INPABUTEJIbCTBO POCCHUHUCKOHN ®EJIEPAIIVIU
ITOCTAHOBJJIEHHUE

oT 14 nexabpst 2018 . Ne 1556

MOCKBA

O0 yrBep:kaennu [lonoxkennsi 0 cucTeMe MOHUTOPHHIA ABHKEHHUSI
JIEKapCTBEHHBIX NPeNapaToB I MeIUIIHHCKOTO PHMeHeHHsI

B coorBercTBUM ¢ 4YacTiamu S5 -7 crateu 67 ®DenepanbHOro 3akoHa
"O6 ofpamenun JnekapcTBeHHBIX cpenctB" [lpaButensctBo Poccuiickoit
QenepanuM NOCTAHOBJAET:

1. YrBepaute mnpunaraemoe IlonoxkeHne o cHCTeMe MOHHMTOPUHTA
JBMIXEHHS JIEKAPCTBEHHBIX MPENapaToB st MEIUILUHCKOTO IPUMEHEHHUS.

2. Peanuzanus HAaCTOSALIETrO IIOCTaHOBJICHUS OCYILIECTBIISIETCS
COOTBETCTBYIOIIUMHU  (elepalbHBIMH OpTaHaMH HCIHOJHUTENBLHOW  BJIACTH
B nmpeaenax ycraHosjaeHHoW IlpaBurenscTtBoM Poccuiickoit ®Denepanuu
[pedeIbHOH YHCIEHHOCTH WX pabOTHUKOB M OFOKETHBIX aCCHIHOBaHUM,
OpeJyCMOTPEHHBIX UM B  (enepaibHOM OrO[KeTe Ha  PYKOBOACTBO
U yIIpaBJIeHHE B cepe yCTAaHOBIEHHBIX (QYHKIIUH.

3. Hacrosmee nocraHoBieHWe BCTyMaeT B CHIYy CO JHS  €ro
O(UIMANBHOTO OMyONUKOBAaHUS, 332 WCKIIOUEHHEM IIOJIOKEHMH, YKa3aHHBIX
B IIyHKTE 4 HACTOALIETO MOCTAHOBJICHHUS.

4. ITonoxeHue © cUCTeME€ MOHUTOPHHIA [JBIDKEHHS JIeKapCTBEHHBIX
[IpenapaTroB i1 MEIULUHCKOrO INpPHMEHEHHUs, YTBEPKICHHOC HACTOAILIUM
NOCTAHOBICHHEM, B OTHOLUEHMHM INPOU3BOAUTEIIEH JIEKAPCTBEHHBIX CPEJCTB
B YaCTH HAHECEHHMs Ha IIEPBUYHYIO YNAKOBKY (B OTHOLIEHHM JICKApPCTBEHHBIX
[penaparoB s MeAMLIMHCKOrO IPUMEHEHHs, 411 KOTOPBIX HE MpeayCcMOTpeHa
BTOpDHUYHAs  yIAKOBKA) M  BTOPUYHYIO (TIIOTPeOHTENBCKYI0)  YIAKOBKY
JICKapCTBEHHBIX TIpENapaToB Il MEAULMHCKOrO IPUMEHEHHUs CpelIcTBa
UIEHTUQHKALUY, A TAK)KE B OTHOIICHUH IOPUIMYECKUX JIML ¥ HHIUBH LY aTbHBIX
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npeanpuHUMAaTeNeld, OCYIIECTBISIOIIUX [POU3BOACTBO, XpaHEHUE, BBO3
B Poccuiickyro ®enepaivio, OTNYCK, pealu3alluio, Mepeaady, NMpUMEHEHHe
¥ YHUYTOXXEHHE JIEKApCTBEHHBIX MpenapaToB Ui MeAULMHCKOrO NMPUMEHEHHS,
B YacTU BHeCeHUS HHGOpMallMd O JIEKapCTBEHHBIX Tpenaparax s
MEIWUNUHCKOrO  TPUMEHEHHUS B  CHCTEMY  MOHMUTOPHHra  IBHXXEHUS
JIEKapCTBEHHBIX MpenaparoB sl MEIULIUHCKOTO NPUMEHEHUS BCTYIIAET B CUITY
CO IHS BCTYIUICHMS B CHILy ab3alleB BTOPOro W MATOTO MOJITyHKTa "0" myHKTa 7
crathu | PenepanpHOro 3akona ot 28 aexadps 2017 r. Ne 425-03 "O BHeceHUHU
n3MeHeHnl B PenepanbHbii 3ak0H "O0 oOpallleHun NeKapCcTBEHHBIX CpecTB".

[Ipencenarens [IpaBur
Poccuiickoit ®enepary

o

J.Mensenes
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YTBEPX/IEHO

noctaHosnenueM [IpaBurensbcTBa
Poccuiickoit @enepaunu
ot 14 nexabpst 2018 r. Ne 1556

HOJOXEHMHE

0 CHCTEME€ MOHUTOPHHIA ABH/KCHHUS JIEKAPCTBEHHBIX IIpenapaTtoB
AJI MEAUIHHCKOIO IPUMEHECHU

I. O0Ouue nonoxeuus

1. Hacrosuiee Ilosioxenue onpenenser:

a) MOPAJOK HAHECEHHUS CpeICTBa HICHTH(PUKAIMHA JEeKapCTBEHHOTO
nperiapara Uil MEOWLIMHCKOro TpUMeHeHWs (fanee - JeKapCTBEHHBIE
npenaparsl), TpeboBaHUA K €ro CTpyKType U (popmary MHGPOPMALHMH, KOTOPYIO
COIEPXXHUT CpEACTBO HUACHTU(PHMKALIMMA JIEKapCTBEHHOro mpernapara, U €ro
XapaKTEepUCTHUKH;

0) NopsAOK CO3MIaHus, Pa3BUTHUS, BBOJA B SKCIUIyaTallMIO, SKCILTyaTalldy
¥ BBIBOAA M3 JKCILTyaTallid CUCTEMBl MOHUTOPUHIA ABMXEHUS JIEKapCTBEHHBIX
[penapaToB (Jajuee - CHCTEMa MOHUTOPUHTA);

B) IOPANOK  B3aMMOJEHCTBUS CHCTEMbl MOHUTOPUHIa C  HHBIMH
roCyJJapCTBEHHBIMA HH()OPMALMOHHBIMU CHUCTEMaMU M HHGOPMAaIHOHHBIMH
CUCTEMAaMM IOPUAMYECKHMX JIMI W WHIAMBUAYAIbHBIX IIpEANpUHUMATENEH,
yKa3zaHHbIX B yacTsax 7 U 10 crateu 67 ®enepanpHoro 3akona "OO6 obparteHun
JIEKapCTBEHHBIX CPEACTB";

I') NOPSJOK BHECEHUS B CUCTEMY MOHUTOPHHIA IOPUAUYECKUMU JIUIIAMH U
WHIMBUYAJIbHBIMH NPEIIIPUHUMATESIME, OCYIIECTBISIOIIMMHU MPOU3BOJCTBO,
XpaHeHHe, BBO3 B Poccuiickyro denepainio, OTHNYyCK, peanu3auuio, rnepenayy,
OpUMEHEHHEe U YHHUYTOXXEHHE JIeKapCTBEHHBIX IpenaparoB, WHGOPMAIUU O
JIEKapCTBEHHBIX ITpernaparax U ee COCTaB;

1) IOPSIIOK TMpeAoCTaBIeHUs] WH(OpMalMM, COoAepxKauleiicss B cucTeMe
MOHUTOPHHTA.

2. IlonsTusa, wucnonszyemble B HacrosdweMm [lomoxenun, o3HavaOT
cienyroliee:
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"arperupoBaHue" - mpolecc oObeAWHEHHA JIEKapCTBEHHBIX IIPENaparos
Ha Jo00M odTane oOpallleHHs JIEKapCTBEHHBIX MPENaparoB CyOBEKTOM
oOpallleHUs JIeKapCTBEHHBIX CPEACTB B TPYIIIOBYIO YIAKOBKY C HAaHECEHHEM
COOTBETCTBYIOIIErO TI'PYIIIOBOIO KOJAa TPETUYHOH (TPaHCIOPTHOH) YIaKOBKH
JIeKapCTBEHHBIX TIpernapaToB W C COXpaHEHHEeM HHQOpMaIlu¥d B CHCTEME
MOHUTOPHHTA O B3aMMOCBSI3H CPEICTB UACHTU(DUKALMH KaXKI0rO BIOXEHHOI'O B
IPYIIOBYIO YIIAKOBKY JIEKAPCTBEHHOI'O IIpenapara C TpPYyIINOBEIM KOIOM
TPETUYHOH  (TPAaHCIIOPTHOM)  YNAKOBKM  JIEKAPCTBEHHBIX  [IPENapaToB
CO37[aBaeMoO¥ I'PyIIIIOBOM YIIaKOBKHY;

"BBOJ B 000POT JIEKAPCTBEHHBIX NIPENapaToB':

IpY IIPOU3BOJICTBE Ha Teppuropuu Poccuiickoil Penepauuu - onepaiuy,
IPOM3BOAMMBIE C  JIEKAPCTBEHHBIMU  IIpernapaTaMd  OT  IPOXOXKIEHUS
IPOU3BOJICTBEHHOM cTaguM (pacoBKM (YIaKOBKH) JIEKapCTBEHHBIX IIPENIApaTOB B
NEPBUYHYIO  YIMaKOBKY  JIEKApCTBEHHOro  npernapara (B OTHOLICHUH
JEeKapCTBEHHBIX IIpernapaToB, O KOTOPBIX HE IIpeAycCMOTpeHa BTOPUYHAS
(moTpebuTeNnbCcKas) yIakOBKa JIEKQpPCTBEHHOTO IIperapara) M BTOPHYHYIO
(moTpeduTeNbCKYI0) YIIAaKOBKY JIEKApCTBEHHOrO IpemnapaTa 0 3aBEpLICHHUS
IIPOU3BOJICTBEHHOM CTaIM{ BBIITYCKAIOIIET0 KOHTPOJIs KaYeCTBa;

IpM  TNPOU3BOACTBE BHEe Teppuropumu Poccmiickoit ®eneparum
(3a MCKIIIOUEHHEM JIeKapCTBEHHBIX NpenapaTroB, BBO3UMBIX H3 TOCYyHapCTB -
4JIeHOB EBpa3suiickoro 3KOHOMHYECKOI'O CO03a) - ONepalldd, IPOU3BOAUMBIE C
JEKapCTBEHHBIMU IIperapaTaMH OT MNPOXOXKIECHHS IPOU3BOACTBEHHON CTanHWH
BBITIYCKaIOLIEr0o KOHTPOJS 10 3aBEpILICHUS TaMOXKECHHOH IpOLeNyphbl BBIIIYCKa
UL BHYTPEHHEro NOTpeOJeHHs MpH BBO3€ JIEKAPCTBEHHBIX IIPENapaToB
B Poccuiickyio ®eneparnuio;

NpY IPOM3BOJACTBE BHE Teppuropud Poccuiickoir @enepaiyu B
OTHOIIEHHUH JIEKapCTBEHHBIX IIpernapaToB, BBO3UMBIX M3 IOCYIApCTB - YIEHOB
EBpa3zuiickoro 3KOHOMHYECKOI'O COI03a, - OIlepallMy, IIPOU3BOJUMBIE C
JEKapCTBEHHBIMH TMperapaTaMy OT IPOXOXKACHUS IPOU3BOACTBEHHON CTaauu
BBIITYCKAIOWIETO KOHTPOJIS 10 pasMEIleHUs JIEKapCTBEHHBIX IIpellapaToB Ha
bapMaleBTUYECKOM CKJIaie W TPOXOXKACHUS MpOLeAyp IOATBEPKIACHUS
COOTBETCTBUS JIEKAPCTBEHHBIX IPENapaTos;

"BropuuHas (noTpeOUTENLCKasi) yIakoBKa JIeKapcTBEHHOrO Ipemnapara’ -
yIaKoOBKa, MOCTYNaromas K TOTpeOUTeN0 M ciyXaias Al pa3MelleHus
eOUHUYHON IIEPBUYHON  YIAKOBKM  JIEKAPCTBEHHOI'O  IIpemapara  WIu
00 BeIUHSIONIAsT HECKOJIBKO MTEPBUYHBIX YIIAKOBOK JIEKaPCTBEHHBIX IIPENapaToB;

"BBIBOJ U3 000pOTa I€KapCTBEHHBIX NpenaparoB" - peanu3anus, Ipojaxa
U OTIYCK (B TOM YHCJIE MO PELENTy) JeKapCTBEHHBIX NIPenapaToB NoTpedurelro,
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[IpUMeHeHYe, Mepefada Ha YHUUTOXEHHE, yTpaTa U CIHUCAHUE JIEKapCTBEHHBIX
mpenaparoB, oTGOp 06pasloB, BHBO3 paHee BBE3EHHBIX B PoCCHHCKYIO
denepalldio JIEKapCTBEHHBIX IIpenapaToB (PEIKCHOPT), a TaKXKe BBIBOA U3
000poTa 0 UHBIM IPUYHHAM;

"IMOOaTBHEI  MIAEHTU(GUKAIIMOHHBI HOMEP TOProBOM eIWHHLBI' -
YHUKQIBHBIA KOJ, TPHCBAaWBaE€MBIH TpyIllle TOBapOB IPH UX OIKACAHUU B
HH(OPMaLIMOBHOM pecypce, 00eceunBalOIEM YIeT U XpaHeHHe JOCTOBEPHBIX
JNaHHBIX O TOBapax I10 COOTBETCTBYIOIIEH TOBapHOU HOMEHKJIATYPE;

"I'pymmoBas ymakoBkKa" - CIPYIIIHpPOBaHHBIE YIaKOBKH (TepBUYHA,
BTOpU4Has (moTpeduTenbckas), TpeTUdHas (TpaHCIOpPTHas)  YNIaKOBKHU
JIEKapCTBEHHOTO IIpernaparay;

"rpynmnoBoit ko' - CpeacTBO WIAECHTU(UKAIMM TPYNIIOBOM YIaKOBKU
JIEKaPCTBEHHBIX IpenapaToB, YHHKaAbHAas I8 KAXIOX OTAETBHON TPETHYHOU
(TpaHCTIOPTHOM) YIIaKOBKU JIEKapCTBEHHOT'O MperapaTa KOMOMHAIUS CUMBOJIOB,
[IpeiCTaBIeHHAass B BHJAE JHHEHHOIO IITPUXOBOTO KoAa, (OPMUPYEMOIO
SMHUTEHTOM T'PYIIIOBEIX KOJOB;

"uneHTHUKaTOp NpuMeHeHus" - npedHKC, NPEeACTaBISIONMNA coOol
Habop u3 2 uiu Gosee 3HAKOB, PACHOJIOKECHHBINA B Hauajle 3JIEMEHTHOHN CTPOKHU U
OJIHO3HAYHO OINpeAeISIOMMA 3HaueHne U ¢opmar Mo AaHHBIX, CIeAyIOLIEro
3a npedUKCoM;

"WHIUBUyallbHBIA CEpUHAHBIA HOMEP TOPrOBOW edWHHUIB" - IubpoBas
1M OyKBeHHO-IIM(POBas I10CIeT0BATEIBHOCTE;

"KOJl MPOBEepKHU" - CHMBOJbHAs IOCJeI0BaTEIbHOCTH, IpeJoCTaBisieMas
ONEPaTOPOM CHCTEMbl MOHHUTOPHUHIAa JOMHUTEHTaM CPEACTB HACHTU(DUKALUU
JeKapCTBEHHOTO Iperapara H COCTOAMas U3 KJtoda MPOBEPKU H 3JIEKTPOHHOU

IIOATIUCH;
"IeKapCTBEHHbIE Ipenaparsl, MapKUpPOBaHHBIE cpelcTBaMHu
uneHTuuKanuu”" - JIeKapCcTBEHHBbIE IIpenapaThl, Ha KOTOpHIE HaHECEHBI

CpeAcTBa  MAGHTH(PUKAIMM H  JOCTOBEpPHBIE  CBEIEHHUS O KOTOPBIX
B YCTAHOBJICHHOM IOPSAJIKE IEPENAHBl B CUCTEMY MOHUTOPHUHTA;

"MapKUpOBKa YHNAaKOBOK JIEKAPCTBEHHBIX IMPENapaToB CpeICTBaMU
UIOeHTU(UKaAIMK" - HaHeCeHWEe CPeACTB HUIeHTUGUKAUU Ha BTOPUUHYIO
(DOTpeOUTENhCKYI0) YIAKOBKY JIEKApCTBEHHOTo Iipernapara (a Ipu ee
OTCYTCTBHM - Ha NIEPBUYHYIO YIAKOBKY JIEKAPCTBEHHOIO TIpernapara);

"onucaHue JIEKapCTBEHHOrO IIpenapara’ - MepedeHb XapaKTEepPUCTUK,
pa3MeIeHHbIX  CyOBeKTOM  oOpallleHHWs  JIeKapCTBEHHBIX  CPeACTB B
COOTBETCTBYIOIIEM HH()OPMALMOHHOM pecypce, O0eCreduBarolleM YHeT |

280912C2.doc



XpaHEeHUE JOCTOBEPHBIX NaHHBIX O TOBapax II0 COOTBETCTBYIOLIEH TOBapHOU
HOMEHKIIaType;

"mepBUYHAs YIaKOBKa JEKapCTBEHHOro Ipenapara" - CpeICTBO WIIH
KOMIUJIEKC CPEJICTB, 00ecleunBaIOMX 3allUTy JEKapCTBEHHBIX IPenaparoB OT
NIOBPEXIEHUSI U IIOTephb, BO3JEHCTBUS OKpY’KalOIleW Cpeibl, 3arpsi3HEHUH U
MMEIOIINX HENOCPEACTBEHHBIN KOHTAKT C JIEKAPCTBEHHBIMY IIpEllapaTaMy;

"peructparop BEIOBITHS" - [IPOTPaMMHO-annapaTHbIN
KpUNTOrpaduuecKkuil  KOMIUIeKC, ofecreunBaommil  GopMHUpoBaHUE |
PEruCTpallMIo IOPUAMYECKH 3HAYUMBIX CBEEHHH O BBEIBOJE W3 000poTa
JIeKapCTBEHHBIX IIPENapaToB;

"cepuiiHpli TMOOaNBHBI  HMIEHTU(GUKALMOHHBIA HOMEpP TOProBOH
eIUHHUIB" - YHUKATBHEIH  UIAeHTHOUKATOP BTOPUYHOU (HOTpeOHUTENHCKOM)
YyIaKOBKU JIEKapCTBEHHOIr'O Ipernapara (B cilydae €€ OTCYTCTBUS - IEpPBUYHOM
YIIaKOBKHM JIEKapCTBEHHOT'O IHpernapara), GOpMHUpPYeMBId IIyTeM n00aBleHHs K
rmob6anbHOMy — MOSHTUOHKAIIMOHHOMY  HOMepy  TOPrOBOM  eJIMHMUIIBI
MHIVBUIYaILHOTO CEPUITHOTO HOMepa TOProBOM eAMHUIIBL,

"cpeactBo uaeHTH(UKaMM" - YHHKaJIbHAs  II0CJIEOBATENIbHOCTh
CHUMBOJIOB, [IpeCTaBIeHHAs B MaIIMHOUYUTAaeMOH (opMe UIIU C UCIIONIb30BaHUEM
MHOTO CpeAcTBa (TEXHOJIOTHWH) aBTOMATHYECKON WIAEHTHUQUKALWK, KOTOpas
HaHOCHUTCS Ha YMaKOBKY JIEKapCTBEHHBIX IpPEnapaToB MeTOdaM{ IedaTd WIH
3TUKETUPOBAHUS;

"cyOBeKTHl OOpaleHus TeKapCTBEHHBIX CPEeICTB" - IOPHUANYECKUE JTUIla U
UHIUBUYyalbHbIE TNpeAIpUHUMATENH, OCYIUIECTBIAIOIINE IIPOHU3BOICTBO,
xpaHeHue, BBo3 B Poccuiickyro deneparuio, oTIyck, peanusaiuio, nepenady,
IIPUMEHEHNE U YHUUTOXXEHUE JIEKapCTBEHHBIX NIPENapaToB;

"TpeTuuHas (TpaHCHOpPTHAas) yIaKoOBKa JIEKapCTBEHHOIO Ipemapara’ -
IpyIIoBas ynakoBKa, UCIIOIb3yeMasl JIJIsl XpaHEHNUs, [IEPEBO3KH U IIepeMeIleHUs
JIeKapCTBEHHOTO IIperapara MexAy CyOBbeKTamMHu oOpalleHHs JeKapCTBEeHHBIX

CpPEeICTB,;
"YCTpOUCTBO perucrpalid 53MHUCCHMH" - [pOrpaMMHO-anmnapaTHHIR
KpUnTorpaduyeckuii KOMILIEKC (kpunrorpaduyeckuit KOHTPOJLIEP

Oe3omacHOCTH), OOECHEUYMBAIOIIANA IPENOCTaBIEHUE JMHUTEHTaM CpEeICTB
UaeHTU(hUKAITUN KOJIOB IIPOBEPKH, GOPMHUPOBAHUE U PETrHUCTPALMIO B CUCTEME
MOHUTOPUHIa HOPUAMYECKH 3HAYMMBIX CBEJEHHUW O MapKUpOBKE YIIaKOBOK
JIeKapCTBEHHBIX MPENapaToB CpeACTBAMU UACHTUDHUKAIIY;

"(hacoBka (ymaKoBKa) JICKapCTBEHHOTO Mperapara” - MpOU3BOJACTBEHHAS
cTaiusi, IpeaycMarpuBaiolias IIOMEIeHHE JIeKapCTBEHHOIO Ipenapara B
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MEPBUYHYIO YIIAKOBKY JIEKApCTBEHHOIO [Ipernaparta WJIW BO BTOPHUYHYIO
(MoTpeOUTENbCKYI0) YIIaKOBKY JIEKAPCTBEHHOTO IIpenapara;

"IMHUTEHT TPYNIOBOro konxa" - CyOBeKT oOpallueHus JeKapCTBEHHBIX
CpPeJCTB, OCYIIECTBISIOUMI (OpMUPOBaHHE U HaHECEHHE IpyNIOBOroO Koja Ha
TPETUYHYIO (TPAHCIIOPTHYIO) YIIAKOBKY JIEKAPCTBEHHBIX IIPENAapaToB;

"IMUTEHT CPENCTB HIAEHTU(PUKAIUUA' - NPOU3BOAUTEINDH JIEKapCTBEHHBIX
CPENCTB, OCYIECTBISIONIMIA MPONU3BOJACTBEHHYIO CTaiuio (PacoBKM (yTNaKOBKH)
JIeKapCTBEHHOTO TIpernapara ¢ HaHECEHHEM CpeACTB WIACHTU(PUKALUU Ha
BTOPUYHYIO (MOTPeOUTENBCKYI0) YIAaKOBKY JIEKAPCTBEHHOIo Ipenapara (a npu
ee OTCYTCTBHU - Ha MEPBUYHYIO YIIaKOBKY JIEKApCTBEHHOTO Ipenapara), - mpH
MPOU3BOJICTBE JIGKQPCTBEHHOrO Impenapata Ha TeppuTopuu Poccuiickoii
denepaunn, WM JAepxarens MO0  Biagenely  PerucTPalOHHOIrO
yIOCTOBEpPEHHUs JIEKAPCTBEHHOIro IMpenapara (Jajnee - perucTpayuoHHOE
YyIOCTOBEpPEHHUE) - TIpU MPOU3BOJACTBE JIEKAPCTBEHHOIO IIpenaparta BHe
tepputopun Poccuiickoit denepaunu, WM NPEACTABUTENBCTBO WHOCTPAHHOH
opraHdzalud Ha Tepputopun Pocculickoii @enepauuu, SABISIOLIEHCS
AepxateneM JMOO BJIAAENbLEM pPErucTPalMOHHOIO YAOCTOBEPEHHUs, - TMIpu
MPOM3BOACTBE JIEKapCTBEHHOro [pernapata BHe Teppuropud Poccuiickoit
Denepanuu.

I1. XapaKkTepucTuKku cpeicTBa UISHTU(DUKALIMH, TTIOPSI0K
€ro HaHeCeHHUs U TpebOoBaHUs K CTPYKType U hopMarty uHpopmaluu,
KOTOPYIO COIEPIKUT CpeICTBO UACHTUhUKAIIUN

3.CpenctBo  uIAeHTUGUKAUMM 0OPU  HAHECEHUHM HAa  BTOPUYHYIO
(moTpeOuTeNbCKyl0) YNAKOBKY JIEKQpCTBEHHOro Ipemnapara (B cilydae ee
OTCYTCTBHSI - Ha INEPBUYHYIO VYIAKOBKY JIEKAPCTBEHHOIO IIpernapara)
COOTBETCTBYET CIIEYIOLUM XapaKTEPUCTUKAM:

a) IBYXMEpHBbI IITPUXOBOM KOJ HAHOCHTCS TOYEYHBIMH CHUMBOJIAMH
B COOTBETCTBUH C TpeOOBaHUSMHU HallMOHAIBHOrO craHaapra Poccuiickoit
®enepauun ('OCT P HUCO/MDBK  16022-2008  "ABromatuueckas
unentudukauus. Konupoanue mrpuxoBoe. Cneundukanns cuMBoinky Data
Matrix"), KOTOpbI YTBepXkAeH mnpukazoM DenepanpHOro areHTCTBa 10
TEXHUYECKOMY pEryJIMPOBaHHIO U METPOJIOTHH;

0) NIBYXMEpHBII IUTPUXOBOM KOJ| HAHOCUTCA C YPOBHEM Kiacca
kadectBa C WM BBIIIE B COOTBETCTBUM C TpeOOBaHUSAMH HALMOHAIBLHOI'O
crauaapra Pocculickoi ®egepauun (I'OCT P HMCO/MOIK 15415-2012
"MudopmalmoHHbIe TE€XHOJIOTHUH. Texnonoruu aBTOMaTUYECKOU
uAcHTHGUKaUMK W cbopa naHHBIX. Crneundukanus HCIBITAHWUH CUMBOJIOB
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IITPUXOBOrO KOma MJisg OLEHKM KadecTBa medaTd. JIByMepHble CHMBOJIBI"),
KOTOPBIA yTBEpXJAeH mpukazoMm denepajibHOro areHTCTBAa MO TEXHUYECKOMY
peryJupoBaHUIO U METPOJIOTHH;

B) IBYXMEPHBIH IITPUXOBON KOJ HAHOCHTCS IE€YaThIO C UCIOIB30BAHHEM
metoga koppekuun oumbok ECC-200 B cooTBercTBMM € TpeOOBaHUAMHU
HaloHanbHOro cranaapta Poccuiickot ®enepanuu (I'OCT P MCO/MBK
16022-2008 "ABromaruueckas wuaeHTHUuKanus. KoaupoBanue mITpHXOBOE.
Crneundukamuss cumBoiukyd Data Matrix"), KOTOpBIM yTBEpKIEH MpPUKa30M
denepanbHOro areHTCTBA 10 TEXHUYECKOMY PeryJIMpPOBaHUIO U METPOJIOTHH;

I) IPH HAaHECEHUHU CpeJCTBA MAEHTU(PUKALIUH JIEKAPCTBEHHOTO Mpernapara
ucrnonbzyercs ASCIl komupoBaHve Ha OCHOBE HAalMOHAIBHOTO CTaHAapTa
Poccniickoit @®enepanun (I'OCT P UCO/MDBK 16022-2008 "ABToMaTHuecKas
unentuukanus. Koguposanue mrpuxosoe. Crienu¢ukanns cuMBOIMKH Data
Matrix"), KOTOpBIH YTBEpXKAEH npuKazoM DenepasbHOrO areHTcTBa IO
TEXHUYECKOMY PErYJIUPOBaHUIO U METPOJIOTHH.

4. CBenenusi, cofepxaliecsi B CpeACTBe HICHTU(DUKALMN, HAHOCATCS B
BU/JIE IBYXMEPHOTO IITPUXOBOrO KOAA HA IPOU3BOJICTBEHHON JTUHUU METOJaMU
nevyaTy Wik 3TUKeTUPOBaHUS CTUKEPOM, HEOTACTUMBIM OT YIIaKOBKH.

5. Madopmanusi, coaepxamascs B CpeacTBe HASHTU(DHUKALUHU, HMEET
CIIeIyIOULYIO CTPYKTYPY:

npu3Hak cuMmBoSMKHA Data Matrix - cumBoJI, UMeroluii koa 232 B Tabmuile
cumBoiioB ASCII;

nmeppas Tpylna IaHHBIX - [JIOOANBHBIA HIAEHTU(GUKALNMOHHBIH HOMED
TOProBOM eIMHUIBI, COCTOAIIMH M3 14 1UPOBBIX CHMBOJIOB, KOTOPOMY
npeniecTByeT uaeHtTudukarop npumeHenus (01);

BTOpas IpyNia JaHHbIX - UHAUBUAYAJIBHBIM CEpUMHBII HOMEpP TOProBOM
eIUHULIbI, cocToAIMKA M3 13 cumBosIOB LUDPOBON WM OyKBEHHO-LUHPPOBOU
MOCJIEIOBATeNbHOCTH  (JIATUHCKOro  aji¢aBuTa), KOTOPOMY MpPEelIeCTBYeT
uneHTugukatop npuMerenus (21). 3aBepuarongM CUMBOJIOM ISl TOH TPYTINBI
JAHHBIX SBJSIETCS CIIELHAIBHBIM CUMBOJI-pa3feNuTeNb, UMEIMA kox 29 B
tabauie cumsoiioB ASCII;

TPeThs IpyMIa JaHHBIX - KJIIOY MPOBEPKU, IPEIOCTABISIEMBIH IMUTEHTAM
CPEICTB MAEHTH(HUKALHUU ONEepaTOPOM CHUCTEMBl MOHMTOPHHIA B COCTaBe Koja
NIPOBEPKH B COOTBETCTBUM ¢ HacTosauwmM [lonoxeHueM, cocrosamuid u3
4 cuMBOJIOB (IU(pP, CTPOUHBIX W MPOIMHUCHBIX OYKB JIATUHCKOTO ayihaBUTA),
KOTOpOMY TIpeauiecTByeT uaeHtudukarop npumeHenus (91). 3asepruaromum
CUMBOJIOM JUIS 3TOH TpyNnbl JaHHBIX SBJISIETCS CHEUUATBHBIA CHUMBOJI-
pasaenuTens, uMeroii ko 29 B tabauie cumBoioB ASCII;
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yeTBepTas I'pylia NaHHBIX - 3JIeKTPOHHAs NOANHUCH, IIPeNocTaBiseMast
SMUTEHTaM CpEICTB UIAEHTU(UKAIIUU OINEepaTOpPOM CHUCTEMBl MOHHMTOPMHTA B
cocTaBe KOJa IIpOBEPKH B COOTBETCTBUM C HacrosAluM [lonoxenuewm,
cocrosimmias u3 88 cUMBOJIOB (UUQpP, CTPOYHBIX U MPOIHCHBIX OYKB JIATHHCKOT'O
andaBuTa, a TaKXkKe CHELHUATBHBIX CHMBOJIOB), KOTOPOH IIpEeNIIecTBYeT
uaeHTudukarop npumenenus (92).

JlOTIOTHATENIPHO Ha YCMOTpPEHHE SMHTEHTa CpEeACTB HACHTU(UKALHUH B
COCTaB JIBYyXMEpPHOI'0 IITPUXOBOTO KOJa JIOMyCKaeTcs A0 TPEThed U 4eTBEpTOi
IpyIIl JaHHBIX BKIIOYEHHE:

MATOW TIpynmbl JAaHHBIX - HOMEp CEpUU JIEKapCTBEHHOIO IIperapara,
cocrosmit He 6onee yem u3 20 cHMBOJIOB IIUGPOBOH WM OyKBEHHO-IU(POBOH
IOCJIeIOBaTEIBHOCTH  (JIaTHHCKOTO  andaBuTa), KOTOPOMY HIpPEAIIECTBYET
uaeHTudukarop npuMmereHus (10). 3aBepirarouM CHMBOJIOM JUISI 3TOM IPYTIBI
TaHHBIX SIBJISIETCS CHMBOJI-pa3e/IuTe)b, MMEIOIINN Ko 29 B TabIHIle CHMBOJIOB
ASCII;

IIECTOM TPyNIbl JaHHBIX - JaTa UCTEYEeHHs CpPOKa TOJHOCTH, KOTOPOHU
IpealecTByeT uaeHTuuKkaTop npuMeHeHus (17). 3amuch YUCIOBBIX CUMBOJIOB
IUIsL 1aThl UCTEYEHUsI CPOKa T'OJHOCTH JIEKapCTBEHHOIO IIPENApaTa COCTOUT U3
6 cuMBOIIOB B hopmate "rox - mecsrl - neus" ("TTMMII").

B Tex ciyyasx, Korga Ha JaTy BBIIYCKa IPOAYKUIMM TOYHOE 3HaueHUE
naTel ucTeueHus cpoka romHocty B ausx ("J/I") He ycranaBnmBaeTcH,
TO SMHUTEHT CPEJICTB UIEHTU(HUKAIIMY yKa3blBaeT 3HaUeHNe AaThl Ha IEPBOE UITU
nocjegHee YHCIO MecsAlla B COOTBETCTBHU CO CPOKOM TOJHOCTH,
YTBEP>KJAEHHBIM HOPMaTUBHOW IOKYMEHTalle! Ha JIeKapCTBEHHBIH Ipenapar.

TpeboBaHus K MOCIeAOBATENBFHOCTH IPYII JAHHBIX B CTPYKTYpE CpPEIICTB
UaeHTUGUKAIMY TIPEABIBISIOTCS K MepBOI rpylie JaHHBIX, KOTOpas Bceria
JOJDKHA  pacliojaraTtbCs B Hayajge  IIOCJHEeNOBAaTEIBHOCTH  CpPEelCTBa
UIEeHTU(QUKALMKU, 8 TaKXe K TpeTheidl U HeTBepTOM IpymIiaM JaHHBIX, KOTOpHIE
pacriojararoTcsi B KOHIIE ITOCIeI0BAaTSIbHOCTH CPEeICTBa HACHTUPIKAIIIH.

MunuBuayanbHblil cepUHHBIA HOMEP TOProBOM eIWHUIBI N'€HEPUPYETCA C©
yd4eToM OOecreueHUuss ero YHUKaJhbHOCTH JJII KaKIOTO TIIo0aibHOro
UACHTU(GUKALMOHHOTO HOMEpa TOPrOBOM €QWHHIBI B TEYEHUE BCETO CPOKa
GbYHKLMOHUPOBAHUS CUCTEMBI MOHUTOPHHTI A,

I'mobanpHeIl  HMOEHTUGUKAIMOHHBIE HOMEp TOPrOBOM €OWHHIBI U
WHIUBUyaNbHbINA CEpUIHBIA HOMEpP TOPTOBOM €UHUIIEI TyOIUPYIOTCS B BUIE
YUTAEMOT0 I1eYaTHOT'O TEKCTa.
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ITI. I'lopsinox mosiydeHust KOAOB NPOBEPKU U IPyNIOBOro Koaa

6. IlomydeHue sMUTEHTaMH CpPEACTB HUAEHTU(UKALKUH OT oOleparopa
CHCTEMBl MOHMTOPUHIA KOJOB IIPOBEPKU OCYIIECTBISETCS C HUCIOIB30BAHUEM
YCTPOMCTB PErUCTpaLlii IMUCCHUH.

7. DMUTEHT CPEICTB MACHTU(QUKALMHU, 3apETUCTPUPOBAHHBIA B CHCTEME
MOHHUTOPMHIA, IPEACTABJSACT OIepaTOpPy CHUCTEMBbl MOHUTOPUHIA 3asBKY Ha
IoNyYeHrHe  KONOB  INPOBEpKH.  3asgBKa  HANpaBiIAeTCA  MOCPEACTBOM
JCIONB30BaHMs YCTPOMCTB perucTpalyy sMHccHH. Ilpu 5ToM B3amMopeicTBre
YCTPONCTB PErucTpaluy SMUCCHU ¢ UHOOPMAITMOHHBIMUA CACTEMaMH SMUTEHTA
CpeNCTB HASHTU(UKAIUU OCYLIECTBISETCS C HCIIONb30BaHUEM (QopMaroB
JIaHHBIX, pa3MellaeMbIX ONIepaTOpOM CHCTeMBl MOHUTOPUHIa Ha OQUIMAIBHOM
caiite oreparopa CUCTEMBI MOHHUTOpPHUHTA B “HPOPMAITMOHHO-
TeJeKOMMYHUKaMoHHOM cetu "HHTepHeT". 3asiBka Ha MOIY4YeHHUE KOJOB
IIPOBEPKU COJICPIKUT:

a) CepuMHBI TIOOANBHBIA MICHTHGUKAIIMOHHBEIA HOMEpP TOProBOMH
eIWHMIBl B cloyuae (GOPMHPOBAaHUS WHIWBUIYAIBHOTO CEpPUHHOTO HOMepa
TOPTrOBOM €IMHMIIBl SMUTEHTOM CPEICTB MACHTUDUKAITIY;

6) rnobanbHBI  UASHTUGDUKAIIMOHHBIE HOMEpP TOpProBOM  €IWHMIIEI
U KOJWYECTBO WHIAWBUAYAIBHBIX CEPUUHBIX HOMEPOB TOPIOBOXA €IWHMIIBI
B ciaydae (QOpMHUPOBaHUS HWHIWBUAYATIBLHOIO CEpUMHOTO HOMEpa TOPTOBOM
eIWHULBI OIIEPaTOPOM CUCTEMBI MOHUTOPUHTA.

8. Koxpl nmpoBepkH IMpUCBaMBAaIOTCS ONEPATOPOM CUCTEMBI MOHHUTOPHHTA
JUTSL KaXKAOTO CEPUIMHOrO rnodaibHOT0 UIAEHTU(DUKAIIMOHHOTO HOMEpa TOProBOH
€ TUHHULIBIL.

Onepatop cucTeMbl MOHUTOPUHIA HeE n63/:[Hee 2 9acoB ¢ MOMEHTa
MOJIy4EeHHs 3a4BKM Ha IIOJy4deHUE KOJOB IIPOBEPKHU HallpaBiseT 3MUTEHTY
CpEenCTB  HJEHTU(UKAIMM  CIHCOK  JAaHHBIX  (cepuiHble  TJI00aTBHBIE
UACHTU(QUKAIIMOHHBIE HOMEpPAa TOPTrOBOM EeOWHULIBI M KOABI IIPOBEPKH) JUIS
MapKHUPOBKHU YIIaKOBOK JIEKapCTBEHHBIX MIpenapaTos cpelncTBaMHU
HACHTUGUKAIIMKM U PEruCTpUpPyeT MX B CHCTEME MOHHMTOPHHIA C IIOMOIIBIO
YCTPOMCTBA PErUCTPALIUN DMUCCUHU.

9. Omneparop cHCTEMBl MOHUTOPHHIa  OOecCleYMBaeT  MONydeHHE
OMUTEHTaMU CpeACTB HACHTU(UKAUMK KOJOB TMPOBEPKH IOCPEICTBOM
OCHAIlIEHHUsI 3MUTEHTOB CPEACTB MICHTU(PHUKAIIMM YCTPOUCTBAMH PETHUCTPAIIHH
SMHCCHH. YCTPONCTBA pPErucTpalvyl 3MHUCCHU IIPEJOCTABISIIOTCS MyTeM HX
nepeaayd dMHUTEHTaM CpeJCTB HIASHTUDUKAIMKM JHUO0 MyTeM IIOIyYEeHHUS
HHOOPMAIIMOHHON CHUCTEMOW SMHTEHTA CPEJACTB UAECHTUOUKAIIUY YIaJeHHOTO
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JOCTylla K TakuM ycTpoHcTBaMm. PemieHue o BbIGope crocoba OCHaUICHHS
IPUHUMAETCS] SMUTEHTOM CPEACTB UACHTU(DHUKALUH.

OcHalmienye 3MHUTEHTOB  CPEICTB H,uéHTH(pHKauHH yCTPOUCTBAMHU
pEruCTpaliy SMUCCHH OCYILECTBIISIETCS ONEPATOPOM CHCTEMBI MOHMTOPHHIa Ha
O6e3Bo3Me3HOM OCHOBe. B Iensix Takoro OCHAIlleHHs 3MHUTEHT CpPEICTB
UIEHTUGUKAIMY 3aKITI09aeT ¢ ONepaTOpoOM CHCTEMBl MOHUTOPMHIA TOIOBODEL,
coJiepKalllie B TOM YHCIEe YCIOBHS NPENOCTaBICHHS TaKOro o0OpYyIOBaHMUs
U ero periaMeHTHOro oOcimyXMBaHHS Ha 0Oe3BO3Me3IHOM OcHOBe. THIoBas
¢dopma Takux JOTOBOPOB yTBEPXKAACTCSI MUHUCTEPCTBOM NPOMBIIUIEHHOCTH U
Toprosiu Poccuiickoil Penepanuu.

[IpenocTaBieHHOe BMHUTEHTY CpEACTB MAEHTU(HUKALMKA YCTPOMCTBO
perucTpalvd OSMHCCHHM IOMJIEKHUT PErMCTpalliil  OIEPATOPOM  CHCTEMBEI
MOHHTOpPHUHTA.

10. I'pynimoBo¥t ko GpopMupyeTcss Ha OCHOBaHUM MEXIOCYIapCTBEHHOIO
craugapra (I'OCT ISO/IEC 15417-2013 "HudbopmaunoHHbIE TEXHOIOTHUH.
TexHonmoruu  aBTOMaTH4ecKoll  uaeHTU(UKauuu U cOopa  JaHHBIX.
Cneumdukanuss CHUMBOIUMKM InTpuxoBoro kojma Code 128"), koTopsi
yTBEepXAeH mnpuxkazoMm @DeaepaJbHOTO  areHTCTBa 110 TEXHUYECKOMY
pPEryJIMpPOBaHUIO U METPOJIOTHH, H COLEPKUT CIEAYIOUIYIO CTPYKTYPY JaHHBIX:

uneHtudukarop npumeHenus (00);

CHMBOJI PaclIMpEeHHs IPYIIIIOBOro KOAa;

perucTpanroHHbI HoMep CyOBpeKTa oOpaleH s JIeKapCTBEHHBIX CPEICTB,
HOJTyYeHHBIA B MHQOPMaLMOHHOM pecypce, 00ecnedrBaroIlleM yueT U XpaHeHHe
JOCTOBEpHBIX JaHHEIX O TOBapaX II0 COOTBETCTBYIONIeH TOBapHOM
HOMEHKJIaType;

VHIWBUYyaJIbHBIA CEPUIHBIA HOMEP TOPTOBOU € IMHUIIEI,

KOHTpPOJBHAs cyMMa (4UCIIO, BBIYUCISIEMOE 10 CIEUaIbHOMY aJITOPUTMY
U3 MpeALIecTBYIOMUX HUDP U cIysKalllee sl FapaHTUU [eTOCTHOCTH JaHHBIX ).

CaeneHus1, BKJIIOYEHHBIE B IPYIIIOBON KOJ, MOTYT QyOJIMpOBAaTLCS B BULE
YUTAaeMOro I1e4aTHOI'O TEKCTA.

I'pynnoBoii  XOI  TIeHepUpyeTcs M HAHOCHUTCS Ha  TPETHYHYIO
(TpaHCIIOPTHYIO)  YIAaKOBKy  JIEKApCTBEHHOIO  Iperapara  3MUTEHTaMH
I'PYIIIOBBIX KOJOB METOAAMH [T€YATU WA 3TUKETUPOBAHUA.

IV. IlpaBuna co3ganus, BBoAa B IKCILIyaTallHIo,
AKCIUTyaTallM¥ U BEIBOJA U3 AKCIUTyaTalliy CUCTEMbl MOHUTOPUHI A

11. Co3nanue, pa3BuTHe, BBOJ B IKCILTyaTallMIO, SKCILTyaTalllsl ¥ BEIBOJ
W3 DKCIUTyaTallUM CUCTEMbl MOHHUTOPHHIAa OCYIIECTBISIIOTCS OIEPATOPOM
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CHUCTEeMBl MOHUTOPUHIA 110 COTJIaCOBaHUIO ¢ MUHUCTEPCTBOM 31paBOOXPAHEHUS
Poccutickoit @epepanuu u @DenepanpHoil ciyx00i 1o Hamzopy B chepe
3IpaBOOXpaHEeHUss B COOTBETCTBUM C TpeOOBaHMSAMHU K NOPSAAKY CO3JAHUS,
pPa3BUTHS, BBOJIA B 3KCIUTyaTallMIO, SKCILUTyaTalU¥ YU BBIBOJA U3 DKCIUTyaTallkH
rOCyJapCTBEeHHBIX HMHGOPMAIMOHHBIX CUCTEM M JAJIbHEWIIETO XpaHEHUS
comepxkaleicss B WX 0azax JdaHHBIX UWHGQOpPMAIuHM, YTBEpPKACHHBIMU
noctaHoBineHueM IlpaButensctBa Poccuiickort @eaepanuu ot 6 mronst 2015 r.
Ne 676  "O TpeboBaHMSIX K TOPSAKY CO3JaHMSA, Ppa3sBUTHUS, BBOJA
B DKCILTyaTalluio, 3KCIUTyaTallid ¥ BBIBOJIA U3 IKCIUTyaTallMM I'OCY1apCTBEHHBIX
HHQOPMAIIMOHHBIX CHCTEM U JalbHEeHIero XxpaHeHHs cojepxaliencs
B Ux 0azax JaHHbBIX HHGopMauuu", u HacTosuM IlonoxeHueM.

12. Co3nanue, pa3BUTHE M OJKCIUTyaTallds CHUCTEMBl MOHUTOPHHTA
OCYIIECTBIISIOTCS Ha OCHOBE:

a) oOecIieYeHHs] MOJHOTHI, JOCTOBEPHOCTH, COXPAaHHOCTH NPHUHUMAEMOH
¥ TepefaBaeMoOil C HCIIOJIB30BAHUEM CHCTEMbl MOHMTOPHHIA HH(pOpMAIIUH,
a TaK)Ke CBOEBPEMEHHOCTH €€ MPeI0CTaBIICHHUSI;

0) 6€3BO3ME3IHOCTH TPEAOCTABIEHUS MPOUZBOAUTEISIM JIEKAPCTBEHHBIX
CpPeACTB COJAep’Xallecss B CHCTEME MOHUTOPMHTa HHGOpPMAalMd O CepHUsix
¥ TapTUSAX JIKAPCTBEHHBIX IIpenapaToB, MPOM3BOAMMBIX UMM U HaXOISIIUXCS
B rpaxkaaHckoM ob6opote B Poccuiickoit @enepanuy;

B) €IMHCTBA OPTraHU3aIIHOHHO-METOANYECKOro 00ecnedeHus CHCTEMEI
MOHUTOPHHTA;

r) obecIieuyeHrns] HCIOJNB30BAaHUsS CIUHBIX PEeecTpPoB, KIacCUPUKATOPOB
M CIPaBOYHUKOB CHCTEMBl MOHHUTOpPHHIQ, B TOM 4HCIE 00s3aTeNbHBIX
1. TpUMeHeHUs B HWHQDOPMAIIMOHHBIX CHCTeMax OPUANYECKUX JIUIT
¥ UHIVBUIYaTbHBIX NpeANpUHUMAaTeNe!, yKa3aHHbIX B yacTsax 7 u 10 cratem 67
®enepanpHoro 3akoHa "O06 obpallleHUM JTeKapCTBEHHBIX CPEeACTB";

1) obecrieueHus peryiaMeHTUPOBAHHOIO JIOCTyIa K CHUCTEME
MOHUTOPHUHTIA;

e) 6ecriepeOOMHOCTH pabOTHl CUCTEMBI MOHUTOPUHTA.

13. CuctemMa MOHUTOPHHTa BBOAUTCS B 3KCILTyaTallMio pabouel rpynmou,
dbopMupyeMoit  ollepaTOpoM  CUCTEMBl  MOHUTOPHMHIa C  ydacTHeM
IpEACTaBUTENEH 3aMHTEPECOBAaHHBIX (eepalbHBIX OPraHOB HCIIOIHUTEIBHOM
BJIACTH.

14. CrucreMa MOHUTOPUHTA O0ECIIEYNBAET:

a) MPOBEPKY HOCTOBEPHOCTH CPEACTB UICHTU(DHUKAIINN;

6) IpoCIeKUBAEMOCTE JIBYDKEHUS JIeKapCTBEHHBIX npenaparoB
OT IPOU3BOIUTENS JEKAPCTBEHHBIX CPEJICTB 10 KOHEYHOTO NMOTPeOUTENS;
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B) OIOKMpOBaHWE  NPUHATHS  HHPOpMAUMH, IpeACTaBIsieMOd B
COOTBETCTBHUH C HacTOSAIIUM [lookeHrneM B ccTeMy MOHUTOPHUHTA.

15. CucremMa MOHUTOPUHTA COAEPXKHUT CIEAYIOLIYI0 HHGOPMAIHIO:

a) cBeZieHus 0 cyObekTax oOpalieHus JeKapCTBEHHBIX CPECTB;

6) cBeieHUs O JIEKapCTBEHHBIX Mpenapartax u 06 ux o0oporTe.

16. OCHOBHBIMEH HMCTOYHHKaMH WHPOPMALWH, COIepKaiieics B CUCTEMe
MOHUTOPUHTA, SBISIOTCS:

a) cyOBeKTHI 0OpaIleHHus JeKapCTBEHHBIX CPEJICTB;

6) dbenepanbHble OpraHbl UCIOJHUTENBHON BIACTH NPH OCYUIECTBIEHUH
MMH CBOMX (DYHKIIMH C MCIONB30BaHUEM I'OCYNapCTBEHHBIX MHPOPMALMOHHBIX
CUCTEM.

17. KoadphunreHT MAOCTyIHOCTH CHUCTEMbl MOHUTOPHMHIA COCTaBIISET
He MeHee 99,5 mpouenra 6e3 ydera 3aIlUTaHMPOBAaHHBEIX  IEPHOJOB
00CTy)KUBaHUS.

Texnudeckoe o0OCTy)XMBaHUE CHUCTEMBl MOHHMTOPHHIA IPOBOAMUTCS
He yanle 4 pa3 B Tof, MEepUOJ TEXHHUYECKOTO OOCIYKHBAHUS COCTaBIISIET
He Oonee 24 yacos.

V. HOpﬂIIOK B33.HMOI[6ﬁCTBPI$I CUCTEMBI MOHHUTOPHHT A C UHBIMHA
rocygapCrB€HHBIMH I/IH(l)OpMaLII/IOHHLIMI/I CUCTCMAaMH U I/IH(i)OpMaIII/IOHHI:IMI/I
CHCTCMaMH Cy6’I>eKTOB o6pa1ueHH;1 JIEKapCTBEHHBIX CPEACTB

18. CuctemMa  MOHHTOpPWHIA  B3aHUMOJEHCTBYET CO  CIEAYIOIIHMMU
MH(DOPMALIMOHHBIMY CHCTEMAMH:

a) eIUHBIN peecTp JIMIeH3UH Ha TIPOU3BOACTBO JIEKAPCTBEHHBIX CPECTB;

0) eIVMHBIN peecTp JHULEH3WH, B TOM 4YHCIE JHMIEH3UN, BBIIAHHBIX
OopraHaMM TOCYIapCTBEHHOH BIacTH cyOBeKkToB Poccutickoit ®Denepanmm
B COOTBETCTBUH C MepeJaHHbIM MOJHOMOYHUEM 10 JIMLEH3UPOBAHUIO OTAETBHBIX
BUJIOB JIEATEIBHOCTH B chepe OXpaHbl 3A0POBHS;

B) €lMHAas TroCyAapcTBeHHas MHGOpPMalMOHHas cucteMa B cdepe

3IPaBOOXPaHEHNUS;
I') €IUHBIN rOCYJapCTBEHHBIN peecTp IPUANIESCKIX JIUIL;
1) €TMHBIA roCy1apCTBEHHBIN peecTp UHAUBUIY ATBHBIX
npeAnpUHUMAaTeNeH;
€) ToCyJapCTBEHHBIN peectp aKKpeAUTOBAaHHBIX bumanos,

MPeICTaBUTENBCTB HHOCTPAHHBIX IOPUIAUECKUX JIMII;
’K) aBTOMAaTH3UpOBaHHas WHGopMmaMoHHas cucteMa DenepalbHOU
CIIyOBl 110 HaA30py B cdepe 3apaBOOXPAHCHUS;
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3) Enunas aBTOMAaTHU3MpPOBaHHAas MHGOpPMalOHHAs cUcTeMa
TaMOXXEHHBIX OPraHOB;

1) HHGOPMALMIOHHEIE CHCTEMBI CYOBEKTOB OOpAalleHHs JIeKapCTBEHHBIX
CPEACTB.

19. CBenenus, npeacTaBisieMble rOCy AapCTBEHHBIMU MHGOPMallOHHBIMU
cucTeMaMH (eaepanbHBIX OpPraHOB HCIIOJHUTENBHOH BIACTH B CHCTEMY
MOHUTOPHHIA, 4 TAaKXe CBEACHMS, IlepeAaBacMble U3 CHCTEMbl MOHUTOPHHIA,
[IPUBEJIEHBI B TpUoKeHUH Ne 1.

20.B  pamkax  uHGOOPMAIMOHHOTO  B3aWMOIEHCTBHAS  CHUCTEMA
MOHUTOPHHIA OCYIIECTBISieT OOMEH CBEIEHUSMH C TIOCYNapCTBEHHBIMHU
MHOOPMAIIMOHHEIMH CHCTEMaMH 3aWHTEPECOBAaHHBIX (elepalbHBIX OpPraHOB
UCIIONHUTENFHON BIacTH M OpPraHOB HCIIONHUTENBHON BIACTH CyOBEKTOB
Poccuiickoit @enepaunn, B TOM YHCIIE I[TOCPEICTBOM HHQPACTPYKTYpHI,
obecneunBarole MHGOPMAITOHHO-TEXHOJIOTHYECKOE B3aMMO/JIECHCTBHE
UH(QOPMATMOHHBIX CHCTEM, HCIIOJIb3yEMBIX JULSL IIPeIOCTABIEHUS
rOCyJapCTBEHHBIX U MyHULIUIIAIBHBIX YCIYT U UCIIONHEHUS IOCYJapCTBEHHBIX U
MYHHUIUIAIBHBIX QYHKUUN B 3JIEKTPOHHOU (hopMe.

CucreMa  MOHUTOpPHHTA  NOJKJIIOYAeTCs K  €IMHOM  CHCTeMe
MEXBEJIOMCTBEHHOI'O  3JIEKTPOHHOIO  B3aUMOAEHCTBHS B  COOTBETCTBHH
¢ mocrtaHoBneHueM IlpaBurenbcrBa Poccuiickoit Penepaunm oT 8 ceHTAOp
2010r. Ne 697 "OemuHoit cHCTEME MEXBEIOMCTBEHHOIO 3JIEKTPOHHOIO
~ B3auMojeicTBuA" Ha 6e3B03Me3IHOM OCHOBE.

21. B3aumogeiicTBue CHUCTEMBl MOHUTOPHHTa C HHGPOPMAIMOHHBIMH
CUCTEMaMHU CYOBEKTOB OOpamieHus] JeKapCTBEHHBIX CPENCTB OCYIIECTBIAETCS
IIOCPEICTBOM MH(GOPMAIMOHHBIX 3JIEKTPOHHBIX CEPBUCOB C HCIIOJIb30BaHUEM
CTaHAAPTHBIX IPOTOKOJIOB ¥ MHTEP(EHCOB 3JIEKTPOHHOIO B3aUMOIEHCTBHUS.

22. Texauueckue craHnapTel U TpebOOBaHMA K TEXHOJIOTHYECKOH
COBMECTUMOCTH CHUCTEMBl MOHUTOPMHITA C HHPOPMALUOHHBIMU CHCTEMaMH,
yKa3aHHbIMM B IIyHKTe 18 Hacrosmero Ilomo)xeHHs, ycTaHaBIUBAIOTCSH
OIepaTOpOM CHCTEMBI MOHHTOPHHTAZ B COOTBETCTBUM C TpeOOBaHUSIMU
3akoHOHaTenbcTBa Poccuifckoit ®Denepanmu B chepe HHPOPMAILMOHHBIX
TEXHOJIOTHH 10 COTNIAaCOBaHMIO ¢ MUHHCTEPCTBOM IIM(POBOrO Pa3BUTUS, CBI3U
M MaccOBBIX KoMMyHUKamui Pocculickoii ®@epepaud U OIEpPaTOpoOM
MHGOPMAIIMOHHON CHCTEMBI, C KOTOPOM OCYIIECTBASETCS B3aUMOAEICTBUE.
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V1. Iopsinok BHeceHus: nHGOPMALIMHY O JIEKApPCTBEHHBIX NpenapaTax B CUCTEMY
MOHHTOPUHTA CyOBEKTaMH 00pallieHus JIEKapCTBEHHbBIX CPEJICTB U €€ COCTaB

23. BHecenue WHQOpPMAllMA O JIEKAPCTBEHHBIX IIpenaparax B CHUCTEMY
MOHHTOPUHTA MMPOU3BOANTCS CyOBEKTaMHu oOpallleHus JIeKapCTBEHHBIX CPEICTB
nocjie  MPOXOXKAEHUS HWMH  pEerucTpalMd B CUCTEME€  MOHUTOPHHTA
¥ IIpPeIOCTaBIeHMS WM JHUYHOro  KabuHera cyOwekta  oOpalieHus
JIeKapCTBEHHBIX CPENCTB.

Peructpauus cyOpekToB 0oOpailieHus IeKapCTBEHHBIX CPEICTB B CHCTEME
MOHMTOPUHIA W TMPEOCTaBJIEHUE JIMYHOTO KaOMHEeTa OCYUIECTBIAIOTCS Ha
OCHOBAHUHU JOCTOBEPHBIX CBEJIEHUI, NPeACTaBICHHBIX CyOBeKTaMU OOpalleHus
JIEKapCTBEHHBIX CPEJICTB B CHUCTEMY MOHUTOPHUHIA B DJIEKTPOHHOM BHJE, U
JIOKYMEHTOB, TpeacTaBiiseMblx B PenepanbHyro ciyx0y Mo Haa3opy B chepe
3/IpaBOOXPaHEHHUSI.

24. ]Ina  OCYILUECTBIEHUS pErucTpallil B CUCTEME MOHUTOPHUHIA
cyOBEKTHl OOpalleHUs JIeKapCTBEHHBIX CPEJCTB - OpraHU3ally, NMpU3HABaeMble
HaJOrOBBIMM  pe3ujeHTamu Poccuiickoil ®Denepauuy, WHIWBUILYIBHBIE
MpeAnpUHUMAaTeId W IpeACTaBUTENbCTBA HHOCTPAHHBIX OpraHU3alMid Ha
teppuTopud Poccuiickoii @enepauuy, SBISIOIUXCA AEpXKATENsIMH  WIH
BIIaIeNIbLIaMH PETMCTPALIMOHHOTO yIOCTOBEPEHMS], BHOCST B PETUCTPALMOHHYIO
dbopMy CHCTEMBl MOHUTOPUHIA, pa3MELIEHHYI0 Ha OQHUUATBHOM CcaiTe
orneparopa CUCTEMBI MOHUTOpPHHTIa B MH(bOpPMaIIOHHO-
TeleKOMMYHUKAUUOHHON ceTu "MHTEpHET", B 3JIEKTPOHHOM BHU/IE CIEAYIOIINE
CBeJleHUSl, TOJANMCAHHblE YCWJIEHHOW KBaIM(UUHUPOBAHHON 3JIEKTPOHHOMH
NOJINKUCHIO PYKOBOIMTENSI OpraHW3alMM (IpeicTaBUTENIbCTBA HWHOCTPAHHOM
opraHu3alMu Ha Tepputopuu Poccuiickont Penepanuu) WM UHAMBUAYATBEHOTO
MpepUHAMATES:

MUACHTU(UKALMOHHBIA HOMEP HaJOromiaTesbIInKa,;

CBEIEHUS] O HaIW4uu JMO0 006 OTCYTCTBHH JIMIIEH3UU HA TMPOU3BOJCTBO
JIeKapCTBEHHbIX CpPEJICTB, JHMIEH3UUM Ha (dapMalleBTUYECKYIO JesiTeNbHOCTD
(BKJIFOYasl ONTOBYIO M PO3HUYHYIO TOPTOBIIO JIEKAPCTBEHHBIMH CPENCTBAMH) U
JIMIEH3WY Ha MEIULIMHCKYIO NIEATEIbHOCTb;

(hamMunusi, UMsi, OTYECTBO (TIPK HAJIMUUHK) U TeJiehOH KOHTAKTHOTO JIMIIA;

aapec dJIEKTPOHHOM MOYTHI.

CyObexkTsl oOpallleHusi JIEKapCTBEHHBIX CpEACTB - OpraHH3allui,
NpU3HaBa€Mble  HaAJIOrOBBIMM  pesuAeHTamMu  Poccuiickoit ~ ®enepanuu,
WHIWBUAYAJIbHBIE NpeANpUHUMATEIH, HE UMEIoLIHe JULEH3UH
Ha MPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB, JIMIICH3MHM Ha (papMarieBTHUECKYIO
JEATEIBHOCTh (BKJIOYAsi ONTOBYIO M PO3HUYHYIO TOPIrOBIIO JIEKAPCTBEHHBIMH
CpelcTBaMHM) M JIMLEH3UM HAa MEIULMHCKYI0 JeSITeNBHOCTh, a TaKxke
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IpEeICTaBUTENIBCTBA MHOCTPAHHBIX OpraHu3alui Ha Tepputopuu Poccuiickon
Denepanuu, SBIAOLIUXCS AEPKATEISIMUA WIM BiaJlelbLaMH PErUCTPallMOHHOTO
YIOCTOBEPEHHS M HE MMEIOLIUX JIMLIEH3UH Ha NPOU3BOACTBO JIEKAPCTBEHHBIX
Cpe/CTB, JHUIEH3UH Ha (apMalleBTUYECKYIO NeATeNBHOCTh (BKITFOYAs ONTOBYIO
¥ PO3HUYHYKO TOPIOBIIIO JIEKAPCTBEHHBIMH CpEACTBAMH) U JIMLEH3UH
Ha MEJULMUHCKYIO NeSTeNbHOCTh, He mno3aHee 10 KajleHHapHBIX JHEH ¢ JaThl
BHECEHHUS CBEACHMH, NPELyCMOTPEHHbIX ab3allaMi BTOPBIM - [ATBIM
HACTOSILIEr0 MYyHKTa, NpeICTaBIsioT Takke B DenepanbHyro Cclyx0y 10
Haa30py B cdepe 3ApaBOOXpaHEHUs! 3asBIEHUE O pPErucTpalid B CHUCTEME
MOHUTOpHHIa (Janee - 3asBleHHE) Ha OyMaXHOM HOCHUTese Mo QopMe,
yTBepxkJ1aeMol MHUHHCTEPCTBOM 3ApaBooxpaHeHust Poccuiickoii Menepaunu.

25. I OCyWIECTBJIEHHMS] pErucTpallMd B CHUCTEME MOHUTOPHUHIA
CyOBEeKThl OOpallleHHst JIEKApCTBEHHBIX CPEJCTB - WHOCTPAHHBIE OpraHU3allly,
SBIISIIOLMECS.  JepXaTelssMH WM BlajejblaMH  PEeruCTPallMOHHOTO
YHOCTOBEPEHUS, HE IPU3HABAEMBIE HAJIONOBHIMH pe3usieHTamu Poccuiickoi
Qenepaliiu U He UMEIOILKE MPEICTaBUTENbCTB Ha TeppuTopuu Poccuiickoit
®depnepaliuu, BHOCAT B pErucTpallMOHHYIO GOpPMY CHCTEMbl MOHUTOPHHTA,
pa3MelleHHYI0 Ha o(QUUUANbHOM CaiTe omneparopa CHCTEMbl MOHHUTOPHHIA
B UHGOPMAlLIMOHHO-TEJEKOMMYHUKALIMOHHOM ceTH "MHTepHeT", B 3IEKTPOHHOM
BU/IE CIIEAYIOUIUE CBEACHU:

HaMEHOBaHUE  Jep)KaTeyjs  WIM  Blajejgblla  pPerucTpaldoOHHOTO
YOOCTOBEpPEHUS,

KO/l HAJIOToIUIaTeNbliKa B CTpaHe perucTpanuy;

KO/l CTpaHbl peruCTpaLtH;

baMunust, UMsi, OTYECTBO (TIPY HAJIMYHH) U TeJdedOH KOHTAKTHOTO JIHIIA;

agpec 3JIEKTPOHHOM ITOYTHI.

YHOTHOMOYEHHBIE peACTaBUTENM CcyOBEeKTOB oOpauieHus
JEKApCTBEHHBIX CpPEICTB - MHOCTPAHHBIX OpraHu3alui, SBISIOLINXCS
JepXKaTeNsiMi WM BJIAJENblaMi  PErMCTPALMOHHOTO  YJIOCTOBEpPEHHUsl, He
NpU3HABAEMbIX  HAJIOIOBBIMM  pe3usieHTamMu  Poccuiickoii ~ Dexpepannu
U HE HUMEIOLIMX MpeNCTaBUTENbCTB Ha Tepputopuu Poccuiickoin ®enepanmm,
He no3aHee 10 kaneHZapHBIX JHEHM C  JaThl BHECEHHWS  CBEJIEHHIA,
OpeoyCMOTPEHHBIX ab3allaMd BTOPBIM - IIECTHIM HACTOSIIErO MYHKTA,
OpencTaBisaloT Takke B DenepanbHyro cioyx0y o Haa3opy B cdepe
3paBOOXPAHEHUST  OPUTMHAJIBl  JOKYMEHTOB, MOATBEPXKAAIOUIMX  MPaBO
[pe/ICTaBIIEHUS] UHTEPECOB YKa3aHHBIX CyOBEKTOB oOpalleHusl JeKapCTBEHHBIX
CpeICTB, W 3asBiieHHe Ha OyMa)XHOM HOCHTelle MO0 (opMe, YTBEPKIAEHHOM
MunucrepctBom 31paBooxpadenus Poccuiickoit @enepanum.

3941419.doc



15

26. O0paboTka M TMpoOBepKa CBEIAEHUMN, IPENCTABISIEMBIX B CHCTEMY
MOHHUTOPUHTA AJI PETHCTPAINH, TIPOU3BOAUTCS B aBTOMAaTUUYECKOM peXUMeE, B
TOM YHCJIE€ TIOCPEICTBOM B3aUMOJEHCTBHS C HWHBIMH T'OCYAapCTBEHHBIMU
MHQOPMAIMOHHBIMH CHCTEMaMH C HCIIONb30BaHUEM €IMHOI  CHCTEMBI
MEXXBEJTOMCTBEHHOI'0 3JIEKTPOHHOTO B3aUMOJAEUCTBUs, B TedeHHe 14 paboumx
OHeR C pAarbl nojadd cyObekTamMH OOpallleHUsl JIEKapCTBEHHBIX CPEICTB
CBEJCHUI B CUCTEMY MOHUTOPHHTA.

QenepanbHas cioyxba 10 Hag3opy B cdepe  3ApaBOOXpPAHEHUA
paccMaTpuBaeT 3asBIEHHUA, INpPeACTaBIeHHBIE B COOTBETCTBHM C ab3alem
IIecTHIM MyHKTa 24 Hacrosiero [TonoxeHus, a Takxke 3asiBISHUS U OpUTHHANIBL
JOKYMEHTOB, MPEACTABICHHbIC B COOTBETCTBUHU C ad3aleM celbMbIM ITyHKTa 25
Hactosmiero IlomoxeHus, B cpok He Oojee 5 paboumx [OHel W mepenaeT
MHPOpMAIIMIO O pe3yibTaraX pacCMOTpPeHHs 3asBIE€HUH U OpUTHHAJIOB
IOKYMEHTOB B CHCTEMy MOHMUTOpHWHra B TedeHue 1 padodero nHs co JHSA
IIPUHSATHS COOTBETCTBYIOIIETO PEIIEHUS.

Pemenue o perucrpanmmu (00 oOTKaze B perucrpamum) cyObekTa
oOpallieHusl JIeKapCTBEHHBIX CPEJCTB B CHCTEME MOHUTOPYHIA NPHHUMAETCS
QenepanbHoll ciyx0oi 1o Hag30py B cepe 3ApaBOOXpaHEHMS [1OCPEICTBOM
(bYHKIIMOHAIA CHCTEMBI MOHUTOPHHTA. _

Pemenne o peructpaunu cyObekTa oOparmieHus JeKapCTBEHHBIX CPEACTB
B CHCT€ME MOHUTOPHHIA IPUHHUMAETCS HPH OTCYTCTBHM PACXOXIACHHUN MEXIy
uH(popMaIuel, IpeIyCMOTPEHHOHN 3asBICHUEM, U CBEICHUSIMHU, BHECEHHBIMHU B
CUCTEMY MOHHUTOpUHIra (B cCiydasX, KOrja 3asBIEHUS IIOJaBAJUCh B
COOTBETCTBHUM ¢ ab3alaMu IIecThIM IIyHKTa 24 U CeAbMBIM IIyHKTa 25
HacTosimero IlonoxeHus), U Npu NOATBEPKIECHUU NOCTOBEPHOCTU CBENECHHH,
BHECEHHBIX B CUCTEMY MOHUTOPUHTA.

27. CybbextaM oOpaleHus JIEKapCTBEHHBIX CpEJCTB OTKa3bIBaeTCs B
pETruCTpalyy B CUCTEME MOHUTOPUHTIA O CIeAYIOMKUM IPUINHAM!

a)B OTHOIIEHMM IIPOM3BOJUTENEH JIEKAapCTBEHHBIX CpEACTB Ha
tepputopun Poccuifckoit denepanuiv, OCyLIECTBIAIONINX TPOU3BOACTBEHHEIE
craaud (acoBK (YHAKOBKH) JIEKapCTBEHHBIX IpeNapaTroB BO BTOPUYHYIO
(mOTpeOUTENBCKYIO) YIIAaKOBKY M (MJIM) TPETUUYHYIO (TPaHCIIOPTHYIO) YIaKOBKY
(a IIpH ee OTCYTCTBHH - B HEPBHYHYIO YIIAKOBKY ) TeKAPCTBEHHBIX NIPENapaTOB:

HECOOTBETCTBUE JAHHBIX Bia/elblla KBAIM(PHUIIMPOBAHHOTO cepTuduKara
KI049a IIPOBEPKH 3JEKTPOHHOM NOAmHCcH (fanee - KBAIH(QULHAPOBAHHBIN
CepTU(HUKAT) MaHHBIM pPYKOBOAMTENS OpraHM3allMy, a TaKXe OTCYTCTBHE
CBEIEHUN O KBAIMQUIMPOBAHHOM CepTHU(UKATE, BBILAHHOM PYKOBOJMUTEIIO
OpraHu3alyy;
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OTCYTCTBHE CBEAECHWI O 3alHCAX B EAMHOM roCyapCTBEHHOM peecTpe
IOpUIUYECKUX JIULI;

OTCYTCTBHE CBEIE€HMIl O NEeUCTBYIOllelW mnuueH3uu B EnuHOM peectpe
JIMUEH3UN Ha IPOU3BOJCTBO JIEKAPCTBEHHBIX CPENICTB;

6) B OTHOUIEHMM JepXkaTelneil WKW BJalesblieB PErucTPalMOHHOIO
yIOCTOBEpPEHHUs (B cilydyae KOIZa JICKAPCTBEHHbBIM Mpenapar NpOU3BOAUTCA 3a
npenenamMu  Poccuiickod  ®Denmepauuu),  SBASIOIIMXCS  OpraHUA3ALUSIMH,
NPU3HABAEMBIMU HAJIOTOBBIMM pe3uzeHTaMu Poccuiickoil @enepanuu  Hid
WHJVBULYAJIbHBIMHA TPEANPUHUMATENSAMU W HE MMEIOIIMMH JIMIEH3UN Ha
MIPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB, JHUIIEH3WM Ha (hapMaleBTUYECKYIO
NEeSATEIbHOCTh (BKJIHOYAs ONTOBYI0O M PO3HUYHYIO TOPTOBIIO JIEKAPCTBEHHBIMU
CpeACTBaMU) U JULEH3UU Ha MEAULIMHCKYIO AESITEIbHOCTD:

HECOOTBETCTBHE [aHHBIX Biajeliblia KBATU(ULIMPOBAHHOIO cepTUdHUKaTa
JaHHBIM PYKOBOAUTEIS Oopra’usaluu WU VHABUyaJIbHOTO
npelIpUHUMATENst,  OTCYTCTBUE  CBEIEGHUH O  KBIM(HUUUPOBAHHOM
cepTu(dUKaTe, BBIIAHHOM PYKOBOAMTEIIO OpTaHU3alMK U WHAUBUIYATLHOMY
npeAIpUHAMATEIIO;

OTCYTCTBHE CBEACHHH O 3amucsix B EIMHOM rocyllapCTBEHHOM peecTpe
IOpUJIHUYECKUX UL WM EQUHOM rocylapCTBEHHOM peecTpe UHIAUBUAYIbHBIX
npealpuHAMAaTeNe;

HaJIM4YME pacXOXIECHHH MexAy uHbopManueld, MOperycCMOTPEeHHOM
3asiBJICHUEM, IIPEJICTABJIEHHBIM B COOTBETCTBHUM C ab3alleM INEeCThIM MyHKTa 24
Hacrosimiero llonoxxeHusi, M CBEACHUSIMU, MPEACTABICHHBIMU B CHUCTEMY
MOHUTOPHHTA;

B) B OTHOILLEHWHW WHOCTPAHHBIX OpraHu3alyii, Jepxarenei Win
BJIAAENbLEB  PErMCTPALUOHHOIO  YJAOCTOBEPEHMs, HE  IPU3HABAEMBIX
HaJIOrOBBIMM  pe3uneHTamu Poccuiickoit @enepalliM W HE  HUMEIOIIUX
NpeACTaBUTENLCTB Ha TeppuTOpuM Poccuiickoit @Pexepauuu, - Haludue
pacxoxAeHud Mexay uHbopMalueH, NpelyCMOTPEeHHOU  3asiBICHHEM,
NpeACTaBIeHHBIM B COOTBETCTBUH C a03alieM CelbMbIM IMYHKTa 25 HACTOSIIETO
[Tonoxxenus, U CBEEHUSIMU, NPEACTABICHHBIMUA B CUCTEMY MOHUTOPUHTA;

I) B OTHOILUEHWU TNPEICTABUTENBCTB HMHOCTPAHHBIX OpraHU3alldid Ha
tepputopun  Poccuiickort  ®enepaumy, SBISIOMMXCA JAEpPXKATEISIMU - WK
BJIAJIEIbLIAMH PETUCTPALIMOHHOIO YAOCTOBEPEHUS:

HECOOTBETCTBUE JaHHBIX Biafenbla KBaJu(UIMPOBaHHOIO cepTudUKaTa
NAaHHBIM PYKOBOIUTENsS NpPeNCTaBUTENbLCTBA, a TAK)KE€ OTCYTCTBHE CBENCHUH O

KBaJTU(ULIMPOBAHHOM cepTuduUkare, BBIJIaHHOM PYKOBOJTUTEITIO
NpeaCTaBUTENbCTBA;
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OTCYTCTBHE CBEICHHH O 3amuciX B TOCYJapCTBEHHOM peecTpe
aKKpeIUTOBAaHHBIX (PHIIMATIOB, TIPEACTABUTENILCTB MHOCTPAHHBIX HOPUIUIECKUX
JIMI,

HallH4ue pacxXOXACHWH Mexay uHbopMmauued, IIperyCMOTPEeHHON
3asiBJICHHEM, MPEACTaBICHHBIM B COOTBETCTBUM C a03alleM LIECThIM IMyHKTa 24
Hactosmiero [lojoxeHus, W CBEIEHWSIMH, IPENCTABIEHHBIMHU B CHCTEMY
MOHHMTOpUHTa (IJI1 TNPEACTaBUTENBCTB HHOCTPAaHHBIX OpraHM3alMid  Ha
tepputopunt  Poccuiickoit ®enepanyiy, SBAAIOIMXCS [JEpXKaTeNsMU WU
BJIaJIe/IbLIAMH PETUCTPALIMOHHOIO YJOCTOBEPEHHSI M He UMEIOLIMX JIUIEH3UH Ha
IPOM3BOJCTBO JIEKAPCTBEHHBIX CPENCTB, JHULEH3MH Ha (PapMalleBTHUECKYIO
NEeATENBHOCTh (BKJIIOUAs ONTOBYIO U PO3HUYHYIO TOPrOBIIO JIEKAPCTBEHHBIMHU
CpencTBaMu) U IMUEH3UM Ha METMLIMHCKYIO IS TEIbHOCTD);

1) B OTHOIIEHUHM OpraHU3aldid ONTOBOH TOPTOBIU JIEKAPCTBEHHBIMU
npernaparaMd, — OpraHH3aldidi  pPO3HUYHOHM  TOPrOBJM  JIEKapCTBEHHBIMHU
npernapaTamy, MEANIMHCKUX opraHuzanui 7 UHAUBUAYATbHBIX
npeanpuHUMaTeNei:

HECOOTBETCTBHE JIaHHBIX BjIafieliblia KBATU(GUIMPOBAHHOTO cepTUdHUKaTa
JAHHBIM PYKOBOJUTENISI OpraHW3allid, a TakKXe OTCYTCTBHE CBEACHHH O
KBATU(HUIIMPOBAHHOM CEPTU(HKATE, BEIIAHHOM PYKOBOJUTENIO OpPraHU3aliHy;

OTCYTCTBHE CBEACHHH O 3amucsix B EXMHOM rocynapcTBEHHOM peecTpe
IOpUAMYECKUX JIUI] WM EQMHOM rocynapcTBEHHOM peecTpe WHIUBHUAYalbHBIX
NpealpuHUMaTeNe;

OTCYTCTBHME CBEJeHHH O neicTBylollel JuileH3uu B EnnHoMm peectpe
JMULEH3UH HA METUIIUHCKYIO U (DapMaleBTUYECKYIO HESITeIbHOCTb.

28. Ilo pe3ynapTaTtaM peructpaiuuu cyobekTa oOpallieHus JIeKapCTBEHHBIX
CPeNCTB B CUCTEME MOHUTOPUHTA U MPEelOCTaBIeHUH eMy JIMYHOro KabuHeTa Ha
aZpec JJIEKTPOHHOM MOYTHI, YKa3aHHBIM IpH rojgave CBEIEHUMH, ornepaTopoM
CHUCTEMBbl MOHMTOpPMHTa C  MCIOJB30BaHWEM  (YHKLHOHANA  CUCTEMBI
MOHHMTOpPHHIA OTMpPaBIAETCS COOTBETCTBYIOIlee yBeaoMmieHue. [Ipu s3tom
MOBTOPHOE UCIOJB30BaHUE OJIHOTO M TOrO e ajpeca JEKTPOHHOM MOYTHI SIS
perucTpalliil  JUYHBIX KaOMHETOB pa3lM4HbIX CyOBEKTOB  oOpalieHus
JIeKapCTBEHHBIX MIPENapaToB HEe HOIYCKaeTCsl.

29. CyObekT oOpallleHHuss JIeKapCTBEHHBIX  CpPENCTB,  IMOJYYUBLIMH
yBeJAOMJICHHE O PpETrucTpalldd B CHCTEME€ MOHHMTOPHHIA, NpH aKTUBAIUU
GyHKIME JUYHOrO KabOMHeTa BHOCUT B CUCTEMY MOHHTOPHHIA IepeyeHb
aZpecoB MECT OCYUIECTBJICHHUS ACATEJIBHOCTH IyTeM BBIOOpa TaKoro azapeca
U3 aJ[pecoB, YKa3aHHBIX B JIMLEH3HUSIX Ha IPOU3BOACTBO JIEKAPCTBEHHBIX
CpPEeINCTB, NHMLIEH3UAX Ha (apMalleBTUUECKYIO JeATENbHOCTh (BKJIIOYasi ONTOBYIO
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¥ PO3HUYHYIO TOPTOBIIO JIEKAPCTBEHHBIMM CpPEACTBAaMH) M JHLEH3UIX Ha
MEJUIIMHCKYIO NesATeIbHOCTh, 4 TaKXke IepedeHb aapecoB (apMaleBTHYECKHX
CKJIaJI0B (IIpY HATUYUU YKa3aHHBIX JTUIIEH3UHN ).

CybmpekT obpaltieHns TeKapcTBEHHBIX CPEACTB - AepaKaTellb WU BlaJleel
PETUCTPAallMOHHOTO  YAOCTOBEPEHUS  IIPOU3BEAECHHOIO BHE  TEPPUTOPHH
Poccuiickoit =~ @enmepanuu  JIEKapCTBEHHOTO  Ipemapara U (MJIHM)  €ro
[IpEICTaBUTENBCTBO Ha Tepputopur Poccuiickoii dDenepanuu, IOJIy4UBIINE
yBEIOMJIEHHE O pErucTpaldM B CHCTEME MOHHUTOPHHIZ, BHOCSAT B CHCTEMY
MOHUTOPHHIA UHpOpMAITIIO 0 IPOU3BOJCTBEHHBIX IIoIanKax,
OCYIIECTBISIIOIIMX  NPOU3BOJACTBEHHYIO  CTaJul0  (acoBKM  (YIIAaKOBKH)
JIEKapCTBEHHBIX [PenapaToB BO BTOPUYHYIO (IOTPEOWTENBCKYIO) YIIAaKOBKY
JIEKapCTBEHHOIO Ipernapara (a Npu €€ OTCYTCTBHUU - B NEPBUYHYIO YIAKOBKY
JIEKapCTBEHHOI'O IIpernapara) M IPOU3BOJACTBEHHYIO CTAIHWIO BBIITYCKAIOLIEro
KOHTpOJISL Ka4eCcTBa.

30.Ilepenaua cBeneHMM CyObeKkTaMH oOOpalleHHs JEKApCTBEHHBIX
CPEICTB B CHCTEMY MOHHMTOPHHIA OCYIIECTBISIETCS Ha OCHOBE pa3paboTaHHBIX
MH(OPMAIMOHHBIX 3JIEKTPOHHBIX CEPBUCOB OIIEpaTOPOM CUCTEMBI MOHUTOPHHIA
C KCIOJB30BAaHWEM CTaHAAPTHBIX NIPOTOKOJIOB U HHTEP(EHCOB 3IEKTPOHHOTO
B3aUMOJIEHCTBHS.

ABropuzanus cyObeKTOB oOpallleHuss JIeKapCTBEHHBIX CpPEACTB -
OpraHM3alMi, IpU3HABAaeMbIX HAJIOTOBBIMM  pe3ufieHTaMu Poccuiickoi
Qenepauyy, HHAMBUAYAIBHBIX NpellpUHUMATENe U NpPeICTaBUTEILCTB
VHOCTPAaHHBIX OpraHu3anuii Ha Tepputopun Poccuiickoil ®enepanuy,
ABJSIIOIIMXCS  JAepKarelssMHM  WAIM  BJAJENbL@MHM  PETUCTPAllMOHHOTO
YAOCTOBEPEHHUS, B CHCTEME MOHUTOPHUHIA OCYIIECTBISIETCS I[IOCPEACTBOM
HCII0JIb30BaHNs KBATUPUIPOBAHHOTO cepTU(UKATA.

ABTOpu3anusi CyOBEKTOB OOpallleHust JI€KapCTBEHHBIX CPEICTB -
MHOCTPAHHBIX OpPraHU3alU{, SBISIOLIMXCS [epXKaTelsIMH WIM BIAJEIbLaMH
PErHCTPALlMOHHOIO  YJOCTOBEPEHMS, HE  IPU3HABAEMBIX  HAJIOTOBBIMH
pesunenTaMu Poccuiickoit ®Denepaiuy ¥ He MMEIOIIMX MPEACTABUTEIBCTB Ha
teppuropu  Poccuiicko ~— @enepanyu, B~ CHCTEME  MOHHMTOpHMHIA
OCYILECTBJISIETCS  IIOCPEACTBOM  MCIIOJIB30BAHHUS  IIPOCTOM  3JIEKTPOHHOM
IIOAITHCH.

31. Ceegenus, nepenaBaeMble B CUCTEMY MOHUTOPHUHIA, (OPMUPYIOTCS U
IpeACTaBIAIOTCS B (QopMe 3IEeKTPOHHBIX JOKYMEHTOB, HOANMCAHHBIX
YCHJIEHHOM KBaJW(UIHMPOBAaHHON 3JIEKTPOHHON IOIINHUCHIO, 33 HCKIIOYEHHEM
CIIy4aeB, IPeIyCMOTPEHHBIX ad3aiaMi BTOPHIM - IIECTHIM HACTOSIIIETO ITyHKTA.
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He mnoxamuceiBaroTCsl YCWICHHONH KBaJIU(QUIIMPOBAHHOH 3JEKTPOHHOMN
IIOAITUCHIO:

CBEIEHHs O PO3HHYHOM TOProBJ€ JIEKAPCTBEHHBIMH IIpenapaTaMu,
[iepeaBacMble cyOBpeKTamMu obpamieHyss  JeKapCTBEHHBIX CPEICTB
B DJIEKTPOHHOH (opMe B cocTaBe (PUCKAIBHBIX JOKYMEHTOB B COOTBETCTBHUH
¢ 3akoHogartenscTBoM Poccuiickodt ®Penepaunyvi 0 MPUMEHEHUH KOHTPOJIBHO-
KaCCOBOM TEXHUKHU;

CBElleHUs O BEIBOAE U3 000poTa JIEKapCTBEHHBIX IPENapaTos,
nepeaBacMble cyOBeKTaMU oOpallleHusl  JIEKapCTBEHHBIX  CPEACTB
B DJIEKTPOHHONH (popMe C HCIIONB30BAHHEM PETHCTPATOPOB BBIOBITHS WU
KOHTPOJIBHO-KAaCCOBOM TEXHUKH (NIpU OTIyCKe OECIUIaTHO WIM CO CKHUIKOH
JIEKapCTBEHHBIX IIPENapaToB IO PELENTy Ha JEeKapCTBEHHBIE IperapaThl);

CBEACHUs, IlepefaBaeMble CyObeKTaMH OOpallleHUs JeKapCTBEHHBIX
CPELCTB B 3JIEKTPOHHOM (opMe C MCIOIB30BAaHUEM YCTPOUCTB PErHCTpaLAH
SMUCCHUH;

CBEIEHHMs, IIepelaBacMble B COOTBETCTBUM ¢ HacrosanwuM llonoxxeHuem
OpraHM3alsMH - cyOBeKTamMu oOpalneHus JeKapCTBEHHBIX CPEICTB,
HE ABJISIOLIMMUCS OpraHU3alUsIMU, IPU3HABaEMbIMU HaJOTOBBIMU PE3UICHTaMHI
Poccuiickoit @enepamnuu.

32.Ilepemaya cBeAeHUM B CHCTEMY MOHHUTOPHUHIA OCYILECTBISETCS
IIOCPENCTBOM HaIlpaBJICHMS ¢aiiios dbopmara, COIIaCOBaHHOIO
c MunucTEpCTBOM 3ApaBOOXPaHEHUs Poccuiickoi Oenepanuu
U pa3MEeIIeHHOIO OllepaTOpOM CHCTEMBl MOHUTOPHUHra B HH(POPMAIMOHHO-
TeJEKOMMYHUKaIIMOHHOH ceTu "MHTepHeT" Ha ero oduiinaibsHOM caiTe.

Jlatoll npencTaBieHUs CBENEHMM B CHUCTEMY MOHUTOPHUHIA CUUTACTCS
nata, 3aUKCUpOBaHHAs B KBUTAHIIMM O NIpHeMe CBeAeHUH, GopMUpYyEeMOU TIpH
UX (UKcaly B CUCTEME MOHUTOPUHTA B GOopMe 3JIEKTPOHHOTO TOKYMEHTA.

IlpencraBnenne cBeNEHWH B CHCTEMYy MOHHUTOPUHIA CYOBEKTOM
oOpalieHuss JIEKapCTBEHHBIX CpPEACTB IIPH  OCYINECTBICHHM  ONeparui
C JIEKapCTBEHHBIM IIpENapaToM OCYLIECTBIIETCS IOCIENOBAaTENBHO, 3a
HCKJIIOYEHHEM  ClIy4yaeB, IIpeIyCMOTpPEHHBIX HacrosmuM [lonoxenuem.
IIpm 3TOoM cBeleHHs 00 OdepeNHOM oliepallid C JIEKapCTBEHHBIM IIperapaToM
IepefaroTcs IocCNie MOJy4YeHUs CcyObeKTamMu oOpalleHus JeKapCTBEHHBIX
CpPEACTB IOATBEPXKIEHUS 00 ycremHol o6paboTke CHUCTEMOM MOHUTOpPHHTA
CBEIeHUH O NpeabIAyIIel ollepalyy C JJEeKapCTBEHHBIM IIpenapaToMm.

33.Ilpy onucaHMM JIEKapCTBEHHBIX IpENapaToB BHECEHHE CBEIAEHUU B
MHGOPMALMOHHBINA pecypc, obecneurnBalonuil y4eT U XpaHeHue JO0CTOBEPHBIX
JAaHHBIX O TOBAapax HO COOTBETCTBYIOWIEH TOBAapHON HOMEHKIIATypE, U CUCTEMY
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MOHHTOPHMHTA OCYIIECTBISIETCS CIeAyIOIIMMH CcyObekTamMu  oOpallleHHs
JI€KapCTBEHHBIX CPEICTB: |

B Clydae IIPOM3BOJACTBA JIEKAPCTBEHHBIX IIpemapaToB B Poccuiickoit
Denepanyy - NPOU3BOAUTEISIMHU JIEKAPCTBEHHBIX CPEACTB, OCYIIECTBIAIOIMMU
3aBeplleHne NTPOU3BOACTBEHHON cTaaud (acoBKHU (YNAKOBKH) JIEKAPCTBEHHBIX
IpernapaToB BO BTOPHYHYIO (NIIOTPEOHUTENBCKYIO) YIAKOBKY JIEKapCTBEHHOIO
npeniapara (a IIpU €€ OTCYTCTBHM - B NEPBHYHYIO YIIAKOBKY JIEKAPCTBEHHOIO
Ipeniapara);

B ciydae IMPOM3BOJACTBA JIEKAPCTBEHHBIX I[IPENapaToB 3a MpeAernaMu
tepputopuu Poccuiickoit @enepaiy (B ciydae HHOCTPAHHOTO IIPOU3BOJACTBA) -
JepXKaTeISMA WM BlalelbllaMi pPerucTpallMOHHOIO YAOCTOBEPEHUs U (MIIN)
UX TIpeACTaBUTENbCTBAMM Ha Tepputopun Poccuiickont ®Penepanuu wim
YIOJHOMOYEHHBIMHU [IPEACTABUTEISIMHU.

IlepeyeHb CBeJEHMH, OPEACTABISEMBIX TIPU OMMCAHUHU JIEKAPCTBEHHBIX
npernapatoB  cyObeKTamMu  OOpallleHusT  JIeKapCTBEHHBIX  CPEICTB B
WHGOPMAIIMOHHBIA pecypc, oOeclednBaroIui y4eT U XpaHeHUe JOCTOBEPHBIX
JaHHBIX O TOBapax I10 COOTBETCTBYIOIIEH TOBapHON HOMEHKIAaType, IpUBeAeH B
npunoxenuu Ne 2.

Cy6bexThl oOpallleHUsl JIeKapCTBEHHBIX CPENCTB, YKa3aHHble B ab3ariax
BTOPOM M TPEThEM HACTOALIEr0 IIyHKTa, PErUCTPUPYIOT JIEKapCTBEHHEIE
mperapatel B CHCTEME MOHUTOPHHIa Ha OCHOBAaHWM JJIEKTPOHHOHM 3asBKH,
COIepKallei:

r7106aTbHBIA UEeHTU(GUKAITMOHHBINA HOMep TOProBOM €IMHUIIB;

HOMEp PpErucTpalliOHHOIO YIOCTOBEpEHHs M JaTy perucTpanuu
JIeKapCTBEHHOIO IIpenapara B roCyJapCTBEHHOM peecTpe JEKapCTBEHHBIX
CpEeACTB.

O6paboTKa NOJYy4YEHHBIX CBEACHHUH OCYIIECTBISAETCS B aBTOMaTHUYECKOM
pexuMe myTeM (GOpMHpOBaHMS 3alIpoca Ha [OJNydeHHE  CBeJIeHUH
0 JJeKapCTBEHHOM IIperapaTe W3 €IWHOW rocylapCTBEHHON WHQOPMAIMOHHON
cucTeMbl B cdepe 3ApaBoOXpaHeHHs M UHGOPMAlMOHHOIO pecypca,
o0ecrieyrBaoIIero y4eT M XpaHeHHe NOCTOBEPHBIX NAHHBIX O TOBapax IIo
COOTBETCTBYIOIIEH TOBapHOM HOMEHKJIATYypeE.

34. CeneHus, NpeaCTaBIsieMble CyObeKTaMHu OOpaIleHus JeKapCTBeHHbIX
CpPEeICTB B CHCTEMY MOHHUTOpPHHIa IIpU BBOJE B OOOPOT JNEKapCTBEHHBIX
IpenapaToB, IPUBEIEHHI B ITpunoxeHuu Ne 3.

Cenenus, IpelacTaBlsieMble CyObeKTaMH OOpallleHHs JIeKapCTBeHHBIX
CpeICTB B CHUCTEMY MOHMTOPHHIA IIPU BBIBOJE M3 000OpOTa JEKapCTBEHHBIX
penapaToB, IPUBEIEHBI B IIpUNIOXeHUHU Ne 4.
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35.B pamkax BBOAa B 00OpOT JEKapCTBEHHBLIX IpenapaToB Ha
tepputopu  Poccuiickoit ®enepanuu, OPOU3BEACHHBIX Ha TEPPUTOPHH
Poccuiickoit ®epepammu, cyOBeKT oOpallleHus JeKapCTBEHHBIX CPE/CTB,
OCYLIECTBISAIOMUN (pacoBKy (YIakoBKY) JIEKapCTBEHHBIX IpENapaToB BO
BTOPUYHYIO (NIOTpeOHUTENbCKYI0) YNaKOBKY JIEKapCTBEHHOIO Ipelnapara
(B cmydae ee OTCYTCTBHUA - IIEPBHUYHYIO YIIAaKOBKY JIEKQpCTBEHHOTO Mperapara),
B TeueHUe 5 paboumx AHel C OaThl 3aBepHICHUsS MPOU3BOACTBEHHOM CTaguu
¢dacoBkr (YHakOBKH) JIEKapCTBEHHBIX IMperapaTroB, HO N0 IPEACTaBICHUS
CBEJICHUN O NalbHEHINMX ONepalyax C TAaKUMH JeKapCTBEHHBIMU IIpernaparaMu
IIpeACTaBIsIET B CHUCTEMY MOHUTOPUHra CBEICHHS, IPedyCMOTPEHHEBIS
myHKTOM 1 npunoxerust Ne 3 k Hacrosuiemy [lonoxenuro.

IIpn ocymecTBieHHH 0TOOpa 0OpasloB JIeKapCTBEHHOro IMperapara B
paMKax KOHTpPOJSA KadyecTBa NPOM3BEICHHOrO JIEKapCTBEHHOIO Ipernapara
cyOBeKkT oOpallleHuss IIeKapCTBEHHBIX CPeNCTB, OCYIIECTBISIIOIIMK 0TOOD
00pa3LoB JEKapCTBEHHOr'o Ipenapara, MpeJcTaBlseT B CUCTEMY MOHUTOpHHTIA
CBEJIEHUs, INpPEeNyCMOTpEHHBIE ITyHKTOM 2 mnpuioxenus No4 K HacTosIemy
[Tonoxenuro.

CybObexkT oOpalieHusT I€KapCTBEHHBIX CPEACTB, OCYMIECTBISIFOITHH
IIPOU3BOACTBEHHYIO CTaquio (acoBKU (YIAKOBKH) JIEKapCTBEHHBIX NperapaToB
BO BTOPHUYHYIO (IOTPEOUTENBCKYI0) YIMAaKOBKY JIEKapCTBEHHOI'O Ipemnapara (B
Cllydae €€ OTCYTCTBHS - IEPBUYHYIO YIIAaKOBKY JICKAPCTBEHHOTO Ipenapara), B
TeyeHHue 5 paboumx nHeM C JaThl 3aBepIlieHUs NPOW3BOACTBEHHOH CTaIuu
BBIIIyCKAIOLIEr0  KOHTPOJIA KauyecTBa JO IPEACTABIE€HHMS CBEAEHMA O
JalbHEHIINX  Olepalsix C BBEJICHHBIMH B  O0OpOT  JIeKapCTBEHHBIMHU
IpenaparaMy  IpeAcTaBisieT B~ CHUCTEMYy  MOHUTOPMHra  CBeJeHWUS,
IIpeayCMOTPEHHBIE MyHKTOM 2 npuioxxeHus Ne 3 x HacTtosiemy [lonoxeHuto.

36.B pamkax BBoJa B O00OpOT JIeKapCTBEHHBIX IIpenaparoB Ha
teppuropuu  Poccmiickoir ®Penepanun, NIpOU3BEASHHBIX 33 MpelienaMu
tepputropuu Pocculickonn ®Penepanuy, cyObekT oOpallleHHMs JeKapCTBEHHBIX
CPEACTB, SBISIOLIMACA NepXKaTeNeM WIM BlaJelblleM pPerucTpalroHHOrO
YAOCTOBEPEHUs, WK IIPEACTaBUTEILCTBO HHOCTPAHHON OpraHM3allMd Ha
tepputopuu  Poccuiickolt ®enepanuu, sBISIOIIEHcs — AepxaTeneM WU
BJIa/ICTIBLIEM PErHCTPAllUOHHOIO YJOCTOBepeHus, B TedeHue 20 pabouux nnHel
C JaThl 3aBeplIEHHS NPOU3BOACTBEHHOM CTaAMM BBITYCKAIOMIETO KOHTPOJIA
KadyecTBa HO IIPEACTABIEHUs CBEACHUN O MalIbHEMIINX oneparusx ¢ TaKuMHU
JIEKapCTBEHHBIMM IIperaparamMy IIPe/CTaBlIsSeT B CUCTeMY MOHHTOpPUHTA
CBElEHUs, NpPEedyCMOTPEHHBIE IyHKTOM 3 mnpmioxeHus Ne 3 k HacTosiemy
ITonoxenuro.
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37.B paMkKax BBO3a JEKapCTBEHHBIX IIpenaparoB B Pocculickyto
Denepaiuio cyObeKT oOOpallleHHs JeKapCTBEHHBIX CpEIACTB, SBIISIOIIUNCS
nepkaTeleM WIH BJIQAeNblEeM PpPETUCTPAlMOHHOTO YIOCTOBEPEHHUs, WIIH
MIPEICTABUTENHCTBO MHOCTPAHHON OpraHU3alliy Ha TeppuUTOopuM Poccuiickoin
Ddenepanuu, SBISIOMENCS OepXaTeleM WX BIAAENbIEM PErdCTPallMOHHOIO
yIOCTOBEpeHMs, B TeueHue 45 pabouux AHel ¢ JAaThl OTIPY3KH JIEKapCTBEHHBIX
npernapatoB B Poccuiickyro ®Pepepanuro A0 AOCTaBKM JIEKAPCTBEHHBIX
IpenapaToB B MECTO NPHOLITHS Ha TeppuTopuu Poccuiickoi Denepanuu u
NPENCTaBICHUST  CBENEHUN O  JalbHEeMIIMX  olepalusx ¢  TakKUMU
JIEKapCTBEHHBIMU IIpernapaTaMd NpeACTaBIsieT B CHUCTEMY MOHUTOPUHTA
CBEJICHUS, IpedyCMOTpPEHHble IIYHKTOM 4 mnpumnoxeHus Ne 3 Kk HacTosleMy
ITonoxenuro.

Cy6pekt oOpallieHHs JeKapCTBEHHBIX CPENCTB, OCYILECTBILIIOIIKAN BBO3
JIeKapCTBEHHBIX MpenapaTtoB B Poccuiickyio ®Penepannro, B TedeHue 5 paboyux
OHeH ¢ AaThl MOCTaBKM JIEKAPCTBEHHBIX IpenapaToB B MECTO NPHOBITHS Ha
teppuropun Poccuiickoit @enepanuu 10 MpeACTaBIEHUs CBEICHUHN O IPUHATUI
pelIeHusi TAMOXXEHHBIMU OpraHaMH O BBIITYCKE JIEKapCTBEHHBIX IIpEIapaToB ISt
BHYTPEHHETO NOTpeOJeHUs] NpelCTaBiIseT B CUCTEMY MOHUTOPMHIA CBEICHUS,
IpeayCMOTpeHHbIe MyHKTOM 5 npuioxeHus Ne 3 x HacrosmeMy [lonoxenuto.

- Tlpm coBepiueHHH TaMOXEHHBIX OIepaluii IpHU  TaMOXEHHOM
NEKIapUpOBAaHUY U IIOMEIIEHMH JIEKAPCTBEHHBIX MPENapaToB M0 TaMOXECHHYIO
npoueaypy BBIITYCKa JJisl BHYTPEHHETO MOTpeOIeHHs TaMOKEHHBII OpraH:

| 3aIpalliBaeT B CHUCTEME MOHUTOpDHHIA CBEAEHHI O CEpUMHOM
r100anbHOM MIEHTH(QUKAIMOHHOM HOMEpPE TOPTrOBOM €IWHHUIIEI WM IPYHIIIOBOM
KOJ€e TpYNIIOBOM YHAKOBKM, B KOTOPOM HAXOHUTCA TaKOM JIEKApCTBEHHBLIN
npenapar (B cIy4yae BBO3a IPyNIOBOM YIAKOBKH IEIUKOM ), TSl OCYIIECTBICHHS
CBEPKHM C JaHHBIMU, YKa3aHHBIMU B JICKJIapalli Ha JIEKApCTBEHHBIN [Ipenapar;
nepelaeT B CUCTEMY MOHUTOPHHTA JAaHHBIE O BBITYCKE JJIi BHYTPEHHETO
noTpebIeHus NeKapCTBEHHBIX [IpenapaTos.

Ilpy BHeceHMM W3MEHEHUN B CBEACHHUSA, yKa3aHHbIE B JEKJIapallid Ha
JeKapCTBEHHBIN IpemapaTr, B TeYeHue 5 paboyux AHEeW mocle BbIIycka s
BHYTpPEHHEro MoTpeOieHus JeKapCTBEHHOIO Ipernapara TaMOXKEHHBIA Opras
Ilepefnaer B CUCTeMY MOHUTOpPHUHIA CKOPPEKTHPOBaHHBIE [aHHBIE O
JIEKapCTBEHHOM IIpernapare.

Ilpn ocymecTBieHUH OTOOPOB OOPa3lOB JIEKAPCTBEHHBIX NPENapaToB B
30HE TaMOXEHHOIO KOHTPOJAd B LeNIX ITOATBEPXKACHUS COOTBETCTBUSA
JeKapCTBEHHBIX IIPENapaToB CyObEKT OOpalleHUs JEeKapCTBEHHBIX CPEACTB,
OCYIIECTBIISIIOIIIMM ~ BBO3  JIEKAPCTBEHHBIX IpemnapaToB B Poccuiickyro
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®eneparyto,  OpeAcTaBiAseT B CUCTEMY  MOHHUTOPHUHIa  CBEIEHHS,
IIpeIyCMOTPEHHEBIE [TyHKTOM 2 npuiokeHus Ne 4 k HacTtosmeMy [lostoxeHuro.

[Ipn nepenade mpaB COOCTBEHHOCTH B 30HE TaMOXEHHOT'O KOHTPOJS Ha
JEKapCTBEHHBIE MpenapaTsl, MNOMEIIeHHbIe IO TAMOXXEHHYIO IIPOLEXypY
TAMOXEHHOTO  CKJIaZa, CyOBeKT oOOpalleHus JeKapCTBEHHBIX CPEICTB,
OCYIIECTBJISIIONIMM  BBO3  JIGKAPCTBEHHBIX IpenapaToB B  PocCHICKyIO
Odenepanuto, B TedeHWe S5 paboumx gHeH ¢ gaThl  0QOpMIIEHHS
COOTBETCTBYIOIIMX JOKYMEHTOB O TIiepefade TIpaBa COOCTBEHHOCTH Ha
JEeKapCTBEHHBIE IIpENapaThl [0 MNPEACTaBICHUS CBEICHWN O JalbHEHIHNX
omepamusix C JIeKapCTBEHHBIMH IpenapaTaMy IIpeACTaBlseT B CHUCTEMY
MOHUTOPHHTA CBEIECHHUS, HNpPEAyCMOTPEHHBIE ITYHKTOM 6 mpmioxeHus Ne3
K Hactosemy [lonoxenuro.

[Ipu 3TOM CyOBEKT OOpalleHus JIeKapCTBeHHBIX CPEJICTB, KOTOPOMY
OCyLIeCTBJIeHa Iiepefiada IpaB COOCTBEHHOCTH Ha JIeKapCTBEHHBIH HOpenapar,
MOMELIEHHBIM 10 TaMOXXEHHYIO IIpOoleAypy TaMOXXEHHOro cKiaja, B TEYeHUe
5 pabounx paHel ¢ nOaThl OQOPMIIEHMS COOTBETCTBYIOIIMX JOKYMEHTOB O
nepeaaye npasa COOCTBEHHOCTH Ha JIEKAPCTBEHHBIH IIperapaTr U perucTpaii B
CHUCTEME MOHUTOpPHHIA CBENEHHUH O IEepelaHHBIX JIEKapCTBEHHBIX IIpemapaTax
10 OpelCTaBlIeHUsl CBEACHUN O NalbHEWININX ONepalysX C JeKapCTBEHHBIMH
npernapataMi HOATBEP)KAAeT [TOCTOBEPHOCTh CBEAEHUW, cOAep)Kalluxcsl B
CHCTeME€ MOHUTOPHHIA, O MNPUHUMAaEeMBIX JIEKapCTBEHHBIX IIpernaparax IIyTeM
IIpEACTaBIEHNUs] CBEIEHHM B CHCTEeMY MOHHUTOPUHIA, M[pPeIyCMOTPEHHBIX
nyHKTOM 7 nipuioxxkeHus Ne 3 k Hactosmiemy [lonoxeHuro.

[Ipy mepeMellleHUM JIEKAPCTBEHHBIX [MpENaparoB MexXAy 30HaMHU
TaMOXEHHOr0 KOHTPOJIs CyOBEKT oOpalieHusl JIeKapCTBEHHBIX CPE/CTB,
OCYIIECTBIISIIOIIMI  BBO3  JIGKAPCTBEHHBIX IIpenapatoB B  Poccuiickyio
Oenepanno, UMM CyOBEKT OOpallleHHs JIEKAPCTBEHHBIX CPEACTB, KOTOPOMY
OCYILIECTBJIEeHa Iiepefadya IIpaB COOCTBEHHOCTH Ha JIEKapCTBEHHBIM Ipemnapar,
[IOMEIIEHHBIN 10l TAMOXEHHYIO IIpOIeypy TaMOKEHHOIO CKJala, B TeYEHUE
5 paboumx OHell ¢ AaThl TaKOro IepeMelleHHs OO0 IPeNCTaBIeHUs CBeJICHUM
O JIBHEMIIMX ONepalusx C JIEKapCTBEHHBIM IIpenaparoM NpPeACTaBiseT B
CHUCTEMY MOHHMTOPHHIA CBEJIEHHMS, NPEAYyCMOTPEHHBIE ITYHKTOM 8 MPUIIOKEHUS
Ne 3 k nacrosmemy [lonoxenuto.

Cy6pexT obpallleHHs JeKapCTBEeHHBIX CPEACTB, OCYIIECTBISIOIIMNA BBO3
JIeKapCTBEHHBIX IIpenapaTtos B Poccuiickyio ®enepannio, B TeyeHue 5 pabounx
OHEeH C [JaTel pElIeHHs O BBITYCKE JIEKAPCTBEHHBIX IMpenapaToB IS
BHYTPEHHETO IOTpeONeHUs], IIPHUHATOTO TaMOXXCHHBIMU OpraHaMH, [0
NpeACTaBIEHNs CBEHCHUN O JAJBHEHIINX Ollepalusx C JIeKapCTBEHHBIMU
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npernapaTaMM  I[peACTaBlgeT B CUCTEMY  MOHMTOPUHIA  CBEAECHUS,
IpEe1yCMOTpEHHBIE ITyHKTOM 9 mpuinoxxeHus Ne 3 x Hactosuiemy [lonoxenuso.

Ilpn nepemelueHny JIEKApCTBEHHBIX IpenapaToB U3 30HBI TAMOXXEHHOTO
KOHTpOJISI cyOBeKkT obpallleHus JeKapCTBEHHBIX CPEACTB, OCYINECTBIISIOLIMM
BBO3 JIeKApCTBEHHKIX IpenapatoB B Poccuiickyro ®efepalldio, HIH CY6HEKT
oOpalleHus JIeKapCTBEeHHBIX CPENICTB, KOTOPOMY OCYIIeCTBJeHa Mepenadya npas
cOOCTBEHHOCTH Ha JIEKApPCTBEHHBIC MpelapaThl, IOMECTUBIIMHI JeKapCTBEHHEIE
IperapaThbl I10J TaMOXEHHYK NpPOLEeAYpPY TaMOXEHHOI'O CKiaja, B TEUEeHHUE
5 pabounx [HEH ¢ [JaTEl  TIpUEMKM JIEKapCTBEHHBIX IMpernaparoB Ha
(dapmaneBTHUECKUR CKIIaJ] U 3aBepIIeHUs TaMOXXEHHOM ITpoleAyphl BBITyCKa
TOBapa Ji BHYTpPeHHero moTpeOieHus (MM C AaTbl PELIEHUS O BBITYCKE
JeKapCTBEHHBIX [IpenapaToB IS BHYTPEHHEro NOTpeOJeHus, IPHUHITOrO
TaMO>XCHHBIMU OpTraHaMHM, IIpU OPUMEHEHUM MpOLENyphbl YCIOBHOI'O BBIIyCKa
TOBapOB) [0 IIPEACTaBIEHUS CBEICHMM O JaJbHEHIIMX  Ollepanusx
C JEKapCTBEHHBIMH IIperaparamMd MpeNCTaBIIeT B CHUCTEMY MOHMTOPHHIA
CBeleHUs, NpexycMoTpeHHble NyHKTOM 10 mpuimoxenus Ne3 Kk Hacrosfiemy
[Tonoxenuro.

38.B pamkax BBO3a JIeKApCTBEHHBIX IIPENapaToB B PoccuiicKylo
Qenepalio U3 rocylapcTB - 4jIeHOB EBpa3MIICKOrO 3KOHOMHYECKOIO COK3a
cyOBeKT oOpallleHHs JTeKapCTBEHHBIX CPEICTB, SBISIOMIMNCS Aep)KaTelleM WK
BlIaJICJIBLIEM PErUCTPAIIMOHHOTO YAOCTOBEPEHMS, WU IIPEICTAaBUTEIHCTBO
MHOCTPaHHOM opraHMsauuu Ha Tepputopun Poccuiickoii ®enepanny,
SABIAIOLIEHCS IepaKaTelieM WIM BllaJeNbleM PerUCTPaliOHHOIO YAOCTOBEPEHUS,
B TedeHHe 5 pabouux IOHeH ¢ JaThl OTIPY3KH JIeKapCTBEHHBIX IIPENapaToB B
Poccutickyro ®enepanuio [0 TMpeACTaBICHHS CBEIEHUH O JaIbHEHINIHX
omepauusx ¢ TaKUMH JIEKAPCTBEHHBIMHU IpernapaTaMy [PEeACTaBIsIeT B CUCTEMY
MOHHUTOpPHHIA CBEACHUS, IIpelycMOTpeHHble MyHKTOM 11 mpunoxenus Ne 3 x
Hacrosuemy [lonoxenuto.

Cy0Obexkt oOpamieHnss JeKapCTBEHHBIX CPEICTB, OCYIIECTBIISIOLTIH
IIpUEMKY Ha ¢dapManeBTUYeCKUH CKIIaJ JIEKApCTBEHHBIX MperapaTtoB IMPU BBO3E
B Poccumiickyro @enepanuro w#3 TroCyJapcTB - wWIEHOB EBpa3uiickoro
HSKOHOMHYECKOIO CO3a, B TedeHHWe S pabodymx JHEH C [OaThl NOpUEMKH
JIEKApCTBEHHBIX IIpENapaToB M0 IPEeICTaBJIECHHUS CBEIECHUH O JalbHEHINNUX
ollepalusX ¢ TaKMMHU JICKAPCTBEHHBIMHU IpenapaTaMu IIPELCTaBIsIeT B CUCTEMY
MOHUTOpPUHTA CBEIEHHUs, NPEeTyCMOTpPEHHBIE IYHKTOM 12 mnpunoxeHus Ne 3
K HactoseMy [lonoxenuto.

[Ipu ocymecTBieHUH BBoja B 0OOpOT JIEKapCTBEHHBIX IIpENapaToB Ha
tepputopun Poccuiickoii @Penepaliud B paMKax BBO3a JIEKAPCTBEHHBIX
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npenaparoB B Pocculickyto @enepaluro U3 rocyaapcTs - 4wieHoB EBpasuiickoro
PKOHOMHYECKOTO COI03a CYOBEKT OOpalleHus JIEKapCTBEHHBIX CPEICTB,
OCYIIECTBIISIFOIMI MPUEMKY Ha (apMaleBTUYECKUH CKJIa[ JIEKapCTBEHHBIX
npemnapaTtoB, B TedeHHE S5 paboumx AHEH ¢ JaThl MOJYUECHHS JTOKYMEHTOB
O TIOATBEPXXACHUU COOTBETCTBUS MNPOAYKLHMU [0 IPEACTABICHUS CBEICHUH
O JaNbHEWIIUX OIlepalusXx C TaKdMM JIeKapCTBEHHBIMHU TMpernaparaMu
nNpeiCTaBiIsieT B CHCTEMY MOHUTOPMHra CBEICHUSA, MpPETyCMOTPEHHbIE
nyHkToM 13 npusnoxxenust Ne 3 k Hacrosiuiemy [lonoxenuro.

39. CBenenust, npeacTaBisieMble CyObeKTaMi OOpallleHHs JIeKapCTBEHHBIX
CPEIICTB B CUCTEMY MOHHMTOPHHIA MPU OCYILECTBICHUU ONepauui ¢ rpynmnoBou
yIaKOBKOH, TIpUBE/IeHbI B IpUiioxeHun Ne 5.

40.TIpn  oOCyIIECTBIICHHMH  arperupoBaHusi  CcyObeKT  obpaiieHus
JIEKapCTBEHHBIX CPEJICTB HAHOCUT Ha TPETUYHYIO (TPAHCHOPTHYIO) YMaKOBKY
JIEKaQpCTBEHHOI0 IIpernapara TCpyINIoOBOH KOA W MPEACTaBlisIeT B CHCTEMY
MOHUTOPHHTA CBEIEHHs, MNpelyCMOTpeHHble MyHKTOM | mnpuioxenus Ne 5
Kk Hactosimiemy [lonoxeHuto, A0 mOpencTaBieHUS CBEASHUN O AaJIbHEUIIHX
oTepalusx C TAKUM JIEKAPCTBEHHBIM MPENapaToM.

41.Tlpn pachopMHpPOBaHMHM TPETHYHOU (TPAHCMOPTHOMN) YIaKOBKH
JeKapCTBEHHOTO  Ipenapara,  HM3BATHH  JICKAPCTBEHHBIX  MpernapaToB
U3 TPETUYHON  (TpAaHCIOPTHOM) yMakOBKM  JIEKAPCTBEHHOro  Mpernapara,
NOTOTHUTENIEHOM BJIOKEHHM JIEKQpPCTBEHHBIX [pPENapaToB B TPETHYHYIO
(TpaHCIIOPTHYI) YIAKOBKY JIEKapCTBEHHOI'O mpenapara cyObeKT oOpaineHus
JIEKapCTBEHHBIX CPEICTB IUIS JICKAPCTBEHHBIX IpENapaTroB, HAXOMSIIMXCS Ha
tepputopun Poccuiickoit denepanuy, B TedeHue 5 pabouux AHEH WU IJIA
JIEKapCTBEHHBIX IIPENapaToB, HaxOJALIMXCAd 3a I[pelejaMd TEepPUTOPUU
Poccuiickoii  ®enepauuu, B Teuenne 20 pabouumx aHed ¢ AaThl
COOTBETCTBYIOLIEH ONlepalliy C JE€KapCTBEHHBIMU MpernapaTaMy WKW TPETUIHON
(TpaHCIIOPTHOM) YIIaKOBKOM JIEKapCTBEHHOTrO Mpenapara, Ho 0 MpelcTaBlIeHAs
CBEJEHHH O JaJbHEHUIINX ONepanusax ¢ TAaKUMH JIEKAPCTBEHHBIMHU TpernapaTaMu
WIA TPETUYHOH (TPaHCHOPTHOM) YHNAKOBKOM JIEKapCTBEHHOIO IIpernapara,
NpEeACTaBNISAIOT B CUCTEMY MOHUTOPUHIA CBEACHHS, MpPedyCMOTPEHHBIE
nyHkTaMu 2 - 4 npunoxeHus Ne 5 k Hacrosuemy [onoxenuto.

42. CBeneHus, IpeAcTaBisieMble CyObeKTaMi 00palleHHs JIeKapCTBEHHBIX
CpEICTB B CUCTEMY MOHUTOPHUHIa NpU 0OOpOTE M BHYTPEHHEM TMepeMelleHU!
JIeKapCTBEHHBIX MPenapaToB, IPUBEACHBI B IpUI0KeHUU Ne 6.

43. CyOBpeKkT oOpallleHUs] JIeKapCTBEHHBIX CPENCTB, OCYIIECTBIISIONIMA
nepeMeleHe  JIEKapCTBEHHBIX  IIPENnapaTtoB  MEXAYy  aJpecaMd  MecT
OCYLIECTBICHUS AEATEIBHOCTH COTJIACHO JHUIEH3UU (C yUYeTOM TaKMX BHUIOB
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NeSATEeNBbHOCTH, KaK IPOU3BOACTBO JIEKapCTBEHHBIX CpPEeACTB "
¢dapmaneBTHYECKas ACATEABHOCTh) U (MJIM) (papMaleBTUUECKUMU CKJIallaMH, B
TedeHne 5 padouux AHeH ¢ (HakTHIeCKOW AaThl MepeMelleHUsl JeKapCTBEHHBIX
npenaparoB 10 NPEACTABIEHUs CBEAEHUN O NallbHEMIIUX ONepalusixX ¢ TAKUMH
JEKapCTBEHHBIMU  IIpenaparamMy  IpeACTaBIseT B CACTEMY MOHUTOpPHUHIA
CBeJeHus, MpeayCMOTpeHHble TMyHKToM | mpunoxeHuss Ne 6 Kk Hacrosiiemy
[Tonoxenuto.

44.Tlpu nepenade JIeKapCTBEHHBIX MpENapaToB MeXIy CyObeKTamu
oOpallieHus JeKapCTBEHHBIX CPENICTB JIOMyCKaeTcsl MpeAcTaBleHHe CBEICHUM B
CHUCTEMY MOHHUTOPUHIa CYOBEKTOM OOpaiieHusi JIeKapCTBEHHBIX CpEJCTB,
OCYIUECTBJISIOLIMM I[Iepefady JIEKapCTBEHHBIX IpenaparoB (manee - NpsMoi
NOpSAOK  TpeNCTaBieHUsi  CBeleHuil), wunu  cyOpeKToM  oOpaieHus
JIEKapCTBEHHBIX CPEACTB, OCYLIECTBISAIOIUMM MPHEMKY JI€KapCTBEHHBIX
npenapaToB (J1ajiee - oOpaTHbBIM MOPSIOK MPEACTABICHUS CBEACHUI).

Pemenue o Beibope MmpsMOro nopsaka NpeacTaBlICHUS CBEACHHH OO
oOpaTHOro HOpsAAKa IPEACTaBICHUsI CBEIACHUH TMPUHUMAETCS CYOBEKTaMu
oOpallleHds] JIEKapCTBEHHBIX CPEACTB, MPEeACTABISIONIUMH Takue CBeIeHUS,
CaMOCTOSITEIIBHO.

B ciyyae BpiOOpa mpsMoro mopsiika npeacTaBieHHus] CBEAEHUH CyObeKT
oOpalleHUst  JIEKApCTBEHHBIX  CPEACTB,  OCYILUECTBIAIOLLMHA  mepenavy
JIEKapCTBEHHBIX IIPENapaToB APYromMy cyOBeKTy oOpallleHus JIEKapCTBEHHBIX
CpPEeICTB B paMKax IpaxKIaHCKO-IPABOBbIX OTHOIIEHHWH, B TedeHHue 5 pabouyux
JHel ¢ (paKTHYeCKO! AaThl OTIPY3KH JIEKaPCTBEHHBIX NPEnapaToB NIPeICTaBIsSeT
B CUCTEMY MOHUTOPHUHIA CBEICHUS, MPENYCMOTPEHHBIE MyHKTOM 2 MPUIIOKEHUS
Ne 6 x HacTosiuemy lonoxeHnuto.

[Ipu  »roM  cyOBekT  oOpallleHHss  JIeKapCTBEHHBIX  CPEJCTB,
OCYLLUECTBIISIFOLUMHA [IPUEMKY JIEKAPCTBEHHBIX MpernapaTtoB OT APYroro cyonekra
oOpallleHUusT JIEKapCTBEHHBIX CpEeACTB B paMKaX TPaXIaHCKO-MPaBOBbIX
OTHOUIEHWH, B TeyeHUe 5 pabouyux OHEeH ¢ JaThl MPUEMKH JIeKapCTBEHHBIX
npernaparoB M perucTpalidd B CUCTEME MOHMUTOpPHUHIA CBeAeHUH 00
OTIPYXEHHBIX JICKAPCTBEHHBIX Npenaparax Ao NPeICTaBieHUsl CBEISHUH O
JANbHEMIIMX  ONEPALMAX C TakKUMM JIEKapCTBEHHBIMH  [pernaparamu
NOATBEPXKIAEeT JNOCTOBEPHOCTb CBEACHUM, COJEpXKALIMXCSI B  CHUCTEMeE
MOHUTOPHMHIA, IyTEM NPEACTABIEHUS CBENEHUH B CUCTEMY MOHMUTOPHUHIA,
Npe1yCMOTPEHHBIX yHKTOM 4 mpuioxeHust Ne 6 k HactosieMy Ilonoxenuto.

B ciydae BbIOOpa 00paTHOTO MOpsiAKa MpeACTABICHUs CBEIeHUH CyOBeKT
oOpallleHusT  JICKapCTBEHHBIX  CPEJICTB,  OCYIIECTBIISIIOLIMHA  MPHUEMKY
JIEKapCTBEHHBIX NpenapaToB OT APYroro cyobekTa oOpalleHus JeKapCTBEHHbIX
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CPeICTB B paMKaX TIpaXJaHCKO-IPaBOBBIX OTHOIIEHHH, B TedeHHE 5 paboumx
THEH ¢ IaThl IPUEMKHU JEeKapCTBEHHBIX IpenapaToB NPEACTaBISET B CHCTEMY
MOHHTOPHHIa CBEJEHMs O IPUHATBIX JIEKApCTBEHHBIX  IIpenaparax,
IIpeyCMOTpeHHBIE IyHKTOM 3 mpuioxeHus Ne 6 x HacTosmeMy 11onoxenuro.

I[Ipu 3TOoM  CcyOBEeKT  oOpamieHHs  JIEKAPCTBEHHBIX  CPEICTSB,
OCYIIECTBUBIIUI TIepeady JeKapCTBEHHBIX IIPenaparoB APYroMy CyOBEKTY
oOpaleHuss JeKapCTBEHHBIX IIperapaToB B paMKax TI'pakIaHCKO-IPaBOBBIX
OTHOIIICHUH, B TedeHHe 5 pabouux AHEH ¢ JaThl PErMcTpaldd B CHCTEME
MOHHUTOPHHIa CBEJAEHMH O IDPHUHATBIX JIEKAapCTBEHHBIX IIpelaparax, Ho
70 TIpeICTAaBACHUS CBEACHMM O JajpHEHIIMX oOIepalixX C TaKUMH
JIeKapCTBEeHHBIMU IMperapaTaMH [OATBEPXKIAET JOCTOBEPHOCTh CBEJIECHUH,
collepXaImxcss B CHCTEME MOHUTOPHHIA O IEPENaHHbIX JIEKapCTBEHHBIX
npenaparax, HOYTEM MpPEACTaBICHUS CBEAECHHH B CHCTEMY MOHHTOPHUHTIA,
IIpeIyCMOTPEHHBIX ITyHKTOM 4 npuioxenus Ne 6 x HacTosAmeMy [Tonoxenuro.

45. CybpexT obpalneHus JeKapCTBEHHBIX CpPEICTB, OCYILIECTBIISIOMIMM
KOHTpakTHOe (IOApsAJHOE) HPOM3BOACTBO JIEKApCTBEHHBIX IIPEIapaToB Ha
tepputopun  Poccuiickoii ®epepauuu, mnpu Iepenade  JIE€KapCTBEHHBIX
npenapaToB (FOTOBOM IPOAYKIHMH) CyOBEKTy OOpalleHHs JeKapCTBEHHBIX
CpeICTB, SBSIONIEMYCS 3aKa3dMKOM TaKOr0 KOHTPAaKTHOro (IIOApPSIHOTO)
IIPOU3BOACTBA, B TedeHUe 5 pabouux OHeH C JaThl Nepefadd JeKapCTBEHHBIX
mpenapaToB  [peACTaBIsieT B CHCTEMY  MOHWTOPUHIA  CBEIEHUS,
IIpeyCMOTpeHHbIe ITyHKTOM 5 npunoxenus Ne 6 x HactosmeMy Ilonoxenuro.

[Tpu 3TOM CyOBEKT OOpallleHUs JeKapCTBEHHBIX CPEICTB, SIBISIOMIMICS
3aKa3YUKOM KOHTPAaKTHOTO (IOIPSAHOTO) IHPOHU3BOACTBA JIEKAPCTBEHHBIX
IpernaparoB, B Te4eHHe S5 pabounx THEH ¢ JaThl NPUEMKHU JIEKApCTBEHHBIX
IIpernapaToB ¥ PEerucTpalyy B CUCTEME MOHHUTOPHUHIA CBEICHUN O IEpeNaHHbIX
JeKapCTBeHHBIX IIperapaTax [0 IpeJCTaBJIEHUS CBEICHHM O JaJbHEHUINX
olepalusx C TaKdMH JIEKapCTBEHHBIMH IIperapaTaMu  IOJITBEPKIAET
JIOCTOBEPHOCTh CBEACHHH, COAep)KaluXcs B CHCTEME MOHMUTOPHHTA O
IepelaHHBIX JIEKApCTBEHHBIX NpenapaTax, IyTeM IIpelCTaBlIeHHs CBEIECHUN
B CHCTEMY MOHMTODHHIA, IIPEAYCMOTPEHHBIX IIyHKTOM 4 mpunoxeHus Ne 6 k
HactosimieMmy Ilonoxenuto.

46. CyOpekT oOpallleHusl JIeKapCTBEHHBIX CPEACTB, OCYIIECTBISAIONIUH
BBIBOJI -M3 000POTa JIEKAPCTBEHHBIX IIPENapaToB (3a UCKIIOYEHWEM BBIBOIA U3
o0opoTa NeKapCTBEHHBIX IIpernapaToB MyTeM oTOOpa o0pas3loB, BBIBO3a paHee
BBe3eHHBIX B Poccuwiickyro ®enepanuu  JeKapCTBEHHBIX  IIpelapaToB
WIM T@iepeladd Ha YHHYTOXEHHWe), B TedeHHe 5 paboymx p[HEH ¢ JaThl
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COOTBETCTBYIOIEH onepaiii NpeACTaBIIsAeT B CUCTEMY MOHUTOPHUHTIA CBEICHMS,
IpeaycMOTpeHHbIE ITyHKTOM 1 npuioxenus Ne 4 k HacTogmeMy 1looxeHuro.

47. CyObexT oOpallieHHus JeKapCTBEHHBIX CPEACTB, OCYIIECTBIISIFOIIUAN
BBIBOJT U3 00OpOTa JIEKApPCTBEHHEIX IIpenaparoB IIyTeM oTOopa oOpasloB mpu
BBO3e IIapTHH JIEKapCTBEHHBIX IpenaparoB B Poccuiickyro ®enepaumro,
IpEACTaBIIeT B CHUCTEMY MOHMTOPHHIa CBEIEHHs, [PEeIyCMOTPEHHBIE
TyHKTOM 2 mnpuioxeHus Ned4 k HactoguweMy Ilonmoxenuro, B TedeHuUe
5 pabounx mHeN c OAaThl MPEACTaBIEHUS B CHCTEMY MOHHUTOPUHIA CBEAEHUH O
npreMKe JIeKapCTBeHHBIX IIpenaparoB Ha (apMaleBTHYecKuil CcKiaj a0
NpEeICTaBIeHHUs] CBEINCHUA O JalbHEHIIMX OIepalusx C JIEKapCTBEHHBIMU
nperapaTaMH YKa3aHHOM TapTHH, 00pa3libl KOTOPO# ObLIN OTOOpaHEL.

48. CybbexT ofOpalleHds JeKapCTBEHHBIX CPEACTB, OCYIIECTBISIOIIUAN
BEIBOX K3 00OpoTa JIEKQpCTBEHHBIX IIPENapaToB IIyTeM Iepeladdu
JIeKapCTBEHHBIX IIperapaToB Ha YHHUUYTOXEHUE, B TedeHHe 5 pabouux nHeH
C AaThl Tepefayd Ha YHHYTOXKEHHE JIEKApCTBEHHBIX IIpPernapaToB O
IIpeACTaBIeHNUs CBEIEHUN 0 (hakTe YHHUTOXKEHHS JIEKapCTBEHHBIX IIpenapaToB
MIPEJCTaBIseT B CHUCTEMY MOHUTOPHMHIa CBEACHUS, IIPEIyCMOTPEHHBIE
myHKToM 3 nipuioxeHus Ne 4 x Hactosmemy [lonoxeHunro.

[To wWroraM YHHMYTOXEHUS JIEKapCTBEHHBIX IIPENaparoB CyOBEKT
oOpalieHuss ~ JIEKapCTBEHHBIX  CPEJCTB, OCYIIECTBUBHIMN  mepenady
JIEKapCTBEHHBIX TPENapaTOB HAa YHUYTOXEHHWe, B TedeHHe 5 pabouux mHel C
JIAThI TTOTyYeHUs aKTa 00 YHUUTOXKEHUHU MPEJICTABIISIET B CHCTEMY MOHUTOPHUHTA
CBEJICHUS, IpedyCMOTpeHHble NYHKTOM 4 mpuioxkeHHs Ne 4 x HacrosieMmy
[TonoxeHuto.

49. CybpexT oOpallieHUsl JeKapCTBEHHBIX CpEICTB, OCYIIECTBIISIFOIINMI
BBIBOA M3 000pOoTa JIEKapCTBEHHBIX INpernapaToB IyTeM OCYLIECTBICHHMS
pesKkcropTa, B TedeHHe 5 paboumx AHeHd co AHSA pEelleHHs O pPe3KCcIopre,
IIPUHATOr0 TaMOXXCHHBIMH OpraHaMH, IpeAcTaBlIseT B CUCTEMY MOHHUTOPHHIA
CBEIEHUS, MPEIyCMOTpPEeHHBIE NMyHKTOM 9 npunoxeHus Ne 3 k HactosgieMy
ITonoxxenuto.

50.IIpu OCyHIECTBICHHH IIOBTOPHOTO BBOJa B 00OpPOT JeKapCTBEHHBIX
npenapatoB  cyOBeKT — oOpalleHus  JIEKapCTBEHHBIX  CpPEACTB, paHee
OCYIIECTBUBIINNA BBIBOJA M3 000pOTa JIEKapCTBEHHBIX IPENapaToB WK BBIILYCK
TaKUX JIeKapCTBEHHBIX MpenapaToB 3a IpeaesamMu Tepputopunr Poccuiickon
®enepanuu (B cilydae BbIBO3a paHee BBe3eHHBIX B Pocculickyro denpeparum
JIeKapCTBeHHBIX IperapaToB), B TedeHWe S pabodux JHed C  JaTel
COOTBETCTBYIOHIEH ONEpalM IPEACTABISET B CUCTEMY MOHUTOPHHIA CBEICHUA,
IIpeyCMOTPEeHHEIE ITyHKTOM 14 npuioxenus Ne 3 x Hacrosemy [lonoxeHuro.
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51. CyOBexTsl oOpallleHHs] JIEKapCTBEHHBIX CPEICTB, OCYIIECTBISIOILNE
PO3HHYHYIO TOPTOBIIIO JeKaPCTBEHHBIX IpernapaToB M OTIIYCK JIEKapCTBEHHBIX
IpernapaToB, MAapKUPOBAaHHBIX CPEACTBAMHU MISHTU(QHUKALMH, OTPaxXaloT
nHGQOpMAIIMIO O BBIBOJE M3 000poTa  JIEKApCTBEHHBIX IIpelapaToB
C UCTIONIb30BaHUEM KOHTPOJIHHO-KACCOBON TEXHUKHU.

CyObexThl o0pallleHHs JeKapCTBEHHBIX CPENCTB, HE OCYLIECTBIISIOIINE
NesSTeIbHOCTh MO0 PO3HUYHON TOProBIE JIEKApCTBEHHBIMH IIpenapaTaMd IIpH
BBIBOJIEe M3 00OpOTa JIEKapCTBEHHBIX IpEeNapaToB IIyTeM OTIIycka OecIIaTHO
JUTH CO CKHJAKOM JIeKapCTBEHHBIX IIpenaparoB IIO pelenTy Ha JeKapCTBEHHbBIE
mpenapatbl MIM OTIYCKa JIEKapCTBEHHBIX IPENapaToB, IPEACTaBIIAIOT
“H(OpPMAIIHIO O BEIBOJE W3 000pOTa JIEKApPCTBEHHBIX IIpENapaTtoB B CUCTEMY
MOHHUTOPHHTa C HCIOIB30BaHUEM DPETMCTPAaTOPOB BBIOBITUS, MPEICTABIIEMBIX
OTIepaTopOM CHCTEMbI MOHUTOPHHTA. .

OcnameHue  cyObekTOB  oOpalleHHs  JIEKapCTBEHHBIX  CPEICTB,
OCYILECTBISIONIMNX BBIBOA W3 000pOTa JIEKapCTBEHHBIX IIPENapaTroB IIyTeM
OTIycKa OecIUIaTHO WM CO CKUAKOM JEeKapCTBEHHBIX IIPEIIapaToB IIO PELEITY
Ha JIeKapCTBEHHBbIE MpernapaThl WIM OTIIyCKa JIEKapCTBEHHBIX IIpeIapaTos,
YCTPOMCTBAMH  PETUCTpalldd  BBIOBITHS  JIEKApCTBEHHBIX  IIpeapaToB
OCYUIECTBJISIETCS OINEepPaTOpOM CHCTEMBl MOHMTOpPHHIa Ha 0e3BO3ME3IHOU
OcHOBe. B 1mensx Takoro ocHallleHHs CyOBeKThl OOpaleHUs JeKapCTBEHHBIX
CPE/ICTB 3aKJIOYAIOT C OMepaTOPOM CHCTEMBI MOHHUTOPHHTA JOTOBOPHI, B TOM
qriclie COAepXKalllie YCIOBHS NPENOCTaBIEHUS TAaKOro OOOpYIOBaHUS U €ro
periaMeHTHOTr0 OOCTy)KHBaHUs Ha 0€3BO3ME3THOM OCHOBE.

TunoBas ¢opMa Takux JOroBOPOB YyTBepXKIAaeTcss MUHHCTEPCTBOM
IIPOMBINUIEHHOCTH U Toprosiu Poccuiickont denepanmy.

[locne mpenocraBieHus CyOBEKTy OOpalleHUs JEeKapCTBEHHBIX CPEICTB
YCTPOMCTBA pEeruCcTPallii BEIOBITHS ONEPATOP CUCTEMBI MOHUTOPHUHTA B TEYEHUE
5 pabounx OHEH perucTpupyeT IpPeJOCTABICHHOE YKa3aHHOE YCTPOMCTBO
B CUCTEME MOHUTOPUHTA.

52. CyOBexTsl OOpalleHust JeKapCTBEHHBIX CPEICTB HpU OOHApPYKEHHUH
OomIMOOK B CBEJEHUSIX (HEIOCTOBEPHBIX CBEIAEHUHN), NPEICTaBIEHHBIX WMHU
B CHCTEMY MOHMUTOPHHTA IIPU BBOJE B 0OOPOT JIEKAPCTBEHHBIX NPENapaToB H
000poTe JEKapCTBEHHBIX MpernapaToB, IMPEACTaBIfIOT B CUCTEMY MOHUTOPHHIA
nHbpopManroo, HEOOXOAUMYH0 Ul HCIPAaBIEHMSA yKa3aHHBIX  ONIMOOK
B CBeJICHUSIX (HEJOCTOBEPHEIX CBEACHUN) (ajee - UcpaBleHUe OMUO0K).

CybObexTsl oOpalneHuss JIEKaQpCTBEHHBIX CPEOCTB BIpaBe BHECTHU
UCIIpaBJeHusl OLIMOOK 0 TOTO MOMEHTAa, KOrJla OHHA OBUIM yBEZOMJIEHBI O
Ha3HAYE€HHUU B OTHOIIEHWM HMX IIPOBEPKH, OCYIIECTBISEMOMN B YCTaHOBIEHHOM
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nopsiake DenepanbHO ciIyX00M MO Hamg30py B cdepe 3ApaBOOXpaHEHUs, IO
tbaxTy mpencraBieHus CyOBeKTaMU oOpallleHusi JeKapCTBEHHBIX CpPEICTB
OLINOOYHEIX (HEJOCTOBEPHBIX ) CBEAEHHH.

B cimydae ecnu B IPEJCTaBICHUM CBEAECHHH, B KOTOPBIX OOHapyXKCHEI
omnOkd (HEOOCTOBEpHBIE CBENEHMS), YUacTBOBAIM JApPYIHe CYOBEKTEI
oOpallleH!s] JIEKapCTBEHHBIX CPEACTB, TO HCIPaBIEHMs OIIMOOK CUMTAIOTCA
IPUHATHIME  TIOCJ€  TIOATBEPXKIOSHHS  JOCTOBEPHOCTH  IpelCTaBIEHHBIX
UCIpaBleHn# ommboK B CHCTEME MOHHTOPHHIA BCEMHM YYaCTHUKaMH
IIpeICTaBICHUs CBEJeHHUH, B KOTOPHIX OOHApy>KEHBl OMUOKHM (HEJOCTOBEPHBIE
CBEJICHUS).

B cucreMy MOHMTOpPMHIA BHOCATCS ClIeQYIOLIME HCIIPaBiIeHUs OIIHOOK B
OTHOIIEHUHU COOCTBEHHBIX OIlEpaIlHii:

oTMeHa cyOBeKTOM oOOpallleHUsl JIeKapCTBEHHBIX CpEICTB paHee
3aperucTPUPOBaHHON omepanuy (B ciydae, ecld IIoclie Takoi olepaluu He
OBITM  COBEpIIeHbl JOCHCTBHSA C MEpPexXonoM IIpaBa COOCTBEHHOCTH Ha
JIeKapCTBEHHBIE IIpeTaparhl);

OT3BIB COOOIIeHHs 00 OTrpy3Ke JIEKapCTBEHHBIX MPernapaToB CyOhEeKTOM
oOpallleHnsl JIeKapCTBEHHBIX CPEICTB - OTIPaBUTENIEM TaKOTO COOOIICHUS,
HepeJaHHOTO IONIyYaTeNo JEKapCTBEHHBIX NpenaparoB. Takas KOppeKTUPOBKa
BO3MOXXHa JI0 IlepeJadyd CBeJeHWH O IOATBEpXKICHWM Iepefadu
JIEKapCTBEHHOI'0 IIperapara APYyTUM CyOBeKTOM oOOpalleHHs J1eKapCTBEHHBIX
CPEJCTB;

OoTKa3z cyObeKkTa oOpallleHusl JEeKapCTBEHHBIX CPEICTB - IIONydaTens
JIEKapCTBEHHBIX IIpenaparoB OT NMPHUEMKH JIEKapCTBEHHBIX IpenapaToB. Takas
KOPPEKTHPOBKa BO3MOXHA [0 NIepeaud CBeIEHUM O NOATBEPXKACHHUH Iepeaadu
NEeKapCTBEHHOIO MpernapaTra APYruM cyOBeKTOM OOpamieHHs JeKapCTBEHHBIX
IpernapaTos.

53. biioxupoBKa NpHHATHS CHCTEMON MOHUTOPHHIA CBEIEHHH O BBOJE B
000pOT JeKapCTBEHHBIX IIpenapaToB, 00 00opoTe U (WiIK) O BRIBOJE U3 000poTa
JeKapcTBeHHBIX IpenapaTroB (Jajee - OJOKMPOBKA) OCYIIECTBIAETCS B
aBTOMAaTUYECKOM peXume [0 MpaBuiaM, ycTaHaBnuBaeMbiM @DenepanbHoit
ciyx00H 1o Ha/3opy B chepe 3ApaBOOXpaHEHUS.

[lepeuens Mpu4HH GIOKUPOBKHU MIPUBENEH B IPUIOKEHUH No 7.

Ilpu yctpaneHun cyOBeKTOM oOpallleHus JIeKapCTBEHHBIX ITperapaToB
IIPUYMH, MOCIY)XUBIINX OCHOBaHUEM A OJIOKUPOBKH, OTMeHa OJIIOKMPOBKH
OCYIIECTBIISAETCS B aBTOMaTH4YECKOM PesKUME.

B otnensHBIX ciyyasx, IepedeHb KOTOPhIX onperensercs DenepanbHON
ciryx00M 110 Haa30py B chepe 3ApaBOOXpaHEHHUs], IPU OIOKUPOBKe JOITyCKaeTCsI
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BO3MOXXHOCTE TIepeJlaydl CBEJCHHI O BO3BpaTe JIEKapCTBEHHBIX IIperapaToB
IIOCTABILKKY, O Tiepenade JIEKApCTBEHHBIX IIperapaToB Ha YHUUTOKEHNE U (UIIH)
00 MHOM BHJIe BbIBOJIA U3 000POTA JIEKapCTBEHHBIX NIPENapaToB.

brokupoBka U OTMEHa OJIOKHPOBKM MOIYT BBOIMTHCS B OTHOIUCHHUH
e IUHUIIBI JISKapCTBEHHOTO IIperapara, MapTHH JIEKapCTBEHHBIX [IPenapaToB Win
CepyH JIeKapCTBEHHBIX IIperapaTosB.

VIL. Tlopsiiok npenocTaBienys HHPOpMaLuy,
coJiepxaliencs B CHCTEMe MOHUTOPHHTA

54. JlocTyn 3aMHTEpPEeCOBAHHBIX B MONyUeHUU MH(OpPMALUU U3 CUCTEMEI
MOHHMTOPHHra (GHU3NYECKUX U IOPHUAWYECKHX JIHL, ¢eaepanbHbIX OpraHOB
UCIIONIHUTENIEHON BIIACTH, OPraHOB TIOCYJApCTBEHHOM BIIACTH CYOBEKTOB
Poccuiickoit  Pepepariui W OpraHOB ~ MECTHOIO  CaMOYIIPaBIICHUS
obecrnieynBaeTcss ONEPATOPOM CHCTEMBl MOHHUTOpPUHIA IO COTJIACOBAHHUIO C
MunucrepctBoM 31apaBooxpanenus Poccuiickoit Penepanun u denepanpHoi
CiIy>x00# 110 Han30py B chepe 3ApaBOOXPAHECHUS.

55. Hoctyn x uHbOpMAalUW, colepXKalleics B CHCTEME MOHHUTOPHHTA,
obecriednBaeTCsl ONEpPAaTOPOM CHCTEMBl MOHMTOPHHIA C YYETOM CIIEIYHOIIMX
IIOJIOXKEHHM:

a) mocTyn deaepaabHbIX OpPraHOB MCIOJHUTENBHOM BIIACTH, OpPIaHOB
rocygapctBeHHOH Bnactu cyObekToB Poccuiickoii ®enepaliyi M OpraHOB
MECTHOTO CaMOyIpaBieHHUS B OTHOLIEHHM coJepXauleldcss B CHCTEMe
MOHHUTOPHHTa HHGAOPMAITMH OCYIIECTBISETCS B TOM HYHCIE MOCPEIACTBOM
HHOPacTpyKTyphl,  oOecreunBaroled  HMHOOPMALIMOHHO-TEXHONIOTHYECKOE
B3aHMOJEUCTBUE UHOOPMALMOHHBIX  CHCTEM, UCIIONB3YyEMBIX U
IIpeJOCTaBIEHUs T'OCYNapCTBEHHBIX U MYHHLIMIAIBHBIX YCIyI M HCIIOJHEHHS
TOCYapCTBEHHBIX ¥ MyHUIUIIATHHEIX HYHKIWHM B 2JeKTpoHHON hopme;

0) mocTyrm ~ cyOBekTOoB  ofpalieHusi  JEKapCTBEHHBIX  CPeACTB,
IPeCTABISIOMNX HMHQOPMALMIO IJi1 BHECEHHS B CHCTEMY MOHUTOPHUHIA, B
OTHOIIEHHWH MpeACTaBIeHHOW MMM WHGOpMalWX ¥ HOPMaTHBHO-CIIPABOYHON
MHGOpPMALIUH, CONEpKalllelicsl B CUCTEME MOHUTOPHHI A, OCYLIECTBIIIETCS Yepe3
JTUYHBIA KaOWHET cyObekTa oOpallleHus JIeKapCTBEHHBIX IIPerapaToB WM
IIOCPEACTBOM HHGOPMAMOHHBIX 3JEKTPOHHBIX CEPBHCOB C HCIOJIb30BaHHEM
CTaHIAPTHEIX POTOKOJIOB ¥ MHTep(eHCOB 3JTEKTPOHHOI0 B3aUMOJEHCTBHUS;

B) IOCTYyl TIpaXJaH B OTHOIIEHWM COJEpXallehdcs B  CUCTEME
MOHMTOpHUHra HH(pOpMaLMH @pH [OpPOBEpPKE CpeacTBa HACHTU(UKAIMH
OCYILECTBISETCS B TOM YHCJE C HCIIOJB30BaHUEM calTa ollepaTopa CHCTEMBI
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MOHHTOPHHTa B HHOOPMALIMOHHO-TEIeKOMMYHUKAIIMOHHON cetu "MHTepHeT" 1
MOOHMIIBHOTO IIPUIIOKEHUS.

56. MoOunipHOe NpWIOXKEeHHe MPH MPOBEpKe CPEeNCTBa HACHTHU(UKALIMH
ofecriequBaeT B TOM YHCJIE CIEIYIOIINe BOSMOXKHOCTY CUCTEMBI MOHUTOPHHTA:

a) CUUThIBaHUE CpelCTB UAeHTHDUKALAN co BTOPUYHOU
(NOoTpeOUTENBCKON) YIMAaKOBKM JIEKapCTBEHHOro Ipernapara (B cilydyae ee
OTCYTCTBHUS - IEPBUYHOM YIIAaKOBKH JIEKAPCTBEHHOI'O IIperapara);

6) oTobpakeHne pe3yJbTaTOB ITPOBEPKU CPEACTBA HACHTHU(MHUKAIU B
CHUCTEME MOHUTOPUHT2;

B) BO3MOXKHOCTh HAalpaBICHUsI CBEJACHWH B CHCTEMY MOHHUTOPHHIa O
HapyILICHUSIX [Ops/iKa MapKUPOBKY JIEKAPCTBEHHBIX IIPEIIapaToB.

57. CybpekT oOpalieHusi JIeKapCTBEHHBIX CpPEICTB MOXET ITOIYYHUTh
JOCTYIl KO BCEM »JJEKTPOHHBIM [OKYMEHTaM, IepEJaHHBIM HM B CHCTEMY
MOHUTOPHHIA, a TaKXXe K 3JIEKTPOHHBIM NOKYMEHTaM, CO3/IaHHBIM CHCTEMOU
MOHHUTOPHHIa II0 pe3yJbTaraM o0paOOTKHM TOIYy4YEeHHBIX OT CyObeKkTa
oOpallleHns JeKapCTBEHHBIX CPEJCTB TOKYMEHTOB.

VIII. OnepaTtop cucteMbl MOHUTOPUHTA

58. Oneparop CUCTEMBI MOHHTOpPHUHIA 1o COTJIaCOBaHUIO
¢ MunncrepctBoM 3apaBooxpaneHus Poccuiickoit Penepanun n enepansHOU
Ciry>k00# 110 Haf30py B cepe 3ApaBooXpaHeHUs 00eClednBaeT:

a) co3laHue, pa3BUTHE, BBOJ B OKCIUIyaTallMiO, dKCILTyaTallui0 U BEIBOA
U3 OJKCIUTyaTalldd CHCTEMBI MOHHUTOpPMHIA, IpeAOoCTaBleHHe UHOOpMaIuy,
COIEpXalleicss B CHUCTEME MOHUTOPMHIA, U B3aMMOJCHCTBHE CHCTEMBI
MOHHUTOPHUHTA C UHBIMH HH(QOPMAIIMOHHBIMU CHCTEMAaMU;

0) peanuzalio MEXaHU3MOB OOIECTBEHHOIO KOHTPOJIS, BKIIOUYAs MpHEM
HHGOpMaIMM O pe3ysbTaTaX IIPOBEPKH CPENICTB HUACHTU(MUKALIUU U KaIOOBI
buznyeckux M IOPUAWYECKUX JIML, WHAWBHIYATbHBIX IIpeANpHHUMATENEH,
XpaHeHue, o0paboTKy M Iepefady STod HHPOPMALUK B YHOJHOMOYEHHBIE
(denepanbHble OpraHbl UCIIOTHUTEIBHOM BIACTH.

59. Onepatop  cuCTeMBl  MOHHTOPMHIa HECET  OTBETCTBEHHOCTH
B COOTBETCTBMH C 3aKOHOJATENLCTBOM Poccuiickoit denepaunu:

a)3a XpaHEHHe BceX NaHHbIX M 3anucedl TpaH3aklMi B 0ase IaHHBIX,
PErUCTPUPYEMBIX B CHCTEME MOHUTOPHHT;

0) 3a LEeOCTHOCTh, COXPAHHOCTh U HENPOTHBOPEYHUBOCTH MH(MOPMALIUU B
CHCTEME MOHUTOPHHIA;
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B) 32 BeJleHUE W XpaHEHWEe €IHHBIX PeecTPOB, CIPaBOUYHO-HOPMATHUBHOU
UH(pOpPMAIINH, Ki1accu(UKATOPOB U popMaTOB 0OOMeHa TaHHBIMU;

r)3a OecnepeCOiHYIO ©  OTKa30yCTOHYMBYIO paboTy  CHUCTEMBI
MOHUTOPHUHTA,

) 32 BOCCTaHOBIEHME pabOTOCIOCOGHOCTH CHCTEMBI MOHHTODHHIA H €€
KOMIIOHEHT IIOCJIe yCTpaHeHHs cOOeB IpH YCIOBUHM HOJHOIO YCTPaHEHUS
IpWYMH, BBI3BABIIMX COOM, a TakkKe 3a COXpaHEHHE IeJIOCTHOCTH
YCTaHOBJICHHBIX Ha CepBepax IPOrpaMMHO-TEXHHYECKHX CpeAcTB U 0a3
JAHHBIX;

€) 33 CTPYKTYpHOE pe3epBUPOBaHME, aBTOMATUUECKOE BBHISBIEHUE (aKTa
OTKa3a CEPBEPHOIO y3JIa M MepeKIIoYeHrne 3a1ay Ha JPYrod cepBepHBIN ysed,
a TaKXke 3a HaIMYHE pE3CPBUPOBAHHOTO ¥  JIUBEPCUPHUIMPOBAHHOTO
IO TTO/IKJTIOYEHHIO K ITpoBaiiiepaM CeTeBOro NOCTyIa;

X)3a  WHOOPMAIMOHHYIO  0e30MacHOCTs U 3alluTy  JaHHBIX
OT HECaHKI[HOHUPOBAHHOTO JIOCTYIIa ¥ YTEUKH HHQOPMAIIHH;

3)3a KOHCYJIBTAIIMOHHYIO ¥ TEXHHYECKYI0 TMOIIEPXKKY CyOBEeKTOB
oOpalieHuns JeKapCTBEHHBIX CPEJCTB CHUCTEMBI MOHHTOPWUHTA H MOOUIBHOTO
NPIIOXKEHUS A1 (PU3NIECKHX JIHII,

n)3a cOop U aHanu3 oOpalleHWid IOPUINYECKHX W (QU3NIECKUX I,
UHINBUAYATGHEIX — IpeAlpUHAMAarenefi ¢  LeNbl0  IIOCTAaHOBKH  3a1ad
Ha opaboTKy U MOJepHU3aIMio 0a3 TaHHBIX.
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[TPHUJIOXKEHHME Ne 1

k IlonoxeHuto o cucreme MOHHUTOpPHHIAa
JABHXKEHUA JICKAPCTBCHHLBIX MPEIIapaToB
JIST MCAUHIHUHCKOI'O IIPUMEHCHUA

CBEJAEHMNUII,

npeacraBjadeMble rOCYJapCTBEHHBIMH nml)opmaunomibmn CHCTEMaMH
(l)euepa.nbﬂblx OpraHoB HCIOJIHUTEJILHOM BJIACTH B CHCTEMY MOHHTOPHHIA
ABHIKCHHS JICKAPCTBECHHLBIX NpenapaTros AJsl MEAHIHHCKOIO IpUMEHCHMHS,
a TAKJKe CBE/ICHHH, NepcaaBaeMbi€ U3 CHCTEMblI MOHHTOPHHIA IBHKEHUS
JIEKAPCTBEHHLIX npenapartoB AJgs MEJHUIHHCKOTO IPHMEHEHUS

1. 13 EnuHoro peectpa JIMLUEH3UM Ha MPOU3BOACTBO JIEKAPCTBEHHBIX
CpelCTB JUlsl Uesiell nepefayd WUHQOpPMaLMU O JIMLEH3MAX Ha MIPOU3BOJICTBO
JEKapCTBEHHBIX  CPEACTB  IPOM3BOJAMTENSA  JIEKADCTBEHHBIX  CPEACTB,
SBISIONIETOCS]  OpraHu3anued, MpU3HABAEMOM  HAJIOTOBBIM  PE3UJICHTOM
Poccuiickoit denepanuu, B CUCTEMY MOHHUTOPHHIA ABWXEHUS JIEKapCTBEHHBIX
npenapaToB ISl MEAMIMHCKOro NpUMEHEHHs (fajlee - CHCTeMa MOHMTOPUHIA,
JieKapCTBEHHBIE NIPENapaThl) IPEACTABIAIOTCS CIEAYIOIINE CBEIEHMS:

a) UACHTU(DUKAUOHHBIM HOMEp HAaJOrOIUIaTeblUMKa HPOU3BOIUTENS
JIeKapCTBEHHBIX CPEJICTB;

6) OCHOBHOM rocy1apcTBeHHBIN pPEruCTPalliOHHBII HOMeEp
MIPOU3BOJIUTES JIEKAPCTBEHHBIX CPEJCTB;

B) HAMMEHOBAHUE IPOU3BOAUTENSI JIEKAPCTBEHHBIX CPEICTB;

I') HOMEp JIULICH3UH;

1) 1aTa BblJlayu JIMLIEH3HUH;

) cTaTyC NeHCTBUS JIMLIEH3UH;

’K) laTa U3MEHEHHUs cTaryca JeHCTBUS JIULECH3NH;

3) alpeC MecTa OCYILIECTBJICHUSI HESITEIIbHOCTH COIJIaCHO JIMUEH3UH
(rnoGanbHBIN YHUKAJIBHBIA UACHTU(MUKATOP aAPECHOro 00beKTa B PeaepaibHOM
MHOOPMALIMOHHON afpecHOl cUCTeMe U ONMCaHue aipeCHOro 00bEKTa);

1) TiepeyeHb padoT U YCIIYT, NPeTyCMOTPEHHBIX JIULEH3HEH;

K) TiepeyeHb JIEKapCTBEHHbBIX (POpM, IPelyCMOTPEHHBIX JUIIEH3HEH;

1) JOTIONHUTEJIbHOE OMUcaHue o paboraM (yciayram).
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2. U3 epuBoro peecrpa JIULEH3UN, B TOM YHCIE JHALEH3UH, BBIIAHHBIX
OpraHaMM TIOCYJIapCTBEHHOM BlacTH cyObekToB Poccuiickoi @enepaunu
B COOTBETCTBHUU C NEePeAaHHBIM ITOJTHOMOYKUEM 10 JTHIIEH3UPOBAHHUIO OTAEIBHBIX
BUJOB [ESATENBHOCTH B cdepe OXpaHbl 3J0pOBbs, AN LENed Iepenadu
UH(pOpMaIlK O JHUIEH3UAX CyOBEKTOB OOpaleHus JieKapCTBEHHBIX CPEACTB,
ABJIIONIMXCS OpraHu3allMsMM, TpPU3HABAEMBIMM HAJOTOBBIM  PE3UACHTOM
Poccuiickoii ®Depepauuu, WM HHAUBUIYAIBHBIMU [PEANIPHHUMATENSIMH, B
CHUCTEMY MOHUTOPHHIA IIPEACTABISIOTCS CIECIYIONINE CBEICHUS:

a) UJeHTH(QUKAIMOHHBIM ~ HOMep  HaJoroIulaTeNblluKa  cyOBexTa
oOpallleHHs JIEKapCTBEeHHBIX CPENCTB;

6) HOMep JHIIEeH3HY;

B) JlaTa Havasa JeicTBUS JUIIeH3UH,

T) agpec MecTa OCYLIECTBIEHHUS JeSTeTbHOCTH COTJIaCHO JIHMIEH3UH
(rmoGanbHEIN YHUKATHHBIA WICHTH(MHUKATOP aIpecHOro o0bekTa B dhenepaibHOM
HHGOpPMAaIMOHHON agpecHOl cucTeMe U ONICaHUeE );

N) CTaTyc AeHCTBUA THLEH3UN (UJIEHTUPUKATOP U ONHCaHNUE);

€) JaTta U3MEeHEeHUs craryca JeHCTBUS JHIICH3UY;

XK) mepedeHb  paboT H  YCOyr, INPEeIyCMOTPEHHBIX  JUIEH3UeH
(mneHTUPUKATOPHI U ONUCAHUE).

3. U3 enuHO#l rocymapcTBeHHOW WH(OPMAIIMOHHOM CHUCTEMBI B cdepe
3IpaBOOXpaHEHHs U Iieeil OIMCAHNS JTeKapCTBEHHBIX MPENapaToB B CHCTEMY
MOHHTOPUHTA NIPEACTaBISIOTCS CIeAYIOIHE CBEICHUS:

a) YHUKQJIBHBIA UASHTUGUKATOP 3aITUCH B €IUHOM CTPYKTYPHPOBAHHOM
CIIPaBOYHHUKE-KaTalloTe JIEKapCTBEHHEBIX MIPENapaToB;

0) HOMED pPErUCTPaAIMOHHOTO yIOCTOBEPEHUS JIEKapCTBEHHOTO
npenapara;

B) JAaTa rocyJapcTBEHHOH perncTpamnuy JeKapCTBEHHOIO IIpenapara;

') cTaTyc JeHCTBUS PEerMCTPAIlMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO
npernapara;

J) MEXXIyHapOJHOE HENaTeHTOBaHHOE, WJIH TPYIIUPOBOYHOE, WIH
XMMHUYECKOE HaMMEHOBaHMeE JIEKapCTBEHHOIO MTperapara;

€) HaUMEHOBaHUe Jep)KaTelsi WIW  BIaJeNblla PErucTPanloOHHOTO
YAOCTOBEpPEHUs JIEKapCTBEHHOTO Mperapara;

XK) cTpaHa perucTpalyy AepKaTels WId Biajelblla PerucTpalliOHHOTO
YAOCTOBEpEHUS JIEKapCTBEHHOTO Mperapara;

3) KOJ HaJororuiaTeIbluKa nepxaTens WIH BB
PETUCTPALlMOHHOIO YIOCTOBEPEHMS JIEKaPCTBEHHOTO Ipenapara B CTpaHe
perucTpaiuy; ’
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¥) TpW3HaK HATWYUS JICKapCTBEHHOro Ipenapara B IepedHe XU3HEHHO
HeOOXOIUMBIX ¥ BaXKHEHININX JIEKApCTBEHHBIX NIPENapaTos;

K) TOPrOBOE HaMEHOBaHUE JEKapCTBEHHOIO Mpernapara;

J1) IepBUYHAs YIIaKOBKA JIEKAPCTBEHHOTO IIpenapara;

M) KOJIMYECTBO JIeKapCTBEHHON (GOPMBI B IEPBUYHOM YIIAKOBKE;

H) BTOpuYHas (MoTpebuTenscKas) ymakoBKa JEeKapCTBEHHOIro Ipenapara
(Ipu HaTUYHH ),

0) KOJTMYECTBO TIEPBUYHON YMaKOBKU JIEKAPCTBEHHOTO IIpemnapara BO
BTOPUYHOM  (MOTpeOUTEeNbCKOM) yIakoBKe JIEKapCTBEHHOTO  Iperapara
(npu Hamu4wm),

I1) JleKapCTBeHHAas popMma;

pP) KOMWYECTBO  eAWHMI] HM3MEpPEeHHS JO3UPOBKH  JIEKApPCTBEHHOTO
npernapara;

C) HaUMEHOBaHue CcyOBeKkTa oOpallleHus JIeKapCTBEHHBIX CPEJCTB,
ocyHiecTBisomiero  (acoBky  (ymakoBKy) JIeKapCTBEHHBIX  IIperaparoB
BO BTOPHYHYIO (HOTPeOUTENHCKYI0) YIAKOBKY JEKapCTBEHHOI'O IIpernapara
(B citydae ee OTCYTCTBHS - IIEPBHYHYIO YIIAKOBKY JIEKAPCTBEHHOTO TIpemnapara);

T) KOA HAJOTOIUIATeNbIINKa CyObekTa oOpallleHus JIeKapCTBEHHBIX
CpPeACTB, OCyIIecTBIsAtoNIero (hacoBky (yHnakoBKY) JIEKapCTBEHHBIX INPENapaToB
BO BTOPUYHYIO (TOTPeOUTENBCKYI0) YIIAKOBKY JIEKapCTBEHHOIO Mpernapara
(B cily4yae ee OTCYTCTBHSA - IIEPBUYHYIO YIIaKOBKY JIEKapCTBEHHOTO IIperapara),
B CTpaHe perucTpaluy;

y) cTpaHa perucrpauuu cyObeKkTa obOpalleHust JeKapCTBEHHBIX CpeJICTB,
ocymecTBistomiero  ¢acoBky (YmakoBKy) JIEKAPCTBEHHBIX  IpeIaparos
BO BTOPUYHYIO (IOTPeOUTENHCKYI0) YMAKOBKY JIEKAPCTBEHHOTO IIpernapara
(B citydae ee OTCYTCTBUS - IEPBUYHYIO YIIAKOBKY JIEKapCTBEHHOTIO TIpernapara);

¢) anpec Mecta OCYIIECTBICHUS [eSTENbHOCTH CcyOBeKTa oOpalleHHUs
JIeKapCTBEHHBIX  CPENCTB,  OCYIIeCTBIMtomlero  ¢acoBky  (YIIAKOBKY)
JIEKapCTBEHHBIX IIpernapaToB BO BTOPUYHYIO (TIOTPeOUTENBCKYI0) YIIAKOBKY
JIEKapCTBEHHOI'O Ipernapara (B ciydae €€ OTCYTCTBHS - NEPBUYHYIO YIAKOBKY
JEKapCTBEHHOr0 IMpernaparta), yKa3aHHBIM B JHMIEH3UA HA IMPOU3BOJCTBO
JIEKapCTBEHHBIX CpPEACTB IMpH HAIWYUK TaKoO¥ JHIeH3ud (TI1oOaTbHBIN
YHUKQIBHBIA  mAeHTU(HUKATOp  ajpecHoro o0bekTa B  (eneparpHOU
MHGOPMAIIMOHHON aJpeCHON CHCTEME U OTICAHMUeE),

X) HAUMEHOBaHWE CyObekTa ofpalleHuss JIeKapCTBEHHBIX CpEJICTB,
OCYIIECTBIISIOIETO CTAIUIO BBITYCKAIOIIEro KOHTPOIS Ka4ecTBa;
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I[) KOJ HaJloroIUlaTeNbliuKa CyObeKkTa OOpallleHUs] JIeKapCTBEHHBIX
Cpe/CTB, OCYLIECTBIIIOUIETO CTaAUIO0 BBINYCKAIOLWIETO KOHTPOJS KadecTBa
B CTpPaHE perucTpalmy;

4) CTpaHa PEerucTpaluy CyObeKTa oOpallieHHs JIEKAPCTBEHHBIX CPEJNCTB,
OCYIIECTBIISIOLIErO CTaUIO BBITYCKAIOIEr0 KOHTPOJIS Ka4YeCTBa;

II) aipeC MECTa OCYIIECTBIEHHUs [eATENBHOCTH CyOBeKTa oOparieHus
JIEKapCTBEHHBIX CPEACTB, OCYLIECTBISAIOMIETO IPOU3BOACTBEHHYIO CTaJHIO
BBIITYCKAIOIIEr0 KOHTPOJISI Ka4eCTBa, YKa3aHHbIA B JIMUEH3UU Ha MPOU3BOACTBO
JIEKapCTBEHHBIX CpPEINCTB MpPH HANMYUM TaKOW JMUeH3uH (riao0aibHBIN
YHUKQJIBHBIA ~ UAeHTU(]UKATOp  aIpecHOro o0beKTa B (enepalibHOM
WHGOPMAIMOHHOM a[JpeECHON CUCTEME U OIKUCAHUE);

Ill) JaTa pEerUCTpallMu MpeieibHON eHb! Ha JIeKapCTBEHHbBIN MIpenapar;

BI) TIpeieNIbHAs 3aperuCTPUPOBaHHAs IIeHa B pyOIsX.

4. I3 EnMHOro rocy1apcTBEHHOrO peecTpa IopuaAnYecKux juil u Enunoro
roCy1apCTBEHHOT'O peecTpa WHJIUBUIY ATBHBIX IpealpuHUMaTeei
COOTBETCTBEHHO B LeJISIX MOATBEPXKAEHUS  JOCTOBEPHOCTU  CBeJAcHHUH
O TOCY/IapCTBEHHOW peructpaudd cyObeKTOB OOpallleHusl JeKapcTBEHHBIX
CPEACTB, SBIJSIOIUMXCS  OpraHU3alMiIMH, [PU3HABAEMBIMH  HaJOTOBBIM
PE3UIAEHTOM Poccuiickoit Oenepanud, WU UHIUBUAYAIbHBIMU
NpeAnpUHUMATENSIMH, B CUCTEMY MOHUTOPHHIA IPEACTABISIIOTCS ClEAyOIUe
CBEJICHHUS:

a) MICHTU(DUKAIMOHHBIK ~ HOMep  HaJoromareNnbliuka  CcyObeKTa
oOpalrieHus JJeKapCTBEHHBIX CPEACTB;

0) KOoJ1 HAJIOTOBOI'O OpraHa;

B) KO  CTaryca IOPUAMYECKOTO JIMLa WIM  HUHAWBUAYAJIBHOTO
npeArnpuHUMAaTeNs;

I') HAUMEHOBaHHUE CyOBbeKTa 0OpallleHusl JIEKAPCTBEHHBIX CPEJICTB;

1) CTaTyC 3allUCM O  perucTpalud IOPUAMYECKOTO  JIMIA WU
MHIMBUIYJIHOTO NMPEAIPUHUMATENS;

€) CBeleHHsI O pyKoBojuTenae cyObekTa OOpallleHHus JIeKapCTBEHHBIX
CpeAcTB Win 00 HHAMBUAYAJILHOM NpEeIIIpUHUMATETIE.

5.3 rocCynapcTBEHHOro peecTpa aKKpEeIWTOBAaHHbBIX  (DUIMAJIOB,
MPEACTABUTENLCTB UHOCTPAHHBIX IOPUAMYECKUX JIUI[ B LENIX NOATBEPKICHHUS
JIOCTOBEPHOCTH CBEAEHUH O pErucTpalud IpPeACTaBUTEIBCTB HHOCTPAHHBIX
OpraHu3alyi, SABJISTIOLLUXCS JepxKaTelsiMU 15007 BJIaJieNbLaMHU
PErMCTPAalMOHHOIO YIOCTOBEPEHUS JIEKApCTBEHHOTO Mperapara, Ha TEPPUTOPUH
Poccuiickoit ®@enepauuu B CUCTeMY MOHHUTOPHHIa  MpPEACTaBISAIOTCS
cllelytolue CBEICHMUS:
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a) UAEeHTUOUKAIIMOHHBINA HOMEp HaJOroIriaTesbIlKKa IPeACTaBUTENbCTBA,

©) KOJl HaJIOroBOI'0 OpraHa yuera Ipe/iCTaBUTENbCTBRa;

B) HAMMEHOBaHUE NIPEICTaBUTENbCTBA;

r') HOMep 3amucu 00 aKKpeauTallly,

1)) CBeIeHUs 00 UHOCTPAaHHOM OpraHu3alluy;

€) KOJ COCTOSIHHSI aKKpeIUTaIliH;

) CBEJIEHUS O PYKOBOJIUTEJIE NIPeICTaBUTENIbCTBA.

6. Iz moncucteMbl "MOHUTOPHMHT KadyecTBa JIEKAPCTBEHHBIX CpPEACTB"
aBTOMATHU3UPOBaHHON HMH(MOpManmoHHOH cucTeMbl DenepabHOM CIIykObI 10
HaJ30py B cdepe 3ApaBOOXpaHEHHs] B IENIX obecriedeHuss 0€30IaCHOCTH B
CHUCTEMY MOHUTOPHMHIa NPEJCTABISIIOTCS CIIeAyIOUIMe CBENECHUsS O BPEMEHHOM
BEIBOJIe (00 OTMEeHe BpPEMEHHOrO BBIBOJA) M3 OOpalleHHs JIEKapCTBEHHBIX
NpenapaToB 10 HMHUIMATHBE YIIOJHOMOYEHHOro (QenepailbHOro OpraHa
VCIIOJIHUTEIBHOU BIIACTHU:

a) Aarta, ¢ KOTOpoi HE0OX0aUMO 00eCIIeYnTs BpeMeHHBIN BBIBOJ (OTMEHY
BPEMEHHOTI'O BBIBOJIA) JIEKaPCTBEHHOTO Iipenapara u3 oOparneHus;

0) HOMEp  PErucTPallMOHHOIO  YJOCTOBEPEHHS JIeKapCTBEHHOTO
npenapara;

B) JaTa rocyJapCTBEHHOHN perucTpalny JeKapCTBEHHOTO IIpenapara;

I) OCHOBaHHE BPEMEHHOro0 BBIBOJA (OTMEHBI BPEMEHHOIO BBIBOJA) W3
oOpallleHus JeKapcTBEeHHOTo Iperapara;

1) pPEKBU3UTHI JOKYMEHTa O BpeMeHHOM BBEIBOJIE (00 OTMEHE BPEMEHHOTO
BBIBOJIa) U3 OOpallieHus IeKapCTBEHHOTO IIperapara,

€) r100abHbIH UASHTUPUKAITHOHHBIA HOMEP TOPrOBON eANHHULIBI;

) HOMEpP NPOU3BOJICTBEHHON CEPHH,

3) UACHTU(UKAIMOHHBIA ~ HOMep  HaJorolviaTeNblIuKka  cyOBekTa
oOpalleHus JIeKapCTBeHHBIX CPEJICTB (€CIU OCYIIECTBISETCS U3BITHE TOIBKO Y
OHOro cyOBeKTa oOpallleHHs JIeKapCTBEHHBIX CPEJICTB, a HE H3BSATHE Bcel
cepud (TIapTUN).

7.3  EnuHO#l aBTOMAaTHU3MPOBAHHOW HHGMOPMAIIMOHHONW  CHUCTEMEI
TaMOXXEHHBIX OPTaHOB C LIENbI0 IPEAYNPERKACHUSI U NpeceueHrs IpecTyIIIeHuN
U aIMHAHHUCTPATUBHBIX I[IPABOHAPYIIEHWM, OTHECEHHBIX K KOMIIETEHIH
TaMOXEHHBIX OpraHoB Poccuiickoit @enepaly, B CHCTEMY MOHHUTOPHHIa
NPEeACTaBIAIOTCA CleAyIOIMe CBEeJAeHHS O JIeKapCTBeHHBIX IIpernaparax,
BBe3eHHBIX B Poccuiickyro ®Penepalivio M MOMEILIEHHBIX IOJ OIIpeAesICHHbIE
TaMOXXEHHBIE MPOIEAYpHl, COAEp)KaIMecs B TaMOXXEHHOW [eKilapallid Ha
TOBapHL:

a) KOJI TaMO>XEHHOT'0 OpraHa;
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0) naTa perucTpaliy TaMOXXEHHOM JeKJapallid Ha JIeKapCTBEHHBIN
npernapar;

B) perUCTpalldOHHBIH HOMeEp TaMOXXEHHOU JIeK1apaliu Ha
JIEKapCTBEHHBIN Npenapar; '

I') CepUitHBI  ITIOOANBHBIN  MASHTU(MUKALMOHHBIA HOMEpP TOPTrOBOM
€IUHUILIBL;

1) TAaMOXXE€HHAsT CTOMMOCTB, CTaTHCTHYecKass CTOMMOCTb M (akTypHas
CTOMMOCTB JIEKAPCTBEHHOIO IIpenapara;

€) KOJI CTpaHbl MPOUCXOXKACHUS JEKapCTBEHHOTO IIperapara;

K) IICHTU(QUKAIMOHHBIA ~ HOMEp  Hajoromjiareibliyka  cyObBekTa
oOparreHus JIEKapCTBEHHBIX CpEelCTB, OCYILECTBIISIOIIETO BBO3
U JeKJIapupOBaHME JIEKapCTBEHHOTO IIpenapara;

3) KOI  3a8BJICHHOM TaMOXXEHHOM Mmpouedypel B  COOTBETCTBUHU
¢ KiIaccuUKaTOpOM BHAOB TaMOXKEHHBIX MIPOLIEAYD;

M) JaHHBIE O BBITYCKE JUisi BHYTPEHHEro moTpebieHus JIEeKapCTBEHHOIO
npernapara.

8. CucreMa MOHHUTOpPUHIA B IENAX IpPEeRyNpeXAeHUS U IPEeCcedeHUs
NpecTYIUIEeHMA W  aJMHHUCTPATHBHBIX IIPAaBOHApyUIEHHWH, OTHECEHHBIX
K KOMIIETEHLIMH TaMO>XEHHBIX opraHoB Poccuiickoil denepanuu, OCymecTBIAET
nepegady B EWHYI0 aBTOMATH3WPOBAaHHYIO HWH(DOPMALMOHHYIO CHUCTEMY
TaMOXXE€HHBIX OpPraHoOB IO 3aIlpOCy CIEAYIOLIUE CBEACHUS O JIEKapCTBEHHBIX
npernapaTtax, BBe3€HHBIX Ha TeppuToputo Poccutickoit denepanuu:

a) UIeHTU(DUKAIIMOHHBIN HOMeEp HaJIOToILIaTe IbIINKA cyOBeKTa
obOpareHus JIEKapCTBEHHBIX CpEeiCTB, OCYIECTBIISIONIETO BBO3
B Poccuiickyro @enepanuio U AexiapupoBaHue JIEKAPCTBEHHBIX NIperapaTos;

6) KOJ CTpaHbl MPOUCXOXKICHUS TEKAPCTBEHHOIO MIpernapara;

B) Ir100aNbHBIA HASHTU(OUKAIMOHHBIH HOMEP TOProBON € IUHUIILI;

) CepUMHBIA TMOOaNbHBIM UICHTHU(QUKAIMOHHBI HOMEpP TOPIrOBOM
€IUHULBI U [PYNNOBOM KOJ TIPYNNOBOM YIIAKOBKH, B KOTOPOH HAaxXOIUTCS
BBEJICHHBIH B 000POT JIeKapCTBEHHBIN Npernapar;

1) CTaTycC JIeKapCTBEHHOTO IIpernapara B CUCTeMe MOHUTOPHHTa;

) nepeueHb CepUHHBIX TIIOOATBHBIX HWACHTU(PUKAIUOHHEIX HOMEPOB
TOPrOBOM €IMHUIIB], COAECPXKALUXCS B IPYIIIIOBON YIIAKOBKE.
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IMTPUJIOXEHUE Ne 2

K IloJio)xeHuro 0 cucTeMe MOHUTOPUHTA
IBIDKEHUS JIEKapCTBEHHBIX IIPEeTapaTroB
U1t MEIULIMHCKOTO IPUMEHEHHUS

IIEPEYEHD

CBeleHH i, peaCcTaB/IsieMbIX IPH ONMCAHUM JIeKaPCTBEHHBIX NpenapaTon
AJISE MEAHIIHHCKOr0o NpuMeHeHHusl cyObeKTaMu oOpallleHHs JeKapcTBEeHHbIX
cpeacTB B HHGOPMAIHOHHBIN pecypc, obecnnedyuBaAOINMA yUeT U XpaHeHHe

AOCTOBEPHBIX JaHHBIX 0 TOBapax MO COOTBETCTBYIOIIEH TOBapHOH
HOMEHK.JIaType

1. ToproBoe = HauMeHOBaHME  JIEKApCTBEHHOTO  Ipenapara s
MeIUIIMHCKOr0 IPUMEHEHHUS (aliee - IeKapCTBeHHEBIHM mpenapar).

2. Bpenn (ToproBas Mapka).

3. Homep PETUCTPALIMOHHOTO YIAOCTOBEPEHUS JIEKapCTBEHHOTO
mpernapara.

4. Jlata rocy 1apCTBEHHOM pErHCTpallvH JIEKApCTBEHHOTO Ipenapara.

5. HaumeHoBaHue jepkaTeiss WIM BJlaAeldblla PETUCTPAIMOHHOTO
yIAOCTOBEpPEHHUS JTEKapCTBEHHOI0 Npenapara.

6. Anpec nepxatens WIH Biafenblla PErUCTPAllMOHHOTO yAOCTOBEPEHUS
JIEKapCTBEHHOIO IIpenapara.

7. MexXayHapoJHOE HENaTeHTOBAaHHOE HANMEHOBAaHME JIEKAPCTBEHHOTO
npenapara.

8. JlekapcTBeHHas dopma.

9. KomnyecTBO  €OUHUIl H3MEPEHHUS  JO3UPOBKH  JIEKAPCTBEHHOTO
nperapara. \

10. Tun BTOpHYHON (MOTPEOUTENHCKOMH) YIIAKOBKHM JIEKAPCTBEHHOTO
nmpenapara (B ciydyae ee OTCYTCTBUS - NMEPBUYHOM YIAKOBKHU JIEKAPCTBEHHOI'O
Ipernapara).

11. Matepuran BTOpU4HOHU (ITOTpeOUTENHCKON) YITAaKOBKH JIEKAPCTBEHHOTO
npenapara (B ciy4dae €€ OTCYTCTBUS - NMEPBUYHOM YIAKOBKH JIEKAPCTBEHHOT'O
Ipenapara).
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12. KonmgyecTBO (Mepa) JIEKapCTBEHHOrO IIperapata BO BTOPUYHOU
(moTpebuTeNbCKOM) YIMAaKOBKE JIEKapCTBEHHOro IpemnapaTa (B ciydae ee
OTCYTCTBHUS - B IEPBUYHOM yIaKOBKe JIEKAPCTBEHHOT'O IIpernapara).

13. Hanuuue  BHYTpH  BTOpUYHOHA  (MOTpEOUTENHCKOM)  YIIaKOBKHU
JIEKapCTBEHHOI'O0  IIpernapara HEMapKUpOBaHHOM  MEpBHYHOM  YIAKOBKHU
JIeKapCTBEHHOTO Ipenapara (Ipyd HAJIWYUH BTOPUYHOM (MOTpeOUTENHCKOIM)
YIIaKOBKH JIEKapCTBEHHOTO Mpemnapara).

14. Omncanue BIOKEHHOH BO BTOPHUYHYIO (OTPeOUTEIBCKYIO) YIIAKOBKY
JEKapCTBEHHOIO  IIpenapara HEMapKUPOBAaHHOM  IEPBUYHOMA  YIIAKOBKHU
JeKapCTBEHHOTIO IIpenapara. _ .

15. HaumenoBaHue ¢acoBmuka (yIaKOBIIMKA) (3alOJHSIETCS B CIydae
ocyliecTBIeHus (acoBKU (YIIaKOBKM) Ha TeppuTopun Poccutickoit ®enepanyn).

16. Anpec dacoBiuka (yIIakoBIIHMKa) BO BTOPUYHYIO (IOTPEOUTETHCKYIO)
YIIAaKOBKY JIEKapCTBEHHOr0 mpenapata (B ciydae ee OTCYTCTBHS - MEPBUUHYIO
YyIaKOBKY JIEKapCTBEHHOTI'O Ipernapara) (3amoHsIeTCs B CiIydae OCyIleCTBICHUS
¢dacoBku (ynakoBKH) Ha Tepputopun Poccuiickoit ®enepanun).
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IMTPUJIOXXEHME Ne 3

k IlonoxeHu0 0 cucTeMe MOHHUTOPHHTIA
ABYDKCHHUA JICKAPCTBCHHBIX IIPEIIapaTOB
A1 MEAULTMHCKOT'O IIPUMEHEHNS

CBEJIEHHM A,

npeacraBjsieMbie CY6'beKTaMI/I oﬁpameﬂnﬂ JJEKAPCTBEHHBLIX CpeACTB
B CUCTEMY MOHHTOPHHI'A ABUKEHUA JIEKAPCTBEHHBLIX NpPenapaToB
AJIS MEAHUHHCKOIo IpHMEHEHHH IIPDH BBOJ€ B 060p0T JEKAPCTBCHHBIX
npenapaTtoB AJiI MEANIHHCKOIoO IPHMEHEH U

I. CBeneHuns o nekapcTBEHHBIX Npenaparax 1l MEJULMHCKOIO IPUMEHEHNS,
IIPOU3BEEHHBIX Ha TeppuTopul Poccuiickoil Menepaiiuy, IpeacTaBisgeMble
cyOBpeKkTamu oOpalieHns TeKapCTBEHHBIX CPEICTB B CUCTEMY MOHUTOPUHTA

IBIDKEHUS JIEKapCTBEHHBIX IIPENapaToB Il MEAUIMHCKOTO IIPUMEHEHUS

1. CyOpexThl oOpalleHus JIEKapCTBEHHBIX CpPENCTB IIPU 3aBEpIICHUU
cTaauy (acoBKM (YIMAKOBKH) JIEKAPCTBEHHBIX NPENapaToB AN MeIULUHCKOTO
npuMeHeHUs (gamee - JIGKapCTBEHHBIC IIpemapaThl) BO  BTOPUYHYIO
(IOTpeOUTENBCKYIO) VIAKOBKY JIEKapCTBEHHOTO Iipemapara (B ciydae ee
OTCYTCTBHUS - IEPBUYHYIO YITaKOBKY JIEKAPCTBEHHOTO IIpenapara) MpeacTaBIsIioT
B CHCTEMYy MOHHUTOPWHIA IBM)KECHHS JIEKapCTBEHHBIX IpernapartoB (Iauee -
CUCTEMa MOHHUTOPHHTA) CIEIYIOUIyl0 HHQOPMALMIO B OTHOIIEHUH KaXI0H
TOPrOBOM eIMHUIIBI IEeKAPCTBEHHOIO NIpenapara:

a) laTa COBEPIICHUS OTlepaliu;

0) UIeHTU(DUKAIMOHHBI  HOMEp  HaJororjiaTelbliuKa  CyObeKTa
oOpallleHus JIEKApCTBEHHBIX CPEJICTB, OCYIIECTBISIONIET0 (acoBKY (yIaKOBKY)
JEKapCTBEHHBIX IIpPEenapaToB BO BTOPUYHYIO (TOTPeOUTENHCKYIO) YIIaKOBKY
JIeKapCTBEHHOro npemapara (B CIydae ee OTCYTCTBHS - NEPBUYHYIO YIIAKOBKY
JeKapCTBEHHOTO IIpenapara);

B) aJipeC MecTa OCYIIECTBIEHHS HeATeNbHOCTH, I7ie ObLIa 3aBeplieHa
cTtaaus ¢acoBkU (YIIAaKOBKH) JIEKaQpCTBEHHBIX MpPENapaToB BO BTOPUUYHYIO
(moTpebUTEIBCKYIO) YIAKOBKY JIeKapCTBEHHOro mpemnapara (B ciydae ee
OTCYTCTBHS - IIEPBUYHYIO YITaKOBKY JIEKapCTBEHHOTO Mpernapara);
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I) TUI [POW3BOJCTBEHHOI0 3akaza (KOHTPAaKTHOE WIH COOCTBEHHOE
MIPOU3BOJICTRBO);

I) UIeHTUDUKAIMOHHBIM  HOMep  HaJIOromareibIIuKka  cyObekTa
oOpaleHns JeKapCTBEHHBIX CPEJCTB, ABJISIONIETOCS 3aKa39MKOM KOHTPaKTHOTO
(mompsmHOTO) MpOM3BOACTBA (B Ciydae MpeJcTaBleHus HHDopManuu
CyOBEeKTOM  OOpameHHs  JeKapCTBEHHBIX  CPEACTB,  OCYIISCTBISIOIIIM
KOHTPaKTHOE (MIOAPSIIHOE ) TPOU3BOJCTBO);

) ro0anbHbI  UOEHTUUKAIIMOHHBIA HOMEP TOProBOM  €IWHUIIEI
JIeKapCTBEHHOIO MIpernapara;

) HOMep NPOU3BOJCTBEHHOHN CepUU JeKapCTBEHHOI'O IIpenapara;

3) JaTa UCTEUEHHUs CPOKa TOJHOCTH JIEKapCTBEHHOTO IIpernapara;

1) CepUMHBIA INOOaNbHBIA WASHTU(PUKAUUOHHBI HOMEP TOProBOii
EOUHUIBI,  [OPUCBOEHHBIM  BTOPUYHOU  (IOTpeOUTENbCKOM)  yIakoBKe
JIeKapCTBEHHOIO Iperniapara (B cliydyae ee OTCYTCTBUS - IIEPBUYHON YIIaKOBKE
JeKapCTBEHHOTO TIperapara).

2. CyObekThl oOpamieHus JIeKapCTBEHHBIX CPEACTB INpH 3aBEpIICHUU
CTaIVM BBITYCKAIOIIETO KOHTPOJIA KadecTBa TNPEACTaBISIOT B CHCTEMY
MOHUTOPUHTA CIEIYIOIIYI0 HHGOPMALMIO O BBIIYCKE TOTOBOM NPOAYKLIHMH B
OTHOLIEHWM KaXIOW TOProBOW eOWHHUIBI JIEKApCTBEHHOTO IIpenapara,
[IPOU3BEICHHOM Ha Tepputopun Poccuiickoit @enepanun:

a) JlaTa COBEPILICHUs OTIepalliH;

0) uneHTUOUKATMOHHBINA HOMED HAJIOTOILIATENbIINKA cyOBpekTa
obpallleHnsl JIEKAPCTBEHHBIX CPEICTB, OCYIIECTBISIOIIETO0 PETUCTPAIIHIO
CBENIEHUI O BBIITYCKE FOTOBOMU MPOTYKIIHH;

B) apeC MecCTa OCYINEeCTBICHHUS IeATCeIBHOCTH CyOBeKkTa oOpallleHus
JTEKapCTBEHHBIX  CPEICTB, OCYIIECTBISIONIETO  PETUCTPALAI0  CBeJCHU
O BBIITYCKE F'OTOBOM MPOTYKITUH;

I) BUI JOKyYMEHTa O TIOATBEPXKIEHHHN COOTBETCTBUA - CepTUUKAT
COOTBETCTBUS WM JIEKJIapaiis O COOTBETCTBUY;

1) PEKBU3HUTHl JOKYMEHTa O IIOATBEPXKICHHWH COOTBETCTBHS (maTa u
HOMED);

€) CEpUMHBIA TI00ATBHBIN UICHTU(DUKAIIMOHHBEIA HOMEpP TOPTOBOH
eQUHULBl UM TPYIIIOBOM KOJI YIIAKOBKH, B KOTOPOH HAXOAUTCS BBITYILIEHHBIH
B O0OpOT JIeKapCTBEHHBIHM Tpenapar (B clydae BBITYCKa TPYINIOBOA YITaKOBKH
LETIKOM ).
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II. CBenenus, npeacrapiseMble CyObeKTaMu 00pallieHUs JIEKaPCTBEHHBIX
CPEJICTB B CHCTEMY MOHUTOPHHTA, O JIEKapCTBEHHBIX IIpernaparax,
IIPOM3BEIEHHBIX 3a IpefenamMu Teppuropun Poccuiickoit Penepannu

3. CyOBeKTsl oOpalmeHuss JeKapCTBEHHBIX CpPEICTB IIPH 3aBEpIICHUH
[IPOM3BOJCTBEHHON CTaJAUU BBIITYCKAIOIIETO KOHTPOJA KayecTBa IIPe/ICTaBISIOT
B CHCTEMY MOHHTOPHHIA CIEAYIOUIyI0 WH(GOPMAILWIO B OTHOLIEHWH KaXIOH
€IUHULIBl JIEKAPCTBEHHOTO IIpenapaTa, M[pPOU3BEAEHHOM 3a IpelellaMy
Tepputopuu Poccuiickoit @eaepanuu:

a) JlaTa COBEPIICHUS OTIepaIlyH;

6) xon HaJoromnaTesbIIuKa JepKareiis WA BIaJENbLA
PETUCTPALMOHHOIO YJIOCTOBEPEHHMs JIEKapCTBEHHOI'O IIpelapara B CTpaHe
perucrpaiuy  JuOO0  UASHTUGUKALMOHHBIA HOMEp  HaJIOrOIUIATeJNbIINKa
(mnst  cyOwpexkta  oOpallleHHs  JIGKAPCTBEHHBIX  CPEACTB,  SABISIIOLIETOCS
opraHuzalyei, Npu3HaBaeMON  HaJOroBBIM  pe3uacHTOM  Pocculickoin
Qenepauny, W  UHAUBUAYAJIBHBIM  [peANpUHUMATENEM,  WIX  JJA
IpEeNCTaBUTENIbCTBA CyOBbeKTa oOOpamieHuss JICKapCTBEHHBIX CpPENCTB Ha
Teppuropun Poccuiickoii @enepannn),

B)KOJ  CTpaHbl  perucTpaluyd  Jepkareils  WIM  Blajenbla
PETUCTPAIIMOHHOrO YIOCTOBEPEHHUS JIEKapCTBEHHOTO IIpenapaTa (s cyObeKTa
oOpallleHusi  JIEKapCTBEHHBIX  CPEJICTB,  SBJISIOMIETOCS  HMHOCTPAHHOMU
OpraHu3allpeli, He I[pu3HaBaeMON HAJOTOBBIM pPE3UAEHTOM Poccuiickoii
Qenepaniy ¥ He HUMeEIONIEl TpeJICTaBUTENLCTB Ha TeppUTOpHH PoccuiicKoit
Ddenepalun);

T) KOJ HalorolulaTenbliKa CcyOBekTa oOpallleHus JEeKapCTBEeHHBIX
CPeICTB, OCyIlecTBIsonero ¢hacoBKy (yIaKOBKY) JIEKAPCTBEHHBIX IIpenapaToB
BO BTOPUYHYIO (IOTPeOUTENBCKYIO) YIAKOBKY JIEKapCTBEHHOI'O Mpernapara
(B cilydae ee OTCYTCTBUS - MEPBUYHYIO YITAKOBKY JIEKAPCTBEHHOTO Iperapara),
B CTpaHe perucTpaluy;

1) KOA CTpaHBl perucTpauuu cyOsexTa oOpalleHus JeKapCTBEHHBIX
CPEACTB, OCYIIECTBISIOIIEro (HacoBKy (yIaKOBKY) JIEKAPCTBEHHBIX IIpeniapaToB
BO BTOPHUYHYIO (IIOTPEOUTENBCKYIO) YIAaKOBKY JIEKapCTBEHHOTO IIperapara
(B cityyae ee OTCYTCTBHS - TIEPBUYHYIO YIIAKOBKY JIEKapCTBEHHOTO Mpernapara);

€) HAaMMEHOBaHWe CyObekTa oOpallleHHs JIeKapCTBEHHBIX CPEICTB,
OCYyIIECTBIAIOMEr0 (acoBKy (YNAakoBKYy) J€KapCTBEHHBIX IIpenapaToB BO
BTOPUYHYIO (NOTpeOUTENbCKYI0) YIIAKOBKY JIEKapCTBEHHOI'O  IIperapara
(B citydae ee OTCYTCTBHS - IIEPBUYHYIO YIIAKOBKY JIEKAPCTBEHHOTO IIpenapara);
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4

’K) KO HaJIoroIviaTeNblInKa CcyObekra OOpallleHHsl JIeKapCTBEHHBIX
CPEICTB, OCYIIECTBIISAIOIIEIO MPOM3BOIACTBEHHYIO CTaJHMIO BBIIIYCKAIOIIEro
KOHTPOJIS Ka4eCTBa, B CTpaHe perucTpallyy;

3) KOl CTpaHbl perucTpanvy cyObekra oOpallleHHMs JIeKapCTBEHHBIX
CpPEACTB, OCYLIECTBIAIOIIETO IIPOM3BOICTBEHHYIO CTaJUIO BBITYCKAIOIIETO
KOHTpOJIsI KayeCTBa,

1) HaMEHOBaHNE CcyObekTa oOpalleHus JEKapCTBEHHBIX CPEJCTB,
OCYILIECTBIISIOLIETO BBIITYCKAIOIUNA KOHTPOIb Ka4yeCTBa,;

K) NI0OATBHEIN MAeHTH(DUKAIIMOHHBIA HOMEp TOPrOBOM €IUHUIIb;

1) HOMEP NMPOU3BOACTBEHHOM CEPUH JIEKAPCTBEHHOIO MIpenapara;

M) JaTa UCTeYeHUs CPOKa FOJHOCTH JIEKapCTBEHHOIO MIpenapara;

H) CepUHHBIA ri00anbHBIl HWASHTUPUKAIIMOHHBIA HOMEp TOpProBOH
CIVHUIIBI, TNPUCBOEHHBIM  BTOpPUYHOW  (MOTPEOUTENBCKONM)  yIaKOBKE
JIeKapCTBEHHOIr0 Iperapara (B ciIydae ee OTCYTCTBHA - IIEPBUYHOM YIIAKOBKE
JIeKapCTBEHHOIO TIpernapara).

III. CBenenus, npencrapiseMble CyObeKTaMi 0OpaleHHs TeKapCTBEHHBIX
CpPEeIICTB B CHCTEMY MOHHUTOPHUHTA, O JIEKAPCTBEHHBIX IIperapaTax, BBO3UMBIX
Ha Tepputopuio Poccutickolt ®enepanuu

4. CyOpexTsl oOpalleHus JeKapCTBEHHBIX CpPEACTB IpH 3aBEPILICHUH
OTTPY3KHM  JeKapCTBEHHBIX IpemapaToB B  Poccuiickyro  dDenepanuro
IPEeACTaBISIOT B CHCTEMY MOHUTOPHMHIA CIENYIOUIyI0 HH(pOpMaIuio
B OTHOIIEHWH KOKIOW €IUHULIBI JIEKapCTBEHHOIO IIpenapara:

a) JlaTa COBEPIICHUS OIIEpaLlHH;

0) xox HaJIOTOILIATENbIIHKA aepkaTeiis 158051 BJIaJIeNbLIA
PETUCTPALlMOHHOTO YJIOCTOBEPEHUsS JIEKAapCTBEHHOIO IIpenapara B CTpaHe
perucTpaluu  Jubo HMACHTH(GUKAIMOHHBIA HOMED  HaJIOroILIaTeNbIIUKa
(nns cybbekra oOpamieHHs  JIE€KapCTBEHHBIX  CPENCTB,  SBISIOLIErOCS
opraHu3alesi, nIpu3HaBaeMOM  HaJIOroBbIM  pe3uneHToM  Poccuiickoit
®enepanv, W WHAUBHAYaIbHBIM  IIpeINpAHUMATENEM,  WIH I
NpeACTaBUTEIbCTBA CyOBEKTa OOpallleHUs JIeKapCTBEHHBIX CPEeNCTB Ha
tepputopuu Poccuiickoit @enepariun);

B) KOJ  CTpaHbl  perucTpalyy  Jep)Kareias  WIA  BJIAaJEiblLa
PETHCTPAIIIOHHOTO YIOCTOBEPEHHUS JIEKApCTBEHHOTO Mpenapara (Ui cyObekTa
obpamieHusi  JIeKapCTBEHHBIX  CpPEJACTB,  SBIAIOIIETOCS  MHOCTPaHHOM
opraHuzanueil, He MPU3HABaeMOM HAJIOIOBBIM pe3umeHToM Poccuiickoil
Qenepanii¥ M He HMEIONIEH NpeACTaBUTENBCTB Ha Tepputopum Poccuiickoit
®enepannn);
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') KOJ HaJIOTOIUIATENbIINKA, SBISIOMIEroCcs MPOHAaBLIOM JIEKapCTBEHHBIX
[IpenaparoB, B CTpaHe perucTpaluy;

1) KO CTPaHBl PETHUCTPAIlMH IIpOAaBIia JIEKAPCTBEHHBIX IIPENapaTosB;

) WIeHTH(GUKAIIUOHHBI  HOMep  HajoromnaTelblika  cyObeKTa
oOpalleHuss  JIeKapCTBEHHBIX  CpPEICTB,  SBISIOUIETOCAd  ITOKyIIATENeM
JIEKapCTBEHHEIX NpenapatoB B Poccuiickoit Penepanny;

) PEKBU3HUTHl ITEPBUYHOTO JOKyMEHTa, SBISIOIIETOCS OCHOBaHHEM
IUIsL OTIPY3KH JiekapcTBeHHOro npenapara B Poccuiickyro ®enepanuro;

3) cepuiHBI TII00ANBHBIA  MAEHTU(HKAIIMOHHEIA HOMep TOpProBOH
€QVHUILBI WY FPYNIOBOM KOJ IPYIIIOBOM YIIAKOBKH, B KOTOPOX HAXOIUTCA 3TOT
JIeKapCTBEHHEIN Iperapar (B ciiydae OTrpy3KHd I'PYNIOBON yIIaKOBKH LETUKOM).

5. Cy6bexThl o0pallieHusl JIEKapCTBEHHBIX CPEICTB IPH OCYIIECTBICHUU
BBO3a M pa3MEILIEHUs JIEKapCTBEHHBIX IIpelnapaToB Ha TEPPUTOPUH CKIana
BPEMEHHOIO XpaHEHHs HJIM B 30HE TaMOXXEHHOI'O KOHTPOJS MPEACTAaBIAIOT B
CHUCTEMY MOHHUTOPHHIA CIEAyIOUyl0 HHGOPMAllM0 B OTHOIICHHUH KaXIOU
€IMHUILIBI JIEKAPCTBEHHOTO IIpenapara:

a) 1ara COBEpPIICHUS Ollepalliy;

0) xon HaJororuiaTejplliika B CTpaHe  perucTpaluu WU
UIeHTUGHUKAIIMOHHEI HOMep HalloToIuIaTeNblInka cyObekTa oOpalieHus
JIEKapCTBEHHBIX IIPENapaToB, OCYIIECTBISIOIIETO BBO3  JIEKAPCTBEHHBIX
npenapatoB Ha tepputopuio Poccuiickoit ®enmepanmmu (mns  cyObekrta
oOpamieHuss  JeKapCTBEHHBIX  CpPEICTB,  SBISAIOLIETOCS  OpraHU3aluel,
MpU3HABaEMOM  HaJIOroBbIM  pe3ujeHToM Poccuiickoit ®Depepanuu, U
VHIUBHAIYAIBHBIM NpeAIpUHUMATENIeM, WX s [IpeACcTaBUTENIbCTBA CyOBeKTa
oOpaHieHus TeKapCTBEHHBIX CpeJICTB Ha TeppuTopuu Poccuiickoit deneparun);

B) KOJl CTpaHbl perucTpauuu CcyOBekTa oOpalieHus JeKapCTBEHHBIX
CPEJCTB, OCYIIECTBIIAIOLIETO BBO3 JIEKapCTBEHHBIX IpernapaToB
Ha Tepputopuio Poccuiickoit denepaumu (ans cyOwnekTa obpaineHus
JIEKapCTBEHHBIX CPEICTB, SBIIIOLIErOCS HHOCTPAaHHOM oOpraHusalieit, He
IIpU3HaBaeMOM HaJoOroBeIM pe3ugeHToM Poccuiickoit @epepanuu u  He
UMeEIOLIEeH NTPEACTAaBUTENBCTB Ha TeppuTopun Poccuiickoit enepanun),

I') KOO TaMOXEHHOI'O oOpraHa ¢ perucTpallMoHHBII HOMEp CKiIaja
(ampec MecTa HaxXOXIACHUS TOBapa COINIACHO ACKJIapalluyi Ha TOBaphl);

J1) KOJ HaJOTOIJIATEIbIINKA, SBISIONIErOCS MPOAABIOM JIeKapCTBEHHBIX
[IpenaparToB, B CTpaHe PerucTpanuy;

€) KOJl CTpaHbl PETUCTPALMHU [TPO/IaBLia JIEKapCTBEHHBIX IIPErapaTos;

) THII IOTOBOPA;
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3) PEeKBU3UTHI NEPBUYHOTO JOKYMEHTa, SBISIOIIErOCsl OCHOBaHUEM JUIS
BBO3a JIEKapCTBEHHOro Mpenapara Ha Teppurtoputo Poccuiickoit PDenepauuu
(naTta u HOMED);

¥) CepUiHBIA II0OANBHBIM HACHTU(QHUKALMOHHBIA HOMEp TOpPrOBOHN
eIMHULBI WU IPYIIOBOX KOJ IPYIIOBOX YIAKOBKH, B KOTOPOW HaXOIUTCSA 3TOT
JIEKapCTBEHHBIHN Npernapart (B ciiydae BBO3a IPYNIIOBOM yIIAKOBKY [ETUKOM).

6. CyOpexTsl 0OpallleHusi JEeKapCTBEHHBIX CPEACTB, OCYIIECTBIAIOIINE
nepefavdy JIeKapCTBEHHBIX IMIPEapaToB, IOMEIIEHHBIX I10J TaMOXXEHHYIO
Opolenypy  TaMOXEHHOTo  CKjiada, JApYyroMy  COOCTBEHHHKY  (CMeEHe
COOCTBEHHHMKA), MPEACTABIAIOT B CHCTEMY MOHHMTOPHHIA CIIEIYIOLIYIO
MHGOPMAIUIO B OTHOLICHUN KaXKJI0M €IMHULIBI JIEKapCTBEHHOTO IIpernapara:

a) J1aTa COBEPIIEHUS OIepallvu;

0) xon ~ HaloromiaTenblIMKa B  CTpaHe  pEeruCTpaldyd - WU
UAeHTUGUKAIIMOHHBIH HOMEp Hallororularenblidka cyObekTa obOpalneHus
JEKapCTBEHHBIX CPEJCTB, OCYIIECTBIAIOINEro Iepefady JIeKapCTBEHHBIX
IpenapaToB ([Js cyObekTa oOpallleHus JeKapCTBEHHBIX CPEACTB, SBIISIOIIETroCs
OpraHu3alyell, Ipu3HaBaeMOM  HAJOTOBBIM  pe3HAEHTOM  Poccuiickoi
denepanu, W  AHIUBUAYAJIBHBIM  IpeaIpUHUAMATENeM, HWIH A1
NpelcTaBUTENIbCTBA CyObeKTa OOpallleHHs JIeKapCTBEHHBIX CpEJCTB Ha
tepputopun Poccutickoit denepaivin);

B) KO CTpaHBhl perucrpaiuu cyObekTa oOpallleHHs! JeKapCTBEeHHBIX
CPEACTB, OCYIIECTBISIOWIEr0o  Ilepefady  JIEKapCTBEHHBIX  IIpenapaToB
(ang  cyOwpekTa oOpallleHUs JIEKapCTBEHHBIX  CPEICTB,  SIBIISIOIIETOCS
MHOCTPaHHON oOpraHuzaiued, He MpU3HaBaeMOM HAaJIOTOBBIM pPe3UIEHTOM
Poccuiickoli ®@enepanuu U He HUMEKOIIEN IPEeACTABUTENBCTB Ha TEPPUTOPUH
Poccuiickoit @enepanun );

) UOAeHTUGUKAITMOHHBIA ~ HOMEp  HaJloromarenbplMka  cyObekTa
oOpallleHus] ~ JIGKapCTBEHHBIX  CPENCTB,  OCYIIECTBISIOIIETO0  MPHUEMKY
JIeKapCTBEHHBIX [Ipenaparos;

1) PEKBU3UTHI MEPBUYHOTO JOKYMEHTa, SIBISIOLIErOCs OCHOBAaHUEM ISl
nepeady JIeKapCTBEHHOro pernapara (J1ata 1 HOMep);

€) CepUMHBIA rnoOaibHBI UAEHTU(DUKAMOHHBIA HOMEP TOProBOM
€ IMHULBI WU TPYIOBOX KOJ MPYHIIOBOM YIIaKOBKH, B KOTOPON HAXOAUTCS 3TOT
JIeKapCTBEHHBIH Npenapar (B cllydae nepefiauyl IpyNnnoBoi yIIaKOBKH LIEIUKOM).

7. CyOBexTsl  oOpaimieHuss  JeKapCTBEHHBIX  CpPEICTB,  KOTOPHIM
OCyIIEeCTBIEHa Ilepefada NpaB COOCTBEHHOCTH JIEKapCTBEHHOTO IIpemnaparta,
MIOMELIEHHOI'0 II0JI TaMOXXEHHYIO TMpOHeNypy TaMOXEHHOTO CKjaia, Npu
MOATBEPKACHUN CBEIEHHM, COAEp)XalllUXCsi B CHCTEME MOHHUTOPHHTIa
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O IepelaHHbIX JIeKapCTBEHHBIX IIpelnaparax, MPeACTaBISIIOT B CHCTEMY
MOHHTOPHUHIA CIEAYIOUIYK0 HHGOPMAalWi0O B OTHOLICHWM KaXKAOW €IUHUIIBI
JIEKapCTBEHHOTO IIpenapara:

a) llaTa COBEPIICHUS OTepalliy;

0) uaeHTUGUKAIIMOHHBIE ~ HOMep  HaJoroliaTrelbliMka  cyOBekTa
oOpameHlsl  JIGKapCTBEHHBIX  CPENCTB,  OCYHISCTBIISIONIETO  MPHEMKY
JEKapCTBEHHBIX MIPenaparos; '

B) KOI  HaJOroiularejblika B  CTpaHe  perucTpaludd WU
UIEHTUGUKAIMOHHBI HOMEpP HaJIOroIUIaTeNblliKa CyObheKkTa oOparmeHus
JIEKapCTBEHHBIX CPEICTB, OCYIIECTBISIOIIEr0 Iepefady JIeKapCTBEHHBIX
nmpenapatoB (s cyObekTa oOpalleHus JeKapCTBEHHBIX CPEJICTB, SIBIISIONIETOCS
OpraHu3anpell, IMpHU3HaBaeMOM  HaJllOTOBBIM  pe3uaeHToM  Poccuiickoit
Qenepaniy, W UHAUBUAYAIBHBIM  [peANpUHUMATENEM,  WIH A
IIPEeICTaBUTENbCTBA CyOBEKTa OOpallleHUs JIEKapCTBEHHBIX CpPEJCTB Ha
tepputopun Poccutickoit ®eneparun);

T) KO CTpaHbl perucTpaluu cyObekTa oOpallleHHs JIeKapCTBEHHBIX
CPEACTB, OCYLIECTBIAIONIETO  Iepefady  JIEKapCTBEHHBIX  IIperaparoB
(mns  cyOpekTa oOpallleHUss JIEKapCTBEHHBIX  CPEICTB,  SIBISIOLIETOCS
MHOCTPAaHHOM OpraHu3alyei, He IpH3HaBaeMOM HAaJIOTOBBIM pPe3UIEHTOM
Poccuiickoit ®@enepanu 1 He HMEIOIIEH NpPeNCTaBUTENILCTB Ha TEPPUTOPUHU
Poccuiickoit @eneparun);

1) CepudHBIA riI00anbHBIM WIASHTUGUKAUWMOHHEIA HOMEpP TOProBOU
€MHHUILIB] WY TPYIIIOBOM KO IPyNIIOBOM YIAaKOBKHU, B KOTOPOH HAXOAUTCS 3TOT
JIEKapCTBEHHBIM Mpemnapar (B ciiydae nepeiadd rpyImnoBOM yIIakoBKH IETUKOM).

8. CyObexThl oOpallleHUsl JIEKapCTBEHHBIX CPEACTB IMPU NepeMeIICHIH
JIEKapCTBEHHBIX IIPENapaToB IJIs MEIULIMHCKOIO NPHUMEHEHHMS MEXIy 30HaMHU
TaMO>KEHHOT'O KOHTPOJIS NPEJICTABISIOT B CUCTEMY MOHUTOPUHIA CJIEAYIOIIYIO
UHGOpPMALIMIO B OTHOIIEHUH KKIOM eWHMIIBI JIEKApCTBEHHOTO ITpernapara:

a) JlaTa COBEPIICHUS ONepalliy;

0) Koo ~ HaJoromiareNbllMKa B CTpaHe  pPErucTpaldd WM
UJEeHTUUKAIIMOHHBIA HOMEpP HaloroIuiaTeNblInka CyObeKTa oOpalleHus
JIEKapCTBEHHBIX CPEACTB, OCYLIECTBISIIOLIErO IepeMelIeHre JIeKapCTBEHHBIX
npenapaToB (s cyOpexTa oOpalleHus 1eKapCTBEHHBIX CPEICTB, SBIAIOIIETOC
opraHM3aiyeyl, IPU3HABAEMOl  HAJIOTOBBIM  pe3uaeHToM  Poccuiickoi
Qepepanvy, ©W  UHAUBUAYANBHBEIM  [peAlNpUHUMATENEM, WU JUIS
PEeNCTaBUTENbCTBA CyOBeKTa oOpallleHHs JIeKapCTBEHHBIX CPEeACTB Ha
Teppuropun Poccutickoit denepanun);
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B) KOA CTpaHbl perucTpaiuu CcyObekTa oOpalleHus JeKapCTBEHHBIX
CPEACTB, OCYIIECTBISIONIEro TepeMellenue (I cyObekTa OOpaleHus
JIEKapCTBEHHBIX CPENICTB, SBJISIOIIETOCS HWHOCTPaHHOH oOpraHusanueii, He
IpU3HaBaeMON HaJIOTOBBIM pe3ufeHToM Poccuiickoil @Pepepanuu U He
UMEIOIIIEH NIpeICTaBUTENbCTB Ha TeppuTopur Poccuiickoil @enepanym);

r) KOA TaMOXXEHHOTO OpraHa # perucTpalliOHHBIM HOMep CcKiaja
OTrpy3KH (afpec MecTa HaxOXK/JIeHUsl TOBapa COIVIACHO JAeKJIapallid Ha TOBapBl,
13 KOTOPOTO OCYILIECTBIAETCS [IEpEMEIICHUE);

1) KOJ TaMOXXEHHOTO OpraHa M perucTpalloOHHBIM HOMep CKiIaja
npueMKH (aZpec MecTa HaXOXICHMsI TOBapa, B KOTOPOE OCYHIECTBIAETCS
nepeMelleHne);

€) cepuiHbIM rino0anbHBIM HMIACHTU(GUKAIWMOHHBIA HOMEp TOProBOU
€VHUIIB] WY TPYIIOBOM KO/ IPyIIIOBOM YIIAaKOBKH, B KOTOPOH HAXOZUTCS 3TOT
JeKapCTBEHHBIN mpenapar (B ciaydae HepeMeIleHus] TIpyIIIoBOM YIaKOBKH
LETHKOM ).

9. CyOBexkThl oOpallleHHs JIeKapCTBEHHBIX CPEACTB IpH NPUHATHH
pelieHWs O BBIIYCKE JIEKApPCTBEHHBIX [penapaToB Uil BHYTPEHHErO
noTpebieHus], IPUHATOr0 TaMOXXEHHBIMU OpraHaMU, IPeACTaBISIIOT B CUCTEMY
MOHHUTOpPHHIA CJENYIONYI0 HH(GOPMalMIO B OTHOWIEHMH KaXIOH TOProBOU
€ IMHHLBI IEKapCTBEHHOTO Iperapara:

a) llaTa COBEPIIIEHUS OllepalluH;

0) uaeHTH(QUKAIMOHHBIM  HOMep  HajoromiaTeNnblIuka  cyOBeKTa
oOpallleHusl JIeKapCTBEHHBIX CPEJACTB, OCYIIECTBISIOLIEro JeKIapHpoBaHUE
JeKapCTBEHHBIX MpernapaToB Ha Teppuropun Poccuiickoit denepanuu;

B) KO TaMOXEHHOU Npoleayphl;

I') KOI TaMOKEHHOT'0 OpraHa; |

1) pPeKBU3UTHI TAMOXXEHHOU JeKIapallui Ha JIEKapCTBEHHBIN Mperapar;

€) TaMO)XEHHasi CTOMMOCTh JIeKapCTBEHHOIO IIperapara COIJIACHO
JeKJapalliy Ha JIEKapCTBEHHbBIN Mpenapar;

) CEpUMHBIN T100aNbHBIM HUIECHTUGUKAUIMOHHBIE HOMEpP TOProBOi
€ IVMHMIBI WM TPYIIOBON KOJI FPYyNIIOBOM yIIaKOBKH, B KOTOPOH HaXOIUTCS 3TOT
JIeKapCTBEHHBIH Hpenapar (B cliyyae IOMELIEHUS 10 TaMOXXEHHYIO IPOLEeaypy
I'pyNIIOBOM yIIAaKOBKH LETHUKOM);

3) BUJ JAOKYMEHTa O TIIOATBEPXAEHUU COOTBETCTBUS - CepTU(]UKAT
COOTBETCTBHS WM JISKJIapaliisi O COOTBETCTBUY;

M) peKBU3UTHl JOKYMEHTa O IOATBEPKICHUM COOTBETCTBHA (/aTa H
HOMED).
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10. CyOpexThl oOpamieHus JeKapCTBEHHBIX CPeACTB NPU IEPEMEINEHUN
JeKapCTBEHHBIX IIpernapaToB M3 30HBl TaMOXXEHHOIO  KOHTpOJIS Ha
bapMalleBTUUECKHH  CKJIaJ  MpencTaBlsIOT B CUCTEMY  MOHHMTOpPHHIA
CJIeTIOLYI0 MHQOPMAIMIO B OTHOIIEHWM KaXXION €IUHHIBI JIEKApCTBEHHOIO
nperapara:

a) aTa COBEPIIIEHUS OIepallny;

0) uneHTU(DUKAIIMOHHBIM  HOMEp  HaJOroriaTelbliMKa  CyObeKTa
oOpallleHus JTeKapCTBEHHBIX CPENCTB, OCYLIECTBISIOErO0 BBO3 JIEKAPCTBEHHBIX
npenapatoB Ha Teppuroputo Poccuiickoit denepariiy;

B) aipeC MecTa OCYINECTBIEHUS JesSTebHOCTH CcyObekTa oOpameHus
JIeKapCTBEHHBIX CPEICTB, OCYIIECTBISIONIET0 BBO3 JIEKAPCTBEHHBIX IIperapaToB
Ha tepputopuro Poccuiickoit OGenepanny;

I') KOJT TaMO>XEHHOT'O OpraHa U pPervucTpallMOHHBI HOMEpP TaMOXXEHHOTO
CKJIaJia OTTPY3KH;

1) pEKBU3UTHl IEPBHYHOIO JOKYMEHTa, SBISIOLIErocs OCHOBaHHEM
IUISE IPUEMKU JIEKapCTBEHHOTO Mpenapara Ha ¢hapManeBTUUeCKU cKiIaj (J1ata u
HOMED);

€) CTOMMOCTbD, YKa3aHHas B COIPOBOIUTENBHON JOKYMEHTaIlU! Ha TOBap,
Ha OCHOBaHHMM KOTOpO#l odopmisieTcss TaMmMOXXeHHas JeKiapalus, C y4eTOM
TaMOJKE€HHBIX ITOIUIMH U COOPOB 3a TaMOXEHHOE 0()OPMIIEHUE;

) CEpHUAHBIN TIOOANBHEIR MIEHTU(DUKAIMOHHBIA HOMEpP TOProBOM
e IMHULIBI WU TPYIIOBON KOJ IPYMNIIOBOM YITAKOBKH, B KOTOPOI HaXOAUTCS 3TOT
NeKapCTBEHHBIN mpenapar (B clydae NpHeMKd Ha (apMaleBTUHEeCKUil CKIan
IPYIIIOBOM YHAKOBKH IIEJIMKOM).

11. CyOpexTsl 00pamieHus JeKapCTBEHHBIX CPE/ICTB NIPU OCYIIeCTBICHUU
BBO3a JIEKAPCTBEHHBIX NpenapaToB B Poccuiickyro denepaiuto U3 rocyaapcTs -
q/IeHOB EBpasuiickoro 3KOHOMHYECKOTO COI03a MPEJICTaBISAIOT B CUCTEMY
MOHUTOpPUHIA CJIEAYIOUIYyI0 HH(POPMALMIO B OTHOIIEHHH KaXIOW TOProBOi
€IMHUIIBI JIEKapCTBEHHOTO IIperapara:

a) laTta COBEpIICHHUS OIepaIuy;

0) xox HaJIOrOILIATENBIIINKA JepKaTens 1501048 BJIaJleJbla
pPEruCcTpallMOHHOTO YAOCTOBEpPEHUS JIEKApCTBEHHOTO IIperiapara B CTpaHe
pEeruCTpallid WM HACHTU(QUKAIMOHHBIA HOMEp HaJOroIUlaTeNbIiuKa (s
cyOBekTa oOpallleHUs JIeKApCTBEHHBIX CPEJICTB, SBISIOLIETOCS OpraHU3aIuei,
IpU3HABAaeMOM  HallOTOBBIM  pe3ujieHTOM Pocculickoil  @Penepauuu, U
MHJVBHUAYaJIBHBIM IpEeANpUHUMATENEM, WIM ISl PeICTaBUTEeNbCTBA CYOBeKTa
oOpalleHus JIeKapCTBEHHBIX CPeACTB Ha TeppuTopuu Poccuiickoit @enepanun);
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B) KOJI CTpaHbl  perucTpalum  Aepxareins  WIH BIIaJIeJIbIIA
PETUCTPALIMOHHOTO yIOCTOBEPEHHS JIEKApCTBEHHOIO mpernapaTa (AN cyObekTa
ofOpalieHuss  JIEKapCTBEHHBIX  CpEeJCTB,  SBIIOIIErocss  WHOCTPaHHOH
opraHu3aluey, He IIPU3HABAEMON HAJOTOBBIM pPE3UACHTOM Poccuiickoi
Qenepallid ¥ He UMEIOLIEH IIPEACTaBUTENBCTB Ha TEPPUTOpUM Pocchiickoil
denepaiun);

') KO HAJIOTOIUIATENbIINKA, SBISIOMErocsl NPOJAABLOM JEKapCTBEHHBIX
[IpenapaToB, B CTPaHE PErUCTPaLINY;

1) KOJ CTpaHbl perucTpalyy MpoaaBlia JeKapCTBEeHHBIX IIpenapaTos;

e) HIeHTUQUKAIIMOHHBI  HOMEp  HaJloroIUlaTeNblIdKa  cyObekTa
obpamieHusi  JeKapCTBEHHBIX  CpENCTB,  ABJIAIOINErocs  MOKylaTeleM
JeKapCTBEHHBIX NpenaparoB B Poccuiickon enepanmy;

X) aipeC MecTa OCYIIECTBIEHUS NEATEeIbHOCTH CyOBeKTa OOpalleHHUs
JICKapCTBEHHBIX  CPEACTB, SAB/IOLIErOCs  IOKyNaTejgeM  JIEKapCTBEHHBIX
npenapatoB B Poccuiickoil ®denepanuy;

3) peKBHU3UTHI MEPBUYHOrO JOKYMEHTa, SBISIONIErOCs OCHOBAaHHEM
IUTS OTTPY3KHU JieKapcTBeHHOro mpernapaTta B Poccuiickyro @enepanmio (f1ara u
HOMeED);

¥) CCpUUAHBIA TIO0ANBHBIA HUIACHTHPUKALMOHHBIH HOMEpP TOProBOM
€IUHUIIE] WIN CPYNIIOBOX KOJ I'PYIIIOBOM yAaKOBKHU, B KOTOPON HaXOAUTCS 3TOT
JeKapCTBEHHBIH Mpenapar (B cilydyae OTIPy3KU I'PyIIOBOM YyIIaKOBKU LIEIHKOM).

12. Cy6nekTsl oOpalieHus JeKapCTBEHHBIX CPEICTB NIPU OCYIIECTBICHUN
BBO3a JIEKApCTBEHHBIX IIPENapaTOB Ha Teppurtopuro Poccuiickod Penepanun
u3 I“OCy,D;apCTB - 4jleHOB EBpa3suiickoro s3KOHOMHAYECKOr'0 COK03a U pa3MelIeHUN
Ha (apMaleBTUYECKOM CKJIaJe IMpeACTaBISIOT B CHUCTEMY MOHMTOPHHIA
CIeAyIOLIyl0 HMHGOpMAallMl0 B OTHOIIEHHWHM KaXIOM TOpProBOd eIMHUIIEI
JIEKapCTBEHHOI'O IIpernapara:

a) laTa COBEpIIIEHUs Ollepalliy;

0) uIeHTH(OUKAIMOHHBI  HOMEP  HajloroIvlaTelbliMKa  cyObekTa
oOpaleHus JeKapCTBEHHBIX CPENCTB, OCYIIECTBISIONIETO BBO3 JIEKAPCTBEHHBIX
IpernaparoB Ha Tepputopuio Poccuiickoi Penepanny;

B) aJipec MecTa OCYIIECTBICHHUS [AeATebHOCTH CcyOBheKkTa olpalieHus
JIEKApCTBEHHBIX CPEACTB, OCYIIECTBIISAIOILEr0 BBO3 JIEKAPCTBEHHBIX IIpeNapaToB
Ha TeppuToputo Poccuiickoit @enepaliuy;

) KO HaJIOTOIUIATENbIIKKa, SBISIOIIErocs MPOJABLIOM JEKapCTBEHHBIX
IpenapaToB, B CTpaHe PErucTpaluy;

J1) KOJ CTpaHbl perucTpalyy IpoJaBla JIeKapCTBeHHBIX MPENapaToB;
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€) peKBU3UTHl IEPBUYHOIO JIOKYMEHT4, SBIMIOLIErOCsS OCHOBAaHHEM
JUIsl BBO3a JIEKapCTBEHHOI0 Mpemnapara Ha TeppuToprto Poccuiickoit Penepanyn
(maTa u HOMeED);

) CTOMMOCTh JIEKapCTBEHHOro Ipemapara (C Yy4eTOM Hajora Ha
N00aBJIEHHYIO CTOUMOCTB) COTJIACHO IEPBUYHBIM JOKYMEHTAM;

3) cyMMa Hajlora Ha A00aBIEHHYIO CTOMMOCTH (B CiIy4yae ecid clelika
obaraercs TakUM HaJIOTOM);

W) CEpUMHBIA TI00ANBHBIM HMASHTUGOUKALIMOHHBIA HOMEP TOProBOM
€OUHULIBI WIH IPYIIIOBON KOJ IPYNIIOBOM YIIAKOBKH, B KOTOPOH HaXOMUTCS OTOT
JeKapCcTBeHHBIHN Npenapar (B ciiydae BBO3a I'PYNIIOBOH yIIaKOBKH LIEJTHKOM).

13. CyOBexThl oOpalieHus 1eKapCcTBEHHBIX CPEACTB IIPH OCYIIECTBICHUH
BBOJa B oOpallleHue JIeKapCTBEHHBIX IIperapartoB B paMKax BBO3a Ha
Tepputoprio Poccuiickolt @enepanuyl U3 rocy1apcTB - WIEHOB EBpasHUCKOro
PKOHOMMYECKOIO COX03a MPEACTaBISIIOT B CHCTEMY MOHUTOPHHIA CIIENYIOLIYIO
uH(OpMaINIO B OTHOIIEHUH KaXXA0U eIMHUIIBI JIEKApCTBEHHOIO IIperapara:

a) aTta COBEPILIEHUS ONepalliy;

6) nneHTHOMKALMOHHEIA ~ HOMep  HAJOroIUIaTeNbliuKa  CyObexTa
oOpallieHHs NeKapCTBEHHBIX CPEACTB, OCYIIECTBIISAIOIETO BBO3 JEKapCTBEHHBIX
npemnapatoB Ha Teppuropuro Poccuiickoit Oenepanuy;

B) ajpeC MecTa OCYUISCTBJICHHS [EeATENbHOCTH cyObeKTa oOpalneHus
JIeKapCTBEHHBIX CPEJCTB, OCYIIECTBIISIOIEr0 BBO3 JIEKAPCTBEHHBIX NPENapaToB
Ha TeppuTopuio Poccuiickoi Penepanny;

T) BUO JOKyMEHTa O [OATBEPXACHHU COOTBETCTBUS - CepTUdUKAT
COOTBETCTBUS MU JEKJIapalys O COOTBETCTBUY;

1) PEKBU3UTEI JOKyMeHTa O TOATBEPKACHUH COOTBETCTBHS (Hara u
HOMED);

€) CepUHBIM TNMOOANTBHBIM HACHTUGUKALMOHHBIA HOMEp TOPIrOBOM
€OUHUIIB] WIN FPYNIIOBOM KOJ I'PYIHIIOBOM YIAaKOBKHU, B KOTOPOH HAXOIUTCS 3TOT
JIeKapCTBEHHEBIH Npemnapar (B ciiyuae BBO3a MPYIIIOBON YIIAKOBKH IIEJIUKOM ).

14. CyopexTsl oOpalleHusl JIeKapCTBEHHBIX CPEICTB IPHU IMOBTOPHOM
BBOJIe B 000POT JIEKApPCTBEHHBIX MMPEIapaToB, paHee BbIBEIEHHBIX U3 000poTa B
pe3ynbTare pe3KcrnopTa, oTdéopa o0paslioB M CHOHCAHUA, NOPENCTABISIIOT B
CHUCTEMY MOHUTOpHHIA CIEAYIOIIyI0 HHGOPMAIMI0 B OTHOIIEHWH KaXIOH
€IUHUIIB] JIEKapCTBEHHOTO IIpenapara:

a) 1aTa COBEPIUEHHUS OIEPAIUY;

6) koo  HajloromjaTrenbliUKa B CTpaHe  pErucTpaiuyd  Wiu
UIeHTUGUKAIMOHHBIM HOMEp HaJoromiaTelIblIuKa cyObekTa ofpaleHus
JIeKapCTBEHHBIX CPENCTB, paHee OCYIIECTBISIOLIErO BBIBOI U3 00OpoTa 3THX
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JeKapCTBEHHBIX InpernapartoB (ans cyObekTa oOpallleHusl JIeKapCTBEHHBIX
CPEACTB, ABIIOLIErOCs OpraHu3aluell, NpU3HaBaeMOU HaJOTOBBIM PE3UIECHTOM
Poccuiickolt ®Denepanyy, U WHIUBUIYANbHBIM INpeIUpUHUMATENEM, WIA IS
[peACTaBUTENbCTBA CyOBeKTa OOpallleHUss JIeKapCTBeHHBIX CpPEICTB Ha
Tepputopuu Poccuiickoit @exnepanun);

B) aZjpec MecTa OCYIIECTBJICHMS [eATeIbHOCTH CyObekTa oOpallleHus
JIeKapCTBEHHBIX CpPEACTB (A1 OpraHM3alluii, [pHU3HaBaeMbIX HaJIOTOBBIM
PE3UAEHTOM Poccuiickon Denepanuy, " VHIUBUTY alTbHBIX
peanpuHAMaTeNnei);

I') KOJ CTpaHbl peructpanuu (ans cydbsexTa oOpalleHus jJeKapcTBeHHBIX
IIpenapaToB, SBISIOIETOCs HHOCTPaHHOW OpraHM3alueld, He NIpu3HaBaeMoun
HaJIOFOBBIM  pe3uieHTOM Poccuifickoyn @enepaniu W He  HMeromiei
IpeACTaBUTENLCTB Ha TeppuTopuu Poccuiickoit @eneparun);

1) IpUYUHBl  paHee  OCYIIECTBIEHHOI'O  BBIBOJA  JIEKAPCTBEHHOTO
npernapara u3 obopora;

€) CepuiHBIN TNOOANBHBIN HIASHTU(OUKALMOHHBIA HOMEp TOProBOM
€JIMHHUIIBI [IOBTOPHO BBOJAVMMOIO B 000POT JIEKapCTBEHHOIO IIpenapara.
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IMPMJIOXKEHHUE Ne 4

K IlonmoxxeHuto o cucreMe MOHHUTOPHHIa
ABHXXCHUS JICKAPCTBECHHBIX IIPENapaToB
A1 MEJHUILIHHCKOT'O IIPUMCHEHMSA

CBEJIEHMNII,

npeacTaBJisgseMble cyObekTaMu oOpalleHHs
JIeKapPCTBEHHBIX CPeICTB B CHCTEMY MOHHTOPHHIA JBHKCHHSA
JIEKAPCTBEHHBIX MpenapaToB AJs MeJUIHHCKOI0 IPAMEHeHusl
P4 BbIBO/Jie U3 000pOTa JIeKapCTBEHHBIX NIpeNnapaToB
AJIS MeMIIMHCKOro NpHMEeHeHHns

1. CybbekT oOpaleHuss JIEKapCTBEHHBIX CpPENCTB IIPH  BBIBOJIE
JeKapCTBEHHBIX IIperapaToB M MEOHIMHCKOTO IpUMeHeHus (mamee -
TeKapCTBeHHBIE IIpenaparbl) H3 o00opoTa MyTeM peanusanvy (IIponaXku)
JIEKapCTBEHHBIX  IIpenapaTtoB IOTpeOUTeNo, MIM OTIycka OecIUIaTHO
WM CO CKHUJKOW JIEKapCTBEHHBIX IIpeIapaTroB I10 PELENTy Ha JIEKapCTBEHHBIE
Ipenaparkl JIM00 OTIIyCKa JeKapCTBEHHEBIX MpenapaToB, UiIM BbIBOJA U3 000poTa
M0 WHBIM IIPUYMHAM [PEJCTaBISeT B CHCTEMY MOHMUTOPHMHIA IBH)XEHUS
JICKapCTBeHHBIX IIpernapaToB (Jajnee - cHUCTeMa MOHHUTOPHHIA) CIEAYIOLIYIO
HHOOPMAITHIO O BRIBEACHHBIX U3 000pOTa JIEKAPCTBEHHBIX IperiapaTax:

a) Jara COBEpIICHUS Ollepalliy;

0) perucTpaniiOHHbIM HOMEP HaJIOTOILIATENbIIUKa B CTPAHE PETUCTPaLin
WIA WUIeHTUGUKAIMOHHEIH HOMEp HaJorolaTeNblinka cyObekTa oOpaleHus
JeKapCTBEHHBIX  CPEJACTB, OCYIIECTBISIONIETO  BBIBOA  JIEKAPCTBEHHBIX
npernapaToB U3 obopora (Ans cyOBekTa oOpallleHUsl JIEKapCTBEHHBIX CPENCTB,
SBJISIONIErOCsT ~ OpraHu3alided, IpU3HaBaeMOM  HaJOrOBBIM  PE3UIEHTOM
~Poccuiickoit ®enepanyy, 1 WHAUBUIYAIbHBIM NpeANpPUHAMATENEM, UIU JUIS
IIpe/CTaBUTENbCTBA CyOBeKTa OOpallleHuss JeKapCTBEHHBIX CpPEICTB Ha
tepputopun Poccuiickoit @enepanun);

B) ajpec  MecTa  OCYUIeCTBJICHHUS  JEATeNbHOCTH, H3  KOTOPOTO
OCYILECTBIISETCS BBIBOJ JIEKAPCTBEHHBIX IIPENIapaToB U3 000poTa;

T') THII BBIBOZA JIEKAPCTBEHHBIX IIpenapaToB U3 000poTa;

I) BUA  JOKYMEHTa, [OATBEPXKAAIOIIEro  BBIBOJA  JIEKAPCTBEHHBIX
penapaToB u3 00opoTa (YeK, OaHK CTPOrol OTYETHOCTH, JOTOBOP U IPYToOe);
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€) PEeKBU3HUTHl JOKYMEHTa, MOATBEPKIAIOIIEro BBIBOJ JIEKAPCTBEHHBIX
npernaparoB U3 000poTa;

K) CEpUMHBIA TOOATBHBIN HACHTUDUKAIIMOHHBIE HOMEP TOPrOBOH
eIMHUIIBI BBIBOOUMBIX U3 000pOTa JEKapCTBEHHBIX NPENapaTos;

3) CTOUMOCTh JIEKapCTBEHHBIX IIpenaparoB (C ydeToM Hajlora Ha
00aBIEHHYI0O CTOMMOCTDH) (B Cliydae NpONaXH JIEKapCTBEHHBIX NpenapaToB
noTpeOUTEII0);

M) CyMMa Hajora Ha J00aBIEHHYIO CTOMMOCTb (B clydae IIPOFaXKHU
JIEKapCTBEHHBIX IIpenapaToB NOTPeOUTEN0, eciu MNpoAa)ka JIeKapCTBEHHBIX
IpernaparoB obJiaraeTcs HAIOroM Ha Jo00aBIeHHYIO CTOUMOCTB).

2. Cyb6pexkt oOpaleHust JIeKapcTBEHHBIX CPEACTB IpPH  BBIBOJE
JIeKapCTBEHHBIX IpernapaTtoB U3 o00opoTa IMyTeM oTOOpa 00pa3loB B pa3IUIHBIX
LlesgX MpeACTaB/IsieT B CHUCTEMY MOHHUTOPHMHIA CJIEAYIOLIyI0 HMHAOpMAIUIO O
BEIBEJIEHHBIX U3 000pOTa JIeKapCTBEHHBIX IperapaTax:

a) 1aTa COBEpUICHHS Olepalldd WX JaTa perucTpalvy CBeJeHUH
B CUCTEM€ MOHUTOpUMHTra (B OTHOIIEHWM JIEKAPCTBEHHBIX IIpenaparos,
BBIBEJIEHHBIX U3 000opoTa myTeM oTOOpa 0OpasIoB IpU BBO3€ JIEKAPCTBEHHBIX
[IpernaparToB Ha Teppuropuio Poccuiickoit @enepanum);

0) UIeHTU(QUKAIIMOHHBI  HOMEp  HajoromjaTelbluka  cyObekTa
oOpaleHus JIeKapCTBEHHBIX CpEICTB, OCYIIIECTBIISIOLIETO BBIBO/I
JIeKapCTBEHHBIX IIperapaToB U3 000poTa;

B) ajpec  MecTa  OCYyIIEeCTBICHHUS  HESTENHHOCTH, M3  KOTOPOTO
OCYIIeCTBISIETCS. BBIBOJ JIGKAPCTBEHHBIX IIperapaToB U3 obopoTa, b0 30Ha
TaMOXXEHHOr0 KOHTpOJIS (B CJIydae BHIIIOTHEHHUS OTlepaliy B 30HE TAMOKEHHOTO
KOHTPOJIS);

r) Bua orbopa o6pasIios,;

1) CepUMHBIA rno0aThbHBIM HIEHTHGHKAITMOHHBIH HOMEpD TOPTOBOU
eUHUIIBI BBIBOJUMOTO U3 000pOoTa JEKapCTBEHHOI'O Ipelnapara.

3. CyOpekT oOpammeHuss JIEKapCTBEHHBIX CpPEICTB IPHU  BBIBOJIE
JIeKapCTBEHHBIX MpenaparoB u3 o00poTa MyTeM Hepeladd JeKapCTBeHHBIX
IpenapartoB Ha YHUYTOXEHUE IIPEACTaBIsSeT B CHUCTEMY MOHHUTOPHHIA
CIEIyIOIIyr0 HHGOPMAalHI0 O BRIBEASHHBIX U3 000poTa NeKapCTBEHHBIX
npenaparax:

a) JlaTa COBEpILEeHMUS ONepalliy,;

0) UIEHTUDUKAIMOHHEIA  HOMEp  HaJloroliaTeNblka  CcyObekTa
oOparieHus JIeKapCTBEHHBIX CpPEJICTB, OCYIIIECTBIISIOLIErO BBIBOJI
JIeKapCTBEHHBIX NIpEenapaToB U3 000poTa;

B) afpec  MecTa OCYyUIeCTBICHHWS  NEATeNbHOCTH, W3  KOTOPOro
OCYIIeCTBISIETCS BEIBOJ] JIEKAPCTBEHHBIX IIperapaToB U3 000poTa;
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I') OCHOBaHUe Iepeadn JICKapCTBEHHOTO IIperapaTa Ha YHUYTOXXEHHUE;

1) PEKBU3UTHl pEIIeHUs YIIOJTHOMOYEHHOTO (enepalbHOro oOpraHa
MICITIOJTHUTENIBHON BJIaCTH O BBIBOJE JIEKapCTBEHHBIX NpernapaToB U3 0b6opoTa
(Ipu HAJTUYHK ),

€) pPeKBU3UTHI JOKYMEHTa, MOATBEPXKIAIONIETO Iepeaady JeKapCTBEHHBIX
IpenapaToB Ha YHUYTOXEHUE,;

K) CepUMHBIM  ITI00ANbHBIA HACHTHQUKAMOHHBIM HOMEpP TOProBOH
eQVHUIB] WM TPYIIIOBOM KOJ YITAKOBKH, B KOTOPOW HAXOIUTCA 3ITOT
JIeKapCTBEeHHBIH NpernapaT (B cliydae BBIBOJa M3 000poTa rpyNIOBOM YIIaKOBKU
IETTHKOM );

3) UAEHTU(GUKAITMOHHBIA HOMEP HAJIOrOIUIaTe bINKa, OCYIHECTBIAIONIETO
YHUYTOXXEHHE JIEKAPCTBEHHBIX IIpeIapaToB.

4. Cy6pexT oOpalleHust JeKapCTBEHHBIX CPEICTB TPHU YHUUYTOXKCHUH
JeKapCTBeHHBIX  IperapaToB, paHee TepeJaHHBIX Ha  YHUUYTOXEHHE,
MPEJICTABIISIET B CUCTEMY MOHHTOPHMHIA CIEAYIOUIyI0 HH(opManuio o ¢akrte
YHHUTOXEHHSI JIeKapCTBEHHBIX ITPEapaToB:

a) Jmara COBEpIICHUS OTIEPaITiy;

6) nneHTNGUKAIMOHHLIE  HOMep  Hajororviareiplinka  cyObekra
oOpallieHus TeKapCTBEHHBIX CPEJICTB, OCYIIECTBUBILETO BBHIBOJ JIEKaPCTBEHHBIX
IIpenaparoB U3 060poTa;

B) CII0CO0 YHUUTOKEHHS JICKAPCTBEHHBIX IIPEIapaToB;

I') PEKBH3UTEI TOKYMEHTa, MIOATBEPXKTAFOLIETO YHHUTOXEHHUE
JeKapCTBEHHBIX  mpemaparoB (akT 00 YHHYTOXEHUM JIEKApCTBEHHBIX
IpernaparoB);

1) CEpUMHBIN  100aNbHBIA HAEHTUGUKALMOHHBIH HOMEpP TOProBOU
eIVHMLIBI WIM TPYNIOBOM KOJI VYIaKOBKHA, B KOTOPOW HAXOAWTCS 3TOT
JIeKapCTBEHHBIN IpenapaT (B ciiydae BBIBOJA M3 000pOTa IrpylIIOBOM YIIaKOBKH
IIETTHKOM );

€) UICHTU(PUKALUOHHBII HOMEp HAaJOrOIUIaTeNbIINKa, OCYIIECTBUBIIETO
YHHUTOXXEHHE JIEKapCTBEHHBIX TIPerapaToB.
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ITPMJIOXKEHME Ne 5

K IJonmoxeHuro o cucreme MOHHUTOPHHIA
JABHDKCHUA JIEKAPCTBEHHBIX ITPEIIapaToB
AN MCOUUHUHCKOTO IIPUMCHCHU S

CBEJAEHMWA,

npeacraBiseMblie Cy0ObeKTAMH OOpalleHUs] JIEKaPCTBEHHBIX CPEICTB
B CHCTEMY MOHHMTOPUHIA ABHKEHHS JIeKAaPCTBEHHBIX Npenaparos
AJIE MEIHIIHHCKOT 0 IPHMEHEHH s NPH OCYIIECTBICHHH
onepamnui ¢ rpynnoBoi ynaKkoBKoOMH

1. CyOBpeKTBl O0pallieHus JIeKApCTBEHHBIX CPEICTB IPU OCYIIECTBIEHUN
arperupoBaHUs  IPEACTABISIOT B  CHCTEMY MOHUTOPHUHIa  JBHXKEHHUSA
JIeKapCTBEHHBIX MpenapaToB IS MeIWIIMHCKOrO IpUMeHeHus (najee - cuctemMa
MOHUTOPUHTA) CIEAYIONTYI0 HHPOPMAIIHO:

a) Jata coBeplleHus onepanvd (B OTHOIIEHUM JIEKAPCTBEHHBIX
OpernapaToB IS MEOUIIMHCKOTO TNpHMeHeHUs (Jajee - JeKapCTBEHHEIE
npenaparbl), HaxXONAIIUXCS 3a IpeneilamMud Tepputopuu  Poccuiickoit
Deneparyy, B CIIydasX, KOTJAa arperupoBaHre OCYIIEeCTBISETCS 10 3aBEpIICHUS
CTaJUM BBITyCKAOIIEro KOHTPOJIS KauyecTBa, MOXKET yKasbIBaThed JH00as nara
MEXIy JaTOH 3aBepINeHHs CTaJ{M BBITYCKAIOIErO KOHTPOJIS Ka4yeCTBa M NaToH
OTIpy3KH JIeKapCTBEHHBIX NpernapaToB B Poccuiickyro @enepanuio);

6) ko4  HajlloromiaTeNnpllMKa B  CTPaHe  perucTpaiuyd  WId
UJeHTUDUKAITUIOHHBI HOMEpP HaJoroIuiareblinka (A1 cybbekTa oOpalineHus
JEKapCTBEHHBIX CpPEICTB, SBISIOHIETOCS  OpraHM3aluell, NpuU3HaBaeMoHn
HaJOrOBBIM pe3ugeHTOM Poccuwiickoit Pepepaliud, U HUHIUBHUAYATbHBIM
OpenlpHHUMAaTeeM, WIM  [pelICTaBUTeNbcTBa  CyOBeKkTa  oOpaieHus
JIEKapCTBEHHBIX CpEeNCTB Ha Teppuropuu Poccuiickoit ®enepanuu) cybbekra
oOpallleHus JIeKapCTBEHHBIX CPEeACTB, OCYILECTBISIOIIErO arperupoBaHue;

B) aJipec MecTa OCYILECTBJIEHUS AEsITebHOCTH (B Cilydyae IPOM3BOACTBA
Ha TeppuTopuu Poccuifickoit Penepanwn) WIM KO cTpaHbl (B ciydae
IpOM3BOACTBa 3a npenenamu Poccuiickoit dexnepanuu), e OCYIIECTBIEHO
arperupoBaHue, THOO 30Ha TAMOXEHHOTO KOHTPOJIS (B Cliydae OCYIIEeCTBICHHUS
arperupoBaHUs B 30HE TAMOXXEHHOTO KOHTPOJI);

I') TPYIIIIOBBIE KOJBI CO3[aBAEMBIX IPYIIIOBBIX YIIaKOBOK;
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1) IepeYeHb CEepUMHBIX Tr00abHBIX UICHTU(MHUKALUOHHBIX HOMEpPOB
TOPrOBBIX E€IWUHUI| WM TIPYIIOBBIX KOIOB YIAaKOBOK Oojiee HU3KOTO YPOBHS
BJIO)KEHHOCTH, BXOJSIIUX B COCTaB KaXI0W CO3JaBaEMOU I'PYIIIOBOM YIIaKOBKH.

2. CyOnbekThl OOpallleHus JIeKapCTBEHHBIX CPEIACTB IPU OCYIIECTBIECHHH
U3BATHS JICKAPCTBEHHBIX MPENapaToB U3 IPYINIOBOH YIIaKOBKYU MPEACTABISAIOT B
CHUCTEMY MOHHMTOPHHIA CIEAYIOLLYI0 HH(POPMALIUIO:

a) naTa COBEPILIEHHUS OlepaLluy;

0) Kon  HajloromjareablIMKa B~ CTpaHe  perucrpauud  WIH
uIeHTU(DUKAIMOHHBIM HOMEp Hajororiarenbiuka (JUis cyobekTa oOpalieHus
JEKapCTBEHHbIX CPEICTB, SBISIOLIErocs OpraHM3aluel, IpU3HaBaeMoOH
HaJOroBBEIM pe3ulieHTOM Poccuiickoit ®Penepauvu, W HUHAUMBUAIYalbHBIM
npeanpuHUMaTteleM, WM JJid TpelCcTaBUTENIbCTBA CyObeKkTa obpaimieHus
JIEKapCTBEHHBIX CpeICTB Ha TeppuTopuu Poccuiickoin ®enepanuu) cyOdbekTa
oOpallleHHs JIEKapCTBEHHBIX CPEACTB, OCYUIECTBIISAIOLIETO ONEePaLUIO;

B) alpeC MeCTa OCYLUECTBJICHHS JesATeNBHOCTH (B Cly4yae COBepIleHHUs
onepaiiu Ha TeppuTopuu Poccuiickoih ®eaepaliv) Wi KOJ CTpaHsl (B ciiydae
COBepIIeHHs Olepaluy 3a npenesiaMu Teppuropuu Pocculickoit ®@enepamuin),
rlie BBIMOJIHSCTCS OIepalys, OO 30Ha TaMOXXEHHOIO KOHTpoIs (B ciydae
BBIMIOJIHEHHS ONIEpalliU B 30HE TAMOXKEHHOI'O KOHTPOJIS);

T) CCpUMHBIA [100aNbHBIM  UACHTU(OUKALMOHHBIA HOMEP TOProBOH
eAUHUIIbI, U3bIMaeMOM U3 IPYIIOBON YIIAKOBKH, UM IPYIIIOBOH KOJ YNaKOBKH
0oJiee HU3KOTO YPOBHS BJIOKEHHOCTH, U3bIMaeMON U3 IPYNIOBOM yIaKOBKH.

3. CyObekThl oOpallleHHsl JIeKApCTBEHHBIX CPEACTB MPU OCYIUECTBIEHUU
JIOTIOJTHUTEJIFPHOTO BJIOKEHMUS JIGKAPCTBEHHBIX M[PENapaToB B TIPYNIIOBYIO
YIAKOBKY ITPEACTABISAIOT B CHCTEMY MOHUTOPHHIA CIEAYIOLLYI0 UHMOPMAITHIO:

a) JaTa COBEPILEHHUS ONepaluu;

0) Ko HaJIOromiaTesbliuKa B CTpaHe  perucTpauuu U
UIeHTU(UKALIMOHHBI HOMEp HaJloromiaTeNbluKa (U cyObekTa obpaleHus
JIeKapCTBEHHBIX CpPEACTB, SABISIOIIETOCS  OpraHM3auuel, NpU3HaBaeMou
HaJIOTOBBIM pe3ulieHToM Poccuiickon @Penepauuu, YU WHAUBUIYaIbHBIM
npeArpiHAMATENIeM, WIX Uil HOpeJCTaBUTENbCTBa CyObeKkTa obOpalleHus
NeKapCTBEHHBIX CPeIACTB Ha Teppuropun Poccuiickoit ®denepanun) cybnekra
oOpallleHHs JIEKapCTBEHHBIX CPEICTB, OCYLIECTRIISIFOLLETO ONEPALHIO;

B) aJjpec MeCTa OCYLIECTBJIEHHUS NEITEJHHOCTH (B Cllyd4ae COBEpILICHUS
oriepalli Ha Tepputopun Poccuiickoit Menepaii) Wik KO CTPaHsbI (B ciiydyae
COBEpIIICHHUS ONepaluu 3a npefeiamMu Tepputopu Poccuiickoit ®enepauun),
rle BBIIOJIHSETCS omnepauus, Jud0 30HAa TaMOXXEHHOro KOHTpOJi (B cilydae
BBITIOJIHEHUS ONepALMH B 30HE TAMOKEHHOI'O KOHTPOJIA);
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r) cepriHBIH TMOOANbHBIM UAEHTU(PUKAIMOHHBEIA HOMEp TOProBOH
€OVHULB! WK IPYNIOBOM KOJ yIAaKOBKH 00jee HU3KOTO YPOBHS BIIOJKEHHOCTH,
C KOTOpPOH COBepIIaeTCs ONepals JOIOTHUTENLHOTO BIOXEHNS,

1) TPYONOBOM KOJA YIAaKOBKH, B OTHOLIEHWH KOTOpPOM coBepllaercs
oreparus.

4. CyOBeKThl oOpareHns JeKapCTBEHHBIX CPEACTB IPU OCYIIECTBIEHUH
pachopMHpOBaHMsST ~TPYIIOBOM  YINAKOBKM  HPEACTABISIOT B CHUCTEMY
MOHHTOPHUHTA CIEAYIOLIYI0 HHG)OPMALIHIO:

a) 1ata COBEPILIEHHUS OTEpaIIHH;

6) xom  HaloromareJblIKa B CTpaHe  pPETUCTpalludl WM
UIeHTH(GUKAIIMOHHBIA HOMep HaJloroIuiaTeNbiika (st cyobekra obpameHus
JeKapCTBEHHBIX CpPEACTB, SIBIISIOMIETOCS  OpraHu3anueld, IIPU3HaBaeMOM
HaJoOroBeIM  pe3ufeHTOM  Poccuiickolt  @enepauny, HHANBULYAIBHEIM
npedlpUHUMATENeM, HIA  TPENCTaBUTENbCTBA  CyOBEKTa  OOpalieHus
JIeKapCTBEHHBIX CpeNCTB Ha Tepputopmu Poccuiickoit denepanun) cyOnekTa
oOpallieHusl JIEKAPCTBEHHBIX CPECTB, OCYLIECTBISIIOILETO OIIEPaLItIO;

B) ajpec MecTa OCYUIECTBJIEHUS AESTeHbHOCTH (B ClIydae COBEPIICHUS
onepauuu Ha Teppuropun Poccuiickoit @enepaliuy) Uiy KOA CTPaHbl (B cioydae
COBeplleHUs Olepaluy 3a npeaenamu Teppuropun Poccuiickoit denepanun),
rZie BBITIOJNHAETCS oOIlepanusi, JTHOO 30Ha TaMOXEHHOI'o KOHTpouss (B cioydae
BBITIOTHEHUS ONIEpalliy B 30HE TAMOKEHHOT'O KOHTPOJIS );

T') THII OIlepallii TpaHCcHOpMAaIK YIIAaKOBKH (pachopMUpOBaHHUE);

1) TpyTIOBOM Ko pachOpMHUPOBEIBAEMON YIIAKOBKH.
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IMTPUJIOXEHHME Ne 6

K IlonoxeHuto o cucteme MOHHTOPHHIA
ABYKEHHUSA JICKAPCTBEHHBIX IIPEIapaToB
AL MEAUITMHCKOT'O IIPUMEHEHNA

CBEJEHMU 4,

npeacraBjseMblie cy0beKTaMHU 00pallleHHs JeKapCTBEHHbIX CPpeACTB
B CHCTEMY MOHHTOPHMHIA JBUKEHUS JIeKaPCTBEHHBIX IIpenapaToB
AJIS1 METHIHHCKOrO NpUMEeHeHHs NpH 060poTe M BHYTPEHHEM
nepeMelleHHH JIeKAPCTBEHHBIX NpenapaToB
AJISl MEAUIUHCKOIO PUMEHeHHs

1. CyGbext oOpallleHHus JIeKapCTBEHHBIX CPEACTB IIPH OCYILIECTBICHUHU
IIepeMeIleHHs JIEKAPCTBEHHBIX TMPEerapaToB ISl MEOUIMHCKOrO IPUMEHEHMS
(manee - neKkapcTBEHHBIE mperaparbl) MEXAYy aApecaMy OCYyIIEeCTBICHHS
NesATeNbHOCTH M (M) (dapMalleBTUYECKMMM CKIaJaMu IPeacTaBlseT B
CHUCTEMY MOHUTOPUHTa JIBIDKEHHs JIeKapCTBEHHBIX MHperapaToB (nanee -
CUCTEeMa MOHHTOPHHIA) CIeIyRIIyl0o HHGOpMalHi0 O IepeMellaeMbIX
JEKapCTBEHHBIX TIpernapaTaXx B OTHOIIEHHM KaXIOH TOpProBOH eIHHUIIbI
JeKapCTBEHHOTO TIpernapara:

a) maTa COBepIeHHs onepaluM (IpUEeMKM Ha CKJIal, Ha KOTOPBIA
COBEpIUIEHO NepeMelIeHNe );

0) uneHTUOUKAIMOHHBIHA HOMED HAJIOTOILIATENbIIUKA cybbexTa
oOpallleHUs] JTeKapCTBEHHEBIX CPEJACTB, OCYIIECTBIIOIIETO IE€peMellCHHE
JIeKapCTBEHHOI'0 Mpernapara;

B) ajpeC  MecTa  OCYIIEeCTBICHUS  [ESITENbHOCTM  HWIM  CKJIajda
OTBETCTBEHHOT'O XPaHEHHs, W3 KOTOPOro OCYIUECTBISETCS IE€peMelleHHe
JIeKapCTBEHHOTO Mpenapara;

r)aapec  MecTa  OCYIIECTBIEHMS  JeATeNbHOCTH  WIM  CKjlaja
OTBETCTBEHHOTO XpaHeHus, KylJa  OCYIIECTBIISIETCSA nepeMenieHue
JIEKapCTBEHHOTO Ipenapara;

Il) PEKBU3UTHI MEPBUYHOIO JTOKYMEHTA, SIBIISIOLIETOCS OCHOBAaHUEM IS
IepeMeleHus JIEKapCTBEHHOTO Npenapara (JaTa 1 HoMep);

€) CEpUUHBI  T0OATBHBIA HMACHTU(UKAIMOHHBI HOMEpP TOProBOH
SUHULIBl JIEKApPCTBEHHOI'O Iperapara WM TIPYNIOBOM KoA TIpylIOBOHR
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YIIaKOBKH, B KOTOpOM HaXOJUTCS STOT JIEKAPCTBEHHBIM Ipemnapar (B cilydae
NepeMeIeHUs TPYTIIIOBOH YIIaKOBKH HETTUKOM ). |

2. Cybmekt oOpalieHus JeKapCTBEHHBIX CpeICTB IHpHU Iiepenade
JIEKapCTBEHHBIX IpEenapaToB JAPYroMy CYOBEKTy oOpalleHHs JeKapCTBEHHBIX
CpeICTB B paMKaX TIpaXIaHCKO-TIPABOBBIX OTHOIIEHMH B ciyd4ae BEIOOpa
NpsSMOrO TOpsAKa NpeACTaBiIeHUs CBEACHUM MpEeACTaBIsIeT B CHCTEMY
MOHHTOPUHTA CIEAYIOUIYI0 HHGOPMAIMI0 00 OTIpYyXEHHBIX JIeKapCTBEHHBIX
Ipernaparax B OTHOLICHWM KaXJIOW TOProBOM €QUHHUIBI JIEKapCTBEHHOIO
npenapara:

a) laTa COBEPILEHUS OlepaIlHH,

0) uNeHTUDUKAIIMOHHBIE ~ HOMEp  HaJoroiUlaTellbIIMKa  CyOBEeKTa
oOpallleHHs]  JeKapCTBEHHBIX  CPEACTB,  OCYLIECTBIISIOLIETO  OTIPY3KYy
JIeKapCTBEHHOIO Mpernapara;

B) aipec  MecTa  OCYLIECTBJIEHUS  JESITeNbHOCTH, U3  KOTOPOIo
OCYIIECTBISIETCS OTTPY3Ka JeKapCTBEHHOTO Iperapara;

I') LAEHTU(UKAIIMOHHBIA ~ HOMEp  HaloroIjaTeNblidKa  cyObeKTa
oOpallleHuss  JIeKapCTBEHHBIX  CPENICTB,  OCYILIECTBISIOLIETO  IMPUEMKY
JIeKapCTBEHHOI'O IIpenapara;

1) aipeC MecTa OCYIIECTBIEHMS JeSTebHOCTH, KyJa OCYIIeCTBIIAECTCS
OTrpy3Ka  JIEKapCTBEHHOTO  Ipernapara (B cilydae  OTIPY3KH  He
3apEerUCTPUPOBAaHHOMY B CHCTeME MOHUTOpPMHIa CyOBeKTy oOpalleHus
JIEKapCTBEHHBIX CPEJICTB TaKUe CBeeHUS HE yKa3bIBaIOTCs);

€) UIeHTU(DUKAIIMOHHBIA  HOMEp  HajloroljlaTelblMKa -  oOpraHa
rocyZapCTBEHHOM BIIacTH (B cllydyae OCYLIECTBIEHUS [Iepeady JEKapCTBEHHOTO
mpenapara B paMKax rocyJapCTBEHHOTO JIEKApPCTBEHHOI'O 00eCcIeueH s );

) PEKBU3UTHI I'OCYJapCTBEHHOTO KOHTPakTa (B ClIy4ae OCYIIEeCTBIECHUS
nepegadd  JEKapCcTBEHHOTO IperapaTa B paMKax [oCydapCTBEHHOI'O
JIEKapCTBEHHOI'O 00eCIIeUeHuUs );

3) UCTOUYHHK (HUHAHCUPOBAHUS;

M) TAI PaXXTaHCKO-IIPAaBOBBIX OTHOIIGHUK CyOBEKTOB OOpalleHus
JeKapCTBEHHBIX CPEJICTB;

K) CEpUHHBIH TINOOaNhHBIA HMICHTU(QUKALMOHHBIA HOMEpP TOPIrOBOM
eQUHULBl JIeKapCTBEHHOTO Tperapara MIM T[PYHNIOBOH KOJA TIpYyIIOBOMR
YIIaKOBKH, B KOTOpOH HaXOAMTCS 3TOT JIEKAapCTBEHHBIN Ipemnapar (B ciydae
Tiepeladyl IPYIIIOBON YIIAKOBKHU HEITHKOM );

) pEKBU3UTHl TIEPBUYHOIO JIOKYMEHTa, SBISIIOHIETOCS OCHOBaHUEM
VTS TIepeiadyl IEKapCTBEHHOrO Mperapata (aTa 1 HoMep);
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M) CTOMMOCTh JIGKAPCTBEHHOT'O IIpenapara (C Y4YeTOM Hajora Ha
N00aBJIEHHYIO CTOUMOCTh) COTJIaCHO IIEPBUYHBIM JJOKYMEHTaM;

H) CyMMa Hajlora Ha 100aBJICHHYIO CTOMMOCTH (B cllydae eciiy nepeaaya
JleKapCTBEHHOTO Mpenapara odjaraercsi TakuM Hajlorom).

3. CyObekT oOpalieHust JIeKapCTBEHHBIX CPEACTB INpU  NpHUEeMKe
JIeKapCTBEHHBIX MPENnapaToB OT APYroro cyobekTa oOpallleHHs JTeKapCTBEHHBIX
CPeICTB B paMKaX TpaXIaHCKO-TPABOBBIX OTHOIIEHWHW B Ciydae BbIOOpa
oOpaTHOTO TMOpsAKa IMpPEACTAaBIECHUS CBENCHHUHM MpEACTaBIAeT B CHCTEMY
MOHHUTOPHHIA CJEAYIOLIYyI0 HHGOpPMALMIO O TPUHSATHIX JIEKAPCTBEHHBIX
npernaparax B OTHOLUEHUU KaXJI0W e MHULIBI JEKapCTBEHHOT O NIpenapara:

a) 1aTa COBEPILEHHUS OTlepalluu;

0) uaeHTH(GUKAMOHHBIA  HOMEp  HaJoromjarenplidka  cyObekTa
oOpalleHust  JIEKapCTBEHHBIX  CPEJICTB,  OCYIUECTBJSIIOLIEIO  MNPHEMKY
JIeKapCTBEHHOTO TIpenapara;

B) aIpeC  MecTa  OCYIIECTBJIEHMS]  JEATEIbHOCTH, B  KOTOPOM
OCYIIECTBIsAETCS NMPUEMKa JIeKapCTBEHHOTO Mpernapara;

r) MASHTU(QUKAIHUOHHBIA  HOMeEp HaJoromjlateNnbliuka  CcyObekTa
oOpallieHHst ~ JIGKAPCTBEHHBIX  CPEJACTB,  OCYILUECTBHBIUEIO  OTIPY3KY
JleKapCcTBEHHOTO Mpenapara;

Il) aipec MecTa OCYIIECTBJIEHUs [EATENIbHOCTH, M3 KOTOpOro ObLIa
OCYIHIECTBJIEHA OTIPY3Ka JIEKapCTBEHHOI'O NIpenapara;

¢) uIeHTU(UKAMOHHBI  HOMep  HaJloromarefblliMka -  OpraHa
rocyJIapcTBEHHOH BJIACTH (B Cilydae OCYLHECTBJICHHs Mepenaqy JeKapCTBEHHBIX
IpenaparoB B paMKax roCy1apCTBEHHOTO JIEKAPCTBEHHOTO 00ECIICYEHMS);

)K) PEKBU3UThl FOCYAapCTBEHHOI'0 KOHTpaKTa (B ciydae OCYLIECTBICHUS
nepenadyd  JEKapCTBEHHBIX MpenapaTroB B paMKax ToCyJapCTBEHHOIO
JIEKapCTBEHHOTO 00ecIIeueH ! );

3) UICTOYHHUK (PUHAHCHUPOBAHUS;

M) TNl TPaXXIaHCKO-NPABOBBIX OTHOILIEHUH CyOBeKTOB oOpalueHus
JIeKapCTBEHHBIX CPEICTB;

K) CepHUIHBIA  TI0OATBHBIN  HMIOCHTHU(OUKALIMOHHBIA HOMEpP TOProBOM
eVHHUIBI JIEKapCTBEHHOr0 IIpemapara WM TIpYNNoBOH KOA TpyNIoOBOH
yIIaKOBKHM, B KOTOPOM HAaxXOAMTCS 3TOT JIEKAPCTBEHHBIM Ipenapar (B cliydyae
nepesady rpynnoBOd YIAaKOBKU LETHKOM);

JT) peKBU3UTHl MEPBUYHOTO JTOKyMEHTa, SIBJSIOLIEroCs OCHOBAaHHEM IJis
nepenayvu JeKapCTBEHHOTO Mpernapara (1ata 1 HoMep);

M) CTOUMOCTb JIEKAPCTBEHHOro IIpenapara (c yderoM Hajora Ha
700aBIEHHYIO CTOUMOCTB) COTJIACHO MEPBUYHBIM JIOKyMEHTaM; '
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H) CyMMa Hajiora Ha J00aBJeHHYI0 CTOMMOCTH (B Clydae eciM Iiepenada
JIeKapCTBEHHOTO IIpernapaTa obiaraeTcs TakuM HaJIOTOM).

4, CyObexkT oOpallleHMs JIEKapCTBEHHBIX CPEINCTB IIpU IOATBEPKIEHUHU
JOCTOBEPHOCTH  CBEACHHM, COJEpXKaIUXCs B  CHCTEME MOHHTOPHHIA
O MepedaHHbIX WIM NPUHATHIX JIEKAPCTBEHHBIX IIpenaparax, NpeAcCTaBisieT B
CHCTeMy MOHHTODHMHTA CIeyIONUlyl0 HMHGOPMAIMIO B OTHONIEHHH KaxIOM
TOPTOBOH eIUHUIIBI JIEKapCTBEHHOTO IIperapara:

a) JaTa COBEPIICHHUS Ollepalliy;

0) HOeHTU(QUKALMOHHBIM  HOMEp  HalOroIlaTelbIMKa  CyOBeKTa
oOpamieHuss  JIeKapCTBEHHBIX  CPENCTB,  OCYILIECTBISIOIIErO  Iepenady
JIeKapCTBEHHOTO IIperapara;

B) HIEHTU(UKAIMOHHBIA ~ HOMep  HajorolulaTensliuka  cyObBekTa
oOpallleHuss  JIeKapCTBEHHBIX  CPEACTB,  OCYILECTBISIOIIEr0  MPUEMKY
JIeKapCTBEHHOTO Mperapara;

') CepuiHBIM TINOOANBHBIN MAEHTUGUKALWOHHBIA HOMEp TOProBOM
eVHUIBI JIEKApCTBEHHOIO IIpernaparta WIM TIPYINIOBOM KOA TIPyNIIOBOH
YIIAKOBKY, B KOTOPOH HAXOJUTCS 3TOT JIEKapCTBEHHBIN mpenapar (B ciydae
riepeiadyl IPyIIIOBOH YIIaKOBKH LEIHKOM).

5. CyopexT oOpallleHUsl JIEKapCTBEHHBIX CPEACTB, OCYILECTBISIOIIMM
KOHTpPakTHOE (IIOZpSAHOE) IIPOM3BOJCTBO  JIEKAPCTBEHHBIX  IIpenapaToB
Ha Tepputopun Poccuiickoii ®enepanuu, NpH Iepefade JE€KapCTBEHHBIX
npernapaTtoB (rOTOBOW TPOAYKLIMU) YYaCTHHKY 00OpoTa JIeKapCTBEHHBIX
IIperapaToB, SBIIOHIEMYCS 3aKa3dMKOM 3TOr0 KOHTPAKTHOIO (IIOIPSIAHOIO)
MPOM3BOJICTBA, IIPEACTaBiIseT B CHCTEMY MOHHUTOPMHIA  CIEIYIOLIYIO
WHGOPMAIIMI0O O IepelaHHbIX JIEKAPCTBEHHBIX IIperapaTax B OTHOIICHHUH
KaXXJI0H TOproBOW €UHULBI JIEKAPCTBEHHOIO Mpernapara:

a) Jlata COBEpIICHUs Ollepalliy;

0) uneHTUGUKAIIMOHHBIE ~ HOMEp  HAJOroIuaTeNnblivKa  cyObekTa
oOpallieHusT  JEeKapCTBEHHBIX  CPEICTB,  OCYLIECTBILIIOIIEr0  Iepenady
JIeKapCTBEHHOI0 IIpenapara;

B) aApec  MecTa  OCYUIECTBIEHMUS  JEeATEIBHOCTH, U3  KOTOPOIO
OCYIIIECTBIISETCS Iepeiada JeKapCTBEHHOTO Iipenapara;

I') uIeHTUGUKAIIMOHHBIH ~ HOMep  HaJjoromarenbliuka  cyObekTa
oOpaleHUsT  JIGKapCTBEHHBIX  CPEJACTB,  OCYIIECTBISIIOIIEIO  IIPHEMKY
JIeKapCTBEHHOTO IIpenapara;

1) aipec ~ MecTa  OCYUIECTBJIEHHUSI  ACSATEIBHOCTH, B  KOTOPOE
OCYIIECTBISETCS Nepeiada JIeKapcTBEHHOTo IIpenapara;

280912C7.doc



e) CepuiHBI TrI00aNbHBIM  HASHTU(GUKALMOHHBI HOMEpP TOProBOH
€IUHHUIBl JIEKQpCTBEHHOI'O IIpenapara WA TPYNIIOBOM KOJZ TI'PYIIIOBOM
YIAaKOBKH, B KOTOPOM HaxXOIWUTCsI 3TOT JieKapCTBEHHBbIM npenapaT (B ciydae
nepegady rpyImnoBoi YIaKOBKHY LETUKOM ),

) PEeKBU3UTHl [EPBUYHOTO JOKYMEHTa, SBIISIOIIETOCS OCHOBaHHEM
1T Iepeiayuy JIeKapCTBEHHOTo MpernapaTta (J1aTta ¥ HOMep).
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I[TPMJIOXEHME Ne 7

K IlonoxeHuto o cucreme MOHHUTOPHHIA
ABHUXXCHHS JICKAPCTBCHHBIX IIPEIIapaTOB
IJIs MEAUIIHHCKOTI'O IIPUMCHEH U

HNEPEYEHD

NpUYUH OJOKHPOBKH NPHHATHSI CHCTEMOH MOHHTOPHHIA ABHXKEHH A
JIeKapCTBEHHBIX NMpenapaToB AJs1 MeAHUHHCKOr0 NpUMEHEeHHUsl CBeXeHH il
0 BBOjIe B 000POT JIeKAPCTBEHHbIX NpenapaToB AJsi MeAHIHHCKOIO
npuMeHeHHUs1, 00 00opoTe U (MJIH) BbIBOAE U3 000POTA JIeKAPCTBEHHbBIX
npenaparoB AJisi MeIHIIHHCKOT0 NPUMeEHEHHUS

1. BoiiBIeHHE HECOOTBETCTBUSL TpeOOBaHMM K Ka4decTBY B paMmKax
BBIOOPOYHOTO KOHTpPOJSI KayecTBa JIEKAPCTBEHHBIX CPeNCTB U (enepaabHOro
Haj3opa B céepe oOpallleHus] JIEKAPCTBEHHBIX CPENCTB, OCYIIECTBIISIEMBIX
®enepanpHOl cinyxOol 1o Haa3opy B cdepe 3ApaBOOXPaHEHUS U ee
TEPPUTOPUATEHBIMU OpPraHaMu.

2. [lpunstue  @epepanbHod  ciayx0Ooi 1o Haa3opy B cdepe
3[IpaBOOXpaHEHMs TI0 UTOraM pacCMOTPEHHUs oOpauieHus CyObeKkTa oOpalleHus
JIEKapCTBEHHBIX CPEACTB peIleHUs, COAepXKalllero cBefeHUs: 00 0OHapyKeHUU
HECOOTBETCTBHUS BBITYIIEHHBIX B OOOpPOT JIEKAapCTBEHHBIX MpenapaToB i
MEIULMHCKOTO  NpPUMEHEHHd  (Jajmee -  JIeKapCTBEHHBIE  IIpenapaThl)
yCTaHOBJIEeHHBIM MUHHCTEPCTBOM 31paBooxpaHeHust Poccuiickoil ®enepauun
IpY PETUCTPALIMH 3TUX JIEKAPCTBEHHBIX IIpenapaToB TpeOOBaHUSIM.

3. [Ipunarue MununcrepcTBOM 3paBOOXpaHEHHUs Poccuiickoit
Qenepanu  pemieHUMss 00  OTMEHE  [OCYNApPCTBEHHOI  perucrpaiuu
JIEKapCTBEHHOIO IIperapara B MOpsAJIKe, YCTAHOBIEHHOM IIyHKTOM 6 cTaTbu 32
®enepanpHoro 3akoHa "O6 obpallleHUH JIeKapCTBEHHBIX CPEACTB".

4. OTCcyTCTBHE B CHUCTEME MOHHUTODHHIA [JBHIKEHHUS JIEKapCTBEHHBIX
npemnapatoB (gajee - cUCTeMa MOHHMTODMHIA) CBEIEHUH O HaJIMYUU
JIEKapCTBEHHOI'O IMpernapara y cyObeKTa OOpallleHHsl JIeKapCTBEHHBIX CpPEICTB,
IpeACTaBISIOLIEro CBeIeHHUs 00 000pOTe ITOro JIEKapCTBEHHOTO NpernapaTa.

5. WcreueHne cpoka TOJHOCTH  JIEKAPCTBEHHOIO  IIpernapara B
COOTBETCTBUU  CO  CBENECHHUAMH, 3apETHCTPUPOBAHHBIMH B  CHUCTEMe
MOHHTOPUHTA.
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6. HecootBeTcTBHE  CcBeJeHUWHl O  JIEKapCTBEHHOM  Mpemnapare,
NpeNCTaBICHHbBIX CYyOBEKTOM oOOpallieHHsl JI€KapCTBEHHBIX CpPEACTB IpU
ONMCAaHWU JIEKApCTBEHHOrO Ipemapara B HMH(OpPMAIMOHHBIA  pecypc,
obecrneurBalOIMi y4eT ¥ XpaHEHHE JOCTOBEPHBIX MAaHHBIX O TOBapax
10 COOTBETCTBYIOIIE TOBapHOW HOMEHKJIATYpPE, CBEACHUSM, TOIyUYE€HHBIM
CHUCTEMOM MOHUTOPMHIA U3 €AMHOM TrocyJapCTBEHHOW WHGMOPMAIMOHHOM
CUCTEMBI B chepe 34paBOOXPaHEHUS.

7. lpencraBieHue B CHUCTEMY MOHUTOPHMHIA CBEJCHMHA O MPOJaKe
JIEKapCTBEHHOTO Tpernapara ¢ (papManeBTUYECKOro CKIaaa MPH OTBETCTBEHHOM
XpaHEHUHU.

8. IlpencraBineHne B CHUCTEMY MOHUTOpPUHIA CBEIEHUH 00 OTrpys3ke
(mpoaaxe) JeKapCTBEHHOrO Ipenapara 10 pPerucTpallid B HEHW CBeIeHUH O
BBOJI€ B 00OPOT JIEKapCTBEHHBIX MpenapaTosB.

9. IlpeacraBieHre B CUCTEMY MOHUTOpPUHIA CBEJEHUH C HapylICHHEM
tpeboBanuii [lonoxeHuss o cucreMe MOHUTOPHUHIA ABUXKEHUS JIEKAPCTBEHHBIX
npenapaToB TUTSI MEJIULIMHCKOTO pUMEHEHHS, YTBEPKACHHOTO
nocraHoBineHueM [IpaButensctBa Poccuiickoit @enepauuu ot 14 nexadbps 2018 r.
Ne 1556 "O06 yrBepxkaenuu IlojgoxeHus o cUcTEME MOHUTOPHHTA IBHIKEHMUS
JIeKapCTBEHHBIX MPENapaToB sl MEAUIIMHCKOrO IPUMEHEHHUS "

10. OrcyTcTBUE B CHCTEME MOHMTOpPUHIA CBEICHUN O HAIMYHH Y
cyObeKkTa oOpallleHHs JIEKapCTBEHHBIX CPEACTB JIMLEH3UM, MpemroCTaBIIsSIOLINX
cyOpekTy oOpalieHusi JIeKapcTBeHHBIX CpENCTB IpPaBO Ha OCYIIECTBIEHUE
COOTBETCTBYIOIIUX OMepaLuii.

11. OrcyrcTBHE CcBeneHui O 3asBUTeNe B EIMHOM rocyaapcTBEHHOM
peecTpe MOPUAMYECKUX JIMII Kak O JEHCTBYIOIIEM IOPUIWYECKOM JIHIIC,
WM B Enunom rocyJapCTBEHHOM peecTpe WHIWBUTy AJTHbHBIX
npeAnpuHUMaTeNel KaK O NeHCTBYIOLEM WHIWBUIYaTbHOM MpeaNpUHAMATENE,
WIM B  TIOCYJapCTBEHHOM  peecTpe  aKKPEIUTOBAaHHBIX  (PUIIHAJIOB,
NIPECTaBUTENbCTB HHOCTPAHHBIX HOPUAMYECKUX JIML KaK O JAeHCTBYIOILEM
bunmane WIM NPEACTABUTENBCTBE WHOCTPAHHOTO IOPHUAMYECKOTO JIMIa Ha
TeppuTopuu Pocculickon ®enepanuu.

12. Haninune B EnrHOM rocyaapCTBEHHOM peecTpe IOPpHIHYECKHX JIKI] B
OTHOIIIEHUM 3asBUTEN 3allUCH O HEJIOCTOBEPHOCTH CBEJIEHUM, BHECEHHOMH
B COOTBETCTBUM C NyHKTamu 5 W (unu) 6 crateu 11 DenepansHoro 3akoHa
"O rocy1apCcTBEHHOM perucTpaluu OPUANYECKUX JIML W WHIAUBUAYAIbHBIX
npeAnpHHUMaTeNei’ .
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