[MTPJIOXEHUE

K Pemmennro CoBera

EBpa3zuiickoil 5KOHOMHUYECKOW KOMUCCUU
oT 20 1. Ne

N3IMEHEHMUA,
BHOocuMbIe B [IpaBuiia perucrpanuu M 3KCIEpPTU3LI
JIEKAPCTBEHHBIX CPEICTB Il MeIUIMHCKOI0 IPUMEHEeHN

1. B nynkre 19:

a) mociie ad3ana JBalaTh CEAbBMOTO JOMOJHUTH ad3aleM CIIEYIOLEro
COJICPKAHUS:

«HOMEpP BepcHM (MOCIEAO0BATEIBHOCTH) PETUCTPALMOHHOIO JOChE» —
HOMEp, MPHUCBOEHHBINA 3asgBUTENIEM JOKYMEHTaM PETUCTPALMOHHOTO JOCHE,
MPEJICTABIISIEMOTO B 3JIEKTPOHHOM BHJIE€ B COOTBETCTBUM C TPEOOBAHUSIMU K
CTPYKTYpE JOKYMEHTa, YCTaHOBJIICHHbIMU KoMuccueil, B paMkax 3asBJICHUS U
(w) B OTBET Ha 3alpoC YMNOJHOMOYEHHOTO oOpraHa (9KCIEepTHOU
OpraHM3alliM),  MPEJACTABIAIOMMN  COOOM  CBEICHHS O  KaKJIOM
NPEACTABICHUN JOChe B BHUAEC 4-X apabckux mudp, s MEePBUYHOTO
npeacTrasiieHus qocke ykasbiBaercs «0000;»;

0) B abzarie 48 mocie CJIOB «PErHMCTPAlMOHHOE JI0CHE,» JIOMOJTHUTH
CJIOBaMU «OKa3bIBAIOIIUX BIUSHHUE HA PaHEe CJEIaHHbIC BHIBOJIBI, ).

2. ITyHKT 62 U3II0XKUTH B CICAYIOIICH peAaKIINu:

«62. DKCTEePTHBIN OTYET MO OIEHKE JOJIKEH OOHOBISATHCS IKCIEPTHOU
opraHmzanuet pedepeHTHOro rocydapcTBa MpH  TOSBICHUH  HOBOM
uHpopmaruy, KOTOpas SABISETCS BaXXHOW ISl  OIGHKHM KayecTsa,
oe3omnacHocTd U (W) 3 PEKTUBHOCTH JIGKAPCTBEHHOTO TIperapara v (Win)
MOXET TMOBJUATh HA COOTHOIIEHUE «I0Jb3a — PHUCK» JEKAPCTBEHHOIO

npernapara, B paMKax MpoUeaypbl BHECEHUSI U3MEHEHUN B PETUCTPALIMOHHOE
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JIOChE, OKa3bIBAIOIIMX BIIMSHUE HA paHee CJeJaHHbIe BBIBOJBI U (WJIN)
BIUSIONIMX HA HH(OpMaLINIO, MPUBEACHHYIO B HEM.».

3.B mynkre 66.1 cnoBa «mpuioxenusmMu Ne 19 u 20» 3amMeHUTH
cinoBaMu «mpuioxeHrueM Ne 19y,

4. I1yHkT 113 M3N0XKUTH B CIAEAYIOLIEH PEIaKIiU:

«113. DkcriepTHBIE ~ OTYET MO  OIEHKE JOJDKEH  OOHOBIISITHCA
OKCIIEPTHON oOpraHuzanuel pedepeHTHOro rocyaapcTBa MpU TOSBICHUU
HOBOM wuH(dOpMaIK, KOTOpas SBIAETCS Ba)XXHOW JUIsl OLICHKH KadecTBa,
oe3omnacHocTd U (W) 3¢ (PEeKTUBHOCTH JIEKAPCTBEHHOTO Tpernapara v (Win)
MOXET TMOBJIMATh HA COOTHOIIEHUE «I0Jb3a — PHUCK» JIEKAPCTBEHHOTO
npernapara, B paMKax Mpoleaypbl BHECEHHUSI U3BMEHEHUM B PErUCTPALIMOHHOE
JIOChE, OKa3bIBAIOIIMX BIMSHUE HA paHEE CJEJIaHHbIE BBIBOJBI W (WJIN)
BIUSIONMINX Ha HH(OpMaIINIO, MPUBEACHHYIO B HEM.».

5. I[IyHKT 144 M310XUTH B CIEAYIONICH PeIaKIIUN:

144. JlomyckaeTcss BHECEHHE W3MEHEHUW B PErUCTPAllMOHHOE J0ChE
nekapctBeHHoro mnpemnapara IA, |Agy u (unu) IB tuna B cooTBeTCTBUU C
Kinaccudukanuet, npuBeAeHHOW B nomosHeHnu V mnpuioxkenus Ne 19 x
HactoAmuM [IpaBuinam B paMkax Mpoueaypbl MOATBEPKACHUS PETUCTPALIUU
(mepeperucTpamnyu) JEKapCTBEHHOTO IMpemnapara, 0e3 JOMOJHUTEIhHON
MoJIa4M 3asiBJICHUS HA BHECECHUE U3MEHEHUI B PErUCTPAIMOHHOE JIOCHE. ).

6. AG3a1l nepBbIil myHKTa 152 W3J10KUTH B CIEAYIOIIEH peaaKIuu:

«BHecenne V3MEHCHUU B PETUCTPALIMOHHOE JI0ChE
3apETrUCTPUPOBAHHOTO JIEKAPCTBEHHOTO Mpenapara U 3KCIEepTU3a BHOCHUMBIX
U3MEHEHHI  OCYIIECTBIISIIOTCS. B COOTBETCTBUM C  KJaccu(uUKalueu
W3MEHEHHM, BHOCHUMBIX B PETUCTPAIIMOHHOE JOChE 3apEruCTPUPOBAHHOIO
JIEKApCTBEHHOI'0 TIperapara M IMpaBWIaMHU UX BHECEHHUS B COOTBETCTBUU C
npuitoxeHussM Ne 19 k Hactosuum [IpaBunam.».

7. ITynktsl 153 1 154 u3n0XUTh B CIEIYIONIEH peIaKIIUN:
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«153. [Ipy MOJIOKUTEIBHOM PENICHUH YIOJHOMOYEHHOIO OpraHa
(9KCIIEpTHOM OpraHu3aluu) O BHECEHHUM HM3MEHEHUM B PErMCTPALIMOHHOE
JOChE  JIEKAPCTBEHHOI'O  Mperapara  3asBUTENI0  BBIIAETCS  HOBOE
PErHCTPALIMOHHOE YJIOCTOBEPEHHUE O] MPEKHUM HOMEPOM Ha OCTATOYHBIN
CPOK  JIECTBUSl ~ pPETUCTpaluy  JICKAPCTBEHHOro  mpemnapara (s
PErUCTPALMOHHBIX YJIOCTOBEPEHHUI C OTPAHUUYEHHBIM CPOKOM JICUCTBUSA) WU
0e3 orpaHuueHusi cpoka JercTBUs ([J11 OECCPOUYHBIX PErHUCTPALMOHHBIX
YAOCTOBEPEHUI) B ClIy4dae, €CIM BHOCHUMbBIE HW3MEHEHUS 3aTPAaruBarOT
uH(OpMaLIMIO U JaHHbIE PETUCTPALMOHHOIO YAOCTOBEpeHus. B enuHom
peecTpe MPUBOIATCSA CBEIAEHHUS O JaTe PELIEHUs YIMOJHOMOYEHHOIO OpraHa
(3KCMEpTHOM OpraHu3aluu) M0 KaKIOMY OJOOPEHHOMY HW3MEHEHHIO C
yKa3aHHEM HOMEpa (HOMEpPOB) BEPCUU (ITOCIEIOBATEIILHOCTH) SIIEKTPOHHOTO
JOCBE.

154. B cinydyae BO3HMKHOBEHUSI U3MEHEHUIN B PETHCTPALMOHHOM JOChE
JIEKapCTBEHHOr0 mnpenapara [A Tuma B COOTBETCTBUM C KilacCU(UKAIIUEH,
npuBeaeHHOM B nonosHennu V npuinoxenus Ne 19 k nacrosiuum [IpaBunam,
HE 3aTparuBaromux HHGOPMAIMI0O O JIeKapCTBEHHOM mpemnapare, 3a 60
pabouux mOHEH W MeHee 10 OKOHYAHUS JECUCTBUS PETHCTPAIMOHHOTO
YAOCTOBEPEHUs JOMYCKAaeTCsl BHECEHHE TaKuX W3MEHEHUH B XOJE
MPOBEJICHUS] AKCIEPTHU3bI JIGKAPCTBEHHOTO Mpernapara Npu MOATBEPKICHUU
€ro perucrpainuu (ImepeperucTpaimm)..

8. AG3arpl mepBBIE U BTOPOM MyHKTa 155 M3NMOXHUTH B ClEmyIONIEH
pelaKuuu:

«155. Ilpu  momade 3asBIEHUA O BHECEHMM M3MCHEHUUA B
PETUCTPALMOHHOE JOChE JIEKAPCTBEHHOIO Mpenapara, 3aperucCTpupOBaHHOTO
B peepeHTHOM roCcyAapCcTBE U TOCyAapcTBaxX NMpU3HAHUS, 3asIBUTEIb JOJIKEH
NpEJACTaBUTh B YMNOJHOMOYEHHBIM OpraH (3KCHEPTHYIO OpraHU3aluIo)

pedepenTHOorOo TOCYmapcTBa HMH(POPMAIIMIO O NPEAMICCTBYIOMHMUX JaTax
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N0/Ia4X U HOMEPAX BepcHil (MOCIeq0BaTENbHOCTEN) HA BHECEHHE U3BMEHEHU I
B PErUCTPAllMOHHOE JOChE JIEKAPCTBEHHOrO Mpemnapara B TOCYyIapcTBa
npu3HaHus (MIPU HATUYHH).

IIpr W3MeHEeHUM aepxKaTeas PErucCTPAlUOHHOTO YIOCTOBEPEHHUS BO
BCEX 158107 B HECKOJIBKUX (oHOM) rocyJ1apcTBax-4jeHax,
3apETUCTPUPOBABIINX JICKAPCTBEHHBIN Mpenapar, 3aABUTENb NPEACTABISAET B
YIOJHOMOYEHHBIN OpraH (3KCHEPTHYI0 OpraHU3alii0) 3TUX TOCYIapCTB-
YJICHOB 3asIBJICHHE HA BHECEHHE U3MEHEHUIN B COOTBETCTBUU C MPHUIIOKEHUEM
Ne 2 k nactosiiuum IlpaBuinam, COOTBETCTBYIOIIME JOKYMEHTHI moayis 1
pErucTpallMOHHOr0  Jocke€ U (Mpu  HEOOXOJUMOCTHU)  JIOKYMEHT,
dbopMHUpyeMbIii YIIOJIHOMOYEHHBIM OPraHOM (SKCHEPTHOW OpraHu3aluei),
MTOJITBEPKAAOIIUIA BaJIMJHOCTD COOTBETCTBYIOIIEH BEpPCUU
(mocnenoBaTeNbHOCTH) 3JIEKTPOHHOIO JIOChE JIEKAPCTBEHHOTO IIperapara.
N3meHenue JepKaTens PETUCTPALIMOHHOTO YAOCTOBEPEHUS
paccMaTpuBaeTCsd B COOTBETCTBUM C KiaccU(UKalMed, MPUBEICHHONW B
nonosiHeHuu V npuioxenust Ne 19 k nactosium [IpaBunam.».

9.B mynkte 172 cnoBa «mpunoxenusmMu Ne 19 u 20» 3aMeHHTH
cinoBaMu «mpuiioxeHueM Ne 19y,

10. B a63arne Bropom myHkTa 174 cnoBa «mpunoxenusmu Ne 19 u 20»
3aMEHUTH CIIOBAMU «IPUIIOKEHUEM No 19y,

11.Tlpunoxenne Ne 19 k ykazanHbiM [IpaBwiiaMm H310XKUTH B
CIEIYIOLIEN PEIAKIINU:

«ITPUJIOXKEHHME Ne 19
k [IpaBuiiam peructpanuu u

OKCIICPTHU3BI JICKAPCTBCHHBIX CPCUACTB
AT MCAUIIUHCKOTO ITPUMCHCHUA
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ITPABUJIA
BHECEHNSI N3BMEHEHUIl B PErHCTPALIMOHHOE 10ChE
3aperucTPUPOBAHHOIO JIEKAPCTBEHHOTI'0 Mpenapara
JJIS1 MEIMIUHCKOT0 MPUMEeHeHMsI

|. OOmme monoXeHus
1.1. Ilpenmer u cepa npuMeHEHUs

1.1.1. Hacrosimiee npuioxeHue:

YCTaHABIIMBAET MOPSAJOK BHECEHHMS M3MEHEHHII B PETUCTPALMOHHOE
JOCBE 3apETUCTPUPOBAHHOTO JIEKAPCTBEHHOIO Iperapara (Jajiee — BHECEHUE
U3MEHEHUI), B COOTBETCTBUM ¢ [IpaBminamum perucrpanum U 3KCIEPTU3BI
JIEKapCTBEHHBIX CPEJICTB NI MEJULMHCKOTO NPUMEHEHUS, YTBEPKICHHBIMU
Pemennem Coera EBpa3uiickoll 3KOHOMHYECKON KOMHCCHUHM OT 3 HOsIOps
2016 1. Ne 78 (manee — [IpaBuina);

YCTaHABIMBACT IOPSAJOK BHECEHHMS W3MEHEHHMI B PETUCTPALMOHHOE
JOChE  JIEKAPCTBEHHBIX  IIPENaparoB  IOJABEPrarolIUXcs  MPOLEaype
NPUBEACHUS  PErUCTPALMOHHOTO  JIOChE  JIEKAPCTBEHHOrO  Ipenapara,

3apETUCTPUPOBAHHOTO IO TPaBUIAM TOCYAapcTBa — wWieHa EBpasuiickoro

PKOHOMHMYECKOTO0 cow3a (maimee — rocyaapctBa-wieHbl, Coro3) B
cooTBeTcTBHE C TpeboBanusmu Coroza (gaiee — TpUBEACHUE B
COOTBETCTBHUE);

pEerNIaMEHTHPYET NpPaBWJIa IIPOBEICHMS DKCIIEPTU3bl NPU BHECECHUH
YKa3aHHbIX U3MEHECHUU.

Jlepxatenu perucTpallMOHHbIX YIOCTOBEPEHUMN (3asiBUTENU) BIIPaBE
oOpaTUThCsl B YIOJHOMOYEHHBI OpraH (dKCIEPTHYIO OPraHU3alMIo)
pedepeHTHOro  rocyJapcTBa g MOJYYEHHS  PEKOMEHAAIMH 110
KJacCupUKAUU HM3MEHEHUH, KiacCupUKalus KOTOPBIX B HACTOSIIEM
NPUJIO)KEHUU OTCYTCTBYET, B COOTBETCTBMM ¢ nyHKkramu 1.5.1 m 1.5.2

HaCTOosAmICTO IIPWIOKCHHUA WJIM 110 HWHBIM BOIIPpOCaM, CBs3dHHBIM C
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IpoLenypoil BHeceHUus H3MeHeHHi. lIpu HeoOXoaumocTH MOKET OBbITh
OpraHU30BaHO OOCYXKJIEHHE MOCTABJICHHBIX BOMPOCOB C YIMOJIHOMOYEHHBIMU
OopraHaMu (3KCIEPTHBIMU OPraHU3alUsIMU) TOCYJaPCTB MPU3HAHMS.

Jlepxatenb  pEerucTpallMOHHOTO  YJOCTOBEPEHHS MO  3ampocy
COOTBETCTBYIOLIErO OpraHa JOJDKEH B KpaTyaullvue CpOKH, HO He no3aHee 20
pabounx JHEW TpeAcTaBUTH JOOyI0 HHGOPMAIIUIO, 3aTPAruBaIOIIYIO
peanu3anuio ONpeIeICHHOrO U3MEHEHHS.

1.1.2. HacTosmiee nmpuiaoKeHHE PACIpPOCTPAHSIETCS, B TOM YHUCIE, Ha
TpaHc(epbl PETUCTPALMOHHBIX YAOCTOBEPEHUN OT OJHOI0 JepKaTess
PErHCTPALIMOHHOTO YAOCTOBEPEHHUs JIEKAPCTBEHHOrO Impemnapara (nanee —
JepKaTenp), APYroMmy JAepxkarento. B Takux ciyyasx, OpencTaBIISIOTCA
JIOKYMEHTBI, YKa3aHHbIE B a03aiie BTopoM nyHkTa 155 [paBui.

1.1.3. Tlonoxenus pazaena Il HacTosmero NpuiIOKEHUsT TPUMEHSIIOTCS
JUIsI BHECEHUS WM3MEHEHHMII B PETHCTPALIMOHHOE JIOChE JIEKAPCTBEHHOTO
npenapara, 3aperucTpUPOBAHHOIO WM  MPOLIEAUIEro  (MpOXOJSIIEro)
IpOLEeNYpy NPUBEACHUS B COOTBETCTBUE coryiacHO pasnaeny XIII IIpaswi,
0oJjiee yeM B OJIHOM TOCYyJIapCTBE-UJICHE.

1.1.4. Tlonoxenus pazaena Il HacTOSIIEro NPUIIOKEHUS] TPUMEHSIOTCS
JUIsl BHECEHUS WM3MEHEHHMII B PETHCTPALIMOHHOE JIOChE JIEKAPCTBEHHOTO
npenapara, 3aperucTpUpPOBAHHOIO WM  MPOILIEAUIEro  (MpOXOJSIIEro)
MpOLEAYPY NPHUBEICHUS B COOTBETCTBUE coriacHo paszaeny XIII IIpaBun B
oJIHOM (peepeHTHOM) TOCYJapCTBE-WIeHE (HallMOHATIbHAS MPOIIEAYPa).

1.1.5.1lpy uU3MEHEHUH YCIOBHN PETUCTPAMU  JEKAPCTBEHHOTO
npenapara B COOTBETCTBHMU C pasznaesniom [V HacTosmero mnpuiIoKEHUs
BHECEHHE M3MEHEHHI OCYUIECTBISETCA B COOTBETCTBUM C NMyHKTamu 1.1.3 u

1.1.4 HacTOSIIETO MPUIIOKEHMUS.
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1.2. Onpenenenus

JIns  uenmed HACTOAILIETO MPUIIOKEHUS UCIHOJB3YIOTCS MOHSTHS,
KOTOPBIE O3HAYAIOT CJIEAYIOLIEE:

«3aMHTEPECOBAHHOE  TOCYJApCTBO-WIEH» —  TOCYAapCTBO-YJIEH,
YIOJIHOMOUYEHHBIN OpPraH KOTOPOTO 3aperucTpuUpoBal paccMaTpUBaAEMBbIi
JIEKapCTBEHHBIN Mperapar,

«3HaunMoe u3MeHeHue Il Tthma» — M3MEHEHHEe, KOTOPOE, HE SBIISASICH
U3MEHEHUEM, TpeOYyIOIIMM  HOBOW  pPErUCTpalldd, MOXET OKa3aTb
3HAYMTEIHPHOE BIIMSHHUE HA KadyeCTBO, OE30MacHOCTh WM 3()PEKTUBHOCTH
3apEeTUCTPUPOBAHHOTO JIEKAPCTBEHHOIO Mpenapara;

«M3MEHEHHEe, TpeOyroIee HOBOW pEerucTpanuu» WIH «paclIupeHue
perucTpauum» — MU3MEHEHHUs, IEPEUYHCICHHbIE B JONOJHEHHMHM | U
YAOBJIETBOPSIONINE YCIOBUSIM, ONTMCAHHBIM B HEM;

«U3MEHEHUE YCJIOBUU PETUCTpalMK» JIEKAPCTBEHHOIO Mpernapara Wi
«M3MEHEHUE PETUCTPALIMOHHOTO JOChE» O3HAYAET JH000€ U3MEHEHHUE:!

U3MEHEHHUE PETUCTPAIMOHHOTO JIOChe — JIOKYMEHTOB M JaHHBIX,
ykazaHHbIX B mpuioxkeHussix Ne 1 u 4 x IlpaBunam peructpanuu
JIEKAPCTBEHHBIX CPEACTB;

U3MEHEHHUE YCIOBUM PErucTpaldd — YCJIOBUWM TMPHUHSITHUSL PEUICHUS O
perucTpanuu JEeKapCTBEHHOr0 IMpenapara Jjisi MEIUIMHCKOTO MPUMEHEHUS,
BKJIIOUas OONIYI0 XapaKTePUCTUKY JIEKApCTBEHHOI'O Mpernapara W JIHOObIC
yCJIOBUs, 00s3aTE€NIbCTBA WM OrPAaHWYCHUsSI, BIUSIONIUE HA PETUCTPAIUIO
JEKApCTBEHHOrO  Mpemnapara WIM  HM3MEHEHUS  MAaKETOB  YIIaKOBKHU
(MapKUpOBKH) WJIU JINCTKA-BKIIAJBINIA, 00YCIOBICHHBIE N3MEHEHUEM OOIIEeH
XapaKTePUCTUKH JICKAPCTBEHHOTO TIpernapara;

«He3Haunmoe wu3MeHeHue IApyy Tumay — wusMeHenue A Tuma,

Tpe6yfomee HCMCIJICHHOT'O YBCAOMIICHUA, TO CCTb HCMGI[JICHHOﬁ Inoaa4du
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3asBJICHUS O BHECEHUU H3MeHeHMM (B TeueHue 20 paboumx JHEH) mocie
peanu3anuy yKa3aHHbIX U3MEHEHUN;

«HE3HAYMMOE U3MEHEHHE [A Tuma» — U3MEHEHUE, KOTOPOE OKa3bIBAET
MUHUMAJbHOE BJIMSHHE Ha KauecTBO, 0Oe30macHOCTh M 3(PGHEKTUBHOCTH
3apETUCTPUPOBAHHOTO JIEKAPCTBEHHOr'O MpernapaTa WM HE OKa3bIBAET €ro
BOBCE;

«He3HaunMoe u3MeHeHue IB tuma» — m3MeHeHue, He IoAIajaroiiee
non onpeneneHus usmeHeHud A, [Agy uw Il TUnoB u pacuidpeHus
perucTpanuy;

«HEOTJIO)KHOE  OrpaHMYeHHWe B  IeIsIX  O€30MacHOCTU»  —
MPOMEXKYTOYHOE HM3MEHEHUE YCIIOBUM pPErucTpalui B CHIY TMOSIBICHUS
HOBBIX  CBEJICHUH, OTHOCSIIUMXCA K  Oe30macHOMYy  IPUMEHEHHIO
JIEKApCTBEHHOIO Mpenapara;

«COOTBETCTBYIOIIUI OpraH» — YMOJHOMOYEHHBIM OpraH (dKcHepTHas
OpraHu3alIysl) KaXJ0ro 3aMHTEPECOBAHHOTO FOCY1apCTBa-UJICHA.

Jpyrve NOHSTHSA, UCHOJb3YyEMbIE B HACTOSIIEM MPHIOKEHHH,
MPUMEHSIIOTCSI B 3HAUCHUSX OIpe/IeTIEHHbIX akTaMu opraHoB Coro3a B cepe

oOpallleHHs JICKAPCTBEHHBIX CPEJICTB.

1.3. Knaccuduxanuyst n3MeHEeHHM

1.3.1. K kaxaomMy HW3MEHEHWI0, HE SBISIOMIEMYCS pPacIIMPEHUEM
pErucTpalviyl JICKAPCTBEHHOTO TMperapara, MpPUMEHSETCs Kiaccudukaius,
YCTaHOBJIEHHAA B J0MOJHEHUU 1.

1.3.2. I3meHeHne, HE SBJSIONICECS PACHIMPEHUEM PETUCTPALMU
JIEKApPCTBEHHOr0 TIpenapaTta W KJIaCCH(PUKAIMOHHYIO TMPUHAIJICKHOCTD
KOTOPOTO HEBO3MOYKHO OIPEACIINTh, NPUMEHSS TMOJIOKEHUS HACTOSIIETO
MPUJIOKEHUS C YUETOM PEKOMEHIAIMN, COCTABJIEHHBIX COTJIACHO MYHKTY 1.5

HaCTOAUICTO MMPUITOKCHUS, ABJISACTCA 110 YMOJIYAHHUIO UISMCHCHUCM IB Tuna.
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1.3.3. B mopsake wuCkIOYeHHs W3 IyHKTa 1.3.2 HacTosImero
NPWIOKEHUS HW3MEHEHHE, HE SBIISIONICECS PAaCIIMPEHUEM PETUCTpaluu
JIEKapCTBEHHOI'0 TMpernapaTta U KIacCU(DPUKAIMOHHYIO MPUHAJJICKHOCTD
KOTOPOTO HEBO3MOXXHO OINpPEACIUTh, MPUMEHSS IMpPaBUia, YCTAaHOBJICHHbBIC
HACTOSIIIIMM TIPUIIOKCHUEM, SIBISETCS 3HAYMMBIM H3MeHeHueM Il Tuma B
CJICAYIOIIUX CITyYasiX:

0 MOTHMBHPOBAHHOMY 3aIlpOCy 3asiBUTENSL MPU TOJave 3asBICHUS Ha
BHECEHHE U3MEHEHUS;

€CIM  YIOJHOMOYEHHBIM  opraH  (dKCIEpTHAas  OpraHu3alus)
pedepeHTHOTrO TocyJapcTBa IOCIE OOCYXKIEHUS C YIOJHOMOYEHHBIMU
opraHaMy (9KCHEPTHBIMH OpPTaHM3AIUsIMU) TOCYJAapCTB TPU3HAHHS HWIIH
YIOJHOMOYEHHBIM OpraH (dKCIEepTHas opraHuzamnus) pedepeHTHOro
rocyJapcTBa MpHU PErHCTPAlMM JIEKAPCTBEHHOTO Mperapara TOJBKO B 3TOM
rocyJapcTBe-ujieHe TMOCJE OIEHKH 3asBJICHUS B COOTBETCTBUHM C IMYHKTaMU
2.2.2 vnu 3.2.2 COOTBETCTBEHHO M C Y4Y€TOM IOJIOKEHUW myHKTa 1.5
HACTOSAIETO MPUJIOKEHUS, TPUHUMAET PEIICHUE, YTO U3MEHEHUE OKa3bIBACT
3HAYMTEIHPHOE BIMSHHUE HA KadyeCTBO, OE30MacHOCTh WM 3()PEKTUBHOCTH
3aperuCTPUPOBAHHOTO JIEKAPCTBEHHOTO Tpemnapara.

1.3.4. TlogpobHast  knaccudukanus HW3MEHEHUW  TPUBOAUTCS B
nonosiHeHuu V. B nononnenun VI npusenena kiaccuduxkanus U3MEHEHUH B
PErUCTPAIMOHHOE JI0ChE, KOTOPbhIEC JOMYCKAETCS BHOCUTH OJHOBPEMEHHO C
nojavell 3asBJICHUS HA TPUBEACHHUE B COOTBETCTBHE, MPETyCMOTPEHHOU

nyHKToM 172 IIpaBun.

1.4. BHeceHrne N3MEHEHUN B HACTOSIIEE MPUIIOKECHUE

1.4.1. EBpasuiickas skoHOMHUYEecKass Komuccus (naiee — Komwmccus)
o0si3aHa PETyJsIPHO BHOCUTHh HM3MEHEHHUS B HACTOSIIEEe NPUIOKECHUE B

COOTBCTCTBUHU C AKTYAJIbHBIMHW HAYYHBIMU NAHHBIMU.
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1.5. PekomeHnaamuu no HeKJIaCCU(PUIMPOBAHHBIM U3MEHEHUSIM

1.5.1. Jlo mogauu 3asiBJ€HUSI HA BHECEHUE U3MEHEHUS, KiacCupUKaIus
KOTOPOTO B HACTOAIIEM  MPWIOKEHUU  OTCYTCTBYET, JepKaTelb
PErUCTPAIMOHHOTO  YAOCTOBEpEHUsI  (3asBUTENh)  BIIpaBE  3alpOCUTH
PEKOMEHIALIMIO 0 KJIACCU(PUKALIMN U3MEHEHUS Yy YIOJHOMOYEHHOTO OpraHa
(3KCIIEpTHOM OpraHu3alnK) peQepeHTHOro rocyAapcTBa B COOTBETCTBUU C
a03aiieM IATHIM IMyHKTa 1.1.1 HacTOsIIEero MpuIoKEHUSI.

1.5.2. Pexomenpaamus, ynoMsHyTas B myHKTe 1.5.1, He 1omkHA
IPOTUBOPEUYUTh HACTOALIEMY IPUIOKEHUIO. YTOJHOMOYEHHOMY OpPraHy
(3KCIepTHOM oOpraHu3anuu) pedEepeHTHOTO TrocyJapcTBa HEOOXOIUMO B
teueHue 30 pabouux JHEW TMOcCie MOJy4YeHUs 3ampoca OT JAepiKaTens
PETUCTPAlUOHHOTO  YIAOCTOBEpPEHHUs]  (3asBUTENSI)  HANPABUTH  EMY
PEKOMEHJAlUI0, a  TakKXke, OCTallbHbIM  TOCYyJlapCTBaM-4J€HaM |
OKCIIEpTHOMY KOMHUTETY IO JIEKAPCTBEHHBIM CpeICcTBaM (Iajiee —
OKCHEPTHBIA KOMHTET) B DJJIGKTPOHHOM U (uwaM) OyMaXXHOM BHUJIE.
VYKka3zaHHbI CpPOK MOXKeT ObITh mpoasieH emie Ha 30 paGouux AHEH, eciau
YIOJHOMOYEHHBIA OpraH (9KCHepTHas OpraHu3anus) pePepeHTHOTo
rocyapcTBa COYTET HEOOXOAMMBIM MPOKOHCYJIBTUPOBATHCA C DKCHEPTHHIM
KOMHTETOM.

1.5.3. Jlo »kcnepTu3bl U3MEHEHHMs, KiacCU(UKAIUg KOTOpPOro B
HACTOSIIIEM  MPUJIOKEHUH  OTCYTCTBYET,  YIOJHOMOYEHHBI  Oprax
(3KCrepTHasi OpraHu3allys) 3aMHTEPECOBAHHOIO TOCYJapCTBA-WiICHA BIPABE
3alPOCUTh Y OKCIEPTHOIO KOMHUTETAa PEKOMEHJALUWI0 OTHOCHTEJIBHO
KJ1acCU(UKALIMYA TAKOTO U3MEHECHHUS.

1.5.4. Pekomenpanus, ymnomsiHyTas B MmyHkTe 1.5.3, He JoikHA
IPOTUBOPEUYUTh HACTOSIIEMY MPWIOKEHUIO. OKCHEPTHOMY KOMHTETY

HEO0O0XO0IUMO ee MpeacTaBUuTh B TeueHue 30 pabounx JHEH Mociie MoJIydeHUsI
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3arpoca OT 3aMHTEPECOBAHHOTO YIOJIHOMOYEHHOI'O oOpraHa (3KCIEepTHON
OpraHHU3aliK) U HANPABUTH AEPKATEIKO PETUCTPALIMOHHOTO YAOCTOBEPEHUS
(3asBUTEII0) U COOTBETCTBYIOIIUM YMOJHOMOYEHHBIM OpraHaM (3KCHEpTHOU
OpraHu3allMK ) TOCY1apCTB-YICHOB.

1.55.B nuensx oOecrnedeHHs COIJIACOBAHHOCTH —PEKOMEHIAIUH,
IIOJITOTOBJICHHBIX YIOJTHOMOYCHHBIMH opraHamu (9KCTIEPTHBIMH
OpraHU3alUsIMU) U DKCIIEPTHBIM KOMHTETOM B COOTBETCTBHUU C ITYHKTaMH
1.5.1 u 1.5.3, Komuccuss nomkHa IMyOJIMKOBaTh TaKWe PEKOMEHIAIUM Ha
opuImaIbHOM caiTe B HWHGOPMAIMOHHO-TEIEKOMMYHHKAIIMOHHON CEeTH
«lHTEpHET», TpEABapHUTEIBHO  yAaIMB  BCE  CBEJACHHUSA,  HOCSIIUE

KOH(pUACHITNATBHBIN XapakTep.

1.6. I3meHenus1, npuBOASIIME K IEpECMOTPy MH(GOpMAUU
0 JIEKAPCTBEHHOM IIperapare

1.6.1. Ecnu  u3MeHEeHHWEe  TPUBOJMT K  TIEPECMOTpPy  OOIIeH
XapaKTEPUCTUKHU JICKAPCTBEHHOTO Mpernapara, TEeKCTa MApKUPOBKH, MAKETOB
YIIAaKOBKU WJIM JIMCTKA-BKJIAJbIIIA, a TaKKe€ HOPMATHUBHOTO JOKYMEHTA I10
KaueCTBY  WJIM  M3MEHEHUI0  HWH(pOpMalMuu B  PErUCTPAllMOHHOM
YAOCTOBEPEHUU JICKAPCTBEHHOTO Mpenapara, TaKoW MEepPecMOTpP CUUTAETCS

HaCTbIO 3TOI'O NIBMCHCHM:I.

1.7. I'pynnupoBka u3MEHEHUN

1.7.1. Tlpu HEOOXOAMMOCTH BHECCHHUS HECKOJBKUX HW3MEHCHHH B
PETUCTPALMOHHOE JIOChE 3aPETUCTPUPOBAHHOTO JIEKAPCTBEHHOI'O Mpernapara
B cooTBeTcTBUM C pazaenoMm Il wmm |l win nynkrom 4.1.1 Hacrosiuero
MPUJIOKEHUS, COOTBETCTBEHHO, [UJIi KaXJOTr0 HW3MEHEHHS, He0O0XOJIUMO
M0JIaTh OTJEJIbHOE 3asBJICHHE M JIOChe Ha BHECEHHWE HM3MEHEHUM (nanee —
JIOChE HA U3MCHECHUE).

IIpy »TOM B pamMKax OJHOTO 3asBJICHUS Ha BHECEHUE HW3MEHEHUU

JIepKATENNb PETUCTPALIMOHHOTO YJIOCTOBEPEHHS] BIIPABE T'PYNIIAPOBATH
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m3Menenust |A, |Agy, IB, u |l TumoB, 3a wuckiItOUYeHHUEM pacCHIUPESHUS
peructpauuu. [Ipu 3ToM He AomMycKaeTcsi IPYNINUPOBATh B OJTHOM 3asIBJIICHUU
m3MeHenust |A, |Ayy TUIIOB C JpyrUMH THUIIAMHA W3MEHEHUH, €CJIM TaKue
n3MeHeHus |A, | Agy THIIOB SBIISIFOTCSI HE3HAYNMBIMH.

Pacmmpenue peructpanuu MoJaeTcss B COCTaBE TPYMIbl U3MEHEHUU
TOJIBKO B TOM CJy4dae, €CJIM BCE 3asBJIICHHbIE W3MEHCHUS SBISIOTCS
CBSI3aHHBIMM C 3asIBJICHHBIM PACUIMPEHUEM PETUCTpaIlU WIH SIBIISIOTCSI €ro
CJICICTBUEM.

[Ipy OTKIOHEHUHU OJTHOTO U3 U3MEHEHHI B IPYIIIE, MOJAHHBIX B OJJHOM
3aSBJICHUM, OTKJIOHSIOTCS BCE WM3MEHEHHUs, BKIIOYEHHBIE B JIAHHOE
3asIBJICHUE.

B ciyyae rpynnupoBKH pa3HBIX TUIIOB U3MEHEHUN B paMKaxX OJHOTO
3asIBJICHUS] CPOK TIPOBEJICHUS TTPOIIEAYPbl BHECEHUSI U3MEHEHUN UCUUCIISETCS
C YYETOM JJIUTEILHOCTH HauboJiee CIIOKHOIO THIA U3MEHEHHU B IpyMIe U
MOXXET OBITh MPOJJICH AKCHEPTHOW opranuzanuei a0 60 pabouux aHEH B
cillyyae, €Clu 3asBlIEHHE He colaepkKuT udMeHeHnud tumna I, wim no 80
pabouux AHEH B Ciy4ae, e€cliv 3asBlieHue coAepKUT n3meHenus |l tuna.

1.7.2. B mnopsake wuckioueHus w3 nyHkta 1.7.1 Hacrosiiero
MPUJIOKEHUS IPUMEHSIETCS CIIEAYIOIIee MPaBUIIO:

MpU €IMHOBPEMEHHOW NOAAa4e 3asBICHUN O BHECEHHHM OJMHAKOBBIX
MHOECTBEHHbIX W3MeHeHul |A u (win) |Ayy TUIIOB B PErMCTPALIMOHHOE
JOChE  JIEKAPCTBEHHOrO  Mpernapara, JepikKaTeleM  PEerucTpaldOHHbBIX
YAOCTOBEPEHHUI HA KOTOPHIC SBJISIETCS OJHA U Ta K€ OpraHU3aIus Ui, €ClIu
W3MEHEHHS KacaloTCsl U3MEHEHUsSI dTOro JepKaTels, BCe TaKUe N3MEHEHUSI
JOMYCKAETCS MPEJICTABUTh €AMHOBPEMEHHO C CONMPOBOJIUTEIbHBIM MTUCHMOM
o (popme cornacHo gomnojaHeHuto VIl Hactosiero npuaoxeHus.

K ykazanHOMy  CONpPOBOJUTENbHOMY  THCbMY  IPUIIArarOTCs

CJICTYIOIIUE JOKYMEHTHI:
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3asiBJIEHUE O BHECEHUH U3MEHEHUI B PETUCTPALIMOHHOE JI0ChE KaXKI0r0
3asBJIIEMOIO JIEKAPCTBEHHOI'O IIpernapaTa B COOTBETCTBUM € (OpMOM
npunoxeHus Ne 2 x [IpaBunawm;

JOKYMEHTBI, MOATBEPAKAAOLIME OIUIaTy cOopa (MOUUIMHBI) 3a BHECEHUE
U3MEHEHUH B  PETUCTPAlMOHHOE JIOCh€ B ClIy4yasix M  MOpSAKE,
YCTaHOBJICHHBIX B COOTBETCTBHUH C 3aKOHOAATEILCTBOM I'OCY1apCTB-UJIEHOB,;

HOMPAaBKM K COOTBETCTBYIOIIMM pa3jenaM U JOKYMEHTaM J0Che
(0OHOBIIEHHBIE JOKYMEHTBI) u COOTBETCTBYIOLIHUE JOKYMEHTBI
PErUCTPALIMOHHOTO JI0ChE, 000CHOBBIBAIOIINE BHECEHHE KAXKOT0 U3MEHEHUS
U [OATBEpXKAAIOUUME COONIOJEHUE  YCIOBUH, B  COOTBETCTBHHM C
Kiaccupukanue JomoJiHeHuss V - HACTOAIIEr0 TMPUJIOKEHUs U (MpH
HEOOXOJIUMOCTH) JOKYMEHT, NOATBEPKIAOIINAN BaJIUJHOCTb
IPEACTABICHHON BepCcHM (IIOCIIEIOBATEIBHOCTH) 3JEKTPOHHOTO JIOChE,
Ka)KJI0T0, 3asBJICHHOI0, JICKAPCTBEHHOTO IIpenapara.

1.7.3. Buecenue IPYIIIbI U3MEHECHUIN (c MIPUII0KEHUEM
COOTBETCTBYIOIIMX JOKYMEHTOB), YKa3aHHBIX B a03aile BTOPOM IyHKTa 1.7.2
HACTOSIIETO MPUIOKEHUS, JOJKHO OCYHIECTBISATHCSA CAEAYIOIIMM 00pa3oM:

[0 pe3yJIbTaTaM pPACCMOTPEHHUs CONPOBOAMTEIIBHOIO MHUCbMA U
JOKYMEHTOB, INPUJIOKEHHBIX K COIPOBOJUTEIBHOMY IHCbMY YKa3aHHBIX B
ab3alax YeTBepTOM — MIECTOM ITyHKTa 1.7.2 HACTOSIIET0 NPUIIOKCHUS
YIOJIHOMOYEHHBIM OpraH (3KCIepTHas opraHus3anusa) B cpok He mozanee 30
pabouux JHEW MNpUHUMAET peuieHue U UHOOPMUPYET 3asBUTENS U
COOTBETCTBYIOIIME OpraHbl TOCYJIAapCTB NpHU3HAHUS OO0 OJOOpEHUU WU
OTKJIOHEHMM UW3MEHEHUs, a TaKke O BO3MOXHOCTH NPHOOUICHUS
COOTBETCTBYIOIIMX BepcUi (IIOCIIETOBATEIBLHOCTEN) K 3JIEKTPOHHOMY JIOCHE
WIM TOpU  OTKJIOHEHWH  H3MEHEHHUsS  YBEIOMJISIET  3asBUTENS U
COOTBETCTBYIOIIME OpraHbl TOCYAapCTB Mpu3HaHUA (TP HAIWYUHU) 00

OCHOBAHMAX TAKOI'O PCIICHMA.
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II. BHeceHne U3MEHEHUN B PETUCTPALIMOHHOE JI0ChE
JIEKApCTBEHHBIX MPEINapaToB, 3aperuCTPUPOBAHHBIX OOJIee YeM
B OJIHOM T'OCYJIapCTBE-UJICHE

2.1. ITpouenypa yBe1OMJIEHHUS] O BHECEHUN HE3HAYUMBIX
n3meHnennit [A u (wnm) |Ayy Tuma

2.1.1. B yBenmoMuTenpbHOM TOpsiaKe (0€3 SKCIepTH3bl) MOTYT OBITh
3asBJIeHbl TOJbKO u3MeHeHus [A u (unu) [Apy tunma. Ecnu 3asBieHue
JOTIOJTHUTEIBHO COJICP’KUT 3asiBJICHHbIE W3MEHEHUS, HE OTHOCSIIUECS K
YKa3aHHBIM THUIIaM, TaKOE 3asBJICHUE MOABEPraeTcs HKCIEPTU3E B IMOPSIKE,
YCTAHOBJICHHOM B HACTOSIIIEM NPWJIOKEHUU JII COOTBETCTBYIOIIETO THIA
U3MEHEHUS C YYeTOM MOJIOKEHUM ab3ara BToporo myHkTa 1.7.1 Hacrosero
MPUIIOKCHUS.

Jlonosinenue V  HACTOSIIETO NPWIOKEHHUS COACPXKHUT IepeyeHb
W3MEHEHHM, KOTOphIe HEOOXOMMO paccMaTpUBaTh B KAYECTBE HE3HAUMMBIX
n3MeHeHud TA tuma. Jlepkatenb MOKEH MOAAaTh 3asBJICHHUE O BHECEHUU
TaKuX U3MEHEHUHN B TeueHue 365 xanmeHaapHbix qHer (12 mecsueB) co THS
UX peanuzainuu (mpoleaypa «ciaeiaid u pacckaxuy»). B memsix odbecneueHus
HEMIPEPHIBHOIO HAJ30pa 3a JICKAPCTBEHHBIM IIpPEnapaToM HEKOTOPhIE
He3HaYuMbIe u3MeHeHusl [A Tuma TpeOyroT HEMEJICHHOTO YBEIOMJICHUs (HE
no3aHee 20 paboumx mnew) mocne ux peanusanuu (IApy). Ilpu 3Tom mms
HE3HAUYUMBIX M3MeHeHu |A Tuma, NpuBOIAIIUX K IEpecMOTpy MHpOpMaIuu
O JIGKapCTBEHHOM TIpenapare CcorjlacHo NyHKTy 1.6  HacTosiero
MPUJIOKEHUS, 3asBJICHUE HA BHECEHUE U3MEHEHU HEOOXOIMMO MPEJACTaBUTh
0 pealn3aluuu W3MEHEHWHW. Peamn3anuss TakMX HW3MEHEHUM BO3MOXKHA
TOJIBKO TIOCJI€ BHECEHUS YMNOJHOMOYEHHBIM OPraHoM  (3KCHEPTHOM
opraHuzainmueii) peepeHTHOro rocyIapcTBa U TocyAapcTBa MpU3HaHUS (TIpU

HaJ'II/IIII/II/I) COOTBCTCTBYIOLINX CBSI[GHI/Iﬁ B GJIHHBIﬁ peecTp
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3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX cpeAcTB Coro3a (majee — eauHbIN
peectp).

Ecnu 3asBiieHrE JONOJHUTENBHO COAECPKUT HE3ASIBIICHHBIE U3MEHEHUS,
HE  OTHOCSAUIMECSs K  HM3MEHEHHMSIM  YBEIOMUTEIBHOIO  XapakTepa,
YIOJHOMOYEHHBIM  OpraH (dKCIepTHas opraHu3anus) pedepeHTHOro
rocyJlapCcTBa OTKJIOHSET TAKOE 3asBIICHUE B CPOK, HE mpeBblmarommi 20
pabouux JHEW CO JHS €ro MOJy4YeHHUS U UHPOPMUPYET B AIEKTPOHHOM BHUJIC
3asiBUTENS] M TIOCPEJICTBOM HMHTETPUPOBAHHON HHGOPMAIMOHHOM CHCTEMBI
Coro3a (nmanmee — WHTETPUPOBAHHASI CHUCTEMA) COOTBETCTBYIOIIUME OPTaHbI
rocygapcTB  NpuU3HaHUA 00  OTKa3e BO  BHECEHMUM  U3MEHEHUH
YBEJOMUTEIBHOTO XapaKTepa.

Henpencrasiaenue Bceil HEOOXOAUMOM JOKYMEHTAIIMU K 3asBJICHUIO,
JOKYMEHTOB, TOJTBEPXKJAIOIIUX OIulaTy cOopa (MOLLIMHBI) 32 BHECEHHE
U3MEHEHUH B PETHCTPALMOHHOE JOChE, B Cly4asix U IOPSAOKE,
YCTaHOBJICHHBIX B COOTBETCTBUM C 3aKOHOJATEIbCTBOM I'OCYJAapPCTB-UJICHOB,
a TaKkXXe HeCcOOII0JIeHWE YCIOBUHM KIacCU(PUKALMK W3MEHEHHUH SBIISIETCS
OCHOBAaHMEM [UIsl OTKJIIOHEHUS 3asBJICHHS O BHECEHHMM W3MEHEHUI
YBEJOMUTEIBHOIO XapakTepa B PETHCTPAlMOHHOE JOChE, IMpPU ITOM
YIOJIHOMOYEHHBIM OpraH (3KCHEpTHAsl OpraHu3alys) BIPABE HAIpPaBUTh
3asIBUTEI0 3alpoOC O MPEJOCTaBICHUM HEOOXOIMMON JOKYMEHTallUU B
TeueHue 5 pabounx JHEN.

2.1.2. ITpu BHeceHuun He3HauuMoro uaMeHeHus [A u (unm) [Ayy Tuna,
HE NPUBOJSALIETO K IEPECMOTPY UHPOPMAIIUH O JIEKAPCTBEHHOM Iperapare B
COOTBETCTBUM C IIYHKTOM 1.6 HacToslero MNpUIIOKEHUS 3asBUTEIb
NPEACTABISIET B YINOJHOMOYEHHBIM OpraH (9KCHEPTHYIO OpraHU3alMIO)
pedepeHTHOTO TOCyJapcTBa 3asBJICHHME O BHECEHUMM W3MEHEHUH Ha
OyYMa)KHOM HOCHUTENE WIHA B BUJIE 3JIEKTPOHHOI'O JOKYMEHTA, OAMMCAHHOIO

ANIEKTPOHHOW  1U(POBOM  TOAMKUCHIO  (PIEKTPOHHOW  TOMAMKCHIO) B
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COOTBETCTBUM C 3aKOHOJATEIbCTBOM TOCYJapCTBa-wieHa, B KOTOPOM
OCYIIECTBIISIETCA 10Jlaya TaKOro 3asBJICHUS (Hajiee — 3JIEKTPOHHAs MOIHUCh),
B cooTBeTcTBUM C (popmoit mpuminoxenuss Ne 2 k [IpaBunam, HOKYMEHTHI,
MOATBEPXKIAIONINE OIIaTy cOopa (MONUIMHBI) 32 BHECEHHWE M3MEHEHUU B
PErHCTPALIMOHHOE JIOCb€ B Cly4yasiX H TOPSJIKE, YCTAHOBJIEHHBIX B
COOTBETCTBUM C 3aKOHOAATEIbCTBOM T'OCYJapCTB-YJIEHOB, IIOMPAaBKU K
COOTBETCTBYIOIIMM  pa3ieliaM W JOKyMeHTaM Jocbe (OOHOBIIEHHBIE
JOKYMEHTBI) U COOTBETCTBYIOLIUE JOKYMEHTBHI PErHCTPAllMOHHOTO J0ChHE,
OOOCHOBBIBAIOIINE BHECEHHE KaKJOTO H3MEHEHUS U MOJATBEPkKAAOUIUE
COOJIIOJICHUE YCJIOBU, B COOTBETCTBUM C KiIacCH(pUKaMell AonojaHeHus V
HACTOSIIETO  NPWIOXKEHUs W (Ipu  HEOOXOJUMOCTH)  JIOKYMEHT,
MTOJITBEPKAAOIIUIA BaJIMHOCTD IIPEICTABJICHHOM BEpCUU
(mocie10BaTeNbHOCTH ) AIEKTPOHHOTO JIOCHE.

[Ipy HEoOXOaUMOCTH E€IMHOBPEMEHHOI'O BHECEHMSI OJIMHAKOBBIX
MHOeCTBEHHbIX 3MeHeHul [A u (unu) [Agy TUna 3asBUTENb IPEACTABIISIET
B YMNOJHOMOYCHHBIM OpraH (PKCHEPTHYI OpraHu3alnio) pePepeHTHOro
rocynapcTBa JOKYMEHTHI, [IEPEUUCICHHbIE B a03alax 4yeTBEPTOM — IIECTOM
nyHKTa 1.7.2 HACTOSIIETO MPWJIOKEHHUA. 3asBUTENb BIPABE NMPEACTABUTH B
YIOJHOMOYEHHBIH Opran (3KCHEPTHYIO OpraHu3anuio) pedepeHTHOro
rocyJapcTBa JOKYMEHTBI, NE€pEUUCICHHbIE B a03alle MEepBOM HACTOSIIETO
NyHKTa WIA B a03alax 4eTBEepTOM — IIECTOM MyHKTa 1.7.2 Hacrosiero
NpUJIOKEHUsT B TedeHue 365 kaleHmapHblx JHend (12 MecsieB) co aHA
peanu3zanuMyd HW3MEHEHUSI B CIydae, €CJIM 3asBJICHHbIE W3MEHEHUS HE
OPUBOJAT K TEPecMOTpY HHGPOpMalUKd O JEKapCTBEHHOM IIpernapare B
COOTBETCTBUHU C MYHKTOM 1.6 HACTOSIIET0 NMPWJIOKEHUS U HE OTHOCSITCS K
u3MeHeHussiM |Ayy Tuna. Ilpu 3TOM Cpok mMoJayu MEPBOHAYATIHLHOTO
3asIBJICHUS 3asIBUTEJIb PACCUUTHIBAET CAMOCTOSTEIBHO C YYETOM IOJIOKEHUHN

a03arra maToro myHkTa 1.7.1 HacTOAIIEro MPUIOKCHUS.
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YHonHOMOYEHHBIN OpraH (SKCIEepTHas OpraHu3aius) pepepeHTHOro
rocyJapcTBa Moclie MOJyYeHUs] TOKYMEHTOB, YKa3aHHBIX B a03aile BTOPOM
HACTOAILIETO IMYHKTAa MPOBOJMUT OIEHKY TOJHOTBI, KOMIUIEKTHOCTH H
IPaBUILHOCTH OPOPMIIEHUS MPEACTABICHHBIX IOKYMEHTOB.

[IpunsTHE penieHrsl 0 BO3MOKHOCTU NMPUOOIIEHHUST COOTBETCTBYIOLIEH
Bepcuu (TOCIENOBATEIBHOCTH) K DJIEKTPOHHOMY JIOCh€ IIPU BHECEHUHU
HE3HAYMMBIX M3MEHEHUN YBEJOMHUTEIBHOIO XapaKTepa, HE 3aTparnuBaroIInX
uH(OpPMAIIMIO O JIEKAPCTBEHHOM IperapaTe B COOTBETCTBUU C MYHKTOM 1.6
HACTOSIIETO MPUIIOKEHUS, U pa3MELIEHUE CBEIACHUN B €IMHOM DPEECTPE B
YCTAaHOBJICHHOM  TOpAJIKE  pePEepeHTHbIM  TOCYAApCTBOM  SIBJISIETCS
OCHOBaHWEM JJisi MPOJOJDKEHHS] pealu3alid HW3MEHEHUs B pedepeHTHOM
roCcyAapCcTBE U rOCYAapCTBaX MPU3HAHUS.

[Ipu oTKIIOHEHUU M3MEHEHHUs], YKa3aHHOro B myHKTe 2.1.1 u B a03arle
BTOpPOM mNOyHKTa 1.7.2 HacTOsMIEro NPWIOKEHUS pealn3alusi 3TOro
U3MEHEHUS He MPEKpallaeTcs 10 OKOHYaHUs cpoka 365 aHel ¢ AaThl Havasa
€ro peajan3aluuu. 3asiBUTEIb 00513aH NPEICTaBUTh HOBOE 3asBJICHUE C YUYETOM
IPUYHMHBI OTKJIOHEHUS A0 OKOHYAHUS BBILICYKA3aHHOT'O CPOKa.

[Ipy Hanmuum cpenu BBIICYKA3aHHBIX W3MEHEHUW W3MEHCHHOM B
YBEJAOMUTEIBHOM TMOpsJIKEe HH(MOpMAIMK O JIEKAPCTBEHHOM Ipernapare,
OJIHOBPEMEHHO C MPHUHITHEM YKa3aHHOro B ab3ane BTOpoM myHkTa 1.7.3
HACTOSIIETO MPUIIOKEHUS TMOJOKUTEIbHOIO PELICHUS, YNOJHOMOYEHHBIN
opraH (PKCIepTHas OpraHu3alys) pasMENIacT yKa3aHHYI0 HM3MEHECHHYIO B
YBEJAOMUTEIBHOM TMOpPSAAKE MHPOpPMAIMIO O JEKAPCTBEHHOM IIpernapaTre u
CBEJCHUS O BHECEHWM HM3MEHEHHU B €IMHOM pEeCTpe B COOTBETCTBUH C
nopsiAKOM (POPMHUPOBAHUSI U BEICHUS €IMHOTO peecTpa.

[Ipyu BHeceHMM M3MEHEHHMH YBEJOMHUTEIBLHOTO XapakTepa Mo
pe3yiabTaTaM  OLIEHKM  TIOJHOThl ~ KOMIUIEKTHOCTM UM  [PaBWIBHOCTH

Oq)OpMJ'IeHI/IH npcACTaBJIICHHBIX AOKYMCHTOB yr[OJ'IHOMO‘-IGHHBIﬁ opran
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(axcmepTHasi opraHuzaius) peepeHTHOro rocyaapcTBa B CPOK HE MO3JHEE
20 pabouux AHEW NMPUHHUMAET pelieHne U UHOOPMUPYET B DIEKTPOHHOM
BUJIE  3aABUTENSI W TOCPEJACTBOM  HMHTETPUPOBAHHON  CHUCTEMBI
COOTBETCTBYIOIIIME OpraHbl TOCYJApCTB TMPU3HAHUS O BO3MOXKHOCTH
NpUOOIICHUSI  COOTBETCTBYIOIIMX  BepcUi  (IOCIENOBATEIBLHOCTEH) K
AJIEKTPOHHOMY JIOCh€ WJIM 00 OTKa3€ BO BHECEHWU HE3HAUYMMBIX U3MEHEHUM
yBEJOMUTENBHOTO Xapaktepa. l[lpu omoOpeHuMM H3MEHEHHUs, pa3MellaeT
CBEJICHUS B €IMHOM PEECTPE B YCTAHOBICHHOM MOPSIIKE.

Ilocne om00peHUsT HE3HAYMMOTO WM3MEHEHHUSI YBEIOMHTEIBHOIO
xapaktepa (u3menenuil [A u [Ayy Tuna, He BIUAIONIME HA UHPOPMALMIO O
JIEKQpCTBEHHOM TMpenapare B COOTBETCTBHU C MYHKTOM 1.6 HACTOSAILETrO
NPUJIOKEHUS) YIOJTHOMOYEHHBIM OpPraHOM (3KCIEPTHOW OpraHU3alUei)
pedepeHTHOro TocyAapCTBa 3asBUTENb MpecTaBiseT B TeueHue 20 paboumnx
JTHEW B YIOJTHOMOYEHHBIN OpraH (3KCHEPTHYK OPraHu3allfio) rocyJapcrBa
NpU3HAHUS 3asBJICHUE, JIOKYMEHTBI, IOATBEPKIAIOIIME OIUIaTy coopa
(MONUIMHBI) 32 BHECEHUE U3MEHEHUN B PETUCTPAIMOHHOE JI0ChE B CIIydasix U
NOPSJKE, YCTAHOBIEHHBIX B  COOTBETCTBHM C  3aKOHOAATEIbCTBOM
rocyJlapCTB-4JICHOB, IOMPAaBKA K COOTBETCTBYIOIIMM  pa3denaMm H
JOKyMEHTaM | MOAyJsi  pPErucTpalioHHOrO J0Che (OOHOBJICHHBIC
JOKYMEHTBI), B COOTBETCTBUM C Kiaccudukamuen pomnojHenuss V
HACTOSAIIETO MTPUIOKECHUSI.

YHonHOMOYEHHBI oOpraH (3KCHepTHasi OpraHu3alus) TrocydapcTBa
MPU3HAHMS MPUOOIIAET COOTBETCTBYIOMIYIO BEPCHIO (ITOCIEA0OBATEIIBHOCTEH)
K 3JICKTPOHHOMY JIOChE M OOHOBIIICT MH(DOPMAIINIO B €AMHOM PEECTpE.

[Ipu BHecenuu He3Hauumoro uameHeHus 1A u (unu) [Ayy Tuna, B TOM
YHUCJIe, €CIIU 3asIBJICHHBIC U3MEHEHUS MPUBOAAT K MEPecMOTPYy UHGPOPMAIIUU
O JIEKQpCTBEHHOM IIpernapare, 3asBUTEIb OJIHOBPEMEHHO MPEACTAaBISET BO

BCE YIOJHOMOYEHHbIE OpraHbl (KCIEPTHBIC OpraHu3aluu) TOCYJ1apCTB-
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YJIEHOB, B KOTOPBIX 3apETrUCTPUPOBAH JIEKAPCTBEHHBIN Mpemnapar: 3asBJICHHE
O BHECEHUU M3MEHEHUN Ha OyMa)KHOM HOCHUTEJIEC WM B BHUJIE€ AJIECKTPOHHOTO
JIOKYMEHTA, HOIIMUCAaHHOTO BJIEKTPOHHOU 1 poBoit O AIMUCKIO
(3JIGKTpOHHOW  TMOJNUCHIO) B  COOTBETCTBMM C  3aKOHOJATEIHCTBOM
rocyJlapcTBa-ujieHa, B KOTOPOM OCYIIECTBIISIETCSA MoJadya TaKOTO 3asiBJICHUS
(mamee — DJNEKTpOHHAs MOANHUCH), B COOTBETCTBUM C  (opMoit
npuioxeHuss Ne 2 k IlpaBuiiam, JOKYMEHTBI, MOJITBEPKIAIONIUE OIUIATy
coopa (TONUIMHBI) 3a BHECEHHE M3MEHEHUM B PETHUCTPAIIMOHHOE JI0ChE, B
Clly4yasiX U MOpPSJIKE, YCTAaHOBJIECHHBIX B COOTBETCTBUU C 3aKOHOJIATEILCTBOM
rocyJ1IapCTB-UJICHOB.

2.1.3. YIOMHOMOYEHHBIH oprax (aKcrniepTHas OpraHu3aIus)
pedepeHTHOTO TOCYIapcTBa HE MO3AHEE S5 padounX JHEH OT JaThl IPUHATHS
MOJIOKUTENIBHOTO PENIEHUs, YKA3aHHOro B TMyHKTe 2.1.2 HacTosIero
MPWIOXKEHUsA, 00ECIeUMBAET JUIsl COOTBETCTBYIOIIMX OPraHOB TOCYIApCTB
MpPU3HAHUS JOCTYN K JOCh€ Ha U3MEHEHHS MOCPECTBOM UHTEIPUPOBAHHOM
CUCTEMBI.

ITo pe3ynbTaTaM OIIEHKH 3asBJICHUS U TOKYMEHTOB PETHUCTPAIMOHHOIO
JIOChE€ HAa M3MEHEHUS YMOJHOMOYEHHBIM OpraH (3KCIepTHas OpraHHU3alivsl)
pedepenTHoro rocygapcTa B cpok He mosmHee 20 pabouyux gHEW co gHS
MOJIyYeHHs] JJOKYMEHTOB, yKa3aHHBIX B a03alax mepBOM U BTOPOM IyHKTa
2.1.2 nacrosiiero NpuioKeHus, IpUHUMAET perieHrue 00 ogo0peHnn uin oo
OTKJIOHCHHH 3asBJICHUS O BHECEHHUM W3MEHEHUH U WHQHOPMUPYET O
MPUHATOM peleHun rocyJlapcTBa MPU3HAHUS MOCPEACTBOM
WHTETPUPOBAHHOW CHCTEMBI, a TakKe BKJIOYaeT wuHopManumo o0
U3MEHCHHSIX B COOTBETCTBYIOIIME Pa3liesibl SKCIIEPTHOTO OT4YeTa 00 OICHKE
oe3omacHoctH, A(MQPEKTUBHOCTM W KayecTBa  corjacHo  (opwme
npwioxkeans Ne 16 k IlpaBwiiam (majee — 3KCHEPTHBIA OTYET 1O OICHKE)

(pu ATOM yKa3aHHOE BKJIIOYEHHE MH(GOPMAIUU JOIYCKAECTCS OCYIIECTBIISITH
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IIPY BBIMOJIHEHUH OYEPEIHBIX padOT MO aKTyaIH3allMuu SKCIEPTHOTO OTUETa
10 OIICHKE).

['ocynmapcTBo mpu3HaHUS B CPOK, HE MPEBBIMIAOMUN 15 pabounx gHen
C JaTbl TOJYYEHUS 3asBICHHUS OT 3asBUTENS M TMOJY4YEHHUS JOCTyMa K
MaTepuagaM PETUCTPALMOHHOTO JIOChE, YKa3aHHOrO0 B a03alle BOCBMOM
nyHKTa 2.1.2 HacTOAIIEro NPUIOKEHUs, IPUHUMAET pelieHre 00 0J00peHnn
WIM OTKJIOHEHUHW 3asBIICHUS] O BHECEHUW H3MEHEHHH W WHGOpPMUPYET B
AJIIEKTPOHHOM BH/JIE 3asIBUTEIIS.

['ocynapcTBa mpu3HAHUS BIpaBe OTKa3aTh BO BHECEHWHW M3MCHCHHH B
CTpaHOCTICU(PUIHBIC JOKYMEHTHI MOIyds 1 pEerucTpaliMOHHOTO J0Che B
CpPOK, HE MpeBblmaronmidi 15 pabounx AHEH MOCHE TMOIYYEeHHS JOCTYIa,
yKa3aHHOTO B a03alle MepBOM HACTOSIIETO MyHKTa W MOJYYCHHS 3asBICHUS
OT 3agBUTENS 0053aHO B OTOT CPOK HHPOPMHUPOBATH 3aABUTENS C
000CHOBaHHUEM MPUYUH TAKOTO OTKa3a.

B ciydae mpuHSATHS MOJOKUTEIBHOTO PEIICHUS] B CPOK HE TMO37HEE S5
pabouux AHEH CO AHS €ro MPHHATHS YIIOJIHOMOYEHHBIC OpraHbl (SKCIIEPTHBIC
OpraHu3alM) TOCYAapCTB TMPU3HAHUS PpPa3MENIaloT COOTBETCTBYIOILYIO
uHPOPMALIMIO B E€AMHOM pEecTpe, NMpU HEOOXOJUMOCTH C MPUIOKEHUEM
W3MEHEHHBIX YTBEPXKICHHBIX OOIIEH XapakTEPUCTUKH JIEKAPCTBEHHOTO
npenapara, HWHCTPYKIMH T10 MEAUIMHCKOMY TPUMEHEHHI0, MAaKEeTOB
yMaKOBOK, HOPMATHUBHOTO JOKYMEHTa IO KadeCcTBY, B COOTBETCTBUU C
nopsiikoM (HOpMUPOBAHUS U BEJEHUS €AMHOTO PEECTpa, a TAKXKE BBIIAIOT
U3MECHEHHBIE  OOINYyI0  XapaKTEPUCTHUKY JICKAPCTBEHHOTO  IIpemapara,
WHCTPYKIIMIO 1O MEIUIIMHCKOMY TPUMEHEHHIO, MAaKEThl YIaKOBOK,
HOPMATUBHBIN JOKYMEHT IO KaueCTBY, PETHUCTPAIMOHHOE YIOCTOBEPEHHE
(pu HEOOXOTUMOCTH) 3aIBUTEIIO.

2.1.4. Tlpu HEOOXOAUMOCTH BHECEHHS OJOOPEHHBIX TOCYIapCTBOM

IIPpU3HAHWA H3M€H€HHI>1, B TOM 4YHCIE, OJHMHAKOBBIX MHOXCCTBCHHBIX
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U3MEHEHUN  YBEJIOMUTENIBHOTO  XapakTepa B  CTpaHOCHeUU(HUUHbIE
JOKYMEHTBI MOJIyJisl 1 perucTpaliiOHHOrO JI0Che TOCYJapCTB MPU3HAHMS, HE
BIUSIOMIMX Ha W3MEHEHHUsA, OJOOpEHHBbIE pe(EepeHTHBIM TOCYIAPCTBOM,
3asBUTEIb  JIOJDKEH  IPEeJOCTaBUTh B TOCyJapcTBa  MPU3HAHUSA
COOTBETCTBYIOIIME 3asBJICHUS HAa BHECEHHE W3MEHEHHM (IJi1 OJMHAKOBBIX
MHOKECTBEHHBIX HM3MEHEHUN YBEJOMHUTEILHOTO XapakTepa JIOIMYyCKaeTcs
UCIIOJIb30BAHUE YBEJOMJICHUSI O BHECEHHMM H3MEHEHHMHM YBEIOMHUTEIHLHOTO
xapaktepa 1 tuna mo ¢opme momonHenus VIl HacTosimero mpuioKeHHs),
JOKYMEHTBI, MOATBEPKJAIOIINE OIulaTy cOopa (MOUUIMHBI) 332 BHECEHUE
U3MEHEHUU B CIy4asX W TMOpPSAKE, YCTAaHOBIIEHHBIX B COOTBETCTBUH C
3aKOHOJIaTE€JIbCTBOM TOCYAApCTB-UJIEHOB M COOTBETCTBYIOLIME JOKYMEHTbI
Monynst 1 perucTpalMOHHOTO Jocbe, crneuuuyHble s TOCylapcTBa
MPU3HAHMS], OTHOCSIIUECS K BHOCUMBIM U3MEHEHHUSIM.

Cpok paccMOTpeHUsI YKa3aHHBIX U3MEHEHUM HE JTOJKEH MpeBbIaTh 20
pabounx nHel. B ciaydae o00peHus, B CpOK HE MPEBBIIAIONIMN 5 padounx
THEH ¢ JaThl OJ0OpEeHHs W3MEHEHHMH YKa3aHHBIE CTpaHOCHEIU(pUIHBIC

AOKYMCHTHEI IIOMJICKAT pasMCIICHUIO B CAMHOM PCCCTPC.

2.2. IIpouenypa BHECEHUS] HE3HAUMMBIX U3MEHEHUM [B Thmna

2.2.1. B cnydae ecnm 3asBIE€HUE COJIEPXKHUT OJHO WIW HECKOJIBKO
u3MeHeHu# Tosibko |B tuna winm rpynny uzmenenuit A u (wnn) |Ayy Tuna u,
KaK MHUHUMYM, OJHO u3MeHeHue |B Tuma, 3asBuTens mnpeacTaBiseT B
YIOJHOMOYEHHBIM Opran (PKCIEPTHYIO OpraHu3anuioo) pedhepeHTHOTO
rocyJapcTBa 3asBJICHUE HAa BHECEHHWE M3MEHEHH Ha OyMaXHOM HOCHTEIE
WIM B BHJE DBJIEKTPOHHOTO JOKYMEHTa, MOJAMNHUCAHHOTO 3JIEKTPOHHON
NOJAMKUCHIO, B COOTBETCTBUM ¢ TipriioxkeHueM Ne 2 k IIpaBuinam Ha OyMakHOM
U (WIM) DJIEKTPOHHOM HOCHUTENE, JOKYMEHThl (WM 3JIEKTPOHHbBIE

JIOKYMEHTBI), TOJTBEpKJIaloIue oIriaTty coopa (MOUUIMHBI) 32 BHECEHUE
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U3MEHEHUN B CiIy4yasx M MOpPSAIKE, YCTAHOBJIEHHBIX B COOTBETCTBUU C
3aKOHOJATEIBCTBOM TOCYAApPCTB-YIEHOB, COOTBETCTBYIOIINUE JOKYMEHTBI
PErUCTPAIMOHHOTO  JIOCh€,  OOOCHOBBIBAIOLIME  BHECEHHE  KaXJOIo
U3MEHEHUs, a TaKXKe TMOMNpPaBKM K COOTBETCTBYIOUIMM pazienam U
JOKyMEHTaM J0ch€ (OOHOBJICHHBIE JIOKYMEHTbI) B COOTBETCTBUU C
TpeOOBaHUSIMU  JIONOJHEHUS V  HACTOSALIEr0 MNPWIOXKEHUs, U (mpu
HEO0OXOAMMOCTH) JOKYMEHT, MOATBEPKIAFOIIHIA BAJIUJTHOCTD
IPEACTABICHHON BEpPCHUHU (ITOCIEA0BATEIBHOCTH) AIEKTPOHHOIO JIOCKE.

B ynonHOMOYEHHBIE OpraHsl (3KCIIEPTHBIE OpraHU3alMU) TOCYNAapCTB
npu3HaHUS B CPOK, He Ooisiee 10 pabounx IHEN co AHS MOJAauu 3asiBICHUS B
pedepeHTHOE TOCYJapCTBO 3asIBUTENb MPECTABIISET 3asBJICHHE HA BHECEHUE
U3MEHEeHHI coracHo npuiioxkeHnto Ne 2 k [TpaBuiiam Ha OyMakHOM U (MJIH)
AJIEKTPOHHOM HOCHTENE U JOKYMEHTbI, MOJATBEPXKAAIOIINE OIUIaTy coopa
(NOLITMHBI) 32 BHECEHHE U3MEHEHUN B CIIy4asX U MOPSAKE, YCTAHOBICHHBIX
B COOTBETCTBUM C  3aKOHOJATEIIbCTBOM  TIOCYAAapCTB-WIECHOB, IIpHU
HEOOXOAMMOCTH  JOKYMEHThI MOAyJia |  perucrpalMOHHOrO  JOChE,
cnenu@UUHbIe IS TOCYJapCTBa MPU3HAHUS, OTHOCALIMECS K BHOCHUMBIM
U3MEHEHHSIM ©  (WIH) JIOKYMEHT, MOATBEPX AN  BaJIUIHOCTD
NPEACTABICHHON BepCcHH (IIOCIIEIOBATEIBHOCTH) 3JIEKTPOHHOTO JIOCHE,
coJiepaKaleu CTpaHOCHeU(PUUHbIE JOKYMEHTBI MOy JISI 1
PErMCTPALIMOHHOTO JJOChE.

2.2.2. YTIOTHOMOYEHHBIH oprax (axcrniepTHas OpraHu3arus)
pedepeHTHOTO TOCymapcTBa HE MO3JIHEE 5 pabouyux THEW ¢ AaThl MOAAYH
3asBJICHUS Ha BHECEHUME M3MEHEHMH TMOCJe TMOJYyYEeHHs JOKYMEHTOB
yKa3aHHBIX B a03ame nepBoM NyHKTa 2.2.1 HACTOAILIETr0 MNPUIOCKHUS
MPOBOJIUT OLEHKY MOJIHOTHI, KOMIIEKTHOCTA U MPABUIBHOCTU O()OPMIICHUS
NPEACTABICHHBIX JOKYMEHTOB M TPUHHUMAET PEIICHHE O BO3MOKHOCTU

MNPOBCACHUA OKCIICPTHU3bI, a TaKXKXC OTKpPbBIBACT i1 COOTBCTCTBYIOIINX
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OpraHOB TOCYJApPCTB IMPHU3HAHUSA AOCTYIl K BepCHUH (IIOCIIEIOBATEIBLHOCTH)
AJIEKTPOHHOTO JIOCh€ B paMKax 3asBJICHUS Ha BHECEHHE HW3MEHEHUU C
UCIIOJIb30BAHUEM CPEICTB HHTETPUPOBAHHOW CHUCTEMBI HJIM IO 3alpocy
COOTBETCTBYIOUIMX OPraHOB IOCYIapCTB NPHU3HAHUS B CPOK HE MO3AHEE 5
pabouux AHEW co AHS MOJIyYeHHs YKa3aHHOTrO 3aIpoca.

Ecnmu nmocbe Ha BHEceHHE W3MEHEHUM JIEKAPCTBEHHOI'O Ipernapara
YAOBJIETBOPSICT TPEOOBAaHUSAM, YCTAHOBJICHHBIM B IMyHKTE 2.2.1 HacTosIero
NPWIOXKEHUSA, YIOJHOMOYEHHBIM OpraHn (dKCHepTHas  OpraHu3aIus)
pedepeHTHOTO TrocynapcTBa B Te4YeHUE S5 pabouux OHEH TMOcie OIEHKHU
MOJTHOTHI, KOMIUIEKTHOCTH M TPaBUWIBHOCTH O(QOPMIICHUSI MPEICTABICHHBIX
JOKYMEHTOB HAIpAaBIIAET J0ChE HAa BHECEHUE M3MEHEHUN I MPOBEICHUS
JKCIIEPTU3BIL.

YTIOTHOMOYEHHBIN OpraH (dKCHEpTHas opraHuzaiusi) pedepeHTHOro
rocygapctBa B Te4eHHE S5 paboymx JHEW TOCiE OIEHKH TOJHOTHI,
KOMIUIEKTHOCTH W MOpPaBUJIBHOCTH  OGOpPMJICHUS  TPEJCTaBICHHBIX
JOKYMEHTOB BIIpaBE€ HANpaBUTh 3alpoc 3agBUTEN0 00 YTOYHEHUU
MPEACTABICHHBIX CBENCHMM W (WJIM) O HEOOXOAMMOCTH MPETOCTABICHUS
JOTIOJTHATETLHBIX MAaTepHAJIOB.

3asgBuTento mpenoctaBisiercs He Oomee 90 paboumx 1HEN, He
BXOJSIIMX B CPOK SKCHEPTHU3bI JIEKAPCTBEHHOTO Mpernapara U MpoLeaypbl
BHECEHMS] U3MEHEHUH, Ha MPEACTABICHUE HEAOCTAIONIMX MATepPUATIOB JOChE
0 3aMEYAHUSIM YIIOJTHOMOYEHHOTO OpraHa (3KCIEPTHOM OpraHU3alilH)
pedepertHoro  rocygapctBa. OLeHKa  YINOJHOMOYEHHBIM  OpraHOM
(3KcmepTHOM opraHuzamuell) pedepeHTHOro TocyJapcTBa OTBETa Ha
yKa3aHHBIH 3aMpoc HE JI0JKHA MPEBBIIATH 5 pabounXx JHEH.

2.2.3. DKcriepTu3a MO PEHICHUI0  YIOJHOMOYEHHOTrO  OpraHa
(9KCHepTHOM oOpraHu3aiui) pedepeHTHOro TrocynapcTBa, YKa3aHHOMY B

nyHKTe 2.2.2 HACTOSIIETO TPWIOKEHHUS, TPOBOJUTCA OIKCIEPTHOU
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OpraHu3ale MOCJIe OLUECHKH IOJHOTHI, KOMIUIEKTHOCTH W IPaBUIBHOCTH
oopMIIeHHs TIPEACTaBICHHBIX JOKYMEHTOB B CPOK, HE TIpeBbImaromumii 30
pabouux JHEH CO AHS MOJYYEHUSI COOTBETCTBYIOIIETO 3a/JaHUS WJIM PEIICHUS
YIOJIHOMOYEHHOTO  OpraHa (PKCHEpPTHOM  OpraHu3aiuu), C Yy4ETOM
MOJIOKEHUN al3aleB TpeTbero M maTroro mnyHkra 1.7.1 Hacrosiero
IPWIOKEHUS CPOK MOXKET OBITh MPOJJIEH SKCHEPTHOW opraHuzaunueit 1o 60
pabouux nHed. B TeueHue cpoka MPOBEACHUS SKCHEPTHU3bI HKCIEPTHAS
opranuzanusi pedepeHTHOr0 TOCyAapCTBa BIPAaBE HANMpPaBUTH 3agBUTEIIO
3aMpoc B MUCBMEHHOM U (WJIM) DSJEKTPOHHOM BHJIE O HEJAOCTAIOIIEH
JOTIOJIHUTEIbHON ~ MHGOpPMALMKM, HEOOXOJMMBIX  PA3bACHEHUAX  WIH
YTOUHEHUSAX MPEACTaBICHHBIX JTOKYMEHTOB WM JaHHBIX PErUCTPAlMOHHOIO
nocke (B TOM YHCJIE€ TPEAIOKEHHS O BHECEHUM HW3MEHEHUN B OOIIyIO
XapakTepUCTUKY  JIGKAPCTBEHHOTO  Ipemnapara, UHCTPYKIMIO  TIO
MEJIUIIMHCKOMY  NPUMEHEHUIO, MAKEThl  YIAKOBKM  JIEKAPCTBEHHOIO
npernapara, HOPMAaTUBHYHO JIOKYMEHTAIMI0 TI0 KayeCTBY WM HHBIC
JOKYMEHTBI PETUCTPALIMOHHOTO Jo0che). CpoK MpeacTaBieHUs 3asiBUTEIIEM
OTBETa HAa yKa3aHHBIM 3ampoc He JOJKEeH mpeBbimaTh 90 paboumx gHEH,
BKJIFOYAs T0/ady CTPAaHOCHECIM(PUYHBIX JOKYMEHTOB B TOCYyJapcTBa
npu3HaHus (Mpu HEeoOXoauMocTH). Bpemsi mpenctaBieHus 3asBUTEIEM
JOKYMEHTOB TIO 3alpoCy 3KCHEPTHOW OPraHU3alMd HE BXOAUT B CPOKHU
MPOBEACHUSI JKCHEpPTU3bl. B ciydae HenpeacTaBieHUs 3asBUTEIEM B
YCTAHOBJICHHBIM CpPOK OTBETa Ha 3alpoc HJKCIEepTH3a MpeKpalaercs,
3aKJIIOUEHUE O HEBO3MOXKHOCTH BHECEHUS U3MEHEHUM B TeueHue 14 paboumnx
JTHEW HAIpaBJISIETCA B YIIOJTHOMOYEHHBIN OpraH (3KCHEPTHYIO OPraHU3alUIo)
pedepeHTHOTO ToCy1apCTBa, 3asIBUTEIIO U B TOCY/IapCTBa IPU3HAHUS.

ITo pe3ynpTaramM 3KCHEPTU3BI AKTYATUZUPYETCS SKCHEPTHBIA OTUET 1O

OllCHKe. B Tekcre  3akiioueHWsl ~MPUBOAWTCAS  WMHpopMamus O
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COOTBETCTBYIONIIEH 3asBICHUIO BEPCHUH (IIOCIEA0BATEIBHOCTH) 3JIEKTPOHHOTO
JIOCBE.

VYKkazaHHas  akTyajJu3alus  OSKCIEPTHOIO  OT4ETa IO  OLICHKE
NOCPEJICTBOM  MHTETPUPOBAHHOM  CUCTEMBl WM  IyTEM  OPSMOTO
B3aUMOJICHCTBUSL TOCPEACTBOM TEJIEKOMMYHUKAIIMOHHBIX KaHAJIOB CBA3MU
HaIpaBJIsieTCs B AKCIEPTHHIE OPraHU3alMKM TOCYJapCTB-YIEHOB, B KOTOPBIX
3apETrUCTPUPOBAH JIEKAPCTBEHHBIN Tmpenapar. B ciyyae HEBO3MOKHOCTH
NPU3HAHUSA SKCIEPTHOTO OTYETa MO OILEHKE, YIOJHOMOYEHHBIA OpraH
(3KCmepTHasi OpraHu3alus) rocyAapcTBa MPU3HAHUS BIpaBe OOpPaTUTHCA C
COOTBETCTBYIOIIMM 3allpOCOM B YIOJHOMOYEHHBIM OpraH (IKCIEPTHYIO
opraHuzaiui) peepeHTHOr0 ToCy1apCcTBa.

[Ipy  HEoOXOIMMOCTHM  NHUCBMEHHBIE  KOHCYJbTallUU  MEXIY
YIOJIHOMOYEHHBIMU opraHaMu (3KCMEPTHBIMU OpraHU3alUsIMU)
pedepeHTHOro TOCyIapcTBa U TOCYAApCTB MPU3HAHUS OCYIIECTBISIOTCA B
AJIIEKTPOHHOM BHJI€ C UCIIOJB30BAHUEM CPEACTB MHTEIPUPOBAHHOM CHUCTEMBI
WM TIOCPEJICTBOM MPSIMOTO B3aUMOJACHCTBUSA MO TEIEKOMMYHHKAMOHHBIM
KaHajaM CBSI3H.

B cnyuae ecnu rocymapcTBo mpu3HaHUS B TeueHHe 15 pabouux mHen
CO JHS MOJYYEHHS 3aKIIOYEHUs, YKa3aHHOrO B a03alle TPEThbeM HACTOSIIETO
NyHKTa, HE HampaBiseT B pePepeHTHOE TOCyAapCTBO MOTHUBHUPOBAHHYIO
NO3ULIMI0 C YKa3aHWeM NPUYUH HECcOrJacHus, 3aKIIOYEHUE CUHUTAETCS
0JIOOPEHHBIM.

OKcnepTHas opraHuzauus pedepeHTHoro rocynapctBa B teueHue 10
pabouux JHEH IMOocie MOJY4YeHHUsS] OT MOCIEIHEr0 U3 rOCyAapCTB MPU3HAHUS
uH(popMaly, yKa3aHHON B a03ale YeTBEPTOM HACTOSIIETrO IMyHKTa, BIIpaBe
BHECTH HW3MEHEHHUs B OJKCIEPTHBIM OTYET MO OLEHKE U WM TMPOBECTU
KOHCYJIbTAllMM C DKCIIEPTHBIMU OpPraHu3alUsiMU TOCYJIapCTB IPU3HAHUS C

OCJIbIO COIJIaCOBAaHMS 3aKIIOYCHMA.
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Cpoku, ykazaHHble B a03alax MATOM U IIECTOM HACTOAIIETO MYHKTA,
HE YYHUTBHIBAIOTCS MPU HMCUYHUCICHUH CpPOKa DKCIEPTU3bl B pedepeHTHOM
roCyJ1apCTBeE.

[Ipu HeomoOpeHuM THOOBIM K3 TOCYJIAPCTB MPU3HAHUS 3aKIIOYCHUS,
YKa3aHHOTO B a03alle BTOPOM HACTOSIIErO0 MYHKTa U HEBO3MOXHOCTH y4eTa
3amMe4yaHuil pedepeHTHBIM roCyJapCcTBOM, B TOM YMCIIE, MOCIE MPOBEIACHUS
KOHCYJbTAIlMU, YKa3aHHOW B a03alle IIEeCTOM HACTOAIIErO0 IyHKTA,
DKCHEPTHAsE OpraHu3alusi BHOCUT B OKCHEPTHBI OTYET IO OILIEHKE
MOTHBHUPOBAHHYIO TMO3UILMI0O TOCYJApCTBA MPU3HAHUS C YKa3aHUEM
COOTBETCTBYIOIIETO TOCYJAapCTBA M 3aBEPIIACT SKCHEPTU3Y. 3aKIIOYCHHUE
HAMpaBJIA€TCA 3aABUTENIO U B SKCIIEPTHBIN KOMUTET.

Cpok MOJArOTOBKM M HAMNpPABJIEHUS B YIOJIHOMOYEHHBIM OpraH
(OKCIIEPTHYIO OpraHu3alrio) pedepeHTHOTO TOCYyIapcTBa IKCIEPTHOTO
OTYETa IO OLIEHKE, MOArOTOBJIECHHOTO IIOCIE ITPOBEACHUS COTJIACOBAHUS C
AKCIIEPTHBIMU OpPraHU3alMSAMHU, YKAa3aHHOTO B HACTOSIEM IIYHKTE, HE
JIOJKEH MPEBBINIATh OOIIUNM CPOK AKCIEPTHU3bI, YKAa3aHHBIN B ab3alie nmepBom
IyHKTA 2.2.3 HACTOSIIEr0 NPUIIO0KEHHUS.

B cnydae ¢popMupoBaHus Ha dTarne ONEHKH MOTHOTHI, KOMIUIEKTHOCTH
U MPaBWIBHOCTUA O(POPMIICHHUS MPEICTABICHHBIX JOKYMEHTOB WJIA Ha dTare
AKCHEPTHU3bI JOChE HA U3MEHEHUE DKCIIEPTHOU OopraHu3anueit peepeHTHOro
rocyJlapcTBa 3ampocoB, MHPOpPMAIUMS O HUX, TAKKE KaK U MPEACTABIICHHbBIC
3asBUTEJIEM OTBETHI HAIIPABIISIIOTCS B aAPEC TOCYAAPCTB IPU3HAHHS.

2.2.4.Tlo pe3ynbraTaMm TPOBEACHHOW SKCHEPTHU3bI YIMOJIHOMOYEHHBIN
opraH (9KCHEPTHYIO OpTaHM3aIlri0) pedepeHTHOTO TOCyAapcTBa B CPOK, HE
NpeBbINAIMMN 5 paboyux AHEH Cco JHS ToJydeHus HHGOpPMAIMH OT
MOCJICAHETr0 U3 FOCYAapCTB MPU3HAHUS C YUETOM TOJIOKEHUH ab3aria maToro
NyHKTa 2.2.3 HACTOSIIEro MPWIOKEHUS, IPUHUMAET pelIeHrue 00 0400peHUH

NN OTKIIOHCHHHU HU3MCHCHUI. HpI/I OTKJIOHCHHMH H3MCHCHHA YBCAOMJIACT
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3asBUTEIS] M COOTBETCTBYIOIIME OpraHbl TOCYJapCTB NpPU3HAHHS 00
OCHOBAaHMSIX TAKOTO perieHus: B cpok He Oosiee 10 pabouux mHEN co JHS €ro
MPUHSTHUA.

[Ipu onmoOpeHMH W3MEHEHHsI pa3MellaeT CBEACHUS O BHECEHUU
U3MEHEHUI B €IMHOM PEECTPE B COOTBETCTBUU C MOPSAKOM (POPMUPOBAHUS U
BEJICHUS €IMHOTO PEecTpa.

2.2.5.B ciayuae ecam M3MEHEHUS TIPUBOAAT K  TEPECMOTPY
uHpopmaruu O JIGKaPCTBEHHOM TpemapaTe CorjlacHO IyHKTy 1.6
HACTOAIETO  NPWIOKEHHUS  YINOJHOMOYEHHBIM  OpraH  (dKCIepTHas
opranuzanus) peepeHTHOr0 rocylapcTBa B TeueHue He Oosiee 10 pabounx
JHEW CO JHS MPHUHSITHUS MOJOKUTEILHOTO PEIICHUS, YKa3aHHOTO B IyHKTE
2.2.4 HacTOSIEro MPUJIOXKEHUS, PA3MEIIAET CBEACHUA O BHECECHUH
WU3MEHEHHI B €JUHOM PEECTPE C MPUIIOKEHUEM U3MEHEHHBIX YTBEPKICHHBIX
oOmel XapakTepUCTUKH JICKAPCTBEHHOTO TMperapara, HWHCTPYKIUU IO
MEIUIIMHCKOMY  TIPUMEHEHHIO, MaKETOB  YINAaKOBOK, HOPMAaTHUBHOIO
JOKYMEHTa 10 KadeCTBY, B COOTBETCTBHUU C MOPSAKOM (PopMHUpOBaHUS U
BEJICHUS €IWHOTO peecTpa, a TakKe BBIJAET U3MEHEHHBIE OOIIYIO
XapaKkTepUCTUKY  JIGKAPCTBEHHOTO  Mpemnapara,  HMHCTPYKIUIO  TIO
MEJIUIIMHCKOMY MPUMEHEHUI0, MAKEThl YIIaKOBOK, HOPMAaTUBHBIA JOKYMEHT
M0 KauyeCTBY, PErUCTPAllMOHHOE YJOCTOBepeHUe (MpU HEOOXOIUMOCTH)
3asIBUTEITIO.

2.2.6. He no3nnee 10 pabouux aHEW Mocie MOMYYEHUs CBEAEHUU O
MOJIOKUTEIBHOM ~ PELICHHH  YIOJIHOMOYEHHOIO0 oOpraHa  (dKCHEpTHOM
opranuzaium) pedepeHTHOro rocyJaapcTBa, yKa3aHHOrO B ab3ale BTOPOM
MyHKTa 2.2.3 HACTOSIIET0 NPUJIOKEHHS  YMNOJHOMOYEHHBIM  OpraH
(3KcIepTHast OpraHU3aIlysl) rocyaapcTBa-MPU3HAHUS TPUHUMAET PEIIEHUE O
BHECEHUU W3MEHEHUM, NpH HEOOXOJMMOCTH COTJIACYeT YTBEPKICHHBIC

peepeHTHBIM TOCyIapCTBOM HM3MEHCHHBIE JIOKYMEHTHI, 3aTparhBaloIIue
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MH(OPMALUIO O JIEKaPCTBEHHOM IIpernapare, a Takke pa3MelacT CBEICHUS O
BHECEHUU HW3MEHEHHH B €IUHOM pEECTpe B COOTBETCTBUU C MOPSAKOM
dopMUpOBaHUS M BENECHUA €IUHOrO peecTpa. B ciayuae eciu u3MeHeHHe
OPUBOAUT K TNEpecMoTpy HHPOpPMAIMU O JIEKAPCTBEHHOM IIperapare
COTJIACHO IIyHKTY 1.6 HACTOSIIEro TMPUIIOKEHUS BBIIAECT 3aIBUTEIIO
U3MEHEHHBbIE  CTpaHocneuu(PUUHble  JOKYMEHTBI U OOHOBJICHHOE

PErUCTPALIMOHHOE yI0CTOBEpEHUE (TIPH HEOOXOIMMOCTH).

2.3. Ilpouieaypa BHECEHHS 3HAUMMBIX u3MeHeHui II tuma

2.3.1. B cnyyae ecnu 3asBIEHUE COJEPKUT OJHO WU HECKOJBKO
u3MeHeHuit Tobko |l Tuna wim rpynmny uameHenuit 1A u (wm) |Ayy u (uam)
IB Tuma u, Kak MUHUMYM, OAHO u3MeHeHue |l Tuma, 3asBUTEND
MPENOCTABIACT B YIOJHOMOYEHHBIM OpraH (3KCHEPTHYIO OpraHu3aluio)
pedepeHTHOrO TOCyAapCcTBa 3asBIEHHWE Ha BHECEHHWE W3MEHEHHM Ha
OyMa>KHOM HOCHUTEJE WA B BUJE DJIEKTPOHHOTO JOKYMEHTA, MOAMHCAHHOTO
AJIEKTPOHHOM MOJMKUCKHI0, B COOTBETCTBUU C TpuiioxkeHueM Ne 2 k [TpaBusiam
pPErucTpali U SKCIEPTU3bI JEKAPCTBEHHBIX CPEJCTB Ha OyMaKHOM U (WJIN)
AJIEKTPOHHOM HOCHUTENE, JOKYMEHTHl (WM DJIEKTPOHHBIE JIOKYMEHTHI),
MOATBEPKIAIOIINE OIUiaTy cOopa (MOUUIMHBI) 32 BHECEHUE W3MEHEHUU B
Clly4yasX U MOPSAJIKE, YCTAHOBIEHHBIX B COOTBETCTBHM C 3aKOHOAATEIHCTBOM
roCyJIapCTB-UJICHOB, COOTBETCTBYIOIIME JIOKYMEHTHI PErucTPaliOHHOTO
JI0OChe, 00OCHOBBIBAIOIIME BHECEHUE KaXI0T0 U3MEHEHUS, a TAaK)Ke MOMPaBKU
K COOTBETCTBYIOIIMM pa3fejaM W JOKyMEHTaM J0Che (OOHOBIJICHHBIC
JIOKYMEHTBI) B COOTBETCTBUU C TPEOOBAHUSIMH JIOMOJHEHHS V HACTOAIIETO
NpUJIOKEHUsI, M (MpU HEOOXOJUMOCTH) JIOKYMEHT, IIOJATBEPKIAAIOIIUN
BAJIUJIHOCTh MPEACUABIICHHON BepCUM (TIOCIIEIOBATEILHOCTH) 3JIEKTPOHHOTO

HJOCBC.
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B ynonHoMoueHHbIE OpraHbl (3KCHEPTHBIE OpraHU3allli) TOCYyJapCTB
IpU3HAaHUS B CPOK, He Oosiee 10 pabouux IHEN co IHS MOJa4YM 3asBJICHUS B
pedepeHTHOE TOCylapCTBO 3asgBUTENb MPEJOCTaBISET 3asBJICHHE HA
BHECEHUE W3MEHEHuN coryacHo mnpuioxkeHuto Ne 2 k IlpaBunam
pErucTpaluu JIEKapCTBEHHBIX CPEACTB HA OyMaKHOM U (WJIH) SJIEKTPOHHOM
HOCHUTEJIC U JOKYMEHTHI, MOATBEPKAAIONINE OIIaTy cOopa (MONUIMHBI) 3a
BHECEHUE U3MEHEHUN B CIIy4asiX U MOPSAJKE, YCTAHOBIEHHBIX B COOTBETCTBHU
C 3aKOHO/IATEJIbCTBOM T'OCYJapPCTB-WICHOB, TPU HEOOXOIUMOCTH IOKYMEHTHI
Moaysisi | perucTpanmoHHOro JA0Che, chenuduuHble sl TOoCyJapcTBa
NPHU3HAHUS, OTHOCSIIMECS K BHOCHMBIM HM3MEHEHUsSM M (MJIM) JIOKYMEHT,
MOITBEPKAAOIIUN BAJINTHOCTD IIPEICTaBICHHOM BEpCUU
(moclie10BaTeNbHOCTH) 3JIEKTPOHHOTO TOChE, coAepKalen
CTpaHOoCTIeU(PUIHBIC TOKYMEHTHI MOyl 1 pEruCTpallMOHHOTO JIOCKE.

YTIOTHOMOYEHHBIN OpraH (dKCHEpTHas opraHuzaiusi) pedepeHTHOro
rocyJlapcTBa He mo3jHee 5 paboyux JHEW C JaThl MoAa4u 3asBJICHUS Ha
BHECEHUE M3MEHEHUU IOCJe MOJy4YeHHUs JIOKYMEHTOB yKa3aHHBIX B a03aile
MEPBOM HACTOSIIIETO MYHKTA MPOBOAUT OLIEHKY MOJHOTHI, KOMIUIEKTHOCTH H
MPaBUILHOCTH OQOpPMIICHUS TPEACTaBICHHBIX JOKYMEHTOB MPUHHUMAET
pelIEHHE O BO3MOYKHOCTH MPOBEACHUS IKCHEPTU3bI, 4 TAKKE OTKPBIBAET ISl
COOTBETCTBYIOIIIUX OPraHOB TOCYJApPCTB MPU3HAHUS JOCTYIl K BEpPCUU
(mocyienoBaTeIbHOCTH) JJICKTPOHHOTO JIOCh€ B paMKax 3asBJICHUS Ha
BHECEHUE W3MEHEHUH C UCIOJb30BAaHUEM CPEICTB HHTETPUPOBAHHOM
CUCTEMbl WJIM MO 3alpoCy COOTBETCTBYIOUIMX OPraHOB TOCYJapCTB
NpU3HAHUA B CPOK HE Mo3aHee S5 pabouux AHEH €O JHS MOJy4YEHUS
YKa3aHHOTO 3a1poca.

2.3.2.Eciu  1ocke Ha U3MEHEHHME JIGKapCTBEHHOTO IIpemnapara
YAOBJICTBOPSCT TPeOOBAaHUSM, YCTAaHOBICHHBIM B ITyHKTe 2.3.1 HacTosImmero

NPUJIOKEHUS, YIOJHOMOYEHHBI oOpraH  (9KCIEpTHas  OpraHu3aiusl)
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pedepeHTHOrO rocynapcTBa B TEUYEHHUE 5 paboumMx JHEW MOoCie OICHKH
MOJIHOTHI, KOMIUIEKTHOCTH M MPaBWIHLHOCTH O(DOPMIICHHUS TPEACTaBICHHBIX
JIOKYMEHTOB HaIpaBisieT J0Che Ha U3MEHEHHUE JIJIs1 TPOBEACHUS IKCIIEPTHUBHI.

VYIIONHOMOYEHHBII OpraH (SKCHepTHas OopraHusanusi) pedepeHTHOro
rocygapctBa B TedueHHE 5 paboyux [HEW IMOCIE€ OLEHKH MOJHOTHI,
KOMIUIGKTHOCTM U TPaBWIBHOCTH  OGOPMIICHUS  MPEICTaBICHHBIX
JOKYMEHTOB BIIpaBE€ HaMpaBUTh 3alpoC 3asgBUTENI0 00 YTOYHEHUU
MPEJCTABICHHBIX CBEJAEHUM W (WJIM) O HEOOXOAWMOCTH MPEAOCTaBICHUS
JIOTIOTHUTEIHHBIX MAaTEPUAJIOB.

3asgBuTent0 mnpenocramisercs He Oonee 90 paboumx JHEW, He
BXOJIAIIIUX B CPOK ADKCIEPTHU3bI JIEKAPCTBEHHOTO Mpernapara W MPOIeayphl
BHECEHUSI U3MEHEHMI, Ha MPEICTaBIECHUE HEJOCTAIOUIMX MATEPUAIOB JTOChE
0 3aMEUYaHUSIM YIOJIHOMOYEHHOIO OpraHa (SKCHEpTHOM opraHu3alun)
pedepeHTHOro rocyaapcrBa. B ciiydae HempeacTaBieHHUs 3asBUTEIEM B
YCTaHOBJICHHBIA CPOK OTBETa Ha 3aIllpoc MIpOolieypa BHECEHHUS W3MEHEHUU
IPEKpAaIaeTCs, 0 YeM 3asBUTEIb U YIOJHOMOYEHHBIC OpPraHbl (IKCIEPTHHIE
OpraHu3alii) rocy1apCcTB NpU3HAHUS yBEAOMIISIOTCS B TeueHue 10 pabouunx
JHEH B 3JIEKTPOHHOM BHUJIE MOCPEACTBOM TEIEKOMMYHHUKAIIMOHHBIX KAHAJIOB
CBSI3M WM  TOCPEICTBOM  HMHTETpUpOBaHHOM  cucrteMbl.  OlleHKa
YIOJHOMOYEHHBIM OpPraHoM (PKCIEpTHOM opranuzanuen) pedepeHTHOro
roCyJlapcTBa OTBETA HA YKAa3aHHBIM 3alpoCc HE JO0JDKHA MPEBBIIATH S
pabovmx JTHEH.

[Ipy  HEoOXOAMMOCTH  THMCHMEHHBIE  KOHCYJIBTAIlMU  MEXIY
YIOJTHOMOYCHHBIMH opraHaMu (9KCTIEPTHBIMH OpraHU3aIMSIMH)
pedepeHTHOTO TOCyAapCcTBa U TOCYJApCTB MPU3HAHUS OCYILECTBIISIOTCS B
AJIGKTPOHHOM BHJI€ C UCIIOJIB30BAHUEM CPEICTB MHTETPUPOBAHHON CHCTEMBI
WIM TIOCPEJICTBOM TPSIMOTO B3aUMOJCHCTBUSA MO TEIEKOMMYHHKAIIMOHHBIM

KaHaJlaM CBS3H.
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2.3.3.B TedyeHme cpoka TPOBEAEHUS DKCIEPTU3BI OIKCIEPTHAS
opranuzanusi pedepeHTHOr0 TrOCyIapCTBa BIIPaBE HAMPABUTH 3aSBUTEIIO
3aIpoc B MUCBMEHHOM U (WJM) DBJEKTPOHHOM BHJIE O HEAOCTaroIIeH
JOTIOJIHUTEIbHON ~ MH(GOpPMalMK, HEOOXOJMMBIX  PA3bACHEHUAX  WIH
YTOUHEHUSAX MPEACTABICHHBIX JTOKYMEHTOB M JaHHBIX PErUCTPAlMOHHOIO
J0Che (B TOM 4YHUCIE MNPEMJIOKEHUS O BHECEHUM HM3MEHEHUW B OOIIYyIO
XapaKTEpUCTUKY  JIEKAPCTBEHHOTO npenapara, UHCTPYKIMIO  TIO
MEIULMHCKOMY  NPUMEHEHHUIO, MAaKEThl  YIAKOBKM  JIEKAPCTBEHHOIO
npernapara, HOPMAaTUBHYHO JIOKYMEHTAIMI0 TI0 KAayeCTBY WM HHBIC
JOKYMEHTBI PETUCTPAIIMOHHOTO J0Che). CpoK NpECTaBICHUS 3asBUTEIIEM
OTBETa HA yKa3aHHBII 3ampoc He JOKEeH npeBbiiaTh 90 pabouux 1HEH,
BKJIIOYAs T0/1adyy CTPAaHOCHEUM(PUYHBIX JOKYMEHTOB B TOCYyJapcTBa
npu3HaHus (Mpu HeoOXoauMocTH). Bpemsi mpenctaBieHus 3asBUTEIEM
JOKYMEHTOB IO 3alpoCy 3KCIEPTHOW OpraHu3alldd HE BXOJIHUT B CPOKH
MPOBEJICHUST DJKCHEepTU3bl. B ciydae HENpeaCcTaBieHUsT 3asBUTEIEM B
YCTAHOBJICHHBIM CpPOK OTBETa Ha 3alpoC, OHKCIEpPTHU3a MPEKPAIIACTCS,
3aKJIIOUEHUE O HEBO3MOXKHOCTH BHECEHUS U3MEHEHUU B TeueHue 10 paboumnx
JHEW HAMpaBJISeTCs 3asIBUTEIO0 U TOCYJapCTBAM IPU3HAHUS.

ITpy HEOOXOAMMOCTH U MO COTJIACOBAHMIO C SKCIIEPTHOU OpraHu3aIuen
3asBUTEJIb NPEACTABISCT B  YIOJHOMOYEHHBIM oOpraH (3KCHEPTHYIO
opraHu3aiui) pedepeHTHOro rocyaapcTBa 00pa3lbl  JIEKAPCTBEHHBIX
mpenaparoB, CTaHAapTHBIE OOpaslbl aKTUBHBIX  (papMareBTUYECKUX
CyOCTaHIIMI ¥ POJCTBEHHBIX MPUMECEH, crielnpruuecKkne peareHThl U Ipyrue
MaTepHuabl, HEOOXOAUMBIC JIJIsl TPOBEACHUS JTA0OPATOPHBIX UCTIHITAHUN.

He Tpebyercs npencraBienrue oopas3ios, crielinpuuecKux peareHToB 1
JIPYTUX MAaTEpUAIOB TMPU HEBO3MOXXHOCTU TMPOBEICHUS MCIBITAHUM B

AKCIIEPTHOW OPTraHU3aIMU BCIIEICTBUE:
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TPYIHOAOCTYITHOCTH  OOpa3LoB  JIGKaPCTBEHHBIX  IpPEnaparos,
CTaHAAPTHBIX 00pPa3lOB, cHEU(PUUECKUX PEareHTOB U APYrMX MaTepuajoB
(B TOM uyucime, TPU KX OTHECEHMHM K KaTeropun opQaHHBIX,
BBICOKOTEXHOJIOTUYECKUX,  paano(apMaleBTUUYECKUX,  HAPKOTUYECKHX,
IICUXOTPONHBIX WM NPEAHA3HAYEHHBIX JUIS JICYEHUS BBICOKO3aTPATHBIX
HO30JIOTUH BCIEACTBUE UX BBICOKOM CTOMMOCTH);

HEBO3MO>KHOCTH COOJIIOJICHUSI YCIOBUN TPAHCIIOPTUPOBKU yKa3aHHBIX
00pa3loB Ha TEPPUTOPHIO TOCYIapCTBA-UJIeHA U (UJIM) UX XPAHEHUS;

OTCYTCTBHUSI CIIELIMAIIBHOTO 00OPYAOBaHUS U PACXOJHBIX MAaTEpPUAJIOB B
DKCIIEPTHOU OpraHu3aIuy;

M JpYyrUX TMPUYUMH [0 PEUNIEHUIO YNOJHOMOYEHHOTO OpraHa
(3KCHepTHOM  opraHu3anuu) pd  BO3HUKHOBEHHMH  OOCTOSITENIBCTB
HENPEOJOIUMON CHIIBI UM 0OCTOSTENBCTB, HE3aBUCSILIUX OT BOJIM CTOPOH, B
TOM YHCJI€ B CBSI3U C OCOOEHHOCTSIMH MPOM3BOACTBA U KOHTPOJISI KauecTBa
JIEKAPCTBEHHOIO Ipenapara.

B cnydasix, yka3aHHBIX BbIlIE, JJAOOPATOPHBIE UCIBITAHUS MPOBOISATCS
B J1a0OpaTopuyd KOHTPOJS KadyecTBa MPOU3BOAUTENS JIEKAPCTBEHHOTO
Ipernapara B IPUCYTCTBUM MPEICTABUTEIEH SKCIIEPTHOW OPraHU3alvu WIHA B
KOHTPAaKTHOW  JIa0OpaTOpuu,  HCIOJAB3YEeMOW  MPOW3BOAMUTENIEM, B
IIPUCYTCTBUM IIPEACTABUTENIEN DKCIIEPTHOU OpPraHU3alrH.

B cinydasx HEBO3MOXKHOCTH MPOBEICHUS JTJAOOPATOPHBIX MCIBITAHUN B
na0opatopusix  MPOM3BOAMUTENS  WIM  KOHTPAKTHBIX  JIabDOpaToOpUsax
UCIIOJIB3YEMBIX IPOU3BOAUTENEM (B YCIOBHSX YIPO3bl BO3HHKHOBEHUS,
BO3HUKHOBEHMSI M JIMKBUJALUWW YpE3BbIYAHON cUTyauuun U (WiIU) 0OpuU
BO3HMKHOBEHHMH YIPO3bl PACIPOCTPAHEHHUS 3a00JIEBAHUS, TIPEICTABIISIIOLIETO
OMACHOCTb JJIsi OKPY’KAIOMIMX, 3a00J€BaHUM M MOpPAXEHUs, MOTYUYEHHBIX B
pe3yabTaTe BO3JIECUCTBUS HEOJIArONPHUSATHBIX IPUPOJHBIX, XHUMHYECKUX,

OMOJIOTUYECKNX, pPaJUANMOHHBIX (PAKTOPOB), MPU KOTOPHIX MPHUCYTCTBUE
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MPEJCTABUTENS SKCIIEPTHOM OpraHU3allyd HE MPECTaBISIETCS BO3MOXKHBIM
WM TIPU JPYTUX 00CTOATENHCTBAX (HAPUMED, CBSI3aHHBIX C OCOOCHHOCTSIMU
MPOU3BOJICTBA M KOHTPOJS KAyecTBa KOHKPETHOTO JIEKAPCTBEHHOIO
mpernapara  KaTEeropwii, YKa3aHHBIX BBIIIE, MO  COTJACOBAHUIO €
YIOJIHOMOYEHHBIM OpraHoM (9KCIEPTHOW OpraHu3aiuei) -sKchepTusa
KauecTBa IMPOBOJUTCS Ha OCHOBAaHUM JIOKYMEHTAIIMM IPOU3BOJIUTEIIS
(MpOTOKOJIOB aHaIM3a MPOU3BOJUTENSA), B TOM YHCIE C HCIOIb30BAHUEM
CPEACTB AUCTAHIIMOHHOTO  B3aUMOJECWCTBUSA, BKJIKOYasg ayguo- WIH
BUJICOCBSI3b.

2.3.3.1. B teuenue 60 padouux aneit wim 80 pabounx aHEH (B ciiyyae
IPYNIUPOBKU PA3HBIX TUIIOB U3MEHEHHU B paMKax OJHOTO 3asiBJICHUSI) CO
JHS MIPUHATHS PEIICHUS] O POBEAECHUH 3KCIIEPTU3bI WM CO AHS MOTYyYECHUS
COOTBETCTBYIOIIETO  3aJaHus  yIOJHOMOYEHHOTO OpraHa »JKCHEepTHas
opranuzanusi pedepeHTHOTO ToCyJapcTBa JOJDKHA — aKTyallM3UpPOBATh
AKCHIEPTHBIN OTYET MO OLIEHKE WJIM MOATOTOBUTH MOTUBUPOBAHHYIO TTO3UIIUIO
0 HEBO3MO>KHOCTH BHECEHUS 3asBJICHHBIX U3MEHEHU. B TeKCTe AKCIIepTHOTO
oTyeTa TO OIICHKE MPUBOAUTCS HHPOPMAIUS O COOTBETCTBYIOIIECH
3asIBJICHUIO BEpCHU (TIOCJIEI0BATEIBLHOCTH ) 3JIEKTPOHHOTO 10ChE. Y Ka3aHHbIN
AKTYQIM3UPOBAHHBIM  DKCIIEPTHBIM  OTYET IO OLEHKE MOCPEACTBOM
UHTCTPUPOBAHHOM CHUCTEMbl WJIM MYTEM TMPSIMOr0  B3aUMOJICUCTBUS
MOCPEACTBOM TEICKOMMYHHUKAIIMOHHBIX KAaHAJIOB CBSI3W HAIpaBJiseTCs B
AKCHEPTHBIE OPraHU3AIMU TOCYJapPCTB-UJIEHOB, B KOTOPBIX 3apETrUCTPUPOBAH
JIEKapCTBEHHBIN MpeErnapar.

B cnyuae ecnu rocymapcTBo mpu3HaHUs B TedeHue 20 paboumx gHEH
CO JIHS TOJIy4EHHUs OKCIIEPTHOIO OTYETa IO OIICHKE HE HamnpaBiseT B
pedepeHTHOE TOCyIapCTBO MOTHUBUPOBAHHYIO TIO3UIIMI0 C YyKa3aHUEM

IIPpUYHH HECOIJIaCusd, OTYCT CUMTACTCA OI[O6peHHI)IM.
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DKcIHepTHas OopraHu3aiusi peepeHTHOro rocyjapcrsa B TedeHue 15
pabouux JHEH IMocie MOJy4YeHHUs] OT MOCJIEIHEr0 U3 rOCyAapCTB MPU3HAHUS
uH(popMallMy, yKa3aHHOW B a03alle BTOPOM HACTOSIIETrO IMyHKTa, BIIPaBe
BHECTH W3MEHEHHUS B aKTyaJIM3UPOBAHHBIM SKCHEPTHBIA OTYET IO OIEHKE
WIN TPOBECTH KOHCYJBTALMKU C 3KCIEPTHBIMU OpPraHU3ALMSAMU TOCYIapCTB
NPU3HAHMUS C LIEJIbIO €r0 COTJIACOBAHUS.

Cpok co JIHS HampaBiIeHUsI YKCOEPTHOTO OTYETa MO OLUEHKE U 10 JTHSA
noysiydyeHus: uHGOpMaIMK, YKa3aHHOW B ab3amax BTOPOM U TPEThEM
HACTOSIIIETO NMYHKTA, a TAKXE CPOKHU MPEJCTaBICHUS 00pa3LoB U JAPYIHX
MaTepualoB IO COIJIACOBAHHUIO C DSKCIEPTHOM opranuzauue (mpu
HEOOXOAMMOCTH), HE YUYUTHIBAIOTCS MPHU HCUMUCICHHH CPOKA 3KCIEPTHU3bI B
pedepeHTHOM ToCyIapCTBeE.

[Ipn HeonoOpeHUH JOOBIM M3 TOCYAApCTB MPHU3HAHUS SKCIIEPTHOrO
OoTyeTa MO OLEHKE M HEBO3MOXHOCTU YyyeTa 3aMedaHuil pedepeHTHBIM
rocyAapcTBOM, B TOM UYHUCIIE, TIOCIIE MPOBEJAEHUS KOHCYJIbTAllUN, YKa3aHHOHN B
a03ale TpPeTheM HACTOSIIIEro MyHKTA, SKCHEPTHAsl OpraHu3alys 3aBepliacT
DKCIIEPTU3Y M HAIpaBiI€T B YIOJIHOMOYEHHBI OpraH, 3asBUTEII0 U B
OKCHEPTHBIA KOMMTET COOTBETCTBYIOIIYID MOTHBUPOBAHHYH) MO3ULIHIO C
yKa3aHuEM rocyJapCcTBa NPU3HAHUS, HECOIVIACHOTO C YKa3aHHBIM OTYETOM.

Cpox TOATOTOBKM U HAMNpaBJICHHs B YIOJHOMOYEHHBIM Oprax
pedepeHTHOTO TOCYAAapCTBa AKTYaJIM3UPOBAHHOTO 3KCHEPTHOrO OTYETa IO
OLICHKE WJIM MOTHUBHPOBAHHOM TMO3UIMU O HEBO3MOXHOCTH BHECEHUS
3asIBJICHHBIX M3MEHEHHI, MOCIE MPOBEACHUS COTJIACOBAHUS C IKCIEPTHBIMU
OpraHu3aLMIMH, YKa3aHHOTO B HACTOSIIEM IMYHKTE, HE JOJDKEH MPEBbIIIATh
60 paboumx nHEW, 3a UCKIIOUYEHHUEM CJIy4yaeB, yKa3aHHBIX B MyHKTe 2.3.4
HACTOSIIIETO MPUIOKEHUS.

2.3.3.2. B cpok He mo3gHee 10 pabouux mHEW CO JHSA TOIYYCHHS

AKTYAJIM3MPOBAHHOI'O OKCIICPTHOI'O OTYCTA II0 OHOCHKC MK IIOJIYYCHHA
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MOTHBUPOBAaHHOW TIO3UIIMM O HEBO3MOXXHOCTH BHECEHHS 3asBJICHHBIX
U3MEHEHUH B  PETUCTPAIMOHHOE JOChE, YIOJHOMOYEHHBIM  OpraH
(oKcmiepTHasi ~opraHuzamusi) pePepeHTHOro TocyAapcTBa MPUHUMAET
penieHre 00 0100pEHUH WK OTKJIOHEHUU U3MEHEHHSI.

YTIONTHOMOYEHHBI OpraH (3KCHEepTHas opraHu3auus) pedepeHTHOro
rocyJlapctBa IMpU OTKJIOHEHWHM HW3MEHEHMSI YBEIAOMIISIET 3asBUTENS W
COOTBETCTBYIOIIUE OPraHbl TOCYAapCTB MPHU3HAHUS 00 OCHOBAHUSIX TAKOTO
pemieHust B cpok He 0osiee 10 paGouux JTHEH Co IHS €ro MPUHSITHS.

B ciydae ecnu m3MeHEHMs NMPUBOAAT K MEPECMOTpPy HMHPopmanuu o
JIEKAPCTBEHHOM IIpEINapare COTJIACHO MYHKTY 1.6 HacTOAIEero nmpuIOKEHHs
YIOJTHOMOYEHHBIM  opraH (dKcHepTHass opraHuzaiusi) pedhepeHTHOro
rocygapctBa B TeueHHe He Oosee 5 pabouux AHEH €O JHSA MPUHSITHS
MOJIOKUTEIHHOTO PEIICHUs, YKa3aHHOTO B ab3ale IMepBOM HACTOSAIIETO
MyHKTa, Pa3MEIIAeT CBEJACHUA O BHECEHUU MU3MEHEHUU B €IMHOM PEECTPE C
MPUJIOKEHUEM aKTYyaJU3UPOBAHHOTO HKCIEPTHOTO OTYETa MO OIICHKE,
W3MEHCHHBIX YTBEPXKICHHBIX OOIIEH XapaKTEpUCTUKHU JIEKAPCTBEHHOI'O
npenapara, HWHCTPYKIMM [0 MEIUIMHCKOMY TMPHUMEHEHHIO, MAaKETOB
YIAKOBOK, HOPMATHBHOIO JOKYMEHTAa MO KayeCTBY, B COOTBETCTBHUU C
nopsiAKOM (OPMHUPOBAHUS U BEICHUSI €IUHOTO PEecTpa, a TaKXKe BBIJACT
YTBEPXKJCHHbIC W3MEHEHHBIE OOIIYI0 XapaKTepPUCTUKY JIEKapCTBEHHOTO
npernapara, MHCTPYKIHUIO IO MEAUIMHCKOMY TPUMEHEHHUI0, MAaKEThI
YIAKOBOK, HOPMATUBHBIA JIOKYMEHT IO KayeCTBY, PETrUCTPALIMIOHHOE
yAaocToBepeHue (IIpru HEOOXO0IMMOCTH) 3aIBUTEITIO.

2.3.4. YTIOTHOMOYEHHBIH opraH (axcnepTHas OpraHH3allysl)
pedepeHTHOTO ToCyaapcTBa BIPaBe COKPATUTh CPOK, YKa3aHHBIA B ad3arle
nepBoM MmyHKTa 2.3.3.1 HACTOSILIET0 MNPWIOKEHUS, YUYUTHIBAs CPOYHOCTH
BOIpOCA, WK MPOIUTh ero 10 80 paboyux JHEH B OTHOIIIEHUM U3MEHEHMH,

3aKJIIOYaromuxcsa B U3SMCHCHUHN O,Z[O6peHHI>IX MMOKa3aHUM K IIPUMCHCHHUIO HNJIN
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BKJIIOUEHHM HOBBIX T[IOKa3aHUN K TMPUMEHEHUIO, a TaKXke C Y4eTOM
MOJIOKEHUH ab3aleB TpeThero M mAToro myHkra 1.7.1 Hacrosero
MPUII0KEHUS.

2.3.5.B cpox ©He mosmHee 10 pabouumx [HEW TOCIIEe TOTYyYCHHS
MOJIOXKUTETILHOTO PEIeHUs, YKa3aHHOTO B ab3aie mepBoM myHkTa 2.3.3.2
HACTOAIIETO MNPWIOXKEHUS, YIOJHOMOYEHHbIE OpraHbl  (IKCHEPTHHIC
OpraHHU3allK) TOCYJApPCTB NMPU3HAHUSA NPUHUMAIOT PEIICHUE O MPU3HAHHUU
HKCHEPTHOTO  OTYETA MO  OLEHKE, MOATOTOBIEHHOIO  3KCHEPTHOU
opraHuzanueit peepeHTHOro rocy1apcTBa, U B CpoK, He npeBbimaronui 10
pabounx JHEW C JaThl €ro MNPUHATHUSA, NMPUHUMAIOT PEIICHHUE O BHECEHUU
WU3MEHEHHM, TPU HEOOXOJAMMOCTH COIJIaCyIOT YTBEPXKJIACHHBIE pedepeHTHBIM
rocyJapCTBOM HM3MEHEHHBIE JOKYMEHTHI, 3aTparuBaroniue uHOOpMaIri O
JIEKApCTBEHHOM IpenapaTre U pa3MEeIIaloT CBEICHUS O BHECEHUU U3MEHEHUI
B €IMHOM pPEECTpPEe B COOTBETCTBHU C TMOPAIKOM €ro (OpMHUPOBAHHUS U
BEJICHUS W, MPU HEOOXOAUMOCTH, BBIJIAIOT 3asBUTEII0 YTBEP)KICHHBIC
cTpaHoCTeU(PUYHBIE JOKYMEHTHI M (MIM) OOHOBJIEHHOE PErUCTPAllMOHHOE
YIAOCTOBEPEHHUE.

2.3.6. B cmysae ¢opmupoBaHHs Ha JTane OICHKA TIOJHOTHI,
KOMIUIEKTHOCTM W TPAaBUJIBHOCTH  OQOPMIICHHSI  TIPEICTABICHHBIX
JOKYMEHTOB WJIM Ha 3Tale 3KCIEePTU3bl JOChe HAa M3MEHEHUE IKCIEPTHOMN
opraHuzanueil pe)epeHTHOro rocyaapcTBa 3ampocoB, WHPopMalus O HUX,
TaKXe€ KaK U MPEACTABICHHBIC 3asBUTEIEM OTBETHI HAIPABISIIOTCS B aApec
rocyJ1apCTB NPU3HAHUS.

2.3.7. Hacrosmui pa3ien He NPUMEHSIETCS, €CIIM 3alpOC HA U3MEHEHHUE
I Tumma moman B cocTaBe IPyIIbl U3MEHEHUM, BKIIFOYAIOIIEH PACIIMPEHUE
perucTpanuu JICKapCTBEHHOTO mpemnapara. B 3Tom ciydae mpuMeHsieTcs

poueaypa, NpeayCcMOTpeHHas MyHKTOM 4.1.1 HacTosmero npuaoKeHHus.
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2.4. PaccmoTpeHne B DKCIIEPTHOM KOMUTETE

2.4.1. Ecnmiu ynmoJHOMOYEHHBIMA OpraHaMHM OJHOTO WM HECKOJIBbKUX
rOCyJapCTB TpPHU3HAHHS HANPABJICHO 3aKIIOYEHHE O HEBO3MOXHOCTH
NPU3HAHUS SKCIIEPTHOTO OTYETa IO OIEHKE, MOATOTOBJICHHOTO JKCIIEPTHOM
opraHuzanueil peepeHTHOTo TOCyAapCcTBa, B COOTBETCTBUM IMTyHKTaMH 2.2.3
u 2.3.3.1 HacTOAIIEero MPUIOKEHUS, DKCIEPTHBIM KOMHUTETOM B CPOK, HE
npeBblmatomii - 60  KaneHmapHBIX JHEH ¢ JaThl  HANpPaBICHHS
YIIOJTHOMOYEHHBIMU OpTaHaMU TOCYAAapCTB IMPU3HAHUS TAKOTO 3aKIIOUEHUS,
OCYIIECTBIISIETCS MPOLIEypa YPEryJIupOBaHUs Pa3HOITIACUN B COOTBETCTBHUU
C TIOPSAIKOM, YCTaHOBJIEHHBIM [lonokeHreM 00 SKCIEPTHOM KOMHUTETE IO
JeKapCTBEHHBIM  CpeacTBaM,  yTBepkaeHHbIM  Pemennem — CoBera

EBpa3zuiickoil 3xoHOMUYeCcKON kKoMuccuu oT 3 HoA0pst 2016 r. Ne 75,

III. BHeceHrne N3MEHEHN B PETUCTPALIMOHHOE 1I0CHE JIEKAPCTBEHHBIX
MpenaparoB, 3apETUCTPUPOBAHHBIX B OHOM (pedepeHTHOM) TOCyAapCTBE
(HarMoOHATBHAS MTPOLIEAYPA)

3.1. IIpoueaypa BHECEHUS] HE3HAUUMBIX U3MEHEHUI
IA u (wmn) [Ayy TUNA

3.1.1. B yBegomuTenbHOM mnopsiake (0e3 3KCnepTU3bl) MOTYT ObITh
3asBJIEHbl TOJNbKO u3MeHeHus [A u (unu) [Apy tunma. Ecnu 3asBineHue
JOTIOJIHUTEIBHO COJIEPKUT 3asiBJICHHbIE W3MEHEHUS, HE OTHOCSIIUECS K
YKa3aHHbIM THUIIaM, TAKOE 3asBJIECHUE MOABEPracTcs HKCIEPTU3E B MOPSIKE,
YCTAHOBJICHHOM B HACTOSIIEM NPWIOKEHUHU JII COOTBETCTBYIOIIETO THIA
U3MEHEHHMS C YUETOM TMOJIOKEHUM ab3aria BToporo nyHkra 1.7.1 Hacrosiero
MPUII0KECHUSL.

Jononnenue V HACTOSIIETO0 NPWIOKEHHUS COACPXKUT TMEpPEUYEHb
U3MEHEHHI, KOTOpbIE CJIEAYEeT paccMaTpUBaTh B KauyeCTBE HE3HAYUMBIX

n3MeHneHuii IA tuna. I[ep)KaTCJIB JOJIKCH IIOAATh 3asBJICHHC O BHCCCHHUH
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TaKUX W3MEHEHUU B TeueHHe 365 kajneHaapHbIX gHer (12 MecsieB) co aHs
peanuzanuu (mpoueAypa «caemail W pacckaxu»). OmHaKoO B UEIAX
oOecrieueHrs HEMPEPHIBHOIO HAJA30pa 3a JIEKAPCTBEHHBIM MpernapaToM
HEKOTOpbIE HE3HauMMble H3MeHeHus [A Tuma TpeOyrT HEMEIJIEHHOIrO
yBengoMieHUs (He mo3aHee 20 paboumx mHeit) mocie peanusanuu (IApy).
[Ipu »>TOM Jisi HE3HAYUMBIX UW3MEHeHud |A Tuma, nOpUBOAAIIUX K
nepecMoTpy MHGOPMAIMK O JIEKAPCTBEHHOM Iperapare COrIacHO IMYyHKTY
1.6 HacTosIIero TPWIOKEHHUS, 3asBJICHHE Ha BHECEHHE W3MEHECHUI
HEOOXOJIUMO TMPEJCTaBUTh J0 pealu3aluu u3MeHeHus. Peanuzamusi Takux
M3MEHECHHUI BO3MOXHA TOJBKO IMOCJIE BHECEHHUSI YIOJHOMOUYECHHBIM OpPraHOM
(3KcrepTHOM opraHu3aireit) peepeHTHOro rocy/1apcTBa COOTBETCTBYIOIINX
CBEICHUM B €IUHBIN PEECTP.

Ecnu 3asBiieHrE JOMOJHUTENBHO CONEPKUT HE3ASIBJICHHBIE N3MEHEHU S,
HE OTHOCSIIMECS K  M3MEHEHUSIM  YBEJOMUTEIBHOTO  XapakTepa,
YIOJHOMOYEHHBIM  OpraH (dKCIepTHasi opraHuzanus) pedepeHTHOro
rocyJlapcTBa OTKJIOHSIET TAKOE 3asBICHUE B CPOK, HE mpeBblarommi 20
pabouux IHEW CO THS €ro MOJYyYEeHHS U MHPOPMUPYET B AIEKTPOHHOM BHJIC
3assBUTENS 00 OTKa3e BO BHECEHWU U3MEHEHUN YBEIOMUTEIBLHOTO XapaKTepa.

Henpencrasienne Bceil HEOOXOAWMOM TOKYMEHTAIMM K 3asBIICHUIO,
JOKYMEHTOB, TOATBEPXKIAIOMINX OIJIaTy cOopa (MOILLIMHBI) 32 BHECEHHE
U3MEHEHHM B  PErUCTPallUOHHOE JIOChe, B CIy4asix © TOPSJIKeE,
YCTAHOBJICHHBIX B COOTBETCTBUU C 3aKOHOJIATE€ILCTBOM T'OCY/IapCTB-YJICHOB,
a TaKXKe HECOOII0JIeHWEe YCIOBUHN KIacCU(PUKAIMN W3MEHEHUUN SBISICTCS
OCHOBAaHHMEM [ OTKJIOHEHUS 3asBICHUS O BHECEHUM W3MEHEHUU
YBEJIOMUTEJILHOTO XapakTepa B PETUCTPAIIMOHHOE JOChE, TIPU ITOM
YIOJTHOMOYEHHBIM oOpraH (dKCIepTHas OpraHu3alys) BIIpaBe HANpaBUTh
3aSBUTEINII0 3alpOC O TMPEIOCTABICHUM HEOOXOJUMOW JIOKYMEHTAIlMU B

TeUYECHHUE 5 pabovyux JHEH.
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3.1.2. Ilpu BHeceHun He3HaunMoro m3meHeHus 1A u (wnmm) IAyy Trma,
HE MPUBOJSIIETO K MepecMOoTpy UHGOPMAIUH O JICKAPCTBEHHOM Ipenapare B
COOTBETCTBMM C TYHKTOM |.6 HacTosmEro MpUIIOKEHUS 3asIBUTEIIb
MPEJOCTABIACT B YIOJHOMOUYCHHBIM OpraH (3KCHEPTHYIO OpraHu3aluio)
pedepeHTHOTO TrocyAapcTBa 3asBJICHHE O BHECEHMM W3MEHEHUN Ha
OyMa>XHOM HOCHUTEJIC WM B BUJIEC DJEKTPOHHOTO JOKYMEHTA, MOAMUCAHHOIO
ANEKTPOHHOW  HM(PPOBOM  MOANUCHIO  (JIEKTPOHHOM  TOJIKCHIO) B
COOTBETCTBMM C 3aKOHOJIATEIbCTBOM TOCYJAapCTBa-4wi€Ha, B KOTOPOM
OCYILIECTBIISIETCS TToJa4ya TaKoro 3asiBJIICHUS (1jajee — 3JIEKTPOHHAs MOJIIKCH),
B cooTBeTCTBUM C ¢dopmoi mpuioxeHuss Ne 2 k IlpaBuiiam, JTOKYMEHTHI,
MOATBEPKIAIOIINE OIIaTy cOopa (MONUIMHBI) 3a BHECEHHWE M3MEHEHUU B
PETUCTPAlMOHHOE JOChE€ B CIy4asX M TMOPAJIKE, YCTAHOBJIEHHBIX B
COOTBETCTBUM C 3aKOHOAATEIBCTBOM TOCYAApCTB-WIEHOB, IONPAaBKU K
COOTBETCTBYIOIIMM  pa3fieiaM U JOKyMEHTaM Jocbe (OOHOBIIEHHBIE
JOKYMEHTBbI) U COOTBETCTBYIOIIHUE JTOKYMEHTHI PETHCTPALIMOHHOTO JOChE,
O0OOCHOBBIBAIOIIME BHECEHUE KaXXJOT0 H3MEHEHHUS U MOJTBEPXKIAIOIINe
COOJIFOZICHNE YCIOBUM, B COOTBETCTBUM C KiacCHdUKamueHd TOomonMHeHUus V
HACTOSIIIIETO  TPWIOXKEHUsS W (Ipu  HEOOXOJUMOCTH)  JIOKYMEHT,
MTOJITBEPKAAOIIUN BaJINHOCTD MPEICTaBISIEMOU BEpPCUU
(mocie10BaTeIbHOCTH ) AIEKTPOHHOTO JIOCHE.

IIpy HEOOXOAUMOCTH E€IUHOBPEMEHHOTO BHECEHHUS OJWHAKOBBIX
MHO€CTBEHHbIX U3MeHeHUl [A u (unm) [Agy TUna 3asBUTENb MPEACTABIISIET
B YIOJHOMOYEHHBIH OpraH (IKCIEPTHYIO OpraHu3anuio) pedhepeHTHOTO
rocyJlapcTBa JOKYMEHTHI, NIEPEUMCICHHbIE B a03allax 4Y€TBEPTOM — IIECTOM
nyHkTa 1.7.2 HacTosIero MpuiIoXKeHUs. 3asBUTEIb BIpPaBE IMPEICTaBUTH B
YIOJTHOMOYEHHBIM OpraH (3KCIEPTHYIO OpraHu3aiui) pedepeHTHOro
rocyJapcTBa JOKYMEHTHI, TIEPEUHCICHHbIE B a03alle MEPBOM HACTOSIIETO

NyHKTa WM B a03alax 4eTBEpTOM — IIeCTOM MyHKTa 1.7.2 HacTOsAIIEro
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NPUJIOKEHUsT B TedeHue 365 kaleHmapHbIXx JHel (12 MecsieB) co JHA
peanu3anuMyd HW3MEHEHUSI B CIy4ae, €CIIM 3asBJICHHbIE W3MEHEHUS HE
OPUBOAAT K TEepecMOoTpy HHGOpPMAIMU O JIEKAapCTBEHHOM IIpernapare B
COOTBETCTBUM C ITYHKTOM 1.6 HAcCTOALIETO IMPUIIOKEHUS U HE OTHOCITCSA K
u3MeHeHussM |Ayy Tuna. Ilpu 3TOM Cpok mMoJayum MEPBOHAYAIBLHOTO
3a51BJICHUS 3asIBUTEJNIb PACCUUTBIBAET CAMOCTOSTENBHO C YYETOM IOJIOKEHHM
a03a11a TPEThEro M MATOro MmyHkKTa 1.7.1 HACTOSIIET0 MPUIIOKEHUS.

YOMTHOMOYEHHBIN OpraH (dKCHepTHas opraHusaius) pedepeHTHOro
rocyJapcTBa Moclie MOJy4YeHUs JTOKYMEHTOB, YKa3aHHBIX B a03alle BTOPOM
HACTOSIIETO IYHKTA TMPOBOAUT OILIEHKY IMOJHOTHI, KOMIUIEKTHOCTH U
IPaBUIILHOCTH OPOPMIIEHUS MPEICTABICHHBIX IOKYMEHTOB.

[TpunsTHE pelIeHUss O BO3MOXKHOCTH IMPHOOIIEHUS COOTBETCTBYIOIIEH
BepcUM (MOCIJIEIOBATENIBHOCTH) K BJIEKTPOHHOMY JIOCh€ IMPU BHECEHUH
HE3HAYMMBIX MU3MEHEHUN YBEJOMUTEIBHOIO XapaKTepa, HE 3aTParuBaroIINX
UH(}OpMALIMIO O JIEKAPCTBEHHOM IIperapaTe B COOTBETCTBUU C MYHKTOM 1.6
HACTOSAILETO MPWIOKEHUS, U Pa3MELICHUE CBEIACHUM B €IUHOM PEECTPE B
YCTAaHOBJICHHOM  TIOpSAJKE  pepepeHTHBIM  TOCYJAapCTBOM  SIBJISIETCS
OCHOBAHHMEM [Jisi TPOJOJDKCHUS pealu3alud W3MEHEHUs B pedepeHTHOM
rOCyJlapCTBeE.

[Ipu oTkIOHEHUM W3MEHEHMH, yKa3aHHbIX B myHKTe 3.1.1 u B ab3are
BTOPOM IIyHKTa 1.7.2 HacTOSAIIEro NPUIIOKEHUA pPEAIH3aLUS TaKUX
M3MEHEHUM HE TMpeKpaliaeTcs 10 OKOHYaHUs cpoka 365 nHeM ¢ JaThl Hayasia
€ro peajan3alny. 3asiBUTEIb 00513aH MPEICTaBUTh HOBOE 3asBJICHUE C YUYETOM
MIPUYHUHBI OTKIIOHCHUS 10 OKOHYAHUSI BBIICYKA3aHHOT'O CPOKA.

[Ipy Hanmuuuu cpeau BBHINIEYKA3aHHBIX W3MEHEHHM HW3MEHEHHOW B
YBEJOMUTEIBHOM TMOpSAAKE HHPOpMalMK O JIEKapCTBEHHOM IIpemnapare,
OJIHOBPEMEHHO C MPUHATHEM YyKa3aHHOrO B ab3ale BTOpoMm myHKTa 1.7.3

HaCTOAMCTO IIPUIOKCHHUA IIOJOXHUTCIBbHOI'O PCIICHMA, yr[OJ'IHOMO‘-IGHHLIﬁ
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opraH (PKCIepTHas OpraHu3alys) pa3MENlaeT yKa3aHHYI0 H3MEHEHHYIO B
YBEJAOMUTEIBHOM MOpPSAAKE HHMOpPMAIMIO O JEKAPCTBEHHOM Ipenapare u
CBEJICHHSI O BHECEHUM H3MEHEHUN B €IMHOM pPEECTPE B COOTBETCTBUM C
NOPSIAKOM (POPMHUPOBAHUS U BEICHUS €AMHOTO peecTpa.

Ilpy BHeceHMM U3MEHEHUN YBEAOMUTEJIIBHOIO  Xapakrepa IO
pe3yibTaTaM  OLEHKM TMOJHOThl KOMIUIEKTHOCTU M  NPaBHIBHOCTHU
oopMIIEHHSI TIPEACTABIEHHBIX JIOKYMEHTOB YIOJHOMOYEHHBIM oOpras
(9KCcHepTHas OpraHu3aius) peQepeHTHOTO rocyJapcTBa B CPOK HE MO3HEE
20 pabouux AHEW NPUHHUMAET peleHue U UHOOPMUPYET B SIEKTPOHHOM
BUJI€  3aABUTENSI W MOCPEACTBOM  HMHTETPUPOBAHHOM  CHCTEMBI
COOTBETCTBYIOIIME OpraHbl TOCYJApCTB MPU3HAHUSA O BO3MOXKHOCTH
OpUOOIIEHUS  COOTBETCTBYIOIIMX Bepcui  (IOCIEAOBAaTENbHOCTEH) K
3JIEKTPOHHOMY J0Ch€ WM 00 OTKa3e BO BHECEHHWU HE3HAUUMBIX MU3MEHEHUIl
yBEOMUTEIbHOTO XapakTepa. [Ipm onoOpeHunm u3MEHEHHUsI pa3MelaeT
CBEJICHUS B €IMHOM PEECTPE B YCTAHOBIEHHOM MOPSIJIKE.

3.1.3. B teuenne 20 pabouux AHEN cO AHS MOJYyYEHHs YBEIOMIICHUS
WIM 3a8BJICHHSI O BHECEHUM U3MEHEHUH, YIOJIHOMOYEHHBIA OpraH
(okcmepTHass ~opraHuzanusi) pedepeHTHOro rocygapcTBa  MPUHUMAET
pelieHre U UHMOPMUPYET 3JIEKTPOHHOM BHUJE 3aABUTENS O BO3MOXKHOCTHU
NpPUOOIICHUSI  COOTBETCTBYIOIIMX  Bepcuid  (IOCIIEIOBATEIBLHOCTEH) K
NEKTPOHHOMY JOCh€ WM 00 OTKa3e BO BHECEHUUM HW3MEHEHUU
YBEJOMUTEIBHOIO XapaKTePA.

[Ipn HanMUUKU M3MEHEHHOM B YBEJIOMUTEIBHOM MOpsaKe HHPOpMaLUU
O JIEKAPCTBEHHOM IIperapaTe B COOTBETCTBUMU C IMyHKTOM |.6. Hacrosmiero
NPWIOKEHUS, OJHOBPEMEHHO C TMPUHITHEM TMOJOKUTEIBHOIO PEIICHUS
YIOJHOMOYEHHBIM OpraH pa3MellaeT YKa3aHHYI0 MPUOOIICHHYIO K

PETUCTPAIMOHHOMY JOCBC B YBCAOMHTCIBHOM IIOPAAKC I/IH(bOpMaI_II/IIO nu
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CBEJICHUS O BHECEHWW HW3MCHCHHMA B €IMHOM pEeCcTpe B COOTBETCTBUU C
nopsIKOM (POPMHUPOBAHUS M BEICHUS STUHOTO PEecTpa.

YOTHOMOYEHHBIN OpraH (dKCHEpTHas opraHuzaius) pedepeHTHOro
rocyJapcTBa BIIpaBe MPOJUINTh CpPOK, YKa3aHHBIH B a03ale MepBOM
HACTOAIIEro MyHKTa, 70 80 pabouux JHEH B COBOKYMHOCTH B Cllydae, €CiH

3asABUTCIICM IIPCACTABJICHBI MHOKCCTBCHHLBIC I'DYIIIIOBBLIC U3MCHCHUSI.

3.2. IIpouieaypa BHECEHUs] HE3HAUYUMBIX 3MeHeHul IB tuma

3.2.1. B cnydae ecnu 3asBICHUE COJAEPKHUT OAHO M3MeHeHue |B Tuma
uiu rpynny usMeneHuit |A u (wmm) |Agy U, Kak MUHUMYM, OJTHO U3MEHEHHE
IB Tuna, 3asBUTENb NPEACTABISIET B YIOJHOMOUYCHHBIM OpraH (9KCIEPTHYIO
OpraHu3alkio) pePepeHTHOro TrocylapcTBa 3asBICHUE Ha BHECEHHE
U3MEHEHUN Ha OyMa)KHOM HOCHTEJIC WJIM B BUJE DJIEKTPOHHOTO TOKYMEHTA,
MOANMCAHHOTO 3JIEKTPOHHOW MOJMKUCHI0, B COOTBETCTBUH C MPUIIOKEHUEM No
2 x IIpaBunam Ha OyMa)kHOM W (WJIM) DJIEKTPOHHOM HOCHTEIE, TOKYMEHTHI
(w1 DJIGKTPOHHBIE JOKYMEHTHI), TMOJTBEPXKAAIONIME OIIaTy cOopa
(MOILIMHBI) 32 BHECEHHE U3MEHEHUN B CIIydasx U MOPSAKE, YCTAaHOBJICHHBIX
B COOTBETCTBUU c 3aKOHOJATEIbCTBOM rocyJ1apCTB-4JICHOB,
COOTBETCTBYIOIIUE JOKYMEHTBI PErUCTPALMOHHOTO JI0ChE,
O0OOCHOBBIBAIOIINE BHECEHUE KaXIOTO M3MEHEHHSI B COOTBETCTBUU C
TpeOOBaHUSIMU  JONOJHEHUST V  HACTOSALIEro MNpWIOXKEeHWs, U (mpu
HEO0OXOAMMOCTH) JIOKYMEHT, MOATBEPIKIAOIIIHIA BaJIUJTHOCTh
NpeACTABISIEMON BEpCUH (MOCIEA0BATEIHLHOCTH ) 3JIEKTPOHHOTO J10ChHE.

3.2.2. YIIOTHOMOYEHHBIN opraH (axcnepTHas OpraHH3allysl)
pedepeHTHOTO TOCymapcTBa HE IMO3JHEE 5 padouyux THEW ¢ JaThl MOAAYH
3asBJICHUST HAa BHECEHHME W3MEHEHUM TMPOBOJUT OIEHKY IOJHOTHI,
KOMIUIGKTHOCTH W TOPaBUJIBHOCTH  O(OpPMJICHUS]  TPEJCTABICHHBIX

JAOKYMCHTOB B COOTBCTCTBHUU C ITYHKTOM 3.2.1 HaCTOAICTO IMPUIIOKCHUA.
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Ecnu nocke Ha BHECeHHME HU3MEHEHMI JIEKAPCTBEHHOI'O IMpernapara
YAOBJIETBOPSICT TPEOOBAaHUSAM, YCTAHOBJICHHBIM B IyHKTe 3.2.1 HacTosImero
NPWIOXKEHUSA, YIOJHOMOYEHHBIM Opran (dKCHepTHas  OpraHu3aIus)
pedepeHTHOrO rocynapcTBa B Te4YeHUE S5 paboumx JHEW MOCie OICHKU
MOJTHOTHI, KOMIUIEKTHOCTH M MPaBWIBHOCTH O(QOPMIICHUSI MPEICTABICHHBIX
JIOKYMEHTOB HAMpaBisieT J10Che HA BHECEHUE M3MEHEHUMW NI MPOBEICHUS
HKCIEPTHU3BL.

YOTHOMOYEHHBIN OpraH (dKCHEpTHas opraHuzaius) pedepeHTHOro
rocygapctBa B TedeHHE 5 paboyux [HEW TOCE€ OIEHKH TOJHOTHI,
KOMIUIEKTHOCTM M TPaBUJIBHOCTH  OQOPMIICHHUSI  TIPEICTABICHHBIX
JOKYMEHTOB BIIpaBE HaNpaBUTh 3alpoC 3asABUTEII0 00 YTOYHECHUH
MPEJCTABICHHBIX CBEJACHUM M (WMJIM) O HEOOXOJUMOCTH NPEAOCTaBICHUS
JOTIOJTHUTEIBHBIX MaTEPUAJIOB.

3asgBuTeNO0 mpenocTtaBiseTcs He Oonee 90 pabouymx 1HEW, He
BXO/SIIIUX B CPOK DKCHEPTU3BI JIEKAPCTBEHHOI'O Ipenapara W MPOLEIyphI
BHECEHUS U3MEHEHU, Ha MPEACTABICHUE HEIOCTAIOIINX MaTEpUAIIOB J10ChE
M0 3aMEYaHUsIM YIIOJTHOMOYEHHOTO OpraHa (SKCIEPTHOM OpraHU3alliM)
pedbepentHoro  rocygapctBa. OlleHKa  yIOJHOMOYEHHBIM  OpPraHOM
(9KCTIepTHOM oOpraHm3aiuer) pePepeHTHOro TrocyaapcTBa OTBeTa Ha
YKa3aHHbBIN 3alIpOC HE JOJDKHA MPEBBINIATh 5 pab0yux JHEH.

3.2.3. DkcmepTr3a, yKazaHHas B MyHKTe 3.2.2  HACTOSAIIETO
IIPUJIOKEHUSA, IIPOBOJMUTCSA OKCIIEPTHOM OpraHu3alued B CPOK, He
npesbimaromuil 30 padboyux THEW CO JIHS TMOJYyYEHHUST COOTBETCTBYIOIIETO
3aIaHUsl WM PELICHHS] YIOJHOMOYEHHOTO OpraHa, C Y4Ye€TOM MOJIOXKEHUM
ab3ara TpeThero W MATOro MyHKTa 1.7.1 HACTOSAIIEro MPHUIOKEHHUS CPOK
MOXET OBITh IPOJJICH SKCIEePTHOM opraHm3amueit 1o 60 pabounx guei. B
TEUEHHE CpOKa TIPOBEICHUS OKCIEPTU3bl OKCIIEPTHAs OpraHu3aIus

pe(bepeHTHOFO rocygapCcrBa BIIPABC HAIIPABUTL 3a4BUTCIIIO 3allpoOC B
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MUCbMEHHOM M (MJIH) 3JIEKTPOHHOM BHJI€ O HEJIOCTAIOIIECH JOMOJHUTEILHOM
uHdopManuu, HEO0OXOAMMBIX Pa3bICHEHUSIX W YTOYHEHUAX
MPEACTABICHHBIX JOKYMEHTOB M JAaHHBIX PETUCTPAIMOHHOTO J0ChE (B TOM
YyuCJe MPEJI0KEHUS O BHECEHWHU HU3MEHEHHM B OOIIYI0 XapaKTEPUCTUKY
JIEKapCTBEHHOTO Tpenapara, UHCTPYKIUIO 10 MEAUIUHCKOMY MPUMEHEHHUIO,
MAKEThl  YIIAKOBKH  JICKAPCTBEHHOTO npermnapara, HOPMATUBHYIO
JOKYMEHTAIMIO [0 KayeCTBY WJIM HHBIE JTOKYMEHTBI PErUCTPALMOHHOIO
nocke). Cpok mpeacTaBlieHUs 3asgBUTEIEM OTBETAa HA YKa3aHHBIA 3allpoc HE
JOJDKEeH mpeBbimath 90 pabouux nHeil. Bpems mpeacraBiieHUs: 3asiBUTENIEM
JOKYMEHTOB TI0 3alpoCy 3KCHEPTHOW OpPraHU3alMd HE BXOAUT B CPOKHU
MIPOBEACHUS AKCIEPTU3bl W MPOLEIYpPbl BHECEHUS HU3MEHEHHMU. B ciydae
HEIPEJICTABICHUS 3asBUTEJNIEM B YCTAaHOBJICHHBIM CPOK OTBETA Ha 3ampoc,
DKCIIEPTHU3a MPEKPAIIACTCS, 3aKIOYEHHE O HEBO3MOXHOCTH BHECCHUS
u3MeHeHul B TeueHue 14 pabouux JIHEW HampapiseTCs B YIOJTHOMOYEHHBIN
opraH pedepeHTHOTO roCcy/1apCcTBa.

I[To pe3ynapTaraM 3KCOEPTU3BI HKCIEPTHAS OpraHU3alus JIO0JKHA
aKTyallM3UpOBaTh JKCHEPTHBIM OTYET IO OLEHKE WM MOATOTOBUTH
MOTHBHPOBAHHYK) TO3UIMI0 O HEBO3MOXHOCTH BHECEHUs 3asBJICHHBIX
U3MEHEHN. B TeKkcTte 3KCHnepTHOro oT4era MO OLEHKE HPUBOIUTCS
uHpopmarus 0 COOTBETCTBYIOIIECH 3asIBJICHUIO BEpCUU
(mocie10BaTeIbHOCTH ) AIEKTPOHHOTO JIOCHE.

3.2.4. Tlo pe3ynpTaTaM MPOBEACHHOW 3KCIEPTU3Bl yMOJIHOMOYCHHBIN
opra pedepeHTHOTO TOCyAapCcTBa B CPOK, HE MPEBBIMNAIONUNA 5 paboumx
JHEM CO HHS TMOJYyYEHHs] JKCHEPTHOTO OTYETa IO OLEHKE, MPUHUMAECT
penieHre o0 OOOpPEeHUH WIM OTKJIOHEHMHM u3MeHeHus. [Ipu oTKIIoHEeHUH
W3MEHCHHUS YBEJIOMJIISET 3asgBUTENSI 00 OCHOBAHUSX TAKOTO PEIICHUS B CPOK

He O6onee 10 pabounx AHEH CO JHS €ro MPUHATHS.
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B cnydae, ecnu M3MeHEHHUs] IPUBOAAT K NEPECMOTPY MH(POpPMAILUU O
JIEKAPCTBEHHOM IIPEINApaTe COIIACHO MYHKTY 1.6 HACTOSIIETrO MPUIOKEHUS
YIOJHOMOYEHHBIM  opraH (PKCIepTHas opraHuzamusi) pedepeHTHOro
rocyaapcTa, B TeueHue He Oosiee 10 paboumx HHEW OT CpokKa MPUHITHUS
peuieHuss 00 OJOOpEHUM HW3MEHEHMI, pa3MellacT CBEJACHUS O BHECEHUHU
M3MEHEHUI B €JMHOM PEECTPE C MPUIIOKEHUEM M3MEHEHHBIX YTBEPKICHHBIX
oOIIel XapakTepUCTUKHU JIEKAPCTBEHHOIO TMperapara, HWHCTPYKIUU 10
MEIUIMHCKOMY  NPUMEHEHHIO,  MAapKHpPOBKH, MAaKETOB  YIAaKOBOK,
HOPMAaTHUBHOTO JOKYMEHTa II0 KaueCTBY, B COOTBETCTBHUU C MOPSIKOM
(GbopMHUPOBAHUS U BEACHUS €IUHOTO PEECTpa, a TaKKe BbIJAECT U3MEHEHHBIE
OOLIyI0 XapaKTEPUCTUKY JIEKAPCTBEHHOrO IIpernapara, HHCTPYKIHIO 10
MEJIUIIMHCKOMY MPUMEHEHUIO, MAKEThl YIIaKOBOK, HOPMATUBHBIA JOKYMEHT
0 KauyecTBY, PETUCTPALMOHHOE YAOCTOBEpEeHHUE (MpU HEOOXOAMMOCTH)
3asIBUTEIIO.

YONHOMOYEHHBI OpraH (3KCHEepTHas opraHu3anus) pedepeHTHOro
rocyJlapcTBa BIIpaBe MPOJUIUTh CPOK, YKazaHHbIM B myHkTax 3.2.3 u 3.2.4
HACTOSIIETO MpuiiokeHus: 10 80 pabouux IHEW B COBOKYMHOCTH B Cilyuae,
€CJIM 3asIBUTEJIEM MPEACTABICHbI MHOXECTBEHHBIE TPYIIOBbIE U3MEHEHUS.

3.2.5. Hacrosmuii myHKT HE IPUMEHSETCSI, €CIIM 3aIpoc Ha U3MEHEHUE
IB Tuma mojgaH B cocTaBe IpyNIbl U3MEHEHUM, BKItOUarolen namMmenenue 11
TANIA W HE COAEPXKAIIEW pacIIMpeHuss perucrpauuv. B 3TtoM ciydae
OPUMEHSIETCA MpOoLeaypa HKCHEPTU3bl HU3MEHEHUHM, MpeayCMOTPEHHAs
IYHKTOM 3.3 HACTOSIIErO MPUITOKCHHUS.

3.2.6. Hacrosmuii myHKT HE IPUMEHSETCSI, €CIIM 3aIpoc Ha U3MEHEHUE
IB Ttunma momaH B coCTaBe TPYyNIIbl U3MEHEHUM, BKIOYAKOLIEH PacCIIMPEHUE
peructpauuu. B 3ToM ciiydae mpuMeHsIeTCs TPOoLEeAypa, MPeayCMOTPEHHAS

MyHKTOM 4.1.1 HacTOsIIEero npuI0KeHus.
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3.3. IIpouenypa BHECEHUS 3HAUYMMBIX U3MEeHEeHUH I Tuma

3.3.1. B caydae ecim 3asBIICHHE COJEPKUT OJHO WM HECKOJIBKO
u3MeHeHui Tobko |l Tuna wim rpynmy uaMmeHenui A u (wm) |Ayy u (wan)
IB u, kak MUHUMYM, OJIHO u3MeHeHue |l Tumna, 3asBUTENb MpENCTABISIET B
YIOJTHOMOYEHHBIN OpraH (3KCHEPTHYIO OpraHu3anui) pedepeHTHOro
rocyJlapcTBa 3asiBJICHHE HAa BHECEHHE W3MEHEHUN Ha OyMa)XHOM HOCHUTEJE
WIM B BHJE DOJICKTPOHHOTO JOKYMEHTa, TMOJMUCAHHOTO HSJIEKTPOHHON
MOJAMKCHIO, B COOTBETCTBUM C npuiioxkeHueM Ne 2 k [IpaBuiiam Ha OyMakHOM
U (WaM) DIEKTPOHHOM HOCUTENEe, JOKYMEHThl (HJIM SJIEKTPOHHBIE
JIOKYMEHTBI), TOJTBEpKJIaloIue oIriaTty coopa (MOUUIMHBI) 32 BHECEHUE
U3MEHECHHN B ClydasX M MOpPSJIKE, YCTAaHOBJIECHHBIX B COOTBETCTBUU C
3aKOHOJATEIBCTBOM TOCYAApPCTB-YIEHOB, COOTBETCTBYIOIIUE JOKYMEHTBI
PErUCTPAIIMOHHOTO  JIOChE,  OOOCHOBBIBAIOLIME  BHECEHHE  KaXIOTO
U3MEHEHHS, a TaKKe TMOMNPAaBKM K COOTBETCTBYIOUIMM pa3feiaM H
JOKYMEHTaM J0Cch€ (OOHOBJICHHBIE JIOKYMEHTbI) B COOTBETCTBUU C
TpeOOBaHUSIMU  JONOJHEHUST V  HACTOSALIEro MNpWIOXKeHUs, U (mpu
HEO0OXOIMMOCTH) JTOKYMEHT, MOATBEPKIAIOIIHIA BAJIUJIHOCTD
MPEACTABICHHON BEpCUH (ITOCIEA0BATEIBHOCTH ) 3JIEKTPOHHOT'O JOChE.

YTOTHOMOYEHHBIN OpraH (dKCHEpTHas opraHu3aiusi) pedepeHTHOro
rocyJlapcTBa He mo3jHee 5 paboyux JHEW C JaThl MoJauu 3asBJICHUS Ha
BHECEHUE M3MEHEHUU MOCIe MOJy4YeHUsl JTOKYMEHTOB yKa3aHHBIX B ab3alle
MIEPBOM HACTOSIIIETO MyHKTA MPOBOJAUT OLICHKY MOJHOTHI, KOMIUICKTHOCTH U
NPaBWIBHOCTH OQOPMIIEHUSI TMPEJICTABICHHBIX JOKYMEHTOB MPUHUMAET
pelIEHUE O BO3MOXHOCTHU MPOBEICHUS SKCIIEPTHU3BI.

3.3.2. Ecniu  5ockeé Ha HW3MEHEHHE JIGKapCTBEHHOTO IIpemnapara
YAOBJIETBOPSICT TPEOOBAaHUSAM, YCTAHOBJICHHBIM B IMyHKTe 3.3.1 Hacrosiiero

NPWIOKEHUSA, YIOJHOMOYEHHBIM Opran  (dKCHepTHas  OpraHu3anus)


consultantplus://offline/ref=9210CE499523CFD7B3C37F14EFEDDDDF7E3B4F04916D53F5145D6C92D9BCAD80068C6DDD35E735F28019FF39757991D458B942880A5E2DEDrCz4M

47

pedepeHTHOrO rocynapcTBa B TEUYEHHUE 5 paboumMx JHEW MOoCie OICHKH
MOJIHOTHI, KOMIUIEKTHOCTH M MPAaBWJIHLHOCTH O(DOPMIICHHUS TPEACTABICHHBIX
JIOKYMEHTOB HaIpaBJsieT J0Che Ha U3MEHEHHE [IJIsl TPOBEACHUS DKCIIEPTU3HI.

VYIIONHOMOYEHHBII OpraH (SKCHepTHas OopraHusanusi) pedepeHTHOro
rocyjapctBa B TEUEHHE 5 pabouux [JHEW TMOocjie OLEHKUA MOJHOTHI,
KOMIUIGKTHOCTM M MOpPaBUJIBHOCTH  O(OPMIICHUS  MPEJCTABICHHBIX
JOKYMEHTOB BIIpaBE€ HaMpaBUTh 3alpoC 3asgBUTENI0 00 YTOYHEHUU
MPEJCTABICHHBIX CBEJAEHUM W (WJIM) O HEOOXOAWMOCTH MPEAOCTaBICHUS
JOTIOJTHUTEIBHBIX MaTEPUAJIOB.

3asBUTENIO TMpeocTaBisieTcss He Oosiee 90 pabouux gHEH, He
BXOJSIIIMX B CPOK IKCHEPTHU3BI JIEKAPCTBEHHOI'O Mpenapara U MPOLEIyphl
BHECEHUS U3MEHEHUI, HA MPEACTABICHUE HEIOCTAIOIINX MaTEpUATIOB J10ChE
0 3aMEYAHUSIM YIIOJTHOMOYEHHOTO OpraHa (SKCIEPTHOM OpraHU3alilM)
pedepenTHOrOo TocyaapcTBa. B ciydae HempeacTaBieHHUS 3asBUTEIEM B
YCTAHOBJICHHBIM CPOK OTBETa Ha 3ampoc MpOIEypa BHECEHUS W3MEHEHUM
MPEKpaIAeTCs, 0 YeM 3asiBUTEJIb M YIOJIHOMOYEHHBIE OpPTraHbl TOCYJapCTB
MPU3HAHMS YBEAOMIISIIOTCS B TeueHne 10 pabounx qHel B SJEKTPOHHOM BUE
MOCPEACTBOM TEIEKOMMYHHUKAIIMOHHBIX KAHAJIOB CBSI3U WJIM IMOCPEIACTBOM
UHTETPUPOBAHHOW  cucTtembl. OlEHKa  YNOJHOMOYEHHBIM  OPraHoOM
(okcmepTHOM  opraHuzaiuell) pedepeHTHOro TrocyJlapcTBa OTBETa Ha
yKa3aHHBIH 3alpoc HE JIOJKHA MPEBBIIATH 5 pabounXx JHEH.

3.3.3. Dkcmeptr3a MO PEHICHUI0  YIOJHOMOYEHHOTO  OpraHa
pedepeHTHOrO TOCymapcTBa, YKa3aHHOMY B IyHKTe 3.2.2 HACTOSIIETO
MPWIOKEHUS, TMPOBOJUTCI HKCIIEPTHOM OpraHU3aluer I0CiIe€ OLECHKHU
MOJTHOTHI, KOMIUJIEKTHOCTH M TPABWIBHOCTH O(GOPMIICHUS MPEICTABICHHBIX
JIOKYMEHTOB B CPOK, HE TIpeBbIaronuii 60 padounx gHer co THS MOJTyYEHUS
COOTBETCTBYIOIIETO 3aJaHus WA PEUICHUS] YIOJIHOMOYEHHOIO OpraHa, C

Y4ETOM IMOJOKEHUN ab3ala TpeTbero W mAtoro nyHkra 1.7.1 Hacrosiiero
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MPUJIOKEHUSI CPOK MOXKET OBITh MPOJUIEH SKCIEPTHOM opraHuzainuei 10 80
pabo4mx JTHEH.

B TedyeHue cpoka mpoBENEHHUS IKCIEPTHU3bl AKCIEPTHAS OpraHu3alus
pedepeHTHOTrO TroCy/IapcTBa BIPABE HAMPABUTH 3asABUTENI0 3aMpoc B
MACHbMEHHOM U (W) 3JEKTPOHHOM BHUJIE O HEJOCTAIOIICH JTOMOJHUTEIIHHOM
uH(popmanuu, HEO0OXOIUMBIX Pa3bSICHEHUSIX W YTOYHEHUSAX
MPEACTABICHHBIX JOKYMEHTOB M JAaHHBIX PETUCTPAIMOHHOTO J0ChE (B TOM
YHCJIe MNPEJIOKEHUS] O BHECEHHMM W3MEHEHUW B OOINYI0 XapaKTEPUCTUKY
JIEKApCTBEHHOTr'0 TMpernapara, HHCTPYKIMIO TI0 MEIUIIMHCKOMY MPUMEHEHUIO,
MaKeTbl  YINAaKOBKM  JIEKAPCTBEHHOTO npenapara, HOPMAaTHUBHYIO
JOKYMEHTAIIMIO IO KauyeCTBY WM HHBIE JIOKYMEHTBHI PEruCTPaliOHHOIO
nocke). Cpok mpencTaBiICHUs 3asBUTEJEM OTBETA HA YKa3aHHBIM 3alpoc HE
noJbKeH mpeBwimath 90 paboumx gHeid. Bpemsi mpencraBieHus 3asBUTENEM
JOKYMEHTOB IO 3alpoCy 3KCIEPTHOW OpraHu3alid HE BXOJUT B CPOKH
MPOBEJICHUST DJKCHEepTU3bl. B ciydae HENpeaCcTaBieHUsT 3asBUTEIEM B
YCTAHOBJICHHBIM CpPOK OTBETa Ha 3alpoc, OKCIEpTH3a IpeKpalaercs,
3aKJII0YEHUE O HEBO3MOKHOCTH BHECEHUS U3MEHEHHM B TeueHue 14 pabounx
JTHEW HAIPABJISAETCS B YIIOJITHOMOYEHHBIN OpPTraH.

ITpy HEOOXOAMMOCTH U MO COTJIACOBAHMIO C SKCIIEPTHOU OpraHu3aIuen
3asBUTEJIb NPEACTABISCT B  YIOJHOMOYEHHBIM oOpraH (3KCHEPTHYIO
opraHuzaiuio) pedepeHTHOro rocyaapcTBa 00pasibl  JIEKAPCTBEHHBIX
mpenaparoB, CTaHAapTHBIE OOpaslbl aKTUBHBIX  (papMareBTUYECKUX
CyOCTaHIIMI ¥ POJCTBEHHBIX MPUMECEH, crielnruuecKkue peareHThl U Jpyrue
MaTepHuabl, HEOOXOAUMBIC JIJIsl TPOBEACHUS JTA0OPATOPHBIX UCTIHITAHUN.

He tpebyercs npenocraBienre 00pas3iioB, CEUPUUESCKUX PEareHTOB
U JIPYyrUX MaTepHaiOB IPU HEBO3MOXHOCTH TMPOBEJACHUS HCIIBITAHUM B

AKCIIEPTHOU OpraHU3aliy BCIIEICTBUE:
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TPYIHOAOCTYITHOCTH  OOpa3LoB  JIGKaPCTBEHHBIX  IpPEnaparos,
CTaHAAPTHBIX 00pPa3lOB, cHEU(PUUECKUX PEareHTOB U APYrMX MaTepuajoB
(B ToOM uyucime, TIPU HUX OTHECEHWHM K KaTeropum opQaHHBIX,
BBICOKOTEXHOJIOTUYECKUX,  paano(apMaleBTUUYECKUX,  HAPKOTUYECKHX,
IICUXOTPONHBIX WJIM NPEAHA3HAYEHHBIX JUISl JICYEHUS BBICOKO3aTPaTHBIX
HO30JIOTUH BCIEACTBUE UX BBICOKOM CTOMMOCTH);

HEBO3MO>KHOCTH COOJIIOJICHUSI YCIOBUN TPAHCIIOPTUPOBKU yKa3aHHBIX
00pas3IoB Ha TEPPUTOPHIO TOCYIapCTBA-UJIeHA U (UJIM) UX XPAHEHUS;

OTCYTCTBHSI CIIELIMAIBHOTO 00OPYIOBAHMS U PACXOAHBIX MaTEpPHAIIOB B
DKCIIEPTHOU OpraHu3aIuy;

M JpYyrUX TMPUYUMH [0 PEUNIEHUIO YNOJHOMOYEHHOTO OpraHa
(3KCHepTHOM  opraHu3anuu) pd  BO3HUKHOBEHHMH  OOCTOSITENIBCTB
HENPEOJOTUMOM CHIIBI UM 0OCTOSTENBCTB, HE3aBUCSIIUX OT BOJIM CTOPOH, B
TOM YHCJI€ B CBSI3U C OCOOEHHOCTSIMHM MPOM3BOJACTBA U KOHTPOJIA KayecTBa
JIEKAPCTBEHHOIO Ipenapara.

B cnydasix, yka3aHHBIX BbIlIE, JJAOOPATOPHBIE UCIBITAHUS MPOBOISATCS
B J1a0OpaTopuyd KOHTPOJsS KauyecTBa MPOU3BOAUTENS JIEKAPCTBEHHOTO
Ipernapara B IPUCYTCTBUM MPEICTABUTEIEH SKCIIEPTHOW OPraHU3alvu WIHA B
KOHTPAaKTHOW  JIa0OpaTOpuHu,  HCIOJIB3YEeMOW  MPOW3BOAMTENIEM, B
IIPUCYTCTBUM IIPEACTABUTENIEN DKCIIEPTHOU OpPraHU3alrH.

B ciydasx HEBO3MOXKHOCTH MPOBEICHUS JTJAOOPATOPHBIX MCIBITAHUN B
na0opatopusix  MPOM3BOAMUTENS  WIM  KOHTPAKTHBIX  JIabDOpaToOpUsax
UCIIOJIB3YEMBIX IPOU3BOAUTENEM (B YCIOBHUSIX YIpO3bl BO3HHUKHOBEHUS,
BO3HUKHOBEHMSI M JIMKBUJALUWW YpE3BbIYAHON cUTyauuun U (WiIU) 0OpuU
BO3HMKHOBEHHMH YIPO3bl PACIPOCTPAHEHHUS 3a00JIEBAHUS, TIPEICTABIISIIOLIETO
OMACHOCTh JJIsi OKPY’KAIOIIMX, 3a00JI€BaHUM M TOpPaXEHUs, MOTYYEHHBIX B
pe3yibTaTe BO3JECUCTBUS HEONArOonpUSATHBIX MPUPOJHBIX, XHMHYECKHUX,

OMOJIOTUYECKNX, pPaJUANMOHHBIX (PAKTOPOB), MPU KOTOPHIX MPHUCYTCTBUE



50

MPEACTABUTENS DKCIIEPTHOW OPTaHM3AIlMd HE TPEICTABIIAECTCS BO3MOXKHBIM
WU TIPU APYTUX O0OCTOSATENbCTBAX (HAIPUMED, CBSI3aHHBIX C 0COOCHHOCTSIMH
MPOU3BOACTBA © KOHTPOJS KauecTBa KOHKPETHOIO JIEKApCTBEHHOTO
mpenapara  KaTerOpui, YKa3aHHBIX BBIIMIE, IO COIJIACOBAaHHUIO C
YIOJHOMOYCHHBIM OpPTaHOM (IKCTIEPTHOW OpraHu3aiueil) dSKCrepTh3a
KauyecTBa TMPOBOAUTCS Ha OCHOBAHWHM JIOKYMCHTAIIMH IPOWU3BOIUTEIS
(MPOTOKOJIOB aHalIM3a MPOU3BOJAMUTENSA), B TOM YHCJIE C HCIOJIb30BAHHEM
CPEICTB  JUCTAHIIMOHHOTO B3aUMOJICHCTBMS, BKJIIOYAs ayauo- WIHU
BUJICOCBS3b.

Cpok mpeacTaBieHUss O0Opa3lOB W JPYrMX MarepuaigoB IO
COTJIACOBAHUIO C OKCIEPTHOW opraHuzaiueid (mpu HEOOXOJUMOCTH), HE
YUYUTHIBAIOTCS TIPU HCUUCIECHUU CpOKa DOKCHEPTH3bl B pedepeHTHOM
rocy1apcTBe.

3.3.4. B teuenue 60 pabouux muer wnm 80 pabouux mHeu (B ciyyae
TPYIIIAPOBKHA Pa3HBIX THUIIOB M3MEHEHHWH B paMKaX OJHOTO 3asBJICHUS) CO
JTHSI TIPUHSATHS PEIICHUS O TPOBEACHUM SKCIIEPTU3BI WM CO JTHS MOTYUYSHUS
COOTBETCTBYIOIIETO 3aJaHUs  YIOJHOMOYEHHOTO OpraHa »dKCIepTHas
opranuzanusi pedepeHTHOTO TOoCyJapcTBa JOJDKHA — aKTyallu3UpPOBATh
OKCTIEPTHBIN OTYET IO OIEHKE WJIM MOJTOTOBUTh MOTHBHUPOBAHHYIO TTO3UIIHIO
0 HEBO3MOXXHOCTH BHECEHUS 3asBJICHHBIX M3MEHEHUH. B TeKCTe 3KCIIepTHOTO
oTyeTra TIO OICHKE NPUBOAUTCS WHPOPMAIUI O COOTBETCTBYIOIICH
3asIBJICHUIO BEpCHU (MIOCIIEI0BATENBHOCTH ) AIEKTPOHHOIO JIOCHE.

Cpox TOATOTOBKA U HAMpaBJICHHWS B YIOJHOMOYEHHBIM OpraH
aKTyaTM3UPOBAHHOTO IKCIIEPTHOTO OTYETA MO OIEHKE WJIM MOTHBHPOBAHHOU
MO3UIIMA O HEBO3MOXKHOCTH BHECEHUS 3asBIICHHBIX M3MEHEHUU, HE JOJDKEH
npeBbimarh 60 pabodymx AHEH, 3a UCKIIOYCHHEM CITydaeB, yKa3aHHBIX B

MyHKTE 3.3.5 HACTOSIIETO NPUI0KEHHUS.
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3.3.5. YorHOMOYEHHBIH opraH (9KcriepTHas OpraHu3aIms)
pedepeHTHOro rocyapcTBa BIpPAaBE COKPATUTh CPOK, yKa3aHHBIM B ad3alle
nepBoM TnyHKTa 3.3.4 HACTOSIIErO0 MNPWIOKEHUS, YYUTHIBasi CPOYHOCTH
BOIPOCA, WK MPOJIUTH €ro 10 80 pabouyux JIHEW B OTHOIIEHUU U3MEHEHU,
3aKJTIOYAIOIIUXCS B U3BMEHEHUU OJI0OPEHHBIX MOKA3aHUN K MPUMEHECHUIO WU
BKJIIOUCHUM HOBBIX T[IOKa3aHUN K TMPUMEHEHUIO, a TaKXe C Y4YeTOM
MOJIOKEHUH ab3alia TpeTbero myHkTa 1.7.1 HacTosAIEro MPUI0KEHHUS.

3.3.6. B cpox He mo3gnee 10 paboumx mHEH CO JHS TOJTYyYCHHS
aKTyaJIM3UPOBAHHOTO SKCIEPTHOrO OTYETAa IO OIEHKE WIM TMOJy4eHUs
MOTHBUPOBAHHOW TIO3UIIMM O HEBO3MOXXHOCTH BHECEHHS 3asBJICHHBIX
U3MEHECHHM B  PETUCTPAIlMOHHOE JOChE, YIOJHOMOYEHHBIH  OpraH
pedepeHTHOTO TrocydapcTBa MNPWHUMAET peEIIeHHE 00 OJ00peHHH WIu
OTKJIOHEHUH U3MEHEHUSI.

YTIOTHOMOYEHHBIN OpraH (dKCHepTHas opraHusaiusi) pedepeHTHOro
rocyJlapctBa MpU OTKJIOHEHUM W3MEHEHHUSI YBEIOMIISICT 3asiBUTENS 00
OCHOBaHMSIX TaKoro peunieHus: B cpok He Oonee 10 pabouux qHEN co AHS €ro
PUHSTHUSA.

B ciydae ecnm m3aMeHeHUs MPUBOIAT K MEPECMOTPY HMHQPOpPMAIMH O
JIEKAPCTBEHHOM IIpEINapare COIIACHO MYyHKTY 1.6 HacTOAIIEro NmpHIOKEHHS
YIOJTHOMOYEHHBIM  opraH (dKCHepTHass opraHuzaiusi) pedhepeHTHOro
rocygapctBa B TedueHHEe He Oozee 5 pabouyux AHEH €O JHSA NPUHSITHUS
MOJIOKUTEIHHOTO PEIICHUs], YKa3aHHOTO B a03are 1 HacTOAIMIEro IMyHKTA,
pa3MeniaeT CBEICHUSI O BHECEHUM H3MEHEHUW B €JIUHOM pEeecTpe C
NPUJIOKEHUEM aKTyaJM3UPOBAHHOTO HKCIEPTHOTO OTYETa MO OIICHKE,
W3MEHCHHBIX YTBEP)KJCHHBIX OOIIEH XapaKTepPUCTUKH JICKAapCTBEHHOIO
npernapara, MHCTPYKIMU IO MEIUIIMHCKOMY MPUMEHEHUI0, MapKUPOBKH,
MAaKEeTOB YIIAaKOBOK, HOPMATUBHOTO JIOKYMEHTA [0 KaY€CTBY, B COOTBETCTBUU

¢ nopsakoM (GOPMHUPOBAHUS M BEJICHUS €IMHOTO PEecTpa, a TaKKe BbIJIACT
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YTBEPK/ICHHBIE H3MEHEHHbIE OOLIYI0 XapaKTEPHUCTUKY JIEKaPCTBEHHOIO
npenapara, HMHCTPYKUHIO [0 MEAHWIMHCKOMY MPUMEHEHUIO, MAaKEThI
YIAKOBOK, HOPMATUBHBIA JIOKYMEHT [0 KayeCTBY, pPETUCTPALIMOHHOE
yAoCTOBepeHue (IIpU HEOOXOIUMOCTH) 3asIBUTEITIO.

3.3.7. Hacrosimuii pa3zies He IPUMEHSETCA, €CJIM 3aPOC Ha N3MEHECHUE
Il Tvma moxa" B cocraBe IpymNIlbl U3MEHEHUH, BKIIIOYAOLIECH paclIMpeHue
perucTpaluy JIEKapCTBEHHOro mpemnapara. B 3ToM ciiyyae mnpuMeHseTCs

npoleaypa, npeaycMoTpeHHast MyHKToM 4.1.1 HacTosero npuaoKeHHus.

IV. IIpouue acriexTsl
4.1. CneunasibHbIE NPOLIETYPBI

4.1.1. Pacimpenue perucTpanuu.

3asBlICHHME O PACHIMPEHUU PErUCTpallud HEOOXOJAUMO TMOJIaBaTh B
pedepeHTHOe TOCyIapCTBO U BO BCE 3aMHTEPECOBAHHBIE TOCY1apCTBA-UJICHBI,
B KOTOPBIX 3apETMCTPUPOBAH JIEKAPCTBEHHBIN IMpenapar (Ipyu HAIHYHH)
OIHOBPEMEHHO. B cilyyae ecnu JIekapCTBEHHBIN MpEnapar 3aperucTpupoBaH
B HECKOJIBKMX CTpaHax, JOIYyCKAeTCs PACIIUPEHUE PETUCTPALMU HE JIJIS BCEX,
a JJig OTACIbHBIX BBIOPAHHBIX 3aABUTEJIEM W YKa3aHHBIX B 3asBJICHUU
roCyJ1apCTB-4JICHOB.

B cnyuae, ecnu 3asBIeHO M3MEHEHHE AKTUBHBIX (papMarieBTUYECKHX
cyOCcTaHIMI COTIacHO MYHKTY 1 jgomosiHeHus | HacTosIIero MmpuiioKeHUs
WIM 3asBJICHO M3MEHEHUE COIVIACHO MYHKTY 2 nonoyiHeHus | Hacrosiero
NPWIOKEHHUS, 32 UCKIIIOUEHUEM J00aBJICeHHUsS HOBOW JIEKApCTBEHHOUN (OPMBI,
JTONOJNIHEHUA | HacTosIIero MNpUIIOKEHUSI 3asiBUTENb MPEJCTABISET B
pedepeHTHOe TOCYAapCTBO OYEPEIHYI0 BEpCcHIO (MOCIEA0BATEIHLHOCTD)

PETUCTPALIMOHHOTO 10ChE.
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B cinyuae ecnu 3asBiieHO 100aBlIeHME HOBOW JIEKAPCTBEHHOU (POPMBI
COTJIACHO MYHKTY 2 [ONOJHEHHsS | HacTosSIEero NnpHIIOKEHUs 3asiBUTEIb
NPEACTABISIET BEPCHUIO (TMOCIE0BATEIBLHOCTh) PETUCTPALIMOHHOTO JTOChE
0000, mpu 3TOM BIIpaBE 3aMEHUTH COOTBETCTBYIOLIME PA3/EIIbl CCHUIKAMH Ha
JOKYMEHTBhl  (OTYeThl, CepTUPUKATBI M T.M.), KOTOpPbIE UIACHTUYHBI
JOKyMEHTaM akTyalbHOU Bepcuu (IOCIeI0BATEIbHOCTH) PETUCTPALIMOHHOTO
JIOChE 3aPETUCTPUPOBAHHOTO JIEKAPCTBEHHOIO Ipenapara, B OTHOLICHHUH
KOTOPOTO 3asiBJICHO PACIIMPEHHUE PETUCTPALINH.

B cnyuae ecnu 3asBieHO q00aBlIeHHs] HOBOM JIEKApCTBEHHON (POpPMBI,
3asBUTEJIb BIIPaBe BBHIOpATh B KayecTBE pe(epeHTHOro rocyjapcrba Jr00oe
rocyAapcTBO-4JI€H, B TOM YHCJIE, OTINYHOE OT paHee BHIOPAHHOTO B paMKax
PEruCcTpaly WIN IPUBEICHHS B COOTBETCTBHE.

He pomyckaercss rpynnupoBKa pacIIMpPEeHUs] PETUCTPALMU C JPYTUMU
TUIIAMH W3MEHEHUH 3a WCKIIOYEHHEM CIy4daeB, €CIM BCE 3asBJICHHBIC
U3MEHEHUsl  SBJISIIOTCA  CBA3AHHBIMU € 3asBJIEHHBIM  pacUIMpPEHUEM
pPErUCTPaLUK UITU SIBJIAFOTCS €r0 CIEACTBUEM.

He pomyckaercss rpynnupoBKa pacIIMpPEeHHs] PErUCTPALMU C IPYTUMHU
TUIIAMH W3MEHEHUN 3a HCKIIOYEHHEM CJIy4daeB, €CIM BCE 3asBJICHHbBIC
U3MEHEHUSI  SBJSIIOTCA  CBA3AHHBIMM € 3asBJICHHBIM  pacUIMPEHUEM
pPErUCTPaLUK UITU SIBJIAFOTCS €r0 CIEACTBUEM.

4.1.2. [TannemMuyeckasi CUTyalust 1o rpuIiIy.

B nopsnke uckmouenuss u3 pazgenoB I, Il u Ill nmpu npusnanum
BcemupHoli opranuzanuei 3apaBooxpaneHust uin Coro30M MaHIEeMUYECKOM
CUTyallUM [0 TPHUIILY YINOJHOMOYEHHbIE OpPraHbl BIPABE BPEMEHHO B
NOPSIIKE UCKIIIOUEHUS] IPUHATh U3MEHEHUE YCIOBUM pEerucTpalvy BaKIUHbI
Uisi IpOUIAKTUKU TpUMNa 4YelOBeKa MNpPU OTCYTCTBHM ONPEIEIEHHBIX

JOKIIMHUYECCKHUX WJIM KIIMHNYCCKUX JaHHbIX.
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[Ipy mnOpuHATAM U3MEHEHHS COTJIAaCHO 4YacTH |  HACTOSIIETro
OPWIOXKEHUS  3aiBUTENb  JOJDKEH  MPEAOCTaBUTh  HEJOCTAIOLIue
JOKJIMHUYECKUE U  KIMHUYECKHUE JaHHbIe B  TPEIEIbHBIM  CpOK,
YCTaHOBJICHHBI COOTBETCTBYIOIIUM OPTaHOM.

4.1.3. HeoTno)xHbI€ OrpaHUYCHHS 110 O€30MaCHOCTH.

Ecnu npu BOZHUKHOBEHUH PUCKA IS 37J0POBbSI HACEICHHSI CO CTOPOHBI
JIEKapCTBEHHBIX MPENapaToB ISl METUIIMHCKOTO MPUMEHEHUS JIepKaTesb 110
COOCTBEHHOM HMHUIMATUBE BBOJAUT HEOTJIOKHBIE OTpPaHUYCHHUS  IIO
0€30MacHOCTH, OH JOJDKEH HEMEIJICHHO YBEIOMHUTb 00 53TOM BCe
COOTBETCTBYIOIINE OPraHbl rOCYJapCTB-UJICHOB.

Eciu B Teuenue 24 4YacoB mocliie MOJYYEHUS] YKa3aHHBIX CBEIACHHI
YIOJTHOMOYEHHBIA OpraH HE HampaBiseT BO3PAXEHUE, HEOTIIOKHbBIE
OrpaHMYEHUs 0 0€30MaCHOCTU CUUTAIOTCS MPUHATHIMHU.

[Ip BO3HMKHOBEHHWH pPHUCKa OOILECTBEHHOMY 3J0POBbIO BCJIEICTBHE
MPUMEHEHHUS JIEKAPCTBEHHBIX MPENapaTroB Jisi MEAUIIMHCKOTO MPUMEHEHUS
COOTBETCTBYIOIIME OpraHbl BIIPaBE HAJOXKUTh Ha ACpPIKATENS HEOTIOKHBIE
OrpaHu4eHus Mo 0€30MacHOCTH.

[Ipn BBegeHMM JepiKaTeleM  HEOTJIOXKHOTO  OrpaHUuYEHHUs IO
0€30MaCHOCTH WJIM HAJOKEHUU €T0 COOTBETCTBYIOLIUM OPTaHOM, JepKaTelb
B TeueHue 14 pabouymx gHEW cO NIHS Haydajga TaKOro OTPAHUYEHUS JTOJDKEH
IPEACTAaBUTh COOTBETCTBYIOIIYIO MO3UIMI0 (0OOOCHOBAHME) WM 3asiBJICHUE
00 W3MEHEHHH B PErHCTPAIlMOHHOE JIOChE B YIIOJIHOMOYCHHBIM oOpraH
(3KCMEPTHYIO OPTraHU3alIHIo).

[Tpu HEMNpeICTaBICHUH JepKaTeseM PETUCTPAIMIOHHOTO
YAOCTOBEPEHHUS COOTBETCTBYIOMICH MO3UIIMK (0OOCHOBAHMS) WIIH 3asBIICHMS,
YKa3aHHOTO B a03alle 4YeTBEPTOM HACTOSIIETO IMyHKTAa B YCTAHOBJICHHBIN

CpOK YHOHHOMOquHBIﬁ OopraH IpUHUMACT PCIICHHUC O IIPHOCTAHOBJIICHHUU
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JICUCTBUS PETUCTPATIMOHHOI'O YAOCTOBCPCHUA, (0) 4cM ACIaCTCA

COOTBCTCTBYIOIIAA OTMCTKA B CAMHOM PCCCTPC.

4.2. I3MeHeHue perucTpaiyu JIeKapCTBEHHOTO Mpenapara
Y €T0 peau3anus

4.2.2. Peanmm3anust U3MEHCHUH.

Peanuzanuio He3HaumMbiX u3MeHeHUMM [A  Tuma  gomyckaercs
OCYILIECTBUTH B  JI0O00O€  BpeMs  JO  3aBEpIICHHUS  MPOLEAYpHI,
npeaycMoTpeHHoN myHkTaMu 2.1 u 3.1 HacTOSAIIEro MpUIOKEHUs B ciydae,
€CJIM BHOCHMbBIC M3MEHEHHUS HE 3aTParuBaroT HHHOPMAIIMIO O JICKapCTBEHHOM
npenapare CorjiacHO NMyHKTy 1.6 HacTosBuiero mpuiokeHus. Peanuzanmto
He3HAYUMMbIX u3MeHenuit IB tuna u Il Tuna gomyckaercst Ipou3BOAUTH MOCIIE
MPUHATUSA 0 3asBJIECHUIO TOJOXKUTEIBHOTO PEMICHUS YIOJHOMOYEHHBIM
OpPraHOM.

Peanmmzanuio u3MeHeHUH, TPUBOIAIINX K MIEPECMOTPy MUH(POPMAIIUHA O
JIEKapCTBEHHOM IMpenapare COIVIaCHO MYHKTY 1.6 HACTOSIIEro JOKYMEHTA,
JIOITYCKAETCs POU3BOJAUTD IMOCIE MPUHATHUSA 110 3a4BICHUIO MOJIOKUTEIBHOTO
pELIEHUS YIIOJIHOMOYEHHBIM OPTaHOM.

Peanuzanurio pacmmpeHuss perucTpanuu JICKAPCTBEHHBIX MpErnapaToB
JIOMYCKAETCsl OCYIIECTBIIATh JIMIIb IOCJIE€ HW3MEHEHHUS COOTBETCTBYIOIIUM
YIIOJJHOMOYEHHBIM OPTraHOM PELIEHUS O PETUCTPALUU U COOTBETCTBYIOLIEM
YBEJIOMJICHUH 00 3TOM 3asiBUTEJIS.

Peanuzannio HEOTJIOXHBIX OrpaHUYEHUM 1O O€30MacHOCTH U
W3MEHEHUM, 3aTparuBalolIMX BOMPOCHI  OE30MAaCHOCTH, JIOMYCKaeTCs
OCYILIECTBIIATH B  CPOKH, COIJIACOBAHHBIC  MEXIY  3asgBUTCIEM U
COOTBETCTBYIOILIUM YIIOJJHOMOYEHHBIM OPTaHOM.

B nopsigke HCKIIIOUEHUS] peaIM3alii0 HEOTJIOKHBIX OTPAHUYEHUH IO

0E30ITaCHOCTH M H3M6H€HHﬁ, 3aTparuBaroniux BOIIPOCHI 6630HaCHOCTI/I,
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JIOTYCKAETCsl OCYIIECTBISATh B CPOKH, COTJIACOBAHHBIE MEXKIY JeprKaTeleM
(3asgBUTENIEM) M YIIOJTHOMOYEHHBIM OpraHoM pe(epeHTHOTO TocyaapcTBa

IMOCJIC KOHCYJIbTAallUKU C OCTAJIbHBIMH COOTBCTCTBYIOIIIMMH OPraHaMM.

V. 3akiIrounTENbHbIE MTOJI0KEHUS
5.1. HenpepbIBHBI MOHUTOPHHT

[To 3ampocy COOTBETCTBYIONIETO OpraHa 3asBUTENb  JIOJDKCH
HEMEIUICHHO TMPEJICTAaBUTh BCE CBEJCHUS, 3aTPardBaroOlINe pPEaU3aIlnio

OIIpCACIICHHOI'O U3MCHCHUSI.

5.2. IlepecMOTp HACTOSAIIETO JOKYMEHTA

He nosnnee yem uepe3 5 ner co OHS BCTyIulieHUs B cuiy lIpaBun
OKCIEpPTHBIA KOMHTET JOJDKEH OLEHUTh IPUMEHEHUE HACTOSIETO
JOKYMEHTa B 4YacTH KJIacCU(UKAIMU U3MEHEHUN B LENSIX MNPEIIOKEHUS
HEOOXOJIMMbIX M3MEHEHHI, HampaBIE€HHBIX Ha aJanTalyio JIONOJHEHUMN
[ n ll, B memsax mojgaep:kaHusi €ro B AKTyaJIbHOM COCTOSIHUM C Y4Y€TOM
COBPEMEHHBIX Hay4YHBIX JTAHHBIX.).

12. B nononueunuu l1:

a) HAMMEHOBAHUE U3JIOKUTH B CIAEAYIOIIEH peJaKinu:

«ITpumepsl rpynnmupoBKY U3MEHEHHH,
OMHMCAaHHBIX B a03aile BTOPOM MyHKTa 1.7.2 HACTOSIIIETO TOKYMEHTAY;

0) B myHkTe 9 uudpsi «4.1.4» 3amennts nudpamu «4.1.3».

13. B nomnonaenuu 1V:

a) MyHKT | M3JIOKUTH B CICAYIOLIEH peaaKIUu:

«1. Ilepedyenb HEOOXOAMMBIX JOKYMEHTOB npuBezeH B pasaenax |l u Il
HACTOSIIIETO  TNPUJIOKEHHUSI OTHOCHTENIBHO KaXJOr0 THUIIA BHOCHMBIX

U3MCHCHUI.»;
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0) a03all epBbIid MyHKTA 2 U3JI0KUTH B CICAYIONIEH peaaKIInu:

«2. B conmpoBOUTENIPHOM THUCHME 3agBUTEII0 HEOOXOIUMO IPHUBECTH
oApOOHOE ONMCAHME BCEX MOJAHHBIX M3MEHEHUM, BKITIOYAs:»;

B) IYHKTHI 5 ¥ 6 CYUTATh YTPATUBIIUMU CUITY.

14. B npenjioxkeHurM BTOpOM ab3ana 4YeThIPHAAIATOTO JIOMoJHeHus V
cioBa «2.1.2 u 3.1.2» 3amenuTs ciaoBaMu «2.1.1 u 3.1.1».

15. Jlononuute mpuioxenue Ne 19 momomnenumem VI ciemyromiero
COJICPKaHUS:

«Jlomonuenue VI

YBEJIOMIIEHHUE
0 BHECEHUM U3MEHEHUM YBEJOMUTEILHOIO XapakTepa | Tuma
(dbopma)
JlaTa moCTyIUIeHUSI YBEIOMIICHUS No
« » 20 1.

Jlep>kaTenb perucTpaluoOHHOTO
YA0CTOBEPEHUS

3asaBUTED

HpC}ICTaBI/IT&HB 3as1BUTCIIA

PedepentHoe rocynapctso

Nubie rocynapcersa — wieHbl EBpasuiickoro
YKOHOMMYECKOT'O CO03a IS IT0Aa4YU
3asiBJI€HUS (€CId MPUMEHUMO)

1. [lepeyeHb W [OaHHBIE BCEX PETHCTPALMOHHBIX YJIOCTOBEPEHHUM (AOChE), K
KOTOPBIM OTHOCUTCS YBEJIOMIICHUE.
1.1.

TOPTrOBOE€ HAMMEHOBaHKE B pe(PepEeHTHOM TOCYAapCTBE

TOPrOBbIE HAMMEHOBAHUS B TOCY1apPCTBAX MPU3HAHUSA
(B crydae OTJIMYMSI TOPTOBOIO HAMMEHOBAHUS OT
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TOPrOBOIO0 HAMMEHOBAHHMS, 3aPETUCTPUPOBAHHOTO B
pedepeHTHOM ToCy1apCTBE)

HOMED PErMCTPALMOHHOTO YIOCTOBEPEHHUS

JaTa PETUCTPALU

1.2.
TOProBO€ HAMMEHOBaHKE B pepepeHTHOM rOCy1apCTBE

TOPTrOBbIC HAMMEHOBAHUS B TOCYIaPCTBAX MPU3HAHHUS
(B ciIy4ae OTIMYMS TOPrOBOrO HAMMEHOBAHUS OT
TOPrOBOIO HAMMEHOBAHHMS, 3aPETUCTPUPOBAHHOTO B
pedepeHTHOM roCy1apCTBE)

HOMED PErUCTPALMOHHOTO YIOCTOBEPEHHUS

JlaTa PETUCTPALINU
1.3.

2. CBGI[GHI/IH O 3asgBJIICHUU O BHECCHUMU HM3MCHCHMU B PETUCTPAIUMOHHOC OOCHC
KaXXJg01ro 3as4ABIISIEMOIO JICKAPCTBCHHOT'O Inpcerapara u CBCACHUA 0
COOTBeTCTB}’IOHICﬁ BCpCHUU (HOCHGI[OB&TCJIBHOCTI/I) QJICKTPOHHOI'O J0OChE, KAXKAOIO,
3a5BJICHHOT'O B YBCAOMJICHHH, JICKAPCTBCHHOI'O IIpCIiapara.

N nentudukaimoHHbIi HOMEP Howmep Bepcuu (mmocienoBaTeaIbHOCTH)
3asIBJICHUS AJIIEKTPOHHOI'O JOChE

2. Omnucanue BceX NOJaHHBIX U3MEHEHUN.

3.
No Howmep HaumenoBanue Tun Kpatkoe ara
PETUCTPALlMOHHOTO M3MEHEHWs | U3MEHEHUs | OINHCAHUE | pealu3aluu
YAOCTOBEPEHUS U3MEHECHUS | U3MEHECHUSA

4. OnucaHue B3aMMOCBSI3U MOJAHHBIX U3MEHEHUN (IIPY HAJTMYUH).

S rapaHTHUpYIO JOCTOBEPHOCTH M HECY OTBETCTBEHHOCTh 3a WH(OpPMAIIUIO,
COAEPXKAILYIOCS B IMPEACTABICHHBIX JOKYMEHTAX W JaHHBIX, BKIIOYEHHBIX B
YBEJIOMJICHHE.

S cornaceH, 4To B ciydae HemnpencraBieHus: B TeueHue 30 AHEHl TOKYMEHTOB U
JAHHBIX, HEOOXOJMMBIX JUJIS BOCIIOJHEHHS PETUCTPAIIMOHHOTO JOChE, IO
3aMEUaHUsIM  YIIOJHOMOYEHHOI'O oprasa (3KcriepTHOM OpraHu3aIuu)
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pedepeHTHOro rocynapcTBa B PACCMOTPEHUU JAHHOTO YBEIAOMIIEHUS OyJler
OTKa3aHo.

A Takke MOATBEPXKAAI0, YTO BCE MPEAYCMOTPEHHBIE COOPHI (MTOILIMHBI) OIIaYEHbBI
(OyayT orutaueHbl) B COOTBETCTBUU C TPEOOBAHUSIMU 3aKOHOAATENIbCTBA.

OT uMeHH 3asBUTENS

(moamuck)

(bamuust, UMs1, OTUYECTBO)

(TOKHOCTBD)

M.ILy».

16. Ilpunoxenue Ne 20 cuutarh yTpaTUBIIUM CUTTY.

17.B nanmenoBannu npuiioxeHust Ne 21 cinoa «TUITA |» 3aMeHuThH
cinoBamu «IB TUITA».

18. B nynkre 1.2 npunoxenus Ne 24:

B a03ar1ie nepBoM ciioBa «d 20» UCKITIOUUTH;

B a03alie 4eTBEPTOM CJI0Ba «U MpuiokeHrueM Ne 20» UCKIIIOYUTb.




