MNPABUTEJBCTBO POCTOBCKOH OBJACTHU
INOCTAHOBJ/IEHUE

ot 28.04.2025 Ne 319

r. PocToB-Ha-/{oHy

O J1eKapCTBEHHOM 00€¢CNEYCHUH OTACAbHBIX KATCTOPHH IPasKAaH
€ UCMOJIL30BAHUEM NICKTPOHHOTO cepTudurara B PocToBckoi od1acTn

B coorBerctBun ¢ ®epepanbHbiM  3akoHOM OT 30.12.2020 Ne 491-®3
«O npuoOpeTeHur OTAENbHbIX BUJOB TOBapoOB, paldOT, YCIyr C HCIIOJb30BAHUEM
DJIICKTPOHHOTO  cepTUdUKaTay, MNpuKazoM MUHUCTEPCTBA  3PaBOOXpaHCHUS
Poccuiickoit ®enepanuu ot 02.11.2024 No 5961 «O0 yTBep)aeHnn MeTognYecKux
yYKa3aHHUI MO0 OCYLIECTBICHUIO UCIIOJHUTEIBLHBIMU OpraHaMu cyObekToB Poccuiickoit
@epepanil  IEpeAaHHBIX TIOJHOMOYHMI 110 OpTraHM3allud OOCCIICUCHMS TPaKIaH,
BKJIIOYEHHBIX B @DenepalbHbI PEruUCTp JIML, HMMEIOUIMX IIPaBO Ha IIOJIY4YECHUE
TOCYJJapCTBECHHOW  COLMAJIBHOW  TOMOIIW,  JIEKAPCTBEHHBIMH  IIpenapaTaMiu
ULl MEJULIMHCKOTO  MPHMEHEHUS,  MEIUIUHCKUMU  HU3ACIUAMH, a  TakKkKe
COCIUAIM3UPOBAHHBIMU TPOAYKTaAMH JICUCOHOTO MUTAHUS Uil ACTCH-MHBAIHIIOB,
B TOM YHCJIE C WCIIOJIB30BAaHUEM JJIEKTpoHHOTO cepTudukara» IIpaBurenbcTBo
PocToBckoli 001acT HOCTAHOBJISAET:

1. YTBepauts IlojoxkeHrne o mopsiake opraHuzauny oOecleyueHus: rpaxiaH,
BKJIIOYCHHBIX B DelepalibHBIM PETUCTP JUI, WMEIOMMX NPaBO Ha MOJYYEHHE
TOCYJApCTBEHHOM  COLUHMAJIBHOW  INOMONIIM,  JIEKAPCTBEHHBIMUA  IIpemaparamu
I MEIHULMHCKOTO  TPUMEHEHHUs, MEIMIMHCKUMHM  HU3ICIUAMH, a  TaKxke
CHELMATM3UPOBAHHBIMU TIPOJIYKTAaMHU JIEHEOHOT0 TWTaHUs i JAeTeH-UHBaJIUIOB
C UCMOJIb30BAaHUEM JJIEKTPOHHOTO cepTudukata B PocToBCKO# 00sacTH, COINIacHO
IIPUIIOKEHUIO.

2. YCTaHOBUTh, 4YTO  YIOJHOMOYCHHBIM  HCIOJHUTEIbHBIM  OPTaHOM
PocroBckoil obsacT 1o opraHu3alu 00eCIiCUEHHS OTACIBHBIX KaTETOPHUM TpaKIaH
JIEKApCTBEHHBIMH IIpENapaTaMu i1 MEIULUHWHCKOTO NPUMEHEHUS, MEAUIMHCKUMU
U3JICTUSIMU, a TakKE CHCIUAIM3UPOBAHHBIMU TMPOAYKTAMHU JICUCOHOTO MUTAHUS
IJ1S1 IETeN-NHBAJIMJIOB C MCIIOJIB30BAaHUEM DJIEKTPOHHOTO cepTtrdukara B PocToBckoi
00JacTH SBJISICTCS MUHUCTEPCTBO 3/IpaBooXpaHeHust PocToBckoit obnactu.
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3. MunucTepcTBy 3ApaBoOoXpaHeHuss PocToBCckoil 00J1acTH  OpraHHU30BaTh
obecricueHNE OTACIBHBIX KAaTETOPUH Tpa)kJaH JICKAPCTBEHHBIMH IIpenapaTaMu
JUISI MEUIMHCKOTO ~ MPUMEHEHUS,  MEAMIMHCKUMHU  M3ACIHSIMH, a  Takke
CHEMATU3UPOBAHHBIMH TMPOAYKTaMHU JI€YEOHOTr0 TWUTAaHUS A JEeTeH-MHBAJIUI0B
C UCIIOJIb30BAaHUEM  DJIEKTPOHHOTO  ceptudukara B  PocToBckoit  oOmactu,
B TOM YHCJIE:

YTBEPAUTh TMEPEUCHb JIEKAPCTBEHHBIX IMIpenaparoB Uil MEIUIMHCKOTO
MPUMEHCHHUS, MEAUIMHCKUX HW3JIeNNNA, a TaKXKE CICIHAIM3UPOBAHHBIX MPOTYKTOB
Je4eOHOro MUTaHWA I JeTeH-MHBAIUIOB, NMPUOOPETAEMBIX C HCIOJIb30BaHUEM
DJIEKTPOHHOTO CePTU(DHKATA;

obecrneunTh MPEAOCTABICHUE MEIUWIIMHCKUMM OpraHu3anusaMu HHGOpMaIuu
rpakJlaHaM O BO3MOXKHOCTH OOECII€UeHHs] JIEKapCTBEHHBIMH IIperapaTaMu
IS MEIMWIMHCKOrO  TMPUMEHEHHS, MEAUIMHCKUMH  M3JEIUAMH, a Takke
CHELHATN3UPOBAHHBIMU IIPOAYKTaMHU JI€YeOHOTO IWUTaHUs A JETeH-MHBAIUIOB
C UCIIOJIb30BAHUEM 3JIEKTPOHHOIO cepTUduKara.

4. HacTosimiee MOCTaHOBJICHHE BCTYMAET B CHJIy CO JIHA €ro O(pHULHUAIBHOIO
oMy OJUKOBaHUS.

5. KoHTpons 3a BBINOJHEHHEM HACTOSIIETO TIIOCTAHOBICHHS BO3JIOXUTH
Ha 3amecTtuTens ['yoepuaTopa PoctoBckoit obmactu [Iyukosa A.B.

Bpemenno ucnoHstonmi 0053aHHOCTH

['y6epnaropa PoctoBckoii obiiactu 1O.b. Citocaps

[TocTanoBjienre BHOCUT
MHUHHCTEPCTBO 3APaBOOXPaHEHUS
PocToBcKkoM o0nacTu



IIpunoxxenue
K IIOCTaHOBJICHUIO
IIpaBuTenbcTBa

PocrtoBckoi obnactu
ot 28.04.2025 Ne 319

I[TOJIOXKEHUE
0 MOPSIIKE OpraHu3aluy o0ecrneyueHus rpaxiaH,
BKJIFOYEHHBIX B DeepaibHbIil PETUCTP JIUL, UMEIOIIUX IIPaBO
Ha MOJIyYEHHE FOCYTapCTBEHHOM COLMAIBHOW MOMOIIH, JIEKAPCTBEHHBIMU
npernaparamu JJjis MEIUIMHCKOTO MPUMEHEHUS, METUIUHCKUMU U3JIECIUSIMH,
a TakKe CIeHATU3NPOBAHHBIMU MPOAYKTAMH JI€YEOHOTO NUTAHUSA [/ ACTEH-
WHBAJIMJIOB C UCIIOIb30BAaHUEM 3JIEKTPOHHOTO cepTudukara B PoctoBckoii obnactu

1. Hacrosuiee Ilomoxxenne YCTaHABJIMBAECT MOPSIAOK OpraHu3alnuu
obecrnieueHUsl T'pakJaH, BKIIOUEHHBIX B DenepanbHblii PEruCTP JIMI, HMEIOIIHNX
IIPaBO Ha MOJIyYEHHUE I'OCYJIapCTBEHHOW COLIMAJIbHOW MNOMOIIM, U HE OTKA3aBIIHUXCS
OT IOJIyYEHHs COLUAILHOMN YCIIyTH, IPEIyCMOTPEHHOM MyHKTOM 1 yacTu 1 cratbu 62
®enepanpHoro  3akoHa oT  17.07.1999 Ne 178-®3 «O rocyJaapCTBEHHOU
COIIMAJILHOM moMoIImn» (Janee Takke — DemepalbHBIA PETHCTP) JCKAPCTBEHHBIMHU
npenaparaMmd g MEIULUHCKOTO MNPUMEHEHUA, MEIUIMHCKUMH U3JCIUSIMH,
a TaKXKe CleLMAIM3MPOBAHHBIMU  TIPOJYKTAaMHU JIeYeOHOTr0 NUTaHWA IS JIeTei-
WHBAJIUJIOB C MCIIOJIL30BAHUEM D3JIEKTPOHHOTO cepTtudukara B PocToBckon objactw,
B TOM WYHCJIE TIPEJOCTABJIICHUS TPaXIAHUHOM 3asBiieHus Ha obecrieuenve
JIEKapCTBEHHBIMHU IIpenapaTaMu Jyisi MEIULMHCKOTO TPUMEHEHHS, MEIUIIUHCKUMU
U3JEIMAMH, CIIELMAIM3UPOBAHHBIMU HPOJLYKTAMH JI€4EOHOr0 NMUTAaHMs JUIS JIeTe-
WHBAJINAJIOB C UCIIOJIB30BAHUEM BJIEKTPOHHOTO cepTu(dukara.

2. I'paxxpane, BkiIOueHHble B DenepanbHblii PETMCTP JIML, WMEKT IIPaBO
Ha oOecrieyeHue JICKAPCTBEHHBIMU IIperiapaTaMmy i MEIULUHCKOrO IPUMEHEHNS,
MEIVWLIUHCKAMH  M3ACIMSIMHU, a Takke CHEelUaIu3UPOBAHHBIMU  I[POAYKTaAMU
Je4eOHOro nuTaHds JUiA  JIeTeH-MHBAIUIAOB C HWCIIOIB30BAHUEM 3JIEKTPOHHOIO
ceprudukara.

3.TomoBoii 00BEM CpeiCcTB, HA KOTOPBIM TPAXKIAHUH MOXKET TOJYUUTh
JEKApCTBEHHBIC TMpenapaThl Uil MEIUIMHCKOTO TPUMEHCHHS, MEIULHUHCKHE
U3MIENNs, a TaKXE CICIUATU3UPOBAHHBIC MPOAYKTHI JICUEOHOTO TTUTAHMS IS JICTCH-
WHBAJIUJIOB C WCIIOJIB30BAHUEM 3JIEKTPOHHOTO cepTU(UKATa, OMPENEIACTCS UCXOS
W3 HOpMaTHBa (PMHAHCOBBIX 3aTpPaT B MECSI] HA OJHOTO T'paKJaHWHA, OTYyYAOIIErO
TOCYIapCTBCHHYK0  COLMAJIBHYK) TIOMOILIb B  BHAE COLMAIBHOM  YCIIYIH,
ycraHoBJicHHOTO [[paBurenscTBoM Poccuiickoit Deneparinm.

4. JlexapcTBEHHbIE NpenapaThl JJisl MEAULIMHCKOTO MPUMEHEHH S, METULIUHCKUE
U3NENNs, CHECHUAIN3MPOBAHHBIE TIPOAYKTHl JICUEOHOTO THTAHUS IS JICTCH-
WHBAJIUJIOB HA3HAYAIOTCA TpaXaaHaMm, OOpaTUBIIMMCS MO MECTy >KUTEIbCTBA
WU TIPUKPEIUICHUS B MEAWIMHCKYIO OpPTaHM3allii0, OKa3bIBAIOIIYI0 TEPBUYHYIO
MEIUKO-CAaHUTAPHYIO [OMOILb.
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[Ipu oOpatieHuy rpaxaaHuHa B MEAUIIMHCKYIO OPTaHM3aIlMIO JICUAlllui Bpad,
OCYIIECTBIISIIOIINMN IPUEM:

Ha3HayaeT JICKAPCTBEHHbIE MpenapaTbl sl MEIUIMHCKOTO MPHUMEHEHUS,
MEIUIUHCKAE W3/eNWs, CHEeIHATU3UPOBAHHBIE MPOAYKTHl JIeYEOHOTO MMUTaHUSA
TS IeTe-uHBAIUA0B W oQopMiIsieT pelenTypHbld OJIaHK B COOTBETCTBUU
C JEUCTBYIOIUM 3aKOHOAATEIbCTBOM;

UH)OPMUPYET TpakAaHWHA O BO3MOKHOCTH OOECIEUCHHs JIeKapCTBEHHBIMU
npenaparaMyd  Ijd MEIHUIMHCKOTO MNPUMEHEHUSA, MEIUIMHCKUMH HW3ACIUSIMH,
a TaK)Ke CIICIIMAIM3UPOBAHHBIMIA TIPOAYKTAMH JIEUEOHOTO MHUTaHUA ISl JIeTei-
WHBAJIUJIOB C UCTIOJIB30BaHUEM DJIEKTPOHHOTO cepTh(duKara.

5. 3adBiIeHUE HA MOJYYECHHE COUHAIBHON YCIAYTM ¢ HCIOJIb30BAHUEM
3JEKTPOHHOTO cepTudHKaTta (Janmee — 3asgBJICHHE) IOJAeTCS TIPaKJaHHHOM,
BiIoueHHBIM B DexpepanbHbli  peructp (ero 3aKOHHBIM IPEJACTABHUTENIEM),
B MUHHUCTEPCTBO 3ApaBoOXpaHeHHs PocToBckoil o0nacTh dYepe3 METULUHCKYIO
OpPraHu3alMi0 [0 MECTY JKUTEJIbCTBA WM NPUKPEIUVIEHUA, OKa3bIBAIOILYIO
MEPBUYHYIO0 MEIHKO-CAHUTAPHYIO TOMOIIb, B TOM YHCJIE MPH HATUYUU TEXHUYECKOM
BO3MOXHOCTH C HCTIOJIb30BAHUEM benepanbHOI roCyJapCTBEHHON
nH()OPMAIIMOHHON cUCTEMBI «EAUHBIN TTOPTaNl rOCY1apCTBEHHBIX M MYHULIMIAIBHBIX
yeayr (QyHKui)» (ganee — equHbBIN MOPTai), B OTHOUIEHUH KaXJ0Tr0 Ha3HAYEHHOTO
0 PpEUenTy JEKapCTBEHHOro Ipemnapara il MEJUUMHCKOrO IPUMEHEHUS,
MEIUIUHCKOTO M3JeIus, CHELUAIU3UPOBAHHOTO TMPOAYKTa JIEYEOHOTO NHUTaHUsA
JJISL AeTeN-NHBAJINI0B.

6. 3asBiieHUE JOJLDKHO COHAEPKATH CIASIYIOIIUE CBEICHHUS:

dbammwiisg, wuMsa, oTdyecTBO (II[PM HAIMYMK) TpaxJaHuHa, BKIFOYEHHOTO
B DenepanbHbIi PErucTp;

aJpec PErucTpanvy TPpaxIaHWHA, BKIOYEHHOTO B DenepanbHbld peructp,
10 MECTY JKHTEJILCTBA WIIH 110 MECTY NMPeObIBaAHNS,

CTpaxoBOMl HOMEP HHAMBUAYAJIbLHOIO JIMIIEBOI'O CYETAa TI'paxkiaHuHa,
BKJIIOUeHHOTO B DejyepanbHblid PErucTp, B CHUCTEME 00S3aTE€IbHOTO MEHCHOHHOTO
CTpPaxOBaHMUS;

HOMED T10JI1ca 0043aTETBHOTO MEIMITUHCKOTO CTPaXOBaHUS,

aOOHEHTCKUM HOMEpP TIpaxianuna, BkiItouennoro B depepaiibHbll pEeructp
(ero  3aKOHHOTO  TPEACTABUTENSA), BBUICIICHHBIA  ONEPATOPOM  MOJBUXKHOU
paauoTeseoHHoMl CBA3M (IIPU HAIUYNN);

HOMEP HAIMOHAIBHOTO TIATCKHOTO MHCTPYMEHTA TPaXkJJaHUHA, BKIFOYEHHOTO
B DenepalibHBIN PEerucTp (€ro 3aKOHHOTO UJTH YITOJTHOMOYCHHOTO TIPEACTABUTEIIS);

HOMEp peLenTa.

7. MUHHUCTEPCTBO  3ApaBOoOXpaHeHHsT PocTOBCKON o00JacTh TMOCPEACTBOM
CUCTEMBI  MCYKBCIOMCTBEHHOTO  JJICKTPOHHOTO  B3aMMOJICUCTBUS  TEPEHACT
B TOCYJapCTBCHHYI0 HWH(pOpMaIlMoHHYI0 cucteMy «EauHas I1ICHTpaM30BaHHas
nudpoBas miarpopma B COIUAIBHOU cdepe» B CPOK, HE NPCBBLIMIAIONIMNA CCMHU
paboumx JHEHM, cO [HS TIOJA4YW 3adBJICHUS TPaXJaHUHOM, BKIIOUCHHBIM
B DenepalibHBIN pEerucTp (€ro 3aKOHHBIM TIPCICTABUTEIICM) CJICAYIOITUC CBCACHUS:

CBCICHHS, YKa3aHHBIC B 3asSBJICHUM B MOANyHKTax 1, 3, 5 m 6 myHkra 6
Hactosiero [Hopsiaka;
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JaThl Ha4aJla U OKOHYAHUS ICUCTBUS DJIEKTPOHHOTO CEPTUDHKATA;

uH(pOpMALIMI0O O MHMHHCTEPCTBE 37paBooxpaHeHus PoctoBckoil o0nacTy,
BKJIFOYAIOILYI0O KOJ| MU HAaMMCHOBAHME B COOTBETCTBUHU C PEECTPOM YUACTHUKOB
OIOPKETHOTO MpOoLIecca, a TAKKE IOPUANYECKUX JIHL, HE ABIAIOMIMXCA YYaCTHUKAMU
OIOPKETHOTO Mpolecca, HICHTU()PUKAUMOHHBIH HOMEpP HANOrOIUIATENbIINKA U KOJ
MPUYMHBI MOCTAHOBKHU HA YYET B HAJIOTOBOM OPraHe;

OpeleIbHyl0  CTOMMOCTh  €AMHMIBI  (MPEAENbHbI  pa3Mep  OIUIAThI)
JEKapCTBEHHOIO TIpernapara [ MEAULUHCKOTO IMPUMEHEHHS, MEIULIMHCKOIO
U3JIENNs, a TAKXKE CIEUUaTU3UPOBAHHOTO MPOAYKTa Je4eOHOTro NUTaHUS s AETei-
WHBAJIWJIOB, KOJIMYECTBO E€AMHUIl JICKAPCTBEHHOIO Mpemnapara Uisi MEIULHUHCKOIO
NPUMEHEHHS, MEAULUMHCKOTO H3JCNIHs, a TaKXKe CIEeHUAIN3UPOBAHHOIO MNPOJIYKTa
Je4eOHOr0 TMTaHUA [ JeTeW-WUHBAIMAOB, KOJ JIEKAPCTBEHHOrO Mpemapara
JJI1 METMUHCKOI'O TIPUMEHEHHS, MEAULIUHCKOTO H3JEUd, CHelUaIu3upOBAHHOTO
OpOAyKTa  Je4eOHOro  muTaHus  JJI9  JeTel-MHBAIMAOB,  BKJIIOYEHHOI'O
B COOTBETCTBYIOIIMIA  NEPEYEHb, MPEAYCMOTPEHHbIH 4YacThio 6 cratbu 3
®enepanpHoro 3akoHa ot 30.12.2020 Ne 491-d3 «O npuoOpeTeHHH OTAEIbHBIX
BUJIOB TOBAPOB, PabOT, yCIYT C UCIOJIH30BAHUEM ICKTPOHHOTO CEpTU(UKATAY.

8. CBegeHua, pa3MelleHHbIE B TOCYAapCTBEHHON WMH(DOPMALIMOHHOW CHCTEME
«Enunas neHtpanm3oBanHas 1nudpoBas IwiardopmMa B CONHAIBLHOH cdepe»
noctynatoT B [ocymapcTBeHHYO HMHGOPMAIMOHHYIO CHCTEMY JJICKTPOHHBIX
ceptudrKaTOB B MOpAIKe, ycTaHOBIeHHOM Ilonoxxennem o ['ocygapcTBeHHOMN
WH)OPMAIIMOHHOW  CHCTEME  J3JIEKTPOHHBIX  CEPTU(PUKATOB,  YTBEPKIACHHBIM
nocranoniienvem IIpaBuresibctBa Poccuiickoit @enepanuu ot 23.04.2021 Ne 630
«O T'ocynapcrBennoit nbopMalOHHON CUCTEME JIEKTPOHHBIX CEPTUPUKATOBY.

9. MunucrepctBo  31paBooxpanenusi  PocroBckodt  obiactu  1osrydaer
undopmanrio 0 GOPMUPOBAHUU DIEKTPOHHOIO cepTU(dUKATA, IPUCBOCHHOM €My
pervcTpalimoHHOM HOMEpe (Jlajlee — HOMEp DJJEKTPOHHOTO ceprudurkara)
1HOCPEICTBOM roCy1apCTBEHHOU VH(POPMAITMOHHOMN CUCTEMBI «Ennnas
IeHTpaIn30BaHHas muppoBas miaTdopma B COUaIbHOM cheper.

10. MunucrepcTBO 3ApaBooxpaHeHrss PocToBckoi 001acTH, MOJTyYUB HOMEP
3JIEKTPOHHOTO cepTudUKaTa, B CPOK, HE NPEBBbILAIOIMMNA TpeX padouux JHEeH,
dbopmupyer pacropsbkenue (3asBKy Ha KacCOBBIM pacxoi WIA ILIATEXKHOE
Hopy4eHue), Ha OCHOBAHMM KOTOPOTrO OOECIIeUMBAETCS HaIPaBIIEHHE JIEHEXKHBIX
CPEICTB 110 DJIEKTPOHHOMY CEepTU(UKATy, W HaIPaBJIIET €€ B MHHUCTEPCTBO
¢uHancoB PocToBckoil o0macTu sl MOCHEAYIOUIECTO HAIpaBICHUS IIIATEKHOTO
TOKyMEHTa B YrpasieHue PeaepalbHOr0 Ka3HayehcTBa o PocToBCcKo 001acTy.

11. MunnctepcTBO 3ApaBooxpaHeHUs POCTOBCKOM 001acTH B TEUEHUE OJTHOTO
pabouero OHA €O JHS MOJdydeHus uHGOpMaluu OO0 HMCIOJHEHUH PaCIOPSKEHUS
(3aBKM Ha KacCOBBIM pacxoj WIHM IUIATEKHOE MOPYUYEHHUE) CTaTyca 3JIEKTPOHHOTO
ceprudrkaTa «aKTUBUpPOBaH» U3 [ocymapcTBeHHONW HWHOOPMALIMOHHONW CHCTEMBI
AIICKTPOHHBIX CEPTU(HUKATOB MEPEIACT CBEACHUS O (POPMHUPOBAHUHU HJICKTPOHHOTO
cepruukara, cojepKammecs B TOCYIAPCTBEHHONW WH(MOPMAIMOHHOW CHCTEME
B c(hepe 3apaBooxpaHeHusi PoctoBckoii obnactu, B denepalibHblil perucTp rpaxiuaH,
MMEIOLIHX IIPaBo Ha oOecTicueHHE JEKapCTBEHHBIMHU npenapaTtaMu



U1l MEAUUMHCKOTO ~ NPUMEHEHHs, MEIMIMHCKHMMH  M3JCIUsAMH, a  TaKkKe
CHELMATM3UPOBAHHBIMU TIPOJYKTaMH JIEYEOHOTO TIMTaHus 3a CYET OFOIKETHBIX
accurHoBaHuM (enepanpHOro OrokeTa U OromkeToB PocToBckoi oOmactu,
a TAK)KE OCYIIECTBIIACT MH(pOpMHUpPOBaHUE rpak/IaHWHA, BKJTFOUEHHOTO
B DenepanbHblil peructp, o chHOpPMUPOBAHHOM DIJIEKTPOHHOM cepTu(duKare, ero
HOMHHAJIC U BO3MOXHOCTH €TI0 MPUMCHCHUS, C UCTOIb30BAaHUCM JTUYHOTO KabUHETa
€AMHOr0 IopTajla WIA IIOCPEACTBOM BbIJIAYM TPAXKIAHMHY, BKJIIOUYECHHOMY
B ®DenepanbHblil peructp (ero 3aKOHHOMY NPEICTABUTENIO) BBIMUCKH M3 pEECTpa
3JIEKTPOHHBIX CEPTUHUKATOB HA OYMaXHOM HOCHUTEJE, IMOIIIMCAHHOW YCHJIEHHOU
KBATU(DUIIMPOBAHHON 3JIEKTPOHHON MOJMUCHI0 YIMOJHOMOYEHHOTO Ha MOJMUCAHUE
TaKOTO JTOKYMEHTA JOJKHOCTHOTO JINIIA.

12. DnekTpoHHBINA cepTUdUKAT ACHCTBYET HE Ooyiee CpoKa JEHCTBUS pELEITa
Ha JIEKapCTBEHHBIE Mpenaparbl IS MEAULIMHCKOrO IPUMEHEHWA, MEJAULMHCKUE
U3JIEeNNA, a TAKKE CIEIUAaTU3UPOBAHHBIE MPOAYKTHI JIEUeOHOTO MUTAHMS AJIA JIETeH-
WHBAJIUJOB.

13. I'pasknanuH, BKIHOYEHHBIA B DeaepalibHbId PErUCTp, BIpaBe OTKA3aThbCs
OT NMPUOOPCTEHUST JICKAPCTBCHHBIX MPCHApaToB Il MCTUIMHCKOTO TNPUMCHCHUSA,
MEIVMLIUHCKAX W3JIEJIMA, a TaKke CIEeHUAIIM3UPOBAHHBIX IPOJIYKTOB JIeueOHOIO
OUTAHUS JUIsl AETeW-WHBAJIMJOB C HCIOJb30BAaHUEM JJIEKTPOHHOTO CcepTUdHUKaTa
B TCUCHUE CPOKa €ro ACHCTBHS, B OTHOIIEHWH KaXKIOTO HAa3HAYEHHOTO MO PELENTYy
JEKapCTBEHHOIO TIpernapara [ MEAULUHCKOTO IMPUMEHEHHS, MEIULIMHCKOIO
U3NIENNs, CICHHAIIM3UPOBAHHOTO TIPOAYKTa JIEYEOHOTO MNHUTaHUS ISl JIETEH-
WHBAJIUJIOB, IIOCPEACTBOM IMOJA4Yu 3asBICHUA 00 OTKaze B NPHOOPETECHUU
JEKAPCTBEHHBIX MpPENapaToB [ MEAMIUHCKOTO MPUMECHEHUS, MEAUIMHCKUX
W3JIEIIMH, a TAKXKE CIEHUAIN3UPOBAHHBIX IMPOAYKTOB JIEUEOHOT0 MUTAHUS JIJIs JIeTe-
WHBAJUAOB, B MHUHUCTEPCTBO 3/paBooxpaHeHuss PocToBckoii obOmactu uepe3
MEIVLIUHCKYI0 OpPraHu3aludid 110 MECTy JKUTEIIbCTBA WM  IPHUKPEIUIEHUs,
OKa3blBAIOIYI0 MEPBUYHYK) MEIUKO-CAHUTAPHYK) TMIOMOILIb, B TOM YHCIIE
IpU HATUYMH TEXHUUECKON BO3MOKHOCTH C UCTIONB30BAHUEM EMHOTO MOPTAaa.

14. MuHuCcTEPCTBO 31PaBOOXPAHCHUSA PocroBckoit objacTu
JJ1s1 OCYUIECTBIICHUSI BHECEHUSI U3MEHEHHUSI B PAHEE CO3/IaHHYIO 3aIIUCh AJIEKTPOHHOTO
ceprudukata (manee — OJOKHUPOBKA HSICKTPOHHOTO cepTH(HUKATA) TMOCPEACTBOM
CUCTEMbl  MEXBEJOMCTBEHHOI'O  JJIGKTPOHHOI'O  B3aUMOJICUCTBHUS  IEpeaaet
B FOCYJIapCTBCHHYI0 HMH(POpMalMOHHYIO cucTteMy «EauHas ULEeHTpaau30BaHHas
uugporas mnargopma B colMAIbHONM cdepe» AN NOocleAyrIlled mnepeaadu
B ['ocy1apCcTBEHHYI0 MH(POPMAIIMOHHYIO CHCTEMY DJICKTPOHHBIX CEPTU(PHKATOB
B YCTAHOBJIEHHOM TIOpSJKE CBEACHHUS 00 OTKa3ze TIPaKJaHWHA, BKIIOUYEHHOTO
B Dejlepaiibiblil  perucTp, OT OPHOOpPETEeHHs  JIEKAPCTBEHHBIX  IIPEIapaToB
TSl MEJULIMHCKOTO PUMEHEHUS, METULIMHCKHUX U3JIETINH, a  TaKxe
CHELMATM3UPOBAHHBIX IPOAYKTOB JIEYEOHOTO THTAaHWUS IS JIETEN-UHBAJIUIOB
C UCTIOJB30BAHUCM  DIICKTPOHHOTO cepTU¢HUKATa Ha OCHOBaHUM OOpalicHUs
rpakiaHWHa, BKIOYeHHOTO B DepepanpHblii  peructp (€ro  3aKOHHOTO
MPEICTABUTENS) B CPOK, HE TO3AHEE CICAYIOUICIO padoyuero AHs MOCIC MOTYUYCHUS
TaKOTO OOpaIeHHS.



15. MunuctepcTBo  3apaBooxpaHeHus PocToBckoit  oOnactu  mosydaer
uHpopMalMlo O  OJOKUPOBKE  JJIEKTPOHHOro  ceprudukata  MOCPEICTBOM
TOCYJJapCTBEHHOW HMH(POpMAIIMOHHOM cucTeMbl «EauHas  1eHTpamu3oBaHHAas
uugponas argopma B collalibHOM chepen.

16. MunnctepcTBO 3ApaBooxpaHeHus POCTOBCKOI 001acTH B TEUEHUE OJTHOTO
pabouero JAHs MEpelaeT CBEACHUs O OJIOKMPOBKE DIIEKTPOHHOTO cepTuduUKaTa,
coIepXxalmecs B TOCYJAapCTBEHHOM MWH(OpPMAlMOHHONW cuUCTeMe B  cdepe
3npaBooxpaHeHus: PoctoBckoil o6mactu, B DenepalbHblii pEerucTp rpaxkiaa,
UMEIONIMX  1IPaBo Ha  o0ecrieuenue  JIEKAPCTBEHHBIMH  IIperiaparamu
TSl MEJULIMHCKOTO IIPUMEHEHHS, MEJIMIIHHCKUMH W3EIIHSIMU
Y CIIEUUAJIM3UPOBAHHBIMU TIPOAYKTAMHU JIEUEOHOIO NHUTaHUs 32 CcuUeT OROIKETHBIX
ACCUTHOBaHUH (enepanbHOTO OrO/UKETa M Oro/KeTa POCTOBCKOM 0051acTH, a Takke
OCyLIeCTBJISIET WH(pOPMUpOBaHKWE Tpa)KIaHWHa, BKIHOUYEHHOro B DenepalibHbIN
perucTp, o OJOKUPOBKE JJICKTPOHHOTO CepTH(UKATa ¢ HCIOIB30BAHUCM JIMYHOTO
KabmHeTa €QWHOro IMopTaja (Opy HAINYHH TEXHHUYECKOM  BO3MOKHOCTH)
WJIM TIOCPEICTBOM BBIJIA4YM TPAaKJaHHHY, BKIOUCHHOMY B DeaepanbHbI perucTp
(ero 3aKOHHOMY MPEACTABUTEIIO) pEIICHUs O OJIOKHUPOBKE AJICKTPOHHOTO
ceprudUKaTa U3 peecTpa IIICKTPOHHBIX CEPTHU(PUKATOB Ha OyMaKHOM HOCHTEIIE,
MOAMMCAHHOM  YCHJICHHOM  KBaJU(UIMPOBAHHOM  BJIEKTPOHHOH  MOJMHUCHIO
YIOJITHOMOYEHHOTO Ha MOANMCAaHNE TAKOTO JOKYMEHTAa JOJKHOCTHOTO JIUIIA.

17. MunuctepcTBO  31paBooxpaHeHus PocToBckodl  o6nactu  mosydaer
undopmanmio o ¢pakTe NpuoOPETeHUs rpakIaHuHOM, BKIIOUeHHBIM B DepepalibHbIi
PErucCTp, JIEKApCTBEHHBIX MpPENaparoB Uil  MEIWLHMHCKOIO  IPUMEHEHUS,
MEIVMLIUHCKAX W3JIEJIMA, a TaKke CIEeHUAIIM3UPOBAHHBIX IPOJIYKTOB JIeueOHOIO
NUTAHUS JUISl JACTCU-WHBAIUIOB C HCIOJBb30BAHUCM JJICKTPOHHOTO CcepTU(HUKaTa
1HOCPEICTBOM roCy1apCTBEHHOU VH(POPMAITMOHHOMN CUCTEMBI «Ennnas
[CHTPAJIM30BaHHAs U poBas maThopma B COLUATBEHOM ceper.

18. MuHuctepctBo 3ApaBooxpaHeHus PocToBckod o00macTh  yBEIOMIISET
rpakJIaHWHa, BKIKOYEHHOrOo B  DeacpanbHbli  peructp (€ro  3aKOHHOTO
IIPEACTABUTENA), HA €OHHOM IopTane (MpH HAIWYUH TEXHHUYECKOM BO3MOKHOCTH)
W HampaBJisieT cBeleHus B DenepanbHBI PErUCTp TpPakIaH, HMEIOIIHUX TPaBO
Ha obecrieyeHne JIEKapCTBEHHBIMU IIpernaparamu s MEOULMHCKOTO MPUMEHEHUS,
MEIUUIUHCKUMHA H3ICAUSIMUA ¥ CHEHHAIM3UPOBAHHBIMU TPOAYKTAMH JIEUEOHOTO
NUTAHUS 33 cYET OIOKETHBIX aCCUIHOBaHWH (eaepanbHOro Orwomxera U Oroaxera
PoctoBckoit obOmactu, © QakTe MNPUOOPCTCHUS JICKAPCTBCHHBIX IMIpPCMapaToB
TSl MEJULIMHCKOTO PUMEHEHUS, MEIHULMHCKUX  H3JEIUH, a  TaKxe
CHELMATM3UPOBAHHBIX IPOAYKTOB JIEYEOHOTO THTAaHWUS IS JIETEN-UHBAJIUIOB
C UCMOJIb30BAaHUEM JJIEKTPOHHOIO CEpPTH(PUKATa B TEUEHHE OJHOrO paboyero gHS
CO JIHS €ro IPUHSTHUS.

19. OnnaTta neKapCTBEHHBIX NpenaparoB Uil MEAWLUHCKOTO TNPUMEHEHUS,
MEIVMLIUHCKAX W3JIEJIMA, a TaKke CIEeHUAIIM3UPOBAHHBIX IPOJIYKTOB JIeueOHOIO
NUTaHUS NI JACTCH-UHBAIMIOB OCYIICCTBISCTCS HA OCHOBAaHWUM CBEICHUM,
COIepXKalIUXCs B JJIEKTPOHHOM cepTudukare, B pasMepe, He MPEBBIIIAIOIIEM
NPEACIbHYKD CTOMMOCTh  JIEKAPCTBEHHBIX IPENApaToB UIi  MEIWLIMHCKOTO
MIPUMEHEHHUS, MEJUILMHCKUX HU3JIeNNNA, a TAKXKE CICIHATU3UPOBAHHBIX MPOIYKTOB
Je4eOHOTO THUTaHHusS IS JACTCH-UHBAIUIOB, YCTAHOBJIECHHOHW B HSIIEKTPOHHOM
ceprudukare.



20.B ciydae, €CIn CTOUMOCTD JIEKAPCTBEHHBIX IIPENapaToB
TSl MEJULIMHCKOTO PUMEHEHUS, MEIHULMHCKUX  H3JEIUH, a  TaKxe
COEMAIM3UPOBAHHBIX MPOAYKTOB J€4eOHOro MHUTaHUs JUIsl JE€TeH-MHBAIUIIOB,
OpuOOpeTaeMblX C HUCHOJB30BAHUEM JJIEKTPOHHOTO CepTU(UKATA, MPEBBIIIACT
IPEACIBHYKD CTOMMOCTh  JIEKAPCTBEHHBIX IPENapaTroB Il  MEIULHUHCKOIO
IMPUMEHEHHUS, MEIULUMHCKUX W3JIEJIMHA, a TAKKE CICHHAITH3UPOBAHHBIX MPOIYKTOB
71e4eOHOTO MHUTAaHMWS Uil JIeTeH-MHBaJIUAOB, YCTAHOBIEHHYID B DJIEKTPOHHOM
ceprudukaTe, rpaxaaHUH, BKIOUEHHbIM B DenepaibHblil peructp (ero 3aKOHHBIN
NpeICTaBUTENb), BIPABE OCYIIECTBUThH JOMUIATy OO0 UX (HaKTUUECKOW CTOMMOCTH
3a c4eT COOCTBEHHBIX CPECTB.

21.B ciydae, €CIn CTOUMOCTD JIEKAPCTBEHHBIX IIPENapaToB
JU1s1 MEJULIMHCKOTO IIPUMEHEHHS, MEJIUIMHCKUX  H3JEIuH, a  TaKxe
CHELMAIIU3UPOBAHHBIX IPOAYKTOB JE€4eOHOro MHUTAaHUs Uil JEeTeH-UHBAIUJIOB,
IpUOOpPETaeMbIX C HUCIOIb30BAHUEM BJIEKTPOHHOIO cepTU(UKaTa, HUKE MPEeAeIbHON
CTOMMOCTH  JIEKAPCTBEHHBIX [pPENapaTtoB Uil MEJULHMHCKOTO IMPUMEHEHUS,
MEAULMHCKUX U3JeIUi, a TakkKe CIEeLHATU3UPOBAHHBIX IPOAYKTOB JE4eOHOIo
NUTAaHUS A JACTeH-WHBAJIMJOB, YCTAHOBJICHHOW B 3JIEKTPOHHOM cepTU(UKATE,
rpakJAaHWH, BKIIOUCHHBIN B dDeaepanbHbiii perucTp (ero 3aKOHHBIM MPEICTABUTEND)
OCYLIECTBJISIIOT OIUIATy IO MX (pakThyeckod croumoctu. PaszHuna Mexay
(aKTHUYeCKON CTOMMOCTBIO M YCTAHOBJICHHOW B 3JEKTPOHHOM cepTUduUkarte
IPEACIBHON CTOMMOCTBIO JIGKAPCTBEHHBIX IPENaparoB i MEIULIMHCKOIO
IIPUMEHEHNS, MEJULMHCKUX H3JEINN, a TAKXKE CICHHATH3UPOBAHHBIX NPOLYKTOB
Je4eOHOoro  nuTaHus  JUIsS JIeTEN-UHBAJIUIOB, TpPaXJaHUHY, BKIIOYEHHOMY
B Dejiepaibiblil peructp (ero 3aKOHHOMY MPEICTABUTENIO), HE BO3MEILIACTCS.

Havanesnuk ynpasienus
JTOKYMEHTAIIMOHHOTO 00eCIIeueHUS
[IpaBuTenscrBa PocToBCKOM 001acTH [~ A.B. JlemujioB



