MUWHMCTEPCTBO 3A4PaBOOXPaHeEHNs 2219554
Poccuiickoin degepaymn

PELEPA/NIbHARA C/YXXBA MO HAL3OPY
B C®EPE 3IPABOOXPAHEHVIA
(POC3APABHA[30P) Cy6beKTbl obpalleHuns

K TBEHHbIX CpeacTB
PYKOBOAWTE/Ib nekapcrse PeA

CnassaHckasa nn, 4, ctp. 1, Mocksa, 109074
TenedoH: (499) 578 02 30; (495) 698 15 74

Neo-/cv - 968/

Ha Ne oT

r 0 HOBbIX JaHHbIX M0 6e30MacHOCTH
NeKapCTBEHHOrO0 npenapara
Bepnvnpun 20

depepanbHad cnyxba Mo Haglopy B cepe 34paBOOXPaHEHUMA B pamMKax
MCNO/THEHUA TOCYJapCTBEHHON (DYHKLUM NO MOHUTOPUHTY 6€30MacCHOCTU NIeKAPCTBEHHbIX
npenapaTroB, HaxogsawWMxcsas B obpalieHUM Ha Tepputopum Poccuiickoin degepayunn,
JOBOAMT [0 CBeAeHUA Cyb6beKTOB obpalleHuMs NeKapCTBEHHbIX CPeAacTB  MUCbMO
OO0 «bepnuH-Xemn/A.MeHapUHU» 0 HOBbIX AaHHbIX N0 6€30MaCHOCTU NEKAPCTBEHHOIO
npenapata «bepannpun 20 (MHH: 3Hananpun) Tabnetkn 20 mr».

MpunnoxeHwne: Ha 2 n. B 1 3ks.



OOO bepnuH-Xemun/A.MeHapuHK

CneuvanncTam 34paBo0XpPaHeHMS]

Mcx. Ne 120 Mocksa, oT 21.03.2018

NHhopMaLMOoHHOE NNCbMO

KomnaHus OO0 «bepnuH-Xemu/A.MeHapuHn» BblipaxkaeT Bam cBoe nouTeHue 1 MHpopmunpyet
0 MOJlyYeHMN HOBbIX [aHHbIX MO 6e30MacHOEeTU ieKapCTBEHHOro npenapara bepavnpun® 20
(MHH: 3SHananpwun), Tabnetku, (20 mr), PY Ne ' N015000/01 ot 22.07.2008.

HoBble fJaHHbIe B pasgen «MpoTuBonoKasaHms»

[o6aBneHo:

«- OfiHOBPEMEHHOE MpPYMEHEHME C /IMCKUPEHOM W MperapaTaMu, COAePXKalUMU aIMCKUPEH,
Yy MauyueHToB C caxapHbiM AMabeToM W/WWM YMEPEHHbIMU WAN TSXKENbIMU  HapyLLUEHUAMU
(YHKUMM no4veK (CKOpOCTb Kny6oukoBoi (unbTpaumm (CK®) He meHee 60 mn/mun/1,73 M
NaoWwaan NoBepxHoCTH Tena;

«- OJHOBPEMEHHOEe MpPUMEHEHME C aHTarOHWCTaMu PeLenTopoB aHrmoteHsnHa 11 (APA M)
y NauneHToB e AnabeTnyecKon HeponaTumeit.»

HoBble faHHble B pasaen «C 0CTOPOXKHOCTbio»

[06aBneHo:
«- TUNOasIbAOCTEPOHU3M;».

HoBble flaHHble B pasaen «B3anmopgeiicTame ¢ ApyrMu neKapcTBEHHbIMY CPeaCcTBaMU»

B pasgene «B3aumogeicTBue C ApPYrMMU  IEKAPCTBEHHBLIMW  CPeACTBamMU»  NpuBeLeHa
NH(opMaLMs 0 B3aMMOAENCTBUAX MHIMomnTopoB Ald:
- C npenapatamy, COAepXXalMMK KO-TPMMOKCO30/1 (TpUMeTonpum + Cynb(ameToKcason) -
MOBbILLIEHHBIA PUCK PasBUTUSA rUNepKaIMeMuu;
- ¢ uHrnéutopamm mTOR (mammalian Target of Rapamyein - MuLeHb panaMmuLUmHa B KNeTkax
MJIEKONUTAIOLWNX), HanpyUMep, TEMCUPOIUMYCOM, CUPOSIMMYEOM, 3BEPO/IMMYCOM - YBENNYeHVe
pUCKa pa3BUTUSA aHIMOHEBPOTMYECKOrO OTEKa,;
- C MHrnémutopamun aunentuaasel 1V Tnna (4MNM-4) (rnunTuHamy), HaNnpUMep, CUTarIMNTUHOM,
eaKkcarmMnTUHOM, BWIJATIUNTUHOM, JIMHArIMNTMHOM -  YBE/IMYEHME pPUCKA PasBUTUA
aHTMOHEBPOTMYECKOIO OTEKE,
- C paueKagoTpuiom (MHrMbmuTop aHKe(anHasbl, MPUMEHAEMbIV 415 TIeYeHNS OCTPOR Auapen) -
yBe/IMYeHVe prUCKa pasBUTNA aHTMOHEBPOTUYECKOTO OTEKa;
- C 3CTPaMyCUHOM - YBe/IMYeHWe preKa pasBUTUA aHrMOHEBPOTUYECKOTO OTEKa,;

C anbTennasoi  (Tpombo/nMTMYecKas  Tepanus) -  YBE/IMYEHME puUCKa  PasBUTUA
aHrMOHEBPOTMYECKOr0 OTEKA.

00O BEPJ/IMH-XEMW/A.MEHAPVHW r. Mockea

HOpuaunuecknin agpec: Poccus, 123112, . MockBa, MNMpecHeHckas HabepexHas, g. 10

MouToBbIli agpec; Poccus, 123112, 1. MockBa, NpecHeHckas HabepexHas, a. 10 CTpaHMU.a 1ums 2
TenedooH: +7 (495) 785-01-00, chakc: +7 (495) 785-01-01, e-mail: info@b-c.ru


mailto:info@b-c.ru

Kpome Toro pasgen LONOMHEH eneflytoLlent MHopmaLmei:

«OfHOBPEMEHHOE MpPUMEHEHNe NHrMoUTOopoB Ald ¢ npenapatamu, COAepXKalLMu aNMCKUPEH,
NPOTUBOMNOKA3aHO Y MaLMeHTOB C caxapHbIM AMabeToOM W/UM C  YMEPEHHON WIn TSXeNoin
noYeyHomn HepgocTaTouHOCTb0 (CKD MeHee 60 MA/MWH/L, 73 M nnowaam NOBEPXHOCTW TeNa) W
He peKOMeHZyeTca Y ApYrux nauneHToB;

OpfHOBpeMEeHHOE MPUMEHEHME C aHTaroHUcTamy peuentopoB aHrmoteHsmHa Il (APA 1)
y MauueHTOB C AnabeTnyecKon HehponaTumein U He PEKOMEHAYETCS Y APYTUX NauueHTOoB.»

HoBble gaHHble B pasgen «Ocobble yKazaHus»

Mopapasgen «[BoiiHas 6nokaga PAAC» 0ONONHEH cnefytouleil MHpopMaLei:

«/IMeloTCA faHHble, YTO OAHOBPEMEHHOE MPUMEHEHWE MHIMouTopoB Al® ¢ aHTaroHucTamu
PeLenTopoB aHrmoTeH3nHa Il n/munn anucKMpeHoM yBeIMYMBAET PUCK Pas3BUTUA apTepuasibHOM
TMMNOTEH3UW, TUNEPKASIMEMUM U HApyLUEHMS PYHKUMM MoYeK (B TOM YMC/e OCTPOM MOYEYHOIA
HeoCTaTO4yHOCTK).

OfHOBpeMeHHOEe MpUMeHeHne MHIMbuTopos AP ¢ npenapatamu, COAepPXKaUMm aJIMCKUPEH,
NPOTUBOMNOKA3aHO Y MalMeHTOB C CaxapHbiM AMabeToM W/WAM ¢ YMEPEeHHOW WK TSHKeNoin
NMoYeyHon HegocTaTouHOCTbI0 (CK® meHee 60 ma/MuH/L,73 M niowaan NoBepXHOCTU Tena) u
He peKoMeHyeTca Y Apyrux nauueHToB.

OpfHOBpPeMEHHOE MPUMEHEHME C aHTaroHMcTamm peulenTopoB aHrmoteHsmHa I (APA 1)
y MaumMeHToB C AnabeTnyecKon HeponaTuein 1 He PEKOMEHAYETCA Y APYTuX NauueHToB.»

Kpome Toro, B rnogpasgene «IunepKanvieMus», yKasaHbl AOMOMHUTENbHbIE (HaKTOPbl PUCKa
PasBUTUS TUMNEPKaIMEMUM -  TUMOANbOCTEPOHM3M U  OAHOBPEMEHHOE MPUMEHEHVe C
KO-TPMMOKCA30/10M  (TPUMETOMPUM  +  CYNb(haMeToKCca3on), a Takke peKoMeHaaums
OCYLLECTBNEHNS PETYNSPHOI0 KOHTPOS COAEPXKaHUs Kanns B Mia3me KPoBU.

C y4yeTOM BbllEYKa3aHHbIX AaHHbIX KOMMaHWSA MPOBOAUT paboTy MO BK/OYEHWIO [aHHOM
NH(OopMaLMM B COOTBETCTBYHOLUME pasfefibl UHCTPYKUMM MO0 NPUMEHEHWUIO /1eKapCTBEHHOro
npenapata bepannpun® 20 (MHH: 3Hananpwun), Tabnetkun, (20 mr), PY Ne I N015000/01
ot 22.07.2008.

Mpn BO3HWKHOBEHMM Y Bac BONPOCOB MO MH(OPMaLnn, U30XKEHHON B JaHHOM MUCbME, MPOCUM
Hanpasnate ux B OO0 «bepnnH-Xemn/A.MeHaprHW» NO agpecy:

Poccug, 123112, r. MockBa,
MpecHeHcKas HabepexxHas, a. 10,

vy

BL, "BawHa Ha HabepexkHon", Bnok b,
Ten. (495) 785-01-00, dhakc (495) 785-01-01.

Takke HarnoMMHaem o HEOGXO,U,I/IMOCTI/I COO6I.LI|aTb 0 MoAo3peBaemMblX HEXXeNnaTebHbIX peakUnAx

Xap4eHko H.b.

CtpaHmuya 2 n3 2



