rocycnyru

FocypapcTBeHHas  ycnyra:

npenapams|)

FocymapcTBeHHyto yenyry npepocTaBnsieT MuHsdpae Poccuu

Pe3ynbTaT rocyaapcTBeHHON ycnyri: Peecmpogast 3anuck 0 3ape2ucmpuposaHHol
(nepepezucmpuposaHHoLi) npedenbHol omnycKHoU UeHe npou3sodumens

«locydapcmeeHHass  peaucmpayusi  npedesbHbIX
OMNYCKHbIX UEH Ha /lekapCmeeHHble npenapamal, 8KITIOYEHHbIE 8 NEPEYEHb KUSHEHHO
HeobXxo0uMbIX U BaxHeUWux riekapcmeeHHbIX npenapamosy (I'ocydapcmeeHHas
peaucmpayusi, nepepeaucmpayusi npedesbHbIX OMNYCKHbIX UEH Ha 1eKapCmeeHHbIe

3a npepocTaBneHMeM ycnyru MOXHO 00paTUTLCS:

MuHuCTEPCTBO 3apaBooXpaHeHnst Poccuitckon Geaepavynm
EanHbIN nopTan rocyaapcTBeHHbIX U MyHULmnanbHbIx yenyr (EMY).

Pa3mep rocyaapcTBeHHOM NOWWHbI:

eocydapcmeeHHaﬂ nowisniuHa He 83umMaemcs.

MlokymeHTbI, NpeAcTaBnsieMble 3asBUTENEM ANS rocyJapCTBEHHOW perucTpauuu npeaenbHbIX OTNYCKHbIX
LeH Ha NneKapcTBeHHble npenapatbl, BKMOYEHHbIE B NEpPeYeHb XU3HEHHO HeoOXOAWUMbIX M BaXHEMLMX
neKapcTBEeHHbIX npenapatoB (ana FocyaapcTB-4neHoB EBpa3nitckoro 3KOHOMMYECKOro coH3a)

camocCmoAmesibHO

Ne Cnoco6 nopaym 3asaBneHNUs U [OKYMEHTOB M TPe6OBaHUA K HUM
Yekbokc
n.n. Mun3gpas Poccum ENry
3asieneHue
1. | 3anonHgemcs 3aseumenem YacmuyHo 3anonHaemeca  3assumeneM  4acmu4HO O

camocmosimesnsHo nocpedcmeom ETY

8 3as18/1eHUU YKa3bI8atomcs:
- 0OaHHble  OpeaHu3ayuu  (CoKpawéHHoe
HaUuMeHoB8aHUe, 02PH, UHH, Knn, HOMep
meneghoHa, 3/1eKMPOHHas noyma,
topuduyeckull pakmuyeckull adpeca);

- OaHHble 3asgumens (¢buo, dama poxoeHus,
CHunc, cepus, Homep, 0Oama 8bl0ayu
nacnopma, KemM U Koela ebidaH, KoQ
nodpa30eneHusi, Mecmo POoXAeHus, HoMe
menegoHa, adpec 3MEKMPOHHOU NOYMbI,
OOImKHOCMb);

- ceeleHuss 0 Oepxamene unu enadenbue
peaucmpayuoHH020 y00CmoeepeHus (NoHoe
HauMeHosaHue, CmpaHa, Op2aHU3ayuUoHHO-
npagosass  ¢hopma, topududeckuli  adpec,
371eKMPOHHasl noyma, vatin, HaumMeHo8aHUe
peaucmpupyrLe20 opaaHa);

- cgefeHus 0  peaucmpayuOHHOM
ydocmosepeHuu (HOMep peaucmpayuoHHO20
ydocmosepeHus, dama gbl0ayu
peaucmpayuoHHo20  y00Cmo8epeHusi, CPOK
delicmeus peaucmpayuoHHo20
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Ne Cnoco6 nopaym 3asaBneHNUs U JOKYMEHTOB M TPe6OBaHUA K HUM Yo
ekbokc
n.n. Mun3apas Poccun ENrY
ydocmosepeHus, mex0yHapodHoe
HenameHmMo8aHHoe HauMeHo8aHue,

mope2080oe HauMeHosaHue, Kod aHamoMo-
mepanesmu4eCcKo-XUMUYECKOU
Kraccugukayuu);

- c8e0€eHUs 0 npedesbHOl 0mnycKHOU UeHe Ha
JleKkapCmeeHHb Il npenapam (nekapcmeeHHas
¢opma, 003Uposka, eduHUUA UMEPEHUS,

MOOUGhULUPOBaHHb I npu3HaK
NieKkapcmeeHHol hopMb |,
gKycoapomamuyeckue 0o0basku, nepguyHas
ynakoeka, Konu4ecmso eduHuy,

fleKapCmeeHHol  (opMbl 8 NEPBUYHOL
ynakoske, Macca, eOuHuua U3MEpPeHUs,

8MOpUYHast ynaKkoeka, KOnuyecmeo
NepeuyHbIX  ynakogok 80  8MOPUYHOLI
ynakoexe, obwee  Konmuyecmeo 8

nompebumenbHoOU ynakoske, Wmpuxogol Kod
Ha ynakoske, ko0 €OuHOU  moeapHoll
HOMEHKIamypb| BHEWHE3KOHOMUYECKOU
dessmenbHOCMU EASC, npedenbHas
0mnycKHas ueHa npou3go0umeris 3a ynakosKy
6e3 HAC, P);

- c8e0eHus1 006 ynakosWuKe unu ¢hacosujuke
0nsi nepeuyHoll  ynakoeKu (HaumeHosaHue

opeaaHu3ayuu, cmpaHa, adpec
npou38oAcmeeHHoU nnowadku, K00
Harnozonnamenbujuka, HauMeHoBaHue
peaucmpupyrowje2o OpeaHa,

peaucmpayuoHHbIi HOMED);

- c8edeHusi 0 npou3sodcmeeHHoOU nnowjadke
0nsi nepeuyHoll  ynakoeku (HaumeHosaHue
OpeaHusayuu, adpec  npou3soOCMBEHHOU
niowadku, ko0  HamozonaamenbUuka,
HauMeHo8aHUe peaucmpupyrowe2o opaaHa,
peaucmpayUoHHb Il HOMEP, HOMep UUEH3UU);

- ceedeHusi 06 ynakoswuke unu ghacosujuke
0nsi  8MOpUYHOU ynakoeKu (HauMeHo8aHUe

opeaHu3ayuu, cmpaHa, adpec
npou38oAcmeeHHoU nnowadku, K00
Hanozonnamenbujuka, HauMeHosaHue
peaucmpupyrowe2o opaaHa,

peaucmpayuoHHbIl HoMep);

- c8edeHusi 0 npou3sodcmeeHHoOU nnowjadke
0 8MOPUYHOU  ynakoeku (HaumeHosaHue
opeaHu3ayuu, cmpaka, adpec
npou3sodcmeeHHoU nmowaoku, Koo
Hanozonnamenbujuka, HaumMeHosaHue
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Ne

n.n.

Cnoco6 nogauv 3asBneHus u AOKYMEHTOB U TPGGOBaHMﬂ K HUM

Mun3gpas Poccun

ENry

Yekbokc

peaucmpupyoue2o opeaHa,
peaucmpauyuUoHHbIli HOMep, HOMEp MTUUEH3UU);

- ceedeHuss 0 npou3sodumene 20mogol
flekapcmeeHHol  hopMbl  (HauMeHos8aHue
opeaHu3ayuu, cmpaHa, adpec
npou3godcmeeHHol nmowaodku, Koo
Hanoz2onnamenbujuxa, HauMeHo8aHue
peaucmpupyroue2o opeaHa,
peaucmpayuoHHbIl Homep);

- cgedeHusi 0 npou3sodcmeeHHoU nnowjadke
2o0mosol JieKapcmeeHHol ¢hopmb|
(HaumeHogaHuUE OpeaHu3ayuu, cmpaHa, adpec
npou3sodcmeeHHoU nnowadku, ko0
Harozaonnamenbljuka, HauMeHogaHue
peaucmpupyrow,e2o OpeaaHa,
peaucmpayuoHHbIl HOMEP, HOMEpP NUUEH3UU);

- cgedeHus 0b opeaHu3ayuu, omeeyarouwel 3a
8bInycKatouuli KOHMpPO/b Kkayecmea
(HaumeHogaHUE  OpeaHu3ayuu,  cmMpaHa,
obszamenbHO  O0n1  3anosiHeHus,  adpec
npou3sodcmeeHHoU nnowadku, ko0
Hanoaonnamernbujuka, HauMeHosaHue
peaucmpupyrLe20 opaaHa,
peaucmpayuoHHbIl HOMep);

- cgedeHusi 0 npousgodcmeeHHOU niowadke,
Komopas omeeyaem 3a  8binycKatoujul
KOHMPO#b Kauyecmea (HaumeHosaHue
opeaHu3ayuu, cmpana, adpec
npou3sodcmeeHHoU nnowadku, ko0
Harozaonnamenbujuka, HauMeHoB8aHue
peaucmpupyrLe20 opaaHa,
peaucmpayuUoHHbIl HOMEP, HOMEP TULEH3UU);

CeedeHus 0 nuyeH3uuU Ha npou380dCMe0 JIeKapCcmMeeHHbIX cpedcme

OneKMpPOHHbIL OOKYMEHM

| UC Murnpommopaa

PeaucmpauyuoHHoe ydocmoeepeHue JIeKapCMeeHH020 npenapama

MpenocTaBreHne JOKYMEHTa OTMEHEHO

4. fokymenmsi, npedcmaensieMble ¢ y4emom mpeboeaHuli Memoduku pacyema npedesbHbIX

OMNYCKHbIX UEH:

4.1

ceedeHusi 06 o6bemax u 0 yeHax omnycka Haxodsiujeaocs 8 obpalyeHuu Ha
meppumopuu Pocculickoll @edepayuu siekapcmeeHH020 npenapama omeyecmeeHHo20
npousgodumensi U JiekapcmeeHHO20 hpenapama UHOCMPaHHO20 npou3eodcmea,
ynakoeka Komopoz2o ocyLecmesiiemcsl Unu niaaHupyemcsl ocyw,ecmensimscs e

Poccutickoli ®edepayuu

SJ'IeKTpOHHbIVI JOKYMEHT

C-)J'IeKTpOHHbIVI JOKYMEHT

4.2

pacyem npedenbHOU omnyckHOU UeHbl Npou3geodumens Ha JiekapcmeeHHbIl npenapam,
npedcmasnifiemoll Ha 20cy0apCmeeHHyI0 peaucmpayuro
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Ne Cnocob6 nopayu 3asiBNeHUsi U AOKYMEHTOB U TPEOOBAHUSA K HUM

Yekbokc

n.n. Mun3gpas Poccum ENry

9NEKTPOHHBIA [JOKYMEHT SMEKTPOHHBIA [JOKYMEHT

cg8edeHuss 0 Hanuquu 3ape2ucmpuposaHHbIX nNpederibHbIX OMNYCKHbIX UEH 3asensieMo2o
4.3 | nekapcmeeHHo20 npenapama O
9NEKTPOHHbIN [JOKYMEHT 9NEKTPOHHbIN JOKYMEHT

pacyem npedenibHOlU omnyckHOU YeHbl Ha 80chpou3eedeHHbIl, buoaHano208bil
(6uonodobHbIii) nekapcmeeHHbIU npenapam, npedcmassnisiemoll Ha 20Cy0apCmeeHHYH
peaucmpayuro (HeobsizamenbHbIl)*
SNEKTPOHHbIN JOKYMEHT SNEKTPOHHbIN JOKYMEHT

4.4

CeedeHus (c nepesodom Ha pycckuli A3bIK), nodmeepxdarouw,ue omnycKHble UeHbl
npou3sodumensi Ha 1ekapcmeeHHbIl npenapam 8 UHOCMPaHHbIX 20cydapcmeax (0ns
UHocmpaHHbIX 20cydapcme) (Heobs3amesbHbIi)**

ArNEKTPOHHbINA JOKYMEHT | aNeKTPOHHbII AOKYMEHT
Jokymenm, nodmeepxdarowuli NOSIHOMOYUS YNOJTHOMOYEHHO20 JUYa

OneKMpPOHHbIL AOKyMeHm ‘ «llnamepopma nonHomoyull»

Konus ¢popmbi Ne 2-JIEK (npom) «CeedeHusi 0 npouszeodcmee, omepy3ke U yeHax Ha
7 NlekapcmeeHHble cpedcmea» (Heobsi3amenbHbIl)*** n

9MEKTPOHHBIA [JOKYMEHT SMEKTPOHHBIA [JOKYMEHT

*

[loKyMeHT npepocTaBNAeTCA TONMbKO B Clyvyae, €cnu neKkapCcTBeHHbIN npenapat fABnsAeTcA
BOCMPOU3BEAEHHbIM;

** [JOKyMeHT NpeaoCTaBAIOTCA TONbLKO B Clly4yae oOpalieHns fiekapCTBEHHOro npenaparta B pedepeHTHbIX
ansa Poccunckon ®epepauum ctpaHax;

*** [JOKyMEeHT NnpeaoCTaBNAETCA TONbKO B CNyvae, ecnu 3aaButens u3 Poccuiickon ®egepauuu.

[lokyMeHTbI, NpeAcTaBnseMble 3asBUTENEM NpU roCyAapCTBEHHOW perucTpauun npeaenbHbIX OTNYCKHbIX
LeH Ha neKkapcTBeHHble npenapatbl, BKMOYEHHbIE B MepeyYeHb XKU3HEHHO HEOOXOAUMbIX U BaXHEMLMX
NneKapcTBEHHbIX NpenapaToB (NeKkapCTBEHHbIe MpenapaTbl WHOCTPAHHOrO MPOM3BOACTBA, B TOM 4uchne
nepBUYHaA U (UNKn) BTOPUYHAA yNaKoBKa KOTOPbIX ocylecTBnaetcs B Poccunckon ®epepauum)

Ne Cnoco6 nogaum 3asaBneHUs U AOKYMEHTOB U TPeOOBaHUSA K HUM
Yekboke
n.n. Mun3gpas Poccuu EAry
3asieneHue
1. | 3anonHsiemcs 3asi8umenem yacmuyHo 3anonHsemca  3asgumeneM  4aCMUYHO O
caMocmosimesibHo camocmosimesnsHo nocpedcmeom ElY

8 3as18/1eHUU YKa3bIBamMCs:
- 0OaHHble  OpeaHu3ayuu  (COKpawéEHHoe
HauMeHO8aHUe, O02PH, UHH, Knn, HOMep
mersegoHa, 3/1eKMPOHHas noyma,
topuduyeckull pakmuyeckull adpeca);

- OaHHble 3asgumens (¢buo, dama poxoeHus,
CHumc, cepusi, Homep, Oama  8bldayu
nacnopma, Kem U Koz20a 6bidaH, K00
noopa3sdenieHusi, Mecmo POXOEHUs, HOMe
menegoHa, adpec 3NEeKMPOHHOU NOYMbI,
OO0ImKHOCMb);
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Ne

n.n.

Cnocob6 nogauu 3asBNeHUs U AOKYMEHTOB U TpEGOBaHVIFI K HUM

Mun3gpas Poccun

ENry

Yekbokc

- ceeleHus 0 Oepxamene unu enadenbue
peaucmpayuoHHo20 y00CmoepeHus (NoIHoe
HauMeHosaHue, CmpaHa, Op2aHU3auyUOHHO-
npasogasi hopma, topududyeckuli adpec,
3/1eKMPOHHass noyma, vatin, HaumeHogaHue
peaucmpupyrLe20 opaaHa);

- cge0eHUs 0  peaucmpayuoHHOM
ydocmosepeHuu (Homep peaucmpayloHHO20

ydocmosepeHus, dama gbl0ayu
peaucmpayuoHHo20  y00CmoBepeHusi, CPOK
delicmeus peaucmpayuoHHo20
ydocmosepeHus, mex0yHapodHoe
HenameHmogaHHoe HauMeHosaHue,

mope208oe HauMeHosaHue, Kod aHamomo-
mepanesmu4ecKo-XUMU4eCKoli
Knaccugukayuu);

- c8e0eHus 0 npedesbHOl 0mnycKHOU UeHe Ha
JleKkapcCmeeHHb Il npenapam (nekapcmeeHHas
¢opma, 003UposKa, eduHUUA UMEPEHUS,

MOOUUUUPOBaHHbIL npu3sHak
IieKapcmeeHHol hopmb|,
gKycoapomamuyeckue 0obasku, nepsuyHasi
ynakoexa, Konu4yecmeo eduHuy,

JieKkapcmeeHHol  ¢popMbl 8 NepsuyHol
ynakoske, Macca, eOUHUUa U3MEpPEHUS,

8MOpUYHast ynakoexa, KOnu4ecmeo
NepeuyHbIX  ynakogok 80  8MOPUYHOLI
ynakoeke, — obuiee  Komuyecmeo 8

nompebumenbHoU ynakoske, Wmpuxogol Kod
Ha ynakoske, ko0 €OuHOU  moeapHol
HOMEHKIamypb! 8HEWHEIKOHOMUYECKOU
d0essmenibHOCMU EASC, npedenbHas
0mnycKHas ueHa npou3go0umers 3a ynakosKy
6e3 HAC, P);

- ceedeHus1 006 ynakoswuKke unu ¢hacosujuke
0nsi  nepgu4HOU ynakoeKku (HaUuMeHOBaHUE

opaaHu3ayuu, cmpaHa, adpec
npou3sodcmeeHHoU nnouwadku, ko0
Hanoaonnamenbujuxa, HauMeHosaHue
peaucmpupyrue2o OpeaaHa,

peaucmpayuoHHbIi HOMED);

- c8edeHusi 0 npoussodcmeeHHOU nnowadke
0l nepsuyHol ynakoeku (HaumeHosaHue
opeaHusayuu, adpec  npou38o0CMBEHHOU
nnowadku, KoO  Hanozonnamesnbujuka,
HauMeHo8aHUe peaucmpupyroweao opaaHa,
peaucmpayuUoHHb Il HOMEP, HOMep UUEH3UU);
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Ne

n.n.

Cnocob6 nogauu 3asBNeHUs U AOKYMEHTOB U TpEGOBaHVIFI K HUM

Mun3gpas Poccun

ENry

Yekbokc

- ceedeHusi 06 ynakoswuKe unu ¢hacosujuke
0nsi 8MOPUYHOU  ynaKoeKu (HaumeHosaHue
OpeaaHu3ayuu, cmpaHa, adpec
npou3sodcmeeHHoU nnowadku, ko0
Harnozaonnamenbuuka, HaUuMeHoB8aHue
peaucmpupyrLe20 OpeaaHa,
peaucmpayuoHHb It HOMEP);

- c8e0eHus 0 npousgo0cmeeHHoU niowadke
0 8mopuyHoU ynakoeku (HaumeHosaHue
opeaHu3ayuu, cmpaka, adpec
npou3godcmeeHHoU nmowaoku, Koo
Harnozonnamenbujuka, HauMeHosaHue
peaucmpupyrLe2o opeaHa,
peaucmpayUoHHb I HOMEP, HOMep UUEH3UU);

- cgedeHus 0 npoussodumene 20mogol
nlekapcmeeHHol  ¢hopMbl  (HauMeHo8aHue
opeaaHu3ayuu, cmpaHa, adpec
npou3sodcmeeHHoU nnowadku, ko0
Hanoaonnamenbujuxa, HauMeHosaHue
peaucmpupyrLe2o OpeaaHa,
peaucmpayuoHHb It HOMEP);

- c8edeHuss 0 npousgodcmeeHHoU nnowadke
2omosou fieKkapcmeeHHoU hopmbI
(HaumeHogaHuUE op2aHu3ayuu, cmpaHa, adpec
npou38odcmeeHHoU nnowadku, Koo
Hanoaonnamenbujuxa, HauMeHo8aHue
peaucmpupyrue2o opeaaHa,
peaucmpayuUoHHb Il HOMEP, HOMeP UUEH3UU);

- ceedeHust 06 opeaHu3ayuu, omeevarowel 3a
8bInycKatouuli KOHMPOIb kayecmea
(HaumeHoBaHUE  OpeaHu3ayuu,  CMpaHa,
obsisamenbHo  Onsi 3anonHeHusi,  adpec
npou38oAcmeeHHoU nnowadku, K00
Hanozonnamenbujuka, HaUuMeHoB8aHUe
peaucmpupyrLLe20 opeaHa,
peaucmpayuUoHHb Il HOMep);

- ceedeHuss 0 hpou3sodcmeeHHOU niowadke,
Komopass omeeyaem 3a  8binycKatowul
KOHMpPO#b Kayecmea (HaumeHogaHuUe
opaaHu3ayuu, cmpaHa, adpec
npou38oAcmeeHHoU nnowadku, K00
Hanoaonnamenbujuxa, HauMeHo8aHue
peaucmpupyrue2o OpeaaHa,
peaucmpayuUoHHb Il HOMEP, HOMep UUEH3UU);

CeedeHus 0 TUUEH3UU Ha npouseodcmeo JIEKAPCMEBEHHbIX cpedcme

OIIeKMpPOHHbIL AOKyMeHmM

| NC Murnpommopea
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Ne

Cnocob6 nopayu 3asBnNeHUs U JOKYMEHTOB U TPeOOBaHMA K HUM

n.n.

Munspgpas Poccun ENCY

Yekbokc

PezucmpauyuoHHoe ydocmoeepeHue fiekapcmeeHHO20 npenapama

(|

MpenocTaBneHne JOKYMEHTa OTMEHEHO

LokymenmbI, npedcmaensiembie ¢ yuemom mpeboeaHuli Memoduku pacyema npedesbHbIX

OMNYCKHbIX UEH:

4.1

pacyem npedenbHOU omnyckHOll UeHbI NPou3eo0uUMens Ha JlekapcmeeHHbIl npenapam,
npedcmaensemoli Ha 20cydapcmeeHHyH peaucmpauyuro

OneKmMpPOHHbIL AOKyMeHm | OnexmpoHHb Il dokymeHm

4.2.

ceedeHust 06 o6bemax U yeHax 8803a JIeKapcCmeeHHO20 npenapama UHOCMpPaHHO20
npousgodcmea, Haxodsie2ocs 8 obpaujeHuu Ha meppumopuu Pocculickol ®edepayuu

3r1eKmpOHHbILT AOKyMeHM orc mann*

4.3

ceedeHus 0 HalUYuU 3ape2ucmpuposaHHbIX NpedenbHLIX 0MNYCKHbIX UeH
3as16/15eM020 JIeKapCmeeHH020 npenapama

OneKmMpPOHHbIL AOKYMeHmM | OnexmporHbIi dokymeHm

4.4

pacyem npedenbHOlU omnyckHOU YeHbl Ha 80CnPOU38edeHHbIl, 6U0aHano208bIl
(6uonodobHbIii) nekapcmeeHHbIU npenapam, npedcmassisieMoll Ha 20cydapcmeeHHyo
peaucmpayuro (HeobsizamenbHbIl)*™

OneKMPOHHB Il DOKYMEHM OneKMpPOHHbIL OOKYMEHM

CeedeHus (c nepesodom Ha pycckull A3bIK), nodmeepxdarow,ue omnycKHbIe UeHbl
npou3sodumensi Ha IekapcmeeHHbIU npenapam 8 UHOCMPaHHbIX 20cydapcmeax (0nsi
UHOCMpaHHbIX 20cydapcme) (HeobsizamenbHbIi)**

OneKMPOHHb Il AOKYMEHM OneKMpPOHHb L OOKYMEHM

Lokymerm, nodmeepxdatowjuli NOSTHOMOYUS YNOJTHOMOYEHHO20 Juya

OeKMpPOHHbIL AOKyMeHM | «Mnamepopma nonHoMoyuL»

Konuu moeapHbix HaknadHbIX Ha KOHKPeMHbIU IeKapCmMeeHHbIU npenapam,
omepyXeHHbIl 3a om4yemHbIt nepuod (ecnu npouzeodumens - Yned EASC unu
UHOCMpaHHbIU npou3eodumesib, npenapam KOmMopo20 ynakoebisaemcsi 8 P®)

npeJJOCTaBJ'IeHI/Ie [OKYMEHTa OTMEHEHO

Konuu mamoxeHHbIx deknapauuli Ha NOcMaeKy KOHKPEMHO20 JIEKapCMeeHHO020
npenapama 3a om4yemHbIil nepuo0 (0715 TekapcMeeHHO20 Nnpenapama UHOCMPaHHO20
npouseodcmea)

npeJJ,OCTaBJ'IeHVIe [OKYMeHTa OTMEHEHO

*B cnyyvae otcytctBua ceegeHun B PUC MM y 3aaButens MoxeT ObITb 3anpoLleHa CKaH-Konus

AOKyMEHTa

**[loOKyMeHT NpeAoCTaBNAETCA TONbLKO B CNyyae, €CNU NeKapCTBEHHbIW Npenapar ABnsaeTcs
BOCNPON3BEAEHHbIM;

*** [JOKyMEeHT NPeAoCTaBNATCA TONbLKO B Clyyae obpalleHuns NeKapcTBEHHOro npenaparta B pedepeHTHbIX
ans Poccunckon Peaepauum cTpaHax.
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HOKyMeHTbI, npeacraBndemMmblie 3asaBuTenemM npu nepeperucTtpaunn npepenbHbIX OTNYCKHbIX UEH Ha

NeKapcTBeHHble Npenapartbl,

BKIMOYeHHblIe B MNepe4YeHb XW3HEHHO HEOOXOAUMbIX M  BaXHENWMX

neKapcTBEeHHbIX npenapaTtoB, ¢ Uenblo yBenuueHus (CueHapui 2.1.1 yactb 1 - ana FocyaapcTB-4neHoB
EBpasuiickoro akoHommueckoro coto3a (ana JIM ueHoBbIx cermeHToB: Ao 100 py6., 100-500 u3-3a croumocTu
CbIpbSl UNW HaKNagHbIX PacxoaoB)

camoCmoAmesibHoO

camocmosimesnbHo nocpedcmeom ENY

Ne Cnocob nogauu 3asBneHns U JOKYMEHTOB M TpeOOBaHUA K HUM
Yekbokc
n.n. Mun3apas Poccuu EAry
3asieneHue
1. | 3anonHgemcs 3aseumenem YacmuyrHo 3anonHaemeca  3assumeneM  4acmu4HO O

8 3as18/IEHUU YKa3bIgaomcs:
- OaHHble  OpeaHu3ayuu  (CoKpawéHHoe
HauMeHOBaHUe, O02PH, UHH, Knn, HOMEp
menegoHa, 9M1EKMPOHHas! noyma,
ropuduyeckull hakmuyeckuli adpeca);

- OaHHble 3asgumens (¢buo, dama poxoeHus,
CHumc, cepus, Homep, Oama  ebl0ayu
nacnopma, KemM U Koe0a 8bldaH, KOO
nodpa3denieHusi, Mecmo POXOeHus, HoMe
menegoHa, adpec 3eKMPOHHOU NOYMbI,
OO0ImKHOCMb);

- ceeleHuss 0 Oepxamene unu enadenbue
peaucmpayuoHH020 y00CmoeepeHus (NoHoe
HauMeHosaHue, CmpaHa, Op2aHU3ayuUoHHO-
npasosasi hopma, topuduyeckuli adpec,
3/1eKMPOHHass noyma, vatin, HauMeHo8aHue
peaucmpupyrLe20 opaaHa);

- cgedeHus 0  peaucmpayuoHHOM
ydocmosepeHuu (Homep peaucmpayuoHHO20

ydocmosepeHus, dama gbl0ayu
peaucmpayuoHHo20  yOOCMOBEPEHUS, CPOK
delicmeus peaucmpayuoHHo20
ydocmosepeHus, Mex0yHapodHoe
HenameHmogaHHoe HauMeHosaHue,

mop208oe HauMeHosaHue, Kod aHamomo-
mepanesmu4ecKo-XuMu4ecKkoli
Knaccugpukayuu);

- ceedeHusi 0 npedesnbHol omnyckHoU UeHe Ha
JNleKapCmeeHHb Il npenapam (nekapcmeeHHast
opma, Ao3uposka, eOUHULA U3MEPEHUS,

MOOUUUUPOBAHHb LI npu3HaK
nieKkapcmeeHHol hopmb |,
8Kycoapomamuyeckue 0obasku, nepsuyHas
ynakoska, Konuyecmso eduHuy,

JleKkapcmeeHHol  ¢popMbl 8 NepsuyHoli
ynakoske, Macca, eOuHUua U3MEpEeHUs,
8MopuYHasi ynakoska, Konuyecmso
NepsuYHbIX  ynakogok 80  8MOPUYHOU
ynakoske, obuee Konuyecmso 8
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Ne

n.n.

Cnocob6 nogauu 3asBNeHUs U AOKYMEHTOB U TpGGOBaHMﬂ K HUM

Mun3gpas Poccun

ENry

Yekbokc

nompebumesnbHol ynakogke, Wmpuxosol Koo
Ha ynakoske, K00 eOuHOU  mosapHoU
HOMEHKamypb| BHEWHE3KoOHOMUYecKoU
dessimenbHOCMU EASC, npedenbHas
omnyckHasi UeHa npou3goduMesi 3a ynakosKky
6e3 HAC, P);

- c8e0eHus1 06 ynakoswuKke unu ¢hacosujuke
0 nepsuyHoU ynakoeku (HaumeHosaHue

opeaHu3ayuu, cmpaka, adpec
npou3godcmeeHHoU nnowaoku, Koo
Harnozonnamenbujuka, HauMeHo8aHue
peaucmpupyrLe2o opaaHa,

peaucmpayuoHHbIl HoMep);

- cgedeHusi 0 npou3sodcmeeHHoU nnowjadke
0nsi nepeuyHoll  ynakoeKu (HaumeHosaHue
opeaHu3ayuu, adpec  npou3godCMEEHHOU
nnowadku,  Kod  Harozonnamenbljuka,
HauMeHo8aHUe peaucmpupyrweao opaaHa,
peaucmpayUoHHb I HOMEP, HOMep MUUEH3UU);

- ceedeHusi 06 ynakoswuke unu ghacoswjuke
0nsi 8MOPUYHOU  ynaKkoeKu (HaumeHogaHue

op2aHu3ayuu, cmpaHa, adpec
npou3sodcmeeHHoU nnowadku, ko0
Harozaonnamenbujuka, HauMeHoB8aHue
peaucmpupyrLe20 OpeaHa,

peaucmpayuoHHbIl HoMep);

- c8edeHus 0 npousgodcmeeHHOU nioujadke
0nsi 8MOPUYHOU  ynaKkoeKu (HaumeHosaHue

opeaaHu3ayuu, cmpaHa, adpec
npou3so0cmeeHHoU nnowadku, ko0
Hanoaonnamenbujuxa, HauMeHo8aHue
peaucmpupyrue2o OpeaaHa,

peaucmpauyUoHHbIL HOMeP, HOMEp MUUEH3UU);

- ceedeHuss 0 npou3sodumene 20mosol
JlekapcmeeHHol  (bopMbl  (HaUMeHosaHue

opeaHu3ayuu, cmpaHa, adpec
npou38oAcmeeHHoU nnowadku, K00
Hano2onnamenbujuka, HauMeHosaHue
peaucmpupyrowe2o opeaHa,

peaucmpayuoHHb It HOMEp);

- c8edeHusi 0 npou3sodcmeeHHoOU nnowjadke
2o0mosol nekapcmeeHHoU ¢hopmbI
(HaumeHosaHuUe opaaHu3ayuu, cmpaHxa, adpec
npou3sodcmeeHHoU nmowaoku, Koo
Harnozaonnamenblujuka, HauMeHo8aHue
peaucmpupyrLe20 OpeaaHa,
peaucmpayuUoHHb Il HOMEP, HOMep UUEH3UU);
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Ne Cnoco6 nogaym 3asaBneHUs U [OKYMEHTOB U TPeOOBaHUA K HUM
Yekboke
n.n. Mun3apas Poccun ENrY
- cgedeHus 0b opeaHu3ayuu, omeeyarouwel 3a
8bInycKatouuli KOHMPO/b kayecmea
(HaumeHogaHUe  OpeaHu3ayuu,  cmpaHa,
obszamenbHO  O0n1  3anofiHeHus,  adpec
npou3sodcmeeHHoU nnowadku, ko0
Hanozonnamenbujuxa, HauMeHosaHue
peaucmpupyrouw,e2o opeaHa,
peaucmpayuoHHbIl Homep);
- cgedeHusi 0 npousgodcmeeHHoU niowadke,
Komopas omeeyaem 3a  8binycKatouwuli
KOHMPOIIb Kayecmea (HaumeHosaHuUe
opaaHu3ayuu, cmpana, adpec
npou3sodcmeeHHoU nnowadku, ko0
Hanoz2onnamenbujuxa, HauMeHosaHue
peaucmpupyrow,e2o opeaHa,
peaucmpayuUoHHbIG HOMEP, HOMep NTULEeH3UU);
2 CeedeHus 0 TUYeH3UU Ha npou3800CME0 JIeKapcmeeHHbIX cpedcme N
OneKmpOHHbIL AOKyMeHm | C Murnpommopaa
; Pez2ucmpayuoHHoe ydocmoeepeHue JiekapcmeeHHO20 npenapama -
' [MpenocTaBnexne JOKyMeHTa OTMEHEHO
4 Hokymenmsi, npedcmaensieMbie ¢ y4emom mpebosaHuli Memoduku pacyema npedenibHbIX
OMNYCKHbIX YEH:
pacyem npedenibHOlU omnyckHOU YeHbl, npedcmagnsieMoll Ha 20Cy0apCMBEHHYH
4.1 nepepeaucmpayuro O
OneKmpOHHbIL AOKyMeHm | OnexmpoHHb It dokymeHm
pacyem npedenibHOU omnyckHOU UeHbI Ha IekapcmeeHHbIlU npenapam npousgodumensi
4.9 2ocydapcmea - YneHa Eepa3ulicko2o 3KOHOMUYECK020 COH3a, npedcmassisieMoll Ha 0
nepepeaucmpayuro
ONeKMPOHHbIL OOKYMEHM | OnekmpoHHb I dokymeHm
obocHoeaHue pacyema npedenibHOlU 0mnyckHOU UeHbl Ha JiekapcmeeHHbIlU npenapam
4.3 npousgodumens 20cydapcmea - YneHa Eepa3ulicko20 3KOHOMUYECKO20 COH3a, O
npedcmaensieMoll Ha nepepeaucmpayuro
OneKmMpPOHHbIL OOKyMeHm | OnexmporHbIi dokymeHm
4.4 pacyem ypoeHsi peHmabenbHOCMU Ha KOHKPemHbIU JiekapcmeeHHbIl npenapam O
OneKmpOHHbIL AOKyMeHm | OnexmporHbIi dokymeHm
ceedeHusi 0 Ha/lU4uU 3ape2ucmpupo8aHHbIX NPedeslbHbIX OMNYCKHbIX YeH Ha
4.5 3asiesisieMbll JiIekapcmeeHHbIU npenapam O
OneKmMpPOHHbIL AOKyMeHm | GnexmporHbIi dokymeHm
Pacyem eenuy4uHbl yAopoxaHuss CMoUMOCMU CbIPbSi U Mamepuanoe 8 Cmpykmype
. 3ampam Ha npou3e00cmeo U peanusayuro 1ekapcmeeHHo020 npenapama O
AneKMpPOHHbIL QOKYMEeHm ] AI1eKMPOHHbIL OOKYMEeHM
Konuu konmpakmoe, nodmeepx0darowux yeenuyeHue CmoumMocmu Chipbsi U
: Mamepuasos, co cpokamu delicmeusi, 3ageplwarouWuMucs He paHee 4eM 4epes 3 mecsaya -

co GHA nodayu 3asie/1eHUsI 0 NepepezUCcMpayuu, a makxe Konuu cneyugukayull u ecex
NpUnoXeHull K KOHMpPaKmam, KomophbIe sesIMCS UX HEOMbEMIEMOU YaCMbH0

ANeKMPOHHbIL QOKYMEeHM | OnexmpoHHb I dokymeHm
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Ne
n.n.

Cnocob6 nogauu 3asBNeHUs U AOKYMEHTOB U TpGGOBaHMﬂ K HUM

Mun3gpas Poccun ENry

Yekbokc

JHokymenmanbHoe nodmeepx0eHue yeenuyeHusi HaknaoHbIX pacxodoe, a maKxe Konuu
dokymeHmos, nodmeepxdaroujux 8800 cOomeemcmeyrowux 0OCHO8HbIX cpedcme 8
aKcnyamayuro

ANeKMpPOHHbIL QOKYMeHm | OnexmpoHHbIi doKymeHm

Pacyem eenuyuHbI u3MeHeHuUst HaknaoHbIX pacxodoe e ciy4ae yeenu4yeHusi mapughoe
Ha 3/1eKmpuYecKyr 3Hepaur, mennocHabxeHue, 80docHabXeHUe U UeH Ha monueo, a
makxe pacyem yeesiu4eHusi amopmu3ayUoHHbIX OMYUCIEHUU NO OCHOBHbLIM
cpedcmeam, UCNOb3yeMbIM HenocpedcmeeHHO 0511 npou3eodcmea siekapcmeeHHbIX
npenapamos

OneKmpPOHHbIL AOKyMeHm | OnekmporHbIii dokymeHm

JHokymeHmanbHoe nodmeepxdeHue yeenu4yeHusi HaknadHbIX pacxodoe, a makxe Konuu
dokymeHmos, nodmeepxdaroujux 8800 coomeemcmeyrowux 0OCHO8HbIX cpedcme 8
aKcnyamayuro

OneKMpPOHHbIL AOKyMeHm | OnexmpoHHbIi doKymeHm

10.

JHokymenm, nodmeepxdarouwuti NOIHOMOYUSI YNOTHOMOYEHHO020 Jluya

OneKMpPOHHbIL AOKyMeHm | «Mnamepopma nonHoMoYuL»

MokyMeHTbl, NpefcTaBnsieMble 3asBUTENeM NpU NepeperucTpauuu npefdenbHbIX OTNYCKHbIX LEH Ha

NeKapCTBeHHble Mpenaparbl,

BKNO4YeHHble B MNepe4vYeHb XWU3HEHHO HeOOXOAMMBbIX W  BaXHEWWMUX

NeKapcTBEHHbIX npenapatoB, ¢ Lenblo yBenuyeHus (CueHapun 2.1.1 vactb 1.1 - ana MocyaapcTB-4neHoB
EBpasuiickoro akoHomuueckoro cotosa (ans JIM ueHoBoro cermenta: ot 100 py6. ao 500 py6. u3-3a pocta
CTOUMOCTH CbIpPbA C YCIIOBUEM PaBHOMEPHOCTH)

Ne Cnocob nogauv 3asBneHns U JOKYMEHTOB M TpeOOBaHUA K HUM Yoy
n.n. MuH3gpas Poccun ENryY SIOOKE
3asieneHue
1. [ 3anonHsemcs 3as8umenem yacmuyHo 3anonHsemca  3aseumeneM  4aCMUYHO O
camocmosimesibHo camocmosimesnsHo nocpedcmeom ETY

8 3as16/1EHUU YKa3bIBaOMCS:
- OaHHble  OpeaHU3ayuu  (COKpauwéHHoe
HauMeHO8aHUe, 02PH, UHH, Knn, HOMEp
menegoHa, 371eKMPOHHas! noyma,
topuduyeckuli pakmuyeckull adpeca);

- OaHHble 3as8umens (cpuo, dama poxAeHus,
CHumc, cepus, Homep, Oama  ebl0ayu
nacnopma, KemM U Koela ebidaH, KoQ
nodpa30eneHusi, Mecmo PoXAeHus, HOMe
menepoHa, adpec 3MeKMPOHHOU NoYMbl,
O0/MKHOCMB);

- ceedeHus 0 Oepxamene unu enadenbue
peaucmpayuoHHo20 ydocmosepeHusi (NosiHoe
HaUuMeHoB8aHUe, CmpaHa, Op2aHU3alUOHHO-
npagosas  ¢bopma, topuduyeckull  adpec,
3/1eKMPOHHass noyma, vatin, HauMeHogaHue
peaucmpupyrLe20 opaaHa);
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Ne

n.n.

Cnocob6 nogauu 3asBNeHUs U AOKYMEHTOB U TpEGOBaHVIﬂ K HUM

Mun3gpas Poccun

ENry

Yekbokc

- cgedeHus 0  peaucmpayuoHHOM
y0ocmosepeHuU (HoMep peaucmpayLoHHO20

ydocmosepeHus, dama 8bl0ayu
peaucmpayuoHHo20  y00Cmo8epeHusi, CPOK
delicmeust peaucmpayuoHHo20
ydocmosepeHus, mex0yHapodHoe
HenameHmogaHHoe HauMeHosaHue,

mope2080oe HaumeHosaHue, Kod aHamoMo-
mepanesmu4ecKo-XuMu4yeckoli
Kraccugukayuu,);

- c8e0eHUs 0 npedesbHOl 0mnycKHOU UeHe Ha
JleKkapCmeeHHb Il npenapam (nekapcmeeHHas
¢opma, 0o3uposka, eduHUUa UMEPEHUS,

MOOUGhULUPOBaHHb I npu3HaK
NieKkapcmeeHHol hopMb |,
gKycoapomamuyeckue 0o0basku, nepguyHas
ynakoeka, Konu4yecmeso e0uHuy

fiekapcmeeHHol  ¢hopMbl 8 Nep8UYHoU
ynakogke, Macca, eO0uHuya U3MEpEHUS,
8MOpuUYHasi ynakoeka, Konu4yecmso
NnepeuYHbIX  ynakogoK 80  8MOPUYHOL
ynakoske, obuwee Konu4yecmso 8
nompebumenbHOU ynakoske, Wmpuxogol Kod
Ha ynakoske, K00 eOuHOU  mogapHoU
HOMEHKIamypb! BHEWHEIKOHOMUYECKOU
dessimenbHOCMU EASC, npedenbHas
0mnycKHas ueHa npou3go0umeris 3a ynakosKy
6e3 HAC, P);

- c8e0eHus1 006 ynakosWuKe unu ¢hacosujuke
0nsi nepeuyHoll  ynakoeKu (HaumeHosaHue

opeaHu3ayuu, cmpaka, adpec
npou38odcmeeHHoU nnowadku, K00
Harozonnamenbujuka, HauMeHo8aHue
peaucmpupyrowje2o opeaHa,

peaucmpayuoHHbIi HOMEp);

- cgedeHusi 0 npou3sodcmeeHHoOU nnowjadke
0 nepeuyHoll  ynakoeku (HaumeHosaHue
OpeaHusayuu, adpec  npou3sodOCMBEHHOU
nnowadku,  Kod  Harozonnamenbluka,
HauMeHo8aHue peaucmpupyroujeo opeaaHa,
peaucmpayuUoHHb Il HOMEP, HOMep UUEH3UU);

- ceedeHusi 06 ynakoswuKke unu hacosuuke
01 8MOPUYHOU  ynakoeku (HaumeHosaHue

opeaaHu3ayuu, cmpaHa, adpec
npou3sodcmeeHHoUl nnowadku, ko0
Hanoaonnamenbujuxa, HauMeHo8aHue
peaucmpupyrLe20 OpeaaHa,

peaucmpayuoHHbIl HoMep);
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Ne

n.n.

Cnocob6 nogauu 3asBNeHUs U AOKYMEHTOB U TpEGOBaHVIFI K HUM

Mun3gpas Poccun

ENry

Yekbokc

- c8e0eHus1 0 npousgodcmeeHHoU niowadke
0nsi 8MOPUYHOU  ynaKoeKu (HaumeHosaHue
OpeaaHu3ayuu, cmpaHa, adpec
npou3sodcmeeHHoU nnowadku, ko0
Harnozonnamenbljuka, HaUuMeHoB8aHue
peaucmpupyrLe20 OpeaaHa,
peaucmpayuUoHHbIl HOMEP, HOMEP ULUEH3UU);

- ceedeHuss 0 npou3sodumenie 20mogoll
niekapcmeeHHol  (bopMbl  (HauMeHosaHue
opeaHu3ayuu, cmpaHa, adpec
npou3godcmeeHHoU nmowaoku, Koo
Hanoz2onnamenbujuxa, HauMeHo8aHue
peaucmpupyrouwe2o opeaHa,
peaucmpayuoHHbIl HoMep);

- cgedeHusi 0 npou3sodcmeeHHoU nnowjadke
2o0mosol JieKapcmeeHHol hopmbI
(HaumeHosaHuUE opaaHuU3ayuuU, cmpaHa, adpec
npou3sodcmeeHHoU nnowadku, ko0
Harozaonnamenblujuka, HauMeHog8aHue
peaucmpupyrow,e2o OpeaaHa,
peaucmpayuUoHHb Il HOMEP, HOMEP UUEH3UU);

- cgedeHus 0b opeaHu3ayuu, omeeyarouel 3a
8bInycKatouuli KOHMpPO/b kayecmea
(HaumeHosaHUE  OpeaHu3auuu,  cmpaHa,
obsisamenbHo  Onsi 3anonHeHusi,  adpec
npou3sodcmeeHHoU nnowadku, ko0
Hano2onnamernbujuka, HauMeHosaHue
peaucmpupyrLe20 opeaHa,
peaucmpayuoHHb It HOMEP);

- cgedeHusi 0 npousgodcmeeHHOU niowadke,
Kkomopas omeeyaem 3a  8binycKatouul
KOHMPOIIb Kayecmesa (HaumeHosaHuUe
opaaHu3ayuu, cmpaHa, adpec
npou3sodcmeeHHol nnowadku, ko0
Harnoaonnamenbujuka, HaUuMeHoB8aHue
peaucmpupyrLe20 OpeaaHa,
peaucmpayuUoHHb Il HOMEP, HOMep UUEH3UU);

CeedeHus 0 nuyeH3uU Ha npou380dCME0 JIeKapCcmMeeHHbIX cpedcme

OneKMpPOHHbIL OOKYMEHM

| UC Murnpommopaa

PeaucmpauyuoHHoe ydocmoeepeHue JIeKapcmeeHH020 npenapama

npeJJ,OCTaBJ'IeHI/Ie [OKyMEHTa OTMEHEHO

O

Hokymenmsi, npedcmaensieMble ¢ y4emom mpebosaHuli memoduku pacyema npedenibHbIX

OMNYCKHbIX UEH:

4.1

pacyem npedenbHolU omnyckHOU YeHbl, npedcmassnisieMoll Ha 20cy0apCcmeeHHYo

nepepe2ucmpayuro

O
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Ne Cnocob6 nogauu 3asBNeHUs U AOKYMEHTOB U TPQGOBaHVIﬂ K HUM

Yekbokc

n.n. Mun3apas Poccun ENrY

OneKmMpPOHHbIL AOKyMeHm OneKmMpPOHHbIL OOKyMeHmM
pac4yem npedesibHol omnyckHOU YeHbI Ha lekapcmeeHHbIl npenapam npou3sodumens
4.9 2ocydapcmea - YneHa Eepa3ulicko20 3KOHOMUYECK020 COro3a, npedcmassisieMoll Ha 0
nepepeaucmpayuro
OneKmMpPOHHbIL AOKyMeHm | OnexmponHbIli dokymeHm
obocHoegaHue pacyema npedesibHOU omnyckHOU YeHbI Ha JiekapcmeeHHbIl nhpenapam
43 npou3sodumernsi 20cydapcmea - YneHa Egpa3ulicko2o 3KOHOMUYECKO20 COH03a, O
npedcmaensieMoll Ha nepepeaucmpayuro
OneKMPOHHbIL OOKYMeHm | OnekmporHbIi dokymeHm
4.4 pacyem ypoeHs peHmabesbHOCMU Ha KOHKPeMHbIU JlekapcmeeHHbIl npenapam 0
OneKMpPOHHbIL AOKyMeHm | OnexmpoHHbIi dokymeHm
ceedeHusi 0 Ha/lu4uU 3ape2ucmpupo8aHHbIX NPedesbHbIX OMNYCKHbIX YeH Ha
4.5 3asenseMblli 1ekapcmeeHHbIi npenapam O
OneKmpOHHbIL AOKyMeHm | OnekmporHbIi dokymeHm
Pacyem eenuy4uHb! yoopoxaHusi CmouMocmu Cbipbsi U Mamepuanoe 8 cmpykmype
. 3ampam Ha npou3eodcmeo U peanu3sayuro JIeKapcmeeHHO20 hpenapama O
OneKmpOHHbIL AOKyMeHm | OnexmpoHHb It dokymeHm
Konuu konmpakmoe, nodmeepixdarowyux yeenuyeHue CmouMocmu Cbipbsi U
Mamepuainos, co cpokamu delicmeusi, 3aeepwaroujuMucs He paHee 4em Yyepe3 3 Mecsiya
6. | co dns nodayu 3aseneHus 0 nepepeaucmpayuL, a makxe Konuu cneyugpukayuil u ecex O
NPUNoXeHull K KOHMpaKmam, KOmopble I8SIMCH UX HeEOMbeMaeMoll Yacmbio
OneKmpOHHbIL AOKyMeHm | OnexmpoHHb It dokymeHm
HokymenmanbHoe nodmeepxdeHue hakmuyeckux 3ampam Ha Cbipbe U Mamepuasbl Ha
I deHb NPUHAIMUS peweHusi 0 20cydapcmeeHHOU peaucmpayuu Uy hepepe2ucmpayuu O
OneKmMpPOHHbIL QOKyMeHm | OnexmpoHHbIi dokymeHm
8 JHokymenm, nodmeepxdarouwuti NOIHOMOYUSI YNOTHOMOYEHHO020 Jluya O
OneKMpPOHHbIL QOKYMeHm | «llnamebopma nosiHoMoYU»

[okymeHTbl, npeAcTaBnsieMble 3asBUTENEM NpWU MepeperucTpauuu npeaenbHbIX OTNYCKHbIX LeH Ha
NeKapcTBEHHbIe npenapaTtbl, BKMIOYEHHble B MEpPevYeHb XU3HEHHO HEeOoOXOAUMBLIX U  BaXHEWWMX
NeKapcTBEHHbIX MNpenapaTtoB, C LUenblo yBenuyeHua (ans locypapcteB-uneHoB  EBpasuiickoro
3KoHOMUYecKoro coto3a ans JIlM 6e3 orpaHNyeHUs LeHbI)

Ne Cnoco0 nogaym 3asaBneHUs U AOKYMEHTOB U TPeOOBaHUSA K HUM
n.n. MuH3apas Poccun ENryY Hekboke
3asieneHue
1. [ 3anonHsemcs 3aseumenem yacmuyHo 3anonHsemca  3aseumenieM  4acmu4yHoO O
camMocmossmesibHo camocmosimesnsHo nocpedcmeom EIY

8 3as18/1eHUU YKa3bI8atomcs:
- 0OaHHble OpeaHu3ayuu  (CoKpalwéHHoe
HauMeHo8aHue, 02PH, UHH, Knn, HOMEP
menegoHa, 3/1eKMPOHHas noyma,
topuduyeckull hakmuyeckuli adpeca);

- OaHHble 3asgumens (¢puo, dama poxoeHus,
CHumc, cepusi, Homep, Oama 8bl0a4u
nacnopma, KeM U Koe0a 8bldaH, KOO
nodpa30enieHusi, Mecmo POXO0eHUs, HoMe
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Ne

n.n.

Cnocob6 nogauu 3asBNeHUs U AOKYMEHTOB U TpEGOBaHVIFI K HUM

Mun3gpas Poccun

ENry

Yekbokc

menegpoHa, adpec 3MeKMPOHHOLU NhoYMel,
O0ImKHOCMB);

- ceeleHus 0 Oepxamene unu enadenbue
peaucmpayuoHH020 y00CmoeepeHus (NoHoe
HauMeHosaHue, CmpaHa, Op2aHU3ayuUoHHO-
npagosas  ¢bopma, topuduyeckull  adpec,
371eKMPOHHass noyma, vatin, HaumeHogaHue
peaucmpupyrowe2o opeaHa);

- c8e0€eHUSs 0 npedesbHOl 0mnycKHOU UeHe Ha

J1leKapCmMeeHHaIU npenapam (Homep
peecmposoll 3anucu, ko0 eduHol mogapHol
HOMEHKIamypb| BHEWHE3KOHOMUYECKOU

OessmenbHocmu EASC, Hogasi npedesbHas
omnyckHasl ueHa, P);

- ceedeHus 06 ynakoswjuke unu ¢hacosujuke
0 nepsuyHoU ynakoeKu (HaumeHosaHue

opeaHu3ayuu, cmpaka, adpec
npou3godcmeeHHoU nmnowaoku, Koo
Harnozonnamenbujuka, HaumMeHosaHue
peaucmpupyrLe2o opaaHa,

peaucmpayuoHHbIl HoMep);

- c8edeHusi 0 hpou3sodcmeeHHOU nowjadke
0nsi nepeuyHoll  ynakoeKu (HaumeHosaHue
opeaHusayuu, adpec  npou3soOCMEEHHOU
nnowadku, ko0  Hanozonnamenblyuka,
HaUuMeHoBaHUe peaucmpupyroue20 opaaHa,
peaucmpayuUoHHb Il HOMEP, HOMep UUEH3UU);

- ceedeHusi 06 ynakoswuke unu ¢hacoswjuke
0nsi 8MOPUYHOU  ynaKkoeKu (HaumeHogaHue

op2aHu3ayuu, cmpaHa, adpec
npou3sodcmeeHHoU nnowadku, ko0
Hanoz2onnamenbujuxa, HauMeHo8aHue
peaucmpupyrLe20 OpeaaHa,

peaucmpayuoHHbIt HoOMep);

- c8edeHusi 0 npoussodcmeeHHoU nnowadke
0nsi 8MOpUYHOUl ynakoeKu (HauMeHo8aHUe

opaaHu3ayuu, cmpaHa, adpec
npou38odcmeeHHoU nnowadku, ko0
Hanoaonnamenbujuxa, HauMeHo8aHue
peaucmpupyrue2o OpeaaHa,

peaucmpauyUoHHbIl HOMepP, HOMep MUUEH3UU);

- ceedeHuss 0 npousgodumese 20mMosoll
JiekapcmeeHHol  (hopmbl  (HauMeHo8aHue
opeaaHu3ayuu, cmpaHa, adpec
npou3sodcmeeHHoUl nnowadku, ko0
Hanoaonnamenbujuxa, HauMeHo8aHue
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Ne

n.n.

Cnocob6 nogauu 3asBNeHUs U AOKYMEHTOB U TpEGOBaHVIFI K HUM

Mun3gpas Poccun ENry

Yekbokc

peaucmpupyrowe2o opeaHa,
peaucmpayuoHHbIi HOMEP);

- c8e0eHus 0 npousgodcmeeHHoU niowadke
2o0mosoli nekapcmeeHHoU hopmbI
(HaumeHosaHuUe opaaHuU3ayuu, cmpaHa, adpec
npou3godcmeeHHol nmowaodku, Koo
Harozonnamenbujuka, HauMeHosaHue
peaucmpupyrwe2o opaaHa,
peaucmpayuoHHbIl HOMep, HOMep NUUEH3UU);

- cgedeHust 0b opaaHu3ayuu, omeevyaroulell 3a
8bInycKatouuli KOHMPOIb kayecmea
(HaumeHogaHUE ~ OpeaHu3ayuu,  cmpaHa,
obszamenbHO  O0n1  3anosiHeHus,  adpec
npou3godcmeeHHoU nmowaoku, Koo
Harnozonnamenbujuka, HauMeHo8aHue
peaucmpupyrLe20 opeaHa,
peaucmpayuoHHbIl HoMep);

- cee0eHus 0 hpou3sodcmeeHHol niouwadke,
Kkomopass omeeyaem 3a  8binycKatouull
KOHMpPO#b Kayecmea (HaumeHosaHuUe
op2aHu3ayuu, cmpaHa, adpec
npou38odcmeeHHoU nnowadku, Koo
HarnozonnamenbLljuka, HaUuMeHoB8aHue
peaucmpupyrowje2o opeaHa,
peaucmpayUoHHb I HOMEP, HOMep UUEH3UU)

CeedeHus 0 uUeH3UU Ha npouseodcmeo JIGKaPCMEEHHbIX cpedcme

OneKmpOHHbIL AOKyMeHm | C Murnpommopaa

PeeucmpauUOHHoe ydocmoeepeHue JIeKapCmeeHH020 npenapama

MpenocTaBreHne JOKYMEHTa OTMEHEHO

(|

LHokymenmsI, npedcmaensiembie ¢ yuemom mpeboeaHuli MemoduKu pacyema npedenbHbIX

OMNYCKHbIX UEH:

4.1

pacyem npedenbHol omnyckHoll UeHbl, npedcmaensemoll Ha 20CyapcmeeHHYH
nepepeaucmpauuro

OneKMpPOHHbIL AOKyMeHmM | OnexmpoHHb It dokymeHm

4.2

ceedeHusl 0 Hanu4yuu 3ape2ucmpuposaHHbIX NpedesibHbIX OMNYCKHbIX YeH Ha
3asiesisieMbll JiIekapcmeeHHbIU npenapam

OneKmpOHHbIL AOKyMeHm | OnexmporHbIi dokymeHm

4.3

ceedeHus1 06 06Lemax u 0 yeHax omnycka Haxodsuje20cs 8 obpalieHuu Ha
meppumopuu Poccuiickoll @edepayuu iekapcmeeHHO20 npenapama npou3eodumens
2ocydapcmea - YneHa Eepa3ulicko20 3KOHOMUYECKO020 COH3a U JIeKapCmeeHH020
npenapama uHocCmpaHHO20 npou3godcmea, nepeuyHas u (Uunu) 8MOPUYHas ynakoeka
KOmopo20 ocyujecmesnisiemcs unu nepeuyHyro U (U1u) MopuYyHyH ynakoeKy Komopo2o
nnaHupyemcs ocywecmenssmp 8 Pocculickoli ®edepayuu

ANeKMPOHHbIL QOKYMeHm | OnexmpoHHbIi dokymeHm

Konus hopmbi Ne 2-JIEK (npom) «CeedeHusi 0 npouzeodcmee, omepy3ke U YeHax Ha
JiekapcmeeHHble cpedcmea» (Heobsi3amenbHbIl)*
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Ne Cnoco6 nopaym 3asiBNEHNUs M AOKYMEHTOB U TPe6OBaHMSA K HUM
Yekboke
n.n. Mun3apas Poccun ENrY
OneKMpPOHHbIL AOKyMeHm OneKmpOHHbIL OOKyMeHm
CeedeHus (c nepesodom Ha pycckull A3bIK), nodmeepxdarow,ue omnycKHbIe YeHbl
6. npou3sodumesi Ha iekapcmeeHHbIl npenapam 8 UHOCMPaHHbIX 20cydapcmeax =
(Heobsi3amenbHbIU)**

OneKmMpPOHHbIL AOKyMeHm | OnexmpoHHbIli dokymeHm
7 Hokymenm, nodmeepxdarouuii NOIHOMOYUSI YNOJTHOMOYEHHO020 Jluya ]

OneKmMpPOHHbIL AOKyMeHm \ «[Tnamegpopma nosTHOMOYUL»

* [JoKyMeHT NpefocTaBnsAeTca TONbKO B crny4ae, ecnu 3aasutenb U3 Poccuiickon ®epepauuu;

** [JOKyMEHT NpeAoCTaBNAITCA TONLKO B Cly4yae oOpalieHna NekapCTBEHHOro npenaparta B pedepeHTHbIX
ansa Poccunckon ®epepauum cTpaHax.

MokyMeHTbl, NpefcTaBnsieMble 3asBUTENEeM NpU NepeperucTpauuy npefdenbHbIX OTNYCKHbIX LEH Ha

NeKapCTBeHHble Mpenaparbl,

BKNO4YeHHble B nNepevyeHb XWU3HEHHO HEOOXOAUMbIX W  BaXHEMLMUX

NeKapCTBEHHbIX NpenapaToB, ¢ Lenbko yBenuyeHus (ans JIM MHocTpaHHOrO NPOU3BOACTBA, B TOM YucCne

nepBuYHasA U (UnNKn) BTOPUYHAA ynakoBKa KOTOPOro ocywectenseTca B Poccuinckon ®epepaumm)

Ne Cnocob6 nogauu 3asBneHus U JOKYMEHTOB M TPeOOBaHUA K HUM Yexd
n.n. MuH3apas Poccun ENry eroKe
3asieneHue
1. [ 3anonHsemcs 3aseumenem yacmuyHo 3anonHsemca ~ 3aseumenieM  4acMmu4yHO O
camocmosimesibHo camocmosimesnsHo nocpedcmeom ETY

8 3asBJ1eHUU yKasblearomcA:

ropuduyeckull pakmuyeckull adpeca);

O0/mKHOCMB);

pecucmpupyroweeco opaaHa);

omnyckHas ueHa, P);

- OaHHble OpeaHu3ayuu  (CoKpawéHHoe
HauMeHo8aHUe, 02PH, UHH, Knn, HOMEp
menegoHa, 9M1EKMPOHHas noyma,

- OaHHble 3asgumens (¢buo, dama poxdeHus,
CHufC, cepusi, Homep, Oama ebl0ayu
nacnopma, KemM U Koela ebidaH, KoQ
nodpa30eneHusi, Mecmo POXOeHus, HoMe
menegoHa, adpec 3MEKMPOHHOU NOYMbI,

- ceedeHus 0 Oepxamene unu enadenbue
peaucmpayuoHH020 y00CmoeepeHus (NoHoe
HauMeHoB8aHUe, CmpaHa, O0peaHU3ayUOHHO-
npasosasi hopma, topuduyeckuli adpec,
3/1eKMPOHHass noyma, vatin, HauMeHogaHue

- c8edeHus 0 npedenibHol omnyckHOU UeHe Ha

NleKapCmeeHHb Il npenapam (Homep
peecmpogoll 3anucu, ko0 eQuHoU mogapHoU
HOMEHKIamypb| BHEWHEIKOHOMUYECKOU

desmenbHocmu EA3C, Hoeas npedesnbHas
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Ne

n.n.

Cnocob6 nogauu 3asBNeHUs U AOKYMEHTOB U TpEGOBaHVIﬂ K HUM

Mun3gpas Poccun

ENry

Yekbokc

- cgedeHus 06 ynakoswjuke unu ¢hacosujuke
0l nepsuyHol ynakoeKu (HaumMeHosaHue

OpeaaHu3ayuu, cmpaHa, adpec
npou3sodcmeeHHoU nnowadku, ko0
Hanoaonnamenbujuka, HauMeHosaHue
peaucmpupyrLe20 OpeaaHa,

peaucmpauyuUoHHbIi HOMEp);

- c8e0eHus 0 npousgo0cmeeHHoU niowadke
0 nepsuyHol ynakoeku (HauMeHosaHue
opeaHusayuu, adpec  npou38oOCMBEHHOL
nnow,adku, KoO  Hamozonnamesnbujuka,
HauMeHog8aHue peaucmpupyrouwe20 opaaHa,
peaucmpayuoHHbIl HOMEpP, HOMEpP NUUEH3UU);

- ceedeHusi 06 ynakoswjuke unu ghacosujuke
0ns 8MOPUYHOU ynaKoeKu (HaumeHosaHue

opeaaHu3ayuu, cmpaHa, adpec
npou3sodcmeeHHoU nnowadku, ko0
Hanoaonnamenbujuxa, HauMeHo8aHue
peaucmpupyrLe20 opeaaHa,

peaucmpayuoHHbIi HOMED);

- c8edeHuss 0 npousgodcmeeHHOU nnowadke
0nsi 8MOPUYHOU ynaKkoeKu (HaumeHosaHue

opeaHu3ayuu, cmpaka, adpec
npou38odcmeeHHoU nnowadku, Koo
Harnozonnamenbujuka, HauMeHosaHue
peaucmpupyrLe20 opeaHa,

peaucmpayuUoHHbIi HOMeP, HOMep TUUEH3UU);

- ceedeHus 0 npousgodumenie 20moeol
NIeKapCMeeHHol  (bopMbl  (HauMeHo8aHue

opeaaHu3ayuu, cmpaHa, adpec
npou3sodcmeeHHoU nnowadku, ko0
Hanoz2onnamenbujuxa, HauMeHo8aHue
peaucmpupyrLe20 OpeaaHa,

peaucmpayuoHHbIi HOMED);

- c8edeHusi 0 npoussodcmeeHHoU nnowadke
2omosou JieKapcmeeHHoU ¢hopmbl
(HaumeHogaHuUE opeaHu3ayuu, cmpaHa, adpec
npou38oAcmeeHHoU nnowadku, K00
Hanoaonnamenbujuxa, HauMeHosaHue
peaucmpupyrue2o OpeaaHa,
peaucmpayuUoHHbIL HOMeP, HOMEeP NUUEH3UU);

- cgedeHus 06 opeaHu3ayuu, omseyarouwel 3a
8bInycKarouwul KOHmMpOIb kayecmea
(HaumeHosaHUe  OpeaHu3ayuu,  cmpaHa,
obszamenbHO  O0n1  3anosiHeHus,  adpec
npou3so0cmeeHHoU nnowadku, ko0
Harnozaonnamenbujuka, HauMeHo8aHue
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Ne

Cnocob6 nogauu 3asBNeHUs U AOKYMEHTOB U TPQGOBaHVIﬂ K HUM

n.n.

Mun3gpas Poccun ENry

Yekbokc

peaucmpupyrowe2o opeaHa,
peaucmpayuoHHbIi HOMEP);

- cgedeHust 0 npousgodcmeeHHoU niowadke,
Komopass omeeyaem 3a  8binycKatowul
KOHMpPO#b Kayecmea (HaumeHosaHuUe
OpeaaHu3ayuu, cmpaHa, adpec
npou3sodcmeeHHoU nnowadku, ko0
Hanoaonnamenbujuxa, HauMeHosaHue
peaucmpupyrLe20 OpeaaHa,
peaucmpayuUoHHb I HOMEP, HOMep UUEH3UU)

CeedeHus 0 IULEH3UU Ha NPou3800CME0 JIeKapCmeeHHbIX cpedcme

OneKMpOHHbIU AOKyMeHm | UC Murnpommopea

PezucmpauuoHHoe ydocmogepeHue fiekapcmeeHHO20 npenapama

npeJJOCTaBJ'IeHI/Ie AOKYMEHTa OTMEHEHO

O

JHokymenmsi, npedcmaensieMble ¢ yyemom mpebosaHuli Memoduku pacyema npedenibHbIX

OMNYCKHbIX UEH:

4.1

ceedeHusi 06 o6bemax u 0 yeHax omnycka Haxodsiujeaocs e obpaljeHuu Ha
meppumopuu Poccuiickoll @edepayuu lekapcmeeHHO20 npenapama npou3eooumens
2ocydapcmea - YneHa Eepa3uiicko20 3KOHOMUYECKO20 CO03a U JIeKapCmeeHHO020
npenapama UHOCmMpPaHHOo20 npou3eodcmea, nepeuyHas U (unu) eMopuyHasi ynakoeka
KOMOpPO020 ocyw,ecmesisiemcs unu nepeuyHyr U (Unu) Mopu4Hy ynakoeKy Komopo2o
nnaHupyemcs ocyuiecmensimb 8 Poccutlickol ®edepayuu

OneKmpOHHbIL AOKyMeHm | OnexmpoHHb It dokymeHm

4.2

pacyem npedenbHol omnyckHoli UyeHbl, npedcmaensemoli Ha 20CyapcmeeHHYH
nepepe2ucmpayuro

OneKmMpPOHHbIL QOKyMeHm \ AneKmMpPOHHbIL OOKYMeHm

4.3

o6ocHoeaHue pacyema npedesibHOU omnyckHOU YeHbI Ha JIeKapCmeeHHbIU npenapam
UHOCMPaHHO20 npou3eodcmea, 8 MoM Yucse nepeuYHasi U (Unu) emopuyHasi ynaKkoska
KOmopo20 ocyujecmenissiemcs unu nepeuyHyro U (U1u) MopuYHyH ynakoeKy Komopo2o
nnaHupyemcsi ocyuecmensimb 8 Pocculickol ®edepayuu, npedcmasnisieMoll Ha
nepepeaucmpayuro

OneKmMpPOHHbIL OOKyMeHm | OnexmporHbIi dokymeHm

44

ceedeHust 0 HanuYyuu 3ape2ucmpupPo8aHHbIX NPedesTbHbIX OMNYCKHbIX UEeH Ha
3asensiemMblil lekapcmeeHHbIl npenapam

OneKMpPOHHbIL OOKYMEHM \ OneKMpPOHHbIL OOKYMEHM

CeedeHus (c nepesodom Ha pycckull A3bIK), noOmeepxdarow,ue omnycKkHble YeHbl
npou3eodumensi Ha JiekapcmeeHHbIl npenapam 8 UHOCMPaHHbIX 20cydapcmeax
(Heobsi3amenbHbIU)*

OneKmMpPOHHbIL AOKyMeHm | GnexmporHbIi dokymeHm

6.

Jokymenm, nodmeepxdarowyuli NOTHOMOYUST yNOJTHOMOYEHHOR20 Jluya

OneKmpOHHbIL AOKyMeHm \ «[lnamgpopma nonHomoqull»

O

* [IOKyMEHT NpeaoCTaBNATCA TONbLKO B Clyyae obpalleHus nekapcTBEHHOro npenaparta B pedpepeHTHbIX
ans Poccunckon Peaepaumm cTpaHax.
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ﬂOKyMeHTbI, npeacraBndemMmble 3asBUTENneM npu nepeperucrtpaunn npepesibHbIX OTNYCKHbIX LEeH Ha

NeKapcTBeHHble Npenapartbl,

NeKapCcTBEHHbIX NpenapaTtoB, ¢ LeNbio YBenuyeHus (ANa MHOCTPaHHbIX rocyaapcTB)

BKIMOYeHHblIe B MNepe4YeHb XW3HEHHO HEOOXOAUMbIX M  BaXHENWMX

camocmoAmesibHoO

camocmosimesnbHo nocpedcmeom EIY

Ne Cnoco6 nogaym 3asaBneHUs U AOKYMEHTOB U TPeOOBaHUSA K HUM
Yekbokc
n.n. MuH3apas Poccun ENrY
3asieneHue
1. | 3anonHgemcs 3aseumenem YacmuyHo 3anonHaemca  3assumeneM  4acmu4HO O

8 3as18/1EHUU YKa3bIgarmcs:
- OaHHble  OpeaHu3ayuu  (CoKpawéHHoe
HauMeHo8aHUe, 02pH, UHH, Knn, HOMEp
menegoHa, 9M1EKMPOHHasI noyma,
ropuduyeckull hakmuyeckull adpeca);

- OaHHble 3asgumens (¢buo, dama poxoeHus,
CHunc, cepus, Homep, Oama  8bl0ayu
nacnopma, KemM U Koe0a 8bldaH, KOO
nodpa30denieHusi, Mecmo POXOeHus, HoMe
menegoHa, adpec 3MeKMPOHHOU NoYMel,
O0ImKHOCMB);

- ceeleHuss 0 Oepxamene unu enadenbue
peaucmpayuoHH020 y00CmoeepeHus (NoHoe
HauMeHosaHue, CmpaHa, Op2aHU3ayuUoHHO-
npasogas ¢popma, ropuduyeckull  adpec,
371eKMPOHHass noyma, vatin, HaumeHogaHue
peaucmpupyrowe2o opeaHa);

- c8edeHus 0 npedenibHol omnyckHOU yeHe Ha

J1leKapCmMeeHHnIU npenapam (Homep
peecmpogoll 3anucu, ko0 eduHol mogapHoU
HOMeHKnamypb| 8HEWHEIKOHOMUYECKOU

OessmenbHocmu EASC, Hogasi npedesnbHas
omnyckHas ueHa, P);

- c8edeHus 06 ynakoswuKke Unu (hacosujuke
Onsi nepeuyHoll ynakoeku (HauMeHogaHue

opaaHu3ayuu, cmpaHa, adpec
npou3sodcmeeHHoU nnouwadku, ko0
Hanoz2onnamenbujuxa, HauMeHo8aHue
peaucmpupyrLe20 OpeaaHa,

peaucmpayuoHHbIi HOMED);

- c8edeHusi 0 npoussodcmeeHHoU nnowadke
0nsi  nepgu4yHOU ynakoeKku (HaUuMeHOBaHUE
opeaHu3ayuu, adpec  npou3BodCMEEHHOU
niowadku, ko0  HamozonaamenbUuka,
HauMeHOoBaHUe pPe2UCmpUpPYyLWEe20 OpaaHa,
pe2ucmpayuUoHHbIL HOMEP, HOMEP NUUEH3UU);

- ceedeHusi 06 ynakoswuke unu ¢hacosujuke
0 8mMOpuUYyHOU ynakoeku (HaumeHosaHue
opeaHu3auyuu, cmpaka, adpec
npou38odcmeeHHoU nmowaoku, Koo
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Ne

n.n.

Cnocob6 nogauu 3asBNeHUs U AOKYMEHTOB U TpEGOBaHVIFI K HUM

Mun3gpas Poccun

ENry

Yekbokc

Hanozonnamenbujuka, HauMeHogaHue
peaucmpupyrowe2o opeaHa,
peaucmpayuoHHbIl Homep);

- cgedeHusi 0 npou3sodcmeeHHoU nnowjadke
0nsi 8MOPUYHOU  ynakoeKu (HaumeHosaHue
OpeaaHu3ayuu, cmpaHa, adpec
npou3sodcmeeHHoU nnowadku, ko0
Hanoaonnamenbujuxa, HauMeHosaHue
peaucmpupyrLe20 OpeaaHa,
peaucmpayuUoHHbIl HOMEP, HOMeP TULUEH3UU);

- ceedeHuss 0 npousgodumene 20mogol
flekapcmeeHHol  hopMbl  (HauMeHosaHue
opeaHu3ayuu, cmpaHa, adpec
npou3godcmeeHHoU nmowaoku, Koo
Hanoaonnamenbujuxa, HauMeHo8aHue
peaucmpupyroue2o opaaHa,
peaucmpayuoHHbIl HoMep);

- cgedeHusi 0 npou3sodcmeeHHoU nnowjadke
2o0mosoll JieKapcmeeHHol ¢hopmb|
(HaumeHogaHuUE opeaHu3ayuu, cmpaHa, adpec
npou3sodcmeeHHoU nnowadku, ko0
Harozaonnamenbujuka, HauMeHoB8aHue
peaucmpupyrow,e2o opeaaHa,
peaucmpayuoHHbIl HOMEP, HOMEP NUUEH3UU);

- cgedeHus 0b opeaHu3ayuu, omeeyarouwel 3a
8bInycKatouul KOHMpPO/b kayecmea
(HaumeHosaHUE  OpeaHu3ayuu,  cmpaHa,
obszamenbHO  O0n1  3anofiHeHus,  adpec
npou3sodcmeeHHoU nnowadku, ko0
Hanoaonnamernbujuka, HauMeHosaHue
peaucmpupyrLe20 opaaHa,
peaucmpayuoHHb It HOMEp);

- cgedeHusi 0 npousgodcmeeHHOU niowadke,
Komopasi omeeyaem 3a  8bInyckamWul
KOHMPO/Ib Kayecmea (HaumeHosaHue
ope2aHu3ayuu, cmpaHa, adpec
npou3sodcmeeHHoU nnouwadku, ko0
Hano2onnamenbujuka, HauMeHo8aHue
peaucmpupyrLe20 OpeaaHa,
peaucmpayuUoHHbIL HOMEP, HOMEP NTUYEH3UU)

CeedeHus 0 nuuyeH3UU Ha hpou3800CME0 JIeKapCMeeHHbIX cpedcme

OIeKMpPOHHbIL AOKyMeHmM

| MC Murnpommopea

PezaucmpayuoHHoe ydocmoeepeHue JIeKapCmeeHH020 npenapama

MpenocTaBneHne JOKYMeHTa OTMEHEHO

O

JokymeHms1, npedcmaensieMbie ¢ yyemom mpebosaHuil Memoduku pacyema npedesbHbIX

OMNYCKHbIX UEH:
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Ne
n.n.

Cnocob6 nogauu 3asBNeHUs U AOKYMEHTOB U TPQGOBaHVIﬂ K HUM

Mun3gpas Poccun ENry

Yekbokc

4.1

060cHosaHue pacyema npedesibHOU 0mnycKHOU UeHbl Ha JIeKapcmeeHHb Il npenapam
UHOCMpaHHO20 npou3sodcmea, 8 MOM YUC/e NnepeuYHast U (Uunu) eMopuYyHas ynakoeka
KOMOpPOo20 oCyw,ecmesisiemcs unu nepeuyHyr U (Unu) Mopu4Hyr ynakoeKy Komopo2o
nnaHupyemcs ocywecmensame 6 Poccutickoli ®edepayuu, npedcmasnsiemol Ha
nepepeaucmpay,uro

OneKmMpPOHHbIL AOKyMeHm | OnexmpoHHb Il dokymeHm

4.2

pacyem npedenHol omnyckHol yeHbl Npou3eo0umess Ha JlekapcmeeHHbIl npenapam,
npedcmaenifieMoll Ha 20Cy0apCmeeHHYI0 nepepe2ucmpayuro

AneKMpPOHHbIU QOKYMeHm | OnexmpoHHb I dokymeHm

4.3

ceedeHusi 0 Ha/IUYuU 3ape2ucmpuposaHHbIX NpedesbHbIX OMNYCKHbIX UeH Ha
3asensiemMblil lekapcmeeHHbIl npenapam

OneKmpOHHbIL AOKyMeHm | OnekmpoHHbIii dokymeHm

4.4

ceedeHus1 06 06Lemax U yeHax 8803a JIeKapcmeeHH020 npenapama UHOCMPaHHO20
npouseodcmea, Haxodsuje2ocs e obpaleHuu Ha meppumopuu Pocculickoli ®edepayuu

OnexmpoHHb Il AOKyMeHm | orvC manm:

CeedeHus (c nepesodom Ha pycckull A3bIK), nodmeepxdarow,ue omnycKHbIe UeHbl
npou3seodumens Ha JiekapcmeeHHbIl npenapam e UHOCMPaHHbIX 20cydapcmeax
(Heob6s3amenbHbI)**

OneKMpPOHHbIL AOKyMeHm | OnexmporHbIi dokymeHm

6.

JHokymenm, nodmeepxdarouwuti NOIHOMOYUSI YNOTHOMOYEHHO020 Jluya

OIeKMpPOHHbIU AOKyMeHm | «Mnamepopma nonHOMOoYuL»

(]

* B cnyyvae otcytcTBua cBegeHuin B ®TUC MO y 3aaButens MoxeT ObITb 3anpolueHa CKaH-Konus AOKyMeHTa
** [JOKYMEHT NpefoCTaBNATCA TONbKO B Cnyyae obpalleHns nekapcTBeHHOro npenapara B pethepeHTHbIX
ansa Poccunckon ®epepauum cTpaHax

HOKyMeHTbI, npeacraBndemMmble 3asaBuTeneM npu nepeperucTtpaunMn npepesnibHbIX OTNYCKHbIX UeH Ha

NleKapCTBeHHbIe npenapaTtbl,

JNIeKapCTBeHHbIX NpenapaTtoB B LenaX CHMXeHnA

BKIMlOYeHHblIe B MNepe4vYeHb XWU3HEHHO HEOOXOAUMbIX W BaXHEULWMX

Ne Cnoco6 nogaum 3asaBneHUs U AOKYMEHTOB U TPeOOBaHUSA K HUM
YekboKc
n.n. Mun3gpas Poccum ENry
3aseneHue
1. | 3anonHsemcs saseumenem yacmuyHo 3anonHaemeca  3assumenem  4acmu4HO O
caMocmosmesibHoO camocmosimesnibHo nocpedcmeom EINY

8 3as18/16HUU YKa3bI8atomcs:
- 0OaHHble OpeaHu3ayuu  (CoKpalwéHHoe
HauMeHosaHUe, 02pH, UHH, Knn, HOMEP
mersnegoHa, 3/1eKMPOHHas noyma,
ropuduyeckull hakmuyeckul adpeca);

- OaHHble 3as8umens (cpuo, dama poxdAeHus,
CHunc, cepus, Homep, 0Oama 8bl0ayu
nacnopma, Kem U Koz20a 6bidaH, K00
nodpa3denieHusi, Mecmo pPOX0eHus, HoMe
menegoHa, adpec 3eKMPOHHOU  NoYmel,
OO0ImKHOCMb);

- cgedeHusi 0 Oepxamene unu enadenbye
peaucmpayuoHHo20 yoocmosepeHus (noHoe
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Ne

n.n.

Cnocob6 nogauu 3asBNeHUs U AOKYMEHTOB U TpEGOBaHVIﬂ K HUM

Mun3gpas Poccun

ENry

Yekbokc

HauMeHosaHue, CmpaHa, OpaaHU3aUyUOHHO-
npasogasi hopma, topududyeckuli adpec,
371eKMPOHHass noyma, vatin, HaumeHogaHuUe
peaucmpupyrwe20 opaaHa);

- ceedeHus 0 npedernbHOL omnyckHoU YeHe Ha

JleKapCmeeHHs Il npenapam (Homep
peecmpogoll 3anucu, ko0 eduHol mogapHoU
HOMEHKmamypb| BHEWHEIKOHOMUYECKOU

dessmenbHocmu EASC, Hogas npedesnbHas
OomnyckHas ueHa, P);

- cgedeHus 06 ynakoswjuke unu ¢hacosujuke
0 nepeuyHoll  ynakoeKu (HaumeHosaHue

opeaHu3ayuu, cmpaHa, adpec
npou3sodcmeeHHoU nnowadku, ko0
Hanoaonnamenbujuxa, HauMeHo8aHue
peaucmpupyrLe20 opeaaHa,

peaucmpayuoHHbIi HOMED);

- c8e0eHus 0 npousgodcmeeHHOU nioujadke
0ns nepeuyHoU ynakoeku (HaumeHosaHue
opeaHuzayuu, adpec  npou3BodCMeeHHOU
nnow,adku, KoO0  Hamozonnamesnbujuka,
HauMeHo8aHUe peaucmpupyrowe2o opaaHa,
peaucmpayuUoHHb Il HOMEP, HOMEP UUEH3UU);

- ceedeHusi 06 ynakoswuKe unu ¢hacosujuke
0nsi 8MOpPUYHOU ynaKkoeKu (HaumeHosaHue

opeaaHu3ayuu, cmpaHa, adpec
npou38oAcmeeHHoU nnowadku, Koo
Harnozonnamenbujuka, HauMeHosaHue
peaucmpupyowe2o OpeaHa,

peaucmpayuoHHbIi HOMED);

- c8edeHusi 0 npou3sodcmeeHHoOU nnowjadke
0nsi 8MOPUYHOU  ynaKoeKu (HaumeHosaHue

opaaHu3ayuu, cmpaHa, adpec
npou38oAcmeeHHoU nnowadku, K00
Hano2onnamenbujuka, HauMeHosaHue
peaucmpupyrowe2o opeaHa,

peaucmpayUOHHbIli HOMEP, HOMEP NUUEH3UU);

- ceedeHus 0 npousgodumene 20moeoli
NleKapCmeeHHol  (bopMbl  (HauMeHosaHue

op2aHu3ayuu, cmpaHa, adpec
npou3sodcmeeHHoU nnowadku, ko0
Hanoz2onnamenbujuxa, HauMeHo8aHue
peaucmpupyrue2o OpeaaHa,

peaucmpayuoHHbIl HoMep);

- cgedeHusi 0 npou3sodcmeeHHoU nnowadke
20mosol JiekapcmeeHHoU ¢hopmb|
(HaumeHosaHuUE opaaHu3ayuuU, cmpaHa, adpec
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Ne Cnocob6 nogauu 3asBNeHUs U AOKYMEHTOB U TPEGOBaHVIﬂ K HUM

Yekbokc

n.n. Mun3apas Poccun ENrY

npou3godcmeeHHol nmowaodku, Koo
Harozonnamenbujuka, HauMeHosaHue
peaucmpupyrLe20 opaaHa,
peaucmpayuUoHHbIl HOMEP, HOMEP TULUEH3UU);

- cgedeHust 0b opeaHu3ayuu, omeeyaroulel 3a
8bInycKatouuli KOHMPOIb kayecmea
(HaumeHogaHUE  OpeaHu3ayuu,  cmpaHa,
obsisamenbHO  Onsi 3anonHeHusi,  adpec
npou3godcmeeHHoU nmowaodku, Koo
Harnozonnamenbujuka, HauMeHosaHue
peaucmpupyrLe20 opeaaHa,
peaucmpayuoHHb It HOMEP);

- c8e0eHuss 0 hpou3sodcmeeHHol niouwadke,
Kkomopass omeeyaem 3a  8binycKatouull
KOHMpPO#b Kayecmea (HaumeHosaHuUe
opeaaHu3ayuu, cmpaHa, adpec
npou38odcmeeHHol nmowaoku, Koo
HarnozonnamenbLljuka, HauMeHoB8aHue
peaucmpupyrLe20 opaaHa,
peaucmpayuUoHHb I HOMEP, HOMep UUEH3UU)

2 JHokymenm, nodmeepxdaroujuti NOIHOMOYUSI YNOJTHOMOYEHHO020 Jluya N
OneKMpPOHHbIL AOKyMeHmM | «Mnamgopma nonHomoyuii»

[lokyMeHTbI, npefcTaBnsemMble 3asBUTENeM NPU BHECEHWM M3MEHEHWA B peecTPoByH 3anucb O
rocyAapCTBEHHON PerucTpauum Unu nepeperucTpauuu npeaenbHbIX OTNYCKHbIX LieH NPou3BoAMTENen Ha
NeKapCTBEHHble MpenapaTtbl, BKMKOYEHHble B MNEpPeYeHb KM3HEHHO HEOOXOAUMbIX W  BaXHEMLWMX
NeKapCTBEHHbIX NpenapaToB AN MeAULIMHCKOTO NPUMEHeHMUs

Ne Cnocob nogauv 3asBneHns U JOKYMEHTOB M TpeOOBaHUA K HUM
n.n. Mun3apas Poccun ENryY Hekboke
3asieneHue
1. | 3anonxsiemcs saseumenem yacmuyHo 3anonHsemcs  3asieumeneM  Yacmu4HO O
caMocmosimesibHo camocmosimesnsHo nocpedcmeom ElY

8 3as18/1EHUU YKa3bIgamcs:
- ceeleHus, Kyda Heobxod0umo eHecmu
usmeHeHuss (ceedeHusi 0 enadenbye UIU

Oepxamene peaucmpayuoHH020
ydocmosepeHusi, cee0eHus1 0 npoudsodumerne
J1eKapCmeeHH020 npenapama,
mexQdyHapodHoe HenameHmogaHHoe

HauMeHo8aHue, mopa08oe HaUMEHOBaHUE,
nekapcmeeHHas hopma, dosuposka, ko0 ATX
Knaccugukayuu, — HOMep  peaucmposozo
Homepa, wmpuxosou K00 Ha
nompebumenbckoll ynakoske,
KOMNieKmHocmb, npedenibHasi  0mnyckHas
yeHa);
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Ne
n.n.

Cnocob6 nogauu 3asBNeHUs U AOKYMEHTOB U TpGGOBaHMﬂ K HUM

Mun3gpas Poccun

ENry

Yekbokc

- OaHHble  OpeaHu3ayuu  (CoKpawéHHoe
HauMeHo8aHUe, 02PH, UHH, Knn, HOMEp
menegoHa, 371eKMPOHHas noyma,
topuduyeckull hakmuyeckuli adpeca);

- OaHHble 3asgumens (¢puo, dama poxdeHus,
CHunMc, cepus, Homep, Oama 8bl0ayu
nacnopma, KeM U Koe0a 8bl0aH, K00
nodpa3deneHusi, Mecmo pPOoXOeHus, HoMe
menegoHa, adpec 3MeKMPOHHOU  NoYMel,
O0ImKHOCMB);

- ceeleHus 0 Oepxamene unu enadenbue
peaucmpayuoHH020 y00CmoeepeHus (noHoe
HauMeHosaHue, CmpaHa, Op2aHU3ayuUoHHO-
npagosas  ¢bopma, topuduyeckull  adpec,
371eKMPOHHass noyma, vatin, HaumeHogaHue
peaucmpupyrowe2o opeaHa);

- c8e0eHus 0 npedesbHOl 0mnycKHOU UeHe Ha
J1leKapCmMeeHHaIU npenapam (Homep
peecmposoll 3anucu);

- ceedeHusi peaucmpayuoHHo20
ydocmosepeHusi nekapcmeeHHo20
npenapama  (Homep  peaucmpayuoHHO20
ydocmosepeHusi, dama).

JHokymenm, nodmeepxdarouwuti NOTHOMOYUSI YNOTHOMOYEHHO020 Jluya

OIeKMpPOHHbIU AOKyMeHm

| «Mnamepopma nonHOMoYuL»

MlokyMeHTbI, NpeacTaBnsAeMble 3asBUTENEM, NMPU UCKIIOYEHWM CBEAEHWI W3 rOCYAapCTBEHHOrO peecTpa
npefenbHbIX OTMYCKHbIX LeH NPOU3BOAUTENEN Ha NeKkapCcTBEHHbIe NpenapaThl, BKNIOYEHHbIE B NepeyeHb
KM3HEHHO HeOOXOAUMbIX U BaXXHEWLWMX NeKapCTBEHHbIX NpenapaToB ANA MeAULIMHCKOTO NPUMEHEHMA

camocmosAmesibHO

camocmosimesnsHo nocpedcmeom ElY

Ne Cnoco6 nogaum 3asBneHUs U [OKYMEHTOB U TpeGOBaHUA K HUM
Yekbokc
n.n. MuH3apas Poccun ENryY
3asieneHue
1. | 3anonHgemcs 3aseumenem YacmuyHo 3anonHaemca  3assumenemM  4acmu4HO O

8 3as18/1eHUU YKa3bI8atomcs:
- NpuyuHa UCK/KYeHus (omcymcmeue 8
obpalweHuu Ha meppumopuu P®, uckmo4eHue
us 20cy0apcmeeHH020 peecmpa
JleKapCmeeHHbIX cpedcms, UCKTYeHUe U3
nepeyHs XKHBJII, ommeHa peweHus 0
eocy0apcmeeHHol — peaucmpauuu  Unu
nepepeaucmpayuu, UCméK CpoK 200HOCMU
JleKapCmeeHHO20  hpenapama  UMU  CPOK
peaucmpayuoHH020 yA0CmOoBEPEHUs, UCMEK
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Ne Cnocob6 nogauu 3asBNeHUs U AOKYMEHTOB U TPEGOBaHMﬂ K HUM

Yekbokc

n.n. Mun3apas Poccun ENrY

CPOK 200HOCMU  nocrie0Hel  napmuu 8
obopome);

- OaHHble OpeaHu3ayuu  (CoKpawéHHoe
HauMeHosaHue, 02pH, UHH, Knn, HOMEp
menegoHa, 371eKMPOHHas noyma,
ropuduyeckull hakmuyeckuli adpeca);

- OaHHble 3asgumens (¢huo, dama poxoeHus,
CHunc, cepus, Homep, Oama 8bl0ayu
nacnopma, KeM U Koe0a 6bldaH, KOO
nodpa3denieHusi, Mecmo POXOeHus, HoMe
menegoHa, adpec 3MeKMPOHHOU NoYMel,
O0ImKHOCMB);

- ceeleHuss 0 Oepxamene unu enadenbue
peaucmpayuoHHo20 y0ocmosepeHus (noHoe
HauMeHosaHue, CmpaHa, OpaaHU3ayuUoHHO-
npagosas  ¢bopma, topududeckuli  adpec,
371eKMPOHHasA noyma, vatin, HauMeHo8aHUe
peaucmpupyrouwe2o opeaHa);

- c8e0eHUs 0 npedesbHOl 0mnycKHOU UeHe Ha
N1leKapCmeeHHaIU npenapam (Homep
peecmposol 3anucu).

2 JHokymenm, nodmeepxdarouwuti NOTHOMOYUSI YNOTHOMOYEHHO020 Jluya =
OIeKMpPOHHbIU AOKyMeHm | «Mnamepopma nonHomoquli»

[loKyMeHTbI, nNpeacTaBnsiemMble 3asBUTENEM NpWU NepeperucTpauun npeaenbHbIX OTNYCKHbIX LEH Ha
NeKapcTBeHHbIe Npenapatbl, BKMKOYEHHble B MNEpPeYeHb XU3HEHHO HEOOXOAUMBbIX U  BaXHEWWMX
NeKapCTBEHHbIX NpenapaToB B Clly4yae BO3HUKHOBEHUS AeeKTYpbl UNM pUcka BO3HMKHOBEHUS AedeKTypbI
NeKapCcTBEHHbIX NpenapaTtoB B CBA3W C LieHoobOpa3oBaHMeM Ha Hux (lMepepeructpupoBatb NpepenbHyo
OTMYCKHYIO LieHY B CBAI3U C 0OCOOEHHOCTSAMM)

Ne Cnoco6 nogayum 3asBneHUs U AOKYMEHTOB U TpeOGOBaHUSA K HUM Yo
n.n. Mun3gpas Poccuu ENry SHo0KE
3asieneHue
1. [ 3anonHsiemcs 3as8umenem yacmuyHo 3anonHsemes  3aseumeneM  4acMUYHO O
camMocmossmesibHo camocmosimesnisHo nocpedcmeom ElY

8 3as18/1eHUU YKa3bI8atomcs:
- NpuyuHa UCK/KYeHus (omcymcmeue 8
obpauwieHuu Ha meppumopuu P®, uckno4yeHue
us 20cy0apcmeeHH020 peecmpa
JleKapCmeeHHbIX cpedcms, UCKToYeHUe U3
nepeyHs XKHBJII, ommeHa peweHus 0
eocy0apcmeeHHol — peaucmpayuu  uniu
nepepeaucmpayuu, UcméKk CpoK 200HOCMU
JleKapCmeeHH020  hpenapama  UMU  CPOK
peaucmpayuoHHo20 yA0CmOoBEPEHUs, UCMEK




27

Ne Cnocob6 nogauu 3asBNeHUs U AOKYMEHTOB U TPQGOBaHVIﬂ K HUM Yekb
€KOOKC

n.n. Mun3apas Poccun ENrY

CPOK 200HOCMU  nocrie0Hel  napmuu 8
obopome);

- OaHHble OpeaHu3ayuu  (CoKpawéHHoe
HauMeHo8aHue, 02pH, UHH, Knn, HOMEp
menegoHa, 371eKMPOHHas noyma,
ropuduyeckull hakmuyeckuli adpeca);

- OaHHble 3asgumens (¢huo, dama poxoeHus,
CHunc, cepus, Homep, Oama 8bl0ayu
nacnopma, KeM U Koe0a 8bldaH, KOO
nodpa3denieHusi, Mecmo POXOeHus, HoMe
menegoHa, adpec 3MeKMPOHHOU  NOYMbI,
O0ImKHOCMB);

- ceeleHuss 0 Oepxamene unu enadenbue
peaucmpayuoHHo20 y0ocmosepeHus (noHoe
HauMeHosaHue, CmpaHa, OpaaHU3ayuUoHHO-
npagosas  ¢bopma, topududeckuli  adpec,
371eKMPOHHasA noyma, vatin, HauMeHo8aHUe
peaucmpupyrouwe2o opeaHa);

- c8e0eHus 0 npedesibHOlU 0mnyCcKHOU LeHe Ha
N1leKapCmeeHHaIU npenapam (Homep
peecmposoll 3anucu).

Pacyem npednazaemoll k nepepe2ucmpayuu npedenbHOl 0mnyckHOU UeHbl Ha
NleKapcmeeHHbIl npenapam ¢ npusnoxeHuem 060cHosbIgatoWux oKyMeHmos,
2 | nodmeepxdaroujux Heobxodumocms nepepecucmpayuu npedesibHOU OMNYCKHOU YeHbl N
Ha NleKapcmeeHHb Il npenapam

OneKMpPOHHbIL AOKyMeHm OneKMpPOHHbIL AOKyMeHmM

Pacyem npedenbHoli omnyckHOU YeHbl Ha IeKapCMEEHHbIl npenapam 6
coomeemcmeuu ¢ Memodukoli pacdema npedesibHbIX OMNYCKHbIX YeH

3. npousgodumenell Ha JlekapcmeeHHbIe hpenapambl, 8K0YEHHbIE 8 nepevyeHb XHBIII 0
OneKMPOHHbIL AOKyMeHm OrneKMPOHHbIL AOKyMeHmM

s Jokymenm, nodmeepxdarow,uli NOTHOMOYUS yNOSTHOMOYEHHOR20 Jluya
OneKMpPOHHbIL AOKyMeHm «llnamgpopma nonHomoqul» =

ﬂOKyMeHTbI U cBegeHud, nonyvyaembie B paMkax MexxBeaoMCTBEHHOro B3aUMOAENCTBUS:

CBeaeHnss M3 €AWMHOTO peecTpa NULEH3WA Ha NPOM3BOACTBO JieKapCTBEHHbIX cpedctB - | CMOB 3
MuHnpomtopr Poccuu

1. ATpunbyThI; NONHOE HaWMEHOBaHWE NULEH3MaTa, KpaTkoe HauMeHoBaHue nuueHsnata, OMPH,
NHH, MecToHaxoxaeHue pUOMYECKOrO nuua, [aTa BHECEHUS CBEOEHWn B peecTp,
PerucTpaumoHHbIN HOMEp NMLEH3UM

Ceepennss 06 obbemax W LeHax BBO3a FEKApCTBEHHOrO npenapata WHocTpaHHoro | CMOB 3/
NPOW3BOACTBA, HaxoAasLerocs B obpalleHnn Ha Tepputopun Poccuickoin @eaepaumm us OIAC | nposepka
MAMN B OINC
MM
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ATpubyTbl: pekBM3NTbl OpraHusaumm (HammeHoanue, OFPH, WHH), o6vem u ueHa BBO3a
neKkapcTBEHHOro npenapata

Cpok npegocTaBneHus ycnyru:

— 26 paboumnx gHen (peructpaums)

— 26 paboumnx gHen (nepepernctpaums B LENSX yBenveHus);

— 10 paboumnx gHewn (BHECEHME N3MEHEHWI B PEECTP);

— 10 paboumnx gHen (MCKNoYEHE CBELEHN U3 peecTpa);

— 10 paboumnx gHen (nepeperncTpaums ¢ Lenbio CHKEHMS);

— 11 pabouux gHen (nepepernctpaums B CBA3N ¢ 0COBEHHOCTAMM: B Criyyae BO3HUKHOBEHUS LedeKTYpbl UK
puCKa BO3HWUKHOBEHMS AedeKTypbl).



