Mpukas MunsgpaBcoupaseutns Poccum N 961H, CT Poccmm N 527-a ot 03.11.2010 (peq. ot 08.10.2012) "O6
YTBEPXXAEHUN METOAMKN YCTAHOBIIEHWNS] MPOU3BOAUTENSMU FIEKapCTBEHHbIX MpenapaToB MpefernbHbIX OTMYCKHbIX
LUEeH Ha nekapCTBEHHble Mpenapartbl, BKIIOYEHHbIE B MEepevYeHb XWM3HEHHO HEeOOXOAMMbBIX W BaXHEWLIMX
nekapcTBeHHbIX npenapato" (3apeructpmpoBaHo B MuHiocte Poccnn 19.11.2010 N 18994).

B cootBeTcTBUM co cTaTben 61 depepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-9®3 "O6 obpalueHuu
nekapcTtBeHHbIx cpeacts" (CobpaHue 3akoHogaTenbcTBa Poccuiickon depepaumun, 2010, N 16, cT. 1815, N 31, cT.
4161) n nyHktom 1 NocTtaHoBneHus lMpasutenscrea Poccuiickon ®egepaummn ot 29 oktabpsa 2010 r. N 865 "O
rocy4apCTBEHHOM PEerynMpoBaHUM LEH Ha fekapCTBEHHble npenapatbl, BKIOYEHHble B MepeyeHb XU3HEHHO
HeobXoOUMbIX U BaXXHEMLLMX NekapcTBeHHbIX npenapaToB” ("Poccuiickas raseta" ot 3 Hosbps 2010 r. N 5328)
npvKasbiBaem:

YTBEpauTe npunaraemyio MeToauKky YCTaHOBMEHMS MPOM3BOAUTENAMW FEeKapCTBEHHbIX MNpenapaToB
npegenbHbIX OTMYCKHbIX LeH Ha NeKapCTBEHHbIe NpenapaThl, BKMOYEHHbIE B NEPEYEHb XN3HEHHO HEOBXOANMBIX U
Ba)KHEWLUNX NIEKAapPCTBEHHbIX NpenapaTos.
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METOOUKA
YCTAHOBJNEHUA NPOU3BOAUTENAMU NEKAPCTBEHHbIX NPEMNAPATOB
NPEAENBbHbIX OTNYCKHbIX LEH HA JIEKAPCTBEHHbBIE NPENAPAThI,
BKNIOYEHHBLIE B NEPEYEHb XXU3HEHHO HEOBEXOAUMbIX
M BAXXHEMLINX NEKAPCTBEHHbIX NMPEMAPATOB

Cnncok U3MeHSIIOLLMX JOKYMEHTOB
(8 pea. MNMpukasa MuHsgpasa Poccun N 400H, ®CT Poccun N 663-a
o1 08.10.2012)

|. Obwue nonoxeHus

1. Hactoswaa MeTtoguka onpeaendeT nNopAAoK pacdeTta npou3BoOUTENAMUN JIEKApPCTBEHHbIX MNMpenapaTtoB
npenenbHbIX OTNYCKHbIX LEH Ha JNIeKapCTBEeHHbIE npenaparTbl, BKIKOYEeHHbIE B NepeYeHb XXN3HEHHO HeobXxoaMMbIX U
BaXKHEMNLLNX JIeKapCTBEHHbIX MpenapaTtoB (,u,anee - NeKapCTBEHHbIE rlpenapaTbl).

Il. YcTaHoBnNEHME POCCUIACKMMUM NPOM3BOAUTENAMM NIEKAPCTBEHHbLIX
npenapaToB NpeAernbHbIX OTMYCKHbIX LiEH

2. PacyeT npefenbHbIX OTNYCKHbIX LEH Ha JfiekapCTBEHHbIe npenapaTbl POCCUNCKOro Mnpou3BOACTBA,
HaxogswWwmxcs B oOpaweHun Ha Tepputopum Poccuickon depgepaumn, NPOU3BOAMTCS  MCXogd U3
cpegHeB3BeLLEHHOW (haKTUYEeCKOM OTMYCKHOW LeHbl KOHKPETHOro fiekapCTBEHHOro npenapata 3a rog,
npegwecTByOWNA AaTe npeacTaBneHns npeaenbHON OTMNYCKHOW LieHbl MPOM3BOAUTENS Ha rocygapCTBEHHYHO
perncTpaumio, Ha OCHOBaHMM AaHHbIX 00 obbemax OTnycka fiekapCTBEHHOro npenaparta, NMOAroTOBEHHbLIX B
cootBeTcTBMM C npunoxeHmem N 1 k Hactoawen Metoguke. lNpeonaraemass K peructpaumm npegensHas
OTNYCKHas LeHa He MOXeT TMpeBblllaTb CpedHEB3BELUEHHYIO (akTUYeCcKylo LieHy OTnycka 3a rof,
npeaLwecTByOLWNA faTe npeacTaBneHns npeaenbHON OTNYCKHOM LeHbl NPOU3BOAUTENS Ha roCygapCTBEHHYHO
perncTpaumio, 3a MWCKMYEeHWeM cry4vaes, NpedyCMOTPEeHHbIX noanyHktamu "a" m "6" nyHkta 14 [paBun
rocyfapCTBEHHOW perncTpaunm npefenbHbIX OTMAYCKHbIX LeH Npou3BoauTenen Ha nekapcTBeHHble npenaparhl,



BKITIOYEHHbIE B NepeyeHb XU3HEHHO HEOOXOAMMbBIX U BaXKHEWLUMX NEKAPCTBEHHbIX NPenapaTtoB, YTBEPXAEHHbIX
noctaHoerneHuem lpasutenbctBa Poccuiickon ®epepauumn ot 29 oktabpsa 2010 r. N 865 "O rocyaapCTBEHHOM
perynMpoBaHuUM LEH Ha JleKapCTBEHHble MpenapaTbl, BKMOYEHHble B MNepevYeHb XXW3HEHHO HEeOoOXOAMMbIX W
Ba)KHEWLINX NeKkapCTBEHHbIX NpenapaTtoB” (danee - [pasuna), a Takke nyHkTamu 6 - 9 HacToswen Metoguku.
(8 pea. MNpukasa Munsgpasa Poccun N 400H, ®CT Poccum N 663-a ot 08.10.2012)

3. CpepHeB3BelLeHHasa hakTuyeckas OTMYCKHas LeHa POCCUMCKMX NPOU3BOAUTENEN Ha NeKapCTBEHHble
npenapaTbl paccynTbIBaeTcs no opmyrne:

Z (Lena ¢paxmuueckoeo omnyckax K —60 <*>)
Llena cpszenp = :
K —60 obwee <> >

<*> N3 obLiero KonmyecTBa UCKIHOYAKOTCH 3KCMOPTHbIE MOCTaBKM, @ Takke MOCTaBKW, OCYLLECTBIIEHHbIE B
paMKkax pasnuyHbIX BULOB r'yMaHUTapHOW NOMOLLN.

roe:

LleHa cpB3Bnp - cpegHeB3BeLleHHas LieHa Ha nekapCcTBEeHHbIM npenapat (Mo TOproBOMy HauMeEHOBaHMIO,
MeXAyHapO4HOMY HenaTeHTOBaHHOMY HaumeHoBaHuio (ganee - MHH), no3vpoBke (KOHUEHTpauun, akTMBHOCTM B
e[VHMLax OencTBus), nekapcTBEHHON hopMe, KONMYECTBY NIEKAPCTBEHHBIX (DOPM B MOTPEOMTENBCKON YNnakoBKe
(konuuyecTBy 003 B ynakoBke, 06bEMY) POCCUMCKOro NPON3BOANTENS, OTNYLLEHHOrO 3a rof) (pyonu);

2. CyMMa;

LleHa daktuyeckoro otnycka - pakTuyeckass OTNYCKHaA LeHa OAHOM MOoTPebuUTeNbCKOM YNakoBKU
nekapCcTBEHHOro npenapaTta (no ToproBomy HaumeHoBaHuto, MHH, gosupoBke (KOHUEHTpauun, akTMBHOCTU B
e[VHMLax OencTBuSA), nekapCcTBEHHON hOpMe, KONMYECTBY NIEKAapCTBEHHbIX (hOpM B MOTPEOUTENBCKOW yNakoBKe
(konuuyecTBy 003 B ynakoBke, 06beMy) poccuckoro nponssoautens) (pybnm);

K-BO - KONMMYECTBO yNnakoOBOK JlEKAapCTBEHHOroO npenapaTa (No ToproBoMy HaumeHoBaHutio, MHH, gosnposke
(KkOHLEHTpaUMK, aKTUBHOCTM B eAnHMLAX OENCTBUSA), NEKapCTBEHHON hopMe, KONMYECTBY fleKapCTBEHHbIX (hOPM B
noTpebnTENbCKON ynakoBke (KONMMYECTBY A03 B yNaKOBKE, 0ObEMY) POCCUIACKOrO NMPON3BOANTENS, OTIPYKEHHOE 3a
rog no OAHOM LeHe) (LUTYKKM);

K-Bo obuee - obLiee KONMYECTBO YNAKOBOK NEKapCTBEHHOro npenaparta (Mo TOProBOMy HauMEHOBaHWIO,
MHH, posupoBke (KOHUEHTpaUuUW, akTUBHOCTM B eOMHULAX AEWCTBMUS), FEKapCTBEHHOW ¢opMe, KONMU4ecTBy
nekapcTBeHHbIX )OpM B MOTPEOUTENLCKON ynakoBke (KONM4YecTBy 403 B ynakoBke, 06bemy), NpoM3BEeAEHHOro U
OTIPY>XEHHOr0 POCCUMINCKMM Mpomn3BoanTenem 3a rog) (LTyKu).

4. [ns nekapCTBEHHbIX NpenapatoB, He MNOCTynaBwuWx B ob6palleHne Ha Tepputopuo Poccurickon
depnepaummn B TeyeHMe roga, v ANs OPUrMHaNbHbIX NEKAPCTBEHHbIX MpPenapaToB POCCUACKUMU MPOU3BOANUTENAMMU
NeKapCTBEHHbIX MpenapaToB OCYLLIECTBSAETCA pacyeT pacxodoB, CBA3aHHbIX C pa3paboTKOW, NPOM3BOACTBOM,
peanu3aunen fekapcTBEHHOro npenaparta, NoAroTOBMEHHbIX B COOTBETCTBUM C MpunoxeHnem N 2 K HacTosiwen
MeTtoauke.

B ykasaHHOI hopMe NPOmN3BOANTENM NTEKAPCTBEHHbBIX NPenapaToB Mo KaXx4oMy NekapCTBEHHOMY npenapaTty
yKa3blBaloT:

npsiMble  pacxofpl, CBsI3aHHblE HEMOCPEACTBEHHO C BbIMYCKOM MPOAYKLMMW, BbINOMIHEHMEM paboT u
oKasaHueM ycnyr (Cblpbe U MaTepuansl, onnaTta Tpyda W Ha4yMCNeHUs Ha onnarty Tpyada paboTHMKOB, 3aHATbIX Ha
NpPOn3BOACTBE KOHKPETHOIrO NIeKapCTBEHHOTO nNpenapara);

HaknagHble pacxodbl - onpegenseMble B COOTBETCTBMM C [lmaHOM cyeToB OyxranmTepckoro ydeTta
(PUHAHCOBO-XO3ANCTBEHHOW AEATENbHOCTU OpraHmsaumi U WHCTPYKUMEN NO ero NPUMEHEeHWo, YTBEPXAEHHbIM
Mpukasom MuHuctepcTBa dmHaHcoB Poccurickon ®epepaumm ot 31 oktabpst 2000 r. N 94H "O6 yTBEpXAEHMM
nrnaHa cyeTtoB OyxranTepckoro y4yeta (pMHaAHCOBO-XO3ANCTBEHHOW OEATENbHOCTU OpraHu3auuin U UHCTPYKUUK MO
ero npumMmeHeHu" (No 3aknyeHnto MuHucTepcTea roctuuumn Poccunckon ®epepaumm Npukas B rocyaapCTBEHHON
peructpaumMm He HyxgaeTcs, nucbMo MuHiocta Poccun ot 9 Hosbpst 2000 r. N 9558-K0[1) ¢ m3meHeHusaMw,
BHeceHHbIMK [lpukasamu MwuHuctepctBa duHaHcoB Poccuiickon ®epepauumn ot 7 maa 2003 r. N 38H (no
3akniodeHnio MuHuctepctBa toctuumn Poccuiickor ®efepauun Npukas B rocydapCTBEHHOW perncrpauum He
HygaeTcs, nucbmo MuHiocta Poccum ot 16 mas 2003 r. N 07/4892-K0[0), ot 18 ceHTs6psa 2006 roga N 115H (no
3akntodeHto MuHuctepctBa toctnumm Poccuiickon Pepepauun pukas B rocygapCTBEHHOW perncrpavum He
HyxgaeTcs, nncbMo MuHiocta Poccun ot 27 oktabpsa 2006 r. N 01/9423-CB), o6Lenpon3BOACTBEHHbIE pacxoapl
(onnata Tpyaa M HauucneHwus Ha onnaTty Tpyda oOwenpousBOACTBEHHOIO WM BCMOMOraTenbHOro fnepcoHana,
pacxodbl Ha 3MEeKTPO3HEepruto, TennocHabxeHne n BogocHabXeHue, a Takke Ha TOMMMBO, aMOPTU3ALMOHHbIE
OTYMCMEHUS B YAaCTU OCHOBHbIX CPEACTB, UCMONb3yEMbIX HENoCPeACTBEHHO ANs MPOU3BOACTBA JIEKapCTBEHHbIX
npenapaToB, M ApYyrMe aHanormyHble Mo Has3Ha4YeHUo pacxodbl), OBLEXO3SNCTBEHHbIE pacxodbl (pacxonbl,
CBsi3aHHble C pa3paboTKon U peanu3aument NnekapcTBEHHbIX NpenapaToB, a Takke WHble aHanorMyHble pacxodsl B



cry4yae uX BO3MOXHOCTM OTHeceHuMss Ha cebecToMMOCTb MNpPOU3BOACTBA JIEKAPCTBEHHOrO Mpenapara,
NpeAyCMOTPEHHOWN YYETHOM NONIMTUKON NPON3BOANTENS Ha TEKYLLMIA (DUHAHCOBLIN o).

B cnyyae oTHeceHus 0OLENpPON3BOACTBEHHBIX U OOLLEXO3SNCTBEHHBIX PacxogoB Ha cebecToMmocTb
Npou3BOACTBa NEKapCTBEHHOMO npenapara, LeHa KOTOporo npeacTaBnseTcs Ha rocyaapCTBEHHYIO perucTpaumio,
npovsBoauTeNb [OMXKEH nNpeacTaBuTb MHGOpMauMio o crnocobe oTHeceHns u o6 obwem obbeme
06LLenpon3BoACTBEHHbLIX M OBLLEXO3ANCTBEHHBIX PacxXodoB, a Takke AaHHble, NO3BONSLWMe onpeaennts SON0
OT 06LenpomM3BOACTBEHHbBIX U OOLLEXO3ANCTBEHHbLIX PacxodoB, OTHOCMMYK Ha cebecToMMOCTb NPOU3BOACTBA
AaHHOTO fekapCTBEHHOro npenapara.

(8 pen. MNpwukasa Munsgpasa Poccun N 400H, ®CT Poccum N 663-a ot 08.10.2012)

5. MNpu npoBegeHnMn pacyeTa nNpedenbHOM OTMYCKHOW LEeHbl Ha NnekapCTBEHHble npenapaTtbl, Hapagy C
OaHHbIMW, NPeayCMOTPEHHbIMU MNYyHKTamMn 2 1 4 Hactoswen MeToauku, ydnTbiBaOTCH 3apermcTpupoBaHHble
npegenbHble OTNYCKHble LEHbl Ha aHarnorMyHble rnekapcTBeHHble npenapaTtbl - no MHH, posuposke
(kOHUEeHTpaumMK, aKTUBHOCTM B eAnHMLAX AENCTBUS), NeKapCTBEHHON hopMe, KONMYECTBY fiekapCTBEHHbIX (hOpM B
noTpebnTenbCKON ynakoBke (KONMMYECTBY A03 B yrMakoBke, 0ObeMy) Ha OCHOBaHUU CBEAEHWUW, NOATOTOBIEHHBIX B
cootBeTCcTBMM npunoxeHvem N 3 Kk HacToswen MeToguke; B cCriydyae Hanmuvuusa aHanormyHoro nekapcTBEHHOro
npenapata no MHH, fo3npoBke (KOHUEHTpaumKn, akTMBHOCTU B eAnHMLaxX AeNCTBUA), NekapcTBEHHOW dhopmMe, HO
OTSIMYHOTO MO KOMWYECTBY NEKapCTBEHHbIX (POPM B MOTPEOMTENBCKOW ynakoBke, pacyeT npeaernibHON OTMyCKHOW
LeHbl MPON3BOANTENSI MPOU3BOANTCH NCXOAA M3 CTOMMOCTU OAHOW NnekapcTBeHHoW hopmel. [1pyn 3ToM 3asBneHHas
Ha rocygapCTBEHHYK perucTpaumio npegernbHas OTMNyCKHas LeHa Ha neKkapCTBEHHbIM npenapaTt He [AorkHa
npeBbllaTh MakCuMarnbHY0 3apermcTpMpoBaHHyo NpeaenbHY0 OTMYCKHYIO LLeHY Ha aHarnorMyHbl NieKapCTBEHHbIN
npenapaT, npousBedeHHbI Ha Tepputopun Poccuinckon ®egepauun, nnbo, B cnyd4ae ero OTCYTCTBUSA,
MaKCUMarnbHYI0  3aperucTpupoBaHHY0 MpedernbHY  OTMYCKHYK LUeHY Ha aHanornyHbli  MHOCTPaHHbIV
NeKapCTBEHHbIN NpenapaT, Haxoaswunes B rpaxagaHckom obopoTte Ha Tepputopumn Poccuiickon ®epepauun. MNpu
3TOM B Cfny4asix, yCTaHOBJEHHbIX noanyHkTamu "a" un "6" nyHkTta 14 MNpaBun, a Takke NyHkTaMmu 6 - 9 HacTosLEeN
MeToauvku, npu npoBeaeHUn pacdeta npefenbHon OTNYCKHOW LieHbl Ha NekapCcTBEHHbIM npenapart, LeHa KoToporo
ABMNSIETCA MakCMManbHOW Cpeay aHanornyHblX fekapcTBeHHbIX npenapatoB no MHH, fo3npoBke (KOHUEHTpaumu,
aKTUBHOCTM B eAuHuMuax AencTBusl), JieKapCTBEeHHOW (opMe, KOMMYECTBY JeKapCTBEHHbIX (OpM B
noTpebnTenbCcKkon ynakoBke (KONMYECTBY 003 B YNakoBKe, 0ObeMy), 3aperncTpupoBaHHble NpeaenbHble OTNYCKHbIe
LeHbl Ha aHanorM4YHble NekapCcTBEHHbIE NpenapaTthl He YYNTbIBAKOTCS.

(8 pea. MNpukasa Munsgpasa Poccun N 400H, ®CT Poccum N 663-a ot 08.10.2012)

6. MNpegenbHasa oTNyCkHas LeHa Ha NekapCTBEHHbIN npenapaT npyu ee nepeperncTpaumn paccyuTbiBaeTcs
Ha OCHOBaHUKM AaHHbIX 06 obbemMax OTnycka NekapCTBEHHOro mnpenapaTa, MOArOTOBIIEHHbIX B COOTBETCTBUM C
npunoxeHnem N 1 kK HacTosiwen MeToauke.

B cnyyae, yctaHOoBneHHOM noanyHKToM "a" nyHkTa 14 Mpasun, 4ONOMHUTENbBHO OCYLLEeCTBNAETCA pacyeT Ha
OCHOBaHUWM [AaHHbIX, NOArOTOBMEHHbLIX B COOTBETCTBMU C npurnoxeHuem N 2-n "PacyeT npefenbHbIX OTMNYCKHbIX
UeH Ha nekapcTBeHHble npenapaTbl POCCUMUACKOrO MNPOM3BOACTBA, MpPeACcTaBnseMblX Ha rocyaapCTBEHHYIO
nepepeructpauunto” no npunaraeMmon opme k HactosLen Metoguke.

(B pea. MNpukasa Munsgpasa Poccun N 400H, ®CT Poccum N 663-a ot 08.10.2012)

7. TpepenbHas OTNyCKHas LeHa Ha NeKkapCTBEHHbIM MpenapaTt npu ee nepeperncrpaumn B criyyas,
YCTaHOBMEHHbIX NoANyHKTOM "a" nyHkTa 14 NMpaBun, NognexuT yBenuyeHuio:

a) B 4acTu Cbipbf M MaTepuanoB - Ha BENUYMHY YOOPOXaHusl, MOATBEPXAEHHYIO COOTBETCTBYHOLLUMMU
KOHTpakTamy CO CpoKaMu OEeWCTBUS, 3aBepLlalolUMUCSH HE paHee YeM Yepes LecTb MecsueB OT AaTtbl nogayu
3asBreHNs;

0) B YacTu HaknagHbIX pacxofoB - Ha BEMUYMHY U3MEHEHUS] YKasaHHbLIX PacxodoB B CIlydYae yBENMYeHUs
TapndoB Ha SMEKTPOSHEPruo, TemnsocHabxeHne, BOAOCHAOXeHVWE W UeH Ha TOMMnMBO, MNOATBEPXKAEHHbIX
COOTBETCTBYIOLUMMN [AOKYMEHTaMW, a TakkKe Ha BeNnnuYuMHY YBENUYEeHUS amMOopPTU3aLMOHHBLIX OTYMCIEHUWA MO
OCHOBHbIM CpecTBaM, UCMONb3yeMbIM HEMNOCPEACTBEHHO ANS NPOU3BOACTBA NeKapCTBEHHbLIX NpenapaTos, Mnpu
npeaocTaBneHun JOKYMEHTOB, MOATBEPXKAALLNX BBOA COOTBETCTBYIOLLMX OCHOBHbLIX CPEACTB B aKCMnyaTauuio.

BenuuvHa yBenuyeHus 3aperucTpvpoBaHHOW MpeadenbHON OTMNYCKHOW LeHbl He [AOMkKHa npeBbllaTtb
NPOrHo3npyemMbin YpoBeHb MHNALMN TEKyLero roga, ycTaHoBNeHHbI defepansHbiM 3aKOHOM O dhefepansHoOM
OlompKeTe Ha ovepeHON (PMHAHCOBbLIV FOA U Ha NITAHOBLIN NEPUOA.

(ab3au BBegeH Mpukazom MuHsgpaea Poccum N 400H, @CT Poccum N 663-a ot 08.10.2012)

8. B pacyeT npefenbHOM OTNYCKHOM LieHbl HA NeKapCTBEHHLIN NpenapaT npu ee nepeperncrpayum B cnyyae,
yCTaHOBMEHHOM NMOANYHKTOM "a" nyHkTa 14 lNMpasur, He NpUHMMaeTCa yBenuyeHne HaknagHblX pacxonoBs B criyyae
n3MeHeHns cnocoba OTHeCeHUs O6LLEenPON3BOACTBEHHbBIX U OOLLEXO3ANCTBEHHBIX PacxodoB Ha cebecToMMOCTb
NneKkapCcTBEHHOro npenaparta, a Tawke B Cry4yae W3MEHEHWs 3HavYeHWs MokasaTenemn, MWCnofb3yeMbiX B
COOTBETCTBMM C  YYETHOW MONMUTUKOW MNPOM3BOAMTENS AN OTHECeHMs  OBLLEenPOU3BOACTBEHHbLIX W
06BLLEXO3ANCTBEHHBLIX pacxo4oB Ha cebeCcTOMMOCTb fleKapCTBEHHOrO npenapara.

B cootBetctBUM c lMpukaszom MunzgpaBa Poccum N 400H, OCT Poccum N 663-a ot 08.10.2012 nyHkT 9



nocrne croB "Ha NPOrHO3UPyeMbln YPOBEHb WHMMAUMK" OOMOMHEH crioBamMu "TeKywlero roga, YCTaHOBIEHHbIN
denepanbHbIM 3aKOHOM O cheaeparnbHOM GomKeTe Ha ovepefHOM (PUHAHCOBLIN rog U Ha MaHoBbIM Nepuog”.

9. lNpepenbHass OTNyCKHas LiEeHa Ha NekapCTBEHHbIN nNpenapaTt npu ee nepeperucrpaumm B criyyae,
yCTaHOBMNEHHOM noAnyHkToMm "6" nyHkta 14 [llpaBun, nNognexuT yBEnUYEHUI0 Ha MPOrHO3upyembl YpPOBEHb
WHNSUMK, YCTaHOBIEHHbIM doegepanbHbIM 3aKOHOM O doefepanbHoMm GrogkeTe Ha odepeaHon OUHAHCOBLIN oA
M Ha MNaHoOBLIN Mepuof, B Criydae, ecnv CpedHeB3BeLLeHHas (hakTnyeckas OTMYCKHasl LieHa Ha NeKapCTBEHHbIN
npenapaT 3a Mepuod, WCTEKWMA C MOMEHTa perucTpauum (nepepeructpaumm) UeHbl, Oblma  Hmke
3aperucTpupoBaHHOM Ha 9TOT Nepuod UeHbl He ©Ooree 4Yem Ha MNpPOrHO3Mpyembli YPOBEHb MHASALMK,
YCTaAHOBMEHHbIN Ha TeKyWwMh (UHAHCOBLIM rog denepanbHbiM 3akoOHOM O degepanbHoM brompkeTe Ha
COOTBETCTBYHOLWMIA PMHAHCOBBIV 04 U Ha NMaHOBLIN Nepuog.

[ll. YcTaHoBNEHNe MHOCTPaHHbIMU NPOM3BOAUTENSAMU
nekapcTBEHHbIX NpenapaToB NpeaenbHbIX OTNYCKHbIX LieH
Ha NnekapCTBEHHbIe npenaparhl

10. PacyeT npegernbHbIX OTMAYCKHbIX LIEH Ha NeKkapCTBEHHble npenapaTbl MHOCTPaHHbIX NPOU3BOAUTENEN,
Haxogswmxca B oOpaweHun Ha Tepputopum Poccuiickon ®depepaumv, nNpousBoguTCs  UCxogs U3
CpeOHeB3BELUEHHOW (PaKTUYECKON UeHbl BBO3a KOHKPETHOrO NeKapCTBEHHOrO npenapaTta 3a rog C y4eToMm
pacxodoB, CBA3aHHbIX C TaMOXEHHbIM OMOpMIEHNEM (TaMOXEHHOM MOWMHbI U TaMOXeHHbIX cOOopoB 3a
TaMoXXeHHoe O0OpPMIIEHME), N TPaAHCMOPTHBIX PacxXOAoB, MPelWecTBYOWMA gaTe nNpeacTaBieHus NpeaerbHONn
OTMNYCKHOW LieHbl NPOM3BOAMTENS HA rOCY4apCTBEHHYIO PErMcTpaumio, Ha OCHOBaHMU cBedeHun o6 obbemax BBO3a
nekapCTBEHHOro npenapaTta, NoAroTOBMEHHbIX B COOTBETCTBUM C npunoxeHvem N 4 k HacToswen MeTtoauke.

Mpegnaraemasa K permcTpaumun npegernbHas OTMYCKHAs LeHa He MOXeT npeBbiaTb CPeOHEB3BELLUEHHYHO
haKkTUYECKyl0 LeHy OTnycka 3a roA, npeawecTBylOWMA faTe MpeacTaBreHus npenernbHOM OTMYCKHOW LiEeHbI
npou3soauTens Ha rocyaapCTBEHHYIO perncTpauuio.

11. CpegHeB3BelleHHas dakTnyeckad LeHa BBO3a JIEKApPCTBEHHOro Mnpenaparta  MHOCTPaHHOro
npoussoauTens paccyuTbiBaeTcs no oopmyne:

I Z (lena gpaxmuueckoeo 6so3ax K —60 <™ >)
ena cpe3e = ,
K —60 obwee <™ >

<*> W3 obwero konuyectBa MWCKNIOYAOTCA MOCTaBKW, OCYLECTBMIEHHbIE B paMKax pasfu4yHbIX BUAOB
ryMaHuTapHom noMoLuu.

roe:

LleHa cpB3B - cpeHeB3BeLLleHHas LeHa Ha NekapCTBEHHbIN npenaparT (Mo ToproBoMy HaumeHosaHuo, MHH,
003MpoBKe  (KOHUEHTpauuW, akTUBHOCTWM B eAuHuuax [AencTBusl), NeKapCTBEHHOW dopMe, KOnmnyecTBy
nekapcTBeHHbIX hopM B noTpebutenbckor ynakoBke (KONMMYECTBY [03 B YMNakoBke, 0OBbeMy) WHOCTPAHHOro
npousBoauTensi, BBE3EHHOro 3a rog) (pyonu);

2-cymma;

LleHa dakTnyeckoro BBO3a - akTnyeckass BBO3HaAsi LieHA OOHOW MNOTPeOUTENbCKOM  YNakoBKU
nekapcTBeHHOro npenaparta (No ToproBoMy HaumeHoBaHuio, MHH, goaupoBke (KOHUEHTpauUuW, akTUBHOCTWU B
e[VHMLax OeNCcTBUs), nekapCTBEHHON hOpMe, KONMYECTBY NIEKAapCTBEHHbLIX (hOpPM B NMOTPEOUTENBLCKOW ynakoBKe
(konuyecTBy 003 B ynakoBke, 00beMy) MHOCTPaAHHOIO nNpoussoanTens) (pybnu);

K-BO - KONMMYECTBO YNakOBOK MeKapCTBEHHOro npenapaTa MHOCTPaHHOro npou3soauTens (N0 TOProBoMy
HanmeHoBaHuio, MHH, ao3mpoBke (KOHUEHTpaLuMu, akTUBHOCTU B eAnHULAx AeNCTBUS), NekapCTBEHHON bopMe,
KONMMYeCTBY INeEKapCTBEHHbIX ¢opM B MNOTpebuTensckom ynakoBke (KONMYECTBY A03 B YMNakoBke, 00bemy),
BBE3E€HHOMY npou3BoauTenem (MMNopTepoM) 3a rog no OHOW LeHe) (LUTYKK);

K-Bo obuee - obLiee KONMYECTBO YNAKOBOK NEKApCTBEHHOro npenaparta (Mo TOProBOMYy HauMEHOBaHWIO,
MHH, posupoBke (KOHUEHTpauuW, akTUBHOCTM B €4MHULAX AEWCTBMUS), FEKapCTBEHHOW ¢opMe, KONU4YecTBy
NEeKapCTBEHHbIX (hopM B MNOTPEOMTENBCKOM YyMakoBke (KONMMYECTBY 003 B YMNakoBKe, 00bemy), BBE3EHHOro
npoussogutTenemM (MMNOpPTEPOM) 3a roa) (LUTyKm).

12. [ns nekapcTBEHHbIX NpenapaToB, He MNOCTynaBwux B obpaleHve Ha Tepputopuio Poccuiickon
depepaumm B TeyeHWe roda, W ANA  OpUrMHanbHbIX  NEKAPCTBEHHbLIX MNpenapaToB  MHOCTPaHHbIMU
npousBoauTENsaMM YyKasblBAeTCA pasMep MWHMMarbHOW OTMYCKHOW LeHbl NPOWM3BOAUTENSA Ha NeKapCTBEHHbLIN
npenapaTt B rocyaapcrse MNpou3BOAMTENS W APYrUX rocygapcTeax, B COOTBETCTBMM C npunoxeHnem N 5 k
HacTosilen MeToaunke, C y4eTOM pacxofoB, CBA3aHHbBIX C TAMOXEHHbLIM OOPMIIEHNEM (TaMOXEHHOW MOLUMMHBLI 1



TaMOXEHHbIX COOPOB 3a TaMOXeHHOe OdOopMIIEHME), W TPAHCMOPTHLIX PAaCXOA4OB, MOATOTOBMIEHHbLIX B
cooTBeTcTBMM C npunoxeHvem N 6 k HacToswen Metogmke. lNpegnaraemasi K peructpauum npegenbHas
OTMNycKkHas ueHa 06e3 yyeTa pacxOdoB, CBA3AHHbIX C TaMOXEHHbIM OMOPMIEHMEM (TaMOXEHHOW MOLMWHBLI U
TaMOX€EHHbIX COOPOB 3a TaMOXEHHOEe OOPMIIEHUE) U TPAHCMOPTHLIX PacxofoB HE MOXET MpeBblllaTb pa3mep
MWHUMaNbHOW OTMNYCKHOW LeHbl NPOM3BOAMTENS Ha [daHHbI fEeKapCTBEHHbIA npenapaT B rocyaapcrsee
npov3BoaUTENS N ApYrnx rocyaapcraax.

(8 pea. MNpukasa Munsgpasa Poccun N 400H, ®CT Poccum N 663-a ot 08.10.2012)

13. MNMpn npoBegeHuMn pacdeTa NpedenbHOM OTMYCKHOW LEHbl Ha NeKapCTBEHHble npenapaThl, Hapsgy C
OaHHbIMW, NPeayCMOTPEHHbIMU NyHkTamyn 10 1 12 HacToswen MeToAWMKW, YYUTbIBAOTCA 3aperncTpupoBaHHble
npegernbHble OTNYCKHbIE LieHbl Ha aHanorM4Hble nekapcTBeHHble npenapatel (Mo MHH, gosmpoBke (KOHUEHTpauuw,
aKTMBHOCTM B eAuHMuax [OencTBus), JeKkapCTBEHHOW opMe, KOMMYEeCTBY JleKapCTBEHHbIX ¢opM B
noTpebnTenbCKON ynakoBke (KONMMYEeCTBY A03 B yNakoBKe, 00beMY)), HA OCHOBaHUWM CBEAEHWUI, NOATOTOBIIEHHbIX B
cooTBeTCcTBMU ¢ npunoxeHvem N 3 kK HacToswen Metoauke (B cnyyae Hanvyinsi aHanormyHoro neKkapCTBEHHOTO
npenapata no MHH, fo3npoBke (KOHLEHTpaLmMKn, akTMBHOCTU B eAnHMLAX OeNCTBUA), NekapCcTBEHHON opMe, HO
OTJIMYHOTO MO KOMNWUYECTBY NEKAPCTBEHHbLIX (POPM B MOTPEOMTENBCKON yNakoBKke, pacyeT npeaesibHON OTMYCKHOW
LeHbl NpOu3BOAMTENSA MNPOM3BOOUTCA WCXOAS M3 CTOMMOCTM OOHOW nekapCcTBeHHow ¢opmbl). [pu aTtom
3asiBNEHHas Ha rocyaapCTBEHHYK perncTpauuio npegenbHas OTnyCckHas LeHa Ha NekapCTBEHHbIN npenapart He
OOJDKHA MpeBblllaTb MakCMMarbHYK 3aperncTpypOBaHHY0 MNpedernbHY OTMYCKHYH LEeHYy Ha aHanorumyHbIn
nekapCTBEHHbIN Npenapar, HaxogsaLWmnNcs B rpaxkaaHckoMm obopoTe Ha Tepputopun Poccuinckon eaepaumn.

Mpunoxexne N 1

kK MeToauke ycTtaHOBNeHUS
NPOM3BOAUTENSAMU NEKAPCTBEHHbBIX
npenapaToB NpeaerbHbIX OTMYCKHbIX
LLeH Ha NekapcTBEHHbIE NpenaparTsl,
BKIMOYEHHbIE B NEPEYEHb XXU3HEHHO
HeobX0OUMbIX U BaXKHEMLLNX
neKkapcTBEHHbIX NpenapaTtos,
yTBEepxaeHHon lNMprkasom
MwuH3agpascoupassutna Poccun

n ®CT Poccun

oT 3 Hos16ps1 2010 1. N 961H/527-a



Mpuka3 MuHagpascoupassutust Poccum N 961H, ®CT Poceun N 527-a ot 03.11.2010
(pea. ot 08.10.2012)
"O6 yTBEPXOEHUN METOAMKM. .

[okymeHT npepoctasneH KoHcynbTaHTlnoc
[ata coxpaHeHusi: 06.03.2016

CBemeHusa o6 obbeMax OTIyCKa JIEKAPCTBEHHOTO IpelapaTra

(HamMeHOBaHUeE OpI‘aHMBaLLMM-BaFIBMTeJ’IH)

N HamMeHOBaHMe JlekapcTBeHHAA KommuecTtBO B KommuecTBO CpenHep3BelleHHAA ObBeM
n/m |JlekapCTBEHHOTO Hpenapara [dopMma, OO3MPOBKA |[MOTPeBUTENHCKOM OTIYWEHHOT'O baxkTnueckasa LeHa peanmsaumnm
Wi YIIaKOBKE JIEKAPCTBEHHOTI'O OTIIyCKa JIEKAPCTBEHHOTI'O
MHH <*> ToprioBoe KOHLEeHTpaum-, npemnapara JIEKaPCTBEHHOT'O npemnapara
HasbBaHne obweM, npenapara 3a
AKTUMBHOCTL B IOTPEebUTEIbCKYIO
eIVHMIIax YyIIaKoBKY (6e3
neicTBuA HIC), py©.
TEIC . TEIC . oTdeT TEIC. PyO.
T pyO.
1 2 3 4 5 6 7 8 9
HONOJIHUTEJIEHO B  3JIEKTPOHHOM BuUIe MNPEeNCTaBJIAKNTCH OaHHEE (ee} obbeMax
peanmusauMM JIEKAPCTBEHHEIX [penapaToB 10 BCeM (QaKTMUeCKMM LieHaM M UX oObeMy

3a NpeluecTBYOUUM IT'On.

<k > MexnyHaponHoe HellaTeHTOBaHHOE HaVMEeHOBaHMe.

PyKOBO,J:[M'I‘e.Hb OpPraHMn3aummn-—3aaBUTEIIA

(mogmnmce) (©.1.0.)
M.II
Ncnonuurens (&.M.0., TemnedoH)
(mommnmce) (©.1.0.)
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Mpuka3 MuHagpascoupassutust Poccum N 961H, ®CT Poceun N 527-a ot 03.11.2010
(pea. ot 08.10.2012)
"O6 yTBEPXOEHUN METOAMKM. .

[okymeHT npepoctasneH KoHcynbTaHTlnoc
[ata coxpaHeHusi: 06.03.2016

CnnCcoK 3MEHSIHOLLNX JOKYMEHTOB

(B pea. MNpwukasa Munsgpasa Poccumn N 400H, @CT Poccumn N 663-a
o1 08.10.2012)

PacueT NpemesibHEIX OTIIYCKHEIX IIeH
Ha JIEKapCTBEHHBE MNpenapaTh POCCUMCKOTO MNPOM3BONCTEA,
NpencTaBJISeMBIXx Ha TOCYIAaPCTBEHHYID PerucTpaluio

MpunoxeHue N 2

kK MeToauke yctaHOBNeHUst
NPoOn3BOANTENSAMM NTEKAPCTBEHHbLIX
npenapaToB npeaeribHbIX OTMYCKHbIX
LleH Ha fnekapCcTBEHHbIE Npenaparhl,
BKITHOMEHHbIE B NepeYeHb XXU3HEHHO
HEeo0X0aMMbIX U BaXKHELLNX
neKapcTBEHHbIX NpenapaTtos,
yTBEpxaeHHou MNpukasom
MwH3agpascoupa3ssutua Poccum

n ®CT Poccuum

oT 3 Hoa6ps1 2010 r. N 961H/527-a

(HaMMeHOBaHMe OpI‘aHMBaLLMM—BaFIBMTeJ'[FI)
N HasBaHUe JlexapcTeeHHasa | Kon-BO [IpsaMele pacxomsl OBUenpPOM3BOICTBEHHEE pPacxompl <**> ObumexozaiicTBeHHble |llpu-|PeHTa-|0TnyckHas
/1 | IeKapCTBEHHOTO dbopwma, B IO-— pacxomel <**> OpUIb |Besib— |LeHa 3a
npenapara IO3MPOBKA WM | Tpebu-— HOCTb |noTpebu-—
KOHLIEHTpauus, | Teabc— [MaTe- [CHpbe |3apa— |3aplijaTa |3JIeKTPpo-|aMopTu-— npo- |paspa-|peanu-|npo-— TEeJIbCKYIO
MHH |Toprosoe obbweM, KoM puraJL 6oTHaAa |obwenpo—- |3Hepruda, |3aumusa une 6oTka |[3aumua |[due VIIaKOBKY
Ha3BaHUE |aKTUBHOCTL B |yna- njaTa |M3BOACT- |Teljo- OCHOBHEIX |<***> LKKHAS (Bes
eIMHnLIaX KOBKE <F> BEHHOTO cHabxe—- |cpencrTs, HIC) ,
OeMiCTBUSA M BCIIO— HMe, BO— |MUCIOJIb-— pyo.
MOTaTeJlb— [ JOCHab— | 3yeMBIX
HOT'O KeHre U |IOJas Ipo-—
IepcoHaJsa | TOIIMBO |M3BOIOCTBA
1 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18
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Mpuka3 MuHagpascoupassutust Poccum N 961H, ®CT Poceun N 527-a ot 03.11.2010
(pea. ot 08.10.2012)
"O6 yTBEPXOEHUN METOAMKM. .

[okymeHT npepoctasneH KoHcynbTaHTlnoc
[ata coxpaHeHusi: 06.03.2016

<F> BapaboTHasda njara PaboOTHUKOB, BAHSATEIX Ha NPOU3BOLCTBE
(HenocpeICTBEHHO) KOHKPETHOT'O JIEKaPCTBEHHOT'O npenapaTra, BXOOAWIETO B
nepedeHb XHBIJIII.

<**> HakJjlaOHBHE PaCXOIH.

<*¥**> OTHOCATCS Ha ODWENPOM3BOINCTBEHHBIE UM OOMEXO3AMCTBEHHEE PACXONH B
COOTBETCTBMM C I[IJIaHOM CUETOB OyXTaJITepPCKOIO ydeTa (QMHaHCOBO-XO3SMWCTBEHHOM
OesaTeJIbHOCTM OpTaHM3alMui UM MHCTPYKUMEN IO €I'0 IIPUMEeHEHM 0, YTBEepPXIeHHOM
nprkasoM MuHMCTepcTBa ¢uHaHCOB Poccuiickoy demepaumm oT 31.10.2000 N 94H.

PykoBomuTesb OPTaHMN3alM—3aABUTEIIA

(mommomcso) (®.1.0.)

Wcnonuurens (&.M.0., TenedoH)

(mopmmmcso) (®.1.0.)

Cnncok namMeHsitoLLnx OOKYMEeHTOB

(BBegeHo MNpukazom MuHsgpasa Poccun N 400H, ®CT Poccum N 663-a

ot 08.10.2012)

PacueT mNpemesyibHEIX OTIYCKHBIX II€H
Ha JIEKApPCTBEHHHE MIpenapaTh POCCUMCKOTO MNPOM3BOINCTEBA,
IpencTaBJIgeMEXx Ha TOCYIAaPCTBEHHYW IepeperucTpaluio

Mpunoxexne N 2-n

k MeToauke ycTaHOBNEHUsI
NPOn3BOOUTENSAMM NTEKAPCTBEHHbIX
npenapaToB NpeaesibHbIX OTMYCKHbIX
LeH Ha NekapcTBEHHbIE NpenapaTbl,
BKIMOYeHHble B nepeyeHb XKHBJIM
YTBEPXAEHHOWN NPUKa30M
MwH3agpascoupa3ssutua Poccum

n ®CT Poccuum

oT 3 Hos16ps1 2010 r. N 961H/527-a
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Mpuka3 MuHagpascoupassutust Poccum N 961H, ®CT Poceun N 527-a ot 03.11.2010

(pea. ot 08.10.2012)
"O6 yTBEPXOEHUN METOAMKM. .

[okymeHT npepoctasneH KoHcynbTaHTlnoc

[ata coxpaHeHusi: 06.03.2016

(HamMeHOBaHUeE OpI‘aHMBaLLMM-BaFIBMTeJ’IH)

N HasepaHue [IpsaMBEle pPaCXOIEL OBmenponu3BOACTBEHHEIE pPacxonel <*> OTnyckHasa LieHa 3a
n/mn |JexapCTBEHHOTO IOTPEBUTEJIbCKYIO
mpenaparTa MaTepMasibl CEIPBE BJIEKTPOSHEPTUA, aMopTr3aumsg VIIAKOBKY
TenjiocHabxeHue, OCHOBHEIX CpPeNCTB, (6es HAC), pyod.
MHH TOPTOBOE BOLNOCHaOXeHMEe U MCIIOJIb 3YEMBIX
Ha3BaHUe TOILJIMBO IJId TIPOM3BOILCTBAa
baxT |miaH % baxT rJIaH % bakT JiaH % baxT nJjaH % dbaxT rnJjaH %
yBeInd. yBeInd. yBeaud. yBenud. yBenud.
1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18
<*> HaxkJjlagHEE PaCXONH.
PyxoBomomuTesb OpraHM3alLUM-3aaBUTEIA
(mommnmce) (®.1.0.)
M.II
Vcnonuurens (©.M.0., TejedoH)
(mommnmce) (®.1.0.)
Mpunoxexne N 3
k MeToauvke ycTaHOBNEHUst
npon3BognTenaMun nekapCcTBEeHHbIX
npenapaToB npegerbHbIX OTMYCKHbIX
LeH Ha NeKkapCTBEHHbIe npenaparhbl,
BKINO4YeHHble B nNepeYvYeHb XXN3HEHHO
HeobXoAMMbIX U BaXKHENLLIMX
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Mpuka3 MuHagpascoupassutust Poccum N 961H, ®CT Poceun N 527-a ot 03.11.2010
(pea. ot 08.10.2012)
"O6 yTBEPXOEHUN METOAMKM. .

[okymeHT npepoctasneH KoHcynbTaHTlnoc
[ata coxpaHeHusi: 06.03.2016

OBbocHOBaHUe IIpeneJyiIbHEIX OTIIYCKHEIX ILI€H Ha JIEKapCTBEHHEBIE

IIperiapaTel, BKJIIOYWEHHEBEIE B II€epedeHb XM3HEHHO HeODXOOMMEIX

Y BaXHeMMX JIEKAPCTBEHHEIX IIpellapaToB, IIpelcTabBJIdAE€MBIX
Ha TOCYyIapCTBEHHYI PerrMcTpaliMio

nekapCTBEHHbIX NpenapaTos,
yTBEpXaeHHou MNpukasom
MwuH3zgpascoupassutus Poccun

n ®CT Poccun

oT 3 Hos16pa 2010 r. N 961H/527-a

(HaMMeHOBaHMEe OpTraHM3aAlLUM-3aABUTENII)
N HammMmeHOBaHMe JlexapcTBeHHas |Konmuec- [IpoexT BaperucTpMpoBaHHasa IpenejibHasg BaperucTpupoBaHHas npenejibHas
n/n |JexapcTBEHHOTO bopwma, TBO B IIO— |OTIYCKHOM OTNyCKHAS lleHa Ha AaHAJIOTMYHEI OTNyCKHAaf lleHa Ha aHaJIOTMYHEI
npenapara OO3MPOBKa WM |Tpebu- LeHE 0e3 JleKkapCTBEHHHM npenapatT (nmo MHH, JIekapCTBEHHEM NpenapaT (no MHH,
KOHLEHTPpAaUMsa, |TeJbCcKOoM HIOC OOBMPOBKE WMJIM KOHIIEHTPALWM, OOBMPOBKE MJIM KOHLEHTPALWN,
ofweM, yIIaKOBKe (pyBmm) o00OBeEMY, aAKTMBHOCTM B eIOMHMIIAX obbeMy, aKTMBHOCTM B eIOMHMIIAX
AKTMBHOCTEL B nemcTeusa Judo KOJIMUECTBY IO03 B nevicTBua Jubo KOJIMUECTBY II03 B
enuHULIaX yIIakoBKe, JIeKapCTBEHHOM dopMe M |ylakKoBKe, JIeKapCTBEHHOM dopMe u
OenCcTBUA KOJIMUECTBY JIEKAPCTBEHHOM (QOPMBEl B |KOJIMYUECTBY JIEKAPCTBEHHOM GOPMEBL
noTPeBbUTENIECKOM yIakKOBKE) B [NOTPebUTENIbCKOM YIaKOBKe)
POCCUMICKOTO MNPOM3BONCTBA MHOCTPAHHOTO IIPOM3BOICTBA
MHH TOpIr'OBOE HaMeHOBaHUe LleHa 3a eIOuMHUIY HalMeHOBaHUe LleHa 3a
Ha3BaHUE JIEKAPCTBEHHOT'O IPOIYyKLWN JIEKAPCTBEHHOT'O e IMHULLY
npenapara, (py©nn) npenapara, NPOnyKLUUN
IIPOMBBOIUTEIb IPOMBBOIUTEINL, CTpPaHa (py©sm)
1 2 3 4 5 6 7 8 9 10
1
1.1
1.2
1.3
1.4
1.5
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Mpuka3 MuHagpascoupassutust Poccum N 961H, ®CT Poceun N 527-a ot 03.11.2010
(pea. ot 08.10.2012)
"O6 yTBEPXOEHUN METOAMKM. .

[okymeHT npepoctasneH KoHcynbTaHTlnoc
[ata coxpaHeHusi: 06.03.2016

PykoBomuTesbs oOpraHM3alLUM-—3aaBUTEIA

VICTIOJIHUTeJIb

(0.11.0.,

(mopmmce)

TeyedoH)

(©.71.0.)

(mommnmce)

(©.71.0.)

CBeneHusa o0 obObeMax BBO3a JIEKAPCTBEHHEX [pPenapaToB,
HaxoOAuUMXCSa B ofOpalleHMM Ha TeppuTopum Poccurickon demepalmu

(HaMMeHOBaHMEe OpTraHM3aAlLUM-3aIBUTENIA)

Mpunoxexne N 4

kK MeToauke yctaHOBNEHUsI
Npon3BOOUTENAMM NEKAPCTBEHHbIX
npenapaToB npeaeribHbIX OTMYCKHbIX
LleH Ha nekapcTBEHHbIE npenapaTbl,
BKITOYEHHbIE B MEPEYEHb XXU3HEHHO
HEoDXOAUMbIX U BaXXHEMLLNX
neKkapcTBEHHbIX NpenapaTtos,
yTBEepXaeHHon Mpukasom
MwH3agpascoupa3ssutua Poccum

n ©CT Poccun

oT 3 HosA6ps1 2010 r. N 961H/527-a

N HammeHOBaHMeE Homep |Hara |[Cepusa [KommuecTeO |Homep HaTa BeosHasa uena |TamoxeHHasa |TpaHc-—
n/mn |mexapcTBEHHOTO I'Tho I'Tho YIIAaKOBOK mekJjia— |Ooekjia- |OOHOM Io-— NIOouJIMHa U IIOPTHEE
npenapara pauum pauum TpebnTesb - TaMOXEHHOEe |pacxXOIbl
CKOM yTma-— obopmiieHnEe
KOBKM, pPyO.
(6es HIC)
MHH TOPrOoBOE
Ha3BaHMe
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Mpuka3 MuHagpascoupassutust Poccum N 961H, ®CT Poceun N 527-a ot 03.11.2010
(pea. ot 08.10.2012)
"O6 yTBEPXOEHUN METOAMKM. .

[okymeHT npepoctasneH KoHcynbTaHTlnoc

[ata coxpaHeHusi: 06.03.2016

PykoBomuTesbs opraHM3alLUM-—3aaBUTEIA

(mommnmce) (®.1.0.)

Wcnonuurens (&.M.0., TenedoH)

(mommmcso) (®.1.0.)

[ononHutensHo B SNNEKTPOHHOM BUAE NpeacTtaBiATCA AaHHbIe 00 obbemax BBO3a JIeKapCTBEHHbIX NpenapaTtoB MO BCEM d)aKTI/I‘-IeCKI/IM LUeHamMm n nx o6bemy

3a Npe/LecTBYOLLMIA roa,.

OPYTVE CTPAHBbI,
MO KOTOPbIM MPEACTABIAETCA NH®OPMALINA Ob YPOBHE
OTMYCKHbIX LIEH HA JIEKAPCTBEHHbIE NMPEMNAPATbI
3APYBEXHOW OPTAHUSALMEN-NPOVN3BOANTENEM

MpunoxeHue N 5

k MeToauke ycTtaHOBNeHMs
Npon3BOAUTENSIMU NIEKapCTBEHHbIX
npenapaToB NpeaerbHbIX OTMYCKHbIX
LleH Ha nekapcTBeHHbIe npenapaTbl,
BKITOYEHHbIE B NepeyveHb XNU3HEHHO
HeOOXOAMMbIX N BaXKHENLLMX
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Mpuka3 MuHagpascoupassuTtust Poccum N 961H, ®CT Poccun N 527-a ot
03.11.2010

(pea. ot 08.10.2012)

"O6 yTBEPXOEHUN METOAMKM. .

[okymeHT npegoctasneH KoHcynbTaHTlnoc
[ata coxpaHeHusi: 06.03.2016

N n/n HauMeHOBaHME TOCyIapCTBa
1. CTpaHa NPOMB3BOIUTEJS
2. Bonrapusa
3. T'epMaHMa
4. T'peuns
5. VicnaHusa
6. Typuusa
7. [opTyranmusa
8. Iauusa
9. Benbrusa
10. HunepiaHIb
11. Vprianoms
12. Nranusa
13. [ToJsibua
14. Pecnybnmka Benapychk
15. Pecnybnuka KazaxcrTan
16. PyMHBHMSA
17. CrnoBakusa
18. YxpauHa
19. dpaHLMUS
20. Uexmsa
21. lIBenuapmsa
22. IpyTrue CTpaHE
Mpunoxexne N 6
K MeTOﬂ,VIKe YCTaHOBJ1IEHUA
nponssognTenamMmn nekapCTtBeHHbIX
npenaparoB npeagesibHbIX OTNYCKHbIX
LUeH Ha NneKkapCTBEHHbIE npenaparhl,
BKIMHOYEHHblIEe B NepeYvyeHb XXU3HEHHO
HeoOXOAUMBIX N BaXKHENLLINX
NNIeKapCTBEHHbIX npenapaTtos,
yTBepxaeHHon lNMprkasom
MwuH3gpascoupassutna Poccun
n ®CT Poccun
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Mpuka3 MuHagpascoupassutust Poccum N 961H, ®CT Poceun N 527-a ot 03.11.2010
(pea. ot 08.10.2012)
"O6 yTBEPXOEHUN METOAMKM. .

[okymeHT npepoctasneH KoHcynbTaHTlnoc
[ata coxpaHeHusi: 06.03.2016

OBOCHOBaHME MNpPEeneJibHEIX OTIIYCKHHEIX lIeH Ha JIeKapCTBEHHBE
npenapaTe MHOCTPAHHOTO MNPOM3BOIACTBA, IPEICTaBJISEMBIX
Ha TOCYIAPCTBEHHYH PEeIMCTPaluio

(HaMMeHOBaHME OpTraHM3aAlLUM-—3aIBUTEIII)
N HammeHnoBaHMe JlekapcTBeHHaa |KommuecTtBo |[Kon OTnyckKHas LieHa B IIpoekT IercTByouas COopel 3a [IpoekT
n/n |JexapcTBEeHHOTO bopwma, B IIOTpe- TH CTpaHe NIPOM3BOIUTEJIS OTIIYyCKHOM craBKa TaMOXEeHHOe OTIYyCKHOM
npenapaTa OO3UPOBKA MM [OuTenbcko¥ |B3I ¥ B CTpaHax, TOe LI&HEBL TaMOXEeHHOM obopmneHre u LIeHE C
KOHLEHTpaluusa, |ylakoBKe 3apPEeTrnUCTPUPOBAH "mocrTaBka [IOWJIVHEL TPAHCIIOPTHEE y4ueToM
obweM, JIeKapCTBEHHLIM 6e3 OomIaTH Pacxomel TaMOXEHHBIX U
AKTVMBHOCTL B npenapar TOWIIVHE" TPAHCIIOP THEIX
eIVHUIIaX (py©6sm) pPacxonos,
MHH TOpPTOBOE meitcTBUS HaVMMeHOBaHMe eHa %% LHeHa Ges HIC
Ha3BaHyKe CTPaHL (pyGam) (py6m) (py6m)
1 2 3 4 5 6 7 8 9 10 11 12 13
1
1.1
1.2
1.3
1.4
1.5
PyxoBomomuTe b OpraHM3aluM-3aaBUTEIA
(mogmnmce) (©.1.0.)
M.II
WcnonHurens (©.M.0., TenedoH)
(mogmnmce) (©.1.0.)
MpumeyvaHue:

1. B rpacdhe 8 - B criydae ecnu UeHbl B OTAESbHbIX CTpaHax onpeaensatTcs Ha OCHOBE MEXrocygapCTBEHHbIX COrfialleHUn no Bomnpocam MocTaBKu
nekapCTBEHHOro npenapaTta, To Heo6x0AMMO yKasaTb 0COOEHHOCTU (DOPMUPOBAHMS STUX LIEH.
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