NMPABUTEJBCTBO THOMEHCKOH OBJIACTH
INOCTAHOBJIEHHUE

27 pekabpsa 2024 r. Ne 1088-n

r. TroMcHB

06 ymeepxdeHuu MNopsidka
opeaHu3ayuu obecrnedyeHus epaxoaH,
8KITIOYEHHbIX 8 PedeparibHbil peaucmp
UL, UMEeWUX npaso Ha rnony4eHue
e2ocyfapcmeeHHOl coyuanbHol nomMowu,
JIeKapCmeeHHbIMU npenapamamu

0151 MeOUUUHCKO20 MPUMEHEHUSI,
MeOQUUUHCKUMU u30enusamu, a makxe
crieyuanu3upoeaHHbiMU rpodykmamu
ne4yebHoeo numaHus ons demed-
UHeanudoe ¢ ucrnonb308aHUEM
3IEKMPOHHO20 cepmuchbukama

6 TromeHckol obnacmu

B cooteeTctBUNn PegepanbHbim  3akoHOM OT 30.12.2020 Ne 491-93
«O npunobpeTteHnn OTAENbHbIX BUAOB TOBApOB, paboT, ycnyr ¢ MCNonb30BaHUEM
3MEeKTPOHHOro ceptudmkara», npukasom MwuH3gpasa Poccum ot 02.11.2024
Ne 596H «O6 yTBEepxaeHUM MeToandeckux YyKasaHUn MO OCYLUECTBIEHUIO
NCMONHUTENbHBbIMK opraHamn cyObekToB Poccumnckon degepaumn nepepaHHbIX
MONMHOMOYMM MO  oOpraHuM3aunn obecnevyeHns rpadkjaH, BKIIOYEHHbIX B
depepanbHbld PEMNCTP NUU, UMEOLMX MpaBO Ha MONyYEHUE rocyaapCTBEHHOW
counanbHOM MOMOLYWN, JEKapCTBEHHbIMM npenapatamu AnS  MEeAULMHCKOro
NPUMEHEHUSA, MELULUUHCKUMW W3AENUAMN, a TakKe Ccrheynanm3mpoBaHHbIMM
npoAyKTamn rnedyebHOro nuTaHua pAna AeTen-uHBanuaoB, B TOM 4ucne C
NCMNOMb30BaHUEM 3NIEKTPOHHOIO cepTudukaTay, noanyHKTom 2.4.2 nyHkta 2.4
MonoxeHna o [enapTameHTe 3apaBooxpaHeHns  TiomeHckonm  obnacTw,
YTBEPXAEHHOro noctaHoBneHnem [IpaButenbcTBa THOMEHCKOM obnactu oT
24.12.2007 Ne 320-n:

1. YTBEepauTb MNMopagok opraHnsaumm obecrnevyeHns rpaxaaH, BKNIOYEHHbIX B
depepanbHbld PErUCTP NUL, MMELMX NpaBO Ha MNOMydYeHue rocyaapCTBEHHOM
counanbHOM MNOMOLYWN, JIEKAPCTBEHHbIMW npenaparamum AN MeAULUNHCKOro
NPUMEHEHUS, MEAMUMHCKAMM U3LENMAMM, a Takke crneynannsnpoBaHHbIMN
npogyktamn neyebHOro nutaHWa Ana AeTeNn-uHBanMaoB C  MCMOMb30BaHUEM
3NEKTPOHHOro ceptudmkara B THOMEHCKON 06nacTu COrnacHo MPUIOXEHNIO K
HacToOSALWEMY NOCTAHOBIIEHMIO.
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2. Onpepgennte [enapTtameHT 34paBooxXpaHeHus TOMEHckon obnacTtu
YMNONMHOMOYEHHbIM  UCMOSIHUTENBbHLIM ~ OpraHom  TiOMeHckon obnactm  no
POPMUPOBAHUIO N YTBEPXKAEHUIO NEPEYUHS OTAENbHbBIX BUAOB TOBAPOB, YKa3aHHbIX
B NyHKTe 3 4Yactm 5 ctatbum 3 degepanbHoro 3akoHa oT 30.12.2020 Ne 491-03
«O npunobpeTteHnn OTAENbHbIX BUAOB TOBApOB, paboT, ycnyr ¢ MCNonb30BaHUEM
3NEKTPOHHOro cepTudukaray, npuodbpetaembix C NCNOMb3OBAHNEM 3NEKTPOHHOIO
cepTtudukarTa.

3. HacTtoqawee noctaHoBneHue ectynaet B cuny ¢ 01.01.2025.

4. KOHTponb 3a WCNOMIHEHUEM HACTOSALLErO MOCTAHOBMEHUS BO3MOXWTb Ha
Buue-I'yb6epHartopa TiomeHckon obnacTu.

'y6epHaTop obnactu A.B. Moop




MpunoxeHue

K NOCTaHOBNEHUo MNpaBnTtenbCcTea
TromeHcKkon obnacTum

oT 27 pekabps 2024 r. Ne 1088-n

Mopsaaok opraHu3sauumn o6ecnevyeHUs rpaxaaH,

BKIMIOUYEHHbIX B PeaepanbHbIi PErucTp Nuuy, MMerLWwmx npaBo Ha nonyyeHue
rocyaapCTBeHHOM couuanbHOM NMOMOLLU, NEeKapCTBEHHbIMU NpenapaTtamMm
ANnst MeOQULIMHCKOTO NPUMEHEHUsA, MeAULUNHCKAMU U3fenusamm,

a Takxe cneuvanusnpoBaHHbIMU NPOAYKTaMU Ne4yebHOro NMTaHusA
ANns AeTen-MHBanuaoB C UCNONb30BaHUEM 3NEKTPOHHOro ceptudukara
B TroMeHCKOW obnacTtu

1. Hactoawwmin [Mopsgok onpegenseTr mexaHusm obecrneyeHuns rpaxapat,
BKMIOUYEHHbIX B ®depeparnbHbii PEerucTp nuu, MMELWMX npaBo Ha NonyvYeHune
rocygapCTBEHHOM couuanbHOM nomowun B BuAe Habopa couunanbHbIX YCNyr Ha
obecneyeHne nekapCTBEHHbIMM MpenapaTtamn, MEAVUUMHCKAMU U3Zenvsamu, a
Takke cneunanm3anpoBaHHbIMA NpoAyKTaMyn nedyebHOro nutaHua Ana AeTen-
WHBaNMAOB C UCNOSIb30BaHMEM 3NIEKTPOHHOro ceptudmkara B TroMeHcKkon obnacTu
(3anee — counanbHasa ycnyra).

2. TlonHomouMss nO opraHn3auunm obecneyeHnss couuanbHOM  yCnyru
ocyuwjectenaeTt [enaptameHT 3apaBooxpaHeHns TiomeHckon obnactu (pganee —
HenapTtameHrT).

3. lTogosonn ob6bem CpeacTB, Ha KOTOPbIA PaKAaHWUH MOXET MONyYnTb
neKapcTtBeHHble npenapartbl ANS MEAUUMHCKOro MPUMEHEHNa, MeAUUMNHCKUE
U3QENUA, a TaKKe cneunanus3npoBaHHble MNPOAYKTbl feyebHOro nuTaHus Ans
AEeTEN-NHBaNMAOB C UCMNONb30OBaHMEM 3MEKTPOHHOro ceptudmkara, onpeaenseTcs
NCXOA4S U3 HOpmaTuBa (PMHAHCOBbLIX 3aTpaT B MeCSl Ha OAHOro rpaxpgaHuHa,
nonyvyaroero rocygapCTBEHHYIO COUManbHYyl0 MNOMOLWb B BUAE CouManbHOW
ycnyru, yctaHosneHHoro MNpasutenscteom Poccumnckon degepaunn.

4. lNpaBo Ha nbrotTHoe ofbecnevyeHne C WUCMONb30BaHUEM JIIEKTPOHHOrO
ceptTudmkata UMeET rpaxpgaHe Poccunckon depepauumn, BKAOYEHHbIE B
depepanbHbld PErUCTP NUL, MMELMX NpaBO Ha MNOMydYeHue rocyaapCTBEHHOM
counanbHon nomowu (panee - depepanbHbld PEMNCTP), N HE OTKasasLUMECHA OT
nonyvYeHnsa coumanbHoOW ycnyrn no obecrnevyeHno B COOTBETCTBUM CO CTaHAapTaMu
MEANLMHCKON MNOMOWKN HeoOXOAMMbIMW JIEKAaPCTBEHHbIMW Npenapatamu Ans
MEANLMHCKOrO npumeHeHnss B OObemMe He MeHee, Yem 3TO npeayCcMOTPeHO
NepeyYHEM XU3HEHHO HEOOXOAUMBIX U BaKHEWLINX NEKapCTBEHHbIX Mpenaparos,
chopmupoBaHHbIM B cooTBeTCTBMM C depepanbHbiM 3akoHOM oOT 12.04.2010
Ne 61-#3 «O6 ob6paweHnn nekapCTBEHHbIX CpeacTB», MO peuentam Ha
neKapcTBeHHble npenapatbl, MEeAUUUHCKUMK N3gennaMmm no peuentam Ha
MEeAULMHCKNE U3LENUA, a TaKKe CneuvMann3mpoBaHHbIMU NPOoAYKTaMn nevyebHOoro
NUTaHna ANa AeTen-nHBannaos..

5. IpaxpaHe, BKMOYEHHble B degepanbHbi pernctp, obecrneunsaroTcs
neKapcTBeHHbIMWU NpenapaTtamn ans MEAULMHCKOrO NPUMEHEHNS B COOTBETCTBUN C
NepeyYHEM XU3HEHHO HEOOXOAUMBIX U BaKHEWLWNX NEKapCTBEHHbIX Mpenaparos,
chopmupoBaHHbIM B cooTBeTCTBMM C depepanbHbiM 3akoHOM oOT 12.04.2010
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Ne 61-®3 «O6 obpalyeHnn nekapCTBEHHbIX CPEACTBY, MEAULUMHCKUMN U3LENUAMN
B COOTBETCTBMM C NEPEUYHEM MEAULMHCKMX U3AENUIA, OTNYyCKaeMbIX Mo peuentam
Ha MeUUMHCKUE u3genus npu npepocrasneHun Habopa counanbHbIX yCnyr, a
TaKkke CrneunanuanpoBaHHbIMU NPOoAYKTaMn nevyebHOro nuTaHus Ana aeTen-
WHBaNUAOB B COOTBETCTBMM C MNEPEeYHEM Chneumnanu3nmpoBaHHbIX MNPOLYKTOB
neyebHOro nuTaHua Ans AeTeN-MHBanuMAoOB, YTBEPXAEHHbIMU [1paBUTENLCTBOM
Poccuinckon degepaunn B yCTaHOBNEHHOM NOPSAAKE.

6. 3a npefocTaBneEHMEM PELIENTOB Ha NEKAPCTBEHHble npenapartbl AnNS
MEANLIMHCKOro NPUMEHEHUS, MeAULVHCKMe n3genus, a TaKKe
cneunanuanpoBaHHble NPOAYKTbl neyeBGHOro nuTaHus And  AeTel-uHBanMaoB
rpaxpaHe, BKMOUYEHHble B deaepanbHblii  peructp, obpalwjatoTca no  MecTy
XUTENbCTBA MNWN NPUKPENIEHNS B MEAULUMHCKUME OpraHusaunu, okasbiBaroLjue
NepPBUYHYIO MEANKO-CAHUTaPHYH NOMOLLb.

7. HasHauyeHne n OTNyCcK NeKapCTBEHHbIX MpenapaTtoB ANA MEeAULMHCKOro
NMPUMEHEHNSA, MEANLIMHCKUX U3AENNIA, CNELMANN3NPOBAHHbIX MPOAYKTOB NevYedbHoro
MUTaHUA AN AeTeW-WHBanNMAOB rpaxiaaHam, BKMOYEHHbIM B deaepanbHbii
PEerncTp, ocyLLeCcTBNSAETCSA B COOTBETCTBUUN C AENCTBYIOLNM 3aKOHOAATENbCTBOM.

8. 3asBrneHuMe Ha nosiyyeHuMe coumnanbHON YCnyrM C MCNonb30BaHWEM
3MEeKTPOHHOro cepTudukata (panee - 3adBneHWe) nojaeTca rpaxgaHUHOM,
BKMIOUEHHbIM B deaeparnbHbll permctp (ero 3akOHHbIM NpeacTaBUTENEM), B
[enapTameHT 4epe3 MeUMUNHCKYIO OpraHuM3auuio no MECTY XUTEnbCTBa WU
NPUKPENNEHNs, OKa3blBAOLWYIO MEPBUYHYIO MEAUKO-CAHUTaPHYIO MOMOLLb, B TOM
yucre Npu Hanuunm TEXHUYECKON BO3MOXHOCTM C UCMOfb30BaHNEM doegepanbHon
rocyaapCTBeHHON UHOPMAaLMOHHON CUCTEMbBI K EANHBIM NOPTan rocyaapcTBEHHbIX
N MyHUUMNanbHbIX ycnyr (DyHKUMW)» (Janee - eAuHblA nopTan), B OTHOLUEHUN
KaXAOro Has3Ha4yeHHOro Mo peuenTy JNeKapCTBEHHOro npenapata AnS
MEANLUMNHCKOIrO MNPUMEHEHNS, MELULUUHCKOro WU3fenus, cneunanm3vpoBaHHOro
NpoAyKTa neyedbHOoro nuTaHus Ana AeTen-uHsannpos.

9. 3asaBneHne AOMKHO CoAepXKaTb CrneayoLlme CBeAeHNs:

1) pamunua, mmsa, OTYECTBO (NPUM HanMMunWU) rpaxpaHnHa, BKMAKOUYEHHOMo B
depepanbHbIA PEMUCTP;

2) agpec pernctpauun rpaxgaHuHa, BKIOYeHHOro B deaepanbHblid perncTp,
MO MECTY XXUTENbCTBA U MO MECTY NpebbiBaHNS;

3) cTpaxoBOM HOMEpP WHAMBMAYaNbHOrO NULEBOrO cyeTa rpaxiaHuHa,
BKMOUEeHHOro B degeparnbHblil peructp, B cucteme o683aTenbHOr0 NEHCMOHHOTO
CTpaxoBaHUs;

4) Homep nonuca o0683aTenNbHOro MEAULMHCKOIO CTPaxoBaHus;

5) aboHEeHTCKNN HOMEpP rpaxaaHnHa, BKNIOYEHHOro B degepanbHblid perncTp
(ero 3aKOHHOro npeacTaBuTENS), BbIAEMNEHHbIA  OMEepaTtopoM  MOABUKHOM
pagnotenedOoHHON CBA3N (NPX HanMuum);

6) HOMEpP HauMOHaNbHOrO MNAaTEXHOro MHCTPYMEHTa rpaxaaHuHa,
BKMIOUEHHOro B deaepanbHblil PermcTp (ero 3aKOHHOroO UMM YNoHOMOYEHHOrO
npeacrasutens);

7) HOmep peuenTa.
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10. HenapTameHT nocpeacTBOM CUCTEMDI MEXBEAOMCTBEHHOIO
3NEKTPOHHOrO B3aUMOAENCTBUA NMepeaaeT B rocyfapCTBEHHY NHAOPMALMOHHYHO
cuctemy «EamHaa ueHTpanmnsoBaHHaa uudposas nnatgopma B coumarnbHOW
cthepe» B CPOK, He npesblaroWun cemu padbounx AHeW, CO AHA nogauu
3a8BMnEeHNsa rpaKaaHUHOM, BKMIOUYEHHbIM B degepanbHbii PErucTp, ero 3akKOHHbIM
npeacTaBuTenem crneayoumne CBeaeHns:

1) cBegeHund, ykasaHHble B 3asiBNeHMn B nognyHkrax 1, 3, 5 u 6 nyHkra 9
HacTosaLero MNopajka;

2) gaTtbl HaYana v OKOHYaHWS AEUCTBUSA ANEKTPOHHOrO cepTudukaTa;

3) nHopmauuto o [enapTameHTe, BKMHOYaOWYO KO4 U HauMeHOoBaHMWE B
COOTBETCTBMM C pPEECTPOM Y4acCTHUKOB OHOIKETHOro npouecca, a Takke
IOPUANYECKMX NNL, HEe ABAAIOWUXCA YydyacTHUKamu OHOKETHOro npoLecca,
NAEHTUPUKALMOHHBIN HOMEpP HanoronnaTenbLuka n Kog nNpuYnHbl NOCTAHOBKM Ha
YUYeT B HArIOroBOM OpraHe;

4) npepenbHyl0 CTOMMOCTb eAMHWUbl (NpeferibHbin  pasMep onnaTtbl)
neKkapCTBEHHOro npenapata Ans MEeAUUNHCKOrO MNPUMEHEHUS, MEAULNHCKOro
U3fennd, a Takke CcrneunanM3MpoBaHHOro npoaykTa neyedbHOro nuTaHusa Ans
AETEN-UHBaNWAOB, KONMUYECTBO €AWMHWL, FNEeKapCTBEHHOro npenapaTta And
MeANLNHCKOro NPUMEHEHUS, Me AMLINHCKOro n3penus, a TaKKe
crneumann3npoBaHHOro NpPojykTa fneyedbHoro NuTaHna Anga AeTen-UHBanuaoB, KOJ,
neKkapCTBEHHOro npenapata Ans MEeAUUNHCKOrO MNPUMEHEHUS, MEAULNHCKOro
N3fennd, cneuvann3npoBaHHOro npoaykta riedyebHOro nuTaHuMa Ana  gerten-
WHBanNUAOB, BKIIOYEHHOrO B COOTBETCTBYIOWWNA NEPEYEHb, MNPEeAYyCMOTPEHHbIN
yactelo 6 ctatbm 3 depepanbHoro 3akoHa oOT 30.12.2020 Ne 491-03 «O
NpNoBpeTeEHNN OTAEMbHbLIX BUAOB TOBaApoOB, pabdoT, ycrnyr C WNCNOfb30BaHNEM
3NEKTPOHHOro ceptudukaTar» (ganee - PeaepanbHbld 3aKoH Ne 491-P3).

11. JenaptameHT B TEYEHMe OAHOro pabouyero AHA CO AHS MOSMyYeHUs u3
oCyaapCTBEHHOM MHMPOPMAUMOHHON CUCTEMbI 3NEKTPOHHbIX CepTudukaTos
MHOpMaLUMNn O  cTaTyce  3NEeKTPOHHOro  cepTudukata  «akTUBUPOBaH»
OCyLUeCTBNAEeT WHMOPMUPOBAHUE rpaxiaHuHa, BKMOYEHHOro B PegeparnbHbIv
pernctp, 0 COPMUPOBAHHOM IMEKTPOHHOM cepTudukarte, ero HomuHane wu
BO3MOXHOCTW €ro NpUMEHEHNs, C UCMONb30BaHNEM NUYHOro KabunHeTa eauHoro
noptana (NpU HanUuMM TEXHWYECKON BO3MOXHOCTM) MMM NOCPEACTBOM Bblauu
rpakgaHuHy, BKIOYEHHOMY B deaepanbHbld  pernctp (ero  3akOHHOMY
npeAcTaBUTENIO), BbINMUCKA U3 peecTpa dNEKTPOHHbIX cepTUUKATOB Ha DyMalKHOM
HocuTene, NOANUCaHHON YCUITEHHON KBanmuunpoBaHHON 3NEKTPOHHON NOAMNCHIO
YNOSTHOMOYEHHOrO Ha NoANMCaHNe Takoro 4OKYMeEHTa AOMKHOCTHOroO nuua.

12. OneKkTPOHHbIN cepTudukaT Jenctesyetr He Oonee cpoka AencTeus
peuenta Ha neKapCTBEHHble npenapaTtbl AN MEAMUMHCKOrO NPUMEHEHUS,
MEAULMHCKNE W3LENUSA, a Takke crneunannsvpoBaHHble MNpoAYKTbl neyebHoro
nUTaHuAa AnNa AeTen-mHeanuaos.

13. [paxpaHuH, BKMIOYEHHbIM B degepanbHbld  PerucTp, nocpencTBoM
nogaHHoro B [lenapTameHT 4epe3 MEeAUUMHCKYI0 OpraHusaumio no MecTty
XUTENbCTBa UM MPUKPENSIEHNS, OKa3blBaOLWYK NEPBUYHYIO MEAUKO-CAHUTAPHYIO
NOMOLLb, B TOM YNCIIE MPU HaNM4mMmM TEXHNYECKON BO3MOXHOCTU C UCMOSIb30BaHNEM
eAnHoro noprtana, 3aseneHns o6 oTkase BnpasBe OTKasaTbCA OT NpUobpeTeHus
NeKapcTBEeHHbIX MpenapaTtoB AnA MEAUUUHCKOrO MPUMEHEHNS, MeLULMHCKNX
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N3Jenuin, a TaKKe Crneunanu3npoBaHHbIX NPOAYKTOB NeyebHOro nuTaHus Ans
AeTEeN-VHBaNMAOB C WCMOMb30BaHUEM 3MEKTPOHHOIO cepTudukata B TEYEHUE
CpOKa €ro JAeNcTBusl, B OTHOLUEHWM KaXAOro HasHaAYEeHHOro no peuenty
NeKapcTBEHHOro npenapara Ansg MEeAWLUMHCKOro MPUMEHEHUS, MEANLMHCKOro
N34enus, CneunanuavpoBaHHOro MpoAyKkTa nedyebHoro nutaHus Ana AeTen-
NHBanWoB.

14. [enapTameHT AN OCYLUECTBMNEHUA BHECEHMA WU3MEHEHUA B paHee
CO3[aHHYIO 3anuCb 3MEKTPOHHOro ceptudukata (panee -  OGroOKMpoOBKa
3NEKTPOHHOro  cepTudnkara) MOCPEeACTBOM CUCTEMbl  MEXBELOMCTBEHHOIO
3NEKTPOHHOrO B3aUMOAENCTBUSA NEPEfaeT B roCyaapCTBEHHYIO MHOPMALNOHHYIO
cuctemy «EamHaa ueHTpanmnsoBaHHaa uudposas nnatgopma B coumarnbHOW
cthepe» ana nocnegyrowen nepegaum B [OCYyAapCTBEHHYO NHAOPMALMOHHYHO
CUCTEMY 3MEKTPOHHbIX CEPTUPUNKATOB B YCTAHOBMNEHHOM nopsake cBegeHus o0
oTKase rpaxgaHuHa, BKMIOYEeHHOro B deaepanbHbli peructp, OT NpuobpeTeHus
NeKapCTBEHHbIX NpenapaToB ANA MEAMUMHCKOrO MNPUMEHEHUS, MELULMUHCKMX
U3genun, a TaKke CcneunanuMs3MpoBaHHbIX MPOAYKTOB neyedbHOro nutaHnsa Ans
AETEN-UHBaNMAOB C UCMOMb30BaHNEM 3NEKTPOHHOrO cepTudmnkata Ha OCHOBaHUU
obpaLlyeHusa rpaxaaHvHa, BKNIOYEeHHoro B dejepanbHbidi perucTp (ero 3akOHHOro
npeacTaBuTend), B CPOK, HEe no3jgHee crnejylowero pabdoyero AHA nocne
NONy4YeHnsa Takoro obpaLyeHus.

15. [denapTameHT nonyyvyaetr uHGopmauuio O ONOKNPOBKE 3SMNEKTPOHHOro
ceptudumkata MOCPEeACTBOM  TOCYyJapCTBEHHOW  UHAPOPMAUNOHHON  CUCTEMBI
«EanHas ueHTpanusoBaHHasa uudposas nnatgopma B coumnanbHom ceper.

16. [denaptameHT B TedyeHue ogHoro pabouyero CcCO AHA MOnyyvYeHus
UHopmaumn O OfOKMPOBKE  3MEKTPOHHOrO  cepTudukata OCyLeCTBRseT
NHPOPMUPOBAHUE TPaXKAaHUHA, BKMOYEHHOro B deaepanbHbI  PerncTp, o
ONOKMPOBKE 3MNEKTPOHHOrO cepTudmkara C UCNOfb30BaHUEM NUYHOrO KabuHeTa
eAnHoro noptana (Mpy Hanuunn TEXHUYECKOW BO3MOXHOCTW) UM NOCPELCTBOM
BblJauyu rpaxjaHuHy, BKMOUYeHHOMY B PepepanbHbii peructp (ero 3akOHHOMY
NpeAcTaBUTENIO), peLleHns 0 DNOKNPOBKE ANEKTPOHHOro cepTudukaTa us peecrtpa
3NEKTPOHHBbIX cepTudpumkaToB Ha BymaHOM HocuTene, NOAMUCAaHHOM YCUSTEHHOW
KBannuunpoBaHHON 3MEKTPOHHOM NOAMMUCBIO YNOMHOMOYEHHOrO Ha MoAnucaHue
Takoro AOKYMeHTa AOMKHOCTHOro nuua.

17. denapTaMmeHT yBeAOMMAET rpaxaaHunHa, BKIOYEHHOro B depeparbHbin
perucTp (ero 3aKOHHOro npeacTaBUTENs), Ha eAUHOM nopTane (npy Hanmuum
TEXHUYECKON BO3MOXHOCTW) U HanpaenseT ceeaeHus B dPegepanbHbii perncrp
rpaxgaH, UMeLWmnx npaso Ha obecneyeHne nekapcTBeHHbIMK nNpenaparamu Ans
MEANLMHCKOro NPUMEHEHNS, MEAVULNHCKUMW U3AENNAMM N Crieunann3npoBaHHbIMN
npogyktamn nevyebHoro nutaHus, O akte npnobpeTeHns nekapcTBEHHbIX
npenaparoB AN8 MEAMUNHCKOrO MPUMEHEHMUS, MEAULUMHCKUX M3AENUMNA, a Takke
crneunann3npoBaHHbIX MPOAYKTOB Ne4yebHOro nutaHnsa ana aeTen-uHeanngos C
NCMNONb30BaHNEM 3MEKTPOHHOroO cepTudukaTa B TeueHne ogHoro pabouero gHa co
AHS €ro NPUHATHS.

18. lNopsaok onpeaeneHns npeaenbHon CTOMMOCTN eAnHuLbl (NpeaenbHOro
pasmepa onnartbl) NeKapCTBEHHbIX NMpenapaTos ANS MEAMUMHCKOrO NMPUMEHEHUS,
MEAULMHCKNX U3LENUN, a TakKKe cneunmann3npoBaHHbIX NPOAYKTOB fieuebHOoro
NMATaHUs  Ana  AeTen-MHBanuaoB, npuobpetaembix C  UCNOSMb3OBaHMEM
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3NEKTPOHHOro  ceptudmkata 3a CcuyeT cpeactB obnactHoro  GroaxeTa,
ycTaHasnueaeTca NpaBuTtenbCTBOM THOMEHCKON obnacTu.

19. OnnaTta nekapCTBEHHbIX MpenapaTtoB AN MEeAULMHCKOrO MPUMEHEHMS,
MEAMUNHCKUX W3AENWNA, a Takke cneuvmann3npoBaHHbIX MPOAYKTOB nevyebHoro
nUTaHNa ANg  AeTen-UHBanuAOB OCYLLUECTBNAETCA Ha OCHOBaHUM CBEAEHUM,
CofepXaluxca B 3NEKTPOHHOM cepTudukaTe, B pasmepe, He MpeBbiLualoLem
NPeAernbHyl0 CTOMMOCTb JIEKAapCTBEHHbIX Mpenapatos AnsS  MEAULMHCKOro
NPUMEHEHUSA, MEANLNHCKUX N3AENWNA, a TarKe cneuvmann3npoBaHHbIX NPOAYKTOB
neyebHOro nUTaHWa ANa AEeTEN-MHBanNWAOB, YCTAHOBIIEHHYIO B 3MEKTPOHHOM
cepTtudukare.

20. B cnyyae, ecnu CTOMMOCTb neKapCTBEHHbIX MpenapaTtoB And
MeANLNHCKOro NPUMEHEHMS, MeANLNHCKNX N3AEnun, a TaKKe
cneumann3npoBaHHbIX MNPOAYKTOB neyedbHOro nutaHusa Ana  AeTen-UHBanuioB,
npnobpeTaemMbiX C WUCMNOMb30OBaHUEM 3JFIEKTPOHHOIO cepTuduKaTa, npesbillaeT
NPeAernbHyl0 CTOMMOCTb JIEKAapCTBEHHbIX Mpenapatos AnsS  MEAULMHCKOro
NPUMEHEHUSA, MEANLNHCKUX N3AENWNA, a TarKe cneuvmann3npoBaHHbIX NPOAYKTOB
neyebHOro nuUTaHWa ANa AEeTEN-MHBanNWAOB, YCTAHOBJSIEHHYIO B 3IEKTPOHHOM
cepTudukaTe, rpaxaaHuH, BKIOUYEHHbIN B deaeparnbHbIi PErMCTP, €ro 3aKOHHbIN
npeAcTaBuUTENb BNpaBe OCYLWECTBUTb AonnaTty A0 MX PakTUYECKOW CTOMMOCTM 3a
cyeT COOCTBEHHbIX CPEeaCTB.

21. B cnyyae, ecnu CTOMMOCTb INEKapCTBEHHbIX MpenapatoB AN
MeANLNHCKOro NPUMEHEHMS, MeANLNHCKNX N3AEnun, a TaKKe
cneumann3npoBaHHbIX MNPOAYKTOB neyedbHOro nutaHusa Ana  AeTen-UHBanuioB,
npuobpeTaemMbix C WNCNOMb3OBaAHUEM  JMIEKTPOHHOrO  cepTudukaTa, HUXe
NpeAenibHON CTOMMOCTM  JIEKApCTBEHHbIX npenapaToB AN MEAULMHCKOro
NPUMEHEHUSA, MEANLNHCKUX N3AENWNA, a TarKe cneuvmann3npoBaHHbIX NPOAYKTOB
neyebHOro nutaHna Ansg AeTen-uHBannaos, YCTAHOBMNEHHOW B 3NEKTPOHHOM
cepTudukaTe, rpaxaaHuH, BKMOYEHHbIN B deaepanbHblil permcTp (€ro 3aKOHHbIN
npeacTaBuTenb), OCYLUECTBNAKOT onnaTy no ux akTnyeckon cTommMmocTu. PasHuua
Mexay PakTM4eCcKon CTOMMOCTLIO U YCTAHOBMEHHOWN B 3NEKTPOHHOM cepTudukaTe
NPeAenibHON CTOUMMOCTBIO JIEKApPCTBEHHbIX MpenapaToB AnNd  MEAULMHCKOro
NPUMEHEHUSA, MEANLNHCKUX N3AENWNA, a TarKe cneuvmann3npoBaHHbIX NPOAYKTOB
neyebHOro nuTaHua Ana AeTen-uHBaNUAOB, TrpPaXAaHuHYy, BKMAIOYEHHOMY B
denepanbHbl perncTp (ero 3aKOHHOMY NMPeACTaBUTENIO) HE BO3MELLAETCS.



