MMPABUTEJILCTBO POCCHUUCKOHN ®EJIEPALIMA
ITIOCTAHOBJIEHMUME

ot 24 suBaps 2017 r. Ne 62

MOCKBA

O npoBeaeHMH IKCIIEPUMEHTA 110 MAPKHUPOBKE KOHTPOJIbHBIMH
(upeHTH(PUKAUMOHHBIMHU) 3HAKAMM U MOHUTOPHUHIY
3a 000pOTOM OT/AEJIBHBIX BUAOB JICKAPCTBEHHBIX NPENapaToB
JJIA MeJMIMHCKOI 0 IPUMEHEeHUs

IIpaButenscTBO Poccniickon Penepaiui MO CTAHOBJA A ET !

1. IlpoBect Ha Teppuropun Poccuiickoit denepanui B paMKax
peanu3alydyd IPUOPUTETHOIO MpoekTa "BHexpeHue aBTOMAaTU3UMPOBAHHOMN
CUCTEMBl ~ MOHUTOPWHIA  JBHWJKCHHSA  JICKAPCTBEHHBIX  IIPENaparoB  OT
MPOU3BOAMTENSA A0 KOHEYHOrO TMOTpPeOUTENnst Jii 3allUThl HACeJIeHUs OT
banbcu(UIMPOBAHHBIX  JIEKAPCTBEHHBIX  MPENapartoB M  OMNEPAaTUBHOIO
BBIBEJICHUS U3 000pOTa KOHTpa(paKTHBIX U HEJOOPOKaYECTBEHHBIX MpenapaToB"
HKCIEPUMEHT 10 MAapKUPOBKE KOHTPOJBHBIMH  (MIECHTHU(PUKALNOHHBIMN)
3HaKaMM M MOHHUTOPHUHIY 3a OOOpOTOM OTAEIbHBIX BHUIOB JIEKAPCTBEHHBIX
IpenapaToB i MEAUIIMHCKOTO MPUMEHEHHUs (J1ajee - SKCIIEPUMEHT) B MEPUOJT
c 1 deBpans no 31 nexadbpst 2017 r.

2. YTBepauTh npunaraemoe [lomoxkeHne o mpoBeAeHUH dKCIIEPUMEHTA TI0
MapKUPOBKE  KOHTPOJBHBIMU  (MACHTU(DUKALIMOHHBIMM)  3HAKaMu |
MOHHMTOPUHTY 332 000POTOM OTIEIbHBIX BUJOB JIEKAPCTBEHHBIX MPENapaToB JJIs
MEIULIMHCKOIO IPUMEHEHHS.

3. YcTaHoBUTH, UTO:

(denepasbHBIMU OpraHaMU MCIIOJHUTENIbHON BIIACTH, YIOTHOMOYEHHBIMU
Ha oOecreuyeHrue TMPOBEACHUS HKCIEPUMEHTA, SABISIOTCA MUHUCTEPCTBO
3npaBooxpaHeHusi Poccuiickoit ®@enepauuu, MuHucTepcTBO (PUHAHCOB
Poccuiickon ®eneparuu, MUHHUCTEPCTBO MNPOMBIIUIEHHOCTA W TOPTOBIIH
Poccuiickoii ®enepanuu, denepanbHas ciayxba 10 Ham3opy B cdepe
3apaBooxpaHeHus U DeepanbHas HaJOroBast ciyxoa;

OIeEPATOPOM UH(MOPMAITMOHHON CUCTEMBI, OCYILECTBIISIIOLLIAM
nH(OpPMAIMOHHOE  OOecrieYeHre MPOBEJAEHUS  OKCIIEPUMEHTa,  SBIISETCS
denepanbHas HAJIOroBas Ciryxoa.



4. MUuHUCTEPCTBY 3paBOOXPAHEHUS Poccuiickon denepanuu,
Munucrepctsy  ¢unancoB  Poccuiickoit =~ ®epepanun, MuUHUCTEPCTBY
MIPOMBINIJICHHOCTH U Toproeiu Poccuiickoit denepannn, OeaepanbHoil ciyxoe
no Haa3opy B cepe 3apaBooxpanenus u dDenepaibHONW HAJIOTOBOM Ciyx)Oe
no 1 depans 2018 r. mpoOBECTH OILIEHKY pe3yJIbTAaTOB JSKCIEPUMEHTa M
MPEJICTABUTh COOTBETCTBYIOIMK noknan B IIpaBurensctBo Poccuiickoit
denepannm.

5. IlpoBeneHne HKCIEPUMEHTA OCYILECTBISIETCS 3a CYET OHOIKETHBIX
ACCUTHOBAaHMM,  MPEIyCMOTPEHHbIX  MMHUCTEPCTBY  3/IpaBOOXPAHEHUS
Poccuiickoii @enepaunn, MunucrepctBy ¢puHancoB Poccuiickoii @enepanmu,
MuHuCTEpCTBY IPOMBILUICHHOCTH U TOoproBiu Poccuiickon ®exnepauuu,
denepanibHON city»)0e 1Mo Haa30py B cepe 3apaBooxpaneHuss u denepanbHON
HAJIOroBON ciyxx0e B (QenepanbHOM OrOJKEeTe Ha COOTBETCTBYIOLIMIMA
(MHaHCOBBII TOJl Ha PYKOBOACTBO W YyIpaBJ€HHE B c(epe YCTaHOBIEHHBIX
byHKIHHA.

[Ipencenarens [IpaButenscTBa
Poccuniickon @enepanun J.Mengenes



YTBEPXIEHO

nocra”HoBjeHueM [IpaBuTenbcTBa
Poccuiickon denepanmnu
ot 24 suBaps 2017 r. Ne 62

HOMNOXKEHHNE

0 MPOBeAEeHUH IKCTIEPUMEHTA M0 MAPKUPOBKe
KOHTPOJIbHBIMHU (HAeHTU(PUKATMOHHBIMH) 3HAKAMH U MOHUTOPHHTY
32 000POTOM OT/IeJBHBIX BHIOB JIEKAPCTBEHHBIX MPeNapaToB
AJI51 METHITHHCKOTO MPUMeHeHHs

1. Hactosimee I[lomoxeHue ycTaHAaBIMBAET TOPAJIOK  TIPOBEICHUS
DKCIIEPUMEHTA [0 MAapKUPOBKE KOHTPOJIBHBIMH (MIACHTU(DUKAIMOHHBIMH )
3HAKAMH U MOHHUTOPHHTY 3a OOOpOTOM OTJIEIbHBIX BHJOB JIEKAPCTBEHHBIX
MpenapaToB JJII MEIUIMHCKOTO MPUMEHEHUS, HAaXOJSIIIUMXCS B TPaXKTAHCKOM
obopote Ha TeppuTopun Poccuiickoii deaepannu (nanee - SIKCIEPUMEHT).

2. llenssMu  BHEJAPEHHS MAapKUPOBKH  JIEKAPCTBEHHBIX  IpenapaToB
KOHTPOJIbHBIMU (MICHTU(DUKAIMOHHBIMH ) 3HAKAMU SIBJISTFOTCSI:

a) IPOTUBOJICMCTBUE  HE3aKOHHOMY  IPOM3BOJCTBY  JIEKAPCTBEHHBIX
IpernaparoB Ha Teppuropun Poccuiickon Oenepanuy;

0) MpOTHBOICHCTBHE HE3AKOHHOMY BBO3Y JICKAPCTBEHHBIX MpENapaToB Ha
teppuropuro Poccurickon @enepanuuy;

B) MPOTUBO/ICHCTBHE HE3aKOHHOMY 00OPOTY JIGKAPCTBEHHBIX MpPENapaToB
Ha Teppuropun Poccuiickoit @enepannu;

I) IPOTHBOACHCTBUE HEIO0OPOCOBECTHON KOHKYPEHIIMU B cepe 00opoTa
JIEKapCTBEHHBIX MPENapaToB;

1) CTaHaapTU3alMs W yHH(UKAIKMS TMpoUEAyp YydeTra IOCTaBOK H
pacrpeqielieHusl JIEKapCTBEHHBIX IpenapaToB, B TOM YHUCJE 3aKyHaeMbIX IS
roCyJJapCTBEHHBIX HYX]I.

3. LlenmssMu SKCTIEpUMEHTA SBJISTFOTCSI:

a) onpenaenenue dYPPEKTUBHOCTH U PE3YIHTATUBHOCTH pa3padaThIBaeMOi
CHUCTEMBI KOHTPOJIA 3a JBWKEHHMEM Ha Tepputopun Poccuiickon depepanun
JIEKAQpCTBEHHBIX MPENapaToB OT MNPOU3BOAUTENS (MMIOpPTEpPa) 10 KOHEUHOIO
NOTPEOUTENST B IEJIOM W KaXJOTO0 W3 YYACTHUKOB PBHIHKA JIEKAPCTBEHHBIX



pernapaToB B OTACIbHOCTU MJIsi JOCTHKEHUS IIeJiel, YKa3aHHbIX B IYHKTE 2
Hacrosiuero [lonoxenus;

0) onpeneneHue  M3MEHEHMM, KOTOpble HEOOXOJUMO BHECTH B
HOPMATHUBHBIE MPaBOBbIE akThl Poccuiickoit denepanuu, peraiaMeHTUPYIONINE
cdhepy oOpalleHus JEeKapCTBEHHbBIX MPENapaTroB, B ClIy4yae MPUHATHUS PEIICHUS
O BHEJIPEHUU MOHUTOPHUHTa 3a OOOPOTOM OTACNIbHBIX BHUIOB JEKAPCTBEHHBIX
penaparos;

B) ONpEJEICHNEe  TEXHUYECKUX  BO3MOXKHOCTEH  MHGPOPMAIIMOHHON
CUCTEMBI, B KOTOpOH OyJIeT OCYyIIECTBIATHCS MH(OPMAIMOHHOE OOecIeueHue
MPOBEICHUSI SKCIIEPUMEHTA, U HEOOXOAMMOCTH €€ JalbHEHIIero pa3BUTHSI.

4. MapkupoBKka JICKapCTBEHHBIX npenaparoB KOHTPOJIbHBIMU
(uneHTU(PUKAMOHHBIMM) 3HAKaMU B IIENIAX MPOBEJCHUS OKCIEPUMEHTa
OCYILECTBIISIETCS MIPOU3BOIUTEIIAMU JIEKAPCTBEHHBIX npenaparoB

C UCIIOJIb30BAaHUEM JIBYXMEPHOT'O IITPUXOBOTO KOJIA.

HaneceHnue ykazaHHOW MapKHpPOBKH HE TpeOyeT BHECEHHUs M3MEHEHUU B
PETUCTPALlMOHHOE JOChE Ha JIEKAPCTBEHHBIN Mpenapar.

5. DKCIIEpUMEHT MPOBOAUTCS Ha JOOPOBOJHHON OCHOBE Ha OCHOBaHUU
3asiBOK CyOBEKTOB OOpallleHus JIEKAPCTBEHHBIX CPEJCTB B nepuo ¢ 1 deBpans
no 31 nexabps 2017 r.

[IpuopuTeTHbIMU ISl  y4acTUsl B JKCIEPUMEHTE  SIBIISIEOTCS
JICKapCTBEHHBIE TperapaThl, TMpeIHAa3HAYCHHBbIC JUIsi OOCCIeUYeHUs JIUII,
OONMBHBIX reMouiuel, MYKOBHUCIHMIO30M, TUMO(PU3APHBIM  HAHU3MOM,
O6one3npto ['omre, 3710KkaueCTBEHHBIMA HOBOOOpPA30BaHUSIMU  JTUM(OUTHOM,
KPOBETBOPHOW U POACTBEHHBIX UM TKAHEW, PACCESTHHBIM CKJIEPO30M, JIMII TTOCJIE
TpPaHCIUTAHTAIIMK OPTaHOB U (WJIM) TKaHEH.

6. lns mpoBeneHus dKCHepuMeHTa MUHHUCTEPCTBOM 3paBOOXPAHECHHUS
Poccuiickoit ®enepanuu 1o coryiacoBaHuio ¢ MUHHUCTEPCTBOM (DUHAHCOB
Poccuiickon ®enepaunu, MUHHCTEPCTBOM NPOMBIIUIEHHOCTH W TOPTOBJIHU
Poccuiickon ®@enepannn, MUHUCTEPCTBOM CBSI3M M MAaCCOBBIX KOMMYHUKALIMI
Poccuiickoit  ®eneparun, dDenepanbHOil Ciyxk00i 1O HamA30py B cdepe
3apaBooxpaHeHuss u  DenepasbHOM HAJIOrOBOM CIIy:KOOM  yTBEpXKAArOTCs
METOJUYECKUE PEKOMEHIAlINK, KOTOPBIMU YCTAHABIUBAIOTCS B TOM YHUCIIE:

a) MpaBWJia KOAMPOBaHUA (CTPYKTypa Koja, croco0 ¢dopMUpOBaHUS,
hopmar);

0) TpeboBaHMs K HHOOPMAITMOHHON CUCTEME;

B) TpeOOBaHUS K OOOpPYAOBaHUIO, HCIOJb3YEeMOMY JJIsi CUYUTHIBAaHUS
KOJIOB;



I') MOPAJIOK Mepeiaun 1 oOMeHa nH(popMaluei;

1) IOPSIIOK ~ B3aMMOJICHUCTBUS  MH()OPMAIIMOHHOM  CHUCTEMBI  C
UMEIOIIUMHUCS HHPOPMAIIMOHHBIMU PECYpCamu;

€) MOPSAJAO0K TMOJIayy 3asBKU HA y4acTHUE B DKCIEPUMEHTE M MpUIIaraeMbIx
K HEeWl JOKyMEHTOB, a TaK)Ke TUIOBasi popMa 3asiBKH;

) TOPSJIOK PETUCTPALIMN YIYACTHUKOB B CUCTEME;

3) MOPSIIOK BHECEHHUs WH(MOpPMAIMU B CHUCTEMY, BKIIOYas IepedYeHb
npeaocTapisieMol nHGopMaIny;

1) MOPSJIOK MOHUTOPUHTA U OLIEHKU PE3YJIbTAaTOB SKCIIEPUMEHTA;

K) QYHKIIMK YYACTHUKOB SKCIEPUMEHTA U MOPSIOK MX B3aUMOJCHCTBUS,
BKJIIOYAs CPOKH M OCHOBAHUS IMPUHSITHS PEHIEHUS O BBIBOJE JIEKAPCTBEHHOTO
npenapara u3 00opoTa.

7. Y4acCTHHUKaMU SKCTIEPUMEHTA SBJISIFOTCS:

a) MuHuCTEPCTBO 31paBOOXpPAHEHUA Poccutickon Oenepanuu,
MuUHUCTEPCTBO MPOMBILIICHHOCTH H TOproeiu Poccuiickor denepauuu,
MunucrepctBo (unHancoB Poccuiickoit ®@enepanuu, DenepanbHas HAIOTOBAs
cinyx6a, DenepanbHas TamoxeHHas ciyk0a, DenepanbpHas ciayk0a 1Mo Haa30Py
B cdepe 37ApaBOOXpaHEHHUS], TEPPUTOPHUATIbHBIE OpTraHbl DeaepanbHOl CITyKObI
0 HA/130pY B cepe 37ApaBOOXPAHECHHUS;

0) cyObeKkThl OOpamieHusi JEKAPCTBEHHBIX CPEACTB (TIPOU3BOAUTEIU
JIEKApPCTBEHHBIX CPEACTB, OPraHU3AMU ONTOBOM TOPTOBIU JIEKAPCTBEHHBIMU
npenaparaMu, JIMIA, BBITOJHSIONME (QYHKIMH WHOCTPAHHOTO H3TOTOBUTEIS,
OpraHv3allid  PO3HUYHOM  TOPrOBIM  JIEKAPCTBEHHBIMU  IIpEraparami,
MEUITMHCKIE OPTaHU3aIiN ), TOaBIINE 3asBKU HA y4aCTHE B SKCIICPUMEHTE.

8. Koopnunanust ucnionnenusi Hacrosiero [lojoskeHus ocymiecTBiIsieTcs
MPOEKTHBIM KOMHUTETOM [0 pealM3allyl MPUOPUTETHOTO IpoekTa "BHenpenue
aBTOMATHU3UPOBAHHOW CHCTEMbl MOHMTOPUHIA JBH)KEHHUS JIEKapCTBEHHBIX
pernaparoB OT MPOU3BOJIUTENS JO KOHEYHOTO TOTPEOUTENS IS 3allUThI
HaceleHUsT  OT  (anbCU(UIIMPOBAHHBIX  JICKAPCTBEHHBIX  MpenapaToB
u ONEPATUBHOIO BBIBE/ICHUS u3 oboporta KOHTpahaKTHBIX
U HEIOOPOKAUYEeCTBEHHBIX IMpenapaToB" B COOTBETCTBUM C IMACIOPTOM
YKa3aHHOTO NPUOPUTETHOTO MPOEKTAa U €r0 CBOJIHBIM IIJIAHOM.




