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OBIIASI XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O I}PEIIAPATA
L6B6S -2019

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

S—

JIAMHKTAJ/LAMICTAL iniCTaaon OB AHO
PECTIVBIAKL
Iprkaz M‘HHIU ,

Tabmerku 25 mr, 50 mMr unu 100 mr. | PecuyBncn B b o0UXpeResis
|ov L, #f 203, tel

TabneTku xeBaTenbHBIE / TUCTIEPIUPYEMBIE 5 MT.

2. KAYECTBEHHBII M1 KOJJUYECTBEHHBIA COCTAB

Kaxxnast TabeTka ComepuT JaMOTpHIKHH — 25 Mr, 50 mr wim 100 Mr.

Kaxxnas »xeBaTenpHasi / qUCIieprupyeMast TablieTka COAEPIKUT JaMOTPUIKHH — 5 M.
IToIHEIM CIICOK BCIIOMOTATENIEHBIX BEIIECTB CM. B IIyHKTE 6.1.

3. JIEKAPCTBEHHASI ®OPMA

Tabnemxu: CBCTJIBIC KEJITOBATO-KOPUYIHEBOTO OBETAa Ta6HeTKI/I, MHOI'OT'paHHBIC,
CYIICPIJITUIITHYCCKHUEL.

Jlosuposka 25 mr: ¢ Haamuceio «GSEC7» Ha ofHOM cTOpOHE M «25» Ha JAPYTroii.

Josuposka 50 mr: ¢ Hagmuceio « GSEE1» Ha onHOM cTopone 1 «50» Ha IpyTroi.
Jlosuposka 100 mr: ¢ maamuceo « GSEES» Ha oxHO# cTtopone u «100» Ha apyroi.

Tabnemxku dceéamenvHole / oucnepeupyemvie: Oenble WM NOYTH Oenble TaOJETKU C 3amaxoMm
YEepPHOI CMOPOIUHBIL.

Tabnetku 5 wmr: BBITSIHYTBIC, OTBOSIKOBBIIIYKJIBIC, Ha OJHOU CTOPOHE KOTOPBIX METOJIOM

BBIIABIMBaHUS HaHeceHa Hammnuch “GS CL2 “, na npyroit cropone - mudpa “5%. Moryt
0TMeYaThCsl HeOOJIbIINE BKPAILJICHHUSI.

4. KJIMHUYECKHUE JAHHBIE
4.1. IToxka3aHus K NPHMEHEHHUIO
Jnujencus

B3spocnvie u noopocmku ¢ 13 nem

e [lapumanbHble W T'eHEPATM3OBAHHBIE IIPUCTYIbI, BKJIOYas TOHHKO-KIOHHYECKHE
CY/IOpOTH, B COCTaBe KOMOMHHUPOBAHHOH HUJIM MOHOTEPAIIUH.

e [lpuctynsr mpu cuagpome Jlennokca-I'acto. Jlammkran mnpuMeHseTcss B COCTaBe

KOMOMHMPOBAHHOM  Tepamuu, OJHAKO MOXET  MCIIOJIB30BaThCAd  KaK  IEPBHYHOC

IPOTUBOSIMIIENITHUECKOE CPEJICTBO ITPU HAYalle JIEYeHUs IaHHOTO CHH/IpOMa.






HO PB

s e
o~
-~

MUHUC]

Jlemu 6 gozpacme ¢ 2-x 00 12 nem Z‘ 6 i =4 0 1

§ [Ipuxas M

—— mm

e [lapuuanbHble W TIEHEPAIH30BAaHHBIC IIPHCTYINBI, BKIIOYas TOHHMKO-KJIOHHYECKHE
CYJIOpOTH, & TaK)Ke MIPUCTYIBI IPU cHHApoMe JIeHHOKca-I"acTo B cocTaBe KOMOMHUPOBAHHOM
TepanuH.

e MoHoTepanus TUIIHYHBIX a0CaHCOB.

BunoasipHbie paccTpoicTBa

Bspocnvie (c 18 nem)

[IpeaynpesxaeHne qepecCHBHOTO 3MHM30/1a Y NAIIUEHTOB ¢ OMIIOJIAPHBIM PaCCTPOHCTBOM IIEPBOTO
THIIa, Y KOTOPBIX IPeobIiajaloT ASPECCHBHBIE dITH30.bI (CM. paszen S.1).

JlaMuKTaJI He [TOKa3aH JJIs HEOTJIOKHOTO JIEYSHUS] MAHUAKAIBHOTO MJIH JEIPECCUBHOTO 3U30/1a.
4.2. PexxuM 103MpPOBaHHSA H c110CO0 NPHMEHEHHS
Tabnemku CIeAyeT MPOTJIaThIBAaTh [IEMKOM, HE pa3)KeBbIBas U HE pa3iiaMbIBasl.

JKesamenvhvie / Oucnepaupyemvle mabnemxu MOKHO JKeBaTh, paCTBOPSTH B HEOONIBIIOM 00beME
BOJIBI (IO KpaifHe# Mepe, B TakoM, 4ToObI TabiIeTKa OblIa MOKPhITA LEIMKOM) HIIU [POTJIOTHTH
IEJIAKOM C HEOOJIBIIIUM KOJINYECTBOM BOJIBL.

Ecin paccuuTanHas 1032 JAaMOTPH/DKHHA (HAIpuMep, TIpU JICYCHHH JeTel ¢ SIHIencHell Wi
MalpeHTaM ¢ HapylleHHeM (QYHKIUH IeYeHH) He MOXKET OBITh IIOJlydeHa MPUEMOM LEJBIX
TabNeToK, TO IALMEHTy JO/DKHA OBITh Ha3HauYeHa Takas [03a, KOTopas COOTBETCTBYET
GnmKaiileMy MEeHbIIEMY KOJMYECTBY LEIBIX TaOJIETOK.

Bo3obnoenernue mepanuu

B ciaydae BO30OHOBICHHs IIPHEMa JaMOTPH/DKMHA BPadH JIO/DKHBI OLEHHTH HEOOXOAMMOCTDH
MOBBILIEHHS JO3BI 0 TMOAICPKUBAIOLIEH Y NMAIIMEHTOB, KOTOPBIC IPEKPATUIIN IIPUEM TIpenapara
N0 KaKkuM-TH0O TpPUYMHAM, IIOCKOJIBKY BBICOKHE HAYalbHBIC JI03bl H IIPEBBLIMICHUC
PEKOMEH/IyEMBIX 7103 aCCOLMUPYIOTCS C PHCKOM Pa3BHTHS TSHKEIIOM CBIMK (CM. paszier 4.4). YUem
Gosbllle IPOLLIO BPEMEHH IIOCE TOCIAEAHEro IpHeMa mpemapara, TeM C OosblIe
OCTOPOXKHOCTBIO ~CJIE[yeT IIOBBIIATh J03y J0 TojlepkuBaiomei. Ecmu Bpems mocre
TIpeKpalleHnsl IpHeMa PEBBINAaeT 5 MEPHOIOB TONYBBIBEACHHS (CM. paszien 5.2), To nmos3a
JIAMOTPHIKMHA JIOJKHA TIOBBIIATHCS 10 MO/UIEPKUBAIOIIEH COTIIACHO COOTBETCTBYIOIIEH CXEME.

Tepanuio JaMOTPHUKHHOM HE CJIEMYeT BO30OHOBISTH y NAlMEHTOB, MPEKPAIICHHUE JICUCHHS
KOTOPBHIX JIAMOTPU/DKHHOM OBLIO CBA3aHHO C MOSIBICHHEM CBINH, KpOME Cytdacs, KOria
IOTEHIIHATIbHAS 110JIb3a OT TAKOM Teparnuy, OUeBHU/IHO, IIPEBBIIIAET BO3MOXKHBIE PUCKH.

Dnunencus

PekOMEHyeMBIl DPEXHUM IOBBIIICHUS 03Bl W MOIEPKHBAIOIIKE HO3bI JJIA B3POCIBIX H
MOJPOCTKOB B Bo3pacte ¢ 13 ser (Tabmuua 1) u aeTei B BO3pacte ¢ 2-X 10 12 net (Tabmuna 2)
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DIJTACOBAHO

TTBOM 3JIPABOOXPAHEHUS |

iK1 BEJIAPYCb ;
CTBA 3APABOOXPAHEHUSH |
Pecrrybanku Benapyce b

W3-3a pucka pa3BUTHUs CHIIH HE CIEAyeT INPEBHINATh HAYAIbHYIO 103y M PEKOMEHIOBAHHBIA

PEXHM TOBBIIEHHUS 103 (CM. paszen 4.4).

HpI/I OTMCHE COIIyTCTBYIOLIHUX MPOTUBOIMUIICIITUICCKUX perapaTroB WK Ha3HA4YCHUH Ha (bOHe
npHeMa JIaMOTPUJDKUHA APYTHX JICKapCTBCHHBIX CPCE/ICTB, BKJIIOYasl IMIPOTUBOSBITAJICIITHYICCKHUC,

HEOOXOIUMO YYHUTBIBATh, YTO 3TO MOXET OKa3aTh BJIUSTHUC Ha Q)apMaKOKI/IHCTHKy JJAaMOTpH/DDKHHA

(cM. pasgen 4.5).

Tabnuya 1. PexoMeHIyeMBI pEKUM JO3MPOBAHHUS IPH JICYCHUU OSIHJICICHH Yy B3POCIBIX U

II0JIPOCTKOB € 13 ser
PexxuM Ha3zHaueHUS Henens 1-2 | Hepenst 3-4 | OGbranas
I0JIIeP>KUBAOLIas 11032
25 mr/cyt 50 mr/cyt 100-200 mr/cyt (B 1 mm 2
pueMa).
(1 pa3 B|(l pas3 B
CYTKH) CYTKH) Jnst  JOCTHOKEHHMsl  JTamna

MonoTepanus

MOJIEPKUBAIOILEH

Tepanuy 0328 MOKET ObITh
yBejM4eHa, HO He Ooiice
yeMm Ha 50-100 Mr xaxiable
1-2 Heenu 10 JOCTHIKCHHS
ONTHMAJIBHOTO OTBETa Ha

JICYCHHE.
HekoTopblM  Mal@eHTaM
MOXeT MoTpeboBaThCA 103
500 mr/cyT TUISL
JOCTH)KEHHS.  KEJIaeMOTro
s dexra.

Kom6unuposannasi Tepanusi C BaabnpoaTom (MHrHONTOPOM IIIOKYPOHU3ALHMH JIAMOTPHIUKHHA
— cM. paszen 4.5).

JlaHHBIH
JOJDKEeH

PEKUM

JO3HUPOBAaHHU

HCII0JIB30BaThCA C

BaJIBIIPOATOM BHE 3aBHCHUMOCTH OT
JAPYTo# COMyTCTBYIONIEH Tepauy

12,5 mr/cyT

(B Bume 25
Mr  4epe3

JICHB)

25 mr/cyT

(1 pas B
CYTKH)

100-200 mr/cyT

(8 1 wu B 2 mpuema).

Jlnsg  JOOCTHOKEHHMs — JTara
IOJIEPXKUBAIOLIEH TEePaITuH
no03a MOXET OBITH

yBeJIMYeHa, HO He 6oJiee ueM
ga 25-50 Mmr xaxuaeie 1-2
Hemend J0  JOCTHIKEHUS
ONTUMAJIBHOTO OTBETa Ha
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JPCTBOM 3[IPABOOXPAHEHUSA |

CIIYBJIMKY BEJAPYCE F

Rps MuAnCTEpTTEA SAPABOOXPDAHEHNUA {f

JIedeH

skK Benapyct

R

Kom6unupoBannass tepanuss BE3 Baapnpoara m C HMHAYKTOpaAaMH TIJIIOKYPOHH3aLHH

JamMoTpuIKIHA (cM. pasaen 4.5)

DTOT peXUM JIOJDKEH HCII0JIb30BaThCs
6e3 BanpIpoara, HO C:

(EHUTOHHOM, KapOama3enuHoM,
benobapOuTanom, IIPUMHUIOHOM,
pudaMIUITHOM, JIOTUHABUPOM/
PUTOHABUPOM.

50 mr/cyT

(1

CYTKH)

pa3

B

100 mr/cyT

(B

npuemMa)

2

200-400 mr/cyT

rpHema).

(B .

Jlng  jgocTwkeHus — JTana
MO/I/IEPKUBAIOLIEH Tepanuu
J03a MOXET OBITH
yBEJIMYEHA, HO He DoJiee ueM
Ha 100 wmr xaxmgeie 1-2
HEJIEId JIO JIOCTHIKEHUS
ONTHMAJIBHOTO OTBETAa Ha
JICYECHUE.

Hexkoroprim
MOYXeT moTpeboBaThes J103a
700 Mr/cyT JUIsl JOCTHIKEHHUSI
xemaemMoro 3¢ pexra

[marfueHTamM

KomOunuposannasi tepanusi BE3 Baapnpoatra m BE3 HHIYKTOpOB TI/IIOKYpOHH3AUH

JIaMOTPHIKHHA (cM. pasznen 4.5)

DTOT peKUM J0JDKEH UCIIOIb30BAThCs
IpH TPUMEHEHHH JIAMOTPHJDKHHA B
KOMOUHAIUU $ JIpyTUMH
JIEKapCTBEHHBIMU CpeICTBaMH,
KOTOpBIE HE SIBJISIOTCS HWHIYKTOPaMHU
WJIM MHTHOUTOpaMu IIIOKY POHHU3ALNN
JTaMOTPUIKHHA

25 mr/cyT

(I pas
CYTKH)

B

50 mr/cyt

(1 pa3
CYTKH)

B

100-200 mr/cyT

(B 1 wu B 2 npuema)

Jlns  JOCTMXKEHHWS — dTama
MOICP)KUBAIOIIEH Teparuu
a03a MOXET OBITh

yBeJIM4YeHa, HO He OoJiee uem
Ha 50-100 Mr xaxnasie 1-2
HENeNIu JO0 JOCTHIKCHHS
ONTUMAJIBHOIO OTBETa Ha
JIEYEHHE.

V nanueHToB, IPHHAMAIONIUX JEKAPCTBEHHBIE CPEICTBA, (hapMAKOKUHETHYECKHE B3aUMOICHCTBUSA
KOTOPBIX C JIAMOTPH/DKMHOM B HACTOSIIEe BpPEeMs HEM3BECTHBI (CM. pasfeln 4.5), noJnKeH
HCIIOIB30BATECS PEXHMM, PEKOMEHIOBAHHBIN JUls HAa3HAYCHUs JAMOTPU/DKUHA B KOMOWHAIMH C

BAJIBIIPOATOM.
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Tabnuya 2. PexoMeHIyeMBIH PEKUM JICUEHHUS AETEH C SMUJIETICHEIA B BO3]

(ob1mas cyTouHas 103a B MI/KT MacChl TeJa).

& 82K 50 12 et

Pexxum Ha3zHayeHUs Henens 1-2 | Henens 3-4 | IlopnepxkuBaronias go3a
0,3 0,6 1-15 mr/kr/cyr (B 1 wnim 2
Mr/Kr/cyt | Mr/kr/cyT nprema)
MoHoTepanusi NPH THIIHYHBIX
abcaHcax B1wm?2|® 1 wm 2| {11  J0CTHXKEHUS  ITana
npuemMa) nprema) MOJ/ICPXKUBAIOIIEH  Tepaluu

1032 MOKET OBITH IOBBIIIIEHA,
HO He Oonee uyem Ha 0,6
MI/KT/CyT Kaxkaple 1-2 Heaenu
JI0 JIOCTH)KECHUSI
ONTUMAJIBHOTO  OTBETAa Ha
JICUCHHE. MakcuMmasbHast
0IIC P KUBAIOLIAS n03a
cocranjstet 200 mMr/cyT.

— cM. paszen 4.5).

Kom0unupoBannas tepanusi C BaJbnpoaToM (MHMHOUTOPOM IVIFOKYPOHU3AIMH JAMOTPH/KHHA

Jlauneii  pexum  nosuposanus | 0,15 0,3 1-5mr/kr/cyr (B 1 wim 2

JIOJDKEH HCII0JIB30BaThCsI ¢ | Mr/kr/cyt* | MI/KT/CyT npuema)

BJIBIIPOATOM BHE 3aBHCUMOCTH OT

JIPYToii COMyTCTBYIOLEH Teparm (1 pa3 B|(l paz3 B|Jiga  JOCTHXKEHMs — OdTama
CYTKH) CYTKH) NOUIEPKUBAIOIIEH — Tepanuu

J103a MOXET OBITH ITOBBIIICHA,

HO He Oosee uem Ha 0,3
MI/KT/CyT KaxK/ple 1-2 HeIeH
10 JOCTHKEHHS
ONTUMAJIBPHOTO OTBETAa Ha
MakcumasbHast

J03a

JIeYEHHE.
MOIEPXKUBAIOIIIAT
coctasisiet 200 Mr/cyT.

JaMOTpHIKHHA (CM. paszen 4.5)

Kom6unuposannas Ttepanusi BE3 Baaenpoata m C HMHAYKTOPaMH TIJIIOKYPOHH3AUHH

0,6 1,2 5-15 mr/kr/cyr (B 1 wmm 2
Mr/kr/cyt | Mr/kr/cyT npuemMa)
910T pEXUM JIOJDKEH
HCIIOIB30BAThCS 6e3 Bansmpoara, HO | (B 2| (8 2 | Jlmg  mDOCTHOKEHHSI — JTama
v npremMa) npuemMa) MOJUICP)KUBAIOLIEH  Teparuu
J103a MOKET OBITh IOBBILICHA,
(eHUTOUHOM, KapbaMa3enuHoM,
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(enobGapOuTanom, MIPUMHUIOHOM,
pudaMIUIMHOM, JIOTTHHABUPOM/
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JIOCTHIKEHHS
OTBETA Ha
JIeUeHHE. MaxkcuManbpHas
[O/IEPXKUBAIOIIAS

cocranisiet 400 mr/cyT.

J103a

Komounuposannasi tepanmuss BE3 Banbmpoara m BE3 HMHIYKTOpOB TIIIOKYPOHH3ALHH

JaMoTpHIKHHA (CM. pa3zen 4.5)

JToT pexuM JIOJKEH
UCIIOJIB30BaThCSl IIPU INPUMEHEHUH
JTaMOTPHU/DKMHA B KOMOHMHAIMU C
JIPYTHMH JIeKapCTBEHHBIMU
CpelICTBaMH, KOTOPBIE HE SIBIIAIOTCS
WHIYKTOpaMH WJIM MHTHOMTOpaMHU
[JIFOKYPOHU3AIMH JTAMOTPH/KHHA

0,3
MI/KI/CyT

B 1 wm 2
npremMa)

0,6
MI/KT/CYyT

(B 1 wm 2
npuema)

1-10 mr/xr/cyr (B 1 mmm 2
prueMa)

sTana
Teparnuu

Jlns  DOCTHXKEHUS
MO ICPIKUBAIOIIEH
71032 MOXET OBITh MOBBIILIEHA,
HO He Oosee uem Ha 0.6
MI/KI/CyT Kaxzble 1-2 Heelu
110 JIOCTH)KEHUS
ONTHMAJIBHOTO OTBETa Ha
MaxkcumanpHas
J03a

JICYEHHE.
MOI/IEP)KUBAIOIIAS
cocrasisier 200 Mr/cyT.

TlpuMeuanne: Y TAIMEHTOB, PUHMMAIOIMX JEKAPCTBEHHBIE CPEACTBA, (YapMaKOKHHETHIECKHE

B3aHUMOJICHCTBUS KOTOPBIX C JIJAMOTPHIKWUHOM B HACTOSIICC BPEMSI HEHU3BCCTHBI (CM. pa3acit 45),
IOJDKEH HUCIIOJIB30BaAThCA PEKHUM, peKOMeHHOBaHHLIﬁ 1A Ha3HAYCHUs JIaMOTpH/DKHHaA B

KOMOMHAIIHYU C BaJILIIPOATOM.
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* (B cimydae, xoryia HauMEHbIIEH JOCTYIIHON J03MPOBKOM sIBIrﬁﬁmmn“mmﬁgrimgggﬁéﬁ”2’"‘M'1‘):
Eciu paccunTanHast CyTOYHAasI 1032 y NAllUEHTOB, IPHHEMAIOIIMX-BABIIPOAT; COCTABIIICT 1M UiH
GoJiee, HO MEHEE 2 MT, TO MAlMEHTaM MOJKHO IIPUHUMATh TabaeTku JIaMuKTal 1o 2 Mr Yepes JeHb

B TCYCHHUC IICPBBIX 2-x Hexenb. Eciu paccuHTaHHas CyTO4YHas [103a y IMalueHTOB, IIPHHUMAIOIINX

BaBIpOaT, MeHee 1 mr, Jlamukran HasHayats He cienyer. He HasHaualiTe A1poOHOE KOIHYECTBO
’KeBaTeJIbHBIX/IUCTIEPIHPYEMBIX TaOJIETOK.

* (B cydae, KOrJja HaMMEHBIIEH IOCTYIHOM JO3HPOBKON SABNSIOTCA TabneTku Jlamukran 5 mr):
Eciu paccuMTaHHas CyTOYHas 703a JaMOTPHDKHHA Yy IAlMEHTOB, MPHHMMAIOMIMX BaJlbIIPOAT,
COCTABJISIET OT 2,5 70 5 MT, TO NALMEHTaM MOYKHO IIPHHUMATB 10 5 MT Yepe3 IE€Hb B TEYCHHE [IEPBBIX
IBYX Helenb. ECu paccudTaHHas CyTOYHas J103a JIAMOTPH/DKHHA y MAllMEHTOB, IPUHUMAIOLINX
BaJILIIPOAT, COCTABIISET MeHbLIe 2,5 Mr, JlaMuKTan Ha3HayaTh He cenyer. He HasHavyanTe IpoOHOE
KOJIMYECTBO YKEBATEJIbHBIX/ TUCTIEPIHPYEMBIX TaOJIETOK.

YroGbl GBITh YBEPEHHBIM B TOM, YTO TOJEPXKUBACTCS TepamleBTHYECKas 7033, HEOOXOIMMO
KOHTPOJIMPOBATh Maccy Teja pebeHKa M KOPPEKTHPOBATH 103y Ipenapara Npu €€ H3MCHCHUH.
BeposiTHee BCero, 4To JeTAM B Bo3pacte OT 2 10 6 1eT mnoTpebylorcst HaubOONbIIHE
I01IeP)KUBAIOIHE J03BI.

[Toclte JOCTHKEHHsI KOHTPOJIS SMUJIETICHU Ha oOHE KOMOMHMPOBAHHOM TEPAUH, COITYTCTBYIOIIHEC
IPOTHBOAIIMJIENITHYECKAE IIpernapaTbl MOTyT ObITh OTMEHCHBl M IpPHEM JIAMOTPUDKHHA
TIPOJIOJDKEH B MOHOTEPAIIHH.

Jlemu maadwe 2-x 1em

ITosTy4eHs OrpaHMYeHHbIE JaHHbIE 00 2 eKTHBHOCTH 1 OE30MaCHOCTH JTJAMOTPH/DKHHA B COCTABE
KOMOHHHPOBAHHOMN TEpaIvy IPH JCYCHHH MapIHATbHBIX IPUCTYIIOB Y JeTeH B BO3pacTe ¢ 1-ro
Mecsia 10 2-X JeT (cM. pasaen 4.4). JlaHHBIX 0 IPUMMEHEHHUH y IeTeil MITajIIe OHOro Mecsna He

nosnydero. [ToaTomy JlaMuKTA He PEKOMEHIYETCS JUTS PUMEHEHHUS Y IeTeH B BO3pACTe 110 2-x
JICT. ECJIPI B COOTBETCTBHHU C KJ'H/IHH"ICCKOI\;I HCO6XOIII/IMOCTI>IO HpPIHHTO pemeHHe O Ha3HaA4YCHHHU

npenapara, cM. paszeist 4.4, 5.1 1 5.2.

Bunonapusie HapyuieHUuA:

PexoMeHTyeMbIi PeXKUM MOBBILICHHS 03B H NOUIEP)KUBAIOIIHE 03Bl IS B3POCIBIX B BO3PACTE
¢ 18 net npescTaBIEHBI HUXKE.

HeoGXOIMMO CIEI0BATh NEPEXOIHOMY DPEKHMY JO3UPOBAHMS, KOTOpBIH BKmo4aeT B ceOs
[IOBBIIICHHE B TeUeHHE 6 HeJIeNb 1035l IAMOTPHIKUHA JI0 [OAEPIKHBAIOMEH CTabuIn3HpyoIIeH
10361 (Tab1. 3), MOCyIEe Yero, Apyrue INCHXOTPONHbIE W/HIH IPOTHBOSIMMICIITHICCKUES TIPCIapaThbl
MOTYT GBITH OTMeHeHBI (Tabin. 4). Peskum KOPPEKIHH CYTOYHBIX 703 JaMOTPHUDKMHA TOCIIC
NOGABEHHS APYTHX MCUXOTPONHBIX JEKAPCTBEHHBIX CPEACTB M/HIM MPOTHBOIMAJICHITHICCKIX
IpenapaToB peACTaBiIeH Hike (Tabnuua 5).

Nz-3a pHUCKa pa3BUTHUSA CBIIH HC cienyeT IIpeBbIIaTh Ha4daJlbHYIO Jo3y Ipe€mnapara H

TOCI e IYIONIHET peXuM IOBBIIEHHS 103 (M. pasnen 4.4).
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Tabnuya 3. PexoMeHOyeMas cXeMa YBEIMYEHHS [103 IUISE lﬁm(gg’lyﬁ“ ‘{mﬂgé VKUBAT
CYTOYHOM CTAOUIM3UPYIOIIEH 103BI I B3pOCIIbIX (cTapiue 18 m)npmmpﬁsm“ﬁapymennxx

PexxuMm no3upoBaHus

Henenu 1-2

Henenn 3-4

Henens 5

LleneBas
cTabunu3upyromas
no3a (uemens 6)*

MonoTepanusi samotpuaxkunom WIN koméunuposannas tepanus BE3 Baabnpoara u BE3
HHIYKTOPOB IVIIOKYPOHH3AIHH JTAMOTPH/IKHHA (CM. pasien 4.5)

DTOT  peXuM  JOJDKEH
HCIIOJIb30BaThCS npu
MIPUMEHEHUHT
JTaMOTPHJKUHA B
KOMOMHAIIUK C JPYTUMH
JIEKapCTBEHHBIMHU
CpeICTBaMH, KOTOpbIE HE
ABISIIOTCS. ~ MHAYKTOPaMH
U HHTUOUTOPaMH
[JIFOKYPOHHU3ALUH
JIaMOTPHJKHHA

25 mr/cyt

(1 paz3 B
CYTKH)

50 mr/cyT

B 1 wm B 2
npuema B
CYTKH)

100 mr/cyT

(B 1 wmB?2
mpueMa B
CYTKH)

200 mr/cyT -
OoOBIYHAs II€JIeBas
z03a IS
JIOCTHIKEHHUS
ONTHMAJIBHOTO
TEpareBTHYECKOTO

s dexra

B 1 wm B 2
npuemMa B CyTKH)

B KIIMHUYECKUX
HCCJIEIOBaHUAX
HCIOJIb30BAINChH
JI03bl B JIMAIIA30HE
or 100 wmr/cyr no
400 mr/cyT.

KOMGI/IHI/IPOBaHHaﬂ Tepanus C BaJIbIIP0AaTOM (I/IHI‘I/IGI/ITOpOM TIIOKYpPOHHU3alluH JJaMOTpHU’KHHA

—cM. pazzen 4.5)

JlaHHBIA

J03UPOBAHHSA
UCIOJIB30BaTLCS c
BaJIBIIPOATOM BHE
3aBUCHMOCTH OT JpYyroi
COIYTCTBYIOLIEH Teparuu

PEKIM
JOJDKEH

12,5 mr/cyT

(B BUAE 25 MI
yepes JIeHb)

25 mr/cyt

(1 pa3 B CyTKH)

50 mr/cyt

(B 1 umu B 2
npueMa B

CYTKH)

100 wmr/cyr -
oObIuHasl IleJIeBas
J103a JUTS
JIOCTHIKEHUS
OIITUMAJIEHOTO

TEPpaANeBTUIECKOTO

s dekra

B 1 mwm B 2
IpHEMa). B
3aBUCUMOCTH  OT
KIMHUYECKOI O
OTBETa MOXET
IPUMEHATHCS
MaKcHMaJlbHas
cyrounast no3a 200
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(hEeHUTOUHOM,

IPHMHJIOHOM,
pubaMIHLIHHOM,
JIOMTHHABHPOM/
PUTOHABHPOM.

KapOama3enuHoM,
¢penobapbuTamom,
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FUOUUOJ T LU T Y oV ERyer )
Komounnposannass tepanuss BE3 Baabnpoara m C HMHAYKTOPAMH IJIIOKYPOHH3aUHUH
JaMoTpHIKHHA (M. pasznen 4.5)
Oror  pexuM  JoipkeH | 50 Mr/cyt 100 mr/cyT 200 mr/cyt | 300 mr/cyT Ha 6-#
HCII0JIB30BaThCS 6e3 Hejlejle  Tepalu,
BAJIBIIPOATa, HO C: (1 pas B|(B2mpuema) | (B 2| npu
CYTKH) npuema) HEeO0OX0IMMOCTH

YBEJIHYHTE 103y 10
OOBIYHOM I1eJIeBOM
10361 400 Mr/cyT Ha
7-o#t Heaene
Teparnuu JUISt
JIOCTHIKEHHSI
ONTHMAJIBHOTO
TEpareBTHYECKOro

s dexra.

(B 2 mpuema)

KOMOMHAIIUH C BAJIBIIPOATOM.

TlpuMeuanne: Y TAIMEHTOB, IPHHAMAIONINX JIEKAPCTBEHHBIE CPeICTBA, (papMaKOKMHETHYECKHE
B3aMMO/IEHCTBHS KOTOPBIX C JAMOTPU/KUHOM B HACTOSIIIEE BPEMs HEM3BECTHBI (CM. pa3ien 4.5),
JOJDKEH WUCIIONb30BATECS DEXHM, PEKOMEHIOBAHHBIA JUId Ha3HA4YeHHs JIAMOTPHMIDKHHA B

*eneBas cTaOMIIM3UPYIOIIAs 103a H3MEHSAETCS B 3aBUCUMOCTH OT KITMHHIECKOTO s dexra.

Tabnuya 4. Tlonnepxkusaromas cra0WIM3Hpyromas oOuias CyTo4yHas no3a Uil JICHCHHA
GUIOJIAPHBIX PACCTPOMCTB y B3POCIBIX € 18 JIET 110CyIe OTMEHBI COIYTCTBYIOLIKX JICKAPCTBECHHDIX

CpEJICTB.

TTocie DOCTHIKEHUS LETEBOM MOUIEPKUBAIOIIEH CTaOUIH3HPYIOEH CYyTOYHOH J03bI BO3MOKHA
OTMEHa COIYTCTBYIOIMX JEKAPCTBEHHBIX CPEJICTB B COOTBETCTBHH CO CXEMOU HIKE.

PexxuM 103upOBaHus Crabmwmmsupyro | Henenst 1 (co | Henenst 2 Hemens 3
mas 71034 | JHS OTMEHBI) nanee*
JTaMOTPHKHHA
JI0 OTMEHBI

OrMeHa BaJabNpoaTa (MHTHOUTOpA IVIIOKYPOHM3AIMH JIAMOTPHDKHHA — CM. pasiel 4.5), B
3aBUCHMOCTH OT UCXOHOM J103BI JIAMOTPHJDKHHA

ITocne

yIBOUTD

BaJIpIIpoOaTa HeOGXOJlI/IMO

CTaOMJIH3UPYIOLIYIO J03Y,

OTMCHBI

100 mr/cyT

200 mr/cyT

Coxpanuth 103y 200 MIr/cyTKH B
2 mpuema.
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TePCTRA 3PaBOOXpaHEeHUs |

IIPUTOM IOBBIIICHUE J103BI
JOJDKHO COCTaBJISATh HE
oonee 100 mr/aenens

200 mr/cyT

300 mr/cyT

— T ——

PECIYOITK
400 .
£ J

" COXpanuTh. 103y

400 mr/cyT

OTMeHa HMHAYKTOPOB IJIIOKYPOHH3ALMH JAMOTPHWIKHHA (CM. paszen 4.5) B 3aBUCHMOCTH OT

ACXOIHOM JT03BI

DTOT peKHUM JI0JIKEH OBITH
HCIIOJIE30BaH IIPU OTMEHE
benuTonHa,
kapOama3enuHa,
¢benobapburana,
IIPUMHUIOHA,
pudamMIuIMHa,
JIONIMHABHPa/pUTOHABUPA

400 mr/cyT

400 mr/cyT

300 mr/cyT

200 mr/cyT

300 mr/cyT

300 mr/cyT

225 mr/cyt

150 mr/cyT

200 mr/cyT

200 mr/cyT

150 mr/cyt

100 mr/cyt

OrMeHa JpPYrux JieKapCTBEHHBIX
HHIHOHTOPAMH IJTIOKYPOHH3ALNH JIAMOTPHKHHA (CM. pasjen 4.5)

Cpe/CTB,

HE

ABJIAIOIUXCH

HHAYKTOpaMH HJIH

DTOT peXuM JOKEH ObITh
HCIIOJIB30BaH IIPH OTMEHE

JApPYyruX  JIeKapCTBEHHBIX
CpEICTB, HE SABIISAIOLIUXCH
HHIYKTOpaMu HITH
HHTHOUTOpaMHU
TJTFOKYPOHH3ALHH
JIaMOTPH/DKHHA

[TopnepskuBaiitTe LeneByIO 103y, NJOCTHIHYTYIO B IIPOLECCE PEXKUMA
nosbimerus (200 Mr/cyTku B 2 mpuema; auamnasoH 103 ot 100 mr 1o

400 mr/cyT).

HpI/IMeanI/IeZ Vv MarfueHToOB, IPHUHUMAIOIIIUX JIEKApCTBEHHBIEC CpencTBa, (bapMaKOKI/IHeTI/I‘—IeCKI/Ie
B3aMMOIEHCTBHS KOTOPBIX C IAMOTPH/DKHHOM B HACTOSIIIEE BPEMs HEH3BECTHBI (CM. paszien 4.5),
PEKOMEH/IyeTCsl [IePBOHAYaIbHO MOJIEPKUBATh TEKYIIYIO 103y W KOPPEKTHPOBATh JICHCHHE
HCXOJS U3 KIIMHUYECKON KapTHHEL

*TIpH HeOOXOMMMOCTH 71032 MOXKET ObITh yBemruena 10 400 MT/CYTKH.

Ta6nuya 5. Koppekiys CyTOUHBIX 703 JIAMOTPHDKHHA Y B3POCTIBIX C 18 et ¢ GUIOJISAPHBIM
pacCTPONCTBOM IIOCTIE TIPHCOEIMHEHHUS K Tepaluy IPYTUX [perapaTos.

OTCYTCTBYET KIMHUYECKUH OMBIT B KOPPEKLMH CYTOUHBIX JI03 JJAMOTPHIUKHHA IOCTIE no0aBIeHUS
npyrux mpenaparoB. OJHAKO Ha OCHOBAHHM HCCICIOBAHUH IO B3aUMO/IEHCTBUIO IIPErapaToB

MO>XHO JaTh CJICAYIOIINE PEKOMECHAAINH.

PeskuM 103HpOBaHHA Texymas Henmenss 1 | Hemens2 | Henens 3 u
crabummsupyto | (co  aHA nanee
mmast no3a | nobaBlieH
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s

OOXDaHeHU s i

JTAMOTPUJKUHA | HS)
(1o mobGaBneHus

JIPyroro
npernapara)

IIpucoennHeHne Bajbnpoara (MHrHOUTOpPA INIIOKYPOHHU3AIMK JIAMOTPUDKHHA — CM. pasJiel
4.5), B 3aBHCUMOCTH OT UCXO/HOM J103bI TaMOTPUKHHA

JlaHHBIR PEXUM TOJDKEH
HCII0JIb30BaThCS npu
MIPUCOETUHEHUHU BaJIBIIPOATA,

HE3aBUCHUMO OT CONYTCTBYIOIIETO
npreMa JICKapCTBEHHBIX CPCICTB.

CoxpaHUTh 103y

100 mr/cyTku

CoxpaHHTb 103y

150 mr/cyTku

200 mr/cyT 100
MTI/CyT

300 mr/cyT 150
MI/CyT

400 mr/cyT 200
MTI/CYT

CoxpaHuTh 103y

200 Mr/cyTkH

IpHcoeTHHeHHe HHIYKTOPOB IUIIOKYPOHH3AIHH JaMOTPWIKHHa Yy mnauuentos, HE

M0Jy4aIMMX BAJbnpoat (cM. pa3jen 4.5) B 3aBHCUMOCTH OT HCXOIHOMU 03Bl

JlaHHBII PEXKUM JIOJDKEH
HCII0JIb30BAThCS npu
MPUCOETUHEHHH CIIETYIOLIIX
JICKapCTBCHHBIX CpeaAcCTB oe3
BaJIbIIpOATa.: (eHuTOMHA,
kapbamaszenuHa, (eHobapOuTana,
IPUMH/JIOHA, pudamMnuIHa,

JIOTMHABHPa/pUTOHABHPA.

200 mr/cyT 200 300 400 mr/cyT
MI/CyT MI/CyT

150 mr/cyT 150 225 300 mr/cyT
Mr/cyT Mr/cyT

100 mr/cyT 100 150 200 mr/cyT
MI/CyT Mr/cyT

IpucoenuHenne APYrux JeKapcTBeHHbIX cpeacTs, HE siBastlommxcsi HHAYKTOpaMH HJIH
MHrHGUTOPAMH IJIIOKYPOHH3AIMH JJAMOTPHIKHHA (CM. pasjen 4.5)

DTOT  pexuM

NOJDKEH  OBITB

HCIIOJIE30BaH MpPH IPUCOCIUHEHHH
JPYTHUX JeKapCTBEHHBIX CPEJICTB, HE
ABJSIIOIIMXCS HMHAYKTOpaMH — HJIH
HHTHOUTOpAMH  I[IFOKYPOHH3AIUH

JJAaMOTpHIPKHUHA

[TomnepxuBaiite

IEeNeBYIO0 103y,

JOCTHUTHYTYIO B

nporecce pexuma nopeimeHus (200 Mr/cyTky; Axanason

103 ot 100 mr 1o 400 mr/cyr).

[Tpumeyanue: Y NaUMCHTOB, MPUHUMAIOLIMX JICKAPCTBCHHBIC CPE/ICTBA, (hapMaKOKHHETHYCCKUC
B3aUMOJIEHCTBUS KOTOPKIX C JIAMOTPUJKMUHOM B HACTOSIIIIee BPEMsI HEU3BECTHBI (cM. paznen 4.5),
JIOJDKEH HCIOJIB30BaThCS PEXKUM, PEKOMEHJOBAHHBIM JUIsl HA3HA4YCHUs JIAMOTPHU/DKHHA B

KOMOMHAIIUHU C BAJILIIPOATOM.
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1K1 Benapycs

IIpexpawjenue mepanuu 1aMomMpuONCUHOM Y NAYUEHNMOE ¢ OUNONAPHLIM PACCMPOUCTIBOM

Bo BpEMs KIIMHUYCCKHUX HCIIBITAHU U pe3Kas OTMEHA JIAaMOTPHKWHA HE BbI3bIBaJla yBCIHYCHHS
Y4YacTOThl, TKECTH HJIHM HU3MCHCHHUSA XapaKTCepa HEKEIAaTCIbHBIX SIBJICHUW 10 CpaBHCHHUIO C
nnaue6o. Takum o6pa30M, IManMeHTaM MOXXHO OTMCHATH JIAMOTPHUPKHUH Cpasy 6e3 IMOCTENEHHOTO
CHHKCHHS €TI0 T03BI.

Jlemu u noopocmxku maaoute 18 nem

JIaMOTpH/DKHH He TIOKa3aH JeTsM M [OApOCTKaM Miamgme 18 jer, IOCKOJBKY
PaHJIOMHU3MPOBAHHOE HCCIIEJOBAHME C OTMEHOW IpemnapaTa IPOJEMOHCTPUPOBAIO OTCYTCTBUE
3Ha4UMOM 3 (PEKTUBHOCTH M BBIIBUIIO YBEIMYEHHE YACTOTHI CYHMIUJAIBHOIO MOBEAECHUS (CM.
paznens 4.4 u 5.1).

OO01mue peKOMEHJAIMH 10 J03UPOBAHUIO JIAMOTPHUJDKHUHA Y 0COOBIX KATErOpui NallMEHTOB

JKenwunvl, npunumalowjue 20pMOHAIbHbIE KOHMPAYENMUBbL

KomOuHHpOBaHHBIH npemnapar STHHHIIACTPAIHNOII/JIEBOHOPTECTPE (30 mxr/150 Mxr)
NpUOIU3UTEIFHO B 2 pa3a MOBBIIAET KIMPEHC JIAMOTPH/UKHHA, YTO TPHBOAUT K CHHXKEHHIO
YPOBHSL JIaMOTpW/UKMHA B Iu1asme. Ilocine THTpOBaHMA U HOCTHIXKEHHS MAaKCHMAalbHOIO
TepaneBTHYecKoro 3¢ddexkra MoXeT NOTpeOOBaThCS IMOBBIIEHHE MOJACPXKUBAIOIIMX 103
JIAMOTPHKAHA B 2 pa3a. Y JKeHIIHH, CXeMa JIeUeHHs KOTOPBIX BKIIOYAeT HeJeIbHbIN NepephIB B
IpUeMe KOHTpAUENTHBa, B 3TOT IIEPHOJ BPEMEHH HAOIIONAeTCs JBYKPATHOE YBEIHYCHHE
KOHIIEHTPAIlMK JTAMOTPHKUHA, YTO HE I03BOJISET HCKIIOYHMTH IIOSIBJIEHHE JI0303aBHCHUMBIX
He)KeNlaTeIbHBIX peakimii. [lo3ToMy B KayecTBe Tepaluy NEPBOM JHHHU CIIEyeT PacCMOTPETh
BO3MOXHOCTH IIpHeMa KOHTPAICNTHBOB, He TpeOyIOIMX HEIENBHBIX IEPEPhIBOB B IPHEME
(HarpuMep, IIOCTOSHHBIN IIPUEM TOPMOHAIBHBIX KOHTPALEITHBOB HJIH HETOPMOHAJIBHBIC METO/IbI
KOHTpAIENIIH; CM. pa3fensl 4.4 u 4.5).

Hasnauenue  2OPMOHANbHLIX — KOHMPAYEnmMu606  NAYUEHMOS,  Yoce  NPUHUMAIOUWUM
noodepoicusarowue 003vl 1amompuodicuna u HE npunumaiouyum unoyKmopos 2iioKypoHuayuu
JIaMOMPUONCUHA

B GOJBIIMHCTBE CiIydaeB TpeOyeTcs MOBBIIEHHE IIOANSPKUBAIONIEH 03Bl IAMOTPHUKHHA B 2
pasa (cM. pasnensl 4.4 u 4.5). [Ipu Ha3HAYeHHH TOPMOHATBHBIX KOHTPAIIEIITHBOB PEKOMEH/TY €TCH
MOBBIIIEHHE 10361 JaMOTpupKiHA Ha 50 — 100 Mr/cyT KaXIyro HEIENI0 B 3aBUCHMOCTH OT
KJIMHUYECKOH KapTHHEL He peKoMeH 1yeTcst IPeBBIIIaTh 9TH MU(PEI, 32 HCKIIOYEHHEM CHTYalllH,
KOTJla KJIMHHYECKU oTBeT TpebyeT Goliee MHTEHCHBHOTO IOBBIEHUs 1036l [lepen HadanoM u
TP IPOJIO/DKEHUH TTPHEMa FOPMOHAIBHEIX KOHTPAIETITHBOB MOXKHO PACCMOTPETh BO3MOXKHOCTD
M3MEPEHHs] CHIBOPOTOYHOM KOHIEHTPAMHM JaMOTPHUUKHHA [UIS TIOATBEPXKICHHUS TOTO, HTO
KOHIIEHTPAIMS TAMOTPU/KHHA TI0/IepXKUBaeTCs Ha 6azoBoM yposHe. [Ipu HeoOX0MMOCTH 103a
JOJIDKHaA OBITH cxoppeKTnpOBaHa. v JKEeHIIIUH, IPHUHHUMAaIOIHUX TOpMOHAaJIBHBIC KOHTpalelnTHBbI,
cXeMa IpHeMa KOTOPBIX BKJIIOYAeT HEZIE/IbHEIH IepephiB, HEOOXOAUMO IIPOBOJUTH MOHUTOPHHT
CHIBOPOTOYHON KOHIIEHTPALUH JTaMOTPH/DKHHA B TEUCHHE 3-i HEJCIH aKTHBHOTO JICUCHHS, T.C. B
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mud 15 u 21 nwxna npuema. Takum 06pazoM, B KauyecTBE TePAllHH IIEPBOH:MHHHH)CHETYET

paccMOTpeTh BO3MOKHOCTD IIPHeMa KOHTPALENTHBOB, He TPEOYIOIMX HEETBHEIX NePephIBOB B
npueme (Hanpumep, IIOCTOSHHBIHN IPHEM FOPMOHAIBHBIX KOHTPALCIITHBOB HIIH HETOPMOHAIBHBIE
METO/Ibl KOHTPALICIIIUH; CM. paszeinsl 4.4 u 4.5).

[Ipexpawenue npuema 20pMOHANbHLIX KOHMPAYeNnmMugo8 nayueHmamu, yice npUHUMarouyumu
noddepaicusaiouyue 003vl 1AMOMPUOdICUHA U HE npunumalowumu uHOyKmopos 2noKypoHu3ayuu
JIAMOMPUOANCUHA

B GoJIbIIMHCTBE CiTydaeB TpeGyeTcs CHUKEHHE MOIePKHBAIONIEH 10361 TaMOTPUIKHHA B 2 pasa
(cM. pasgens 4.4 u 4.5). PekoMeHTyeTcs IIOCTENEHHOE CHIDKEHHE CYTOYHOH JI03bI IAaMOTPHUKHHA
Ha 50 — 100 Mr Kaxmyio Helemo (CHwKeHue He Goiee 25 % OT CyTOYHOH N03bI B HEIEIIO) B
TeueHHe 3 Helellb, eCIM KIMHMYecKas KapTuHa He TpeOyer mHoro. Ilepex Havamom u mocie
TpeKpalleHus. pueMa TOPMOHAIBHBIX KOHTPALENTHBOB MOXHO PacCMOTPETH BO3MOXKHOCTH
M3MepEeHHs. CHIBOPOTOYHOM KOHIIEHTPAlMM JIAMOTPU/UKMHA JUIs IOATBEPKIACHUS TOrO, HTO
KOHIIEHTPAIMs JAMOTPHIDKHHA IONEP)KHBAaeTCS Ha 0a30BOM ypoBHE. Y JKEHIIHH, KOTOPBIE
TIAHUPYIOT IMPEKpAlleHue NPHeMa FOPMOHAIBHBIX KOHTPALECHNTHBOB, CXeMa IpHeMa KOTOPhIX
BKIIIOYAET HEENI0 HEaKTHBHOTO JICUCHHs (HENETbHBIA IepepblB B IPHEME KOHTPALENTHBOB)
He0OXOIHUMO TIPOBOIMTH MOHHTOPHUHT CBIBOPOTOYHOH KOHIIEHTpPAILMHU JIAMOTPU/DKHHA B TCICHUC
3-if HeJle/ M aKTHBHOTO JICYCHHS, T.¢. B IHM 15 u 21 npkia nprema KonTpauentusos. He ciexyer
[[POBOIKTE cGOP AHATM30B JUTS ONIPE/IENCHUs YPOBHEH TaMOTPH/DKHHA B TSYCHHE TIEPBOH HE/EIH
TI0CJIE TIOJTHOTO TPEKpaIeH sl TpUueMa KOHTPaIENTHBA.

Hasznauenue ﬂaMompudolcuHa nayueHmxkam, NPUHUMAarouWum 2OPMOHAIbHbIE KOHMPAYenmuebl
Pe)xrM MOBBILIEHUS J03bI COOTBETCTBYET 06I>I‘-IHOMy PCKOMEHAYEMOMY PCIKHUMY.

Hasnauenue u npekpawjeHue npuema 20PMOHANbHLIX KOHMPAYenmueos  nayueHmxam,
npunuMaowum nodoeparcusaioujue 003vl 1aMompuddicuna B KOMBHHALIHUH ¢ unoykmopamu
2NHOKYPOHU3AYUU IAMOMPUOICUHA

KOppeKTHPOBKH PEKOMEHIyeMOro PeKHMa MOJICPKUBAIOMINX 103 JIAMOTPHUKAHA MOKET HE
notpe0oBaThCs.

Ipumenenue ¢ amaszanagupoM/pumonagupom

[Ipy p00GaBICHHM JIAMOTPHDKHHA K  TEpaluu aTa3aHaBUPOM/PHUTOHABUPOM  KOPPEKIMH
PEKOMEH/[yeMOT0 PeKUMa TOBBIIEHHsI 10351 IAMOTPHJDKUHA HE Tpebyercs.

V NALMeHTOB, YKe IPUHAMAIOIIHX IIOIEPKUBAIOLIIE 03B! IAMOTPH/DKHHA H HE TPHHUMAIOIIIX
MHIyKTOPOB TJIFOKYPOHH3AIMK JIAMOTPH/DKUHA, IPH Ha3HAYCHUH aTa3zaHaBHpa/pUTOHABUPA 103y
JIAMOTPHKHHA ~ BO3MOXHO  Oyaer — HEOOXOXMMO — MOBBICHTH, @  TIpM  OTMCHC
aTa3aHABHPa/PUTOHABMPA 103y JIAMOTPHIUKHHA BO3MOKHO HEOOXOIUMO CHHU3HUTS. MOHHUTOPHUHT
KOHLEHTPAIMH JAMOTPH/DKHHA B IUIa3Me JOJDKCH MPOBOJUTELCS MEPE/| HAYAIOM U B TEUCHHC 2
HeeTb TIOCIIe Hadasla HilH IpeKpallieH s IPHeMa aTa3aHaBupa/PUTOHABUPA C LEIBIO ONPEICIeHU
HE06XOIIMOCTH KOPPEKTHPOBKH H03BI TAMOTPH/DKHHA (CM. pasziel 4.5).
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[Ipu poGaBleHWH JIAMOTPH/UKHHA K TEpaluu JIOMMHABUPOM/PUTOHABHUPOM  KOPPEKIUH
PEKOMEHIyeMOr0 peXHMa ITOBBILICHHS JI03b] IJAMOTPH/KHHA HE TpeOyeTes.

V nanueHToB, y)Ke IPHHAMAIOIINX OAAEPKUBAIOIINE 03I JIAMOTPU/KHHA U HE IIPUHMMAFOIIKX
WHIYKTOPBl TJIIOKYPOHHM3allM{ JIAMOTPH/UKHHA, IPH Ha3HaYeHHH JIONMHABHpa/pUTOHABUPA
BO3MOKHO  IOTpeOyeTcss  IOBBINIEHHE  J03bl  JIAMOTPW/DKHHA, @  TIpH  OTMCHC
JIONIMHABUpa/pPUTOHABHPA — €€ CHIDKeHHE. MOHMTOPHUHT KOHIEHTPAIMU JJAMOTPUDKHMHA B IIJ1a3Me
JI0JDKEH TIPOBOAMTHCS Iepe]l HadalloM M B TeYEHHE 2 HeJellb MOC/e Havajla WM NPEKpalleHUs
TpHeMa JIONMHABHPA/PUTOHABHPA C LEJIBIO ONpPEIEICHUs] HEOOXOMMOCTH KOPPEKTHPOBKHU 03Bl
TaMOTpUDKHHA (cM. paszen 4.5).

IManueHTHI MOKUJIOro Bo3pacTa (ctapume 65 Jier)

dapMaKOKHHETHKA JJAMOTPUJUKHHA B 3TOM BO3PACTHOM IPYIIE NPAaKTHIECKH HE OTIHYACTCA OT
TAKOBOH y IPYTHX B3POCTBIX (CM. pasien 5.2), MOITOMY H3MEHEHMs CXeMbl mozxbopa /103
nperiapara He TpeOyeTes.

Hapymenne GyHKIHH NeYeHN

HavanpHyio, BO3pACTAIONIYIO U IOAAEPKUBAIOLIYIO 103bI CIIEAYET YMEHBIIHUTD IpUOTH3UTEIBHO
Ha 50% 1 75% y NalMeHToB ¢ yMepeHHOH (cTaaus B mo knaccudukanuu Yaitna-11610) 1 TAXKEIOM
(cramus C) CTeNeHBIO IIEUEHOYHOM HEIOCTATOYHOCTH, COOTBETCTBEHHO. Bo3spacraromas u
TOLIEPKUBAIOLIAsT 103bI JIOJKHBI KOPPEKTHPOBATHCS B 3aBUCHMOCTH OT KIIMHUYECKOT0 addexra
(cm. pazmen 5.2).

Hapymenne pyHKIHH MOYeK

[TaredTaM C I0YEYHOM  HEJOCTATOYHOCTBIO JIAMOTPHUKHH — CIEAYeT HasHavaTh ¢
OCTOPOXKHOCTBIO. [IpH KOHEYHOH CTajMu [OYEYHOH HENOCTATOYHOCTH HadalbHas J103a
IIaMOTpH}I)KHHa JOJI2KHa OHpeIIeJUITLCH Ha OCHOBaHHH npnema COI'IyTCTByIOIIIHX JICKapCTBeHHbIX
CPEZICTB; y MALMEHTOB CO 3HAUYMTEIBHBIM CHIKEHHEM (YHKIIMH TOYEK MOXKET OBITh 3¢ (peKTUBHA
CHIDKEHHAs TIOJUIepKMBatoIIast 1o3a (cM. pasziessl 4.4 u 5.2).

Cnocod npHuMeHeHH s

Jliis mpueMa BHYTPb.

4.3. IIpoTuBONMOKAa3aHHA

TToBbIIIEHHAS YyBCTBUTEIBHOCTD K JJAMOTPHIIKMHY HIIH JIFOOOMY KOMIIOHEHTY IIperapara.
4.4. Ocobble yKa3aHHus H MepbI NPEI0CTOPOKHOCTH NPH NPHUMEHEHHH

Kooicnas cvine

NMeroTcsi COOOIIEHHS O HEXKEIaTEeIbHBIX peaKIUAX CO CTOPOHBI KOXH, KOTOPBIC MOTYT BO3HHKATh
B TCYCHHUC NICPBBIX 8 HEIEJb ITOCJIC Hadyajia TCpalliu JJAMOTPHUKHHOM. BonpmuHCTBO BBICHITTAHH I
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HOCHT JIETKUU XapaKTep U NPOXOOAUT CaMOCTOATEIIbHO, OAHAKO €

MoTpe6OBABIIMX TOCIMTAIM3ALMY [ALMCHTa W IIPEKpalleHHs Npuema JaMoTpukuHa. OHH
BKJTIOYAIH TAaKHe TOTEHIHAIBHO XKHU3HEYTPOKAIOIINE KOXKHBIE PeaKIMH, Kak cHHApoM CTHBeHCa-
JKOHCOHA M TOKCHYECKHH dSmuaepManbHblii Hekpoinu3 (cuuapoM Jladenna), a Takxke
JeKapCTBEHHAs PeaKIus ¢ S03MHO(UIMEH U CHCTEMHBIMHM CHMIITOMAaMH, TaK)Ke M3BECTHAs Kak
CHHJIPOM THIIEPIyBCTBUTEIBHOCTH (cM. pa3jen 4.8).

VY B3pOCIBIX MAlUEHTOB, BKIIOYEHHBIX B HCCJIEOBAHMs, B XOJ€ KOTOPBIX JIAMOTPHIKHUH
IIPUMEHSUICS. B COOTBETCTBHU C PEKOMEH/ALMAMH 10 JO3HMPOBAHHUIO, TSHKEJIbIE KOXKHBIC PEaKIHH
HaOIIOAAIUCh ¢ yacToTol mpuMepHo 1 Ha 500 mamuenToB snuitencuei. IlpumepHo B MoJOBUHE
3THX CcilydaeB 3aperucrpupoBaH cuuapoMm CruBeHca-/[xoncona (1 ma 1000). ¥V namueHToB
OUIIOJIAPHBIMH ~ PACCTPOMCTBAMM  YacTOTa TSDKEIBIX KOXKHBIX —BBICBIIAHUH MO JIaHHBIM
KIMHAYECKHX UCCIIeN0Banuit cocrapser mpubau3utenbuo 1 Ha 1000 marueHToB.

V nereil pECK pa3BHTHS TSDKENIBIX KOXKHBIX BBICBHIIAHHM BBIIIC, Y€M y B3POCIBIX. [lo maHHBIM
HCCIIEJOBAHUH, YacTOTa KOMKHBIX BBICHIIAHMM, MOTPEOOBABIIMX TIOCHHTAIH3ALUM, Y JETeH
cocraBmsuia ot 1 Ha 300 mo 1 Ha 100.

V nereii HauaIbHEIE IPOSBIECHHUS CHITA MOTYT OBITH OIIMOOYHO IPUHSATEI 38 MHQEKIUIO, IOITOMY
Bpaud JOJDKHBI IPUHHMATh BO BHHMAaHHE BO3MOYKHOCTh PEaKUHUH JAeTeil Ha JIAMOTPHJDKHUH,
TIPOABJIAIOIIENCS PA3BUTHEM CHIIU U JIMXOPAJIKH B NIEPBBIE 8 HEMIENb TePAIHH.

KpOMe TOTO, C}’MMapHHﬁ PHUCK pa3BUTHs ChIIIH B 3HAYUTEIBHOMN MEpPE CBsA3aH C:

- BBICOKOH HA4aJIbHOH J[030M JIaMOTPHU/DKHHA ¥ MPEBBILECHUEM DPEKOMEH]YyEMOW CKOPOCTH
MOBBIIIEHHS 103 JTAMOTPHDKHHA (CM. pasznen 4.2);

- COYETAHHBIM IPHMEHEHHEM C BAIBIIPOATOM (CM. paszen 4.2).

OcTOpOKHOCTH HEOOXOAMMA ITPH HA3HAYEHUH JIAMOTPH/DKHHA [IAIIHEHTaM, HIMCIOIIUM B aHAMHE3¢
aIIEPrHYeCKHe PEaklWH WIH CBHIIb B OTBET HA INPUEM JPYIHX HPOTHBOIMMJICTITHICCKHX
IIpenapaToB, MOCKOJIBKY YacTOTa Pa3BUTHs CBHINK (HE KacCH(pUUMPOBABIICHC KaK Cepbe3Has)
TIpH Ha3HAYEHHH JAMOTPH/UKHHA AlHeHTaM ¢ TAKMM aHaMHe30M OblIa B TPH pa3a BBILIE, YEM y
NALHEHTOB C HEOTATOIECHHBIM aHAMHE30M.

IIpi 0GHAPYXKEHHHU CHIIK BCE NALHEHTHI (B3pOCIble M JETH) JOJDKHBI OBITH Cpasy OCMOTPEHBI
BpauoM. [IpueM JIaMOTPHJUKHHA JIOJDKEH OBITh HEMEIJIEHHO NPEKPAIleH 33 MCKIIIOUYCHHEM TeX
cllydaeB, KOrJa OYEBHJHO, YTO Pa3BUTHE ChHIIA HE CBA3aHO C IIPHEMOM Iperapara. He
PEKOMEH/IYeTCsl BO30OHOBIIATE NMPUEM JIAMOTPU/DKHHA B CIIydasX, KOTJa €ro MpeecTByIOmee
Ha3HAYEHHE OBUIO OTMEHEHO B CBS3M C PA3BHTHEM KOKHOM PEakKIHH, €CJH TOJIBKO OXKHAaeMbIH
TepaneBTHYecKHi ((PEKT OT NPHUMEHEHHUs Npernapara He NMPEBBIIACT PUCK HEKETAaTeTbHBIX
sddexroB. Ecnu npueM 1aMOTpHIDKMHA MPUBEN K PAa3sBUTHIO CHHIpPOMA CruBeHca-/[xoncona,
TOKCHYECKOTO SIIHIEPMATBHOTO HEKpOIN3a WM JIEKAPCTBEHHON peaKkluu ¢ 203HHOQHMIMCH H
CHCTEMHBIMH CHMIITOMAaMH, BO30OHOBIISITE IIPUEM JIAMOTPU/DKHHA HEJIB35.

Co006ImaNoch, 9TO CHIIb MOKET OBITh YACTBIO CHHIAPOMA FHIIEPUYBCTBUTEIBHOCTH. DTO COCTOSHHE
CBSI3aHO C pas3IMYHBIM HA0OpOM  CHCTEMHBIX ~ CHMITOMOB, BKJIHOYas — JIMXOPAZKY,
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nuM(dageHONAaTHIO, OT€YHOCTh JIMIA, HapyLICHHs (byHKm/m IIC%»IChI/I TMOYEK; |

MeHHHTHT (oM. paszer 4.8). TshkecT POSBIEHHS CHHAPOMA BapbUPyeT B IIHPOKUX HPeaeiax u
B pEIKMX CIydyasX MOXKeT INpPHBOIAUTH K Pa3sBHTUIO CHHIPOMa JHCCEMHHHPOBAHHOTO
BHYTpHcocyucToro csepreiBabus (JJBC) ¥ HONHOPraHHOK HeAOCTaTOUHOCTH. Heobxomumo
OTMETHUTb, YTO PAHHHE MPOSBIEHUS CHHAPOMA THIIEPUYBCTBUTEIBHOCTH (HAlpUMED, JTUXOpaJKa,
nuMbaieHOIaThsT) MOTYT HaGJIFOAAThCsI, aXe eCIIH HET SBHBIX MposBieHui cbid. [1pu passutiu
110100HBIX CHMIITOMOB TALIHEHT JO/KEH OBITh HEMEICHHO OCMOTPEH BPayoM H, €Cii He Oyzer
yCTaHOBJIEHA APYras IPUYMHA CHMIITOMOB, JJaMOTPHIKHMH JIOJDKEH OBITH OTMEHEH.

B GONBIIMHCTBE CIIy4aeB aceNTHIECKHH MEHHHTHT OblT 0OpatuMbiM. CHMITOMBI TPEKpallaIkCch
IpH OTMEHE Mpenapara, OJHAKO, B HECKOJBKHX CiydyasX OBICTPO BO3BpAIAIMCh IIPH
BO30GHOBJICHHH IIPHEMA, 4acTo B Goee Tsokenoit Gopme. ITarnenTaM He clieayeT BO30OHOBIIATH
TEepanuio JAMOTPH/DKMHOM IIOCIE €€ NPEKPAlIeHUs] B CBS3U C PA3BUTHEM aCENTHIECKOro
MEHHUHIHTA.

Takke coobIanoch 0 PeaKIUsIX CBETOUYBCTBUTEIBHOCTH, BHI3BAHHBIX IIPUEMOM JIAMOTPUIDKHHA
(pa3nen 4.8). B HEKOTOPBIX Cllydasx peaKius BO3HHKANA IIPH [IPHeMe BEICOKOH JI03bI (400 mr unu
Gonee), NPH MOBBIIEHWH J03bl HIM OBICTPOM MHOBHINIEHHH J03bl. CllefyeT paccMOTPETh
BO3MOKHOCTD IIPEKPAIIECHHUS JICUSHHs], €CIIU Y NMAHEHTa C TIPHU3HAKaMH CBETOTYBCTBUTCIIBHOCTH
(HampuMep, CHJIBHBIM COJIHEYHBIM OXKOTOM) IIOJI03PEBACTCS CBA3bL MEXIY PasBHTHEM
CBETOUYBCTBHTEILHOCTH W IIPHEMOM JaMOTPH/UKAHA. ECIH  NPOJODKEHHE  JICUCHHUS
JAMOTPUJUKHHOM CYHMTACTCS KJIMHMYECKH OIPABIAHHBIM, MAIMEHTY CIEIyeT PEKOMEHI0BATH
H36eraTh BO3JICHCTBUS COJIHEYHOIO CBETA K HCKYCCTBEHHOTO Y D-M3/IydeHH s, a TAK)KE IPUHAMATD
3aIUTHBIE MEpBI (HampuMep, HOCHUTH 3allUTHYIO OJEXIY M HCIOJIB30BaTh CONHLC3AMIMTHBIC
KPEMBI).

Temogpazoyumapnoiii rumepozucmuoyumo3 (I71T)

V nanueHToB, MPUHAMAIOIINX JTaMOTPHIKUH, ObLIM 3apErHCTPHPOBAHEI CJTy9Yan PasBUTHS I'ar
(cm. pazoen « Heoicenamenvnuie peaxyuuy). I'JII' xapaktepusyeTcs KIMHUYECKAME IPU3HAKaMH H

CHUMIITOMaMH, TaKHuMH KakK meopam(a, CBIIlb, HeBpOJIOFI/I‘-IGCKHe CHUMIITOMBI,
rermaTocIIeHoMeranus,  JuM(baIeHONaTHs,  UMTONEHHH,  IOBHIIIEHHE  CHIBOPOTOYHOH
KOHIEHTPALMH (DEPPUTHHA, THIEPTPUTIHIEPHICMHS W HApylUeHHs QYHKIMH [EYCHH X
cBepTHIBaHHS KpoBU. Kak IpaBmjo, CHMIITOMBI NIOSBIIAIOTCS B TCUCHHE 4 Henenp mocie Havdaia
neuyenus. ['JII' MOXKET IPEACTABIATE YrPo3y VIS KHU3HHU.

TanueHTOB CleAyeT MPOMH(OPMHPOBATE O CHMIITOMAX, acCOLMHPYEeMBIX ¢ [ JIT', a Takxke o
HEOOXOMMMOCTH CPOYHO OOPAaTHTBCSA K Bpady, €CIM Y HHX MOSBHIMCH CXOXKHC CHMITOMBI BO
BpeMsI [IpHeMa JIAMOTPH KA HA.

Heo6X0IMMO CpOUHO 06C/Ie10BaTh MAIMEHTOB, Y KOTOPBIX Pa3BUBAIOTCS yKasaHHBIC IIPHU3HAKA 1
CHMIITOMBL, 1 paceMoTpeth auarao3 I'JIIN. CretyeT npeKpaTHTh TEPAIHIO JIAMOTPH/UKHHOM, €CIH
aIbTepHATUBHAS ITHOJIOTUS HE MOXKET OBITH YCTAHOBJICHA.
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Brusinue 20pMOHANbHBIX KOHMPAYENMUB08 HA P PEKMUEHOCMb 1AMOMPUOHCUHA

BBUIO MOKA3aHO, 4TO KOMOMHMPOBAHHEIN IIpernapar 3THHUIACTpaauos/aeBoHoprectpen (30
MKr/150 MKr) npuOIM3UTENIBHO B 2 pa3a IOBBIIIACT KIMPEHC JTaMOTPH/DKHHA, YTO IIPHBOIUT K
CHIKGHHIO YPOBHSI JaMOTpHpKuHA B miasme (cM. pasgen 4.5). CHUXEHHE KOHUCHTpALUH
NAMOTPHMIDKHHA CBS3aHO C IOTepeil KOHTpois Hai mpucrynamu. [locie TuTpoBaHHs U
JIOCTHIKEHUS] MaKCHMMAJIBHOIO TepareBTHIeCKoro dddexra MoxkeT MoTpeOOBaThCs MOBBIIICHHE
TOUIEP’KMBAIOIIMX /103 JIAMOTPUDKMHA B 2 pasa. [Ipu mpekpaiieHuu npremMa ropMOHaIbHBIX
KOHTPAIENTHBOB KJIMPEHC JIAMOTPU/DKHHA MOXET YMEHBUIUTBCS BIBOE. Y BEIHYCHHE
KOHLIEHTPALMH  JIAMOTPH/DKHHA  MOXKET MPHBOJAMTE K  IOSBJICHHIO  J0303aBHCHMBIX
HeKelaTeIbHBIX peakiuif, B CBSI3UM ¢ 4eM TpedyeTcs NPOBOJMTH MOHHTOPHHI INAlUCHTOB B
OTHOILIEHHH TTOSIBJICHHS HE)KeJIaTeIbHbBIX PEAKLIUH.

V OKEHINWH, YyXe He MPUHUMAIOUIMX MHIYKTOPhl TIJIIOKYPOHH3AaLUKM JIAMOTPUDKHHA |
NPUHEMAOIIUX TOPMOHAIbHBIE KOHTPAIENTUBEI 10 CXEME, BKIIIOYAIOIIECH HEJE/II0 HEAKTUBHOTO
JNedeHHs (MO HEENbHbINA MepephlB B IPHEME KOHTPALENTHBA), B YKa3aHHBIH TEPHOJ BPEMEHH
OyzeT HabJIOAaThCs IIOCTEIICHHOE TPAH3UTOPHOE MOBBIICHHE KOHLECHTPAMH JIAMOTPU/UKHHA
(cM. paszmen 4.2). Vi3MeHeHHe KOHLEHTpPALMH JIAMOTPH/DKUHA MOXKET IMPUBOIUTH K IMOSIBJICHHIO
He)KeNaTeNbHBIX peakiuit. [103ToMy B KadecTBe Tepalu MEPBOM JIMHUU CIEIYET pacCMOTPETh
BO3MOJKHOCTh TpHEMa KOHTpALENTHBOB, HE TPeOYIOIMX HEACIBHBIX IEPEPHIBOB B IpHEME
(HampuMep, TTIOCTOSHHEIH IIPUEM TOPMOHAIBHBIX KOHTPALCTITHBOB HIIH HENOPMOHAJILHBIE METO/IBI
KOHTPALETILHN).

B3aumo/eiicTBHE MEXKIY JaMOTPUIKHHOM M APYTHMH NE€POPAIbHBIMH KOHTPACITHBAMH HIIA
FOPMOHAIBHOM 3aMECTHTENbHOM Teparueii He H3yJaIoch, XOTs OHH MOTYT IOJZOGHBIM 00pazoM
BIIMATH HA (PapMaKOKHHETUYECKUE ITapaMeTPhI JIAMOTPHDKHHA.

Brusnue 1amompuosicuna Ha 3ghexmueHocmes 20pMOHANHBIX KOHMPAYENMUGos

HccnenoBanue B3auMozedcTBuss y 16 3710poBBIX J0OPOBOJIBIEB IOKA3aJl0, YTO COBMECTHOC
Ha3HAueHUE JIAMOTPU/DKHHA W KOMOMHHMPOBAHHOTO ~ FOPMOHAJIBHOIO — KOHTPALCNITHBA
(3TMHMII3CTPAIMOJ/IEBOHOPTECTPe) IPUBOJMT K YMEPEHHOMY IOBBINICHHIO —KIMPCHCA
JIeBOHOprecTpeNa ¥ W3MEHEHHSM  KOHIEHTpauud  (OIHKYJIOCTHMYJHPYIOMEro M
JIOTEHHHU3UPYIOMEro TOPMOHOB (cM. paszen 4.5). BiusHue 3THX H3MCHCHHH HA OBYJIATOPHYIO
AKTHBHOCTH SHYHUKOB HEM3BECTHO. OJHAKO HEIb3sl HCKIKOYUTH BO3MOXKHOCTB, YTO Y HEKOTOPBIX
AIHEHTOB, MPHHUMAIOIINX JIAMOTPHDKHH M FOPMOHAIbHbIC KOHTPAICNITUBbI, 3TH M3MCHCHHUA
MOTYT BBI3BaTh CHIDKeHHE 3(Q(QEKTHBHOCTH KOHTPAUENTABOB. Takue NMalHEeHTR! J0JDKHBI OBITH
IIPOMHCTPYKTUPOBAHBI O HEOOXOJMMOCTH HEMEJIEHHO COOOIMIaTh Bpady 00 HM3MEHEHHUsX B
XapaKkTepe MEHCTPYaJIbHOTO LHUKJIA, T.€. O BHE3AIHBIX KPOBOTCUEHHUSIX.

Me2uopogporam pedyxmasa

JIaMOTpPH/IKUH SBJIAETCS C1a0bIM HHTHOMTOPOM ACTHAPO(DOIIAT PEIYKTa3bL, [I0ITOMY CYIIECTBYCT
BEpOSTHOCTH BMEINATEIbCTBA Iperapata B MeTaboau3M (ONaToB TPH €ro JUIHTEILHOM
Ha3HauyeHHU (cM. paszgen 4.6). OxHako ObUIO MOKAa3aHO, YTO NPH JUIMTEIBHOM IPHMEHCHHH
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JJAMOTPHUKHUH HE BBI3bIBAJI CYIICCTBCHHBIX U3MEHEHHUI KOHIECH

CpenHero”
00BeMa 3PUTPOIMTOB, KOHIEHTpAluH (ONaTOB B SPUTPOLMTAX HIIH CBHIBOPOTKE ‘ TP~
JUTHTETFHOCTH IIPHEMA Ipernapara 110 | roja u He CHIKaJ KOHIIEHTpaluu (oJ1aToB B 9pUTPOLUTAX
IpU Ha3HAYEHUH JIAMOTPUIKUHA JTTUTEIBHOCTBIO JI0 S JIET.

Ioueynas HedocmamoyHoCmo

B KJIMHHYECKHX HCCICIOBAHUSAX OJHOKPAaTHOE Ha3HA4YE€HHE JIAMOTPH/DKMHA IallUeHTaM C
KOHEUYHOM CTaadeil IOYeYyHOH HEeNOCTATOYHOCTH HE BBIIBUJIO 3HAYUTEIBHBIX HM3MEHEHHM
KOHIIEHTpanuu mpenapara. OJHAKO HAKOIJICHHE TJIFOKYPOHHUIHOIO MmeTaboyiTa BechbMa
BEPOSITHO, TOATOMY HEOOXOMMO MPOSIBIATE OCTOPOXKHOCTD IPH JICUCHUH ITALUEHTOB C MOYEYHOMU
HEJIOCTAaTOYHOCTBIO.

Iayuenmul, npunumaiowue Opyzue npenapambt, cO0epICauyue 1amompuo’CUn

Henpss Ha3HAyaTh JaMOTPHMDKHH IAl[MEHTaM, YXe IOJIyYalollMM Kakue-Tubo JIpyrue
TIpernaparhl, CoAepIKaIlye JJaMOTPH/UKHH, O€3 KOHCYJIbTAallul Bpaya.

DOnunencus

Pe3kas oTMEHa IpHeMa JIAMOTPUJUKHHA, KaK M JIPYTHX MPOTHBOSIHJICHTHYECKUX IPENapaTos,
MOYKET CIPOBOIMPOBAThH PasBUTHE cyznopor. Eciu peskoe mpekpallieHHe TEpaluu HE sSBIISICTCS
TpeGoBaHueM Ge30IacHOCTH (HalpUMep, MpH MOSBICHAN CBIIH), 103y JAaMOTPHIDKUHA CIIeayeT
CHH3KaTh IIOCTENIEHHO B T€UYEHUE 2-X HEJEIb.

B nureparype MMEIOTCS COOOIIEHHS O TOM, YTO TsDKEIbIC CYIOPOXKHBIE MPUCTYIBI, BKIIOHAs
SIUJIENITHYECKHH CTaTyc, MOIYT HPHUBECTH K Da3BUTHIO PabIOMHOIN33, MyJIbTHOPTraHHBIX
HApYLIEHHH ¥ JUCCEMHHHPOBAHHOTO BHYTPHCOCYUCTOrO CBEPTHIBAHMS, UHOTIA C (araabHBIM
rcxooM. I1o106HbIE cliyyan HaOMIOAAIHCH U IIPU JIEYCHHHU MAEHTOB JJAMOTPH/UKHHOM.

MoykeT HaOMIOAATHCA KIMHHYECKH 3HAUUMOE YBEIMYEHHE YaCTOTBI IPHCTYNMOB BMECTO
YJIy4dHICHHA. Y nmaimueHTOB C IIpUCTyIIaMH 0oJIe€ OHOI'O THIIA CJICAYCT OLUCHHTD Ha6monaemoe
yiIydIIeHHe KOHTPOJIS HaJ MPUCTYIaMH OJHOTO THIA [0 CPAaBHEHMIO C YXYAUICHHEM KOHTPOJIA
HaJ[ IPUCTYIIAMHU JIPYrOro TUIIA.

HpneM JJAMOTPHJDKHHA MOXET IIPUBECTH K YXYAIICHUIO KOHTPOJII Hal MHOKJIIOHHYECKHUMH
cyaoporamMmu.

[TonydeHHble JaHHBIE MO3BOJIAIOT BBIIBHHYTH IPEINOJIOXKECHHE O TOM, HTO TEPANCBTHHCCKA
>Q)EKTUBHOCTH TNpHeMa JIAMOTPHUKHHA B KOMOMHAUMHM C  TPOTHBOIMHMICHTHICCKUMH
cpencTBaMM — (EPMEHTHBIMH HHIYKTOPAaMH HIDKE, 9YeM IpH COYETaHHOM IPUMCHCHHIH
IIperapaTos 3TOM IPYIIIBL, He SBIIIOMMMHCS HHIyKTOPaM# (epMEHTOB. [TpuunHa 3TOrO ABJICHUS
HEsICHA.

IIpu NpUMEHEHHH JaMOTPHUKUHA y ASTeH JUId JICYCHHs THUIHIHBIX abcancoB 3 deKT MOKET
HaOII0aTECS HE Y BCeX MaIlMEHTOB.
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CyuIuIaIbHBIE MBICIH U CYMIHJIAIBHOE MOBEICHHE OTMEYATHCH Y MALUEHTOB, IPUHUMABLINX
MPOTHBOSIMJIENITHYECKHE ~ CPEJACTBA 110 HECKONbKAM  TOKasaHWwsM.  Mera-anamms
PaHIOMH3UPOBAHHBIX ILIANe00-KOHTPOIMPYEMBIX MCCIIEA0BaHUT NaHHBIX IpenapaToB Mokasal
HeGONBIIOE YBEIMYEHHE PUCKA CYUIMAATIBHBIX MBICIeH U MoBeneHUs. MexaHHu3M 3TOro pucka
HEM3BECTEH, ¥ JIOCTYIHbIE JaHHbIE HE HCKIIFOYar0T BO3MOXKHOCTD ITOBBIIICHHS PUCKA CyHIH/IA [IPH
NIPMMEHEHUH JTaMOTPUDKUHA. [103TOMY MalMEeHThl JOJDKHBI HAXOJUTBCA IOJ TIIATENBHBIM
HAOJIIOZICHHEM Ha TIpeMET BO3HHKHOBEHHS CYMIHJAIBHBIX MBICICH M IOBEICHHSA C
PAacCMOTPEHHEM B HEOOXOMMMBIX CIy4asX COOTBETCTBYIOMIero jedenus. Ilammentsr (1 nmua,
OCYILECTBIISIONINE YXOJ 33 HUMH) JOJDKHBI OBITH NMPOMH(GOPMHPOBAHBI O HEOOXOXMMOCTH
MeIHIIHHCKOH KOHCYJIBTAIIMH [IPH BOSHUKHOBEHHH CYMIIUIAIbHBIX CHMIITOMOB MIIH IIOBEACHHS.

VYV manueHToB ¢ OUIIOJSIPHBIM PacCTPOMCTBOM YXYALICHHE ACHPECCHBHBIX CHMIITOMOB W/UIH
TIOSIBJICHHE CYUIIUIATBHOCTH MOXKET TOSBIIATHCS HE3aBUCHMO OT TOTO, IPMHUMAIOT JIK OHHU KaKHe-
6O TpenapaThl i JIeYeHHs! OUIIOJISPHOTO pacCTpoiicTaa, BKitodas Jlamukra. B cBsi3u ¢ aTHM
Y TIAIHEHTOB C GUIIOJISAPHBIM PACCTPOHCTBOM, IOy YarouX JlaMHuKTal, HEe0OXOAUMO TLIATEIBHO
MOHHTOPHPOBATH CHMIITOMBI ~KJIMHHYECKOrO yXyJAUICHHs (BK/IIOYAs MOABJICHHE HOBBIX
CHMIITOMOB) M CYHMIHJQJIbHOCTH, 0COOCHHO B Ha4ale Kypca JICYCHHsS U B MOMCHT H3MCHCHUA
110361 []allMeHThl, y KOTOPBIX B aHAMHE3€ OTMEYAIUCh CYHIIUIAJIbHBIC MBICITH WK CYyHIIHATIEHOC
[OBEIeHKE, MOJIOJIbIe MAIMEHTHl ¥ MAIHEHTHI, Y KOTOPHIX OBbUIO BBIIBICHO BO3HMKHOBCHHC B
3HAUMTEIBHOM CTENEHH CYHIMIATbHBIX MBICIIEH 10 Hayanga TepanuH, HaXoHsTCs B IPYIIC
BBICOKOTO PHCKa BO3HHKHOBEHHUS CyUIIHIAIBHBIX MBICJICH HIIH CyMIUIATIBHOTO TIOBE/ICHHUA; TAKHUC
MAlMEHThI TOJDKHBI HAXOJUTHCS MO/ CTPOTHM HAOIIOIEHHEM BO BpeMs JICUCHHS.

HpH 5TOM CJIeAyeT OLICHHUTH CHUTYyallui0 H BHECTH COOTBETCTBYIOIIHME HU3MCHCHHS B PEXUM
TepamnuH, BKJIrO4as BO3MOXXHOCTH OTMEHBI IIpenapara y IIAIlUCHTOB, Y KOTOPBIX HMECTCA
KJIHHUYECKOEC YXYALICHUC (BKJIIO‘-IaH TMMOSBJICHHEC HOBBIX CI/IMHTOMOB) A/UIHA  TIOSIBJICHUE
CYHIIUJAJIBHBIX MBICJIEH/TIOBEICHHUS, 0COOEHHO €CJIM 3TH CHUMIITOMBI TSKEJIbIC, C BHE3AITHBIM
HayaJIOM HJIM paHEEC HE OTMEYABIIHCCA.

Usmenenus na KT, udenmuynvie cunopomy Bpyzada, u Opyeue Hapyuenus cepoeinozo pumma
U nPOBOOUMOCIIU

Tlpu mpHeMe JTaMOTPHDKHHA 3aPErHCTPUPOBAHbI CITydan apUTMOTCHHOH IaTOIOrHH CerMeHTa ST
u 3y6ma T u tunmansii bpyrana-narrepn na OKI'. Mexons u3 pesynsraToB in vitro uccieI0BaHuM,
JIAMOTPH/UKHH TOTEHIMAIBHO MOXET 3aMEUISTh BHYTPHIKEIYZ0YKOBYIO ~IPOBOAMMOCTE
(pactmupste QRS-KOMIUIEKC) M BBI3BIBATH NPOAPUTMHUIO NP NPUMCHCHHH B TepaneBTHYECKUX
KOHIIEHTPALHMIX y TAIMEHTOB C CEPACYHO-COCY/MCTHIMU  3a00NEBAHUSIMHE. JIaMOTpHIKUH
meificTByeT Kak cigaboe aHTHApUTMUYECKOE CPEICTBO Kiacca IB ¢ COmyTCTBYIOLIMMHU
IOTEHIMATGHBIME PUCKAMH Pa3BHTHS CEPHE3HBIX MM JICTATBHBIX HEXEIATCIBHBIX SIBJICHUH CO
CTOPOHBI CEP/IEYHO-COCYTUCTOM cucTeMbl. [IpH coueTaHHOM NPUMEHCHHH JpYyrAX 6110KaTOPOB
HATPUEBBIX KAHAJIOB PHCKM MOTYT elie OOJbIIe yBEIMIMBATHCS (cm. pasmen 5.3). Ilpu
IPHMEHEHHH B TEPAIICBTHYECKAX JI03aX 10 400 MI/CYT JaMOTPH/DKHH HE BbI3bIBAI 3AMCUICHHA
JKeJTyJOYKOBOH IIPOBOJMMOCTH (pacIIHpeH s KOMILIEKCa QRS) wm yumnenust uaTepsana QT y
3J0POBBIX JIMIl B HCCJIEJOBAHMH C AaKIEGHTOM Ha OLCHKY MHTCpBald QT. Ilpumenenwue
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CTPYKTYpPHBIMH MM (DYHKIHOHAIBHBIMH 3a00NIEBaHUAMH CEPAEYHO-COCYTUCTON CHCTEMEL,
TAKAMH Kak CHHIpoM bpyrajza W Jpyrue KaHAJIONATHM, CEpJACYHas HEIOCTaTOYHOCTD,
HIeMudeckas 60J1e3Hb cepna, 61I0Kaja cepALa WK JKelyI0uKoBas apuT™Must. Eciii mpuMeHeHne
JIEKapCTBEHHOTO IIpenapara JaMOTPUIKHH y OTHX INalMEHTOB KIMHHYECKH OOOCHOBAHO, N0
Hayaja mpreMa peKOMEHyeTCs IPOKOHCYIbTUPOBATHCS ¢ KapIHOJIOTOM.

Bcnomozamenvhole eewyecmed

Ta6nerku Jlamukran 25 mr, 50 mr u 100 Mr comepkaT JIakTo3y MOHOruapar. IlamueHTs! ¢
PeIIKMMH HAcJIeICTBEHHBIMH 3300 IeBaHHSIMH HENEPEHOCHMMOCTH TAJIAKTO3bl, ACUIIMTOM JIaKTa3bl
WM MaabaOCOpOIMU TJIFOKO3bI U TajlaKTO3bl HE JOJ/DKHBI NMPUHUMATh JAHHOE JIEKAPCTBEHHOC
CpPEeICTBO.

Ipemapar Jlamukran, TaGnerkn u JlaMHKTall, >KeBaTelbHbIE/AUCIIEPTHPYEMbIC TabJICTKH
cozepxuT MeHee 1 Mmoub HaTpHs (23 Mr) B 01HO#H TabieTKe, TO €CTh NPAKTHYECKU HE COJCpKAT
HaTpHH.

Pazeumue oemeii

Her paHHBIX O BJIMSHHAU JIAMOTPHJKHHA Ha POCT, IIOJIOBOEC CO3peBaHUEC, KOTHUTHBHOC,
SMOIIMOHAJIEHOE U MMOBEACHYECCKOC Pa3BUTHUE Y JIEeTEH.

Bunonsipnoe aghgpexmusroe paccmpoucmeso

Tletr 1 moapocTKH mitasie 18 jger

JleueHWe AHTHCNPECCAHTAMH CBS3aHHO C YBEIMYEHHEM DPHCKOB CYMIMAAIBHBIX MBICIEH H
IIOBEICHUs] Y JeTell M IOAPOCTKOB C OONBIIOH JenpeccHedl M JPYTMMH ICHXHYICCKHMH
HapyUICHUSMH.

4.5. B3aumoaeiicTBHe ¢ JAPYrHMH JIEKADCTBEHHBIMH IIpenaparamMd H /JApYrue¢ BHAbLI

B3aHMO/eiiCTBUS
HccnenoBaHus JEKapCTBEHHOTO B3aUMO/IEHCTBUS TPOBOIUIIUCH TOJIBKO Y B3POCIIBIX.

Bouto  oOHAapyXeHo, dYTo  ypuamH 5’-audocdo (Y J1®-)-rmokyporuntpancdepassr - (YI'T)
ABISIOTCS  (DEPMEHTaMM, OTBEYAIONMMH 32 MeTaboiIM3M  JIAMOTPH/UKHHA. [Toatomy,
JIEKApPCTBEHHBIE ~ IIPENaparhl, KOTOpbIC SBISIOTCA  HMHIYKTOpaMH — HIH HHTUOUTOpaMHU
TIIOKYPOHMPOBAHHS, MOTYT BIMATh HAa KQKYIIUICS KIMPEHC JAMOTPHUKHHA. CunbHbIE WK
yMepeHHble MHIYKTOpbI u3o(epMenTa muroxpoma P450 3A4 (CYP3A4), xoTopble Takxe, Kak
M3BECTHO, ABJISIOTCS HHAyKTOopamMu YT, MOTYT TakKe YCHJIMBATH META00M3M JIAMOTPHIUKHHA.

OTCYTCTBYIOT JI0Ka3aTebCTBAa TOTO, YTO JIAMOTPHIUKMH BBI3BIBACT KIMHHYCCKH 3SHATUMYIO
MHIYKIMIO WIM HHCHOMpOBaHHME H30()epPMEHTOB ILMTOXpOMa P450. JlaMOTpHM/UKMH MOXET
MHIYLEPOBATh COOCTBEHHBIH MeTaboMM3M, HO 3TOT d((hEKT BRIPOKEH yMEPEHHO H HE HMECT
KJIMHWYECKH 3HAYUMBIX ITOCJIEICTBUH.
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JlexapcTBEHHBIE IIpeTapaThl, KOTOphIE, Kak ObLIO HpO,HeMOHCTpPIpOBaHO oxa&mq@fq‘; Knﬁ{tﬁgmkﬁ“
3HAYMMOE BIMSHHE HA KOHIIEHTPALMHU JIAMOTPH/DKIHA, IePEYHCIIEHbI B Ta0IHIE 6. KOHRPETHEIE
PEeKOMEHJIAMA 10 JO3UPOBAHMIO JUIS STHX IIPeNapaToB IpeCTaBiIeHbl B pasjieie «Crnocod
IIpUMEHEHHs U 103b». KpoMme Toro, B 3To# TabimIle IepeYnclIeHbl T¢ penapaThbl, KOTOphbIe, KaK

OBUIO IIOKAa3aHO, OKAa3bIBAIOT HE3HAUUTEIFHOE BIIMSHHE MIJIH BOOOINlE HE BIHAIOT Ha

KOHIICHTPALUIO JIAaMOTPH/DKHHA. OT COBMECTHOTO IIPUMEHEHHS TaKUX IIPEIIapaToB, KaK IIpaBUIIo,
HE 0XXHUAACTCs, YTO O3TO IMPUBEIALCT K KaKOMy-HH6O KIIHHUYCCKOMY BO3JICHCTBHUIO. Onnako ciaenyer
YYHTBIBATh MAIUEHTOB, OSMIHJICIICHS KOTOPBIX 0COOEHHO YyBCTBUTECJIbHA K KoJIeOaHUsIM
KOHI_ICHTpaI.II/Iﬁ JIAaMOTpPHJPKHUHA.

Ta6nuya 6. Brusnue Opy2ux npenapamog Ha KOHYeHmpayuio 1amompuoICund

JlekapcTBEHHBIE JlexapcTBeHHBIE TpeNapaThl, KOTopele|JIeKapcTBEHHBIE — IPENapaThl,
npenaparsl, KOTOpBIE | TIOHHKAIOT KOHIIEHTPAIIUIO [KOTOPBIE OKa3bIBAIOT
TOBBIIIAIOT JTaMOTpPUKHHA HECYIIECTBEHHOE BIIMSHUE WU
KOHIIEHTPAIHIO HE OKa3blBAIOT BIHSHHE Ha
JTaMOTpPHUIKHHA KOHIIEHTPALHIO
JTAMOTPHU/KHAHA
BaJIBIIPOAT aTa3aHaBUP/pPUTOHABUD npernapaTsl TUTHs
kapbamazenuH OyIpoInuoH
(beHuTOuH OJIaH3aNuH
TIPUMHJIOH okckapbazenuH
benobapburain dendamar
pudamnunuH rabaneHTuH
JIOIITUHABUP / PUTOHABUD JIeBeTHupaneramM
aTa3aHaBUp / PATOHABHD nperabaiuH
KOMOWHHPOBAHHBIN npernapar|Tonupamar
STHHHJIICTPAIUOI / IeBOHOprecTpen™
30HU3aMU]L
ApHUITHIIPA30J1
JTaKOCaMu/l
nepamMnaHesn

*UI1 PyKOBOACTBA IO JO3MPOBKE (CM. pasjen 4.2) IUIFOC JUIA OKCHIUHH, NPHHUMAIOLX
TrOpPMOHAJIBHEIE KOHTPAIETTHBEL, TAKKe CM. [ 0pPMOHAJIBHBIE KOHTPALIENITHBEL B PA3JIEIIC 4.4
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Ba.nbnpoar, KOTOpI:IfI IIOAABJISICT TIIOKYPOHHU3AIUIO JIAaMOTpPHJDKHHA, CHHIKACT CKOPOCTH €ro
MeTab0/IM3Ma U yJUIMHSET ero CpeJHHi IIePHOJl MOIYBBIBEICHHS ITOYTH B 2 pasa. Y MalleHTOB,
IMOJIy4arouux COIMYTCTBYIOIILYIO TEpaIuro BaJIbIIPOAaTOM, JOJIXKEH HUCIIOJIB30BaTHCs
COOTBETCTBYIOIIMI PEXKUM JT03UPOBaHUS (CM. paszaen 4.2).

HekoTopble MPOTHBOSIMJIENTHYECKHE IpernapaTsl (Takue Kak (DEHHTOMH, KapOamaseluH,
dbeHoGapbuTal M TPUMHIOH), HHIyUHpyIOIIMe H30(epMeHTsl uuroxpoma P450, Takxke
uaaynupyior YI'T u, TakuMm 00pa3oM, yCHIHBAIOT MeTab0IM3M JaMOTPH/DKHHA. Y MalHeHTOB,
TOJTYYaOIMX COMYTCTBYIOLILYIO Tepauio GeHHTOMHOM, KapbamMasenuHoM, GpenodapOuTaIoM HiH
IPHMHUIOHOM, JOJDKEH HCIIOJNB30BAThCS COOTBETCTBYIOMIMH PEXHUM JO3UPOBAHHsS (CM. pasieln
«Croco0 MpUMEHEHHS U JI03b1»).

Coobmanoch O pa3sBUTUM HEKENaTeNbHBIX siBleHHH co croponsl [[HC, BkmouaBmIuX
TOJIOBOKPYKEHHE, aTAKCHIO, TUIIIOMHIO, HEUETKOCTh 3pPEHUS U TOLIHOTY Yy NMAlMEHTOB, HA4aBIIkX
MpPUHAMATh KapOamasenuH Ha (OHE Tepamuy JAMOTPHUKMHOM. OTH CHMITOMBI OOBIMHO
TIPOXOJIMIM TIOCTE CHIKEHHs 03Bl KapOamasenuHa. AHAJIOTHYHBIH d(dekT Habmmoaaics Ipu
TpHeMe JIaMOTPHIDKHHA H OKCKapOa3emuHa 30pOBBIMA J0OPOBOMIBIIAMH; PE3yJIbTaT CHIKCHHUS
7103 HE M3y4daJIcs.

B nureparype ecTh COOOIIEHHS O CHUIKEHHH KOHLEHTPAUK JTaMOTPH/DKHHA IPU €ro Npueme B
KOMOHMHALMK ¢ OKckapOazemuHOM. OJHAKO B IIPOCIHEKTHBHOM HCCJIEIOBAHHMH Y 370POBBIX
B3pOCJIBIX J0OPOBOJBIEB OBUIO MPOJAEMOHCTPUPOBAHO, YTO IIPH COYCTAHHOM NPHUMEHCHHH
namorpukuEa B jo3e 200 Mr u okckapGasemuHa B j03e 1200 Mr, HM OKcKapOasemuH, HH
JTAaMOTPH/DKHH HE Hapyluaau MeTaGonusMm Apyr Apyra. IlosToMy y HamueHTOB, MOTYYaromnx
CONYTCTBYIOIIYIO TEPAIHIO OKCKapOa3enHHOM, I0JDKEH HCIIOIb30BaThCs PEKUM I03UPOBAHHS KaK
IpH TIpHeMe JAMOTPUKHHA B PaMKaX KOMOWHMPOBAHHOW Teparmnu Oe3 Bajibrpoara H 6e3
HHIYKTOPOB TIIFOKYPOHU3AINH JTaMOTPH/DKHHA (CM. paszien 4.2).

B HcCIIeIOBaHUM Y 370POBBIX JOGPOBOJIBIER coueTanHOe IpuMenenue denbamara (B 103e 1200
Mr 2 pa3a B CyTKH) u JamoTpukuHa (100 mMr 2 pasa B CyTKH B TEUEHHE 10 nHeli) HE TPUBOIUIIO
K KJIMHAYECKU 3HAUYMMbBIM H3MEHEHUSIM (papMaKOKUHETHKH JIAMOTPHKHHA.

Ha ocHoBe PETPOCIIEKTUBHOTO aHAIH3a KOHICHTpAllUX JTaMOTPH/DKHHA B Ia3me y MmanueHTOB,
M10JIy4aroIuX JTaMOTPH/KHH B KOM6I/IHaL[I/II/I ¢ rabaneHTUHOM HJIH 6e3 HETro, MOXKHO I10JiIaraTb, 4TO
rabamneHTHH HE NPUBOJUT K U3BMEHECHUIO KJIIUPEHCA JIaMOTPHU KU HA.

Bo3MOXHBIE ~ JIEKAPCTBEHHbIE  B3aMMOJEHCTBHsA  JIeBeTHpaueraMa W JIAMOTPHUDKMHA
HCCIIEIOBAIACH TIPH OLICHKE CHIBOPOTOUHBIX KOHLEHTpALT 0GOHX TPENapaToB B X0e MIanebo-
KOHTPOIHUPYEMBIX KITHHHUECKHX HCcle0Banuii. [10/1ydeHHbIC TaHHbIC yKa3bIBAIOT HA OTCYTCTBHC
BIIMSHES JIAMOTPHUKMHA ¥ JIEBETHpaIleTaMa Ha (papMakOKHHETHKY JpYT ApyTa.

He ma6mojanoch BausHuA mperabamuua B jgo3e 200 mr 3 pasa B CyTKM Ha PaBHOBECHBIC
KOHIOCHTpallHH JJaMOTpPHPKHHA, TaKuM 06pa30M Hpera6aJmH u JIaMOTPH’KHH HE
B3aUMOIEHCTBYIOT (hapMaKOKHHETHYECKH JAPYT C APYTOM.
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OnHAKO IPHEM JIAMOTPUKAHA IIPUBOIMII K YBETHYEHHIO KOHLICHTPalluK tonupamara Ha 15%.

B HcciIeI0BaHAH y ALMEHTOB C SMUIIENICHEH preM 30Hu3amuna (B 1o3e 200 — 400 mr B CYTKH)
COBMECTHO C JaMOTPHLKUHOM (B 03e 150 — 500 Mr B CyTKH) B TeueHHe 35 [HEH HE MPUBOAMI K
M3MEHEHHUIO ()apMaKOKMHETHUECKUX N1apaMETPOB JIAMOTPUKUHA.

OnHOBpeMeHHOe mNpumeHeHHe nakocamuaa (200, 400 wmm 600 Mr/cyTkm) He BIMAIO HA
KOHIIEHTPAIUM JIAMOTPHKHHA B IUIa3Meé KPOBM B IUIALE00-KOHTPOIHPYEMBIX KIMHAYECKUX
HCCIIEIOBAHUAX C y4aCTHEM IAIUeHTOB C NaplUHaIbHBIMUA IIPHCTYIIAMH.

B 00beIMHEHHOM aHAIM3€ JaHHBIX TpexX IUIanebo-KOHTPOIUPYEMbIX — KIHHHYECKHX
WCCIIeJOBAHUI, B KOTOPBIX H3y4ald JOMOJIHUTEIbHOE IPHMEHEHHE NIEpaMIIaHe/a y MalHeHTOB ¢
NapUHaIbHBIMH [IPHCTYIAMH M IIEPBHYHBIMA T[EHEPAIH30BAHHBIMA TOHHKO-KIOHHICCKHMH
NpUCTyaMu, Haubosiee BBICOKAs H3YYCHHas J03a IepaMIiaHesa (12 Mr/cyTKu) npuBOIMIA K
[IOBBILICHHIO KIHpEHca IaMOTpHpKHHA MeHee 9eM Ha 10 %.

HecMmoTpss Ha TO, 4YTO COOOIAIOCH 00 H3MEHEHHMH KOHIEHTpallMd B IUIasMe JPYIHX
NPOTHBOSIMIENTHYECKHX IIPENapaToB, KOHTPOJIMPYEMBIE MCCIENOBAHUSA IOKasald, HTO
JIAMOTPHUKMH HE BIIMSET Ha KOHIIEHTPAIMHK B IUIa3Me KPOBU JPYTHMX MPOTABOSIMICITHECCKUX
cpencTB. PesysbraThl HCClIeJOBAHMIH in Vilro TIOKa3ad, 9TO JAMOTPU/DKHH HE BEITCCHACT IPyrHe
TPOTHBOSIMJIENTHYIECKHE IPETIAPAThl U3 CBA3U C OeIIKaMH ILIa3Mbl KDOBH.

BiaumonelcTBUE ¢ APYTUMHU IICUXOTPOIMHBIMHU CPEACTBAMH

JlamorpumkuH B 1o3e 100 Mr/cyr He BBI3BIBA M3MCHEHHS (apMaKOKUHETUKU JIUTHS I10CIe
IpHMeHeHHs. G6E3BOAHOTO IIIIOKOHATA JTUTHS (110 2 T 2 pa3a B JIeHb B T€UCHHE 6 JHEH) COBMECTHO
¢ TaMOTPHUKHHOM Y 20 3/I0pOBBIX J100POBOJIBLIEB.

MHOTOKpaTHBIH IpEeM OYIIPOIIHOHA BHYTPb HE OKa3bIBaJl CTATHCTUYECKH 3HAYMMOTO BIIHAHHA Ha
(papMaKOKHHETUKY OJHOKDAaTHOW J03bl JIAMOTPHIDKMHA Y 12 manMeHTOB U BBI3BIBAI
HE3HAYUTENIPHOE YBEJIMYEHHE IUIOIIANM IMOJ KPHBOH KOHLEHTPAIMU (AUC) naMOTpHIKAHA
[IIOKYpOHHIA.

B HcCIIeI0BaHIHU Y 3JI0POBBIX B3POCIIBIX 10OPOBOJIBLICB OJIAH3AIUH B 7103¢ 15 mr camkan AUC u
Crmax JTAMOTPUDKHMHA B cpeniHeM Ha 24 % u 20 % COOTBETCTBEHHO. Jlamotpumxus B no3e 200 mr
He BIHsUI Ha (hapMaKOKMHETHKY OJIaH3aIlHHA.

MHOTOKpATHEIH TIpHeM JaMOTpHIKuHA B 03¢ 400 Mr B CYTKH HE OKasbIBAl KIMHHHCCKH
snaynMoro s¢dexra Ha GapMaKOKHHETHKY PHCIEPHIOHA IOCIE MpHEMa pasoBoit 03Bl 2 MT
YeTHIPHA/INATHIO 370POBBIMH JI06poBObL@MH. 1Ipi 9TOM OTMEYanach COHIMBOCTE: y 12 u3 14
[AIMEHTOB TIPH COYETAHHOM IIPHEME JIAMOTPHIKHHA H PUCIIEPH/IOHA; Y 1 u3 20 manMeHToB IpH
IpHeMe TOJIBKO PUCIIEPHIOHA; HU Y OJHOTO NAllMEeHTa — [PH TPHEME O/IHOTO JTAaMOTPH/UKHHA.

B mccienoBanuu y 18 B3pOCIBIX TMANMEHTOB C OMIONSPHBIM PacCTPOHCTBOM IEPBOro THIA,

IIPUHUMAIONIKX JIAMOTPHIUKHH B COOTBETCTBUMU C yCTAHOBICHHBIM PEXKHUMOM nosuposanus (100-

400 mr/cyT), 03a apUIHIpano3a Obuia yBeIH4IeHa C 10 mr/cyTku a0 30 Mr/cyTku B TedeHue 7

JHel ¢ JaTbHEHIIINM IIPHEMOM apUITHIIPA30J1a OJIUH Pa3 B CYTKH B TEUCHUE IOCIICAYIOHX 7 nuei.
23
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DKCIEpUMEHTBI in Vitro MOKa3aid, YTO HMHKYyOalHs ¢ aMHTPUITHIMHOM, OYIPOIHOHOM,
KJIOHA3eMaMOM, TaJONEPUI0JIOM MM JIOpa3eliaMOM OKa3bIBaeT MUHUMAJIbHOE HHTHOUpYIOIIee
BIMSHHE Ha 0Opa30oBaHHE MEPBHYHOrO MeTa0OoNHTa JTaMOTPHIKHHA 2-N-TIIIOKypoHHAa. OTH
MCCIIEIOBAHMS TAKXKE IIO3BOJIAIOT MPEMIOJIOXKHTh, YTO KIIO3aNHH, (IyOKCETHH, (EeHEN3HH,
PHCIIEPH/IOH, CEPTPAIMH HIIA TPA300H TAK)Ke BPSJI 1 MOTYT OKa3bIBaTh BIIMSHAE HAa META00IM3M
JTaMOTPHJKHUHA.

Kpome Toro, usyuenue Mmerabonuzma Oydypanona MHKPOCOMATbHBIME (hepMEHTaMHU INICUCHH,
BBIICJICHHBIMH Y Y€JIOBEKA, TO3BOJISET CAENATh BBIBOJ, YTO JIAMOTPH/UKUH HE CHHIKACT KIIHPEHC
TIpenapaToB, MeTabOTM3UPYIOLIUXCs IpeHMyIIecTBeHHO n3odpepmentamu CYP2D6.

B3auMoieficTBHE ¢ TOPMOHAIEHBIMYA KOHTPALlEITUHBAMHU

Brusinue 20pMOHANLHBIX KOHMPAYENMUG08 Ha (PapMAKOKUHEMUKY 1aMOMPUOICUHA.

B uccienoBaHMH y 16 JKEHIIMH-Z0OPOBOJIBIEB INpHEeM KOMOMHHPOBAHHBIX MEPOPATBHBIX
KOHTpAIIENTUBOB, cojepxarux 30 MKI STHHHIICTpanuosa U 150 MKr JIGBOHOPrecTpesa, BeI3Ball
IPHOIH3ATETBHO ABYKPATHOE [IOBBIICHHE KIHPEHCA IAMOTPHKHHA (TIOCIIE €T pHeMa BHYTDb),
gyro npuseno K CHIWKeHHI0 AUC u Cmax JAMOTPU/DKMHA B CPEIHEM Ha 52% u 39%.
COOTBETCTBEHHO. B TedyeHue HeenH, cBOOOIHOM OT MprueMa ak THBHOTO ITpernapaTa, HadJio1a10¢h
[OBBIIEHHE IUIA3MEHHOH  KOHIEHTpAlWH JAMOTPHJDKHHA, TMpH 3TOM  KOHLEHTpalus
JIAMOTPH/DKHHA, H3MEPEHHAs B KOHIIE STOH HEJENH Tlepe/i BBEACHHEM CIICTyIOMIEH 03Bl Obu1a B
CcpemHeM B 2 pasa BbILIE, YeM B IEPHOJ aKTUBHOH Tepamud (CM. pasjieln 4.4). Ilpumenenue
FOPMOHATBHBIX KOHTpALENTHBOB He TPeOyeT KOPPEKTUPOBKH DPEKOMEHIYEMOro pexnMa
TIOBBIIICHHS 103 TaMOTPHU/KHHA, OJTHAKO B OOJBIIMHCTBE CJIy4aeB IIPU HAayale WM IPEKPAICHHH
MpHeMa TOPMOHAIBHBIX ~ KOHTPALECNTHBOB IMOTpeOyeTcs MOBBINCHHE WM CHIDKCHHC
T0/IIePKMBAIOIIEH 10351 IAMOTPHDKHHA (CM. pasjen 4.2).

Brusinue 1aMOMPUONCUHA HA (PAPMAKOKUHEMUKY 20PMOHAIbHBIX KOHMPAYEeNnmueos

B wuccienoBaHMu y 16 IKEHIIMH-Z0OpPOBOJIBIIEB B IEPHUOJA PABHOBECHBIX KOHIIEHTpaLUui
NaMOTPUUKUH B 03¢ 300 MI He BIMsAI HA (pApMAKOKHHETHKY STHHUIIICTPAANO/IA — KOMIIOHCHTA
KOMOMHHPOBAHHOIO IEPOPaTBHOr0 KOHTpauentisa. OTMedanoch HEeOOJIBIIOE IOBBILICHHE
KIHpeHca BTOPOTO KOMIIOHEHTa MEpPOPAIbHOrO KOHTpAlENTHBAa — JICBOHOPreCTpesa, Hro
npuBoauio K cHIKeHHI0O AUC u Cmax JICBOHOprecTpena Ha 19 % u 12 %, COOTBETCTBEHHO.
Wamepenue coiBoporounbix OCI, JII' u scTpanuona BO BPEMs STOTO HUCC/ICNOBAHAS BRIABIIO
HeGONIBIIOE YMEHBIIEHHE IOJABICHHS TOPMOHAIBHON aKTHBHOCTH SWYHHUKOB y HCKOTOPBIX
JKEHIIUH, XOTS H3MEPEHHE TIa3MEeHHON KOHLEHTPAIlMH ITPOTeCTEPOHA HH Y OJHOH H3 16 >xeHIIUH
He BBIABAJIO TOPMOHAIBHBIX MOATBEPXKICHHH OBYISUMA. BiMsHHE YyMEPEHHOTO MOBBIMICHHU
KIHpEHCa JIeBOHOPrecTpelia M W3MCHEHHs IUIa3MEHHBIX xoHnentparuit OCI' u JII' Ha
OBYJIIIHOHHYIO AKTUBHOCTb SIMYHMKOB HE YCTaHOBJICHO (cm. paspen 4.4). BiusHue 103
namoTpuukuHa Beuue 300 MI/CYyT HE H3ydaloch, M HCCIEIOBaHWs C BKIOUCHHEM JpYyruX
rOPMOHAJIBHBIX [IPENapaToB He MPOBOTHIIHCE.

24

CHUSA

|
H
]
i
|
4







L6635

B3auMoaeHCTBHUS ¢ IPYTUMU [Ipenaparamu

B nccnenoBanuu y 10 My»XUuH-100pOBOJIBLIEB PH(YAMIIMIMH MOBBIIAJ KIMPEHC JaMOTPHIKHHA
M CHIDKAI €ro IepPHOJ IOJIyBbIBeIeHHs Onarogaps HHIYKIHH MHKPOCOMATbHBIX (DEPMEHTOB
[IeYeHH, OTBETCTBEHHBIX 3a IJIIOKYPOHH3allMIO. Y MAHEeHTOB, MOTYyYalomUX PpUQAMIUIKH B
KAYeCTBE COMYTCTBYIOINEH TEpaluM, JIODKEH MCIIO0Ib30BaThCs COOTBETCTBYIONIMM PEXKUM
JI03MPOBAHUS JTAMOTPYIKHHA (CM. paszen 4.2).

B Hccie0oBaHMM y 30POBBIX J0OpOBOJBIEB MPH NPHMEHEHHH JIONMHABHPa/pUTOHABHPA
HAGJIIOAIOCh CHM)KEHHE KOHIIEHTPAlMH JaMOTPHDKMHA B Iula3Me mnpuMepHo Ha S50 %,
BO3MOJKHO, BCJIEJCTBHE WMHIYKIHH TJIIOKYPOHH3AalUUH. Y  IAIUEHTOB, MPHHAMAIONINX
COITyTCTBYIOIIIEE JeYeHrHe  JIONTMHABUPOM/PUTOHABHPOM, JIOJIKEH UCIIOJIb30BAThCS
COOTBETCTBYIOLIUH PEXUM J03UPOBAHHUS JIAMOTPHKHHA (CM. paszen 4.2).

B uccieJ0BaHAH Y 3I0POBEIX J0O6POBOJIBIEB pUeM aTazaHaBupa/putonasupa (300 mr/100 mr) B
Teyenue 9 mueit npuBoaua K camwkenuio 3HadeHH AUC u Cmax 1aMOTPHDKHHA (B Pa30BOH 1103¢
100 mr) npumepHo Ha 32 % 1 6 %, COOTBETCTBEHHO. Y NAIMEHTOB, IIOTy4aIOMIKX COIYTCTBYOLICE
JleYeHHe aTa3aHABHPOM/PHTOHABHPOM, JOJDKEH MCIIONB30BATECA COOTBETCTBYIOLIHH PEXKHM
JI03MPOBAHHUS JIAaMOTPUKUHA (CM. pasnen 4.2).

B HcCiIe0BaHHH Ha 3JO0POBBIX B3POCIBIX 00pOBOJbLIAX Napaneramos | r (MpUHEMAaeMBIH
yeThIpe pasa B Jenb) cHikal AUC mrasmel 1 Cmin JIJaMOTPUJDKHHA B CPEIHEM Ha 20% u 25%
COOTBETCTBEHHO.

JlaHHEBIE OIIEHKH in Vitro yKa3plBalOT Ha TO, YTO JIAMOTPUIXKHH, HO HE €ro MeraboimuT 2-N-
ITFOKYPOHHL, ABIISETCS HHFHOUTOPOM TPAHCIIOPTHOM cHCTeMBbI opranudeckux karnonos OCT2 B
KJIMHHYECKH 3HAYMMBIX KOHLIEHTPAIUsAX. DTHU JaHHBIE YKa3bIBAlOT HA TO, YTO JIAMOTPHJUKHH
spisiercst uHTHOMTOpoM OCT2 ¢ Benmmumuoi ICsp 53,8 MkM. CoueraHHOE NPUMEHCHHE
JIAMOTPH/UKHHA C JIEKADCTBEHHBIMH CPEICTBAMH C TOYEYHOH OKCKPELHMEH, SABJIAIOLIMMACS
cy6erparamu OCT2 (Hanpumep, MeTOpMEH, TabaneHTHH ¥ BAPEHUKIIMH) MOXKET NIPUBOAUTE K
YBEJIMUEHHUIO KOHIIEHTPAIIUH JTaHHBIX JIEKapCTBEHHEBIX CPEACTB B IIa3MeE.

Knuanyeckass 3HAQUUMOCTH JAHHOTO SIBJICHUS HE ObLIa TOYHO omnpeaeeHa, OOHAaKO CJICAYCT
CO6JIIOII€1TB OCTOPOXXHOCTE IIPH COBMECCTHOM NpUMCHCHUH JIaMOTPH/DKHHA C BBIICYKa3aHHbIMH
JIEKapCTBCHHBIMU CPEJICTBAMH.

4.6. ®epTHIBLHOCTH, 0EPEMEHHOCTH H JIAKTAIHSA
O6muii pUCK, CBA3AHHBII ¢ IPHEMOM NPOTHBOINHJIENTHYECKHX NIPENapaTos

JKeHIIMHAM JE€TOPOIHOTO BO3pacTa TpeOyeTCsl KOHCYJIbTalUs CIECHHATACTA. HeoOxoaumocThb
POTHBOSIMJIENITHYECKOTO JI€UeH s JOJDKHA OBITh IIePeCMOTPEHa, KOT/a KEHIIMHA [IaHUPYET
GepeMeHHOCTh. Y JKEHIIMH, MOJyYalolliX JICYCHHE IO IOBOIY OSIHICICHH, HE0OXO0AUMO
u36erath pe3Kol OTMEHBI IIPOTHBOITHIIENTHYECKUX MIPEIapaToB, TAK KaK 5TO MOKET MPUBECTH K
peuHIuBYy SMUJIENITUYECCKUX IIPUCTYIIOB, KOTOpbIE MOTYT BBI3BAaTh CEPLE3HBIC TIOCJICICTBUSA ¥
JKEHIIUHBI ¥ TU104a. [10 BO3MOXHOCTHU CJIEAYET OTAaBaTh MPEANOYTCHUE MOHOTEpAIlnH, TaK KaK
JleYeHHe HECKOJBKMMH IPOTHBOAIIMIENTHYECKAMI CPEJICTBAMH MOXKET OBITh CBA3AHO ¢
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TIOBBIIICHHBIM PUCKOM BPOYKICHHBIX IIOPOKOB, 10 CpaBHeHHIO c MoﬁdTepanaéﬁ IO

OT KOHKPETHBIX IPOTUBOIMUJIICIITHYCCKUX CPEACTB.
PucK, CBSI3aHHBII ¢ IPHEMOM JIAMOTPHUKHHA
bepemennocTb

BosbIoe KOJIMYECTBO JaHHBIX MOHOTEPAIIMH JAMOTPHKUHOM Y JKEHIUH B T€YCHHE ME€PBOrO
TpumecTpa OepemeHHocTH (Gonmee 8700 ciydaeB) HE JEMOHCTPHPYET CYLIECTBEHHOIO
yBEIMYEHHsI PUCKA Pa3BHTHsI OCHOBHBEIX BPOJKICHHBIX aHOMAJIHH, BKIIOYas MOPOKH Pa3BHUTHA
mojiocTd pra. MccrnenoBaHusi Ha JKUBOTHBIX BBISBHJIM HEOIAroNMpHsTHOE BO3JCHCTBHE Ha
BHYTpUYTpOOHOE pa3zBuTHE (CM. paszen 5.3).

Ecmu NpUEM JICKapCTBECHHOI'0 CpEACTBaA JlamukTan BO BpeMs 6epeMCHHOCTI/I CUHUTACTCS
HE0OXO0IUMBIM, PEKOMEHIYETCS HAa3HAUYEHUE HaMMEHbIIEeH Tepanequecxoﬁ J103EI.

JlaMOTpHKHH 061a1aeT cnabbiM HHrHOUPYIOmEM 3bheKToM Ha peyKTasy AUruaApoQoIneBoH
KHCJIOTBL U TOITOMY TEOPETHYECKM MOKET MPHBOJHUTH K YBEJIMYCHMIO PHCKA HapyLICHHil
3MOpPHO(ETATEHOTO Pa3BUTHS Yepe3 CHIDKEHHE YPOBHS (oMeBoi KUCIOThL. [IpH nlaHHpOBaHUH
GepeMEHHOCTH M Ha DaHHHX CPOKaX OepeMEHHOCTH MOXET ObITh PAcCMOTPEH BONPOC O
Ha3HaYeHHH (OJIMEBON KUCIIOTHI.

DuU3HOIOrHYECKHE H3MEHEHHUS BO BpeMsi OepeMEHHOCTH MOT'YT OKa3bIBaTh BIMSHHE HA yPOBEHD
JNIAMOTPH/KHHA H/WIH €r0 TepaneBTHYecKui >p@ekT. Vmerorcss COOOIICHHS O CHHKEHHH
KOHIIGHTpPAIlMH JIAMOTPU/KHHA B IIJIa3Me KPOBHM BO BpeMsl OCpPEeMCHHOCTH C MOTEHIMAIBHEIM
PHCKOM MOTEPH KOHTPOJIS Hajl npucTynamu. [Tociie posoB KOHIEHTpaLlMH JJAMOTPH/KIHA MOTYT
6BICTPO BO3PACTH C PHCKOM MOSBICHHS J0303aBHCHMBIX HEXeNaTebHbIX ¢ dexron. [Tosromy
CBIBOPOTOYHbIE KOHIEHTPALMH JIAMOTPHUKHHA CIIE[yeT MOHHTOPHPOBATH 10 W B TCUCHHEC
GepeMEeHHOCTH, a TaKXe Iocie poaos. [Ipn HEOOXOIUMOCTH /1032 MOKET KOPPEKTHPOBATHCH C
LEJBIO MOJIIEPIKaHUs CHIBOPOTOYHOH KOHLEHTPALMH JTAMOTPU/DKHHA Ha TOM JK€ YPOBHE, YTO H

710 GepeMeHHOCTH, TH60 KOPPEKTHPOBATHCS B COOTBETCTBHH C KJIMHUYECKON CHTYaIlHeH. Kpome
TOr0, IOCJIE POJIOB HEOOXOAMUMO IPOBOJHTH MOHHTOPHHI JI0303aBUCHMBIX HEKEJIATCIbHBIX

peaKIui.
JlakTanus

JIaMOTPH/UKHH TPOHHKAeT B TPYJAHOE MOJOKO B BBICOKOBAapHAOENbHBIX KOHUEHTPALMUAX, B
pe3ynbTare, OOLIMii yPOBEHb JJAMOTPUDKHHA Y MIIAJICHIIEB MOKET JOCTHIATh TPHMEPHO 50 % ot
YPOBHS, 3apETUCTPUPOBAHHOTO y MaTepH. Takum o0pasoM, y HEKOTOPBIX JIeTel, HaXOIALIUXCs
Ha TPYJHOM BCKApMIIHBaHHH, CBIBOPOTOYHBIE KOHLEHTPAIMH JaMOTPUDKHHA MOTYT JAOCTHIATH
ypOBHe, IPH KOTOPBIX NPOSIBIISIOTCS (hapMaKoIoruyeckue 3QexTor.

Heo6xoouMO COOTHOCHUTH MOTECHIHAJBHYIO IOJIB3Y OT KOPMIJICHUSI TPYAHBIM MOJIOKOM H
BO3MOYKHBIN PHUCK pa3BUTHSA HEXEJIAaTCJIbHBIX 3(1)(1)CKTOB y MiajeHna. Ecau xeHIIuHa,
HaxXosIasiCsi Ha Te€parrtiu HaMOTpI/Iﬂ)KPIHOM, IIpUHHUMACT pemeHHe O rpyAHOM BCKapMJINBaHHH,
HE00X0IUMO MIPOBOAATE MOHUTOPHHI HEXKEJIATCIIbHbIX peaKuHﬁ y pe6eHKa, TaKUX KakK BAJIOCTb,
CBIIIb U OTCTAaBaAHHUE B HpI/IﬁaBKC MaccChI T€Jia.
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M3ydeHue Ha JKMBOTHBIX HE BBUSIBHIO HapylleHHs (EPTUIBHOCTH MPH HAa3HAYCHHH
JTaMOTPHKHUHA.

4.7. BiansiHHe Ha cHOCOOHOCTH YNPABJSATH TPAHCIOPTHBIMH CPEACTBAMH H pabdoTarh ¢
MeEXaHH3MaMH

B c¢Ba3m ¢ HammuuMeM UHIWUBUIYAJIBHBIX 0coOeHHOCTEH IIpu OTBETE Ha JICUCHHC
MIPOTHBOSMUIICITUYECKUMHU  JICKAPCTBCHHBIMH cpeacTBamMM, IMalUEeHTaM, MIPHHHUMArOIIUM
JlaMuKTan [y JICYEHUs OJIIHJICTICHH, He0OX0IUMO NPOKOHCYJIFTUPOBATECSA C BpadoM B
OTHOIIIEHHWHU BO3MOXXHOCTH YIIPABJICHHUS aBTOMOOHJIEM IIpH SIIAJICTICHH.

VcclieioBatust MO OLEHKE BIIMSHUS JaMOTPUDKHHA HA CIIOCOOHOCTH BOJUTH aBTOMOOWIIb HITH
YIpPaBIsTh MEXaHH3MaMH HE IIPOBOJMIMCH. JIBa HCCIIEOBaHUS C yYacTHEM 3[0POBBIX
7I06pOBOJIBLIEB TIOKA3aIH, YTO BIMSAHUE JIAMOTPH/DKMHA HA TOYHYIO BH3YallbHO-IBUIATC/ILHYIO
KOOD/MHAIMIO, JBHKEHHS I71a3, PABHOBECHE Tela M CyOBEKTHBHBIH CelaTHBHBIN dpekT He
ommyaercs oT 1wiane6o. B KIMHUYECKHX HCCIICOBAHUSAX BBIABICHBI HEXKEIATE/IbHBIC PEAKIIUU
HEBPOJIOTHYECKOTO Xapakrepa (TOMOBOKPYXKEHHE M JMIUIONHS), CBA3aHHBIE C IPHEMOM
NAMOTPHU/UKHHA. Pelienue 0 BO3MOKHOCTH MallHeHTa, IPUHAMAIOLIETO0 JJAMOTPH/DKAH, yIIPABIIATE
aBTOMOOMJIEM FUIH ABWKYIIMMMCS MEXaHW3MaMH JOJDKEH NMPHMHATH Bpad. [lanmeHt 10JDKeH
OIlEHMBATh, KaK JedyeHue IpernaparoM JlamuKTan BiMs€T Ha HEro, INepel YIpaBICHHEM
aBTOMOOMJIEM WJIH JABHKYIIUMHUCS MEXAaHH3MaMH.

4.8. HexenarejbHbIe peAKIIHH

I[Ipohuiis HeXxKeNaTeIbHBIX PeaKIHil TPH MPUMEHEH!HU JIAaMOTPHIDKHHA JIJIS JICUCHUS SIHIICTICHH U
GHUIOIAPHOTO pAacCTPOMCTBA OCHOBaH HAa JaHHBIX, IOJYYCHHBIX B XOAC KIMHHYECKHX
HCCIIEIOBAHMIA, @ TaK)Ke B XOJ€ KIMHHYECKOrO OIbITa MpUMeHeHHs. HexenareabHble peakluu
TpejicTaBieHsl B Tabiune Huoke. YacTora BCTPEYaEMOCTH ONPECTIANACH B XOAC KIMHHHYCCKUX

JCCIIeIOBAHMI MOHOTEPAIMH SMHIENICHHE (OTMEYEHB! 3HAYKOM *) H GUIIOJIAPHOIO paccTpoCTBa
(ot™Meuens! 3HauKoM ). B ciydasx, ecim yacToTa BOSHUKHOBEHHS HEXEIATe/BHBIX peaxiui

paszin4ajiiaCk B KIMHHYCCKHX HCCJICAOBAHHUAX OIHJICIICHU H 6I’IHOH$IpHOFO paCCTpOﬁCTBa.
HCII0JIB30BaJIach 00JIee BBICOKAs 4acTOTa. OHaKO €ClU JTaHHbBIX KOHTPOJIUPYEMBIX KIIMHHYCCKHUX
HCCIIeIOBAaHUM IIOJIY4CHO HE 6I>IJIO, Kareropud 4YacTOTBl OIPEACIIAIMCh Ha OCHOBaHHHU
KJIMHAYECKOI'O OIIbITa IIPUMCHCHHU .

HesxenarenpHbIe SBICHHUS, NPEICTABICHHbIE HUXKE, IIEPEIHUCICHBI B 3aBHCHMOCTH OT aHAaTOMO-
dusmonornyeckoif KiaccHHUKalMK W YaCTOTBI BCTPEIAEMOCTH. YacToTa BCTPEYAEMOCTH
OIIpe/IeNanach B X0/€ KIMHMYECKHX HCCIIEIOBAHUH U KIACCHQHIMPYETCs CIIEAYIOLIIM obpazom:
ouenw yacmo (>1/10), wacmo (>1/100 u <1/10), nevacmo (=1/1 000 1 <1/100), peoko (=1/10 000
u <1/1 000), ouenw pedxo (<1/10 000), yacToTa HEM3BECTHA (YACTOTA HE MOXKET OBITH OLIEHEHA 10
HMEIOIIUMCS IaHHBIM)
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CucremHo- HexenareabHoe siBJIeHHE ! Pedu¥y, TAapyce
OpraHHbIH Kj1ace BO3HHKHOBEH
ust
Hapymenus co | Temaronormueckne  Hapymenus',  Bkmoyas | Od4eHb peKo
CTOPOHBI ~ OPTaHOB | HEUTPOIIEHHUIO, JIEHKOTIEHUIO, aHEeMMUIO,
KPOBETBOPEHUSI M | TPOMOOIHUTOIICHHUIO, MaHIIUTOICHHUIO,
nmuMbaTHIecKon AIUIaCTHYECKYIO aHEMHIO, U arpaHyJIOIHTO3
CHCTEMBI
CemodaromutapHblif TIMGOrHCTHOLMTO3 (pasie
O4eHb peaKo
4.4)
1 HewussectHo
JlumdaneHonaTus
Hapymenus co | CHHIPOM TUIIEPUyBCTBUTEIBLHOCTH 8 OdeHb peIKo
CTOPOHBI
MMMYHHOM ['umorammariao0yIuHEMHS Yacrora
CHCTEMBI HEHU3BECTHA
[Tcuxuueckue ATpECCHBHOCTb, Pa3IPaXXKUTETBHOCTD Yacro
paccTpoiicTBa
CryTaHHOCTBH CO3HAHHS, FAJUTIONMHALINH, THKA OueHb peiKo
Hounble KolMapsl HewussecTHO
Hapymenus co | TonoBHas 6oms'™ OueHp 4acTo
cTopoHsl HepBHOM | CommBocts™™,  ronoBokpyskenne', Tpemop’,
CHCTEMBI 6ecconnura’ TPEBOXKHOE B036yxnenne’ | Yacto
Atakcus’ He gacro
Hucrarm T, acentudeckuii Menunrut (pasnen 4.4) | Penxo
[[laTkoCTB, JIBUTaTEJIbHBIC paccrtpoiicTBa, | OueHb peiKko
obocTpeHue OoJe3HH [TapkuHCOHA %
sKcTpanupaMuaasle  dPEKTs, XOpeoaTeTos L
yJalnieHue NpHUIaaKoB
Hapymenus co | Jlurtonus’, HeyeTKOCTH 3peHus’ Heuacto
CTOpPOHBI ~ Oprasa
3peHus KOHBIOHKTUBUT Penxo
Hapymenus co | Tommora', peota’, mapes’, cyxocTb BO pry® Yacto
CTOPOHBI
eIy J04HO-
KHIIEYHOT0 TpaKTa
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ToxcHuyeckuit anuaepMaibHbIi HEKPOJIU3

Hapymenus co | [leueHouHass  HEIOCTATOYHOCTb, Ha’pymenﬂe( @qeﬁmpe;nm

CTOPOHBI MEYeHH M | GYHKIUM TeYeHH °, IOBBILICHHBIC IIOKA3aTelIH

JKETYEBBIBOMAIIMX | QYHKIUU IEYECHU

nmyTei

Hapymenus co | Koxnas cpmp' OuyeHb 4acTo

CTOPOHBI KOXH H

TOIKOKHBIX TKaHeii | AA/IOTELHs Heuacro
Peakiuu cBeTOYYBCTBUTEIBHOCTH Heuacro
Cunapom Crusenca-Jloncona’ Penko

OdeHb peaKo

HapyIIeHUS B MECTe
BBEJICHUS

JlexapcTBeHHAs KO>KHast peakius, | OueHb peaKo
COIIPOBOKTAIOINASCS 903uHOHIHEH %
CHCTEMHBIMH TIPOSBJICHHUSAMH”
Hapymenus co | Aprpanrus® Yacto
CTOpPOHBI CKEJIETHO-
MBLIICYHOM yu | Bormdano4Ho-nono0HsIe peakuu OdeHb peKo
COCTMHHUTEIbHOM
TKaHEeH
Hapymenus co | TyOynouHTepCTHIMATBHBIN Hedpurt, | HenspectHo
CTOPOHBI MOYEK U | TyOYJOMHTEPCTHLMAIbHBIA HEQPUT M CHHIPOM
MOYEBBIBOJAIIMX yBeHuTa
nyTein
O6mue TlosbimenHas  yromnsemocts', 6oms’, Goas B | Yacto
paccTpoiicTBa u | criune’

Onucanye OTACIbHBIX HEXEIATSJIbHbIX peaKIun

I [eMaTOIOrHYECKHE AHOMATHH i TUM(DaJIEHONATHsI MOTYT OBITh CBA3AHBI UJIM HE OBITH CBA3AHBI
C JIeKapCTBEHHOW KOXHOW peakiuei, COompoBOXaiomencs 503uHO(MWINEH U CHCTEMHBIMH
nposeienusmMu  (DRESS-cHHIpOMOM)/CHHAPOMOM ~ THIIEPYYBCTBAUTEIEHOCTH (M.  «Ocobrle
yKa3aHHS M MEPBI IPEAOCTOPOKHOCTH MPH NPUMEHeHUI» U «Hapylmenus co CTOpOHEI UMMYHHOH
CHCTEMBI»).

2 3aperuCTpHPOBAHBI CJTy4an IOBJICHHH CBIITH KaK CAMIITOMA DRESS-curapoMa. DTO COCTOAHUE
CBSI3aHO C pa3MMYHBIM HAabOpOM CHCTEMHBIX ~CHMIITOMOB, TakWX KaK JIHXOpa/Ka,

nuM$aaeHonaTHsI, OTEK JUIA, HapyLICHUs: COCTaBa KPOBH, HAPYIICHHUS (GYHKLIHH IEYEHH U TIOYCK.
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CHHIPOM OTJIMYAETCS IIMPOKHM CIEKTPOM KIMHHYECKOH THKECTH ¥ 'MOYKeT B

u 3 ¥
e Ciryasx |
TIPHBOJIMTH K PA3sBHTHIO CHHPOMA JHCCEMHHHPOBAHHOTO BHyTpmcynmmfe;égé%%ﬂgémﬂmJ
HOHHOpI‘aHHOﬁ HEAO0CTAaTOYHOCTH. Baxno OTMETHUTD, qTo paHHUEC IPOABJICHHUS
[HIEPIyBCTBUTENFHOCTH (HAIPUMeD, JMXOpanKa, JuM(baJeHONaTHs) MOTYT NPHCYTCTBOBATH

Jaxke IIpH OTCYTCTBHUHU CBHIIIH. HpI/I HaAJIMYUU TaKUX MMPHU3HAKOB M CUMIITOMOB MalHEHTa CICAYCT

He3aMeUIUTENIFHO 06cmenoBaTh. ECIH HEBO3MOXKHO YCTAHOBHUTH AJIbTCPHATHBHYIO 3THOJIOIHIO,
HEOOXOIMMO OTMEHHTH NIpUeM mpemnapata Jlamukran (paszen 4.4).

3 JlanHble 3(@deKTH 3aperMCTPHPOBAHBI BO BpeMs APYroro KIMHHYECKOTO HCCIIEIOBAHUSL.
3aperuCTPHPOBAHEI COOBIIEHHS O TOM, UTO JIAMOTPH/DKHH MOXKET YXy/IaTh CUMITOMBI GOJIC3HH
[TapkuHCOHA y MALUEHTOB C -AHArHOCTHPOBAHHON 00Je3HBIO [IapKUHCOHA, a TAKKE OTACTBHDIC
coobmennss 06 SKCTpamupaMHAHBIX >pQeKTax M Xopeoarerode y MalMeHTOB 0e3 JaHHOro
OCHOBHOTO 3a00JICBaHMs.

4 Hapymenue ¢yHKIMH Te4eHH OOBMHO BO3HHMKAeT B COYCTAHHM C  PCeaAKIHAMH

THNIEPYYBCTBUTEIIBHOCTH, HO TAKKC 3apEruCTpUpPOBaHBI OTACIBHBIC CJlydad HapylICHHs (byHKHHI/I
reyeHy 0e3 OUYEeBUIHBIX IIPU3HAKOB THIICPYYBCTBUTCIIBHOCTH.

5 B KIMHAYECKHX MCCIEIOBAHUSX Y B3POCIBIX TAIIMEHTOB KOXKHBIC BHICHITAHHS BO3HUKAIIH Y 8—
12% marueHToB, IPHHAMABIIHX JIAMOTPUJUKUH, H 'y 5—6% MallueHTOB, IPUHUMABIINX mianedo.
KoKHBIE BBICHIIAHHS [IPUBETH K OTMEHE JIEUeHHs JIAMOTPHDKHHOM y 2% nanueHToB. Chilib, Kak
IIPABHJIO MaKyJIONaIy/Ie3Hast 110 BHEITHEMY BU/ly, OOBIMHO IOSBIIAETCA B TCYCHHE BOCBMH HE/CIIb
T0CJIe HayasIa JIeYeHHs | IPOXOUT Tocie oTMeHb! JlamukTana (pasaen 4.4).

3aperncTpUPOBAHBI CEPbE3HBIE, IOTEHIMAIBHO -OMACHBIC JUIS KU3HH KOXKHbIE BBICBITAHUA, B TOM
ynce cunapoM CruBenca-J[PKOHCOHa M TOKCHYCCKHMH ONH/EPMAIbHBIH HEKDOJIH3 (CHHAPOM
Jlaftenia), a Takke JIeKapCTBEHHAss KOXKHAs PEaKIHs, CONPOBOKIAOLIAsCS 503uHOGIIINEH U
cucreMubMH TposiBenrsmMu (DRESS-cunnpom). Heemotpst Ha TO, 4TO 60JIBIIHHCTBO MMAIIUEHTOB
BBI3OPABIMBAIOT I[IOCJHE OTMEHBI JICUEHWs JIAMOTPH/DKHHOM, Yy HEKOTOPBIX TALlMEHTOB
COXPAHSIOTCSI PYOIBI M BCTPEYAIOTCS PEIKUE CITydaH JIETATbHOTO HCXO/a (paznen 4.4).

OG6IMil PUCK MOSIBIICHHS CBIIHU, TIO-BUAUMOMY, TECHO CBSA3aH CO CICAYIOIIMMU (bakTopaMu:

- BBICOKME HaAYaJlbHBIE J03bl JIAMOTPHU/DKHHA MW IIPEBBIIICHHE PEKOMCHA0BAHHOTO
MOBBILIEHHS 1035] IAMOTPH/UKHHA (pasaen 4.2)

- OJHOBPEMEHHBIH pHeM Babnpoata (paszen 4.2).

Coo0manoch 0 CHUXKEHUH MHHCpaJIbHOﬁ IJIOTHOCTH KOCTHOM TKaHW, OCTCOICHHUH, OCTEOIIOPO3C
U IIepejioMax y ManueHTOB, JUIATEIBHO MIPUHUMAIOIUX JIAMOTPHIKHUH. MexaHu3M, ¢ IOMOIIBIO
KOTOPOr'o JIaMOTPHKHH BIIUSIET HA MEeTa00JIU3M KOCTEH, HE YCTaHOBJICH.

MNubopMUpPOBAHHUE O IMOI03PEBAEMbIX HEKEIATCIbHBIX peaKnuiax

IIpenocrapnenre MHGOPMALMHE O IOZ03PEBAEMBIX HEKENATEIBHBIX PEAKIMIX, BBISIBJICHHBIX

[oc/ie PerucTpaluy, UMeeT 0O0JIbLIIOe 3HAYCHHE, TaK KaK IO3BOJACT IIPOBOAMTE MOCTOSIHHDBIM

MOHUTOPHHT OanaHca IIOJIb3bl U PHUCKA JIEKaPCTBEHHOIO CpEICTBA. Coo0uuTh 0 JIIOOBIX

T10/103pEBAEMBIX HEXKEJIaTeIbHBIX PEAKIMAX CIEIHATNCTE 001aCTH 3[IpaBOOXPAHEHHS MOTYT
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Pecniy6nmka benapychb

Anpec: 220037, r. Munck, nep. ToBapuieckui, 1. 2a

Pecny6nukanckoe — yHWTapHOe —IpeinpusTHe «lLleHTp OKCIEpTM3 W HCIBITAHHH B
3IPaBOOXPAHEHUU»

Ten/®akc: +37517 242 00 29

DnekTpoHHas moura: repl@rceth.by, reeth@rceth.by

Caiit: www.rceth.by

4.9. IlepenosupoBKa
Cumnmomvl U NpUHaAKU

Coobmanocs 00 OCTpOM IEpego3WpOoBKE B  J103aX, MPEBBIIIAIONHMX MaKCHMAJIbHbIC
tepanepruueckue B 10-20 pa3, Bkmouyas ciydad C JICTAIBHBIM HCXOIOM. [Tepeno3upoBka
TIPOSBHJIACH CHMIITOMAMH, BKJIIOYABIIMMH HUCTArM, aTakCHIO, HAPYIICHUs CO3HAHU, 60JBIIOM
CYHOpOXKHBI TpPHCTY W KoMy. IIpH Iepeno3upoBKe Takxke HaOIIONANOCh pPacllMpeHHe
xomruiekca QRS (3aMe/yieHue BHYTPHIKENTYJ0YKOBOM IIPOBOJMMOCTH) U yTHHEHHE MHTEpBAsa
QT. Pacmmpenue xommiekca QRS Gonee 100 Mc MOKeT OBITH CBA3aHO C Oonee TsDKEIION
TOKCUYHOCTBIO.

Jleuenue

B ciyuae mepeno3upoBKH PEKOMEHI0BaHA IOCIUTAIN3ALMSA U NPOBEACHHE COOTBETCTBYIOLIEH
noAnepkuBaroleif Tepanuu. IIpy HaIMYMM [OKa3aHWH CIEAYCT MPOBOAHTH TCPalHIO,
HATpaBJICHHYIO Ha CHIDKeHHE abcopOiuu (IpreM akKTHBUPOBAHHOTO yrist). JlanpHeninee jgeueHue
JIOJDKHO TTPOBOJIUTHCS B COOTBETCTBHH € KIIMHAYECKMMH ITOKA3aHUAMH C yUICTOM NOTEHIHAILHOTO
BJIMSHHS Ha CEPIEUHYIO MPOBOAUMOCTD (CM. paszien 4.4). Her ombiTa IpUMEHEHHS FEMOAHAIN3A

B KauecTBE JICUeHHS MEPENO3MPOBKM. B mcciemoBaHud y 6 JOOPOBOIBLEB C IOYEUHOH
HeocTaTouHOCTHI0 20% J1aMOTpHIKUHA BBIBOJHIIOCH H3 OpPraHu3Ma B TCYCHHE YETBIPEX4acoBOr0

ceaHca reMojaiu3sa (cM. paszen 5.2).
5. ®APMAKOJIOTMYECKHE CBOICTBA

5.1. ®apMakoauHAMH4YECKHE CBOICTBA

®apmakoTepaneBTHYecKas rpynna: [Ipoune IpoOTHBOSMMIENITHICCKIE CPEACTBA.
Kon ATX: NO3AXO09.

Mexanu3zm oelicmeus

PCBy.TIBTaTBI (l)apMaKOJIOI‘PI‘{eCKHX HCCIIeIOBAaHU M yKa3bpIBarOT Ha TO, YTO JIAaMOTPHUJKUH SBIISCTCS
6HOK&T0p0M MOTEHIIMAJI-3aBUCUMbIX HATPHUEBBIX KaHAIOB. OH BBI3BIBAET NOTEHLUAJI-3aBUCUM YO
6HOKaﬂy HENPEPBIBHO IIOBTOpSIIOHICﬁCSI AMIIyJIbCalldi U NOJABJIACT IIaTOJIOTHYECKOE
BBICBOOOK/ICHHE [JIFOTAMHHOBOM KHCJIOTBI (aMHHOKHCIIOTa, Arparomas KI4YCByl0 poOJib B
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MIPOTUBOCYAOPOKHBIC CBOMCTBaA JJaMOTpPH/DKHUHA.

HanpoTus, MexaHu3M Jie4e0HOTo AeiiCTBUS JaMOTPUKUHA IPH OUIIOJISIPHBIX PAaCCTPOHCTBAX HE
YCTaHOBJIEH, XOTsl B3aHMOJEHCTBHE C MOTEHIUAI-3aBUCHMBIMH HATPUEBBIMH KaHAJIaMH,
BO3MOXHO, SIBJISIETCS BaXKHBIM.

DapmMaKoOUHAMUKA

B pamkax HCCIEIOBaHMH in Vitro HPOAEMOHCTPHPOBAHO, HYTO JIAMOTPHU/UKHUH TNpPOSBIISCT
IIPOTHBOAPUTMHYECKYIO aKTHBHOCTH Kilacca IB mpu TepaneBTHYECKH 3HaYMMBIX KOHICHTPALHSX.
OH HHTHOUPYET HATPHUEBbIE KAHATBI Cep/Illa YeJIoBeKa ¢ ObICTPOM KHHETHKOM Havalla ¥ OKOHYAHHsI
JEWCTBUSI M C CHJIGHOM 3aBHCHMOCTBIO OT HANpPXKEHHs, 4YTO COINIACyercss ¢ JpYrHMH
IIPOTHBOAPUTMHYECKUMH IpernapaTaMu Kiacca IB. Ilpu Kcrnonp3oBaHMH TEPANEBTHYCCKUX 103
JNIAMOTPH/KMH He TpPHUBEN K 3aMEUICHHIO ITPOBOAMMOCTH (PaclIMPeHMIO KOMIUIEKCa QRS) y
37I0pOBBIX JIHI] B PaAMKaX TIIATEIBHOr0 HcceoBanus nHTepBana QT; TeM He MEHEe y NTAalHCHTOB
¢ KIMHWYECKH 3HAYAMBIM CTPYKTYPHBIM WM (YHKIMOHAJIBHBIM 3a0o0jeBaHHEM Cepana
NAMOTPH/DKAH TOTEHIMATFHO MOXET 3aMEUIHThH JKENyJ0YKOBYIO IPOBOIUMOCTD (pactIMpHUThH
koMIuieke QRS) u BbI3BaTh IPOAPHUTMHIO.

B TecraX, pa3paGOTaHHBIX JUISl OLEHKH BIMSHMS JIEKAPCTBEHHBIX CPEJICTB Ha LECHTPAIbHYIO
HEPBHYIO CHCTEMY, Pe3yJIbTaThl NPHMEHEHHS JaMOTPH/UKMHA B J03¢ 240 Mr y 3/0pOBBIX
T0GPOBOJIBIEB HE OTIHYAINCH OT IIPUMEHEHHUS IU1aledo, B TO BpEMs Kak ¢enuronn B go3e 1000
MT, Tak ¥ Auasenam B jo3e 10 Mr oKa3plBal¥ 3HAUHTEIBHOC HETaTMBHOE BJIMSHHUC HA TOUHYIO
BH3YaJIbHO-BUrATENBHYIO KOOPJMHALMIO M JIBIKCHHE IJ1a3, Hapylas IPU 5TOM PaBHOBECHE TEJId
¥ BBI3BIBAsl CyOBEKTHBHBIN CeAaTHBHBIN o) QEKT.

B Ipyrom HCCIeNOBaHHM ONHOKpaTHas 1o3a KapOamasenuHa 600 Mr BHYTPh 3HAYHTCIBHO
yXy/[ajia TOYHYIO BH3YaJbHYIO-JBHUIATEIbHYI0 KOOPAHHAIMIO U JBMXKCHHC TJIa3, Hapyliana
paBHOBeCHe Tela, NPHBOAMIA K YBEIWYEHHIO IyJIbca, B TO BPEMs Kak pe3ysbTarsl IpHEMa

namotpukuHa B o3e 150 mr u 300 Mr He OTIIMYATUCE OT PE3yJILTATOB IIpHeMa rane6o.

Hcenedosanue deticmeus 1aMompuONCUHa Ha cepoeyHyto Npo80OUMOCHb

Bo BpeMsi HCCIIEIOBAHHS € YYACTHEM 3JI0POBBIX B3POCIBIX J0OPOBOJIBIEB OLEHABAIOCH BIMAHNE
JIEKApCTBEHHOTO IIperapara JIAMOTPH/DKUH IPH MHOTOKPaTHOM BBEICHHH (mo 400 mr/cyT) Ha
cepaednyio mpoBoAuMOocTh 1o JaHHbM OKI' B 12 0TBECHHUSAX. He Hal0mo1a10Ch KIMHHYCCKH
3HAYMMOTO BJIMSHHS JaMOTpH/KKHA Ha uHTepBan QT 1o cpaBHEHHIO ¢ muianedo.

Kmuanueckas >bdbexkTHBHOCTE B 0€30I1aCHOCTD

Knunuueckas s¢gexmueHocme 6 npedomspaiyenuu paccmpoucms Hacmpoenus y nayuenmos ¢
OUNONAPHBIMU PACCMPOTICMEAMU

D PEeKTHBHOCTD JIAMOTPHUKHHA B TIPEIOTBPAIICHHH PACCTPOHCTB HACTPOCHHUS y MALMCHTOR ¢
GUIOJISIPHBIM PACCTPOICTBOM IIEpBOTO THNA ObUIA MPOJEMOHCTPHPOBAHA B IBYX KIMHHUCCKHX
UCCIIEIOBaHUSAX.
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UccnemoBanue SCAB2003  sBisioch MﬂoroueHTpOBbIMqBoﬁﬁﬂfﬁ,4:§fi'€ﬁ%'ln;‘(fb JIBOMHBIM

HEFE T eoin—ars

MaCKMPOBAHHBIM ILTANe00-KOHTPOJIUPYEMBIM U JINTHH-KOHTPOIHPYEMBIM PaHIOMU3HPOBAHHBIM
HCCEeOBAHMEM, B XOJe KOTOpPOrO OIEHHBAIOCH IPUMEHEHHE (UKCMPOBAHHON 03Bl
JIAMOTPH/UKHHA JUTA JIONTOCPOYHOM NPOQHIAKTHKE PELMIMBOB JENPECCHH H/HIH MAHHH Y
MAI[HEHTOB C OWIIOJSPHBIM PAcCTPOMCTBOM IIEPBOrO THIA, Yy KOTOPHIX HEIABHO WM IIPH
BKIIOYEHHM B HCCIeIOBaHHMe Habmomaics OoJblnoi mempeccHBHBIM osmm3on.  Ilocie
CTa0WIM3aIMM C  HCIOJIB30BAaHHEM JIAMOTPUPKMHA B KAa4eCTBE MOHOTEpanMH  HIIH
JIOTIOJTHUTENBHOM Tepalnuy IMAlMeHThl ObUIH pPaHIOMHU3MPOBAaHbI Ha S TPYINI, MOJyYaroIIHX
namotpumkue (50, 200, 400 Mr/cyr), mutuit (ceiBopoTounbie yposuu 0,8 — 1,1 MMOJIB/JT) WJIH
mwianeGo B TedeHHe nmeproa He 6onee 76 Henens (18 MecsueB). IlepBUYHOM KOHEYHOH TOYKOH
HCCIIEI0BAHHS SBIIIOCH BpEMsl JI0 Havasla TepaneBTHIeCKOro BMEIIaTeIbCTBa (JOMOIHUTEIbHOH
(hapMaKoTepanyuy WM 3IEKTPOLIOKOBON TEpamuu) C IEJIbI0 KOHTPOJIS SMH30[a PaccTpoHCTBa
nactpoenust. Mccnenoanne SCAB2006 umeno cxoxuil [M3aliH, Kak H HCCICNOBaHHE
SCAB2003, o1HAKO €ro OTIMYHE COCTOSIIO B OLIEHKE M3MEHAEMOM J103bI JIAMOTPH/KHHA (100 —
400 Mr/cyT) U BKJIIOYAIO IAIHEHTOB ¢ OUIIOIAPHBIM PACCTPOMCTBOM IIEPBOrO THIIA, Y KOTOPBIX
HEIABHO WM IIPH BKIIOUESHHH B HCCIIE/I0BAHME HAOII01aJICd MAHHAKAIbHBIA SMH30/1. Pe3ynbTaThl
TpeJICTaBJIEHBI B HIDKECIIeIyIOoLIeH Tabmuire.

Tabnuuya 7. Pesiome pe3yiomamos uccie0o6anuil spgexmusrnocmu JIAMOMPUOIICUHA 8
npedomepawjeruy paccmpoicme HACMpOoeHus. Y NAYueHmos ¢ OUNONAPHbIM paccmpoicmeom
nepeo2o muna

Jlos1si nanueHToB (e3 penIHBa Ha Hexele 76
HccaenoBanue SCAB2003 Hccaenosanue SCAB2006
Bunoasipuoe paccrpoiicrBo | bunossipnoe paccTpoiicTBO
epBOro THIA NepBoOro THIA
Kpurepuit BoibIoii 1enpecCUBHBIN SITH30,1 MaHuakaJIbHBIA 311H30/1
BKJIFOUCHHUS
Jlamorpumkus | JIutuii | [lnane6o | Jlamorpumkus | Jlutn [Tnae60o
51
OtcyTcTBHE 0,22 0,21 0,12 0,17 0,24 | 0,04
JIOTIOJIHUTEIIBHOTO
BMEIIIATEeNILCTBA
Benunuuna p, | 0,004 0,006 |- 0,023 0,006 | -
norapuMUYECKHA
paHrOBBIA
KpUTEpUI
OtcyTcTBHE 0,51 0,46 0,41 0,82 0,71 0,40
JCTIPECCUHT
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Benuunna p, | 0,047 0,209 |- 0,01 §ipuxas f’-’]jmz_xcznﬂ,"lé]xp;;QQQifl;lH,:;f:f;zf
norapudMudecKuii UL ... .comiane, Lo
paHroBBIA

KpUTEpUit

OrcyrctBue Mauuu | 0,70 0,86 0,67 0,53 0,64 0,37
Bennunna p, | 0,339 0,026 |- 0,280 0,006 | -
Jorapu(pMUIECKUN

PaHrOBBIN

KpUTEPUiL

B pesyibTare BCIIOMOraTeJbHOTO aHAM3a BPEMEHH [0 BO3HHKHOBEHHS IIEPBOrO SIH301a
JTIPECCUU U JI0 TIEPBOTO 3MU30/1a MaHHH/THIIOMAHUH/CMEIIaHHOT' O 3I1H30/1a, OBLIO yCTaHOBJIEHO,
YTO BpEMS JI0 BOSHHKHOBEHHS IIEPBOI0 3ITH30/1a ICTIPECCHH OBUIO 3HAYUTEIHHO OOJIbIIE B IPYIIIE
NAMOTPUKHHA [0 CPABHEHHIO ¢ Ipymmol muane6o, B TO BpeMs KaKk pasHHI@ BO BpEMCHH
BO3HHKHOBEHMS TIEPBOTO 3IH30/1a MAHUH/TUIIOMAHUH/CMELIIAHHOTO 3MH30/1a B TPYIIax iamnedo
¥ JTaMOTPHDKMHA HE SBJISIACH CTATUCTUYECKH 3HAYHMOM.

D HeKTHBHOCTH JTAMOTPH/UKHHA B KOMOMHAIMH €O CTA0MIM3aTOpaMH HACTPOCHUS HE OblTa B
JI0OCTaTOYHON Mepe U3yueHa.

[TareHTHI JETCKOTO BO3pacTa

Jlemu 6 6o3pacme 1—24 mecayes
Db PEeKTUBHOCT M 0€30MacHOCTh IPUMEHEHHS IIperapara il BCIIOMOTATENIbHON Tepanuu

napIHaIbHBIX [IPHIAIKOB y JAeTell B Bo3pacTe 1-24 MecsleB OLCHUBAUCH BO BPEMA JIBOWHOTO
CHIENIOro  MIaneGo-KOHTPOIAPYEMOTO HCCIE0BAH)sl Ha MAlleHbKOH BBIGOpKE C OTMEHOM

npemnapara. Jledenne Hadamn y 177 cyGBEKTOB, IPU 9TOM PEXKHM TUTPOBAHUS N03bI HANOMUHAI
PEXHM THTPOBAHHs 03B y JeTell B Bo3pacte 2—12 ser. HaumeHblnas uMEromasics 103MpoBKa
npenapata JlaMOTpuKHH B (opMe TabIeTOK — 2 MI, BBUIY 4Y€ro B HEKOTOPBIX CIIyHasix
CTAHZAPTHBIA PEKUM J03MPOBAHUS KOPPEKTHPOBAIM BO BpeMsi (a3bl THTPOBAHHS (HarmpuMep,
TmyTeM Iprema TableTKd 2 MT 4epes JIeHb, eClIM pacueTHas /1033 Obl1a MeHee 2 MI). YpOBEHb
Iperapara B CbIBOPOTKE KPOBH H3MEPSUICS B KOHIE HEJICTH 2 THTPOBAHH. B nocieaytoueM /103y
60 yMEHbIIAIH, OO0 HE YBEIMYMBAIM, CCIH KOHIEHTpAlWs MpeBblllaja 0,41 MKr/mi1,
0XKHUIAEMYIO KOHIIGHTPAIMIO Y B3POCIBIX B JaHHBIH MOMEHT BpeMeHH. HeKOTOPBIM NIallHeHTaM B
KOHIlE Hexend 2 TpeboBanoch yMmeHblreHHe 103bl 10 90%. TpuauarbBoceMb CyOBEKTOB, Y
KOTOPBIX OBUI JOCTHTHYT OTBET Ha JieueHHe (YMEHBIICHHE YacTOTBI NPHIAAKOB Ha > 40%), B
TIPOM3BOJIHOM TIOPSJKE pPas[eldiii  Ha TPYIIIbI mianedo WIM TPOJODKEHHS JICUCHUS
NaMOTPUIKUHOM. J[071st CyOBEKTOB, Y KOTOPBIX JICUCHHE 0Ka3aIoch Hed(pPEeKTHBHBIM, COCTaBHIIA
84% (16/19 cy6pextoB) B rpyme mianebo u 58% (11/19 cyOBEKTOB) B IPYIIIIE JIAMOTPH/KHHA.
Pa3HHIa He SBJISUIACh CTATUCTHYECKH 3HAYUMOH: 26,3%, [I1 95% -2,6% <> 50,2%, p=0,07.
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Bcero 256 cyObekToB B Bo3pacTe 1-24 MecsueB PO nequne"ﬂaMOTpﬁﬂmiﬁb&Tﬁiﬁﬂ}Qle.L;
1o 15 mr/kr/cyTku B Teuenue 10 72 Henenb. [Ipoduie Ge3onmacHOCTH JIAaMOTPHDKHHA Y ACTEH B
Bo3pacte oT 1 mMecsina 10 2 jeT ObUT CONOCTaBUM C IpodusieM 0€30MacHOCTH y ACTEH CTapIlero
BO3pacTa, C TEM HCKIIOYEHHeM, 4TO y JeTeil B Bo3pacte 10 2 neT (26%) coobumanoch o

KJIMHAYECKH 3HAUMMOM yCyryOieHuu npumaakoB (>=50%) 1o cpaBHEHHIO C AETbMH Oojee

crapurero Bo3pacra (14%).

Cunopom Jlennokca--I'acmo
OTCYTCTBYIOT IaHHbIE O NPHMEHEHHM IIpernapara B MOHOTEPANMHU CYAOPOXKHBIX INPHUIIAIKOB,
00ycIIoBIeHHBIX CHHApOMOM JIeHHOKCca--I"acTo.

Ipogpunaxmuxa snuz0006 manuu u denpeccuu 'y oemeti (10—12 nem) u noopocmkos (13—17 nem)
Bo  BpeMs  MHOTOIEHTPOBOrO,  IUIANE60-KOHTPOJIUPYEMOrO,  IBOHHOrO  CIEIOTIO,
PaHIOMH3HPOBAHHOTO HCCICNOBAHMUS B IapajlleNbHBIX TIpynmax ¢ OTMEHOW Ipernapara
oneHuBAIM 3()(PEKTHBHOCTh U O€30MacHOCTh IIpenapara JIaMOTPUIDKMH C HEMEUICHHBIM
BBICBOOOJK/ICHMEM IIPU TIPUMEHEHHUH B Ka4ECTBE BCIIOMOTaTeIbHOM MOIEPKUBAIOIICH Teparuy
JUIA TIPEJOTBpAIIEHHs] 3MHM30JJ0B MAaHUU M JIENPECCHH y JETeH MYXCKOro M JKEHCKOro moja
(Bospact 10-17 neT), y KOTOPBIX GBLIO AMArHOCTHPOBAHO OHMIOJSAPHOE paccTpoicTBo I Tha 1
JIOCTHTHYTA PEMHUCCHS WM YIIy4IICHHE [OCIe 3MU30/1a OUIOJIAPHOrO pacCTPONCTBA IIPH JICYCHUH
JNAMOTPHIKHHOM B KOMOMHAIMH C COITyTCTBYIOLIEH Tepanien HeHpOIeTHIECKUMU KT IPYTHMA
HOPMOTHMHYECKHMH  JICKAPCTBEHHBIMH  CpeAcTBaMu. Pe3ynbraT INEpBHYHOIO — aHAIH3a
3} heKTHBHOCTH (BpeMsi 0 BOBHUKHOBEHHMs 3MH3071a OHIIOJISPHOTO PAacCTPOHCTBA — TOBE) ne
JOCTHT cTaticTHyeckoil 3HaumMoctu (p=0,0717); TakuM oGpasoM, 3ddeKTHBHOCTH HE ObLIa
npoaeMoHCTprpoBaHa. KpoMe Toro, pe3ysbTaThl OLEHKH O€3011aCHOCTH CBHJIETEIbCTBOBAIM 06
YBEJIMYECHUHU YacCTOThI CIIYy4acB CYMIIMJAJIBHOTO IIOBEICHUSA Y MalMeHToOB, IIOJIy4YaBIIUX
NaMOTPHIKUH: 5% (4 ManueHTa) B rpyIie JaMOTPHUKUHA 110 CpaBHEHHIO ¢ 0 B rpymmne rianedo
(cM. paznen 4.2).

5.2. ®apmMakoOKHHETHYECKHE CBOHCTBA

Bcacwvisanue. JITaMOTPHIDKHH OBICTPO U MOJHOCTBIO BCACBIBACTCS U3 KUIICUHMKA, TPAKTHYCCKH HE
MOJBEprasch TMPECHCTEMHOMY —MeTa0oiH3My —TEpBOTO  NpPOXoxAeHHA. MaxcumaibHas
KOHIIEHTPAIUS B IJIa3Me JOCTUraeTCs MPUOTH3UTENBHO Yepes 2,5 4 II0CIe IEPOPaIbHOr0 IprHeMa
npenapara. BpeMms TOCTHXKEHHs MAaKCHMAIbHOW KOHLEHTPALMU CIErka YBEIHIWBACTCH IOCIC
IpHeMa IHIIH, HO CTeleHb aGcopOIHH OCTaeTcs HemsMeHHOW. Habiromaiores 3HAUMTEIbHBIC
MEKHHIUBHIyalbHbIE KOJNEOaHHS MaKCHMalIbHON KOHIIEHTPalMHd B PABHOBECHOM COCTOSHHH,
OJIHAKO, C PEIKHUMHU KOJIEOaHUSMH Y KaKI0T0 OTACIBHOIO Y€JIOBEKA.

Pacnpeoenenue. JIaMOTPUIDKHMH CBSI3BIBAETCS C OelKaMM IIIa3Mbl npubnusuTeabHo Ha 55 %.
MaJ10BepOSTHO, 4TOOBI BHICBOGOXKACHHE IIperapara M3 CBA3U ¢ OCIKOM MOIJIO MPHBOMUTE K
pa3BHTHIO TOKCHYEeCKOro 3 dekra. OGbeM pacnpesiesieHis COCTaBIsACT 0,92-1,22 n/kr.

MemaGonuzm. B MeraGonmsme  JIaMOTpHUKMHA — [PUHMMaeT  ydactue  (epmeHT

ypumunudochaTrroKypoHHITpanpepasa (VAd-rmokyponnnTpancdepasa). Jlamorpuukin B

HeGOJIBIION CTEMEeHH MOBHIAET CBOH COOCTBEHHBIM MeTabOIM3M B 3aBUCHMOCTH OT JO3BL.

O[HAaKO0 HEeT HHKAKMX JaHHBIX, MOATBEPXKIAIOIIMX, YTO JAMOTPHKHH BIHMACT HA
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W JpYrHMH IperapaTaMd, MeTaGoNM3UpyIOLUMHCS CHCTeMOi IuToXpoMa P450, BO3MOXKHO

B3aUMOJICHCTBHE.

Buigeoenue. Y 310pOBBIX B3POCHBIX KIHPEHC JaMOTPH/DKHHA B COCTOSHHUH PAaBHOBECHBIX
KOHLIEHTpAIMi cocTaBisieT B cpeqHeM 30 MI/MHH.

JIaMOTPHIKMH MeTaboIM3UPYeTCsl A0 TIIIOKYPOHHIIOB, KOTOPBIE BBIBOAATCS MOykamu. Menee
10% npemnapara BEIBOAUTCS IOYKaMH B HEH3MEHEHHOM BHJIE, OKOJIO 2 % - KUIIeYHHKOM. Kiupence
¥ TIePHOJI MOJTYBBIBEIEHHS HE 3aBHCAT OT 03Bl IIepHO. IMOMyBBIBEICHUS Y 3M0POBBIX JIONCH
cocTaBIIsieT B cpeiHeM 33 waca (quanason 14 — 103 yaco). Y manueHToB ¢ cuHapoMoM XKubdepa
Ha6JIOIAT0Ch CHIDKEHME KJIMpeHca npernapara Ha 32 % 110 CpaBHEHHUIO ¢ KOHTPOJIbHOH IPYIIOH,
YTO, OIHAKO, HE BBIXOIHJIO 33 TPAHHUIIEI HOPMAJIbHBIX 3HAUYEHHUH s OOLIEeH MOMyJIsIHH.

Ha epuoJ MOJIYBBIBEACHHUSA JIAMOTPHIKHHA OOJIBIIIOE BIIMSHHE OKa3bIBAlOT COBMECTHO
IIPUHUMAEMBbIC JICKAPCTBECHHBIC IIPCTIapaThI.

Cpenuuit IEpHO/ MOJNYBBIBEACHHUS CHIKACTCS NPHOIM3UTENBHO 10 14 4 IpH OJHOBPEMEHHOM
HA3HAYEHHH C IperapaTaMu, CTUMYJIMPYIOMMH [JIFOKYPOHH3AIMIO, TAKUMH Kak KapOama3ernuH
¥ (DEHHTOMH, ¥ MOBBIIACTCS B cpeHeM 10 70 4 Npu COBMECTHOM Ha3HAYEHHH C BAJILIIPOATOM
(cM. paznen 4.2).

Jlunetinocmy. ®apMaKOKWHETHKA JTaMOTPUJUKHHA SBIIAETCS JIMHEHHOM NPU MPUMEHEHHUH B J103aX
110 450 Mr, HauBBICIIEH UCCIIETOBAaHHOM J103bl IIPU OHOKPATHOM NPUMEHEHHUH.

Ocobbie 2pynnsl nAyUEHMo8:

Jlemu

V gmerel KIMpeHC JAMOTPUJUKHHA IPH pacyeTe Ha Maccy Tejla BBIIIE, YeM Y B3pOCIBIX; OH
HauboJee BEICOK y JieTeit 10 5 yeT. Y jeTeil meproj MOTyBBIBEJICHHUS JTaMOTPU/KHHA 00BIYHO
KOpo4ie, HYCM Yy B3pOCJIbIX. Ero CpCAHCC 3HaA4YCHHC HPHGJII/I3I/IT€JII:HO PpaBHACTCA 7 4 IIpu
OHOBPEMEHHOM Ha3HAYCHHHU C MpernapaTaMu, CTUMYIHPYIOUUMMH IJIIOKYpOHH3AIHIO, TaKHMH
KaKk KapOama3enuH W (EHHTOMH, W IOBBIIACTCS B CPEIHEM JO 45-50 4 mpu COBMECTHOM
Ha3HAYEHHH C BaJbIIpoaToM (cM. paszaern 4.2).

Jlemu 6 603pacme c 2-x 00 26 mecayes

V 143 neteii B BO3pacTe ¢ 2-X J10 26 MECSILEB ¢ Maccol Tena oT 3 10 16 KI KIMpEHe OBLI CHHIKEH
[10 CPaBHEHHMIO C JETbMH 0OJIee CTapIIero BO3pacTa ¢ Takod e MacCOH Tela, MOJyHalonMMH
TaKHe e IepopabHbIe A03bl JIEKAPCTBEHHOIO CPEACTBA HA KMJIOrPaMM MacChl TeJa, KaK 1 JCTH
crapme aByX jeT. CpeiHumil IIEpHOI MOJYBBIBEEHHs COCTABHI 23 Haca y nereit miamme 26
MeCsIeB, MONYYarONIUX Mpernaparhl, CTUMYJIUPYIOIIHE TJIIOKYPOHU3ALHIO, 136 yacoB — mpu
COBMECTHOM IIPUMEHEHHH C BalbIpoaToM K 38 9acoB — Y MAlMCHTOB, HE MOJIYHAIOUIHX
MHIYKTOPB/MHTMOUTOPBI TIIIOKYPOHM3alMK. MexXuHIMBUIyalbHAS BaprabebHOCTh KIMpPEHCa
JIAMOTPHDKMHA TIOCTIE TIpHeMa BHYTPh ObUla BBICOKOH B IPYNIE NETEH B BO3pACTE ¢ 2-x 1o 26
mecsieB (47%). TlpeamonaraeMble CBIBOPOTOYHBIC KOHIECHTPAIMH JIAMOTPUIUKHHA Y JIeTel B
Bo3pacTe ¢ 2-X 0 26 MecsueB ObUIM B OCHOBHOM B TOM JKE€ IMAIa3oHe, 4T0 H 'y 0oJiee cTapuIux
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neteit ¢ Maccoit tena menee 10 kr.
Iayuenmol nodcun020 603pacma

PesynbTarhl (papMaKOKHHETHYECKOTO aHAIM3a IOIYJISIHH, BKIOYAIOMEH KaK MOJIOJBIX, Tak U
MOYKUJIBIX MTALIMEHTOB € SIHUIIETNICUENM, BOBIICYCHHBIX B OJJHU H T€ )K€ MCCIIEI0BAHMUS, [TOKA3aJIH, YTO
KIMHAYECKH 3HAYMMbIe Pa3lIMyMs B KJIMPEHCE JIAMOTPUIDKHHA Y MAIUEHTOB MIOXKMIIOr0 BO3pacTa
B CpPaBHEHHH C MOJIOABIMH IallMEHTaMM OTCYTCTBYIOT. [locie OIHOKpaTHBIX J03 KIMPEHC
camkaics Ha 12 %, ¢ 35 mu/mMuH B Bospacte 20 et 10 31 mi/MuH B Bo3pacte 70 sieT. CHIKCHHE
nocie 48 nenens neuenus coctasuiio 10%, ot 41 1o 37 MI/MHH B Ipynnax MOJIOABIX U MOKMIIBIX
naruenToB. Kpome Toro, papMakoKuHeTHKA TaMOTPHKHHA H3ydaach y 12 3/0pPOBBIX MOKUITBIX
J06POBOJIBILIEB TIOCIIE IpUeMa OXHOKpaTHOH 10361 150 Mr. CpenHuil KIMPEHC JaMOTPHIDKHHA y
nomwiblx naryeHsToB (0,39 MJI/MHH/KT) HaXOIUTCS B JHAla30HE CPETHHX BETMYMH KIMPEHCA
(0,31 — 0,65 MJI/MHH/KT), TIOJTy4YEHHBIX B IEBSTH HCCICIOBAHUAX C y9aCTHEM B3POCIBIX, HE
OTHOCSIIXCSI K TPYIIIE MOXKMITBIX, KOTOPBIE IPHHUMAIH OJXHOKpATHBIE 10351 0T 30 110 450 Mr.

ITayuenmol ¢ HapyuieHuem QYHKYUU nOYex

12 106GpOBONBIAM C XPOHHYECKOH IOYEYHOH HENOCTATOUHOCTBIO W 6 JPYrHM MalHEHTaM.
HAXOJSIIMMCS. HA TeMOJMANH3e, ObUI Ha3HayeH JaMoTpukuH 100 Mr oaHokparHo. CpeHHH
KIHPEHC JIaMOTPH/UKHHA cocTaBul 0.42 MI/MHH/KT y NAlMeHTOB C XPOHHYECKON MOYEYHOM
HEI0CTATOUHOCTBIO, 0.33 MJI/MHH/KT MEKILY CeaHcaMy reMOAuam3a 1 1.57 MI/MUH/KT BO BpeMs
reMOMAIN3a [0 CpaBHEHHIO ¢ 0.58 MI/MHH/KT y 370pOBBIX 100poBOIbLEB. CpeHuH NEPUOL
TOTyBBIBEICHAsS. U3 IUIa3MBl COCTaBUI 42.9 4YacoB y NAlMEHTOB C XPOHUYECKON MOYEUHOM
HeJ0CTATOYHOCTHIO, 57.4 yaca Mex/y ceaHCaMH reMojinanusa 1 13 4acoB BO BpeMs FeMOJHAIH3a
110 cpaBHEHHIO ¢ 26.2 yacaMH y 30pOBBIX 100pOBOIBLEB. B cpesiHeM, 0K0JI0 20% (nuama3oH 5,6
—35,1) OT KOIMYECTBA JJAMOTPHI)KHHA B OPraHU3ME BHIBOJUIIOCE B XO/I€ YETHIPEXUACOBOr0 CCaHCa
reMoIHaIn3a. B JaHHOM rpyIIe NanueHToB IPU BRIOOpE HaYaIbHBIX /103 JIAMOTPUDKHHA CIICAYCT
YUUTHIBATH MPHEM COIYTCTBYIOIIMX JIEKAPCTBEHHBIX CpeACTB. IIpu 3HAYMTENBHOM CHWKCHHH
(YHKIMH [TOYEK MOYKET NOTPeOOBaTECs CHHIKEHUE IO/UIEP/KUBAIOLICH J103BI JTAMOTPHDKHHA (CM.

paszensl 4.2 u 4.4).
Iayuenmul ¢ HapyuieHuem QyHKYuU neveHu

dapMaKOKUHETHYECKOE HCCIIeI0BAHIE O/IHOM 110351 OBLIO IPOBEIEHO Y 24 MaLUEeHTOB ¢ Pa3IHIHOM
CTEMEHbIO IIEUEHOUYHOM HEJIOCTATOYHOCTH M 12 370pOBBIX MAMUEHTOB B Ka4deCTBC IPYIIIbI
KOHTpPOJIs. MeauaHHBIH KIMPEHC JTaMOTPUKHHA COCTABHII 0.31, 0.24 umu 0.10 Mi/MHH/KT Y
MAIHEHTOB C EYeHOYHON HeI0CTaTouHoCThi0 cTamuu A, B mwm C (o kinaccuduxanuyn Yaina-
[Tb10), COOTBETCTBEHHO, 110 CPABHEHHIO € 0,34 MJI/MHH/KT y 310poBBIX 106poBobLeB. HavanpHas,
BO3PACTAIONIAS ¥ [IOUICP)KHBAIONIAs 03I AOJDKHEI OBITh, KaK MPABHIIO, CHHKCHEL y MALUEHTOB C
yMepeHHOH MM TSDKEJIOH CTENEHBIO MEYeHOYHON HeJOCTAaTOYHOCTH (cm. paznen 4.2).

5.3. JlanHble JOKJIHHHYECKOH 0€30macHOCTH
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JIOKIMHUYECKHE JaHHBIE HE JEMOHCTPHPYIOT OCOOYIO OMNACHOCTEh--
(hapMaKoJIOTHYECKHX HCCIIeI0BaHH 0e30IacHOCTH, MCCIEJ0BAaHHH TOKCHYHOCTH MOBTOPHBIX
7103, FEHOTOKCHYHOCTH ¥ KaHIIEPOT€HHOTI'0 IIOTEHIIHAIA.

B ncciie10BAHUSAX TOKCHYECKOTO BO3IEHCTBUS Ha PEIPOIYKTHBHYIO (QYHKIIMIO U Pa3BUTHE IJI01a
y IPHI3YHOB M KpOJMKOB TepaToreHHble 5(pQexTrl He HabMIIoNanoch, OJHAKO HalIIONAHCh
CHIJKEHHE MAcChl TUI0JIa U 3aJIepKKa OCCH(HKAIMU CKeJIeTa IIPH YPOBHAX BO3JEHCTBHUS, KOTOPBIE
GBUTH HIDKE HIIH PAaBHSIHCH 0XKUIAEMOMY KIHHHYeCKOMY Bo3zieHcTBHIO. Tak kak Goiee BBICOKHE
YPOBHH BO3JEHCTBHS HEBO3MOXKHO OBLIO MCIBITATh Ha JKUBOTHBIX B CBA3H C TSOKECTBIO
TOKCHYHOTO BO3JCHCTBHS Ha Marh, TO TEPaTOTCHHBIH IIOTEHIMAN JIAMOTPH/DKHHA BBIIC
KJIMHHYECKOTO BO3JCUCTBUS HE OBLI OIIMCaH.

Y KphIc HAaOIIOAATIOCH yBEIHYEHHE (ETalbHOM U MOCTHATATIBHOM CMEPTHOCTH B CIIy9asX, CCIIM
JIAMOTPH/DKAH BBOJHIICA HA TO3AHMX CPOKax OSPEMEHHOCTH M B PaHHMH IOCTHATATAIbHBIH
nepuos. DTu 5 deKTh HaGIOJATHCH IPH 0JKHIAEMOM KIMHHYCCKOM BO3JICHCTBUM.

Y HEIOJIOBO3PENBIX KpPhIC HAOIONAINCH BIMsSHAE HA 00ydeHue B abupuHTe bu, HeOoJIbIIast
3ajiepKKa OaTaHO-IPENyIHAIbHOr0 OTJAENEHHss U PACKPBITHS BJarajiuiia IpH I10J0BOM
CO3peBaHMH CaMOK, a TAK)Ke CHUJKEHHE Habopa Macchl TeJla MOCTIE POKACHHS Y KHUBOTHBIX F1 npu
BO3/ICHCTBHSAX, B /IBa Pa3a [PEBBIIIAIOIIUX TePAIEBTHIECKUE BO3ACHCTBHS Y B3POCIIBIX TIOZIEH.

B oKcrepuMeHTax Ha JKMBOTHBIX HapylICHHs (epTHIBHOCTH IpPH BBEACHUM JIAMOTPHIUKHHA HE
GbUTH BBISBICHBL Y KpBIC JIAMOTPU/DKHH CHIDKAT YPOBHH (DOJIMEBOM KHCIOTHI y TIJIOJOB.
Cuwnraercs, 4To aeuuUT (HOJIUEBON KHCIOTHI CBSA3aH C MOBBIIICHHBIM PHCKOM BPOJKICHHBIX

IIOPOKOB Pa3sBUTHSA y JKUBOTHBIX U H}Oﬂeﬁ.

JIaMOTpH/IKHH BBI3BIBACT J0303aBUCHMOE MHIHOMPOBAaHHE XBOCTOBOIO TOKA KaHalla hERG B
SMOPHOHATBHBIX OYSYHBIX KiIeTKax yenoBeka. [C50 npuOIM3uTeNbHO B ICBATH pa3 MPEBbILIAl
MAKCHMAIBHYIO TEpaleBTHYECKYI0 CBOOOJHYIO KOHIEHTpAUMIO. JIaMOTPUIUKMH HE BbI3bIBACT

yJIMHEHHE HHTCpBasla QT y JKMBOTHBIX IpH BO3ACHCTBHAX, npHOIM3UTEIBHO B JBa pasa
IIPEBHIMIAIONIMX MAKCHMAIBHYIO TEPANIEBTHIECKYIO CBOOOIHYIO KOHICHTPALHIO. B kimmHIYECKOM
HCCIICIOBAHNN KJIMHUYECKH 3HAYMMOTO BIMSHHS JIAMOTPUDKHHA Ha uHTepBa QT y 310pOBBIX
B3POCIBIX 10GPOBOIIBIIEB He ObLTO0 (M. paszen 5.1).

ViceleToBaHus in Vifro OKa3aiy, 4To JAMOTPH/UKHH 00/IalaeT aHTHAPUTMUYECKOH aKTHBHOCTBIO
TP TepaneBTUYECKH 3HAYMMBIX KOHUeHTpauusx. IIpenmapar HHTUOMpPYET HAaTPUEBBbIE KaHAJIbI
cepana ¢ OBICTPON KUHETHKOH Havana ¥ OKOHYAHMs JCHCTBHSA U CHJILHOM 3aBHCHUMOCTBIO OT
HAIPSKEHHs], YTO XapaKTEPHO JUIs aHTHAPUTMUYECKHUX IIPEapaTos Kacca IB. I1pu npumMeHEeHUH
B TEpanmeBTHYECKHX J03aX JIAMOTPHDKMH HE BBI3BIBAT 3aMCUICHHUA BHYTPHKEITYJ0YKOBOM
mpoBomMMocTH  (pacipenne Komraekca QRS) 'y 370poBbIX JOOpOBOJIBILIEB BO BpeMs
MCCIIeIoBaHus ¢ aKmeHToM Ha omenky uHTepBana QT. OxHako y NalMEHTOB ¢ KIMHHHYCCKH
3HAYMMBIM CTPYKTYPHBIM MM  (QYHKIMOHAIBHBIM  CEPAEYHO-COCYANUCTHIM 3a00JIeBaHHEM
JIAMOTPH/UKHH ~TOTEHIMAIBHO MOXKET —3aMe[UISTh  BHYTPHIKETYI0YKOBYIO  MPOBOAMMOCTDH
(pacumpsTh KoMIieke QRS) ¥ BbI3bIBAaTh IPOAPUTMHIO (cm. paszen 4.4).
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6. ©®APMAIIEBTHYECKHE CBOJICTBA | Mpuxas M

BOOXPaHEHUS |

ik Benapyce

6.1. IlepeyeHb BCIIOMOraTe/JIbHBIX BEIIECTB
Tabnemxu:

BcnoMorarteibHbIE BEIIECTBA:

JIakTO03a MOHOTH/IpAT,

IEJUTI0NI03a MUKPOKPUCTAJUINYECKAs,
HATpUs KPaXMaJITJIHKOJIAT (THIT A),
NOBUIOH, MarHus cTeapar,

xejie3a oKcH xkenThii E172.

Tabnemxku diceéamenvHole / Oucnepaupyembie.

BcrnoMorareabHbIEe BEIECTBa:

KaJIbIHs KapOoHar,

THIPOKCHIIPOITHAIIEIUTION03a HU3KO3aMeIeHHas,

AIFOMHHUSI-MarHusi CHIIMKAT,

HATPHsI KPaXMaJITJIUKOJIAT (THII A),

noBuoH K30,

caxapyH HaTpuH,

apoMaTu3atop uepHocMopoauHOBEI  502.009/AP 0551  (KyKypy3HbIH —MAIbTOACKCTPHH,
apoMaTHYeCKHe KOMIIOHEHTbI, IJIHIEPAI TPHALETaT, TPUITUILUTPAT, CYIb(YUTHO-aMMOHHHHAS
KapaMmelib),

MarHus creapar.

6.2. HecoBMecTHMOCTH

He npumenumo

6.3. CpoK rogHocTH (CPOK XpaHEHHS)

3 rona

6.4. OcoOble MepbI MPEIOCTOPOKHOCTH NPH XPaHEHHH
Tabnemxu 25 m2, 50 me, 100 me. Tlpu Temneparype se Bbie 30 °C.

Tabnemxu scesamenvhvie / ducnepeupyemvle 5 me. Ilpu temneparype Hike 30 °C B 3alIMIIEHHOM
OT BJIaTd ¥ CBETa MECTE.

6.5. Xapakrep H cojiep:kaHHe NEPBUYHOI YIIAKOBKH

Tabnemxu 25 m2, 50 m2 u 100 m2: mo 10 Tabnerox B 6muctep u3 [IBX/amoMunnesoi Gponbry. ITo

3 GnHEcTepa BMECTE C HHCTPYKIMEH 10 IPUMCHCHHUIO B KAPTOHHYIO [1a4Ky.

Tabremku dceeamenvHule / Oucnepaupyemvle 5 me:
39







HO PB

L6663 -2018

e 110 10 Ta6nerox B Giuctep u3 An/IIBX/TIBJX. Ilo 3 6nn<:1';ef)ammreéuﬂmp)agﬁﬁeﬁno

MIPUMEHEHHIO B KAPTOHHYIO I1a4Ky.

e 1o 30 TaGnerok B Oenbli (IakoH W3 MOMMATHIEHA BbICOKOH miotHOocTH (IIOBII), ¢
3aIMUTOM OT JeTed W KoHTposeM mepBoro BekpeitHa. [lo 1 guakony Bmecte ¢
HHCTPYKIIHEH 10 TPUMEHEHHUIO B KAPTOHHYIO MAYKy.

6.6. OcoOble Mepbl HPEIOCTOPOKHOCTH TPH  YHHYTOXKEHHH  HCIIOJIb30BAHHOIO
JEeKAPCTBEHHOr0  Mpemapara HJIH  OTXO0[0B, IOJYYEHHbIX MoOCAe NPHMEHEHHS
JIEKAPCTBEHHOI0 MpenapaTa WiH padoThbl ¢ HUM

Bech ocTaBIIMiiCS JIEKAPCTBEHHBIN Mperapar ¥ OTXO/BI CIEAyeT YHHYTOXKUTH B yCTAaHOBICHHOM
TOpSIIKE.

6.7. VYciaoBus oTIycKa
[To peuenty Bpaya.
7.  JEPXATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS

iakcoCvutKusiin Dxcnopr JIta., Beinkoopuranus / GlaxoSmithKline Export Ltd, UK
980 I'peiir Bect Poyn Bpentdopa Mummiceke TW8 9GS, Benukobpuranus / 980 Great West
Road Brentford Middlesex TW8 9GS, United Kingdom

Ten. +44 20 8047 5000

dakc +44 20 8047 5000

115 MNPEACTABUTEJIb JEPKATEJIA PETICTPAIIMOHHOT'O
YAOCTOBEPEHUSI.

'nakcoCvutKsitn dxenopr JIta., Bemukodpuranus / GlaxoSmithKline Export Ltd, UK
980 I'peiir Bect Poyn Bpenrdopa Mumuiceke TW8 9GS, Bennkobpuranus / 980 Great West
Road Brentford Middlesex TW8 9GS, United Kingdom

Tein. +44 20 8047 5000

daxc +44 20 8047 5000

X ano6bl Ha KadyecTBO JIEKAPCTBEHHOrO Ipenaparta HeoOXOAMMO HamlpaBidTb Ha aapec
3NEeKTPOHHOMN mouthl: gdnp.complaints@gsk.com.

CoOOIIeHNS O HEXENaTebHBIX PeaKIuaX HeoOXOIMMO HAIpaBIATh HA aIpec JICKTPOHHOHU
noutsl: by.safety@gsk.com.

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHMSA
JTamuxran Tadaerku 25 mr, 50 mr umu 100 mr:
JlamMuKTAT TaOJIETKH KeBaTENbHbIE / THCTIEPTHPYEMBIE 5 MT':

9. JATA [EPBUYHOI PETMCTPALIMH (IIOATBEPKAEHUS PETUCTPALIMU,
NEPEPETUCTPAIIUN)

JlaTa moclieIHero MOATBEPIKICHHUS PETHCTPallHH (mepeperucTpaIim):
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Jlamukran Tabuetku 25 mr, 50 mr wam 100 mr: 15.12.2020 = [ phaarven
TB2 3APAaBOOXPAHEHUSs i
‘\u:m’u Bey fapych i

JlamukTan TaGIeTKH KeBarelbHble / aucneprupyemsie 5 mr: 04.11 .2019
10. JATA NIEPECMOTPA TEKCTA

MM.ITIT

[IpaBa Ha o0JagaHre TOBAPHBIMY 3HAKaMH IIPHHAJIIEKAT rpymmne koMnanui GSK.

©2022 I'pynna kommauuit GSK uim ux npaBooGianaTes.
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