MMPABHATEJLCTBO CMOJIEHCKOH OBJIACTU

MMOCTAHOBJEHME
or BLLOE 225 No 390

O6  oprammsaimmu ~ obecrnedeHHs
OTHENBHEIX  KaTeropuii  rpaxaaH
JIEKApCTBEHHBIMH INperapaTaMi Jis
MEJMIMHCKOTO  [OpHUMEHEHHA IO
peneritam Ha JIeKapCTBEeHHBIE
Tpenaparsi, Mée UIHUHCKHMHU
H3feMAMH TIO0  pellenTaM  Ha
MEJMIMHCKAE H3IENIUA, a TakKe
CIIEMAIM3UPOBAHHLIMEA TIPOAYKTaMHU
JedeGHOrO MMTAHHS JyUIA  JeTeld-
HHBAJIHAOB C  HCIIOJIb30BaHHEM
3JIEKTPOHHOTO CepTH(HKaTra 3a CYeT
CpeAcTB 001acTHOTO GroKeTa

B cootBerctBHMH co craThsMH 3, 7 ®enepaibHoro 3akoHa «O mnpuoOpereHHH
OTJIENILHEIX BUAOB TOBApOB, paboT, yCIyr ¢ HCIIOJIb30BaHUEM 3JIEKTPOHHOTO CEPTH(HKATAY,
®denepanbHBIM 3aKk0HOM «O roCyJapCTBEHHOH COLIMAIBHOM HoMoLm», Metogudeckumu
yKa3aHHAMH 110 OCYLIECTBICHHIO HCIIONHUTENBHBIMH OpraHaMu cyGhekToB Poccumiickoii
denepaiiy NEpefaHHBIX MOJTHOMOYHMH 10 OpraHuM3aldd obecre4eHHs TIpaxIaH,
BKIIIOYeHHBIX B @eJepalbHbIil pPETHCTp JIHMI, HMMEIOIHX IIpaBO Ha I[ONyYeHHeE
TOCYZapCTBEHHONW  COIMaJbHOM IOMOIIH, JICKapCTBEHHBIMH IIperapaTaMH sl
MEIUILIMHCKOTO IPUMEHEeHH, MeAUIIMHCKMMHE U3/IC/IHAMH, a TAKoKe CIIeIHATH3HPOBaHHBIMH
IIPOXYKTaMH JIede0GHOr0 NMUTaHus AJIsA JCTeH-HHBANMAOB, B TOM YHCJE C UCIIOIb30BaHHEM
3JIEKTPOHHOI'O ceprudHKara, YTBepKIECHHBIMH IIPHUKa30M Munucrepcrsa
sapaBooxpaHeHus Poccutickoit @enepaumu ot 02.11.2024 Ne 596m,

IIpaBuTenbcTBO CMONEHCKOH 00IaCTH IO CTAHOBI S € T:

1. YTBepaAuTh IpuiiaracMele:

- Iopanok npeocTaBiieHns COMMAIBHOMN yCIyTH 110 00€CeYeHHIO IEKapCTBEHHBIMH
npenaparaMd IJIi MEIULMHCKOIO INPHMEHEHHsA [0 pelenTaM Ha JIEKapCTBEHHEIE
npenapaTsl, MeIUIUHCKHUMH M3ACIMAMH 10 pelieiTaM Ha MeIHLUHCKHE U3ENHs, a TAKKE
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CNe{aIM3UPOBAaHHEIMH MPOXYKTaMH JiedeGHOro NHUTaHMsS IS JAeTei-UHBaJMIOB C
HCIIOJIb30BAHHEM 3JIEKTPOHHOIO CepTH(PMKaTa 3a CYeT CPeACTB 006JIACTHOrO GIomKeTa;

- Tlopsnok omnpenencHusi NpeAeNbHOM CTOMMOCTH €AWHHUIBI JIEKapCTBEHHOTO
rperiapaTa JUIsl MEAULHMHCKOIO IIPHMEHEHHS 110 pellenTaM Ha JIEKapCTBEHHEIE IIperapaThl,
MENUIMHCKOrO HM3AENHA 10 pelentaM Ha MEIMIMHCKHE H3JeliUs, a TaKxXe
CHEL[HATM3HPOBAHHOTO INPOAYKTa JieyeOHOro IMTaHMA i JeTeli-UHBAIHIOB,
IpUOGPETaEMBIX C HCIIONB30BaHHEM JJIEKTPOHHOIO CepTH(HKaTa 3a CYEeT CpEeACTB
obnactHoro GromKeTa.

2. Onpenenuth, yr0 MunucrepcrBo 3apaBooxpaHeHHs CmoieHCckoi o6nactu
ocymiecTBiisieT (GOpPMHPOBaHHME M YTBEPXKICHHE IIepeUYHEM OTHENBHBIX BHJIOB
JIeKapCTBEHHBIX IIpeNapaToB s MEAMUMHCKOro IpPMMEHEHHMA @O pelentaM Ha
JIeKapCTBeHHBIE NpENapaThl, MEAHLIMHCKHX H3JEJIMA 10 pelenTtaM Ha MEIUIMHCKHE
U3eNMs, a TaKKe CIEeNHAANM3HPOBAHHBIX IPOAYKTOB Jiede6HOro MHTaHHS IS JeTeii-
HMHBAJMIOB, onpeersieMblx [IpasurenscTBoM Poccuiickoit Penepauny B COOTBETCTBHM C
nyHkroM 1 yactu 1 cratbu 62 ®denepanbHoro 3akoHa «O rocyJapCTBeHHOM COLMANBHOM
TIOMOLIM», TIPHOOPETAEMBIX C HCIONB30BAHMEM DJIIEKTPOHHOIO CepTH(HUKAaTa 3a CYeT
cpeactB obnacTHOro 6romxera.

I'y6epnaTop
CMoneHckoM obsactu




YTBEPXKXJAEH
nocraHosiieHneM Ilpasurenscrsa

CMmoneHnckoit o6i1actu
OT BLLE AL2RE No 352

HNOPANOK
NpeAOCTABJ/ICHHS COIHAJILHOM YCJIyrn no o6ecne4ennio
JIEKAPCTBEHHLIMM NpenapaTaMH IJisi MEAHIHHCKOTO
NpHMEHEHHs 10 PelenTaM Ha JieKapcTBeHHbIe penaparhl,
MEIHIMHCKHMH H3[le/IHSIMH MO peHenTaM Ha MeJHIHHCKHE
H3JEeJIHS, 2 TAKXKE CNCHHAJTH3HPOBAHHBIMH NPOAYKTaMH J1e4eGHOro
NHTAHHUSA JJIs leTeH-HHBAJIHIOB C HCNOJIb30BaHHEM
3JIeKTPOHHOr0 cepTHPHKATA
3a cYeT CpeAcTB 06/1acTHOrO GloIXkeTa

1. Hacrosmmii ITopsiiox omnpenenseT MEXaHH3M IIPENOCTaBICHHUS COLHAILHOMN
ycayru 1o OO0eCeYeHMIO JIeKapCTBEHHBIMH IIpernaparaMM JJifs  MEIULMHCKOIo
[IPUMEHEHHs II0 PEeLlelITaM Ha JIeKapCTBEHHBIEC NpenapaThbl, MEIUIIMHCKMMH H3IeNusMHA
o pelenTaM Ha MEIUUHHCKHE H3Jelud, a Takxke CIelHalu3MpOBaHHBIMI
MPOAYKTaMu JieueGHOro MNUTaHMA A1 JETEH-HHBAIMAOB C  HMCHONB30BaHHEM
3IEKTPOHHOI'O CEPTHU(HKATA 32 CYET CPEACTB 06I1acTHOrO OI0KeTa.

OGecneueHne JIeKapCTBEHHBIMHU IIperiapaTaMi Uil MEIULUHCKOro IpHUMEHEHHS
Mo peLenTtaM Ha JIGKapCTBEHHBIE Ipenapathl, MEIUIMHCKMMH  H3IETUIMH
10 peLleNTaM Ha MEAMIMHCKHME H3JENHs, a TakKe CIeHAH3HPOBaHHBIMH IIPOAYKTaMH
jledueOHOr0 TMUTaHWsS M JeTedi-WHBAIWIOB C HCIONB30BaHHEM  DJIEKTPOHHOIO
ceprupHUKaTa OCYLIECTBIAEICS 32 C4YeT CPEACTB CyOBEHIMHM, IIpEROCTaBiIgeMOM
U3 ¢enepanbHOro GropkeTa obmacTHOMy OOIKeTy B COOTBETCTBHM ¢ [IpaBmimamu
mpexocTaBieHuss CyOBeHIMH U3 ¢enepainpHoro Omomkera OropkeraM CcyOBEKTOB
Poccuiickoit ®@enepanum u Orompkery r. balikoHypa Ha (uHaHCOBOoe obecreueHue
OKa3aHHUA OTHEJIbHBIM KaTeropusM TIpaxJaH COLHAIBHON YCIyrd mo obecrneueHHIo
JIEKapCTBEHHBIMH IIperapaTaMH JUIs. MEAMLHUHCKOTO IPUMEHEHHMS II0 pelenTam
Ha JIeKapCTBEHHBble Ipenaparbl, MEAMLIMHCKMMH H3[CHHAMH II0  pelentam
Ha MeJHIHUHCKME H3JelHsi, a TalkKe CHCLMATHU3HPOBAHHEIMH  INIPOAYKTaMH
JleyeOGHOro mnHTaHMs MJId JeTel-WHBATUIOB, YTBEPXKIEHHBIMH TIOCTAHOBJIEHHEM
IlpaButensctBa Poccuiickoit ®enepaunu ot 27.08.2014 Ne 865.

2. IlpaBo Ha mnoiyYeHHE OJJICKTPOHHOIO CEepTH(QUKATa B COOTBETCTBHHU C
HacTtodmuM IlopAKOM HKMEIOT TpaxcJaHe, 3aperuCTpUpOBaHHBIE Ha TEPPHTOPHHA
CMmoneHckoi#t ob6nacTu, BKioueHHbIE B DeiepanbHbIi PETUCTP ML, HMEIOIMX MPaBO Ha
MOoXydeHHe ToCyINapCTBEHHOH colmanbHON noMomu (magee — DeaepanbHBIH perucTp),
M He OTKa3aBOIMECH OT TIIOyYeHHS COLUMAIBHOH YCIyrH Mo obecrnedeHuo
B COOTBETCTBHM CO CTaHOHApTaMH  MEAMIMHCKOH IOMOIIM  HeoOXOOUMBIMH
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JIEKapCTBEHHBIMM TIpellapaTaMy A MEOUIMHCKOro IpUMEHEHHA B o00beMe He
MeHee, YeM 3TO MPEayCMOTPEHO IepeyHeM >XH3HEHHO HEOOXOOHMBIX H BaXKHEMIIHX
JIEKapCTBEHHBIX IIPENaparoB, CMOPMUPOBAHHBIM B COOTBETCTBUH ¢ MDelepaibHBIM
3ak0HOM «O6 o6pamieHuH JIeKapCTBEHHBIX CPEACTB», IO peLeITaM Ha JIEKapCTBEHHEIE
rpenaparbl, MEIUIIMHCKMMH M3JEJMAMH IO pelenTaM Ha MEAMIMHCKHE U3/elus,
a TaKKe CHeIHATH3UPOBAHHBIMHU IPOAYKTaMHU Jieue6HOro NUTaHUA
IS JeTeH-WHBAIMIOB (Jlajiee COOTBETCTBEHHO — JIEKapCTBEHHBIE TMpenaparsl Ui
MEIUIHHCKOro MPUMEHEHUS, MEIUIIMHCKUE W3JENIHs, COLMaNbHasA yCIyra, IojydYaTeiH
COLMANBHOMN yCIIYTH).

[NloydeHne coLMaIbHON YCIYTH C HMCIOJIB30BAaHUEM JIIEKTPOHHOTO cepTH(duKara
OCYIIECTBIISETCS IO BHIOOPY MONIy4aTeNs COIUAIBHOMN yCIyTH.

3. 3agBileHHe O IMPEAOCTABICHHM COLMAIBHOA YCIYTH C HCIOJIb30BaHHEM
3JIEKTPOHHOTO cepTU(duKaTa (Jajmee TakKe - 3asaBleHHe) O ¢OpMe COMIAaCHO
rnpusioxeHuto Ne 1 k HacrosmeMy Ilopsaky nojgaercs mosydareseM COLUANBHOM YCIyTH
(ero 3akOHHBIM IpeACTaBHTeIEM) B MHUHHCTEPCTBO 31paBooxpaHeHHs CMONEHCKOM
obnactu (manee Takxke — MMHHCTEPCTBO) uepe3 MEIMLMHCKYIO OpraHH3alHIO,
OCYILECTBISIONLYI0 MEIUIIMHCKOE 06CIyKHBaHHe NOTyJaTelns COLMaIbHON yciyru (anee
TaK)Xe - MEAUITHHCKAS OpraHU3aLIks). :

3agBieHHe MOHAaeTCs B OTHOIIEHHHM KaXJIOr0 HA3HAYEHHOIO IO pelenTy
JIEKApCTBEHHOIO IpernapaTa LI MEIULMHCKOrO NPUMEHEHHS, MEIUIMHCKOro U3AENHs,
CHELHMAII3HPOBAHHOIO MPOIYKTA JIe4eOHOro MATAaHUS JUIS IeTei-UHBAITHIOB. ‘

4. OOQHOBpPEMEHHO C 3asBIEHHEM IOJy4aTeIeM COLHAIbHOR yCIIyTH (ero 3aKkOHHBIM
MpeICTaBUTENEM ) IPEABABIAIOTCS: ‘

- IOKyMEHT, YIOCTOBEPSIOLIHI JIMIHOCTD MOJTydaTesIs COUUATIBHOMN YCITYTH;

- JIOKYMEHT, YJOCTOBEpSIOUIMH JIMYHOCTh 3aKOHHOT'O IIPEJICTaBHTEINs TOJIydaTes
COLMAIbHOM YCJIYyrd, ¥ JOKYMEHT, IOATBEPXIAOIUNA ITOJTHOMOYHS 3aKOHHOIO
IIPEACTaBUTENSA ITOIy4daTelsi COMAIBHON yCIyTHd (B CIy4yae IOAa4Yy 3asiBI€HUS 3aKOHHBIM
IIpeCTaBUTENEM NOJTydaTeNs COLUAIBHON YCIIyTH);

- JOKYMEHT, ITOATBEPKIAIOIIUN HalW4Yue y TOoJydaTelsi COIMAIBHOM YCIIyrd
OaHKOBCKOr0 cHUeTa, OTKPHITOro B OaHKke MM HHOM KpPEAUTHOW OpraHd3alldy,
IS OCYIIECTBIEHMsS PpAacyeToB II0 ONEpPAlUAM C MCHOIb30BaHMEM ILIATEXHOH
KapThl HAMOHATIBHOH IUIaTeXHOM cucTeMbl «Mup» (manee - 6aHKOBCKast kapta «Mup»),
C yKa3aHHEM PEKBU3UTOB 3TOr0 CYeTa H HoMepa 6aHKOBCKOH KapThl « Mup».

CoTpyaHMK MEIUITUHCKOW OpraHW3aliiy, OCYIIECTBILIIOIIMA NpHeM 3asBlICHHS,
CBepsieT CBENECHWs, YKazaHHhIE B 3asBICHMHM, CO CBEJACHHMSMH, COAEPKAIIMMHUCA
B MpPeNBABIEHHBIX JOKYMEHTaX, MOCIe Yero yKa3aHHbIe AOKYMEHTBI BO3BpAIlAOTCS
TIOJIyYaTEeNIO COMAIBHON YCIIyr' (€ro 3aKOHHOMY MPEACTaBUTENIO).

5. MenunMHCKasl OpraHu3alis, OCYILECTBIAIOMIasT MEIUIUHCKOe OOCITyXHBaHHE
Iojyyareiss  COLHaNbHOM  yciyrd, ofecredydBaeT  PErHCTpalMIi0  3asgBICHHS,
BHECEHHE yKa3aHHBIX B 3asBIECHUN CBeJIeHH# B rocy/JIapCTBEHHYIO
HH(POPMAITMOHHYIO cUcTEMY B chepe 31paBOOXpaHEHHUS CMoneHcKoi
obnactn «locymapcTBeHHas HWHGOpMAIOHHAs CcHCTeMa B chepe 3ApaBOOXpPaHEHH»
(manee taxke — I'MIC3 CwmoneHckoit o6nacTH) B JeHb NOCTYIUIEHHS 3asdBlIeHUS B
MEIUIIHTHCKYIO OpraHU3alHIo.
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B cnyuae odpopmieHus pelernTa Ha JIEKapCTBEHHEBIN Ipenapar i MEIUIMHCKOTO
MpUMEHEHNA, MEIUIMHCKOe H3eNre, CHELHUAIN3MPOBaHHbI MNpOAYKT IeueGHOro
MUTAHUA  JUIS  JeTed-WHBANMAOB  MCKIIIOYMTENIBHO B (OpMe  3JIeKTPOHHOrO
IIOKYMEHTa MEIHWI[MHCKas opraHu3anus obecneduBaeT BBIIAYTY MOJIy4aTello
COIMaNbHOM YyCIyrHn (ero 3akOHHOMY MpPEICTaBHTENIO) JaHHOIO pelenta Ha
GyMakHOM HOCHUTeJIE B IeHb 0OpallieHHs C 3asIBIICHUEM.

6. MuHHCTEPCTBO B TeueHHMe 5 paboumx IHEH CO IHS BHECEHHS YKa3aHHBIX
B 3aaBieHnu ceeaenmii B ['MIC3 CwmoneHckoit obiacTH paccMaTpHUBaeT 3asBlICHHE
H OCYIHIECTBIISET IPOBEPKY:

- Hagu4yus UHGOpMaLMK O JIUIe, YKa3aHHOM B 3asBJICHHHM B Ka4Y€CTBE IOJy4aTelsd
coquansHO yciryru, B ®DenepanbHOM pPErHUCTpe, a TaKXKe CBEIEHUM O perucrpaiuu
10 MECTY XXUTEBCTBA YKa3aHHOTO JINIIA;

- HAJIMYMA pelielTa Ha JeKapCTBEHHBIN mpenapar AJis MEAULIMHCKOTO IPUMEHEHHS,
MEOMIMHCKOe  HW3Ziejiie, CIEeNHATH3UPOBAaHHBIA  IMPOAYKT JiedeOHOrO  MUTaHMA
nna perei-uHBamuaoB B 'FIC3 CMoneHCcKo# 0651acTH ¥ €ro HoMepa. ,

7. IlpenocTraBieHrne MUHHUCTEPCTBOM JIEKTPOHHOTO CEPTH(HKATA OCYHIECTBIACTCS
Mpd HAIMYMKM Yy TONydarelis COLHMANbHOM YCIyrH JeHcTBylomed OaHKOBCKO#
Kaptel «Mup» M pelenrta Ha COOTBETCTBYIOIUMH JIEKAPCTBEHHBIH Ipemapar
IS MEIWIMHCKOrO IPUMEHEHHs, MEAMIMHCKOE H3Jelue, CleUHuaIu3upPOBAaHHEIH
MPOAYKT JiedeOHOrO TIHTaHWA JUIA JeTeH-MHBAIMIOB, CBEICHHUSA O KOTOPOM
BHeceHsl B [ UC3 CmorneHckoi 06acTu.

8. Tlo pesyapTaTaM pacCMOTpEHHs 3ajiBICHHsA, IPOBEIEHHS IIPOBEPKH,
MpeayCMOTpeHHON myHKToM 6 HacTtosmero Ilopsnka, MuHHCTEpCTBO B CpOK,
He nmnpeBblmaronmi 7 pabGoymx OHEH CO OHA  pPETMCTpallMM  3asBICHHS
MeIHLIMHCKON opraHmu3anue, DpUHUMAET pelieHne 0 IIpe1OCTaBICHUH
3JIEKTPOHHOTO cepTH(UKaTa 1o ¢opMe COIIacHO NpHUIOKEHHI0O Ne 2 K HacToAUeMy
ITopsinky 60 pemeHwe 00 OTKase B IPEIOCTABIEHHH  DJIEKTPOHHOI'O
ceptudukata o popme cornacHo npunoxeHuro Ne 3 k HactoseMy Iopaaxy.

9. OcHOBaHMAMM [UIi TIPHHATHS pelleHHs 00 OTka3ze B NPeNOCTaBICHHH
3JIEKTPOHHOI'O CEPTU(HKaTA SBIAIOTCA:

- OTCYTCTBHE Y JIMIIa, YKa3aHHOTO B 3asBJIC€HHH B Ka4€CTBE ITOMy4aTess COLUAIBHOM
yCIIyTH, IIpaBa Ha MOJIyYeHHe JIEKTPOHHOr0 CepTH(PHKATa;

- HECOOTBETCTBUE 3asBJI€HHS YCTAHOBICHHOHN (hOopMe;

- OTCYTCTBHE B [THC3 CMmoneHckoit  obmactu IEeHCTBYIOLIETO
peueniTa Ha JIEKApCTBEHHBI Ipenapar Uis MEAMLMHCKOIO IIPUMEHEHHS, MEIULMHCKOEe
U3JieNIne, CrelUaIH3UPOBaHHEI MIPOIYKT JeueOHOro MUTaHUs I JeTel-HHBAIHIOB,

- OTCYTCTBHE y JIHIla, YKa3aHHOIO B Ka4eCTBE II0JydaTeiass COLMAaIbHOM YCIIyrH,
neiicTyromieit 6aHKOBCKOH KapThl «Mup».

B cnydae npuHATHA pemieHHs 00 oOTKase B IPEAOCTaBIECHHH 3JIEKTPOHHOTO
cepruduKaTa MeIUIIMHCKasA opraHu3alus B Te4YeHHe 3 pabouux
IHel CO OHA  TPUHATHS  YKa3aHHOTO  peIIeHUs  yBEAOMISET  IoJydaTend
colHMalpHOM  ycmyrd  (ero  3aKOHHOrO  mpeacTaBuTens) o0  oTkase B
MPEIOCTaBICHUH JJIEKTPOHHOIO CepTH(QHKaTa IOCPEICTBOM BbIJa4yd (HalpaBieHHS)
MOTHBUPOBAHHOIO MMHUCHEMEHHOT0 yBEeAOMIJICHUS o6 OTKaze B
IPENOCTaBICHHH 3JIEKTPOHHOro ceprudukara o ¢GopMe COrjIacHoO npunoxeHuro Ne 4 K



Hactosmemy Ilopsaaky.

10. MunucrepcrBo nocpenctsoM I'MC3 CwmoneHckod obnactd mepexaeT B
rocy1apCTBeHHYIO WHGOpPMALHOHHYIO cHcTeMy «EaMHas LeHTpajin3oBaHHasd LU(pOBas
mnargopMa B conmanbHoH coepe» (mamee - I'MC ELII) B cpok, He mnpeBhILalommii
7 paGounx AHEH CO JHS PETHCTpALMU 3asBICHH, CIICAYIONIHE CBEICHH:

- CBeIcHU, YKa3aHHEIE B 3asBIICHUN;

- JaTHI HaYalia ¥ OKOHYaHUS NeHCTBUA IIEKTPOHHOrO cepTHQHKaTa;

- nHopmaruio 06 oprane, NpeAOCTABIAIOIIEM COLHANBHYIO YCIYTy, BKIIOYAIOIIYIO
KOJ M HAHMEHOBAHHE B COOTBETCTBHH C PEECTPOM YYaCTHHMKOB GIOIKETHOTO Ipolecca, a
TaKKe IOPUOUYECKHX JIHI, HE SBJIAIOMMXCS Yy4acTHHKaMu OO/pKEeTHOro mpouecca,
ANIeHTHOUKALMOHHEIM HOMED HAJIOTOTLIATENbIINKA M KO NPUYMHBI TOCTAHOBKH Ha YYeT B
HaJIOTOBOM OpTraHe;

- IpeAENbHYI0 CTOUMOCTD €IUHHUIIBI JIEKapCTBEHHOTO Iperaparta Ijisi MeIUITHHCKOIo
[IpAMEHEHHS, MEIHIIMHCKOro MH34eNdd, a TaloKe CIHEIHAIH3UPOBAHHOIO IIPOAYKTa
je4yebHOTO NHTAHUSA IS JeTeH-WHBAIMIOB, KOJIMYECTBO E€IMHHUL JIEKAPCTBEHHOTO
mperiapata Ui MEIUIMHCKONO ITPUMEHEHMs, MEAMILIMHCKOIO M3JEMs, a TaKxKe
CMEHAIM3UPOBAHHOTO MPOAYKTa JIedeOHOro MHMTaHWs Uil JEeTeH-WHBAIMIOB, KOJI
JIEKapCTBEHHOTO Iperapara Uil MeIUITHHCKOro NPUMEHCHHs, METMIIMHCKOrO M3ACHus, a
TaKKe CIEMATH3HPOBAHHOIO IPOAYKTa JNedeOHOro MUTAaHUA IS AeTed-HHBAJIHUIOB,
BKJIIOYEHHOTO B COOTBETCTBYIOLIHI NepedeHb, NPEeXyCMOTPEHHBIH 4acTeio 6 crathu 3
®epepansHoro 3akoHa «O nproOpeTeHHH OTHAENBHBIX BHJIOB TOBapoB, paboT, yciyr c
HCIIOIB30BAHHEM IEKTPOHHOIO CepTH(HUKATA.

11. Ceemenus, pasmemennsie B ITMC EIIII, noctymator B I'ocymapcTBeHHYIO
WHPOPMALIMOHHYIO CHCTeMy 3IeKTPOHHBIX cepTH(ukaroB (nanee tawke - [THIC OC) B
ropsijike, ycraHoBiieHHOM [TonosxxenueM o I'ocyaapcTBeHHOM HHQOPManHOHHOM CHCTEMe
3JIEKTPOHHBIX  CePTH(HKATOB, YTBEPXICHHBIM IIOCTaHOBJeHMeM IlpaBuTenbcrBa
Poccuiickoit ®epepanuu ot 23.04.2021 Ne 630 «O IN'ocynapcTBeHHO#H MHGOPMaMOHHOM
CHCTEME 3JIEKTPOHHBIX CEPTUPUKATOBY.

12. MuHHCTEPCTBO TMONy4YaeT HHGOpMAIuI0 O (OPMHUPOBAHHH 3IIEKTPOHHOIO
cepTuduKaTa, IPUCBOEHHOM eMy perucrpaunodHoM HoMmepe u3 ['C ELIT nocpencteom
I'IC3 CmoneHCKOM 06JacTH U B CPOK, He IpeBbiiaonui 3 pabouunx aHe#t, popMupyet
pacropsoxkeHde (IUIaTeXHoe IOpy4YeHHE), Ha OCHOBaHHH KOTOpOro obecnedyuBaeTcs
HamnpaBJieHHe NEeHEXHBIX CPEeICTB MO IEKTPOHHOMY CEpPTHQHKATY, H HaIpaBiseT €ro B
Vupasnenune OenepanbHoro ka3Hauercrsa 1o CMOJICHCKOM 00IaCTH.

13. MuHHCTEpCTBO B TedeHHe | pabouero IHs CO AHA NOIy4YeHHs HHPopManuu ob
WCIIONHEHHUH  paclopskeHus (IUIATEXXHOTO TOpY4YeHMs) M IONMy4YeHMs cTaryca
3JIEKTpOHHOro cepTU¢ukara «aktuBupoBan» u3 I'MC 3C mnepemaer cBeneHHs O
¢opMEpPOBaHUH 3JIEKTPOHHOTO cepTHduKaTa B DefiepalibHbIA PETHCTP IPakAaH, MMEIOIIHX
IpaBo Ha o0ecIieYeHHe JIeKapCTBEHHBIMH IIpenapaTaMH, MEIMIMHCKUMH H3JCIUAMH H
CHELHATM3NPOBAHHBIMUA TIPOXYKTaMHM JiedeOHOro IHUTaHMd 3a Cc4yeT OI0JKeTHBIX
accUrHoBaHmil denepanbHoro 6romxera U 6l0mKeToB CyobekToB Poccuiickoit ®@enepannu
(manee — OPJUIO), a Tarxke ocyuiecTBisieT HHOOPMUPOBAHHE IOJIydaTels COLUATIbHON
YCIIYTH (€ro 3aKOHHOTO NPEeACTaBUTEN) O CPOPMUPOBAHHOM 3JIEKTPOHHOM CEpTHQHKATE,
€ro HOMHHajle M BO3MOXHOCTH €ro NpHMEHEHMsI HMOCPEJCTBOM BBIJIayM (HampaBiCHHA)
MIOJIyYaTelllo COLUATLHOW yCIyrH (ero 3aKkOHHOMY IIpENCTABHTENIO) BBIITUCKA U3 peecTpa
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3JIEKTPOHHEIX CEepTH(HKAaTOB Ha OyMa)KHOM HOCHTENe, IIOANHUCAHHON YCHIEHHOM
KBATH(QHUIMPOBAHHON SIEKTPOHHONW NOAIMMCHIO YNOJHOMOYEHHOI'O IOJDKHOCTHOIO JIHIA
MunucrepcTBa.

14. Cpox neHcTBHA 3I€KTPOHHOTO cepTH(HKaTa cOCTaBIsieT He Gosiee cpoka
nedcTBUA pelLieliTa Ha JIEKapCTBEHHBIM Ipernapar M MEIUIMHCKOrO IpPHUMEHEHHs,
MEIMIIMHCKOE H3JeHe, CIEelHaIN3UuPOBaHHEIH MPOAYKT JIeueOHOro NMUTAHUS I AeTeii-
UHBAIHJIOB.

15. Peanusaiusi DIEKTPOHHOrO CepTHQHKATa OCYMIECTBIAETCS B AalTEYHBIX
OpraHH3allHsAX, TepedeHb KOTOPBIX pa3sMellaeTcs Ha OQUIHATBPHOM CaiiTe H Ha CTpaHHLaxX
COLIMAIBHBIX ceTeii MunucTtepcTBa B HHGOPMALMOHHO-TEICKOMMYHHUKAIIHOHHON CETH
«AnTepHeT», B Te€ueHne 10 pabounx AHEH CO AHS YTBEPKIEHHUA HacTosmero ITopsaaka.

16. Omnata JeKapCTBEHHBIX IIpenapaToB Uil MEIHIIHHCKOTO IPHUMEHEHHSI,
MEIMIMHCKHX H3JEJIHi, a TalkKe CIelHad3UpOBaHHBIX NMPOAYKTOB JIe4eOHOro MUTaHUA
I AeTed-HHBANMOOB OCYIIECTBIAETCS Ha OCHOBAHWH CBEICHUH, colep)aluxci B
3JIEKTPOHHOM cepTHdHKaTe, B pasMepe, He IIPEBHIIIAIOIIEM MpEIEIbHYI0O CTOMMOCTD
eJHUHHIIBI JIEKAPCTBEHHOIrO Mpernapara Uil MEeIHIUHCKOIro IPUMEHECHHS, MEIUIMHCKOTO
W3Aenus, a TaKKe CHEIHATH3HPOBAHHOIO MPOAYKTa Jie4eOHOro NMWTaHWA IS AETei-
HHBaJIMJIOB, NMPHOOpeTaeMEBIX C HCIOJIB30BaHHEM O3JIEKTPOHHOIO cepTU(dMKaTa 3a CYeT
cpenctB o6iaacTHOro OIOMKeTa, YCTaHOBICHHYIO B 3JIEKTPOHHOM cepTH(dHKarte (maree —
npenebHas CTOUMOCTB).

17. B ciydae eciyd CTOMMOCTh JIEKAPCTBEHHBIX IIPEIApaToB Ui MEIHIMHCKOIO
OpAMEHEHUs, MEWIHHCKUX HW3JeNui, a TaKkKe CIEIHaIU3HPOBAHHBIX IIPOLYKTOB
ne4yeGHOro MHTAHUS M1 JeTel-WHBAIUIOB, NPHOOPETAEMBIX C HCHOJIB30BaHHEM
3JIEKTPOHHOTrO  cepTHGMKATa, MPEBHIIIACT MPEAEAbHYI0 CTOMMOCTB, ITOMydYaTelb
COLMANBHOM YCIyru (ero 3aKOHHBIH MpeACTaBUTENb) BIPaBe OCYMIECTBUTE AOIUIATY 0 UX
(daKTHIECKO CTOHMOCTH 3a CHET COOCTBEHHEBIX CPEJCTB.

18. B ciyuyae ecii CTOMMOCTBH JIEKAPCTBEHHBIX IIPENAapaToB AIA METUIMHCKOTO
OpUMEHEHN, MEIULMHCKUX H3NCNHH, a TaKkkKe CHeNHaTH3UPOBAHHBIX IPOAYKTOB
ne4e6HOro THTaHUA JUIs JAeTel-HHBaIMOOB, NPHOOPETAaEMBIX C HCIOIB30BAHHEM
3JIEKTPOHHOrO CEpTH(HKaTa, HIDKE MPEIECIHbHON CTOMMOCTH, IOIydYarellb COLMAIbHOMN
yciayru (ero 3aKoHHBIM IIpeACTaBHTENb) OCYIIECTBIISIOT OIUIATY MO HMX (aKTHUeCKOH
crouMocTH. PazHuia Mexy (hakTH4ecKoH CTOMMOCTBIO JIEKApCTBEHHOrO INpenapara s
MEIMI[MHCKOTO MPUMEHEHHs, MEIULMHCKOIO H3IeNHsi, a TaKkKe CIeLHaIu3upPOBaHHOIO
IPOAYKTA JIe4eOHOro IMUTAaHus Il AeTeH-MHBAIMIOB H YyCTAHOBJIEHHON B 3JIEKTPOHHOM
cepTudHUKaTe MpeneIbHOH CTOMMOCTBIO HE BO3MEIIAETCH.

19. MuHHCTEPCTBO mofydaeT uHGOpMaLMIO O QakTe NPHOOPETEHUS MONTyJaTelieM
COILMANBHOM YCIYyrH JIEKaPCTBEHHBIX IIpeNaparoB Uil MEMUIMHCKOrO IIpHMEHEHHS,
MEIHIHHCKHX H3AeNHi, a TalKke CIEeIHaTIH3HPOBaHHBIX NPOAYKTOB JIEYEOHOTO MHTaHHSA
U1 IeTe-MHBAIMIOB C HCIIONE30BaHHEM DJIEKTPOHHOT0 cepTUHKaTa nocpeacrsoM [UC3
Cwonenckoii o6mactu n3 'UC ELIL

20. MunucrepcTBo B TeueHne 1 pabodero AHS cCO AHS NOIy4eHHS MH(OpMaIHHU O
(dakTe MpUOOpeTeHHs JIEKapCTBEHHBIX IIPENapaTroB Ul METUIMHCKOIO IIPUMEHEHHs,
MEAMLMHCKUX H3AEIHi, a TakkKe CHelMaIH3UPOBAaHHBIX MPOJYKTOB JIe4EOHOrO MUTaHUS
IJIsl IeTeH-UHBAIMAOB C HCIONB30BaHHEM BJIEKTPOHHOTO cepTH¢HKaTa yBeAOMIET 00
3TOM IIOJIY4YaTeNsd COLHANBHOM YCIyTH (€ro 3aKOHHOT'0 IIPENCTaBUTENs) TFOOBIM CLIOCOO0M,
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obecreynBaroMM GUKCHPOBaHHE TaKOT0 YBEAOMIIECHHMS, M HANIPABJIET COOTBETCTBYIOLIHE
ceenenus B @®PJLIO.

21. Tlomy4arens COLMANBHOW YCIYrH BIpaBe OTKa3aThbCAd OT HpHoGpeTeHHs
JIEKaPCTBEHHBIX TPETIapaToB Ml METULIMHCKOTO IPAMEHEHHs, MEAUIMHCKIX M3/eNHi, a
TaKKe CHENMATU3UPOBAHHBIX IPOAYKTOB Je4eOHOrO NMHTaHHMA MJIA JeTeli-HHBAIHAOB C
MCIIONIF30BaHHEM JJIEKTPOHHOIO cepTH(UKaTa B TeUCHHE CPOKa NEHCTBUS 3IE€KTPOHHOTO
ceptudukara, Ho He Goiee cpoka JeHCTBHMS pelleNTa Ha JIEKAapCTBEHHBIN Iperapat Uit
MEIUIMHCKOIO IIPUMEHEHUs, MEIHUIMHCKOe H3JleNIHe, a TakkKe ClelHaTU3HPOBaHHBIMH
IPOAYKT Jie4eGHOro ITUTaHUA JUIs JeTeH-MHBAHIOB B OTHOIIECHHH KaXI0T0 Ha3HaYeHHOTO
IO pelienTy JIeKapCTBEHHOI'0 Npenapara A8 MEAMIMHCKOI0 IIPAMEHEHHMS], MEULIMHCKOrO
W3AENds, a TaKXKe CIEeHHATH3MPOBAHHOIO NPOJYKTa Je4eOHOro NHUTaHUs I JAeTei-
WHBJIUJIOB.

22. Ins OoTKa3a OT HpHOOpeTEeHHs JIeKapCTBEHHAIX MperapaToB s MEAUIMHCKOTO
NpPUMEHEHUI, MEIULIMHCKHX H3JCNHH, a TaKkKe CHEIHAIM3MPOBAHHEIX IIPOAYKTOB
J1e4eGHOro NHTAHUA IJIA AeTeH-HHBIMAOB C HCIOJIb30BaHHEM JIEKTPOHHOIO cepTHhUKaTa
IOJIy4aTellb COIMAIbHOM YCIyrH (€ro 3aKOHHBIM NPEACTaBUTENb) oOpalaercs B
MHUHKUCTEPCTBO 4Yepe3 METULHMHCKYI0 OpraHH3allMIO, OCYLIECTBIISIOLIYI0 MeIHIHHCKOE
ob6Cny)KMBaHWe MOy4aTels COUMANbHOM YCIOyrd, ¢ 3adBlI€HHEM 00 OTKase OT
IPEJOCTaBIEeHUsl COLIMAIBHON YCIYT'H C HCIIOJIB30BAaHMEM 3JIEKTPOHHOIO cepTHU(HKaTa
(manmee Takke — 3asBieHHe 00 oOTkase) Mo ¢Qopme cornacHo IpuilokeHHo Ne 5 k
HactosieMy Ilopsaxy.

MenuuMHCKas oOpraHW3alis, OCYINECTBILIOINAs MEIUIMHCKOEe OOCIIyXXHBaHHE
IOSTyYaTess COLMAIBHOM YCIYTH, DPErHCTpHUpyeT 3asBleHHe 00 OTKase B JeHb €ro
IIOCTYIUIEHHs ¥ obecriednBaet nepegady B MUHHCTEpPCTBO 3asBICHUS 00 OTKa3e B TeYEHHE
1 paGouero HA CO AHA €0 NOCTYILIEHHSA B MEAUIIMHCKYIO OpraHU3alHIo.

23. MUHUCTEPCTBO I OCYLIECTBIIEHUS BHECEHH] M3MEHEHHS B paHee CO3aHHYIO
3alliCh DJEKTPOHHOro cepTudukara (Hmajee TakkKe - OJIOKHMPOBKAa 3IEKTPOHHOIO
cepruduKara) mepeaeT IOCPEACTBOM CHCTEMBI MEXBEAOMCTBEHHOIO 3IE€KTPOHHOIO
s3aumoeiictBusa B ' VIC ELII pnst mocnenyromeit nepenaun B 'UIC OC cBenenus o6 otkase
[OJIy4aTeNIl COLUATBHOW YCIYrH OT HpHOOpETeHHs JeKapCTBEHHBIX IIpenaparoB Uit
MEIMIHMHCKOrO IPUMEHEHHs, MEAUIMHCKUX W3JeNui, a TalkkKe CIelHaTM3MPOBaHHEIX
IIPOAYKTOB JIe4eOHOTO NUTaHUs JUIA AeTeH-HHBAIHMIOB C MCIIOJIL30BAHHEM 3JIEKTPOHHOIO
cepTuHKaTa Ha OCHOBaHHM 3asBlIeHHs 00 OTKa3e, IOJAHHOIO IOTydaTeneM COLHATbHOM
YCIIyTH (ero 3aKOHHBIM IIPEJICTaBUTENEM), B CPOK, He IO3JIHee CIeNYIouIero pabodero ausa
rocjie JHs MOCTYTUIEHAS 3asBlIeHUA 00 oTKasze B MUHHCTEPCTBO.

24, MuHHCTEpPCTBO mMOdy4aeT HHGOpManUI0 O OIOKHUPOBKE 3IEKTPOHHOI'O
ceptudukara nocpencrsom I'MC ELIL

25. MunucTtepcTBO B TedeHue | pabodero aHs nepenacr CBEACHHUS O OGJIOKHPOBKE
3JIeKTPOHHOTO cepTudukara, coneprkamuecs B  UC3 CmoneHckoi obnactu, B PPILIO, a
TaKXe OCYIIECTBIIAET HHGHOPMUPOBAHUE MTONYYaTeNs COMHUAIBHON YCIyTH (€ro 3aKOHHOIO
IIPEeACTaBUTENS]) O GJIOKMPOBKE 3MEKTPOHHOTO CepTH(UKaTa C UCIIONB30BaHUEM JIMYHOIO
xabuHeTa B (eepaIbHON rocyJapcTBeHHOM HH(MOpMaLMOHHOHR cucTeMe «Enunbii nopran
rOCyIapCTBEHHBIX M MYHUIMIAIBHBIX YCIYyr ((QYHKIMI)» HIM NOCPEICTBOM BBIJA4YH
(HanpaBlieHHsl) TIO[y4YaTeII0 COLHANBHOM YCIYyrH (ero 3aKOHHOMY IpelCTaBUTEIIO)
yBeIOMJIEHHS O OJIOKHPOBKE 3JIEKTPOHHOTO CepTH(UKaTta 10 (OpME COITIaCHO
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npwioxeHnio Ne 6 k HacrosameMy Ilopsanky Ha 6yMaXHOM HOCHTENE, MOAMMCAHHOIO
YCWIECHHOH  KBaNM(HIMPOBAHHOM  BJIEKTPOHHOH  MOANMCHIO  YIIOJHOMOYEHHOIO
JMOJDKHOCTHOTO Jiuiia MUHHCTEpCTBa, B 3aBUCHMOCTH OT Crioco0a, YKa3aHHOrO B 3asBIICHHH
00 oTkaze.

26. B ciygae moiyd4eHHs B IIEPHOJ PacCMOTPEHHS 3asiBICHHS H OQOpPMICHHS
aNieKTpoHHOro cepru¢pukara MunucrepctBoM u3 [HMC3 Cwmonenckoit o6Gmactu
HHpOpManMH O IpUOGPETeHHH IOJydaTelleM COLHAIbHOM YCIyrH (ero 3aKOHHBIM
mpeacraBureneM) 6e3 HCHONB30BaHUA JIEKTPOHHOIO ceprUdHKaTa JIEKapCTBEHHOrD
npenapara AJist MEULHTHCKOT'O IIpUMEHEHU, MEJHITTHCKOI'O H3JIeNu,
CIELMATTMN3UPOBaHHOTO NTPOAYKTa Jede6HOro MUTaHus I AeTeH-UHBAIMAOB 110 pelenTy,
yKa3aHHOMY B 3asABI€HHMH, MUHUCTEPCTBO B TedeHHe | pabouero mHs co AHS MONyYeHHA
yKa3aHHO#H WH(pOpMalK NPUHUMAET PEIlIeHHE O IPEKPallleHHH PAaCCMOTPEHHS 3asBIICHUA
H Ipoueayphl oOopMIIEHHS 3NEKTPOHHOTO cepTHGHKaTa 110 GopMe COTIaCHO IPUIIOKEHHIO
Ne 7 x mactosimemy Ilopsaxy u ocymecTBiseT BHECEHHE H3MEHEHHS B CO3/IaHHYIO 3alliCh
3JIEKTPOHHOIo ceprHdukara (B ciiydae, ecliM mpolenypa o(QOpMIICHHS 3JIEKTPOHHOIO
cepTuduxaTa 6GbL1a 3aBepIIcHa).

B Tedenue 1 pabodero AHA CO OHSA IIPHUHATHA DpEIIEHHAS O IpeKpalleHHH
pacCMOTpEeHHsT 3afBICHHA M IIponeaypsl O(OpPMIEHHSI 3NEKTPOHHOIO CepTH(HUKaTa
MEIHIHHCKasl OpraHu3alys YBeIOMIISAET oy4darelis COLHaNbHON YCIYTH (€ro 3aKOHHOI'0
IPEeOCTaBUTENIA) O IPUHATOM PeILIEHUH IOCPEACTBOM BBIJIa4M (HAIIPaBJICHH) TMCbMEHHOTO
MOTHBHPOBAHHOI'O YBEJIOMJICHHS O MPEKPAICHUH PaCCMOTPEHHUS 3asBIICHHUS M MTPOIIETY P
o¢opMIIEHHUS STIEKTPOHHOIO CepTUHKATA. '
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[Ipunoxenue Ne 1

k llopanky  mpenmocraBnenms
conuanbHoM yCIyru mno
obecIie9eHUIO  JIEKapCTBEHHBIMH
IpernapaTaMu JIJis MEIUIMHCKOIo
OpHMEHEHUST II0 pelenTaM Ha
JIEKapCTBCHHBIE npenaparsl,
MEIUIVHCKUMH U3JCIMAMH 10
penenram Ha  MEIUIUHCKHE
H3ETHUS, a TaKKe
CIIEIUa N3N POBaHHEIMHI
MPOAYKTaMH Jie4eOHOro MHUTaHHUA
ang AeTei-uHBATUAOB c
HCIIONIB30BAHHEM  3JIEKTPOHHOIO
ceprudHKaTa 3a CYET CpEACTB
obyacTHOro GromKera

®opma

MpuHHCTEPCTBO 3IpaBOOXpaHEHUS
Cwmonenckoit obnactu

3ASIBJIEHUE
0 NpeoCTABJIEHHH CONHAJILHOH yCJIyrH
¢ HCIO/IB30BAHHEM YIEKTPOHHOro cepTHHKaATA

CaeneHus 0 MOJydaTene COUHanbHON yCIyTH:
Oamunus

Umsa

OTtuecTBO (IpH HATHMYHH)

AJIpec perucTpaly 110 MECTY XKHTeIbCTBA
HIIH IO MECTY IIpeOhIBaHus
(ampec paKTHIECKOTO IPOXKUBAHUA)

CtpaxoBo¥i HOMEp
HHIMBUAYAIHHOTO JIUIEBOTO
cgera (CHUJIC)

Howmep momuca o6s3aTenbHOTO
MEIUIHHCKOTO CTPaXOBAHUS

AGOHEHTCKUH HOMED, BBIIEICHHBIN
OIIepaTopOM IOJBHIKHOM panuoTenehoHHOH
CBS3M (TIpH HAIMIHH)

Howmep nelictByromeit 6ankoBckoi kapTel « Mup»

Homep penenra
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CBelleHHs O 3aKOHHOM IpeJCTaBHTENE MOIydaTeNd COIMHANLHOM yCIIyTH (B Ciiydae NOJa4YH 3ajABlIeHHS
3aKOHHBIM NPEACTaBUTEIIEM NOTyYaTelis CONUHANbHOR YCIyTH):

Damunus

Umsa

OT4ecTBO (IpU HAJIAYHH)

PexBH3uTEL JOKYMEHTa, YAOCTOBEPAIOIMIET O JIMYHOCTE:

(HaHMEHOBaHHE, CepHA H HOMED, KEM H KOT/Ja BHIZAH)

PeKBH3UTEHI JOKYMEHTA, NOATBEPXKAAIOIIETrO NOJIHOMOYHA .

(HauMeHOBaHHE, CEPHs1 M HOMED, KEM M KOTa BhIJAH)

Howmep xoHTaxTHOTO TenmedoHa

IMTpaBHIABLHOCTE COOOIMAEMBIX CBEIEHHH NOATBEPMKIALO.

Brpakaro corjiacie Ha 06paboTKy EPCOHANBHBIX JaHHEIX B COOTBETCTBHH ¢ (DesicpalbHBEIM 3aKOHOM
«O nepcoHaNbHBIX JaHHBIX).

(mara) (mommice)

(naTa npUHATHS 3aABICHUN) (9.U.0., noanucs nuija, NPHHABINETO 3a4BJICHHE)
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Iprnoxenue Ne 2

k llopanky  npenocraBieHus
COLHANIBLHONH yCIyTH o
obecneyeHHIO  JIEKapCTBEHHBIMH
IpenaparaMM Ui MEIUIMHCKOro
NpUMEHEHHS] [0 penenTaM Ha
JIEKapCTBCHHBIE IIpenaparsl,
MEIUITMHCKUMH  H3JEIUAMH IO
peuenTam HA  MEJUITUHCKHE
H3emnus, a TaKKe
CHEIHaTH3HPOBaHHBIMHU
OpPOAYKTaMH JIe4eOHOTrO MHTaHUA
st JeTel-UHBAIUIOB c
UCIIONIB30BAHUEM  JJICKTPOHHOTO
cepruduKaTa 3a CYET CpelCTB
obyacTHorO GIO/XKETa

®dopma

PEIIEHUE
O NpeaocTaBJICHHH 3JICKTPOHHOI'O ceme])mcaTa

(nata)

MHBHHACTEPCTBO 3npaBooxpaHeHus  CMoneHckolf — o6nacTH,  pacCMOTpeR  3asBIE€HHE
oT ,

(bamunus, uMA, OTIECTBO (IIPH HATHIAH)

TIPUHAIO PEIICHHAE O NIPENOCTABICHUH

(paMunus, UM, 0TIECTBO (NIPH HATAYHH)
3JIEKTPOHHOTO cepTH(UKaTa 18 NpHOOPETEHHS JIEKAPCTBEHHOrO Ipenapara i MEIHIHHCKOrO
IIPUMECHCHHUA, MEAHITHHCKOI'O U3/, CIICITAAIAINPOBAHHOIO NIPOOYKTA TTe4eOHOro mUTanus g IleTeﬁ-
MHBAIHIOB (Hy)HOe NOTIEPKHYTH) 10 perenTy Ne

(HanMeHOBaHHUE JTOIDKHOCTH JTHIIA, (moammce) (pacmmadpoBKa HOAIHCH)
MPHHSABIIETO PEIIEHAC)

M.IL
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ITpunoxenune Ne 3

Kk Ilopsnxy  npemoctaBieHds
COLIMAIBHOM yCIyru no
00eCreueHnIo  JIeKapCTBEHHERIMH
ImpenapaTaMM IJIf MEIMITMHCKOTO
OpPMMEHEHHs II0 pelenTtaM Ha
JIeKapCTBCHHBIE Ipenaparsl,
MEAMIUHCKAMY HM3JEIHAMH MO
penentaM  Ha  MEIMIIMHCKHE
U3/IEITnA, a TaKKe
CHenUaTu3HPOBAHHBIMH
HPOJYKTaMH Jie4e6HOro INHTaHHUA
pitii: JeTeH-UHBAIMOB c
HCHONB30BAaHMEM  SJIEKTPOHHOIO
ceprudukaTa 3a CUYET CpEACTB
obGnactHOro GromKeTa

dopma

PEHIEHUE
06 oTKa3e B MPEAOCTABJIEHNH
3JIEKTPOHHOI0 cepTHHKATA

(mara)

MunucTepcTBO  3apaBooxpaHeHHss — CmoneHCkod — 0o6macTH,  paccMOTpeB  3asBIICHHE
oT ,

(pamums, uMs, OTIECTBO (IIPH HATHIHH)

IIPHHAJIO PEIICHHE 06 oTkaze

(pamunms, uMst, OTIECTBO (IPH HATHIHM)
B NPEIOCTABJIEHHH 3JIEKTPOHHOro cepTH(dHKaTa s OpHOOGPETEHHs JIEKAPCTBEHHOIO IIpenapara it
MEIMIIMHCKOr0 IPHMCHCHHSA, MCIHIHMHCKOrO H3JCHHs, CICIHANU3HNPOBAHHOIO NIPOAYKTa JIe9eOHOr0
MUTAHAS I JeTeH-HHBAIHIOB (HyXHOE NOMUepKHYTh) IT0 penenty Ne B CBSI3H C

(yKa3bBAIOTCA OCHOBAHMA [UIS IPHHATHA peleHHs 06 oTkase B

MpeAOCTABJIEHHH JIEKTPOHHOTO CEpTU(HKATA)

(HauMeHOBaHHe NOJDKHOCTH JIHLIA, (nonmuce) (pacuugpoBKa HOATIHCH)
MPUHABLIETO PEIICHHE)

M.IL
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Ilpunoxenne Ne 4

k Ilopsoxy  mpemocraBiicHuA
COLIHAJIBHOMK yCIyra no
00ECIIeYeHHIO  JIEKapCTBEHHBIMH
mpenaparaMM JUIS MeIHIMHCKOTO
OpUMEHEHHA [0 peHenTaM Ha
JieKapCTBEHHEIE IIpenaparsi,
MEIUITHHCKMMH = M3JENMIMH 1O
peunenTaMm Ha  MEJIHIHHCKHE
H3JIeNH, a TaKKe
CHEIHATN3UPOBAHHBIMH
IPOAYKTaMH JIe4eOHOTO INMTaHHA
I IeTef-HHBAIKIOB c
HCIIOJIB30BAHUEM  3JIEKTPOHHOTO
ceprudHuKaTa 3a CHYET CpPENCTB
obnacTHoro OrolKeTa

dopma

YBEAOMJIEHHUE
00 oTka3e B NpeJOCTaBJICHHH
3JIEKTPOHHOI0 cepTH(HKATA

(nata)

Ypaxxaemasi(blit) R
(dbamunus, UM, 0TIECTBO (IIPH HATHIMH)

MunncrepcTtBoM  3apaBooxpaneHHs  CMoneHCKOM  o0macTH  pacCMOTPEHO  3afdBIEHHE  OT
Ne 0 TNpEeIOCTABICHMM COLMATHHOM YCIYTH C HCIOIE30BaHHEM

3JIEKTPOHHOTO CepTH(HKaTa.

ITo pesynbraTaM pacCMOTPEHHA YKa3aHHOrO 3afBIACHHSA IPHUHATO pELICHHE 06 oTKase B
MIPEOCTABICHAN I'PAXIAHUHY

(bamunns, M, oTaectTBo (TIPH HANWYHA) TIOMydaTeNs COMUATLHOMN yCIyTH)
3IEKTPOHHOrO cepTH(dmKaTa Mnd nNproOpeTeHMs JEKapCTBEHHOro mpemapara Uil MEIHIMHCKOTO
[IpUMEHEHUS, METUIIMHCKOT'O U3NENHSI, CIIeHaTN3HPOBAHHOTO NPOAYKTA JIe4eOHOro MUTaHu IS AeTei-
HHBAIMJOB (HyXHoe ToONYepKHyTs) MO penenty Ne B CBI3H C

(YXa3BIBAIOTCS OCHOBAHMA J/A IIPHHATHA peIleHus 06 oTKase B PeIOCTABICHUH JIEKTPOHHOTO cepTH(UKaTa)

(HanMeHOBaH¥E JOJDKHOCTH JIHIA, (noxmucs) (pacumdpoBKa NOAIUCH)
MPUHABIIETO pellieHHE)

M.IL
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ITpunoxenune Ne 5

k Ilopaaxy  npepocraBiieHust
CONHaIbHOM yCIyru 1o
00ECIIeUeHNI0  JIEKAPCTBEHHEIMH
nmpenapaTaMl JUIA MEIHIMHCKOrO
NpUMEHEHHS MO pelentaM Ha
JIEKapCTBEHHEIE Ipemnaparsl,
MEIUOMHCKAMH H3ACIHAMH IO
peuenram Ha  MEIOUIIHHCKHE
H3ETHUA, a TaKKe
CIEeIUATU3HPOBAHHBIMH
MPOAYKTaMH JIeYeOHOTO MHTAHHSA
s JeTrei-nHBANUIOB c
UCIIOJI30BAHHEM  3JIEKTPOHHOIO
ceprudpuKaTa 3a CHET CpEACTB
obyacTHoro GromKera

dopma

MHUHHCTEPCTBO 3APaBOOXPAHEHHA

CMoneHcKo# o0sactu

3ASIBJIEHUE
00 oTKa3e OT mpeJoCTABJICHHSA
COMHANBLHOM YCJIYIrH ¢ HCHOJAb30BaHHEM
3JIEKTPOHHOI'0 cepTH(pHKATA

A,

(®.H1.0.)
npoxuBaroImuii(ad) 1o aapecy:

cepHs Ne

(IOKYMEHT, YAOCTOBEPSIOMIHI THIHOCTE)

(BbIaH (KeM, AaTa BblIa4H)
OTKa3bIBalOCh OT IIPEJIOCTaBJICHUA COIIPIaJIbHOﬁ yCIyru ¢ HCIIOJAb30BaAHHCM
3JIEKTpOHHOTrO ceprudurkara Ne

IIPEAOCTABIICHHOT'O

(®H.0)
CO CPOKOM JEHCTBHSA C o

O  GJOKMpOBKE  DJJIEKTPOHHOro  ceprTH(dukara  NpoHly  YBEAOMHTh  HOCPEACTBOM

Bmpaxcalo corjacuc Ha 06pa60T1<y NCPCOHATIBHBIX HNAaHHBIX B COOTBCTCTBHH C (Del'[epaJIBHHM

3axoHoM «O NECPCOHAJIBHBIX JaHHBIX).

(nara) (noanuce)

(nata npuHATYA 3asABICHAN) (®.1.0., noanuch AuLa, IPUHABINETO 3asABJIEHHE)
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INpunoxenne Ne 6

k Ilopsoxy  npepocraBieHHS
COlMaIbHON yCIyrd no
ofecrneyeHHIO  JIEKapCTBEHHHIMHA
IpenaparaMM JUIi MEOHLHHCKOIO
NpUMEHEHUsI 10 penenTaM Ha
JIEKapCTBEHHBIE Npenaparsl,
MEIHIMHCKMMH HM3NCTMAMH 1O
peuenraM Ha  MCIUIHHCKHE
H3IEIUA, a TaKoKe
CHEUHATH3HPOBAaHHBIMU
NpONYKTaMH JIe4eOHOro NUTaHUS
pibis: JleTeH-UHBAMIOB c
HCHIONB30BAHUEM  3JIEKTPOHHOI'O
cepTuduKaTa 3a CYET CpEACTB
obnactHoro 610/KeTa

dopMma

YBEAOMJIEHUE
0 GJIOKHPOBKE 3JIEKTPOHHOI0 cepTHhHKATA

(mara)

VBaxkaeMasi(bIit) ,
(dammis, uMs, OTIECTBO (IIPH HAJIWYMH) 3aABUTEIIA)

MunncTepcTBOM — 3ApaBooxXpaHeHMss ~ CMOJIGHCKOM ~ 0o0NacTH  pacCMOTPEHO  3asBI€HHE  OT
Ne 00 0TKa3e OT NPeIOCTABICHASA COIUATIBHOM YCIYTH C HCTIOJIb30BaHUEM

3JIEKTPOHHOTO cepTH(HKATA.

[lo pesynbraraM pacCMOTPEHHS YKa3aHHOTO 3asiBJ€HHS IIPHHSATO pEHICHHE O GIOKMpOBKE

[IPEAOCTABIEHHOI O IPaXXIaHHHY
(haMuTus, UM, OTIECTBO (IIPH HAJIWIHM) JIMNA, Ha M KOTOporo odopMIIeH 3IeKTPOHH cepTudHKaT)

3JIEKTPOHHOrO cepThUduKara Ne nara
CO CPOKOM JCHCTBHSA C no

( )
(HauMEeHOBaHKe JODKHOCTH JIMIIA, (rmoamuce) (pacmndpoBKa NOAMHCH)

MPUHABLIEFO PENICHYE)

MIL
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IMpunoxenue Ne 7

Kk llopsaxy  npemocraBiieHHS
COIHaNbHOU YCIyTH o
obeCIIeYeHHIO  JIEKapCTBEHHBIMH
npenapaTaM IUIS METMIIMHCKOIO
OpHMEHEHHd 10 pelnenTtaM Ha
NIeKapCTBEHHEIE npenaparsl,
MEIUIIMHCKUMH M3AEHUAMH O
penenTaM  Ha  MEIMIHHCKHE
3N, a TaKxKe
CHENHATH3HPOBAHHEIMHA
OpPOAYKTaMH JIe4eOHOr0 MHUTAaHUs
s JeTel-HHBAIUIOB c
HCIONB30BaHAEM  3JICKTPOHHOIO
ceptuduKara 3a CYET CpEACTB
obnacTHOro OIO/MKETA

®dopma

PEINNEHHNE
0 UpeKpallleHHH PacCMOTPeHH 3asBJICHHHA
H npoueayps opopMIIeHHA FJIEKTPOHHOI 0 cepTHHKATA

Ne

(nara)

B cBa3su ¢ mnocrymienuem B MHHHCTEPCTBO 31paBooxpaHeHus CmoneHCKkOH oOnactd u3
rocyJapcTBeHHOM HWHGOPMAUHOHHOM cHCTeMBl B cdepe 3apaBooxpaHeHHs CMoeHCKOH o6GmacTH
«FocymapcrBenHass HHGopMmaiMoEHas CHCTeMa B cdepe 3ApaBOOXpaHeHHs» HHGOpPMaMH O
NpHOGPETEHUH IPAKIAHHHOM

0

(paMunus, nMs, OTIECTBO (IPH HATHIHH)
6e3 HCIOIL30BaHHS JJIEKTPOHHOIo cepm(bmcaTa JEKApCTBCHHOIO0 Iipenapara mjid MCEAHIHHCKOIO
NIPAMCHCHUAA, MEIULIMHCKOI'0 M3JCINA, CIICIHAATTH3UPOBAHHOTI'O IIPOAYKTA J1eueOHOro MUTaHus pii) i ne'reﬁ-
MHBAIMAOB (HyXHOe NOTYEPKHYTh) 10 PEHENTY, YKA3aHHOMY B 3asBICHHH O MPEAOCTABICHHH COLHAaIbHOH

YCIyTH C WMCIONLE30BaHHEM DIEKTPOHHOIO CEpTH(HUKATAa OT , MunucrepcTROM
(nara)

37 paBOOXpaHCHHUA CMosteHcKoM obnacTu NPHHATO PEIICHHE O NIPCKpAICHAH PaACCMOTPEHHUS YKa3aHHOTO

3aqBueHHs H HOpouexypsl 0GOpMIEHHS SJICKTPOHHOrO cepTH(HKaTa. OIEKTPOHHEIA cepTH(pHKAT
Ne oT CO  CpPOKOM JeHCTBHA C 1o

, OQOpMJIEHHEIl MO pe3yJbTaTaM PacCMOTPEHHS YKa3aHHOrO 3asBIEHHS, INOJUICKHUT
GroxupoBKe (yKa3pIBaeTCs B Clydyae, €ClIH IpoucAypa OQOpMIICHHS DJJIEKTPOHHOro ceprHdmKaTa
3aBepiieHa).

(HamMeHOBaHKe NOJKHOCTH JIMIA, (noamcs) (pacumdposka noanucy)
NPUHABIIETO PeMIeHHE)

M.IL
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VTBEPXEH
IIOCTAHOBJICHHEM HpaBI/ITeJIBCTB,a

CMoneHcko# obnacTu
oT L8 225~ No 20

NOPAAOK
onpejaesieAHs NpeAeJbHOH CTOHMOCTH €IHHHIbI
JIeKapCTBEHHOr0 Npenapara AJs MeTHIIHHCKOro
NpHMEeHeHHs N0 pelleNTaM Ha JIeKapCTBEHHbIE Ipenaparsl,
MeIHIHHCKOro H3e/Hd N0 penentam Ha
MeTHIHHCKHE H3JeJIHs, 2 TAKHKe CIIeIHATH3IHPOBAaHHOIO
NpoaAyKTa JiedeGHOro NHTaHKA AJIN AeTeH-HHBAJIHA0B,

npHoOpeTaeMbIX C HCHOJb30BAHHEM 3IEKTPOHHOIO
cepradHKaTa 32 CIeT CpeAcTB 00aacTHOro GroakeTa

1. Hacrosmmii Ilopsnok ycTaHaBIMBaeT IpaBHia OINpelesieHHs IpeneIbHON
CTOMMOCTH EIWHHUIILI JIEKApPCTBEHHOI'O Ipenapara i MEOUIHHCKOrO NpPHUMEHEHUs IO
pelienTaM Ha JieKapCTBeHHble IIpenapartsl (Jajee — JIEKapCTBEHHBIM Ipemapar),
MEIULMHCKOrO H3JENHsA IO pelenTaM Ha MeAMIMHCKHE H3[elus (Jajee Takke —
MEIMIMHCKOE M3JeJINe), a TakKe CIeLMAIM3NPOBAHHOIO MPOAYKTa JIeueOHOro MUTaHHS
IUI AeTe-UHBATHAOB (Ianee Tak)ke — CIeIHaIN3UPOBaHHbIN IPOAYKT), NpHOOpeTaeMBIX C
HCIOJIE30BAaHUEM JJIEKTPOHHOro ceprudukara (nayee - 9C) 3a c4eT CpeACTB OGIACTHOIO
OromxerTa.

2. MuH#cTepCcTBO 3paBooxpaHeHust CMOJIeHCKO# obnacTu (nanee - MHHHCTEPCTBO)
€XKEroIH0 110 COCTOSHMIO Ha 1 nexabps Tekymiero (MHAHCOBOTO TroAa ONpejefAeT
IIpeIensHYI0 CTOMMOCTD JIEKapCTBEHHOIO IpernapaTa, MEIUIMHCKOIO H3JEeNus, a TaKKe
CIIeNMATM3MPOBAHHOTO MIPOJIYKTa, IPHOOPETaEMEIX ¢ HcToib30BaHHeM OC.

3. IlpenensHast CTOMMOCTE JEKapCTBEHHOIO Ipernapara, MEOUIIMHCKOTO U3/ENud,
CIIEIMATH3MPOBAHHOIO IPOAYKTa, IPHOOpEeTaeMbIX ¢ UCIoNs30BaHueM JC, onpenenseTcs
IO pe3ylbTaTaM IIOCIEIHEH 0 BPEMEHH OCYIUECTBIECHHS 3aKyNKH HWISHTHYHOTO
(KOHKpETHOT0) TOBapa, COOTBETCTBYIOLIETO HAMMEHOBAaHHUIO JIEKAPCTBEHHOIO MperiapaTa,
MEJUIMHCKOrO  H3MENNsA, CIeNHaJIi3HPOBAHHOIO MPOAYKTa, MNPHOOpETaeMBIX C
ucnonp3oBanueM OC, uHboOpMaIMsg O KOTOpOH pa3MelieHa B eANMHOM WH(MOpMAaIHOHHOM
cucTeMe B cdepe 3aKyIloK, NIpoBeAeHHOHM MHMHUCTEPCTBOM B MOPANKE, YCTAHOBJIEHHOM
3aKoHOJaTensCcTBOM Poccuiickoit ®exepariul 0 KOHTPAaKTHOM CHCTeMeE B cdepe 3aKyrok
TOBapOB, paboT, ycIyT Ay obecrieyeHHs rocyJapCTBEHHBIX H MyHULIUIIAIBHEIX HYX]I.

4. TTocnemHe#t Mo BpeMeHH OCYINECTBICHMS 3aKyIKOH JIEKApCTBEHHOTO Iperapara,
MEIUIIUHCKOr0  M3JIeNHs, CHeHHaJH3HPOBAHHOIO INPOAYKTa, HpUOOpeTaeMbIXx ¢
dcronb3zoBanneM JC, cUMTaeTcsl MOCIENHSS 3aBeplIeHHas MpOLeNypa OCYILIeCTBICHHT
3aKyMKH JEKapCTBEHHOIO IIpernapara, MEAULUHCKOrOo H3JeiHs, CHeLHATU3HPOBAHHOTO
npoxyKTa, IpuoOpeTaeMbIX ¢ HCHonb3oBaHHeM JC (3akmroueHHbI MuHHCTEpCTBOM
rOCy/IapCTBEHHBIH KOHTPAKT (3aKJIFOYEHHBIN 06JaCTHBIM rocyAapCTBEHHBIM aBTOHOMHBIM
yapexaeHreM 3apaBooxpaHeHuss «CMoneHCkuii o0nacTHOM MeIULIMHCKUM LEHTP»
JIOTOBOp), oOs3aTenbCcTBA II0 KOTOPOMY HCITOJHEHB! CTOPOHaMH TI'OCYJapCTBEHHOTO



19

KOHTpaKTa (OroBopa) B IIOJHOM 0OBEME 110 COCTOSTHHMIO Ha 1 nekalps NpeIecTByOIero
¢uHAHCOBOrO rona).

5. B cmyyae ecimnm MHUHHCTEPCTBOM 3aKyllka JIEKApCTBEHHOIO IIpenapara,
MEIMIMHCKOrO H3JelUs, CIELHAIN3HPOBAHHOIO MpPOAYKTa, MpPHOOPETaeMBIX C
ucnoas3oBaueM OC, He oCyIIecTBIBUIach, JHOO Mpoueaypa 3aKynKH HIECHTUYHOTO
(KOHKpETHOro) ToBapa, COOTBETCTBYIOILETO HAMMEHOBAaHMIO JIEKAPCTBEHHOT'O IIpenapaTa,
MEIUIIHHCKOTO  H3JeNMs, CHEeHHAIH3UPOBAaHHOIO IPOINYyKTa, HpHOOpeTaeMHIX ¢
ucnons3oBanueM OC, He cocrosnach, JTHOO 3aKynKa JIEKapCTBEHHOIO IIpernapara,
MEIUIMHCKOTrO U3JelIHsd, CIEeUHAIM3HPOBaHHOTO INPOAYKTa, IIpHOOpETaeMEIX C
ucnoipzoBanueM OC, ocymecTBisIack 6ojiee 4eM 3a TpH roja A0 JAHSA [OAa4YH
rpaXxaaHUHOM, 3apEerHCTPUPOBaHHEIM Ha Teppuropun (CMoOJIeHCKo#M obiactH,
BKIIOYeHHBIM B DenepanbHbIii pPErucTp JIMI, HMEIOMMX IPaBO Ha IIOMy4EeHHE
rOCYAapCTBEHHOM COIHANbHOH ITOMOIIH, ¥ HE OTKa3aBLUIUMCS OT ITONyYEeHHS COLHAIBHOM
YCIAYrd mo oOOecrnedeHHI0 B COOTBETCTBHM CO CTaHJapTaMH MEAMIMHCKOM NOMOIIH
HeOOXOMUMBIMHU JIEKAPCTBEHHBIMU IIpelapaTaMM Jii MEeOULHMHCKOTO IPHMEHEHHs B
obreMe He MeHee, HYeM 3TO IIPEAYCMOTPEHO MepeYHeM >XU3HEHHO HEOOXOMUMEIX H
BaXHEHIIUX JIEKAPCTBEHHBIX IIpeNapaTroB, C(QOPMHPOBaHHBIM B COOTBETCTBHH C
®DenepaibHEIM 3akOHOM «O6 oOpalleHHM JI€KapCTBEHHBIX CPEICTB», IO pelelTaM Ha
NIeKapCTBEHHBIE IIpenapaThl, MEIUIMHCKMME H3IEIHAMH IO pelenTaM Ha MEOUIMHCKHE
H37e/Hs, a TAK)Ke CIEeHaTU3NPOBAaHHBIMM NPOIYKTaMH JIe4e0HOTO MUTaHMUs I JeTeli-
HHBAIKAOB (Iajee COOTBETCTBEHHO — IMONYYaTelb COLMAJIBHON YCIyr'H, COI[HAIbHAs
ycnyra) (3aKOHHBIM IIDEACTaBHTENEM IOJIydaTels CONMAIbHOH YCIYTH), 3asBIIEHHS O
IpPeJOCTaBIeHHH COLMAIBHOH YCIYrH C Mcnoiip3oBanueM OC, IpeAenbHas CTOMMOCTb
HUIEHTUYHOTO (KOHKPETHOT0) TOBapa, COOTBETCTBYIONIET0 HAUMEHOBAHHUIO JIEKAPCTBEHHOTO
mpemnapara, MEAUIMHCKOTO H3JEHs, CIISUaTU3HPOBaHHOIO NIPOXYKTa, MPHOOPETAaEMEIX C
ucrionb3oBanueM OC, oIpefenseTcs MO pe3ynbTaTaM IHocledHell IO BpeMeHM
OCYIIECTBJICHHS 3aKyIKH JIEKapCTBEHHOIO IIpeliapata, MEOHMIHHCKOIO H3[elus,
CIIELHATM3UPOBAHHOTO NPOAYKTa, IpHoOpeTaeMBIX ¢ HCnonb30BaHueM DC, IIPOBEIEHHOM
YIIOJHOMOYEHHBIM oOpraHom cyobekra Poccuiickodi denepalldii, pacHONOXKEHHOI'O B
npenenax Teppuatopuu lleHTpanbHoro ¢genepanbHOro oxpyra, HHGopMamus O KOTOpPOii
pasMelieHa B eJUHOM HHPOPMAITHOHHON CHCTEME B cdepe 3aKyIoK.

6. B city4ae eci yIoJHOMO4YEHHBIM OpraHoM, YKa3aHHBIM B IIyHKTE 5 HaCTOAINEro
[Nopsnxka, 3aKynmka  JIeKapCTBEHHOIO  Iperapara, METULOHHCKOrO  H3JeNHd,
CIIEIMATH3UPOBAHHOIO IIPOAYKTA, MPHOOpEeTaeMBIX C HCIoNb30BaHHEM JC, Ha TEPPUTOPHMA
IlentpansHoro ¢enepalbHOro OKpyra He OCYHLIeCTBIIach, Jubo mpouexypa
OCYLIECTBJIEHHSA 3aKylIKH JI€KapCTBEHHOIO mperapara, MEAMUMHCKOTO H3AENHs,
CIIEUHATH3UPOBAHHOTO IIPOAYKTA, IPHOOpETaEMBIX C Hcoib3oBaHUEM JC, He COCTOAIACK,
1ubo 3aKynKa JIeKapCTBEHHOT'O mpernapara, MEIUITMHCKOIO H3JeNHs,
CIIELIMATU3UPOBAHHOIO  HpPOAYKTa, IpuUoOpeTaeMBIX -C  Hcnoas3oBaHueM OC,
OCYIIECTBIISLIACH OoJree YeM 3a TpH rofia 0 AaThl II0/Ia4H I10JTydaTeIeM COLHAIBHON YCIyry
(3aKOHHBIM  IIPEICTaBUTENIEM IOJydareysi COLUAIBHON YCIIyrH) 3asBlieHHS O
HpPEeAOCTABIIEHUH COIMAIBHON YCIYTH C Hcrmosib3oBanueM OJC, mpelenbHas CTOMMOCTH
COOTBETCTBYIOIIETO JIEKapCTBEHHOT'O mpermnapara, MEIUIMHCKOrO H3JENus,
CIEUATH3HPOBAHHOI'O [TPOAyKTa, MpHOOpeTaeMBIX ¢ Hcloiab3oBaHueM JC, onpeaenseTcs
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10 pe3yiabTaTaM MoOCJeJHeH II0 BPEMEHHM OCYIIECTBIEHMs 3aKyNKH OIHOPOJHOTO
JIEKapCTBEHHOT'0 NpernapaTa, MEIUHUHCKOro H3/IeNHs, CIeNUaIN3HPOBAHHOTO NPOXYKTa,
nmpuobpeTaeMpIx ¢ Hcmoias3oBaHueM JC, NPOBENEHHOM YIIOMHOMOYEHHBIM OpraHOM
cybbekra Poccutickoi ®enepanuu, pacioloKEHHOI0 B IIpeJieax TEppUTOpuH Poccuiickoi
®enepanuu, HHGOPMaIHA O KOTOPOH pa3MelieHa B eIUHONH HHPOPMAIMOHHON CHCTEME B
cepe 3aKyIIOK.

7. B ciuy4yae eciad 3aKylKa JIEKapCTBEHHOIO IIperapara, IpHOOperaeMoro c
ucnons3oBaHueM OC, B mnpepenax Teppuropuu Poccuiicko Pegepannu He
OCYIIIECTBIIAJIACh, TO 3a MpeAeNbHYI0 CTOMMOCTh TaKOro JIEKAPCTBEHHOI'O IIpenapara
[IPUHAMAETCS MaKCHMAJIbHOe 3HayeHHe LEHBl JaHHOTO JIEKapCTBEHHOIO Ipemnapara Io
JaHHBIM TOCYJapCTBEHHOI'O peecTpa IpeNeNbHBIX OTIYCKHBIX HEH ITpOM3BOAMTENCH Ha
JIeKapCTBEeHHEBIE IIpellapaThl, BKIIOYCHHBIE B IIEPEYCHb >KHU3HEHHO HEOOXOAUMBIX H
BaKHEHIIIUX JIEKAPCTBEHHBIX NIPENapaToB. ’

8. B ciyuae ecnu 3aKynmka CIEIHMAIW3HPOBAHHOIO NMPOAYKTa, IpHOOpeTaeMoro c
ucrnonszoBanueM OC, B 1mnpeaenax Teppuropun Poccuiickoit Depepamun He
OCYILUECTBISLIACH, TO 32 NpeAelbHYI0 CTOUMOCTh TaKOro CIIENHAIA3UPOBAHHOIO MPOAYKTa
ITpHHAMAETCS HpeeIbHas CTONMOCTD CHIeNMaTH3UPOBAHHOIO IIPOAYKTa — aHAJIOra.



