Ha/Ie)KHas! NPABOBas NOAAEPIKKA

Mpwuka3 Mun3apasa Poccum ot 15.02.2013 N 69H
(pen. ot 10.04.2015)

"O Mepax No peanusauuu noctaHoBneHus MpaeuTtenscTea Poccuiickolt ®eaepaumm ot 26 anpens 2012 r. N 404 "O6 yTeepxaeHuv Mpasun BeaeHust GeaepanbHOro pernctpa nuu, 60MbHbIX
remocunmel, MykoBUCLMA030M, rMNodu3apHbLIM HaHU3MOM, 6one3Hbto MoLLe, 3/10Ka4eCTBEHHBIMW HOBOOGPA30BaHWAMI IMMMONAHON, KPOBETBOPHOW W POACTBEHHBIX UM TKaHEW, paccesHHbIM
CK/IEPO30M, /ML, MOC/IE TPAHCMIAHTALMN OPraHoB 1 (Mn) TKaHen"

(BMecTe ¢ "MopsAKOM NpeaCTaBNeHNs CBEAEHNI, COAEPXKALUMXCS B HANpaB/ieHUM Ha BKIIOYEHNE CBEAEHUI (BHECEHME U3MEHEHWIT B cBeAeHMs) 0 6onbHOM B DeaepanbHbiii perucTp inu, 60bHbIX
reMocunmnei, MykoBUCLMAO30M, MNoduU3apHLIM HaHU3MOM, GonesHbto oLLe, 3/10Ka4ecTBEHHBIMW HOBOOGPa30BaHNAMY IMMMONAHON, KPOBETBOPHOW W POACTBEHHBIX UM TKaHeW, paccesiHHbIM
CKNEpPO30M, INLL MOCNe TPaHCMIaHTaLUMW OpraHoB 1 (MNK) TKaHel, U U3BELLEHNU 06 UCKNIOUYEHWUN CBEAEHUI 0 60/1bHOM M3 AaHHOrO defiepanbHOro perncTpa 1 06 OTMYLLEHHbIX IEKapCTBEHHbIX
npenapartax”, "MIHCTpykumeii no 3anonHeHuio hopmbl N 04-OP "CeesieHusi 0 6011bHOM, NpeAcTaBnseMble B MUHUCTEPCTBO 3paBooxpaHeHns Poccuiickoii deaepauun Ans hopMMpOBaHUS U BeAeHUs
defiepanbHOro perucTpa nuu, 60bHbIX reModbunell, MykoBUCLMAO3OM, rMnohK3apHbIM HaHU3MOM, 601e3HbIO MOLUe, 3N10Ka4eCTBEHHBIMU HOBOOGPA30BaHNSMU TMMAOUAHOI, KPOBETBOPHOM 1
POACTBEHHbBIX UM TKaHEMW, paccesHHbIM CKIEPO30M, MWL, MOCIE TPAHCNAHTaLUMM OPraHoB U (MnK) TkaHel", "MHCTpyKumeit no 3anonHeHnio ¢opmbl N 06-OP "CBefieHUs O BbINUCAHHBIX 1 OTRYLEHHBIX
NeKapCTBEHHbIX MpenapaTax, NpeayCMOTPEHHbIX NepeyHeM NekapCTBEHHbIX NPenapaTos, NpeAcTaBsieMble B MUHUCTEPCTBO 3ApaBooXpaHeHns Poccuiickoit ®efepaumm ans GopMmupoBaHus 1
BeaeHus deaepanbHOro perncrtpa nuu, 60/bHbLIX reModuneil, MyKoBUCLIMAO30M, FMNOMNU3apHbIM HaHU3MOM, 60/1e3HbI0 [OLLUe, 310KaYeCTBEHHBIMU HOBOOGPa30BaHUSIMM IMM(OUAHON, KPOBETBOPHOM
1 POACTBEHHbIX UM TKaHel, pacCcesHHbIM CKIePO30M, NULL NOC/Ee TPaHCMaHTaLmMn opraHoB u (Unu) TkaHen")

(3apeructpupoBaHo B MuHiocTe Poccun 12.04.2013 N 28124)
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MNpuka3 MuH3apasa Poccun ot 15.02.2013 N 69H
(pea. ot 10.04.2015) [okyMeHT npegocTaBneH KoHcynbTaHTIAOC
"O Mepax Mo peanusauum noctaHoBneHus MpaBuTenbcTBa Pocc... fata coxpaHerus: 02.04.2018

3apeructpupoaHo B MuHtocte Poccumn 12 anpens 2013 r. N 28124

MWHUCTEPCTBO 30PABOOXPAHEHUSA POCCUNCKOW ®EAEPALUMN

NMPUKA3
ot 15 cheBpans 2013 r. N 69H

0 MEPAX
MO PEANU3ALIMA MOCTAHOBJIEHUS MPABUTENBLCTBA
POCCUWCKOW ®EMEPALIVM OT 26 AMPENS 2012 . N 404

"OB YTBEPX/EHWMW NPABWUN BEAEHWUSA ®EQEPANILHOrO PETUCTPA UL,
BOMNbHbIX FEMO®UMUEN, MYKOBUCLIMAO30OM, FTMNO®U3APHBIM HAHU3MOM,
BOMNE3HbIO MOLLE, 3NIOKAYECTBEHHbLIMU HOBOOEPA30BAHUAMMU
NUM®ONIHON, KPOBETBOPHOW Y POACTBEHHbIX UM TKAHEWN,
PACCESIHHbIM CKIEPO30M, NULI MOCMNE TPAHCMNAHTALIMU
OPTAHOB W (MNW) TKAHEX"

Cn1CoK N3MEHSIIOLLNX JOKYMEHTOB
(8 peq. MNpukasa MuHsgpasa Poccum ot 10.04.2015 N 181H)

B cooTtBeTcTBMM ¢ nocTaHoBneHvem lpaButensctBa Poccuiickon ®eaepaumm ot 26 anpens 2012 r. N 404 "O6
yTBepxaeHun [lpaBun BegeHus PepepanbHOro peructpa vy, OOMbHbIX  reMouUnuern, MyKOBUCLMOO030M,
rmnodursapHbIM HaHK3MoM, 6onesHbio Mowe, 3roKkavyecTBEHHbIMY HOBOOOpPa3oBaHNsIMU NIMMAOUAHON, KPOBETBOPHOW U
POACTBEHHbIX UM TKaHeW, pacCesHHbIM CKNepo30M, N, NOCne TpaHCMnaHTaumMm opraHoB u (1nu) TkaHen" (CobpaHue
3akoHogaTtenbcTBa Poccunckon ®egepaumm, 2012, N 19, c1. 2429, N 37, c1. 5002) npukasbiBato:

1. YTBEpPAUTS:

Mopsgok npeacTaBneHWss CBeAEHWMN, COAEpXalUMXCA B HarnpaBfeHUWM Ha BKIKOYEHWE CBeAeHW (BHeCeHue
N3MeHeHU B cBefeHust) o GonbHom B PepepanbHbil peructp nuy, OomnbHbIX remModunmen, MyKOBUCLMOO030M,
rmnodmsapHsIM HaHNM3MoM, 6onesHbio [Mole, 3nokavyecTBEHHBIMM HOBOOOpPa3oBaHUAMU NMMEONOHON, KPOBETBOPHOM U
POACTBEHHBIX UM TKaHEN, pacCesHHbIM CKNEPO30M, ML, MOCIEe TPaHCMNaHTauMm OpraHoB 1 (UNn) TKaHEN, N N3BELLEHNN
00 wucknoveHMn cBegeHun o BonbHOM M3 gaHHoro dPepepanbHOro pernctpa M 06 OTMYLLEHHBIX JIEKAPCTBEHHbIX
npenapaTax cornacHo npunoxeHuo N 1;

dopmy N 01-®P "HanpaBneHnve Ha BKIOYEHUE CBEAEHUA (BHECEHME U3MEHEHWA B CBeOeHWsi) O OONbHOM B
®epepanbHbIi peructp nuud, 60mnbHbIX reModunuen, MykoBMCUNA030M, rMnodusapHbiM HaHM3MoM, 6onesHbto [olwe,
3110Ka4eCTBEHHBIMN HOBOOOpa3oBaHMAMM NMMGOMAHON, KPOBETBOPHOW M POACTBEHHBbIX UM TKaHEW, pacCcesiHHbIM
CKIepo30M, NuL, MOcne TpaHCcnaHTauum opraHoB 1 (unun) TkaHen" cornacHo npunoxeHuto N 2;

dopmy N 02-OP "U3BeLeHne o6 ncknodeHun ceegeHnii o 6onbHOM M3 defepansHOro permctpa nuu, 6onbHbIX
remodgunuen, MYKOBUCLMO030M, rMnocmsapHbIM HaHM3MOM, DOoneaHbo lNowe, 310Ka4eCTBEHHbLIMU
HOBOOOpa3oBaHMsAMU NIMMEOMAOHON, KPOBETBOPHOM M POACTBEHHbIX MM TKaHeW, paccesiHHbIM CKIepo30M, NuL nocrie
TpaHcnnaHTauum opraHoB u (Mnu) TkaHen" cornacHo npunoxexno N 3;

dopmy N 03-OP "KypHan yyeTa BbigauuM HanpasfeHWW Ha BKMOYEHUE CBeAeHWA (BHECEeHWe W3MEHeHUN B
cBefeHns) o 6onbHoM B PefepanbHblt peructp nud, 60mnbHbIX remModunuent, MyKOBUCUMAO30M, rMNounsapHbIM
HaHM3MoMm, 6onesHbio owe, 31o0Kka4eCTBEHHBIMU HOBOOOPAa30BaHUAMUN NUMAOUOHOW, KPOBETBOPHOW M POACTBEHHbIX
UM TKaHeW, paccesiHHbIM CKNepo30M, NUL, NOCNe TpaHCMnaHTauMm opraHoB 1 (Mnu) TkaHew, 1 Bblgavn m3selleHun ob
UCKIOYeHUM cBeaeHun n3 gaHHoro ®egepansHoro perncrtpa” cornacHo npunoxenuto N 4;

¢dopmy N 04-OP "CeepeHuss o GomnbHOM, nMpeacraBnsieMble B MUMHUCTEPCTBO 34paBOOXpaHeHUst Poccumnckom
®egepaumn onsa dopmupoBaHns u BegenHuns PegepanbHoOro pernctpa nuu, 60nbHbLIX remodunnen, MykoBMCLNA030M,
rmnogmsapHbiM HaHU3MoM, 6onesHbto [olwe, 3nokavyecTBEHHbIMM HOBOODOpa3oBaHUAMU NMMEONOHON, KPOBETBOPHOM U
POACTBEHHbIX UM TKaHEWN, pacCesHHbIM CKINepo3oM, NuL nocre TpaHCnnaHTauMum opraHoB U (Mnu) TKaHen" cornacHo
npunoxexuto N 5;

WHCTPYKUMO no 3anosniHeHuto dopmbl N 04-OP "CeepeHusi o ©onbHOM, npenctaensiemble B MuHMCTEpCTBO
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3gpaBooxpaHeHusi Poccuiickon depepauumn ans dopMmmpoBaHns U BeaeHus denepanbHOro permcrpa nvu, 605bHbIX
remocpunuen, MYKOBUCUMAO030M, rmnodgunsapHsbIM HaHU3MOM, ©onesHbio lNowe, 3rnoKayeCcTBEHHbIMU
HoBOOGpa3oBaHNSAMU NUMAPONAHON, KPOBETBOPHON U POACTBEHHbLIX UM TKaHEW, pacCesiHHbIM CKNEepo3oM, nuu nocne
TpaHcnnaHTaumum opraHoB 1 (Mnun) TkaHen" cornacHo npunoxexuto N 6;

¢dopmy N 05-OP "CBemeHusi 06 OTNyLIEHHbLIX JIEKAPCTBEHHbIX Mpenapartax, NpeayCMOTPEHHbIX MNepeyYHeM
NeKapCTBEHHbIX NpenapaToB, nvuam, 6o5bHbIM reMoUnnen, MykoBUCLMAO30M, rMNodu3apHbiM HaHNM3MOM, 60Mne3HbIo
lowe, 3nokayecTBEHHLIMN HOBOOBPa30BaHUAMU NUMAONAHON, KPOBETBOPHOW U POACTBEHHBLIX UM TKaHen, pacCesHHbIM
CKMepo3oM, Nuuam rnocne TpaHcnnaHTauum opraHoB 1 (Mnu) TKaHen, anTe4yHoN opraHu3aumnen” cornacHo NpUNoXeHuto
N 7;

dopmy N 06-PP "CeegeHns 0 BbIMMCaHHbIX M OTAYLEHHbIX NeKapCTBEHHbIX npenapartax, npegycMOTPEHHbIX
nepeyHeM JIeKapCTBEHHbIX npenapaToB, npeacTaeBnsemble B MuUHWCTEPCTBO 34paBooxpaHeHus  Poccuinckon
®epepaummn ansa cdopmupoBaHns u BegeHus ®egepanbHoro pernctpa nuy, 60nbHbLIX reModunmnen, MykoBMCLUA030M,
rmnodusapHbIM HaHU3MOM, 6onesHbio ole, 3nokavyecTBEHHbIMM HOBOOOPa30BaHNAMMU NIUMMONAHOW, KPOBETBOPHOMN U
POACTBEHHbIX UM TKaHEeW, pacCcesHHbIM CKNepo3OoM, fuL, Nocre TpaHCnnaHTauMu opraHoB M (Unu) TKaHew" cornacHo
npunoxexHuto N 8;

WHCTPYKUMO no 3anornHeHuto ¢opmbl N 06-OP "CBefeHns o BbIMMCAHHLIX U OTNYLLEHHbIX NeKapCTBEHHbIX
npenapaTtax, MpedyCMOTPEHHbIX MepeyHeM NeKapCTBEHHbIX npenapaTtos, npeactasndemble B  MuHuUCTepcTBO
3gpaBooxpaHeHust Poccuickon ®egepaunn gns dopmmpoBaHusa U BegeHnss egepansHoro perncrpa nvud, 60MnbHbIX
remocpunuen, MYKOBMCLML030M, rmnodunsapHbIM HaHU3MOM, ©onesHbio lNowe, 3510Ka4eCTBEHHbIMM
HoBOOGpa3oBaHNSAMU NUMAONAHOWN, KPOBETBOPHOW UM POACTBEHHbLIX UM TKaHEMN, pacCesiHHbIM CKNepo3oM, nuu nocne
TpaHcnnaHTaumum opraHoB 1 (Mnum) TkaHen" cornacHo npunoxexuto N 9.

2. MNpusHaTb yTpaTUBLUMMU CUIY:

npukas MuHucTepcTBa 34paBoOXpaHeHns 1 coumansHoro passutusa Poccuickon ®egepauun ot 4 anpens 2008 r.
N 162H "O nopsgke BegeHus depepanbHOro perncrpa GonbHbIX reMOUNNEN, MYKOBUCLMOO30M, MMNodusapHbiM
HaHM3MoM, 6onesHblo [owe, 3noKavyecTBEHHbIMM HOBOOOpAa3oBaHUAMU NMMAOUOHON, KPOBETBOPHOM U POLCTBEHHbIX
UM TKaHew, pacCesiHHbIM CKIIepO30M, a Takke Mocne TpaHCnnaHTauum OpraHoB U (Mnum) TkaHen" (3aperMctpupoBaH
MwuHncTepcTBoMm tocTuumnm Poccuiickon ®epepauun 28 anpens 2008 r., pernctpauunoHHbii N 11599);

npuka3 MuHncTepcTBa 34paBooXpaHeHns 1 coumnansHoro passutusa Poccuinckon ®epepaumm ot 3 noHa 2008 r. N
255H "O BHECEHUU U3MEHEHW B npuka3d MuHUCTEpCTBa 34paBOOXpPaHEHUS M couManbHOro paseBuTus Poccuiickomn
depepaumm ot 4 anpensa 2008 r. N 162H "O nopsgke BeaeHuss PepnepanbHoro pernctpa 60nbHbIX remounmnen,
MYKOBMCLIMOO30M, rMnoun3apHbIM HaHM3mMoM, 6onesHbto [owe, MUenonenko3oM, paccesHHbIM CKINepo3oM, a Takke
nocrie TpaHCMnaHTauuu opraHoB W (unu) TkaHen" (3apeructpupoBaH MuHucTepcTtBOM tocTuumm  Poccuiickon
depepaumm 24 noHa 2008 r., pernctpaumoHHbiin N 11868);

npukas MuHucTepcTBa 34paBoOXpaHeHNs U couunanbHoro passutus Poccuinckon ®egepaumm ot 20 mas 2009 r. N
255H "O BHeceHMM n3MeHeHun B npukas Munsgpascoupassutusa Poccum oT 4 anpens 2008 r. N 162H "O nopsigke
BeadeHus ®degepanbHoro permctpa 6onbHbIX remodunuen, MykoBUCUMOO30M, rMnodu3apHbIM HaHM3MOM, GonesHbIo
lowe, MWenonemko3oMm, pacCesiHHbIM CKNepo3oM, a Takke nocne TpaHcnnaHtauum opraHoB W (unn) TrkaHen"
(3apeructpupoBaH MuHuctepctaom octuummn Poccuiickon ®epepaumm 19 noHa 2009 r., peructpaumoHHsin N 14113);

npukas MyHMCTEpPCTBa 34paBOOXPaHEHNS U coumnanbHoro passutusa Poccuickon ®Pepgepaumm ot 1 gekabpst 2010
r. N 10614 "O BHeceHunm wnsmeHeHun B [lopsgok BegeHus degepanbHoro pernctpa OonbHbIX remodunuen,
MYKOBMUCLMAO30M, rMnNocmsapHbiM  HaHM3MOM, GonesHbto [owe, 3nOKa4yeCTBEHHbIMWM  HOBOOOpPa30BaHMSAMM
NMMAONJHON, KPOBETBOPHOMW U POACTBEHHBLIX UM TKaHEN, paccesiHHbIM CKIEepPo30M, a Takke Mocne TpaHcnnaHTauum
opraHoB M (Mnu) TKaHeW, YTBEPXKAEHHbIN npukazoM MuHMCTEpCTBa 34paBOOXPaHEHUS U COUManbHOro pasBUTUS
Poccuinckon ®epepaumm oT 4 anpensa 2008 r. N 162H" (3apervctpupoBaH MwuHucTepcTBOM HOCTULMM Poccuinckon
depepaumm 3 mapta 2011 r., peructpauymnoHHbsii N 19990).

MuHucTp
B.N.CKBOPLIOBA
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Mpunoxexne N 1

K npukady MuHucTepcTBa 3apaBoOXpaHeHus
Poccuiickon ®epepatmm

ot 15 dheBpana 2013 r. N 69H

NnoPAQOK
NPEACTABNEHUSA CBEOEHWUA, COOEPXALLMXCS B HAMPABNEHUU
HA BKNIOYEHWE CBEAEHWUA (BHECEHUE USMEHEHUA B CBELEHUS)

O BOJIbHOM B ®EEPAIbHbLIN PETUCTP NUL, BONbHbIX FEMO®UIUEN,
MyKoBMCUMOO30M, TrMnO®U3APHbIM HAHU3MOM, BOJIE3HbIO IMOLLE,
3NOKAYECTBEHHbLIMU HOBOOEPA30BAHUAMU NMUM®OUAHOW, KPOBETBOPHOM
M POOCTBEHHbIX UM TKAHEW, PACCESIHHbIM CKNEPO30M, NUL
MOCNE TPAHCMNAHTALIMM OPIAHOB U (UNWN) TKAHEW, U U3BELLIEEHUN
OB UCKINIOYEHUN CBEQEHUA O 5ONbHOM U3 JAHHOIO ®EQEPANBHOIO
PEMNCTPA U OB OTNYLWEHHbIX NEKAPCTBEHHbIX NPEMAPATAX

Cn1coK N3MeHSLWNX JOKYMEHTOB
(B peq. MNpukasa MuHsgpasa Poccum ot 10.04.2015 N 181H)

1. Hactoawmii nopsagok perynupyeT BOMPOCbl NpeacTaBneHus cBedeHu O BonbHbIX, HeobXoaumbix Ans
dopmupoBaHms degepanbHOro peructpa nuu, 60nbHbIX reMmounnen, MykoBUCLUMAO30M, MNogr3apHbIM HaHM3MOM,
BonesHbio owe, 3nokavyecTBEHHbIMM HOBOOOpa3oBaHUAMU NMMAONZHON, KPOBETBOPHON M POACTBEHHbIX UM TKaHEWn,
paccesHHbIM CKIepo3oM, NUL, Nocrne TpaHcnnaHTauum opraHoB U (Unu) TkaHew (ganee - degepanbHbIn perncTp), a
Takke cBeAeHWA 06 OTNyLEeHHbIX reKapCTBEHHbIX MpenapaTtax, NpegyCMOTPEHHbIX [epeyHeM feKapCTBEHHbIX
npenapaTtoB, MpegHas3HayeHHbIX Ans obecneveHus nuu, 6onbHbIX remModunmen, MyKOBMCLMOO30M, rMNogu3apHbIM
HaHn3Mom, 6onesHblo owe, 3rMoka4YecTBEHHbIMM HOBOOOPA30BaHUAMMN NMMMAONOHON, KPOBETBOPHOW M POACTBEHHbLIX
UM TKaHeW, pacCesHHbIM CKINepo3oM, NuL Mocne TpaHChnnaHTauMum OpraHoB W (Mnu) TKaHeWn, YTBepKOEHHbIM
pacnopsikeHuem [Npasutensctea Poccuiickon ®egepaummn ot 30 gekabpsa 2014 r. N 2782-p <1> (manee - nepeyeHb
nekapCTBEHHbIX NpenapaTos).

(8 pea. MNpukasa MuHsapasa Poccun ot 10.04.2015 N 181H)

<1> CobpaHue 3akoHogaTtenbcTBa Poccuiickon ®eapepaunn, 2015, N 3, cT. 597.
(cHocka B peg. [Npukasa MuHsgpasa Poccun ot 10.04.2015 N 181H)

2. lpn ycTaHOBRNEeHMM BMepBble AuarHosa, ykasaHHOro B MNyHKTe 1 HacTodwero nopsaka, MeauuMHCKue
opraHmsaumm cybbektoB Poccuiickon ®depepauun, MEOUUMHCKME  OpraHu3auum  MyHULMNANbHOW  CUCTEMBbI
34paBOOXpPaHEHNs B Cnyyae nepegayvm um B YCTAHOBMEHHOM MOPsiAKE MOMIHOMOYMIM OpraHoB roCy4apCTBEHHOM BNacTu
cybvektoB Poccuiickon ®enepauum B cdepe OxpaHbl 300pOBbsi, B KOTOPbIX OOMbHbIE HAXOAATCS HA MeOWLMHCKOM
obCcnyXMBaHMM, W MeOMUMHCKME OpraHusauuun, Haxogswmecss B BegeHun PepepanbHoW crykObl MCMONMHEHMWS
HakaszaHusa (PCUH Poccun), npeactaBnsioT He nosgHee nATM pabounx AHEM C gaTbl YCTAHOBIEHWS AMarHosa Ha
OymaxxHoM HocuTene u (MnNu) B 3NEKTPOHHOM BUAE B YMOSIHOMOYEHHbIV OpraH MCMOMHWUTENbHOM Bnactn cybbekTa
Poccuiickon depepauum HanpasrieHME Ha BKIIOYEHME CBeAeHUN (BHECEHME M3MEHEHUN B CBeAeHWUs) O OONbHOM
(nanee - HanpasneHue) B ®egepanbHbii pernctp nuu, 60nbHbIX reModunuen, MykoBUCLMOO030M, rMnodunsapHbiM
HaHM3MOM, 6onesHblo [owe, 3nokavyecTBEHHbIMM HOBOOOpa3oBaHUAMU NMMAONOHON, KPOBETBOPHOM U POLCTBEHHbIX
UM TKaHeW, pacCesiHHbIM CKMepo30M, NUL, NOCre TpaHCnnaHTauum opraHoB W (unu) TkaHen, no ¢opme N 01-OP
cornacHo npunoxenuo N 2.

MeguuunHckne opraHusauum, Haxogdwmecs B BedeHun degepanbHOro Menuko-OMONorMyeckoro areHTcTea
(nanee - ®MBA Poccuu), npeacrtasnsaioT cBegeHUs B COOTBETCTBUM € ab3aueM nepBbiM NyHKTa 2 HacTosLero Nopsaaka
B ®MBA Poccuu.

3. WN3BeweHna o6 wucknioveHnn ceBegeHun o 6onbHbiXx M3 PedepanbHOro peructpa (ganee - m3BeLleHue)
nNpeacTaBnNAlTCa MeOULMHCKUMK opraHusaumsamm cybbektoB Poccunckon depepaumn, MeAULMHCKMMN OpraHM3aLmsamMm
MYHMLIMNANbHOW CUCTEMbI 30paBOOXpaHEHUs B Cnyyae nepegayv UM B yCTaHOBMEHHOM MOpsiAke MOMTHOMOYUA OpraHoB
rocygapcTBeHHon Briactu cybbektoB Poccunckon ®epepaumm B cdepe OxpaHbl 340p0OBbS WM MEeAULMHCKUMU
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MNpuka3 MuH3apasa Poccun ot 15.02.2013 N 69H
(pea. ot 10.04.2015) [okyMeHT npegocTaBneH KoHcynbTaHTIAOC

"O mMepax Mo peanusaumu NocTaHoBeHNUs MpaBuTenscTBa Pocc... Hata coxpanenns: 02.04.2018

opraHusaumsimm, Haxogsawmmmucs B BegeHun OGCUH Poccun, B yNONMHOMOYEHHbBIV OpraH WCMOSTHUTENBHOW BRacTh
cybbekta Poccuiickon depepaumm Ha GyMakHOM HOcuTene n (Mnu) B 3MNEKTPOHHOM BuAe B TedeHue NATM paboumx
OHewn ¢ gaTbl NOCTynneHus Taknx ceegeHnii no chopme N 02-OP cornacHo npunoxeHuto N 3.

MegunumnHckmne opraHmsaumm, Haxogsauwmecs B BegeHun PMBA Poccuu, npeacrtaBnsaioT CBeAEHUS B COOTBETCTBUM
¢ ab3auem nepsbIM NyHKTa 3 HacTodAwero Mopsigka B PMBA Poccuu.

4. HanpaBneHus u usBeLleHns perncTpupyroTcs MegULUHCKUMU opraHu3auuamm B xypHane no gopme N 03-OP
cornacHo npunoxexuo N 4.

5. YNonHOMOYEHHbIN OopraH UCnonHUTENbHOM BnacTn cybbvekta Poccuiickon ®enepaumm n ®MBA Poccuun ans
dopmupoBaHma PepepanbHOro peructpa B TeveHue natv paboumx gHen ¢ Aatbl NONyYeHusa HanpasneHus u (unu)
n3BeLLeHns OT MeQULMHCKUX opraHu3aumin npeactasnsaoT B MMHUCTepcTBo 34paBooxpaHeHus Poccuiickon ®eaepaunm
Ha OymaxHOM HocuTene u (Mnu) B 3NEKTPOHHOM Buae cBefeHuss 0 GonbHOM no dopme N 04-®P cornacHo
npunoxexHuo N 5.

CeegeHns 0 OGONbHOM (HampaBneHus, W3BELLEeHUd), NpeacTaBnsieMble B ONEKTPOHHOM BuAe, noanexat
3aBEPEHNIO AMEKTPOHHOM NOANMNCHI0 AOIMKHOCTHOIO NyLa YyNorTHOMOYEHHOrO OpraHa UCMONMHUTENbHOM BNacTu cybbekTa
Poccuiickon ®epepaunn nnu PMBA Poccun.

6. AnTeyHble opraHu3auun, nepevyeHb KOTOPbIX YTBEPXKAAETCS YMNOSIHOMOYEHHbIM OPraHoM WCMOMHUTENBbHOWN
Bnactu cybbekrta Poccuiickon depepaummn, n MeguumnHcKne opraHmsaumu, Haxogsawmecsa B segeHun ®MBA Poccuu,
exemecsayHo He nosgHee 10 ymicna mecsua, cnegylolwero 3a OTYETHbIM, NPEACTaBAST B YNONHOMOYEHHbIE OpraHbl
ncnonHuMTensHoW Bnactu cybobekToB Poccuiickon ®Pepepaumm nnu ®MBA Poccun cooTBETCTBEHHO cBefeHust o6
OTMYLLEHHbIX NEeKapCTBEHHbIX NMpenapartax, NPeAyCMOTPEHHbIX IEPEYHEM JIEKapCTBEHHbIX MpenapaToB, Ha OyMaKHOM
HocuTene u B anekTpoHHom Buge no gopme N 05-OP cornacHo npunoxeHuto N 7.

Mpunoxexne N 2

K npukasy MuHucTepcTBa 30paBoOXpaHeHus
Poccuickon ®egepauum

ot 15 cheBpana 2013 r. N 69H

Cnu1cok N3MEHSIIOLLINX JOKYMEHTOB
(B peq. Mpukasa MuHsgpasa Poccum ot 10.04.2015 N 181H)

®dopma N 01-0P

MI/IHI/[CTepCTBO 30PaBOOXPAaHEHNUA
Poccumckon denmepaumn

(HaMMeHOBaHME MEeNOUMLMHCKOM OpITaHM3alun)

(ampec)

KOI MeIMLMHCKOM
opraHm3aumum
o OKIIO, nmo OI'PH

HanpasiseHue N

Ha BKJIOUEHME CBeIeHUM (BHEeCeHMEe M3MEeHEeHUM B CBeIeHMd)
o BospHOM B demepalibHBII PETUCTP JMl, OOJIBHEIX TeMOoduimen,
MyKOBUCLMIOO30M, I'MIOPM3apHEIM HaHMU3MOM, OoJje3HbHD I'ole,

KoHcynbTanTlNKoC
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MNpuka3 MuH3apasa Poccun ot 15.02.2013 N 69H

(pea. ot 10.04.2015) [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC

"O Mepax no peanusaumu nocraHosneHus MpaButenscTea Pocc...

[ata coxpaHeHus: 02.04.2018

3JI0KAUEeCTBEHHEIMM HOBOOOpPa30BaHMAMM JIMMOOMUIHOM,
KPOBETBOPHOM M POINCTBEHHHX UM TKaHEN,
PAaCCEeSHHEM CKJIEPO30M, JIMI I10CJIe
TPaHCIJIaHTalUuM OPTaHOB
u (MaIM) TKaHENn

1. Cepusa m HoMep nojymca OMC

2. damMmiig, mMsS, OTUECTBO, a TakKxe @aMMﬂMH, IDaHHaAd IIPM POXIOESHUM:

(3anojiHgAeTCs MNedaTHBEMU OYKBaMM)

2.0. HamMmeHoBaHUMe CTPaxoBOM MeIOMLVHCKOM opraHmsauun, BBIIABLIE
nosiuc OMC:

3. IaTa poxIeHMus: Yucio MecAL], ron 4. IHon M [:] X [:
5. Agmpec MecTa XMUTeJlbCcTBa (C yKa3aHMEM Koza o OBimepoccumickoMy
KJIaccudpmraTopy TepPPUTOPUN MYHULUIAJIb HEIX oBpasoBaHMIL)

6. MecTo paboTH, OOJIXKHOCTL (mpodbeccus) :

8. IloKyMeHT,

7. Kom sabosieBaHmsa rno MKBE-10 YIOOCTOBEP AU
JIMUHOCTD :
cepusa N
KeMm BBIDAH: IaTa BBIOAUM:
YMCIIO MeCcHL] Ton
8.1. CBeneHusa [e]e} VHBAJIMOHOCTHU (B crnydae YCTaHOBJIEHUSA TPYIIIIE

VHBaJIMOHOCTHU MM kaTeropmm "pebeHOok-mHBauun'") :

9. TI'paxmaHMH yduTeH B OdelepajlbHOM PpeTuCTpe JmlL, VIMemMX npaBo Ha
TOCYHapCTBEHHYD COLMAaJIbHY IIOMOIbL B COOTBETCTBMM C JdemepasibHEM 3aKOHOM
or 17 moonma 1999 r. N 178-03 "O rocymapCTBEHHOM couLmMasibHOM mnomoumm" <1>:

na, HeT (ykaszaThb) [} Ecam "pa": KOO KaTeropum B COOTBETCTBUU
c denmepalsyibHEIM 3aKOHOM

10. CHMIIC (ecymu "ma"

B 1. 9)

11. TI'paxmaHMH BKJIOYWEH B UYMCJIO JIML, MMEoNUX npaBo Ha JBTOTHOE U
BecnmaTHOE obecrneueHme JIeKapCTBEHHEMN npernapaTamMmmM B COOTBETCTBUM C
nocTaHoBJeHMeM IlIlpaBuTenbcTBa Poccuiickoit demepaumy oT 30 wmoosma 1994 ©. N
890 "O TrocymapCTBEHHOM IIONIEPXKE pPa3BUTMSA MEIMUMHCKOM IPOMEIIIEHHOCTM U

YIIydle Hum obecrnieueHus HacCeJIeHUS U YQPGXHGHMﬁ 3IOPaBOOXPaHEHNMA JIEKAPCTBEHHBEIMN
cperncrBaMyM M MI3OEJNIMAMM MeOUIMVHCKOI'O HaszHaueHua" <2>:

na, HeT (ykaszsaThb) [:

KoHcynbTaHTINOC
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MNpuka3 MuH3apasa Poccun ot 15.02.2013 N 69H
(pea. ot 10.04.2015) [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC

"O mMepax Mo peanusaumu NocTaHoBeHNUs MpaBuTenscTBa Pocc... Aata coxparennsa: 02.04.2018

12. ODoOCHOBaHME HalpaBJIEHMA:

Bpau, BBEIIABIMY HalpaBJIEHUE :

(baMmymsa, wmMs, OTUECTBO) (momnmce)
Kon Bpaua: TejedoH:
BaBenyounil OTIeJIEHUEM :
(bammnusa, uMs, OTUECTRBO) (mommnmceo)

IpencenaTesyib BpadueOHOM KOMUCCUN
MEIULVHCKOM OpTaHM3aLUuM:

(bamMmunusa, wuMs, OTUYECTBO) (momommcek)

HaTa: dmcio MeCArL ron

<1> CobpaHue 3akoHoaaTenbcTBa Poccuiickon ®enepaumn, 1999, N 29, cT. 3699; 2004, N 35, cT. 3607; 2006, N
48, cT1. 4945; 2007, N 43, cT. 5084; 2008, N 9, cT1. 817, N 29, cT. 3410, N 52, c1. 6224; 2009, N 18, cT. 2152, N 30, cT.
3739, N 52, cT.6417; 2010, N 50, cT1. 6603; 2011, N 27, cT1. 3880; 2012, N 31, cT. 4322, N 53, cT1. 7583.

<2> CobpaHue 3akoHopaTensctea Poccuiickon ®egepauun, 1994, N 15, ct. 1791; 1995, N 29, cT. 2806; 1998, N
1, cT. 133, N 32, cT. 3917; 1999, N 15, cT. 1824; 2000, N 39, ct. 3880, 2002, N 7, cT. 699.

MpunoxexHne N 3

K npukady MyHucTepcTBa 34paBOOXpaHEHMS
Poccuiickon degepaumm

ot 15 dpeBpansa 2013 r. N 69H

CnncoK U3MEHSIOLLINX JOKYMEHTOB
(B pea. MNpukasa Munsgpasa Poccun ot 10.04.2015 N 181H)

®opma N 02-OP

MMHMCTEPCTBO 3IOPaBOOXPAHEHMS
Poccuiickoll delepalmun

(HaMMeHOBaHME MEeIOMLMHCKOM OpITaHMU3alun)

(ampec)

Konm MenmMumHCKOM
opTraHM3aLun
no OKIIO, no OI'PH

zBemeHue N

KoHcynbTaHTINOC
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MNpuka3 MuH3apasa Poccun ot 15.02.2013 N 69H
(pea. ot 10.04.2015)
"O mepax No peanusauny noctaHoBneHus MpasuTtenscTBa Pocc...

[JokymeHT npegoctasneH KoHcynbTaHTINOC

[ata coxpaHeHus: 02.04.2018

00 UCKJIOUEHUM CBeIOeHUMr o OoJIbHOM

n3 denepalibHOT'O perucTpa Jul, OOJIbHEIX IeMOoduiMen,
MYyKOBUCUVIO30M, IMIOOMBAPHEIM HaHM3MOM, OoJjie3Hb I'ome,

3JIOKAUECTBEHHEMY HOBOOOPAa30BaHUAMM JIMUMOOMUIHONM,

KPOBETBOPHOM M POINCTBEHHHX UM TKaHEN,
PAaCCEeSHHEM CKJIEPO30M, JIMI I10CJIe
TPaHCIJIaHTalUuM OPTaHOB
u (MaIM) TKaHENn

1. damMunma, muMmg, OTUeCTBO GOHBHOPO, a TaKXe @aMMHMﬂ, HDaHHaAa NPV POXIOEHWUN :

(3anoJyiHgeTCa INedYaTHBEIMM OyKBaMM)

2. JlaTa pOXOEeHWUA: UMCIIO Mecsl Tom
3. Agpec wMecTa KMUTEJILECTBA (c yKasaHueM KoIa 1o OBmepoCCUMCKOMY
KJlacCcudMKaTopy TEPPUTOPMNI MyHMUMIIAJIbLHBEX OOpPa30BaHMI) :
4. Kopm zabojyerpanHusa no MKE-10
5. JJOKYMEeHT, yIOOCTOBEPSUMM JIMUHOCTD :
cepuda N
Kem, kxorma BBIOAH:
6. OBocHOBaHME IJIS MCKJIOUEHUS :
Bpau, BHIaBUMI M3BEUEHMUE:
(baMmymsa, wmMs, OTUECTBO) (mommmce)

Kon Bpaua: TejyiedoH :
BaBenynoumMil OTIeJIEHUEM :

(bammnusa, uMs, OTUECTRBO) (mopmmnmceo)
IpencenaTesyib BpaduyeOHOM KOMUCCUN
MEIULVHCKOM OpTaHM3aLuM:

(bamMmunusa, wuMs, OTUECTBO) (momommce)

HaTa: YMCJIO MecCcAdLl ron
M.TI
Mpunoxexne N 4
K npuka3dy MnHucTepcTBa 30paBoOXpaHeHus
Poccuiickon depepanmm
ot 15 dpeBpansa 2013 r. N 69H
KOHCYH bTaHTINioC www.consultant.ru CtpaHuua 7 uns 24
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MNpuka3 MuH3apasa Poccun ot 15.02.2013 N 69H

(pea. ot 10.04.2015) [okyMeHT npegocTaBneH KoHcynbTaHTIAOC

"O Mepax no peanusaumu nocraHosneHus MpaButenscTea Pocc...

[ata coxpaHeHus: 02.04.2018

XYPHAN
yyeTa BblAa4yv HanpaBreHun
Ha BKNoYeHue cBeAeHU (BHeCeHNe U3MEeHEeHUn
B cBeAeHus) o 6onbHOM B PegepanbHOM perucTpe nuu,
60nbHbIX remodunuer, MyKoBMCLMA030M, runodunsapHbIM HAHU3IMOM,
6onesHblo Nowe, 3n10kaYecTBEHHbLIMU HOBOOGpPa3soBaHUAMU
numdonagHon, KPOBETBOPHOW U POACTBEHHbIX UM TKaHewn,
paccesiHHbIM CKIepo30M, Nu1L, Nocrie TpaHcnaHTaumm
OpraHoB U (MNK) TKaHeun, U BbiAa4un U3BeLEeHUn
06 nUCKNoYeHNN CBeAEHUA U3 AaHHOTO
®depepanbHOro perucrpa <*>

(HaMMeHOBaHVe MeULMHCKOM opraHu3aunm cyobekrta Poccuinckom
depepaummn, MeOULMHCKON OpraHmM3aL M MyHULMNAanbHOW CUCTEMbI
34paBoOXpaHeHNsi, MEANLIMHCKOW OpraHmn3aumu,
noasegomctTBeHHon PCUH Poccun
unu ®MBA Poccun)

dopma N 03-OP

KoHcynbTanTlNKoC
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Mpukas MuH3gpasa Poccun o1 15.02.2013 N 69H
(pea. ot 10.04.2015)

[okymeHT npepnoctasneH KoncynbTaHTtAOC
"O Mepax Mo peanu3aumu noctaHosneHus lMNpasutenscrea Pocc... [lata coxpaHerus: 02.04.2018

Nn/n | darta o.1N.0. BblgaHHbIN Homep Kop unv Homep ®.1N.0. Bpaua, o.1N.0. o.1N.0.
BonbHOro OOKYMEHT HanpasneHns MeOULMHCKON KapThbl BblgaBLlero cekpeTaps npeacepatens
(HanpaBneHue (n3BewweHns) | ambynaTopHoro 60rnLHOro HanpasneHue BpayebHon BpayebHon
UNn n3BeLLeHne) (nctopun pasBuTus (n3BewweHne) KoMucenu, KoMmucenm
pebeHka) ochopmumBLLETO | MEAMLMHCKOMN
3anucb opraHusaumm,
BblaBLUEero
HanpasneHne
(n3BeLweHne)
1
2
3
nT.A.

<*> XypHan npoLIHypoBbLIBaeTCHA, MPOHYMEPOBLIBAETCH, HA TUTYNMbLHOM NMCTe OTMeyaloTcs AaTbl Havana U OKOHYaHUs BedeHus >KypHana,
3aBepseTca NoanMCchbio PyKOBOAUTENS MeOULIMHCKON opraHnsauum.

Mpunoxexne N 5

K npukasy MunHucTepcTBa 34paBoOXpaHeHus
Poccuiickon ®epepaumu

ot 15 cdeBpana 2013 r. N 69H

CnMcok N3MeHSLWNX JOKYMEHTOB
(B pea. MNpukasa Munsgpasa Poccum ot 10.04.2015 N 181H)

®opma N 04-0P

CBEJEHVA
o OOJIBHOM, IpencTaBjigeMble B MUHMCTEPCTBO
KoHcynbTaHTINOC
www.consultant.ru
Hape)XHas npaBoBas noaaepXKa
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Mpukas MuH3gpasa Poccun o1 15.02.2013 N 69H
(pea. ot 10.04.2015)
"O mepax no peanusauum noctaHoBneHus Mpasutenbcrea Pocc...

[okymeHT npepnoctasneH KoncynbTaHTtAOC

[ata coxpaHeHusi: 02.04.2018

30paBooxpaHeHus Poccunckoy O®enepaumm nysg QopMmMpOBaHMS
n BeneHusa denepalIbHOT'O permcTpa Jmi, OOJIBHEIX I'eMOoQuiImen,

MYyKOBMCLMIO30M, I'MIOPMUI3APHEIM HaHM3MOM, OOJe3HbI I'ole,

3JI0KaYeCTBEHHBIMM HOBOOOpPAasOBaHMAMM JIMMOOMOHOM,
KPOBETBOPHOM M POICTBEHHHIX MM TKaHeM,
PAaCCEeSHHBIM CKJIEPO30M, JIML [IOCJe
TPAHCIJIAHTAUUM OPTAaHOB
u (Mam) TKaHen

YIOJIHOMOUEHHEM OpT'aH MCIIOJIHMTEJIBHOM BJIACTU CyOBekKTa
Poccurmickoit denmepaumy, OMBA Poccum

N n/n HanmeHoBaHue cBegeHumn

CopepxaHune
cBeaeHun

I nepCOHaJ'Ibele [aHHble 6onbHOro

1 Pamunus
2 Nms
3 OTt4ecTBO
3.1 damunus, gaHHasa Npu poXaeHUU
4 Mon

5 [aTa poxgeHus

6 Monnc OMC:

6.1 Cepusa nonmuca OMC

6.2 Homep nonmca OMC

6.3 HasBaHue cTpaxoBon MeanLMHCKOW opraHn3aumu, BelaasLwen nonuc OMC

7 Kopg TeppuTopumn agpeca BonbHOro no O6wepoccumnckomy
agMUHUCTPaTUBHO-TEPPUTOPUanbHbIX 0bpaszoBaHun

KnaccudmkaTopy

KoHcynbTaHTINOC

HafeXXHaa npaBoBas noaaepXXkKa
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Mpukas MuH3gpasa Poccun o1 15.02.2013 N 69H
(pea. ot 10.04.2015)
"O mepax no peanusauum noctaHoBneHus Mpasutenbcrea Pocc...

[okymeHT npepnoctasneH KoncynbTaHTtAOC
[ata coxpaHeHusi: 02.04.2018

8 Afgpec mecTta Xutenbcraa
9 [OKyMeHT, yaoCcTOBepPSIOWNIA JIMYHOCTb
10 Cepus oOKyMeHTa, yOOCTOBEPSHOLLErO NIMYHOCTb
11 Homep pgokymeHTa, yaoCTOBEpPSHOLLErO NMMYHOCTb
12 KeM BblgaH OOKYMEHT, yOOCTOBEPSIOLNA JINYHOCTb
13 Korga BblgaH AOKYMEHT, yAOCTOBEPSIOLLNA NMNYHOCTb
14 CTpaxoBo HOMep uvHAMBUAYaNnbHOrO nuueBoro cuyeta [leHcuoHHoro doHaga Poccuiickon
depepaymm
15 YHVKanbHbI HOMEP PErMCTPOBOK 3anucu
Il CsepfeHus o 3aboneBaHumn
16 Kop 3abonesaHus
17 Kog meauumHCKOM opraHvsauumun, HanpasmBLUEN cBedeHust 0 60NbHOM ANsi BKMOYEHUSA (BHECEHMS
nsmeHeHu) B PegepansHeinn pernctp (no OKIMO, no OIMPH)
17.1 HavmeHOBaHMe MeOWUMHCKOW OpraHvM3auuu, HanpaBuBLUEN CBeAeHMst O OONMbHOM AN BKIHOYEHMS
(BHECEHUSA N3MeHeHWIN) B PeaepanbHbli pernctp
18 [arta BKIoveHUss cBeeHUIn (BHECEHUS N3MEHEHMI cBeaeHUs) 0 6onbHOM B Pernctp
19 [aTa nseelieHns 0 He06Xo4MMOCTU UCKIIOYEHUSA CBeAeHUI 0 6onbHOM 13 dedepanbHOro perncrpa
20 Kon meguuuHCKOW opraHvM3auuun, HanpaBuBLLEN M3BeLLleHMe 00 UCKMIoYEeHUN cBedeHUNn 0 BONbHOM
n3 depepaneHoro permctpa (no OKIO, no OIrPH)
20.1 HavmeHOBaHWe MeAMUMHCKOM OpraHusauum, HanpaBuBLLEN M3BELLEHME OO0 WCKIIOYEHUM CBEAGHUA O
oonbHOM K3 PegepanbHOro permcrpa
21 CeBegeHnst 0 ToM, 4to OonbHOM yuyTeH B ®dedepanbHOM perucTpe nud, UMEeLMX npaBo Ha
nonyyeHne rocyaapCTBEHHON CoLmManbHOM NMOMOLLM B COOTBETCTBUM CO cTatben 6.1 PepepanbHoro
3akoHa oT 17 utonsa 1999 r. N 178-93 "O rocygapCTBEHHON coumnanbHOM NOMOLLM" 3a cYET CPeacTB
KoHcynbTaHTINOC
www.consultant.ru
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Mpukas MuH3gpasa Poccun o1 15.02.2013 N 69H
(pea. ot 10.04.2015)
"O mepax no peanusauum noctaHoBneHus Mpasutenbcrea Pocc...

[okymeHT npepnoctasneH KoncynbTaHTtAOC
[ata coxpaHeHusi: 02.04.2018

denepansHoro 6oaxeTa (ko4 kaTeropum rpaxkaaH, ykasaHHbln B ®eaepansHOM 3aKoHe)

22 CeegeHnss o ToM, 4TOo OOMBHOM WUMEET npaBo Ha nNbrotHoe W OecnnatHoe obecneveHne
neKkapcTBeHHbIMU CpeacTBaMu B COOTBETCTBMM C NoctaHoBneHwem [lpaBuTtenbctBa Poccuinckon
depepaumm ot 30 mona 1994 r. N 890 "O rocyaapCTBEHHON MOAAEPXKKE Pa3BUTUA MEOULMHCKOMN
NPOMBILLIIEHHOCTU UM ynydlweHun obecneyeHns HaceneHus W yypexaeHun 3OopaBoOoXpaHeHus
nekapcTBeHHbIMM MpenapataMmm n usgenusamu MeauLMHCKOro HasHayeHus" 3a CcYeT CpeacTs
6ropxketa cybbekta Poccuinckon ®egepaumm

221 CeegeHnss 06 umHBanmgHocT (B criyyae YCTaHOBMEHWS TPynnbl MHBaNWMOHOCTM UMW KaTeropuu
"pebeHok-nHBanma")

22.2 MHpopmMaunsa o pe3ancTteHTHOCTU K MPOBOANMON Tepanum

23 WHcopMauma o BKNHOYEHUMM CBedeHun O BGOnbHOM B NPUHATYIO 3asBKY cybbekta Poccuiickon
depnepalmm AnNs 3aKynkv NekapcTBEHHbIX NpenapaTos

24 YHVKanbHbI HOMEP PErMCTPOBOM 3anucu

25 Kop onepauun

KoHcynbTaHTINOC
www.consultant.ru
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MNpuka3 MuH3apasa Poccun ot 15.02.2013 N 69H

(pea. ot 10.04.2015) [okyMeHT npegocTaBneH KoHcynbTaHTIAOC
"O Mepax Mo peanusauum noctaHoBneHus MpaBuTenbcTBa Pocc... fata coxpaHerus: 02.04.2018
PykoBomouTesb
(mongmnmce) (®.1.0.)
Iata " " 20 1.

MpunoxeHune N 6

K npukasy MuHucTepcTBa 30paBooxXpaHeHus
Poccuiickon denepaunn

ot 15 cepana 2013 r. N 69H

WHCTPYKUMA

no 3AMNONHEHUIO ®OPMbI N 04-®P "CBEAEHUA O BOJIbHOM,
NPEACTABNSEMbIE B MUHUCTEPCTBO 30PABOOXPAHEHUSA POCCUNCKOWN
®EAEPALIUX ONA ®OPMUPOBAHUA U BELEHUA ®EOEPANIbHOIO PETUCTPA

nv, BONbHbLIX TEMO®UINUENA, MYKOBMCLIMOO30M, FTMMNO®U3APHBIM
HAHU3MOM, BONE3HbIO MOLWE, 3JIOKAYECTBEHHbIMXA HOBOOBPA30OBAHUAMU
NMMe®ONaHOW, KFOBETBOPHOW Y POOCTBEHHbLIX UM TKAHEH,
PACCEAHHbIM CKITEPO30M, UL NOCJIE TPAHCMTIAHTALIUA
OPFAHOB U (UMW) TKAHEN"

Cnncok 3MEHSIOLLINX [IOKYMEHTOB
(B pen. MNpukasa MuHsgpasa Poccun ot 10.04.2015 N 181H)

1. ®opma N 04-OP "CeepeHuss 0 6GonbHOM, npeacTaBnsiemble B MUWHUCTEPCTBO 34paBOOXPaHEHMS
Poccuiickon ®egepaumm anst popmmpoBaHust n BegeHus degepanbHOro perncrpa nuu, 60mbHbIX remounmnen,
MYKOBMCLMOO30M, TMNOU3apHbIM HaHM3MOM, Oone3Hbto [owe, 3nokavyecTBEHHbIMM HOBOOOpPAa30BaHUSIMM
NMMEOMAHON, KPOBETBOPHOM U POACTBEHHbBIX UM TKaHEW, pacCcesiHHbIM CKNepo30oM, Nuu, nocne TpaHcnnaHTaumm
opraHoB u (1nu) TkaHen" (ganee - popma N 04-OP) 3anonHseTcst yNosIHOMOYEHHLIM OpPraHOM UCMOSHUTENBHOWN
Bnactu cybbvekta Poccurickon ®egepaumm n1 ®MBA Poccuun no Kaxxgomy crydvaro nepBuMYHOro obpalleHus nuu,
BGonbHbIX remounmen, MyKOBUCLMAO30M, MMNOU3apHbIM HaHM3MOM, GonesHbto [olle, 3nokavyecTBEHHbIMU
HOBOOOpPa3oBaHUSIMU NTMMAOVAHON, KPOBETBOPHOW M POACTBEHHBLIX UM TKaHEW, paccesiHHbIM CKINepo30M, a Takke
nocrne TpaHcNnaHTauum opraHoB M (UNu) TKaHen (aanee - GonbHbIE), B MEAULMHCKME OpraHn3auun cyObekToB
Poccuiickon ®Pepepauun, MEOULUHCKME OpraHnsaumm MyHULMNANbHOW CUCTEMbI 34pPaBOOXPaAHEHUs] B Clydae
nepegayn MM B YCTAHOBMIEHHOM MOPsiAKE MOMHOMOYMI OpPraHoB rocyAapCTBEHHOM BractM CcybbekToB
Poccuiickon ®depepauun B cepe oxpaHbl 300pPOBbS, MEAULMHCKME OpraHvM3aluu, Haxoddwmecss B BedeHun
®CUVH Poccum n ®MBA Poccuu (panee - MeOuUUHCKME oOpraHu3alumu), 3a BbIMUCKOW NeKapCTBEHHbIX
npenapaTtoB MO 3aKMOYUTENBHOMY AMarHo3y, a Takke Npu BHECEHUN M3MEHEHUN B CBeAEHUS O GONbHOM mnn o6
WCKIMIOYEHMN cBeAeHU o bonbHOM u3 defgepansHoro perucrpa.

®dopma N 04-OP nognexut npeacrasneHunto B MMHncTepcTso 3gpasooxpaHeHns Poccuiickon ®eaepaunm
Ha OyMakHbIX HOCUTENSX U (UNKN) B SNIEKTPOHHOM BUAE C NPELCTaABIEHMEM Ha SNEKTPOHHbIX HOCUMTENSIX WK
nytem nepegadv no TeNEeKOMMYHMKALUMOHHBIM KaHanam cBA3n ¢ obsA3aTenbHbIM obecneyeHvemM 3awuThbl
MHdOpMaLMK B COOTBETCTBMM C 3akoHoA4aTenbCcTBOM Poccuickon degepaumm.

2. Mpwn 3anonHeHun popmbl N 04-OP:

B cTpokax: 1 "®amunug", 2 "Mmsa", 3 "OTyecTBO" ykasbiBalOTCA MOSIHOCTBIO aMUNULA, UMS, OTYECTBO
BGONBHOIO B COOTBETCTBUM C OOKYMEHTOM, yOOCTOBEPSIIOWMM NIMYHOCTb, B cTpoke 3.1 "®amwunus, gaHHaa npwu
poxaeHun" ykasbiBaeTcsl paMmunmsi B COOTBETCTBUM CO CBUAETENBCTBOM O POXAEHMU. 3anucb "HEN3BECTHO" He
nponsBoauTCs;

(8 pea. Mpukasa MuHsgpasa Poccun ot 10.04.2015 N 181H)

B cTpoke 4 "lMon" otmevaetca non ("M" nnm "XK");
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MNpuka3 MuH3apasa Poccun ot 15.02.2013 N 69H
(pea. ot 10.04.2015) [okyMeHT npegocTaBneH KoHcynbTaHTIAOC
"O Mepax Mo peanusauum noctaHoBneHus MpaBuTenbcTBa Pocc... fata coxpaHerus: 02.04.2018

B cTpoke 5 "[ata poxpeHns" ykasblBalOTCA O€Hb, MECAL U rof poXOeHus B COOTBETCTBMM C AaHHbIMU
OOKyMeHTa, ygoctoBepsitowero nuyHocTts (OAO/MM/TTTT);

B cTpoke 6 "TMonnc OMC" yka3biBaloTCsi AaHHbIE, COAepXKaLLMecs B nonuce obs3aTensHOro MeanumMHCKoro
CTpaxoBaHus;

B cTtpoke 7 "Kog Tepputopum apgpeca 6GonbHoro no OOuwepoccuiickoMy — knaccudukaTopy
agMUHUCTPaTUBHO-TEPPUTOPUArnbHLIX 0Opa3oBaHWMiA" ykasbiBaeTCs KOO TEPPUTOPUN, COOTBETCTBYHOLLEN adpecy
6ornbHoro;

B cTpoke 8 "Apec MecTa XuUTenbCcTBa" ykasblBaeTCA NOMHbIN NOYTOBLIN afpec;
(8 pea. MNpukasza MuHsgpasa Poccum ot 10.04.2015 N 181H)

B cTpoke 9 "[JOKyMeHT, yAOCTOBEPSIOLUNIA NIMYHOCTL" YKa3blBaeTCH AOKYMEHT, YAOCTOBEPSAOLWMIA NINYHOCTD,
MONHOCTBIO Ha PYCCKOM SI3bIKE;

B ctpoke 10 "Cepuss [oOKyMeHTa, YAOCTOBEPSIOLWLErOo MNWYHOCTL" yKasblBaeTCd cepus [OKyMeHTa,
YAOCTOBEPSAIOLLENO NINYHOCTb;

B cTpoke 11 "Homep Q[OOKyMeHTa, YOOCTOBEPAILWEro JIMYHOCTL" YKa3blBaeTCs HOMepP [OOKYMEHTa,
YOOCTOBEPSAIOLLENO NIUYHOCTD;

B cTpoke 12 "Kem BbldaH [OKYMeHT" ykasblBaeTCA HasBaHWe opraHusauun, BbiaBlUen [OKYMEHT,
YOOCTOBEPSIOLNA JINYHOCTb;

B cTpoke 13 "Korga BblaaH AOKYMEHT, yAOCTOBEPSIOLLMI NIMYHOCTL" YKa3biBaeTCca AaTa BblAayun JOKYMEHTa,
YOOCTOBEPSIOLLIETO NIMYHOCTb;

B cTpoke 14 "CTpaxoBow HOMEp WMHAMBMAYANbHOro nuueBoro cyeta [lleHcMoHHOro goHaa Poccunckon
depepaummn” ykasoisaetca CHWUJIC, ecnn ykasaHo "ga" B ctpoke 21;

B CTpoke 15 "YHuKarnbHbIA HOMEP PerucTpoBOW 3anucu" ykasblBaeTCs YHUKarnbHbIA HOMEpP perucTpoBOW
3anucu, NpuceoeHHbIN MnHsgpasom Poccun (13 undop) (ykasbiBaeTcs Npy BHECEHUN U3MEHEHUN);

B cTpoke 16 "Kop 3aboneBaHua" ykasbiBaeTcs kop 3aboneBaHus B cooTBeTCTBMM ¢ MexagyHapoaHoMm
cTaTucTnyeckon knaccudmkaumern bonesHen u npobnem, CBsI3aHHLIX CO 340pPOBbEM (O4ECATbI NepecmoTp)
(nanee - MKB-10);

B cTpoke 17 "Koa meauMuMHCKOW opraHusauun, HanpasuBller cBefeHWss O 6OnbHOM AN BKNIOYEHUS
(BHECEHUA M3MEHeHUIM) B DefepanbHbIn perncTp” ykasbiBaeTcs Kog MeAULMHCKOW OpraHusaumm, HanpasuBLUEen
cBefieHMs o DONbHOM AN BKIOYEHUsT (BHECEHUS] n3aMeHeHuin) B ®PepepanbHbii pernctp (no OKIMO, no OIPH), B
cTtpoke 17.1 "HammeHoBaHMe MeAULMHCKOW OpraHusauunm, HanpaBuBLUEN CBeAEHUS] O OONMbHOM ANsl BKIIOYEHUS
(BHECEHUA N3MeHeHWIM) B eaepanbHbiin perncTp” ykasbiBaeTcsi MOSTHOE HAMMEHOBaHWE YKa3aHHOW MeONLNMHCKOM
opraHunsaumm B COOTBETCTBMM C €€ yYpeauTenbHbIMU OKYMEHTaMMU;

(8 pea. MNpukasza MuHsgpasa Poccum ot 10.04.2015 N 181H)

B cTpoke 18 "[aTa BKIOYEHUSA CBEAEHUN (BHECEHMSA M3MEHEHUI B cBeAeHMs) 0 GonbHOM B DefepanbHbii
perncTp” ykasbiBaeTcs gaTa, korga MuHsgpaBom Poccun NpUHATO pelleHne O BKITKOYEHUM CBeOeHU (BHECEHUN
n3MeHeHu B ceefeHunst) o bonbHoM B PeaepanbHblv peructp (AO/MM/TTTT);

B cTpoke 19 "[arta u3BelleHUss 0 HEOOXOAMMOCTU WUCKIOYEHMS U3 pernctpa” ykasbiBaeTcs gaTta, Koraa
MwuH3gpaBoM Poccun npuHATO pelleHne o6 UCKNoYeHUMn cBedeHuin o 6onbHoM mn3 PepepanbHOro perncrpa
(4O/MM/TTTT);

B cTpoke 20 "Kog mMeauuUMHCKOW opraHv3auumu, HanpaBuBLLENW M3BelleHne 06 UCKIYEeHUUM CBEAEHUI O
6onbHOM 13 degepanbHOro perncTpa” ykasblBaeTcs Ko4 MEOULUHCKON OpraHvM3auny, HanpaBuBLLEN U3BELLIEHUE
006 ucCKkmoYeHUn cBegeHun o OGonbHOM M3 PepepanbHoro pernctpa no OKMO, OMPH, B ctpoke 20.1
"HanmeHoBaHMe MeAMUMHCKOW OpraHu3auun, HanpaBuBLLEN M3BELLEHME 00 UCKIIOYEHUM CBEAEHUIA O BONbHOM
n3 degepanbHOro perncrpa” ykasblBaeTCs MOMMHOE HauMMEHOBaHWE YKa3aHHOW MEOULUHCKOW opraHusauum B
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MNpuka3 MuH3apasa Poccun ot 15.02.2013 N 69H
(pea. ot 10.04.2015) [okyMeHT npegocTaBneH KoHcynbTaHTIAOC
"O Mepax Mo peanusauum noctaHoBneHus MpaBuTenbcTBa Pocc... fata coxpaHerus: 02.04.2018

COOTBETCTBUN C €€ yYpeanTerbHbIMU JOKYMEHTaMW;
(8 pea. MNpukasza MuHsgpasa Poccum ot 10.04.2015 N 181H)

B cTpoke 21 "CBefeHust 0 ToM, 4TO OomnbHOM y4TeH B PenepanbHOM pernctpe nvud, MMeKLLNX nNpaBo Ha
nonyyeHve rocygapcTBeHHOM coumanbHOM NOMOLLY B COOTBETCTBUM CO cTaTtben 6.1 PenepansHoro 3akoHa ot 17
mionsa 1999 r. N 178-93 "O rocygapCcTBEHHON couunanbHOM nomMowm” 3a cyeT cpeacts deaepanbHoro Gogxeta
(ko kaTeropuu rpaxgaH, ykasaHHbli B PegepanbHOM 3akoHe)" ykasbiBaeTcs "aa" unum "HeT" B COOTBETCTBMM CO
cBefeHuaMM 3a Tekywun rog. MNpu oTtkase 6onbHOro ot Habopa coumanbHbix ycnyr B ®enepanbHblil perncTp
BHOCHATCH U3MEHEHUS C COOTBETCTBYIOLLEN 3aNNCbI0 O BHECEHHbBIX U3MEHEHUSX;

B cTpoke 22 "CBedeHust 0 TOM, 4TO OOfbHOM MMeeT MpaBO Ha NbroTHoe u GecnnatHoe obecneveHue
nekapcTBEHHbIMM NpenapaTtamMmn B COOTBETCTBUM C NocTaHoBneHnnem lMNpaesuTtensctea Poccuickon epepaumm ot
30 wiong 1994 r. N 890 "O rocygapCTBeHHOW nogdepxke pasBUTUS MEOUUUHCKON MNPOMBIWMEHHOCTU W
ynyJweHmn obecnedeHust HaceneHust U YYpeXOeHUN 34paBOOXPAHEHMST NIEKAPCTBEHHbIMM MNpenapartamu u
n3genvamMn MeguumMHCKOro HasHadeHus" 3a cdeT cpeactB Owmketa cybbekta Poccuiickon ®epepauun’”
ykasbliBaeTcs "ga" vnu "HeT" B COOTBETCTBUM CO CBeAeHUsMMU 3a Tekywuin rof. lNpu yTpaTte Bbiweyka3aHHOro
npaBa BHOCATCHA M3MEHEHUS C COOTBETCTBYIOLLIEN 3ANNCHI0 O BHECEHHbBIX N3MEHEHMUSX;

B cTpoke 22.1 "CBeaeHuss o6 MHBanNMgHOCTM (B Crnyvae YCTaHOBMNEHUS TrPymnnbl WHBaNMAHOCTU WM
kaTeropun  "pebeHok-uHBanMAa)'  ykasblBaeTCcsa  rpynna  MHBanuaHoctM  GonbHOrO  MAM  KaTeropus
"pebeHok-nHBanNua", B criydae OTCyTCTBUS Y OOMbHOro rpynnbl MHBanMAHOCTU Unu kateropun "pebeHok-uHeanug"
yKasblBaeTcq "HeT";

(ab3au BeeaeH [Npukazom MuHagpasa Poccum ot 10.04.2015 N 181H)

B ctpoke 22.2 "MHdopmauus o pesUCTEHTHOCTW K MpOBOAMMOM Tepanun" ykasblBalOTCA CBeOeHUsa O
HanMuMn y 60MbHOIo Pe3NCTEHTHOCTU K MPOBOAMMON Tepanum ¢ oTMeTkon "ga" nnm "Het";
(ab3au BeeaeH [Npukazom MuHsgpaea Poccum ot 10.04.2015 N 181H)

B cTpoke 23 "MHcopmauusi o BKMYeHNM cBeaeHnii o 60nbHOM B MPUHATYIO 3asBKY cyObekTa Poccuiickon
Pepepaumun ona 3akynky rekapcTBEHHbIX MpenapaToB” yKa3biBaeTCs, BKIOYEHbl N cBeAeHus 0 B6OonbHOM B
3asBKy cybbekTa Poccuiickon defepaumm Ha 3akyrnKy fieKapCTBEHHbIX MpenapaTtoB ¢ oTMeTKon "ga” unm "HeT";

B CTpoke 24 "YHuKanbHbI HOMEpP PerMcTpoBon 3anuncn" ykasblBaeTCH YHUKanbHbIA HOMEP PerncTpoBOK
3anvcu, npuceoeHHbIn MuHsgpasom Poccun (13 umdp) (ykasbiBaeTcs Npu BHECEHUN U3MEHEHUIN B CBEOEHUS O
GonbHOM);

B cTpoke 25 "Kop onepaummn” kog "1" ykasbiBaeTcs npu nepBMyYHOM obpalleHun 6onbHOro B MEOULMHCKYHO
opraHusaumio; kog "2" - npu BHeCeHUM U3MeHeHW B cBefeHus o 6onbHOM, coaepxalumecs B PegepanbHOM
peructpe; kog "3" - npu UckniYeHnn ceeaeHnii o 6onsHOM 13 PegeparnbHOro perncTpa.

B cniyyae oTcyTCTBUSA MHDOPMALIMKM COOTBETCTBYHOLLME MOSISi HE 3anOoSTHSATCS.
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Mpukas MuH3gpasa Poccun o1 15.02.2013 N 69H

(pea. ot 10.04.2015) JokyMeHT npepoctasrneH KoHcynbTaHTlnroc
"O Mepax Mo peanusauum noctaHosneHus MpasuTenbcTea Pocc... HAata coxpanenns: 02.04.2018
MEPEYEHb
kogoB 3abonesaHuin no MKB-10

HassaHue 3aboneBaHus HasBaHune 3abonesaHusa no MKBb-1 Kog no MKB-1

1. 3nokayecTBeHHbIE XPOHUYECKNIA MUENONOHbBIN NENKO3 C92.1

HoBOOOpasoBaHMsa NMMGONLHON,

KpOBETBOPHOW N pOACTBEHHLIX UM MakpornobynuHemua BanbgeHcTpema C88.0

TKaHewn
MHOXeCTBEHHas MnenomMa C90.0
dhonnukynapHas (HogynsapHas) HexXo4KKMHcKas numdoma C82
MernkokneTo4yHas (auddysHasa) HEXOMKKMHCKasa numdoma C83.0
MEKOKNeToYHasa ¢ pacllenneHHbIMU aapamu (anddysHas) HeXOMXKKMHCKas C83.1
numdoma
KpynHokneTouyHas (anddysHas) HexXo4KKMHCKas numdoma C83.3
nmmyHobnacTHas (auddysHasi) HEXOMKKMHCKaA nMMmdoma C83.4
apyrve Tmnbl AN dY3HbIX HEXOOXKUHCKMX MMMEOM C83.8
OndpysHas HeXooKKUHCKaa Nnmdoma HeyToHHEeHHas C83.9
OpYyre U HEYTOYHEHHbIE TUMbl HEXO4XKKMHCKOW NTMMAOMbI C85
XPOHUYECKUIN NUMAOLMTAPHLIN NENKO3 C91.1

2. Mykosucungos KNCTO3HbIN hpnbpo3 E84

3. l'emochunus HacnencTBeHHbIN aemnunt dakropa VIl D66
HacneacTBeHHbIN Aeduunt daktopa IX D67
6ones3Hb Bunnebpanaa D68.0
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Mpukas MuH3gpasa Poccun o1 15.02.2013 N 69H

(pea. ot 10.04.2015) JokyMeHT npepoctasrneH KoHcynbTaHTlnroc
"O Mepax Mo peanusauum noctaHosneHus MpasuTenbcTea Pocc... HAata coxpanenns: 02.04.2018
4. PaccesiHHbIN CKIepo3 paccesiHHbIV CKNepo3 G35
5. M'mnodunsapHbI HAHU3M rMNoONUTYMUTapu3m E23.0
6. boneaHb [owe apyrve cOUHronuMnuaosbl E75.2

(8 pea. Mpukaza Munsgpasa Poccun ot 10.04.2015 N 181H)

7. CocTosiHMSA nocre TpaHCcnnaHTaumMm | Hanvmdme TpaHCMIaHTUPOBaHHOM MOYKM Z94.0
OopraHoB v (Mnu) TkaHemn
Harnvyue TpaHcnnaHTUpPOBaHHOIo cepaua 7941
HanuMyue TpaHCNNaHTUPOBAHHOW NevYeHn 794 .4
Hanuuve Apyrnx TpaHCNNaHTMPOBAHHbLIX OPraHoOB U TKaHeMn 794.8

Mpunoxexune N 7

K npukasy MuHucTepcTBa 30paBooXpaHeHus
Poccuiickon ®epepaumu

ot 15 ceBpana 2013 r. N 69H

®opma N 05-OP

MMHMCTEPCTBO 3IPaBOOXPAHEHMSI
Poccuiickor derepalum

(HaMMeHOBaHMe alTedYHOM OopTraHM3aluy,
MEIMUMHCKOM OpITaHM3almn)

(ampec)

Konm anTeunou,
MEeIMUIMHCKOM OpTaHM3almun
no OKIIO, no OI'PH

Ceenenusa o6 OTIYIEHHBIX JIEKAPCTBEHHEIX IIpelapaTax,

KoHcynbTaHTINOC
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Hape)XHas npaBoBas noaaepXKa



https://login.consultant.ru/link/?req=doc;base=RZB;n=180254;fld=134;dst=100053
https://login.consultant.ru/link/?req=doc;base=RZB;n=180254;fld=134;dst=100053
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

Mpukas MuH3gpasa Poccun o1 15.02.2013 N 69H

(peg. ot 10.04.2015)
"O mepax no peanusauum noctaHoBneHus Mpasutenbcrea Pocc...

[okymeHT npepnoctasneH KoncynbTaHTtAOC

[ata coxpaHeHusi: 02.04.2018

IpenyCMOTPEHHHX IIepedHeM JIeKapCTBEHHEIX IIpenapaTos,
runodrapHLEIM HaHUSBMOM,

3JIOKAYECTBEHHEIMM HOBOOOPa30BaHMAMU
KPOBETBOPHOM M POICTBEHHBIX MM TKaHelM,
JuiaM Iocjle TPaHCIJIaHTauum

BOJIbHEIM T'eMOoGuImMer, MyKOBUCLMIOSOM,
fojiesHb0 T'ome,
JIMOOMIHOM,

pPacCedHHBIM CKJIEPO30M,

JIMLaM,

OPT'aHOB U (MJIM) TKaHEeM, alNTedyHOM opTaHu3aluen
(HasBaHMEe, HOMED)
3a mepuomn C no 20 .
Nn/n| ®.N.0| Cepusun Jata Jata HassaHune dopma CtommocTtb | OTnyweHo | aeHTndukaum OcHoBHoOM
. HOMeEp BbIMUCKN oTnycka OTNYLUEHHOr | BbiNycka u YNakoBKM yNaKkoBOK OHHbI HOMEpP pPEerncTpaLnoHHbIN
OOnbH | BbINMCAHHO | peuenTa | NekapcTBeH o] posa neKkapcTBeH | nekapcTee Bpaya, Homep (no OKIO, no
oro | ropeuenta HOro neKkapCcTBEH | NnekapcTBeH HOro HHbIX BbINUCAaBLLEro OI'PH) meguumHckom
npenapaTta HOro HOro npenapaTa | npenapaTta peuent opraHusaumm,
npenapata | npenapaTta BblAaBLLEn peuenT Ha
NeKapCTBEHHbIN
npenapat
1 2 3 4 5 6 7 8 9 10 11

1. CBegeHus o nuuax, 60nbHbIX remounmnen

1.1

1.2

nT.Ao.

. CBeeHus o nuuax, 6onbHbIX MyKOBUCLIMAO30M

2.1

2.2

nT.Ao.

KoHcynbTaHTINOC
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Mpukas MuH3gpasa Poccun o1 15.02.2013 N 69H

(pen. ot 10.04.2015)

"O mepax no peanusauum noctaHoBneHus Mpasutenbcrea Pocc...

[okymeHT npepnoctasneH KoncynbTaHTtAOC

[ata coxpaHeHusi: 02.04.2018

3. CBepeHusa o nuuax, 6orbHbIX rMNouU3apHbIM HAHN3MOM

3.1

3.2

nT.Ao.

4. CBepeHust o nuuax, 6onbHbIX 6on

e3Hbto [owe

4.1

4.2

nT.Ao.

5. CBegeHust o nuuax, 6onbHbIX 3N0KaYeCTBEHHBIMU HOBOODPa30BaHNAMU NUMAOMOHONM, KPO

BETBOPHON U

POACTBEHHbLIX UM

TKaHewn

5.1

5.2

nT.Ao.

6. CBeaeHuns o nmuax, 60sbHbIX PacCesHHbIM CKIle

pO30M

6.1

6.2

nT.Ao.

7. CBegeHus o nuuax, 6onbHbIX MOCMe TpaHCnnaHTauum opraHoB U (Mnn) TKaHen

7.1

7.2

KoHcynbTaHTINOC
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Mpukas MuH3gpasa Poccun o1 15.02.2013 N 69H
(pea. ot 10.04.2015)
"O mepax no peanusauum noctaHoBneHus Mpasutenbcrea Pocc...

[okymeHT npepnoctasneH KoncynbTaHTtAOC
[ata coxpaHeHusi: 02.04.2018

nT.ao.
nToro
ViToro Ha ofmyn CyMMy (IPONMCBIO) pyO. KOII .
PyxkoBomouTesib
(®.1.0.) (mogmnmce)
Jara " " 20 .
MpunoxexHne N 8
K npukady MuHucTepcTBa 3apaBoOXpaHeHNst
Poccuiickon depepaumm
ot 15 dpeBpansa 2013 r. N 69H
®opma N 06-OP
CBeneHusa

O BHIMCAHHBEIX M OTIYIEHHEIX JIEKAPCTBEHHEX
npenapaTax, IPelyCMOTPEeHHBEX IIepeduHeM JIeKapCTBEHHBIX
npenapaTos, NpelcTaBliseMbele MUHUCTEPCTBY 3IPaBOOXPaHEHUS
Poccurickon Odemepaumm nyisa QOPMUPOBAHMUS UM BEeHOEHUS
denepaliIbHOT'O permucTpa Jul, OOJIBHHEX IeMobuimel,
MYyKOBUCLMIO30M, I'MIOPU3APHEIM HaHU3MOM, OOJIE3HBIO
Tome, B3JI0OKAYECTBEHHEMM HOBOOOPABOBAHUSAMU
IMOMIIHOM, KPOBETBOPHOM M POLCTBEHHEHX
VM TKaHelM, PaCCEeSHHBIM CKJIEPO30M, JIMIL
[IOCJIe TPaHCIJIaHTauuMy OPTaHOB M (MJM) TKaHEM

Ha 20 T.

YIIOJITHOMOYEHHH OpTaH MCIOJIHMTEJIbHOM BJIACTU CyOBeKTa
Poccurickoit demepaumn, OMBA Poccum

KoHcynbTaHTINOC
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Mpukas MuH3gpasa Poccun o1 15.02.2013 N 69H
(pea. ot 10.04.2015)
"O mepax no peanusauum noctaHoBneHus Mpasutenbcrea Pocc...

[okymeHT npepnoctasneH KoncynbTaHTtAOC

[ata coxpaHeHusi: 02.04.2018

N n/n HavnmeHoBaHue cBegeHuin CopepxaHne cBegeHuin

1 ®.1.0. 6onbHoro

2 YHVKanbHbI HOMEP PErMCTPOBOM 3anucu

3 OcHoBHOM rocyp,apCTBeHHvbIVI perncTpaunoHHbIN Homep (no OKIO, no OrPH) meaumumHckon
opraHu3aumm, BbiNMCaBLLEN peLenT Ha NIEKAPCTBEHHBIN nNpenapaT

4 MaeHTnmnKaumMoHHbIN HOMEp BpaYa, BbiNMcasLLEro peuent

5 Cepus n Homep peuenTa

6 [aTta Bbinuckn peuenTa

7 MexayHapogHoe HenaTeHTOBaHHOE HAMMEHOBAHME BbIMMCAHHOIO NIEKapCTBEHHOIO Npenapara

8 BbinncaHHOe KoNUM4ecTBO 403 NeKapCTBEHHOrO npenapaTta

9 Kog Tepputopun oTnycka nekapcTBeHHOro npenapata no O6uiepoccuickomy knaccudukaTopy
agMUHUCTPaTUBHO-TEPPUTOPUAnbHbIX 06pasoBaHUn

10 OcHoBHOM rocyﬂ,apCTBeHljblﬁ perI/ICTpaLI,ICIOHHbIﬁ HOMEep anTeyHonm u (Unu) MeguLMHCKON
opraHusauuu, OTNyCTUBLLEN NeKkapCTBEHHbIN NpenapaT no peuenTy

11 [aTta otnycka anTe4yHon u (M) MegMLUMHCKON OpraHM3aLmen iekapCTBEHHOro npenapara

12 HasBaHue oTnyLeHHOro nekapcTBEHHOro npenapaTa

13 Kop 3abonesanunsa no MKB-10

14 dopma BbINycka NnekapcTBEHHOro npenapara

15 [lo3a nekapCTBEHHOro Npenapara, Kofim4ecTBo 403 B YMNaKOBKe

16 KonuyecTtBo OTNyLLEHHLIX MO peLenTy YNakoBOK JIEKapCTBEHHbLIX NPenapaToB
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Mpukas MuH3gpasa Poccun o1 15.02.2013 N 69H
(pea. ot 10.04.2015)

"O mepax no peanusauum noctaHoBneHus Mpasutenbcrea Pocc...

[okymeHT npepnoctasneH KoncynbTaHTtAOC
[ata coxpaHeHusi: 02.04.2018

17 Kog onepauun
PyxkosomurTesnb
(mommmcek) (®.71.0.)
Hara " 20 r.
KoHcynbTaHTINOC
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MNpuka3 MuH3apasa Poccun ot 15.02.2013 N 69H
(pea. ot 10.04.2015) [okyMeHT npegocTaBneH KoHcynbTaHTIAOC
"O Mepax Mo peanusauum noctaHoBneHus MpaBuTenbcTBa Pocc... fata coxpaHerus: 02.04.2018

Mpunoxexne N 9

K npukady MyHucTepcTBa 34paBOOXpPaHEHMS
Poccuiickon denepaunmn

ot 15 cpepana 2013 r. N 69H

WHCTPYKLIUS
MO 3AMNONHEHUIO ®OPMbI N 06-®P "CBEJIEHUS O BbIMUCAHHBIX
W OTNYLLEHHBIX NEKAPCTBEHHbIX NMPEMAPATAX, MPEAYCMOTPEHHbIX

NEPEYHEM NEKAPCTBEHHbIX NMPEMNAPATOB, NMPEACTABNSAEMbIE
B MMHUCTEPCTBO 3[IPABOOXPAHEHWS POCCUACKOMN ®EQEPALIU
NSt POPMUPOBAHUSA U BEAEHUS ®EAEPANBHOIO PEFTUCTPA NWL,

BOMNbHbIX TEMO®UITUEN, MYKOBUCLIMAO30M, TMNO®U3APHBIM HAHU3MOM,
BOMNE3HbIO MOLLE, 3NOKAYECTBEHHLIMW HOBOOEPA30OBAHUAMMU
NUM®OUHOW, KPOBETBOPHOW U POACTBEHHBIX UM TKAHEW,
PACCESIHHbIM CKITIEPO30M, JILI MOCNE TPAHCMNAHTALIUK
OPTAHOB U1 (MNV) TKAHER"

1. ®opma N 06-OP "CBedeHunss O BbINMUCAHHBIX W OTMYLUEHHbIX JIEKAPCTBEHHbIX MNpenapaTax,
npeacrtaensemble B MuHucTepctso 3gpaBooxpaHeHus Poccunckon ®egepauumn ans hopMMpoBaHns U BegeHus
depepanbHOro peructpa nuu, 6onbHbIX remounmen, MykoBUCUMA030M, rMNodunsapHsbiM HaHU3MOM, BONesHbLIo
lowe, 3noKayecTBEHHbIMU HOBOOOPa3oBaHWSIMU NMMAOUAHON, KPOBETBOPHOW W POACTBEHHbLIX WM TKaHEW,
paccesiHHbIM CKMepo30oM, NUU, Mocne TpaHcnnaHTauum opraHoB u (unu) TkaHen" (ganee - popma N 06-OP)
3anorHAeTCs YNOSIHOMOYEHHBIM OPraHOM MCMONHUTENBHON BNacTh cybbekta Poccuinckon ®egepauum n PMBA
Poccun no kaxgomy crniyqaro obpalleHunss nuy, OO0nbHbIX reModunuen, MyKOBUCLMAO30M, rMNogun3apHbIM
HaHM3mMoM, 6onesHblo [owe, 3MoKaYeCTBEHHbIMWM HOBOOOpAa3oBaHWSAMWM NMMAOUMAHON, KPOBETBOPHOW U
POACTBEHHBLIX UM TKaHEMN, pacCesiHHbIM CKNEpPO30M, a Takke Mnocrne TpaHChnaHTauuu opraHos U (Mnu) TKaHen
(manee - ©OonbHble) B MeAMUMHCKME opraHusauum cybbektoB Poccuiickon Pepepaumm, MeauLMHCKME
opraHMsaumMM MyHuUMNanbHOW CUCTEMbl 3paBOOXpPaHEeHNsa B criydyae nepefayn MM B YCTaHOBIEHHOM rnopsiake
MOTHOMO4YMIN OPraHoOB roCyAapCTBEHHOW BriacTu cyobekToB Poccuiickon ®egepaunn B cdrepe o0xXpaHbl 340POBbS,
MeaWUMHCKMEe opraHmnsaumm, Haxogdawmecs B BegeHnn ®CUYH Poccum n ®MBA Poccun (panee - MmeguumnHckne
opraHumsaumm), 3a BbIMMCKON NEKApPCTBEHHbLIX MpenapaToB Mo 3aKMoYMTENbHOMY AMAarHo3dy u (Mnu) nonyyeHnem
nekapcTBEHHbIX NpenapaTos.

dopma N 06-OP nognexuT npegctaeneHmio B MuHagpaB Poccum Ha GymaxHbIX HocuTensax u (unu) B
3MEeKTPOHHOM BMAE C MPEeACTaBfIEHMEM Ha 3MEKTPOHHbIX HOCUTENsAX WM MyTemMm nepegadm no
TENEKOMMYHUKALMOHHBbIM  KaHanam cBs3n C  obsizaTenbHbiM  obecneyeHnem 3awmtbl  MHGOPMaUMKM B
COOTBETCTBMM C 3akoHoAaTenbCcTBOM Poccuiickon ®eagepaunn.

2. Mpw 3anonHeHnn popmbl N 06-OP:

B ctpoke 1 "®.N.O. GonbHOro" ykasbiBalOTCA MOMHOCTbI amMunus, UMsi, OTYECTBO OOMbHOrO B
COOTBETCTBMM C AOKYMEHTOM, YAOCTOBEPSAOLLMM NNYHOCTb. 3annch "HEN3BEeCTHO" HEe NPOM3BOANTCS;

B CTpoke 2 "YHuKamnbHbIN HOMEP PerncTpoBOr 3anucn” ykasblBaeTCs YHUKarnbHbIA HOMEP PEerncTpoBoOW
3anucu, npuceoeHHbIn Munsapasom Poccum (13 uudp);

B cTpoke 3 "OCHOBHOW roCyAapCTBEHHbIA pPerncTpaunoHHbIn HOMep MeAULUMHCKON opraHusauuu,
BbldaBLUen peLenT Ha nekapcTBeHHbIM npenapaT” ykasblBaeTCAa OCHOBHOW rOCYAapCTBEHHbIA pPerncTpaLMoHHbIN
HOMep MeaMLMHCKON opraHM3aumn, BbldaBLUen peuenT Ha NekapCTBEHHbIN npenapar:

B cTpoke 4 "VpeHTMdUKaUMOHHBIN  HOMep Bpaya, BbiNMcaBLlero peuent”  ykasbiBaeTcs
NOEHTUMMKALMOHHBIA HOMEpP Bpada Nno cnpaBoYHKKY, hopMupyemomy cyobektom Poccuickon ®enepauum;

B cTpoke 5 "Cepus n HoMep peuenTa” ykasblBalOTCA cepysi U HOMep peuenTa no AencTByoLen B cybbekTe
Poccuickon ®egepauumn Hymepauum peLenTtos;

KoHcynbTanTlNKoC
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"O mMepax Mo peanusaumu NocTaHoBeHNUs MpaBuTenscTBa Pocc... Aata coxparennsa: 02.04.2018

B cTpoke 6 "[laTa BbINUCKM peLenTa” ykasblBaloTCS COOTBETCTBYHOLLME BbIMMCKE peLenTa Ynucno, Mecsd,
rog (AO/MM/TTTT);

B cTpoke 7 "MexayHapogHoe HenaTeHTOBaHHOE HaWMeHOBaHWE BbINWCAHHOMO  JleKapCTBEHHOro
npenaparta" ykasbiBaeTCcA MeXAyHapogHOe HenaTeHTOBaHHOEe HaWMeHOBaHWe IeKapCTBEHHOro mnpernapaTa,
NpeayCMOTPEHHOE NepeyYHeM feKapCTBEHHbIX NPenapaTos;

B CcTpoke 8 "BbINMcaHHOE KONMUYECTBO [03 feKapCTBEHHOro npenapaTta” ykasblBaeTCsl BbIMUCAHHOE
KONMM4YecTBO 03 NeKapCTBEHHOTO Npenaparta B COOTBETCTBMM C peLenTomMm;

B cTpoke 9 "Kog TeppuTOpMmM OTNycka NekapcTBEHHOro npenapata no ObwepoccuiickoMy knaccudukaTopy
agMUHUCTPaTUBHO-TEppUTOPUarnbHbIX obpasoBaHu" ykasbiBaeTca kog Tepputopun Poccuinckon depepaumm (no
OKATO), rgoe Haxogutcs antevyHas u (unu) MeauuMHCKas opraHusauuns, OTMyCTMBLUAS NeKapCTBEHHbIV
npenapar;

B cTpoke 10 "OCHOBHOWM rOCyAapCTBEHHbIA PErMCTPaLUMOHHbBIA HOMEp anTeYHoW U (MnK) MeaWLMHCKOM
opraHusaumm, OTNyCTUBLLEN NEeKapCTBEHHbIV npenapaT no peuenTy" ykasblBaeTCA OCHOBHOW rOCyAapCTBEHHbIV
pPEerMcTpaumMoHHbIN HOMEpP anTeyHou U (UnNn) MeauUMHCKOW OpraHu3aumu, OTNYCTUBLUEW JeKapCTBEHHbIN
npenapat (no OKMNO);

B cTpoke 11 "[aTta oTnycka anTe4yHon v (MnvM) MeAULMHCKOM opraHu3auuen nekapcTBeHHOro npenapara”
yKkasblBaeTcs [fata OTrnycka anTteyHom W (Mnu) MeauMUMHCKOW oOpraHu3auMen nekapcTBEHHOro npenapara
@a/MM/ITTT);

B cTpoke 12 "HasBaHue OTnyLIEeHHOro nekapcTBEHHOro npenaparta” ykasblBaeTcs Ha3BaHuWe OTMYLLEHHOro
nekapCTBEHHOro npenaparta Ha PyCCKOM A3blKe;

B crtpoke 13 "Kog 3aboneBaHus no MKB-10" ykasbiBaeTcsa kog 3aboneBaHusi B COOTBETCTBMM C
MexayHapogHol ctatucTmdeckon knaccudukaumnerr 6onesHen n npobnem, cBA3aHHbIX CO 300POBbEM (OECATHIN
nepecMoTp), COOTBETCTBYIOLLMI Koay 3a00oneBaHns, ykasaHHOMY B peLenTe;

B CTpoke 14 "®opma Bbinycka NekapCTBEHHOro cpeacTtsa” ykasbiBaeTcs hopma BbiNycka NekapCTBEHHOro
npenapaTta B COOTBETCTBMU C PELIENTOM, NO KOTOPOMY OCYLLECTBIEH OTMYCK JIEKAPCTBEHHOIO Npenapara;

B cTpoke 15 "[Jo3za nekapCTBEHHOro npenapaTa, KONMM4ecTBO A03 B yNakoBKe" yKasbliBalOTCA [03a WU
KONnM4eCcTBO 03 B YNaKOBKE J1I€KapCTBEHHOro npenaparta B COOTBETCTBMM C peuentom, no KOTOpoMy
OCYLLECTBIEH OTNYCK NeKapCTBEHHOro npenapara;

B CTpoke 16 "KonmyecTBo OTMYLEHHbIX MO peLenTy YNakoBOK fleKapCTBEHHOro npenapara” ykasbiBaeTcs
KOJMM4eCTBO OTNYLUEHHbIX MO peuenTy ynakoBOK J1IeKapCTBEHHOro npenaparta B COOTBETCTBUM CO CBeAeHUAMU,
yKasaHHbIMW B peLenTe, No KOTOPOMY OCYLLECTBIEH OTNYCK NNeKapCTBEHHOro npenapaTta (eg. WTyK);

B cTpoke 17 "Kog onepauun” kog "1" ykasbiBaeTcs Mpu BbINUCKE NekapcTBEHHOro npenapara; kog "2" - npu
OTNyCKe NekapCTBEHHOro nNpenapara; kog "3" - npu BbINUCKe NekapCTBEHHOrO npenapaTta u ero otnycke; kog "4" -
yKasblBaeTCs Npu BHECEHUN U3MEHEHUN.

B cny4ae OTCyTCTBUA I/IHCbOpMaLI,VII/I COOTBETCTBYHOLLME NOJA HE 3aNnOJIHAKTCA.
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