I[MPHUJIOXXEHME Ne 1

K METOJIMKE pacueTa yCTaHaBJIMBAaEMbIX
MPOU3BOJIMTEJISIMH JICKAPCTBEHHBIX [IpeNapaToB
Npe/lesIbHBIX OTITYCKHBIX LIEH Ha JIEKapCTBEHHbIE
nperaparsl, BKJIIOUEHHbIE B NEPEYEHD KU3HEHHO

HEOOXOIUMbIX Y BaXXHEHIIUX JIEKAPCTBEHHBIX
npenaparoB, MpU UX FOCY1apCTBEHHOMN
pErUCTpAaLMH U NepeperucTpaluu

CBEAEHHUA

00 00beMax H 0 LieHaX OTHYycKa HaXoAsiuuxcs B oopawennu B Poccuiickoii Peaepanun nexkapcTBeHHbIX NPeNnapaTos
NPOU3BOACTBA rocyapcTB - WieHOB EBpa3uiickoro ;KoHoMH4ecKoro corw3a

(Hal/IMeHOBaHl/le OpFaHl/l3aLll/lM-3aﬂBl/lTeJ'lﬂ)

HaumMenos KonudectBo CpenHes3BelieHHast
or Moot JlexapcTsennas opma, OTHYIIEHHOTO (baKTIfHé[CKaH LI€HA OTIyCKa Obbeu
KapCTBEHHOT

JICKapCTBCHHOTO TIpeliapaTa JI03UPOBKA HJIH Kosnuectso B Y Y peayM3alnuu
No .| JIeKapCcTBEHHOro | JEKapCTBEHHOrO Ipenapara 3a
i KOHHEHTpalusl, 00beM, |NOTPEOUTENLCKON penapata HOTDEBHTENECKYIO YIIAKOBK JIEKapCTBCHHOIO

MEXIYHAPOMAHOE | TOPTOBOE | aKTUBHOCTH B €QHHHIIAX yI1aKOBKe perap p © HLIC)y( Y ) y nperapara

HENaTeHTOBAHHOE | HANMEHO- JeHCTBHS €3 oTHeT (ThIC. py6uIeit)

THIC. THIC. (py6ueit)
HaHMEHOBaHHE BaHHE

mTyK | pybuei

1 2 3 4 5 6 7 8 9
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PyKOBOI{I/ITeHI) OpraHu3alMH-3adBUTECIIA

(noanuce) (p.n.0.) (TenedoH, aapec NEKTPOHHOM
nouThl)
M.IL
Hcnonnurens
(noanuce) (b.n.0.) (Tenedon, aapec 3MEKTPOHHOK
MOYTHI)

[Ipumeyanne. JIOMONHATENBHO B 3J1€KTPOHHOH (hOpMe MPEACTABISIOTCS aHHble 00 00beMax peanu3alyy J1eKapCTBEHHbIX
IpenaparoB 10 BceM (PaKTUUECKUM OTIIyCKHBIM L€HaM 3a MPEeIIIEeCTBYOLIMHA MO/l ¢ yKa3aHWEM CPOKa TOJHOCTH
JIEKapCTBEHHBIX MPENaparos.
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ITPJIOXXEHHME Ne 2

K METOJMKE pacyeTa yCcTaHaBIMBaeMbIX
IIPOU3BO/IMTEIIAMU JIEKAPCTBECHHBIX IIPErapaToB
NpeNeJbHBIX OTIYCKHBIX 1IeH Ha JICKapCTBEHHbIE
IIpernaparkl, BKIIIOUCHHEIE B IEPEUYCHb )XU3HECHHO
HEOOXOIMMBIX M BRXKHEHIITNX JIEKapCTBEHHBIX
TIperapaToB, MPU UX TOCYAapCTBEHHOR
PErUCTpalvy U IIEpeperucTpaliiu

PACYET

NIpeaAc/IbHBIX OTIIYCKHbBIX [I€H Ha JICKAPCTBCHHBIC NIpenapaThl IPON3BOACTBA IOCyJapcTB - WICHOB
EBpﬂilHﬁCKOFO IKOHOMHYIECKOI'0 COH03a, NPCACTABJ/ISACMBIX HA TOCYJAPCTBECHHYIO PErHCTPAIlHIO

(HanMeHOBaHUE OpTraHU3aALUH-3asBUTEJIS)

HaumeHnosanue .
: o O01exo3siicTBeH-
JIEKAPCTBEHHOTO IMpsmble pacxoipl OO0menpou3BOJCTBCHHbIE PACXObI o =)
JlexapcTBeHHas HbIE Pacxosl = a
fpenapaTa © N
¢dbopma, 103UpOB-| S e = S OTnyckHas lieHa
[<] PP [aa) [=7
No | MexayHa- Ka WM KOHLIeH- | KonudecTBo B 5 « ) TS e = E R o =] Z | 32 noTpeOHTENE-
= - = =) jer} = m < *
o/ | POAHOE o Tpauus, o6beM, | NOTpeOUTENbCKOM 5 5* = 2 o & % ‘a§ Eol3 qz E & % 2 E * § E CKYIO YIaKOBKY
TOproBoe o 4 o =
HeMaTeH- p AKTHBHOCTD YIaKOBKe = 2 | 5E § 59 g E £g X g g 3 23 Y RS § g § E (6e3 HIIC)
HaUMEeHO- = 8 a. % @ < .
TOBAaHHOE | o B €AMHULIAX o a "c'cii 51§ & 55 g é 58 E § 2 u:? gl 5 § 5l Z = o (py6neii)
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P}’KOBOILI/ITGHB OpraHnu3alu-3asaBUTEIA

(noanucs) (d.n.0.) (TenedoHn, aapec MEKTPOHHOH
MIL AOYTbI)
HUcnonuurtenp
(noanucs) (¢.n.0.) (TenedoH, aapec 3NEKTPOHHOM
MoYThl)

* 3apaboTHas marta pa0OTHUKOB, 3aHATHIX Ha IPOM3BOJCTBE (HEMOCPEACTBEHHO) KOHKPETHOTO JIEKAPCTBEHHOTrO IperapaTa, BXOSIIEro B IepevyeHb
’KU3HEHHO HEOOXOIUMBIX U BAXKHEHIIINX JIEKAPCTBEHHBIX IPENapaToB.

** HakagHbple pacXopl.
*** OTHOCATCS Ha OOLICTIPOM3BOACTBEHHBIC M OOIIEXO3SMMCTBEHHBIE PAacXOJbl B COOTBETCTBUHM ¢ [l1aHOM cueToB Oyxrantepckoro ydera (pUHaHCOBO-

XO35IICTBEHHON JEATEIBHOCTH OpraHu3alMii M MHCTPYKLHEH 0 ero NMPUMEHEHHIO, YTBEPXKJICHHBIMU NpHka3oM MuHucTepcTBa (uHancoB Poccuiickoi
@enepanun ot 31 okTa0psa 2000 r. Ne 94n1.
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OBOCHOBAHMUME

HpeaecjibHbIX OTHIYCKHBIX HHEH Ha JIEKAPCTBCHHbIC NPeNaparbl, BKIIOYECHHbIE B [IEpeY€Hb )KH3HEHHO HeO6XOIlHMle
H BaXKHeHIMX JEKAPCTBEHHBIX NPENnapaToB, MIPEeACTaBAdEeMbIX HA NOCYJapPCTBEHHYIO PErHCTPALMIO

ITPHUJIOXKEHHME Ne 3

K METOZHUKE pacyeTa yCTaHaBJINBACMBbBIX
IIPOU3BOAUTCIIAIMHU JICKAaPCTBCHHBIX IPECIiapaToB
IIPpEACIIbHBIX OTITYCKHBIX LI€H Ha JICKAPCTBCHHEBIC
IIpenaparhbl, BKINOYCHHBIC B IICPCUYCHD XXU3HCHHO

HCO6XOIII/IMLIX U BaXKHEHIIMX JICKapCTBEHHBIX
npenaparoB, IIpy UX FOcy,HapCTBeHHOﬁ
PETUCTPpAllU U IIEPEPErucTpainn

(HaVIMeHOBaHHe opr aHI/I3a[II/II/I-3aﬂBI/IT€JIﬂ)

3aperucTpupoBaHHas NpelebHas OTITyCKHas IieHa
Ha pedepeHTHsIH (aHATOTHYHBIIA) TekapCTBeHHbI NpenapaT
HanmeHoBaHHe N0 MeXIYHApOJHOMY HENATCHTOBAHHOMY HAUMEHOBAHMIO, IO3UPOBKE
JlexapcTBeHHas opmMa, Ilpoekt ( YHapOZHOMY Y . p
JIeKapCTBEHHOTO Npenapara . WIN KOHLEHTpaLuy, 06beMy, aKTUBHOCTH B e IMHMLIAX JeHCTBUA JIMOO
JIO3UPOBKa WIN Kosnuuecto OTIYCKHOl UEHbI ., .
Ne . . KOJIM4ECTBY J03 B YNIAaKOBKe, JIEKapCTBEHHOH (opMe (CTOUMOCTb OIHOM
KOHUEHTpaLus, o6beM, | B notpedurensckoii| 6e3 HAC (py6neit) 8
n/n 2 nekapcTBeHHOH GopMbl)
AKTUBHOCTb B €IMHULIAX YIaKOBKe (croumocTs onHOM
o 9 HaUMEHOBaHKE MakcHMallbHas 3aperuCTPUpOBaHHAA
MEXyHapOAHOe JefcTBys nexkapcTBeHHOH HOpPMBI)
TOProBoe JIeKapCTBEHHOTO npeJenbHas OTIyCKHasA LeHa HCXOAA U3
HENIAaTEHTOBAaHHOE - o
HAUMEHOBaHUE npenapara, CTOUMOCTH OJHO# JIEKapCTBEHHOH HOPMBI
HaNMEHOBaHue o
NpOU3BOJUTENb {py6neit)
1 2 3 4 5 6 7 8
P}’KOBOI[PITGHB OpraHu3alyvu-3asiBUTCIIA
(nonmnwuce) ($p.n.0.) (tenedoH, aapec INEKTPOHHOM TIOUTHI)
M.IL
Hcnonaurens
(moxnucy) (¢.n.0.) (TenedoH, afpec INEKTPOHHOH NOYTHL)
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ITPUJIOXXEHUME Ne 4

K METOOUKE pacyeTa yCTaHaBJIIMBACMbIX
HPOU3BOANTEIIAMH JICKAPCTBECHHBIX
npenapaTroB NPeACIIbHBIX OTIIYCKHBIX LIEH
Ha JICKapCTBCHHBIC IIpeIiapaThl, BKJIIIOYCHHBIC
B [I€PCUCHDb JXU3HCHHO HCO6XOI[HMBIX
U1 BaXXHEMIIUX JICKapCTBCHHBIX IIPCIIapaToOB,
IIpu UX FOCYI[apCTBCHHOfI pErucCTpani
U NICpEPEeTUCTpalli

IIEPEYEHD

CTpPaH, B OTHOIIEHHH KOTOPLIX NpeAcTaBiseTcs nHGopmManus
00 ypOBHe MUHHMAJIbHBIX OTIYCKHBIX IleH HA JIeKapCcTBeHHbIe penapaThbl

. Benrpus

. I'peueckas PecrmyOnuka

. Upnangus

. UranssHckas Pecnrybnuka

. KoponesctBo benbsrus

. KoponesctBo Jlanus

. KoponesctBo Mcnanus

. KoponesctBo Hunepnanaor
. Iloptyransckas Pecnybnuka
. Pectiy6ninka Benopyccus
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. Pecrry6nuka bonrapus
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. PecrryOnuxa Kazaxcran

. Pecrry6nuka Ilonpma

. PecrryGnuka XopBaTus

. PympIaus

. Cnoparrkas Pecrybnuka

. Typeuxas Peciy6imka

. YKpauHa

. @pannysckas Pecrybnuka
. Uemickas Pecry6nika

. CTpaHa poM3BOIUTENS
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PACYET

NpeaACJIbHBIX OTIIYCKHBIX LIEH HA JICKAPCTBCHHLIC MpenapaTbl NPOU3BOACTBA IoCcyaapcCTB - 4JICHOB
EBpa3HﬁCKOFO KOHOMHYECCKOro CO3a, NpeACTABJIACMbIX HA FOCYAAPCTBEHHY10 MIEPEPEruCTpanuo

[TPUJIOKEHHME Ne 5

K METOJIMKE pacyeTa yCTaHaBJIUBaeMbIX
NIPOU3BOJUTENSIMU JIEKAPCTBEHHBIX [IPENapaToB
npeebHbIX OTIYCKHBIX L€H Ha JIEKapCTBEHHbIE
npenaparbl, BKJIIOUYEHHbIE B IIEPEYEHb KU3HEHHO

HEOOXOAMMBIX U BAXKHEHIIHX JIEKAPCTBEHHBIX
npenaparoB, IPH UX FOCY1apCTBEHHON
pPEruCTpaLry U lepeperucTpauuu

(HaumMeHOBaHHE OpraHU3aUnU-3assBUTENS)

Haumenosarue nekapcTsenHoro [psiMble pacxoabl OO0Lenpon3BOICTBEHHbIE Pacxoasl *
npenapara OTnyckHas LeHa
3a NOTPeGHTENbCKYIO
No 3IEKTPOIHEPrus, amMOpTH3alNsA OCHOBHbIX ynaxosky (6e3 HIC)
n/n | MexKayHapoaHoe TODrOBOE marepHalibl Chipbe TeriocHabxeHue, CPEACTB, UCTIONb3YEMBIX (pyGueit)
HENaTeHTOBAHHOE HaI/lMgHOBaHl/le BO/J0OCHA0XEHHE U TOILIHBO 1S [IPOU3BO/ACTBA
HaUMEHOBaHUE
NIPOLICHT NPOLICHT MPOLEHT NPOLIEHT MPOLIEHT
bak | nnan YBEJIMUEHHUS bakr | man YBEJIN4EHUS baxT | naH YBEJIHYEHHUS (pakr | nsan YBEJIMUEHUS bakr | nan yBEJIHYEHHS
1 2 3 4 S 6 7 8 9 10 11 12 13 14 15 16 17 18
PyKOBOI[I/ITCHI) OpraHnu3alMH-3asaBUTECIIA
(moanucs) (¢.n.0.) (TenedoH, aapec 3NEKTPOHHOH
MLIT noYThl)
Hcnonnurens
(oanuce) (b.1.0.) (TenedoH, agpec 3NEKTPOHHOH

* HakraHble pacxo/bl.

25082959

MOYThI)




[TPHUJIOXKEHHME Ne 6

K METOJMKE pacyeTa yCTaHaBIUBAEMBbIX
MIPOU3BOAUTEIISIMH JIEKAPCTBEHHBIX MPENapaToB
NpeeSbHBIX OTITYCKHBIX LIEH Ha JIEKapCTBEHHbBIE
npenaparhl, BKIIIOUEHHbIE B Te€PeYeHb )KU3HEHHO

HEOOXOIMMBIX U BaXKHEHUILMX JIEKAPCTBEHHBIX

IpenaparoB, [PH UX rOCy1apCTBEHHON

pPETHCTpaLUU U NTepeperucTpalru

CBEJAEHMUS

00 00beMax H 0 IeHAX BB032a JIEKAPCTBEHHbIX NpPenapaToB HHOCTPAHHOIO NPOU3BOACTBA,
HaXoAsiuXcsl B o0OpaimeHun Ha Tepputopuu Poccuiickoi ®Menepanuu

(HaMMeHOBaHMC opraHuvsalu H-SaﬂBI/]Teﬂﬂ)

HavimeHnoBanue Homep Bro3Has uena oaHo# TamoxeHHast
No JIEKapCTBEHHOrO Npenapara Fpy30B0ii Jara rpy3oBoit Konn4ecTso Howep Tata NOTPeOUTENbCKOI MOWNHA U
MEXAyHapoaHoe . | TaMo)KeHHOH Cepus ynakoBku (6e3 HIIC) TaMOXKEHHOE
n/n TOProBoe TaMOXKEHHOI yNaKOBOK JeKaapaunu | aeknapauuu -
HEMaTeHTOBAHHOE JAexnapatmnu (py6neit) oopmaeHue
HaUMEHOBAaHME | JAeKiapauuu "
HaMMEHOBaHHE (py6neit)
1 2 3 4 5 6 7 8 9 10 11
PyKOBOLlI/ITEJIB OpraHru3aluu-3asIBUTECIIA
(noanucs) (b.n.0.) (TenedoH, aapec MEKTPOHHOI NOUTHI)
ML.IT.
Hcnonnurens
(noanuce) (d.n.0.) (TenedoH, anpec 3NEKTPOHHON MOUTHI)

[Ipumeuanue. JOMOJHHUTENBHO B 3JIEKTPOHHOM (QOpMe MpPeACTaBIsIOTCS JAaHHble 00 o00bemMax BBO3a JIEKAPCTBEHHBIX
IpernaparoB MO BceM (AaKTHYeCKMM ILEeHaM 3a I[peALIeCTBYIOIIMH TIoJ C YKa3aHWeM CpoKa TOIHOCTH
JIEKapCTBEHHBIX IIpenapaToB.
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PACYET

[MTPUJIOXKEHUME Ne 7

K METOJIMKE pacyeTa yCTaHaBIMBaeMbIX
TIPOU3BOAUTEIISIMH JIEKAPCTBEHHBIX MpPENapaToB
npeiesIbHbIX OTITYCKHBIX LIEH Ha JICKapCTBEHHbIE
npenaparsl, BKJIIOUYCHHbIE B [TepeUYeHb KU3HEHHO
HEOOXOIUMBIX ¥ BaXXHEHLIUX JIEKApPCTBEHHBIX
npernaparos, IPU UX roCy1apCTBEHHON
pPETHCTPaLMH U MepeperucTpalmu

npeaejibHbIX OTNYCKHBIX LIeH Ha JIeKAPCTBeHHbIE NMpenapaTbl HHOCTPAHHOIO NPOU3BOACTBA,
npeacTaBjsieMbIX HA TOCYAaPCTBEHHYIO PerucTpaluio

(Hal/lMeHOBaHHe opraH I/I3aU.l/Il/l-3aHBl/lTeﬂﬂ)

MuHuManbHas OTyCKHas LeHa
NPOU3BOAMTENS Ha JIEKAPCTBEHHbIH Mpenapar B
CTpaHe NPOU3BOAMTENS U B APYTHX CTpaHax
B COOTBETCTBUU € NpuioxkeHnem Ne 4

K METOIMKE pacyeTa yCTaHaBIMBacMbiX N MMpoexT
[Tpoext JedcrBytowas B
Haumenoanue JlekapcTBeHHas MPOM3BOAUTESMH JICKAPCTBEHHBIX NPEapaTos . . OTIYCKHOM LIEHBI
Konuuecrso OTAYCKHOW | CTaBKa TaMOKEHHO#! C6opbl
NeKapcTBEHHOTO Mpenapara (dopma, no3npoBka Koxn NPEAeIIbHBIX OTITYCKHBIX LEH Ha . C y4eToM
Ne B noTpelbu- LEHbI "NOCTaBKa NOLLHHB! 38 TAMOXEHHOE
WM KOHLIGHTpauusl, . | THBDJ| nexapcTBeHHblE npenaparkl, BKIIOYEHHbIE B TAMOKEHHbIX
n/n TEJbCKOM 0e3 onare! odopmiaeHue
00beM, aKTHBHOCTh B EADC nepeueHb KM3HEHHO HEOOXOAMMBIX U R . pacxonos
N yHaKoBKe = MOLLUJIMHBI (pyOaeit)
€AMHULAX JeHcTBus BXHEHILWX EKAPCTBEHHLIX NPENaparos, Mpu (pyGreit) 6e3 HAC
nei N
MX FOCYAapCTBEHHOH PErncTpaunu u pY (pyGneit)
nepeperucrpaunn®
MEXAYHAPOIHOE | TOProBOe
HAaHMEHOBAHUE LeHa npo- LeHa
HENAaTEeHTOBAHHOE | HAUMEHO- . N
CTpaHbl (pyOGueit) ueHToB | (pyOneit)
HalIMEHOBAHUE BaHUE
1 2 3 4 5 6 7 8 9 10 11 12 13
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PyKOBOIII/ITeJII: OpPra’Hyv3alivn-3aiABUTEIIS

(noamnuce) (¢.n.0.) (tenetoH, agpec AMEKTPOHHO
ML MIOYTHI)
Hcnonnutens
(moanuco) (p.n.0.) (TenedoH, aapec 31MeKTPOHHOH
TOYTHI)

* JIOIONHATENHHO IPEACTABISIOTCS CBeleHus (10 BRIOOPY IepiKaTesis WM Biajiesblia periCTPallMOHHOIO YAOCTOBEPEHHUS JIEKAPCTBEHHOIO Ipenapara) o
IpEeNCTaBICHHOW MHHUMATIHHOM OTIYCKHOH ILI€HE IIPOM3BOAMTENS HA JICKAPCTBEHHBIH IpermapaT B CTpPaHE IIPOM3BOIMTENS M B JPYI'MX CTpaHax B
COOTBETCTBHH C HACTOSIIMM HPUIOKEHHEM (Ha OYyMaKHOM HOCHTENE C 3aBEpEHHBIM B YCTAHOBJIEHHOM 3aKOHOZATeNbCcTBOM Poccuiickoi denepanuu
NOpsIKE IEPEBOIOM Ha PYCCKHIA S3BIK).

[lpumeuanune. B ciaydyae ecnu LieHBI B OTAEIBHBIX CTpPaHaX ONPENEISAIOTCS HAa OCHOBE MEXKIOCYIapCTBEHHBIX COIJIALICHMH IO
BOIIPOCAM IIOCTaBKH JIEKAPCTBEHHOTO Mpemnapara, B rpade 8 HACTOAINEro IPUJIOKEHUS HEOOXOJUMO YKa3aTh
ocobeHHocTH (opMHpOBaHUS 3THX IeH. Ilpum 3TOM He y4YMUTHIBAIOTCA LIEHBl HA JIEKAPCTBEHHBIE IIperaparsl,
IIOCTaBJIsIEeMblE 32 CYeT MEXAYHapomHbIX (MHAHCOBBIX opraHuzanuii (¢poHIOB) 1O peweHHr0 BceMHUpHOM
opraHu3alyy 34PaBOOXPaHEHUS.
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