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OBIIAS XAPAKTEPUCTHKA JIEKAPCTRERHOT OTIPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IPEITAPATA

OKTPETEKC, 0,6 mr/mui1, pactBop /utst H”HGY3UH 1 TTOJAKOKHOTO BBEICHUS.

2. KAMECTBEHHBINA 1 KOJIMYECTBEHHBII COCTAB

JelicTBytolee BENIECTBO: OKTPEOTH.
Kaxxapiit Mt pactBopa coaepxut 0,6 Mr oKTpeoTHa ameraTa (B mepecuere Ha OKTPEOTH]).
Kaxxnas ammyna conepxxut 0,6 Mr okTpeoTuaa anerara (B nepecueTe Ha OKTPEOTHN).

BemecTBa, HaTM4re KOTOPBIX HANIO YYUTHIBATH B COCTABE JICKAPCTBEHHOIO Iperapara: HaTpui
(cm. paznen 4.4).

[TonHbIN IEpevYeHb BCIIOMOTATEIbHBIX BEIIECTB MPUBEJIECH B pasee 6.1.

3. JEKAPCTBEHHAS ®OPMA

PactBop mist nH(DY3U U TTOJKO)KHOTO BBEICHUS.

[Tpo3paunblii OECIIBETHBIN pacTBOP.

4. KIMHUYECKUE JAHHBIE

4.1. Iloxka3aHusi K NPUMEHEHHIO

[Tpenapar OKTPETEKC mnoka3an K HpuUMEHEHHUIO y B3pOCibIX B Bo3pacte oT 18 ner mpu
CJICAYIOIINX 3a00JIEBAaHUSIX U COCTOSTHUSIX:

e Axpomeranus

Jlsiss KOHTPOJIST OCHOBHBIX NPOSIBICHUH 3a00JIeBaHUS M YMEHBUICHHS KOHIICHTPALMU TOPMOHA
pocta (I'P) u uncynunonogo6Horo ¢akropa pocra (MDP-1) B muiazmMe KpoBH NpU OTCYTCTBUH
JOCTAaTOYHOTO d((eKTa OT XUPYPrUIeCKOTo JICYCHUS MM JIy4eBOW TEpaIuy, a TaKKe JICUYCHHE
NAalMEeHTOB C aKpOMETrajuei Npu HaJU4uu MPOTUBONOKA3aHUN K ONEpaTUBHOMY JICUCHHIO WU
IpU OTKa3e OT TaKOBOT'O; JICYCHHE B MEPHO MOCIIE Jy9eBOH Tepanuu 0 Pa3BUTHS €€ MOTHOTO

apdexra.

o Cekperupyloniye -SHIAOKPUHHBIE OMYXOJH KenyaodHo-kumedHoro tpakra (KKT) wu
MO/KEITYTI0YHOM JKeJIe3bI — JIJIs1 KOHTPOJIS CHMITTOMOB:

- KapI_II/IHOI/II[HLIe OIYXOJIM C HAINYHUEM KAPpIIUHONAHOT'O CHHAPOMaA.

— BUIlombl  (omyxonu,  XapakTepU3YIOLIUECS  TUIMEPHpPOAYKIHEH  Ba30aKTUBHOTO
MHTECTHHAIILHOTO MENTH/IA).

— T'mroxaroHomsl.

— Tactpunomsl / cuaapom 30iUIMHTEpa — DJUTMCOHA — Kak MNpPaBWIIO, B KOMOWHAIMU C
MHTHOWTOpPaMU MPOTOHHOM MOMIIBI U 6J10KaTOpamMu Ho-rucTaMUHOBBIX PELIENITOPOB.

— HWHcynuHOMBI (17151 KOHTPOJISI TUTIOTTIMKEMUH B TIPEI0NepallHOHHOM MEPUOJIE, a TAaKKe IS
MO/IIEP>KUBAIOLLEH Tepanun).

— ComaTtonuOepruHOMbI  (OMyXOJHM, XapaKTepU3YIOIIUECs TUNEPHIPOAYKIHEeH PUIH3UHT-
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daxropa I'P). (MOCNEOOBATENBEHOCTE 0005)

ITpennapatr OKTPETEKC He siBnsieTcss MPpOTUBOOIYXOJIEBBIM IIPENAPATOM U €r0 NPUMEHEHHUE HE
MOYKET IIPUBECTH K M3JICUEHUIO JAHHOW KaTeropuu MalueHToB.

e KOHTpONb CHMOTOMOB peppakTepHOH JIuaped, acCONMUPOBAHHOH C  CHHIPOMOM
npuobpereHHoro ummynoedurura (CITUI).

e [IpodunakTrka OCI0KHEHHH MOCTIE ONEepaliii Ha MOKETyI0YHOM JKeJe3e.

e OcraHOBKa KpOBOTEYEHHS] W MNPOPHIAKTHKA DPEUUIUBOB KPOBOTCUEHHUS U3 BapPUKO3HO
paClIMpPCHHBIX BCH MUIICBOJA U KCIYAKa Yy TAIUCHTOB C HUPPO30M IICUCHU B KOM6I/IHaI_II/II/I cOo
cnenuuYecKUMH  JICUeOHBIMH  MEpPONPUATUIMU, HanpuMep,  SHAOCKOMUYECKOU
CKJIEpO3UPYIOLIEN TEPANIUEH.

4.2. Pe:xkuM 103UPOBAHUS M CIIOCO0 NMPUMEHEHUs

PexxuM J103upoBaHus

Axpomezanus

[lpu akpomeranuu TnepBoHayaibHO mpenapar BBoaaT 1o 0,05-0,1 Mr moxkoxHO (I/K) €
uHTepBalaMu 8 wiau 12 4. JlanpHelmass KOpPpeKUMs J03bl JIOJDKHAa OBITh OCHOBaHAa Ha
eXeMecIuHbIX onpeneneHusax KoHueHtpauuu I'P u UOP-1 B kposu (ueneBast konuentpauus: I'P
< 2,5 ur/mn; UOP-1 B npenenax HOpMaJIbHBIX 3HAYEHUN ), aHAIN3€ KIMHUYECKUX CUMIITOMOB U
NEPEeHOCUMOCTH Tpemnapara. Y OOJbIIMHCTBA NAI[MEHTOB ONTHMAajlbHas CyTOYHas J03a
cocrasiseT 0,2—0,3 mr. He ciienyer npeBbllliaTh MaKCUMAJIbHYIO 103y, COCTABIISIIOLLYIO 1,5 MI B
cyTkH. Y maumeHTtos, nonydaromux npenapat OKTPETEKC B craOunbHON 103€, onpeaenenue
koHueHTpanuu UOP-1 w/unu ['P cnenyer npoBoauth kaxasie 6 mecsnes. Ecnu nocie 1 mecsina
neuenus npenapatom OKTPETEKC He oTMeuaeTcsi 10CTaTOYHOTO YMEHBIIICHUSI KOHIIEHTPAIIUU
NOP-1 w/umu I'P u ynyymieHus KIMHUYECKOM KapTUHBI 3a00JieBaHUS, TEpPaANUIO CIEAYyeT
IPEKPATUTD.

Onooxpunnvie onyxoau KKT u nodocenyoounoii sxcenesvl

ITpu supoxpunHbix onyxoisix JKKT u momxkenymodHol »kenes3sl IpenapaT BBOAST I/K B
HavanbHOM no3e 0,05 mr 1-2 paza/cyr. B nanbHeiilieM B 3aBUCUMOCTH OT JOCTUTHYTOTO
KIIMHUYECKOro 3 QeKTa, BAUSHUSA Ha KOHLIEHTPALKIO TOPMOHOB, ITPOYLIUPYEMBIX OIYyXOJIbIO (B
Cly4yae KAapUMHOUJHBIX OIyXOJE€H — BIUSHHUA Ha BBIACICHHUE S-TUAPOKCUMHIOIYKCYCHOU
KHCJIOTHI C MOYOH ), ¥ IEPEHOCUMOCTH JI03Y Iperapara MOXHO IMOCTENEHHO yBeMu4nuTh 10 0,6 mr
B CYTKM. B UCKIIOUMTENBHBIX CllyyasX MOIYT HOTpeOoBaThCsi 0o0jee BBICOKHE O3Bl
[TognepxuBaroIIyto 103y Mpernapara ciaeayeT noa0upaTh HHIUBUTYAIIBHO.

ITpy kapuuMHOMIHBIX oONyXoJsAX B ciaydae, ecan Tepanusa npenaparom OKTPETEKC B
MaKCUMaJIbHOM MePEHOCUMON J103€ B TeueHue 1 Henmenu He Obu1a 3 eKTUBHOM, JI€UeHHE CIeayeT
IIPEKPATUTD.

Pegpaxmepnas ouapes, accoyuuposannasn co CIIH/]

[Tpu pedpakrepHoii nuapee, accouuupoBanroit co CIIN]I, mpemapat BBOAAT 1I/K B HauadbHOU
no3e o 0,1 mr 3 pasa/cyr. Ecnm mocnme 1 Hemenu nedeHHS HE OTMEYAETCS KIMHUYECKOTO
yAy4IIeHus], 103y Mpernapara cieayeT yBeIUUUuTh WHAUBUAYAIbHO, BIIOTH 10 0,75 Mr B CyTKH.
Koppeknunro 1036l IPOBOAAT C YYETOM AMHAMUKH CTyJa UM NEPEHOCHUMOCTH mpernapara. Eciu B
teuenue 1 Henenu nedenus npenapatoM OKTPETEKC B nosze 0,75 Mr B cyTKH yiydlleHUs He
HACTYyNaeT, TEPAUIO CIEAyeT IPEKPATUTb.

Ipogunaxmuxa ocnodxcrnenuti nocie onepayuli Ha NOONCerYO0YHOU dcellese

s npounakTHKK OCIOKHEHUH MOCie onepalnuii Ha MOIKeTyA0YHON Kele3e penapaTt BBOAAT
n/k B go3e 0,1 mr 3 pasza/cyT Ha mpoTsHKEeHMM 7 TOCIEeNOBaTEIbHBIX JHEH, HauuHas CO JHS
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jﬁﬂ OCNEODBATENEHOCTE 000%)

onepanu (1o KpaiiHel mepe, 3a 1 gac 10 1anapoToOMuu

Kpoeomeqenue U3 6APUKO3HO paACUUPEHHbIX 6EH numeeoda u [)/C@le()Ka

[Tpu KpOBOTEUEHUU U3 BAPUKO3HO PACHUIMPEHHBIX BEH MUILIEBO/A U JKEIyKa Mpenapar BBOJIAT B
no3e 0,025 Mr/4 myTeM HenpepbIBHOW BHYTPHUBEHHOU (B/B) HH(y3uu B TeueHue 5 aueil. [Ipenapar
OKTPETEKC moxHO pa3zBoauts B 0,9 % pactBope Hatpus Xjiopuaa. Y NaMEHTOB C UPPO30OM
MEYCHU C KPOBOTEUCHHUEM M3 BAPUKO3HO PACHIMPEHHBIX BEH MUINEBO/IA OblJIa OTMEYECHA XOPOIIas
MEPEHOCUMOCTbD T€Paluu OKTPEOTHUI0M, B TeueHue 5 nueid 10 0,05 Mr/4 B Bujie HEMPEepHIBHOM B/B
uH(py3uu (cM. pazzaen 4.9).

Oco0nlie I'pYHOIIbI TAIKMECHTOB

THayuenmoi ¢ HapywieHuem yHKyuu neveHu

[TockonbKy UMEIOTCS TaHHBIE 00 YBETMYSHUH TIEpUO/1a ITOTYBBIBEICHUSI OKTPEOTH A Y MTALIUEHTOB
C IUPPO30M TECYEHH, PEKOMEHIYETCS KOPPEKLHs MOJJACP>KUBAIOLIECH /J03bl y MAalUEHTOB C
HapylIieHneM (QyHKIUU TIeUCHHU.

THayuenmor ¢ Hapywenuem hyHKyuu novex
Koppekiuu 10361 OKTPEOTH 1A Y MAIUEHTOB C MOYEYHOW HEJOCTATOUHOCTHIO HE TPEOYeTCs.
Tlayuenmwr noscunoeo 6ospacma (= 65 1em)

B Hacrosiee BpeMs HET JaHHBIX O CHM)KEHHM IEPEHOCHMMOCTH TEpamuM MpernaparoM y JIHIL
IIOKUJIOTO BO3pAcTa U HEOOXOJMMOCTH KOPPEKLIUU PEKUMA TI03UPOBAHMUSL.

CTHu

OnbIT IPUMEHEHHST OKTPEOTHAA Y JIeTeH OYeHb orpaHuyeH. be3onmacHOCTh U 3PPEKTUBHOCTD Y
JeTel U moApocTKOB B Bo3pacte oT 0 70 18 neT Ha JaHHBI MOMEHT HE YCTaHOBJICHBI.

Cnoco0 nnpuMeHeHus

[Tox0’kHO, BHYTPUBEHHO HH(Y3HOHHO.
TookoorcHoe 6sedenue

Ilepen camoCTOATENBHBIM POBEACHUEM NOAKOXKHBIX MHbeKIMM npenapata OKTPETEKC Bpauy
WJIM MEAMIIMHCKOMN CecTpe ciielyeT 00yunTh MallMeHTa NPaBUIbHONU TEXHUKE MPOBEACHUS JaHHON
MaHUIYJISALUH.

C penpio ymeHbllleHHsT OOJIM B MECT€ MHBEKIMM CIEIYeT BBOJIUTH PACTBOP KOMHATHOMN
TeMIiepatypsl. He cieqyer BBOOuTh Ipenapar B OJHO U TO K€ MECTO ¢ KOPOTKUMHU IIPOMEXYTKaMU
BpeMEHH. AMIyJbl CIEAyeT OTKpPBIBaTh HEMOCPEJACTBEHHO IIepe] BBEACHUEM IIperapara;
HEHUCIIOIb30BaHHBIN PACTBOP CIEAYET YTUIN3UPOBATD.

Buympueennoe egedenue
Ilepen npuMeHeHNEM pacTBOP CIENYET BbIIEPkKATh TP KOMHATHOM Temreparype.

WNnpy3uto NOBTOPSIOT € HEOOXOJUMOM 4YacTOTOW B COOTBETCTBHM C PEKOMEHIOBAHHOMN
JUINTENIBHOCTBIO JIeueHus. B03MOXKHO BBeleHHE pacTBOopa Ipermapara M B Oojiee HHU3KOM
KOHIIEHTpalUH.

WHuCcTpyKIMs MO pa3BeACHUIO TMpemnapara mnepen WH(Y3MOHHBIM BBEJIEHHEM IMPE/CTaBICHA B
paszene 6.6.

4.3. IlpoTuBONOKA3aHUS

['MrepuyBCTBUTENFHOCTE K OKTPEOTHAY WJIM K JIIOOOMY W3 BCIOMOTATEIBHBIX BEIIECTB,
IIEPEYUCIIEHHBIX B pazzaene 6.1.
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4.4. OcoOble yka3zaHHus U MePbl NPeI0CTOPOKHOCTH n%‘%}rﬂﬁ%ﬁﬁ& EMEHOCTE 000

[Ipu omyxomsax rumodusza, cekperupyoomux [P, HeoOxommmo TmiarenbHOe HaOIrOAEHUE 32
nanuentamu, noiaydaromumu npenapat OKTPETEKC, Tak kak BO3MOXHO YBEJIMYEHUE Pa3MEPOB
OIYXOJM C Pa3BUTHEM TAaKOI'O CEPHE3HOI0 OCIOXHEHMs, KaK Cy)KeHHE MoJeil 3peHus. B atux
CIIy4asiX CJIeyeT pacCMOTPETh He0OXOIUMOCTb MPUMEHEHHUS JPYTUX METOAOB JICUCHUSI.

ITpu npumenenun npenapara OKTPETEKC B TedeHue IIMTENBHOrO HEpUOJAa BpPEMEHU
HE00X0IMMO KOHTPOJIMPOBATH (YHKIMIO HIUTOBUIHON KEJIE3B.

HapyieHus co CTOPOHbBI CEPACYHO-COCYAUCTON CUCTEMBI

[Ipu nmpuMeHEHHH TpenapaTa OTMEUYAIUCh CIyYan Pa3BUTHS Opaaukapauu (rpajaius «4acToy).
B03MOXHO BO3HHKHOBEHHE HEOOXOJMMOCTH YMEHBIICHHUS JI03bl OeTa-aJpeHO0I0KATOPOB,
OJIOKATOPOB «MEJICHHBIX» KAJIbIMEBBIX KAHAJIOB WM IPENaparoB, BIHUSIOIIUX HA BOJHO-
AJIEKTPOJIUTHBIN OallaHC.

Hapynienne nuTagus

Yy HCKOTOPBIX MANUCHTOB OKTPCOTHI MOXKET UBMCHATDH a600p6u1/n0 JKUPOB B KUILICYHUKCE.

Ha ¢one npumeHeHus OKTpeoTH]a OTMEYAJIOCh YMEHbLICHUE KOHLEHTpAlMU BUTaMuHA Bi2 u
OTKJIOHEHHE I0Ka3aTesell Tecta BcachlBaHus kobaamuHa (tect lInnnuHra) ot HopMBI.

[Tpu npumenenuu npenapata OKTPETEKC y nanuenToB ¢ nedpunurom ButamuHa B12 B anamHese
PEKOMEHIYETCS KOHTPOJIUPOBATH €r0 KOHIIEHTPALIUIO.

HapynieHnus co cTOpOHBI ICYSHHU M JKEITYEBBIBOAAININX YTSH

Ha ¢one npuMeHeHHs OKTPEOTH1a YaCTO OTMEYAIOCH BOBHUKHOBEHUE KAMHEH KEITYHOTO TTY3BIpS,
COTIPOBOKAAIOIIEECS PA3BUTUEM XOJICHIUCTUTA U PACIIHPEHUEM >KETUEBBIBOASIINX TPOTOKOB. [1o
JAHHBIM ~ TIOCTPETHUCTPALIMOHHBIX HCCIAEAOBAHUN TakXe OTMEUaJIUCh ClIy4au pa3BUTHUA
OCIIO)KHEHHUsT B BHJE XOJlaHTWTa. BceM manueHTam cleayeT MPOBOIUTH YIbTPa3BYKOBOE
MCCJICIOBAHME KEJIUHOTO IMY3BIPSl MEpe]l HadyajaoM JICUCHHS, a TaKkkKe Kaxiple 6—12 mecsien
npumenenus npenapata OKTPETEKC.

IIpn HanMuMM KaMHEW JKEIYHOrO My3bIpA JO Hadaja TEpanuu IIpenaparoM BO3MOYKHOCTh
IIPOBEICHUS TEPANMU CIEAYET OLCHUBATh MHIMBUAYAIbHO MCXOMAS U3 OTHOLIEHUS BO3MOXKHOIO
pHUCKa K MOTEHIIMAJIbHOM 10JIb3€ Tepanuu npenaparoM. Her naHHBIX 00 yXyALLIEHUU TEUEHUS yKe
CYIIECTBYIOIIEH JKeTYHOKaMEHHON O0JIe3HU IPU MPUMEHEHUHN OKTPEOTH/IA.

Pexomenoayuu npu obpazosanuu xamueu dHcenuHO20 NY3bIPs NpU NPUMEHeHUUu npenapama
OKTPETEKC

e beccuMmnToMHbIE KAMHHU KEIYHOTO IMy3bIpsA

IIponomkeHne Tepanuu npenapaToM ¢ NOBTOPHOM OLEHKOM COOTHOILIECHHUS «I10J1b3a — pUCK». He
TpeOyeTcst KaKuX-JI100 J1e4eOHBIX BMEIIATEeNbCTB; HAa0II01eHHE PEKOMEHI0BAHO MIPOI0JIKHTb.

o KaMHH KETIYHOTO ITy3bIpA C KJIMHUYECKON CUMOTOMATUKOM

B 3aBucHMOCTH OT COOTHOLIEHHS «IIOJb3a — PUCK» CIEAYET MNPEKPATUTh WIH NPOJOJLKUTH
Teparuio rpenaparoM. JleueHne naureHTa ¢ KAMHSIMU KETYHOTO MTY3bIPsl, COMPOBOKIAOIIUMUCS
KIIMHUYECKOM CUMIITOMATHKOW, JTOJDKHO COOTBETCTBOBATH NPUHATHIM CTaHAApTaM Teparui.
MeankaMeHTO3HOE JieueHHe BKIIOUaeT MpUMEHEHHE KOMOWHAIIMI MpernapaToB KEeTUHBIX KHCIOT
(HampuMep, XEHOJE30KCHXOJIEBAasi KHCJIOTa B COUETAHWU C YPCOJE30KCHXOJEBOW KHCIOTON B
COOTBETCTBYIOIIMX J03aX) C yJIbTPa3BYKOBBIM KOHTPOJIEM JIO MOJHOTO MCYE3HOBEHMS KaMHEH.
OanokpuaHabIe ormyxoyn JKKT

B peakux cnyudasx y manueHTOB C 3HAOKpUHHBIMH omnmyxossiMu JKKT BO3MOXXHO BHE3amHOE
npekparieHue ppekTuBHOr0 KOHTpossi cuMmntoMoB mipu jedennn npenaparom OKTPETEKC ¢
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OBICTPBIM BO3HUKHOBEHUEM pELUANBA U Pa3BUTHEM Kot c;!IMHTOMEm'KH

MeTaboau3M MIFKO3bL

B cBA3u ¢ MHrHOMpYHOIIMM BIUSHHEM OKTpeoThia Ha ['P, IIrOKaroH M MHCYJIMH BO3MOKHO
pa3BUTHE HapyLICHUH MeTa0OoIM3Ma IIIIOKO3bI B BUJIE HApYILIEHUS TOJIEPAHTHOCTH K TIIFOKO3€, a B
HEKOTOPBIX CIy4asX — pa3BUTHE NEPCUCTUPYIOLICH MMIIEPIVINKEMHUH B PE3YNbTATE NIUTEIBHOTIO
IpUMeHEHHUs npenapaTta. OTMEUEHbI TAKKE Clydau pa3BUTHS TMIOIIMKEMUH.

VY nanueHToB ¢ HHCYJIMHOMAaMU Ha (DOHE JICYSHHS] OKTPEOTHUIOM MOXKET OTMEUAThCs YBEIMUCHUE
BBIPQKEHHOCTH M MPOAOJDKUTEIBHOCTH THIIOTIMKEMHH (3TO CBA3aHO ¢ 0Oosiee BBIPAKEHHBIM
MOJABJISIOLIMM BIIMSIHUEM Ha cekpeunio ['P u rirokarona, 4em Ha CEKpELHIO MHCYJIMHA, a TAKKE
C MEHBIIICH JUTUTETFHOCTHI0 HHTUOMPYIOIIETO BO3ICHCTBUS HA CEKpeluio MHCynnHa). Ciemayer
o0ecneunTh THIATENbHOE HA0MI0ICHNE 32 TAKUMHU MAIIUEHTaMH KaK B HavaJie JICYCHHUs, TaK U MPU
KQKJIOM HM3MEHEHUM J03bl Ipenapara. 3HauuTelIbHbIE KOJEOAHMsS KOHLEHTpALUM TIJIIOKO3bl B
KPOBH MOTYT OBITh IpPEIyNpPEexACHbI MyTeM O0jiee YacTOro BBEACHHUS Ipenapara B MEHBIIMX
703ax. Y MalMeHTOB C caxapHbIM auadberoM | Tuna mpuMEHEHHeE Mpernapara MOKET YMEHBIIATh
NOTPEOHOCTH B HHCYJIMHE. Y MallUeHTOB 0e3 caxapHOoro nquabera u ¢ caxapHbIM IuabeToM 2 Tumna
C YaCTMYHO COXpaHHOM cekpeuueid uHcynuHa npumeHeHue npernapata OKTPETEKC mosxer
NPUBOAUTH K NpaHauanbHOM runepriaukemuu. IIpu nmpumenenun npenapata OKTPETEKC y
NAlUMEHTOB C CaXxapHbIM JUa0ETOM PEKOMEHIYETCs IMPOBOJUTh KOHTPOJIb KOHIEHTPALUU
[JIFOKO3bI B KPOBU U KOPPEKTUPOBAThH TEPAMUIO THIOTITMKEMUUECKUMU ITpeNapaTaMH.

Bapuko3Hoe pacuinpenye BEH HUILIEBOIA

ITockonpKy mociie KpOBOTEUEHUH M3 BAapUMKO3HO PACUIMPEHHBIX BEH IUILEBOJA U IKEIyAKa
NOBBILIEH PUCK pa3BUTHUSA caxapHOro auabera | Tuma, a y MallMEHTOB C YXE CYIIECTBYIOLIUM
caxapHbIM JuabeToM 1 THma BO3MOXHO M3MEHEHHE MOTPEOHOCTH B MHCYJIHHE, B 3THX CIydasx
HEOOXOIUM PEryJIsIpHbII KOHTPOJIb KOHIIEHTPAIMH IJIFOKO3bI B KPOBU.

HeoOxomuMa KOppeKIusl peXuMa JTO3MPOBAHUS OJHOBPEMEHHO IMPHMEHSEMbBIX JIUYPETHKOB,
Ocra-aapeHo0I0KaTOpPOB, OJIOKATOPOB  «MEIJICHHBIX» KaJbI[MEBBIX KAHAJIOB, WHCYJWHA,
THITOTJIMKEMHYECKUX CPECTB ISl IEPOPAIILHOTO TPUMEHEHHS, TIIFOKAaroHa.

BcnomMmorarennHble BelecTBa

JlaHHBIH JTeKapcTBEHHBIN IpenapaTt coaepkHuT MeHee 1 Mmounb (23 mr) HaTpus Ha | M1, TO ecTb,
10 CYTH, «HE COJIEPKUT HATPUSI».

4.5. BzaumojeiicTBe ¢ JPYrHMH JeKAPCTBEHHbIMHM MpenapatamMd W Jpyrue BH/bI
B3aNMO/1eCTBUA

Moxet BO3HUKHYTbH HCO6XO,[[I/IMOCTB KOppCKIOHUN O3bI 6eTa-a;LpeH06n0KaTop0B, 6J'IOKaTOpOB
CMCIJICHHBIX» KaJbIIUCBBIX KaHaJIOB, IMpE€HapaTroB JIA KOPPCKOHU BOAHO-IJICKTPOJIUTHOTO
Oananca npu UX OJHOBPEMECHHOM IIPUMEHCHUHN C OKTPECOTUAOM.

MoxeTt BO3HUKHYTDH H€06XOI[I/IMOCTB KOppCKOWU JO3bl MHCYJIMHA WX NpPCapaToB JJIA JICUCHUSA
CaxapHOoro ,[[I/Ia6eTa Ipu uX OAHOBPECMEHHOM IMPUMCHCHUHN C OKTPECOTUAOM.

OKTpeOTI/IH YMeHBH_IaeT BCAaCbIBAHHC III/IKJ'IOCHOpI/IHa, 3aMCJISICT BCACBIBAHHUEC IIMMCTHUAWHA.
OMHOBpEMEHHOE MPUMEHEHHE OKTPEOTHIa W OPOMOKPUITHHA YBEIUYHMBACT OHOIOCTYITHOCTh
[IOCJIEIHETO.

HmeroTcs faHHBIE O TOM, YTO aHAJOTM COMATOCTaTHHA MOTYT YMEHbIIATh METa0OIUYecKuit
KIIMPEHC BEIIECTB, MYyTh MPEBPALICHUs] KOTOPBIX MPOXOAUT C y4acTHEM (EPMEHTOB CHUCTEMBbI
mutoxpoma P450, uyro Moxker ObITh oOycnoBieHo mnoxaBineHueM [P. Ilockoibky Henmb3s
WCKIIFOUHTh, YTO OKTPEOTHI TAaK)KE MOXKET 00J1a/1aTh MOI00HBIM 3P deKToM, CleayeT COOI0IaTh
OCTOPOKHOCTh IPH MPUMEHEHUH TpenaparoB, MeTabonausupyomuxcsa nzopepmentom CYP3A4
U HMMEIOMMX Y3KMI Juana3oH TepamneBTHUYECKUX KOHIIEHTpalui (Hampumep, XHHH]IUH,
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TepdheHaIuH).

COMaTOCTATHH U €T0 aHAJIOTH, TAKHE KaK OKTPEOTHI, KOHKYPEHTHO CBA3BIBAIOTCA C PELENTOPAMH
¥ MOTYT BIHATh Ha >(QEKTHBHOCTh PAIMOAKTHBHEIX AHANOrOB comarocTatmHa. ClemyeT
u36erath IPUMEHEHHs OKTPEOTH 1a 3a 24 uaca 110 BBeIEHHs OKcoaoTpeoTuaa motenus (H/7Lu) —
pagmohapMaIeBTHIECKOT0 MPENapaTa, CBA3bIBAIONIETOCs C PELeNTOPAMU COMATOCTATHHA.

4.6. DepTUIBLHOCTD, 0€PEMEHHOCTD U JTAKTALHSA

bepemeHHOCTD

[lpy mpUMEHEHHH OKTPEOTHAAa BO BpeMs OCPEMEHHOCTH HE OTMEYAOCh CIIydaeB DPa3BHTHUS
BPOXKJCHHBIX MOPOKOB y nereil. [IpuMeHsITh OKTPEOTH ] TIPH OEPEMEHHOCTH CJIEAYET TOJBKO B
cirydae KpaiiHel He0OXOAMMOCTH.

HmeeTcst orpaHUuYEHHBIM OMNBIT NPUMEHEHHUs Mpenapara y OEpeMEHHBIX C aKpoMeraiueil B
KJIMHUYECKON MPAKTUKE (B MOJIOBHHE CIIy4aeB UCX0]] OEpeMEHHOCTH HEU3BECTeH). boiabpmmHCTBO
OepeMEeHHBIX MAlUEHTOK MOJIy4al TePAio OKTPETUIOM B IIEPBOM TpUMeECTpe OEPEeMEHHOCTH (B
Buzge okrpeotuna 100-300 mxr B cytku 1m/k). IlpubmusurensHo 70 % ciaydaeB ¢ M3BECTHBIM
MCXOJIOM TMAalMEeHTKN CaMOCTOSITEIbHO MPUHSIIN PellieHre MPOJ0IKATh TePAHIo MpernapaToM BO
BpeMs OepeMeHHOCTH. Y OOJBIIMHCTBA MAIMEHTOK (CIlydal C W3BECTHBIM HCXOIOM)
OepeMEeHHOCTh 3aBepUIMIACh POKIEHHUEM 3JI0POBBIX JETeil, OJHAKO COOOIIANOCh TaKXkKe O
HECKOJIbKMX CaMOIIPOM3BOJIBHBIX a0OpTax B IEPBOM TPUMECTPE U CIIydasX HCKYCCTBEHHOI'O
MpPEepHIBAaHUSIX OEPEMEHHOCTH.

JlakTaims

HCI/I3B6CTHO, MMPOHUKACT JIM OKTPCOTUZ B I'pyAHOC MOJIOKO Y Jnoz[eﬁ. B HCCJIICAOBAHUAX Y
JKUBOTHBIX OTMCYAJIOCHh BBIACICHUC OKTPCOTHAA C MOJIOKOM. HpI/I HGO6XOILI/IMOCTI/I IMPUMCHCHUA
penapara B riICpruoa JIaKTalluu r'pyAHOC BCKAPMIIMBAHUC CIICAYCT MIPCKPATUTD.

DdepTUabHOCTD

HCI/I3B6CTHO, BJIMACT JIM OKTPCOTHU/I HA Q)CpTI/IHbHOCTB y J'IIO,Z[CIZ. B HCCIICAOBAHUAX HA JKUBOTHBIX
HE OBLIO BBISBIICHO OTpULATCIIBHOI'O BJIMAHHA Ha q)epTI/IJ'II)HOCTIa MYXCKHX U KCHCKHUX ocobei
KPBbIC IIpU IPUMCHCHHUU OKTPCOTHIAa B 103€ 1 MI/Kr Maccel Tella B JCHB.

HKenuwunvi ¢ 0emopoOHbIM NOMEHYUATOM

[Tockonbky ymeHbleHue KoHueHTpauuu I'P u Hopmanmuzanus konueHtpanuu MOP-1 Ha done
Tepanuu OKTPEOTHUIOM MOKET MPUBOJIUTH K BOCCTAHOBJIEHHUIO CIIOCOOHOCTH K JAETOPOXKICHUIO Y
JKEHIUH C aKpoMerajuel, NpU MPUMEHEHUU Ipernapara MalMeHTKaM JEeTOPOJHOIO BO3pacTa
CJIelyeT UCIOJIb30BaTh HAIEKHBIE CIIOCOOBI KOHTPALICIIIIUH.

Hccneoosanus Y IHCUBOMHDBIX

HccnenoBanus penpoyKTUBHOM TOKCUUHOCTH MPOBOJWIM HAa KPbICAX M KPOJIUKAX C BBEJIEHUEM
1 Mr/kr Maccel Tela B CYTKM MHapeHTepalbHO. Y IOTOMCTBAa KpPbBIC OTMEYalIOCh HEKOTOpPOE
3aMeIeHre (PU3UOJIOTMUECKOr0 pOCTa, KOTOPOE HOCHUJIO TPAH3UTOPHBIA XapakTep M, CKopee
BCEro, ObIIO CBsI3aHO ¢ MHTHOMpoBaHUeM [P, BbI3BaHHBIM M30BITOYHON (apMakoIMHAMUYECKON
aKTUBHOCTHIO. He ObLIO BBISBIEHO TEPATOT€HHBIX APGHEKTOB, BIUSHUS HA IMOPUOH/IION WU
JPYTUX PENPOIYKTUBHBIX 3(PPEKTOB, BHI3BAHHBIX OKTPEOTHIOM.

4.7. BiusiHue Ha CrMOCOOHOCTH YNPaBJATH TPAHCIOPTHBIMM CpeJcTBaMU M padorarh ¢
MeXaHHU3MaMH

Hert JAaHHBIX O BJIMSAHHUHU TEpAIIMU OKTPCOTHIOM Ha CIIOCOOHOCTD YIpaBJIATE TPAaHCIIOPTHBIMU
cpeacTBaMu U MCXaHU3MaMU.

Cne)]yeT YUUTBIBATH, 4YTO IPU NPUMCHCHHU IIpCriapara MOT'YT BO3HHKATb T'OJIOBHAA 0oL U
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TOJIOBOKPY>KEHHUE.

HeobxonuMo mponHpOpMUPOBATh MAIMEHTa O TOM, YTO B MEPHOJ JICYCHHS HEOOXOAMMO
COOJIIOJIaTh  OCTOPOXKHOCTH TPH  YIPABJICHUU TPAHCIOPTHBIMU CpEJACTBAaMH H pabore ¢
MEXaHU3MaMH.

4.8. HexxesaTesIbHbIE peaKIIHU

Pesrome npoduiist 6e3onacHocT

OcHOBHBIMU ~ HexenaTeabHbIMU peakuusaMu (HP), ormedaBmmmucs mnpu  IpUMEHEHUH
oKTpeoTuaa, bt HapymeHus co ctoponsl JKKT u HepBHOM cucTeMbl, HApYIIEHHUS CO CTOPOHBI
IICUYEHH U )KETUYEBBIBOIAIMX ITyTeil, 0OMEHa BELIECTB U MUTAHUSL.

B knuHMUYECKMX HCCIeIOBaHMIX HauOojee 4acTo MPH NMPUMEHEHHH Ipernapara HaOJoaInuch
nuapes, 00Jb B )KUBOTE, TOIIHOTA, B3/IyTHE )KUBOTA, TOJIOBHAs 00JIb, XOJIEJIUTHA3, TUIIEPTIUKEMUS
u 3anop. Taxke 4acTo OTMEYAJIMCh TOJIOBOKPYKEHHE, 00JIb PA3IMIHOM JIOKAIN3ALUH, HAPYIIICHNE
KOJUTOMJIHOM CTaOUIIBHOCTH Kenuu (00pa3oBaHUE MUKPOKPHUCTAIOB XOJECTEpUHA), HApYLLICHUE
(GYHKIMY IUTOBUAHOM 5KeJe3bl (YMEHbIIEHNE KOHIEHTPALUU TUPEOTPOITHOI'O TOPMOHA, OOIIET0
U CBOOOJHOTO TUPOKCUHA), MATKAasi KOHCUCTEHIUS CTYJa, CHI)KEHUE TOJIEPAHTHOCTH K TITIOKO3E,
pBOTa, aCTCHUS U TUIIOTIIMKEMHUSI.

TabanuHoe pe3IoMe HeXKeIaTeIbHbIX PeaKIUi

Yactora BOo3HMKHOBeHuss HP ompenensiach B cooTBeTcTBUHM ¢ Kiaccupukanuein BecemupHoit
OpraHu3aIy 3JpaBoOOXpaHeHus: o4eHb 4acTto (> 1/10); wacro (> 1/100, Ho < 1/10); HewacTo
(> 1/1000, HO < 1/100); peaxo (> 1/10000, Ho < 1/1000); ouennr peako (< 1/10000), gactora
HEU3BecTHA (Ha OCHOBAHUU UMEIOLINXCS JAHHBIX OIIEHUTh HEBO3MOXKHO).

CucremMHoO-OprasnHbie Yacrora HexenatenbHble peakuun
KJIACChI
Hapymenust co cropons! kposu| Yacrora TpomOGouuToneHus

1 TUM(aTUYECKO cUCTEMBI HEN3BECTHA

Hapymenust co  croponsl| Yacrora Annepruyeckue peakuuu, peakuu
MMMYHHOMN CHCTEMBbI HEU3BECTHA | TMIIEPYYBCTBUTEIBHOCTH, BKJItOYast
aHa(UIAKTHYECKUE PeaKIH

OHJOKPUHHbIE HAPYLICHUS Yacto I'mnotupeos, HapylLIeHUE byHKIUN
U TOBUIHON KeJIe3bl (yMeHbIIeHHE
KOHIOCHTpAaluH TUPCOTPOITHOT'O ropmMoHa,
o0111ero 1 cBOOOAHOTO TUPOKCHHA)

Hapymiennst merabonusma u| Ouenb yacto | ['mnepriaukemus
MUTaHUS

Yacto ['mnornukemus, HapyIIEHUE TOJIEPAHTHOCTH K
IJIFOKO3€, YMEHBIIEHUE alllleTUTa

Heuacto Herunparanus

Hapymenust co  croponsl| Ouens yacto | ['onoBHas 60716
HEPBHOU CUCTEMBI

Yacto lNonoBokpyxeHue
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KEITYTOUHO-KHUILIEYHOTO
TpakTa

|-|—|l—|.-:—1|——||::|-.;-|-|—|—||.||I:f-:|. - IFi:-:I-I-:-I
Hapymenus co  cropons] Yacro Bpaguiappis ——- - =BT T HU
cepaua
P Heuacto Taxukapaus

Yacrora Aputmun

HEU3BEeCTHA
Hapymenuss co  croponsl| Yacro Onpika
JIbIXaTEJIbHOMN CUCTEMBI,
OpraHOB TPYJHOW KJIETKU H
CpENOCTEHUs
Hapymenust co  croponsl Ouenb yacto | [uapes, 601bp B >KMBOTE, TOIIHOTA, 3arop,

B3YTHC )XUBOTA

Yacro Hucnerncus, pBOTA, YYBCTBO
HaIOJIHEHUS/TSKECTH B JKUBOTE, CTeaTropes,
MsTKast KOHCHUCTEHIIMS CTyIna,
oOecrBe4rBaHME CTyIIa
Yacrora OcTpblil maHKpeaTuT
HEU3BECTHA
Hapymenust co  croponsl] Ouenb yacto | XonenuTuas
MEYCHH W SKCITYCBBIBOJISIINX] =
myTeii Yacro XOJEUUCTHT, HapyILIEHUE KOJUTOUTHOM
CTaOMIIBHOCTH KEITIn (oOpa3oBaHue
MUKPOKPHUCTAJIIOB XOJIECTEpUHA),
TUIepONIUpyOnHEMUS
Yacrora Octppiii TemaTuT 0€3 SBJICHUN XOJecTasa,
HEU3BECTHA | XOJIECTATUYECKHUI relaTur, XoJecTas,
KEJITyXa, X0oJIecTaTHIecKast )KenTyxa
Hapymenust co ctoponsl koxy YacTto 3ya, KOXKHasl ChITb, alONeus
Y IOJKO>KHBIX TKaHEH
Yacrora Kpanusauna
HEU3BECTHA

OO6mme HapyIIEHUSI U PEeaKIuu
B MECTE BBEICHUS

QueHp 4acTo

Peakuuu B Mecte BBeeHMs (Hampumep, 00Jb
MapecTe3nu, IPUTEMBI)

Yacto AcrteHus
JIaGopaTtopHbie | Yacro VBeanueHHe aKTUBHOCTU  «IIE€YECHOYHBIX)
WHCTPYMEHTAJIbHBIC TAHHBIE TpaHCaMUHAa3
YacTtoTa VYBenuuenune AKTUBHOCTH HIEJT0OYHON
HensBecTHA | docdara3sl U raMMa-TIyTaMUITpaHchepassl

Onucanye OTACIbHEIX HeXKENIaTSAbHBIX PeaKIIUN

Hapywenus co cmoponwvt JKKT, obmena eewecms u numanus

[Ipyr mpuMeHEHUN OKTPEOTUIAa B PEAKHUX CIydasX MOTYT OTMEUYAThCA SBJICHUS, HAIIOMUHAIOLNE
OCTPYIO KHIIIEUHYIO HETPOXOIUMOCTE: IPOTPECCUPYIOIIEe B3yTHE KUBOTA, BRIPAKEHHAS 00 B
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OpIOLIHOM CTEHKH (MBIIICUHBIN AedaHC).

HecmoTps Ha TO 4TO BBIBEICHHE )KUPOB C KAJIOM MOKET BO3pacTaTh, HET JI0KAa3aTeIbCTB TOTO, YTO
JUIMTETIbHOE JICYCHWE OKTPEOTHUJOM MOXET NPUBOIAUTH K Pa3BUTHUIO JAeduIMTa MUTAHUS
BCJIE/ICTBHE HapYIICHUs BcachbiBaHUS (ManbabcopOuus). BepostHocTh Bo3HUKHOBEeHUS Takux HP
MOJKET OBITh YMEHBIIICHA ITyTEM BBEJICHUS MIperapaTa MexX Ay IpUeMaMy MUK UK TIePET CHOM.

3abonesanus scenyHo2o ny3vips u conymcmayrouue peakyuu

AHaJOru cOMaTOCTaTUHA IEMOHCTPUPYIOT CIIOCOOHOCTh HHTUOMPOBATH COKPAIICHUE KEITIHOTO
Ny3bIpS M CHIDKATh CEKPEIHUIO JKEIYM, YTO MOXKET NPHBECTH K HapymIeHUIO (QYHKIUUA W
BO3HUKHOBEHHIO ocajika. YacToTa kaMHEoOpa30oBaHUs B KEITIHOM ITy3bIpe Ha (POHE MPUMEHEHUS
okTpeotnaa oneHuBaercs B 15-30 %. Yacrora B 06miei momymsmun — 5—20 %. Hanuune kamuei
B JKETYHOM TTy3bIPE WM OUITMAPHOTO CIa/Ka y MAIIMEHTOB, MOJIYYAIOIUX TEPAITUIO OKTPEOTHUIOM,
B OOJIBITMHCTBE CIIy4aeB MPOTEKaeT OECCUMITTOMHO. B cllydae HaIuuus KITMHHYECKUX CUMIITOMOB
CJIeTyeT TIPOBOJMUTH TEPANUIO PACTBOPECHUS KaMHEH C UCIOJIb30BAHUEM IPEMAPATOB KEITUHBIX
KHCJIOT WJIM XUPYPTUYECKOE BMEIIATEIbCTBO (CM. pa3zen 4.4)

PQCZKL{HH 8 Mecme 66e0eHus

B mecte npoBeseHus NOAKOKHOW HHBEKLIUU MOTYT BO3HUKATh O0JIb WM YyBCTBUTEIBHOCTh MPU
BBEJICHUU IIpenapaTa, IOKaJbIBaHUE WJIM YyBCTBO JKKEHMUSI, TAK)KE MOT'YT BOSHUKATh TOKPACHEHUE
U OTEK, JUIMTEIbHOCTD SIBIICHUH pelKo mpeBbliaeT 15 MuHyT. HenpusTHble ouiyiieHus B Mecte
BBEJICHUSI MOT'YT ObITh yMeHblIeHbl BBesleHueM pactBopa npenapata OKTPETEKC komHaTHOMI
TeMIIepaTypbl UM BBEJCHHUEM MEHbIINX 00BbEMOB Mpenapara ¢ 0ojiee BHICOKOH KOHIEHTpalHen.

Hapywenus co cmoponvl cepoya

bpanukapaus siBnsierca yacto Bo3Hukaromed HP npu npumenennn ananoros comarocratusa. 1o
nanHbeIM OKI-uccnenoBanus Ha QoHe NpUMEHEHUs Mpernapara y NalMeHTOB ¢ aKpoMeraiue u
KapIUHOUIHBIM CHHAPOMOM HaOdoAanuch yuuHeHue wuHTepBata QT, oTkiIOHeHue
AIEKTPUYECKON OCH CEepJilla, paHHSS pernojisipu3anusi, HU3KoBoIbTaXHbIN Tl JKI', cMemenue
NIepPEeXO0/IHOM 30HbI, paHHul 3yben P u Hecnenuduyeckue n3menenus: cermenta ST u 3ybua T.
[TockonpKy y TaHHOW KaTeropuu MalMeHTOB OTMEYAJIMCh COMMYTCTBYIOIIME 3a00JIeBaHUsI CepALIa,
IIPUYMHHO-CIIECTBEHHAS CBS3b MEXAY IPUMEHEHUEM OKTPEOTHAA U pa3BuTHEM NaHHbIX HP He
YCTaHOBJICHA.

lanxpeamum

HpI/I JJIIUTCIIBHOM /K INPUMCECHCHUN OKTPCOTHa OTMCUAIMCHh CIIy4dYaul Pa3BUTUA ITaHKPCATHTA,
O6YCJ'IOBJ'ICHHOI‘O XOJCIINTHUA30M.

CooOmranocsk 06 04€Hb PEJIKUX CIIydasix pa3BUTHsI OCTPOrO IMaHKpeaTUTa B IIEPBbIE Yachl WU JTHU
nociae /K BBEIEHHUs OKTPEOTHAA, KOTOPBIA pa3peliajcs CaMOCTOSATENBHO IOCIE€ OTMEHbI
npenapara.

Peam;uﬂ cunepdyscmeumelbHocmu u aHaqbquaKmulteCKue peaxkyuu

B MOCTPETUCTPAIUOHHOM TIICPUOAC NMPUMCHCHHA OKTPCOTHAA OTMCUAIHNCH ClIydauh PpPa3sBHUTHA
pCaKL[I/Iﬁ THICPUYYBCTBUTCIBHOCTH n AJUICPTUICCKUX peaKI.IPIfI, C noxanmam/leﬁ
MNPEMMYIICCTBECHHO HAa KOXE, pEAKO 3aTparuBas MOJOCTh PTa U AbIXaTCIbHBIC ITYTH. OTMedaInch
CAMHUYHBIC CJIyYau pa3BUTHUA aHa(bI/IJIaKTI/I‘-ICCKOTO I0oKa.

Tpomboyumonenus

B mocrtpeructpainoHHOM INEpUOJE NMPUMEHEHUS OKTPEOTHIAa OTMEYAINUCh CIydyaud Pa3BUTHS
TPOMOOLIUTONIEHNH, B OCOOCHHOCTH IpPH B/B BBEIEHUU y NAIMEHTOB C IIUPPO3OM IIC€UEHHU.
[TposiBneHuss TPOMOOLIUTONIEHUH OOPATUMBI IIPU MPEPHIBAHUN TEPAITHU.
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BaxxHo cooOmare 0 TOM03PEBAEMBIX HEXKENATENbHBIX PEAKIUAX IOCIe PETUCTPAINH
JIEKAapCTBEHHOTO Tpernapara ¢ 1eJbl0 00eCTIICUeHHs] HEPEPHIBHOTO MOHUTOPUHTA COOTHOIICHUS
«I0NTb3a — PUCK» JIEKAPCTBEHHOTO IMpemapaTa. MeIUIMHCKUM pPaOOTHHKAM PEKOMEHIYETCS
coo0IaTh O JIOOBIX I0JI03PEBAEMBIX HEKEJIATEIbHBIX PEAKIUAX JICKAPCTBEHHOTO Iperapara
4yepe3 HallMOHAJIbHBIE CUCTEMBI COOOIICHHUS O HEXENIATeNIbHBIX PEaKIMsIX rOCyIapCTB — WICHOB
EBpazuiickoro 3KOHOMHYECKOTO CO03a.

Poccuiickas ®eoepayus

®denepanbHas cayx0a 1Mo Haa30py B chepe 3paBOOXpaHEHUS
Anpec: 109012, r. Mocksa, CraBstHCKas IUI0IIa1b, 1. 4, cTp. 1
Tenedon: +7 800 550 99 03

DnekTponHas noyra: pharm@roszdravnadzor.gov.ru

wim NPr@roszdravnadzor.gov.ru

CaiiT B nH(OpPMAIIMOHHO-TEJICKOMMYHUKAIIMOHHOM ceTn «MHTepHEeT»:
https://www.roszdravnadzor.gov.ru

4.9. llepeno3npoBka

CUMOTOMBI

Coobmanoch 00 OTHENBbHBIX CIIydasx NEepeAO3UPOBKH OKTPEOTHAA Yy JETEed W B3POCIBIX B
KJIMHUYecKON mpakTuke. Ilpu ciydaliHOM MpUMEHEHMH OKTPeoTHIa y B3pocibiX B 103 2400—
6000 mkr/cyt B/B KanenbHO (ckopocth mH(PYy3un 100250 mxr/a) wim /k (1000 mxr 3 pa3a B
CYTKH) HaOJIOJaloch DPa3BUTHE ApUTMUM, CHU)KEHUE apTepUalIbHOTO MAABJICHMs, BHE3aIHas
OCTaHOBKa CEep/IIa, TUITOKCHSI TOJIOBHOTO MO3Ta, IAHKPEATUT, CTEaTo3 MeYeHH, Auapes, cabocTp,
3aTOPMOXKEHHOCTb, YMEHBIIIEHHE MacChl Tejla, renaromeranus M Jiakroauuaos. Cooduianock o
CIIydasix aTpUOBEHTPUKYISIPHON OJI0Kab!I (BKIIFOYAsS TIOHYIO aTPUOBEHTPHUKYIISIPHYIO OJIOKany) y
NalMEeHTOB, IOJIyYalolux Oojee BBICOKYIO 103y NpHU B/B KalleJbHOM BBEAECHUHU (CKOPOCTh
uH(y3uu 100 Mxr/yac) u/unu B/B cTpyiiHO (50 MKT CTpYHHO C MOCJIEIYIOIIUM HETIPEPHIBHBIM B/B
KareJIbHbIM BBEJICHHEM CO CKOpocThio 50 Mkr/4ac). [Ipu ciaydaiiHOM NPpUMEHEHUN OKTPEOTHIA Y
neteit B 1o3e 50—-3000 mkr/cyt B/B KamensHO (ckopocth nHMY3un 2,1-500 mxr/4) wmm n/k (50—
100 MKr) oT™Meuanach TOJIBKO YMEPEHHO BbIpa)KEHHAs! TUIIEPTIIUKEMHUSL.

[Ipu m/k BBemeHum okTpeorwna B jgo3e 3000-30000 mxr/cyT (pa3jelieHHOH Ha HECKOJIBKO
BBC/ICHUI) Y OHKOJIOTHUECKUX IMAIMEHTOB HE BBISABICHO KAaKMX-JINOO HemnpeaBuieHHbIX HP (3a
WCKIIFOYEHHEM YKa3aHHBIX B pazzene 4.8).

Jleuenue

Jleuenne cumnrTomaruueckoe. IlamueHts, B/B mosyyarolmue 03y OKTPEOTHJAa BBIIIE
PEKOMEH/I0BaHHOM, UMEIOT MOBBIIIEHHBIN PUCK Pa3BUTHsI aTPUOBEHTPUKYIIAPHOHN O10Kazb! OoJiee
BBICOKOH CTEINEHU U JI0JKHBI HAXOAUTHCS O] HaJUIeKAIIUM KapAHO0JIOTrHY€CKUM MOHUTOPHUHTOM.
5. PAPMAKOJIO'HYECKHUE CBOUCTBA

5.1. ®apmakoaMHaAMHYeCcKHe CBOIicTBA

(DapMaKOTepaHeBTI/I‘-ICCKaSI rpyiia: rOpMOHEL I‘I/IHO(I)I/BE[ U TUIOoTaJIaMyCa U UX aHAJIOT'U; TOPMOHEIL
TUIoTajgramMyca; COMaTOCTaTHH U €ro aHaJIoru.

Kox ATX: HO1CBO2.
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COOTBETCTBYET :

MexaHu3M IeHCTBUS

HetictBytomee BemectBo mnpenapara OKTPETEKC — oxTpeotun, SBiISIETCS CHMHTETUYECKHM
OKTaNeNTHIOM, IPOMU3BOJAHBIM €CTECTBEHHOIO TOPMOHAa COMAaTOCTaTWHA, OOJaJaroIIUM
CXOAHBIMH € HHUM (apmakojoruueckumu d3ddexkramu, HO 3HAUUTENBHO  OOJbIIEH
IPOJOJKUTEIBHOCTBIO ICHCTBHUS.

OkTtpeoTun nopasisieT cekpenuio ['P, kak maToJoruyecku MOBBINICHHYIO, TAaK U BBI3BIBAEMYIO
APTUHUHOM, (DU3UYECKON HArpy3KOM M MHCYJIMHOBOW rumoriukemMued. OKTpeoTH MoJaBiseT
TaKK€ CEKpeLUMI0 WHCYJIMHA, T[JIOKaroHa, racTpyuHa, CEPOTOHHMHA, KaK IaTOJIOTHYECKU
MOBBIIICHHYIO, TaK M BBI3BIBAEMYIO IMPUEMOM IHIIM; TAKXKE MOJABISET CEKPEINI0 MHCYJIMHA U
[JIIOKaroHa, CTUMYJIHMPYEMYIO apruHUHOM. OKTpPEOTH] MOJABIISET CEKPEIUI0 THUPEOTPOIHHA,
BBI3bIBAEMYIO TUPEOTHOCPHHOM.

B omiimume oT comarocratuHa, OKTPEOTH] NojaBisieT cekpenuto ['P B Oonblield crenenu, yem
CEKPELMI0 MHCYJIMHA, U €ro BBEIEHUE HE CONPOBOXKIAETCS IMOCIEAYIOIEH THIIEPCEKpEeLHen
ropMoHOB (Hanpumep, I'P y naryieHToB ¢ akpomeranueil).

KpOMe TOro, C4MTacTCs, 4YTO MCXaHNU3M ﬂeﬁCTBHH OKTpCOTHUAA CBA3aH C YMCHBIICHUCM OPIraHHOI'O
KPOBOTOKa NOCPEACTBOM ITOAABJICHUA TAKMX BA30AKTUBHLIX TOPMOHOB, KaK BMUII u rorokarox.

dapmakognaamuyeckue 3P PeKTol

VY nmaunueHToB ¢ akpoMeraiaue OKTpeoTH] yMeHbliaeT kKoHueHtpanuio ['P u UDP-1 B miazme
KpoBH. YMeHblIeHne koHeHtpanuu ['P Ha 50 % u 6onee ormeuaercs y 90 % manueHTos, npu
9TOM 3HaueHWe KOHIEeHTpauuu [P MeHee 5 HI/MJ [qoCTUTAeTCsl MPUMEPHO Y TIOJIOBUHBI
MAIUEHTOB. Y OOJBIIMHCTBA MAIIIEHTOB C aKpOMETallneil OKTPEOTH I YMEHbBIIAET BBIPAXKEHHOCTh
TOJIOBHOM O0JIM, MPUITYXJIOCTU MATKUX TKaHEH, TUIIEPTUIpo3a, O0IM B CycTaBax U napecresuil. ¥
MAIMEHTOB C a/IecHOMOM runodusa OOJBIIUX Pa3MEPOB JICUCHUE MPENapaToM MOXKET MPUBECTH K
HEKOTOPOMY YMEHBUIEHUIO pa3MEPOB OIYXOJIH.

ITpu cexperupyromux 3HA0KpUHHBIX onyxoysx JKKT u nomxenmynodHoin xenes3bl B CIydasx
HEOCTaTOYHOH 3((HEKTUBHOCTH MPOBEACHHOW Tepanuu (XUPYPrHUecKoe BMEIIATENbCTBO,
sMOo0NM3aIMsl MEYEHOUYHOM apTepuM, XMMHOTEpanusi, B TOM YHUCIE CTPENTO30TOLMHOM H 5-
¢TopypanmiioM) NPUMEHEHHE OKTPEOTHAA MOXKET TNPUBOAUTH K YIYUIIEHUIO TEUEHHS
3a0oneBanud. Tak, mpy KapLUUHOUIHBIX OIYXOJIIX PUMEHEHUE OKTPEOTHIa MOKET IPUBOJUTD K
YMEHBLIECHUIO BBIPAXKEHHOCTH OILYILEHMS IPUIIMBOB» KPOBHU K JIMIY, JUAPEH, YTO BO MHOTHX
CIy4asx COIPOBOXKIAETCSd YMEHBIICHHEM KOHILIEHTPALlUA CEPOTOHMHA B IUIa3ME€ KpPOBU U
AKCKPELUH S-TUAPOKCHUHUHIOITYKCYCHON KHCIIOTHI TOYKAMU.

[Tpu BUIlomax mpuMeHEeHHE OKTPEOTHIa MPUBOAUT Y OONBIIMHCTBA MAIUEHTOB K YMEHBIIICHHIO
CEKPETOPHOW JHAapeH TSKEIOM CTENEHU W, COOTBETCTBEHHO, K YJIYUYIICHHIO KAa4eCTBA >KU3HH.
OIHOBPEMEHHO NPOUCXOJUT YMEHBIIEHHWE COMYTCTBYIOUIUX HAPYUIEHUN 3JIEKTPOJIUTHOIO
Oayanca, HarIpUMeEp, TUMOKATUEMHUH, YTO TO3BOJISIET OTMEHUTD YHTEPATLHOE U MapEHTEPATIBHOE
BBEJECHUE IKUIAKOCTM U DJEKTPOJIUTOB. Y HEKOTOPBIX MAlMEHTOB 3aMEIJIACTCS WM
OCTaHaBJIMBAETCS POTPECCUPOBAHUE OIYXOJIH, IPOUCXOJUT YMEHBIICHHUE €€ Pa3MEPOB, a TAKKE
pa3MepoB MeTacTa3oB B TMeueHb. KIWHWYECKoe yhydllleHHe OOBIYHO COIMPOBOXKIAETCS
YMEHBIIEHUEM KOHIICHTPAIIMK Ba30aKTUBHOTO HHTeCTUHANBHOTO nentuaa (BUII) B mnasme kposu
WJIM €€ HOpMaJIu3aluen.

IIpn r1iIFOKaroHoMax IPUMEHEHHE OKTPEOTHAA NPHUBOJUT K YMEHBIICHHI) MHUTPHUPYIOLIEH
sputeMbl. OKTpPEOTHJ HE OKa3bIBa€T CKOJIbKO-HMOYJb CYIIECTBEHHOTO BIIMSHUS Ha
BBIPAXEHHOCTh TUIIEPIIIMKEMUU IPU CaxapHOM JuadeTe, pu 3TOM NMOTPEeOHOCTh B UHCYJINHE WU
TUIOTTIMKEMUUYECKUX MIperaparax /i IpueMa BHYTpb 00ObIYHO ocTaeTcs Heu3MeHHoH. [Ipenapar
BBI3BIBAECT YMEHBIIEHUE CTENECHU TSKECTH TUAPEH, YTO COMPOBOXKAAECTCS YBEIUYEHHEM MACCHI
Tena. XOTs YMEHBIIEHUE KOHIEHTPALUK TJII0OKAaroHa B IUIa3Me KPOBU IO BIMSHUEM OKTPEOTHIA
HOCHUT TPAH3UTOPHBIM XapakTep, KIMHUYECKOE YIYYIIEHHE OCTaeTcs CTaOWIbHBIM B TEUEHHUE
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BCETO MepHo/ia MPUMEHEHHS IIpernapara.

Y manmueHToB ¢ TacTpHHOMaMmu / CHHAPOMOM 30JUTMHTEpa — DJUIMCOHA NpU  IPUMEHEHUU
OKTpEOTHZa B MOHOTEpANMU WJIM B KOMOMHAIMM C MHTUOUTOpaMHM HPOTOHHON MOMIBI HIIU
OsiokaTopamu H2-THCTaMUHOBBIX PELIEITOPOB BO3MOXHO YMEHBIIEHUE TUIIEPCEKPELIUN COJISTHON
KHUCIIOTBl B JKEIYyIKE, YMEHBIICHHE KOHILICHTPALMM TacTpyHa B IUIa3ME€ KpPOBHU, a TaKXkKe
YMEHBLIECHUE BBIPAKEHHOCTU JUAPEU U «IIPUIINBOBY.

VY NanyeHToB ¢ MHCYJIMHOMAaMH OKTPEOTHJ YMEHbBIIAET KOHIEHTPALUIO MMMYHOPEAKTHBHOTO
MHCYJIMHA B KPOBH (3TOT 3(h(heKT MOKET OBITh KPATKOBPEMEHHBIM — OKOJIO 2 ). Y HalUeHTOB C
orepabeIbHBIMU OIYXOJSIMA OKTPEOTHI MOKET 00ECHEeYNTh BOCCTAHOBJICHUE M MOJICPKAHUE
HOPMOTJIMKEMUH B MPEIONEPALMOHHOM TepuoAe. Y TMalUeHTOB C HeolepadenbHbIMU
JNOOpPOKAYECTBEHHBIMH W 3JI0KQYECTBEHHBIMHM  OITyXOJISAMH KOHTPOJb TJIUKEMHH MOXKET
yIy4IIaThCs U 6€3 OTHOBPEMEHHOTO MPOOKUTEIFHOTO YMEHBIICHHSI KOHIICHTPALUK HHCYIHMHA
B KPOBH.

VY NanmMeHToB C PEOKO BCTPEHAIOUIMMHUCSA OMYXOJSIMH COMAaTONIMOCPUHOMAMH OKTPEOTU
YMEHBILIAET BBIPAKEHHOCTh CUMIITOMOB aKpPOMETAJIIMU. JTO CBS3aHO C IOJABICHUEM CEKpeLnu
pwmsunr-hakropa ['P u camoro I'P. B panpHelimeM MOXET yMEHBIIUTHCS THIEPTPOQPHS
runodusa.

[Tpu peppakrepHoii tuapee y nanueHTo co CITNJ] npuMeHeHne oKTpeoTH 1a MpUBOAUT K IOJTHON
WJIH YaCTMYHOM HOPMAIM3al[MK CTYJ1a IPUMEPHO Y /3 MallueHTOB ¢ Auapeeii, He KOHTPOJIUPYEMOii
a/ICKBaTHOM Tepanuei MpOTHBOMUKPOOHBIMH W/WIIN TIPOTUBOAUAPEHHBIMU CPEICTBAMH.

VY nanueHToB ¢ MPEACTOSALIMM OINEPATUBHBIM BMEIIATEIHCTBOM Ha TOJKENYIOYHON JKee3e
MPUMEHEHHUE OKTPEOTHJa BO BpeMs OIEpalldd W TOCJI€ HEE CHIKAET YacTOTy THIHUYHBIX
MOCIICONEPAIIMOHHBIX OCIIOKHEHUN (HanmpuMep, MaHKpeaTHdecKuX CBHILEH, abClieccoB, cerncuca,
MIOCJICOTIEPAIIMIOHHOT0 OCTPOr0 IaHKPEaTUTa).

[lpu KpOBOTECUEHHH W3 BAPHKO3HO PACHIMPCHHBIX BEH MHIICBOJA M JKEIYJIKa y IMAlUEHTOB C
UPPO30M TICUCHU TMPUMEHEHHE OKTPEOTHa B KOMOWHAIIMHA CO CIEHU(DUYSCKUM JICUCHUEM
(HampuMmep, CKJIEPO3UpYIONIeH Tepanuel) npuBOIUT K Oojee 3¢GEeKTUBHON OCTaHOBKE
KPOBOTCUCHHSI M PAHHETO IMOBTOPHOTO KPOBOTCUCHUS, YMEHBIICHHIO oO0beMa TpaHc(hy3ud U
YIYYIIEHUIO 5-THEBHOM BEIKHMBAEMOCTH.

5.2. ®apmakoKUHEeTHYeCKHUE CBOHCTBA

AOGcopbuus

[Tocne m/k BBemEeHHUS] OKTPEOTHI OBICTPO U TIOJHOCTBIO BCachiBaeTcs. MakcuMmaiabHas
KOHIIEHTpalKs OKTPEOTH/IA B IJIa3Me KPpOBU oTMeuaercs yepe3 30 MuH.

Pacnpenenenne

CBs3b ¢ OenkaMu I1a3Mbl KPOBH cocTaBiisieT 65 %. CBsi3pIBaHUE OKTPEOTHAA C (POPMEHHBIMU
AJIEeMEHTaMH KPOBU KpaiiHe He3HauuTeabHo. O0beM pacnpenenenus coctasisier 0,27 J/Kr.

OIUMUHALKA

[Tepnon momyBBIBeCHHS TOCHE TI/K WHBEKIHMH Tpemapara coctasisier 100 mun. Ilocme B/B
BBEJICHUS BBIBEJICHHE OKTPEOTH 1A OCYIIECTBIsIETCS B 2 (Dasbl, ¢ MepuoiaMu MmoryBbiBeaeHus 10
1 90 MUH COOTBETCTBEHHO. boJTbIiast 4yacTh OKTPEOTH 1A BRIBOAUTCS Yepe3 KUIIIEUHHK, OKOI0 32 %
— B HEM3MEHEHHOM BHJIe moukaMu. OOmumii kiaupeHc cocranusger 160 mi/MuH.
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6. PAPMAIIEBTUYECKHUE CBOMCTBA (NOCNEOOBATENBHOCTE

6.1. Hepeqeﬂb BCIIOMOraTeJbHbIX BCIIECCTB

Mannuton (E 421)
MomnoyHas kuciora
Harpus ruapokap6onar (aas koppekuuu pH)

Bona qi1s uBbeKImn
6.2. HecoBmecTUMOCTH

JlaHHbINl JIEeKapCTBEHHBIN IpenapaT HE CJIEAYyeT CMEIIMBAaTh C APYTUMHU JIEKAPCTBEHHBIMU
IpernapaTami, 3a HCKJIIOYEHUEM YIIOMAHYTBIX B paszene 6.6.
OxTpeoTu He cTaOWIIEH B pacTBOPAx MPENapaToB MOJHOIO MAPEHTEPATbHOIO TUTAHMSL.

Coobu1anock o puzndeckoil HECOBMECTUMOCTH, HAIPHUMED, C TAHTOIIPA30JIOM.
6.3. Cpok roqHocTH (CpoK XpaHeHus )

2 roza.

ITpuroToBJIeHHBINA PAaCTBOP

[IpuroToBneHHBIH pPacTBOpP COXpaHSET (PUIUUECKYI0 M XHUMUYECKYH) CTaOUIBHOCTH TpPU
temneparype Huxke 25 °C no MeHblIe Mepe B TeueHue 24 yacoB. Bo n3bdexxanue MUKpOOHOTO
3arpsi3HEHUS PACTBOP MPEANOUYTUTENIHHO UCIIOIB30BAaTh HEMOCPEACTBEHHO MOCIIE IPUTOTOBIICHUSI.
Ecnu pactBop He MCIONb30BaH HEMOCPEACTBEHHO IOCJE MPUTOTOBIEHUS, €0 CIEIYET XPaHUTh
npu temieparype oT 2 no 8 °C ue 6onee 24 uacos. Ilepen mpuMeHeHUEM pacTBOp cleAyeT
BbIJIEP>KATh [P KOMHATHOM TeMIleparype.

OOmee BpeMsi MEXAYy pa3BEACHHEM, XPaHEHHEM B XOJOAUJIbHUKE M OKOHYAHHWEM BBEICHHS
pacTBopa He JI0JDKHO MPEBBIMIATh 24 daca.

6.4. Oco0ble Mepbl NPEIOCTOPOKHOCTH NPH XPAHEHUHU

Xpauuts B XonoauibHuKe (2—8 °C) B OpUrHHAILHOM yITaKoBKe (TTa4Ke) JUisl 3alUThI OT cBeTa. He
3aMOPaKNUBATh.

6.5. XapakTep u cofep:kaHHe YNAKOBKH

1 M B AMITYJIbl CBCTO3AalIUTHOTO CTCKJIA THUII Ic IBCTHBIM KOJIbIIOM pa3jioMa HUJIA C I_[BCTHOI\/’I
TOYKOM M Haceukou. Ha aMITyJIbl JOIMOJIHUTCIIbHO HAHOCAT OAHO, ABAa WX TPH IBCTHBIX KOJIbIA
nunu 6e3 JAOIIOJITHUTCIIbHBIX IBCTHBIX KOJICII.

Ha xaxnayro aMiyny HaKJIEHBalOT CaMOKJIESIIIIYIOCS ATUKETKY.

5 ammyJ OMELIAIOT B KOHTYPHYIO SYEMKOBYIO YIIAKOBKY U3 IUICHKH IOJUBUHWIXJIOPUIHON U
IUICHKH MOJMMEPHOM, WK 0e3 MIeHKH.

| unm 2 KOHTYpHBIE SYEHKOBBIE YIAKOBKM BMECTE C MHCTPYKIMEW IO MEIULIUHCKOMY
MPUMEHEHHUIO (JIMCTKOM-BKJIABIIIIEM) TOMEIIAIOT B AUKy U3 KapTOHA.

13



COOTBETCTBY
oT 1!_7-

(MOGCHENQBATENEHOCTE 0005
6.6. Ocobble  Mepbl  NPENOCTOPOKHOCTH ___ INPH 1 "Vr-llm‘l—alr;aﬁnn — ' CN0IBL30BANHOLO

JIEKAPCTBEHHOI0  Mpemapara WJIM OTX0A0B, TOJYYEHHBIX TOCJe NpPUMEHEeHHs
JIEKAPCTBEHHOI'0 Mpenapara, ¥ Apyrue MaHuIyJIsiiHU ¢ NpPenapaTom

Ilepen napeHTepa’dbHBIM BBEJACHUEM CIEAYET BHU3YaJbHO OLIEHUTh PACTBOP Mpemnapara Ha
MIpEeAMET U3MEHEHHUS LIBETA WIIM HAJTMYUS MEXaHUYECKUX BKIIFOUCHUM.

OxTpeoTun B TedeHHe 24 YacoB COXpaHsAET (PU3MYECKYI0O U XUMHUECKYI0 CTa0MJIBHOCTH B
crepuibHOM 0,9 % pacTBOpe HaTpus xyopuaa Ui 5 % pactBope AeKCTPo3bl (I1t0K03bl). O1HAKO
B CBA3M C TEM, UYTO OKTPEOTHJ MOXKET BIUATH Ha OOMEH IJIIOKO3bl, IPEANOYTUTEIHHO
ucnonb3oBath 0,9 % pacTBop HaTpus XJI0pUAA.

[Tpr HeoOX0MMOCTH B/B BBEJICHUS OKTPEOTH A COACP)KUMOE OHON aMITyJIbl CJIEyeT Pa3BECTH B
60 mn 0,9 % pacTtBOpa HaTpusl XJOpPHAA; MPUTOTOBICHHBIA PAcTBOP CIEAYyeT BBOAWUTH B/B
KaIeJabHO.

Yrunmsanus

YHHYTOKEHUE HEHUCIIOJIb30BAaHHOI'O npemnapara HWJIKM pPaCXOJHbIX MATCPUAIIOB  OOJIKHO
MMpOBOAUTHCA B COOTBETCTBUHU C JIOKAJIbHBIMHU Tpe6OBaHI/I$IMI/I.

7. AIEPKATEJIb PETUCTPAIMOHHOI'O YIOCTOBEPEHUSA

Poccuiickas ®@eoepayus

3A0 «Dapm®Pupma «CoTexc»

141345, Mockogckas o0u1., T. Ceprues Ilocan, n. benukoso, 1. 11
Ten.: +7 (495) 956-29-30

OnexkTpoHHas noyra: info@sotex.ru
7.1. IlpeacTraBuTe b AepKATEJIs] PErHCTPALMOHHOIO YI0CTOBEPEHHUS

[IpereH3un HOTD66I/IT6JICI>'I HaIpaBJIITh 110 aApecy.

Poccuiickas ®@eoepayus

3A0 «DapmPupma «CoTekc»

141345, Mockogckas o0u1., T. Ceprues Ilocan, n. benukoso, 1. 11
Ten.: +7 (495) 956-29-30

OnekTpoHHas nouta: pharmacovigilance@sotex.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

JITT-Ne(006309)-(PT-RU)

9. KATEI'OPHUSA OTIIYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexapcTBEeHHBIN ITpEnapaT OTHOCUTCS K KATETOPHH OTITYCKa IO PELENTY.

O6mas xapakrepuctuka JiekapctseHHoro npenapata OKTPETEKC noctynHa B enuHOM peecTpe
3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB EBpasmiickoro 3KOHOMHYECKOIO COHO3a M Ha
opUIaTEHOM canre YIOJITHOMOYEHHOTO opraHa (axcnepTHOM OpraHu3aIim)
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