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milL.OJi. NeO'f 3YY/

Ha Ne oT

0 HOBbIX flaHHbIX N0 6€30MacHOCTH
NeKapcTBEHHOro npenapara
«CTabunson MK 6% », cogepxalyero
B KauecTBe [eliCTBYHOLLLEro BeLLeCTBa
rMAPOKCMATUNKPaXMan

depepanbHas cnyxba no Haasopy B cdepe 34paBOOXPAHEHUS B paMKax
WCMOSIHEHUA  TOCY[JAPCTBEHHOW  (DYHKUMM MO OpraHusauum ¥ NPOBeLEHUI0
(hapmMakoHaj30pa /EeKapCTBEHHbIX MpenaparoB, HaxoAAwMxcs B obpaweHMn Ha
Tepputopun Poccuiickoin ®Pepepauun, LOBOAWUT [0 CBefeHUA CYyObeKTOB Ob6palleHus
NeKapCTBeHHbIX CcpeAacTB nucbMo KomnaHum OOO  «BbepnuH-Xemu/A.MeHapuHu» 0
HOBbIX [AaHHbIX MO 6e30MacHOCTU fleKapCTBEHHOro npenapata «Ctabuson MOK 6%»,
coflep)aLlero B KayecTBe AeNCTBYIOLLEr0 BelecTBa NMAPOKCUITUNKPaxXMal.

MpunoxeHwne: Ha 3 . B 1 3Ks.

M.A. MypaLllko



OOO BepnnH-Xemun/A.MeHapuHu

CneumnanucTam 34paBoOXpaHeHNs

Mcx. Ne 637 MockBa, oT 17.12.2018

BaxkHaa nHpopmaymsa rno npumMmeHeHuto npenaparta Crtabuson 9K 6%
(MHH - rugpokcmnatuikpaxman)

YBadKaemble cneyuanucTbl 3paBooxpaHeHus!

Lienb 3Ttoro nucbma - npeaocTaBuTb Bam BaxHy WHGpopmauuio 06 0COH6EHHOCTAX
npumeHeHnsa npenapata Ctabmson® MK 6%.

NH(pY3noHHbIEe pacTBOpbl ruapokcuatunkpaxmana (F3K) ucnonb3yoTcd B KayecTse
nnasmMosamMellalolimx CpPeacTs Mnpu runososieMun. B pesynbTaTte HECKONIbKMX KAMHUYECKMX
nccnefoBaHMNA™ N BbifI0 YCTAHOB/IEHO, YTO NALMEHTbl C CEMCUCOM TAXENOro TeYeHUs UMeT
60nee BbICOKWI PUCK CEPbE3HOro HapyleHus (QYHKUMU no4vek, Tpebyrowero npoBeaeHus
gnanusa, MO CPaBHEHUD C TakuUMKM >Ke nNauymeHTamy, nonydvarwoWMMn B Ka4yecTse
nnasmo3amMelLiaro L nx npenapatos pacTBoOpbI Kpuctannongos. MeTa-aHanus 18
paHLOMMU3NPOBAHHbIX KNUHUYECKUX WCCNefoBaHU € yyaCcTMEM MaLMeHTOB, NOJBepratoLLuxcs
onepauuam Ha OTKPbITOM CepfLe npuv NpoBefeHWM a0pPTO-KOPOHAPHOIO LYHTUPOBaHUA, B X04e
KOTOpbIX nNauneHTam BBOAMAUCL npenapatbl 3K € pasnuyHbIMU  MOMEKYNAPHBLIMU
XapakTepnucTukamu” BbIIBU MPeBbILIEHWE YacTOTbl Pa3BUTUA KpoBOTeueHui B rpynnax 3K
BHe 3aBUCUMOCTU OT MONEKYNAPHON MacChl U CTENEHUN 3aMeLLeHNs.

B 2013-2016 rr. B psAge cTpaH (cTpaHbl EBponeiickoro coto3a, CLUA, KaHapa,
ABCTpanua, AnoHuns) 6bi11 BBefeHbl OrpaHUYeHns No npumeHeHuto npenapatos MIK ¢ uenbio
CHIDKEHUA puUcKa MOBPEXAEHUA NOYEK U NleTanbHOro mcxoja. B yacTHOCTU, NPOTUBOMOKA3aHO
npumeHaTb npenapatbl FOK y nayMeHToB, HaXO4AWMNXCA B KPUTUUYECKOM COCTOSSHUW, BK/OYas
nayMeHTOB C CENCUCOM, Y NaynmeHToB ¢ 3a60neBaHUAMU MOYEK B aHAMHE3e, He NPUMEHATL MpK
OTKPbITbIX OMepaLnsax Ha cepfue, OTMeHATb NPY NePBbIX NPU3HAKaxX NOPaXeHns novek”,

B 2018 r. EBponeinckum areHTCTBOM MO leKapCTBeHHbIM cpeacTBam (EMA) 6bin caenaH
BbIBOZ O TOM, YTO OrpaHM4uTeNlbHble Mepbl He cobntogarres B NoAHOM 06bEMEN® 29.06.18
EMA peweHo coxpaHnTb npumeHeHne 3K npu ycnoBumM NPUHATUA LOMNOMHUTENLHBLIX MEpP MO
obecneyeHnto 6es3onacHocTM naumeHToB”. B ocTanbHbiX cTpaHax (CLUA, KaHaga, ABcTpanus,
AnoHna) npenapatbl FOK npofonkawT MNPUMEHATHCA C YYETOM paHee YCTAaHOB/IEHHbIX
NPOTUBOMOKAa3aHWIA.

B MHCTPYKUMSX MO MeAMUMHCKOMY MpUMeHeHWto npenapatoB [IK, yTBEPXAEHHbIX
MWHNCTEPCTBOM 3[paBOOXpaHeHns Poccuiickoii ®eaepaunmn, ObiMM  YCTaHOBNEHbI Te ke
NpOTMBOMOKa3aHUs.

- O6bpauwaem Bawe BHMUMaHUe, 4TO K/IKOYEBbLIM YCNOBMEM 6e30MaCHOr0 NPUMEHEHNS
npenapata Crabuson® FIK 6% sBnsetrcsa cTporoe cobnofeHVe MHCTPYKLUM MO
MegULUHCKOMY NMPUMEHEHWIO.

OO0 BEPJINH-XEMW/A.MEHAPWHW 1. Mocksa

KOpugnuecknin agpec: Poccua, 123112, r. Mocksa, NMpecHeHckasa HabepexHas, g. 10
MouToBbIli agpec: Poccus, 123112, r. Mocksa, MpecHeHckan HabepexHas, 4. 10
TenedoH: +7 (495) 785-01-00, cpakc; +7 (495) 785-01-01, e-mail: info@b-c.ru
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- TlokasaHMeM K npuMeHeHUto npenapaTta CTtabuzon® MIK 6% ABNsSeTCs neveHue
rMMNoOBOIEMMN  MpPWM  OCTPOM  KPOBOMOTEpPE, €CAM  MPUMEHeHMe  pacTBOPOB
KPUCTa/IIONA0B ABJIAETCA HEAOCTATOUHbIM.

- Heo6x0aMMO0 OCYLLECTBIATE MOHUTOPUHT (PYHKLMM NOYEK Y BCEX MaLMEHTOB Moc/e
NPMMeHeHMA npenapaTta, BKAO4Yash O06WMWIA aHanM3 MOYM M CbIBOPOTOUHYHO
KOHLIEHTPAL M0 KpeaTUHUHA OfMH pa3 B [Be HefdeNn B TeyeHUe He MeHee, Yem 90
AHeli. COOTBETCTBYIOLLME PEKOMEHAAUUU AO/MKHbI 6biTb fAaHbl MNaLWEHTY W
NpuBefeHbI B BbINMUCHOM 3NUKPU3e 13 CTaLMoHapa.

MpoTnBOMNOKasaHUAMN K MPUMEHEHUIO AB/IAIOTCA:
MOBbILWEHHAaA YyBCTBUTE/IbHOCTb K KOMIMOHEHTaM npenapara;
cerncuc;
oXoru;
runeprugparauus;
rMnepBosieMus;
rmnoKannemus;
TSHKEenas runepHaTpnemus;
TSHKenaa runepxaopemus;
XPpOHMYecKas cepfievyHas HeloCTaTOYHOCTb;
noyeyHas HeJOCTAaTOYHOCTb WM NPOBefeHNe 3aMeCTUTE/IbHOW NOYeYHOM Tepanuu,
OTEK NIErKunx;
npoaosKarLeecs BHyTpUYEpEnHOe MaN BHYTPUMO3rOBOe KPOBOTEUEHME;
TSHXKenas Koarynonatus,
Aervparauus;
BHYTpUUepenHas runepTeH3ns;
nauneHTbl, NepeHecLle TpaHCNNaHTaL M0 OpPraHos;
nauneHTbl peaHUMaLMOHHOro npogunsa (06bIYHO HaXOoAALWMeCs B OTAENEHUN
peaHVMaLm U UHTEHCUBHON Tepanuw);
nauneHTbl, NOABepriunecs onepauusamM Ha OTKPbITOM CepAaLe B YCNOBUAX
MCKYCCTBEHHOT0 KPOBOOGpaLLeHNS;
TAXenas NeyeHo4YHas HeflOCTaTOYHOCTb;
nepBblii TpuMecTp 6epeMeHHOCTH;
Bo3pacT Ao 18 ner.

MpumeHeHne npenapata Cra6uzon® [BK 6% B 1-0M TpumecTpe 6GepeMeEHHOCTM
npoTuBonokasaHo. lMpumeHeHne npenapata Crabuson® M9K 6% BO 2 u 3-eMm TpMmecTpax
6epeMeHHOCT! BO3MOXHO TO/MIbKO B TeX CWUTyauusax, Korga mnoTeHuuanbHas mnonb3a oT
NPYMeHeHUa npenapaTay MaTtepu NpeBblLIaeT BO3MOXHbIA PUCK An8 nioja.

HeussecTHoO, BbigenseTcs nu npenapat Ctabuson® MN3K 6% ¢ rpygHbIM MOJIOKOM, B CBA3U C YeM
PEKOMEHAYETCA MPeKpaTuTb T[pyAHOe BCKapM/vBaHWe Ha BpemMsA MNPUMeEHEeHMA mpenapaTa
Ctabuszon® MK 6%.

OnbIT MEANLMHCKOTO MPUMEHEHUS Y AeTeil OrpaHUYeH, B CBA3M C YeM MPUMEHeHWe npenaparta
Ctabunson® N9K 6% y aaHHOI BO3pacTHOM rpynnbl NPOTUBOMNOKA3aH.

Mepes HasHadeHMem npenapata Crabmson® [TOK 6%, noxanyicra, ewgé pas
03HaKOMbTeCb C MHCTPYKLUMEN Mo MeAULMHCKOMY MPUMEHEHWUIO, B KOTOPOI COAEPXUTCA
nosiHaa MHMopmauuns.
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npocum Bac 060 BCex HeXenaTe/bHbIX peakymax nuam nbbix gpyrux npobnemax
6e30NacHOCTN, KOTOPble MOTYT BO3HUKHYTb Npy npumeHeHUn npenapata Ctaomnson® MoK 6%,
coobuwaTb B Poc3gpaBHag3op. Mbl 6yaem npusHaTensHol Bam, ecnn konuio coobuleHuns Bel
oTnpaeuTe B KoMnaHuto OO0 «bepnuH-Xemu/A.MeHapuHU» No agpecy:

Poccusa, 123112, r. MockBa,

MpecHeHckas HabepexkHasd, 4. 10,

bL| "BawHa Ha HabepexHoi", Bnok b,

Ten. (495) 785-01-00, thakc (495) 785-01-01
3NeKTpoHHasa noyta: ae-bc-ru@berlin-chemie.com

C yBaxeHuem,

eHepanbHbIA gUpeKTop FO.B. N'puropbes
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