COOTBETCTBYET 3KI
ot 01.11.2025 N= 27472

OBILAST XAPAKTEPHCTHKA JTEKAPCTBEHIFOPOTIPEITAPATA U019

CMEPTHOMY OTUETY

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI'O ITPETTAPATA

OKTPETEKC, 0,1 mr/mu1, pactBop Jutst H”HGY3UH 1 TTOJAKOKHOTO BBEICHUS.

2. KAYECTBEHHBIW U KOJIMUECTBEHHbINA COCTAB

JleficTBy1O1II€€ BEIIECTBO: OKTPEOTHI.

Kaxaprit M1 pactBopa coaepkut 0,1 Mr okTpeoTna arerara (B mepecyere Ha OKTPEOTH).
Kaxnas ammyina comepxut 0,1 Mr okTpeotuia anerara (B nmepecuere Ha OKTPEOTHI).
BcnomorarenbHbie BCIICCTBA, HAJITMYMEC KOTOPBIX HAJ0 YYUTLIBATHL B COCTABC JICKAPCTBCHHOI'O
npenapara: Hatpuid (cMm. pazzaen 4.4.).

ITomubIi MNEPCUCHb BCIIOMOT'aTCIIbHBIX BCHICCTB ITPHUBCIACH B pa3aciic 6.1.

3. JIEKAPCTBEHHASA ®OPMA
PactBop st nH(DY3Mii U TOJKOKHOTO BBEICHUS.

[Tpo3paunblii OecLBeTHBIN pacTBop Oe3 3amaxa.

4. KIMHUYECKUE JAHHBIE
4.1. Iloka3aHusl K IPMMEHEHUIO

[Ipenapar OKTPETEKC mnoka3zaHn Kk NpUMEHEHHIO y B3pOCIBIX B BO3pacte oT 18 ner mpu
CJICAYIOIINX 3a00JIEBAaHUSIX U COCTOSTHUSIX

— Akpomeranus

JIJ1s1 KOHTPOJISE OCHOBHBIX MPOSIBICHUHN 3a00JI€BaHNs U YMEHbIIEHHUS] KOHLIEHTPAI[MM TOPMOHA

pocta (I'P) 1 uaCYnuHOMOI00HOTO pakTopa pocta-1 (MDP-1) B rtazmMe KpoBU MPH OTCYTCTBUH

JIOCTaTOYHOTO0 3 PeKTa OT XUPYpPruiyecKoro JeUeHUs WK JIy4eBOM Tepanuu, a TaKXKe JeueHue

NAUEHTOB C aKpOMETajInel Mpy HAJIMYUK IPOTUBONIOKA3aHUM K ONIEPaTUBHOMY JICUEHUIO WU

IIPU OTKa3€ OT TAKOBOI'0; JICYEHUE B IIEPUOJ ITOCIIE JIyUYE€BOU TEPAIUU 10 Pa3BUTH €€ IIOJTHOTO

s dekra.

CekpeTHupyrolie 53HIOKPUHHBIE OMyXoyuu kenymouHo-kumieuyHoro Tpakta (OKKT) w

MO/IKEITY IOYHOU JKEeJEe3bI — JIJIs1 KOHTPOJISI CUMIITOMOB:

® KapUHMHOWJHBIE OIYXOJIH C HAUINYMEM KAPIUHOUTHOTO CUHAPOMA;

e BlIlomsr (omyxonu,  XapaKTepu3yloIIMecs  TUIEepPHpOAyKUHEH  Ba30aKTHMBHOIO
MHTECTHUHAJIBHOTO MENTUAA);

® T[JIIOKAarOHOMEIL;
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® TacTPUHOMBI / CHHIPOM 30JTHHIEpa — 3,FIJ'II/ICOHa|: nl‘lK;kg%EfH%ﬂtylkbﬁéhﬁaﬁrah c

MHTHOUTOpaMU MPOTOHHOM MOMIIBI U OJ0KaTOpamMu Ho-rucTaMUHOBBIX pEeLENTOPOB,;
® HMHCYJUHOMBI (JUI1 KOHTPOJIS TUTIOTTIMKEMHUH B NIPEIONEPAMOHHOM MEPHO/IE, & TAKXKe IS
MOJJICP)KUBAIOLIEH Teparnum);
® COMaTONUOCPUHOMBI (omyxounu, XapaKTepU3YIOIIUECs TUIIEPIPOYKIIHEH
punusuHr-gakropa I'P).
[Tpenapatr OKTPETEKC He siBisieTcss NpOTUBOOIYXOJEBBIM IIPENAPATOM U €r0 NPUMEHEHUE
HE MOJXKET MPUBECTU K U3JICUCHUIO JJAHHOM KaTeropuu ManrueHTOB.
— Koutpons cumnTomMoB pedpakTepHOl  AMAapeH, AacCOLUMUPOBAHHOM C  CHHIPOMOM
nprobperenHoro ummynozaedunura (CITA).
— IIpodunakTuka OCIOKHEHHI MTOCIIE ONepalil Ha MOKEITYA0YHOH Kelese.
— OcraHOBKa KpOBOTEUEHUsT M NPOPUIAKTHKA PEHUIHUBOB KPOBOTECYEHHUS] U3 BapHUKO3HO
pacIIMpeHHBIX BEH MUILIEBO/IA U KeNyIKa y TAIlMeHTOB C IIMPPO30M MTEYeHU B KOMOMHALIMHU CO
cnenupuYecKUMH  JIeUeOHBIMU  MEpPONPUATHUAMHU,  HANpUMEp,  DHIOCKOMHYECKON

CKJIEPO3UPYIOIIEH Tepanuen.

4.2.  Pe:xxum 103UPOBAHUSA U CMIOCO0 NPUMEHEHHUS

Pexxum 103upoBaHus

Axpomezanus

[lpu akpomeranuu mepBoHayanbHO mpenapaT BBomAT mo 0,05-0,1 Mmr moxkoxHO (I/K) €
uHTepBIaMu 8 wiu 12 4. JlanpHeWmas KOPpEKIHs 03kl JIOJDKHA OBITh OCHOBaHAa Ha
eXKeMeCsUHBIX onpezeneHusx KoHueHTpauuu I'P u MDP-1 B kpoBu (ueneBas KOHILEHTpALUS:
I'P < 2,5 ur/mu; UDP-1 B npenenax HoOpMalbHBIX 3HAUEHUH ), aHATTN3€ KIMHUYECKHX CHMIITOMOB
U TEepEeHOCHUMOCTH Ipernapara. Y OOJBIIMHCTBA MAallMEHTOB ONTUMAalbHas CyTOYHasl [103a
cocrasisiet 0,2-0,3 mr. He criegyeT npeBbimaTh MaKCHMAaIbHYIO 103y, COCTaBISAIONIY0 1,5 Mr B
cyTku. Y manuenTos, nonydaroumx npenapar OKTPETEKC B crabunbHON 103€, onpeaeneHue
koHueHTpauun UOP-1 w/umu I'P cnenyer npoBoauth kaxasle 6 Mmecaues. Ecnu nocie 1 mecsna
neudenus npenaparom OKTPETEKC He oTmeuaeTcsi JOCTaTOUHOTO YMEHbBIIEHUS! KOHLIEHTPALUN
NOP-1 w/umn I'P u ynyuimieHus KIMHUYECKOM KapTUHBI 3a00J€BaHUs, TEPAINUIO0 CIEAYyeT
IIPEKPATUTB.

Ouookpunnwvle onyxoau KKT u noocenydouroii srcenesvi

[Tpu supokpunHbix onyxoisix JKKT u momxkenymodHoi »kene3bl IpenapaT BBOAST I/K B
HavampHOW Jo3e 0,05 mr 1-2 pasza/cyr. B janmbHeWIeM B 3aBHCHMOCTH OT JIOCTHTHYTOTO
KJIMHUYEeCKOoro 3¢ (dekTa, BIUIHNS HAa KOHIIEHTPALUIO TOPMOHOB, MPOIYLIUPYEMBIX OMYXOJbio (B

CJIydyac KapUUHOWUIHBIX OHYXOHCﬁ — BIIMIAHHUA Ha BBIICICHUC S-THHPOKCI/II/IHHOHYKC}/CHOﬁ
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KHCJIOTBHI C MOUO#), U IEPEHOCUMOCTH, JI03Y Tperapara h’[%%ﬁ'gm%l‘ﬂlﬁ nob‘? MT

3 paza/cyr. B UCKIIOYMTENBHBIX CIIydasX MOTYT TOTpeOoBaThCsi OoJjiee BBICOKHE JIO3BI.
[ToanepsxuBaroIyIo 103y Mpenapara cieayeT NoI0upaTh HHANBUIYAIBHO.

[Ipy kapuuHOMIHBIX omyxoysix B ciydae, ecau tepanusi npenaparoM OKTPETEKC B
MaKCHMaJbHOU epeHOCUMOH J103¢ B TeueHue 1 Henenu He Obi1a 3¢ HEeKTUBHOM, IeUeHUE CIIeAyeT
MIPEKPATHUTb.

Pegpaxmepnas ouapes, accoyuuposannas co CITHJ]

IIpu pedpakrepHoit quapee, accouunpoBannoi co CIIN], mpenapar BBOIAT /K B HAYaJIbHOU
no3e mo 0,1 mr 3 paza/cyr. Ecnu mocnie 1-ii Hemenu jedeHHs HE OTMEYAETCs] KIMHUYECKOTO
yIydlleHus, 103y IpernapaTa ciaeayeT YBEIMUUTh UHAWBUYaIbHO, BILIOTH A0 0,25 Mr 3 pa3a B
cyTtku. Koppekuuto 10361 IPOBOAAT C y4E€TOM AMHAMUKH CTyJa U MEPEHOCUMOCTH Ipernapara.
Ecnu B Teuenue 1-ii nenenu neyenus npenapatom OKTPETEKC B noze 0,25 mr 3 pa3a B CyTku
yIy4dIlIeHUs] He HACTYIAaEeT, TePAIUIO CIeyeT MPEKPaTUTb.

Ipogpunaxmuxa ocnodxcrhenuti nocie onepayuli Ha NOOXCerYO0YHOU dcelese

Jist mpopUIaKTHKH OCIIOKHEHHI TI0CIIE ONepaliii Ha MOKETYI09HOM KeJe3e mpenapaT BBOAST
n/k B no3e 0,1 Mr 3 pasza/cyT Ha OpOTsDKEHUU 7 MOCIENOBaTeNbHBIX JHEW, HauyuMHas CO JHS
onepanu (1o KpaiHel Mepe, 3a 1 yac 10 JanapoToMuu).

Kposomeuenue uz eapuxo3no pacuupennsix 6eH nuueeo0a u iceiyoka

[Ipu kpoBOTEYEHUH U3 BAPUKO3HO PACIIMPEHHBIX BEH MUIIEBOJIA U KEIIYAKa MpernapaT BBOAST B
no3e 0,025 Mr/4 myTeM HeNpepbIBHOW BHYTpHBEHHOM (B/B) HH(y3uH B TeueHue 5 aueil. [Ipenapat
OKTPETEKC moxHo pa3Boautsb B 0,9 % pacTBope HaTpus XjJopuaa. Y HalUEeHTOB ¢ LIUPPO30OM
MEYEHU C KPOBOTEUEHHUEM U3 BAPUKO3HO PAaCHIMPEHHBIX BEH NMUIEBOA OblJla OTMEUYEHA XOpoIlias
MEePEHOCUMOCTh T€PANTUU OKTPEOTUIOM, B TeueHue S5 nuei 10 0,05 Mr/4 B Bujie HEMPEpPHIBHOM B/B

UHOY3UH.

Oco0ble TPVIIILI TAIKEHTOB

Tayuenmvi ¢ napywenuem yHkyuu neyenu

[TockoybKY UMEIOTCS TaHHBIE 00 YBETMYCHUH TIEPUO/Ia TTOTYBBIBEICHHS OKTPEOTH 1A Y TTAIIUEHTOB
C LUPPO30OM ICYCHU, PEKOMEHAYETCS KOPPEKIHS TOIICPKUBAIOICH 03l Yy MAIMCHTOB C
HapymieHHeM GYHKIIUN TICYCHH.

Iayuenmvl ¢ napywenuem GyHKyuu nouex

Koppekiuu 10361 OKTPEOTH 1A Y MAIMEHTOB C HapyIIeHueM (DYHKITUH MTOYeK He TpeOyercs.
Tayuenmor noxcunozo éo3pacma (> 65 nem)

B Hacrosiiee BpeMst HET JaHHBIX O CHIDKCHHH MEPEHOCHMOCTH TEparMy IPernaparoM y JIUIL

MOKUJIOTO BO3pAcTa U HEOOXOJUMOCTH KOPPEKLIUU PEKUMA T03UPOBAHMUSL.
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(NMOCNEOOBATENEHOCTE 0019)

eTH
OnbIT NpUMEHEHUSI OKTPEOTH/Ia y JIeTel U MOAPOCTKOB 70 18 seT orpannyeH. besomacHocTh u
¢ dexTuBHOCT, y JAeTeld U MOAPOCTKOB B Bo3pacTe A0 18 Jer Ha JaHHBII MOMEHT He

YCTAHOBJICHBI.

Cnoco0 npuMeHeHus

[Toak0’kHO, BHYTPUBEHHO HH(Y3HOHHO.

Tlookoorcnoe 6sedenue

Ilepen camMOCTOSITENBHBIM IIPOBEAEHNEM MOAKOXKHBIX MHbeKIMI npenapatra OKTPETEKC Bpauy
WA METUIIMHCKOM cecTpe clieyeT 00yYuTh NalueHTa NPaBUIbHON TEXHUKE MPOBEACHUS TaHHON
MaHUIYJISALUH.

C uenbro yMmeHblIEHUs OOJM B MECT€ HHBEKLUHU CJIEIyeT BBOAUTH PacTBOpP KOMHATHOM
TeMIieparypsl. He ciieyer BBOguTh Ipenapar B OJJHO U TO K€ MECTO ¢ KOPOTKUMH IIPOMEKYTKAMH
BpEMEHHU. AMIIYJbl CJIEAYyeT OTKpbIBaThb HEIOCPEACTBEHHO II€pe]l BBEACHUEM IIpernapara;
HEHUCIOJIb30BaHHBINA PAaCTBOP CIEAYET YTUIU3UPOBATh.

Brympusennoe esedenue

Ilepen nprMeHEHHEM pacTBOP CIENYET BbLIEPKATh IIPU KOMHATHOM TeMIIEpaType.

WHupy3uro NOBTOPSAIOT € HEOOXOIMMOM YacTOTOM B COOTBETCTBUM C PEKOMEHIOBaHHOU
JUINTEJIBHOCTBIO JieueHusl. Bo3MOXHO BBeneHHe pacTBopa Ipemnapara U B 0Oosiee HHU3KOU
KOHIIEHTpALUH.

WHcTpyKkius 1o pa3BeACHUIO Mpenapara mneper HH(Y3UOHHBIM BBEIEHHWEM IIPEJICTaBICHA B

paznene 6.6.

4.3. IIporuBomoka3aHus
['MnepuyBCTBUTENBHOCTh K  OKTPEOTHAY WM K JIOOOMY U3 BCIHOMOIaTEIbHBIX BEIECTB,

NIEPEYUCIICHHBIX B pazzaene 6.1.

4.4. QOco0ble ykazaHus 1 Mepbl MPeJI0CTOPOKHOCTH NPHU NPUMEHEHUH

[Tpu omyxomsix runodmusa, cexkperupyromux [P, HeoOxomumo TiiaTenbHOE HaOMIOAECHUE 3a
MAalEeHTAMH, MTOJYYaloMMHA OKTPEOTH, TaK KaK BO3MOYKHO YBEJIIMUYEHHE Pa3MEpPOB OMYXOJIH C
pPa3BUTHEM TAaKOI'O CEPLE3HOI0 OCIOKHEHMs, KaK CY)XKEHUE IOJIEW 3peHus. B sTux ciydasax
CJIeZlyeT pacCMOTPETh HEOOXOJUMOCTh IPUMEHEHUS IPYTUX METO10B JeueHus. [Ipu npuMeHenun
OKTPEOTH/1a B T€YEHHE UIUTEIHHOTO MEPHOIa BPEMEHU HE00X0IMMO KOHTPOJIUPOBATh (DYHKIUIO

U TOBUIHOM JKeJIE3HI.
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HapyieHus co CTOpOHEI CEPAEUYHO-COCYIUCTON CUCTEMEI

[Tpu mpuMeHeHuN mpenapaTa OTMEYAINCh CIIydau pa3BUTHs Opaaukapauu (Tpajalus «4acTo).
B03M0OXkHO BO3HMKHOBEHHE HEOOXOAMMOCTH YMEHBIIEHUS J103bl OeTa-aJpeH00I0KaTOpOB,
0JIOKaTOPOB «MEJJICHHBIX» KaJbIMEBbIX KAHAJIOB WJM IpENapaToB, BIUSIOIMIMX Ha BOJHO-

AJIEKTPOJIUTHBIN OallaHC.

Hapynienne nuTagus

Y HEKOTOPBIX MALMEHTOB OKTPEOTU MOXKET U3MEHSTh aOCOPOLIMIO )KUPOB B KUILICYHHKE.

Ha ¢one nmpuMeHeHHs OKTPEOTHIa OTMEYAIOCh YMEHBIICHHE KOHIIEHTPAllMM BUTaMHHA B1o u
OTKJIOHEHHE MOoKa3aresei Tecta BcachiBaHUs kobanamuHa (tect Lunnunra) oT HOpMBI.

[Ipy npuMeHEeHUM OKTPEOTHAa Yy NaIUEHTOB ¢ JeduuuToM BUTaMHUHa Bi2 B aHamHese

PCKOMEHAYCTCA KOHTPOJIUPOBATL €0 KOHICHTPAILIUIO.

HaDVHIeHI/IFI CO CTOPOHBI IICUYCHHU U KCIIYCBbIBOAAIINX HVTGI\/JI

Ha ¢oHe mpuMeHeHHs OKTPETOTHJa 4YacTO OTMEYaloCh BO3HHUKHOBEHHE KaMHEW >KEIYHOIo
IIy3bIPs,, COIIPOBOXKIAIOIIEECS PA3BUTUEM XOJIELMCTUTA U PACIIMPEHUEM HKEITYEBBIBOIAIINX
npoTokoB. Ilo MaHHBIM NHOCTPErMCTPALIMOHHBIX HUCCIECJOBAHUM TaKKe OTMEYaIUCh CIy4yau
Pa3BUTHUSI OCIIOKHEHUS B BUJIE XOJIaHTUTA. BceM nmanueHTam cieayeT NpoBOIUTh YIIbTPa3ByKOBOE
UCCJIEOBAHNE JKEIYHOIO Iy3bIps IEpEeJ] HadajaoM JICYEHMs], a TaKXkKe Kaxzable 6—12 mecsues
IIPUMEHEHHUS OKTPEOTUA.

[Ipy HanmuuuM KaMHEW MXEIYHOro My3blps 1O Hayajla Tepaluy MpernapaToM BO3MOXKHOCTh
IIPOBEJCHUS TEpANUM CIEAYyeT OLEHUBATh MHAMBHUYAJIbHO MCXOJ U3 OTHOIICHHS BO3MOKHOIO
pHCKa K MOTEHIMAIbHOM M0JIb3€ Tepanuu mpenaparoM. Het TaHHBIX 00 yXyIIIIEHUU TEYEHUS YKe
CYIIECTBYIOIIEH JKeTYHOKaMEHHON O0JIe3HU IPU MPUMEHEHUHN OKTPEOTH/IA.

Pexomenoayuu npu obpazosanuu Kammet HCeauHo20 ny3uips NPU NPUMEHEHUU OKMpeomuoda

e beccuMNTOMHBIE KAMHU JKETUYHOTO ITY3bIPs

IIponomkeHne Tepanuu npenapaToM ¢ NOBTOPHOM OLEHKOM COOTHOILIECHHUS «I10J1b3a — pUCK». He
TpeOyeTcs Kakux-I1u00 JIe4eOHbIX BMENIATENbCTB; HA0JI0IeHNE PEKOMEH0BAHO MPOIOJIKUTh.

e KaMHU KeITYHOr0 My3bIps C KIMHUYECKON CUMIITOMAaTHKOM

B 3aBHCHMOCTHM OT COOTHOLIEHUS «IOJb3a — PUCK» CIEIYET NPEKPATUTh WIN IPOJOJIKHTH
Tepanuio npenapaToM. JledeHre naueHTa ¢ KaMHsIMU JKEITYHOTO ITy3bIpsl, COITPOBOXKIAIOIIUMUCS
KIIMHUYECKOW CUMITOMATHUKOM, JOJDKHO COOTBETCTBOBATH IPHUHSATHIM CTaHAApTaM TEpaInU.
MenukaMeHTO3HOE JIeueHUE BKIIIOYaeT MpUMEHeHHe KOMOMHAIUI MpenapaToB KeTIHbIX KUCIOT

(HampuMep, XEHO/IE30KCHUXOJIeBasi KUCIOTa B COYETAHHU C YPCOAC30KCHXOJICBOH KHCIOTOW B
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COOTBETCTBYIOIIUX J103aX) C YIbTPa3BYKOBBIM KDHTDOJ'IC{\JI-l,le,:(I): TIOTHOTO T O BekTA KAMHCH.

Dunokpuuabsle onyxoau KXKT

B peaxux cinydasx y nmanueHToB ¢ 3HAOKpUHHBIMH onyxoisiMu JKKT Bo3moOxHO BHe3amHoe
npekpaieHue 3(pQPeKTUBHOrO KOHTPOJIS CUMIITOMOB IIPH JICYEHUU OKTPEOTUIOM C OBICTPHIM

BO3HHMKHOBCHHUEM pe€lHIHBa U Pa3BUTUEM TSDKEJI0H CUMIITOMATHKH.

MeTaboau3M MIFKO3bL

B cBs3u ¢ MHTHOMpPYIONIMM BIUSHHEM OKTpeoTuaa Ha [P, TIIOKaroH M WHCYJIUH BO3MOXKHO
pa3BUTHE HApPYIICHHI MeTa0oJIM3Ma TIIFOKO3bl B BUJEC HAPYIICHHS TOJEPAHTHOCTH K TIIFOKO3€
MOCTIE €]Ibl, & B HEKOTOPBIX CIy4asX — Pa3BUTHE MEPCUCTUPYIOIEH TUTIEPTINKEMUU B PE3yJIbTaTe
JUTUTETTLHOTO IPUMEHEeHHUS npernapata. OTMEUYSHBI TAKXKe CITydau pa3BUTHS TUIIOTIMKEMUH.

VY nmanueHToB ¢ HHCYIMHOMAaMH Ha (POHE JIeUYEHUSI OKTPEOTHIOM MOKET OTMEUAThCsl YBETUUYCHUE
BBIPQKEHHOCTH M TPOJOJDKUTEIBHOCTH THIIOTJIMKEMHH (3TO CBS3aHO C 0ojiee BBIPAKECHHBIM
MIOIABJISFOIUM BIIUSTHUEM Ha cekpennto ['P v rirokarona, 4emM Ha CEKpELHI0 MHCYIIMHA, a TAaKKe
C MEHBIICH JUTUTEITFHOCTHI0O HHTUOMPYIOIIECTO BO3ICHCTBUS HA CEKpeluio MHCynuHa). Ciemxyer
00eCIeynTh TIIATEIbHOE HAOIIOACHNE 33 TAKMMHU NAIIMCHTAMH KaK B Havajie JICUCHHs, TaK U IPU
KOKIOM HM3MEHEHUH J03bl Mpenapara. 3HauMTelIbHbIE KOJIeOaHHS KOHIEHTPAIMU TIIIOKO3bI B
KPOBH MOTYT OBITh NPEIYNPEKIACHBI ITyTeM 00JIiee 4acTOro BBEJCHUs IpermapaTa B MEHBIIHUX
no3ax. Y TMAIMEeHTOB ¢ CaxapHbIM JuadeToM | ThIa MpUMEHEHHE Tperapara MOXKET YMCHbBIIATh
NOTPEOHOCTH B MHCYJIMHE. Y MallUeHTOB 0e3 caxapHOoro nquabera U ¢ caxapHbIM AUa0eToM 2 TUla
C YaCTUYHO COXPAaHHOM ceKpeluell WHCyIMHAa MPUMEHEHHE OKTPEOTHIa MOXKET MPUBOJIUTH K
MPaHIUATBHON TUIEPTIMKEMUU. [Ipu TpUMEHEHWUH OKTPEOTHJA y NAIMEeHTOB C CaXapHBIM
TMabeToM PEKOMEHIYETCS TIPOBOJUTH KOHTPOJIb KOHIIEHTPAIMHM TIIOKO3Bl B KPOBH H

KOPPCKTHUPOBATH TCPAIINIO TMIIOTIIMKEMHUYCCKUMU IIpCriapaTaMu.

Bapuko3Hoe pacuminpeHye BEH NUILIEBOIA

ITockonbKy mocie KpOBOTEYEHHMH M3 BAPHUKO3HO DPACIIMPEHHBIX BEH IMIIEBOAA W JKEIylKa
HOBBIIIEH PUCK Pa3BUTHS caxapHOro nuabera | Tuma, a y NMalUeHTOB C YK€ CYIIECTBYIOIIUM
caxapHbIM JuabeToM 1 THMa BO3MOXHO M3MEHEHHE NMOTPEOHOCTH B MHCYJIUHE, B 3TUX CIydasx
HEOOXOIUM PEeryJISIPHbII KOHTPOJIb KOHIIEHTPAIMH TJTFOKO3bI B KPOBHU.

HeoOxonuma Koppekuusi pekuma JO3UpOBaHUS OJHOBPEMEHHO MPUMEHSEMBIX JTUYpPETHKOB,
6era-aapeHo0I0KaTOpoB, OJOKATOPOB «MEJICHHBIX» KaJbIMEBBIX KaHAJOB, WHCYJIUHA,

THUIIOTJIMKCMHUYCCKUX CPCACTB AJId IICPOPAJIbHOTIO NPUMCHCHH, IJIFOKAaroHa.

BcnoMorarensHble BEIECTBA
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COZICPKUT HATPHUSL.

4.5. B3aumoneiicTBHe ¢ JAPYrMMH JIEKAPCTBEHHbIMH IMpenaparaMd W JApyrue BHbI
B3aNMOJAEHCTBUSA

MoskeT BO3HUKHYTh HEOOXOIMMOCTH KOPPEKIUU JI03bI OeTa-a[peHO0IOKaTOpOB, OJIOKATOPOB
«MEJJICHHBIX» KaJIbIIMEBBIX KaHAJIOB, MPENaparoB s KOPPEKIUU BOIAHO-3JIEKTPOJIUTHOTO
OasaHca npu UX OJHOBPEMEHHOM IIPUMEHEHUU C OKTPEOTUIOM.

MokeT BO3HUKHYTh HEOOXOAMMOCTh KOPPEKIIMH J03bl UHCYJIMHA WU MIPENapaToB Ui JICUEHUS
caxapHOro auadera npu UX OJIHOBPEMEHHOM MPUMEHEHUHU C OKTPEOTUJIOM.

OKTpeoTH]1 yMEHbIIIAET BCAChIBAHUE IMKIOCIOPUHA M 3aMEJUIsICT BCAaChIBAaHUE LIMMETHAMHA.
OpnHOBpeMEHHOE MPUMEHEHUE OKTPEOTHAa U OpPOMOKPHIITHHA YBEIMYMBAET OWMOJOCTYIMHOCTD
MOCIIEAHETO.

HMeroTcss TaHHBIE O TOM, YTO aHAJOTH COMATOCTAaTHHA MOTYT YMEHbBIIATh METa0OIMYCCKUIN
KJIIMPEHC BEILECTB, IMYTh MPEBPAIICHUS KOTOPBIX MPOXOAUT C y4acTHeM (HEPMEHTOB CHUCTEMBI
nutoxpomMa P450, uro Moxer ObiTh o0ycioBineHo mnonaBineHuem [P. Ilockonbky Henb3s
UCKJIIOYUTh, YTO OKTPEOTH] MOXKET Takxke o0ianate 3TUM 3¢¢deKTom, cieayer coOIroaaTh
OCTOPOXKHOCTH NP Ha3HAYEHUH IMpernapaToB, MeTadbonusupytommxcs nzopepmentom CYP3A4 u
UMEIOIIMX Yy3KUM JUana3oH TEPaneBTUYECKUX KOHIIGHTpauuid (Hampumep, XUHHIMH,
TepdheHaIuH).

CoMaToCcTaTHH M €ro aHaJIOTH, TAKUE KaK OKTPEOTH I, KOHKYPEHTHO CBSI3bIBAIOTCS C pelienTOpaMu
¥ MOTYT BJIHATH Ha 3 ()EKTUBHOCTH PAIMOAKTHUBHBIX aHAJIOTOB COMATOCTATHHA.

Crnenyer nz0eraTh MPUMEHEHUsI OKTPEOTH 1A 3a 24 yaca 710 BBEICHUsI OKCOAOTPEOTH A JIFOTEIUS
(*""Lu) - pagumodapmaleBTHUECKOr0 IIpemapara, CBSA3BIBAIOLIETOCS C  PELENTOpaMU

coMaToCTaTuHa.

4.6. DepTUWILHOCTb, 0ePEeMEHHOCTb M JIAKTALMA

bepeMeHHOCTD

[TpumeHeHne OKTpeoTHAA Mpu OEPEMEHHOCTH HE U3ydanoch. IIpu npuMeHeHHH OKTPEOTHAa BO
BpeMsi OEpeMEHHOCTH HE OTMEYajoCh CIIy4aeB Pa3BUTHS BPOXKIACHHBIX MOPOKOB Yy JETeH.
[TpyMeHsTh OKTPEOTH 1 IPU OEPEMEHHOCTH CIeIYET TOJIBKO B Cly4yae KpailHel HE0OXOAUMOCTH.
Hmeercss orpaHMuYeHHBIH OMBIT MPUMEHEHHs MpenapaTa y OEpeMEHHBIX C aKpoMerajauei B
KJIMHUYECKOH TMpaKkTUKe (B TIOJIOBUHE CIy4aeB MCXO0J OEpEeMEHHOCTH HEU3BECTEH).
BonbmnHCTBO GepeMEeHHBIX MallMEeHTOK MOydaad TePAnui0 OKTPETUOM B IEPBOM TPUMECTpPE

6epemennoctH (B Buze oktpeoTrna 100—-300 MKT B CyTKH IT/K, WITH TIPH B/M BBEJICHUH CYCIICH3UU
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MAIMEHTKU CaMOCTOSTENIbHO MPUHAIN PEIIEHUE IIPOAOJDKATh TEPAIIUIO IPENapaToM BO BpeMs
O6epemMeHHOCTH. Y OOJBIIMHCTBA MAIIMEHTOK (CIyyaW C M3BECTHBIM HCXOJIOM) OCpEMEHHOCTH
3aBEpIIMIACH POXKJICHUEM 3[I0POBBIX JETEH, OIHAKO COOOMIATOCh TAaKKE O HECKOIBKHX
CaMOIIPOU3BOJIBHBIX a00OPTax B MEPBOM TPUMECTPE M CIIydasiX MCKYCCTBEHHOTO IPEPBHIBAHHAX

OEpEeMEHHOCTH.

JlakTamus

Her JaHHBIX O IIPOHHUKHOBCHHUHN OKTPCOTHAA B I'PYJAHOC MOJIOKO Yy HIO,HefI. B JOKIIMHHYCCKHX
HCCIICAOBAHUAX OTMCYAIIOCH ITPOHUKHOBCHUC OKTPCOTHAA B I'PYAHOC MOJIOKO XUBOTHBIX. HpPI
H€06XOI[I/IMOCTI/I IMPUMCHCHMU IIPCIiapaTa B ICPUOMI JIAKTALIUU I'PYAHOC BCKAPMIIMBAHUC CIICAYCT

MIPEKPATUTb.

DdepTUabHOCTD

HewusBecTHO, BAMSET T OKTPEOTHA HA PEPTHIILHOCT y JII0/Iel. B nccieioBanusx Ha 5KUBOTHBIX
HE OBUIO BBISBICHO OTPHULIATEILHOTO BIMSHUSA Ha (PEPTHILHOCTh MYKCKUX U KEHCKHX 0CO0ei
KPBIC IPU IPUMEHEHUH OKTPEOTH A B J103€ | MI/KI Macchl Teja B J€Hb.

Kenwunol ¢ 0emopoOHbIM nomeHyuaiom

[Tockonbky ymeHnsblieHue koHueHtpauuu I'P u Hopmanuzauus konuenrpanuun UOP-1 Ha dpone
Tepanuyu OKTPEOTUOM MOXKET IPUBOJUTH K BOCCTAHOBJIEHUIO CIIOCOOHOCTH K IE€TOPOXKIACHUIO Y
JKEHIUH C aKpOMerajliel, Ipu NPUMEHEHHUH IIpernapara NalueHTKaM JeTOPOJHOI0 BO3pacTa
ClelyeT NPUMEHSTh HaJIe)KHbIE CIIOCOOBI KOHTPALIETILINH.

Hccneoosanus y socueommnuix

HccenenoBanus penpoayKTUBHOM TOKCHYHOCTH IIPOBOJMIIN Ha KPBICAX U KPOJIMKAX C BBEJECHUEM
7103 710 1 MI/Kr Macchl Teja B CyTKH MapeHTepaIbHO. Y MOTOMCTBA KPbIC OTMEYAJIOCh HEKOTOPOE
3aMezIeHne (PU3MOJIOTHYECKOr0 POCTa, KOTOPOE HOCUIIO TPAH3UTOPHBIA XapakTep M, cKopee
BCEro, OBUIO CBA3aHO C HWHIMOMPOBAaHMEM TOPMOHA pOCTA, BBI3BAHHBIM H30BITOUHOM
(bapMakoIMHAMHUYECKONW aKTUBHOCTBIO. He ObL10 BBISBIEHO TepaToreHHbIX 3(h(HEKTOB, BIUSHUS

Ha SMOPHUOH/TUIOA WM APYTUX PENPOAYKTUBHBIX 3()()EKTOB, BEI3BAHHBIX OKTPEOTHAOM.

4.7. BJausiHMe HA CIIOCOOHOCTH YNPABJATH TPAHCIOPTHBIMH CpPeICTBAMHU U padoTaTh ¢
MeXaHHU3MaMH

Het naHHBIX 0 BIUSHUM OKTPEOTH]IA HA CHOCOOHOCTH YIPABIATH TPAHCIIOPTHBIMHU CPEICTBAMH U
paboTaTh ¢ MEXaHU3MaMH.

Cne)]yeT YUUTBIBATh, 4YTO IPU MPUMCHCHHU IIpCliapaTa MOT'YT BO3HHUKATb T'OJIOBHAaAd 0oL U
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TOJIOBOKPY>KEHHUE.

COOTBETCTBYET ZKCNEPTHOMY OTUETY

HeobxonuMo npomHpOpMUPOBATh MAlMEHTa O TOM, YTO B IEPHUOJ JICUCHUS HEOOXOIMMO
coONIOaTh OCTOPOKHOCTh TIPU YIPABICHUM TPAHCIOPTHBIMH CPEACTBAMH M paboTe ¢

MEXaHU3MaMU.

4.8. HexeaaTe/bHbIe peaKIuu

Pesrome npoduiist 6e3onacHocT

OcHoBHBIMU  HexkenarenbHbiMH  peakiusimMu  (HP), oTmeuaBmimmMucs mnpu npuUMeHEHUU
OKTpeoTHaa, 6pu1u HapyuieHus co ctoponbl JKKT 1 HepBHOI crcTeMbl, HAPYIIEHUSI CO CTOPOHBI
NICUCHH U )KETUYEBBIBOAIIMX MyTeil, 0OMEHa BEUIECTB U MMUTAHMUSL.

B ximHMYecKux HMcciaenoBaHUAX HauOoJiee YacTo MPH NMPUMEHEHUH OKTPEOTHa HaOIroJaInch
nuapes, 00Jb B )KUBOTE, TOIIHOTA, B3IyTHE KUBOTA, TOJIOBHAs 00JIb, XOJIEJTUTHA3, TUIIEPTIUKEMUS
u 3anop. Takxe 4acTo 0OTMEUYAIUCh TOJIOBOKPYKEHHE, O0JIb PA3IMYHON JIOKATHU3AINH, HAPYILICHUE
KOJJIOUIHOM CTaOMIIBHOCTH kelur (00pa3oBaHne MUKPOKPHCTAIIOB XOJIECTEPHHA), HAPYIIICHHE
(GYHKIMY IUTOBUAHOM 5KeJe3bl (YMEHbIIEHNE KOHIEHTPALUU TUPEOTPOITHOI'O TOPMOHA, OOIIETOo
¥ CBOOOJHOTO TUPOKCUHA), MATKAask KOHCUCTEHIUS CTYJa, CHI)KEHUE TOJIEPAHTHOCTH K TIIIOKO3E,

pBOTa, aCTCHUA U T'MIIOITIMKCMUS.

Tabauunoe PE3IOME HEXKENATCIILHBIX PEaKIINI

YacTtota BO3HMKHOBEHHS HEKEIATENBHBIX pPEaKIHWd ONpeiesisulaCh B COOTBETCTBUH  C
kiaccudukaimein BceMupHOW opraHu3aiy 37paBOOXpaHEeHus: oueHb dacto (> 1/10); yacto
(> 1/100, Ho < 1/10); HeuacTo (> 1/1000, o < 1/100); peaxo (> 1/10000, Ho < 1/1000); oueHn

penko (< 1/10000), uacrora HeumsBecTHa (HAa OCHOBAHHWW HWMEIOIIMXCS JaHHBIX OIECHUTH

HEBO3MOKHO).
CucTeMHO-OpraHHbIe Yacrora HesxenarejabHble peakuu
KJIACCHI
Hapyriienust co croponst kpoBu| Hacrora TpombonuToneHHs

1 TUM(aTUYECKO CUCTEMBI HEN3BECTHA

Hapymenust co  croponsl| Yacrora Annepruyeckue peakuuu, peakuu
MMMYHHOMN CHCTEMBbI HEU3BECTHA | TMIIEPYYBCTBUTEIHHOCTH, BKJItOYast
aHa(pUIAKTHYECKUE PEaKIH

OHJIOKpUHHBIE HApYILICHUS Yacto ['unotupeos; HapyllIeHue byHKIUU
LIUTOBUTHOU HKeEJe3bl (ymeHblIEHHE
KOHLEHTPALlUh  TUPEOTPOIHOTO TOPMOHA,
00111ero 1 cBOOOAHOTO TUPOKCHHA)
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Hapymennst merabonuszma u
MTUTAHUS

QueHp 4acTo

'I'_'l_l,-: _|I::I_ .;'FI_HI.III:F—:I:-'I-_ -
CuneplIRERAOBATERBHOCTS

Yacro ['unornukemusi, HapyIIeHHE TOJIEPAHTHOCTH K
[JIFOKO3€, YMEHBIIIEHUE alleTuTa

Heuacro Herunparauus

Hapymennst co  croponsl| Ouens yacto | ['onoBHas 6016

HEPBHOU CUCTEMBI
Yacro lNosoBokpyxEHUE

Hapymenuss co  croponsl Yacto bpanukapnus

cepaua

P Heuacto Taxukapaus

YacroTa Apurmuu
HEW3BECTHA

Hapymenuss co  croponsl| Yacro Onpika

JIBIXaTEIbHOMN CHUCTEMBI,

OpraHOB TPYJHOW KJIETKH H

CpENOCTEHUs

Kenynouno-kuieqynbie
HapyILEHUs

QueHp 4acTo

Huapesi, 6onb B KMBOTE, TOIIHOTA, 3arop,
B3/IyTHE KUBOTA

Yacro Hucnerncus, pBOTA, YYBCTBO
HaIOJHEHUS/TSHKECTH B JKUBOTE, CTearopes,
MsArKas KOHCHUCTEHIIUS CTyIna,
o0ecliBeUMBaHME CTYIIA
Yacrora OcTpblii MaHKpPEaTUT
HEU3BECTHA
Hapymenns co  croponsl| OueHb yacTo | XOJENUTHA3
NEYEHW U JKEITYEBBIBOJSALINX =
— Yacto XOJIETNCTHT, HapyIlIEHUE KOJLJIOUJTHOU
CTaOMIIBHOCTH KEITIn (obpazoBanue
MHUKPOKPHUCTAJIIOB XOJIECTEpUHA),
rUNepOnIMpyoMHEeMUs
Yacrora Octpbiif remaTutr 0e3 SBJICHUN XoJyecTasa,
HEU3BECTHA | XOJIECTATUYECKUM rernarur, XoJecras,
KEJITyXa, X0JIECTaTHIECKasl JKENTyXa
Hapymenust co ctoponsl koxy Yacto 3ya, KOXKHasi ChIIlb, aJIOTELNs
U TIOJIKOXKHBIX TKaHEH
Yacrora Kpanusauna
HEU3BECTHA

OO6mmme HapyIIEHUSI U PEeaKIuU
B MECT€ BBEICHUS

OueHb 4acTo

Peakuuu B Mecte BBeneHus (Hampumep, 60b,
napecTe3nuu, JPUTEMbI)

YacTto

AcTtenus
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JlaGoparopHsie 1 Yacro YBenuteHne ' —AKTIBHOCTY  WITeuCHOUHBIX
WHCTPYMEHTAJIbHBIE TAHHBIC TpaHCaMHHA3
YacroTa VYBenuuenue AKTUBHOCTH IEJIOYHOU
HeusBecTHa | gocdaraszpl M ramMma-TIIyTaMUITpaHChepasbl

Onucanue OTACIBHBIX HCXKCIIATCIbHBIX DeaKL[I/IfI

Hapywenus co cmoponwvl JKKT, oomena sewjecms u numanusi

IIpy nprMeHEeHNN OKTPEOTHAA B PEAKUX CIydasX MOTYT OTMEYaThCs SIBJICHUS, HATOMUHAIOIINE
OCTPYIO KUIIEYHYIO HETPOXOAUMOCTb: MPOTPECCUPYIOIIEe B3AYTHE KUBOTA, BhIpayKeHHAast 00Jb B
AMUTracTpaibHOW 00JIacTH, OOJIE3HEHHOCTh MPH NAIBNAIMH U HANPSKEHHE MBI TepeaHei
OpIOLIHOM CTEHKH (MBIIIEYHBIN 1e(daHC).

HecMmotps Ha TO 4TO BBIBEJICHHE KUPOB C KaJIOM MOXKET BO3pacTaTh, HET JOKA3aTEIbCTB TOT0, YTO
JUIUTETIbHOE JIEYEHHE OKTPEOTUJIOM MOXKET NPUBOAUTH K Pa3BUTHUIO JAePUIIUTA TUTAHUS
BCJIE/ICTBHE HApYIICHUS BcachbiBaHUS (ManbabcopOuus). BeposTHOCTh BOSHUKHOBEHUS Takux HP
MOYET OBITh YMEHBIIICHA ITyTEM BBEICHUS MpernapaTa Mexy IprueMaMHy MUIINA WK TIepeT CHOM.
3abonesanus sHcenyHo20 NY3vIps U CONYmMcmeyowue peakyuu

AHajoru coMmaTocTaTUHa JIEMOHCTPUPYIOT CIOCOOHOCTh HHTMOMPOBATH COKPAIICHHUE KETIHOTO
My3bIpS U CHIDKATh CEKPEILHUIO JKEJIYH, YTO MOXET MPUBECTH K HapyIICHHIO (YHKIUH U
BO3HMKHOBEHUIO ocajka. YacTora KaMHEOOpa30BaHUS B KEITYHOM ITy3bIpe Ha (POHE MPUMEHEHUS
okTpeotuaa ouenuBaercsa B 15-30 %. Yacrora B o6uieii nomynsiun — 5-20 %. Hannune kamHeit
B JKETUHOM ITy3bIpe WM OUITMAPHOTO CiIa/XKa y MAllMeHTOB, MOMYyYaIOIX TEPAITUI0 OKTPEOTUIOM,
B OOJIBIIMHCTBE CIyYaeB MPOTEKaeT OeCCUMNTOMHO. B citydae Hann4ust KTMHUYECKUX CUMITTOMOB
clelyeT IPOBOAUTH TEPANUIO PACTBOPEHUS KaMHEW C MCIOJIb30BAaHUEM IPENapaToB >KETUHBIX
KUCIIOT WM XHUPYPrHYeCKOe BMEIIATEIbCTBO (CM. paszedn 4.4).

Peaxyuu 6 mecme 66edenus

B mecte mpoBeseHus NOAKOKHOW HHBEKIIUU MOTYT BO3HUKATh O0JIb WM YyBCTBUTEIBHOCTh MPU
BBEJICHUU ITIpernapaTa, NOKaJbIBAaHUE UJIM YYBCTBO #OKEHMSI, TAKXKE MOTYT BO3HUKATh TOKPACHEHNE
Y OTEK, JJINTEIBHOCTh SIBICHUN peaKo mpeBblaeT 15 MuHyT. HenmpuarHbie OnIyleHUs: B MECTE
BBEJICHUSI MOTYT OBbITh YMEHbILIEHBI BBEJICHUEM PacTBOPa OKTPEOTH1a KOMHATHOM TeMIiepaTypsl
WM BBEJCHUEM MEHBIIMX 00bEMOB Ipenapara ¢ 6ojiee BEICOKOM KOHIEHTpalueH.

Hapywenus co cmoponvl cepoya

bpanukapaus siBisiercsa yacto Bo3HuKaromed HP nmpu npumenennn ananoros comarocratuHa. [1o
nanHbM OKI -uccnenoBanus Ha ¢poHe MPUMEHEHU Iperapara y MalueHToB ¢ aKkpoMeraiuei u
KapIMHOMJHBIM  CHHApPOMOM HaOmonanuch yanuHeHnue uHTepBana QT, oTkioHEeHHe
ANEKTPUIECKON OCH CEepJIla, paHHsS PEenoJiapu3aimsi, HU3KOBOJIbTaXHBIN TUl DKI', cMemenne

Nepexo/IHOM 30HbI, paHHul 3yden P u Hecneunduueckue namenenus cermenta ST u 3youa T.
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[TockonbKy y TaHHOW KaTeropHuH MaIreHTOB OTIAeqwncﬁwalﬁgr%%ﬁEg%%%Jﬁg:cl:%}ma,

MNPUIUHHO-CIICACTBCHHAA CBA3b MCXKAY MNPUMCHCHUCM OKTPCOTHUAA U PASBUTHUCM JJaHHBIX HP ne

yCTaHOBJICHA.

Tlankpeamum

[Tpr ATUTENBHOM TI/K TMPUMEHEHUU OKTPEOTHIa OTMEYATINCh CIy4YaW Pa3BUTHs NaHKPEATHUTA,
00YyCIJIOBIIEHHOT'O XOJIEIUTHA30M.

CooOmranocs 06 04eHb PEJIKUX CIIydasix pa3BUTHsI OCTPOTO IMaHKpeaTUTa B MEPBbIC YaChl WU THU
nociie I/K BBEACHUS OKTPEOTHA, KOTOPBI paspemancs CaMOCTOSTENBHO IOCIE€ OTMEHBI
npernapara.

Peaxyus eunepuyscmseumenvHocmu u anaguiakmuyecKue peakyuu

B mocTtpeructpallnoHHOM MEpHOJEe NMPUMEHEHHUS OKTPEOTHIAa OTMEYAIUCh CIy4au pPa3BUTHUS
peakiuii  TUMEPUYYBCTBUTEIBHOCTH M  aJUIEPrHUECKUX  peakiuii, ¢  JoKalu3aiuen
MIPEUMYIIIECTBEHHO Ha KOXKE, PEAKO 3aTparuBas MojocTh pTa U JbIXareiabHble MyTH. OTMeYanuch
SAMHUYHBIC CTy9an Pa3BUTUS aHA(UIAKTHIECKOTO III0KA.

Tpomboyumonenus

B moctpeructpallnoHHOM MEpHOJEe NMPUMEHEHHUS OKTPEOTHIa OTMEYAIUCh CIy4au Pa3BUTHUS
TPOMOOIIMUTOTICHUH, B OCOOCHHOCTH IPHU B/B BBEICHUU Y MAIUCHTOB C LHUPPO30M ICUCHH.

[TposiBieHus: TPOMOOLIUTONIEHHH OOPATUMBI TIPU MPEPHIBAHNN TEPAITHH.

COO6H.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIBbHBIX PCAKIINAX

Baxxno cooOmarb 0 NOJ03PEBAEMBIX HEXKENATENbHBIX pEeaKUusX I0CNIe PETUCTpaluu
JIEKapCTBEHHOI'O Tperapara ¢ 1ebl0 00ecnedeHrs HEMPEepbIBHOTO MOHUTOPUHTA COOTHOIICHHUS
«T10JIb3a — PUCK» JIEKAPCTBEHHOro IMpemnapara. MeauIuHCKUM paOOTHUKAM pPEKOMEH]yeTCs
cooluiate O JIIOOBIX MOJO3PEBAEMbBIX HEXKENATENbHBIX PEeaKIMIX JICKapCTBEHHOIO Ipernapara
yepe3 HallOHaJIbHbIE CUCTEMBI COOOIIEHHS O HEXEJaTeNbHBIX PEAKIMIX TOCyJapCTB — YICHOB
EBpazuiickoro 3KOHOMHYECKOTr0 COI03a.

Poccuiickas ®edepayus

®denepanbHas ciyx0a 1o Haa3opy B cdepe 3apaBooxpanenus (PoczapaBHanzop)

Anpec: 109012, r. MockBa, CraBstHCKasl TUIOIIaab, 1. 4, ctp. 1

Temedon: +7 800 550 99 03

OnekTponHas noyra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(OpMAIIMOHHO-TEJIEKOMMYHUKALMOHHON ceTH «HTepHeT»:

https://www.roszdravnadzor.gov.ru
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Pecnyonuxa Apmenus

«lleHTp 3KCHEPTU3BI IEKAPCTB U MeAULUUHCKUX TexHosoruii»y ['HKO
Anpec: 0051, r. EpeBan, ip. Komuraca, 1. 49/5

Tenedon: (+374 10) 20-05-05, (+374 96) 22-05-05

DnekTpoHHas rmoyra: vigilance@pharm.am

CaiiT B nH(OpMAIIMOHHO-TEJICKOMMYHUKAIMOHHOM ceTn «MuTepHeT»: https://www.pharm.am

Pecnybnuxa benapyco

PecnyOnmukanckoe  yHutapHoe mpeanpustae «lleHTp 9SkcnepTH3 M UCHBITAaHHWA B
3/IpaBOOXPAHEHHUI»

Anpec: 220037, r. Munck, ToBapuieckuit ep., 1. 2a

Tenedon: +375 17 242-00-29

OnexTpoHHas noyra: repl@rceth.by

Caiit B mHQOpMALIMOHHO-TEIEKOMMYHUKAIIMOHHOH cetn «MHTepueT»: https://www.rceth.by

Pecnybnuxa Kazaxcman

PI'TI na ITXB «HanuuoHaJbHBINA LEHTP SKCHEPTU3BI JICKAPCTBEHHBIX CPEICTB U MEIMIIUMHCKUX
w3nenuiiy Komwurera MeauuumHCKOrOo W (apMaIeBTHYECKOro KOHTPOJIsl MuHHCTEpCTBa
3apaBooxpanenust Pecnyonuku Kazaxcran

Anpec: 010000, r. Acrtana, paiion baiikonslp, yi. A. manosa, 1. 13

Tenedon: +7 (7172) 235 135

OnektpoHHas nouta: farm@dari.kz

Caiit B uHGOpMaIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «MHTepHeT»: https:// www.ndda.kz

Kuipevizckaa Pecnybauka

JlemapTaMeHT JIEKapCTBEHHBIX CPEACTB M MEIUWLUMHCKUX U3Jenuid npu MuHuCTepcTBe
3npaBooxpanenust Keipreizckoii PecriyOnnku

Anpec: 720044, r. buiukek, yi. 3-1 auHus, 1. 25

Tenedon: 0800 800 26 26

OnektpoHHas nouta: pharm@dlsmi.kg

Caiit B mHGOpPMAIIMOHHO-TEIEKOMMYHUKAIIMOHHOH cetn «MuTepueT»: https://www.dlsmi.kg

13



COOTBETCTBYET ZKCNEPTHOMY OTUETY
or 01.11.2025 N2 27472
(NOCNEQCBATENEHOCTE 0019)

4.9. Tlepeno3dupoBka

CuMnTOMBI

Coobmanoch 00 OTAETBHBIX CIIydasiX NEPEAO3UPOBKH OKTPEOTUIOM Y JETe M B3pPOCIBIX B
KIMHUYEeCKOW mpaktuke. [Ipu ciayyailHOM NOpUMEHEHHWH OKTPEOTHIA Y B3POCIBIX B J103€
2400-6000 mxr/cyT B/B kanenbHO (ckopocTh nHPy3uu 100-250 mxr/4) nau n/x (1000 mxr 3 paza
B CYTKH) HAOJIOJaOCh pa3BUTHE APUTMUH, CHIDKCHHE apTepPHAJIbHOTO JaBJICHUS, BHE3aIHAas
OCTaHOBKa CEep/IIa, TUIIOKCHS TOJIOBHOTO MO3Ta, TAHKPEATUT, CTEaTo3 MEeYeHH, Auapes, cnabocTsb,
3aTOPMOKEHHOCTh, YMEHBILIEHUE MACChl Tella, renaToMeranus U jakroanuno3. Coobianaock o
CIIy4asiX aTpUOBEHTPUKYIISIPHOM OJI0Ka bl (BKIIIOUAs OJTHYIO aTPUOBEHTPUKYIISIPHYIO OJIOKaTy) Y
NAIMEHTOB, MOJYYaroIuX OoJiee BBICOKYIO 103y NPH BHYTPUBEHHOM KalleJIbHOM BBEICHUU
ckopocth MHPY3uu 100 MKr/4 u/unm BHYTPUBEHHO CTPYHHO (50 MKT CTpYHHO C MOCIEAYIOMINM
HENPEPHIBHBIM BHYTPUBEHHBIM KalelIbHBIM BBEIEHUEM CO CKOPOCThIO 50 MKr/4ac).

[Tpu cnyuaitHom nmpumeHeHUH okTpeotuna y aeteil B no3e 50-3000 MKI/CyTKM BHYTPHUBEHHO
karenbHO (ckopocth mHOQY3uu 2,1-500 mkr/gac) wium moakoxsao (50-100 Mkr) ormevanachk
TOJILKO YMEPEHHO BBIPAKCHHASI THIIEPTIIMKEMHUSI.

[Ipu noaxoxkHoM BBeneHuu okTpeotuaa B go3e 3000-30000 Mkr/cyTku (pa3mencHHON Ha
HECKOJIBKO BBEICHUI) Y OHKOJIOTHYECKHX MAIMEHTOB HE BBISBICHO KAKUX -TH00 HETPEABUACHHBIX

HEXKEJIaTeIbHBIX PeakIuii (3a UCKIIIOUCHUEM YKa3aHHBIX B pasjeie 4.8).

Jleyenue
Cumnromatnueckoe jeueHue. lanyenTsl, BHyTPUBEHHO MOJIYYaOIUE 103y OKTPEOTHAA BBILIE
PEKOMEH/I0BaHHOM, UMEIOT MOBBIIIEHHBIN PUCK Pa3BUTHS aTPUOBEHTPUKYIISIPHOM Os10Ka bl O0see

BBICOKOI CTEIIEHU U JOJDKHBI HAXOAUTHCA IO HAAJIC)KAIUM Kap AN OJIOTUICCKUM MOHUTOPHUHI'OM.

S. ®APMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoaMHaAMHYecKHe CBOlicTBa

®apMakoTepaneBTUYECKas rpyIa: TOpMOHbI TUIIO(H3a U TUIIOTAJIaMyca U UX aHaJIOTH; TOPMOHBI
TUIIOTaJaMyca; COMaTOCTaTUH U €r0 aHAJIOTH.

Koxg ATX: HO1CBO2.

MexaHu3M IelCcTBUS

HevictByromee BemectBo mnpenapara OKTPETEKC — oktpeoTun, SBASE€TCS CHUHTETUHYECKUM
OKTaNenTHI0OM, MPOU3BOJHBIM E€CTECTBEHHOI'O TOPMOHa COMATOCTaTHHA, OO0JaJalomuM
CXOOHBIMH € HHM (apMakojorudeckumu dPdexkraMu, HO 3HAYUTETBHO  OOoNbIIeiH
MPOAOJKATEIIBHOCTBIO IEHCTBUSA.

OKTpeOTI/IH MOAaBJISACT CCKPECIHUIO FP, KaK IMaToJIOTHUYCCKU IMOBBIIICHHYIO, TaK W BBI3BIBAEMYIO
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TAaK)K€ CEKPELUMI0 MHCYJIMHA, T[JIOKaroHa, TacTpUHA, CEPOTOHMHA, KakK IaTOJIOIMYECKU
NOBBILIEHHYIO, TaK U BBI3bIBAEMYIO IIPUEMOM IIHIIH; TAKXKE MOJABISAET CEKPELMIO UHCYINHA U
[JIIOKaroHa, CTUMYJIMPYEMYKO apruHMHOM. OKTpeoTH] NOJABISET CEKPELHI0 THUPEOTPOIMHA,
BBI3BIBAEMYIO TUPEOJIHUOEPUHOM.

B omimume ot comarocTaTHHA OKTPEOTH] MojaaBisieT cekpernuio ['P B Gonpiieil cremnenu, yem
CEeKpELHI0 MHCYJIMHA, U €ro BBEJICHUE HE COIPOBOXKIACTCS IOCIENYIOLIEH TUIlepCeKpenuen
ropMoHoB (Hanpumep, ['P y maniueHToB ¢ akpomeraiuei).

Kpowme Toro, cuuraercs, 4To MEXaHU3M JEHCTBHS OKTPEOTH 1A CBS3aH C YMEHBIICHHMEM OPIaHHOT O

KPOBOTOKA ITOCPEACTBOM I1OJABJICHUS TAKUX Ba30AKTUBHBIX TOPMOHOB, Kak BUII u riorokaros.

dapmakognaamuyeckue 3P HeKToI

Axpomezanus

VY nmauuMeHToB ¢ akpoMerajiuel OKTpeoTH/ 1 yMeHbIIaeT KoHleHTpanuto ['P u nHCynMHonono06Horo
¢axTopa pocra (UDP-1) B mnasme kpoBu. Ymenpmenue konuentpanuu I'P va 50 % u Gonee
ormeuaercs y 90 % mnamueHTOB, MpU 3TOM 3HaueHue KoHueHTpauuu [P menee 5 Hr/miu
JIOCTUTAETCS MPUMEPHO Yy MOJIOBUHBI MAIIMEHTOB. Y OOJBIIMHCTBA MAIIMEHTOB C aKpoMeraiuen
OKTPEOTHJ YMEHBIIACT BBIPAXCHHOCTh T'OJIOBHOW OOJIM, OTEYHOCTH MATKUX TKaHEH,
TUIIEPrUIpo3a, 00JIM B CycTaBax W MapecTe3uid. Y MAIMEHTOB C aICHOMON THIO(pu3a OOIBITNX
pa3MepoB JIEUCHHE MpEnapaToM MOXET MPUBECTH K HEKOTOPOMY YMEHBIIECHHUIO pa3MepoB
OITyXOJIH.

Cexpemupyrowue 3HOOKPUHHbBLE ONYXOAU HCENYOOUHO-KUMUEUHO20 MPAKMA U NOOHCENYOOUHOU
Jrcenesnl

[Tpu cexperupyromux HAOKpUHHBIX omyxoisx KKT u momxenymodHoit xene3bl B CIydasx
HEe/0CTaTOYHON 3((EKTUBHOCTH MPOBEACHHOW Tepanuu (XUPYpruueckoe BMEIATeNbCTBO,
sMOO0NM3aIsl TEYCHOUYHOW apTepud, XUMHOTEpanus, B TOM YHCIIE CTPENTO30TOIMHOM |
S-propypainunoM) MNPUMEHEHHE OKTPEOTHJIda MOXKET TMPUBOJUTH K YIYUIICHUIO TEYCHUS
3a0oneBanus. Tak, Mpy KapIUHOUIHBIX OMYXOJSAX MPUMEHEHHE OKTPEOTHA MOXKET MIPUBOIUTH K
YMEHBIIIEHUIO BBIPAXKEHHOCTH ONIYIICHUS «IPUIUBOBY» KPOBU K JUILY, JHAPEH, YTO BO MHOTHX
CIlydasix COINPOBOXKIAETCS YMEHBIICHHEM KOHIICHTPAIlMd CEPOTOHWHA B IUIa3Me KpPOBH U
AKCKPEIHHU S-THIPOKCUIHIOTYKCYCHOM KUCIOTHI TOYKaMHU.

Onyxonu, xapaxmepu3zyrlowuecs: 2UunepnpooyKyueli 6a30aKmueH020 UHMECMUHAILHO20 Nenmuoa
(BHIIomwvl)

[lpr omyxomnsx, XapaKTEepPHU3YIOMIMXCS THIEPIPOIYKIHEH Ba30aKTUBHOTO HWHTECTHHAIHLHOTO

nentuaa (BUIlomel), mpuMeHeHue OKTpeoTHIa NPUBOAUT Yy OOJBIIMHCTBA MAlMEHTOB K
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YMEHBIIEHUIO CEKPETOPHOU AHape TKEJIOM CTCI‘ICH(IEl ';'4:1%@{;&'5;@]&5":{\-%' 0 éﬁmo

KauecTBa JKM3HU. OJHOBPEMEHHO NPOMCXOAWT YMEHBLICHHE COMYTCTBYIOIIMX HAapyLIEHUN
AIIEKTPOJIUTHOTO OanaHca, HalpuMep, TUIMOKATHUEMHUH, YTO MO3BOJISIET OTMEHUTH SHTEPAIBHOE U
[apeHTepaIbHOE BBEJCHUE KUJKOCTU U JIEKTPOJIUTOB. Y HEKOTOPBIX MAI[MEHTOB 3aMeIIeTCs
WIA OCTaHABJIMBAETCS MPOTrPECCUPOBAHKUE OIYXOJH, MPOUCXOAUT YMEHBIIEHUE €€ Pa3MepoB, a
TaK)K€ pa3MepoB MeETAacTa3oB B meueHb. KilmHuYeckoe ynydiieHHe OOBIYHO COINPOBOXKAAETCS
YMEHbILIEHNEM KOHIIEHTPALl1 Ba30aKTUBHOI0O UHTeCTHHAJIbHOTO nenTuaa (BUII) B niazme kpoBu
WIN €€ HOpMaJln3aLuei.

I'nrokazonomol

[Ipu rIrokaroHomMax IPUMEHEHHE OKTPEOTUAA IPUBOAUT K YMEHBIIEHUIO MUIPUPYIOLIEH
sputeMbl. OKTpPEOTHJ HE OKa3bIBaeT CKOJIbKO-HHOYJb CYIIECTBEHHOTO BIIMSHUS Ha
BBIPa)KEHHOCTh TMIEPIIMKEMHUHU IIPU CaXxapHOM JualeTe, Ipu 3TOM MOTPEeOHOCTh B UHCYJIMHE WU
TUIIOTTIMKEMUUYECKUX MTperaparax /il IpueMa BHYTpb OOBIYHO OcTaeTcsi Heu3MeHHO. OKTpeoTua
BbI3bIBAET YMEHBIIEHUE CTEHEHH TSHKECTU JIMAPEU, UYTO CONPOBOXKAAECTCA YBEIUUYEHHUEM MAacChl
Tena. XOTsl yYMEHbUIEHHE KOHLIEHTPALUY [JIIOKaroHa B IU1a3Me KPOBU IOJ1 BIMSHUEM OKTPEOTH 1A
HOCUT TPAH3UTOPHBIN XapakTep, KIMHUYECKOE YJIYYLIEHHE OCTAETCSl CTAaOWJIbHBIM B TEUCHHE
BCEr0 NepHuoia NpUMEHEeHUs IIpenapara.

Lacmpunomvt | cunopom 3onnuneepa — dnnucona

Y manmueHToB ¢ TacTpUHOMaMmH / CHHIPOMOM 30JUTMHTEpa — DJUIMCOHA TpPU  PUMEHCHUU
OKTpEOTHJa B MOHOTEpANUM WM B KOMOMHAIMM C MHTUOUTOpaMM HPOTOHHOM HOMIIBI WU
6sokaropaMu Hz-rMCTaMHUHOBBIX PELIEITOPOB BO3MOKHO YMEHbBILIEHHE THUIIEPCEKPELIUU COITHON
KHUCJIOTBI B JKENIyAKE, YMEHbBIICHHWE KOHIICHTpAlMd TracTpMHa B IUIa3M€ KpPOBH, a TaKxke
YMEHbILIEHNE BBIPAXKEHHOCTH IUapeU U IPUITUBOB.

Hucynunomor

VY nanueHToB ¢ MHCYJIMHOMAaMHU OKTPEOTHJ YMEHbIIAET KOHILEHTPALMI0 MMMYHOPEAKTHBHOIO
MHCYJIMHA B KPOBHU (3TOT 3(PPEeKT MOKET ObITh KPAaTKOBPEMEHHBIM — OKOJIO 2 4). Y MalMeHTOB C
ornepadeNbHbIMU OMYXOJISIMU OKTPEOTH]] MOKET O0ECHeUnTh BOCCTAHOBJIEHHE M IOJJIEpPKaHUE
HOPMOIJIMKEMUM B IPEIONEPALlMOHHOM Tepuoje. Y TMalueHTOB ¢ HeonepaldelbHbIMU
NOOPOKAYEeCTBEHHBIMM U 3JIOKAQUYECTBEHHBIMU  OINYXOJISIMH KOHTPOJb TJIMKEMUU MOXET
yIydIIaThCs U 6€3 0JHOBPEMEHHOTO MPOIOJIKUTEILHOTO YMEHbIIIEHUSI KOHIIEHTPAIlUN UHCYJINHA
B KPOBH.

Peoko ecmpeuarowuecs onyxonu, eunepnpooyyupylowjue puiuzuHe-QaKxmop 20pMoHa pocma
(comamonubepuromut)

VY pamueHToB ¢ pEeAKO BCTPEUAIOLIUMUCS OIMYXOJISIMH, TMIEPHIPOAYLUPYIOUIMMHI PUIH3UHT-

dakTop TOpMOHA pocTa (CoMaTOMMOEPMHOMAMH), OKTPEOTH] YMEHBIIACT BBIPAXKEHHOCTH
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pocta u camoro ['P. B nanpHeiimem MOXXeT yMEHBIIUTHCS TUIEPTpoPus rumnodusa.
Pegpakmepnas ouapes y nayuenmog ¢ CUHOPOMOM HPUOOPEMEHHO20 UMMYHOOeuyuma
(CII1A)

[Ipu pedpakrepHoil nuapee y NAlMEHTOB C CHHIPOMOM NPHOOPETEHHOr0 MMMYHOJEPUIMTA
(CITM) npuMeHEeHHE OKTPEOTHAA MPUBOAMUT K MOJTHOM WM YAaCTMYHOM HOpMaJIM3alMM CTYJa
IpUMEPHO Yy /3 HalMEHTOB ¢ Juapeell, HEe KOHTPOIMPYEMOil aJeKBaTHOW Tepamueit
IPOTUBOMUKPOOHBIMH W/WIIN POTUBOANAPENHBIMU CPEACTBAMM.

IIpeocmoswee onepamusHoe emeuiamenbCcmeo Ha NOONHCENYOOUHOU Jicenese

VY nanueHToB ¢ NPEACTOSALIMM OINEPATHBHBIM BMEIIATEIbCTBOM Ha IIOJDKENYIOYHOM JKeJe3e
IIPUMEHEHHUE OKTPEOTHa BO BpEMs ONEpalUu M II0CJIE€ HEE CHMXKAET YacTOTy TUIIMYHBIX
HOCJIeONepallMOHHBIX OCIIOKHEHUH (Hampumep, MaHKpeaTndecKuxX CBUILEH, adclieccoB, cerncuca,
[0CJIE0NEePAIMOHHOI0 OCTPOro MAaHKPEATUTA).

Kposomeuenue uz eapuxosno pacuupennvix 6eH nuyeeooa u JHceayoKa y nayueHmos ¢ Yyuppo3om
neyeHu

ITpy KpOBOTEYEHMU W3 BAPUKO3HO PACIIMPEHHBIX BEH IHILNEBOJA U JKEJIyJKa y IAaLHUEHTOB C
UPPO30M II€UEHH MPUMEHEHUE OKTPEOTHAAa B KOMOMHALMU CO CIEeUU(PUYECKUM JeUYCHHEM
(HampuMep, CKJIEpO3UpYIOIIEH Tepanueil) NpuBOAMT K Oonee 3(P(HEKTUBHONW OCTaHOBKE
KPOBOTECUCHHSI M PAHHETO MOBTOPHOTO KPOBOTECUYCHHS, YMEHBIICHHIO OOBeMa TpaHChy3Wid U

YIYUIHICHUIO 5 -HHGBHOﬁ BBDKHBACMOCTHU.

5.2. ®apmakoKUHeTHYECKHE CBOHCTBA

AOcopOuus

[Tocne m/k BBCACHHUA OKTPCOTHU[ 6LICTpO U IIOJIHOCTBIO BcachiBaeTcsa. MakcuManbHas

KOHICHTpANUg OKTPCOTUA B IIJIa3ME KPOBHU OTMCHUACTCA YCPE3 30 muH.

Pacnpenenenne

BsA3b C OCJIKAMH IIJIa3Mbl KPOBH COCTaBJIACT o. UBA3BIBAHUC OKTPCOTHAA C (DOPMCHHBIMU
C 0 65 %. C

3JIEMEHTaMH KPOBH KpaiiHe He3HauuTelnbHO. O0beM pacnpenenenus coctasiset 0,27 J/Kr.

DIuMHHAIHS

[lepuon mosyBBIBeIeHUsI TIOCTE I/K WHBEKIMU Tpemnapara okTpeotuaa cocrapiseT 100 muH.
[Tocne B/B BBeACHHS BBHIBEICHHE OKTPEOTHZIA OCYIIECTBIsieTcs B 2 ¢asbl, ¢ MepruogaMu
nonyBbiBeeHHs: 10 MuH 1 90 MUH COOTBETCTBEHHO. bojblas 4acTb OKTPEOTHAA BBIBOJIUTCS

Yyepe3 KUIIEYHUK, OKoIo 32 % — B HEM3MEHEHHOM BHJIe movkamu. OOImNi KIMPEHC COCTaBIISIeT
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160 mur/muH.

6. ®APMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHb BCIOMOTaTeJbLHBIX BElIECTB
ManHuton

MonoyHas kuciora

Harpust runpoxapOonart (ais koppekiuu pH)

Bona o1 nabexuuin

6.2. HecoBmecTUMOCTH

JlaHHBIN JIEKapCTBEHHBIM MpenapaTr HE CIEAYyeT CMEIIMBATh C APYTMMH JIEKapCTBAMH, KPOME
MIePEYHCICHHBIX B pa3zene 6.6.

OkTpeoTu] He cTaOuIIeH B pacTBOPAx MPEnapaToB MOJHOTO MAPEHTEPATHHOTO TUTAHHUS.

Coobmianocs 0 pruzndeckoil HECOBMECTUMOCTH, HAIIPUMED, C ITAHTOIPA30JIOM.

6.3. Cpok rogHocTu (CpoK XpaHeHus )
5 ner.

ITpuroToBJIeHHBINA PaCTBOP

[IpuroToBIEHHBIN pPacTBOp COXpaHsIeT (UIUYECKYI0O M XUMHUYECKYIO CTaOUIIBHOCTH MpHU
temneparype Huxe 25 °C mo MeHblIei Mmepe B TedeHne 24 yacoB. Bo nzbexxanue MUKpOOHOTO
3arpsi3HEHUs paCTBOP MPEANOUYTUTEIBHO UCIIOJIB30BATh HETTOCPEACTBEHHO MOCIIE€ PUTOTOBIICHHUS.
Ecnu pactBop He MCMOIb30BaH HEMOCPEACTBEHHO IOCIE MPUTOTOBIECHHUS, €T0 CIEAYET XPAHUTh
npu Temmeparype oT 2 no 8 °C ue Oonee 24 dacos. [lepen mpumeHeHHEM pacTBOP CIEIYET
BBIJIEPKATh [IPU KOMHATHOM TeMIepaType.

OOmee BpeMsi MEXAYy pa3BEACHHEM, XPaHEHHEM B XOJOAUJIbHUKE M OKOHYAHHWEM BBEICHHS

pacTBopa He JIOJDKHO IpeBbImaTh 24 yaca.

6.4. Oco0ble Mepbl NPEIOCTOPOKHOCTH NPH XPAHEHUH
Xpauuth B xonoauiabHuke (2—8 °C) B OpUrnHaIbHON yIIaKOBKe (B MTa4Ke) JUIS 3aIlUThI OT CBETa.

He 3amopaxuBars.

6.5. XapakTep U cojep:KaHHe MEPBUYHOI YIAKOBKH
[To 1 M B ammy’ibl CBETO3AIIMUTHOIO CTEKJIA TUH | ¢ IIBETHBIM KOJIBIIOM Pa3jioMa UJIH C IIBETHOU
TOYKOM M Haceukoi. Ha aMITyJIbl JOIIOJTHUTCIIBHO HAHOCAT OJHO, ABa WX TPH LIBCTHBIX KOJbIA

Wi 0e3 JOIIOJITHUTCIIBHBIX IBECTHBIX KOJICII.
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Ha xaxnyro ammnysny HakJIEUBalOT CaMOKJIESAIIYHOCS STUK

ITo 5 ammys1 moOMEAaT B KOHTYPHYIO STYEHKOBYIO YIIAKOBKY U3 IUICHKU IOJUBUHWIXJIOPUIHON U
TUIEHKY TIOJIMMEPHOH M O€3 TUICHKH.
ITo 1 mn 2 KOHTYpHBIE TYEUKOBBIE YIAKOBKH BMECTE C IMCTKOM-BKJIaIbIIIEM [IOMELIAIOT B IAYKY

M3 KapTOHaA.

6.6. Oco0ble Mepbl NPEIOCTOPOKHOCTH MNPH YHUYTOKEHHH WCMOJIb30BAHHOIO
JIEKAPCTBEHHOI'0 Mpenapara Win 0TX040B, MOJy4YeHHbIX N0cJIe MPUMeHeHHs Mpenapara, u
Apyrue MAHMMYJISIMY ¢ TPenapaTom

[lepen mnapeHTEepalbHBIM BBEIECHUEM CIIEYET BHU3YaJbHO OILICHUTH pPAcTBOp Ha MPEIMET
M3MEHEHUS [[BETA WU HAIMYKS MEXaHUYECKUX BKIIOUCHUH.

Oxktpeotus B TeueHue 24 4yacoB coxpaHseT (PU3MYECKYI0 M XMMHYECKYI0 CTaOMIBHOCTH B
crepunbHOoM 0,9 % pacTBOpe HaTpus XJiopuaa uiu 5 % pacTBope JeKCTpO3bl (TI0K03bI). O1HAKO
B CBSI3U C TEM, YTO OKTPEOTHJ MOXKET BIHUATh HAa OOMEH TJIFOKO3bI, MPEINOYTHTEIHHO
ucnonb3oBath 0,9 % pacTBop HaTpus XJI0pUAA.

[Ipu HeoOXOAMMOCTH B/B BBEACHHUS OKTPEOTHIA COAEPKHMOE OJHOM aMITylbl, cojeprKaiieit
0,1 mr oxtpeotuaa, ciuenyer pazsectu B 60 ma 0,9 % pacTBopa HaTpus XJIOpUIA;

PUTOTOBIICHHBIN PAaCTBOP CJIEAYET BBOJUTH B/B KaIlEIbHO.

YTunuzauus

YHHUYTOXKEHHUE HEHUCIIOJIb30BaHHOIO npemnapara HWJIKM PacXxOAHbIX MATCPpHUATIOB  OOJIKHO

MPOBOAUTHECA B COOTBETCTBUU C JIOKAJIbHBIMU Tpe6OBaHI/I$IMI/I.

7. JEPXATEJIb PETUCTPAHMOHHOI'O YAOCTOBEPEHUSA
Poccuiickas ®edepayus

3A0 «Dapm®Pupma «CoTexc»

141345, Mockogckas o0u1., T. Ceprues Ilocan, n. benukoso, 1. 11

Ten.: + 7 (495) 956-29-30

OnekTpoHHas mouta: info@sotex.ru

7.1. IlpeacraBuTe]b [ep:KaTesisi PerMcTPALMOHHOIO YI0CTOBepPeHHs] HA TEPPUTOPUH
Coro3a

[Iperen3un HOTDC6I/ITCJICI71 HaIpaBJIITh 10 aApecy.

Poccuiickas ®@eoepayus, Pecnybonruxa Apmenus, Pecnyonuxa benapyco

3A0 «Dapm®Pupma «CoTexc»

19


mailto:info@sotex.ru

COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 01.11.2025 N= 27472

141345, Mockosckas o611, T. Ceprues ocan, il, Bemuxdb, . 1—+= BATENBHOCTE 0073)

Teun.: +7 (495) 956-29-30

DnekTponHas noyra: pharmacovigilance@sotex.ru

Pecnyonuxa Kazaxcman

UIT «YTerenoBa b.A.»

050022, r. Anmatsl, yi. MaynenoBa, 1. 123 «a», kB. 7
Ten.: +7701-707-61-81

DneKkTpoHHas rmo4ra: b.utegenova ip@mail.ru

Kueipevizckasn Pecnybnuka

OcOO «PapmaPer»

720038, r. bumkek, mxpH. {xan-23, 1. 90, ks. 1
Ten.: +996 (312) 25-74-79

OnekrponHas modra: pharmareg@pharmareg.pro

8.  HOMEP PETHCTPALIMOHHOI'O YIOCTOBEPEHUSI
JITI-Ne(003439)-(PT-RU)

JITT-Ne003439-TTI-BY

JITT-Ne(003439)-(I'TI-KG)

JITT-Ne(003439)-(TTI-AM)

9. JIATA TEPBUYHOM PETUCTPALIUU (ITOJATBEPXKJIEHUS PETUCTPAILIUHN,
NEPEPEI'UCTPAILIUS)

Jara nepBoii peructpauuu: 19 oktsa6ps 2023 rona.

10. JATA NEPECMOTPA TEKCTA

OOmass  xapaktepuctuka JekapctBeHHoro mnpemapara OKTPETEKC  nocrymHa Ha

uH(pOpMallMOHHOM TmopTaje EBpasuiickoro SKOHOMHMYECKOTO COr03a B HH(OPMAalMOHHO-

KOMMYHHKaIMOHHOM cetn «HTepHEeT» https://eec.eaeunion.org/
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