MMPABUTEJLCTBO APOCJTIABCKOHN OBJIACTH
IHHOCTAHOBJIIEHUE

or '/L/ O-X,szg‘m, ;//4(/‘/'1/

r. Slpocnasib

O nexapcTBeHHOM 00eCTIeYeHUH
OTIeNIbHBIX KaTeropuii

TpaKaaH C UCIIOIH30BaHUEM
3JIEKTPOHHOIO cepTuduKaTa

B coorBetcTBUM co crarbaMu 4! u 62 MexepansHOro 3akoHa oT 17 Mo
1999 roga Ne 178-@3 «O rocymapCTBeHHOH COIMANILHOM MOMOINK», YacThio 2 U
IYHKTOM 3 4acTH 5 crarbd 3, 9acTeio 3 crtaTh 7 DeaepanbHOrO 3aKOHA OT
30 nexabps 2020 roma Ne 491-03 «O npuoOpeTeHHH OTAENBHBIX BHIOB TOBAPOB,
paboT, yCIyr ¢ UCHOJB30BAHUEM 3JIEKTPOHHOIO CepTH(HKATAy, IIOCTAHOBIEHHEM
IIpaButensctBa Poccuiickoit ®enepanmu ot 23 ampens 2021 r. Ne 631 «O
(GopMUpOBaHUU M YTBEPXKICHUHU IIepeYHEH OTHEeNbHBIX BHIOB TOBapOB, paboT,
yCIIyT, IpHOOpeTaeMbIX C MCIONB30BAaHUEM JJIEKTPOHHOTO CepTU(HKATA 3a CUET
cpencTs OrokeToB OroMkeTHOH cuctembl Poccumiickoit Mepepanum», MpUKa3oM
MHHHKCTEPCTBA 31paBooxpaneHus Pocculickoil @enepanuu ot 2 HosOps 2024 roga
Ne 596 «O6 yrBepxaeHMH MeTONUYECKUX YKa3aHHU 110 OCYILECTBIEHUIO
UCIIOJIHUTENILHBIMU OpraHaMu cyObeKkToB Poccuiickoit denepaiyu mepeaaHHbIX
IIOJJHOMOYMHA II0 OpraHd3aldi oOecledeHHs TpaXJaH, BKIIOYEHHBIX B
DenepanbHbll PErUCTp JIKL, MMEIOLIMX IIPaBO Ha IMONYYEHHE TOCYHapCTBEHHOMN
COLMAJIBHOM TIOMOIUM, JIEKapCTBEHHBIMH IMpenapaTaMd JUii MeIUITHHCKOIrOo
NPUMEHEHHUS, MEIULMHCKMMM M3ACIUAMU, a TakXe CIHelHaTI3UPOBAaHHBEIMHI
IpPOAYKTaMU JIe4eOHOro MHTaHUA [UIS JeTed-MHBAlWAOB, B TOM 4YHCIE C
UCITOJIb30BAaHUEM 3JIEKTPOHHOTO cepTUdUKATAY
TIPABUTEJIbCTBO SIPOCJIABCKOM OBJIACTU ITOCTAHOBJISIET:

1. YTBepauTh npunaraemele:

1.1. Ilopsimok npenocTaBaeHUs IPaXIAHUHOM 3asBJICHUS Ha MPHOOpETEHHE
JIEKapCTBEHHBIX IIPENapaToB Uil MEOUIMHCKOTO TMpUMEHEHHUS, METUIUHCKHUX
U3JENHAN, CIEHUATU3UPOBAHHBIX INPOAYKTOB JIe4eOHOro TIMTAHUS M JeTeid-
UHBAJIMIOB C UCIIOIb30BAaHUEM NIEKTPOHHOIO cepTU(HKATA, pACCMOTPEHHUS TAKOTO
3asIBJICHMs] ¥ HCIIOJIb30BaHUA IEKTPOHHOTO cepTAdUKaTa.

1.2. Hopsnok onpeneneHus NpeaeabHOR CTOUMOCTH eIUHUIIBI (TIPeAeIbHOrO
pasMmepa OILIaThl) JIEKApCTBEHHBIX IPErapaTroB Ui MEIHIMHCKOro IpHMEHEHHMS,
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MERUIMHCKUX U3JIeJIHH, CTIeUaTu3uPOBaHHBIX IIPOAYKTOB JIe4eOHOTO ITUTAHUA TS
JIeTeH-NHBATUAOB, IpPHOOpeTaeMbBIX C  HMCHOJB30BaHWEM  3JIEKTPOHHOIO
ceptudukara.

2. YCTaHOBUTh, YTO  YIIOJIHOMOYEHHBIM HCIIOJIHUTENBHBIM  OPraHOM
SIpocnaBckoil OONACTH MO OpraHu3aliuM OOecledeHMs] OT/JENbHBIX KaTeropui
TpaXkIaH JIeKapCTBEHHBIMU IIpernaparaMy i MEAMLHMHCKOIO IMpPHMEHEHUS,
MEIMIUHCKUME W3AEMSIMH, CIEeIUATU3UPOBAHHBIME MPONYKTaMU Je4eOHOro
IIMTaHUs JJIs [AeTef-HHBATMIOB C UCTIOJIb30BAaHUEM DIIEKTPOHHOTO cepTudukara B
SIpociaBckoil o6nmacTu sABNSIETCA MUHHCTEPCTBO 3[paBooXpaHeHHs fpociaBckon
obJactu.

3. MuHHCTEPCTBY 3ApaBooXpaHeHus SIpociaBckoil 0bmacTu:

3.1. OpranuzoBaTh  obecliedeHHE  OTAENbHBIX  KaTeropudl  IrpaxaaH
JIEKapCTBEHHBIMU TIperiapaTaMy it MEIULUHCKOTO IPUMEHEHUs, MEITMIIUHCKUMU
U3JENUAMY, CIIeUATN3HPOBAHHBIMH MPOJYKTaMU JIEUeOHOT0 MUTaHUs Ul JeTeH-
WHBAJIUIOB C UCIIOJIB30BaHUEM 3JIEKTPOHHOTO CepTH(PHUKATA.

3.2. OpranuzoBaTth MNPENOCTaBIEHUE MEAMIUHCKAMH  OpraHU3alUsIMU
rpaxaaHaM HHQOPMAIUK O BO3MOXHOCTH OOECIIEYeHMs OTHAEIBHBIX KaTeropui
rpaXkiaH JIeKApCTBEHHBIMK IIperapataMy Ui MEIUIMHCKOrO IIPUMEHEHMS,
MEIHMIUHCKUME HM3ACUSIMHY, CIEIHaTH3UPOBAHHBIMK TPOAYKTAaMH JIeueOHOTO
[IUTAHUA JJIS JeTel-HHBATHIOB C UCIIOIb30BAaHIEM JIEKTPOHHOTO cepTH(UKATa.

3.3. Ob6ecneunts B3amMmomeiicTBUe ¢ YmopasneHueM PenepaibHOro
KasHauelcTBa 1o SpociaBckoi obnacTy I obecrieueHns OTHEeNbHBIX KaTeropui
rpakiaH JIeKapCTBEHHBIMU IIperapaTaMyd sl MEIHUIUHCKOIO IIPUMEHEHHS,
MEINLUHCKIMY HM3ENUAMY, CIICIHaTH3HPOBAHHBIMY HPOAYKTAMH Je4e€OHOTO
UTaHUA [ eTel-HHBAIMIOB C UCTIONb30BaHNEM JIEKTPOHHOTO CepTH(HUKATA.

4. KOHTpONb 32 HUCIIOJHEHHEM MOCTAHOBJIEHUSA BO3JIOXKHUTH Ha 3aMECTHUTENA
[Mpencenarens IlpaButenscrta SIpocnaBckoil 00nacTH, KypHpPYHOLIETO BOIIPOCHI
3[[paBOOXPaHEHUS.

5. TlocranoBneHME BCTYNAET B CUILy ¢ MOMEHTA ITOAIIUCAHUS.
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['y6epHaropa SpocnaBckoit 06nacTu / J.C. Xoxpsixos




VYTBEPXJEH
nocraHoBneHueM [IpaBurenscTBa
SIpocnasckoii oGnactu

or 14.0Y. JOLE  No FlAh

IHHOPAAOK
npeaoCTaBJIeHUS TPAXKAAHHHOM 3asiBJICHUs] Ha IpHoOpeTeHHe
JIeKapCTBEHHbLIX NPenapaToB /I MEJHIHHCKOI0 IPpHMEHEH U, MeAHIHHCKUX
n3aeauii, ceHaJH3HPOBAHHBIX NPOAYKTOB Je4e0HOro NHTAHUA
JJIst 1eTeil-nHBAJIHAOB ¢ HCHOJIB30BAHUEM 3JIeKTPOHHOIO cepTHdHKaTa,
PACCMOTPEHHS TAKOI0 3asiBJICHHSI H HCIO0JIb30BAHHUS 3JIEKTPOHHOIO
cepTHpHKaTa

1. Hactossmmit  Ilopsimox  ompenenser  MexaHU3M  NIPEIOCTaBIIEHUS
rpaXkIaHIHOM 3asBJIeHUS] 00 oOecreueHuHu JIeKapCTBEHHBIMM IIperaparaMy Ui
METUIIUHCKOTO MIPUMEHEHHS, MEAULIMHCKUMHU U3IETUIMY, CIIEHATU3HPOBAHHBIMH
NPOAYKTaMH Jie4eOHOro MHTaHUSA I [AeTel-NHBAIWAOB C HCIOJIB30BaHUEM
3JIEKTPOHHOTO cepTuduKaTa (Janee — 3asBieHUE).

2. I'paxxnane, BkiroueHHbIE B PeiepalbHbIi PEruCcTp JIMI, UMEIOIIUX IIPaBo
Ha MOJIyYeHHe TOCYIapCTBEHHOU ColUalbpHOM momolnu (manee — denepaibHbIN
perucrp), ¥ He OTKas3aBHIMeCS OT IOJNY4YEeHHsS COLMAIBHOM  yCIyry,
TpeycMOTpeHHOM myHKToM 1 acTu 1 crarbu 62 denepanbHoro 3akona ot 17 urois
1999 roma Ne 178-@3 «O rocy1apCTBEHHOH COLMAIBHOM TOMOLIN», UIMEIOT IIPABO
Ha obecIieyeHne TeKapCTBEHHBIMHU NpenapaTaMu il MEJUIIUHCKOTO ITPUMEHEHUS,
MEIULIUHCKAMA U3IEUAMH, CIHCIHATA3UPOBAHHBEIMU TMPOAYKTaMHU JieueOHOro
MIUTaHUS IS e Teli-UHBATUIOB C UCIIOJIb30BaHHEM DIIEKTPOHHOTO CepTH(UKATA.

3. JlekapcTBeHHBIE  Ipenaparsl Uil MEJULUHCKOIO  IIPUMEHEHUS,
MEIHUIIMHCKUE U3EeNHs, CIIeNAATN3UPOBaHHbIE [IPOAYKThI Ie4eOHOTO TTUTAHUS [JIA
IeTel-UHBAIHMOB HA3HAYAOTCS MPa)KIaHaM, OOpaTHUBLIMMCS 10 MECTY XKHTEJILCTBA
WM TIPUKPEIJIEHUS B MEIULMHCKYIO OpPTaHM3alUio, OKAa3bIBAIOLIYIO IEPBUYHYIO
MEINKO-CaHUTapHy0 momolls. [Ipu obpamieHrn rpaxjaHuHa B MEOUIIUHCKYIO
OpraHM3aIUIo JieYalllii Bpay, OCYIECTBIISIONMH [IpUeM MalueHTa:

3.1. HazHa4aeT B COOTBETCTBHH CO CTaHAApTaMHU MEAULUUHCKOW ITOMOILM
JeKapCcTBEHHBIE IMIpernapaTsl AN MEIULIMHCKOTO INPUMEHEHUs, MEeIULUHCKUE
H3IENusd, CIEIUAT3UPOBAHHbIE IMPOAYKTHl JIe9eOHOro THTaHUsA I JeTeH-
HHBAJIUAOB H odopmisieT peuent B (GopMe BIEKTPOHHOTO [TOKyMEHTa C
MCIIOJIb30BAaHNEM TOCYJAapCTBEHHOW WHGPOpPMALMOHHOM cucTeMbl SApociaaBckoil
obactn «PernoHaJbHBIN CEerMeHT eIHHOW roCyAapCTBEHHON HH(pOPMALMOHHOM
cuctembl B chepe 3npaBooxpaneHus SIpocnasckoit obmactuy (nanee — I'UC3).

3.2. Mludopmupyetr TrpaXIZaHWHa O BO3MOXXHOCTU OOecIedeHus: €ro
JIeKapCTBEHHBIMHU IpenaparaMmy A MEAULUHCKOIO NPUMEHEHHs!, MEAUIHHCKUMUI
U3JIENUAMH, CTICIHATM3UPOBAHHBIMY [IPOAYKTaMU JIe4eOHOro MUTaHUus Ul OETEeH-
HHBAJIAIOB C UCIIOJIb30BAHUEM 3JIEKTPOHHOIO CepTU(UKaTA.

4. 3asBNeHUE TMOJACTCS IPAXJaHUHOM M3 YKCIIa JIAL, YKa3aHHbIX B ILyHKTE 2
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Hactosimero Ilopsoka (ero 3akoOHHBIM IIPENCTaBUTENEM), B MMHHCTEPCTBO
3apasooxpadenust SpociaBckoit obmactu (manee — M3 510) nuuHO nmbO
IOCpeacTBOM  (efepalbHOM TOCYyJAapCTBEHHOH UHGOPMALMOHHOM  CHCTEMBI
«EIMHBIN TOPTAT TOCYIAPCTBEHHBIX U MYHHIMIATIBHBIX YCIyT (QyHKLIHH)».

3asiBieHHEe, B KOTOPOM YKa3pIBaeTCs CHOCOO HAaNpaBieHUs CPaXIAHUHY
OTBETA, MOJAETCS B OTHOIIEHHM KaXKIOTO0 HA3HAYEHHOTO B COOTBETCTBHUM C
peLienTOM JIeKapCTBEHHOro Ipemapara JAisd MEOULUHCKOIO IPHMEHEHHS,
MEIHULIMHCKOTO U3JENHs, CIIeHATU3UPOBAaHHOI0 IPOAYKTa JIeueOHOro MUTaHUs s
eTel-uHBAINIOB.

5. B 3asBNeHUN YKa3bIBAIOTCS CIIEAYIOIINE CBEICHU!

5.1. ®aMumnus, UMsl, 0OTYECTBO (TIPH HAJTMYKUU) FPAKIAHUHA.

5.2. Agpec perucTpallid TIpaXIaHWHA (MECTO JKUTENbCTBA MM MECTO

IpeObIBaHuA).

5.3. CtpaxoBoii HoMep wuHauBHAyansHOTO JHieBoro cuera (CHUHJIIC)
rpaKaaHrHa.

5.4. Homep monuca  00S3aTENIBHOTO  MEAMIUHCKOIO  CTPaxOBaHMUs
rpaXKaaHuHa.

5.5. AGOHEeHTCKHI HOMep IpaxkIaHuHa (ero 3aKOHHOTO Ipe[CTaBUTEN),
BbIJIeJIEHHBIN OIEpaTOPOM MOABIKHOMN paxuoTene(poHHOM CBs3U (TIpH HAIYHH).

5.6. Homep HallMOHaNBHOTO IJIATEKHOTO MHCTPYMEHTA, IIPENYCMOTPEHHOIO
3aKOHOJATENLCTBOM Poccuiickoir ®enepaiuy 0 HAIMOHAIBHOW ILIATEXKHOM
cucteMe (KapThl «Mup»).

5.7. Homep peuernra.

6. Cenmenust o penenre nepematorcss M3 51O B DenepalibHbIi pErucTp
rpak[aH, UMEIOIIMX [PaBo Ha obecleyeHre JeKapCTBEHHBIMH NpenapaTaMu JIjist
MEIHIMHCKOT0 MIPUMEHEHHUS, MEIULIUHCKUMY U3JENUIMH, CIIELUANTN3MPOBAHHBIMU
IPOAYKTAMU JI€4eGHOTO MHUTAHUS U AeTeH-WHBAJIMIOB 3a CHeT OIODKETHBIX
ACCHUTHOBaHHH (¢enepaipHOro Or0mKeTa M OIOMKeTOB cyOBeKkTOB PoccHiickoi
@epepalyi, €IHHOW TOCYIapCTBEHHON HHGOPMALMOHHOW CHCTEMBbI B cdepe
3[paBOOXpaHEeHHsA, B  KOTOPOM  peLenty INpHCBAaNBAeTCd  yHUKAIbHBIH
unenTuduKaTop, KOTophiit nepenaerca odbpatao B I'C3.

7. M3 510 B Tedyenne 7 pabounx gHEHN co AHS TOCTYIUICHUS 3asBJICHHS:

7.1. OcyinecTBisieT MPOBEPKY HaTWYIUs HH(OPMALUHU O JIMLE, YKa3aHHOM B
3asBJIEHUH B KaUeCTBE NOJIydaTessi COLMANbHON yciayTH, B DenepajbHOM pErucTpe
¥ HaIUyYds HOMepa pellenta B eIWHOW TOCYHapCTBEHHOW HHGPOPMALUOHHOM
cucTeMe B chepe 31paBoOXpaHEHHUSL.

7.2. PaccuuThiBaeT MpeebHYH0 CTOMMOCTh €JMHHULBI OTAEIBHOIO BHIA
ToBapa (JIeKapCTBEHHOIO Ipemapara il MEOULMHCKOIO  IIPHMEHEHHUS,
MEIMIMHCKOr0 H3IEJIHS, CIIEUATA3NPOBAHHOTO IPOAYKTa JIEUeOHOTO IIUTAaHMS JJIst
JeTeii-UHBAIUIOB), MPHOOpPETaeMOro C  HCHOJB30BAHUEM  3IEKTPOHHOIO
cepTU(UKaTa, C UCIIOIb30BAaHHEM:

7.2.1. Tlepeuns  nekapCTBEHHBIX  IpenapaTroB  UII  MEIMIHMHCKOro
IpUMEHEHUsI, MEIULUUHCKMX H3e/UH, CIEeHHAIM3UMPOBAHHBIX  MPOAYKTOB
1e4yeOHOro MUTaHUs T JeTel-WHBAIMI0B, NPUOOPETAaeMbIX C UCIIOJIH30BAHHEM
3JIEKTPOHHOTO cepThduKaTa, yreepxxaaemoro M3 0.
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7.2.2. Ilopsinka onpeneneHus NpeaeIbHON CTOUMOCTH €IMHHIBI OTAEIBHOTO
BUJla ToBapa (JIEKapCTBEHHOTO IIpernapaTa s MEAHMLMHCKOTO IIPHUMEHEHHS,
MeIHMIIMHCKOTO U3/JIeIHs, CIISIIHATN3NPOBAHHOTO IIPOAYKTa JIeueOHOTo UTaHUs /ISt
JeTel-uHBANUAOB), MPHOOpETaeMOro ¢  HCIOJb30BaHUEM  3JIEKTPOHHOIO
ceprudukara, yreepxaaemoro [IpaButenscTsoM SIpociaBckoii 001acTu.

7.3. [IpyHMMaeT pelieHne o NPUOOPETeHUH TPaXXKAAHUHOM JIEKapPCTBEHHBIX
nperaparoB  JUIs  MEIUIUHCKOIO IPUMEHEHHUs, MEJULUHCKUX  W3JEJIHH,
CHEIHANIM3UPOBAHHBIX TPOAYKTOB JIe4eOHOTr0 NMUTAHMS U1 JeTeH-UHBAIMIOB C
UCIIOJIb30BaHUEM 3JIEKTPOHHOI'O CepTU(hUKATA.

8. Pemenue o mpruoOpeTeHnH rpax JaHMHOM JIEKapCTBEHHBIX IIPENapaToB JIJis
METUIMHCKOTO TIPUMEHEHUS, MENUIMHCKUX H3AeNNd, CIeHUaTH3UPOBAHHBIX
IPOAYKTOB JIe4eOHOro TMHTaHUA Ul JAeTeH-MHBAIUAOB C HCIOIL30BAHUEM
3IIEKTPOHHOrO cepTudukara HampasisieTcs M3 SO B Teyenue 7 pabouux JHEH Co
nusg noctymienust 3aseienus u3 [MC3 B rocynapCTBeHHYH HH(DOPMAMOHHYIO
cucteMy «EquHas eHTpaM30BaHHas Hu(ppoBas miathopMa B COLHATBHON cheper
I Tocneyioulell nepenadyd B 1'ocynapcTBeHHY0 HH(OPMALMOHHYIO CHCTEMY
3JIEKTPOHHBIX CEPTU(UKATOB C IMPUTOKEHUEM CIIEAYIOIINX CBEIEHUN:

- daMunusg, UMs, OT4eCTBO (IIPU HaJIWYKHU) IPaXIaHHHA, BKIIOYEHHOIO B
DenepalibHBIA PETUCTD;

- cTpaxoBoi HoMep uHIMBHAyambHOoro JmieBoro cyera (CHHIIC)
rpakIaHWHa, BKIIOUYeHHOTO B DenepanbHBIA perncTp B CUCTEME 0053aTEILHOIO
MEHCHOHHOI'0 CTPaxOBAHUS;

- aDOHEHTCKMI HOMED IpakJaHNHA, BKIIOUEHHOro B DelepallbHBIN PETUCTP
(ero 3aKOHHOTO TMpPEJACTaBHUTENsI), BBIJENEHHBIM ONEpaTOpoM  IOABMIKHOMN
panuoTteneOHHOM CBA3M (NIPH HATUYIHH);

- cBeJieHus 00 opraHe, MPeJOCTABISIOLIEM MEpY COLMaNbHON IMOAJEPIKKH
(namee — MCII):

KO OFOIKeTHOM KilacCU(UKalNH;

kox MCIT no knaccuduxaropy MCII;

kox MCII o nokaneaOM cucteme MCII,

UIeHTU()UKAUOHHBIH HOMEp HaJororuiarelblidKka M KOH IPUYHHbI
MIOCTAHOBKY Ha y4eT B HAJIOTOBOM OpIaHe;

- IJaTa Havaja JeACTBHS 3JeKTPOHHOro cepTUhUKaTa;

- JlaTa OKOHYaHUs JeHCTBUS JIEKTPOHHOTO CepTH(UKATA;

- HOMEp HAIMOHAIHLHOTO IIIATE&XHONO HHCTPYMEHTa TI'paXIaHUHA,
BKJItoueHHOro B DemepalbHblil perucTp (ero 3aKOHHOTO MM YIOJHOMOYEHHOTO
npencraBuTens) (kapThl «Mup»);

- KOJ BHJA TOBapa, BKIIOYEHHOTO B COOTBETCTBYIOIIMM IEpEYEHb,
npeayCMOTPEeHHBIH YacThio 6 ctathu 3 @enepansHoro 3akoHa oT 30 xexalbps
2020 roga Ne 491-@3 «O nprobpeTeHnH OTAENBHBIX BHIOB TOBApOB, PaboT, yCiIyr
C HCIOJIb30BAHUEM JJIEKTPOHHOIO CEpTHPUKATAN;

- IpeJieNbHAs CTOUMOCTD €MHMIIBI TOBApA;

- KOJIMYECTBO €AMHHUL TOBApa;

- YHHKaNbHBIHA uneHtuduxarop penenta B [ C3.

9. M3 510 B cpok, He npeBbIIaLIHi 3 pabounx AHEH ¢ MOMEHTA IOy YCHHS
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[IOCPEACTBOM  TOCYJapCTBEHHOM  HMH(GOpPMalMOHHON  cucTeMbl — «EnuHas
IIeHTpajiM30BaHHas IMdposas riatpopmMa B CONMATBHOH cdepe» HoMepa
3JIEKTPOHHOro ceprudukara, GopMupyer pacrnopspkeHHe (3asgBKy Ha KacCOBBIH
pacxo; WU IUJIaTe)XHOE MOpY4YeHHe), KOTOPhIM 00ecHedyrBaeTCs HalpaBJIeHHe
JEHEXKHBIX CPEJICTB IO JICKTPOHHOMY CepTU(HKATY.

3asBKa HA KACCOBBIA pacxoj (ruiarexHoe nopydenue) nepegaercs M3 510 B
Vopasneune DenepanpHoro kazHadeicrsa 1o SIpociaBckoil 001acTH € LENBIO
WCIIOJTHEHMS 3asBKHM Ha KaCCOBBIN pacxoj (IIaTeXHOe NOpyUYeHHe).

10. M3 51O B Teuenue oHOIro pabovero qHS CO JHS MOTyUeHUS HHOOpMaLAN
00 WCHIOJNHEHUH pAacHOpsHKEHHs M O CTaryce 3JIEKTPOHHOTO cepThduKaTa
«aKTHBHPOBaH» ITOCPENCTBOM | ocynapcTBeHHOH MH(POPMALMOHHOM CHCTEMBI
9EKTPOHHBIX CEPTUPUKATOB:

10.1. TTepenaer cBemenuss 0 (GOPMHUPOBAHUHM DIIEKTPOHHOTO CEPTH(UKATA,
conepxamuecs B 'IC3, B ®enepanbHblil perucTp rpaxaaH, MMEIOIMX IPaBo Ha
obecrieueHre JIEKAPCTBEHHBIMU IpernapaTaMy, MEIMIMHCKUMH W3JENUAMU H
CIELMATN3UPOBAHHBIMA [IPOAYKTAMH JIEHeOHOrO IMUTAaHMS 3a CYeT OOJKETHBIX
acCUTHOBaHU# (QenmepaibHoro Oiomkera U OromxeToB cybownekToB Poccuiickoi
denepanumu.

10.2. HanpaBnseT rpaxgaHuHy CIocoOOM, YKa3aHHBIM B 3asBICHHH,
cBefeHust 00 aKTHBAlMU OSJEKTPOHHOTO cepTUUKaTa, €ro HOMUHAJIE H
BO3MOXKHOCTSX €ro MpUMEHEeHHs JUIS NPHOOpeTeHus JeKapCTBEHHBIX IPENaparoB
JUIS MEIUIMHCKOTO TIPUMEHEHUS, MEJULUMHCKUX H3JEHMH, CIeNHaAIU3UPOBAHHBIX
IIPOAYKTOB JIeueOHOTO UTaHUS IS AeTeH-MHBAIUA0B [0 PELENTY.

11. JIns mpuoOpeTeHus] JTEKAPCTBEHHBIX IpenapaTtoB Al MeEIULIMHCKOTO
NpUMEHEHUs, MEIUIUHCKUX M3[eNuid, CHCLHAIU3UPOBAHHBIX  IIPOTYKTOB
ne4eOHOre ITHTAHUS IS JAeTed-UHBAIUAOB C HCIOJIb30BAHUEM 3JIEKTPOHHOI'O
cepTUdpmKaTa TpaKZaHUH  oOpamjaercs B alTeYHyl0  OPTaHM3ALHMIO,
3aperucTpupoBaHHy0 B [ocymapcTBeHHOM  HMH(OPMALIMOHHOM  CHCTEME
DIIEKTPOHHBIX CePTU(MUKATOB U BO (POHT-OQHCE 3NEKTPOHHBIX CEPTUPHKATOB
HaIMOHAILHON CHUCTEMBl IIIATeXHBIX KapT, KaccoBble ammaparsl KOTOpOH
MOJKJIFOUEHBI K HAIMOHAIBHOM CHCTEeMe IIIaTEXHbIX KapT.

12. UndopmupoBaHre TpaxJaHMHA O HAJIUYUM  COOTBETCTBYIOIIHUX
JIeKapCTBEHHBIX TIpENaparoB AN MEJULUHCKOTO MPUMEHEHHs, MEOUIIMHCKHUX
U3EIHH, CIENUAU3MPOBAHHBIX IMPOAYKTOB Je4eOHOro MNUTaHUA IJIs JeTe-
WHBAJIUJIOB, BApHAHTAX TOPrOBBIX HAMMEHOBAHUH JIEKapCTBEHHBIX [IPEIIApaTOB IS
MEIUIUHCKOTO IIPUMEHEHMs, MEOUIMHCKHUX M3LEeNHUH, CIeHUaIM3UPOBAHHBIX
IPOAYKTOB JIedyeGHOTO MUTAHUS AJIS JeTeH-HHBAIMIOB, YCIOBUIAX U CHOCO0aX HX
OIUIATHl OCYIIECTBIIAETCS alTeuyHOM opraHu3alvell Ha OCHOBaHUH I1OJIYyHYEHHOI'O
TIOCPEACTBOM €IMHOM TOCYNApCTBEHHOM HH(OPMAIMOHHOH CcHCTEMBI B cdepe
3/[paBOOXPAHEHUS BRIIIICAHHOTO PeLeTa.

B ciaydae HayMuus y TpaxKJaHHUHA XEJaHUsA OIUIATUTh JIEKAPCTBEHHbBIE
mpenaparbl I MEAUIMHCKOTO  IPUMEHEHHMs, MEAMUUHCKHE  M3JIeNus,
CHeNHATN3UPOBaHHbIE IPOJAYKThI Je4eOHOr0 NHUTaHU U HeTeHd-HHBAIUI0B C
UCIIOJIE30BAHHEM 3JIEKTPOHHOTO cepTU(hHKaTa OH yBeJOMIsIeT 00 3TOM alTeYHyIo
OpraHU3aluIo.
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13. T'paxmaHuH MOXET OTKa3aTbCs OT IIPHOOpETEHHs JEeKapCTBEHHBIX
npenapaToB Ui MEOULMHCKOTO  IIPUMEHEHMs, MEIMLMHCKUX  H3IEIUH,
CHEIHANN3UPOBAHHBIX MPOAYKTOB JIedeOHOro NMUTaHMS I IeTeH-MHBATUAOB C
MCIIOJIb30BAaHUEM JJIEKTPOHHOTO cepTU(UKaTa IyTeM [I0Ja4H COOTBETCTBYIOIIETO
3asBIEHMsS, B KOTOPOM VyKa3bIBaeTcs CHoco0 HaMpaBleHUs TPaXIaHUHY
uHpopManmd 06  oTMeHe o0ecredeHHss PUOOpeTeHUs  TPAXKIAHHHOM
JIEKapCTBEHHBIX TIPEraparoB Ui MEIULUHCKOTO IPHUMEHEHMs, MEIUIMHCKIX
U3JENNH, CHEeUaTU3UPOBAHHBIX MPOAYKTOB J€4eOHOro MNUTaHWs [JId JeTei-
WHBAIMIOB C HCITOJB30BaHHEM 3JIEKTPOHHOTO cepTudHKara (0 OIOKMPOBAHUM
3JIEKTPOHHOTO cepTuduKara).

3agBieHne 00 OTKasze OT MPHOOPETeHMs JIEKApCTBEHHBIX IIpPenaparoB s
MEAUIMHCKOr0 IMPUMEHEHUs, MEJUIMHCKUX U3[eNnH, CIeNUalId3uPOBAHHBIX
IPONYKTOB JIe4eOHOr0 THTaHMs [UId [eTel-MHBAIMAOB C HCIOJIb30BaHUEM
3JEKTPOHHOrO  cepTuduKaTa TOAAaeTCS  I'PaXJaHUHOM (ero  3aKOHHBIM
npexcrasuresieM) B M3 O nmyHOo nmbO0 mOCpeACTBOM  (ENEpabHOM
rocyaapcTBeHHON HH(DOPMAMOHHON cHcTeMBbl « EJUHBIHA OPTall FOCY IapCTBEHHBIX
1 MYHHUIUTIATBHBIX YCIyT (PyHKIMN)». ‘

3asBiienre 00 OTKaze OT MPUOOpPETEHHs JIEKAPCTBEHHBIX INPEIapaTroB I
MEIHMIMHCKOrO IIPUMEHEHHUS, MEIUIMHCKUX M3AeNul, CHelHaTIu3UPOBAHHBIX
IIPOAYKTOB JIEUeOHOro MUTAHUS Ui JeTel-HHBAIMIOB C MCIIOJIb30BaHUEM
3IIEKTPOHHOIO CepTH(UKATa MOAAETCS B OTHOIICHHU Ka)kKAOr0 Ha3HAYEHHOTO MO
pelenTy JeKapCTBEHHOro Iperapara Ml MEIMUUHCKOIO  I[IPUMEHEHWS,
MEIUIMHCKOI0 U3IENNS, CTIELHATU3UPOBAHHOTO IIPOIYyKTa JIeueOHOTo ITUTaHMs JJ1s
HeTeH-UHBANIMAOB, [PHOOpETAeMOTO C  HCIOJB30BAHHEM  JIEKTPOHHOIO
cepTHdUKATa B TEUSHHE CPOKA €ro ACUCTBHSL.

14. M3 510 B cpok He mo3[Hee CIeIyIoIero paboyero qHs 110CiIe MOLyYeHH
3asBieHHs 00 OTKase OT TPHUOOpPETEeHHs JIEKAPCTBEHHBIX IIperaparoB s
MEIMIIMHCKOTO TNPUMEHEHHs, MEAMLUMHCKUX H3JeINH, ClIelnantu3upoBaHHbIX
IPOAYKTOB JieueOHOTO THTaHUs M AETeH-WHBAIMLOB C HCIOJIb30BaHUEM
3JIEKTPOHHOTO cepTUdUKaTa:

14.1. [Ipuavmaer pemedne o006 oTMeHe obOecHedyeHus IPHOOpPETEHHs
TpaXXJaHHMHOM JIEKapCTBEHHBIX IIPENaparoB [UId MEJULUHCKOTO IIPUMEHEHHUS,
MEIUUMHCKUX H3IETHH, ClIeIHaTH3UPOBAHHBIX IIPOYKTOB JeUeOHOTO ITUTAaHHS I
JeTeld-MHBAIMIOB C MCIIONb30BaHUEM JIEKTPOHHOIO CepTU(UKATA.

14.2. HanpasyisieT cBelieHHsI 0 OJOKAPOBaHUHM SIIEKTPOHHOTO CEpTU(HKATa
B IOCYIapCTBEHHYI0 HHpOpMalMoHHYI0 cucteMy «EnwHas LeHTpalin30BaHHAs
nudposas miardpopMa B COLUUATIBHON chepe» AN NOCIHEAYIOIEH Ilepenayn B
TocyaapcTBEHHYIO HHPOPMAMOHHYIO CHCTEMY JIEKTPOHHBIX CepTH(HKATOB.

15.M3 510 B TeueHwe ojHOro pabouero 1HsS cO [JHS OJIOKUPOBaHHUA
3IEKTPOHHOI0 CepTU(UKaTa MepefiacT CBEAEeHUs O OJIOKMPOBAHUU DJIEKTPOHHOTO
ceprudukata, coaepxaummecs B [MC3, B PenepanbHell PErucrp Trpaxiaa,
HMEIONIMX TpaBO Ha obecredeHUe JIEKapCTBEHHBIMH IIperapartaMu  JJis
MEIHUIIMHCKOTO PUMEHEHUS, MEIULIUHCKAMHI U3eTASIMA u
CIIELMANM3UPOBAHHBIME [IPOJYKTAMHU JI€4eOHOrO IUTAHUS 3a CUeT OIOKETHBIX
acCHIHOBaHUi GeaepaabHOro OromkeTa W OM0XeToB CyObeKTOB PoCCHICKOM
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QDenepanuy, a TaK)Xe HaIpPaBiIsieT TIPaXIaHUHY COOTBETCTBYIOIIME CBEACHHA
crioco6oM, YKa3aHHbBIM B 3afBJIeHUU 00 O0TKaze OT MPUOOPETeHUs JIEKAPCTBEHHBIX
IpernapaTtoB JUiI  MEAULMHCKOIO IPUMEHEHUs, MEIUUMHCKUX  M3JIEJIHH,
CHELMATU3HUPOBAHHBIX MPOAYKTOB JIe4eOHOro NMHMTaHUs s JeTel-UHBATHIOB C
MCIIOJIb30BAHUEM IIEKTPOHHOTO CepTU(UKATA.

16. B ciyyae ecnu TrpakIaHUH MOJIyYHJI JIEKAPCTBEHHBIE IIperapaThl I
MEIUIUHCKOI'0 TIPUMEHEHHS, MEIUIMHCKUE H3ACNHs, CIelUaIu3upOBaHHbIC
IPOLYKTHI JIE4€OHOrO MUTAHUS s AeTeH-HHBATNIO0B B allTeYHON OpraHu3aiuu 0es3
HCIIOJIb30BAHUSA JIEKTPOHHOTO cepTu(UKaTa Mo pelenty, B OTHOLIECHHH KOTOPOIo
paccMaTpuBaeTCs 3asBICHHE Ha IOJIy4eHHE 3JIeKTPOHHOIO CepTHU(QUKATa WIH B
COOTBETCTBMM C KOTOPHIM BBIJAH 3JICKTPOHHBIN CepTH(GHKAT, HHGOPMAIHA ©
MOJyYeHNN TPOKIAHUHOM JIEKApCTBEHHBIX IIPENaparoB [Jid MEIUIUHCKOTO
IpUMEHEHHs, MEIUIMHCKIX U3JAeIHHA, CHOELUaIU3UPOBAHHBIX  IPOTYKTOB
neyeOHOro NHUTAHMS JUIA JeTel-WHBaIuI0B 0Oe3 HCIONb30BaHUSA DJIEKTPOHHOIO
ceptudukara orpaxaercss B [IC3 B pexxume peanbHOro BpeMeHH. B ykazaHHOM
ciyuae OQOpMIEHHe JJIEKTPOHHOTO cepTh¢duUKaTa NpeKpaliaeTcs, a paHee
BBIJAHHBIM 2JIEKTPOHHBINA cepTU(UKAT OIOKUPYETCs.

17. T'opoBoii 06beM CpeiCTB, B COOTBETCTBUU C KOTOPBIM I'PaXKAaHHUH MOXKET
IOJyYUTh JICKAPCTBEHHbIE IIpemaparbl sl MEIULMHCKOrO MPUMEHEHHs,
MEIUIMHCKHE M3IENHS, CIICHHATH3UPOBAHHbBIC IPOAYKTHI 1e4eOHOro NUTaHUs [
JeTeld-UHBATH/IOB ¢ UCIIOJIB30BaHHEM IJIEKTPOHHOIO CEepTH(HKATA, OIPENeNIeTCs
UCXOJs M3 HOpMaTwBa (UHAHCOBBIX 3aTpaT B MECALl HA OJHOIO TI'PaXKIaHWHA,
MOJIYYaloIero roCyJapCTBEHHYIO COLIMAJBbHYIO IOMOINb B BHAE COLMAIbHOH
yCIyry, ycTanaBiuaemoro IlpasurenscTBom Poccutickoit Menepanum.

18. DnexTpoHHBIH cepTHdUKAT feHcTBYeT He OoJee cpoka AeHCTBHs pelernTa
Ha JIEKApCTBEHHBIC Tpernaparhl I MEIULMHCKOIO IPUMEHEHHUS, METUIMHCKUE
U3Jennsd, CIIEUHATU3UPOBAHHEIE MPOAYKTHl JIeueOHOro NHMTaHWs M JeTei-
UHBaJIA/IOB.

19. B cnyyae ecid CTOMMOCTh JIEKAPCTBEHHBIX IMIperaparoB I
METUIIMHCKOTO TPUMEHEHMS, MEOUIUHCKUX U3JENHUHA, CIelualn3uPOBaAHHBIX
IPOLYKTOB JieueOHOrO THTaHMS [yl JeTed-MHBAIMAOB, INPHOOPETAEMBIX C
UCIIOJB30BAHMEM  JJIEKTPOHHOTO  cepTU(HUKaTa, MHpPEBBIIAET  IIPEAEIbHYIO
CTOMMOCTBH JICKAPCTBEHHBIX IMPENapaTtoB MANd MEIUIHMHCKOTO ITPHMEHEHUS,
MEeIMLMHCKMX H3IE/INi, CTIEIHaTU3UPOBAHHBIX TPOAYKTOB JIe4eOHOro IIUTaAHMS IS
JeTel-MHBAIMAO0B, YCTaHOBIEHHYI) B JJIEKTPOHHOM CepTU(]UKaTe, IpaXkIaHHH,
BK/IIOYeHHBIH B DefepalbHblii peructp (ero 3aKOHHEBIN IpeCcTaBUTEIb), BIPaBe
OCYLIECTBUTH JOIUIATYy JO UX (PaKTHYECKOH CTOMMOCTH 3a CUeT COOCTBEHHBIX
CPEICTB.

20. B ciaydae ecnum CTOMMOCTBL JIEKAPCTBEHHBIX IIpernapaToB I
MEIUIMHCKOTO TPUMEHEHHs, MEAHLMHCKAX W3ACIUH, Clenraln3upOBaHHBIX
IPOLYKTOB Jie4eOHOrO THUTaHUS [UIA JeTeH-UHBAIMAOB, INPUOOPETAEMBIX C
MCIIOJIB30BAHUEM DJIEKTPOHHOTO CepTU(UKaTa, HIDKE IMpPENEIbHOM CTOMMOCTHU
JIEKapCTBEHHBIX MpEenapaTtoB Uil MEIULUHCKOrO IPUMEHEHHS, MEIUIHHCKUX
U3eNuil, CIelUaIU3HPOBAHHBIX IPOJYKTOB Je4eOHOTO INUTaHUS I JETEH-
UHBAJIMIOB, YCTAaHOBJIEHHOW B OJIEKTPOHHOM CepTU]HKaTe, TIpPakKIaHHH,
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BKJIIOUEHHBIH B DefepanbHbl peructp (ero 3aKOHHBIA IIpeCTaBHTENb),
OCYIIECTBIISAET OIUIATY UX (haKTHIeCKOW CTOMMOCTH. PasHuia Mexay (akTHIeCKOn
CTOUMOCTBIO M YCTAaHOBJICHHOM B DJJIGKTPOHHOM CepTH(HUKATE NPeNeIbHOU
CTOUMOCTBIO JIEKapCTBEHHBIX TIpernaparoB Ais MEJULMHCKOrO I[IPAMEHEHHS,
METUITMHCKHIX U3JENTHH, CIeHATU3UPOBAHHBIX POLYKTOB JIeYeOHOTO MUTAHMSL 1A
HIeTef-uHBAIUAOB TpaXIaHUHY, BKIOUueHHOMY B DemepalbHBIA peructp (ero
3aKOHHOMY IPENCTaBUTEINIO), HE BO3MELIAeTCs.



YTBEPXJIEH
nocraHosyeHueM [IpaBuTenscTBa
SIpocnaBckoit o6nacTu

ot .01 JOX5 Ne ¥44-h

HHOPAAOK
onpe/e/ieHUs NpeebHOH CTOMMOCTH eANHHIBI (IPeAeLHOI0 pasMepa
OIIATHI) JIEKAPCTBEHHbIX NMpeNapaToB AJsl MeJHUHHCKOr0 NpUMEHeHNs,
MeTHUHHCKHX U31e/Ini, CeHaJH3HPOBAHHBIX NPOIYKTOB Je4eOHOro
NMUATAHHUS 1JIS JeTel-UHBANUA0B, NIpHOdpeTaeMbIX ¢ HCHOIL30BAHHEM
3JIEKTPOHHOTO cepTHHKATA

1. Hacrosmuii ITopsmox ycTaHaBiIuBaeT MOPAI0K ONpeHeseHusl IpefesIbHOM
CTOUMOCTH eIWHHUIBI (TpelebHOro pa3Mepa oOIUiaThl) (maliee — IpenenbHas
CTOUMOCTh €AUHHUIBI) TNpUOOpeTaeMbIX C HCIOJNb30BAHHEM 3JIEKTPOHHOIO
cepTuduKara:

- JIEKAPCTBEHHBIX MIPenapaToB I MEJUIIMHCKOTO IPUMEHEHHsl B 00beMe He
MeHee IMPEeIyCMOTPEHHOTO MepeYHeM >XU3HEHHO HEeOOXOOUMBIX UM BaXHEHIIUX
JIeKapCTBEHHBIX TpenaparoB, CGOPMUPOBAHHBIM B COOTBETCTBUH ¢ DenepanbHbIM
3akoHoM oT 12 ampens 2010 roga Ne 61-®3 «O6 obpauieHuu jJeKapCcTBEHHBIX
CPEeIICTBY, IO pelenTaM Ha JEeKapCTBeHHbIE IIPeaparsl;

- MEIULIMHCKUX H3JETUH 110 perenTaM Ha MeIULUHCKUE U3eTHs;

- CHeNUaJM3UPOBAHHBIX IIPOAYKTOB JIe4eOHOr0 MNHTaHUS JJId JeTel-
MHBAJIAIOB, OMpeaessieMbIX B COOTBETCTBHH C IyHKTOM 1 wactu 1 crateu 6.2
denepanbHoro 3akoHa oT 17 mronst 1999 roma Ne 178-@3 «O rocymapcTBeHHOR
COLIMAJIBHOM ITOMOILIM.

2. IlpenenbHyI0 CTOMMOCTBH €IWHHUIBLI OTAEIBbHOIO BHAA JIEKAPCTBEHHBIX
mpernaparoB Ui MEAWLIMHCKOTO  IPUMEHEHHs, MEAMLHMHCKUX  M3IEIIHH,
CHELMATU3NPOBAHHBIX IMPOJAYKTOB JIeYeOHOIO NMTaHUS Ui AeTeH-UHBAJIHUIOB
(mamee — TOBaphbl), MNPHOOPETAEMBIX C HCIOIB30BAHHEM  BJIEKTPOHHOTO
cepTr(HUKaTa, ONpeessieT MUHUCTEPCTBO 3ApaBoOXpaHeHus SIpociaBCKoi 001acTH
(manee — M3 S10) exxerogHo mo coctostHuio Ha 01 nexabpsi rofa, NpeAIECTBYOLIETO
rogy Iiofladyd TPaXJaHUHOM, BKJIIOYEHHBIM B PErHOHAIBHBIM  CEIMEHT
®denepalbHOTO perucTpa Ui, UMEIOUUX IIpaBo Ha NOJyYeHHe rocyaapCTBEHHOM
coumanbHoil momornu (nanee — OenepanbHBI pErucTp), ¥ HE OTKA3aBIIAMCS OT
TIONyJeHHs COLHMANLHON YCIYTH, IpeayCMOTPEHHOH myHkToM | gacTm 1 crarsu 6
®enepanpHoro 3akoHa ot 17 urong 1999 roga Ne 178-03 «O rocymapcTBEHHOR
COMabHOM moMon» (ero 3aKOHHBIM [PEACTaBUTe]eM), 3asBICHUS 00
obecrieyeHMH TOBapaMy C MCIOJIb30BAHHEM 3JIEKTPOHHOTO cepTuduKarta (ganee —
3asBIICHHUE).

3.IlpenenbHas CTOMMOCTH  ©IMHUILI  TOBapa, IpuoOpeTaeMol ¢
WCIOJB30BaHHEM 3JICKTPOHHOTO cepTudukara, ompeaenserci I0 pPe3ysibTaTaM
NOCJeAHed 0 BPEMEHH OCYINECTBJICHHUS 3aKyNKH HIECHTUYHOTO (KOHKPETHOIO)
TOBapa, TOBapa aHAJOTHYHOr0 HAaMMEHOBaHUs, HUH(OPMAIH 0 KOTOPOX pa3MellleHa



2

B eIMHON MH()OPMAIIMOHHON cucTeMe B cdepe 3aKyIoK, nposeneHHod M3 510, B
NOpsiIKe, YCTAHOBJICHHOM 3aKkoHogaTenbcTBoM Poccuiickoit @enepauuu 0
KOHTPAKTHOM CrcTeMe B cepe 3aKyINoK TOBapoB, paboT, ycuyr At obecriedeHus
rOCYyIapCTBEHHBIX U MYHMIIUIIAJIBHBIX HY XK.

4. TlocnenHeil 1O BpeMEHH OCYIIECTBICHUS 3aKyNKOM MIEHTUYHOTO
(KOHKPETHOT'0) TOBapa CUYMTAETCS TOCHENHAS 3aBepUICHHAs IpoLEeAypa 3aKyIKd
toBapa (3axroueHHBId M3 SO KoHTpaKT, 0043aTeNbCTBA [10 KOTOPOMY MCIIOJIHEHBI
CTOpOHAMH KOHTPakTa B MOJHOM oObeMe mo cocTtosiHMio Ha 01 nexabps roxa,
IPEIIECTBYIOIIETO TOy MOAaYH TPaXIAaHUHOM, BKJIIOYEHHBIM B PETHMOHAILHEIM
cermenT PeiepaabHOTO perucTpa (ero 3aKOHHBIM IIPEICTABUTENEM ), 3asSBICHHU).

5.B cayyae ecnam 3aKynmka MISHTHYHOrO (KOHKPETHOIO) TOBapa He
OCYIIECTRBIISATIACh, JTHO0 Takas 3aKylKa He COCTOsIach, MO0 Takas 3aKyIika
ocylIecTBIsIIach Ooliee yeM 3a 3 roga o AHS 044y IPAXKIaHUHOM, BKIIIOYEHHBIM
B @enepadbHbiii perucTp (ero 3aKOHHBIM IIPEICTABUTENEM), 3asABJICHMA,
npejenbHas CTOMMOCTh ©IMHHUIBI TOBapa OINpenessercs II0 pesyiabraram
nocjaeqHed M0 BpPEMEHH OCYIIECTBICHUs 3aKyNKH, HH(OpMamus O KOTOPOiH
pasMelneHa B eAMHON WHPOPMAIIMOHHOH cUCcTeMe B cepe 3aKyIOoK, IPOBEIECHHOM
JTIOOBIM JPYTHM YITOSTHOMOUYSHHBIM OPTaHOM WM YYpeXIEeHUEM, PacIlOI0XKEeHHbIM
B mipeenax Teppuropun LlenTpansHoro denepaibHOro OKpyra.

6.B cayuyae ecnu 3akynka ToBapa Ha Teppuropur lLleHTpanpHOrO
(enepaIbHOTO OKpyra He OCYIIEeCTBIsIAach, JUOO Takas 3aKyllka HE COCTOANACH,
nubo Takas 3aKylKa OCYyLIecTBIsIach Oojiee 4eM 3a 3 roja [0 AaThl MOJaYH
TPaXJaHMHOM, BKJIIOYEHHBIM B (DenepanbHbIi perucTp (€ro 3aKOHHBIM
IpeACTaBUTeNieM), 3asBJICHUs, IMpeAelNbHas CTOMMOCTb €IUHHUILIBI TOBapa
OTIpeNENIeTCs 10 pe3yJibTaTaM ITOCIeHEH 110 BpeMEHHU OCYIIECTBJIEHMS 3aKyIIKH,
nHpOPMAIMS 0 KOTOPOH pa3MelleHa B eUHOA HHGOPMAIMOHHOK cucTeMe B chepe
3aKyIOK, IIPOBENCHHON mOOBIM [APYTHM YIOJHOMOYEHHBIM OpraHOM HIH
yupexaeHueM, pacrioyoKeHHBIM B Ipefenax Tepputopun Poccutickoit denepaium.

7.B cnydae eciu 3aKylka ToBapa B IIpefesiax Teppuropuu Poccuiickoi
denepallii He OCYIIECTBIISIIACH, MO0 Takas 3aKylKa He COCTOSIACh, JIM0O Takas
3aKyIKa OCYIIeCTBIIUIAch Ooyiee yeM 3a 3 roja A0 JaThl IIOAaYH IPAXKKAHHHOM,
BKJIIOYeHHbIM B @efepanbHblif perucTp (€ro 3aKOHHBIM TIPEACTaBHTIEIEM),
3agBlICHUS, TpeleibHas CTOMMOCTh €IWHHIBI COOTBETCTBYIOLIEIO0 TOBapa
OTIpefieNsieTcs:

- JUIS JIEKapCTBEHHOTO IpernapaTa — Kak MAaKCHMajbHOE 3HAaYE€HHE LICHBI
JIeKapCTBEHHOTO Iperapara 10 AaHHBIM IOCYJApCTBEHHOIO peecTpa IIPEeAEbHBIX
OTIIYCKHBIX IIeH MPOU3BOAUTENEeH Ha JIEKapCTBEHHBIE IpENapaTsl, BKJIIFOUEHHbIE B
riepeveHb KU3HEHHO HeOOXOMUMBIX M BAKHEHIIINX JIEKaPCTBEHHBIX [IPENapaToB;

- U MEJUIMHCKOTO U3JIENHs, CIENAATN3UPOBAHHOTO MPOAYKTA Je4eOHOr0o
[HTAHHA [ JeTed-WHBATUAOB — KakK IpefelbHas CTOUMOCTH aHAJora
MEIUIIMHCKOTO H3AEIIHs, CIICIUATU3UPOBAHHOIO MPOIYKTa JeyeOHOro IIUTaHMs ISt
JeTel-nHBaJIUI0B.



