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O npencrap/ieHUH cBeleHHH 0 paKTHUECKHX LIeHAX HA }KM3HEHHO Heo0XoauMbIe H
BakHelIIKe JieKapCTBeHHbIe CPEeACTBa HHOCTPAHHBIX NPOH3BOIHTEIelH 1 00bemMax
HX BB03a Ha TeppuTopHI0 Poccuiickoii Megepannu, a Takke 0 PaKTHYECKHX
OTHYCKHBbIX I[€HAX, 00beMaX NMPOHU3BOJCTBA H OTTPY3KH ’KH3IHEHHO HeOOXOAHMBIX
H BasKHeHIINX JIEKapPCTBEHHBIX CPEACTB POCCHICKHX NPOM3BOAHTE /e

B coorBeTcTBUM C ITyHKTOM 2 noctaHoBieHusi [IpaBurtensctBa Poccuiickoit
Mepnepanuu ot § aBrycra 2009 r. Ne 654 «O coBeplIEHCTBOBaHHH I'OCYJapCTBEHHOrO
PETYJMPOBaHUS IEH Ha >KU3HEHHO HeoOXOOMMBIE H BaXKHEHINHE JIEKapCTBEHHBIE
cpenctsay (CobOpanue 3akonojatensctBa Poccuiickoit ®epepauunu, 2009, Ne 33,
cT. 4086) npukas3bB BaeM:

YTBEPAUTS:

enHyI0 (GOpMY IpEACTaBIeHHs CBeJEHHH O (QAKTHYECKUX LIEHAaX Ha XU3HEHHO
HeoOX0oIuMEIE U BaKHEHIINE JIEKapCTBEHHbIE CPEACTBA HHOCTPAHHBIX NPOH3BOAUTENIEH
1 06beMax MX BBO3a Ha Tepputopuio Poccuiickoil @enepanuy, a TakkKe 0 GaKTHIECKHX
OTIIYCKHBIX L€HaX, 0OBbeMaxX NMPOM3BOACTBA M OTIPY3KH XXHM3HEHHO HEOOXOIMMBIX H
BaXXHEHIIMX JIEKAPCTBEHHBIX CPEACTB POCCHUMCKUX INMPOU3BONUTENEH B IJIEKTPOHHOM
BHUJIE COTJIaCHO NpUJIoXKeHHIo Ne 1;

[Topsinok mpeACTaBleHHs CBEACHUH O (QAaKTHYECKHUX LEHAX Ha )KU3HEHHO
HeoOXOIMMBbIE H BaXKHEHIIME JIEKAPCTBEHHbIE CPENCTBA MHOCTPAHHBIX NPOU3BOAUTENEH
1 o6beMax MX BBO3a Ha TeppHuTopuio Poccuiickolt ®enepanuu, a Takxe 0 GaKTHIECKUX
OTIYCKHBIX Il€HaX, o0beMax MPOM3BOJACTBA M OTIPY3KH >XM3HEHHO HEOOXOAHUMBIX H
BOXHEHIIMX JIEKADCTBEHHBIX CpPEACTB POCCUMCKHX IIPOMU3BOAUTENEH COrNIaCHO
npunoxeHuo Ne 2; :
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[Topsnox 3amoHeHus: eqUHOMH (OPMBI NPEACTAaBICHUs CBEICHUH O (HaKTHYECKHX
lleHaX Ha JKM3HEHHO HeoOXoOuMble U BaKHEWINWE JIEKapCTBEHHBIE CPEACTBA
MHOCTPaHHBIX NpOM3BOAMTENEH M oOBbeMax HMX BBO3a Ha TeppHUTOpHI0 PoccuiickoH
®enepanun, a Take 0 (PaKTUUECKUX OTIYCKHBIX LEHaX, 00beMax MpOU3BOACTBA U
OTTPY3KM JKM3HEHHO HEOOXONMMBIX M Ba)KHEHIIMX JIEKapCTBEHHBIX CPENCTB
POCCHHMCKUX MPOM3BOAMTENEH cOrnacHo mpunoxenuro Ne 3.
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ITpunoxxenne Ne 2
K npukazy Mun3apascoLpa3BuTus Poccuny,

Munnpomropra Poccuu u ®TC Poccun
OTaF penatdfis VP Re 8501 747124 | 7577

IHopsanok
npeAcTaBJIeHHs cBeJeHHH 0 GaKTHYeCKHX HeHAaX Ha
’KH3HEHHO He00X0AHMbI€e H BasKHeHIHe JIeKapCTBEHHbIE CPeACTBa
HHOCTPAHHBLIX MPOH3BOAKTE/IeH # 00beMaxX HX BBO3a Ha TEPPHTOPHIO
Poccuiickoii Pexepanun, a Takke 0 pakTHYECKHX OTIIYCKHbBIX LieHaX, 00beMax
NPOU3BOACTBA H OTTPY3KH KH3HEHHO HEOOXOAUMBIX H BaKHeHIHX
JIEKapPCTBEHHBIX CPEACTB POCCHHCKHX NPOH3BOAHTEIEH

1. Hacroswuii ITopsinok ycraHaBnuBaeT IIpaBHila NMpPEACTAaBIECHUS JaHHbIX,
BKJIIOYasi CBeIEHHA O (aKTHUeCKUX LeHax Ha  JKU3HEHHO HeoOXoAuMbie H
BaXHe#ilne JekapcTBeHHble cpenctBa (manee - JKHBJIC) wuHOCTpaHHBIX
npousBoguTenei U o6beMax UX BBO3a Ha TeppuTopuro Poccuiickod denepauuy, a
TaKXXe O (AaKTHYECKUX OTIIYCKHBIX LIeHaX, oO0beMax MpOH3BOACTBA H OTTPY3KH
XXHBJIC poccuifckHX NPOU3BOAMUTENEH, 11 MOHUTOPHUHIAa aCCOPTUMEHTA U LIEH Ha
JKHBJIC.

2. ®epepanbHas cnyxba No Haa3opy B cdepe 3ApaBOOXpPAHEHUS U
COLMAJILHOTO pa3BUTHsSI HampasiseT B MHHHCTEPCTBO HPOMBILUUIEHHOCTH H
toproBiu Poccuiickoii denepauny 3aKiro4eHns O BO3MOKHOCTH BbIJAYH JIMLEH3UH
Ha BBO3 JXHBJIC, odopmneHHsie oTaensHo Ha Kaxpoe HauMeHoBanue JXKHBJIC
OOHOM [O3UPOBKM, JI€KapCTBEHHOH ¢GOpMBI M (GOPMBI BBINYCKa, C OTMETKOM
«Paspemienue BeigaHo Ha BBo3 JKHBJIICY.

3. Tlocne momy4eHHs 3aKIIOYEHHH O BO3MOXXHOCTH BBIAAayYd JIMIEH3HH Ha
BBo3 JKHBJIC, mpenocraBnenHHslx PexnepanpHoit ciyx00if mo Hansopy B cdepe
3[PAaBOOXPAHEHUS M COLMAJIBHOTO pa3BHUTHA, MUHHCTEPCTBO NPOMBILINEHHOCTH U
toproBi Poccuiickoii Penepaunu BblIaeT OTAENbHbIE JULIeH3UH Ha BBo3 JXKHBJIC,
opopmieHHsle Ha Kaxpoe HaumenoBaHue JKHBJIC opgHO#  103MpOBKH,
JlekapCTBeHHOH (OpMbI M (POPMBI BBIITYCKa C YKa3aHHEM B HOMEpE JHIEH3UH KoJa
JXHBJIC.

4., MHUHHCTEPCTBO NMPOMBIILIJIEHHOCTH U TOproBiu Poccuiickoii ®eneparuu
npeAcTaBaseT HMHGOPMALHMIO O HOMEpe M JaTe JuueHsuu Ha Beo3 JKHBJIC
WHOCTPaHHBIX IpOM3BOAMTENEH, BBO3MMBIX Ha Tepputopuio Poccuiickoit
denepalnd, COOTBETCTBYIOLLYIO rpade 3 enuHol HOpMBl NpencTaBiIeHus CBeJCHHU
0 (aKTHYeCKHX LieHaX Ha JKU3HEHHO HEeOOXOAMMBIE M Ba)KHEWIINe JIeKapCTBEHHbIE
CpeACTBa MHOCTPAaHHBIX MpOM3BoAMTENEell M oObeMax HUX BBO3a Ha TEPPUTOPHIO
Poccuiickoit @enepanuu, a Takxke O (aKTHYECKHX OTITYCKHBIX IeHaxX, o0bemax
NIPOU3BOACTBA U OTIPY3KH XXU3HEHHO HEOOXOOUMBIX H BaXKHEHIINX JIeKapCTBEHHBIX
CPEe/ICTB POCCHHCKHMX IPOWU3BOJUTENEH B 3NEKTPOHHOM BHIe (naiee — Enunas
¢dopma), npenycMOTPEHHOH IpuiioxKeHneM Ne 1:
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B MHMHHCTEPCTBO 3[paBOOXPAHEHUS M COLMANBHOIO pa3sBUTHA PoccHiickol
Qepmepauu — exeMecsyHo, He mnos3aHee 10 uucnma Mecdna, CIEQYIOLIEro 3a
OTYETHBIM, Ha OyMa)KHOM HOCHUTEE;

B DepepanpHylo cilyx0y no Hamzopy B cdepe 3ApaBOOXpaHEHHS U
COLMANBHOTO PAa3sBUTHSA — €XEMECSYHO, He MO3AHee 5 YHClia Mecsla, CIeHyIoLero
33 OTYETHBIM, B 3JIEKTPOHHOM BuJe B popmare dbf — daitna;

B ®OenepalibHYI0 TAMOXXEHHYIO CIyk0y - e)XeMeCSyHO, He I03/iHee 5 yncna
Mecsla, CleIYIOIIEro 3a OTYETHBIM, B 3IEKTPOHHOM BUAe B (hopMmare dbf — daiina.

5. QenepanbHas TaMOXEHHas ciyx0a Ha OCHOBE JHIEH3HH Ha BBO3
JKHBJIC, BeinanHbx MUHHCTEPCTBOM NMPOMBIUIIEHHOCTH M TOProBilH Poccuiickoii
OQenepauny, QOpMHPYeT H MpEACTAaBIAeT HHGOPMALMIO, COOTBETCTBYIOLLYIO
rpaam 14, 15, 16, 17, 18 Exnunoit popmsr:

B MUHHMCTEPCTBO 31paBOOXpaHEHHs U COLUAIBHOTO pa3BuTHs Poccuiickoit
OQenepatn — eXeMecaYyHo, He nosgHee 10 uyHcna Mecsiua, crenylouero 3a
OTYETHBIM, B 3JIEKTPOHHOM BHJIE;

B QepepansHyro  cinyx0y no Hamsopy B cdepe 3IpaBOOXpaHeHHS H
'COLMAJIBHOTO Pa3BUTHUA — €XEMECAYHO, He MO3AHEE 5 Yuclia Mecsua, CIeayIoIero
3a OTYETHBIM, B JIIEKTPOHHOM BHJE.

6. @enepanbHast choyx0a mo Hamsopy B cdepe 3OpaBOOXpaHEHHS M
COLMANLHOrO Pa3BUTHA  pasMellaeT MH(GOPMAIMIO, COOTBETCTBYIOWIYK rpadam
1,2,4,56,7,8,9 10, 11, 12, 13, 19, 20, 21, 22, 23, 24, 25 Eaunoit hopMsl,
COTJIaCHO CBEACHUAM U3 [ 0CynapCTBEHHOTO peecTpa JIEKAapCTBEHHBIX CPEACTB,
0bobIaeT HaHHble, OMYYEHHBIE OT MHHHCTEPCTBA NPOMBILIEHHOCTH H TOPrOBIIH
Poccuiickoit ®ezepauun u DenepanbHoll TaMOXKEHHOH ciyx6bl, H pasMelnaer
Enunyio QopMy B 3NEKTPOHHOM BHAE Ha OQUUHMANLHOM calite (DegepanbHOMN
ciyXxO05l 10 Haa30py B cdepe 3ApaBOOXPaHEHHUS U COLUATBHOTO Pa3BUTHA B CPOK He
no3gHee 10 yncna Mecsina, CeayoWero 3a OTYETHBIM.

7. Tlopsnok unpopmanronHoro ooMeHa Mexay DenepansHoit ciryx6oit 1o
Haj30py B cjepe 30paBOOXPaHEHHs] M COLHAIBHOrO pPa3sBUTHS H MHUHHCTEPCTBOM
NPOMBILIUICHHOCTH U Toprosnu- Poccuiickoit ®enepauun, mexny ®PenepanpHoit
cyx0oif 1o Haa3opy B Cdepe 3IpaBOOXPAHEHHS M COLMAILHOTO pPasBUTHA H
OQenepaibHON  TaMOXEHHOH crlyxGoH, a Takke MexTy MHHHCTEPCTBOM
NPOMBIINIEHHOCTH U ToproBiu Poccuiickoft ®Penepaunu u  DenepansHoil
TAMOXEHHOH CIyx0O# ompesensercs CcorNamieHUsMH 06 WH(OPMALHMOHHOM
obMeHe.



[Tpunoxxenue Ne 3
K nmpukasy MuH3zapaBcolpa3Butus Poccuu,

Munnpomropra Poccuu v @TC Poccuu
o1 pendhs Al T LS | 2T

Hopagok
3aN0JIHeHHS eQnHOi# GopMbI NpeACTaBJICHHA CBEIEHMI 0
($aKTHYECKHX IeHaX HA KH3HEHHO HeoOXOoAUMbIe H BajKHeHIHe
JIeKapCTBEHHbBIE CPECTBA HHOCTPAHHLIX MPON3BOANTEeH 1 061emMax HX BBO3a
na repputopHio Poccuiickoii ®@egepanuu, a Takke 0 GaKTHYECKHX OTNYCKHBIX
neHax, o6bemMax NMPOoU3BOACTBA H OTIPY3KH KH3IHEHHO HEOOXOXHMBIX H
BaKHEHINHMX JIeKAPCTBEHHbIX CPeCTB POCCHIICKHX NMPON3BOAUTEIEH

[Tpu 3anoJHEeHUH €AUHONA (QOPMBI IPEACTABICHHS CBEACHUM 0 (aKTUYECKUX
lleHaX Ha J>W3HEHHO HeoOXOoAWMble W BaXKHEHILIHE JIEKapCTBEHHBIE CPENCTBa
MHOCTPaHHBIX TPOHM3BOIHUTENEH M o6bemMax MX BBO3a Ha Teppuropuio Poccuiickoi
denepanyy, a Taxke 0 GaKTHIECKUX OTIYCKHBIX LE€HaX, 00beMax MPOU3BOACTBA U
OTTPY3KH JKU3HEHHO HEOOXONMMBIX H BaXKHEHIUMX JIeKapCTBEHHBIX CDPEACTB
POCCHICKHX IPOM3BORUTENEH B SNEKTPOHHOM BHJE (nanee — Exunas popma):

1) B COOTBETCTBYIOIIMX CTPOKaX  YKa3plBAIOTCA  HaHMEHOBaHUE
de/iepanbHOrO OpraHa HCIONHUTENBHOH BJACTH M MEPHOX (MECsL), 3a KOTODBIH
TpeAcTaBiIseTCs NHGOpMaLys;

2) Brpade 1 ykaspBaeTCs INOPAAKOBBIA HOMED 3alHCH;

3) B rpade 2 ykasplBalOTCS HOMEp M JaTa cepTH(duKara (AeKIapaluu)

COOTBETCTBHS;
4) B rpaje 3 ykasplBaeTCs HOMED M JaTa JMIEH3WH Ha BBO3 XKH3HEHHO

HeOOXOMUMBIX M BaXKHEWIIMX JieKapcTBeHHbIX cpenctB (manee — JXKHBIJIC),
BBIJAHHOH MMHHMCTEPCTBOM MNpPOMBIIUIEHHOCTH W TOPIOBJIH Poccuiickoii
®enepaunvy;

5) B rpade 4 yKashIBaeTCs MEXAYHapOZHOE HENMAaTEHTOBAHHOE
gaumenosanue JXHBJIC B cootBercTBuM ¢ [lepeuHeM XH3HEHHO HEOOXONMMBIX H
BaXHEHIIHMX JIEKAPCTBEHHBIX CPEACTB, YTBEPKACHHBIM B YCTAHOBJIEHHOM IOPSIKE;

6) B rpade 5 yxassiBaetcs Topropoe HammeHosanue JKHBJIC, mox
KOTOPEIM OHO 3apETHCTPHPOBAHO;

7) B rpade 6 yxa3sbiBaetcs nekapcrBeHHas Gpopma JXHBJIC (pactsopst s
HHDBEKIH, TaOJIETKH, HACTONKH, CYIIIIO3UTOPUH H JP.);

8) Brpade 7 ykasbiBaercs gosuposka JKHBJIC,

9) B rpade 8 ykasbiBaeTcs konuuectso n03 XXHBJIC B notpeburensckoit
YIIaKOBKE;

10) B rpade 9 ykasbiBaercs Buf ynaxkoku JXHBJIC (amnynsl, 6nucTepsl,
(1aKOHEI, Ta4YKH KapPTOHHBIE U JIp.);

11) B rpade 10 yxa3piBaeTcs Biajelel] pErHCTPAlMOHHOTO Y AOCTOBEPEHUS
YKHBJIC — HauMeHOBaHWe U aJpec IOPUAMYECKOro JIMUA, Ha HMS KOTOPOro BbIAHO
pemc*rpauuormoe YOAOCTOBEPEHHUE,
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12) B rpage 1! ykaseiBaercs rocyAapcTBO, Ha TEPPHTOPHHM KOTOpPOIro
3aperiCTPUPOBaH BiaAenel] perucrpaudonHoro yaocroBepenaus JXHBIIC,

13) B rpadpe 12 yxasmBaercs ynaxkoBuwk JXHBJIC — ropuauyeckoe nunuo,
OCYLUECTBIAIOIIEE YIAKOBKY JIEKAPCTBEHHOIO CpPEACTBAa B MNEPBHYHYKO /WM
BTOPHYHYIO TIOTPEOHUTENBCKYIO YIIAKOBKY:;

14) B rpade 13 yka3splBaeTCa roCyHapcTBO, Ha TEPPUTOPHH KOTOPOTO
3apeructpupoBaH ynaxkosimuk XHBJIC;

15) B rpade 14 ykasbiBaeTCs HaHMEHOBaHWE HOPHANUYECKOrO JIHLA,
ocymecTaistoniero 8eo3 XXHBJIC na teppuropuio Poccuiickoit ®enepanui;

16) B rpade 15 ykassiBaeTrcs koamuecTBO BBeseHHbIX JKHBJIC B
JOTIONHUTENBHON SUHUIE U3MEPEHHS |

17) B rpade 16 ykasepiBaercst craTUCTHYeckas crtouMocTh KXHBJIC -
CTOMMOCTb JEKJIapHpYEMBIX JIeKapCTBEHHbIX CPEACTB, NpeAHa3HaueHHas A1g Lenei
(OpMHPOBaHHUS TAMOXXEHHO# CTaTUCTUKH BHELIHEH TOPTOBIH;

18) B rpade 17 ykasbiBaeTcs o6mias CTOMMOCTh BBe3eHHBIX JKHBJIC
(paccyMTBIBAETCA KaK CyMMa TaMOXEHHOH CTOMMOCTH, TaMOXEHHBIX cOOpoB 3a
TaMOXX€HHOe OOPMIIEHME TOBApOB H BBO3HOH TaMOXKEHHOM MOILIHHEI);

19) B rpade 18 yka3piBaeTcs naTa BHITYCKa TOBApa;

20) B rpade 19 yxaswpiBaercst opranuzauus — npoussoaurens JXHBJIC —
opraHu3sauus, ocyuwectsisowas npousBoactso JXHBJIC B  cooTBeTcTBHH C
TpeboBaHMAMH 3aKOHOAATeabCcTBA Poccuiickoii Menepanum;

21) B rpade 20 ykasblBaeTCs FOCYHapCTBO, Ha TEPPUTOPHH KOTOPOrO
3aperHCTPUpOBaHa opranu3sanus - npoussoaurens JXHBJIIC;

22) B rpade 21 yka3pIBaeTCsi KOJHYECTBO IIPOH3BENEHHBIX YITaKOBOK
JXHBJIC B HaTypanbHOM BhIpaKEeHHH;

23) B rpade 22 yka3piBaeTcsi 00L1as CTOUMOCTD NPOU3BENEHHbIX YIaKOBOK
JKHBJIC B cTOUMOCTHOM BBIpaXkeHUH;

24) B rpage 23 yka3piBaeTCs KOJNHYECTBO OTTPY)XEHHBIX yrakosok JXHBJIC
B HaTypaJlbHOM BBIpaXXK€HUH;

25) B rpade 24 yka3ssiBaetcs ¢dakTH4decKas oTmycknas nena JXHBJIC;

26) B rpade 25 ykaspiBaeTcs 00Ilasi CTOMMOCTb OTIPYXXEHHBIX YNaKOBOK
X HBJIC B CTOMMOCTHOM BBIPaXEHHH (KONMYECTBO OTIPYIKEHHBIX YNaKoBOK X
dakTHyeckas OTIyCKHas LieHa).

27) B Enunoii ¢gopme yKaspiBalOTCS MHHMLMANBI, (aMHIIMS PYKOBOLHMTENS
CTPYKTYPHOrO MNOApa3feNeHUs (enepalbHOTO OpraHa HCIOIHUTENBHOH BIACTH,
NPEACTABIAIOIEr0 CBENEHHs M paboTHHKa, 3anojHuBLIEro ¢QopMy, a TaKke
IOJDKHOCTh pabOTHHKA, HOMEp €ro KOHTaKTHOro TenedoHa M JaTa 3arOjHEHHS

¢opMbl.



