30.11.2021
MMHHUCTEPCTBO 3[JPABOOXPAHEHU S POCCUIMCKON ®EJIEPALINN

NHCTPYKLMA

IO MPUMECHCHUIO JICKAPCTBCHHOI'O IIpCrapara JJisd MCAUINMHCKOIO IIPUMCHCHU S

YAMITUKC®

Peructpanmonnsiii Homep: JICP-006439/08
Toprosoe HazBaHue npenapata: Yammmkc®
Me:xkayHapoaHoe HemATEHTOBAHHOE Ha3BaHUe: BapEHUKIINH

JlexapcTBeHHas opma: TaOIETKU, TOKPBITHIC INICHOYHOIH 000I0UKOM

CocraB
Kaxxnas TabneTka, HOKphITas INIEHOYHOU 000JI0UKOM, TO3UPOBKOH 0,5 MT' COIEPIKHUT:

JeiicTByromniee BenecTBo: BapeHUKIHMH — 0,5 Mr (B Bue BapeHUKINHA TapTpaTta — 0,85 mr)

BcnoMmorarenbHble  BEllecTBAa: ILEJIHOJI03a MHUKPOKpUCTAUIMUECKas — 62,57 Mr, Kaiablus

ruapodocdar — 33,33 mr, kpockapmero3a Hatpus — 2,00 Mr, KpeMHUS AUOKCH KoJimouaubii — 0,50
Mmr, Maraus creapat — 0,75 mr; mieHouHass ob6osouka: onaapai 6ensiid YS-1-18202-A comepxut
THIIPOMEIIO3Y, TUTaHa JUOKcuJ U Makporon) — 4,00 mr; omaapail mpospaunsiii Y S-2-19114-A
(comep>KuT runpomesio3y u tpuanetut) — 0,50 mr.

Kaxxnas TabneTka, HOKphITas INIEHOYHOW 000JI0UKOM, TO3UPOBKOM 1 MI COEpPKUT:

JelicTByIo11ee BEIIECTBO: BApEHUKIIMH — | Mr (B BUJIe BapeHUKIIMHA TapTparta 1,71 mr)

BcnoMmorarenbHble  BemiecTBa: LEIOJI03a MHUKpOKpucramdeckas — 125,13 wr, xanbuus

ruapodocdar — 66,66 Mr, kpockapmeruiosza HaTpust — 4,00 Mr, KpeMHUS TUOKCH]] KOJIJIOUTHBINA —
1,00 mr, maraus creapat — 1,50 mr; miueHodHast 00oJiouka: omaapail mpo3paunblii YS-2-19114-A
(comepxkut tHnpoMemiody u TpuanetuH) — 1,00 wmr; omagpait cuuuii 03B90547 (comepxut

TUIIPOMECIUIO3Y, TUTaHa JUOKCHU][, MAKpPOTOJ U AJIIOMMHMEBBIM JIaK Ha OCHOBE I/IH,Z[I/II‘OKapMI/IHa) -

8,00 wmr.
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Onucanue

Tabnerku no3upoBkoi 0.5 Mr:

Oenble WM TOYTH Oenble KarCyJIOBUIHBIE JBOSIKOBBIMYKJIbIE TaOJETKH, IMOKPBIThIE IUIEHOYHOM
obosoukoi, ¢ Haamuckto «Pfizer» Ha ogHoM cTopone n «CHX 0.5» Ha npyroii cropoHe.

TabGnerku 103UpoBKOI 1 Mr:

CBETJIO-TOJIyObIe KarcCyJlIOBUIHBIE IBOSKOBBITYKJIbIE TAOIETKH, MOKPHITHIE INICHOYHOI 000I0UKOH, ¢

Haanuceio «Pfizer» Ha ogHoit ctopoHe u «CHX 1.0» Ha mpyroit cTopoHe.

dapmakoTepaneBTHYeCKAas IPYNIA: HUKOTUHOBOM 3aBUCHMOCTH CPEICTBO JICUEHMSL.

Koa ATX: NO7BAO3

dapMakoIUHAMHKA

BapenukiinH ¢ BbICOKOH aQUHHOCTBIO U CEIEKTHBHOCTBIO CBS3bIBAeTCS C 042 HUKOTHHOBBIMHU
ALETWIXOJUHOBBIMU PELENTOPAaMH TI'OJIOBHOI'O MO3ra, B OTHOIIEHHWU KOTOPBIX OH SIBISETCS, Kak
YaCTHYHBIM arOHUCTOM (HO B MEHBIIICH CTETIEHH, YeM HUKOTHH ), TAK ¥ QHTArOHUCTOM B ITPUCYTCTBUU
HUKOTHHA. DJICKTPODUIUOIOTHICCKUE UCCTICIOBAHUS IN VItr0 U HEHPOXMMUYECKUE UCCISTOBAHUS iN
VIVO TOKaszalnu, 4YTO BapeHHKIMH CBs3bIBaeTCs ¢ 04P2 HUKOTHHOBBIMH AllCTHUIIXOJIWHOBBIMHU
peuenTopamMu U CTUMYJIUPYET UX, HO B 3HAYUTEIBbHO MEHBIIEH CTENEHU, YeM HUKOTHH. HukoTuH
KOHKYPEHTHO CBS3BIBAETCS C TEM K€ YUaCTKOM PELENTOopa, K KOTOPOMY BapeHUKIIMH 00agaeT 6osee
BBICOKHM CPOJICTBOM. Takum 00pa3om, BapeHUKINH 3(PPEKTUBHO OJIOKHPYET CITOCOOHOCTh HUKOTHHA
CTHUMYJIUPOBaTh PELENTOPHl M AaKTHUBHPOBATH ME30JIMMOMUYECKYIO J0(AaMHHOBYIO CHCTEMY —
HEHpPOHATIBHBI MEXaHU3M, KOTOPBIH JISKUT B OCHOBE pealM3allid MEXaHU3MOB (HOpPMHUPOBAHHS
HUKOTMHOBOM 3aBUCUMOCTU (TOJy4YeHHE YAOBOJIBCTBHS OT KypeHus). BapeHuknaun obnagaer
BBICOKOU CEJICKTUBHOCTBIO U B OOJIBIIIEH CTEMEHU CBSI3BIBACTCS C MOATUIIOM 0432 perentopa, 4eM ¢
JIPYTMMU HUKOTHHOBBIMH TTOATUIIAMU perientopoB (a3p4, a7, alByd) wim apyruMu penentopamu u
TPaHCHOPTHBIMH OesikaMu. D¢ (HEeKTUBHOCTh BApEHUKIMHA KaK CPEJICTBA JUIS JICUEHUS] HUKOTUHOBOM
3aBHCUMOCTH OOYCJIOBJ€HAa €ro YacTUYHbIM AaroHM3MOM B OTHOIIEHUU 0432 HUKOTHHOBBIX
pPELEenTOpPOB, CBA3BIBAHME C KOTOPHIMH YMEHBIIAET TATY K KYpPEHHIO M OOJIerdaer MposBICHUE
CHUHApPOMa «OTMEHBI», OJHOBPEMEHHO NMPHUBOJSA K CHM)KEHUIO YYBCTBA Y/IOBOJIbCTBUSA OT KypEHHMS
(aHTaroHW3M B IPHCYTCTBUH HUKOTHHA).

[Tpy mpuMeHEeHHH Yy B3pOCIBIX MAIMEHTOB BapEeHUKIMH MPOJEMOHCTPUPOBAT CHUKEHHE TATH K
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KYPEHHIO U MPOSABIECHUIN CHUHIpPOMa OTMEHBI. YBEIHUEHUE ATUTEIbHOCTH MpHeMa BapeHUKINHA 10
24 Hepnenb (AOMOJIHUTENBHO 12 Henenb K CTaHIAPTHOMY KypcCy) NMPHUBOJAMIIO K YBEIMYEHHUIO €r0
apdexTuBHOCTH. Bapenuknun Obl1 Takke 3((exkTuBeH A OTKaza OT KypeHHs MpH MOBTOPHOM
MPUMEHEHUH Yy MallMeHTOB, KOTOPhIE paHee MpeKpallail KypUTh C TOMOIILIO0 BApEHUKIIHHA.
Bapenuknua Taxke ObUT 3Q(dEKTHBEH MpHU BBHIOOPE MAIIMEHTOM COOCTBEHHOM NaThl MPEKpanieHus
KypeHus («ruOKHii» Kypc nprema).

Bapenukiu 011 3¢ (eKTUBEH I 0TKa3a OT KypeHHs y TAIIMEHTOB C XPOHHUYECKOW OOCTPYKTUBHOM
00JIE3HBIO JIETKUX, B TOM YHCJIE ¥ TIPH JUTUTEILHOM HabMoeHnH (52 Helenu OT Havasia JICUYCHHs), Y
KapAMOJIOTMYECKUX TMAalMeHTOB C OCTPhIMH U  XPOHMYECKUMH CEpJEHYHO-COCYIUCTHIMU
3a00JeBaHUAMU (BKIIIOYAs TOCITUTAIM3UPOBAHHBIX B CTALIMOHAP C OCTPBIM KOPOHAPHBIM CHHAPOMOM
— HEeCTaOWIILHOM CTEHOKapAnei 1 MHPAPKTOM MUOKApJia ¢ MOJbEMOM 1 Oe3 moabema cermenTa ST),
KaK JJI TIOJTHOTO TpEeKpallleHus KypeHHs, TaK M JUIsl CHIKEHHUS YMCia BBIKYPUBAEMBIX CHTapeT.
[TponemoncTprupoBaHa 3PPeKTUBHOCTh M 0€30MaCHOCTh MPUMEHEHUSI BAPEHUKIIMHA JJI1 OTKa3za OT
KypeHHs y MallMeHTOB C ICUXUATPUIECKUMU 3a00JIEBaHUSIMH B aHAMHE3E.

Jlemu u noopocmku

[Ipy nmpuMeHeHuu y AeTeil U MOAPOCTKOB C 12-JIeTHEro Bo3pacTta npu CTaHAAPTHOM |2-HeneabHOM
Kypce JiedeHUsl Kak B craHmaptHoi (1 Mr), Tak M yMeHbIIEHHOW no3upoBke (mo0 0,5 wmr), B
3aBUCHUMOCTH OT Macchl Tena (<55 kr u> 55 kr) u Bozpacrta (ot 12 no 16 et u ot 17 1o 19 ner), 6bu10
NOKa3aHo, YTO Tepanus BAPSHUKINHOM HE MPUBOMIIA K YBEIHMUYSHHUIO YaCTOTHI MPOJOHKUTEIIEHOTO
BO3JIEpKaHUSI OT KypeHHs ¢ 9 mo 12 Hexenu yedeHus mo cpaBHeHHMIO ¢ Tutane6o. [Ipoduns
0€30MacHOCTH BapE€HUKINHA B 3TOM HCCIEIOBAaHUN COOTBETCTBYET MOKA3aTENIsIM HCCIEI0BaHUN BO
B3pocioii rpynre (cM. pazzuen «[lodounbie 23pdeKTrr»).

DapMaKOKHHETHKA

Bcacvisanue

MakcumanbHas KOHIeHTpaIlus BapeHUKIHMHA (Cmax) B TUIa3Me KPOBHU, KaK MPABHJIO, JOCTHIACTCS
yepe3 3-4 4 mocne mpuema BHYTpb. [Ipu mocienyromux mpueMax y 3I0pOBBIX JOOPOBOJIBIICB
PaBHOBECHOE COCTOSIHHE JOCTHrayioch B TeueHue 4 nHeil. [Ipemapar nmpakTHUECKH MOIHOCTHIO
BCaChIBaeTcs IOCNIE MpHEeMa BHYTpb U 00JaJaeT BBICOKOM CHCTEMHOM OMOJOCTYNMHOCTBIO, HE
CBSI3aHHOM C MPHEMOM IHIIU U BpeMEeHeM IpreMa B TeueHue IHs. [locie oflHOKpaTHOTrO npuema B
noze or 0,1 Mr mo 3 Mr WiaM MOBTOPHOTO IpHeMa B 03¢ OT 1 Mr/cyTku 10 3 MI/CyTKH

(apMaKOKMHETHKA BapEHUKIMHA HOCUIIA JIMHEHHBIN XapakTep.
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Pacnpeoenenue

BapenukiuH pacnpezpensiercs B TKaHSAX W NPOHHMKAeT dYepe3 TreMaTodHIedamnueckuil Oapbep,
norasiasi B roIoBHOM Mo3r. CTeneHb CBSA3bIBaHUS ¢ OenkaMu Tuia3mbl KpoBu Hu3kas (< 20 %) u He
3aBHCHUT OT Bo3pacta M ¢yHKIuu mnouek. Kaxymwuiicss o0bem pacrpeneneHusi B paBHOBECHOM
COCTOSTHUU cocTaBisieT 415 1. YV rphI3yHOB BApEHUKIIMH MIPOHUKAET B TPYIHOE MOJIOKO M ITPOXOIUT
yepe3 IUIalleHTapHbIi 6apbep.

Memabonuszm

Bapenukiaua nonsepraercss MUHUMaidbHOW TpaHchopmaruu: 92 % 103bl BHIBOAMTCA MOYKaMU B
Hen3MeHeHHOM Buje 1 MeHee 10 % — B Buze metabonuToB. Cpein MeTabOIMTOB BAPEHUKIIMHA B MOYE
oOHapyxeHbl N-kapOaMUITTIOKYpPOHU BapCHUKIMHA U TUAPOKCUBAPCHHUKIMH. B miaszme KpoBu
BapeHUKINH Ha 91 % nupkynaupyer B HeM3MeHEeHHOM Bujae. Cpeay MUpKYIUPYIOUINX MEeTaboIuTOB
obHapyxeHbl N-kKapOaMUITIIOKYPOHHUT BAPEHUKINHA U N-TIIIOKO3WJIBAPEHUKIIMH.

Hccnenosanus in Vitro mpojaeMOHCTPUPOBAIN, YTO BAPCHUKIMH HE HWHTHOMpPYET U30(epMEHTHI
mutoxpoma P450 (uarubupytomas konueHtpamus 50 > 6400 ur/mi). beum mporecTupoBaHBI
crieayromue uohepmentsl uroxpoma P450: 1A2, 2A6, 2B6, 2C8, 2C9, 2C19, 2D6, 2E1, u 3A4/5.
Takke B remaronurax dyeloBeka IN VIr0 ObLIO MOKa3aHO, YTO BapeHUKIMH HE HHAYIHPYET
akTUBHOCTH M30(epmeHToB 1A2 u 3A4 muroxpoma P450. Takum 00pa3om, MajoBEpOSITHO, YTO
BapEHUKJIMH OyJeT BIUATh Ha IMpenaparbl, KOTOPbIE NPEHUMYIIECTBEHHO METa0O0IM3HPYIOTCS
u3zodepmerTamu uroxpoma P450.

Buigeoenue

[Mepuon monyseiBenenust (Ty,) BapeHHKIMHA COCTaBiIsIeT OKoJo 24 4. BriBeneHne BapeHUKIHHA
MOYKaMH OCYIIECTBIISIETCSI, B OCHOBHOM, ITyTEM KJIyOOUKOBOW (DPMIIBTPALIMU B COUCTAHUU C AKTUBHOM
KaHAJIbLIEBOM CEKpelrel MoCpeICTBOM OpraHNYeCKHX KaTHOHHBIX 0enkoB nepeHocunkoB OCT2.
Jlunetinocmv/Henunetinocms papmMaxkoKuHemuKy 6apeHUKIUHA

dapMaKOKMHETHKA BapSHUKJIMHA JIMHEWHA TIpu oHOKpaTHOM (0T 0,1 10 3 MT) 1 MHOTOKpaTHOM (OT
1 mo 3 mr/cyT) nmpueme.

DapmaxokuHemuka 8 0CoObIX epynnax

Kak mnokazanu apmakoknHeTHYECKHE HccaeloBaHus U (apMaKOKUHETHYECKUN MOMYJISIIMOHHBIHN
aHayn3 (papMaKOKHMHETHKA BApPEHUKIIMHA CYIIECTBEHHO HE 3aBUCUT OT BO3pacTa, pachl, [oJia, craryca
KypEHUS UM COIyTCTBYIOIIEH Teparuu.

Hapywenue ¢pynxyuu novex

®apMaKOKMHETHKA BapeHUKIMHA HE W3MEHSJIAaCh y MAalUMEHTOB C JIETKOW CTENEHbIO HapyIIeHUS
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byHkuuu mouek (kaupeHc kpeatnHuHa > 50 Mia/MuH U < 80 MiI/MUH). Y TaIlMEHTOB C YMEPEHHO
BBIP)KEHHON MOYEYHOIH HEeIO0CTaTOYHOCTHIO (KIMpeHC kpeaTuHuHA > 30 Mi/mMuH 1 < 50 MJI/MUH)
AUC BapeHMKJIMHA yBeau4wiachk B 1,5 pa3a o cpaBHEHUIO C TAKOBOW y MAallMEHTOB C HOPMaJIbHOM
byHKIHMEH movyek (KaupeHc kpearwHuHa > 80 MuI/MHUH). Y MAIMEHTOB C TSHKEIBIM HAPYIICHHEM
bynkunn novek (kauperc kpearnauHa < 30 mur/muH) AUC BapeHUKIMHA yBennuuiiachk B 2,1 paza. Y
MAIUEHTOB C TEPMHHAIBHOW CTaJMel MOYEUHON HEJOCTAaTOYHOCTH BAPEHUKIUH 3(PPEKTUBHO
yAAJSUICS TIPU TeMOIUaIH3e.

Hapywenue ¢pynkyuu neuenu

YuuTbiBas OTCYTCTBHE BBIPaKEHHOTO METa0OJM3Ma BapeHHUKIMHA B TMEYEeHH, (hapMaKOKMHETHKA
BapCHUKJIMHA HE JIOJDKHA U3MEHATHCS y MAlMEHTOB C HAPYIICHHEM e€ (PyHKITUH.

Tooxcunvie nayuenmoi

dapMaKOKMHETHKA BAPCHUKIINHA Y TIOKUJIBIX JIIOJICH C HOPMAJIbHOM (YHKIIHEH MmoveK (Bo3pacT oT 65
1o 75 net) He u3MeHseTcs. PekoMeHnianuu no NpuMEeHeHHIO BapEHUKIIMHA Y TIOKUIIBIX MTAllUEHTOB C

HapyueHneM (QyHKIIMK OYeK yKa3aHbl B pazzene «Crnocod NpuMeHEeHUs U T03bD».

Ioka3anusi K NpUMeHEHUI0
[Tpenapar Yamnukc® npeaHazHavyeH JUIsl IPUMEHEHHUS B KaueCTBE CPEJICTBA Ui OTKa3a OT KypeHHUs

y B3POCIIBIX JIUI] ¢ Bo3pacTa 18 jer u nanee 0e3 orpaHudeHus 0 BO3PACTY.

IIporuBonokazanusi

['nnepuyBCTBUTEIBHOCTD K JIIOOOMY KOMIIOHEHTY Ipernapara.

Bospact no 18 ner (HemocTaToyHO KIMHUYECKMX MAHHBIX MO 3(deKTHBHOCTH M 0e30MacHOCTH
npernapara B JAaHHON BO3PAaCTHOM TpyIIIe).

bepeMeHHOCTb 1 EpHO/ JIAKTALUH.

TepMuHanbHasA CTaIMs TOYEUHOU HEAOCTATOUYHOCTH.

IIpumenenue npu 6epeMEeHHOCTH U B EPUO/I TPYTHOT0 BCKAPMJIMBAHHUS

bepeMeHHOCTh

bbu1o monyueHo yMepeHHOe KOJIMUYECTBO TaHHBIX MO0 OEpEeMEHHBIM KEHIUHAM (pe3yIbTaThl OLIEHKH
ucxonoB 300 — 1000 6epemMeHHOCTEI), KOTOPBIE CBHIETEIHCTBOBAIN 00 OTCYTCTBUU TOKCUYECKOTO
BO3JICHCTBUSl BapeHUKJIMHA HA TUIOA/HOBOPOXKICHHOTO, MPUBOISIIETO K MOPOKaM (PU3UIECKOTO

pa3BUTHS.
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B Xxome wuccienoBaHWII Ha OJKHMBOTHBIX OBUIO BBIBICHO TOKCHYECKOE BO3JCHCTBHE Ha
penpoAyKTHBHYIO cdepy. B kadecTBe Mephl TPEIOCTOPOKHOCTH IMPUMEHEHHUE BO BpeMs
0epeMEeHHOCTH MPOTHUBOIIOKA3aHO.

I'pynHOE BCKapMJIMBaHHE

CeneHU# O BBIJICIICHUN BapCHUKJIWHA C TPYAHBIM MOJIOKOM Y JKCHIIMH HET. B mccrmenoBanusax Ha
KHUBOTHBIX GBIJIO IIOKa3aHoO, 4TO BapeHI/IK.HI/IH BBIICISICTCS B FPYI[HOG MOJIOKO. B KadycCTBC MepBI
HNPEeIOCTOPOKHOCTH IPUMEHEHNE IIPU IPYJHOM BCKapMJIMBAaHUU IIPOTUBOIIOKA3aHO.

DepTHIILHOCTh

Knuanueckue nanHple 0 BIMSHUY BApEHUKIMHA HA (DePTUIBHOCTh OTCYTCTBYIOT.

I[OKJII/IHI/I‘-IGCKI/IG HUCCJICOOBAHUSI ITOKa3aJIn OTCYTCTBI/IG HCTAaTUBHOI'O BJIUAHUSA BapeHI/IK.HI/IHa Ha
q)epTI/IJII:HOCTB B CTaH,Z[apTHBIX HUCCICOOBAHUAX HA KprCElX. >KGHH_II/IH3.M I[GTOpO,Z[HOI‘O B03paCTa

CIIeTyeT BO3JIEPKaThCs OT MJIaHUPOBaHUS OEPEMEHHOCTH BO BpEMS JICUCHHS BAPEHUKINHOM.

Cnoco0 npuMeHeHu sl U 103bI

BeposATHOCTh yCHEIIHOM Tepanuyu IpenaparoM Il IPEKpalleHUs KypEeHHs IIOBBILIACTCS Y
NannucHTOB, MOTI/IBI/IpOBaHHBIX Ha O0TKa3 OT KypeHI/IH, KOTOpBIM HpeI[OCTaB.HﬂeTC}I JOITIOJIHUTCIIbHAsA
KOHCYJIbTaTUBHAs IIOMOIIIb U TTOJICPIKKA.

Yammukc® IPHHUMAIOT BHYTPb, POTTIATHIBAs TAOJETKH LIETUKOM U 3aIIMBasi BOJON BHE 3aBHCHMOCTH
OT TpreMa nui. PekomMenayeMas 103a mpermapara cocTaBiseT 1 Mr 1Ba pa3a B CyTKH C TUTpaIuen

JIO3BI 10 CIEAYIOLIEH CXEME:

Huau 1 -3 0,5 Mr osTMH pa3 B CyTKH

Huau 4 -7 0,5 mr aBa pasa B CyTKH

Jlenb 8 — koHel ieueHust | 1 Mr Ba pas3a B CyTKU

BHauajie malueHT JoJKeH BBIOpaTh JaTy Ipekpalienus Kypenus. Jeuenue npenaparom Yammukc®
OOBIYHO clleyeT HauMHaTh 3a 1-2 Hemenmu A0 BeIOpaHHOW narbl. OOIIas MPOIOJKHTEIHHOCTD

® leueHHs TOJDKHA COCTABHUTH 12 HEJIEIb.

npemnaparoM Yammnuke
[TanineHTaM, yCHEIIHO OTKAa3aBIIMMCS OT KypeHHs K KOHIy 12-0¥ Hemenu Je4eHHs, MOXKET ObITh
PEKOMEH/I0BaH JIOMOJHUTENbHBIN 12-HenenbHbIi Kypc Tepaniy BapeHUKIMHOM B 7l03€ | Mr /1Ba pa3a
B CYTKH IOJId IMOAACPIKAHUA OTKA3a OT KYPCHUH.

Jlisl maIeHToB, KOTOpble HE MOTYT HJIM HE XOTAT PE3KO OTKAa3bIBATHCS OT KypEHHs, MOXKET OBITH
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paccMOTpeH MOCTENEeHHBIN MOIX0/] C Tepanueil BapeHUKInHOM. B 3TOM ciyuae ciiefyeT yMeHbIINUTh
WHTECHCUBHOCTh KYPEHUS B TEUCHHE NIEPBHIX 12 Helenb Tepanuy ¢ OTHBIM IPEeKpalICHHEM KyPEHHUS
K KOHITy 3TOro nepuoja. [locie sToro manueHTam ciaenyeT MpUuHUMAaTh BAPSHUKIIHMH eie 12 Helens,
yTOOBI OOITUI TIEPHOT JICUCHHS COCTABIII 24 HENETH.

[TarueHTHI ¢ COOTBETCTBYIOIIEH MOTHBALIMEN, HO KOTOPBIM HE y1al10Ch 0TKA3aThCs OT KYPEHUS B XO€
MPEIbIIYIIero Kypca JCUYeHUs BapSHUKIMHOM, WM y KOTOPBIX TOCIE YCIHENIHOTO 3aBEPIICHUS
JICYCHUs HACTYIMAaeT PEUUINB, MOTYT MPONTH IMOBTOPHBIA KypC JICUYCHUS BapCHUKIMHOM, IIPU
YCIIOBUH, YTO ObLIN YCTAaHOBJIEHBI IPUYUHBI HEYauu NEPBOM MOMBITKU U MIPEIITPUHSITH MEPHI JIJIS1 UX
yCTpaHEHUSI.

[TamuenTam, KOTOpHIE IIOXO MEPEHOCAT mHpueM mnpenapata Yammukc® U3-3a HeKeNaTelbHBIX
peakuuii, BO3MOKHO CHU3UTH 103y 110 0,5 MT [1Ba pa3a B CyTKHA BPEMEHHO WJIH MTOCTOSHHO.

Puck peunnmBa KypeHUs HOBBIIIEH y JIHI], HEJABHO 3aBEPIIMBIIUX TEPANUIO C LEIbI0 OTKa3a OT
KypEHHS.

Tloorcunvie nayuenmoi

Koppexmust 10361 npenapata Yammukc® y MOKUIBIX TAIHEHTOB He TpeOyercs. Y MOKUIBIX JTIoeH
BBIILIE€ BEPOSITHOCTh CHIKEHUS (DYHKIIMU [TOYEK, IOITOMY €€ 11eJIECO00pa3HO OIICHUTH Mepe]] HauajaoM
JICUEHUS.

Hapywenue ¢pynxyuu novex

Usmenenue 1036l npenapata Yamnukc® y MalMeHToOB C JETKOH CTENEeHbI0 HapyLieHHs (DYHKIMM
noyek (KiaupeHc kpeaTHHHHA > 50 mu/MuH ¥ < 80 MJI/MHH) U YMEPEHHO BBIPAKECHHOMN MOYCUHOM
HEJI0OCTaTOYHOCTHIO (KIupeHc kpeaTuHuHa > 30 Mi/MuH 1 < 50 Mi1/MHH) HE TpeOyeTcsl.

VY MmanueHToB ¢ yMEPEHHOW MOYEUHON HEAOCTAaTOYHOCTHIO, KOTOPHIE HE IEPEHOCIT HEXKeNIaTelIbHbIC
peaknyuyu Ha Yammukc®, cyTouHas 1032 MOXKET OBITh CHIYKEHA 710 1 MI' O/IMH pa3 B CYTKH.

VY manuMeHToB ¢ TsDKEIBIM HapylieHHeM (QyHKIMH TMoYeK (KiIupeHc KpeaTuHuHa < 30 MII/MHH)

pexoMeHIyeMast 103a npenapaTa Yammukc®

cocTtaBiisieT | Mr oJiMH pa3 B CyTKU. JIedeHne HaunHAIOT
¢ 10361 0,5 Mr OJIMH pa3 B CyTKH, KOTOPYIO uepe3 3 JHs YBEJIIMYUBAIOT 10 | MI OIMH pa3 B CYTKH.
Tak kak KIMHHYECKHE JaHHBIE 110 IPUMeHeHuIo TIpenapata Yammnukc® y manuenToB ¢ TepMUHATLHOI
CTaauell MOYEeYHOM HEOCTATOYHOCTH OIPaHHUYEHBI, ITpenapaTr He PEKOMEHYETCsl Ha3Ha4aTh TAKUM
nanuenTam (CM. pazzaen «IIporuBomokazanusy).

Hapywenue ¢pynxyuu nevenu

Koppexkuus 10351 Ipenapata Yamnukc® y naiueHToB ¢ HapymeHueM GpyHKIUU eYeHd He TpeOyeTcs.
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Jlemu u noopocmxu
Yamnukc® He peKOMeHIyeTcs Ha3HauaTh AETAM M IMOAPOCTKaM 10 18 IeT, TOCKONbKY ero
3¢ PEeKTUBHOCTB JJIs OTKa3a OT KypEHHsI B TAHHOM BO3PACTHOM IpyIine He OblIa MOATBEpXKICHA (CM.

paznen «lIpoTuBonokazaHus»).

ITo6ounbIe 3¢ pexTnI

[Ipekpamenue KypeHus, kak Ha (oHe Tepamuu, Tak U 0e3 Hee, COMPOBOMKAACTCS PA3IUUHBIMU
CUMIITOMAMH, B YaCTHOCTH, OTMEYAJIUCh CHUXEHHE HACTPOEHHs M Jucdopus, OecCOHHHUUA,
pa3apakUTeNbHOCTh, YyBCTBO HEYJIOBOJIBCTBUS W THEBA, TPEBOra, HAapyLIEHHE KOHIEHTpAaLUU
BHUMAaHMS, IBUTATEIbHOE OECIIOKONCTBO, YMEHBIIICHHE YAaCTOTHI CEPICYHBIX COKPAILICHU, YCHIICHHE
anrneTuTa WK npudaBka macchl Tena. OTKa3 oT KypeHus Ha (pOHE MEJUKAMEHTO3HOW Teparuu WUiH
0e3 Hee CONMPOBOXKIAICA TaKkKe OOOCTPEHHEM COIyTCTBYIOIIMX MCHXMUYECKUX paccTpoiicTs. [Ipu
pa3paboTKe nW3aiiHa KIMHMYECKMX MCCIeNoBaHHM mpenapara Yammukc® m B XoJe aHammM3a HX
pe3yNbTaTOB HE MPOBOJAMIIOCH pa3rpaHMUEHUE HEXKENATENIbHBIX SBJICHHUM, BO3MOKHO CBA3aHHBIX C
NPUMEHEHHEM HCCIIEAYeMOro Ipernapara, U  COOCTBEHHO CBSI3aHHBIX C CHHIPOMOM OTMEHBI
HUKOTHHA. [ToO0ouHBIE peakui OCHOBaHBI M3HAYAIBHO HA OLICHKE PETUCTPALIMOHHBIX UCCIIEA0BaHUH
U JIOIIOJHEHbI aHHBIMU 18 miiane00 KOHTPOIUPYEMBIX PErHCTPALMOHHBIX U MOCTMAPKETHHIOBBIX
UCCJIEOBAaHMM, BKIIIOUMBIINX 0K0JI0 5000 manueHToB, NpUHUMABIINX BapEHUKIINH.

ITo pe3ynpraTaM KIMHMYECKHX MCCIIEOBAHUN HEXKeJaTelbHbIE PEaKUUU OOBIYHO MOSIBIISUIMCH B
IEPBYIO HEJIENIO II0CiIe Havyajla JIeYeHUs, ObUIM, KaK IPaBUIlo, Cl1ab0 WM YMEPEHHO BbIPAaXKEHHBIMU
U MX 4acTOTa He 3aBUCeJa OT BO3pacTa, pachl WJIU M0J1a NallUEHTa.

V namuenTos, nonyyasnmx Yamnukc® B pekomenayemoit 1o3e 1 Mr Ba pasa B CyTKH MOCIIe TIEpUoa
TUTPALUK, CAMBIM YaCThIM M3 3apETUCTPHUPOBAHHBIX TOOOYHBIX 3¢ dekToB Obuta TomHOTa (28,6 %).
B GonpmmHCTBE ciyyaeB TOLIHOTA BO3HUKAIA HAa PAHHUX JTanax Tepamuu, Obula BBIPAXKEHA C1abo
WIA YMEPEHHO U PeaKo TpeboBaia mpeKpalleHus pueMa npenapara.

Ha ¢one npuema npenapara Yammnukc® Takske BO3MOKHBI CleyIONMIIE PEAKIIUU CO CTOPOHBI OPraHOB
U CUCTeM (KpUTEPUU OLIEHKH YacTOThI: 0ueHb "acTbie > 10 %; yactoie - oT 21 % 1m0 <10 %; HeuacTbie
-or2>0,1 % 1o <1 %; penkue - ot > 0,01 % n0 <0,1 %, ouens peakue - <0,01%, yacTora HEM3BECTHA
- HEBO3MO>KHO OIIPEAEIUTh HA OCHOBAHUH UMEIOLINXCS JaHHBIX ):

Hnghekyuonnvie u napazumaphvie 3ab0neeanusn: oyeHv uacmvle - HA30QApUHTUT; yacmoele -

OpOHXUT, CHHYCHT; Heuacmvble - TPUOKOBBIC MH(EKIINH, BUPYCHBIC HHPEKITUH.
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Hapywenusa co cmoponst Kposu u aumamuueckoin cucmemvl: peokue - TMOHWKEHHOE YHCIO
TPOMOOIIUTOB.

Hapywenus co cmoponst 00MeHa @ewiecmeé U RUMAHUA: YACMble - YBEIUYCHHE MAacChl Tela,
MOHM)KEHHBIN aIleTUT, MOBBIIIEHHBIN aNleTuT; Heuacmole — TUIIEPTIIMKEMHUS]; pedKue - CaXapHbIi
nra0eT, MO IUIICHSL.

Hapywenus co cmopoHbl NCUXUKU. OYeHb udacmvle - HEOOBIYHBIE CHOBHJICHHUS, OECCOHHHIIA;
Heyacmovle - CYUIUAAIBHOE TIOBEJCHUE, arpeCCUBHOCTh, IMAHWYECKas pEaKius, HapyIICHUS
MBIIIJICHUS, OECMOKONWCTBO, TeEperaabl HACTPOCHHUs, JEMpecCuu®™, cocTosHusS  cTpaxa*,
TAJUTIOIIMHAIIMN ¥, TTIOBBIIICHHOE JIMOWI0, TTOHMKEHHOE JTMOHUI0; pedKue - TICUX03bl, COMHAMOYITH3M,
OTKJIOHEHUS B MOBEAECHUH, Auchopus, Opanudpenus.

Hapywenua co cmoponsl HepeHOIl cucmembl: ouenb uacmvle - TOJOBHBIE Oonu; uacmoie -
COHJIUBOCTb, YyBCTBO T'OJIOBOKPY>KEHUS, JUCTEB3Us; Heuacmble - CyJOPOKHbIE MPUIIAAKU, TPEMOP,
JeTaprusi, TUNECTEe3Us; peoKue - UHCYJIbT, TUIEPTOHMS, NU3APTPUs, HAPYLIEHHs KOOPAMHALIWH,
TUTIOTEB3HSI, HAPYIICHHUS PUTMa CHA ¥ 0OJPCTBOBAHMS.

Hapywenusn co cmoponst opzana 3peHus: neuacmole - KOHBIOHKTHBUT, TJIa3HbIC 0ONU; pedkue -
CKOTOMa, U3MEHEHUE 1IBETa CKIIephl, MUApHUa3, GoTodoOus, MUOHS, YCUIIEHHOE CI€300TACICHHE.
Hapywenusa co cmoponsl opzana ciyxa u 1a0upunmmble HapywieHusa: Heyacmole - yIIHOHN IIyM.
Hapywenusa co cmoponsl cepoya: neyacmvle - WHPAPKT MHOKApAa, CTCHOKAPIUS, TaXUKaAPIHs,
cepAaneOreHne, NOBbIIEHHAS YaCTOTa CEPJIEUHBIX COKPAICHUH; pedKue - GUOPUIISALMS IPEeICepIii,
nenpeccust uaTepBana ST va OKI', nonmwxkennas ammumryaa 3yomos T va OKI.

Hapywenusa co cmoponst cocyoos: neyacmule - TOBBILIEHHOE apTepUAIbHOE NaBJICHHE, MPUIIUB
KPOBH.

Hapywenusa co cmoponst 0bIXameabHOll CUCHEMbl, OPZAHOE ZPYOHOU KIeMKU U CPEeOOCHmEeHUA:
yacmoule - OJBILIKA, KallleJb; Heuacmyle - BOCIAIEHUE BEPXHUX JIbIXaTEJIbHBIX MyTeH, TUIepeMus
JBIXaTeNbHBIX MyTeH, TUCHOHMS, AJUIEPIrUUECKUN PUHMUT, pa3fpaK€HUs TJIOTKH, OTEK CIM3UCTHIX
000J1049eK TaliMOPOBBIX TA3yX, KAIUIEBOW CHHAPOM BEPXHUX JBIXATEIbHBIX MTyTeH, pUHOPES; pedKue
- 6011 B TOpTaHU, Xpat.

Hapywenus co cmoponbwl »#ceny004Ho-KUuIeuHo20 mpaKkma: o4uens yacmole — TOUTHOTA; Yacmoie -
YKETYTIOYHO-TIUIIIEBOAHBIA peIIFOKC, pBOTA, 3a10p, AHapes, ra3bl, 0011 B 00JIaCTH KUBOTA, 3yOHBIC
00JH, TUCTIETICHSI, B3IYTHE KUBOTA, CYXOCTh BO PTY; Heyacmole - TeMaTOXE3HUsl, TaCTPUT, HAPYIIICHHUS
MPUBBIYHOTO PUTMa OMOPOKHEHUS KHUIICYHHWKA, OTPBHIKKA, apTO3HBIA CTOMATUT, OONH B JIECHAX;

peoKue - pBOTa ¢ KPOBBIO, U3MEHEHUS CTYJIa, 00JI0KEHHBIN A3BIK.
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Hapywenusa co cmoponst Koxycu u ROOKOMCHBIX MKAHEIl. Yacmble - ChIllb, KOKHBIN 3y1; Heuacmoie
- JpuUTeMa, aKHe, TUIEePruapo3, HOYHOE YCHIIEHHOE MOTOOTHENIEHUE; peoKue - TAKeIble KOKHBIC
peakiuu, Biiaodas cuHAapoMm CrtuBeHca —  JDKOHCOHA ¥ MHOTO(OpPMHYIO  3pUTEMY,
AQHTMOHEBPOTUYECKHE OTEKH.

Hapywenus co cmoponst cKe1emno-muluted ol U cOeOUHUMeNbHOU MKAHU: Yacmble - APTPAITHS,
MHanTus, 0OJU B CIIMHE; Heuacmyle - MBILIIEYHBIE CIIa3MBbl, TPYAHbIE 00JIM, OTHOCSIINECS K CKEJIETHOM
MYCKYJIaType; peoKue - aHKUII03, XOHAPUT pedpa.

Hapywenus co cmoponbt nouek u Mo4eguleo0aAuux nymeii: neuacmole - OJUIAKUYPHS, HUKTYPHS;
peoKue - TIIIOKO3YpHS, IOy PHUS.

Hapywenusa co cmopoHbl no06bIX OP2AHOE U MOJIOYHOU Jcene3bl: Heuacmvle — MEHOpparus;
peokue - 6enH, ceKcyanbHble (PYHKIIMOHAIbHBIC HAPYIIICHHUS.

Obugue paccmpoiicmea u napywienus 6 mecme 86e0eHUA: yacmvie - OO B TPyIHOU KIETKE,
YCTaJIOCTh; Heyacmble - XKano0bl Ha TPyIHYIO KIETKY, 3a00J1eBaHIe C CHMIITOMaMH, aHATTOTHYHBIMHU
TPUNITO3HBIM CUMIITOMAaM, MOBBIIIEHHAs TEMIIEpaTypa, MUPEKCHs, aCTeHUs], HeIOMOTaHusl; peoKue -
YyBCTBO XO0JIOZA, KUCTA.

Bnuanue na pesynvmamol 1a60pamopuuvlx u UHCHMPYMEHMATbHBIX UCCAE008AHUIL. YaCmble -
OTKJIOHEHHE OT HOPMBI OMOXMMHYECKHX TTOKa3aTenedl (YHKIUH MEeYEHH; pedKue - OTKIOHEHUE OT
HOPMBI PE3yJbTaTOB aHaJM3a CEMEHHOW J>KUIKOCTH, TMOBBIIIEHHOE cojepkaHue C-peakTUBHOTO
OemnKa, MOHIKEHHBIN YPOBEHb COJIEPKaHMsI KaJIbIHsI B KPOBH.

* OneHKa YacTOThl IO JAaHHBIM HOCTPETUCTPALMOHHOTO HAOIIONATENbHOTO HCCIICOBAHUS B

KOTOpTax.

Ilepeno3upoBka

CnyuyaeB mepeo3UpOBKH BApEHUKINHA B PErHMCTPALIMOHHBIX KIMHUYECKUX HCCIEAOBAHUAX HE
3aperucTpupoBaHo. B ciayyae nepeno3npoBKU AOIKHA TPUMEHSTHCS CUMIITOMATUYECKAs Teparusl.
BapeHI/IKJII/IH BBIBOJUTCH IIPU I'EMOIUATIN3C Yy MAIIUCHTOB C TSAXKCIIBIM HAPYHICHUCM q)yHKI_[I/II/I IIOYEK,

OOHAKO OIIbITa MPUMCHCHHWA ICMOANAJIN3a IIPpU NCPCAOZUPOBKE HET.

B3aumopneiicTBie ¢ IPYIrMMH JICKAPCTBEHHBIMH CPeACTBAMHU
OcHoOBBIBasACh Ha (PApMAKOJIOTMUECKUX CBOMCTBAX M KJIMHUYECKHUX JaHHBIX, BAPEHUKIMH HE 00J1a1aeT
KJIMHUYECKH 3HaYMMBbIMU JIEKAPCTBEHHBIMU B3auMOieicTBUAMU. Koppekunn 10361 BApDEHUKIINHA WU

MEPEYUCIICHHBIX HUXKE MPernapaToB MPU OJHOBPEMEHHOM NMPUMEHEHUH HE TpeOyeTcs.
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B wuccrnenoBanmsx in Vitro ObUIO 1MOKa3aHO, YTO aKTUBHAS CEKPELMs BapCHUKINHA Yepe3 IOYKU
OIIOCpEIOBaHa TPAHCIIOPTEPOM OpraHMuecKux KaTHoHOB uenoBeka (OCT2). [Ipu omHOBpeMEeHHOM
npuMeHennn ¢ uHruouropamu OCT2 He TpeOyercss KOppeKUHs 03Bl BapeHUKIMHA, TaK Kak He
0’KU/Ia€TCsl 3HAUYUTEIBHOTO YBEIMUCHHSI CUCTEMHOM SKCIO3ULIMN BapEHUKIIMHA TapTpaTa.
UccnenoBanus in VItro CBUIETENBCTBYIOT O TOM, YTO BapCHUKINH HE M3MEHSCT (hapMaKOKWHETUKY
IpenapaToB, KOTOpbIE METAOOIM3UPYIOTCS TOA JACHCTBHEM M30(epMEHTOB HUTOXpoma Piso.
[Tockonbky KIMpeHC BapeHUKIWHA MeHee 4eM Ha 10 % ocyliecTBisieTcs 3a c4eT MeTadoau3Ma,
MaJIOBEPOSTHO, YTO BELIECTBA, BIMAIONIME HA AKTUBHOCTh M30()epPMEHTOB LIUTOXpoma P4so, Moryt
HOBJIUATH HA (JapMaKOKMHETUKY BAPECHUKIINHA, B CBSI3U C YEM KOPPEKIUS €ro J03bI He TpeOyeTcs.
BapeHukiinH B TepaneBTHUECKUX KOHIIEHTPALUAX HE IMOJABJSIET MOYEYHBIH TPAHCIOPT OENKOB Y
yenoBeka. Cie0BaTeNbHO, BAPCHUKINH HE JIOJDKEH BIUATH HAa (PapMaKOKWHETHUKY JIEKapCTBEHHBIX
CPEACTB, KIIMPEHC KOTOPBIX OCYLIECTBIISET 3a CUET MOUYEYHOM CeKpelny (B 4aCTHOCTH, MET(HOpPMHHA
— CM. HUXE).

Memdpopmun

BapenukiuH He BiuseT Ha papMaKOKHHETUKY MeT(opMuHa. MeT(hOpMUH HE BBI3bIBAET U3MEHEHHUS
(hapMaKOKUHETHKH BapEHUKIIMHA.

Lumemuoun

Humernaun Bei3piBaeT yBenuueHne AUC BapeHukianHa Ha 29 % 3a cueT CHUKEHHS €ro Mo4eyHOoro
KJIMpeHca. Y MalueHTOB C HOPMAJIbHOW (DYHKIMEH MOYeK WJIM Yy MAalMeHTOB C JIETKOH M yMEPEHHOM
MOYEYHON HETOCTATOYHOCTHIO KOPPEKIHS 036l HE TpeOyeTcs. Y MallUeHTOB C TSHKEJIONW MOYeUHOM
HEI0CTaTOYHOCTBIO, CIeyeT N30eraTb OTHOBPEMEHHOTO IPUMEHEHUS IMMETHINHA U BapEHUKIIMHA.
Jueokcun

BapenukiinH He BiIMseT Ha (hapMaKOKHHETHKY AUTOKCHHA B PABHOBECHOM COCTOSIHUU.

Bappapun

BapeHukinuH He n3MeHseT (papMakOKMHETHKY BapdapvHa M HE BIMSET Ha IPOTPOMOMHOBOE BpEMs
(MHO). IlpekpamieHue KypeHusi caMo 1o cebe MOXKET MPHUBECTH K M3MEHEHUIO (apMaKOKHHETUKU
BapdapuHa.

Anxozonw

JlanHple 00 OJHOBPEMEHHOM NPUMEHEHMH BapeHUKIMHA M aJKOrojsl orpaHuyeHsl. B xoze
MNOCTPErHCTPALMOHHOTO IPUMEHEHHS BApEHUKIMHA COOOIIAIOCH O CITyYasX YCHUIICHUS! TOKCHUECKOTO
neictBus ankorois. IIpuYnMHHO-CIIECTBEHHAs! CBSI3b MEXAY ATHUMM CIy4yassMd M NPUMEHEHUEM

BapeHUKJIMHA HE ObLIa yCTaHOBJICHA.
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IIpumenenue 6 couemanuu ¢ Opy2umu cpeocmeamu NPOMus Kypenusl

bynponuon

Bapenuknun He BnuseT Ha papMaKOKMHETUKY OYIIPOMTMOHA B PABHOBECHOM COCTOSIHHH.
Hukxomumnzamecmumenvnas mepanust

[Ipu ogHOBpEeMEHHOM NPUMEHEHHHM Y KYPHJIBIIMKOB BapeHHUKIMHA U IJIACTBIPEH, COJEpKalluX
HUKOTHH, B TeueHUe 12 AHel ObUIO BBISBICHO CTATUCTUYECKH 3HAYMMOE CHUKCHHE CPEIHETO
cucronnaeckoro AJl (Ha 2,6 MM PT. CT.) B TOCIENHUN JieHb uccienoBanus. [Ipu 3ToM yacroTa
Pa3BUTHSI TOUIHOTHI, TOJIOBHOW OOJIM, PBOTHI, TOJIOBOKPYKEHUS, AUCIICTICUN U YCTAJIOCTH Ha (OHE
KOMOWHHUPOBAHHOM Tepanuu ObLIa BhINIE, 4eM Ha Gone ogHoit H3T.

BbesomacHocth U 3((HEKTUBHOCTh BapEeHUKIMHA B COYETAHWHM C JAPYTUMHU CPEIACTBAMH IPOTHB

TabaKOKypeHUs HE U3yUYaIIUCh.

Oco0ble ykazaHust

Tocreocmeus omxkaza om KypeHus

DU3NOJIOTUYECKNE HM3MEHEHMSI B PE3yJbTaTe OTKa3a OT KypEHHUs Kak C IIOMOIIBI0 IIpernapara

Yammukc®

, TaKk W 0e3 Hero, MOTYyT HW3MEHATH (PAPMAKOKUHETUKY WIH (hapMaKOIMHAMHUKY
OTIpEIeNIEHHBIX JIEKAPCTBEHHBIX CPEACTB, MO3TOMY MOXET NOTpPeOOBaThCA KOPpPEKUHUs 03
(mpuMepaMM TakKuX IMPEraparoB SBISIOTCS, IOMUMO IPOYero, TeoQHUIMH, BaphapuH U UHCYIINH).
[Tockonbky Kypenue naayuupyer CYP1A?2, oTBbIKaHUE OT KypEHHS MOKET IPUBECTH K YBEJTUUECHUIO
KoHIeHTpanuii cyoctpatoB CYP1A2 B mmazme KpoBw.

Heiiponcuxuampuueckue cumnmomoi

[Io wToraM NOCTMApKETHHTOBBIX HAOIIOACHUH 3a NalMEeHTaMH, NPUHUMABIIMMHU Yamrmukc®,
cooOmuranock 00 M3MEHEHUSX MOBEJCHMS, HAPYLICHHUAX IaMSTH, COCTOSHUSAX CTpaxa, ICHX03aX,
nepenagax HaCTPOCHHUs, NMPOSIBICHUAX arpeCCUBHOCTH, ACIPECCHUSX, CYMIMAAIbHOM IOBEICHUH, a
TaK)Ke O MOSBICHUHU MBICIEH O CyMIUIE U MONBITOK cynuuaa. IIpu cpaBHUTENPHOM aHaINM3€ pUCKa
TSOKETIBIX HEHPOINCUXMATPUUECKUX SIBICHUN Y IALMEHTOB C ICUXWYECKHMMH 3a00JIEBAHUSMHU B
aHaMHe3e M 0e3 HUX, KOTOpble TOJy4Yadd TEpanmuio BAapEHUKIWHOM, OyNpOIMOHOM,
HUKOTHH3aMECTUTEJIbHON Tepanuei B (hopMe I1acTelpei min mianedo A 0TKa3a oT KypeHHsl, ObLIo
NIOKa3aHo, YTO TEpaIusl BAPEHUKJINHOM He Oblila CBA3aHA C MOBBIIICHHBIM PHUCKOM HEXeIaTeIbHbIX
HEHUPOIICUXUATPUYECKUX SIBJICHUM.

JenpeccuBHOE MCUXUYECKOE COCTOSIHUE, PEIKO CBSA3aHHOE C MBICISIMUA O CYHIUJAE U C IONBITKAMU

cynunuaa, MOXKET SABJIATbCA CUMIITOMOM OTKasa OT HOTpe6J'IeHI/ISI HUKOTHHA.
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Bpaun noimKHBI OCO3HaBaTh, YTO Yy MALMEHTOB, KOTOPBIE MBITAJIUCh OTKA3aTbCi OT KypEeHHUS C
MOMOIIBIO JICUEHHS MM Oe3 Hero, MOTyT BO3HUKATh HEHpPOICUXHATpUYECKHe CUMIITOMBI. Eciu npu
JIEYEHUN BAPEHUKIMHOM BO3HHUKAIOT TSDKEIbIE HEWPOICUXMATPUYECKUE CUMITOMBI, NAIL[MEHTHI
JOJKHBI HE3aMEJUINTEIbHO MPEKPATUTh MPHUEM BAPEHUKIMHA U OOpaTUTHCS K Bpaudy, KOTOPBII
JIOJIKEH ITOBTOPHO B3BECUTH BO3MOKHOCTH JJIs JICUCHMUSI.

Tcuxuampuueckue 3a00/1e6aHUSL 8 AHAMHESE

OTKa3 OT KypeHHs C IOMOIIbI0 MEIUKAMEHTO3HOM Tepanuu wiu 06e3 Hee ObLI CBSI3aH C yXyAIICHHEM
TEUEHUSI OCHOBHBIX TICHXUATPUUECKUX 3a00JI€BaHUI (HAaIIpuMeEp, IETIPECCUit).

[Tpu HaGrOIeHNH 32 MAIUEHTaMU C ICHXUATPUICCKIMHU 3200JICBaHUSIMH B aHAMHE3€, TIOTYYaBITUMH
TEpanui Ui OTKa3a OT KypEeHHs, HEKeIaTeIbHbIC TMCHXUATPUUECKUE SIBICHUS PETUCTPUPOBAIU
yaie, 4eM y MarueHToB 06e3 Takoro 3a00JieBaHUs B aHAMHE3€, HE3aBUCHUMO OT BBIOPAHHOTO METOJIa
Tepanuu I 0TKa3a OT KypeHus. Ilpu Tepamuu npenapatom Yammukc® mst oTkasa oT KypeHHS Y
MAIMEHTOB C ICUXUATPUICCKUMU 3a00JICBAaHUSIMY B aHAMHE3€ HEe OBLTO OTMEYEHO MOBBIIICHUS PHCKA
Pa3BUTHSI CEPbE3HBIX HEUPOTICHXUATPUUECKUX HEXKENATeNbHBIX SIBICHUN. Takke He IMOCTYIaio
COOOIICHNH O COBEPILIEHHBIX CYHIIUAX.

[latmeHTaM C TICHXHATPUYECKUM 3a00JICBaHMEM B aHaMHE3¢ pPEKOMEHAYEeTCs COOIoaaTh
OCTOPOYKHOCTh, M TAKHE MAI[MECHTHI JOJDKHBI IOJTYYHTh COOTBETCTBYIOINILYIO KOHCYIIBTAIUIO.

Cyoopooictvie npunaoku

W3 xmuHUYEeCKUX UCCIIeIOBAaHUM, a TAKXKE U3 OMbITA MTOCIIE€ BHIBOA MpeErapaTa Ha PhIHOK MAIlUEHTHI C
CYIOpOKHBIMH TIPUIIAJKAMK B aHAMHE3€ U 0e3 HUX, ToNydaBIIne nedeHne npernapatoM Yammukc®,
coobman 00 »5nu30Aax pa3BUTHS CyAOPOXKHBIX Mpunaako. [lamueHtam ¢ CyJOpOKHBIMU
NpUITaKaMA B aHaMHE3e¢ WM C JIPYTUMH JKajo0amu, CONpPSOKEHHBIMH C CYJIOPOTaMH, CIETyeT

COBIIIOIATH OCTOPOKHOCTD HpH TIpHeMe npenapaTa Yammukc®,

Ommena mepanuu

Otmena Teparmuu nperapatoM Yammukc® y 10 3 % HamueHTOB OblIa CBA3aHA C TIOBHIIIEHHEM
pa3IpaKUTEIBHOCTH, TOTPEOHOCTHIO B KYPEHHH, JCTIPECCHE W/WIM COHJIMBOCTHIO. Bpau momken
COOTBETCTBYIOIIUM 00pa3oM MpOUH(DOPMHUPOBATH MAIMEHTa U OOCYIUTh HEOOXOAMMOCTH WIIH
BO3MOXXHOCTh ITOCTEIICHHOTO YMEHBIICHUSI 103l BIUIOTH JIO TOJHOTO MPEKpPAaIICHUs IMpHeMa
npernapara.

3abonesanus cepoeuno-cocyoucmou cucmembl

Kypenue npexacraBnser co0oi HE3aBUCHMBIM M 3HAYMMBIA (PAKTOp pHCKa CEpAeUHO-COCYIUCTBIX

3a6onesanus. [Ipemapar Uammukc® moBsIman BepOSTHOCTh BO3IEPKAHUS OT KypeHHS B TEUEHHE
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OJHOTO TO/a IO CPABHEHUIO C MPUMEHEHHEM IUIaneb0 y MalHeHTOB, CTPANAIOIIUX OCTPBHIMH
(BKJIIOYAs] HECTAOMJIbHYIO CTEHOKApJUIO M MH(PAPKT MHOKapJa) U XPOHUYECKUMHU 3a00JICBaHUSIMU
CEepPAEYHO-COCYIUCTON CUCTEMBI.

[TanmeHTsl, PUHUMAIOIINE BAPEHUKIINH, TOJDKHBI COOOIIUTD JIeYalieMy Bpady O MOSIBICHUN HOBBIX
CHMIITOMOB CEpJICYHO-COCYAMCTOrO 3a00IeBaHMs WM YCYTyOJIeHnH yxe nmerontuxcs. [lanuenram
CJIeZyeT HEMEUIEHHO OOPaTUTHCS 32 MEAUIMHCKOM TOMOIIBIO B CITy4ae BOZHUKHOBEHHUSI CHMIITOMOB,
XapaKTepHBIX JUIsI HH(pApKTa MHOKap/1a WK HHCYJIbTA.

Peaxyuu cunepuyscmsumenvrnocmu

W3 omplTa NOCTMAapKETHHTOBBIX  HAOJIOJEHUH  TMOJIy4EHbl  COOOIIEHUS O  peakIusix
THUIICPYYBCTBUTCIIbBHOCTHU, BKJIIOYad COCYAHUCTBIC OTCKU Yy IMAUCHTOB, IMOJTYy4YaBHIMX JICHCHHC
BAapCHUKIIMHOM. HpI/I 9TOM KIIMHUYCCKUMHU CUMIITOMAaMM, MMOMHUMO IIpPOUYCro, 6I>I.HI/I OTCKHM JIMIIQA,
MOJIOCTH pTa (s3bIKa, TYO, JeceH), meu (TJIOTKM M Tpaxer) W KOHEYHOocTed. B peakux ciayuasx
€000111a710Ch 00 OMACHBIX AJISl )KU3HU COCYJIUCTBIX OT€KaX, KOTOPbIE BBy UMEBLICHCS YIPO3bl IS
OpPTaHOB [BIXaHUS TPeOOBAM ASKCTPECHHOW MEIUIIMHCKOW momomu. llamueHTsl ¢ moJ00HBIME
CUMIITOMaMH OOJDKHBI TIIPCKPATUTHL JICUCHUC BAPCHUKIMHOM W HCMCIAJICHHO O6paTI/ITBC5I 3a
MEOUIIMHCKON TOMOIIBIO.

Koorcnvie peaxyuu

W3 ompiTa MOCTMapKETUHTOBBIX HAOMIOACHUHN MOTyYSHBI COOOIIECHHSI O PEAKUX, HO TSKENBIX KOKHBIX
peakiusx, BkiIovas cuHapoM CreBeHca — J[KOHCOHA M MONU(OPMHYIO 3PUTEMY Yy MAlUEHTOB,
MOJIy4aBUIMX JICUEHHWE BapEHUKIMHOM. [IOCKONBKY 3THM KOXKHBIE PEaKIMH MOTYT MpEACTaBIATh
YIpO3y JUIsl )KU3HU, NALIUEHTHI IIPY MEPBBIX MPOSBICHUAX KOKHBIX BBICBIIIAHUN WA KOXKHOW pEAKIUN
JIOJDKHBI MIPEKPATHTh JICUYCHHE BAPCHUKIMHOM M HE3aMEIJIUTENIbHO OOpaTUTHCS 3a MEIUIIMHCKOM

IIOMOIIBIO.

BiansiHme Ha CHOCOOHOCTHL K YNPAaBJCHHI TPAHCIOPTHBIMHM CpeACTBAMHM H padoTry
MeXaHH3MaMHU

Yammukc®

MOJKET OKa3bIBaTh HE3HAUUTEIBHOE I YMEPEHHOE BIUSHUE HA CIOCOOHOCTh YIPaBIAThH
TPAHCHOPTHBIMH CPEICTBAMH, MAIIMHAMHU U MeXaHu3MaMu. Yamnukc® MoOKeT BBI3BIBATE OIIYIIEHHS
TOJIOBOKPY)KCHHUSI M COHJUBOCTh, M TIOSTOMY MOXET BIHATH HAa CIOCOOHOCTH YMPaBIATh
TPAHCIIOPTHBIMU CPEJICTBAMU, MAllIMHAMU U MeXaHu3MaMu. CieryeT 00paTuTh BHUMAHUE MMallUEHTOB
Ha TO, YTO UM CJEIyeT BO3JAEPKATbCAd OT YINpPaBJICHUS TPAHCHOPTHBIM CPEICTBOM, CIIOKHBIMH

MalllMHaMH1 U MCXaHHU3MaMU U OCYIHICCTBIIATh APYTUC MOTCHIUAIBHO OIACHBIC BUABI ACATCILHOCTH,
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ecyu OyIeT yCTaHOBIIEHO, UTO ITO JIEKAPCTBEHHOE CPECTBO MEIIAET HaIekKAIIEeMy OCYIIECTBICHUIO
TaKUX BHUAOB AEATENBHOCTHU. llanmeHTaM clienyeT OLEHUTh CBOI0 PEAKLIHIO HA JIEKAPCTBEHHBIN
mperapar, HpeXAe 4YeM MPUCTYNaTh K YHOPABICHUIO aBTOMOOWIIEM, CIIOXKHOW TEXHUKON WM

BBITIOJTHCHHIO APYTHUX MOTCHIHWAJIBHO OITACHBIX 3a/1a4.

dopMa BbINTYCKa
TabneTku, MOKPHITHIE MIEHOYHOU 000104K0# 1o 0,5 Mr win 1 mMr

Hepsuunas ynaxosxa

11 tabnerok mo3uposkoit 0,5 Mr B 6mucrep u3 Axnap®/IIBX u amomunuesoit Gponsru wim [1BX u
QTIOMUHUEBON (OJIBIU.
14 Tabnetok no3upoBkoi 1 mr B Gnuctep u3 Axnap®/TIBX u amomunuesoi Gposasru wim [1BX u

ATFOMUHHEBOU (POJIBTH.

Ha 6muctepe, comepskameM 11 TaGiaeTok, pacmoiokeHa MycTasi KOHTypHas si9eika Juisl (PUKcaIruu
OnucTepa B MPOU3BOJICTBEHHOW MaIIHHE.

Bmopuunas ynaxoska

1) 1 6imcrep, coaepxantuii 11 TabmeTok mo3uposkoii 0,5 mr, u 1 6mucrep, comepskamuii 14 TabieTok
JO3UPOBKON | MT', B KOMOMHHPOBAaHHYIO KAPTOHHYIO YITaKOBKY, TEPMUYECKH TUIOTHO CKIICCHHYIO C
OJMcTEpaMu U C HHCTPYKITHEH 10 MPUMEHEHHIO.

2) 2 6nucrepa, coaepxamux 1mo 14 tabneTok T03UpOBKOM | Mr, B KOMOMHUPOBAHHYIO KapTOHHYIO
YIIaKOBKY, TEPMHYECKH IDIOTHO CKJICEHHYIO ¢ OJIMCTEpaMu M ¢ MHCTPYKIIMEH 110 PUMEHEHUIO.

3) 1, 2, 4 wmu 8 6mucTepoB, coaepxamux mo 14 tabaeTok J03UPOBKOM | MI, B KAPTOHHYIO MAYKy
BMECTE C MHCTPYKIIHEH 110 MPUMEHEHUIO.

Ha nuneByro cTOpOHY KapTOHHOM Ma4YKu HAHOCHUTCS 1epGOpHUpPOBAHHAS CTPOUYKA KOHTPOJIS IEPBOTO

BCKPLITHA.

[Ipu ynakoBke Ha MPOU3BOJACTBEHHOH ioniaake P-dapm ['epmanust ['MOX, ['epmanus Ha IHUIIEBYIO
CTOPOHY KOMOMHMPOBAHHOW KapTOHHOW YHNaKOBKM HAHOCHTCS KOHTPOJIb MIEPBOTO BCKPBITUS B BUJIE
CTHKepa.

Tpemuunas ynaxkosxka

[Ipu ymakoBke Ha mpousBojacTBeHHOW momanake [ldaitzep Moaurodskaypunr Hovunenny I'M6X,
I'epmanus:

1) 1 koMOMHHPOBAaHHYIO KAapPTOHHYIO YIAaKOBKY, cozaepxamryto 1 Oomucrep ¢ 11 Tabnerkamu
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no3upoBkoi 0,5 mr u 1 6muctep ¢ 14 TabmeTkamu 103UPOBKOI 1 MT, TOMEIIAIOT B KAPTOHHYIO MAaYKy
C KOHTPOJIEM TIEPBOTO BCKPBITHSI.
2) 1 KOMOMHHPOBaHHYIO KapTOHHYIO YIAKOBKY, conepxamryro 2 omucrepa 1o 14 tabGnerok

JIO3UPOBKOM | M, MOMEIIAIOT B KAPTOHHYIO MAaYKy ¢ KOHTPOJIEM IIEPBOTO BCKPHITHSI.

YciaoBus XxpaHeHUs
Xpanuts npu Temnepatype ot 15 1o 30 °C

XpaHUTh B HEAOCTYITHOM IJIs IET€ MecTe

Cpok rogHocTu
3 roma

He npuMeHsTh 10 UCTEYEHNHU CPOKA TOHOCTH, YKa3aHHOTO Ha YIIaKOBKE

YcaoBus ornycka

OTnyckaroT o peuenty

Jlep:xaTesib perucTPalMOHHOI0 Y10CTOBEPEHU
[aitzep Unk., CILIA
235 Uct 42-as Crpur, HLIO-PIOpK, mIrTaT HbIO-ﬁOpK, 10017, CIIIA

IIpousBoauTenn
P-®apm I'epmanus ['MOX, I'epmanus
I'enpux-Mak-Illtpacce 35, 89257 Unnepruccen, ['epmanus

[aitzep Utamust C.p.a., Utanus

Mapuno aens Tponro, 63100 Ackonu [Inueno, Urtanus

Brinyckawimmii KOHTPOJIb KayecTBa
P-®apm N'epmanus ['M6X, ['epmanus
I'enpux-Mak-Illtpacce 35, 89257 Unnepruccen, ['epmanus

[aitzep Moaurodakaypunr Hoitunenn ['MOX, I'epmanms
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MoocBanpnamiee 1, 79090 ®paitdypr, ['epmanmus.

Opranuszanus, YNOJHOMOYEHHAsl [ep:kaTejleM PerucTPallMOHHOIO YIOCTOBEpPeHHS Ha
NMPUHATHE MPeTeH3uil MoTpeduTeIei

00O «Ildaitzep MaHOBaIIHN»

123112 Mockaa, [Ipecuenckas Hao., 1. 10

BIl «bamus va Habepexuoit» (biok C)

Tenedon: + 7 (495) 287-5000

dakc: +7 (495) 287-5300
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