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YTBEPXJIEHbBI

pacnopsbxkenueM [IpaBurenbcTBa
Poccniickon @enepannn
ot 16 nekadps 2023 r. Ne 3695-p

N3MEHEHMUA,

KOTOpPbIe BHOCATCA B pacnopsxkenue [IpaBurenncrBa
Poccuiickoii ®egepannu ot 15 deBpass 2023 r. Ne 345-p

1. ITynkT 1 mocne cioB "rocyaapcTBEHHONW HH(POPMAIMOHHON CHUCTEMBI
MOHUTOPHUHTA 32 000POTOM TOBApPOB, MOJICKAUUX 00S3aTEIBHON MAPKUPOBKE
cpencTBaMu  uaeHTU(UKanuu,"  JOMOJMHUTH  ciloBaMu  "(denepanbHoil
rocyapCcTBeHHOW MHGOPMAIIMOHHOM CHCTEMbl MOHUTOPHHIA JIBUKECHUS
JIEKapCTBEHHBIX npenaparoB TUTSI MEIUIUHCKOTO MPUMEHEHUs
OT TPOU3BOJUTENS [0 KOHEYHOrO TOTPEeOUTEeNs] C  HCIOIb30BAHHEM
B OTHOIIECHHMM JIEKAPCTBEHHBIX MPENapaTroB Il MEIUIUHCKOrO0 MPUMEHEHUS
cpeacTB uaeHTuukanmu'.

2. AO3al; d4eTBepTHIH MyHKTa 2 TOCIE CIOB "TOCYyAapCTBEHHOU
MH(OPMAITMOHHONW CUCTEMBbl MOHUTOPUHTA 32 000POTOM TOBAPOB, MOIEKAIIUX
00s13aTeNIbHONM MapKUPOBKE CPe/ICTBAMU UJICHTU(UKAIMHY," JTOTIOJHUTH CIOBAMHU
"(benepanbHON TOCYJAPCTBEHHOM HWHQPOPMAITMOHHON CHUCTEMbl MOHMUTOPUHIA
JIBUKEHUSL JIEKAPCTBEHHBIX IMpenaparoB JUisi MEIULMHCKOTO NPUMEHEHUS
OT TPOU3BOJUTENS [0 KOHEYHOrO TOTPEeOUTEeNs] C  HCIOIb30BAHHEM
B OTHOIIECHHMH JIEKAPCTBEHHBIX MPENapaTroB Il MEIUIUHCKOrO0 MPUMEHEHUS
cpeacTB uaeHTuukanmu'.

3. JIOTIOJHUTE MYHKTOM 22 CIIEYIOIIETO COICPKAHUS:

"22, Munnpomropry Poccum 1o cornacoBaHuio ¢ Poccrarom
u Poc3apaBHan30poM yTBEPAUTh METOAMYECKHE PEKOMEHJAIMU MO pPAacueTy
IoKasaresnen, IPeayCMOTPEHHBIX pasaenoM XVI mepeyHs, yTBEpKICHHOTO
HACTOAIINUM PaCIOPSKEHUEM. .

4.B nmnepeune mokazarened  OHEHKM  IPHEKTUBHOCTH  pabOTHI
(denepanbHbIX OPraHOB HMCHOJHUTEIBHOM BJIACTU C MCIOJIb30BAHUEM JIaHHBIX
U UHCTPYMEHTOB T'OCYJapCTBEHHOM MH(GOPMAIIMOHHON CHUCTEMbl MOHHUTOpPUHIA
3a 000pOTOM TOBApOB, MOUICKALIUX O00s3aTEILHOM MapKUPOBKE CPEJICTBAMHU



UACHTU(UKAIINN, B COOTBETCTBHH C METOJWKAMU pacueTa U TpeaeTbHBIMU
3HAYCHUSMH TaKUX MOKAa3aTeNIel, yTBEPKJACHHOM YKa3aHHBIM PACTIOPSKEHUEM:

a) HAMMEHOBAHUE IIOCJE€ CJOB "TOCYJIapCTBEHHONW HWH(POPMAIIMOHHON
CHUCTEMBl MOHUTOpPHHTA 3a 00OpOTOM TOBApOB, MOANEKAIIUX O0OSI3aTEIBHOMN
MapKUpOBKE  CpPEACTBAMH  HWIACHTH(HUKAIUH," JOTIOJTHUTH CIIOBaMU
"(hemepasbHONW TOCYMApCTBEHHONW HWH(POPMAIMOHHON CHCTEMBl MOHWUTOPHWHTA
JBVDKEHUS JICKAPCTBEHHBIX TMPEMapaTtoB JUisl MEIUIIMHCKOTO TPUMCHEHUS
OT TPOU3BOIUTENS JI0 KOHEYHOTO TOTPEOUTENs] C  HCIOIB30BAHUEM
B OTHOIICHHH JICKaPCTBEHHBIX IMPENapaTroB I METUIIMHCKOTO MPUMEHEHUS
cpencTB uaeHTuuKanuu',;

0) monoysHUTH pazaenom X VI ciaemyromero coaepKaHus:



37.

38.

Temr feranu3amniy peIHKa
JIEKapCTBEHHBIX MPENapaToB Jls
MEIUIIMHCKOTO TPUMEHEHHUS (J1aree -
JIeKapCTBEHHBIE TIperapars)’

Temn cHMXeHUS HApYIIEHUH O
BBIBOJIY JIEKAPCTBEHHBIX MIPEMapaToB
C UCTEKIIIUM CPOKOM TOTHOCTH

"XVI. JlekapcTBEHHBIE TPENAPAThI IS MEAUIIUHCKOTO TIPUMEHEHHUS

OTIpEeIENSIETCS KaK TEMIT pOCTa JIETATLHOTO MPOILIEHTHBIX -
MPEJI0KEHUS JIEKAPCTBEHHBIX MTPENAapaToOB IMyHKTOB
OTYETHOI'O roja o OTHOLIECHHUIO K

MpEbIAYIIEMY F'OAY 33 BBIYETOM TeMIa

pocTa BBIBOJIa U3 000pOTa JIEKAPCTBEHHBIX

MPEIapaToB OTYETHOrO IOJa IO OTHOLICHUIO

K MPEIBIAYIIEeMY TOTY

oTpeenseTcs Kak TeMIT CHIKCHUS MIPOLIEHTOB -
KOJIMYEeCTBA HApyILIEHUHN BBIBOAA

u3 emepaabHOI TOCYIapCTBEHHON
WHGOPMAIMOHHON CUCTEMBI MOHUTOPUHTA
JBUKEHHUSI JIEKAPCTBEHHBIX MPENapaToB

JUTSL MEAUITTHCKOTO TIPUMEHEHUS

OT MPOU3BOJUTEINS 1O KOHEYHOTO
MOTPEOUTENS C UCTIOJIb30BAaHUEM

B OTHOIIEHUH JIEKapPCTBEHHBIX MPENnapaToB
JUTISL MEAUITUHCKOTO IPUMEHEHHUSI CPEJICTB
uACHTU(DUKAINY JIEKapCTBEHHBIX MPENapaToB
(kpoMe BBIOBITHS 10 PUIHHE YHIUUTOKEHUS
Y UHBIM IPUYUHAM), J]aTa BHIOBITUS KOTOPBIX
HACTYIWJIa 1103Ke UCTEUEHUsI CpoKa
TFOHOCTHU (YUUTBIBAIOTCS TOJILKO MOJTHBIE
BEIOBITHS).

VICTOYHUKOM JIaHHBIX TIO KOJIHYECTBY
HApYIICHUI B 000pOTE JIEKAPCTBEHHBIX
npenapaToB aBiseTcs deaepaabHas
rocyaapcTBEHHAs: HHPOPMAIIMOHHAS CUCTEMA
MOHHMTOPHHTA JIBHKEHUS JIEKapCTBEHHBIX
MpenaparoB JiJIsi MEIUIIUMHCKOTO PUMEHECHHUS

2

5

Poc3npaBramzop

PocznpaBramsop



39.

TeMn cHUXKEHUS

00opoTa 3a0JI0KHPOBAaHHBIX
Poc3npaBHazopom cepuit (mapruii)
JIEKapCTBEHHBIX NpENapaToB

OT IIPOMU3BOJIUTEIIS 10 KOHEUHOTO
MOTPEOUTENIS C UCTIONB30BAHUEM

B OTHOLIEHHH JICKAPCTBEHHBIX MPENapaToB
JUISL MEAUIIUHCKOTO IPUMEHEHHUSI CPEJICTB
uaeHTudukaryy. Yucao HapyIeHHA paBHO
KOJIMYECTBY €IMHHUIL MPOTYKIIUH

B TOTPEOUTEIHCKON YIIaKOBKE

C BBISIBJICHHBIMU HapyLICHUSMHU

OMpEIETAETCA KaK TEMIT CHUKEHUS
KOJIMYECTBA YIIaKOBOK JIEKapCTBEHHBIX
IpernapaToB, KOTOPBIC BEIBEACHBI M3 000pOTa
(mponaxa, METUIIMHCKOE HUCIIOJIb30BAHUE,
JBIOTHBIA OTITYCK, OTIYCK JIEKAPCTBEHHBIX
npenapaTroB 1Mo cepTU(]HKATy) IMO3KE AAThl
pa3mernienus: Poc3apaBHaazopom
nHpopmaruu Ha caiite deaeparbHON
roCyJJapCTBEHHON CUCTEMbl MOHUTOPHHIA
JBUKECHUS JICKAPCTBEHHBIX IPErnapaToB
JUIS. MEIMIIMHCKOTO MIPUMEHEHUS

OT MPOU3BOJUTEINS O KOHEYHOTO
nOTpeOUTENs C MCIOJIB30BaHUEM

B OTHOIICHUU JICKaPCTBEHHBIX IpEnapaToB
JUIS. MEJUIIMHCKOTO TPUMEHEHUsI CPEACTB
UACHTU(DUKAIIH O JIEKAPCTBEHHBIX
npernaparax, 3a0JIOKUPOBAHHBIX COTTIACHO
nyHkTaMm 1 u 2 npunoxenust Ne 7

k [lonoxkeHuto o cucteMe MOHUTOPUHTA
JBUKECHHUSI JIEKAPCTBEHHBIX MPENapaToB s
MEJULUHCKOr0 IPUMECHECHHUS,
YTBEPKICHHOMY ITOCTAaHOBIEHUEM
IIpaBurensctBa Poccuiickoit denepannu

oT 14 nexabpst 2018 . Ne 1556

MPOLIEHTOB

5

PocznpaBuanzop



40.

Jlomst MapKHUPOBAHHBIX
JIEKapCTBEHHBIX MMPENapaToB,
3a0JIOKUPOBAHHBIX K TPAKIAHCKOMY
o0opoTy B (henepanbHOIA
roCyJIapCTBEHHON MHGOPMAITMOHHON
CUCTEME MOHUTOPHHTA JIBYKCHUS
JICKapCTBEHHBIX MPENapaToB

JUTSE MEJTUITTHCKOTO TPUMECHCHHSI
OT TIPOU3BOIUTEIIS 10 KOHEYHOTO
MOTPEOUTES C UCIIOTH30BAaHHEM

B OTHOIIICHHUH JICKAPCTBEHHBIX
MIPEmapaToB JIsl METUITUHCKOTO
MIPUMEHEHHS CPEJICTB
UJCHTH(HUKAIINY B CBSI3U

C MIPHOCTAHOBJICHUEM
(mpekpalieHueM) y opraHu3aluu
JIMIICH3UU Ha (papMaIneBTHICCKYIO
JeSITEIIbHOCTh B YAaCTH
OCYIIECTBIICHHS ONITOBOM TOPTOBJIN
JICKapPCTBCHHBIMU CPEJICTBAMU

B COOTBETCTBHHM CO CTAaTheil 82
denepanbHOTo 3aKOHA

"O06 oOpareHnH JTeKapCTBEHHBIX
cpencts"

"O06 ytBepxkaeHuu [lomoxeHus o cucteme
MOHHMTOPHHTA JIBH)KEHUS JIEKapCTBEHHBIX
MpenaparoB JIsi MEAUITMHCKOTO
MpUMeHEeHUA"

orpezieNnsieTcsl Kak OTHOUICHHE
MapKUPOBAHHBIX JICKAPCTBEHHBIX
MpenapaToB, 3a0JI0KUPOBAHHBIX

K TPaXJaHCKOMY 000poTy B (peepanbHOi
TrOCYJIapCTBEHHON MH(POPMAIIMOHHON
CUCTEME MOHUTOPHUHTA ABUKCHHUS
JIEKapCTBEHHBIX MIPENapaToB

JUTSL METUITTHCKOTO TIPUMEHEHUS

OT MPOU3BOJIUTEINS 1O KOHEYHOTO
MOTPEOUTENS C HUCIIOIB30BAHHEM

B OTHOIICHUH JIEKapPCTBEHHBIX MTPENapaToB
JUTSE METUITUHCKOTO MIPUMEHEHUS CPECTB
UeHTU(UKAITUH, K 00IIEMY KOJTHYECTBY
MapKUPOBAHHBIX JICKAPCTBEHHBIX
IpernapaToB, HaXOAIMIMUXCS Ha OanaHce
OpTraHu3aIuu

IIPOLICHTOB

100 Pocsmpasnanzop";



B) JIONIOJHUTH CHOCKOM 7 CIEAYIOIIETO COACPKAHMS:

"7 3HaueHHs IIOKa3aTejleii MOryT OBITh CKOPPEKTHPOBAHBI I10 HTOraM
NEATeTbHOCTH (eZIepaTbHOTO OpraHa UCIIOTHUTEILHOMN BJIACTH, OTBETCTBEHHOTO
3a IOCTHUKEHUE TTOKA3aTeNIeH, 32 OTYETHBIN MEPUOJ C YIETOM 3aKOHOJATEIHCTBA
Poccutiickoit @eneparun.".




