MHHHCTEPCTBO 3PAROOXPAHEHHS

i

®ENEPAJIBHAS CIIY2KBA 110 HABOPY |— _‘
B CO®EPE 3IPABOOXPAHEHHA

(POC3IPABHAZI30P) CyObexThl 0OpalieHns

Cunamsnckas 1w, 4, c1p. 1, Mocksa, 109074 JICKapCTBEHHBIX CPCACTB
Tenedon: (495) 698 45 38; 698 15 74

15.05201Y »_P{U—690/1Y

Ha Ne oT

[ B

O HOBBIX JAHHLIX 10 OE30ITACHOCTH
JIEKapPCTBEHHOTO IIpernapara
WUsonruu CP

QenepanbHas  cayxkba nmo Haasopy B cdepe 3IpaBOOXpaHEHUS B paMKax
HCIIOJHEHHA TOCYAAPCTBEHHON (HYHKUUH 10 MOHUTOPHHTY 0€3011aCHOCTH JICKAPCTBEHHbIX
npernapaToB, HaxXoIAlMXcs B oOpauieHuu Ha Tepputopun Poccuiickoit ®Denepanuu,
coo0IIIaeT clleyoee.

PocsapaBHan3op TOBOJMT JIO CBEICHMS CICLUHATUCTOB 3[APAaBOOXPAHCHUA MHCBMO

000 «206601T JI2060paTopu3» O HOBBIX JaHHBIX MO OE30MACHOCTH JEKAPCTBEHHOTO
npenaparta Uzontun CP.

Ilpunoxenue: Ha 12 i1, B 1 3K3.

Bpuo pyxoBoguTens & M.A. Mypauiko

K.B. T'openos
(499) 578-02-73
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CnenHanscTaM 3ApaBooOXpaHeHUN

Hata: 07 man 2014 1.

Re: M3menenns unHbopmauuu mno 0Oe3onacHocTn npenapara Hionmuu® CP 240
(Bepanammn), rabaerku nDpPOJOHTHPOBAHHOTO  JeficTBHN  NOKPRITHIE  ILIEHOUHOM
obononxoii, 240 mr, nponzsoactaa I66orr I'M6X u Ko. KT, I'epmanns,

YBaxaeMble clIeUHATMCTHI 3APABOOXPAHEHHN!

Komnanus OO0 «3660TT JIrGoparopusy» CBEACTEILCTBYET BaM CBOE [ToYTeHHE U HHQOPMHDPYET
0 HOBBIX JaHHBIX 0o Oe3omacHOCTM miperapata Msommun® CP 240, Tabnetkn
MPOJIOHTMPOBAHHOTO JIeHCTBUA MNMOKphITHIE rueHouHo#i obonouxoit, 240 Mr, npoM3BoACTBa
366orr I'm6X um Ko. KI, I'epmanns, 3aperHCTpHpOBaHHBIX Ha OCHOBAHHH 3anpoca
Munucrepcrra  3npasooxpanenns Poccuitckolt ®epepaumu  Ne20-3-439355/M/V3M  or
16.04.2014.

W3mMeHeHus 3aTparnBaioT CIEAYIOUWHE pa3Aeibl HHCTPYKIMH [0 MPUMEHEHHIO JEKAPCTBEHHOIO
npenapara I8 MEAMLIMHCKOTO NPHUMCHEHHS (HOBBIC HAHHBIC BBRIACJCHBI HOMYHCUPHBIM
KYPCHEHBIM pudmom):

®apMmaxojoruyeckue cpoficrsa

dapMakoHAMHEKA

Bepanamun 60xupyer tpancMeMOpaHHOE HOCMYHIeH e KOHOB KATHIHA (H 60IMONCHO UOHOE
HAMPpUA) Hepes «MeldlleHHble» KAHWIbI € KIeMKH RpoGOoOAWell CuCHeMbl MUOKapda u
rAaAKOMBIIEYHBIE KIETKH MHOKAP/a ¥ COCYI0B. AnmuapummusiecKkoe oelcmeue éepanamuna,
GEPOAMNO, CBA3AHO C €20 6030CHCMBUEM HA «MEONIEHRBIE» KAHAIbE 8 KIeMKaAX nposooaueit
CHCMEMB! cepoua.

dnekmpuveckan axmusenocms cuHoampuansiozo (SA) w ampuosenmpuxynipnozo (AV)
Y3708 6 3HAUUMENBHOH CMENECHY 3aBUCUM OmM ROCMYNIEHUR 6 KIeMmKU Kaibyusa ho
«MEOIEHHBIMY KAHATAM.

Huzubupys Imo nocmynnenue Kaavyus, 6epanamunl 3amMeOnNRem anipuoeeHmMpuKyIApHoe
(AV) npoeedenue u ysenuwusaem Ipexmusnsiii peppaxmepusiii  nepuod ¢ AV yire
nponopuuonansio wacmome cepoeunsix coxpauenuii (4CC). Imom sppexm npusodum x
CHUNCEHUIO MACMOMBI COKPAWEHUT HCETPOOUKOE Y RARUEHMOE C MEPUAMETILHOR apummuei
u/unu mpenemariuem npedcepouii. Ilpexpawman noemopustii 8x00 6036yxcoenun ¢ AV yine,
BEPANAMIIL  MOIKEM SOCCMANOBHMG NPABUIALHbIE CUHYCOBBIE pumm y nayuenmos ¢
RAPOKCUIMANGHONI  RAONCENYDOuK060H  maxukapdueid, exawuan  cundpom  Boawgha-
llapruncona-Yaiima (WPW).

Bepanamun ne oxaswigaem enUAHUA HA npogedeHUe MO OONOAHUMENBLHLIM NPOBOOAWIUM
HYMAM, He 6IUAEM HA HOPMAIBHGIA nomeHyuan Oelcmeun  nApedcepouil unuw 6pema
SHYMPUNCENYOOUKOBD20 HPOGEOEHUA, HO CHUNCAEM AMNUAUMYOY, CKOPOCMb DENOARPUIAYUN U
NpOBEDEHUR & UIMEHEHHBIX GOIOKHAX NPEOCEPOUi,

Abbott

A Promise for Life
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Bepanamun ne gwizmisaem cnaima Repupepuseckux apmepuil U He uiMenaem oduiee
co0epicanue Kaabyun 6 coieopomre Kposu. CHuncaem ROCMHAZPYIKY U COKDAMUMOCMIb
MUOKapod. Y OonbuauHcmea nayuenmos,  6KUOUAR NAYUECHMOS € Op2aHUYeCcKUMU

ROPaNCEHUAMEU  CEpOKA, OMPUUAMENLHOE UHOMPONHOE delicmeue sepanamuna
HUGEAUPYEMCA  CHUNCEHUEM ROCMHAPYIKU, CepOeunblll UHOEKC  OObINHO  He
YMEHBIACMCA, HO Yy NAUUEHMO8 ¢ YMEPEHHOU u mAaxcenRou cepoeunoil

HedocmamouHocmelo (0aeienue 3AKAUMUBAHUA & Jlezounon apmepuu Gonee 20 mm pm.
cm., paxyun esibpoca aeeozo Mcenyoouka menee 35 %) Moxcem wabriodamovca ocmpan
DCKOMNEHCANUA XPOHUYECKOU cepOednoli Hedocmamonnocmu.

dapMaKOKHHETHKA

Bepanamuna zudpoxnopuo npedcmaensem coboil paueMudecKylo cMeco, COCMORWYI0 U3
00UHAK06020 Koauecmea R-ananmuomepa u S-ananmuomepa,

Hopeepanamun aensemca oo0num u3 12 memaGonumos, OOGHApYICEHHBIX & Mode.
QPapmaronozuneckan  aKmugHocmo  Hopsepanamura  cocmaenem  10-20 %  om
PapMaKonozunecKoil aKmueHOCMU 6epanamuia, a 00AR Hopeepanamuaa cocmaenrem 6 %
om gvi800umMozo npenapama. Pashosecnsie Konyenmpayuu nopeepanamila i 6epanaming 6
nnasme kposu cxodusie. Pasnosechan KOHUEHMPAYUA NPU OTHMEABHOM HPUMEHEHUN OOUH
pas 6 cymxu docmuzaemca depes 3-4 oua.

Bcacvieanue

Bonee 90 % gepanamuna GrICTPO BCACHIBAeTCA B TOHKOM KHILEYHHKE IOC/IE HPUEMA 8HYMpS.
Cpeansis cucteMHas OHMONOCTYNHOCTH MHOCJIE OAHOKPATHOIO MPHEMA BepaliaMiila BHYIpPb
coctasngeT 33 %, 4yro ofycnoBaeHO BhIpAKEHHBIM dhdexToM «nepsuunozo npoxoincoenun»
4Yepes me4yeHb. BHONOCTYNHOCTL BepanaMuaa fpH MOBTOPHOM [PHMEHEHMM YBE/HYMBAETCH
HpHONM3MTENEHO B 2 pa3a. Bpems jgoctuxenus MakcumanbHol KoOHueHTpauuu (TC,...)
BepanaMuia B IU1a3Me KpoBM coctasisier 4-5 wacoB. MakcumanbHaa KorHueHmpauua
HOpéepanamila 6 naaimMe Kposu O0CHMUZAEMCA NPUMEPHO 4epe3 5 uacoé nocne npuema
sepanamuna. Ilpuem nuuiu ne okazsieaem eAUAHUA HA BUOOOCHYNHOCHE GepanamiLia.
Pacnpedenenue

Bepanamun xopowio pacnpedeanemca ¢ MKaHAX opzanuzma, obvem pacnpedenenus (Vg y
300poevix dobposonvyes cocmaesinem 1,8-6,8 n/k2. Ceaszv ¢ Berkamu niaimel Kposu - 0Koo
90 %.

Memabonum

Bepanamun nospepraeTcs MHTEHCMBHOMY MetaGonuiMy. Memabonuueckue uccaedosanun in
vitro noxazanu, umo eepanamui memabonuiupyemca uzogepmenmamu CYP3A4, CYPIA2,
CYP2C8, CYP2C9 u CYP2C18 yumoxpoma P450. Y 310poBriX n0GpOBONBLEB 1OCHE NpHeMa
BHYTPb BepanaMusl IIOABEpractcs HHTCHCHBHOMY MeTabonmsMy 6 Mewenu, npu ImMom
obnapyncenst 12 memabonumos, GOABMIUHCIBO HI KOMOPUIX — & CNEO0BBIX KOJIUYecmsax.
Ocnoensie memabonumst botiu udenmuguyuposanst kax gopmet N 1 O-0eankunuposaHusix
npouszeodnsix eepanamuna. Cpepn  MeraGoMMToOB  TONLKO  HOpSeparaMui  obnajaert
dapmakonoruveckum AcHcTBHEM (oKorno 20 % No cpasHenuio ¢ UCXOOHBIM COCOUHeHueM),
4mo ObL10 6bIAGNLHO 8 X00E UCCICO06aRUA HA COBARAX.

Buiseoenue

Ilepuon nonyesisenenns (T2) nocre npuema sepanamwia enymps cocrasnser 3-7 vacos. B
Teyenue 24 wacos okono 50 % 0361 BepanaMuiia BEIBOAUTCS MOYKAMH, B TEYCHHE NSATH JHEH -
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70 %. Jlo 6 % 10361 BepanamMuiia BHBOJATCH Yepes KuuieyHuk. [IpuMepro 3 — 4 % eepanamuna
BHIBOAMTCH NOYKAMH B HeuIMeHeHHoM sude. OOuwini Kiupenc eepanamuia HpuMepHo
COBRAOACM ¢ NEUEHOUHBIM KPOGOMOKOM, m.e. oxkono I /w2 (8 duanasone: 0,7 — 1,3 n/u/ke).
Ocobsie zpynns nayuenmos

Hoxcunsie nayuenmot

Bospacm moxcem oxazamp enusanue Ha (PAPMAKOKUHEMUYECKHUE RAPAMEMPSl 8epanamuid
npu €zo npueme nayueHmamu ¢ apmepuaabioli zunepmensueil. Ty, modcem Oormb yeenuyen
y nodxcunvix nayuenmos. Biaumoceszu Mmexcoy anmuzunepmeniusHsIM Oelicmeuem
sepanamua u 603pacmom He BbL10 GbIAGIEHO.

Hapymenue GyHxuunu noyex

Hapymienue QyHKUHH MOYEK He OKA3bI6aem GAUAHUA HA (HAPMAKOKUHEMURECKUE napamMempsi
gepanamung, 4ro ObL10 BBIABIEHO B XOJ€ CPaBHHTEALHBIX HCCICHOBAHMH C y4yacTHeM
NauMeHTOR ¢ TePMHEHANBHOHR cTajnell noYeyHON HEJOCTATOYHOCTH H NALMEHTOB C HOPMABHOM
dyukuuell nogex. Bepanamun u Hopsepanamun NpakTUUECKH HE BLIBOAATCA NIPH TEMOAHANN3E,
Hapymienne dynkuuy neuexn

Y nauuedTtoB ¢ HapymeHweM O(yHkuum neweHu T, yruHsgercs us-3a 6once HH3IKOTO
NepopalbLHOro Kinpeuca eepanamuna v Gonbiero Vd.

Iloxkazanus K NpHMEHEHHIO

* ApTepuanbHas THIEPTEH3UA.

e Hmemuueckas Gonesub cepila, BKIIOYAs XPOHHUYECKYIO CTabOMILHYIO CTEHOKapIAMIO
(xknaccuveckas  CTEHOKAapAMS  HampsXeHWd);  HecTabMIBHYI0  CTEHOKApIHio;
CTCHOKapauio, OOYC/OBNEHHYI0 CHa3MOM KODOHAapHBIX COCyNOB  (CTEHOKapaus
[puaumerana).

[Tapoxcn3ManbHas Ha/DKeNy I09KOBAs TAXHKAPIHMA.

o  Qubpunnayus/tpeneranre TpeACepAMH, CONPOBOXAIOINMECT TaXxuapuTMMed (3a

uckmodenneM cutapoma Bonsda-Ilapkuncona-Yatita u Jlayna-1'aHonra-Jlesuna).

Ilporunonoxkazanus

* [IoBBIICHHAA YYBCTBHTE/NLHOCTE K aKTHBHOMY BEIIECTBY WIM BCIIOMOrarTeabHBIM
KOMIOHEHTaM Ipenapara.

» KapauoresHsii oK.

» ATproBenTpukyndapHas Onokapa II winm Il crenenu, 3a HCKMOYEHHEM NAlMEHTOB C
HCKYCCTBEHHBIM BOMHTENEM PHTMA.

*  Cunzpom c1aboCTH  CHHYCOBOIO  y3d, 3a HCKIIOYECHHEM NIUMEHTOB ¢
HMCKYCCTBEHHBIM BOJIHTENEM PUTMA,

* Cepdeunans HEOOCMAMONHOCMb CO CHUNCEHHOU  (paxuuei evidpoca ./1e6020
acenyoouxka mettee 35 % u/unu 0asneHuem 3aKIUHNHBAHUR Ne204HoN apmepun bonee 20 mm
Pm. cm., 34 UCKUIOYEHUEM CePOedHOll HeQOCmAaMOuHOCMU, GbI36AHHON HAOICENYOOUKOBOH
maxurxapouei, ROOREICAUEN NedeH IO 6EPANAMILIOM.

* Dubpurnayua/tpeneTanue MpeacepIuii Npy HAMHYHK JONOIHHTENbHLIX HPOSOOAULUX
nyteit (cunapomsl Bonsda-Ilapkudcona-Yaiira, Jlayna-Ianounra-Jlesuna). Janunsie nayuenmor
NOOGEPHCEHB! DUCKY DA3GUMUR  JHCeYOOuKo8oH maxuapummuu, 8 m.4. (pubpuniayuu
HCENYOOHKOE € CAYHAE HPUEMA GePANnaAMUia.
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*» Bepemennocms, nepuod 2pydnozo eckapmausanusn (3¢pgexmusnocms u besonacnocme
He yCmaHogendl).

*Bospact 1o 18 ner (3ddexrusrocTh B 6e30NaCHOCT HE YCTAHOBIEHDI),
C 0cTOpPOXKHOCTEIO
Buipasicennoe cnuncenue AJl, ocmperii ungpapkm muoxapoa, Oucynxuyun neeozo
Jcenyoouka, AV-6nokana 1 creneuu, Opanuxapnus, acucmonusn, zunepmpodiuvecxan
06CMPYKMUSHAA KapOUOMUONAMUR, CePOEHHAA HEOOCMAMONHOCMb.,
Hapymenne QyHxumn nouek n/um madicenste Hapylmenns GyHKIUY fIeUeH .
3aboneBanus, sampazugawuiue HEPBHO-MBIIEYHYIO Tiepe/iauy (MHACTEHHMS I'PABHC, CHHAPOM
Jlambepra-HUtoHa, MbiteyHas auctpodus omena).
OOHospemennbIl  npuem ¢  CEPOCYHBIMU  2TUKOIUOAMH, XHHUOUHOM, (leKauHuooM,
CUMBACMAMUHOM,  JIOGACMAMUHOM, AMOPSACMAMUHOM; DUMOHABUPOM UH  Opyzumu
HPOMUBOSUPYCHBIME npenapamamu ona  aewenun  BHY-undpexyuu; dema-
adpenobroxamopamu ORR npueMa GHymMpb; CPeOCMEaMU, CEAIBIGAIOUUMUCA ¢ beaxamu
naaimel  Kposu  (cM. pasden  «Biaumooeiicmeun ¢ Opyzumu  NeKapcmeeHHbIMU
npenapamamuy).
Hoxcunoii eo3pacm.

Ilpumenenue npu GepeMeHHOCTH M B IEPHOA UPYAHOrO chapmnunanux

HeT noctaTouHbiX NaHHLIX 0 npuMmesennn npenapata Wsommu® CP 240 y GepeMenHbIX
xegiuH. Hccneoosanua HA  HCUGOMHBIX He GLIAGIAIOM RPAMO20 WIH KOCBEHHOZ0
MOKCUYECKO20 Oelicmeun Ha penpodykmuenyio cucmemy, B cerzu ¢ mem, umo pesyromamot
UCCReD06aKUNI  1IEKADCMBEHHLIX  CPEOCME HA  NCUSOMHBIX HE 6CE20a  NO36ONAIOM
npoznosuposams omsem Ha Revenue y wenodexa, npenapam Hzonmun® CP 240 moscno
HpUMEeHAmMb npu GepeMeHHOCMU MONLKO 8 ClIydae, eclid NONb3a ONR Mamepu npesviulaem
HOMEHUUANBHYLL PUCK 01R ni1oda/pebenka.

Bepanamun npoHHKaeT Wepe3 IUIALEHTApHBIN Oapbep u obHapylicueacmca & Kposu nynouHol
sensl npu pooax. Bepanamun u ez0 Memabonums: ebOCAAIOMCA 6 2pyouHoe .uonoxo.
Hmerouguecn ozpanuuenisie dannsie ¢ omnouienuu npuema npenapama Hionmun® CP 240
RnOKa3sigarom, 4To 1034 BepanaMuia, KOTOPYIO MONYYaloT ZpydHsie NETH ¢ MOJIOKOM MaTepH,
oocmamouno mana (0,1-1 % ot 10381 BepanamMKia, KOTOPYIO NPUHSIIA MATh), ¥ NPUMEHEHUE
6epanamuna mMoicens Ooimp COBMECHIUMO ¢ KOPMACHUEM ZPYObiO.

O0HAKO Henb3n ucCKIoYambs HANUMHE PUCKA OIA HOBOPONCOEHHBIX U ZDYOHBIX Oemeil
Yuumeiean BOIMOICHOCH, BOSHUKHOGEHUA CEPEHBIX nobounvix Ihpexmoe y 2pyonsix
demeii, nipenapar Vizontuu® CP 240 B neproa rpy;HOro BCKapMIMBABHA CHEAYET NPHMEHATH
TOJIBKO B Cjiydae, ecny Nojk3a NPHMEHEHHd U1 MaTepH NMpeBLILIaeT MOTEHLHANBHBIA PACK ANs
pebenka.

Criocod npuMeHeHHS H 10351

Ipy mnuTenpHOM nevenuy cyrodHas Jo3a He AODKHa npesbnuatk 480 mr, odnaxe npu
KpamKoSpeMenoil mepanuy 60IMOXICHO ucnoasizosanue boiee avicoxoli cymounou 0o3ul. B
MAKCHMATbHOH cyTouHoM po3e mpemapar Maonmun® HeoGXOMMMO NpPUHMMATH TONBKO B
craunoaape. Hem ozpanuyenuit & omnowenuu oaumensrocmu ApieMa npenapama
Hzonmun® CP 240. He cnedyem pesxo ommenams npenapam Hzonmun® CP 240 nocne
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ONUMensnoli mepanuy, PEKOMEHOYemcA NOCMENEHHO CHUMNCAmb 003y (C HPUMEHEHUEM
npenapama Haonmun® 6 dozax 40 m2 u 80 m2) do nonnoii ommenvt npenapama.

Hapywenue gpynuxuuu novex

Mpenapam Hionmun® CP 240 y nauuenmos c napywenuamu gynkuyuu novex ciedyem
RpUMEHAMb ¢ OCIMOPONCHOCMBIO 1 MO0 MIKAMETbHVIM Konmpoaem (cM. pazden «QOcobbie
VRA3AHUAY).

Hapywienue ¢pynxyuu nevenu

Y nayuenmos ¢ napywenuem Qyuxyuu newenu memabonuzm eepanamuiia 3amednen
Gonvuueli unu MeHbIEll CMenentt ¢ 3Q8UCHMOCIU OM MANCECMU HAPYMEHUA PyRKuuu
HedeHu, 4Mo NPUEOOUM K YCUACHNUIO U YEEUYEHUIO O UmETbHOCHIL OCUCMBUR éepanamun.
Hoymomy Oo3y npenapama Hsonmun® CP 240 Y nauuenmos ¢ Hapywienuem QyHKyuu
neuenu credyem nodobupamv ¢ 0Co60l OCMOPONCHOCMBIO U Je4enue Hadunams ¢ boree
Huskux 003 (603moxcHo npumenenue npenapama Hionmun® e dozax 40 mz u 80 m2).

Ilo6ounoe aeiicreue

Hobounste 3¢pghermer, evinsneHHbIE 6 X00€ KIUHUMECKUX MCCNEO08AHUN U  npu
ROCMMAaPKEMUH2Z060M RPUMEHEHUN npenapama Hionmun® CP 240, npedcmaenens: nudice
no cuCMeMam opzanos 1 Hacmome UX 803HUKHOGEHUA & COOMEEMCMENH ¢ Kraccuduxanuei
BO3: ouenv uacmo (>1/10); wacmo (om = 1/100 d0 <1/10); newacmo (om = 1/1000 oo
<1/100); peoxo (om = 1/10000 do <1/1000); ouens peoxo (<1/10000); wacmoma neuzgecmna
(HEGOIMONCHO Onpedenms Ha OCHOBAHIN OOCMYRHBIX OGHHBIX).

Haubonee uacmo wnabmodanuce cnedyiomque nobouusie 3¢pdpexmpr:  zonognan 6o.as,
2071060KpyMcenue, mownoma, 3anop, bGoab & xcueome, Opadukapoun, mMaxuxkapous,
outyuienue cepoyebuenun, svipadcennoe cHuncenue All, «npunussly Kposu K Koxce auua,
nepudpepuyecKiue omexu u HOGLIKERHAR YNOMAAEMOCHIb,

Hapywenua co cmopoust ummynnoii cucmempi:

yacmoma Heusgecmua: TRNCPUYRCTRATEILHOCTD,

Hapywenua co cmoponet nepenoii cucmemsi:

Yacmo: roJOBOKPYXEHHE, T0R0BHaA 00b;

PEeOKO: TIapeCTE3Hs, TPEMOD, COHAUBOCMb;

Yacmoma HeuzéecmHa: OIKCTPalHpaMUAHBIC paccmpoicmea, napanud (mempanapes)’,
CYOOPONCHBIE NPUNAOKU.

Hapywenun co cmoponst opzanos cayxa u 1abupunmusie HApyUeHua:

PeOKo: uiyM 8 ylax;

wacmoma Heusgecmna: REPTHTO.

Hapywenua co cmopoust cepoya u cocyooe:

yacmo: OGpasuxapIus, «TPUIKREI» KPOBH K KOXE HUa, BHIpaXEHHOE CHIDKeHHE A/l;

Hevacmo: oulymeHne cepAueCuenus, TaXuKapaus;

wacmoma neuszsecmna: AV-6noxana |, 11, Il crenenn; cepaeunan He0CcTaTOMHOCTD, OCTAHOBKA
Oeame/IbHOCIMU CHHYCOBOTO Y31 («cuHyc-apecmy), cuRycoBas OpaiuKapans, acucmoaun.
Hapywenus co cmoponst ovixamenvHoli cucmemst, O0p2aHoe 2PyOHOU KAemKu u
cpedocmenun:

wacmoma Heuseecmua: Gponxocnaim.

Hapywenua co cmoponst dceny004HO-KUMEH020 mpaKkma:
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wacmo: 3anop, TOIMHOTA;
neyacmo: 6011b B KUBOTE;

peodKo: pBoTa;

Hacmoma HeuwiIsecmHda: }II/ICKOMQ)OPT B XHBOTEC, THnepnaasusa IECEH, KHHICIHan
HETIPOXOAUMOCTb.

Hapywienus co cmopontsi KONCHBIX ROKP0B08 U NOOKONCHBIX MKAHell:

PeOKO: 2unepzuopos;

HYacmoma  HeuzeecmHda: AHTHOHEBPOTHYeCKui  orvek, cungpom CruBeHca-/DKoHcoHa,
MmuoroopMHas spuTeMa, aloNeHus, 3yd, KOKHBI 3yA, NypHypa, Makylonanyie3Has Chillb,
KpariuBHUNA.

Hapywenus co cmoponst ckenemno-msiumeitoi u cOCOUHUMENHOR MKAHU;

qacmoma HeU36eCMHA: apTPAITHS, MBIIIICHHAA ClIa00CTh, MUAIITHA,

Hapywenua co cmoponst nonogsix opzanoe u Monounol dcenessi:

4ACHOmMa Heu3secmua: SPEKTUNbHAA TUCHYHKUUA, IalaKTOpes, THHEKOMACTHS.

Obwue paccmpoiicmea:

4acmo: nepudepHiecKue OTEKH;

Heyacmo: NOBLINMIEHAAN YTOMJISAEMOC TS,

Jlabopamopnsie u uncmpymenmanvisie danHble:

yacmoma HeuzBecmHA. NOBbIMENUe KOHYeHMPAKUU TIPONAKTHHA, IOBBIIIEHHE AKTHBHOCTH
(hepMEHTOB MCUCHH.,

"'." & nepuoo nocmpezucmpauuonnoze npumenenua npenapama Hzonmun® coobwanocs o
COUHUMHOM CAIYHAae PAISUMUA

napaauua (mempanapesda), COA3AHHOO C COBMECMHLIM  HPUMEHEHNEM 8ePANaMuia u
Koaxuyuna. Imo Mo210 Oslmb CEA3AHO C HPOHUKHOGEHUEM KOAXUHUHA  Hepe3
ceMamodnuepanudeckuii bapvep 6cnedcmeue NOOAGNEHUA AKMUSHOCMU U30PepMenma
CYP3A4 u P-zauxonpomeuna nod delicmeuem éepanamuia (cm. pasoen «Biaumodeiicmsue ¢
OpYZUMU TEKAPCMEEHHBIMY NPENAPAMAMUY).

Hepenoznposxa

Cumnmomet: BhipakenHoe cHuxenue AJl; Opanukapaus, nepexonsuias B AV-6rokany u
OCTAHOBKY O0eAmeAbHOCMU CHRYCOBOIO y3la («CHHYC-Gpecm»); THOEPTIHMKEMHS, CTYHOp M
Mmerabonuuecknit  auunos. HMelotes coofmeHds o cioydasx CMEpTH B pesyjibTare
nepeao3HPOBKH.

Jlevenue: crneyeT NpOBOAHTL NOACPKHBAIOUIYI0 CHMIITOMATHHECKYIO Tepanuo. Ipu
nepedosupoexe  IPHEKMUBHBIMU  MEPONPUAMUAMU  AGIRIOMCA  Bema-adpenepzudeckan
CIUMPAAKUY /Ui TIAPEHTEPATbHOE BREIEHHE TIPENaparoB Kansuus (Kaavyua xnopud). Mpu
KAUHUMECKU 3HAMUMBIX ZUNOMEHIUBHBIX PEAKUHAX Wi AV-Onokade ciedyem Hasnasums
6430NPECCOPHBIE NPENAPAMbL UL KAPOUOCMUMYAANUIO coomeememeenno. Ipu acucmonuu
Heo0x00uMo npumenums 6ema-adpeHepzudecKyl0 cmumynayuio (UIONpenarur), opyzue
6dA30NPECCOPHBIEe Npenapamsl WK peAHUMAayuoHHble Meponpuamur. I'emoduanusz nHe
Ipexmusen.

Page & Abett

A Promise for Life




000 «36601T NabopaTopuss»

Poccwilckan ®egepaumnn 125171,
r. Mockna, fleHunrpapckoe

wocse 16, crpoenve 1

Branec yenTp eMeTtpononucs

Bianmopeiicraue ¢ ApyraMH JeKapCTBEHHBIMH HpeNapaTaMH
Memabonuueckue HcCHeqOBaHUN

Ten.: +7(495)258 42 80
Qaxc. +7 (495) 258 42 B1

in vitro CBMAETENLCTBYIOT © TOM, UYTO Bepanamul

metabonusupyercs non aehcrsuem miopepmentos CYP3A4, CYP1A2, CYP2C8, CYP2(CY u

CYP2C18 unroxpoma P450.
Boimoxubie BHALI B3aHMOACHCTBUS, CBA3AKEDLIE ¢ W3ogepmenmnoi cucTemoit CYP-450

Ilpenapar Bosmoxnoe nexapersennoe | KoMMeHTapHi
BlauMoJeHcTRHE

Anvgha-adpenobroxamopul

Hpazo3un VBenuuenue Comax npazo3una | Jonoanumensvroe
(~40 %), wue swuuser Ha T, |aHmuzunepmenzugHoe
1pa303AHA. oeiicmeue.

Tepasosun Veenuuenne AUC  Tepaso3nsa

(~24 %) 1_Cna(~25 %).

Anmuapummuveckue cpedcmsa

drexaunuy MunumaneHoe AcficTBHe Ha KIHpPEHC
dekaWHHIa B MIa3ME€  KPOBH
(<~10 %); He Bauser HA KIHPEHC
BEpANIaMUJIa B I1JIa3Me KPOBH.
Xuuuoue Crudicenue NepopazHOTO KNUpeHea | Beipasxcennoe cuuncene AJ.
xuHuauHa (~35 %). Moxcem nabrwoameca omex
fezkux |y  nayuenmos ¢
zunepmpodgruecko
obcmpysmuenoti
Kapouomuonamuei.
Cpedcmea Oan aedeHun GpOHXUANbHOL acmMbl
Teodunmun VYMeHBIICHHE  NEPOpPABHOTO M | YMeHbenue Kiupenca y
cueTeMHOTo Knupenca (~20 %). KypARujux nawuenmos
(~11 %).

TIpomueocydopoxcnvie/npomugoniienmueckue cpeocmea

Kapbamazeruu Veennuenne AUC xapbamazenuua | Yeeruuenue Konuyenmpauuu
(~46 %) y nauueHToB ¢ ycroiiuuBOl | Kapbamazenuna, umo moxcem
NapIHANBHOH JTHIenCHei. npugecmu K paseumuio
maxux nobounsix 3¢gexmos
Kapbamasenuna Kaxk
ountonun, zoaeeHan 601b,
aAmaKcun uau
201060KPYHCEHUE,
Denumoun Ymenvwenue KOHYenmpayuu
ePARAMUIA 6 NAAIME KPOBH.
Anmuodenpeccanmol
HUmunpamun Veenuyenne AUC  umunpamnna | He enunem na
{~15 %). KOHUCHMPAUUIo  aKMueHoz0
Page? Abbott
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000 «36601T NaBopaTopuss

Pocenitckan depepayun 125171,
r. Mockea, Nlenunrpasckoe

wocce 16, cTpoexue 1

Bunanec yentp «Mertpononucy

Ten.: +7(495)25842 80
Daxe: +7 (495) 258 42 B1

[ Memaboauma, 0e3unpamuna.

lunoznuxemunecxue cpedcmaa

Inubenkramun Yeenuuenne Cray rambeHxnamuia
(~28 %), AUC (~26 %).
Ilpomusonodazpuueckue cpedcmesa
Koaxuyun Veenuuenue AUC xoaxunuuna (~a | CHusumes 003y Konxuyuna

2,0 paza) u C,ox (~8 1,3 paza).

(CM. UHCMPYKWUIO nO
RPUMEHEHUIO KOAXUYIHA).

IIpomusomuxpobuwie cpedcmea

KnaparpoMuuux Boamoxuo HOBLILIEHHE
KOHLCHTpAalUKyY sepanaMuia.
DPUTPOMHIIHH Boamoxwno TIOBEILIEHHE
KOHIIEHTPAUMy Bepanamuia.
Pudamnunun Vumensmenue AUC (~97 %), Cua | AHMuzunepmensusnoe
(~94 %), 6uonoctymHocTs (~92 %) | delicmeue Modcem
Bepanamuna. YMEHBIIAMBCA.
TeauTpoMuLEH Bosmoxuo TIOBBILIICHHE
KOHUEHTPALHY BEpanaMHia,
Ilpomusoonyxonesme cpedcmea
Joxcopybunusn Ypemuuenne AUC (104 %) u Chrax | YV nayieHmos ¢
(61 %) noxcopybuuuna, MERKOKTCMOYHBIM PaKkom
AeZKUX.
Bapbumypamut
®enobapburan Veenuuenne nepopaIbHOro
KINpeHca BepanaMuiia ~ B 5 pas.
benzoduasenunvt u Opyzue mpanxkeuruzamopul
Bycnipon Yeenuueane AUC u Cpy Gycniupona
~ B 3,4 pasa.
Muzasonam Yeenuuenne AUC (~ B 3 pasa) u
Crmax (~ B 2 pasa) Muaa3ojiama,
bema-adpenobroxamopui
Merouponon Veennuenne AUC (~32,5 %) 1 Cumax | CM.  pazden «Ocobbre
(~41 %) Meronponona y nayueHmog | YKaA3anua»,
€O CTEHOKapaue.
Iponpanonon Veenuuenue AUC (~65 %) B Ciax
(~94 %) upornpasonona
NARUCHMOE CO CTEHOKAp/HEH.
CepoOeunvie 2RIUKO3UOG
Jurarokcun Ymenupiuienue obuiero  KAWpPEHca
(~27 %) um  IKCTpapeHaNbHOTo
KiaupeHca (~29 %) IHreTOKCHHA.
Juroxkcusx VYeenuyenue Cpax (Ha ~44 %), Crzp | CHUSUMD 003y OUZOKCURA.
Page8 Abbott
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000 «36601T Naboparopuas

Poccuiickan ®egepayus 125171,
1. Mocxsa, NenuHrpagckoe

wocce 18, crpoenne |

Busnec ueHtp «MeTpononuc»

Ten.: +7(495) 2584280
®axc: +7 (495) 258 42 81

(na ~53 %), Cy (Ha ~44 %) u AUC
(va ~50 %) mUrokcwHa y 3710pOBBIX
A0BpOBOIILIIEB.

Cm. pasoen «Ocobbre
YKazanuay,

Anmazonucmet H, peyenmapos

HumeTnnux

Veemavenne AUC R- (~25 %) n S-
(~40 %) pepanamMuna ¢ COOTBETCTRY-
IOIIXM YMEHBIICHHEM KIHpeRca R- u
S-pepanamMua.

Hmmynonozuneckue/ummyrnocynpeccususie cpedcmea

Lluxnocnopus

Veemuuenne AUC, Cgx Chax
(na ~45 %) uuknocnopuHa.

DBeponumyc

Iseporumyc: yeeauwernue AUC (~ ¢
3,5 paza) u Cypax (~ 6 2,3 pasa)
Bepanamun: yeenuvenue Cpough
(koHuenmpauyua  npenapama &
naazMe Kpogu HEHOCPeOCMBeHHO
neped npuémom e2o0 ouepednol
oozet) (~ ¢ 2,3 paza).

Moxcem noxadobumnca
onpedenerue KoHuenmpauuu
u mumpoeanue 003n1
3geponumMyca.

Cuponumyc

Yeenuuenue AUC cuponumyca (~ 8
2,2 pasza); ysenuwenue AUC §-
sepanamuna (~ e 1,5 paza).

Moaxcem noHAO0buUmMBCA
onpedenenue KOHUeHmMPauuu
u mumposanie 0o3bi
cuponumyca.

Taxponumyc

BosMoxHo HOBBIIICHHE
KOHUEHTPALHH TaKpoauMyca.

Tunonunudemuyeckue cpedcmea (uneubumopor I'MI-KoA pedyxmaze)

AropsacTaTvH

Bo3MoxHO HOBBIIEHHE
KOHUEHTPAaLHH  aTopBacTaTWHA B
nnasMe KpoBH, yseauuenue AUC
sepanamuna ~43 %.

JloBacraruu

Boamoxno HORBIIEHHE
KOHueHTpaluy nosactaruda 1 AUC
sepanamuna (~ 63 %) u Cpu
{~ 32 %) 6 naazme xposu

Cumpacrarud

VYeemuuenue AUC (~8 2,6 pas) n
Conax {(~8 4,6 pa3) cuMBaCTaTHHA.

Hononnumensuan
uHpopmayua npedcmagnena
HuNCe.

Azonucmul peyenmopoe cepomoHuHa

AnmoTpunTtan

Yeenudenne AUC (~20 %) u Chax
(~24 %) anmoTpHNTaHAa.

Ypukosypuueckue cpedcmea

CynsduHnupasoH

| Veemiuenne nepopanbHoro | Anmuzunepmenzustoe

Paged
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Dot
Poccuickan Gepepayun 125171, dake: +7 {495) 258 42 81
1. Mockaa, Nlennurpagekoe
wocce 16, crpoenne 1
Busnec yentp «Metpononucy

KIHpeHca BepanaMuia (~ B 3 paza), | delicmeue Modcem
CHWKEHUME e20  OMoIOCTYNHOCTH | YMEHbUIAMBCA.
(~60 %).

Apyeue

['pefindpyrosiit cox Veemuuenue AUC R- (~49 %) n S- | Tyz u noueunsiii knupenc ne
(~37 %) BepanaMmnna U | WIMEHARUCD.
Cmax R- (~75 %) u S-(~51 %) | Tpeiingpymossiit  cox  ne
BEpanamHa. cedyem npuxHuMams emecme
C 6¢pANaMUIOM.

3pepoboii Vmenpmenne AUC R- (~78 %) u S-
TNIPOABIPABIIEHHBIH (~80 %) BepanaMmna
COOTBETCTBYIOUIHM CHM>KEHHEM
Conax.

Anmusupychvie npenapamest 0ns Aevenun BHY-undexyuu

PutoHaBMp M JpyrMe aHTHBMpyCHmie mpenapatsl JUis JedeHus BUU-undexuun moryr
HATHOHpOBaTh MeTaboNH3IM BEpanamusia, YT0 MPUBOAHT K YBEIHYEHHIO €r0 KOHICHTpalH B
nnasMe kxposu. IlostoMy 1nIpH OOHOBPEMEHHOM TIPHMCHEHHH MAKUX npenapamos u
sepanamMuna cuedyem cobniodams ocmopoNcHOCmb Wil CHU3IUMb 003y 8epanamiiia.

Jumuii

IloBsimenne HEMPOTOKCHUHOCTH JUTUA HAOAI00GNIOCH 60 6DEMA OOHOSPEMEHHO20 npuema
8EPANAMUNG U JIUMUR RDU OMCYMCMEUU UIMEHEHUI UANH YEeIUNCHUU KOHUEHMPAUuu
Aumua 6 coigopomre Kposu. OOHAKO OONOTHUMENLHBIE NPUEM GEPANAMUNG MAKMNCE
NPUBOOUN K YMEHBLIUEHUID KOHUERMPAKUY JUMUA & CbI60pOMKe KpoSu y NAKUEHMOS,
onumensno npunumarouiux aumuii enymps. Ilpu 00HOGPEMEHHOM npumMeHenuu IMuX
npenapamoe Heobxo0umo muiamenbHoe HabAIVOEHUE 30 RAYUEHMAMU.

Cpedcmea, Brokupylouiue HEPEHO-MbILUEYHYIO RPOGOOUMOCY

Knunuueckue oanusie u QoKIUHUNECKUE UCCNEO08AHUA HOIBONRION RPEONONONCUND, YO
SEPANAMUIL  MONCEMm NOMEHWUposams 3IPghexm npenapamog, OGAOKUPYIOUUX HEPEHO-
MBIHHEUNYIO nposodumocmy  (makux Kax Kypapenooobuvie u Oenonapuzyiouiue
Muopenakcanmsi). Ilosmomy moxncem B03MUKHYMB HeoOXOOUMOCHb 6 CHUNCCHUN O003bl
sepanamuna wunu 003sl NPenapamos, GAOKUPYIOWUX HERPOMBIEYHYI0  NPOBOOUMOCT,
HpU UX ODHOBPEMEHHOM RPUMEHEHUU,

Ayemwicaruyunosan kucroma (8 Kadecmee aHMUAZPEZAHMH 020 CPedCmMea)

[ToBbienne pucka KpoBOTOUUBOCTH.

Omaron (ankozons)

[lopbilenye KOHUEH TPALMH 3TAHONA B [IA3ME KPOBH U 3amednerue e2o svieedenun. Ilosmomy
8030edicmeue IMAHONA MONCem Oblmb YCUNCHO,

Ocobvie yrazanun

Ocmpotii unpapxkm muoxapoa

IIpenapam Hionmun® CP 240 credyem RPUMEHAME ¢ OCMOPOICHOCMbIO NAUUEHMAM ¢
OCMPLIM UHDAPKMOM MUOKAPOQ, OCIONCHEHHBIM OPAOUKAPOUET, EbIPANCEHHBIM CHUNCEHIIEM
Al unu ouchynkyueii 1e6oz20 ncenydouxa.
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000 «36607T flaboparopus» Ten.: +7(495) 258 42 80
Daxe, +7 (495) 258 42 81
Pocowiickan degepauwn 125171,

1. Mocksa, flenwnrpagckoe
wiocce 18, crpoenne 1
bBusnec uenTp eMeTpononncs

bnoxada cepoua/Ampuosenmpurynapran 6noxada I cmenenu/bpaduxapous/Acucmonun
Bepanamun enusem na AV u SA yiret u 3amedanem AV nposodumocms. Ilpenapam
Hizonmun® CP 240 caedyem npumemams ¢ ocmoponcrocmivio, max Kax passumue AV-
6nrokadwr Il unu III cmenenu (cm. pazden «lIpomusonoxazanuer) win 00HORYHKO8OU,
OBYXNYUKOB0H Wiy mpexnyukoeoii 6aokaovt Hoxcexk nyuxa I'mca mpebyem npexpawyenus
npuema 6epanamMuaa U NposeOCcHUR COOMEEMCMEYIouieli mepanuu npu Heobxodumocmu.
Bepanamun anusem na AV u SA yanwst u ¢ pedkux ciayuanx moxcem gviieams passumue AV-
bnoxader I uau Il cmenenu, 6paduxapOuio u, ¢ Kpainux CIy4asx, dcucmonuro. mu
AGNEHUA HAUBONCe GEPORMHBL ¥ NAUNEHMOS ¢ CUHOPOMOM caabocmu CUHYC08020 yina,
KOmOpbIi 4aiye ecmpesaemcn y NAUUeHmos é ROXCUI0M so3pacme.

Acucmonua y nayuenmos, He umeromux cnabocmu CcUHYC08020 y3ia, 0BbiuHO
Kpamuospemenna  (HeCKONbKO  CEKYHO) €O CHOHMAHHBIM  BOCCMAHOS/ICHUEM
AmpuUOEeHMPUKYIAAPHOZO UNU HOPMANbHO20 CURyco8ozo pumma. Ecau  cunycosstit pumm
C60CBPEMEHNO  He  GoCcCMAHAGAUBAEMCA,  HeoOXO00UMO  HEMeOReHHO  HA3HAYuUMb
coomeemcmeyioujee 1eHenue.

bema-adpenobrokamops u anmuapummuneckue cpeocmea

Baaumnoe ycunenue snuanus na cepoeqno-cocyoucmyio cucmemy (AV-bioxada 6sicoxoii
cmenenu, 3nawumensuoe cuudxcenue YCC, obocmpenue cepOeuHoii HedocmamouHocmu u
ssipaycennoe cHuxcenue AJl). Beccumnmommnan Opaduxapoun (36 yo/mun) ¢ muzpayuei
pumma ho npedcepoulo HAGRICOAACs y RAWUEHMA, OOHOSPEMEHHO HPUHUMAIOWE20
mumonon (6ema-adpenobioxkamop) 8 hopme 21a3HBIX KANEAb U 6EPANAMUT BHYMPD.
Huzokcun

B cnyuae odnospemennozo npuema sepanamwia ¢ OuUzoKCUHOM clledyem yMeHLUIUMb 003y
ouzoxcuna. Cm. pazden «Bzaumodeiicmeue ¢ opy2umu nexapecmeenHsIMu npenapamamu.
Cepoeynan nedocmamounocms

Hayuenmam ¢ cepdeunoit nedocmamounocmoio u hpaxyueil suibpoca 1e6020 AceayoouKa
cevtime 35 % Heobxodumo OobUMbCA CMAGUNLHOZO COCMOAHUAR neEped HAYANOM npuema
npenapama Hzonmun® CP 240 u nposodums COOMEEMCNEYIOU{YI0 MEPANUIO 6 OaibHelueM.
Hruzubumopsl I'MI'-KoA-pedykmaszot (cmamursi)

Cm. pazden «Biaumooeiicmeue ¢ Opy2umu 1eKapcmeeHRbMU NPENAPAMamuy.

Hapywenun nepeno-moiuesanoii nepedanu

Ilpenapam Hzonmun® CP 240 cnedyem ¢ ocmopodicHOCMBIO NPUMENAMD § NAUUEHMOE ¢
3a00NCANURMMU, 3AMPAZUBAIOWUMU  HEPEHO-MBIMEUHYIO nepedayy (MUAcMeEHuA Ipasuc,
cundpom Jlambepma-Hmouna, motwennan oucmpodhun Jowena).

Hapywenue gpyuxyuu novex

Hlposedennsie cpasnumensuvie UCCACO0BAHUA OEMOHCMPUDYIOM, YMO (HapMaKoKuHemuxa
eepanamuna OCMAemMcR HEUIMEHHON Y NAWUEHMOE ¢ MEPMUHAIbLHON cmadueil novewnoi
Hedocmamounocmu. OOHAKO HEKOMOpbIE UMEIOU{UECA COODU{CHUA Oalom  OCHOSAHUA
npednonazams, umo npenapam Hzonmun® CP 240 y nayuenmos ¢ Hapywenuamu dyynxyu
nouex cnaegyem HPUMEHAMb ¢ OCMOPONCHOCHIbIO U HOO MULQMETbHBIM KORMPpOAEM.
Bepanamun ne enteodumca npu zemoouanuse.

Hapywenue pynkyuu neuenu

Hpenapam Hzonmun® CP 240 clledyem RpuMeHAMb ¢ OCHOPONCHOCMBIO ¥ NAUUEHMOE C
madcebIMi HAPYWEHUAMU (DYHKKUU nedenu.
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T+
Poccufickas Peaepauns 125171, are: 47 (485)258 42 81
t. Mockea, Nennnrpaackoe
wocee 18, cTpoenne 1
Busrec uertp «MeTtpononucs

Bauanue na cnocobnocms ynpagaame mpaucnopmom i pabomanmo ¢ MEXaHuIMamu
IIpenapam Hzonmun® CP 240 moncem oxassigams enuanue Ha bvicmpomy BCUXOMOMOPHBIX
DeaKuuil scnedcmsue aHMUZUNEPMeEH3UBHOZ0 DeRCIBUA U 6 Pe3Ybmame UHOUGHOYRNbHOI
yyscmeumenviocmu. B nepuoo newenusn neobxodumo cobniooams ocmopoxcHocms npu
yRpaeneHuu mpaHcnopmubLMu CPeOCMEaMu U JaHAMUL OPYZUMU ROMEHUUATBHO ORACHBIMU
HOAMU  DEAMENbHOCH, mpebyrouumu  NOGLIICHHOE KOHUEHMPAWUU GHUMANUA U
bvicmpomsr ncuxomomopnsvix peakyuii, OcCobenHo MO BAXNCHO 8 HAWAAE JEYEHUR, nNpu
ROBLILLERUU O03b1 UNU NPU HEPEXOOE C MEPANLU OPYZUM NPENADAMOM.

B cnyuae BO3HMKHOBEHMSI BONPOCOB, KAcalOMUXCSs TeMbl JAHHOIO IMHUCHMAa WIIM NPUMEHEHUS
npenapara Wsonmuw® CP 240 (Bepamamun), TabGierkd HNpONOHIHPOBAHHOTO JCHCTBHSA
HOKpBIThIE MuIeHOuHON 0ob6onoukoi, 240 Mr, npocHM Bac HanpaBNaATh MX B Kommanauo 000
«3660TT JI360paTopH3» IO CAECAVIOWEMY aapecy:

125171, r. Mocksa, Jleauurpanckoe mocce 16A, ctpoenue |,
busnec uenrp «Metpononnc»

Tenedon: +7 495 258 42 80

<hakc: +7 495 258 42 81

HonomuuTenbHo, HEOOXOAUMO HANpaBnaTh coOBIEHHs O NODOYHBIX HeHCTBUAX, B TOM YHCIE
NnoOOYHBIX ACHCTBUAX, HE YKA3aHHBIX B MHCTPYKUMAX TO HPUMEHEHUID JIeKapCTBEHHBIX
ApenaparoR, ¢ CEPbE3HbIX HEWENATENBHLIX peakMiX, HPUBEJIIHX K CMEPTH, BPOKICHHBIM
AHOMAITMSIM WIH NOpoKaM PasBHTHs JIuGo npeacTaBisiomMX cobol yrpo3y xKu3HH, Tpebylomux
rOCTIATATIM3ALMH WK NpuBeulel K cTORKOR yrpate TpyA0ocnocoGHOCTH H (MIIH) HHEBAIHIHOCTH;
O HENpPEIABHICHHBIX HEXENATE/IbHBIX pEaklMsX, B TOM YHCJE CBA3AHHBIX ¢ NPUMEHEHHEM
TIEKAPCTBEHHOTO NpPENnapaTa B COOTBETCTBHHM ¢ WHCTPYKUHEH NO NPUMEHEHHIO, CYUIHOCTh H
TAKECTh KOTOPBIX HE COOTBETCTBOBaIH HMHOPMAaUMH O JIEKAapCTBEHHOM Hpernapare,
colepKalieHcs B HHCTPYKUMH NO €ro npumeHesuio; o6 ocobenHocTAX B3auMoaeHCTBMA
NEKAPCTBEHHEIX MpenaparoB ¢ APYTHMH JICKAPCTBCHHLIMA npelapaTaMH, KoTopeie Obu
BBHIABJICHEl OpPH [POBEACHHH KIHHWYECKHX HCCICAOBAHMH M IPHMCHEHHH JIEKAPCTBEHHBIX
npenapartos B Penepanbylo cyx0y 1o Haa3opy B cdepe 34paBOOXPAHEHHS MO aJIpecy:

109074, r. Mocksa, CrassscKas miowmans 4, crpoesue 1,

Tenedon/Paxc: +7 499 578 01 31

Email: pharm@roszdravnadzor.ru

C yBaweHueM,
Anekceil Paxun

Meremxep no papmaxosansopy
Perynsropuniii otaen, OO0 "36601t JIsGoparopus”
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