MUHUCTEPCTBO 3JPABOOXPAHEHUSI POCCUICKOMN ®EJEPAIININ

ITPUKA3

00 yTBep:KIeHNH NOPSAAKA
OCYILIEeCTBJICHUS MOHUTOPHHIA ABHKEHHUA U YUeTa JIeKAPCTBEHHbIX NPenaparos,
NpeIHA3HAYeHHBIX JJIs o0ecnevyeHust I, 00J1bHbIX reModuineii, MyKOBHCIHI030M,
runo¢usapHbIM HAHU3MOM, 00J1e3HbI0 ['o111e, 3JI0KaYeCTBEHHBIMHU
HOBOOOPa30BAHUAMM JUM(POUIHOH, KPOBETBOPHON M POJACTBEHHBIX MM TKaHei,
paccesiHHbIM CKJIEPO30M, JIHII N10C/Ie TPAHCIVIAHTALIMM OPraHoOB M (MJIM) TKaHeM,
B cy0ObekTax Poccuiickoii @exepaunu

B coorBerctBuu ¢ mynkrom 14.1 mocranoBnenusi IlpaButennctBa Poccuiickoit
Oenepanuu ot 26.12.2011 Ne 1155 «O 3akynkax JEKapCTBEHHBIX IPENapaTos,
MpeHA3HAYCHHBIX MJi1 OOECMEeUeHUs JUI, OOJIbHBIX TreMo(uiineil, MyKOBHUCIIUI030M,
runou3apHbiM HaHU3MOM, O0OJIe3HBIO ['oIle, 3710KauYeCTBEHHBIMU HOBOOOpPA30BaHUSIMU
TUM(OUTHOM, KPOBETBOPHOW M POJICTBEHHBIX UM TKAaHEW, PACCESIHHBIM CKJIEPO30M, JIMII
Mocje TpaHCIUIaHTAalMu opraHoB u (win) TkaHei» (CoOpaHue 3aKOHOAATEIHCTBA
Poccwuiickoit @enepanuu, 2012, Ne 1, ct. 186; Ne 37, cr. 5002; 2015, Ne 18, ct. 2709),
NpUKa3blBalo:

YTBEepauTs:

[TopsimoK OCYIIECTBICHUS MOHUTOPHUHIA JBUKEHUS M Yy4yeTa JIEKapCTBEHHBIX
mpernapaTroB, NPEAHA3HAYCHHBIX JUISI  OOECIeUeHHs] JIMI, OOJIBHBIX TeMO(HINCH,
MYKOBUCIIMJIO30M, THUNO(HU3apHBIM HaHU3MOM, Ooiie3Hbi0 [omie, 3J10KaueCTBEHHBIMU
HOBOOOpa30BaHUAMH JHUMGOUIHONW, KPOBETBOPHOM W POJCTBEHHBIX WM TKaHEM,
pacCessHHBIM CKJIEpO30M, JIMI] TIOCJI€ TPAHCIIAHTAIlMU OpraHoB u (WJIM) TKaHEH,
B cyobekTax Poccuiickoit denepanuu corimacHo mpuioxeHuto Ne 1;

bopmy Nel «CemeHuss O HOMEHKJIAType, KOJMYECTBE U  CTOMMOCTH
JIEKApCTBEHHBIX TMpenapaToB, MNpPEJIHA3HAYCHHBIX JJISI OOEeCleueHMs] JIUI, OOJIbHBIX
reMouivei, MYKOBUCIHIO030M, THUNO(PU3APHBIM HAHU3MOM, OoJjie3Hbl0 [ omie,
3JI0KQY€CTBEHHBIMM HOBOOOpPa30BaHUSIMU JUMGPOUIHON, KPOBETBOPHOM M POICTBEHHBIX
UM TKaHEW, pacCesHHBIM CKJIEPO30M, JIMI] MOCJI€ TPaHCIUIAHTAIIMM OpPraHoB U (WJIN)
TKaHE» COoryiacHO Mpui1oKeHuto Ne 2;

bopmy Ne2  «Cmemenuss o  jAeduiuTe  JICKAPCTBEHHBIX  MPEMApaTOB,
MpeIHA3HAYCHHBIX JUISI OOecCredYeHus: JUI], OOJBHBIX TeMO(PHIHEH, MYKOBHUCITUIO030M,
runogu3apHbIM HAHWU3MOM, O0OJIe3HBIO ['oImle, 3710KaueCTBEHHBIMHA HOBOOOpPA30BaHHUSIMU
TUMGOUTHOM, KPOBETBOPHOM M POACTBEHHBIX MM TKaHEH, PACCESHHBIM CKJIEPO30M, JIUIL
MOCJI€ TPAHCIUTAHTAIIMK OPTAHOB U (WJIM) TKaHEH» COTJIACHO MpuItokeHHIo Ne 3.



dopmy Ne3 «CeneHuss 00  M3NIMIIKAX  JIEKAPCTBEHHBIX  IPENaparos,
npelHa3HaYeHHBIX 71 OOeCHedeHUs JHIl, OOJIbHBIX TeMo(uiaueil, MyKOBUCIUI030M,
runo(u3apHelM HAaHU3MOM, OoOJie3HbIO [ ollle, 370KaueCTBEHHBIMH HOBOOOPA30BaHUSIMU
TUMGOUTHOM, KPOBETBOPHOM M POACTBEHHBIX UM TKaHEW, PacCEsTHHBIM CKJIEPO30M, JIUI]
MOCJIe TPAHCIUIAaHTAIlMA OPTaHOB U (WJIM) TKaHEW» COTJIacHO MpuioxkeHuto Ne 4.

Bpro Mununctpa N.H. Karpamansu



[Tpunoxenune Ne 1
K npukazy MuHuCTEpCTBa 3/IpaBOOXpaHEHUS
Poccuiickoit ®exneparuu

[Topsimok
OCYILECTBJIICHUSI MOHUTOPUHTA ABMKEHHUS U yUeTa JIEKAPCTBEHHBIX MPEeNapaTos,
MpeIHa3HAYCHHBIX JJIs 00ecTieueHUsl JIUI, OOJIbHBIX TeMO(PIINEH, MyKOBUCIIHI030M,
runo@u3apHbIM HAHU3MOM, 00J1e3HbI0 [ o111e, 310KaUYeCTBEHHBIMU HOBOOOPa30BaHUSAMHU
TuM(}OUTHOM, KPOBETBOPHOU M POJICTBEHHBIX UM TKaHEH, pACCESTHHBIM CKJIEPO30M, JIUII
MocJjie TpaHCIUTAaHTAIlMK OPTaHOB M (WJIM) TKaHeH, B cyObekTax Poccuiickoit denepanun

1. Hactosmuii TOPSAOK PEryJaupyeT BOMPOCHl OCYIIECTBICHUS MOHUTOPUHTA
JBIDKCHUSI W ydeTa JIGKapCTBEHHBIX IpenapaToB, MpeAHA3HAUYCHHBIX Il oOecredeHus
nul, OONBHBIX remModuianeid, MyKOBUCIUI030M, TUMO(U3aPHBIM HAHU3MOM, OOJIE3HBIO
['ome, 3/10Ka4eCTBEHHBIMH  HOBOOOPA30BAHMSAMHU  JIUM(OUIHON,  KPOBETBOPHOMU
U POACTBEHHBIX WM TKAaHEH, PACCESIHHBIM CKJIEpPO30M, JHMI[ IIOCI€ TPaHCIUIAHTALIUU
OopraHoB ¥ (WUiu) TKaHeH, B cyObekTax Poccuiickoii @eneparnuu (ajaee - MOHUTOPUHT).

2. MOHUTOPUHT  TMPOBOAMUTCS B  OTHOIICHMM JICKAPCTBEHHBIX  IPENaparTos,
BKJIIOYCHHBIX B TIEPEUYEHb  JICKAPCTBEHHBIX  MPENapaTroB,  NpeIHA3HAUYCHHBIX
st obecrieueHus Jinil, OOJBHBIX TeMO(pWINEeH, MYKOBUCIUIO030M, TUMO(U3APHBIM
HaHU3MOM, OoJe3Hblo ['omie, 37I0KaYeCTBEHHBIMH HOBOOOPA30BAHMSIMHU JTUMOOUTHOM,
KPOBETBOPHOM M POJCTBEHHBIX WM TKaHEW, pPACCESHHBIM CKJIEpPO30M, JUI[ IOCIe
TpaHCIUIAHTAIlMM OPTraHOB M (WJM) TKaHeH, (mamee — mepeuyeHb), (UHAHCUPOBAHUE
oOecrieyeHUsT KOTOPBIMM  OCYIIECTBIISIETCS 3a CUeT OIOJDKETHBIX AaCCUTHOBaHUU
(dbenepanbHOrO OIOIKETA.

3. MunuctepcTBO 3apaBooxpaHeHus Poccuiickoir ®enepannu Ha OCHOBAHHUH
MepeyHss M peecTpa JIEKAPCTBEHHBIX CPEACTB (OPMUPYET CIHUCOK JIEKAPCTBEHHBIX
MpenaparoB, MOMJIEKAIIUX MOHUTOPUHTY (C YyKa3aHHMEM KOHKPETHOTO TOProBOTO
HAUMCHOBAHHMS JICKAPCTBEHHOrO Tperapara, ero JICKapCTBEHHOW (OpMbI U JO3HPOBKH)
(mayee - CIIMCOK).

Crnucok JOBOJUTCS JO CBEACHHUS OPraHOB TOCYJApPCTBEHHON BJIACTH CYOBEKTOB
Poccuiickoii @enepannu B chepe OXpaHbl 310POBbSI.

4. Opransl TOCyJIapCTBEHHOUN BiacT cyObekTOB Poccuiickoit deneparuu B chepe
OXpaHbI 3/I0POBBS:

- ©KEMECSIYHO TI0 COCTOSIHHMIO Ha 1 4uCIo Mecsia opraHusyror coop mHbopMaruu
0 HOMEHKJIAType, KOJUYECTBE U CTOMMOCTHU JIEKAPCTBEHHBIX MPENapaToB, BKIIOUECHHBIX
B CIHCOK, U HMEIOUIMXCA B HAJIWYUU B YMNOJHOMOYEHHBIX OPTaHU3AIMUSAX OINTOBOU
TOPTOBJIM JIGKAPCTBEHHBIMU CPEJICTBAMU U AllTEUHBIX OpraHU3aIUsIX;

- ©KEMECSIYHO B CPOK HE MO3JHEE 5 4Yuciia Mecsila MPEACTaBiIsSIOT COOpaHHYIO
uHpopmaruto B MuHHCTEpcTBO  3ApaBooxpaHeHusi  Poccuiickoit ~ dDeneparuu
B AJIEKTPOHHOM BHJie 110 popme Ne 1, mpegycMoTpeHHoM npunoxenueM Ne 2;

- IPU OTCYTCTBUHU MOTPEOHOCTH B OTAEJBHBIX JIEKAPCTBEHHBIX Mpernaparax Jru0o
MOSIBJICHUW JIOTIOJHUTEIHHOW TOTPEOHOCTH B OTACIBHBIX JIEKAPCTBEHHBIX TMperapaTax
B CBS3UM C HM3MEHEHUEM YHWCICHHOCTHU JIMIl, BKJIIOUEHHBIX B PETHMOHAJIBHBIA CETMEHT
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®denepanbHOTO PETUCTPA JUI, OOJBHBIX FeMO(PUINEH, MyKOBUCIIHI030M, TUIIO()U3apPHBIM
HAaHU3MOM, Oone3Hbio ['omie, 370KaueCTBEHHBIMH HOBOOOPA30BAHHUSIMH JIUM(OUIHOMH,
KPOBETBOPHOM M POJCTBEHHBIX WM TKAaHEW, PACCEIHHBIM CKJIEPO30M, JIAI[ IIOCIIE
TPAHCIUIAHTALIMK OPTraHOB M (WJIM) TKaHEW, N3MEHEHUSIMU B Ha3HAYCHUSIX MEIULIUHCKUMHU
pabOTHUKAMU JIEKApPCTBEHHBIX MPEMapaToB YKa3aHHBIM JIMIIAM, 110 Mepe He0OXOIUMOCTU
HaNpaBIIlOT B MHHUCTEPCTBO 3apaBooxpaHeHus Poccuiickonn denepannu CBEICHUSA
0 AepUINTEe W/WIM W3IUIIKAX JEKapCTBEHHBIX MPENaparoB, BKIIOYEHHBIX B CIHCOK,
B DJJIGKTPOHHOM BHAE MO (opmaM, MPeayCMOTPEHHBIM mnpuioxkeHuemM Ne 3 u
npuiioxeHruem Ne 4.

5. 3amoflHEHHAss W HAMNpaBJICHHAas B AJIGKTPOHHOM BHUAE B MUHHUCTEPCTBO
3npaBooxpaHeHusi Poccuiickoit ®denepanum Ha coriacoBanue ¢opma Ne 2 sBisercs
3asIBKOM OpraHa rocyJapCTBeHHOW BiacTu cyobekta Poccuiickoit ®denepanuu B chepe
OXPaHBbI 37I0POBbsI O NIEPEPACIPE/ICIICHNN JIEKAPCTBEHHBIX NPENapaToB MEX1y CyObeKTaMU
Poccuiickoii @eaepannu (nanee - 3asiBKa).

6. CornacoBanHass MUHHUCTEPCTBOM 37ApaBooxpaHenus Poccuiickoit Deneparun
3asiBKa SIBJIAETCS OCHOBAHHWEM [UJISl MEpEauyM JEKapCTBEHHBIX MPENapaToB, BKIIOUYEHHBIX
B CIIHCOK, OOHUM cyObekToM Poccuiickoil ®denepauuu B COOCTBEHHOCTh APYroMy
cyobekTy Poccuiickoit @eneparuu.

7. MunucrepcTBO 31paBooxpanenust Poccuiickoit denepanuu Ha 15 ynciio kaxaoro
MecAlla MPOBOAWT aHAIM3 JAHHBIX MOHUTOPHUHIAa W JOBOJUT JI0 CBEJIEHUS OPraHoB
rocy/1apCcTBEHHOM BiacTu cyobekToB Poccuiickoit denepannn B chepe oxpaHbl 310pOBbS
pa3zpaboTaHHbIE TIO pe3yJbTaTaM MOHHUTOPMHIAa PEKOMEHJAUUU TI0 YIPABICHUIO
OCTaTKaMu JIEKapCTBEHHBIX IIpenaparos, BKJIFOUEHHBIX B CIIMCOK






