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MUHHUCTEPCTBO 3JIPABOOXPAHEHU S POCCUHCKON ‘I)E)IEPAHHI/I |
HHCTPYKIIHI

1o MPUMCHCHHIO JIEKAPCTBEHHOTO IIpenapara Al MEAUITHHCKOr O HNIPHUMCHCHH A

Deprexc®,

MOPOIIOK /LISt HPHTOTORJIEHHsI PACTBOPA NS TPHEMA BHYTPh
[aamonnErii ¢ caxapom], 500 Mr+25 mr+200 mr,
MOPOINOK /Ui HPHTOTOBJIEHUSI PACTBOPA /Il NPHEMA BHYTPb
[MannHOBEII ¢ caxapom], 500 mr+25 mr+200 mr
VIICA CAC, Opannus
Perucrpaunonnoe ypocrosepenne I1N015947/01

H3menenne No 4

» U?B71720 I.

JlaTa BHECEHUs U3MEHEHHH «

Crapas pegakuus Hogas pepakuus
®OPMA BBIITYCKA ®OPMA BBIITYCKA
ITopomox pust npurorTosaenus pacreopa &isi | ITopomok iuisi IPHroOTOBACHAS PACTBOPA ISt
npueMa BHYTPb, [JIHMOHHLII ¢ caxapoM]. 110 npHemMa BHYTpb, [JIMMOHHBII ¢ caxapom].
13,1 r B makeTHK U3 ITo 13,1 r B MAKETHK U3
Oymaru/amoMuHEA/ oM THICHA, T10 8 Oymaru/amoMunus/monustuiena. Mo 4, 8 wim 12
NAKETHKOB BMECTE C MHCTPYKIHEH 110 TMAKETHKOB  BMECT€ C  MHCTPYKUHEH 1o
IPUMEHEHUIO B MAYKY KapTOHHYIO. TIPUMEHCHUIO B MAYKY KapTOHHYIO.

ITopomoxk past mpuroTosienus pacteopa aast | IopowoK Aus NPHrOTOBIEHMsI PACTBOPA JUIsK

npHeMa BHYTPL, [MAJIHHOBLII ¢ caxapoM]. npueMa BHYTpPb, [MaJHHOBBIH ¢ caxapom].
Ilo 12,75 r B nakeTuke us ITo 12,75 r B MAKETUK U3
Oymarn/amomunus/nonusruneHa. [To § OyMaru/antoMHHUS/TIONUA TUIIEHA., Ilo 8
[IAKETHKOB BMeCTe ¢ WHCTPYKLHUEH 110 MAKETUKOB  BMECT€ C  HMHCTPYKLUHEH 110
HNPHMEHEHUIO B TTAYKY KAPTOHHYIO. TIPUMCHEHHUIO B, Hﬂﬂl%ﬂi{yfo.

2N Org

Menemxep otnena E.A. Bakynuna

PETUCTpALMK U Ka4ecTRa
000 «bpucron-Matiepc CkBu66»
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MUHHUCTEPCTBO 3J[PABOOXPAHEHWSI POCCHMCKOM OEJIEPAIINN

WHCTPYKLIMASI

0o HPpAMCHCHHIO NCKapCTBEHHOTO IpeHapara Jjid MeqUIMHCKOTO NPUMEHECHUA

Depnerc®,
IOPOLIOK ISl HIPHrOTOBJICHUsI PACTROPA /15t IPUEMA BHYTPh
[smamounubIi ¢ caxapom], 500 mMr+25 mr+200 mr
- TIOPOWIOK /ISl HPHTOTOBJIEHHSI PACTBOPA ISl IPHEMA BHYTPb

[ManuroBBIH ¢ caxapom], 500 Mr+25 mr+200 mr

YIICA CAC, Opannus
PerHCTpauHOHHoe yrocrosepenre 11 N015947/01

Hamenenne Ne 3

170997
Yoo B oH

Jlara BHecenns W3MeHenui « » 20 r.
- Crapas pegaxmus HoBas pepaxkuus
YCJIOBI/IH XPAHEHUA YCJIOBHSA XPAHEHHA

B cyxom MecTe pu Temmepatype ot 15 o 25°C. | Ilpu Temnepatype ot 15 a0 25°C.

XpaHHUTE B HeJOCTYIHOM JiJist AeTel MecTe! XpanuTe B HegoCcTynHOM NI Aereif mecre!

Memnepkep oTnena
PETHCTPALK ¥ Ka4ecTBa
000 «bpucton-Maiiepc CxBuG6»
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| MHHSIPAB POCCHH ~
LN oB 9091215
MUHUCTEPCTBO 3/IPABOOXPAHEHUSI POCCUICKO ®EAEPALUN
j COTJIACOBAHO

WHCTPYKIUS

110 MPUMEHECHUIO JIEKAPCTBEHHOI'O Ipenapara aJist MEIUITUHCKOTO IIPUMEHEHU I

(IJepBelcc®,
NOPOWIOK /IISl PUIOTOBJIEHUSI PACTBOPA IS IPHEMA BHYTPb
[mamonnEIii ¢ caxapom], 500 Mr+25 mr+200 mr
MOPOIIOK JJIsl IPUIOTOBJIEHHSI PACTBOPA ISl IPHEMA BHYTPh

( [MasuHOBBI ¢ caxapom], 500 Mr+25 mr+200 mr

Bpucron-Maiiepc Ckeu66, ®panius
Perucrpanmonnoe ynocrosepenue 11 N015947/01

HN3menenne Ne 2 -

N N

Jlata BHecCeHUs1 U3MEHEHUH  « » U3 121 ['30 r.

Crapas penakmus Hogast pegakuus
IlpousBoauTen, IlepBuunas ynakoska, | [IPOU3BOJIUTEJID, DACOBIIUK
Bropuunasn yIaKoOBKa, Bemyckarommii | (IIEPBUYHA S YIIAKOBKA),

‘ KOHTPOJIL Ka4eCTBA: VIIAKOBIIUK

(BTOPUYHASI/TPETUYHASL YIIAKOBKA),
BBIITY CKATOIIUIA KOHTPOJIb
KAYECTBA

Bpucron-Maiiepc Cxu66, ®@panuus VIICA CAC, ®panuus

47520 ®panuus, r. Jle IMaccax, yi. ABeHio ae 979 asenro ne Iupene, 47520 r. Jle Maccax,

ITupene, 979 Opanuwms

Bristol-Myers Squibb, France UPSA SAS, France

979, Avenue des Pyrénées, 47520 Le Passage, 979 avenue des Pyrénées, 47520 Le Passage,

France France




M3menenue Ne 2

C.2

TIN015947/01

Crapasi pegaKuust Hogasi pefakumst
IOPWJIMYECKOE  JIMIO, HA UM | FOPUJIUMYECKOE  JIANO, HA UM
KOTOPOI'O BBIIAHO | KOTOPOI'O BBIIAHO

PEIACTPAIIMOHHOE YJIOCTOBEPEHUE
bpucron-Maiiepc CxBu606, @paHuus
92506 Cenexc, T. Prosii-ManbsmesoH, yi. Pio

Kozed Monsbe, 3, /st 325

Bristol-Myers Squibb, France
3 rue Joseph Monier, BP 325, 92506 Rueil

Malmaison, Cedex

PETUCTPAIIMOHHOE YIOCTOBEPEHUE

VIICA CAC, ®pannus
3, pio XKosed Moube, 92500 . Prosii-ManbMe30H,

OpaHumst

UPSA SAS, France
3, rue Joseph Monier, 92500 Rueil Malmaison,

France

Menexep oTaena
perucTpayy U Ka4ecTsa
000 «Bpucron-Maiiepc Ckero6»

E.A. bakynuna

peructpaymm
1 KavecTsg
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MUHUCTEPCTBO 3JIPABOOXPAHEBHSI POCCHICKON OEIEPAIAN

MHCTPYKUIA

00 OPUMECHEHHUIO JTEKapCTBEHHOTO IIpenapara Ajid MCIUHUHCKOTO HPUMCHCHUSL
/

DepBekc®,

HOPOIIOK ISl TPUTOTOBJIEHHS pacTBOPA JyIsl puéMa BHYTPb
[mamonHEH ¢ caxapom], 500 Mr+25 mMr+200 wmr,
HOPONIOK JJIs IPUTOTOBJIEHNS PAcTBOPA ISl IpUEMa BHYTPb
[ManmHOBEIH ¢ caxapom]: 500 Mr+25 Mr+200 mr

bpucron-Matiepc Ckru60, ®@panmus

Perucrpanuonsoe y,ZLOCTOBepeHI/Ié TIN015947/01

Nsmenenne Ne 1

Cpoxk BBegeHus M3MeHeHU ¢ « } » w20 T.
Crapas perakuus HoBas pexakunus
OIIMCAHUE - | OIIMCAHHUE

(I)epBeKc® JuMoHHbI:  [lopomox ®epBexc® [IMMOHHBIN ¢ caxapom]:
CBETJI0-0exeBOro 1Bera ¢ xapakrepHbiM | [lopomok  cBeTn0-0eKeBOro ILBeTa.
3amaxoM. Jlomyckarorcs BKpamuleHMs | JlomyckaroTest BKparJIeHus1
KOPUYHEBOTO LBETA. KOPHYHEBOI'O I[BETA.

BuemrHuii BHA  NPUIOTOBJIEHHOrO | BHemiHMii BUJ NPHUIOTOBJIEHHOIO
pacTBOpa: pacrBopa:

PactBop cepo-6exeBoro uBera, | Pactop cepo-0exeBoro BeTa,
OTaNIECIUPYIOINUH, C  XapaKTEepPHBIM | ONAIECHUPYIOILUNA.

JJMMOHHBIM 3aI1aXOoM.

Deprexc® [MaIMHOBBIN ¢ caxapom]:

® .,
®epBexe ManauHoBbIi: [lopomok ot | [Topomok OT  CBETIIO-PO30BOrO  JI0




IINO015947/01

Hsmenenue Nel

C.2

Crapas perakuust

HoBasi penakuus

CBETIIO-PO30BOTO 10 CBETIIO-0€3KEBOTO

nBeTa. l[OHYCKaIOTCﬂ BKparieHusa

TEMHO-PO30BOTO I(BETA.
Baemnmii

BHJY IPUroTOBJCHHOI' O

pacrBopa: PactBop po30BOro nsera,
clerka OIIAJIECIIUPYIOIIHIM, c

XapPaKTEPHBIM MAJIMHOBBIM 3aIllaXOM.

CBeTNIO-0eXeBoro nera. JlomycKaroTes
BKpallJIEHUsI TEMHO-PO30BOTO I[BETA.

BHemHn/ﬁ BHA IIPUIOTOBJIEHHOI'O
pactBopa: PacTtBop po30BOro IBera,

CJIETKa ONAJIECLUPYIONIHH,

Crapmuit MeHeKep OT/IeNa
pEerucTpanuu 1 KayecTBa
OO0 «bpucron-Maitepc CkBrOOY

H.IO. Cemenona
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9 NOASOHos - .

[poumTto u TIPOHYMEPOBAaHO U cKpemieno

HNEYaThlo _{ mucra(op),

Homxrocts, GLIO CTAPIIHIT Mene/xep
= orgenaa Perncrpauuu u KaYyecrBa

/S H. 10. Cemenona
(moxmuce)

« 31 » 2




[TN015947/01-020512

MUHHUCTEPCTBO 3/IPABOOXPAHEHUS U COITAAJIBHOI'O PABBUTUS
POCCHMCKOMN ®EJEPALIA

Brumamenvro npouumaiime smy uHCMpYKYuIo neped mem, KaK Hayamo NpUMemM 9mo20 JeKapcmed.
Omo nexapcmeo omnycxaemcest 6e3 peyenma. s 0ocmudiceHuss ONMUMANbHBIX Pe3yIbmamos e2o

ciledyem UCnonb306amb, CIMPO20 BLINONHSS 6CE PEKOMEHOAYUL, U3N0JICEHHBLE 8 UHCIMPYKYUU.

J Coxpanume smy UHCMPYKYUIO, OHA MOJCem NOmMpeb08AMbCsL BHOGD.
. Ecnu 'y Bac eosnuxnu eonpocwl, obpamumecs K 6payy.
MHCTPYKIUA
IO TPHMEHEHHUIO JIEKAPCTBEHHOTO TIpenapara Uik METUIIHHCKOTO TPHMCHEHUS
®EPBEKC®

PETMCTPAITMOHHKIA HOMEP:

- TOPI'OBOE HA3BAHUE: ®EPBEKC®
MHH WIN I'PYIIITIUPOBOYHOE HAUMEHOBAHUE:
napanepamMoJ-+eHupaMIH+acKopOHHOBA KHCIOTA
JEKAPCTBEHHAS ®OPMA:
MIOPOIIOK ISl MPUTOTOBJIEHUS pacTBOpa JUisl IpreMa BHYTpPb, [JIMMOHHBIH ¢ caxapoM|
IIOPOIIOK YISt IPUTOTOBJICHUS! pacTBOpa JUlst IpreMa BHYTpPb, [MAIMHOBEIM C caxapoM |
COCTAB:
Kaxxaplil makeTHK colepiKUT:

AxmugHovie eeuiecmeda.

[Taparneramont - 0,500
AckxopOuHOBas KkucjiIoTa - 0,200
OeHrpamMuHa Manear - 0,025r

BcnomozamenvHble seuiecmea:

[rumonnwiii ¢ caxapom] - caxaposa 11,555 r, siumonnas xuciora 0,200 r, akanuu KaMenp
0,100 r, natpus caxapunara guruapat 0,020 r, apomaTusaTop TMMOHHO-poMOBEIH 0,500 T *.
* - Apomamuszamop NUMOHHO-POMOGbLI - MAaJTbTONCKCTPUH, aKalldd KaMeib, O-ITUHEH, [3-
NIUHEH, JMMOHEH, Y-TCpIIMHEH, JUHAJON, Hepalb, O-TCPIHMHEON, TepaHHalb, JEKCTpPO3a,

KpeMHHUs THOKCHUM, 6YTI/IJIFI/II[p0KCI/IaHI/I30J'[.




[T N015947/01-020512

[manunoswtii ¢ caxapom] — caxaposa 11,555 r, numonnast kuciora 0,200 r, akanuu XaMennb
0,100 r, marpus caxapuaara auraapar 0,020 r, apomaTrzatop MamuHOBEIH 0,150 r**

**  Apomamuzamop MAiuHOBbIli — OSTWIAIECTAT, W30aMIUIAIIETaT, YKCyCHas KHCIIOTA,
OCH3UJIOBEIM CHHPT, TPUAIETHH, BAHWIHH, P-THAPOKCH-OCH3UIANCTOH, MalIbTONEKCTPHH, E
1450 wmopuduumupoBaHHBIH KyKypy3HBId Kpaxman, E 129 xpacuTenbp KpacHBIH
ouaposarensusii, E 133 kxpacurens OpuinHanToBEINA Toiy6ol, E 110 xpacuTens conHeuHbIH

3aKat XenToid, mepmactabdbun 505528 RI, manmuna 054428 A.

OIIMCAHHUE

deppexc JTHMMOHHBIN: IIOPOLIOK CBETIO-OEXKEBOTO IBETA C XAPAKTEPHLIM 3aIIaXOM.
JlomyckaroTest BKparuIeHusI KOPUYHEBOTO I{BETa.

Buemauii BHA  NPHTOTOBJEHHOTO PACTBOpPA: pacTBOpP  cepo-OeXeBOro  IBETa,
OTTAJIECTIPYIONTHH, C XapaKTePHBIM JMMOHHBIM 3aIIaX0M.

®depBeKec MAJHMHOBBIH: IIOPOIIOK OT CBETIO-PO30BOTO JI0 CBETIO-OEXKEBOTO IIBETA.
JlomyckaroTest BKparuieH s TEMHO~PO30BOTO ITBETA.

BHemHuii BuJ NPHrOTOBJIEHHOI0 PAcTBOpPA: pPAacTBOP PO30BOIO IBETa, CllErKa

OHaJICCI_[I/IPYIOIlII/Iﬁ, C XapaKTCPHBIM MAJIMHOBBLIM 3aI11aX0M.

®APMAKOTEPATIIEBTHYECKAS T'PYIIIA: cpencTBO IS YCTPAHEHHS CHMIITOMOB
OCTPBIX pecrparopHbIX 3abomeBanuit (OP3) wm  «upoctyab»  (aHaMbre3upyrouee
HEHAapPKOTHYECCKOE CPeJICTBO + H|-THCTaMHHOBEIX peniennTopoB O0KaTop + BUTAMUH)

KOJX ATX: NO2BES1

®APMAKOJIOTMYECKUAE CBOMCTBA

dapMakoIHAMUKA

d)epBeKc® — KOMOHHHUPOBAHHBIH TIpermapaT, KOTOPBIH COJCPIKUT apareTaMo, GeHupaMuH U
ackopOWHOBYIO KkmcioTy. llapameramMon — HEHApKOTHUECKHMH aHAIBIETHK, OJIOKHpYET
IMKIIOOKCUTeHA3y, IIPEUMYIECTBEHHO B IEHTPaJbHOM HEPBHOM CHCTEME, BO3ICHCIBYs Ha
IEHTPbl OOMM W TEPMOPETYJSIUH; OKAa3bIBAET aHAJIBIE3HPYIOIIEE M IKApOIIOHIDKAIOIIEe
JIEHCTBHE.

®enupamu - 610KaTop Hj-rHcTaMHHOBEIX PELENTOPOB, CHUXKAET PUHOPEIO H CIE30TEYCHUE,
YCTPaHSET CIIACTHYECKHUE SBJICHUS, OTCUHOCTh ¥ THIEPEMHUIO CIM3UCTOH 00O0IOUKM IIOJIOCTH

HOCa, HOCOTVIOTKH M IIPUAATOYHBIX I1a3yX HOCA.
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AcKopOMHOBAsT KHCIIOTA SBISETCS KOPAKTOPOM HEKOTOPHIX PEAKIUi TMIPOKCHINPOBAHUS U
aMHﬁHpOBaHH;I — IEPEeHOCHT JJICKTPOHBI Ha (EPMEHTEI, cHaOXas UX BOCCTAHOBUTEIIBHBIM
SKBHBAJICHTOM. YYaCTBYET B PEaKIHUSIX THAPOKCIJIMPOBAHMS INPOIUHOBBIX M JIM3UHOBBIX
OCTATKOB TpoOKoJIareHa ¢ o0pa3oBaHWEM THAPOKCUIIPOJIMHA W  THAPOKCHIIM3HMHA
(ToCTTpaHCHAHOHHAS MOAU(UKAINS KOoJUlareHa), OKHCICHMH OOKOBBIX Iieled JH3uHa B
Oenkax ¢ oOpa3oBaHHMEM THJIPOKCHTPUMETHIUTN3NHA (B IIPOIECCe CHHTE3a KapHUTHHA),
OKHCTIEHHH (HONHEBOH KHCIOTHI N0 (DONMHOBOH, METaG0NM3ME JIGKAPCTBEHHEIX CPENCTB B
MHKPOCOMaX TICUYCHH W THUPOKCHIIMPOBAHMH AodaMHHa ¢ 00pa3zoBaHMEM HOpaJpcHAINHA.
[loBpImTaeT akTHBHOCTh aMUIUPYIOMIHAX (EPMEHTOB, YYaCTBYIONHX B CHHTE3¢ OKCUTOLHHA,
aJ[pEHOKOPTHKOTPOITHOTO TOPMOHA M XOJHUIMCTOKMHHHA. YUacTBYeT B CTEPOUIOICHE3E B
HaAMTOYCHYHUKAX.

PdapMakoKHHETHKA

Hapayemamon

Abcopbrmst - BBICOKas. Bpewms, wmeobxomumoe AN JOCTH)KEHHS MAKCHMAJIbHOM
koHnenrparun (TCmax) - 0.5-2 u; MakcumaibHas KoumenTparus (Cmax) - 5-20 Mrr/mi.

Ces13b ¢ OenkxaMu iasMel - 15%. [Ipornkaer yepes remarosunedamnueckuit 6aprep (1'9B).

Metabonuzupyercsi B I€UEeHU MO0 TPeM OCHOBHBIM IIYTSAM: KOHBIOTAIMS C IIIOKYPOHUIAMH,
KOHBIOTAIHsI C CyJibhaTaMu, OKHCICHHMC MHKPOCOMAILHBIMH (epMeHTamMu medeHn. B
TOCIEAHEM Cliydae OOpa3yloTcs TOKCHYHBIC IIPOMEXKYTOUHBIE METa0ONUTHl, KOTOPHIC
BIIOCJIEJICTBHH KOHBIOTHPYIOT C TJIYTATHOHOM, a 3aTeM C IMCTEMHOM M MEpKalTypoBOH
kuciaoToi. OCHOBHEIMU M30(epMenTamu 1uToxpoMa P450 anmsa maHHOTO IMyTH METabOoIH3Ma
spismiorest  m3odepment  CYP2E1  (mpemmymectBenno), CYP1A2 wu  CYP3A4
(BTOpoctenenHas pojb). Ilpu medumurte TayTaTHOHA 3TH METaO0ONHUTHI MOTYT BBI3HIBATH

TIOBPCIKACHNEC 1 HCKPO3 I'CIIaTOITUTOB.

HOHOHHHT@HBHLIMH IyTsIMHA MeTaboJIu3Ma  SIBJISTOTCS THAPOKCHIHUPOBAaHHUE 11O 3-
FHApOKCHITapaneTaMolia W MCTOKCHIIMPOBAHHUE OO 3-MGTOKCI/IHapaII6TaMOJIa, KOTOPLIC

BIHOCJICACTBUA KOHBIOTHPYIOT C TIIIOKYPOHUIAMHU U Cy.TIB(l)aTaMI/I.

KonrrorupoBanusie MeTaboNIUTHl IMapaneramolia (TJIFOKYPOHHIBL, CYIb(aThl 1 KOHBIOTATH C

TIIyTATHOHOM) 00JIaJ[at0T HU3KOH (hapMaKkoJIOrHdecko (B T.4. TOKCHIECKO ) aKTHBHOCTBIO.

[lepuon momyseBenenus (T1/2) - 1-4 4. BrBoguTcss movkamMu B BHAC METaOOJIUTOB,
IPEUMYIIECTBEHHO KOHBIOTATOB, TOJILKO 3% B HEM3MEHEHHOM BUAE. Y MOXKHIIBIX TAUCHTOB

CHIDKAeTCs KIIMPEHC Tpenapara u ypennuuBaercst 11/2.

N
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 Qenupamun:

XOpoIIo BCaCHBAETCs B NUIIEBAPUTEIHLHOM TpakTe. [lepros oiyBhIBEEHUS U3 TIA3MBI
KpPOBH COCTaBJISIET OT OZHOTO JI0 IIOJIyTOPa 4acoB.

BeBomuTes B3 opranu3Ma NpeuMyIECTBEHHO YePe3 NOYKH.

Ackopbunogas kucioma:

X0opolI1o BcacklBaeTCs B MUINEBAPUTEIFHOM TpakTe. Bpems co3naHusa MaKCUMaJIbHON
tepamepriueckoil kontenTpanun (TCpay ) IOCHE IpreMa BHYTpPS - 4 1. MeTtabonusupyercs
MIPEUMYIIIECTBEHHO B TIeUeHH. BHIBOAUTCS MOUKaMy, depe3 KUIIEYHHUK, C II0TOM, B

HEU3MEHEHHOM BHJIE U B BUJIe META0OJINTOB.

Cas3b ¢ 6emkaMu mwiasmel - 25%. Jlerko mpoHUKaeT B JISHKOIUTHL, TPOMOOIUTE], a 3aTEM - BO
BCE TKaHW, HAHOOJNBINAs KOHIICHTpPAIMS JOCTHUIAETCS B JKEJIE3UCTBIX Oprapax, JeHKOIHMTaX,
IEUYeHN W XpyCTaluke IIa3a; IPOHUKAET depes Hnauery. KonrenTtparus: ackopOuHOBOH
KHCIIOTHI B JICHKOIUTAX M TPOMOOIMTAaX BBINIE, YeM B OPUTpPONMTaX X B Iuasme. Ilpu
JNeQUIMTHEIX COCTOSIHHSIX KOHIIGHTpAaIMsi B JIGHKOIWTAax CHIDKaeTcs II031Hee H Oomee
MEJUICHHO H paccMaTpUBaeTCs Kak JIydInid KPUTepHH ONEHKH JAedHIuTa, YeM

KOHICHTPAIKS B IIJIa3ME.

Merabonu3upyercss NPEUMYIIIECTBEHHO B IICUCHH B JE30KCHAcKOpOMHOBYIO H Jajiee B

I[aBEJIEBOYKCYCHYIO KUCITOTY M ackopOar-2-cybdar.

BBIBOI[I/ITCH II0YKaMH, 4Y€pe3 KHIICYHUK, C II0TOM, I'PYAHBIM MOJIOKOM B HEM3MCHCHHOM BHJC

1 B BHAC MeTabO0JIUTOB, BBIBOI[I/ITCH HpHu reMoanalinse.

INOKA3AHMS K ITIPUMEHEHHWIO

[MpuMenseTcst B KauecTBE CHMITOMATHYCCKOM TepalmuM IIPH OCTPHIX pPECITHPATOPHBIX
BHPYCHBIX HH(PEKIUAX JUIT OOJCIrYeHUs CIeAYIOMUX CHMIITOMOB! |

- PHHODESI, 3aJI0KEHHOCTh HOCA,

- TOJIOBHAS 00JIb;

- TTOBBIIIIEHHAS TEMIIEpaTypa Tela;

- CIIC30TCUCHHUE;

- JUXaHuC.

MMPOTUBOIIOKA3AHUA
o IToBLinIeHHAS YyBCTBUTENBHOCTD K HapaleTaMoily, acKOpOMHOBOM KucioTe, GeHupaMuHy

WM JTIO00OMY JIpyroMy KOMIIOHEHTY IIperapara;
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* DPO3HUBHO-A3BEHHBIE OPAKEHHS XKEIYIOUHO-KHIIEeUHOro TpaKTa (B hase o6ocTpeHns);

o [TeueHoUHAs HETOCTATOYHOCTH;

* 3aKpPHITOYIOTBHAS TIAYKOMA;

e 3ajiepikKa MOYHM, CBSI3aHHAs C 3a00JIeBaHHAMH IIPENCTATENBHON JKeIe3bl ¥ HapyNICHUIMU
MOYEHCILyCKaHHUs,

e [JopranpHas runepTreH3Hs;

o AJTKOTOJTH3M;

o OCHUIKETOHY DU,

e ["1110K030-TajiakTo3Has MaIbabcopOIus;

o JleTckwuii Bo3pact (yio 15 net);

e BepeMeHHOCTh ¥ IIepHO T TakTaruy (0e30macHOCTh He H3YYeHa).

C 0CTOPOKHOCTBIO - II0YEYHAs] HEJOCTaTOYHOCTD, BPOXICHHLBIC FHH€p6I/IJII/Ip}’6I/IHeMI/II/I

(curnpomel Xunsbepa, Jy6una-JDxoHcona u PoTopa), BUPYCHBIH I'€NATHT, aJIKOTONBHBIA

TEIAaTUT, IOKUION BO3PACT, CaxapHbIH AuaderT.

IIpnvenenne npu GepeMEHHOCTH M JIAKTAN UM

AJIEKBAaTHBIX ¥ XOPOIIO KOHTPOJHMPYEMBIX HCCIEAOBAHUM IIpemapara dDepBeKc® y
OepeMEHHBIX JKEHINIH He IIPOBOJIMIOCH, IO3TOMY IIPHMEHEHHE IIperapara y JJAaHHOM rPyIIbl
[IAIMCHTOB HE PEKOMEHYETCS.

Heu3BecTHO, IPOHUKAIOT I aKTHBHBIC BEIECTBA Ipelapara B IpyAHoe Monoxo. Ilpemnapar

HE CIEAYCT IPUMEHATH B IICPUOM JIAKTAIAH.

CIIOCOB ITPUMEHEHUS M 103bI

Buytps - mo 1 maketuky 2-3 pasa B CyTkH. llepel IpUMEHECHHEM COIEPKUMOE IAKCTHKA
HeoOXomuMO pacTBoputh B crakame (200 i) Témmod  Bompl  MaxcuManbHas
IPOJO/DKUTENBHOCTE JICUeHUsT — 5 AHel. Maxcumanbnas CyTOYHas J103a IaparieTamorna
cocrasysieT 4 r (8 makeTUKOB MIpenapara CDepBeKc®) pu Macce Terna 6onee 50 K.

HMuTteppan MexIy TIpUEMaMH Iperapara JOJDKeH OBITh He MeHee 4 4acoB.

V Ian@eHToB ¢ HapyMeHUAMH (QYHKIMHA ToYeK (KIMpeHe KpeaTHHuHA <10 MII/MHH) HHTEpBa
MEXY IIPHEeMaMH Iiperapara JOJDKEH COCTaBIIATh He MEHee 8 YacoB.

Eciu ne HaOmonaercs OOJNEIYCHUsS CHMIITOMOB B TEYCHHE 5 [JHEH II0CJIE Hayaja IpHeMa
mperapara, COXpaHSeTCsl TOBBIIICHHAs —TeMIlepaTypa Tejla MM IOCIC IePBOHAYAIBHOTO

CHH)KCHHU I OHA BHE3aIIHO ITOBBIIACTCSA CHOBA, H€O6XOI[I/IMO 06paTI/ITBC$[ K Bpauy.
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HHOBOYHBIE DO ®EKTHI

[Ipemapar XopoIo NepeHoCHTCs B PEKOMEHJOBAaHHBIX J103aX.

Bo03MOXKHBI CyXOCTh BO PTy, TOIHOTA, PBOTA, OOJIH B XXHBOTE, HAPYIICHIE MOYEUCITYCKaHHs,
3a1op, a/iepruyecKrne peakiuy (dpuTeMa, KOdKHas CHIb, 3YJ, KpanuBHUNA, oTéKk KBHHKe,
aHaQUIAKTHYECKWH  IMOK), COHJMBOCTh, HapyNICHWE  aKKOMOJAIUH,  OLIyIIEHHE
cepareOneHus, opTocTaTudecKasl TUIIOTEH3Hs, I'OJIOBOKPYKEHHE, HApyIIEHHE KOOPIMHAIHH,
TpeMop, CIyTaHHOCTh CO3HAHMSI, TAJNIIOLUHAIMK, HApyIICHHC KOHLEHTPAalHMHd BHHMAaHHI
(darre -y IOYKHIIBIX TAIUEHTOR), aHEMUSI, JISHKOTIEHHS, arPaHyIONKTO3, TPOMOOIITOICHH,
aKUTAIMsI, HEPBO3HOCTD, OECCOHHHIIA.

[Tpu mosiBiieHuM MOOOYHBIX PEaKIFi IIpeKpaTuTe IMPHEM IpernapaTa u o0paTUTeCh K Bpady.

INEPEJO3NPOBKA

CumMIrToMBI, OOYCIIOBJICHHBIC IAparieTaMoIoM: OJIETHOCTh KOXKHBIX ITOKPOBOB, CHIDKEHHE
amnmeTWTa, TOUIHOTA, pPBOTA; TEMATOHEKPO3 (BBIPAKEHHOCTh HEKpPO3a  BCIEACTBHE
MHTOKCHKALMH MPAMO 3aBHCHUT OT CTCICHH HepéI[OBI/IpOBKI/I). Toxcuyeckoe nedcTBue y
B3pPOCJIBIX BO3MOXHO Tocne mpuema cBbime 10-15 T mapaneramona: ITOBBIIIEHHE

AKTHBHOCTH "IE€YEeHOUHBIX" TpaHCaMHHA3, YBENTHYECHHE IIPOTPOMOMHOBOTO BpeMEHU (Uepes
12-48 u mocie npuema); pa3BepHyTas KIMHHYECKas KAapTHHA IIOPAKEHHSA IICUYCHHU
nposiistercss  wepes  1-6  gmHeit. Penmko medenouHass HEJOCTATOYHOCTH — Pa3BHBAETCS

MOJIHHEHOCHO M MOXKET OCJIOKHITHCS ITOUSUHON HeIOCTATOYHOCTHIO (TYOYIJIIPHEIH HEKPO3).

Jleuenne: HeMeAJIEHHO TIPEKPATUTh IPUMEHEHHE TIperapaTa u o0paTuThes K Bpady. B nepsrle
6 4 TOCHe TIEPelO3UPOBKH - IIPOMBIBAHHE JKEIy[IKa, BBeJeHHE JoHATOpoB SH-rpymnm u
IpeANIecCTBeHHIKOB CHHTE3a TIIyTaTHOHa - METHOHKHA depe3 8-9 4 Iociie mepefo3upOBKH U
N-amermnmmucrenna uepes 12 4. HeoOXoamMocTh B IPOBEICHHH  JOMOJHHUTEIBHBIX
TepareBIUYECKUX MEpPOIpPHIATHH (anbHeliiiee BBeJCHHE METHOHHHA, B/B BBe#eHHe N-
AIeTHIIIUCTEHHA) OTIPEIETISIETCS KOHIEHTPAIMEH ITapalieTaMmoa B KPOBH, a Takke BpEMEHEM,

IMIPOMICAINHUM TIOC/IC €10 IIpueMa.

CyMITOMEL, 00YCIIOBICHHBIE ACKOPOWHOBOH KHUCIIOTOM: TONIHOTA, AHApEs], Pa3ApasKeHUe
CIM3UCTON OGOJIOUKH IKEMYAOYHO-KHIICYHOI0 TpaKTa, MeTeopusM, abJoMUHanbHas Ooub
CIIACTHYCCKOTO XapaKTepa, YYallleHHOC MOYCHCIyCKaHHe, HedpoiauTHa3, OeCCOHHMI,
Pa3APaXKUTENEHOCTD, TUIIOTIIMKEMHSL.

JleyeHue: HEMEIEHHO IPEKPATUTh IIPUMCHEHHUE IIpenapaTa 1 00paTHThC K Bpady. Jleuenue

CUMITOMaTHYCCKOC, (bOpCHpOBaHHBIﬁ JUYPpes.
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Cumrromsl, 00yciIoBICHHBIC PCHUPAMUHOM: CYIOPOTH, HApYyIIIEHUsI CO3HAHHS, KOMA.

Jledenme: HEMEIJICHHO TPEKPATHTh INPHMEHEHHE Iperapara M OOpaTHTBCS K Bpayy.
PexoMenyeTcss IpoMBIBaHHE JKENTyJKa, IPAEM SHTEPOCOPOCHTOB (AKTHBHPOBAHHBIA YIOJIb,
JUTHUH  TWAPOJM3HEBIN), BHYTPHUBEHHOE WM IEpOpPANbHOE  BBEICHHE  aHTHAOTA
aneTwnpcTenta (MpU  BO3MOXHOCTH, B mepBble 10 dYacoB mocie Iepefo3HUpPOBKH),

CHUMIITOMATHYCCKOC JICHCHHC.

B3AVMMO/JIEMCTBUE C APYT'UMU JEKAPCTBEHHBEIMU CPEJICTBAMM
OTaHON YCHWIIMBACT CCJIATHBHOC JICHCTBHE aHTHTHCTAMUHHBIX IIperaparoB ((heHHpaMuH),
II03TOMY cilelyeT M30eraTh €ro IpueMa B IIEPHOJ JICUEHHs IpenapaToM Deprexc®. Kpome
TOT0, STAHOJ IPH OZHOBPEMEHHOM IPHMEHEHHH ¢ ()EeHHPaMHHOM CIIOCOOCTBYET Pa3BHTHIO
OCTpOT'O ITaHKpEeaTuTa,

DenupaMuH yCUIMBAeT [eHCTBHE CEJaTHBHBIX IIperlapaToB: IIPOM3BOJHBIX MOp(QuUHA,
6apburyparoB, OEH30IMA3CIIMHOBBIX ¥ JPYIHX TPAaHKBHIM3ATOPOB, HEHPOJICITHKOB
(MempobamMaT, MPOWM3BOAHBIE  (CHOTHA3MHA),  AHTUACTIPECCAHTOB  (AMUTPUIITHIIMH,
MHUpTa3aldH, MHAHCCPHUH), THIIOTEH3WBHBIX IIperapaToB IICHTPAJBHOTO  JICHCTBHL,
CEeJIATMBHBIX CPEJICTB, OTHOCSIIMXCA K Tpymnme Hj-Omoxatopos, OaxnodeHa; IpH 3TOM HE
TOJIBKO BO3pAcTaeT CelaTHBHBIA 3(PQeKT, HO W IOBBIIIACTCS PHCK Pa3BHTHS ITOOOYHBIX
s dexToB mpemapata (3aepKKa MOUH, CYXOCTh BO PTY, 3aLIOPHL).

CieyeT y4MTHIBATH BO3MOXKHOCTH YCHUIICHHS IEHTPAIBHBIX M-XOIMHOOJIOKAPYIOIUX
o} deKkToB mpH NIPUMCHCHHH B KOMOWHAIMHM C JAPYTHMH IIperapatamy, oO0JaJafolliMU M-
XOJMHOOIOKUpYIOWEd aKTUBHOCTEIO (fpyrue OsoxaTopbl HI-rucTaMHHOBBIX PELIENITOPOB,
TPHIIKIITIECKAE AHTHACTPECCAHTEI, HEUPOIETITUKT (eHOTHA3MHOBOTO psna,
CIIa3MOJIITHYECKHE W IIPOTHBOIAPKMHCOHUYECKUE CPEJCTBA C M-XOJIHHOOJIOKHpPYIOLIeH
aKTHBHOCTBIO, TU30TIUPAMHEL).

[lpm ucronp30BaHWK TIpeTapaTa, BMECTE € HHIAYKTOPaMH MHKPOCOMAaJbHOTO OKHCIICHHSL:
OapOuryparamu,  TPUIMKIHYECKHMH  aHTHJENPECCaHTaMH,  IIPOTHBOCYAOPOKHBEIMU
cpenctBaMu (peHuTonH), GaymernuHosoM, GeHIIOYTa30HOM, PUPAMINIIHOM U 3TaHOJIOM,
3HAYUTEIHHO [OBBIIIAETCS PUCK IEIaTOTOKCHUECKOTO JeUCTBUS (3a CUET BXOAAIIETO B COCTaB
mapareramoria).

' MFOKOKOPTHKOCTEPOUIBI TIPH OJHOBPEMEHHOM NPUMEHEHHH YBEIMUYHBAIOT PUCK Pa3BHTHUS
TJIAYKOMBIL.

HpI/IGM OJTHOBPEMCHHO C CaJIMIUIIaTaAMU ITOBBIIIACT PHCK He(l)pOTOKCI/I‘ICCKOI‘O JeicTBHs.
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IIpr opHOBpEMEHHOM NPHUMEHEHHH C XJIOPaMPEHHKOIOM (JIESBOMUIETMHOM) TOKCHYHOCTD
ITOCJIE/THEI'0 BO3PACTAeT.

Ilapanieramon ycuiauBaeT AEHCTBHE AHTUKOATYJSTHTOB HENPSIMOTO IEMCTBUS M CHHXKAET
9] peKTHBHOCTE YPHKO3YPHICCKUX IIPEIIAPATOB.

AckopOuHOBasT KHCJIOTa IIOBBINACT KOHIIGHTPAIMIO B KPOBH OCH3WINCHHILIMHA U
TETPAIUKIMHOB;, B J03¢ 1 I/CyT HOBBIIAET OHOMOCTYNHOCTH 3THHHIBCTpaguona (B T.4.
BXOJISIIIIETO B COCTaB IEPOPAIBHHBIX KOHTPAICTITHBOB). YIIyUIlaeT BCACHIBAHHE B KUIICYHUKE
IIpenaparoB keie3a (IEPEeBOAUT TPEXBAJEHTHOE JKEJE30 B JBYXBAJIECHTHOE), MOXKET
IOBBINIATH BBIBEJICHHUC JKEJe3a IPH OJJHOBPEMEHHOM NPUMEHEHHH C Je(epOKCaMUHOM.
Camkaer >Q(eKTHBHOCTS TeMaprHa ¥ HENPSIMBIX aHTHKOATYJISHTOB. IIpH OITHOBpEMEHHOM
IIPEMEHEHUH ¢ aneTmicanuioBol kuciaotoi (ACK) noBsimaercs BEIBEJICHUE C MOYOH
ackopbuHoBo# kucioTel u cHmkaercss BeBeaeHne ACK. ACK camxaer abcopOiruio
ackopOMHOBOM KUCNHOTH! TpuMepHO Ha 30%. YBennuuBaeT puCK pa3BUTHS KPHCTAILUTYPHUH IIPH
JIEUEHUH CANUITUIIaTaMU U CyTh(QaHuIaMugaMi KOPOTKOTO JEHCTBHS, 3aMeIISIeT BHIBESICHHE
MOYKaMH KHCJIOT, YBETHUMBAET BBIBEIECHHE JIEKAPCTBEHHBIX CPEJICTB, UMEIOIIUX ISIIOYHYIO
peaknuioo (B T.4. aJKaJOWJOB), CHIIKAET KOHIICHTPAIMIO B KPOBH  IIEPOPAIBHBIX

KoHTpanenTuBoB. [loBenmaer oOmuii KIUPEHC 3TaHONA, KOTOPHIA B CBOIO OYEPEib CHIKAET
KOHIICHTPAIMIO acKOpPOMHOBOH  KHCIOTHI B opraHH:».Me.' JlexapcTBeHHBIE CpeACTBa
XMHOIMHOBOTO psifia, KAIBIMS XJIOPHJ, CAJUAIMUIATEL, TNIIOKOKOPTHKOCTEPOUIHBIE CPEJICTBA
IpA JIWTEIBPHOM IPUMEHEHMM MCTOINAIOT 3amackl ackopbuHoBodl kucioTel. [lpu
OZJHOBPEMEHHOM IIPHMEHEHUH acKOpOWHOBAs KHCIOTA YMEHBIIACT XPOHOTPOIIHOE JieHCTBHE
u3onpeHanyuHa. [Ipn AnUTeNbHOM MPUMEHEHMH WM IIPUMEHEHHH B BBICOKHX J[03aX MOJMKET
IIPEISITCTBOBATh B3aUMOJICHCTBHIO JUCYIb(pHpaMa U 5TaHoNa. B BEICOKHX /103aX TOBBILAET
BBIBEJICHHE MEKCWJICTHHA IIOYKaMH. bapOWTypaThl W NPHMHIOH ITOBBIIAIOT BEIBEJICHHE
acCKOPOMHOBOM KHCIOTHI ¢ MOYOH. YMEHBIIACT TEPAIICBTUICCKOE ASUCTBHE HEHPOICITHKOB ~
IPOM3BOJHBIX (PeHOTHA3HMHE, KaHAIBIEBYIO peabcopOuio aMpeTaMuHa ¥ TPHIHKIHISCKUX

AHTHACIPCCCAHTOB.

OCOBBIE YKA3ZAHUS

(DepBGKC® HE CiieayeT MPUMECHATL OAHOBPEMECHHO C APYTHMH JICKApPCTBAMH, COOCPIKalllUMHU
IIapaneTamMolI.

Bo wm30exaHnue TOKCHYECKOTrO IMOpaXKCHUA TICUCHH HapancTamMoll HE CICAYCT CoYeTarhb C
IpUEMOM AIKOT'OJIBHBIX HAIUTKOB, 4 TAKXC NPHHUMATE JIHIAM, CKJIOHHBIM K XPOHHYCCKOMY

HOTpe6JIeHI/IIO AJIKOI0JI4.
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Puck pa3BUTHS TOBpEXKICHUH TIEICHN BO3pACTAET ¥ OOJBHBIX C AKOTOJIBHBIM I'€IIATO30M.
IIpu npeBBINECHUH pPEKOMEHIOBAaHHBIX J03 W TIPH JUIMTCIBHOM TPAMCHEHHHA MOXKET
HOSIBUTHCS IICUXUYECKast 3aBUCHMOCTE OT TIperiapara.

Bo uszbexanue mepei03upOBKH MapaneTaMosia clieyeT YOeIuThCsl, YTO CyMMapHast CyTOYHAas
71032 Iapaleramosia, COAEPXKaIerocsi B0 BCEX JIEKAPCTBEHHBIX Iperaparax, MPHHAMACMbIX
HAIEHTOM, HE IPEBLITAcT 4 T,

AckopOMHOBasT KHCJIOTA KaK BOCCTAHOBHTENh MOXET HCKAXKATh PE3YJIbTATHI PA3NTHIHBIX
71a00paTOPHBIX TECTOB (COAEpIKAHHE B KPOBH M MOYE TJIIOKO3bI, OUNHpyOHHA, aKTHBHOCTH
"neueHouHBIX" Tpancamunas u JIJ).

B cnyuae npumema mperapara mMamHeHTaMH ¢ caxXapHBIM JHA0ETOM WIIH HaXOISIIIMMHCI Ha
JeTe ¢ MOHIKCHHBIM COJIEPKAaHHEM caxapa, CelyeT YUHTHIBaTh, YTO B KaXIOM IaKeTHKe

cozepxurcs 11,555 r caxapossl, uto cootBercTByeT 0,9 XE.

BJIMSTHHUE HA CIIOCOBHOCTbD YIIPABJIAATHD ABTOTPAHCIIOPTOM N
MEXAHU3MAMUAU

YuuTeIBas BO3MOKHOCTE Pa3BUTHUS TAKUX HEXKEIATEIBHBIX 3B (HEKTOB, KaK COHIIMBOCTH U
TOJIOBOKPY)KEHHE, B IIEPUOJL JICUEHHUS IIPEIIapaToM PEKOMEH Y ETCS BO3AEPIKATHCS OT

YIIpaBJICHHUA aBTOMOOMIIEM X MEXaHH3MAaMH.

®OPMA BBIITYCKA

Hopowmok aJist IPATOTOBJIEHHS PACTBOPA VISl IpHeMa BHYTPb, [JIMMOHHBIH ¢ caxapom|.
no 13,1 r B makeTuk u3 Oymarw/amroMunwus/monmudTwicHa. [lo 8 makernkoB BMecTe ¢
HHCTPYKIMEH 110 IPUMEHEHHIO B TIAUKy KapTOHHYIO.

Ilopomox /yIsi NPHIOTOBJIECHHSI PAcTBOpa UISi NpHeMa BHYTPb, [MAJHHOBBIH ¢
caxapom].

ITo 12,75 r B makeruke u3 6ymaru/amomuans/nonmTainena. Ilo 8 nakeTnkos BMecTe ¢

HHCTPYKIHeil 10 MPIMEHEHNIO B IAYKY KAPTOHHYIO.

YCJIOBUS XPAHEHUS
B cyxom MecTe mpu Temmeparype ot 15 xo 25 °C.

XpaHHUTh B HETOCTYITHOM /I JeTell MecTe!

CPOKTOJHOCTHA
3 roja.

He ucnonb3osarth npemapar 1ocjie HCTEUYCHUA CPOKa r'OAHOCTH, YKa3anHoro Ha yIakoBke.,

s
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YCJIOBUS OTIIYCKA U3 AIITEK

bes penenra.

IlpousBoypurens, Ileppuunasi ynaxoBka, Bropuuysas ymakoBka, Beimyckarommii
KOHTPOIIb KAYECTBA:

bpucron-Matiepc Cxku66, Opanius

47520 ®pannus, 1. Jle [laccax, yn. Asenro jie [Tupene, 979

Bristol-Myers Squibb, France

979, Avenue des Pyrénées, 47520 Le Passage, France

IOPU/IMYECKOE JINIO, HA nms KOTOPOI'O BBIJIAHO
PEI'’HCTPAIIMOHHOE YIOCTOBEPEHHME

bpucron-Matiepc Ckpu66, Opanus

92506 Cenexc, r. Prosit-Marnsmeson, yi. Pro Xosed Momnse, 3, ni/q 325

Bristol-Myers Squibb, France

3 rue Joseph Monier, BP 325, 92506 Rueil Malmaison, Cedex

Ilperensuu noTpeduTeIeii HAIPABIATD MO AAPECY

000 «bpucton-Maitepc CxkBut6», Poccus
105064, Mocksa, yi1. 3eMisiHoi Baji, 1. 9,

Ten.: +7 (495) 755-92-67, daxe: +7 (495) 755-92-62

Memnexep oTnena
PEeTUCTpAallvK ¥ KaueCcTBa

000 «bpucron-Maitepc CxkBu66» E.A. bakynuna
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