MMPABUTEJIbCTBO CAMAPCKOM OBJIACTH
ITOCTAHOBJIEHUE
or 05 D8 LOAS N F75

O6 yreepxiennn [lopsiika npeocraBieHus rpakK/I@aHMHOM 3asiBJIICHUSI Ha
10JIy4eHHE COLIMAILHON YCIIYTH 110 00ECIIeUeHHIO JIEKapCTBEHHBIMU IperapaTaMmu
JUISL MEJIMLIMHCKOIO IPUMEHEHHUSI, MEJIMIIMHCKUMU U3JICIIUSIMU, a TAKKE
ClelMaTU3UPOBAHHBIMU ITPOAYKTAMHU JICUEOHOTO MUTAHMS JUUIs IeTe-HHBAINJIOB C
UCII0JIb30BAHUEM IJIEKTPOHHOIO cepTUdHUKaTa U 3asBICHUs 00 OTKa3e OT
IIPUOOPETEHUS JICKAPCTBEHHBIX IIPENapaToB JUIsl MEIMIIMHCKOTO IPUMEHEHMS,
MEIMUMHCKUX U3/ICIUM, a TAKXKE ClICIIMAIIM3UPOBAHHBIX IIPOJIYKTOB JIe4eOHOI O
IUTAHUS JUIS JIeTeH-UHBAJIUA0B C UCIIOJIB30BaHUEM JIEKTPOHHOIO cepTuduKara

B coorBerctBuum ¢ wyacteto 2 cratbu 3 DepepanbHoro 3akona «O
NPUOOPETEHUM OT/ICIBHBIX BHUIOB TOBApOB, pabOT, YCIYI C HCIOJB30BAHHEM
DJIEKTPOHHOI'O cepTU(dUKaTa» B ULEISAX IOJYYCHUS] COLMAIBHOM YCIYrd 110
00ECIIeYeHHUIO JICKAPCTBEHHBIMHU IIpernaparaMy JUIsl MEIUIIUHCKOIO IPUMCHCHHUS,
MEJIMIIMHCKUMHM  U3JICJIMSIMHU, a TakKXe CIEeIMaIU3UPOBAHHBIMU  [IPOJIYKTaMHU
J1e4e0HOro IMUTAHUS JUIS JETEH-UHBAJIMIOB C HCIIOJIB30BAHUEM DJICKTPOHHOI'O
ceprudukara llpasurensctBo Camapcekoit oosactu [IOCTAHOBJISIET:

1. VYreepaurs npwiaraeMbld llopsiiok 1pejiocTaBieHus TI'PaKIaHUHOM
3asiBJICHUS Ha I10JIy4YE€HHUE COLMAIIbHOM YyCIIYyrd 110 00eCIIeYeHHIO JICKapCTBCHHBIMU
npenaparamy JUlss MEJIMIIMHCKOIO IPUMEHEHHUS, MCIMIIMHCKUMHU H3JCIUsIMHU, a
TaKXKe CIEeUUAJIM3UPOBAHHBIMU ITIPOAYKTAMHU JIe4eOHOIr'0 IIUTaHUs JUIS JIeTEH-
WHBAJIMJIOB C MCIIOJIB30BAHUEM DJJIEKTPOHHOIO cepTUdUKaTa U 3asiBiIeHUS 00

OTKas¢ oT l'IpI/IO6p€T€HPISI JICKAapCTBCHHBIX IIperapaTtoB JUIA  MCIHUIITMHCKOI'O
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J1Ie4e0HOr0 TIUTaHUs Ui JIeTeH-WHBAIMWIOB C HUCIIOJIB30BAHUEM 3JICKTPOHHOIO
ceprudukara.

2. KoHTpouss 3a BBIIIOJHEHUEM HACTOSIIErO ITOCTAHOBICHMS BO3JIOKUTL 1a
MHUHHUCTEPCTBO 3/ipaBooxpaHeHust Camapckoi obJiacTu.

3. OmnyOnukoBaTh HacTOsIIEe IIOCTAHOBICHHE B CPEJCTBAX MacCOBOMN
UH(pOpMaIIIH.

4. Hacrosiiiee MocTaHOBIECHUE BCTYIIAET B CHIIY CO JIHSI €ro OQUIIMalILIONO

o11yOJIMKOBaHUSI.

IlepBrpIit
BUIlE-TYOepHATOpP —
upezcenarels [pasurenscrna : ,,
Camapckoit obsiactu \ M.A. CmupHos



VTBEPXJIEH
nocraHorienueM lIpasurenncTBa
Camapckoit obnactu

OT p5 L6 AORXG Ne F/5~

TIOPSIJIOK
MNPpEeAOCTABJICHHUA I'pAXXJaHUHOM 3asBJICHHUA Ha INOJIYUCHHUC COHHaJIbHOﬁ YCJIIYTH 110
OGGCHC‘ICHI/I}O HeKapCTBeHHLIMI/I HpenapaTaMH I MEIITUITMHCKOT'O HpI/IMeHCHI/IH,
MCIHNLUHMHCKHUMH U3ACIHUAMU, a TAKXKE ClICHHMAIU3UPOBAHHLIMH HpO}IyKTaMI/I
JIC‘{C6HOFO IMUTAHUA OJIA ﬂeTeﬁ-HHBaHHﬂOB C UCITOJIB30BAHUCM 3HCKTpOHHOFO
CﬁpTI/I(l)I/IKaTa N 3asABJICHUA 06 0OTKa3¢ OT HpHO6p€T€HI/ISI HeKapCTBCHHLIX
NnpernapaTtoB JUId MCOAUIUHCKOI'O [NPUMCHCHHNS, MCIUTITUHCKUX I’I3II€JIHﬁ, a TAKXC
CHCHHaJH/ITEI/IpOBaHHI)IX HpO}IyKTOB HG‘ICGHOFO IIKTAHUs J1J1s IICTCI\/’I'-I/IHB&HI/II[OB C
HCIIOJIB30BAHHUEM BHCKTpOHHOFO CepTI/I(I)I/IKaTa

1. O01mue noJjioxxeHus

1.1. Hacrosmmit Ilopsgok pa3paboraH B COOTBETCTBUHM C 4YacThio 2
cratei 3 ®enepanbHoro 3akoHa «O NpHOOpPEeTEHUM OTAEIBHBIX BHJIOB TOBApOB,
paboT, YCIyr ¢ HCIOJIB30BAaHHEM JJIGKTPOHHOIO ceprudukaray (najgee —
Oenepanbubil 3akoH Ne 491-d3) u omnpenensieT NOPSJAOK IPELOCTABICHUS
TPOXNAHUHOM 3asiBJICHHUS] Ha II0JlyY€HUE COLIMAJIbHOW YCJIYI'M [0 0OECIEHEHHUIO
JIEKapCTBEHHBIMHU IpernapaTaMu A MEIUIMHCKOIO MPUMEHEHHU S, MEIUIUHCKIUMHU
U3JEIASAMU, a TaKXKe CIEeLHATM3UPOBAHHBIMU IIPOAYKTaMHU JiedeOHOro NUTaHus
IJIs (eTeH-UHBAIWJIOB C MCHOJb30BAaHHMEM JJIEKTPOHHOrO cepTudHUKaTa, a TakkKe
3asiBJIEHUS 00 OTKa3e OT TMPHOOPETEHHUs JIEKAPCTBEHHBIX IIpErapaTtoB JJis
MEIMLIMHCKOTO NPUMEHEHUS, MEIUIMHCKUX U3JICIINH, a TaKXe
CHEUHAIM3UPOBAHHBIX IIPOJAYKTOB JI€YeOHOro MUTAHUS JUISl ASTESH-UHBAIHUIOB C
UCIIOJIb30BAHUEM DJIEKTPOHHOTO ceprudukara.

ITonarus;, wucnosb3dyembie B HacrosueM llopsjake, npuMeHstOTcs B
3Ha4YeHUH, onpezereHHoM DenepanbHbIM 3aKkoHOM Ne 491-D3,

1.2.  CoumansHas yciayra o obecrneyeHH1IO JeKapCTBEHHBIMH TIperaparaMu
I MEIMUMHCKOrO IIPUMEHEHMUS, MEAUUMHCKUMMU H3JCIHUSIMH, a TaKKe
CIENUAM3UPOBAHHBIMY IPOLYKTAMH JISYEOHOTO MUTAHUS JUIS JICTCH-UHBAJIUJIOB C
MCIIOJIB30BAHUEM DJIEKTPOHHOI'O ceprhudukaTa IPEOCTABINETCS I'paxjlaHaM,

yKa3aHHbIM B yacTu 4 ctatbu 3 Oenepaibioro 3akona Ne 491-03, BKIIIOUECHHDBIM B
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QenepanbHbIil PETUCTP JIMI, UMEIOUIMX [PAaBO Ha TMOJYYCHHUE TOCyAapCTBEHHOW
couMalbHON nomMoun (nanee — PenepanbHBIA PETUCTP), U HE OTKA3aBIIMMCS OT
MOJIy4eHUsd COLMAJIbHOM YCIOyrM 1o oOeCHeYeHHI0 B COOTBETCTBUH  CO
CTaHJAApTaMU  MEJIMIIMHCKOH  ITOMOUIM  HEOOXOIHUMBIMHM  JICKAPCTBEHHBIMU
npernaparamMi Julsi MEIMIIMHCKOrO NpUMEHeHHss B oObeMe He MeHee, 4eM ITO
pelyCMOTPEHO  [epeyHeM  JKU3HCHHO  HEOOXOJHMMBIX M BaKHEHIIMX
JICKapCTBEHHBIX IpernaparoB, cHOpMUPOBAHHBIM B COOTBETCTBUU ¢ DeepaibHbIM
3akoHOM «OO0 oOpallleHUH JIeKapCTBEHHBIX CpPEACTB», MO pcuenrtaMm Ha
JIEKapCTBEHHbIE IIpernaparbl, MEIMUMHCKUMHU HU3IJIEIMSIMHM 110 pelenrtaMm Ha
MEIMIIMHCKHE M3JIeNINS, a TaK)Xe CIelUau3UPOBAHHBIMU MPOJAYKTaMU JieueOHOro
NMTAHUA Ul JIeTeH-UHBANTUOB (Jlajiee — collManbHas yciyra).

1.3.  C ucnonb3oBaHHUEM 3JIEKTPOHHOro cepTuduKara rpaxjiaiaMmd MOryT
pUOOpPETaThCs JIEeKapCTBEHHBIEC TIpenaparhl jUil MEIHIIMHCKOTO MPUMEHEHHUs B
o0beMe He MEHee, YeM 3TO TIPEJIYCMOTPEHO MEPEUHEM XKHU3HEHHO HEOOXOMUMBIX U
BXHEHILIHUX JIEKAPCTBEHHBIX IIpenaparToB, chOPMHUPOBAHHBIM B COOTBETCTBUM C
®enepanbHbIM 3aKOHOM «O0 oOpalieHrH JeKapCTBEHHBIX CPEJICTBY, 110 pelernTam
Ha JIEKApCTBEHHbIC [IpernapaTtbl, MCIULMHCKHAE U3JCJIUsl 10 pelenrtaM Ha
MEQULUHCKHUE H3ENIMA, a TakKe CIEeUHaTId3UpPOBAHHBIE IPOAYKTHI Jie4eOHOro
NUTaHus Ui JeTel-UHBaNMAO0B, orpeneisemsle [lpaButensctBom Poccuiickoi
Qegepaniid B COOTBETCTBUM C MyHKTOM | yactu | crtareu 6.2 PenepanbHOro

3akoHa «O rocy/1apcTBEHHOH COLIMANBHON ITOMOIINY.

2. llpenocraBieHue rpaxjaaHHHOM 3asBJICHUS Ha TTOJTyYEHHE
COUMAIILHON YCIIYTH C UCIIOJI30BAaHHUEM DJICKTPOHHOIO cepTU(dUKaTa
2.1. 3asBreHwe Ha IOJy4EHHE COLMAILHOU ycnyi‘u ¢ HUCHOJIL30BaHUECM
JJIEKTPOHHOIO cepTU(uKaTa (fajgee — 3asBICHHE) IMOJACTCS I'PAXKIAHUHOM,
BKJIIIOYEHHBIM B @ejiepajibHbId  peructp (ero 3aKOHHBIM (YITOJHOMOYEHHBIM)
IPeACTaBUTENIEM), B MHHHUCTEPCTBO 3/IPaBOOXPaHCHHSI Camapckod  obnacTu
(1anmee — MHUHHCTEPCTBO) B OTHOUIEHWH KaXK/IOI'O HAa3HAYEHHOI'O I10 pEUeITy

JICKAPCTBCHHOI'O [IpCliapaTta Al MEAHUIMHCKOIO TIPUMCHECHHS, MCAHUIMHCKOIO
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U3JENMs], CIIeLMaIM3MPOBAHHOIO TMPOJyKTa JiedeOHOro MNHUTaHus Ajsd JeTel-
MHBAJIMIOB 110 (popMe, yTBEPKICHHON NIPHUKa30M MUHHUCTEPCTBA.

3asiBieHMe MOXET OBITh HalpapjieHo B OyMaxHoMm Buae JaubO B
JIGKTPOHHOM ~ BHJIE C  HCIIOJIb30BaHHEM  (efepallbHOM  rocyJapCTBEHHOM
UHPOpPMALIMOHHOW  cucTeMbl  «EauHBIA ~ TOpTall  rOCy/IapCTBEHHBIX U
MYHUUHMNIBHBIX ycnyr (dbysxiuid)» (manee — ENTY) unu rocysapcTBeHHOM
uHpopmannonHoil cucremsl Camapckoil ob6nactu «EjnvHas MeaMIMHCKas
MH(}OpMalMOHHO-aHanuTuueckas cucremay (nanee — ['MIC CO «kEMHACY).

B cinydae nomaum 3asiBileHMs NpeliCTaBUTENEM I'pa)JaHMHa K 3asBJICHUIO
npwiaraeTcss JOKYMEHT, YJOCTOBEPSAIOUIMH JIMYHOCTBL  I[IPEJICTaBUTCIS, WU
JOKYMEHT, ITIOATBEPXKAAIONIMHA TIOJITHOMOYHS 11PEJICTAaBUTEIS.

2.2. 3asiBiieHUE JOJKHO COllepXkaTh CIe/IyIOLIUe CBEACHHS:

dammius, UMs, OTYECTBO (1P HAIMYMHM) TPaK[aHHHA, BKIIOYCHHOIO B
denepanbHbIi perucrp;

hamMuwins, UMs, OT4eCTBO (NIPH HAJIMYKHK) 3aKOHHOIO (YIIOJIHOMOYEHHOTO)
NpeNCTaBUTeNs TIpaxjiaHUHa (B ciy4ae I[IOAA4YM  3asBJICHUS  3aKOHHBIM
(YIOJTHOMOYEHHBIM) ITPEJICTABUTEIIEM ),

aJipec perucTpaluyy rpaxjaaHyuHa, BKIOUEHHOro B (ejiepalibHbIM perHCTp,
10 MECTY JKUTEJILCTBA UJIU 110 MECTY MPeObIBAHUS;

CTPaxOBOM HOMEP MHAMBHAYAJIBHOIO JIMLEBOrO cyHeTa [IpaxJaaHuHa,
BKJIIOYeHHOro B DenepanbHblil perucTp, B cUcTeMe 00s13aTeIBHOr0 MEHCUOHHOTO
CTpaxoBaHUsl,

HOMED I10J11ca 00513aTeIbHOI0 MEJUIMHCKOTO CTPaXOBaHUS,

aDOHEHTCKUI HOMep rpa)claHuHa, BKIIOYCHHOTO B MDejiepalbHblii perucTp
(ero 3aKOHHOIO (YNOJHOMOYEHHOIO) NPEACTABUTEINS), BbIIEIEHHBIH OIEPaTOPOM
HOJBIKHOMN paauoTesleGOHHON CBA3U (ITPH HAIMYNH ),

HOMEpP  HAllMOHAIBHOIO  IUIATEXHOr0  HMHCTPYMEHTa  paKJaHHHA,
BKIIIOYEHHOro B @enepalibHblid perucTp (ero 3aKOHHOro (yHoJIHOMOYEHHOI'O)
IIpeJCTaBUTEIS );

CEpHUK0, HOMEP pelcHTa.
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2.3. MuHucTepCcTBO B TeYCHHE CeMH pabouux JIHEH CO JHS 11OCTYIUICHUS
3asiBJICHUS] OCYILECTBIISIET IPOBEPKY:

Hajnu4us UH(OpMAIMKA O JHUlEe, YKa3aHHOM B 3asBJIEHUM, B KauecTBE
noJiyvaTessi ColiMalibHOM yciryru B DejiepalibHOM PErucTpe;

CEepuH, HOMepa pellenTa Ha JIeKapCTBEHHBIA mperiapart st MEJIHIIMHCKOTO
NIPUMEHEHUS, MEJULUMHCKOE H3Je/ue, a TakKe CIIelUaJIM3UPOBaHHBIN IIPOJYKT
Je4eOHOro TmUTaHUs JUIsS  JETeH-UHBAIUIOB B €JMHOH TOCYJlapCTBEHHOH
HHPOPMAIIMOHHOM crcTeMe B cdepe 3/[paBOOXpaHeHHUS.

2.4. MuHHCTEpPCTBO B Te4eHHE OJHOro paboyero JHS OCYIIECCTBISCT
MHPOPMUPOBaHUE TpaXKJaHWHA, BKJIOUYeHHOro B @DejepalbHbIi peructp (ero
3aKOHHOTO  (YIOJIHOMOYEHHOrO)  HpeAcTaBuressi), o  c(hOpPMUPOBAHHOM
JIEKTPOHHOM CepTHU(UKaTE, €ero HOMUHAJIE U BO3MOXXHOCTH €0 IPUMEHEHUSA UIIU
O HEBO3MOXHOCTH (OPMHUPOBAHHUS JJIEKTPOHHOro ceprudukara (C yKazaHHCM
IPUYUHBI) C HCToJb30BaHUWeM JjuuyHoro kabuuera EIIY wunm nocpencrsom
BbIIAUM pakJAaHHWHY, BKIIOYEHHOMY B DenepasibHblil peructp (€ro 3aKOHHOMY
(YIIOJTHOMOYEHHOMY) [PEACTAaBUTEIIO), BBIIMUCKU H3 peecTpa 3JIEKTPOHHBIX
cepTudukatoB  Ha  OyYMaXXHOM  HOCHUTENE,  IOJNMCAHHOW  YCWJICHHOMH
KBJIM(PULIMPOBAHHOM 3JIEKTPOHHON MOJITMCHIO YIIOJIHOMOYEHHOIO Ha NOANUCAHHE
TaKOro JIOKyMEHTa JIOJKHOCTHOIO JiMIla, TUOO yBEIOMIJICHHSI O HEBO3MOXHOCTU
bopMUpOBaHUSI IICKTPOHHOTO cepTUhUKATA.

B cinygae nosydeHuss yBeJOMJIEHHS O HEBO3MOXHOCTH (DOpMHUpPOBAHUS
JIEKTPOHHOTO cepTU(dUKaTa IPpakJIaHUH MOXKET OBTOPHO HAIIPaBUTH 3asiBicHUE B
COOTBETCTBUH ¢ HacTos UM [Topsakom.

2.5. VYBenomileHHss O HEBO3MOXHOCTH (QOPMHUpPOBAHUS  DICKTPOHHOI'O
cepTUdUKaTa HarpapIsieTCs B CIy4asx:

OTCYTCTBUS MH(OpMalMK O JIMIle, yKa3aHHOM B 3asiBJI€HHH, B KadyecTBe
noJIy4aTesi COLUaIbHOM yciyru B DefiepalibHOM perucTpe;

IIpEACTABIIEHUE  I'paXAaHUHOM  (ero  3aKOHHBIM  (YIOJIHOMOYEHHbIM)
[OpeJCTABUTENIEM) HEMNOJIHBIX (HEIOCTOBEPHBIX) CBEJCHHH, YKa3aHHBIX B

3asBJICHUH.
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3. llpenocrapiieHue rpak/laHMHOM 3asBJIEHUSI 00 OTKa3e OT NpruoOpeTeHus
JIEKapCTBEHHBIX MPENAPaTOB AJIs MEAULIMHCKOIO IPUMEHCHUS, MEAUIIMHCKUX

U3J1eJIMH, a TakXKe CrelUanu3MpOBaHHbIX TPOAYKTOB JIeueOHOro MUTaHUS

JUIsL IETeH-UHBAIUJIOB C UCMIOJIb30BAHUEM IJIEKTPOHHOTO cepTudurkaTa

3.1. I'paxpnanus, BKOYeHHbIA B DejiepanbHbId PErucTp, MOXKCET OTKAa3aThCs
OT NPUOOPETeHUs JIEKAPCTBEHHBIX IpenapaToB I MEAMIIMHCKOTO IpPHUMEHEeHUS,
MEOULMHCKAX M3JIeNIMM, a TaikkKe ClelUaIu3UpOBAHHbBIX IPOAYKTOB JeueOHOIro
NUTaHUS Ui JeTeH-UHBAIWIOB C UCIOJIb30BAHHEM JICKTPOHHOTO cepTudukara B
TEYEHHE CpOKa cro JelcTBUs, HO He OoJjiee cpoka JICHCTBUS pelenta Ha
JIeKapCTBEHHbIC Ipenaparbl UIsI MEAUMUMHCKOIO NPUMCHEHUS, MEIMUMHCKUE
U3leNnus, a TaKXKe CHEeUHATM3UPOBAHHBIC NPOJYKTHI Je4yeOHOro MUTAHUS IS
JeTeH-UHBAJIMAOB B  OTHOLIGHMM KaXKJIOr0O HA3HAYeHHOI'0 1[I0  pelenTy
JIEKapCTBEHHOI'0 IIpernapara il MEOULMHCKOTO NPUMEHEHHUS, MEIUIMHCKOIO
U3JeNns, CIIEUHAIM3UPOBAHHOIO TNPOJIyKTa JiedeOHOro NUTaHus JJIsl JieTei-
UHBaIUJIOB.

B cinyvyae nopauu 3asiBieHUss 00 oOTKa3ze 3aKOHHBIM (YIOJIHOMOYEHHBIM)
NpeJCTaBUTENIEM  IpaXJaHWMHA K  3asiBJIGHMIO  lIpyWJjiaraercsi  JIOKYMEHT,
YyIOCTOBEPSIOMNH JIMYHOCTh 3aKOHHOI'O (YIOJHOMOYEHHOrO) MpeACTaBUTEIsl, W
JIOKYMEHT, NOJITBEPKIAI0UIMI [10JJTHOMOYUS TIpe/ICTaBUTEIS.

3.2. 3asBneHue 00 OTKaze OT NMPUOOpPETEHHUs JICKAPCTBEHHBIX IIperapaToB
I8 MEJIMUMHCKOrO  IIPUMEHEHMs, MEIMUMHCKUX  HM3AEeNHi, a  Takxke
CIENMAIM3UPOBAHHBIX TIPOJYKTOB JIeYeOHOIro IUTAHUS Ui JeTeH-UHBAINUJIOB C
UCIIOJIb30BAHUEM DJIEKTPOHHOIO cepTuduKara (nanee — 3asiBlicHHe 00 OTKaze OT
AproOpeTeHusi) TOJaeTCsl TPaXJAaHUHOM (ero 3aKOHHBIM (YIOJTHOMOYEHHbBIM)
NPEJCTABUTENIEM) B MMUHUCTEPCTBO 10 (dopMe, YTBEPKJACHHOHW IPUKA30M
MHUHHUCTEpCTRA.

3asiBieHHEe 00 OTKa3e OT MpPUOOpPETEHUsT MOXKET ObITh HAIpPaBIEHO B
OyMaxHOM BHJE JTMOO B JJIEKTPOHHOM BHjle ¢ HcnoJibzosanuem EINTY wim
[C CO «kEMHACH.

3.3. 3asBieHHe 00 OTKaze OT TMPUOOPETeHHS JOJDKHO COJICPXKaTh

CIICAYIOIIHE CBECACHUS .
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baMuiMs, UMs, OTYECTBO (IpU HAIMYMHM) TpakAaHUHA, BKIIIOYECHHOIO B
DenepanbHbIF perucTp;

damMuiMs, UMs, oT4ecTBO (IPH HAIWYHH) 3aKOHHOIrO (YIOJHOMOYEHHOIO)
NpeACTaBUTENI TpakJaHvHa (B clydae [oOJa4d  3asBJICHHUS  3aKOHHBIM
(YIIOJTHOMOYEHHBIM ) ITPEJICTABUTEIICM );

CTPaxoOBOM HOMep HWHAUBHAYAIBHOIO JIMIEBOrO0 CYeTa TIpax/iaHWHa,
BKJIIoueHHOro B MejiepaibHblil perucTp, B cucteMe o0s13aTe/IbHOrO IIEHCUOHHOTO
CTpaxOBaHUS;

CBE€JIEHHS O BBIIAHHOM JIEKTPOHHOM cepTudukKare.

3.4. MuHHCTEPCTBO B TEUEHHUE OAHOro padodyero JHSA OCYIUECTBIACT
UHpOpMHUpOBaHHUe rpaxkaHMHa, BKIIOYeHHOro B DejepanibHblit perucrp (ero
3aKOHHOI'O (YIOJJHOMOYEHHOI'0) IPEACTaBUTEIISI), O HEBO3MOMXKHOCTH BHECCHHS
U3MEHEHHUSI B paHee CO3JaHHYIO 3allMCh 3JIEKTPOHHOro ceprudukara (naisee —
OJIOKHPOBKA IMEKTPOHHOTO cepTUdHKaTa) ¢ MCIOJIb30OBAHUEM JIMYHOr0 KabuHera
EIII'Y wny nocpeacTBOM BbLIAYM I'pak/IaHUHY, BKIIOUeHHOMY B (DeaepaibHbIN
peructp (ero 3akoHHOMY (YIOJHOMOYEHHOMY) MpPEACTaBUTEINIO), pPELICHUS O
OJIOKMPOBKE AJIEKTPOHHOTO CEPTUPHUKATA U3 PeecTpa ICKTPOHHBIX CCPTUGUKATOR
Ha OyMa)XHOM HOCHTeJle, IIOATNIMCAHHOM YCHJICHHOH KBaJIU(QUIMPOBAHHOM
DJIEKTPOHHOM IIOAIMCHIO YIIOJHOMOYEHHOIO Ha MOJMNHCAaHUE TAaKOI'o JIOKYMEHTa
JOJDKHOCTHOTO JIMIIA.

3.5. B ciyyae eciiu rpaxjaHuH 110 paHee OGOpPMICHHOMY pelUernTy, 10
KOTOPOMY  pacCMaTpHBaJOCh  3asBJIEHHE HA  IOJYUYEHHE  DJIEKTPOHHOIO
cepruuKara UIU BBIJAH IEKTPOHHBIA CEepTUDUKAT, MONYUYHI JIeKAPCTBEHHBIM
npenapar  JJIsi  MEAMIMHCKOrO  INpPUMEHCHMS,  MEJUIMHCKOe  U3JIeJIue,
CHEeUaIM3UPOBAHHBIA MPOAYKT JiedeOHOro MUTaHUs s JAeTel-HHBAIU/IOB B
YIIOJIHOMOUYEHHOM anTeyHoW oOpraHusaluy 0e3 MCIIONB30BaHUS DJIEKTPOHHOIO
ceprudukara, TO Tmpoueaypa odOpMIIEHHS  DJEKTPOHHOro  ceprudukara
aHHYJIUpYeTCs WM ONOKHUPYETCS paHee BbIIAHHBIN JNEKTPOHHBIA cepTudUKar

COOTBCTCTBCHHO.



