INPABUTEJILCTBO POCCHVICKON ®EJIEPAIINU
ITIOCTAHOBIIEHUE

ot 24 suBaps 2017 r. Ne 62

MOCKBA

O npoBeaeHHH FIKCNIEPHMEHTA MO MAPKHPOBKe KOHTPOJIbHBLIMH
(mpeHTH(PHKAUHOHHBIMH) 3HAKAMH 1 MOHUTOPHHTY
3a 000POTOM OTAEJIbHBIX BUAOB JIeKaPCTBEHHbIX NpenapaToB
AJIS MeJHIIHHCKOTO MPHMEHEeHHsI

IlpaBurtensctBo Poccuiickoit Gegepaiui nocTaHOBJA S €T :

1. IlpoBectu Ha Tepputopun Poccuiickoii ®Penepauuu B pamkax
peaqu3zalliil  MPHOPUTETHOrO IIpoekTa "BHeapeHue aBTOMAaTU3UPOBAHHOU
CUCTEMBl MOHWTOPHWHIA JABWIKEHHS  JIEKAPCTBEHHBIX  MpenaparoB  OT
NIPOU3BOAUTENS 1O KOHEUHOro mnoTpeOuTens Ay 3alluThl HacelleHHs OT
banbcuPUUUPOBAHHBIX  JIEKAPCTBEHHBIX  IPENapaTtoB M  ONEPaTUBHOTO
BBIBEJIeHUS U3 000pOoTa KOHTpaaKTHRIX U HEAOOPOKAaYeCTBEHHBIX NpernapaToB”
3KCIIEPUMEHT [0 MapKUPOBKE KOHTPOJBHBIMH (MIEHTUGDUKALMOHHBIMH)
3HaKaMH W MOHHUTOPUHTY 3a OOOpOTOM OTHENbHBIX BUIOB JEKAPCTBEHHBIX
IpenaparoB AJi MEAULUHCKOrO MPUMEHEHHUs (fajiee - SKCIEpPUMEHT) B MEPUOJT
c 1 deBpans no 31 gexabps 2017 r.

2. Y1Bepauts npunaraeMoe [longoxxeHue o NpoBeaeHNUN dKCIEPUMEHTA T10
MapKApOBKE  KOHTPOJIbHBIMH  (MACHTHU(QHUKAUMOHHBIMH)  3HAKAaMH  H
MOHHUTOPHUHTY 3a 000OPOTOM OTAENBHBIX BUJOB JIEKAPCTBEHHBIX MpENapaToB I
MEIULITHCKOT0 MPUMEHEHUS.

3. YcTaHOBUTE, UTO:

¢dbenepanbHBIMA OpraHaMy HCTIOTHUTENBHOM BIACTH, YIOJIHOMOYEHHBIMH
Ha oOecreyeHHe TIPOBENEHUS OJKCIEPUMEHTA, SBISIOTCS MHHHCTEPCTBO
3apaBooxpaHeHuss Poccuiickoit ®enepaumu, MuHuUCTEpCTBO  (PUHAHCOB
Poccuiickoii ®enepanun, MUHUCTEPCTBO NPOMBIIIJIEHHOCTH M TOPTOBIH
Poccuiickoii ®enepanun, OenepanphHas ciayxba nmo Ham3opy B cdepe
3npaBooxpaHeHus u OenepanbHas HajIoropas ciyxo0a;

OnepaTopomM MHGOPMAITMOHHOU CUCTEMBI, OCYLIECTBIISOIUM
uHbOpMallMOHHOE  ofecrevyeHrne TMpOBENEHUs OKCIIEPUMEHTa,  SABJIAETCS
®enepanbHas Hanoropas ciyxoa.
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4. MuHucTEepCcTBY 37IpaBOOXpaHEHUs Poccuiickoit ®enepauuy,
MunucrepctBy  ¢punadcoB  Poccuiickoii ~ ®enepauuu, MUHHCTEPCTBY
IIPOMBILJIEHHOCTH ¥ ToproBiu Poccuiickoit @enepaunn, GenepanbHoii ciryxbe
o Hag3opy B cepe 3apaBooxpaHeHuss U DenepaibHON HaAJIOTOBOH CiyX)Oe
10 1 despans 2018 r. mpoBecTH OLEHKY pe3yJbTaTOB 3KCIIEpUMEHTA H
[IPEACTaBUTh COOTBETCTBYXOUMN nokial B IIpaButensctBo Poccuiickoi
®denepauun.

5. IlpoBeneHue SKCIIEpPUMEHTA OCYIIECTBISETCS 3a CYET OIOJKETHBIX
ACCUTHOBAHUM,  IPEAyCMOTPEHHbIX  MMUHHUCTEpCTBY  3IpaBOOXpaHEHUS
Poccuiickoit ®enepannu, MunucrtepctBy ¢uHaHcoB Poccuiickoit ®eneparum,
MUHHCTEPCTBY MPOMBIIUIEHHOCTH U TOproBiau Poccuiickoit ®exnepaunu,
@enepanpHOl cinyx0e mo Hag3opy B chepe 3apaBooxpaneHus U DenepanbHoM
HAJIOTOBOK ciyk0e B ¢enepanbHOM OIO)keTeé Ha COOTBETCTBYIOLIMIA
(MHAHCOBBIH ToOJl Ha PYKOBOACTBO W YyIIpaBlieHHE B c(epe yCTaHOBIEHHBIX
byHKUMA.

IIpencenarens [lpaButen

Poccuiickoit denepau J1.MenBeneB
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YTBEPXJIEHO

noctaHoBieHueM [ IpaBuTenbcTBa
Poccuiickoit ®enepannu
oT 24 suBapsa 2017 r. Ne 62

NHNOJOXEHMNE

O NPOBEACHHH 3KCIICPHMEHTA 110 MAPKHPOBKC
KOHTPOJIbHBIMH (l/llIeHTll(l)l/lKallHOHHblMﬂ) SHAKAMH H MOHHTOPHUHI'Y
3a OﬁOpOTOM OTACJIbHBIX BHAOB JICKAPCTBCHHLIX IIpe€naparoB
AJIA MEJHIHHCKOIoO IPHMECHCHH S

1. Hacrosmee IlosoxeHue ycTaHaBIMBAaeT IMOPAOK MPOBEIAEHUS
JKCIIEpUMEHTa MO MapKUPOBKE KOHTPOJBHBIMU (WACHTU(PHKAIIUOHHBIMHU)
3HaKaMl ¥ MOHHUTOPHUHTY 3a OOOpOTOM OTAENBHBIX BHUIOB JIEKAPCTBEHHBIX
IpenaparoB JUisi MEOULHUHCKOTO NMPUMEHEHHUS, HAXOMALIMXCS B CPakJAaHCKOM
obopote Ha Tepputopun Poccutickoit ®enepannu (nanee - IKCIEPUMEHT).

2.llensMu  BHeIpeHUS MapKUPOBKH JIEKAPCTBEHHBIX IpenaparoB
KOHTPOJBHBIMHU (MI€HTU(HUKALIMOHHBIMH) 3HAKaMU SIBJISFOTCS:

a) IPOTUBOJEHCTBHE HE3aKOHHOMY MPOU3BOACTBY  JIEKapPCTBEHHBIX
IpernaparoB Ha Tepputopuu Poccuiickoit denepanuy;

6) npoTUBOEHCTBHE HE3AKOHHOMY BBO3Y JIEKapPCTBEHHBIX IPENapaToB Ha
tepputoputo Poccuiickoii ®enepanuu;

B) IPOTUBOJICHCTBHE HE3aKOHHOMY OOOpOTY JIeKapCTBEHHBIX MpernapaTroB
Ha Tepputopur Poccuiickoit @enepauny;

I) IPOTUBOAEHCTBUE HEeIOOPOCOBECTHONW KOHKYpeHIUH B chepe obopora
JIEKApCTBEHHBIX NIPENApPaTOB;

1) CTaHIapTHU3alMs W YyHUGUKaUUd [OpoLeAyp YyuyeTa I[OCTaBOK U
pacrpeiesieHHst JICKapCTBEHHBIX MpPEnaparoB, B TOM YHCJIE 3aKyHmaeMbIX IJis
rOCYJapCTBEHHBIX HYX/I.

3. HensiMu aKCriepuMeHTa SIBISIFOTCS:

a) onpenieneHue 3pPeKTUBHOCTH M pe3yJbTaTUBHOCTU pa3padarbiBaeMoun
CHUCTEMBl KOHTpPOJIS 3a IBW)XKEHHEM Ha Tepputopuu Poccuiickoit Penepauuu
JIEKAPCTBEHHBIX IIPENapaToB OT NPOU3BOAUTENSA (MMIIOpPTEpa) A0 KOHEYHOrO
MOTpeOUTeNss B LEJOM M KaXIOTO W3 YYaCTHUKOB PBHIHKA JIEKAPCTBEHHBIX
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IIpenapaTroB B OTHEIBHOCTH AN OOCTHOXKEHHUs Liesiel, yKa3aHHBIX B IYHKTE 2
Hacrosuero [lonoxenus;

0) ompenenieHe  M3MEHEHHH, KOTOpble HEOOXOOAHMO BHECTH B
HOpPMaTUBHbIE IIpaBOBbIe aKThl Poccuiickoii denepanuu, periamMeHTHPYIOIINE
ctepy obpallieHHs JIeKAPCTBEHHBIX IPENapaToB, B Clydae MPUHATHS pelICHHs
O BHEIPEHMM MOHHUTOpPHHIA 32 ODOPOTOM OT/EJbHBIX BHIOB JIEKAPCTBEHHBIX
[penaparos;

B) ONpEIC/IECHUE  TEXHHUYECKUX  BO3MOXXKHOCTEH  HMH(POpPMAIIMOHHOU
CUCTEMBI, B KOTOpOil OyIeT OCyIIeCTBISIThCSI MHPOPMAIMOHHOE oOecredeHue
IIPOBE/IEHUS SKCIIEPUMEHTA, 1 HEOOXOANMOCTH €€ JaJbHEHIIero pa3BUTHS.

4. MapkupoBka JIEKapCTBEHHBIX [IpernapaToB KOHTPOJIbHBIMH
(MDeHTHHUKALMOHHBIMA) 3HAKaMH B IEeJIAX I[POBEJCHUS JKCIepUMeEHTa
OCYILLECTBIIIECTCS IPOU3BOAUTEI MU JIEKapCTBEHHBIX IIpenapaTroB
C UCIIOJIB30BAHHMEM JIByXMEPHOTO IITPUXOBOTO KOJA.

HaHecenne ykxaszaHHON MapKUpOBKH He TpeOyeT BHECEHHS M3MEHEHUH B
PETUCTPALMOHHOE JOChE Ha JIEKapCTBEHHBIN Ipenapar.

5. DKCIepMEeHT IpPOBOJIUTCS Ha NOOpPOBOJIbHOH OCHOBE Ha OCHOBaHWH
3as1BOK CyOBEKTOB OOpallleHHs JIeKapCTBEHHBIX CPEJICTB B nepuon ¢ 1 deBpans
no 31 nexabps 2017 r.

IIpuopuTeTHBIMM ~ AJIE  y4acTUsS B OKCIIEDUMEHTE  SIBISIOTCA
JEKapCTBEHHbIE IIpenaparbl, NpeAHa3HAauYeHHble [UIsi oOOecrneyeHus JulIl,
OONBHBIX remMouiaueld, MYKOBHCUUAO30M, THINOMU3APHBIM HAHU3MOM,
6one3npto ['omre, 37M0KaYeCTBEHHBHIMH HOBOOOpA30BaHUAMH JTHMGOUTHOMH,
KPOBETBOPHOHN U POACTBEHHBIX UM TKaHEW, pacCessHHBIM CKJIEPO30M, JIUI] NOCIE
TPaHCIUIAaHTAllMM OPTaHOB U (WJIM) TKaHEH.

6. Jlns mpoBeneHUs 3KcrepuMeHTa MUHHCTEPCTBOM 3[paBOOXpPaHEHHS
Poccuiickoit ®enepanuu 0o CorjaacoBaHUI0 ¢ MUHHCTEPCTBOM (DHHAHCOB
Poccuiickoii ®enepauny, MHHUCTEpPCTBOM MPOMBIILIEHHOCTH W TOPrOBIH
Poccuiickoit ®enepanyu, MUHUCTEPCTBOM CBSI3M U MAaCCOBBIX KOMMYHHUKAIIMH
Poccuiickoii ®epnepaunn, @DenepanbHol cioyx00i 1Mo Ham3opy B cdepe
3npaBooxpaHeHus U DefepanbHON HATOroBOM Ciyk00#  yTBepX IaroTCs
METOANYECKHE PEKOMEHIALIMH, KOTOPbIMU YCTAHABIMBAIOTCS B TOM YHCIIE:

a) mpaBwiIa KOAMpPOBaHUS (CTpyKTypa Koda, cmoco0 ¢opMUpPOBaHUSA,
dopmar);

6) TpeboBaHusA K HHGOPMAITHOHHON CHCTEME;

B) TpebOBaHUd K OOOpYZOBaHHIO, HCIOJB3YEeMOMY JMJI CYHTHIBAaHUS
KOJIOB;
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r) NOPSOK Nepefayu 1 oOMeHa nHpopMaluei;

I) IOpSIOK  B3aUMOJEWCTBUA  MHGOPMALIMOHHOW  CHCTEMBI  C
UMEIOLIMMUCS HHOOPMALMOHHBIMH PeCypCaMHu;

€) NOpAJ0K NMOJayM 3asiBKM Ha y4acTHe B SKCIIEPUMEHTE U TIpHIaraeMbIX
K Hel JOKYMEHTOB, a TaK)Ke TUIoBas (Gopma 3as1BKH;

) MOPAOK PETUCTPALlMM YYaCTHUKOB B CUCTEME;

3) IOPANOK BHECEHWs WH(POpPMALlUM B CHCTEMYy, BKIIOYas IMepedeHb
nperocTaBisieMoil MHpopMaIuH;

1) NOPAIOK MOHUTOPHHTIA Y OLIEHKHU PE3yJIbTaTOB 3KCIIEPHUMEHTA;

K) GYHKIIMHM YYaCTHHKOB JKCIIEPUMEHTA M MOPSIOK MX B3aWMOJIEHCTBHS,
BKJIIOYass CPOKH M OCHOBAHHS IPHHATHUS PELICHUS O BBIBOJE JIEKAPCTBEHHOTO
npenapara u3 odopoTa.

7. Y4acTHHUKaMH 3KCIIEpPUMEHTA SBJISFOTCS:

a) MuHuCTEpPCTBO 3paBOOXPAHEHUA Poccuiickoii ®denepauny,
MuHHCTEPCTBO TIPOMBILUIEHHOCTH W TOproBiuu Poccuiickoit ®Denepauuy,
MunuctepctBo ¢uHaHcoB Poccuiickoit ®enepanuu, OenepajibHas Hajloronas
cinyx0a, enepabHasi TaMoXeHHas ciyx0a, PenepanbHas CiIy0a 10 Haa30py
B cepe 34paBOOXpaHEHUs, TEPPUTOPUANIbHEIE OpraHbl PenepaibHON CITyXObI
10 HaJ30py B cdepe 34paBOOXpaHEeHHS;

6) cyOBeKThl OOpaleHHs JIeKapCTBEHHBIX CPeACTB (MPOM3BOIUTENN
JIEKaPCTBEHHBIX CPEACTB, OpraHM3alldd ONTOBOM TOPIOBIM JIEKAPCTBEHHBIMHU
IpenapaTtaMy, JHIA, BBIIOJHAIOIIME (YHKUIUHU HHOCTPAHHOTO H3rOTOBUTEII,
OpraHM3alMyd  PO3HHYHON  TOpProBIM  JIEKAPCTBEHHBIMH  Mpernaparami,
MEIMLMHCKUE OPraHU3allvy), IIOAABIIKE 3aIBKU Ha yyacTHhe B 3KCIIEpUMEHTe.

8. Koopaunauus vcnonHenus Hacrosilero [lonoxxeHus ocylecTBiseTcs
IIPOEKTHBIM KOMHUTETOM IO peajin3allid MPUOPUTETHOro npoekra "BHenpeHue
aBTOMAaTU3UPOBAHHOM CHUCTEMBI MOHHUTOPHHIA [JBHXXEHUS JIEKAPCTBEHHBIX
[IpenaparoB OT IIPOM3BOAMTENS A0 KOHEYHOrO MOTPeOUTENs IS 3allUuThI
HacelneHuss OoT  (adbCUPUUUPOBAHHBIX  JIEKAPCTBEHHBIX  IpeIaparoB
U OMEePaTUBHOTO BBIBEJICHUS U3 obopora KOHTpadaKTHBIX
U HeJoOpOKayeCTBEHHBIX IIpenapaToB” B COOTBETCTBHH C IaclOpTOM
YKa3aHHOT'O IIPUOPUTETHOIO [IPOEKTa ¥ €0 CBOAHBIM I1JIAHOM.
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