NMPABUTENIbCTBO POCCUUCKOWN ®EOEPALMA

NMOCTAHOBJEHUE
ot 14 nekabpsa 2018 r. N 1556

Ob YTBEPXAEHWUU NMONTOXEHUA
O CUCTEME MOHUTOPUHI'A ABWXEHUA NEKAPCTBEHHbIX NMPEMAPATOB
ana MEOQULMHCKOIo NPUMEHEHUA

CHmCcoK M3MEHSIOIINX IOKYMEHTOB
(B pea. [locranoBnenus IlpaBurenscrea PO ot 30.08.2019 N 1118)

B cootBercTBUU € "acTsiMu 5 - 7 ctathu 67 denepansHoro 3akoHa "O06 oOpaleHIH IeKapCTBEHHBIX
cpenctB" [IpaBurensctBo Poccuiickoii denepaiiii MOCTaHOBIISET:

1. yTBepI[I/ITB IIprujaracmMoc IlonoxxeHue o cucreMe MOHHUTOpHUHI'a ABUKXCHHA JICKAPCTBCHHLIX
npenaparoB 41 MCAUIIUHCKOI'O IPUMCHCHUA.

2. Peanu3zaiusi HaCTOSALIETO MOCTAHOBJIEHUS OCYLIECTBISICTCS COOTBETCTBYIOIUMMU (peiepanbHbIMU
OpraHaMy HCIIOJIHUTEJIbHOM BJIAacTM B Mpelenax ycraHoBieHHOW IIpaBurensctBoM Poccuiickon
denepanuy npeienbHON YUCICHHOCTH UX paOOTHUKOB U OIO/KETHBIX ACCUTHOBaHUM, PEAyCMOTPEHHBIX
UM B ¢eaepanbHOM OIOKETe Ha pyKOBOJICTBO U yHpaBieHHUE B cpepe yCTaHOBIEHHBIX (DYyHKIUH.

3. HaCTOHH_ICC MMOCTAHOBJICHUC BCTYNACT B CHUIIY CO JHA €TrO O(bHHHaHBHOFO OHY6J'II/IKOB8_HI/I$I, 3a
HUCKIIIOYCHHUEM HOJ'IO)KGHI/II\/'I, YKa3aHHBIX B ITYHKTC 4 HaCTOAIICTO IMTOCTAaHOBJICHUS.

4. ITonoxeHue o cucTeMe MOHUTOPUHTIA JIBM)KEHUS JIEKaPCTBEHHBIX MTPENapaToB Il MEAULIUMHCKOTO
MPUMEHEHUSI, YTBEP)KICHHOE HACTOSALIMM IIOCTAHOBJIEHHWEM, B OTHOUIEHUM IPOU3BOAUTENIEH
JIEKapCTBEHHBIX CPEJCTB B YaCTH HAHECEHMs Ha MEPBUYHYIO YNAKOBKY (B OTHOLIEHMH JIEKAPCTBEHHBIX
[penapaToB Ui MEAUIIMHCKOTO IPUMEHEHUs, ISl KOTOPhIX HE MPEeAyCMOTpeHa BTOPUYHAs YIAKOBKA) U
BTOPUYHYIO (ITOTPEOUTENBCKYIO) YITAKOBKY JIEKAPCTBEHHBIX MPENapaToB A MEIUIIMHCKOTO IPUMEHEHUS
CpeacTBa MJEHTU(UKALKMK, a TakkKe B OTHOLIEHUH IOPUAMYECKHX JIML UM HHIUBUAYAIbHBIX
IIpEeANPUHUMATENIEH, OCYIIECTBIISIFOIIMX ITPOU3BOJACTBO, XpaHeHue, BB03 B Poccuiickyro denepaunro,
OTIIyCK, pealu3alliio, Iepenady, NPUMEHEHHE M YHUYTOXKEHHE JIEKapCTBEHHBIX IIpernapaToB s
MEIULUHCKOTO TMPUMEHEHHs, B YacTH BHECEHHMs] MH(OpMaIMM O JIEKapCTBEHHBIX INpenapaTax ajs
MEIUIIMHCKOTO TPUMEHEHHs] B CHCTEMY MOHUTOpPWHIA JIBU)KEHHUS JIEKApCTBEHHBIX NPENapaTtoB IS
MEIUIMHCKOTO TPUMEHEHHUsI BCTyMaeT B CHIIy CO JHS BCTYIUJIGHHS B CHly a03aleB BTOPOrO M HSATOTO
noamyHkTa "0" mynkra 7 cratbu 1 @enepanbHOro 3akona ot 28 aexadps 2017 r. N 425-D3 "O BHeceHUn
n3MeHeHnid B @enepanbHblii 3akoH "O06 00pallieHuH JIeKapCTBEHHBIX CPEJICTB".

[Ipencenarens [IpaBurenbcTBa
Poccuiickoit @enepanuu
JA.MEJIBEJEB

YTBEpKICHO
nocrtaHoBieHneM [IpaBurenbcTBa



Poccuiickoit @enepanuu
ot 14 nexadbps 2018 r. N 1556

NOJNTOXEHUE
O CUCTEME MOHUTOPUHIA ABWXEHUA NEKAPCTBEHHbIX NPEMNAPATOB
anAa MEAUMUMHCKOro nPUMEHEHUA

Cnucok U3MEHSIIOUINX TOKYMEHTOB
(B pen. ITocranosnenwns [IpaButensctBa PO ot 30.08.2019 N 1118)

. O6wme nonoxeHunn
1. Hacrosiee [onoxenue onpenenser:

a) MOPSIIOK HAaHECEHHs CPEACTBA UACHTU(UKAIMYU JICKAPCTBEHHOTO Mpemnapara Al MEAUIIMHCKOTO
NpUMEHEeHHs (llanee - JIeKapCTBEHHBIE IIperaparbl), TPeOOBaHUS K €ro CIPyKType H dopmary
uH(pOpMaLIUK, KOTOPYIO COJIEPKUT CPEICTBO HIECHTU(UKALUK JIEKapCTBEHHOTO Ipernapara, ¥ €ero
XapaKTePUCTUKH;

0) TOpANOK CO3IaHMA, pa3BUTHA, BBOJA B OKCIUIyaTallMiO, OSKCIUIyaTallud ¥ BBIBOJA U3
OKCIUTyaTalliil CHUCTEMbl MOHHUTOPHHTA JBW)KEHHUS JIEKapCTBEHHBIX IIPENapaTroB (Jajee - CHUCTeMa
MOHUTOPHHIA);

B) TOpSJIOK B3aMMOJCHCTBHS ~ CHUCTEMbl MOHHMTOPHHIA C HWHBIMH  TOCYIapCTBEHHBIMH
MHQOPMAIIMOHHBIMU ~ CHCTEMaMH W WH(QOPMAIlMOHHBIMH  CHCTEMaMH  IOPHIUYECKHX JIUI |
WHIUBUIyaTbHBIX TPEANPUHUMATENCH, YKa3aHHbIX B 4acTsax 7 U 10 crateu 67 denepanbHOro 3aKoHa
"O6 oOpalleH!H JeKapCTBEHHBIX CpeACTB";

I) MOPSJIOK BHECEHUS B CHUCTEMY MOHUTOPUHIA IOPUAMYECKUMHU JIMIIAMH U WHIAUBUAYAIbHBIMU
MpEANPUHUMATENSIMH, OCYIIECTBIIAIOIUMU IIPOU3BOACTBO, XpaHeHue, BBO3 B Pocculickyro denepanuto,
OTIYCK, peaIn3aluio, Iepenady, IPUMEHEHHE U YHUYTOKECHHE JIEKapCTBEHHBIX IIPENaparos,
nH(pOpMaINU O JIEKAPCTBEHHBIX MpernapaTax U €€ cOCTaB;

1) IOPSIIOK MIPeIoCTaBIeHUsl HHPOpPMAIUH, COIep Kalleiicsl B CHCTEME MOHUTOPHHTA.
2. IlonsTus, ucnonb3yeMsele B HacTosAeM llonoxkennn, 03HavaroT cieayolee:

"arperupoBanue" - Tmpoluecc OObEIUHEHHUS JEKapCTBEHHBIX IpenapaToB Ha JOOOM 3Tamne
oOpallleHus JIEKAPCTBEHHBIX MPENapaToB CyOBEKTOM OOpallleHus IEKapCTBEHHBIX CPEACTB B IPYIIIOBYIO
YIAaKOBKY C HaHECEHHUEM COOTBETCTBYIOLIETO IPYIIOBOTO KOJa TPETUYHOM (TPAaHCHOPTHOM) YNMaKOBKH
JIEKapCTBEHHBIX MpenapaToB M ¢ COXpaHEHHWEM HH(pOpMAIMU B CHUCTEME MOHUTOPHHIA O B3aMMOCBS3U
CPEICTB WIACHTHU(PHUKAUN KaKJOTO BJIOXKEHHOIO B IPYIIOBYIO YMAKOBKY JIEKAPCTBEHHOI'O Mpernapara ¢
IPYIIOBBIM KOJOM TPETUYHOM (TPAaHCIOPTHOM) YNAKOBKM JIEKAPCTBEHHBIX IIPENAapaTOB CO3/1aBaeMOU
rpyNnoBOM yIaKOBKH;

"BBOJI B 000POT JIEKaPCTBEHHBIX MpenaparoB':

Npyu TPOU3BOJACTBE Ha TeppuTopuu Poccuiickonn @enepanuu - omnepanyu, MNPOU3BOIUMBIE C
JICKApCTBEHHBIMH TIperapataMi OT MPOXOXKICHUS MPOU3BOJACTBEHHON cTaauu (HacoBKH (yIaKOBKH)



JIEKapCTBEHHBIX IPENapaToB B IEPBUYHYIO YIAKOBKY JIEKAPCTBEHHOrO Ipernapata (B OTHOUICHHUH
JIEKapCTBCHHBIX MPEMapaToB, I KOTOPBIX HE MPEAyCMOTPEHA BTOpUYHAs (MMOTPEOUTEIbCKAsl) YITaKOBKa
JIEKapCTBEHHOI'O MperapaTa) U BTOPUUHYIO (IOTPeOUTENbCKYI0) YIAKOBKY JIEKAPCTBEHHOIO IMpernapaTa
JI0 3aBEPIICHUS TPOU3BOJACTBEHHOM CTaIMM BBITYCKAIOIIETO KOHTPOJISI KAU4eCTBa;

IpU MPOU3BOJICTBE BHE Tepputopuu Poccuiickoit denepanuu (3a UCKIIOYEHUEM JEKAPCTBEHHBIX
IIpenapaToB, BBOZUMBIX M3 I'OCYJapCTB - 4iIE€HOB EBpa3zuiiCKOro 3KOHOMHYECKOTO COI03a) - OIepalui,
MIPOM3BOJIUMBIE C JIEKAPCTBEHHBIMH IIpernapaTaMH OT MPOXOXACHUS MPOU3BOACTBEHHOM CTaAHH
BBIITYCKAIOIIETO KOHTPOJI JO 3aBEpUICHUS TAMOXKEHHOW TMpOIEAYpPhl BBINYCKa JUJIi BHYTPEHHETO
noTpebIieHus: IpU BBO3€ JIEKaPCTBEHHBIX MpenapaToB B Poccuiickyto denepainio;

IIpU NPOM3BOACTBE BHE Teppuropun Poccuiickoit Penepanvy B OTHOLIEHUH JIEKAPCTBEHHBIX
IIPENapaToB, BBO3UMBIX M3 IOCYAApCTB - WIEHOB EBPa3suMICKOro 3KOHOMHMYECKOIO COH03a, - OIEpaluy,
IIPOU3BOJUMBIE C JIEKAPCTBEHHBIMHU IperapaTaMyd OT IIPOXOXKJIECHHs IPOU3BOJACTBEHHOM CTaIUH
BBIITYCKAIOIIEr0 KOHTPOJIS 10 pa3MelleH sl JICKapCTBEHHBIX MTPErapaToB Ha (hapMaleBTUUECKOM CKJIaie 1
IIPOXO0KICHMS MPOLEAYP NOATBEPKIACHUS COOTBETCTBUS JIEKAPCTBEHHBIX IIPENIapaToB;

"BropuyHas (MOTpeOUTeNnbCKas) yIakoBKa JEKapCTBEHHOTO Mpernapara” - ynakoBKa, MOCTYIAoas
K HOTPEOUTENI0 M CiyXamas Uil pa3MElIeHMs] €AMHHYHOM NEpPBUYHOM YNAaKOBKU JIEKAPCTBEHHOI'O
npernapaTa Ui 00beIUHAIONIAs HECKOJIBKO MEPBUYHBIX YITAaKOBOK JIEKAPCTBEHHBIX MIPEMapaToB;

"BBIBOJ U3 000pOTa JIEKAPCTBEHHBIX IMpETapaToB” - peanu3aiys, IpoJaxa U OTIYCK (B TOM 4YHUCIe
[0 peLenTy) JIEKapCTBEHHBIX IMpenapaToB IMOTPEOUTEN0, NMPUMEHEHHe, NepeJadya Ha YHHUYTOXKEHHE,
yTpata W CIHCAaHUE JIEKapCTBEHHBIX IpernaparoB, OTOOp 0OOpas3loB, BBIBO3 paHEE BBE3EHHBIX B
Poccuiickyro ®enepannio JIeKapcTBEHHBIX IMpPENapaToB (Pe’KCHopT), a TakkKe BBIBOJ M3 000poTa MO
WHBIM NIPUYHUHAM;

"rnoOanbHBI  MJIEHTU()UKALMOHHBIM HOMEp TOProBOM eIMHUIBI" - YHHUKAJIbHBIA  KOJ,
MpUCBaNBaeMblil TPyIMIe TOBApOB IPH MX OMHMCAHWU B MH(OPMALMOHHOM pecypce, o0ecnednBaroIieM
y4eT ¥ XpaHEHHE JOCTOBEPHBIX JaHHBIX O TOBAapax MO COOTBETCTBYIOLIEH TOBaPHONH HOMEHKIIATYPE;

"rpynmnoBast yrakoBka'" - CrpynnupoBaHHbIE YIIAKOBKHU (II€pBUYHAs, BTOPUYHAsS (MOTpEeOUTENbCKas),
TpeTu4Has (TpaHCIIOpPTHAs) YIIAKOBKH JIEKAPCTBEHHOTO Ipernapara);

"rpynnoBoi KoA"' - YHUKaNbHas JUIsl KaXJOW OTAEIbHOW TPETHYHOM (TpaHCHOPTHOW) yMaKOBKHU
JIEKapCTBEHHOTO Tpernapara KOMOMHAILIMS CHUMBOJIOB, MIPEJCTABICHHAs B BHJIE JMHEWHOTO MITPUXOBOTO
KoJa, GopMHpPYyEMOTro IMUTEHTOM TPYIIIOBBIX KO/IOB;

(B pen. Ilocranosnenus IlpasurensctBa PO ot 30.08.2019 N 1118)

"uneHTuduUKaTOp NpuMeHeHus" - npeukc, npeAcTapIAoLUN co00i Habop U3 2 niK 0oJiee 3HAKOB,
pAacIioyoKEHHBIN B Hayalle JIEMEHTHOH CTPOKH M OJHO3HAYHO OMpEENSIONIMi HazHaueHue u ¢opmar
I0JIS IaHHBIX, CJIEAYIOLIETO 3a Npe(UKCcoM;

(B pen. Ilocranosnenus IlpasurensctBa PO ot 30.08.2019 N 1118)

"MHAMBUAYAIbHBIA CEpUITHBIA HOMEp TOProBoW eAuHMIBI" - HHdpoBas uin OyKBEeHHO-IM(PpoBas
IIOCJIEI0BATEIbHOCTD;

"KoJ MapKUpOBKH" - YHHKaJIbHas MOCIEI0BATEIbHOCTh CHMBOJIOB, COCTOSIIAs M3 CEPUITHOTO
r7100aNbHOTO MICHTH(PUKALIMOHHOTO HOMEpa TOPrOBOM €IMHHIIBI M KOJa MPOBEPKH, GpopMUpyemast A
uene uaeHTU(GUKALUM TEepPBUYHON YNAaKOBKM (B OTHOIICHWM JIEKAPCTBEHHBIX MpENaparoB Jis
MEIUIMHCKOTO NPUMEHEHUS, A KOTOPBIX HE IMPEAyCMOTpEHa BTOPUYHAs YIIAKOBKA) U BTOPUYHOU



(MOTpeOHUTENBCKO) YIIAKOBKH JICKAPCTBEHHBIX MPETapaToB ISl MEAUIIMHCKOTO IPUMEHEHHUS;
(a03an BBeneH IlocranoBnenuem [lpaButenscrea PO ot 30.08.2019 N 1118)

"KOJ MpOBEpKU" - CHUMBOJIbHAs IOCIIEJOBATEIbHOCTb, MPEAOCTaBiIsieMasl ONEpPaTOPOM CHUCTEMbI
MOHHUTOPHHTAa 3MHTEHTaM CPEICTB HACHTU(UKAIIMKA JICKAPCTBEHHOTO TIpernapara W COCTOsImas U3
uaeHTudukaTopa (MHAMBUIYAILHOTO MOPSIKOBOTO HOMeEpa) KIoYa MPOBEPKU M 3HAYCHHS KojAa
MIPOBEPKHU;

(B pen. ITocranornenus [IpaButenscTtBa PO ot 30.08.2019 N 1118)

"JeKapCTBEHHBIE TperapaThl, MapKUPOBaHHBIC CpEACTBaAMH HACHTU(UKAIMHU'" - JIeKapCTBECHHBIC
npenapaTsl, Ha KOTOpble HAHECEHbI CPEICTBa UACHTU(PUKAIIMN U JOCTOBEPHBbIE CBEICHUS (B TOM YHUCIIE
CBEJICHUS O HAHECEHHBIX Ha HHUX CPEACTBAX HUACHTU(GUKAIMU U (WIM) MaTepUATbHBIX HOCHUTEISIX,
COJIEp>KalINX CPEACTBA MACHTH(PHUKAIIMN) O KOTOPHIX B YCTAHOBJICHHOM IOPSAJIKE MEpeIaHbl B CUCTEMY
MOHUTOPUHTIA;

(B pen. ITocranosnenus IpaButenscTBa PO ot 30.08.2019 N 1118)

"MapKuUpOBKa YIIAKOBOK JIEKAPCTBEHHBIX IPENapaToB CpeJCTBaMU HACHTHU(UKAIMKU" - HaHECEHUE
CpeACTB MJACHTU(UKALMU HAa BTOPUUYHYIO (ITOTPEOUTENBCKYI0) YIAKOBKY JICKapCTBEHHOIO Ipemnapara (a
IIpU €€ OTCYTCTBHUH - Ha IEPBUYHYIO YIIAKOBKY JIEKAPCTBEHHOTO IIpernapara);

"omucaHue JIEKaApCTBEHHOrO Mpemnapara’ - MepedyeHb XapaKTePUCTHK, Pa3MEHICHHBIX CyOBEKTOM
oOpamieHusi  JICKapCTBEHHBIX  CPEACTB B COOTBETCTBYIOUIEM  HMH(OPMAIMOHHOM  pecypce,
o0ecreunBaIleM y4eT U XpaHEHHE TOCTOBEPHBIX JaHHBIX O TOBapax MO COOTBETCTBYIOIIEH TOBapHOU
HOMEHKJIATypeE;

"mepBUYHAs yYNAKOBKA JIEKAPCTBEHHOrO Ipenapara’ - CpeICTBO MM KOMIUIEKC CpPEICTB,
o0ecneunBaIIUX 3allUTy JIEKapCTBEHHBIX IPENapaToB OT MOBPEXKACHHUS U TOTEpb, BO3AECUCTBUSA
OKpYXKarolled Cpelpl, 3arpsA3HEHHH M HUMEIOUIMX HENOCPEICTBEHHBIH KOHTAKT C JIEKAPCTBEHHBIMU
npernapaTamy;

"peructparop BbIOBITHA" - MIporpaMMHO-anmnapaTHoe IMHGpoBaibHOE (KpUOTOrpapuuecKoe)
TEXHUYECKOE CpEACTBO, BKJIOYAIOUIEE B Ce0S TEXHUYECKOE CPEJICTBO MPOBEPKH KOJOB IPOBEPKH, B
oTHomeHuu kotoporo denepanpHoii ciyx00it 6e3omacuocTn Poccuiickoii denepannu BbIIaH TOKYMEHT
0 €ro COOTBETCTBUU YCTaHOBJIEHHBIM TPEOOBAaHUAM K IIU(POBATBLHBIM (KpUNITOrpaQUUECKUM) CpeICTBAM
3aMThl MH(OpMAIUK, JeHCTBYIOIMM B OTHOLICHUM HMIM(POBAIBHBIX (KPUNTOTrpaduUecKrX) CpeacTs,
Mpe/IHa3HAYEHHBIX JJIs TPOBEPKHM KOJOB MAapKUPOBKH, M HCIIOJIb3yeMOE CyObEeKTaMH OOpalleHUs
JIEKapCTBEHHBIX CPEACTB U1 0OMeHa HH(popMaIiel ¢ CHCTEeMON MOHUTOPUHTA B YacTu (POPMHUPOBAHUS U
nepesiayu B 3Ty CUCTEMY CBEJIEHUH O BbIBOJIE M3 000pOTa JIEKaPCTBEHHBIX NPENapaToB;

(B pen. Ilocranosnenus Ilpasurensctea PO ot 30.08.2019 N 1118)

"cepuiHbBIN T100AJbHBIN HJIEHTU(PUKALMOHHBI HOMEP TOPrOBOM €IWHHULBI" - YHUKaJIbHBIN
UACHTU(PUKATOP BTOPUYHOM (MOTPEeOHUTENHbCKOM) YIMAaKOBKM JIEKAPCTBEHHOrO Mpemnaparta (B ciyyae ee
OTCYTCTBHS - IEPBUYHOM YIAaKOBKHU JIEKAPCTBEHHOI'O Ipernapara), GopMUpPYyEMBbIi IMyTeM J00aBiIeHUS K
r7100aNbHOMY UACHTU(PHUKAIIMOHHOMY HOMEpY TOPrOBOM €TMHHIIBI MHIUBUIYyabHOTO CEPUHHOTO HOMEpa
TOProBOM €UHUIIBI;

"cpencTBO UACHTU(PUKAIMU" - KO MAPKUPOBKH, MPEICTaBICHHBIN B MAIIMHOYNTaeMOl (opme HITH
C MCIOJIb30BaHUEM MHOTO CPEICTBA (TEXHOJIOTHH) aBTOMAaTHIECKON MACHTH(UKAINK, (OPMUPYEMBIH IS
HAaHECEHUS Ha BTOPUYHYIO (TMOTPEOMTENbCKYIO) YMAKOBKY JICKapCTBEHHOTO IpenapaTta (B ciydae ee
OTCYTCTBHS - Ha IMEPBUYHYIO YMAKOBKY JIEKAPCTBEHHOI'O Iperapara) METOAaMH, He JIOMYCKaroIllUMU
OTICNCHHUsI CpEeICTBAa WACHTHU(HKAIMU U (WIM) MaTepHaJbHBIX HOCHTENEH, COAEp)KALIMX CPEeACTBa



UACHTUGUKALMH, OT YIIAKOBKH JIEKAPCTBEHHBIX MPENapaToB 0€3 NOBPEKICHUIH;
(B pen. [locranosnenus IlpasurensctBa PO ot 30.08.2019 N 1118)

"cyOBEeKThl OOpalleHHs JIEKapCTBEHHBIX CPEACTB" - IOPUIMYECKHE JIMIA M HHIUBUAYaJIbHbIC
NpEANPUHUMATENH, OCYIIECTBISIOINE IPOU3BOJCTBO, XpaHEeHHe, BBO3 B Pocculickyro Penepaunuto,
OTITyCK, pealM3altio, iepeiady, IPUMEHEHUE U YHUUYTOKEHUE JIEKaPCTBEHHbIX IIPENapaTos;

"TpernuyHas (TpaHCHOpPTHas) YIAKOBKa JIEKAPCTBEHHOro Ipenapara’ - TpynmoBas YyIaKOBKa,
ucroib3dyeMas A XpaHEHHs, MEpEeBO3KM U IEepeMEIlEHHUs JIEKAPCTBEHHOro Ipernapara Mexmay
cyObeKkTaMu 0OpalieHus JIEKapCTBEHHBIX CPE/ICTB;

"YCTPOMCTBO ~ perucrpanuuu  3MHUcCUH" - NporpaMMHO-ammapatHoe  MHU(POBAIBHOE
(xpunTorpau4ecKkoe) TEXHUUECKOE CPEICTBO, BKIIOYAIOLIEE B Ce0s TEXHUUECKOE CPEACTBO IPOBEPKU
KO/Ia NIPOBEPKU JIMOO COOTBETCTBYIOLIEE TPEeOOBAaHUSM K TEXHHYECKOMY CPEACTBY IPOBEPKH KoJa
MIPOBEPKH, HMCIIOJIIB3YEMOE SMUTCHTOM CPEICTB MACHTU(GUKAIMH JJISl TTOJTYYEHHUS KOJIOB MAapKHPOBKH U
oOMeHa MH(OpMaLuel ¢ CUCTEeMONl MOHMTOPMHIa B 4YacTH IEpeJadyd B 3Ty CHCTEMY CBEIEHHUHl o
MapKUpOBKE BTOPUYHOHN (MOTPEOMTENIbCKOM) YNAKOBKM JIEKAPCTBEHHOI'O IIpernapaTta (B ciyyae ee
OTCYTCTBUSl - IEPBUYHOM YIAKOBKHM JIEKAPCTBEHHOIO IpenapaTta) CpeicTBaMHM HWAECHTHU(UKALUH, B
oTHoueHun koroporo denepanbHoii cityx00i1 6e3onacHocTu Poccuiickoit denepannu BblIaH TOKYMEHT
0 €ro COOTBETCTBUM YCTAaHOBJIECHHBIM TPEOOBAaHUAM K MIH(POBATIBHBIM (KpUITOrpahueCcKUM) CpeICTBaM
3am|Thl MH(pOpMAIUK, JEHCTBYIOIIMM B OTHOIICHHM MH(POBATBHBIX (KPUNTOTPaQUUECKUX) CPEICTB,
IpeJHa3HauYeHHbIX JJIs IPOBEPKU KOJIOB MAPKUPOBKHU;

(8 pen. [locranosnenus IlpasurensctBa PO ot 30.08.2019 N 1118)

"hacoBka  (ymakoBKa)  JIEKQpCTBEHHOro  mpemaparta" -  IPOU3BOJACTBEHHAas  CTaaus,
IpelycMaTpuBalolas MOMeEIIeHNE JIEKAPCTBEHHOTO Iperapara B IEPBUYHYIO YIIaKOBKY JIEKAPCTBEHHOTO
npernapara Uil BO BTOPUUYHYIO (IIOTpeOUTENbCKYI0) YIAKOBKY JIEKAPCTBEHHOTO MTpenapara;

"SMUTEHT TPYIIOBOTO KoAa" - CyOBEKT OOpallleHUs JTEKAPCTBEHHBIX CPEJCTB, OCYIIECTBIISIOIMINMA
dbopMupoBaHME ¥ HaHECEHHE TPYMNIOBOTO KoOJa HAa TPETUYHYIO (TPAHCHOPTHYIO) YIAKOBKY
JIEKapCTBEHHBIX MPETapaToB;

"IMHUTEHT CPEICTB UACHTUPHUKAIMU" - TIPOU3BOAUTEIND JIEKAPCTBEHHBIX CPEJICTB, OCYLIECTBISIOINI
MIPOM3BOJICTBEHHYIO CTaauI0 (pacoBKM (YyMaKOBKHM) JIEKAPCTBEHHOT'O IMpenapara ¢ HAaHECEHHEM CPE/ICTB
UACHTU(UKAIIMM HAa BTOPUYHYIO (MMOTPEOUTENBCKYI0) YNAaKOBKY JIEKapCTBEHHOI'O Ipernapara (a mpu ee

OTCYTCTBUM - Ha TMEPBUYHYIO YINAaKOBKY JIEKapCTBEHHOTO Ipenapara), - TpU IPOU3BOJICTBE
JIEKapCTBEHHOT'O Ipenapara Ha Tepputopun Poccuiickoit denepanuu, uimm nepxareib JuM00 Biajener
PETUCTPAllMOHHOTO  y/JIOCTOBEPEHMs]  JIEKapCTBEHHOrO Mpemapara (Jajee -  pEerucTpalioOHHOE

yIIOCTOBEpEHHE) - TpU IPOU3BOJACTBE JEKApCTBEHHOIO IpenapaTa BHe TeppuTopuu Poccuiickoit
denepanny, WIM MNPEACTABUTEIBCTBO HWHOCTPAHHOMW OpraHM3alMd Ha Tepputopur Poccuiickon
denepanuu, SBIAOLICHCS Aep)kaTenieM JUO0 BaleNblieM PErucCTPAllMOHHOIO YIOCTOBEPEHHUs, - MpHU
MPOMU3BOJCTBE JIEKAPCTBEHHOT O TIpenapara BHe Tepputopun Poccuiickoit @eaepanuu.

Il. XapakTepucTtuku cpeacrtea uaeHTudukaumm, nopsiaokK ero
HaHeCceHUA U TpeboBaHUA K CTPYKType U chopmaTty nHcpopmaumum,
KOTOPYIO COAEPXKUT CpeacTBO uaeHTUukauum

3. CpenctBo uACHTH(PHUKAIMK TIPU HAHECEHWH HA BTOPHUYHYIO (TIOTPEOMTENHCKYIO) YHAKOBKY
JIEKapCTBEHHOTO Mpemnapara (B cllydae €€ OTCYTCTBHS - Ha IMEPBUYHYIO YIAKOBKY JIEKQpPCTBEHHOTO
mpernapara) COOTBETCTBYET CICAYIONIMM XapaKTePUCTHKAM:



a) JBYXMEPHBIH IITPUXOBOM KOJI HAHOCHTCS TOYECYHBIMH CHMBOJIAMH B COOTBETCTBHUU C
TpeboBaHUSAMH HalMoHaimbHOTO craHaapra Poccuiickoit @enepanuu (I'OCT P MCO/MDBK 16022-2008
"ABTomarnueckass uaeHTu(dukanus. KomupoBanue mTpuxoBoe. Cnernudukanus cuMBoiauku Data
Matrix"), KOTOpBIH yTBepkaeH nprukazom DenepaabHOro areHTCTBA M0 TEXHUYECKOMY PETyJIMPOBAHUIO
METPOJIOTHH;

0) IBYXMEpHBIM IITPUXOBOM KOJ HAHOCUTCS C YpPOBHEM Kkjacca kadectBa C WM BBIIIE B
COOTBETCTBHUM C TpeOOBaHUAMHM HalMOHaiIbHOro crangapra Poccuiickoir ®enepanuu (I'OCT P
NCO/MDBK  15415-2012  "UadopManmuoHHBIE  TEXHOJOTHMH.  TEXHOJOTMH  ABTOMATHUYECKOU
uneHTudukanuu u coopa manapx. CrienupuKanys UCIBITAHUN CUMBOJIOB IITPUXOBOTO KOJA /ISl OLICHKH
KaudecTBa nevyaTu. /[BymepHbie CUMBOJIBI'"), KOTOPBIN YTBEpKIeH npukazom denepaibHOro areHTCTBa 1Mo
TEXHHUYECKOMY PETYJIUPOBAHHUIO U METPOJIOTUH;

B) JIBYXMEPHBIM INTPUXOBOM KOJ HAHOCHUTCS IE€UYaThIO C MCIOJb30BAaHUEM METOJa KOPPEKIUU
omu6ok ECC-200 B cOOTBETCTBUU ¢ TPpeOOBAaHUSMHU HAITMOHAJILHOTO cTaHmapTa Poccutickoit denepanuu
(TOCT P HUCO/MDBK 16022-2008 "AsromaTtuueckas unacHTu(ukaius. KoaupoBaHue ITPUXOBOE.
Crneuunduxkanus cumBonuku Data Matrix"), KOTopsli yTBep:kaeH mprukazom DerepalbHOTO areHTCTBa 10
TEXHUYECKOMY PETyJIMPOBAHUIO U METPOJIOTHH;

I) IpU HAaHECEHHMU CPEACTBA MACHTHU(PHKAIMHU JIEKapCTBEHHOTo mpemnapara ucrnonb3dyercs ASCII
KOJMPOBaHUE Ha OCHOBE HamMOHAJIBHOTO craHmapra Poccuiickoit @enepanuun (FOCT P MCO/MDOK
16022-2008 "ABromaTudeckas uaeHTuukamusa. Koguposanue mrpuxoBoe. Crenudukais CAUMBOINKA
Data Matrix"), koTopblii yTBepkaeH mnpukazom DenepanbHOr0 areHTCTBa IO TEXHUYECKOMY
PETYIUPOBAHHUIO M METPOJIOTHH.

4. CeneHusi, coJiepKamIuecss B CPEACTBE MICHTU(DUKAIIMH, HAHOCITCS TPOU3BOJIUTEIIEM B BHUJC
JBYXMEPHOTO IITPUXOBOIO KOJa METOJaMH TMe4YaTh Ha BTOPUYHYIO (MOTPEOUTENTBCKYIO) YIMAaKOBKY
JIEKapCTBCHHOTO Mpemnapara (B cllydae €€ OTCYTCTBHS - Ha IEPBUYHYIO YITAKOBKY JIEKQpCTBEHHOTO
mpermapaTa) WIM [e4aTH Ha MaTepUalbHBIH HOCHUTENh (ITHKETKY), HE OMYCKAIOIIUMHU OTACICHHUS
MaTEpHUATBFHOTO HOCHTEIS, COJICPIKAIIETr0 CPEeICTBAa WIACHTU(HKAIMKM, OT YIAKOBKH JIEKAPCTBEHHOTO
npemnapaTa 0e3 MOBPEKIACHHIA.

(. 4 B pen. [locranosnenus [IpaBurensctBa P® ot 30.08.2019 N 1118)

5. Mudopmarnus, coaeprkamiascs B CpeICTBE UACHTH(PUKAIIUN, UMEET CIECIYIOIIYIO CTPYKTYPY:
npu3HaKk cuMBoIMKK Data Matrix - cumBo1, umeromuii ko 232 B Tabsmie cumBosioB ASCII;

nepBasi TpyINa JaHHBIX - TJI00aJbHBIA WACHTHU(QHUKAIMOHHBI HOMEp TOProBOM eIWHUIIbI,
cocrosimuii u3 14 nudpoBbIX CHMBOJIOB, KOTOPOMY MpeIIecTByeT uaeHTugukarop npumenenus (01);

BTOpasi TpyINa JaHHbIX - WHIAUBHYaJbHBIA CEPUIHBIM HOMEp TOPrOBOM €IMHMIIBI, COCTOSALIMNA U3
13 cumBoOB 1HU(PPOBOM HIM OyKBEHHO-IM(POBOHM MMOCIEAOBATEILHOCTH (JIATUHCKOTO aj¢aBuTa),
KOTOPOMY IMpEIIIeCTBYeT HACHTHU(PHUKATOp NpuMeHeHHus (21). 3aBepluaroniuM CHUMBOJIOM IS ATOH
TPYIIBI JAaHHBIX SBISIETCS CIICIUATBHBIA CHMBOJI-PA3/ICINTENb, UMEIOIINH Ko 29 B TabiwIle CHMBOJIOB

ASCII;

TPeThbsl Tpynmna JaHHBIX - HJIEHTUGUKATOp (MHIUBUIYAJIbHBIA MOPSAIKOBBIA HOMEp) Kiltouya
MIPOBEPKH, NMPEIOCTABISIEMbI SMUTEHTaM CPEICTB UACHTU(PHUKAIIMH ONEPATOPOM CUCTEMbl MOHUTOPHHTA
B COCTaBE KOJla MPOBEPKH B COOTBETCTBUM C HacToAmUM [lomoxkenueM, cocrosmuil U3 4 CHUMBOJIOB
(undp, CTPOUHBIX U MPOMHUCHBIX OYKB JIATHHCKOTO ali(haBUTa), KOTOPOMY MPEALIECTBYET UACHTU(UKATOP
npumMeHnenust (91). 3aBepuraromyM CHMBOJIOM Il 3TOW TPYNNbl JAHHBIX SBISIETCS CIEIHMATBHBIN



CUMBOJI-pa3IeNIuTeNb, UMeIoui ko 29 B Tabnuie cumBosioB ASCII,
(B pen. [locranosnenus IlpasurensctBa PO ot 30.08.2019 N 1118)

YyeTBepTas IpyIIa JaHHBIX - 3HAYCHHME KOJa MPOBEPKH, MPEIOCTaBISIEMOE SMHUTEHTaM CpPEICTB
UACHTU(DUKAIIMA ONEepPaTOpOM CHCTEMBl MOHUTOPHHTA B COCTaBE€ KOJa INPOBEPKHM B COOTBETCTBUHU C
HacrosmuM IlonoxkeHneM, KOTOpoMy IpeIIECTBYET UAEHTHGUKATOp puMeHeHus (92), u cocrosiee u3
44 cumBonoB (uu(p, CTPOUYHBIX M MPOMHCHBIX OYKB JIATUHCKOTO anaBUTa, a TAKXKE CIEIUATIBHBIX
CHUMBOJIOB).

(B pen. [locranosnenus IlpasurensctBa PO ot 30.08.2019 N 1118)

AO3ar1el ceIbMO - mecsAThIi yTpaTiim cuiy. - [locranoBnenue IIpaBurensctBa PD ot 30.08.2019
N 1118.

['pynmbl JaHHBIX JOJDKHBI PaclojarathCs MociaeJ0BaTeIbHO - OT MEPBOIl K YETBEPTOH.
(B pen. [locranosnenus IlpasurensctBa PO ot 30.08.2019 N 1118)

I/IH,I[I/IBI/II[yaJ'IbHHﬁ CepHﬁHLIﬁ HOMCED TOpFOBOﬁ CAWHUIIBI TCHCPUPYETCA C YHECTOM obOecrieyeHus ero
YHUKAJIBHOCTH AJIA KaXXI0ro rJ100aJIbHOTO PI[[GHTI/Iq}I/IKaHI/IOHHOFO HOMEpa TOpFOBOfI CANHNUIbI B TCUCHHUC
BCCI'0 CpOKa Q)YHKHHOHHpOBaHI/IH CUCTCMbI MOHHUTOPHHIA.

['moGaneHBIi MACHTU(PUKAIMOHHBI HOMEpP TOPTOBOW €AMHUIBI W WHAWBUIYAIBHBIA CEPUAHBINA
HOMEp TOPrOBOM €AMHUIIBI AYOIUPYIOTCS B BUEC YUTAEMOI'O IEYaTHOTO TEKCTa.

lll. Mopsapok nony4YyeHUs KOAOB MapKUPOBKU, hopMUpoBaHUA
rpynnoBoOro Koga v ux peructpaumm B CUCTeMe MOHUTOPUHra
(B pexn. [TocranoBnenus IIpasurenscrea PO ot 30.08.2019 N 1118)

6. [TonydyeHnue SMUTEHTaMH CPEACTB UACHTHU(PHUKAIMUA OT OIepaTopa CUCTEMbl MOHUTOPUHIA KOJIOB
MapKUPOBKH OCYIIECTBIISIETCS C UCIOJIb30BAaHUEM YCTPONCTB PETUCTPALIUU SMHUCCHU.
(8B pen. ITocranoBnenus IlpasutenscrBa PO ot 30.08.2019 N 1118)

7. OMHUTEHT CpeACTB UIACHTU(PUKAIMK, 3apETUCTPUPOBAHHBIH B CHCTEME€ MOHUTOPHUHIA,
IIPEJICTABIISIET ONEPATOPy CUCTEMBI MOHHUTOPHHIA 3asBKYy Ha IOJYYEHHE KOJOB MapKUPOBKH. 3asiBKa
HaIlpaBJsIETCA  MOCPEACTBOM  HCIIOJB30BAHMS  YCTPOWCTB  perucrpauuu smuccuu. Ilpm  stom
B3aUMOJICHCTBHE YCTPONUCTB PErHCTPALMU SIMUCCHH ¢ HH(POPMAIIMOHHBIMHU CUCTEMaMHU SMUTEHTA CPEJICTB
UICHTU(QUKAIUN OCYIIECTBISETCS C UCIOJb30BaHHMEM (HOPMATOB JaHHBIX, pa3MELIaeMbIX OIEepPaTOPOM
CHCTEMBbl MOHMTOPMHTa Ha O(QUIMAILHOM caiiTe omepaTopa CHUCTEMbl MOHHUTOPHUHTA B
MH(OPMALIMOHHO-TEIIEKOMMYHHUKAIIMOHHOH ceTH "MHTepHeT". 3asBKa Ha MOJIy4YeHHE KOJAOB MapKHUPOBKU
COJICPIKHUT:

(B pen. INocranosnenns [IpasutensctBa PO ot 30.08.2019 N 1118)

a) CepuilHBIA TJI00aJIbHBIN WACHTU(DUKAIMOHHBIA HOMEp TOPrOBOM €IMHHUIBI B cilydae
(GbopMUpOBaHUST HWHAMBHUIYALHOTO CEPUMHOrO HOMEpa TOProBOW €IMHHULBI AMHUTEHTOM CpPEJICTB
UACHTU(DUKALIH;

0) rno0anbHBIA MACHTU(DUKAIIMOHHBIA HOMEP TOProBOW €IMHHUIIBI U KOJIWYECTBO MHAUBUIYATbHBIX
CEpUIHBIX HOMEPOB TOPTOBOM €IUHUIILI B ciydyae (POPMHUPOBAHUS WHANBUAYAIBHOTO CEPUITHOTO HOMEPA
TOPrOBOM €AMHUIBI ONIEPATOPOM CHUCTEMbI MOHUTOPHHTA.

8. Kon MapkupoBku popMupyeTcs onepaTopoM CUCTEMbI MOHHUTOPHHTA ITyTEM MPUCBOSHUS KOJIOB
MPOBEPKHU JIJISI KAXKIOTO CEPUHHOTO T100aTbHOTO UICHTU(PHUKAIIMOHHOTO HOMEpa TOPTrOBOM €IWHUIIBI U



BKIIFOYACTCA B pECCTP CPCACTB I/II[eHTI/I(i)I/IKaHI/II/I oreparopa CUCTEMbl MOHUTOPHHTIA.

OrnepaTop CHUCTEMbl MOHUTOPHHIA HE TO3JHEE 2 YacOB C MOMEHTa MOJy4YeHUs 3asiBKU Ha
MOJIy4eHHE KOJOB MApPKUPOBKM  HAMpaBlII€T OMUTEHTY CpEICTB  HUIACHTU(HUKALMU  CIHCOK
c(hOPMHUPOBAHHBIX KOJOB MAPKHUPOBKH.

(n. 8 B pen. [Toctanosnenus [IpaBurensctBa PD ot 30.08.2019 N 1118)

8(1). DmuTeHTaM CpeACTB HIACHTU(UKAIMK OTKA3bIBA€TCA B BBIAAYE KOJOB MAapKHPOBKH II0
CJICAYIOLIMM IPUYMHAM:

a) OTCYTCTBHUE B 3asBKE Ha MOJYyYE€HHUE KOJOB MAPKUPOBKHU CBEACHUH, MPEAYCMOTPEHHBIX TyHKTOM
7 Hactosmero IlonoxxeHus;

0) OTCYTCTBHME CBEICHHI O PETHCTpAllid SMUTEHTa CPEIACTB HWACHTH(PHUKAIMM B CHCTEME
MOHWTOPHHIA;

B) OTCYTCTBHE Y OIE€paTopa CHUCTEMbl MOHUTOPHHTA CBEICHHA 00 YCTPOWCTBE pPETHCTpaluu
SMUCCHH, C UCIIOJIB30BAHUEM KOTOPOI'O HAIPABJICHA 3asBKA HA I1OIy4YE€HUE KOJOB MApKUPOBKH;

I) HaJMYUe paHEE 3apETUCTPUPOBAHHBIX B CHUCTEME MOHUTOPHUHTA CBEICHUM O CEpUMHOM
rJ100anbHOM HJIEHTU(HUKAMOHHOM HOMEpPE TOPTrOBOM €IWHUIIBI, MPEJICTABICHHOM B COOTBETCTBUU C
noAnyHkToM "a" myHkTa 7 Hacrosuiero [lonoxenus;

J1) OTCYTCTBHE B CHCTEME MOHHUTOPHUHIA CBEICHHUU O INI0OATbHOM MICHTU(UKALMOHHOM HOMEpE
TOProBOM €IUHUIIBI, MPEJCTABIEHHOM B COOTBETCTBHUM C MOANYHKTOM "O" MHyHKTa 7 HAcCTOALIETO
ITonoxenus.

(. 8(1) BBenen [locranosnennem [IpaButenscrea PO ot 30.08.2019 N 1118)

9. OnepaTop CUCTCMbl MOHHTOpPHHIA obecneunBaeT MOJIYUCHHUC OMUTCHTAMU  CpPCICTB
I/I)IGHTI/I(bI/IKaHI/II/I KOIOB MApKHUPOBKH HOCPEACTBOM OCHAIICHUSA OMHUTCHTOB CpPCIACTB I/IIIGHTI/I(l)I/IKaHI/II/I
YCTpOﬁCTBaMH perucrpanmuu SMHUCCHUHU.

OcHalleHne 3MUTEHTOB CPEJCTB MIEHTU(UKALIUK YCTPOUCTBAMU PETUCTPALIUK IMHUCCHH, BKIIIOYas
o0ecrieyeHne YAAJCHHOTO JOCTyNa K YCTPOMCTBY perucTpalii 3MHCCHUHM, pPa3MELICHHOMY B
nH(ppacTpyKType ormepaTopa CHCTEMbl MOHMTOPHMHIA, OCYILECTBJISETCS ONEpPaTOpOM CHUCTEMBI
MOHHUTOPHUHIa Ha 6€3BO3ME3/IHOM OCHOBE. B 11ems1X Takoro OCHaIIEHUsI SJMUTEHT CPEJICTB HICHTH(PUKALIUU
3aKJII0YaeT C ONEpaToOpoOM CHUCTEMbl MOHHUTOPHHIA JOTOBOPHI, COZIEpXallhe B TOM YHCIE YCIOBUS
MPEJOCTABIEHUS] yCTPOMCTBA PETHCTPALlMd SMHUCCHUM M €ro perjiaMeHTHOro OOCIy)KHBaHUS Ha
0€3B03ME3/THOM OCHOBE WMJIM YCJIOBHS OKa3aHHUS YCIYTH MO MPEJOCTaBICHUIO YCTPOICTBA PEerucTpaluu
HMHCCUH, PA3MEIIEHHOI0 B HHPPACTPYKTYpE ONepaTopa CUCTEMbl MOHUTOPHHTA, ITyTEM MPEJOCTaBICHUS
YIQJICHHOTO JOCTyna K HeMy Ha 0e3B0o3Me3HOW ocHOBe. PemieHne o BBIOOpE crmocoba OCHAIICHHS
NPUHUMAETCS HAMHUTEHTOM CpeAcTB uAeHTU(uKauuu. TumoBas ¢opMa yka3zaHHBIX JOTOBOPOB
yTBepkKAaeTcs MUHUCTEPCTBOM NMPOMBIIIIIEHHOCTH U TOproein Poccuiickont @enepanumn.

OcHalieHue SMUTEHTOB CPEACTB WACHTHU(UKAIMM, HE NMPU3HABAEMBIX HAJOTOBBIMHU PE3UIEHTAMU
Poccuiickoit denepanu 1 HE UMEIOIIMX MPEACTABUTENBCTB Ha TeppuTopun Poccuiickoin @enepannu,
YCTPOMCTBAMM DPETUCTPALlUd 3MMCCHH, a TAKXKE 3aKIIOYEHHE JOrOBOPOB C OIEPATOPOM CHUCTEMBI
MOHHUTOPHHIA, MIPETyCMOTPEHHBIX a03alleM BTOPHIM HACTOSAIIETO MYHKTA, MOTYT OCYIIECTBIIATHCS Yepe3
YIOJIHOMOYEHHOT'O IIPEACTABUTES.

(. 9 B pen. [loctanosnenus [IpaBurensctBa PD ot 30.08.2019 N 1118)

9(1). ODMHUTEHT CpeACTB UACHTU(UKAIIUK TIOCIIE MOTYyYSHHUs KOJa MapKUPOBKU MpeodpasyeT ero B



CPeACTBO UIECHTU(UKALMK, 00ECIIeYrBAET €r0 HAaHECEHHE Ha BTOPUYHYIO (IOTPEOUTENBCKYIO0) YIIAKOBKY
JIEKapCTBEHHOTI'O Ipenapara (Ipu ee OTCYTCTBUM - Ha IIEPBUYHYIO YIIAKOBKY JIEKAPCTBEHHOIO Ipenapara)
WIA Ha MaTepUaIbHbI HOCUTEINb (3TUKETKY) U B TeueHue 180 kaneHJapHbIX JHEH, HO HE MO3/1HEee JaThbl
BBOJIa B O0OPOT JICKAPCTBEHHOI'O IIperapara, Ha YMAKOBKY (3THKETKY) KOTOPOTO HAHECEHO CpPEICTBO
UACHTUGUKALMH, TPE0OPa30BAHHOE M3 COOTBETCTBYIOLIEIO KOAA MAapKUPOBKU, WJIM HE MO3]HEE JaThbl
JOCTaBKH JIEKAPCTBEHHOT'O IpenapaTa B MECTO NpuObITHS Ha Tepputopun Poccuiickoit denepaunu npu
IIPOM3BOJICTBE JIEKAPCTBEHHOI'O IpenapaTta BHe Teppuropuu Poccuiickoit deaepannn (3a UCKIOYEHUEM
JIEKAPCTBEHHBIX IIPENapaToB, BBO3UMBIX U3 TOCYAApCTB - 4WICHOB EBpPasuMICKOro 3KOHOMHYECKOTO
COI03a), WM JI0 AaThl BBO3a Ha Teppuroputo Poccuiickoit Penepanun Ha papMaleBTHUECKUI CKiIal pH
IIPOU3BOJICTBE JICKAPCTBEHHBIX IIpErapaTroB BHe Teppuropuu Poccuiickonn denepanuu B OTHOLIECHUU
JIEKapCTBEHHBIX MPENapaToB, BBOZUMBIX U3 TOCYIapCTB - WIEHOB EBpa3niickoro 5KOHOMHYECKOTO COH03a,
nepeaaeT B CUCTEMYy MOHUTOPHHTA CBEJCHUS O HAHECEHHH CPEICTBA MICHTU()UKALUU B COOTBETCTBUH C
a03a1eM nepBbIM IyHKTa 35 uiau myHKTOM 36 Hactosero [lonoxenus.

B cnyuae eciu B coorBercTBUM ¢ noctaHoBieHueM IlpaButenbctBa Poccuiickoit denepanuu ot 8
Mas 2019 r. N 577 "OO0 yTBepkaeHUHN pa3Mepa IJIaThl 32 OKa3aHHWE YCIyT MO MPEJOCTaBICHHIO KOJOB
MapKUPOBKH, HEOOXOAUMBIX JUIsl POPMUPOBAHUS CPEACTB UIEHTU(DUKALIMU U 00€CIIE€YeHUs] MOHUTOPUHTA
JBYDKEHUS] TOBApOB, MOJIKALIMX 0053aTeIbHOM MapKUPOBKE CPEACTBAMHU HACHTU(HUKAIMU, a TaKXKe O
MOpsAJIKE €€ B3MMaHuA" ycilyra Mo MpeAOoCTaBICHHUIO KOJa MAapKUPOBKU IOJJIEKUT OIIaTe, YMHUTEHT
CPeACTB MJAECHTHU(HKAIMK MPOU3BOJUT OIJIATy TAKOM YCIyrd OIeparopy CHUCTEMbl MOHHUTOpPUHIA B
teueHre 180 kaneHIapHbIX AHEHW C JaThl MOJIy4EHHs] KOJA MapKUpPOBKH, HO HE IO3]IHEE JaThl BBOJA B
000pOT JICKapCTBEHHOI'O IIpernapara, Ha YMNAaKOBKY (3TUKETKY) KOTOpPOrO HAHECEHO CpEeICTBO
UICHTUQUKAUHN, TpeoOpa30BaHHOE M3 COOTBETCTBYIOIIEIO KOJa MapKUPOBKH, WM HE IMO3JHEE J1aThl
JIOCTaBKH JIEKAPCTBEHHOI'O IpenapaTa B MECTO NpuObITH Ha Tepputopuu Poccuiickoit denepaunu npu
IIPOM3BO/JICTBE JIEKAPCTBEHHOTO Mpenapara BHe TeppuTopuu Poccuiickoit denepannu (3a UCKIIOYEHHEM
JIEKapCTBEHHBIX IIPENapaToB, BBO3UMBIX M3 TOCYJapcTB - WIECHOB EBpasuMiiCKOro 3KOHOMHYECKOTO
COI03a), WJIM /10 J1aThl BBO3a Ha Tepputopuio Poccuiickoit @enepannu Ha hapmMalieBTHUECKUI CKIIaa MpU
IIPOU3BOJICTBE JIEKAPCTBEHHBIX IIpenapaToB BHe TeppuTopuu Poccuiickoii Penepanyy B OTHOUIEHUH
JIEKapCTBEHHBIX MPENapaToB, BBOZUMBIX U3 TOCYIapCTB - WIEHOB EBpa3uiickoro SKOHOMHUYECKOTO COH03a.
IIpu sToM omeparop CHUCTEMBI MOHMTOPUHIA PErUCTpUpYeT (BHOCUT) B CHUCTEMY MOHHUTOpPUHIA
MH(}OPMALIHIO O HAHECEHUH CPEACTBA UJIEHTU(UKALIMY, YKA3aHHYI0 SMUTEHTOM CPEJCTB UACHTU(DUKAIINH
B CBEACHUAX O HAHECEHUM CpeJICTBa MICHTU(UKALMHM, IOCHEe TIOJYyYeHHUs OIUIaThl YCIyrd IO
MIPEIOCTABIIEHUIO KOJJa MAPKUPOBKHU, TPe0Opa30BaHHOTO B COOTBETCTBYIOIIEE CPEACTBO UACHTU(DUKAIINH.

VYenyra mo mpenocTaBiICHUIO KOJAA MapKUPOBKU NPU3HAETCS OKa3aHHOM ONEepaTopoM CHUCTEMBI
MOHUTOPMHT2 B MOMEHT pPETHUCTpaluy (BHECEHHUS) ONEPaTOpOM CHUCTEMbl MOHUTOPUHTA B CHCTEME
MOHHUTOPHHTa HH(OpPMAINK, COJAEpIKaIIelcs B CBEACHUAX O HAHECEHWH CPEICTBA HIASCHTH(HUKAIUH,
peoOpa30oBaHHOTO U3 COOTBETCTBYIOIIETO KO/a MAPKHUPOBKH.

(m. 9(1) BBenen [locranoBnennem [IpaButenscrea PO ot 30.08.2019 N 1118)

9(2). Kotsl MApKHUPOBKH aHHYJIUPYFOTCS B CIICAYIOIINX CITydasix:

a) KOJIbl MapKUPOBKH, TOTYYCHHBIE SMUTEHTOM CPEJCTB UICHTU(DUKAIUY B paMKax OIHOW 3asBKH,
coJiepKalire CepuitHbIe TI00aMbHbIE ISHTH(DUKAITMOHHBIE HOMEpPA TOPTOBOM €IMHUIIBI, HE BKIIOUEHBI B
CBEICHHUSI O HAHECEHHWH CPEACTB HACHTU(UKAINUU, MPEeoOpa3OBaHHBIX U3 COOTBETCTBYIONIMX KOJOB
MAapKUPOBKH;

0) HapylIeH YCTaHOBJICHHBIN a03ameM mnepBbiM myHKTa 9(1) Hacrosmero IlomokeHus cpok
nepeiayu CBeJICHUH B CHCTEMY MOHUTOPHUHTA;

B) HapyIlleH yCTaHOBJICHHBIN a03arieM BTOpbIM IyHKTa 9(1) HacTosmero IlonoxkeHus: Cpok OIIaThl



YCIIyT MO MPEAOCTABICHUIO KOJIa MAPKUPOBKH.
(n. 9(2) BBeneu IlocranoBnenuem [lpaBurensctea PO ot 30.08.2019 N 1118)

9(3). B peructpanuu B cucteMe MOHUTOPHHIA CBEACHUNW O HAHECEHHM CPEICTB HMICHTU(DUKALUU
OTKa3bIBACTCS MO CICAYIOIIUM MPUUUHAM:

a) OTCYTCTBHE CEPUMHBIX TJO00ANbHBIX HUACHTU(PUKAIIMOHHBIX HOMEPOB TOPrOBOM €IMHMIIBI,
YKa3aHHBIX B CBEJCHUSX O HAHECCHWU CPEICTB UACHTU(DHKAINH, B PEECTPe CPEICTB UACHTH(PHUKAIIIN
orepaTopa CUCTEMbl MOHUTOPHHIA;

0) mpeAcTaBIEHUE OHMHUTEHTOM CpPEICTB UACHTU(UKAIMK CBEICHUH O HAHECEHWU CPEICTB
UICHTU(QUKAIIMN 10 UCTEUEHUU CpPOKa, YCTAHOBJICHHOTO ab3aieM mepBbIM myHkTa 9(1) Hacrosiero
Ilonoxenus;

B) OTCYTCTBHE Yy OIEpaTopa MOHUTOPHHIA CBEACHHM 00 YCTpOICTBE perucTpaiu SMUCCUH, C
KCIIOJIb30BAaHUEM KOTOPOTO MEPEeIaHbl CBEACHUS B CHCTEMY MOHUTOPHHTA;

I) OTCYTCTBHUE IIOATBEP)KIEHHUS OIUIaThl KOJOB MAapKHUPOBKH, IMPEOOPa3OBaHHBIX B CPEACTBA
UACHTUDUKAIMHA, O HAHECEHHWH KOTOPBIX AMHTEHT CpEACTB HICHTU(UKAUHN TepelaeT B CHUCTEMY
MOHHUTOPHHIA CBEJICHUS O HAHECEHUU CPEICTBAa WACHTU(DUKALNU, MPEIyCMOTPEHHBIE ab3alleM MepBbIM
nyHkTa 35 unu nyHkToM 36 Hacrosero [lonoxeHus.

(n. 9(3) BBenen IlocranoBnenueM IlpaBurenscrBa PO ot 30.08.2019 N 1118)

10. I'pynmnoBoit konx Qopmupyercs Ha OCHOBaHHMU MexrocyaapcrBeHHoro cranjpapra (I'OCT
ISO/IEC 15417-2013 "UudopMamoHHbIe TEXHOJOTHH. TEXHOIOTUH aBTOMATHYECKOM HACHTH(OUKAIIMN 1
coopa nanHbIX. Cneuuduxanuss cUMBOJIMKM IITpuxoBoro koga Code 128"), KoTopblil yTBepkaeH
npukazoM denepanbHOrO areHTCTBA MO TEXHHUUYECKOMY PETYJIMPOBAHHUIO M METPOJIOTHM, M COJEPKHUT
CIIEAYIONIYIO CTPYKTYPY JTaHHBIX:

unentudukarop npumeHenus (00);
CHMBOJI pacIIMpeHus TPYIIIOBOTO KOJa;

pPETUCTPAllMOHHBIE HOMEp CyObekTa oOpallleHHsl JIEKapCTBEHHBIX CpPEICTB, IOJYy4YEHHBIH B
MH(OPMALIMOHHOM pecypce, 00eCTIeUHBaIOLIEM YUYEeT U XpaHEHHUE JOCTOBEPHBIX JaHHBIX O TOBapax IO
COOTBETCTBYIOLICH TOBAPHON HOMEHKIIATYPE;

CEpUITHBIN HOMEp TPYyNIIOBOM YITAKOBKH;
(B pen. Ilocranosnenus IlpasurensctBa PO ot 30.08.2019 N 1118)

KOHTpOJIbHAasA CyMMa ('—II/IC.]'IO, BBIUUCIIACMOC 10 CIICHUAJIBHOMY aJllOPUTMY H3 MPEAIICCTBYIOMIUX
I_[I/I(bp U ClIyKalec IJid rapaHTu HEJIOCTHOCTU I[aHHBIX).

CBeneHusi, BKIIOYEHHBIE B TPYNIOBOM KOJ, MOTYT AyOJIMpOBAThCS B BUIE YUTAEMOIO IEYATHOTO
TEKCTa.

['pynmoBoii koA TreHepupyeTcs M HAHOCUTCS Ha TPETUYHYIO (TPAHCIOPTHYIO) YHaKOBKY
JIEKapCTBEHHOTO MperapaTa SMUTEHTaMU TPYIIOBBIX KOJOB METOJIaMU ME€YATH UM 3TUKETUPOBAHHUS.

IV. NMpaBuna co3gaHusa, BBoAa B 3KCNyaTauuio, aKkcnyartauum
M BbiBOAA U3 3KcnnyaTauum CUCTEMbl MOHUTOPUHra



11. Co3nanue, pa3BuTHE, BBOJ B KCILTyaTallMIO, SKCILTyaTallls U BBIBOJ U3 SKCILUIyaTallud CUCTEMbI
MOHHUTOPHHIA OCYLIECTBIIIIOTCS ~ ONEPAaTOPOM  CHUCTEMBbl MOHUTOPUHIA [0  COIJIACOBAHUIO C
MuHnuctepcTBOM 31paBooxpanenust Poccuiickoit ®@enepanuu u denepanbHOi Ciy)k001 M0 HAA30py B
cdepe 31paBOOXpaHEHHS B COOTBETCTBUHU C TPEOOBAHUSMH K TMOPSAIKY CO3JaHMS, Pa3BUTHs, BBOJA B
AKCIUTyaTaluIo, SKCIUTyaTallii U BBIBOAA U3 IKCIUTyaTallMi IOCYJapCTBEHHBIX HH()OPMALIMOHHBIX CUCTEM
U JaTbHEWIEro XpaHEeHUs CcoJepiKalielics B WX 0a3aX MaHHBIX HWHPOPMAIUH, YTBEPKICHHBIMH
noctaHoBieHueM [IpaBurenbctBa Poccutickoit @eaepanun ot 6 uronst 2015 r. N 676 "O TpeGoBaHUSIX K
MOPAJKY CO3JaHMsl, pa3BUTHs, BBOJA B JKCIUIyaTallMIO, 3KCIUIyaTallMM M BbIBOJA W3 3KCIUIyaTaluu
roCy/IapCTBEHHBIX HMH(OPMALIMOHHBIX CHCTEM M JalbHEHILEro XpaHeHHs cojepkalleics B uX 0aszax
naHHbIX HHpOopMarun'", u HactosmuM Ilonoxxenuem.

12. COSI[aHI/Ie, Pa3BUTHUC U SKCILITyaTallusd CUCTEMbI MOHUTOPUHI'A OCYIIECTBJIAFOTCA Ha OCHOBC!:

a) oOecriedyeHHsT TOJHOTHI, JOCTOBEPHOCTH, COXPAHHOCTH NPUHUMAEMOW U TIepelaBaeMoi ¢
HCIOJIb30BAHUEM CUCTEMbl MOHUTOPUHIAa MH(POPMALIUH, & TAK)KE CBOEBPEMEHHOCTH €€ IPeA0CTaBICHMS;

0) 6€3BO3ME3IHOCTH MPEIOCTABICHUS TIPOU3BOAUTEISIM JIEKAPCTBEHHBIX CPEICTB COJEPIKAILICHCS B
CHUCTEME MOHUTOPHUHTa WH(MOPMAIIMU O CEpUSIX W MapTHAX JIGKAPCTBEHHBIX IPENapaToB, MIPOU3BOIUMBIX
MMHU U HaXOJAIIUXCS B TpaKIaHCKOM 00opoTte B Poccuiickoit denepanuu;

B) CAMHCTBA OPraHU3allMOHHO-MCTOAUYICCKOI'O obecreyeHns: CUCTEMBI MOHHUTOPHHIA,

r) o0ecreyeHus: UCIOIb30BaHHUs €IMHBIX PEECTPOB, KIACCU(UKATOPOB U CIIPABOYHUKOB CHCTEMBI
MOHUTOPUHIa, B TOM 4HcIe OOsA3aTeNbHBIX [UId NPUMEHEHUS B HHQPOPMALMOHHBIX CHCTEMax
IOPUANYECKUX JIMI M MHIWBUIYaJIbHBIX IMpealpUHUMaTenel, yka3aHHblX B yacTsax 7 u 10 crarbu 67
®enepanbHOro 3akoHa "O6 oOpalleH!H JeKapCTBEHHbIX CpeACTB";

1) obecrieueHHs PerIaMEHTHPOBAHHOTO JOCTYIA K CHCTEME MOHUTOPHHTA,;
e) Oecniepe0OMHOCTH pabOThHI CUCTEMBI MOHHUTOPHHTA.

13. Cucrema MOHUTOPMHIA BBOJUTCS B OKCIUIyaTallMio paboueil rpymnmoil, Qopmupyemoit
OIEepPaTOpOM CHUCTEMbl MOHHMTOPHHIA C y4yacTHEM IpeACTaBUTeNeil 3aMHTEpPEeCOBaHHBIX (hefepanbHbIX
OpPraHOB UCIOJHUTENIbHOM BJIaCTH.

14. Cucrema MOHUTOpPUHTA 00ECIICUHUBALT:
a) MPOBEPKY JOCTOBEPHOCTH CPEICTB UIACHTHU(PHKAIUY;

6) MMPOCJICIKUBACMOCTD ABUXKCHUS JICKAPCTBCHHBIX IMPCIIAPATOB OT MPOU3BOAUTEIIA JICKAPCTBCHHBIX
Cp€ACTB 1O KOHECYHOI'O HOTpe6I/ITeJ'I$I;

B) OJIOKMpOBaHWE MpPHUHATUS HH(POpPMAIMK, NPEACTABISIEMOl B COOTBETCTBUU C HACTOSIIUM
[TonoxxeHnem B cucTEMY MOHUTOPHHTA.

15. Cucrema MOHUTOPUHTA COIEPIKUT CIIETYIOILYI0 HH(OpMAIHIO:
a) CBeZICHUS 0 CyOBhEeKTax oOpaIieHHs JICKaPCTBEHHBIX CPE/ICTB;
0) cBeeHMs O JIEKapCTBEHHBIX Mperaparax u 00 ux o6opoTe.

16. OCHOBHBIMU UCTOYHHUKAMHU WH(OPMAIUH, COJIEPIKAIICHCS B CHCTEME MOHUTOPUHTA, SIBIISIFOTCS:



a) CyOBEKTHI OOpaIeHHs JICKAPCTBEHHBIX CPE/ICTBR;

0) (enepanpHble OpraHbl WCHOJIHUTEIBHOM BIACTH MPU OCYIIECTBICHHH MMH CBOUX (DYHKIHUH C
UCIOJIb30BAHUEM I'OCYIaPCTBEHHBIX NH(OPMALIMOHHBIX CUCTEM.

17. Koapdunuent 1oCcTymHOCTH CUCTEMbl MOHUTOPHHTA COCTaBIsieT HE MeHee 99,5 mpouenTa 0e3
ydeTa 3aIIaHiPOBAHHBIX IEPUOOB 00CTY )KUBAHHS.

TexHu4yeckoe 0OCTYKUBaHUE CHCTEMbl MOHHTOPHHTA IMPOBOJUTCS HE dalle 4 pa3 B roj, MEpUOJ
TEXHUYECKOro 00CITyKMBaHUS COCTaBiIsIeT He Oosee 24 4acoB.

V. NMopsiaok B3aumMoaemMcTBMA CUCTEMbI MOHUTOPUHIa
C UHbIMU rocyaapcTBeHHbIMU MH(POPMALIMOHHBIMU CUCTEMaMU
M UHpOpPMaLMOHHBIMU CUCTEMaMU CYOBLEKTOB oOpaLleHust
NneKapcTBEHHbIX CpeaAcTB

18. Cuctema MOHUTOPUHTIA B3aUMOJEHCTBYET CO CIEIYIOIIMMH HH()OPMALIMOHHBIMUA CUCTEMAMU:
a) eIUHBII peecTp JUIEH3UI Ha MPOU3BOJICTBO JEKAPCTBEHHBIX CPE/CTB;

0) enuHbII peecTp JUIEH3UI, B TOM YHWCIE JIMLEH3UM, BBIJAHHBIX OpraHamMH IOCYyJapCTBEHHOMN
Biractu cyowekToB Poccuiickoii denepanyu B COOTBETCTBUM C MEPEAAHHBIM IOJHOMOYHEM I10
JUIIEH3UPOBAHUIO OTACIHHBIX BUIOB ACATEIBHOCTU B Cpepe OXpaHbl 3710POBBS;

B) €IMHAas TOCYJapCTBEHHAs HH(POPMALIMOHHAs cUcTeMa B cdepe 37paBOOXpaHEHNUS;
T') €UHBIA TOCYIapCTBEHHBIN PEECTp IOPUANUECKUX JIULL;
1) €AMHBIA TOCYJapCTBEHHBIN peecTp MHANBUIYAIbHBIX peANpUHUMATENCH;

€) TOCYAapCTBEHHBIM pEecTp aKKPEAUTOBAHHBIX (DUIMATIOB, TPEACTABUTEIBCTB WHOCTPAHHBIX
FOPUANYECKUX JIULL;

’K) aBTOMaTu3upoBaHHas uHPopMannoHHas cuctema denepanbHON CIIy»)ObI IO HaA30py B chepe
3/IpaBOOXPaHEHUS;

3) Enunas aBromatusupoBaHHas HHPOPMAIIMOHHAS CUCTEMA TaAMOKEHHBIX OPIaHOB;
1) nH(POPMAIIMOHHbBIE CUCTEMBI CyOBEKTOB OOpAIIeHHS JIEKAPCTBEHHBIX CPE/ICTB.

19. CseneHus, mNpeACTaBiIseMble TOCYIAapCTBEHHBIMH  HMH()POPMAIMOHHBIMH  CHCTEMaMH
(benepanbHBIX OpPraHOB HCIOJHUTENBHOW BIACTH B CHUCTEMY MOHMTOPMHIA, a TakKXKe CBEICHUS,
nepeilaBaeMble U3 CUCTEMbl MOHUTOPUHTA, IPUBEEHBI B NpriioxeHnu N 1.

20. B pamkax MH(GOPMALMOHHOTO B3aMMOJIEHCTBHS CHCTEMa MOHMTOpPUHIA OCYLIECTBISIET OOMEH
CBEJICHUSIMH C TOCYJapCTBEHHBIMH WH(POPMAIMOHHBIMH CHUCTEMAaMU 3aMHTEPECOBAHHBIX (eepabHbIX
OpPraHOB HCIOJHMUTENBHOM BJIACTH M OPraHOB WCIOJHHUTENBHOM BiacTu cyOowbekToB Poccuiickoii
Denepanuu, B TOM qucie IOCPEACTBOM UHQPACTPYKTYPHI, obecnieunBaroei
MH(POPMALIMOHHO-TEXHOJIOTHYECKOe B3auMOJICHiCTBHE MH(OPMAIIMOHHBIX CHCTEM, HCIIOJIb3YEMBIX IS
IIPEIOCTABIICHUSI TOCYHAPCTBEHHBIX W MYHHUIMMIAIBHBIX YCIyI M MCIOJIHEHMS TOCYIapCTBEHHBIX H
MYHULIUTATBHBIX (QYHKIMH B 3JIEKTPOHHOHN (opMme.



CucreMa MOHUTOPUHIA MOJKJIIOYAETCS K €AUHOM CHUCTEME MEXBEIOMCTBEHHOTO 3JEKTPOHHOTO
B3aUMOJICHCTBUSL B COOTBETCTBUM ¢ moctaHoBiieHueM llpaBurenscrtBa Poccuiickoit @enepanuu oT 8
centsa6ps 2010 r. N 697 "O enuHON cHCTEME MEKBEIOMCTBEHHOTO 3JIEKTPOHHOTO B3aMMOJICHCTBH" Ha
0e3BO3ME3IHOI OCHOBE.

21. B3auMmopneiicTBHE CHUCTEMbl MOHUTOPUHTA C HH(OPMALMOHHBIMU CHCTEMaMU CyObEKTOB
oOpalIeHusl JICKAPCTBEHHBIX CPEJICTB OCYIIECTBIIACTCS MOCPEACTBOM HWH(POPMAIMOHHBIX 3JIEKTPOHHBIX
CEPBUCOB C HCIOIb30BAHMUEM CTAHIAPTHBIX IPOTOKOJIOB U UHTEP(PEHCOB AIEKTPOHHOTO B3AUMOACHCTBHUS.

22. Texuuueckue cTaHAApThl U TPeOOBAHUS K TEXHOJOTUYECKOW COBMECTUMOCTH CHCTEMBI
MOHUTOPHUHra ¢ MH(MOPMALMOHHBIMU CUCTEMaMH, YKa3aHHbIMU B NyHKTe 18 Hactosmero Ilonoxenus,
YCTaHABJIMBAIOTCSI  ONEPATOPOM  CHUCTEMbl MOHUTOPHMHIA B  COOTBETCTBUM C  TpeOOBaHUSIMHU
3akoHojaTenbcTBa Poccuiickoit denepannu B chepe nHPOPMALIMOHHBIX TEXHOJIOTHH 110 COrTIaCOBAHUIO C
MunncTepcTBOM NHU(POBOTO PA3BUTHSA, CBA3M M MACCOBBIX KOMMYyHHKanui Poccuiickoit @enepanuu u
orepaTropoM HHGOPMALIMOHHOM CUCTEMBI, C KOTOPOH OCYILECTBIIAETCS B3aUMOACHCTBUE.

VI. NMopsiaok BHeceHus1t uUHopMaLun O NieKapCTBEHHbIX
npenaparax B CACTeMY MOHUTOPUHra cyobekramu obpaiieHus
neKapcTBeHHbIX CPeACTB U ee cCOCTaB

23. Buecenue nHdopManuu o JEKapCTBEHHBIX Mpenaparax B CUCTEMY MOHUTOPUHTA MPOU3BOAUTCS
cyOBbeKTaMu OOpalleHus JICKAPCTBEHHBIX CPEICTB IMOCIE MPOXOXKICHHS UMH PETUCTPALMU B CHCTEME
MOHHUTOPHHTA U MPEAOCTABICHUS UM JIMUYHOTO KabuHeTa CyOheKTa 0OpalieH s TeKapCTBEHHBIX CPEICTB.

Peructpanus cyObekToB oOOpallleHUs! JIEKApCTBEHHBIX CPEJACTB B CHCTEME MOHHUTOPHHIa |
NIPEJOCTaBIEHUE JIMYHOTO KaOMHETa OCYLIECTBISIOTCS Ha OCHOBAaHUHU JIOCTOBEPHBIX CBEJCHMH,
MIPE/ICTAaBICHHbIX CyObEeKTaMHU OOpallleHus JEeKapCTBEHHBIX CpPEICTB B CHCTEMY MOHUTOpPUHIA B
9JIGKTPOHHOM BHJE, U JIOKYMEHTOB, IpejcTaBisieMbix B denepalbHyro ciyk0y Mo Haa3opy B cdepe
3JIpaBOOXPAHEHMS.

24. Jlas OCYLIECTBIEHHUS PErucTpallud B CUCTEME MOHMUTOpPUHra CyOBEKTHl OOpalieHus
JIEKAPCTBEHHBIX CPEACTB - OpraHM3aluy, IPU3HABAEMbIE HAJOTOBBIMU pe3uaeHTamu Poccuiickoit
denepanny, UHAUBUAyalbHbIE IPEANPUHUMATENN U IPEICTABUTEIBCTBA MHOCTPAHHBIX OpraHU3aliil Ha
tepputopun Poccuiickoit deneparuy, SABISIOMMXCS AP KATEIIMU WIH BIAIEIbLAMHA PErUCTPALMOHHOIO
yIIOCTOBEpEHHsI, BHOCST B PErHCTPALMOHHYIO (OpPMY CHCTEMBl MOHHMTOPUHIA, DPa3MELICHHYIO Ha
oUIMaTBEHOM caiiTe orepaTopa CHUCTEMbl MOHUTOPUHIA B MH(POPMAIMOHHO-TEIEKOMMYHHUKAIIHOHHOM
cetu "MHTepHeT", B DJIEKTPOHHOM BHJAE CIEAYIOIIWE CBEACHMS, MOJANUCAHHBIE YCHUIECHHOU
KBAIM(UIIMPOBAHHON 3JIEKTPOHHOW TMOJMKMCHI0 PYKOBOAMUTENS OpraHu3auuu (IpeicTaBUTENbCTBA
MHOCTPAaHHOW OpraHM3anMu Ha Tteppuropun Poccuiickoii @enepanuu) WIM HHIWBUIYAIBHOTO
MpEeANPUHUMATEIS:

HI[CHTH(I)HK&HHOHHLIﬁ HOMCPp HAJIOTOIJIaTCJIBIIIUKA,

CBCIACHHA O HAJIMYHN oo 00 OTCYTCTBHHU JIMICH3HWU Ha MPOHU3BOJACTBO JICKAPCTBECHHBLIX CPECIACTB,
JJUIICH3MKM Ha (I)apMaI_[CBTI/I‘-ICCKy'IO ACATCIBHOCTD (BKJIIO‘I&H OIITOBYIO W PO3HUYHYIO TOPTOBIIIO
JICKAapCTBECHHBIMHU Cpe,Z[CTBaMI/I) " JULCH3WH HAa MEANIIUHCKYIO JCATCIbHOCTD,

dbamunus, UMsi, 0TYECTBO (TIPH HATMYUH) U TelIe()OH KOHTAKTHOTO JIUIIA;

aJIpec NEKTPOHHOMU MOYTHI.



CyOBeKkThl O0OpaleHus JIeKapCTBEHHBIX CPEACTB - OpTaHM3alldd, IMPU3HABAEMbIC HAJIOTOBBIMH
pe3unentamu Poccuiickoi @enepannu, HHAMBUIYaJIbHbIC IPEAIIPUHUMATENMN, HE UMEIOLME JIMLIEH3UH Ha
MIPOM3BOJICTBO JIEKAPCTBEHHBIX CPEJCTB, JHUIICH3MU Ha (DapMalleBTHUYECKYIO NEATEIbHOCTh (BKIHOYAs
ONTOBYID W PO3HUYHYIO TOPrOBJIIO JIEKAPCTBEHHBIMH CPEACTBAMH) W JIMLIEH3UM HA MEIUIMHCKYIO
JEATEIIbHOCTh, a TaKXe MPEACTaBUTENIbCTBA MHOCTPAHHBIX OpraHu3anuid Ha Tepputopur Poccuiickoii
denepaunu, ABISIOMIMXCS NEPKATEIAMU WIM BIAJAEIbLUAMHU PETUCTPALIMOHHOTO YAOCTOBEPEHUS U HE
MMCIOIIMX JIMIICH3UHW Ha TIPOM3BOJICTBO JICKAPCTBEHHBIX CPEJCTB, JHUIICH3UMH Ha (apMareBTUYCCKYIO
JEeSATEIbHOCTh (BKJIIOYAsi ONTOBYIO M PO3HUYHYIO TOPTOBJIIO JIEKAPCTBEHHBIMU CPEICTBAMU) U JIMLICH3UU
Ha MEIUIIMHCKYIO ACSATEIbHOCTh, HE Mo3aHee 10 KajJeHJapHbIX THEW ¢ JaThl BHECECHHS CBEICHHIA,
MPEAYCMOTPEHHBIX ab3alaMyd BTOPBIM - TISATBIM HACTOAILIETO MYyHKTA, MPEJICTABISAIOT TaKXkKe B
denepanpHyio ciyk0y Mo Haa30py B cdepe 31paBOOXpaHEHUS 3asABJICHHUE O PETUCTPAIlMUd B CHCTEME
MOHUTOpPHHTA (J1ajiee - 3asiBJICHUE) Ha OYMaKHOM HocHTele 1o opme, yTBepxkaaeMoit MUHHCTEPCTBOM
3apaBooxpanenus Poccuiickoit denepanuu.

25. Jnga OCyIIECTBICHUS PETUCTpPAllUd B CUCTEME MOHMTOPHMHra CyOBEKTbl oOpalleHus
JIEKapCTBEHHBIX CPEACTB - MHOCTPAHHBIE OpPTraHU3aLMM, SBJSIOIIMECS JepXKaTelsIMU WIN BlafeiabliaMu
PETUCTPALlMOHHOIO  yJIOCTOBEPEHMs, HE IPU3HABAaEMble HAJIOTOBBIMU pe3uaeHTaMu Poccuiickoit
@enepani 1 HEe UMEIOIME NPEACTABUTENBCTB Ha Tepputopun Poccuiickoit ®enepauuu, BHOCAT B
perucTpanoHHy0 (GopMy CHCTEMBI MOHHUTOPHHTA, pa3MEIICHHYIO Ha O(UIMATFHOM CalTe omeparopa
CHCTEMbl MOHUTOPHHTA B HH(OPMALIMOHHO-TEJIEKOMMYHHUKAIMOHHOM ceTH "MHTepHeT", B 3JIEKTPOHHOM
BUJIE CIIEIYIOLIUE CBEIACHHUS:

HAauMEHOBAHME JIEpXKATEIIs WM BJIAJENIblIa PETUCTPALIMOHHOIO yI0CTOBEPEHMS;
KOJI HAJIOTOIJIaTEJIbIIIUKA B CTPAHE PErUCTpaLUy;

KOJ| CTpaHbl PETUCTPALIN;

dbamunus, M, 0TYECTBO (MPU HAIUYUH) U Tese(OH KOHTAKTHOIO JIMIIA;

aZipec PJIEKTPOHHOM MMOYTHI.

Y1oJIHOMOYEHHBIE MTPEJICTABUTENN CYyOBEKTOB 00pallleHus JEKaPCTBEHHBIX CPEICTB - HHOCTPAHHBIX
OpraHM3alMi, SBIIAIOLIMXCA JEPKATEIIMU WIIM BIIAJIENblLlAMU PETrUCTPALlMOHHOIO YJOCTOBEPEHUS, HE
MPU3HABAEMBIX HAJIOTOBBIMHM pe3ujieHTaMu Poccuiickoit denepanvii 1 HE UMEIOIIUX MPEIACTABUTEIHCTB
Ha tepputopuu Poccuiickoit enepanuu, He no3aHee 10 KaneHJapHBIX JHEH C AaThl BHECEHUS CBEICHMUI,
MPEAYCMOTPEHHBIX a03allaMd BTOPBIM - IIECTHIM HACTOSIIETO IYHKTA, MPEACTABISIOT TaKKe B
OdenepanbHyl0  cnyk0y 10 Ham3opy B cdepe 3ApaBOOXPAHECHUS OPUTHHAIBI JTOKYMEHTOB,
MTOATBEPKIAIOIINX MPABO MPEACTABICHUS HHTEPECOB YKA3aHHBIX CYOBEKTOB 0OpaIlieHus JIEKapCTBEHHBIX
CpPeICTB, ¥ 3asBIeHHME Ha OyMaXHOM HocuTene 1o ¢opMe, YTBEPKICHHONM MHHHCTEPCTBOM
3apaBooxpanenust Poccuiickoit denepanmm.

26. OOpaboTka W TpOBEpPKa CBEACHUU, NPEACTABISIEMBIX B CHUCTEMY MOHHUTOPHHTA s
peFI/ICTpaHI/II/I, HpOI/ISBO)II/ITCSI B ABTOMATHUYCCKOM pe>1<HMe, B TOM YHCJIC HOCpeI[CTBOM BBaHMOﬂeﬁCTBHH C
WHBIMH TOCYJapCTBEHHBIMH HH()OPMAIIMOHHBIMH CUCTEMAMH C HCIIOJIb30BAHUEM €IUHOW CHCTEMBI
MEXBEJIOMCTBEHHOT'O DJIEKTPOHHOTO B3aMMOJICHCTBHsI, B TeueHHe 14 paboumx AHEH C daThl MOAadn
cyObeKkTaMu 0OpalleHus IEKapCTBEHHBIX CPEJCTB CBEACHUN B CUCTEMY MOHUTOPHHTA.

OenepanbHas cioykO0a Mo Ham30py B cdepe 3IpaBOOXpaHEHHS pPACCMATPUBACT 3asBICHHSA,
NpCACTABJICHHBIC B COOTBCTCTBUHU C a63aueM MIECTBIM ITYHKTa 24 HACTOALICTO HOJIO)I(GHI/IH, a TaK¥XKe
3asIBIICHHSI 1 OPUTHHAJIBI JOKYMEHTOB, TIPEACTABICHHBIC B COOTBETCTBHH C a03aleM CeAbMBIM ITyHKTa 25



Hactosero [lonoxenus, B cpok He Oonee 5 pabouux AHEH W nepenaeT UHPOpPMAILMIO O pe3yJibTaTax
paccMOTpeHHs 3asBICHUI U OPUTHHAIOB JOKYMEHTOB B CHCTEMY MOHUTOpPHHIa B TeueHHe 1 pabouero
JIHSL CO JIHSI IPUHSATHSI COOTBETCTBYIOILIETO PELICHUSI.

Pemenne o perucrtpanuu (00 OTKa3ze B pErucTpanuu) cyObekTa OOpalleHUs JIeKapCTBEHHBIX
CPeICTB B CHCTEME MOHMTOpHMHIa mpuHuMaercsa PenepanpHol ciyx00i mo Ham3opy B cdepe
3/IPaBOOXPAaHEHHS TOCPEICTBOM (DYHKIIMOHATIA CUCTEMbI MOHUTOPUHTA.

Pemenue o perucrpanuu cyobekra oOpalleHus JIEKapCTBEHHBIX CPEJICTB B CUCTEME MOHUTOPUHIA
MPUHUMACTCS MIPU OTCYTCTBUU PACXOXACHUH MEXAy MHpOpManuei, mpeayCMOTPEHHON 3asBICHHEM, U
CBE/ICHUSIMM, BHECEHHbIMH B CHCTEMY MOHMUTOpPHUHIa (B CiIydasx, KOIJa 3asBJICHUS IOJABAJUCh B
COOTBETCTBHH ¢ a03alamu MIECTHIM MyHKTa 24 U cenbMbIM IyHKTa 25 Hactosmiero Ilonoxenus), u npu
MOJTBEPXKIEHUH IOCTOBEPHOCTH CBEJCHUIN, BHECEHHBIX B CUCTEMY MOHUTOPHHTA.

27. CyObekraM OOpalIeHusl JIGKAPCTBEHHBIX CPEJCTB OTKA3bIBACTCS B PErHCTPAllMU B CHUCTEME
MOHUTOPUHTA IO CIEAYIOIUM IPUINHAM:

a) B OTHOLICHWU TIPOM3BOAMTENECH JIEKAaPCTBEHHBIX CpPEICTB Ha Teppuropun Poccuiickoi
denepanyy, OCYLIECTBISIOIMIMX IPOU3BOACTBEHHbIE CTaJuu (HacoBKM (YHMAKOBKH) JIEKAPCTBEHHBIX
IpernapaToB BO BTOPHYHYIO (NMOTPEOUTENBCKYIO) YIMAKOBKY H (WJIM) TPETUYHYIO (TPaHCIIOPTHYIO)
YIaKOBKY (@ IIpU €e OTCYTCTBUU - B IEPBUYHYIO YIIAKOBKY) JIEKAPCTBEHHBIX MPENapaToB:

HECOOTBETCTBHE JIaHHBIX BJAJENblla KBATU(HUIMPOBAHHOTO CEepTH(HKATA KII0Ya MPOBEPKH
JIEKTPOHHOM MOANUCH (Jajnee - KBATM(HUIMPOBAHHBIA CepTU(UKAT) JaHHBIM PYKOBOJIUTENS
OpraHM3aliM, a TaKKe OTCYTCTBHE CBEICHHN O KBaIM(QUIMPOBAHHOM cepTU(UKATe, BBIIAHHOM
PYKOBOAUTEINIO OpraHU3alllH;

OTCYTCTBHE CBEJICHHI O 3anucsX B EAMHOM rocy1apCTBEHHOM PEECTPE FOPUANUECKUX JIUIL;

OTCYTCTBUC CBEIICHUM O ,Z[eI\/’ICTBYIOH_IeI\/’I nuieH3un B EqpHoM peecTpe JIMIIEH3UH Ha MMPOU3BOACTBO
JICKApCTBCHHBIX CPCIACTB;

0) B OTHOIIICHUH JIep>KaTeNel WK BIaJENbIeB PETUCTPAIIMOHHOTO yIOCTOBEPEHHUSI (B ClIydae Koraa
JIEKapCTBEHHBIM TIpenapar MPOW3BOAUTCSA 3a mpeaenamu Poccuiickoit denepanuiul), sSBISIOMIMXCS
OpraHM3alMsMH, [PU3HABAEMBIMU  HAJOTOBBIMU  pe3ujieHTamu  Poccuiickorn  @Penepauuu Wi
VHIUBUyaTbHBIMUA TPEANPUHUMATEISIMA U HE UMEIOIIMMH JIMIEH3UN Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX
CPEICTB, JIMIIEH3UH Ha (HapMalleBTHUECKYIO JESATENbHOCTh (BKJIIOYAs ONTOBYIO U PO3SHUYHYIO TOPTOBIIIO
JIEKApCTBEHHBIMU CPEACTBAMU) U JIMIICH3UU HA MEUITUHCKYIO IeSITEIbHOCTB!

HCCOOTBCTCTBUEC AAHHBIX BJIaJCJIbIla KBaJ'II/I(pI/II_[I/IpOBaHHOFO CepTI/I(I)I/IKaTa JaHHBIM PYKOBOIUTCIIA
oprammu3alvii WM WHAWBUAYAJIBHOI'O0 NPEANIPUHHUMATEIIA, OTCYTCTBUC CBe)IeHI/Iﬁ 0 KBaJ'II/ICbI/II_[I/IpOBaHHOM
CCpTI/I(bI/IKaTC, BBIIAHHOM PYKOBOJAUTCIIIO OpraHru3alvu WK HHIUBUAYAJIbHOMY IIPEANIPUHUMATCIITO,

OTCYTCTBHE CBEJECHUU O 3amucaX B EJUHOM rocyJapCTBEHHOM DPEECTpe HOPUANMYECKUX JIML] WU
EnuHoM rocynapCcTBEHHOM peecTpe HHIAUBUAYAIbHBIX IPEATIPUHUMATEIICH;

HaJIMYUe PacXOKICHUI Mex 1ty nHbopMaluei, IpelyCMOTPEHHOI 3asBlIEHUEM, IPEICTABICHHBIM B
COOTBETCTBMM C ab3amem 1mecTeiM myHKTa 24 Hacrosimero I[lomoskeHus, W CBEICHHIMH,
MPEACTABICHHBIMHA B CUCTEMY MOHUTOPHHIA;

B) B OTHOIICHHWU HWHOCTPAHHBIX OpFaHHSaHHﬁ, ,[[Gp)KElTCJIQﬁ WM BJIAACIIBIECB PCTUCTPALIMOHHOTO
YIOCTOBEPEHHUSI, HE MPU3HABAEMBIX HAJIOTOBBIMU pe3uaeHTamu Poccuiickoit denepanuu 1 He UMEIOLIUX



MPEJICTAaBUTENLCTB Ha TeppuTopun Poccuiickoit ®enepaunu, - HaIUYUE PACXOXKICHUH MEKIY
nH(popManue, IpeIyCMOTPEHHON 3asBICHUEM, MMPEACTABICHHBIM B COOTBETCTBHH C a03alleM CeIbMbIM
myHkTa 25 Hacrosiero [lonoxxeHus, u CBeICHUAMU, IPECTABICHHBIMU B CUCTEMY MOHUTOPHHTA;

I) B OTHOUIEHUM IIPEACTABUTEIBCTB HMHOCTPAHHBIX OpraHu3alMii Ha Tteppuropun Poccuiickoit
Denepanyy, ABIAOIUXCA JEPKATEIAMA WIH BJIAJCIIbLIAMU PETUCTPALMOHHOIO Y IOCTOBEPEHHUS:

HECOOTBETCTBHE JAHHBIX BIAJeNbla KBAUIM(UIUPOBAHHOTO cepTU(UKATA JTaHHBIM PYyKOBOIHMTEIIS
IIPEJCTaBUTENIbCTBA, a TaKXKE OTCYTCTBHUE CBEIEHUH O KBaIM(ULUUPOBAHHOM cepTH(UKATE, BbIJAHHOM
PYKOBOJUTEIIIO IIPEICTaBUTENBCTBA;

OTCYTCTBUC CBeI[eHI/Iﬁ 0 3allucCiaX B TOCYHAPCTBEHHOM pPEECTPEC aAKKPECIAUTOBAHHBIX (bHJII/IaJ'IOB,
MpEACTABUTCIILCTB MHOCTPAHHBIX IOPUIUYCCKUX JIUIL;

HaJINYME PacXOXkACHUN MEeXTy HH(pOpMaLMel, IPeIyCMOTPEHHOM 3asBI€HUEM, NIPE/ICTABICHHBIM B
COOTBETCTBMHM ¢ ab3ameM mIiecThiM NyHKTa 24 Hacrosimero IloiokeHus, ¥  CBEJCHHSIMH,
IPEJCTaBICHHBIMU B CHCTEMY MOHHUTOPHMHIa (AJs NPEACTaBUTEIbCTB MHOCTPAHHBIX OpraHM3aluil Ha
tepputopun Poccuiickoit denepanuy, SABISIOMMXCS AepKATEIIMU WIH BIAJEIbLAMHA PErUCTPALMOHHOIO
YIOCTOBEPEHUSI U HE UMEIOIIMX JIMLIEH3UU Ha MPOM3BOACTBO JIEKAPCTBEHHBIX CPEICTB, JULEH3UU Ha
(bapMareBTHYECKYIO0 JIeATENIbHOCTh (BKIIIOYAas ONTOBYID M PO3HUYHYIO TOPTOBIIO JICKAPCTBEHHBIMH
CpeACTBAaMH) U JIMLEH3UN Ha MEIUIIUHCKYIO JEATEIbHOCTD);

J1) B OTHOUIEHUHU OpPraHMU3alMil ONTOBOH TOProBIIM JIEKAPCTBEHHBIMM IIperapaTaMy, OpraHHU3alui
PO3HUYHON TOPTOBJIM JIEKAPCTBEHHBIMU IIpENapaTaMy, MEIULIUHCKAX OpraHU3alUil U WHINBUyaIbHBIX
MpEATPUHUMATEIICH:

HECOOTBETCTBHE JAHHBIX BIaJieNblla KBAIN(UIMPOBAHHOTO cepTU(UKATA JaHHBIM PYKOBOIMTEIS
OpraHM3aliy, a TaKKe OTCYTCTBHE CBEICHHM O KBAIM(PUIMPOBAHHOM cepTU(UKATE, BBIJAHHOM
PYKOBOAUTEINIO OpraHU3allNy;

OTCYTCTBHE CBEJICHUH O 3alUCiIX B EJUHOM rocyJapCTBEHHOM DPEECTPE HOPUIANYECKUX JIML[ WU
EnuHoM rocynapCcTBEHHOM peecTpe MHAUBUAYAIbHBIX IPEANIPUHUMATEIICH;

OTCYTCTBHE CBEJCHUH O JIEUCTBYIONIEH JIMIIEH3UN B EMHOM peecTpe JIMIEH3UI Ha MEJUIUHCKYIO U
(bapMareBTUYECKYIO JAeITeIbHOCTD.

28. Ilo pesynpTaTaM perucTpanuu cyObeKTa OOpalleHus JIEKApCTBEHHBIX CPEACTB B CHCTEME
MOHHUTOPHHTA U TIPEIOCTABIICHUU €My JTUYHOTO KaOMHETa Ha apec SJIEKTPOHHOU MOYTHI, YKa3aHHBIN MPH
I1oJgaue CBGHGHHﬁ, OrepaTopoM CHUCTEMBI MOHHMTOPHHI'a C HCIOJb30BaHUEM q)YHKHHOHaJ'Ia CHCTEMBI
MOHUTOpPHUHIA OTHPABIIIETCS COOTBETCTBYIOIIEE yBeAoMJIeHHE. [Ipu 3TOM MOBTOpPHOE HUCIOJIb30BAaHUE
OAHOTO M TOIro XK€ aapececa SHCKTpOHHOﬁ IMOYThI JIA PETrUcCTpalv JIAYHBIX KaOMHETOB Pa3INYHBIX
CyOBEKTOB OOpaIeHusl IEKAPCTBEHHBIX MPENapaToB HE JOMYCKaeTCsl.

29. CyObekT oOpalieHus JeKapCTBEHHBIX CPEJCTB, MOJYYHMBIIUN YBEIOMJIEHUE O PErucTpaliu B
cHCTeME MOHUTOPHHTA, NPU aKTUBAIMK (PYHKIMHA JTUYHOTO KaOWHETa BHOCUT B CUCTEMY MOHUTOPHHIA
MepeyeHb aJpecoB MECT OCYIIECTBIEHHUS IESITeNbHOCTH IyTEM BbIOOpa TaKOro ajapeca M3 aApecos,
yKa3aHHBIX B JIMLIEH3UAX HAa MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB, JHUIICH3UAX Ha (hapMaleBTHUECKYIO
JESTeNbHOCTD (BKJIOYAsi ONTOBYIO U PO3HUYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMU CPEICTBAMHU) U JIHULIEH3UAX
Ha MEJIUIMHCKYIO JeSTeIbHOCTD, a TAKXKe IepeueHb aIpecoB (papMaIleBTHUECKUX CKIIQA0B (TIPU HATMYUU
YKa3aHHBIX JIUIICH3HH ).

CyObekT oOpalieHusi JEKapCTBEHHBIX CPEACTB - JepiKaTeidb WM BIaJelel] PerucTpaluoHHOTO



YIAOCTOBEpPEHUs NMPOU3BENECHHOr0 BHE TeppuTopun Poccuiickoit denepanuun 1eKapCcTBEHHOIO Ipenapara
U (WIN) ero NmpeICTaBUTENIbCTBO Ha TeppuTopun Poccuiickoit denepaiinu, MoayyuBIIMe YBEIOMIIEHUE O
perucTpali B CHUCTEME MOHHUTOPUHIA, BHOCAT B CHUCTEMY MOHUTOPUHTa HHQOPMAIHUIO O
MIPOU3BOJICTBEHHBIX IUIOMIAIKAX, OCYIIECTBISIONIUX MPOU3BOJACTBCHHYIO CTaaui0 (hacoBKU (yITaKOBKH)
JIEKapCTBEHHBIX MPENapaToB BO BTOPUYHYIO (MOTPEOUTEIHCKYIO) YIIaKOBKY JIEKAPCTBEHHOI'O IMpernapara
(a mpu ee OTCYTCTBUU - B MEPBUYHYIO YIAKOBKY JIEKAPCTBEHHOTO Mpemnapara) U MPOU3BOACTBEHHYIO
CTaJMIO BBITYCKAOIIET0 KOHTPOJIS KayecTBa.

30. [lepenaua cBenenuii cyObekTaMu 0OpalIeHNs JIEKAPCTBEHHBIX CPEICTB B CUCTEMY MOHUTOPUHTA
OCYILECTBIISICTCS Ha OCHOBE pa3padOTaHHBIX MH()OPMAIMOHHBIX JIEKTPOHHBIX CEPBUCOB ONEPATOPOM
CHCTEMbl MOHHMTOPWHTA C WCIOJb30BAHWEM CTAHIAPTHBIX MPOTOKOJOB M HHTEP(HEHCOB 3JIEKTPOHHOTO
B3aUMOJICHCTBHSL.

ABTopu3aius cyObeKTOB OOpalleHHs JIEKAPCTBEHHBIX CPEACTB - OpraHU3aluil, IpU3HABaeMbIX
HaJIOroBbIMU pesufeHTaMu Poccuiickoii  ®epepanuyu, WHAMBUAYAIbHBIX NPEAIPUHUMATENECH W
IIPEACTABUTENBCTB MHOCTPAHHBIX OpraHu3anuii Ha Tepputopun Pocculickonn ®enepannu, sSBIAOMNAXCS
JEepKaTeIIMA WM  BJIAACIbLAMU PETUCTPALMOHHOIO YyIOCTOBEPEHMS, B CHUCTEME MOHMTOPHHIA
OCYIIECTBIISIETCS MOCPEICTBOM MCIIOIh30BAHUS KBATH(DUIIUPOBAHHOTO cepTu(uKara.

ABTopu3als CyOBEKTOB OOpaIlEHUs JIEKApPCTBEHHBIX CPEACTB - HMHOCTPAHHBIX OpraHu3allu,
SIBJISIFOIUXCSL IEPAKATEISAMU WM BJIAACIbIIAMH PETUCTPALIMOHHOTO YJIOCTOBEPEHHUS, HE NMPHU3HABAEMBIX
HAJIOTOBBIMU pe3ueHTaMu Poccuiickoit denepanuv ¥ HE UMEIOIIUX MPEACTABUTEILCTB HA TEPPUTOPUU
Poccuiickoit ®denepanuu, B CUCTEME MOHHTOPHUHIA OCYIIECTBISETCS MOCPEACTBOM HCIOIb30BAHUS
IIPOCTOM JIEKTPOHHOMU MOANKCH.

31. Cenenusi, epeiaBaeMble B CHCTEMY MOHUTOPUHTA, (POPMUPYIOTCS U MPEACTABISAIOTCSA B (hopme
JIEKTPOHHBIX IOKYMEHTOB, OJIMMCAHHBIX YCUJIEHHONW KBaJTM(UIIMPOBAHHON 3IE€KTPOHHON MOAMHUCHIO, 32
UCKJIIOYEHUEM CITy4yaeB, MPEAYyCMOTPEHHBIX ab3aliaMi BTOPBIM - IIECTHIM HACTOSLIETO IMyHKTA.

He noanuceiBaroTcs YCHHGHHOﬁ KBaHH(I)HHHpOBaHHOﬁ 3J'IeKTp0HH0171 OAIIUCBIO:

CBEJCHMSI O PO3HUYHOW TOProBIi€ JIEKAPCTBEHHBIMHU IIpernapaTamH, MepefaBaeMble CyObEeKTaMu
oOpallleHusl JIEKApCTBEHHBIX CPEJCTB B AJIEKTPOHHOW (opMe B cocTaBe (PUCKAJIbHBIX JOKYMEHTOB B
COOTBETCTBUHM C 3aKOHOJATeabCTBOM Poccuiickoi denepanuum 0 NPUMEHEHUH KOHTPOJIBHO-KAaCCOBOU
TEXHUKH;

CBEICHMSI O BBIBOJIE U3 00OpOTa JIEKAapCTBEHHBIX IIPENaparoB, IepeaaBaeMble CyObEeKTaMU
oOpallleHus JIEKAPCTBEHHBIX CPEJICTB B DJIEKTPOHHOM (OpMeE C HCIIOJIb30BAaHUEM PETUCTPATOPOB BBIOBITHS
WIN KOHTPOJBHO-KACCOBOM TEXHUKU (TMpU OTIyCKe OeCclaTHO WM CO CKUAKOM JIeKapCTBEHHBIX
MIpEerapaToB IO PELeNTy Ha JIEKapCTBEHHBIE MPenaparsbl);

CBEJICHUS, TIepe/laBaeMble CyOheKTaMu OOpaIleHus IEKapPCTBEHHBIX CPEJICTB B DJIEKTPOHHOM (hopme
C UCIOJIb30BAaHUEM YCTPOMCTB PETUCTPALIUA SMUCCHH;

CBCICHUA, nepe)laBaeMLIe B COOTBETCTBHU C HACTOSIIUM HOJ’IO)KGHI/IeM OpFaHI/ISaHI/ISIMI/I -
Cy6’b€KTaMI/I 06pameHH51 JICKapCTBeHHBIX Cpe,Z[CTB, HC ABJISIFOIIIUMUCA OpFaHI/I3aLII/I$IMI/I, HpI/IBHaBaeMBIMI/I
HaJIOroBeIMU pe3uieHTamMu Poccuiickoit denepanuu.

32. Ilepenaua cBeleHUN B CHUCTEMY MOHUTOPHHIA OCYIIECTBISETCS IOCPEICTBOM HAIPaBJICHUS
(aiinoB ¢dopmara, COriacoBaHHOTO ¢ MUHHCTEPCTBOM 3/paBooxpaHeHusi Poccmiickoit denepanuu u
PasMCIICHHOI'0 OncpaTopomM CUCTEMblI MOHUTOPUHIA B I/IH(bOpMaI_[I/IOHHO-TGHGKOMMyHHKaHHOHHOﬁ CEeTn



"HUHTepHeT" Ha ero opUIIMaATBLHOM CaiTe.

Jaroil mpencTaBieHHs] CBEJCHUN B CHCTEMY MOHHUTOPHHIA CUMTAETCS JaTa, 3a(UKCHpOBaHHAs B
KBUTAHLIMU O MIpUEME CBeACHMI, hopMUpyeMoil mpHu uX (puKcaluu B CUCTEME MOHHUTOpUHTa B (opme
ANEKTPOHHOTO JOKYMEHTA.

[IpencraBienue CBENEHUII B CHCTEMY MOHUTOPHHTAa CyOBEKTOM OOpalleHUs JIeKapCTBEHHBIX
CPEICTB IpPU  OCYLIECTBJIEHUMM ONEpalUid € JIEKAPCTBEHHBIM IPENaparoM  OCYLIECTBIISETCS
MOCJIEI0BATEIbHO, 32 UCKIIIOUEHUEM CIIy4aeB, MpeaycMOTpeHHbIX HactosumM [lonoxxenuem. Ilpu stom
cBeeHUsI 00 OdYepenHO Omepaluu € JIGKAPCTBEHHBIM IPENapaToM MEpefaroTcs IOCHe IOIy4YeHUs
cyObeKTaMu 0OpalleHUs JIEKAPCTBEHHBIX CPEJICTB MOATBEPKACHUS 00 yCHelHOM 00paboTKe cucTeMOn
MOHUTOPHUHTA CBEJICHUN O MPEbIAYIIEH OMepaluy ¢ JEKapCTBEHHBIM IIPEnapaToM.

33. Ilpu omnucaHuu JIEKapCTBEHHBIX MpENapaToB BHECEHHE CBEICHUIN B MH(POPMAIIMOHHBIN pecypc,
00eCTIeYnBAOIINI YYeT U XpaHEHHE JOCTOBEPHBIX JAaHHBIX O TOBApax IO COOTBETCTBYIOUIEH TOBapHOIA
HOMEHKJIAType, M CHUCTEMY MOHUTOpPUHIA OCYILIECTBIACTCS CIEAYIOIUMU CyOBbEKTaMH OOpaIieHus
JIEKapCTBEHHBIX CPE/ICTB:

B Cllydae TIPOM3BOJICTBA JIEKAPCTBEHHBIX mpemaparoB B  Poccuiickoit ®Denepauuu -
MIPOU3BOJIUTEIISIMA  JICKAPCTBECHHBIX CPEJCTB, OCYIICCTBISIONIMMH 3aBEPIICHUE IPOU3BOJICTBEHHOM
craguu (HacoBKH (YIAKOBKH) JIEKAPCTBEHHBIX MPENApaTOB BO BTOPHUYHYIO (MIOTPEOUTEIIBCKYIO) YIIAKOBKY
JICKapCTBCHHOTO TMpemnapara (a Mpu €€ OTCYTCTBUHU - B TIEPBHYHYIO YIIAKOBKY JICKApPCTBEHHOTO
npenapara);

B Cllydae NpPOMU3BOJCTBAa JIEKApCTBEHHBIX IIpenapaTtoB 3a MpejenamMu Tepputropun Poccuiickoit
@enepauu (B ciayyae MHOCTPAHHOTO TPOM3BOJCTBA) - JEpXKaTeNsIMU MM BIaJeibllaMu
PETUCTPALIMOHHOTO YIOCTOBEPEHHUS W (MJIM) UX MPEICTaBUTENILCTBAMU Ha TeppuTopuu Poccuiickoit
denepanyy UM YIOJIHOMOYEHHBIMU IIPEACTABUTEISMHU.

[lepeueHr cBeneHMH, MPEACTABISAEMbIX NMPU OMHCAHWUU JIEKAPCTBEHHBIX MPENapaTroB CyObEeKTaMu
oOpallleHus JTEKapCTBEHHBIX CPEACTB B MH(GOPMAIMOHHBIN pecypc, o0ecreuynBarouil yueT U XpaHeHne
JIOCTOBEPHBIX JAaHHBIX O TOBapax IO COOTBETCTBYIOIIEH TOBAapHOW HOMEHKJIAType, IpPHUBEIEH B
npuioxeHnu N 2.

CyOBekThl oOpaleHusi JIEKapCTBEHHBIX CPEACTB, yKa3aHHbIE B ab3alax BTOPOM W TPEThEM
HACTOSIIETO MyHKTa, PETUCTPUPYIOT JIEKAPCTBEHHBIE MTPENapaTbl B CHCTEME MOHUTOPUHTA HA OCHOBAHUH
AJIEKTPOHHOU 3aBKH, COJICPKAIIECH:

r7100a1bHbIN ACHTU(DUKAIIMOHHBIN HOMEp TOProBOI €TMHUIIBI,

HOMEp PETrHCTPALMOHHOTO YJIOCTOBEPEHUS M JaTy PETUCTpalliy JIEKapCTBEHHOIO IpernapaTa B
roCy/1apCTBEHHOM PEECTPE JIEKAPCTBEHHBIX CPEACTB.

OOpaboTka TMOJyYEHHBIX CBEIEHUN OCYIIECTBISETCS B aBTOMAaTHMYECKOM pEXHUME IyTeM
¢dopmMHupoBaHUs 3ampoca Ha TMOJY4YEHHE CBEJCHMH O JIEKapCTBEHHOM TIIpenapare W3 eAMHOM
rocy/1apCcTBEHHON MH(OPMAIlMOHHON CUCTEMBI B cepe 3ApaBOOXpaHeHUs U HH(OPMALIMOHHOTO pecypca,
00€eCTIeYNBAIOIIETO YUYET U XpaHEHHE JOCTOBEPHBIX JAHHBIX O TOBApax IO COOTBETCTBYIOILICH TOBAPHOM
HOMEHKJIATYPE.

34. Caenenusi, npeicTaBisieMble CyObEeKTaMH OOpAIECHUs JICKAPCTBEHHBIX CPEICTB B CHUCTEMY
MOHHUTOPHHTA IIPU BBOJIE B 000POT JIEKApCTBEHHBIX MPENapaToB, IPUBEIEHbI B MPUiIoxKeHUH N 3.



CeeneHus, MpeaCTaBiIsieMble CyObeKTaMu OOpalleHUs JIEKapCTBEHHBIX CPEICTB B CHCTEMY
MOHHUTOPHHTA IPH BBIBOJIE M3 000POTa JIEKAPCTBEHHBIX IPENapaToB, IPUBEACHBI B MpUIoKeHUH N 4.

35. B pamkax BBOjga B 00OpOT JICKAPCTBEHHBIX IIpemapaTtoB Ha TeppUTOpuu Poccuiickoit
Odenepanyu, MNPOW3BEACHHBIX Ha TeppuTopun Poccuiickoir ®Denepanuu, CcyOBeKT oOpalieHus
JIEKapCTBEHHBIX CPEACTB, OCYIIECTBISIIONIMI (acoBKy (YMakoBKYy) JIEKapCTBEHHOIO IIpernapara BO
BTOPUYHYIO (OTPEOUTENHCKYIO) YMAKOBKY (B cllydae €€ OTCYTCTBHS - B MEPBUYHYIO YIAKOBKY), IO
MPEACTABICHUS CBEACHUM O JAJIbHEHIIMX ONepauusxXx C TAKUMU JIEKapCTBEHHBIMU IpernapaTaMu
MPEACTABIISIET B CHCTEMY MOHUTOPUHTA C UCIIOJIb30BAHUEM YCTPOMCTBA PETUCTPAIIUU YMUCCUU CBEJICHUS,
npeaycMoTpeHHbIe TyHKTOM | mpuioxkenust N 3 k HacTosiiemy [lonoxenuto.

(B pen. [locranosnenus IlpasurensctBa PO ot 30.08.2019 N 1118)

[Tpu ocymecTBieHMN 0TOOpa 00Pa3LIOB JIEKAPCTBEHHOr'O IMpernapara B paMKax KOHTPOJISI KauyecTBa
MPOU3BEIACHHOTO JIGKAPCTBEHHOTO Tpenapara CyObeKT OOpalieHus JIeKapCTBEHHBIX CPEJICTB,
OCYILECTBISAIONINNA 0TOOp 00pa3L0B JIEKAPCTBEHHOIO Mpenapara, MpeACTaBIseT B CUCTEMY MOHUTOPHUHIA
CBEJICHMUSI, IIPElyCMOTPEHHbIE ITYHKTOM 2 npuiioskeHus N 4 k HacrosieMy [lonoxenuro.

CyObekT oOpalieHus JEeKapCTBEHHBIX CPEICTB, OCYLIECTBISIOIIMNA MPOU3BOACTBEHHYIO CTa/IUIO
(acoBku (YHakoBKH) JIEKapCTBEHHBIX IIPENapaTOB BO BTOPHYHYIO (MIOTPEOUTENBCKYIO) YIAKOBKY
JIEKapCTBEHHOI'0 Impenapara (B cilyyae ee OTCYTCTBHMsSI - IIEPBHYHYIO YIAKOBKY JIEKApCTBEHHOIO
Ipenapara), B TeueHue 5 pabouux JAHEW C 1aThl 3aBEPILEHUS IPOU3BOICTBEHHOMN CTa/lUU BBIITYCKAIOIIETO
KOHTPOJISl KauecTBa /10 MPEJCTABICHUS CBEIEHUM O JajJbHEHIIMX ONepalusx ¢ BBEIECHHBIMH B 000POT
JIEKapCTBEHHBIMU IIpenapaTaMM MPEACTaBIsSeT B CUCTEMY MOHUTOpPUHIA CBEJEHUS, NPETyCMOTPEHHbBIE
yHKTOM 2 npunoxenus N 3 k Hactosuiemy [lonoxxennto.

36. B pamkax BBoJa B 00OpOT JIEKapCTBEHHBIX IIpermapaToB Ha TeppuTopuu Poccuiickoi
denepanyn, TpOU3BEIEHHBIX 3a npeaenamu Teppuropun Poccuiickoit denepannn, cyobekT oOpalieHus
JIEKApCTBEHHBIX  CPENCTB,  SBISIOMIMKCS  JepXKaTeleM WM  BJIAJeNblIeM  PEeTrUCTPAIlHOHHOTO
yIIOCTOBEpEHHsI, WJIU MpPEICTaBUTEIILCTBO HMHOCTPAHHON OpraHu3aluu Ha TeppuTopuu Poccuiickoit
denepanyn, SBISIOMEHCS Aep)KaTeleM WM BIAJENbIEeM PErHCTPAMOHHOTO YIOCTOBEPEHHsS, TpPHU
3aBepILEeHUH NTPOU3BOACTBEHHOM CTaJUM YIAKOBKH (B ClIy4ae OTCYTCTBUSI BTOPUUHON YIIAKOBKHU - CTalUU
(bacoBkH) JIEKapCTBEHHBIX NpPENapaToB, O MPEJCTABICHHUS CBENECHUH O IabHEHIINX OMeparusax C
TaKUMH JIEKapCTBEHHBIMH IperapaTtaMy IpPeJCTaBIsAIOT B CUCTEMY MOHUTOPHUHIA C MCIIOJb30BaHHEM
YCTPOWCTBA PETUCTPAIIM SMHCCHU CBEICHHS, NPEAYCMOTPEHHBIE MYHKTOM 3 mpmiokeHus N 3 K
Hacrosuiemy [lonoxenuro.

(. 36 B pen. [Tocranosnenuns [IpaButensctBa PO ot 30.08.2019 N 1118)

37. B pamkax BBO3a JeKapCTBEHHBIX MpenapaTtoB B Poccuiickyto denepannio cyoObeKT oOparieHus
JIEKAPCTBEHHBIX  CPEJCTB,  SBISIOIIMKCA  JIepKaTelleM WM BIAJENBLEM  PETUCTPALMOHHOTO
YAOCTOBEPEHUS, WJIH IIPEICTABUTEIILCTBO WHOCTPAHHOW OpraHu3aluu Ha Tteppuropun Pocculickon
denepanny, SBISIOLICICS epKaTeIeM WU BIAJENbLEM PETHCTPALMOHHOIO YIOCTOBEPEHHUS], B TEUEHUE
45 paboumx JHEH ¢ JaThl OTTPY3KH JIEKapCTBEHHBIX IpenapaToB B Poccuiickyro denepannio 10 J0CTaBKU
JIEKapCTBEHHBIX IpenapaToB B MecTO HpuObITHs Ha Tepputopun Poccuiickoit @Penepanuu u
MIPEACTABICHUS CBEACHUM O JAJIBHEHIIMX OllepaluaX C TAKUMU JICKapCTBEHHBIMU IIperapaTaMu
MPEACTABIISIET B CUCTEMY MOHHUTOPHHIA CBEJIECHMS, NPEIyCMOTPEHHbIE MYHKTOM 4 mpuioxeHus N 3 k
Hacrosuemy [lonoxenuro.

CyObekT oOpalieHust JeKapCTBEHHBIX CpPEICTB, OCYIIECTBISIIOIIMM BBO3 JIEKAPCTBEHHBIX
npemapaToB B Poccuiickyto @eneparuio, B Te4eHHE 5 pabounX JHEH C JaThl JOCTaBKU JICKAPCTBEHHBIX
MpenapaToB B MECTO PHUOBITUS Ha Tepputopuu Poccuiickoit denepanuu 10 NpeCTaBICHUS CBEACHUN O
MIPUHSATUN PELICHUSI TAMOKEHHBIMU OPTaHAMM O BBINTYCKE JIEKAPCTBEHHBIX MPENapaToB sl BHYTPEHHETO



noTpeOeHnsl MpeACTaBlIsseT B CHCTEMY MOHUTOPHMHIA CBEIEHHs, MPEAYCMOTPEHHBbIE ITyHKTOM 5
npuioxxeHus N 3 k HacrosieMy [lonoxenuro.

IIpu coBepHIeHMM TaMOXEHHBIX OIEpalui IPU TaMOXXEHHOM JEKJIAPUPOBAHUU U IIOMELICHUH
JICKapCTBEHHBIX MPEnapaToB IO TAaMOXEHHYIO MPOLEAypy BBIIyCKa Ui BHYTPEHHETO MOTpeOIeHus
TaMO>KEHHBIN OpraH:

3ampanimBacT B CUCTEME MOHUTOPHHTA CBEJCHUS O CEPUMHOM IIOOATLHOM HACHTU()UKAIIMOHHOM
HOMEpPE TOProBOM €IMHHUILIBI WM TPYNIIOBOM KOJE IPYIMIOBOM YIIAKOBKH, B KOTOPOM HAaXOAMUTCS TaKOU
JIEKapCTBEHHBIN MpernapaTt (B ciiydyae BBO3a IPYNIOBOM YITAKOBKH IEJIMKOM), JJIS OCYIIECTBICHUS! CBEPKHU
C JAaHHBIMH, YKa3aHHBIMU B JICKJIapalluy HA JIEKAPCTBEHHBIN IIpenapar;

nepeaacr B CHUCTCMY MOHHUTOPHHI'A JaHHBIC O BBIIYCKC [JII BHYTPCHHCEIO HOTpe6HeHI/I$I
JICKaApCTBCHHLIX IIPCIIapaToB.

IIpu BHECEHNN M3MEHEHUM B CBEACHMS, YKa3aHHBIE B JICKJIApALlMN HA JICKAPCTBEHHBIN Ipenapar, B
TeyeHue 5 pabouux JAHEH Iocie BbIyCKa Ul BHYTPEHHEro NMoTpeOsIeHus JIEKapCTBEHHOIO Ipernapara
TaMOYXEHHBIN OpraH MepeacT B CUCTEMY MOHMTOPUHIA CKOPPEKTHUPOBAHHBIE JAHHBIEC O JIEKAPCTBEHHOM
npenapare.

[Ipu ocymecTBaeHMH OTOOPOB 0O0pa3LOB JEKAPCTBEHHBIX IPENApaToB B 30HE TaMOXKEHHOIO
KOHTPOJISL B ILIENSAX MOATBEPXKIEHUS COOTBETCTBHS JIEKAPCTBEHHBIX HpEnapaToB CyOBEKT oOpalleHus
JICKAPCTBEHHBIX CPEACTB, OCYILIECTBISIIOIIMM BBO3 JIEKAPCTBEHHBIX IMpenaparoB B Poccuiickyro
@Denepanyio, MNPEACTABISET B CUCTEMY MOHMTOPHHIA CBEIEHHUSA, IPEIyCMOTPEHHBIE IIyHKTOM 2
npuioxxenus N 4 k Hacrosiemy [lonoxenuro.

[Tpu nepenave nmpaB cOOCTBEHHOCTH B 30HE TAMOXXEHHOT'O KOHTPOJISl Ha JIEKapCTBEHHbIE MTPENaparhl,
MTOMEILIEHHBIE 10 TAMOYKEHHYIO IPOLEAYPY TaMOKEHHOTO CKJIaAa, CyObeKT oOpallleHus JeKapCTBEHHbIX
CPEICTB, OCYILIECTBIISIOIIMNA BBO3 JIEKAPCTBEHHBIX MpenaparoB B Pocculickyro denepanuio, B Te4eHUe 5
pabounx JHEH ¢ naThl 0QOpPMIIEHUSI COOTBETCTBYIOIIMX JOKYMEHTOB O Iepejade npaBa cOOCTBEHHOCTH
Ha JIEKapCTBEHHbIE TMpemaparbl JI0 MpeJICTaBICHHUs CBEICHUH O JadbHEMIIMX oOmNepauusx ¢
JIEKapCTBEHHBIMU IIpENapaTaMy IMPEACTaBIsSeT B CUCTEMY MOHUTOPUHIA CBEIEHUS, MPETyCMOTPEHHBIE
nmyHKTOM 6 npunoxenus N 3 k Hactosuiemy Ilomoxxenuto.

[Tpu >TOM CyOBEKT 0OpalieHus JIeKapCTBEHHBIX CPEACTB, KOTOPOMY OCYILIECTBJIEHA Mepeaada mpas
COOCTBEHHOCTH Ha JIEKApCTBEHHBIN Mpernapar, MOMELICHHBIH M0JT TAMOXKEHHYIO MPOLIelypy TaMOKEHHOTO
CKJajaa, B TedeHue 5 padouux JHEH ¢ AaTbl 0OpPMIIEHHSI COOTBETCTBYIOIIMX JIOKYMEHTOB O Iepeaaue
npaBa COOCTBEHHOCTHU Ha JIEKaPCTBEHHBIN NpenapaT U perucTpaliy B CUCTEME MOHUTOPUHTA CBEJIEHUH O
MepelaHHbIX JIEKapCTBEHHBIX IpernapaTax /A0 MPeACTaBICHHUS CBEJECHUN O JaJbHEWIINX OINepalusx C
JIEKapCTBEHHBIMHU IIpeNaparaMyd MOATBEP)KIAET JTOCTOBEPHOCTb CBEACHMM, COJEP/KAIIMXCS B CHUCTEME
MOHHUTOPHHTA, O IPUHUMAEMBbIX JIEKAPCTBEHHBIX Mperaparax MyTeM MpeICTaBIeHHs CBEIEHUN B CUCTEMY
MOHMUTOPHHTIA, IPEAYCMOTPEHHBIX IIYHKTOM 7 npuiiokeHus N 3 k HacrosieMy [lonoxenuro.

[Tpu nepemenieHny JeKapCTBEHHBIX IPENapaToB MEX1y 30HAMH TaMOKEHHOT'O KOHTPOJISI CYyOBbEKT
oOpalleHusi JIeKapCTBEHHBIX CPEJCTB, OCYIIECTBISIONINI BBO3 JIGKAPCTBEHHBIX IIpErapatoB B
Poccuiickyro ®enepanuto, uinu cyObeKT 0OpalieHus JEKapCTBEHHBIX CPEJCTB, KOTOPOMY OCYIIECTBICHA
nepefaya IpaB COOCTBEHHOCTH Ha JIEKaPCTBEHHBIH IpernapaTr, MOMEIICHHBIH IO TaMOXXCHHYIO
MpOIeAYpPY TaMOXEHHOTO CKJajga, B TeYeHHWE S5 pabouumx JHEH C JaThl TAKOrO TEPEMEIICHHS 0
IIPEACTABJICHUS CBEICHUM O NAJIBHEHIIUX ONEpPalUsX C JICKAPCTBEHHBIM IIPENApaToM IPEJCTaBIsAET B
CUCTEMY MOHUTOPHHIA CBEJCHHS, MPEITYCMOTPEHHbIE MYyHKTOM § mpuioxkeHuss N 3 K HacTosIemMy
ITomoxxenuro.



CyObekT oOpalieHuss JeKapCTBEHHBIX CpPEICTB, OCYIIECTBIISIIOIIMM BBO3 JIEKAPCTBEHHBIX
npenapatoB B Poccuiickyro ®denepanuto, B TeueHue 5 paboumx JHEH C JaThl PEIICHHUS] O BBIITYCKE
JIEKapCTBEHHBIX IPENapaToB AJs BHYTPEHHErO MOTPeOIeHHs, TPUHATOTO TaMOKEHHBIMH OpPraHaMu, IO
MMpCaACTaBICHUA CBGI[GHI/Iﬁ 0 ;[aaneﬁumx orcpanugax € JCKApCTBCHHBIMU IIpCriapaTaMu MpEACTaBIISICT B
CUCTEMY MOHHUTOPHHIa CBEIEHHS, IMPEIyCMOTPEHHbIE MyHKTOM 9 mnpmiokeHus N 3 K HacTOALIEMY
[Tonoxenuto.

[Ipu mnepemelleHUU JIEKAPCTBEHHBIX MPENapaTroB M3 30HBI TAMOXEHHOIO KOHTPOJSI CyOBEKT
OOpalleHusi JIEKAPCTBEHHBIX CPENCTB, OCYIIECTBIISIONIMN BBO3 JICKAPCTBEHHBIX IpENapaToB B
Poccuiickyto denepanuio, min cyObeKT 0OpalieHus IEKapCTBEHHBIX CPEICTB, KOTOPOMY OCYIIECTBIICHA
nepefaya mpaB COOCTBEHHOCTH Ha JIEKAPCTBEHHBIC IIperaparbl, MOMECTHBIIUN JIEKapCTBEHHBIE
mpemnapaTsl Mo TaMOXKEHHYIO IMPOLEAypy TaMOKEHHOTO CKJaja, B TeueHue 5 pabodyux JHEH C JaThl
NPUEMKH JIEKapCTBEHHBIX TIpenapaToB Ha (apMaleBTHYECKUH CKJIaJ W 3aBEPUICHUS TaMOXKECHHOMN
MpOLEAYpPhl BBITYCKA TOBapa [Uisi BHYTPEHHEro MOTpedsieHus (WM C JaThl PELIEHUS O BBIMYCKE
JIEKapCTBEHHBIX MPENApaTOB Ul BHYTPEHHEr0 NOTPeOIeHMs], IPUHATOrO TAMOXEHHBIMU OpraHaMu, IpU
MIPUMEHEHUU TPOLEIYPhl YCIOBHOTO BBIMYCKAa TOBAapOB) IO MPEACTABICHUS CBEICHHI O NaIbHEUIINX
olnepanusx C JIEKApCTBEHHBIMU IpenaparaMy IpeICTaBIsieT B CUCTEMY MOHUTOpPUHIA CBEIEHUS,
npeaycMoTpeHHblie myHKToM 10 npunoxkenust N 3 k HacrosmemMy llonoxenuto.

38. B pamkax BBO3a JIEKapCTBEHHBIX IpemnapatoB B Poccuiickyro denepanuio u3 rocynapcrts -
yjieHoB EBpa3uiickoro 3KOHOMHMYECKOI'O COK3a CyOBEKT OOpalleHusi JIEKapCTBEHHBIX CPEJACTB,
SABJSIIOIIMICA ~ JepXKaTeleM WM BJAJENbLEM  PErUCTPALIMOHHOIO  yJOCTOBEPEHUS,  WIHU
MIPEACTABUTENBCTBO HHOCTPAHHOM OpraHu3anuu Ha teppuropun Poccuiickon Penepanuu, sABIsAIOLEHCS
JiepKaTesieM WJIM BIIAJIENIbLIEM PErHMCTPAllMOHHOTO YAOCTOBEPEHUS, B TeueHUEe 5 pabouux JHEH ¢ JaThl
OTTPY3KHM JIEKapCTBEHHBIX IpenaparoB B Poccuiickyro denepanuio 10 MNpEACTaBICHUSA CBEACHUH O
JAIbHEHIIMX OINepanusax ¢ TAKUMU JIGKQpCTBEHHBIMHM IIpeNapaTaMH IIPEJICTaBIsA€T B CHCTEMY
MOHMTOPHHIA CBEICHHUS, IPEyCMOTPEHHbIE ITyHKTOM 11 npunoxenus N 3 k Hactosamemy [lonoxenuro.

CyObeKT 00paleHus JIEKApCTBEHHBIX CPEJCTB, OCYIIECTBISIOUINI NpUeMKY Ha (apMalleBTUUECKUN
CKJIaJ JIEKapCTBEHHBIX IIpernapaTtoB Ipu BBo3e B Poccuiickyro ®enepanuio U3 rocyJapcTB - YIEHOB
EBpa3uiickoro 5KOHOMHYECKOI'O COI03a, B T€UEHHE 5 pabouMx JHEW C JaThl NPUEMKH JIEKapCTBEHHBIX
IIPENapaToB 10 NPEJICTaBICHUS CBEICHUH O AANbHEHIIMX ONEpalusiX C TAKUMHU JIEKapCTBEHHBIMU
npernapaTamMi TpeACTaBIse€T B CHCTEMY MOHUTOPUHIA CBEJIEHUS, NPEIYCMOTPEHHBbIE ITyHKTOM 12
npwiokeHus N 3 k HacrosieMy [lonoxenuro.

[Tpu ocyuiecTBI€eHUH BBOJAa B OOOPOT JIEKAPCTBEHHBIX MpenapaToB Ha TeppuTopuu Poccuiickoit
@enepanuy B paMKax BBO3a JIEKAPCTBEHHBIX IpenaparoB B Poccuiickyro denepanuio U3 rocygapers -
qieHOB EBpa3uiickoro 3KOHOMHMYECKOIO COK3a CyOBEKT OOpallleHusl JIEKAPCTBEHHBIX CPEACTB,
OCYLIECTBISIONIMNA MPUEMKY Ha (apMaleBTUYECKMH CKJIaJ JIEKapCTBEHHBIX MpPENnaparoB, B TEYEHUE 5
pabounx JHEH ¢ JaThl MOJY4YEHHUS JOKYMEHTOB O IOJTBEP)KIEHUU COOTBETCTBUS MPOIYKLUHUHU [0
NIPEACTABICHUS CBEACHUM O JAIbHEHIIMX OllepaluaX C TAKUMU JIEKaPCTBEHHBIMU IIpelapaTaMu
MPEACTABIISIET B CUCTEMY MOHUTOPWHIA CBEJICHHUs, MPEITyCMOTPEHHbIE MYHKTOM 13 mpunoxenus N 3 k
Hacrosuiemy [lonoxenuro.

39. CseneHusi, npeacraBisieMble CyObeKTaMH OOpallleHUsl JIEKapCTBEHHBIX CPEJCTB B CHCTEMY
MOHUTOPHHIA IIPU OCYLIECTBJICHUH OIlepalliii ¢ TPYIIIOBOM YIIAaKOBKOM, IIPUBEACHBI B IIPUIOKEHUH N 5.

40. IIpu ocyiiecTBICHUH arperupoBaHus CyObeKT 0OpallleHus JEKapCTBEHHBIX CPEACTB HAHOCUT Ha
TPETUUYHYIO (TPaHCIOPTHYIO) YNAKOBKY JIEKAPCTBEHHOT'O Ipernapara IpylIIOBOW KOJA M INPEACTABISAET B
CUCTEMYy MOHHUTOPHUHIA CBEJCHMS, NMPEAYCMOTPEHHBbIE NMYyHKTOM 1 mpuioxeHus N 5 K Hacrosmemy
[lonoxxeHn0, OO NPEICTABICHUS CBEACHUM O JalbHEMIINMX ONEpalusiX € TAaKUM JIEKAPCTBEHHBIM



[IpernapaToM.

41. Ilpu pachopMHpPOBaHWU TPETUUHOHW (TPAHCHIOPTHOI) YNMAKOBKH JEKAPCTBEHHOTO Ipenaparta,
U3BATHM JIEKAPCTBEHHBIX IPENapaToB M3 TPETUYHOH (TPaHCIIOPTHOM) YNAKOBKU JICKAPCTBEHHOI'O
npenapara, JONOJHUTEIbHOM BJIOXKEHUM JIEKAPCTBEHHBIX IIPENApaTOB B TPETUYHYIO (TPaHCIOPTHYIO)
YIaKOBKY JIEKAPCTBEHHOTO IIpenapara CyObeKT 0OpalleHHs JeKapCTBEHHbBIX CPEACTB ISl JIEKapCTBEHHBIX
[permapaToB, HaXOIIMXCS Ha Tepputopun Poccuiickoit deneparuu, B TeueHUE 5 pabodnx JHEH WK JUIs
JIEKapCTBEHHBIX IIPENapaToB, HAXONAIUXCA 3a mpenenamu teppuropun Poccuiickont denepanuu, B
tedeHue 20 pabouux THEH ¢ JaTbl COOTBETCTBYIOLICH ONeEpaliy ¢ JEKapCTBEHHBIMH IperapaTaMu MU
TPETUYHOH (TPaHCHOPTHOM) YNAaKOBKOM JIEKapCTBEHHOI'O IpenapaTa, HO 10 IPEeACTaBICHUs CBEICHUN O
JNAJIbHEHIINX ONepalusiX C TaKUMU JIEKaPCTBEHHBIMHU IIperaparaMyd WM TPETUYHOH (TpaHCIIOPTHOM)
YIAKOBKOM JIEKAPCTBEHHOI'O IIpenapaTra, MpEICTaBISIIOT B CHUCTEMY MOHUTOPUHIA  CBEICHMS,
IIpelyCMOTpEHHbIE MyHKTaMu 2 - 4 npuiioxxeHust N 5 k HacrosieMy [lonoxenuto.

42. Caegenusi, mpeacTaBisgeMble CyObeKTaMu OOpalleHHs JIEKapCTBEHHBIX CPEACTB B CHUCTEMY
MOHUTOPUHTA MPU 000POTE€ W BHYTPEHHEM MEPEMEIIECHUU JIEKAPCTBEHHBIX IMpEnapaToB, MPUBEACHBI B
npusioxkeHuu N 6.

43. CyObekT oOpaieHus JIGKapCTBEHHBIX  CPEACTB, OCYIIECTBIISIIONIUN  TEepeMerieHue
JICKApCTBEHHBIX MPENapaToB MEXKIY aJ[pecaMu MECT OCYIICCTBICHHUS JCATEIILHOCTU COTJIACHO JIMIICH3UU
(c y4eToM TakuX BHJIOB JACSITEILHOCTH, KaK MPOU3BOJICTBO JICKAPCTBEHHBIX CPEICTB U (hapMareBTUICCKas
NEATEIBbHOCTD) U (Mu) hapMarieBTHYSCKUMH CKJIaJlaMH, B TCUCHHE 5 paboduXx JIHEeH ¢ (aKTHIECKON aaThl
MePEeMEIICHUS JICKAPCTBEHHBIX MPENapaToB JIO MPEACTABICHUS CBEICHUH O MAbHEHIIMX OIeparusax C
TaKUMH JIGKAPCTBEHHBIMHM TIperaparaMyd TMPEACTaBIsSeT B CHCTEMYy MOHUTOPHHIa CBEIEHUS,
MpeyCMOTPEHHBIE ITYHKTOM | Tiprutoskenus N 6 k HacTosimeMy [loinoxeHwuro.

44. Tlpu nepenaue JEKapCTBEHHBIX MPENapaToB MEXIy CyObeKTaMu OOpallleHUs JIeKapCTBEHHBIX
CPEICTB JOIYyCKaeTCsl TpEeACTAaBIEHUE CBEICHUI B CHCTEMY MOHHUTOPHHIa CyOBEKTOM OOpalieHUs
JIEKapCTBEHHBIX CPEJCTB, OCYIIECTBISIONMM Iepeaady JeKapCTBEHHBIX MpernaparoB (Jajnee - MpsMon
MOPSIZIOK  TIPEACTABJIICHUS CBENICHUI), WM CYOBEKTOM OOpallleHUs] JIEKaPCTBEHHBIX CPEJCTB,
OCYIIECTBISIONIMM MPUEMKY JICKapCTBEHHBIX MpenaparoB (Aajee - oOpaTHBIN MOPAIOK MpeICTaBICHUS
CBEICHUN).

Pemenne o BbIOOpEe MpsIMOrO MOpsAAKAa MPEACTABICHHUS CBEIEHHH JIMOO 0OpaTHOro mopsiKa
MpPE/ICTaBICHUs] CBEJEHUN MpUHUMAeTcs CyObekTaMu OOpalleHHs JIeKapCTBEHHBIX  CpEICTB,
MIPEACTABIIAIOIUMHU TAKUE CBEACHUS, CAMOCTOSATEIIBHO.

B cmywae BeIOOpa TpsAMOro TOpsSAKa TIPENCTaBICHUS CBEACHUN CyOBEKT oOpalmieHus
JIEKapCTBEHHBIX CPEACTB, OCYIIECTBIISIIONINK Tepeaady JIEKapCTBEHHBIX MPENapaToB JIPYroMy CyOBEKTY
oOpareHusi JIEKapCTBEHHBIX CPEJACTB B paMKaxX TPaKTAaHCKO-TPABOBBIX OTHOIIEHWW, B TEUEHUE 5
pabounx mHEH c (QakTUYeCKOW OaThl OTTPY3KH JIEKAPCTBEHHBIX IMPEMapaToB MPEICTABISAET B CHCTEMY
MOHUTOPHHTA CBEJICHUS, TPEAYCMOTPEHHBIC ITYHKTOM 2 TiprioxkeHust N 6 k HacTosimemy [lomoxenuto.

[Ipu »sToM cyOBeKT oOpalieHusi JEeKapCTBEHHBIX CPEACTB, OCYILIECTBISIOMUNA MPUEMKY
JIEKApCTBEHHBIX TIPEMapaToB OT JPYroro cyObeKTa oOpaimieHusi JEeKapCTBEHHBIX CPEICTB B paMKax
IpaXJaHCKO-TIPAaBOBBIX OTHOLICHHWH, B TedeHHWEe S5 pabouux AHEH ¢ JaThl MPUEMKH JIEKAPCTBEHHBIX
MpenapaTtoB W PETHCTPAllMd B CHCTEME MOHUTOPHUHTA CBEIECHUNW 00 OTTPYKEHHBIX JIEKApPCTBEHHBIX
HpenapaTax a0 HpeILCTaBJICHI/ISI CBGI[CHI/Iﬁ (0) ﬂaHLHeﬁHlHX onepaumlx C TaKUMHn HeKapCTBeHHbIMI/I
mpenaparamMu MOATBEPKIAET TOCTOBEPHOCTh CBEJCHUM, COACPIKAITUXCS B CUCTEME MOHUTOPHHTA, ITyTEM
IIPEICTABICHMS CBEICHUN B CUCTEMY MOHMTOPHHIA, PEAYCMOTPEHHBIX ITyHKTOM 4 npuioxkeHus N 6 k
Hacrosmemy [lonoxenuro.



B cmyuae BbiOOpa oOpaTHOro mopsaka IpeICTaBICHHUS CBEIEHUH CyObeKT oOpalieHus
JICKapCTBEHHBIX CPEJICTB, OCYIICCTBIISIONINI MPUEMKY JEKapCTBEHHBIX MPENapaToB OT IPYroro cyobekTa
oOpallleHusl JIEKapCTBEHHBIX CPEJICTB B paMKaX TPa)<IaHCKO-IPABOBBIX OTHOIIEHUH, B TeueHHE 5
pa60q1/1x I[Hef/'l C JaTbl NPUCMKH JICKAPCTBCHHBIX MPCHApaToB MPCACTABIACT B CUCTEMY MOHUTOPHUHIA
CBEJICHUS O IPUHATHIX JEKApCTBEHHBIX IpenapaTax, NpeayCMOTPEeHHbIE IYHKTOM 3 mpuiiokeHus N 6 k
Hacrosuiemy [lonoxenuro.

[Ipu sTOoM cyOBeKT oOpalleHus JICKapCTBEHHBIX CPEICTB, OCYILECTBMBILMI mepeaavy
JIEKApPCTBEHHBIX IPENapaToB JIpPyromMy CyOBEKTY OOpallleHHs JIEKapCTBEHHBIX IIpPEnapaToB B paMKax
IpaXXJaHCKO-TIPAaBOBBIX OTHOILEHHWH, B TedeHue S5 pabouux AHEH ¢ JaThl PErucTpalud B CHCTEME
MOHHUTOPHHTIA CBGI[GHI/Iﬁ O MNPHUHATBHIX JICKAPCTBCHHBIX Ipcraparax, HO A0 HNPCACTABJICHUA CBGHGHI/Iﬁ (6]
JaTbHEMIINX OHepanusXx € TAaKUMHU JIEKapCTBEHHBIMHM IpenapaTaMH IOATBEP)KIAET JIOCTOBEPHOCTh
CBEJICHUH, COIEpKAIIMXCS B CUCTEME MOHUTOPUHIA O NEPEAAHHBIX JIEKAPCTBEHHBIX IIperaparax, IyTeM
IIPEJCTAaBICHUS CBEACHUN B CUCTEMY MOHUTOPHMHIA, IPEJYCMOTPEHHBIX MYHKTOM 4 mpuiioxeHus N 6 k
Hacrosuiemy [lonoxenuro.

44(1). IIpu nepenave penepanbHbBIM OPraHaM HCIIOJHUTEIILHON BIACTH, OpPraHaM roCy1apCTBEHHON
BIacTu cyObekToB Poccuiickoit denepanuyi ¥ yrmoJHOMOYEHHBIM UMM OpPTaHU3ALUSAM JIEKaPCTBEHHBIX
[IPenaparoB, 3aKylMaeMbIX U1 HYXKJ OOOpOHBI CTpaHbl M O€30IacCHOCTH TIOCYJapCcTBa, OKa3aHUs
IYMaHUTapHOM NOMOIIM, B LEISAX MCKIIIOUEHUS BO3MOXKHOCTH PACKPBITHUSI CBEIEHUN, OTHECEHHBIX K
rOCyJJapCTBEHHOH TaliHe, CyObeKT oOpallleHHs JIEKApCTBEHHBIX CPEJICTB, OCYIIECTBISAIOUIMNA Iepenady
TAaKWX JIEKAPCTBEHHBIX IIPErapaTroB, B TEeUCHHE S5 pabouymx AHEH C AaThl (DaKTUYECKOH OTrpy3KH
JIEKapCTBEHHBIX IPENapaToB IPEICTaBISIET B CHCTEMY MOHUTOPUHIA CBEJIEHUS O BBIBOJE JIEKAPCTBEHHBIX
IpenapaToB U3 000poTa, 3a UCKJIIOUEHUEM CBEACHMM, TPETyCMOTPEHHBIX NOANyHKTaMu "1" 1 "e" myHKTa
1 npunoxenus N 4 k HacTosueMy [lonoxenuto.

(1. 44(1) BBeneH Ilocranosnenuem IlpaBurenscrea PO ot 30.08.2019 N 1118)

45. CyObekT oOpallieHus JeKapCTBEHHbBIX CPE/ICTB, OCYIIECTBIISIONINI KOHTPAKTHOE (IIOJPSIHOE)
IIPOU3BOJICTBO JIEKAPCTBEHHBIX IpernapaToB Ha Teppuropuu Poccuiickon Penepanuu, Npu Iepenade
JIEKapCTBEHHBIX IpenapaToB (FOTOBOM MPOAYKIMH) CyOBEKTY OOpalleHUsl JEeKapCTBEHHBIX CPEJACTB,
SIBJIAIOIIEMYCSI 3aKa3UMKOM TAaKOTO KOHTPAKTHOTO (IOJPSIAHOTrO) MPOM3BOJICTBA, B TeUEHHE 5 pabounx
JHEN C 1aThl Iepefadn JEKapCTBEHHBIX NPENapaToB MPEICTaBIsSIET B CUICTEMY MOHMTOPHMHIA CBEICHMS,
MpeyCMOTPEHHbIE MYHKTOM 5 mpuiioxkeHus N 6 k HacrosieMy [lonoxenuro.

[Tpu 5TOM CyOBEKT OOpaIeHHs IEKAPCTBEHHBIX CPEJICTB, SIBISIFOIIMICS 3aKa3YMKOM KOHTPAKTHOTO
(ToZIpsiTHOTO) MPOM3BOJICTBA JIEKAPCTBEHHBIX MPEMApaToOB, B TEUCHHE 5 padoumMX JHEH C JaThl TPUEMKH
JICKapCTBEHHBIX MpENapaToB M PETUCTPAUMU B CHUCTEME MOHUTOPUHIA CBEACHUW O NEpPEJaHHBIX
JICKapCTBEHHBIX Mpernaparax n0 MPEACTABICHUS CBEACHUM O JaJIbHEWIIHNX OINEpalusix € TaKUMH
JICKapCTBEHHBIMU IIpEerapaTamMu IMOATBEPKIAET JOCTOBEPHOCTb CBEIACHUM, COJIEPKALIUXCA B CUCTEME
MOHHMTOPUHIA O MEPEIAHHBIX JICKAPCTBEHHBIX MpenapaTax, MyTeM MPEICTABICHUS CBEICHUN B CUCTEMY
MOHUTOPUHTA, TPETYCMOTPEHHBIX TYHKTOM 4 nipuioxeHusa N 6 k Hactosimiemy [lonoxenuto.

46. CyObexkT oOpamieHus JEKapCTBEHHBIX CPEACTB, OCYIIECTBISIOMMA BBIBOJ H3 000poTa
JIEKapCTBEHHBIX MPENapaToB (3a UCKIIOUEHHEM BBIBOJA U3 000pOTa JEKapCTBEHHBIX MPENapaToB MyTeM
otOopa 00pa31oB, BbIBO3a paHee BBe3eHHBIX B Poccuiickyto deepaliny JeKapCTBEHHBIX IPErnapaToB WK
nepefayd Ha YHUYTOXKEHHE), B Te4YeHHEe S5 pabouyMx JHEeH C JaThl COOTBETCTBYIOLICH oIepanuu
IIPEJICTABISIET B CUCTEMY MOHMTOPHMHIA CBEIEHUsA, IPELYyCMOTPEHHBbIE IMyHKTOM 1 mpunoxenus N 4 k
Hacrosuemy [lonoxenuro.

47. CyObexkT oOpamieHus JEKapCTBEHHBIX CPEACTB, OCYIIECTBISIOMMA BBIBOJ M3 000poTa
JIEKapCTBEHHBIX MPENapaToB MyTeM oTOOpa 00pas3loB MpU BBO3E MAPTHUHU JIGKAPCTBEHHBIX MPEMapaToB B



Poccuiickyro ®enepanuio, NPEeACTaBISET B CUCTEMY MOHUTOPMHIA CBEACHHSA, IPELYyCMOTPEHHBIE
nyHKToM 2 mpuioxkeHuss N 4 x Hacrosmemy llomoxkeHuio, B TedeHue 5 pabouumx IHEW C JaThl
IIPEICTABICHUS. B CUCTEMY MOHUTOPHHIA CBEIEHUH O IIPUEMKE JIEKAPCTBEHHBIX IIPENaparoB Ha
(bapMareBTHYECKHI CKJIaa O MPEICTABICHHUS CBEIACHUN O MAJIbHEHIINX ONepanusx C JeKapCTBEHHBIMU
IpernaparamMy yKa3aHHOU MapTHH, 00pa3libl KOTOPOM ObLIN OTOOPAHHBI.

48. CyObekt oOpamieHus JEeKapCTBEHHBIX CPEJICTB, OCYIICCTBISIONIMN BBIBOJ M3 000poTa
JICKQpCTBEHHBIX MpEnapaToB IyTeM Nepeadl JCKapCTBEHHBIX MPENapaToB Ha YHUYTOKEHHUE, B TCYCHUE
5 pabouux JQHEH C naThl MepeAayd Ha YHUUYTOXKEHHUE JIEKAPCTBEHHBIX IIPENapaToB N0 MPEACTABICHUS
CBEICHUI O (haKTe YHHUYTOXKCHUS JICKAPCTBEHHBIX MPENapaToB MPEJICTABISACT B CUCTEMY MOHUTOPHHIA
CBEJICHMUSI, IIPElyCMOTPEHHbIE ITYHKTOM 3 npuiioskeHus N 4 k HacrosieMy [lonoxenuro.

[To uTOraM yHHMUTOXKEHMs JIEKAPCTBEHHBIX MPENapaToB CyObEKT OOpalleHus JIeKapCTBEHHbBIX
CPEICTB, OCYLIECTBUBIIMM Ilepelady JEKapCTBEHHBIX IIPENaparoB Ha YHUYTOXKEHHE, B Te4YeHUe 5
pabouux JaHEH ¢ JaTbl NOJY4YEHHs aKTa 00 YHUYTOKEHHM INpEACTaBIsIeT B CHUCTEMY MOHHMTOpPUHIA
CBEJICHMUSI, IIPElyCMOTPEHHbIE TYHKTOM 4 npuiioskeHus N 4 k HactosieMy [lonoxenuro.

49. CyObextr oOpaleHHs JEKapCTBEHHBIX CPEJICTB, OCYIIECTBISIONMN BBIBOX M3 000poTa
JIEKapCTBEHHBIX MPENapaToB IyTEM OCYIIECTBIEHMSI PEIKCIIOpTa, B T€UEHHE 5 pabouux AHEW co AHS
pelIeHHs] O PEdKCIOpPTEe, IPUHATOrO TAMOKEHHBIMU OpraHaMH, MPEACTaBISIEeT B CUCTEMY MOHHTOpPUHIA
CBEJICHMUSI, IIPElyCMOTPEHHbIE TYHKTOM 9 npuiioskeHus N 3 k HacrosieMy [lonoxenuro.

50. Ilpu ocyiecTBICHHH IOBTOPHOTO BBOJAa B OOOPOT JIEKApPCTBEHHBIX MPENapaToB CYOBEKT
oOparieHusi JIEKapCTBEHHBIX CPEJICTB, PaHEE OCYIIECTBUBIIMI BBIBOJ H3 000pOTa JIEKAPCTBEHHBIX
MPENapaToB MM BBINYCK TAKHUX JICKAPCTBEHHBIX MpEnapaToB 3a IpenesiaMu Teppuropuu Poccuiickoi
Oenepaniun (B ciiydae BbIBO3a paHee BBe3eHHBIX B Poccuiickyro ®eneparuu JieKapCTBEHHBIX
MpernapaToB), B TeUeHUE 5 pabodnx IHEH ¢ AaThl COOTBETCTBYIOIIEH OMEpaly MPEACTABISIET B CUCTEMY
MOHUTOPHUHTA CBEJICHUS, TPEAYCMOTpEHHBIC IMyHKTOM 14 mpunoxkernst N 3 k HactosmeMy [lonoxenuto.

51. CY6’LGKT]':>I O6paH_[CHI/IH JICKAPCTBCHHBIX CPCACTB, OCYILICCTBJIAIOIINEC PO3HUYHYHO TOPIOBJIIO
JICKAPpCTBCHHBIX MPCIapaToB M OTIYCK JICKAPCTBCHHBLIX IIPEIapaToB, MApKHUPOBAHHBLIX CPEACTBAMU
I/I,Z[GHTI/I(I)I/IKaI_II/II/I, OTpaXKaT I/IHq)OpMaLII/IIO O BBIBOIAC H3 06op0Ta JICKAPCTBCHHLBIX MPCIaparoB C
HCITIOJIB30BaAHHNEM KOHTpOJIBHO-KaCCOBOfI TCXHUKH.

CYG’ECKTH O6paH_ICHI/I$I JICKAPCTBCHHBIX CpPCACTB, HC OCYLICCTBIAOIHNUE ACATCIILHOCTL 110
pOSHH‘-IHOﬁ TOProBJIC JICKAPCTBCHHBIMU IIp€liapaTaMu IIpU BBIBOJAC U3 06op0Ta JICKAPCTBCHHBIX
npemnapaTroB IMMyTEM OTITyCKa OecrIaTHO WIIH CO CKHI[KOﬁ JICKApCTBCHHBIX IIPCIapaToOB IO PCLCIITY Ha
JICKApCTBCHHBIC IIPEIapaTbl UM OTIIYCKA JICKAPCTBCHHBLIX IIpE€mapaToB, MPCACTABIAIOT I/IH(l)OpMaIII/IIO 0
BBIBOAC U3 060p0Ta JICKAPCTBCHHLBIX IIpCIapaToB B CHUCTCMY MOHHUTOpPHUHIAa C HUCIOJB30BAHUCM
PErucCTpaTOpPOB BI)I6I)ITI/I$[, MpEaACTABIACMBIX OIICPATOPOM CUCTEMBI MOHHUTOPHHTIA.

OcHaneHne cyObeKTOB 00pallieHus JIEKapCTBEHHBIX CPEJCTB, OCYIIECTBIISIONIUX BBIBOJ U3 000poTa
JIEKApCTBEHHBIX MPETapaToB MyTEM OTITyCKa OECIIIIATHO WITH CO CKUJIKOW JIEKApCTBEHHBIX MPETapaToB 10
pelenTy Ha JIEKapCTBEHHBbIE NpenapaThl WIM OTIYCKa JIEKApCTBEHHBIX MpPENapaToB, yCTPOWCTBAMU
perucTpalii  BBIOBITHSI  JICKAPCTBEHHBIX TIIPEMapaToB  OCYHIECTBISIETCS  OMEPAaTOPOM  CHCTEMBI
MOHUTOpPUHra Ha 0€3BO3ME3HOM OCHOBe. B memsXx Takoro OCHaIIeHUsT CYOBEKTbl OOpaleHus
JIEKapCTBEHHBIX CPEACTB 3aKJIIOYAIOT C OINEPaTOPOM CHCTEMbl MOHMTOPHHIA JIOTOBOPHI, B TOM YHCIIE
COJIepKalIe yCIOBUS MPEIOCTABICHUS TAKOTO 000PYI0BaHMS U €r0 PErJIaMEHTHOTO OOCTYXHBaHUS Ha
0€e3BO3ME3THON OCHOBE.

TumoBas Gpopma TakuxX AOTOBOPOB yTBEpkKAaeTcs MUHHUCTEPCTBOM HMPOMBIIIJICHHOCTH U TOPTOBJIH



Poccuiickoit @enepanuu.
A63an yrpatui cuiy. - [locranosnenue [IpaButenscrsa PO ot 30.08.2019 N 1118.

52. CyObekTsl OOpalleHHs JEKapCTBEHHBIX CPEICTB IPH OOHAPYKEHUH OIIMOOK B CBEACHHUSIX
(HETOCTOBEPHBIX CBEACHUI), MPEACTABICHHBIX WMHU B CUCTEMY MOHUTOPHHIA IMPU BBOJE B 00OpOT
JICKQpCTBEHHBIX TMPEMapaToB W 000pOTE JIEKaPCTBEHHBIX IIPENapaToB, MPEICTABISIOT B CHCTEMY
MOHHUTOPHHTa WH(POPMAIUIO, HEOOXOAMMYIO [UIsl HCIPABICHHUS YKAa3aHHBIX OIMMOOK B CBEIACHUSIX
(HETOCTOBEPHBIX CBENICHUN) (1aiee - UCIIPABJICHHUE OITHOOK).

CyObeKThl OOpalleHus JEKapCTBEHHBIX CPEJACTB BIIPaBE BHECTH HCHPABJICHUS OMIMOOK JO TOTO
MOMEHTA, KOTJla OHH OBbUIM YBEJIOMIICHBI O HA3HAYEHUHU B OTHOIICHUH HHUX IPOBEPKH, OCYIIECTBIISIEMOH B
ycraHoBlieHHOM mopsiake denepanbHOil ciry:k00i 1Mo Ham3opy B chepe 3apaBooXpaHeHus, 1o (akry
NpEe/ACTaBICHNUsI CyOBEKTaMH OOpalIeHusl JEKapCTBEHHBIX CPEACTB OIIMOOYHBIX (HEZOCTOBEPHBIX)
CBEJICHUM.

B ciydae ecnu B mpelncTaBICHHM CBEICHHIN, B KOTOPHIX OOHAPYKCHBI OMIMOKU (HEIOCTOBEPHBIC
CBEJICHHSI), YYaCTBOBAJIM JPYTHEe CYOBEKTHI OOpaIleHUs JICKApCTBEHHBIX CPEICTB, TO HCIPABIICHUS
OIIMOOK CYMTAIOTCS MPUHATHIMU TIOCJIC MTOATBEPKIACHHUS JIOCTOBEPHOCTH MPEICTABICHHBIX MCIIPABIICHUI
OmMMOOK B CHCTEME MOHUTOPUHTA BCEMH YYAaCTHUKAMH TPEACTABICHUS CBEIACHHIA, B KOTOPBIX
oOHapyXeHbI OIMOKHU (HEJOCTOBEPHBIE CBE/ICHU).

B cucreMy MOHUTOpUHTA BHOCATCS CJIEIYIONINE UCTIPABIICHUS OIMOOK B OTHOIIIEHUU COOCTBEHHBIX
onepauui:

OTMEHa CyObEeKTOM OOpallleHus JIEKapCTBEHHBIX CPEACTB PaHee 3aperucTpUpPOBAaHHON omnepanuu (B
cllyyae, eCiIM Mociie TaKoM orepaluy He ObLIM COBEPIIEHB] JEMCTBUS C IEPEX0I0M MpaBa COOCTBEHHOCTH
Ha JIEKapCTBEHHBIE MIpenapaThl);

OT3BIB  COOOMIEHHS 00 OTrpy3Ke JIEKAPCTBEHHBIX TMpEnaparoB CyObEKTOM oOpalieHus
JIEKApCTBEHHBIX CPEJICTB - OTIPABUTEIIEM TAKOTO COOOIIEHNUS, MTEPEJaHHOTO TOJIyJaTelto JIEKapCTBEHHBIX
npenaparoB. Takas KOPpEKTUPOBKAa BO3MOXHA J0 IEpPeAauyd CBEICHUM O MOATBEPKICHUU Mepenaydu
JIEKapCTBEHHOTO MperapaTa APyruM CyObeKTOM OOpaIieHus JICKaPCTBEHHBIX CPE/ICTB;

0TKa3 cyObekTa oOpalleHHs JeKapCTBEHHBIX CPEJICTB - MOIydaTes JIEKapCTBEHHBIX MPENapaToB OT
MIPUEMKHU JIEKapCTBEHHBIX IMpernaparoB. Takas KOPpPEKTUPOBKAa BO3MOXKHA JI0 Iepenadd CBEICHHUI o
MOJITBEPXKICHUH TEepejauu JIEKapCTBEHHOTO MpenapaTa ApyruM CyOBbeKTOM OOpaIeHHUs JIEKapCTBEHHBIX
IIPEnaparos..

53. brnokupoBKa MPUHATHS CHCTEMON MOHMTOPUHTA CBEACHHI O BBOJE B 000OPOT JEKAapCTBEHHBIX
npenaparoB, 006 oOopore u (WIM) O BBIBOJE M3 000pOTa JIEKAPCTBEHHBIX IpenapaToB (manee -
OJIOKMPOBKA) OCYIIECTBISIETCS B aBTOMAaTHMUYECKOM pEXHME B COOTBETCTBUM C PEIrVIAMEHTOM,
OTIpe/IeNIIEMBbIM OIEPaTOPOM CHCTEMbl MOHHTOPHWHTA W COTJIACOBaHHBIM ¢ DenepalibHOM CITy)00# 110
HaJ30py B cepe 3paBoOOXpaHECHHUS.

(B pen. ITocranosnenus IIpasutenscrea PO ot 30.08.2019 N 1118)

[Tepeuenpb npuyrH OJIOKUPOBKH MPHUBENEH B NMpHIokeHHH N 7.

[Ipu ycTpaHneHuu cyObeKTOM oOOpallleHus JEKapCTBEHHBIX IPENapaToB MPUYMH, MOCITYXKMBIIUX
OCHOBaHUEM JIJIs1 OJIOKUPOBKH, OTMEHA OJIOKHUPOBKH OCYIIECTBISIETCS B aBTOMATHYECKOM PEKUME.

B oTaenbHBIX ciydasx, mepeueHb KOTOPBIX omnpeaensercs denepalbHON CIIy»KO00M MO HAA30py B



cdepe 3apaBOOXpaHECHHUs, TIPU OJIOKUPOBKE JIOMYCKACTCSI BOBMOXKHOCTh TIEpeadll CBEICHUH O BO3BpAaTe
JIEKapCTBCHHBIX MPENapaToB MOCTABIIUKY, O Mepeaade JCKapCTBCHHBIX MPENapaToB Ha YHUUYTOKEHUE H
(wm) 06 MHOM BHJI€ BBIBOJIA M3 000POTA JICKAPCTBEHHBIX MPEIapaToB.

EJIOKI/IpOBKa n OTMCHa 6HOKI/Ip0BKI/I MOTYT BBOAMTBHCA B OTHOIICHHU CAWHHUIBI JICKAPCTBCHHOI'O
Imperapara, mapTuu JICKapCTBCHHBIX IIPEIapaToB UJIN CEPUU JICKAPCTBCHHBIX ITPEIIApaToOB.

VII. Mopsaok npeaocraBneHnsa nHopmaumm, cogepxawemncsa
B CUCTEME MOHUTOpPUHra

54. JlocTyn 3aMHTEPECOBAHHBIX B MOTYYSHUH HHPOPMALUU U3 CUCTEMBl MOHUTOPUHTA (PU3UUECKUX
U IOpUAMYECKUX JUL, (efepabHbIX OPraHOB HCIOJIHMUTENBbHOM BJIACTH, OPraHOB IOCYJIapCTBEHHOMH
BiacTu cyObekToB Poccuiickoii denepauun U OpraHoB MECTHOTO CaMOYyIpaBiieHUs oOecreuuBaeTcs
OIEpaTOpPOM CHCTEMbl MOHUTOPHHIa II0 COIJIACOBAHUIO C MUHHCTEPCTBOM  3]IpaBOOXpPAaHEHUS
Poccuiickoit @enepannn u OenepaabHOl ciy)00ii 110 Haa30py B cdepe 3ApaBOOXPAHEHUSI.

55. loctyn k nuH(opmMainu, coaepsKaieiics B CiCTeMe MOHUTOPUHTa, 00ECTIeYUBACTCS OIIepaTopoM
CHUCTEMbI MOHUTOPHHTA C YYETOM CJICAYIOIINUX MOJIOKEHUM:

a) AocTyn (QenepanbHbIX OPraHOB HCIOJHMUTENBHOM BIAacTH, OPraHOB IOCYIAapCTBEHHON BIIACTH
cyobekToB Poccuiickoit deneparyiv 1 OpraHOB MECTHOTO CAMOYIIPABJICHHS B OTHOILICHHH COJIEpIKAIIeics
B CHCTEME€ MOHUTOPHHIa MHGOpPMALUU OCYLIECTBISIETCS B TOM YHUCIIE MOCPEACTBOM HMHPPACTPYKTYPHI,
oOecneunBaromield MHGOPMALMOHHO-TEXHOJIOTMYECKOE B3aUMOJICHCTBUE HH(POPMAIIMOHHBIX CHUCTEM,
UCIIONB3YEMBIX Ul INPEJOCTABICHHUS TOCYIAapCTBEHHBIX M MYHULMIIAIBHBIX YCIYI W HCIIOJIHEHUS
roCy/IapCTBEHHBIX U MyHUIIMMIAIBHBIX (YHKIUI B 3JIEKTPOHHOU hopme;

0) noctyn cyObeKTOB OOpallleHHsl JIEKAPCTBEHHBIX CPEJCTB, MPEACTABISAIOMINX HHPOPMALUIO JUIs
BHECEHUSI B CHCTEMY MOHUTOPMHIA, B OTHOUIEHMHM MPEJCTABIEHHONM UMHU uH(pOpMaUUu U
HOPMAaTHBHO-CIIPABOYHOM HMH(}OpMaIuy, cojepkamieiicss B CHUCTeME MOHUTOPHMHIA, OCYIIECTBIISIETCS
yepe3 JMYHBIM KaOuHEeT cyObekTa oOpalleHusi JIEKApCTBEHHBIX IpenapaToB WM IOCPEICTBOM
MH(GOPMAIIMOHHBIX 3JEKTPOHHBIX CEPBUCOB C HCIHOJB30BAHMEM CTAHJAPTHBIX MPOTOKOJIOB U
MHTEP(ENCOB AIEKTPOHHOTO B3aUMOACUCTBHUS;

B) JIOCTYINl TpaXJaH B OTHOLIEHHM CoOJepxKalleiics B cHUcTeMe MOHMTOPUHIa MH(OpMauM IMpu
IIPOBEPKE CPE/ICTBA UACHTU(UKALIUKN OCYIIECTBISAETCS B TOM YHCIIE C MCIIOJIb30BAaHUEM CaiiTa oleparopa
CHCTEMbl MOHUTOPHHTA B WH(pOPMAIIMOHHO-TEJIEKOMMYHHUKAIIMOHHON cetn "MHTepHeT" M MOOUIBHOTO
MIPUIIOKEHUS.

56. MoOwibHOE IMPUITOKCHUC ITPU MPOBEPKE CPCACTBA I/II[CHTI/I(pI/IKaI_II/II/I 0o0ecreynBaceT B TOM YHCIIC
CJICOYIOIHUE BO3MOXHOCTH CUCTCEMbI MOHUTOPUHTA:

a) CUYUTHIBAHHE CPEACTB WUIACHTU(QUKAIMH CO BTOPUYHOM (MOTPEOUTENBCKOM) yMaKOBKH
JIEKApCTBEHHOTO TIperapara (B ciy4ae €€ OTCYTCTBHS - TEPBHYHOM YIAKOBKH JIEKAPCTBEHHOTO
npernapara);

0) oToOpakeHne Pe3yJIbTaTOB MPOBEPKHU CPEACTBA MACHTU(PUKAIIMKN B CUCTEME MOHUTOPUHTA;

B) BO3MOXHOCTb HAIIpaBJICHHUs CBEACHUW B CHUCTEMY MOHUTOPUHIA O HApyIIEHUSAX MOpAJKa
MapKUPOBKH JIEKAPCTBCHHBIX NIPENIapaTOB.

57. CyObeKT oOpalleHus JIGKapCTBEHHBIX CPEACTB MOKET HMOJIYUYHUTh JOCTYIT KO BCEM JIEKTPOHHBIM



JIOKyMEHTaM, IEpeJaHHbIM MM B CHCTEMY MOHHUTOPHHIA, a TaKkKe K JJIEKTPOHHBIM JOKyMEHTaM,
CO3JIaHHBIM CHCTEMON MOHHTOpPWHTIA MO pe3ysibTaTaM 00paOOTKH MOJYYEHHBIX OT CyObeKTa oOpalieHus
JIEKapCTBEHHBIX CPEJICTB JOKYMEHTOB.

VIIl. OnepaTtop cucteMbl MOHUTOPUHra

58. OmnepaTop cHUCTEMbl MOHUTOPHUHIA IO COIVIACOBAHUIO ¢ MMHHCTEPCTBOM 31paBOOXpPAHEHHUs
Poccuiickoit ®enepaumn u DenepanbHOl  cnyk00i 1O Hama3opy B cdepe 3ApaBOOXpaHEHUS
o0ecreunBaer:

a) CO3aaHuC, pa3BUTUC, BBOA B OKCILTyaTalluIO, SKCIUTyaTalluO0 XU BBIBOJ U3 3KCILIyaTallul CUCTCMBI
MOHUTOpHUHIA, IIPCAOCTABICHUC I/IHq)OpMaI_II/II/I, CO,Z[Cp)KB.H.IGfICH B CHCTCMC MOHHUTOPHHIA, H
B33,HMO[[€IZCTBPI€ CUCTCMbl MOHUTOPHHTI'A C UHBIMU I/IH(l)OpMaLII/IOHHI)IMI/I CHUCTCMaMMU,

0) pealu3alMi0 MEXaHU3MOB OOIECTBEHHOIO KOHTPOJS, BKJIIOYAs MpuUeM HHGPOpMAIUH O
pe3ysibTaTtax TPOBEPKU CPEIACTB HUACHTH(DHKAIMN ¥ KaloObl (U3NICCKUX H FOPHIAYCCKUX JIHII,
WHIUBUAYATbHBIX MpeANpUHUMATENCH, XpaHeHue, o0paboTKy H Imepemady O5TOd HHPOpMAIUH B
YIOJIHOMOYEHHBIE (hefiepabHbIe OPTaHbl UCTIOHUTENILHON BIACTH.

59. Omepatop cHCTEMbl MOHUTOPHUHIAa HECET OTBETCTBEHHOCTb B  COOTBETCTBHM C
3aKoHoarenbcTBOM Pocculickon denepanuu:

a) 3a XpaHCHUC BCCX NAHHBIX U 3anucen TpaHSaKHI/Iﬁ B Oase AAaHHBIX, PCTUCTPUPYEMBIX B CUCTEMC
MOHHTOPHHIA,

6) 3a OCJIIOCTHOCTD, COXPAHHOCTL U HCITPOTHBOPECUYNBOCTDH I/IH(I)OpMaI_II/II/I B CUCTCMC MOHUTOPHUHTA,

B) 3a BEICHHWE H XpaHEHHWE EJWHBIX pPEeCTPOB, CIPABOYHO-HOPMATHBHON WH(OpPMAINH,
KJaccu(ukaTopoB U GopMaToB OOMEHA TaHHBIMU;

r) 3a Oecriepe0ONHYI0 U OTKa30yCTOMYMBYIO padOTy CUCTEMbl MOHUTOPHUHTA;

J) 3a BOCCTAHOBJICHME pabOTOCHOCOOHOCTH CHCTEMBl MOHHUTOPHUHIA M €€ KOMIIOHEHT Iocje
yCTpaHeHusi cOOeB IpH YCJIOBUM IOJHOTO YCTpPAaHEHHUs IpPHYMH, BBI3BAaBUIMX COOH, a Takxke 3a
COXpaHEHHE IIEJIOCTHOCTH YCTaHOBJEHHBIX Ha CepBepax MPOrpaMMHO-TEXHHUYECKUX CpPEICTB M 0a3
JTAHHBIX;

€) 3a CTPYKTYpPHOE pe3epBUPOBAHUE, aBTOMATHYECKOE BBISBICHUE (haKTa OTKa3a CEpPBEPHOTO y3Ila U
MEepPEeKIIOUeHNEe 3a/ad Ha JpYrol cepBepHBIM y3ed, a TakkKe 3a HaJIUYue pPE3epBUPOBAHHOIO H
IUBEpCUPHUIIMPOBAHHOTO TIO MOAKIIOUEHHUIO K MIPOBaliIepaM CETEBOTO TOCTYIIA,;

K) 3a HHOOPMAITMOHHYIO OE30MaCHOCTh M 3alIUTy JaHHBIX OT HECAHKIIMOHUPOBAHHOTO JOCTyMa U
yTeuku UH(HOPMAIINK;

3) 32 KOHCYJbTAlMOHHYIO U TEXHMUYECKYIO MOAJEPKKY CYOBEKTOB OOpAallleHHUS JIeKapCTBEHHBIX
CPEeACTB CUCTEMBbl MOHUTOPHHIA M MOOMIIBHOTO MPUIIOKEHUS U1 (PU3NUECKUX JTUIL,

M) 3a cOop W aHanu3 OOpalleHWH IOPUINYECKUX U (PU3WYECKUX JUI, WHIUBUIYATBHBIX
IpeanpuHIMAaTENel C LeIbl0 TOCTAHOBKH 3a/1a4 Ha IOpaObOTKYy M MOAECPHHU3AIMIO 0a3 TaHHBIX.



[Tpunoxenue N 1

K [TonoxxeHuto o cucTeMe MOHUTOPUHTA
JIBYDKEHUS JIEKaPCTBEHHBIX IIPENapaToB
JUISL MEJULIUHCKOTO TIPUMEHEHMUSI

CBEOAEHMUA,
NPEACTABNAEMbIE TOCYAAPCTBEHHBbIMA UHOOPMALUMOHHBLIMU
CUCTEMAMM ®ELEPAIIbHbIX OPFTAHOB UCMONMHUTENBLHOW BNACTHU
B CUCTEMY MOHUTOPUHIA ABUWXXEHUA NNEKAPCTBEHHbBIX NMPEMNAPATOB
ana MEQULMHCKOIO NPUMEHEHUA, A TAKXXE CBEOEHUA, NMEPEOABAEMbIE
N3 CUCTEMbl MOHUTOPUHIA ABUWXEHUA NNIEKAPCTBEHHbIX NMPEMNAPATOB
ana MEOULIMHCKOIo NPUMEHEHUA

1. 3 Equnoro peectpa JIMIIEH3UH Ha TPOU3BOACTBO JICKAPCTBEHHBIX CPEICTB IS 1EJIeH repeaadn
nH(MOpMaLIUK O JHMIIEH3USIX Ha MPOU3BOJACTBO JIEKAPCTBEHHBIX CPEACTB MPOM3BOAMUTENS JEKAPCTBEHHBIX
CPEACTB, ABJISIIOLIETOCA OpraHu3alreid, MpU3HaBaeMOM HAJIOTOBBIM pe3uieHToM Pocculickoit denepannu,
B CUCTEMY MOHHUTOPHHTA JBHKEHUS JI€KAPCTBEHHBIX MPEMnapaToB sl MEAUIIMHCKOTO IPUMEHEHUs (J1anee
- CCTeéMa MOHUTOPHUHTA, JIEKAPCTBEHHBIE ITPENapaThl) MPECTABISIOTCS CICIYIONINE CBEICHUS:

a) I/I,I[GHTI/I(bI/IKaI_II/IOHHHﬁ HOMCP HaAJIOroIuiaTC/ibIMKa IMMPOU3BOJUTCIIA JICKAPCTBECHHBIX CPCACTB,

0) OCHOBHOM TOCYNapCTBEHHBIH pErMCTPAllMOHHBI HOMEp MPOU3BOJAUTENS JEKAapPCTBEHHBIX
CPEICTB;

B) HAMEHOBaHUE MPOU3BOAUTES JIEKAPCTBEHHBIX CPE/ICTB;

') HOMEp JIMILEH3UH;

I[) JaTa BblAadyu JUIICH3UH,

€) cTaTyc JeiCTBUS JIMLIEH3UH;

) JlaTa U3MEHEHUs CTaTyca IeUCTBUS JIUIICH3UH,

3) ajJpec MecCTa OCYIIECTBJICHHUS JAEATEIbHOCTH COTJIACHO JHUIEH3MM (TJ00aNbHBI YHUKAIbHBIN
UICHTUPUKATOP apecHOro 00bekTa B (henepanbHOM MHOOPMALIMOHHON apecHO cucTeMe M ONucaHHue
aIpeCHOTO 00BEKTA);

1) nepedeHb padoT U yCIIyT, IPEeIyCMOTPEHHBIX JUIEH3UEH;

K) TMiepeyueHb JICKapCTBEHHBIX (hOPM, MPeyCMOTPEHHBIX JIULIEH3HUEH;

J1) TOTIOJTHUTEIBHOE ONKcaHue 1o paboTam (yciayram).

2. VI3 equHOrO peecTpa JULEH3UMN, B TOM YHCIIE JTULEH3UH, BbIIaHHBIX OpraHaMH I'OCy1apCTBEHHON
Bractu cyobekToB Poccmiickoit denepaniud B COOTBETCTBUHM C TEPEAAHHBIM IMOJTHOMOYHEM TIO
JIMIIEH3UPOBAHUIO OTIEIBHBIX BHUJIOB JEATEIBHOCTH B cdepe OXpaHbl 30pOBBS, UL LEJel nepenadu
uHbOpMAllUM O JIMIEH3UAX CYOBEKTOB OOpalleHMs JIEKAPCTBEHHBIX CPEACTB,  SABISIOLIMXCS
OpraHu3alysAMH, IPU3HABAEMBIMH  HAJIOTOBBIM  pe3uiaeHToM  Poccuiickon — @enepanuu, wWiH
WHIVBUAYAIbHBIMU MPEANPUHUMATEISIMA, B CHCTEMY MOHHMTOPHMHIA IPEICTaBISIOTCS CIEIYIOLINE



CBCIACHU:

a) MACHTH(HUKAIMOHHBI HOMEp HAaJOromjarelbliika CyObeKTa OOpalleHusi JEeKapCTBEHHBIX
CPEICTB;

0) HOMeEp JIMIICH3UH;
B) JlaTa Hayvaja JCHCTBUS JINIICH3UH,

T) agpec MecTa OCYIICCTBICHHS JACSATeIbHOCTH COTJIACHO JIMIEH3UH (TI00aTbHBIA yYHHKAIBHBIN
UICHTUPHUKATOP aJIpecHOro o0beKkTa B deaepanbHON HHPOPMAITMOHHOM aIpeCHOM CHCTEME U OIKCaHUE);

1) CTaTyC NEHCTBUS JIMLEH3UHU (MACHTU(DUKATODP U ONMCAHHE);
€) JlaTa U3MEHEHUs CTaTyca AeUCTBUS JTULCH3HH;
) IEpeYeHb PadOT U yCIYT, MPEeyCMOTPEHHBIX JIMLIEH3UEH (MICHTU(PUKATOPHI U OTIMCAHHE).

3. U3 equHOM rocyaapcTBEHHOM HHPOPMAIIMOHHON CHCTEMBI B cepe 31paBOOXpaHeHus ISl 1esen
OTHCaHUs JIEKAPCTBEHHBIX MPENapaToB B CUCTEMY MOHUTOPHUHTA MPEACTABISAIOTCS CIEAYIOIINE CBEICHUS:

a) YHI/IKaJ'IBHHﬁ I/II[eHTI/I(i)I/IKaTOp 3alMMCu B €AWMHOM CTPYKTYPHPOBAHHOM CIPABOYHUKC-KATAJIOIC
JICKApPCTBCHHBIX IIPCIIapaTOB;

0) HOMep PETUCTPALIMOHHOTO yIOCTOBEPEHH S IEKAPCTBEHHOT'O MIpernapara;
B) JlaTa roCy/IapCTBEHHON PETUCTpaIliy JIEKapCTBEHHOTO MIpenapara;
T) CTaTyC ACMCTBHS PErHCTPAIIMIOHHOTO YOCTOBEPEHHUS JIEKAPCTBEHHOTO Mpernapara;

1) MEXIYHapOJHOE HENaTeHTOBAHHOE, WM TPYNIHPOBOYHOE, WM XMMHUYECKOE HAaWMEHOBaHME
JIEKApCTBEHHOTIO IIperapara;

€) HauMEHOBaHME Jep>KaTeNs WIM BIIaJeNblla PErUCTPALIMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOIO
npernapara;

K) CTpaHa pPETHCTpallMM JepXKaTeysi WJIA BIaJeiblla PETUCTPAMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOTO Mpernapara;

3) KOA HaJIOTOoIUIaTCIbIIUKa JACPKATCIIA MWW BJaACIbla PErUCTPAIWMOHHOIO YAOCTOBCPCHUSA
JICKApCTBCHHOTO IIpeIiapaTta B CTPAHC PECTUCTPALINH,

M) TpU3HAK HaJM4us JIEKapCTBEHHOTO TIpernapara B IepeuHe >KU3HEHHO HEOOXOIUMBIX U
BAKHEUIIINX JICKAPCTBEHHBIX IIPENapaToB;

K) TOProBO€ HaMEHOBaHUE JIEKAPCTBEHHOI'O MIperapara;
) IepBUYHAS YIIAKOBKA JICKAPCTBEHHOTO Mpernapara;
M) KOJIMYECTBO JIEKAPCTBEHHOM (POPMBI B IEPBUUHON YIIAKOBKE;

H) BTOpUYHAas (MMOTpeOUTENbCKas) YIIaKOBKA JICKAPCTBEHHOT'O Mpenapara (Ipu HaJIudum );



0) KOJMYECTBO TICPBUYHOM  YMAKOBKM  JIGKAPCTBEHHOTO  Ipermapara BO  BTOPHUYHOMU
(mOTpeOUTENHCKOI) YIIaKOBKE JIEKAPCTBEHHOTO Mpenapara (pu HAIMYHH );

1) JIeKapcTBeHHas (hopma;
P) KOJMYECTBO €IMHUIl U3MEPEHHUSI TO3UPOBKH JIEKAPCTBEHHOTO TIPerapara;

C) HaUMEHOBaHME CyObEKTa OOpalleHMs JEKapCTBEHHBIX CPEACTB, OCYIIECTBISAIOLIET0 (hacOBKY
(YnaxkoBKy) JIEKapCTBEHHBIX IPENApaToOB BO BTOPUYHYIO (MOTPEOUTEIBCKYIO) YIAKOBKY JIEKAPCTBEHHOTO
npemnapara (B cilydae ee OTCyTCTBUS - IEPBUYHYIO YIIAKOBKY JICKApCTBEHHOI'O Mpernapara);

T) KOJ HAaJOTOIUIATENIbIINKA CyOBbeKTa OOpalIeHrsl JIEKApPCTBEHHBIX CPENCTB, OCYIIECTBISIONIETO
(dacoBKy (ymakoBKYy) JIEKapCTBEHHBIX IIPENapaToB BO BTOPHUHYIO (MOTPEOUTENBCKYIO) YIAKOBKY
JICKapCTBCHHOTO TMpemnapara (B clydae €e¢ OTCYTCTBHS - IEPBHUYHYIO YIIAKOBKY JIEKapCTBEHHOTO
npernapara), B CTpaHe PeruCTpallyi;

y) CTpaHa pEerucTpauuu CcyObeKTa OOpalleHHsl JIEKAPCTBEHHBIX CPEACTB, OCYIIECTBISIOLIETO
(dacoBKy (ymakoBKy) JEKapCTBEHHBIX IIperapaTtoB BO BTOPUYHYIO (MOTPEOUTENBCKYIO) YIIAKOBKY
JIEKapCTBCHHOTO TMpemnapara (B clydae €€ OTCYTCTBHS - NEPBHYHYIO YIIAKOBKY JICKapPCTBEHHOTO
npenapara);

) agpec Mecta OCYIIECTBICHUS NEATEIHHOCTH CyOBEKTa OOpaileHusi JIEKAPCTBEHHBIX CPENICTB,
ocymiecTBisoniero  (acoBky  (YyMakoBKY)  JIEKQpCTBEHHBIX  IpenapaToB  BO  BTOPUYHYIO
(MOTpeOUTENbCKYI0) YMAKOBKY JIEKApCTBEHHOrO IpernapaTa (B cilyyae €€ OTCYTCTBHSI - MEPBUYHYIO
YIaKOBKY JIEKapCTBEHHOI'O TIpernapara), yKa3aHHbId B JIMIIEH3MH HAa HPOM3BOJCTBO JIEKAPCTBEHHBIX
CPEICTB MPU HAIWYUM TAKOH JMUEH3UHU (T100alIbHbII YHUKAIbHBIA UACHTU(UKATOP aJpECHOTO 0OBEKTa
B (eepaibHON MHPOPMALIMOHHOM aApECHON cUCTEME U OIMCAHUE);

X) HauMEHOBaHHE CyObeKTa oOpallleHusl JIEKAPCTBEHHBIX CPENICTB, OCYIIECTBIISIIOIIETO CTaJUIO
BBIITYCKAIOIIIET0 KOHTPOJISI Ka4eCTBa;

1) KOJ HAaJIOroIUIaTeNbIMKa CyObeKTa OOpalleHHs] JEKapCTBEHHBIX CPEACTB, OCYILIECTBIISIIOIIETO
CTaJMIO BBITYCKAIOIIETO KOHTPOJIS KAYECTBA B CTPAHE PETUCTPALUY;

Y) cTpaHa perucrpauuu cyObekTa oOpallleHusi JEKapCTBEHHBIX CPEACTB, OCYIIECTBIISIOIIETO
CTaJUIO0 BBITYCKAIOIIETO KOHTPOJIS Ka4eCTBa,;

II) aJpec MecTa OCYIIECTBICHHS NESATEIbHOCTH CyOBEKTa OOpalleHus JEKapCTBEHHBIX CPENCTB,
OCYIIECTBISIONIET0 MPOM3BOJICTBEHHYIO CTaJMIO BBITYCKAIOIIErO KOHTPOJIA KauyecTBa, yKa3aHHBIA B
JJUOCH3WHU Ha IMPOU3BOACTBO JICKAPCTBCHHBLIX CPCIACTB IIPH HAJINYUU TaKoOH JIUICH3UHN (FJ'IO63J'II:HBII>1
YHUKaJIbHBIN WACHTU(PUKATOP aJIpecHOro 00bekTa B (epepatbHON MH()OPMAIIMOHHON aJpecHOl cucTeMe
U OTIHCaHue);

I1) 1aTa pEerucTpaIiy MPeaeIbHON 1IEHbI Ha JIEKapCTBEHHBIN Mpernapar;
bl) IpeIeNIbHAsl 3apErUCTPUPOBAHHAs [IeHa B pyOJIsX.

4. 13 EauHOro rocyAaapcTBEHHOIO peecTpa HOpUAMYECKUX JUL U EAMHOro rocyaapcTBEHHOTO
peecTpa  MHAMBHIYAJIBHBIX  IMPEANPHHHUMATENECH  COOTBETCTBEHHO B  LEIAX  MOATBEPKICHUS
JOCTOBEPHOCTH CBEJCHUH O TOCYAAPCTBEHHOM PETrMCTpaIlM CyOBEKTOB OOpallleHUs JIEKapCTBEHHBIX
CPEICTB, SBIAIOIIUXCA OpraHM3alUsAMHM, IPHU3HABACMBIMHU HAJIOTOBBIM pE3UACHTOM Poccuiickon
denepanny, WiIM UHIUBUAYAIbHBIMU MPEANPUHUMATEIAMHY, B CUCTEMY MOHUTOPHUHIA IIPEACTABIIAIOTCS



CICOYIOIIUE CBCACHMA

a) MACHTH(HUKAIMOHHBI HOMEp HAaJOromjarelbliika CyObeKTa OOpalleHusi JEeKapCTBEHHBIX
CPEICTB;

0) KOJ HaJIOrOBOT'O OpraHa;

B) KOJI CTaTyca IOPHIMYECKOro JIMIA WM WHANBULyaTbHOTO MIPEATPUHUMATEIIS;

') HANMEHOBAaHKE CyObeKTa OOpaIeHus JIEKAPCTBEHHBIX CPEJICTB;

1) CTaTyC 3al1CH O PETHCTPAIMH I0PUANYECKOTO JINIA WM HHIUBUAYAIBHOTO MTPEIIPHHAMATEIIS;

€) CBeIeHUS O pPYKOBOIUTENE CyOBbeKTa OOpamieHus JIEKapCTBEHHBIX CpPEACTB MM 00
WHIUBUAYATHHOM IPEIIPUHUMATEINE.

5. VI3 rocy1apCTBEHHOTO peecTpa aKKpeIUTOBAHHBIX (DUIMATIOB, MPEICTABUTEIBCTB HHOCTPAHHBIX
IOpUAMYECKUX JIUI B LEISIX TOATBEPXKICHUS  JTOCTOBEPHOCTH CBEIEHUI O  perucrpanuu
NpeACTAaBUTCILCTB HHOCTPAHHBIX OpFaHI/I3aLII/II71, ABJMIIOINUXCA  ACPKATCIIAMU  WJIM - BJIaJCJIbLIAMU
PETUCTPALIMOHHOTO  YIOCTOBEpEHHUsl JIEKQpCTBEHHOTO Tpemnapara, Ha Tteppuropun Poccuiickoii
denepanuy B CHCTEMY MOHUTOPHUHTA MTPEACTABIISIIOTCS CIACAYIOIINE CBEICHHUS:

a) NIeHTU(UKAIIMOHHBIA HOMEpP HAJIOTOIUIATEIbIIIKA TPEACTaBUTEIBCTBA;
0) KOJl HAJIOTOBOT'O OpraHa y4eTa Mpe/ICTaBUTEeNbCTBA;

B) HAMMEHOBAHUE MPEJICTABUTENIbCTBA;

T') HOMEp 3aMKiCH 00 aKKpeIUTAINH;

1) CBe/IeHUs] 00 MHOCTPAHHOM OpraHu3aIuiy;

€) KOJI COCTOSIHUS aKKpEAUTALINN;

) CBE/ICHUS O PYKOBOJUTENE MTPEICTABUTENIBCTRA.

6. U3 noxacucrembl "MOHHUTOPHHI KadecTBa JIEKAPCTBEHHBIX CPEACTB" aBTOMAaTHU3WPOBAHHOM
uHpopMalMOHHON cucteMbl DenepanbHON CIy)Obl MO Haa30py B cdepe 3apaBOOXpaHEHUS B LENIAX
obecrieyeHnss 0€30MaCHOCTH B CHUCTEMY MOHHMTOPUHIA IIPEJCTABISAIOTCS CIEAYIOLINE CBEICHHUS O
BPEMEHHOM BBIBOJIE (00 OTMEHE BPEMEHHOTO BBIBOZA) M3 OOpallleHHs JEKapCTBEHHBIX NpenapaToB I10
MHUIMATHBE YIOJIHOMOYEHHOTO (heiepaibHOro OpraHa UCIOJHUTENbHOMN BIACTH:

a) Jata, ¢ KOTOpOHl HEoOXOAMMO O0eCredruTh BPEMEHHBINH BBIBOJI (OTMEHY BPEMEHHOTO BBHIBOJA)
JIEKapCTBEHHOTO MperapaTa u3 o0parieHus;

0) HOMEp PErUCTPAIIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO TIpernapara;
B) JlaTa TOCYJapPCTBEHHON PETUCTPAIlK JICKApPCTBEHHOTO Mperapara;

I') OCHOBaHHE BPEMEHHOTO BBIBO/IA (OTMEHBI BPEMEHHOT'O BBIBOJIA) U3 OOpaIlleHus JIEKAPCTBEHHOTO
Ipernapara;

1) PEKBH3UTHI JOKYMEHTa O BPEMEHHOM BBIBOJIE (00 OTMEHE BPEMEHHOTO BBIBOJA) M3 OOpAICHHUS



JIEKapCTBEHHOI'O IIperapara;
€) rI100aNbHbIM UACHTU(PUKAIIMOHHBII HOMEp TOPrOBOM €MHMUIIBI;
) HOMEp ITPOU3BOICTBEHHON CEepuH;

3) HIEHTHU(UKALMOHHBIM HOMEpP HAaJOroIUIaTeNbIIMKa CyObeKTa OOpalleHus JIeKapCTBEHHBIX
CpeAcTB (€ciu OCYLIECTBISAETCS M3bATHUE TOJIBKO Yy OJHOIO CyOBeKTa OOpallleHUs JIEKapCTBEHHBIX
CPEICTB, a HE U3BATUE BCEU cepuH (ITapTUH).

7. I3 EnuHo#i aBTOMaTU3UPOBAHHOW MH(GOPMAIIMOHHONW CHCTEMbl TAMOXKEHHBIX OPraHOB C IEJIbIO
MPEAYNPERKACHUS U MPECCUCHUS MPECTYIUICHUH U aIMUHUCTPATUBHBIX MMPABOHAPYIICHUN, OTHECEHHBIX K
KOMIIETEHIIMM TaMOXXEHHbIX opraHoB Poccuiickoit ®egepanuu, B CHCTEeMy MOHUTOpPUHTA
MIPEACTABIISIIOTCA CIEAYIONIME CBEACHUS O JIGKAPCTBEHHBIX IIpernaparax, BBe3eHHbIX B Poccuiickyto
Qenepalliio ¥ TMOMEMIEHHBIX TOJ] ONpPEIEICHHbIE TaMOXXEHHBIE MPOLEAYPhl, COJep)Kaluecs B
TaMOXXEHHOU JICKJIapalii Ha TOBAPHI:

a) KOJ TAMOXXEHHOT'0 OpraHa;

0) naTta perucTpanuy TaMOKEHHOM JIeKIapalluy Ha JIEKapCTBEHHBIN IIpernapar;

B) PErUCTPALIMOHHBIA HOMEP TAMOXKEHHOM! JeKJIapalluy Ha JIEKapCTBEHHBIN Ipernapar;
T') CepUiHbIN TT100aNbHBIN UAEHTU(UKALIMOHHBIA HOMEP TOPTOBOM €TUHULIBL;

1) TAMOXXCHHAsi CTOUMOCTb, CTATHCTHYECKAsi CTOMMOCTh M (haKTypHasi CTOMMOCTb JICKApPCTBEHHOTO
npernapara;

e) KO CTPAHBI ITPOUCXOKACHHUS JICKAPCTBCHHOI'O IIpCIIapara,

) WAEHTU(UKAIMOHHBIH HOMEp HaJOroIlaTeNblIuKa CyObeKTa OOpalleHHs JIEKApCTBEHHBIX
CPEICTB, OCYILIECTBIISIFOLIETO BBO3 U IEKJIapUPOBaHKE JIEKAPCTBEHHOTO IIPENapara;

3) KOJ 3asBJICHHOM TaMOXXEHHOM MpOIEeAypbl B COOTBETCTBUM C KJIacCHU(PUKATOPOM BHIOB
TaMOXXEHHBIX MIPOLIEAYD;

1) JJaHHBIE O BBITYCKE /Il BHYTPEHHET0 NOTPeOIeHHs IEKapCTBEHHOTO Mpernapara.

8. CucremMa MOHUTOpUHIAa B MLEMAX HPEAYNPEXKACHUS U IPECEUEHUs MPECTYIUICHUH U
aMUHUCTPATUBHBIX MPABOHAPYIIECHNM, OTHECEHHBIX K KOMIIETEHIINN TAMOXXEHHBIX OpraHoB Poccuiickoi
denepaiy, OCYILECTBIAET mepenady B EMuHYI0 aBTOMaTH3UPOBaHHYI HH()OPMAIIMOHHYIO CHUCTEMY
TaMOXXEHHBIX OPraHOB IO 3aIPOCy CIEAYIOIIUE CBEACHUS O JEKAPCTBEHHBIX MpENapaTax, BBE3CHHBIX HA
teppuroputo Poccuiickoit denepanuu:

a) HUICHTHU(QUKAIMOHHBII HOMEp HaJOTroIUIaTeNblluKa CyObeKTa OOpalleHHs] JIeKapCTBEHHBIX
CPEICTB, OCyILIECTBIsoUIEro BBO3 B Poccuiickyro denepannio U JEKIapupOBaHHUE JIEKAPCTBEHHBIX
[IPEnaparos;

0) KOJ1 CTpaHbl MPOUCXOXKICHUS JIEKAPCTBEHHOT'O Mpernapara;

B) TJIOOQIBHBIN UEHTU(DUKAITMOHHBIA HOMEP TOPTOBOW €IUHUIIBI;



I') CepUHHBIN TIOOATBHBIN HACHTH(UKAIMOHHBIA HOMEpP TOPTOBOW €IWHHUIIBI M TPYIIOBOW KOJI
IPYNIIOBON YIIAaKOBKHU, B KOTOPOH HAXOJUTCS BBEJCHHBII B 000POT JIEKapCTBEHHBIN Mpenapar;

,I[) CTaTyC JICKapCTBCHHOI'O IIpfIiapara B CUCTEME MOHUTOPUHTIA,

€) IepedyeHb CEepPUUHBIX TJIOOANBHBIX HICHTU()UKAIMOHHBIX HOMEPOB TOPrOBOM €IMHHULIBL,
COJIEPIKaIMXCS B TPYNIIOBOM YIIAaKOBKE.

[Tpunoxenue N 2

k [lonoxxeHnro o cucteMe MOHUTOPUHTA
JIBUKEHHS JIEKAPCTBEHHBIX MPENapaToB
JUTST MEAUITUHCKOTO MPUMEHEHUS

NEPEYEHDb
CBEOEHWW, NPEACTABNAEMbIX MPU ONMUCAHWUU NEKAPCTBEHHbIX
NPENAPATOB OJNA MEAULUUHCKOIO NPUMEHEHUA CYBBEKTAMU
OBPALLEHNA NEKAPCTBEHHbIX CPEACTB B UH®OPMALIMOHHbIW
PECYPC, OBECIMEYMBAIOLLMA YYET U XPAHEHUE OOCTOBEPHbIX
OAHHbIX O TOBAPAX MO COOTBETCTBYIOLLEN
TOBAPHOW HOMEHKITIATYPE

1. ToproBoe HauMeHOBaHKE JIEKAPCTBEHHOTO Mpenapara il MEJIUIMHCKOTO pUMEHEeHHs (faee -
JIeKapCTBEHHBIH Mpemnapar).

2. bpenn (ToproBast Mmapka).
3. Homep peructTpaiimoHHOTO yI0CTOBEPEHHSI IEKAPCTBEHHOTO TIpernapara.
4. lata TOCy1apCTBEHHOM PETUCTPAIINH JIEKAPCTBEHHOTO Tperapara.

5. HanmeHOBaHMe JepKaTelis MM BIaJesblla PErUCTPAMOHHOTO yIOCTOBEPEHHS JIEKapCTBEHHOTO
nperapara.

6. Anpec peparens WM BIaJelblla PETUCTPALMOHHOTO YJOCTOBEPEHHUSI JIEKAPCTBEHHOTO
nperapara.

7. MexnyHapoJHOE HETTaTeHTOBAaHHOE HAMMEHOBaHUE JICKApCTBEHHOTO Tpernapara.
8. JlekapcTBeHHas popma.
9. KonnuecTBO eAMHUI] U3MEPEHUS JO3UPOBKH JIEKAPCTBEHHOTO Mpernapara.

10. Tun BTOpHYHON (TIOTPEOUTENHCKOM) YIIAKOBKM JICKAPCTBEHHOTO IMpemapara (B ciydae ee
OTCYTCTBHUS - IEPBUYHOMN yIIAaKOBKH JIEKAPCTBEHHOT'O Mpernapara).

11. Matepuan BTOpHYHOH (TTOTPEOUTENHCKOM) YIIAKOBKH JICKAPCTBEHHOTO Tpermapara (B ciiydae ee
OTCYTCTBHUS - IEPBUYHOMN yIIAaKOBKH JIEKAPCTBEHHOT'O Mpernapara).



12. KonmuvecTBo (Mepa) JEKapCTBEHHOTO TIpernapata BO BTOPHYHOU (MOTPEOUTEIHCKOW) yITaKOBKE
JIEKapCTBEHHOTO TMpemnapara (B cioydae €€ OTCYTCTBUS - B TIEPBHYHOM YIAKOBKE JEKAPCTBEHHOTO
npenapara).

13. Hanmuume BHYyTpH BTOpPUYHON (MOTPEOUTENIHCKOM) YMAaKOBKM JIEKAPCTBEHHOTO IIperapara
HEMAapKUPOBAaHHOW IEPBUYHONW YIAKOBKM JICKAPCTBEHHOIO Ipernapara (IIpU HaJU4YUU BTOPUYHOMN
(moTpeOuTENbCKON) YIIaKOBKH JIEKAPCTBEHHOTO IIperapara).

14. Onucanue BIOXEHHOH BO BTOPUYHYIO (IOTPEOUTENTBCKYIO) YIAKOBKY JIEKaPCTBEHHOIO
IpernapaTa HEeMapKUpPOBAHHOM NEPBUYHON YIIAKOBKH JIEKAPCTBEHHOTO Ipenapara.

15. HaumeHnoBanue ¢acoBiivka (yrnakoBIIKMKa) (3allOJHSAETCS B Cllyyae OCYIIECTBJIEHUS (PacOBKU
(ynmakoBku) Ha Tepputopun Poccuiickoit @denepanun).

16. Anpec dacoBumka (ymnakoBIIMKa) BO BTOPUYHYIO (TOTPEOUTENBCKYIO)  YIAaKOBKY
JICKapCTBCHHOTO TMpemnapara (B clydae €€ OTCYTCTBHS - NEPBHYHYIO YIIAKOBKY JIEKapCTBEHHOTO
npernapara) (3armoyiHseTCsl B ciydae ocyllecTBiIeHHs (acoBKH (YIAaKOBKH) Ha TeppuTOopuu Poccuiickoit
Odenepanun).

[Ipunoxenne N 3

K [TonoxeHnuro o cucteMe MOHUTOPHHTA
JABMIKCHUA JICKAPCTBCHHBIX IIPEIIapaToOB
JUI. METUIIUHCKOT'O TIPUMEHEHUS

CBEOEHUA,

NMPEAOCTABINAEMbBIE CYBbEKTAMU OBPALLEHUA NEKAPCTBEHHbIX
CPEACTB B CUCTEMY MOHUTOPUHIA ABUWXEHUA NNIEKAPCTBEHHbIX
NPEMAPATOB AJ1A MEANLUMHCKOIO NPUMEHEHUA MNMPU BBOAE B OBOPOT
NEKAPCTBEHHbIX NMPEMNAPATOB AnA MEAUUUHCKOIO NPUMMEHEHUA

Crnrcok 3MEHSIOMUX JOKYMEHTOB
(B pexn. [TocranoBnenus IIpasurenscrea PO ot 30.08.2019 N 1118)

|. CBeaeHus o nekapcTBeHHbIX NpenapaTax Ans MeauLMHCKOro
NnpUMeHeHus, NpousBeAeHHbIX Ha TeppuTopun Poccumckon
depepauum, npeacraBnsemMblie cybbekramm obpalleHus
NeKapCTBEHHbIX CPeACTB B CUCTEMY MOHUTOPUHIa ABUXEHUSA
NneKapcTBEHHbIX NpenapaToB AN MeAULUHCKOro NPUMEeHeHuUA

1. CyOnexThl 0OpalieHns JeKapCTBEHHBIX CPEACTB MPHU 3aBEPIICHUH CTaAUHN (acoBKHU (YNaKOBKH)
JIEKapCTBEHHBIX IPENapaToB Uil MEAMIIMHCKOTO MPUMEHEHUs (Aanee - JEKapCTBEHHbIE IIPEnapaTsl) BO
BTOPUYHYIO (MTOTPEOUTETHCKYI0) YMAKOBKY JICKapCTBEHHOTO Tpemapara (B ciydae €€ OTCYTCTBHUS -
NIEPBUYHYIO YIAKOBKY JIEKapCTBEHHOI'O IIpenapara) MPEACTaBIsAI0T B CUCTEMY MOHUTOPHHIA JBUKECHMUS
JIEKapCTBEHHBIX IpenapaToB (Jlajnee - CUCTeMa MOHUTOPUHIA) CIEeIyIOIy0 HH(OPMAIUIO B OTHOLICHUN
Ka)KJI0M TOProBOM €IMHULIBI JIEKAPCTBEHHOIO IIperapara:



a) JlaTa COBEpILIEHUS OTepaliy;

0) uaeHTU(UKAIMOHHBIA HOMEp HAJIOTOIUIATENbIINKAa CyOBeKTa OOpaIIeHUsI JICKAapCTBEHHBIX
CPEICTB, OCYIIECTBISIOMEro (hacoBKy (YHAakOBKY) JICKQpCTBEHHBIX IIPEMapaToB BO BTOPUYHYIO
(mOTpeOUTENbCKYI0) YIAKOBKY JIEKAPCTBEHHOrO IIpernapaTta (B cilydyae €€ OTCYTCTBUSl - NEPBUUYHYIO
YIIaKOBKY JIEKapCTBEHHOTO Iperapara);

B) aJpec MecTa OCYUIECTBIICHHUS AEATEIbHOCTH, Iie Obula 3aBepiieHa cTaaus (pacoBKU (YHaKOBKH)
JIEKapCTBEHHBIX MPENapaToB BO BTOPUYHYIO (MOTPEOUTENBCKYI0) YIAKOBKY JEKapCTBEHHOTO IMperapaTa
(B cimyuyae ee OTCYTCTBHUSA - IEPBUYHYIO YIIAKOBKY JIEKAPCTBEHHOTO IIpernapara);

F) THII IPOU3BOACTBCHHOI'O 3aKa3a (KOHTpaKTHoe HJIM COOCTBEHHOE HpOPI?»BOI[CTBO);

) UACHTHU()HUKAIIMOHHBI HOMEp HAaJOroIUIaTeNIbIINKa CYObEeKTa OOpameHusi JIeKapCTBCHHBIX
CPE/CTB, SBJISIONIETOCS 3aKa34MKOM KOHTPAKTHOTO (MOAPSAHOTO) TMPOU3BOACTBa (B Cilydae
npencraBicHus WHGOpMAaUKU CyOBEKTOM OOpaIIeHUs JICKApPCTBEHHBIX CPEICTB, OCYIICCTBIISIFOIINM
KOHTPaKTHOE (TIOJIPSTHOE) MMPOU3BOJICTBO);

€) rI100aNbHBIA NACHTU(DUKAIIMOHHBI HOMEp TOPrOBOM €JMHHIIBI JICKAPCTBEHHOTO MPETapara;
’K) HOMEP MPOU3BOJICTBEHHOM CepHH JIEKaPCTBEHHOT'O IIperapara;
3) JlaTa UCTEUYEHHUs CPOKa FOJTHOCTH JIEKaPCTBEHHOT'O Mpernapara;

M) CepUHHBIH TI00ANBHBIA WAEHTH(QHUKAIIMOHHBI HOMEpP TOProBOH €IUHMIBI, MPHUCBOCHHBIN
BTOPUYHOU (IMOTPEOUTENHCKOM) YIIaKOBKE JIEKAPCTBEHHOTO TIpemapara (B cCiiydae €€ OTCYTCTBHUS -
MIEPBUYHOM YIIAKOBKE JICKAPCTBEHHOT'O Mpenapara).

2. CyObexThl oOpallleHus JIEKapCTBEHHBIX CPEACTB IPH 3aBEPILIEHUU CTAJUU BBIMYCKAIOIIETO
KOHTPOJISl KauyecTBa MpPEJCTABISAIOT B CUCTEMY MOHHUTOPHMHIA CIEAYIOUIYI0 HMH(GOPMALHI0 O BBIITYCKE
TOTOBOM MPOAYKLUMU B OTHOLIEHUH KaXKJOW TOProBOW €JUHUIIBI JIEKApCTBEHHOIO IIpenaparta,
MPOU3BEICHHON Ha Tepputopun Poccuiickoii denepanuu:

a) 1aTa COBEPIICHHS OTepallnu;

0) wAeHTU(UKANMOHHBIA HOMEp HAJOTOIUIATeNbIINKA CyOBheKTa OOpalleHHs] JIeKapCTBEHHBIX
CPEJIICTB, OCYIIECTBIISIONIETO PETUCTPAIIMIO CBEICHHH O BBIITYCKE TOTOBOW MPOTYKIIHH,

B) aJpec MecTa OCYUIECTBJICHUS ACATEIbHOCTH CyObEKTa OOpallleHUs JIEKapCTBEHHBIX CPEICTB,
OCYILIECTBJISIOIIETO PErUCTPALMIO CBEICHUH O BBIITYCKE TOTOBOW MPOAYKIIVH;

T') BUJ IOKyMEHTA O MOJATBEPKICHUU COOTBETCTBUS - CEPTU(PHUKAT COOTBETCTBHS WU JISKIapaIus O
COOTBETCTBUH;

I[) PCKBU3UTEI JOKYMCHTA O IOATBCPIKIACHUU COOTBCTCTBUA (;[aTa n HOMCp);

€) CepuiHBIN TIO0ANBHBI UACHTH(UKAITMOHHBI HOMEpP TOPTOBOW €IMHMIIBI WJIM TPYNIOBOM KO
YIaKOBKH, B KOTOPOH HAaXOAWTCS BBIMYIIEHHBIA B 000POT JIEKapCTBEHHBIN Mpemnapar (B ciy4yae BhIIyCKa
IPYNIOBOM YITaKOBKH LIETUKOM).

Il. CBegeHusn, npeacraBnsieMblie cyobekTamm obpaiweHus
NneKapCTBEHHbIX CPeAcTB B CUCTEMY MOHUTOPMUHTA,



O NeKapCTBEeHHbIX npenapaTax, Npou3BeAeHHbIX
3a npegenamu Tepputopumn Poccunckon ®epepauum

3. CyObexTsl OOpalieHus JIGKapCTBEHHBIX CPEJICTB MPU 3aBEPLICHUM MPOM3BOJICTBEHHON CTaJnuu
(acoBkH (YIaKOBKH) JIEKAPCTBEHHBIX IPENapaToB MPEICTABIAIOT B CUCTEMY MOHUTOPUHIA B OTHOLIEHUH
Ka)KJJOW TOProBOM €IMHUIbI JIEKAPCTBEHHOIO Nperapara, MPOU3BEICHHON 3a IpelelaMu TEPPUTOPUU
Poccutiickoit deneparuu, cienyronryo nHGoOpMaIuio:

(B pen. [locranosnenus IlpasurensctBa PO ot 30.08.2019 N 1118)

a) JlaTa COBEpILIEHUS OTepaliy;

0) KoJ HaJjoromjaTeNblUIMKa JepKaTesis WM BIAJAENbla PErUCTPALMOHHOTO YJOCTOBEPEHUS
JIEKapCTBEHHOTO  MpermapaTa B CTpaHe  perucrpauuu  Jubo  HUACHTHU(PHUKAUMOHHBI  HOMEp
HAJIOTOTIATEIbINNKA (U1 CyOBeKTa 0OpalieHns JIEKapCTBEHHBIX CPEACTB, SBISIOUIETOCS OpraHU3alHeH,
MIPU3HABAEMOM  HAJOroBeIM  pe3uaeHToM  Poccuiickoii ~ ®enepanuu, W WHAUBUIYAIbHBIM
MpeAnpUHUMATENIeM, WM Uil TPEICTaBUTENIbCTBA CYyObEKTa OOpalleHHs JICKapCTBEHHBIX CPEJICTB Ha
tepputopuu Poccutickoii @enepannn);

B) KOJ CTpaHbl PETUCTPALUU JepKaTeias WM Biajaeiblia PErUCTPALMOHHOIO YIOCTOBEPEHUS
JIEKapCTBEHHOI0 TpenapaTta (A cyObekTa oOpaleHHs JeKapCTBEHHBIX CpPEICTB, SBISIOIIErOCs
MHOCTPAHHOW OpraHM3aluel, He IPU3HABAEMOW HAJIIOTOBBIM pe3ujieHToM Poccuiickon denepanuu u He
UMeEIoILEeH NpeICTaBUTENbCTB Ha TeppuTopuu Poccuiickoit @enepanun);

I) KOJ HaJIoToIulaTesblliKa CyObeKTa OOpalleHHs JIEKApCTBEHHBIX CPEJACTB, OCYLIECTBIISIOIIETO
(acoBky (yNMakoBKY) JIEKapCTBEHHBIX IpENapaToB BO BTOPUYHYIO (ITOTPEOUTENBCKYIO) YIAKOBKY
JIEKapCTBEHHOI'0 Ipenapara (B cilydyae €€ OTCYTCTBUS - NEPBHUYHYI YIAKOBKY JEKapCTBEHHOIO
npernapara), B CTpaHe perucTpanuu;

1) KOJI CTpaHbl PETHCTPAIlMH CyOBEKTa OOpamieHusl JeKapCTBEHHBIX CPEICTB, OCYIIECTBIISIONIIETO
(acoBky (yNMakoBKY) JIEKapCTBEHHBIX IpeNapaToB BO BTOPUYHYIO (ITOTPEOUTENBCKYIO) YIAKOBKY
JIEKapCTBEHHOTO Tperapara (B cilydyae €€ OTCYTCTBHSI - TIEPBHYHYIO YIaKOBKY JIEKAPCTBEHHOTO
npernapara);

€) HauMEHOBaHWE CyObEeKTa OOpalleHUs JEKAPCTBEHHBIX CPEJNICTB, OCYIIECTBISIONIETO (HACOBKY
(YmakoBKy) JIEKapCTBEHHBIX MPENapaToOB BO BTOPUYHYIO (IOTPEOUTEIHCKYIO) YIAKOBKY JIEKAPCTBEHHOTO
npermaparta (B ciIydae ee OTCYTCTBUS - IEPBUYHYIO YITAKOBKY JIEKAPCTBEHHOTO IIperapara);

)K) KOA HaJIOroIjaaTcCiIbIIuKa CY6’LCKTa O6paH_ICHI/I$I JICKAPCTBCHHBIX CPCACTB, OCYIICCTBJIAIOUICTO
IMPOU3BOJACTBCHHYIO CTAAWIO BBIITYCKAOIICTO KOHTPOJIA KAa4€CTBA, B CTPAHC PETUCTPALIUHU,

3) KOJ CTpaHbl PETUCTPALUU CyOBEKTa OOpaIEeHUs JIGKAPCTBEHHBIX CPEJCTB, OCYIIECTBISIONIETO
MPOU3BOACTBEHHYIO CTAJIMIO BHITYCKAIOIIETO KOHTPOJISI KA4eCTBa;

I/I) HaMMCHOBAHHUC CY6’bCKTa O6paH_ICHI/I$I JICKApCTBCHHBIX  CPCICTB, OCYHICCTBJIAOUICTO
BI)IHyCKaI-OIIII/Iﬁ KOHTPOJIb Ka4€CTBA,

K) T7100aIbHBIA UACHTU(DUKAIIMOHHBIM HOMEP TOPTOBOM €TUHUIIBL,
J1) HOMEp IPOU3BOACTBEHHOM CEpUH JIEKAPCTBEHHOTO Mpernapara;

M) JlaTa UCTEYEHHS CPOKA T'OJAHOCTH JIEKAPCTBEHHOIO IIPENapara;



H) CEpUHHBIA TJI00aTbHBIN HWIACHTU(UKAIMOHHBIA HOMEpP TOPTrOBOM €IMHUIIBI, MPHUCBOCHHBIN
BTOPUYHOU (MMOTPEOUTENHCKOM) YIAKOBKE JIEKAPCTBEHHOIO TMpemnapara (B ciydae €€ OTCYTCTBHUS -
MIEPBUYHON YIIaKOBKE JIEKAPCTBEHHOT'O IIperapara).

lll. CBepeHus, npeacraBnsieMble cybbekramm obpalleHus
NneKapCcTBEHHbIX CpeacTB B CACTEMY MOHUTOPUHrA,
O NeKapCTBEeHHbIX Npenaparax, BBO3UMbIX
Ha TeppuTopuio Poccunckon Penepaumm

4. CyObekTsl OOpalleHusl JIEKAPCTBEHHBIX CPEICTB IPH 3aBEPIICHUH OTIPY3KH JIEKaPCTBEHHBIX
npenaparoB B Poccuiickyro ®enepanuio NOpeaCcTaBIsAIOT B CHUCTEMY MOHHMTOPUHIA CIEAYIOLLYIO
MHGOPMAIIHIO B OTHOIICHUN KaXKI0W €AMHUIIBI JIEKAPCTBEHHOTO MIperapara:

a) JlaTa COBEPILICHUS OTIepaIiy;

0) KoJ HaJoromjaTeNblUIMKa Jep’KaTess WIM BIAJeNblla PErUCTPALlMOHHOIO YJIOCTOBEPEHUS
JIEKapCTBEHHOTO  MpermapaTa B  CTpaHe  perucrpauuu  Jubo  HUACHTHU(PHUKAUMOHHBI  HOMEp
HAJIOTOTUIATEIbINNKA (U1 CyOBeKTa 00OpalieHns JIEKapCTBEHHBIX CPEACTB, SBIISIOUIETOCS OpraHU3alHeH,
MIPU3HABAEMOM  HaAJOroBeIM  pe3uaeHToM  Poccuiickoii ~ denepanuu, W HUHIMBHUAYaJIbHBIM
MpeAnpUHUMATENIeM, WM Uil TPEICTaBUTENIbCTBA CYObEKTa OOpalleHHs JICKApCTBEHHBIX CPEJICTB Ha
tepputopuu Poccutickoii @enepanun);

B) KOJ CTpPaHbl PETUCTPALUU JepKaTeis WIM BiaJeliblla PErUCTPALMOHHOIO YIOCTOBEPEHUS
JIEKapCTBEHHOTO Tpenapata (I cyObekTa oOpalleHHs JIeKapCTBEHHBIX CPEICTB, SBISIOLIETOCS
MHOCTPAHHOW OpraHM3aluel, He IPU3HABAEMONW HAJIOTOBBIM pe3nujieHToM Poccuiickon denepanuu u He
MMEIOLIEN NPEACTaBUTENLCTB Ha Tepputopun Poccuiickoit Penepanun);

I) KOJl HaJOroIJIaTeNbIINKa, SBISIIOIIEToCs MPOJABIIOM JIEKApCTBEHHBIX IpenapaToB, B CTpaHE
perucTpanuy;

1) KOJI CTpaHbl PETUCTPALIMU TPOJIaBLa JIEKAPCTBEHHBIX MPENapaToB;

€) MACHTHU(QUKAIMOHHBII HOMEp HajoromjarenblMka CcyObekTa OOpalleHusl JEeKapCTBEHHBIX
CPEIICTB, ABJIIIOLIETOCA ITOKYIIaTeIeM JIEKapCTBEHHBIX NpenapaToB B Poccuiickon denepanvy;

’K) PEKBU3HUTHI IEPBUYHOTO JTOKYMEHTA, SIBIISIFOIIETOCS OCHOBAHUEM JUISl OTTPY3KHU JIEKAPCTBEHHOTO
npenapara B Poccuiickyro @enepanmio;

3) cepuiHBINA T100ATBHBIN UACHTU(PUKAIIMOHHBIIT HOMEP TOProBOM €IMHUIBI MM TPYIIOBON KO
IpPYNIOBOM YMaKOBKH, B KOTOPOM HAaxOJUTCS 3TOT JIEKapCTBEHHBIN Mpemnapar (B cilydae OTIPY3KH
I'pPYNIOBOM YIIaKOBKH LIETUKOM).

5. CyObexTsl oOpallleHusl JIEKapCTBEHHBIX CPEACTB INPHU OCYIIECTBICHHH BBO3a U Pa3MEIIECHUs
JIEKapCTBEHHBIX IIPENAapaTOB HA TEPPUTOPUU CKJIaJla BPEMEHHOIO XPAHEHHUs WIM B 30HE TaMOYKEHHOTO
KOHTPOJISI MPEICTABIAIOT B CUCTEMY MOHUTOPUHIA CIEAYIOUIYI0 MH(POPMAIMIO0 B OTHOUICHUM Ka)KIOM
€IMHHULIBI JIEKAPCTBEHHOI'O IIpenapara:

a) J1aTa COBEPIICHHS OTICPAIIHH;

0) KOI HaJOrOoIUIATeNbIIMKA B CTpAaHE pPETUCTpAllMM WIM HICHTU()UKALMOHHBIA HOMEp
HaAJIOTOIUIaTeIbIINKAa CyOBeKTa OOpalleHUs] JIEKAPCTBEHHBIX IPENapaToB, OCYILECTBIIAIOLIETO BBO3
JICKapCTBEHHBIX IpernaparoB Ha Ttepputopuio Poccuiickoit ®enepauuu (s cyObekra oOpaiieHHs



JICKAPCTBEHHBIX CPEJICTB, SBJISIONICTOCS OpraHu3aluei, IPU3HABAEMOl HAJIOTOBBIM PE3UACHTOM
Poccuiickoii ®enepauuu, W HHAUBUAYAJIbHBIM NOPEANPUHUMATENEM, WIH I NPEIACTABUTEILCTBA
cyOBbekTa oOpaleHust IEKapCTBEHHBIX CPENICTB Ha TeppuTopuun Poccutickoit deneparun);

B) KOJI CTpaHbl PETUCTpAlMH CyOBEeKTa OOpalleHUs JICKAPCTBEHHBIX CPEACTB, OCYIICCTBISIONIETO
BBO3 JIGKAPCTBEHHBIX MpenapaToB Ha Teppuroputo Poccuiickoit denepanuu (ans cyObekTa oOpalieHus
JIEKAPCTBEHHBIX CPEJICTB, SIBISIOIIETOCS WHOCTPAHHOW OpraHu3alvel, He MPU3HABAEMOW HaJOTOBBIM
pesunentoM Poccuiickoit depepanuy U HE UMEIONIEH MPEACTABUTENLCTB Ha Tepputopun Poccuiickoit
Oenepanun);

I') KO TaMOK€HHOI'O OpraHa M perucTpalMOHHBIA HOMEp CKJIaja (azpec MecTa Hax0xXJIeHUs ToBapa
COIJIACHO JIeKJIapallui Ha TOBApPHI);

J1) KOJ HaJOrOIUIaTeNbIINKa, SBIISIOMIEToCs MPOAABLIOM JICKApCTBEHHBIX IPENaparoB, B CTpaHe
perucrpanmy;

€) KOJ CTpaHbl PerucTpalnuy NpoiaBLa JeKapCTBEHHBIX MIPENapaTos;
) TUII JOTOBOPA;

3) PEKBU3HUTHI TMEPBUYHOTO JIOKYMEHTA, SIBISIOLIETOCS OCHOBAaHUEM JJisi BBO3a JIEKAPCTBEHHOIO
npenapara Ha repputoputo Poccuiickoit deneparuu (1ara u Homep);

M) CepUMHBIN r100anbHbIN MAEHTH(PUKAIIMOHHBIM HOMEpP TOProOBOW €IMHMIIBI MM TPYIIOBON KOJ
IpyNIOBOM yIaKOBKH, B KOTOPOI HAXOAUTCS 3TOT JIEKaPCTBEHHBIN IMpenapar (B cllydae BBO3a IPYIIOBOM
YIaKOBKU LIEJINKOM).

6. CyObeKTbl OOpalleHus JEeKapCTBEHHBIX CPEJICTB, OCYIIECTBIISIONIME Mepeiady JIEKapCTBEHHBIX
IIPenapaToB, MOMELIEHHBIX O]l TAMOKEHHYIO MPOLEAYPY TaAMOKEHHOTO CKJIaAa, APyroMy COOCTBEHHUKY
(cMeHe COOCTBEHHMKA), NPEACTABIAIOT B CHCTEMY MOHUTOPUHIA CIEAYIOIIYI0 HHQOpMalMio B
OTHOIICHUU KaX/10} €MHUIIBI JIEKAPCTBEHHOTO Mpernapara:

a) 1aTa COBEPIICHHS OTepallnu;

0) KOJ HaJOromJIaTeNbIIUKa B CTpPaHE PETUCTPAllMd WIH UIACHTU(DHUKAIIMOHHBIA HOMEp
HaJIOTOIUIATENbIIMKa CyObEeKTa OOpaImIeHusi JEKApCTBEHHBIX CPEJACTB, OCYIIECTBISIONICTO Tepeaady
JIEKapCTBEHHBIX TMpemapaToB (g cyObeKTa oOpalieHus JEeKapCTBEHHBIX CPENICTB, SBISIOMIETOCS
OpraHM3alel, TPU3HaBaeMOl HaJOrOBbIM pe3uaeHToM Poccuiickoil denepaiuv, U UHAUBUYaTbHBIM
MpeaNpUHUMATENIEM, WIH JUIS MPEJICTAaBUTENbCTBA CYOBbEKTa OOpaIleHHs JEKApCTBEHHBIX CPEJCTB Ha
tepputopun Poccuiickoit @enepannn);

B) KOJI CTpaHbl PETUCTpalMK CyOBeKTa OOpallleHusl JIEKAPCTBEHHBIX CPEACTB, OCYIIECTBISIONIETO
nepefady JICKapCTBEHHBIX TpemapatoB (s cyObekTa oOpamieHus JIeKapCTBEHHBIX CPEJICTB,
SIBJISIFOIIETOCST MHOCTPAHHOW OpraHM3aluell, HE IMPU3HABAEMOM HAJIIOIOBBIM pe3UAEHTOM Poccuiickoin
®denepanyii ¥ HE UMEIOIIEH MPeICTaBUTENBCTB Ha TeppuTopun Poccuiickoit denepanun);

I) HMICHTH()UKALMOHHBIM HOMEp HAJOrOIUIATENbIIMKA CyOBhEeKTa OOpalleHusi JeKapCTBEHHBIX
CPEICTB, OCYILIECTBIISIIOLIETO PUEMKY JIEKAPCTBEHHBIX IIPENApaTOB;

I[) PCKBU3BUTLI IICPBUYHOI'O JOKYMCHTA, ABJISAIOIICTOCA OCHOBAHUCM JJIA MEPCAavdn JICKAPCTBECHHOI'O
npenapara (1ata 1 Homep);



€) CepUiHBIN TI00ANBHBIN UACHTU(UKAITMOHHBI HOMEpP TOPTOBOW €IMHMIIBI MUJIM TPYIIIOBOM KOJI
IpyNIOBOM YIAKOBKH, B KOTOPOM HaXOAWUTCSA 3TOT JIEKAPCTBEHHBIN Ipemapar (B cilydae Iepenadu
IPYIIOBOM YIIaKOBKH LIETUKOM).

7. CyObekThl OOpalleHHsl JIEKApCTBEHHBIX CpPEACTB, KOTOPBHIM OCYILIECTBIIEHA Iepeiada IpaB
COOCTBEHHOCTH JIEKApPCTBEHHOT'O IIperapara, HOMEIIEHHOI0 M0/ TAMOKEHHYIO MPOLEAYPY TaAMOXKEHHOTO
CKJaja, IpU MOATBEPKICHUM CBEACHUH, COJIEP)KALIMXCA B CHUCTEME MOHMUTOPHUHIa O IEpPEAAHHBIX
JIEKapCTBEHHBIX IIpernaparax, MPeACTaBISAIOT B CUCTEMY MOHMTOPUHIA CIEAYIOLIYI0 HH(OpManuio B
OTHOIIEHNUHU KaXKJ0W €AMHHULIBI JIEKAPCTBEHHOIO IIperapara:

a) JlaTa COBEpILIEHUS OTepaliy;

0) uIeHTH(UKAMOHHBIH HOMEp HAJIOTOIUIATENbIINKa CyOBeKTa OOpalIeHusi JIEeKapCTBEHHBIX
CPEZCTB, OCYILIECTBISIOUIETO IPUEMKY JIEKAPCTBEHHBIX IIPENapaToB;

B) KOJl HaJOroIviaTeNibllika B CTpaHE PETUCTpaluyd WM UACHTU(QUKAIIMOHHBIA HOMEP
HaJIOToIIaTeNbIINKa CyObeKTa OOpalleHHs] JIEKApCTBEHHBIX CPEACTB, OCYIIECTBISIOLIETO Iepenavy
JICKapCTBCHHBIX IpemapaToB (Mg cyObeKkTa OOpamieHus JIEKapCTBEHHBIX CPEJICTB, SBISTFOIICTOCS
opraHu3zalueil, npu3HaBaeMoil HajoroBeiM pe3uaeHToM Poccuiickoit denepanuu, 1 MHAMBUIYAJIBHBIM
peAnpUHUMATENIeM, WM Uil TPEICTaBUTENIbCTBA CYObEKTa OOpalleHHs JICKapCTBEHHBIX CPEJICTB Ha
tepputopuu Poccutickori @enepanyn);

I') KOJ CTPaHbl PEruCTpaluu CyObeKTa OOpalleHUs JIEKaPCTBEHHBIX CPEICTB, OCYIIECTBIISIONIETO
nepefayy JIeKapcTBEHHBIX IpenapaToB (s cyObekTa oOOpalleHHs JIeKapCTBEHHBIX CpEJCTB,
SIBJISIFOLLETOCS MHOCTPAHHOM OpraHu3alueil, He IPU3HABAEMOW HAJIOrOBBIM pe3uaeHTOM Poccuiickoin
denepanuy ¥ He UMEIOIIEH peACTaBUTENLCTB Ha TeppuTopun Poccuiickoit @enepanun);

1) CEpUNHBIM TI00aNbHBIN MACHTU(PHUKAIIMOHHBIM HOMEp TOProBOM €AMHMIIBI WM TPYNIOBOM KO
IpYNIIOBON YNAaKOBKH, B KOTOPOW HAaXOJUTCA 3TOT JIEKapCTBEHHBIM Ipemapar (B ciyyae mHepeavu
IPYIIOBOM YITaKOBKH LIETUKOM).

8. Cy6’beKTH O6paH_[eHI/I$I JICKAPCTBCHHBIX CPCACTB IPHU NMEPEMCIICHUHN JICKAPCTBCHHBIX IIPCIIApaTOB
A1 MEAULMWHCKOTO NPHUMEHCHHUA MCXKIY 30HAMHW TaMOXCHHOI'O KOHTPOJIA MNPCACTABIAIOT B CUCTEMY
MOHHUTOPHHIA CJICAYIOINYIO I/IH(I)OpMaLII/IIO B OTHOILICHHUH Ka)K,HOﬁ CANHUIEBI JICKAPCTBCHHOI'O IIpCIiapara:

a) 1aTa COBEPIICHHUS OTEepaIlni;

0) KOJ HaJOromJIaTeNbIIUKa B CTpPaHE PETUCTPAllMd WIH UIACHTU(DUKAIIMOHHBIA HOMEp
HaJIOTroIIaTeNbIINKa CyObeKTa OOpalleHus JIEKapCTBEHHBIX CPEJICTB, OCYIIECTBISIONUIETO epeMelieHre
JICKapCTBEHHBIX TpemnapaToB (i cyObekTa oOpallleHHsl JEKapCTBEHHBIX CPENCTB, SBIISIOIIErOCs
OpraHM3alMel, MPU3HaABaeMO HaJOrOBbIM pe3uaeHToM Poccuiickoil @denepanuy, U UHAUBUYATbHBIM
NpeanpuHUMAaTeIeM, WIM A IMpeJICTaBUTENbCTBA CyObeKTa OOpalieHHs JIEKApCTBEHHBIX CPEJCTB Ha
tepputopun Poccuiickoit @enepannn);

B) KOJ CTpaHbl PErHCTpallii CyObeKTa OOpallleHus! JIEKapCTBEHHBIX CPEJICTB, OCYILECTBIISIOLIETO
nepemenieHue (s cyObekTa oOpamieHusi JIEKapCTBEHHBIX CPENICTB, SBIISIFOIIETOCS WHOCTPAHHOU
OpraHu3anyeil, He MPU3HABAEMOM HAJIOTOBBIM pe3ujieHTOM Poccuiickon denepanuu U HE UMEIOLIEH
MIPEACTaBUTENLCTB Ha TeppuTopun Poccuiickoit deneparun);

I) KOJ TaMOXXEHHOIO OpraHa M pETUCTPAallMOHHBIH HOMEp CKjaja OTrpy3Ku (azpec mecta
HaXO0XJICHUS TOBapa COTJIACHO JIEKJIapallui Ha TOBAPHI, U3 KOTOPOTO OCYLIECTBIISIETCS MTEPEMEILECHUE);



) KOJ TaMOKEHHOTO OpraHa W pEerucTpallMOHHBIA HOMEp CKJIaJa MpueMKH (aapec MecTa
HaXO0X/IEHUs TOBapa, B KOTOPOE OCYIECTBIIAETCS IEPEMELIECHUE);

€) CepuiHBIN TI00ANBHBIA UACHTU(UKAITMOHHBI HOMEpP TOPTOBOW €IMHMIIBI WUIM TPYIIIOBOM KOJI
IpyIIOBOM YIAKOBKH, B KOTOPOM HAaXOJIUTCS 3TOT JIEKApPCTBEHHBIN Ipemnapar (B cilyyae MepeMelleHUs
IPYIIOBOM YIIaKOBKH LIETUKOM).

9. CyObekTsl o0OpalieHusi JIEKAPCTBEHHBIX CPEACTB MPH NPUHATHH PEIICHHS O BBIIYCKE
JICKapCTBEHHBIX IpPEnapaToB JUIsl BHYTPEHHErO IMOTPEOJCHMs, NPUHITOTO TaMOXEHHBIMU OpraHaMH,
NPEJCTABISAIOT B CHCTEMY MOHHUTOPHHIA CIEAYIONIYI0 MH(POPMALMIO B OTHOIIEHUH KaXKIOW TOProBOM
€IVHULBI JIEKAPCTBEHHOIO Iperapara:

a) 1aTa COBEPIICHHS OTEepallnu;

0) uaeHTU(UKAIMOHHBIA HOMEp HaJOroIUIaTeNblINKa CyObeKTa OOpalleHHs] JIeKapCTBEHHBIX
CPEACTB, OCYLIECTBISAIOUIErO JECKIAPUPOBAHUE JIEKAPCTBEHHBIX MpenapaToB Ha Tepputropun Poccuiickoii
®enepanuu;

B) KOJI TAMOKEHHOM MPOLIEYPHI;
I') KOJ1 TAMOXKEHHOT'0 OpraHa;
1) PEKBU3UTHI TAMOYKEHHOM JEKIapalluy Ha JIEKapCTBEHHBIN Mpenapar;

€) TaMOXKEHHasi CTOMMOCTH JIGKapCTBEHHOTO Mpernapara COTJIacHO AeKIapaluy Ha JeKapCTBEHHBIH
npernapar;

) CepUHHBIA TTTO0ANBHBIA WACHTU(DUKAIMOHHBI HOMEP TOPTOBOW €AMHUIBI WM I'PYHNIOBOM KOJ
IpyNIOBOM YHNAaKOBKH, B KOTOPOI HAaXOJUTCS ATOT JIEKAPCTBEHHBIN Mpenapar (B ciiydae IOMEUIEHUS M0/
TaMOXKEHHYIO MPOLIeypY TPYIIIOBOM YIAaKOBKH LIEITUKOM);

3) BUJ JOKYMCHTA O MOATBCPKACHUN COOTBCTCTBUA - CepTI/I(i)I/IKaT COOTBCTCTBHA WJIH JCKIapanus O
COOTBETCTBHH,

1) PEKBU3UTHI JOKYMEHTA O IOJITBEPKIEHUU COOTBETCTBUS (aTa U HOMED).

10. Cy6’bCKTBI 06paH_IGHI/ISI JICKApCTBCHHBLIX CPCACTB TIIpU MCPCMCIICHHUU JICKAPCTBCHHBIX
mnpemnapaTroB U3 30HbI TAMOXKXCHHOT'O KOHTPOJIA Ha Q)apMaHeBTI/I‘-IeCKI/II\/’I CKJIaJ NpCACTaBIAIOT B CUCTEMY
MOHHUTOPHHTIA CICAYIOIYTO I/IH(I)OpMaI_II/IIO B OTHOIIEHHUH KaXXJA0M €IMHUIIBI JICKApCTBCHHOTO IIpCIiapara:

a) 1aTa COBEPIICHHUS OTEepaIliu;

0) uIeHTU(UKAMOHHBIA HOMEp HAJIOTOIIaTeNbIINKa CyOBeKTa OOpaIleHusl JIeKapCTBEHHBIX
CPEJICTB, OCYIIECTBIIIONIETO BBO3 JIEKAPCTBEHHBIX IIpenapaTtoB Ha Tepputopuio Poccuiickoit denepanuu;

B) aJpec MecTa OCYIIECTBICHUS AEATETbHOCTH CyOBEKTa OOpalleHHs JIEKapCTBEHHBIX CPEJICTB,
OCYILIECTBJISIIOIIETO BBO3 JIEKAPCTBEHHBIX MpeEnapaToB Ha Tepputoputo Poccuiickoit denepanmu;

I') KOJ TAMOXXEHHOI'O OpraHa U PErUCTPAaLlMOHHBIN HOMEP TaMO>KEHHOT'O CKJla/la OTTPY3KH;

1) PEKBU3UTHI IIEPBUYHOTO TOKYMEHTA, SIBJISIFOILErOCsl OCHOBAHUEM JUI IPUEMKHU JIEKAPCTBEHHOTO
npemnapara Ha papMareBTHUECKUI cKiaja (1aTa U HoMep);



€) CTOMMOCTh, YKa3aHHasi B CONPOBOJUTEIILHOW TOKYMEHTAIIMU Ha TOBAap, HA OCHOBAaHHH KOTOPOU
odopmisieTcss TaMOXKEHHAs JIEeKJIapamusi, ¢ Y4eTOM TAaMOXCHHBIX IMONLIMH U COOPOB 32 TaMOXKEHHOE
odopmIieHuE;

) CepUHHBINA TTI00ANBHBIA WACHTU(PUKATMOHHBIA HOMEP TOPTOBOW €AMHHUIBI WM TPYNIIOBOW KO
IpYNIIOBON YIAKOBKM, B KOTOPOW HAXOAWUTCS ATOT JIEKAPCTBEHHBIM Ipenapar (B cilyyae MPUEMKH Ha
(bapMareBTHYECKHUI CKI1a1 TPYIIOBON YIAKOBKH LIETHKOM).

11. CyObekTsl oOpalleHus JIEKApCTBEHHBIX CPEJICTB IPU OCYIIECTBICHUM BBO3a JIEKAPCTBEHHBIX
npenaparos B Poccuiickyro @enepanuio U3 rocygapcrs - 4wieHOB EBpa3uilcKOro 3KOHOMMYECKOr0 CO03a
IPEJCTABISAOT B CUCTEMY MOHUTOPHHIA CIEAYIOUIYI0 MH(POPMALUIO B OTHOIIEHUM KaKIOH TOProBOH
€IUHUIIBI JIEKAPCTBEHHOI'O IIperapara:

a) JlaTa COBEPILICHUS OTepaIiy;

0) KoJ HaJjoromyaTeNblUIMKa JepKaTesid WM BIAJAENbla PETUCTPALMOHHOTO YJOCTOBEPEHUS
JEKapCTBEHHOTO  Tperapara B CTpaHe  pPErucTpaldd WId  HUJICHTU(DUKAIMOHHBIA  HOMEp
HAJIOTOTUIATEIbINNKA (111 CyOBeKTa 00OpalieHns JIEKapCTBEHHBIX CPEACTB, SBIISIOUIETOCS OpraHU3alHeH,
MIPU3HABAEMOM  HAJOroBeIM  pe3uaeHToM  Poccuiickoi ~ ®enepanuu, W WHAUBUIYAIbHBIM
MpeAnpUHUMATENIeM, WM JIJIs TIPEICTaBUTENIbCTBA CYObEKTa OOpaIleHHUs! JICKaPCTBEHHBIX CPEACTB Ha
tepputopuu Poccutickoii Denepanun);

B) KOJ CTpaHbl PETUCTPALUU JepKaTeis WIM BiaJeiblla PErUCTPALUOHHOIO YJOCTOBEPEHUS
JIEKapCTBEHHOTO TpenapaTta (A cyObekTa oOpalleHHus JEeKapCTBEHHBIX CpPEICTB, SBISIOIIErOCs
MHOCTPAHHOW OpraHM3aluel, He IPU3HaBaeMOW HAJIIOrOBBIM pe3uaeHToM Poccuniickoit denepanuu U He
HMEIOLIEN NPEACTaBUTENLCTB Ha Tepputopun Poccuiickoit Penepanun);

I) KOJl HaJOroIlIaTeNbIINKa, SBISIFOIIETOCsS IMPOJABLIOM JIEKAPCTBEHHBIX IpPENapaToB, B CTpaHe
perucTpanuy;

1) KOJI CTpaHbl PETUCTPALIMU ITPOJIaBLa JIEKAPCTBEHHBIX MPENapaToB;

€) HAEHTHU(QUKAIMOHHBII HOMEp HaJoromjarenblMka CcyObeKTa OOpalleHusl JEeKapCTBEHHBIX
CPEJICTB, ABJIIIOLIETOCA IMOKYIIaTeNIeM JIEKapCTBEHHBIX NpernapaToB B Pocculickon Penepanuu;

) aJpec MecTa OCYIIECTBJICHUS NEITEeIbHOCTH CyObeKTa OoOpallleHHs JIEKapCTBEHHBIX CPEICTB,
SIBJISIFOLLETOCA MTOKYITaTeIeM JIEKapCTBEHHBIX NpenapaToB B Poccuiickoit @enepanny;

3) PEKBU3UTHI TIEPBUYHOTO JIOKYMEHTA, SBISIOMIETOCS OCHOBAHUEM ISl OTTPY3KH JICKAPCTBEHHOTO
npenapara B Poccuiickyio @enepanuto (1ara u HoMep);

M) CepUMHBIN I100aMbHbIN MAEHTH(PUKAIIMOHHBIM HOMEpP TOPrOBOW €JUMHMIIBI MM TPYIIIOBOH KOJ
TPYIIIIOBOM YMAaKOBKH, B KOTOPOM HAaXOAHMTCS 3TOT JICKAPCTBEHHBIN mpemapar (B Ciydae OTIPY3KH
I'pPYNIOBOM YIIaKOBKH LIETUKOM).

12. CyObekTbl oOpallleHusl JeKapCTBEHHBIX CPEJICTB MPH OCYIIECTBICHUH BBO3a JIEKAPCTBEHHBIX
npenaparoB Ha Tteppuropuro Poccuiickoin ®Pexepauuu M3 rocyJapcrB - WICHOB EBpasuiickoro
HSKOHOMHYECKOr0 C€OI03a M pPa3MELICHMH Ha (PapMaleBTUYECKOM CKJIAJie MPEICTABISAIOT B CHUCTEMY
MOHHUTOPHUHTA CIEAYIOIIYI0 MH()OPMAIMIO B OTHOIIEHWH Ka)KJOW TOPrOBOM €IUHHIIBI JICKAPCTBEHHOTO
npenapara:

a) 1aTa COBEPIICHUS OTepalluu;



0) uIeHTU(UKALMOHHBIH HOMEp HAJIOroIUIaTeIbIINKa CyObeKTa OOpalleHusl JeKapCTBEHHbBIX
CPEICTB, OCYILECTBIIAIOLIETO BBO3 JICKAPCTBEHHBIX IIPEeNapaToB Ha Teppuroputo Pocculickon denepannu;

B) aJpec MecTa OCYLIECTBIECHUs ACATEIbHOCTH CyObEKTa OOpallleHUs JIEKapCTBEHHBIX CPEICTB,
OCYLLIECTBJIAIOIIEr0 BBO3 JICKAPCTBEHHBIX IIPENapaToB Ha TeppuTopuio Poccuiickon @enepannu;

I') KOJ HaJOroIuIaTelbIIMKa, SBJSIOIIErOCsS IPOJABLOM JIEKAPCTBEHHBIX IPEnapaToB, B CTpaHE
perucrpanmy;

1) KOJl CTpaHbl PETUCTPALIMU MTPOJIaBIa JIEKAPCTBEHHBIX MPENapaToB;

€) PEeKBU3UTHI MEPBUYHOTO JOKYMEHTA, SIBJISIOIIETOCS OCHOBaHUEM JUIsi BBO3a JIEKAPCTBEHHOTO
npemnapata Ha Tepputoputo Poccuiickoit @denepanuu (naTa u HOMep);

’K) CTOMMOCTH JIEKAPCTBEHHOrO Ipenapara (C yd4eToM Hajora Ha J00aBJICHHYI) CTOMMOCTBH)
COTJIACHO TICPBUYHBIM JJOKYMEHTAM;

3) CyMMa Hajlora Ha JOOaBJICHHYIO CTOMMOCTS (B ClTydae €cliv C/Ielika 00JIaraeTcsi TAaKuM HaJIOTOM ),

M) CepUUHBIN TT00aNbHBIA WICHTU(PHUKAIMOHHBII HOMEp TOPrOBOM €AMHMIIBI WM TPYIIIOBOM KOJ
IpyIIOBOM yaKOBKHU, B KOTOPOIl HAXOAUTCS 3TOT JIEKAPCTBEHHbIHN IIpenapar (B cilydyae BBO3a IPYIIOBOM
YIaKOBKU IEJIUKOM).

13. CyObekTbl OOpaleHus JIEKApCTBEHHBIX CPEACTB INPU OCYIIECTBICHHUH BBOJA B OOpalleHHe
JIEKapCTBEHHBIX NIPENAapaTOB B paMKax BBO3a Ha Teppuropuro Poccuiickoit denepannn u3 rocynapcrs -
4jieHOB EBpa3suiickoro 5KOHOMHYECKOrO CO3a MPEJCTABISIOT B CUCTEMY MOHUTOPHHIA CIEIYHOIIYIO
MH(OPMaIIHIO B OTHOIIECHUH KaX10M €AMHUIIbI JIEKAPCTBEHHOTO Mperapara:

a) 1aTa COBEPIICHHS OTepallnu;

0) uIeHTU(UKALMOHHBIA HOMEp HaJIOToIIaTebIINKa CyObeKTa OOpalleHusl JIeKapCTBEHHBIX
CPEJICTB, OCYIECTBIIIOLIETO BBO3 JICKAPCTBEHHBIX IIPeNapaToB Ha Teppuroputo Poccuiickon denepannu;

B) aJpec MecTa OCYIIECTBJIECHUs AEATENIbHOCTH CyObeKTa OOpallleHUsl JIEKApCTBEHHBIX CPEJCTB,
OCYILIECTBJISIOIIEr0 BBO3 JIEKAPCTBEHHBIX MPENapaToB Ha TeppuToprro Poccuiickon ®@enepannu;

T') BUJ TIOKyMEHTa O TOJATBEPKICHUU COOTBETCTBUS - CEPTU(DHUKAT COOTBETCTBHSI WM JEKIapaIvs O
COOTBETCTBUH;

I[) PCKBU3UTLI JOKYMCHTA O IOATBCPIKIACHUUN COOTBCTCTBUA (,[[aTa u HOMCp);

€) CepuiHbIN rmo0aIbHBIM UIEHTU(PUKALMOHHBI HOMEpP TOProBOW €IMHUIBI WK TPYIIOBONW KOJ
IpyIIOBOM yIaKOBKH, B KOTOPOIl HAXOAUTCS 3TOT JIEKAPCTBEHHBIN IIpenapar (B cllydae BBO3a IPYIIIOBOM
YHAKOBKU LEITHKOM).

14. CyObexTsl oOpalieHus JeKapCTBEHHBIX CpEACTB IpH TOBTOPHOM BBOAE B 000pOT
JIEKapCTBEHHBIX IpENapaToB, paHee BBIBEJICHHBIX M3 000pOTa B pe3ylbTaTe PpedKCIopTa, OoTOOpa
00pa3loB U CIIUCAHUSA, PEICTABIISAIOT B CHCTEMY MOHUTOPHHTA CIEAYIOIIYI0 HH(OPMAINIO B OTHOIICHUHT
KaX/10}1 €JMHUILIbI JIEKapCTBEHHOTO Npenapara:

a) 1aTa COBEPIICHUS OTepalluu;



0) KOJ HAJIOTOIUIATENBIIMKA B CTpaHE PETHCTPAllUM WM HWIACHTU(UKAIMOHHBIA HOMEpP
HAJIOTOIIATENbIINKA CYObeKTa 0OpalleHus JICKAPCTBEHHBIX CPEJICTB, PaHEE OCYIIECTBIISIONIETO BBIBOJ
n3 000pOoTa ATUX JICKAPCTBEHHBIX MpernapaToB (sl CyObeKkTa oOpamieHus JEKapCTBEHHBIX CPEJNCTB,
SIBJISIFOIIETOCS.  OpraHM3aluell, MPU3HABAEMOM HAJOroBbIM pe3uaeHToM Poccuiickoit ®dexnepanuu, u
WHIWBHIYAIbHBIM  TNpEANPUHUMATEIEM, WIM JJIs TPEACTaBUTEIBCTBA CYOBbEKTa  OOpalieHus
JIEKapCTBEHHBIX CPEJICTB HA Tepputopuu Poccuiickoit @eaepannn);

B) aJIpec MeCTa OCYILECTBIICHUS AEATEIbHOCTU CyOBbEeKTa 0OpallleHus JIEKapCTBEHHBIX CPEACTB (11
OpraHu3anyii, MPU3HABAEMBIX HAJIOrOBBIM pe3ujieHTOM Poccuiickon denepanuu, M MHIUBHUIYAIbHBIX
IpeapuHUMaTenei);

I') KOJ CTpaHbl peructpauui (as cyObeKTa oOpaleHus JIEKApCTBEHHBIX MPENaparoB, SBISIOLIET0Cs
MHOCTPAaHHOW OpraHW3alyeii, He MPU3HABa€MOW HAJOrOBBIM pe3uAcHTOM Poccuiickoin Penepanyu U He
UMEIOLIEH MpeCcCTaBUTENLCTB Ha Tepputopun Poccuiickoit @enepanun);

,I[) IIPUYKUHBI paHCC OCYIICCTBJICHHOI'O BbIBOJIA JICKAPCTBCHHOI'O ITpCIIapaTa u3 o60p0Ta;

€) CepuitHBIN TII00ANTBHBIA WICHTH(PHUKAIIMOHHBII HOMEP TOPrOBOM €IUHHIIEI TOBTOPHO BBOJUMOTO
B 000pOT JIEKAPCTBEHHOTO IIperapara.

[Ipunoxenne N 4

K [lonoxenuto o cucteMe MOHUTOPUHTA
JIBUKEHUS JIEKAPCTBEHHBIX NPENApaTOB
JUISL METULTUHCKOTO TIPUMEHEHMUSI

CBEOEHMUA,

NMPEACTABIIAEMbIE CYBBEKTAMU OBPALLEHUA JIEKAPCTBEHHbIX
CPEACTB B CUCTEMY MOHUTOPUHIA ABUXEHUA JIEKAPCTBEHHbIX
NMPENAPATOB AnA MEAULUMHCKOIo NPUMEHEHUA MNMPU BbIBOAE
N3 OBOPOTA JIEKAPCTBEHHbIX NPEMNAPATOB
anAa MEAUUMHCKOro NPUMEHEHUA

1. CyObekT oOpaleHus JIEKapCTBEHHBIX CPEACTB NPH BBIBOJE JICKAPCTBEHHBIX INpENapaToB [Uis
MEIUIIMHCKOTO TMPUMEHEHHUs (Jajee - JIeKapCTBEHHBIE Mpernaparbl) U3 000poTa MyTeM peanu3aliu
(mpojaku) JIEKapCTBEHHBIX IpenapaToB IMOTPEOUTEN0, WIM OTIyCKa OECIUIaTHO WIM CO CKHJIKOH
JIEKapCTBEHHBIX MPENapaTroB MO PEelenTy Ha JIEKapCTBEHHbIE Mpenaparthl JUO0O0 OTIYyCKa JIEKapCTBEHHBIX
IpernaparoB, WIM BbIBOAA M3 000pOTa MO HMHBIM MPUYUHAM MPEACTABIseT B CHUCTEMY MOHHUTOPHHIA
JBUKEHMSI JIEKapCTBEHHBIX MpEenaparoB (Jajee - CUCTeMa MOHUTOPHUHTIA) CIEAYIOUIYI0 MH(OPMAILUIO O
BBIBEJICHHBIX U3 000pOTa JIEKAPCTBEHHBIX Mperaparax:

a) 1aTa COBEPIICHHS OTEepaIlnu;

0) perucTpallMOHHBI  HOMEp  HaJoromjarejbllMka B  CTpPaHE  PETUCTpAllMH  WIH
UACHTU(DUKALMOHHBI HOMEp HAJIOTOIUIAaTeNbIINKa CyObeKTa OOpalleHusl JIEKapCTBEHHBIX CPEICTB,
OCYIIECTBISIIONIETO BBIBOJ JICKAPCTBEHHBIX MpernaparoB M3 o0opora (s cyObekTa oOpalieHus
JIEKapCTBEHHBIX CPEACTB, SBIIIOLIEIOCS OpPraHM3alUei, NPU3HABAEMOW HAJOTOBBIM PE3UACHTOM
Poccuiickoit ®Penepauyy, ¥ HWHAMBUAYAJIbHBIM IpEAIPUHUMATENIEM, WIM I IIPEICTaBUTEIbCTBA



cyOBbeKTa oOpaleHus JIeKapCTBEHHBIX CpeACTB Ha TeppuTopuu Poccuiickoit denepanun);

B) aapec MeCTa OCYHICCTBICHUA ACATCIIBHOCTHU, M3 KOTOPOTO OCYHICCTBIISICTCA  BBIBOI
JICKaApCTBCHHLIX IIPCIIapaTOB U3 060p0Ta;

T') TUIT BBIBOJIA JIEKAPCTBEHHBIX MPENapaToB U3 000poTa;

1) BUJ] IOKyMEHTa, IIOJITBEP K IAI0IIEr0 BBIBO/J JIEKAPCTBEHHBIX MIPENapaToB U3 000poTa (4eK, Oi1aHK
CTPOT0Oil OTYETHOCTH, IOTOBOP U JIPYroe€);

e) PEKBU3UTHI JOKYMCEHTA, IIOATBCPKAAIOMICTO BBIBOJ JICKAPCTBCHHBIX ITPEIIapaToOB U3 o6op0Ta;

K) CEpUHHBIA TIO00ANBHBIN HICHTU()UKAIMOHHBI HOMEP TOPTrOBOW €IWHUIIBI BBIBOJAUMBIX U3
000poTa JIeKapCTBEHHBIX MIPENapaTos;

3) CTOMMOCTH JICKAPCTBEHHBIX IpemnapaTroB (C Y4eTOM Hajora Ha J0OaBICHHYIO CTOMMOCTBH) (B
clly4ae MpoJaky JEKapCTBEHHBIX MIPEnapaToB MOTPEOUTENO);

M) CyMMa HaJlora Ha J0OaBJICHHYIO CTOMMOCTH (B Clydae MPOJAKU JIEKAPCTBEHHBIX MPENapaToB
MOTPEOUTEITI0, €CITU TPOoJiaka JICKAPCTBEHHBIX MPENapaToB O0JaraeTcsli HaJOroM Ha JI00aBJICHHYIO
CTOUMOCTb).

2. CyObekT OoOpalleHHusl JICKAPCTBEHHBIX CPEICTB TPU BBIBOJC JICKAPCTBCHHBIX IpPENapaToB W3
obopora mytem oTOOpa OO0pa3loB B pPa3IUYHBIX I[EIAX TMPEICTaBIsACT B CHUCTEMY MOHUTOPHUHTA
CIIEYIOIIYI0 HH(OPMAIIMIO O BBIBEIEHHBIX U3 000pOTa JIEKAPCTBEHHBIX MpemnapaTax:

a) JaTa COBEpILIEHHUs OIepaly WM JlaTa PEerucTpalud CBEJIEHUN B CHUCTEME MOHUTOpPUHIa (B
OTHOILICHUHU JIEKAPCTBEHHBIX MpenapaToB, BHIBEJEHHBIX U3 000poTa myTeM 0TOOpa 00pa3loB IpU BBO3E
JIEKapCTBEHHBIX NpenapaToB Ha TeppuToputo Poccuiickoit deneparun);

6) HHCHTH@)HK&HHOHHLIIZ HOMCp HaJOIroIiaTeJIbIIUKa CY6’beKTa 06pa1ueHI/1;1 JICKApCTBCHHBIX
CpCACTB, OCYHICCTBJIAIOMICTO BBIBO JICKAPCTBCHHBIX ITPCIIApaTOB U3 o60p0Ta;

B) aJpec MecTa OCYIIEeCTBICHHUS MAESITeNbHOCTH, W3 KOTOPOTO OCYIIECTBISETCS BBIBOJ
JIEKapCTBEHHBIX INpenapaTroB U3 000poTa, JUOO 30HA TAMOXKEHHOI'O KOHTPOJS (B CIy4yae BBIMOJTHEHMS
oTiepaIy B 30He TAMOKEHHOTO KOHTPOJIS);

) BU 0TOOpa 00pasIios.;

J1) CepuiHBIN TI100aTbHBIN HICHTU(UKAMOHHBIA HOMEpP TOProBOM €IMHHUIBI BBIBOAMMOTO W3
00opoTa JIeKapCTBEHHOI'O IIpenapara.

3. CyObekT oOpalieHusl JIGKapCTBEHHBIX CPEJCTB MpPHU BBIBOJAE JIEKAPCTBEHHBIX MPENapaTroB W3
obopoTa TyTeM Mepenady JIEKApCTBEHHBIX TPEMapaTOB HA YHUYTOKEHHE TMPEACTABISIET B CHCTEMY
MOHHUTOPHHTA CIIEAYIOINIY0 HHGOPMAIUIO O BRIBEJICHHBIX U3 000POTa JIEKapCTBEHHBIX Mperaparax:

a) J1aTa COBEPIICHHS OTICPAIIHH;

0) uIeHTU(UKAIMOHHBIA HOMEp HAJIOTOIUIATENbIINKAa CyOBeKTa OOpaIleHUsl JIeKapCTBEHHBIX
CPEICTB, OCYIIECTRIISIONIETO BHIBOI JICKAPCTBEHHBIX MPEMapaToB U3 000poTa;

B) aapec MeCTa OCYHICCTBICHUA ACATCIIBHOCTHU, U3 KOTOPOTO OCYHICCTBIISICTCA  BBIBOI



JIEKapCTBEHHBIX MPENapaToB U3 000poTa;
I') OCHOBaHHUE Iepeaaun JIEKapCTBEHHOTO MperapaTa Ha YHUUTOXECHHE;

J1) PEKBHU3MUTBHI PELICHUS YIOJIHOMOYEHHOro (elepajabHOro OpraHa HCHOJHMUTENbHOM BIAcTU O
BBIBOJIC JICKAPCTBEHHBIX IIPENapaToB u3 000poTa (MpH HAIWYHHN);

€) PEKBU3UTHl JOKYMEHTa, IOATBEPKAAIOLIET0 Iepeady JIEKapCTBEHHBIX IIpernapaTroB Ha
YHUYTOXKEHUE;

)K) CEpHIHBINA TI100aTbHBIN UACHTU(GUKAITMOHHBIA HOMEP TOPTOBOM €IMHMIIBI WU TPYIIIOBON KOJI
YIIAaKOBKH, B KOTOPOM HAXOJIUTCA OSTOT JICKAPCTBEHHBIM mpemnapar (B cCiy4dae BbIBOAa M3 000poTa
IPYNIOBOM YITaKOBKH IIETUKOM);

3) UICHTH(PHUKAIMOHHBI HOMEp HAJOTOIUIATENIBIIUKA, OCYIICCTBISIONIETO YHHUYTOKEHUE
JIEKapCTBEHHBIX IIPEIAPATOB.

4. CyObeKkT oOpamieHus JIEKapCTBEHHBIX CPEICTB MPHU YHUUYTOKECHUH JIEKAPCTBEHHBIX IMPETaparos,
paHee nepelaHHbIX Ha YHUYTO)KEHUE, IPECTABISAECT B CUCTEMY MOHMTOPUHTA CIIEAYIOILY0 HHPOPMALIUIO
0 (pakTe YHUUTOXKEHHUS JIEKAPCTBEHHBIX IIPETAapaToOB:

a) JlaTa COBEPILICHUS OTepaIiy;

0) uaeHTU(UKAIMOHHBIA HOMEp HaJoroIUlaTeNbpliKa CcyObeKkTa oOpalleHusl JeKapCTBEHHBIX
CPEACTB, OCYILIIECTBUBIIETO BBIBO/I JIEKAPCTBEHHBIX MPENapaToB U3 000poTa;

B) c11oco0 YHUUTOKEHUS JIEKApCTBEHHBIX IIPENaparos;

T') PEKBU3UTHI JOKYMEHTA, MOATBEPKAAIOIIETO YHUUTOXKEHHUE JIEKAPCTBEHHBIX IMpenapaToB (akT 00
YHUYTOKEHHUH JIEKAPCTBEHHBIX MIPENapaToB);

1) CepUMHBIM T100aTbHBIN UACHTH(PHUKAIMOHHBI HOMEP TOProBOM €IUHMIIBI MIIM TPYNIIOBON KO
YHOAaKOBKHM, B KOTOPON HaXOJWUTCA ASTOT JIEKApCTBEHHBIN mpemnapar (B ciayyae BbIBOJa M3 000poTa
IPYNIIOBON YIIAaKOBKHU IIETUKOM);

e) PI,ZIGHTH(bI/IK&HI/IOHHBIfI HOMED HaJIOroIjiaTeJibIIuKa, OCYIIECTBUBIIECTO YHUYTOXKCHUC
JICKApCTBCHHBIX MPCIIapaTOB.

IIpunoxenue N 5

k [lonoxenuto o cucTeMe MOHUTOPHHTA
JIBUKEHMS JIEKAPCTBEHHBIX IPENAPaTOB
AJI1 MEAUIUHCKOT'O IMTPUMCHCHU A

CBEOEHUWA,

NMPEAOCTABJIAEMbBIE CYBBbEKTAMU OBPALLEHUA NEKAPCTBEHHbLIX CPELCTB
B CUCTEMY MOHUTOPUHIA ABUWXXEHUA NNIEKAPCTBEHHbBIX NMPEMNAPATOB
ANA MEQUUUMHCKOIO MPUMEHEHUA NPU OCYLWECTBJIEHUU OMEPALIUNA

C rPYNMNOBOW YNAKOBKOMN



1. CyObekTbl oOpamieHuss JEKapCTBEHHBIX CPEICTB IMpPH OCYIIECTBICHHUH AarperupoBaHHUs
IIPEICTABIISIIOT B CUCTEMY MOHHUTOPHHIA JBH)KCHHS JIEKAPCTBEHHBIX INPENaparoB A MEAUIMHCKOIO
pUMEHEeHHS (J1ajee - CUCTeMa MOHUTOPHHTA) CIISAYIOUIY0 HH(POPMALIUIO:

a) JlaTa COBEPUICHHUs onepanuu (B OTHOIICHWH JICKAPCTBEHHBIX IMPEMapaToB ISl MEAUIIUMHCKOTO
IIPUMEHEHUs (Hajee - JIEKapCTBEHHBIE IIpenaparbl), HaXOJSAIIMXCS 3a MpelesiaMd TEPPUTOPHUU
Poccuiickoit denepanyu, B ciaydasx, KOTJa arperdipoOBaHHE OCYIIECTBISIETCS O 3aBEPIICHUS CTaJUU
BBIITYCKAIOIIETO KOHTPOJISI KAUECTBA, MOXKET YKa3bIBaThCS JIF00As laTa MEXy IaTOU 3aBEpIICHUS CTaTuN
BBIITYCKAIOIIETO KOHTPOJS KavyecTBa M JIaTOW OTrPY3KH JIGKAPCTBEHHBIX TpenapaToB B Poccuiickyro
®denepanuio);

0) KOJ HaJOromjiaTeNblIMKa B CTpPaHe pPETUCTPAlMd WIH UIACHTU(DHUKAIIMOHHBIA HOMEp
HaJIOTOIIaTeNbIIMKA (111 CyObheKTa 0OpalleHuUs JICKAPCTBEHHBIX CPEJICTB, SBISIFOIIETOCS OpraHU3aIueH,
MpPU3HABAEMOW  HAJOroBbIM  pe3uaeHToM  Poccuiickoit  ®denepauuu, W UHIWBUIYATbHBIM
peAnpUHUMATENIeM, WM TPEICTaBUTENIbCTBA CYOBbEKTa OOpalleHus JICKapCTBEHHBIX CPEICTB Ha
tepputopun  Poccuiickoit ~ ®egepanuu)  cyObekTa  OOpalleHHs — JIEKAPCTBEHHBIX  CPEICTB,
OCYIIECTBJISIOIIETO arperupoOBaHUE;

B) aJpec MecTa OCYIIECTBICHUS [EATEIbHOCTH (B Cllydae MPOU3BOJCTBA Ha TEPPUTOPHUHU
Poccuiickoit ®enepannn) win KOJ cTpaHbl (B Ciydae MNPOM3BOJCTBAa 3a mpenenamu Poccuiickoi
Oenepanun), TAE OCYIIECTBICHO arperupoBaHue, MO0 30HAa TaMOKEHHOTO KOHTpOIs (B cCiydae
OCYIIECTBJICHUS arpeTUPOBAHUS B 30HE TAMOKEHHOTO KOHTPOJIs);

F) TpyHIIOBBIC KOABI CO31aBACMBIX I'PYIIIIOBBIX YIIAKOBOK;

J1) TepedYeHb CEPUMHBIX TI00AJbHBIX HIECHTU(UKAIMOHHBIX HOMEPOB TOPIOBBIX EIWHUIl WIH
TPYNIOBBIX KOJIOB YMAaKOBOK 0o0Jiee HU3KOTO YPOBHS BIIO)KEHHOCTH, BXOJSIIMX B COCTAaB KaXJIOi
CO3/1aBa€MOM IPYNIOBON YIIAKOBKH.

2. CyObeKThl OOpallleHus JEKapCTBEHHBIX CPEICTB MPU OCYIIECTBICHUH U3BATHUS JIEKAPCTBEHHBIX
MpernapaToB W3 TPYIIOBOM YHAKOBKH MPEJCTABISIOT B CHCTEMYy MOHHMTOPHHTA  CIEIYIOIIYIO
UHpOpMaIHIO:

a) 1aTa COBEPIICHHS OTEepaIlnu;

0) KOJ HaJOromIaTeNbIIUKa B CTpPaHE PETUCTPAlMd WIH UIACHTU(DHUKAIIMOHHBIA HOMEp
HaJororuiaTeNnbiyka (11 cyobekTa 00palleHus JeKapCTBEHHBIX CPEJICTB, SBIISIOIIETOCS OpraHU3aINeH,
MPU3HABAEMON  HAJIOrOBBIM  pe3uneHToM  Poccuiickoir ~ @enmepaunv, Y UHAMBUAYAJIbHBIM
MpeANpUHUMATENIeM, WIN 7l TIPEICTaBUTENIbCTBA CYOBbEKTa OOpalIeHHs JICKapCTBEHHBIX CPEJICTB Ha
tepputopun  Poccuiickoit ~ ®Dexmepanuu)  cyObekTa  oOpalieHHs ~ JIEKApCTBEHHBIX  CPEJICTB,
OCYIIECTBJISIONIIETO ONEPaIHIO;

B) a/Ipec MeCTa OCYILECTBICHUS NESATEIBHOCTH (B CIyyae COBEPIICHMs OINEpalii Ha TEPPUTOPHH
Poccuiickoit @enepannn) uiu KoJ CTpaHbl (B clydyae COBEPIIEHUS ONEpalliu 3a MpeieraaMu TepPUTOPHH
Poccuiickoit ®eneparun), rie BBIIOIHACTCS ONEpanus, JM00 30Ha TAMOKEHHOT'O KOHTpOJA (B Cilydae
BBINOJIHEHUS ONEpaIK B 30HE TAMOXKEHHOT'O KOHTPOJIS);

I') CepUHHBIA TNIOOANbHBI HICHTU(UKAMOHHBIH HOMEp TOPrOBOM €IUHMIIBI, HM3BIMAEMOW W3
IpyNIIOBON yIAaKOBKH, UM TPYIIIOBOM KOJ YIAKOBKH 00Jiee HU3KOTO YPOBHSI BIO)KEHHOCTH, U3bIMaeMOM
U3 IPYNIIOBON YIIAaKOBKH.



3. CyObekTbl oOOpalleHUs JIEKapCTBEHHBIX CPEJACTB IPU OCYLIECTBICHUU JIOMOJHUTEIBHOIO
BJIO’KCHMS JIEKAPCTBEHHBIX MIPENAapaToB B TPYNIIOBYIO YIIAKOBKY IIPEACTABIISIIOT B CHCTEMY MOHUTOPUHIA
CJIEAYIOLLYI0 HH(POPMALHUIO:

a) JlaTa COBEpILEHUS Olepaluy;

0) KOJ HAJIOTOIUIATENbIIMKA B CTpaHE PETUCTPAllMd WIW UACHTU(GUKAIIMOHHBIA HOMEp
HaJIOTOIIATEeNbIINKA (111 CyObheKTa 0OpalleHUs JICKAPCTBEHHBIX CPEJICTB, SBIISIIOIIETOCS OpraHU3aIueH,
MpU3HABAEMON  HaAJIOroBbIM  pe3usieHToM  Poccuiickoit ~ @enepauuv, W UHIMBUAYAJIbHBIM
MpeANpUHUMATENIEM, WIH JUIS MPEICTAaBUTEIbCTBA CYOBhEKTa OOpaIleHHs JEKapCTBEHHBIX CPEJCTB Ha
tepputopun  Poccmiickoit  ®enepanmu)  cyObekTa  oOpamlieHHss — JICKapCTBEHHBIX  CPEJICTB,
OCYIIECTBIISIOIIETO OIEPaIuio;

B) a/Ipec MecTa OCYILECTBIECHUS JESITEIbHOCTU (B Clydyae COBEpPLICHUs OIepalld Ha TepPUTOPUU
Poccuiickoit @enepannn) Uim KoJ CTpaHbl (B cayyae COBEPLIEHUS ONEpalluyu 3a MpeaeaaMu TEpPUTOPUN
Poccuiickoit ®eneparun), rae BBIIOIHAETCA onepanus, JM00 30Ha TAMOXKEHHOI'O KOHTpOJIA (B cilydae
BBITIOJTHEHUS OIIEPALIUU B 30HE TAMOKEHHOI'O KOHTPOJIA);

I') CepuiHBIN TT00aNbHBIA UAECHTU(PUKAIMOHHBI HOMEpP TOProBOW €IMHUIBI WIHA TPYIIIOBON KO
YIaKoBKH 0oJjiee HU3KOTO YPOBHS BJIOXEHHOCTH, C KOTOPOI COBEpIIAETCS OIepanus JOMOIHUTEIHLHOTO
BIIO>KEHUS;

1) TPYIIIIOBOM KOJ YIAKOBKH, B OTHOIIEHUH KOTOPOW COBEpLIAETCS OIEepaLusl.

4. CyObekTbl OOpalleHUsl JIEKAPCTBEHHBIX CPEACTB IPH OCYLIECTBICHHUU pacHOpMUPOBAHUS
IPYNIIOBOM YIIaKOBKY MPEACTABISAIOT B CUCTEMY MOHUTOPHUHIA CIIEAYIONLYI0 HHPOPMAIUIO:

a) JaTta COBCPUICHUSA OIICPpAllUU;

0) KOJ HaJoromjaTeNblIMKa B CTpPaHE pPETUCTPALUU WIM UIACHTU(PUKAIMOHHBIM HOMEp
HaJIOroIyIaTebInuKa (111 cyObeKTa oOpaleHns JIeKapCTBEHHBIX CPEACTB, SBISIOLIETOCS OpraHu3aluei,
IIPU3HABAEMOU HaJIOTOBBIM PE3UAEHTOM Poccuiickoit ®denepanny, WHUBUyaIbHBIM
IOpeanNpuHUMAaTeIeM, WIM NpPEICTaBUTENIbCTBA CYyOBbEKTa OOpalleHusl JIeKapCTBEHHBIX CpPEACTB Ha
tepputopun  Poccuiickoit  ®enepanmu)  cyObekTa  oOpamieHHss — JIEKAPCTBEHHBIX  CPEJICTB,
OCYILECTBIISIOILETO OIlEpaLnIo;

B) a/Ipec MecTa OCYILECTBIECHUS JESITEIbHOCTH (B CIydae COBEPUICHUs OIEpalld Ha TePPUTOPHUHU
Poccuiickoit denepanyn) nin KoJl CTpaHbl (B Cyyae COBEPIICHHS OINEPAIlUH 3a MpesiellaMi TEPPUTOPUN
Poccuiickoit @enepaiiun), rie BBHIIOIHSAETCS onepanus, JUO0 30Ha TaMOXKEHHOTO KOHTpOJisA (B ciayyae
BBITIOJTHEHUS OIIEPALIMU B 30HE TAMOXKEHHOI'O KOHTPOJIA);

') TAT OTiepaIuy TpaHchopMaIuy yIakoBKu (pachopMHUpOBaHUE);

1) TPYTNIIOBON KOJ pacOpMUPOBBIBAEMON YIIAaKOBKU.

[Ipunoxenne N 6
K [TonoxxeHuro o cucreMe MOHUTOPUHTA
JIBIDKEHUS JIEKaPCTBEHHBIX MTPENapaToB



AJI1 MEAUIUHCKOI'O ITPUMCHCHU A

CBEOEHUWA,

NMPEOCTABIAEMbBIE CYBbEKTAMU OBPALLEHUA NNEKAPCTBEHHbIX
CPEACTB B CUCTEMY MOHUTOPUHIA ABUWXEHUA NNIEKAPCTBEHHbIX
NPENAPATOB OJ1A MEAMUMHCKOIO NPUMEHEHUA NMPU OBOPOTE
N BHYTPEHHEM NEPEMELLEHUU JIEKAPCTBEHHbIX NMPEMNAPATOB
ana MEOQULMHCKOIo NPUMEHEHUA

1. CyObexkt oOpaimieHus JEKapCTBEHHBIX CPEICTB TPU  OCYILECTBICHHUH IE€pEeMELICHHUS
JIEKapCTBEHHBIX NPENapaToB Uil METUIMHCKOTO NPUMEHEHHs (Janee - JIEKapCTBEHHBIE MNpenaparsl)
MEX]y aJipecaMy OCYIIECTBICHUS AEATEILHOCTH U (WiH) (papMareBTHIECKUMHU CKIIQJaMH MPEICTaBIISET
B CHCTEMY MOHHMTOPHHIA JIBH)KCHUS JIEKapCTBEHHBIX NpENaparoB (Jajee - CHCTEMa MOHHMTOPHHIA)
CIIEAYIONIYI0 WH(GOpPMAIMIO O MEepeMENIaeMbIX JIEKaPCTBEHHBIX Ipernaparax B OTHOIICHHH KaXKIOH
TOPTOBOI €AMHUIIBI JIEKAPCTBEHHOT'O Mpernapara:

a) 1aTta COBEPIICHHS ornepanuu (MPUEMKH Ha CKJIaJl, HA KOTOPBII COBEPIIECHO MEPEMEIIECHNUE);

0) uaeHTU(UKAIMOHHBIA HOMEp HAJOToIUIaTeNbIINKa CyObeKTa OOpalleHHs] JIeKapCTBEHHBIX
CpPEACTB, OCYIIECTBISIONIETO MEPEMEIIEHUE JICKAPCTBEHHOTO Mperapara;

B) aJ[pec MeCTa OCYIECTBIICHUS JIECATSILHOCTH WM CKJIaJia OTBETCTBEHHOTO XPaHEHHUS, U3 KOTOPOTO
OCYIIECTBIISICTCS TIEPEMEIIICHHE JIEKAPCTBEHHOTO TIperapara;

I) aJpec MeCTa OCYIIECTBICHHUS EATCIbHOCTH WM CKJIaJa OTBETCTBEHHOTO XPaHCHWUs, Kyla
OCYIIECTBIISICTCS TIEPEMEIIICHHE JIEKaPCTBEHHOTO TIpernapara;

) PEKBU3UTHl TMEPBUYHOTO JOKYMEHTA, SIBJIAIOIIETOCS OCHOBAaHWEM JJsi TepeMeIIeHUS
JIEKapCTBEHHOI'0 Ipernapara (1ara 1 HoMep);

€) CepuilHbId TIOOANBHBIM HICHTU(PUKAIUOHHBIA HOMEpP TOPrOBOM EIMHHUIIBI JEKapCTBEHHOTO
npernapara Wid TPyNnoBOM KOJ TPYIIIOBOM YMaKOBKH, B KOTOPOM HAXOJWUTCS 3TOT JIEKApCTBEHHBIM
npemnapar (B ciy4ae nmepeMelieHus IPynnoBOi YIIaKOBKH IIETUKOM).

2. CyObekT oOpalleHusi JIEKapCTBEHHBIX CpPEICTB NpHU Iepenaye JIEKapCTBEHHBIX IpernapaTroB
Ipyromy cyObeKTy oOpalieHHs JEKapCTBEHHBIX CPEJICTB B paMKaX Ipa)</1aHCKO-TIPaBOBBIX OTHOIIEHUH B
cillydae BbIOOpa NMPSIMOTO MOPSAJKA MPEACTABIEHUS CBEJIEHUM IMPEACTaBIseT B CHUCTEMY MOHHTOPHHIA
creayronyro MHpopMaiuio 00 OTTPYKEHHBIX JIEKapCTBEHHBIX IIpernaparax B OTHOIIEHHUH KaxIoH
TOProBOW €AMHMIIBI JIEKAPCTBEHHOTO Mpernapara:

a) Jarta COBCPHICHUSA ONICPAlUU;

0) uaeHTU(UKAIMOHHBIA HOMEp HaJloroIviaTeibliuka cyObekTa OOpalleHHsl JeKapCTBEHHBIX
CPEICTB, OCYLIECTBIISIFOLIETO OTIPY3KY JIEKAPCTBEHHOTO NIpenapara;

B) aapeCc MeCTa OCYHECTBICHUA JCATCIBHOCTH, HW3 KOTOPOro OCYHICCTBIICTCA OTIpy3Ka
JICKApCTBCHHOTO IIpCIiapara,

I) HICHTU(PUKAIMOHHBIA HOMEp HAJIOTOIUIATEIbINKAa CyOBbeKTa OOpalmieHus JeKapCTBEHHBIX
CPEICTB, OCYIIECTBIISIFOIIECTO MPUEMKY JIEKAPCTBEHHOTO Mpernapara;

1) aJpec MecTa OCYIIECTBICHHS NEATENbHOCTH, KyJa OCYIIECTBISETCS OTrpy3Ka JEKapCTBEHHOTO



npernaparta (B ciiyyae OTTpy3KH He 3apeTHCTPUPOBAHHOMY B CHCTEME MOHUTOPUHTA CYOBEKTY 0OpaIieHus
JIEKAPCTBEHHBIX CPEJICTB TAKUE CBEICHUS HE YKA3bIBAIOTCS);

€) uIeHTH(DUKAIMOHHBIH HOMEp HAJIOTOIUIATEIBIINKA - OpraHa rocyIapCTBEHHOM BJIACTH (B Cliydyae
OCYIIECTBIICHHS NEepeAayl JEKapCTBEHHOTO Iperapara B paMKaxX TOCYAapCTBEHHOTO JIEKAPCTBEHHOTO
obecrieueHus);

’K) PEKBU3UTHI TOCYAAPCTBEHHOTO KOHTPAKTa (B CIydae OCYIIECTBICHUS Mepeaadn JIEKapCTBEHHOTO
mpernapaTa B paMKax rocyJJapCTBEHHOT'O JIEKAPCTBEHHOT0 00ecIeueHus);

3) UCTOYHUK (PMHAHCUPOBAHMUS;
1) TUI IPAXKTaHCKO-IIPABOBBIX OTHOLIEHUH CYOBEKTOB 00pallleH!sl JeKapCTBEHHbBIX CPE/CTB;

K) CEpUUHBbIIM TrI00anbHbI HAEHTU(UKALMOHHBIH HOMEpP TOPIrOBOM €IMHUIbI JIEKAPCTBEHHOI'O
Ipernapara WIA IPyNIIOBOM KOJ TPYNIIOBOM YNAKOBKHM, B KOTOPOWM HAaxOIUTCS ATOT JIEKAPCTBEHHBIN
npemnapar (B ciyyae Iepeayu rpynnoBoil yIakoOBKU LETUKOM);

J) PEeKBU3UTHI IEPBUYHOTO JOKYMEHTA, SBJISFOIIETOCS OCHOBAHUEM JUIS TIepelauyl JIEKapCTBEHHOTO
npemnaparta (JaTa 1 HOMep);

M) CTOMMOCTB JICKAPpCTBCHHOI'O IIpfliapara (C Y4U€TOM HAJIOTa Ha Z[O6aBJ'IeHHy'IO CTOI/IMOCTL)
COTJIaCHO NMEPBUYHBIM JOKYMCHTAaM;

H) CyMMa Hajora Ha /100aBJI€HHYI CTOMMOCTh (B Clyyae €clid Iepejadya JIeKapCTBEHHOIO
npernapara 00JaraeTcst TaKUM HaJIOrOM).

3. CyOBekT oOpaleHus JIeKapCTBEHHBIX CPENICTB MPHU MPUEMKE JIEKapCTBEHHBIX IPENapaToB OT
JIPYroro cyObekTa oOparieHus JEKapCTBEHHBIX CPEJICTB B paMKaxX IPak/IaHCKO-TIPABOBHIX OTHOIIICHUH B
clly4ae BbIOOpa OOpaTHOTO MOPSAIKA MPEJCTABICHUS CBEICHUHN MPEACTaBISET B CUCTEMY MOHUTOPHHTA
CJIEYIONIYI0 WH(OPMAIUIO O MPUHATHIX JIEKAPCTBEHHBIX TperapaTax B OTHOIICHUU KaXKJIOW €IWHUIIBI
JIEKapCTBEHHOTO Mpernapara:

a) 1aTa COBEPIICHHS OTepallnu;

0) wAeHTU(UKANMOHHBIA HOMEp HAJOTOIUIATeNbIINKA CyOBheKTa OOpalleHHs] JIeKapCTBEHHBIX
CPEICTB, OCYLIECTBIISIFOIIET0 MPUEMKY JIEKAPCTBEHHOTO Mpernapara;

B) aJapec MecTa OCYIIECTBICHHS JEATCIBHOCTH, B KOTOPOM OCYIIECTBISICTCS IPHUEMKa
JICKapCTBEHHOTO Ipernapara,;

I) WICHTH()HUKAIMOHHBI HOMEpP HAJOrOIUIATENbIIMKA CyObheKTa OOpAIlIeHUs JICKapCTBEHHBIX
CPEJIICTB, OCYIIECTBUBILETO OTIPY3KY JIEKAPCTBEHHOTO TIperapara,

1) ajpec MecTa OCYIIECTBJICHUS JCATEIBHOCTH, M3 KOTOPOTro OblIa OCYIIECTBICHA OTTpy3Ka
JICKapCTBEHHOTO IMpernapara;

€) UJICHTU(UKALMOHHBIM HOMEp HAJIOTOIIATEbIINKA - OpraHa rocy/1apCTBEHHON BIIACTH (B cilydae
OCYLLIECTBJICHUS MEepeJayl JEKapCTBEHHBIX NPENApaTOB B PAMKAX IOCYJapCTBEHHOIO JEKAPCTBEHHOI'O

oOecrieueHus);

) PEKBU3UTHI TOCYIapCTBEHHOI'O0 KOHTPAKTa (B CJIy4ae OCYIIECTBICHUS Mepeiayl JeKapCTBEHHBIX



[IpernapaToB B paMKax rocyJapCTBEHHOT0 JIEKAPCTBEHHOT0 00eCIIeYeHH s );
3) UCTOYHUK (DMHAHCUPOBAHUS;
1) TUII TPaXIaHCKO-TIPABOBBIX OTHOIICHU CyOBEKTOB 00paIleHHS JIEKAPCTBEHHBIX CPECTB;

K) CEepHHHBIN TI00ANbHBIM WIACHTU(UKAMOHHBIA HOMEpP TOProBOM €IWHUIIBI JIEKAPCTBEHHOTO
Ipenapata WIA TPYIIIOBOM KOJ TPYNIIOBOM YNAKOBKM, B KOTOPOW HAaxOOUTCS 3TOT JIEKapCTBEHHBIN
npenapar (B ciydae Iepeayy rpyninoBoil yIakoOBKU LETUKOM);

J) peKBH3HTHI IEPBUYHOTO TOKYMEHTA, SIBIISIOLIETOCS OCHOBAHUEM JUIS TIEpEIavyd JICKAPCTBEHHOTO
npenapara (1ata 1 Homep);

M) CTOMMOCTB JICKAPCTBCHHOI'O IIpfliapara (C Y4U€TOM HAJIOTa Ha ,I[O68.BJ'I€HHYIO CTOI/IMOCTB)
COTJIaCHO NMEPBUYHBIM JOKYMCHTAaM;

H) CyMMa Hajora Ha J100aBJI€HHYK CTOMMOCTh (B Clyyae e€clid Iepejada JIeKapCTBEHHOIO
npernapara 00JaraeTcs TaKuM HaJIOroM).

4. CyObekT oOpalieHus JIeKapCTBEHHBIX CPEJCTB MPH MOATBEPKICHUH JTOCTOBEPHOCTU CBEICHHIA,
COZEPIKAIIMXCS B CUCTEME MOHUTOPUHIA O TMEPEIAHHBIX WJIM MPUHATHIX JIEKAPCTBEHHBIX Ipernaparax,
MIPEJICTABJIsIeT B CHCTEMY MOHUTOPHHIA CIEAYIOUIYI0 HMH(OPMALMIO B OTHOIIEHUU KaKIOW TOPTrOBOM
€MHHULIbI IEKAPCTBEHHOr'O IIpernapara:

a) JaTta COBCPUICHUSA OIICPAllUU;

0) uaeHTU(UKAIMOHHBIA HOMEp HalOroIvlaTeNbliika CcyObeKTa OOpalleHHs] JeKapCTBEHHBIX
CPEICTB, OCYLIECTBIISIFOLIETO Nepeaady JEKapCTBEHHOIO IIpenapara;

B) WJEHTU(UKALMOHHBIA HOMEpP HaJIOTOIUIaTebIIKa CyObeKTa OOpalleHusi JeKapCTBEHHBIX
CPEICTB, OCYILIECTBIISIFOLIETO PUEMKY JIEKAPCTBEHHOTO MTpEMapara;

I) CEepuilHBIA IIOOANBHBIA HISHTU(PUKALMOHHBII HOMEpP TOProBOM €IMHUIBI JIEKAPCTBEHHOIO
rpenapara Wid TPYINIIOBOW KOJ TPYNIIOBOM YIAKOBKH, B KOTOPOM HAaxXOIUTCS 3TOT JIEKAPCTBEHHBIN
npemnapar (B ciayyae rnepeaayu IpyninoBoil ynakoBKU LETUKOM).

5. CyObekT oOpallieHHus JIEKapCTBEHHBIX CPEJICTB, OCYIIECTBISIOUIMI KOHTPAKTHOE (ITOJPSIIHOE)
MIPOU3BOJICTBO JIEKAPCTBEHHBIX IpenapaToB Ha Teppuropuun Poccuiickoit ®@enepauuu, npu rnepeaade
JIEKapCTBEHHBIX IpenapaToB (FOTOBOM MpPOAYKIMHM) YYaCTHHKY O0OpOTa JIEKAPCTBEHHBIX MPENapaTos,
SIBJIIOIIEMYCS 3aKa3YUKOM 3TOT0 KOHTPAKTHOTO (TOJPSIIHOTO) MPOU3BOJICTBA, MPEACTABISAET B CUCTEMY
MOHUTOPHUHIA CJEIYyIOIyI0 HH(GOpPMAIMIO O MEPEeAaHHBIX JIEKApCTBEHHBIX MpenapaTax B OTHOIICHUH
Ka)XJ0M TOProBOM €IMHHUIIBI IEKAPCTBEHHOTO MIpernapara:

a) Jarta COBCPHICHUSA ONICPAlIUU;

0) uaeHTU(UKAIMOHHBIA HOMEp HaJloroIviateibliuka cyObekTa OOpalleHHsl JeKapCTBEHHBIX
CPEICTB, OCYLIECTBIISIFOLIETO NepeAavy JEKapCTBEHHOIO IIpenapara;

B) aJpec MecTa OCYIIECTBICHHS JEeATEIbHOCTH, U3 KOTOPOTO OCYLIECTBISIETCS IMepenadya
JIEKapCTBEHHOTO Mpernapara;

I) HICHTU(PUKAIMOHHBIA HOMEp HAJIOTOIUIATEIbINKAa CyOBbeKTa OOpalmieHus JeKapCTBEHHBIX



Cp€ACTB, OCYHICCTBJIAIOIICTO ITPUEMKY JICKAPCTBEHHOI'O ITPEIiapara;

I[) aapec MceCTta OCYWCCTBIICHHUA OCATCIBHOCTH, B KOTOPOC OCYHICCTBICTCA INICpcaavda
JICKApCTBCHHOT'O IIpfIiapara,

€) CepuiHBIA TIOOAIBHBIA WACHTU(GHUKAIMOHHBI HOMEp TOPrOBOW EIWHUIIBI JIEKAPCTBEHHOTO
Ipenapata WIA TPYIIIOBOM KOJ TPYNIIOBOM YNAKOBKM, B KOTOPOW HAaxOOUTCS 3TOT JIEKapCTBEHHBIN
npenapar (B ciydae Iepeayy rpyninoBoil yIakoBKU LEIUKOM);

) PEKBH3HTHI IEPBUYHOTO JIOKYMEHTA, SBIISIOIIETOCS OCHOBAHUEM JUISl MEPEeadyn JIeKapCTBEHHOTO
npenaparta (JaTa 1 HoMep).

[Ipunoxxenne N 7

K [TonoxeHnuro o cucteMe MOHUTOPHHTA
JABWIKCHUA JICKAPCTBCHHBIX IIPCIIApaTOB
JUI. MEIMIIUHCKOT'O IIPUMEHEHUS

NEPEYEHDb
NMPUYNH BNOKNPOBKU NPUHATUA CACTEMOW MOHUTOPUHIA
ABWXEHWUA NEKAPCTBEHHbIX NMPEMNAPATOB AnA MEAULUUMHCKOI O
NMPUMEHEHUA CBEAEHWIA O BBOAE B OBGOPOT JIEKAPCTBEHHbIX
NMPEMNAPATOB AnA MEAULIMHCKOIo NPUMEHEHUA, Ob OBOPOTE
n (unn) BbiIBOAE N3 OBOPOTA JIEKAPCTBEHHbIX NMPEMAPATOB
anAa MEAULUMHCKOro nPUMEHEHUA

Crnrcok 3MEHSIOIUX JOKYMEHTOB
(B pexn. [TocranoBnenus IIpasurenscrea PO ot 30.08.2019 N 1118)

1. BbIsgBiIeHHE HECOOTBETCTBHS TpPeOOBAaHMN K KauyecTBYy B paMKax BBIOOPOYHOIO KOHTPOJIS
KayecTBa JIEKapCTBEHHBIX CPEACTB M (penepanbHOro Haa3opa B cdepe oOpalieHus JIeKapCTBEHHBIX
CpeICTB, ocyliecTBiasieMblx DenepanbHON Ciyxk00i MO HaA30py B cdepe 3ApaBOOXpaHEHUs U ee
TEPPUTOPUATBHBIMU OPTaHaMHU.

2. llpunstue @enepasbHON Clayxk00H MO Ham30py B cdepe 3ApaBOOXpPaHEHHs] IO HUTOTaM
paccMOTpeHHs oOpalleHusi CyObekTa oOpallleHHs JEKapCTBEHHBIX CPEACTB PpEIICHUs, COJeprKallero
cBeieHusT 00 OOHapyXEHHH HECOOTBETCTBHS BBINYIIEHHBIX B 000POT JIEKaPCTBEHHBIX IMpENapaToB IJis
MEIUIMHCKOTO TpPUMEHEHHUs (Jlajiee - JIGKAapCTBEHHbIE NpenapaThl) YCTAHOBJIEHHBIM MHUHUCTEPCTBOM
3npaBooxpaHeHus Poccuiickoit ®enepanuy MpU  PETUCTPAMU ATHUX JIEKAPCTBEHHBIX IIPENapaToB
TpeOOBaHUSM.

3. Ilpunstue MuHHCTEpCTBOM 31paBooxpaHeHus: Poccuiickoit denepanun pemeHuss 00 oTMEHE
rOCy/IapCTBEHHON PETUCTPALIMU JIEKAPCTBEHHOI'O IIpernapara B IOPSAKE, YCTAaHOBJIEHHOM IIyHKTOM 6
ctathu 32 OenepanbHoro 3akoHa "OO0 oOpaleHnn JTeKapCTBEHHBIX CPEACTB".

4. OtcyTCTBHE B CUCTEME MOHHUTOpPHHIA JIBU)KEHUS JIEKAPCTBEHHBIX IpenaparoB (jajnee - cucrema
MOHHUTOPHHTA) CBEICHUI O HAJIMYUU JIEKAPCTBEHHOTO Mpenapara y cyobekTa o0palieHus JeKapCTBEeHHbBIX



Cp€ACTB, NPCACTABIAIOIICTO CBEACHUA 00 060p0Te 9TOro JICKApCTBEHHOTI'O ITpCriapara.

5. HcreueHue CpOoKa TOAHOCTH JICKAPCTBCHHOI'O IIp€riaparta B COOTBCTCTBHU CO CBCIACHUAMM,
3apCruCTPpUPOBAHHBIMU B CUCTEMEC MOHUTOPHUHTIA.

6. HecoorBeTcTBHE CBEIEHHI O JIEKAPCTBEHHOM Ipenapare, IpEeACTaBIECHHBIX CYObEKTOM
oOpallleHusl JIEKAPCTBEHHBIX CPEACTB IPU ONMCAHUU JIEKAPCTBEHHOIO Ipenapara B MH(OPMAIMOHHBIN
pecypc, obecrneunBaromMil y4eT U XpaHEHUE JOCTOBEPHBIX JAHHBIX O TOBAapax IO COOTBETCTBYIOLIEH
TOBAapHOW  HOMEHKJIAType, CBEAEHUSAM, IIOJYyYEHHBIM CHUCTEMOHM MOHMTOpUHIA M3  €IUHOMN
rOCyJapCTBEHHOIN MH()OPMAIIMOHHON CHCTEMBI B cpepe 31paBOOXpaHEHHUSL.

7. Hpe,[[CTaBJ'IeHI/Ie B CUCTCMY MOHHUTOpPHUHIA CBEJICHUM O Mpoaaxe JICKAPCTBCHHOI'O IIpfliapara C
(bapMaIIeBTI/ILIGCKOI‘O CKJIaJa mpu OTBETCTBCHHOM XPAaHCHUH.

8. IlpencraBienue B cUCTeMy MOHUTOPUHIA CBEACHUN 00 OTrpys3ke (Ipojake) JeKapCTBEHHOTO
mpernapara o perucTpaliy B Heil CBEACHUH O BBOJIE B 000POT JIEKApCTBEHHBIX MPETIapaToB.

9. IIpencraBieHue B CHCTEMY MOHMTOPHUHIA CBEACHUN ¢ HapylleHneMm TpeboBanuil [lonoxeHus o
CHUCTEME MOHMTOPUHTA JBWIXKEHUS JIEKAPCTBEHHBIX MPENapaTroB JUisl MEIUIUHCKOTO IMPUMEHEHUS,
yTBepkKAeHHOro noctanoBieHueM IlpaButensctBa Poccuiickoii @enepanuu ot 14 gexabps 2018 r. N
1556 "O6 yrBepxkaenun IlonoxkeHus: 0 cucreMe MOHHUTOPHHTA JBM)KEHUS JICKAPCTBEHHBIX IMPENapaToB
JUIS. METUIIMHCKOTO TIPUMEHEHUS".

10. OtcyTrcTBHE B CHCTEME MOHHUTOPWMHTA CBEACHUNW O HaIWYUM Yy CyObeKkTa oOpalmieHus
JIEKapCTBEHHBIX CPEACTB JIMIICH3MH, MPEJOCTaBISAIONINX CYyObeKTy oOpallleHus JeKapCTBEHHBIX CPEICTB
[IPaBO Ha OCYIIIECTBICHHE COOTBETCTBYIOUINX ONEpaIuil.

11. OTcyTcTBHE cBeneHM O 3asiBUTENE B EOMHOM rocylapCTBEHHOM pEECTpe HOPUANYECKUX JIUIL
KaK O JECWCTBYIOUIEM IOPUAUYECKOM JIMIE, UM B EJUHOM roCy1apCTBEHHOM PEECTPE MHIMBUAYAJIbHBIX
NpeAnpUHUMATENIeH KaK O JEMCTBYIOIIEM WHIMBUIyaIbHOM IPEANPUHUMATENIE, NN B TOCYIapCTBEHHOM
peeCTpC aKerﬂl/ITOBaHHI)IX (1)I/IJ'II/IELJ'IOB, HpeHCTaBI/ITCHBCTB I/IHOCTpaHHI)IX IOpI/II[I/I‘-IGCKI/IX JIMIT KaK O
JeicTByromeM (uanane Wik MpeAcTaBUTEIbCTBE HHOCTPAHHOTO IOPHAWYECKOTO JIMIA HA TEPPUTOPHH
Poccuiickoit @enepanuu.

12. Hanuune B EAMHOM roCyapCTBEHHOM pPEECTpE IOPUAMYECKHX JIMLl B OTHOLICHHUU 3asABUTENS
3aIlMCH O HEIOCTOBEPHOCTH CBENICHHI, BHECEHHON B COOTBETCTBHH C IyHKTamu 5 u (wim) 6 cratem 11
@enepanbHOro 3akoHa "O TocylIapCTBEHHOW PETUCTPALMK IOPUAMYECKUX JIML U MHAWBHyabHBIX
MpeAnpUHUMATEIEeH" .

13. Hanuuwe OCHOBaHMI JJIs OTKa3a B PETUCTpAllMUd CBEIEHUH O HAHECEHUU CpPENICTB
UJeHTU(DHUKAIIMN, TIPeTyCMOTPpEeHHBIX MyHKTOM 9(3) IlonoxeHuss o cucTeMe MOHUTOPHHTA JIBUKEHUS
JICKapCTBEHHBIX NPENapaToB Ui MEIUIMHCKOTO NPUMEHEHMS, YTBEPKICHHOTO MOCTaHOBJIEHUEM
[IpaBurtenscTBa Poccutickoii @enepanun ot 14 nexadbps 2018 r. N 1556 "O6 yrepxknenun [lonoxenus
0 CHUCTEME MOHUTOPHUHTA JIBUKEHHUS JIEKAPCTBEHHBIX MPENapaToB JUIsl MEAUIIUHCKOTO IPUMEHEHHUS "

(n. 13 BBenen [locranosnenunem [IpaButenscta PO ot 30.08.2019 N 1118)

14. Ilpunarue MunuctepcTBOM 3apaBooxpaHeHus Poccuiickoil ®Pepepanuu pemieHus o
IIPMOCTAHOBJICHUU TPUMEHECHMS JIEKAPCTBECHHOIO IIperapara B COOTBETCTBUM C 4acTblO 7 CTaTbU 64 U
cratbeil 65 @enepanbHoro 3akona "OO6 oOpaleHun JTeKapCTBEHHBIX CPECTB".

(. 14 BBenen Ilocranosnennem [IpaButenscta PO ot 30.08.2019 N 1118)



