PEILIEHUE
00 OTKa3e B COMIACOBAHMHU IMPEEIbHBIX OTITYCKHBIX LIEH MPOU3BOIUTENEH
Ha JICKapCTBEHHbIE MTPENaparhl, BKJIOYECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX IPENAPATOB

B coorBeTrcTBMM € MNYyHKTOM & M TOANYHKTOM «a» myHKra 19 IlpaBun
rocyaapCTBEHHOM perucTpanuu U nepeperucTpanuu yCTaHaBIMBAEMBbIX
MPOU3BOJUTENSAMHU  JIEKAPCTBEHHBIX TMPENaparoB NpPeJeidbHbIX OTIYCKHBIX 1I€H Ha
JIEKapCTBEHHBIE IIpENaparbl, BKJIIOUCHHBIE B II€PEUEHb J>KU3HEHHO HEOOXOIMMBIX WU
BOXHEHIIMX  JIEKAPCTBEHHBIX  IIPENaparoB,  yTBEP)KICHHBIX  IIOCTAaHOBJIECHUEM
[IpaButenscTBa Poccuiickoit @eaepanuu ot 29.10.2010 No 865 (manee — I[lpaBuna),
®enepanbHas aHTUMOHOIOJIbHAS CIykK0a paccMoOTpena JOKYMEHThI, MpPEICTaBICHHBIE
nucbmMamMu Munsnapasa Poccun ot 28.03.2017 Ne 20-4-4039232, ot 28.03.2017 Ne 20-4-
4038711-c, ot 24.03.2017 Ne 20-4-4038406-c, or 22.03.2017 Ne 20-4-4038124-c, ot
23.03.2017 Ne 20-4-4038209-c, ot 24.03.2017 Ne 20-4-4038405-c, ot 24.03.2017 Ne 20-
4-4038407-c, ot 27.03.2017 Ne 20-4-4038487-c, ot 23.03.2017 Ne 20-4-4038208-c, ot
28.03.2017 Ne 20-4-4038863-c, ot 28.03.2017 Ne 20-4-4038706-c, ot 28.03.2017 Ne 20-
4-4038708-c, or 28.03.2017 Ne 20-4-4038710-c, ot 28.03.2017 Ne 20-4-4038862-c, ot
27.03.2017 Ne 20-4-4038488-c, or 30.03.2017 Ne 20-4-4038705-c u npuHsna penieHue
00 OTKa3e B CONIACOBAHHMM IMpenenbHbIX OTMYCKHBIX LIeH 3A0 «lIpousBoacTBeHHas
¢apmaneBTuueckass ~ kommnanuss ~ OOHoBineHue» — (Poccust),  3asBI€HHBIX  Ha
IIEPEPETUCTPALIMIO, Ha CIEAYIOUIME JICKAPCTBEHHBIE IIPENaparbl, BKIIOUYEHHBIE B
NEepEeYeHb XU3HEHHO HEOOXOAMMBIX M Ba)XKHEWUIIMX JIEKAPCTBEHHBIX IpenaparoB (c
Y4E€TOM BCEX IPOU3BOJACTBEHHBIX IUIOIIAJ0K M INTPUXOBBIX KOJIOB, HAHECEHHBIX Ha

BTOPUYHYIO TIOTPEOUTEIIBCKYIO YITAKOBKY):

1. [Ipenamuzonon (MHH — Ilpegnuzonon), tabnaetku, 5 mr, 10 mT. - ymnakoBKH
suerikoBbie KOHTYpHbIE (10) — mauku kapToHHBIE, B pazmepe 48,42 py0.

2. [Mapamneramon (MHH — Ilapanieramon), Tabmerku, 500 mr, 10 mT. - ymakoBKu
STYEHKOBBIC KOHTYPHBIC (2) — MayKy KapTOHHBIE, B pazmepe 11,61 pyo.

3. Hexcamerazon (MHH — Jlekcamerason), Tabnetku, 0,5 mr, 14 mt. - ynakoBku
SUEUKOBBIC KOHTYpHbIE (4) — mauku KapToHHBIE, B pazmepe 30,83 pyo.

4 AMmummuiuda (MHH — Avnunuoiug), tabnetku, 250 mr, 10 mT. - ynakoBku
SUYEUKOBBIC KOHTYpPHBIC (2) — Mauku KapTOHHBIE, B pazmepe 42,45 pyo.

5. Hunpodmokcanma (MHH — Ilunpoduokcanun), kamum miasueie, 0.3 %, 5 miu
— THOOWK — KarneJbHUIHI (1) — madyku kapToHHBIE, B pazMepe 13,78 pyo.

6. Hunpodnokcauun (MHH — Hunpodnokcanun), karm masueie, 0.3 %, 10 mu
— TIOOWK — KareJabHUIlbI (1) — mayku KapToHHBIE, B pazmepe 27,57 pyo.

7. Arenonon (MHH — Arenomnoin), Tabmerku, 100 mr, 10 mT - ymakoBKH
SYEHKOBBIE KOHTYpHBIE (3) — Mayku KapTOHHBIE, B pazmepe 24,21 pyo.

8. Arenonon (MHH — Arenomnomn), Ttabmetkm, 50 wmr, 10 mT. - ymakoBKu
STYEHKOBBIE KOHTYpHBIE (3) — mayku KapTOHHBIE, B pazmepe 24,21 pyo.

9. Merponunazon (MHH — Merponunazon), tabnerku, 250 wmr, 10 mrt -
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YIaKOBKH STYEHKOBBIE KOHTYpHBIE (2) — Mauyku KapToHHbIE, B pazmepe 19,02 pyoO.

10. Kap6amazeriun (MHH — Kap6amazenun), ta6merku, 200 mr, 10 mr -
YIAKOBKHU STYEHKOBBIE KOHTYPHBIE (5) — mayka KapToHHas, B pa3mepe 48,42 pyo.

11. IMunoxapnua (MHH — Ilunokapmnun), karum masssie, 1 %, 5 M1 — TIOOMK —
KareabHUIBI MOJUATHIIEHOBBIE (1) — mauku KapToHHBIE, B pazMepe 33,89 pyo.

12. Kanmuss nepmanranar (MHH — Kanuss mnepmanranar), mnoOpouIoK Jyist
MIPUTOTOBJICHUSI PACTBOpA JJISI MECTHOTO W HAPYXKHOTO MpUMEHEeHHs, 3 T — durakoH (1)
— MayKu KapToHHbIE, B pazmepe 34,39 pyo.

13. Hurokcun (MHH — Jlurokcun), Tabnetrku, 0.25 wmr, 14 mrt - ynakoBKd
SUEUKOBBIC KOHTYpHBIC (4) — Mauku KapTOHHBIE, B pazmepe 46,61 pyO.

14. Kagpums rmrokonat (MHH — Kaneius rmokonar), Tadnetku, 500 mr, 10 mT. -
YIAaKOBKHU STYEHKOBBIE KOHTYPHBIE (2) — MayKy KapTOHHBIE, B pazmepe 19,98 pyO.

15. Kanbrus mmokonar (MHH — Kanbius rimrokonar), tabnetku, 500 mr, 10 mr. -
YIIaKOBKH STYEHKOBBIE KOHTYpHBIE (3) — Mauyku KapTOHHBIE, B pazmepe 28,53 pyoO.

16 AuerwicanuiuioBass kuciaora (MHH — AneruncanuumioBas KHCIIOTA),
tabnetku, 500 mr, 10 mIT. - yIakoBKU sTYEUKOBbIE KOHTYPHBIE (2) — MauyKu KapTOHHBIE, B
pasmepe 12,91 py0.

17. Kanuss nepmanranar (MHH — Kanus nepmanranar), mnopomok Jyist
MIPUTOTOBJICHUSI PACTBOpA JJISI MECTHOTO W HAPYXKHOTO MpUMEHEHHs, 5 T — dumakoH (1)
— MayKu KapToHHbBIE, B pazmepe 51,59 pyo.

18. Ananpunua (MHH — Amnanpunun), tabmetrku, 10 mr, 14 mr - ynakoBku
SYEUKOBBIE KOHTYpHBIC (4) — Mauku KapTOHHBIE, B pazmepe 15,21 pyo.

19. Ananpunun (MHH — Amnanpunun), tabnerku, 10 mr, 14 wmwrt. - ynakoBku
STUCUKOBBIC KOHTYpPHBIE (8) — Tauku KapToHHBIE, B pazmepe 30,43 pyo

20. Ananpuniua (MHH — Amnanpunun), Tabmetku, 40 mr, 14 mr. - ynmakoBKH
STUEUKOBBIC KOHTYpPHBIC (4) — Iauku KapTOHHBIE, B pazmepe 26,22 pyo.

21. Ananpuwiua (MHH — Amnanpunun), tabnetku, 40 mr, 14 mr. - ynakoBKH

SYEHKOBBIE KOHTYpHBIE (8) — Mayku KapTOHHBIE, B pazmepe 52,47 pyo.

22. Metoknonpamua (MHH — Meroknonpamun), tabnetku, 10 mr, 14 mrt. -
YIAKOBKU STYEHKOBBIC KOHTYPHBIC (4) — MayKky KapTOHHBIE, B pazmepe 23,65 pyo.

[IpenenbHble OTIYCKHBIE IIEHBI HAa YKa3aHHbIC JIEKAPCTBEHHBbIE Mpemnaparbl He
COTIACOBBIBAIOTCS IO CJICTYIOIIUM OCHOBAHUSIM.

CornacHo nyHKTy 9 MeETOOMKHM pacuera yCTaHaBIMBAEMBIX IPOU3BOIUTEISAMHU
JIEKApCTBEHHBIX TMpENapaToB MPEACNIbHBIX OTMYCKHBIX II€H Ha JICKAPCTBEHHbBIC
npernaparbl, BKJIIOYEHHbIE B TEPEUYCHb JKU3HEHHO HEOOXOAMMBIX U BaKHEHIIUX
JIEKapCTBEHHBIX  MpemaparoB, TMpPU  UX  TOCYJAPCTBEHHOM  pErucTpaluv U
MepEPETUCTPALINM, YTBEPKIACHHOM mnocraHoBiieHueM [IpaBurtenbcTtBa Poccuiickon
Oenepanuu ot 15 centsiops 2015 . Ne 979 (manee — Mertoauka), npeaeabHas
OTIIyCKHas 1I€HA Ha JICKAPCTBEHHBIA IMpenapar HUKHECPEAHETO LIEHOBOTO CETMEHTa 10
500 pyOneit (BKIIOYUTENHHO) MPHU €€ TMepeperucTpalud B cllydae, YKa3aHHOM B
MOJIYHKTE «a» myHKTa 19 [IpaBui, NOAJIEKUT YBEIUYEHHUIO:

a) B 4YaCTU LEH Ha ChIpb€ W Marepualibl, HCHOJb3yeMbI€ IPU IMPOU3BOJICTBE
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KOHKPETHOTO JIEKAPCTBEHHOTO Ipernapara, — MPONOPLHUOHAIBHO BEIMYNHE YIOPOKaHUS
CTOMMOCTH ChIpbS M MaT€pUajoB B CTPYKTYpE 3arTpaT Ha MPOU3BOJACTBO U pEaln3alUIo
JIEKAPCTBEHHOTO IIpenapara, MOJITBEPKICHHOW COOTBETCTBYIOIIMMHU KOHTPAKTaMHU CO
CpPOKaMU JIEMCTBUS, 3aBEPIIAOIIMMUCS HE paHee uyeM depe3 6 MecAleB CO JHA MOJauu
3asBJICHUA O PETUCTPALMU WIM MEPEePEeTUCTPAlUN TMPEIETbHON OTIMYCKHOM IE€HBI
MIPOU3BOAUTENST HA JIEKAPCTBEHHBIM Mpenapar, KOTOPOE B PaBHOW CTENEHU BIMSET Ha
3apEeTUCTPUPOBAHHBIC 1ICHBI HA BCE JICKAPCTBEHHBIC MpENaparbl, OTHECEHHBIE K OJHOMY
MEXyHAPOJHOMY HENaTeHTOBAHHOMY HAMMEHOBAHWIO, HO HE BBIINIE YPOBHSA
(dakThuuecko  MHQUIALMM  MPEAIIECTBYIOIIErO  KajJeHAApHOIO Troja C  Y4YeToM
MPOTHO3UPYEMOTO YPOBHS MHEOISAIUMU TEKYIIEro rojia, YCTaHOBJIEHHOTO deaepaibHbIM
3aKOHOM O ¢efiepaibHOM OIOKETEe Ha COOTBETCTBYIONINI (DPUHAHCOBBIN TOJT U TIIIAHOBBIHN
NIEPUOLT;

0) B 4acCTM HAKJIATHBIX PACXOI0B — MPOIMOPIMOHAILHO BEJIWYUHE YBEIUYCHHUS
yYKa3aHHBIX PacXo/l0B B Ciydyae YBETUYEHHS Tapu(OB Ha SIIEKTPUUECKYIO SHEPTHUIO,
TEIJIOBOAOCHAOXKEHUE, BOJOCHAOKEHUE M LEH Ha TOIUIMBO, IOATBEPKICHHBIX
COOTBETCTBYIOIIMMH  JIOKYMEHTaMH, KOTOpPO€ B PABHOW CTENEHU BIMSIET Ha
3apEerUCTPUPOBAHHBIC MPEIETbHBIE OTIYCKHbBIE [IEHBI HA BCE JIEKAPCTBEHHBIE ITPenaparsl,
OTHECEHHbIE K OJTHOMY MEXJIYHAapOJHOMY HENaTeHTOBAHHOMY HAaMMEHOBAaHUIO, HO HE
BBIIE YPOBHS (DaKTHUCCKOW WHOIAIUU TPEANISCTBYIONIET0 KaJeHIApHOTO Toaa ¢
Y4ETOM TMPOTHO3UPYEMOrO ypOBHS MHQOISIUM TEKYIIETO TIoja, YCTAaHOBJICHHOTO
dbenepanbHbIM 3aKOHOM O (peiepalibHOM OFOKETE Ha COOTBETCTBYIONIUN (DMHAHCOBBIM
TOJl U IJIAHOBBIN MEPUO.

B pamkax nposenenust skoHomuueckoro ananuza @AC Poccuu BBISIBIIEHO, YTO B
ce0ECTOMMOCTH  JIEKAPCTBEHHBIX MpENaparoB, Npu (OPMHUPOBAHUHN  MPEIETbHBIX
OTILYCKHBIX LIEH YYUTBHIBAETCS YBEINUYEHUE HE TOJIBKO ChIPbs, MaTEpPUAJIOB U HAKJIAIHBIX
pacxoioB, CBSI3aHHBIX C IPOM3BOACTBOM M pealu3alMell [TaHHBIX JIEKAPCTBEHHBIX
npenaparoB, HO M YBEIWYEHUE OOIIECPOU3BOJCTBEHHBIX PACXO/I0B, B TOM YHCIIE
YBEIIMYEHUE aMOPTHU3ALUOHHBIX OTYHMCICHUH. Takke, B MPEIACTABICHHBIX JOKYMEHTaX
OTCYTCTBYIOT KOHTPAKThI CO CPOKaMU JIEUCTBUS, 3aBEPIIAIOIIUMUCS HE PAHEE YEM Uepe3
6 MecsI1IeB CO JHS MOJIa4yM 3asBJICHUS O PETUCTPALIMH WIH EPEPETUCTPALINU TIPEAEIIbHBIX
OTIIYCKHBIX 1I€H TMPOU3BOJUTENS Ha JIEKAPCTBEHHBIC MPEMaparbl, YTO MHPOTUBOPEUUT
yHKTY 9 Metoauku.

Poct 3aperucTpupoBaHHBIX MPENETbHBIX OTIYCKHBIX II€H Ha JIEKApCTBEHHBIE
npenaparsl (mo3uuuu Ne 1 - Ne 17) 3asBien nmpousBoautenem B pasmepe 9,6 %. Ilpu
TOM, U3 PACUue€TOB BEJIWYUHBI YIOPOXKAHUSI, MPEACTABICHHBIX MPOU3BOJUTEIEM B
npuinoxenuu Ne 5 k Metoauke, ciieyeT, 4YTo (PakTUUECKOE YBEJIMUYCHHUE II€H Ha ChIPhE,
MaTrepuaibl U HaKJIaAHbIE PacXObl, UCIIOIb3YEMBIE TIPU MPOU3BOICTBE BHIIIECYKAa3aHHBIX
IpenaparoB, cocTaBisieT MeHee 9,6 %.

B cBsI3u C BBINIEU3TI0KEHHBIM, B COOTBETCTBUM C MOIIIYHKTOM «B» IyHKTa 13
[IpaBun mnpeBbILIEHUE NPEACTABISIEMOW I TOCYAAPCTBEHHOM PETUCTpPALMU WU
MEPEPETUCTPALIMN TIPEACITbHON OTHYCKHOW LIEHBI MPOU3BOJAWTENS HA JIEKAPCTBEHHBIN
nmpenapar HaJ I[EHOM, PACCUYMTAHHOM B COOTBETCTBUM C METOIUKOW, SABISETCS
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OCHOBaHUCM I OTKa3a B COITIaCOBAHUH I‘OCYI[&pCTBGHHOﬁ perucTpanmun HpeﬂGHBHOﬁ
OTHYCKHOﬁ IICHBI IIPONU3BOAUTCIIA HA JIGK&pCTBGHHBIfI IMpcCIiapar.

P.A. Ilerpocsan
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