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ITOCTAHOBJIEHHME
ot 21 miong 2020 r. N 1079

O BHECEHVU U3MEHEHUI
B ITOCTAHOBJIEHUE IMTPABUTEJIbCTBA POCCUNICKOM ®EIEPALINN
OT 14 IEKABP 2018 T'. N 1556

[TpaBuTenbcTBO Poccuiickoit demepaliy MOCTAaHOBIISET:

YTBepauTh NpujiaraeMbie M3MeHeHMsI, KOTOpbIe BHOCSTCS B ITocTaHoBieHMe [IpaBuTenbcTBa Poccuiickoit
®enepanuu ot 14 mexabpst 2018 r. N 1556 "O6 yrBepskaeHny [ToioskeHMsI O CMCTeMe MOHUTOPUHTa
IBVDKEHMUS JIeKapCTBEHHBIX ITpeIapaToB IJi MeAUIIMHCKOTO mpuMeHeHus" (CobpaHue 3aKOHOIATeIbCTBA
Poccuiickoit ®enepannm, 2018, N 53, ct. 8641; 2019, N 37, cT. 5162; 2020, N 2, cT. 196).

IIpencenatens IIpaBuTeIbCTBA
Poccuiickoit @enepatiyin
M.MUITYCTVH

YTBepKAeHbI

MMOCTaHOBJ/IeHMeM [IpaBuTenbCTBA
Poccuiickoit ®enepatyin

ot 21 uionsg 2020 r. N 1079

M3MEHEHNA,
KOTOPBIE BHOCATC B IOCTAHOBJIEHME ITPABUTEJIbCTBA
POCCUIICKOM ®EOEPALIUY OT 14 JEKABPS 2018 T. N 1556

1. B mynkTe 1(4) n ab3aiie TpeTbeM MmyHKTa 1(5) cjioBa "MM CO CKUAKOI " MCKITIOUUTD.

2. B IlonnokeHnn o cucteme MOHUTOPMHIA ABVXKEHMI JIEKAPCTBEHHDLIX ITperapaToB OJId MeIULIMHCKOTO
IMpMeHEeHHUs, YTBEPKOEHHOM YKa3aHHBIM ITOCTaAHOBJIEHUEM :

a) B IIyHKTe 2:

ab3all YeTBepPThIii AOTOTHUTD CJIOBAMM "V TIPEICTABIEHNS JOKYMEHTOB M CBeJIeHNI, TPeIyCMOTPEHHbIX
yacThio 1 ctathu 52.1 PenepanbHoro 3akoHa "O6 ob6paleHUy IeKapCTBEHHBIX CpeaCcTB", B DemepaabHYIO
CJIY3KOY TI0 HaZi30py B cdepe 3paBOOXpaHeHMS] MJIM TTOJTyUeHMsT pa3pelieHusl, TpeIyCMOTPEeHHOTO YacThio 7
cratby 52.1 ®epepanbHoro 3akoHa "0O6 obpaleHNnM JieKapCTBEHHBIX CPeCTB" (B C/Iydae MPOU3BOACTBA
MMMYHOOMOJIOTMUECKMX JIEKAPCTBEHHBIX MTperapaToB)";

ab3all MSThI U3JI0KUTh B CJIEAYIONIEl peJaKkIni:

"IIpy IPOU3BOJCTBE BHe TeppuTopuu Poccuiickoit @egepaunm - onepauymn, Npou3BOAMMbIE C
JIeKapCTBEHHBIMM TIperapaTaMy OT IMPOXOKAEHMS ITPOM3BOCTBEHHO cTaay GacoBKM (YITAKOBKMN)
JIeKapCTBEHHBIX IMpeIapaToB B IEPBUYHYIO YIIAKOBKY JIeKapCTBEHHOTO IpenaparTa (B OTHOIIeHUM
JIeKapCTBEHHBIX IIPerapaToB, AJIs1 KOTOPBIX He IIPeayCMOTPeHa BTOpUYUHAs (IIOTPeOuTeIbCKas) yIIakOBKa
JIeKapCTBEHHOTO IIperapara) ¥ BTOPUUYHYIO (TTOTPeObUTeNbCKYI0) YIIaKOBKY JIeKapCTBEHHOTO Ipernapara o
pa3MelleHMs IeKapCTBEHHBIX ITperapaToB Ha ¢papMalieBTMYeCKOM CKJIaie U MpeACcTaBaeHUs JOKYMEHTOB
" CBeJIeHUIA, TIPeIyCMOTPEHHBIX YacThio 2 cTaTbhy 52.1 ®enepanbHoro 3akoHa "0O6 obpalieHun
JIeKapCTBEHHBIX cpeAcTB", B DemepaabHyIO CIYKOY 110 HaA30py B cepe 3apaBOOXpaHEHMS VIIN TTOTYIeHUS
paspemnieHusi, IpegyCMOTPEHHOTO YacThio 7 ctaTby 52.1 ®enmepanbHOro 3akoHa "O6 ob6palieHnn
JIeKapCTBEHHBIX CPeACTB" (B CIyuyae MPOM3BOICTBA MMMYHOOMOMOTMUECKMX JIEKAPCTBEHHbBIX
rpenaparos);”;

8.638].[ 11ecToun MMPpU3HATb YTPATUBIINM CUJIY;



rocsie ab3alia IBEHAAIIATOrO AOTIOJIHUTD ab3alieM CJIeIyIoIero colepskaHms:

"MaeHTUGUKATOP CyObeKTa 00paleHus TeKapCTBEHHbBIX CPEICTB" - YHUKAIbHBIN KO, TPMUCBAaBaeMbIi
CUCTEMOJ MOHUTOPUHTA CYyOBEKTY 0OpaleHMs TeKapCTBEHHbIX CPEICTB 10 MTOraM ero perucTpauum B
cUCTeMe MOHUTOPYHTA HAa OCHOBE IepelaHHbIX CYOBeKTOM 00palleHms JeKapCTBEHHbIX CPEACTB CBeIeHM 1
06 naeHTUGUKAIMOHHOM HOMepe HaJIOTOTIaTe bIMKa JIJIST KasKI0T0o afpeca MecTa OCyIleCTBIeHMS
IesITeJIbHOCTU COIJIACHO JIMUIeH3UM Ha IIPOU3BOA,CTBO JIEKAPCTBEHHBIX CPELICTB, IULEH3UN Ha
(dapmaleBTMYEeCKYIO IesITeIbHOCTD, TUIIeH3UY Ha AesITeIbHOCTD 10 000pOTY HAPKOTHUUECKUX CPECTB,
TICUXOTPOIHBIX BEIllleCTB U UX IMTPEeKYyPCOPOB, KyJIbTUBUPOBAHUIO HAPKOCOAEPKAIIUX PACTEHUI U JTULIEH3UU
Ha MEIUIIMHCKYIO AesITeJIbHOCTh (TIPU HAJIMYUU TAKOI JIUIIEH3UU) WM KOJe HAJIOTOTIaTe bIIMKA B CTpaHe
perucTpauum 1 Kofge CTpaHbl perucTpaium (4151 CyobekKToB 0OpallleHus JIeKapCTBEeHHbIX CPeJCTB, He
MpU3HaBaeMbIX HAJIOTOBBIMM pes3upeHTamu Poccuiickoit ®epepanyn);”;

ab3all IBaAIaTh MSThIN ITOC/Ie CJIOB "TIpMMeHeHMe 1" TOMOJHUTD CJIOBaMU "Tiepenady Ha'";
ab3all ABaAIaTh JEBSIThIN MPU3HATH YTPATUBIINM CUTTY;
IOTIOJIHUTD ab3a1eM CJIeAYIONIero ColepsKaHms:

"9MUTEHT CPeACTB UAEHTUGUKAIMN" - IIPOU3BOAUTE/b JIEKAPCTBEHHBIX CPEICTB, OCYIIEeCTB/ISIO I
MPOM3BOJICTBEHHYIO CTaaMi0 (hacoBKM (YIIAKOBKM) JIEKapCTBEHHOTO IperapaTa C HaHeCeHMeM CpeJiCTB
MIEeHTUPUKALINY Ha BTOPUYHYIO (MTOTPeOUTENHCKYIO) YITAKOBKY JIEKAPCTBEHHOTO Mperapara (a Ipu ee
OTCYTCTBUM - HA TTIEPBUYHYIO YIIAKOBKY JIEKapPCTBEHHOTIO Mpernapara), - Ipy IpOou3BOJICTBE JIEKAPCTBEHHOTO
rpenapara Ha Tepputopun Poccuiickoit ®emepanym, Wim gepskaTesib 100 Bagesnel perucTpauoHHOTO
YAO0CTOBEpPEHMS JIEKAPCTBEHHOTO Mpenapara (gajiee - perucTpalyiOHHOE YIOCTOBEPEeHME) - IIPU
IIPOU3BOACTBE JIEKAaPCTBEHHOrO IpernapaTa BHe Tepputopum Poccuiickoin ®emepaninm, uin
IpenCcTaBUTEeNbCTBO MHOCTPAHHOM OopraHusanum Ha tepputopuu Poceniickoin @epepanu, SBasS0Lencs
Iepskarejem oo BiaeIblieM PETUCTPALIMOHHOIO YIOCTOBEPEHMSI, - IIPU IIPOM3BOICTBE JIEKAPCTBEHHOTO
Impenapara BHe Tepputopuu Poccuiickoi ®emepanun.”;

0) IYHKT 4 JOTOJHUTD ab63alieM CJIeIyIOIIero CoaepsKaHms:

"B ciyyae BBo3a B Poccuiickyro @enepanuio npu rnpon3BOACTBE BHe TeppuTopun Poccuiickoin Pepepaiinmn
(32 MCK/IIOUeHN eM JIeKapCTBEeHHbIX IIpeIapaToB, BBO3MMbIX U3 FOCYLAapCTB - WieHOB EBpa3uiickoro
9KOHOMMYECKOI'0 COI03a) MapTUM JIeKapCTBEHHOTO IperaparTa gOIMYCKAeTCsl HAaHeCeHMe IBYXMEPHOTO
LITPUXOBOT'O KOJa METOAOM I1e4aTy Ha MaTepuaabHbIi HOCUTENb (3TUKETKY), He JOMyCKAK UM
OTHe/eHUsI MaTepuaJbHOTO HOCUTES (ITUKETKU), COepsKalllero CpeacTBO UAeHTudUKaI UM, OT YITAaKOBKU
JIleKapCTBEHHOTO Tpernapara 6e3 MoBpexaeHuii, ¢ ToC/ae YoM HaHeCeHeM MaTepuaabHOTO HOCUTEIS
(3TMKeTKM) Ha BTOpUYHBIE (TOTpeOUTebCKIE) YITAaKOBKM JIeKapCTBEHHOTO Tpernapara (B cjiyuae ux
OTCYTCTBMUS - IEPBUYHbIE YIIAKOBKM JIEKAPCTBEHHOIO IIpernapara) Ha TaAMOXXEHHOM CKJIafie, aapec KOTOPOro
yKa3aH B KauecTBe aZpeca MecTa OCyleCTB/IeHMs 1esiTeIbHOCTU B JINIeH3UM Ha hapMalieBTUYeCKYIo
JesITeJIbHOCTb OPTaHU3ALMU, OCYIIECTBIISIONIEN OITOBYI0 TOPTOBJIIO JIEKAPCTBEHHBIMU CPEeACTBAMMN.";

B) ITyHKTHI 9(1) - 9(3) U3JI0KUTH B ClIeAyIoLIei pegaKkuun:

"9(1). DMUTEHT CpeACTB UAeHTUGUKALIMM TTOC/Ie ITOTyYeHNsT KoJla MapKMPOBKY 00ecIieunBaeT ero
1peobpa3oBaHye B CPeICTBO UAHTUDUKAIIMY, HAHECEHMEe CPeACTBA UAeHTUGUKAIMM Ha BTOPUYHYIO
(MOTpe6UTENHCKYIO) YITAKOBKY JIEKaPCTBEHHOTIO IperaparTa (a pu ee OTCYTCTBUM - Ha e PBUYHYIO
YIAaKOBKY JIEKapCTBEHHOTIO Mperapara) Ui Ha MaTepuaJbHbIii HOCUTE/Ib (9TUKETKY) U ITepelaeT B CUCTEMY
MOHUTOPMHTA CBeJIeHMsI 0 HAaHeCEeHUM CPeiCTBa MAeHTU(GUKAIMYM B COOTBETCTBUM C ab3alieM MepBbIM
MTyHKTA 35 MM ITyYHKTOM 36 HacTosiero ITososkeHNs He MTO3Hee HACTYIUIeHUsI OAHOV M3 CJIeAYIOIMIMX JaT:

BBOJ] B 000pOT JIeKapCTBEHHOTO ITperapara, Ha yIaKoBKY (3TUMKeTKY) KOTOPOro HaHeCEHO CPeJICTBO
uneHTudbUKaIMK, MpeobpazoBaHHOEe 13 COOTBETCTBYIOIIET0 KOJa MapKUPOBKM, TIPU ITPOU3BOJICTBE
JIeKapCTBeHHBIX IIperapaToB Ha TeppuTopuu Poccuiickoit @enepaunm;

IOCTaBKa JIeKapCTBEHHOTO IperapaTa B MecTo IpuObITHS Ha TeppuTopun Poccuiickoit ®enepanyu u



MoAauyM TAMOKEeHHOJ IeKIapaly Ha TOBaphl B ITPOLieAype BbITyCKa AJIS1 BHYTPEHHEro MOTpedIeHMs WK
MoJauyM TAMOKEHHOJ IeKIapaly Ha TOBaphl B IIPOLIeAYype BhITyCKa AJISI BHYTPEHHET0 MOTPeOIeH s
JIeKapCTBEHHOTO IMpernapaTa, MapKMpOBaHHOTO Ha TAMOKEHHOM CKJIaJie B COOTBETCTBUM C ab3aiem
BTOPBIM IyHKTa 4 HacTosmiero ITosokeHust, Tpy MPOMU3BOJICTBE JIEKAPCTBEHHBIX IMPErapaToB BHE
Tepputopun Poccuiickoit @emeparium (3a MCKIIOUEHMEM JIeKapCTBEHHbIX ITperapaToB, BBO3MMbBIX U3
roCyIapcTB - wieHOB EBpa3uiickoro 9KOHOMUYECKOTO COK03a);

BBO3 B Poccuiickyio ®enepartiyio Ha (papMalieBTMUeCKMii CKIal JIeKapCTBEHHOTO Tperapara rpu
MIPOM3BO/ICTBE JIEKAPCTBEHHBIX MIPeIapaToB BHe TeppuTopum Poccuiickoit ®emepauiyuyt - B OTHOIIEHUM
JIeKapCTBEHHbBIX MTperapaToB, BBO3MMBIX M3 TOCYIapCTB - WieHOB EBpa3miickoro 5KOHOMUYECKOTO COI03a.

OmnuaTa yciryru 1o IpegoCcTaBIeHNIo0 KOLa MapKUPOBKY OIIepaTopy CUCTEMbI MOHUTOPUHTA,
nmpeAycMOTpeHHas nocraHoBieHneM [IpaBurtenbcTBa Poccuiickoit @emepanyy ot 8 mast 2019 . N 577 "06
yTBepXAeHUM pa3Mepa IJIaThl 3a OKazaHue YCIYT 110 TpeoCTaB/lIeHI0 KOJJOB MapKUPOBKY, HEOOXOIMMBbIX
1151 popmupoBaHus CpeAcTB uaeHTuGuKaum 1 obecrieyeHns MOHMTOPUHTA ABUKEHMS] TOBAPOB,
noiekalnx 06s13aTeIbHOM MapKUPOBKe CpeiCTBaMM MAeHTUGMKAIMM, & TAKKe O TIops/IKe ee B3UMaHus ",
MPOU3BOJIUTCSI SMUTEHTOM CPEACTB UAeHTU(UKALIMY 10 AAThI TTOJyUeHMs KOa MapKUPOBKHU U B
TeueHye 180 KaseHgAapHBIX HE C JaThl 0JIy4YeHMS KOa MapKMPOBKY, HO He TMT03JHee HACTYIIeHUS
OIHOV U3 CJIedyIOIMX AaT:

BBOJ] B 000POT JIeKapCTBEHHOTO ITperapaTa, Ha yIIaKoBKY (3TUMKETKY) KOTOPOTO HAHECEHO CPEeJICTBO
naeHTuGUKaIMK, Tpeodpa3soBaHHOE 3 COOTBETCTBYIOIIETO KOJa MapKUPOBKM, TIPU ITPOM3BO/ICTBE
JIeKapCTBEHHBIX IIperapaToB Ha Tepputopun Poccuiickoit ®emepanyin;

IOCTaBKa JIeKapCTBEHHOTO MperapaTa B MecTo ITpuUObITHS Ha TeppuTopun Poccuiickoit ®enepaiiu u
Mo/lauM TaMOKEHHOJ IeKIapaluy Ha TOBaphl B Mpoleflype BbIIyCKa AJis1 BHYTPEeHHETro0 MoTpe6IeH s Win
Mo/IauM TaMOKEHHOV eKIapaluy Ha TOBaphl B MpOoIeype BbIIYCKa AJisI BHYTPEHHETO MOoTpebieHust
JeKapCTBEHHOTO MperapaTa, MapKMPOBAaHHOTO Ha TAMOK€HHOM CKJIaJie B COOTBETCTBMM C ab3alemM
BTOPBIM ITyHKTa 4 HacTos1ero IlosoxeHus, Ipyu Ipou3BOACTBE JIeKaPCTBEHHBIX IIpeIrapaToB BHe
Tepputopun Poccuiickoit @enepanum (3a UCKIIOUEHMEM JIeKaPCTBEHHbIX IIperapaToB, BBO3MMBIX U3
roCyZapcCTB - WieHOB EBpa3uiickoro 3SKOHOMMYECKOTI0 C003a);

BBO3 B Poccuiickyio ®enepaiiyio Ha (papMalieBTMUeCKMIi CKIal JIeKapCTBEHHOTO perapara mpu
MIPOM3BO/ICTBE JIEKAPCTBEHHBIX IPEIapaToB BHe TeppuTopum Poccuiickoit ®emepauiuyt - B OTHOIIEHUM
JIeKapCTBEHHBIX ITPerapaToB, BBO3MMBIX M3 TOCYIapCTB - WieHOB EBpa3miickoro 5KOHOMMYECKOTO COI03a.

[Tpu 3TOM OIepaTop CUCTEMbI MOHUTOPUHTA PETUCTPUPYET (BHOCUT) B cUCTEMeE (CUCTEMY) MOHUTOPUHTA
MHGOPMAIIMIO O HAHECEHUM CPeICTBAa UAEHTUGMKAIMN, YKa3aHHYI0 SMUTEHTOM CPeICTB UIAeHTUDUKALINA
B CBeJIeHMSIX O HAaHeCeHU U CpeiCTBa UIeHTUhMUKALMHA, TTOC/Ie TIOyUYeHMs OTIaThl YCIYTH 10
MpeoCTaB/IeHM 0 KoJla MapKUPOBKY, TPeobpa3oBaHHOTO B COOTBETCTBYIOIIEe CPeCTBO UAeHTUDMKALINNA.

PenreHne o BbI6ope criocoba oriaTel yCIYTH [0 TPeIOCTAaBIEHNIO KOIa MapPKUPOBKY MPUHMUMAETCST
IMUTEHTOM CpPeJCTB UAeHTUDUKALUN.

B ciiyyae eciiu oruiaTa yCayTy IO TPeIoCTaBlIeHNI0 KOJla MapKUPOBKYM OCYIIeCTBIISIETCS SMUTEHTOM
CpencTB MaeHTUGUKAIMA O0 MPeICTaBIeHNsI MM B CMCTEMY MOHUTOPMHTA CBeIeHNUI O HAHECEHU U
cpencTBa uaeHTUMKALMM, TTPe0OPA30BAHHOTO U3 COOTBETCTBYIOIErO KOAA MapKMPOBKY, Takas ycayra
MpU3HaeTCs OKa3aHHO orepaTOPOM CUCTEeMbl MOHUTOPMHTA B MOMEHT ITOJTy4YeHUSI SMUTEHTOM CPeCTB
MIEHTU(PUKALIUY OTUIAYEHHBIX KOJTOB MapKUPOBKIA.

B ciryuae eciu oriaTa yCIyTH IO MPeIOCTaBIeHMI0 KOIa MApKMPOBKYM OCYIIECTBISIETCSI SMUTEHTOM
CpeAcCTB UAeHTU(MKALIMY TTOC/Ie ITPeICTaBAeHNUS UM B CCTEMY MOHUTOPVHTIA CBeIeHNUI 0 HAaHeCEeHU
cpeacTBa uaeHTUGUKALMA, ITPeoOPa3s0BAHHOTO U3 COOTBETCTBYIOIEro KOAA MapKMPOBKY, Takas yCayra
MpM3HaeTCs OKa3aHHOI OlepaTopoM CUCTeMbl MOHUTOPMHTA B MOMEHT perucTpanyu (BHeCeHMsI)
OTepaTopoM CHMCTEMbI MOHUTOPUHTA B CUCTEMeE (CHMCTEMY) MOHUTOPMHTA MHGOPMAIIUK, ComepKalieiics B
CBEJIeHMSIX O HAHEeCEHUM CpeACcTBa UaeHTUGUKAIMA, TIPeo6pa30BaHHOIO M3 COOTBETCTBYIOIIEI0 KOJa



MapKUPOBKMA.

B cityyae ecsit B COOTBETCTBUM C TTocTaHOBIeHMeM [IpaBuTenbcTBa Poccuiickoin @emepanym ot 8 mas 2019
r. N 577 "O6 yTBepkaeHMM pa3mepa IJIaThl 3a OKa3aHye YCIyT 0 MpeA0CTaBIeHUI0 KOJO0B MapKUPOBKH,
He0OXOaUMBIX JJ151 hOPMUPOBAHUS CPeICTB UAeHTUDMKALIUY U 0OecrieueHsI MOHUTOPUHTA IBUKEHUST
TOBApPOB, MOJJIEKALINX 00s13aTe/IbHOV MapKMPOBKE CPeACTBAMU UAEHTUDUKAIIMN, a TAKKe O IOPSIIKe ee
B3MMaHMs" yCJIyTa 1o NpefoCcTaBAeHUI0 KOAa MapKUPOBKY He TIOAJIeXUT OIIaTe, SMUTEHT CPeJiCTB
MIeHTUGUKALMY TTOC/Ie MTOTyYeHMsT KoJla MapKMpPOBKY obecIieunBaeT ero nmpeobpasoBaHie B CPeICTBO
MIeHTUGUKALNY, HAHeCeHNe CPeICTBa MAeHTUPUKAIMY HAa BTOPUUHYIO (TOTPEOUTENbCKYIO) YITaKOBKY
JIeKapCTBEHHOTrO Mperapara (a Ipu ee OTCYTCTBUU - HA IEPBUYHYIO YIIAKOBKY JIEKapCTBEHHOTO IIpernapara)
WJIM Ha MaTepUAJIbHbII HOCUTEb (3ITUKETKY) U B TeueHue 180 KaleHIapHBIX LHe IepenaeT B CUCTEMY
MOHUTOPMHTA CBeJIeHNsI 0 HAaHeCEeHUM CpeliCTBa MAeHTU(PUKAIMYM B COOTBETCTBUM C ab3alieM IepBbIM
MTYHKTA 35 MM IyHKTOM 36 HacTosiiero ITososkeHus, HO He TTO3JHee HACTYIIEHUS OJHOM U3 CeayIOINX
nar:

BBOJ] B 000pOT JIeKapCTBEHHOTO ITperaparTa, Ha yIakKoBKY (3TUKETKY) KOTOPOTO HAaHEeCEHO CPeJICTBO
ungeHTudbUKaIMY, TPeobpa3oBaHHOE 13 COOTBETCTBYIOIIETO KOJa MapKUPOBKM, TIPU ITPOU3BOJICTBE
JIeKapCTBEHHBIX IIperapaToB Ha Tepputopuu Poccniickoit @enepaunm;

IOCTaBKa JIEKapCTBEHHOTO IperapaTa B MecTo IpuUObITHS Ha TeppuTopun Poccuiickoit ®enepanm u
oAUy TAMOKEHHOJ IeKIapalyy Ha TOBaphl B IIPOLIeAYPe BhITyCKa AJISI BHYTPEHHEro MOTpeOIeH s UK
Mofauy TaMOKeHHOI IeKiapaly Ha TOBaphl B IIPOLieAype BhITyCKa AJ1s1 BHyTPeHHero noTpedieHnst
JIeKapCTBEHHOTO Iperapara, MapKMpOBaHHOTO Ha TaMOXKE€HHOM CKJIafie B COOTBETCTBUM C ab3alieM
BTOPBIM ITYHKTA 4 HacTos1ero ITosnoxkenns, IIpu MPOU3BOACTBE JIEKAPCTBEHHbBIX IIperapaToB BHE
Tepputopum Poccuiickoi @enepaniyu (3a UCKIIOYEHMEM JIeKapCTBEHHbBIX MPerapaToB, BBO3MMbIX U3
roCyapCTB - YIeHOB EBpa3niickoro 5KOHOMMUYECKOTO COK03a);

BBO3 B Poccuiickyio @enepaiiyuio Ha (papMalieBTMUeCKMii CKIaJl JeKapCTBEHHOTrO mpernapara rpu
IMPOM3BOCTBE JIEKAPCTBEHHBIX MpeIapaToB BHe TeppuTopun Poccuiickoit @egepaiini - B OTHOIIEHUMA
JIeKapCTBEHHBIX INPeIapaToB, BBO3MMBbIX U3 FOCYIapCTB - YIeHOB EBpa3uiickoro 5KOHOMMUYECKOTO COK03a.

9(2). Kozipl MapKMpOBKYM aHHYAUPYIOTCS B CAEAYIOMINX CIyYasiX:

a) HapyIlleH YCTaHOBJIEHHbII ab3aiaMu MSIThIM - BOCbMbBIM IyHKTa 9(1) HacTosimero [TomoskeHMs CPoOK
OIlJIaThI YCIYT 110 IIPeloCTaBIeHNI0 KOJa MapKPOBKI;

6) HapyIlleH YCTaHOBJIEHHbIV a63aIjaMy MIEPBBIM - YUeTBEPTHIM U (WJIM) TPUHAAIATHIM - II€CTHAAIIATHIM
nyHkTa 9(1) HacTosiero [1omoxeHs CPOK Iepenauu CBeeHnii B CUCTeMY MOHUTOPUHTA O HAHeCeHUU
CpeLCTB UAeHTUDUKALIUN.

9(3). B peructpauum B CUCTeMe MOHUTOPUHTA CBeIeHMII 0 HAHECEeHUM CPeNCTB UAeHTUhUKAIIUN
OTKa3bIBaeTCs MO CJIeAYIOINM MPUUYMHAM:

a) OTCYTCTBME KOAOB MIeHTU(MKALMM, YKa3aHHBIX B CBeJIEHMUSIX 0 HAaHEeCEeHUM CPeNCTB UaeHTUGUKAIIUY, B
peecTpe cpeAcTB UAeHTUGUKAIIMM OllepaTopa CUCTEMbI MOHUTOPUHTA;

0) mpeacTaB/ieHl e SMUTEHTOM CPeICTB UAeHTUGUKALMM CBeIeHII1 0 HAHEeCeHUM CPeICTB UAEHTUDUKAIIUNA
T10 MCTeYEHUM CPOKA, YCTAHOBJIEHHOTrO ab3aIiaMy IIePBhIM - UeTBEPTHIM U (MJIM) TPUHAIIATIM -
necTHaAaThiM MyHKTa 9(1) HacTosiero ITonoxkeHus;

B) OTCYTCTBME Y OllepaTopa CUCTEMbI MOHUTOPVHTA CBe€HUI 00 YCTPOIICTBE PETUCTPAIMY SMUCCUN, C
MCII0Tb30BaHMEM KOTOPOTO MepeaHbl CBeleHNs B CUCTEMY MOHUTOPUHTA;

T) OTCYTCTBMeE MOTBEPXKAEHMS OTUIaThl KOJIOB MapKUPOBKY, ITPe0Opa30BaHHbBIX B CpeiCTBa
MIaeHTUGUKALIMM, O HAHEeCeHUM KOTOPBhIX SMUTEHT CPeJCTB UAeHTUdUKAIMK ITepefaeT B CUCTEMY
MOHUTOPMHTA CBEJIeHMS 0 HAHECEHUM CPeICTBA MAeHTUPUKALIMY, TTPpeayCMOTpeHHbIe ab3aleM IepBbIM
ITyHKTa 35 MM MMyHKTOM 36 HacTosiiero [TonosxkeHus.";



r) ab63a11 mepBbiii yHKTa 10 rocse coB "degepasbHOTO areHTCTBA 110 TEXHMUYECKOMY PEryJIMpOBaHMIO U
MEeTPOJIOTUM," JOTIOJTHUTDb CJI0BaMM "cOCTOUT U3 18 111bpOBbIX CUMBOJIOB";

1) IIyHKT 24 DOTIOJIHUTD ab3alieM CJIeyIoIero CoepskaHms:

"Peructpaiius B cucTeMe MOHUTOPUHTA CyOBEKTOB 0OpalileHys IeKapCTBEHHbIX CPeCTB - OpraHu3alui,
MpM3HaBaeMbIX HAJIOTOBbIMM pe3uaeHTaMu Poccuiickoit demepanim, v MHAMBUIYATbHBIX
NpeaInpyuHUMAaTesei, MMelInX JULeH3MM Ha TPOM3BOACTBO JIeKapCTBEHHbIX CPEeICTB, MUIeH3MM Ha
(apMalleBTMUECKYIO IesITeTbHOCTD (BK/IIOUAst ONITOBYIO ¥ PO3HMUHYIO TOPTOBJIIO JIeKapCTBE HHBIMU
CpeACcTBaMM), IUIEH3UM Ha AesATeTbHOCTb 110 000POTY HAPKOTUUECKMUX CPENICTB, IICMXOTPOITHBIX BEIIeCTB U
UX TPEKYPCOPOB, KyJIbTUBUPOBAHNUIO HAPKOCOAEPsKAIIMX pacTeHMIt 1 IULIeH3MM Ha MeIUIIMHCKYIO
IesiITeJIbHOCTb, MOXKET OCYIIeCTBJISIThCS C MCIIOb30BaHMeM (pefepasbHOI TOCyaapCTBEHHOM
MHbOpMaIMOHHO cucTeMbl "EnuHas cuctema uaeHTU@UKaUM U ayTeHTUdUKauumu B MHPPacTPyKType,
obecrneunBaloleii MHGOPMAaIMOHHO-TeXHOJIOTMYeCKOoe B3auMoieiicTB1e MHPOPMAI[MOHHBIX CUCTEM,
MCII0Tb3yeMbIX IS TIPeNOCTaBAeHMS rOCyIapCTBEHHBIX M MyHULIUITATIbHBIX YCJIYT B 3JIEKTPOHHOM

d)opMe " . " ;

e) B ab3alie MepBOM IMOJMYHKTA "A" MyHKTa 27 cJI0Ba "OMTOBOI TOPTOBJIM JIeKapCTBEHHBIMU TTperapaTamu”
3aMEHUTDb CJI0BAMM "ONTOBOV TOPrOBJ/IU JIEKAPCTBEHHBIMM CPeCTBaMM (B TOM UM CIe OCYLIECTBIISIOMMU
(GyHKIIMM 10 ayTCOPCUHTY)";

k) TyHKT 30 mmocsie a63aiia BTOPOTO JOIMOJHUTH ab3aieM CaedyIoulero ComepskaHms:

"ABTOpU3aLMs CyObeKTOB oOpalleHus ieKapCTBeHHbIX CPEJICTB - OpraHu3alnii, mIpu3HaBaeMbIX
HaJIOTOBBIMM pe3upeHTamu Poccuiickoit ®enepauiyy, U MHAUBUAYATbHBIX IIpeAIIPUHMMATEIEN B CUCTEME
MOHUTOPUHTA MOXET OCYIIeCTBJISIThCS TOCPEICTBOM UCIIOb30BaHMS (elepaabHOI ToCyIapCcTBEeHHO
MHbOpMaIMOHHO cucTeMbl "EnuHas cucteMa uaeHTU@UKauy 1 ayTeHTuduKaumu B MHQPacTpykType,
obecreunBaloleii MHGOPMAaIMOHHO-TeXHOJIOTMYeCKoe B3auMoieiicTBIe MHGOPMAI[MOHHBIX CUCTEM,
MCIIOTb3yeMbIX IS TIPeJOCTaBAeHMS TOCYIapCTBEHHBIX M MyHUIIMITATbHBIX YCJIYT B 3JIEKTPOHHOI

non

dbopme".";
3) B ITYHKTe 32:
ab3all mepBbIit U3I0XKUTh B CIEAYIONIE pegaKkIIn:

"32. Ilepemava cBefeHMit B CUCTeMY MOHUTOPUHTA OCYILI€CTBIISIETCS IOCPEICTBOM HampasJieHus: QaiiioB B
dbopmaTe 1 B COOTBETCTBUM C MHCTPYKI[ME, OMMChIBAIOIIEH Tpolieyphbl TpeAcTaBieHs CBeeHui
cyObekTaMu obpaieHust JieKapCTBEHHbIX CPeJICTB, COTIaCOBAHHBIMM C MMHMCTEPCTBOM 3 paBOOXpaHeHUS
Poccuiickoit @enepauyy 1 pa3MelleHHbIMM OTIepaTOPOM CUCTEMbI MOHUTOPUHTA B MHPOPMAI[MOHHO-
TeJIeKOMMYHMKALIMOHHO ceT "MIHTepHeT" Ha ero oduiiuaabHOM caiiTte.";

IOTIOJIHUTD ab3a1eM CJIeAYIOUIero ColepsKaHms:

"smeHeHmne popmarta B3aMMOAECTBYS MHPOPMAILIMOHHBIX CMCTEM CyObEKTOB 0OpaIeHusI
JIeKapCTBEHHBIX CPEICTB C CUCTEMOJ MOHMUTOPMHTA ITPOM3BOANTCS He vate 1 pa3a B TeueHne 180 nHeit, 3a
MCKTIOUEeHMEeM HeOOXOAMMOCTY M3MeHEeHMs TaKoro ¢popMaTa B Caydasix, IpeIyCMOTPEHHBIX
3aKOHOJaTeabCcTBOM Poccuiickoi ®enepanyn.”;

1) ab3all TpeTuii IMyHKTa 33 JOMOTHUTD CJIOBAMM "B YaCTV BHECEHUS CBeJleHMIi B MH(MOPMAaIIMOHH bl
pecypc, obecreunBaINil yUeT ¥ XpaHeHMe JOCTOBEPHBIX JaHHBIX O TOBapax I10 COOTBETCTBYIOII e
TOBApHOV HOMEHKJ/IaType";

K) B IIYHKTe 35:
B ab3alle BTOPOM CJIOBA "TTYHKTOM 2" 3aMeHUTb CJIOBAMM "TTYHKTOM 1";

ab3all] TpeTuit U3JI0KUTD B CJIeAYIOlIel peJaKkiuin:



"CybbekT obpallleHNsI JieKapCTBEHHBIX CPeLCTB, OCYIIECT B0 TPOM3BOCTBEHHYIO CTaANIO
BBIITYCKAIOIIEro KOHTPOJISI KAUeCTBa JIeKapCTBEHHBIX ITPerapaToB, B TeUeHMe 5 pabouunx JHeii ¢ JaThbl
3aBepIIeHus IPOU3BOICTBEHHON CTaAMM BbIITYCKAOLIEro KOHTPOJISI KaueCTBa U NpeACTaBIeHUS
IOKYMEHTOB U CBeIeHMIi, TpeayCMOTPEeHHbBIX YacThio 1 ctathu 52.1 ®emgepanpHoro 3akona "O6 obparieHnmn
JleKapCTBeHHBIX cpeAcTB", B @elepaabHyI0 CIYyKOY 110 HaA30py B cepe 37 paBOOXpaHeHMS WIN TTOTyIeHUS
paspelneHus, MpegyCMOTPEHHOTO YacThio 7 ctatby 52.1 denepanpHoro 3akoHa "O6 obparieHUn
JIeKapCTBEHHBIX CPeACTB" (B CJyyae MPOU3BOICTBA MMMYHOOMOIOTMYECKUX JIeKapCTBEHHBIX MPerapaToB),
IO TIpe/iCTaBIeHMs CBeleHU O TaTbHeNIINX orlepalysx ¢ BBOAMMbBIMU B IpaskgaHCKMIT 060pOT
JIleKapCTBEHHbIMU IIpeliapaTaMy IIpeficTaB/sieT B CUCTeMY MOHUTOPUHIA CBeleHVs], [IpelyCMOTPEHHbIe
IyHKTOM 2 nipuiiokeHus N 3 K HacTosieMy IlonoxeHuo.";

JI) B ITYHKTe 36:

cj10Ba "(B cJlyyae OTCYTCTBUSI BTOPMUYHOM YITAKOBKY - CTaAuM (PacoBKM) JIeKapCTBEHHBIX ITPeIapaTos,”
3aMeHUTb cjI0BaMu "(B C/Iyyae OTCYTCTBUS BTOPUYHOM YIIaKOBKY - CTaAuu (pacoBKM) JeKapCTBEHHbIX
TpernapaToB MM MapKMPOBKM YIIAKOBOK JIEKAPCTBEHHBIX ITPEIapaToB CpeACcTBaMM UAeHTUGUKALIMM Ha
TaMOK€HHOM CKJIaJle B COOTBETCTBUM C ab3alleM BTOPBIM ITyHKTA 4 HacTosmiero [TomoxkeHus";

IOTIOJIHUTDH ab3a1eM CJIeAYIOUIero CoIepsKaHms:

"I[Ipu MapKMpOBKe yIIaKOBOK JIeKapCTBeHHBIX MPenapaToB CpeCcTBaMM UAeHTUPMKALMMU Ha TAMOKEHHOM
CKJIaJie B COOTBETCTBMM C ab3alieM BTOPbIM MTyHKTa 4 HacTosero [TonoskeHnst cyobeKT obpalieHnst
JIeKapCTBEHHBIX CPeLCTB, ABIAIIIUICS AepsKkaTelleM WU BlafelblieM PerMcTpalfOHHOIO YA0CTOBepeHus,
WIN TIPeCTaBUTENbCTBO MHOCTPAHHOM OpraHu3anuy Ha Tepputopun Poccuiickoit @enepanumu,
SBJISIOLIeNCS fiepskaTeieM WY BllaJie/lblieM perMCTpalyiOHHOIO YIOCTOBepeHusl, 10 IpeCTaBIeHUs
CBeleHU, MpelyCMOTPEeHHbIX ab3alieM MepBbIM HACTOSILero MyHKTa, IPeACcTaBIsIIOT B CUCTEMY
MOHUTOPMHIA CBeleHys, IIpefyCcMOTpeHHble TyHKTOM 3(1) npunoxkenus N 3 K HacToseMy IlonoxkeHno.";

M) ITYHKT 37 U3JIOKUTD B CJIeAYIOLIeN pegaKuun:

"37. [Ipu BBO3e IeKapCTBEHHBIX MperapaToB B Poccuiickyio @epepaliinio AOIMyCKaeTCs MpeacTaBaeHue
CBeJIeHM1 B CCTEMY MOHUTOPMHTA CYObEKTOM OOpalieHMsI JIeKapCTBeHHbIX CPeICTB, OCYIeCTBIISIONUM
OTIPY3KY JIeKapCTBEHHbIX IpenapaToB B Poccuiickyio @epepaiiyio (qajiee - mpsMoil MOpsiLoK
rpencTaBieHys CBefeHI IpY BBO3€ JieKapCTBEHHBIX ITpenapaToB B Poccuiickyio @enepaiiyio), niamn
CyO'beKTOM obpalieHMsI JieKapCTBEHHBIX CPeJICTB, OCYIeCTBIISIONIMM BBO3 JIeKapCTBEHHBIX IIPerapaToB B
Poccuiickyio ®enepaiiyio (Ianee - 06paTHbIN MOPSIOK TPeACcTaBIeHs CBeeHNI TTPU BBO3e
JIeKapCTBEHHBIX IperapaToB B Poccuiickyio @epepaninio), 3a UCKIOYEHMEM CJIy4Yasi MADKMPOBKU YIIaKOBOK
JIeKapCTBEHHBIX MTPerapaToB CpeACcTBaMy UAeHTU(UKALIMM HA TAMOXXEeHHOM CKJazie B COOTBETCTBUM C
ab3areM BTOPBIM MyHKTa 4 HacTosero ITosoxkeHus.

PemeHne o BbIOOpE MPSIMOTO MTOPSIIKA MTpeICTaBIeHNS CBeIEHMIA TPV BBO3€ JIEKApPCTBEHHBIX ITPeIapaToB B
Poccuiickyio ®enepanyio 1160 06paTHOTO MOPsIAKA IPeICTaBIeHMs CBeIeHNi IIPY BBO3€ JIeKapCTBEHHbIX
npenapaTtoB B Poccuiickyio @enepaiiyio MpuHMUMaeTcsi CyobeKTaMu 00pallieHus ieKapCTBeHHbIX CPeJCTB,
MpeCTaBISIOIMMY Takye CBeleHMsI, CAMOCTOSITe/bHO.

B ciyyae BpIGOpa MpsSIMOTO MOPsifKa MpeScTaB/lIeHys] CBe,eHMii IPY BBO3e JIeKapCTBEHHBIX IpernapaToB B
Poccuiickyto @epepaiiyio cyobekT obpalieHusi 1eKapCTBeHHbBIX CPeNICTB, SBIISIOIIMIACS TepskaTeneM WiIn
BJIa[le/IbLIEM PErUCTPALMOHHOIO YIOCTOBEPEeHs, U NPeACTaBUTeIbCTBO MHOCTPAHHOM OpraHmM3aluum Ha
Tepputopum Poccniickoinr @enepannm, SBASOILENCS epKaTeraeM UK BiaLenblieM perucTpalyOHHOro
yIOCTOBepeHus, B TeueHue 45 pabounx AHe ¢ JaThl OTTPY3KM JIeKapCTBEHHBIX MpernapaToB B Poccuiickyio
depnepaluio A0 OOCTaBKY JIeKapCTBEHHBIX IIperapaToB B MeCTO NMPUOBITHS Ha TeppuTopun Poccuiickoit
@enepauyy U NpeacTaBieHNs CBeJeHNI O JaJbHEMIINX OIlepalusixX C TAKMMMU JIeKapCTBEHHbIMU
rpernapaTamu MMpefCTaB/sSIOT B CUCTEMY MOHUTOPUHIA CBeeHUs], TPeqyCMOTPEeHHbIe TYHKTOM 4
nmpmwioxeHus: N 3 K HacToseMy [10105keHuo.

[Tpu 3TOM CyOBEKT OOpaleHNs JeKapCTBEHHbIX CPeJICTB, OCYIIECTBSIONIMIT BBO3 JIEKAPCTBEHHBIX



npernapatoB B Poccuiickyio @enepaiiyio, B TeueHue 5 paboumx qHei ¢ JaThl JOCTABKM JieKapCTBEHHBIX
MperapaToB B MeCTO MPUObITUS Ha TeppuTopun Poccuiickoit @enepaiiuy 1 perucTpauy B CUCTEME
MOHUTOPUHTA CBeIeHMIT 06 OTIPy3Ke JIeKapCTBEHHBIX MpenapaToB B Poccuiickyio depepannio 10
MpeACTaBlIeHNs] CBeAeHMI O Aa/bHeIINX OlepaluysaxX ¢ TAKMMU JIeKapCTBeHHbIMU MpenapaTamu
MOATBEPXXIAeT OCTOBEPHOCTh CBeAEeHNI, COAepsKalIMXCs B CUCTEME MOHUTOPUHTA, ITyTeM MPeACTaBIeHMS
CBeleHMIi B CUCTeMy MOHUTOPUHTA, IPeLyCMOTPEHHbIX TYHKTOM 7 puaoxkeHusi N 3 K HacTosiLeMy
[TosoxkeHM10.

B ciryuae BpIOOpa 06paTHOTO MOPSIAKA MpeICTaBIeHNs CBeIeHMII TPV BBO3€ JIeKapCTBEHHBIX ITPerapaToB B
Poccuiickyio ®enepanyio cyobeKT 00palleHus TeKapCTBEHHbBIX CPeCTB, OCYIIECTB/ISIONII BBO3
JIeKapCTBEHHBIX MperapaToB B Poccuiickyio @emepaninio, B TeueHne 5 paboumx mHe ¢ JaThl JOCTaBKU
JIeKapCTBEHHBIX MTpernapaToB B MeCTO MpUObITHSI HAa TeppuTopum Poccuiickoit @emepariuy win aaThl
3aBeplleHus arperMpoBaHus (B caydae OCYIeCTBAEHMS arpernpoBaHus JIeKapCTBEHHBIX MperapaToB
OCJIe UX TOCTABKY B MECTO IPUOBITUS Ha TeppuTopuu Poccuiickoit @emgepanyn) 1o mpeacTaBIeHnus
CBeIeHMi O IPUHSATUM PelleHNs TAMOKEHHbBIMM OpraHaMy O BbIITyCKe JIeKapCTBEHHBIX ITPernapaToB IJIst
BHYTpeHHero MmoTpe6ieHus mpeCTaBsieT B CUCTEMY MOHUTOPUHTA CBeJleHNs], TpeayCMOTpeHHbIe
MyHKTOM 5 mpuioskeHus N 3 K HacTosiemy ITonmoskeHuIo.

ITpu aTOM CyOBEKT OOpaleHMs JIEKAaPCTBEHHBIX CPEICTB, SIBJISIIOIIMIACS JepskaTeIeM UM Baae/blleM
PErucTpalMOHHOrO0 YAOCTOBEPEHMS, UM IIPECTABUTEIbCTBO MHOCTPAHHOM OpraHmu3alyy Ha TEpPUTOPUNA
Poccuiickoit @enepatinu, IBISIONIENCS JepsKaTeleM WX BIaLeblieM PerucTpaiMoOHHOTO YO0CTOBEepEHMS,
B TeueHMe 5 pabouux IHe ¢ JaThl perucTpalu B CUCTeMe MOHUTOPYHTA CBeIeHMI1 O BBO3e
JIeKapCTBEHHBIX IperapaToB B Poccuiickyio @emepaiinio g0 MpeiCcTaBIeHUS CBeleHII 0 JalbHeNIImX
orepanmusx ¢ TaKMMM JIeKapCTBEHHbIMM MpelapaTaMi MOATBePXKAAIT JOCTOBEPHOCTh CBEIEHUIA,
copepsKauuxcs B CUCTeMe MOHUTOPUHTA, ITyTeM IpeACcTaBIeHNs CBeIeHI1 B CUCTeMY MOHUTOPUHTA,
IpenyCMOTPEHHBIX IIYHKTOM 7 npunoxeHus N 3 K HactoseMy [lo1oxkeHnto.

[Tpy MapKUPOBKe YIIaKOBOK JIEKAPCTBEHHBIX ITPerapaToB CPeACcTBaMM UAEHTUGUKALIMM HA TAMOXKEHHOM
CKJIaJie B COOTBETCTBMM C ab3a1ieM BTOPBIM IYHKTA 4 HacTosIero I1ooskeHust CyObeKT 00 paleHust
JIeKapPCTBEHHBIX CPEICTB, SIBJISIOLIMIAICS IepsKaTeeM M Baafe/blieM PerucTpalyiOHHOIO YIOCTOBEepeHMs,
MY TIPeICTaBUTEIbCTBO MHOCTPAHHO opraHmM3aium Ha Tepputopun Poccuiickoit ®epepanyn,
SIBJISTIONLeVACST iepyKaTeieM UM BJIale/IbIleM PerMCcTpaliOHHOTO YIOCTOBEPEHMS, B TeUeHMe 5 paboumx
IHe ¢ JaThl 3aBepIIeHMs MapKMPOBKM YIIAKOBOK JIEKAPCTBEHHBIX ITPeIapaToB CpeacTBaMU
MIEeHTU(PUKALMY Ha TAMOKEHHOM CKJIajJie M0 MpeACcTaBIeHus CBeIeHNi O JaTbHeMIIX onepanysx C
TaKMMU JIeKapCTBEHHBIMM TperiapaTaMu MPeICTaB/ISIOT B CUCTEMY MOHUTOPUHTA CBeIeHUSI,
MpeayCMOTpeHHbBIe IMyHKTOM 4 nipwioxkeHust N 3 K HactosiieMy [TosokeHuio.

[Tpu 3TOM cyOBEKT OOpaleHnst JeKapCTBEHHBIX CPEJICTB, OCYIIeCTBMUBILNIT BBO3 JIeKapCTBEHHBIX
npenapaTtoB B Poccuiickyio ®enepaiiyio, B TeueHMe 5 pabounx JHeN ¢ JaThl perucTpalyi B CUCTEME
MOHUTOPMHTA CBEJIeHNIA, TPelyCMOTPEHHBIX a03alleM CebMbIM HACTOSIIIEro ITyHKTA, 10 MpeICTaBIeHNUS
CBeIeHMi 0 MaJbHEMIINX OTlepalysIX C TAKMMM JIeKapCTBEHHBIMM ITperapaTaMi IMOATBEe PKIaeT
IOCTOBEPHOCTDb CBeJleHM, coepsKaliuxcs B CUCTeMe MOHUTOPUHTA, ITyTeM MpeicTaBIeHMs CBeleHNi B
CUCTEeMY MOHUTOPUHTA, TPeAYyCMOTPEHHbIX ITyHKTOM 7 TipuiioskeHust N 3 K HacTosemy [TososkeHuIo.

[Ipu coBepileHMM TAMOKEHHBIX OTlepalyii Ipy TaMOXXeHHOM JeKIapMpoBaHMM U ITOMeIeHUN
JIeKapCTBEHHBIX TIperapaToB 0] TAMOKEHHYIO MPOIeIy Py BbIITyCKa /I BHYTPEHHETO IMOTpebaeHus
TaMOKe€HHbI OpTaH:

3arpaniMBaeT B CMCTeMe MOHUTOPMHTA CBeIeHMS O Kofe MAeHTUGUKALIUY WY Kofe MAeHTUQUKAIUN
TPETUYHOI (TPAHCIIOPTHOM) YITAKOBKYU JIEKAPCTBEHHOIO TIpernapara, B KOTOPOil HaXOAUTCS TaKOi
JIeKapCTBEHHBII Iperapar (B cjiyyae BBO3a TPETUYHOI (TPAHCIIOPTHON) YIIaKOBKY JIEKAPCTBEHHOT'O
rperiapara LieJIMKOM), 151 OCYILeCTBIeHUSI CBePKU C JaHHBIMMU, YKa3aHHBIMM B TAMOKE€HHO AeKiapauymn
Ha JIeKapCTBEHHBIVi ITpenapar;

repefaer B CUCTEMY MOHUTOPMHTA TAaHHBIE O BBIMTYCKE JIJISI BHYTPEHHETO MOTPe6IeHMS IeKapCTBEHHbBIX
rpernaparos.



[Ipu BHeceHUM U3MEHEeHMUI1 B CBefleHNs], YKa3aHHbIe B TAMOKEHHO leKIapalyy Ha JeKapCTBEHHbIN
mpernapar, B TeueHue 5 pabounx gAHeit mocae BHeCeHMSI U3MEHeHMIi B TaMOXKeHHYIO0 IeKIapaluio Ha
JIeKapCTBEHHBII IIperapar TaAMOKEeHHBI OpraH rnepefaeTr B CUCTEMY MOHUTOPUHTA CKOPPEKTUPOBAHHbBIE
IaHHbBIE O JIEKAPCTBEHHOM IIperapare.

ITpu riepemave mpaB COGCTBEHHOCTY B 30HE TAMOXEHHOI'0 KOHTPOJIS Ha JIEKApCTBEHHbIe MTpernaparhl,
TIOMeIlleHHbIE MO, TAMOXKEHHYIO ITPOoLieAyPY TAMOKEHHOTO CKIaza, CyobeKT 0OpaleHus JIeKapCTBEHHBIX
Cpe/CTB, OCYILeCTBIISIION M1 BBO3 JIeKApCTBEHHBIX MTperapaToB B Poccuiickyio @enepaiinio, B TedueHue 5
pabounx mHel ¢ JaTbhl 0OPMIIEHMS COOTBETCTBYIOIINX TOKYMEHTOB O TIlepeaye IpaBa cCOGCTBEHHOCTH Ha
JleKapCTBEHHbBIE MperapaThl 0 MpeACTaBIeHus CBeIeHU N 0 AAbHENIINX oTepausx C JeKapCTBEHHbIMU
rmpenapaTamu IpeacTaBaseT B CUCTEMY MOHUTOPUHTA CBeIeHNSI, IPeaAyCMOTPEeHHbIE TYHKTOM 6
npuioxeHus N 3 K HacTosieMy [lomoxkeHuo.

IIpu 3TOM Cy6BEKT OOpaleHNsI JeKapCTBEHHBIX CPEeICTB, KOTOPOMY OCYIIEeCTB/IeHa repeava rpas
COOCTBEHHOCTHM Ha JIeKapCTBEHHbII Mperapar, ToMellleHHbIN M0/l TAMOKeHHYIO MPolieAypy TaMOKeHHOTO
CKJIaJa, B TeueHue 5 pabounx mHeli ¢ JaThl 0hOPMJIEHMS COOTBETCTBYIONMX JOKYMEHTOB O Tlepeave Mpasa
CcOOGCTBEHHOCTHM Ha JIEKAPCTBEHHBIN ITpernapaT M perucTpaluyuy B CUCTEMEe MOHUTOPYHTA CBeIeHUI O
repelaHHbIX JJeKaPCTBEHHBIX IIperapaTtax 0 IpeCcTaBIeHN s CBeIeHMIi O JaJIbHEeMIINX OIepalusix ¢
JIleKapCTBEHHbIMM TIperapaTaMy MOATBEPKIaeT JOCTOBEPHOCTb CBeIeHMI, CoepsKaluXcs B CUCTeMe
MOHUTOPMHTA, O IPUMHMMAEMbIX JIeKapCTBEHHBIX ITperapaTax IyTeM IpeACcTaBAeHNs CBeIeHUI B CUCTEMY
MOHUTOPMHTA, TPeIyCMOTPEHHBIX ITYHKTOM 7 nipwiokeHust N 3 K HacTosieMy [To/10keHMIO.

[Ipu repeMelie HMM JIeKAPCTBEHHBIX MTPeNapaToB MeXIYy 30HaMU TaMOXXEHHOTO KOHTPOJIS,
OCYILIeCTBJISIEMOM I10C/Ie TIPUOBITHS JIEKAPCTBEHHBIX ITPENapaToB B MECTO TOCTAaBKM, OIIpeie/IeHHOe
CyO'beKTOM 0OpaleHNsI JIeKapCTBEHHBIX CPEJICTB, OCYIIECTBIISIONIMM BBO3 JIEKAPCTBEHHBIX IIPEIapaToB B
Poccuiickyio @emepaiyio, B MEKITYHAPOIHBIX TOBAPHO-TPAHCIIOPTHBIX JOKYMEHTAX, CYObEKT 00 palieHns
JIeKapCTBEHHBIX CPEICTB, OCYILECTBJISIIONINIT BBO3 JIeKapCTBEHHBIX MpernapaToB B Poccuiickyio ®enepannio,
MU CyO'beKT 0OpallleHus IeKapCTBEHHBIX CPeICTB, KOTOPOMY OCYIIeCTB/IeHA Ilepeiava Ipas
cOOGCTBEHHOCTHM Ha JIeKapCTBEHHBbII ITpernapar, ITOMeIeHHbIN 10l TAMOKEHHYIO ITPOoLieAyPy TaMOKeHHOTO
CKJIa[ia, B TeueHue 5 paboumx JHe ¢ JaThl TAKOTO IepeMeIleHus A0 MpeaCcTaBAeHUs CBeIeHIii O
IOaabHe X oIrepalysX ¢ JeKapCTBeHHbIM MpeIiapaToM MpeACTaB/seT B CUCTeMY MOHUTOPUHTA
CBeJleHUs], IpeIyCMOTpeHHbIe TYHKTOM 8 mpuioskeHust N 3 K HacTosiiemy ITooxkeHuIo.

CyObeKT obpalieHys TeKapCTBeHHbIX CPeCTB, OCYIeCTBSIONMI BBO3 JIeKapCTBEHHBIX ITperapaToB B
Poccuiickyio ®enepanyio, uiam cyobeKT 00paleHus JeKapCTBEHHbBIX CPeICTB, KOTOPOMY OCYIIeCTBIeHa
repegayva mpaB cOOCTBEHHOCTM Ha JIeKapCTBEHHbIE ITpernapaThl, ITIOMellleHHbIEe 10, TaMOXEHHYIO
Mpolelypy TAMOXKEHHOTO CKJIaJla, B TeueHMe 5 pabounx JHei ¢ JaThbl pellieHNs O BhIITyCKe JIeKapCTBeHHbBIX
rpernaparos [jis1 BHyTpeHHero moTpedyieHus], MPUHITOTO TaMOKeHHbIMM OpraHaMu, 10 MIpeicTaBIeHNs
CBefleHM O JaJbHENMIINX OrepauusX ¢ JIEKApCTBEHHbBIMMU MpernapaTaMy MpeCTaBsSeT B CUCTEMY
MOHUTOPVHTA CBeIeHUS, IpeayCMOTPEHHbIE ITYHKTOM 9 nipuioxeHusi N 3 K HacTosemMy [TonoxkeHuto.

[Ipu nepeMelneHUM JIeKapCTBEHHbBIX MTPENapaToB 13 30HbI TAMOXXEHHOT'O KOHTPOJISI CYyObeKT 0OpalieHus
JIeKapCTBEHHbBIX CPeICTB, OCYIIeCTBISIONINI BBO3 JIeKapCTBEHHBIX MTperapaToB B Poccuiickyio ®epepariiuio,
MY CyO'BEKT 0OpaleHs JeKapCTBEHHbIX CPeJICTB, KOTOPOMY OCYIIeCTB/IeHa Iepeiaya rpas
COOCTBEHHOCTM Ha JieKapCTBEHHbIe MpenapaThl, IoOMelleHHbIe 0], TAMOKeHHYI0 MpoLefypy TaMOXKeHHOTO
CKJIaJa, B TeueHMe 5 paboumx gHel ¢ JaThl IPUEMKH JieKapCTBEHHBIX MpernapaToB Ha apmalleBTUYeCKMii
CKJIaJL U 3aBeplIeHMs TaMOKeHHOI MPo1leqyphl BhIITyCKa TOBapa IJisl BHYTPEHHEro MoTpe6ieHus (U C
IAThI pelIeHNs O BBIITyCKe JIEKaPCTBEHHBIX MTPEIapaToB JJisi BHYTPEHHETO MOTPe6IeHNsI, TPUHSTOTO
TaMOXeHHbIMM OpTaHaMU, IIPU IPUMEHEeHUM TTPOIeAYPhI YCIOBHOTO BIITYCKAa TOBAPOB) 0 MPeCTaBIeHNS
CBeZleHMI O aabHeNIIMX orepanusix ¢ J1eKapCTBeHHbIMMY MperapaTaMu MpeJCTaBiseT B CUCTEMY
MOHUTOPMHTA CBeieHNs, IpeaycMoTpeHHble TyHKTOM 10 npunoskenust N 3 kK HacTosemy ITososkennio.";

H) JOIOJIHUTD ITYHKTOM 37(1) ciieiyrolero cogepykaHusi:

"37(1). ITpu ocyIecTBIeHMM BBOIA B TPasKIaHCKMIT 000POT JIeKapCTBEHHbBIX ITperapaToB, BBE3EeHHBIX B
Poccuiickyio @emepaunio (3a MCKIIOYEHMEM JIeKapCTBEHHBIX MTperapaToB, BBO3MMbIX C TEPPUTOPUN



roCyapcTB - wieHOB EBpa3uiickoro SKOHOMMYECKOTO CO103a), CYObEKT 00palleHMsl JIeKapCTBEHHBIX
CpeJICTB, OCYIIeCTBIISION[MIT BBO3 JIeKAPCTBEHHBIX MpenapaToB B Poccuiickyio denepainio, B TedeHme 5
pabounx IHel ¢ AaThl IPUEMKM JIeKapCTBEHHBIX ITPerapaToB Ha dhapMalieBTUUeCKuii CKIal U
npefcTaBiaeHust B DefepanbHyIo CJIyskOy 10 Hai30py B chepe 31 paBoOXpaHeHMs TOKYMEHTOB U CBeJIeHUIA,
MpeyCMOTPEHHBIX YacThio 2 craTby 52.1 @enepanbHoro 3akoHa "O6 obpaleHny JIeKapCTBEHHBIX
CPeACTB", 0 JIeKaPCTBEHHBIX ITpernapaTax, BBOAMMbBIX B TPaskAAHCKMIT 000POT, WJIM TOJTyUeHUS pa3penieHms,
MpeyCMOTPEHHOTO YacThIo 7 cTaTby 52.1 ®enmepanbHOro 3akoHa "O6 oOpalleHuy JIeKapCTBEeHHbIX
cpencTB” (B caydae BBo3a B Poccuiickyio demepaliiio MMMYHOOMOIOTUUECKIUX JTIeKAPCTBEHHbBIX
MpernaparoB), 10 MpeACcTaBAeHUS CBeleH Ui 0 JaJibHeMIIMX onepalusix ¢ TAKMMMU JieKapCTBEHHbIMU
rpernapaTamu IpeacTaB/seT B CUCTEMY MOHUTOPUHTA CBeleH!sI, TpeyCMOTpeHHbIe TyHKTOM 13
npunoxenus N 3 K HacrosieMy [TonoskeHuto.";

0) MMYHKT 38 U3JIOKUTD B CJIeAYIOLIEel pegakuun:

"38. IIpu BBO3e 1eKapCTBEeHHbIX IpernapaToB B Poccniickyro ®@enepanyio 13 rocygapcTs - WIEHOB
EBpasuiickoro 3KOHOMMYECKOT0 CO03a JOITyCKaeTCs peaCcTaBleHne CBeJeHUI B CUCTeMy MOHUTOPUHTA
CyObeKTOM 00pallleHNsI JIEKAPCTBEHHBIX CPEICTB, OCYIIECTBIISIIOIIMM OTI'PY3KY JIEKAPCTBEHHBIX
npernaparoB B Poccuiickyio @enepauuio (naiee - mpsaMoOI IOPSLOK IpeCTaB/lIeHys CBeeHIi IIpU BBO3e
JIeKapCTBEHHBIX IpernapaToB B Poccuiickyio @emepaiinio 13 rocyaapCcTs - WieHOB EBpasuiickoro
5KOHOMMYECKOTO C0I03a), Wi CYyOBeKTOM 00palieHMs JeKapCTBEHHbIX CPeACTB, OCYIEeCTBISIONMM
MpueMKy Ha dhapmaleBTUYeCKUIi CKIa, JieKapCTBEHHBIX ITpernapaToB Ha TeppuTopun Poccuiickoii
Depepanum (masee - 06paTHbIN MOPSIOK MMPeCTABIeHNS CBEAEHMIA ITPU BBO3€ JIEKAPCTBEHHBIX
npernapaToB B Poccuiickyio @enepauinio U3 rocygapCTs - WieHOB EBpasniickoro 3KOHOMMYECKOro CO103a).

PeiireHie 0 BbIGOpe MIPSIMOTO MTOPSIIKA MpeICTaBIe s CBeIeHNi Py BBO3€e JIeKapCTBEHHBIX ITPeIrapaToB B
Poccuiickyio @enepalinio 13 rocy1apcTB - WieHOB EBpa3niickoro 9KOHOMMUYECKOTO C003a JIMb60 06paTHOTO
MopsIKa MpeCTaBIeHMS CBeJI€HMIH ITPY BBO3€ JIEKAPCTBEHHBIX MpernapaToB B Poccuiickyio @epepanyio u3
roCyJapCTB - WieHOB EBpa3uiickoro SKOHOMMYECKOTO COI03a MPUHUMAETCSI CyObeKTaMy 06 paleHust
JIeKapCTBEHHbBIX CPE/ICTB, MPeCTaB/ISIOIIMMY TaKye CBeIeHNMsI, CAMOCTOSITETbHO.

B ciyyae BbIGOpa MpSIMOTO MOPsiKa MpeiCTaB/IeHNs] CBe,eHMi1 TpY BBO3e JieKapCTBEHHBIX MpernapaToB B
Poccuiickyto @emepaliyio 13 rocyapcTs - 4ieHOB EBpa3miickoro 3KOHOMMUYECKOTO CO03a CYObeKT
oOpalieHus JJeKapCTBEHHbIX CPeICTB, SIBISIOUIMIICS AepiKaTeeM UM Baajie/iblieM perucTpalioHHOTO
YIOCTOBEPEHMSI, WY IPENCTaBUTENbCTBO MHOCTPAHHOV OpraHm3anyuu Ha Tepputopumn Poccuiickoin
depnepaniun, ABASIONIENCS TepkaTeseM WM BllaJie/blieM PerucTpalMOHHOrO YA0CTOBEepeHusl, B TeueHue 5
pabounx IHel ¢ aThl OTTPY3KM JIeKAPCTBEHHBIX ITpenapaToB B Poccuiickyio demepaiiio U3 rocyqapcrs -
wieHOB EBpa3niickoro S5KOHOMMUYECKOTO COK3a 10 TIPeACTaBIeHUS CBeIeHM O Ja/IbHENIINX OIepalsx C
TaKVMMU JIeKapCTBEHHbIMM IIperiapaTaMy PeACTaB/SIOT B CUCTEMY MOHUTOPUHTIA CBEEHMS,
npenycMOTpeHHbIe MyHKTOM 11 mpunosxkenus N 3 kK HacTosiemy [TonosxkeHuIo.

[Ipu 3TOM cy6beKT 0OpalieHNs JeKapCTBEHHbIX CPeJICTB, OCYIIeCTBSIONI NI TPUEeMKY Ha
dapmarlieBTHUECKMIi CKIIAL, TeKaPCTBEHHBIX ITperapaToB Ha TeppuTopun Poccuiickoit @enepaiun, B
TedyeHue 5 pabouux AHe ¢ JaThl MPUEMKY JIeKapCTBEHHbIX MTPEIapaToB U PerucTpalum B CUCTEME
MOHUTOPMHTA CBeIeHMIi 06 OTIpy3Ke JIeKapCTBEHHBIX MpenapaToB B Poccuiickyio depepaiinio us
roCynapcCTB - u1eHOB EBpa3smiiCkoro 3KOHOMMYeCKOro Cor3a A0 IpecTaBaeHs CBeJeHUI O JaJlbHeMIINX
oIepauusx C TaKMMU JIeKapCTBEHHBIMM IIperiapaTamMy IOATBePXKIaeT AO0CTOBEPHOCTb CBeleHMIA,
coepKaluxcsl B CUCTeMe MOHUTOPUHTA, ITyTeM IpeCTaBlIeHNs CBeleHMIT B CUCTeMy MOHUTOPUHTA,
IpenyCMOTPEHHBIX IIYHKTOM 7 npunoxeHus N 3 K HacToseMy [lo1oxkeHnto.

B cnyyae BbiGOpa 06paTHOTrO MOPSIAKA MTpeACTaBIeHMs CBeIeHNi ITPU BBO3e JIeKapCTBEHHBIX MTPerapaToB B
Poccuiickyto @emepariyio 13 rocyjapcTs - 4ieHOB EBpa3miickoro 3KOHOMMUYECKOTO CO03a CYObeKT
obpallleHMs TeKapCTBEeHHbIX CPeJCTB, OCYLIeCTBISIONINIA TPMeMKy Ha dapMalieBTUUeCcKuii CKiIaz,
JIeKapCTBEHHBIX NTpernapaToB Ha Tepputopuu Poccuiickoit @enepauny npu BBo3e B Poccuiickyio
depnepalnio U3 TOCYIapCTB - WieHOB EBpa3miickoro 3KOHOMMUYECKOTO 01034, B TeueHue 5 pabounx gHeit ¢
IaThl IPMEMKU JIeKapCTBEHHBIX IIPernaparoB 0 MpeACTaBAeHMs CBeJeHM O JalbHeNIINX Onepanusx ¢



TaKMMU JIeKapCTBEHHBbIMU TperapaTamMu IpeAcTaBisieT B CUCTeMY MOHUTOPUHTA CBeJeH M,
npenycMOTpeHHbie ITyHKTOM 12 nipusoskeHus N 3 K HacTosiiemy [onosxkeHnIo.

[Tpu 3TOM CyOBEKT OOpalieHNs TeKapCTBEHHBIX CPEICTB, SIBJISIONINIACS JepskaTe/ieM WM BiafenblieM
PerucTpaIliMOHHOTO YAOCTOBEPEH S, MU IIPeACTaBUTEIbCTBO MHOCTPAHHO OpraHMU3alu Ha TEpPUTOPUA
Poccuiickoit @enepatiyiu, IBISIONIENCS gepskaTeeM WM BIaieblieM PerucTpaiMoOHHOTO YA0CTOBEPEHMS,
B TeueHMe 5 paboumx IHe ¢ JAaThl perMCTpalyuM B CUCTEMEe MOHUTOPYHTA CBeAeHMIA O TIpYeMKe Ha
dhapMaleBTHMUECKMI CKJIaJL JeKapCTBEHHBIX IIPernapaToB Ha Tepputopum Poccuiickoir @emepanm oo
IpecTaB/JIeHMsI CBedeHMI1 O JajlbHEMIIMX OepalusIxX C TAaKMMM JleKapCTBeHHbIMU IIpelapaTaMu
MOATBEPKIOAIOT JOCTOBEPHOCTD CBEIEHUI, COAEPKAIIUXCS B CUCTEME MOHUTOPUHTA, ITyTEM
NpencTaBieHys CBefeHUI B CUCTeMY MOHUTOPUHTA, IIPeJyCMOTPEHHBIX ITYHKTOM 7 puiiokeHus N 3 K
Hacrosemy IlonoxeHuro.";

1) JOTIOJIHUTh MYHKTOM 38(1) ciiemyroniero comepskaHus:

"38(1). [Ipu ocyiecTBIeHUYM BBOIA B IPAKIAHCKMIT 060POT JIeKapCTBEHHBIX ITPENapaToB, BBe3€HHbIX B
Poccuiickyio ®enepanyio 13 TOCyoapCTB - WieHOB EBpa3uiickoro SKOHOMMYECKOI'0 COI03a, CyObeKT
oOpalieHus JeKapCTBeHHbIX CPeICTB, OCYIIeCTBSIOINIT TPMeMKY Ha dhapMalieBTUIeCcKuit cKiaf,
JIeKapCTBEHHBIX MTpernapaToB Ha TepputTopum Poccuiickoit ®enepaiinm, B TedeHue 5 paboumx qHeit ¢ gaThl
npeJCcTaBlAeHMS] JOKYMEHTOB U CBefeHUIi, TpefyCMOTPEHHBIX YacThlo 2 cTaTbu 52.1 @elepasibHOTO 3aKOHA
"06 obpaieHMM JTIeKapCTBEHHbBIX CPENCTB", O IeKapCTBEHHbIX MpernapaTax, BBOJAMMBbIX B IPaKIaHCKU
obopor, B ®efepanbHyI0 CJIYKOY 110 HaA30PY B chepe 31paBOOXPaHEHNS MM TIOJTyYeHUS pa3pelieHus,
MpeyCMOTPEHHOTO YacThio 7 cTaTbu 52.1 ®enmepanbHoro 3akoHa "O6 obpaleHny JIeKapCTBEHHbBIX
cpeacTB” (B caydyae BBo3a B Poccuiickyio ®enepalinio MMMYHOOMOIOTMYECKUX JIEKAPCTBEHHbIX
rpernaparoB), 10 MpeACTaBAeHMs CBeleHUli 0 JaIbHEMIINX Onepauusix ¢ TAKMMMU JIeKapCTBEHHbIMU
rpemnapaTamu MpeacTaB/seT B CUCTEMY MOHUTOPUHTA CBeAeHMsI, TPpeayCMOTPEeHHbIe TyHKTOM 13
npuioxeHus N 3 K HacTosiemMy [lonoxeHuro.";

p) nyHKT 40 1ocsie cyioB "IIpu oCylecTBIeHUM arpernpoBanus” JOIOJHUTD CJI0BAMU "JIeKapCTBEHHBIX
MperaparoB, MMeIOIMX OOVH I7106aabHbIi MAeHTU(PUKAIMOHHBI I HOMEep TOPrOBO¥ eAMHUIIBL,";

C) MyHKT 41 M310KUTh B CJIeAYIOIIEN pelaKIn:

"41. ITpu pacopmupoBaHMM TPETUUHOI (TPAHCIIOPTHO) YIIaKOBKM JIeKapCTBEHHOTO MpernaparTa, U3bsITUu
JIeKapCTBEHHBIX IIPerapaToB U3 TPeTUYHOI (TPAHCIIOPTHOM) YIIaKOBKY JIeKapCTBEHHOTO Iperapara,
IOTIOJIHUTE/IbHOM BJIO’KeHMM JIeKapCTBEHHBIX IIPeIapaToB B TDETUYHYIO (TPAHCIIOPTHYIO) YIIAKOBKY
JIeKapCTBEHHOTO IpernapaTa cyobeKT obpalieHus JeKapCTBEHHbIX CPeJICTB MPeACTaB/sIeT B CUCTEMY
MOHUTOPMHTA CBeJIeHNsI, IPeJyCMOTPeHHbIe TyHKTaMM 2 - 4 npuioxkeHusi N 5 K HacTosiemMy
[TosioskeHM10, 00 TIpefCcTaBlIeHs CBeNeHU O JalbHeNnX orepauusix ¢ TaAKMMMU JIeKapCTBEHHBIMU
ImpenapaTamMy UM TPeTUYIHONM (TPaHCIIOPTHOM) YIIaKOBKO JIeKapCTBEHHOTO IIpernapara.”;

T) B IIyHKTe 44:

B ab3alle IepBOM CJIOBaA "(Hajiee - MPSIMOI MOPSIIOK MpeiCTaBAeHNUS CBeIeHMi1)" 3aMeHUTh CJIOBaMM "
(manee - MpSIMO¥ TIOPSIIOK MTPeJICTAaBIEHNSI CBEIEHMII ITPY 060POTe JIeKapCTBEHHBIX MpernapaToB)” U cjIoBa "
(mayee - 0OpaTHBIN MOPSIIOK MPEICTaBIEHNSI CBeAeHMIi)" 3aMEeHUTD CJIOBaMu "(ajiee - 00 paTHbIN ITOPSI0K
TpeJiCTaBIeHMS CBeJIeHMII TIpK 000pOTe JTIeKapCTBEHHBIX ITperapaToB)”;

a63al1rbl BTOPOJ U TPETUI U3JIOXKUTD B CAEIYIOIIEN peTaKIIim:

"PemieHne 0 BbIOOpE MPSIMOTO MOPSIAKA MTPEICTABIEHNS CBeAeHMIA TPy 060POTe JIeKapCTBEHHBIX
rpernapaToB 160 06paTHOrO MOpSAKa IMPeICcTaBIeHNsT CBeAeHMIi ITPU 000poTe JTeKapCTBEHHBIX
MpernapaToB MIPMHUMAETCS CyoObeKTamMu obpallleHusI JieKapCTBEeHHbIX CPeJCTB, MTPeICTaBISIOIIMMMU TaKkue
CBeJleHMs], CAMOCTOSITebHO.

B ciryuae BpIOOpa MPSIMOTO TIOpSIAKA MIPeICTaBIeHs CBeleHNi Tpu 060poTe JIeKapCTBEeHHbBIX IperapaToB
CYObEeKT 0Opallle sl TIeKapCTBEHHbBIX CPeJICTB, OCYIIECTBIISIONINI ITepelady JeKapCTBEeHHbIX MTpeIapaToB



IPYroMy CyObeKTy 00pallleHMsI IeKapCTBEHHBIX CPEJICTB B paMKaX I'PaskIaHCKO-ITPaBOBBIX OTHOIIEHUI, B
TeueHye 1 pabouero gHS ¢ GaKTUIECKON JAThl OTTPY3KM JIEKAPCTBEHHBIX IIPEIapaToB MPeCTaBIIsIeT B
CUCTEMY MOHUTOPUHTA CBeAEHUS, TIPeyCMOTPEHHbIE TYHKTOM 2 NpuaokeHus N 6 K HaCTOSIIIEMY
ITonoxkeHnio.";

B ab3alle YeTBEPTOM CJIOBA "5 pabounx gHei" 3aMeHUTh cjaoBaMu "1 pabouero gHs";
a063all MAThIN U3JIOKUTh B CJIEAYIONIEl peaaKIyn:

"B ciiyuae BbI6Opa 06paTHOTO MOPsiKa MpeiCTaBIeHus CBefleHMii pu 060poTe JieKapCTBEHHBIX
MperapaToB CyO'beKT 00pallleHNsI JIeKapCTBEHHBIX CPEICTB, OCYILECTBIISIIOIINI ITPUEMKY JIeKapCTBEHHbBIX
MIpernaparoB OT JPYTroro cyobeKTa obpaiieHns TeKapCTBEHHbBIX CPEJICTB B paMKaX I'paskIaHCKO-TPaBOBBIX
OTHOIIIeHMU1, B TeueHMe 1 pabouero AHS € AaThl IPUEMKHM JIeKapCTBEHHBIX MTpernapaToB MpeiCTaBseT B
CYICTEeMY MOHUTOPVHTIA CBeleHNs O IIPMHATHIX JIeKapCTBEHHBIX [Iperaparax, lIpefyCMOTpPeHHbIe ITYHKTOM 3
npunoxenus N 6 K Hacrosiemy [TonoxkeHuro.";

"

B ab3alie ecToM cjoBa "5 pabounx aHeir" 3aMeHUThb cyioBamu "1 pabouero gHS";

y) B IyHKTe 44(1):

n_n n_n "

B ab3alle IepBOM CJIOBA "MOAMYHKTaMM "A" 1 "e" 3aMeHUTh CJIOBAMM "TIOAITYHKTaMu T, "n", "X" - "'u";
IOTIOJIHUTD ab3a1ieM CJIeAYIOUIero CoepsKaHms:

"TlopsimoK TpecTaBlIeHNsI CBeAeHMI O BBIBOE M3 000pOTa JIeKapCTBEHHBIX ITPenapaToB, YKa3aHHbBIX B
ab3aile MepBOM HACTOSIIETO TYHKTA, YTBepXkaaeTcs MUMHMCTEPCTBOM 31 paBoOOXpaHeHMst Poccuitckoii
®enepauun.”;

(&) IOTIOMHUTD MYHKTOM 44(2) c/eyIoIero coaepkaHus :

"44(2). CyobexT obpalieHus JeKapCTBeHHbIX CPeCTB, BbITIOTHSAIOMINI QYHKIMM 10 ayTCOPCUHTY TIPU
nepenayve cyobekTam obpalieHus JieKapCTBEHHBIX CPeICTB, OCYLIeCTBISIONIMM OTITYCK JIeKapCTBEHHbIX
TpernapaToB 6ecIJIaTHO MJIM CO CKUIKOJ I10 pelenTy Ha JIeKapCTBEeHHbIE ITperapaTshl, JeKapCTBeHHbIX
MperapaToB, 3aKyIlaeMbIX JjIs1 ob6ecrieueHus TpakgaH 3a cUeT cpeacTB pemepaabHOro 610aKkeTa U (M)
cpencTB 0101KeTOB Cy0ObeKTOB Poccuiickoii ®enepariny, B TeueHue 1 pabodero gHs ¢ GakTUIECKO JaThI
OTIPY3KU JIEKapCTBEHHBIX MpeIapaToB MMpeACcTaB/seT B CUCTEMY MOHUTOPUHTA CBeAeHMS,
MpenyCcMOTpPeHHbIe ITYHKTOM 6 puiokeHus N 6 K HacTosmeMy [lo/iokeHnIo.

[Tpu 3TOM cy6beKT 0OpaleHNs JeKapCTBEHHbIX CPeJICTB, OCYIIeCTBSIONI NI TPUEeMKY TaKuX
JIeKapCTBEeHHbBIX ITperapaToB, B TeueHye 1 pabouero AHS C JAThl IPUEMKY JIeKapCTBEHHBIX MTPerapaToB U
perucTpauuy B CUCTeMe MOHUTOPUHTA CBeJIeHN T 00 OTTPY>KeHHbIX JIEKAPCTBEHHBIX ITperapaTax 0
IpencTaBleHys CBefeHU O JalbHeNInX ornepaunsax ¢ TaKMMU JIeKapCTBeHHbIMMU IIperapaTamMmu
IIOATBEP>KIaeT JOCTOBEPHOCTDb CBeLleHW, COepsKaluXCs B CUCTeMe MOHUTOPUHTA, ITyTeM IIpeJ CTaBIeH s
CBeJeHI, MPelyCMOTPEHHBIX MyHKTOM 4 npuioxkeHusi N 6 K HacTosemy [Tonoxkenuro.";

X) MyHKTHBI 46 1 47 U310XUTh B CIeAYIOIIeN pegaKIn:

"46. Cyo'beKT o6palieHuns JeKapCTBeHHbIX CPeICTB, OCYIIeCTBSIONMIA BbIBOA, 13 060POTa JIeKapCTBEHHBIX
rpernaparos (3a UCK/TIOUeHeM BbIBOIA 13 060POTA JieKapCTBEHHBIX ITperiapaToB ITyTeM BbIBO3a paHee
BBe3eHHbIX B Poccuiickyo @enepanym JieKapCTBEHHBIX ITpeIapaToB, YHUUTOXKEHMS JIeKapCTBEHHbIX
IperapaTos, IOMeLeHHbIX 10/, TAMOKEeHHYIO [IPOLieIlyPy YHUUTOXKEHMS, BbIBO3a JIeKapCTBEHHBIX
rpenaparoB, MapKMPOBAHHBIX CPeICTBAMU UAeHTUUKALIMY, 32 TIPe/ie/bl TAMOXKEHHOI TeppUTOpUn
EBpasuiickoro 3kKOHOMMYECKOTr'0 COX03a, [IOMeIeHHbIX I10J, TAMOKEHHYIO [IPOLeIypy SKCII0PTa, UK
repenayy Ha YHUMUTOKEHME paHee BBeJeHHbIX JIeKaPCTBEHHBIX MIperapaToB B IpaskgaHCKMiT 000pOT Ha
Tepputopun Poccuiickoit ®emepaiiun), B TeueHue 5 pabounx JHeI ¢ JaThl COOTBETCTBYIONIEH OMepaIum
WJIY C TaThl TPMEMKM JIEKapCTBEHHBIX ITperapaToB Ha (apMalieBTHUeCcKuit ckia (TIpy BeIBOJE U3 060poTa
JIeKapCTBEHHBIX IIPerapaToB B 30HEe TAMOKEHHOTO KOHTPOJIS) IIpeACTaBIIsIeT B CUCTEMY MOHUTOPMHTIA
CBefeHMsl, IpelyCMOTpeHHbIe MyHKTOM 1 npunoskeHus N 4 K HacTosiieMy [TososkeHnto.



47. Cy6beKT obpaleHus TeKapCTBEHHbIX CPEeICTB, OCYIIEeCTBIISIONIMI BBIBOA, U3 000pOTa JT€KapPCTBEHHBIX
MperapaToB MyTeM YHUUTOXEHMS JIeKapCTBEHHBIX IIpernapaToB, IOMeIleHHbIX 101, TaMOKeHHYIO
Mpoleaypy YHUUTOXKEHMSI, BbIBO3a JIeKapCTBEHHbBIX IIpeIapaToB, MapKMPOBAHHBIX CpeICTBAMMU
uIeHTUUKALMK, 32 Ipeesibl TAMOXKXEHHOM TeppuTopuy EBpa3miickoro 9KOHOMMYECKOTO COM03a,
MOMeIeHHbIX MO, TAMOXXeHHYIO MPOolLielypy 9KCIOPTa, IPeACTaBsieT B CUCTEMY MOHUTOPUHTA CBeleHMS],
MpeyCMOTPeHHbIe IMyHKTOM 2 TipuiokeHust N 4 K HacTosieMy [To/iokeHMI0, B TeueHue 5 pabounx aHel ¢
JlaThl COOTBETCTBYIOIIEN onepanum.”;

1I) B ITyHKTe 49 cyoBa "yHKTOM 9 nipuiioxkeHus N 3" 3aMe@HUTD CJIOBaMU "IIYHKTOM 2 IpuyiokeHus N 4";
4) B ITyHKTHI 50 1 51 U3M0XUTH B C/ieayIoliei pegaKkiinn:

"50. ITpu ocy1iecTBIeHUM IOBTOPHOTO BBOZA B 000POT JIeKapCTBEHHbIX MpenapaToB (3a UCKII0UeHeM
JleKapCTBEHHBIX MIpernapaToB, CBeleHMs O BbIBOJe 13 000pOTa KOTOPBIX MpeACTaBlIeHbl B CUCTEMY
MOHUTOPMHTA B COOTBETCTBUM C MyHKTOM 44(1) HacTostero [TonoskeHust) cyobeKT obpaiieHus
JIeKapCTBEHHBIX CPEICTB, paHee OCYIIeCTBUBIINIT BBIBOJ, 13 000pOTa JIEKaPCTBEHHBIX ITperapaToB UIn
BBIITYCK TaKMX JIEKapCTBEHHBIX ITPeIapaToB BHe Tepputopum Poccuiickon @enepanyu (B ciryyae BbIBO3a
paHee BBe3eHHbIX B Poccuiickyio ®efepalinio jeKapCcTBeHHbIX IIperapaToB), B TeueHue 5 paboumx qHed ¢
JIaTbl COOTBETCTBYIOIEN Oonepalyy npeACcTaBaseT B CUCTEMY MOHUTOPUHIA CBeAeHMs, IPeIyCMOTPEHHbIE
MyHKTOM 14 nipuiioskeHus N 3 kK HacToseMy [1osoxkeHM10.

[TopsimoK mpecTaBieHNs CBeleHUi 0 TOBTOPHOM BBOJIe B 000POT JieKapCTBEHHbIX MpernapaTos,
yKa3aHHbIX B ab3a1ie BTopoM ImyHKTa 44(1) HacTosero [TonoskeHus:, yrBep>kaaetcss MUHUCTEPCTBOM
3npaBooxpaHeHus Poccuiickoit @emepainyn.

51. Cy6bekTsl o6palieHus JeKapCTBeHHbIX CPeCTB, OCYIIeCTBIISIIONIe PO3HUYHYIO TOPTOBITIO
JleKapCTBEHHbIMU MTperapaTaMy U OTIYCK JIleKapCTBEHHbIX MTpernapaToB CO CKUAKOI 10 pelienTy Ha
JeKapCcTBeHHbIe TTperapaThbl, MApKMPOBAHHBIX CPeACTBAMMU UIeHTUDMKALIVHA, TIPEICTABISIOT CBeeHUS O
BBIBO/IE 113 000POTa JIeKapCTBEHHBIX MTPeIapaToB C MCII0Ab30BaHMeM KOHTPOIbHO-KaCCOBO TEXHUKMA.

[Tepepaua nHDOpMaLMM B CUCTEMY MOHUTOPMHTA O JIEKAPCTBEHHBIX MTperaparax, BbIBeIEeHHbIX 3 000poTa
cyObekTaMu obpaieHust JieKapCTBEHHbIX CPeJICTB, He MPUMEHSIOIMMIU KOHTPOJIbHO-KAaCCOBYIO TEXHUKY
WY IPUMEHSIOIIVIMM KOHTPOJIbHO-KACCOBYIO TEXHUKY B peXMMe, He IpeycMaTpUBaloleM 00s13aTeTbHOoi
nepenaun GUCKAIbHBIX JOKYMEHTOB B HAJIOTOBbIe OpraHbl uepe3 oreparopa GuCKaIbHBIX JaHHbBIX, B
CJTy4yasx, yCTaHOBJIEHHBIX PelepasbHbIM 3aKOHOM "O MPUMEHEHUM KOHTPOJIbHO-KAaCCOBO TEXHUKY MTPU
ocCylecTBAeHUM pacueToB B Poccuiickoit @epepaiiun”, mpon3BOLUTCS TAKUMU CyObeKTaMy oOpaleHust
JIeKapCTBeHHbBIX CPeICTB C UCI0/Ib30BaHMeM (DyHKIMOHAA CUCTeMbl MOHUTOPUHTA.

CyO6beKTbl 0OpalieHust JIeKapCTBEHHBIX CPeJICTB, OCYIEeCTBIISION[ e MeIUITMHCKYIO AesSTeTbHOCTb 1 BbIBO/I
13 060pOTa JIeKapCTBEHHBIX MTPeIapaToB Py OKa3aHMM MeAUILIMHCKO ITOMOIIN, a TaKKe CyObeKThl
obpaleHus JeKapCTBEHHbIX CPEACTB, OTITyCKAIOIIMe JeKapCTBEHHbIEe IIpernapaThl 6eCIIaTHO 10 PelenTy
Ha JIeKapCTBEHHbIE TIperapaThl, IPeICTaB/ISIOT MH(POPMALMIO B CMCTEMY MOHUTOPYHIA O BHIBOJIE U3
0060poTa JieKapCTBEHHbBIX IIpeIapaToB MyTeM OTITyCKa TeKapCTBeHHbIX ITperapaToB 6eCcIiyiaTHO 0 pelenTy
Ha JIeKapCTBEeHHbIE TIperapaThl WK OTITyCKa ITPY OKa3aHUM MeIUIIMHCKOI ITOMOIILM C UCII0/Ib30BaHUEM
PErUCTPATOPOB BBIOBITHMS, ITPECTABISIEMbIX OIIEPATOPOM CHUCTEMbI MOHUTOPUHTA.

OcHaleHye Cy6eKTOB 06paleHys TeKapCTBEHHBIX CPeCTB, OCYIIECTBISIONIMX BbIBOA 13 060poTa
JIeKapCTBEHHBIX MTPENapaToB MPY OKa3aHUY MeIUIIVTHCKO TOMOIIM WJIM ITyTeM OTITycKa 6ecIiyIaTHO
JleKapCTBEHHBIX MTPEIapaToB IO PeIeNTy Ha JeKapCTBeHHbIe MperapaThl, PErucTpaTopaMi BbIOBITHS
OCYIL[ECTBJISIETCS] ONIEPATOPOM CUCTEMbI MOHUTOPMHIA Ha 6€3BO3Me3JHO OCHOBE. B 11e/IsIX TaKOoro
OCHAII[eHMS CYO'hEKTHI 06paIeH s IEKAPCTBEHHbBIX CPEICTB 3aK/IH0YAIOT C OIIEPATOPOM CUCTEMBI
MOHUTOPMHTA JOTOBOPBI, B TOM YMCJIe COMIePKalyie YCIOBUS MPeA0CTaBIeHNMS TAKOTO 060PYIOBaHNMS U €T0
peraaMeHTHOTO OOCTy>KMBaHMS Ha 6€3BO3Me3THOI OCHOBe.

TumnoBas dopMma Takux AOTOBOPOB yTBepPXKAAeTCs MMHMUCTEPCTBOM ITPOMBIIIIEHHOCTY U TOPTOBJIU
Poccuiickoit @enepaiiu.



B ciyyae HepaboOTOCIIOCOOHOCTHU PerUCTpaToOpa BhIOBITHS, TIOATBEPKAEHHON YBeJOMIeHEM,
HaIpaBJisieMbIM CYO'beKTOM 0OpallleHNs IeKapCTBEHHBIX CPECTB OlepaTopy CUCTEMbl MOHUTOPUHTA,
repefava CBeJieHMIi 0 BbIBOJE U3 060pOTa JIeKapCTBEHHBIX IIPerapaToB MyTeM OTITyCKa JIeKapCTBe HHbIX
mperniapaToB 6eCIIaTHO WM OTITyCKa IPY OKa3aHUY MeAUIIMHCKOM ITOMOIIY Ha TIePYUOJ, BOCCTAHOBIIEHMUS
paboTOCTIIOCOOHOCTH MJIU 3aMeHbI PeruCcTPaTOpa BbIOBITHUS OCYILeCTBIISETCSI CyObeKTOM 00paleHNst
JIeKapCTBEHHBIX CPEICTB C UCI0Ib30BaHMeM (PYHKIMOHAIA CUCTEMbl MOHUTOPUHTA.";

III) TYHKT 52 IOMOJHUTD ab3al1ieM CIeIyIoIIero coaepkaHms:

"KOPPEKTUPOBKA CYO'beKTOM OOpalleHNs IeKapCTBEHHBIX CPEACTB paHee HAIllpaBJIeHHbBIX UM CBeJIeHUI B
CUCTEMY MOHUTOPMHTA O Mlepefaue JeKapCTBEHHOIO IIpernapara Ipyromy cyobekTy oopaleHust
JIeKapCTBeHHBIX CPeICTB C MOATBepPXKIeHeM TaKoil KOPPEeKTUPOBKM CYyO'beKTOM obpalleHus
JIeKapCTBEHHbBIX CPeICTB, KOTOPOMY IepejaHbl TaKye JeKapCTBeHHbIe mpenaparThl.”;

1) B TyHKTe 54:
B ab3arie rmepBoM cjioBa "u emepaabHOI CIIY;KO007 110 HaL30PY B cepe 31 paBOOXPaHEHMS " UCKITIOUNTD;
IOTIOTHUTH a63a1laMy CIeAYIOIIETO COle PsKaHMS :

"[Ipu aTOM 06GamaTesieM MHGOPMAIMK, COIEPKAILECS B CMCTeMe MOHUTOPUHTA, SIBJIeTcss Poccuiickas
denepanys. [IpaBomounst obnagaTens uHGopMalum, cogepskalieiicss B cucTeMe MOHUTOPUHTA, OT MMEeHM
Poccuiickoit @enepaiiy oCyiecTBasieT MMHUCTEPCTBO 3ApaBooxpaHeHus Poccuiickoit @egepaiinn.
O6napaTtenb MHGOpPMaI UK, COAEpKAIlleiics B CMCTeMe MOHUTOPMHTA, o6ecreunBaeT KOHPUIEHIIMATbHOCTD
TaKoy nH(popmalnm, 3a UCKIYeHeM MHOpMaIu, oTHeceHHOI [IpaBuTenbcTBOM Poccuiickoii
demepalyy K 0011eI0CTYITHOI MHGDOPMAIINMN.

OmnepaTop cUCTeMbl MOHUTOPUHTA OCYIIECTBIISIET NeiiCTBUS C MH(pOpPMAaliueii, coaepsKalleiics B CUCTeMe
MOHUTOPVHTA, UJIM pa3peliaeT OCYIIeCTBIeHMEe TaKUX NeCTBUI B pedeiax IMOJTHOMOYMIA,
YCTAHOBJIEHHBIX (pefiepaTbHbIMM 3aKOHAMM U ITIPUHMMAEMbIMM B COOTBETCTBUM C HUMM MHBIMU
HOPMAaTUBHBIMMU MIPaBOBbIMMU akTamu Poccuiickoit @enepanmu, B TOM unciae HacTosumm [lonoxkeHmem.";

bl) B IIOJATTYHKTE "0" IMyHKTa 55 c10Ba "cyObeKTa oOpalieHus JeKapCTBEHHbIX MTpeIrapaToB” 3aMeHUTh
cyioBaMM "cy6bekTa obpalieHus JeKapCcTBeHHbIX CPeCTB";

9) MyHKT 57 IOMOJHUTD CJIOBaMM ", @ TaKKe K MHMOopMaiuu, oTHeceHHo1 [IpaBuTenbcTBoM Poccuiickoii
denepaiuu K 0011e0CTYITHOM MHbOpMAaIUn";

10) pasngen VII goroaHuTh myHkTamu 57(1) - 57(9) cnemyroniero comepskaHmsi:

"57(1). DMUTEHTY CpeiCTB UAeHTUGUKAIMY, 3aPEeTUCTPUPOBAHHOMY B CCTeMe MOHUTOPUHTA U
TpeICTaBMUBIIIEMY CBEJIEHNS B CCTEMY MOHUTOPMHTA O HaHECEHUM CPEeACTB UAeHTUGUKAIIMY HA YIIAKOBKU
JIleKapCTBEHHBIX TMTpernapaToB, TIOMMMO CBeJIeHMi1, yKa3aHHbIX B ITyHKTe 57 HacTosiero [TonoskeHus,
obecrieunBaeTCst JOCTYIT K MHGOPMAIIUY O CEPUSIX U TTAPTUSIX TAKMUX JIeKaPCTBEHHBIX MTPeIapaToB B UaCTU
MHbOopMalMK O BilafiebliaX JeKapCTBEHHbIX MPernapaToB U UX KOJIMUYECTBe 10 BCeli Liely MOCTaBKy U
OTTPY3KM.

57(2). IloTpebuTesIM JieKapCTBEHHBIX IIperapaToB obecreunBaeTcs JOCTYIT K MHGOpMaI M, OTHEeCEHHO
[TpaBuTenbcTBOM Poccuiickoit @emepaiium K 0011e4OCTYITHO MHPOPMaIIUN.

57(3). ®engepasibHBIM OpTaHaM MCIIOJHUTEIbHOI BIACTU B 115X, OIIpeie/IeHHbIX HACTOSII UM
ITonoskeHMEM, 00eCIIeUuMBAETCS TOCTYI K CJIEYIOIIVIM CBEIEHMUSIM

a) nHGopMaIus o CyobeKkTax obpaiieHus TeKapCTBEHHbIX CPEACTB, O IeKapCTBEHHBIX MTpernapaTax U ux
o0bopoTe, HeOOX0AVIMast ISl BBITTOJTHEHMST 3a71a4 ¥ OCYIIeCTBIeHMS] (QYHKIIMIA, BO3JIOKEHHBIX Ha
(dhenmepasbHbIe OPraHbl MCIIOJTHUTEIbHON BJIACTH, B LIeJISIX, ONpeeeHHbIX HACTOSIINUM I1ookeHneM;

6) cratucTudeckas nHGopmaIus o JeKapCTBEHHbIX ITperaparax U ux 060pore;



B) uHdopmanus, orHeceHHas [IpaBuTenbcTBoM Poccuiickoir @emepaniny K 0011eI0CTYITHOM MHpOpMaLn.

57(4). CocraB nHbOpMaIMM, COIEPKAIIECS B CCTEME MOHUTOPUHTA, TOCTYIT K KOTOPO¥ 00ecrieunBaeTcst
(dbenmepasbHbBIM OpraHaM MCIIOJHUTENbHO BIACTH, OTIPeiesIsieTCs B coriallieHMsIX 06 MH(popMaloHHOM
B3aMMO/JIeIICTBMY, 3aKTI0UYE€HHBIX OIIEPATOPOM CUCTEMbl MOHUTOPUHTA C (heflepaibHbIMK OpraHaMu
UCIIOJTHUTEILHOM BIacTU U MMHUCTEPCTBOM 37 paBooxpaHeHus: Poccuiickoi ®@enepanuym.

57(5). ®emepanbHOI CyskOe 110 HAa30pY B cepe 3apaBOOXpaHEHNST 06eCIeunBaeTCs JOCTYIT K
mHpopmaImu, comepkalleiicss B CucTeMe MOHUTOPUHTA, B IeISIX:

a) OCYIIeCTBIEHUSI KOHTPOJISI COOMIOIeHN ST MeIUIIMHCKUMY PAaOOTHUKAMMU, PYKOBOAUTEISIMY MeAULIMHCKUX
opraHm3anuit, papMaieBTUUeCKMMM PAOOTHUKAMMU Y PYKOBOAUTEISIMU alITEUHBIX OPTaHU3AIIi
OTpaHMYeHM, MIPUMeHSIeMbIX K HUM IPU OCYyIeCTBIeHMUY TPOPeCcCUOHaTbHO IesiTeIbHOCTY B
COOTBETCTBUM C 3aKOHOZaTebCcTBOM Poccuiickoit ®enepanyn;

6) OCyIIeCTBIEHMS TOCYAaPCTBEHHOTO KOHTPOJIS (Ham3opa) B cepe obpalieHs JeKapCTBEHHbBIX CPEJICTB;

B) IPOBEJI€HVSI MOHUTOPMHTA aCCOPTMMEHTA U 1I€H Ha KM3HEeHHO He0OX0IMMbIe U BasKHeIIIe
JleKapCTBEHHbIE Mperaparsl;

I') OCYLLeCTB/I€HMS B YCTAHOBJIIEHHOM ITOpSIKe [IPOBEPKYU NeATebHOCTY MeOULIVHCKUX U allTeYHbIX
OopraHmusaluii, OpraHu3anuii OIITOBOI TOProOBJIN JIEKAPCTBEHHBIMMU CpeiCTBAMM, NPYTUX OpraHn3aLuil u
VMHIMBUYaIbHBIX IPEAIIPUHMMAaTeel, OCYIeCTBISIOIMX AesiITeIbHOCTD B cepe 3apaBOOXpaHeHMsI.

57(6). ®enmepanbHOI HAJIOTOBOI CITyskOe 06ecIeunBaeTCs JOCTYI K MHGOPMAaIny, ColepsKallleics B
CUCTeMe MOHUTOPUHTA, B LeJISIX:

a) OCYIIeCTBJIEHMS KOHTPOJIS M HaZ30pa 3a MPaBUIbHOCTBIO UCUMCIIEHNS, TOJTHOTOM M CBOEBPEMEHHOCTbhIO
BHECEHMS B COOTBETCTBYIOIINI OI0IKeT OI0MKeTHOM cucTeMbl Poccuiickoit @emepatiuy HaJIOroOB 11 COOPOB,
a B (JIyJasix, IpeJyCMOTPEeHHbIX 3aKOHOAaTe/IbCTBOM Poccuiickoit degepatinu, - 3a MpaBUIbHOCTBIO
MCUMCIEHMST, TIOJTHOTO ¥ CBOEBPEMEHHOCTHIO BHECEHMSI B COOTBETCTBYIOII NI OFOIKET MHBIX
00s13aTeIbHBIX IJIaTeXelt;

0) KOHTPOJISI COOTIOAEHMST TPEOOBaHMIT K KOHTPOJIbHO-KAaCCOBO TEXHMKE, TOPSIAKA U YCTIOBUIL ee
perucTpauuy u IpuMeHeHus ;

B) KOHTPOJISI yUeTa BBIPYUYKU AE€HEXHBIX CPEACTB Y OPUANYECKUX JIUL] U MUHANBUIYATbHbBIX
MpearpuHuMaTesiei;

I‘) OCYHIE€CTBJIEHMS KOHTPOJIbBHBIX MepOHpI/ISITI/II‘/JI, BK/IIO4Yas KaMepaJibHbI€ M BbI€3JHbI€ ITIPOBEPKIU.

57(7). ®emepanbHOI TAMOKEHHO CITy;kO€e obecrieunBaeTCs JOCTYII K MHGOpMaLu, CoaepsKaleincs B
CUCTeMe MOHUTOPUHTA, B IeJIsIX 00ecIieueHus MpeaycMOTPEeHHbIX 3aKOHOIaTeIbCTBOM Poccuitckoii
@enmepaliiy MOJTHOMOYMIA IO OCYIIECTBIEHUIO TAMOKEHHOT'O0 KOHTPOJIS 3a MPOAYKIMeli, BBO3UMOIi B
Poccuiickyro @epnepainio, B TOM YMC/Ie TAMOKEHHOTO KOHTPOJIS TTOC/Ie BBIITyCKa TOBAPOB, a TaKke
KOHTPOJISI 3@ IPaBWIbHOCTBIO MCUMCIIEHUS] M CBOEBPEMEHHOCTBIO YIUIAThl TAMOXXEHHBIX MOLIIMH, HAaJIOTOB,
CrielaabHbIX, aHTUAEMIIMHTOBBIX KOMITEHCAI[MOHHBIX MOIIMH U MHBIX IJIaTeXeii, B3MMaHMe KOTOPbIX
BO3JI0)KEHO Ha TaMOKeHHbIe OpraHbl.

57(8). ®emepanbHOI CyskOe rocy1apCTBEHHOM CTaTUCTUKY 00ecTieunBaeTcs JOCTYI K MHpopmainu,
coJiepsKalieiicss B CUCTEMe MOHUTOPUHTA, B LIEJISIX 00ecIeueHns OCyIeCcTBAeHUST GYHKIUIA 110
dbopmupoBaHM0 OPULIMATBHOM CTATUCTUUECKOI MHDOPMAIIUY O COLIMATbHBIX, SKOHOMUUECKUX,
nemorpaduuecknx, 5KOJOIrMUECKMX U IPYTMX 00IIeCTBEHHBIX ITpoIeccax B Poccuiickoit ®emepaiinm.

57(9). ®emepanbHOI aHTUMOHOIIOJIBHOI CTY>KO€e 0becrieunBaeTcst JOCTYIT K MHGOpMAaIUK, ComepsKalieics
B CMCTEMe MOHMTOPUHTA, B LIEJISIX OCYIIeCTBJIEHMS TOCYIapCTBEHHOTO KOHTPOJISI 32 COOJI0IeHeM
aHTMMOHOIIOJILHOIO 3aKOHOIaTe/NbCTBa B Poccuiickoit ®emepanun.”;



sI) AOTIOJIHUTD ITYHKTOM 60 cIeqyoIero Coaep kaHms:

"60. OmepaTop cUCTEMbI MOHUTOPMHTA B CJTydae cO0SI B CMCTeMe MOHUTOPMHTA, ITOBJIEKIIEro 3a C000i
OTKa3 B IpueMe CBefieHN 1 OT CyObeKTOB 00paliieHus TJeKapCTBEHHbIX CPeCTB O COBEPIIeHHBIX OMepanusx,
pasmMelnaeT Ha OpuIMaJIbHOM caliTe orepaTopa CUCTeMbl MOHMTOPUHTA B MHMOPMAIMOHHO-
TeJIeKOMMYHUKAIIMOHHOM ceTu "VIHTepHeT" ciieAyIoliye CBeIeHMSI:

a) I/IH(bOpMaLU/IH o cboe He Imo3agHee 4 9acoB C MOMEHTA €ro BO3HMKHOBEHNAI;

6) nadopmaiys 06 ycTpaHeHUM IIPUUMH CO0ST ¥ BOCCTAaHOBJIEHM M TTOJTHOM Pab0TOCIIOCOOHOCTY CUCTEMBI
MOHUTOPMHTA He Mo3AHee 4 YacOB C MOMEHTAa BOCCTAHOBJIEHMSI TIOJTHOM pabOTOCTIOCOOHOCTM CHUCTEMBbI
MOHMTOPMHTA C YKa3aHMeM IIPOIO/DKUTEIbHOCTY OrpaHMUeHMs B ee paboTe.".

3. B mpunosxkennu N 1 K ykasaHHomy [TonoxxkeHnto:

a) MYHKT 3 OOIMOJHUTD MMOLIYHKTaMM "3" - "4 CJIeIYIOIero CoLepsKaHus:
"9) HaMMEeHOBaHMe CyO'beKTa 00palleHMsl JIEKAPCTBEHHBIX CPEJICTB, OCYIIEeCTBIISIONIErO CTaINUIO
MPOM3BOJICTBA TOTOBOJ JIeKAPCTBEHHOI (POPMBI;

10) KOl HAJIOTOIUIATeIbIIMKA CYO'beKTa 0O pallleHNs JIeKapCTBEHHBIX CPEICTB, OCYIIECTBIISIONIETO CTAINIO
MPOM3BO/ICTBA TOTOBOJ JIeKapCTBEHHOI (G OpMBbI B CTpaHe permcTpaimu;

sI) CTpaHa perucTpanyuu cyobekTa oopaiieHus JIeKapCTBEHHBIX CPEACTB, OCYIIECTBIISIIONIETO CTAAMIO
MPOM3BOJICTBA TOTOBOJ JIEKAPCTBEHHOM (OPMBL.";

6) B IyHKTeE 6:

B ab3aille IMepBOM CJIOBA "TIOACUCTEMBI "MOHUTOPMHT KauecTBa JIeKapCTBEHHbIX CPEACTB", "BpeMEeHHOM" U
"BpeMEeHHOr'0" UCK/IIOUNTD;

n_n

B IIOJITYHKTE "a" CJI0Ba "BpPEMEHHBIN" U "BPEMEHHOr0" UCK/IIOUUTD;

n_n

B IIOJAIIYHKTE "T" CJIOBO "BPEMEHHOT0" UCKIIOUUTD;
B IOAIYHKTE "[" CJIOBA "BPEMEHHOM" U "BPEMEHHOI'0" UCKIIOUUTD;
B) IOIOJHUTD IMyHKTamMM 6(1) - 6(3) cinenyroiero cogepkanus:

"6(1). 3 cucTeMbl MOHUTOPUHTA B LEJISIX TTOATBEPKAEHMS JOCTOBEPHOCTY CBEeHUIA, TPeICTaBISIeMbIX
cyObeKkTaMy 0OpalleHusl JIeKapCTBEHHBIX cpeficTB B PeepabHyI0 CTYKO0Y 110 HazA30py B cdepe

3 paBOOXpaHeHMs IPY BBOJE JIeKapCTBEHHBIX ITPeIapaToB B rpaskgaHCKNUii 000pOT, mepealoTcs B
aBTOMAaTHU3MPOBAHHYI0 MHOOPMaLIMOHHYIO crucTeMy DelepasbHOI CITysKOBI 110 HAJ30pY B cdhepe

3[4 paBOOXpaHeH s CIeyIollye CBeJeHHUS O TaKMX JIEKAPCTBEHHBIX Iperaparax:

a) uaeHTUGMKAIMOHHbBI HOMep HaJIoToIIaTe/bINKa Cy0beKTa obpalieHIs JieKapCTBeHHBIX CPeJICTB,
ocyIecTBMBIIEro ¢hacoBKy (YIIaKOBKY) JeKapCTBEHHbIX ITPerapaToB BO BTOPUUHYIO (TTOTPEeOUTETHCKYIO)
YIIaKOBKY JIEKapCTBEHHOTO TIperapara (a nmpu ee OTCYTCTBUMU - TIEPBUYHYIO YIIAKOBKY JIEKAPCTBEHHOTO
rpemnapara) Ipu mpou3BOICTBE JIEKapCTBEHHOTrO Iperapara Ha Tepputopum Poccuiickoi @enepany uimn
OCyIIeCTBUBILIEr0 BBO3 B Poccuiickyro @enepaliiio ¥ TAMOXKEHHOE JeK/IapupoBaHMe JIeKapCTBEHHOTO
rperapara B ¢Jiyuae BBOJa B IpaskJaHCKMI 060pOT JIeKapCTBEHHOTO IperapaTa, IpoM3BeIeHHOTO BHe
TeppuTopuu Poccuiickoit @emepannu;

6) HauMeHOBaHMe Cyo'beKTa oOpalleHus JeKapCTBeHHbIX CPeJICTB, OCYIeCTBMUBILIEro (hacoBKY (YIIaKOBKY)
JIeKapCTBEeHHbBIX ITPerapaToB BO BTOPUYHYIO (MIOTPeOUTENbCKY0) YIIAKOBKY JIeKApCTBEHHOTO Tpernapara (a
IIpU ee OTCYTCTBUM - IIEPBUYHYIO YIIAKOBKY JIEKaPCTBEHHOTO IIpernapara) Ipu pou3BOLCTBe
JIeKapCTBEHHOrO Iperapara Ha Tepputopun Poccuiickoit @eepanyuyt Ui OCyLeCTBUBIIETO BBO3 B
Poccuiickyio @enepanyio ¥ TaMOKeHHOE IeKIapupoBaHye 1eKapCTBEHHOrO Mpernapara B ciayJyae BBOJA B
rpaxkIaHCKMii 060pOT JieKapCTBEHHOTO Tperapara, pou3BeleHHOTO BHe TeppuTopuu Poccuiickoit



Qenepauyu;

B) CBeleHMs O JIeKapCTBEHHOM ITpernapare, HoJydeHHbIe B paMKax OIMCaHMS JIeKapCTBEHHOTO MperaparTa B
CUCTEME MOHUTOPUHTA B COOTBETCTBUM C ITYHKTOM 33 [1os105keHus 0 cucTeMe MOHUTOPUHTA JBUKEHUS
JIeKapCTBEHHBIX TperapaToB IJIs1 MeAUIIMHCKOTO TIPUMeHeHUSs, YTBEPXKIEeHHOr0 ITOCTaHOBIEHUEM
[TpaBuTenbcTBa Poccuiickoit ®emepanyu ot 14 mekabpst 2018 r. N 1556 "O6 yrBepskaerun [TonokeHMs O
CUCTeMe MOHUTOPMHTA IBVKEHMS JIEKapCTBEHHBIX IIPenapaToB A1 MeAULIMHCKOTO ITPUMMeHeHNus";

') HOMep IIPOU3BOACTBEHHO Cepun;
1) 06beM MPOU3BOACTBEHHOI CEPUN;

e) JaTa yrnakoBKy ((pacoBKM) JeKapCTBEHHOTO ITpernapaTa BO BTOPUUHYIO (TOTPeOUTENbCKYIO) YITAKOBKY
JIeKapCTBEHHOTO Tperapara (a Ipu ee OTCYTCTBUU - TIEPBUYHYIO YIIAaKOBKY JIEKAPCTBEHHOTO TIperapara)
TIpU IPOU3BOJICTBE JIeKAaPCTBEHHOIO Mperapara Ha Tepputopun Poccuiickoit @enepaiinm;

K) UAeHTU(PUKAIMOHHBII HOMEpP HaJIOToIuIaTe IbIKa COOCTBEHHMKA JIEKaPCTBEHHOTO Ipernapara Ipu
KOHTPAKTHOM (MOAPSAHOM) ITIPOU3BOACTBE JIeKapCTBEHHOTO TpelapaTa Ha TeppuTopuu Poccuniickoin
denepanymy;

3) HaMMeHOBaHMe COOCTBeHHMKA JIEKapCTBEHHOTO ITpernapara Ipy KOHTPAKTHOM (TTOAPSIAHOM)
MIPOU3BOLCTBE JIeKapCTBEHHOTO IIpernapara Ha TeppuTopum Poccuiickoilt @enepaunm;

U) JlaTa perucTpalum TaMOKEHHOM AeKlapaluy Ha JeKapCTBEHHbIN MIperapar B cJiyuae BBOAA B
IPaskIAHCKMIT 000POT JIeKapCTBEHHOTO ITperapara, Ipou3BeleHHOro BHe TeppuTopuu Poccuiickoii
Qenepauuu;

K) perMCTpallMOHHbII HOMep TaMOXXeHHOI JeKaapalyuy Ha JeKapCTBeHHbIN [Ipernapar B cydyae BBOJa B
rpakIaHCKMIT 000POT JIeKapCTBEHHOTO IIpernapara, IMpou3BeeHHOI0 BHE TeppuUTOpum Poccuiickoit
Qenepalyu;

JI) DaHHbIE O BBIMTYCKE IS BHYTPEHHEro MoTpebieHNsI JIeKapCTBEHHOTO IIperapaTa B ciyyae BBO/a B
IpakIaHCKMII 000POT JIeKapCTBEHHOTO IIpernapara, Ipou3BeAeHHOI0 BHE TeppuTopum Poccuiickoi
denepalyu.

6(2). 3 aBTOMaTH31MpoOBaHHOM MHPOPMaLMOHHOI cucTeMbl DeepanbHOI CY>KObI IO HaA30pY B cdepe
3IpaBOOXpPaHEeHMS B LEJISIX MMOATBEPKIEHMS JOCTOBEPHOCTH CBeeHMIi O BBOJE JIEKAPCTBEHHBIX
MpernapaToB B IPAKIAHCKMIT 000POT B CHMCTEMY MOHUTOPMHTA IIPECTABIISIIOTCS CAeAYION[/ie CBeIeHMS:

a) JaTa perucTpauyyu CBeIeHMii B aBTOMaTU3MPOBaHHOM MHGOPMAILMOHHOI cucTeMe DemepaabHOI
CJTyKOBI 110 HaZ30py B cdepe 37 paBOOXpaHEeHNS;

0) peKBM3UTHI 3aIIMCH O JIEKAPCTBEHHOM IIpernapare, BBOAMMOM B IpaskIaHCKMiT 000poT, B
aBTOMATM3MPOBAHHOI MHGOPMAILIMOHHOII cucTeMe DenepaabHOI CYKOBI 110 HAA30pY B cepe
3[IpaBOOXpPaHEH NS,

B) IVI00AJIbHBI MAEHTU(PUKALIVMOHHBI HOMEp TOPTrOBOi e IMHUIIBI BBOJAMMOTO B I'PasKIaHCKNUIT 000POT
JIeKapCTBEHHOTO IIperapara;

I') HOMep MPOM3BOJICTBEHHO Cepuy BBOAMMOTIO B IpaskAaHCKMIT 000POT JIeKapCTBEHHOTO ITperapara;

Il) KOJTMYECTBO BTOPUYHBIX (TTOTPEOUTETBCKIX) YIIAKOBOK JIEKAPCTBEHHOTO ITperiapara (a mpu ux
OTCYTCTBUM - TIEPBUYHBIX YITAKOBOK JIEKAPCTBEHHOTO Iperapara), BBOAMMOIO B IPasKIaHCKMT 000pOT;

e) HoMmep paspelneHuss PenepanbHOIi CIYKOBI 10 HAA30PY B chepe 3apaBoOXpaHeHMs Ha BBOJ, B
IpaskIaHCKMIT 000pOT (B C/Iyyae BBOJA B IPakaaHCKIii 000pOT MMMYHOOMOJIOTMUECKOTO JIEKAPCTBEHHOTO
rnpemnapara);

)K) I/I,ELEHTI/I(I)I/IKaI_[I/IOHHHﬁ HOMEDp HaJIOroriaTe/JIblInKa CY6'I>EKT8 O6p&H.[€HI/IH JIEKapCTBEHHLIX CpedCTB,



OCYIIECTB/IAIOMIETO BBO JIEKAPDCTBEHHOI'O ITpelapaTa B I‘pa)K)laHCKI/Iﬁ O60pOT.

6(3). I3 cucTeMbl MOHUTOPHMHTA B 11e/IsIX 0OecrieueHs OCyIecTBIeHs PenepaabHOTO rocy1apcTBEeHHOTO
Haj3o0pa B chepe obpaleHus JieKapCTBeHHBIX MpernapaToB JJIsl MeJULIMHCKOTo mpuMeHeHust OesiepaabHOI
CJTyk0071 110 Hag30py B cdepe 3paBoOXpaHeHNsI IepejaloTCsl B aBTOMATU3MPOBAHHYIO MHGOOPMALIIOHHYIO
cucremy @enepanbHO CIyKOBI 110 Ha[30py B cdepe 34 paBOOXpaHeHMs Clelylolnye cBeeHus 06
YHUUYTOXXeHUY JIeKapCTBEHHbIX IIpernapaToB:

a) maTa BHeCEHMS CBeeHMI B CUCTEMY MOHUTOPUHTA 00 YHUUTOKEHNUY JIeKapCTBEHHOTO Mpernapara;

6) nneHTUGUKAIMOHHBI HOMEP HAJIOTOILIaTeNbIIMKA CYObeKTa 06pallleHus JieKapCTBEHHBIX CPeCTB,
OCYIIeCTBUBIIIETO Mepeavy JIeKapCTBEHHOTO Tperapara Ha YHUUTOXeHNe;

B) HaMeHOBaHMe CyObeKTa 0OpalleHNs JIEKAPCTBEHHbBIX CPEJICTB, OCYIECTBUBIIETrO Iepeaavy
JIeKapCTBEHHOTO ITperapaTa Ha YHMUTOXeHIe;

r) uoeHTU(GUKALMOHHBI HOMEep Ha/IOTOIUIaTe IbIIMKA OPTaHM3aLIMM, OCYIeCTBUBIIIEH YHUUTOKEHIEe
JIeKapCTBEHHOTO Mperapara;

Il) HAaMMeHOBaHMe OpraHu3aIMu, OCYIeCTBUBIIEH YHUUTOXEHME JIeKapCTBEHHOTrO TIpernapara;
e) aJipec opraHu3alum, oCyIllecTBUBIIel YHMUTOKeHMe JIeKapCTBEHHOTO Tperapara;
K) PEKBM3UTHI aKTa 00 YHMUTOKEHMM JIeKapCTBEHHOTrO IIpenapara (IaTa 1 Homep);

3) CBeJleHMs O JIeKapCTBEHHOM ITpernapare, MoJlydeHHble B paMKax OMMCaHMs JIeKapCTBEHHOrO MMpernapara B
CUCTeMe MOHUTOPUHTA B COOTBETCTBUM C ITyHKTOM 33 [Toso>keHM s O cucTeMe MOHUTOPUHTA IBVOKEHUS
JIeKapCTBEHHBIX IMIperapaToB /151 MeAUIIMHCKOTO IIPUMeHeHUsI, yTBePKIeHHOT0 MOCTaHOBIeHMEM
[TpaBuTenbcTBa Poccuiickoit ®epepanym ot 14 nekabps 2018 r. N 1556 "O6 yrBepskaeHun [TonoskeHUs O
CUCTEeMEe MOHUTOPMHTA OBVKEHUS JIeKapCTBEHHBIX MPeInapaToB A1 MEAULIMHCKOTO MpUMeHeHNus " ;

1) CIIOCOO YHUYUTOKEHUS;

K) JlaTa YHUUYTOXEHWUS;

JI) IpMYMHa M OCHOBaHMe [lepesauy JieKapCTBEHHOrO IIpernapara Ha YHUUYTOXKeHue. ",
4. B npunoxennu N 3 Kk ykazanHomy [losiokeHuI0:

a) B IyHKTe 1:

B ITOAITYHKTE "6" c/I0Ba "MIeHTU(PUKALMOHHbI HOMEepP HaJIOTOIIATe/IbIIMKA" 3aMEHUTD CJIOBOM
"upeHTUGUKATOP";

n_mn

MOAIYHKT "B" MPU3HATh YTPATUBIIUM CUTY;

B ITOJIMMYHKTe "N cJI0Ba "UAeHTU(UKAIMOHHbBIIT HOMepP HaJIororiaTe/blKa" 3aMeHUTh CJIOBOM
"upeHTuduUKaTOp";

0) MyHKT 2 MU3JIOKUTH B CJIEIYIOIIEl pegaKIun:

"2. CyObeKThl 06paleHs IeKapCTBEHHBIX CPEICTB ITOC/Ie 3aBepIIeHMs CTaAUM BbITyCKAIOIEr0 KOHTPOJIS
KauecTBa U MpeACTaBIeHMs] JOKYMEHTOB U cBefieHMi1 B DeiepanbHyI0 CITYK0y 10 HaA30py B chepe
3IpaBOOXpaHeHMs MMPeACTaB/SIOT B CMCTEMY MOHUTOPUHTA CJIEAYIONIYI0 MHGOPMAIMIO O BBIITYCKe TOTOBO
MPOAYKIIMM B OTHOIIIEHMY KaXKI0¥i TOPTOBOJ eIMHUIIbI JIeKapCTBEHHOTO MperapaTa, IIpou3BeIeHHO Ha
Tepputopum Poccuiickoit ®egepaiin:

a) laTa COBepIIeHM Orepalyu;

6) nneHTuduKaTop cyobeKTa 06palieHus IeKaPCTBEHHbBIX CPEICTB, OCYIECTBIISIONEr0 PETUCTPALINIO



CBQ,ELQHI/IVI O BBIITYCKE rOTOBOI MMpOOYKLUN;

B) PEKBU3UTHI 3aIMCH O JIEKAPCTBEHHOM IpernapaTe, BBOAMMOM B IpakIaHCKMiT 060poT, B
aBTOMAaTHU3MPOBAHHOI MHGOPMAaIMOHHOI cucTeMe PemepaabHOI CIYKOBI O HaA30py B chepe
3IpaBOOXpaHeHMs (HaTa ¥ BHYTPEHHU MAeHTUHUKATOD);

r) Homep paspenieHust PegepanbHOI CTYKObI IO HaA30pY B cepe 3MpaBOOXpaHeHMs Ha BBOJ, B
IPaskIAHCKMIT 000POT (B C/Iyyae BBOJA B rPakaaHCKMii 000pOT MMMYHOOMOJIOTMUECKOTO JIEKAPCTBEHHOTO
rnpemnapara);

1) KOJ UAeHTUPUKAUUN UIU KOJ UAeHTUDUKAL MY TPETUYHOI (TPAHCIIOPTHO) YIIaKOBKM JIEKaPCTBEHHOTO
rperapara, B KOTOPOJ HaXxOOUTCS BBIMTYIII€HHbBIV B 000POT JIeKaPCTBEHHBII Mperapar (B caydae BbIITycKa
TPETUYHOM (TPaHCIIOPTHOI) YIIAaKOBKM JIEKAPCTBEHHOI'O IIpernapara 1eJIMKoM).";

B) IYHKT 3 U3JIOXKUTDb B CI€AYIOIIEN penaKkiun:

"3. CyObeKThbI 00palleHst JIeKapCTBEHHBIX CPEJICTB IPY 3aBeplIeHN ITPOM3BOACTBEHHO cTaauu GacoBKuU
(YIIaKOBKM) JIeKapCTBEHHbIX IIpernapaToB Uy 3aBepIIeH MapKMPOBKM YITaKOBOK JIeKapCTBEHHbIX
MIpernaparoB CpeiCTBAMM UAEHTUGUKAIIMY Ha TAMOKEHHOM CKJIaJle B COOTBETCTBUM C a63a1eM BTOPhIM
nyHkTa 4 [Tosio’keHMsI 0 cucTeMe MOHUTOPUHTA ABVKEHMS 1eKapCTBEHHbIX MpernapaToB 1Sl
MeIUIMHCKOTO IIpMMeHeHMs, yTBepXAeHHOro rocraHoBieHueM [IpaButenbcTBa Poccuiickoit denepanm
oT 14 nexabps 2018 r. N 1556 "O6 yTBepskaeHnn I1o105keHMS O CUCTEMe MOHUTOPUHTA IBUKEHUS
JIeKapCTBEHHBIX IIperapaToB /151 MeAUIIMHCKOTO MpuMeHeHus1" (nanee - [TonoxkeHue), MpeCTaBIIsIOT B
CUCTEeMY MOHUTOPMHTA B OTHOLIEHMM KaXK[0Vi TOPTOBOJ eAVMHUIIbI TIeKapCTBEHHOTO Mpernapara,
Mpou3BeeHHOI BHe TeppuTopum Poccuiickoit ®enepaiiuu, ciaeayollyo MHGopmanuio:

a) laTa COBepIIeHM S Orepalyn;

6) nneHtTuduKraTop cyobekTa 0bpainieHus IEKaPCTBEHHBIX CPEJICTB, SIBJISIONIET0CS JepyKaTeieM UIn
BJIa[IeIbIIEM PETMCTPALIOHHOTO YIOCTOBEPEHMSI, MV MTPeACTaBUTENbCTBA CYObEKTa 06paleHMS
JIeKapCTBEHHBIX CPeJICTB Ha TeppuTopumu Poccuiickoii Pepepanyu;

B) uieHTUOUKATOP CyO'beKTa oOpaleHNs JJeKapCTBeHHBIX CPeJICTB, OCYIeCTBISONEero GacoBKy
(YT1IaKOBKY) JIeKapCTBEHHBIX MTPENapaToB BO BTOPUYHYIO (TIOTPEOUTETBCKYIO) YITAKOBKY JIEKAPCTBEHHOTO
mpernapara (a py ee OTCyTCTBUM - IIEPBUYHYIO YIIAKOBKY JIEKAPCTBEHHOTO Iperapara);

T) uaeHTUdUKATOp CyobeKTa oopalieHus JieKapCTBeHHBIX CPeJICTB, OCYIIeCTBIISIIONIETO
MPOM3BOJICTBEHHYIO CTaJMIO BHIMTYCKAIOIIETO KOHTPOJISI KAuecTBa,;

1) T100a/IbHBIN MAEHTU(PUKAIMOHHBI HOMEP TOPTOBO €AVHUIIBI;
€) HoMep MPOM3BOICTBEHHOI Cepuy JeKapCTBEHHOTO Iperapara;
3K) IaTa MCTeYeHMsI CpoKa rOAHOCTHU JIeKapCTBEHHOTO Ipernapara;

3) KOZ, TaMOKEHHOTO OpraHa M perucTpalyoHHbIi HOMep TaMOXXEeHHOTo CKaja (Ipy MapKUpOBKe
YIIaKOBOK JIEKapPCTBEHHBIX ITPeItapaToB CPeACTBaAMM UIeHTU(IUKALIMM Ha TAMOXKEHHOM CKIIaJie);

") KoJ uaeHTU KA, IPUCBOEHHbBIV BTOPUYHOI (MTOTPeOUTETHCKOI) YITaKOBKE JIeKapCTBEHHOTO
npernapara (B cJiyuae ee OTCYTCTBUS - IePBUYHOI YIIaKOBKE JIEKapCTBEHHOrO Ipernapara);

K) uHbopmaLus o6 UCIOab3yeMOM YCTPOICTBE PErUCTpaluy SMUCCUN.";
I) JOIOJIHUTD IMYHKTOM 3(1) cieyroiero cogepkasmusi:

"3(1). Cy6beKTbI 0OpaleHusI IeKAPCTBEHHBIX CPEACTB IMPU OCYIECTBIEHUM MaPKUPOBKM YIIaKOBOK
JleKapCTBEHHBIX MpernapaToB CpefcTBaMy uaeHTudUKaIMy Ha TaMOXXeHHOM CKJjlazie B COOTBETCTBUM C
ab63aiieM BTOpbIM MyHKTa 4 [Tos105keHMsI IPeICTaBIISIOT B CUCTEMY MOHUTOPMHTA CJIeIyIOIYyI0
uHopmaIuio:



a) ugeHTUGMUKATOp Cyo'bekTa obpalleHus JeKapCTBEeHHbIX CPeCTB, SIBISIOUIErocs AepskaTeaeM Uin
BJIaJle/IblieM PEerMCTPalIOHHOIO YIOCTOBEePeHMs, UM MTpefCTaBUTeNbCTBA CYyObeKTa 06paleHus
JIeKapCTBEHHBIX CPeLiCTB Ha TeppuTopuu Poccniickoin @emepaunm;

0) maTa coBepIIeHMs Orepalun;
B) IV100aIbHbIV MAEHTU(GMKALIVMOHHBII HOMEep TOPTOBOM e IMHUIIbI;

T) KOJl TAMOXeHHOTO OpTaHa U PeruCcTpalyOHHbI HOMEpP TaMOKEHHOTO CK/Ia/ia, Ha KOTOPOM
OCYIIeCTB/SIeTCS] MapKMPOBKa YIIaKOBOK JIeKapCTBEHHBIX IIperapaToB cpeiCTBaMi UAeHTUDUKAL UK B
COOTBETCTBUU C ab3a1ieM BTOPbIM MyHKTA 4 [TonmoskeHus;

1) KOAbl MaeHTUUKAIUN.";
Il) ITYHKTBI 4 - 7 U3JI0KUTD B CJIEAYIOIIEN peqaKiivin:

"4, CyO'beKTbI 00 palleHNsI JIEKAPCTBEHHBIX CPEIICTB IPY 3aBEPIIeHUM OTTPY3KM JIEKapCTBEHHBIX
nmpenapaTtoB B Poccuiickyo @emepaiyio niau nocje mepeaadyu CBeieHni 0 MapKMpoOBKe YITaKOBOK
JIleKapCTBEHHBIX MTpernapaToB CpeacTBaMu uaeHTUdUKaI My Ha TaMOXeHHOM CKJlazie B COOTBETCTBUM C
ab3aiiemM BTOPBIM ITyHKTA 4 [ToyoskeHMs TTPeCTaBIISIOT B CMCTEMY MOHUTOPYHTA CJIeIYIOIIYIO
MHbOpMaIMIO B OTHOIIIEHMM KAk 0l e IMHUIIbI JIeKapCTBEHHOTO Tpernapara:

a) JaTa coBepIleHMs orepalun;

0) nmeHTUdUKATOP CYObEKTa 00palleHNs JIEKapCTBEHHBIX CPEICTB, SIBJISIOIIETOCS JepsKaTeeM UiIn
BJIaJle/IbIIEM PErMCTPALIMOHHOTO YIOCTOBEPEeHMS, WK TTPeICTaBUTEIbCTBA CyObeKTa 0OpaleHus
JIeKapCTBEHHBIX CPELICTB Ha Tepputopuu Poccuiickoit ®emepaiinu;

B) I/I,E[eHTI/ICl)I/IKaTOI) CY6'beKTa OGp&II.lEHI/IH JIEKapCTBEHHbLIX CpeACTB, ABJIAIOIIErocda IIpogaBloM
JIEKapCTBEHHBIX ITPEIIapaToOB,

r) uAeHTUHUKATOp CyobeKTa 00palieHus JieKapCTBeHHBIX CPEJICTB, SIBJSIONIETroCs MOKyIaTeaeM
JIeKapCTBEHHLIX TpernapaToB B Poccuiickoin @epepannu;

Il) TUTI IOTOBODA;

€) PEeKBM3UTHI TEPBUYHOTO JOKYMEHTA, SIBJISIIOILETOCS] OCHOBAaHMEM /IS OTTPY3KM JIeKapCTBEHHOTO
npernapara B Poccuiickyio @enepainio;

) KOJi TAMOKEHHOTO OpraHa ¥ PerMcTpalMOHHbIN HOMep CKIafa (aipec MecTa HaXOKIeHMs ToBapa
COIJIaCHO TaMOYKEHHOM JeKIapaluy Ha TOBaphbl, 32 UCKJIIOUEHMEM CTydast MapKMPOBKY YITAKOBOK
JIeKapCTBEHHBIX ITPENapaToB CPeACTBAMY UAEHTUGUKAIMM Ha TAMOKEHHOM CKJIafie B COOTBETCTBUM C
ab3aiieM BTOpBIM myHKTa 4 [TomoskeHus);

3) KOJl UAeHTUhUKAIUY WIK KOJ UAeHTUDUKALMM TPETUYHO (TPAHCIIOPTHOI) YITaKOBKY JIeKapCTBEHHOTO
rperiapara, B KOTOPOi HaXOOUTCS 3TOT JIeKapCTBEHHBIN Ipernapar (B cydyae OTTPYy3KU TPETUUYHOM
(TPaHCIIOPTHO) YIIAKOBKM JIEKAPCTBEHHOTIO IIperapara LeJMKOM).

5. CY6'beKTbI o6pameHM5{ JIEKAPCTBEHHBIX CPEACTB ITPM OCYIIECTBJJIEHMI BBO3d IMPEACTABIAIOT B CMCTEMY
MOHUTOPHMHTIA CJIeAYIOITYIO I/[Hd)OpMaLU/IIO B OTHOIIEHUM KaXKOO0I eIUHUIIBI JIEKAaPpCTBEHHOTO IIperiapara:

a) IaTa coBepIleHMs OIepalun;

0) ugeHTHUUKATOP CyOBEKTa 0OpaleHNs JeKapCTBEHHBIX ITpernapaToB, OCYIIeCTB/ISIONEero BBO3
JIeKapCTBEHHBIX IpernapaToB B Poccuiickyio denepaiiyio;

B) KOO TaMOXXE€HHOTI'O OpraHa " peI‘I/ICTpaLU/IOHHHﬁ HOMep CKIaga (aLLpec MeCTa HaXO0XXOeHMI TOBapa
COTJIACHO TaMOXKE€HHOI1 JeKnapaluny Ha TOBapr);

I‘) ]/IJleHTI/I(bI/IKaTOp CY6'beKTa O6p8H.[€HI/I$[ JIEKapCTBEHHbIX CpeACTB, ABJAI0IIErocd IIpoaaBloM



JIeKapCTBEHHBIX MperapaToB;
II) TUII OTOBOPA;

€) PeKBU3UTHI IEPBUUHOTO TOKYMEHTA, SIBJISIIOIIErocss OCHOBaHMeM [IJisl BBO3a JIeKapCTBEHHOTO Tperapara
B Poccuiickyro @emepanuio (mata u HoOMep);

) AeHTUGUKATOP CyObeKTa 06 paleHysI JIEKAPCTBEHHBIX CPEICTB, SBIISIIOIETOCS epyKaTeeM WIn
BJIA/IEJIbIIEM PETUCTPALIMOHHOTO YIOCTOBEPEHNS, MU TIPEACTABUTENIbCTBA CYObeKTa OOpaIeHNs
JIeKapCTBEHHBIX CPeICTB Ha TeppuTopum Poccuiickoit @enepaiiuy (B ciyyae BBO3a JeKapCTBEHHOTO
npernapara B Poccuiickyio ®enepaiinio cyobeKTOM 06paleHus JIEKapCTBEHHbIX CPEICTB, He SIBJISTIOIIMMCST
IepkaTesieM U BIaie/iblieM PErUCTPALIIOHHOTO YOCTOBEPEeHMS);

3) Ko uaeHTUOUKALUU WIN KOA, UAEHTUDUKALUY TPeTUIHO (TPaHCIIOPTHOJ) YIIaKOBKM JIEKAPCTBEHHOTO
rperiapara, B KOTOPOJ HaXOAUTCS 3TOT JIeKapPCTBEHHBIN IIperapar (B c/iyyae BBO3a TPETUYHO
(TPaHCIIOPTHO) YIIAKOBKM JIEKAPCTBEHHOTIO IIperapara LeJMKOM).

6. CyobeKThbI 0OpaleHust JIeKapCTBEHHbBIX CPEJICTB, OCYIECTBIISIOIIME TTepeavy JIeKapCTBEHHBIX
MpernaparoB, TOMELIEHHbBIX MO/ TAMOKEHHYIO MPOIeyPy TAMOXKXEHHOTO CKIafa, IPYrOMY COOCTBE HHUKY
(cMeHa cOOCTBeHHMKA), TPEICTABSIOT B CUCTEMY MOHUTOPUHTA C/IeAyIolyio MHGOPMaIIO B OTHOLIIEHU Y
KaKI0i e IMHUIIBI JIEKapCTBEHHOTO Mperapara:

a) laTa COBepIIeHM S Orepalyu;

6) noeHTUdMUKATOP Cy6BEKTA 0O PALEHMS JTIeKapCTBEHHBIX CPEJICTB, OCYLeCTBIISIOIIEro rnepegavy
JIeKapCTBEHHBIX ITPEIapaToB;

B) UIEeHTUDUKATOP CyO'beKTa 06palieHs JeKapCTBEHHbIX CPEICTB, OCYIIECTBISIONIEr0 ITPUEMKY
JIeKapCTBEHHBIX ITPEIapaToB;

I') PEKBU3UTBI IIEPBUYHOTO TOKYMEHTA, SIBJSIONIETOCS OCHOBAHMEM [IJIS Tiepeaum JIEKaPCTBEHHOTO
rnperiapara (IaTa 1 HOMep);

1) KOJl UIeHTU(PUKAUIUU UIU KO, UAeHTUPUKAIMY TPETUYHOI (TPAHCIIOPTHOI) YITaKOBKM JIeKapCTBEHHOTO
rperiapara, B KOTOpPOJ HaXOOMUTCS 3TOT JIeKapCTBEeHHBII IIpernapar (B ciyvyae rnepenayy TpeTUYHOM
(TPaHCIIOPTHOV) YIIAaKOBKYM JIeKapCTBEHHOIO IIperapara LejIMKOM).

7. Cy6beKThbI 00paleHNs JIeKapCTBEHHBIX CPeICTB IIPY IOATBEPKIEHUM CBeIeHIT 00 OTIPy3Ke UJIU O
BBO3e JiIeKapCTBeHHOTrOo IpenapaTa B Poccuiickyio ®enepaiiyio, uiau rpreMke Ha hapmaiieBTUIeCKuii
CKJIaJ JIeKapCTBEHHOTO ITpernapaTa Ha Tepputopun Poccuiickoit @emepativm, uan repemade mpaBa
CcOOCTBEHHOCTHM Ha JIeKapCTBEHHBbII ITpernapar, ITOMeIeHHbIN IT0]] TAMOKEHHYIO ITPOoLieAypPy TaMOKeHHOTO
CKJIaa, TIpU MOATBEPXKIEHMUM CBeIeHNI, COIepsKalXCs B CCTeMe MOHUTOPUHTA, PeICTaB/ISIOT B
CUCTEeMY MOHUTOPUHTIA CJIeYIONLYI0O MH(POPMAaIMio B OTHOIIEHMY KaXKI0# eIMHUIIbI IeKapCTBEHHOTO
rpernapara:

a) laTa COBepIIeHU Orepalyu;

0) ugeHTUUKATOP CYOBEKTA OO palleHMs JeKapCTBEHHBIX CPEICTB, OCYIIECTBIISIONIEr0 MOATBEPXKIEHM e
CBeeHMI;

B) UIEeHTUDUKATOP CyO'beKTa 0OpalieHs JeKapCTBEHHbIX CPeJICTB, PaHee OCYIIeCTBUBIIETO PETUCTPALINIO
cBeZeHM 06 OTTPy3Ke MM O BBO3e€ JIeKapCTBEHHBIX ITperapaToB B Poccuiickyio ®enepalnio, iy nprueMkKe
Ha apMaleBTHMUeCKuii CKIaJ JIeKapCTBEHHBIX MperapaToB Ha Tepputopum Poccuiickoit ®enepatiyu, mian
repegayve mpaBa COOCTBEHHOCTM Ha JIEKapCTBEHHbIN Iperapar, OMeIe HHbIN MO/I, TAMOXKEeHHYIO
MIPOIIeAYPY TAMOXKEHHOTO CKIIa/ia;

r) KO UAeHTUGUKAIMY WK KOI UAeHTUGUKALMM TPETUIHOM (TPAaHCIIOPTHO) YIIAaKOBKY JIEKAPCTBEHHOTO
rpernapara, B KOTOpOJ HaxOOUTCS 3TOT JIeKapCTBEHHbBIN Ipernapar (B cJiydae repegauu TpPeTUIHOM



(TPaHCIIOPTHO) YIIAaKOBKM JIEKapCTBEHHOTI'O ITpernapara LeJIMKOM).";

€) B MyHKTe 8:

B ab3alie 1epBOM CJIOBa "[IJISI MEIUIIMHCKOTO MPYMMeHEeHUS" UCKITIOUUTD;
MOAITYHKT "0" M3JIOXKUTD B CJIEAYIONIEN peaaKkInm:

"6) umeHTUMKATOp CyObeKTa 0OpalleHMs TIeKapCTBEHHBIX CPeCTB, OCYIIECTBISIONIEro IepeMeleHne
JIeKapCTBEHHBIX MTPerapaTos;";

MOAIYHKT "B" MPU3HATDH YTPATUBILIUM CUITY;
MOAITYHKT "T" IOC/I€e CJI0BA "COTJIAaCHO" AOMOHUTD CJIOBOM "TaMOKEHHON";
K) B IIYHKTe 9:

B ITOAITYHKTe "6" c/IoBa "MOeHTU(PMUKALIMOHHbBIV HOMEpP HaJIOTOIIaTe/IbIMKA" 3aMEHUTD CJIOBOM
"upeHTUduUKaTOp";

n_n

MOAITYHKT "e" mocJie ¢JIoBa "COTJIacHO" AOIMOJHUTD CIOBOM "TaMOKE€HHO";
MOAMYHKTHI "3" U "U" IPU3HATh YTPATUBIIUMU CUITY;
3) B myHKTe 10:

B ITOAITYHKTE "6" c/I0Ba "MIeHTU(PUKALMOHHbBI HOMEpP HaJIOTOIIATe/TbIMKA" 3aMEHUTD CJIOBOM
"upeHtTuduUKaTOp";

IOAIIYHKT "B" IPU3HATh YTPATUBIIUM CUITY;
") IyHKTBI 11 - 14 U3JI0KUTDb B CyIeAyIoL el pegakiuun:

"11. Cy6beKThI 0OpaleHs JIeKapCTBEHHBIX CPEACTB IIPY 3aBepIUIeHMUM OTTPY3KM JIEKApPCTBEHHbBIX
npenapatoB B Poccuiickyro @epepainio 13 rocyapcTB - uieHOB EBpa3uiiCKoro 9KOHOMMYECKOT0 COr3a
MPeCTaBISIIOT B CUCTEMY MOHUTOPMHTA C/IeIYIONTYI0 MH(GOPMAaLMIoO B OTHOIIEHUM KaXKI0i1 TOPTOBOi
eIMHUIIbI JIEKapCTBEHHOrO Mpenapara:

a) JaTa coBepIleHMs OIepalun;

6) ugeHTUdUKATOP CyOBEKTA 0OpaleHNs JeKapCTBEHHBIX CPeICTB, SIBJISIONIErocs aepskaTenieM Uin
BJIaJIeJIbIIEM PErMCTPALIMOHHOTO YIOCTOBEPEHMS, WM TTPeICTaBUTEIbCTBA CyObeKTa 0OpaleHus
JIeKapCTBEHHBIX CPENICTB Ha Tepputopuu Poccurickoit ®emepaiinm;

B) I/I,ELEHTI/I(I)I/IKEITOI) CY6’beKTa 06pa1ueHM51 JIEKapCTBEHHbLIX CpedCTB, ABJIAIOIIErocsd IIpogaBloM
JIEKapCTBEHHDbIX ITPEIIapaToOB,

T) uAeHTUHUKATOpP CyObeKTa 0OpaleHus JIeKapCTBEHHBIX CPEICTB, SIBJISIOMIErOCs TOKyIaTeeM
JIeKapCTBEeHHBIX MperapaToB B Poccuiickoit @enepaiinm;

1) PEKBU3UTDI IEPBUUYHOTO AOKYMEHTA, SIBJISIIOILEr0CsSl OCHOBaHMEM [IJISl OTTPY3KM JIeKapCTBEHHOTO
npenapara B Poccuiickyio @efiepaniuio (4ata 1 HOMep);

e) TUII IOTOBOpa;

3K) CTOMMOCTB JIEKAPCTBEHHOTO Tpernapara (C yueToM Hajora Ha 106aBJIeHHYI0 CTOMMOCTD) COIJIACHO
TEPBUYHBIM JOKYMEHTaM;

3) CyMMa Hajiora Ha 106aBJIeHHYI0 CTOMMOCTb;

") KOJ, UAeHTUPUKALUU WU KOJL UAeHTUPUKALIUY TPETUUHOI (TPAHCIIOPTHOI) YIIAKOBKY JIEKaPCTBEHHOTO



rperapara, B KOTOpOit HaXOAUTCS 3TOT JIeKapCTBEHHbIN Mpernapar (B cJiydae OTTPY3KU TPETUYHOI
(TpaHCIIOPTHOJ) YIIAaKOBKY JIEKAPCTBEHHOTO Mperaparta IeJIMKOM).

12. Cy6beKThI 06paleHMs IEKapCTBEHHBIX CPEICTB MPY OCYLIECTBIEHUY BBO3a JI€KAPCTBEHHbIX
npenapaToB B Poccuiickyio @emepaliyio 13 rocyJapcTs - 4wieHOB EBpasuiickoro SKOHOMMUUYECKOTO COI03a U
pasMeleHny Ha hapMalieBTMUYeCKOM CKIajie IIPeICTaB/IsIIOT B CUCTEMY MOHUTOPYUHTA CJIEAYIOILYIO
MHMOPMAIIMIO B OTHOLIEHMM KaskI0i TOPTOBOI e IMHMUIIbI IEKapCTBEHHOTO ITperapara:

a) JaTa CoBepIlleHUs orepanum;

6) nnentuduKraTop cyobekTa obpaiieHus IeKapCTBEHHbIX CPEJICTB, OCYIIeCTBISIONEro BBO3
JIeKapCTBeHHBIX IperapaToB B Poccuiickyio @enepannio;

B) I/I,ELEHTI/I(l)I/IKaTOI) CY6'bEKTa 06pa1ueHM51 JIEKapCTBEHHbLIX CpedCTB, ABJIAIOIErocsda IIpogaBIoOM
JIEKaApCTBE€HHBLIX IIPEIIapaTOB;

T) TUII JOTOBOPA;

Il) PEKBU3UTHI IEPBUYHOIO JOKYMEHTA, SIBJISIIOIEer0Cs OCHOBaHMeM [IJIs1 BBO3a JIeKapCTBEHHOTO Iperapara
B Poccuiickyro @enepanuio (IaTta u HOMep);

€) CTOMMOCTb JIeKapCTBEHHOTO IperapaTa (C yueToM Hajiora Ha 06aB/IeHHYI0 CTOMMOCTh) COTJIaCHO
MEePBUYHBIM JOKYMEHTaM;

3K) CyMMa HaJiora Ha I00aB/IeHHYI0 CTOMMOCTb;

3) upeHTUGUKATOp Cy6beKTa 06paleHMs IEKAPCTBEHHBIX CPEJICTB, SIBJISIOIIETOCS JepyKaTeieM UIn
BJIAZIEJIbIIEM PETUCTPALIMOHHOTO YIOCTOBEPEHNS, MU TIPEACTABUTENIbCTBA CYObeKTa 06paIeHus
JIeKapCTBEHHBIX CPeACTB Ha TeppuTopum Poccuiickoit ®enepaiiuy (B ciydae BBO3a JeKapCTBEHHOTO
npernapara B Poccuiickyio ®enepaiinio cyobeKToM 00paileHusl JieKapCTBEHHBIX CPEACTB, He SIBISTIONIVIMCSI
IepkaTesieM MU BIaie/IbIIeM PErMCTPALIIOHHOTO YOCTOBEPEeHMS);

") KOJ, UAeHTU(PUKALUU WU KOJL UAeHTUPUKALUY TPETUYHOI (TPAaHCIIOPTHOI) YIIaKOBKY JIEKaPCTBEHHOTO
rperiapara, B KOTOPOJ HAXOAUTCS 3TOT JIeKapCTBEHHBIN IIperapar (B c/iyyae BBO3a TPETUYHOI
(TPaHCIIOPTHO) YIIAKOBKM JIEKAPCTBEHHOTIO IIperapara LeJMKOM).

13. Cy6beKThI 00palleHust JIeKapCTBEHHBIX CPEICTB IOC/I€e ITPeICTaBIeHMSI JOKYMEHTOB U CBeIeHMIi B
denepanbHYIO CTYKOY IO HaI30PY B chepe 31 paBOOXpaHEHNS MTPECTABSIOT B CUCTEMY MOHUTOPUHTA
cJieyIonIyio MHGOPMaIlMio B OTHOIIEHUY KaskA 0l e AMHUIIbI JIeKapCTBEHHOTO Mperapara:

a) laTa COBepIIeHM S Orepaluu;

0) ugeHTUOUKATOP CYyOBEKTA OO paIeHN s JIeKapCTBEHHBIX CPEICTB, OCYIIEeCTBIISIONIEr0 BBO3
JIeKapCTBeHHBIX IperapaToB B Poccuiickyro @enepannio;

B) PEKBU3UTHI 3aITMCH O JIEKAPCTBEHHOM ITperiapaTte, BBOJAMMOM B IpakIaHCKUii 060pOT B
aBTOMATM3MPOBAHHOI MHPOPMAIIMOHHOII cucTeMe DenepaabHOI CYKOBI 110 HAA30pY B cepe
3ApaBOOXpaHeHMs (HaTa ¥ BHYTPEHHUIA UAeHTUPUKATOD);

r) HoMep paspeiieHuss PemepanbHOI CIIY>KObI IO HAZI30pY B cepe 3[paBOOXpaHeHMsI Ha BBOI B
rpaskaaHCKMIT 060pOT (B cyyae BBOJA B rpaXkIaHCKIii 000pOT UMMYHOOMOIOTMUECKOTO JIeKapCTBEHHOTO
rperiapara);

1) Kog aeHTUhUKAIUM UM KOO MAeHTUGUKAIIMM TPETUUHON! (TPAHCIIOPTHO) YITAKOBKM JIEKAPCTBEHHOTO
rperiapara, B KOTOPOJ HaXOAUTCS STOT JIEKAPCTBEHHBIN IIpernapar (B c/iyyae BBO3a TPETUYHOI
(TpaHCIIOPTHOM) YIIAKOBKM JIeKapPCTBEHHOTO TIpernapara LejJnKoM).

14. Cy6beKkThlI 006palleHust JieKapCTBEHHBIX CPEICTB TP MTOBTOPHOM BBOZE B 060POT JIeKapCTBEHHbIX
TpernapaToB MPeCTaB/ISIOT B CUCTEMY MOHUTOPUHTA CJIEAYIONTYI0 MHGOPMAIIMIO B OTHOIIEHUY KasKI 0



eIMHUILIbI JIEKAPCTBEHHOrO IIpernapara:
a) laTa COBepIIeHM s Orepalyu;

6) nneHTuduKaTop cyobekTa o6paiieHus IeKapCTBEHHbBIX CPEICTB, paHee OCYIeCTBUBIIETO BHIBOI, U3
060pOoTa 3TUX JIEKAPCTBEHHBIX ITPENapaToB;

B) IPUYMHBI paHee OCYIeCTBIeHHOIO BbIBO/IA JIEKaPCTBEHHOTIO MperapaTa 13 060pora;
I) KOJ uAeHTUGUKAIMM [TOBTOPHO BBOAMMOTO B 060POT JIeKapCTBEHHOTO Mperapara;
1) IPUYMHBI TIOBTOPHOI'O BBOZA B 000POT JIEKAPCTBEHHOTO Ipenapara.”.

5. B mpunoskernuu N 4 K ykazaHHOMY ITo1okeHMIo

a) IYHKTHI 1 - 2 U3JI0KUTD B CJIeAYIONIeN pegakiiun:

"1. CyObeKT obpalieHust JIeKapCTBEHHBIX CPENICTB IIPY BbIBO/IE JIEKAPCTBEHHBIX IIperapaToB AJIst
MeIUIIMHCKOTO TTpMMeHeHMs (fanee - JeKapCTBeHHbIe IperapaTsl) U3 060poTa IMyTeM peann3amnnmn
(TIpoaski) JIeKapCTBEHHBIX ITPEIapaToB MOTPEOUTEITIO MM OTITyCKa OeCIIaTHO MU CO CKUIKOM
JIeKapCTBEHHBIX MTperapaToB 110 pelenTy Ha JieKapCTBeHHbIe MTperapaThl MO0 OTITyCKa JieKapCTBEHHBIX
TperapaToB IPU OKa3aHUM MeIUIIMHCKOI TOMOIIM, 0TO0pa 00pa3Ii0B MM BbIBOAA 13 060pOTa MO MHBIM
MIPUYMHAM MPEeACTaBISIeT B CUCTEMY MOHUTOPVHTA IBMKEHMS JIeKapCTBEHHBIX IMTPeIapaToB (majiee -
CUCTeMa MOHUTOPMHTA) CJIEIYIOITYI0 MH(GOPMAIMIO O BbIBEIEHHBIX 13 060pOTa JIeKapCTBEHHBIX
rpernaparax:

a) JaTa COBepIlIeHUs Orepanum;

6) noeHTudGUKaTOp Cy6HEKTA 0O PAIEeHNS JIeKaPCTBEHHBIX CPEJICTB, OCYIECTBIISIONIEr0 BbIBO],
JIeKapCTBEHHBIX IIPerapaToB U3 060poTa;

B) THUII BbIBOJA JIEKAPCTBEHHDLIX ITpeIiapaToB 13 o6op0Ta;

T) BUJ, JOKYMEHTA, MOATBEPsKAAI0IIero BbIBO/L JIeKapCTBEHHBIX ITpernapaToB 13 060poTa (4ek, 61aHK
CTPOTO¥t OTUETHOCTH, IOTOBOP U IPYTOE);

,Z[) PEKBU3UTBI HOKYMEHTA, IIOATBEPKAAIOUIET0 BbIBOM JIEKAPDCTBEHHBIX ITPEIIapaTOB U3 060p0Ta;

e) KOJibl UAEeHTUPUKALIMYM BBIBOJMMBIX 13 000pOTa JIeKapCTBEHHBIX MPerapaToB WM KOMbI
MUIOEeHTUGUKALUY TPETUUHOM (TPAHCIIOPTHOI) YIIAaKOBKY JIeKapCTBEHHOTO Tpernapara, B KOTOpoit
HaXOIMTCS 3TOT JIeKapCTBEHHbIN MTpernapar (B c/iydae BbIBOZA M3 000pOTa 10 MHBIM IIPUUMHAM TPETUIHOI
(TPaHCIIOPTHO) YIIAKOBKM JIEKAPCTBEHHOTO TIpernapara IejimKoM);

3K) CTOMMOCTD JIeKapCTBEHHBIX MpernapaToB (C yUeTOM HajioTa Ha J06aBJIeHHYIO CTOMMOCTD) (B C/Ty4yae
MPOAKY JIEKapCTBEHHBIX ITPerapaToB MOTPeOUTEIIO);

3) CyMMa HaJjiora Ha J00aB/IeHHYIO CTOMMOCTb (B C/Iydae IPOoaaski JTIeKapCTBEeHHbBIX ITperiapaToB
MOTPeOUTENTIO);

) KOJIMYECTBO BBIBOAMMBIX 13 060pOTa MePBMUHBIX YIIAKOBOK JIEKAPCTBEHHOTO Mperapara 1 obiiee
KOJIMYECTBO MePBUYHBIX YIIAKOBOK JIEKAPCTBEHHOTO ITperapaTa BO BTOPUYHOI (ITOTPeOUTETbCKOI)
yIaKOBKe JIEKapCTBEHHOTO Ipernapara (Ipy OCyIeCTBI€HUY BbIBO/IA U3 060pOTa Pa3yKOMILIEKTOBAHHO
BTOPUYHO (TTOTPEOUTETHCKO) YIIAKOBKM JIEKAPCTBEHHOTO Iperapara).

2. Cyb6beKT obpalieHus TeKapCTBEHHbIX CPEICTB MPY BbIBOJIE JIEKAPCTBEHHBIX IIPenapaToB 13 060poTa
MyTeM YHUYTOKeHMS JiIeKapCTBEHHbIX MTperapaToB, MOMeIeHHbIX 0]l TAMOXXeHHYIO PoLeaypy
YHUUTOXXEHNS], BbIBO3a JIEKapCTBEHHBIX IIPEINapaToB 3a IIPefeNbl TaAMOXXeHHO Tepputopun EBpasuiickoro
9KOHOMMYECKOTO COI03a, TOMEIlleHHbIX MT0J] TAMOXXEeHHYIO MPOoLeypPy KCIIOpTa (PEIKCIOPTa),
MpeACTaB/IsIeT B CUCTEMY MOHUTOPUHTA CAeAYIOIIYI0 MHGOPMALMIO O BhIBEIEHHBIX 13 060pOTa



JIeKapCTBEHHBIX IIperaparTax:
a) laTa COBepIIeHM s Orepalyu;

0) ugeHTUHUKATOP CYOBEKTA OO paleHNs JTeKapCTBEHHBIX CPEICTB, OCYIIECTBIISIOIIEr0 BHIBOI
JIeKapCTBEHHBIX MpernapaToB 13 060poTa;

B) KOJl TAMOKEHHOTO OpraHa;
') KO TaMOKEHHO TIPOLeIyphl;

Il) Kog, uaeHTUdUKALMM BBIBOAMMOrO 13 060p0oTa JeKapCTBEHHOTO MpernapaTa Win Kog, uaeHTudukanmm
TPETUYHOM (TPaHCIIOPTHOI) YIIAKOBKM JIEKapCTBEHHOI'O IIpernapara, B KOTOpOyi HaXOOUTCS 3TOT
JIeKapCTBEHHbIN Mpernapar (B c/iyyae BbIBOZA 13 060pOTa TPETUUYHOI (TPAHCIIOPTHO) YITaKOBKA
JIeKapCTBEHHOIO IIperapara LieJIMKOM);

€) PeKBU3UTHI TAMOXEHHO JleKapaiuy Ha JIeKapCTBEHHBI Tpenapar.”;
0) B IyHKTeE 3:

B IIOJIIMYHKTE "0" c10Ba "MAEHTU(PUKAIMOHHBI HOMEDP HaJIOrOIUIaTe/bIIMKa" 3aMEeHUTh CJIOBOM
"upeHTUGUKaTOP";

MOAIYHKT "B" MPU3HATh YTPATUBILIUM CUILY;

MOAITYHKT "T" TOCJI€e CJI0BA "OCHOBaHMeE" AOMOIHUTD CJIOBAMU "YU IIPpUYMHA";

TOAITYHKT "3" NOTIOJIHUTH CJIOBaMU ",  €ro azpec”;

B) B MOJIITYHKTE "0" IMyHKTA 4 cJIOBA "UAeHTUGUKAIMOHHBI HOMep HaJOTOIIaTe/bIMKa" 3aMEeHUTb CJIOBOM
"upeHTUduUKaTOp".

6. B npunoskenuu N 5 K ykazaHHomy [TosioskeHMIO:
a) B IyHKTe 1:

ab63all MepBblif MOCJIe CJIOB "TIPY OCYIIECTBIEHUM arperupoBaHus” TOMOJHUTD CJIOBAMM "JIeKapCTBe HHbIX
rpenaparoB JJ1s1 MeIUIMHCKOTO NMIpUMeHeHUsI (anee - JeKapCTBeHHbIe IpernapaTsl), UMeLUX OAVH
ri06anbHbIi UaeHTU()UKAIMOHHbIT HOMep TOPrOBOi eAVHULIBL,";

TOJMYHKT "0" M3JI0KUTD B CAeIYIONIEN pegaKkIIni:

"6) umeHTUMUKATOP CyO'beKTa 0OpalleHMs IeKapCTBEHHBIX CPECTB, OCYIIECTBISIONIEr0 arpermpoBaHue;”;
TOAIYHKT "B" MMPU3HATDH YTPATUBIIUM CUITY;

0) B ITyHKTeE 2:

MOAITYHKT "0" M3JIOKUTD B CJIEAYIONIEl peaaKkIInu:

"6) uoeHTUGUKATOP CyO'beKTa 0O palleHMs JIeKapCTBEHHBIX CPECTB, OCYIIECTBIISIIONIETO Olepalnio;”;
TOAIYHKT "B" MMPU3HATDH YTPATUBIIUM CUITY;

B) B ITYHKTeE 3:

MOAITYHKT "0" M3JIOXKUTD B CJIEAYIONIEN peaaKkInm:

"6) umeHTUGUKATOP CyObeKTa 0OpalleHMs IeKapCTBEHHBIX CPECTB, OCYIIECTBISIONIETO Onepalnio;”;

n_mn

IMMOAITYHKT B IIPU3HATDH YTPATUBIIUM CUIIY;



MOAITYHKT "1 TIOC/Ie CJIOBA "KOJA," OTIOHUTD CJIOBOM "MaeHTUbMKaIun'";
T) B IIYHKTe 4:
MOAITYHKT "0" M3JIOXKUTD B CJIEAYIONIEl peaaKkInm:

"6) umeHTUMKATOP CyObeKTa 0OpaleHMs IeKapCTBEHHBIX CPECTB, OCYIIECTBISIONIETO OMepalnio;”;

n_mn

IMMOAITYHKT B IIPU3HATDb YTPATUBIIUM CUJIIY;
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MTOAITYHKT "T" U3JIOKUTH B CJIEIYIOIIEN pegaKIun:

'T) TUI orepaluy pacoOpMUPOBaAHUS TPETUUHOI (TPAHCIIOPTHOI) YIIAKOBKY JIeKapCTBEHHOTO
rnperiapara;’.

7. B mpuioxkennu N 6 K ykasaHHoMy [TonoxxeHuo:
a) B IyHKTe 1:
MOAIYHKT "0" M3JIOXKUTD B CJIeAyIolIei peJaKkiinm:

"6) umeHTUGUKATOP CyObeKTa 0OpalleHMs IeKapCTBEHHBIX CPEICTB, OCYIIECTBISIONIEro IepeMeleHe
JIeKapCTBEHHOTO Iperapara, C yueTOM aJipeca MecTa OCYIeCTBIeHNUS JesITeTbHOCTY WK CKIaaa
OTBETCTBEHHOTO XpaHeHMsI, U3 KOTOPOTO OCYIIECTB/ISIETCS ITlepeMelleHye JIeKapCTBEHHOTO Iperapara;”;

MOAIYHKT "B" MPU3HATh YTPATUBIIMM CUILY;
B IIOJIITYHKTE "T" CJIOBO "ajipec” 3aMeHUTh CJIOBAMMU "MAEHTUDUKATOP CyObeKTa 0OpalieHus JeKapCTBEeHHbIX
CpeJiCTB C yYyeTOM ajzipeca’;

TIOTIOJIHUTD MONITYHKTaMM "X - "K" CJIeIYIOIIero COepsKaHus

"3K) pEKBU3UTBI TOCYIAPCTBEHHOTO MJIM MYHUIIMITATIbHOTO KOHTPAKTa (B C/Tyuae repeMeIeHnust
JIeKapCTBEHHOTO Ipernapara, npeJHa3HauYeHHOTO JIJIs1 o6ecrieueHns TPaKIaH 3a CYeT CPeCTB
denepanbHOro 610KeTa MM CPEACTB OI0/IKeTOB CyObeKTOB Poccuiickoit ®enepanyn);

3) MCTOYHMK pMHAHCUPOBAHMS (B CIydae IepeMelleHus JeKapCTBEHHOro Mpenapara, pegHa3HauYeHHOTo
1711 06ecIieueHns rpakaaH 3a CUeT cpeacTB dhemepasbHOTrO OI0KeTa WV CPeACTB OI0/IKeTOB CYObEKTOB
Poccuiickoit ®enepatin);

") CTOMMOCTb JIEKaPCTBEHHOTO IIperapara (C yueToOM Hajiora Ha 1006aBJIeHHYIO0 CTOMMOCTD) COTJIaCHO
TEePBUYHBIM JOKYMEHTaM (B C/y4yae repeMelleHus JIeKapCTBEHHOTrO Iperapara, pegHa3HauyeHHOTO 15
obecrieueHMsI TpaskAaH 3a cUeT CpeacTB pemepaabHOrO OI0IKETa MM CPEICTB OI0/IKETOB CYOHEKTOB
Poccuiickoit @enepatiin);

K) CyMMa Hajiora Ha q06aBIeHHYI0 CTOMMOCTD (B C/Tyuae repeMelleHus IeKapCTBEHHOTO Tpernapara,
MpeAHAa3HAUEHHOTO IS 0becrieueHus TpaskiaH 3a cueT cpecTB emepasbHOrO 610/IKeTa U CPeiCTB
010/13KeTOB cyOBeKTOB Poccuiickoit ®enepanymn).”;

6) B IyHKTe 2:

ab3all mepBbIii ITOC/Ie CJIOB "IIPSIMOTO IMOPSIAKA IIPeACTaBIeHMs CBeIeHUi1" JOTIOJIHUTD CJIOBaMM "B
COOTBETCTBUM C ITYHKTOM 44 [10/10XKeHUS O CUCTEMe MOHUTOPUHTA IBUXEHMS JIEKAPCTBEHHbIX NIpPernapaToB
IJISI MEIUITMHCKOTO TIPUMEHEHMSI, YTBEPKAEHHOT0 TI0CTaHOBIeHueM [IpaBuTtenbcTBa Poccuiickon
®enepanyuu ot 14 gekabpst 2018 r. N 1556 "0O6 yrBepkmennu I1010KeHNsT O CMCTeMe MOHUTOPMHTA
IBVDKEeHMS JIeKapCTBEHHBIX IIPernapaToB A1 MeAUILIMHCKOTO IIpMMeHeHus",";

B IIOJITYHKTE "0" c/10Ba "MAeHTU(PUKAIMOHHbBI HOMEpP HaJIOrOIuIaTe/bIIMKa" 3aMeHUTh CJIOBOM
"upeHTUGUKaTOP";



MOAIYHKT "B" MPU3HATDH YTPATUBIIUM CUITY;

n_n

B MOATTYHKTe "T" cjI0Ba "MOeHTU(UKALMOHHDI/ HOMepP HaJOororiaTe blMKka" 3aMeHUTh CJIOBOM
"upeHTUGUKaTOP";

MOAITYHKTEI "4 U "e" IPU3HaTh YTPATUBIIUMU CUTTY;

MOAITYHKT "X" M3JI0KUTh B CJIeAYIOIEN pelaKIuu:

"3K) pEKBU3UTBI TOCYIaPCTBEHHOIO MJIM MYHULIMITAJIBHOTO KOHTPAaKTa (B c/Tyyae repeaayn JieKapCTBEHHOTO
npernapara, peJHa3HaueHHOTO JJ1s1 obecrieueHus IpaskIaH 3a CUeT CPeiCTB (eiepasbHOTO OI0IKETa WIIN
cpencTB 6101KeTOB Cy0ObeKTOB Poccuiickoii ®epepariumn);”;

B ITOAITYHKTE "H" cjI0Ba "(B CIy4yae ec/iy repeava JeKapCcTBEHHOrOo Iperapara o6j1araeTcs TakKum
HAJIOTOM)" VICK/IIOUUTD;

B) B IIYHKTe 3:

ab3all mepBbIii ITOC/Ie CJIOB "060paTHOrO MOPpSAKa IpeICTaBJIeHNsI CBeAeHMii" TOMOJHUTh CJIOBAMM "B
COOTBETCTBUM C ITYHKTOM 44 TT0/I0XKeHUS O CUCTEMe MOHUTOPUHTA IBUKEHMS JIEKAPCTBEHHbIX TIPernapaToB
IJISTI MEIUIIMHCKOTO TIPUMEHEHMSI, YTBEPKAEHHOT0 I0CTaHOBIeHueM [IpaBuTtenbcTBa Poccuiickoi
®enepanyu ot 14 gekabpst 2018 r. N 1556 "O6 yrBepkmennu I1010KeHNUsI O CMCTeMe MOHUTOPMHTA

non

ABIVODKEHMA JIEKAPCTBEHHBIX IIpeIapaToB O MeAULMHCKOIO IIpMMEHEHHUA , |

B IIOJIITYHKTE "0" c/10Ba "MAEHTU(PUKAIMOHHBI HOMEDP HaJIOrOIIaTe/bII}Ka" 3aMEeHUTh CJIOBOM
"upeHTUGUKaTOP";

MOAITYHKT "B" MPU3HATDH YTPATUBIIUM CUITY;

B MOAITYHKTe "T" cJI0Ba "MAeHTU(UKALMOHHBIV HOMeDP HaJOororiaTeblika" 3aMeHUTh CJI0BOM
"upeHTuduUKaTOp";

MOAIIYHKTBL "I 1 "e" IpU3HATh YTPATUBLIVMHU CUTY;
TOAITYHKT "X" M3JIOKUTh B CJIeAVIOIEN pefgakiuu:

"JK) PEKBU3UTHI TOCYJAPCTBEHHOTO M/ MYHUIMITAJbHOTO KOHTPAKTa (B C/Iyyae mepeaaui JJeKapCTBeHHOro
rpernapara, IpeJgHa3sHaueHHOro 11 obecriedeHus rpaxkaaH 3a cueT cpeficTB demepaabHOIo OI0IKeTa UIn
CpeacTB O10IKeTOB CyObeKTOB Poccuiickoit ®enmepatnmn);”;

B ITOATTYHKTe "H" cjl0Ba "(B cIy4yae ecyiy repeava JeKapcTBeHHOTrOo Iperapara o6araetcs TakKum
HAJIOTOM)" VICK/IIOUUTD;

T) B IIYHKTe 4:
TTOJITYHKTHI "0" ¥ "B" U3JIOKUTD B CJIeIYIONIEH peaaKIn:

"6) umeHTUGUKATOP CyObeKTa 00palleHMsI IEKapCTBEHHBIX CPeICTB, OCYIIECTB/ISIONIEro IMOATBEPKIeHe
CBeeHMI;

B) UIEeHTUDUKATOP CyO'beKTa 06pale sl JeKapCTBEHHbIX CPeJICTB, paHee OCYIIeCTBUBIIETO
MpeCcTaBeHMe CBeeHN T 00 OTTPYy3Ke MM IIpUEeMKe JIEKapCTBEHHOTO Iperapara;”;

IOTIOJIHUTD TTONITYHKTOM 1" CJIEIYIOIIEro COMePKaHMs :

"I) IpU3HAK MOATBEPKAEeHMS BO3SMOXHOCTU (HEBO3SMOXKHOCTH) IIPUEMKU JIeKapCTBEHHOTO Mperapara,
BPEMEHHO BbIBEJIEHHOI'O 13 0OpalleHNsI 10 MHUI[MATUBE YIIOJTHOMOUYEHHOr0 (efgepaJbHOro opraHa
VUCIIOTHUTEIbHOM BIACTU.";

I) B ITyHKTe 5:



B ITOAITYHKTe "6" c/loBa "MOeHTU(PMUKALMOHHbBIV HOMEp HaJOTOIIaTe/bIMKa" 3aMEeHUTD CJIOBOM
"upeHTUduUKaTOP";

n_mn

IMMOAITYHKT B IIPU3HATDb YTPATUBIOIUM CUJIY;

n_n

B MOAITYHKTe "T" cjl0Ba "MOeHTU(PUKALIMOHHDI HOMep HaJororiaTe bliMka" 3aMeHUTh CJIOBOM
"upeHTUdUKaTOP";

MOAITYHKT "I IPU3HATh YTPATUBIIUM CUTY;
€) IOMOJTHUTb IIYHKTOM 6 CJIeAVIOIIEro ComepKaHus:

"6. CyObeKT oOpaleHust JIeKapCTBEHHBIX CPEICTB, BBITOIHSIIONMI (GYHKLMM 110 ayTCOPCUHTY, IIPU
nepegayve JIeKapCTBEHHBIX MTPEIapaToB, 3aKyraeMbIX AJis 0becrieueHus TpaskIaH 3a CUeT CPe/ICTB
denepanbHOro 61075KeTa U (MJIN) CPEICTB OI0MKETOB Cy0obeKTOB Poccuiickoit ®emepalinm, peicTaBIIsIeT B
CUCTEMY MOHUTOPWMHTA CJEAYIOIIYI0O MHGOOPMALIMIO O IepelaHHbIX JIEKAPCTBEHHBIX MTpernapaTax B
OTHOIIIEHMUM KaKA0¥ TOPTOBO eIMHUIIbI JIEKAPCTBEHHOTO Mpernapara:

a) laTa COBepIIeHM Olepalyu;

6) nneHTuduKaTOp CyobeKTa 06paleHMS IEKAPCTBEHHBIX CPEICTB, OCYIIECTB/ISIONIEro epenavy
JIeKapCTBEHHOTO Tpernapara;

B) UIEeHTUDUKATOP CyO'beKTa 06palie s JeKapCTBEHHbIX CPeICTB, OCYIIECTBISIONIEr0 ITPUEMKY
JIeKapCTBEHHOTO Tpernapara;

') PEKBU3UTBI IIEPBUYHOTO TOKYMEHTA, SIBJISIOIIETOCS OCHOBAHMEM [IJIS Tiepeaum JIEKapCTBEHHOTO
rperiapara (IaTa 1 HOMep);

1) Kod uaeHTUudUKauUM UIK KOJ MaAeHTUdUKaL MU TPeTUUHO (TPaHCIIOPTHO) YIIaKOBKM, B KOTOPO¥
HaXOOUTCS JIeKapCTBEHHbIN Ipernapar (B cjiyyae repenaum TPeTUYHOM (TPaHCIIOPTHONM) YIIaKOBKU
JIEKapCTBEHHOTIO Mperapara LeJanuKkom).".

8. ITyHKT 6 mpuwnoxkeHns: N 7 K ykasaHHOMY [10/105)KeHNIO M3JIOKUTD B CJIeYIONIei pegaKiu:

"6. HecooTBeTCcTBME CBEI€HMII O TJI06aIbHOM MAEHTU(PUKALVMOHHOM HOMEepe TOPTOBOJi e IMHUIIbI, HOMEpPe
pPErucTpalMOHHOIO0 yA0CTOBEepEeHMS JIeKapCTBEHHOTIO Ipernapara U JaTe perucTpaiuy JeKapCTBeHHOTO
rperapara B roCcyIlapCTBEHHOM peecTpe JieKapCTBEHHBIX CPeJICTB, IIPeCTaBlIeHHbIX CYOBEKTOM
oOpaileHus JeKapCTBEHHbBIX CPEeACTB IIPY ONMMCAHNUY JIEKAPCTBEHHOTIO IIperapaTa B MHQOpMal M OHHbI
pecypc, obecrieunBaIINil yUeT ¥ XpaHeHMe JOCTOBEPHBIX JaHHBIX O TOBapax I10 COOTBETCTBYIOII el
TOBapHOIi HOMEeHKJ/IaType, COOTBETCTBYIOIIMM CBeIeHUSIM, ITOJTyUeHHbIM CUCTE€MOI MOHUTOPUHTA U3
eIMHOJ rOCyAapCTBEHHO MH(POPMAILIMOHHO c1CTeMBI B cpepe 3apaBoOXpaHeHUS." .



