IIpasureancrBo Hukeropoackoi od1actu
ITOCTAHOBJIEHHE

17 suBaps 2017 rona 13

Ne

06 yrBep:xknenun ITosioxenns o nopsiAke NpeaocTaBieHHst
cyOcuamii Ha Bo3MelleHne 3aTPaT 0 JONOJIHHTENbHOH
0ecnuIaTHON MeXHIHHCKOH MOMOINM B YACTH o0ecneYeHns
He00X0MMBIMH JIEKAPCTBeHHLIMH NpenapaTaMu JJIs
MEAUIHHCKOTr0 NPUMEHEeHHUs, MeAUIIHHCKMMHA H3AeJIUsIMH, a
TAaKIKe CIeNUAJIH3NPOBAHHBIMHI NPOAYKTAMH Jie4€0HOr0o NMUTAHUS
I JeTeid-HHBaJHI0B

B cootBerctBHm co cratheil 78 bBromxerHoro komekca Poccmiickoi
Denepanun, GenepansHbM 3aKoHOM OT 21 HOsOps 2011 roma Ne 323-03 «06
OCHOBaXx OXpaHBl 370pOBbs TIpaxnaH B Poccuiickol ®enepanun»,
nocraHosienueM IIpaBurensctBa Poccniickoit @enepamuu ot 30 nekabps 2010
rofa Ne 1199 «O npenocrasieruu u3 QenepaibHOTO 6}9n>KeTa MEXOIOIKETHRIX
TpaHcepToB OroKeTaM CybOwbexToB Poccuiickoit enepanun u GromkeTy
r.balixoaypa Ha peanmzanHioO OTHENHGHBIX IOJHOMOYMI B  o0iacTH
JekapcTBeHHoro obecneuerus» IIpaBurtensctBo Hinkeropoackoit ob6mactu
NOCTAaHOBJNAET:

1. VrBepautes npunaraemoe IlomoxkeHme o MOpsAKE MPeIOCTABIEHUS
cyGcunuii Ha BO3MENIeHHE 3aTpaT II0 JNONOJNHWTENBHON GecIaTHOH
MEIUUMHCKOM  moMomm B 4acTH  ofecrmedeHUss — HEOOXOAMMBIMH
JEKapCTBEHHBIMU  TpemaparaMu I  MEAUIUHCKOrO  TpUMEHEHHS,
MEIMIMHCKUMH HU3OEIUSAMHE, a TakkKe CIeNUaM3UPOBAaHHBIMH IIPOXYKTAMU
Jie4e6HOoro MU TaHu I AeTeH-HHBaIUIOB.

2. Hacrosmiee ocTanoBleHre BCTYIIAEeT B CHITY 110 UCcTedennd 10 quel co

‘OHS  €ro  onyOIMKOBaHHS M  PaclpoCTpaHseT CBoe JelicTBHe Ha

IpaBOOTHOINEHMS, BO3HUKIIME ¢ 1 ssaBaps 2017 roaa.
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3. KoHTpOIIb 32 HCTIOJHEHNEM HACTOSIIEr0 IIOCTaHOBIIEHHUS BO3JIOXKHUTE Ha
saMectuTenss I'ybepHaropa, 3amectutens Ilpencenmatens IlpaBurenncrsa

Hwxeropopnckoit obmactu JI.B.CBarkoBckoro.

HU.0.I'ybepua E.b.JIrormn




VTBEPXJIEHO
nocraHoBjeHueM [IpaBuTenscTBa
Hmwxeroponackoit obmacTu
or 17 aaBaps 2017 roma Ne 13

HOJOXEHHUE
0 MopsiAKe NpeocTABJEHNs CyOCHIUI Ha Bo3MelleHHe 3aTPaT 1o
JAONOJTHHTEIbHON GecIIaTHOH MeJHIHMHCKOH MOMOIIM B YacTH obecneyenns
He00XOAMMBIMH JIEKAPCTBEHHBIMH NpenapaTaMu JJIs MeAUIHHCKOro
NpUMeHEeHNs, MEJHUIUHCKHMH H3XeJIUSMH, 2 TAKKE CIIeNHAJTA3HPOBAHHBIMHA
NPOXYKTAMH JIe4eOHOI0 MHTAHUS VIS JeTeH-nHHBAIHI0B
(manee — IlomorxeHue)

1.Hacrosgmee IlonoxxeHHe IIOATOTOBIEHO B COOTBETICTBHH CO CTaTrbeil 78
Bromxernoro xomexca Poccutickoit ®epepannu, Denepansasiv 3akoHoM OT 21
HOs0pss 2011 roma Ne 323-®d3 «OO6 ocHOBax OXpaHBI 30POBBA IPaXIaH B
Poccmiickoit ®enepanum», nocrtaHoBineHneM IlpaButenbcTBa Poccuiickoit
@epeparu ot 30, mexabps 2010 roma Ne 1199 «O mnpenmocrtaBneHuH u3
¢benepanpHoro OromkeTa MeXOIODKETHBIX TpaHCc(epToB OIo/KeTaM CyOBEKTOB
Poccuiickoit ®enepayu 1 OromxeTy r. balikoHypa Ha pealu3alyio OTAEIIBHBIX
HOJHOMOYUH B 00IIaCTH JIEKApCTBEHHOI'O O0ECIIEYEHUS) M OIPEAENAET KaTeropuu
U KpUTepHH OTOOpa IOPHUAMYECKHX IIHIl, WMEIOIIMX IIpaBO Ha IOJyuYeHHue
cybcunyum, LedH, YCIOBHA M HOPANOK MPENOCTaBIEHHS CyOCHIuM, IODPSIOK
BO3BpaTa CyOCHINH Ha BO3MEIUIEHHE 3aTpaT II0 JONOIHWTENbHOH OecniaTHOH
METHIHECKOM MOMOIMH B YacTH olecrmedeHns HEOOXOAMMBIMHU JIEKapCTBEHHBIMU

'npenapaTaI\m o1 MEIANUHCKOI'O IIPUMCHEHUA, MEIAMIHWHCKHMH H3ICIHMAMH, a

TaKKe CIEeNUATU3MPOBAHHEIMU IPOMyKTaMU JiedeOHOro MHTaHUs Ui JeTeH-
MHBATHAOB (Hajee - CyGCuuus).

- 2. Cybcupust uMeeT IeleBoe HasHadeHHe. Llenpro mpemocTaBieHNs
cyOcuaum sBISETCS BO3MEINEHUE PAcXOZ0B IO 3aKYIIKE, XPaHEHHIO, JOCTaBKE,
TiepcOHN(UIUPOBAHHOMY YYETY U OTIIYCKY:

- 2.1. JlekapCTBeHHBIX IIpeNapaToB JUII METUIUHCKOrO IIpHMeHeHMs (3a
HCKIIOYEHWEM HApKOTHYECKHMX CPEINCTB M IICHXOTPONHBIX BEIIECTB H KX
NPEKypPCOB), MEIUITHCKIX U3ACTHH CIIeIYIOIUM KaTerOpUsM IpaXaaH:

1) uHBaHIBI BOHHBI;,

2) yyactHuKHu Benukoit OteduecTBeHHON BONHEI;

3) BeTepaHbl O0EBRIX NEHCTBHH W3 YKCIa JIHI], YKa3aHHBIX B IIOAIMYHKTaX 1 -
4 myukra 1 crateu 3 ®PenepanbHoro 3axoHa ot 12 saBaps 1995 romga Ne 5-@3 «O
BETEpaHax»;

4) BOEHHOCIyXalllie, [IPOXOIUBLINE BOSHHYIO CIy:K0Y B BOMHCKUX YacTsX,
VUpeXXIEeHHAX, BOEHHO-y4eOHBIX 3aBElICHMSIX, HE BXOJUBIIMX B COCTaB
nelicTByromieii apmun, B nepuon ¢ 22 uioHs 1941 roma mo 3 centabps 1945 ronma
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He MeHee IIECTH MeCsSIEeB, BOCHHOCIyXallue, HarpaXJIeHHBIE OpAeHAMY MK
menansiMa CCCP 3a ciryx0y B yKa3aHHBIN IIEPHOL;

5) nuuia, HarpaXkAeHHbIe 3HaKoM «OKurento 6nokanHoTo JIeHUHTpanay;

6) mmma, paboraBmme B mepuon Benmko#i OredecTBeHHOU BOMHBI Ha
00BEKTaxX IPOTUBOBO3AYIIHOM 0GOPOHEI, MECTHOU MPOTHBOBO3MYINHON 0GOPOHEL,
Ha CTPOUTENLCTBE OOOPOHMTENBHEIX COOpY)KEHHH, BOEHHO-MOPCKHX 0a3,
a’poJpOMOB M JpPYyTHX BOEHHBIX OOBEKTOB B Ipelelax TBUIOBEIX I'DaHMIL
JNEeHCTBYIOIIMX (GPOHTOB, OIEpParMOHHBIX 30H JAeWCTBYIOIIMX (IOTOB, Ha
IPUPPOHTOBBIX YYacTKaxX JKEJNEe3HBIX W aBTOMOOMIBHEIX JIOPOT, @ TAKXKe WICHEI
9KMNaXell CyHOB TPaHCHOPTHOrO (h1oTa, MHTEPHUPOBAaHHBIX B Hadane Benukoi
OteuecTBEeHHOH BOMHEI B IOPTaX APYTHX TOCYIApCTER;

7) dneHsl ceMeil moruOmmx (yMepIINX) HHBAJIHAOB BOMHEI, YYACTHHKOB
Benukoli OtedecTBeHHOM BOWHEI M BeT€paHOB OOEBBIX ACHCTBHIA, WIEHEI ceMeil
morubnmx B Benukoit OTedecTBEeHHOH BOIHE JIMI[ W3 YHCIA JIMYHOI'O COCTaBa
IrpyOon  CcaMO3alllUTEl  OOBEKTOBEIX W  aBapHUHBIX  KOMaHA  MECTHOM
IPOTHUBOBO3MYIIHON OOOpPOHBI, a Talkke UYNeHBl ceMel normbmmx paboTHHUKOB
rociyTanei u 0onpHUl ropoxa Jleruarpana;

8) uHBaMUAFI, B TOM YUCIE NeTH-UHBAIUEL.

2.2. Crnenupaiu3vpOBaHHBEIX NPONYKTOB JiedeOHOrO0 NHUTaHUS AN AeTei-
HHBAIMIOB.

3. UcTrogankoM GHUHAHCOBOro obecreyeHus CyOCHIUM SBISIOTCS CPELCTBa
denepansHOro GrOKETa, IpefocTaBiseMble OromxeraM CyOBeKTOB Pocchiickoi
Qenepanid B BHIE WHBIX MEXOIOMKETHBIX TpaHE(epTOB B IENIX (PHHAHCOBOIO
obecneyeHnss pacXOmHBIX 00s13aTenscTB CcyOBbekToB Poccuiickolt ®epepaiumy,
BO3HHKAIONMX TMpPH BBITOJHEHHH OTHENBbHBIX IIOJHOMOYMH B  obxacté
JIeKapCTBEHHOro obecrieyeHus. _

4. CyGcumus nmpegocTaBiseTcs Ha 6e3B03Me31HOM 1 6€3BO3BpaTHOM OCHOBE
B IpefieNiaX YTBEPKACHHEIX OI0KETHBIX aCCUTHOBAHMUM, YCTAHOBIIEHHEIX JINMUATOB
GIOKETHEIX 00s3aTeNBCTB U HPeAelbHEX 005eMOB (QHHAHCHPOBAHHI.

5. I'maBHBIM pacTiopsuTeleM Cpe[CTB, HANpPABIAEMEIX Ha PAcIpeeicHHe
cyOcuauift B COOTBETCTBUH ¢ HacToAmuM [lonoxkeHueM, SBISeTCS MHHHCTEPCTBO
3mpaBooxpanenns Hukeropoackoit o6nactu (nanee - MUHHCTEPCTBO).

6. CyGcumusi mpemoCTaBiIsSeTCs FOPHAMYECKHM JHMIaM (38 HCKIIOYeHHEM
TOCYJapCTBEHHBIX X MYHHULIMITAJIBHBEIX YUPEXKIeHH) OCYIECTBIMIONUM 3aKyIIKH,
IPUEMKH, pa3ZebHb TOBapHBIM y4eT IBIDKCHMS JIEKapCTBEHHBIX IPENaparos,
XpaHeHHe JIEKapCTBEHHBIX IIperapaToB B COOTBETCTBHU C JIUIEH3MOHHBIMH
TpeOOBaHUSIMU 51 YCIOBHSIMH, YTBEpPKIEHHBIMH IeHCTBYIOIUM
3aKOHOIATEIECTBOM, C COOJIOJIEHHEM TEMIIEPaTypHOTO PEeXHMa, COXPaHEHHEM
(GHU3UKO-XMMUYECKHX CBOMCTB JICKAPCTBEHHBIX IIPElapaToB, HOCTaBKH, OTIIyCKa,
OpraHM3aIlii OTCPOYEHHOIO OOCIY)XUBaHWS, YCTAHOBIEHHS H COIPOBOXIECHUS
IPOrPpaMMHBIX CpeJCTB u CpeICTB 3aIUTHI HHOOpMAaNuY,
epcOHNUIIMPOBAHHOTO yUeTa OTIyCKa JIeKapCTBEeHHBIX MperapaTos.

7. IOpumumgeckoe nHHO (3a HCKIIOYEHHEM TOCYHapCTBEHHBIX U
MYHHLMTIABGHEIX YIpeXOCHUN), HMeloIee IpaBO Ha IMoiyueHue cybcuaumy,
JIOJDKHO COOTBETCTBOBATh CIISIyIOMEM KPHTEpPHM oTOopa:
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7.1. IMeTh 1711 XpaHeHUs JIeKapCTBEHHBIX IIPelapaToB MOMEINeHHs o0Imei
mwiomapio He MeHee 150,00 M (mpuxa3zsl MunsnapaBa Poccwu ot 23 asrycra 2010
roga Ne 706r «O6 yrBepxnenun IIpaBun XpaHeHUs JIEKapCTBEHHBIX CPEICTB», OT
13 nos6psa 1996 roma Ne 377 «O0 yrBepxuerny WMHCTPYKIMA 1O OpraHW3alldH
XpaHEHUS B alITEYHBIX YIPEXASHUSIX Pa3IMIHBIX TPYIIN JIeKAPCTBEHHBIX CPE/CTB 1
U3/eIHH MEeJIAMHCKOTO Ha3HaqumI»)

7.1.1. JIIf IeKapCTBEHHBIX IIPENapaToB, TPEGYIOIIHX o6mmx yCIoBUH
XpaHeHus — He MeHee 133,00 >

7.1.2. lns neKapCTBEHHBIX IIPENapaTtoB, TPeOYIOMMX OCOOBIX YCIIOBH
XpaHeHHs (TepMOIaGIIIBHEIe JTeKapCTBEeHHBIE IIperapaTsl) — He MeHee 17,00 M°.

7.2. VImetp B COOCTBEHHOCTHM WIH Ha HHOM 3aKOHHOM - OCHOBAHHH
MUHHMAaNbHOE KOJHMYECTBO ITyHKTOB OTILyCKa, HEOOXOIMMOe VIS OCYINEeCTBIICHHUS
OTIyCKa JIeKapCTBEHHBIX MPENapaTtoB B COOTBETCTBHM C° METONMIECKHMH

pexomenmaramua Ne 97/111 «O npuHmmnax pasMmemeHus (apMaileBTHIeCKUX

(anTeuHBIX) Opragu3al|Mil ¥ HOPMATHBOB Pa3sBHTHSA CETH aNTeK, OOCIYKHUBAIOIIMX
HaceJeHUe», yTBep X IeHHpIMU MunsapaBoM Poccum 16 oxTabps 1997 roma, B
COOTBETCTBHUU CO CIEIYIOIMUM MECTOHAXOXIECHHUEM:

Ne L KonwgectBo ' . IIyHKTOB
/i Hassauue TeppuropHy OTIIycKa, He MeHee
IycKa,
1. AppaToBckuii palioH 1
2. " Ap3amacckwii paiion L L
3. - b.bonaguHekuil palion 1
4. B.MypamkuHckui palioH 1
5. BanaxHIHCKIH patiod 1
6. Boropockuii paiiox 2
7. _ByTypmusckwuit pation 1
8. BaicKui paifon 1
9. BapHaBHHCKHMII palioH 1
10. Bauckwnii paiioH 1
11. Bermyxckuii paiion 1
12. BosreceHckuil palion 1
13. Bononapckuii paiion -2
14, BopoTeIHCKII palioH 13
15. ' Bocxpecencmm panioH -1
16. T arHHCKHA | paitoH 1
17. Fopo,u;en;mn paHOH 20
18. r.o.r. Ap3aMac 3.0
19. r.o.r. bop 8
20. r.0.r. Beikca 1
21. r.o.r. /I3ep>xuHcK 5
22, r.o.r. Kyne6aku 1
23. r.o.r. Huwxuuii Hosropon 29
24. r.o.r. Ilepsomatick 1




25. r.o.r. CapoB 1
26. - I.0.T. UkajoBCK 1
217. r.o.r. lllaxyHps 1
28. r.0. HapamuHckuit 1
29. r.0. CeMeHOBCKHIA 1
30. r.0. COKOJIbCKHI 1
31. J.KoHcTaHTHHOBCKHUH paiioH 1
32. JnBeeBckuil paiion 1
33. Kusiruaunckuit paiion 1
34. KoBepHuHCKMII paiioH 1
35. Kp. BakoBckmii paiion 1
36. KcroBckuit paiion 3
37. JIyxosiHOBCKMi1 palioH 1
38. JIsIcKOBCKHIA paitoH 1
39. IlaBnoBckuii paiion 4
40. TlepeBo3ckmii paiioH 1
41. TIunpHUHCKAH paiioH 1
42. IlounHKOBCKHI paiioH 1
43, Cepragckuii paiion 1
44, CeueHoBcKuUi paiioH 1
45. | CocHoBckuil paiion 1
46. Cnacckuif paiion 1
47. ToHKHHCKUN pakoH 1
48, Tonmaesckuii paiion 1
49. | KpacHookTsa0pbckuii paiion 1
50. VpeHckuit paiioH ' 1
51. Ilapanrckuii pation 1
52. ITlaTkoBCKUH paitoH 1

7.3. Hamuume  peitcTByromieit JIUIEH3NN HIIH JINIEeH3UH Ha
dapMaleBTHUECKYIO IeATENbHOCTD (B COOTBETCTBHM € IyHKTOM 47 uacTi 1 craThu
12 ®enepansHOro 3akoHa oT 4 Mas 2011 roma Ne 99-03 «O nuueH3UpOBaHUA
OTHENBHBIX BUNOB AEATENBHOCTH», MyHKTOM 33 cTaThi 4 DenepanbHOro 3aK0Ha OT
12 anpens 2010 roga Ne 61-®3 «O6 obpameHnn JIeKapCTBEHHBIX CPEACTBY ).

8. Oprammzanus, npeTeHIyromas Ha nonydeHHe cyOcumum (nanee —
3aABUTENH), B TeKymeM (GDMHAHCOBOM rofy HpeIcTapiseT B MUHHCTEPCTBO 3asSBKY
o ¢opme, yTBEpKIeHHON MHHICTEPCTBOM, H CIIEIyIOIINe TOKyMEHTHL:

8.1. 3aBepeHHBle KONMM JHWIEH3WX (NMICH3UN) Ha OCyIIeCTBICHUE
dbapMareBTHUEeCKOM IeITeNEHOCTH.

8.2. JloKyMeHTHI, IMOATBEPXXIAIONME IIpaBO COOCTBEHHOCTH WKW KHOE
3aKOHHOE IIpaBO BIIafleHHs (IIOJIb30BaHU) IYHKTaMH OTIIyCKa B MHHHMAJIBHOM
KOJIMYECTBE, HEOOXOAUMEBEIMM MJIsi OCYIIECTBICHHS OTIIyCKa JIeKapCTBEHHBIX
IIperapaToB, ¥ MOMENEHUSMH IS XpaHEeHMS.
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8.3. Konuu y4peIUTENbHEIX JOKYMEHTOB C M3MEHEHMSIMH (€CIH HMEIOTCH)
Ha JaTy NOJayM 3asBKH, 3aB€PEHHBIC MOMNUCHI0 PYKOBOIOUTENS M IedaThio (Ipu
HaJTHIHH). :

8.4. " JlokyMeHTBI, IIONTBEpXKJAIOIINE 3aTpaThl 10 JOIOIHHUTEILHOH
becrnaTHOM MEOMIIMHCKON IIOMOIIM B YacTH OOeCledeHHS HeoOXOMUMEBIMHE
JIEKapCTBEHHBIMH NpenapaTaMy JJisi MEAUIUHCKOTO IPUMEHERUS, MeTHIIHCKIMHI
H3JE/IMSIMY, & TAKKEe CHENMATM3UPOBAHHBIMA TPOAYKTAMH JI€4eGHOro IUTAaHKS
JUISL ,D;eTeI/I-I/IHBaJII/II_IOB yKa3aHHEIe B IIyHKTe 22 HacTosero Ilonoxenus.

- 9; 3a§IBHTeJIB BIipaBe II0 CBOCH MHUIMATHUBE NIPEICTaBUTh BMECTE C 3asBKOM
CIIEIYIOIIHE NOKYMEHTHL:

9.1. Kommio .BemMCKM U3 EIMHOrO TroCyZapCTBEHHOTO pEecTpa
IOpUIIECKUX JIHIL. _

9.2. Komuro crpaBky 00 MCIOJHEHHH HaJIOTOILIATEIBIIHKOM O0jI3aHHOCTH
IO YIUIaTe HAlOTOB, cOOpOB, meHed, mTpadoB, MIPOIEHTOB, YTBEPKAECHHOM

npukasoM PepepancHoil Hamoroso# cmyx0sl ot 21 urons 2014 roga Ne MMB-7-

8/378 «O6 yrBepxnenny GopMBI CIIPaBKH 00 MCIIONTHEHHH, HaIOTOILIATEBITIKOM
(mnarenpImukoM cO6oOpa, HAJIOTOBBIM areHTOM) OOS3aHHOCTH IO yIjjaTe HaJIOTOB,
cOopoB, meHel; mTpados, TIDOLICHTOB, LOPSAKA ee 3alONHeHHWs U (popMmara ee
l'IpeI(CTaBJIeHI/DI B SJIEKTPOHHOH (opMe II0 TeIEeKOMMYHHKAIMOHHEIM KaHalam
CBSI3M, BELIAHHYIO HE paHee YeM 3a MeCsII IO AaThl Ioadu 3asBKH.

B ciyuae, ecuM 3asBHTENE HE NPEJCTABHN IOKyMEHTHI, yKa3aHHBIE -~ B
HACTOAMIEM IIyHKTE, MOKYMEHTHI 3allpalldBalOTCs MOJDKHOCTHBIMH JIHMIAMH
MEHUCTEPCTBA Y OPraHOB I'OCYJAPCTEECHHOM BIACTH W ITOXBENOMCTBEHHBIX HM
opramusanuii, B PacIOpsDKEHUH KOTOPEIX HAXONATCS JAaHHBIE JOKYMEHTEI (mx
KOIIMHK, CBEAEHHWSI O HUWX), B COOTBETCTBHH C 3aKOHONATENILCTBOM PocCHMCKOH
CI)enepam/m ITyTeM MeXBEIOMCTBEHHOT0 MH()OPMAIFOKHOTO B3aUMOEeACTBHS.

10. TpeGOBaTB OT 3afBHUTENs UPENCTaBICHHWS HOKYMEHTOB, HeE
HpeIIYCMOTpeHHBIX HyHKTOM 8 HacTOAMmEero I1ooKe s, He JOIIyCKaeTCs.

_ 11. Vuer u XpaHeHHe JOKYMEHTOB, IIPEACTABIEHHBIX 3asBUTEIEM,
OCyHIecTBILIeT MUHHUCTEPCTBO. o .

12.. 3a mpencTaBicHWE HENOCTOBEPHEIX CBEHEHUM 3asBUTENs HECeT
OTBETCTBEHHOCTH B COOTBETCTBHH C 3aKOHOZIATENECTBOM Poccuiickoii Penepamyy.

13. MHHHCTEPCTBO PETHUCTPHpPYET 3asSBKy ¥ IOKYMEHTEI, yKa3saHHEIE B
NMyHKTe 8 HacToAmero IlonoXkeHWws, IMONaHHEBIE 3asBHTENEM, B JeHb HX
TIOCTYIUIEHUS B JKypHAJIE. |

14. B teuenue 5 pabouunx mpHel co AHA peFHCTpaHHH 3aBKH U ,D;OK}’MCHTOB
MYHHCTEPCTBO OCYIIECTBISET IPOBEPKY:

14.1. KOMIUIEKTHOCTH IPEACTAaBIEHHEIX JIOKYMEHTOB U COOTBETCTBHIA
3asgBUTENs TpeGoBaHUSM, YCTAaHOBJIEHHBIM HacTosmuM llonoxenuem.

14.2. locToBEpHOCTH CBe,ueHHH B IIPE/ICTABIICHHBIX JTOKYMEHTaX.

15. Ilo pesynpTataM IpOBEpKH B TedeHHe 5 pabouux AHeld MUHHCTEPCTBO
OpUHEMAET pelleHre O IPeNOCTaBICHNM MMM 00 OTKa3e B IpeJOCTaBISHHH
cyocumun. B ciayuae mpuHATHS permeHns 00 0Tka3e B IIPEAOCTABICHUN CyOCHIUN
MHUHMCTEPCTBO BO3BpAIlaeT KOMIUIEKT IOKYMEHTOB 3ASBHUTENO C IFCHMEHHBIM
YBeZOMJIEHHEM O ITpUYHHAX OTKasa.
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16. OcHoBaHmsAMH I OTKa3a B IPENOCTABIEHHH CYOCHIUM SIBITIOTCH
cneayromye o0CToATEeIHCTRA:

16.1. HecooTBeTcTBHE KPUTEPHSIM 0T6opa YCTaHOBJIICHHBIM ITyHKTOM 7
Hacrosuiero IlomoxeHuns.

16.2. HemnpencraBneHue (IpeiacTaBieHWe HE B IIOIHOM 06BeEME)
JOKYMEHTOB, IpeIyCMOTPEHHBIX ITyHKTOM 8 Hactosmiero Ilonoxenus.

16.3. HecoorBercTBre TpebGoBaHHSIM, YCTAHOBJIEHHBEIM IyHKTOM 20
Hacrosmero [Honoxenus.

16.4. HenocToBepHOCTE Npe/cTaBlIeHHONH HH(OpMAIIHH.

16.5. OtcyrctBue y MmunucrepcrBa yTBEpKACHHBIX H JOBEIEHHBIX
OI0JKETHBIX aCCUTHOBaHM, YCTaHOBJIEHHBIX JIMMUTOB OIOMKETHEIX 00S3aTENLCTR
U IIpeAeNbHBIX 00peMOB (PHMHAHCHPOBAHUS.

17. B caydae npuHATHS PEILICHU O IIPeJOCTaBlIeHUH 3asSBUTENIO CyOCHIHH
MunncTepcTBO B TedeHHe 1 paGodero fHS HaOpaBIsieT B ampec 3asBHTENS HO
azpecy SJIEKTPOHHOM IIOYTHl, YKa3aHHOMY B 3asBKe, IPOEKT COIVIAIEHHS O
IpenoCTaBIeHnu cyocuamu (naee - CornameHye) B 3JI€KTPOHHON dopMe. CI)opma
Cornamenus yTBepxaaeTcs IpuKa3zoM MUHICTEPCTBA.

18. 3asgBurens B Te4eHHe 5 paGounx AHEH ¢ 'MOMEHTA nonyqunﬂ MPOEKTa
Coryammenus yKassBaeT B HEM CUET IS TepeUUCIIeHAs CyOCHINM 1 IPEICTaBIsIET
IIOANHCAHHEIE CO CBOE CTOPOHEI 3k3eMIUIsipsl CornamieHns B MUHACTEPCTEO.

19. MunucrepcTBo B TedeHHE 5 paboumx OHEH CO [AHA NOIydeHHus
IOJINMCAaHHBIX IoydaTelieM cyOcumun sk3eMIursipoB CornameHus MOATIACHIBAET
Cornamenne co cBoel cTOpoHBI H Tnepemaér onxwH sK3eMiurip CorvaneHus

TIOIyJaTelo CyOCHIHM.

' 20. 3agBuTeNs Ha IEPBOE YHCIO MECAIR, MPEUIECTBYIOIETO MECSIy, B
KOTOpOM IUIAaHHUPYETCs 3aKIfOY€HHEe COrJIallleHus, JMAOJDKEH COOTBETCTBOBATh
CIIeIyIOINUM TPeOOBaHMsIM:

20.1. V 3agBuUTENsT DODKHA OTCYTCTBOBAaTH 3aJOJDKEHHOCTh IO HAJoram,
c6opaM U HMHBIM OOs3aTeNbHEIM IUTATEXaM B GIOIDKETH! GIOKETHOM CHCTEME
Poccuiickoit ®Demepanyyi, CpPOK WCIONHEHWS MO KOTOPBIM HAacTymMl B
COOTBETCTBHH C 3aKOHOZATEILCTBOM Poccuiickoit ®epeparuu.

20.2. 'V 3agBuTens NOJKHA OTCYTCTBOBAaTh IIPOCPOYEHHAS 3a[0JDKEHHOCTH
II0 BO3BpPaTy B COOTBETCTBYIOINHI OlomkeT OromieTHOH cucTempl Poccmiickoi
Depepanuu cyOcuauii, OrOKETHRIX MHBECTUITNM, IPEAOCTABIEHHEIX B TOM YKCIIE
B COOTBETCTBHM C WHBEIMM [IPaBOBEIMM aKTaMH, W HWHAs MPOCPOUYEeHHAs
3a/I0JDKEHHOCTEh Iepell COOTBETCTBYIOIOUM OIOMKETOM OIODKETHOH CHCTEMEI
Poccuiickoit @enepanyu.

20.3. 3asBuTenb He TODKEH HAXOAWUTHCS B IpoOIlecce peOopraHU3aIivy,
JUKBUIAUY, OaHKPOTCTBA M HE JIOJDKEH MMETh OTIpaHMYEHUs Ha OCYIECTBIIEHUE
XO03AiCTBEHHO! NIeITeIbHOCTH.

20.4. 3asBuTenb He [ODKEH SBIATHCS WHOCTPAHHBIM IOPHUIAYECKHUM
JWIIOM, A TaKkkKe . POCCHMCKMM IOPHMAWYECKAM JHUIOM, B  YCTaBHOM
(ckao9HOM) KamuTane KOTOPOTO JONsA Y4acTHsl MHOCTPAHHBIX IOPHAMYECKHX
JIAL, MECTOM PErucTpamué KOTOPHIX SBILIETCS TOCYNAapCTBO WM TEPPUTOPHS,
BKIIOYEHHBlE B yTBepXHaeMblii MumucrtepctBoM (¢uHancoB Poccuiickoit
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QDenepanyy NepedeHb IOCYAAapCTB U TEPPUTOPHUH, IPedOCTABISAIONINX JIEIOTHEIN
HAJIOTOBBIA PEXHM HaJOrooONIOKeHHWs ¥ (WiH) HE IIpeXyCcMaTpHUBAIOIINX
PacKpeITHA H NpeNoCTaBleHHS HHPOpManuMu IpPH MPOBEACHHM (HUHAHCOBBIX
oneparuii (OQIIOpPHBIE 30HEI) B OTHOLNEHWM TaKUX IOPHOHUYECKUX IIHI, B
COBOKYIIHOCTH IIpeBbimaeT 50 IporeHToB.

20.5. 3asBuTens He IOJDKEH IONydaTh CPEICTBa M3 COOTBETCTBYIOIIETO
Oromxera OromxeTHOH cucTemsl Poccuiickoit ®enepallui B COOTBETCTBHH C
MHEIMA HOPMATHBHBIMU IIPaBOBBIMM aKTaMM, MYyHHIUNAIBHBEIMH IIPaBOBBIMH
aKTaMU Ha IIeJI¥, yKa3aHHBIE B ITyHKTe 2 HacTosaniero IlomoxeHus.

20.6. OTcyTcTBHE y 3asBUTENS B NpeNblAylIve NEPHOLLI HApyNIEHWH IO
00513aTeILCTBAM, YKa3aHHEIM B COrJIameHny o IPenoCcTaBlIeHnH CyOCHIuH, B TOM
qHClle HeNmpeAcTaBieHHe (HeCBOSBpeMEHHOe IIPE/ICTABICHHE) OpraHu3aluei
OTYETHBIX JOKYMEHTOB 00 HCIIONB30BaHUH CYOCHUIWH B IpeAbIAYIIMX MEepUoiax,
HelleJIeBOe pacXodoBaHue CyOCH .

21. OOs13aTENBHEIM YCIOBHEM TIpe/I0CTABNEHIA CyOCHIUY, BKIIOYAEMBIM B

COI‘JIaIIIeHI/Ie SABIIACTCA:

21.1. Cornacue moiydareins cyGCmmH Ha ocymeCTBneHHe MHUHHCTEPCTBOM

U OpraHaMH TOCyZapCTBEHHOIO (hMHAHCOBOI'O KOHTPOJI IIPOBEPOK COOMIONECHUSA
TIONy4aTeneM CyOCHANHA YCIIOBUH, Ienelf M MOpSAKa MPEIOCTABICHNS CyOCHIMNA.
PernmamenT B3auMOmeiiCTBHS IpH. OCYINECTBICHUU JBIOTHOIO JIEKAPCTBEHHOIO
obecrieueHrs OTHENBHBIX KaTeropwii IpaKmaH 3a CUeT CPeACTB (elepanbHOro
OromKeTa yTBepXKAaeTcs npukazoM MUHHCTEPCTBA.

21.2. OrpaHryeHue Ha OTHOCTOPOHHMHM OTKa3 oT ucroiHeHws CorameHus
B TeueHHEe roja, B KOTOPOM IIOIydaTellb CYOCHAWH OCYIIECTBISIET OTILYCK
JNIEKApPCTBEHHBIX IIPENaparoB, 3a HCKIFOYEHWeM CIIydaeB JIMKBHUAALMH, YTPaTHl
oprammsaleil mpaBa Ha OCYMECTBIEHHE (GapMalleBTHYECKOH dEATEIHLHOCTH,
OaHKPOTCTBA OpPraHU3aIHH.

22. TMonyuarens cybcuauy, 3axmounBmuii Cornamenue, 2 pa3a B MecsI O
20 upcra TEKyIIero Mecsna, D0 5 Ymcia Mecsld, CICHYIOIIEro 3a OTYETHBIM,
IpeACTaBiIgeT B IMUHHCTEPCTBO 3asiBKy Ha IOXydeHHe cyOcumum mo ¢opme,
YTBepKIeHHO# MUHHCTEPCTBOM, CIIEYIOIIHE NOKYMEHTEI, [IOATBEPXKIAIOIIHE
3aTpaThl II0 JOIIOJHUTENbHOM OecIiaTHOM MENWLIMHCKON IIOMOINM B YacTH
obecrieyeHuss HEOOXOAUMBIMH JIEKAPCTBEHHBIMH IIpeNapaTaMy I MEXULIMHCKOTrO
OpPUMEHEHHS, MEOUIUHCKUMH M3IEIUsAMU, a TakkKe CIeIHaIN3HPOBaHHBIMU
HIPOAYKTaMH JIe4eOHOTO MUTaHWus ULl JAeTeii-WHBanMIOB (pacXonbl IO 3aKyTIKe,
XPaHEHHUIO, IOCTaBKe, IEPCOHN(UIIMPOBAaHHOMY YI€Ty ¥ OTIIyCKY), B TOM YHCIIE:

22.1. Cuera-¢paKTypsl.

22.2. CBOOHYIO BEIOMOCTH penem'OB M0 KOTOpPHIM OBUIM OTIIYLIECHBI
JIEKapCTBEHHEIE IpeliapaTsl B MEJULMHCKUE W3JeIHsd, IO IpyNiiaM HaceleHHs H
KaTeropusM 3a0oJIeBaHUMN.

22.3. PeecTp pelenToB Ha JIEKapCTBEHHBIE IIpenapaTsl B LEIOM H C
PasOUBKOH 0 MEIUIIMHCKUM OpraHU3alysIM, BEIIIUCABIIMM JaHHEIE PEETHL.

22.4. TlepBble KOIMM pENEITOB, II0 KOTOPBHIM OBUIM OTIIYyIIEHB!
JIeKapCTBEHHbIE PENapaTsl. "
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23. MUHHICTEPCTBO IPOBOIMT IPOBEPKY JNOKYMEHTOB, YKA3aHHEIX B IYHKTE
22 nacrosmero ITonoxenus, B Teuenue 7 paGoaux AHEH CO THA UX HONYUYCHHUS.

24. B ciy4yae OTCYTCTBHA 3aMeUaHWM IO IPEACTABIEHHBIM JOKYMEHTaM B
TeyeHde 3 pabodux IHeH nepeyncisIer cyOCuIuo Ha CUET MoydaTels CyOCHIun,
ykasanHbIl B Cornaniesuy.

235. Pa3zmep cyOcuayuy pacHuTHIBaeTCA UCXO0Ms U3 (PaKTUYECKH OTIYIIEHHEIX
JeKapCTBeHHBIX = IpENaparoB IS MEIUIMHCKOTO IPUMEHEHHNs, MeTHITHHCKAX
M3JEIUH, a TakkKe CIEeNUAIU3HUPOBAHHBIX NPONYKTOB JI€UeOHOTO IIUTAHMS LI
NETeH-VHBAIMIOB HAa  OCHOBAaHHMM  IOATBEPKNAIOMNX  HOKYMEHTOB  3a
COOTBETCTBYIOIIUM OTYETHBIM IIEPHOM, YKa3aHHBIX B IIyHKTE 22 HACTOSIIErO
ITonoxenwis. ‘

26. B cimygae Hanmuuusd 3aMedaHWd MM HENpeACTaBIICHUS ITOIydaTeleM
CyOcuauy B YCTaHOBJIEHHBIH CPOK MNOKYMEHTOB, YKa3aHHBEIX B MyHKTe 22
HacTosmiero IlomoxeHms:, MUHHCTEPCTBO NPHOCTAHABIUBACT IEPEIUCICHHE
cybcunuii 10 ycTpaHeHHs HapyIlIeHHH.

27. B ciny4yae HapylIeHHSI YCIOBHM, YCTAHOBIIEHHEIX IIPH PEIOCTABICHUU
cyObcuuu, ¥ NpU HAIWYMHM OCTATKOB CyOCHIWM, HEHCIIOIB30BAHHON B OTYETHOM
(GHHAHCOBOM TroOOy, B CIy4asX, IpemycMoTpeHHBIX CorvalieHHeM, TOIyYaTellb
cyOcuamu o0si3aH BO3BpPATHTH OIOMKETHEIE CpeACTBa B OOJIACTHOH OIOMKET B
Tedyenue 30 pHEl CO HOHS HpPEIbsSBICHHS COOTBETCTBYIOIIEro TpeOoBaHMA
MunncrepcrBa. Bo3Bpar cymMMBl CyOCHIOWM OCYIIECTBII€TICS IIONy4aTeleM
CyOcuauM IIyTeM IIepedYuCIeHUs Ha JmIeBod cuer MuHNcTepcTBa (PeKBU3UTHI
npencrasisieT MUHHUCTEPCTBO).

28. Cobmonenye yCIOBHM, IeNell U Iopsakxa MpemoCTaBIEHUS CyOcHauit
noanexur — o0s3arenbHOM — mpoBepke  MUHHCTEpPCTBOM ¥ OpraHaMu
rOCy[apCTBEHHOTO (PHHAHCOBOIO KOHTPOJIA.




