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®epepaunn ot 26 anpena 2012 r. N 404 "O6 yteepxaeHun [lpasun
BeaeHna ®epepanbHoro perucrtpa nuy, 60NbHbIX remodununen,
MYKOBUCLUNAO30M, runomnsapHbiMm HaHuU3MOM, 6o0nes3Hbio [owe,
3/10Ka4eCTBEHHbIMM HOBOOOpPAa30BaHNAMU JIMMGPONOHON, KPOBETBOPHOW U
POOCTBEHHbIX UM TKaHeW, pacCeAHHbIM CK1epo3oM, Nuy nocne
TpaHcnnaHTaumm opraHoB u (nnun) TkaHen" (CobpaHue 3akoHoAaTenbCTBa
Poccuinckon ®epepaummn, 2012, N 19, ct. 2429, N 37, cT. 5002)
npuKasbiBato:

1. YTBEpOUTD:

MopAoOK npencTaBneHnA CBEAEHWN, coaep KalumxcA B HanpaBfieHUM Ha
BK/IIOYEHNE CBEOEHUN (BHECEHWE WU3MEHEHUN B cBefeHunA) O OGONbHOM B
®epepanbHblii  perncTp nuud, 60NbHbIX reMounnen, MyKoOBUCLNAO3OM,
rmnodu3apHbIM HaHM3MOM, 60ne3Hblo [owe, 3/10Ka4YeCTBEHHbLIMMU
HOBOOOPa30BaHNAMU JIMMPOUOHOW, KPOBETBOPHOM W POACTBEHHbLIX UM
TKaHeWn, pacceAHHbIM CKMepo30M, NUL, Nocne TpaHCniaHTaumm opraHoB um
(nnn) TKaHen, U un3BeWweHUn 06 UCKNIYEeHUU cBefeHUn O 60NbHOM U3
naHHoro ®epepanbHOro perncrtpa M 06 OTNYLWEHHbIX NeKapCTBEHHbIX
npenapartax corfiacHo npunoxxeHmio N 1;

dopmy N 01-OP "HanpaBneHue Ha BK/OYEeHME CBeOeHUW (BHeCeHue
N3MeHeHnn B ceeaeHnA) o 6onbHOM B DenepasibHbli perncTp nvu, 60MbHbIX
remounnen, MyKoBUCLMOO030M, rMNoPm3apHbiM HaAHU3MOM, 60NE3HbIO
lowe, 3no0kayecTBeHHbIMM HOoBoOG6pa3oBaHMAMWU UMM OUOHON,
KPOBETBOPHON U POACTBEHHbLIX UM TKaHewn, pacCeAHHbIM CKNepo30oM, nuy,
nocne TpaHcnaaHTaumm opraHoB U (UNK) TKaHen" cornacHo npunoxexHunio N
2;

dopmy N 02-OP "M3BeweHne 06 MCKAOYEHUN CBeOEeHUM O OONIbHOM U3
depepanbHOro perucTpa nuu, 60MbHbLIX remounmnen, MyKOBUCLMAOO3OM,
rmnou3apHbiM HaHM3MOM, 60ne3Hbio [owe, 3710KAYECTBEHHbLIMU
HOBOOOpa3oBaHUAMU JIMMGPONAHOW, KPOBETBOPHOM W POACTBEHHBLIX UM
TKaHen, pacCeAHHbIM CKIepo30M, Sy, MOCNe TpaHcnaaHTaumMm opraHoB U
(nnwn) TkaHen" cornacHo npunoxexuto N 3;

dopmy N 03-OP "XKypHan yyeTa BblgayuM HarnpabfieHUA Ha BKJIHOYEHWEe
cBefeHun (BHeceHne n3MeHeHnn B ceefeHnA) o 6onbHoM B DepepanbHbiv
pernctp nuu, 60NbHbIX remounnen, MyKOBUCUMOO030M, rMnousapHbIM
HaHM3MoM, 6onesHblo [owe, 370Ka4YeCTBEHHbIMM HOBOO6pa3oBaHUAMU
NMMAOVOHON, KPOBETBOPHOM W POACTBEHHbIX WM TKaHen, paccefAHHbIM
CKNepo30oM, L, Nocne TpaHcnaaHTauum opraHoB 1 (M) TKaHen, N Bbloayn
n3BelweHnn o6 WUCKNYEHUN CcBefeHUn n3 paHHoro depepanbHOro



pernctpa" cornacHo npunoxxeHuio N 4;

dopmy N 04-OP "CsepneHnA o 605bHOM, npencrtasnAemMsle B MUMHNCTEPCTBO
3apasooxpaHeHnAa Poccuinckon @epgepauum anAa oopMUpoBaHnA N BeOeHUA
depepanbHOro peructpa nuu, 60MbHbIX remounmnen, MyKOBUCLMAOO30M,
rmnounaapHblM HaHM3MoM, 6onesHbio [owe, 3/10KAYEeCTBEHHbLIMU
HOBOOOpa3oBaHNAMU JIMMPOUOHOW, KPOBETBOPHOW U POACTBEHHbLIX UM
TKaHen, pacCeAHHbIM CKIepo30M, Sy, MOCNe TpaHcnaaHTaumMm OpraHoB U
(nnwn) TkaHen" cornacHo npunoxexuto N 5;

MHCTPYKUMIO No 3anonHeHnio ¢opmbl N 04-OP "CsepneHnA O 6GOSbHOM,
npeactaenAemMmble B MmHUCTEpCTBO 3apaBooxpaHeHnAa Poccuinckon
®epepaunmn onAa opmmpoBaHma U BeaeHna denepanbHOro perncTpa nuv,
60/IbHbIX reMmounnen, MyKOBUCUMAO30M, rMnopusapHbiIM HAHU3MOM,
6onesHbio [owe, 3510Ka4eCTBEHHBIMM HOBOOOGPAa30BaHUAMU JIMMAOUOHON,
KPOBETBOPHOM M POLCTBEHHbIX UM TKaHEW, pacCeAHHbIM CKIepO30M, NuL
nocne TpaHcnnaHTaumm opraHoB U (Mnun) TkaHen" cornacHo npunoxeHuto N
6;

dopmy N 05-OP "CBeneHnA 06 OTNYLEHHbIX NIEKapPCTBEHHbIX npenaparax,
NPeayCMOTPEHHbLIX MNEepevyHeM JNeKapCTBEHHbIX MpenapaToB, nAuuam,
60NbHbIM remounven, MyKoOBMUCLMOO30M, rMNousapHbiM HaHU3MOM,
6ones3Hblo lowe, 3/10Ka4eCTBEHHBIMXU HOBOOOPA30BaAHUAMU NNMAOUOHOWN,
KPOBETBOPHON U POACTBEHHbLIX UM TKaHEW, pacCeAHHbIM CKIEPO30M, Sivuam
nocne TpaHcnnaHTaunm opraHoB U (UNK) TKaHEW, anTe4YHon opraHm3aunen”
cornacHo npunoxeHuto N 7;

dopmy N 06-DP "CBefeHuA 0 BbINUCAHHbBIX U OTMYLWEHHbIX NEKaPCTBEHHbIX
npenaparax, NpPeayCMOTPEHHbIX MepevYHeM JeKapCTBEHHbIX npenapaTos,
npeacrtaenAemble B MumHuUCTepcTBO 34paBooxpaHeHnAa Poccuinckon
®epepaunmn onAa opmmpoBaHma U BeaeHna degepanbHOro perncTpa nuu,
60/IbHbIX remMopuninen, MyKOBUCUMOO30M, rMnopusapHbiM HAHU3MOM,
6onesHbio [owe, 3510Ka4eCTBEHHBIMM HOBOOOGPa30BaHUAMU JIMMAPOUOHON,
KPOBETBOPHOM M POLCTBEHHbIX UM TKaHEW, pacCeAHHbIM CKJIepO30M, NuL
nocne TpaHcnaHTaumm opraHoB U (UNK) TKaHen" cornacHo npunoxexHumio N
8;

MHCTPYKLUMIO NO 3anonHeHuto oopmbl N 06-PP "CBefeHnA O BbINUCAHHBIX U
OTNYLEHHbIX JIeKapCTBEHHbIX MpenapaTtax, MpPeayCMOTPEHHbIX MepeyvyHeEM
NneKapcTBEHHbIX npenapaToB, npeacrtaBnAemble B MUWHUCTEPCTBO
3apasooxpaHeHnAa Poccuinckon @epepauum anAa oopMUpoBaHNA N BeOeHUA
depepanbHOro peructpa nuu, 60MbHbLIX remounmnen, MyKoBUCLMAOO30M,
rmnousapHbiM HaHM3MOM, 60ne3Hblo [owe, 310KAYECTBEHHbLIMU



HOBOOOpPa30BaHNAMU JIMMPOUOHOW, KPOBETBOPHOM W POACTBEHHbLIX UM
TKaHeN, pacCeAHHbIM CKIEPO30M, N, MOCNe TpaHcnaaHTauMm opraHoB U
(nnun) TkaHen" cornacHo npunoxxenuto N 9.

2. MNpu3HaTb yTpaTUBLINMUN CUSTY:

npnkas MuHUCTepcTBa 34paBOOXPaHEHMA W CcOouManbHOro pasBUTUA
Poccunckon ®epepaunn ot 4 anpena 2008 r. N 162H "O nopAanke BeoeHuA
depepanbHoro permctpa 60NnbHbIX remounnen, MyKOBMCLNOO30M,
rmnounaapHbliM HaHM3MoM, 6o0nesHbio [owe, 3/10KA4YEeCTBEHHbLIMU
HOBOOGpa3oBaHUAMU JIMMGONAHOW, KPOBETBOPHOM W POACTBEHHBLIX UM
TKaHeW, pacceAHHbIM CK1epo30M, a TakXe Nocne TpaHcniaHTaumMm opraHos
n (nnn) TkaHen" (3apernctpmposaH MuHMCTEPCTBOM tOCTULUMN Poccunmckon
®epepaunm 28 anpena 2008 r., pernctpaumoHHbii N 11599);

npukas MwuHucTepcTBa 34paBOOXPaHEHUA W CcouuanbHOro pas3BUTUA
Poccurickon ®epepauum ot 3 umioHA 2008 r. N 255H "O BHeceHun
N3MEeHeHUn B npuka3s MuHuCTepcTBa 34pPaBOOXPaHEHUA W COLMANbHOro
passuTnA Poccuinckon @epepaunm oT 4 anpenA 2008 r. N 162H "O nopagke
BenpeHuAa depepanbHoro peruvctpa 60nbHbIX remodunmen,
MYKOBUCLUNAO30M, runomnsapHbiMm HaHuU3MOM, 6onesHbio [owe,
MWEesIONenKo30M, pacCeAHHbIM CK1IEpPO30M, a TakXXe Mocsie TpaHcnaHTaumm
opraHoB U (Mnu) TkaHen" (3aperncTpmpoBaH MUHUCTEPCTBOM OCTULNMU
Poccunckon @epepaunm 24 noHA 2008 r., pernctpaunoHHbii N 11868);

npukas MwuHucTepcTBa 34paBOOXPaHEHUA W couuasbHOro pas3BUTUA
Poccuinckon ®epepauunm ot 20 maa 2009 r. N 255H "O BHECEHUN U3MEHEHNI
B npuka3 MuHagpascoupassntma Poccum ot 4 anpena 2008 r. N 1621 "O
nopAanoke BepeHna @epepanbHoOro peructpa 60MbHbLIX reModunInen,
MYKOBUCLUNAO30M, runodusapHbiM HaHM3MoM, 6Gones3Hbi [owe,
MUENONENKO30M, pacCeAHHbIM CKIEPO30M, a TakXXe Mocsie TpaHcnaaHTaumm
opraHoB u (nnn) TkKaHen" (3apeructpupoBaH MWHUCTEPCTBOM OCTULMK
Poccunckon Pepepaunm 19 noHA 2009 r., permctpaunoHHbii N 14113);

npukas MwuHUcTepcTBa 30paBOOXPaHEHUA W couuanbHOro pPas3BUTUA
Poccuiickon ®epepaumn ot 1 pekabpa 2010 r. N 1061H "O BHeceHun
nameHeHnn B [lopAagnok BepeHnAa degepanbHOro pernctpa 60SbHbIX
remopunnen, MyKoBUCLMOO30M, rMNoPu3apHbiM HaHU3MOM, 60NE3HbIO
[owe, 3no0kayecTBeHHbIMM HOoBooOO6pa3oBaHMAMWU UMM OUOHON,
KPOBETBOPHOW U POACTBEHHbIX UM TKaHeW, paccefAHHbIM CK/Iepo3oM, a
TakXxe nocne TpaHcnnaHTauMm opraHoB W (MNN) TKaHeW, YyTBEepP>XOEHHbIN
npukasom MuHUCTEPCTBA 34pPaBOOXPaHEHUA W COUManbHOro pasBUTUA
Poccuinckon ®@epepaunm ot 4 anpena 2008 r. N 162H" (3apermcTpupoBaH



MwuHuctepctBoMm toctuumm Poccuinckon Pepepaunm 3 mapta 2011 .,
pernctpaumoHHbin N 19990).

MwuHucTp
B.1.CKBOPLIOBA

MNpuno>xeHne N 1

K npukady MnHuctepcTea 34paBoOOXpaHeHnA
Poccuinckon ®@epepaunn
o1 15 cpeBpana 2013 r. N 69H

1. HactoAwmn nopAanoK perynupyeTt BOMPOChI NpeacTaBfeHnA CBeoeHUN O
60/bHbIX, He0BX0AUMbIX ANnA hopmmpoBaHma denepanbHOro perncTpa nuu,
60/IbHbIX reMmopunnen, MyKOBUCUMOO30M, rMnopusapHbiM HAHU3MOM,
6onesHbio [owe, 3510Ka4eCTBEHHBIMM HOBOOBGPa30BaHUAMU NIMMAPOUOHON,
KPOBETBOPHON U POACTBEHHbLIX UM TKaHen, pacCeAHHbIM CKNepo30oM, nuy,
nocne TpaHcnnaHTaumMm opraHoB U (Mnun) TkaHen (panee - depepasbHbIn
perncTp), a Takxxe ceegeHnn 06 OTnyLLeHHbIX JIeKapCTBEHHbIX npenapaTtax,
npenyCcMOTPEHHbIX NepeyHeM 3akynaembliX 3a CYeT CpeacTB heaepasibHOro
6rog)keTta NeKapcTBEHHbIX npenapaToB, MpeAHasHaYeHHbIX AS1A JleYeHUd
60NbHbIX 310KA4Ye€CTBEHHbIMW HOBOOGpasoBaHUAMWU NUMGPOUNAHOMN,
KPOBETBOPHOW U POACTBEHHbBIX UM TKaHeun, reMouimen, MyKoBucumMgo3om,
rMnoom3apHbIM HaHMU3MOM, 6o0ne3Hblo [owe, pacCeAHHbIM CKepo3oM, a
TakXxe nocne TpaHcniaHTauum OopraHoB U (Unn) TKaHen, YyTBEP>XXAEHHbIM
pacnopaxeHnem lMpaButensctea Poccuinckon ®epepaunm ot 31 pekabps
2008 r. N 2053-p <1> (mnanee - nepeyeHb JIeKapCTBEHHbIX NpenapaTos).

<1> CobpaHune 3akoHogaTensctBa Poccuimnckon ®epepauunmn, 2009, N 2, cT.
334; 2011, N 2, cT. 433.

2. lNpu ycTaHoBNeHWn BnNepBble AuarHo3a, ykKas3aHHOro B MNyHKTe 1
HacTOALWEero nopAaka, MeguumMHCKue opraHmsauum cybbekToB Poccmninckon
depepauymn, MegULMHCKUE oOpraHusaumm MyHULUNANbHOW CUCTEMBDI
30paBoOOXpaHeEHMA B crniydyae nepejadn MM B YCTAHOBMEHHOM nopAnKe
NOSTHOMOYUIMA OpraHoB rOCyAapCTBEHHOW Bnactu cybbekToB Poccurckoun
depepaunm B chpepe oxpaHbl 340pP0BbA, B KOTOPbIX O0MbHbIE HAXOA4ATCA HA
MeOMLUNHCKOM 06CNy>XMBaHUU, 1 MEANLVHCKNE OpraHn3aummn, HaxogAawmeca



B BegeHnn @epepanbHon cny>bbl ncnonHeHnAa HakasaHna (PCUH Poccun),
NpencTaBnAlT He no3gHee NATKM paboyux OHeW C paTtbl YCTaHOBMEHWA
avarHosa Ha OymMaXHOM HocuTene mn (UnNu) B 3NEKTPOHHOM BuUOE B
YNOSTHOMOYEHHbIA OpraH WCMOSHUTENBHOW Bnactn cybbekta Poccminckomn
depepaunn HanpasneHVe Ha BKOYEHUE CBEOEHUN (BHECEHME U3MEHEHWUM
B cBefeHuA) o 60nbHOM (panee - HanpasneHue) B depepanbHbil PErncTp
nny, 60NbHBIX remounnen, MyKoBmcunuao3om, rmnoomsapHbiM HaHU3MOM,
6ones3Hblo owe, 3/10Ka4eCTBEHHBIMW HOBOOOpPA30BaAHUAMU NNMAOUOHOWN,
KPOBETBOPHOW W POACTBEHHbLIX MM TKaHEeW, pacCeAHHbIM CKNepo3oM, nuy,
nocne TpaHcnnaHTauum opraHoB u (unn) TKaHen, no cdopme N 01-OP
cornacHo npunoxexHuto N 2.

MeonuuHckue opraHmsaumun, HaxogAwmecA B BepeHn DepepanbHoro
Megounko-bmnonornyeckoro areHtcrtea (panee - OMBA Poccun),
npencTaBnAT CBeOEeHUA B COOTBETCTBMW C ab3auem nepBbiM MyHKTa 2
HacToAwero NopAagka B ®MBA Poccun.

3. N3BeweHnAa o6 ucknwyeHnn csepeHnn 0 6onbHbIX N3 depepanbHOro
pernctpa (panee - m3BeweHWe) NpeacTaBNATCA MeAUUUHCKUMUN
opraHmsaumamm cybbekToB Poccuimckon depepauun, MeaULMHCKUMMK
opraHm3aumAMM  MYHUUUNANbHOW CUCTEMbl 34pPAaBOOXPAHEHMA B Clyyae
nepefpaym MM B YCTAHOBJIEHHOM MOpAAKE MOJIHOMOYMW OpraHoBs
rocynapcTBeHHou Bnactu cybbektoB Poccuinckon depepaunun B cdepe
OXpaHbl 300pPOBbA N MEOVUMHCKMMW OpraHu3aumAMn, HaxogAwMMUCA B
BeneHnn OCUH Poccun, B yNONMHOMOYEHHBIA OpraH WCMOAHUTENBHOMN
Bnactun cybvekrta Poccunckon @epgepaunm Ha ByMakHOM HocuTene u (Mnu)
B 9JIEKTPOHHOM BMAe B Te4yeHue NATU pabounx AHEN C AaTtbl NOCTYMEHUA
Takux ceegeHumn no gopme N 02-OP cornacHo npunoxexnio N 3.

MeounumHckmne opraHmsauumn, HaxogAwmecA B BegeHun OMBA Poccun,
NpeacTaBnAT CBeAEeHMA B COOTBETCTBMM C ab3auem nepBbiM MNyHKTa 3
HacToAwero Nopaaka B ®MBA Poccun.

4. HanpaBrieHnA U WU3BEWEHUA PerncTpupyroTcA MeanuuHCKUMU
opraHusaumamu B >xxypHasne no popme N 03-OP cornacHo npunoxkeHuto N 4.

5. YNomHOMOY€eHHbIM opraH UCnosiHUTesNibHOM Bnactn cybbekta Poccunckon
®epepaunm 1 PMBA Poccun ona doopmmposaHna denepanbHOro permcrpa
B TeYyeHue nATM paboumx OHEW C faTbl NOSyYeHUA HanpasBneHuA n (Mnu)
mna3pelleHnmAa ot MmeaonuUmMHCKUX opraHmsauw?l npenctaBsnAlOT B MVIHI/ICTepCTBO
3apasooxpaHeHnAa Poccurickon @egepaumm Ha GyMaxHOM HocuTene u (Unw)
B 9/IEKTPOHHOM BUAe cBeneHnA o 6onbHOM no dopme N 04-OP cornacHo



npunoxeHuto N 5.

CBegeHuAa 0 60NnbHOM (HanpaBfieHWA, WU3BELLEHWA), npeacTaBfiAeMble B
9/IEKTPOHHOM BUAe, noanexaTtT 3aBepeHutd 3SNIEKTPOHHOM NOoAMNUCHIO
OO/MHKHOCTHOrO fimua YnosIHOMOYEHHOro opraHa MCMoOAHUTENbHOW BRacTu
cybbvekTa Poccurickon depepaunm nnn PMBA Poccuw.

6. AnTeyHble opraHm3aunm, nepeyvyeHb KOTOPbIX yTBepXAaaeTcH
YNOSIHOMOYEHHbIM OPraHOM MCMONIHUTENBHOM BNacTn cybbekTa Poccunckon
depepaunn, U MegUUMHCKME OpraHusaumm, HaxogAawmecA B BeOeHuu
®MBEA Poccun, exxemecA4yHo He no3gHee 10 yncna mecAua, cnegyrowero 3a
OTYETHbIM, NPEACTaBMAT B YMNOJHOMOYEHHbIE OpraHbl WUCMOSHUTENIbHOU
Bnactu cybvektoB Poccuinckon depepaummn mnnn OGMBA Poccun
COOTBETCTBEHHO cBeAeHMA 06 OTNYLWEHHbIX NIEKapCTBEHHbIX npenaparax,
npenyCcMOTPEHHbIX MepevyHeM JieKapCTBEHHbIX MpenapaTtoB, Ha 6ymMakHOM
HOCUTene M B 3NeKTpoHHoMm Buage no dopme N 05-OP cornacHo
npunoxeHuio N 7.

MNpuno>xxeHne N 2

K npukady MnHuctepcTea 34paBoOOXpaHeHnA
Poccuickon ®@epepaunn

o1 15 cpeBpanA 2013 r. N 69H

®opma N 01-OP

MUHNCTEPCTBO 34pPABOOXPAHEHUS
Poccunckon Oepepauumn

(HaAnMeHoBdAHNE MeANLNHCKOW opraHmsauunn)

(appec)
KOIRMEEIVHC KOV
opranusaumu N T T T O O T N T S
no OKMNO, mo OTPH ——4—+—+—+—+—+—t—d—+—+—F+—+—-

Hanpasnenne N | | | | | |
—_—t ettt



HA BKJIOYEHVWEe CBeAeHUW (BHeCeHuMe W3MEHEeHWN B
cBefleHus)
o0 6osbHOM B OepepanbHbii perucTp nuy, 60nbHbIX
remodununen,
MYKOBUCLMAO30M, TFUNOPU3ApPHbBIM HAHM3MOM,
oone3Hblo louwe,
310KA4YeCTBEHHbIMN HOBOOBPA30BAHUAMM
nmmbomngHom,
KpOBETBOPHON U POACTBEHHbIX MM TKAHEWN,
paccesiHHbiIM CKJepo30M, JinL, noche
TPAHCNAAHTAUMM OpraHOB
N (UNN) TKAHEN

1. Cepuss n HomMep cTpaxoBoro | | | ' bbb

nonnca OMC s SIS IS S S S I S S
Fmt ettt

2. Oammnmsa, uvMms, OTYeECTBO:

(3anosiHAeTCsA neyaTHbIMU 6yKBGMI/I)

3. llata poxpgeHusa: Yncno | | | mecay, | | | rog | | | | |
4. Mlon M | | X | |
—_—t—— —_— —t et

5. Aagpec MecTa XMTeNbCTBA (MNPOXUBAHMUSA) :

6. MecTto paboTbl, AONKHOCTb (Npodeccus):

——————————— 8. JlokyMmeHT,
7. Kop 3a6oneBanuss no MKb-10 | | | | | | yAoCTOBepsiowmm



—t ettt

KemM BblgaH:

R JMYHOCTb :

yucno | | | Mecsau |

_—F— ——t et

9. [paxfaHuMH yuTeH
MMeloLmnX NpaBo Ha

—_—t——

OepepanbHOM perucTtpe oy,

rocyodpCTtBeHHy COUMAJIbHYIO NMOMOlLUb B COOTBETCTBUUN C

OepepanbHbiM  3AKOHOM

OT 17 wmwonsa 1999 r. N 178-03 "0 rocyaapCTBEHHOM COUMASIbHON

nomMowmn" <1>:

Ad, HeT (yKasdaTb)
cooTBeTCcTtBUM | | | |

ST ST N

Ecom "pa": kop kareropun B

c OepepanbHbiM 30KOHOM



B N. 9) ettt —F At —F—F—F—F o —F ==

11. FpamnaHMH BKJIlOMEH B 4uUCJZIO JiKL, UMELNX npaso
Hd JIbroTHOE WM

6ecnnatHoe  obecrneyeHuMe  NeKAPCTBEHHbIMW  MpenapaTtamu
B COOTBETCTBUM C

noctaHoBneHnem lNpasutensctea Poccunckon Gepepaunm ot 30 niona
1994 r. N

890 "O rocyaapCTBEHHOM MOAAEPKKE pPA3BUTUS
MEANLMHCKON MPOMBILIEHHOCTN Y

yayuleHun obecrneyeHnst HACEeNEHUS U yUpexaeHun
3[pABOOXPAHEHUSI NeKapCTBEHHbIMU

CpeacTBAMM U U3AESIUAMA MEAUUMHCKOIrO HA3HAYEeHUs" <2>:

Aaa,
HeT (yka3dTb) | |

12. 06oCHOBAHME HANPABJIEHUS :

Bpau, BbiAaBWMMA HANpABJieHME :

(baMmunmsa, umsi, OTYECTBO)
(noanuchb)

Kog Bpaua: | | | | TenedoH:
—_——t et ——

3asenywounn oTaeneHneMm:



(bamununsa, wums,
OTYECTBO) (NOANMUCDH)

lpegcepatens BpayedbHOM KOMUCCUMN
MeOUUMHCKON OpraHN3aunn:

(bammnus, wums,
OTYECTBO) (NOANNCH)

Jlata: umucno | | | mMecsy | | | rog |} 1 1o
—_t—— —_t—— —_——t =ttt

<1> CobpaHue 3akoHopaTenbcTBa Poccumnckon ®epepaunmn, 1999, N 29, cT.
3699; 2004, N 35, cT. 3607; 2006, N 48, cT. 4945; 2007, N 43, cT. 5084; 2008,
N9, cT. 817, N 29, cT. 3410, N 52, cT. 6224; 2009, N 18, cT. 2152, N 30, cT
3739, N 52, cT. 6417; 2010, N 50, cT. 6603; 2011, N 27, cT. 3880; 2012, N 31,
cT. 4322, N 53, cT. 7583.

<2> CobpaHue 3akoHopaTenbcTBa Poccumnckon ®@epepaunmn, 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.

MNpuno>xxeHne N 3

K Npukady MnHuctepcTea 34paBoOOXpaHeHnA
Poccuickon ®@epepaunn

o1 15 cpeBpanA 2013 r. N 69H

®opma N 02-OP

MUHNCTEPCTBO 34pPABOOXPAHEHUS
Poccunckon Oepepaumm

(HanMeHoBdAHNE MeANLNHCKOW opraHmsauunn)




(agpec)

Kog MegUUMHCKON &~ ——— e e e

opraHMsaumn N T T T O N T S T S
no OKMNO, mo ONTPH ——4—+—+—4+—+—+—F—4—+—+—+—+—-
N3BeweHne N | | | | | |
——t ettt
00 MCKJII0YEHUN CBeAEeHMN O OGONIbHOM
n3 OepepanbHOro perncrtpa nuvy, 060abHbIX
remodunnen,

MYKOBUCLMAO30M, TFUNOPU3APHBIM HAHM3MOM,

o6one3Hblo louwe,
310KA4YeCTBEHHbIMN HOBOOBPA30BAHUAMM

nnmbounagHom,
KpOBETBOPHON U POACTBEHHbIX MM TKAHEWN,
paccCesiHHbiIM CKJepo30M, NuL, nocsne
TPAHCNAAHTAUMM OpraHOB
N (WN) TKAHEN

1. Oammnmsa, vMA, OTYeCTBO BOJIBHOTO:

(3anoJiHseTCs
neyaTHbIMA OYKBAMM)

+—-+--

3. Agpec MecTd XUTeNbCTBA (MPOXMBAHUS) :

4. Kop 3ab6boneBanumst no MKb-10 | | | | | |
—t ettt



5. [JOKyMeHT, YyAOCTOBEPSOWMA JINYHOCTD :

+—t+—-+—-—

Kem, korpa BbigdH:

6. 0bocHOBAHME ANSA UCKJIIOYEHUS :

Bpau, BbiaaBwum u3BeweHue:

(bammnuns, umsi, OT4YECTBO)

(NoAnucChb)

Kog Bpaua: | | | | TenedoH:

ST Y .

3aseayoumii OTAENEHNEM:

OTYECTBO) (noanuchb)

lpegcepatens BpayedbHOM KOMUCCUU
MeOMUMHCKON OpraHn3aunn:

(bammnus, wums,

OTYeCTBO) (NoANUChb )

Jata: uucno | | | mecsy | | |

M.TI.

(bammnusa, wums,



MNpunoxxeHne N 4

K npukady MnHuctepcTea 3a4paBoOOXpaHeHnA
Poccuinckon ®@epepaunn

oT 15 cpeBpanAa 2013 r. N 69H

®opma N 03-OP

JKYPHAJI yyeTa Bbloaym HanpasfieHNN Ha
BK/1IOYEHNE CBEOEHNN (BHECEHME
N3MEHEHUN B cBeOEeHNA) 0 OO/IbHOM B
depgepanbHOM pernctpe nuu, 60NbHbIX
remodounmen, MykoB1UCLNOO30M,
rmnodpmsapHbIM HAaHNU3MOM, 60Me3HbIO [oLwe,
3/10Ka4eCTBEHHbIMM HOBOOHpa30BaHUAMMU
NMMMJONLOHON, KPOBETBOPHOMN U
POACTBEHHbIX UM TKAHEW, pacceAHHbIM
CKJ1epO30M, N1L, MOCie TpaHcnaaHTaunm
opraHoB v (UNN) TKaHeu, 1 Bbigayn
N3BELEHNN 06 NCKIOYEHNN CBEOEHUN N3
naHHoro depgepanbHOro pernctpa <>

(HaMMeHoBaHME MeOULMHCKON



opraHusaumnm cybbekTta Poccuinckon degepaumu,
MeONUMHCKON opraHm3aumm MyHuUUunanbHOn
CUCTEMbI 34paBOOXPaHEeHNA, MeaAUNLMHCKON
opraHunsaumu, nogsegomcteeHHorn @CHIH Poccun
nnn GMBA Poccun)

_______ e
S S S S S
e

l N tlata; 0.1.0. | BbigaHHbA | Homep | Kop,
nnu '0.1.0. Bpaua,| ©0.U.0. | 0.1.0. |

''n/n | | 00JIbHOr0| AOKYMEHT | HanpaBieHUsi| HoMmep

MeAUUMHCKOW | BblAABWEro |cekpeTaps |npeaceparens)
| | | | (HanpaBneHue | (U3BeLWeHUs) | KapThbl
amMbynaTopHOro| HanpaeneHue | BpavyebHoOm | BpavebGHOM |

: : ] : NNu : ! BOJIbHOI O
(uctopum | (uU3BelleHUe) | KOMUCCUKU, | KOMUCCUM |
| | | | n3BeuleHue) | | pasBuTuAa
pebeHKka) | ' OpOpMMBLIETO | MEAULIMHCKOMN |
: | : : : |

: I 3dnucb loprasm3sauum, |

| | | | | |

| | | | | |

] : | BblaaBWero |

| | | | | |

| | | | | |

| | | HanpasneHue |

| | | | | |

| | | | | |

] : | (n3BelweHne) |

oo e t—_— oooooooosoe= oo oa o oo=

e = e = e S = S S
Fmm— +

" i I I I i

| | | |

| | | |

R o oo oo= o=

Fe— Fmm Feme e —_———

e +

|2 i : : : i

| | | |

| | | |

Fe———— Fe—_—_——tee e —_———— Fm——— e ——— Fe———— e ——_———
e oo emm e ee= oo ae=

e oo +



e S N S ——
. +

N T.4. I I | i
| | | |

| | | |
------- Y S Y S
Sy S N S ——
e

<*> JKypHan npoLlWHYypOBbLIBAE€TCA, MPOHYMEPOBbLIBAETCA, Ha TUTYJIbHOM
NUCTe OTMevalTcA [AaTbl Havana WM OKOHYaHMA BedeHWA >XypHana,
3aBepAeTCA NoAMNMCbio PYKOBOAMTENA MEANLIMHCKOM OpraHM3aumni.

MpunoxeHne N 5

K Npukady MnHuctepcTea 34paBOOXpaHEeHNA
Poccuinckon ®@epepaunn

oT 15 peBpana 2013 r. N 69H

®opma N 04-OP

CBELEHMA
o 6onbHOM, npeactaBnsieMble B MMHMCTEPCTBO
34paBooxpaHenns Poccunckon Oepepaunmn pns
dopmMmnpoBaHuns
n BepeHns OepepanbHOro perucTpa nuu, 60JbHbIX
remodununen,
MYKOBUCLMAO30M, TUNOPU3APHBIM HAHM3MOM,
o6one3Hblo lowe,
3110KA4YeCTBEHHbIMN HOBOOOPA30BAHUAMM
nmmbounaHom,
KPOBETBOPHOM U POACTBEHHbIX UM TKAHEW,
pacCesiHHbIM CKJIEpO30M, 1L, nocne
TpAHCNAAHTAUMM OpraHOB
N (UNN) TKAHEN

YMNOSIHOMOYEHHbIM OpradH MCNONHUTENbHOW BAACTU CybObekTd
Poccunckon Oepepaummn, OMBA Poccum



e
IN n/n| HanmeHoBaHMe cBepeHumn

| CopepxaHue |

l l

| cBegeHunm |

Fmm o — e

e e
N +

! I |[lepcoHanbHble AaHHbIe 6ONBHOIO

I |

e

e e e
N +

1 | 0ammnunsa

| i

Fmm
S
N +

2 IUMs

| |

| |

Fmm
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! 3 |0TyecTBO

I |

Fmm
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N +

4 |llon

| |

| |

e
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! 5 (llata poxgeHus

l i

Fmm o

O
. +

' 6 |lMonnc OMC:



e
e e e
Fmm— +

! 7 |Kop Tepputopuu agpeca O6OAbHOro no
Obwepoccmmnckomy | :

|  KnaccmonkaTopy AOMUHNCTPATUBHO-
TEeppUTOPUAJIbHBIX | |

| ! 06pa30BaHUM

l |

N

e e e
Fomm e +

! 8 |Agpec MeCcTa XMTenbCTBA (NPOXMBAHUS)

I |

o

e e
e +

!9 !JlokyMeHT, YyAOCTOBepsiowun JNYHOCTb

l l

e

e e
Fmm +

! 10 |Cepusa JOKYMEHTd, YAOCTOBEpPSWEro JIMYHOCTb

| :

e

e



'Homep [OKYMeHTd, YAOCTOBEPSAWUErO JIMYHOCTb

14

'CTpaxoBOM  HOMEp  WHAMBMAYANIbBHOFO  JIMLEBOIO

'leHcnoHHoro ¢oHpa Poccumckonm Oepepaumm

17

'Kog MegMuMHCKOM OpraHn3auum, HanpasuBLIEN

cBepeHna o) :

|

|
Bi

I

|

|

'00NbHOM ANt BKJIOYEHMUS (BHECEHUSI  U3MEHEHUN)

| OepepanbHbein pernctp (no OKMNO, no OIPH)



! 18 |JlaTa BKJIOYEHUSI CBeAEeHUN (BHECEeHUsI U3MEeHEeHUN
cBefeHuns) | |
| !0 60sibHOM B PerucTtp

! 19 |llaTa u3BeweHnss 0 HeoBXOAUMOCTU MCKIIYEHUS
CBeleHUn O] |
: | 60IbHOM K3 OepepanbHOro perncTpa

! 20 |Kog MeguMuMHCKOM OpraHu3aunn, HANpasBMBLIEN M3BelleHne
| |
00| |
| | UCKJIIDMEeHUN  CBepeHunn o 60/IbHOM n3
OepepanbHOro)| |
: 'pernctpa (no OKMNO, no OrPH)
|

! 21 |CBepeHnss O TOM, 4TO OONMbBHOM Yy4yTeH B
OepepanbHoOM| :

| lperncTpe nuy, ZIVISITTZD 8 npaso Ha
nosyyeHue | |

| ' FOCYAApPCTBEHHOW COUMASIbHOM MOMOWM B  COOTBETCTBMUMU
co| |

| lcTaTben 6.1 OefepanbHOro 3AKOHA OT 17 wmions 1999

r. N :

: 1178-03 "0 rocyaapCTBeHHOM couuanbHOM nomowm" 3d
cyeT)| |

: | cpencTB denepanbHOro OgkeTa (KOA4 KATeropuu
rpaxaaH, | |
| | YKa3aHHbIn B OefepdaibHOM 3dKOHe)



| 22 |(CBegeHnss o ToM, 4YTO 6GONbHOM MMeeT MpPABO HdA
JIbFrOTHOE U | |

| 6ecniaTHoe obecneyeHne NeKApCTBEHHbIMU
cpenCcTtBAMU B :

: | COOTBETCTBUU C NMOCTAHOBJIEHMEM
[lpaBuTenbCTBA | |

| 'Poccnnckon Oepepaumm ot 30 wuions 1994 r. N
"0} I

] | FOCYAAapCTBEHHOM noagepxke pa3BuUTUSA
MeAVNLMHCKOWN | |

: | NPOMBIWIEHHOCTM U yaydweHnn obecneyeHus
HaceneHna wu| |

| lyupexgeHu 34paBOOXPAHEHUSA NeKapCTBEHHbIMU
npenapaTtamu | :

] ‘N n3pennamMm MeguuMHCKOro HAdsHayeHua" 3a cuetr
CcpencTB | |

: bloaxeTa cybbekTa Poccunckon Oepepauunm

Fe
e
S +

' 23 |MHdopMaums O BKJIOUEHUN CBeAeHurn O 6OJSIbHOM B
MPUHATYIO | ]

| |3a9BKy cybbekTa Poccunckon Oegepaumn ans
3AKYNKWH | |

| | 1IeKApCTBEHHbIX MpenapaToB

l |

e

e e ————————_—_——_—_—_——_——_——_—_—_———E—E————_———_—_—————
e e -

890



PykoBoauTesnb

(Nognnchb) (0.1.0.)

Jata " " 20 r.

MpunoxeHne N 6

K Npukady MnHuctepcTea 34paBOOXpaHeHNA
Poccuinckon ®@epepaunun

o1 15 cpeBpanA 2013 r. N 69H

MHCTPYKLUMA MO 3AMNOJIHEHUNIO
®OPMbI N 04-®P "CBEOEHMA O
5OJIbHOM, NMPEOCTAB/AEMbIE B
MWHUCTEPCTBO 3OPABOOXPAHEHWUA
POCCUNCKOW ®EOEPALMN O1A
dOOPMMPOBAHMA 1 BEOEHNA
GEOEPAIBHOIO PETMCTPA L,
BOJIbHbIX TEMODUITNEWN,
MYKOBNCUMOO3OM, TMMODUSAPHbBIM
HAHN3MOM, BEOJIE3HbLIO MOLLE,
3/TOKAYECTBEHHbIMU
HOBOOBPA3OBAHVAMU TNMMDONOHON,
KPOBETBOPHOW V1 POOCTBEHHbIX NM
TKAHEWN, PACCEAHHbBIM CKJIEPO30M,
N, MOCNE TPAHCIMJTAHTALINW
OPIAHOB W (UJTIN) TKAHEI"

1. ®opma N 04-OP "CeepeHuma o 605bHOM, npencTtaBnAemble B
MuHucTepcTBO 3apaBooxpaHeHua Poccunckon dDepepauuun [nA



dopmmpoBaHna un BepeHnAa dDepepanbHoOro peructpa nuy, 60MbHbIX
remoounien, MyKOBUCLMAOO30M, rnnomsapHbiM HaAHU3MOM, OONIE3HbLIO
lowe, 3n10KayecTBEeHHbIMM HOoBoOG6pa3oBaHMAMWU UMb ONOHON,
KPOBETBOPHON U POACTBEHHbLIX UM TKaHen, pacCeAHHbIM CKNepo30oM, nuy,
nocrne TpaHcnaaHTaumMm opraHoB u (Mnn) TkaHen" (ganee - popma N 04-OP)
3anofiHAeTCA YNOSTHOMOYEHHbLIM OPraHOM UCMOIHUTENbHOW BNacTu cybbekTa
Poccunckon ®epepaumm n PMBA Poccum no KaXxgomy criydatro nepBUYHOIo
obpalleHnA nuy, 60MbHBIX remounen, MyKoB1UCLUMO030M, rmnounsapHbIM
HaHM3MOM, 60ne3Hbio [owe, 3/10KaYeCTBEHHbLIMM HOBOOOpPa30BaHNAMU
NMMMAONAHON, KPOBETBOPHOW U POLCTBEHHLIX MM TKaHeW, pacCeAHHbIM
CKNepo3oM, a TakXe nocre TpaHcnnaHTauMm opraHoB W (Unn) TKaHeu
(banee - 60nbHbLIE), B MEOVULUMHCKUE OpraHm3aumm cybbekToB Poccmninckon
depepaummn, MeOULMHCKUE oOpraHusaumm MyHUULUNANbHOW CUCTEMDI
30paBOOXpPaHEHNA B cnyyae nepegayM MM B YCTAHOBSIEHHOM nopAgke
NOSTHOMOYUI OpraHoOB rOCydapCTBEHHOW Bnactu cybbekToB Poccurckon
®epepaunn B cepe OXxpaHbl 300POBbA, MEeOUUUMHCKUE OpraHm3aumu,
HaxopgAwmnecA B BegeHun OCUH Poccum n ®MBA Poccun (panee -
MeOVUMHCKME opraHm3auuu), 3a BbIMMCKOWN NIeKapCTBEHHbIX npenapaTos Mo
3aK/OYUTENIbHOMY AMarHosy, a TakXe MNpu BHECEeHUU W3MEHEHUN B
cBegeHnA O O6ONbHOM UM 06 UCKKYeHUU cBefeHun o 601bHOM K3
depnepanbHOro perucTpa.

®opma N 04-OP nopnexuTt npencrtaBneHnio B MUHUCTEPCTBO
3npaBooxpaHeHnAa Poccurickon depepaumm Ha OyMadkHbIX HOCUTENAX U
(M) B aNEeKTPOHHOM BUAE C NpeacTaBNeHneM Ha 3MEKTPOHHbIX HOCUTENAX
WU NyTem nepefadn no TeNeKOMMYHUKAUMOHHbIM KaHanam CBA3U C
obA3aTenbHbIM obecnedyeHnemM 3awmTbl MHGOPMaunMM B COOTBETCTBUU C
3akoHogaTenbcTBOM Poccurickon depepauunm.

2. MNpw 3anonHeHnun oopmbl N 04-DP:

B cTpokax: 1 "®amununa", 2 "mA", 3 "OTyecTBO" yKasblBalOTCA MOSIHOCTbIO
damunua, mmA, OoT4eCcTBO O60SIbHOrO B COOTBETCTBMU C LOOKYMEHTOM,
YOOCTOBEPAIOLWMM JINYHOCTb. 3annuch "HEN3BECTHO" HE NPOU3BOANTCA;

B cTpoke 4 "Ton" otmeyaeTtca non ("M" nnn ">K");

B cTpoke 5 "[laTa poxxaeHnA" ykasbiBaloTCA AeHb, MECAL U rof POXOEeHUA B
COOTBETCTBUM C OaHHbIMU OOKYMEHTa, YAOCTOBepArowero nndHoctb (O/
MM/TTTT);

B cTpoke 6 "MMonuc OMC" ykasbiBalOTCA AaHHble, coaepXKalumeca B nosmce



06A3aTenbHOro MeauLUHCKOro CTpaxoBaHuA,

B cTpoke 7 "Kom Tepputopumn agpeca 6onbHoro no O6LWepoCcCUnNCKOMy
KnaccuukaTopy aaMMHUCTPATUBHO-TEppUTOpUanbHbix obpasoBaHuin"
yKasblBaeTcA KO TEPPUTOPUN, COOTBETCTBYIOLLEN aapecy 60bHOrO;

B CTpoke 8 "Agpec mecTta XutenbcTBa (NPoXnBaHWA)" yKasbiBaeTCA NOJHbIN
NOYTOBbIN afpec;

B cTpoke 9 "[OKyMeHT, yOOCTOBEpPAIOWUA NUYHOCTL" yKasblBaeTCA
OOKYMEHT, YAOCTOBEPAOLWMIA INYHOCTb, MOSTHOCTbLIO HA PYCCKOM A3bIKE;

B cTpoke 10 "CepuAa OOKYyMeHTa, yOOCTOBEPAKLWEro JSIMYHOCTBL"
yKasblBaeTcA cepua AOKYMEHTA, YAOCTOBEPAOLLErO IMYHOCTD;

B cTpoke 11 "Homep [OKyMeHTa, yOooOCTOBEpPAKLWEro JSIMYHOCTBL"
yKasblBaeTcA HOMepP OOKYMEeHTa, yOOCTOBEPALWEro JIMYHOCTD;

B cTpoke 12 "Kem BblgaH OOKYMEHT" yKasbiBaeTCA Ha3BaHWe opraHusaumu,
BbloaBLlen OJOKYMEHT, yAOCTOBEPAOWNIA NINYHOCTb;

B cTpoke 13 "Korga BblgaH [OOKYMEHT, yOOCTOBEPAKOWMUKA JIMYHOCTL"
yKasblBaeTcA AaTa Bblaadn JOKYMEHTA, YOOCTOBEPAIOLLEro IMYHOCTD;

B CTpoke 14 "CTpaxoBOW HOMEpP WHOMBMAYaNbHOro JINLEBOro cyeTta
MeHcmoHHoro coHpa Poccuckon Pepepaunn” ykasoisaetca CHUIIC, ecnu
ykasaHo "na" B cTpoke 21;

B CTpoke 15 "YHuKanbHbIA HOMEp PperncTtpoBon 3anucun" ykasbiBaeTcCA
YHUKaNbHbIA HOMEP PEerucTpoBOM 3anucu, NPUCBOEHHbIN MuH3OpaBoOM
Poccum (13 undop) (ykasbiBaeTcA Npy BHECEHUN U3MEHEHNI);

B cTpoke 16 "Kop 3abonesaHmA" ykasbiBaeTCcA KOO 3aboneBaHuA B
cooTBeTCcTBUM C MexayHapoaHoOW CcTaTUCTUYECKOM Khnaccudmkaumen
6onesHenn u nNpobsieMm, CBA3aHHbLIX CO 300POBbEM (OECATbIA MEepecMoTp)
(oanee - MKB-10);

B cTpoke 17 "Kog MeouuuHCKOW opraHusaumuy, HanpasuBLUEN CBeOeHUA O
60/bHOM O/1A BKNOYEHUA (BHECEHUA U3MEHeHUI) B DenepanbHbli pernctp"
yKasblBaeTcA KOO MeOMLUMHCKOW opraHv3auumn, HanpasuBLUEN CBeOeHUA O
60MbHOM AN1A BKNKOYEHUA (BHECEHNA U3MeHeHu) B DepepasibHbi perucTp



(mo OKTIO, no OIrPH);

B cTpoke 18 "[aTa BKJ/IIOYEHMA CBeOeHUN (BHECEeHWA WN3MEHEHWN B
cBefeHnA) o 6onbHOM B DepeparnbHbivi perncTp” ykasblBaeTcA gaTa, korga
MwuH3gpaBom Poccun NPUHATO peLLEeHnE O BKITIOYEHUN CBEOEHU (BHECEHUN
N3MEHEHN B cBepeHuA) o 6onbHoM B PepepanbHbin pernctp (OO/MM/
Irrr);

B cTpoke 19 "[laTa nsBeLleHna o HEOBXOANMOCTU UCKIKOYEHUA U3 permucTpa”
ykasblBaeTcA parta, korga MwuH3sgpaBom Poccun npuHATO pelweHne 06
NCKMOYEeHNN cBefeHun o 6onbHoM u3 dDepepanbHoro peructpa (O0/MM/
ITrr);

B cTpoke 20 "Kog MeouuMHCKOW opraHusauunu, HanpasvBLlen nsselleHmne ob
UCKNOYEeHUN cBepeHnn o 6onbHOM mn3 dPepepanbHoOro permcrtpa'
yKasblBaeTcA KOO MeAMUVHCKOW OopraHu3auuu, HanpasBuBLUEN WU3BELLEHME
06 ucknI4YeHnn ceepeHnn o0 6onbHOM K3 depepanbHOro perncrtpa no
OKI1O, OrPH;

B cTpoke 21 "CBepgeHuA O TOM, 4TO 60nbHOW yyTeH B PepepasibHOM
perncTpe nuu, UMerLWnx npaBO Ha MOJYyYEeHWE rocynapCTBEHHOMN
couuanbHOM MOMOWKM B COOTBETCTBMM CO cTaTben 6.1 depepanbHOro
3akoHa oT 17 monAa 1999 r. N 178-d3 "O rocynapCTBEHHOM couManibHOU
nomowmM" 3a cyeT cpenctB denepanbHoro Owpxerta (Kog KaTeropuu
rpaxgaH, ykasaHHbln B @egepansHOM 3akoHe)" ykasbisaeTcA "ga" unm "Het"
B COOTBETCTBMW CO CBEAEHUAMMU 3a Tekywun rof. [pu oTkaze 60n1bHOro ot
Habopa coumasnbHbix ycnyr B @efepasnbHbli perucTp BHOCATCA U3MEHEHUA C
COOTBETCTBYHIOLLEN 3aNNCBbI0 O BHECEHHbIX U3MEHEHUNAX;

B CTpoke 22 "CBefeHnA O TOM, YTO OOSIbHOW MMEET MpaBO Ha NIbrOTHOE U
b6ecnnatHoe obecrnevyeHne nekapcTBEHHbIMW npenapaTtamv B COOTBETCTBUM
¢ noctaHoBneHuem [pasutenbctBa Poccurickon ®epepaummn ot 30 umonA
1994 r. N 890 "O rocypapcTBeHHOW Mogaep>xKe pasBUTUA MeOULUNHCKON
NPOMBILLSIEHHOCTU U YAydlWeHnn obecrneyeHna HaceneHnA U yypeXkaeHumn
34paBOOXpPaHEHNA JieKapCTBEHHbIMW npenapatamMu v uU3genmamMu
MeOULUMHCKOro HasHadeHuA" 3a c4yeT cpencTts Owpxerta cybbekTta
Poccunckon ®epepaumn” ykasbiBaetca "ga" nnm "Het" B COOTBETCTBUN CO
ceBefeHMAMM 3a Tekywmn rof. [lpu yTpaTe Bbiweykas3aHHOro npasa
BHOCATCA W3MEHEHMA C COOTBETCTBYIOLWEN 3annCbi0 O BHECEHHbIX
N3MEHEHNAX;

B CcTpoke 23 "MIHdhopmauma O BKIIKOYEHUN CBEAEHUN O 6ObHOM B NPUHATYIO
3aABKy cybbekTa Poccuinckon depepaunmn OnAa 3akynku NeKapCTBEHHbIX



npenapaTtoB" yKasblBaeTCA, BKJIIOYEHbI M CcBeOEeHUA O O0NbHOM B 3aABKY
cybbekTa Poccuickon depepaumm Ha 3akynky fnekapcTBEHHbIX npenapaToB
c otmeTkon "ga" unn "HeT";

B CTpoke 24 "YHuKanbHbIN HOMEp pPerucTtpoBOM 3anucn" ykasblBaeTcCA
YHUKAasbHbIA HOMEpP PerucTtpoBoM 3anucu, NPUCBOEHHbIN MwuH3OpaBoMm
Poccumn (13 undop) (ykasbiBaeTcA Npy BHECEHUUM U3MEHEHWW B CBEOEHUA O
60bHOM);

B cTpoke 25 "Kog onepauuun" kog "1" ykasbiBaeTcA npuv MNepBUYHOM
obpaweHnn 60NbHOr0 B MEAVUMHCKYKD opraHusauuvio; kog "2" - npwu
BHECEHUU U3MEHEHUN B cBepdeHuMA o 60/1bHOM, cogepykawunecA B
®epepanbHoMm peructpe; kog "3" - Npu MUCKIYEeHUN cBeaeHun o0 60bHOM
n3 depepanbHOro permcrpa.

B cnyyae oTcyTcTBMA MHGPOPMaUMM COOTBETCTBYKOLWME MNONA He
3anonHATCA.

MEPEYEHDb konoB 3a6onesaHu no MKB-10

Ha3BaHue 3aboneBaHus Ha3BaHue 3ab6oneBanms no MKb-10
Kopg

no MKb-10

1. 3nokavyeCTBEHHbIE XPOHUYECKUA MUENOUAHbIN NenKOo3
co92.1

HOBOOBGpPA30BAHUS MakpornobynunHemms BanbaeHcTpema
Cc88.0

nnmpongHom, MHOXECTBEHHAS MuesioMa

Cc90.0

KpOBETBOPHON WU PoNNMKynsapHaAs (HOQYNSAPHAS)

c82

POACTBEHHbBIX UM HEXOMKKMHCKAA numpoma

TKaHewn MesIKOKNeTouHas (aAndpy3Has)



C83.0

A0paMm

C83.3

C83.4

JimmboM C83.8

C83.9

C85

Col.1

2. MykoBucumpo3s
E84

C83.1

HEXOOXKKUHCKAA ﬂMM¢OMG

MEJIKOKJIETOYHAA C pacleniaeHHbIMA

(Anddy3Has) HexOoAXKMHCKAs numpoma

KpyNHOKJIeToYHAas (AMddy3Has)

HEXOOXKKNHCKAA ﬂMM¢OMG

UMMyHOGNACTHas (Anddy3Has )

HEXOOXKKNHCKAA ﬂMM¢OMO

apyrue Tunbl ANdOY3HbIX HEXOMKKUHCKUNX

AMddy3HAA HEeXOAXKMHCKAsS numpoma

HEYTOYHEHHAA

apyrme m HEeyTOYHEHHbIE TUMbI

HEXOOKKMHCKOW JINMOOMbI

XPOHNYECKNA NUMOOLMTAPHBIN JIENKO3

KNCTO3HbIN $nbpo3



3. lemopunus
D66

D67

D68.0

4. PaccesHHbIN
G35

CKNepo3

5. [vno¢unsapH.bin
E23.0

HAHN3M

6. bone3Hb [owe
E75.5

7. CocTosiHMs nocne
7Z94.0

TPAHCMAAHTAUUU
OpPraHOB U (WUN)

TKAHEeNn

HACNeACTBEHHbIM AeduuuT dakTopa VIII

HACNeACTBEHHbIN AednunT PakTopa IX

6onesHb Bunnebpanpa

pACCesiHHbIM CKJ1Iepo3

rMnonnMTynTapu3m

aApyrume HapyuweHund HakKonaeHmnd namnmnaoB

HaAn4yune TpGHCHﬂOHTMpOBGHHOM MOYKH

HannuMe TPAHCMAGHTUPOBAHHOIO Cepaud



Z94.1

HaAnn4yune TpGHCHﬂGHTMpOBGHHOM neYyeHn
Z294.4

Haanyume Jpyrmx TpaHCIUITAHTUPOBAHHbIX
Z94.8

OpraHoB W TKaHeu
MpunoxeHne N 7
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®opma N 05-OP

MUHMCTEPCTBO 3APABOOXPAHEHUS
Poccunckon Oepepaummn

(HAUMEHOBAHME ANTEYHOW OpraHM3aumu,
MEeANLMHCKON OpraHn3aumn)

(ahpec)
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npenapaTtoB, nuuaMm,
60NbHbIM FemModunmen, MyKOBUCLMAO3OM, TUNOPU3APHbBIM

HAHWU3MOM,

6one3Hbio [owe, 310KAYECTBEHHbBIMA
HOBOOGPA30BAHUSAMU

JMMOOMAHON, KPOBETBOPHOM M POACTBEHHBIX UM



TKAHen,
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®opma N 06-OP

CBepeHus
O BbIMUCAHHBLIX M OTNYIWEHHbIX JIeKAapCTBEHHbIX
npenapartax, npenycMOTPEeHHbIX MepeyHeM
JleKapCTBEHHbIX
npenapaTtoB, NpeacTasnsiemble MMHUCTEpPCTBY
34pABOOXPAHEHNS
Poccunckon Oepepaumn pns GOpMMpPOBAHUSA M

BeLeHUs
OepepanbHOro perucTpa nuu, 60JbHbIX
remodununen,
MYKOBMUCLMAO30M, FUNoPn3apHbIM HAHWU3MOM,
6one3Hblo
[owe, 310KAYECTBEHHLBIMM HOBOOOPA30BAHMSAMU
TMMPOMAHON, KPOBETBOPHOM M POACTBEHHbIX
UM TKAHEW, pacCCesiHHbIM CKIepOo30M, Ju,
nocse TpPAHCNAGHTALMW OPraHOB M (WUSN)
TKAHewn

HA 20 s

YNONHOMOYEHHbIN OpraH MCMAOJHUTENbHOM BAACTU CybbekTa
Poccunckon Oepepauymn, OMBA Poccuwu
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NHCTPYKUWNA MO 3AMNOJIHEHAKO
POOPMbI N 06-®P "CBEOEHNA O
BbINMNCAHHbBIX N OTINYLWEHHbIX
JNIEKAPCTBEHHbBIX MNPEIMNAPATAX,
NMPEAYCMOTPEHHBIX NMEPEYHEM
NNEKAPCTBEHHbIX MNPEINAPATOB,
NMPEOCTABJTHEMbBIE B MUHUCTEPCTBO
30PABOOXPAHEHWMA POCCUNCKOW
OEOEPALUVN ONA ®POPMUPOBAHNA U



BEOEHWA ®EOEPASIBHOIO PEMVICTPA
N, BOSIbHBIX TEMO®UIMEN,
MYKOBUCLIMAO30OM, MMMNO®UIAPHbBIM
HAHV3MOM, BONE3HbIO MOLLE,
3NTOKAYECTBEHHbIMU
HOBOOBPA3OBAHVAMU NMMMOOUOHON,
KPOBETBOPHOW 1 POOCTBEHHbIX VM
TKAHEN, PACCEAHHBIM CKITEPO30M,
ML, MOCE TPAHCMTAHTALNN
OPIrAHOB U (UN) TKAHE"

1. ®opma N 06-OP "CeBegmeHuA O BbIMUCAHHbIX U OTNYLWEHHbIX
NneKapcTBEHHbIX npenapartax, npeactasnAemble B MUHUCTEPCTBO
3apasooxpaHeHnAa Poccuinckon @epgepauum anAa oopMUMpoBaHnA N BeOeHUA
depepanbHOro peructpa nuu, 60MbHbIX remounmnen, MyKOBUCLMAO30M,
rmnounaapHbiM HaHM3MoM, 6onesHbio [owe, 3/10KA4YeCTBEHHbLIMU
HOBOOOpa3oBaHNAMU JIMMPOUOHOW, KPOBETBOPHOM U POACTBEHHbLIX UM
TKaHen, pacCeAHHbIM CKIepo30M, iy, Mocne TpaHcnaaHTauum OpraHoB U
(nnn) Tkanen" (panee - dpopma N 06-POP) 3anonHAeTCcA YNOSIHOMOYEHHbIM
opraHoM ucnonHuTenbHouW Bnactu cybvekta Poccunckon depepaumn um
®OMBA Poccum no kaxgomy cnydarw obpaweHua nuy, 60MbHbIX
remopunnen, MyKoBUCLMOO30M, rMNoPu3apHbiM HaHU3MOM, 60N€3HbIO
lowe, 3no0kayecTBeHHbIMM HOoBoOO6pa3oBaHMAMWU UMM OUOHON,
KPOBETBOPHOW W POOCTBEHHbIX WM TKaHeW, pacCeAHHbIM CKNepo3oM, a
Tak>xe nocre TpaHcnnaHTauum opraHos U (Unn) TkaHen (oanee - 60/bHbIE) B
MeOouUuMHCKMe opraHmsaumm cybbvekToB Poccunickon depepauunu,
MeOUUVHCKME OpraHnu3aumm MyHUUUNanbHOW CUCTEMbl 34paBOOXPaAHEHUA B
clyyae nepefayMm UM B YCTaHOBSIEHHOM MopAQKe MOSIHOMOYMA OpraHoB
rocynapcTBEHHOM BnacTn cybbekToB Poccuinckon depepaunmn B cdepe
OXpaHbl 340POBbA, MEAUUVHCKNE OpraHu3aumun, HaxodAwmecA B BeOeHUU
®CUNH Poccnn n ®MBA Poccun (panee - MeguUMHCKME opraHusauum), 3a
BbIMMCKOW NIEKAPCTBEHHbLIX MpenapaToB MO 3aKNYMTENbHOMY ANarHosy u
(MnK) nonyyeHMeM nekapCTBEHHbIX NpenapaTos.

®opma N 06-OP nognexxut npeactaBneHnto B MuHsgpaB Poccuun Ha
OYMaXKHbIX HOCUTENAX U (MNN) B 3NIEKTPOHHOM BuAae C npeacraBrieHneM Ha



9NIEKTPOHHbIX HOCUTENAX UK NMyTEM nepenaym no TeNeKoOMMYHUKaLMOHHbLIM
KaHanam cBA3nM C obAsaTenbHbiM obecnedeHnemM 3awunTtbl MHGOPMaUUn B
COOTBETCTBUM C 3aKOHOAATEeNLCTBOM Poccuimnckon depepaunu.

2. MNpw 3anonHeHnn coopmbl N 06-DP:

B cTpoke 1 "®.N.O. 60nbHOrO" ykasblBalOTCA MOMHOCTLIO haMmnua, UMA,
0T4YeCTBO OOSIBHOrO B COOTBETCTBUM C [OOKYMEHTOM, YOOCTOBEPAIOLMM
NNYHOCTb. 3anuncb "HEN3BECTHO" HE NPOM3BOAUTCA;

B CTpoke 2 "YHUKasnbHbIi HOMEp pPerucTtpoBoM 3anucun" ykasbliBaeTCA
YHUKasNbHbIA HOMEP PEerucTpoBOM 3anucu, NPUCBOEHHbIN MuH3OpaBoOM
Poccum (13 undop);

B cTpoke 3 "OCHOBHOM roCyfapCTBEHHbIA PerncTpaumoHHbIi HOMep
MeOWULUMHCKOW opraHusaumm, BbloaBwen peuenT Ha JNleKapCTBEHHbIN
npenapat" ykasblBaeTCA OCHOBHOW rOCyOapCTBEHHbIA PEerncTpaumoHHbIV
HOMEpP MeOMUMHCKOW opraHu3aumn, BbloaBlUen peuenT Ha JIEKapCTBEHHbIV
npenapar:

B cTpoke 4 "MpeHTudumnkaumoHHbI HOMEp Bpada, Bbinucasllero peuent"
yKasblBaeTCA WOEHTUMPUKAUMOHHBIN HOMep Bpada MO CrpaBOYHUKY,
dopmupyemomy cybbekTom Poccninckon depepauunm;

B cTpoke 5 "CepmAa n HOMep peuenTta" ykasblBalOTCA cepuAa U HOMep
peuenTa no gencteylowen B cybbekTe Poccuinckon denepaunmn Hymepaumm
peLenTos;

B CTpoke 6 "[laTa BbIMUCKM peLenTa’ yKasblBalOTCA COOTBETCTBYIOLWME
BbINncKe peuenTa vncno, mecad, roa (AO0/MM/TTT);

B cTpoke 7 "MexpaoyHapooHoe HernaTeHTOBAaHHOE HauMMeHOBaHue
BbINMCaHHOIrO N1IeKapCTBEHHOro npernapara” ykasbiBaeTCA MeXOyHapoaHoe
HenaTeHTOBaHHOE HauWMeHOBaHMWe JeKapCTBEHHOro npenapara,
npenycMoTPEHHOE NEPEYHEM NEKAPCTBEHHbLIX NpenapaTos;

B CTpoke 8 "BbinucaHHOE KONMYeCcTBO [03 JIeKapCTBEHHOro npenaparta”
yKasblBaeTcA BbINMCAHHOE KONIMYECTBO [03 NIEKApCTBEHHOrO npenaparta B
COOTBETCTBUM C PeELENnTOM;

B cTpoke 9 "Koa TeppuTopunM OTMycKa neKapCTBEHHOro npenaparta no
O6LwepoccuimckoMy KnaccudumkaTopy agMMHUCTPaTUBHO-TEPPUTOPUANbHbIX
obpasoBaHMin" yKasbiBaeTcA Kog Tepputopumn Poccuickon depepaunn (no



OKATO), roe HaxogutcA anTeyHaA v (Mnv) MeguuMHCKaa opraHusauuA,
OTNYCTUBLLAA NEKAPCTBEHHbIN Npenapart;

B cTpoke 10 "OCHOBHOM rocynapCTBEHHbIN PErucTpaumoHHbIA HOMEpP
antTeyHonm un (MNKU) MEeOUUUHCKOW opraHusaumu, OTNYyCTUBLLUEN
NneKapCcTBEHHbIN npenapaTt nNo peuenTy" ykasblBaeTCA OCHOBHOW
rocynapCTBEHHbIM PerncTpaumMoHHbIN HOMEp anTeyHou u (nnu)
MEeOULUMHCKON opraHusauum, OTNYyCTMBLUEN NEKapCTBEHHbIA npenapat (no
OKI10);

B cTpoke 11 "[laTta oTnycka ante4yHom u (Unm) MeouuuHCKON opraHm3aumen
NeKapcTBEHHOro npenapara" ykasblBaeTcA garta oTnycka anTeyHou un (Mnn)
MeOULUMHCKOW opraHusauuein nekapcteeHHoro npenapata (O4/MM/ITTT);

B cTpoke 12 "HasBaHue OTnyweHHOro nekapcTBeHHOro rnpenaparta”
yKasblBaeTCA Ha3BaHMe OTNYLWEHHOro JIeKapCTBEHHOro npenaparta Ha
PYCCKOM A3bIKE;

B cTpoke 13 "Kopg 3abonesanunA no MKB-10" ykasbiBaeTcA kKo 3abonesaHuA
B COOTBeTCTBUM C MexxayHapogHoM CcTaTUCTUYeCKou Knaccudukaumen
6onesHenn N nNpobnem, CBA3AHHbIX CO 300POBbEM (OECATbIN MepecMoTp),
COOTBETCTBYOLWMI KOOy 3ab0oneBaHuA, yKkasaHHOMY B peuenTe;

B CTpoke 14 "d®opma BbiNycka NIEKApCTBEHHOrO cpeactea" ykasblBaeTcA
doopma Bbinycka IEKapCTBEHHOrO npenapaTta B COOTBETCTBUM C PELIENTOM,
MO KOTOPOMY OCYLLECTBSIEH OTNYCK NIeKapCTBEHHOro npenapara;

B cTpoke 15 "[lo3za nekapCTBEHHOro npenaparta, KOAWYECTBO [O03 B
ynakoBke" yka3blBalTCA [go03a W KONMYECTBO A03 B YyMNakKoBKe
NeKapCTBEHHOro npenaparta B COOTBETCTBUM C PelenToM, MO KOTOPOMY
OCYLLECTBJIEH OTMNYCK IEKAPCTBEHHOrO Npenapara;

B cTpoke 16 "Konnm4yecTBO OTNYWEHHbIX MO peuenTy ynakoBOK
neKapCcTBeHHOro npenapara" ykasblBaeTCA KONMMYEeCTBO OTMYLEHHbIX [0
peuenTy YynNakoBOK JIeKApCTBEHHOro mnpenapata B COOTBETCTBUM CO
cBefeHNAMU, yKa3aHHbIMM B pelenTe, N0 KOTOPOMY OCYLECTB/IEH OTMYCK
NeKapCTBEHHOro npenapara (ef. WTyK);

B cTpoke 17 "Kom onepaumun" kop "1" ykasbiBaeTCA Npu BbINUCKE
neKkapcTBEHHOro npenaparta; kog "2" - npu OTNycKke NeKapCTBEHHOro
npenapara; kog "3" - npu BbINUCKE JieKapCTBEHHOro npenaparta v ero
oTnycke; koA "4" - ykasblBaeTcA Npu BHECEHNN UBMEHEHW.



B cnyyae oTcyTcTBMA MHGpOpMaUMM COOTBETCTBYIOWME MOMA He
3arnosHATCA.



