EBPABUNCKAS DKOHOMUYECKASI KOMUCCUS
KOJLUIETUS

PACHOPAXEHHUE

«06» mast 2024 r. Ne 70 r. MockBa

O npoexre pemenusi CoBera EBpasuiickoii 5KOHOMHYECKOH KOMHCCHH
«O BHecenun u3MeHenuii B IlpaBuia perucrpanun u 3KcnepTU3LI
JIEKAPCTBEHHBIX CPEACTB A/l MeJIHIHHCKOT0 MPUMEHEeHHI»

1. OnoOputh npoext pemrenusi Cosera EBpasuiickoii 9KOHOMHUYECKOM
komuccnn «O BHeceHMn u3MeHeHMH B [IpaBuiia peructpaiivl U 3KCIEPTU3b]
JIEKapCTBEHHBIX CPENCTB I MEIULMHCKOrO NMPUMEHEHUs» (Ipuiiaraercs)
U OpeAcTaBuTh ero  juis  paccmorpenuss  Coserom  EBpasmiickoii
DKOHOMHUYECKON KOMHUCCHH.

2. Hacrosmee pacnopspkeHue BeTymaeT B CHJIY C ATkl €ro
onyOJMKOBaHUS Ha odHIMaILHOM caiiTe EBpa3suiicKoro SKOHOMHYECKOTO

COHO34a.

lIpencenarens Kosuteruu

EBpaszuiickol S5KOHOMHYECKOH KO b. Carunraer



EBPA3UNCKASI SKOHOMUWYECKASA KOMUCCHS
COBET

PEIMEHMUE
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O BHecennu u3MeHeHuil B [IpaBuia perucrpauuu u 3KCNEPTH3LI
JIEeKAPCTBEHHBIX CpelcTB /15l MeIHIHHCKOI0 NPUMeHEeHHU S

B coorserctBuM co crateeit 7 CornameHus O €AMHBIX HPUHIMIAX
M MpaBHJIax OOpallleHus JeKapCTBEHHBIX cpejcTB B pamkax EBpasuiickoro
SKOHOMHYECKOro coro3a oT 23 npexkabps 2014 roma u mnyHkTom &4
npusioxkenuss Ne 1 k Persmamenty pa0®otel EBpa3suiickoli SKOHOMHYECKOH
KOMHMCCHH,  yTBepxkaeHHOMY  Pemenmem  Beicmiero  Epasuiickoro
3KOHOMHYeckoro coseta oT 23 nexadbps 2014 r. Ne 98, Corer Epasuiickoii
9KOHOMHUYECKOW KOMMCCHH P e Il i JI:

l.Buectu B IlpaBumiia perucrpauvi M SKCHEPTU3bl JEKapCTBEHHBIX
CPEACTB Ul MEJULUHCKOrO IPUMEHEHHUs, YTBepKIeHHble Pemienuem
Cosera EBpa3uiickoil sxoHOMu4eckolt komuccuu ot 3 HosiOpst 2016 r. Ne 78,
U3MEHEHUs COTIACHO MPUIIOKEHHUIO.

2.Hacrosimiee  PemieHue BcTymaeT B CHUIY IO HCTEUEHHH
30 kaneHOapHBIX JHEW ¢ JaThl ero OQUIMAIBLHOIO OIYOJIMKOBAHHUS |

pacpoCTpaHACTCA Ha MPAaBOOTHOIICHHS, BOSHUKIIHE C | Map

Ot Pecnyosukn Ot Pecnnydiiuku Ot Pecny6aukn Ot Knip)
ApMeHHust benapych Kasaxcran Pecn

M. I'puropsin~ W. Herpumenko C.Kymanrapun A. KacbimanueB A. OBepuyk



[MTPHUJIOXEHUE

K Pewennto Copera
EBpa3zuiickoii 3KOHOMHYECKOH KOMUCCHU
oT 20 1. Ne

NU3IMEHEHMWA,
BHocumble B [IpaBuiia perucrpanyy u 3KcnepTH3bI
JIEKAPCTBEHHBIX CPeJCTB il MeAHLIMHCKOT0 PUMeHEeHHST

1. B mynkre 19:

a) rnocJie ad3ana ABagUaTh CEAbMOIO JOMOJHUTE ad3aleM CleayIomero
COlepIKaHUs:

«HOMEp  BepcHM  (IOCNEJOBATENBHOCTH)  MOJAA4Yd  JOKYMEHTOB
DJIEKTPOHHOIO ~ PErUCTPALlMOHHOTO  JOChe» — HOMEep, MPHCBOSHHEIH
3asiBUTEJIEM JIOKYMEHTaM PEruCTPAllMOHHOTO JI0ChE, MPEACTABISIEMOTO B
ANEKTPOHHOM BHJE B COOTBETCTBUU C TpeOOBaHUSMU K CTPYKType
JIOKyMEHTa, YyCTaHOBJIEHHbIMU Komuccueidl, BmecTe ¢ 3asBICHUEM O
BHECEHUM M3MEHEHMH U (WJIM) B OTBET HA 3allpoC YIOJIHOMOYEHHOI'0 OpraHa
(dKCIEepTHOM OpraHu3alMi) rocyaapcTBa-wieHa, MPeACTaBISIOIIUN co0oit
CBEHACHHUS O KaXJOM IIPEICTABICEHUH PETUCTPALMOHHOIO JOChE€ B BHIE
4 apaOckux uudp (I NEPBUYHOTO MPEACTABJICHHUS PETUCTPALIUOHHOIO
nocke ykaszeiBaroTest g per «0000»);»;

0)B abzane 48 cioBa «U3MEHEHHUN B pETrHCTPALIMOHHOE J10CHE»
3aMEHHUTh CJIOBAMH «B PETUCTPAlMOHHOE JIOChE M3MEHEHHH, OKa3bIBAIOIINX
BJIUSIHUE Ha paHee CIEIaHHbIE BEIBOIBDY.

2.B abzane BTOpOM myHKTa 48 cCllOBa «B YCIOBUSX YIPO3bI
BO3HMKHOBEHHS, BOSHUKHOBEHUS U JIMKBUAALUK YPE3BBIYAHON CUTyaUuu U

(MJM) TpY BO3HUKHOBEHHMU YIPO3BD» 3aMEHHUTh CJIOBAMH «IIPU YIPo3e
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BO3HHKHOBEHHS, BOSBHUKHOBEHUH YPE3BLIYAUHON CUTYal[UH U JIMKBHIAIIHH €€
MOCJICACTBUM U (WJIK) [IPU YTPO3e».

3. IIyHKT 62 U30XKUTH B CJIeIYIONIEeH peaaKIIkH:

«62. DKcnepTHBIH 0TYeT 00 OlLIEHKE NOKEH OOHOBJISATHCS SKCIEPTHOM
opraHuzauueil  peepeHTHOro TOCyJapcTBa IPH  IOSBJIEHUM  HOBOIL
MHpOpPMAlMK, KOTOpas SBIASETCS BAXHOM Ui OLEHKH KauecTBa,
OesonacHocTH M (MaH) 3P (QEKTUBHOCTH JIEKAPCTBEHHOT'O Ipenapara U (Uiiu)
MOJKET IIOBIHATL Ha COOTHOLICHHME «IIOIb3a — PHUCK» JIEKAPCTBEHHOTO
mpernapara, B paMKax NpOLELypbl BHECEHHs B PETHCTPAIHOHHOE J0CHE
U3MEHEHUH, OKa3bIBalOIUX BIUSAHHE HA paHee CAeIaHHbIE BHIBOJBI U (HIJIH)
Ha UHPOPMALIUIO, COACPIKALLYIOCS B HEM.»,

4.B nmnpemiokeHHHM T[epBOM a03ana MepBoro ImyHkra 66' cropa
«B cOOTBETCTBMM ¢ npuiiokeHusMu Ne 19 u 20 k macrosuum IIpaBumam»
3aMEHHUTH CJIOBAMM «COTJIACHO MPUI0XKeHUIo No 19».

5. ITynkT 113 U3M0KUTH B CIENYIONIEH pelaKiuu:

«113. ObHOoBNIEHHE  DKCIEPTHOTO  OTYeTa  OCYLIECTBIIAETCS B
COOTBETCTBUHU € IIYHKTOM 62 Hactosimux [IpaBui.y».

0. ITynxT 144 u3n0XUTh B clieyroliel peaaKiiiu:

«144. JlonyckaeTcsi BHECEHUE B PETUCTPALMOHHOE JIOChe H3MEHEHHH
IA tuna, IApy Tvna u (wim) IB THUNa B COOTBETCTBUHU C JOMOJHEHHEM V K
npuinokenuro Ne 19 k macrosmum IlpaBunmam B paMkax Hpoueaypbl
MOJATBEPKIAECHHUsS ~ PErMcTpaluy  (MepeperucTpanvu)  JIEKapcTBEHHOIO
npenapara 6e3 JONMOTHUTENBHON OJjaun 3asBJICHHUS O BHECEHHH M3MEHEHUM
B PETHCTPALIMOHHOE J0ChE. ).

7. AG3an nepBblii yHKTa 152 U3M0KUTH B CIIEAYIONIEH PeAaKIiu:

«152. Buecenue U3MEHEHHH B pPErucTpaluoOHHOe IOCkEe
3aperucTPUPOBAHHOrO JIEKAPCTBEHHOTO TIpernapaTa U dKCIePTH3a BHOCHMEIX

M3MEHEHHH  OCYILECTBISIIOTCSA B COOTBETCTBUU €  Kjaccudukaimei



MU3MEHEHWM W IpaBUJaMH  MX  BHECEHHs,  INPeAYCMOTPEHHBIMU
npunoxenueM Ne 19 k nactosimum [paBunam.».

8. ITynkTs! 153 1 154 u3noxute B crienyromiei peJakiuuu:

«153.1Ipy  MONOKUTENILHOM pEIIEHUH YIOJHOMOYEHHOIO OpraHa
(9KCIIEPTHON OpraHu3allid) O BHECEHMM H3MEHEHWH B PerucTpalMoHHOE
JIOChe  3asBHTEII0 BBIZAETCS HOBOE PErHMCTPAllMOHHOE Y/IO0CTOBEPEHHE
JIEKapCTBEHHOTO Ipernapara Moj MPeXXHHM HOMEPOM Ha OCTaBILHICS CpPOK
JOEUCTBHUSA PErHCTPALIMK JIEKAPCTBEHHOTO IpernapaTa (Jisi peruCcTpaLoOHHbIX
YIOCTOBEPCHHUH JIEKAPCTBEHHBIX IIPENApaToB C OrPaHHUYEHHBIM CPOKOM
NeUCTBUsl) W 0Oe3 OrpaHMYeHUs] Cpoka AeHCTBHs ([si OecCpOYHBIX
PErucTpalMOHHBIX yIOCTOBEPEHHH JIEKAPCTBEHHBIX TNpernaparoB) B ciydae,
€C/IM BHOCHMBIE HW3MEHEHHs KacaloTcs HMHQOpMaluH, colaepkalieiics B
PErucTpaliiOHHOM YIOCTOBEPEHUU JIEKAPCTBEHHOTO Iperapara. B enquHOM
peecTpe MPHUBOIATCS CBEIEHMs O JaTe PeUIeHHUsl YIOJIHOMOYEHHOrOo opraia
(SKCIepTHOH OpraHu3alUM) MO KaXJAOMY OHOOPEHHOMY W3MEHEHHIO C
yKazaHueM HoMmepa (HOMEpoB) BepcHH (MOCIeTOBATENLHOCTH) IOHAYH
JOKYyMEHTOB 3JIEKTPOHHOT'O PETHCTPALMOHHOTO JI0Che.

154. B ciyyae BHECEHHs] B PErMCTPAllMOHHOE JOCHE JIEKAPCTBEHHOI'O
mpenapara uU3MeHeHUd IA Tuma B COOTBETCTBHH C JOIMOJHEHHEM V K
npunokenutro  Ne 19 x  Hacrosum  [lpaBuiiam, He 3aTparuBarormmx
MHGOPMALIMIO O JIEKAPCTBEHHOM Ipernaparte, 3a 60 pabouux IHEH U MeHee /10
OKOHYaHHS NEHCTBUSA PErMCTPAllMOHHOTO YIOCTOBEPEHHUS JIeKApCTBEHHOI'O
mpernapara JOIyCKAeTcsl BHECEHHE TaKMX H3MEHEHUH B XOJe IMPOBEACHMS
OKCIEPTHU3bl  JIEKAPCTBEHHOIO IIpernapara TMpH  IMOATBEPIKICHHUH  €ro
perucrpaiuu (nepeperucTpaimm).».

9. B nynkre 155:

a) ab3all NepBbIi U3JI0KHUTh B CIIEIYIOIIEH pelaKLIMH:



4

«155.1lpu  mojmaue 3asBIEHMSs O BHECEHMM WU3MEHEHHH B
PErUCTPallMOHHOE JTIOChE JIEKAPCTBEHHOIO Mpernapara, 3aperucTpUpOBAHHOIO
B pe(hepeHTHOM TroCyJapcTBE U rocyaapcTBax npmHaHHsi, 3asiBUTENb JOJDKEH
IPENCTaBUTh B YINOJHOMOYEHHBIM OpraH (9KCHEPTHYIO OpraHH3aIMIo)
pedepeHTHOro rocynapctBa HH(GOPMALHMIO O TMPEIIIECTBYIOIMX JaTax
NoJa4yn M HOMepax BEPCHH (I10C/ieloBaTebHOCTeH) Molauu JOKYMEHTOB Ha
BHECEHME M3MEHEHMH B PErMCTPALlMOHHOE NOCHE B FOCYAapCTBA IPH3HAHMS
(ipu Ha;IU4UMU).»;

0) ab3an  BTOpOM  JONONHMUTBL CIOBAMH &, a Takke (mpH
HEOOXOJMMOCTH) JOKYMEHT, (OPMUPYEMbIH YIOTHOMOUYEHHBIM OpPIraHOM
(aKcnepTHOM opraHu3zaluei), IO ATBEPXKAAOIIHAH BaJIUJHOCTh
COOTBETCTBYIOLIEH BePCHUH (IIOCIEN0BATENLHOCTH) TOAAYH JTOKYMEHTOB
3JIEKTPOHHOTO ~ PETHUCTPAllHOHHOro  jgocke.  M3MeHeHue  jepskarelis
PETHCTPAlIMOHHOIO YIOCTOBEPEHHUS] PACCMATPUBAETCS B COOTBETCTBHH C
JonoyHeHreM V K npuioxeHuto Ne 19 k Hactosmmm [IpaBunamy.

10.B ab3anax mepsoM M TperbeM MyHKTa 172 W ab3ale BTOpOM
nynkra 174 cnosa «mpuimoxkeHussMu Ne 19 u 20» 3aMeHHTH ClIOBaMHU
«rpunoxenreM Ne 19».

11. B npunoxenun Ne 19 k ykazauusiM [Ipasuam:

a) TEKCT IPUIIOKEHUs (32 MCKITFOUCHHMEM JOTOJIHEHHI) HM3JI0KHTh B
CJICAYIOLICH peaKuu:

«(TPUJTOXEHHE Ne 19

K IIpaBuiam perucrpanuu
M BKCIIEPTU3EI JIEKAPCTBEHHBIX CPE/ICTB
IUTSI MEIULUHCKOIO TIPUMEHEHHUS
(B penakuuu Pemenus Cosera
EBpa3suiickoil 5KOHOMUYECKOH KOMHUCCHU
oT 20 r. Ne )
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ITPABUJIA
BHECEHUsI H3MEeHeHHH B PerucTpallMioOHHOE J0Che
3aperucTPHPOBAHHOIO JIEKAPCTBEHHOTO Mpenapara
AJIS1 MeAULHHCKOTO MPHAMeHeHHs

I. Ob0mme nosiokeHus
1.1. IIpenmer u chepa npumeHeHust

1.1.1. Hacrosmume IlpaBuia ycraHaBIMBaKOT —MOPSJOK BHECEHUS
U3MEHEeHU ! B pPErucTpaluoOHHOE JOChE 3aperuCTPUPOBAHHOTO
JIEKapCTBEHHOIO Iperapara (Jlanee — BHECEHHE H3MEHEHHI) B COOTBETCTBUU
¢ IlpaBmiiaMy perucTpanvy W OSKCIEPTHU3bl JIEKAPCTBEHHBIX CPEJNCTB JIJIs
MEIULIMHCKOTO  NpUMEHEHUs, yTBepxJeHHbIMU Pemennem  Coera
EBpasuiickoli 5KOHOMHMUYECKOW KoMUCCUH OT 3 HOsA0pst 2016 1. Ne 78 (manee —
IIpaBuna perucrpald U 5KCIEPTHU3bI), U MOPSAOK BHECEHHMS M3MEHCHUN B
PErucTpalMOHHOE JIOChE JIEKapCTBEHHBIX IpenaparoB, MOJABEPrarOlIuXcs
OpolEeAype TNPHUBEAEHHUS]  PETHCTPALMOHHOIO  JIOChe  JIEKAPCTBEHHOTO
npenapara, 3aperMCTpMpOBaHHOIO [0 HAUOHAJILHOW TpOIEenype B
rocyjgapcrsax — 4jieHaX EBpa3suiCKOro 3KOHOMHMYECKOTO coro3a (majee —
rocynapcta-4iensl, Coro3), B coorBercTBue ¢ [IpaBunamu perucrpauuu u
OKCIEPTU3Bl  (Jlayiee — IpHUBEJEHHE B  COOTBETCTBHE), a TaKKe
perIaMeHTHPYIOT —IIpaBHJa IIPOBEACHUS OKCHEPTHU3Bl IIPH  BHECEHUU
yKa3aHHbIX U3MEHECHUH.

Hepxxateqn  PErMCTPallMOHHBIX  YAOCTOBEPEHHH  JIeKapCTBEHHBIX
MpernaparoB (Jajieeé COOTBETCTBEHHO — JIepXKaTelld, perucTpaldOHHBIE
YyAOCTOBEPEHUs) UJIM 3asiBUTENIM BIpaBe OOPATHTBECS B YIOJIHOMOYEHHBIN
Opran (SKCHEpTHYIO OpraHM3aluio) pedepeHTHOro rocyaapcTBa s
MMOJIyYeHHs] PEKOMEHIALMM T10 KIacCH(pHUKALUK U3MEHEHHUH, KiacCcu(puKaus
KOTOPBIX HE INpeLyCMOTpeHa HacrosmuMmu [IpaBuiamu, B COOTBETCTBUHU C

nyHkToM 1.5.1 Hacrosumx IlpaBun win 1Mo WHBIM BOTIPOCAM, CBS3aHHBIM C
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npouenypol BHeceHHst H3MeHeHMH. [lpu HeoOXoaumocTH MOXKeT OBITh
OpPraHM30BaHO O0OCYKAEHHE YKa3aHHBIX BOIPOCOB C YIOJHOMOYEHHBIMU
OpraHamM (3KCIEPTHBIMU OPraHU3alUsIMU) TOCYAapCTB IPHU3HAHUS.

JlepxaTenb 1O 3anmpocy COOTBETCTBYIOIIErO0 OpraHa JOJ/DKEH B
KpaTyaiiime CpokKd, HO He mosaHee 20 pabouyux AHEW ¢ Aarhl MOJYYEHHS
TAKOro 3ampoca, MNPeACTaBUTh JI00YI0 HHPOPMALHUIO, KacarollyIocs
peaNn3aluu ONpeleJIEHHOTO H3MEHEH U,

1.1.2. Hacrosimue IlpaBuma pacnpocTpaHstoTcss B TOM UMCIIE Ha
TpaHC(epbl PETUCTPALMOHHEIX YAOCTOBEPEHUH OT OTHOTO jepiKaress
ApYyroMy FOPHIMYECKOMY JIMLY (M3MeHeHHe AepkaTels). B Takux ciydasx
NpPEJCTaBIAOTCA JOKYMEHTEHI, yKa3aHHble B ab3alle BTOpOM IyHKTa 155
[IpaBun peructpanuu U SKCIIEPTU3EI.

1.1.3. Ilonoxenus paspena Il macrosmux IlpaBun npuMeHsIOTCS IS
BHECEHHS M3MEHEHHH B  DPErMCTpPallUOHHOE JOChe  JIEKAPCTBEHHOIO
npenapara, 3aperMCTPUPOBAHHOIO WM IIpoIleqiero (Mmpoxosiiero)
npoueaypy NPUBEACHHS B COOTBETCTBME coryacHo pazpeny XIII Tlpasun
perucTpanuy U 3KCIepTU3bl Oojiee 4YeM B OJIHOM rOCyAapCTBE-UJIEHE.

1.1.4. ITonoxenus pazgena Il nacrosimx [IpaBuin npuMeHsroTCs UL
BHECEHHsS] HM3MEHEHHMH B  PErHCTPALMOHHOE JIOChE  JIEKAPCTBEHHOIrO
mpernapara, 3aperucTpUPOBAHHOIO WM  Ipoleamero  (MpoXOomdsIIero)
npouenypy NpUBEAEHHsT B cooTBeTcTBUE coryacHo pasgeny XIII Tlpasun
PETUCTPAllMK M DKCIEPTHU3bl B ONHOM (pe(epeHTHOM) TocCyJapcTBe-dIeHe
(HAUMOHAJIBHYIO MPOLEYPY).

1.1.5.Tlpy  M3MEHEHHMH YCJIOBUHM PpErucTpalliél  JIeKapCTBEHHOIO
npenapara B COOTBETCTBHM ¢ pazfesnoM [V Hacrosmmx IlpaBuii BHeceHue
H3MEHEHUH OCYLIECTBJSAETCA B COOTBETCTBUU ¢ nyHktamu 1.1.3 u 1.1.4

Hacrosmmx [Ipapui.
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1.2. Onpenencuus

Jnst ueneit Hactosmux IIpaBuil MCHONB3YIOTCS MOHSITHS, KOTOpBIE
O3HAYaroT CJeayloIee:

«3aMHTEPECOBAHHOE  TOCYAApCTBO-WIEH»  —  TOCYAapCTBO-YJIEH,
YIOJIHOMOYEHHBIH OpraH KOTOPOrO 3aperMCTPUpOBAT paccMaTpHUBAEMbIH
JIEKapCTBEHHBIN Ipenapar;

«3HaynMoe u3MeHenue II tuna» — u3MeHeHHe, KOTOpoe, HE SIBISACH
pacIIdpeHHeM pPEerucTpaluy, MOXKET OKa3aTh 3HAYMTENILHOE BIIMSHUE Ha
KayecTBO, 0e30macHOCTh MM 3(Q(QEKTUBHOCTh  3apeTHCTPUPOBAHHOIO
JIEKapCTBEHHOIO IIperapara;

«U3MEHEHHE B PETMCTPALMOHHOE J0CHE» — U3MEHEHHE JOKYMEHTOB U
JaHHBIX, YKa3aHHbIX B npuioxeHussx Ne 1 u 4 x IlpaBunam peructpauuu u
DKCIIEPTHU3BI;

«M3MEHEHHUE YCJIIOBHH perucTpalun» — U3MEHEHHE YCIOBUM IPUHSATHS
pellleHrs O PEerucTPalyy JIEKapCTBEHHOIO Mpernapara, BKIIIoYas W3MeHEHHUS
o0LIel XapakTepUCTHKM JIEKAPCTBEHHOTO IMperapara M JIOOBIX YCIOBUH,
00s3aTe/IbCTB WM OTPaHHYEHHH,  BIMSIOUMX  HA  PETUCTPALUIO
JIEKapCTBEHHOIO Ipernapara, a TakXKe H3MeHeHHWE MAaKETOB YIIAKOBKH WU
JIMCTKa-BKIIAJbIIIa, OOYCIIOBJIEHHOE W3MEHEeHHeM OO0lell XapaKTepHUCTHKHU
JIEKapCTBEHHOTO IIpernapara U (Ma1) HOPMAaTUBHOTO JOKYMEHTA 110 KAUeCTBY;

«He3HaYyuMoe u3MeHenue IA Tuma» — U3MeHeHue, KOTOpOoe OKa3biBAeT
MHHHAMAJIGHOE BJIMSIHHE HAa KayecTBO, 0e30macHOCTh U 3P PEeKTHBHOCTH
3apEeTUCTPUPOBAHHOIO JIEKAPCTBEHHOTO IIperapara HJIM He OKa3bIBAET ero
BOBCE;

«He3HaunMmoe wu3MeHeHue IApyy Tuna» — wusMmeHenwe IA Tuna,

TpeOyroliee HEeMEICHHOTO YBEAOMIIEHHUS, TO €CTh HEMEJICHHOM mnomaun
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3asBJICHUSI O BHECCHHUHM U3MeHeHWH (B TeyeHue 20 pabouux mHeH ¢ JaThl
peanu3aluy yKa3aHHbIX U3MEHEHU);

«He3Hayumoe u3MeHeHue IB Tuna» — m3MeHeHHe, He IOANANarollee
nox onpegenenuss usmeHenuil IA, TAyy m Il TunoB u pacmmpenus
perucTpanuu;

«HEOTJIOXKHOE OrpaHHYeHUue B LedsX Oe30MacHOCTH» — H3MEHEHHE
YCJIOBUM PEruCTpallud B CHJIY TOSIBJICHHS HOBBLIX CBEJECHHH, KacarolMxcCs
©e3011acHOro NpUMEHEHUs JIEKAPCTBEHHOTO IIperapara;

«paclUUpeHHe  perucTpaluuy» —  M3MEHEeHHS, yKa3aHHBIE B
nononHenuy I k HactosmuM IIpaBunam u TpeOyrolye HOBOM perucTpaiuu
JIEKapCTBEHHOTO Ipernapara;

«COOTBETCTBYIOUIUNA OpraH» — YINOJHOMOYEHHBIH OpraH (dKCmepTHasl
OpraHHM3alys) 3aHMHTEPECOBAHHOIO IOCYAapCcTBa-uleHa, paccMaTpHBAIOLIMH
3asiBJICHHE O BHECEHUH U3MEHEHHUH.

HMuple  nouATHs,  MCHOAb3yeMble B HacToswmx  [lpaBmiiax,
IPUMEHSIOTCS B 3HAYEHUSX, ONPEJEICHHBIX akTaMu opraHoB Coro3a B cdepe

oOpalleHus JIeKapCTBEHHBIX CPEACTB.

1.3. Knaccudukaius usMmeHeHuH

1.3.1. K kaknoMy H3MEHEHHIO, He SBIISIOLIEMYCS pacIIdpeHreM
perucTpaliy JIEKapCTBEHHOIO IIpernapara, MpUMEHseTcs KiaccupuKaius
HU3MEHEHMH, peycMoTpeHHas nonoiaHenueM I k Hactosum [Ipasunam.

1.3.2. IsMeHeHHe, He SBISIOLICECS PACIIUPEHMEM PETHCTpaLiy
JEKapCTBEHHOrO0  IIpernapara,  KJIacCH(UKAIIMOHHYIO  IIPUHAIJIEKHOCTh
KOTOPOrO  HEBO3MOXHO  ONpPEIeNUTh C  YYeTOM  PEKOMEHJAlluii,
NpelyCMOTPEHHBIX pazjenoM 1.5 Hacrosuwmx IlpaBui, siBisieTcss 3HaYUMBIM

n3MeHeHueM ll Tuna B cnenyromumx ciyyvasx:
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€C/IM  TIOJy4YeH MOTHBMPOBAHHBIM 3allpoc 3asiBUTENs IIpPH  I10jaye
3as(BJICHUS] O BHECEHUU U3MEHEHMUSI;

€CJM  YIOJIHOMOYEHHBIH  opral  (9KcHepTHas  OpraHu3arus)
pedepeHTHOr0 TrocyaapcTBa mociae OOCYXKIEHHsS C  YIOJHOMOYEHHBIMH
OpraHaMH (3KCIIEPTHBIMM OpPraHU3alMsIMH) TOCYAAapCTB MPU3HAHHSA WIIH
YHOJIHOMOYEHHBIH  Opran  (3KcHepTHas —oOpraHuzanus) pedepeHTHOro
rocyapcTBa IpU PErHCTPaLMK JIEKAPCTBEHHOTO Tpernapara TOJLKO B TOM
rocyJlapCcTBe-uJIi€eHe II0CJI€ OLICHKH 3asiBJIEHHST B  COOTBETCTBUH C
nyHkramMu 2.2.2 unu 3.2.2 nacrosmux [IpaBui cOOTBETCTBEHHO M C yUETOM
noJIoKeHuH paszena 1.5 HacroAwux llpaBun npuHMMaeT pelieHue, 4TO
M3MEHEHHE OKa3bIBAET 3HAYMTEIIBHOE BJIMSIHHE Ha KauecTBO, 0Ee30MacHOCTh
1K 3P (HEKTUBHOCTD 3apErMCTPUPOBAHHOIO JEKapCTBEHHOTO Mpenapara.

1.3.3.B  ocranbHBIX ciyuyasx H3MEHEHHE, He  sBIIIOLIEeCs
pacuIMpeHueM perucTpanmu JIEKapCTBEHHOTO npernapara,
KJIaCCUPUKALMOHHYIO MPUHAJIEKHOCTE KOTOPOrO HENb3s  OIPEIEIHUTh
C YYeTOM pEKOMEHIALMH, NPeAyCMOTPEeHHBIX paziaesiom 1.5 nHacrosmmx
I1paBun, sgBisgeTcs 10 yMOJIYaHHUO u3MeHeHueM IB Turma.

1.3.4. Kiaccuukanuss U3MEHEHMH B PErdCTPAl[MOHHOE  J[OChE
JIEKapCTBEHHOTO Mpenapara (fajnee — perucTpaluoHHOe JJOChe) MPUBOIUTCS
B JIONOJIHEHMHU V K HacTosum IIpaBuiam.

Knaccupukanys W3MeHEHHH B pPEruCTPAllHOHHOE JOChE, KOTOPKIE
JOMYCKAETCsl BHOCHTH OJHOBPEMEHHO C MOAAYEH 3asBICHUS O TIPUBEJCHUH B
COOTBETCTBHME COINIACHO IYHKTY 172 IlpaBun peructpaiuu W 3KCHEPTH3HI,

IPUBOAUTCA B fornojgHeHun VI k HacTosmum [Ipasunam.
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1.4. Buecenue usmenenuii B Hacrosiue [IpaBuiia

1.4.1. EBpazuiickasi 3KOHOMHYECKass KOMHCCHSI BHOCHT M3MEHEHHUS B
Hactosmme IlpaBumna ¢ y4deToM akTyalbHBIX Hay4HLIX JaHHBIX U

NpeJIOKEHUH COOTBETCTBYIOIIMX OPTraHoOB.

1.5. PexoMeH1anuu no HekiaccupUIMpPOBAaHHBIM H3MEHEHHSIM

1.5.1. To [10J1a4yu 3asIBJIEHUS 0 BHECEHUU H3MEHCHHS,
KJIaCCU(HUKALMOHHYIO IPHHAAIEKHOCTb KOTOPOrO HEBO3MOXHO OINPEAETUTE
B COOTBETCTBUH ¢ HacTosAMMU IIpaBunamu, gepxarens (3asBUTE/Ib) BIPABE
3aIPOCUTH  PEKOMEHJAIMIO 110 KIACCH(QHUKALUK TaKOro H3MEHEHHS Y
YIOJHOMOYEHHOrO opraHa (SKCIIEpPTHOH opraHuzalnuu) pedepeHTHOro
rocy/apcTBa B COOTBETCTBUHU C ab3aiieM BTOpbIM NyHKTa 1.1.1 Hacrosmmx
IIpaBuit.

1.5.2. Pexomenganus, ykazaHHas B myHkre 1.5.1 Hactosux IIpaswmi,
He  JOJ/UKHA  NPOTUBOPEYMTH  TOJOXKEHUSIM  HacTosiux  IIpaBui.
YIOJHOMOYEHHOMY OpraHy (SKCIIEPTHOH opraHuzalmu) pedepeHTHOro
rocyapcTsa HeOOXOAMMO B CPOK, He IpeBblmaromui 30 pabouux gHel c
JaThl  IOJIyYyeHHsl 3ampoca OT JAepikaTens (3asBUTeENs), HaNpaBUTh
PEKOMEHIALMIO €My, & TaKXKe YINMOJHOMOYEHHBIM OpraHam (SKCIEPTHEIM
OpraHu3alusaM) APYTUX TFOCYJapCTB-WIEHOB M B DKCHEPTHHIA KOMHTET I10
JIEKapCTBEHHBIM CPEACTBaM (Zanee — DKCIEPTHBIH KOMUTET) B 3J€KTPOHHOM
¥ (unm) OyMaXHOM BHJE. YKa3aHHBIH CpPOK MOXKET OBITh MpoOJJIeH Ha
30 pabouunx JHEH, ecli¥ yIIOJIHOMOYEHHBIH opraH (SKCrepTHas OpraHu3arus)
pedepeHTHOro rocyaapcTBa obparaercs: 3a KOHCYJbTalue# B DKCepTHLIN
KOMUTET.

1.5.3. lo npoBeaeHus 5KCnepTU3bl U3MEHEHUs], KiacCu(pUKaIMOHHYIO

NPpUHAAJICKHOCTE KOTOPOI'0 HEBO3MOXKHO OIPEACIUTh B COOTBCTCTBUU C
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HactosuMK 1IpaBuiaMu, COOTBETCTBYIONIMH OpraH BIIpaBe 3alpOCUTh Y
DKCTEPTHOTO KOMHMTETa PEKOMEHJALMIO OTHOCHTENIbHO KJIACCH(HKALUK
TaKoro U3MeHEeHHUsI.

1.5.4. Pexomenganus, ykasaHHast B myHkTe 1.5.3 macrosiuumx Ilpasui,
HE JIOJDKHA MPOTHBOPEYUTD MOJI0XKEHUAM HacTosinmx IlpaBui. DkcrneprHoMy
KOMHUTETY HEOOXOIUMO B CPOK, He NpeBbiinatoniuit 30 pabounx qHEH ¢ garhl
MOJIydeHHsI 3armpoca OT COOTBETCTBYIOUIETO OpraHa HarpaBUTh TaKylo
PEKOMEHIALIMIO JIEPXKATEMO (3asBUTEIIO) U COOTBETCTBYIOIIMM OpraHam
JAPYTHX FOCY1apCTB-UJIEHOB.

1.5.5.B nmemax oOecniedyeHusl COIJIaCOBAHHOCTH  pEKOMEHIALMIA,
yKazaHHbIX B myHKTax 1.5.1 u 1.5.3, EBpazuiickas 3kOHOMHYECKAss KOMHCCHSI
JOJDKHA ITyOJIMKOBATh TaKMe PEKOMEHAlUH Ha CBOeM O(HIIMAILHOM CaiiTe B
' MH()OPMAaIIMOHHO-TEeIEKOMMYHHKALHOHHOM CeTH «MHTepHeTY,
NpeABApUTENbHO YAAIUB BCE CBEACHHUS, HOCSIHE KOH(MAEHIIHAILHEIHI

Xapakrep.

1.6. M3MeHeHus1, NpUBOASIIKE K TePeCMOTPY HH(BOPMALUK
0 JIEKapCTBEHHOM IIpernapare
1.6.1. Ecniu B pesynbTare BHECEHUs] H3MEHEHHH TpeOyeTcsl mepecMoTp
oOLIel XapakTepUCTHKU JIEKAPCTBEHHOT'O IIperapara, MaKeTOB YIIAKOBKH,
JIMCTKA-BKJIAJ(bIIA, & TAKKE€ HOPMATHBHOIO JOKYMEHTa M0 KauyeCTBY MWIIHU
U3MeHeHHe MH(GOPMALMK B PEruCTPALHOHHOM YAOCTOBEPEHMH, TaKOH

[EPECMOTP CHHUTACTCA YaCTBKO 3TOI'O U3BMCHCHUA.

1.7. I'pynnupoBka u3MeHEeHHIH

1.7.1.Ilpp HeoOXOAMMOCTH BHECEHHS HECKOJILKMX W3MEHEHHUH B
PErucTpallHOHHOE J10Cke B COOTBETCTBUM ¢ pazgenamu II wmm III snmbo

nyHkToM 4.1.1 mactosiuux I[IpaBui st KaXIOro H3MEHEHHS HeOoOXOIUMO
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MoJaTh OTAENBLHOE 3asABJICHHE M JIOChE Ha BHECEHHE M3MEHEHUH (majiee —
JI0OCh€ Ha U3MEHEHME), 32 UCKIIOYCHHEM CIy4yaeB, YKa3aHHLIX B HACTOSIIEM
IIyHKTE.

B pamkax OAHOIro 3asBJICHHSI O BHECEHMHM HW3MEHEHUH JeprKarelib
BIIpaBe rpynnupoBath usMeHeHus 1A, [Ayy, IB u Il Tunos, 3a uckiroyenuem
pacmMpeHust perucrpauuu. Ilpy 5TOoM IS BHeceHHUs  M3MEHEHHH
YBEIOMUTEILHOIO XapaKTepa He JOMycKaeTcsi IpyNIupoBaTb B OJHOM
3asgBiieHUMH u3MeHeHus TA u [Ayy THNOB ¢ ApyrMMH THIAMH H3MEHEHMHI,
ecni u3MeHeHus 1A 1 1Ay THIIOB SABJISIFOTCS HE3HAYUMBIMH,

Pacmmipenne perucrpanuu 1noJaeTcss B COCTaBe I'PYIILI M3MEHEHH
TOJILKO B TOM CJIyyae, €CJIM BCE 3asiBJICHHbIE H3MEHEHHs SBJISIOTCS
CBS3aHHBIMU C HHUM WJIH SIBJISIIOTCS €0 CIIECTBUSIMH.

IIpy OTKIOHEHHMH OJHOIO M3 HW3MEHEHHH, BKIIOYEHHBIX B OJHO
3asBJICHUE, OTKJIIOHAIOTCSI BCE U3MEHEHHMS, BKJIIOUCHHBIE B TAKOE 3asBJIEHHE.

IIpu rpynnupoBke pasHbIX THUIIOB H3MEHEHHH B paMKaxX OIHOIO
3asIBJIEHUS CPOK IIPOBEIEHHUS MIPOLIEAYPbl BHECEHHS U3MEHEHUH UCUHUCIISIETCS
C YYETOM JUIUTEIILHOCTH JKCIIEPTU3bl HauboJIee CI0KHOIO THITA N3MEHEHHH B
rpyIIe ¥ MOXET OBITh NPOAJEH 3KCIIEPTHOH OopraHuzalnueil rocymapcrBa-
yaena g0 60 paboumx [HEH B ciyuae, eciM 3asiBJIEHHE HE CONEPIKUT
usmenenuit Il tunma, wnn no 80 pabouux gHe# B ciyuae, €Cld 3asBlcHHE
cofepkutT uamenenus Il tuma.

1.7.2. B mnopsjike HCKIIOUEHHUS B Cly4yae eJUHOBPEMEHHOM II0Ja4u
3asBJIEHUN O BHECEHHMH OJMHAKOBBIX MHOYKECTBEHHBIX H3MeHeHui IA tuna u
(nmm) IAyy THIA B PETHCTPALIMOHHBIE JOChE JIEKAPCTBEHHBIX IPENapaTos,
JepiKaTeeM PErHCTPAalMOHHBIX Y/OCTOBEPEHUH KOTOPBIX SBISETCS OJHA
OpraHu3alys, UM B Cly4dae, €ClM U3MEHEHHUs KacaloTcsi M3MEHEHHSI 3TOrO
AepxKareasd WMAM HMHOGOpMALMM O HEM, TaKue H3MEHEHHS OMyCKaeTcs

MpeacTaBUTh CAMHOBPEMEHHO C COIIPOBOAUTECIIbHBIM MMMCBbMOM,
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cocTaBJieHHbIM 10 (opme corfacHo jonojHeHuro VII k  Hacrosumm
[IpaBusam.

K ykasaHHOMY  CONpPOBOAMTEILHOMY  IUCbMY  IIPUJIArAlOTCS
CJIeIYIOLIHE JIOKYMEHTHI:

3asBJICHUE O BHECEHUHU U3MEHEHUH B PETHCTPALMOHHOE JOChE KAXKIOro
3adBJIAEMOIO  JICKAPCTBEHHOrOo  mpemapara 1o  (GopMe  COriacHo
npuiioxkeHnro Ne 2 x [IpaBuiiaM peructpaiuu u SKCrepTH3h;

JIOKYMEHTBI, IOATBEPIKAAIOLIME OIuIaTy cOopa (MOIIJIHHEI) 32 BHECEHUE
M3MEHEHHH B COOTBETCTBUH C 3aKOHO1ATENILCTBOM IOCYAapPCTB-UJIEHOB;

MONPaBKM K  COOTBETCTBYIOLIMM  paszjesiaM W JOKyMeHTaM
PETHCTPALMOHHOrO JOChE (OOHOBJIEHHBIE JOKYMEHTBI) H COOTBETCTBYIOLIHUE
JOKYMEHTEI  PETrHCTPAallMOHHOIO  JIOChe, OOOCHOBBIBAIOL[ME BHECEHUE
Ka)XXJOr0 H3MEHEHHMS M MOATBEpPXKJArOIIHe COOJIIOJeHHEe YCIOBUI B
COOTBETCTBUH C JlomMONHeHHeM V K HacrosmuMm IlpaBunam, u (npm
HEOOXOAUMOCTH) JIOKYMEHT, [IOATBEPIKIAIOIIHA BaAJIUIHOCTH
MpeACTaBIeHHOM BEpCUU (mocnenoBaTeIbHOCTH) AIEKTPOHHOIO
PETUCTPALIMOHHOIO  JOChE  KaXJOro  3asBJIEHHOTO  JIEKAPCTBEHHOI'O
npenapara.

1.7.3. Buecenue rpynnel M3MEHEHUH € IPUTOKEHHEM JOKYMEHTOB,
yKa3aHHBIX B ab3alax TpeTbeM — IsiToM nyHKTa 1.7.2 Hactosiux IIpasu,
JOJIKHO OCYILIECTBIISATHCS CAEAYIOIIMM 00pa3oMm.

ITo pesynpratam paccMOTpPEHHsI COMPOBOAMTENBHOIO IHCbMa U
yKa3aHHBIX ~ [JOKYMEHTOB  YIIOJHOMOYEHHBIM  opran  (dKcrepTHas
opraHu3anus) pedepeHTHOro rocyJaapcTBa-ujieHa B CPOK He IO3JHee
30 pabouumx JHel ¢ Jarel €ro MOJAYYeHHUsS MPUHHUMAET pELICHHE
¥ UHQOPMHUpYET 3asBUTENs] H COOTBETCTBYIOUIME OpPraHbl TOCYIAapCTB
Npu3HaHUs 00 OHOOpPEHUM HJIM OTKIOHEHHH H3MEHEHHS W BO3MOXHOCTHU

pruoOILIEeHUs COOTBETCTBYIOIIHUX Bepcuid (mocnemoBaTeILHOCTEH )
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K JJICKTPOHHOMY PCTUCTPAlHMOHHOMY JOChE, a TAK)XKE B CIIYy4ae OTKJIOHEHHUS
U3MCHCHHA yBCAOMIIACT 3adABHTCIIA U COOTBETCTBYIOIIHE OPTraHbl rOCYAapCTB

IIPU3HAHUs (IIPU HATMYKUK) 00 OCHOBaHMSIX TaKOTO PEIIeHHS.

I1. BHeceHKe U3MEHEHUI B pErUCTPAIMOHHOE JJOCHE
JIEKapCTBEHHBIX IIPEIapaToB, 3aperucTpUPOBAHHBIX DoJice yeM
B OJIHOM T'OCYJIapCTBE-UJIEHE

2.1. Ilpouenypa yBen1oMJIeHHSI O BHECEHHH HE3HAYHMMEBIX
u3MeHeHui [A tuna u (wnm) [Ayy Tuna

2.1.1. B yBenomurenpHOM mnopsiike (0€3 SKCIEePTH3BI) MOXET OBITH
IOJaHO 3asiBJIEHHE TOJILKO O BHECEHHMM H3MeHeHMs A Tuma wu (uam)
usmenenuss IAyy Tuna. Ecinu  3asBiieHHE  JTONOJTHUTENIBHO — COAEPIKHT
U3MEHEHHs, He OTHOCAIMECs K  YKa3aHHBIM  THIIAM, OKCIEPTH3a
OCYLIECTBIISIETCS B IOPsJIKE, YCTAHOBJIEHHOM B Hactosmux [lpaBuiax s
COOTBETCTBYIOLIETO TUIIA U3MEHEHUH ¢ Y4YEeTOM IIOJIOKEHHUH ab3aria BToporo
nysnkrta 1.7.1 Hactosnux [IpaBu.

Honoynnenre V k Hacrosamum IlpaBuimam  coaepKuT mnepeyeHsb
U3MEHEHHUH, KOTOPble HEOOXOMMO paccMaTpUBaTh B KaueCTBE HE3HAUMMBIX
usmeHenui A Ttuna. JlepkaTenb AOJDKEH MOJATh 3asBICHHE O BHECEHUH
TaKHX U3MEHEHUH B TeyeHHe 365 KalleHJapHbIX JHEH cO JHSA UX pealn3aluu
(mpouenypa «caenail u pacckaxu»). B uemsix oOecniedyeHus HEMPepLIBHOIO
HaJ30pa 3a JIEKApCTBEHHBIM IIpENapaToM B OTHOLICHWH HEKOTOPBIX
HE3HAUMMBIX HM3MEHEHHMU TpeOyeTcs OTNpaBKa yBEJOMIJIEHUS B CPOK, HE
npepblmaommi 20 pabouux JHed ¢ gaTel UX peanuszalnuu (M3MEHeHHs
[Apy Tuna). Ilpn 5ToM 1151 HE3HAUMMBIX M3MeHeHu# [A Tumna, npuBoAsAIIUX
K MepecMOTpy HMH(OpMAalMM O JIEeKapCTBEHHOM IMperapare COrIacHo
nyHkty 1.6.1 Hactosumx IlpaBun winm BHMsIOIIMX Ha WHGOPMAIHIO,

COJIEPIKAIIYIOCSl B €IMHOM PEECTpe 3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX
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cpenctB Coroza (namee — eOUHBIA peecTp), 3asBIEHHE O BHECEHUU
U3MEHEHUH HeoOXOAMMO TMpeACTaBUTL [0 peaju3alid  H3MCHEHUH.
Peanuzanus TakuxX M3MEHEHUMH BO3MOXKHA TOJIBKO IIOCJIE BHECEHUS
YIOJTHOMOYEHHBIM OPraHoM (DKCIIEPTHOH OpraHusanuei) pedepeHTHOro
rocyJlapCcTBa M rocylapcTBa NpH3HAHUS (IIPU HAJIMYMKM) COOTBETCTBYIOLMX
CBEJIEHUM B €IUHBIN peecTp.

Ecnu perucrpanuoHHoe 10Che JOMNOTHUTENBHO COASPIKHT U3MEHEHMHS,
HE YKa3aHHBIC B 3asiBJICHUM O BHECEHMM H3MEHEHUH W HE OTHOCSIIHECS K
M3MEHEHHMSIM  YBEJOMMTENILHOINO  XapakTepa, YIOJHOMOYEHHBIH opras
(3kcrepTHas opraHu3anusi) peepeHTHOr0 IOCyIapcTBa OTKIOHSET TaKOe
3asBJICHME B CpOK, He mpeBblmatonmi 20 paboumx aHeHd ¢ [Oarsl ero
NOIY4€EHUs, U MHPOPMUPYET B IEKTPOHHOM BHJIE 3aSBUTENS U MIOCPENCTBOM
MHTErPUpPOBAaHHOH  MH(QOpManuoHHOH  cucrembl Coroza  (gmajee  —
HHTETPUPOBAHHAss CHCTEMAa) COOTBETCTBYIOIIME OpraHbl  OCYIapCTB
NpU3HAHUA 00 OTKa3e BO BHECCHHWM W3MEHEHHH YBEIOMUTEILHOIO
xXapakrepa.

Henpencrasnenue Bcedl HEOOXOAUMON HOKYMEHTAllMM K 3asiBIIEHHIO,
JOKYMEHTOB, IOATBEPKIAIOIIMUX oIutaTy cOopa (MOUUIMHBI) 3a BHECEHHE
U3MEHEHHUH, B CIydasix W IOpsJKE, YCTAHOBJEHHBIX 3aKOHOAATEILCTBOM
rOCyJapCTB-4JICHOB, a TaKXe HecoOJIofeHHe YCIOBUM KiacCH(DHKAIMH
U3MEHEHUN SBJIAETCS OCHOBAHUEM [JIs OTKJIOHEHMS 3asiBJICHUSI O BHECEHHH
U3MEHEHHH YBEIOMHTEIBHOIO XapakTepa, MpH 3TOM YIIOJHOMOYEHHBIH
oprad (9KCHepTHas OpraHM3allusl) BIpaBe HalpaBUTh 3asBUTEIIO 3ampoc O
NPEeOCTaBIEHUH HEOOXONMMON NOKyMEHTalUH B CPOK, HE TPEBHIIIAOIIHIT
5 pabouux nHEH.

2.1.2.1lpn BHeCeHUWH He3HAUMMbIX H3MeHeHW#H A Ttuma wu (uin)
[Ayy THNA, B cay4yae €CliM TaKkue U3MEHEHHUS] He NMPUBOIAT K IEPEeCMOTPY

MH(pOpMALMK O JIEKAPCTBEHHOM IIpenapare B COOTBETCTBHH C MyHKTOM 1.6.1
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Hactostuux I[lpaBuy MM He BIMSAIOT Ha MH(POPMAIUIO, COACPIKAIIYIOCS B
CIMHOM peecTpe, 3asBHTENb IPEACTABISAECT B YINOJHOMOYEHHBIH Opran
(5KCIEepTHYIO OpraHu3alyio) pedepeHTHOro ToCymapcTBa  3asBiIEHHE O
BHECEHMM M3MEHEHMH Ha OyMa)KHOM HOCHMTENIe MM B BHIC SJIEKTPOHHOIO
JIOKYMEHTa,  TOAMNMCAHHOIO  3JIEKTPOHHOH  MOJAMHUCHIO  (IJIEKTPOHHOMN
LU(pPOBOH MOJNHUCHIO) B COOTBETCTBHU C 3aKOHOJATENHCTBOM IOCYIApCTBa-
4jeHa, B KOTOPOM OCYILIECTBIIAETCA IOJaya TaKOro 3asiBICHHS, MO (popme
corjiacHo npuiokeHuro Ne 2 k IlpaBuiam peructpalMd M 3KCIEPTH3HI,
JIOKYMEHTBI, IOATBEPKIAOIME OIulaTy cOopa (MONUIMHBI) 3a BHECEHUE
M3MEHEHUH, B ClydYasX H IIOpsiJiKe, YCTAaHOBJIEHHBIX 3aKOHOJATEILCTBOM
rOCy1apCTB-4JIEHOB, @ TaK)Ke IIONPaBKH K COOTBETCTBYIOLIUM pasjejaM U
JOKYMEHTaM  PETHCTPallMOHHOIO  J0oche  (OOHOBIIEHHBIE  JOKYMEHTHI)
U COOTBETCTBYIOIIIHE JIOKYMEHTHI PEerucTpallMOHHOrO JIOCBE,
OOOCHOBBIBAIOIIME BHECEHHME KaXIOTO HM3MEHEHHS M IOATBEPAIOLINeE
cOOMo/IeHUue YCIOBHM B COOTBETCTBHM C JOMOJHEHHEM V K HACTOSIIHAM
IIpaBunam, u (Opu HEOOXOIUMOCTH) MAOKYMEHT, IOATBEPIKIAOIINNN
BAJIMIHOCTh TPEACTABIEHHON BEPCUH (I10CJIE0BATENBHOCTH) 3JIEKTPOHHOIO
PErUCTPALMOHHOTO JOCHE.

IIpy HeoOXOIMMOCTH eAMHOBPEMEHHOI'O BHECEHHMS OJIMHAKOBBIX
MHOXECTBEHHBIX H3MeHeHuW [A Tunma u (wnmm) [Ayy THna 3asBUTEND
NPEACTaBJICT B YMNOJHOMOYEHHBIH Opral (DKCIEPTHYIO OpraHU3aluio)
pedepeHTHOro rocymapcTBa JOKYMEHTHI, YKa3aHHBIe B ab3alax TpeTheM —
naToM nyHkra 1.7.2 Hacrosmux IlpaBun. 3asBurens BrpaBe MpeAcTaBUThL B
YIOJHOMOYEHHBIA  OpraH (SKCIEPTHYIO OpraHu3aluio) peepeHTHOro
rocyZlapcTBa JIOKYMEHTHI, YKa3aHHble B ab3alle MepBOM HACTOSIIEro MyHKTa
WiM B ab3anax TpeTbeM — IaToM mnyHkTa 1.7.2 Hacrosiumx Ilpasm,
B TeUeHHE 365 KaJleHAapHbIX JHEH CO JHS pealnu3alii U3MEHEeHUH B Ciydae,

CCJIM 3asBJICHHBIC HM3MEHEHHS HC INPHUBOJAT K NEPECMOTPY I/IH(bOpMaHI/II/I 0
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JICKapCTBEHHOM Iperapare B COOTBETCTBUM C NMyHKTOM 1.6.1 Hactosimmx
[IpaBun u He oTHOCATCS K U3MeHeHusM [Ayy tuna. Ilpu sToM CPOK MmoJayu
3asIBJICHHUS 3asBUTEJIb PACCYUTBIBAET CAMOCTOSITENIBHO ¢ YUETOM IOJIOKEHU
a03aua nsAroro nmyHkra 1.7.1 Hactosuux Ipasui.

YnonHoMOYeHHBIH opran (3kcrepTHas opraHusaius) pedepeHTHOro
rocyapcTBa IOC/IE MOJIyYeHUs JIOKYMEHTOB, yKa3aHHBIX B ab3alle BTOPOM
HaCcTOSIIEr0 IYHKTa, MPOBOAUT OLEHKY IOJIHOTHI, KOMIUIEKTHOCTH U
MPaBUIBHOCTH O(POPMIICHUS TAKUX JIOKYMEHTOB.

[IpunsiTie peleHnst 0 BO3MOXHOCTH MPUOOIICHHUsI COOTBETCTBYIOMIET
Bepcuu (MOCIEA0BATENIBHOCTH) PETHCTPAIIMOHHOIO J0ChE K JJIEKTPOHHOMY
PETrUCTPAlIMOHHOMY  JIOCh€ IIPUM BHECEHMH HE3HAYUMBIX H3MEHEHUH
YBEJIOMHUTEIBHOTO XapaKTepa, He MPHUBOAAIIMX K IIepecMOoTpy HH(pOpMaIuu
O JICKapCTBEHHOM IIperapare B COOTBETCTBHM ¢ MyHKTOM 1.6.1 Hactosmmx
IlpaBun unu He BIMAIOLMX Ha MHQOPMALMIO, COJEPIKAIIYIOCS B €JHHOM
peecTpe, W pasMelIcHHE CBEIEHHH B eIMHOM peecTpe pedepeHTHBIM
rOCyJIapCTBOM  SIBJIAIOTCS OCHOBAaHUSMHU [UIS MPOJO/DKEHUS pPeau3aliuu
U3MEHEHHs B pe()epEHTHOM I'OCY1apCTBE U TOCYAapCTBax MPU3HAHMUS.

IIpu oTK/IOHEHHMH M3MEHEHUH, yKazaHHbIX B NMyHKTe 2.1.1 u B a63aie
nepBoM IyHkra 1.7.2 Hactosiuux [lpaBun, peanuzaiys TakuxX U3MEHEHUH He
IpeKpaliaeTcss B TeyeHUe 365 KaleHJapHbBIX [OHEH ¢ JaTel Hadajga HX
peanuzanuu. 3agBUTENb 00s3aH IPEJCTABUTH HOBOE 3aSBIIEHHE C YYETOM
IPUYIHHBI OTKJIOHCHHUS! MF3MEHEHHS [0 OKOHYaHUsl YKa3aHHOTO CPOKa.

Ilpy Hanmuuuu cpeou yKa3aHHBIX H3MEHEHMH HM3MEHEHHOH B
YBE/IOMUTEJIBHOM TIOpsiIKE HMH(pOPMalMU O JIEKAPCTBEHHOM IIperapaTte
OJTHOBPEMEHHO ¢ IPHHATHEM peuleHus: o0 ofo0peHuH H3MeHeHUil
YIOJTHOMOYEHHBIH  Opran  (3KCHepTHast OpraHusaius) pedepeHTHOro
rocy/apcTBa  pasMeIlaeT M3MEHEHHYI0 B YBEIOMHTEIIBHOM MOpSAJKE

I/IHCI)OpMaLIHIO O JICKapCTBEHHOM IIp€rnaparc H CBEIACHUS O BHECEHHHU
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M3MEHEHHUH B €IMHOM PEECTPE B COOTBETCTBUHU C MOPSIKOM (POPMUPOBAHMS U
BEJICHHUSI €IMHOTO peecTpa.

[Ipy BHeceHMHM H3MEHEHHH YBEJOMHTENBHOIO XapakTepa IIo
pesynapTaraM — OLIEHKM IIOJHOTBHl, KOMIUIEKTHOCTM M IPaBMJILHOCTH
opopmIieHHs  TIPEeJCTABJIEHHBIX JOKYMEHTOB YIOJHOMOYEHHBIH opraH
(oKcmepTHas opraHusauus) pedepeHTHOro TrocynapcTBa B CPOK, He
npespimaomui 20 pabounx JHeH, NIpUHUMaeT pelieHHe U HHPOPMUPYET B
SJIEKTPOHHOM BHUJE 3asiBUTENS] U MOCPEACTBOM HHTETPUPOBAHHON CHCTEMBI
COOTBETCTBYIOIME OpraHbl TOCYAapCTB TMPU3HAHHS O BO3MOXKHOCTH
npUOOIIIEHUS COOTBETCTBYIOIITUX BepCcUi (mmocnenoBaTeIFHOCTEH )
PETUCTPALIMOHHOIO J0ChE K 3IEKTPOHHOMY PErHCTPALMOHHOMY TOCLE WM
00 oOTKa3ze BO BHECEHMHM HE3HAYMMBIX W3MEHEHHH YBEJOMHUTEIHHOTO
Xapakrepa. B cioy4ae onoOpeHHs H3MEHEHMsl YNOJHOMOYECHHBIH Opras
(okcmepTHas — opraHusauus) pedepeHTHOro TrocynapcTBa  pa3sMelnaer
CBEJIEHHs B €IMHOM peEecTpe, a TaKkKe BKIOYaeT HWHPopMamuo 06
M3MEHEHUAX B COOTBETCTBYIOLIME pa3fielibl 3KCIEPTHOTO OT4YeTa 00 OLICHKE
OezonacHocTH, OS((EeKTUBHOCTM U KadecTBa 10 (OpME  COINIACHO
npunoxennro Ne 16 x IlpaBumam perucrtpanyu v 3KCHEpTU3Ll (nanee —
3KCIIEPTHEIA OT4YeT 00 oOueHKe) (MpH 3TOM YKa3aHHYIO HHGOPMALUIO
IOIIyCKAeTCs BKJIKOYATh B OKCIIEPTHBIM OTYET 110 OLIEHKE NPH ero ouepeaHoi
aKTyaau3alum).

ITocne opoOpeHHss HE3HAUUMOTO M3MEHEHHS YBEAOMUTEILHOTO
xapakrepa (u3MeHeHud IA m [Ayy TUIOB, He MPUBOISALIMX K MEPECMOTPY
MH(OPMaLMK O JIEKAPCTBEHHOM IIpenapare B COOTBETCTBHM ¢ IyHKTOM 1.6.1
Hacrosux llpaBun) unu u3MeHeHUs, He BIMSIONIETO HA HHPOPMALHUIO,
colepxallylocs B €IMHOM  peecTpe, YMNOJHOMOYEHHBIM  OpraHom
(okcrIepTHOM  opraHuzanueii) pedepeHTHOro TrocyaapcTBa  3asBUTEINb

npeacTaBisgeT B TedeHwe 20 paboumx JHeH C JaThl Takoro Ox00OpeHHs
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B YIOJHOMOYEHHBIH OpraH (9KCHEpTHYIO OpraHH3al{io) IocyJapcTBa
NPpU3HaHKWs 3asBJI€HWE, JOKYMEHTBl, MNOATBEP)KIAIONIME OIIaTy cOopa
(MOLUTMHBI) 32 BHECEHUE U3MEHEHUH B Cllydasx M MOPSIKE, YCTAHOBIEHHBIX
3aKOHOJATENBCTBOM TOCYJapCTB-YJIEHOB, IOIMPAaBKH K COOTBETCTBYIOLIUM
pasjenam M JOKyMeHTaM 1 MozyJis perucTpaiMoOHHOTO J0Che (0OHOBIIEHHBIE
JOKYMEHTEI) B COOTBETCTBUU C JIONOJHEHHEM V K HacTosum [ Ipasuam.

YTOJHOMOYEHHBIH OpraH (3KCIepTHas OpraHu3alus) ToCyJapcTBa
MPU3HAHUS NPUOOINAET COOTBETCTBYIOLIYIO BEPCHIO (IOCIEIOBATENLHOCTS)
PErruCTPalMOHHOTO JOChe K DIIEKTPOHHOMY PETrHCTPAllHOHHOMY JOChE U
OOHOBIIsIET HH(POPMAIUIO B €JMHOM peecTpe.

2.1.3. Ilpu BHeceHMM He3HAuYUMMbIX H3MeHeHHH A Tuma u (uam)
IAny THIIa, B TOM YHCIIE B Cllydae, €CJIM 3asBIeHHbIE H3MEHEHHUsI TIPUBOIAT K
nepecMOTpy HH(GOpPMALUU O JIEKAPCTBEHHOM TIperapare WM BIHSAIOT Ha
MH()OPMAIHIO, COJEPIKAILYIOCs B €INHOM PeecTpe, 3asiBUTENb OJHOBPEMEHHO
MPEICTABIIAET BO BCE YIIOJIHOMOYEHHBIE OPraHbl (3KCIEPTHBIE OpraHU3aLuK)
roCyIapCTB-YJIEHOB, B KOTOPLIX 3aperuCTPUPOBAH JIEKAPCTBEHHBIH Mpernapar,
3asgBJIEHHE O BHECEHUM H3MEHEHUH Ha OyMa)KHOM HOCHTEJIE WM B BHIEC
DJIEKTPOHHOTO  JOKYMEHTa, IIOANMCAHHOTO  JJEKTPOHHOM  IOIHCHIO
(71eKTpOHHOH LKU(POBOH MOJIKMCHIO) B COOTBETCTBUM ¢ 3aKOHOAATEIILCTBOM
roCylapcTBa-ujaeHa, B KOTOPOM OCYLIECTBIISIETCS M0/iaya TaKOro 3asBIEHMUSI
no ¢opme cormacHo mnpunoxkenuto Ne 2 x IlpaBuiam perucTpanun
M OKCIEPTHU3bI, U JOKYMEHTHI, MOATBEPKAAIOIINE OIuIaTy c6opa (MOLUIUHE)
32 BHECEHHE W3MEHEHMH, B ClIy4yasXx U TMOpPSIKE, YCTAHOBJIEHHBIX
3aKOHOJATENLCTBOM TOCYIapCTB-YJICHOB.

B ymonmnomoyeHHBIH ~— opraH  (9KCHEPTHYIO  OpraHH3aluio)
pedepenTHOro rocyapeTea 0JJHOBPEMEHHO ¢ YKa3aHHBIMH B ab3alle epBOM
HACTOSILEr0 IyHKTA JOKYMEHTaMM IIPEJCTABISIOTCS COOTBETCTBYIOIME

HJOKYMEHTBI  PCTHCTPALMOHHOIO  10ChHE, OGOCHOBBIB&H)HII/I@ BHCCCHHC
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U3MEHEHUs M IOJATBEPXKAAIOIIME COONMIOJCHUE YCIOBHH B COOTBETCTBUU
¢ ponosHeHueM V K HactosmuM IlpaBunaM, MonpaBku K COOTBETCTBYIOLIUM
pasjenaMm W JIOKYMEHTaM perucTpaldoOHHOro jaocke (0OHOBJIEHHBIE
JOKYMEHTBI) M (IpM HEOOXOOUMOCTH) HOOKYMEHT, IOATBEPIKIAIOMINI
BaJIMJHOCTh IPeOCTaBIISIEMOH BEPCUHU (rmocnenoBaTeNbHOCTH)
BJIEKTPOHHOTO  PETMCTPALMOHHOIO JIoche. B ymomHOMOUYEHHBIE Opraml
(3KCIepTHBIE OpraHW3allMM) TOCYJapcTB HPH3HAHUS 3asBUTENb  (IIpH
HeOOXOJUMOCTH) JIONOJHUTENBHO MPE/ICTABISAET IOKYMEHTHI MOAyIs 1,
ciequuuHBIe JUIsl TOCYJapcTBa TMPHU3HAHUS, OTHOCSIIUECS K BHOCHMBIM
WU3MEHEHUsAM, U  (WIu) JOKYMEHT, IIOATBEPXKAAIOIIUNA  BaJIMIHOCTE
IpeJICTaBIIIEMOM BEPCUHU (mocnenoBaTeIbHOCTH) BIEKTPOHHOTO
PErUCTPALHOHHOTO JI0ChE, COJAEp)Kalled MOKYMEHTHI, crnenu(HUHLIE s
rocy/1apcTBa MPU3HAHUS.

VYIIONHOMOYEHHBIH OpraH (9KCIepTHasi OpraHu3aims) pedepeHTHOro
rocyapcTBa IOCie IMOJNyYeHHs NOKYMEHTOB, yKa3aHHBIX B a03ale BTOPOM
HACTOSILLErO IIYHKTa, IPOBOJMUT OIIEHKY TIOJHOTBI, KOMIUIEKTHOCTH W
[IPaBUJIBHOCTH O(POPMIIEHHUSI TAKHX TOKYMEHTOB.

2.1.4. YnonHOMOYEeHHBIH oprax (sxcnepTHas OpraHu3zaiusi)
pedepeHTHOro rocyapcTBa He 1o3jiHee 5 pabouuX AHel ¢ HaThbl NPUHATHS
pelieHus, ykasaHHoro B nyHkre 2.1.2 Hactosmmx IlpaBui, oGecneunBaer
COOTBETCTBYIOLIMM OpraHaM TOCYAAapCTB HpPHU3HAHUS JIOCTYN K OOChE Ha
M3MEHEHUE OCPEACTBOM UHTETPUPOBAHHON CHCTEMEL.

[Io pesysibTaraMm OLEHKH 3asBJIEHUS U TOKYMEHTOB PErHCTPalHOHHOTO
JOCbe Ha W3MEHEHHWEe YIOJIHOMOYEHHBIH opraH (3KcrepTHas OpraHH3aiis)
pedepeHTHOro rocyjapcTBa B Cpok He mnosjgHee 20 paboumx aHeH ¢ 1aThl
MOJIyYeHUs] JIOKYMEHTOB, YKa3aHHbIX B a03alax IIepBOM M BTOPOM
nynkTa 2.1.2 nacrosumx IlpaBun, npuHuMaeT pereHue 00 om100peHUH HITH

00 OTKJIOHEHHMH 3asBJIEHHS O BHECEHHHM M3MEHEHHMH H HHOOPMHUPYET O
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PUHSATOM pelieHun rocyjapcTra IpPU3HAHMS MOCPECTBOM
MHTEIPUPOBAHHOM CHUCTEMBI, a TakKe BKJIIOYAET HHPOpMAIHIo 00
M3MEHEHUSX B COOTBETCTBYIOLIME pa3Jiesibl 3KCIIePTHOIO OTYETA IO OLIEHKE
(IIpy 5TOM YKa3aHHYX MH(OPMAlLMIO JOMYCKaeTCsl BKIIOYATh B OTYET IIPH
€ro o4yepeqHON aKTyalru3alum).

["'ocynapeTBO NpU3HAHUS B CPOK, HE IPEBBIIAIOLIUEN 15 pabounx mHeil
C JaThl NOJIyYEHHUs 3asBJIEHHUs O BHECEHUHM H3MEHEHHHA M JIOKYMEHTOB OT
3asBUTENA, YKa3aHHBIX B a03alle BOCBMOM I1yHKTa 2.1.2 Hactosmux [Tpasui,
a TakKe JOCTyNa K MaTepuallaM PerucTpalUOHHOrO IOChe, MPUHUMAET
peuienne 06 0100peHMH MM OTKJIOHEHUH 3asBICHHUS U HHPOPMHUPYET 06
3TOM 3asIBUTEJIS B 3JIEKTPOHHOM BHJIE.

I'ocymapcerBa npusHaHusl BlipaBe OTKa3aTh BO BHECEHHH M3MEHEHWIN B
cieu(pUYHBIe JJIl HUX JOKYMEHTBI MOJYJS 1 perucTpaloOHHOIO J10ChE B
CPOK, HE IpPEBbIIAIOIIMK 15 pabouyux aHEH ¢ JaThl MOJIyYeHUs 3asBJIEHUS W
JOCTyIa K MarepyallaM perMcTpallMOHHOIO J0Cke, U 00si3aHbl B YKa3aHHbII
CpPOK HMH(OPMHPOBATH 3asiBUTENIEI 00 OTKa3e B PACCMOTPEHUH 3asiBICHUS
c 000CHOBaHHEM €r0 ITPHUYHH.

B ciyyae nOpHUHATHS TOJNOXWUTENBHOTO pELICHHS B CPOK, HE
IpEeBBIIAOIME 5 pabouux JHel ¢ AaThl ero MPUHSTHS, YIOJHOMOUYEHHBIE
oprasbl (3KCIEPTHBIE OpPraHU3allMKM) TOCYIApCTB NPU3HAHHS pPa3sMEILAIOT
COOTBETCTBYIOLIYIO HH(DOPMALIUIO B €MHOM peecTpe, IPH HEOOXOUMOCTH ¢
NPUIOXKEHHEM  H3MEHEHHBIX YTBEPXKAEHHBIX OOLIell  XapaKTepUCTUKU
JIEKapCTBEHHOTO Ipenapara, HHCTPYKLUUU 110 MEIULIUHCKOMY MPUMEHEHHIO,
MakKeTOB YIIaKOBOK, HOPMaTUBHOI'O JOKYMEHTA MO KauyeCTBY, B COOTBETCTBUHU
C NMOpsSIIKOM (POPMUPOBAHUSI U BEJCHUS €IMHOTO PEECTpPa, a TaK¥Ke BBIAAIOT
3adBUTEII0  W3MCHEHHBIE  OOIIYK  XapaKTePUCTHKY  JIEKAPCTBEHHOI'O

npenaparda, MHCTPYKIHIO 110 MEIHIMUHCKOMY  INIPHMEHCHHIO, MAaKeThbl
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YNaKOBOK, HOPMATHBHBIA JIOKYMEHT 10 KayecTBY U (IIpH HEOOXOIUMOCTH)
PErUCTPALIMOHHOE YAOCTOBEPECHHUE.

2.1.5.Tlpy HeOOXOOMMOCTH BHECEHHsS OHOOPCHHBIX TOCYAapCTBOM
IpPU3HAHUS W3MEHEHHH, B TOM 4YHCJEe OJMHAKOBBIX MHOXKECTBEHHBIX
M3MEHEHHH YBEIOMHUTEIBHOIO XapaKkTepa B CleU(pUUHBIE IS rocyaapcTsa
IPU3HAHUS JTOKYMEHTBI MOJYJIsl | perucTpaiiioHHOr0 JOChE, HE BIIMSIOIINX
Ha M3MCHEHUs, ONOOpEeHHBIe pepepeHTHBIM TOCYAapCTBOM, 3asBUTEND
JOJDKEH MPEeNOCTaBUTh B TOCYJapCTBa IMpPU3HAHUS COOTBETCTBYIOLIME
3asBJIEHUs HAa BHECEHHE M3MEHEHWH (IS OJMHAKOBEIX MHOXKECTBEHHBIX
H3MEHEHHH YBEJOMUTEIBHOIO XapakTepa JMJOIMYCKaeTCsl WCII0JIb30BaHue
CONPOBOAUTENBHOTO IIMCEMa O BHECEHHMH H3MEHEHHH YBeJIOMHTEILHOIO
xapakrepa 1 Tuma no ¢opme cormacHo momosuenuro VII k HacTrosmmm
ITpaBuam), DOKYMEHTHI, HOATBEPXJAIONIHE OmiaTy cbopa (MOLUIMHBI) 3a
BHCCEHHE  HU3MEHEHMH B ClOyyasX M [OpsIKe, yCTaHOBJIEHHBIX
3aKOHOJATENbCTBOM  IOCYJApPCTB-4JIEHOB, W  JOKYMEHTBI Mojayns |
PErHCTPAllHOHHOTO JIOChE, CHEUM(UYHBIE MJIsI TOCYAApCTBa  IMPH3HAHMS,
OTHOCSIIAECS K BHOCUMBIM U3MEHEHHSIM.

Cpok paccMOTpEeHHMsl yKazaHHBIX M3MEHEHHH He JOJDKEH IIPEBBIIIATH
20 pabounx nHei. B cnyuae npuHATHA pelieHus 00 0J00peHIH U3MEHEHU B
CPOK, HE€ TNpEeBHILAIOIIUN 5 pabouyux JHeH ¢ [JaThl NPHUHSATHS TAaKOIO
pelieHys, yKazaHHbBIE JOKYMEHTHl MOJUIeKAT Pa3MEIUCHHUIO B €IUHOM

peectpe.

2.2. Ilpouenypa BHeceHMs He3HAUYUMEIX H3MeHenuii IB tuna

2.2.1.B cinyuyae ecnu perucTpaldoHHOE JOChE COMAEPIKHT OJHO WIIHU
HECKOJILKO M3MeHeHHH ToybKo IB Tuna wim rpynmy msmenenuii 1A Tumna u
(umu) IApy THMmA W KaK MHHHEMYM OJHO u3MeHenue IB Tuma, 3asBUTENH

NPE/ICTaBNIsIET B YINOJHOMOYEHHLIH OpraH (SKCHEpTHYIO OpraHu3aldio)
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peepeHTHOro rocyjgapcrBa 3asiBieHHE O BHECEHHHM H3MeHEeHHH Ha
OyMa)XKHOM HOCHTEJIC WJIM B BHJIE DJIEKTPOHHOTO JTOKYMEHTA, IOMUCAHHOrO
DJIEKTPOHHOM  MOANMCBIO  (3NMEKTpOHHOM  1uppoBoOi TMIOAIIUCHIO)
B COOTBETCTBMM C 3aKOHOJATENILCTBOM TOCYylIapcTBa-uieHa, 1o (Gopme
cormacHo mpuiokenuio Ne 2 x IlpaBunam perucTpallid U DKCIEPTHU3H,
JOKYMEHTBI (WM OJIEKTPOHHBIE JOKYMEHTBI), MOATBEPIKIAIONIHE OIIaTy
cbopa (mouwMHBI) 3a BHECEHHE H3MEHEHHMH B cClydasX H IOpsJKe,
YCTaHOBJIEHHBIX B COOTBETCTBHH C 3aKOHOJIaTEIbCTBOM TOCYIAapPCTB-YJIEHOB,
JOKYMEHTBl  PErUCTPAllMOHHOIO  Joche, OOOCHOBBIBAIOIIHE BHECEHUE
KaX0r0 M3MEHEHMs], @ TAKXKE IMOMNPaBKH K COOTBETCTBYIOIIUM pasjenaM U
JOKYMEHTaM PErucTpallMOHHOIO J0che (OOHOBIEHHBIE HOKYMEHTHI) B
COOTBETCTBUH C JomnojHeHueM V Kk HacrosmuM llpaBunam u (mpm
HEOOXOIMMOCTH) JIOKYMEHT, MOJTBEPKIAIOLUH BaJIMIHOCTb
IIpe/ICTaBICHHOM BEPCUH (mocne0BaTEILHOCTH ) AIEKTPOHHOIO
PEerucTpalMoOHHOrO JI0CkE.

B ymoinoMoueHHbIE OpraHel (3KCIEPTHBIE OpPraHU3alMK) I'OCYAapCcTB
IIpU3HAHUS B CPOK, He npeBblmiatoluit 10 pabouwmx mHEH ¢ JaThl [IOJA4YU
3asBJICHUS B pe)epEHTHOE rOCy1apCTBO, 3aSBUTEID MPEJCTABISET 3asBICHHUE
O BHECEHMHM M3MEHEHMH 1o opme cornacHo npuioxeHuto Ne 2 k ITpasuiam
PEruCTpaliy U 3KCIIEPTH3El Ha OyMa)KHOM U (MJTH) 3JIEKTPOHHOM HOCHTENE U
JOKYMEHTBI, ITOATBEpPXKAAIOIIHE oIaTy cbopa (MOIITHHEI) 3a BHECEHHE
WU3MEHEHUH B Clyyasx M MOPsJKe, YCTAHOBJIEHHBIX 3aKOHOIATEILCTBOM
roCyZlapCTB-4IEHOB, a Takke (IpU HEOOXOMUMOCTH) CHElU(BUYHBIE IS
rocygapcrsa MpU3HAHUSA JOKYMEHTBl MOAYJS 1 perHcTpallOHHOIO J0ChE,
OTHOCSILIMWECH K  BHOCHMBIM  M3MEHEHHsM, U  (WIM)  JTOKYMEHT,
[OJTBEPK 1AL K BalUIHOCTh IPeCTaBICHHOM BEPCUU
(mocaen0BaTEILHOCTH ) 3IEKTPOHHOIO PErHCTPaLlMOHHOTO J10Che,

conep}lcaulef’i CHGI_II/I(I)I/I‘{HBIG JUIA TOCyiapCTBa MPpU3HAHKWSA TOKYMEHTEI.
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2.2.2. YIONHOMOYEHHBIH opras (axcnepTHas OpraHu3alius)
pedepeHTHOro rocyapcTsa B CpPOK, He MPEBBIIAIONINN 5 pabouux mgHEl ¢
JaTel 110Jla4d 3asBJICHMS O BHECEHMM W3MEHEHUH TIoclie TMOJTy4YeHHs
JIOKYMEHTOB, yKa3aHHbIX B ab3ane nepBoM myHkTa 2.2.1 Hactosmux [Tpasui,
IIPOBOJUT OLICHKY IOJHOTLI, KOMIUIEKTHOCTH M NMPaBUILHOCTH 0(OpMIICHHS
TaKMX JIOKYMEHTOB U IPUHUMAET pPELIEHHE O BO3MOXKHOCTH TPOBEJIEHHUS
OKCIEPTH3bl  PETUCTPALIMOHHOTO  JIOChE, a TakKe OTKpbIBAeT I
COOTBETCTBYIOLIUX OPraHoB TIOCYJAapCTB IPU3HAHUSL JOCTYI K BepCHH
(1mocse0BaTeIbHOCTH) BIIEKTPOHHOI'O PErMCTPALMOHHOIO JIOChe B paMKax
paccMOTpeHMsl 3asiBJIEHUSI O BHECEHMHU U3MEHEHHH C MCIOJIb30BaHUEM
CPEICTB HMHTErPUPOBAHHOM CUCTEMBbl WJIM [0 3alPOCy COOTBETCTBYIOLIMX
OpraHOB I'OCYJIAapCTB IIPU3HAHUS B CPOK, HE MPEBBIIAIOLINNA 5 pabouynx maHel
C J1aThl MOJIYYEHHUsI YKa3aHHOTO 3anpoca.

YIOJHOMOYEHHBIH Opral (9KclepTHas OpraHuzauus) pedepeHTHOTo
rocyjjapctea B TedyeHue S5 pabouux JHEH ¢ [JaThl 3aBepIICHUS OIEHKH
[I0JIHOTBI, KOMIUIEKTHOCTH M NPAaBUJIBHOCTH O()OPMIIEHHUS TMPeACTaBICHHBIX
JOKYMEHTOB BIIpaBe€ HallpaBUThb 3alpoc 3asBUTENI0 00 YTOYHEHUH
NPEJCTABIEHHBIX CBEJEHUH M (MIHM) O HEOOXOAUMOCTH IIpe/CTaBIEHHUs
JOTIOJIHUTENBHBIX MaTEPUAIOB.

3asgBUTENO IpenocrapisieTcss He ©Oonee 90 paboumx [gHeH, He
BXOJSIIUX B CPOKH IPOBEJIEHUS] DKCHEPTH3BI PEerucTPallMOHHOIO H0ChE U
NPOBEJEHUS] TPOLENYypbl BHECEHHS HM3MEHEHUH, Ha IIpe/cTaBleHHe
HEOCTAIOIMUX MaTepHalOB pPEerucTPalMOHHOrO JIOChe M0  3aMeYaHHUsIM
YIIOJJHOMOYEHHOIO OpraHa (DKCIEpTHOM opraHuzaunuu) pedepeHTHOro
rocygapcrsa. CpOK OLEHKH YIOJIHOMOUYEHHBIM OpPraHoOM (9KCIEepPTHOM
OpraHu3zalueii) pe)epeHTHOro rocyiapcTBa OTBETa Ha YKa3aHHBIH 3anpoc He

JIOJDKEH MpeBbIIaTh 5 pabouux qHEH.
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Ecnu  perMcTpalilMOHHOE  JIOChe Ha M3MEHEHHE COOTBETCTBYET
nynkry 2.2.1 Hactosummx IlpaBui, ymonHOMOYEHHBIH opraH (9KcnepTHas
OpraHuMsanusi) pepepeHTHOro rocyiapcTBa B TeueHHe 5 paboumx gHel c
JaThl 3aBEPIIEHHMS OLEHKH IIOJIHOTHI, KOMIUJIEKTHOCTH M IPaBUILHOCTH
o(opMIIeHHS] MPEJCTABIEHHBIX JTOKYMEHTOB HAlPaBISIET PETHCTPALMOHHOE
JIOCh€ Ha BHECEHUE U3MEHEHU JUUIsl IPOBECHUS DKCIIEPTH3HI.

2.2.3. DKcnepTU3a PEruCTPALMOHHOIO JOChE MPOBOAUTCS DKCIIEPTHOM
OpraHu3alUeil IMocjie OLIEHKH ITOJIHOTHI, KOMIIJIEKTHOCTH U IPaBHIILHOCTH
ohOpMIIeHHs NPEJCTABIECHHBIX TOKYMEHTOB B CPOK, HE IIPEBBILIAIOIUIL
30 paboumx nHeH c OaThl MOJNYUEHHs] COOTBETCTBYIOWIETO 3afjaHHs HIIH
pELICHHs YIIOJIHOMOYEHHOTO OpraHa (SKCIepTHOH opranuzanuu). C yueToMm
IOJIOXKEHUH ab3aleB TpeThero M mAroro myHkra 1.7.1 Hacrosimumx Ilpasun
CPOK TPOBEJIEHHs] SKCIIEPTU3EI MOXET OBITh IPOMIEH OKCIEPTHOM
opranuzaiuen 1o 60 padbounx gHEH.

B TeyeHue cpoka NpOBEIEHHUS SKCHEPTH3BI SKCIEPTHAS OpraHMU3alus
pedepeHTHOrO rocysapcTsa BIIpaBe HAIPaBUTh 3asBUTEII0 HA OyMajKHOM
HOCHTENE W (MAM) B 3JIEKTPOHHOM BHJAE 3alpoc O IIPENOCTABICHUU
HENOCTArOIIEH JOIOJIHUTENbHON MH(pOPMAaLUK, HEOOXOMUMBIX pa3bsiCHEHUH
IO MPENCTaBJICHHLIM JOKYMEHTaM W JaHHBIM PETUCTPALMOHHOIO JIOChE
(B TOM uHClIe IMPEMIOKEHWH O BHECEHHHM W3MCHEHHM B  OOILyIO
XapaKTCPUCTUKY  JIEKAPCTBEHHOIO  Ipernapara,  MHCTPYKLMIO IO
MEIUIMHCKOMY  IPUMEHCHMIO, MAaKeThl  YNAaKOBKU  JIEKAPCTBEHHOIO
npenapara, HOPMATHBHYIO JOKYMEHTAlMIO I10 KAa4yeCTBY MJIM HHBIE
JIOKYMEHTHI perMCTpaﬁHOHHoro nockbe). Cpok MpeAcTaBIeHHsI B roCy1apcTBa
NpU3HAHUS 3agBUTENEM OTBeTa Ha YyKa3aHHBIA 3allpoc He JOJDKEH
npeppimath 90 pabounx JHeH, BKitoyas noaady JOKYMEHTOB, CreLU(pUIHbIX
AN OTUX  rocyjaaperB  npusHanus (npum  HeoOxomumoctH). Cpok

NPEICTaBI€HUs  3asBUTENIEeM JOKYMEHTOB IO  3alpocy  OKCIEPTHOM
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OpraHu3allii HE BXOJMT B CPOKH MpPOBEAEHHS SKCIEPTH3bl. B ciydae
HETIPE/ICTABJIEHHs 3asBUTENIEM B YCTAHOBIICHHBI CPOK OTBETA Ha 3aIpoc
OKCIIEPTH3a NPEKpaIlaeTcs, 3aKiloueHHe O HEBO3MOXHOCTH BHECEHUS
W3MEHEHHH B PErMCTPallMOHHOE 10Che B TeueHHe 14 paGouyux nHel ¢ maThl
MPEKPAIEHUs. OKCIIEPTH3bl HANpaBIIAETCs B  YINOJHOMOYCHHBIH oOpran
(9KCHEpTHYIO OpraHM3aLUI0) peepeHTHOro roCyJapcTBa, 3asBUTENIO M B
rocyJiapcTBa MpU3HAHMUSIL.

I[To pesynbraTam 5KCNEpTU3bl aKTyalTU3UPYeTCs SKCIIEPTHEIN OTYET 10
oleHKe. B TekcTe 3akiMOYeHHS O BO3MOXHOCTH BHECEHHS H3MEHEHHt
NPUBOAMTCA HH(GOpPMAIMsA O COOTBETCTBYIOLIEH 3asiBIEHHIO BEpPCHH
(1mocyen0BaTeIbHOCTH ) SIEKTPOHHOTO PErHCTPAILIMOHHOTO TOChHE.

AKTyalnu3MpOBaHHBIA 3KCHEPTHBIH OTYET MO OIIEHKE II0CPEICTBOM
MHTEIPUPOBAHHOM  CHUCTeMBl WM  MOPSIMOTO  B3aUMOJEHCTBHS IO
TEJIEKOMMYHHKAMOHHBIM KaHallaM CBSI3M HANpaBIIETCS B OKCIIEPTHBIE
OpraHu3alid  TOCYJapCTB-WICHOB, B  KOTOPBIX  3aperMCTPUPOBAH
JIEKapCTBEHHBIA  mpemapaT. B ciiyyae HEBO3MOXXHOCTH  NpU3HAHHS
SKCIIEPTHOTO OTYeTa IO OIeHKEe YIOIHOMOYEHHBIH opraH (dKcrepTHas
OpraHusalnys)  TIOCyJapcTBa  IpPU3HAHMS  BIOpaBe  OOpaTHTBCS ¢
COOTBETCTBYIOLIMM 3allpoCOM B YIOJHOMOUYEHHBIH oOpraH (9KCHEPTHYIO
OpraHu3aluio) peepeHTHOTO ToCyIapCTBa.

Koncynbranuu MexIy yHNOJHOMOYCHHBIMH OpraHaMiu (9KCIEepTHHIMH
OpraHu3alusMH) peQepeHTHOrO0 TOCYAapcTBA ¥ TOCYAAPCTB  IIPU3HAHMS
OCYILECTBJIAOTCS (IpY  HEOOXOOMMOCTH) C HCMOJBb30BAHHEM CPEJICTB
WHTErPUPOBAHHOM CUCTEMBI UM IIOCPE/ICTBOM MPSIMOIO B3aMMOJIEHCTBUS T10
TeIeKOMMYHHUKAIIMOHHBIM KaHaJIaM CBSI3H.

B cnydae ecnm rocyaapcTBo mpu3HaAHMS B TedeHue 15 pabouux aHeit

C JIaThl IIOJIYYCHHS 3aKJIFOUYEHHUSI O BO3MOXKHOCTH BHECEHHS M3MCHCHUIH He
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HaIpaBgeT B PEPEPEHTHOE TOCYJAPCTBO MOTHBUPOBAHHYIO IO3ULHIO
C YKa3aHHeM IIPHYMH HECOITIACH s, 3aKIFOUEHHE CUUTAETCsI 0OJ100PEHHBIM.

ODKcIlepTHast oOpraHusauusi peQepeHTHOro TroCylapcTBa B TEYEHHE
10 paGoumx pnHed ¢ paTel MOJYy4YEHHS OT MOCIEIHEr0 W3 TOCYAApCTB
NpU3HAaHKUS JOKYMEHTOB, YKa3aHHbIX B a03ale YeTBEPTOM HACTOSIIEro
IIyHKTa, BIIPABE BHECTU M3MEHEHMsI B 3KCIIEPTHLIH OTYeT MO OleHKe U (WIIn)
MPOBECTH KOHCYJIbTALMK € OKCIEPTHBIMH OPraHU3alUsIMM TOCYIapCTB
NIPU3HAHUSA C 1IENIbI0 COTJIACOBAHMUS 3aKJIFOUCHHSI.

Cpoxu, yKaszaHHBIE B ab3alax IIECTOM U CeJIbMOM HACTOSIIEro MyHKTa,
HC YYMTBIBAIOTCS IPH MCYHMCIEHHHM CpPOKa OKCIEPTHU3bl B pedepeHTHOM
rocy1apcTBe.

[Ipr HEomOOpeHnH JIOOBIM M3 TOCYIApCTB MPU3HAHUSA 3aKIFOYEHHS O
BO3MOXXHOCTH BHECEHHsS M3MEHEHMH M HEBO3MOXKHOCTH ydeTa 3aMedaHuit
peepeHTHBIM  rOCYAapCcTBOM, B TOM  YHCIE II0CJA€  IIPOBEIEHUS
KOHCYJIbTAllMH, YKa3aHHeIX B a03alle CeAbMOM HACTOSIIIETO IIYHKTA,
OKCIIEPTHAsE OpraHU3allisl BHOCUT B OSKCHEPTHBIM OTYET IO OLEHKE
MOTHBHPOBAHHYIO IIO3HIHMIO TIOCyJapcTBa MpU3HAaHUA (C yKa3aHHEM
COOTBETCTBYIOIIEr0 IOCYAapCTBA) M 3aBeplIaeT 3KCIEePTH3Y. 3aKIloYeHHe
HaIPaBIISICTCS 3asIBUTEIIO U B DKCIIEPTHEIH KOMMTET.

Cpoxk MNOArOTOBKM M HAlpaBleHHs B YMNOJHOMOYECHHBIH oprad
(3KCIEPTHYIO OpraHM3aluio) pedepeHTHOrO TOCYAapCTBA OKCIEPTHOTO
OoT4YeTa 110 OLEHKE, MOATOTOBJIEHHOIO TIIOCHE MPOBEAEHUS YKa3aHHBIX
KOHCYJIbTAllMH ¢ 3KCIEPTHBIMHU OpraHU3alMsIMU, HEe JIOJDKEH IPEBHIIIATE
00K CPOK SKCIEPTHU3BI, yKa3aHHbIH B a03alle MepBOM HACTOSILErO MyHKTA.

B cinyyae HampaBieHusl 3anpocOB Ha OSTale OLIEHKM IOJHOTEL,
KOMIUIEKTHOCTH M IPaBHJIBHOCTH  O(QOPMIIEHHUSI  TPEJICTaBICHHBIX
JOKYMEHTOB MJIM Ha OTalle 3KCHEepTU3bl JAOChe Ha M3MEHEHHe SKCIEPTHOH

OpraHuzanyeil peQepeHTHOro rocyjaapcTBa HHGOpPMALME O HHUX WU
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[PECTaBIEHHLIC 3asiBUTE/IEM OTBETHl HAMpAaBISIIOTCS B aigpec rocyaapcTs
IIPU3HAHUS.

2.2.4.1lo pesynbraTaM NPOBEJECHHOH 3KCIEPTH3Bl YIOJIHOMOYEHHEIN
opraH (9KclepTHas opraHusaunus) pedepeHTHOTO TocCyIapcTBa B CPOK, He
IPEBBIMIAIOIKMA 5 paboumx JHeH ¢ JarThl TONyYyeHHsS HHPOpPMAIMH OT
MIOCJIEHEr0 W3 TOCYJapCTB IPU3HAHMS C YYeTOM IIOJIOKEHHMM ab3ara
uiecroro mnyHkra 2.2.3 Hactosmwmx llpaBun, npuHumaer pernenuwe 06
0J10OpeHUHU WK OTKIOHEHUU U3MEHEHHUS.

Ilpy OTKIOHEHMH W3MEHEHHs YIOJIHOMOYEHHBIH OpraH (9KCrepTHas
opraHusanus) peQepeHTHOro TroCyAapcTBa YBEAOMIIIET 3asgBHUTENS U
COOTBETCTBYIOIIUE OPraHbl rOCYJapcTB MpU3HAHUS 00 OCHOBAHUAX TAKOTO
pelIeHus B CpoK, He NpeBblaromuil 10 paboynx aHel ¢ NaThl ero NpUHSATHA.

ITpy onoOpeHuM M3MEHEeHMsl YMOJIHOMOYEHHBIH opraH (3KcrmepTHas
opraHu3anus) pe(pepeHTHOr0 TOCyIapcTBa pa3MelaeT CBEAEHUsI O BHECEHUH
M3MEHEHHH B €IMHOM PEECTpe B COOTBETCTBUU C MOPSIKOM POPMUPOBAHUS K
BEJIEHUs €IMHOI0 peecTpa.

2.2.5.B ciyyae ecnu B pe3ynbTaTe BHECEHMS] M3MEHEHHUs TpeOyercs
epecMoTp  MHpOpMaMUd O  JIGKAPCTBEHHOM  IIpernapaTe  COIIACHO
nyHkTy 1.6.1 Hacrosmmx IIpaBun yrosHoMoOueHHBIH opraH (SKCrepTHas
OpraHu3anys) peQepeHTHOro0 TIocyJapcTBa B CPOK, HE IPEBLILIAFOLIUNA
10 pabounx naHel ¢ maThl NPUHATHS pellleHHsT 00 0m0OpeHur M3MEHEeHUs,
yKa3aHHOTo B a03zalie nepBoM IyHKTa 2.2.4 Hacrosiux [IpaBui, pasmeaer
CBEIEHUS O BHECEHWHM M3MCHECHHMS B €/IMHOM pEecTpe ¢ IPUIOKEHHEM
M3MEHCHHBIX YTBEPXKAECHHBIX OOIIEH XapakTepUCTUKH JIEKApCTBEHHOTO
npenapara, MHCTPYKIMM IO MEIUIUHCKOMY IpUMEHEeHHIO (JIHCTKa-
BKJIaJIbIIlIa), MaKeTOB YNAKOBOK, HOPMATHBHOTO JIOKYMEHTa MO KayeCTBY
B COOTBETCTBHHM C TMOPSAKOM (OPMHPOBAHUS M BEHECHHUS €IMHOIO PEecTpa,

a TarxkKE BbIJAACT 3asdBHUTCIIIO HW3MCEHCHHELIC 06Hly}0 XapaKTEpHUCTUKY
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JIEKapCTBEHHOTO Tpernapara, HHCTPYKLUHUIO 110 MEAUIIMHCKOMY ITPUMEHEHHUIO
(IMCTOK-BKJIAJBILI), MAaKeTbl YMAKOBOK, HOPMATHBHBIA JOKYMEHT IO
Ka4yecTBY U (IIpH HEOOXOAMMOCTH) PErUCTPALIMOHHOE YIOCTOBEPEHHE.

2.2.6. B cpoxk, He npesrimatomiuit 10 pabouunx el ¢ HaThl NOAyYeHHS
CBEJICHUH O TIOJIOXKHUTEIILHOM — PEIIEHHH  YIOJHOMOYEHHOI'O  OpraHa
(9KCHEpTHOM OpraHu3auuu) pe(pepeHTHOro ToCy/apCTBa, YKA3aHHOM B
ab3ane TpetbeM MmyHKTa 2.2.3 Hacrosmux [IpaBui, ynomHOMOYeHHBIH oprad
(3KcnepTHasg OpraHM3allksd) IocyJapcTBa-NPH3HAHUS TMPHHUMAET peIIeHUE
O BHECEHHH H3MEHEHHUH, coryiacyer (IpH HEOOXOAMMOCTH) YTBEPIKICHHBIE
pe(epeHTHBIM IOCYapCTBOM H3MEHEHHbBIC JOKYMEHTBI, 3aTparuBalollie
MH(OPMALHIO O JIEKAPCTBEHHOM Tpernapare, a TakKe pasMelaeT CBeeHUs O
BHECEHMHM HM3MEHEHMH B €IMHOM peecTpe. B ciydae ecnu u3MeHeHue
NPUBOJUT K IEPECMOTPY HMH(POPMALUK O JICKAPCTBEHHOM IIpernapare
cornacHo myHKTy 1.6.1 mnacrosmux IIpaBuil ynolHOMOYeHHBIH opraH
(9KCIiepTHAsl OpranuM3alys) BBIIAET 3asBUTEII0 M3MEHEHHBbIE crelr(uIHbIe
AN TOCYyNapcTBa IPU3HAaHMS JOKYMEHTHI U (IIpM  HE0OXOAUMOCTH)

OOGHOBJIEHHOE PErMCTPALMOHHOE YIOCTOBEPEHHE.,

2.3. IIpouenypa BHeCeHUs 3HAYMMBIX M3MeHeHuH 11 Tumna

2.3.1. B cny4ae eciu 3asiBlieHHE COAEPKHT OJHO MIJIM HECKOJIBKO
u3MeHeHuH TonbKo II Tuna nam rpynny usmenenuit IA tuna, u () IAyy
tuna, u (win) IB Tuna u kak MuHUMyM ojiHO m3MeneHue II Tuna, 3asBUTENH
MPENOCTaBIsgeT B YIOJIHOMOYEHHBIM OpraH (dKCHEPTHYIO OpraHH3al{Io)
pedepeHTHOIO rocynapcTBa 3asBliCHHME O BHECEHMHM W3MEHEHMH Ha
OyMaXHOM HOCHUTENIe MM B BUAE BJEKTPOHHOIO JOKYMEHTA, MOAIUCAHHOTO
3JICKTPOHHOH ~ MOAMMCBIO  (DJIEKTPOHHOW  1M(POBOH  MOAMKCHIO)
B COOTBETCTBUU C 3aKOHOJATENLCTBOM TOCyJapcTBa-ujieHa, 10 (opMe

coriacHo npuioxkenuro Ne 2 x IlpaBunam peructpaiviv ¥ 3KCHEPTH3BI Ha
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OyMaKHOM W (MIIH) 3JIEKTPOHHOM HOCHTeIE, TOKYMEHTHI (MJIM 37eKTPOHHbIE
OOKYMEHTEI), IOATBEpXKJarole oryaty cOopa (IMOLUIMHBEI) 3a BHECEHHE
H3MEHEHUH B Clly4yasix M TIOpsIAKE, YCTAHOBJIEHHBIX B COOTBETCTBUU C
3aKOHOJATE/IbCTBOM TOCYapCTB-YJIEHOB, COOTBETCTBYIOLIME JOKYMEHTHI
PETUCTPAllMOHHOIO  J0Che,  ODOCHOBLIBAIOLIME  BHECEHUE  KaXkKIIOro
MU3MEHEHHUsl, a TakXke IIONPaBKM K COOTBETCTBYIOLIMM  pasjeiam
M JIOKYMEHTaM pEruCTPAlHOHHOIO J0Che (OOHOBJIEHHBIE TOKYMEHTHI)
B COOTBETCTBHM ¢ JonojHeHHeM V K HacrosmuMm [IpaBunam u (mpu
HEOOXOIUMOCTH) JOKYMEHT, 10 ATBEPK 10NN BaJIMIHOCTh
MpeCTaBIeHHOH BEpPCUU (TIocie10BaTEILHOCTH) 3JIEKTPOHHOTO
PErMCTPALlMOHHOIO JJOCKE.

B ynojgHOMOYeHHbIE OpraHbl (3KCIEPTHBIC OPraHU3al[iK) IOCYIapCTB
NpU3HAHUs B CPOK, He mpeBblaromui 10 pabouyux mgHel ¢ JaTel Mojgadu
3asBJICHUS] O BHECEHUH M3MEHEHUH B pedepeHTHOE ToCyllapCTBO, 3asgBUTENb
IpPeJOCTaBIISIeT TaKoe 3asBJIEHHE 1O (OPME COINIACHO MNMPHIIOKEHHIO Ne 2
Kk IlpaBuigam perucTpalu © SKCIEPTU3bl Ha OyMaxkHoM M (Miu)
3JIeKTPOHHOM HOCHTEJIe W JOKYMEHTHI, IOATBEPXKAAIoLIde oruiaty cbopa
(TIOILUTMHBI) 32 BHECEHHE M3MEHEHMH B CIly4asX U MOPSAAKE, YCTAHOBICHHBIX
3aKOHOAATENIbCTBOM TOCYAApCTB-YJIEHOB, a Takxke (NpU HEO0OXOIUMOCTH)
AOKYMEHTbl MOy 1 perucrpallMOHHOrO JOChe, CHelU(HYHBIE IS
rocyjapcTBa MpU3HAHHS, OTHOCSIIMECS K BHOCUMBIM HU3MEHEHUSIM, U (HIIH)
AOKYMEHT, TOJATBEPXKAAIOIIUM  BaIMJHOCTh IPEACTABICHHOH BepcHM
(mocnenoBaTeILHOCTH) 5JIEKTPOHHOIO PErUCTPalMOHHOTO J10Che,
cofiepareni creuudpuyHele U TOCYyJapcTBa MPHM3HAHUS JOKYMEHTEI
MOJyJisA | perucTpaluOHHOrO JIOChE.

2.3.2. YionHOMOYeHHBIH opras (3xcmepTHast OpraHu3alus)
pedepeHTHOro rocymapcTBa B CpOK, He MPEBBIMIAIOIME 5 paboumx Heit

C JaTbkl TIPCACTABJIICHUS JOKYMCHTOB, YKa3aHHBIX B 3638.116 IIEPBOM
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nyukta 2.3.1 macrosmmx IlpaBui, MPOBOAMT — OLIEHKY  IIOJHOTHI,
KOMIUIEKTHOCTH M IIPaBMJIBHOCTH  O(OPMIIEHHS  NPEJCTABJICHHBIX
JOKYMEHTOB M IPHHMMAET pEIIEHHE O BO3MOXHOCTH IIPOBELECHMUS
9KCMEPTHU3bl.  YTIONHOMOYEHHBIH  opraH  (3KCIepTHas  OpraHu3aiius)
pe(epeHTHOro rocyaapcTBa OTKpPBIBAET JUISi COOTBETCTBYIOIMX OpPraHOB
rocyapcTB  TPU3HAHUS  JIOCTYNl K  BEPCHU  (I1OCIIEI0BATENLHOCTH)
BIIEKTPOHHOTO  PETMCTPALMOHHOIO J0Che, IMPEACTABJIEHHOH BMecTe ¢
3asBJICHUCM O BHECEHMHM M3MEHEHMH, C HCIOJB30BAaHUEM CpEICTB
UHTEIPUPOBAHHON CHUCTEMBI HIIM 110 3alpOCy COOTBETCTBYIOUIMX OpPIraHOB
roCcy1apcTB MPU3HAHMS B CPOK, HE MPEBBIMIAIOMINK 5 pabouynx JHel ¢ maTsl
II0JIyYeHUs] YKa3aHHOTO 3ampoca.

YTOJHOMOUYEHHBI Opran (DKCIepTHas OpraHu3anus) pedepeHTHOro
rocyjapcTtsa B TeueHHE 5 paboumx JHEHl C Jarhl 3aBepllieHHs OLICHKH
MOJHOTEI, KOMIUIEKTHOCTH W NPaBUIBHOCTH O(QOPMIICHUSI MPEaICTaBICHHBIX
JIOKYMEHTOB ~ BIIpaBE€ HAlpPaBUTh 3allpoc 3asBUTENIO 00 YTOYHEHUU
NPEICTaBIEHHBIX CBENEHHH M (WJIH) O HEOOXOAMMOCTH IpeACTaBICHUS
JOIIOJIHUTEILHBIX MaTepPHAaJIOB.

3agBuTemo ImpepocraBisiercss He Oonee 90 paGoumx OHell, He
BXOIAIIUX B CPOK IPOBEJEHUs 3KCIEPTH3bl PErMCTPAIHOHHOIO JOChE H
MpOLEaypEl BHECEHHMS M3MEHEHWH, Ha [peAcTaBieHHE HEJOCTAIOLIUX
MaTepHaiOB PErucTPallMOHHOIO OChe MO0 3aMEeYaHHsAIM YIIOJHOMOYEHHOI'O
opraHa (9KCIEPTHOH opranuszanuu) pedepeHTHoro rocymaperea. Cpok
OLEHKH  YINOJHOMOYEHHBIM  OpraHoM  (3KCIEpTHOH  opraHu3aiue)
pedepeHTHOro rocyfapcTBa OTBeTAa Ha YKA3aHHBIM 3alpoc He IOJDKEH
IPEBBIIATE 5 pabouux JHEH ¢ AaThl MOTyYEeHHsI OTBETA OT 3asiBUTEIIS.

Ecmu  perucrpallioHHoe J0Che Ha H3MCHEHHE  YIOBIETBOPSET
TpeOOBaHMsIM, yCTaHOBJEGHHbIM myHKTOM 2.3.1 mHacrosmmx Ilpasun,

YIOJIIHOMOYEHHBIH ~ Opra  (9KCIepTHasi OpraHuzaunus) pepepeHTHOro
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rocyZjapcTea B Te4eHHE 5 pabouux JHeill ¢ [JaThl 3aBEPIIEHHMS OLEHKU
MOJHOTHI, KOMIUIEKTHOCTH M IIPABUJIBLHOCTH O(OPMIICHHS IIPEICTABIEHHBIX
JIOKyMEHTOB HAIpaB/SIET PETUCTPALMOHHOE JIOChE Ha H3MCHEHUE JUIS
TIPOBEICHUS SKCIIEPTHUSHI.

B ciyuae HempencTaBieHus 3asBUTENIeM B YKa3aHHBIH B ab3are
TPETBEM HACTOSILEr0 IYHKTa CPOK OTBETa Ha 3alpoC YIOJHOMOYEHHOTO
oprasa (9KCIepTHOH opraHmsaluu) pedepeHTHOro rocynapcTBa Mpoueaypa
BHECEHHUs M3MEHEHUH Npekpailaercs, o 4yeM B TeyeHue 10 pabouux mueii
YBEJOMIISIOTCS  3asBMTENb M  YIOJIHOMOYECHHBIE OpraHsl (SKCIEPTHBIE
OpraHM3alliM) TOCYJapCTB IPHU3HAHUS IOCPEACTBOM WHTErPUPOBAHHON
CHCTEMBI UJIU ITyTEM IIPSAMOTO B3aUMOJICHCTBUS 110 TeIEKOMMYHUKALIMOHHBIM
KaHasam CBSI3H.

Ilpg  HeoOXOOMMOCTH  IMCbMEHHblE  KOHCYJIBTAllMH  MEXIY
YIIOJTHOMOYEHHBIMH opraHaMu (3KCTIepTHHIMH OpraHU3aIHsIMH)
peepeHTHOro rocygapcTBa M TIOCYAApCTB IPHU3HAHHS OCYIIECTBIISIOTCS
C MCTIOJI30BAaHUEM CPEJICTB HHTEIPUPOBAHHON CUCTEMBI WM IIYTEM IIPSIMOTO
B3aMMO/IEHCTBUS 110 TEJICKOMMYHHKAMOHHBIM KaHaJlaM CBSI3H.

2.3.3.B Teuenwe cpoka IPOBEJECHHUS OKCIEPTH3bI 3KCIEPTHAS
opraHuzalys pedepeHTHOro rocyJapcTBa BIpaBe HAIPaBUThL 3aIBUTEIIIO
3allpoCc B IIMCBMEHHOM U (MJIM) OJIEKTPOHHOM BHJIE O HENOCTAOIIEH
(IOMONHUTENBHOM) HH(OPMALUK, HEOOXOAMMBIX Pa3bsICHEHHSX  WIIH
YTOYHEHHAX IPEACTABICHHBIX AOKYMEHTOB M JAHHBIX PErHMCTPAIHOHHOTO
J0Che (B TOM uMCIIe NPENTIOKEHHsS O BHECEHHH M3MEHEeHHH B OOILyIO
XapakTEepUCTUKY  JIGKapCTBEHHOIO  IpemapaTta,  MHCTPYKIHMIO 10
MEIMLUHCKOMY  IIPHMEHEHHIO, MaKeTbl  YNaKOBOK  JIEKAPCTBEHHOTO
npenapara, HOPMATHBHYIO JOKYMEHTALMIO T1I0 KA4eCcTBY MJIM HHEIE
JIOKYMEHTBl PErucTpalMoHHOro aocke). Cpok TIpejCTaBIEHHS 3asBUTEIIEM

OTBETa Ha yKa3aHHLIA 3alpOoC HEe JOJDKEH mpeBblmath 90 pabouux mHEH,



33

BKJIIOYasl [10/1a4y B IOCYapcTBa NPU3HAHUS JOKYMEHTOB, CHICU(PHUHEIX IS
STHX IOCYHapCcTB NpU3HaHuA (mpu HeobxoaumocTH). Cpok mpejcTaBiIeHus
3adBUTEJIEM  JOKYMEHTOB 110  3alpocy  3KCIEPTHOH  opraHu3aunuu
pe(epeHTHOro rocyapcTBa He BXOAWT B CPOKH MPOBEACHUS SKCIIEPTH3HI.
B cnywae nempencraBienust 3asBUTeNeM B yKa3aHHBIH CpPOK OTBeTa Ha
3alIpOC DKCIIEPTHOM OpraHu3aluu peepeHTHOro rocydapcTBa IKCIEpPTH3a
[peKpallaercs, 3aKk/lOYeHHe O HEBO3MOXXHOCTH BHECEHHUsI H3MEHCHMMH
Hanpasjsgercs B TedeHue 10 paboyux JHeH 3asBUTENI0 M TOCYyHapcTBaM
PU3HAHUSL.

2.3.4.1lpy HeOOXOAMMOCTH M MO COIJIACOBAHUIO C 3KCIEPTHOM
OpraHM3aleld pepepeHTHOro TrocyAapcTBa 3asBUTEIb IPEJCTABISET B
YIIOJTHOMOYEHHEIH Opral (SKCHEpPTHYK OpraHu3aiuio) pedepeHTHOro
rocynapcTaa:

o0pa3Lbl JIEKApCTBEHHBIX MPENapaToR;

CTaHAapTHele 00pasibl aKTMBHBIX (hapMaleBTUYECKHX CyOCTaHIMA
W POJICTBEHHEBIX NIpUMeceii (1anee — cTaHaapTHBIE 00pasibl);

crienM(puUecKue peareHThl;

Apyrue Marepuajbl, HEOOXOAUMble ISl MPOBEACHUS J1ab0paTOPHLIX
WCIIBITAHUH. |

He tpebyercsa mpescraBieHre oOpas3LOB JEKapCTBEHHBIX MPEIAPATOB,
CTaHJapTHBIX 00paslloB, CIEUU(PUYECKUX peareHTOB U JPYTHX MaTepHalioB
PH HEBO3MOKHOCTH MPOBEAEHHS TaOOPATOPHBIX UCIBITAHUH B AKCIIEPTHOM
OpraHu3aluy pe)epeHTHOT0 roCyIapCcTBa BCIIEACTBHE:

TPYZIHONOCTYIIHOCTH  00pa3sloB  JIEKApCTBEHHBIX  [Ipenaparos,
CTaHJapTHBIX 00pa3LoB, CEeUU(PUYECKUX PEareHTOB W JIPYrUX MaTepHasoB
(B TOM uWcle IpM MX OTHECEHHHM K KaTreropusivm  opdaHHBIX,

BBLICOKOTCXHOJIOHYHBIX, pa,HI/IO('l)ElpMElHEBTH‘-IGCKHX, HAPKOTHYECKHX,
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NCUXOTPONHBIX WM TPEIHA3HAYCHHBIX ISl JIEUEHHMS] BBICOKO3aTPATHBIX
HO30JIOTUH BCIEJCTBHE UX BBICOKOM CTOMMOCTH);

HEBO3MOXKHOCTH COOJIIOAEHUS YCIOBUH TPaHCIIOPTHPOBKH 06pa3ioB
JICKApCTBEHHBIX TIpEnaparoB, CTaHAAPTHBIX 00pa3loB, CHemH(PpHYECKUX
peareHTOB M JPYruX MaTepHalloB Ha TEPPUTOPHIO TOCYIapCTBa-4JICHA
U (MJIM) UX XpaHEHHUST,

OTCYTCTBHS CIIELHAIILHOIO 00OPYIOBaHUSI U PACXOJHBIX MAaTepUAsIOB
B DKCIIEPTHON OpraHU3alluu;

APYTUX MPUYHUH MO PEIICHHIO YIIOJHOMOYEHHOTO OopraHa (3KCIepTHON
OpraHuzauMu)  peepeHTHOr0  TrocyqapcTBa P BO3HUKHOBEHHH
00CTOATENLCTB HENPEOIOTMMON CHITbI HJIH OOCTOSATENHLCTB, HE3aBUCSIIUX OT
BOJIM CTOPOH, B TOM YHCJIE B CBS3M C OCOOEHHOCTSMH IPOM3BOJICTBA
M KOHTPOJIsI KaueCTBa JIEKAPCTBEHHOIO Mpernapara.

B ykasaHHBIX ciydasXx JabopaTOpHBIE MCIBITAHUS —IPOBOMASTCS
B J1abOpaTOpUM KOHTPOJIS KauyecTBa MPOU3BOAMTENS JIEKAPCTBEHHOTO
npenapara B TPUCYTCTBHM MPEACTABUTENIEH OKCIEPTHONH OpraHu3aluu
WM B KOHTPAaKTHOM j1abopaTopuM, HCIONB3YeMOM IPOM3BOIHUTENEM,
B IIPUCYTCTBUH IPEACTABUTENECH DKCIEPTHOM OpraHu3aLiiu.

B ciyyae HEBO3MOXKHOCTU TIPOBEIEHHUs! J1aOOPATOPHBIX HMCIBITAHHIH
B J1aDOpaTOpHAX KOHTPOJsS KayecTBa IPOM3BOJMTENS JIEKAPCTBEHHBIX
[IpernaparoB HITH KOHTPaKTHBIX  JabopaTopHsx, HCIIOJIb3YEMBIX
OpOM3BOAMTENEM  (IIPM  yrpo3e  BO3HUKHOBEHHs,  BO3HUKHOBEHHH
Ype3BBIYaHHON CHUTYallMd M JIMKBUJIALMU €€ MNOCNHeNCTBHHA u (WiM) IpH
YIpO3€e paclpoCTpaHeHUsl 3a00JIeBaHUM, NPeACTaBIAIOIUX ONACHOCTH JIJIs
OKPYIKaIOIIKX, 3a00JIeBaHMH M MOPAXEHUH, MONYYeHHBIX B pe3yNIbTaTe
BO3J€HCTBHS HEONArONPHUATHBIX MPUPOAHBIX, XHMUYECKUX, OUOIOTMYECKUX,
pajuanMoOHHbIX (aKTOPOB), IPU KOTOPBIX TPHUCYTCTBUE IIPe/ICTABUTENS

BKCHepTHOﬁ Oprann3anii HE MNpCcACTaBIISICTCI BO3MOXKHBIM WU IPpH OAPYI'UX
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00CTOATENILCTBAX (HAIIPUMEDP, CBSI3aHHBIX C OCOOGHHOCTSIMH IIPOM3BOJICTBA
M KOHTPOJIS KayecTBa KOHKPETHOIO JIEKAPCTBEHHOTO Tperapara yKa3aHHBIX
KaTeropyi), 10 COITIACOBAHMIO C YMOJTHOMOYEHHBIM OPTraHoOM (3KCIEPTHOMH
opranusanueil)  pedepeHTHOro  rocyJapcTBa  SKCIEpPTH3a  KadecTBa
NPOBOJUTCS Ha OCHOBAaHMH JOKYMEHTALMU TPOU3BOJUTENS (IPOTOKOJIOB
aHaju3a IPOM3BOJAMTENA), B TOM 4YHCIE C HCIIONB30BAHUEM CPEJICTB
JUCTAaHLIUOHHOI'O B3aUMOEHCTBUS, BKIIFOYAst ayIHO- UK BHIEOCBS3b.

Cpok  mnpencraBneHus  00pasLOB  JIGKAPCTBEHHBIX  IPENaparos,
CTaH/JIAPTHBIX 00pa3loB, CHELU(PHUECKUX PEareHTOB W JAPYTHX MAaTepUasoB
IO COTJIACOBaHMIO C SKCIEPTHOH opraHusanueil peepeHTHOro rocyapersa
(npu HEOOXOMMOCTH) HE YUHTBIBACTCS! IPH UCUMCIIEHUH CPOKA HKCIIEPTU3HI
B pe(hepeHTHOM TroCyapCTRe.

2.3.5. B teuenne 60 pabounx nHeit mnm 80 paboumx nueil (B ciyuae
TPYNIMPOBKA pasHbIX THUIIOB W3MEHEHHMH B paMKax OJIHOTO 3asBIICHHS
O BHECEHMH WM3MEHEHMH) C JaThl MNPUHITHUS peIleHUsl O MpOBEeIeHUH
DKCHEPTU3bl MJIA €O JHS IIOJyYeHHUS COOTBETCTBYIOIIEIO  3aJaHUS
YIOJHOMOYEHHOIO  OpraHa OSKCIIepTHas OpraHu3alms pedepeHTHOro
rocyJapcTBa JOJDKHA aKTyaJM3UpOBaTh SKCIEPTHHIA OTYET 110 OLIEHKE WU
IIOJrOTOBUTH MOTHBUPOBAaHHYIO TO3MIIMIO O HEBO3MOMHOCTH BHECEHHUS
3asBJICHHBIX W3MEHEHUH. B TekcTe SKCIepTHOro or4yera IO OLEHKE
NPUBOJUTCA MH(OPMALUsl O COOTBETCTBYIOLIEH 3asBICHHIO BEpCHUU
(TTocyie10BaTeIBHOCTH ) EKTPOHHOTO PEeruCcTPaliOHHOTO J0Che.
YKa3zaHHBI ~ aKTyaJU3UPOBAHHBIM  OKCHEPTHHIA  OTUET 10  OLICHKE
HalpaB/IAeTCsd B OKCIIEPTHBIE OPraHU3alMK TocyJIapCTB-YICHOB, B KOTOPBIX
3aperucTpupoBaH JIeKapCTBEHHBIH npemnapar, [IOCPECTBOM
MHTETPUPOBAHHON CUCTEMBl MJIM MyTeM TMPSMOTO B3aUMOJEHCTBHSA IIO

TENEKOMMYHHUKAIIHOHHLIM KaHaJlaM CBS3H.
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B ciyuae ecam rocynapcTBo mpusHaHus B TeueHue 20 pabouux jHeid
C [aThl IIOJy4YEHHUsI OSKCIEPTHOrO OTYEeTa II0 OLIEHKE HE HalpasiiseT B
pedepeHTHOEe TOCYIapCcTBO MOTHBHUPOBAHHYIO IO3HMLMIO C YKa3aHHEM
MPUYMH HECOTJIACHsl, OTYET CUUTACTCS OA0OPEHHBIM.

DKcnepTHasi opraHu3alusi pedepeHTHOro TrocyapcTBa B TedYeHHE
15 paboumx nHEH ¢ [arhl MOAY4YEHUsT OT IMIOCHEIHEro M3 TOoCyAapCcTB
NpU3HAHUS MOTHBHPOBAHHOM TO3HMIIMM BIIPAaBE€ BHECTH W3MEHEHHMS B
aKTYaJIM3UPOBAHHBIM OKCIIEPTHBIA OTYET 110 OLEHKE WM IPOBECTU
KOHCYJIbTAlMH C OKCIEPTHBIMU OpPraHu3alusiMU TOCYAapCTB IPU3HAHHS
C IIEJIBIO €ro COrJIaCOBaHMUS.

Cpok cO JHSI HanpapJICHHS] 3KCIEPTHOrO OT4YeTa IO OIEHKE IO JHS
MOJIyUYEHHUS] YKa3aHHOM MOTHBUPOBAHHOW MO3UILMM TOCYJAPCTB IpPU3HAHUS,
a TaKKe CpOK Ipe/CTaBleHUs 00pa3lloB JIEKapCTBEHHBIX IIPENaparos,
CTaHJAPTHBIX 00pa3loB, CNEUU(PUUECKUX PEAreHTOB U APYTUX MaTepUajoB
[0 COTJIACOBAHUIO C OKCIIEPTHOM opraHuzauued pedepeHTHOro rocyiapcraa
(pu HEOOXOAMMOCTH) HE YUUTBIBAIOTCS IPU UCUMUCICHUH CPOKA SKCIIEPTH3bI
B peepeHTHOM roCyapCTBe.

IIpu HeomoOpeHUH IOOBIM M3 TOCYAApCTB MPU3HAHUS DKCHEPTHOIO
oTyeTa IO OLEHKE U HEBO3MOXHOCTU YyueTa 3aMedaHui pedepeHTHHIM
rocyJapcTBOM, B TOM YHCJIE [10CJIe IIPOBEAEHUS KOHCYJIbTAUUM, YKa3aHHBIX
B ab3aue TpeTbeM HACTOSIIEr0 IYyHKTa, SKCIepTHAas OpraHH3alus
peepeHTHOro TrocyAapcTBa 3aBeplIaeT JKCIEPTHU3y W HaNpaBiseT B
YIIOJIHOMOYEHHBIM OpraH rocyaapcrBa-yjieHa, 3asiBUTEN0 U B DKCIEPTHBIHA
KOMHUTET COOTBETCTBYIOLLYIO MOTHBUPOBAHHYIO TO3UIIMIO C YKazaHHEM
rocyJapcTBa NPU3HAHUS, HECOTJIACHOTO C YKa3aHHBIM OTYETOM.

Cpok TMOATrOTOBKM WM HAlpaBlIeHUs] B YIOJHOMOYEHHBIM oOprau
(3KCTIEpTHYIO OpraHU3aIHI0) pedepeHTHOrO rocyJapcTpa

AKTYIN3HUPOBAHHOI'O SKCIIEPTHOIO OTUETA MO OLEHKE HJIH MOTHBHpOBaHHOﬁ
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MO3ULMK O HEBO3MOXKHOCTH BHECEHHUs 3asBJICHHBIX HW3MEHEHHH Iocie
POBEJCHUSI  COrNIACOBaHMs  (IIpM  HEOOXOAMMOCTH) C  BKCIIEPTHOI
OpraHusaluel peepeHTHOro rocy1apcTBa, yKa3aHHOro B ab3alle YeTBepTOM
HACTOSIIETO MyHKTa, HE J0/KeH npeBwelate 60 paboumx aHed,
32 UCKJIFOUCHUEM CJTyYaeB, YKa3aHHLIX B MyHKTe 2.3.7 Hactosiuux [Ipasu.

2.3.6. B cpox, He npesplaromuii 10 pabouynx AHEH ¢ AaThl MOTyYeHUs
aKTyallM3UPOBAHHOI'O OKCIEPTHOIO OTYETa 110 OLECHKE WM IIOJydYeHUS
MOTHBUPOBAHHON II03MUMHM O HEBO3MOKHOCTH BHECEHMS 3asBJIEHHBIX
M3MEHEHHH B PETrMCTPallMOHHOE  JIOChe,  YNOJHOMOYEHHBIH  OpraH
(9KCIiepTHas — opraHuzaunus) pedepeHTHOro ToCyJapCTBa  [PUHHUMAET
pelenue 00 0A0OPEHUH UK OTKIIOHEHUH M3MEHEHHIA.

YIOJIHOMOYEHHBIH Oprad (3KClepTHasi opraHu3aiis) pedepeHTHOro
rocyiapcrea Ipu OTKIOHEHUM H3MEHEHUH yBEIOMIISIET 3asBUTENS WU
COOTBETCTBYIOIIME OPraHbl MOCYJApCTB MPHU3HAHHSA 00 OCHOBAHUSIX TAKOTO
pewenus B TedeHue 10 pabounx qHel ¢ JaThl €ro IPUHSTHS.

B ciy4ae ecnu M3MEHEHHs HPHUBOIAT K IepecMOTpPYy MH(pOpMaIyu
O JICKapCTBCHHOM Tpernapare corjacHo nyHkry 1.6.1 mactosimux Ilpasui,
YIOJIHOMOYEHHBI  OpraH  (DKCIEpTHash OpraHu3auus) pepepeHTHOro
rocyJiapcTBa B TeueHue 5 pabouux JHeH ¢ AaThl NPUHSTHS MTOJOKHUTEIBHOTO
pellleHus, YKa3aHHOro B ab3alle MEepBOM HACTOSIErO MyHKTa, Pa3MeIaeT
CBEJICHUSI O BHCCCHHWM H3MEHEHHH B €IMHOM pEecTpe C MNPHIIOKEHHEM
aKTyalu3upOBAaHHOI'O OKCIIEPTHOrO OTYETa 110 OLEHKEe, YTBEPIKIECHHBIX
M3MEHEHHBIX ~ OOIUeH  XapaKTepUCTHUKM  JIEKApCTBEHHOTO  pernapaTa,
HHCTPYKIUH 10 MEIUIIMHCKOMY IIPUMEHEHHIO (JIMCTKA-BKJIAbIIIA), MAKETOB
YIaKOBOK, HOPMATHBHOI'O JOKYMEHTa I10 KaueCTBY B COOTBETCTBHH C
MOpsAJKOM (DOPMHUPOBAHHUS M BEICHUS €IHHOTO pPeecTpa, a TaKKe BbLIaeT
3aSBUTENIIO  YTBEPKJEHHBIE ~ U3MEHEHHBIE  OOLIYI0  XapaKTePUCTHKY

JICKapCTBCHHOI'O MpernapaTta, HHCTPYKIHIO IO MCECOIUIHUHCKOMY INPHMEHEHHIO
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(JIMCTOK-BKJIABII), MAaKeThbl YMaKOBOK, HOPMATHUBHBIH JOKYMEHT 110
Ka4yecTBY U (IIPU HEOOXOAUMOCTH) PErUCTPALIMOHHOE YAOCTOBEPEHHE.

2.3.77. YII01THOMOYEHHBIH opraH (axcrnepTHast OpraHu3anus)
pedepeHTHOro rocyJiapcTBa BIIpaBe COKPATUTh CPOK, YKa3aHHBIM B abzale
nepBoM myHKra 2.3.5 wHacrosmmx I[IpaBui, B cliyyae CcpOYHOCTH
(6630Tn5raTeanocm) BHECEHUS HW3MEHEHMM WM TMPOJJIUTE €ro Jio
80 paboumx AHEH B OTHOLIEHWH MU3MEHEHMH, 3aKIHYaIOIUXCS B H3MEHEHUH
OJIOOpEHHBIX TOKa3aHWH K MPUMEHEHUIO MM BKIFOYSHUH HOBBIX [MOKa3aHHi
K MPUMEHEHHUIO, a TaKXe C YUETOM IIOJIOKEeHHUH ab3alleB TPEeThero M MsATOro
nyHkra 1.7.1 Hacrosmux [Ipasu.

2.3.8. B cpok, He npebimaomuid 10 pabounx gHeit ¢ gaThl MOayYeHUs
MOJIO’KATEIBHOTO pEIIeHHs, YKa3aHHOro B abzale mIepBoM MyHKTa 2.3.6
HacTOsIIKUX [IpaBuil, yoJIHOMOYEHHbIE OpraHbl (OKCIEPTHbIE OpraHHU3aIliH )
rOCyJapCTB IPU3HAHUS NPUHUMAIOT pPELIEHUE O MPU3HAHUM 3KCIEPTHOIO
oryera [0 OLEHKE, [OJAIOTOBJIEHHOIO 3KCIEPTHOM  opraHu3anuei
peepeHTHOro rocy1apcTBa, U B CPOK, He mpesblmatomui 10 pabounx gHeit
C JaThl €ro IPHHATHUSA, IPUHUMAIOT PELIeHHe O BHECEHUM W3MEHEHHH, MpH
HEOOXOAMMOCTH COIJIACYIOT YTBEPXKICHHBIE peepeHTHBIM TOCYIapCTBOM
U3MEHEHHBIE JIOKYMEHTBI, Kacarouecsi HHPOPMalMHU O JIEKApCTBEHHOM
nperapaTte, pa3MellaloT CBEJEHUS O BHECEHHM HW3MEHEHHH B €IUHOM
peecTpe B COOTBETCTBHUU C TOPSAOKOM €ro (OpMHUPOBAHHS M BEACHUS H
BBIAAIOT  3asBUTEII0  YTBEPXKJAEHHbIE CIelU(HUUHBIE IS TOCyIapcTB
NpU3HaHUS JOKYMEHTBl M (WIM) TpH HEOOXOAMMOCTH OOHOBJIEHHOE
pPETUCTPALIMOHHOE YAOCTOBEPEHHE JIEKAPCTBEHHOTO IIperapara.

2.3.9.B cuyuae dopMuUpoBaHHS Ha 3Tane OLECHKH IOJHOTEL,
KOMIUIGKTHOCTH WM MPaBUWIBHOCTH  OQOPMIIEHUS]  TIpeCcTaBIeHHBIX
JIOKYMEHTOB WJIM Ha 3Talle SKCHEepTU3bl 10Che Ha M3MEHEHHE SKCIEepPTHOM

opranusanueil pepepeHTHOro rocyjapcrsa 3anpocoB MHMOpMalus O HHUX,
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KaK W IIpeJICTaBJICHHbIE 3as4BUTEJIEM OTBETHI, HAIPABJISIOTCS B rOCyAapcTBa
IpU3HAHUSL.

2.3.10. Hacrosimuii  pasznen He NpPUMEHsIETCs, eCJHM 3alpoc  Ha
u3meHenue Il Tunma nomaH B cocTaBe TPYINMbl M3MEHEHHMH, BKIIIOYAIOLIECH
paclIMpeHHe pEerucrpanud. B 9TOM ciyuae MpHMEHseTCs MpoLeaypa,

npegycmorpenHas nyHkTom 4.1.1 Hactosiux [Ipasui.

2.4. PaccmoTrpenye B DKCIIEPTHOM KOMHTETE

2.4.1. Ecnu ynoJIHOMOYEHHBIMU OpraHaMH OIHOTO MIIM HECKOJIBKHX
rOCyapcTB INPU3HAHMS HAIPAaBJICHO 3aKJIOUYEHHE O HEBO3MOXKHOCTH
NPU3HAHUS SKCIIEPTHOrO OTYETA MO OLEHKE, MOATOTOBIEHHOIO 3KCMEPTHOM
opranusanueil  peepeHTHOro  rocyaapcTBa B COOTBETCTBHH  C
nynktamu 2.2.3 u 2.3.5 nactosuux [lpaBui, DKCHepTHBIM KOMHUTETOM B
CPOK, HE IpeBbIIaNMi 60 KaneHIapHBIX [HEHl C AaThl HalpaBjIeHHS
YIIOJIJHOMOYEHHBIMH OpraHaMH IoCyIapcTB MPU3HAHUS TAKOT'O 3aKJIFOYEHUS,
OCYLIECTBIISETCS MPOLENypa YPEryJupoBaHUs Pa3HOIIIACHH B COOTBETCTBUU
C IOpAJKOM, ycTaHOBJIEHHBIM [lonoxennem o0 DKCHEPTHOM KOMHTETE 110
JIEKApCTBCHHBIM  CpeJCTBaM,  yTBep>KAeHHBIM  Pemenuem  Cosera

EBpasuiickoii 5JkoHOMHUYECKOH KoMuccuu ot 3 Hosaopst 2016 1. Ne 75,

III. Buecenne u3MeHEHUH B pETUCTPALIMOHHOE 10Che JIEKAPCTBEHHBIX
MpenapaToB, 3apETUCTPUPOBAHHBIX B 0JHOM (pe(epeHTHOM) rocyaapCcTBe
(HauMoOHAaIbHas Mpoleaypa)

3.1. I[Ipouenypa BHeCeHUS] HE3HAUMMEBIX U3MEHEHU I
IA tuna u (unu) [Ayy THIA
3.1.1. B yBenomutenbHOM mnopsiake (6e3 3KcrnepTusbl) MOTYT OLITh
3asBJIEHBI TOJbKO M3MeHeHus [A tuna u (umu) Ay tuna. Eciau 3asBienue o

BHECCHUMUM  HM3MCHCHHUM COHECPNKHUT  NOIIOJTHUTCIBLHBIC  H3MCHEHH, HC
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OTHOCAINMECS K YKa3aHHBIM THIAM, TaKoe 3asiBICHUE [1OJIBEpraercs
DKCIEPTU3E B IOPsSJAKE, YCTAHOBIEHHOM HacTosuumu [lpaBumamu s
COOTBETCTBYIOIIETO TUIIA U3MEHEHHS,

Hononnenne V Kk Hactoaumm [lpaBunaM colepxuT Kiaccu(HKAIHIO
U3MEHEHHMH, KOTOpble CllelyeT paccMaTpHBaTh B KaueCTBE HE3HAUMMBIX
usMeHenuit [A tuna. [lepxkarens NOJbKeH ModaTh 3asBJIICHHE O BHECEHUH
TaKUX U3MEHEHHMH B T€YeHHe 365 KajleHIapHbIX JHEH ¢ JaThl UX peau3aluu
(mpouenypa «chenall u pacckaxu»). OJHAKO B LEAIX oOeCHedyeHus
HENPEPLIBHOIO  HAA30pa 3a JIEKAPCTBEHHBIM IMPENapaToM HEKOTOPHIE
HEe3HaYMMble M3MeHeHUs1 IA Tuna TpeOyIOT HeMeJIEHHOI'O YBeIOMIIEHHS
YIIOJIHOMOYEHHBIX OPIraHOB (DKCIEPTHBIX OpraHU3alUil) roCyapCTB-4JIEHOB
(ne nmoszgHee 20 pabouux aHeil) mocne peanuzanuu ([Ayy). Ipu stom ms
HE3HAYMMBIX M3MeHeHuH TA Tuna, npuBoAsIIMX K IepecMoTpy HHGMOPMAIHH
O JIEKapCTBEHHOM TIpernapaTe CorjlacHO IyHKTy 1.6.1 Hacrosmmux IlpaBui
WM BIMAOIMX Ha MHOOPMAIMIO, COAEPXKAIIYIOCS B €IUHOM peecTpe,
3asdBJIECHHE O BHECEHHMM M3MEHEHHWH HEeOOXOAMMO MPEJACTAaBUTL 10
peanu3zanuyd U3MeHeHMH. Peanu3anus Takux M3MEHEHHH BO3MOMKHA TOJBKO
[I0CJIE€ BHECEHMS YNMOTHOMOYEHHBIM OpPraHOM (SKCIEPTHOM OpraHu3alueii)
peepeHTHOro rocy1apcTBa COOTBETCTBYIOIINX CBEJCHUH B €JIHHBIN peecTp.

Ecnu 3asBneHne 0 BHECEHUM M3MEHEHUH COAEPIKUT JOMOJHUTE/ILHBIE
M3MEHEHHMs, He OTHOCALIMECS K M3MEHEHUSIM YBEIOMHTEIBHOIO XapakTepa,
YIIOJHOMOYEHHBI  OpraH  (3KCHepTHas opraHuzanus) pehepeHTHOro
rocyapcrBa OTKJIOHSET Takoe 3asBJIEHHE B CPOK, HE IPEBLILIAIOLIUIA
20 pabouux AHeH ¢ JaThl ero Mojy4eHusi, U HHPOPMUPYET B DIIEKTPOHHOM
BUJIE 3asBUTEIIS 00 OTKa3e BO BHECEHUM TaKHX U3MEHEHHHH.

Henpejacrasinenne Bcell HEOOXOAMMOHN JOKYMEHTALWH, MpHIaraeMoit
K 3as4BJIEHHI0O O BHECEHHH H3MEHEHHH, JOKyMEHTOB, MOATBEPIKIAIONIUX

omnary cOopa (IOLUIMHBEI) 3a BHECEHHE M3MEHEHUH B clydasiXx W MOpsKe,
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YCTaHOBJEHHBIX  3aKOHOJAATEILCTBOM  TOCYJAPCTB-UJIEHOB, a  TaKkKe
HEecOOIIO/IeHNE YCIIOBUH Kilaccu(PUKAUWU H3MEHEHHH B COOTBETCTBUHU C
nononnenreMm Il k Hacrosiuum [lpaBunam SBASOTCS OCHOBaHUEM  [JIsl
OTKJIOHEHHsI 3asBJIEHUST O BHECEHUM HW3MEHEHHUH YBETOMUTEILHOTO
XapaKkTepa B PErMCTPAaLMOHHOE Jocke. [Ipu 3TOM ymOIHOMOUYEHHBIH Opras
(oKcrepTHasl opraHu3auusi) peepeHTHOro rocyJapcTBa BIpaBe HANpaBUTh
B Te4yeHHe S5 paboyux [HEH 3asiBUTENO 3alpoc O MPEJOCTaBICHUH
HEOOXO0IMMOM JIOKYMEHTAIHH.

3.1.2. Ilpu BHeceHMM He3HaYMMBIX H3MeHeHUH [A Tuma u (mam)
[Apy THIa, He MPUBOIANIMX K MepecMOTpPy HMH(OPMALMU O JEKAPCTBEHHOM
npernapare B COOTBETCTBUM ¢ IMyHKTOM 1.6.1 Hacroswumx IlpaBun mmu me
BIMSIIOIIMX Ha MH(OPMALIMIO, CONEPIKAIIYIOCS B SIMHOM PEECTpe, 3asBUTEID
MPEeACTaBIsSET B YIOJHOMOYEHHBI oOpraH (9KCIEPTHYH OpraHHU3aLMIo)
pedepeHTHOTO TrocyiapcTBa 3asiBJieHME O BHECEHUH H3MEHEHHH Ha
OyMa)KHOM HOCHUTEJIe UM B BUJE DJIEKTPOHHOTO JOKYMEHTA, ITOAIUCAHHOTO
3JIEKTPOHHOW  TMOANMCBIO  (3NIEKTPOHHOM  LUGPOBOM  MOMMUCEIO) B
COOTBETCTBMM C 3aKOHOAATEIBCTBOM TIOCYyJapcTBa-djieHa, B KOTOPOM
OCYILECTBIISIETCsl  [IOfadya TakKoro 3asiBIeHUs, 10 (OpMe COIJIaCHO
npunoxenuio Ne 2 k IlpaBunaMm peructpanuu ¥ 3KCHEPTH3BI, JOKYMEHTHI,
OATBEp)KAAtOLMe OIIaTy cOopa (MOUUIMHBI) 3a BHECEHHE H3MEHEHHMH B
cllyyasX M TIOps/IKE, YCTaHOBJIEHHBIX 3aKOHOAATEILCTBOM TOCYJapCTBa-
yjieHa, IIONPaBKH K COOTBETCTBYIOIMM pa3fielaM U JOKyMEHTaM
PErUCTPALMOHHOIO J10Che (OOHOBIEHHBIE IOKYMEHTBI), COOTBETCTBYIOIIUE
JIOKYMEHTBl ~ PETMCTPAllMOHHOTO  J0Che, OOOCHOBBIBAIOIIME BHECEHHE
KaXA0ro M3MEHEHHMs] M MOATBEpXKIaloliue CcoOMIofIeHHe YCIOBHE B
COOTBETCTBHM C JONOJHeHHeM V Kk HacrosuM [lpaBunam, u (npu

HE0OXOTUMOCTH ) JIOKYMECHT, MOJATBEPIKAAOITHH BaJIMTHOCTE
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npecTaBsieMOn BEpPCUH (mocnenoBaTEIbHOCTH ) 3IEKTPOHHOIO
PErUCTPALIMOHHOTO JIOCKE.

Ilpy HeoOXOAMMOCTH OJHOBPEMEHHOI'O BHECCHHS OJUHAKOBBIX
MHOXECTBEHHbIX H3MeHeHMH [A Tuma u (unu) IApy THna 3assBUTEND
NPEACTaBIsET B  YIOJHOMOYEHHBIH OpraH (9KCHEpTHYIO OpraHU3alluio)
pedepeHTHOro rocysnapcTaa JIOKYMEHTHBI, NepeyrCIeHHEIE B
a0zamax TpeTbeM — IATOM HyHKTa 1.7.2 Hacrosiux IlpaBui. 3assurens
BIIpaBe NPEACTaBUThL B YIIOJTHOMOYEHHBIN OpraH (3KCHEPTHYIO OpraHU3aliuio)
peEPEHTHOrO TrocyapcTBa JOKYMEHTH, YyKa3aHHble B a03aile MepBOM
HACTOSIIEro IyHKTa WJM B al3amax TpeTheM — IISTOM MyHKTa 1.7.2
Hacrosmux IlpaBui, B Teyenue 365 KaneHIapHBIX JHEH C JaThl peanu3aliiu
U3MEHEHUH B Cllydae, €ClM 3asBICHHBIE W3MEHEHUs] He TPUBOIAT K
nepecMoTpy MH(OpPMalMK O JIEKAPCTBEHHOM IIperapare B COOTBETCTBHH C
nyHkTom 1.6.1 Hactosimux IlpaBUn W He OTHOCATCS K HM3MEHEHHSIM
[Any Tuna. IIpu 3TOM CpoK moa4yu NepBOHAYAILHOTO 3asIBIEHHS O BHECEHUH
WU3MCHEHUH 3asBUTENIb PACCUMTHIBAET CAMOCTOSITENIBHO C YYETOM IOJIOKEHHH
a03aweB TpeTbero u nsaToro nyHkra 1.7.1 nHactosmmumx [pasmui.

VYIOTHOMOYEHHBIM OpraH (3KCIepTHas opraHuzanus) pehepeHTHOro
rocyZapcTBa IOCje IMOJIyYeHHs JOKYMEHTOB, YKa3aHHBIX B ab3alie BTOPOM
HACTOSINIETO ITyHKTa, IIPOBOAMT OLEHKY TOJHOTHI, KOMIIJIEKTHOCTH W
IPaBUIIBHOCTH O OPMIICHHUSI MPE/ICTABIEHHBIX TOKYMEHTORB.

IIpunsaTHe SKCIEpPTHOH opraHusauueil pedepeHTHOro TrocyaapcTBa
pelieHusi O BO3MOXHOCTH MpPHOOIIEHHS COOTBETCTBYIOIICH BEPCHU
(mocaenoBaTeNbHOCTH)  PETMCTPALIMOHHOIO  JOCBE K AJIEKTPOHHOMY
PErMCTPAllMOHHOMY JIOCh€ TIPU BHECEHUM HE3HAYMMBIX H3MEHEHHI
YBEIOMHUTEIBHOIO  XapakTepa, He 3aTparuBalollux HHPOPMALMIO O
JIEKapCTBEHHOM IIpenapare B COOTBETCTBUU ¢ MyHKTOM 1.6.1 Hacrosmmx

HpaBI/IJ'[, H pPa3sMCIICHHE CBC,H,EHI/Iﬁ B CAMHOM peecTpe B YCTAHOBJIICHHOM
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nopsiike  peepeHTHBIM  I'OCYJIApCTBOM  SIBNISIOTCS  OCHOBAaHHEM  JUIs
MPOIOJKEHHS pean3alli H3MEHEHUH B pe()epeHTHOM I'OCy1apCTReE.

IIpy OTKIOHEHMM W3MEHEHMH, yka3zaHHBIX B nyHkre 3.1.1 u aG3aue
nepBoM IyHKTa 1.7.2 Hacroswmux [lpaBun, peanusauust Takux U3MEHEHUN He
IpeKpalaeTcss B TeueHHe 365 KajeHJapHBIX MHEM ¢ JaThl Hayajga UX
peanuszannu. 3asBUTeNb 0053aH MPEICTaBUTL HOBOE 3asBJIEHHE O BHECEHUU
H3MEHCHHH € Y4E€TOM IPUYMHBI OTKJIOHEHHS A0 OKOHYAHMS YKA3aHHOIO
CpoKa.

Ilpn Hanmyum cpeiM YKa3aHHbBIX W3MEHEeHMH HWHQOpPMamuu o
JICKapCTBEHHOM TIpernapare, W3MEHEHHOHW B YBEJOMUTEIBHOM TOPSIJIKE,
OJTHOBPEMEHHO C TMPUHATHEM YKa3aHHOro B ab3ale BTOpoM IyHKTa 1.7.3
HacTosumx IIpaBuil MOJIOXKUTENBHOIO peIIeHUs] YIOJIHOMOYEHHBIM oprau
(9KCmepTHast ~ OpraHuzalusi) pe(epeHTHOro TrocyAapcTBa  pa3Mellaer
YKa3aHHYI0O H3MEHEHHYIO B YBEJOMHTEJIBHOM IOpsiAKe HHOOPMALHUIO O
JIEKapCTBEHHOM IIperapare U CBEJEHHUS] O BHECEHHUH W3MEHEHHH B €JUHOM
peecTpe B COOTBETCTBHH C IOPSAKOM (DOPMHUPOBAHUS M BEACHHS €IUHOIO
peectpa.

[Ipy BHECEHHH HE3HAYMMBIX M3MEHEHHH YBEIOMHTEIIBHOIO XapakTepa
0 pe3yabTaTaM OLEHKH IOJHOTBI, KOMIUIEKTHOCTH M IPaBUILHOCTH
opopMIIeHHsI NPEACTABIEHHBIX [JOKYMEHTOB YIOJHOMOYEHHBIH oprad
(oxkcnepTHas opraHuM3anus) pedepeHTHOro rocymapcTBa HE  TO3/HEee
20 paboyux JjHed ¢ JAaThl WX TMOTYyYeHUS NPUHUMAET pElIeHUE O
BO3MOYKHOCTH NpUOOILIEHHUS COOTBETCTBYOIIUX BEpCHUH
(moce0BaTeNbHOCTEH)  PErHCTPALMOHHOTO  O0ChE K DJIEKTPOHHOMY
PEruCTpallMOHHOMY JI0Che WM 00 OTKa3e BO BHECEHHWHM HE3HAUYUMBIX
MU3MEHEHHH YBEJOMMTE/ILHOIO Xapakrepa M uHDopMuUpyeT 00 5TOM
3asBUTENIS B DJIEKTPOHHOM BHJE M COOTBETCTBYIOIIUE OPraHbl TOCYIapCTB

MPU3HAHMS IOCPEACTBOM MHTEIPUPOBaHHON cuctembl. [lpu omobpenuu
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HEe3HAUMMBbIX ~ H3MEHEHHWH  yNOJHOMOYEHHBIH  OpraH  (9KCrepTHas
OpraHusanus) peepeHTHOr0 rocyapcTBa pasMeIlaeT yKa3aHHbIEe CBEICHUS
B €/IMHOM PEECTPE B YCTAHOBIIEHHOM MOPSIIKE.

3.1.3. B teuenne 20 pabouux AHEH C AATHI MOJyYEHHS YBEAOMIICHHUS
MM 3aSBJICHUsl O BHECEHWH M3MEHEHMH YIOJIHOMOYEHHBIH opran
(oKcrepTHas — opraHM3alus) —pe(epeHTHOro  rocyaapcrBa  IPMHUMAET
pelieHre O BO3MOXXHOCTH  NPHOOIIEHHS COOTBETCTBYIOLIMX  BEPCHi
(TIOCITeIOBATENLHOCTEH)  PETUCTPALMOHHOTO  JIOCE K 3JIEKTPOHHOMY
PETHCTPALIMOHHOMY J10Cbe WM 00 OTKa3e BO BHECEHHM HE3HAYMMBIX
MU3MCHCHUH YBEIOMUTENBHOIO XapakTepa W HHPOPMHUPYET 00 3TOM
3asiBUTEJIS B AJIEKTPOHHOM BHJIE.

[Ipy HaNMMYMK U3MEHEHHOH B yBELOMUTENBEHOM MOPsIKe HH(OpMAIHH
O JICKAPCTBEHHOM IperapaTe B COOTBETCTBUH C MyHKTOM 1.6.1 HacTosIux
IlpaBun  OQHOBPEMEHHO ¢ TPUHATHEM  IIOJOXKHTEIBHOIO  PELUEHHs
YHNOJTHOMOYEHHBIM ~ opraH  (9KcnepTHas opraHusauus) pedepeHTHOro
rocyapcTea pasMeliaeT yKasaHHyl NPUOOLIEHHYIO K PErucTpanuoOHHOMY
JOChC B YBEJIOMMTEILHOM IOPsAAKE MHPOPMAITHIO U CBEACHHS O BHECEHUU
M3MEHEHUH B €MHOM PEECTPE B COOTBETCTBHHU C MOPSAKOM (HopMHpOBaHHUS
U BEJIEHUs €JUHOTO peecTpa.

YTOJTHOMOYEHHBIM Oprad (SKCIIepTHasi OpraHu3zanus) pedepeHTHOro
rocyapcTBa BIIpaBe TPOUIMTL CPOK, YKa3aHHBIE B ab3ale mepBoM
HacTosero myHkra, 10 80 paboyux OHEH B COBOKYITHOCTH B ClIy4ae, e€Clu

3a5ABHTCIIEM IIPEACTABIICHBI MHOXECTBEHHBIC IPYIINIOBLIC U3MEHEHUS.

3.2. Ilponenypa BHeCeHHs] He3HAUMMBIX H3MeHeHui IB tuna

3.2.1. B cmyvae ecnu 3asBleHHE O BHECEHHH H3MEHEHHI COIOEPKUT
oaHo usmenenwe IB Tuma wnm rpynmny usmenenuit A tuma w (wim) [Apy

THIIa U KaK MHHHUMYM OJHO H3MEHCHHE IB THIIA, 3asiBUTEJIb IMPEACTABIIAET
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B YNOJHOMOYEHHBI oOpraH (dKCIEPTHYI OpraHu3aluioo) pedepeHTHOro
rocy/lapcTpa 3asBJIEHHE O BHECEHMM W3MEHEHMM Ha OyMa)KHOM HOCHTEe
WIM B BHAE DJEKTPOHHOIO JOKYMEHTa, IOAMHCAHHOIO 3JIEKTPOHHOI
MOJMUCEI0  (JEKTPOHHOH UUPPOBOH TMOJMHCEI0) B COOTBETCTBUU C
3aKOHO/IaTeILCTBOM rocyiapcTBa-ujieHa, o popme COTJIaCHO
npunoxenuro Ne 2 x IlpaBuiam peructpaluud U 3KCNEPTH3bI, JOKYMEHTEI
(7IEKTPOHHEIE JOKYMEHTBI), OATBEPHIatolIHe omaTy cbopa (MoIIMHb) 3a
BHECEHUE  M3MEHEHUMH B  CilydasXx H  TOpsOKe, YCTAaHOBJICHHBIX
3aKOHOJATEIbCTBOM  YKa3aHHOIO  IOCyJapcTBa-ulieHa,  TOMpaBKd K
COOTBETCTBYIOIIMM pasfielaM M JIOKyMEHTaM pEruCTPAlAOHHOIO J0ChE,
COOTBETCTBYIOLIME JOKYMEHTBEI, OOOCHOBBLIBAIOIIME BHECEHHE KAXKIOTO
MU3MCHEHHUs B COOTBETCTBUU C JONOJHeHUEM V K Hactosiuum [lpaBumiawm,
U (Ipy HeoOXOAMMOCTH) MJOKYMEHT, IOATBEPIKIAIOIINI  BalUJHOCTD
[peICTaBIIsIEMOH BEPCHH (nocnenoBaTeIbHOCTH ) 3NEKTPOHHOTO
PErucTPaliliOHHOTO JJOCKE.

3.2.2. YIOJIHOMOYEHHBIH oprax (oKcniepTHas OpraHu3aIus)
pedepeHTHOrO rocyapeTa He mosgHee S pabovux JHEN ¢ JaThl MOdyYeHHs
3asBJIEHUS] O BHECEHHUH M3MEHEHHHl IpPOBOJUT  OIEHKY IOJHOTH,
KOMIIEKTHOCTH M INPaBUIBHOCTH  O(GOPMIJIEHHS  IpPeICTaBIEHHbIX
JOKYMEHTOB B COOTBETCTBMH € IMyHKTOM 3.2.1 Hactosimux [IpaBui.

B rtedyennme 5 paboumx gHEH ¢ HaThl 3aBepIICHMS OLIEHKH IOJIHOTEHI,
KOMIIJIEKTHOCTH ¥ IIPaBUJIBHOCTH  O(QOPMJIEHUSI  IPeJICTaBIEHHBIX
OOKYMEHTOB  YMOJHOMOYEHHBIA  OpraH  (9KCIEpTHas  OopraHu3arus)
peepeHTHOr0 TrocyAapcTBa BIIpaBe HAIMPABUTH 3alpoc 3asBUTENO 00
YTOUYHEHHH TIPEJICTABICHHBIX CBEAEHUM W (WIM) O HeOOXOZUMOCTH
IPEJICTABIIEHUS] TOMIOJIHUTEIbHBIX MATEPHUAJIOB.

3asgBUTENIO NpeAocTaBisieTcss He Oomee 90  pabounx  JHEH,

HC BXOJAIIMX B CPOK IIPOBEACHHS ODKCIICPTU3LI PETHCTPALMOHHOIO JJOCHE
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U IpoLENypbl BHECEHMS W3MEHEHUH, Ha TIpeACTaBIEHHE HEIOCTAIOLINX
MaTepHUaioB B JIOChE Ha HM3MEHEHHE 110 3aMEYaHHsIM YIIOJHOMOYEHHOTO
opraHa (9KCIEpTHOH opraHmsanuu) pedepeHTHOro rocymapcertsa. Cpok
OLIEHKH  YNOJHOMOYEHHBIM  OPraHOM  (3KCHEPTHOH  opraHu3ammeil)
pedepeHTHOrO rocygapcTBa OTBeTa Ha YKa3aHHBIM 3alpoc He JOJDKEeH
NpeBBILIATh 5 pabounx JHEH.

Ecniu  mocke  Ha  M3MEHEHHe  YIOBJIETBOPSET  TPeOOBaHUSIM,
YCTaHOBJIEHHLIM IyHKTOM 3.2.1 Hacrosmux [lpaBwi, ymoaHoMO4YeHHBIH
opral (dKcIepTHas OpraHu3aims) pedepeHTHOro rocyJapcTBa B TEUEHHE
5 pabouux AHeN c AaThl 3aBEpPIIEHHS OLEHKH IOJHOTHI, KOMIUIEKTHOCTH M
NPaBUILHOCTH OGOPMIIEHHs] IPEACTABIEHHBIX JIOKYMEHTOB HAalpaBisieT
J0ChE Ha BHECEHUE U3MEHEHUH ISl TPOBE/ICHUS SKCTIEPTH3EL.

3.2.3. OkcnepTusa IPOBONUTCS OKCIIEPTHOW OpraHM3aluell B CpOK,
He npespinarommi 30 pabounx AHEH ¢ JaThl MOIyUYeHHs COOTBETCTBYIOIIETO
3a/IaHMsl WM PEIICHHs! YIIOJHOMOYEHHOTO OpraHa rocynapcrea-uieHa. [pu
3TOM C YYETOM IIOJIOKEHHMH ab3aleB TPEeTbero M MATOro myHkra 1.7.1
HacTosmux [IpaBuil cpok MOKeT OBITH NPOJIEH SKCIEPTHOM OpraHuszanueil
pedepenTHOro rocygapersa 1o 60 pabouux jgHeE.

B Teuenue cpoka IPOBEJECHUS HKCMEPTH3BI IKCIIEPTHAS OpraHMU3aliys
peepeHTHOro rocyfapcTBa BIpaBe HAIPABHTL 3asBUTENIO 3allpoc B
IIMCbMEHHOM M (MJIM) 3J€KTPOHHOM BHJIE O NIPEJOCTaBIEHNH HEL0CTaroIIeil
(IONOJIHUTENBPHOM) HH(OPMALUK, HEOOXOAMMBIX  pa3biCHEHHAX  WIH
YTOUHEHMSX IPEIACTABJIEHHBIX JOKYMEHTOB M JaHHBIX PETHCTPALHOHHOIO
nocke (B TOM YHCNIE NPEMIOXKEHHS O BHECEHMHM M3MEHEHHM B OOIIyO
XapaKTEePUCTUKY  JIEKAPCTBEHHOrO  MpemnapaTta,  MHCTPYKIMIO IO
MEJIMIMHCKOMY  NPHMEHEHMIO, MAaKeThl  YIAKOBOK  JIEKapCTBEHHOI'O
npernapaTta, HOPMaTHBHYK JOKYMEHTALMIO [0 Ka4yecTBY WM MHBIE

JOKYMEHTHl PEruCTPAllAOHHOrO Aoche). CpoK IpelcTaBlIeHHs 3asBUTEIIEM
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OTBeTa Ha yKa3aHHLIA 3ampoc He J0JDKeH MpeBblnark 90 pabouwmx mHEH.
Bpemst mpencTaBiieHHs 3aABUTEIEM JOKYMEHTOB IO 3alpOCy ASKCIEPTHOM
OpraHM3alud pe(epeHTHOro rocyapcTBa He BXOJUT B CPOKH IPOBEICHUS
OKCIepTU3bl. B ciiydyae HenpencTaBieHHs 3asiBUTEJIEM B YCTAHOBJIEHHBIH
CPOK OTBe€Ta Ha 3alpoC DKCIEpTH3a TMpeKpallaeTcs, 3akiloYeHHe o
HEBO3MOXKHOCTH BHECEHMsI M3MEHEHMI HallpaBisieTcsl B TeueHue 14 pabounx
JHEH B yIIOJTHOMOYEHHBIH OpraH pe()epeHTHOTr0 rocy1apcTBa.

ITo pesynbpraTaM 5KCIEPTH3BI SKCIIEPTHAs OpraHu3alms pedepeHTHOro
rocy/1apcTBa NOJDKHA aKTyalU3UpOBaTh SKCIEPTHBIM OTYET IO OLEHKE HIIH
MOJArOTOBUTE MOTHBHUPOBAHHYIO IO3WMLUIO O HEBO3MOXXHOCTH BHECEHMSI
3asBJIEHHBIX M3MEHEHHH. B Texkcre SKCHEepTHOrO oOT4eTa I10  OLEHKE
NPUBOAUTCS MH(OPMAIMS O COOTBETCTBYIOIEH 3asBIEHHIO O BHECEHUU
M3MEHEHHU BEPCUH (mocnenoBaTeIFHOCTH) JJIEKTPOHHOTO
PETUCTPALIMOHHOI'O JOChE.

3.2.4.1lo pesyinbraTam NpPOBEIEHHOM SKCHEPTU3bI YIIOJHOMOUYEHHBIH
opraH pe(epeHTHOIO rOCyAapcTBa B CPOK, HE MPEBBIIIAIOIIUN 5 pabounx
JAHEW C [aThl IOJYyYEeHHs SKCIIEPTHOrO OTYeTa I10 OIEHKE, IPUHHUMAET
pemienre 00 0X00OpeHMU MM OTKJIOHEHHH BHECEHUS! WM3MeHeHuid. [lpu
OTKJIOHEHHWH BHECEHHWS M3MEHEHUH YIOJHOMOYEHHBIH opraH pedepeHTHOro
rocy1apcTBa yBeOMIISIET 3aBUTENL 00 OCHOBAHUSIX TAKOTO PELICHHUS B CPOK
He Oosee 10 pabouux HEH co AHS €ro NPHHSTHS.

B ciyyae eciaM M3MEHEHHMs NPUBOIAT K IEPecMOTPY HHMDOpMaLUH
O JICKapCTBEHHOM TMpernapare corjiacHo myHKty 1.6.1 nactosmmx Ilpaswui,
YIOJHOMOYEHHBIH ~ OpraH (9KcrepTHas opraHusanus) pedepeHTHOro
rocynapcTsa B TedeHue 10 paboumx aHe#l ¢ gaThl MPUHSTUS PElIEHUs 00
ONOOpEeHUH H3MEHEHUH pa3MellaeT CBEIEHHS O BHECEHWHM M3MEHEHHH B
eIMHOM DPEECTpe C IPUJIOXKEHHEM YTBEPIKJIEHHBIX M3MEHEHHBIX OOIIei

XapPaKTCPHUCTHKH JICKAPCTBCHHOT'O nperapara, HHCTPYKIHH I10
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MEJMLMHCKOMY NPUMEHEHUIO0 (JIMCTKAa-BKJIAJbIlA), MAaKeTOB YIAaKOBOK,
HOPMAaTHBHOI'O JIOKYMEHTa II0 KayecTBY B COOTBETCTBHHM C MOPSIKOM
(opMHUpOBaHUSI U BEJIEHUs] €AMHOIO PEecTpa, a TAKKE BBIJAET 3asIBUTEIIO
YTBEPXK/IEHHBIE HW3MEHEHHBIE OOIIyI0 XapaKTepUCTHKY JIEKAPCTBEHHOIO
npenapara, HWHCTPYKLMIO [0 MEJUIMHCKOMY IPUMEHEHHMIO (JIMCTOK-
BKJIaJIbILI), MAKEThl YIIAaKOBOK, HOPMAaTUBHBINA JOKYMEHT MO KAueCTBY U IpH
HEOOXOMMOCTH PErMCTPALMOHHOE YIOCTOBEPEHHE.

3.2.5. YoaHOMOYEHHBIH opraH (axcrmepTHas OpraHu3alus)
pedepeHTHOro0 rocyaapcTBa BIpaBe MPOUIMTE CPOK, YKA3aHHBIA B
nyHkrax 3.2.3 u 3.2.4 wacrosaumux IlpaBun, no 80 paboumx pgHel
B COBOKYITHOCTH B Clly4ae, €CJIM 3asiBUTEJIEM IPeICTaBICHBl MHOXKECTBEHHEIE
I'PYIIIOBBIE U3MEHCHHUSI.

3.2.6. Hacrosmmii pa3fen He NIpPHUMEHSETCs, €ClIi 3asgBIEHHE O
BHECEHUM u3MeHeHuMM IB Tuma momano B cocraBe rpynnbl H3MEHEHUH,
BKJIIOYatoled usMeHenuwe Il Tuma u He copepxalledl pacilidpeHHs
perucTpauuu. B 5ToM ciyyae nmpuMeHsieTcsl Mpolenypa, MmperycMoTpeHHas
nyHKTOM 3.3 Hacrositux [IpaBun.

3.2.7. Hacroammii pa3fen He TMpUMEHSETCs, €CIIM 3asiBlIEHUE O
BHECEHHMM H3MeHeHMM IB Tuma momaHo B cocraBe TrpymnIbl H3MEHEHUH,
BKJIIOYAIOIIIEH pAacCIIMpeHHe perucrpaluu. B 3ToM ciiydae mnpuMeHsieTcs

[IpoLenypa, npeaycMoTpeHtas myHKkToM 4.1.1 Hactosmux [1pasui.

3.3. IIpouenypa BHeCEHUsI 3HAYMMBIX U3MeHeHu# 11 Trna

3.3.1. B cayyae eciu 3asBiieHME O BHECEHUH H3MEHEHHH COIEpIKHUT
OJIHO MJIM HECKOJBKO W3MEHEHMH ToybKO Il Tuma wnu rpynny m3aMeHeHHi
IA tuna u (uau) IApy thma, u (wm) IB Tuna w Kak MUHMMYM OJHO
usMmenenue Il Tuma, 3asBHUTENE MpeACTaBisieT B YNOJHOMOYEHHBIH Oprau

(9KCIEpTHYH OpraHu3alivioo) pedepeHTHOTO TocyIapcTBa 3asBIIEHHE O
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BHECEHUN M3MEHCHMI Ha OyMaXXHOM HOCHTENIE WIH B BHUJIC JEKTPOHHOTO
JOKYMEHTa, MOJAIMMCAHHOIO  DJIEKTPOHHOM  IOAINHKUCBIO  (DJIEKTPOHHOM
UM(POBOM NOAIKMCHIO) B COOTBETCTBUHU C 3aKOHOJATENLCTBOM I'OCY/IapCTBRa-
yjieHa, o Gopme cornacHo npunoxenuto Ne 2 k [IpaBunam peructparun
M OKCIIEPTU3bl, JOKYMEHTHI (3JIEKTPOHHbIE JOKYMEHTHI), MOATBEPIKIAIOIIE
omnary cOopa (IOLIJIMHBEI) 33 BHECEHHE M3MEHEHUH B ClIy4asX W IMOPsIKE,
YCTaHOBNEHHBIX 3aKOHOJATEIbCTBOM TIOCYJApCTB-UJIEHOB, TMOMPAaBKH K
COOTBETCTBYIOLIUM paslielaM M JOKYMEHTaM perucTpalioHHOTO JOChE
(oOHOBIIEHHBIE JIOKYMEHTBI), COOTBETCTBYIOIIHE JIOKYMEHTHI,
O00OOCHOBBIBAIOIME BHECEHHE Ka)XJOro H3MEHEHHS B COOTBETCTBUH C
nononHenueM V Kk HacrosmuM IIpaBunam, u (Ipum  HE0OXOIUMOCTH)
JOKYMEHT, IOATBEPXKIAIONIMM  BaJIMAHOCTh  TIPEACTABIEHHOW  BepcUH
(rmocie1o0BaTEeIBHOCTH) AIIEKTPOHHOTO PETUCTPAIIMOHHOIO JOCKE.

3.3.2. YoJIIHOMOYEHHBII opraH (aKcmepTHAas OpraHu3aIlusl)
pedepeHTHOro rocyjapcTsa He mo3jiHee 5 pabouux JHel ¢ JaThl MOJydYeHHs
3as4BJIEHHS O BHECEHMM U3MEHEHUH M JOKYMEHTOB, YKa3aHHBIX
B Inynkre 3.3.1 wmactosmux IlpaBui, 0pPOBOAUT OIEHKY ITOJHOTEHI,
KOMIUIEKTHOCTH M INPaBUIBHOCTH  O(QOPMIIEHUSI  MPE/ICTABIEHHBIX
JOKYMEHTOB W TIPUHUMAET pelIeHHe O BO3MOKHOCTH IPOBEICHHS
SKCIEPTU3HI.

B TeueHue 5 pabouux nHel ¢ AaThl 3aBepIICHUS OLEHKH ITOJHOTHI,
KOMIUIEKTHOCTH M IIPaBUJIBHOCTH  OQOpPMIIEHUS  IpeCTaBJIEHHBIX
JOKYMEHTOB  YIOJHOMOYEHHBIM  opraH  (9KCIepTHass  OpraHu3aius)
pedepeHTHOro rocyJapcTBa BIIpaBe HAMPAaBUTh 3alpoC 3asgBUTENO 00
YTOUHEHUW [PEJACTABIEHHBIX CBEJCHMH U (M) O HEeoOXOAUMOCTH
[PEJICTABICHUS] IONTOJIHUTENBHBIX MaTepHAJIOB.

3asgBUTENIO IHpefocTaBisieTcss He Oonee 90 paboumx  jHEH,

HE BXOJSILUMX B CPOK IPOBEJEHUSI HKCMEPTH3BI PETHUCTPALMOHHOTO JOCHE
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U TpoLeayphl BHECEHUS M3MEHEHHH, Ha MpeJCTaBJIEHUE HEIOCTAIONINX
MaTEpHaNoB JI0CkE Ha U3MCHCHHUE M0 3aMEYaHUsAM YIOJIHOMOYEHHOTO OpraHa
(oKcriepTHOM  opranmsauuu) pedepeHTHOro rocymaapcrea. CpoK  OLEHKH
YHOJIHOMOYCHHBIM  OPraHOM  (9KCIIEPTHOH opraHusanueii) pedepeHTHOro
rocyJlapcrsa OTBeTa Ha YKa3aHHBIH 3alpoc He JOJDKCH IIPEBbIIIATEH
5 pabouux nHeH.

B cnydae HenpencrapieHus 3asBUTENeM B YKa3aHHBIH CPOK OTBETA Ha
3apoc  YIOJHOMOYEHHOTO opraHa  (dKCHepTHOI OpraHu3alumn)
pedepeHTHOTO rocynapcTBa npoueaypa BHECEHUS U3MEHEHMH
Ipexpaiaercsi, 0 4eM B Teyenue 10 pabouux nHelt yBeJOMIISAIOTCS 3asBUTE/D
U YHNOJHOMOYEHHBIE OpTaHbl rOCYJapCTB IPU3HAHUS ¢ HMCIOJIH30BAHUEM
CPeACTB WHTETPUPOBAHHOHW CHCTEMBI WM IIyTEM MPSIMOTO B3aUMOICHCTBHSI
10 T€JIEKOMMYHHUKALIMOHHBIM KaHaJlaM CBSI3H.

Ecniu  nocke  Ha  M3MEHEHHME  YJIOBJIETBOPSET  TpeGOBAHMSM,
YCTaHOBJICHHBIM MNyHKTOM 3.3.1 Hacroswmx IlpaBui, ynoaHomModeHHBII
OpraH (9KCrepTHasi OpraHusanys) pedepeHTHOro rocylapcTBa B TEUYCHHE
5 paboymx JHel C JaTHl 3aBepIIeHHs] OLEHKH MOJHOTEHL, KOMIUIEKTHOCTH U
NPaBUIBHOCTH O(QOPMIIEHUS MpPEICTABICHHBIX JOKYMEHTOB HAIPABIISET
J0Che Ha H3MEHEHUE JUI IPOBEIEHUS IKCIIEPTUEL.

3.3.3. OkcniepTusa JIocke Ha M3MEHEHHE I[IPOBOJMTCA OKCIEPTHOIN
OpraHusaluedl B CpOK, He IpeBblmaroIuit 60 paboymx jHel ¢ maThl
IOJTy4€HHUs] COOTBETCTBYIOIIETO 3aJaHMsl WM PEIleHHs YIOJIHOMOYEHHOTO
opraHa rocyaapcrBa-uieHa. [Ipu sToM ¢ ydyeTtom mosiokeHuil ab3ales
TpeTbero u msroro myHkra 1.7.1 nactosmumx I[lpaBuin cpox MoxeT GbBITH
NPOJUIEH OKCHEPTHOH opraHuzauued pedepeHTHOro rocyaaperBa  f0
80 pabounx gHEH.

B TeueHue cpoka MpoBeNeHHs SKCIEPTH3Bl HKCIEPTHAS OpPraHU3alldst

ped)epeHTHoro rocylapCrsa BIIpaB€ HAalpaBUTh 3asIBUTEIIHO 3alpoc B
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IMCbMEHHOM U (HJIM) JIEKTPOHHOM BHUJE O IPEIOCTaBJICHHH HENOCTAIOLICH
(TOTOTHUTENBHON) HHQOPMALUK, HEOOXOAUMBIX pa3bsCHEHUSX  WIN
YTOYHEHHUSIX IPEICTABICHHBIX JOKYMEHTOB M JAHHLIX PErHCTPAlHOHHOIO
nocke (B TOM 4HMCJIE IPEUIOXKEHWS] O BHECEHHH W3MEHEHWH B 0OLIyIO
XapakTepUCTHKY  JIEKapCTBEHHOrO0  Mpernapara,  MHCTPYKIMIO  IIO
MEIMLIMHCKOMY  IPUMEHEHHMIO, MAaKEeTBl  YHAaKOBOK  JIEKApCTBEHHOIO
npernapara, HOPMaTHBHYIO JOKYMEHTALMIO [0 Ka4yecTBY WM HHbIE
JOKYMEHTBI PETMCTPALMOHHOTO Jochbe). Cpok mpescTaBiIeHUs 3asBUTEIEM
OTBETa Ha YKa3aHHBIA 3alpoc He JOJDKeH IpeBblmate 90 paboumx gHeid.
Bpewmst mpejcraBiienus 3asgBuTeneM OOKYMEHTOB IO 3alpOCy OSKCIEPTHOM
OpraHM3aluy pe(epeHTHOro IrocylapcTBa HE BXOIHUT B CPOKH IMPOBENEHHS
OKCIEPTH3El. B ciiydae HenpeicraBieHMs 3asBUTENIEM B YKa3aHHBIA CpOK
OTBETa HA  3aIpoC  OJKCHEpTH3a  MpeKpaliaeTcs, 3aKiIYeHHe O
HEBO3MOKHOCTH BHECEHMSI M3MEHEHUI HallpaBisieTcs B TeueHue 14 pabounx
JHEW B YIIOJTHOMOYEHHBIH OpraH pe(epeHTHOro rocy 1apcTea.

3.3.4.1lpy HeoOXOOUMOCTH M 1O COTTACOBAHUIO C OKCIEPTHOU
opragMszandel pedepeHTHOro rocyAapcTBa 3asBUTENb IPEACTABISET B
YIIOJIHOMOYEHHEIA OpraH (3KCHEPTHYIO OpraHu3aluio) pedepeHTHOro
rocyJlapcrna:

oOpa3Lbl JIEKAPCTBEHHBIX MIPETaparos;

CTaHJapTHBIE 00pas3Ilsl;

crielupuIecKue peareHTHl;

ApyTHe MaTepuanbl, HeoOXOAUMble JUIsl NMPOBEACHHUS J1abopaTOpHEIX
MCIIBLITAHWM.

He tpeOyercs npejpocrapienne o0pas3ioB JIEKapCTBCHHBIX MPENaparos,
CTaHJAPTHBIX 00pasloB, CIEeNU(PUUECKUX PEAreHTOB U JIPYTHX MaTepUajoB
[P HEBO3MOXKHOCTH NMPOBEAEHHUS J1aDOPATOPHBIX UCHBITAHHUM B 3KCIEPTHOM

OpraHu3alyy pe)epeHTHOTO TOCYAapCTBA BCIIEACTBHIE:
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TPYIHOAOCTYIIHOCTH  00pa3sLoB  JIEKQpCTBEHHBIX  IPENaparos,
CTaHJapTHBIX 00pasloB, Crenu(UUEcKUX PearcHTOB U JIPYrHX MaTepUasioB
(B TOM 4Yuclie 0Opd  HMX OTHECEHMH K KaTeropusiM opQaHHBIX,
BBICOKOTEXHOJIOTHYHBIX, paarodapManeBTHYECKHX, HapKOTUYECKUX,
IICUXOTPOIHBIX WJIM TIPEJHA3HAYEHHBIX MJISl JIEYEHUS BBICOKO3ATPATHLIX
HO30JIOTMH BCJIEICTBUE UX BEICOKOH CTOMMOCTH);

HEBO3MOMKHOCTH COOJIIOJIEHUS YCIIOBUIT TPAHCTIOPTHPOBKH 06pa3oB
JIeKapCTBEHHBIX IIPenaparoB, CTaHAApTHBIX O00pa3loB, crenuGuIecKux
peareHTOB H APYIHMX MarepuajlioB Ha TEPPUTOPHUIO TOCYJapCTBa-4ieHa
U (UIIM) UX XpaHECHHSI;

OTCYTCTBHS CIIELHAJILHOTO 00OpYJOBAHUS M PACXOJHBIX MATEPUAJIOB
B SKCIIEPTHOM OpraHHU3alMK pedepeHTHOr0 TOCy1apCTBa;

APYTUX NPUYHMH IO PENIEHMIO YIIOJIHOMOYEHHOIrO opraHa (9KCHepTHOH
OpraHuzauvy)  peQepeHTHOr0  rocyJapcTBa  NpH  BO3HMKHOBEHUH
00CTOSTENILCTB HENMPEOIOMUMON CHIIBI HIIH 00CTOSITENILCTB, HE3ABUCALIMX OT
BOJH CTOPOH, B TOM 4YHMCII€ B CBS3M C OCOOEHHOCTSMH IIPOU3BOACTBA
U KOHTPOJI KauecTBa JIEKAPCTBEHHOTO Mpernapara.

B yKkazaHHBIX cnyyasx J1a0OpaTOpHbIE MCMBITAHUS IPOBOJSTCS
B J1abOpaToOpuM KOHTPOJI KadecTBa MPOU3BOIHUTENS JIEKAPCTBEHHOIO
npenapara B TPUCYTCTBHH IIPEICTAaBUTENEH SKCIEPTHOH oOpraHuszanuu
MM B KOHTPAKTHOH Jj1abopaTopuu, MCIOIB3YEMOU IIPOM3BOIUTENEM,
B IIPUCYTCTBUU IIPEACTABUTENEH 3KCIIEPTHOM OpraHU3alkH.

B cnyyae HEBO3MOXKHOCTH NpPOBEJEHUs] JTAOOPATOPHBIX HCIIBLITAHHUH
B J1IaDOpaTOpHsX KOHTPOIS KauecTBA IIPOU3BOIMTENS JIEKAPCTBEHHOI'O
npenapara WU KOHTPaKTHBIX naboparopusix, UCITOJIB3YEMBIX
npousBojuTesieM  (Ipd  Yrpo3e  BO3HUKHOBEHHS,  BO3HHKHOBEHHH
UPC3BBIYAUHOW CHUTyallUd W JIMKBUJALMU €€ NOCIeACTBUH U (WiIH) Ipu

yrpo3e pacipocTpaHeHust 3a00eBaHUH, MPEACTABISIONIMX OINACHOCTb JTS
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OKpYKAOIIKX, 3a00JIeBaHuii M TOpaXKeHW, MOJNYYEHHBIX B pe3yJbTaTe
BO3/ICHCTBUS HEOJIArONPUATHBIX MPHPOJHBIX, XUMHYECKUX, OMOTOTHUECKHX,
pajiMalMoHHbIX (DaKTOPOB), MpPH KOTOPBIX IMPUCYTCTBUE MPEICTABUTEIS
SKCIEPTHOM OpPTraHU3alM{ He MPEACTaB/IAETCsl BOSMOXKHBIM WM TIPH JPYTHX
00CTOSATENLCTBAX (HAIPUMED, CBSI3aHHBIX ¢ 0COOEHHOCTSIMH IPOU3BOICTBA
KOHTpPOJIS KadeCTBa KOHKPETHOIO JIEKApCTBEHHOIO Iperapara yKa3aHHBIX
KaTeropwuii), Mo COIVIACOBAHUIO C YNONHOMOYEHHBIM OpPraHoM (3KCIIepTHOl
OpraHu3aluei)  peepeHTHOro rocymapcTBa — OKCIIEPTH3a — KauecTBa
IIPOBOJAMTCS HAa OCHOBAaHWM JOKYMEHTALlUU IIPOU3BOAUTENS (IIPOTOKOJIOB
aHalM3a TPOMU3BOAMTEINSA), B TOM UYHCIIE C HCIIOIB30BAHUEM CPEJICTB
JUCTAHLIMOHHOIO B3aHMMO/ICHCTBUS, BKJIIOYUAsl ay IO~ UJIM BHIEOCBSI3b.

Cpok  mpencraBienusi 00pa3sLoOB  JIGKAPCTBEHHBIX  MPENapaTos,
CTaH/IapTHHIX 00pasIoB, creNUGUUECKUX PeareHTOB M OPYTUMX MaTepHaJIOB
0 COMIaCOBAaHHUIO € SKCIEPTHOM opranusaumell peepeHTHOro rocymapceraa
(1Ipr HeOOXOIMMOCTH) HE YUHTHIBACTCS! IIPH HCUHUCIICHHH CPOKA 3KCIIEPTH3bI
B pepepeHTHOM TroCyIapCTBe.

3.3.5. B revenne 60 paboumx nueil mmm 80 pabounx jqueii (B ciyuae
I'PYNIUPOBKH PaA3HBEIX TUIIOB M3MEHEHUH B paMKax OJHOIO 3asiBIEHHUS O
BHECCHHM M3MEHEHMH) C JaThl NPHHSATUS pelieHus O IPOBENCHUH
OKCOEPTU3Bl HWJIK C JaThl IIOJIy4€HUS] COOTBETCTBYIOIErO  3aJaHUs
YIIOJIHOMOYCHHOIO ~ OpraHa  9KCHEpPTHAas oOpraHuzauusi pedepeHTHOro
roCynapcTBa  aKTyalu3upyeT 53KCIEePTHBIA OTYET 110 OIeHKE WJIH
NOJIrOTABJIMBACT MOTMBHUPOBAHHYI MO3MIIMIO O HEBO3MOXKHOCTU BHECEHHS
3asBJICHHBIX H3MCHCHHH W HamnpaBisdeT MX B YHNOIHOMOYEHHBIH opran
pebepenTHOro rocymapcrBa. B TeKcTe OSKCIEPTHOrO OTYETA MO OLEHKE
MPUBOAUTCS  UH(OpMaNMs O COOTBETCTBYIOLICH 3asBIEHHIO BEPCHH

(HOCHGHOB&TGHI}HOCTH) SJIEKTPOHHOI'O PErUCTPAIIMOHHOIO JOChHE.
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3.3.6. YII0JIHOMOYEHHBIH opraH (aKcmepTHast OpraHu3aLus)
pedepeHTHOro rocyjapcTsa BIIPaBe COKPATHTh CPOK, YKa3aHHBIH B
nyHkre  3.3.5 Hactosmmx  Ilpasui, B clly4ae CPOYHOCTH
(Ge3oTiararelbHOCTH) BHECEHHs W3MEHEHMH WM IPOJUIUTH €ro  Jio
80 paboyux HHel B OTHOIICHUH M3MEHEHUM, 3aKIIOUAIONIUXCS B U3MEHEHUH
OJIOOPEHHBIX 1OKA3aHUI K IPHUMEHEHUIO WIIM BKJIFOYEHUH HOBBIX MMOKA3aHUI
K PUMECHEHHIO, & TAKXKE ¢ YUYEeTOM IOJIOXKEHUH a03aleB TPeThero U MATOro
nynkra 1.7.1 Hactostmumx [paswui.

3.3.7. B cpok, He npepblnaroniuii 10 pabounx jHed ¢ qarsl noiaydeHus
aKTyalIU3UPOBAHHOIO SKCIIEPTHOTO OTYETA MO OLEHKE FIJIH MOTHBHPOBAHHOM
MO3UIMK O HEBO3MOXXHOCTM BHECEHHS 3asBJIEHHBIX M3MEHEHWil B
PEruCTpallMOHHOE  JOChe,  YNOJHOMOYEHHBIH  opraH  pedepeHTHOro
roCcyIapcTBa IPUHUMAET pelleHHe o0 OA00peHHH WM OTKIOHEHHH
U3MEHEHUH.

YIOJIHOMOYEHHBIH OpraH (9KCIepTHasi OpraHu3aiusl) peepeHTHOro
rOCylapcTBa IIpH OTKJIOHEHWM M3MEHEHUU YBeJOMIISIET 3asBUTENS 00
OCHOBaHMAX Takoro peweHus B tedenue 10 paboumx aHel ¢ maThl ero
TIPUHSTHSL.

B ciyuae ecnu u3MeHeHMs NPUBOAAT K IepecMOTPy HH(OpMAIMK
O JIGKapCTBEHHOM ITperapare coriacHo myHKTy 1.6.1 Hactosmux Ilpasun,
YIOJTHOMOYCHHBIH ~ OpraH  (3KcnepTHas — opraHusaiis) pedepeHTHOro
rocyJapcrba B Te4eHHe 5 pabouux AHel ¢ JaThl MPUHATHUS TOJOKUTEIEHOTO
pelIeHus, yKa3aHHOTO B ab3alle NMEpBOM HACTOSIIErO MYHKTA, pa3sMelnaer
CBEJICHHUSI O BHECCHHWH M3MEHEHHH B €IMHOM peecTpe C IPUIIOKEHUEM
aKTyaJH3UPOBAHHOIO HKCIIEPTHOTO OTYETa MO OIEHKE, YTBEPKIEHHBIX
M3MCHCHHBIX ~ OOIIeH  XapaKTEepUCTHUKM  JIEKAPCTBEHHOTO  IIpenapara,
HHCTPYKIMH MO0 MEJUIIMHCKOMY IIPUMEHEHUIO (JINCTKA-BKJIAJBIINA), MAKETOB

YIAaKOBOK, HOPMAaTUBHOT'O JOKYMCHTAa IO Kad4eCTBY B COOTBETCTBUU
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C MopAAKoM (POPMHPOBAHUS U BeJIeHHs €JUHOTO PEecTpa, a TAKXKe BbIAAeT
3aJBUTENIO  YTBePXKICHHBIE  HM3MEHEHHBIE  OOLIYI0  XapaKTEePUCTHKY
JICKapCTBEHHOIO Ipernapara, MHCTPYKUHUIO [0 MEAMLMHCKOMY IMPHMEHEHHIO
(IMCTOK-BKJIAJBILI), MAaKEThl YMAaKOBOK, HOPMATHBHBIA JOKYMEHT IO
KQueCTBY U NPH HEOOXOAUMOCTH PErHCTPAIIMOHHOE YAOCTOBEPEHHE.

3.3.8. Hacrosiuuii pa3jien He mpuMeHsIETCs, €CJIH 3alpoC HAa H3MEHEHHE
I Tvna moxan B cocTase TpynIbl U3MEHEHHUH, BKIIOYAIOIIEH pacliupeHue
perucrpauuu. B sToM ciaydae nmpumeHsieTcst mpolenypa, npeaycMoTpeHHast

nyHkToM 4.1.1 Hactosimux [lpasui.

IV. ITpouune acnekTs
4.1. CneuuanbHble MPOLETYPEI

4.1.1. PaciupeHue perucTpaiiiy.

3adBlieHHE O PACIIMPEHUMH PETUCTPaLMKd HEOOXOJUMO I[10JaBaTh B
pedepeHTHOE Iocy1apcTBO U BO BCE 3aMHTEPECOBAHHBIE TOCY JapCTBA-UIeHEI,
B KOTOPBIX 3apeTHCTPUPOBAH JIEKAPCTBEHHBIM Mpenapar (NMpH HaIH4YMu),
OIHOBpeMEHHO. B ciiy4ae eciiu nekapCcTBEHHBIH ITpenapaT 3aperucTpupoBaH
B HECKOJBKMX  TroCyJapcTBax-wieHaX,  JONYCKaeTCsl  pacllhpeHHe
perucTpauMd  He I BCEX, a M OTHENbHBIX TOCYJIapCTB-YJIEHOB,
BBIOpDAHHBIX 3asBUTENIEM U YKA3aHHBIX B 3asIBJICHHH.

B ciny4ae ecnu 3asBieHO H3MeHEHHE aKTHBHBIX (papMalleBTHYECKHX
cybcranuuit cornacHo myHkty | nononHenus I k Hacrosium IpaBunam umu
€CJIM 3asIBJIEHO M3MEHEHHE COITIaCHO MYHKTY 2 JMOTOJHEHHS | K HaCTOSIIUM
IlpaBuiaM, 3a HCKIIOYEHHEM 100aBlIeHHS HOBOH JIeKapCTBEHHOM (BOPMEL,
YKa3aHHOTO B IIOAIYHKTE «I» IYHKTa 2 [AONOjHeHus | K HacTosmmm
IIpaBuiaM, 3asBUTENL MPEACTABIAET B  peepeHTHOE TOCYyJapCTBO

OYEpeHYIO BEPCHUIO (II0C/Ie0BATENBHOCTD) PETHCTPALMOHHOTO JIOCKE.
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B ciyyae ecnu 3asBiieno nobapieHne HOBOU JICKapCTBEHHON (GoOpMEI,
yKa3zaHHOE B MOJMYHKTE «I» IyHKTa 2 JAOMONHEeHHs | K HacTosuUM
[IpaBuniam, 3asBUTEIIb:

MPE/ICTABRISIET  BEPCHIO  (IIOCJEI0BATENBHOCTE)  PEruCTPAlOHHOIO
nocke 0000 (rmpu 5TOM 3asBHTENb BIPABE 3aMEHHTh COOTBETCTBYIOLIME
pasfenbl CChUIKAMH Ha TOKYMEHTBI (OTYETHI, CEPTU(UKATHI U T. 11.), KOTOPhIE
WJICHTHUYHBl ~JOKYMEHTaM aKTyalbHOH BepCHM  (II0CIE/I0BATEIbHOCTH)
PEruCTPaOHHOIO JIOChE, B OTHOIIEHHH KOTOPOrO 3asBIEHO pacIIupeHHe
pErUCTpaLuin);

BIIpaBe BEIOpaTh B KauecTBe pedepeHTHOro rocyjapcTBa JIro0oe U3
rOCyAapCTB-4JICHOB, B TOM YHCJIE OTJIMYHOE OT paHee BBIOPAHHOI'O B paMKax
pEerucTpaumy JISKApCTBEHHOIO Ipernapara Ui NpUBEIeHHSI B COOTBETCTBHE.

He jomyckaercsl TpynIUupoBKa paclIMpeHHs PerHcTpalui ¢ JpyruMu
TUIIAMH HM3MEHEHHH, 3a MCKIIOYEHUEM CJIydyaeB, KOrja BCe 3asiBJICHHbIE
U3MCHCHMS  SIBJISIOTCS  CBS3aHHBIMH  C  3asBJIEHHBIM  pacIIdpeHHeM
PETUCTPALIUK UJIU SIBJISIFOTCS €T0 CIIEJICTBHEM.

4.1.2. ITanpemuueckast CUTyalus 110 IPUIIITY.

B nopsiike nekmodenus u3 pasaenos I — 111 nacrosiunx Ilpasun npu
npu3HaHud  BeemupHON — opraHuzanuei 3paBOOXPAHEHHUS WIIH
rocyJapCTBaMH-Y/ICHAMH  MNaHJEMHUYECKOM  CHUTyalluh [0  TPHIIIY
YTOJTHOMOYEHHbBIC OpraHbl (JKCIIEPTHBIE OpPraHU3allMH) TOCYapCTB-UJIEHOB
BIIpaBE BPEMEHHO IIPHHSITH U3MEHEHHE YCJIOBHIl pefHCTpauHH BaKLIUHBI JIJIS
NMPOQUIAKTHKH TpUIlla 4YeJOBeKA TMPH OTCYTCTBHH  OMPEIENIEHHBIX
JOKIUHUYECKUX WM KIMHUYSCKHUX JaHHBIX.

[Ipu opoOpeHuM  yKa3aHHBIX HW3MEHEHHMH  3asBUTENb  JOJDKESH
NPCACTAaBUTE HENOCTAIOIIHME JOKIMHUYECKHE U KIIMHUYECKHEe JaHHbIE B
npeleibHbId CPOK, YCTAHOBIEHHBIH COOTBETCTBYIOIIUM YIIOJHOMOUYEHHBIM

OpraHoM (SKCHEePTHOH opraHu3aluen) rocyapCTpa-useHa.
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4.1.3. HeotnoxHble OrpaHUYeHHs B LEJIsiX 0€3011aCHOCTH.

Ecnu npyu BO3HMKHOBEHUM pUCKa IS 3I0POBbsl HACEIICHUS BCIIEICTBUE
MPUMEHEHHS JIEKAPCTBEHHBIX IPENnapaToB AJIs MEAULUHCKOTO MpPUMEHEHHS
JiepaKaresib 1o coOCTBEHHON MHMLIMATHBE BBOJAUT HEOTIIOKHBIE OTPAHUYECHHUS
B LleJIsIX Oe30MacHOCTH, OH JOJDKEH He3aMeUIMTEIhHO YBEIOMHUTH 00 3TOM
BCE COOTBETCTBYIOLIME OPraHbl.

Eciu B Teuenume 24 dyacoB mocse NOMy4YeHUs HWHGOPMALUU O
HEOTJIOXHBIX OrPaHUYEHHUAX B LIe/AX 0e3011aCHOCTH yIOJIHOMOYEHHbIH oprau
rocyfapcTBa-ujieHa He HalpaBJsieT BO3pakeHHe, HEOTJIOKHbBIE OrpaHuYeHHs]
B I[eJ1s1X 0€30I1aCHOCTH CUUTAIOTCS TPHUHSATEIMH.

Ilp# BO3HHUKHOBEHHHM pHUCKA OOLIECTBEHHOMY 3IOPOBLIO BCIIEJCTBHE
IPUMEHEHHS JIEKAPCTBEHHBIX IIPENaparoB /s MEOUIMHCKOTO MPUMEHEHHS
COOTBETCTBYIOLHE YIIOJHOMOYEHHBIE OpraHbl BIpaBe HAJIOXKHUTL Ha
JepaKaTesist HEOTJIOXKHBIE OTPAaHUYEHHS B HEJIsIX 0€30MaCHOCTH.

Ilpu BBeneHHMM Jep)KaTelieM HEOTJIOKHBIX OTpaHHYEeHHH B LEJsX
Oe30MacHOCTH MJIM HaJOXKEHHWM Ha JepkaTels TaKuX OrpaHMYeHUil
COOTBETCTBYIOLIUM YIOJHOMOYEHHBIM OpraHOM Jiep)KaTeilb B TEUYEHUE
14 paboumx pHel ¢ JjaTbl BBEAGHHS TAKOTO OrPaHUYEHHs JOJDKEH
IPEACTABUTh COOTBETCTBYIOUIYIO MO3ULHUIO (00OCHOBaHHWE) WM 3asiBICHHUE
O BHECEHMM M3MEHEHHH B YINOJIHOMOYEHHBIA OpraH (dKCIEPTHYIO
OpraHu3alliio) rocyaapcTBa-uieHa.

[Ipu HenpesncTaBieHUM [ep)kaTesieM COOTBETCTBYIOIIEH ITO3ULIUU
(0OOCHOBaHMsA) WJIM 3asBI€HUSI O BHECEHHHM HM3MEHEHHWH B YCTaHOBJICHHBIH
CPOK YIOJHOMOYEHHEIH OpraH (dKCHEpTHas OpraHu3alusi) rocyapcrBa-
YjieHa  [PUHUMAaeT  pelleHue o [IPUOCTAHOBIIEHUH  JICHCTBHA
PErUCTPALHOHHOrO YAOCTOBEPEHHUS, O YeM JielaeTcss COOTBETCTBYIOIIAS

OTMETKa B €AMHOM pEECTPE.
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4.2. I3MeHeHuWe perucTpanii JeKapcTBEHHOTO MpernapaTa
U peanusalis U3MEeHEHUH

4.2.1. Peanuzauus usMeHeHMI,

Peanusanuio He3HauMMBIX u3MeHeHMd [A  Tuma  gonyckaercs
OCYIIECTBUTH B J0b0e  BpemMs 10  3aBepLUCHHUsS  MPOLELYpbl,
npeaycMoTpeHHol nynktamu 2.1 u 3.1 nacrosmux [IpaBun, B ciyyae, ecnu
BHOCHMbIE HM3MEHEHHs HE 3aTparuBalOT HMH()OPMALMIO O JIEKApCTBEHHOM
npenapate corigacHo nyHkTy 1.6.1 nHactosuux IlpaBui. Peanusanuro
HEe3HAUYUMBIX HM3MeHeHui IB tuna m Il Tuna ngomyckaeTrcst OCYIIECTBUTH
Moc/ie MPHUHATHS YIOJHOMOYEHHBIM OpPraHOM (3KCIEPTHOH opraHu3anueil)
pedepeHTHOr0 rocynapcTBa MOJOXKUTEIBHOTO PELICHHS 110 3asBICHHIO O
BHECEHWH U3MECHEHUH.

Peajiuzanuio M3MEHEHUH, IPUBOIIINX K MEPecCMOTPY MHOOPMALUH O
JIeKapCTBEHHOM TMpenapate corjacHo IyHKry 1.6.1 nHacrosmmx Ilpaewui,
JOIYCKACTCsl OCYIIECTBUTh II0C/E MPHHATUS YIOIHOMOYEHHBIM OpPraHoM
(9KCIepTHOM opraHusauueil) peepeHTHOr0 TOCYyAapCTBa MOJIOKUTEILHOIO
peLIeHus! 110 3as1BJICHUIO O BHECEHHH H3MEHEHUH.

4.2.2. Peajmzauys  paclUMpeHMs]  PErHCTPAalMH  OCYILECTBIISETCS
UCKJIFOUMTENIBHO TMOC/IE MPUHATHS YIIOJIHOMOYEHHBIM OPraHOM IOCyapCcTBa-
YjJeHa peleHus 00 M3MEHEHHHM pEerucTpallid M COOTBETCTBYIOILEM
YBEJOMJICHHH 00 3TOM 3asIBUTEJIS.

4.2.3. Peanu3aiiio HEOTJIOKHBIX OFPaHUYEHMH B LENIX 0E30MaCHOCTH
M H3MEHEHHH, 3aTpardBarollliX BOIPOCHl O€30MaCHOCTH, JOMYyCKAeTCs
OCYIIECTBJIATE B CPOKH, COIJIACOBaHHBIE JepxkareiieM (3asBUTENIEM)
H COOTBETCTBYIOIIUM YIIOJJHOMOUYEHHBIM OPraHOM rocyAapCcTBa-4JieHa.

B nopsjke MCKIIIOUEHMS] peamu3alfio HEOTIOKHBIX OTPaHHYCHUN B
ueasx  0e30macHOCTH M M3MEHEHHMH,  3aTparWBaiollMX  BONPOCHI

6630H&CHOCTI/I, HOIIYCKACTCA OCYHIECTBIIAATL B CPOKH, COTJIAaCOBAaHHLIC
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JepkaresieM (3asgBHTENIEM) M YINOJHOMOYEHHBIM OpraHOM pe()epeHTHOro
rocyiapcTsa II0C/ie KOHCYJIBTalUK C OCTaJbHBIMH COOTBETCTBYIOLIMMHU

YHOJIHOMOYCHHBIMH OpraHaMu rocy1apCTB-4JI€HOB.

V. 3aknr04nTe bHbIE TOJTOXKEHHS
5.1. HempepbIBHBIA MOHUTOPUHT

5.1.1.ITo 3ampocy COOTBETCTBYIOLIErO OpraHa 3asiBUTE]b [JOJDKEH
HEMEJUIEHHO IIPEJCTaBUTh BCE CBEIEHUS, 3aTpParuBalollUe peasiu3aluio

onpeacJICHHOIO H3SMCHCHHA.

5.2. Ilepecmotp IlpaBun

5.2.1. YnonHoMoueHHblE ~ OpraHbl  (3KCMEPTHBIE  OpraHU3alliu)
rOCyapCTB-4JI€HOB Ha PETYJIIPHOH OCHOBE MPOBOJST OIEHKY MPHMEHEHHS
HacTosuuX IIpaBun B yactu KjacCH(UKAMM H3MEHEHHHW B LEJsX
HanpaBjeHus] MpeaioKeHnH B EBpasuiickyr0 3KOHOMUYECKYH) KOMHCCHIO
O  HEOOXOJMMBIX  W3MEHEHHUSX,  HaNpaBleHHBIX  Ha  ajanTaluio
nononuenuit 1 u 1I Kk Hacrosmmm IlpaBunam B mensix MoAAepKaHusi UX B
aKTyaJIbHOM COCTOSIHMH C YYETOM COBPEMEHHBIX HAYUYHBIX JaHHBIX.)»;

0) B nononuenuu 1 x ykazaHHOMY IIPHIIOMKEHHIO:

HAaUMEHOBAHUE U3JI0KUTh B CIIEAYIOMIEH peaakLiu:

«IIpuMepsl TPYNIMUPOBKH H3MECHEHHH,
OIMCaHHBIX B a03alle nepBoM myHkKTa 1.7.2 Hactosimx Ipasumy;

B yHKTE 9 UPpEI «4.1.4» 3amenuTh nudpamu «4.1.3»;

B) B JonoyiHeHuH [V K yKka3aHHOMY IPHIOKEHHIO:

IYHKT | M3M0XUTH B ClIeayIOMEeH peaakiiu:

«l. ITepeueHb HEOOXOUMBIX JOKYMEHTOB MpHBe/ieH B pasaenax 11 u 111

HACTOALLIUX HpaBHH OTHOCHTECJIBHO KaXa0I'0 THIIa BHOCHMBbIX H3M€H€HHﬁ.)>;
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a03aL nepBbld YHKTa 2 U3JI0KUTH B CJIEAYIONMEH peqaKiiu:

«2.B conpoBOAHTENEHOM NMHUCBEME 3aBUTENI0 HEOOXOIUMO NPUBECTH
NoApoOHOE ONMCAHKUE BCEX MOJIaHHBIX M3MEHEHMH, BKJTIOUAs: ),

NYHKTBI 5 U 6 UCKITIOUUTB;

) B NIPeJJIOKEHUU BTOpOM al3ala 4eThIPHAJIATOTO JOTIOJHEHHsT V
K YKazaHHOMY NpHJIOXKEHHIO cioBa «2.1.2 um 3.1.2» 3aMeHuTb ClIOBaAMH
«2.1.1u3.1.1»;

1) nonoaHuTk AononnenueM VII cnenyroiero copepxaHus:

«ononnenue VII

ConpoBOAMTEIIBHOE MHCHMO
O BHECEHUU U3MEHEHUH YBEeJJOMUTEIBLHOTO XapakTepa I Tuma

(bopma)

Hara nocryruieHus
« » 20 T No

Jepxarens peructpalioOHHOTO
yIIOCTOBEPEHHUS

3asiBUTEJb

HpeﬂCTaBHTeJIb 3asABHTCIIA

Pe(l)epeHTHOE rocyaapcTBO

MHuele rocymapcersa — wieHsl EBpasuiickoro
HKOHOMHUYECKOI'0 COX03a JJIsl II0Jauu
3asiBIIeHHUS (eCITi TIPUMEHUMO )

1. Tlepeyenb U gaHHBIE BCeX PETHCTPALIMOHHBIX YJIOCTOBEpEeHH#H (mocke),
3aTPOHYTHIX U3MEHEHHUSIMH

11,
TOProBoc HAaMMCHOBAaHHEC B pe(bepeHTHOM rocyaapcTse

TOProBbIC HAMMEHOBAHHWA B roCy1apCTBax IIpHU3HaHHA
(B ClIydd€ OT/IM4HA TOProBOro HAaMMEHOBAHHU OT |
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TOPTrOBOI0 HAUMEHOBAHMS, 3aPETUCTPUPOBAHHOIO
B pehepeHTHOM rocy1apcTBe)

HOMEpP PETUCTPALMOHHOIO yI0CTOBEPEHHUS

daTra perucTpaumun

L2,
TOProBOC HAMMCHOBAHHEC B pe(bepeHTHOM rocynapCrse

TOProOBbIE HAMMEHOBAHMS B TOCYAPCTBAX [IPH3HAHUS
(B citydae OTJIHYHS TOPrOBOrO HAUMEHOBAHHS OT
TOPrOBOIO HAUMEHOBAHUSI, 3aPETUCTPUPOBAHHOIO

B pe(hepeHTHOM rocy1apcTie)

HOMeEp PEruCTPaLHOHHOTO Y/IOCTOBEPEHHS

daTa perucTpanmn
1.3:

2. CBelleHUs O 3asBIICHHM O BHECEHHHM H3MEHEHUI B PErMCTPAIIMOHHOE OCHE
K&OKIOro  3asBIEMOrO  JIGKapCTBEHHOI'O  Iperiapara M CBEJEHUS O
COOTBETCTBYIOIIEH BEpPCUH (mocne0BaTEBHOCTH) 2JIEKTPOHHOTO
PETUCTPALIHOHHOTO 0ChE, KaXIOT0 3asABIEHHOTO B COIMPOBOJUTENLHOM IUCHME
JIEKapCTBEHHOTO Ipernapara.

M neHTH(QUKAIHOHHBIH HOMED Homep Bepcun (mmocnenoBaTesHOCTH)
3asiBIICHUS N0Jla4y JOKYMEHTOB 3JIEKTPOHHOTO
PErHCTPALMOHHOIO TOCHE

3. Onucandue BcexX MONAHHBIX U3MCHEHHI.

No Homep HaumenoBanue Tun Kpatkoe Hara
I1/11 PETUCTPAlIMOHHOTO | M3MEHEHHsI | M3MEHEHHWsI | ONMCaHHe | peaNH3aluu
YAOCTOBEpPEHUS MU3MEHEHUS | H3MEHEHHS
L,
2.

4. Onucanue B3aMMOCBSI3H MO/IaHHBIX U3MEHEHHH (IIpH HAIUYHH ).
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sl rapaHTHpYI0 JIOCTOBEPHOCTH M HECy OTBETCTBEHHOCTh 3a HH(OPMALHIO,
cCollepXallylocss B TPENCTABJICHHBIX OKYMEHTaX H [JaHHBIX, BKIIOYEHHBLIX B
HACTOSLLEE CONIPOBOAUTENILHOE IMHUCHMO.

41 Taxoke OATBEPK/IAIO, YTO BCE MPEAYCMOTPEHHBIE COOPHI (MOIUTHHbI) OILTAYEHbI
(OymyT ontayeHsl) B COOTBETCTBHHU ¢ TPeGOBAHMAMU 3aKOHOATEILCTEA.

OT UMEeHHU 3agBUTENSA

(MoJITUCH)

((amuus, HMs, OTYECTBO (TIPU HATTMYUHM))

(IOTDKHOCTB)

M.ILy».

12. Ilpunoxenne Ne 20 k  ykasaHHbIM [lpaBuiiaM  npu3HAThH
YTPaTHUBLIHM CHITY.

13. B npunoxxenuun Ne 21 x ykazauusim [IpaBunam:

a) B HauMeHoBaHuHM ciaoBa « TUIIA I» 3amenuts coBamu «IB TUTTA»:

0) B pazuene 1:

B a03aue mepBOoM cloBa «mpuiaoxkeHusMu Ne 19 u 20» 3aMeHMTS
CIIOBaMHU «npuioxeHuem Ne 19y;

B ab3alle MATOM C/IOBA «HJIM pasjiell M3MEHEHUH U3 mprioxenust Ne 20
K IIpaBunam» UCKITIOUHTE.

14. B mynkre 1.2 npunoxenns Ne 24 k ykazannsim [Ipasumam:

a) B abszane nepBoM cioBa «mpunoskenuid Ne 2, 19 u 20» 3aMeHurs
CIIOBAMHU «ITpUJIOKEHUH No 2 1 19y;

0) B abzale ueTBepTOM CJIOBA «u MpHIOKeHHeM No 20%» UCKITIOUNTE.




