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OBILIAA XAPAKTEPUCTUKA JIEK/

\PCTREHHOT O’ IPERAPATA"?

1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

Oxktpeorun Kanon, 0,1 mr/mi1, pactBop a1t UH(QY3UH U TIOJIKO’KHOTO BBE/ICHHS.

Oxtpeotun Kanon, 0,3 mr/mi, pacTBop 11 HHGY3H U TOAKOKHOTO BBEICHUSI.

Oxktpeorun Kanon, 0,6 mr /My, pactBop aiist uHPy3uit

2. KAUECTBEHHBIN 1 KOJIUYECTBEHHBIN

JelicTByrolee BEMIECTBO: OKTPEOTHI.

H IIOJKOKHOI'O BBCACHHUA.

COCTAB

Oxtpeorun Kanon, 0,1 mr/mii, pactBop Uit MHGY3UI U ITOAKOXKHOIO BBEACHUS

Kasxnprit Mt pactBopa conepkut 0,1 Mr okTpeoTna (B BUIe OKTPEOTH A alleTaTa).

BGHICCTBa, HAJIMYUEC KOTOPBIX HAAO0 YYUTBIBATH B COCTABC JICKAPCTBCHHOI'O IIpCriapara:

(cm. paznmen 4.4).

HaTpui

Oxtpeorun Kanon, 0.3 mr/mii, pactBop Uit MHOY3UI U ITOAKOXKHOIO BBEACHUS

Kasxnprit Mt pactBopa cogepkut 0,3 Mr okTpeoTria (B BUJIe OKTPEOTH 1A alleTaTa).

BGHICCTBa, HAJIMYUEC KOTOPBIX HAAO0 YYUTBIBATH B COCTABC JICKAPCTBCHHOI'O IIpCriapara:

(cm. paznen 4.4).

HaTpui

Oxrpeorun Kanon, 0,6 mr/mii, pactBop Uit MHGY3UM U ITOAKOXKHOIO BBEJACHUS

Kaxnpiit M1 pactBopa cogepxut 0,6 Mr okTpeoTHa (B BUI€ OKTPEOTHIA alleTaTa).

BeH_[eCTBa, HAJIMYUEC KOTOPBIX HAAO YYUTHIBATH B COCTABC JICKAPCTBCHHOTO IIpCIiapara:

(cm. paznen 4.4).

HaTpuu

ITonHbIit MEpCUCHb BCIIOMOT'aTCJIbHBIX BCIICCTB IIPUBEACH B PA3/1CJIC 6.1.

3. JEKAPCTBEHHAS ®OPMA

PactBop 11 nH(y3uit U MOAKOKHOTO BBEJCHHUS.

[Ipo3paunblii OecLBETHBIN pacTBOp.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloka3aHusl K NPUMEHEHHI0

HpenapaT OKTpeOTI/I,Z[ Kanon mokaszaH k IMPUMCHCHHUIO Yy B3pPOCJIBIX B BO3paCTC OT 18 mer npu

CICOYIOIIUX 3a00/ICBaHUSIX U COCTOSHUSX |

e AKpoMeraiuu

J1711 KOHTPOJISi OCHOBHBIX MPOSIBIIEHUH 3a00JIeBaHUSI U YMEHbILIEHUS! KOHIIEHTPAlluu TOPMOHA POCcTa
(I'P) m wuncynuHomomobHoro ¢akropa pocra-1 (MDP-1) B mnasme KpoBH NpU OTCYTCTBUHU
J0CTaTOYHOrO 3 deKTa OT XUPYPruuecKoro JEHYEHUs WM Jy4eBOM Tepamnuu, a TaKKe JIeUeHHe
MAIMEHTOB C aKpOMETAJINEN NpU HATMYMU IPOTUBONOKA3aHUM K ONIEpaTUBHOMY JIEUEHUIO, WIH NIPU
OTKa3e OT TaKOBOI'O; JIEYEHUE B IIEPHOJ ITOCIIE JTyYEBOM Tepanuu 10 pa3BUTHUS €€ OIHOro 3 dekra;
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o CexkpeTUpyoIUuX HSHIOKPUHHBIX  OITYXOJISIX

MIOJIKETYA0YHOM JKeJe3bl — Il KOHTPOJISl CHMIITOMOB;

KapuuHouiHbple 0IyX0JIM ¢ HAIMYMEM KapLMHOUIHOIO CUHAPOMA,

BHIIomer;

I'mroKaroHoMEl,

IactpuHOMEBI/cHAPOM 30JUTMHTEepa-IJUIMCOHA — KaK MPABUJIO, B KOMOMHAIIMKA C HHTUOUTOpAMU

MIPOTOHHOM MOMIIBI U O10KaTopaMu Hz-ruCTaMHUHOBBIX PEeLIeITOPOB;

e llHCyauHOMBI ([UIsI KOHTPOJIS THIOIVIMKEMHHM B MPEAOINEPAllMOHHOM IEpPHOJE, a TaKXKe IS
MO/ICPKUBAIOIICH Tepanuu);

e ComaTonnOeprHOMBI (OIYXOJM, XapaKTEPU3YIOIIMECS TUIEPHIPOAYKIHEH pPUIN3UHT-(haKTopa
I'P).

[Ipenapat OxTtpeotna KanoH He siBisieTcs MPOTUBOOITYXOJIEBBIM IIPETIAPATOM U €r0 MPUMEHEHUE He
MOXKET MPUBECTH K U3JICUYCHUIO TAHHON KaTerOpuu MalueHTOB.

e Jlus KOHTPOJS CHUMITOMOB pedpakTepHON Auaped, acCOIMUPOBAHHOM C CHHAPOMOM
npuobperenHoro ummyHoepunura (CIIUI);

o Jlns npoduIaKTUKU OCTIOKHEHUI MOCe onepaluii Ha MOIKeTyJOYHON Kelese;

e Jlns OCTAaHOBKM KPOBOTEUYEHHUS U MNPODUIAKTUKUA PELUIUBOB KPOBOTEUEHHUS U3 BAPUKO3HO
paCIIMPEHHBIX BEH IMHINEBO/A U KEIyIKa Y MAlMCeHTOB C IUPPO30M IEYCHH B KOMOHWHAITUU CO
crenupUIecCKUMH Je4eOHBIMU MEpPOIPUATHIMH, Harpumep, SHJOCKOMNYECKOMN
CKJIEpO3UPYIOLIEN TEpATUEi.

4.2. Pe:xuM T103UPOBAHUS M CIIOCO0 NMPUMEHEHHUs

PexxuM no3upoBaHus

Axpomezanus

[Ipu akpomeranuu nepBoHavanbHo npenapaT BBOAAT 1o 0,05-0,1 Mr n/k (MMoAK0KHO) C UHTEpBalaMH
8 unu 12 4. JlanbHelmas KoOppeKLus 1035l 10JKHA ObITh OCHOBaHA HA €KEMECSUYHBIX ONPEACTICHUIX
koHueHTpauuu I'P u UDP-1 B xpoBu (ueneBas konuentpaus: ['P <2,5 ur/mn; UOP-1 B npeaenax
HOpPMAaJIbHBIX 3HAYEHUH), aHalnW3e KIMHUYECKUX CHUMIITOMOB M IEPEHOCHMMOCTH Ipemnapara. Y
OOJBITMHCTBA TAIMEHTOB ONTHMalIbHas cyTouHas no3a coctaBmsier 0,2-0,3 mr. He cnemyer
IIPEBBINIATh MAKCUMAJIBHYIO /103y, COCTABJIAIOMYIO 1,5 M B CyTKH. Y NaAMEHTOB, MOJy4YarOLIUX
npenapat Okrpeotus Kanon B ctabmibHOU 103€e, onpesenenne konuentparnuu UOP-1 w/umm I'P
clieyeT NMpoBOIUTh Kaxkaple 6 MecsaueB. Ecnu nocne 1 mecaua nedenust npenapatoM OKTpeoTH]
KaHoH He oTMeudaeTcst 10CTaTOYHOTrO yMeHblIeHus KoHueHTpauuu UOP-1 w/unu I'P u ynyumenus
KJIMHUYECKOW KapTUHBI 3a00JI€BaHNUs, TEPAIUIO CIEAYET MPEKPATHTD.

Auooxpunnwvie onyxoau KKT u nodscenyoounoii sxnenesvi

ITpu supokpunHbIX onyxoisax KKT u nomkenynouHoi xene3sl mpenapaT BBOJIAT /K B HAYaJIbHOU
noze 0,05 mr 1-2 pasza/cyr. B npanpHelinieM B 3aBUCUMOCTH OT JOCTHTHYTOTO KIMHMYECKOTO
spdekTa, BIUSHUSA Ha KOHIEHTPALMIO TOPMOHOB, MPOAYLHPYEMBIX OIYXOJbIO (B cilydae
KapIUHOUIHBIX OMyXOJIeH — BIMSIHUSI Ha BBIJICJICHUE 5-THIPOKCUMHIOYKCYCHON KUCIIOTHI C MOYOH)
U TEepEeHOCUMOCTH, 03y Ipenaparta MOXHO mocreneHHo ysenuuuth Ao 0,2 mr 3 paza/cyr. B
UCKITIOYUTEINIbHBIX CIIydasiX MOTYT OTpeOOoBaThCsl 60JIee BHICOKHE J103bI.

[TognepxuBaroniyto 103y mpemnapara ciaeayeT moAOupaTh WHIANBUIYAIBHO.

[Ipy KapIMHOUTHBIX OMYyXOJSIX B chydae, eciu Tepamusi npemapatom Oxrpeotun Kanon B
MaKCHUMaJIbHOW MIEPEHOCUMON 103¢ B TeueHue | Henenu He Obuta AP GEKTUBHOM, JICUCHHUE CIICTYeT
MIPEKPATHUTb.
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Pegpaxmepnas ouapes, accoyuuposannasn co CITH]]

[Tpu pedpakrepnoit auapee, accouuupoBannoii co CIIM/] mpenapar BBOIAT /K B HA4aIbHOM 103€
o 0,1 mr 3 pa3a/cyr. Ecinu mocne 1 Hepenu JiedeHUs HE OTMEYACTCS KIMHUYECKOTO YIIYYIICHHS,
703y TIperapaTa clieAyeT yBeIWYUTh HHIWBUIYalbHO, BIIOTH 10 0,25 Mr 3 pasa/cyt. Koppekiuio
J103bI IPOBOJST C yYETOM JUHAMHKH CTYJa U IEPEHOCUMOCTH MpenapaTa. Ecnu B Teuenue 1 Henenu
neyenus npernapatom Oxrpeotus Kanon B no3e 0,25 mr 3 pasza B CyTKH yJydllleHUs] HE HACTYIAET,
TEparnuio cleAayeT NPeKpaTUTh.

Ipopunaxmuxa ocrosicrenuil nocie onepayuii Ha NOOHCeLYOOUHOU Jiceie3e

Ji1is mpouITaKTHUKHU OCJIOKHEHUH ITOCIIE ONepaluii Ha MOKETyI0YHOH Kee3e mpernapar BBOAST II/K
B 03¢ 0,1 mr 3 pa3a/cyT Ha MPOTSHKEHUU 7 TIOCTICIOBATENIBHBIX JHEH, HAUWHAS CO JTHS Omeparuu (1o
KpaiiHel Mepe, 3a 1 Jac 10 J1armapoTOMHUH ).

Kpoeomequue U3 6apPpUKO3HO paACUUUPEHHbIX 6EH nuu;eeoda u Ofcefzydlca

[Tpu kpoBOTEUEHNH U3 BAPUKO3HO PACIIMPEHHBIX BEH MHUIIEBO/IA U XKETy/Ka IIperapaT BBOIAT B 03¢
0,025 mMr/u myreM HempepbIBHOW B/B (BHYTpHUBEHHOW) uHOY3uH B TeueHue 5 aueid. [Ipemapar
Oxtpeotun Kanon moxxno pa3Boauts B 0,9 % pacTtBope HaTpus XJopuaa. Y NalueHTOB C LUPPO30OM
MIEYEHU C KPOBOTCUCHHWEM M3 BAPHKO3HO PACIIMPEHHBIX BEH NHIIEBOJA OblIa OTMEYEHA XOpOoIas
NEePEHOCHMOCTh TEPAllKM OKTPEOTHUIOM, B TeueHue 5 nHei 10 0,05 Mr/4 B Buje HENpephIBHOH B/B

Oco0ble I'PpYHIIBI TAIIMCHTOB

ﬂuua nooaicus10co so3pacma

B HacTosiliee Bpemsi HET JaHHBIX O CHIDKEHHM IEPEHOCUMOCTHM Tepanuy IpernapaTtoM Yy JIMILL
MIO’KUJIOTO BO3pAcTa U HE0OOXOIMMOCTH KOPPEKIIMU PEKMUMA JO3UPOBAHMUS.

Iayuenmsi ¢ noueynoi HedoCmMamoyHoOCmuio
Koppekuuu 10361 OKTpeoTH1a y MAMEHTOB ¢ TOUYEYHON HEJ0CTAaTOYHOCTBIO HE TpedyeTcs.
Ilayuenmoi ¢ neueHOYHOU HEOOCMAMOYHOCMBIO

[TockosbKy UMEIOTCS IaHHbIE 00 YBEIMUEHUH Mepr0/ia MOJyBbIBEIEHUS OKTPEOTH Ia y TAI[UEHTOB C
LUPPO30OM IIEYEHU, DPEKOMEHAYETCA KOPPEKLUHMs MOANCPKUBAIOIIENH J03bl y IMALMEHTOB C
HapylieHneM (QyHKLIHU EeYEHH.

CTH

[Ipenapatr Oxtpeotnn KaHoH mnpoTHBOINIOKa3aH JETSIM M IMOAPOCTKaAM B Bo3pacTe a0 18 jer.
be3zonacHocts 1 3¢ dextuBHOCTh NpenapaTta OxTpeorus Kanon y aereit B Bo3pacte ot 0 1o 18 ner
HE yCTaHOBJIEHBI. JlaHHBIE OTCYTCTBYIOT.

Cnoco0 mpuMeHeHus

[Ipemapar Oktpeorun KaHOH ciienyeT BBOJUTH MOJKOXKHO MM BHYTPUBEHHO KareabHO. HbeKIINN
Ipernapara ciieyeT IpoBOAUTh MEXAY ITPUEMaMU MHILH WIH IIEPE] CHOM.

TookoocHoe ssedenue

Ilepen caMOCTOSATENBHBIM IIPOBEIEHUEM IOJIKOXKHBIX MHBEKIMHI npenapara Oxrtpeorun Kanon
Bpauy WJIM MEIULHHCKON cecTpe cieayeT OOy4YUTh MalleHTa MPaBUIbHOW TEXHUKE MPOBEIEHUS
JAHHOW MaHUITYJISILIHAH.

C uenpio yMeHbIlIeHUs 00U B MECTE MHBEKLIUU CIIe1yeT BBOJUTH PACTBOP KOMHATHOM TEMITEPaTypBhI.
He cnepyer BBOAMTH mpemnapar B OAHO U TO K€ MECTO C KOPOTKMMM IPOMEXYTKaMU BPEMEHH.
AMITyJBI CIIETYET OTKpPBIBATh HEMOCPEACTBEHHO MEpE]] BBEACHUEM IIperapaTa; HEUCIOJIb30BaHHbII
pacTBOp CleAyeT YTUIN3UPOBATh.
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Buympusennoe ssedenue

[lepen nmapeHTepaNbHBIM BBEJCHUEM CIIEYET BU3YaJIbHO OLEHUTH PACTBOP HA MPEIMET U3MEHEHUS
[[BETa WJIK HAIMYUS MEXaHUYECKUX BKIIIOUECHUH.

[Ipenapat MOXHO Pa3BOJUTH B PaCTBOPE ACKCTPO3bI (TJIFOKO3bI), HO MPEANOYTUTEIbHBIM SIBIISECTCS
paseenenue B 0,9 % pactBope Harpusi xiyopuaa. Bo wuzbexanue MHUKPOOHOTO 3arps3HEHHS
IIPUTOTOBJIEHHBIH PAcTBOpP CJIEAYET MCIOJIb30BaTh HEMOCPEACTBEHHO IIOCIE Ppa3BEACHUS.
[IpuroToBneHHBINH PacTBOP BBOJAT C MOMOIIBIO0 HH(pYy30MaTa.

4.3. IlpoTuBoONOKa3aHUS

['Mnep4yBCTBUTEIBHOCTE K OKTPEOTHAY WM JIOOOMYy U3  BCIIOMOTAaTENbHBIX  BEIIECTB,
IIEPEYUCIICHHBIX B pa3zene 6.1.

4.4. OcoOble ykazaHusi 1 MepPbl MPEI0CTOPOKHOCTH MPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

e XxosenuTHa3 (3keT4HOKaMeHHasi 00JIe3Hb);

e caxapHblil AuaderT;

® IpU OJHOBPEMEHHOM IMPUMEHEHUHU C IMpenapaTaMud C Y3KHUM TepamneBTHUYECKHM HHIEKCOM,
MeTaboIM3M KOTOPBIX OcymecTBisieTcss ¢ ydactueM wu3odpepmenta CYP3A4 (mampumep,
XUHUIUH, TeppeHaanH).

Oco0ble yKa3zaHus

Obwue pexomenoayuu

[Mpu omyxomsax runodusa, cekperupyronmx [P, HeoOXoaumo TmiaTenpbHOE HAOMIOIEHHE 32
MalMEHTAMHU, TOJyYaIOIUMHU OKTPEOTHJ, TaK KaK BO3MOXKHO YBEIMYEHHE Pa3MEPOB OIYXOJU C
Pa3BUTHEM TAaKOI'O CEPbE3HOTO OCIOKHEHUS, KaK CYKCHHE IOJIEeH 3peHus. B aTux ciayyasx ciegyer
paccMOTpeTb HEOOXOIUMOCTh TNPUMEHEHHUS JpPYyruX METOAOB JieueHus. [lpum mnpuMeHeHUH
OKTPEOTH/Ia B T€UEHHE JJIUTEIBHOIO MEepruo/ia BPEMEHH HEOOXOAMMO KOHTPOJIUPOBATH (PYHKIIHIO
LIUTOBUIHOU JKEJIE3bI.

Hapywenus co cmoponwl cepoeurno-cocyoucmoii cucmemul

[Ipy mpuMeHeHUU Tpenapata OTMEYANUCh CIy4aW pa3BUTHS Opagukapauu (Tpajainus «4acToy).
B03MOXHO BO3HHMKHOBEHHE HEOOXOJUMOCTH YMEHBIIEHHUS JO03bI OeTa-aJpeHoOI0KaTOpPOB,
OIOKATOPOB «MENJICHHBIX» KaIbIIMEBBIX KaHAJOB WM IMPENapaToB, BIUSIONIMX Ha BOJHO-
AIIEKTPOJIUTHBIN OaaHc.

Hapywenue numanus

YV HEKOTOpBIX MALMEHTOB OKTPEOTHI MOXKET U3MEHATh a0CcopOIMIo )KUPOB B KuleuHuke. Ha gone
IIPUMEHEHHS OKTPEOTH/Ia OTMEYAJIOCh YMEHBIIEHNE KOHLEHTPALlMM BUTaMHMHA B12 M OTKIOHEHHE
MoKazaresel Tecta BcacbiBaHus kKobanamuHa (tecT LminmHra) oT HOpMBI.

HpI/I NMPUMCHCHUUN OKTPCOTU A Y TAITUCHTOB C ,[[C(I)I/II_[I/ITOM BUTaMMHa B12 B aHamMHe3e PCKOMCHAYCTCA
KOHTPOJIUPOBATH €T0 KOHICHTPALIUIO.

Hapymeﬁuﬂ CO CMOPOHbL neverHu u ofceﬂqeebleodﬂmux nymeﬁ

Bcem manumentam crienyeT MpPOBOAWUTH YAbTPa3BYKOBOE HMCCIIECIOBAHUE JKEITIYHOTO MY3bIPS TEpes
HayaJioM JICUECHHUS, a TAKXKe Kaxable 6—12 Mecs1eB IPUMEHEHUsI OKTPEOTHAA.

[Ipy Hanuuuu KaMHEM KEIYHOTO IIy3bIpsS JO Hadajla Tepanuy IpenapaTtoM, BO3MOXKHOCTH
[IPOBEACHUS TEpAIUU CIIEAYEeT OLEHUBATh WHIUBHUIYAIBHO MCXOJS U3 OTHOLICHUS BO3MOKHOIO
pHCKa K MOTEHIMAJIBHOM MOJIb3€ Tepanuu npenapatoM. HeT naHHBIX 00 yXyAIICHUM TEUCHHsS yiKe
CYIIECTBYIOIIEH >KEeITYHOKaMEHHON 00JIe3HU IIPU MPUMEHEHUHN OKTPEOTH/IA.
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e beccuMnTOMHBIE KAMHU JKEITIHOTO ITY3bIpsA

[Tpomomkenne Tepanmuu MpenapaToM ¢ MOBTOPHOM OICHKOW COOTHOIIGHHUS NoJb3a/puck. He
TpebyeTcst Kakux-1100 j1edeOHbIX BMEIIAaTeIbCTB; HAOM0EHNE PEKOMEHIOBAHO MTPOAOIIKUTD.

e KaMHHU XeITYHOTO ITY3bIPA C KJIMHAYECKOH CUMIITOMAaTHKOMN

B 3aBHCHMOCTH OT COOTHOIIEHHS IOJIb33/PUCK CIENYET MPEKPaTHTh WA MPOJOJDKUTH TEPAIUIO
npenaparoM. JleueHne mnanMeHTa C€ KaMHSAMH OKEITYHOTO IIy3bIPs, CONPOBOXIAIOLUIMMUCS
KJIMHUYECKOW CHUMIITOMAaTUKOM, JOJDKHO COOTBETCTBOBAaTh IPHUHSATHIM CTaHJApTaM TEpPaIUU.
MenukaMeHTO3HO€e JIeUeHHE BKIIIOYAeT NMPUMEHEHHE KOMOMHALMHI MpernapaTroB >KETYHBIX KHCIOT
(HammpuMep, XCHOJE30KCUXOJIEBAsi KUCIOTA B COYETAHUU C YPCOAE30KCUXOJIEBOM KHUCIOTOH B
COOTBETCTBYIOILIHX 033X ) C YJIbTPa3BYKOBBIM KOHTPOJIEM 1O MOJHOI'O MCUE3HOBEHUS KAMHEH.

Onooxpunnwvie onyxoau KKT

B penxux ciydasx y manMeHTOB ¢ SHAOKpHHHbIMU omnyxoismu JKKT B0o3MOXKHO BHE3amHOe
npekpameHne 3PQPEKTUBHOTO KOHTPOJISI CHMIITOMOB IPH JICYCHHH OKTPEOTHIOM C OBICTPHIM
BO3HUKHOBECHHUEM PEIMJINBA U PA3BUTHEM TSDKEIOH CHMITOMATHKH.

Memabonuzm 2noko3bl

B cBsa3u ¢ I/IHFI/I6I/II)YIOH_II/IM BJIMSHUEM OKTPCOTH A HA FP, TJIFOKAroH U UHCYJIMH BO3MOKHO Pa3BUTHUC
HapymeHI/Iﬁ MeTaboIM3Ma IJII0OKO3El B BUAC IMOCTHPAHAWATIBHOI'O HAPYHICHHA TOJICPAHTHOCTH K
TIFOKO3€, 4 B HCKOTOPBIX CIIy4YasaAX — PA3BUTUC HepCI/ICTI/IPYIOH_ICﬁ THUIICPIIIMKEMHUHU B PE3YJIbTATC
AJTATCIIBHOTO ITPUMCHCHUS IIpCIiapara. OTMeEUYCHBI TAKXKe CJIydyan pa3BUTHA T'MIIOTJIMKECMHAU.

VY nanuMeHToB ¢ MHCYJMHOMAaMH Ha ()OHE JEUCHMsI OKTPEOTHIOM MOXKET OTMEYaTbCsl yBEJINYECHUE
BBIPQKEHHOCTH W TPOJODKUTEIHOCTH THIOTIMKEMHH (9TO CBsI3aHO ¢ 0oJyiee BBIPAXKEHHBIM
MOAABJIAIOIIUM BIUSHUEM Ha cekpeluto I'P 1 rimrokaroHa, 4yeM Ha CEKpELUIO MHCYIIMHA, a TaKXKe ¢
MEHBIIEH NJIUTENbHOCTbI0 HHIUOMPYIOUIET0 BO3ICHCTBHS Ha cekpeuuto HHcynuHa). Cuemyet
o0ecreynTh TIIATENIbHOE HAOMIOJCHNE 32 TAKUMH MallMeHTaMU KakK B Haydaje JeueHHs, TaKk U Ipu
Ka)KJIOM U3MEHEHHUH J103bl IIperapara. 3HauuTeIbHble KOJIeOaHNsl KOHIIEHTPALUU TJII0KO3bl B KPOBU
MOTYT OBITh MpPEIyNpPeKICHbI MyTeM OoJiee YacTOro BBEACHUS NpenapaTa B MEHBIIUX J03aX. Y
MAIMEHTOB ¢ caxapHbIM JuaderoM 1 Tuma npuMeHeHHue rnpenapara MoKeT YMEHbIIaTh MOTPEOHOCTh
B MHCYJHMHE. Y HalMeHTOB 0e3 caxapHOro auadeTa M ¢ caxapHbIM Jua0eToM 2 THUIa ¢ YaCTUYHO
COXpPaHHOM CEKpelUreld MHCYJIMHA IIPUMEHEHHE OKTPEOTHAA MOKET MPHUBOJIUTH K IpaHAUAIBHON
runepriavkeMun. [lpu npruMeHeHnn OKTpeoTr1a y NalMeHTOB C CaxapHbIM J1a0eTOM peKOMEH1yeTCs
IIPOBOJUTH KOHTPOJIb KOHIIGHTPAllUM TJIFOKO3bI B KPOBHM U  KOPPEKTUPOBATh TEPAIHIO
TUIIOTIIMKEMUYECKUMU IIpenapaTamu.

Bapukosnoe pacwiupenue éen nuueeooa

ITockomnpKy nocie KpOBOTECUEHHUM U3 BAPUKO3HO PACIIMPEHHBIX BEH IUIIEBOAA U XKEITYKa IIOBBIIICH
PHUCK pa3BUTHS caxapHOro nuabera | Tuma, a y HAlMEHTOB C YX€ CYIIECTBYIOUIMM C CaXapHbIM
nuabeToM 1 THa BO3MOXKHO M3MEHEHHE MOTPEOHOCTH B MHCYJIMHE, B 3THUX CIIydasX HEoO0X0IuM
PEryaspHBIA KOHTPOJIb KOHIIEHTPALMH ITFOKO3bI B KDOBH.

HeoOxomuMa Koppekius pekuMa J03UPOBAaHUS OJHOBPEMEHHO MPUMEHSIEMBIX JTUYPETUKOB, OeTa-
aZipeHo0IOKaTOpOB,  OJIOKATOPOB  «MEIUICHHBIX»  KaJbI[MEBBIX  KaHAJOB,  HWHCYJIHWHA,
TUIOTJIMKEMUYECKUX CPEACTB AJIS MEPOPATbHOIO MPUMEHEHNS, TJIFOKaroHa.

BcnoMorarensHble BEIIECTBA

JlanHbIi ipenapar copepxut MeHee 1 Mmoutb (23 Mr) HaTpus Ha 1 MII, TO €CTh 110 CYyTH HE COACPIKUT
HaTpusl.
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B3aNMOIeHCTBUA

MoskeT BO3HUKHYTh HEOOXOJHMMOCTb KOPPEKIHH [03bl OeTa-aJpeHO0IOKaTOpOB, OJIOKATOPOB
«MEJIJICHHBIX» KaJIbIIUEBBIX KAHAJIOB, MPENapaToB ISl KOPPEKIIMU BOIHO-IIEKTPOIUTHOTO OanaHca
MIPU UX OJJHOBPEMEHHOM MPUMEHEHHUU C OKTPEOTHUIOM.

MoxeT BO3HHUKHYTh HEOOXOIUMOCTh KOPPEKLUHU J103bl MHCYJIMHA WU TMPETapaToB s JICUCHUS
auabeTa Ipy UX 0JJHOBPEMEHHOM IIPUMEHEHHUHU C OKTPEOTHIOM.

OKTpeOTI/II[ YMCHBIIACT BCACBIBAHHUC HUKJIOCIIOPHUHA U 3aMCAJIACT BCACBIBAHUC IUMCTHU/INHA.

O,Z[HOBpeMCHHOG IIPUMEHCHUE OKTPCOTUA H 6p0MOKpI/IHTI/IHa YBCINYNBACT 6I/IOI[OCTy1'IHOCTB
IIOCJICIHETO.

WmeroTcs naHHbIe 0 TOM, YTO aHAJIOTH COMATOCTaTHHA MOTYT YMEHbIIATh METa00IMYECKHU KIIUPEHC
BEIIECTB, ITYTh MPEBPAIICHUS KOTOPBIX MPOXOAUT C y4acTHeM (DEPMEHTOB CHCTEMBI IIUTOXPOMA
P450, uro Moxer ObITh 0O0ycioBineHo monaBieHueM [P. Ilockonbky Henb3s HMCKIIOUUTH, YTO
OKTPEOTH/I MOXKET Takke oOmamark 3TUM 3¢ddexrTom, ciemyer coON0IaTh OCTOPOKHOCTH IPH
Ha3HAYeHUH mpenaparoB, meTabomusupyromumxcs uzopepmeHToM CYP3A4 u umeronmx y3kuii
JIMara3oH TePareBTHUECKUX KOHIICHTpaluil (Hanpumep, XUHUIUH, Tep(eHa nH).

ComacTocTaTHH U €ro aHaJoI'd, TaKue KaK OKTPEOTH]l, KOHKYPEHTHO CBSI3bIBAIOTCS C pELIeITOpaMU
MOTYT BJIHATh HAa PPEKTHBHOCTh PATUOAKTUBHBIX aHAIOTOB comaroctatuHa. Ciemyer m3berarb
IpUMEHEHUs OKTpeoTHaa 3a 24 4aca 10 BBeleHUs okcogorpeortuaa moterus (Y'Lu) —
paarodapManeBTHYECKOTO MTpenapaTa, CBA3bIBAIONIETO C PELENTOPaMH COMacTOCTaTHHA.

4.6. ®epTHIBHOCTH, 0EPEMEHHOCTD U JIAKTALHS

bepemeHHOCTH

[lpumeHeHne OKTpeoTHAAa NpU OEpPEeMEHHOCTH HE H3y4alaoch. lIMeercst orpaHWYEHHBIH OIBIT
IIPUMEHEHHUs Tpernapara y OepeMeHHbIX ¢ aKpoMerajaueil B KJIMHUYECKON NMpaKTUKE (B MOJIOBUHE
CllydaeB HMCXOJ] OepeMEHHOCTH HEW3BECTEH). BONBIIMHCTBO OEPEeMEHHBIX IMAIMEHTOK MOTydalld
TEparuio OKTPEOTHIOM B TMepBoM Tpumectpe OepemenHoctu (mo 0,10-0,30 mr/cyt 1/Kk).
[MpubnusurensHo B 70 % ciydaeB ¢ M3BECTHBIM HCXOJOM ITAIlMEHTKH CaMOCTOSATENIHFHO TPHHSIIN
pEeLICHUE MPOI0JKATH TEPAITHIO MPETapaToM BO BpeMs OEpeMEHHOCTH. Y OOJIBIINHCTBA MTAIUCHTOK
(cimydau ¢ M3BECTHBIM HCXOJI0OM) OEpEMEHHOCTD 3aBEPIINIACH POXKICHHEM 3/I0POBBIX JIETEH, OJTHAKO
COO0IIATOCH TaKKe O HECKOJIBKHX CaMOIPOM3BOJIBHBIX a00OpTax B IEPBOM TPHMECTPE M CIIydasx
MCKYCCTBEHHOTO ITPEPHIBaHNsI OEPEMEHHOCTH.

[Ipy mpUMEHEHHH OKTpeoTHJa BO BpeMsi OEpeMEHHOCTH HE OTMEYajoch CIIy4aeB pa3BUTHUSA
BPO’KJCHHBIX IOPOKOB y JETEM.

B nccnenoBaHusax y )KUBOTHBIX PEMPOTYKTUBHOW TOKCUYHOCTH HE BBISIBJICHO. Y HEKOTOPBIX 0CO0EH
KpbiC OBUIO 3adUKCUPOBAHO TMpPEXOJsliee 3aMeJIEHHE POCTa, BO3MOXKHO, SIBIISFOIIEECS
OCOOCHHOCTBIO JHJIOKPUHHOrO mpoduias naHHbIX Buga (cM. moapasaen «MccienoBanus y
KUBOTHBIX)).

[TpumensTh npenapat npu 6epeMEeHHOCTH CIIEYET TOJIBKO B Cilydae KpaiiHeil He0OXO0AUMOCTH.
Hccneoosanus y scusomuoix

HccnemoBanust penpoIyKTUBHOW TOKCHYHOCTH TIPOBOIMIIM HA KPBICAX M KPOJHMKAX C BBEJICHHEM JI03
10 1 Mr/kr maccel Tela B CYTKHM HapeHTepaJbHO. Y MOTOMCTBA KpPbIC OTMEYAJIOCh HEKOTOpOE
3ameJyIeHNe (PU3NOIOTHYECKOT0 POCTa, KOTOPOE HOCHIIO TPAH3UTOPHBIN XapaKTep M, CKOpPee BCETo,
ObUIO  CBSI3aHO C  MHTUOMPOBAaHMEM  TOPMOHAa  pOCTa,  BBI3BAHHBIM  H30BITOYHOMN
(hapMakoIMHAMUYECKOW aKTUBHOCTHIO. He ObLIO BBHISBIECHO TepaTOTEHHBIX 3(PPEKTOB, BIUSHUS HA
SMOPHOH/IUION WK APYTUX PEHpPOLYKTUBHBIX A(PPEKTOB, BBI3BAHHBIX OKTPEOTHIOM.
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JlakTamus

Hewu3zBecTHO, NIPOHUKAET JIM OKTPEOTU]T B TPYTHOE MOJIOKO Yy JItOAEH. B uccie10BaHusAX y dKUBOTHBIX
OTMEYaJI0Ch BBIJEICHUE NIPENapara ¢ MOJIOKOM.

[Tpu HEOOXOJMMOCTH MPUMEHEHUS TIperapaTa B IepHO/ JIAKTAIIMH TPYAHOE BCKaPMIIMBAHUE CIETyET
IIPEKPATUTb.

DepTiIbHOCTD

HewusBecTHO, BIMSET M OKTPEOTH HAa (PepTHILHOCTD Yy JItoJei. B uccienoBanusx y >KMBOTHBIX HE
OBbUIO BBIABIICHO OTPUIATEIBHOTO BIMSIHUSA HAa (PEPTUIBLHOCTh MYKCKHX U )KEHCKHX 0CO0€ KpbIC IpU
IIPUMEHEHUH OKTPEOTHa B 103€ 1 MI/KI Macchl Tesa B I€Hb.

4.7. BiusiHHe Ha CHOCOOHOCTH YNPAaBJATH TPAHCINOPTHBIMH CpeACTBAMH W padorarh C
MeXaHM3MaMH

JlaHHbIE 1O BIMSHUIO OKTPEOTHJA HAa CHOCOOHOCTH YNPABIATh TPAHCHOPTHBIMU CPEICTBAMHU U
palboTaTh C MEXaHU3MaMH OTCYTCTBYIOT.

4.8. HexkesaTeibHbIE peakuu

Pesrome nmpoduiist 6e3onacHOCTH

OcHoBHbIMU HEXenaTenbHbIMU peakuusMu (HP), oTmedaBmmmucs npu NpuMEHEHUH OKTPEOTHAA,
Obutn HapymeHust co cropoHbsl JKKT u HepBHOH cucTeMbl, HapyLIEHHs CO CTOPOHBI IEYEHH U
KEJTYEBBIBOJAIIMX ITyTel, OOMEHA BELECTB U MUTAHUS.

B kiImMHMYECKMX HCCIIeOBaHUSAX HamOoJiee 4YacTO TPH NMPUMEHEHHH OKTPEOTHAA HaOII0AAIHCh
anapes, 00JIb B JKHUBOTEC, TOIHOTA, B3AYTHEC )XUBOTA, 'OJIOBHAA 6OJ'II), XOJICJIINTHA3, TUTICPTIIMKEMUA U
3anop. Takke 4acTo OTMEYalnHuCh TOJOBOKpPY)KEHHUE, 0OJb pazIMYHON JIOKANIM3alliu, HapyIIeHUe
KOJUIOMIHOM CTaOMJIBHOCTH >Kem4M (00pa3oBaHME MHUKPOKPUCTAIIOB XOJECTEpUHA), HapyllEeHUe
(GYHKIMN IIUTOBUAHOM KeJe3bl (YyMEHbILIEHHE KOHIIEHTPAIlUU THPEOTPOITHOTO TOPMOHA, 00IIEro U
CBO6OHHOFO TI/IpOKCI/IHa), MATKass KOHCUCTCHIHA CTYyJId, CHUKCHUC TOJICPAHTHOCTH K I'NNTFOKO3€, pBOTa,
aCTEHUS U TMITOTIIMKEMHUSL.

Tabnmunoe PE3IOME HEXKENIATSIbHBIX pPeaKIIHi

[IpencraBieHHble HIMKE JAHHBIE MO HEXKENATENbHBIM PEAKLUSAM CrPYNIHUPOBAaHbl MO CHUCTEMHO-
opranHbM kiaccam (COK) MenunuHckoro cioBaps TEPMUHOB IS PETYJISTOPHOU AESITEIbHOCTU
(MedDRA) u uactoTe BO3HHKHOBEHHs. YacToTa BO3HHUKHOBCHHS HEKENATENbHBIX pPEaKIuii
oTpeieNsyiach B COOTBETCTBUHU € Kiaccudukamnuend Becemuproit Opranusanuu 3apaBoOXpaHEHUS:
oueHb vacTo (>1/10), vacto (>1/100, Ho <1/10), HeuacTo (>1/1000, Ho <1/100), penxo (>1/10000, HO
<1/1000), ouenp peako (<1/10 000), yactoTa Heu3BecTHa (HA OCHOBAHWU HMMEIOIIUXCS JTaHHBIX
OIIEHUTh HEBO3MOXKHO).

CucreMHO — OpraHHbie Yacrorta He:xenartenbHble peaknuu
KJIACCHI

Hapymenus co ctopons! kpou | HactoTa TpombouuTonenus

1 TUMPaTHIECKOH CHCTEMBI HEU3BECTHA

Hapymwenuss co  croponsl | Hacrora Anneprudeckue peakuuu, peaxkuun

HMMyHHOI71 CHUCTEMBI HEU3BECTHA TUNECPUYYBCTBUTCIBHOCTH, aHa(i)I/I.HaKTI/I‘IeCKI/Ie
peakuuu

OHAOKPUHHBIE HAPYILIECHUS Yacto l'unotupeos; Hapymenue (YHKUUHM IIATOBUAHOM
JKEJE3bI (YMeHbIIIeHIE KOHLIEHTPAaluA
THPEOTPOITHOTO TOPMOHA, OOIIEro u CBOOOIHOTO
TUPOKCHHA)

OueHb yacto [uneprivkemus
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OpPraHOB TPYJHOW KIETKH U
CpeAOCTEHUs

et _—
Hapymenuss wmerabomm3ma wu | Yacro anornnmﬂﬁﬁi""ﬁ&ﬁhﬁ&{"ﬁé Ejrkﬁfé'ﬁﬁhThBCTH Had
MATaHUA [JIF0K03€, YMEHBIIICHNE aIllleTUTa
Heuacto Herunparanus
Hapymenus co  crtoponsl | O4eHb 4acToO I'onoBHas 601b
HEPBHOU CUCTEMBI Yacrto T'osoBOKpy)KEHHNE
Hapymwenus co  croponsl | Hacto bpaaukapaus
cepaua Heuacto Taxukapaus
Yacrora Aputmun
HEU3BECTHA
Hapymenus co  crtoponsl | Yacto Onpiiika
JbIXaTeIbHOU CUCTEMBI,

Hapymwenus co  cTOpOHBI
KEITYTOTHO-KUIIIEYHOTO TPAKTa

OueHp yacTo

Huapest, 60116 B )XMBOTE, TOLTHOTA, 3aTI0P, B3AYTHE
JKHBOTA.

Yacto Jlucnernicus, pBOoTa, YyBCTBO HAIOJHEHUS/TSKECTH
B JXUBOTE, CTCATOPCA, MATKAasA KOHCUCTCHIIUA CTYJIA,
o0ecIBeYrBaHNE CTYIIa
YacTora OcTpblii MAaHKPEATUT
HEU3BECTHA
Hapymenus co  cropons! | O4eHb 4acTo Xonenuruas
MEeYeHN M JKemueBbIBOAAUX | Yacto X ONeUNCTHT, HapylLIeHne KOJUTOMTHON
myTen CTaOMIBHOCTH JKEITIu (obpa3zoBanue
MUKpPOKPHCTAIJIOB XOJIECTEPHHA),
TUNEepONITUPYOHHEMUSI.
YacTora Octperii  rematut 0Oe3  ABIEHWI  XOJllecTasa,
HEU3BECTHA XOJIECTaTUYECKUN TeMaTuT, XO0JIecTa3, JXENTyxa,
XOJIecTaTHYeCKas JKeNTyXa
Hapymenus co cropons! koxu | Yacto 3yA, KO>KHasl ChIIlb, ATONeLus
U TIOIKOXKHBIX TKaHEeH YacroTa Kpanusuuna
HEH3BECTHA

OO1ue HapyIICHHUS U PEaKIuu
B MECT€ BBEJICHHUS

OueHb yacTo

Peakiuu B Mecte BBesieHUs (Hampumep, O0Ib HIH
TUIEPYYBCTBUTEINBHOCTh,  IIOKAJIBIBAHHE WU
OLIYIICHUE ¥OKEHUs, OTEK, IapeCcTe3 s, JpUTEMa)

Yacrto ActeHus
JlabopartopHsie u Yacrto YBenuueHue aKTUBHOCTHU «IEYEHOUHBIX»
WHCTPYMEHTAaJIbHbBIE TaHHBIC TpaHCaMUHA3
Yacrora YBennueHne akTHBHOCTH IIEI0YHOHN docdaraspl U
HEU3BECTHA raMmma-riiyTaMuiITpaHcQepasbl

Onuncanue OTACIBHBIX HEXCIIATCIbHBIX DeaKHI/II\/'I

Hapywenus co cmoponwvl JKKT, oomena eewjecmes u numanusi

[Tpr mpuMeHEeHHH OKTPEOTHAA B PEIKHUX CIy4asX MOTYT OTMEUYaThCs SIBIICHUS, HAITOMUHAIOIINE
OCTPYIO KMILIEUHYIO HEMPOXOIUMOCTh: MPOTrpeccupylollee B3AyTHE KUBOTA, BBIpaXKeHHas 0OJb B
AMHUTacTpAIbHOW 007acTH, OOJE3HEHHOCTh TPH MAaJbIIAIMd W HANPSHKCHHE MBI TepeaHen
OpIOIIHOM CTEHKH (MBILIEYHBIH 1e(aHC).

Hecmotps Ha To, 4TO BbIBEICHHE KUPOB C KaJIOM MOXKET BO3pacTaTh, HET JOKA3aTeNbCTB TOTO, YTO
JUTUTENILHOE JIEYeHHE OKTPEOTUAOM MOXKET MIPUBOAUTH K Pa3BUTHIO Je(PHUIIUTA TUTAHUS BCIEACTBUE
HapylIeHUs BcachbiBaHus (ManbaOcopOmusi). BepostHocTh Bo3HMKHOBEeHUS Takux HP Moxker ObITh
YMEHBIIIEHA IIyTEM BBEJECHUS Mpenapara Mex,1y IpueMaMu MUILN WINA IEPE] CHOM.

Babonesanus sncenurnoco ny3wslps u conymcmeyroujue peakyuu

AHaOrn COMAaTOCTaTHHA JIEMOHCTPUPYIOT CIIOCOOHOCTh MHIHOMpPOBATh COKpAIIEHHE >KETYHOTO
My3bIpS. U CHUKATh CEKPELMIO KEIYH, YTO MOXKET MPHUBECTH K HapyHIeHUI0 (QYHKIUU U
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oktpeotusa onenuBaercs B 15-30 %. Yacrora B obmeit nonmymsiuuu — 5-20 %. Hanuune kamueit B
KEITYHOM ITy3bIpe WM OMJIMApHOTrO CJIaJKa y MALMEeHTOB, MOJIYYaloLIX TEPANNI0 OKTPEOTHIOM, B
OOJIIIMHCTBE CIy4aeB MPOTEKaeT OECCUMNTOMHO. B ciydyae Hammuus KIMHUYECKHX CHMITOMOB
ClleAyeT MPOBOAUTH TEPAIMI0 PACTBOPEHMsS KaMHEH C MCIIOJIb30BAaHMEM IIPENaparoB >KEITYHBIX
KHMCJIOT UM XUPYPru4ecKoe BMEIATeNbCTBO (CM. paszen 4.4.)

Peakuuu 6 Mecme 66e0eHUsl.

B mecte MMPOBCACHUA HO[[KO)KHOﬁ HHBCKIUHU MOTI'YT BO3HHUKATh 0oIb WiIH YYBCTBUTCIIbHOCTD IIPU
BBE/ICHUHM Tpernapara, HOKaJIbIBAHNUE W YyBCTBO IKEHHUS, TAK)KE MOTYT BOSHUKATh OKPACHEHUE U
OTE€K, JUINTEIbHOCTh SIBIEHMHM penko mpeBblmaeT 15 muHyTr. HempusTHble omiynieHuss B MecTe
BBEJ/ICHHSI MOT'YT OBITh YMEHBIIICHBI BBEJICHUEM PACTBOPA OKTPEOTHIa KOMHATHOM TeMIepaTyphl HIIH
BBEJICHHEM MEHBIINX 00bEMOB Ipernapara ¢ 60jee BEICOKOM KOHIICHTPALUEH.

Hapywenus co cmoponul cepoya

Bbpanuxapnus siBasercs yacto BozHukaromuM HP npu npumenenun ananoroB comatocratuHa. [lo
nanHbiM OKI' uccnenoBanus Ha (oHE MPUMEHEHMs Iperapara y MalueHTOB C aKpoMerajaue u
KApLUMHOUIHBIM CUHAPOMOM HaOJI0JanuCch yaauHeHue nurepBaia QT, OTKIOHEHUE 3J1eKTPUIeCKON
OCH Cepjla, paHHssl penoysgpu3anus, Hu3koBoiabTaxHbIi Tun DKI', cMmeleHne nepexoaHoi 30Hs:l,
pannuii 3yoen P u Hecnienuduueckue n3menenus cermenta ST u 3yoma T.

HOCKOHBKy y HaHHOﬁ KaTCropuuv MnanuceHTOB OTMCHAINCH COIMYTCTBYIOIHC 3a001e€BaHUH cepaua,
MPUYUHHO-CICACTBCHHAA CBA3b MCXKAY INPHMCHCHUCM OKTPEOTHAA M PAa3BUTUCM OAHHBIX HP ne
YCTAaHOBJICHA.

Ilanxkpeamum

HpI/I JJIUTCIIBHOM /K MNPUMCHCHUN OKTPCOTHUAa OTMCUAIHNCH ClIydal pa3BHUTHA IIAHKPEATUTA,
O6YCJ'IOBJ'I€HHOFO XOJICJIINTHA30M.

C006man005 00 OYeHb PECAKHUX ClIydadX pa3BUTHA OCTPOTO IMAHKpPEaTUTa B MEPBLIC YAChI WK JHU
IOCJIe M/K BBCJICHHUA OKTPCOTHU A, KOTOpBIfI paspemaicga CaMOCTOATECIbHO IMOCJIC OTMCHBI ITpe€Iiapara.

PeaKl/ﬂ/l}l cunepdyecmeumelbHocmu u aHaqbuﬂaKmuquKue peakyuu

B MOCTPErUCTPAIMOHHOM MTEPUOJAC MPUMCHCHUA OKTPEOTU A OTMCUAJIMCH ClIydan pa3BUTUSA peaxunﬁ
THIICPIYBCTBUTCIBHOCTHU U AJUICPTUUCCKHUX peaKHHﬁ, C JIOKaJII/I3aLII/I€I>'I MNpEUMYIICCTBCHHO Ha KOXKC,
PEAKO 3aTparuBas MOJIOCTb pTa U AbIXaTCIbHBIC ITYTH. OTMevauch

CANHUYHBIC CJIyYau pa3BUTUSA aHa(l)I/IJ'IaKTI/I‘ICCKOFO II0oKa.

Tpomboyumonenusi

B mocTperucTpailioHHOM NEPUOAE NPUMEHEHHUS OKTPEOTHAA OTMEYAIUCh CIIy4ad pa3BUTHS
TPOMOOIIMTOHEHNH, B OCOOCHHOCTH MpHU B/B BBEICHUHM Yy TMALUEHTOB C IUPPO30OM IE€YECHH.
[TposiBnenust TpoMOOLUTONIEHHMH OOPATUMBI IPY MPEPHIBAHUN TEPAITHH.

COO6HI€HI/IG 0 TOA03PEBACMBIX HEXKCIIATCIIbHBIX PCAKITMAX

BaxHo coo0marb O TOJO3PEBAaEMbIX HEKENATENbHBIX peakIUsX IOCiIe perucTpanuu
JIEKapCTBEHHOI'O Tperapara C Ledbl0 O0ecreueHus: HEeNpPEepbIBHOIO MOHUTOPHHIA COOTHOIICHUS
«0JIb3a — PUCK» JIEKAPCTBEHHOro Mpemnaparta. MeIWIUHCKUM pabOTHUKaM PpPEKOMEHIYeTCs
cOOOMIATh O JHOOBIX MO03PEBAEMBIX HEKEIATEIIBHBIX PEAKIMAX JEKapCTBEHHOIO IIpenapara 4epes
HaIlMOHAJIbHBIE CHCTEMBI COOOLIEHHS O HEXKENATeNbHbIX pPEaKLIUsAX ToCylapcTB — WICHOB
EBpa3niickoro 5KOHOMH4ECKOr0 COK3a.

Poccutickas ®@enepanus

®denepanpHas cayx0a o Haa3opy B cdepe 3apaBooxpaneHus (PocsnpaBuanzop)
Anpec: 109012, r. Mocksa, CiiaBsiHCKasl miioniaip, 1. 4, crpoenue 1

Tenedon: +7 (800) 550-99-03

OnexrponHas noura: pharm@roszdravnadzor.gov.ru unu npr@roszdravnadzor.gov.ru
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4.9. llepeno3upoBka

CHUMIITOMBI

Coobmanoch 00 OTHENbHBIX CIy4asX NEPeAO3UPOBKH OKTPEOTHIOM Yy JeTeil M B3POCIBIX B
KJIMHUYECKOW TmpakTuke. [Ipyu ciyyallHOM NpPUMEHEHUHM OKTPEOTHZIa y B3pOCIbIX B 1103 2,4—
6,0 mr/cytr B/B kamenbHO (ckopocth uHGY3uu 0,1-0,25 mr/g) umm m/k (1,5 wmr 3 paza B cyTkwm),
HaO0II0/1a7I0Ch pa3BUTHE apUTMHM, CHIKEHHE apTEepHalbHOTO [aBJCHMs, BHE3alHas OCTaHOBKA
cepAla, THUIOKCUS TOJOBHOTO MO3Ta, MAHKPEaTHT, CTeaTo3 IIeueHH, jauapes, ciaadocTs,
3aTOPMOKEHHOCTh, YMEHBIIECHHE Macchl Teljla, remaromeraius u jaktoaunnao3. Coobianochk o
CllydasiX aTpHOBEHTPUKYJISPHON OyoKalbl (BKIIIOYAsl TOJTHYIO aTPHOBEHTPUKYISPHYIO OJOKany) y
MAUEHTOB, MOIYYaloIINUX 00Jiee BHICOKYIO 103y IIPU BHYTPUBEHHOM KareJIbHOM BBEJIEHUU CKOPOCTh
nHoy3un 0,1 mr/4 w/mmu BHyTpuBeHHO cTpyitHO (0,05 Mr cTpyifHO C OCIEAYIONMM HENPEPHIBHBIM
BHYTPUBEHHBIM KaleJIbHbIM BBeIeHHeM co ckopocThio 0,05 mr/yac).

[Ipu cmydaitHOM npuMeHeHHH OKTpeotuaa y nered B pose 0,05-3,0 Mr/cyTku BHYTpHUBEHHO
KanenbHO (ckopocth uHOy3uu 2,1-0,5 mr/gyac) wnm noakoxuo (0,05-0,1 mr) oTmedanach TOJIBKO
YMEPEHHO BBIPAKEHHAS THIIEPTIINKEMHUSI.

[Tpu moakoxxHOM BBeaeHUU okTpeotuna B nose 3,0-30,0 mr/cyTku (pa3aesieHHON Ha HECKOJIBKO
BBCJICHUH) Yy OHKOJIOTHYECKUX TMAIMCHTOB HE BBIABICHO KAaKUX-JIHOO HEMPEIBUICHHBIX
HEXKEJAaTEebHBIX PeaKlnii (3a UCKIIFOUEHHEM yYKa3aHHbIX CM. pasnen 4.8.).

Jleuenue

CumMnromarnueckoe JiedeHue. [lanmeHTsl, BHYTPUBEHHO MOJYyYaroIllMe 03y OKTPEOTHJA BBIIIE
PEKOMEH/I0BAaHHOM, UMEIOT MOBBILICHHBIH PUCK PA3BUTHUS aTPUOBEHTPUKYISIPHOM OiioKabl Oolee
BBICOKOM CTEIIEHU U JOJLKHBI HAXOAUTHCA 110 HAJIEKAIIUM KapAHUOJIOTHYECKUM MOHUTOPUHIOM.

5. DPAPMAKOJIOTMYECKHE CBOMCTBA

5.1. ®apmakoauHaMHuYecKHe CBOiicTBa

q)apMaKOTepaHGBTI/I‘-ICCKaH rpy1mma: rOpMOHBI FI/IHO(i)I/I?;a " rurnoTtajiaMyca U UuX aHaJIOT¥; TOPMOHBI
runoTrajamMyca; COMaTOCTATHH U €ro aHaJIOor'!.

Koxg ATX: HO1CBO02

MexaHu3M AelCTBUS

JleiicTByroliee BEIIECTBO IIperapara, OKTPEOTHH, SBISETCS CHHTETUYECKUM OKTAleNnTHIOM,
MPOU3BOJIHBIM E€CTECTBEHHOI'O TOPMOHAa COMAaTOCTaTWHA, OOJAaNaAIONIMM CXOAHBIMH C HHUM
(bapmakonornueckumMu 3P HeKTaMu, HO 3HAYUTEIHHO OOJBIICH MPOIOIKUTEIHPHOCTHIO JIEHCTBUSA.
Oxtpeorus nogasiseT cekpenuto I'P, kak NaToIOrMYecKH IOBBIILIEHHYI0, TaK U BBI3BIBAEMYIO
apruHUHOM, (PU3UYECKON HArpy3KOW M MHCYIMHOBOW TUnioraukeMueit. OKTpeoTH/ I OAaBIIsSET TaKKe
CEKpELMIO MHCYJIMHA, TJII0OKaroHa, raCTpuHa, CEpOTOHNHA, KaK MaTOJIOTUYECKH TOBBIIEHHYIO, TaK U
BBI3bIBAEMYI0 TIPUEMOM TMHUIIM; TaKXKe TMOAABISIET CEKPELUUI0 MHCYJIMHA M TJIIOKAaroHa,
CTUMYJIMPYEMYIO aprMHMHOM. OKTpEOTH] IOAABISAET CEKPELHUI0 TUPEOTPOINMHA, BBI3BIBAEMYIO
TUPEOTNOEPUHOM.

B omimume oT comaTocTaTMHa, OKTPEOTHA MOAaBiseT cekperuto ['P B Oonbmieil cremnenu, dyem
CEKpELUI0 MHCYJIMHA, U €ro BBEAECHUE HE CONPOBOXKIACTCA IOCIEAYIOUIeH runepcexpenuei
ropMoHOB (Hanpumep, I'P y nauueHToB ¢ akpomeranauei).

Kpome toro, cuntaercs, 4To MEXaHU3M JACHCTBUS OKTPEOTH/Ia CBSI3aH C YMEHBIIEHUEM OPraHHOIO
KPOBOTOKA ITOCPEACTBOM I10JIaBJIICHUS TAKUX Ba30aKTHUBHBIX TOPMOHOB, kKak BUII u rirokaros.
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COOTBETCTEYET 3Kl
oT 19.1. : o
(MOCNEQOQBATENEHOCTE 0002)

dapmarkonmaamMuueckue 3O HEKTHI

Y nayuenmoe c akpomezanueii okTpeotTu1 yMenbinaet konuentpamuio ['P u UOP-1 B minazme kpoBu.
YwMmenbienne konuentpanuu I'P Ha 50 % u 6onee ormewaercs y 90 % manueHTOB, IPH 3TOM
3HaueHue KoHleHTpauuu ['P MeHee 5 HI/MJI qocTUTaeTcs MPUMEPHO y TOJOBHHBI MAIIUEHTOB. Y
OOJIBIIMHCTBA MALMEHTOB C aKpOMETalleil OKTPEOTHI YMEHBIIIAET BhIPAXKEHHOCTh MOJIOBHON 00N,
OTEYHOCTHU MATKUX TKaHEH, TMIepruIpo3a, 00JIM B CycTaBax M mapecTe3nii. Y malueHToB ¢ aIeHOMOM
runodusa OONBIINX pa3MEpOB JICUCHUE MTPEMapaTOM MOXKET MPUBECTH K HEKOTOPOMY YMEHBIICHHUIO
pa3MepoB OIYXOJIH.

[Ipu cexpemupyrowux suooxpunnvix onyxonsx KKT u nodocenyoounoii oicene3vl B CIydasx
HEJO0CTATOYHOW 3(PPEKTUBHOCTH TMPOBEACHHOW Tepanuu (XUPYPrUYECKOE BMEMIATEIHCTBO,
SMOO0IM3aUsl TI€YCHOYHOUW apTepuH, XUMHUOTEpanus, B TOM YHCJIE CTPENTO30TOIMHOM M 5-
(dTopypanuioM) MpuMEHEHNE OKTPEOTH IA MOXKET MPUBOIUTH K YIYUIICHUIO TCUCHUS 3a00JICBAHUSI.

IIpu kapyunououvix onyxonsx TPUMEHEHHE OKTPEOTHAA MOXKET IMPHUBOJAUTH K YMEHBUICHHUIO
BBIPDA)KCHHOCTH OUIYLIEHUS «IIPWJIMBOBY» KPOBH K JIMIY, JAMAPEH, YTO BO MHOIHX CIIydasx
COIIPOBOXKAACTCS YMEHBIICHUEM KOHLEHTpAlUU CEPOTOHMHA B ILIa3ME KPOBU U JKCKpELHH 5-
TUAPOKCUMHIOIYKCYCHOW KUCJIOTHI IIOYKAMH.

IIpu BHIlomax nipuMeHEHHE OKTPEOTHAA MPUBOIUT y OOJBIIMHCTBA MALMEHTOB K YMEHBIICHUIO
CEKpPETOPHOM Juapeu TSKEIOM CTENEeHU, M, COOTBETCTBEHHO, K YJIYYILIEHUIO KauecTBa KHU3HHU.
O/HOBPEMEHHO MPOUCXOJUT YMEHBLICHUE COMYTCTBYIOIUX HAPYIIEHUH 3JIEKTPOJIMTHOrO OajaHca,
HanpuMep, TMIOKAINEMUHN, YTO MO3BOJSET OTMEHUTh SHTEPAJbHOE U NApEeHTEPabHOE BBEJICHUE
KHUJIKOCTH M 3JEKTPOJIUTOB. Y HEKOTOPBIX NAIMEHTOB 3aMeJUIsIeTCs WJIM OCTAHABJIMBAETCS
IIPOrPECCUPOBAHUE OITYXOJIU, IPOUCXOAUT YMEHBIICHHE €€ Pa3MEPOB, a TAKKE Pa3MEPOB METACTa30B
B neyeHb. KiMHuYeckoe ymydiieHHe OOBIYHO CONPOBOXKAAETCS YMEHBUIEHHEM KOHLEHTpaluu
Ba30aKTUBHOI'0 MHTeCTHHaJIbHOTO nentuaa (BUII) B miiazme kpoBu win ee HOpManu3aluen.

IIpu enroxkaconomax NPUMEHEHHE OKTPEOTHIA IPUBOJUT K YMEHBIICHUIO MUTPUPYIOLIECH IPUTEMBI.
OKTpeoTu; HE OKa3blBaeT CKOJbKO-HMOYJb CYIIECTBEHHOIO BIIMSHUA Ha BbIPAXEHHOCTh
TMIIEPIIMKEMUN TIpUH  caXapHOM Juabere, NOpU 3TOM MOTPEOHOCTh B UHCYJIMHE WU
TUIONIMKEMUUYECKUX Mpenaparax JUlsl IpueMa BHYTPh OOBIYHO OCTaeTcs HeM3MEeHHON. OKTpeoTH
BBI3BIBACT YMEHBIIECHUE CTEIIEHU TSHKECTU AUAPEH, YTO COIIPOBOKIAACTCS YBEIIMUEHUEM MACCHI TEJA.
XOTS yMEHBUICHUE KOHLEHTPAIUU TJIFOKAaroHa B IUIa3Me KPOBH IO BIMSHHUEM OKTPEOTHIA HOCHUT
TPAH3UTOPHBIA XapakTep, KIMHUYECKOE YIYyYllIEHHE OCTAeTCsl CTa0WJIBHBIM B TEYEHHE BCETO
IIepro/ia MPUMEHEHHUs IIpernapara.

VY nanuueHToB ¢ eacmpunomamu/cunopomom 3oanuneepa-Inaucona Tpyu TPUMEHEHUN OKTPEOTHIA B
MOHOTEpAaNnUMU WIM B KOMOMHAIIMM C MHTMOUTOpaMH MPOTOHHOM Mommbl uiu Onokaropamu Ho-
TUCTaMUHOBBIX PELENTOPOB BO3MOKHO YMEHBIIICHUE TUIIEPCEKPELIUN COJITHOU KUCIIOTHI B JKEIyJIKE,
YMEHBIIIEHNE KOHILEHTpPAlMu TacTpuHA B IUIa3ME KPOBH, & TAK)KE YMEHBIICHHE BBIPAKECHHOCTH
JUapeu U MPUIIUBOB.

VY DanMeHToB C uHcyiuHomMamu OKTPEOTH]l YMEHBUIAET KOHLEHTPALUI0 HMMYHOPEAKTUBHOTO
MHCYJIMHA B KpPOBH (3TOT 3(h(heKT MOKET OBbITh KPaTKOBPEMEHHBIM — OKOJIO 2 ). Y TalUeHTOB ¢
ornepabenbHBIMU OonyxoJiiMu npenapaT Okrpeotus KaHoH MokeT oOecrednTh BOCCTAaHOBIIEHUE U
noJiiep>kaHue HOPMOTIIMKEMUHU B IPEONEPAMOHHOM Iepruoie. Y MaleHTOB ¢ HeonepadebHBIMU
N0OPOKAYECTBEHHBIMU U 3JI0KAYECTBEHHBIMH OIYXOJISIMU KOHTPOJb INIMKEMHH MOKET YJIyqIIaThCs
1 06e3 0THOBPEMEHHOTO MPOIOKUTEIEHOTO YMEHBIIEHUS! KOHLIEHTPAIIMKA UHCYJIMHA B KPOBH.

VY DanmueHToB € PEAKO BCTPEUAIOIIUMUCS ONYXONAMU — COMAMONUOEPUHOMAMU, OKTPEOTH]
YMEHBIIAET BBIPAKEHHOCTh CHUMIITOMOB aKpOMETalMH. JTO CBS3aHO C IMOAABICHUEM CEKpELUU
puIM3HUHT-(haKkTOpa ropMoHa pocta v camoro I'P. B nanbHelieM MOXeT yMEHbITUTHCS TUTIEPTPO DS
runodusa.
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COOTEETCTEYET 2KI(
__IZIT‘IE."I'-'. : 21bas
[Ipu pedppaxmepnoii ouapee y nayuenmos co CITH/] TDI/IMCHGIIQ/{BI:OIJMﬁJ Whﬁ‘rkﬁt&nﬁ‘éﬁ

WIA YaCTUYHON HOpMaJIHM3alliy CTyja IpuMepHo y 1/3 manueHToB ¢ auapeeii, He KOHTPOJIUpyeMoi
a/IeKBaTHOW Tepanuei IpOTUBOMUKPOOHBIMU W/WIIM IPOTUBOANAPENHBIMU CPEICTBAMM.

Y nayuenmos ¢ npedcmoswum ONepamusHvLIM BMEUAMenbCmeomM HA NOONCETYOOUHOU dicellese
MIPUMEHEHHUE OKTPEOTHJa BO BpeMs OINEpallMk M IIOCJIE€ HEe CHIIKAET 4YacTOTY THUITHYHBIX
MIOCJICOTICPAIIMOHHBIX OCJIOKHEHHI (HAIpUMep, MaHKpeaTHYeCKUX CBHUINEH, aOCIecCoB, Cercuca,
MTOCJICOTIEPAIIMOHHOTO OCTPOTO TTAaHKPEaTUTA).

IIpu xpoeomeuenuu u3z 6apuko3HO PACUWUPEHHBIX GE€H NUWEB00A U JiceryOKa ) NAYUEHMO8 C
Yuppo3om neuenu TPUMEHEHHME OKTPEOTHJa B KOMOMHAIMKM CO CHEUU(PUUECKUM JIEYCHUEM
(HampuMep, CKIEpO3UpYIOIeH Tepamuell) npuBOAUT K Oojee d3((EKTUBHONW OCTaHOBKE
KPOBOTEUEHHMsI M PAaHHEro IIOBTOPHOI'O KpPOBOTEUEHUs, YMEHbIIEHHIO O0beMa TpaHCy3uil u
YIIYYIICHUIO 5-JTHEBHOU BBIKUBAEMOCTH.

5.2. @apMaKkoKHHeTHYECKHE CBOiicTBA

AOGcopbrms

ITocne moKOKHOTO BBEJIEHHSI OKTPEOTH]] OBICTPO U MOJHOCTHIO BCACHIBAETCS.
MaxkcruMaibHasi KOHIIEHTpalMsl OKTPeoTUIa B IjIa3Me KpoBu oTmedaercs yepe3 30 MuH.

Pacnpenenenue

CBs3p ¢ OenkamH TUTa3Mbl KpOBH cocTaBisieT 65 %. Csi3piBaHUE OKTpeoTHIa ¢ (OPMEHHBIMU
3JIEMEHTaMU KpPOBU KpaliHe He3HauuTeabHo. O0beM pacnpeaeneHus cocraniser 0,27 J/Kr.

ONUMUHALMS

[Teproa momyBbIBEICHUS TIOCIE TI/K HHBEKIIMH Mpenapara okTpeotuaa cocrasiser 100 mun. [Tocne
BHYTPUBEHHOTO BBEJICHUS BBIBEJACHUE OKTPEOTHJIA OCYIIECTBISIETCS B 2 (a3pl, ¢ MEepUOJTAMHU
nonyBbiBesieHus 10 MUH 1 90 MUH COOTBETCTBEHHO. bomblias 4acTh OKTPEOTH 1A BBIBOJUTCS Yepes3
KHUIIEYHUK, OKoJio 32 % — B HEW3MEHEHHOM BHje moykamu. OOMUN KIUPEHC COCTaBIISIET
160 mn/muH.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeuyeHb BcnoMoOraTebHbIX BelIeCTB

Harpus xnopun
0,1 M pactBop XJIOPUCTOBOJOPOIHON KUCIOTHI
Bonaa m1st nenexmn

6.2. HecoBMecTUMOCTH

JlaHHBIN JIEKapCTBEHHBIA Ipenapar He CileAyeT CMENIMBaTh € APYTMMH JIEKapCTBaMH, KpPOMeE
IIEPEUUCIICHHBIX B pa3zene 4.2.

6.3. Cpok roaHocTH (CpOK XpaHeHHsl)

2 roza.

6.4. Oco0ble MepbI MPEAOCTOPOKHOCTH MPH XPAHEHUH

[Tpu Temneparype He Bbime 8 °C Bo BTOpUYHOHM yIakoBKe (Iauke KapToHHOH). He 3amopaxuBarts.

6.5. XapakTep u coaep:kaHue YNAKOBKH
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ITo 1 mu1 B amMmysnbl 1151 IEKaPCTBEHHBIX CPEACTB, U3T0
1-ro rugponauTHUECKOTO Kiacca.

COOTBETCTBYET 3KI(

ot 19 '|E. 222

(ODOCNENOBATE HOC TR Q002
rOBneHHfﬂz 3 ;Iewl;[orﬁ Mezmﬁanxcoro CTeKITa

Ha ammynel HakJIeMBAaHOT OSTHKETKH W3 OyMarn OSTHKETOYHOM WIJIM MUCYEH, WM ATUKETKH,
oTIeYaTaHHble criocobamu oceTHOH U (rekcorpaCKoi meyaTH.

Ilo 5 aMITyJl IOMENIAI0T B IUIACTUKOBBIN IOA40H U3 INJICHKU HOHHBHHHJ’IXJ’IOpHI{HOﬁ.

IIo 1 nim 2 NIaCTUKOBBIX nmoaaoHa BMECTE € JIMCTKOM-BKJIAABIIIEM IMOMCIIAIOT B MIAYKY U3 KapTOHA.

JlomyckaeTcsi B MayKy BKJIAAbIBATh CKapUPUKATOP.

6.6. OcoOble MepbI MPETOCTOPOKHOCTH NMPH YTWIN3AIUHN UCHOJIb30BAHHOIO JIEKAPCTBEHHOI0
npenapara WM OTXO0J0B, MOJYYEeHHBIX MOC/Je MPUMeHEeHHs JIEKAPCTBEHHOT0 mpenapara,

APyYrue MaHMNyJsiuu € nmpemnaparTomM

IIpuroToBjeHNE pacTBOPA JJIsl BHYTPUBEHHOI'O BBEJICHUSI

OxTpeotun B TeueHHE 24 4acoB COXpaHSCT (PHU3MUECKYI0 M XUMHUYECKYI0 CTAOMIBHOCTH B
crepuiibHoM 0,9 % pacTtBope HaTpus Xjaopuja Ui 5 % pacTBope JeKCTpo3sbl (T1roKo3bl). OgHaKo, B
CBSI3U ¢ TeM, 4To npenapat OxTpeorns KaHOH MOXKET BIUATH HA 0OMEH TIIFOKO3bI, TPEANOYTUTEIEHO

HCIIOJIB30BAaThb (I)I/ISI/IOJ'IOFI/I‘IGCKI/Iﬁ pPacTBOp.

[Tpu HeoOxommuMocTH B/B BBeaeHHs mnpernapata Okrpeotun KaHOH comepkuMoe OJHOW aMITyJIbl,
conepxaieit 0,5 Mr oktpeoruaa, cienyer pazpectu B 60 ma 0,9 % pactBopa HaTpus XJIOpHAa;
MIPUTOTOBJICHHBIA PACTBOP CJICAYET BBOJIUTH B/B KAIEeIbHO.

Bo3moxxHO B/B BBCIACHHC paCTBOpa IIpciiapara U B 0osee HU3KOU KOHOCHTpAlHH.

Yrunusanus

Becw octapmuiics HeKapCTBeHHLIﬁ npenapar u OTXOoAbl CICAYCT YHUYTOXKUTH B COOTBCTCTBHUU C
YCTAaHOBJICHHBIMH HAIMOHAJIBHBIM 3aKOHOJATCIIECTBOM TpC6OBaHI/I$IMI/I.

7. IEP/KATEJIb PETUCTPAIIMOHHOI'O YOCTOBEPEHU A

Poccuiickas @enepanns
3A0 «KaHoHdpapma MpoJaKIIH»

141100, MockoBckast 001., T.0. lI]énkoBo, 1. [ll€nkoBo, yu. 3apeunas, a. 105

Ten.: +7 (495) 797-99-54
Anpec anekTpoHHO# mouTkl: Safety@canonpharma.ru

7.1. IlpeacTraBuTe/Ib AepKATEJIs] PErHCTPALMOHHOIO YI0CTOBEPEHHUS

[IpeTen3un moTpedbuTENel HAPABIATH O AAPECY:
Poccuiickas @enepanus
3A0 «Kanonpapma mpo1aKImH»

141100, MockoBckast 0011., r.0. lI{énkoBo, T. ll[énkoBo, yu. 3apeunas, a. 105

Tem.: +7 (495) 797-99-54

+7 (800) 700-59-99 (6ecrnaTHas ropsiuast TuHMS 24 Yaca)

Anpec anekTpoHHO# mouTkl: Safety@canonpharma.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 19.12.2025 Ne 31683

Jid

9. KATETOPHS OTITYCKA JEKAPCTBEHHOT'O IPENAPATA - EATENEHOCTE 0002)

JlexapcTBeHHBIN IpenapaT OTHOCUTCS K KATETOPUU OTITYCKa IO PELIEITY.

OOm1ast xapakTepHrCTHKA JIEKapCTBEHHOT 0 npenapara OkrpeoTn KaHoH 10ocTynHa B €TUHOM peecTpe
3aperUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpeICTB EBpa3suiickoro 3KOHOMHUYECKOIO cOK3a M Ha
ounmansHOM caure YIIOJIHOMOYEHHOI'O opraHa (3xcnepTHOM OpraHH3alim)
(https://lk.regmed.ru/Register/EAEU_SmPC).
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