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[Toctanosnenue IIpaButenbcrBa PO ot 30 urons 2020 r. N 955 "OO6 ocoGeHHOCTSX BBOAA B IPAkKAAHCKUN
000pOT JIEKAPCTBEHHBIX MPEMAPATOB JJISI MEIUIIMHCKOTO TPUMEHEHU" (C U3MEHEHUSIMH H
JIOTIOJIHEHUSIMHU) (IOKYMEHT yTpaTHII CUILY)

C u3MeHeHHMSIMH U IOMOJITHEHUSIMH OT:

26 aBrycrta 2020 r.
T'APAHT:

Hacrosamuii noxkymeHnT ytpatui cuiy ¢ 1 suBaps 2021 r. B ¢BA3M ¢ HCTEUEHUEM CPOKaA JEHCTBUS

[IpaBuTenscTBO Poccuiickoit @eaepanuu noCTaHOBIISIET:

1. YrtBepmuth mnpunaraemoe Ilonoxenune 00 0COOEGHHOCTSX BBOJA B TpakIAaHCKUH 000poT
JIEKapCTBEHHBIX MIPENapaToB ISl MEAUIIUHCKOTO MPUMEHEHHUSI.

2. JlexapcTBeHHbIE IpemapaTsl JUIsl MEIMLMHCKOIO IPUMEHEHHUs, BBE3eHHble B Poccuiickyro
Qenepanviio, a TaKKe BBEACHHbIE B TPaXIAHCKUNA 000pPOT B CcOOTBEeTCTBUU C [lonokenuewm,
YTBEPKACHHBIM HACTOSIIMM [TOCTAaHOBJIEHUEM, MTO/JIEKAT OOPAILEHUIO O OKOHYAHUS CPOKA TOJHOCTH.

3. Hacrosimee nocranosnenue aeiuctByet no 1 susaps 2021 r.

4. Hacrosiiiee oOCTaHOBJIEHHUE BCTYMAET B CHILY CO JHS €ro 0(ULMaIbHOrO OIyOJIMKOBAHNUS.

[Ipencenareins [IpaBurenbcTBa M. MuiryctrH
Poccuiickoit deneparuu

YTBEPXKJIEHO
nocranosieHueM IlpaBuresbcTBa
Poccuniickoit ®exepanun

ot 30 uronst 2020 r. N 955

IHonoxenne
00 0CO0eHHOCTSAX BBO/Ia B IPA’KIAHCKMI 000POT J1eKAPCTBEHHBIX NPenapaTos I MeAUIHMHCKOT0
NPHUMeHEeHHA

C u3MeHeHHSIMH H JOIMOJIHCHUSAMM OT:

26 aBrycrta 2020 .

1. Hacrosimee Ilonoxxenue ompenensieT OCOOCHHOCTH BBOJAa B TpakIaHCKUK 000poT 0e3
HaHECEHUs] CPEJCTB HACHTHU(HMKAIMU JIEKAPCTBEHHBIX MpenapaToB Ui MEAWLUHCKOTO MPUMEHEHMS,
npousBeneHHbIX B rnepuog ¢ 1 wmrong 2020 r. no 1 oktabpst 2020 r., a Taxke BBo3a B Poccuiickyro
Qenepanuio 0e3 HaHECEHUS CPEICTB MJIEHTH(QHUKAIMKM B IENIX BBOJAAa B TpaXIaHCKUHA 000poT
JIEKapCTBEHHBIX TMpEenapaToB A MEIUIIMHCKOTO TNPUMEHEHUs, 3a HCKIIOYEHHEM JIEKapCTBEHHBIX
IpenapaToB s MEAWIUHCKOrO TNPUMEHEHHs, NpEeIHA3HAYEHHBIX s oOecreueHHs JIMI, OOJBHBIX
remMounuei, MyKOBUCIMI030M, THUNO(HU3apHBIM HaHU3MOM, Oosie3Hbl0 [omie, 3J10KaYeCTBEHHBIMHU
HOBOOOPA30BaHUAMHM JTUM(OUIHOM, KPOBETBOPHON M POJCTBEHHBIX UM TKAaHEH, PACCESIHHBIM CKIIEPO30M,
JUI TOCJie TPAHCIUIAHTAallMd OpraHoB W (WJIM) TKaHeH (Jajee - JIEKapCTBEHHBIE IMpernapaThl),
IPOM3BEACHHBIX 3a npenenamu Poccuiickoit deneparyu 10 1 oktsi6pst 2020 .

2. BpImyck TaMOXEHHBIMH OpraHaMH JIEKapCTBEHHBIX IpPENapaToB, BBO3UMBIX (BBE3E€HHBIX) B
Poccuiickyro @enepanyo B COOTBETCTBUM C TaMOXXEHHBIMHU IPOLEAYpPaMH BBIIYCKa JUIsl BHYTPEHHETO
noTpedsieHusl WIM PEeUMIIOpTa, a TaKKe BBOJ B TPaKJaHCKUH O0OpOT JIEKapCTBEHHBIX IpEnapaToB
OCYILIECTBIISIFOTCS. Ha OCHOBaHMU corjacoBanus dexepanbHOl cinyk00i 1Mo Hamg3opy B cdepe
3/paBoOXpaHeHusi BBo3a B Poccuiickyto denepanuio, BBOAA B TPAKIAHCKUN OO0OpPOT JIEKApPCTBEHHOTO
npenapara, oOpMICHHOT0 Ha OCHOBAHUU peIlIeHHs co3aHHOU npu DenepanbHoOil ciryx0e 1o Haa30py B
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chepe 3apaBOOXpaHEHHS] MEKBEJIOMCTBEHHOM KOMHCCHM IO BbIJade COIIACOBAaHUN Ha oOpaiieHue
JIEKapCTBEHHOTI'0 IIpernapara (ajee COOTBETCTBEHHO - MEKBEJJOMCTBEHHAs: KOMUCCHS, COTJIACOBAHMUE).

3. CoryiacoBaHue BbIJIa€TCSI CPOKOM Ha 45 KaJleHIapHbIX JHEH.

4. ®opma cormacoBaHus yTBepxkmaercs DemepanbHON Ciyxk00if To Hamzopy B chepe
3/IpaBOOXpPaHEHUSI.

5. @enepanbHOI cy>k001 1O HAI30py B cepe 3apaBOOXPAHCHHS CO3ACTCS MEXKBEIOMCTBEHHAs
KOMUCCHSI, YTBEPXKIAIOTCSA II0JIOKEHHE O MEXBEIOMCTBEHHOW KOMHCCHU U €€ cocTaB. B cocras
ME)XBEIOMCTBEHHOW KOMHUCCUHM BKJIIOYAIOTCSl TNPEJCTABUTENN HE HUIXKE 3aMECTUTENs] PYKOBOIUTENS
CTPYKTYpHOIO  mojapaszzieieHus  MuHucTepcTBa  3apaBooxpaHeHus  Poccuiickoii  ®Depeparuu,
MuHnucrepeTBa IPOMBILUIEHHOCTH W ToproBiau Poccuiickoit Penepauyu, PenepanbHON TaMOXKEHHON
cinyx0Ob1, @DenepaibHON CiIyxkObl MO HAA30py B cdepe 3ApaBOOXPAHEHHUS, OIepaTopa CHUCTEMbI
MOHUTOPUHTA JBMXCHUS JIEKAPCTBEHHBIX MPEMApPaTOB I MEIUIIMHCKOTO MMPUMEHEHHUs (Jajee - cucrema
MOHUTOPHHTA).

6. Jlepxatenp WM BIIaJeNell pETUCTPALlMOHHOTO YAOCTOBEPEHNUS JIEKaPCTBEHHOI' O IIpenapaTa Jinbo
YIOJTHOMOYEHHOE UM JHLO (Janee - 3asBUTEIb) MOCPEICTBOM HCIOIb30BAaHUS JMYHOTO KaOMHETa B
ABTOMATU3UPOBAaHHOW WHPOpMAMOHHON cucteme DenepanpbHON Ciy’)kObl MO Han30py B cdepe
3/paBOOXpaHeHus (nanee - *HGOPMAIMOHHAS CUCTEMA) MIPEJICTABIISET 3asBJICHHUE O BbIJaue COTIacOBaHUs,
B KOTOPOM YKa3bIBalOTCS:

a) HaMMEHOBaHHMe, ajpec JAepKaTens WIM BJIaAeiblla PEruCTPAlIOHHOTO YJIOCTOBEPEHUS
JIEKapCTBEHHOTO TIperapara, a Takke HIACHTU(UKATOP CyObeKTa oOpalmleHHs JIGKAPCTBEHHBIX CPEACTB,
MPUCBOCHHBIN B CHCTEME MOHUTOPHUHTA;

0) cBeleHUs O perucTpaluu JAepxareis WIM BIAJENblia PETUCTPALMOHHOIO YIOCTOBEPEHUS
JICKapCTBEHHOT'0 TperapaTa B KayecTBE HAJOTOIUIATENbIIUKA B CTpaHE PErucTpauuu (A7 POCCUHUCKHUX
IOPUIMYCECKUX JIUI - UACHTH(DUKAIIMOHHBI HOMEP HAJOTOILIATEIBITUKA, T MHOCTPAHHBIX IOPUINYCCKUX
JUI] - CTpaHa PETUCTpallii, HAUMEHOBAaHUE PErHMCTPUPYIOLIETO OpraHa, PEerUCTPAIMOHHBIA HOMEp, KO
HaJIOrOIUIaTeNbIINKA B CTPaHe perucTpanuy (MHKOPIIOpalluy) WIK €ro aHajior);

B) HaMMEHOBaHHE JIEKapCTBEHHOTO IMpemnapara (TOProBoe€ HAaWMEHOBAaHHE U MEXIYHapOJIHOE
HEMaTeHTOBAaHHOE, UJIM TPYNITUPOBOYHOE, UM XUMUYECKOE), a TAKXKe II100adbHbINH UICHTU(DUKATMOHHBII
HOMEp TOPTOBOM €TUHUIIBI, 3aPETUCTPUPOBAHHBIN B CHCTEME MOHUTOPUHTA (TIPH HATUYHH);

I) PEruCTpallMOHHBIH HOMEpP B TOCYJapCTBEHHOM pEECTpe JIEKapCTBEHHBIX CPEACTB M Jara
rOCyJJapCTBEHHOM perucTpaluu;

J) TepeueHb NPOM3BOACTBEHHBIX IUIOMIAJIOK M aJpeca MECT OCYLIECTBJIEHUS HPOM3BOACTBA
JIEKapCTBEHHOTO Tpemnapara (B clydyae HalW4Msl HECKOJIbKHUX YYaCTHHUKOB TIpollecca IMPOU3BOJCTBA
JIEKapCTBEHHOI'0 Ipernapara HeoOXOIuMO yKa3aTb KaXJOro Y4YaCTHMKAa B COOTBETCTBUHM C
OCYIIECTBIISIEMOM cTarel Mpou3BOICTBA);

Wndhopmarus 06 n3MEHEHHSX :

", n

Iloonynkm "e" usmenen c 28 aseycma 2020 e. - Ilocmanosnenue Ilpasumervcmea Poccuu om 26
aseycma 2020 2. N 1287

CMm. npedvloyuyro pedaKyuio

€) oOlee KOJIMYECTBO E€AMHUI] JIEKAPCTBEHHOIO Mperapara C yKa3aHHeM eIUHHI] U3MEpEeHHUs,
3asMBISIEMBIX IS 1ieNield BBo3a B Poccuiickyro depepanuio Wiad BBEACHHUS B TPAXIAHCKANA 00OpOT, HE
IpEeBbIIIAIOIIEEe KEKBAPTAILHBINA 00bEM JIEKAPCTBEHHOTO MIperapara, BBEIEHHOTO B TPaKIaHCKUN 000poT
3a KaJICHIAPHBINA TOJ;

) 10-3HauHbIl KOA ennHoi ToBapHON HOMEHKIATYPhl BHEUIHEAKOHOMHYECKOW AESITebHOCTU
EBpasuiickoro »KOHOMHYECKOTOo cOro3a (I JIEKapCTBEHHBIX IpenapaToB, IMPOU3BEICHHBIX BHE
teppuropun Poccuiickoit ®enepauuu 1 BBO3UMBIX B Poccuiickyro denepanuto, B TOM 4YHUCIE U3
roCy/apcCTB - WieHOB EBpa3uiickoro 3KOHOMHYECKOT0 COI03a).

7. K 3asiBIIEHHIO O BBIJAa4€ COIIACOBAHUS MIPUIIATAIOTCS CIEAYIOLINE TOKYMEHTHI U CBEJICHUS:

a) KOMWs JIOKyMEHTa Ha PYCCKOM SI3bIKE OT JAepiKaTeisi WIM BIaJeNblla PErUCTPAlUOHHOIO
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YIOCTOBEPEHHS JICKQPCTBEHHOTO TMperapara, MOATBEPKIAIONIETO IMOJIHOMOYME 3asBUTENS Ha TOAavy
JIOKYMEHTOB JIJIsl IOJTyYEHUS COTJIACOBAHMUS;

0) 00OCHOBaHME HEBO3MOXHOCTH HAHECEHUsS] CpEACTB HIACHTU(UKAIMKM HAa  YIAKOBKY
JICKapCTBEHHOTO MpermapaTa B COOTBETCTBUU ¢ TpeboBaHusiMu DesepanbHoro 3akoHa "OO obpamieHun
JICKapCTBEHHBIX CPEICTB", B TOM YHCIIC HA TAMOYXCHHOM CKIIAJIC;

Wndopmarius 06 n3MEHEHHSX:

”,n

Iloonynkm "8" uzmenen ¢ 28 aseycma 2020 e. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 26
agzycma 2020 2. N 1287

Cm. npeovloyuyio peoakyuro

B) KONMM JIOTOBOPOB Ha IIOCTaBKy M YCTaHOBKY OOOpYJOBaHHUS MJIsi HAHECEHUs CpEACTB
UICHTUQUKAIIMA Ha KKAYI0 W3 YKAa3aHHBIX B 3asBJICHUM IPOW3BOACTBEHHBIX IUIOMIAJIOK, a TaKKe
pa3paboTKy WM JI0pabOTKy MNpPOrpaMMHOro oOecredeHus B Lessix oOecrneyeHus HHQPOPMALUOHHOIO
B3aMMOJIEHCTBHS C CUCTEMOM MOHUTOPHUHIA (Ha pPyCCKOM SI3bIKE), @ B CIy4yae I10JIa4uM 3asBJICHUS O Bblaye
COIVIACOBAaHUS B YaCTU JIEKApPCTBEHHBIX IIPENapaToB, IPOM3BOJUMBIX 3a MpEACIaMU TEPPUTOPHUU
Poccniickoit @enepannu, U NpU OTCYTCTBUHA BO3MOXKHOCTH IIPEACTABJICHUS YKA3aHHBIX KOIIMI JI0rOBOPOB
- KOIMU MHBIX JJOKYMEHTOB (aKTOB BBIIOJIHEHHBIX Pa0OT), MOATBEPXKIAOIIUX (aKT 3aKyIKH U YCTaHOBKHU
TAaKOTr0 O00OPYJOBaHUS, a TaKXkKe pa3pabOTKH WM JOpabOTKH MPOTPaMMHOIO oOecriedeHust (Ha pycCKOM
SI3BIKE);

Undopmarus 06 n3MEHEHHSX:

"n,n

Iloonynkm "2" usmenen c¢ 28 aseycma 2020 e. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 26
aszycma 2020 2. N 1287

CMm. npedvloywyro pedaKyuio
I) IUTAH MEPONPUATHN IO BHEIPCHHUIO CHCTEMbl MOHHUTOPHHTA C YKa3aHHEM HWTOTOBOW JIAThI
TOTOBHOCTH TIPOM3BOJUTENSI K HAHECCHHIO CPEICTBAa HICHTH(HMKAIMKM Ha YIAKOBKY JIEKAPCTBEHHOIO
mperapara u nepeaye JaHHBIX 0 HAHECCHUH B CHCTEMY MOHUTOPHHTA (J1ajiee - TUTaH MEPOTIPHUSITHIA);

Wndopmarys 06 m3MEeHEHUAX:

Ilynkm 7 oonoanen noonynkmom "0" ¢ 28 aseycma 2020 e. - I[locmanosnenue Ilpasumenvcmea Poccuu
om 26 aseycma 2020 2. N 1287
1) aHAIMTUYECKOE 3aKIFOYCHHE oOllepaTopa CUCTEMbl MOHUTOPHHTA Ha TUIAH MEPONPUSITHH,
coaepxaliee B TOM YHCJIE€ aHajdu3 TEXHUYECKOM TOTOBHOCTH 3asBUTENsI K HAHECEHHIO CPEJICTB
UIEHTU(UKAIIMM U €r0 B3aWMOJCHCTBUS C CHCTEMOM MOHHUTOPHHTA M €€ OlleparopoM (najee -
AHATUTUYECKOE 3aKITI0UYEHNE).

Wndopmarys 06 n3MEeHEHHAX:

Ionoswcenue dononnerno nynkmom 7' ¢ 28 aseycma 2020 2. - ITocmanosnenue Ipasumenscmea Poccuu
om 26 agcycma 2020 2. N 1287
7!. OnepaTop cucTeMBbl MOHMTOPUHTA OCYIIECTBISET MOATOTOBKY M HANpaBeHHE 3asSBUTENIO B

dbopMe DIEKTPOHHOTO JOKYMEHTa, MOJMUCAHHOTO YCHUJICHHOW KBATM(DUIIMPOBAHHONW HIIEKTPOHHOI
MO/MKCHIO, AHAIUTUYECKOTO 3aKIIOYEHUS B TEUEHWE 3 JHEW CO JHS TOCTYIUICHUS OT 3asBHUTENA K
ONEpaTopy CHUCTEMbl MOHUTOPUHIA IUIaHAa MEpPONpUsATUH. B ciydae HemonyuyeHus 3asBUTEIEM IO
HCTEYCHUU YKA3aHHOTO CPOKa aHAJTUTHUYECKOTO 3aKJIIOUEHHUs OH BIIPaBe IMOJaTh B MEXKBEIOMCTBEHHYIO
KOMUCCHIO 3asIBIIEHUE O BbIJIa4e COTIIACOBaHMSI 0€3 TAKOTO 3aKIIFOUEHUSI.

Wudopmanust 00 N3MEHEHUSX:

Ilynkm 8 usmenen ¢ 28 aseycma 2020 e. - Ilocmanoeénenue Ilpasumenscmea Poccuu om 26 ageycma

2020 2. N 1287

CMm. npedvloywyro pedaKyuio
8. denepanbHas cayx)0a Mo Haa30py B chepe 3paBOOXpaHEHUS B TEUSHHE OJTHOTO pabodero JHS
CO ITHS TIOCTYTIJICHHS 3asBJICHUS O BBIJaUe COTJIACOBAHUS MMPOBOJIUT MPOBEPKY MOIHOTHI COACPIKAIINXCS B
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HEM CBEJICHUN U MPUJIAraeMbIX K HEMY JOKYMEHTOB M OCYIIECTBIIAECT OJHO U3 CIEAYIOIINX ACHCTBUN:

a) B cllyyae HaJIW4yUs BCEX JOKYMEHTOB M CBEAECHUH, IPEIyCMOTPEHHBIX IyHKTamMu 6 u 7
HacTosAwmero Ilonoxenus, HalpasisieT MPEACTAaBICHHBIE JOKYMEHTBI B MEXXBEIOMCTBEHHYI0 KOMHUCCHUIO B
(dbopMe NEKTPOHHBIX JOKYMEHTOB;

6) B cioyyae OTCYTCTBUS OJHOIO WM HECKOJIbKMX JOKYMEHTOB U (WIM) CBEICHMIA,
NOPEIyCMOTPEHHBIX TyHKTamMu 6 u 7 Hactosimero llonokeHusi, HampaBisieT 3asBUTENIO B (opme
JIEKTPOHHOTO JJOKYMEHTa, MOJNMCAHHOI'O YCHUJICHHOM KBaJM(UIMPOBAHHOM 3JIEKTPOHHON IOAINCHIO,
pemieHre 00 0TKa3e B PACCMOTPEHUH 3asIBJICHUS O BbIZJAUE COTIACOBAHMS C YKa3aHUEM IPUYHH OTKa3a.

Wndopmarus 06 H3MEHEHHSX:

Ilynkm 9 usmenen ¢ 28 aszycma 2020 2. - I[locmanosnenue Ilpasumenvcmea Poccuu om 26 aseycma
2020 2. N 1287

CMm. npedvloywyro pedaKyuio

9. MexBeIOMCTBEHHAsI KOMHUCCHS B TEUCHUE 5 pabovmx THEH CO JHS MOCTYIUICHUS TOKYMEHTOB U
CBEJICHUI MPUHUMAET PEIICHHE O BbIave (00 OTKa3e B BbIAYE) COIVIACOBAHUSI.

Kputepun aiist IpuHATHS MEKBEIOMCTBCHHONH KOMHCCHUEH PEIICHHS ONPEICIIIOTCS B MOJIOKCHUN
0 MEXBEJJOMCTBEHHON KOMUCCHH, YTBEP)KIAEMOM B COOTBETCTBHUH C ITYHKTOM 5 HacTosmero [TomosxeHus.

10. Pemenne MeXKBEJOMCTBEHHONH KOMHCCHH HampaBIsieTCs B popMe JICKTPOHHOTO JTOKYMEHTa B
denepanbHyIO CITyKO0y 10 Haa30py B chepe 3paBOOXpaHEHUS B TEUYCHHE OJHOTO pabodero JHs CO JHS
ero opopmIIeHUSI.

Wuopmarus 06 H3MEHEHHSIX:

Ilynkm 11 uzmenen ¢ 28 ascycma 2020 2. - I[locmanosnenue Ilpasumenvcmea Poccuu om 26 aseycma
2020 2. N 1287

CMm. npedvloyuyro pedaKyuio

11. B Teuenue 3 pabouux nHEH CO AHS MOCTYIJICHHUS PEIICHHUS MEXBEIOMCTBEHHOH KOMHCCUU
OdenepanpHas ciayk0a 10 Ham3opy B cdepe 3mpaBooxpaHeHUss OGOPMIIET COOTBETCTBYIOIIEE
COTJIacOBaHWE WJIM OTKAa3 B BHIAU€ COTJIACOBAHUS M HAMPABIISET €ro 3asBUTEN0 B OpME DIEKTPOHHOTO
JIOKYMEHTA, MOJIMCAHHOI0 YCUJICHHON KBaJTM(UIMPOBAHHOM 3JIEKTPOHHOM MOANNCHIO.

OcHoBaHMEM JUIsl OTKa3a B BbIJay€ COIVIACOBAHUS SBJSETCA NPHUHATHE MEKBEIOMCTBEHHOM
KOMUCCHEN perieHns 00 0TKa3e B BblJ1aye COTJIaCOBAHMUS.

12. Tlepen BBOAOM B TrpaskJaHCKUN OOOPOT KaXKAOW CEpUM MU KaXAOW MapTUH JIEKapCTBEHHOTO
npenapata B MH()OPMAIMOHHYIO CHCTEMY BHOCHUTCA MH(pOpMalus O Haluuuu (OTCYTCTBMM) CpPEICTBa
uACHTU(DUKAIIMY HA YITAKOBKAX CEPHH WU MApTUU JIEKAPCTBEHHOTO Mpernapara.

Wndopmarys 06 m3MEeHEHHUAX:

Ilynkm 13 usmenen ¢ 28 aseycma 2020 2. - [locmanoeénenue Ilpasumenscmea Poccuu om 26 aseycma
2020 2. N 1287

CMm. npedvloywyro pedaKyuio
13. Ilpu BeIsIBICHUH B MH()OPMAIIMOHHOM CHCTEME CBEICHUN O CEPUU WM MAPTUH JIEKAPCTBEHHOTO
npenapara, npousBeaeHHoro mocie 1 oxTadps 2020 r. 6e3 HaHECeHHWsS CpeacTBa HUACHTU(DUKAIUH,
OenepanbHas ciyxk0a Mo Haa30py B cdepe 3ApaBOOXpaHEHHs] MPUHUMAET pPElIeHHE O MPEeKpalieHUH
rpaXkaHCKoro o00poTa TakoW Cepur WM MapTHUH JIEKAPCTBEHHOTO Ipernapara /10 HAaHECEHUs CpelcTBa
uACHTU(DHUKAIINK Ha yIIAaKOBKY JIEKAPCTBEHHOTO Mperapara U BHECEHHS CBEIEHUN O HAaHECEHHH CPE/ICTBa
UaeHTU(UKAIIMY Ha YITAKOBKY JICKAPCTBEHHOTO TIpernapara B CHCTEeMY MOHUTOPHHTA.

Wndopmarys 06 M3MEHEHUAX:

Ionoocenue oononneno nynkmom 13! ¢ 28 aezycma 2020 2. - Ilocmanosnenue Ilpasumenscmea
Poccuu om 26 asecycma 2020 2. N 1287
13!, Pemenne 0 mpekpalieHMH T'pa’kJIaHCKOrO 000OpPOTa CEpUM MIIM TApPTHH JIEKAPCTBEHHOIO
npemnapata opopmisiercss npukazoM dDenepanbHON CIyKObI MO HAA30py B cdepe 3apaBOOXpaHEHUS B
TeueHue 5 pabounx JTHEH co AHS BBISBICHUS CBEIICHUM, YKa3aHHBIX B MyHKTe |3 HacTosmero [lomoxenus.
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Wndopmarius 06 H3MEHEHHSX:

ITonooicenue dononneno nymkmom 132 ¢ 28 aseycma 2020 . - Ilocmanosnenue IIpasumenscmea
Poccuu om 26 asecycma 2020 2. N 1287
132. Mudopmanus 0 IpeKpalleHuH IPakIaHCKOro 0o00poTa Cepur MM TMapTHH JeKapCTBEHHOTO
npenapara pasmeniaercs denepanbHOil ciyk00i M0 HaA30py B cdepe 3apaBOOXpaHEHHS B TedeHHE 3
pabouux JHEH co THS MPUHATHS PEIleHUs O MPEKpallleHuU TpakJaHCKOro o00opoTa cepuM WIM MapTUU
JICKapCTBEHHOTO TperapaTa Ha ee o(huilnaibHOM caiiTe B ”H)OPMAIMOHHO-TEIEKOMMYHHUKAITHOHHON CeTH
"UuTepHet" ¢ cobimoaeHreM TpeOoBaHMM 3aKoHOaTenbcTBa Poccuiickoit deaepannn 0 KOMMEPUYECKON 1
WHOH OXpaHsAEeMOM 3aKOHOM TalHe.

Wndopmarus 06 H3MEHEHHSX:

Ionooxcenue Oononneno nynkmom 13° ¢ 28 aseyema 2020 2. - ITocmanosnenue Ilpaeumenvcmesa
Poccuu om 26 aseycma 2020 2. N 1287
133, Pemenne o TIpeKpalleHHH TPAKIAHCKOrO 00OpOTa CEPUM MM HAPTHH JIEKAPCTBEHHOTO
npenapata orMmensercsa PenepalbHON ciay>KO00W 1O HaA30py B cdepe 3IpaBOOXpaHEHHUS B TEUEHHE 3
paboumnx JHEW CO JHS IMOJYYCHHS] OT IMPOU3BOIUTEIS JICKAPCTBEHHOTO Ipernapara WM OpPTaHW3allWH,
OCYIIECTBUBILIEH BBO3 JIEKapCTBEHHOro mpemnapara B Poccuiickyro @enepanuio, uHbOpMalud o
BHECEHHBIX B CHCTEMY MOHUTOPHHTA CBEJICHUSIX O HAHECEHUU CPEJCTB HICHTU(DUKALINY.

Wuopmarus 06 H3MEHEHHSIX:

Ionoowcenue dononneno nynkmom 13* ¢ 28 aszycma 2020 2. - Ilocmanosnenue Ilpasumenscmea
Poccuu om 26 aseycma 2020 2. N 1287

134 Nudopmanus o6 OTMEHe pelleHHs O NPEKPaIleHHH T'PaXKIAHCKOr0 000pOTa CepHU WM
napTUU JIEKApPCTBEHHOTO Ipernapara pa3Meniaercs B TedeHue 3 paboumx AHEW Ha Oo(UIMaTbLHOM caiiTe
®denepanbHOU CITYKOBI o HAJ130py B chepe 3IpaBOOXPaHEHHUS B
nH(}OPMaILMOHHO-TEIEKOMMYHHUKAITMOHHOM ceTu "UHTepHet".

14. udopmanusi 0 BbIJaHHBIX COTJIACOBAHMIX B TE€UEHUE OJHOrO pabodero JHS pa3MellaeTcs Ha
opunmansHom  caiite  depepanpHOW  CIykObl MO Hag30py B cepe 31paBOOXpAaHEHUS B
nH(OpMaIMOHHO-TeIEKOMMYHUKaIIMOHHON ceTtu "MuTepHeT" B QopMe peecTpa coriiacoBaHuil (nanee -
peectp). PeecTp conepkuT ciaenyronye CBeIeHus:

a) HAaUMEHOBAHME, aJpec 3asBUTENS, WIACHTU(PUKATOpP CyObeKTa OOpalleHHs] JeKapCTBEHHBIX
CPEICTB, IPUCBOCHHBIN B CUCTEME MOHUTOPHHTA;

0) cBeACHMS O PETUCTPALMU 3asBUTENS B KaueCTBE HAJOTOIUIATENIbIIMKA B CTPaHE PETUCTpalliu
(U114  pOCCHUHCKUX IOPUAMYECKUX JHUI - UACHTU(GUKAIMOHHBIA HOMEp HaJoroIaTeibluKa, s
MHOCTPAHHBIX IOPUAWYECKUX JIMIl - CTpaHa pPErucTpaluy, HAaUMEHOBAHUE PETHCTPUPYIOIIETO OpraHa,
pPETUCTPallMOHHbII HOMEp, KOJ HaJOroIulaTeNbIIMKa B CTpaHE PErucTpaluy (MHKOPIIOpAIMK) WIH €ro
aHajsor);

B) HaNMEHOBAHME JICKApCTBEHHOIO IIpernapara (TOProBo€ HAUMEHOBAaHHE M MEXIYHapOJIHOE
HENaTeHTOBAaHHOE, WJIM TPYNIHUPOBOYHOE, UM XUMHYECKOE), TTI00anbHbIA HACHTU(UKAIIMOHHBIA HOMED
TOPTrOBOW €IMHUIIBI, 3aPETUCTPUPOBAHHBIN B CHCTEME MOHUTOPHUHTA (P HAJIMYHH);

I) pPErucTpalMOHHBIH HOMEpP B TOCYJapCTBEHHOM pEeCcTpe JIEKapCTBEHHBIX CPEACTB M Jara
roCy/1apCTBEHHOW PETUCTPALINN;

N) TepeueHb NPOM3BOACTBEHHBIX IUIOMIAJIOK M ajpeca MECT OCYIIECTBJIEHUS MPOU3BOACTBA
JIEKapCTBEHHOTO IIpernapara (B clyyae HAJIMYMS HECKOJBKUX YYaCTHUKOB IIpoliecca IMPOU3BOACTBA
JIEKapCTBEHHOI'0 Ipernapara HeoOXOOuMO  yKa3aThb KaXJOro Yy4YacTHHKa B  COOTBETCTBUU C
OCYIIECTBIISIEMO CcTalell MPOU3BOICTBA);

e) 10-3HauHbIil KO eauHON ToBapHON HOMEHKJIATyphl BHEIIHEIKOHOMHYECKON IesTeIbHOCTH
EBpa3zuiickoro 5SKOHOMHYECKOTO COl03a (s JIeKapCTBEHHBIX IpernapaTroB, NPOU3BEICHHBIX BHE
tepputopun Poccuiickoit ®enepanun u BBO3UMBIX B Poccuiickyro ®Denepanuro, B TOM 4YHUCIE U3
rOCy/apCTB - WIEHOB EBPa3uiicKoro 3KOHOMHYECKOIO COK03a);

) IepHOJ] IEUCTBUS COTIIACOBAHUSI.

15. CBenenus, copepkaiiuecs: B peecTpe, SBISI0TCS OTKPHITBIMUA U OOIIETOCTYTHBIMH.
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16. ®denepanpHas ciayx0a Mo Ham3opy B cdepe 3IpaBOOXpaHEHUsS IO MUCBMEHHOMY 3ampocy
OpraHOB T'OCYJApCTBEHHOM BJIACTU U OPraHOB MECTHOIO CAaMOYIPABICHUS NPEICTAaBISIET CBEJICHUS,
coJieprKallrecss B peecTpe, B BUIE BBIMHCOK WM cOO0IIaeT 00 OTCYTCTBUHU YKa3aHHBIX CBEICHUU B JCHb
NOCTYIUIEHUSI COOTBETCTBYIOIIETO 3a1poca.

17. B memsax oOecrieyeHus TPEeayCMOTPEHHBIX 3aKOHOAATENbCTBOM Poccuiickoit ®denepanuu
IIOJIHOMOYMI [0 OCYLIECTBJIEHHUIO TaMOXXEHHOTO KOHTpPOJISI 3a JIEKapCTBEHHBIMHU IIpernaparamy,
BBO3UMbIMH B Poccuiickyro @enepannio, B TOM YUCII€ TAMOXXEHHOTO KOHTPOJIA I1OCJIE BBITYCKa TOBApOB, a
TaK)K€ KOHTPOJIS 3a IPABUIBHOCTHIO MCUMCIEHUS U CBOEBPEMEHHOCTBIO YILIAThl TAMOKEHHBIX IOIUINH,
HaJIOrOB, CHEUUAJIbHBIX, AHTUJAEMIIMHIOBBIX KOMIICHCALIMOHHBIX MOLIJWH M WHBIX IUIATEXEH, B3UMaHUE
KOTOPBIX BO3JIOKEHO Ha TaMOXKEHHBIE OpraHbl, JOCTYNl K HH(OpMAIMH, COAEp)KAIIeWcs B peecTpe,
o0OecrieunBaeTcs ¢ MPUMEHEHHEM €AMHON CHCTEMbI MEXBEJIOMCTBEHHOTO AJIEKTPOHHOTO B3aUMOACHCTBUS
P OCYIIECTBJICHUH B3aUMOACUCTBUS MEXAY HWHPOPMALMOHHON cHCTEMONH M HH()OPMAITMOHHON
cucteMoit deepaabHON TAMOKEHHOMN CITY)KOBI.

Jo peanmmzanuu jnocryna K HH(OpManuu, coiepralleics B peecTpe, ¢ NPUMEHEHUEM €IUHOM
CUCTEMBI MEXBEJIOMCTBEHHOTO 3JIEKTPOHHOTO B3aWMOJAEHCTBUS MH(OpMAIHs, COAepKaIlasics B peecTpe,
nepenaetcs DenepanpHoil Ccinyx)00i 1O Ham3opy B chepe 3apaBooxpaHeHus B DepepanbHYIO
TaMOKEHHYIO CIIyk0y eXeIHEBHO B OJJIEKTPOHHOM BHJE B COOTBETCTBUM C COTJIAIIEHHEM O
B3aumozeiictBun PenepanbHOi ciy>)kObl 10 Han3opy B cdepe 3apaBooxpaneHus u DenepanbHoii
TaMO>KEHHOU CITY>KOBI IPU MPEIOCTABICHUHN U MOTYYSHUH UH(DOPMALINH.

18. 3a Bblmauy coriacoBaHUi, BHECEHHME 3alUCEl B peecTp U MPEAOCTaBICHUE CBEACHUU,
coJIepXkKalIuXxcs B peecTpe, Miata He B3UMaETCH.
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