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MIPOU3BOIUTENS HA JIEKAPCTBEHHBII
npenapar «l{edprpruakcon»

®denepanbHas aHTUMOHOIIONbHAS CIIyk0a paccMOTpelsia B COOTBETCTBUU C ITYHKTOM 41
0cOoOeHHOCTEeW oOpallleHHs JIEKapCTBEHHBIX MPENaparoB AJii MEIUIMHCKOTO MPUMEHEHHUS,
KOTOpbIE TMPEIHA3HAYEHbl [UJI1 TNPUMEHEHUS B YCJIOBUAX YIpO3bl BO3HUKHOBEHUS,
BO3HUKHOBEHUS W JIMKBUJALMU YPE3BBIYANHOM CUTyallMHM W Ui OPTaHU3alyHd OKAa3aHUS
MEIULIHAHCKOW TOMOIIM JIMIAaM, NOCTPaAaBIIMM B pE3ylIbTare€ YPE3BbIYANHBIX CHUTyalluH,
NPEeIyNpeKICHUST YpPE3BbIUAWHBIX CUTyallMd, NPOPUIAKTUKKA U JIeUeHHs 3a00JeBaHUM,
MPEACTABISIONINX OMACHOCTH JIJISl OKPYKAIOIIUX, 3a00J€BaHUM U MOPAXKEHUH, MMOTYyUYCHHBIX B
pe3ysibTaTe BO3ACHCTBUSI HEOIArONMPHUSITHBIX XUMHUYECKUX, OMOJIOTMYECKHUX, PAJIUAIIMOHHBIX
(bakTOpoB, YTBEpXKACHHBIX MocTaHoBieHHeM IIpaBurensctBa Poccuiickoit denepammu ot
03.04.2020 Ne 441 (mamee — Oco0OEHHOCTH), TOKYMEHTHI, MpPEICTaBICHHBIE MUCHMaMU
Munznapasa Poccun ot 26.11.2020 Ne 20-4/1538 u ot 27.11.2020 Ne 20-4/1546 B oTHOIIECHUHN
nekapcTBeHHoro mnpenapara «lledTpuakcon, mopomok [jisi HPUTOTOBIEHUS PAcTBOpA IS
BHYTPHUMBIIIIEYHOTO M BHYTPUBEHHOTO BBEJCHUS», U COOOIIAET CIEAYIOIIEe.

B cumny tpeboBanmii myHkta 37 OcCOOCHHOCTEH MNpH BBIABICHHH MHHUCTEPCTBOM
MPOMBIIIIJICHHOCTH B ToproBiu Poccutickoit deneparuu, denepanbHoil ciyx00# 10 HaI30py
B cdepe 3apaBooxpaHeHUs AePEKTypbl JTUOO OTCYTCTBUS B OOpAIllEHUU JIEKAPCTBEHHBIX
MpenaparoB, BKJIIOYEHHBIX B IIE€PEUYCHb JKU3HEHHO HEOOXOAMMBIX U  Ba)KHEUIIUX
JIeKapCTBEHHBIX IpemnaparoB (nanee — nepedeHsb JKHBIIIT), B cBs3u ¢ 1ieHOOOpa3oBaHUEM Ha
HUX YKa3aHHBbIC (erepanibHble OpraHbl UCTIOMHUTEILHON BIACTH MPEACTABISIOT B TEUCHUE 5
pabounx IHEW CBemeHWsI, yKazaHHbIE B IyHKTe 36 OcoOeHHocTel, B Mun3apaB Poccuun mo
dbopme cornacHo MpUIoKEHUI0 K OCOOCHHOCTSIM.

B coorBerctBuM ¢ @enepanbHbiM 3ak0HOM «O0 00pallleHUH JIEKapCTBEHHBIX CPENICTBY»
JIeKapCTBEHHBIC TIperapaTrhl - JIGKAPCTBEHHBIE CPEACTBA B BHUAC JICKAPCTBEHHBIX (opm,
MpUMEHSEMBIC ISl TPOPUIAKTUKY, TUATHOCTUKH, JICUCHUS 3a00JIeBaHus, peaOuIuTauu, as
COXpPaHEHUs, PEIOTBPAILICHUS WU TPEepPhIBaHUS OEPEMEHHOCTH.
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YuuTeIBas u3JI0KEHHOE, a Takke TOT ¢akT, uro nepedeHs KHBIIIT dopmupyercs mo
MEXIYHAapOJHbIM HENAaTEeHTOBaHHbIM HauMeHoBaHusM (manee - MHH) ¢ ykaszanuem
JIEKapCTBEHHBIX (POPM aHaIu3 BBIABICHUA A€PEKTYypbl JHOO OTCYTCTBHUS B OOpallleHUU
HE00XOIMMO MPOBOAUTH B OTHOmeHHH Bcero MHH B COOTBETCTBYIOIMX JIeKapCTBEHHBIX
dbopmax.

CornacHO CBeAEHHMSIM TOCYIapCTBEHHOTO peecTpa JIEKapCTBEHHBIX CpPEICTB, B
Poccuiickoii ~ @enepanuu  JIEKapCTBEHHBIM  Ipemapar,  coorBercrByrommii ~ MHH
«ledTpuakcon», B JEKapCTBEHHON (HOpPME «MOPOIIOK JJIsi TPUTOTOBJIICHUS PACTBOpA IS
BHYTPHUMBIIIIEYHOTO U BHYTPUBEHHOTO BBEACHHS» 3apETHMCTPUPOBAH TPHUALIATHIO JCBSATHIO
BiajenplaMu (WK JepKaTeliiMH) PETUCTPAIMOHHBIX YIOCTOBEPEHUM JIEKaApCTBEHHBIX
IpenapaTosB.

MunznpaBom Poccum mpencraBieHbl  3asBIECHHS OT TpPEX BIAJENbLEB (WM
JiepKaTeNe) pPEerucTpPallMOHHBIX YIOCTOBEPEHMM (OT OAHOrO MPEACTABICHO paHee, OT
OCTaJIbHBIX TPUIATH IIECTU cBeaeHuss MunzapaBom Poccuu He mpeacTaBieHsl), B TOM YHCIIE
ot [TAO «buocuntes» (Poccus) u OAO «Cuntes» (Poccus).

CormacHO NpeICTaBICHHBIM JOKYMEHTaM U CBeAeHusM, 3asBiaeHHble OAO «CuHTe3»
(Poccust) BenMuMHBI YBETUYEHHS 3apETMCTPUPOBAHHBIX IE€H COOTBETCTBYIOT BEIUYHUHE
YIAOPOKaHUS ChIPbSI © MaTEPHAJIOB.

Taxxe cormacHO MPEeACTaBICHHBIM JOKYMEHTAM M CBEACHUSIM, B CBS3H C YIOPOKAHUEM
ChIpbs U MaTepualnoB 3asBieHHbIMU [TAO «buocunres» (Poccus) npeneabHbIMU OTIYCKHBIMU
[eHaMu 00eCHeurBaeTcs YCTAHOBJIEHHE MOJOXKUTEIbHOM PEHTAa0eNbHOCTH MPOU3BOACTBA
COOTBETCTBYIOIIMX JIEKAPCTBEHHBIX MPENapaToB.

B stoit cBa3u, @PAC Poccuu NPUHATO pelleHHe O COIVIACOBAHUM TMpelesibHbIX
OTHYCKHBIX 1LI€H, 3a5BJICHHBIX Ha PETUCTPALINIO:

1. [TAO «buocuntes» (Poccus) Ha ciemyromie JeKapCTBEHHbIE Mpenaparhl:

1.1. «Iledprpuakcon» (MHH - «lledTpuakcon»), MOPOLIOK i TPUTOTOBICHHUS
pacTBopa JJisi BHYTPUMBIIIEYHOTO U BHYTPUBEHHOTO BBeAeHMs, | T, - ¢uakonsl (1) - mauku
KapTOHHBIE, B pa3mepe 29,68 pyo.

1.2. «lledprpmakcon» (MHH - «lledTpuakcon»), MOPOMIOK I IPUTOTOBIICHHS
pacTBopa Uil BHYTPUMBIIIEYHOTO W BHYTPUBEHHOro BBeaeHus, 1 T, ¢makonbl, 50 mrt. /
KOpOOKHU KapTOHHBIE, B pazMepe 1484,00 pyo.

2. OAO «Cunres» (Poccus) Ha cieayroomue JeKapCTBEHHbIE ITpenaparhl:

2.1. «ledtpuakcon-AKOC» (MHH - «lledTpuakcon»), mOpoIoK Jjisi MPUTOTOBICHUS
pacTBOopa AJisi BHYTPUMBIIIEYHOTO M BHyTpuBeHHOro BBeaeHus, 0,5 r, - c¢umakonsr (50) -
KOpOOKH KapTOHHEIE, B pazMepe 999,30 pyo.

2.2. «ledtpuakcon-AKOC» (MHH - «lledTprakcon»), mOpoIIoK Jjisi MPUTOTOBICHUS
pacTBopa JUIsl BHYTPUMBIIIEYHOTO U BHYTPUBEHHOTO BBEACHUS, | T, - prakonsl (50) - kopoOku
KapTOHHBIE, B pa3mepe 1449,50 pyo.

2.3. «ledtpuakcon-AKOC» (MHH - «lledTpuakcon»), mopoIIok Jjsi MPUTOTOBICHUS
pacTBopa JJisi BHYTPUMBIIIEYHOTO U BHYTPUBEHHOTO BBeAeHUs, | T, - ¢uakonsl (1) - mauku
KapToHHbIe, B pasMepe 30,40 pyo.

2.4. «Uedtpuakcon-AKOC» (MHH - «lledTpuakcon»), mOpoIIoK Jjisi MPUTOTOBICHUS
pacTBopa Jisi BHYTPUMBIIIEYHOTO U BHYTPUBEHHOTO BBeACHUs, 2 T, - ¢uakoHbl (1) - mauku
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KapTOHHBIE, B pazmepe 57,70 pyO.

B cBsa3u ¢ orcyrctBHeM uHGOOpPMAIUM B OTHOIICHWH OCTaJbHBIX BJIAJCIIBIICB
PETHCTPAIIMOHHBIX  YIOCTOBEPEHHWM JieKapcTBeHHoro mpemapara «lledTpuakcow,
MOPOIIOK ISl TIPUTOTOBJICHUS PACTBOpPA JUIsl BHYTPUMBIIICYHOTO U BHYTPUBEHHOTO W
BeeaeHusA, 1 DAC Poccum cooOmaeT, 9To HACTOSAIIEE peEIIeHHe MOXKET OBITh
nepecMoTpeHo B ciiyyae nocryrieHnss B @AC Poccun AOMOIHUTENBHBIX CBEICHHM,
OKa3bIBAIOIIMX BIUSHHUE HA PE3YJIbTAT HACTOSIIIETO PEIICHMUS.

Kpome Toro, ®AC Poccum coolOmiaer, dYro B IEIIX  HEIOMyIICHUS
HE0OOCHOBAHHOTO POCTA IIEH Ha OTJEJIbHBIE TOPTOBbIC HAMMEHOBAHUS, YKOHOMUYECKUN
aHaJu3 TpEJeIbHBIX OTIMYCKHBIX II€H Ha JICKapCTBeHHBIM mpernapar «lledtpuakcos,
MOPOIIOK JIJII MPUTOTOBJICHHUS PacTBOpa IS BHYTPUMBIIIEYHOTO U BHYTPUBEHHOTO
BBEJICHUS» JPYTHUX MPOU3BOAUTENICH HEOOXOAMMO TIPOBECTH B COOTBETCTBUHM C
nocraHoBiiecHueM IlIpaButensctBa Poccuiickoit ®denepanuu ot 31.10.2020 Ne 1771
«O0 yTBEepKIECHUH OCOOCHHOCTEH TOCYIapCTBEHHOTO PETYJIUPOBAHHUS TPEACTbHBIX
OTITYCKHBIX II€H MPOU3BOAMUTENICH Ha JICKaPCTBEHHBIC NIpenaparbl, BKIIOUCHHBIC B
MepevYeHb J>KM3HEHHO HEOOXOMMMBIX M BaKHEWIUX JICKAPCTBEHHBIX IIpenaparoB, W
BHECECHUY U3MEHECHUHN B OTAEIbHBIE akThl [IpaBuTenbcTBa Poccuiickon deaepanum.

Mecmo dns nodnucu

T.B. Hmxeropozues

H.B. ITimoTHHKOB,
Ten.8(499)755-23-23 BH.088-708
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