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Iopsiika ocyulecTBJIEHHsI MOHHTOPHHIA IBH/KCHHS M y4eTa B cy0ObeKTax
Pocceuiickoit @eaepanun JeKapcTBeHHBIX NPENapaToB, MpejiHa3HaYeHHbIX
151 oGecriedeHus JHL, 60ILHBIX reMoQuaneil, My KOBHCIIHI030M, THNIOQH3APHBLIM
HAHH3MOM, 0oJie3HbI0 I'ome, 310KaUYecTBEHHBIMH HOBOOOPA30OBAHMAMH
AuM¢pOuHOMN, KPOBETBOPHOH H POACTBEHHBIX HM TKAHEH, paccesiHHbIM
CKJIEPO30M, JIMII HIOC/Ie TPAHCIIAHTAIIMM OPraHoB H (/1K) TKaHeH, 10BeJeHHs]
/10 CBeJIeHUs YIIOJIHOMOYEHHBIX OPraHOB HCIIOJHHTEILHON BJIACTH CYObEKTOB
Poccuiickoiit @epepanuu MoJy4eHHbIX 110 pe3yJibTaTaM MOHMUTOPHHTA JaHHBIX
H COTJIACOBAHHA 3aBOK YIIOJHOMOYEHHBIX OPraHOB HCHOJHUTE/ILHOH BJIACTH
cyobexToB Poccuiickoii ®@egepanuu o nepepacnpeieienuy JIeKapCTBEHHbIX
npenaparoB mexay cyobexkramu Poceuniickoit ®@enepaunn

B cooTBeTcTBUU € NYHKTOM 14" Tlonoxenusi o 3aKylKax JieKapCTBEHHBIX
IpenaparoB, [IpeHAa3HaueHHbIX Juisl obccledcHMs Jinll, OonbHbIX  reMoguined,
MYKOBUCLIMJIO30M, THIOQU3aPHBIM HaHM3MOM, Oosiesnbio lorue, 310Ka4eCTBEHHBIMH
HOBOOOPA30BAHMAMM JTMM(OUIHOM, KPOBETBODHOH M POACTBEHHBIX MM TKaHEH,
PACCESTHHBIM CKJIEPO30M, JIHLl IOCNe TPAHCITAHTAllMK OpraHoB M (MIIHM) TKaHeH,
yTBEPHKJAEHHOrO  rocTaHoBieHdeM  Ilpasutensctsa  Poccuiickoii  ®enepanuu
oT 26 nexabps 2011 r. Ne 1155 (CoGpanue 3akononareibcTBa Poceuiickoil Genepain,
2012, Ne 1, cr. 186; Ne 37, cr. 5002; 2015, Ne 18, cr. 2709; 2016, Ne 34, ct. 5242),
NpUKa3blBal:

VrBepauTh mpunaraeMblil 1Iopsaaok ocCyiiecTB/icHUsE MOHUTOPUHIA JBHXCHUS
n ydera B cyOpekrax Poccuiickoi @enepaildy JICKapCTBEHHBIX  PENApaToOB,

npeaHa3sHaYeHHbIX Uil obecriedeHus Jiuil, O0JIbHBIX reMOGUIHEH, MYyKOBUCLHIO30M,
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THTO(GU3aPHEIM HAHK3MOM, GOJNE3HBI0 1 OlIle, 3M10KayeCTBEHHBIMU HOBOOOPa30BAHMSIMH
1uMQOUIHOM, KPOBETBOPHOU 1 POJCTBEHHBIX UM TKAHEH, PACCESHHBIM CKJIEPO30M, JIHIL
1ocie TPaHCIUIAHTAMM OpraHoB M (MJM) TKaHeH, JOBCACHHs JO CBEACHMs
YIIOMHOMOYEHHBIX ~OPraHOB  HMCIONHHUTENLHON  BiacTH  CcyObekToB  Poccuickon
Denepaliv OMYYSHHBIX I10 Pe3y/IbTaTaM MOHHMTOPUHIA JAHHBIX U COINIACOBAHHA
3aSBOK YNOTHOMOYEHHBIX OpPraHOB MCHOJHUTENILHONW BiaacTh cyObexToB Poccuiickon
denepaliit O Mepepacnpe/ieleHuH J1eKapCTBEHHBIX npenapa'rdis MeXay cyObeKkTamu
Poccuiickoit @enepaniuu.

B.H. CkBopnosa
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YTBEPXJEH
npuka3oM MUHUCTEPCTBA 34PaBOOXPAHEHHUS
Poccutickoit ®enepauum

OT « l’/»dj/%odéﬁ/ 2016 T. Ngf/j//

IHopsaaox
OCYLIeCTBJIEHHSI MOHHTOPHHI2 IBH:KEHHH H Y4€Ta B CyObeKTax
Poccuiickoii @enepanuu JieKapcTBEHHbIX NIPENapaTos, NpeqHa3HaYeHHbIX
175 obecneveHns JuL, 60JLHBIX reModuianeld, MyKOBHCIH/I030M, THNO(H3apHBIM
HAHH3IMOM, GoJie3Hblo I'olle, 310KaYecTBEeHHHLIMH HOBOOOPAa30BAHUAMH
JuM¢ouIHOH, KPOBETBOPHOM H POJACTBEHHBIX MM TKAHEH, pacCesiHHbIM
CKJIEPO030M, JIMII NI0C/1€ TPAHCIVIAHTALIMH OPTraHOB M (MJIM) TKaHeH, 10BeAeH s
10 CBe/IeHHs1 YNOJTHOMOYEHHBIX OPraHOB HCIOJIHUTE/ILHOH BJIACTH CYy0OLEKTOB
Poccuiickoii @eaepannu nNoJay4eHHbIX 10 Pe3yJbTATAM MOHHTOPMHIA JaHHBIX
H COIJIACOBAMMSA 3a5IBOK YIIOJITHOMOYEHHBIX OPraHOB MCIOJHHUTEIbHON BJIACTH
cyobexToB Poceniickoi @egepanum o nepepacnpeaeieHun JeKapcTBEHHBIX
npenapatoB Mexkay cyobexkramu Poceniickoli @exepanun

1. Hacrosuuit TTopsiiok perynupyeT BOIPOCHl OCyIecTBIeHHs MUHHACTEPCTBOM
3xpaBooxpadenus Poccuiickoit @eneparyu (nanee — MUHHCTEPCTBO):

a) MOHHTODUHTA JIBIDKEHHS M ydeTa B cyObekrax Poccuiickoii ®enepauuu
JTeKapCTBEHHBIX IIPENapaToB, INpeJHa3HAYeHHBIX Ul obecredeHus Jull, OOIbHBIX
reMoQuiIrel, MYyKOBUCUHIO30M, THMIO(QU3ApHBIM HaHM3MOM, OojesHbio [ome,
3710Ka4eCTBEHHBIMH HOBOOOPA30BaHMAMU JTUM(OUIHON, KPOBETBOPHOM U POJICTBEHHBIX
MM TKaHel, pacCesHHbIM CKJIEPO30M, JHIl MOCJe TPAHCIUIAHTALMM OpPraHoB W (WJIK)
TKaHel (ajee COOTBETCTBEHHO — JIEKapCTBEHHbIE IpeapaThl, MOHUTOPHHT);

6) IOBelleHHs JI0 CBeJICHHS YIIOJTHOMOYEHHBIX OPraHOB UCIIOIHHUTEIBHON BIAaCTH
cy6bexToB Poccuiickoit Oeziepaniuy (najiee — yoJTHOMOYEHHBIE OPraHbl) MOMYYEHHBIX
IO pe3y/IbTaTaM MOHUTOPHHIA JaHHBIX O HOMEHKJIATYPE M KOJINYECTBE JIEKapCTBEHHBIX
npenaparoB, B KOTOPBIX OTCYTICTBYeT MOTPeOHOCTH B CBS3H C H3MCHEHHEM
YUCIEHHOCTH JIMI[, IIOJIyYalolIMX JIEKapCTBEHHBIC IIpENaparhl, a TaKkKe B CBA3U
C U3MEHEHUSAMH B HA3HAYEHUAX MEJHUIIHCKIX PaOOTHUKOB;

B) COINIACOBAHMs 3asBOK YMONHOMOYEHHBIX OpPraHOB O I€pepaclpe/eeHuH
JIEKapCTBEHHBIX MpenapaToB Mexay cyobpekTamu Pocculickoit @enepauuu.

2. Opraau3aliOHHO-TEXHUYECKOE COTIPOBOXKICHHUE OCYHIECTBIICHHUS
MOHHMTOpHMHra ofecreynBaercs JlemapTaMeHTOM JI€KapCTBEHHOTO  obecredeHus
1 perynupoBaHus oOpaiieHHs MeIUIMHCKMX W3enud MunucrepctBa (naiee —
JlenapTaMeHT).
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3. MOHMTOpPUHT OCYIIECTBISETCS B OTHOIUEHWM JIEKaPCTBEHHBIX IIPENapaTosB,
3aKYIUIEHHBIX ~MMUHHCTEPCTBOM U TepelaHHbIX B COOCTBEHHOCTbH CYOBEKTOB
Poccumiickoit ®emepaudd B COOTBETCTBUHM C IocTaHoBileHHeM IlpaButenncTBa
Poccuiickoit @eneparuu ot 26 nexkadpsg 2011 r. Ne 1155 «O 3akynkax jieKapCTBEHHBIX
[IperapaToB, NpeHA3HAYEHHBIX [Jisi oOecredeHuss ML, OONBHBIX reMo(uinel,
MYKOBHCIHAA030M, THIOQU3ApHBIM HaHM3MOM, OoJie3HBIO lomie, 3j10KayeCTBEHHLIMU
HOBOOOPA30BaHUSMU JTHUMQOUIHOM, KPOBETBOPHOW M pPOACTBEHHBIX WM TKaHEH,
PACCESHHBIM CKJIEPO30M, JIUI TIOCIIe TPAHCIUIAHTALMM OPTaHOB ¥ (WIIN) TKaHeih» .

4. YomHOMOY€eHHBIE OpraHbl He TMo3/JHee 5 YHciia KaKIoro Mecsla HalpaBlsioT
1o ompejeneHHoMYy JlemapTaMeHTOM ajpecy SJIEKTPOHHOM NOYTHI  ClIeIyoLUe
CBEJIEHUS O JIEKApCTBEHHBIX NpenapaTax (npriokenne Ne 1 x HacrosmemMy Ilopsanxy):
MEXIyHApPOIHOE HENMATeHTOBAaHHOE HaMEHOBaHMe, JIEKapCTBEHHAs (JOpMa, JI03MPOBKa,
KOJIMYECTBO 1103 B YIIaKOBKE, TOProBO€ HalMEHOBaHMWE, CepHs, AaTa OKOHYAHUsS CPOKa
TOJHOCTH, II€HA 33 €AMHHUILY TOBapa B COOTBETCTBUHU C FOCYAAPCTBEHHBIM KOHTPAKTOM
Ha T[IOCTaBKy JIEKApCTBEHHOTO IIpenapara, KOJHUYEeCTBO YIAKOBOK JIEKApCTBEHHOIO
npernapata Ha MOMEHT IocTaBKM B cybomekr Poccuiickonn @enepauuu, 0CTaTox
JIeKapCTBEHHOTO Mpemnapara B cyorekte Poccuiickoit ®enepauuu Ha | 9yuCI0 OTYETHOIO
nepuo/a.

5. OtBercTBeHHOEe  JHIO /JlemapTamMeHTa  OCYIIECTBISIET  PACCMOTPEHHE
U 00oOIIeHHe  IPEJICTABICHHBIX  YNOJMHOMOYEHHBIMH  OpraHaMM  CBEJEHUH
0 JIeKapCTBEHHBIX IIperapatax W He mosjgHee 20 4ucia KaxJoro Mecsua JOBOIUT
JIO CBEJECHMs YIIOJIHOMOYEHHBIX OpPraHOB IOIYyYEHHBIE 10 Pe3yJbTaraM MOHUTOPHHIA
JIaHHBIE O JIEKAPCTBEHHBIX Mpenaparax.

6. YIIoTHOMOYEHHBIE OpraHbl pacCMaTpUBalOT Ipe[CTaBlIeHHbIE [lerlapTaMeHToOM
00001LIeHHBIE JJaHHEIE O JIEKAPCTBEHHBIX IIperaparax M MpU Halu4uu MOTPeOHOCTH
B OTJENLHBIX JIEKAPCTBEHHBIX TMpelaparax Hampapsiior B JlemaprameHT B Qopme
3NEKTPOHHOrO JOKYMEHTa U (WJIK) 3JIEKTPOHHOIo 0bpa3a JOKyMEHTa M Ha OyMaKHOM
HocuTene (B TpeX SK3eMIULIpax) Ha pacCMOTPEHHME M COIVIACOBAHHE 3aiBKY
0 ImepepacrpeneleHid JIEKapCTBEHHBIX MpenaparoB (fanee — 3asBKa) (IIPUIIOXKEHHUE
Ne 2 x Hactosmemy Ilopsaky).

7. PaccMOTpeHHe 3asiBKH OCYILECTBISAETCA IyTEM COIIOCTABIEHMS 3aSBIIECHHOIO
KOJIMYECTBA JIEKAPCTBEHHOTO IMpenapara C MOMY4YEHHBIMH [0  pe3yjbTaTaM
MOHHTOPHHIA CBEJCHHSAMH YIIOJTHOMOYEHHOTO OpraHa, Mepefarollero JIeKapCTBEHHEIH
Ipenapar, IOATBePXKAAIOIIIMI OTCYTCTBHE NOTPeOHOCTH B IepepaclpefenseMoM
JEKapCTBEHHOM Tpenapare. [IpuHATHE pelleHHs O COITacOBaHWM 3asBKH IHOO ee

* Cobpanme 3akoHomaTenscTBa Poceniickolt ®enepauuy, 2012, Ne 1, cr. 186; Ne 37, ct. 5002; 2015, Ne 18, ct. 2709; 2016,
Ne 34, ct. 5242.



OTKIIOHEHUM ocyllecTBiseTcs [lemapramMeHTOM B TeueHHe 3 pabouux OHEH CO IHS
HOCTyIIeHKs B MUHUCTEPCTBO 3asBKH B 3JIEKTPOHHOH (opMe.

8. OCHOBaHUSAMH TSI OTKIIOHEHHUS 3a51BKH SIBJISAIOTCS

a) yCTaHOBJIEHHE 110 pe3yJibTaTaM HPOBEJEHHOI0O MOHHUTOPHHIA OTCYTCTBUS
NIOTpeOHOCTH B 3asIBIICHHBIX I€KAPCTBEHHLIX MPenaparax;,

6) ykasaHMe B 3ajdBKe HAMMEHOBaHMS M (WJIM) JIeKapCTBEHHOH (QOpMEI,
¥ (WIM) [O3MPOBKM JIEKApCTBEHHOTO IIpermapara, B OTHOIIEHHH KOTOPBIX
niepepacrpeieieHie He OCYIIECTBIIAETCS.

9. B ciny4yae ykazaHMs B 3asBKe JIEKapCTBEHHOIO IIpemapara B KOJIMYECTBE,
HECOOTBETCTBYIOIEM aKTyaJlM3MPOBAHHBIM CBEJECHHAM YIIOJHOMOYEHHOTO OpraHa,
IepefaloIero JIEKapCTBeHHBIM  Ipemapar, 3asBKa MOIJIEXUT KOPPEKTHPOBKE
OTBETCTBEHHBIM JHIIOM JlemmapraMeHTa B CTOPOHY YMEHBLICHMS M IIOCIERYIOIEMY
COTJIACOBAHUIO.

10. Cornacosansas qupexkropoM [lemapramedTa J100 JIHLOM, €0 3aMEINAIOIINM,
3asBKa HAIpPaBIAE€TCS B YIOJHOMOYECHHBIE OpraHel Ha OyMaXXHOM HOCHTENE
U B 3JIEKTPOHHOM (opMme.

B cinydae npuHATHA pellieHus 00 OTKa3ze B COINIaCOBaHMM 3asBKM JlermapTramMeHT
HampasisgeT Ha OyMa)KHOM HOCHTeNle U B 3JIEKTPOHHOH (POpME B yMONHOMOYCHHBIH
OpraH MOTHBHPOBAaHHOE ITUCBMO C yKa3aHHEM IPUYMH 0TKa3a.
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