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NPOM3BOIUTENS Ha JICKAPCTBEHHBIN
npemnapar «Ilapaneramomn»

®denepanbHas aHTUMOHOMIONBHAS CIIyk0a paccMOTpesia B COOTBETCTBUU C ITYHKTOM 41
0COOEHHOCTE oOpallleHHs JIEKapCTBEHHBIX MPENaparoB MJii MEIUIMHCKOTO MPUMEHEHHUS,
KOTOpBIE IpPEJHA3HAYeHbl JUIsI TNPUMEHEHUS B YCIOBUAX YIPO3bl BO3HUKHOBEHMS,
BO3HUMKHOBEHHUS M JIMKBHUJALUM YPE3BbIYAWHONW CUTyallUd WM [UI OpraHU3alMy OKa3aHMs
MEIULIUHCKOW TOMOIIM JIMIAM, NOCTPaJaBIIMM B pE3ylIbTaTe YPE3BBIYANHBIX CHUTyallUH,
NPEeIynpeKICHUST YpPE3BbIUAWHBIX CUTyallMd, MNPOQPUIAKTUKKA U JIEUeHHs 3a00JIeBaHUM,
MPECTABISIONIMX ONAaCHOCTb JJI OKPYKAIOIIMX, 3a00I€BaHUIM U NMOPAKEHUH, MTOJIyYCHHBIX B
pe3yabrare BO3AECUCTBUS HEOIArONPUSATHBIX XUMUYECKHX, OMOJIOTMYECKHUX, PaJualliOHHBIX
(bakTOpoB, YTBEpXKACHHBIX MocTaHoBieHHeM IIpaBurensctBa Poccuiickoit denepammu ot
03.04.2020 Ne 441 (manee — Oco0OEHHOCTH), TOKYMEHTHI, MPEACTaBICHHBIE MHChMaMU
Mumnznapasa Poccun ot 22.06.2020 Ne 20-0/638 B OTHOIIEHHH JIEKAPCTBEHHOTO Ipernapara
«[Tapaneramoin» B 1eKapcTBEHHOU (popMme «TabieTkn», B 103upoBKax «500 Mr» u «200 Mr», u
COOOIIAeT CleayIoIIee.

B cumny tpebGoBanmii myHkta 37 OcCOOCGHHOCTEH MNpH BBIIBICHHH MHHHUCTEPCTBOM
MPOMBIIIIJICHHOCTH B ToproBiu Poccutickoit deneparuu, denepanbHoil ciyx00# 10 HaI30py
B cdepe 3apaBooxpaHeHUs AePEKTypbl JTUOO OTCYTCTBUS B OOpAIllEHUU JIEKAPCTBEHHBIX
[penapaToB, BKIIOYEHHBIX B [E€PEUEHb JKU3HEHHO HEOOXOIMMBIX U  BaKHEUIIUX
JIeKapCTBEHHBIX MPENaparoB, B CBA3M C [IEHOOOpa30BaHHEM Ha HUX yKa3aHHbIEe denepasbHble
OpraHbl HMCTOJHUTEIBHON BIIACTH MPEACTABISAIOT B TEUYEHHE 5 paboumx [HEW CBEACHWS,
ykazaHHble B myHKTe 36 OcobenHocreir, B MwunsapaB Poccum mo ¢dopme cormacHo

2020-81640(3)


file://f207ca94-a13c-4ba0-b72d-f018c9eed8f1/

NpUIOKEeHUI0 K OCOOEHHOCTSIM.

B cootBercTBUU ¢ DenepanbHbIM 3aKOHOM «OO0 00pallleHnH JIEKAPCTBEHHBIX CPEICTBY
JIEKapCTBEHHbIE TIperapaTbl - JIEKAPCTBEHHBIE CPEACTBA B BUJAE JEKApPCTBEHHBIX (opM,
NpUMEHSEMBbIE ISl TPO(PMIAKTHKY, JUATHOCTUKH, JICUCHUS 3a00IeBaHus, peaOuInuTaIiu, s
COXpaHEHUs, IPENOTBPAILICHUS WU TPEPHIBAaHUS OEPEMEHHOCTH.

VYuuTsiBas U3N0KEHHOE, a TaKkKe TOT (aKT, YTO MEepeUeHb KUZHEHHO HEOOXOIUMBIX U
BAOXHEHIINX  JICKAPCTBEHHBIX  IpemapatoB  (GopMUpYeTCs MO  MEXAYHapOIHBIM
HEMAaTCeHTOBAaHHBIM HAWMMEHOBAaHUSAM C YKa3aHUEM JIEKAPCTBEHHBIX (OpM, aHAJIM3
BbIsiBJIeHHs JAedeKTypbl Ju00 OTCYTCTBHUSI B OOpalleHHMH HeOOXOAHUMO NPOBOAUTH B
OTHOLLIEHUM BCEro Me;KAyHAPOJAHOr0 HeNMAaTeHTOBAHHOI0 HauMeHoBaHus (1anee - MHH)
B COOTBETCTBYIOIIUX JIEKAPCTBEHHBIX (popmax.

CornacHO CBeAEHMSIM TOCYIapCTBEHHOTO peecTpa JIEKApCTBEHHBIX CpPEICTB, B
Poccuiickoii  ®denpepanum  JIEKapCTBEHHBIM  mpemapar,  coorBeTcTByronmi ~ MHH
«[Tapanieramon», B JIeKapCTBEHHON Qopme «TabneTkm» U A03upoBke «500 Mr»
3aperuCTPUPOBAH CEMHAAUATBHIO BiIaJeNbllaMU (WK JCPXKATEIIMH) PETUCTPAIIUMOHHBIX
YAOCTOBEPEHUH JIEKAPCTBEHHBIX MPENaparoB.

MunsnpaBom Poccun mpenctaBiieHbl 3asBIEHUS OT IIECTH BIaJeiIbleB (WiIH
JiepKaTeseil) pEerucTpaloOHHBIX YIOCTOBEPEHUM (0T NATH MNpeacTABJIEeHbI paHee, IO
OCTAJIbHBIM JABeHAAUATH cBedeHusi oT Mun3apaBa Poccuu He mpeacraBiieHbl), B TOM
yuciie 0T AO «Tarxumdapmnpenapare» (Poccust), 3asBienHas mnena — 7,26 pyO.
(10 TabneTok).

Taxxe, CONIACHO CBEACHUSIM TOCYIAPCTBEHHOIO peecTpa JIEKapCTBEHHBIX CPEACTB, B
Poccuiickoii  ®denpepanum  JIeKapCTBEHHBIM — mpemapar,  coorBeTcTByronmi ~ MHH
«[Tapaneramon», B JIEKapCTBEHHON Qopme «TabneTkm» U A03upoBke «200 Mr»
3aperucTpUpPOBaH  MIECTbIO  BlafelbllaMu (WM JAepiKaTelnsiMU)  PErHCTPallMOHHBIX
YAOCTOBEPEHUH JIEKAPCTBEHHBIX MPENApATOB.

MunznpaBom Poccunm mnpencrtaBieHsl  3asBICHUS OT ABYX BIaeNblieB (WK
JiepKaresieil) PerucTpallMOHHBIX YAOCTOBEPEHUI (0T OJAHOI0 NpeacTaBJIeHbl paHee, IO
OCTAJIbHBIM 4YeThbIpeM cBefdeHusi oT MunsapaBa Poccum He mpeacTaBieHbl), B TOM YUCTIE
AO «Tarxumpapmnpenapares» (Poccust), 3asBnennas nesa — 4,44 py0. (10 tabnetok).

®AC Poccum oOpaiaer BHUMaHue, yTo depepaabHON aHTUMOHOIOIBHOM CITy:k00i1 B
COOTBETCTBUU ¢ TTyHKTOM 41 OcobOeHHOCTEl paHee OBbLITN MPUHATHI PEUISHUS O COTIIACOBAaHUU
CJICTYIOIIMX IIEH Ha JIeKapCcTBEeHHBIN npemnapat [lapamneramorn, Tabnetku, 500 mr, 200 mr Ha
CpPOK, mpemycMOoTpeHHBIM myHKTOM 42 OcobenHoctedr (ot 29.05.2020 Ne A]J1/45458/20,
or 08.06.2020 Ne AJ1/48092/20, ot 08.06.2020 Ne AJ1/48203/20, ot 15.06.2020
Ne 113/50205/20, ot 25.06.2020 Ne AJ1/53092/20):

1) OAO «Upburckuit xumdapmzaBon» (Poccus) Ha JekapcTBEHHBIM Mpemapar
«ITapaneramom» (MHH - «Ilapanieramon»), Tabnerku, 200 mr, 10 mT., - yIakoBKU SYEHKOBBIC
KoHTYpHBIE (1) - Mauku KapToHHBIE, B pazmepe — 10,66 py0Oieii;

2) OAO «UpOurckuit xumpapmsaBon» (Poccus) Ha jexapcTBEHHBbIH Ipemnapar
«ITapauneramon» (MHH - «[lapaneramon»), tabnerku, 200 wmr, 10 mrT, - ynakoBKu
0e3bsYeKOBBIE KOHTYpHBIE, B pasMepe — 10,66 pyomeii;

3) OAO«®apmcranaapt-JlekcpencrBa»y (Poccusi) Ha  JleKkapCTBEHHBIM — mpemnapar
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«ITapaneramomn» (MHH - «Ilapanieramon»), Tabnetrku, 500 mr, 10 mT. - ymakoBKU SYEHKOBBIC
KOHTYpHBIE (2) - mauku KapTOHHbIE, B pazMepe — 18,59 pyoueit;

4) OAO «®Papmcranaapt-Jlekcpeacrsa» (Poccusi) Ha JexkapcTBEHHBIM Ipenapar
«ITapaneramom» (MHH - «Ilapameramon»), Tabmerku, 500 mr, 10 mT. - yIIaKOBKH SYCHKOBBIC
koHTYypHEIE (1), B pazmepe — 7,79 pyoOneii;

5) OAO «[danbxumpapm» (Poccusi) Ha nexapctBeHHbI mnpemnapar «llapaneramon»
(MHH - «IIapaueramon»), Tabnetku, 500 mr, 10 wT. - ynakoBku 0e3b14eiiKOBbIE KOHTYPHBIE,
B pazmepe — 6,71 py6uei;

6) OAO «lamsxumdapm» (Poccusi) Ha nexapctBeHHBIM mpemnapar «llaparmeramorn
(MHH - «Ilapaneramon»), Tabnetku, 500 mr, 10 mT. - ynakoBKH SSYEHKOBbIE KOHTYpHBIE (2)-
MavYKy KapTOHHBIE, B pazmepe — 16,63 pyoOieit.

B cBs3u ¢ oTcyTcTBUEM HHpOpManuu oT MuH3apaBa Poccun B OTHOLIEHHH OCTaIbHBIX
BJIAQJIENIBLIEB (J€prKaTeneil) perucTpaldoOHHBIX YIOCTOBEPEHUM JIEKapCTBEHHOIO Ipernapara
[Tapameramon, Ttabnetkm, 500 mr, 200 Mr pemieHHs O COITIACOBAaHWHW BHIICYKa3aHHBIX
MpeebHBIX OTIMYCKHBIX II€H MPOU3BOIUTENCH comepkanu MHPOPMAIIMIO O TOM, YTO TaKHe
pemieHuss MOTyT ObIThb mepecMoTpeHbl B ciydae noctymieHuss B @DAC Poccum
JIOTIOJTHUTEJIbHBIX CBEJICHUM, OKa3bIBAIOLIUX BIUSHUE HA PE3YyJIbTaT HACTOSIIETO PELICHHUS.

JIokyMeHTBI, mpeacTaBleHHble nHcbMOM MunsnpaBa Poccum ot 22.06.2020
Ne 20-0/638, B oTHOmIEHWH JeKapcTBeHHOro mpemapara «llapameramom» B JeKapCTBEHHOM
bopme «rabnetkn», B no3upoBkax «500 mr» um «200 mr» He comepkar MHOpPMALMH OT
OCTaJIbHBIX BIIAJENbIEB (JepiKareneil) perucTpaldoOHHBIX YAOCTOBEPEHHUM YyKa3aHHOTO
JIeKapCTBEHHOTO TMperapara, a Takke cBeleHuss o0 oOuieil mnoTpeOHOCTH B 3ITOM
JIEKapCTBEHHOM ITpenapare.

CormacHO paHee TIPEACTaBICHHBIM BO HCIONMHEHHE MyHKTa 37 OcoOeHHOCTeH
Munnpomroprom Poccuu gokymentam (rmucbmo ot 19.05.2020 Ne [1C-33910/19), cBenenus o
HaJIMYUU JAePEeKTypbl MpPHUBEACHBI HA OCHOBE JAHHBIX AHAJUTHYECKUX areHTCTB O
CpeIHEMECAYHOM OObEME TOCYIAPCTBEHHBIX 3aKyMNOK JJII MEIULUHCKUX OpPraHu3aluil v o
CpeaHeMecIYHOM 00beMe MPOJAXK ISl aTEUHbIX OPraHU3aIUii, B COOTBETCTBUU C KOTOPHIMU
JICKapCTBEHHBIN mpemnapar, coorBercTByrommid MHH «llapaneramon», B HE3HAUMTEIbHOM
KOJIMYECTBE UMEETCS B MEIUIIMHCKUX OpraHu3anusx B 1 ¢eaepanbHOM OKpyre, a B allTeUHbIX
opranuzanusix - B 6 genepanbHbix okpyrax. IIpu 3ToM npeacraBieHHbIE TaHHbIE TPUBEACHBI
B 11esioM o MHH 6e3 ydeta nekapcTBeHHBIX HOPM U TO3UPOBOK.

[IpencraBnennas Ha commacoBanue AQO «TarxumdapmmnpenapaTsl» NpeAeibHAS
OTIIyCKHas 1IeHa Ha JIeKapcTBeHHbIN npemnapar «Ilapaneramon, S00 Mr» coOTBETCTBYET paHee
COTJIACOBaHHBIM MPEJEIbHBIM OTIYCKHBIM II€HaM, a IJIaHUPYEeMbld O00BEM IMPOU3BOJICTBA
3HAUUTENBHO TMPEBBIMIACT TEKyIue (aKTUYeCKue 3HAYCHHsI MPOU3BOJICTBA YKa3aHHOTO
JIEKapCTBEHHOTO Mpenapara.

Bmecte ¢ Ttem, mpencraBnenHHas Ha coriacoBanne AO «Tarxumdbapmmpenapars»
npejelibHas OTIyCKHAash IieHa Ha JiekapcTBeHHbIM mnpenapar «llapaneramon, 200 wmr»
B 2,4 pa3a HWXKE paHEe CONIACOBAHHOW LIEHBI WHOIO IPOU3BOAUTENS, a 3asBICHHBIN
IUTAaHUPYEMBbId 00bEM MpOU3BOJACTBA B 6,67 pa3 MpeBbIIAECT 3aABJICHHBIN IJIAHUPYEMBIi
o0beM JekapcTBeHHOro mpemapara mnpousBoactBa OAO «MpOutckuii xumdapm3aBomI)
(Poccust) u coorBeTcTBYeT (DaKTHUECKHUM CBEIACHUSM O BBOJAE B TPaXTAHCKUN 00OpOT B
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Poccuiickoit @eneparuu B 2019 rony.

YuuteiBasg unsnoxkeHHoe, MAC Poccun NPHUHATO pelIeHHE O COIIACOBAHUM
NnpefejJbHbIX OTIYCKHBIX IeH MPOU3BOAUTENECH, 3afiBJICHHbBIX HA PErucTpanmio
AO «Tarxumpapmmpenapatrsi» (Poccust):

1) Ha nexapctBeHHbIN npenapar «Ilapameramom» (MHH - «Ilapareramon»), TabneTkw,
500 mr, 10 mT. - kOHTYpHas Oe3bsyeilkoBasi yrmakoBKa, B paMepe — 7,26 pyOneil, Ha CpoOK,
MpEeAyCMOTPEHHBIN TyHKTOM 42 OcoOeHHOCTEH;

2) Ha nexapcTBeHHBIN npemapat «Ilapaneramom» (MHH - «[lapaneramony), TabneTkw,
200 mr, 10 mT. - KOHTYpHasi Oe3bAYEHKOBas yMakoBKa, B pasmepe — 4,44 pyOnei, Ha CpOK,
MpeyCMOTPEHHBIN MyHKTOM 42 OcoOeHHOCTEMH.

®AC Poccuun 1OBOIUT A0 CBEIICHUS, UTO B CBSI3U C HEMNpeAcTaBieHHneM MUH3IpaBoM
Poccun cBegenuii 06 oOmieil motpeOHOCTH B JekapcTBeHHOM Ipemapare «llapameramonn,
TalJIETKW», a TaKXke IUIaHHUpyeMoM oObeme mnpou3BoacTBa B 2020 romy OT OCTalbHBIX
BJIQJICTIBLIEB (JIepKaTeseil) perucTpallMOHHBIX YIOCTOBEPEHUN YKa3aHHOTO JIEKapCTBEHHOTO
mpemnapara, a Tak)Ke pPHCKOM YBEIMYEHUS PacXOl0B Ha OOecreueHue JeKapCTBEHHBIM
npenapatoM «llapaneramon, tabnerku, 200 mr», ®AC Poccun BbIHYKIE€HA PACCMOTPETH
BOIIPOC 00 OTMEHE paHee MPUHATOrO PELIEHUS B OTHOUICHUM JIEKapCTBEHHOTO IMpernapara
«ITapaneramomn, 200 mr» npousBoactBa OAO «Hpoutckuit xumdapmszaBoa» 1o nene 10,66
pyOuieli 3a moTpeOuTeNhCKy 0 ymakoBky Ne 10.

B aroit cBa3u, mia npunsatus pemennss @AC Poccun nmoBTopHO B cpok j10 06.07.2020

npocutr Mun3zapas Poccum HampaButh HHpopManuio 00 00meld MnoTpeOHOCTH B
nexapcTBeHHOM mnpenapate «llapameramon, tabmetku, 200 Mr», a Takke O IUIAHUPYEMBIX
o0ObeMax IMpPOW3BOACTBA OT BCEX BIAJENbLEB (IepikaTenell)  PerucTpaluoOHHbBIX
YAOCTOBEPEHUI YKa3aHHOTO JIEKAPCTBEHHOTO IIpenapara.

OnnoBpeMenHo PAC Poccun cooduiaer, 4To HacTosillee pelieHHe MOKET ObITh
nepecMoTpeHo B ciay4dae mocryivieHuss B WAC Poccum NONMOTHUTEIBHBIX CBEACHUI,
OKa3bIBAIOIIMX BJIMSIHHE HA Pe3yJIbTAT HACTOSIIIEr0 peleHus.

Mecmo dns nodnucu

I[1.B. 3abopmukoB

Ucn. Crapeix apes AnekcaHapoBHa
1ei.8(499)755-23-23 Br.088-101
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