MuHnCTepCTBO 3ApaBOOXpaHEHUS
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GENEPANBHAA CJIYVKBA IO HAI30PY |— —‘
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(POC3IPABHAJI30P) Cy6BeKxTs o6palneHus
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Ha Ne oT

[ ]

O HOBBIX JaHHBIX HO 0€30MaCHOCTH
JIEKapCTBEHHOTO ITpenapara
[entpan

OQenepanbhas cayxba mo Hamsopy B coepe 3OpaBOOXpaHEHHS B paMKax
HCTIOTHEHHUS rOCY1apCTBEHHOMH (YHKLMH 110 MOHMTOPHHIY G€30MacCHOCTH JTeKapPCTBEHHBIX
MpEnaparoB, HAaXOMAIMXCs B oOpalleHWM Ha TeppuTopud Poccumiickoit ®exmeparuy,
coofIaeT cienyroilee.

Poc3zipaBHan30p A0OBOAMT 10 CBEJEHHS CHELNANHCTOB 3APABOOXPAHEHHS MHCHMO
000 «2660tT JIs60paTopus» O HOBEIX NAHHBIX IO GE€30MACHOCTH NEKAPCTBEHHOTO
npenapara I'entpanr (MHH: AnemernonyH), mTHOGHIN3AT VIS IIPUTOTOBJIEHHS PAacTBOPA
AJis. BHYTPUBEHHOTO ¥ BHYTpUMBILIeYHoro BBeaeHus 400 wmr, mpomssopctBa Damap
JI'Jiinb, @panums, Xocmupa C.mA, Hranus (perucTpauuoHHOe ymoctoBepeHme Il
NO011968/02 ot 28.02.2011).

IIpunoxenue: Ha 3 1. B 1 3K3.

,/ M.A. Mypaiiiko

Bpwuo pykoBoaurtens

K.B. I'openos
(499) 578-02-73
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CnenMaJHcTaM 3APaBOOXpAHEHHS

JlaTta: 13 centabps 2013

Re: Usmenenus uHGopManuy no 6e30macHOCTH npenapara FenTpan® (AeMeTHOHHH),
AHOGHUAM3AT [/ MPUTOTOBJICHUS PacTBOpa A BHYTPHBEHHOT0 H BHYTPHMbIIIEYHOIO
pBeeHus, 400 mMr.

YBaxaeMbie CHelHAJTHCTDI mpanooxpanenna!

Komnanus 000 «660TT JI>GopaTopn3» CBUACTENLCTBYET BaM CBOC foyteHue 1 UHGOPMHpYET
06 M3MEHEHMAX JAaHHbIX no 6e30MacHOCTH Npenapara TenTpan®(ALEMETHOHUH), auopunusat
JUIS IPHIOTOBJEHHS PacTBopa Ui BHYTPHBEHHOTO H BHyTpUMblileqHoro BBeaeHus, 400 Mr Ha
OCHOBAHHH W3MEHEHMH, yTBEPXKAEHHBIX MUHHCTEPCTBOM 3npaBooxpaHenus PoccHiicKoi
deaepalyy (peHICHHE Ne20-3-433346/WYU3M-V ot 08.07.2013 r. ana npenapara lentpan®,
nuodunM3aT 1A TNPUTOTOBJIEHMS pacTBopa UL BHYTPHBEHHOTO H BHYTPHMbIIEYHOIO
pBeeHus, 400 Mr O BHECCHHH U3MEHEHHH B JOKyMEHTBL, COJEPIKAIIMEC B PErHCTPAHOHHOM
J0ChE Ha 3apErMCTPHUPOBaHHbIH JieKapCTBeHHBbIH Npenapar Al MEAULUHHCKOTO NpUMEHEHHUA).

M3MeHeHNUS 3aTParkBaloT CIeAYIOlHe pasiesbl (M3MEHCHHRIE aHHBIC BhIIEJICHbI HOJYHCUPHBIM
KypPCUGHbLM WAPUDMOM).

dapMaKoJIOrHiecKue CBOHCTBA

@dapMaKOKHHETHKA

Pacnpedenerue

CBsi3b ¢ GE/TKaMK 1a3Mbl KPOBH — HE3HAUUTEIbHAS. COCMasaem <5%.

Memaboausm

Ilpoyecc 00pa306aHus, pACX0006dHUA U  NOSMOPHOZ0 00pa306aHUA  A0EMEMUOHUHA
Ha3bledemcA  UUKIOM  ddemMemuoHUHa. Ha nepsom 3mane 3mo20  HuKia
aoeMemUOHUH3AEUCUMbIE MEMUNA3bl UCNONb3YIOM adeMemuoHuUH 6 Kadecmee cybcmpama
ONA  npodyKuuu  S-0eHO3UNOMOUUCMEUNA, Komopulii  3amemM  2UOpOIU3yemcR oo
2oMoyucmeuHa U AOEHO3uUHa ¢ NOMOW{bIO S-a0eHO3UNZOMOUUCIEUHZUO-PANA3bL.
Tomouucmeun, é c6oio o4epeob, noodeepzaemca o6pamnoi mpancopmayuu 00 MemUoHUHa
nymem nepenoca MemuibHOU zpynnsl om S-memunmempazudpoponama. B umoce
MemuoHUH Modcem Gbimb npeobpaszoséan 6 aoeMemuoHuH, 346epUan UK.

C 0CTOPOXKHOCTHIO

BunonspHbie paccTpOHCTBa (CM. pasaes «Ocobble yKa3aHHA»).

BepemennocTs (1 TPUMECTP).

[lepuon rpyAHOTO BCKapMIIMBaHUS.

OOHOBpEeMEHHbIIL npUEM C CeIEKMUBHbIMU uHzubUumopamu o6pamno2o 3axeama cepomMoHuUna
(CHO3C), mpuyuxiuueckumu anmudenpeccanmamu (maxkumu Kaxk KIOMURPAMUH), a
makyce mpasamu U npenapamami, codepxcaugumu  mpunmogan (M. pasoen
«B3aumodeiicmeue ¢ Opy2umu 1eKapcmeeHHbIMU npenapamamu»).

Iloxcunoun go3pacm.

Houeunan HeOOCMAMOYHOCHb.

~=1 Abbott

A Promise for Life




000 «36607T NabopaTopua» Ten.. +7(495)258 42 80

Poccuiickar ®eaepauus 125171, arc: +7 (495) 258 42 81

r. Mocksa, JlenuHrpaackoe
wocce 16, ctpoetne 1
BusHec ueHTp «MeTponoauc»

Cnocod npuMeHEeHHA H 103bl

B cayuae, ecau auoduiausam umeem usem, onuIuYHbLL om noumu Genozo 0o b6eno2o c
JCeIMosamsiM OMmMeHKOM (6credcmeue mpewiuHbl 60 (rakone wunu 6030edcmeun menaa),
npenapam I' enmpa.n® uCnonb308ams He pEKOMEHOYemcA.

HauaabHaa mepanua:

BHympueeHHoe unu 6Hympumblieinoe geedenue: pPeKoMeHOyemMan 0o03a cocmasiem
5-12 m2/K2/cym 6HymPUBEHHO WU EHYMPUMbIMIEHHO.

Hoxcunbie nayuenmsl

KnuHudecKuii onslm npuMeHeHuA npenapama I enmpan® He 6bIAGILT KAKUX-T1Ub0 paznuduil 6
€20 IPexmusnocmu y nAUUEHMOs NONCUL00 go3pacma u nauuenmoe bonee M0100020
so3pacma. OOHAKO, yHUMbIGAR GbICOKYIO 6EPOAMHOCMb UMEIOULUXCA HapywieHuil yHKyuu
neuyeHu, NO4EK WU Cepoua, opyzou conymcmeylouieii. namonozuu  uu 00HOBPEMEHHOU
mepanuu ¢ Opy2umMu 1€KapCMEEHHbIMU cpedcmeamu, 003y npenapama r enmpa.rl® nOXHCUTBIM
nayuenmam ciedyem noobupams ¢ 0CMOPONCHOCMbIO, HAYUHAA NPUMEHEHUE npenapama ¢
HUMCHeZ0 npedena Ouanasona 003.

HMayuenmsi ¢ noweuHou HedoCcmamo4HOCHbIO

Hccneoosanuii y nayuenmos ¢ noueuHoii HeOoCMAMOUHOCMbIO He NPOBOOUNOCh, 6 C6A3H C
Imum peKomeHOyemcAa cobniodams OCMOPOJNCHOCMb npU  npuMeHeHuu npenapama
r enmpaJl® y maKux nayuenmoe.

ITayuenmsi ¢ neweHO4YHOU Heoocmamo4Hocmbio

Ilapamempst  (papMaKoKuHemuKu a0eMemuUoHUNa CXOOHbl y 300pO6bIX 000p0o6oNbUEE U Y
naWUeHMos ¢ XPOHUHECKUMU 3a00NE6AHUAMU neuenu.

Memu

IIpumenenue npenapama 'y enmpa.n® y Oemeii RpOMUBONOKA3AHO (3¢ppexmuenocme U
He3onacHocmb He YCMAHOBEHbI).

MoGouHoe aeiicTBHE

Huxe npuBeieHbl 0000LIEHHBIE JaHHBIC O 10GOYHBIX PEAKUHAX, Komopble ObL1U GbIAGNEHDI 6
x00€ KIUHUYeCKUX UCCNed08anul u npu HOCMMAapKemuUH2060M RpUMEHEHUU aoemMemuoHuHa
KaK B TabAeTKax, TaK U B HHBEKIMOHHOH nekapcTBeHHO#H Gopme.

(o CMOpOHbI UMMYHHOU CUCMeMbl. peaKiuu 2UnepYysCmeume1bHOCmu, anagurakmouoHsie
wau aHaguiaKkmuuecKue peaKyuu (6 mom Hucne 2unepemMun KodlcHblx nOKpoeos, 00bllUKa,
dponxocnaim, 0601b 6 cnuHe, ouywieniue Ouckomgpopma & obnracmu 2pyoOHoil KlemKu,
apmepuaibHaa ZUnOMeH3UA, apmepuaibHan 2unepmeH3uR, maxuxapous, 6paduxapous).

Co cmopoHbl ObixamenbHOU cUCmeMbl: OTEK ropTaHu.

Co cmopOHbl KOJCHbIX NOKPOBVS. PEAKLHH B MECTE BBeICHUS (O4YEHb PEAKO C HEKPO3OM KOXH),
otek KBHHKE, MOTIUBOCTb, KOXHBIE PCaKIIHH, KONCHO-aILIep2UudecKue peakyuu (6 mom vucie
CBIllb. KOXKHBIA 3y, KPANUGHUUA, IPUMEMA).

Iepe103upoBKa

ITepedo3upoexa npenapama I enmpa.rl® Mmanoeepoamna. B cayuae nepeoo3uposKu
peKomeHOyemcA Habo0eHue 3a RauueRmom u nposeoenue CUMRMOMAMUYEcKoit mepanuu.
Oco0bie YKa3aHHs

V nauueHmos ¢ denpeccueil umeemcsa HOGBIMEHHBII PUCK CYUKUOA U OPY2UX CEPLE3IHBIX
HeXcenamebHbIX AGAEHUIL, NOIMOMY 60 BPEMA JIEHEHUR ademMemuoHUHOM maKkue nayueHmasl
00AHCHBI HAXO00UMbCA NOO NOCMOAHHbIM Haba00eHUuem 6pada ONA OUEHKU U JIeYeHUR
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cumnmomoé oenpeccuu. Ilauyuenmor 007XCHbI ungopmuposams épava 6 cayae, eciu
OMMEUaIOUIUEeCA y HUX CUMRMOMbI Oenpeccuu He YMeHBIIAIOMCR WU YCy2ybaniomca npu
mepanuu adeMemuoHUHOM.

Ecii HEJOCTAaTOYHOCTh OOHapyXeHa, PEKOMCHI0BaH npueM liMaHOKOOanaMuHa u ¢donuesoi
KHCIOTH 00 HaYala Je4eHuAa a0eMemuOHUHOM uau ONHOBPEMEHHBIA MpUEM C
a/1EMETHOHUHOM.

B ciiyyae BO3HWKHOBEHHS BOMPOCOB. KaCarOLAXCA TeMbl JAHHOTO MHCbMa WM NPHUMEHCHHA
npenapara, a Tak Xe cooOweHus o HexkenaTe/bHbIX ABJIEHHUSX, BbISBICHHBIX Yy MAlHCHTOB,
MoJly4aBLIMX Mpenapar TenTtpan®(AeMETHOHUH), AHODUIN3AT 114 NPUrOTOBJICHHUS pacTBOpa
;U1 BHYTPHBEHHOrO M BHYTPHMBIILIEYHOTO BBEICHHA, 400 Mr. mpocHM Bac Harpap/iiTh UX B
xomnanuio 000 «I660TT JI3GopaTopH3s» MO CIEAYIOWEMY azapecy:

125171, r.Mocksa, JIeHMHIpaACKOE OCCE 16a, crpoeHue 1,
BusHec ueHTp «METPONOIHCY

Tenedon: +7 495 258 42 80

dakc: +7 495 258 42 81

Email: abbott-russia abbott.com; pv.russia(@abbott.com

JIONONHUTENBHO, HEOOXONMMO HANpPABIATH COOGLIEHNS O MOOOYHbIX JEHCTBUAX, B TOM HHCIC
10GOUHBIX AEHCTBHMAX, HE YKa3aHHbIX B HMHCTPYKIHMAX [0 MPHUMEHEHHIO JIEKapCTBEHHBIX
NpenapaToB, O CEPbE3HBIX HEXKEATELHBIX peaKuusx, MPUBEAUINX K CMEPTH, BPOXIEHHbBIM
AHOMAIMSAM HJIM TIOPOKaM Pa3BHTHA JHOO NpPEACTAB/LIOUIIX co6oil yrpo3y KH3HH, TpeOyIOLIHX
FOCTIMTAIM3ALAN KM TIPHBEALIEH K cToMKOM yTpare TPYyA0CNOCOOHOCTH H (¥IIM) HHBATMAHOCTH;]
O HenpeBHACHHBIX HEXENATC/IbHBIX peakuusx, B TOM 4YHMCJE CBA3AHHBIX C NIpUMEHEHHEM
leKapCTBEHHOTO Mpenapara B COOTBCTCTBHH ¢ MHCTPYKUMEW MO MPHUMEHEHHMIO, CYILHOCTb H
TSKECTb KOTOPBIX HE  COOTBETCTBOBAIH yHpOpMaLlHK O JIEKAPCTBEHHOM npenapare,
cojepallieiics B WHCTPYKUMH MO €ro NpUMEHEHHIO; 00 0cOBEHHOCTAX B3aUMOJIEHCTBUA
NleKapCTBEHHBIX Tpenaparos ¢ JApyruMH NeKapcTBEHHbIMH MpenapaTaMy, KOTOpbIC ObuIH
BbISBJIEHbl TIPH [POBENEHUH KIMHUHECKHX ACCIICIOBaHUH M TMPUMEHEHHH JICKApCTBCHHDBIX
npenaparoB B deaepaibHyIO cnyx0y 1o Haazopy B cepe 31paBOOXpaHCHHUA 110 APECY:

109074, r.Mocksa, CnaBsHckas mjiowmaib 4, ctpoeHue 1,
Tenepon/dPaxc: +7 499 578 01 31
Email: pharmroszdravnadzor.ru
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