Pexomennyemas popma

B ®EJJEPAJIBHYIO CIIYVXKBY 110
BETEPUHAPHOMY

N PUTOCAHUTAPHOMY
HAI3OPY

3ASBJIEHUE

0 BHECEHUU U3MEHEHUH B peecTp JULEH3UN Poccenbxo3Haa30pa B peeCTpOBYIO 3aIUCh O
JIMLIEH3UHU Ha OCYILECTBICHUH IEATEIBHOCTHU IO MPOU3BOJICTBY JIEKAPCTBEHHBIX CPEACTB AJIA
BETEPUHAPHOTO IPUMEHEHHUS

OT «___ » 20 r. Ne

[Ipomry BHECTH M3MEHEHUS B peecTp JIUIeH3uH Poccenbxo3Haa3zopa o npuynHe:

peopranusanus I0pUITIEcKoro juna B opme npeodpa3zoBaHus, CIUSHUA (IPH YCIOBUU
HAJIMYUS Y KOKIOTO YJaCTBYIOUIETO B CIUSHHUH IOPUAMYECKOTO JIMIA 110 COCTOSHHUIO Ha
JIaTy  TOCYHApCTBEHHOM  pErucTpaldd  MPaBONPEEMHHMKA  PEOPraHM30BaHHBIX
IOPUMYECKHUX JIMI JIMIIEH3UU HA OJWH W TOT )K€ BHJ JCSITENbHOCTH), MPUCOCAUHEHHS
JMIIEH3MATA K IPYTOMY IOPHINYECKOMY JIUILY;

U3MEHCHHE HAMMEHOBAaHUS JIMIEH3MAaTa, W3MEHEHHE HaUMEHOBaHUA  (uinana
JULEH3MaTa B Clydae, €ClIM HOPMAaTUBHBIMU IIPaBOBBIMM akTamu Poccuiickon
denepanuu  MPEyCMOTPEHO BHECEHHWE B pPEECTp JIMIECH3WH CBeleHWN o dumane
JMIIEH3UaTa, N3MEHEHHE HAaMMEHOBaHUS (pUIIMana HHOCTPAHHOTO IOPUIMUECKOTO JIHIIA;

M3MEHEHHE aJpeca MecTa HaxOXKICHHs JHIIEH3MaTa, HW3MEHEHHE aJpeca MecTa
HaXO0XIACHUA (1)I/IJII/Ia.Ha JIMIieH3uara B Cjiydac, €CJIu HOPpMATUBHBIMU IIPABOBLIMU dKTaAMH
Poccuiickoit denepanun mpenycCMOTPEHO BHECEHHE B PEECTp JIMIICH3WNA CBEACHUN 00
aJipece MecTa HaxOXJeHUS (uiraa JIUIeH3NaTa, U3MEHEHHE aJpeca MecTa HaX0KIeHUs
Ha Tepputopuu Poccuiickoit @enepanun Grmana HHOCTPAHHOTO FOPUIAYECKOTO JIUIIA;

W3MEHEHHE MMEHH, paMIiIuu U (B CIIy4ae, €CU MMEETCs) OTYECTBA WHIUBUIYaTbHOTO
MpearnpUHIUMATEIIS;

HU3MCHCHUC MCCTA JKUTCIILCTBA UHAUBUAYAJIbHOI'O MPCANIPUHUMATCIIA,

U3MEHEHUE DPEKBHU3UTOB JOKYMEHTA, YIOCTOBEPAIOLIEr0 JIUYHOCTh HWHIMBHUAYaIbHOTO
IpeANpPUHUMATEIS,

HU3MEHCHUEC MCCT OCYIICCTBIICHHUSA JIMICH3UPYEMOTI'O BUJA JCATCIbHOCTHU,

W3MCHEHUE TIePEYHS BBIMONHIEMBIX pPa0OT, OKa3bIBAEMBIX YCIYT, COCTaBISIONIUX
JUIIEH3UPYEMBIN BUJ ACSITEIHHOCTH,



CBGI[GHI/IH 0 3a4BUTCJIC, KOTOPBIC ABJIAIOTCA aKTyaJIbHBIMHU HaA OATy NOJA4YH1 3asBJICHUA

[lonHoe  HaMMEHOBaHUE  IOPHUIAUYECKOTO
muna (ero (uUIMANOB, MPEICTABUTEILCTB,
000C00JIEHHBIX CTPYKTYPHBIX
oApa3AeIICHU )

CoxkpanieHHoe HanuMEHOBaHUE
opuandeckoro  nuna  (ero  (ummanos,
MPEACTAaBUTEHCTB, 000CO0JIEHHBIX
CTPYKTYPHBIX noJipa3esIeHui ) (npu
HaJTUYIHH)

NnentudukamnoHHbII HOMEDP
Hajoromiarenbmuka (MHH)

l'ocynapcTBeHHBIN  pPErUCTPAIIMOHHBI  HOMEP
3a0UCH O CO3JIaHUU IOPUIUYECKOTO  JIMIIA

(OT'PH)

Csenenus 0 3alucu B peectp
aKKpEeIUTOBAHHBIX bunmanos,
npeaACTaBUTCIILCTB HHOCTpPAHHBIX
IOPUANYECKUX JIULL

Ne narta

Anpec B 1mpeienax MecTa HaXOXKICHHS
IOpUANYECKOro Juia (agpec perucrparuu
M0 MECTy JKHTEIbCTBa (MpeObIBaHUS)
WHIUBUAYAIBHOTO IPEIITPUHUMATES)

Howmep Tenedona

Anpec IeKTpOHHON NOYTHI (TP HATMYUK)

Anpec  (agpeca) MecT  OCYIIECTBIICHUS
NeATEeIbHOCTH ®  (WiIM) Jpyrue JIaHHBIC,
MO3BOJISIIOIINAE  UIACHTH()HUIIMPOBATH MECTO
OCYIIECTBIICHHS]  JIUIICH3UPYEMOTO  BHJA
NEeSITeIbHOCTH (HOBBIE)

10

Anpec  (agpeca) MeCT Ha  KOTOPBIX
MPEKPAILEHO OCYIIECTBICHUE EATETLHOCTH C
yKa3zaHUEeM JaThI MpeKpaIieHus
ACATCIIbHOCTHU
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Bunpl paboT (Hy’KHOE OTMETHUTH) (HOBBIC):

]

]

O

O 0Oooaod

O

O

[IpousBoacTBO, XpaHeHHWe U peanuzauus (apMmaleBTHUECKUX CyOCTaHIIMM,
MOJIy4aeMbIX METOIAMH XUMHUYECKOTO CUHTE3a;

[IpousBoacTBO, XpaHeHuWe M peanu3anus (apMaleBTHUECKUX CyOCTaHIui,
MOJTy4aeMBIX METOJJaMH OMOTEXHOJIOTUYECKOTO CUHTE3a;

[IpousBoacTBO, XpaHeHHWe U peanuzauus (apMmaleBTHUECKUX CyOCTaHIIMM,
MI0JIy4aE€MBIX METOJAMH BBIJEIEHUS U3 XUMUYECKOTO CBHIPBS;

[IpousBoacTBO, XpaHeHWe M peanu3anus (apMaleBTHUECKUX CyOCTaHIui,
NOJy4a€MbIX METOJIaMH BBIIETICHUS M3 HMCTOYHHKOB OMOJIOTMYECKOIO, KHUBOTHOTO
IIPOUCXO0XKICHHS;

[IpousBoncTBO, XpaHeHHe W peanusanus (HapMareBTHUECKUX  CyOCTaHIIHIHA,
MOJTy4aE€MBIX METOJJaMH BBIJEIICHUS U3 HCTOUHUKOB PACTUTEIHHOIO MTPOUCXOKIACHNUS;
[Tpou3BoaCTBO, XpaHeHHWE U peanu3anus (apMaleBTHUECKON CYOCTaHIIMM CIUPTa
ATHIIOBOTO (3TaHOMA);

[Ipon3BoaCTBO, XpaHEHUE U peanu3alis CTEPUIIbHBIX JIEKAPCTBEHHBIX MPENapaToB C
yKa3aHUEM KOHKPETHOMU JICKapCTBEHHON (HOPMBI;

O  a’po3oinb 0 masp LI pactBOp U cyxas
macca
O refb 0 macra [ pacTBOp MJIsA 0 cycneH3us
HHDBEKIIUNA
O xpeMm O mmenka [ creknooOpaszHas macca [ TalneTku

00 JUHUMEHT 0 mopomo [ cTepuiIbHAs MOPUCTAs L >MylIbCUH
K Mmacca
O  nuoduIu3upOBaHHEIE
HIPOAYKTHI
[Ipon3BoncTBO, XpaHEHUE U pean3alisg HECTEPHIBHBIX JIEKAPCTBEHHBIX IIPENAapaTOB
C YKa3aHHEeM KOHKPETHOMH JIEKapCTBEHHOUN (OpMBI

a’po30JIb L Kpem O  nmemneTsl O pacTBOp
0aab3aM U JHHAMCHT U mmacteipp [ cupom
OpuKeT O wMasp O rmIeHka O cnopeu
resb 0 Macio [0 1mopomIoK [l cynmo3uTOopuu
IPaHyIIbl [0  MHKpOKAaIICYII [0 mrmactuHbl [ CyCHeH3uA
Bl
Ipaxe L MuKporpanyiabl [ IIIaCTHHK O TtabneTku
u
KaIlIH O HacToH O mosocku O wmHYyp
KaTICyJIbI 0 HacToMKa O mnonuMmepHa [ 3KCTpaKT
KAaICYIbI O TacTWIKH A JICHTa O  SIUKCUD
MSTKHE [0 1macra 0 sMmyJlbcus
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Bunet paboT, KOTOpbIe MpeKpalieHbl:

Bupl paboT, BBIMOTHAEMBIX JIMIIEH3UATOM (HYKHOE OTMETHTH):

(]

O

O

O 0Oooaod

O

O

[IpousBoacTBO, XpaHeHWe U  peanuzauus (apMmaleBTHUECKUX CyOCTaHIIHM,
MOJIy4aeMbIX METOIAMH XUMHUYECKOTO CUHTE3;

[IpousBoacTBO, XpaHeHuWe u peanu3anus (apMaleBTHUECKUX CyOCTaHIui,
MOJTy4aeMBIX METOJJaMH OMOTEXHOJIOTUYECKOTO CUHTE3a;

[IpousBoacTBO, XpaHeHHWe U  peanu3auus (apMaleBTHUECKUX CyOCTaHIIMM,
MI0JIy4aE€MBIX METOJAMH BBIJEIIEHUS U3 XUMUYECKOTO CBIPBS;

[IpousBoacTBO, XpaHeHuWe U peanu3anus (apMaleBTHUECKUX CyOCTaHIui,
NOJIy4aeMbIX METOJIaMH BBIIEJICHUS M3 HMCTOYHMKOB OMOJIOIMYECKOIO, XHUBOTHOTO
IIPOUCX 0K ICHUS;

[IpousBoncTBO, XpaHeHHWe W peanusanus (HapMareBTUUECKUX CyOCTaHIIHHA,
MOJTy4aE€MBIX METOJJaMH BBIJICIICHUS U3 HCTOUHUKOB PACTUTEIHHOTO MTPOUCXOKIACHNUS;
[Tpou3BoaCTBO, XpaHeHUE U peanu3anus (apMaleBTHUECKON CYOCTaHIIMM CIHPTa
ATHIIOBOTO (3TaHOMA);

[Ipon3BoaCcTBO, XpaHEHUE U peaTu3alis CTEPUIIbHBIX JIEKAPCTBEHHBIX MPENapaToB C
yKa3aHUEM KOHKPETHOMU JICKapCTBEHHOH (HOPMBI;

O  a’po3oib 0 masp LI pactBOp U cyxas
macca
O refb 0 macra [ pacTBOp MJIsA 0 cycneH3us
HHDBEKIIUNH
O xpeMm O mnenka [ creknooOpaszHas Mmacca [ TalneTku

00 JUHUMEHT 0 mopomo [ cTepuiIbHAs MOPUCTAs L >MylIbCUH
K Mmacca
O  nuoduIn3upOBaHHBIE
IPOAYKTHI
[IponsBocTBO, XpaHEHUE U peaIN3allisd HECTEPHIBHBIX JIEKAPCTBEHHBIX IIPENAapaTOB
C YKa3aHHEM KOHKPETHOMH JIeKapCTBEHHOM (OpMBI

a’po3011b L Kkpem O mnemnersl O pacTBOp
0anab3aM U JHHAMCHT U mmacteipp [ cupom
OpuKeT O wMasp O rmIeHka O cnopei
resb 0 Macio [0 T1mopomIoK [l cynmo3uTOpuu
IPaHyIIbl 0  MHKpOKAaIICYII [0 mrmactuHbl [ CyCHeH3uA
Bl
Ipaxe L0 MuKporpanyibl [ IIJIaCTHHK O TtabneTku
u
KaIlIH O HacToH O mosocku O wmHYyp
KaTICyJIBI 0 HacTolKa O mnonuMmepHa [ 3KCTpaKT
KaICyJIbI O TacTWIKH A JICHTa O  SIUKCUD
MSTKHE [0 1macra 0 sMmyJlbcus
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CBesneHusi, NOATBEPXKIAIONINE HAIUYUE Y
COMCKATEA JINIEH3UU Ha npaBe
COGCTBGHHOCTI/I nJim Ha HWHOM 3aKOHHOM
OCHOBAHHUU HEOOX OJTMMBIX IS
OCYH.IGCTBJIGHI/IH NCATCIIBHOCTHU 10
MPOU3BOACTBY IIOMEIICHHUH, 37aHUH,
COOPYKCHHI M HHBIX 00OBEKTOB, TEXHHUECKUX
CpelncTB, OOOpPYAOBaHUS W TEXHHUYECKOU
,Z[OKYMGHTaI_[I/II/I, COOTBGTCTBYIOH_II/IX
YCTAHOBJICHHBIM TpeOOBaHMSAM, TIpaBa Ha
KOTOPBIE HE 3aperucTpupoBaHsl B EnuHoM
TroCyJapCTBEHHOM  peecTpe npaB Ha
HCABUXUMOEC I/IMYH_IGCTBO " CACJIIOK C HUM (B
CiIydae e€Clid TaKHhe IpaBa 3aperuCTPUPOBAHBI
B YKa3aHHOM pEecTpe — CBEIEHHUs 00 ITHX
TTOMEIICHUSX )

Kanmactpossrit o0BeKTa

HCIBMXXHUMOCTH:

HOMED

PexBu3uThI 1OTOBOpA (MIPU HATUYHIH )
Ot
Ne

Jlata TocymapcTBEHHOW peructpanuu (mpu
HaJIMYUH ) JI0roBOpa B Eannom
rOCy/IapCTBEHHOM pEeCTpe HEIBUKHUMOCTH

14

Konuu TUTYIBHBIX JIMCTOB NPOMBIIUIEHHBIX
peraamMeHToB (MIPOU3BOJICTBEHHBIX PELENTYD,
TEXHOJOTUYECKUX MHCTPYKIUI)

15

CBG,Z[GHI/I}I, noz[TBepn(;[anmHe HaJINn4yue
YIOJIHOMOYEHHOTO  JIMIA  MPOU3BOJUTEIS
HeKapCTBeHHBIX Cpe,Z[CTB JJI BeTepI/IHapHOFO
MPUMEHEHHUsI, aTTECTOBAHHOTO B TOPSJKE,
yCTaHOBHGHHOM MI/IHI/ICTepCTBOM CCJIBCKOI'O
xo3sicTBa Poccuiickoit @enepanuu

16

Hannuune wu oOpa3oBaHHe CIELHAIUCTOB,
OTBETCTBEHHBIX 3a MIPOU3BO/ICTBO,
MapKUpoOBKYy U KOHTPOJIb KayecTBa
JIEKapCTBEHHBIX CPEJCTB IS BETCPUHAPHOTO
MIPUMEHECHUS

17

CBenieHHs, TOATBEPXKJIAIONIME HAIWYHE Ha
mpaBe  COOCTBEHHOCTH,  XO3SIICTBEHHOT'O
BEJCHUS WM OIEPATUBHOTO YIPABJICHUS
OCHOBHOT'O TEXHOJIOTUYECKOTO 000py10BaHUS
JUIs  TPOM3BOJCTBA  ATUJIOBOTO  CIHPTA,
3aperuCTPUPOBAHHOTO B COOTBETCTBHHM CO
cratbeii 14.1 denepanpHoro 3akoHa «O
roCyJ1apCTBEHHOM perynupoBaHUHN
MIPOU3BOJICTBA U 000POTA ITHIOBOTO CIHPTA,
AJIKOT'OJILHOU U CIIUPTOCOAEPKAIIECH
OPOAYKIIMH M 00 OrpaHUYEHHUH MOTPEOICHUS
(pactiuTHs) amKOTOJBHOW TPOMYKIUW» (TIpH

HAMEPEHUU OCYIIECTBISITH  MPOU3BOICTBO
(dapmarieBTHUeCKO  CyOCTaHIIMM  CIIUPTa
stuioBoro  (dranona))  (CegeHuss o

pPEruCTpalfK YKa3aHHOTO 000Dy TI0BAHMUS )




B nuie
(CDI/IO PYKOBOAUTEJIA ITOCTOAHHO ﬂeﬁCTByIOMGFO HCIOJHUTEIBHOI'O OpraHa IOpuandeCKoro jJmuna uinu nHoro
Jmnga, MMCIoICTO IMpaBo LleﬁCTBOBaTL OT UMCHHU 3TOT'0 FOPUANICCKOTO JInIia, CDI/IO WHAUBUAYAJIBHOTO
npeaAnpruHUMAaTeisd, €ro YoJHOMOYCHHOTO HpeI[CTaBI/ITGJ'ISI)
JIEACTBYIOIIETO HA OCHOBAaHUH

b

O [Ipomry BHecTH B peecTp aulieH3uil Poccenbxo3Han3opa HOBbIE BUBI padOT, YCIYT,
COCTABJIIIOLINX JIMLIEH3UPYEMbI BHJ JESTENbHOCTH M (MJIM) HOBBIM aapec (aapeca) mect
OCYIIECTBIICHUS JESATENbHOCTH 10 MPOU3BOJICTBY JIEKAPCTBEHHBIX CPENCTB UIsl BETEPUHAPHOTO
IMPUMCHCHHUA, B OTHOLICHHHU KOTOPBIX COOTBCTCTBUC JIMICH3WOHHBIM TpGGOBaHI/IHM GBIJIO
MOJTBEPKICHO.

K 3asgBieHuto o NpeaoCTaBICHUM JIMIEH3MM Ha OCYIIECTBICHUE (DapMaleBTHUECKOU
NEeSITeIbHOCTH B cdepe oOpaleHust JIGKapCTBEHHBIX CPEACTB ISl BETEPUHAPHOTO NMPHUMEHEHHS
IIPWJIATAl0TCs TOKYMEHTHI Ha JIUCTaX.

OHI/ICB ,Z[OKYMGHTOB, HpI/IHaFaeMBIX K 3a4BJICHHUIO:
1) ;
2)
n)

3

(IOKyMEHTBI, KOTOPBIE paHee MPECTABIISIUCH JINLEH3UATOM B JIMLEH3UPYIOINI OpraH
MOBTOPHOMY IPEJICTABICHUIO He MOJIEKAT)

[Ipomy cBeneHus, cojepxaiidecs B peecTpe JIMLEH3HWM, HampaBUTh B Qopme
3JIEKTPOHHOTO JOKYMEHTA 10 aApecy IEKTPOHHOM MMOYTHI:

[Tpomry cBeaeHus, coaepKaluecs: B peecTpe JIUIEH3UI, HallpaBUTh 110 IOYTOBOMY aJpecy:

« » 20 T.

MLII. (mpu HaTU4IHM) (noamnuce)



