MUWHUCTEPCTBO 34pPaBOOXPaHEHUS] 2219544
Poccuiickoin depepauymn

PEJEPASIbHASA C/TYXXBA MO HAL30PY r
B C®EPE 3[PABOOXPAHEHUA
(POC3IPABHA/3OP) CybbeKTbl 0bpaLieHuns
NeKapCTBEHHbIX CPEACTB
PYKOBOJUTE/b

CnassaHckasa nn, 4, ctp. |, Mocksa, 109074
TenedoH: (499) 578 02 30; (495) 698 15 74

HaNe oT

N 0 HOBbIX JaHHbIX MO 6e30nacHoCTK |

NEeKapCTBEHHOrO npenapara
Bepnvnpun 10

defepanbHana cnyxxba no Hag3opy B ciepe 34paBOOXpPaHeHUss B paMKax
NCMNOJIHEHNSA TOCYAAaPCTBEHHON (DYHKLMW MO MOHUTOPUHIY 6€30MacHOCTUN JieKapCTBEHHbIX
npenapaTtoB, HaxoAAWMXcsa B obpalleHUM Ha Tepputopum Poccuiickoin degepayunn,
JOBOAMT [0 CBefeHUA Cyb6beKTOB obpaleHUss /eKapCTBEHHbIX CPeAcTB  MUCbMO
OO0 «bepnuH-Xemn/A.MeHapUHU» 0 HOBbIX laHHbIX N0 6€30NaCHOCTU JIEKAPCTBEHHOTIO
npenapata «bepnunpun 10 (MHH: SHananpwun) Tabnetkn 10 mr».

MpunoxeHne: Ha 2 n. B 1 3K3.

M.A. MypallKo



OO0 bepnuH-Xemun/A.MeHapuHH

CneymnanmcTam 34paBooXpaHeHNs

Mcx. Ne 118 Mocksa, oT 21.03.2018

MHopmaLMOHHOE NUCbMO

KomnaHus OO0 «bepnuH-Xemu/A.MeHapnHU» BblpaXkaeT Bam CBOe novTeHne 1 MHpopmunpyet
0 NOMY4YeHUM HOBbLIX AaHHbIX MO 6e30MacHOCTU eKapCTBEHHOro npenaparta bBepavnpun® 10
(MHH: SHananpun), Tabnetku, (10 mr), PY Ne M N015007/01 ot 22.07.2008.

HoBble AaHHble B pasaen «MpoTUBOMOKa3aHUsS»

[o6aBneHo:

«- OQHOBPEMEeHHOe MPUMEHeHVEe € AIMCKUPEHOM W MpenapaTtaMu, COAepXXaliumMun asiMcKUpEH,
Yy MNauyueHToB C caxapHbIM AMAa6ETOM W/ YMEPEHHBIMU WU TSHKENbIMUA - HapyLLEHUSMU
(hYHKUMM noyeK (CKOpoCTb Kny60ukoBoil thmnbTpaumm (CK®P) He meHee 60 mna/Mun/1,73 M
naowasmn noBepxHoeT Tena;

«- O[JHOBpPEMeHHOe NPVMEHEHWe C aHTaroHMeTamu peLenTopoB aHruoTeHsuHa I (APA I)
Y NaUMEeHTOB C AMabeTUYECKO HedponaTmen.»

Hosble faHHble B pa3faen «C 0CTOPOXKHOCTbo»

[o6aBneHo:
«- TMN0aNbLOCTEPOHU3M;».

HoBble faHHble Bpasaen «B3avMogeiicTBre C ApYrMMI NeKapCTBEHHbIMU CPEACTBAMU»

B pasgene «Bs3aumogencTBve € [ApYrUMU  NIeKapCTBEHHbIMW  CpPefcTBamu»  MpuBefeHa
NH(opMaLMs 0 B3aMMOAENCTBUSAX UHIMOUTOPOB AlNd:
- C npenapatamy, eofepXaliMmm KO-Tpumakco3on (TpumeTonpumM + Cy/nbgameToKcason) -
MOBbILLEHHBIA PUCK Pa3BUTUSA TUMNEPKaIEMUN,
- ¢ nHrnébutopamm mTOR (mammalian Target of Rapamycin - MULIEHb panamuLUmMHa B KEeTKax
MNIEKOMUTAIOLLKMX), HarnpuMep, TeEMCUPOSIMMYCOM, CUPOIMMYCOM, 3BEPOIMMYCOM - YBeNNYeHue
puCKa pasBMTUA aHTMOHEBPOTUYECKOrO OTEKa;
- C MHrMéutopamn aunentuaasbl IV tnna (4MM-4) (rAMnTUHaMK), HanpyUMep, CUTarIMNTUHOM,
cakcarMnTUHOM, BWIAATIUATUHOM, JIMHArMNTUHOM - YBE/IMYEHME puUckKa pasBuUTuA
aHTMOHEBPOTUYECKOr0 OTeKa;
- C paLeKafoTpuioM (MHrMbUTop 3HKe(annHasbl, MPUMEHSEMbIA 415 IeYeHUs OCTPOK Auapen) -
YBe/IMYEHNE PUCKA PA3BUTUA aHTMOHEBPOTUYECKOTO OTEKA;
- C 3CTPaMyCVMHOM - YBe/IMYeHWe PUCKa PasBUTUA aHIMOHEBPOTUYECKOTO OTEK3,;

C arbTennason (TpomGonMTMYecKas  Tepanus) -  YBE/IMYEHME  pUCKA  Pas3BUTUSA
aHrMOHEBPOTMYECKOr 0O OTeKa.

00O BEPJINH-XEMW/A.MEHAPWUHW 1. Mocksa

HOpuaunueckunin agpec: Poccns, 123112, r. Mockea, NpecHeHckas HabepexHas, 4. 10

MouTtoBbIit agpec: Poccusa, 123112, 1. MockBa, NpecHeHckas HabepexHas, g. 10 CTpaHI/ILI,a 1uns3?2
TenedooH: +7 (495) 785-01-00, chakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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Kpome Toro pasgen AONOMHEH CresytoLlein nHpopmaLmei:

«OfHOBPEMEHHOE MNPUMEHEHME MHIMOUTOpoB AP ¢ npenapatamu, CoepXXallyMmn afMCKUPEH,
NMPOTUBOMNOKA3aHO Yy MauMeHTOB C caxapHbIM AMabeToM W/MAN C  YMEPeHHOW WU TSHKENOoi
noYeyHor HegocTaTouHOCTbIO (CK® MeHee 60 Mn/MWH/L, 73 M nowaam NoBepxHOCTU Tena) 1
He peKOMeHyeTca y ApYrnx nalneHTos;

OpOHOBpPeEMEHHOE MPUMEHEHWe C aHTaroHWcTaMu peuenTtopoB aHrunoteHsmHa Il (APA 1)
y MaumeHToB C AnabeTnyecKoil HethponaTuet N He PEKOMeHAYEeTCA y ApYruX NauueHToB.»

Hosble gaHHble B pa3gen «Ocobble yKazaHMs»

Mopapasaen «[BoiHas 6nokaga PAAC» 10NONHEH CneayroLLEen MHhopMaLIel:

«/IMetoTCa faHHble, YTO OAHOBPEMEHHOE MPUMEHEHWE WMHIMOMTOpoB AP C aHTaroHMcTamu
PeLenTopoB aHrMoTeHsnHa Il n/unn annucKnMpeHoM yBeIMYMBAET PUCK PasBUTUS apTepuasibHOM
TMMNOTEH3UW, TUNEPKAIMEMUMN N HapyLUeHUs (YHKLMKX Nnoyek (B TOM YmC/e OCTPOM MOYEYHOM
HeLoCTaTOYHOCTH).

O[HOBpPeMEHHOe MpUMeHeHVe MHIM6UTOpoB AP ¢ npenapatamu, CofepXXawnMm aMCKUPEH,
NPOTUBOMNOKa3aHO Y MalMeHTOB C caxapHbIM AMabeToM W/MnnM C  YMEPEHHOW WU TSXKeNoN
MOYeYHON HefoCTaTOMHOCTLH (CK® meHee 60 mn/mMuH/1,73 M nnowaan NOBEPXHOCTU Tena) u
He peKOMeHAyeTCa y ApYruX naumeHTOoB.

OpfHOBpEMEHHOe MPMMEHEHME C aHTaroHUcTamm peuenTopoB aHrmoteHsnHa 1l (APA 1)
y NauneHToB C AnabeTnYecKon HedponaTnein N He PeKOMeHAYETCA Y APYTUX NauMeHToB.»

Kpome TOro, B nogpasaene «IunepkaiMeMusi» yKasaHbl [ONOMHUTENbHbIE (HAKTOPbl pUCKa
PasBUTVS  TUMEPKAIMEMUN -  TWUMOANbAOCTEPOHU3M W OJHOBPEMEHHOE MNPUMEHEHME C
KO-TPMMOKCA30/10M  (TPMMETOMpPUM  +  Cy/b(hamMeToKcason), a TakKe peKkoMeHaaLus
OCYLLIECTB/IEHMS PETYNIAPHOTO KOHTPO/S COAEPXKAHMS Kanus B Nna3me KpoBM.

C y4yeToM BbllleyKasaHHbIX [AaHHbIX KOMMaHWs MNPOBOAMT PaboTy MO BKAKOYUEHWHO AaHHON
MH(OPMaLM B COOTBETCTBYHOLUME pa3feNibl MHCTPYKUMM MO MPUMEHEHUIO /IEKAPCTBEHHOMO
npenapata bepmmnpun® 10 (MHH: OSHananpwn), Tabnetku, (10 mr), PY Ne T N015007/01
0T 22.07.2008.

Mpy BO3HWKHOBEHMW BOMPOCOB MO WHMOPMaLUK, WU3NOXEHHOW B [aHHOM MWUCbME, MPOCUM
HanpaensaTe nX B OO0 «bepnnH-Xemu/A.MeHapuHu» Mo afpecy:

Poccus, 123112, r. Mocksa,

MpecHeHcKas HabepexHas, a. 10,

BL| "bawHs Ha HabepexxHoi", Bnok b,

Ten. (495) 785-01-00, tpakc (495) 785-01-01.

Takke HanoMMHaeM O HEOH6XOAUMOCTM CO06LLATb O NOL03PeBaeMby1eXeaaTe/IbHbIX peakLmsx
B YMNO/IHOMOYEHHbI opraH Poccuiickoi ®efepayuu.

C yBaXkeHMeMm.

PykoBoauMTeNb OTAeNa PErUCTPaLA U NPETEH3NIA "«W¥|'-y;x1"4eHko H.b.

CtpaHuua 2 ns 2



