NPABUMTEJBCTBO
AMYPCKOMH OBJACTH

IMMOCTAHOBJIEHHE
3103 1045 Ne o444

r. bnaroBeuicHck

06 yreepxaeHud [lopsaka OpraHu3alyy 00eCeueHUs IPaX/iaH, BKIIIOUCHHBIX B
deepatbHBIH PETHCTP ML, KMCIONINX [IPABO HA IOMYYEHHE OCYAapCTBCHHOM
COLANBLHOM IIOMOIIH, JTIEKApCTBEHHBIMH IIpenapaTaMy JJ11 MEAHIIMHCKOTO
IpYUMEHEHHS, MEAULIMHCKAMH H3JETTHAMH, a TAKKE CIIENHATH3HPOBAHHBIMU
MPOAYKTAMY JIeueOHOr0 MATAaHUS ATl JeTeH-HHBATM/IOB C UCTIOIB30BAaHHEM
3NEKTPOHHOTO cepTH(UKATA Ha TEPPHTOPUH AMYPCKOH 001acTH

B cooteercTBun ¢ ®enepanbHbiM 3akoHOM oT 17.07.1999 Ne 178-@3
«O TOCYIapCTBEHHOM COLMANBHOM oMoy, PeaepanbHbIM 3akoHOM OT 30.12.2020
Ne 491-®d3 «O upuolGpeTeHMH OTICIBHRIX BHIOB TOBapoB, padoT, ycoyr ¢
HCIIONB30BAHUEM JNIEKTPOHHOTO cepTudukara» [IpaBuTenscTBO AMYypPCKOH obnacTu
NOCTAHOBJAAET:

1. Vrepaurs npunaraemeiii Ilopsiqok opraHuzaiuu odecmieueHMs IpaX]aH,
BKIIIOYCHHBIX B DenepanbHBIH PErHCTp JHI, HMEIOLIMX IIpaBO Ha IOIYYECHHC
TOCYJApCTBEHHOM COITHANBHOM IIOMOIUM, JIEKAPCTBEHHBIMH MperapaTaMH [yis
MEJHIMHCKOTO  TNPHUMEHEHHs,  MEIWUMHCKMMH  H3IEIHAMH, &  TaKxXe
CIELHATH3NPOBAHHBIMHY TIPOIYKTAMH J1I€4€OHOTO THMTaHHUA AJs JETEH-WHBANUNOB C
HCIIOIB30BAHUEM IIEKTPOHHOTO CepTH(HHKATA Ha TEPPUTOPHH AMYPCKOH 0bmacTH.,

2. KouTpons 3a MCIOMHEHHEM HACTOSIIErO IMOCTAHOBJIEHHS BO3JIOXKHTL HA
3aMecTUTeNs npeacenarens [IpaBurenscTBa AMYPCKOH OOMacTH — MHHMCTpA
3apaBooxpaHeHus AMypckoit o6nactu JleonteeBy C.H.

3. Hacrosmee nocTaHOBIIEHHE TIOMIEKHUT OPUIIHATEHOMY ONyOIMKOBaHUIO HA
«OduruanpbHOM HHTEPHET-NOPTANIE PABOBOH HHMOPMAIIN» (WWW.PIavo.gov.ru) u
pasmemnennio Ha IToprane IlpaButenscTBa AMypckoit obmactu B HHOOPMALMOHHO-
TeIeKOMMYHHKAIIHOHHOH cetn UHTepHeT (Www.amurobl.ru).

I'yb6epuartop
AMypckoi obsacTi




IIpunoxenue

YTBEPXJIEH

nocraHoBneHueM [IpaBurenscTaa
AMypckoi obnactu

ot 34.03 JodtS” Neolh &

[opsanmox
OpraHH3alMH O0ECIEUCHUSI IPaXIaH, BIUTFOUCHHBIX B DeepanbHblil perHCTp I,
MMEIOIIUX NPaBO Ha MOTYYEHHE FOCYIAPCTBEHHON COLIMAIbHOW TOMOILIH,
JIEKapCTBEHHBIMH MPENAPaTaMH IS MEIUIIMHCKOTO IPUMEHEHHS, MEANITUHCKUMHU
U3JCIHAMH, a TAKXKE CIIENHATH3UPOBAaHHBIMU NIPOAYKTaMH JIe4eOHOT0 TUTAHUA AJIA
JCTeH-HHBATHIOB C UCTIONb30BAHUEM JEKTPOHHOTO CEPTH(HKATA HA TEPPUTOPHUHA
Amypckoit obnactu

1. Hacrosimmii ITopsaok onpeaenser MEXaHU3M NPEIOCTABIICHHS TPaXKIaHaM,
BKIIIOYECHHBIM B (DefepanbHbli PErHCTp JHI, HMEIIUX [IpaBO Ha MOIy4YEeHHE

TOCYyIapCTBEHHOH couManbHOH nomouu (nanee — DeaepanbHbll  perucIp),
COLHANBHON YCIHYyTH TI0 OOCClieUeHHI0 JIeKapCTBeHHBIMH TIpenaparaMu Uis
MEAMIMHCKOTO  NPUMEHEHHs,  MEIUIMHCKUMH  H3JCIHAMH, a  TaKokKe

CIEIMATH3HPOBAHHBIMH MPOIYKTAMHU J1e4eOHOTO MUTAHUA JUIA JETeH-HHBATHIOB C
HCNONBL30BAHUEM 3NEKTPOHHOTO CEpTH(MKATa HAa TEPPHUTOPHH AMYpCKOi o0macTH
(manee — conuansHas yciIyra).

2. IlonHoMouMs 1o oOpraHusanuel OOeCTedeHMs COLHAIBHOM YCIYTH
OCYIIECTBIAET MHHHUCTEPCTBO 3APaBOOXpaHeHHA AMYypckod oOmacTH (manee —
MunucTepcTBO).

3. Tonosoi 00BeM CpencTB, Ha KOTOPBIA TIPaXJaHHH MOXET IOIYUYHTE
J€KapCTBEHHBIE NPENApaThl /I MEAUIMHCKOTO IPUMEHEHHU, MeTULIMHCKHE H3/IETIH,
a TaKXe CICIHaNH3UPOBAaHHBIC IPOAYKTHI 1e4e0HOTO ITUTAHUA )18 JeTeH-NHBaIHAOB
C HCIOJIB30BAHMEM JIEKTPOHHOTO CEPTH(UKATA, OTIPENeNIAeTCS HCXOAA H3 HOPMAaTHBA
(QuHAHCOBEIX 3aTpaT B MecAll Ha OJAHOTO TIPAXAAHHHA, TOJY4aIOMIErO
roCyIapCTBEHHYIO COLMAIBHYIO MOMOIIb B BUIE CONMATIBHOMN YCIYTH IO 00ECIEYEHHIO
B COOTBETCTBHH CO CTaHJApTaMM MEIHIMHCKOH IMOMOINM MO pelenTaM Bpaya
(benpamepa) seKapcTBEHHBIMH IIpENapaTaMy s MEAMIMHCKOTO NpPHMEHEHHS,
MEMLIHHCKAMH H3ENHSIMH, a TAKKe CIICHHATH3HPOBAHHBIMH IIPOTYKTaMH J1Ie4e6GHOTO
NUTaHUA 1A OCTEH-HHBAJIMIOB, YCTaHABIMBAEGMOIO EXErogHO I[IpaBHTEIBCTBOM
Poccuiickoit ®enepanmu.

4. IlpaBo Ha ofecreueHHe B COOTBETCTBUHM CO CTAHAAPTAMH MEMMIMHCKOM
MOMOIM HEOOXOAMMBIMH JIEKAPCTBCHHBIMM IIpeNapaTaMd UIs MEIUIMHCKOrO
NPUMEHEHHs B o0beMe He MeHee, YeM 3TO HPEeAYCMOTPEHO IEPEYHeM >KH3HEHHO
HeOOXOMMMBIX M BaXHEHINNX JEKAPCTBEHHBIX IHpPENapaToB, MO peleNnTaM Ha
JICKapCTBCHHBIE IIpenaparbl, MEAWOMHCKUMHM M3ICIMSIMH [0 pelentaM Ha
MEIUIMHCKHE HM3AEIHA, a TaKKE CIECUHATIM3HPOBAHHBIMH MNPOAYKTAMH JIe4eOHOTrO
NUTaHUA A0S JETCH-WHBAIMIOB € HCHOJB30OBAHHEM 3JICKTPOHHOTO CepTH(HKATA
HMeloT rpaxiane Poccuiickoit Menepanyu, BKIOYeHHbIe B DeaepanbHblii perucTp
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HE OTKA3aBUIMECS OT HOJYYEHHA COLHUATIBHOM YCIYTH.

5. Tpaxnane, Bkmr4eHHble B PenepanbHbI pErvcTp, 00ECIEYUBAIOTCS
JIEKAPCTBEHHBIMH IIperapaTaMH Uil MEOHUIMHCKOIO MPUMEHEHHUSA B COOTBETCTBHU C
MCPEYHEM JKH3HEHHO HEOOXOAMMBIX M BAXKHEHIIMX JIEKApCTBEHHBIX IIPENApATOB,
MEIOUITMHCKUMH H3ICIHAMH B COOTBETCTBHHM C IIEPEYHEM MEOUIIMHCKUX H3/CIHH,
OTITYCKAEMBIX MO PEelEeNTaM Ha MeIMIUHCKHE H3JeNus MPH NpeJocTaBiIeHun Habopa
COLMANBHBIX YCIOyr, a TakKe CHEMHAIU3HPOBAHHBIMH IIPOOYKTaMHM Je4eOHOro
IIATaHWs AN OeTe-HHBAIHAOB B COOTBETCTBUHU C NEPEUHEM CIELHAIM3UPOBAHHBIX
NPOAYKTOB  JieueOHOTO TMHMTAHUA JIS  JACTEH-UHBAIUAOB, YTBEPK/IECHHBIMHU
IIpaBurtenscTBOM Poccuiickoi Deaepallvy B YCTAHOBICHHOM MOPAIKE.

6. 3a mpenocCTaBICHHEM pELENTOB Ha JIeKapCTBEHHBIE IIpenaparhl Ui
MEOULIMHCKOTO IPUMEHEHHS, METULIHHCKHAE M3/IENHS, a TAKXKE CIICLIMATH3APOBAHHEIE
NPOAYKTHl JeUeOHOrO NHUTAHUA I A€TeH-HHBAIMAOB IpakJaHe, BKIIOUEHHBIE B
®enepanbHblil perucTp, o6pamarTes N0 MECTY XWUTEIhCTBA HITH NPHKPEIUICHHA B
MEJMIIMHCKHE OpPraHM3alluM, OKa3bIBAIOIME IEPBHUHYI0 MEIUKO-CAaHUTAPHYIO
IOMOIILIb.

7. HasHayeHHMe U OTHYCK JIEKAPCTBEHHBIX IIPENApaTOB MJIA METHIIHHCKOTO
NPHUMEHEHHA, METHIHUHCKUX U3JCIHA, CICLHHAIU3HPOBAHHBIX MPOAYKTOB J1e4e0HOTO
IIUTaHMA Ui AeTeH-HHBATUIOB IpakJaHaM, BKIIIOUCHHBIM B DenepanbHblii perncrp,
OCYILECTBIACTCA B COOTBETCTBHH C 3aKOHOAATENbCTBOM Poccuiickoit ®enepanuu.

8. 3afBICHHE Ha IMOJYYEHHE COLUMAIBHOH YCIAYTH C HCIIONbL30BAHHEM
SJIEKTPOHHOIO cepTU(UKaTa (najiee — 3aABICHHE) IMIONAETCSA TPaXKIaHHHOM,
BKIIIOYECHHBIM B DefepalbHbIi perHcTp (ero npeacraBuTeneM), B MHHHUCTEPCTBO
4epe3 MEJMIMHCKYIO OpPraHHM3alMI0 N0 MECTY JKHTENbCTBA WM TNPHKPEIUICHHMS,
OKa3BIBAKOIIYIO IEPBHYHYH) ME/IMKO-CAHUTAPHYIO MOMOIIE, B TOM YHCIIE IIPH HATHYHH
TEXHUYECKOH BO3MOXHOCTH C HCIONB30BAHHEM (QellepanbHOM TOCyNapCTBEHHOM
HHGOPMAITMOHHOH cHCTeMBbI «ENUHEIH MOpTal rocyIapcTBEHHBIX H MYyHHITHIIATBHBIX
yeayr (GyHKumiA)» (nanee — eQMHBINA MOPTAai), B OTHONIEHHH KaXIOTO HA3HAYCHHOTO
0 penenty JA¢KapCTBEHHOrO Ipenapara Afdd MEIHLUUHCKOTO IIPHUMEHEHHs,
METUITHCKOTO H3JENH, CIELMATA3HPOBAHHOIO MPOAYKTA JIEUeOHOrO MUTAHHS IS
IeTeH-HHBAIIMIOB.

9. 3asBneHNe NOKHO COOEPIKATE CAECAYIONIME CBEACHH:

1) dammmma, ums, oryecTBO (NpH HATHUYMM) IpakJaHHHA, BKIIOYCHHOTO B
QenepanbHBIA PETUCTP;

2) anpec perucTpaluy rpaXIaHHHA, BKIKOYEHHOro B DejiepaibHEli PErueTp, 10
MECTY JKHTEJIBCTBA WIIH 110 MECTY NpeObIBaHuUsA;

3) cTpaxoBOM HOMEp MHAMBHAYAIBHOrO JHUEBOTO CYETA IPakIaHHHA,
BKJIIIOYEHHOro B DelepalbHBIH PEerucTp, B CHCTEME 0043aTE€IbHOIO MEHCUOHHOTO
CTpPaxOBaHHU4,

4) HoMep nonuca 06A3aTeIBHOrO MEAUIIHHCKOTO CTPAXOBAHMS;

5) abOHEHTCKHH HOMED TpaXKJaHWHA, BKIIOUeHHOTo B DenepanbHElf peructp
(ero npeAcTaBUTENd), BBIJETCHHBI OMEPATOPOM IOJBHKHOM paaHoTENePOHHOIM
CBSI3H (IIpH HAJIMYHH),

6) HOMEDP HAaIMOHANBHOIO IUIATEXKHOTO HHCTPYMEHTAa TIpakIaHMHA,



BKIIIOYeHHOTO B DenepanbHbIi PerucTp (ero nmpeacrasureil);

7) HOMEp peuenTa.

10. MuHHCTEPCTBO B TeueHHe 7 pabouux OHEH cO IHA MOJa4yM 3agBIICHUA
TPOKAAHHMHOM, BKMOUEHHBIM B DemepalbHbl peructp (€ro IpeAcTaBUTEIEM),
HOCPSACTBOM CHCTEMBl MEXBEJOMCTBCHHOI'Q 3IISKTPOHHOI'O  B3aHMMOJSHCTBHSA
nepesaeT B rOCYyJapCcTBeHHYH) — HHQopmanuoHHYH0  cucTeMy — «Enunas
HEHTpaTM30BaHHas Iu(poBas IuatgopMa B CONMAIBHOH cdepe» crexyromme
CBEICHUA:

1) cBeneHus, ykazaHHBIE B 3asBJICHMHM B COOTBETCTBHH ¢ MOANYHKTaMHu 1, 3, 5,
6 nyukTta 9 Hacrosuiero Ilopsanka;

2) naThl Ha4aJla ¥ OKOHYAHMS CPOKA ACHCTBHUA JIEKTPOHHOTO CEPTH(HIKATA,;

3) undopmanus 0 MHUHHCTEPCTBE, BKIIOYAIOLIAsS KOI W HAMMEHOBAHHE B
COOTBETCTBHUH € PEECTPOM YJACTHUKOB OI0PKETHOTO IIpollecca, a TAKXKE IOPHANYECKUX
ML, HE ABJISFOIIMXCS yYaCTHMKaMM OHOJDKETHOrO npolecca, MASHTH(PUKAIMOHHBIH
HOMEpP HAJIOrOMUIATENBIINKA U KOJA NPUYMHBI IIOCTAHOBKH HA Y4YE€T B HAJIOTOBOM
Oprase;

4) nmnpenenpHas CTOMMOCTH €AWHHIBI (TIPENENbHBIH pa3Mep OIUIATHI)
NEKapCTBEHHOIO IIpenapara Ui MEJUIHHCKOTO NPHMEHEHHS, MEIUIIHCKOTO
U3JENNd, CHENUATM3UPOBAHHOIO IMPOAYKTa JiedeOHOrOo WHTAHUA [ JACTeH-
HHBAJHI0B, KOJMYECTBO €IHHMI] JIEKAPCTBEHHOIO IIperapara ANl MEIUIHHCKOTO
IPHMEHEHHA, MEAULHMHCKOTO H3/ENHNS, CIIEIHAIM3HPOBAHHOTO NMPOAYKTa IeueOHOro
IUTaHUA U TeTeH-UHBAIMIOB, KOJ JICKapCTBCHHOIO Ipenapara Iy MeJUITUTHCKOTO
IPHMEHEHH, METULIMHCKOTO M3JENHs, CICHNUATH3UPOBAHHOTO MPOAYKTa Ne4eOHOro
IUTaHUs N1 JACTEH-MHBATHIOB, BKIIOYEHHOTO B COOTBETCTBYIOLIMH IlepedeHb,
IIPEXYCMOTpEHHBIH YacTeio 6 crateu 3 PenepanpHoro 3akoHa ot 30.12.2020
Ne 491-®3 «O mnpuoOpeTeHMM OTAENBHBIX BHAOB TOBApOB, paboT, YCIyT ¢
HCIIOJIB30BAHUEM DIEKTpPOHHOIo ceprudukaray (mamee — enepalibHBIA 3aKOH
Ne 491-03).

11. MuuuctepcTBO B TedeHHe 1 pabouero aHA CO JHS DONYYEHHS W3
I'ocynapcTBeHHOH HHGOPMAIIMOHHOM CHCTEMBI  3JIEKTPOHHBIX  CEPTH(PHKATOB
MHGOOPMALIUH O CTATyCe 3NEKTPOHHOIO cepTH(HKaTa «aKTHBHPOBAH» OCYILECTBIAET
WHGOPMHPOBaHHE TpaXkKJaHHHA, BKIIOUeHHOro B DemepanbHblil  PErucTp, o
cOpMHPOBAHHOM DIIEKTPOHHOM CepTH(HKATE, €r0 HOMHMHAJIE W BO3MOXKHOCTH €Io
NPHMEHEHHUA C HCIONb30BAHHEM JIHYHOTO KaOHHeTa IpaXJIaHHHA, BKIFOYEHHOTO B
QDenepanbHBIi  PErHCTP, Ha €OUMHOM MopTane (NpH HATHMYHH TEXHHYECKOM
BO3MOXXHOCTH) MJIM IOCPEACTBOM BBIIAYH TPXKIAHWHY, BKIIOUEHHOMY B
DdenepanbHBI perucTp (€ro NPEeICTABUTENID), BHITACKM H3 PEECTpa JJIEKTPOHHBIX
cepTHPUKATOB  Ha  OyMa)XHOM  HOCHTEne,  [OJMHCAHHOH  YCHJICHHOM
KBANM(DUIMPOBAHHOH! 3IEKTPOHHOH MOIIMCHIO YIIOTHOMOYEHHOIO HA HOIIMCAHHE
TaKOTO JOKYMEHTAa JOJDKHOCTHOTO JIHIIA.

12. OnexTpoHHBIH cepTHUKAT AeHCTBYeT He Gonee cpoka AEHCTBUA pellenTa
Ha JICKAPCTBEHHBIC IIpenapaThl ANA MEIUIMHCKOTO TNPUMEHEHHA, MENHIHHCKHE

H3a€nHA, 4 TAKKE CIICHHATH3HPOBAHHBIE MPOAYKThI 1€4eOHOTO MMHTAHHA JUISl TeTen-
HHBAIUJOB,
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13. I'paxkmaHMH, BKTIOYCHHBIH B DenepalbHBIl PETUCTP, MOCPEACTBOM
NOJJAaHHOT0O B MHMHHCTEPCTBO Hepe3 MEAULMHCKYI0 OpPraHH3alHI0 II0 MECTy
SKUTEBCTBA WJIH NPHKPEIUIEHHS, OKa3bIBAIOIIYI0 MMEPBUYHYH) MEIHKO-CaHHUTAPHYIO
[IOMOIIL, B TOM YHCIIC NIPH HATHYMH TEXHUYECKOH BO3MOXXHOCTH C UCIIOIB30BaHHEM
eIMHOT0 IMOopTajia, 3asABIeHHA 00 oTkaze OT NpUOOPETEHHSA JIEKApPCTBEHHBIX
IpemapaToB I METUUHHCKOTO IPUMEHEHHS, MEIMIMHCKHX H3JENHH, a TaKKe
CIICLIHATM3HPOBAHHEIX MPOAYKTOB JIe4eOHOTO NHTaHHA U1 JETCH-MHBAIMIOB C
UCTIONIb30BAaHUEM ICKTPOHHOTO cepTHHKaTA (aee — 3asBiICHHUE 00 0TKa3€) BIIPaBe
OTKa3aThCd OT INPHOOPETEHHS JIEKAPCTBEHHBIX IPEIAapaTOB Ui MEIULMHCKOTO
MPUMEHCHHUA, MEIUUWHCKHX H3IEIHH, a TaKKe CIEeHHATH3UPOBAHHBIX IPOYKTOB
AeueOHOro MHTAHUA JNs JETCH-UHBAaIMOOB C HCIONB30BaHUEM 3JIEKTPOHHOTO
cepTudHKaTa B TEUEHHE CPOKA €T0 ACHCTBHA B OTHOLICHUH Ha3HAYEHHBIX N0 PELENTY
JEKAapCTBCHHLIX TIpE€rnaparoB A MEAWIUHCKOrO TNPHMCHCHHUA, MEIUIMHCKHUX
U3IENUHN, CIEUUaTU3UPOBAHHBIX IPOAYKTOB J1e4e0HOr0o NHMTAHWUA [ JeTei-
HHBAJHJIOB,

14. MUHHCTEPCTBO He NO3HEee pabodero AHA, CIEAYIONIEro 32 JHEM MOTYyUeHHA
OT rpaxAaHHHa, BKIOYeHHoro B DemepanbHbIlt perucTp (ero IpeACTaBHTENA),
3aABIICHUA 00 OTKa3¢, A OCYHICCTBICHUS BHECCHUSA M3MEHEHMS B PaHEE CO3JIaHHYIO
3allUCh ANEKTPOHHOTO cepTudHKaTa (1anee — HK3MEHEHHE JIEKTPOHHOTO cepTH(HKAaTa)
IIOCPEACTBOM CHCTEMBI MEXBEIOMCTBEHHOTO D3JIGKTPOHHOTO B3aHMOACHCTBHS
nepefaer B rOCYJapcTBEHHYH — HHGOpManMOHHYW0 — cuctemy — «EnuHas
HEHTpaNu30BaHHaA 1HQpoBas miardhopma B COLMANBEHOMN cdepey AIa mocnaeayromeit
nepeqadd B [ocymapcTBeHHYI0O MH(DOPMALIMOHHYI) CHCTEMY  JJIEKTPOHHBIX
CEPTU(PHKATOB B YCTAaHOBJICHHOM TIOPSAKE CBeJeHHsA 00 OTKa3e TpaKIaHHHA,
BKIIOUeHHOTO B <DenmepanbHbIi peructp, OT MPHOOPETEHHA JIeKapCTBEHHBIX
[IpenapaToB AN MEQUIMHCKOTO IPUMEHEHHH, MEAUIMHCKHX HW3JIEIWi, a TakkKe
CHEIUANU3HPOBAaHHBIX MPOAYKTOB JIe4eOHOrO MNHUTaHHSA I8 JeTeH-MHBAIHJIOB ¢
UCIIOJIB30BAHUEM INEKTPOHHOI'O CEpTH(HKATA.

15. MuHucTepcTBO nomydaer HHPoOpManuio o0 H3MEHEHWH 3JCKTPOHHOTO
cepTH(HKaTa NOCPEACTBOM TOCYAAPCTBEHHOH MHGOPMAIIMOHHOM cHCTeMBl «EnuHasn
LEHTpanH30BaHHasA [ubpoBas nnathopMa B COLHATBHOH chepe.

16. MununctepcTBO B TeueHue 1 pabouero AHA O OHSA MOMYyYEHHA HHPOpPMALIUH
00 M3MEHEHMM OJJIEKTPOHHOTO cepTU(dHUKATa OCYIIECTBIASET HHOOPMUPOBAHHUE
TpaXkIlaHWHA, BKJIIOYeHHOTO B DesiepalbHBINA peructp, 00 H3MEHEHHH 3IEKTPOHHOTO
cepTUdUKaTa ¢ HCIOIB30BAHUEM JIHUHOTO KaOHHETa rpakiaHHHa, BKIKOUEHHOTO B
QenepalbHBEIA  pPETHUCTP, HA €IMHOM Ioprajge (MpH HATHYMH TEXHUYCCKOH
BO3MOXHOCTH) MIM IIOCPEACTBOM BBIIA4YM TIPAKIAHWHY, BKIIOUEHHOMY B
PenepalbHbIi perHCTp (€ro IIPeACTaBHUTENIO), BBIMMCKH H3 peecTpa 3JIEKTPOHHBIX
ceprudUkaToB  Ha  OyMaKHOM  HOCHTeNle,  TIOANHUCAHHOW  YCHIICHHOM
KBATM(DUIUPOBAHHOH 3ICKTPOHHOH MOONKCHIO YIIOIHOMOUCHHOTO Ha IIOATIMCAHHE
TaKOT0 TOKyMEHTa TODKHOCTHOTO JIHIIA.

17. MunuctepctBo B TeueHne | paboyero AHA CO OHA IPHOOPETCHHSA
. TPaXIAaHWHOM, BKJIIUYECHHBIM B @DeaepalbHBIl perucTp (ero NnpeiacTaBHTEIEM),
JEKapCTBEHHBIX MNPENapaTroB JANA MEJUIMHCKOIO MPUMEHEHHWH, METHIUHCKHX



U3IENNH, @ TAKXKE CIICIMATU3HPOBAHHBIX MPOIYKTOB Je4eOHOr0 MUTAHUs AT AETEH-
MHBAJIKIOB C UCIIOIL30BAHHEM 3JICKTPOHHOTO CEPTH(HKATA YBEOMIISIET IPaX</IaHHHA,
BKmoueHHOro B PenepanbHeiii peructp (ero NpeacTaBUTeNs), HA €AMHOM IOpTaie
(1IpH HATUYHUH TEXHUYESCKOH BO3MOKHOCTH) U HanpasisieT ceeaeHus B OenepanbHblii
PerucTp rpaxkjad, UMEIONIUX [IPaBo Ha 00ECTICUCHHE ICKAPCTBEHHBIMH TIpENapaTaMH,
MEJUIHHCKAMH HM3JCIMSIMA M CHCIMATH3HPOBAHHBIMH [IPOAYKTAMH Je4eOHOro
IUTAaHHA 33 CYET OIOKETHBIX aCCHTHOBaHMH (heacpanpHOro OomkeTa M OHOIKETOB
cyonexkToB Poccuiickoit Penmepamyn, o GakTe MpUOOPETEHHs JIEKAPCTBEHHBIX
MpenapaToB il MEAHIHHCKOTO MNPHMEHEHHSM, MEIMIHHCKUX H3JENHH, a Takxe
CICLMATH3UPOBAHHLIX IPOAYKTOB JIe4eOHOTO TNHTAHHS INi JICTEH-MHBAIUAOB C
HCIIOJIB30BAHHMEM JJIEKTPOHHOIO CEpTU(HKATA.

18. IMopsaaox onpeAclieHHs MPEAETbHOH CTOMMOCTH €IHHHKIBI (IIpeAeNbHOTO
pa3Mepa OIUIaThl) JIEKAPCTBEHHBIX IPEnapaToB Ul MEIHIIMHCKOIO IPYMEHEHIS,
MEMLIMHCKHX H3JIENHUH, a TaKXKe CHElMaJU3UPOBAHHBIX MPOAYKTOB JEYEOHOro
INUTaHUA M1 JeTeH-MHBAINIOB, NPUOOPETaeMBIX ¢ MCIIOIB30BAHHEM SJIEKTPOHHOTO
ceprudukaTta 3a CUCT CpeAcTB OOmacTHoro Olo/pKeTa, YCTaHABIMBACTCSH
IIpaBUTENRCTBOM AMYpPCKOM O0IaCTH.

19. Omnara NeKapcTBEHHBIX NPENAPATOB I MEIHIIMHCKOrO MPHMEHEHH,
MEOMIIMHCKUX H3ACIHi, a TakXkKe CIEHHATU3NPOBAHHBIX IPOAYKTOB II€UeOHOTO
OUTaHUSA [N JeTel-HHBAIHUJOB OCYLIECTBIAETCS HAa OCHOBAaHHH CBEACHMH,
COIAEpXKAIUXCST B JNCKTPOHHOM CepTH(HKaTe, B pa3Mepe, HE IIPEBBILIAIOLIEM
OPENEAbHYI0 CTOMMOCTb JICKAPCTBEHHBIX IIPenapaToB [UId  MENUIIMHCKOIO
IPUMEHEHHA, MEIMLUHWHCKHX H3JENHH, a TaKkXkKe CIeIHaTH3UPOBAHHBIX MHPOAYKTOB
7e4eOHOro MHTaHHA NS JAeTeH-HHBAIHIOB, YCTAHOBICHHYK) B 3JCKTPOHHOM
cepTudHKare.

20. B cnyyae ecnd CTOMMOCTh EIMHHUIBI JCKAapPCTBEHHOTO Npenapara ajs
MEIUIIMHCKOTO IpUMEHEHHH, MEINLIMHCKOTO H3JIENUA, a TaKxKe
CHELHATH3UPOBAHHOTO NPOAYKTa JIe4eOHOro IMTaHMd U1 ACTEH-MHBAJIHIOB,
IpuoOpeTaeMbIX C HCIOIB30OBAHHEM JJIEKTPOHHOTO CEPTH(HKATA, IPEBBIIIAET
IpeaeabHY0 CTOMMOCTh E€IWHHUIBI JIEKAPCTBEHHOTO IpEnapara Jisi MENUITHHCKOTO
IPHUMEHEHHS, MEIULMHCKOIO H3JCHHs, a TAaKKE CHCIHANIM3UPOBAHHOTO IPOOYKTA
ne4eOHOr0 THTAHWUA UL [JeTeH-MHBAIMOOB, YCTAHOBIEHHYHO B JJIEKTPOHHOM
cepTuduKaTe, TpaXKIaHWH, BKIIOUeHHBIH B @DemepansHelii  peructp (ero
IIPEACTaBUTENh), BIIpaBE OCYIIECTBHUTE JOIIATY A0 UX (PaKTHUEeCKOH CTOMMOCTH 3a
CYET COOCTBEHHBIX CPECTB.

21. B cnydae ecnM CTOMMOCTh €OUHMIIBI JIEKAPCTBEHHOIO Iperapara Ui
MEIUIIUHCKOTO IpUMEHEHU, MEIHMIIMHCKOTO H3AETHA, a TaKKe
CIECIUANM3HUPOBAHHOIO MPOAYKTa JIe4eOHOrO IMTaHWS A JeTei-HHBalUIOB,
NpHoOpeTaeMBIX C UCIIOJIB30BAHUEM JJICKTPOHHOTO CepTHHKATA, HHUXKE HPEICTHHOM
CTOMMOCTH €QVHHIIB! JICKAPCTBEHHOrO IpenapaTa Ui MEAUIMHCKOrO TPHMEHEHHA,
MEJMUMHCKOTO M3JENHs, a TaKKe CIHELUATH3HMPOBAHHOTO IIPOAYKTa Je4cOHOro
IUTaHUA A0 JeTeH-WHBAIMIOB, YCTAaHOBICHHOM B 3JEKTPOHHOM cepTHdHKaTe,
I'paXAaHMH, BKIIOUeHHBIM B DeaepanbHbil  perucTp (ero IpeacTaBUTEND),
OCYILECTBJIAIOT OIUIaTy II0 HX (axkTHdeckod crToMMocTH. Pasnuma Mexnay
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(akTHYECKOH CTOHMMOCTBEO M YCTAHOBJICHHOM B OJJIEKTPOHHOM CEpTH(QHKATE
IpeaeabHOH CTOMMOCTBIO €IMHHUIIB JIEKaPCTBEHHOIO IIpenapara il METUITHHCKOTO
IPUMEHEHHU, MEIHLUHCKOTO M3JeNHdA, a TAaKkKe CHCLHAIM3HPOBAHHOIO MPONYKTa
neueOHOro MHUTAaHHA M5 JACTCH-UHBAIMIOB TPaKIaHHUHY, BKIIOUCHHOMY B
denepalibHEIN pEerucTp (€0 MPeACTaBUTENIO), HE BO3MECILIAETCH.



