COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 17.12.2025 N= 31364

(MOCNEOOBATENEHOCTE 0001)

OBILIAA XAPAKTEPUCTUKA JIEKAPCTBEHHOTO HPEHAPATA

1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

Opsucrar, 120 mr, KancyJsl.

2. KAUECTBEHHBIN 1 KOJIUYECTBEHHBIN COCTAB

JlelicTByro11€€ BEMIECTBO: OPJIUCTAT.

Kaxnas xarmcyna comepXHT opiuctar cyoctanmuro-meiuietel 50 %, skBuBaieHtHyro 120 mr
opJIACTaTa.

BemecTBa, HaTM4re KOTOPBIX HAJIO YYUTHIBATH B COCTABE JICKAPCTBEHHOTO Mperapara: HaTpui (CMm.
paznen 4.4).

[TonHbIi IepedeHb BCIIOMOTATEIbHBIX BEIIECTB MPUBEIECH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Kancyier.
Tsepabie xenaTuHOBbIE Kancysasl Ne 0.

Kopnyc u kppliieuka Kancysbl CUHEro 1Bera, Henpo3paunble. ColepkuMoe Karcyia — Oenble Win
MOYTH OeJible MeIIETHI.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3zaHusi K IPUMEHEHHIO

IIpenapat Opaucrar nokaszaH K IPUMEHEHHIO Y B3pOCIBIX U IeTEN B BO3pacTe OT 12 ner.

JlnuTenbHasi Tepanus MaueHTOB ¢ OKUPEHUEM (MHAEKC Macchl Tena >30 Kr/M?) Wi MalKueHTOoB ¢
n30bITOYHON Maccoii Tena (uuaekc maccel Tena (MMT) >28 kr/m?), IMEIoIMX acCOIMHUPOBaHHBIE C
OKHUpEeHHEM (DaKTOPBI PUCKa, B COUETAHUU C YMEPEHHO TUITOKATOPUMHOMN AUETOM.

B komMOMHamuu ¢ TUNOTIMKEMMYECKMMM  IpernaparamMd  (MeTQOpPMHMH, MPOHU3BOJHBIE
CyIb(OHUIMOYEBUHBI W/WIM UHCYJIMH) W/WIN YMEPEHHO TUIIOKAJIOPUIHON AMETOHN MalMeHTaM C
caxapHbIM J1a0eToOM 2 THUIa C U30BITOYHON Maccoil Tena UM OKUPEHUEM.

4.2. Pe:xuM 103MPOBaHUS U CIIOCO0 MPUMeEHEHHU s

PexxuM 103upoBaHus

JlnumenvHas mepanus nayueHmos ¢ oxcupeHuem uiu nayueHmos ¢ U30blmMoYHOU MAccoll mend,
UMEIOWUX ACCOYUUPOBAHHbIE C  OJCUPEHUEeM (QAaKmopsvl puckd, 6 COYemaHuu ¢ YMepPeHHO
SUNOKAIOPUUHOU OUemoti. y B3pOCIBIX U JIeTel cTapiie 12 JeT peKOMeHI0BaHHas /103a OpJucTaTa
COCTAaBIISIET OAHY Karcyiay 120 Mr ¢ KakJIbIM OCHOBHBIM IIPUEMOM MHUIIHU (HETIOCPEACTBEHHO JI0 €/IbI,
BO BpeMs €/Ibl WM HE MO3/IHee YeM yepe3 1 yac mocie eipl).

B kombOumayuu ¢  ecunocnukemuueckumu — npenapamamu  (Mem@opmuH,  npou38oOHvle
CYNbOHUIMOYUEBUHBL U/UTU UHCYIUH) U/UTU YMEPEHHO SUNOKAIOPUUHOU OUuemou y NayueHmos ¢
caxapHuim ouabemom 2 muna ¢ U30bIMOYHOU MACCOU Mend UAU OXCUpeHuem. Y B3POCIbIX
PEKOMEHIOBaHHAs 1034 OPJIUCTATa COCTABIISIET OJIHY Karcyny 120 Mr ¢ Kak1bIM OCHOBHBIM IIPUEMOM
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Uy (HEMOCPEACTBEHHO JI0 €7IbI, BO BPEMSI €1l UITH

VYBenuueHue A03bl OpaMcTaTa CBbIIE pekoMeHaoBaHHOU (120 mr 3 pa3a B CyTKM) HE NPUBOJAUT K
YCUJICHHIO €r0 TeparneBTUYecKoro 3Qpdexra.

Oco0ble rpynrisl MalueHToB

O¢ddexTuBHOCT, U 0€30MACHOCTH OPJIMCTATa y MAMEHTOB C HapylIeHHeM (PYHKUIWU MeYeHU U/Uiu
IIOYEK, a TAKXKE Y MALIMEHTOB MOYKUJIOI0 BO3pacTa HE UCCIIEA0BAIUCS.

C€TH

D dexTuBHOCT M 0€30MaCHOCTL OPIIMCTaTa y MAIMEHTOB JASTCKOro Bo3pacra (Miaamie 12 yer) He
UCCIIEIOBAIUCH.

Cnoco0 mpuMeHeHus

BHyTpb, 3an11Bast BOJIOM, C K&XKIBIM OCHOBHBIM ITPUEMOM ITHIIH (HETTOCPEICTBEHHO JI0 €1Ibl, BO BpeMs
e/Ibl WJIU HE TI03AHee ueM uepe3 | yac mocie efpl).

Ecnu npueM nuiy npoIyCKaroT WIM €CIU IULIa HE COACPIKUT KUPa, TO MPUEM OPJIMCTATA TAKKE
MO>HO IIPOIYCTUTb.

[Ipenapar cieayer MPUHUMATh B COYETAHHUU CO COATAHCHPOBAHHOMN, YMEPEHHO THITOKAIOPHIHHON
nueTou, coxepkamieit He 6osiee 30 % kamopaxa B Buie kupoB. CyTouHOE MOTpPEOJICHUE KUPOB,
YIJIEBOJIOB M OCIIKOB HEOOXOJMMO PacIpeIeNaTh Ha TPH OCHOBHBIC IPUEMA TTHIIIH.

4.3. IlpoTuBONOKA3aHUS

® TUICPUYYBCTBUTCIBHOCTh K OpPJIUCTATy W/WIM K JIOOOMY W3 BCIIOMOTAaTEIbHBIX BEIIECTB,
MEepPEUYUCIICHHBIX B pazzene 6.1;

CUHIPOM XPOHUYECKON MajabaOCopOIuu;

X0JIeCTas;

OEepeMEHHOCTh U TIEPUO/I TPYIHOTO BCKAPMIIMBAHHS,

JETCKUM BO3pacT 110 12 ner.

4.4. Ocobble yka3aHus U Mepbl MPeJ0CTOPOKHOCTH NMPH NPUMeEHEeHUH

IIpu npueme mnpemapata ciaeayeT COOJIOJaTh OCTOPOKHOCTh MpPH COMYTCTBYIOIEH Tepanuu
LUKJIOCTIOPUHOM, Bap(apruHOM HIIH IPYTUMU MEepOpaIbHBIMU aHTUKOAryIsTHTaMu (cM. pazzen 4.5).

ITpumeHeHne opnucTaTa JODKHO OBITH MPEKPAIEHO, €Clu Mocie 12 Henenb Tepanuu macca Tena
CHM3WJIAch MEHee 4eM Ha 5 % 10 CpaBHEHMIO C HadalbHOW Maccoi Tena. KimHnueckue
WCCJIEIOBaHMS BBIIBUIM MEHbIIIEE CHU)KEHUE MAcCChl Tejla y MAlMEHTOB C CaXapHbIM JUa0eTOM 2
TUNA, MOJYYAIOUUX OpJIUCTAT, IO CpPaBHEHHIO C TNalMeHTaMH Oe3 caxapHoro auabera,
MOJTyYarOIUMH OPJIUCTAT.

Opnucrat 3¢¢dexkTuBeH B IUIaHE AJIUTEIBHOIO KOHTPOJIS Macchl Tena (CHMXKEHHME MacChl Tela,
MoJJIep’)KaHUE €€ Ha HOBOM YPOBHE M INpEeAO0TBpallleHHuEe MOBTOPHOTO MPHOABIEHUS MAacChl Tena).
JleueHne OpAUCTaTOM MNPUBOIUT K YAy4IIeHUIO Npodmis (GakTopoB pHucka M 3a00JIeBaHUM,
COIYTCTBYIOIIMX OXHPEHHUIO, BKJIOYas THUIEPXOJECTEPUHEMHUIO, CaXapHbId nauaber 2 TuIa,
HapylLIEeHUE TOJIEPAHTHOCTH K TJIIOKO3€, TMIEPUHCYJIUHEMHIO, apTEPUAIBHYIO THIEPTEH3HI0, U K
YMEHBIIEHNIO KOJMYECTBA BUCLEPATLHOTO JKUPAa.

[Tpu npuMeHeHnr B KOMOWHAIIMY ¢ TAKUMH TUTIOTIIMKEMUYECKIMHE TIperapaTaMu, Kak MeT(hOpMHUH,
MIPOU3BOJIHBIC CYTH(OHUIMOYECBUHBI H/HITH MHCYJIMH Y TIAIIMEHTOB C CaXapHBIM AHA0ETOM 2 THIIA C
M30BITOYHON Maccoii Tema (MHaekc Macchl Tema (MMT) > 28 kr/m?) wimM  OXHMpeHHEM
(UMT > 30 kr/m?), opmmcTaT B COYETAHHHM C YMEPEHHO THIOKAJIOPHIHON aueToil aaer
JIONIOJTHUTEBHOE YIIYUIIeHHEe KOMIIEHCAIUU YTITIEBOIHOTO OOMEHa.
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u OeTa-KapoTHHA B XOJ€ YETHIPEX JIET TEPallui OPJIUCTATOM OCTABAINUCH B Mpeaenax HOpMbl. s
obecrieyeHnss aJE€KBATHOTO IOCTYIUICHMsSI BCEX IUTATEJbHBIX BELIECTB MOXHO Ha3HayaTh
ITOJIMBUTAMUHBI.

[TanmeHT 1omKeH NoxydaTh cOATAHCHPOBAHHYIO, YMEPEHHO THIIOKAIOPHIHYIO TUETY, COJEPKALILYIO
He 6onee 30 % xanopwuii B BuJe KHUpPOB. PekoMenayercs nuranue, 6oratoe GpykraMu U OBOLIAMH.
CyrouHoe moTpebieHHe )KUPOB, YIIIEBOJOB U OCJIIKOB HEOOXOIMMO paclpeessiTh Ha TPH OCHOBHBIC
npuema.

[Tpu mpuMeHEeHUH OpJIMcTaTa HAOIIOAAIUCH CIIyYad PEKTAIBHOIO KpoBoTedeHHs. [Ipu mosBiIeHUn
TSDKENBIX W/WIM CTOMKHUX CUMITOMOB KPOBOTEYECHHS HEOOXOIUMO MPOBECTH JIOTIOJHUTEIBLHOE
o0cienoBasue.

BeposiTHOCTh HEXeNaTeNbHBIX PEAKIMii CO CTOPOHBI JKEIYTOYHO-KUIICYHOTO TpPaKTa MOXKET
YBEJIMUYUBATHCS, €CIIM OPJKCTAT MPUHUMAIOT Ha (pOHE MUTAHUsA, OOraToro >KUpamu (Hampumep,
2000 xkai/cytku, u3 Hux 6osee 30 % B BUJE )KUPOB, UTO paBHsIETCS MPUMEPHO 67 T xupa). CyTouHoe
noTpebIeHNE KUPOB A0JKHO OBITh paclpeieieHO Ha TPY OCHOBHBIX preMa nuiiu. Eciu opiucrar
IPUHUMAIOT C MHILEH, O4YEeHb OOraTod >KUPOM, BEPOSTHOCTH >KENyJOYHO-KUIIEYHBIX pPEaKIUH
YBEJTMYMBACTCA.

VY marueHToB ¢ caxapHbIM JuabeToM 2 THUIa YMEHBIIICHHE MACChl Tejla TMPU JICUCHUU OPJIMCTATOM
COIIPOBOKIACTCS YIyUIICHUEM KOMIICHCAIIUU YTJIEBOJHOTO OOMEHA, YTO MOJKET MO3BOJIUThH HIIU
moTpeOOBaTh CHIDKEHUS J103bI THIIOTJIMKEMHUYECKUX TIperapaTroB (HAIpUMeEp, IPOU3BOIHBIX
CyJIb(OHUIMOYEBUHBI).

Heo6xoauMo MOHHTOPUpPOBATh KOATrYISILIMOHHBIC MapaMeTpsl (Hampumep, nokazarenn MHO) npu
COIYTCTBYIOIIEH Tepanuu NepopaIbHbIMUA aHTHUKOAryIsHTaMu (cM. pazzen 4.5).

B CJIydyac pa3BHUTHUA TSOKEII0U Auapeu Nnpyu NpUMCHCHHU OpJIMCTaTa, KCHIIMHAM, HCIIOJIbB3YIOIUM
IepOpaIbHbIC KOHTPAICITHBBI, HEOOXOIUMO MPUMEHATH JOMOJIHHUTEIbHBIC MEPhl KOHTPALICIIIIUN
(cm. paznen 4.5).

[Tpu mpuMeHeHUH OpaKMCTaTa OTMEYATUCH PEAKUE CTyYau Pa3BUTHS THIIOTEPHO03a H/IIIM HAPYILIEHUS
€ro KOHTpoJs (cM. pazaen 4.5). MexaHu3Mbl pa3BUTHS JAHHOTO SIBJICHUS HEM3BECTECH, HO MOXKET
OBITH OOYCTIOBIIEH CHI)KEHHEM BCAChIBAaHUS HOIUPOBAHHOW COJIM W/WIIH JIEBOTUPOKCHHA HATPHSL.

OpaucTtar NOTEHIMAIBHO CIIOCOOEH CHMKATh BCAChIBAHWE aHTHUPETPOBHUPYCHBIX IpenapaToB IS
neuenust BUY u cHmwxkaTth 3¢ (HheKTHBHOCTh aHTUPETPOBUPYCHOI Tepanuu (cM. pasnen 4.5). Ilepen
Ha4yaJioM TEparuy OPJIIMCTATOM HEOOXOJUMO TIIATEIbHO OLEHUTh COOTHOILIEHHUE IOJIb3bl/pUCKA Y
TaKuX MMalUeHTOB.

[Ipu mpuMeHeHUU opiKcTaTa BO3MOXKHO PAa3BUTHUE THUIIEPOKCATYPHUU M OKCAIATHOW HedpomaTHw,
KOTOpasi MHOTJa MOKET MPHUBOJIUTH K PA3BUTHUIO MOYEYHON HEAOCTATOYHOCTH (cM. paznen 4.8).
VYBenuueHue pucka 0TMEYaeTcsl y MalMeHTOB C XPOHUUECKOW TTOUYEYHOW HEJ0CTATOYHOCTHIO H/WIIH
JeruapaTanuen.

BcnoMorarenpHble BEIIECTBA

JlaHHBI JTeKapCTBEHHBIN Mpenapar coaep XUt MeHee | MMmoub (23 Mr) HaTpus Ha OJHY Karcyiy, TO
€CTh, TI0 CYTH, HE COJICPKUT HATPHS.

4.5. BzaumojeiicTBHe ¢ JAPYrHMH JIeKADCTBEHHBIMH TMpenapaTamMm W Jpyrue BHJbI
B3aUMOIeHCTBUSA

IIpy OIHOBPEMEHHOM IPUMEHEHMM OpJKMCTaTa M LUKIOCIOPHHA BO3MOXKHO CHH)XECHHE
KOHIEHTPAallMd IUKJIOCIIOPUHA B IJJa3M€ KPOBH, UYTO MOXKET TMPUBECTH K CHUKCHHIO
MMMYHOCYNPECCUBHON 3()(EeKTHBHOCTH IMKJIOCTIOpUHA. TakuM 00pa3oM, COIYTCTBYIOILEE
IIPUMEHEHHE OpJIMCTaTa M LUKJIOCIOPUHA HE PEKOMEHIyeTcs. TeM He MeHee, €Cliu Takoe
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KOHTPOJIb KOHICHTPALIUN HUKJIOCIIOPHUHA B IJIa3M€ KPOBH KaK IPpXU OAHOBPECMCHHOM IIPUMCHCHHUU CT'O
C OpJIMCTAaTOM, TaK U IIOCJIC MPCKpaAICHUA ITPUMECHCHUA OpPJIMCTAaTa. KOHI_IGHTpaI_II/IIO MUKJIOCIIOPHHA
B IJIa3MC KPOBH CJICAYCT KOHTPOJIHUPOBATH 0 €€ CTa6I/IJII/I3aI_II/II/I.

ITpu ogHOBPEMEHHOM IIPUEME C OPJIMCTATOM OTMEUYAIOCh YMEHbIIEHUE BCACBIBAaHUS BUTAMUHOB D,
E u Gera-kaporuna. Eciau pekoMeH10BaHbl OJIMBUTAMMHBI, UX CJIEIyEeT IPUHUMATh HE MEHEE YEM
yepe3 2 daca IOClIe IIpUeMa oOpiucrara Wiu Iepen cHoM. IIpu nepopanbHOM Ha3Ha4eHHUU
aMHOJapoHa BO BpEMs TEpalud OpJIMCTaTOM OTMEYAJIOCh CHM)KEHHUE CHCTEMHOM 3KCIO3ULUU
aMMO/apoHa, KJIMHHUYECKas 3HAYMMOCTb O3TOro sBJEHHs He scHa. [lobGaBieHue opnucrata K
JUTUTENTHON Teparuy aMHOAapOHOM BO3MOYKHO MPUBEIET K CHUKECHHUIO TeparneBTudeckoro 3ddexra
amMMozapoHa (uccienoBaHMH He mpoBoamioch). Cremyer u30eratb OJAHOBPEMEHHOIO IpHeMa
opiucTaTa M akapOO3bl M3-3a OTCYTCTBHUS JaHHBIX (PapMaKOKMHETHYECKHUX HcciienoBaHuid. [lpu
OJTHOBPEMEHHOM IIpHEME OPJINCTATa U MPOTUBOAMICITUYECKUX MIPENapaToB HAOIIOIAINUCh Cllydau
pasButusa cyzaopor. llpuumHHO-ClEenCTBEHHAss CBSI3b MEXAY pa3BUTUEM CYAOPOr U Tepanueu
OpJIMCTAaTOM HE yCTaHOBJICHA. TeM He MeHee, ClelyeT MOHUTOPUPOBAaTh COCTOSIHUE NAllMEHTOB Ha
peaMeT BO3MOKHBIX M3MEHEHHUI B 4aCTOTE W/WIIM TSHKECTH CYAOPOKHOTO cuHApoMa. [lo maHHBIM
KIIMHUYECKUX HCCIIEJOBAHUM OTCYTCTBYET B3aMMOACHCTBHE OpJIMCTAaTa C aMUTPUITHIMHOM,
aToOpBacCTaTMHOM, OWIyaHWJaMH, JWTOKCHHOM, (uOpaTamu, (IYOKCETHHOM, JIO3apTaHOM,
(EeHUTOMHOM, MEepOpabHBIMU KOHTpAleNTHBaMH, (EHTEPMUHOM, IPAaBACTATUHOM, HU(DEAUITNHOM
I'NTC (racTpoWHTECTHHAJIbHAS TEPANEBTHYECKAs CUCTEMa) M HHU(PETUNMHHOM C MEUICHHBIM
BBICBOOOXKIEHHEM, CHOYTPAMHUHOM WJIM STAHOJIOM.

OpHaKo pH OTHOBPEMEHHOM IIPUMEHEHUH OPJIMCTaTa U BappapuHa WIH APYTUX aHTUKOATYJISIHTOB,
MOJKET HaOII0AAaThCs CHIKEHUE KOHIEHTpaluu npotpoMOuHa u noseimienue MHO, yto npuBoaut
K U3MEHCHHUIO TEeMOCTAaTHUECKUX IoKaszareneii. HeoOxomumo MoruTopupoBarh nokaszarenn MHO
IpPU COMYTCTBYIOIICH Tepanuu BaphapruHOM WIM APYTMMH NEPOPATbHBIMU AHTHUKOATYISIHTAMHU.
OTMedanuch pefkue CIly4au Pa3BUTHS THIIOTHPHO3a W/WIH HAPYIICHHS ero KOHTPOJsS. MexaHu3m
pa3BUTHS JTaHHOTO SIBJICHUSI HEM3BECTEH, HO MOXXET OBITb OOYCJIOBIIEH CHUXCHHEM BCACHIBAHUS
HOMMPOBAHHOMN COJIM /WU JICBOTUPOKCHUHA HATPHSL.

OTMmevanuch ciyyau CHHXEHHS 3((EKTUBHOCTH aHTUPETPOBUPYCHBIX IpENnapaTroB AJs JIEYEHHUs
BUY (Bupyca wumMMyHOneduIMTa YEIOBEKAa), AHTUIEHPECCAHTOB, HEWPOJENTHKOB (BKIOYAs
npernapaThl JIUTHS), COBIMAAAIOIINE C HAYaJIOM IPUMEHEHHsI OPIIUCTAaTa Y pPaHee KOMIIEHCHPOBAaHHBIX
nanueHToB. Tepamnuio OpIUCTaTOM CIeAyeT HauuHaTh TOJIBKO I10CJIE TIIATEJBHOM OLIEHKH €e
BO3MO>KHOT'O BIIMSHHS HAa TAKUX MAllUEHTOB.

OpaucTat crnoco0eH 0nocpeoBaHHO CHUXKATh () (PEKTUBHOCTH NEPOPATILHBIX KOHTPALIEITUBOB, YTO
B OTJEJIbHBIX CIIydasX MOXKET HNPUBECTH K He3alsIaHMPOBaHHOM OepeMeHHOCTH. PekomeHnyercs
MPUMEHSTH JOMOJIHUTEIbHBIA METO]I KOHTPALIEIIIIUHU TAK)KE B CIydae pa3BUTHS TAKEJION IUapeu.

4.6. ®epTUIBLHOCTDb, 0€PEeMEHHOCTD M JIAKTALMSA

bepemeHHOCTH

JIOKJTMHUYECKHE HCCIIEeIOBaHUs HE BBIABUJIM TEPaTOr€HHOro M 3MOpHOTOKcHYecKoro s¢¢ekra
opiuctara. O HaKO, B CBSI3U C OTCYTCTBUEM KIIMHUYECKUX JAHHBIX O MPUMEHEHUHU y OepeMEHHBIX,
OpJIMCTAT MPOTUBOIOKA3aH PU OEPEMEHHOCTH.

JlakTarms

ITockonbKy HEU3BECTHO, IPOHUKAET JIM OPJIUCTAT B IPYJHOE MOJIOKO, OH IIPOTUBOIIOKA3aH B IIEPUOJL
IPYAHOTO BCKAPMJIMBAHMS.
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MEXaHM3MaMHu

He BBIABIEHO KaKoro-Jimoo OTpULATCIIBHOI'O BJIMAHHA OpJIMCTaTa Ha CITOCOOHOCTD YIIpaBJIAATb
ABTOTPAHCIIOPTHBIMU CPCACTBAMU U MCXAHU3MAaMMU.

4.8. HexenaTelbHbIE peakuu

Pe3romMe HexenaTenbHBIX PEAKIIN

YacToTa HeKeNNaTeIbHBIX PEaKIMi MPUBEICHA B BUC CIASAYIONICH Ipalaliuu: ouersb yacmo (> 1/10);
yacmo (= 1/100, o < 1/10); reuacmo (= 1/1000, HO < 1/100); peoxo (> 1/10000, o < 1/1000); ouenw
peoko (< 1/10000); wacmoma wneuzéecmna (Ha OCHOBAaHHM HMMEIOIIMXCS JaHHBIX OLIEHHUTH
HEBO3MOJKHO).

HexxenarenbHble peakluy IpU IPUMEHEHUHU OpJMCTaTa BO3HUKAJIU IVIABHBIM 00pa3oM CO CTOPOHbI
KETyJOUYHO-KUIIEYHOT O TPaKTa U ObUIN 00YCIIOBICHBI (DapMaKOIOTMYECKUM JICHCTBUEM TIperapara,
IPEMSTCTBYIOUIETO BCACBIBAHUIO JKMPOB MHINM. YacToTa pa3sBUTUS HEKEIATEIbHBIX PpEaKLUN
YMEHBIIANACh IIPY JUIUTEIBHOM HCIIOJIb30BAHUM OPJIMCTATA.

Vka3aHHBIE HIKE HEKEJIATEIbHbBIC PEAKIIH BO3HUKAJIH C YaCTOTOW> 2 % M MHIMICHTHOCThI0> 1 %
110 CPaBHEHUIO C IU1aneoo.

Hnghexyuu u unsazuu

OueHpb 4acTo — IPUIIIL.

Hapywenusa memabonuzma u numanus

OdeHpb 4acTO — THUMOTJIMKEMHEST .

Icuxuueckue napywenus

Yacro — TpeBora.

Hapywenus co cmoponul HepgHoli cucmemul

OdeHsb 4acTo — royioBHast 00Jb.

Hapywenus co cmoponul OvixamenvHoti cucmemsl, Op2aHos epyOHOU KIemKU U CPpeO0CmeHUs.
OdeHb 9acTo — MHMEKIIHMS BEPXHUX JBIXaTCIbHBIX MTyTEH.
Yacto — nHpEKIHsS HUKHUX JbIXaTeNbHBIX MyTeH.
Hapywenus co cmopoHnul srcenyoouno-kuuieuno2o mpakma

Ouenp yacto — 60JIM UM AMCKOMGOPT B JKUBOTE, MACISHUCTBIE BBIJCIECHUS U3 MPSMON KHILIKH,
BbIJIEJICHUE Ta30B C HEKOTOPHIM KOJIMYECTBOM OT/ENIIEMOT0, UMIIEPAaTUBHBIE MIO3BIBHI Ha AePEKaIHIO,
cTeaTopesi, MeTeOpU3M, )KUJIKUHN CTYJ, yJalleHue aedeKanuu.

Yacro — 605u unu 1uckoM@opT B MPSMON KUIIKE, «MSATKUI» CTYJ, HEAepKaHHUE Kaja, opakeHHe
3y0O0B, MOpaKeHUE JIECEeH, B3IyTHE KUBOTa™.

Hapywenus co cmoponusl nouex u Mouesbl800sAuWuUx nymetl

Yacto — nHGEKIUY MOYEBBIBOISAINX MYTEH.

Hapywenus co cmopoHvl penpo0yKmugHot cucmembl U MOJIOYHBIX JHcele3
Yacro — HeperynsipHble MEHCTPYaIIlUH.

Obwue Hapywenus u peakyuu 6 mecme 68e0eHUs.

YacTto — ¢i1ad0CTh.
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COIIOCTAaBUMBI C TAKOBBIMH Y JIUI] O€3 caxapHOro nquadera ¢ n30bITOUHOM MacCoil Tea U 0)KUPEHHEM.

* EQMHCTBEHHBIMU HOBBIMHU HEXXENATEIbHBIMU PEAKIUSIMH y MAIUEHTOB ¢ OXXKUPEHUEM M CaXapHBIM JHa0eToM 2 THIa
ObUTH THIOTIMKEMUYECKUE COCTOSHUS (OY€Hb YacTO) M B3IyTHE XHMBOTA (YacTO), BO3HUKABIINE C YaCTOTOH > 2 % u
MHIUAEHTHOCTHIO > 1 %, 10 cpaBHEHMIO C UIare6o.

YacroTa HapyIIEHUH CO CTOPOHBI JKEIyJOYHO-KUIIEYHOIO TPAKTa YBEJIMYHUBACTCS IIPU NOBBILICHUU
colepKaHUsl JkMpa B TUTaHuWW. [lanmeHTOB cnenyer WHGOPMHPOBATH O BO3MOXKHOCTH
BO3HUKHOBEHUS HEXEJIATEIbHbIX PEAKIUIl CO CTOPOHBI KeyJOUYHO-KUIIEUHOI0 TpaKTa U 0Oy4uTh,
KaK YCTPaHATh MX IYyTEM JIy4IIero COOJIOJCHUS IHEThl, 0OCOOCHHO B OTHOLICHHM KOJMYECTBA
coleprKalierocss B Hel kupa. IIpuMeHeHue nueTsl ¢ HU3KUM COAEP)KAHMEM JKMPAa YMEHBIIACT
BEPOSITHOCTh HEXKEJIATEIIBbHBIX PEAKIMA CO CTOPOHBI KEIYJOYHO-KHUILIEYHOTO TPAKTA U TEM CaMbIM
[IOMOTaeT MalMeHTaM KOHTPOJIIMPOBATh U PETYIUPOBATH OTPEOJICHUE KUPOB.

Kaxk IpaBHJIO, YKA3aHHBIC HECKCIATCIBbHBIC PCAKIHUU ABJISAIOTCA cimabo BBIPAXXCHHBIMU U
TpaH3uTOpHbIMH. OHM BO3HUKAIM Ha PaHHUX OSTalax JICUYCHHs, B IEpBbIe 3 Mecsla, MpUYeM Y
OOJIBIIIMHCTBA MALIMEHTOB ObLIO HE 60JIee OAHOTO 3IMN30/1a TAKUX PEaKIUil.

B 4-netHeM KIMHUYECKOM HCCIEIOBAaHUM OOIMMK Npoduiib OE30MacHOCTH HE OTJIMYAICS OT
TaKOBOT0, MTOJIYYEHHOTO B 1- 1 2-neTHUX ucciaenoBanusix. [Ipu aTom oOiiast yacTtoTa BOSHUKHOBEHUS
HEXKeNaTEeJIbHBIX PEAKIM CO CTOPOHBI KEIYyI0YHO-KUIIIEUHOTO TPAKTa €XKEroJHO YMEHbIIAIach Ha
MPOTSHKEHUH 4-JIETHETO NIepro/ia IprueMa mpernapara.

ITocTperucTpalioHHOE Ha6J'IIOI[eHI/Ie

HepeqncneHHHe HUKE HEXCJIATCIIbHBIC pCaknuun BBISABJICHBI npu CIIOHTaHHBIX
MNOCTPEIruCTPAllMOHHBIX COO6H.[€HI/I$IX, qacToTa pa3BUTUA HCU3BCCTHA.

Hapywenus co cmoponvl uMmynHOU cucmembl

Peakuuu runepyyBCTBUTENBHOCTH, TJIABHBIMH KIMHUYECKUMU CUMITOMaMH KOTOPBIX OBLIH 3V,
CBIIb, KPAITMBHUIIA, AHTHOHEBPOTUICCKUH OTEK, OpOHXOCTa3M U aHA(DHIIaKCHSI.

HapymeHuﬂ CO CNMOPOHbI DfCeﬂyOOHHO-KMWELIHOZO mpaxkma
PexranpHOE KPOBOTCUYCHUC, NTUBCPTUKYIIUT, IAHKPCATHUT.
HapymeHuﬂ CO CMOPOHbL neverHu u 9!C€]Z1166bl60()ﬂu/ﬂ/lx nymeﬁ

XOJ'IGJ'II/ITI/Ia3, OTACJIBHBIC, BO3MOXHO, CCPBC3HLBIC, CIIydYanl MOPAXKCHUA MCUYCHU, MMPUBOAAIINE K €€
TPAHCIUIaHTAOWUU HUIIU JICTAJIbHOMY HCXOAY.

Hapywenus co cmoponul Kodtcu u noOKoNCHbIX MKaHel
BynnesHnas chinb.
Hapywenus co cmoponwl nouek u Mouesbigo0sauux nymet

OkcanarHas He(prHaTI/IH, KOTOpasA HHOTAA MOXKET TPHUBOAUTL K PA3BUTHIO MMOYEIHOMN
HEAOCTATOYHOCTH.

Jlabopamopnvie u uncmpymenmanvHvle OanHble

[ToBbIllIEHNE AKTUBHOCTH <«II€YEHOYHBIX» TpaHCAMUHA3 M IIENOYHON ¢ocdaras3bl, CHUKEHUE
KOHIIGHTPAaLlMd  NPOTPOMOMHA, yBeJIMuYeHHe 3HaueHMid mokazatens MHO wu  cioydam
HecOAaaHCUPOBAHHOM  Tepaluy  aHTUKOATyJASHTaMH, 4YTO  NOPUBOJWIO K  H3MEHEHHIO
reMOCTaTUYECKUX IapaMeTpoB (cM. paszzen 4.5).

[Ipy ogHOBpEMEHHOM MpHEME OpJMCTaTa U MPOTHBOIIMUIENTUYECKUX IpenapaToB HaOIIOAATUCH
cllyyau pa3BUTHs Cyopor (cM. paszen 4.5). 3aperucTpupoBaHbl CIIydau pa3BUTHsI THIIEPOKCATYPHUH.

Co00111eHrE 0 TTOI03PEBAEMBIX HEXKEIATENbHBIX PEAKIINIX

Baxno COO6IJ_IaTL 0 TOAO3pPCBACMBIX  HECKCIATCJIBbHBIX  PCAKIHUAX IOCIC  PECrucTpanuun
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

«moJib3a — PHUCK» JICKApCTBCHHOI'O0 IMpcrapara. MC,Z[I/II_II/IHCKI/IM paGOTHI/IKaM PCKOMCHAYCTCA
COO6H_IaTI) 0 JIFOOBIX IIoAO3pE€BACMBIX HEXKEIATCIIbHBIX PECAKIUAX JICKAPCTBCHHOI'O IIpEriapara 4€pes
HallMOHAJIbHBIC CUCTCMBI COO6IJ.[€HI/IH 0 HCKCIIATCIIbHBIX pPCaKOHAX TOCYHapCTB — YJIICHOB
EBpa3HﬁCKOFO 9KOHOMHUYECKOI'O COrO3a.

Poccuiickas @enepanus

@enepanbHas ciryx0a 1o Haa30py B cepe 31paBoOXpaHeHUs

Anpec: 109012, r. Mocksa, CinaBsiHcKast miiomiaib, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

DaexrponHas mouta: pharm@roszdravnadzor.gov.ru wmm npr@roszdravnadzor.gov.ru

CaiiT B nH(GOPMAIIMOHHO-TEIEKOMMYHUKAIMOHHOM ceTn «MHTepHeT»: WWW.roszdravnadzor.gov.ru

4.9. llepeno3upoBka

CHUMIITOMBI

B ximMHMYECKUX HCCIEIOBaHUSAX Y JIMI ¢ HOPMAJIBHOW MAaccoil Tejla M MAIlMEHTOB C OXUPEHHEM
npueM pa3oBbix 103 800 Mr Wiim MHOTOKpaTHbIA npueM mnpenaparta no 400 mr 3 pa3a B CyTKM Ha
MPOTSKEHUU 15 THEH HE COMPOBOXKIAICA MOSBICHUEM CYIIECTBEHHBIX HEKEJIATEIbHBIX PEAKIIHM.
Kpome toro, y naijueHTOB ¢ O)KUPEHUEM €CTh ONBIT IPUMEHEHHUs opaucTaTa 1o 240 mr Tpu pas3a B
CyTKH B TeueHHEe 6 MEecsleB, YTO HE COMPOBOXKIAIOCH JOCTOBEPHBIM YBEIUYCHHEM YaCTOTHI
BO3HUKHOBEHHUSI HEIKEIATEIbHBIX PEAKLIUM.

B ciryuae nepe1o3upoBKH OPIUCTATOM COOOIIATIOCh 00 OTCYTCTBHH HEXKENATEIBHBIX PEaKIiii, 1100
HeKeNaTeJIbHBIE PeaKIMi He OTJIMYAINUCh OT TeX, KOTOpble HaOII01al0TCs MPU IIpUeMe Ipenapara B
TEepaneBTUYECKUX J103aX.

Jleuenue

B ciyyae BbIpakeHHOW MEpenO3UPOBKU OPJIMCTaTa PEKOMEHAYyEeTCs HAOJI0O/IEHHE MalMeHTa Ha
nporsokeHuu 24 dacoB. [lo JaHHBIM [OKIMHUYECKUX M KIMHUYECKHX HCCIEeIOBaHUM, ItOObIe
cucteMHble d()PEKThI, KOTOPHIE MOKHO OBLIIO OBbI CBSI3aTh C JIMMTA3WHTHOUPYIOITUMHU CBONCTBAMH
OpJIMCTATa, IOJKHBI OBITH OBICTPO OOPATUMBI.

5. DPAPMAKOJIOTMYECKUE CBOHMCTBA

5.1. ®apmakoauHaMHuYecKHe CBOiicTBa

d)apMaKOTepaneBTquCKas[ rpymnmna: mnpemnaparbl I JCUYCHUA OXHPCHUA, KPOME AUCTUUYCCKUX
MMPOAYKTOB; ITPpEMapaThl IJIs JICYCHUA OKUPCHUS nepn(bepnqecxoro HCP’ICTBHH.
Koxg ATX: AOSABO1

MexaHu3M ASUCTBUS 1 (baDMaKOHI/IHaMI/I‘-ICCKI/Ie Sd)d)eKTLI

Opaucrar — crneuuUYecKuil HHIUOUTOP KETYyJA0YHO-KUILIEUHBIX JIMIA3 JUIMTEIBbHOTO JEeUCTBUS.
JlelicTBYeT B MPOCBETE KETYyIKa U TOHKOTO KHILIEYHUKA, 00pa3ysl KOBAJIEHTHYIO CBS3b C aKTUBHBIM
CEepUHOBBIM YYaCTKOM KEJIyJI0YHON U MaHKpeaTndeckoi nuna3. MIHakTMBHPOBAaHHBIN (epMEHT He
CMOCOOEH PaCIIeIUIATh JKUPbI MHIIHM, TOCTYNAOIINE B BUAE TPUIIIMLIEPUIOB, 10 aOCOpOUPYEMBIX
CBOOO/HBIX JKHUPHBIX KHCIOT UM MOHOTJMIEpUIOoB. HepacuierienHnble TPUTIHLEPUIbl HE
BCAChIBalOTCS, B CBSI3U C YEM YMEHBILIAETCS MOCTYIUIEHHE KAJIOPUHM B OPraHU3M, 4TO IPHUBOIUT K
YMEHBUIEHHIO Macchl Tena. TepameBTudeckoe JeHCTBHE IIpernapara OCYyLIECTBIseTcs 0e3
BCAChIBaHMs B CUCTEMHBINA KPOBOTOK. Y BEJIMYMBAET KOHIIEHTPALIMIO )KHpa B KAJIOBBIX Maccax 4epes
24-48 4 nocne npuema. ObecnieunBaeT 3PpPEKTHBHBII KOHTPOIb MACCHI TEJa, YMECHBIICHHUE JIETIO
KUPA.


mailto:pharm@roszdravnadzor.gov.ru
mailto:npr@roszdravnadzor.gov.ru
https://www.roszdravnadzor.gov.ru/
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ITo pe3ynbTaTaM COIepKaHHs KUpa B Kale, TeHCTBHE ODJ'II/ICI’IQ.”I;Ell:HEE%ETHCEEEBQI:jﬁtIEB'LI% B

OMY OTUETY

nocie npuema. [locie oTMeHsl mpenapaTa coAepXaHHe KUpa B Kaye uepe3 48—72 yaca 0OBIYHO
BO3BpAIIAETCs K MCXOJHOMY YPOBHIO (JI0 Hayalia Tepariuu).

Knuanueckast 3¢ (hekTHBHOCTD M 6€30MacHOCTh
Ilayuenmoi ¢ odxcuperuem

B KIMHHYECKUX UCCIICIOBAHUSX Y TAIMCHTOB, MPHHUMAIOIINX OPJIMCTAT, HAOII0amach OobInas
MOTEPsI MacChl TeJla 0 CPAaBHEHHIO C MAallMeHTaMH, HaXOASIMMHUCSA Ha nueToTepanuu. CHUKCHUE
Macchl TeJla HAYMHAIOCH yKe B TEUEHHUE MEPBHIX 2-X HEEb M0Cie Havalla JeUYSHHsI U TPOI0JDKAIOCh
or 6 mo 12 MmecsneB Jaxke y MAIIEHTOB C OTPHUIATEIbHBIM OTBETOM Ha jauerorepanuio. Ha
MPOTSHKEHUH  2-X  JIeT HaOMIOJalOCh CTATUCTUYECKH 3HAYMMOE  YIy4dlIeHHe MpoQus
MeTa0OIMYECKUX (PAKTOPOB PUCKA, CONMYTCTBYIOIIMX OXUpPEHUI0. Kpome TOro, mo cpaBHEHHUIO C
MPUEMOM IUTAaIe00 OTMEYajaoCh 3HAYUTEIBHOE YMEHBIICHHE KOJIUYECTBA XUpAa B OpraHU3ME.
Opaucratr 3(pQGEKTUBEH B OTHOIICHWH IPEIOTBPAIICHHUS IIOBTOPHOW TNPUOAaBKH MAacChl Tela.
[ToBTOpHBIN HaOOp Macchl Tema, HE Oonee 25 % OT MOTEPSHHOTO, HAOMIOJANCS TPUMEPHO Y
MOJIOBHHBI TMAIUCHTOB, a y TMOJIOBUHBI U3 ATHX MHAIlMEHTOB MOBTOPHOTO HA0Opa MAacChl Tella He
HaOJII0AATI0Ch, MITH JJaKe OTMEYAIOCh JAIbHEHIIee ero CHIKEHHE.

HauueHmbz C oorcupernuem u caxapHovim ouabemom 2 muna

B KIuMHMYECKMX MCCIEJOBAHUSX JJIUTENIBHOCTbIO OT 6 MecsieB 10 | roja y NalMeHTOB, C
M30BITOYHOM Maccoi Teda WIM OXHUPEHHEM, M CaXxapHbIM JuabeToM 2 Tuna, NPUHUMAIOLIUX
opiaucTar, HaOmronanack Oonbllas MOTEPSs MacChl Tela IO CPAaBHEHUIO C IALlUEHTAMU,
IIPOXOJUBLIMMH JIEUEHUE TOJIBKO aueTtorepanuen. [loTteps macchl Tena npoucxoausia, B OCHOBHOM,
3a CUeT YMEHbILIEHHUs KOJMYecTBa jkupa B opraHuzme. Cienyer OTMETHTb, YTO A0 Hayala
UCCIIEA0BAHMS, HECMOTPS Ha IIPUEM TMITONNIMKEMUYECKUX CPEICTB, y MAallMEHTOB YacTO OTMEYalICs
HEJ0CTAaTOYHBIA KOHTPOJIb MIMKeMUu. OHaKO IPU NPOBEACHUU TEPAIIUU OPIUCTATOM HAOIII01a10Ch
CTaTUCTMYECKU M KJIMHUYECKU 3HAUYMMOE yJydllleHHue KOHTpousd rimkemuu. Kpome toro, Ha goHe
TEparuy OPJINCTATOM HaOIIOaTIOCh CHIDKEHHE /103 THIIOTIMKEMHYECKHX CPEICTB, KOHIEHTPAIHH
MHCYJIMHA, a TAK)KE€ YMEHBIICHUE HHCYJIMHOPE3UCTCHTHOCTH.

Ymenvuenue pPUuckKka pazsumusl caxapHozco ouabema 2 muna y nayueHmoes C oxIcuperuem

B 4-netHeM KIMHUYECKOM HCCIIEIOBAaHUH OBLIIO MOKA3aHO, YTO OPIUCTAT 3HAUUTEIHHO CHUKAET PUCK
pa3BuTHsl caxapHoro nuadera 2 tumna (nmpumepHo Ha 37 %, mo cpaBHeHHUIO ¢ Tutane6o). CreneHpb
YMEHBIIIEHUSI pUcKa ObUTa Jake Ooyiee 3HAUUTEIHHOW Yy MAIMEHTOB C UCXOIHBIM HApYyIICHUEM
TOJICPAHTHOCTH K TJIIOKO03¢€ (MpuOan3uTensHo Ha 45 %). B rpynme Tepanuu opaucTaTtoM oTMedanach
OoJiee 3HAUUTENBHAs TOTEPSI MACCHI TeJa, IO CpaBHEHMIO ¢ Tpynnoi mianedo. Ilogaepxanue Maccsl
TeJla Ha HOBOM YpOBHE HaOJIO/IaloCh B TEUSHHE BCETo Mepuona mccienoBanus. bomee toro, mo
CpPaBHEHMIO C TIuIane0o y MAIMeHTOB, MOJYyYaBUIMX TEPANUI0 OPJIUCTATOM, HaOIII01AI0Ch
3HAYUTENIbHOE YIydllleHne Ipouis MeTaboandeckux (pakTopoB pUCKa.

Ilybepmammnoe odxcuperue

B ximHMYecKnx HUCCIICAOBAHUAX OJIUTCIIBHOCTBIO 1 Troa y moaApOCTKOB C OKUPCHHUEM, IIPU MPUCME
opuincTara Habmoganock ymenbienne UMT, sxupoBoii Macchl, a Takke OKpYKHOCTH TaJluu U 6exep,
[0 CpPaBHEHMIO ¢ Trpynmnoi rurane6o. Taxke y MarMeHTOB, MOTYyYaBIIUX TEPAIHIO OPIIHCTaTOM,
OTMEYaJIOCh 3HAYUTEIBHOE CHIKEHHE JUACTOIMYECKOT0 apTepHabHOTO JIaBJICHUS, [0 CPAaBHEHHIO
c rpynmnoi mianeoo.

5.2. GapMaKOKHHeTHYECKHE CBOHCTBA

AOGcopOrtus

Y 1oOpoBOJIBIIEB ¢ HOPMAITBLHOW Maccoi Tela U OXHPEHHEM CHCTEMHOE BO3ACHCTBHE Mperapara
MHUHUMaJIbHO. [locie oJHOKpaTHOro TEepOpaIbHOTO TMpHema mpemnapara B go3e 360 wmr
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HEM3MCHEHHbII OPJIMCTAT B ILIA3Me ONPENEUTh HE YAAI0Ch, U I‘b?]lgi;éTE"T‘g—OEQBQICFIJIHEﬁT[BaH ot

(CMEPTHOMY OTUYETY

HAXOAATCS HWXKe YpoBHsA 5 Hr/mu. B memom, mocie mpuema TepaneBTUYEeCKUX 103 BBISBHTH
HEM3MEHEHHBIA OPJIUCTAT B IUIa3M€ YAaBaJloCh JIMIIb B PEAKHX CIy4asx, IPU 3TOM KOHIIEHTPALUU
ero ObuH KpaitHe Mansl (< 10 ar/ma umu 0,02 Mxmons). [Ipu3Haku KyMyIsiuu OTCYTCTBOBAIIU, YTO
IIOJITBEPAK AT, YTO BCAChIBAHUE MperapaTa MUHUMAJIbHO.

Pacopenenenne

OO0beM pacrpesieieHusi HE MOXKET OBITh YCTAHOBJICH, IIOCKOJNIBKY OpJIMCTAT OYEHb ILIOXO
BcacbiBaercst. Opnuctar Oonee yem Ha 99 % cBs3bIBaeTcst ¢ OenKamM IUIa3Mbl KpoBHU IN VItro (B
OCHOBHOM C JIMIIONPOTEHHAMHU U abOyMHHOM). OpJHCTaT B MHHUMAIBHBIX KOJMYECTBAX MOXKET
IIPOHUKATH B S3PUTPOLIUTEL.

BI/IOTDaHCd)ODMaHI/IH

Cyns 1o MJaHHBIM, MOJIyYEHHBIM B OKCIIEPUMEHTE Ha JKMBOTHBIX, METabOJIM3M OpiucTaTra
OCYILIECTBIISICTCS, [JIaBHBIM 00pa30M, B CTEHKE KHILIEYHHKA. B Hccien0BaHuu y JIUIl C OKUPEHUEM
YCTAHOBNIEHO, 4TO mpuMmepHo 42 % OT TOW MHUHMMalIbHON (pakmumu npenaparta, KOTOpas
MOJIBEPraeTcss CHUCTEMHOMY BCACBIBAHHMIO, MPUXOJUTCS Ha JIBa OCHOBHBIX MeTabomuta — M1
(4eThIpEeXWIEHHOE TUAPOIU3ZUPOBAHHOE JAKTOHOBOE KOJIbI0) U M3 (M1 ¢ OTIIENIEHHBIM OCTAaTKOM
N-dopmumieinuna).

Momnekynbl M1 u M3 uMeIOT OTKpBITOE B-JIAKTOHHOE KOJIBIIO U KpaiiHe c1ab0 UHTHOUPYIOT JINMa3y
(coorBerctBeHHO, B 1000 m 2500 pa3 cnabee, yem opnuctar). C ydeToM Takoil HHU3KOMN
WHTHOWPYIONIEH aKTUBHOCTH W HU3KHX IIa3MEHHBIX KOHIEHTpanui (B cpemHeM, 26 HI/MI U
108 Hr/mMJI, COOTBETCTBEHHO) IIOCJAE TIpHeMa TEPANeBTUYCCKUX 703, OTHU METaOOIHTHI
paccMaTpuBaroTcs, Kak (papMakoIOrHIeCKH HE aKTUBHEIC.

ONIMMUHALIMSA

UccnepoBanust y uil ¢ HOpMaIbHOW M M30BITOYHOM MAcCCOM Teja MoKa3aiu, YTO OCHOBHBIM MMyTEM
ANMMHHALIMN SBIISIETCS BBIBEJICHHE HEBCOCABIIErocs mpemapara ¢ kaioMm. C KalloM BBIBOJUIOCH
okoio 97 % mnpuHATON 03Bl mpemaparta, npudeM 83 % B BHUJAEC HEU3MEHEHHOTO OpJIUCTATA.
CoBOKymnHass MoyeyHas 3KCKpelus BceX CYOCTaHLMH, CTPYKTYPHO CBSI3aHHBIX C OPJIMCTaTOM,
cocTaBisieT MeHee 2 % MpUHATON 103bl. BpeMs 10 moaHON 3TMMUHAIIMY [Tperapara u3 opranusma (¢
KaJIoM 1 Mo4oit) paBHseTcst 3—5 qHsM. COOTHOIIEHUE TyTel BBIBEIEHUS OpiKcTaTa y J0OpOBOJIbLIEB
C HOpPMaJIbHOM M M30BITOYHOM Maccoil Tena oOKa3aloch OAuWHAKOBbIM. Kak opmmcrar, Tak u
MeTaboauTsl M1 1 M3, MOry noBeprarhesi 3KCKpeIHH ¢ )KeTUbIo.

q)aDMaKOKI/IHCTI/I‘IeCKaH-d)aDMaKOI[I/IHaMI/I‘IeCKaﬂ 3aBUCUMOCTD

[1na3MeHHbIe KOHIIEHTPALMU OpJKcTaTa u ero MetabonmutroB (M1 u M3) y fereii He OTIMYAIOTCS OT
TaKOBBIX Y B3POCIBIX MPU CPABHEHHH OJMHAKOBBIX 1103 mpernapaTta. CyTodHasi IKCKPELHs Kupa ¢
KanmoMm coctaBisieT 27 % OoT mpuema ¢ IUIIeW MpH Tepanuu opiuctatoM U 7 % — mpu mpueme
wiare0o.

6. PAPMALLEBTUYECKUE CBOMCTBA

6.1. [lepeueHsb BcoMoOraTejbHbIX BElIECTB

CocraB cyOCTaHIIMUA-TIEILIET:

[emmton03a MEKPOKPHCTAIUTHIECKAS
KapGokcumerunkpaxmain HaTpust
Hatpus naypuicynsgar
IToBunon-K30
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(NOCNEOOBATENEHOCTE 0001)

CocTaB Kopryca Karcyibl:

Kpacurenb cunuii naTeHTOBaHHBIN
Tutana Tuokcun
Kenarun

CocTaB KpBIIICYKH KACYIbL:

Kpacurenps cuHMil MaTeHTOBAHHBIN
Tutana Tuokcun
Kenarun

6.2. HecoBMecTUMOCTH

He nmpumenumo.

6.3. Cpok rogHocTH (CpOK XpaHeHMusl)

2 roga.

6.4. OcoOble MepbI NPEI0CTOPOKHOCTH MPU XPAHEHUH

XpaHuTh npu TEMIepaType He Bbiie 25 °C.

6.5. XapakTep u coep:kaHue YIAKOBKHU

Ilo 5, 6, 7, 8 10, 12 mnm 14 kancyn B KOHTYpHYIO SIYEHKOBYIO YIAaKOBKY W3 IIJICHKU

MTOJIMBUHUJIXJIOPUIHOM U (OJIBTY aTFOMHUHHEBOM ITEYaTHOM JIAKHPOBAHHOM.

ITo 10, 20, 21, 30, 40, 42, 50, 80, 84, 100 wm 120 kancyn B 6aHKY U3 MOJIMATWICHTEpedTaIaTa WIN
0aHKy TOJHUIPONMUICHOBYIO, YKYIIOPEHHYIO KPBIIIKOW MOJUATUICHOBOW C KOHTPOJIEM IEPBOTO
BCKPBITHSI, C CUCTEMOM «HAXaTb-IIOBEPHYTb» WM 0€3 Hee WJIM KPBIIIKON MOJUIPONUIEHOBOW C
KOHTPOJIEM IIEPBOTO BCKPBITHS, C CHCTEMOM «HaXKaTh-IIOBEPHYTH)» WK O€3 Hee.

JlomyckaeTcsi  cBOOOJHOE  TMPOCTPAHCTBO B OaHKE  3alOJHATH  BAaTOM  MEIUIIMHCKOMN
TUTPOCKOMUYECKOM.

Ha 6aHKy HakJIenBarOT 3TUKETKY.

1,2,3,4,5,6,7,8,9, 10, 12 unu 14 KOHTYpHBIX SYEHKOBBIX YIIAKOBOK WJIM OJHY OaHKY BMECTE C
WHCTPYKIIMEH 10 MEIUIMHCKOMY NPUMEHEHHUIO (JUCTOK-BKJIABIII) TOMEIIAI0T B KapTOHHYIO
YIIaKOBKY (ITAUKYy).

6.6. Oco0ble MepbI MPEIOCTOPOKHOCTH NMPH YTHIM3ALUH MCNOJIB30BAHHOIO JeKAPCTBEHHOT 0
npenapara MM OTXOJ0B, IOJYYCHHBIX IOCJe NMPUMEHEHHMs JIEKAPCTBEHHOI0 INpenapara, u
Apyrue MaAaHMIYJISILMHU € penapaTomM

Oco06ble TpeOoBaHUs OTCYTCTBYIOT.

7. IEPZKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA
Poccusa

00O «ATomm»
445351, Camapckas 00:1., . XKurynesck, yi. 'uapocrpoutenei, 1. 6.
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 17.12.2025 N= 31364

7.1. IlpencraBuTe b Aep:KaTeNsi PerHCTPALMOHHOT vnocrd&l[_)lé;{wl:E'L'TEHI:'H': CTb 0001)

[Tperen3un norpedHUTENEH HAIPABIATD 1O A/IPECY:

Poccus

00O «O30H Papm»

445043, Camapckas 00:71., 1.0. Tonbsitta, Tep. O3 [T, maructpans 3-4, 31. 11, cTp. 1.
Ten.: +79874599993, +79874599994

E-mail: ozonpharm@ozon-pharm.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHBIX YIOCTOBEPEHUI

9. KATEI'OPHUs OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

HeKapCTBeHHBIﬁ npemnapat OTHOCUTCA K KaTCropruu OTITYCKa I10 pCUCIITY.

061ua;1 XapaKTCPUCTHUKA JICKAPCTBCHHOI'O IIpCIiapara OpJ’II/ICTaT AOCTYIIHA B C€IHHOM PpCeCTpPC
3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEeACTB EBpa3uiicKOro 3KOHOMHYECKOTO COK3a M Ha
oduIMaILHOM caiite YIOTHOMOYEHHOT'O oprasa (3KCcriepTHOM OpraHU3AIIHH )
https://Ik.regmed.ru/Reqgister/EAEU_SmPC.
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