ham3opa) B cdepe oOpameHus
JIEKapCTBEHHBIX  CPEACTB, ocymecTBisiemoro  denepanpHoii  CyKOO0M
0 Ha/I30PY B cepe 3ApaBOOXPAaHEHUS U €€ TEPPUTOPHUATIEHBIMU OpraHamu.";

MYHKTHI 8 U 9 U310KUTH B CIEAYIONIEH peIaKIIuN:

"8. IlpeacraBieHue B CUCTEMY MOHUTOPUHIA CBEICHHN 00 OTrpy3ke
(mpoxake) JEKapCTBEHHOTO Tpemnapara /10 MOJyUYeHUs] CHCTEMOW MOHUTOPHWHTA
CBEJICHUI W3 aBTOMATU3MUPOBAHHON MH(POPMAMOHHONW crucTeMbl DenepambHOi
caykObl 1O Ham3opy B cdepe 3ApaBOOXpAaHEHUS, MPETYCMOTPEHHBIX
nynktoM 6> mpuiaoxkenus Ne 1 k IIoJOXKeHHIO O CHCTEMe MOHHMTOPHHTA
JIBWKEHUS JIEKAPCTBEHHBIX TPEMApaToB IS MEAWIMHCKOTO TPUMEHEHUS,
YTBEPKACHHOMY TocTaHoBJieHHEM I[lpaBurenscTtBa Poccuiickoin Denepaunu
or 14 nexabpsa 2018 r. No 1556 "OO6 yrBepxknenun I[lonoxenus o cucreme
MOHUTOPUHTA JIBMJKEHHS JIEKAPCTBEHHBIX TMPENapaToB M MEIUIIUMHCKOTO
npumeHnenus" (nanee - [lomoxenue).

9. IlpeacraBieHre B CUCTEMY MOHUTOPUHTA CBEJIEHUN C HapyIIEHHUEM
TpeboBanwmii [Tonoxenus.";

B MyHKTe 13 ciaoBa "o cucTreMe MOHMTOPHMHTA ABMOKCHUS JICKAPCTBEHHBIX
npernaparon TUTST METUITTHCKOTO MIPUMEHEHUS, YTBEP>KICHHOTO
noctaHoBieHueM IlpaButenscTBa Poccuiickoit ®depepanum ot 14 nexaOps
2018 1. Ne 1556 "OO ytBepxaeHuu IlonokeHHS O CHUCTEME MOHHUTOPHUHIA
JIBYOKEHUS JICKAPCTBEHHBIX TIPEMmapaTroB Uil MEIWIMHCKOTO TIPUMECHCHHS'
VCKITIOUHNTb.




I[TPHUJIOXKEHHME

K nmocranoBjieHuto [IpaBurenscTaa
Poccuiickoii @enepanuu
ot 24 mapta 2023 r. Ne 468

HEPEYEHD

YTPATUBIIMX CHJTY OTAEJIbHBIX MOJI0KEHUH AKTOB
IIpaBureascrBa Poccuiickoii ®egepanuu

1. ITognmyskT "0" myHkTa 9 U3MeHeHul, KoTopbie BHOcATCS B [lomoxkeHue
O CHUCTEM€ MOHHUTOPWHIA  JABWXKEHUS  JIEKAPCTBEHHBIX  MpemnapaToB
Ui MEOUUMHCKOTO  TMPUMEHEHUS,  YTBEPKIACHHBIX  MOCTAHOBJICHUEM
[TpaButensctBa Poccuiickoit ®enepaumu ot 20 mapra 2020 r. Ne 311
"O BHeceHun u3MeHeHuil B [lojo)keHHE O CHUCTEME MOHMTOPUHIA JABUKEHUS
JIEKapCTBEHHBIX TpenapaToB i MeaunuHckoro mnpumenenus’' (CoOpanue
3akoHomaTenbcTBa Poccuiickoit @eneparuu, 2020, Ne 13, ct. 1925).

2. AG3aupl TpeTwii W 4YeTBEpPThIM MOAMyHKTa "K', ab3all ceMHaauaThii
MOANYHKTA "M", MOANYHKT "H", MOAOYHKT 'm'", a03alpl TPETUIl U YETBEPTHIU
noanyHkra "y" myHkta 2, moamyHkTsl "0", "x" m ab3amml ABaIaTh BTOPOH -
NBAJIaTh CEAbMON MOANMyHKTa "W MyHKTa 4 WU3MEHEHWN, KOTOpPbIE BHOCSTCS
B noctanoBjieane IlpaBurenbcTBa Poccuiickoii ®enepammu ot 14 mexabps
2018 r. Ne 1556, ytBepxkaeHHbIX mocTtanoBjienuemM IIpasutenscrBa Poccuiickoi
Oeneparmun ot 21 momst 2020 1. Ne 1079 "O BHeceHun uU3MEHEHUM
B noctanoBjieHne IlpaButenbcTBa Poccuiickoit ®eneparmu ot 14 nmexabps
2018 r. Ne 1556" (Cobpanume 3akoHomaTenbeTBa Poccutickoit deneparuu, 2020,
Ne 30, cT. 4936).

3. Ilynkt 2 u3MeHeHuii, koTopsie BHOcATcs B IlosioxkeHue o cucreme
MOHUTOPUHIA JBUKEHUS JICKAPCTBEHHBIX IPENapaToB Uil MEIUIUHCKOTO
MPUMEHEHHUS, YTBEPKACHHBIX MOocTaHoBiIeHUEM IIpaButensctBa Poccuiickoi
Oenepaunn o 30 wmrons 2021 r. Ne 1069 "O BHeceHMM U3MEHEHUU
B [lo0keHNE O CUCTEME MOHUTOPHUHTA JBUKEHUS JIEKAPCTBEHHBIX MPENApaToOB
st mequiuHckoro npuMenenns' (CoOpanue 3akoHomarenbcTBa Poccuiickoi
®eneparuu, 2021, Ne 27, ct. 5445).




