COOTBETC TEn ET 3K I' _EF'TH '_H fFOTUETY

OBILIASI XAPAKTEPUCTHKA JI KAPc‘ﬁﬁ:iﬁEélFé TﬁEﬂiﬁPAfA" 03)

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA

Wucynaiis, 0,25/0,5/1 mr/no3a, pacTBOp UIst TOJAKOKHOTO BBEICHHS.

2. KAUECTBEHHBII M1 KOJIMYECTBEHHBIN COCTAB

JleficTByroO1IIEE BELIECTBO: CEMArIyTHL.

Kax a1t M1 pactBopa coniepxurt 1,34 mMr cemariyTua.

Kaxxnast mpeaBapuTelIbHO 3aoHEHHAs MITPHUI-pydKa i BBeAeHus 103 0,25 mr/no3a u 0,5 mr
cemariytuaa (1,5 Mit) conep’uT 2 Mr cemariiyTuja.

Kaxxmast mpeiBapuTeNbHO 3alOTHEHHAS IIIPUI-pydKa s BBeAcHus 103 0,25 mr/mpoza, 0,5 mr u
1 mr cemarmyTuna (3 M) COIEpKUT 4 MI' ceMariIyTUaa.

BcnomoraTenbHble BelecTBa, HaJIMYKWe KOTOPBIX HAJO YUUTHIBATh B COCTABE JIEKAPCTBEHHOTO
npenapara: HaTpuil (cM. paszen 4.4.).

[TonHbIN IEpevYeHb BCIOMOTATEIBHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
PactBOp /11 MOJKOXKHOTO BBEICHUS.

becuBeTHBIN WM CO ClIeTKa KOPUYHEBATHIM OTTEHKOM MPO3PAYHBINA PACTBOP.

4. KIMHUYECKHUE JJAHHBIE

4.1. Iloka3aHusl K IPUMEHEHHUIO

[Tpenapat MHcyaaiiB nokas3aH Juisi IPUMEHEHUS Y B3POCIIbIX MAIUEHTOB € CaXapHbIM A1a0eToM 2

(C2) tuna Ha QoHe AueThl M (U3NYECKUX YNPaKHEHUH AJIS YJIy4YIIeHUs TIIHKEeMUYEeCKOTo

KOHTPOJISI B KAU€CTBE:!

—  MOHOTEpaIuy;

—  KOMOMHMPOBAHHOMW TEPAIUU C IPYTHUMHU MEPOPATbHBIMU THIOTTIMKEMUYECKUMH IIpenapaTaMu
(IITTII) — w™merdpopMUHOM, METGOPMUHOM U MHPOU3BOIHBIM CYJIb(HOHUIMOYEBHHBI,
METGOPMUHOM W/MJIM THA30JIMIMHANOHOM, Yy TMAlMEHTOB HE JOCTHUIIIMX aJEeKBaTHOTO
[JIMKEMHYECKOTr0 KOHTPOJIS IIPH NMPOBEIEHNHU MPEIIECTBYIOIIEH Tepanuy;

— KOMOMHHMpOBaHHOW Tepanuyd C HMHCYJIMHOM Y HAIlMeHTOB, HE JOCTUTIIUX aJIeKBaTHOIO
[JIMKEMHYECKOTr0 KOHTPOJIS Ha Tepaliuy CEMArIyTHAOM U MET(POPMHUHOM.

[Tpenapat MHcynaiiB nmokaszaH sl CHUOKEHUS! pUCKa Pa3BUTHS OOJIBIIUX CEPACYHO-COCYIUCTHIX

cobbituil (CCC)* y marmentoB ¢ CJ/12 tuna u BeicokuM cepaedno-cocyauctsiM (CC) prckoMm B

KauecTBe JOMOJHEHUs K cTaHgapTHoMy JedeHuto CC 3a0osieBaHMil (Ha OCHOBAaHHMH aHaIW3a
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Ha CCCp).

*0ompmme CCC Brumrouaror: cmepth 1o npuunHe CC maronoruu, nHMApKT MHOKapaa 0e3
CMEPTEIHHOT0 UCX0/1a, UHCYJIBT 0€3 CMEPTEIbHOIO UCXOA.

4.2. Pe:kuMm 103MPOBAHUA U CIIOCO0 MPUMEHEHU S

PexxuM J103upoBaHus

Havanbhas nosa npenapara MucynaiiB cocrasiser 0,25 mr 1 pa3 B Henemo. Ilocne 4 Henenb
MPUMEHEHUS 103y clieyeT yBeanuuThb 10 0,5 mr 1 pa3 B Henemnto. s qanpHelmero yiaydieHus
[JIMKEMHYECKOTr0 KOHTPOJIA Mociie Kak MUHUMYM 4 HeJlelb IpuMeHeHus npenapara B go3e 0,5 mr
1 pa3 B Heziemo, 103y MOYKHO yBeNMUUTh 10 1 Mr 1 pa3 B Hexento.

Jo3a npenapata Uucynaii 0,25 Mr He siBisieTcs TepaneBTuyeckoil. He pekomennyercs BBeieHue
Oonee 1 Mr B HEzeIIO.

[Tpenapat UHcynailB MOKET IPUMEHSTHCS B BUAE MOHOTEPAIIUY WM B KOMOMHAIIUY C OJTHUM HITN
OoJsiee THUMOTIMKEMUYECKUMHU Tpemaparamu (cM. pazgen S.1., moapasmen «KiouHudeckas
3 HEKTUBHOCTH U O€30IIACHOCTDY).

[Tpu noGaBnenun mpemnapara MHcynaiiB K NpeamiecTByrOIIed Tepanud MeTHOPMUHOM W/HUIU
TUA30IMIMHANOHOM, WM HWHTHOUTOPOM HATPHUHU-TIIIOKO3HOTO KOTpaHCHopTepa 2-TO THIA
(uHI'KT-2) Ttepammio metdopmuHOM w/mnm  THazoauauHanonoMm, wimm WHIKT-2 moxHO
IPOJOJKUTD B MIPEKHUX J1032X.

[Ipu nmobGaBnenun mpemapata MHcygaiiB K  OpoBOAMMOM — Tepamuu  MPOU3BOIHBIM
CyJIb(OHUIMOYEBUHBI UM UHCYJIMHOM CIIEYeT MPEeayCMOTPETh CHU)KEHHUE J103bl IIPOU3BOHOTO
CyJb()OHMIMOYEBHHBI WM MHCYJIMHA C 1I€JIbI0 CHU)KEHUSI pUCKA BOSHUKHOBEHHUS TUIIOTIIUKEMUI
(cm. paznmen 4.4.).

[TIpumenenue mnpenapara MHcynaiiB He TpeOyeT HpPOBEIEHUS CAaMOKOHTPOJS KOHIEHTPALUU
TJIFOKO3bI KPOBH.

CamMocToATeIbHBIH MOHUTOPUHT KOHIIEHTPALIUU TIFOKO3bI B KPOBU HEOOXOAUM JUIsl KOPPEKIIUU
J103bI CYJIb(OHUIMOYEBUHBI U MHCYJIMHA, OCOOCHHO B Hauaje JiedeHus npenaparom MHcynais u
IIPY CHUYKEHHUHU J03bl MHCYJIMHA. PEKOMEHIYETCSI HCIIOJIB30BATh OJTAIIHBIA OAXO0 K CHUKEHHUIO
J103bl NHCYJINHA.

IIponywennas 0oza

B ciydae mpomnycka 0361 ipenapaTt MHCynaiiB ciieryeT BBECTH KaKk MOXKHO OBICTpEe B TEUCHHUE 5
JHEH C MOMEHTa 3allNIAaHMPOBAHHOIO BBEJAEHHUS A03bl. EcCiIM MpOAOMKHUTEIBHOCTH IPOIYCKa
cocTaBisieT 0osiee 5 JHe, MPOIyIEHHYIO 103y He HY>KHO BBOJIUTH. CIIeyIONIyIO 103y Mpenapara
WNHcynaiiB cnegyer BBECTH B OOBIYHBIN 3alUTAHUPOBAHHBIN JIeHb. B KaXI0M ciiyuyae MarueHThl

MOTYT BO30OHOBHTbH UX OOBIYHBIN OJTHOKPATHBIN €KeHEeAeTbHbIN rpaduK BBEACHHUS.
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Hsmenenue o1 003uposanus

[Ipy HEoOXOAMMOCTH MOXHO H3MEHHUTH [CHb €XCHEJEeNbHOTO BBEICHHS Ipernapara, eciiu
IIPOMEXYTOK MEXAY ABYMsI IIPUMEHEHUSIMU COCTaBJsieT HE MeHee 3 nHel (>72 gaco). Ilocne
BBIOOpa HOBOTO JHS MPUMEHEHHs CIeIyeT MPONODKUTH NMPUMEHEHHWE Ipenapara OJuH pa3 B
HEJIEITIO.

Oco0Bble IPVIIILI MAIUEHTOB

THayuenmoi nosxcunozo eo3pacma (=65 1em)
He TpeOyercs koppeKIuu 1036l B 3aBUCUMOCTH OT Bo3pacTa. ONbIT MIPUMEHEHHsI CeMariyTUaa y
MAalEeHTOB B BO3pacTe 75 JIET U CTaplle OrpaHUYEH.
THayuenmoi ¢ HapywieHuem QyHKYuu neveHu
He tpebyeTcst KoppeKIuu 1036l y TAIMEHTOB ¢ MEYCHOYHOM HEIOCTATOYHOCTHIO (CM. pasien 5.2.).
OnpIT NIpUMEHEHUsl CeMariyTH/Aa Yy MalUeHTOB C MEYEHOYHOM HEAOCTaTOYHOCTBIO TSKEIOU
CTEINEHU OTpaHUYEH; IpUMEHeHue npenapara MHCcyjaiiB y TakUX NAalMEHTOB IPOTUBOIOKA3aHO.
THayuenmor ¢ HapyweHuem hyHKyuu novex
He tpeGyeTcst koppeKuuu 10361 y MAMEHTOB C MTOY€YHON HEOCTATOYHOCTHI0. OTBIT MPUMEHEHUS
npenapara y naiueHTOB C TEPMUHAJIBHON CTAJMEW MOYEUHOM HEAOCTaTOYHOCTU OTCYTCTBYET;
npuMeHeHue npenapara MHCy1aiiB y TakuX NAMEHTOB IPOTUBOIIOKA3aHO.

eTH
[Ipumenenue mnpemnapara MHcynailB y ngerel M HOIPOCTKOB B Bo3pacte no 18 et
MIPOTUBOMNOKA3aHO B CBSA3M C OTCYTCTBUEM JIaHHBIX MO 0€30MacHOCTH U () (PEKTUBHOCTH.

Crooco0 rmpuMeHeHus

ITonxoxHOE BBEACHHUE.

[Ipenapar MHCynailB mpuMeHsIETCS OJIUH pa3 B HENEI0 B JI000E BpeMsi CYyTOK, HE3aBUCUMO OT
rpyeMa MuIy.

[Tpenapar UHcynaiiB BBOAUTCS TOJKOXHO B YKUBOT, B O€ApO WM B IUIe40. MeCTO MHBEKIUU
MOXET ObITh U3MEeHEeHO. [Ipenapar Henb3s1 BBOJUTH BHYTPUBEHHO WJIM BHYTPUMBIIIEUHO.

HHCcTpYKIMA UIsi NAIMEHTOB N0 NpMMeHeHHI0 npenapara MHcynaiis, 0,25 MF/)]O33 HJIN

0,5 Mr/mo3a, pacTBop A5l NOAKOKHOI0 BBEICHUS

» BaumarenbHO TpouHTaiiTe NAaHHYIO WHCTPYKIHIO Hepel NMPUMEHEHHWEM NpeIBapUTEIEHO
3aI0JHEHHON MNpUL-pydku MHCynans.

» Hcnonp3yiiTe MIPHIT-PYYKY TOJNBKO ITOCIIE TOTO, Kak BBl HaydnTech €10 MOJIh30BATHCS MO/
PYKOBOJCTBOM Bpayda MM MEJCECTPHI.

» Haunute ¢ mpoBEpKH IIMPUI-PYYKH, YTOOBI yOSITUTHCS, YTO B HEH COAEPIKHUTCS Tpernapar
WNucynaite 0,25 mr/mo3a, 0,5 mr/mo3a, 3areM TOCMOTPUTE Ha TPEJICTABICHHBIC HIDKE

HITIOCTpalnu, YTOOBI 03HAKOMUTHCS C PA3IMYHBIMU YaCTAMU MIIPUI-PYYKHU U UIJIBI.
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MOXET€ pPa3Nu4YuTh IUPpPHl HA CUETYMKE JMJ03bI, HE HCIIONB3yHTE IIPHUI-PYUKy Oe3
nocroponHeil momouny. [Tomous Bam MOXeT yelnoBek C XOpOUIMM 3peHHeM, 00y4eHHBIH
MCII0JIb30BAaHUIO IIPEIBAPUTEIILHO 3aII0JHEHHON INIPUL-PYYKH ¢ ITpenapaTtoM MHCynais.

» JlaHas mmpHI-pydYka SBISETCS IPEIBAPUTEIbHO 3alOJHEHHOW IINpHUI-pydkoil. Ona
COJICPKHT 2 MI' CEMArIyTH/Ia, YTO MO3BOJIsAeT BbIOpath 10361 0,25 mr, 0,5 mr. Hlnpum-pyuka
pa3paboTaHa Jyisi HWCIOJB30BaHUS C OJHOPA30BBIMU WIJIAaMU JJIMHOM 10 8 MM. Urmsl
BKJIIOUEHBI B YIIAKOBKY.

[IpenBapuTeabHO 3alIOJHEHHAS MIIPHUII-PYYKA ¢ IIpenapaToM MHCyIaiB ¥ urja (HDI/IMCD)
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1. loaroToBKa MINPHI-PYYKH ¢ HOBOH UIJION K HCIOJIB30BAHUIO

e [IpoBepbTe Ha3BaHUE U I[BETOBOM KOJ HA ITHKETKE ILIPUL-PYUKH, YTOOBI yOSAUTHCS, UTO B
Hell conepxkutcs npenapat MHcynaiiB. 910 0coOeHHO BakHO, eciau Bbl mpumensere Oosee
OJIHOTO HMHBEKLUMOHHOIO Ipenaparta. lIpuMeHeHne HenmpaBWIBHOIO IIpernapara MOYKET
HAHECTU CepbE3HbIN Bpel Bamemy 310pOBBIO.

e  CHuMUTE KOJIAYOK CO INpUI-pyuKu (puc. 1).

4 R

Puc.1

e VYOeaurech, YTO pPACTBOP B IINPHUI-PYYKE MPO3pauHblii, OECLUBETHBIM WM CO clerka
KOPUYHEBATHIM OTTEHKOM (pHC. 2).
[TocmoTpuTe B OKOWIKO MINPUI-pydkH. Eciu pacTBOp MyTHBIN, HE OECIIBETHBIN MIJIM HE CO CJIeTKa

KOPHUYHEBATHIM OTTEHKOM, TO HE UCIIOJIb3YWUTE IINPHUII-PYUKY.
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e  Bo3bMuUTE HOBYIO UIILY.

[IpoBeppTe 3alUTHYIO HAKJIEWKY M HApy>KHBIM KOJIIAYOK WIJIBI HA HAJIW4YUE ITOBPEXKICHM,
KOTOpPbIE MOTYT BJIUATh Ha CTEPHIIbHOCTh UIJIbl. Eciin Bbl 3ameTnnu kakue-nmudo moBpexIeHus,
HE UCIOJIb3yNTe JaHHYIO UTLILY.

e  VYjanure 3allIUTHYIO HAKJIEHKY (puc. 3).
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Puc. 3

o Hanennte HIJTy Ha HIIIPUL-PYYKY U TIOBEPHUTC €€, YTOOBI UIJIA INIOTHO ACpKaJIaCb Ha IIIIPHUIL-

pyuke (puc. 4).

Puc. 4

e CHuMHTE HapyXHBII KOJIIauOK UIJIbI, HO HE BeIOpackIBaiiTe ero (puc. 5). O nonagoourcs Bam

MocJie 3aBEPILEHUSI MHBEKIUH, YTOOBI 0€30I1aCHO CHATh ULy CO LINPULI-PYUKH.

~

Puc. 5
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i BE5A0RAED
e  CHumuTe U BEIOpOCHTE BHYTPEHHUI KOJIMAa4yOK ULIbL (PUC. O). BIIIOMBITA TCCB HaﬂeTb

BHYTPEHHUH KOJIMa4yOK 00paTHO Ha UTiy, Bbl MOXkeTe ciiy4ailHO yKOJIOThCS UIJION.
Ha xoHI1e Uribl MOXKET MOSBUTHCS Kalllsl pacTBOpa. TO HOPMAaJIbHOE SIBJIEHUE, OJIHAKO, BbI Bce
PaBHO JOJDKHBI IPOBEPUTH MTOCTYIUIEHUE Mpenapara, eciiv Bbl HCIob3yeTe HOBYIO HINPUL-PYUKY
B IIepBBIN pa3 (cM. omnepanuio 2 «IIpoBepka MoCTyIIeHUS Mpenapara).

He npucoenuusiite HOBYIO UIIIy 10 T€X MOP, oKa Bl He Oy1eTe roTOBHI clieaTh HHBEKIIHUIO.

\

Puc. 6

A Bceerna qist kaxxJ10¥ MHEEKIIUU WUCIIOJb3YVUTE HOBYIO UIITY.

OTO MOXET NPEJOTBPATUTh 3aKyNOPKYy WIJI, 3arpsi3HeHHe, WH(QUIMPOBAHWE W BBEACHUE

HETPABUIILHOM JI03bI ITperapara.

A Huxorma He HCIIOJIB3YHTE MY, €CJIM OHA IOTHYTA WJIM ITIOBPEKACHA.

2. [IpoBepka mocTynieHus npenapara

e [Ilepen mnepBOil HMHBEKIMEH C TMOMOIIBIO KaXIOW HOBOW IIIPUL-PYYKH IPOBEPHTE
MOCTYIUIEHWE TMpenapara. Eciu mmpui-pyyka YK€ HaXOIWUTCS B HUCIOJb30BaHHUH, TO
nepenuTe K onepanuu 3 «YcTaHOBKA J103bI».

e [loBopauuBalTe CETEKTOP 03I, TOKA CYETYUK J103bI HE MIOPABHAETCS C CHMBOJIOM IPOBEPKHU

MOCTYIUIEHU npenapata (puc. 1).

4 '

Puc. 1
e JlepKuTe LINPUL-PYUKY UITIOW BBEPX.
Haxxmute myckoByI0 KHOINKY M yAEpXKHBAaiTe €e B 3TOM IOJIOKEHHH, TIOKa CYETYUK 03Bl HE
BO3BpaTUTCS K «0» (puc. 2). «0» A0IKEH CTOATh HAIIPOTUB yKa3aTels JO3bL.

Ha xoHI11e uriel qoKHA MOSBUTHCS Karljis pacTBOpa.
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Puc. 2
Ha KxoHIIe UTJIBI MOXET OCTaBaThCs MAJICHbKas Kallis, HO OHA He Oy/AeT BBElIeHA MPU HHBEKIIUU.
Ecnu xamnsi pacTBOpa Ha KOHIIE WIVIBI HE MOSIBUIACh, MOBTOpHUTE omnepanuio 2 «[IpoBepka
MOCTYIUICHUS TIperapara», Ho He Oojee 6 pa3. Ecmu karuis pacTBopa Tak W HE TOSBHIIACK,
MMOMEHSNUTE UTITY U TOBTOpUTE onepanuio 2 «[IpoBepka mocTymieHus npenaparay emie pa3. Eciu

KaIlJIsl paCTBOpa TaK U HE I10sABUJIACh, YTHHHSHPYﬁTC HIMPpUI-PYUIKY U HCHOJ’IB3y1>iT€ HOBYIO.

& BCGFZ[a nepca NCIioJb30BaHUEM HOBOM MIITPUI-PYYKH B HCDBLIﬁ pa3 V6€I{I/IT€CI) B TOM, YTO Ha

KOHIIC UIJIbI MOABHUJIACh KaIlJIsd pacTBOpa. 910 TapaHTHPYCT MOCTYIVICHUC ITpCIiapara.

Ecnu kanis pactBopa He MOsABUIIACK, ITpenapar He OyAeT BBE/IEeH, JaXKe €CIIM CUeTUUK J03bl OyeT

JIBUTAThCs. DTO MOYKET yKa3bIBaTh Ha TO, YTO UIJIa 3aKyIOPEHA WK MOBPEKACHA.

Ecnu Bel He npoBepuTe NOCTYIIEHUE IIpenapara nepes nepBoi NHbEKIUEN C IOMOLIBIO KaX 101

HOBOH MIMPHI-PYYKH, BBl MOXeTe HE BBECTH HEOOXOIMMYIO /03y M OXHAaeMbld 3¢ ekt

npenapata MHcynaiiB He OyAeT JOCTUTHYT.

3. YcTaHoBKA 103BI

e [loBopaumBaiiTe ceneKkTop 03bI 10 TEX MOp, IIOKA OH HE MOKaKET HeoOxoaumyro Bam mo3y
0,25 mr unu 0,5 mr (puc. 1).

Ecnu no3a Oputa BEIOpaHa HEMpaBWIIbHO, BBl MOXKeTe MOBOPAYMBATH CEIEKTOP 03Bl BIIEPE HITH

Ha3aJ, II0Ka HE 6y21€T YCTaHOBJICHA ITPpaBUJIbHAA 1034a.

a R

NPUMEP
BbIOpaHo
0,5 mr

Puc. 1

TonpKo cueT4YuK J03bI U YKa3aTeyib J03bI ITOKAXYT, YTO ObLIa BIJI6paHa HYXXHasa Bawm no3a.
CCJ'ICKTOp A03bI UBMCHSCT HO3Y. ToOIBKO CUETYHK HO3BI U YKa3aTeJib AO3bI ITOKAXKYT KOJIMICCTBO

MT Ipenapata B BeIOpaHHON Bamu no3e.
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KaKy[ CTOPOHY BPAIIaeTCsl CEJIEKTOP JA03bI: BIIEPE/, Ha3a]] WIIM €CIIM HaOpaHHas 1032 IPEBHIIIACT

KOJIMYECTBO MI IIpernapara, OCTaBUIMXCs B IINpUL-pydke. He cunTaiiTe Menyky WIIpUL-PyYKH.

A Bceerna nepen Kakgoi MHBEKIMEHN 10 CYSTYHMKY JIO3BI M YKA3aTEIIO JIO3BI MPOBEPSIUTE, YTO

ObUIa HaOpaHa HyKHAas 1034a.

Bri6pannas no3a (0,25 mr wiu 0,5 Mr) nomkHA HAXOMUTHCS TOYHO HAMPOTHB yKa3aTeNs JIO3bI,

TaKO€ IMOJIOKEHUE TapaHTUPYET, YTO BbI monyurTe nmpaBUIIbHYIO 03y Mpernapara.

CkoJbKO npenapara ocTajoch

e  UT0OBI OmpenenuTh, CKOJBKO IMpernapara OCTaloCh, MCIOIb3YHTE CYETUUK 03Bl (pHC. 2):
[ToBopauuBaiitTe CENEeKTOpP 103bI 10 OCTAHOBKH CUETYHKA JIO3BI.

Ecnu on nokassiBaet «0,5», B mmpui-pydke ocrainocs He menee 0,5 Mr mpemnapara.

Ecnu cueTdnk 10361 OCTAHOBUIICS JI0 TOTO, KaK MOSBUIIOCH «0,5», TO 3TO 03HAYAET, UTO B IIINPHII-

PYUYKE OCTaJIOCh HEJOCTaTOUYHOE KOJMYECTBO Mpernapara, 4To0bl BBECTH MOIHYIO 103y 0,5 Mr.

a N

NPUMEP
BbIOpaHo
0,5 mr

Puc. 2

A Eciu B IINpHIl-pydKe OCTAJIOCh HEOOCTATOYHOE KOJMYECTBO Mpenapara s BBEICHUS

IOJHOW JI03bl, HE WCIOJb3YWTE IMNPHUI-PYIKY. MCHoap3yHTE HOBYIO IIIPUI-PYUYKY

HHcynaiis.

4. BBenenue npenapara

e BBeaute Uriy moja KOXxy, UCHONB3Ysl TEXHUKY UHBEKIUN, PEKOMEHOBAHHYIO BpAayoM WIIH
MmezacecTpou (puc. 1).

e VYO0eauTtech, 4TO CUETUHK JI03bl HaxXoauTcs B mosie Bamero 3penus. He notparusaiitech 110

CUCTYHKA JO3bI MMAJIbIIAMH, 3TO MOKCT NPCPBATH HHBCKIIUIO.

4 N
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e  HaxxMuTe MyCKOBYIO KHOIKY JI0 yIIOpa U YJEp>KUBANTE €€ B TOM IOJI0KEHUH, [TI0KA CUETUUK
71036l He ToKaxkeT «0» (puc. 2). «0» NomKEeH HaXOAUThCA TOYHO HAIIPOTUB YKa3aTells J103bl.

HpI/I 3TOM BEI MOXeTe YCIIbIIATh WJIM OIIYTUTH HICIITYOK.

= N

Puc. 2
e  VYiepxuBaiiTe UIITy IO KOKEH Mociie TOro, Kak CYETYHK J103bl BEpHYJICA K «0», 1 MEAJICHHO
cuuraiite 10 6 (puc. 3). 10 0OecneunT BBEIEHUE MOTHON JI03bI IIperapara.
e Ecimu Bel u3Bnedere urimy u3-moja KOXKHM paHblie, Bbl Mokere yBHAETh, Kak Ipenapar

BBITEKAET U3 UIJIBL. B 3TOM ciydae OyzeT BBe[eHa HETOHas /1032 Tpernapara.

4 ™

Puc. 3
e  U3nekute uriy u3-moja Koxu (puc. 4). Eciau B MecTe HHBEKIMH TOSBUIACH KPOBb, CIIETKa

IIPUKMUTE K MECTY YKOJIa BaTHBIM TaMIIOH. He Maccupyiite MecTo ykoJa.
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HOpPMAaJIbHO U HE BIIMSET Ha 103y Ipenapara, KoTopyto Bbl BBenu.

& Bcer;[a CBGDHﬁTeCB C MNOKa3aHusiAMH CUYCTYUHMKA A03bI, YTOOBI 3HaTh, KaKO€ KOJIHWYECTBO MI

npenapara Bel BBenn. Y aepKuBaiTe MYyCKOBYIO KHOIIKY A0 T€X IOP, ITOKA CYCTUYMK JI036I HE

OOKaXeT «0».

Kak BbIAIBUTH 3aKYIIOPKY WJIH IOBPEKICHUEC UTJIbI

Ecnu mocie J0JIrOro HAXKATHA Ha IIYCKOBYIO KHOIIKY Ha CHCTUMUKC J03bl HC IMMOABJIACTCA «0»,

9TO MOKCT O3HA4YaThb 3aKYIIOPKY WJIM MOBPCKIACHUC UIJIbI.

HCXOJIHOH 103bl, KOTOPYIO BBl ycTaHOBMIIN.

Yro gesiaTh ¢ 3aKyNOPEHHOM MIJIOH

B sToMm ciiyuae Bbl He nostyunim npenapar, Jaxke eClId CUETYUK 103bl U3MEHUII TI0JIOKEHUE C

3amMeHuTe Uriy, Kak OMMUCAaHO B OII€paliun 5 «Ilocne 3aBCPUICHUA MHBCKIHMHU) U ITIOBTOPUTEC BCC

niary, HauyuHas ¢ onepauuu 1 «IloaroroBka MMIpUI-PYUKH C HOBOM UIJION K HMCIIOJIb30BAHUION.

VYbenurech, 4TO yCTAaHOBHIIM ITOJIHYI0 HeoOXxoaumyto Bam no3y. Huxorna He norparusaitecs 10

CUCTYHKA O03bl BO BpCM: BBCIACHUS IIpCIIapara. OTO MOXKET pepBaTh NHHBCKIUIO.

5. IlocJie 3aBepiieHNsI HHbEKIIUA

e [losokWB Hapy>KHbIA KOJIMAYOK MIJIbI HA

BHYTPb KOJIITa4Ka, HE KaCasAChb €TI0 UJIN UIJIbL (pI/IC

IIOCKYIO HOBCPXHOCTb, BBCAUTC KOHCIL] HIJIbI

1.

7

Puc. 1

e  Korza uria BoiET B KOJIMAY0K, OCTOPOIKHO HA/ICHBTE HAPYKHBIN KOJIMAYOK Ha UTITy (pHC. 2).

e OrtBuHTHTE Wy U BBIOPOCHTE €€, cOOo/as Mephl MPEAOCTOPOKHOCTH M MECTHBIC

Tp€6OBaHI/I$I o yTWJIHU3alru.

[IpOoKOHCYJIBTHPYHUTECH C BpadyoM, MEICECTPOM WIIH

q)apMaHeBTOM, KaK YTUJIIM3UPOBATH OCTPBIC MCAUIITMHCKUEC OTXOABbI.

N\
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COOTBETCTBYET 3KCMEPTHOMY OTUYETY
ot 25.02.2025 Ne 5178
(MOCOEAQRATENLHOCTE 0003)

o : 1E}]
e [locne KaXaoro MCHOJIH30BAHUS HAAEBaiiTe HA IIIPUI-PY 1HA%0K, 4TO0bL 3allATH

COJICp KAIIIHMICS B HEH pacTBOp OT BO3JEHCTBUS cBeTa (puc. 3).

4 3

Puc. 3

Bcerna mocie kaxaol WHBEKIMH BbIOpachIBaiiTe Wriy, 4TOOBI OOECIEYHTH KOM(DOPTHYIO
MHBEKLINIO U 30exkaTh 3aKynopku uri. Ecnu urna 3akynopena, Bel He BBenete ceGe mpemnapar.
BeiOpachiBaiiTe mycTy:0 HINPUL-PYYKY C OTCOECAMHEHHOW UIJIOH B COOTBETCTBUHM C
pPEKOMEHAANUsAMH, MaHHBIMH BpPAa4oOM, MEICECTpOd, (papMalmeBTOM HIM B COOTBETCTBHH C

MECTHBIMHU Tpe6OBaHI/I$IMI/I.

A Hukorma He NIbITaWTeCh HAJCTh BHYTPSHHUM KOJIIMAYOK O6D8.THO Ha uriay. Bel MoxeTe

YKOJIOTBECA.

A Ilocne kakaoH MHBEKIIUM BCEra cpa3y VAAISHTE UTTY CO IIIPHUI-PYYKH.

DT0 MOXET NPEAOTBPATUTH 3aKYIIOPKY UTJI, 3arps3HEeHUE, MHPHUIIMPOBAHUE, BEITEKaHUE PacTBOpa

Y BBEJICHUE HEMPaBWIBHOM J103bI Ipenapara.

A JlonoJHUTEeIbHAs BayKHAS HHd)ODMaHPISI

e Bcerja xpaHuTe WINPHUI-PYUYKY U UTIIBI K HEH B HEOCTYITHOM JJIsl BCEX, U B OCOOEHHOCTH ISt
JeTei, MecTe.

e Huxorga He nepenaBaiiTe CBOO IIIPUII-PYUKY U UIVIBI K HEH IPYTUM JINLAM.

e Jluma, ocymiecTBISAIONME YXOJ 3a OOJNBHBIM, JOJKHBI 0OpamiaThCcsl C UCIOJIb30BaHHBIMHU
UrjJamMu ¢ 0co00il OCTOPOXKHOCTHIO, YTOOBI MPEAOTBPATUTh YKOJBI UIJIONW U MEPEKPEeCTHOE
UHHUIMPOBaHUE.

Yxoa 3a LIpUL-PyYKOH

AKKypaTHO oOpamaiitecb co mnpui-pyukoil. HeOpexxHoe oOpaiieHue WM HENpaBUIbHOE

WCIIOJIb30BAaHUE MOTYT IPUBECTH K BBEJICHHUIO HENPAaBUIBHOW [03bl IpemapaTta. Eciam 210

npousoiaer, Bel He nmomyunTe oxxugaeMoro 3¢ ¢exra oT IpUMEHEHUs Mpenapara.

e He nmpumensiite npenapar MHCynaiiB, eciu oH ObUT 3aMOpOkeH. B 3ToM ciyuae oxxumaeMblit
3 deKT OT MpUMEHEHUs Mpenapara He OyJeT JOCTUTHYT.

e He npumensiite npenapat MHcyaaiiB, eciu OH MOJABEPrcs BO3AEHCTBUIO MPSIMBIX COTHEYHBIX
aydei. B aTom cityuae oxxuiaeMelil 3 GexT OT MpUMeHeHHs penapaTa He Oy1eT JOCTUTHYT.

e [IpenoxpaHsiTe WINPUL-PYUKY OT MOIAJaHNS HA HEE NIBUIH, 3arpsI3HEHUM U )KUJIKOCTH.
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He MoliTe mmpui-pydky, He MNOTpYKalTE _ee B KUIKOCT E' g E&Iﬁyﬁmame c€. hpn

HGOGXOI{I/IMOCTI/I MIIPpUI-PYYKY MOXHO OYHINATb BJIaKHOM TKAaHBIO, CMOYCHHOU MSITKUM

MOIOIIUM CpCIACTBOM.

Henb3s poHAT WM yAapsATh WIPUI-PYYKY O TBEPAYIO NOBEPXHOCTh. Ecimu Bbl yponuiu

HIPUI-PYYKY HIIM COMHCBACTCCh B €€ HCIPABHOCTU, MNPUCOCAWHUTC HOBYIO HIJy H

IIPOBEPHTE MOCTYIJICHUE MIpenapaTa nepes TeM, Kak CJeJ1aTh HUHBEKIUIO.

He mpiTaliTech MOBTOPHO 3aMONHUTH IIPUL-PYUKY. [lycTyro mmpui-pydky HeoOX0auMo

BBIOPOCHUTD.

He neITaliTech caMOCTOSITENNLHO ITOYUHUTH MITPUL-PYYKY WA pa306paTL €€ Ha 4aCTH.

Hucrpykuus s NadeHTOB IO NpuMeHeHHMIo npenapara HMucynaiis,

0,25 mr/no3a,

0,5 mr/mo3a wiu 1 Mr/no3a, pacrBop AJsi NOAKOKHOI0 BBEICHUS

>

BHuMaTenpHO NpOYMTANTE JAHHYIO HHCTPYKILIHMIO

3aMoIHeHHON mIpHi-pyuku NHcynanB.

nepes NMPUMEHEHHEM IPEIBAPUTEIBHO

HCHOHBBYﬁTe ImpUu-pydKky TOJIBKO IOCJIC TOTO, KaK Bri HAaYYUTCCh CHO IMOJIB30BATBHCA 1101

PYKOBOJICTBOM Bpada UM MEJICECTPHI.

Haynurte ¢ npoBepku HINpUL-PYUKH, YTOObI yOEIUTHCS, YTO B HEW COAEPKUTCS Ipernapar

Wncynaiis 0,25 mr/mosa, 0,5 mr/mos3a, 1 mr/no3a, 3ateM MOCMOTPHUTE Ha MPEICTABICHHBIC

HHXXC HUJUIIOCTpALUu, YTOOBI 03HAKOMUTHCS C Pa3INYHbIMU YaCTAMU MIIIPUL-PYUYKH U UTJIBI.

Ecnu Br1 cmaboBusmuii unun y Bac umeroTcs cepresHbie mpo0ieMbl co 3peHneM, 1 Bel He

MOKCTC Ppa3jIninuThb III/I(pr)I Ha CUYCTUYHUKE OO3bI,

HE UCIOJB3YyHTE IIIPUI-PYUKYy Oe3

HOCTOpOHHeI\/'I nomomu. [ToMmour BamM MoOXeT 4enoBek ¢ XOpomuM 3pPCHUCM, O6y‘l€HHLII>i

HCIIOJIb30BAHHUIO ITPEABAPUTCIIEHO 3al0THEHHOMN IIITPUIL-PYYKHU C ITPpEIIapaToM I/IHCYI[aI\/’IB.

JlanHast IMpHI-pyyKa SIBJISETCS MPEIBAPUTENILHO 3allOJIHEHHOW mmpui-pyukoi. Ona

COJIEPXKUT 4 MI' cemMariyTiaa U mo3BojsieT BbiOpaTh A03bl 0,25 mr, 0,5 mr, 1 mr. Hlnpwun-

pYy4kKka pa3pa60TaHa IJI1 UCIIOJIb30BAHHUA C OJHOPA30BBIMH UITIaAMU JIIMHOH JO0 8 MM. Urisr

BKJIFOUCHBI B YITAKOBKY.

[TpenBapuTeabHO 3aH0JHEHHAS IIPUI-PYVUKA C TpenaparoM MHcyaaiiB u uria (mpuMep)

e 1
Konnauok e .~
WAPHL-PYYKM -\((( o HOpy>KHbIM

KONMNAYOK UIbl
id { Myckosas -
e ‘%‘J<— o s () <«— BryTpeHHuit
/ \ e KONMNAYOK UMbl
Ulkana DTukeTka Cuetunk Cenektop
KATPMAXA  WAPHL-PYYKM AO3bI £O3bl @ -« Wrma
Ykazarens fg U Cumson
AO3bI — ‘r 02/4_ nposepku @ «— 3awwnTtHas
L e pabotsl HOKNEeUKa )

1. IToaroroBKa WNPHUI-PYYKH C HOBOI MIJVIOH K HCNOJIb30BAHUIO
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Hel copepxutcs npenapar MHcynaiiB. 910 0coOeHHO BaxKHO, eciu Bel mpumensiete 6osee

OIHOTO MHBCKIMOHHOI'O IIpcriapara. HpI/IMeHeHI/IC HCIIPAaBUJIbBHOI'O Ipfcrapara MOKCT

HAHECTH CepbE3HbIN Bpea BamieMy 310poBbIo.

e (CHUMHTE KOJIITAYOK CO IIMpHUI-pyukH (puc. 1).

7

Puc.1

e VYO0eawtech, YTO pPACTBOP B IINPHI-PYyYKE TMPO3PAUHBIA, OCCIBETHBIM WJIH CO CIerKa

KOPUYHEBATHIM OTTEHKOM (pHC. 2).

[TocmoTpuTe B OKOIIKO MINPUL-PYUKH. Eciau pacTBOp MyTHBIH, HEe O€CLIBETHBIN UM HE CO CIerKa

KOPHUYHCBATBIM OTTCHKOM, TO HEC HCHOHL3YIZTG HIMPpUI-PYUKY.

Puc. 2

. BospMmute HOBYIO UIITy.

[IpoBeppTe 3aIUTHYIO HAKJIEWKY M HApy’>KHBIM KOJINA4OK WIJIBI HA HAJIWYWE ITOBPEXKICHMI,

KOTOPBIC MOTYT BJIUATH Ha CTCPUIIBHOCTDb HIJIBI. Ecnu Bel 3ameTunu kakue-mmu0o TIOBPEIKACHU,

HC HCHOHBSYﬁTe JAaHHYIO UTITY.

o VY nanure 3alIUTHYIO HaKIeUKy (puc. 3).

7

&

\
O
\
Puc. 3
o Ha,[[eHBTe I/ITle Ha IJ_Il'IpI/ILI-py‘-IKy nu HOBepHI/ITe €c, I-ITO6I>I Hrija 1mnjioTHO ,uepxcanacs Ha

mnpuL-pydke (puc. 4).

13
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Puc. 4

e  CHuMUTE HApY>KHBIA KOJIMAYOK UTJIBI, HO HE BhIOpackiBaiiTe ero (puc. 5). OH moHamoouTCs

Bawm mocne 3aBCPUICHUA NHBCKIUU, 9TOOBI 0€30I1aCHO CHATH HI1y CO IIIMPHUI-PYYKH.

~\

Puc. 5

e  CHuMUTE U BBIOpOCHTE BHYTPEHHHI Kosadok Urisl (puc. 6). Eciau Bel monbiTaerech HaeTh
BHYTPEHHUH KOJIayoK 00paTHO Ha Urily, Bel MoXxeTe ciryyailHO YKOJIOTbCS UIJION.

Ha KoHIle UIJIbl MOKET MOSBUTHCS KaIuld pacTBOpa. DTO HOPMAJIbHOE SIBJICHHUE, OJHAKO, BbI Bce

PaBHO JOJHKHBI TPOBEPUTH MTOCTYIUIEHUE Mpenapara, eciiv Bbl ucnob3yeTe HOBYIO HINPUL-PYUKY

B IIEpBbIN pa3 (cM. onepanuio 2 «lIpoBepka mocTyniaeHus npenapara).

He HpHCOGﬂHHﬂﬁTC HOBYIO UI'JTy J0 TEX IIOP, ITOKa Brol He 6yz[eTe T'OTOBBI CACJIATh HHBCKIHIO.

~\

Puc. 6

A Bcerna ais kaxkJoM MHBEKIMU UCIIOJB3YHTE HOBYIO UTITY.

OTO MOXET MpeloTBPATUTh 3aKyNOpPKy WUIJ, 3arps3HEHHe, HHQUIMPOBAHHE U BBEICHHE

HETPABUJILHOM JI03bI ITpernapara.

A Huxkorna He MCIIONB3YHTE UMY, €CIIM OHA IIOTHYTA WM IIOBPEXKASHA.

2. IIpoBepka nmocTynieHus npenapara
e [lepen mnepBOil HMHBEKIMEH C IIOMOIIBIO KaXJIOM HOBOW UINPHI-PYYKH THPOBEPHTE
IOCTYIUIEHHE IIpenapara. Ecnyu mmpui-pydyka yxkKe HaXOAUTCS B HCIOJIB30BAaHUU, TO

NepenanTe K ornepannu 3 «YCTaHOBKaA J103bD».

14
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MOCTYIUICHHUS npenapata (puc. 1).

7

Puc. 1

e JlepxuTe WINPUII-PYUKY UTIION BBEPX.

Haxxmure ITYCKOBYIO KHOIIKY H y,HGp)KPIBaﬁTC €€ B OTOM IIOJIOXKCHHH, ITOKA CUHCTUHMK JO3bI HC

BO3BpaTUTCS K «0» (puc. 2). «0» D0IKEH CTOATh HAIPOTUB yKa3aTels JO3bL.

Ha KOHIIC UTJIBI JOJIKHA MMOSABUTBHCA KallJld pacTBOpa.

Puc. 2

Ha KOHIIC HUIJIBI MOXXET OCTaBaThbCA MaJICHbKasA Kalljisd, HO OHa HE 6YII€T BBCJICHA ITPHU MHBCKIWH.

Ecnu xams pacTBOpa Ha KOHIC HUIJIbI HE IMOABUJIACH, IMOBTOPUTC OIICpAIUIO 2 «HpOBepKa

MNOCTYIUICHUA IIpC€riapaTra», HO HE Ooinee 6 pas. Ecnu kamns pacTBOpa TaK U HC TIOABUIIACH,

MOMEHSIUTE UTITY U TOBTOpHUTE onepannio 2 «[IpoBepka moctyrieHus npenaparay emie pa3. Eciu

KaIuIsg pacTBOPA TaK M HE MOSABUWIACH, YTUIM3UPYUTE MITPUL-PYUKY U UCIIOJIB3YUTE HOBYIO.

A Bcerna nepen ncnoab30BaHMEM HOBOU IINPUIT-PYYKH B IEPBEINA pa3 V6GI[I/ITCCB B TOM, YTO Ha

KOHIIE MIJIBI MOSIBUJIACH KAILISl PAcTBOPA. ITO rapaHTUPYET MOCTYIICHHE IIpemapara.

Ecnu kanis pactBopa He MOSBUIIACK, IIPeNapar He OyAeT BBEJIEH, JaKe €CIIM CUETYUK J03bI OyaeT

JABUTATHCA. OTO MOXKET YKa3bIBaTh HA TO, YTO HUIJIa 3aKYIIOpCHA UJIM MMOBPECIKACHA.

Ecnn Bbl He IpoBepuTe NMOCTYIUIEHUE Mpenapara nepesl NepBoi HHbEKIUEHN ¢ TOMOLIBIO KaXKI0N

HOBOMW IIMPHI-PYyYKH, BBl MOXKeTe HE BBECTH HEOOXOTUMYIO 103y M OXHUIAeMbId 3PQeKT

npenapata MHcynaiiB He OyAeT JOCTUTHYT.

3. YcranoBKa 103bI

o
0,25 mr, 0,5 mr umu 1 mr (puc. 1).

Ecnu no3a 6bu1a BeIOpaHa HenmpaBuiibHO, Bbl MoxeTe

Ha3aj, II0Ka HC 6yneT YCTaHOBJICHA IIPpaBUJIbHAA 1034a.

[ToBopauuBaiiTe ceaeKTOp O3Bl 10 TEX MOp, MOKA OH HE MOKaXkeT HeoOxoauMmyro Bam no3y

MMOBOpPAYMUBATh CCIICKTOP A03bI BICPC UJIHU

15
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Puc. 1
Tonbko cueT4uK 103bl M yKa3aTelb 103bl HOKAXKYT, 4TO ObUIa BeIOpaHa HykHas Bam 11o3a.
CenexTop 1036l U3MEHSAET J103y. TONBKO CYETUUK O3Bl U YKA3aTelb 03Bl MOKAXKYT KOJUYECTBO
MT Ipernapara B BeiOpanHoil Bamu noze.
[Tpu kaxa0M MTOBOPOTE CENIEKTOpa JA03bI PAa3IAIOTCs IIETYKH, 3BYK IIETYKOB 3aBUCUT OT TOTO, B
KaKyl0 CTOPOHY BpalllaeTcsl CEJIEKTOP A03bI: BIIEPE, Ha3a/l WK €ciIi HaOpaHHas 71032 MPEeBbILIAeT

KOJIMYECTBO MI IIpenapara, OCTaBUIMXCs B IINpUL-pydke. He cunTaiiTe mienyky mIpu-pyykH.

A Bcerna nepen ka)knoil MHBEKIMEN O CUETUYMKY JI03bl M VKA3aTEII0 JI036I IIPOBEPIUTE, UTO

Obu1a HaOpaHa Hy>KHas 1034a.

Bri6pannas nosza (0,25 mr, 0,5 mr wiu 1 Mr) 10mKHa HaXOIUTHCS TOYHO HAIMPOTUB YyKa3aTells

JI03bI, TaKOE ITOJIOKEHNE FapaHTUPYET, YTO BbI moy4dnTe MpaBUiIbHYIO 103y Ipernapara.

Ckoy1bKO npenapara ocTajoch

e  UT0OBI OmpenenuTh, CKOIBKO IMpernapara OCTalIOCh, MCIOIb3YHTE CUYETUYHK J03bI (pHC. 2):
IToBopaunBaiTe CEIEKTOP J103bI 10 OCTAHOBKHU CUETYUKA J03BbI.

Ecnu oH nokassiBaeT «1», B IIPUI-pyUYKe OCTAIIOCh HE MeHee | Mr nmpenapara.

Ecnu cuetynk 0361 OCTAHOBHIICA JO TOTO, KaK MOsSBUIAch mudpa «1», To 3TO 03HAYAET, UYTO B

HIIPUI-PYYKE OCTAIOCh HEJIOCTATOYHOE KOJIMYECTBO Ipernapara, YToObl BBECTU TMOJHYIO J103Y

1 mr.

Ecnu on nokassiBaet «0,5», B IINpuUIil-pyuke octaigoch He MeHee 0,5 Mr mpenapara.

Ecnu cueTynk 10361 OCTAaHOBUIICS /10 TOTO, KaK MOSBUIIOCH «0,5», TO 3TO 03HAYAET, UTO B IUIPHUII-

pPYUYKe OCTaJIOCh HEJOCTaTOUYHOE KOJMYECTBO Mpernapara, 4To0bl BBECTH MOIHYIO 103y 0,5 Mr.

a 3

NPUMEP
BbIGpPaHO
1 mr
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 25.02.2025 N= 5178

(NMOCNEOOBATENEHOCTS 0003)

ﬁh Ecaiu B HNIOPHI-PYYKE OCTAJIOCHh HEAOCTALQUHOE KOIUYECTRO . IPEHapaTa.. sl BREICHUSL

OOJIHOM JI03Bl, HE MCHOJL3YHTEe mnpuil-pydky. HMcmoab3ydTe HOBYIO IIIPHI-PYUYKY

Hucynais.

4. BBenenue npenapara

e Bpeaute Uriy moxa KOxy, UCHOJB3Ysl TEXHUKY MHBEKLNN, PEKOMEHJOBAHHYIO BpAayOM WM
mezacecTpou (puc. 1).

e VY0emutech, UTO CUETUYMK JI03BI HAXOAUTCS B mosie Bamero 3penus. He norparusaiitech 10

CUCTUYHMKA JO3bI MaJibaMu, 3TO MOXKET IIPE€pPBaTh HHHEKIUIO.

-

Puc. 1
e  HaxxMuTe myCKOBYIO KHOIKY JI0 YIIOpa U YJAEPKUBANTE €€ B 3TOM MOJI0KEHUH, [TOKA CUCTUHK
10361 He TokaxkeT «0» (puc. 2). «0» JOMmKEeH HaXOAUTHCA TOYHO HAIIPOTUB YKa3aTels 03bl.

HpI/I 5TOM BEI MOXeTe YCIIBIIATh WK OIIYTUTH HICIITYOK.

Puc. 2
e  VIiepxuBaiiTe UTIy MO KOXEH MOCie TOro, Kak CYeTYHK A03bI BEpHYIICS K «0», 1 MEIITICHHO
cumuTaiiTe 10 6 (puc. 3). 310 obecneynT BBEACHNE TTOJIHOM 03B Mpernapara.

L4 Eciu Bwl u3Bieuere Uiy HW3-1I0JA KOXHW pPaHbIIC, Brel MoxeTte YBUACTL, KaK Hpcrapar

BBITEKAET W3 UTJIbI. B 3TOM ciyuae OyzieT BBeIeHa HETOHAas J103a IIpermapara.
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 25.02.2025 N= 5178

r N CNEOQCBATENEHOCTE 0003)

Puc. 3
e l3Bnekure uriny u3-noja koxu (puc. 4). Ecau B MecTe HHBEKIIUU MOSBUIIACH KPOBb, CJIETKa

IPWKMUTE K MECTY yKoJia BaTHbIN TamnoH. He MaccupyiiTe MecTo ykoJa.

e ™)

Puc. 4
[locne 3aBepuieHHss MHBbEKUMU BBl MOXXeTe YBUAETh KaIUI0 PAacTBOpa Ha KOHUE MIJIbL. DTO

HOPMAJIBHO U HE BJIMSAET Ha 103y IIpenapara, KoTopyro Bel BBenu.

& BCGFI[& CBeDﬂfITeCB C TIOKa3aHUAMMH CYECTUYHWKA JO3FbI, 9TOOBI 3HaTh, KaKO€ KOJIHUYCCTBO MI

opemnapara BrI BBEIIN. yI[GD)KI/IBElfITG IMYCKOBYIO KHOIKY 710 TEX ITOP, NOKa CYETYMUK A03bI HE

moKaxeT «O».
Kak BbISIBUTH 3aKYNIOPKY MJIM OBPEKACHNE UTJIbI
—  Ecnum mocne gonroro Haxkatusi Ha MyCKOBYIO KHOMKY HA CYETYHKE JI03bI HE MOsBIAETCS «0»,
ATO MOXET 03HAYATh 3aKYIIOPKY HJIA MOBPEKICHUE UTJIBI.
— B ortoMm ciyuae Bel He mosmyuniin npemnapar, Jaxe €Clid CYETUHUK 10361 M3MEHHIT TTOJIOKEHHUE C
HCXOJTHOM J03bl, KOTOPYIO BBl ycTaHOBMIN.
Yro aesath ¢ 3aKyNOPEHHOM UIJIOH
3ameHuTe UIiy, Kak onucaHo B onepauuu 5 «llocne 3aBepiieHuss UHBEKIMW» U TTOBTOPUTE BCE
maru, HauuHas ¢ onepauuu 1 «IloAroToBka mMMOpUI-pydKHd ¢ HOBOW WIJION K HCIIOJIb30BAHUION.
YO6eauTech, 4TO yCTAaHOBWIIH MOJHYIO HeoOxoaumyro Bam no3y. Hukoraa He moTparuBaiitech 10
CYETUYHKA JI03BI BO BPEMS BBEICHHS Tpemapara. ITO MOXKET MPEepBaTh HHBHEKIIHIO.

5. ITocsie 3aBepLIeHUS] HHBEKLUHT

18



COOTBETC TEn'ET SKCTNEPTHOMY OTYETY
0 :f.:: 2025 N= 5178
(NOCT] ATE]

e [lojoXuB Hapy>XHBIH KOJMA4YOK HUIJIbI Ha ILIOCKYIO TIOBEPRHOCT, BBlé-I[I/ITe KOHEIl 'I/IFJ'ILI

Fl __

BHYTPb KOJIIAayKa, HE KacasiCh ero Uiy urisl (puc. 1).

( ™

~®

Puc. 1

e  Koryia uria BoiIeT B KOJINA40K, OCTOPOIKHO HAJICHbTE HAPY KHBIN KOJIAYOK Ha Uy (pHcC. 2).
e OTBUHTHUTE HUIIly U BBIOPOCHTE €€, COOMoAas Mepbl NPEAOCTOPOKHOCTH M MECTHBIE
TpeOoBaHUs 10 yTuiau3auuu. [IpoKoHCYNbTUpPYHTECH € BpadoM, MEICECTPOM WiIH

Q)apMaHeBTOM, KaK YTUJIIM3UPOBATH OCTPBIC MCAUITMHCKUC OTXOIbI.

( A

Puc. 2

o ITocne xkaxaoro MCHOJb30BaAHUS HaHeBaﬁTe Ha HMIIPpHUI-PYYKY KOJIIAYOK, YTOOBI 3allIUTHUTD

COJIEp KAIIMICS B HEH pacTBOp OT BO3JEHCTBUS cBeTa (puc. 3).

e )

Puc. 3

Bcerna mocne kaxaol HMHBEKUMH BbIOpachiBaiiTe Hriay, 4yToObl OOeCHeunuTh KOM(OPTHYIO
UHBEKINIO U U30exaTh 3aKynopku uri. Ecnu urna 3akynopena, Bel He BBenete cebe nmpenapart.
BriOpacbiBaiiTe mycTyro IINPUI-PYYKY C OTCOCIUHEHHOM WIJIOW B COOTBETCTBUHM C
pEKOMEHIalMsAMH, JaHHBIMH BpauoM, MeJCEeCTpoH, (apMaleBTOM HIM B COOTBETCTBHU C

MECTHBIMU Tpe6OBaHI/I$[MI/I.

A Hukorna He mpITaliTeCh HAAETh BHVTPEHHUH KOJMA4OK 00paTHO Ha wriay. Bel Moxkere

YKOJIOTbHCA.

A IIocne Kaxxa0oM MHBEKIIMHU BCEra cpa3y VIAAISHUTE UIJY CO IIIPUIl-PYUKH.
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COOTBETCTBYET SKCTIEPTHOMY OTYETY

Y BBEJICHUE HENMPABUIBHOM J103bI IIpenapara.

A

HOHOHHHTCHBH&H BaXXHas I/IHd)ODMaL[I/ISI

Bcerna xpaHuTe mIpUIl-pydKy | UTJIBI K HEH B HEJOCTYITHOM JIJIsl BCEX, U B OCOOCHHOCTH JIJIS
JIeTeH, MecTe.

Hukorna He nepenaBaiiTe CBOIO IIMPHUIT-PYUYKY W UTIIBI K HEH JPYTHM JIMIIAM.

Jluna, ocymecTBisronIMe yXo/ 3a OOJBHBIM, JOJKHBI 0OpamaThCs C HCIOJIb30BAaHHBIMU
UTJIaMU ¢ 0COOOH OCTOPOIKHOCTHIO, YTOOBI MPEAOTBPATUTH YKOJIBI MIJIOW M TEPEKPECTHOE

WH(pHUIMPOBaHHKE.

¥Yxoa 3a mmpuu-pyqKoit

AKKypaTHO oOpamaiTech co IIMpHI-pydkoi. HeOpexHoe oOpalieHrne WM HENnpaBUIBHOE

HCIIOJIb30OBAHUEC MOIYT IPHUBCCTH K BBCIACHUIO HGHpaBHHBHOﬁ AO3BI IpcIiapara. Ecmu 310

npousoiaer, Bol He monydnte oxxugaemoro 3¢ dexra oT IpuMEHEeHHs Ipernapara.

He npumensiite npenapar Mucynaiis, eciiu oH ObLT 3aMOpOKEH. B 3TOM citydae 0skugaeMbli
3¢ dexT oT mpuMeHeHus npenapara He OyAeT JOCTUTHYT.

He npumensiite npenapat MHcynaiiB, eciu OH OABEPTesl BO3AEHCTBUIO MPSIMBIX COJTHEYHBIX
nyueil. B aTom ciyyae oxxunaemslii 3¢ (hekT oT mpruMeHeHus npenapaTa He OyAeT JOCTUTHYT.
[IpenoxpansiiTe WIPULI-PYUKyY OT IOMAJAHUS HA HEE IbLIH, 3aTPA3HEHUN U )KUJKOCTH.

He wmoiite mmpui-pydky, He MNOrpyXkaiiTe ee B JKUJIKOCTb M HE cMmasbiBaiite ee. [lpu
HEOOXOJUMOCTH MIMPHUI-PYUYKY MOKHO OYMINATH BIIAXKHOW TKAaHBIO, CMOUYEHHOW MATKUM
MOIOIIUM CPEICTBOM.

Henb3qa poHsATh UM yAapsATh WIIPUIL-PYUKY O TBEPAYIO MOBepXHOCTh. Ecian Bwl ypoHunu
HIMPUL-PYYKYy WJIA COMHEBAaETECh B €€ MHCIPABHOCTH, NPUCOECIUHUTE HOBYIO WLy U
IIPOBEPHTE MOCTYIJICHHUE MTpenapaTa nepes TeM, Kak cJeJ1aTh HHBEKIUIO.

He npiTaiitecs MOBTOPHO 3alOiIHUTH IIIPHUI-pyuKy. IlycTyro mmpui-pydky HeoOXoauMo

BBIOPOCHUTD.

He npITaliTech caMOCTOSTENBHO IOYHHUTH HITPUI-PYUIKY HUIIN pa306paTb €€ Ha 4aCTH.

4.3. IlpoTuBONOKA3aHUSA

['unepuyBCTBUTENBHOCTh K CEeMAaridyTHAY WJIW K JIIOOOMY M3 BCIIOMOTATENbHBIX BEIIECTB,
MepEeUnCIICHHBIX B pa3jene 6.1.

MenynnspHsiii pak mutoBuaHOM xene3bl (MPIIDK) B anamHe3e, B TOM unciie B CEMEHHOM.
MHuoskecTBeHHas YHIOKpHHHAs Heorutazust (MOH) 2 tuna.

Caxapusrit nuadet 1 tuma (C1).

JlnabeTu4ecKuii KeTOanua03.
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4.4. OcoOble yKa3aHUS U MepPbI MPeTOCTOPOKHOCTH ndll%}rﬂﬁ‘gl;el;—l J EMEHOCTE 0003

COOTBETCTBYET SKCTIEPTHOMY OTYETY

[Ipumenenue cemarnyTuaa NpOTUBOINOKa3aHO Yy mnamueHtoB ¢ CI1 wim ang  sedeHus
TMabeTUYECKOTO KETOAIUI03a.

IIpenapar MHCynaiiB He 3aMEHSET UHCYJIMH.

JnabeTnveckuii KeToarumao3 ObLT 3aperHCTPUPOBAH Y HHCYJIWHO3aBUCHUMBIX ITAIlIMCHTOB, Y
KOTOPBIX OTMEYAJIOCh OBICTPOE TPEKpaICHHE JICUCHUS WM CHIDKCHHE JI03bl WHCYJIWHA TPU
HayaJie JICUCHHS arOHUCTOM PEIIeTITOPOB ITroKaroHonoooHoro nentuaa-1 (ICII-1P) (eMm. paznen
4.2)).

Puck pa3BuTHsa acnMpallMyd  IpH  [POBEACHHU OINCPATHBHBIX BMEIMIATEILCTB IO/ 06HI€I>1

aHecTe3uel Wiy riyooKou cenanuei

Coo0manoch 0 ciydasx aclUpallMOHHON MHEBMOHWW Yy TAIMEHTOB, MOJTYYaBIIMX arOHUCTHI
peuentopos I'TIIT-1P npu npoBeneHny onepaTuBHBIX BMEIIATEIIBCTB 10T OOIICH aHeCTe3nel WK
rIyOOKOM ceanue.

Takum o00pa3om, cleayeT VYYHUTHIBATh TOBBIIIEHHBI PUCK MPUCYTCTBUS OCTATOYHOTO
JKEITYJIOYHOTO COJCPKUMOTO H3-3a 3aJCPXKKH OIMOPOXKHEHHUS KEIyJKa Tepel BBIITOJIHEHUEM
poLEAYPHI 101 OOLTMM HAPKO30M HIIM TITyOOKOi cenarueii.

Peakuny co cTOPOHEI JKEIYJIOYHO-KMILIEYHOT'0 TpaKTa ()KKT)

[Tpumenenne aronuctoB ['TIII-1P MokeT OBITH ACCOMUPOBAHO C HEXKENATESIBHBIMU PEAKIHSIMA
(HP) co croponst XKKT. DTo ciemyer yduThIBaTh MPH JICYCHUH MAIMEHTOB C IMOYCYHOH
HEJ0CTaTOYHOCTBIO, TaK KaK TOLIHOTA, PBOTA M IUapesk MOTYT NPUBECTU K AETUApATaAlUU U
YXyIUIEHNIO (PYHKIIUU TIOYEK.

OcCTpBIii TAHKPEATUT

[Tpu npumenenun aronucroB ['TIII-1P HabGmonanuck ciiydan pa3BUTHSI OCTPOro NMaHKpEaTUTA.
[TatMeHThl MOMKHBI OBITH MPOMH(GOPMHPOBAHBI O XapaKTEPHBIX CHMIITOMax OCTPOro
naHkpeatuta. Ilpm MONO3peHMHM Ha NaHKPEaTUT Tepamnus CeMarIyTHIOM JOJDKHA ObITh
IIpeKpalieHa; B Ciydae IOATBEPKICHHUS OCTPOTO IIAHKPEAaTUTa TEpPalui CEeMariyTHIOM
BO300HOBJISITH HE CIIENyET.

Crenyer co0ogaTh OCTOPOKHOCTh Y AIIMEHTOB C MTAHKPEAaTUTOM B aHAMHE3E.

IIpu oTCyTCTBMM JpyrHX NpPHU3HAKOB M CHMIITOMOB OCTPOrO IaHKPEaTUTA IIOBBIIIEHUE
AKTUBHOCTH (DEPMEHTOB MOKETYTOUHOM Kele3bl He SIBJISAETCS MPOTHOCTHYECKUM (aKTOPOM
Pa3BUTHS OCTPOTO NAHKPEATUTA.

Peakiys co cTOpOHBI IEYSHHU U JKSTYEBLIBOASIINX ITYTEH

[Ipu npumenenun aronuctoB [TIII-1P BO3MOXHO pa3BuTHE >KETYEKAMEHHOW OO0JIe3HH,
XOJICIUCTUTA, XOJAHTUTA M XOJeCTaTUYECKOW KenTyxu. [Ipu mosBieHHN abJOoMHHAIBHBIX

CHMIITOMOB, TaKHUX KaK 0oau B KHUBOTEC, CICAYCT NPUHATH COOTBETCTBYIOIIHUE MEPHBI, HAIPUMCED,
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(10T MB A 2l
P HEOOXOAMMOCTH TPOBECTU JETABHOE Of CJ'Ie,Z[OBa'lll-LI'B IE‘QJTLE) EE%IQ}H/IHTHDHHHHH C

COOTBETCTBYET SKCTIEPTHOMY OTYETY

MMOMOIIBIO BUSYAIIUSUPYIOIINUX JHUATHOCTHUYCCKUX METOJOB U T. .

I'unornukemMus

HaHI/ICHTBI, IoJIydaromue ceMariyTua B KOM6I/IHaI_[I/II/I C IPOU3BOJHBIM Cy.]'II)(bOHI/IJ'IMOLIeBI/IHBI NI
HHCYJIMHOM, MOI'YT HMCTb MMOBBIIICHHBIN PUCK pa3sBUTHA T'HIIOTTIMKCMUU. B navane nedeHwms
CCMAarilyTuaoM pUCK pa3BUTUSA THIIOTTIMKCMUN MOXHO CHHU3WUTb, YMCHBIINWB 103y IPOHU3BOJHOTO
Cy.Hb(I)OHI/IJIMOLIeBI/IHH WJIM UHCYJIMHA.

I[I/IaGGTI/I‘IeCKaH PECTUHOIIATHA

HaGmonanocs TOBBIIIEHHE pHCKAa Pa3sBUTUS OCIOKHCHHWH JMAOETHYECKOH pETHHOINATHU Y
NanueHTOB C HaAJIMYHUCM HHaGGTquCKOﬁ PETHUHOIIATUH, IMOJYyYArOIHUX TCPAIINIO WMHCYJIMHOM H
cemarnmytugoM (cMm. paszmen 4.8.). Cnemyer coOmroaaTh OCTOPOXKHOCTh IMPH MPUMEHEHHU
ceMariyTHJa y MalueHTOB ¢ TUa0eTHYeCKOW peTHHONATHEH, NOTyYaloIuX HHCYIHHOTEPAITHIO.
Takue manyeHTs! JODKHBI HAXOUTHCS MOJ] MOCTOSHHBIM HAOIOCHUEM H TIOJIy4YaTh JICYCHHE B
COOTBCTCTBUHU C KIMHUYCCKUMHU PCKOMCHIAALIUSIMMU. BI)ICTpOG YIy4lI€HHUE TJIMKEMUYCCKOTO
KOHTPOJISI OBUIO acCOIMHUPOBAHO C BPEMEHHBIM YXYALICHHEM COCTOSIHUSA TUA0eTHUECKOU
PETUHONATUH, OJJHAKO [P ATOM HEIb351 HCKIIF0YaTh U IPyrue NPUIHHBI.

CepJsieyHass HEAOCTaTOYHOCTD

OTCYTCTBYEeT OIBIT TPUMEHEHHUS CeMariyThJa y TAalHeHTOB C XPOHUYECKOW CepIedHOn
nHenocratouHocThio (XCH) IV ¢dyHKIIMOHAIBHOTO Kjlacca B COOTBETCTBHHU C KJIaCCH(pHKAIMEH
NYHA. IIlpumeHnenue cemarnyTuja y TaKuX MalMeHTOB MPOTUBOMOKA3aHO.

3aboieBaHus IIUTOBUJIHOMN JKEIE3BI

B nmoctpeructpanmonsom nepuoje npumeHenus apyroro asanora ['TII-1, auparnyTtuna, 6suim
ormeueHsl ciaydan MPIIDK. Mmerommxcs AaHHBIX HEIOCTATOYHO [UIsl YCTAHOBJICHUS WIIU
VCKJIIOUEHMS IPUUUHHO-CIIEICTBEHHOU CBs13M BO3HMKHOBEeHMsI MPILK ¢ npumenenrem anaioros
I'TITI-1. Heo6xonumo npouHpopmupoBats namuenta o pucke MPIDK u o cumnromax omyxonu
IIUTOBUTHOW jKene3bl (TOSBIIEHUS YIJIOTHEHUS B 0O0JacTH 1iew, Auc@aruu, OIBIIIKH,
HENPOXOAIIEH OXPUILIOCTH I0JI0Ca).

3HAUUTENIBHOE TIOBBIIIEHHE KOHLEHTPALNN KaJbIIUTOHNHA B IJIa3M€ KPOBH MOXKET yKa3bIBaTh Ha
MPUIDX (y nmanuentoB ¢ MPIIDK 3HaueHUs KOHLEHTpalMM KaJbLIMTOHWHA B IJIa3Me KPOBU
00b14HO >50 Hr/n). [Ipu BBISIBJICHUH MOBBIIIEHNS KOHLIEHTPALUN KaJbIIUTOHWHA B IJIa3Me KPOBU
cleyeT MpOBeCTH JaybHelee oOcieoBaHue nanrenTa. [[anuenTsl ¢ y31amMu B IIMTOBUAHON
JKeJIe3€, BBISIBICHHBIMHU IIPH MEIUIIMHCKOM OCMOTpPE WM IpU npoBeneHuun Y3M muroBuaHON
JKeJe3bl, TAK)Ke JOJDKHBI OBITh JOTIOJHUTEIBHO 00CIEI0BaHBbI.

[IpumeHeHne ceMarnyTua y MalMeHToB C JIWYHBIM WM ceMelHbIM aHaMHe30M MPIK nmm ¢

cuaapomoM MOH Tuna 2 npoTHBONOKa3aHo.
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BcnoMorarebHEIC BEIISCTBA

[Ipenapar UucypaiiB conepxxkutr menee 1 Mmonb (23 mr) Hatpus Ha 1 103y, TO €CTh, IO CYTH,
HE COJEPKUT HATPUSI.

4.5. B3aummopgeiicTBMe ¢ JPYrHMM JIEKAPCTBEHHBIMHM MpenapaTaMu W Jpyrue BH/bI
B3aHNMOJAEeHCTBUSA

HccnenoBanus cemaraytuaa in Vitro nmokasani o4eHb HEOOJBIIYIO BEPOSITHOCTh HHTMOUPOBAHUS
WK UHAYKIUH GepMeHToB cucteMbl nutoxpoma P450 (CYP) u uarubupoBanust TpaHCIOPTEPOB
JIEKapCTBEHHBIX MIPErapaToB.

3azepkKa OMOPOKHEHUS JKeTy/IKa MPYU MPUMEHEHUU CEMAarIyTHAa MOKET OKa3bIBaTh BIUSHUE HA
BCAChIBaHHME COMYTCTBYIOIIMX EPOPATIBHBIX JIEKAPCTBEHHBIX IIPENapaToB.

CemaruyTua cienyer NpUMEHSITh C OCTOPOYKHOCTBIO Yy MALIMEHTOB, MOIYYAIOIIUX IEpOpaIbHbIe
JIEeKapCTBEHHBIE MPenapathl, JUisi KOTOPbIX HeoOxoauma ObicTpast abcopOrust B XKKT.
ITapaneramou

[Tpu onenke apMaKOKMHETUKH MapaneTamoiia BO BpeMs TeCTa CTaHIapTU3MPOBAHHOTO MpHEMa
OUINA  OBUIO  BBISBICHO, 4YTO CEMAariyTH[ 3aJep)KUBAcT OINOpOXKHEHWe kemyzaka. [lpu
OJIHOBPEMEHHOM MPUMEHEHUHU CeMariyTuaa B 103¢ | Mr Mmiomaab N0 KPUBO «KOHIIEHTpAIHsI-
BpeMs» (AUCo-60mun) M MakcuManbHas KoHIeHTpamus (Cmax) Mapameramosia CHHU3HINCH Ha
27 u 23 % coorBercTBeHHo. OOmas skcrmosuius mapaneramona (AUCo-sq) mpu 3TOM He
u3MeHsanachk. [Ipy OogHOBpEMEHHOM IpHEME ceMariyThja M MapaleraMmolia KOppeKUus 03bl
MOCIIEAHETO HEe TpeOyeTcs.

[IepopanbHble TOPMOHAIbHEIE KOHTPALIENTUBHEIEC CPEACTBA

He npennonaraercs, yTo cemMariayTu] CHUXKaeT 3(PQPEKTUBHOCTH MEPOPATbHBIX TOPMOHAIBHBIX
KOHTPAIIEITUBHBIX ~ CpeAcTB. [lpym  OZHOBpEeMEHHOM TPHMEHEHHH KOMOHMHHPOBAHHOTO
NIEPOPATILHOTO TOPMOHAJIBHOIO KOHTPAIEITUBHOTO npernapara
(0,03 mr stuHMISCTpamuona / 0,15 Mr reBoHOprecTpera) U ceMariyThaa MOCIEAHUI He OKa3bIBa
KmuHUYeckn 3HaduMmoro BimsHus Ha AUC stmHMIACcTpaamona u jieBoHoprectpena. AUC
STUHWIACTPaANoia He Obuta 3aTpoHyTa; HaOmomamoch yeenuuennme Ha 20% AUC
JIEBOHOPIecTpeia B PABHOBECHOM COCTOSHUHU. Cmax HE M3MEHWIACh HHU JUIS OJHOTO W3
KOMITOHEHTOB.

ATopBacTaTuH

Cemarnytun He mMmensim AUC aropBactatWHa IOCie TPUMEHEHHS OJHOKPATHON O3B
atopactaTiHa (40 mr). Cmax aTopBacTaThHa yMmeHbIIMiach Ha 38 %. DTo u3MeHeHue ObLIOo

OICHCHO KaK KIMHHUYCCKHN HC3HAYNUMOC.

le/IFOKCI/IH
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Cemarnytua He uaMeHss1 AUC umu Cmax TUTOKCHHA ngc_né %&'{eggp BELI‘OK]I&THOH H103B1

COOTBETCTBYET SKCTIEPTHOMY OTYETY

nurokcuna (0,5 mr).

Merdbopmun

Cemarnytua He uaMeHsu1 AUC unu Cmax MeThopMHHA TTOCIIe TPUMEHEHHUS MeT(opMUHA B J103€
500 mr 2 pa3a B eHb B TeUeHUE 3,5 AHEH.

BaD(baDI/IH W ApYTUEe NMPpOMU3BOAHBIC KyMapuHa

Cemarnytun He m3menssi AUC wim Cmax R- m S-uzomepoB Bapdapuna mocie mpUMEHEHHS
OJIHOKpaTHOM 1103bl Bapdapuna (25 mr). Ha ocHOBaHMM oOmpeneneHus MeXIyHapOAHOTO
HOPMaJIM30BaHHOIO OTHOIICHUS (MHO) KJIMHUYECKHU 3HAYUMBIX W3MEHEHUH
dapmakoguHamMudecknx 3QpexToB BapdapuHa Takke He HaOmoaanock. OMHAKO COOOIANIOCH O
ciydasix cHmxenns MHO npu ogHOBpeMEHHOM NPUMEHEHHMH alleHOKyMapoja M CeMarilyTH/a.
[Tocne Havana Tepamuu CEMarfiyTUIIOM Y MAlMEHTOB, MPUHUMAIOMIMX BaphapuH WU ApYyTue
MIPOU3BOIHBIE KyMapHHa, peKOMEHIYeTCsl IPOBOAUTD YacThlii MoHuTopuHr MHO.

HecoBMecTUMOCTD

BemecTBa, mo6aBieHHBIC K ceMaryiuay, MOTYT BbI3BaTh €ro Jaerpafamnuio. CemMariayThu Hellb3s
CMEIIUBATh C JAPYTUMHU JICKAPCTBEHHBIMH CpEICTBaMH, B TOM 4YHCIEe C HH(Y3MOHHBIMU
pacTBopamu.

eTH
UccnenoBanus B3aMMOICUCTBHS CEMAryTHAA MPOBEIECHBI TOJBKO Y B3POCIIBIX.
4.6. DepTUIBLHOCTH, 0€PEMEHHOCTb U JIAKTALMS
bepemeHHOCTD
HccnenoBanust Ha )KUBOTHBIX TTPOJEMOHCTPUPOBATIN PEMPOIYKTUBHYIO TOKCHYHOCTh Tperapara
(cm. paznmen 5.3.).
JlaHHbBIE IO MPUMEHEHHUIO CeMarIyTHAa y OepeMeHHBIX JKeHIUH orpaHndeHsl. [IpoTuBomnokazano
MPUMEHSTh CeMarIyTU BO Bpems OepeMeHHOCTH. JKEeHIIMHAM ¢ COXpaHEHHBIM PENPOIYKTUBHBIM
MOTEHIIMATIOM PEKOMEHTyEeTCSl UCTIOJIb30BaTh KOHTPAIICTIIIUIO BO BPEMsI TEPATUU CEMATITYTHIOM.
Ecnu manmeHTKa roTOBUTCA K O€pEMEHHOCTH, MO0 OepeMEHHOCTh YK€ HACTYMHWIa, TEParuio
CeMariayTUI0M HEOOXOAMMO MPeKpaTUTh. M3-3a ATUTENBHOTO Mepro/ia MOTyBbIBEICHUS TEPATTHIO
CEeMariayTUIOM HeOoOXOIUMO TMPEKPaTHTh KaK MHHHUMYM 3a 2 Mecslla A0 IUIaHUPYEMOTO
HACTYyTUICHHS] OepeMEeHHOCTH (CM. paszaen 5.2.).
JlakTanus
VY MakTUPYIOMIMX KPBIC CEMArTyTH ] IPOHUKAT B MOJIOKO. Helb3st HCKIIOUUTh PUCK IS peOeHKa,
HaxoJAIErocss Ha TPYJIHOM BCKapmiMBaHUU. [IpoTHBOMOKa3aHO NPUMEHSTh CEMAariyTUI B
MepPHOJI TPYTHOTO BCKApMITUBAHMS.

DdepTUIbHOCTD
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COOTBETCTBYET 3KCMEPTHOMY OTUETY

KOHTpaluCuuuy npu JCYCHUU CCMArilyTUaA0M.

Bnusaue cemarnmytuna Ha (QepTHIBHOCTH y mojeil HewsBecTHO. CemariyTHa HE BIMSI Ha
(epTUIIBHOCTh CaMIIOB KPBIC. Y CaMOK KpbIC HAOIFO/aTI0Ch YBEIWYCHUE MPOJODKUTEIBHOCTH
nepuosia OBYJSIMM M HEOOJIBIIOE CHW)KGHHUE KOJIMYECTBA OBYISIIUN TpH  J103aX,
COITPOBOKIAIOIINXCS CHIDKEHUEM MacChl Tejla caMKu (cM. paszen 5.3.).

4.7. Bausinde Ha CHOCOOHOCTH YNPABJATHL TPAHCHOPTHHIMHU CPeICTBAMH H PadoTaTh €
MeXaHH3MaMHU

[Ipenapat MHcynaiiB He OKa3bIBaCT WIIM OKAa3bIBACT HE3HAYUTEIHHOE BIMSHUE HA CIIOCOOHOCTh
YIOPaBIATh TPAHCIOPTHBIMM CpPEACTBAMHM WIM padboTaTh ¢ MexaHu3mamu. llpu npumeHeHun
npemnapara B KOM6I/IHaI_II/II/I C MPOU3BOAHBIMU CyJIB(bOHI/IJ'IMO‘-IeBI/IHBI HJIM MHCYJIMHOM, MallUCHTBI
JIOJDKHBI OBITh MPEIYTPEKICHBI O TOM, YTO UM CIICAYET COOI0IaTh MEPBI IIPEAOCTOPOKHOCTH BO
n30Ce)KaHNE PA3BUTHUS Y HUX TUIIOTJIMKEMUH BO BPEMsI YIIPABIICHHS TPAHCIIOPTHBIMU CPEACTBAMU
U TIpu paboTe ¢ Mexanu3mamu (cm. pazzaen 4.4).

4.8. HexenarejibHbIC peaKUMu

Pesrome mpoduisg 6e3onacHoOCTH

Haubonee yacto perucrpupyembimu HP Bo Bpemst kimnnueckux uccienopanuii (KU1) sBisunch
HapyuieHus co ctoponsl JKKT, Bkiitouast TOUTHOTY (OY€HB YacTO), IMapero (0UYEHb 4acTo) U PBOTY
(vacto). B memom, naHHble peakIUM ObUIM JIETKOM WIM CpEJHEH CTENEeHH TSDKECTH U
KpPaTKOCPOYHBIMH.

Tabanunoe DPE3IOME HEXKENATEIbHBIX PEAKIINI

HP pa3penenbl mo cHCTEMHO-OpTaHHBIM KJlaccaM COTJIaCHO KiaccHUKanuu MeaurmHCKOoro
cioBapsl Uil HOpPMaTUBHO-TIpaBoBoH jestenbHocTH (MedDRA) ¢ ykazaHueM 4YacTOThI MX
BO3HMKHOBEHUS COTTIaCHO pekoMeHaanusM Beemupnoit Opranuszanuu 3npaBooxpanenus (BO3):
oueHb yacto (>1/10); wacto (>1/100, o <1/10); Heuacto (>1/1000, Ho <1/100); peaxo (=>1/10 000,
HO <1/1000); ouens peako (<1/10 000); yactoTa HeU3BECTHA (HA OCHOBAaHUU UMEIOIITUXCSI JTAHHBIX
OLICHUTh HEBO3MOXHO). B kaxxnoii rpymnmne yactorsl pazButusi HP mpencraBieHbl 10 CHUXKEHHUIO
CTETNIEHHU CEPHE3HOCTH.

Ta6anna 1. Yacrora HP npu npuMeHeHnn ceMarjayTuaa

Cucrema
OpPraHoB OueHb 4acTo Yacro Heuacrto Penko HeusBecTHO

MedDRA

Hapywenust co
CTOPOHBI l'umepuyBcTBH | AHadumakTHIecKue
UMMYHHOU TEJIbHOCTB® peakunu

CHCTEMBI
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OpraHoB Ouensb yacTo Yacro HeuacTto Penxo Hewnssectno
MedDRA
T'nnornukemu | I'mnornukemus®
S Ipu npu
COBMECTHOM COBMECTHOM
Hapymenus INPUMEHEHNH C | IPUMEHEHHUH C
MeTabonm3Ma W | MHCYJTHHOM apyrumu [T'TTI - - -
MUTAHUA WIH CHmxeHne
MPOU3BOJHBIM | aNMeTHTa
cybpHOHMIMO
YEBUHBI
Hapymenus co
CTOPOHBI I'onoBokpysxeH
. - JlucreB3us - -
HEPBHOU ne
CUCTEMBI
Hapywenust co OcnoxHeHus
CTOPOHBI OpraHa - IabeTHYECKOH - - -
3peHus peTuHOnaTUN®
VYBenuueHue
Y4acTOTHI
Hapymenust co
- - CepJeUHBIX - -
CTOPOHBI cepa .
COKpaIlleHHH
HCO)
PBora
Bbons B )xuBOTE
B3anyrtue
KHBOTA
3amop Ocrtpsrit
Kemynouno- Hucnencus MaHKPEaTUT Kummeunas
TowmHoTa
KHIIEYHBIE Tactpur 3anepxka - HETIPOXOJUMO
Huapes
HapyILIEHUs l'actpoazodare | omopoxxHeHMS cTh?
aspHas HKEITyIKa
peduokcHas
60J1e3HD
OTpeDKKa
Merteopuszm
Hapywenust co
CTOPOHBI TIEYECHU XOoNmaHruT
u - XonenuTuas - - XonecraTtuuec
JKETYEBBIBOSILU Kas JKenTyxa
X ImyTei
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OpraHoB Ouensb yacTo Yacro HeuacTto Penxo Hewnssectno
MedDRA
Hapymenuss co
CTOPOHBI KOXHU U AHTHOHEBPOT
TIOJIKOKHBIX ) ) ) ) nueckuii otex?
TKaHel
OO0rmme

Peakuuu B

HapyIICHU u
- YToMIIIEeMOCTE | MecTe - -
peaxImu B MecTe

BBCICHMSA
BBEICHUS
- IToBeIIEHME

AKTUBHOCTH

JIMIA35I
JlabopaTopusie u

IloBrImICHHE
HHCTPYMEHTAJIbH - - -

aKTHBHOCTH
bl TaHHBIC

aMHUJIa3bl

CHmKeHHne

MacCcChI TCJ1a

'unorivkeMus, onpeselieHHas Kak Tshkenas (TpeOyrolas MOMOIIM IPYroro 4eloBeKa) Wi CUMITOMAaTHUeCKas B
COYETaHUH C KOHIIEHTpALMEH TIIF0KO3bI B TIa3Me KpoBH < 3,1 MMouIb/I.

POcnoxHeENs AUA0ETHYECKOH PETHHONATHH — TO COYETAHHE U3: HEOOXOAMMOCTH B (DOTOKOATYINAIMM CETUATKHU
ri1a3a, HeOOXOIMMOCTH B HHTPABUTPEATbHOM BBEJICHUHM TPENapaTtoB, KPOBOMBIHUSIHHUS B CTEKJIOBUIHOE TEJIO,
pa3BUTHSI CIIETIOTHI, CBSI3aHHOU ¢ caxapHbiM Auadetom (CJI).

YacrtoTta ocHoBaHa Ha ucciaegoBanuu CC HCXOIOB.

‘T'pymnmoBoil TepMuH, BKIFOUaromuii Tarke HP, cBs3aHHBIE ¢ THIIEPYYBCTBUTEIBHOCTBIO, TaKWe, KaK CHIITb U
KparuBHUIIA.

9HP 13 1OCTMAPKETHHIOBBIX HCTOYHHMKOB.

2-nemuee uccneoosanue CC ucxo0os u bezonacHocmu

B monynsiuu manueHToB ¢ BbICOKMM puckoMm paszBuTus CC 3aboneBanuii npoduas HP Obin
aHAIOTMYHBIM TakoBoMmy B npyrux KW 3a daser (cMm. pazmen 5.1., mompazaen «Knumaudeckas
3 GEKTUBHOCTH U O€30ITACHOCTDY).

Onucanue oTnensHeix HP

T'unocnuxkemus

Bo Bpemsi MoHOTepanuu ceMariyTHIOM HE HaOJI0JIaloCh 3MHU30/I0B TSHKEIOW THMIOTVIMKEMHH.
['unornukeMus TsKENOM CTETIeHH, B OCHOBHOM, HaOIr0[anachk Mpu MPUMEHEHUH CeMarilyTHAa B
KOMOWHAIMU C IPOU3BOHBIM CYJIb()OHUIMOYEBUHBI UM UHCYIHMHOM.

Habmroganock HECKOJIBKO MHU30/10B TSXKEIOW TMITOTIMKEMHUN NPU MPUMEHEHUH CeMariyTuaa B
KOMOHMHAIIUU C APYTUMH, 32 UCKJIIOUEHHUEM MPOU3BOAHBIX cyibpoHuamoueBunsl, [IT'TTI.

[Munormukemust mo knaccudukanuu AMEpUKaHCKOW THa0eTHIECKOM acColnaly Ha0I01anach y
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11,3 % (0,3 cmy4asi/manueHTa B roj) HalieHTOB IIPU no&sﬁﬁ%;@alﬁﬁﬁh:s-gm 1Ib'lﬂ4r K

COOTBETCTBYET SKCTIEPTHOMY OTYETY

tepanuu uaruouropom SGLT2 no cpasaenuto ¢ 2,0 % (0,04 ciyuas/manenra B roj1) MadeHTOB,
nosydaBmux miane6o. O Tsokenoi runormukemun coodmanocsk y 0,7 % (0,01 cmydas/manuenra
B ron) ¥ 0 % manueHToB, COOTBETCTBEHHO.

HP co cmoponwt JKKT

Bo Bpems tepanuu cemarmytuaoMm B fo3ax 0,5 Mr v 1 Mr y manpeHTOB OTMedYajiach TOLIHOTA,
quapes ¥ pBOTA. BOJBIIMHCTBO pEaKIMii OBLIM OT JIETKOW 10 CpPEeIHEH CTENEHU TSHKECTH U
KkpaTkocpounbiMu. HP ctanu npuuunoii npexaeBpemennoro BeiObiBanus u3z KU 3.9 % u 5,9 %
NaIUeHToB, cOOTBeTCTBeHHO. Yarie Bcero o HP cooOmianoch B nepBbie MecsLbl TEPaHH.
[TarueHTs ¢ HU3KOM Maccoi Tea MpH JEUYEHUU CEMarilyTHIOM MOTYT UCHBIThIBaTh Oosbiie HP
co ctoponbl KKT.

B KU npu ogHoBpeMeHHOM npumeHeHuun wunruourtopa SGLT2 u cemarmyrtupma 3amop u
ractpo33odareanbHas pedurokcHas Oone3Hp HaOmomanuck 'y 6,7% u 4% mnanueHTos,
[OJIy4aBIIUX CEMaryTuA B 103¢€ 1,0 MI, COOTBETCTBEHHO, 10 CPABHEHUIO C OTCYTCTBUEM SIBJIICHUN
y TAIUEeHTOB, IMOJy4YaBIIMX IUIane0o. PacmpocTpaHEHHOCTh ATHX SBICHUH CO BpEMEHEM HE
YMEHbIIAJIaCh.

Ocmpuiil nankpeamum

YactoTa pa3BUTHS OCTPOrO IMAHKPEAaTUTA, MOATBEPKAEHHOIO IO pe3yjbTaTaM 3KCIEPTHOU
OIICHKH, B HcciieoBanusax 3a (a3sl coctaBuia 0,3 % npu npumenennu cemariaytunaa u 0,2 % npu
NPUMEHEHUU npenapara cpaBHeHus. B 2-netnem uccnenoBanuu CC MUCXO0B 4acTOTa Pa3BUTHUS
OCTpOTO MaHKpeaTuTa, MOATBEPKIECHHAs 0 pe3ybTaTaM dKCIepTHOM olleHkH, coctaBuna 0,5 %
npu npuMeHeHun cemarnytuaa u 0,6 % npu npuMeHeHun wiarebo (cM. pazuen 4.4.).
OcnooicHenus ouabemuyeckou pemuHonamuu

B 2-netnem KH, B koTopoMm y4yactBoBanu nauueHTsl ¢ CII2 u BeicokuM CC puCKOM, JUIUTEIbHBIM
teueHueM CJl U HealleKBaTHBIM KOHTPOJIEM INIMKEMHUH, MOATBEPKICHHBIE CIydad OCIOKHEHUM
JNa0ETUIECKON PETUHOMATHH PA3BUBAIUCH Y OOJIBIIETO KOJUYECTBA IMAIIMEHTOB, MOJYYaBIINX
cemarnmytun (3,0 %), Mo CpaBHEHMIO C TalMEHTaMH, ModydaBmuMu Toiane6o (1,8 %). YV
MAIMEHTOB ¢ aHAMHE30M JnadeTnueckoil peruHonatuu B Hayane KU BozpacTanue abCoIOTHOTO
pHUCKa pa3BUTHUS OCIOKHEHUH OBLIO BhINIE. Y MallMEHTOB C OTCYTCTBUEM IMOATBEPKIACHHOTO
aHaMHe3a JUa0eTUYECKON pETHHOMATHU KOJMYECTBO COOBITUM OBUIO OJMHAKOBBIM IPHU
IPUMEHEHUHU ceMariyTuja U miamedo.

B KU nponomkutenbHOCTHIO 10 1 roga yactora HP, cBsSi3aHHBIX ¢ TnabeTHUECKO peTUHONATHEMH,
ObLJ1a OIMHAKOBOM B TPYIINE CEMArayTH A U MPenapaToB CPaBHEHUSI.

llpexpawenue neuenus no npuuune HP

Yacrora npekpamenus yedeHus no npuuuHe HP cocraBuma 6,1 % u 8,7 % nnsa manueHTOB,
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MalKMeHTOB, ModydYaBmux ranedo. Hanbonee yacteimu HP, nmpuBoauBIIMMEU K TIpEKpaIeHUIO
nedyeHusi, Obutn HapymeHus: co croponbl JXKKT.

Peaxyuu 6 mecme 6gedenus

CooOmranocs 0 peaklusx B MecTe BBEJCHH (TaKUX, KaK ChIllb B MECTE BBEACHMUSI, IOKPACHEHHE)
y 0,6 % u 0,5 % nanueHToB, MOJIy4YaBIIMX ceMariayTua B a03ax 0,5 Mr u 1 Mr, COOTBETCTBEHHO.
OTH peakuy HOCWIIN, KaK IIPaBUIIo, JIETKUN XapakTep.

HmmyHnoeennocmo

BcnenctBue noTeHIMATIbHBIX KIMMYHOTEHHBIX CBOMCTB OEJIKOBBIX U MENTHAHBIX JIEKAPCTBEHHBIX
[IPENapaToB, y MALUEHTOB MOTYT HOSBUTbCS AHTUTENA K CEMaridyTUAy IIOCie Tepaluu
cemarnytugoM. B konne KW nmons manueHTOB, y KOTOpBIX ObLIM OOHApy>KEHBI aHTUTENA K
ceMarylyTuay B JII0OOH MOMEHT BpeMeHHM, Oblia Hu3ko# (1—3 %), 1 HM y OJJHOTO HalnueHTa He
ObLI0 0OHAPYKEHO HEUTPATU3YIOIINX aHTUTEN K CeMArTyTUAY WM aHTUTEI C HeUTPaIu3y0IuM
suporennslit ['TII-1 apdexrom.

Yeenuuenue vacmomui cepoeunvix cokpawjenuii

Ha c¢one npumenenuss aronuctoB [TIII-1P ormewanoch yBenuMdeHHE YacTOTHI CEPACYHBIX
COKpallleHUH. Y ManueHToB, NOMy4aBIINX CEMArayTH I B uccienoBanusx 3a (aspl, HabI01aT0Ch
cpenHee yBenudeHue Ha 1—6 ymapoB B MHHYTY (yA./MUH.) ¢ 72 B Hadaje HCCICIOBAHUS [0
76 yn./mMuH. B nonrocpounom uccienoBanuu yuactueM nanueHToB ¢ CC ¢pakropamu pucka 16 %
MAIMEHTOB, MOJIYYaBIINX JICYCHHE CEMAarlTyTHAOM, MMENH YBEJIHMYEHHE YacTOThl CEpACYHBIX
cokpaieHuit > 10 ya./MuH. o cpaBHeHHio ¢ 11 % manueHToB, MOMy4aBIIMX Mialedo, mocie 2
JIET JICUEHUSI.

Coo011eHne 0 mMoI03pPEBAEMBIX HEXKEIIATEIBHBIX PEAKIIMIX

Baxno coo061math 0 mo103peBaeMbIX HEXKeNaTENbHBIX PEAKIUAX MOCIe PETUCTPAIliy Mpernapara ¢
[EeNbl0  O00ECleYeHHs]  HENMPEepPHIBHOTO  MOHUTOPUHTA  COOTHOIICHHSI  «IIOJIh3a—PUCK)
JICKapCTBEHHOTO TIpernapara. MeauImHCKUM pa0OTHUKAM PEKOMEHIYeTCs COOOMAaTh O JIF0OBIX
M0JIO3PEBACMBIX HEKENIATEIBHBIX PEAKIHIX JICKAPCTBEHHOTO Iperaparta depe3 HalHOoHAIbHBIE
COOOIIIEHUsI O HEXENaTeIbHBIX PEaKlUiX TOCYIapCTB-4IeHOB EBpa3uiickoro SKOHOMHYECKOTO
Coro3a.

Poccuiickaa ®@eoepayus

®denepanpHas cmyx0a mo Haa30py B chepe 3apaBooxpanenus (PoczmpaBruanzop)

109012, MockBa, CnaBsHCKas 1101majb, 1. 4, cTp. 1

Tenedon: +7 800 550 99 03

DnekTpoHHas movta: pharm@roszdravnadzor.gov.ru

Caiit: https://www.roszdravnadzor.gov.ru
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4.9. Ilepeno3upoBka

CHMITOMBI

B xone KU coobmanock o nepeno3npoBkax 10 4 Mr B OJIHOKPATHOM 103€ U 10 4 MI' B HECIIO.
Haun6ounee wactoit HP, o koTopoii coobmianock, Ob1a TorHoTa. Bee manueHTs! BEI3I0poBen 0e3
OCJIOJKHCHUH.

JleueHue

Crenuduyeckoro aHTHAOTa TPH TEPEAO3HPOBKE CEMAarllyTHIAOM HE CyIIeCTBYyeT. B cmyuae
MIePEI03UPOBKH PEKOMEHAYETCS MPOBEACHUE COOTBETCTBYIOIICH CUMIITOMATHYECKOM TepaIny.
YuuTeiBas JUIMTENBbHBIA TEpUOJ BBIBEJECHUA Tpemapara (mpuMepHo | Hedens), MOXKeT

HOTpe6OBaTBCSI HpOI[OJDKPITCJIBHbeI nepuon HaGJIIOI[eHI/ISI N JICUCHUA CUMIITOMOB IICPECAO3UPOBKHU.

5. DPAPMAKOJIOTHMYECKUE CBOMCTBA

5.1. ®apmakoauHaMHUYeCKHE CBOMCTBA

@®apMakoTepaneBTUYECKass  Ipynma: CcpeAcTBa  Juid  JIeUEeHUs  caxapHoro  jaualera;
TUTIOTJIMKEMHYECKHE CPEJICTBA, KPOME MHCYJIMHOB; aHAJIOTH TIIFOKaroHomoao0Horo memtuga-1
(TTIII-1).

Kon ATX: A10BJ0O6

Mexanusm ageiicTBus

Cemarnytun ssnsiercs aronucrom [TII-1P, mnpousBeneHHBIM MeTomOM TBEepAO(HA3HOTO
xuMudeckoro cunreza. Cemarmytun mnpexacraBisier coboit anamor I'TIII-1, umerommit 94 %
romonorndyHoctl ¢ 4yenoBeueckum [TIII-1. Cemarmyrun nmeiictByer kak aronuct [TIII-1P,
KOTOpBIN CENIEKTUBHO cBs3biBaeTcsd M aktuBupyer I'TIII-1P. I'TIII-1P cayxut mumeHsro ais
HatusHoro ['TIIT-1.

['TITI-1 siBnsieTcst pU3MONIOTHYECKMM TOPMOHOM, OKa3bIBAIOLINM CPa3y HECKOJIBKO 3((eKToB Ha
PETYJIALMIO KOHLEHTPALMKU IJIFOKO3bI U anmeTuT, a Takke Ha CCC. BimsiHue Ha KOHLIEHTpaLUIo
[JIIOKO3bl M anmeTuT crneuuduuecku omnocpenosano [TIII-1P, pacnonoxeHHbIME B
MOJIKEITy JOYHOU kKeje3e U FOJIOBHOM Mo3re. PapMakoIOrH4ecKue KOHIEHTPAMU CeMariayTHIa
CHIDKAIOT KOHLEHTPAIMIO TJIFOKO3bl KPOBH M MAacCy Tella MOCPEACTBOM coueTaHus 3(PQEeKToB,
onucanHbix HUxke. I'TII-1P npencraBiensl Takxke B crieupUUecKux 00JacTax cepala, CoCyoB,
MMMYHHOW CHUCTEMBI U MOYEK, e UX aKTUBALUA MOXKeT oka3biBaTh CC M MUKPOIMPKYJISTOPHBIE
3¢ pexThI.

B otnuune ot HatuBHoro I'TIII-1, mpouieHHBIM eproa NOTYBBIBEAEHUS cemariayTuaa (okomuo 1
HEJIeJN) TI03BOJISIET IPUMEHSATH €ro MOoAKOXHO (1/K) 1 pa3 B Heaemnto. CBsi3bIBaHUE C ATb,OYMHUHOM

SABIIETCA OCHOBHBIM MEXAHHU3MOM JIMTECIIBHOI'O H@ﬁCTBI/Iﬂ ceMariytaaga, 4TO IPUBOAUT K
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CeMarJIyTH] CTaOMJICH B OTHOIIEHUH pacuIeTyieHus (epMEHTOM JAUIIECHTHIMINECITHAA301-4.
Cewmar JYTHJ CHHXKACT KOHICHTPAIMIO TIJIFOKO3bl KPOBU IMOCPCACTBOM IJIFOKO303aBUCUMBIX
CTUMYJISIIUN CEKpeLMH MHCYJIMHA W TOJABJICHHS CEKpelUH IirokaroHa. Takum obpaszom, mpu
MOBBIIICHUY KOHLIEHTPALUU TJIFOKO3bl KPOBHU MPOUCXOAUT CTUMYJISILUSA CEKPEUHUHU MHCYJIMHA U
MOoAaBJICHHUEC CCKPCIMU IJIFOKAroHa. MexaHnu3M CHMKCHUS YPOBHA TI'IMKCMHUH BKIIHOYACT TAKIKC
HEOOJIBIIIYIO 3a/ICPKKY OIMOPOKHEHHS KellyKa B paHHEH mocrrnpanauaibHon (asze. Bo Bpems
TUIIOTJIMKEMUHM CEMAariyTHJl YMEHbIIAET CEKPELMI0 HMHCYJMHA M HE CHUXACT CEKPELHIO
[JIFOKAaroHa.

CemarnyTua CHWXaeT OOIIyI0 Maccy Tella U MacCy >KHPOBOM TKaHH, yMEHbIIAs MmoTpebieHne
sHepruu. JlaHHBIA MEXaHU3M 3aTparuBacT OO0INee CHUKCHHE AalleTHUTa, BKIOYas YCHIICHUE
CUTHAJIOB HACBHIIIEHUS W OCNablieHue CHTHAJIOB TOJ0Ja, a TakkKe YIydlleHHEe KOHTPOJs
noTpeOsIeHUsI MUIMU U CHIDKEHUE TAru K numie. CHUKAeTCsl TaKKe WHCYIMHOPE3UCTEHTHOCTb,
BO3MOJXHO, 3a CYE€T YMCHbIICHHMA MACChbl TCJia. ITomumo 9TOro, ceMarilyTua CHHXACT
NpeaArouYTCHUC K HNpueMy NOHUIIM C BBICOKUM COACPIKAHHUEM IKUPOB. B HCCIICAOBAHUAX Ha
JKUBOTHBIX OBLIO IOKa3aHO, YTO CEMAariyTH]l TOIJIOMIaeTcs ChenupuIecKuMu o0IacTIMu
TOJIOBHOT'O MO3Ta U YCHJIMBAET KIIIOUEBbIE CUTHAJIBI HACKIIIEHUS, U OCIIA0JIAeT KIIF0UEBbIe CUTHAJIBI
rosojga. Bo3nmelcTBysS Ha HM30JMPOBAHHBIC YYAaCTKUM TKAHEW TOJOBHOTO MO3ra, CEMariayTH
AKTUBHPYCT HCﬁpOHbI, CBA3aHHBIC C YYBCTBOM CBLITOCTH, U ITOAABJIACT HGprOHLI, CBA3aHHBIC C
YyBCTBOM T'0OJIOJA.

B KU cemarnytuJ oka3blBaj MOJIOKUTEIBHOE BIUSHUE HAa JMNUIBI IUIa3Mbl KPOBH, CHIKAI
cucronnueckoe aprepuanbHoe aasieHue (CA/l) u yMeHbIan BocaJieHHe.

B nccnenoBanusx Ha )KMBOTHBIX CEMArIyTH]I TOAABIISI Pa3BUTHE aTEPOCKIIEPO3a, TPEAYIPEK A
JaNbHENIee pa3BUTHE A0PTANBHBIX OJISIIEK U YMEHbIIAsl BOCTIaJIEHUE B OJISIIKaX.

dapmakogngamMuyeckue 3P HeKToI

Bce ¢apmakonuHamuyeckue HuCCleqoBaHMs ObLIM MpOBENEHBI mocie 12 Hemenb Tepanuu
(BKJIFOUAS TIEPUOJT YBEIIMYCHHUS J103bI) B pAaBHOBECHOM KOHIIEHTpauu cemarnytuaa | mr 1 pa3 B
HEJIEIIIO.

Yposenwv enuxemuu namowak u nocmnpaHOuanbHbI yposeHs 2NUKeMuu

CeMariyTu CHIKAaeT KOHIICHTPAIINIO TITFOKO3bl HATOMIAK M KOHIIEHTPAIUIO MTOCTIPAHIHATHHON
rimoko3sbl. [To cpaBHeHHto ¢ rutanebo Tepanus cemarayTuaom | mry nanuentoB ¢ CJ12 npuBoauia
K CHWKEHHIO KOHLIEHTPAIMH TIFOKO3bl C TOUKH 3pEHUs aOCOIIOTHOIO U3MEHEHHs OT MCXOHOTO
3Ha4YeHUs (MMOJIb/J) U OTHOCUTEJIBHOTO CHIXKEHUS 110 CpaBHEHHUIO ¢ Tu1ane6o (%) B OTHOLICHUU:
KOHIICHTpAIlMU TJIFOK03bI HaTomak (1,6 MMomns/n; 22 %); KOHIIEHTpAIIMU TIFOKO3bI yepe3 2 Jaca

nocie mnpuema mwmu (4,1 mmonw/n; 37 %); cpemHed CyTOYHOM KOHIIGHTPAIlMW TITFOKO3BI
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(1,7 mmomnb/m; 22 %) ¥ TOCTIPaHAUATBHBIX THKOB KOHHQ{TU‘&EEI; rJJFfOK];)g{lI %Elé ;'I-lI;HeMa'HI/ILHI/I

(0,6—1,1 mmoub/mm). CeMarmyTHl CHUXAJI KOHIEHTPAILIMIO TIIFOKO3bI HATOIIAK TOCJEC BBEICHHS
IIEPBOH J03BI.

Dyukyus bema-Kiemox nooHCeIy00UHOU JHcene3vl U CeKpeyusi UHCYIUHA

CemarnyTtua ynydmaet GpyHKIHIO OeTa-KJIETOK MOKeTy1I04HOi xene3bl. [locie BHyTpUBEeHHOTO
CTpyHHOro BBeIEHMS INIOKO3bl mamueHtaM ¢ CJ/I2 cemarimyTua IO CpaBHEHHIO C IL1anedo
yllydiiajg TEepBYyI0 M BTOPYIO (a3y HHCYJIMHOBOTO OTBETAa C TPEXKPAaTHBIM M JBYKPATHBIM
MOBBILIICHHEM, COOTBETCTBEHHO, U YBEIMUMBAJI MaKCUMAaJIbHYIO CEKPETOPHYIO aKTUBHOCTh OeTa-
KJIETOK TOJKENTyIOYHOM JKelle3bl MOocie TecTa CTUMYJAIMU apruHuHoMm. Kpome Toro, mo
CpaBHEHHMIO C IUIaIe0o0 Tepanus CeMariyTHIOM YBEITUYNBAaET KOHIICHTPALUU UHCYJTMHA HATOIIAK.
Cekpeyus enroxazona

CemMariyTua CHUXKAE€T KOHIIGHTPAI[MIO TJIOKAaroHa HATOIAK M IMOCTIpPaHIHAIbHYIO
KOHIIEHTpAaIMIO TirokaroHa. Y manueHtoB ¢ CJ/[2 cemariyTuj mpUBOIUT K OTHOCUTEIHLHOMY
CHIDKEHHUIO KOHIIEHTpAIMH TJIFOKaroHa Mo CPaBHEHUIO C Iuiane0o0: KOHIEHTpAIMH TIIFOKaroHa
Hatomak (8—21 %), mocrrnpanguanbHOTO TIIF0KaroHoBoro oreeta (14—15 %) u cpeaneit cyrounoun
KOHIIEHTpaluu riokarona (12 %).

I'noko303asucumas cexpeyuss UHCYIUHA U 2TH0KO303A8UCUMAS CEKpeyUsl 2NII0KA20HA

CemariyTu CHMXall BBICOKYIO KOHIICHTPALMIO TJIIOKO3BI B KPOBH, CTUMYJHPYS CEKpPEIHIO
MHCYJIMHA ¥ CHIKAsi CEKPEIHIO TITFOKAroHa rIIF0K0303aBUCHMBIM crtoco0oM. CKOpOCTh CEKpenuu
WHCYJIMHA TI0CJe BBeleHusl cemariaytuaa mauuentam ¢ CJ[2 Obuia comocTaBUMa ¢ TaKOBOH y
3JI0pOBBIX JOOPOBOJIBIIEB.

Bo Bpemst HHAYIIMPOBAHHOW TUMIOTJIMKEMUH CEMATTyTH]I 10 CPABHEHUIO C IUIae00 He M3MEHsUT
KOHTPPETYJISITOPHBIA OTBET TOBBIMICHHSI KOHIEHTPAIMK TIIOKAaroHa, a TaKXke He YCyryOusin
CHIDKeHHe KoHIeHTpauuu C-nientuaa y nanueHToB ¢ CJ12.

Onopooicrenue sicenyoka

CeMmariyTu BbBI3BIBAJ HEOONBIIYIO 3aEPKKy PpPaHHETO IOCTIPAHIUAIBHOTO OMOPOXHEHUS
JKeIyJIKa, TeM CaMbIM CHUKasi CKOPOCTh TIOCTYIIICHHUS TIOCTIPAHINAIBHOM TITIOKO3EI B KPOBb.
Macca mena u cocmas mena

HabGnronanoce Gosnbliiee CHUKEHUE MAcChl Tela MU MPUMEHEHHH ceMariyTHAa [0 CPAaBHEHUIO C
M3yYEeHHBIMH TIperapaTaMy CpaBHEHHS (T1ane00, CUTATTUIITHHOM, SKCEHATHIOM 3aMeJICHHOTO
BbICBOOOXKIeHUS (3B), AynarayTuoM M WHCYJIMHOM Tlapru) (cM. moapasnen «Knuauueckas
3pPeKTUBHOCTh U Oe3omacHOCTbY»). lloTeps Macchl Tena HpU HPUMEHEHUH CeMariyTHaa
IPOMCXOWIIa TPEUMYIIECTBEHHO 3a CUeT MOTEepH >KUPOBOW TKAaHH, NMPEBBIIIAIOIIEH MOTEPIO
MBIIIEYHON MacChl B 3 pasza.

Annemum, nompebnenue Kanopuil u b100p NPOOYKMO8 NUMAHUSL
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nocyeoBarenbHpix npuemoB numy ad libitum. DTtomy crocoOCTBOBaM CTHMYJIHPOBAHHBIC
CEeMariyTUJ0M TMOJIaBJICHHUE allleTUTa KaK HATOIIAK, TaK W MOCJE MpUeMa MUIIH, YIyUYIICHHbINA
KOHTPOJIb MOTPeOJICHUs MUIIH, Oclla0JieHne TATH K elle, OCOOCHHO C BBICOKUM COJEp>KaHUEM
KUPOB.

Jlunuovl Hamowax u nocmnpanouanbHvle TUNUObL

[To cpaBHEeHHIO ¢ TIae00 ceMariayTH]l CHIDKAI KOHIEHTPALUK TPUTIIUIEPHUIOB B XOJECTepUHA
JUNONPOTEenHOB oueHb HU3KoM moTHocTH (JITTOHIT) Hatomak Ha 12 % u 21 %, cooTBETCTBEHHO.
[TocTnpanananbHOE yBEIWYEHUE KOHILEHTpAuu TpuriauuepuaoB u xojnecrtepuna JITIOHIT B
OTBET Ha IIPHUEM MUK C BEICOKHM COJICP)KaHUEM KXUPOB CHU3MIIOCH Oosee ueM Ha 40 %.
Dnekmpoguzuonozus cepoya (3Dc)

JeiicTBue cemarnyTuja Ha MPOLECC PEHospHu3ali B Cepaue ObUI0 MPOTECTUPOBAHO B
uccienopannu DDc.

[Ipumenenue cemariayTuaa B J03aX, MPEBHIIAIONIUX TeparneBTHUYECKUe (B PaBHOBECHOU
KOHIIEHTpAIWu JI0 1,5 Mr), He IPUBOIWIO K Y/UTHHEHUIO CKOppeKTHpoBaHHOTO nHTepBana QT.

Kinnanueckas 3¢ dekTUBHOCTE U 0€301aCHOCTh

Kak yiydmenue rimmkeMuyeckoro KOHTpois, Tak 1 cHuxkeHnue CC 3a001eBaeMOCTH U CMEPTHOCTH
SIBJISIFOTCST HEOTheMJIeMOM JacThio JieueHus CJ12.

D¢ dexkTuBHOCT, M 0E30MACHOCTH cemMartyTHaa B qo3ax 0,5 Mr u 1 Mr OIeHMBAJIKCh B IIECTH
paHaoMu3upoBaHHbIX KOHTpoiupyeMblx KU 3a ¢assl. 13 Hux nare KM B kauecTBe OCHOBHOM
HeNu OueHUBaIM 3(PQPEeKTUBHOCTh TIIMKEMHUYECKOT0 KOHTpOJIsi, B TO BpeMs Kak ojnHo KU
olieHUBaJI0 B kKayecTBe ocHOBHOM 1enu CC ucxoxa. B nononmnenue Obutu mposeneHbl na KU
cemarytuaa 3 (as3bl ¢ ydacTHEM SITTOHCKUX MAIMEHTOB.

B nononnenune Obuto mpoBeneHO uccienoBaHue 3b ¢asbl ans cpaBHEHHS 3PHEKTUBHOCTH U
6e30macHOCTH ceMaraytuaa B go3ax 0,5 mr u 1 Mr onuH pa3 B Hezento ¢ aynaraytuaom 0,75 mr
u 1,5 Mr oguH pa3 B Helento, COOTBETCTBeHHO. Takxke Obuto mposeaeHo KU 3b ¢assl ¢ nensio
n3ydeHust 3PQPEeKTUBHOCTH U 0€30MaCHOCTH CEeMarylyTH/Aa B KauecTBE JIOMOJHEHHS K JIEUEHUIO
UHTUOMTOPOM HATPUI3aBUCHUMOTO NEepeHocunKa ritoko3sl 2 tuna (SGLT2).

Tepamnus cemariayTHIoM IPOJEMOHCTPUPOBAJIA YCTOMYMUBBIE, CTATUCTUYECKH MTPEBOCXOIAIINE U
KJIIMHUYECKH 3HAYUMBbIe yyulieHus nokasarenst HbAic u cHr»keHue Macchl Tesna Ha CpoK A0 2 JIeT
[0 CPAaBHEHHUIO C IUIale00 M JICYEHHEM C aKTUBHBIM KOHTPOJEM (CUTArJIMIITUHOM, UHCYJIMHOM
[JIapruH, sKceHaTtuoM 3B u aynarmyTtuaom).

Bo3spact, nos, paca, 3THUUYECKass MPUHAJIEKHOCTb, UCXOIHbIE 3HAYEHMsI MHJEKCAa MAaccChl Tela
(MMT) u maccel tena (kr), anutenbHocTh C/] U modyeuHass HEJOCTaTOUHOCTh HE MOBIIMSAIU Ha

3¢ (HEeKTUBHOCTh CEMArIyTUAA.
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COOTBETC TEn'ET SKCTNEPTHOMY OTYETY

[0 CPaBHEHHWIO C WHCYJIWHOM acmapt, o0a B KauecTBE JOMOJHEHUS K MeTQOopMHUH U
ONTUMU3UPOBAHHON Tepanuu uHcyauHoM rinaprud 100 E/T.

Monomepanus

Momnotepanus ceMaraytuaom B no3ax 0,5 mr u 1 mr 1 pa3 B Henento B Teuenue 30 Henelb 1O
CpaBHEHMIO C IUIae0o MpuBeNla K CTaTUCTUYECKH Oosiee 3HAYMMOMY CHIDKEHHIO IOKa3aTesen
HbA1c (-1,5%, -1,6 % mnpotuB 0 %, COOTBETCTBEHHO), MIOKO3bI Ia3mbl HaTomiak (I'TTH)
(-2,5 mmoas/i1, -2,3 Mmoab/n ipotuB -0,6 MMOJIB/JI, COOTBETCTBEHHO) M Macchl Tena (-3,7 Kr,
-4,5 xr npoTtuB -1,0 Kr, COOTBETCTBEHHO).

Cemaznymuo no cpaguenuro ¢ cumaziunmunom, ooa 6 komounayuu ¢ 1—2 [I'TTI (memgpopmurom
u/unu npenapamamu 2pynnvl Mua3onuoOUHOUOHA)

Tepanus cemarnytugom 0,5 Mr u 1 mr 1 pa3 B Henento B TeueHue 56 HeAenb MO CPABHEHUIO C
CUTArJUNTHHOM TIpUBEJa K YCTOMUYMBOMY M CTaTUCTUYECKH Ooyiee 3HAYMMOMY CHMKEHUIO
nokazareneir HbAic (-1,3 %, -1,6 % mporus -0,5%, coorsercrBenno), I'TTH (-2,1 mmoms/m,
-2,6 Mmmonb/n ipoTtuB -1,1 MMOITB/, COOTBETCTBEHHO) M Macchl tena (-4,3 kr, -6,1 kxr mpoTus
-1,9 kr, coorBercTBeHHO). Tepamus cemarmytugoM 0,5Mr uw 1 Mr mno cpaBHEHHIO C
CUTArJIMITUHOM 3HauuTenbHO cHukana CAJl or ucxomHoro 3HaueHuss B 132,6 MM pT.CT.
(-5,1 mm pt.cT., -5,6 MM pT.CT. TpOTHB -2,3 MM PT.CT., COOTBETCTBEHHO). 3MeHEeHHUM
nuacrommueckoro AJl (IAJl) He mpoucxoauio.

Cemaznymuo no cpagnenuio ¢ Oyniaznymuoom, 06a 8 KOMOUHAyuUu ¢ Mem@opmMuHom

Tepanus cemarmytunom 0,5 mr o cpaBHeHuto ¢ aynarnytuaom 0,75 mr, o6a 1 pa3 B Hexento Ha
npoTsokeHnn 40 HeJelb, MpUBeia K YCTOMYUBOMY H CTATHCTUICCKH MTPEBOCXOIAIEMY CHIDKEHHUIO
nokazareseit HbA1c (-1,5 % npotus -1,1 %), I'TTH (-2,2 Mmmoub/i ipoTs -1,9 MMOJIB/IT) ¥ MacChl
tena (-4,6 Kr mpoTuB -2,3 Kr'), COOTBETCTBEHHO.

Tepamnus cemarnyTuaoMm 1 Mr mo cpaBHeHHUIo ¢ aynarinyTuaom 1,5 mr, 06a 1 pa3 B Henmenro Ha
npoTsokeHnn 40 Heelb, MPUBETa K YCTOMYUBOMY H CTATHCTUICCKH MTPEBOCXOISAIEMY CHIDKEHHUTO
nokazareneit HbA1c (-1,8 % npotus -1,4 %), I'TIH (-2,8 MMOJIb/1T IPOTHB -2,2 MMOJIB/JT) K MacChl
tena (-6,5 kr mpotus -3,0 Kr), COOTBETCTBEHHO.

Cemaznymuo no cpasnenuio ¢ sxcenamudom 3B, oba 6 xkombOunayuu ¢ memgopmunom uiu
Mem@OopMUHOM COBMECIHO C NPOUBOOHBIM CYIbHOHUIMOYEBUHDL

Tepanus cemarnyTtunom 1 mr 1 pa3 B Hedento Ha MPOTSDKEHUU 56 HeENENb MO CPaBHEHHUIO C
skceHaTuaoM 3B 2,0 Mr mpuBena K yCTORYMBOMY U CTATUCTUYECKH OOJIee 3HAUNMOMY CHIKEHUIO
nokazareneit HbA1c (-1,5 % nportus -0,9 %), I'TIH (-2,8 mmosb/1 npoTus -2,0 MMOJIB/JT) U MacChl

tena (-5,6 kr mpotus -1,9 Kr), COOTBETCTBEHHO.
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COOTBETC TEI YET SKCTNEPTHOMY OTYETY

(MonOmepanus Mem@opMUHOM Ui MEMPOPMUH C NPOUZBOOHBIM CYIbHOHUIMOUEBUHDL)
Tepanus cemarsytuaoMm B ao3ax 0,5 Mr u 1 mr 1 pa3 B HEAENIIO MO CPaBHEHUIO C MHCYJIMHOM
raprud B TeueHue 30 Helenb MpHUBENa K CTAaTHUCTUYECKU OoJiee 3HAYMMOMY CHIDKEHUIO
nokazareneir HbAc(-1,2 %, -1,6 % mpotus -0,8 %, coorBercTBeHHO) M Macchl Tena (-3,5 kr,
-5,2 kr npotuB +1,2 KT, COOTBETCTBEHHO).

Cumxkenue nokaszarens ['TIH 6buto cratuctudecku 0oliee 3HAYMMBIM JIJIS ceMariyTuaa | mMr mo
CPaBHCHHMIO C WHCYJIWHOM TnapruH (-2,7 Mmonbw/n mpotuB -2,1 mmonb/i). He HaGmromanock
CTaTUCTHYECKU OoJiee 3HaumMoe cHIbkeHue mokasarens [TIH mis cemarmytuma 0,5 mr
(-2,0 MMoJIB/1T TIPOTHB -2,1 MMOJIB/).

Jlos1sl MalMEHTOB, Y KOTOPBIX HAONIOMAINCh TsKEIbIe WM MOATBEpKIAcHHBIC (<3,1 MMOJIB/M)
AMH30/bl THIIOTIMKEMUH, ObUla HIDKE Tpu mnpuMeHennn cemarnytuaa 05 vr (4,4 %) u
cemariytuaa 1 mr (5,6 %) o cpaBHeHuto ¢ uHCyIuHOM riaprut (10,6 %).

Bonbie manuentoB gocturim mokasatens HbAic <7 % 06e3 TsKeabIX WM IMOATBEPIKICHHBIX
AMIU30/10B TUIIOTIMKEeMUU U 6e3 HaOopa Beca mpu npumeHeHuu cemaraytuga 0,5 mr (47 %) u
cemariytuna 1 mr (64 %) o cpaBHeHHIO ¢ HHCYJIMHOM riapruH (16 %).

Cemaznymuo no cpaguenuto ¢ niaye6o, 06a 8 KOMOUHayUU ¢ 6A3ATLHLIM UHCYIUHOM

Tepanust cemariytuaoM B 1o03ax 0,5 Mr u 1 Mr mo cpaBHeHHIO ¢ iane6o B TeueHue 30 Helenb
npuBeia K CTaTHCTHYECKH Ooyiee 3HAUYMMOMY CHWKeHHio mokaszarened HDAi. (-1,4 %,
-1,8% mporuB -0,1%, coorBerctBenno), I[TIH (-1,6 mmone/n, -2,4 MMOIIB/T  TIPOTHUB
-0,5 MMOJIB/JT, COOTBETCTBEHHO) B Macchl Tena (-3,7 kr, -6,4 Kr npotus -1,4 KT, COOTBETCTBEHHO).
YacrtoTa TSOKENbIX WIM TOATBEPXKICHHBIX OMU30/I0B THUIOTJIMKEMUU CYIIECTBEHHO HE
pa3iuyanach IpU TPUMEHEHUW ceMarfnyTujaa u Iuiane6o. J(ons manueHToB ¢ ToKazaTelieM
HbA . < 8 % Ha CKpUHHUHTE, COOOMIMBINNX O THKENBIX WM MOATBEPKACHHBIX (<3,1 MMOIIB/1)
AMU30/1aX TUITOTJIUKEMHUH, ObLIA BEINIC MTPU MPUMEHEHUHU CEMarIyTHIA TI0 CPAaBHEHUIO C TUTAIe00
U COMOCTaBMMAa Yy TIAIMEHTOB ¢ rmokaszareneM HbA . >8 % Ha ckpuHHHTE.

Cemaznymuo no cpasnenuto ¢ niaye6o 6 kavecmee 0onoanenus Kk mepanuu uneuoumopom SGLT2
(6 Kauecmee MoHomepanuu uiu 8 KOMOUHAyUU C NPOUIBOOHBIM CYIbHOHUIMOYEBUHBL UTU
Memeopmurom)

Tepamus cemarayTuaoM B J03€ | M pa3 B HENENIO B KadyecTBE JOMOJHEHUS K Tepanuu
uaruoutopom SGLT2 (B kadecTBe MOHOTEpanuyd WIM B KOMOMHAIIMK C TIPOU3BOIAHBIM
CyJIb(POHMIMOYEBHUHBI I MET(HOPMUHOM) 110 CPAaBHEHHIO C MIae0o0 pa3 B HeAeo B TeueHue 30
HeJlellb TMPHUBEIa K CTATUCTUYECKU 3HAYMMOMY CHIDKeHHI0 mokaszareneit HbA e (-1,5 % npotus
-0,1 %, cootBercTBenHO), ['TIH (-2,2 MMoIb/1 ipoTuB 0 MMOJITB/T, COOTBETCTBEHHO) U MAaCChI TeJia

(-4,7 xr mpotuB -0,9 KT, COOTBETCTBEHHO).
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COOTBETCTBYET SKCTIEPTHOMY OTYETY

UHCYTIUHOM 2NIAPSUH 8 KOMOUHAYUU C MEMDOPMUHOM

B 52-nenenpHoe oTkpsiToe KU Obi10 pangomusupoBaHo 1748 mamueHToB B cooTHomeHuu 1:1 ¢
HeaJekBaTHO KoHTposupyeMmbiM CJI2 mocne 12-HeaenbHOro mOArOTOBUTENIBHOIO NEPHOJA HA
Tepanuyu WHCYJIWHOM IJIAPTMH U MEeTPOpMUHOM Jyis npuMeHeHus cemariytuaa (0,5 mr, nubo
1,0 mr) 1 pa3 B HeAemO WM UHCYJIMHA acnapT 3 pas3a B CyTKH. BKItou€HHas MOMyJsIus nMena
CPEIHIOI TMPOJIOJDKUTEIBHOCTh auabera 13,4 roma m cpemnuii mokasarens HbAlc 8,6 % c
neneBbIM nokasareneM HbAlc 6,5-7,5 %.

Ha 52-i1 nenene nokasarenb HbA1c cHusuics Ha 1,5 % npu npumenenuu cemarayTtuaa u Ha 1,2 %
Ha Tepanuy UHCYJIMHOM acmaprT.

KonruecTBo 3MU30710B THKENBIX TUMOTIMKEMUN B 00EMX Ipynmnax Tepanuud ObUto HU3KUM (4
AMU30/1a IPU MPUMEHEHUH CEeMariyTHIa U 7 3MH130/10B Ha Teparuy WHCYJIMH acrapT).

Cpennsisi ucxofHas macca Tena CHuU3WiIack Ha 4,1 Kr OpU NpPUMEHEHUU CceMariyTujaa u
yBenMumiIach Ha 2,8 KI Ha Tepanmud HMHCYJIMHOM acmapT, a pacueTHas pa3HHUIla B JICYCHHUH
cocraBmuia -6,99 xr (95 % AU ot -7,41 no -6,57) na 52-ii nenene.

Kombunayus ¢ monomepanueii npou3sgo0HbIM CYlbOOHUIMOYEBUHDL

Ha 30-i1 nenene KU (cm. pasnen 5.1., moapazaen «Onenka Bnusaus Ha CCCy) Obl1a Mpou3BeieHa
OIICHKa MOATpYMIbl W3 123 manueHToB, HAXOASIIMXCS HAa MOHOTEPANUU MPOU3BOAHBIM
cyabponmnmoueBunsl. Ha 30-it Henene mokasatens HOA . causuics Ha 1,6 % u Ha 1,5 % npu
IPUMEHEHUHU ceMariyTtuia B 1o3ax 0,5 Mr u 1 mr, cooTBeTCTBEHHO, U yBenuuuics Ha 0,1 % npu
NPUMEHEHUH Tu1anedo.

Kombunayus c npeosapumenvro cmewantvim uncyiunom = 1 -2 IIT'TTI

Ha 30-ii nenene KU (cM. paznen 5.1., nonpasaen «Ouenka Baustaus Ha CCCy») Obl1a mpou3BeieHa
OIICHKA MOATPYMIILI U3 867 MAIMEeHTOB, HAXOASIIMNXCS Ha TEPANUU IPEIBAPUTEIHLHO CMEIIaHHBIM
UHCYJIUHOM (B KoMOuHarmu i 6e3 2-x [II'TTT). Ha 30-ii nenene nmoka3zarens HbA | cHusmiics Ha
1,3% u nma 1,8 % npu npuMeHeHun ceMariaytuaa B jgo3ax 0,5 Mr u 1 Mr, COOTBETCTBEHHO, U
causmics Ha 0,4 % npu mpuMeHeHUH 1u1areoo.

CooTHOIICHUE MAITMEHTOB, JOCTUTTIIMX 11€JICBOT0 CHMKCHHUS MOKA3aTENs HbAlc

Jo 79 % mnanueHTOB [JOCTUINIM 1ieJedl JIeYeHUS B OTHOIIEHWH CHIDKEHMs IOKa3aTens
HbAc <7 %, u mons Takux MAalMEHTOB Oblla 3HAYMUTEILHO OOJBINE TPH MPUMEHCHHU
ceMarylyTuja 10 CpPaBHEHHMIO C NallMeHTaMM, MOJYYaBIIUMH CUTArJMITUH, SKceHatu] 3B,
WHCYJIMH TJIapTHH, AyJarayTUa U mianeto.

JloJist manuenToB, qocTurmmx nokaszarens HbA . Mmenee 7 % 6e3 TSKebIX HITH TOATBEPKICHHBIX
AMU30/10B TUNOIIMKEMUH U 0e3 Habopa Beca, Oblla 3HAUMUTENBHO OOJIbIIE MPHU MPHUMEHEHUU

cemarnytuga B go3ax 0,5wmr m 1wmr (mo 66 u 74 %, COOTBETCTBEHHO) IO CPaBHEHHUIO C
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(16 %), nynarnytun 0,75 mr (44 %) u nynaraytuf 1,5 mr (58 %).

Macca Tena

Monotepanusa cemarnytuaoM 1 Mr win Tepanuss B KOMOMHAaUMU ¢ 1—2 neKkapcTBEHHBIMU
npernapaTaMi MNPUBOAMIA K CTaTHUCTUYECKH OOJBIIEMY CHHKEHHIO Macchl Tena (moreps
cocTaBisia 1o 6,5 Kr) 0 CpaBHEHUIO C Tepamuel mianedo, CUTarIuNTHHOM, SKCeHaTu oM 3B,
WHCYJMHOM TJIAPTHH WU AynarayTuaoM. CHIDKEHHE MacChl Tella ObLJI0 YCTOWYMBBIM Ha CPOK JIO
2-X JIeT.

[Tocne omHoOrO roga Tepamuu MoTepu Maccel > 5 % u > 10 % mocturino Oonbliee KOTMIECTBO
MalKeHTOB, nojydaBmux cemarmytun 0,5 mr (46 % u 13 %) u 1 mr (mo 62 % u 24 %), no
CPaBHEHHUIO C MAllMEHTaMH, HAXOJAUBUIUMHUCS HAa TE€panuu aKTUBHBIMH IMpernapaTamMu CpaBHEHUS
CHUTArJIMITHHOM M dKceHaTuaoM 3B (10 18 % u 10 4 %).

B KU pnurensHOCTBIO 40 Henenb motepu Macchl > 5 % u > 10 % aocturio 6oJibiiee KOJTHIeCTBO
MalKeHToB, noiydyaBmux cemarinytun 0,5 mr (44 % u 14 %), no cpaBHEHUIO C TALIMEHTAMH,
nony4aBimumu aynarnytug 0,75 mr (23 % u 3 %). Ilorepu maccel > 5% u > 10 % nocturio
Oosbllee KOJIMYECTBO MAIlMEHTOB, Moiy4yaBmux cemarnytun 1 mr (mo 63 % u 27 %), mo
CPaBHEHHIO C MAMEHTAMH, ToTydaBiuMu ayaariaytus 1,5 mr (30 % u 8 %).

B CC KU notepu maccel tena > 5 % u > 10 % mocturio Goiblee KOJIMYECTBO IMAIMEHTOB,
nosydaBmux cemariytua 0,5 mr (36% u 13 %) u 1mr (47 % u 20 %), no cpaBHEHUIO C
nanyMeHTaMu, morydaBmumu iae6o 0,5 mr (18 % u 6 %) u 1 mr (19 % u 7 %).

I'TTH u nocmnpanouanvHoe ygenuuerue KOHYeHmpayuu 2ioKo3sl

Bo BpeMms Bcex Tpex eXeIHEBHbIX NpueMoB mnuuy cemarnytua 0,5 Mr m 1 mr mnokasan
3HAUYMTENIbHOE CHMXeHue KoHteHTparuu ['TIH 1o 2,8 MMonb/n 1 CHU>KEHHE TTOCTIPaHIHAILHOTO
MPUPOCTAa KOHIIEHTPAIMK TIIOKO3bI 10 1,2 MMOJB/T (pa3HuIla MKy 3HAUYEHUSMHU JI0 U TOCIe
eJ1bl, TIOJTyYCHHAs MTOCIIe TPEX MPUEMOB MUIIK) (B TOMOJHEHUE M. pasaen 5.1.).

Dyukyus bema-kiemox nooHCeay00UHOU Hcene3vl U UHCYTUHOPEIUCEHMHOCb

B xone tepanuu cemarmytugom 0,5 mr u 1 Mr mpousonnio yiaydiieHue GyHKIUA OeTa-KIeTOK
MO/KEITyI0YHOM Kele3bl U yMEHBUIEHHWE HWHCYJIUHOPE3UCTEHTHOCTH, YTO MOATBEPKIAETCS
OLIEHKOI roMeocTaTHUeCKUX Mojenelt pyHKIuN O0eTa-KIeTOK Mo uKeny0uHo xene3sl (HOMA-
B) u uncynunopesucrentHoctr (HOMA-IR) (B nonosHenue cM. paszaen 5.1.).

Jlunuovt

Bo Bpems KU cemarnytunaa HaOmMr0anoch yiydiieHHe Mpoduis JTUMHAOB KPOBH HATOIIAK,
NPEUMYIIECTBEHHO B TPYIIIIE, MOJyyaBIiei 103y | mMr (B JomojHeHHEe cM. paznen 5.1.).

Ouenka Bausiaus Ha CCC
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COOTBETCTBYET SKCTIEPTHOMY OTYETY

mmTenbHoCThI0 104 Henenu Ha nomydenue cemarnytuna 0,5 mr unu 1 mr 1 pa3 B Henento, Tu60
wiane6o 0,5 Mr unu 1 Mr B gomosiHeHue K craHaapTtHoil Tepanuun CC 3a0oneBaHMii B TeUCHUE
MOCTEAYIOIIUX JIBYX JIET.

Tepamnus ceMariiyTHI0M MpHUBEa K CHIKEHUIO Ha 26 % pucka NepBUYHOTO KOMOMHUPOBAHHOTO
uCcXoja, BKItouaromiero cMepth no npuunHe CC matonoruu, wHpapkt muokapaa (MM) 6e3
CMEpTENBHOI0 MCXOAa M HMHCYJIBT 0€3 CMepTEIbHOro mcxonaa. B mepByio odepens 3TO ObLIO
00yCIIOBJICHO 3HAYMTEIbHBIM YMEHBIIEHUEM 4YacTOThl HHCYJbTa 0€3 CMEepTeNIbHOTO HCX0j1a
(39 %) u He3HAYMTENILHBIM YMEHbIIIeHHeM YyacToThl UM 0e3 cmepTenbHoro ucxonaa (26 %), Ho 6e3
M3MEHEHUH B yacToTe cMepTH 1o npuunHe CC naTtosioruu.

3HAaYUTENBHO CHU3UJIICS PUCK PEBACKYJISIPU3ALMU MUOKapa UIH epu(epruuecKux apTepui, B TO
BpeMsl KaK pHUCK HeCTaOWJIbHOM CTEHOKapauu, TpeOyromeld ToCIUTaIu3alul, W PHUCK
TOCMUTATHU3AINH 110 PUYHHE CepAeYHON HEAOCTATOYHOCTH CHU3WIMCHh HE3HAYUTENBHO.
MUKpOIMPKYIATOPHBIE MCXOMAbI BKJIIOYAIH B ce0si 158 HOBBIX WIIM yXyIIIMBIIUXCS CIIydacB
Heppomatuu. OTHOCUTENBHBIA PUCK B OTHOIICHHHM BPEMEHHU JI0 BO3HUKHOBEHHS HeppomaTuu
(HOBBIE Clly4ad pa3BUTHS MEPCUCTUPYIOUIEH MaKpoaTbOyMUHYpPUH, IEPCUCTUPYIOLIEE YIBOCHHE
CBIBOPOTOYHOI KOHILIEHTPALlUU KPEaTMHHHA, HEOOXOAMMOCTh B TMOCTOSHHOM 3aMECTUTEIbHOMN
MIOYEYHOH Tepaluu U CMEPTh MO0 IpUuyuHe 0osie3HH 1odek) cocrasui 0,64.

B nononnenue k crannaptHoit Tepanuu CC 3a0osieBaHuii Tepamnus ceMarayTuiom B 1o3ax 0,5 mr
u 1 mMr o cpaBHenwuto ¢ mianedo 0,5 mr u 1 mr B Teuenue 104 Hepens npuBena K 3HAYUTETLHOMY
U YCTOMYUBOMY CHIDKCHHUIO OT MCXOAHBIX 3HaYeHuit mokazarens HbA ¢ (-1,1 % u -1,4 % npotus
-0,4 % wu -0,4 %, COOTBETCTBEHHO).

ApreprajbHOE JaBICHUE

Habmronanocs 3HauntensHoe cHmkenue cpeanero CAJl npu mpumenenuu cemarmytuaa 0,5 mr
(3,5-5,1 mm pr.cT.) u cemarnytun | mr (5,4—7,3 mm pr.cT.) B komOunaiuu c¢ [ITTIT wunum
0azanpHBIM MHCYTMHOM. He oTMeuanoch 3HAaUMTENbHON pa3HUIlKI 110 nokazaTessiM JIAJ] mexay
CEeManIyTUJOM M MperapaTaMu CPaBHEHUS.

5.2 ®apmakoKHHeTHYECKHE CBOHCTBA

[Tepuoxa momyBBIBECHHS CEMArTyTUAA, PaBHBINA MPUOTU3UTENBHO | Hemene, qenaeT BO3MOKHBIM
pexuM 103upoBaHus npenapara MHacyaaiis | pas B Henento.

AOGcopOnus

Bpewms noctuxenus Cmax B T1a3Me cocTaBmiio OoT 1 10 3 aHel mocie BBeeHHUs J103bl Ipernapara.
PaBHoBecHass konmeHntpamus mpemapata (AUCy24) nocturamacek cmyctss 4—5 Henenb

OJIHOKPAaTHOTO €XKEHEJEeNbHOro MpUMeHeHus npemnapara. [locne m/k BBeneHus cemariyTuia B
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COCTaBHIIM OKO0JIO 16 HMOIIB/T ¥ 30 HMOJIB/JI, COOTBETCTBEHHO.

Oxcno3unms A 103 cemaraytuaa 0,5 mr u 1 Mr yBennuuBaeTcst IpONOPLUUOHAIBLHO BBEACHHON

Jo3e.

[Tpu 1/ BBeZACHUH CEMariyTH/Ia B IEPEIHIO0 OPIOIIHYIO CTEHKY, OeIpO WIIH IJIEUO JOCTUTAeTCs

CXoaHasA 3KCIIO3UIIHA.

AOGcomoTHas OMOJOCTYITHOCTh CEMarIyTHAA MOCIe TI/K BBeeHus coctaBuia 89 %.

Pacopenenenue

Cpennuii 00beM pacrpeie/IieHHs] CeMariyTh/ia B TKaHAX Mociie /K BBeneHus nanuentam ¢ CJ12

COCTaBUJI MPUOIHM3UTENHHO 12,5 I1.

CeMariayTua B 3HAUUTEIBHOM CTETICHU CBSI3bIBACTCS ¢ AJIbOYMHUHOM IUTa3Mbl KpOoBH (> 99 %0).

BI/IOTDaHCd)ODMaHI/IH

Cewmar JIYTUJ MCT8.6OJ'II/I3I/IpyeTC$I IMOoCpCACTBOM

IIPOTCOIUTUYCCKOI'O PACIICIIICHUA HGHTHI[HOﬁ

OCHOBBI O€JIKa 1 MOCIEeIYIONMEro OeTa-OKHCICHUS JKUPHON KHCIOTH OOKOBOH IIETIH.

DIMMUHALIUA

KKT 1 oYk sSIBASAIOTCS OCHOBHBIMH IMyTAMU BBIBCACHHUA CEMArjyTuJia u €ro MeTa00IUTOB. 2/3

BBC,I[GHHOI71 A03bI CEMarityTua BbIBOAUTCS ITIOUYKAMU, 1/3 — 4Cpe3 KUIICYHHK.

[Tpubnu3utensHo 3 % OT BBEACHHOM 03Bl

ceMariytuaa.

BbIBOJUTCA IIOYKaAaMH B BHJAC HCEU3MCHCHHOI'O

VY manuentoB ¢ CJI2 kmupenc cemarmytuaa coctaBui okono 0,05 m/4. C sIMMUHALIMOHHBIM

NnepruoaoM IIOJIYBBIBCACHUSA TTPUMEPHO 1 HEACIA CeMarilyThuna 6y,HeT MNPpUCYTCTBOBATL B O6H.I€M

KPOBOTOKE B T€UCHHE MPUOTUZUTETHHO S HEeb MOCTe BBEICHUS MOCIEIHEH 10361 ITpenapara.

CDaDMaKOKI/IHeTI/IKa A 0CO0BIX T'pVYIIII ITAITMCHTOB

He TtpeGyercs KoppeKIuu 103bI ceMariyTHaa

STHUYECKON MPUHAIIEKHOCTH, MACCHI
HEJ0CTaTOYHOCTH.
Bospacm

Tena,

B 3aBUCUMOCTH OT BO3pacTa, II0Jia, pac0B0171 u

HAJIW4YMS ITIOYEYHOM MM II€YEHOYHOM

Ha ocHoBanuu JaHHBIX, IIOJIYYCHHBIX B XO0€ KU 3a (1)3.3]31, BKJIIOYaBIIUX IMAIITUCHTOB B BO3PAaCTEC

ot 20 1o 86 net, MoKa3zaHo, YTO BO3PACT HE BIMI Ha (DapMAaKOKHHETHKY CeMariyTHU/a.

Ilon

[Ton He BnusAN Ha papMaKOKMHETUKY CEMAariIyTH
Paca

Paca (eBpomeonnHas,
(bapMaKOKMHETHKY CeMariyTH/a.

Dmuuveckas NPUHAOIeHCHOCHb

HErponaHas WA a(praMCpI/IKaHCKaH,

na.

aSI/IaTCI(aH) HC BJiIHdJIa Ha

39




COOTBETCTBYET 3KCMEPTHOMY OTUETY

Rt 75 M= 5178

i
OT 22 UL LULD

OTHUYeCKas MPUHAAJICKHOCTh (JIaTHHOAMEp¥ KaHCKaﬂﬂ HE IJ:ZJ‘H/I’HE ngﬂ I:$lcu)1\71 KOKI/IHCTI/IKV

CeMariyTUaa.
Macca mena
Macca Tena Biusiia Ha SKCIO3HIMIO ceMariyTuaa. boiee Bricokast Macca Tena mpuBOIUT K Ooliee
HU3KOH sKkcro3unuu. J{o3bl cemarimytuaa, paBabie 0,5 mr u 1 mMr, obecrneunBaroT JOCTATOYHYIO
AKCIIO3MIIUIO TIpenapara B auana3zone maccol Tena ot 40 qo 198 kr.
Iloueunas nedocmamounocmo
[Toueynass HEAOCTATOYHOCTH HE OKa3blBaJla KJIMHUYECKW 3HauuMoro odddexra Ha
(bapMaKOKMHETHKY CeMariyTuAa. JTO ObUIO MOKa3aHO y MAIMEHTOB C PA3JIMYHOW CTENEHBIO
MOYEYHON HEIOCTATOUYHOCTHU (JIETKOM, CpefHeH, TSKENOoM WM Yy MAlMEHTOB, HaXOISIIMXCS Ha
JUAJIA3€) M0 CPaBHCHUIO C IMAIMEHTAMU C HOPMAIBbHON (YHKIMEH TIOYeK B HCCIICIOBAHUU
OJIHOKpAaTHOM 103bl cemarityTuaa paBHoi 0,5 mMr. DTo Takke ObUIO MOKAa3aHO HA OCHOBAHUU
nmanHeix KW 3a daszer mia nmanmentoB ¢ CJ/I2 ¥ mo4eyHOU HEZOCTATOYHOCTBIO, XOTS OMBIT
MPUMCHEHHUS y IMAIIMEHTOB C TEPMHUHAIBLHOM CTaauel 3a00JIeBaHUS MTOYEK ObLIT OTPaHUYCH.
Ilevenounas neoocmamounocmo
[leyeHOUHAs HETOCTATOUYHOCTD HE BIUsJIA HA SKCIO3ULIMIO CEMariayTH/A.
PapMaKOKMHETUYECKUE CBOMCTBA CEMariayTHAa OLCHUBAJIUCh B XOAE€ HCCIEAOBaHUS
OJIHOKPAaTHOM J03bl ceMariayTuja, paBHoW 0,5 Mr, y MalMEHTOB C pPa3JIMYHON CTENEHBIO
[IEYCHOYHON HEJO0CTAaTOYHOCTU (JIETKOHM, CpeAHEH, TsAXKelol) MO CPaBHEHUIO C HAlMEHTaMU C
HOpMaIbHOU (DYHKIMEH MeUeHHU.

eTH
UccnenoBanuii cemarnyTuaa y AeTeil ¥ MOIPOCTKOB /10 18 JieT He MPOBOAMIIH.
5.3. lanHble TOKJIUHUYECKOH 0e30MacHOCTH
JlokIMHUYeCKUe JaHHbIe, OCHOBAHHbBIE HA MCCIEI0BaHUAX (papMaKOJIOTHUYECKONH Oe30MacHOCTH,
TOKCUYHOCTH TOBTOPHBIX /03 M T€HOTOKCHYHOCTH, HE BBISBHIN KaKOW-TUOO OMacHOCTH IS
YeJI0BeKa.
B 2-netHux wcclieqoBaHUSX KAHIEPOTEHHOCTH Y KPBIC U MBIIMIEH MPU KIMHUYECKH 3HAUYUMBIX
KOHIIEHTPALUAX CEMArIyTH]l CTall IPUYMHON pa3BUTHS OmTyxoJiel C-KIIETOK IIUTOBUIHOM Kee3bl
0e3 cmepTenbHOro ucxoaa. Onmyxonu C-KIETOK MIUTOBHUIHOM JKene3bl €3 CMEPTENbHOTO UCXO0/1a,
Ha0JI0/1aeMbI€ y KPbIC, XapaKTepHbI it rpynmnsl aHanoros ['TITT-1.
Cuuraercs, 4TO B OTHOIICHUH JIIOJCH JAHHBIM PUCK SIBIACTCS HU3KHAM, HO HE MOXET OBITh

INOJTHOCTBIO UCKJIFOYCH.
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6. PAPMAIEBTUUECKHUE CBOMCTBA (MOCTIEQOBATENEHOCTS 0003)

6.1. IlepeyeHp BCioMOraTeJIbHbIX BellleCTB

Junatpus rugpodocdaT quruapat

[TponuneHrmMKoIb

®eHon

XnopuctoBogopoHas KucinoTa (st koppekuuu pH)

Harpus ruapoxenn (st koppexuuu pH)

Bona mi1st uHBEKIINA.

6.2. HecoBMecTHMOCTH

JlaHHbINl JIEeKapCTBEHHBIN IpenapaT HE CJIEAyeT CMEIIMBAaTh C APYTMMHU JIEKAPCTBEHHBIMU
npernapaTami.

6.3. Cpok rogHocTu (CpOK XpaHeHUs1)

2 roja.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

B 3amumiennom ot cBeta mecte npu Temmneparype ot 2 110 8 °C (B XOJOIAUIBHUKE), HO HE PSAIOM
C MOpPO3WJIbHOM Kamepoit. He 3amopakuBatsb.

Hcnonb3yeMyro WK NEPEeHOCHMYIO B KaUeCTBE 3alaCHOM IIIPULI-PYUKY C MpenapaToM XpaHHUThb
npu temneparype He Bbie 30 °C win npu temneparype oT 2 10 8 °C (B XOJOJWIbHUKE) B
teueHue 6 Hemenmb. He 3amopaxuBare. Ilociie WMCIONB30BaHUS 3aKphIBATh MINPHUI-PYUKY
KOJITTAYKOM JIJIS1 3aILUTHI OT CBETA.

6.5. Xapakrep u coaepxaHue NEPBHYHOH YIAKOBKH

npun-pyuka juist BBeAeHus: 03 0,25 mr u 0,5 mr: mo 1,5 Ma B kapTpuxu u3 crekna [

TUAPOJIMTUYECKOIO KJIacca, YKYNOPEHHbIE OpOMOYTHIIOBBIMH CTOIIEPAMU C OAHOW CTOPOHBI U
QIIOMUHUEBBIMU KOJIMAYKAMU € XJIOPOYTHIJIOBBIMHU/IIOJIMHU30MPEHOBBIMU JAUCKAMU C JApPYTou
cTopoHbl. KapTpuipk BCTpOEH B MYJIbTHI030BYK) OJHOPA30BYIO INNPUL-PYUYKY AJIs
MHOTOKPAaTHBIX MHBEKIUI. | MIIpHIl-pyyka BMECTE C JIMCTKOM-BKJIAJBIIIEM U 6 OJHOPA30BBIMU
UrjlaMd B KapTOHHYIO nauky. KapToHHas mauka MOXeT ObITh CHaOXeHa ITUKETKONW KOHTPOJIS
IIEPBOTO BCKPBITUS.

[npun-pyuka ansg BBepeHus 103 0.25 mr, 0.5mMr u 1 mMr: mo 3 Mil B KapTpuUDKM M3 CTEKJIa

| ruaponUTHYECKOTO Kilacca, YKyIOpeHHble OpOMOYTHIIOBBIMH CTOIIIEPAMU C OJTHOM CTOPOHBI U
ATIOMUHHUEBBIMU KOJITAUKaMH C  XJIOPOYTHJIOBBIMU/TIOTMU30NIPEHOBBIMU  TUCKAaMU C JIpyroi
cTopoHbl. KapTpuipk BCTpOEH B  MYJBTHI030BYK) OJHOPA30BYIO IIIPUL-PYUKY I
MHOTOKPAaTHbIX HWHBEKLMH. | MINpui-pydyka BMECTE€ C HHCTPYKIMEH IO NPUMEHEHHIO U
6 oTHOpa30BBIMHM WTIJIAMH B KAapTOHHYIO Tauky. KapToHHas mayka MOXXeT OBITh CHaOKeHa

TUKETKOW KOHTPOJISI IEPBOTO BCKPBITHS.
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6.6. OcoOble Mepbl NPeIOCTOPOKHOCT npn'n:s3i1'n

JIEKAPCTBCHHOI'O Ipemapara Wi 0TX010B, IMOJYYECHHBIX IMOCJ/IE€ IIPUMECHCHUS NIpenapara u
APYrue€ MaHuMNyJsiiuu ¢ nmpemnapaTomM

Het 0co0bIX TpeOOBaHM K yTHIIM3AIUH.

7. AEPKATEJIb PETUCTPAIHMOHHOI'O YJOCTOBEPEHUSA

Poccuiickas @enepanus

000 «IICK ®apmar

141983, MockoBckast 0011., r.0. JlyOHa, . [lyOHa, yi. [Iporpammuctos, 1. 5, ctp. 1

Tenedon: 8 (499) 400 16 99; 8 (496) 218 19 19

Onekrponnas moura: officel@rusbiopharm.ru

7.1. llpeacTaBuTe b AepKaTeIsi pErHCTPANHOHHOIO yA0CcTOBepeHusi Ha Tepputopun Cor3a

[Iperen3un norpedbuTeNe HAIPABIATE 110 aAPECY:

Poccuiickaa ®@eoepayus

000 «IICK ®apmay

141983, MockoBckast 0011., r.0. JlyoHa, r. [ly0OHa, yi. [Iporpammucros, 1. 5, ctp. 1
Tenedon: 8 (800) 234 16 99

DnektpoHHas modra: pv@rusbiopharm.ru

8. HOMEP PEIT'UCTPAIMOHHOI'O YAOCTOBEPEHUA

9. JATA NEPBUYHOM PETUCTPAIIUU (IIOATBEPXKXIEHUE PETIMCTPAIINMN,
INNEPEPETUCTPALIUSA)

JlaTa nepBoi perucTpanuu:

10. IATA IEPECMOTPA TEKCTA

OO11ast XxapakTepuCTHKa JIEKapCTBEHHOTo npenapara MHcynaiiB 1ocTynHa Ha HTHPOPMALMOHHOM
noptane EBpazniickoro 3KOHOMHYECKOT0 CO103a B MH(OPMAIIMOHHO-KOMMYHHUKAIIMOHHON CETH

«MutepueT» http://eec.eacunion.org/
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