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YTBEPXIEHDbI

nocra”HoBjeHueM [IpaBuTenbcTBa
Poccuiickon denepanmnu
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N3IMEHEHMU A,

KOTOPbIC BHOCHATCH B IMonokeHnne o cucreme MOHMTOPHHIA IBHKCHUA
JICKAPCTBCHHLIX NPenapaToB JJIsd MCAUINHCKOIO IPUMECHCHUA

1. B nynkre 2:

a) B ab3a1le OJIMHHAJIIATOM CJI0Ba "CPECTBO UICHTU(UKAIIUU TPYIIIIOBOM
YIAKOBKH JICKAPCTBEHHBIX IIPENapaToB,” HUCKIIOUNT;

0) B ab3ame JABEHAAIATOM CJIOBO '"3HadyeHHE" 3aMEHHUTh CIIOBOM
"Ha3zHaueHue";

B) mociie a03ama TPUHAAIATOTO JOMOJHUTH al3aleM  CIeAYIOIIEro
COJIepKaHMUSI:

"KOI MapKUpOBKH" - YHHUKaJIbHas TMOCIEIOBATEIbBHOCTh CUMBOJIOB,
COCTOSIIAs M3 CEPUMHOTO TJIOOAIBHOTO UACHTU(PHUKAIMOHHOTO HOMeEpa
TOPrOBOM  €OUHUIBI W KOJA TPOBEpKH, GdopmupyemMas i Ielen
UJeHTU(GUKAIIMY ~ TEPBUYHON  YMAKOBKM (B OTHOIICHHHM JIEKapCTBEHHBIX
MpenapaToB AJisI MEIUIIMHCKOTO MPUMEHEHUS, 1JIsI KOTOPBIX HE MPEAyCMOTpPEHA
BTOpPUYHAS  yMaKOBKa) W  BTOPUYHOM  (TIOTPEOUTENBCKOM)  yIMaKOBKH
JIEKapCTBEHHBIX MPenapaToB JJIsi MEAUIMHCKOTO IPUMEHEHHUS;";

r) B a03ame YeTHIPHAIIIATOM CJoBa 'COCTOSINAs W3 KJIOYa IPOBEPKH
U DJIEKTPOHHOW MOAMMCH" 3aMEHUTH CJIOBaMH '"CoCToOsIIas U3 UACHTH(UKATOPA
(MHAUMBUIYaIbHOTO MOPSAKOBOIO HOMEpA) KII0Ya MPOBEPKH M 3HAYEHUS KOJa
MPOBEPKH";

n) B ab3ame MATHAAIATOM TIOCIIE CJOB "IIOCTOBEpPHBIE CBEICHHS"
JOMOJIHUTh  ciaoBamMu  "(B  TOM  4YHMCJIE CBEIECHHMS O  HAHECEHHBIX
HAa HUX CpeACTBaX WACHTH(PUKAIUKU U (WIM) MaTepUaIbHBIX HOCHUTEISX,
COJIepKaIluX CPECTBA UaeHTU(UKAIIN)";

€) ab3arl IeBATHAANATHINA U3JI0KHUTH B CIICTYIOIEH pelaKITiu:

"peructpartop BBIOBITHS" - TpOrpaMMHO-anmapatHoe MmMuGpPOBATBLHOE
(kpuntorpaduvyeckoe) TEXHUYECKOE CpPEICTBO, BKIIOHammee B  cedd



TEXHUYECKOE CPEJCTBO MPOBEPKHU KOJIOB MPOBEPKH, B OTHOIICHHUH KOTOPOTO
denepanpbHOM  cyx0Ooi  6e3omacHocti  Poccuiickoit  denepanuu  BbIIaH
JIOKYyMEHT O  €ro  COOTBETCTBHUM  YCTAaHOBJCHHBIM  TPeOOBAHMIM
K MUGPOBAIBHBIM (KPUIITOrpaUUeCcKUM) CpeJCcTBaM 3aluThl HWH(OpMaInH,
JEUCTBYIOIIUM B OTHOIICHHM MUGPOBAIBHBIX (KpUNTOrpadUyecKux) CpeiCTB,
NpeHAa3HAYCHHBIX JUJI MPOBEPKU KOJOB MAPKUPOBKH, U HCIOJIb3yEeMOE
cyObeKkTaMH OOpalleHHs JIEKapCTBEHHBIX CPEACTB JUisi oOMeHa HH(opManuen
C CUCTEMOW MOHMTOPHHIA B YacTH (POPMUPOBAHUS U MEpPEadyud B ITY CUCTEMY
CBEJICHUH O BBIBOJIE M3 000POTa JIEKAPCTBEHHBIX MPENnaparos;";

) a03aI1] 1Ba/IllaTh MEPBHIN U3NIOKUTH B CICTYIONICH pelaKIIiu:

"cpeactBo uieHTU(UKAIUMU" - KOJ MApPKUPOBKH, MPEICTABICHHBIN
B MaligHouMTaeMod ¢GopMe WM C HCIOJIb30BAHUEM HWHOTO CpElCTBa
(TEXHOJIOTMM)  ABTOMATUYECKOM  HIeHTHUPUKauU, GOPMUPYEMBIA IS
HAHECEHHS Ha BTOPUYHYIO (TOTPEOUTENHCKYIO) YIMAKOBKY JIEKAPCTBEHHOTO
npenapara (B ciydae €€ OTCYTCTBHS - HAa IEPBUYHYIO YIIAKOBKY JIEKAPCTBEHHOTO
mpemnapara) — METoJaMd, HE  JIONYCKAIOIIMMH  OTJAEJIEHUS  CpPEelCTBa
uaeHTUGUKAMK U (WIM)  MaTepUalbHBIX  HOCUTENEH,  COAep Kalux
cpelncTBa HICHTU(PHUKAIMU, OT YIMAKOBKU JIEKAPCTBEHHBIX TIpermapaTtoB 0Oe3
MOBPEXICHUH;"

3) ab3ail 1BaaIaTh YETBEPTHIN U3JIOKUTH B CICAYIOIICH peaKIInu:

"YCTPOMCTBO pErucTpalvid -HSMHUCCHH"' - MPOrpaMMHO-AIIAPAaTHOE
mudpoBalibHOE (KpUNTOrpadruecKoe) TEXHUUYECKOE CPEICTBO, BKIIIOYAOIIIEE
B ce0s TEXHMYECKOE CpPEICTBO TMPOBEPKHM KOJAa TMPOBEPKH  JIUOO
COOTBETCTBYIOIIEE TPEOOBAHUSM K TEXHUYECKOMY CPEIICTBY IMPOBEPKU KOJa
MIPOBEPKH, UCIIOJIB3yEMOE IMUTECHTOM CPEJICTB MACHTU(PUKAIIUU IS TIOTyUCHUS
KOJIOB MapKUPOBKHU ¥ 0OMeHa MHGOpMAIUEil ¢ CUCTEeMONW MOHUTOPUHTA B YaCTH
nmepefrayn B 3Ty CUCTEMY CBEAEHHM O  MapKHUPOBKE  BTOPHUYHOU
(MOTpeOUTENbCKOM) YIMAaKOBKMA JICKAPCTBEHHOTO TMpemapara (B ciydae ee
OTCYTCTBUSI - MEPBUYHON YNAKOBKH JIEKAPCTBEHHOTO Ipenapara) CpelcTBaMu
uaeHTUGUKAMK, B  OTHOImIEHMH KoTtoporo  denmepanbHON  CIy»KOOM
6e3omacHoctu Poccuiickoit denepanuu BbIJaH JOKYMEHT O €0 COOTBETCTBHHU
YCTAaHOBJICHHBIM ~TpPEOOBaHHUSAM K MU(POBATIBHBIM (KPHUMITOTPAPUIECKUM)
cpencTtBaM  3amMThl  WHGOpMAIMM,  JEHCTBYIOIMM B  OTHOIICHUU
MUGPOBATBHBIX  (KPUOTOTrpapUUYECKUX) CPEICTB, TMpEAHA3HAYEHHBIX IS
IIPOBEPKH KOJOB MAPKUPOBKH;".

2. [TyHKT 4 W3710KUTh B CIACAYIOMIECH PEAAKIIUN:

"4. CBeneHus, coaepXkairirecss B CPEICTBE HIACHTU(UKAITUU, HAHOCATCS
MPOU3BOJIUTENIEM B BHUJE JIBYXMEPHOIO IITPUXOBOTO KOJA METOJIaMH IE€YaTH



Ha BTOPUYHYIO (TIOTPEOUTENBCKYIO) YMAKOBKY JIEKAPCTBEHHOTO IMpenapara
(B ciayyae ee OTCYTCTBUSI - Ha TIEPBUYHYIO YIAKOBKY JIEKAPCTBEHHOIO
npernapara) WIM Ie4aTd Ha MaTepUalibHbI HOCUTENb (ITUKETKY), He
JOMYCKAIOUUMU OTJICICHUSI MaTepUalibHOTO HOCUTETIS, COJEPIKAILErO CPeICcTBa
uJeHTUGUKAIINY, OT YIIaKOBKH JIEKAPCTBEHHOTO Mpenapara 0e3 moBpexacHuil.".

3. B nmynkre 5:

a)B ab3ame IMsITOM cjoBa "KIIOY TPOBEPKU" 3aMEHUTh CJIOBaMU
"unentuduxkaTop (MHAUBUAYATBHBIN MOPSAKOBBIN HOMEpP) KITt0Ya MPOBEPKU";

0) ab3aI1 1ecToi U3JI0KUTh B CIEAYIONIECH peaKIuu:

"yeTBepTash ~ rpymma  JaHHBIX -  3HAYEHUE  KOJA  IPOBEPKH,
MIPEIOCTABIIIEMOE YMUTEHTAM CPEACTB HICHTU(PUKAIUKA ONEPaTOPOM CUCTEMBI
MOHUTOPUHTAa B COCTaBE KOJla TMPOBEPKA B COOTBETCTBUUM C HACTOSIIUM
[TonoxenueM, KOTOpOMY TMpEIIecTBYyeT HAaeHTU(dUKaTop mnpumeHeHus (92),
u cocrosmee u3 44 cumBosioB (1Mdp, CTPOYHBIX U TPOMUCHBIX OYKB
JATUHCKOTO ajgaBUTa, a TAKXKe CHelMaIbHbIX CHUMBOJIOB).";

B) ab3allbl CeIbMOM - I€CSThIA MPU3HATH YTPATUBIIUMHU CUITY;

r) a03a1l OJUHHAAIATHIA U3JI0KHUTH B CIECTYIONIEH pelaKIiu:

"I'pynmbl JTaHHBIX TOKHBI PACIOIaraThCs MOCIE0BATENbHO - OT MEPBOU
K 4eTBEepTOM.".

4. HaumenoBanue paznena |l u3noxuts B ciaeayromniei peaakimm:

"lll. [Topsimok momyyeHus KoJI0B MapKUPOBKH, (HOPMUPOBAHUS TPYTIIIOBOTO
KOJIa ¥ UX PETUCTPALIMM B CUCTEME MOHUTOpPUHra'.

5. B mynkTax 6 u 7 cinoBo "mpoBepku" 3aMEHUTH CIIOBOM "MapKUpPOBKH'".

6. [TyHKT 8 M3J10KHUTH B CIACAYIOIICH PeAaKIINH:

"8. Kox mapkupoBku (GOpMHUPYETCS OMEPATOPOM CUCTEMBI MOHHUTOPUHTA
MyTeM TPHCBOCHHS KOJOB MPOBEPKH MJIsI KaXKIOTO CEPUHHOTO TIIO0ATBHOTO
UJCHTU(UKAIIMOHHOTO HOMEpa TOPTOBOW EAMHHIIBI M BKIIOYACTCS B PEECTP
CPEIICTB UJICHTU(UKAIIUN OTIepaTOpa CUCTEMbl MOHUTOPHHTA.

OnepaTop CHUCTEMbl MOHUTOPHMHIa HE TMO3/IHEE 2 YacOB C MOMEHTa
MOJYYEHHUS 3asBKM Ha IMOJYYEHHE KOJOB MAPKUPOBKHU HAIPABIAET SMUTECHTY
CPEIICTB UCHTU(UKAIIUN CITUCOK C(HOPMHUPOBAHHBIX KOJIOB MAPKUPOBKH.".

/. JIonOJIHUTh TyHKTOM gt CHEAYIOIIETO COAEPKAHUS:

8!, dmurenTam CPEACTB MACHTU(UKAIIMA OTKA3bIBACTCS B BhIJa4e KOJIOB
MapKUPOBKH IO CIAEAYIONUM MPUYUHAM:

a) OTCYTCTBHE B 3asBKE Ha MOJIy4Y€HUE KOJOB MAPKHPOBKU CBEJECHUM,
MPEYCMOTPEHHBIX MYHKTOM 7 Hactosmero [lonoxenus;



0) OTCYTCTBHE  CBEIIGHUA O  PETUCTpAlMM  AMUTEHTa  CPEACTB
UJeHTU(GUKAIIMY B CUCTEME MOHUTOPHUHT A,

B) OTCYTCTBUE Yy oOIeparopa CHUCTEMbl MOHHUTOPUHTA  CBEICHUUN
00 yCTpOMCTBE pErucTpallid SMHUCCHUM, C HCIOJb30BAaHUEM KOTOPOIO
HaIlpaBJICHA 3asBKa HA MOJyYEHUE KOJOB MaPKUPOBKY;

I') HATMYUE paHee 3aperucTPUPOBAHHBIX B CHUCTEME MOHUTOPHUHIA
CBEJICHUN O CEpUMHOM TJI00ATbHOM MJIEHTU(DUKATMOHHOM HOMEpPE TOProBOU
CAVHUIIBI, TPEICTABICHHOM B COOTBETCTBHM C NOAMYHKTOM "a" myHKTa 7
Hacrosuero [lonoxenns;

1) OTCYyTCTBME B CHUCTEME€ MOHUTOPUHTA CBEJIECHUUH O TJI00aTbHOM
UJICHTU(UKAIIMOHHOM  HOMEPE  TOPrOBOM  €AWHUIIBI, IPEICTAaBICHHOM
B COOTBETCTBUU C MOJAMYHKTOM "0" myHkTa 7 Hacrosiero [lonoxenus.".

8. [IyHKT 9 U3J0KUTH B CIACAYIONIECH PEAAKIIUU:

"9. Oneparop CHUCTEMbl MOHUTOPHHTa OOECIEYMBAET IOJyUYCHHE
OMUTEHTAMU CPEACTB HACHTU(PUKAIUUA KOJIOB MAPKUPOBKH IOCPEIACTBOM
OCHAILIEHUS SMUTEHTOB CPEJICTB HJICHTU(PHUKAIUKA YCTPOHUCTBAMU PETHCTPALIUU
AMHUCCHH.

OcHamieHue SMUTEHTOB  CPEACTB  HMJCHTU(PHUKAIMKM  YCTPOMCTBAMU
perucTpaliid  AMHUCCUHM, BKJIouYas oOecleueHrue yIaJeHHOTO JIOCTyIa
K YCTPOMCTBY pPErHUCTpallMM DMHCCHH, Pa3MEIICHHOMY B HH(PACTPYKType
orneparopa CUCTEMbl MOHUTOPHHIA, OCYIIECTBISIETCS ONEPATOPOM CHUCTEMBI
MOHUTOpPHUHTA Ha 0€3BO3ME3HONM OCHOBE. B I1e/IsIX TaKOTO OCHAIICHUSI SMUTEHT
CpeICTB HUACHTU(UKAIMKM 3aKII0YaeT C ONEepaTOpoOM CHUCTEMbl MOHHUTOPHHTA
JIOTOBOPBI, COAEp KAIIMe B TOM YHWCIIE YCIOBHS NPEIOCTABICHUS YCTPOWCTBA
pEerucTpalyi SMUCCUH M €T0 PErNIaMEHTHOTO OOCITYKUBaHUS Ha O€3BO3ME3THOM
OCHOBE WJIM YCJIOBUS OKa3aHUs YCIyTHM IO MPEJOCTaBICHUIO YCTPOMCTBA
pErUCTpaIliy YMUCCHH, PA3MEIIEHHOTO B HHPPACTPYKTYpPE OMEepaToOpa CUCTEMBI
MOHUTOPUHTA, NYTeM NPEAOCTAaBICHUSA YAAJIEHHOTO JOCTyna K HEMYy Ha
0e3B03Me31HOM OCHOBE. Perienue o BpIOOpe crocoba OCHAIICHHs] TPUHUMACTCS
OMUTEHTOM CpeACTB uaeHTtudukanuu. TumoBas GopmMa ykazaHHBIX JOTOBOPOB
yTBEpKAAeTCsI MUHHUCTEPCTBOM NPOMBILUIEHHOCTA W TOproiau Poccuiickon
denepanum.

OcHarieHue SMUTEHTOB CPEACTB HICHTU(DHKAIUKA, HE MPU3HABAEMBIX
HAJIOTOBBIMH  pe3ujicHTamMu  Poccuiickonn @enepaui WM HE  MMEIOIIUX
MPEICTABUTENBLCTB Ha Ttepputopun Poccuiickon @enepannu, yCTpOMCTBAMHU
perucTpaluM SMHCCHUHM, a TakKKe 3aKJIIYEHUE JOrOBOPOB C OIEpPaTOpoOM
CUCTEMbl MOHHUTOPHHTA, MPEIYCMOTPEHHBIX a03aleM BTOPBIM HACTOSIIIETO
MyHKTA, MOTYT OCYLIECTBIISITECA YE€PE3 YIIOTHOMOUYECHHOTO NIpeIcTaBUTEN . ",
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9. 1onoJIHUTh TyHKTaMHU ol- ¢ CJICYIOIIETO COACPIKAHUS:

9!, IMurenT CpPeACTB HWJCHTU(HUKAIIMK TIOCIE TOJY4YCHHS Koja
MapKUPOBKH MPeoOpa3yeT ero B CPeiCTBO UIACHTU(DUKAIIMU, 00ECIIEYUBAET €ro
HAaHECEHHWE Ha BTOPUYHYIO (TIOTPEOUTENBCKYIO) YIAKOBKY JIEKApPCTBEHHOTO
npenapara (Mpu €€ OTCYTCTBUHM - HAa MEPBUYHYIO YIAKOBKY JIEKAPCTBEHHOTO
npernapara) WM Ha MaTepualbHBIi HOCUTENh (ITHUKETKY) W B TEUCHHE
180 kasnieHnapHBIX JHEW, HO HE TIO3HEE JIaThl BBOJA B 000POT JIEKAPCTBEHHOTO
mpernapara, Ha YNAaKOBKY (ITHUKETKY) KOTOPOTO HAHECEHO CpEACTBO
uaeHTUGUKAIINY, TPeoOpa30BaHHOE U3 COOTBETCTBYIOLIErO KOJa MAapKUPOBKH,
WM HE MO3/IHEE JIAaThl TOCTABKHU JIEKAPCTBEHHOTO MpernapaTa B MECTO MPUOBITUS
Ha Tepputropun Poccuiickoilt @enepanuu npu MPOU3BOJCTBE JEKAPCTBEHHOIO
npenapara BHe TeppuTopun Poccuiickoit ®enepanuu (32 HCKIIOYEHHUEM
JIEKapCTBEHHBIX MPENapaToB, BBO3UMBIX U3 TOCYAapCTB - WieHOB EBpa3zuiickoro
HPKOHOMHYECKOTO COI03a), WJIM J0 JaThl BBO3a Ha Teppuropuio Poccuiickoii
Oenepanuu Ha dapManeBTUYECKU CKIIaJl TIPU MPOU3BOJICTBE JIEKAPCTBEHHBIX
npenaparoB BHe Tepputopun Poccuiickoirr ®enepauyu B OTHOIICHUU
JIEKapCTBEHHBIX MPENapaToB, BBO3UMBIX U3 TOCYJapCTB - WieHOB EBpa3zuiickoro
SKOHOMHYECKOTO COI03a, NEpeJacT B CHUCTEMY MOHUTOPUHIA CBEACHUS O
HAHECEHWU CpEICTBAa WACHTHU(UKAIMU B COOTBETCTBHHM C al3alleM NEPBBIM
nyHKTa 35 uian nyHkToM 36 HacTosimiero [lonoxeHusl.

B cnmydae eciu B COOTBETCTBUM C IOCTaHOBIeHHEM IIpaBuTtenbcTBa
Poccuiickoit @enepanuu ot 8 mast 2019 r. Ne 577 "OO yTBepKIaeHUU pazmepa
IJaThl 3a OKa3aHWE YCIyr [0 TMPEIOCTABICHUID KOJAOB MAapKUPOBKH,
HEOOXOMUMBIX I (POPMHUPOBAHUS CPEICTB HIACHTU(DUKAIMU U O0OecCTeueHUs
MOHUTOpPUHTA JIBI)KCHUSI TOBApOB, MOJICKAIIMX 00s3aTEIHbHOM MapKHUPOBKE
cCpelncTBaMM HACHTU(DUKAIMKA, a TakXKe O TOpSJIKe €€ B3uMaHuda'" yciyra
M0 TMPEIOCTABICHUIO KOJAA MApKUPOBKH MOJICKHUT OIUIATE, SMUTEHT CPEICTB
UJCHTUGUKAIIMY TPOU3BOJUT OIUJIATy TaKOW YCIyTd OMepaTopy CHUCTEMBI
MOHUTOpUHTa B TeueHue |80 kaneHAapHbIX AHEH C JaThl MOJIYYEHHS KOja
MapKUPOBKH, HO HE TIO37/HEE JaThl BBOAA B 00OPOT JIEKAPCTBEHHOTO Mpemnapara,
Ha YIMAaKOBKY (9TUKETKY) KOTOPOTO HAHECEHO CPEICTBO HACHTU(UKAIIIH,
nmpeoOpa3oBaHHOE M3 COOTBETCTBYIOIIETO KOJa MapKUPOBKU, WM HE TO3IHEE
JaThI JJOCTABKHU JICKAPCTBEHHOTO IMperapaTa B MECTO MPHUOBITUS HA TEPPUTOPUHU
Poccuiickon @enepanuu npu MPOU3BOACTBE JIEKAPCTBEHHOI'O ITpErapara BHE
tepputopun  Poccuiickoit ®Denepanuu (32 HUCKIIOUYEHUEM JIEKApPCTBEHHBIX
IIpenapaToB, BBO3MMBIX W3  TOCYJapCTB -  WICHOB  EBpa3uickoro
PKOHOMHMYECKOTO COK03a), WM N0 JlaThl BBO3a Ha TeppuTopuio Poccuiickoii
®denepanuu Ha GapMaIeBTUYECKUA CKIIAJ TIPH MPOU3BOJICTBE JICKAPCTBEHHBIX



npenaparoB BHE Tepputopun Poccuiickoin ®denepauvu B OTHOLIECHUU
JIEKapCTBEHHBIX MPENapaToB, BBOZUMBIX U3 TOCYAApCTB - WIeHOB EBpa3zuiickoro
DKOHOMHYECKOTO coro3a. Ilpm »3ToM omeparop cHCTEMbl MOHUTOPHUHIA
perucTpupyetr (BHOCUT) B CUCTEMY MOHUTOpPUHIra MHGOPMAIMIO O HAHECEHUHU
CpellcTBa MJICHTU(DUKAIIUY, YKA3aHHYIO YMUTEHTOM CPEJCTB UJCHTU(UKAIUU B
CBEJICHUSAX O HAHECEHMM CPEICTBA UIACHTU(UKAIINM, ITOCIE TOTYyUYESHUs OIJIAThI
YCIYId TIO TMPEJOCTABICHUI0 KOJa MAapKUPOBKH, IPEOOpPa30OBAaHHOTO B
COOTBETCTBYIOIIIEE CPEICTBO UACHTU(DUKALIUY.

VYenyra mo mpenocTaBlICHUIO KOJa MapKUPOBKHU IMPU3HAETCS OKA3aHHOU
OIEepaTOpOM CHUCTEMbl MOHHUTOPHUHTa B MOMEHT pEructpanuu (BHECEHUS)
OIEpaTOPOM CHUCTEMbl MOHHMTOPHHTA B CHUCTEME MOHHUTOpPUHTA HWH(MOpMAIINH,
collepKallleiicss B CBEJACHUSX O HAHECEHMHM CpEJCTBAa UACHTU(UKAIINH,
IpeoOpa30BaHHOTO U3 COOTBETCTBYIOLIETO KOAA MapKUPOBKH.

9%, Kozibl MApKHPOBKH aHHYJIUPYIOTCS B CICAYIOMIMX CIy4dasx:

a) KOJIbl MapKUPOBKH, IMOTYYEHHBIE SMUTEHTOM CPEJICTB UICHTU(DUKAIIUU
B paMKax OJHOM  3asBKHU, COJEpXkallhue  CepuiHble  TrJI00aJbHBIC
uJeHTU(UKAIIMOHHBIE HOMEpa TOPTOBOM €IWHUIIbI, HE BKJIIOYEHBI B CBEIICHUS
O  HAaHECEHHH  CPEACTB  HWIACHTU(UKAIINH, npeoOpa3oBaHHBIX U3
COOTBETCTBYIOIINX KOJIOB MAaPKUPOBKH;

6) HapyILICH YCTAHOBICHHBI a03aleM MepBbIM MYHKTa 91 HACTOSIIEro
[TonmoxkeHus Cpok nepeaayu CBEACHUN B CUCTEMY MOHUTOPUHTA;

B) HAPYIICH YCTAHOBJICHHEIH a03aleM BTOPHIM MYHKTa 9 HACTOSIIEro
[TonmoxkeHns CpOK OIUIATHI YCIYT MO NPEAOCTABICHUIO KOJa MAPKUPOBKH.

9°. B perucrpaiiu B CHCTEME MOHHTOPHHIA CBEICHHH O HAHECCHHH
CPEIICTB UJICHTU(UKAIIMU OTKA3BIBACTCA 10 CJICIYIONTUM TPUUUHAM:

a) OTCYTCTBUE CEPUMHBIX TJIOOAIBHBIX HACHTU(PUKAIUOHHBIX HOMEPOB
TOPrOBOM €IOWHHIIBI, YKA3aHHBIX B CBEICHUAX O HAHECEHUU CPEICTB
UJeHTUDUKAIINKN, B PEECTpe CPEACTB HUACHTHU(UKAIMK OIepaTopa CUCTEMBI
MOHUTOPHUHTA;

0) mpeACTaBICHUE OMUTEHTOM CPEACTB HJICHTU(DHUKAIMKA CBEJACHUMN
O HAHECEHUH CPEJICTB UJCHTU(UKAIIUU 10 UCTCYCHUH CPOKA, YCTAHOBJICHHOTO
ab3ariem nepBbiM myHKkTa 9' HacTosmero TlooxkeHus;

B) OTCYTCTBHE Yy OIlepaTopa MOHUTOpPUHTA CBEACHUN 00 YCTpOMCTBE
PETUCTPALIMA 3MUCCHM, C HCIOJb30BAHUEM KOTOPOrO NEPEIaHbl CBEICHUS
B CUCTEMY MOHUTOPHHIQ;

I) OTCYTCTBHE  MOATBEPXKIEHUS  OIUIATBl  KOJAOB  MapKUPOBKH,
peoOpa30BaHHBIX B CPEJCTBA UACHTU(HUKAIINK, O HAHECEHUH KOTOPBIX SMUTEHT
CPEICTB HICHTU(DUKAIMU TIEpelnaeT B CHUCTEMY MOHHTOPUHTA CBEACHHS O



HAHECEHUU CpeJCTBa MJICHTU(UKAIMU, TPEIyCMOTPEHHbIE ab3aleM MepBbIM
nyHKTa 35 wiau nyHkToM 36 Hactosiiero [lonoxenus.".

10. A63ar naTeiif myHKTa 10 U3710KUTH B CIASAYIOMEH PEAAKITNN:

"cepuitHbI HOMEP IPYNIIOBOM YyIIaKOBKH;'.

11. A63arl nepBbIi MyHKTa 35 U3MOKUTH B CIEAYIOMIEH PelaKIIUu:

"35.B pamMkax BBOoga B 00OpOT JICKAPCTBEHHBIX IIpEIapaToB
Ha Tepputopun Poccuiickonn @enepanuy, NPOU3BENCHHBIX HA TEPPUTOPUHU
Poccuiickoii ®epeparuu, CyObEeKT OOpalleHUs] JIEKApCTBEHHBIX CpEJCTB,
OCYHIECTBISIOMUNA  (acoBKy  (YMakoBKY)  JIEKQpCTBEHHOTO  Iperapara
BO  BTOpPHYHYIO  (IIOTpeOUTENBCKYIO)  yHAKOBKY (B cllydae  ee
OTCYTCTBHSI - B TIEPBUYHYIO YIAKOBKY), JO TPEACTaBICHUS CBEICHUIl
O JalbHEMIIMX OINepauusx C TaKUMH JIEKAPCTBEHHBIMU IIpernapaTtaMu
IIPEACTABIIET B CHCTEMY MOHHUTOPUHIA C HCIIOIB30BAHUEM YCTPOMCTBA
perucTpanuu SMUCCUU CBEJICHU, IPEAYCMOTPEHHBIE myHKTOM 1
npunoxeHus Ne 3 k HacrosmeMy [lonoxenuro.".

12. [lyHkT 36 U310KUTH B CIAEAYIOUIEH peaaKIuu:

"36.B pamMkax BBoma B 00OpPOT JICKAPCTBEHHBIX IIPEMapaToB
Ha Tteppuropun Poccuiickoii ®Pexepaunu, NPOU3BEACHHBIX 3a NpeACIaMU
tepputopun  Poccuiickoit ®denepaiuu, CyObeKT oOpalieHus JeKapCTBEHHBIX
CPEICTB, SBISIOIIMKCA JAep’KaTeIeM WM BIAJEIbLUEM PETUCTPALIMOHHOTO
YIOCTOBEPEHUS, WIM  IPEACTABUTENBCTBO  MHOCTPAHHOM  OpraHU3alMH
Ha Tepputopun Poccuiickonn ~®enepaumu, ABIAIOLIECHCA — JeprKaTeleM
WIM BIAQJACIBLIEM PETUCTPALMOHHOIO YAOCTOBEPEHHs, MpPU 3aBEPIICHUU
MIPOU3BOJCTBEHHOM CTaJMM YIMAaKOBKUA (B Clly4ae OTCYTCTBUS BTOPUYHOM
YIIAKOBKHU - CTaJAUU (acOBKH) JIEKAPCTBEHHBIX MpENapaToB, 10 MPEACTaBICHUS
CBEJICHUI O JAJIBHEWIINX ONepanusax ¢ TAKUMH JIEKAPCTBEHHBIMU IpernapaTaMu
NPEACTABIAIOT B CHUCTEMY MOHHUTOPMHTA C HCIOJb30BAHUEM YCTPOMCTBA
perucrpanuu AMUCCUU CBEJICHU, IPELYCMOTPEHHBIE MYHKTOM 3
npunoxeHus Ne 3 k HacrosmeMy [lonoxenuto.".

13. IonoJIHUTh TyHKTOM 441 CJIEYIOLIETO COJICPIKAHUS:

"44' Tlpu  nepenade  desepambHBIM — OpraHaM  MCIIOIHUTENbHOM
BJIACTH, OpraHaM TOCYJapCTBEHHOW BjJacTH CyObeKTOB Poccuiickoii
Qenepaud M YHNOJHOMOYEHHBIM HMMH  OPraHHU3alUsIM  JIEKaPCTBEHHBIX
IpernaparoB, 3aKymaeMbIX JUIsi HYXKJ OOOPOHBI CTpaHbl U 0€30MaCHOCTH
rocyAapcTBa, OKa3aHWs TyYMAaHWTApHOW TMOMOLIM, B LESAX HCKIIOYECHHUS
BO3MOXHOCTH PACKpbITUSl CBEICHHM, OTHECEHHBIX K TOCYJapCTBEHHOM
TaiiHe, CyOBEKT OOpalleHus] JEKapCTBEHHBIX CPEICTB, OCYIIECTBISIOIINI
nepefayy TaKUX JIEKapCTBEHHBIX TMpenapaTtoB, B Te4YeHHE S5 pabounx
qHeH ¢ garhl  (DAKTUYECKOM  OTTPY3KM  JIEKapCTBEHHBIX  IpErapaToB



MPEACTABIIIET B CUCTEMY MOHUTOPHWHTA CBEJCHUS O BBIBOJEC JIEKAPCTBEHHBIX
npenaparoB U3 000pOTa, 3a HCKIIOYEHHEM CBEICHHM, IPEeIyCMOTPEHHBIX
noamyHkramu "n" w "e" mnynkral npunoxenus Ne4 K Hacroswmemy
[Tonoxenuto.".

14. A63an naTeii myHKTa 51 Mpu3HaTh YTPATUBIIUM CHITY.

15. B a63atie nepBoM nyHKTa 53 cioBa "mo nmpaBuiiaM, yCTaHABIUBAEMbIM
®denepanbHOil cimyk00i1 MO Haa30py B cdepe 3ApaBoOXpaHEHUs" 3aMEHUTH
CIIOBaMH "B COOTBETCTBHUM C PEIJIAMEHTOM, OMPEEIsIEMbIM OMNEePaToOpPOM
CUCTEMBbl MOHHUTOPHUHIa M COIJIacOBaHHbIM c DenepaibHON Ciy)kO00H TI0
HaJ30py B chepe 3paBooxpaHeHus " .

16. AG3any mepBbiii  myHkTa 3  mpwiokeHuss Ne3 Kk ykazaHHOMY
[TooXkeHu o U3JI0KUTH B CIEAYIONEH PeIaKIUu:

"3. CyObekThl OOpalleHusi JIEKapCTBEHHBIX CPEJCTB TMPHU 3aBEPIICHUU
MIPOU3BOJICTBEHHOM cTajuu (PacoBKU (YMAKOBKH) JICKAPCTBEHHBIX IMpENapaTroB
MPEACTABIAIOT B CHUCTEMY MOHHMTOPHMHTA B OTHOIICHUU KaXKJIOW TOPTOBOM
CAVHMIIBI  JICKAPCTBEHHOTO Tpernapara, TMPOU3BEICHHOW 3a TmpeneiaMu
teppuropun Poccuiickoit denepanuu, cienyronryro nHbopmaruio:".

17. Tlpunoxenne Ne7 k ykazaHHOMYy [lOJOKEHHMIO  JIOTIOJTHHUTH
nyHkTamu 13 u 14 crnenyroiiero conepkaHusi:

"13. Hanuume ocCHOBaHMM Uil OTKa3a B PETUCTpAaIldd  CBEACHUM
O HAHECEHHH CPEACTB WICHTH(HUKALHMHE, NPEIyCMOTPEHHBIX MyHKTOM 9°
[TonoxeHuss 0 cucTeMe MOHUTOPUHTA JBMKCHHS JIEKAPCTBEHHBIX IMpEnapaToB
JUIST  MEAWIIMHCKOTO  TPUMEHEHHUs,  YTBEPXKIECHHOTO  IOCTAaHOBJICHUEM
[IpaButenscTtBa Poccuiickoit ®denepanmu ot 14 nexkabps 2018 r. Ne 1556
"O6 yrBepxkaeHuu IlojgokeHUsST O CHCTEME MOHHUTOPHWHTA  JIBHXKCHUS
JICKapCTBEHHBIX MPENapaToB JJIsl MEAUIIMHCKOTO TPUMEHEHUs "

14. ITpunssitTue =~ MuUHHUCTEPCTBOM  3/IpaBOOXpaHeHusi  Poccuiickoi
denepanu  pemieHUs O TMPUOCTAHOBICHUU TPUMEHEHHS JICKAPCTBEHHOTO
npenapara B COOTBETCTBUM € 4acThio 7 cTaThu 64 u ctaTheil 65 denepanbHOro

nn

3akoHa "0 oOpareHnn JIeKapCTBEHHBIX cpeacTB'.".




