COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 01.10.2024 N= 21159
(NOCNEOCBATENEHOCTE 0003)

OBLIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOT O IIPEITAPATA
V  JlaHHBIA JIGKAPCTBEHHBIA Mpermapar MOJICKUT TOMOJHUTEILHOMY MOHHUTOPHHTY. DTO
MO3BOJIUT OBICTPO BBISIBUTH HOBYIO HH(pOpManuio mo Oe3omacHocTd. Mbl oOpamiaeMcsi K
pabOTHUKAM CHCTEMBI 3PaBOOXPAHEHHs] C MPOCHOOM coOOIIaTh O JIOOBIX MOJ03PEBAEMBIX
HEXKeNaTeNIbHBIX peaknusx. [Topsmok cOOOIIeHNs O HEeXKENaTeIbHBIX PEAKIUSIX MPEJCTABIICH B

paznene 4.8.

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA
Benrus, 0,25 mr/no3a, pacTBOp sl TIOJJKOXKHOTO BBEJICHHS
Benrus, 0,5 Mr/mo3a, pacTBop IS TOJAKOKHOTO BBEICHUS

Benrusi, 1 Mr/no3a, pacTBop JUist IOJIKOKHOTO BBEICHHUS

Benrus, 1,7 Mr /no3a, pacTBOp Uist IOJJKOKHOTO BBEICHHUS

Benrus, 2,4 Mr /mo3a, pacTBOp AJIsI TOJKOYKHOTO BBEICHUS

2. KAUECTBEHHBIN U KOJTUMYECTBEHHBINA COCTAB

2.1. Obuiee onucanue

CemarnyTuja SIBISIETCS. arOHUCTOM pPEIEenTOpoB TitokaroHonogooHoro nentuga 1 (I'TII-1P),
aHajorom uenoedeckoro ['TIII-1, momyyeHHBIM XUMHUYECKUM CUHTE30M.

2.2. KayecTBeHHbBII U KOJIUYECTBEHHBIN COCTaB

JleficTByrolee BELECTBO: CEMArIyTHN.

Benrus, 0,25 mr/mo3a, pacTBOp T MOJKOXKHOTO BBEJICHUS

B onHoit npenBapuTenbHO 3aNI0JHEHHON IIIIPULI-PYUKE coiepkutcsa 1 Mr cemaraytuaa B 1,5 min
pacTBOpa npenapara, 4To COOTBETCTBYET 4 no3aMm 1o 0,25 mMr cemarayTuja.

Kax st mi1 pactBopa conepxut 0,68 mr cemarnyTuja.

BcnomoratenbHble BellecTBa, HaJIUMUWe KOTOPBIX HAJ0 YUYUTHIBATh B COCTABE JIEKAPCTBEHHOI'O
npernapara: HaTpuit (cM. paszaen 4.4).

Benrus, 0,5 MF/I[O3E[, PacTBOP AJIA NOAKOXKHOT'O BBEACHUA

B onHOI npenBapUTENbHO 3aNI0JHEHHON IITPULI-PYUIKE COAEPIKUTCA 2 MI' ceMariayTtuja B 1,5 mi
pacTBopa npemnapara, 4To COOTBETCTBYyeT 4 o3am 1o 0,5 Mr cemarimyTua.

Kaxnprit mut pactBopa conepxur 1,34 mr cemarmyTuaa.

BcnomorarenbHble BelecTBa, HaIU4YUE KOTOPBIX HAAO YYUTBIBATH B COCTaBE JIEKAPCTBEHHOIO

npenapara: Hatpuil (cM. pasaen 4.4).
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BGJIFI/ISI, 1 mr/ 034, paCTBOP AJIA IMOAKOXHOI'O BBEACHHUA

B onHo#t mpeaBapuUTeNbHO 3alIOJHEHHON HIPUI-PYYKE COAEPKUTCSA 4 MI cemariyTuaa B 3 mi
pacTBOpa mpemnapara, 4To COOTBETCTBYET 4 103aM 110 | Mr cemaritytuja.

Kasxnprit Mt pactBopa conepxut 1,34 Mr cemariayTuaa.

BcnomorarenbHbie BelllecTBa, HaTUYME KOTOPBIX HAJA0 YUUTHIBATh B COCTaBE JIEKAPCTBEHHOTO
npenapara: Hatpui (cM. pasaen 4.4).

Benrus, 1.7 mr/no3a, pactBOp [Uls ITOAKOKHOI'O BBEIECHUS

B onHoli npeaBapuTenbHO 3aM0IHEHHON HIMPUI-PYUKE COlepKUuTes 6,8 Mr ceMarmyTuia B 3 mi
pacTBopa mpernapara, 4To COOTBETCTBYET 4 103am 1o 1,7 Mr cemariiyTuja.

Kaxxaslit M1 pacTBOpa coaepxuT 2,27 Mr cemariayTuja.

BcnomoraTenbHble BelecTBa, HAaJIMYKWe KOTOPBIX HAJO YUUTHIBATh B COCTABE JIEKAPCTBEHHOTO
npemnapara: HaTpuid (cM. pasaen 4.4).

Benrus, 2.4 Mr /no3a, pacTBOD JUIS MOAKOXKHOIO BBEICHUS

B oxnO#l npeaBapuTeNbHO 3a0IHEHHON MINPHUIT-PYUKe coaepkutcs 9,6 Mr cemariayTuaa B 3 mi
pacTBopa npenapara, 4To COOTBETCTBYET 4 7103aM 10 2,4 M ceMariyTUaa.

Kaxxaplii M1 pacTBOpa COACPKUT 3,2 MI' CEMarilyTHAaA.

BcnoMorarenbHble BelecTBa, HaJIU4YME KOTOPBIX HA/lO0 YUYMTHIBATh B COCTaBE JIEKAPCTBEHHOIO
npenapara: HaTpuil (cM. pasaen 4.4).

[ToHBIN TEepevYeHb BCIOMOTATEIBHBIX BEIIECTB MPUBEIEH B pazene 6.1.

3. JEKAPCTBEHHAS ®OPMA
PactBOp /11 MOAKOKHOTO BBEJICHHUS.

[Tpo3paunblii O€CLBETHBIN UK CO ClIeTKa KOPUYHEBATBIM OTTEHKOM PACTBOP.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloxka3zaHusl K NPUMEHEHHIO
B3pocabie
[Tpemapat Benrust moka3zaH B KayecTBe JAOMOJHEHUS K HU3KOKATOPHIHON TUETE U MOBBIIICHHON
(bu3NYECKON aKTUBHOCTH HJIsi KOHTPOJS MAaCChl Tella, BKIIOYas CHIDKEHHE W TOJJEp)KaHUE
MaccChl Tela, y B3pocibiX OT 18 et ¢ ncxoaapiM nHaeKcoM Maccehl Tena (MMT):

e > 30 kr/m? (OKMPEHHE) HITH

e > 27kr/M? o < 30 kr/mM?> (M30BITOUHAs Macca Tena) NMPHM HAJIMYMH XOTA OBl OJHOTO

CBSI3aHHOTO C M30BITOYHONW Maccoil Tejla COMYTCTBYIOIIEro 3a00JieBaHUS, TAaKOrO Kak
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npeanader uian caxapusliii nuader 2 tuna (C2), runepTeHsus, AUCIUITUACMUS, CHHIPOM

OOCTPYKTHBHOT'O alTHO? BO CHE MJIH CEPJICYHO-COCYAUCTHIC 3a00IeBaHUSI.

4.2. Pe:kum 103MPOBAHUSA U CIIOCO0 MPUMEHEHU S

PexxuM J103upoBaHus

Pexomenyemas HauanpHas go3a cocrasiser 0,25 mr 1 pa3 B Hezento.

MakcumanbHasi MOJJEpKUBarOIas (TepaneBTHUECKas) 103a CeMariyTuaa cocTaBiseT 2,4 mr
1 pa3 B Henemo.

UToOBl CHH3UTH BEPOSTHOCTh BO3HUKHOBEHUS JKEIYJOYHO-KHIICYHBIX  HEXKEIATSIbHBIX
peakiuii, 03y CleayeT YBeJIWYuBaTh B TedeHue 16 Hemenb, HaumHas ¢ 1o3bl 0,25 mr go
MOJJICPKUBAIOIIECH TepaneBTUUecKol A03bl 2,4 mMr 1 pa3 B HeJenwo MO Cleayrlleld cxeme
yBenuueHus: 1036l (cm. Tabmumy 1). B ciyyae BO3HUKHOBEHHS CEpPBE3HBIX JKETYJIOYHO-
KHUIIEYHBIX CUMIITOMOB CJIETyET PACCMOTPETh BO3MOXXHOCTb OTCPOYKU YBEIHYEHUS JT03bI HIIU
CHWDKEHUS JI0 IPEABLAYIIEH 03kl 10 TE€X MOop, MOKa CUMIITOMBI HEe Ucue3HyT. He pekoMmenmyercs
BBeneHue Oojiee 2,4 MI' B HEZIEIIO.

Ta6auna 1. Cxema yBejiu4eHUs 103bl

Hepnesst repanun Jlo3a B Helle/110/0/1HA MHBEKIHS
Henens 1-4 0,25 mr
Henens 5-8 0,5 Mr
Henens 9-12 1 Mr
Henens 13-16 1,7 mr
17 venens u nanee /
Ionnep:xuBalomas (TepaneBTHYecKast) 1032 2,4 mr

Tayuenmoi ¢ caxapuvim ouabemom 2 muna

IIpn HazHaueHun cemarnytuaa nanueHtam ¢ CJI2 ciaegyer paccMOTpeTh BO3MOXKHOCTh
CHMIXCHHUA 03bl MHCYJIMHA WJIM NPCIapaToB, MOBBIIAOIIUX CECKPECIIMIO MHCYJIMHA (HaHpI/IMep,
MPOU3BOJIHBIX CYIb()OHHIMOYEBHUHBI), YTOOBI CHHU3UTH PUCK PA3BUTHUS TUMOTIHKEMUH (CM.

paznen 4.4).

IIponywennas 0o3za

B cnydae mpomycka 1o3bl mpemapatr Benrusi ciemyeT BBECTH KaK MOXKHO OBICTpee B TEUEHUE
5 IHel ¢ MOMEHTa 3aIIaHMPOBAHHOTO BBEACHMS J03bl. ECIM MpOAOIKUTENBHOCTh MPOMYyCKa
coctaBisieT Oosnee 5 AHEW, MPOMYLICHHYIO J03y BBOIUTH He HyXHO. Cleayrouryro 103y
npenapata Benrus cienyer BBECTH Kak OOBIYHO B 3aIlVIaHMPOBAHHBIN JieHb. B kaxmom ciydae
MAIUEHTHl MOTYT BO30OHOBUTH MX OOBIYHBIN OJHOKPATHBIN €XeHeleIbHbIH rpaduK BBEACHUS.

Eciu 10000)137411(95 (0] 0oJIbIlIee KOJIUYECTBO 03, CICAYCT paCCMOTPETb BO3MOKHOCTb CHUKCHUSA
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J03bI 10 HavaJIbHOM 03Bl AJId ITIOBTOPHOI'O HavdaJia JICUCHU.

Oco0Bble IPVIIILI MAIUEHTOB

Tlayuenmwi nosicunoco eospacma (> 65 rem)
Koppekmust 10361 He TpeOyercs. ONBIT NMPUMEHEHUs Iperapara y MalueHTOB B BO3pacTe
> 75 ner orpanwueH. Henmb3si MCKIIIOYATh MOBBIMICHHYI) YYBCTBUTEIBHOCTh K CEMATTyTUIY Y
HEKOTOPBIX JIFOAEH IMOKUIIOT0 BO3pacTa.
Tayuenmoi ¢ Hapywenuem hyHKyuu novex
[TareHTaM ¢ JIETKOH MM YMEPEHHOM CTEIEHBIO MOYEYHON HEJOCTATOYHOCTH KOPPEKIHUS JT03bI
He TpeOyercs.
OnpIT TpUMEHEHUs CEeMarilyTHJa y IMalUeHTOB C TSDKEIOHW IMOYEYHOM HEIOCTATOYHOCTHIO
orpannveH. CeMariyTu]] HE PEKOMEHIYETCS MPHUMEHSTh MAlMCHTaM C TSDKEJIOH IMOYeHHOM
HEJI0OCTaTOYHOCTHIO (pacuerHas CKOPOCTb KITyOO4KOBOH bunbTpanuu (pCKD)
< 30 wmw/mue/1,73 M%), BKmIOYAas TANMEHTOB C TEPMHHAIBHOW CTajamedl IOYedyHOH
HE0CTaTOYHOCTH (CM. pazaeisl 4.4, 4.8 u 5.2).
THayuenmoi ¢ HapyweHuem QyHKyuU neveHu
[TaruenTaM ¢ JIETKOW WM YMEPEHHOH CTENEHBbIO0 MEeUEHOYHOW HEAOCTATOYHOCTU KOPPEKIHs
JI03bI HE TpeOyeTcs.
OnpIT NMPUMEHEHHSI CEMaryTHAa y TAIUEHTOB C TSKEIION TCUYEHOYHOH HEIOCTAaTOYHOCTHIO
orpaanueH. CeMaryTHJ HE PEKOMEHIYeTCS MPUMEHSATh MMAIIMCHTaM C TSOKEIOW IeYeHOYHOM
HEJIOCTAaTOYHOCTHIO M CIEAyeT C OCTOPOXKHOCTHIO Ha3HAyaTh MalMeHTaM C JIETKOH Win
YMEPEHHOH MeYeHOYHOM HEAOCTATOYHOCTHIO (CM. pasnensl 4.4 u 5.2).

eTH
be3zomacHocTh M 3P (PEKTUBHOCTh ceMariyTHIa Y AeTeld W MOJIPOCTKOB B Bo3pacte o 18 met He
YCTaHOBJICHBI.
JlaHHBIE OTCYTCTBYIOT.

Crrocob nmpuMeHeHus

IIpenapar Benrums npenHasHadyeH Ui NOAKOXKHOro BBeaeHMs. lIpemapar Benruss Henb3s
BBOJIUTH BHYTPUBEHHO WIH BHYTPUMBIILIEUHO.

[Tpenapat BBOAAT 1 pa3 B Hezemto B Jr000€ BpeMsi, HE3aBUCUMO OT MpUeMa MUIIIH.

[Ipenapat cienyeT BBOAUTH MOAKOKHO B 00JAacTh *KUBOTA, Oeqpa WM BEpXHEW YacTu IUieya.
MecTo HHBEKIIUN MOYKHO MEHSATD.

[Ipy HEOoOXOAMMOCTH JICHb E€XEHEJENBbHOIO BBEICHHS MOXXHO MEHATh IpPH YCIOBHH, YTO

MHTEPBAJI BPEMEHHU MEXAY IBYMS MHBEKIUSAMH COCTABISET He MeHee 3-X IHell (> 72 yacoB).
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[Tocne BbIOOpPa HOBOrO [JHS BBEIEHUS CIEAYET NPOJOKUTH BBEACHME Ipenapara 1 pas B
HEJIEINIO.

Cnenyer pekoMeHAOBaTh NAIMEHTaM Iepe]l BBEIEHUEM JIEKapCTBEHHOro Ipernapara
BHUMATEJIbHO O3HAKOMHUTBCS C MHCTPYKIHMEH 10 NMPUMEHEHHUIO HINPHUI-PYUYKH, YKA3aHHOM B

JIMCTKEC-BKJIAAbIIIC, IMTPpHUJIAaracMoOMy K YITAKOBKC.

JlononHuTENbHYI0 HH(POPMAIUIO TIepel BBEACHUEM CMOTPHUTE B pasneine 6.6.

4.3. [IpoTuBONOKA3aAHNS
e [ UnepuyBCTBUTENBHOCTh K CEMArdyTUIY WM K JTIOOOMY M3 BCIIOMOTAaTEIbHBIX BEIIECTB,
MepeUYrCIECHHBIX B pazjene 6.1.
e MenysipHBIN pak IUTOBUIHOM 5KeJie3bl B aHAMHE3€, B TOM UUCJIE B CEMEHHOM
e MHoxxecTBeHHast YHI0KpUHHASA Heortazus (MOH) 2 Tuna
e (Caxapuslii nuaber 1 tuna (CI1)
o J[maGeTH4ecKuii KETOAIUI03

e Bo3spacr 1o 18 ner

[IpoTrBOMOKa3aHO NPHMEHEHHE Tpernapata Benrus y cleAylommx Tpymn ManueHTOB W MpU
CJICAYIOUINX COCTOSIHUAX/3a00JIEBaHUSAX B CBSI3M C OTCYTCTBHEM JAHHBIX MO 3PPEKTUBHOCTH U
0€30MaCHOCTH WM OTPAHUYEHHBIM OIIBITOM MPUMEHEHUS:
e [leueHo4YHAsI HENOCTATOYHOCTD TSYKEIOU CTEIICHH
e TepmuHanbHas craausg TNOYeyHOM HexocTarouHocTd (kiaupeHc KpeatuHuHa (KK)
< 15 mu/mMuH)
e Xponmyeckas cepaedHas HemocrarouHocTh (XCH) IV ¢yHkumonamsHOro kimacca (B
coorerctBuE ¢  Kknmaccudukamueii NYHA  (Hslo-Hopkckas — Kapamonormdeckas

accoruarws))

4.4. OcoOble ykazaHusl M1 MepPbl PeJ0CTOPOKHOCTH NPH PUMEHEHUH

C 0CTOPOKHOCTBIO

[Ipenapar Benrus pexoMeHIyeTCsi MPUMEHSTh C OCTOPOXKHOCTHIO Yy MAlMEHTOB C MOYEYHOM
HCAOCTATOYHOCTBHIO, Y MAIIUCHTOB C HAJIMUYUCM IMAHKPEATUTA B AHAMHE3C, B BO3PACTC 75 ner u
crapme (cMm. pasgen 4.2), y TalUEHTOB C JIETKOW M YMEPEHHOW CTENEHBI0 TEYCHOYHOM

HEJI0OCTaTOYHOCTH (CM. pazzen 4.2), mpu 1nabeTHYeCKOM racTpornapese.
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Oco0ble yKa3zauus

Obe3sooicusanue

[Ipumenenue aronuctoB penentopoB [TII1-1 moxer OBITH CBA3aHO C HEXeIaTEIbHBIMU
peakiusimu (HP) co cTOpoHBI >KeTyJOYHO-KHIIEYHOIO TpakTa, KOTOpPble MOTYT BBI3BATh
00€3BO’KMBAHUE, YTO B PEIKUX CIy4asX MOXKET IPUBECTH K YXYALICHUIO (YHKIIMU OYEK.
[TareHTH! TOKHBI OBITH TPOUH(POPMHUPOBAHBI O BO3MOXKHOM PHCKE 00€3BOKMBAHUS B CBSI3U C
HP co cTopoHBI jxenyJ0uHO-KUIIEYHOTO TPaKTa U MPUHUMATh MEPbI IIPEIOCTOPOKHOCTH, YTOOBI
n30exaTh MOTePIO KUIAKOCTH.

Ocmpuiti nankpeamum

[Tpu npumenenun aronucroB ['TII-1P HaGmronanuch ciayyaum pa3BUTHS OCTPOTO MaHKpEATHUTa
(cM. paznmen 4.8). [lauueHTsl AOMMHKHBI ObITH MPOMH(DOPMHUPOBAHBI O XapPaKTEPHBIX CHMITOMAX
ocTporo naHkpearuta. lIpu mopo3peHnr Ha NaHKPEATUT NPUMEHEHUE CEeMariyTHaa CIeayeT
IIpeKpaTuTh. B ciydae, eciim AMAarHo3 OCTPOro IAHKpPEaTUTa IMOATBEPAUTCS, INPUMEHEHHE
ceMarilyTuja He ClieyeT BO300HOBIATH. [lanmeHTaM C MaHKpPEaTUTOM B aHAMHE3e CIEIyeT
coOI0aTh OCTOPOKHOCTb.

IIpu oTCyTCTBUM JApyrMX IPU3HAKOB M CHUMITOMOB OCTPOIO ITAHKPEATUTA IIOBBILIECHUE
AKTUBHOCTH (EPMEHTOB IMOKEIYJJOUYHOM >Kene3bl caMo Mo cede He SBIsSIeTCS MPU3HAKOM
OCTpPOTrO MTaHKPEATHUTA.

Xoneyucmum

Jleyenne cemarimyTUAOM MOXKET YBEIUYUTb PUCK PA3BUTHUS XOJICLIMCTUTA U, KAK CIEICTBHE,
IPUBECTU K PA3BUTUIO XOJIAHTUTA M XOJIECTAaTUYECKOM JKeNTyXh. Bo Bpems JeyeHus
CEMarIyTUIOM CIIEyeT KOHTPOIUPOBATh CHMIITOMBI, CBI3aHHBIE C PA3BUTHEM XOJIECIIUCTHUTA.
Iayuenmul ¢ caxaprvim ouabemom 2 muna

CemaruyTua He ciieyeT IPUMEHSTh B KaUeCTBE 3aMEHUTEINS NHCYJIMHA y anueHToB ¢ C/12.
CemarnyTua He cleiyeT NPUMEHATh B KOMOMHAIMM C JAPYTHMMH IpernapaTaMu-arOHUCTaMu
peuentopoB [TIII-1. DddexTnBHOCTH cemariyTuga B KOMOWHAIIMKM C JAPYTUMHU arOHHCTaMH
I'TIII-1 ne onenuBamack. CymiecTByeT NOBBIIEHHBIM pUCK pa3Butus HP, cBsa3aHHBIX ¢
[IepPEN03UPOBKOA.

T'unoenuxemus y nayuenmos ¢ caxapHvim ouabemom 2 muna

W3BecTHO, UTO MHCYJIMH W Tpenaparsl CyJb()OHWIMOYEBHHBI BBI3BIBAIOT TUIIOTIHUKEMHUIO. Y
MAIMEHTOB, MOJYYaloIIUX CEeMariyTHI B KOMOMHAIMM C MpernapaTamH CyJb()OHUIMOYEBUHBI
WIM WHCYJMHOM, MOET IIOBBICUTBCS PHUCK Pa3BUTHUS THUIOINIMKEMUU. Puck pa3Butus
TUIOTJIMKEMUH MOXKHO CHM3HTh, YMEHBIIUB 03y IPENaparoB CyJIb(HOHUIMOYEBUHBI HIIH

MHCYJIMHA B HavaJe JeueHus npenaparoM Benrus.
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Huabemuueckas pemunonamus y nayueHmos ¢ caxapHvlm ouademom 2 muna

Habmrogancst MOBBIIIEHHBIH PUCK PA3BUTHS OCIOXHEHHUH JMAOETUYECKON pPETHHONATHH Y
HALMEHTOB C MabeTUUECKON peTHHONaTHEeH, OIyYaBIIMX TEPAIUI0 CeMariayTHAOM (CM. pa3jen
4.8). beicTpoe ynydllleHHE INIMKEMHYECKOTO KOHTpOJIA ObUIO aCCOLMHUPOBAHO C BPEMEHHBIM
YXYIIUIEHUEM COCTOSIHUS IUa0ETUYECKON PETUHOINATUH, OJJHAKO PU 3TOM HEJb3sl UCKII0YATh U
apyrue npuunHbl. IlanueHTsl ¢ quabeTHyeckoil peTHMHOINaTHEH, IOJIydarolue CEeMariyTuf,
JIOJDKHBI HaXOAUThCA OJI NOCTOSIHHBIM HaOJIIOJJCHUEM U I0Jy4yaTh JICYEHUE B COOTBETCTBUM C
KIIMHUYECKMMH PEKOMEHIALUAMH.

OnpIT npuMeHeHHs cemMariayTuaa y nauueHtoB ¢ C/12 ¢ HeKOHTpoIMpyeMoil Wil MOTEHIIMATIBHO
HecTaOuIbHOU quabeTndyeckoi peTuHomnatueil orcyrcrByer. [Ipumenenue npenapara Benrus y
TaKHUX MAllMEHTOB HE PEKOMEHIYETCSL.

BcnomorarensHbIe BENECTBA

[Ipenapat Benrus conepxxut menee 1 Mmoutb (23 Mr) HaTpus Ha OAHY J03Y, TO €CTh, IO CYTH, HE

COJIEPKUT HATPHSL.

4.5. B3amMmopeiicTBHMe ¢ IPYTHMH JICKAPCTBEHHBIMH INpeNapaTaMM M JApyrue BHIbI
B3aUMOJACHCTBUSA

CemarnyTua 3a7ep>KUBaeT OIOPOKHEHHE IKeNyJKa M MOTCHIHAIBFHO MOXKET BIMATH Ha
BCAaChIBaHME OJHOBPEMEHHO NPUHHMAEMBIX IEPOPATBHBIX JIEKAPCTBEHHBIX mpemnapartoB. [lpu
npueMe ceMarimyTuaa B o3¢ 2,4 Mr KIMHAYECKH 3HAYMMOTO BIUSHHS Ha CKOPOCTb
OTIOPOKHEHUS JKeNy/iKa He Habmonanock. CeMariyTu]] ciaelyeT ¢ OCTOPOKHOCTbIO MPUMEHSTh
narueHTaM, MOMyJYaroluM IepopalbHbIE JIEKaPCTBEHHBIE Mpenaparhl, TpeOyromue OBICTPOro
BCACBIBAHUS B KEITyIOYHO-KAIIIEYHOM TPaKTe.

[Tapaneramon

[Tpu oneHke papMaKOKMHETUKHU Mapaieramoiia BO BpeMs TeCTa CTaHIapTU3MPOBAHHOTO MPUEMa
numy  ObUIO  BBISIBIIGHO, YTO CEMarlyTH 3aJepKUBAaeT OMOpOKHEHWEe kemyaka. [lpu
OJTHOBPEMEHHOM TPUMEHEHUH CEMariyTh/a B 03¢ | MI TUIOIIAab 1O KPUBOW «KOHIICHTPAIHSI-
BpeMsD» (AUCo.60 vun) B MaKCHMaJIbHAsT KOHIICHTPAIUsA B KPOBH (Cmax) MapareramMmoia CHU3UINCh
Ha 27 % u 23 % cootBercTBeHHO. Obmas sxcno3urms napamneramona (AUCo-s ) Ipu 3TOM He
u3MeHsuack. [Ipu OJHOBpEMEHHOM MpHEME CeMarflyTH]a WM IapareraMmoyia KOPpPeKIUs I03blI
MOCJICTHETO HE TpeOyeTcs.

IIepopanbpHbIe KOHTPAICITUBHBIC ITPENapaThl

He mpennonaraercs, 4To cemariiyTu] CHUXaeT 3()(HEKTUBHOCTh NMEPOPATBHBIX TOPMOHAIBHBIX

KOHTpAIIeITUBHBIX ~ cpeAcTB. [lpy  OAHOBpEMEHHOM MPHUMEHEHHMH KOMOMHHMPOBAHHOTO
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NEPOPATBHOTO TOPMOHAJIBHOrO KOHTparentuBHoro mpenapata (0,03 mr stuHMWIBCTpaanona/
0,15 mr neBoHoprecTpesna) U cemariiyTuja MOCIEIHUN HE OKa3bIBajl KIMHUYECKH 3HAYUMOTO
BIMSIHUA Ha OOLIYI0 SKCHO3MLIMIO STHHUIACTPAAMOIA W JIEBOHOprecrpesia. OKCHO3MLHUA
STUHUJIACTpaguoia He Obuia 3arponyra. Habmrogamoch yBenuuenwe Ha 20 % skcno3unuu
JICBOHOPTECTpeIa B PABHOBECHOM COCTOSHUHU. Cmax HE M3MEHWIACh HHU JUISL OJHOTO W3
KOMITOHEHTOB.

ATopBacTaTuH

CemarnyTusi HE M3MEHSAJ CHCTEMHYIO SKCIO3UIMIO aTopBacTaTMHA IOCIEe IPUMEHEHUs
oJHOKpaTHOM 103bl aropBacTatuHa (40 mr). Cmax aropBacTaTMHa cHu3miack Ha 38 %. Oto
U3MEHEeHHE OBLIO PacleHEHO KaK KIMHUYECKH HE3HAYNMOE.

JINrokcun

CeMariayTuj He M3MEHSUI CHUCTEMHYIO SKCHO3HMINI0 MM Cmax ITUTOKCHHA TOCIIC MPUMEHEHHS
OJIHOKpaTHOM 1035l aurokcuna (0,5 mr).

Metdopmun

CemariayTu He U3MEHsUI CUCTEMHYIO 3KCIO3ULMIO WU Cmax MeT(hopMuHa 1ociie IpuMeHEeHUs
metdopmuHa B 103e 500 Mr 2 pasa B ieHb B TedeHUe 3,5 JHEM.

BaD(baDI/IH 1 ApYTHue IpPOU3BOAHBIC KYMapuHa

CemarnyTua He U3MEHSIT CUCTEMHYIO0 dKcTo3uinio win Cmax R- 1 S-uzomMepoB Bapdapuna nocie
NPUMEHEHUsS OJHOKpaTHOM n03bl BaphapuHa (25 wmr). Ha ocHoBaHum omnpezneneHus
MEXYHApOJAHOT0 HOpManu3oBaHHOro oTHouieHuss (MHO) KIuHMUYECKH 3HAYMMBIX W3MEHEHHH
dapmakormHamuueckux 3¢ QexToB BaphapruHa Takxke He HaOmonanock. OnHaKo, Mocie Havyana
JICYEHUsI CEeMAarlyTUAOM Yy NAlMeHTOB, NMPUHUMAIOMIMUX BaphapuH WU Ipyrue MpOU3BOJHBIE
KyMapHuHa, peKOMeHAyeTcs yacTelii MoHUTOpuHT MHO.

eTH

HccnenoBanus B3aUMOASCHCTBUS IPOBCACHBI TOJIBKO Y B3POCJIbIX.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD H JIAKTALMSA

JKEHIIMHEI ¢ JSTOPOIHBIM HOTSHIINAIOM

KenmuHaMm ¢ AETOPOAHBIM MOTEHIIMATIOM PEKOMEHJIOBAHO HUCIOIB30BaTh HAICKHBIE METOIbI
KOHTpAIIEIIIAN BO BPEMS JICUCHUSI CeMariayTHaI0M (cM. pazzaen 4.5).

bepeMeHHOCTB

HccnenoBanusi Ha KMBOTHBIX IMOKA3aJld PEMPOAYKTUBHYK) TOKCHYHOCTh (cM. pasmen 5.3).
JlanHbplE O TPUMEHEHHH CEMariyTujaa y OEpeMEHHBIX JKCHIIWH OrpaHuyeHbl. [losTomy

ceMarilytTua HE JOJKCH MNMPUMCECHATHCA BO BPEMS 6epeMeHHOCTI/I. Ecnu mamuenTKa TOTOBUTCS K
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OepeMeHHOCTH, OO OEPEMEHHOCTh YK€ HACTYMHJIA, TEPANUI0 CEMAarlyTHIOM HEOO0XOIMMO
NpeKpaTtuTh. M3-3a IIUTENBHOTO TEpHOAA TIOJMYBBIBEJACHHS TEPAlUI0  CEMAarTyTHAOM
HEOOXOJIMMO TIPEKPATUTh KaK MUHUMYM 3a 2 Mecsa JI0 TUTAaHUPyeMOW OepeMEeHHOCTH (CM.
pasnen 5.2).

Jlakrarnus

B uccnemoBaHusSX Ha JKUBOTHBIX y JAKTUPYIOHIMX KPBIC CEMArTyTHI BBIACTSUICS B MOJIOKO.
Henb3st WCKIIOUUTH PHCK Ui pEOCHKA, HAXOJAIIErocss Ha TPYJAHOM BCKAPMIIMBAHHH.
CemarnyTuj He JOJKEeH IPUMEHSThCS B IEPHOJ] TPYTHOTO BCKAPMIIMBAHUA.

DdepTUabHOCTD

Bnusaue cemarnyTtuna Ha (EpTHIBHOCTH y 4eloBeKa Hem3BecTHO. CeMariyTH] HE BIMSUT Ha
(GepTHIIBHOCTh CaMIIOB KpbIC. ¥ CaMOK KpbIC HaOJI0/a]0Ch YBEJIUYEHHE NMPOJOKUTEIIBHOCTH
3CTPAJILHOTO LIMKJIA U HE3HAUYUTEJIbHOE CHI)KEHUE KOJIMUYECTBA OBYJISLMNA B J103aX, CBSI3aHHBIX CO

CHMXXCHHEM MacCChl TC€JIa CaMKH.

4.7 BausiHMe Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CPeACTBAMH M padoTarhb ¢
MeXaHU3MaMH

CeMal"J'IYTI/IZ[ He BJIWSET WIM OKa3bIBAET HE3HAUNUTEILHOE BIIMAHUE Ha CIIOCOOHOCTH YHOPpaBJIATb
TPAHCIIOPTHBIMU CPCACTBAMU WA pa6OTaTI) C MEXaHHu3MaMu. OI[HaKO B M€pruoa yBCIMYCHHA
JA03bI MOXCT BO3HUKATb T'OJIOBOKPYIKCHHC. HpI/I BO3HUKHOBCHUHN TOJOBOKPYXCHUA CICAYCT
cOOIOAaTh OCTOPOXKHOCTD MPH BOXKACHUHM aBTOMOOWIISI UM paboTe C MEXaHU3MaMHU.

[TaneHTEI ¢ caxapHbIM I[I/Ia6eTOM 2 Tna

[Ipy npuMmeHeHHUH ceMarilyTHAa B KOMOMHAIMM C MpernapaTamMu CyJb()OHUIMOYEBUHBI HIIN
WHCYJIMHOM IIalIUEHTaM CJIEAyeT PEKOMEHJIOBAaTh IPUHUMATh MEpbl MHPEIOCTOPOKHOCTH BO
n30ekaHNe TUIOIIIMKEMHUH TpU  YNpaBIEHUH TPAHCIOPTHBIM CPEACTBOM U paboTe ¢

MeXaHu3MamH (CM. pasfen 4.4).

4.8. He:xesnaTesibHbIEC peaKIMU

Pesrome nmpoduiist 0e3onacHoOCTH

B gerbipex knmHMueckux ucciaenopanuax (KM) 3a ¢assr 2650 B3poCHbIX MAMEHTOB MOITyYaln
JeyeHue ceMarnytuaoM | pa3 B Hegento. [IpomomKUTENbHOCTh HCCIEIOBAHUN COCTaBUIIA
68 menenb. Hambonee wacteiMu HP, 0 KOTOpBIX cOOOIIANIOCH, OBLIM JKETyA0YHO-KUIIICYHBIC
paccTpoiicTBa, BKJIIOUYasi TOUIHOTY, PBOTY, AUAPEI0 U 3a110p.

Tabnuunoe pE3rOME HEXKENaTeIbHBIX PEaKIIMi

HesxenaTenbHble peakiuu, Ki1accu(GpUIMpPOBaHHBIE IO OPTaHaM U CHCTEMaM, ePEeYNCIICHbl HIKE



COOTBETCTBYET 2KCNEPTHOMY OTYETY
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B MOpsiJIKe YOBIBaHUS 4acTOTHl BO3ZHMKHOBEHMS: Oo4yeHb 4acto (> 1/10), gacto (ot > 1/100, HO
< 1/10), nwewacro (>1/1000, Ho < 1/100), penko (>1/10000, vo < 1/1000), oueHb penko
(< 1/10000), gacToTa Hen3BecTHA (HAa OCHOBAHHUHM HUMEIOIIMXCS JAHHBIX OLIEHUTh HEBO3MOXKHO).

Tadoauna 2. HexesiaTeqbHbIe peakIuH, 3aperucCTPHPOBAHHbIE B X0/J€ KOHTPOJIHPYEMbIX
uccjaea0Banuii 3a ¢a3pl y B3pOCJbIX NAUNEHTOB

Yacrora
O4eHb yacTo Yacro Heuacro Peaxo
HeU3BeCcTHa
Hapywenus co cmoponvl ummynnoui cucmemsi
l'unepuyscTBuTe | AHaduIakTH4eC
JHLHOCTH Kasl peaKus
Hapywenus co cmoponvl memabonuzma u numanus
I'mnornukemust  y
MAIMEeHTOB c
caxapHbIM
nradberoM 2 tuma ?
Hapywenus co cmoponul nepgnoti cucmembi
Tonosnast 6oms® | Fonosokpyskenne ® | Jucressus
Hapywenue co cmoponwl opzana 3penus
JuabeTnueckas
peTHHONATHS y
MAIMEeHTOB c
caxapHbIM
nradberoM 2 tuma ?
Hapywenus co cmoponuvl cepoya
YBenuuenue
YaCTOTHI
CepJIeuHbIX
COKpaIlIeHHI
(ucey »¢
Hapywenue co cmoponut cocyoos
lMunoren3us
OptocTarnuec
Kasl TUIIOTEH3HS
Kenyoouno-xuwieunvie HapyuieHus
Peora P Tactput > ¢ Octpwrii Kumeunas
Jluapes ®° l'actposzodareans | mankpearut ? HENPOXOJUMOCTh
3anop *° Has  pedurokcHas | 3amepiKka
TommnoTra *° oone3Hs ° OTIOPOKHEHHUSI
Boib B xuBote » ¢ | Nucnencus ° JKEIyIKa
OTtpbikKa
Meteopusm °
BsayTue xuBora °
Hapywenus co cmoponul neuenu u dcenuegulgo0sauux nymeu
Xonenuruas ? XonaHrur
XonecraTuyeckas
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‘ ‘ KeITyxa
Hapyuienust co cmopoml KOxcu U NOOKONCHbIX MKAHEl
Brinagenue Bosoc ? AHTHOHEBPOTHYEC
KW OTEK
Obwue HapyuleHus u peakyuu 8 Mecme 68e0eHUs
Veranocets P © Peaxnuu B Mecte
UHBEKIMH ©

JlabopamopHnuie u uncmpymenmanvhvie OanHvle

VBenuueHue
aMuiassel ©
VBenuueHue

JIMIAa3kl ©

a) CM. OIMCAHHE OTIENbHBIX HEeXeNaTeIbHbIX PEAKIUH HIKe
b) HabogaeTcs MPENMYLIECTBEHHO B IEPHO/ [OBBILIEHHUS 03B

C) CIrpYIIIHUPOBAHHBIC NIPEANIOYTUTEIIEHBIE TEPMHUHBL

Onucanue OTACIBHBIX HEXKCIIATCIbHBIX DCaKHI/Iﬁ

Heoicenamenvhvie peakyuu co cmopomsl H#ceny00yHO-KUUEUHO20 MpaKkma

B teuyenne 68-HenenpHOTO Nepruoia CCIeq0BaHus TOIIHOTa Habmoaanack y 43,9 % nanueHTos,
noay4aBmux cemarnytua (16,1 % B rpynne miare6o), auapes — y 29,7 % (15,9 % B rpymnme
mane6o) u pota — y 24,5 % (6,3 % B rpynie 1iane6o). boabImMHCTBO peakiuii ObUN JIETKON
WIM YMEPEHHOU CTENEeHH TSHKECTH M KPaTKOBPEMEHHBIMU. 3arop BO3HUK Y 24,2 % maiueHToB,
nonydaBmux cemariaytun (11,1 % B rpynne ruiane6o), OblT JErKoi WM YMEPEHHOW CTETeHU
TSOKECTM W TNPOJOIDKANCS JOJblle. Y MAalUeHTOB, MOJIY4YaBUIMX CEMariIyTUld, CpeaHss
IPOJOKUTEILHOCTh TOLIHOTHI COCTaBWIIa 8 JHEH, pBOTHI — 2 JHs, JUapeu — 3 JIHA U 3amopa —
47 nHen.

TTanmeHTs ¢ yMEpeHHOH mouedHoil HemocTatoyHocThio (pPCK® > 30 mu/mun/1,73 M?) moryt
UCHIBITBIBaTh Oojiee BelpaxkeHHble HP co cToponsl xenynouno-kumeuynoro tpakra (OKKT) npu
JICUEHUU CeMariIyTUIOM.

ey modHo-KHIIeUHbIEe OCIOKHEHUS TIPUBEIN K TIPEKPAIeHHIO JieueHus y 4,3 % mannueHToB.
Ocmpuiti nankpeamum

YacToTa MOJATBEPXkAEHHOIO OCTPOro MaHKpeaTHTa, 0 KoTtopoM coolmanocsk B KU 3a a3,
coctaBuna 0,2 % mnsa cemarnytuna u < 0,1 % nms mrane6o COOTBETCTBEHHO.

Ocmpas srcenyHokamennas 6ones3nv/Xonerumuas

Xonenutnaz ObL1 3apeructpupoBad y 1,6 % u mpuBen k xoneuuctuty y 0,6 % manueHTOB,
MOJTYYaBIIUX CEMArIyTH . XOJIEIUTHA3 U XOJIEIUCTUT ObLIH 3apeructpupoBansl y 1,1 % u 0,3 %

ManucHTOB, IMOJTYyYaBIINX nnaue6o COOTBETCTBCHHO.
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

Bvinadenue 6o.z0c

Coo0mmanocs 0 BBIAJACHUH BOJIOC Y 2,5 % MaueHToB, moiay4yaBmmx cemarmytud, 1y 1,0 %
NAIMEHTOB, Mody4aBmux miane6o. Cinydyan ObUIM B OCHOBHOM JIETKOM CTENEHH TSHKECTH, U K
3aBEpIICHUIO Tepanuu OOJIBIIMHCTBO MAIlMEHTOB BOCCTaHaBIMBAIKUCh. O BBIMAJEHUU BOJIOC
co00mIanock vale y naueHToB ¢ 0oJbieii morepeit maccsl Tena (=20 %).

Yuawennoe cepoyedbuenue

B uccnenoBanusix 3a ¢aspl y manueHTOB, MOJY4YaBHIMX CEMaryyTHA, HaOII0Jaloch cpeaHee
yBenmuuenue YCC nHa 3 ymapa B MuHyTy (yA/MHH) MO CpPaBHEHHUIO C HCXOJHBIM CPEIHUM
3HaueHueM B 72 yjapa B MUHYTY. Jlojs MAMEHTOB C y4YallleHUEM IyJbca IO CPAaBHEHUIO C
UCXOIHBIM ypoBHeM > 10 ygapoB B MHHYTY B JIFOOOH MOMEHT BpPEMEHH BO BpEMS JICUCHHS
cocraBuiia 67,0 % B rpynne cemariyruga npotus 50,1 % B rpymnmne mianeoo.

Hmmynozennocmo

BcnencTBue moTeHIMaNbHBIX MMMYHOTEHHBIX CBOMCTB OEJIKOBBIX M MENTHUIHBIX JICKAPCTBEHHBIX
[IPENapaToB, y MalUEeHTOB MOTYT HOSBUTHCS aHTUTENA K CeMarylyTHay nocie tepanuu. [ons
MAIMEHTOB C TMOJIOKHUTEIbHBIM pPE3yJbTAaTOM TECTa Ha aHTHTENa K CeMariyTHIy B JI000M
MOMEHT BPEMEHH I0C/Ie Hayana MCClieoBaHus Obuta HU3KOi (2,9 %), 1 HA y OJHOrO MalUeHTa
He OBUIO aHTUTEN, HEUTPAIU3YIOIIMX CEeMariyTHJ, WM AaHTUTEN C HEeUTpaIU3yIoIuM
suporensbiii ['TIII-1 »ddexkrom B KoHIE wHcciaenoBaHus. Bo Bpems JjeueHuss BBICOKHE
KOHIEHTPAllUU CEeMarjiyTuJa MOIJIM CHU3UTh YyBCTBUTEJIBHOCTh aHAJIU30B, CIIEIOBATEIbHO,
HENlb3sl HCKIIYaTh PUCK JIOKHOOTPHUILATENBHBIX pe3ynbraToB. OAHAKO Yy MaIlMEHTOB C
MOJIOKHUTEIBHBIM PE3yJIbTaTOM TECTa Ha AHTHUTENAa BO BpeMs M IOCIE JEYEHHsI MPUCYTCTBHE
aHTUTEN OBLIO BPEMEHHBIM U HE OKa3bIBaJO CYIIECTBEHHOI'O BIIMAHUA HAa 3PPEKTUBHOCTh U
0€30MacHOCTb.

T'unoenuxemus y nayuenmos ¢ caxapHvim ouabemom 2 muna

B wuccnenopanuu STEP 2 knuHWuYecKH 3Ha4YMMas TUIOTIMKEMHUs HaOmoaanach y 6,2 %
(0,1 cimyvast Ha MAIMEHTO-TOJ]) MAMEHTOB, TOJTYYaBIINX CEMAriyTHJ, IO CpaBHEHHIO ¢ 2,5 %
(0,03 cnydas Ha MaMEHTO-TOM) TMAIMEHTOB, MOMy4YaBIIUX TuTae6o. [umornukemMus mpu
BBEJCHUU CeMariyThja HaOmojanach Kak MpH  OJAHOBPEMEHHOM  INPUMEHEHUH C
cynbGoHMIMOUYEBHHONW, Tak u 0e3 Hee. Omun »snm3on (0,2 %  HCHBITYEeMBIX,
0,002 coObITHs/MaeHTO-T0 /1) OB 3aPETUCTPUPOBAH KaK TSDKEIBIA y CyOBbeKTa, OTHOBPEMEHHO
HE TOJIy4aBIIEro CyJb(OHUIMOYEBUHY. PHCK pa3BUTHSA TUIMOTIMKEMUU MOBBILIANCS TMpPU

OIHOBPCMCHHOM IMPUMCHCHUHN CEMArjiyTuJia ¢ nperiaparaMu CYHI:(bOHI/IJIMO‘IGBI/IHBI.
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HHuabemuyeckas pemunonamus y nayueHmos ¢ CaxapHvim ouabemom

B 2-neTHeM KIMHUYECKOM HCCICOBAaHHHM H3Y4alloCh MPUMEHEHHE CeMariyThjaa B J03aX
0,5wmr/go3a u 1 mr/mo3a mo cpaBHeHuto ¢ miane6o y 3297 mamumentoB ¢ CJI2 ¢ BBICOKHM
cepaeuHo-cocyaucTeiM puckoM (CCP), nurensHON MpoAoKUTEIBPHOCTBIO caxapHOTo auabdera
U IUIOXO KOHTPOJIMPYEMBIM YpPOBHEM TIJIIOKO3bI B KpoBH. B 3TOM wuccienoBanuu
MOJITBEPK/ICHHBIC CITyYau OCIOKHEHUH NHa0ETUYECKONW PETHHOMATHU UMEIIM MECTO Y OOJIBIIIETO
Yucia MAalMeHTOB, moiyvaBumx cemarnytun (3,0 %), mo cpaBHenuto ¢ miane6o (1,8 %).
Cnyuan HaOmOJaINCh Y MAalMEHTOB, IMOMYYaBIIMX HHCYJIWH C HW3BECTHOM AuabeTudyecKkoin
peruHonaTueld. Pa3Huna B JIEUEHUM MPOSBWIACHK HA PAaHHEH CTaJIUM M COXpaHsUIach Ha
IPOTSKEHUM Bcero uccienoBanus. B wuccnenoBanuu STEP 2 o HapymeHusax ceTryaTku
cool0mun 6,9 % nanueHToB, MOJIYYaBIIMX CEMArIyTH]l B 103upoBKe 2,4 Mr 1 pa3 B Hezento,6,2
% MalMeHToB, MOJYYaBIIMX CEeMariayTua B fo3e 1 mr/mosa, u 4,2 % manueHToB, MOJTy4YaBIIMX
iane6o. BombIIMHCTBO ciiy4aeB ObLIM 3aperHCTPUPOBAHBI KaK JuaOeTHUYecKas pPeTHHOMATHS
(4,0 %, 2,7 % u 2,7 % cooTrBeTcTBeHHO) U HenpoaudepatuBHas perunonatus (0,7 %, 0 % u 0 %

COOTBGTCTBGHHO).

Coo01reHne 0 moJ03pEBAEMBIX HEXKEIATEIBHBIX PEAKIINIX

BaxHo coo01maTh 0 Mo103peBaeMbIX HEKENATENIBHBIX PEAKIMX [1OCIE PETUCTPALMK Ipernapara
C Lenbl0 O00eCreueHHs HENPEPhIBHOIO MOHUTOPHHIA COOTHOLIEHHS «IOJb3a — PHCK»
JIEKapCTBEHHOTO Mpernapara. MeIuIuHCKUM pabOTHUKAM PEKOMEHAYeTCs COOOIIaTh O JIHOOBIX
MIO03PEBACMBIX HEXKENIATEIBbHBIX PEAKUUAX JICKAPCTBEHHOIO Ipernapara 4epe3 HallMOHaJIbHBIC
CUCTEMBI COOOILEHUS O HEKeJIaTeIbHBIX pEaKUUsAX TrocyJapcTB — ujaeHoB EBpasuiickoro

9KOHOMHYECKOT'O COIO3a.

Poccniickas @enepanys

®denepanbHas cnyx0a 1Mo Haa30py B chepe 31paBooXpaHEHUS

Anpec: 109012, r. MockBa, CriaBstHCKasl TUiomanp, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

OnekTponHas noyra: pharm@roszdravnadzor.gov.ru

Caitt B MH(OPMAaLIMOHHO-TEIEKOMMYHUKAMOHHON CeTH «HTepHeT!

www.roszdravnadzor.gov.ru
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Pecniy6nuka Kazaxcran

PecnyOimkanckoe TOCYZapCTBEHHOE TMpPENNpHUATHE Ha TpaBe XO3SWCTBEHHOTO BEJICHHA
«Hammonanbublid LleHTp 3KCepTH3bl JIEKApCTBEHHBIX CPEACTB W MEIUIIMHCKHX W3S
Komurera MeOUIIMHCKOTO W (apMaIleBTUYECKOT0 KOHTPOJIST MUHUCTEPCTBA 3paBOOXPAHCHUS
Pecny6nuku Kazaxcran

Anpec: 010000, r. Acrana, paiion baiikonsip, yi. A. manosa, 13 (Bl «Hypcayner 2»)
Tenedon: +7 7172 235 135

OnextpoHHas noyra: farm@dari.kz

Caiit B mH)OpPMALIMOHHO-TEIEKOMMYHUKAIMOHHOM ceTn « HTepreT»: www.ndda.kz

Pecny6nuka benapychb

PecnnyObnukanckoe yHutapHoe npeanpustue «LleHTp skcmepTH3 W MCHBITaHU B
3/1paBOOXPaHEHUNY

Anpec: 220037, r. Munck, niep. ToBapuieckuit, 2a

Tenedon: +375 17 231 85 14

OnekTpoHHas mouta: rceth@rceth.by

Caiit B mHQOpPMALIMOHHO-TEIIEKOMMYHHUKAITMOHHO# ceTn «HTepHEeT: WWW.rceth.by

Pecniybnuka Apmenust

«Hay4HBIIi TEHTp OSKCHEpPTU3bl JIEKApCTB M MEAWIMHCKAX TEXHOJOTHUH WM. aKaJleMHuKa
3. 'abpuensHa»

Anpec: 0051, r. Epean, ip. Komuraca 49/5

Temedon: +374 60 83 00 73

OnekrponHas modra: info@ampra.am

CaiiT B HH(pOpMAIIMOHHO-TEJIEKOMMYHUKAIIMOHHOM ceTH «VHTepHeT»: www.pharm.am

Keipreizckas PecniyOnnka

JlemapTaMeHT JICKAPCTBEHHBIX CPEACTB M MEIUIIMHCKUX M3AeNuil npu  MUHHCTEpPCTBE
3npaBooxpaneHus Keipreizckoit PecryOnmku

Anpec: 720044, r. bumkexk, yn. 3-s nuHAsA, 25

Tenedon: 0800 800 26 26

Onextponnas noyra: dismi@pharm.kg

CaiiT B nH(MOpMAIIMOHHO-TEJICKOMMYHHUKAIIMOHHOM ceT « HTepHe™: WWW.pharm.kg
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4.9. llepeno3npoBka

CuMnTOMBI

[Tepeno3npoBka ceMariayTHAOM MOXKET MPOSBUTHCS KEIyIOYHO-KUIIEYHBIMU PAacCTPOHCTBAMH,
KOTOpPbIE MOT'YT IPUBECTH K 00€3BOKMBAHUIO OPraHU3Ma.

Jleuenue

B cnyuyae mepeno3upoBKH MAIMEHT JOJDKEH HAXOAWUTHCS MOJ HAOIIOJEHUEM JJIsl BBIABICHHS

KIIMHUYCCKUX IIPHU3HAKOB U Ha4Yajla COOTBECTCTBYIOIIECTO CUMIITOMATUYCCKOI'O JICUCHUA.

5. PAPMAKOJIOTHYECKHAE CBOMCTBA

5.1. ®apmakoaMHaAMHYeCKHe CBOlicTBA

dapmakoTepaneBTHUECKass  Ipylma: CpeAcTBa Ul JIEYEHMs  caXapHOro  jauabera;
TUIIOTTIMKEMUUYECKUE CPEeJICTBA, KPOME MHCYJIMHOB; aHAJIOTH TJIFOKAaroHomnoo0Horo nenruja-1
(TTIII-1).

Kox ATX: A10BJO6

MexaHu3M ASHCTBUS

Cemarnytun mnpeacrasiser coboil anamor [ITIII-1, umeronuit 94 % TroMOJOTHYHOCTH C
yenoBeueckum [TII-1. Cemarnytun neiictByer kak aronuct peuentopa [TIII-1, xoTtopsrii
u3buparenbHo cBs3biBaeTcd ¢ perentopoM ['TIII-1 (mumensio HatuBHoOro I'TII-1) u akTuBHpyeT
ero.

[TIII-1 saBnsieTcs (U3UMOJOTHUECKUM DETYJISATOPOM anmneTuTa U MNOTpeOsleHus KaJlopuil.
Peneniroper I'TIII-1 nokanu3yroTcss B pa3iuyHbIX 00JACTAX T'OJIOBHOI'O MO3ra, yYacTBYIOUIMX B
PeryJsIiM anmeTuTa.

HccnenoBanusi Ha >KMBOTHBIX IOKAa3ajiM, YTO CEMarJIyTHJ BO3JEUCTBYET Ha LEHTPAIbHYIO
HepBHyto cucremy (IIHC) wuepe3 peuentop ITII-1. CemarmyTtun okas3blBaeT MNpsMoOe
BO3/CIICTBME Ha YYacTKU TOJIOBHOTO MO3ra, y4acTBYIOIIME B TFOMEOCTATUYECKOW pPETyJIsaLUU
noTpebieHus MUY B THIOTalaMyce U cTBojie Mo3ra. CemMariayTul MOKET BIMSTH Ha OIyIIEeHHE
yIIOBOJILCTBHSL OT yMOTpeOsieHus MUK (TeTOHUCTUYECKYIO PETYJISIIUI0 MHIEBOTO MOBEICHNS)
yepe3 MpsIMOE WIIM ONOCPEJOBAHHOE BO3ICHCTBHE HAa CTPYKTYpPbl T'OJOBHOIO MO3ra, BKJIIOYAs
IIEPETOPOJIKY, TAJIaMyC U MUHAAJIEBUHOE TEIO.

Knunuueckue wuccnenoBaHus TIOKa3ald, YTO CEMAariyTH]l CHUXKAeT MOTpeOJeHHe KaJopuid,
YCHJINBAET YyBCTBO CBITOCTH, HACBHIICHHUS U KOHTPOJIA 3a MIPUEMOM IIHINH, YMEHBIIAET YyBCTBO
rojojla, a TakK€ 4acTOTy M MHTEHCHUBHOCTb TATM K ene. Kpome Toro, cemariyTuj CHHXKAeT

NpEaAIIOUYTCHUC MMUIIU C BBICOKUM COACPIKAHUCM KHUPOB.
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

CemarnyTu BIHMSET HAa TOMEOCTATUYECKYIO U FEJOHMYECKYIO PETYIISIUIO MUILEBOrO MOBEICHMUS,
MOCPEACTBOM CHIDKEHUS alleTUTa, TATH K MOTPEOICHUIO KAIOPUWHON MUIIH, YIOBOJIBCTBUS OT
noTpeOIeHUs MUK U U3MEHEHUS MUIIEBbIX MPEANOYTEHUH.

Kpome TOro, B KIMHHUYECKHMX HCCIEAOBAHUAX OBUIO IMOKA3aHO, YTO CEMAariyTHJ CHIKaeT
YPOBEHb IIFOKO3bI B KPOBHU MOCPEICTBOM TIJIFOKO303aBUCUMOM CTUMYJISILUHA CEKPELMU UHCYJIMHA
U CHW)XEHHUS CEKPELMU IIFOKaroHa NP IMOBBIIIEHHOM YPOBHE TJIFOKO3bl B KPOBU. MEXaHU3M
CHIKEHUS YPOBHS TJIIOKO3bl B KPOBU TAaKXKE€ BKIIOYAET HE3HAYUTEIBHYIO 3aJEPKKY
OINOPOKHEHUS JKENy/JKa Ha paHHEH CTaJuu Mociie Impuema nuiuv. Bo Bpems rumorimkeMuu
CEMAarjyTUJ CHAYKAET CEKPELMIO MHCYJIMHA U HE BIUSAET Ha CEKPELMIO IIFOKAroHa.

Peuentopsr I'TITI-1 Takke npeacTaBiaeHbI B CEP/LIE, COCYIUCTON CUCTEME, UMMYHHOU CUCTEME U
MoyYKax. B KIMHUYECKUX HUCCIIEJOBAHMSX CEMAariyTHJ OKa3blBajl OJIaroNpHUSTHOE BIMSHUE Ha
YPOBEHb JIMNHMJIOB B IUIa3ME€ KPOBHU, CHUXKAJI CHCTOJIMYECKOE apTepUajbHOE JABJICHHUE H
yMEHbIIAN BocnajieHue. MccnenqoBanuss Ha KUBOTHBIX IMOKA3aJId, YTO CEMAarylyTH]l MOJABJISET
pa3BUTHE aTEpPOCKJIEPO3a M OKA3BIBACT IPOTHMBOBOCHAIMUTEIBHOE [JEHCTBHE Ha CEPIEYHO-
COCYJIUCTYIO CUCTEMY.

dapmakoguaamuyecke 3P PeKTol

Annemum, nompebaenue snep2uu u 6b100p NPOOYKMOE NUMAHUS

CemMarnyTua CHUXXAET amlleTUT, YCUJIMBAas YyBCTBO CBITOCTH, OJJHOBPEMEHHO CHHUXasi YyBCTBO
rojojia M InpeanonaraeMoe norpedisenue numu. B xone uccnenosanust 1 ¢asel nmorpedieHue
KaJOpUil BO BpeMs IpueMa MUIIM B HEOTPAHWYEHHOM KosndecTBe OblIo Ha 35 % Huxke mpu
npueMe cemariyTHJa I0 CpaBHEeHuIo ¢ Iulanebo mnocine 20 Hemenb npuema. OTo ObLIO
MOJTBEPXKJICHO YIyYIIEHHEM KOHTPOJIS 3a MPUEMOM IHIIM, YMEHBUIEHHEM TATH K €1e U
OTHOCHUTENIbHBIM CHIKEHHEM MPEJINOYTEeHUs] MUIIM C BBICOKUM COJEp’KaHuEM KHUpoB. B
uccnenoBauuu STEP 5 Tary x exe Oosee moapoOHO OLIEHMBAIM C MOMOIIBIO ONPOCHUKA IO
koHTpomto nutanus (CoEQ). Ha 104-if Henmene mOJdy4YeHHBIE pe3yJNbTaThl IOKA3ald
3HAYUTENIbHOE YJIYYIIeHWE B TpYIIe TEparuud CeMariyTUIOM, KaK B OTHOLIEHUH KOHTPOJIS
anmeTHTa, TaK U B OTHOLIEHUH TATU K COJICHOW M OCTPOM MHINE, B TO BpeMs KaKk B OTHOIICHUU
TATH K CIIaJIKOM MUIle BBIpakeHHOTo 3¢ dexra He HabI01anoCh.

Yposenv nunudose namowax u nocie npuema nuuju

Cemarnytua B 03¢ 1 Mr Mo CpaBHEHHIO € IUIae00 CHUXKaJl KOHUEHTPALUIO TPUTIIHMIIEPHIOB
HATOIAK ¥ JIMMONPOTEHIOB O4YeHb Hu3koW rtwiotHoctH (JITIOHIT) wa 12% wu 21 %
COOTBETCTBEHHO. YpoBeHb Tpurauuepuaos u JIITIOHII nocie npuema nuiy y nauueHToB IpU

npreMe MUK ¢ BBICOKUM COJIEpYKaHUEM >KHpa CHIbKajcs 6osee uem Ha 40 %.
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

Kinnanueckas 3¢ dhekTUBHOCTS U 0€30IIACHOCTD

O} dexTuBHOCTh U 0€30MaCHOCTh CEMAariyTH/Aa JJIsi CHIDKEHUS MAcChl TeJia B COYETAaHUU CO
CHI)KEHHMEM MOTpeOJIeHUs] KaJOpui M MOBBIIICHHEM (DU3MUECKON aKTUBHOCTHU OIICHHBAIKCH B
YEeThIPEeX JABOMHBIX CIIEMbIX PAaHIOMH3UPOBAHHBIX IIALE00-KOHTPOIUPYEMBIX HCCIEIOBAHUIX
das3er llla mpomomkutensHocThi0 68 Henmenb (STEP 1-4). Bceero B uccienoBaHus Obuid
BKJIFOYCHBI 4684 B3pocibIX ManueHta (2652 U3 HUX ObUIM PaHAOMHU3UPOBAHBI IS JICUCHUS
cemariyTtuaoM). Kpome Toro, B X0J€ JBOHHOTO CJIENOr0 pPaHIOMU3UPOBAHHOIO ILIAe0o-
KOHTposupyemoro uccienoBanus ¢aser 11Ib (STEP 5), BrmouaBmiero 304 mamuenrta (152
nanueHTa MOPUHUMAIM CeMariyTun) ObuUTM oleHeHbl 3()QPeKTUBHOCTH U  0e30MacHOCTh
MPUMEHEHHUS CeMariyTu/a Mo CPAaBHEHHUIO C IJ1are0o0 B TeYCHHE 2-X JIeT.

BBUTO MPOIEMOHCTPUPOBAHO MPEBOCXOJICTBO TEPAITUU CEMArTyTHIOM, KIMHUYCCKU 3HAYUMOE U
YCTOMUYMBOE CHIDKEHUE MACCHI TeJla 10 CPAaBHEHHIO C I1anedo0 y manueHToB ¢ oxxupenuem (MMT
> 30 kr/mM?) wm u30bITOunHO# Maccoit Tena (MMT ot > 27 kr/m? 1o < 30 kr/m?) u, o kpaiiHeit
Mepe, OJTHUM COIMyTCTBYIOIIUM 3a00JIeBaHUEM, CBA3aHHBIM C M30BITOUHON Maccol Tena. Kpome
TOTO, BO BCEX HCCIEAOBAHHUSIX CEMArTyTH MO3BOJIMJI MMAIIMEHTAM JIOOUTHCS CHYKCHUS MacCChl
tena Ha > 5 %, > 10 %, > 15 % u > 20 % no cpaBHeHuto ¢ miane6o. CHIKEHHE MAcChl Tela
MPOUCXOJMIO HE3aBUCHMO OT HAIWYHs KEeNyJI0YHO-KUIIEUHBIX CHMIITOMOB, TaKHX Kak
TOIIHOTA, PBOTA WJIH JUapes.

JledeHue cemMariayTHIOM TAaKKe MOKA3aJI0 CTATHCTUYCCKU 3HAYMMOE YMEHBIIICHHE OKPY>KHOCTH
TaJINW, YJIyYIOICHWE TOKa3aTeleld CHCTOIUYECKOTO apTePHabHOTO JABICHHS W (PU3UIECKOTO
COCTOSIHUS TIO CPAaBHEHHIO ¢ Tu1aledo.

O} dexTuBHOCTH ObLIIAa MPOAEMOHCTPUPOBAHA HE3aBUCUMO OT BO3pacTa, MoJia, packl, STHUYECKON
MIPUHAICKHOCTH, UCXOMHON Macchl Tenma, UMT, nammuus CJI2 w ypoBHS (PYHKIHH TIOYEK.
Paznuuns B addexTuBHOCTH HaOMOAanuch BO Bcex mnoarpynnax. OTHOCHUTENBHO OOIbIINN
s (deKT CHIKEHUs MacChl Tena Habmojancs y >KeHIUH W manueHtoB 0e3 CJI2, a Takke y
MAIMEHTOB C UCXOAHO OOJee HU3KOM Maccoil Tela Mo CPaBHEHUIO C MAIMEHTaMH C HCXOJHO

0oJiee BEICOKOM Maccoii Tena.

STEP 1: Konmponv maccor mena

B xone 68-nenenpHOrO ABOMHOrO cienoro uccienoanus 1961 nanuentst ¢ oxupennem (UMT
> 30 kr/mM?) wm u36BITOuHOM Maccoit Tena (MMT ot > 27 xr/m? no < 30 xr/M?) n, mo kpaiiHeii
Mepe, OJHOW COIYTCTBYIOIIECH NATOJOTHEH, CBA3aHHOW C HM30BITOYHOM Maccol Tena, ObUIH

paHaAOMU3HUPOBAHLI B T'PYHIIBI ¢ NPUMCHCHHUECM CCMArilyTuaa WA HJIaI_ICGO. Bce nanucHThI Ha
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MPOTSKEHUH BCETO HCCICMIOBAHUS COONIOATM HU3KOKATIOPUWHYIO TUETY W TIOBBIIICHHYIO
($U3nIECKyI0 aKTUBHOCTb.

CHMKEGHHME MacChl Tella TPOHM30IUIO OBICTPO M MPOJOJDKAIOCH HAa MPOTSDKEHHH BCEro
uccnenoBanus. K xoHIy jeuenus (68-s Helenss) CHUKCHUE MAcChl Tejla B TPYIINE ceMariyTHa
MPEBOCXOWIO U OBUIO KIMHUYECKH 3HAYUMBIM [0 CPAaBHEHUIO C Tpynmou miarnedo (cM.
tabmuiy 3 U pucyHok 1). Ha ¢one Tepanuu cemMariyTHAOM MAlMEHTaM YJIAIOCh TOOUTHCS
CHIKEeHMsI Macchl Tena Ha > 5 %, > 10 %, > 15 % u na > 20 % no cpaBHEHHIO C TpyHION
wiare6o (cm. Tabmuiy 3 u Pucynok 1). Y Gosblieii 4acTu Ma@eHToB ¢ IpeanadeToM B Havase
WCCJICIOBAHMSI B KOHIIC JICUCHHUS CEMAariyTHJIOM YpPOBEHb TIIIMKEMHH ObLI HOPMATBHBIM TIO

cpaBHeHwHo ¢ manedo (84,1 % nporus 47,8 %).

Ta6auna 3. STEP 1 pe3yabTaTsl Ha 68-ii Heaene

Cemarayrua Ilinane6o
Tonynsuus s ananu3za (N) 1306 655
Macca teaa
Hcxoanble qaHHbie (Kr) 105,4 105,2
Wsmenenue (%) OT HCXOIHBIX JaHHBIX ™ -14.9 -2,4
Ormmune (%) ot mane6o® [95 % JIM] -12,4 [-13,4; -11,5]* -
H3meHeHue (Kr) OT HCXOJIHOTO YPOBHSI -15,3 -2,6
Ornnuue (xr) ot mwiaue6o’ [95 % JAU] -12,7 [-13,7; -11,7] -
MarmenTs! (%), TOCTUTIINE TOTEPH Macchl Terma > 5 %° 83,5* 31,1
MMauyentsl (%), JOCTUIIIME TTIOTEpH Macchl Tesia > 10 %° | 66,1* 12,0
IMauuenTs! (%), IOCTHIIINE NOTEPU Macchl Tena > 15 %° | 47,9% 4.8
OKpY:KHOCTH TaJauu (cM)
Wcxonnple qaHnHbIE 114,6 114,8
M3MeHeHHe OT HCXOAHBIX JaHHBIX -13,5 -4,1
Orauuue ot mane6o! [95 % JU] -9,4 [-10,3; -8,5]* -
CHcToIHYECKOe apTepHaIbHoe aaBjeHne (MM PT. CT.)
WcxonHsle naHHBIE 126 127
M3MeHeHHne OT NCXOAHBIX NAaHHBIX -6,2 -11
Ormrane ot mane6o?! [95 % JIN] -5,1[-6,3; -3,9]* -

“p < 0,0001 (HECKOPPEKTHPOBAHHbIH 2-CTOPOHHHIA) IS TOKA3aTeIbCTBA IPEBOCXOCTBA.

! Oneneno ¢ momomipio Mosenn ANCOVA ¢ ucrionszopanrem MI (multiple imputation) Ha ocHOBe BeeX IaHHBIX, HE3ABUCHMO OT MpeKpaIleHH s
HCCIIeTyeMO# Teparny WK Hayala prueMa JIPYTHX MPenapaToB s JEUSHHUsI O)KUPEHHS HITH 0apHaTPHIECKOH XUPYPTHH.

2 B xojie UCCNeI0BaHNS UCCIIeTyeMbli Mpenapat MoIHOCTbIo npekpatiu 17,1 % u 22,4 % NalueHToB, paHI0OMU3UPOBAHHBIX B IPYMIb HpHEMa
ceMarmyTuaa B g03e 2,4 Mr u miane6o, COOTBETCTBEHHO. [Ipy yCIIOBHH, YTO BCE PAHIOMHU3HPOBAHHBIC MAIKUEHTHI MPOIOJDKAIH JICUYCHHE H HE
HOJIyYai JIOTIONHATENbHON Tepaii IS JICYCHHS OXKUPEHHsl, pacYeTHbIE M3MEHEHHs MacChl TeJla OT MOMEHTA PaHIOMHU3ALMH 10 68-if Helenu
Ha ocHoBe amaimmza MMRMS, Briouaromeii Bce HAONIONCHHS OO MEPBOrO MpeKpaimieHus Jjedenus, cocrtaBuwid -16,9% wu -2,4 % s
ceMariyTuja B 03¢ 2,4 Mr u 1m1ane6o, COOTBETCTBEHHO.

3 Oneneno Mo Moenu GMHAPHOH PErPecCHH Ha OCHOBE TOTO K€ METOJIa BOCCTAHOBJIEHHS JAHHBIX, UTO U B IEPBUYHOM aHAJIH3E.
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WN3menenue maccol Tena (%)

(BI)
Henemn
Cemariyt Tlnane6o Mi
un

Habnronaemple 3HaueHHs U1 MAIMEHTOB, MOCETHUBIIMX KaXKIbIH IUIAHOBBIA MpueM, W OneHKH ¢ M| Ha ocHOBe NaHHBIX O

BBIOBIBIIMX manueHTax
Pucynoxk 1. DTAII 1: cpennee usmenenue mMaccol tena (%) ¢ ucxoaHoro ypoBHst 10 68-it Henenu

[Tocne mnpoBeneHHS WCCIENOBAHUS MPOJODKUTENBFHOCTRI0 68 Hemenb OBUIO TPOBENEHO
JIOTIOJTHUTEIIbHOE HCCIIeIOBaHNEe Oe3 JICYCHUsS MPOJIOJDKUTEIBHOCThIO 52 Helelan, B KOTOPOE
ObUTM BKIIOYEHBI 327 TAIMEHTOB, 3aBEPUIMBIIMX OCHOBHON TEpHOJA HCCIEAOBaHUSA Ha
MOJIJICP)KUBAIOIIEH JT03€ ceMariyTuaa WiM 1uranebo. B oTcyrcTBue nedenus ¢ 68-it mo 120-1o0
HEJICII0 CPeTHSS Macca TeJia YBeJMIIIIach B 00CUX Tpymmax JiedeHus. [Ipu 3ToM y marueHToB,
MOJTyYaBIIUX CEMAriyTH]I B TEYEHHE OCHOBHOTO TepHOa UCCIIEeI0OBaHMs, Macca Tejla OCTaBallach

Ha 5,6 % HMXKe ucXoaHOro ypoBHs 1o cpaBHeHuo ¢ 0,1 % B rpynne miane6o.

STEP 2: konmponv maccor mena y nayuenmos ¢ C/2

B nBoitHOM cienoM HCCIEOBaHUU MPOAOIKHUTENIBHOCThIO 68 Hemens 1210 manueHToB ¢
M30BITOYHOM Maccoit Tena umn oxuperneM (MUMT > 27 xr/m?) ¢ CJ12 GbLIM paHIOMHU3HPOBAHEI B
IpyINIbl ¢ IPUMEHEHUEM CEMAarlyTUAa B 03€ 2,4 MI OJUH pa3 B HEJEINI0, CEMArIyTHa B J103€
1 Mr oguH pa3 B HeleN0 WiIM IUianebo. BkiroueHHbIe B HCCIeIOBaHME MAIMEHTHl UMENU
HEIOCTaTOYHO KOHTpoJupyeMblii caxapHbiid quadet (HbA1e 7-10 %) u nomydanu nedenue amubo
TOJIBKO B BHJE JUETbl U  (U3NYECKUX YyNpaXkHeHWH, Jnubo 1-3  mepopalbHBIX
TUIOTTIMKEMUUYECKUX —TpernaparoB. Bce mNanueHTsl coOmofanu  JHeTy C HOHMKEHHBIM
coJiep’KaHUEM KaJlopuil U COXPaHSUIM MOBBIIMICHHYIO (PU3UYECKYI0 aKTUBHOCTH HA MPOTSHKEHUU
BCEr0 UCCIIEIOBAHMUS.

[Ipumenenue cemariyTiia B TeueHUEe 68 HEAETb IPUBEIO K KIMHUYECKA 3HAYMMOMY CHH)KEHUIO

Mmacchl Tena ¥ ypoBHsi HbA lc o cpaBHenwuio ¢ mane6o (cMm. Tabnuiy 4 u PucyHok 2).
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Tab6auua 4. STEP 2: pesyabraTsl Ha 68-ii Heene

Cemarayrua I1nrane6o
HonyJstums yist ananusza (N) 404 403
Macca Tesa
Wcxoanblie maHHbIC (KT) 99,9 100,5
V3mererue (%) OT HCXOAHBIX JAHHBIX 2 -9,6 -3,4
Otnuuue (%) ot nnaue6o® [95 % JIN] -6,2 [-7,3;-5,2]* -
W3menenue (Kr) OT HCXOJHOTO YPOBHS -9,7 -3,5
Oramune (kr) ot miane6o’ [95 % JIH] -6,1 [-7,2;-5,0] -
MarmenTs! (%), JOCTHUTIINE TOTEPH Macchl Terma > 5 %° | 67,4* 30,2
MarmenTs! (%), JOCTHUTIINE TOTEpH Macchl Tenma > 10 %° | 44,5* 10,2
IMauuents! (%), AOCTHTTIHE NOTEPH Macchl Tena > 15 %° | 25,0% 4,3
OKpYXKHOCTH TAJHH (CM)
Hcxoanbple JaHHbIE 114,5 115,5
M3MeHeHre 0T UCXOTHBIX JAHHBIX - -9,4 -4,5
Otrnuune ot mwiane6o! [95 % JAU] -4,9 [-6,0; -3,8]* -
CHcTOIHYECKOE apTepHAJIbHOE 1aBjeHne (MM PT. CT.)
HcxonHble JaHHBIE 130 130
VI3MeHeHHe OT UCXO/IHBIX JJAHHBIX -3,9 -0,5
Otrnuune ot mwiane6o! [95 % JAU] -3,4 [-5,6; -1,3]** -
HbA1c (MMoJb/Mob (%))
HcxomHble JaHHbIE 65,3 (8,1) 65,3 (8,1)
M3MeHeHHe OT UCXOAHBIX JAHHBIX' -17,5 (-1,6) -4,1 (-0,4)
Ornuune ot mwiaue6o’ [95 % U] -13,5[-15,5; -11,4] -
(-1,2[-1,4;-1,1D* -

*p <0,0001 (HeCKOPPEKTUPOBAHHBIN 2-CTOPOHHHIA) JUIsL IOKA3aTEILCTBA IPEBOCXO/ICTBA;
**p < 0,05 (HeCKOPPEKTHPOBAHHBIH 2-CTOPOHHHMIA) 7T JOKA3aTeNbCTBA PEBOCXOICTRA.

! Oueneno ¢ momorpio Monean ANCOVA ¢ ucnonbzosanunem Ml ¢ YYETOM BCEX JAHHBIX, HE3aBUCUMO OT MPEKPALIEHHs UCCIIEAyEMON Tepanuu
WM Havasa npHeMa JIPYTUX [pernapaToB IS JICUSHHS 0KHPEHHS WIH OapHaTPHIECKONH XUPYPrHU.

2 B x0/1e MCCIIEN0BAHHS PAHIOMU3MPOBAHHOE JICUEHHE MOJHOCTBIO ipekpatuiu 11,6 % u 13,9 % naiuentos, paHIOMU3UPOBAHHBIX B IPYIIIBI C
NIPUMEHEHNEM CeMariyTHIa B 1o3e 2,4 Mr u Iuane6o, COOTBETCTBEHHO. [IpH yCIIOBHH, YTO BCe PAaHIOMHI3HPOBAHHBIC AIIMEHTHI IPOIOIDKAII
JICYCHHE U HE TOTyYali AOMOIHUTEIBHOM Tepauy s JICUCHHS 0XKUPEHHUs, PACCUNTAHHBIC H3MEHEHHUS MacChl Tella OT MOMEHTA PaHIOMHU3AINH
Jo 68-11 renemn ¢ mpumeHeEneM MMRMS, BiItrowarormeli Bce HaOMIOIEHNS 10 TIEPBOTO NPEKpaIeHus JedeHns, coctasmmm -10,6 % u -3,1 % nna
ceMariayTuza B Jo3e 2,4 Mr u mianebo, COOTBETCTBEHHO.

3 OreneHo Mo MojieN GUHAPHOM Perpeccut Ha OCHOBE TOTO e METO/Ia BOCCTAHOBIIEHHUS JIAHHBIX, YTO U B IEPBUYHOM aHAJIH3E.

N3menenune mMacchl Tena (%)

Henenn

Cemariy Mi

TH]L

ITnane6o

(BI)

HaGmronaemble 3Ha4eHUS Ui MAlMEHTOB, MOCETUBINMX KaKAbIM IUIAHOBBIM mHpueM, W omneHku ¢ M| Ha ocHOBe HaHHBIX O

BBIOBIBILINX nanmyMueHTax

Pucynok 2. STEP 2: cpennee u3menenue maccnl tena (%) ¢ MICXOTHOTO YPOBHs 10 68-10 Heneto
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STEP 3: kommponv maccel mena ¢ nomowbto OuxeduoOpanbHOU ncuxomepanuu

B nBoifHOM cienoMm HCCIEIOBAaHUU MPOJOJDKUTEILHOCTRI0O 68 Henmenb 611 mamueHToB ¢
oxuperanem (MMT > 30 kr/mM?) wim ¢ u3bbiTouHol Maccoit Tena (UMT or > 27 kr/m? 1o
<30 KF/MZ) A HaIMYUEM XOTS OBl OIJHOTO CBSI3aHHOIO C M30BITOYHOH Maccol Teia
COIyTCTBYIOIIETO 3a0o0JieBaHUs OBUTM PAHJOMHU3UPOBAHBI B TPYIIBI C MPUMEHEHHUEM
cemarnytuaa wid Iotanebo. B Xome wWccnenoBaHus Bce TAIMEHTHl TMPOXOAWMIIM  Kype
OMXEBUOPAJILHON TCHXOTEPANluW, BKJIIOYAIONIYI0 OYEHb CTPOTYH JHETY, TOBBIIICHHYIO
(GU3NYECKyI0 aKTUBHOCTh W KOPPEKUHUIO TMoOBelneHHs. lIpuMeHeHue cemariyTuaa u
OMXEBHOPATLHON TICHXOTEpaNK B TeUeHUE 68 Helenb MOKa3aiH MPEBOCXOJCTBO U MPHUBEIN K
KIIMHUYECKH 3HAYMMOMY CHIDKEHHIO MAacChl Tella B TPYyNIE TEpamuu CEMariyTHUIOM II0

CpaBHEHHIO ¢ ipueMoM Iutare6o (cM. Tabmwuiry 5).

Taoauna 5. STEP 3: pe3yabraTthl Ha 68-ii Heneie

CemarayTuja Iaaned6o
[Tonynsiiust auist ananuza (N) 407 204
Macca Teja
Wcxoauble maHHBIC (KT) 106,9 103,7
3menenne (%) OT HCXOHBIX JAHHBIX -2 -16,0 -5,7
Orimane (%) ot mmane6o’ [95 % JIU] -10,3 [-12,0;-8,6]* -
Vi3meHenue (KI) OT HCXOJIHOTO YPOBHSI -16,8 -6,2
Oramune (kr) ot muane6o’ [95 % JIH] -10,6 [-12,5;-8,8] -
TMauunenTs! (%), AOCTHIIIHE NOTEPH Macchl Tena > 5 %° 84,8* 47,8
[ManuenTs! (%), IOCTUIIIME HOTEPU Macchl Tena > 10 %° 73,0* 27,1
IMarmenTs! (%), JOCTUTIIHE TOTEPH MAcchl Tena > 15 %° 53,5* 13,2
OKpyKHOCTH TAJUH (CM)
WcxonHsle qaHHbBIE 113,6 111,8
W3MeHeHre 0T UCXOTHBIX JAHHBIX - -14,6 -6,3
Oriiaue ot mare6o’ [95 % JIU] -8,3 [-10,1; -6,6]* -
Cucrojinyeckoe apTepuajbHoe J1aBjeHue (MM pT. CT.)
WcxonHble qaHHbBIE 124 124
W3MeHeHre 0T MCXOTHBIX JAHHBIX - -5,6 -1,6
Orimuue ot mane6o! [95 % JIU] -3,9[-6,4; -1,5]* -

“p < 0,005 (HeCKOPPEKTHPOBAHHBIH 2-CTOPOHHHUIA) 1Sl TOKA3aTEbCTBA MPEBOCXO/ICTBA.

Y Oueneno ¢ momormipio Monen ANCOVA ¢ ucnonp3oBanueM metona Ml ¢ Y4ETOM BCeX JaHHBIX, HE3aBUCUMO OT MPEKPAIICHUs HCCIIeLyeMOit
Tepariy WM Havalla IpreMa JPYyTUX HpernapaToB IS JICYSHHS 0OJKUPEHNUSI UIH 0apHaTpUYeCKOi XUPYPIUH.

2 B xofie McCNeIOBaHMsS HMCCIIEAYEMYIO TEPAIHI0 TOIHOCTbIO mpekpatwiu 16,7 % u 18,6 % NauueHTOB, PaHIOMU3HPOBAHHBIX B TPYIIIBI
ceMariyTuaa B go3e 2,4 Mr u Iuiane6o, COOTBETCTBEHHO. [Ipy yClIOBHH, 4TO BCe paHIOMHU3MPOBAHHBIE MALMEHTHI NMPOJOJDKAIIN JICYCHHE U HE
HOJIy4Yaid JOMOJHUTEIBHOM Tepanuu ISl JCUCHHS OXKHPEHUs, PACCYNTAHHBIC M3MEHEHHS MAacChl Tela OT MOMEHTa paHAoMH3amuu a0 68-it
Henemu MetogoM MMRMS, Britrowaromeli Bce HaOMIOACHUS 10 TIEPBOTO MPEKPAIeHHs JISYEHUs, COCTaBIIH -17,6 % u -5,0 % ms cemarnyTrzaa B
nose 2,4 mr u mianebo, COOTBETCTBEHHO.

3 OreHeHo Mo Mojie/M GMHAPHOH perpeccHy Ha OCHOBE TOTO e METOIa BOCCTAHOBIIEHHUS JIAHHBIX, YTO U B IEPBUYHOM aHAJIH3E.

STEP 4: kommponv maccyt mena na noooepacusaioweli mepanuu

B nBoiiHOe cremnoe WuCCleJOBaHHE TMPOJOJDKUTENBHOCTRIO 68 Hemenb ObUI0  BKIIOYEHO
902 marmenta ¢ oxuperneM (UMT > 30 kr/M?) nnm ¢ m36eITouHOM Maccoii Tema (MUMT ot
> 27 xr/m? o 30 Kr/Mz) A HAJIMYHEM XOTS ObI OQHOIO CBSA3AHHOI'O ¢ M30BITOYHONM MAaccoil Teia

comyTcTByIOIIero 3aboneBanus. Bce mamueHTH coOMOMaNM  JTUETy C  MOHMKCHHBIM

COJIepKAHUEM KaJIOpUH U COXPAHSIM MOBBIIICHHYIO (DPM3WYECKYI0 aKTUBHOCTh HAa MPOTSHKEHUH
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Bcero uccienoBanus. Bece manuentsl nonaydanu cemarnytull ¢ 0-if mo 20-to0 Henento (BBOJHAs
daza). Ha 20-ii Henene (MCXOMHBIN YpOBEHB) MAIMEHTHI, JOCTUTIIAE TOACPKUBAIONICH 03B
2,4 mr, ObUIM PaHIOMHU3UPOBAHbI B TPYIIIBI MPOJOJIKEHHSI JICUSHUS WM Mepexo/ia Ha ruianeoo.
Ha 0-i1 Henene (Hayayio BBOAHOM (asbl) cpedaHsisi Macca Teja ManueHToB coctaBisuia 107,2 kr, a
cpennuit UMT — 38,4 kr/m2.

[TaruenTsl, JOCTUTIINE MOAAEpKUBatoIIel 10361 2,4 Mr Ha 20-i1 Heaene (MCXOAHBIN YPOBEHD) U
MPOJIOJDKUBIIME TPUMEHEHHWE cemariayTtuaa B TedeHue 48 Hemenb (20-68-1 Hemenm),
MPOJOHKANIM CHIDKATh Maccy Tesa, ObUIO MOKa3aHO MPEBOCXOJACTBO M KIMHMYECKU 3HAYMMOE
CHW)KCHHE MACChI TeJa 10 CPABHCHHIO C IMOTYJArOIIMMH Iarne6o nanuentamu (cm. Tabmuiy 6 u
Pucynok 3). Macca tena crabunpHO yBeanuuBaiach ¢ 20-i mo 68-10 Helemnto y nepemeanmnx Ha
wiane6o Ha 20-i Henmene (MCXOMHBIA ypOBEHb) manueHToB. [Ipu 3ToM cpeaHsisi macca Tena Ha
68-ii Hemene Obuta HIDKE, yeM B Havajge BBogHOW (aser (0-s Hemens) (cm. PucyHok 3). V
MOJIy4aBIIUX ceMariyTu] mnauueHtoB ¢ 0-i1 wemenu (BBogHast (asa) mo 68-10 Hememto
(3aBepiieHUE JICUCHMs) CpeJHEe HW3MEHEHHE Macchl Tena coctaBwio — 17,4 %, mpu stom
CHI)KEHHME Macchl Tena Ha > 5 % Owuio gocturnyto 87,8 %, na > 10 % — 78,0 %, na > 15 % —

62,2 % nHa > 20 % — 38,6 % manueHTOB.

Tadauna 6. STEP 4: pesyabTatsl ¢ 20-ii mo 68-10 Hexenn

CemarayTujg Iaauedo
Tonymsamus aus aHanmmza (N) 535 268
Macca Teja
Hcxonnble nanHele’ (Kr) 96,5 95,4
H3menenne (%) OT HCXOMHBIX AAHHBIX > -7.9 6,9
Ornuune (%) ot miane6o® [95 % JU] -14,8 [-16,0; -13,5]* -
M3meHenue (Kr) OT HCXOJHOTO YPOBHSI -7,1 6,1
Otnuuue (xr) ot wiane6o? [95 % U] -13,2[-14,3; -12,0] -
OKpYKHOCTH TAJUH (CM)
WcxonHele qaHHBIE 105,5 104,7
M3MeHeHHe OT NCXOIHBIX JTAHHbIX -6,4 3,3
Ornnyue ot mane6o® [95 % JIU] -9,7 [-10,9; -8,5]* -
Cucrosnyeckoe apTepuajbHoe AaBJjeHue (MM pT. CT.)
Vcxopnuble naHHble! 121 121
I3MeHeHne OT UCXOIHBIX JaHHbIX -2 0,5 4.4
Ornnyue ot mane6o® [95 % JIU] -3,9 [-5,8; -2,01* -

“p <0,0001 (HecKOpPEKTUPOBAHHBIH 2-CTOPOHHMIA) JUIS IOKA3aTENbCTBA TIPEBOCXO/ICTBA.

! Ucxomuse nanusie = Hepens 20

2 Oueneno ¢ omompro Mojern ANCOVA c¢ ucrionb3osanreM Metoia M1 ¢ y4eTOM Beex /JaHHBIX, HE3aBHCHMO OT TIPEKPAIIEHHST HCCIIETyeMOit
Tepanuy WK HaJaia IpiueMa APYTux MpernapartoB JUls JIeYeHUs OKMPEHHs WK 6apHaTpHIecKOi XUPYPruH.

® B Xoje McCIENOBAHUS HCCIETYEMYHO TEpAIUIO TMOIHOCTBIO Mpekpathin 5,8 % u 11,6 % NaluMeHToB, paHIOMH3MPOBAHHBIX B TPYTITIEI
cemMarnmyTujaa B o3¢ 2,4 Mr u mane6o, cooTBeTCTBEHHO. IIpu ycloBuu, 9To BCe PaHIOMH3HPOBAHHBIC MAIMEHTHI MPOJOILKAIN JICYCHHE U HE
HOJTy4Yaly JIOTIOJHHUTENIBHOM Tepamun Tl JEUCHHUS OXHPEHWs, PacCUNTaHHBIC M3MEHEHHs MacChl Tela OT MOMEHTa paHIOMH3aIuu a0 68-if
HeJIeny Ha OCHOBE CMEIIaHHON MOJIENH MOBTOPHBIX M3MEPEHHH, BKITIOUalonieil Bce HabMOAeHHs 10 MEPBOT0 MPEKPAIIEHNs JIeUEHHs, COCTABUITH
-8,1 % u 6,5 % s cemariyTuza B 103¢ 2,4 Mr ¥ IU1a11e60 COOTBETCTBEHHO.

22



Hsmenenne maccol Tema (%)

ot 01.10.2024 N= 21159
(NOCNEOCBATENEHOCTE 0003)

COOTBETCTBYET 2KCNEPTHOMY OTYETY

(BI)

Henenn

ceMariayT IInane6o Mi
un

Ha6J'[IO,Z[aeMLIC 3HAYCHHU JJIAd IMTalUCHTOB, IIOCCTUBIINUX Ka)KI[I;Iﬁ ITAHOBBIN IpUEM, U OLICHKHU METOOM MI ma ocHose JaHHBIX O
BBIOBIBIIIAX manyueHTax
Pucynox 3. STEP 4: cpennee u3amenenue maccsl tena (%) ¢ 0-it mo 68-10 Hepento

STEP 5: 2-200uunoe uccnedosanue

B nBoitHOM ciienmom HcCClieIOBaHUU MPOAOHKUTENbHOCTRIO 104 Henenu B Tpynmnbl ceMariyThaa
Uy Tmane6o 6b10 paHgoMU3HpoBaHo 304 manumenta ¢ oxupenuem (MMT > 30 kr/m?) wmm ¢
m36bITOuHO Maccoit Tema (MUMT ot > 27 kr/m? 10 < 30 kr/mM%) ¥ HamuuueM XOTs 6bI OJHOTO
CBA3aHHOIO C M30BITOUYHOM Maccoil Tena comyTCTBYIoHlero 3aboneBanus. Bce mnanueHTHI
cCOONIONTaNI  TUETy C TIOHM)KEHHBIM COJIEpYKAaHWEM KaJlOpUA M COXPAHSJIM TIOBBIIICHHYIO
(¢u3nUecKyr0 akKTUBHOCTh Ha MPOTSHKEHUH BCEro uccienoBanus. Ha ucxoqHoM ypoBHE cpenHuit
VUMT nanueHToB cocTaBisil 38,5 Kkr/m2, cpenusis macca tena — 106,0 kr.

[Ipumenenue cemarnytuga B TeueHue 104 Hemenp MOKa3alo MPEBOCXOJCTBO TEpanuu U
KJIMHUYECKH 3HAUYMMOE CHIDKEHHE MAacChl Tella MO CPaBHEHUIO C NPUMEHEHHEM Iuiaredo.
Cpennsisi Macca Tena CHIDKalIach C UCXOAHOTO YPOBHS 10 68-i HeAenu B Ipymie ceMariyTuia,
nocjie 4ero Hactymaino ruiato. Ilpum mpumeHeHun mianebo cpeiHss Macca Teja CHIKalach
MeJJIEHHee, U TIaTO OBLJIO JOCTUTHYTO MpuMepHo depe3 20 Henenb gedenus (cm. Tabmuny 7 u
Pucynok 4). YV npuHHMaBIIMX CeMariyTH] MalUueHTOB CpeIHee H3MEHEHHE Macchl Tena
coctaBuiio — 15,2 %, nmpu 3TOM CHIKEHHE Macchl Tena Ha > 5 % Obio mocturnyto 74,7 %, Ha
>10 % — 59,2 %, na > 15 % — 49,7 % namucHTOB.

Cpenyu manmeHToB, y KOTOPHIX Ha HAYaJIbHOM JTalle WCCIICAOBaHUS HaOIromalcs mpennader, y
80% u 37 % Obul moka3zaH HOPMAJbHBIA TJIMKEMUYECKHI CTaTyC K KOHIy HpHUMEHEHUs

ceMariyrtuaa u HHaHCGO COOTBCTCTBCHHO.
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Ta6auua 7. STEP 5: pesynabtarsl Ha 104 Henene

CemarayTujg I11aueoo
HomnyJstums yist ananusa (N) 152 152
Macca Tesa
Wcxoansie maHHbIC (KT) 105,6 106,5
V3mererue (%) OT HCXOMHBIX JAHHBIX " 2 -15,2 -2,6
Otnuuue (%) ot miaue6o’ [95 % JIU] -12,6 [-15,3; -9,8]* -
M3meHeHue (KT) OT MCXOJHOTO YPOBHS -16,1 -3,2
Oramune (kr) ot miane6o’ [95 % JH] -12,9 [-16,1; -9,8] -
MarmenTs! (%), JOCTHUTIINE TOTEPH MACCHI Tema > 5 %° 14,7* 37,3
MMarmenTs! (%), JOCTHUTIINE TOTepH Macchl Tema > 10 %° [ 59,2* 16,8
IMauuents! (%), AOCTHITIHE NOTEpH Macchl Tena > 15 %° | 49,7* 9,2
OKpYXKHOCTH TAJHH (CM)
HcxonHble JaHHbIE 115,8 115,7
W3MeHeHre 0T MCXOTHBIX JAHHBIX - -14,4 5,2
Otrnuune ot mwiane6o! [95 % JAU] -9,2 [-12,2; -6,2]* -
CucTomYecKoe apTepHaJbHoe JaBjieHne (MM PT. CT.)
HcxoaHble TaHHBIE 126 125
VI3MeHeHHe OT UCXOJIHBIX JJAHHBIX -5,7 -1,6
Otrnuune ot mwiane6o! [95 % JAU] -4,2 [-7,3; -1,0]* -

*p <0,0001 (HeCKOPPEKTUPOBAHHBIN 2-CTOPOHHHIA) JUIS JOKA3aTEJILCTBA IIPEBOCXOJICTBA.

1 Ouereno ¢ nomomsio Moxen ANCOVA ¢ ucnons3oBanreM MI ¢ ygeTom Bcex TaHHBIX, HE3aBUCUMO OT NPEKPAIeHHs HCCIeTyeMOH Teparin
WM HadaJla IpreMa JIPYTHX IPpenapaToB AJIs JICUSHUS OXKUPEHUs] MM 0apuaTpUUeCKOi XUpyprum.

2 B xome mccienoBaHHS HCCIEAYeMYIO TEpalHIO MONHOCTBIO mpekpatwand 13,2 % u 27,0 % manueHToB, paHIOMU3HPOBAHHBIX B TPYIIIBI
ceMariayTuaa M Iane6o, COOTBETCTBEHHO. [IpH ycnoBuH, YTO BCe PaHIOMHM3HUPOBAHHBIE NALUEHTHI HNPOAODKANN JIeYEHHE M HE IOJIydalu
JIOTIOJTHUTEJIBHOH Tepalny JICICHNS] O)KUPEHHS, pacCUNTaHHbIe N3MEHEHUSI MacChl Tela OT MOMEHTA PaHIOMM3aluK 0 68-if Helenu Ha OCHOBE
MMRMSs, Bkiovaromieii Bce HaOMIOACHUs 0 MEPBOrO MPEKPAIleHHs JiedeHus, coctaBmwid -16,7 % u -0,6 % misa cemarmytuaa u mianedo,
COOTBETCTBEHHO.

3 OreHeHo 1Mo Mozies GUHAPHO# perpeccui Ha OCHOBE TOTO XK€ METO/ja BOCCTAHOBJICHHS TaHHBIX, YTO H B IIEPBUYHOM aHAJIM3C.

N3menenune maccsol Tena (%)

(B

Henenn

Cemarn
yTUI

ITnane6o MI

HaGmogaemple 3HaueHHs [UI MAIMEHTOB, MOCETHBIIMX KaKIBbIH IUIAHOBBIH mpueM, W oneHkun M| Ha OCHOBE HaHHBIX O
BLIOBIBIIUX MALIMEHTAX

Pucynox 4. STEP 5: cpennee m3menenue maccol Tena (%) ¢ 0-it mo 104-1o Henenmo
STEP 6: cemaenymuo 6 cpasnenuu ¢ nupaziymuoom

B paHIOMU3MpPOBAaHHOM OTKPHITOM TIAPHOM  IUTAe00-KOHTPOJIUPYEMOM  HCCIIEIOBAHUU

IPOJOIKUTENLHOCTEIO 68 Hemens 338 marmentoB ¢ oxupenueM (UMT > 30 kr/m?) wmm ¢
m30sITouHOM Maccoit Tena (MMT or>27 no <30kr/m?) u HaomumeM XoTs OB OJHOTO

CBSI3aHHOTO C  HW30BITOYHOM  Maccoil  Tejma  COMYTCTBYIOIIEro  3a0oyieBaHUS  ObLIH

PaHIOMU3HUPOBAHbI B TPYIIBI CEMAriyTUIa OJIMH pa3 B HEAENIO, TUPATIyTHAA B 103€ 3 MI OJIMH
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pa3 B JieHb WM Tuiane6o. MccinenoBanue ¢ MpUMEHEHUEM CEeMariyTHIa OJMH pa3 B HEACTIO U
JUpAryTUAa B 03¢ 3 MI OBUIO OTKPBITBIM, HO B KXKIOW TPYIIE JICUYCHUS AKTHBHBIM
npenapaToM MPOBOIMIOCH JIBOMHOE CIIENIOEe CpaBHEHHE C Tuiane0o, Ha3HAYCHHBIM C TOW JKe
YacTOTOM TpUMEHEHHWs. Bce mamuMeHThl COONIONaNd JMETYy C TOHMKCHHBIM COJIEpIKaHHEM
KaJIOpUH W COXPAHSJIM TOBBIIICHHYIO (DU3MYECKYI0 aKTUBHOCTh Ha TMPOTSDKEHUU BCETrO
uccnenosanus. Ha ncxomsom yposre cpeauuii UM T namueHToB cocTapisn 37,5 Kr/m2, cpensss
macca tena — 104,5 xr.

[IpuMeHeHHe ceMariayTuaa OJUH pa3 B HENENI0 B TeYCHUE 68 Helesb 10Ka3alo MPEeBOCXO0ICTBO
TEepaui W KIMHUYECKH 3HAYUMOE CHIDKEHUE MacChl Tela 10 CPaBHEHHUIO C MPHUMECHEHHUEM
muparnytuaa. CpenHsisi macca Tejla CHHXKajach C HMCXOAHOIO ypoBHs 10 68- Henenu c
NpUMEHCHHEM CeMaryThaa. B Tpymme aumparinyTuaa CpefHssi macca Tella CHIDKaIACh
memieHHee (cMm. Tabmuiyy 8). 37,4 % mosydvaBIIMX CeMariyTHa HanueHtoB notepsun > 20 %
Maccel Tena 1o cpaBHeHHio ¢ 7,0 % mammeHToB, mosydaBmuX Jmparaytun. B Tabnwme 8
MPEJICTABICHBI PE3YJIBTAThl MOATBEPKAAOIMNX KOHEYHBIX Touek >10%, >15% u >20%

IMOTCpU MACChI TCJIA.

Ta6auma 8. STEP 6: pe3yabTaTthl uccaeI0BAHUS MO CPABHEHHIO CEMATIYTHIA C JUPATIYTHAOM
NPOAOLKMTEJILHOCThIO 68 HexeIb

CemarayTujg Jluparaytua 3 mr
[Monynsiist auist ananuza (N) 126 127
Macca Tejia
VcxonHbie gaHHbIe (KI) 102,5 103,7
H3meHenne (%) OT HCXOIHBIX JaHHBIX " 2 -15,8 -6,4
Oramune (%) ot nuparaytuaa’ [95 % JIH] -9,4 [-12,0;-6,8]* -
V3meHeHue (Kr) OT UCXOHOTO YPOBHSI -15,3 -6,8
Ornuuune (kr) ot auparmytugat [95 % JIU] -8,56 [-11,2;-5,7] -
Marments! (%), 1OCTUIIIME TOTEPH Macchl Tena > 10 % | 69,4* 27,2
MauuenTs! (%), AOCTHIIIHE NOTEPH Macchl Tena > 15 %° | 54,0* 13,4
IManyenTs! (%), JOCTUTIINE TOTepU Macchl Tena > 20 %° | 37,4* 7,0

“p < 0,005 (HecKOPPEKTUPOBAHHBIH 2-CTOPOHHUIT) JUISl IOKA3aTebCTBA MPEBOCXOICTBA.

1 Oueneno ¢ momompio Moaen ANCOVA ¢ ucnonszoBaruem M ¢ YYETOM BCEX JAHHBIX, HE3aBUCUMO OT MPEKPALICHHS UCCIIEAYEMON Tepanuu
WITH HavaJia IIpEeMa JIPpYTHUX IpenapaToB AJIs JICYSHHS OXKUPEHNUSI WIIH 0apHaTpUYEeCKOi XUPYPrUH.

2 B xofie MCCIE/IOBAHMS HMCCIIEAYEMYIO TEPAIHIO TOIHOCTHIO mpekpatwiu 13,5% u 27,6 % NauueHTOB, PaHIOMU3HPOBAHHBIX B TPYTIIIbI
ceMariyTH/a U JUpariyTHaa, COOTBETCTBEHHO.

Ilpu ycnoBum, 4TO BCE PAaHAOMH3UPOBAHHBIC MAIMEHTHI MPOJOIDKAIN JICUYCHHE M HE MOJIydYald JOMOJHUTEIBHON Tepamud sl JEUCHUS.
O)KMPEHUsI, paCCUMTAHHBIC M3MEHEHHSI MacChl TeJla OT MOMEHTa paHAOMH3alUK 10 68-if Henenn Ha ocHoBe aHann3a MMRMS, Bkirouaromeii Bce
HaOIIOIEHHST IO IEPBOTO MPEKPAIICHHSI JIeUeHHsI, COCTaBuH -16,7 % u -6,7 % a5 cemMarinyTH/Ia U TUPAariyTH/Ia, COOTBETCTBEHHO.

3 OreHeHo Mo Mojie/M GMHAPHOM perpeccHy Ha OCHOBE TOTO e METO/Ia BOCCTAHOBIIEHHUS JIAHHBIX, YTO U B IIEPBUYHOM aHAJIH3E.

Brusanue na cocmas mena

B nonomnurensrom uccienoanuu STEP 1 (N = 140) coctaB Tena OICHUBAJICS C MOMOIIBIO
JIBYX?HEPreTHUECKOW peHTreHOBcKoi abcopOimomerpuu (DEXA). PesynbraTsl onenku DEXA
MOKa3alli, 4YTO JICYCHHWE CEMAaryTHIIOM COIPOBOXAAJIOCh OOJBIIUM CHIDKEHHEM JKUPOBOU
Macchl, YeM MBIIICYHOW, YTO MPUBEJIO K YIYYIICHHIO COCTaBa Teja MO CPaBHEHUIO C Ianedo

yepe3 68 Hemenb. Kpome Toro, 3To CHumKEeHHE OOLIEH >XHUPOBOW MaccChl COMPOBOXKIAIOCH
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YMEHBIICHHEM KOJIUYECTBA BHCLEPATIBHOTrO >KHpa. JlaHHBIE pe3ynbTaThl CBHJETEIBCTBYIOT O
TOM, YTO CHI)KEHHE OOIIEeH Macchl Tena ObUIO O0YCIOBJIEHAa YMEHBIICHHUEM >KUPOBOW TKaHWU,
BKJIIOYasi BUCHEPATILHBIN XKHP.

Vayuwenue gusuveckux gynxyuti

CeMariyTua IpoAeMOHCTPUPOBATT HEOOIBIIIOE YIydIlIeHHE MoKa3arenell pu3ndeckux (QyHKIIHA.
Ousnueckne (QYHKIMHM OLEHUBAIUCH C HUCIONB30BAaHUEM KakK OOIEro ONpPOCHUKA KauecTBa
JKH3HH, CBS3aHHOTO co 370poBbeM «Kpatkas ¢opma-36v2 Health Survey, (SF-36)», Tak wu
OTPOCHHKA JUISI KITMHUYECKUX UCIIBITAHUMN, CBSI3aHHOTO C O)KHpeHueM «BiusHue Macchl Tena Ha
kauecTBo xu3Hm» (IWQOL-Lite-CT).

Oyenka cocmosiHus cepoeyHo-cocyOUCmoll Cucmembl

B uccnenosanun SUSTAIN 6, 3297 nainueHTOB ¢ HeAOCTATOYHBIM KOHTpoJieM CJI2 u BBICOKUM
PUCKOM  CEepICYHO-COCYIUCTBIX OCIOKHEHUW OBLIM PaHIOMH3UPOBAHBI B TpymOmy cC
npuMeHeHneM cemariytuaa B 1o3e 0,5 mr wimm 1 mr 1 pa3 B Heenro uitH miianedo B JONOJTHEHNE
K craHgapTHo Tepanuu. lIpomormkurenbHOCTh JiedeHHs coctaBwia 104 wenenu. Cpennuii
BO3pACT MAllHEHTOB COCTAaBUI 65 1eT, a cpenuuit UMT — 33 kr/m?.

[TepBuyHOl KOHEYHOW TOYKOW OBUIO BpeMsl OT pPaHIOMHU3AIMU O TEPBOTO CEPHE3HOTO
cepaeuno-cocyaucroro cobwituss (CCCC), Takoro Kak CMepTh MO MPUYHUHE CEPICYHO-
COCYJIUCTOM TMaTOJOTMH, MH(APKT MHUOKapjaa 0e3 cMepTelIbHOro HCXOJa WIM HHCYJIbT 0e3
cMmeptensHoro ucxona. O6iee komuuectBo CCCC coctaBmiio 254, B Tom yucie 108 (6,6 %) ¢
npuMeHeHneM cemariaytuaa u 146 (8,9 %) c mianebo.

be3zonacHocTh neueHus ceMarayTuaoM B fgo3e 0,5 wim 1 Mr s cepZieuHO-COCyTUCTON CHCTEMBI
Obuta moatBepkAeHa: kodp¢unment pucka (KP) mis cemarmyTtuaa B cpaBHEHUHM ¢ Ianebo
cocrasun 0,74, [0,58, 0,95] [95 % U], uTo 00yCIOBICHO CHUKCHHEM YaCTOTHl BOSHUKHOBEHUS
UHpapKT MHOKapaa 0e3 CMepTeIhbHOr0 MCXOJa WM MHCYJIbTa 0e3 CMEepPTEeNhbHOr0 MCXOo/a IpH

OTCYTCTBUH PA3HUIIBI B CMEPTHU OT CEPACYHO-COCYTUCTHIX OCTIOXKHEHUH (cM. PucyHOK 5).
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KP: 0,74 95%
I 0,58: 0,95

ocnoxuenusmu (%)

TTarueHTsl ¢

Kosnuecrso
Cemaruiyru HOIBEP/KEHHBIX PHCKY

Mraned naterTon

o

Bpewms ot pangoMu3aiu (Heaems)

CemariryTun [Tnane6o

Pucynok 5. I'paduk Kamnana-Maiiepa mo BpeMeHHU 70 MEPBOI0 HACTYIUICHUS KOMOMHHUPOBAHHOTO MCXOJa: CMEPTh
OT CEepPJCYHO-COCYMUCTHIX OCJIOKHCHHM, WH(PAPKT MHOKapaa 0e3 CMEpTEeNhHOr0 HCXOoJa WIM HHCYJIBT 0e3
cMepTenpHOro ucxona (knandeckoe uccienoanue SUSTAIN 6)

5.2 ®apmakoKHHeTHYECKHE CBOICTBA

B ornmume ot matuBnHoro ITII-1, cemarmyTua uMMeeT MJIUTENBHBIN MEPUOJ TOJYBBIBEICHUS
oKoI0 1 Hememnu, YTo MO3BOJIAET MPUMEHATD €ro MOAKOXKHO (T/K) 1 pa3 B Henmemro.

OCHOBHBIM MEXaHHU3MOM JUIMTEIIBHOIO JEWCTBUS CEeMariyTHAa SBISETCS CBS3BIBAHUE C
aTbOYMHHOM, YTO TMPUBOJUT K CHIDKEHUIO BBIBEJICHHS €ro TMOYKaMHW U 3alllUIaeT OT
MeTabOoJIMYECKOro pacmnaja.

Kpome Ttoro, cemarmytun o6nagaeT THAPOIUTUYECKONW CTAOMIBHOCTBIO BBHIY €ro (hHU3HKO-
XUMHUYECKHX CBOWCTB, YTO 3alHINAET €ro OT TUApon3a (GepMEHTOM IUMENTHAUINECITH Ia301-4
(OTII1-4).

AOGcopOuust

[Tocne m/k BBeAeHMs MOACPKUBAIOIICH TEpaneBTHUECKON H03bI CEMArdyTHIA €ro CpeaHss
paBHOBECHAss KOHIIGHTPAIMsSI COCTAaBIsIa TPUOIU3UTENBHO 75 HMONB/A Yy TAIUEHTOB C
m36sITOuHOM Maccoit Tena (MMT ot > 27 kr/m? o < 30 kr/m?) mmm oxupernem (MMT > 30
KI/M?) Ha OCHOBAHMM JAaHHEIX uccrnemoBanmii dassl llla, rme y 90 % mHamueHToB cpemHss
KOHIIEHTpaIlus coctaBisiia oT 51 umons/n g0 110 amons/n. [Ipu npumenenuu 103 ot 0,25 mr 10
2,4 Mr oJIUH pa3 B HEAENIO HKCIO3UIMS CEMAryTUa YBEIMUYUBAIACH MPONOPLMOHATIBHO /103€.
DKCro3unusl Tpenapara Oblla CTaOWMIBHOM, MO OIEHKaM, BIUIOTh 10 68-if Henenu. BrusHue
MeCTa BBEJCHHMS Ha OKCIO3MIMIO CEeMariyTuja HE BBISIBICHO, TaK MNPHU I/K BBEICHUU
ceMariayTuaa B TEPEIHIO OpIONIHYI0 CTEHKY, O€Ipo WM IUIeYO JOCTHTaINCh CXOXKHE

(apMaKOKMHETHYECKHUE TTapaMETPHI.
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AOcomoTHas OMOJOCTYTHOCTh ceMarityTuaa cocraBmia 89 %.

Pacnopenenenne

[Tocne n/k BBeAeHHS Y MALIMEHTOB C U30BITOYHON Macco Teja I 0XKUPEHUEM CpeHuil 00beM
pacipeneneHus ceMariayTHaa cOCTaBuI Npuomm3uTenbHo 12,4 1. CemarayTua B 3HaYUTEIBHOM
CTETICHU CBSI3BIBACTCS C aIbOYMUHOM Iu1a3Mal (> 99 %).

Buorpancdopmanus

CemariayTui HMHTEHCUBHO METAa0OIM3HPYETCs IyTeM MPOTEOJUTHUECKOrO PpacIleIIeHUs
HNENTUIHON LEeNU U IMOCIeA0BATEIbHOIO OeTa-OKHCICHUs JKUPHOM KHCIOThI OOKOBOHM Lienu ¢
NOCJEIYIONIEH ATMMUHALMEH W3 OpraHu3Ma. boiblas yacTh ceMmariyTuja MeTaboIH3upyeTcs
3a cyeT HeWTpanbHOoH 3Hjonentuaassl (HOI).

DJIMMHUHALNS

OcCHOBHBIE TYTH BBIBEJCHUS INPOU3BOJHBIX CEMarylyTHJa IOY€YHas M SHTeporenaruyeckas
sanmumuHanus. [IpubmusurensHo 3 % cemariyTuaa OT BBEICHHOW J03BI BHIBOJMIOCH C MOUYOW B
HEM3MEHEHHOM BHJIC.

V mamueHToB ¢ n36EITOuHOM Maccoii Tena (MMT ot > 27 xr/m? 1o < 30 kr/M?) Wan 0KHpEHHEM
(UMT > 30 kr/mM?) KmupeHC ceMarmyTujaa cocTaBisyi npumepHo 0,05 n/a. Ilpu mepuome
TIOJTYBBIBEICHUS TIPOJIOJDKATEIEHOCTRIO OKOJIO | HEJenu Ciepl CeMariiyTH/ia TIPUCYTCTBYIOT B
KPOBOOOPAIIIEHNHU B T€YCHHE OKOJIO 7 HEJIENb MOCTIEe BBECHHS MOCTEeIHEH T03bI 2,4 MT.

Oco0ble TPVIIILI TAIUEHTOB

Iloueunasn nedocmamoynocmo

[ToyeuyHnass HeEJOCTAaTOYHOCTh HE BIMAET Ha (PAPMAKOKMHETHKY CeMariyTHAa KIMHUYECKH
3HAYUMBIM 00pazoM.

[To pe3ynapraraM KIMHUYECKUX HCCICOBaHUH, B KOTOPBIX CEMAriyTHJ TPHMEHSUICS B
OJTHOKpaTHOM 1103e 0,5 Mr y ManueHTOB C Pa3IU4HOM CTENEHBI0 MOYeYHOW HEeI0CTaTOYHOCTH
(Jlerkasi, yMepeHHas, TsDKelas WIM TMalUeHThl Ha Jualin3e), He ObLIO BBISBICHO KIMHUYECKU
3HAYMMOTO BJIMSIHHS CeMariyThjaa Ha (apMaKOKMHETHKY Yy TAlMeHTOB C IMOYEYHOH
HEJ0CTAaTOYHOCTBIO 110 CPAaBHEHUIO C MAIlMeHTaMU ¢ HOPMaJIbHOM (PYHKIIHEH MoYeK.

JlaHHbIe pe3ynbTaThl TaK ke ObLUTH MOATBEPKACHBI B KIMHUYECKUX HcciegoBaHusaX ¢assl llla y
TAIMEHTOB ¢ M30BITOUHOM Maccoit Tena (MMT > 27 kr/m? 1o < 30 kr/m?) umm oxupernem (MMT
> 30 kr/M?) U IETKOl TN yMepEeHHOH T0YedHOH HET0CTATOUYHOCTBIO.

Jluya nooxcunozo eospacma

B ximnnygeckux uccnenopanusax ¢assl |1, BkimrouaBmux manueHToB B Bo3zpacte oT 18 1o 86 mer,

OBLIO NMOKA3aHO OTCYTCTBUE BIMSHUS BO3pacTa Ha (papMaKOKMHETHKY CeMariyTH/A.
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Ilon, paca u smnuueckas npuUHAONEHCHOCIb
JlaHHbIe, TIOJTyYEeHHbIE B XOJ€ KJIMHUYECKHUX HccienoBanuil ¢asel llla, mokasamm orcyrcTBHE
BIMSHUA Ha (apMaKOKMHETHKY CeMarylyTHJa I0ja, packl (€BpOICOWIHAs, HErpouAHAs WIH
MOHTIOJIOUHAsA), a  TaKkKe  JTHUYECKOM  NPUHAAJIEKHOCTH  (MCIAHCKOTO WU
JATUHOAMEPUKAHCKOTO IPOUCXOXKAECHUSA, HE MCIIAHCKOIO0 WJIM HE JIATHHOAMEPUKAHCKOIO
MIPOUCXOKICHHUS ).
Macca mena
KnuHuyeckre uccienoBaHus IOKa3ald 3HAYMMOE BIMSHHE MAacChl Tejla Ha HKCHO3MLHUIO
cemariytuaa. Tak, 6oiee BBICOKasi Macca Tesa MPUBOAMT K 0oJiee HU3KOW IKCIO3HIINH, Pa3HHIIA
B Macce Tena B 20 % Mexy manpeHTaMy PUBOJAKUT K Pa3HHIIE B AKCTIO3UIIUH MPUMEPHO B 18 %.
EsxenenenbHas 103a cemariiytuaa 2,4 Mr o0ecreymBaeT JOCTaTOYHYIO CUCTEMHYIO SKCIIO3HULIUIO
B JlMana3oHe Macchl tena 54,4-245,6 kr, KoTopasi OLIEHUBAJIaCh C YY€TOM OTBETHOH peaklMy Ha
HKCIO3ULUIO B KIIMHUYECKUX UCCIIEJOBAHMSIX.
Ileuenounas nedocmamouynocms
[TeueHoYHAss HETOCTATOYHOCTh HE BIIMsUIA HA SKCIO3UIMIO CeMariyTuja. BiusHue neyeHouyHoU
HE/IOCTaTOYHOCTH Ha (apMakOKMHETHYECKHE MapaMeTphl CceMariyTula OLEHHMBAJIOCh B
KJIIMHUYECKHUX UCCIIEeI0BAaHUAX IIPU OJHOKPATHOM BBEIACHHMM CeMariyTuaa B 103€, paBHOM 0,5 mr
y TAalMeHTOB C pPAa3JIMYHOM CTENEHBI0 IEYEHOYHOW HEJ0CTaTOYHOCTU (JIETKOM, CpenHel,
TSKEJION) B CPaBHEHUH C MallMEHTaMH C HOpMaJbHOU (pyHKIMEN eUeH .
Ilpeouabem u caxapmwiii ouabem
B ximHnueckux uccnenosanusax ¢assl llla Hanuuue y nmanueHToB mpeanadbera WM caxapHOTro
nuabera He OKa3bIBAJIO KIIMHUYECKU 3HAYMMOTO BIUSHUS Ha SKCIIO3ULIMIO CEMariyTH/a.
Hmmynozennocmo
[Ipu neveHun ceMarayTuaoM oOOpa3oOBaHWE AHTUTEN K CEMarJIyTHAy HaOJI0JAIOCh PEaKO
(cM. pazznen 4.8), 1 JaHHAs peakiys He BIMsIa Ha (apMaKOKMHETHKY CeMariyTha.

eTH
be3zonacHOCTh M 3P GEKTUBHOCTH MPUMEHEHHS CEMArIyTHIAa Y JeTeld ¥ MOIPOCTKOB Mutazme 18

JICT HC U3YYAJINCh.

5.3. JlaHHbIe JOKJIMHHYECKO 0e30macHoCTH
[IpoBeneHHBIC MOKIMHHYECKHE HCCICAOBAHMS IO OIEHKE TOKCHYHOCTH TPH MHOTOKPATHOM
BBCICHUH, (bapMaKOJIOFI/I‘{eCKOﬁ 6630HaCHOCTI/I U TCHOTOKCHUYHOCTU HC BBIABUIIM PUCKOB JIA

YCJIO0BCKaA.

29



ot 01.10.2024 N= 21159
(NOCNEOCBATENEHOCTE 0003)

COOTBETCTBYET 2KCNEPTHOMY OTYETY

HaGmromaembie  TOJMBKO y TPBI3YHOB JOOpOKAYeCTBEHHBIE HOBOOOpa3oBaHus C-KIETOK
IIMUTOBHUIHOW >KEJIE3bl SBISIFOTCS XapaKTEpPHBIM A(PQPEKTOM Ui Kilacca aroHUCTOB PELENTopa
['TII-1.

B wuccienoBaHMM KaHIEPOr€HHOCTH IIPU MHOTOKPATHOM, JUIMTENbHOM BBeaeHHU (2 roxa)
cemariayTuja KpbicaM M MbllIaM B J03aX, 3HAUYUTEIbHO IPEBBHIMIAIOIINX TEParneBTUUECKHUE,
HaOmromanock  BO3HUKHOBeHHE  C-KIETOYHBIX — JOOPOKAaYeCTBEHHBIX  HOBOOOpPA3OBaHHIA
IIUTOBHUIHOM JKEJIE3Bl.

BaxHo O0TMETHTH, YTO JPyrux HOBOOOpA30BaHMM, CBSA3aHHBIX C MPUMEHEHUEM CeMarilyTH/a,
BBISIBIICHO HE OBLIO.

Bo3nukHOBeHHE JOOpPOKAYECTBEHHBIX HOBOOOPA30BaHUM ILIUTOBHUJIHOM ejie3bl Y TIPhI3yHOB
oOycnoBineHo cneuuduyeckuMm  HereHoTokcudeckum  [TIII-1-penentop-onocpe oBaHHBIM
MEXaHU3MOM, K KOTOPOMY YaCTUYHO UyBCTBUTEIbHBI TPBI3YHBI.

CuuTaercs, 4YTO B OTHOLLUEHUU JIIOJIEH JTaHHBIM PUCK SIBJISIETCS HU3KUM, OJHAKO HE MOXET OBITh
MOJIHOCTBIO UCKJIFOUEH.

B uccnenoBaHusx penpoayKTUBHONM TOKCUYHOCTU IPU OLEHKE (PepTHIIBHOCTH Y KPbIC BIUSHHS
ceMarylyTuja Ha GepTUIBHOCTD y CaMIIOB MJIM CLIOCOOHOCTh K CIIapMBAHUIO BBISIBIIEHO HE OBLIIO.
B no3ax, conpoBoXk/1aBIINXCsl CHIPKEHUEM MAacChl Tella, HabJI0JaloCh YBEIMUEHUE ICTPATBHOTO
IMKJIA 1 HE3HAYUTEIILHOE CHIDKSHHUE YUCIIA KEAThIX Tel (OBYJIISIIHIA).

B wuccnenoBaHusx SMOpHOHAIBHOM TOKCHMYHOCTH OBLIO BBISBIEHO 3MOPHOTOKCHYECKOE
JeicTBUE TpU OSKCIO3UIMH, KOTOpas ObUla HMXKE TEparneBTUYEeCKH 3HAYMMOTO YpPOBHS.
CemarnyTusa oka3blBaj BIUSHHE HA pa3BUTHE SMOPHOHA U TUIOAA.

CemaruyTu BBI3BIBAJI 3aMETHOE CHM)KEHHME MacChl Teja CaMOK M YMEHBIIEHHME MoKa3aTesel
BBDKMBAEMOCTH M pOCTa SMOpPUOHOB. Y IUIOAOB HaOJIONATUCh CEPhE3HbIE CKEJETHbIE U
BUCIIEpAJIbHBIE TOPOKH pa3BUTHUS, BKIIOYas HM3MEHEHHs B JUIMHHBIX KOCTSX, pedpax,
MIO3BOHOYHHMKE, KOCTSAX XBOCTa, KPOBSHOCHBIX COCyJaxX M JKEIyAO4YKax TOJOBHOI'O MO3ra.
BrisiBnenHasi s5MOPHOTOKCHYHOCTh BbI3BaHA HAPYIIEHUEM IOCTYIUICHUS NMUTATENbHBIX BEIIECTB
K SMOpHOHY uepe3 >KEeNTOYHBIH MEIIOK KPBICHI, onocpenoBaHHbIM peuentopom [TII-1. M3-3a
BUJIOBBIX PAa3IMUYMUi B aHATOMUU U (YHKIIMHU KENTOYHOTO MEIKa, a TAK)KE U3-32 HEJOCTATOUHOU
skcnpeccun peuentopoB I['TIII-1 B k€ATOYHOM MELIKE Yy HEUYEIOBEYECKUX IPUMATOB, ITOT
MEXaHHU3M  CUMTAeTCs  MAJOBEPOSATHBIM i 4venoBeka.  OAHAKO  BO3MOYKHOCTH
HEMOCPEICTBEHHOTO BIMSHUA CEMArJIyTH A Ha TUIOJ UCKIIIOUNTh HETIb35.

B uccnenoBanusx 3MOpPHOTOKCHYECKOTO JCHCTBUS CEMArilyTHIA B TEPAleBTUYECKUX J103aX Ha
pasBUTHE IUIOAOB KPOJHMKOB M SIBAHCKUX MaKaK HaOJIOJAJIOCh YBEJIWYEHHUE YaCTOTHI CIIy4aeB

noTepu OEpeMEHHOCTH M HEKOTOPOE YBEIMUYEHUE YacTOThl aHOMAIWW IJI0Jla C 3aMETHOMU
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noTepel Macchl Tella y caMok, gocturaromeit 16 %. HeusBectHo, cBsi3aHbl 11 JaHHBIE 3 (PEKTHI
C YMCHBUICHUCM HOTpC6JIeHI/ISI CaMKaMM MU BCJICACTBHUC HCIOCPCACTBCHHOI'O BO3I[€I\/JICTBI/I$I
['TIII-1.

B uccnenoBaHMSX MO W3YYEHUIO SMOPHOTOKCHYECKOTO ACHUCTBHS CEMariyTHAa y SBaHCKHX
MaKaK OLCHUBAJIM PA3BUTHC IIOTOMCTBA B IIOCTHATAJIbBHOM IICPHUOAC. CJICI[yeT OTMCTHUTDL, 4YTO Yy
SBAaHCKUX MakKak, IOJIyY4aBIIMX CEMariyTHJ, Macca Teja MOTOMCTBAa NpU POXKIACHUU Oblia
HECKOJIBKO OBLT MEHBIIIE, YeM B KOHTPOJIE, OJJHAKO X Macca Tejla BOCCTAaHABIMBAJIACH B TEUCHHUE
Heproa TPYAHOTO BCKapMIIMBAHHUS.

VY KpbIC I0BEHUJIBHOTO BO3PACTa CEMAariyTH/ BBI3BIBAI 3a/I€PXKKY MOJOBOTO CO3PEBAHUS, KAK y
CaMIIOB, TaK U y CaMOK, OJIHAKO ATO HE OKA3aJI0 BIMAHUS HA (DEPTUIHLHOCTD M PEPOAYKTUBHYIO

q)YHKI_II/IIO obonx II0JIOB, a4 TAK)XKC Ha CIIOCOOHOCTH CaMOK COXpaHATb 6epeMeHHOCTB.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeyeHb BcnOMOraTe/IbHBIX BelIECTB

Hatpus runpodocdara quruapar

®eHon

[TponuaeHr TMKOIb

1 M pactBop HaTpus Tuiapokcuaa und 1 M pacTBOp XJIOPOBOAOPOTHOM KHUCIOTHI (st
Koppekiuu pH)

Bona niist uHbeKInn
6.2. HecoBMecTHMOCTD
B cBs3u ¢ oTCyTCTBHEM HMCCIEIOBAHUM COBMECTUMOCTH, JIAHHBIN JIEKapCTBEHHBIN Ipenapar He

clenyeT CMENIUBaTh ¢ APYTrUMU JIEKapCTBEHHBIMU IIpenapaTaMH.

6.3. Cpok roaHocTu (CpoK XpaHeHHsl)

3 rona npu Temnepatype (2-8) °C.

Ilociie mepBOro BCKPBITUSI

OT MOMEHTa NIEPBOI0 MCIOJb30BAHUS WINPUL-PYUKY C IIPENAapaTOM XPaHUTh IPU TEMIEPATYpe
He Boime 30 °C wu npu Temneparype ot 2 10 8 °C (B XonoauiabHUKE) B TeueHne 6 Hexenb. He

3aMOpa’KUBaTh.
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6.4. Oco0ble Mepbl NPeI0CTOPOKHOCTH NPH XPAHEHUH

Xpanutb npu temneparype oT 2 1o 8 °C (B XOJOIWUJIBHHUKE), HO HE PSAOM C MOPO3UIIBHOU
KamMepol. XpaHUTh B OPUTMHAJIBHOW yHakoBKe (Madke) /I 3amMThl OT cBera. He
3aMOpa’KHUBaTh.

OT MOMEHTa NEPBOI0 MCIOJB30BaHUS LINPUL-PYUKY C IPENApaTOM XPaHUTh IpU TEMIEpaType
He Bbiie 30° C nnu npu Temnepatype ot 2 a0 8 °C (B XxonoauIbHUKE) B TeueHue 6 Henens. He
3aMOpa’KUBaTh.

[Toce ncnonb30BaHus 3aKPpbIBATh MIIPUL-PYUKY KOJIMIAYKOM JUIS 3aLIUThI OT CBETA.

YciioBus XpaHeHHs ITOCIIE IEPBOTO BCKPHITHS JIEKAPCTBEHHOTO Mperapara cM. B paszene 6.3.

6.5. XapakTep u coep:KaHue NEPBUYHONH YIAKOBKH

[To 1,5 mn mpenapara, coaepxariero 1 mMr win 2 mMr ceMarnyTuaa (uis gno3uposku 0,25 Mr/moza
win it ao3upoBku 0,5 Mr/mo3a) wiu 3 M mpemnapara, cogepskaiiero 4 mr, 6,8 mr wim 9,6 mr
cemarnytuna (s go3upoBku | mr/mosa wim 1,7 mr/mosa, wim 2,4 Mr/no3a) B KapTpuKa U3
cTexia 1-ro TUAPONMTUYECKOTO Kiacca M JIeKapCTBEHHBIX CPEACTB C IUTyHXepaMu
PE3MHOBBIMU  OpOMOYTHIIKAyqyKOBBIMH, YKYIOPEHHBIE OOKaTaHHBIMM KOMOWHUPOBAaHHBIMU
QTIOMUHHEBBIMH ~ KOJIMMAYKaMU C PE3UHOBOM  OpOMOYTHIIKAydyKOBOW MPOKJIAJAKON  Jis
KapTPUIKEH.

KapTpumx ycTaHOBIIEH B IUIACTUKOBYIO MYJIBTH030BYIO OJHOPA30BYIO ILIIPHUI-PYUKY IS
MHOTOKPAaTHBIX HHBEKIUH.

ITo 1 mnacTUKOBOM MYJIBTUA030BOM OJHOPA30BOM LIMPHUL-PYYKE JJII MHOTOKPAaTHBIX MHBEKIIUN
B KOHTYpPHOH S4YEeMKOBOW yNakoBKe MM 0€3 KOHTYpPHOM sS4YeHKOBOH YIaKOBKHM BMECTE C
JMCTKOM-BKJIAJIBIIIIEM U MAMSATKOM JUIsl MAl[MeHTa OMENAl0T B KAPTOHHYIO MauyKy C KOHTPOJIEM
NIEPBOTO BCKPHITUS WK O€3 Hero.

JlomonHNUTENBHO KapTOHHAs Iayka C IUIACTUKOBOM MYJIBTUI030BOM OAHOPA30BOM ILITPHII-
PYUYKOH 711 MHOTOKPATHBIX MHBEKIIMI MOXET KOMILJIEKTOBAThCSI CTEPHIIBHBIMU OJHOPa30BbIMU
WUIJIAMM B KOJIMYECTBE S5 INTYK WM KApTOHHOM IMAYKOW, coaepKamed S CTepUiIbHBIX

OIHOPA30BBIX UTJI, YCTAHOBJICHHBIX B KapTOHHBIﬁ ACPIKATCIIb IJI UTJT UJIN 0e3 Hero.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TIPH  YHUYTOKEHHHM  WCIOJIb30BAHHOTO
JEKAPCTBEHHOI0 TMpenapara WJIH OTXOI0B, TMOJYYeHHbIX TMOCJe NpPUMEHeHHUs
JIEKAPCTBEHHOT0 Mpenapara u Apyrue MaHUIYJISIAHU ¢ MPenapaTomM

He cienyer ucronb30BaTh mpenapar, eCiid pacTBOp MOMYTHEN WM B HEM 00pa3oBalicsi 0CaJI0K.

He ucnonp3yiite npemapar Benrusi, ecim oH ObLIT 3aMOPOKEH.
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He cnenyer ncnonp30BaTh MINPUL-PYUKY, €CIIH OHA ObLIa 3aMOPOXKEHA.

[Tpenapat Benrus B mnpu-pydxke cOAepKUT 4 10351

[TauveHT nomKeH ObITh NPOMH(GOPMHUPOBAH O TOM, 4YTO HCIOJb30BAHHYIO HIJy CIEAyeT
BbIOPACBIBATh IOCIE KAXKIO0W MHBEKIHH, @ TAKXKE O TOM, YTO HENb3s XPaHUTh LINPUL-PYUKY C
NPUCOECTUHEHHOM urioii. Takas Mepa MO3BOJIUT MPEAOTBPATUTH 3arpsa3HEHUE, HHOUITUPOBAHHE
U yTEUKy IIpernapara u3 WIPUL-PyYKH U TapaHTUPYET TOYHOCTh JO3UPOBAHUS.

[mpun-pyyka nperHa3HadeHa TOJNbKO JUIsl HHIUBUYaJIbHOTO UCIIOJIB30BaHNU.

YTunuzauus

He BriOpaceiBaiiTe (He BBUTMBAITE) Mpemapar B KaHATU3AUI0. Y TOYHUTE Y paOOTHHKA aNTeKH,
KaK ClIelyeT yTHIN3UPOBaTh (YHUUTOXAaTh) Mpenapar, KOTOpblil Oonblle He noTpedyerca. ITu

MCEPBI TO3BOJIAT 3allIUTUTD OKPYIKAIOIIYIO CPEAY.

HNHCeTpyKIUs M0 HCMOJIL30BAHUIO IINPUI-PYYKH

[Ipexkxne yeM HayaTh UCIOJB30BaTh OJHOPA30BYIO IINPHUI-PYUYKYy Tpenapara Benrus,
00s13aTeIbHO BHUMATEIBFHO MPOYUTANTE 3Ty UHCTPYKIIUIO U MPOKOHCYJIBTUPYUTECH C JICUalUM
BpavyoM.

Benrust — 370 Ao3upyromias mnpuil-pydka, KoTopasi COASpKHUT YeThIpe U3 Ha3HAYeHHBIX Bam 103
mpernapara, YT0 COOTBETCTBYET YETHIPEXKPATHOMY HCIIOIB30BAHHUIO OJIUH pa3 B HEJEIIO.
[Toxkanyiicta, UCTIONB3YiTe TAONMMIly B MaMsATKE IS MAI[MEHTa, BIOXEHHON B MayKy, YTOOBI
OTCIIEKHUBATh, CKOJIBKO MHBEKIINI BBl cienany u CKoJbKo 103 OCTalIoCh B Bartieii mmpui-pydxe.
Benrust BeimyckaeTcsi B MATH Pa3HBIX MIMPHUI-PYyUKaX, KKIas U3 KOTOPBIX COJAEPKUT OJHY U3
CIICAYIONIMX Ha3HAYEHHBIX 103 cemartyTtuaa: 0,25 mr/mo3a, 0,5 mr/mo3a, 1 mr/mo3a, 1,7 mr/mo3a,
2,4 mMr/nmo3a.

Bcerna nHaumHaliTe ¢ MPOBEPKH ITHKETKH HA IIMPHUI-PYyYKe, YTOOBI YOSIUTHCS, YTO Ha HEU
yKa3aHa Ha3HaueHHast Bam no03a npemnapara Benrusi.

[npun-pyyka mpenHa3HadyeHa [Uisi HWCIOJb30BAaHUS C OJHOPA30BBIMH WTIIIaMu, Benrus
COBMECTHMA C JIFOOBIMU WIJIaMU JJIs MMpUIl-pydek. BHumanue! Wrimel MOryT He BXOJIUTH B
KOMIUIEKT C MPemapaToM.

B ynakoBke conepxurcs:

¢ [lInpun-pyuxa Benrus (puc. 1)

* 5 uri (B 3aBUCHMOCTH OT KOMILJICKTAIINH, B CJIy4ae OTCYTCTBHUS MPHOOPETAIOTCS OTACITBHO)

¢ JIncTOK-BKIAIBIIT

* [TamsaTKa 17151 AI[MEHTA

[Tpumep mmpuI-pydku npemnaparta Benrus

[Toxxanyiicta, oOpaTuTe BHUMAaHHE, pa3Mep U IBET O3TUKETKH Ha MIMPHUI-PYYKE MOTYT
OTIIMYAThCS OT 00pasiia, MOKa3aHHOTO HA JAHHBIX KApTUHKAX.

JlaHHBIC MTHCTPYKITUU MPUMEHUMBI KO BCEM IIIPUI-pyUKaM Mpenaparta Benrus.
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Puc. 1
Buewnuii 6ud wnpuy-pyuku modxcem He3HAYUmMenibHo OMIU4aAmvcs om uzobpasiceHutl. Imo
HUKAK He NOGIuslent Ha C80UCMBA Npenapama u npoyeoypy €20 68e0eHusl.

1. Ilepen ncnojib30BaHUEM

I[OCTaHBTC MIPpUL-PYUYKY M3 XOJIOAWJIbHHUKA. ITocne w3BneueHwns wu3 XOJIOOUJIbHUKA IIITPpHIIL-
pYUKy cleayer INoJepkaTh IpH KOMHATHOW Temneparype He MeHee 30 MMHYT niepen
UCIIOJIb30BAaHUEM.

[TpoBepbTe ATUKETKY M CPOK TOJHOCTH, 4YTOOBI yOEQUTbCS B NPUIOAHOCTU IIpernapara K
ucrosb3oBanuio (Puc.2).

Puc. 2

CHHUMHTE KOJIIAYOK M IPOBEPbTE HAJIMYME JIEKAPCTBA UYepe3 OKOIIKO. Y OeauTech, yTo npenapar

Benrust B mmpHi-pyuke mpo3padHblii OSCIBETHBII MM CO ClIerka KOPHYHEBATHIM OTTEHKOM
(Puc.3).

Puc. 3

2. IloaroroBka M yCTAHOBKA HUIJIBI
Bo3bMuTE HOBYIO UTJTY IS IITIPUI-PYYKH, CHUMUTE 3alIUTHYIO HakiIehky (Puc. 4).
o Ilepen Tem, kKak CHSTh 3alUTHYIO HAKIEHKy, yOeIWTEeCh, UTO 3aIllUTHAs HaKJIEHKa U
KOJITIaYOK Ha UTJIE TTOJIHOCTHIO 3aKPBITHI, W30eraiiTe NCIOIb30BaHUS HECTEPIIIHHBIX UTJL.
« Bam cregyer ucnosb30BaTh HOBYKO WINTy, TaK KaK HIJIBI OJHOPA30BbIE M HE MOTYT
HCIIOJIb30BAaThCS  INMOBTOPHO. IIoBTOpHOE  MCIIONB30BaHME MOXKET TIPUBECTH K
MH(UIIMPOBAHUIO U HEBO3MOKHOCTH BBEICHUS HEOOXOUMOM T03BI MIpermapaTta.

Puc. 4
CoBMeCTUTE BHEIIHUH KOJIMTAYOK WMIJIBI CO MIMPHUIl-PYYKOH W YCTAHOBUTE €ro, KaK IMOKa3aHOo Ha
Puc. 5.
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Puc.5
HampaBbpTe BHENIHHIA KOJITIAYOK WIJIBI JOHBIIIKOM K Pe3b0€ MIMPHI-PYYKHA U MPUKPYTUTE UTTY
HETOCPECTBEHHO K Jiepxkarento kaptpumpka (Puc. 6, 7).

Puc. 6 Puc.7

CHUMHTE BHEIIHMIA, a 3aTEM U BHYTPEHHUU Konmayku urisl (Puc. 8)

Puc. 8
o CoxpaHuTe BHEIIHHUHA KOJIIAYOK HIJIBI TaKUM 00pa3oM, YTOOBI €ro MOXHO OBLIO
HCIIOJIB30BAaTh IOCJIE HHBEKIIUH,
o BriOpochTe BHYTpeHHUI KONMAYOK UTIIBI TAK, YTOOBI IETH HE CHEJIH €To MO OIIHOKe.
o He 3akpriBaiiTe BHyTpEHHUIT KOJMAYOK UTJIbI CHOBA, YTOOBI H30€KaTh CIIy4YailHOTO yKOJIa
HTJIOH.

3.  YnajieHue BO31yXa U3 UIJIbI U IPOBEPKA ee MPOXOAUMOCTH

[ToBepHute cenexkrop A03bl Ha HIMNPUI-PYYKE TaK, 4TOObBI B OKHE CUETYMKA J103bl IMOSBUIICA
CHMBOJI «*—», U BBIPOBHsIITE ee 1o yka3zaremnto (Puc. 9).

Puc. 9
JepxuTe MNpULI-PYyUKY UTIIOM BBEPX, 3aTEM HAXMUTE ITyCKOBYIO KHOIIKY U YAECpPKUBANUTE €€ 10
TEX TOp, MTOKa B OKHE cyeTyrKa /1036l He mosiBuTcs «0» (Puc. 10, 11).

Puc.10 Puc. 11

[TpoBepbTe, HET JIM Kareidb Ha KOHYMKE WUTIIbL. ECM Karmmm He MOSIBIITUCH, TIOBTOPUTE JIEHCTBHS
110 yIAJICHUIO BO3/IyXa JI0 TEX IMOp, MMOKa Ha KOHYMKE UIJIbl He mosBsTcs Kamm (Puc. 12, 13).
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Puc. 12 Puc. 13
e Ecim xammm He NOSABHIIMCH TOCIIE TOr0, KaK BO3yX YAAJIWINA TPHU pas3a, TO BO3MOKHO, YTO
UCTIOJIb3yeMasl MIJIa IIPHI-PYYKH Henpoxoauma. BaM ciiefyer BBIOPOCHUTBH 3Ty HIILY,
3aMCHUTH €€ HOBOfI 1 CHOBa HOBTOpI/ITI) HeﬁCTBHﬂ, OIIMCAHHBIC B 1'[.3.
e JlomycTHMO Hanuyue Iy3bIpbKa BO3JyXa B PAacTBOpPE Ipernapara, BUAUMOM B OKOLIKE.
DTO0 He ABIAETCS MPENATCTBUEM JJIs BBEJICHUS Tperapara.

4. YcTraHoBKa 103bI

[ToBopaumBaiiTe ceneKkTop J03bI IO YaCOBOW CTPEINIKE JIO TeX TOp, MOKAa B OKOIIKE WHIWKAINA
JI03BI HE TOSIBUTCS YHCIIOBOE 3HAUEHUE, COOTBETCTBYIOIIEE J103€, KOTOPYIO BBI XOTHTE BBECTH.
Kaxxmoii mimpui-pydke COOTBETCTBYET OJHA M3 CIeAyomuX a03 cemarnytuma: 0,25 mr wm
0,5 mr, unu 1 mr, wim 1,7 mr, unu 2,4 mr.

Jns nmpumepa Ha Puc. 14 ykazano uucnoBoe 3HaueHue «0,25», KOTOpoe COOTBETCTBYET MITIPHII-
pyuke ¢ 1o30# cemarmytuaa 0,25 mr/no3a.

Puc. 14

Ecnu Bel noBepHyU cenekTop J03bI MIMPUI-PYUKH 332 HEOOXOIMMOE YHCIOBOE 3HAUEHUE JI03Hl,
KoTopyto Bel xoTuTe BBecTH, BBl MOKETE MOBEPHYTH CENIEKTOP 103bI MINPHUI-PYUYKH B 0OpaTHOM
HaIlpaBJICHUU ISl BO3BPAIICHUS K HYKHOU J103€.

« He YCTaHaBJII/IBaI\/'ITe 403y, MMOACUUTHIBASA KOJIUYCCTBO HICIYKOB, KOTOPLIC CJIBIIIHBI IIPHU

MOBOPOTE celeKTopa 103bl. He opueHTHupylTech Ha LIEIYKH, JKJIUTE, TIOKa B OKOIIKE HE
HOsIBUTCSA Ha3zHaueHHas Bam nosa.
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o Ecmu Bel He Moxkere 3a7aTh HEOOXOIUMYIO J03Y JJsi UHBEKIMH, 3TO O3HAYAET, UYTO
OCTaBIIECKCS B IINPUL-PYUYKE 1036l HEAOCTATOYHO Ui €€ BBeAcHMs. He ucnonpsyiire 3Ty
LIPUL-PYUKY, TOXKAITYHCTa, BO3bMUTE HOBYIO IIIPUL-PYUKY I UCIIOJIb30BAHUSL.

5. Nubexkuus

Bribepute Mecto, B KoTOpoe BBl XOTHTE chenarh MHBEKIHIO, B COOTBEeTCTBHHM ¢ Puc. 15, u
OCBOOOJUTE OT OJICIKIBI MECTO 11 HHBCKIIHH.

Puc. 15

Bsenute nriy, nonbp3ysach TEXHUKONW MHBEKLUHM, PEKOMEHJOBAHHON Bammm jevamumM BpadoM.
Haxxmute myckoByr KHOMNKY mmnpuil-pyuku (Puc. 16, 17).

Puc. 16 Puc. 17
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Otcunraiite 6—8 CeKyHJ| OCie TOro, Kak B OKHE CUeT4YMKa J103bl Ha Hikajne oroOpasurcsa «O».
3aTeM OTIYCTHTE ITyCKOBYIO KHOIIKY IINPHII-PYYKH M U3BJICKUTE UTITY U3 Koxu (Puc. 18).

Puc. 18

o CnumkoM paHHEE M3BJICYCHUE WUTJIBI MOKET TOMEIIaTh BaM MONydYuTh TMONHYIO 103y
mpernapara.

o He ornyckaiite myCcKOBYIO KHOIKY IIMPHI-PYYKH 10 TEX MOP, MOKA HA HHAUKATOPE TO3bI
HE€ MOsSABUTCSA 3HAUYCHHUC «0». Ecmu cyerunk J03bI OCTAHOBHUTCA A0 TOI0, KaK HYJICBasd
OTMETKa COBMECTUTCS C yKasarejleM — 5TO O3HayaeT, 4To Bbl He MOMIydusIn
HE0OXOIMMYO JIO3y Tpernapara.

o TloxkanyiicTa, He ONpeesiiTe, 3aBepIIeHa JIH HHBEKIIUS, [0 3BYKY IIETIKA.

6. ITociie MHBEKIIUH
HOJ'IO}KI/ITe BHCIHHHﬁ KOJITA4YOK HMIJIbI Ha CTOJI, 3aTEM COBMCCTHUTEC KOHUYMK HUIJIBI C BHCIITHUM
KOJITAYKOM HIJIBI ¥ BcTaBbTe ero (Puc. 19).

Puc. 19

ITocme Toro, xak Wria BOWAET BO BHEIIHUM KOJIMAYOK, OCTOPOXHO HAJIABUTE HA BHEIIHHUI
KOJITIAYOK JI0 Te€X MOp, TIOKa UIJIa MOJHOCThI0 He 3adukcupyetcs (Puc. 20, 21).

Puc.20 Puc. 21

[ToBepHUTE HApPYKHBIA KOJIMAYOK UTJIBI © OTBUHTUTE UTIy (Puc. 22).

Puc. 22

CHOBa HaJIeHbTE KOJIAYOK HA LIMPHUI-PYYKY W XPAHUTE €€ B 3ALIMIICHHOM OT CBETA MECTE
(Puc. 23).
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Puc. 23

o U3BnekaiiTe urny cpasy 1nocie HHbHEKIUH.
o Urnel cremyer yTHWIM3HPOBaTH B COOTBETCTBHHM C PEKOMEHIAUUSMU pPaOOTHUKOB
3IpaBOOXPAHEHUS] U CAHUTAPHO-3MHUIEMHUOJIOTUUECKUMHU HOPMaMH.

Jlpyrue npeaynpe:xxieHus
o He 3amopakuBaiiTe WINPUL-PYUKY.
o U30Oeraiite mamenus mmnpui-pyuku. llocne majgeHus yTHIM3UPYWTE IINPHUI-PYUKY H
HCIIOJIb3YHTE HOBYIO.
o He nomemaiite mmnpui-pydKky B Cpey € BBICOKOW TEMIIEpaTypOr MM KHUJIKOCTHIO.
o He nbITaliTech CHOBa HAMIOJIHUTD IINPUL-PYUKY.
e He nbITaiitech OTpEMOHTUPOBATH IITIPULI-PYUKY.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA
Poccuiickas ®enepanus

000 «I[IPOMOME/] PYC»

Anpec: 129090, r. MockBsa, mpocriekT Mupa, nom 13, ctpoenue 1, odpuc 13
Tenedon: +7 (495) 640-25-28

DnekTpoHHas modta: reception@promomed.pro

7.1. IlpencraBuTe b AepaKaTe/isi perHCTPAIMOHHOTO YA0CTOBEPEHUs

[Iperen3un norpedUTENEH HAIPABIATE 10 aAPECY:

Poccuiickas denepanus u Peciybnuka ApmeHus

000 «IIPOMOME/ PYC»

Anpec: Poccuiickas ®enepanus, 129090, r. Mocksa, npocriekt Mupa, nom 13, crpoenue 1,
oduc 13

Tenedon: 8 800 222 95 63; 8 800 777 86 04 (kpyriiocyTOYHO)

OnekTponHas noyra: hot_line@promomed.pro, armenia@drugsafety.ru

Keipreizckas PecniyOmnka

OcO0O «IACME 1»

Anpec: Ksiprezckas Pecriy6mnuka, 720040, . bumikek, yn. Tokroryna, 1. 108
Tenedon: 8 800 222 95 63; 8 800 777 86 04 (xpyrimocyTouno); + (996) 703-699-466

DnexTponHas moyra: hot_line@promomed.pro, pv@dasmed.kg
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Pecny6nuka benapych

000 «MEATEXITPOM»

Anpec: Pecriy6nuka benapyce, 220118, r. MuHck, yi. MamuHocTpoutenel, a. 29, mom. 1
Tenedon: 8 800 222 95 63; 8 800 777 86 04 (xkpyrmnocyrouno); + (375) 17-336-04-51,

+ (375) 17-336-04-20

DnekTponHas noyra: hot line@promomed.pro, belarus@drugsafety.ru

PecnyOnuka Kazaxcran

TOO «Decalog» (IEKAJIOT)

Anpec: Pecriy6nuka Kazaxcran, 050050, r. Anmatsl, yiu. ['mazyHosa, 41A-4
Tenedon: 8 800 222 95 63; 8 800 777 86 04 (kpyrmocyrouHo); +7 (701) 731-52-18

OnekrponHas nouta: hot_line@promomed.pro, decalog@nur.kz

8. HOMEP PETHCTPALIMOHHOI'O YAOCTOBEPEHUSA

9. TATA NEPBUYHON PETUCTPALIMUA (IIOATBEPKJIEHUA PETMCTPAIIMU,
NEPEPEI'MCTPALIUN)

Jlata nepBoii perucTpanumu:

10. IATA IEPECMOTPA TEKCTA

OO6mas xapakTepuCTHKa JIEKApCTBEHHOTO Ipenapata Benrus goctynHa Ha MHGOPMalMOHHOM
noprane EBpa3uiickoro 3KOHOMHYECKOro CO03a B MHPOPMAIIMOHHO-KOMMYHUKALIMOHHON CETH

«WuTepuer» https://eec.eaeunion.org/.
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