COOTBETCTEYET :-_' KCMNEPTHOMY OTYETY

ot 02.09.2025 N= 21857

(MOCNEQOBATENEHOCTE 0003)

OBIIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOT O TIPEITAPATA

1. HAUMEHOBAHMUE JJEKAPCTBEHHOI'O ITPEITAPATA

Bummnat, 10 mr/mi, pacTBop AJsl mpreMa BHYTPb.

2. KAYECTBEHHBINA U KOJTMYECTBEHHbBINA COCTAB

JelicTBytolllee BEUIECTBO: JIAKOCAMM/I.

Kaxxapiii M1 pacTBopa 1715 ipueMa BHYTpb colepkuT 10 mMr nakocamua.

BcmoMorarenbHbIE BENECTBA, HATMYUE KOTOPBIX HAJI0 YIUTHIBATH B COCTABE JICKAPCTBEHHOTO
mperapaTa: HaTpus METHIAparuJapoKCHOCH30aT, COpPOMTOJ, acmapTaMm, HATPUH, KaJWu,
[JIMIEPOJI, IPOITUIIEHTTTHKOIE (CM. pasaen 4.4).

ITonnbrit MEPCUCHb BCIIOMOT'aTCIIbHBIX BCHICCTB IIPUBCJICH B Pa3aCiIC 6.1.

3. JIEKAPCTBEHHAS ®OPMA
PacTtBop 11 ipriemMa BHYTpb.
[Tpo3paunasi, cierka BsizKasi >KUJKOCTh OT OECLIBETHOT'O JI0 JKEJITOTO WU JKEITO-KOPHUUHEBOTO

[[BETA C XapaKTEPHBIM (PPYKTOBBIM 3aI1aXOM.

4. KIMHUYECKUE JAHHBIE

4.1. Iloka3aHusl K IPMMEHEHHUIO

IIpenapat Bummar noka3aH K IpUMEHEHHUIO Y B3POCIBIX, TOAPOCTKOB M JIETEH B BO3PACTE OT
4 ner c:

e DIUJIENCHEN B KAYECTBE MOHOTEPAIIMYU WIH JTONOJHUTENIBHOM Tepanuyu napuuaibHbIX
CYIOPOXKHBIX IPHUCTYIIOB, CONPOBOXKAAIOIIMXCA HWIM HE COINPOBOXKIAIOIIUXCA
BTOPUYHOM IE€HEpATN3aLUEH;

® WYAMONATHYECKOW TIE€HEPAIM30BAHHOM OHNWIENCUEN B KadeCTBE JONOJHUTEIBHOU
TepaInuy MepBUYHO-TEHEPATU30BaHHBIX TOHUKO-KIOHHUYeckuX npuctynos (ITI'TKIT).

4.2. Pexum 103MPOBaHUS U CHIOCOD MPUMEHEHUSI

PexxuMm no3upoBaHust

CyTouHy0 103y JeNAT Ha 2 ITpreMa — 00BIYHO YTPOM U BEYEPOM, BHE 3aBUCIMOCTH OT IpuemMa

IIAIIH.

Iloopocmxu u demu ¢ maccou mena 50 ke u 6onee, a maxaice 83pocvie
B cnenyroieit Tabnuiie npuBeACHb PEKOMEHTyeMbIe JJ03bI ISl TOJIPOCTKOB U JIeTel ¢ Maccoit

tena 50 kr u 6OJ'ICC, a TaKiKC IJIsd B3pOCIIbIX.
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MoHoTeparnus JlonOTHUTE IbHAS TEepaITHsI
HavaneHas no3a 100 mr/cyt umm 200 mr/cyt (100 mr/cyt
P
a3oBaf Hachl@loOMas |\ h00 ar

no3a (eciv MPUMEHUMO)

50 mr 2 pa3a B aeHb (100 50 mr 2 pa3a B nenb (100
TurpoBanue (mosTarHoe

MI/CYT) C UHTEpBAJIaMH B MI/CYT) C UHTEpBAJIAMU B
YBEITUYCHUE J103bI) yD) P yD) P

HEIETIO HEEITI0
MaxkcuMalIibHas

o 600 mr/cyt o 400 mr/cyt

PEKOMEHAYEMA n103a

MOHomepanuﬂ (VZDM JIeHeHUU napyuailbHblx CVOODOO!CHle npucmynoe)

Pexomennyemass HauanmbHas Jo3a coctaBisger 50 Mr 2 pasza B JIeHb, C IOCIEIYIOIIUM
YBEIUYEHUEM JI0 HAYaJIbHOU TeparneBTU4YecKoi 10361 100 Mr 2 paza B J€Hb MO MCTEYCHUHU
HEepBOIl HEAETH JICUEHHUS.

JleueHue 1akocaMMJIOM MOXET ObITh Takke Hadato ¢ 036l 100 mMr 2 pas3a B JeHb Ha
OCHOBaHUU OIICHKU BpauoM HE0OX0JUMOI0 CHUYKEHUS CyI0POKHON aKTUBHOCTH B CPaBHEHUU
C pUCKOM 1TOOOYHBIX (P (PEKTOB.

B 3aBucuMocTM OT OTBeTa M MEPEHOCUMOCTH, MOJAEPKUBAIOIIAs /1032 MOXET OBITh
yBenuueHa Ha 100 mr/cyt (mo 50 mr 2 pas3a B JieHb) ¢ UHTE€pPBaJaMH B HEJEIIO, BIUIOTH 110
peKoMeHyeMOo MakCUMaIbHOU CyTOUHOM noaaepxkuBatoieit 1031 600 mr/cyt (o 300 mr 2
pasa B JICHB).

Ecnu npu noctukenuu 10361 cBbiiie 400 Mr/cyT y nalpeHTa coxpassercs HeoOX0IMMOCTb B
nprueMe JOMOJIHUTENBHBIX MPOTUBOANUIEITUYECKUX IMpenapaToB, HEOOXOIUMO CIEJ0BAaTh

PEeKUMY JT03UPOBAHUS, IPETYCMOTPEHHOMY JUIsl IOTIOJIHUTENIbHON Tepanuu (CM. HUXKe).

Jonoanumenvras _mepanus (npu JeYECHUU napuuailbHblx CV@ODOO/CHZ)ZX uiu nepsuvdHo-

CEeHEepAIU306AHHbBIX MOHUKO-KIIOHUYEeCKUX I’ZDMCWZVI’ZOG)

Pexomennyemass HadanmbHas no3a coctaBisger 50 mMr 2 pa3za B JieHb, C TMOCIEIYIOIINM
YBEJIIMYCHUEM JI0 HA4YaJIbHOM TepaneBTUYecKkoil 1036l 100 Mr 2 pa3a B J€Hb MO MCTEUYECHUH
MIePBOM HEMIEIIH.

B 3aBucuMocTH OT OTBETa U MEPEHOCHMOCTH, /1032 MOKET ObITh yBennyeHa Ha 100 mr/cyr
(mo50mMr 2 pa3a B JeHb) C HMHTEpPBAIAMU B HENENIO, BIUIOTH JO0 PEKOMEHAyeMOU

MaKCHUMaJIbHOW CyTOYHOM ToaepkuBatomieid 10361 400 mr/cyT (200 mr 2 pasa B I€HB).
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Hauano nevenus naxocamuoom ¢ Hacvluaroweu 003bl (HallaﬂbHa}Z MOHOmMepanus uiu nepexod

Ha MOHOmepanur npu 1e4eHuU napuuailbHblx CV@ODOJfCHle npucmynoe uiu OONOJIHUMENIbHASA

mepanui npu jlederuu nepeudHo-2eHepaiIu306aHRblX MOHUKO-KIOHUYEeCKUX CVOODOZ)

Jleuenue nakocaMuIOM MOKET ObITh, TAK)KE, HAYATO C Pa30BOil HackImaomei 10361 200 mr,
C MOCJEAYIOINUM PUEMOM CIyCTs MpuOau3uTensHo 12 4 makocamuaa B go3e 100 mr 2 paza
B jaeHb (200 mr/cyT) B COOTBETCTBMM C MOJAJEPKUBAIOIIUM PEKUMOM JTO3UPOBAHHMS.
[Tocnenyroias KOPpEKTUPOBKA J103bl JOKHA MPOBOJUTHCA COTJIACHO HHAMBUAYaIbHOMY
OTBETY U MEPEHOCUMOCTH, KaK OmucaHo Bbile. Hachimaromas /1032 MOXKET MPUMEHSITHCS Y
MAIMEHTOB B CUTYyallUAX, KOT/a, [0 MHEHHUIO Bpaya, HEOOXOJUMO OBICTpOE IOCTHUIKECHHE
PaBHOBECHOM KOHIEHTpAllMU MpernapaTa B IUIa3Me M TepameBTHUeckoro sddexra. DTOT
CIoco0 JO3UPOBAHUS JTOJKCH IPUMEHSTHCS B YCIOBHSX MEIUITUHCKOTO KOHTPOJIS, YUUTHIBAS
BO3MO’KHOE YBEJIMUEHUE YK CIIa HEeXKEIATEIbHBIX PEAKIIMI CO CTOPOHBI CEPACUHO-COCYTUCTOM
cUCTeMBI (TsDKENbIE apUTMHUK) U IIEHTPaIbHON HEPBHOM cucTeMbl (cM. paszaen 4.8).

Haznauenune Hachlmamomed 1036l HE H3y4alld IPH OCTPBIX COCTOSIHHUSIX, TaKHUX Kak

SIMUWJICITUHYECKUN CTaTyC.

Ilponyck 00361

[Tpu mpomycke 1036l MAIIMEHT JOJKEH ObITh MPOUHCTPYKTUPOBAH O TOM, YTO MPOMYIICHHYIO
703y CIENyeT MPUHIATh KaK MOXHO CKOpee, M 3aTeM CO CIEeAYIOUIeil N103bl JaKocamuja
BO300HOBUTH OOBIYHBIN PEKUM J03UPOBaHUsS. Ecii manmenT 3aMeTus1 Oro3jaHue He paHbllie,
yeMm 3a 6 yacoB JO MpueMa CIEAYIOUIEH J03bl, EMy CIEAYET MPUHATH CIEAYIOIIYIO A03Yy

JIJakoCaMuia COrjiaCHO CXEME IIpuema. I[BOﬁHYIO 03y IPUHHUMATB HE CICAYCT.

Ipexkpawenue mepanuu

B cooTBeTcTBHM C TeKyllel KIMHUYECKON MPAKTHUKOM, MPU HEOOXOJUMOCTH MpPEKpALIECHUS
TEepanuu OTMEHY JIAKOCAMHUJIa PEKOMEHAYETCS IPOBOAUTH IOCTEIIEHHO, CHUXAsi CYTOYHYIO
o3y Ha 200 Mr B HeJeno.

VY NmanueHToB € TSKENBIMU apUTMHUSIMH HEOOXOAMMO OLEHUTh OTHOIICHHE KIMHHYECKOM

IMOJIB3BI K BOBMOXKHOMY PUCKY U, IIpH H€O6XO}II/IMOCTI/I, MMPEKPAaTUTHh IMPUEM JIaKOCaMHU aa.

Oco0ble I'pynnbl HAMWUCHTOB

HauueHmbl NnOJ2HCUTIO20 803pacma

[TanmeHTaM IIOKHIIOTO BO3pacTa CHMXXCHUC A03bI HEC Tpe6yeTcsI. V mamueHToOB MOKHIIOTO
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BO3pacTa HEOOXOJIMMO YYHUTHIBATH BO3MOXKHOCTH BO3PACTHOI'O CHIDKCHHS TOYCUHOIO
KJIMpPEHCa U, KaK CJICJCTBHE, TOBBIIICHHUS KOHIICHTPAIIMHU JJAKOCAMU/Ia B IJIa3Me KPOBH (CM.
cnenyromuii maparpad «IlamueHTs! ¢ HapymeHneM QyHKIIMU MOYeK» U pa3aen 5.2). lannbie
0 MPUMEHEHUH JIAKOCAaMHJIa y MAllMEHTOB IMOKWJIOTO BO3pacTa C AMMIIENcueii, 0COOEHHO B

nose 6osee 400 mr/cyt, orpanndensl (cM. pasaensi 5.1, 4.4, 4.8.).

Tayuenmoi ¢ Hapywenuem hynkyuu nowex

B3pocapiM manmmeHTaM W JETSM C JIETKAM M YMEPEHHBIM HapylIeHHeM (QYHKIIMH IMOYeK
(KK (kmupenc kpeatunuHa) > 30 MiI/MUH) KOppEKIHs 703kl He TpeOyercs. JletsM ¢ Maccoi
tena 50 xr u OoJee, a TakKe B3POCIBIM MAIlMEHTaM C JIETKUM U YMEPEHHBIM HapylIEHUEM
GyHKIIMM TOYEeK BO3MOXKHO Ha3HaueHue Hachlmaromei no3el 200 Mr, HO AanmbpHeifIiee
TUTpOBaHue 10361 (> 200 Mr/cyT) JOIKHO MPOBOAMUTHCS C OCTOPOKHOCTHIO. Y JIeTel ¢ Maccon
tena 50 Kr W 0oJiee W B3POCHBIX IMAIMEHTOB C TSKEJION TOYCUYHOH HEIOCTATOYHOCTHIO
(KK <30 mi/MUH) ¥ TMalMEHTOB C TEPMHHAIBHOW CTaJMECH TOYEYHOW HEIOCTATOYHOCTH
pPEKOMEH/IOBaHHAs MaKcMMaibHas Jo3a cocTaBisgeT 250 mr/cyT. Y OSTUX NalMEeHTOB
TATPOBAHUE JI03bI JOJKHO MPOBOJIUTHCA C OCTOPOKHOCTHIO. ECiy mokazaHo Ha3HaueHHUE
HaCBILIAIOUIEH 103bl, HauaibHast fo03a cocrasiseT 100 Mr ¢ nocienyromum HazHaueHueM S50
MT 2 pa3a B JIeHb B T€UEHHE NIEPBOM HeJeau. Y JeTel ¢ Maccoi Tesna MeHbIe 50 Kr U TSKeI0i
noueyHoit HegocraToyHOCThIO (KK <30 Mi/MuUH) Wiu TepMHUHATBHOW CTafuedl MOYedHON
HEJIOCTATOYHOCTH PEKOMEHIYETCSl CHUKEHUE MaKCUMaJIbHOU /10361 Ha 25 %.

Bcem mnamumenTaM, HaXOMIIUMCS Ha TEMOJUAIN3€, PEKOMEHIYETCS IOTOJHUTEIHHO
Ha3Ha4uTh 110 50 % pa3oBoit 103bI cpa3y Mociie OKOHYaHUS Mpoleyphl. JleueHue nalnrueHToB
C TEpMUHAIBHOW CTaguell TMOYEUHON HEIOCTaTOYHOCTH CIEAYyeT MPOBOJUTH C
OCTOPOXKHOCTBIO, TaK KaK KIMHHUYECKUN OTBIT MPUMEHEHHUS MperapaTa y TaKuX MalueHTOB
HEOOJIbIIION, U BO3MOKHO HAaKOIUIEHHE METa0O0JIMTa ¢ HE YTOUYHEHHOU (hapMaKoJIOrn4ecKou

AKTUBHOCTBIO.

Tayuenmoi ¢ HapyweHuem yHKyuy nevenu

MakcumanpHasi go3a cocrasisger 300 mr/cyt s aerei ¢ maccor Tena 50 xr m Oonee u
B3POCIBIX MAIMEHTOB C JITKUM M YMEPEHHBIM HapylieHueM (QyHKIINHU TICUCHH.

TutpoBarh 103y TaKUM HallUEHTaM CIEAYET C OCTOPOKHOCTBIO, YUUTHIBAsI, YTO HAPYIICHUIO
(GYHKIIMY MTEYSHH 9acTO COMYTCTBYET HapylneHune GyHKiuu movek. [loapocTkam 1 B3pOCIbIM
¢ Mmaccoi tena 50 kr m OoJjiee BO3MOXKHO HasHauyeHHe Hachlmiarolieii mo3el 200 Mr, HO
JnanpHedee TuTpoBaHuWe 03kl (> 200 Mr/cyr) peKOMEeHAyeTCs TPOBOJIUTH C

OCTOPO’KHOCTBIO. Ha ocHoBaHMHU JaHHBIX B3pOCIIbIX MAOUCHTOB, ¥ MOAPOCTKOB U JeTen ¢

4



COOTBETCTBYET ZKCNEPTHOMY OTHETY

ot 02.09.2025 N= 21857

(NOCNEQCBATENEHOCTE 0003)

JETKUM ¥ yMEpPEHHBIM HapylieHueM (QYHKIUN I[CUCHH C MacCOod Teila MeHee 50 Ko
HEe00XONMO CHIKEHHE MaKCUMAJILHON H036I Ha 25 %0,

®dapMaKOKMHETHKY JIaKOCaMHJa HE H3ydald Yy TMAlUEHTOB C TSDKEJIOW IeUYCHOYHOU
HEJI0CTAaTOYHOCTBIO (CM. paszen 5.2).

Jlakocamuj cielyeT Ha3HayaTh B3pOCIBIM MallME€HTaM, a TaKXKe MOJPOCTKaM M JETSAM C
TSDKEIION IeYEHOYHOHN HeIOCTAaTOYHOCTBIO TOJIBKO TOT/1a, KOT/Ia OXKUAacMas TepaneBTUIeCcKast
MoJIb3a Tpernapara MpeBhIIIaeT BEPOSITHBIE PUCKH MPU €ro npueme. MoxeT moTpedoBaThCs
KOPPEKTUPOBKA 03Bl C yYETOM AKTUBHOCTH 3a0OJIEBAaHUS U TIOSBICHUS MOTCHIIMATBHBIX

00OYHBIX AP (PEKTOB.

eTu
Bpau nomxeH HazHauuTh HaubOoJee MOAXOJAIIYIO JIEKApCTBEHHYIO (pOPMY M JO3UPOBKY B

3aBUCHMMOCTH OT MACCHhI T€JIa IMalfuCHTa 1 peKOMeHZIyeMOf/'I J03bI.

Tloopocmku u demu ¢ maccoui mena 50 ke u 6onee

VY moapocTkoB M neTel ¢ maccoil Tema 50 Kr m 0ojee MPUMEHSETCS TaKOW K€ pPEeXUM
JIO3UPOBaHUs, KaK y B3pOCIbIX MMALIMEHTOB (CM. BBILIE).

Hemu (cmapwe 4 nem) u noopocmxu ¢ maccou meina menee 50 ke

Jlo3a onpenensercs Ha OCHOBaHUM Macchl Tea. [[oaToMy pekoMeH1yeTcsl HAUMHATD JIEUEHUE
C pacTBOpa IJisi MpuUeMa BHYTPb, a 3aTeM NEpPeXOoIuTh Ha TabyueTku (mo skenanuio). [lpu
Ha3HAYeHUH PacTBOpa JJIs pUeMa BHYTPb /103y CIEAYeT BhIpakaTh B 0OBEMHBIX (M), @ HE B

BECOBBIX €IMHUIIAX (MT).

MOHomepanuﬂ (npu JIeHeHUU napyuaibHblx CVOODO.?!CHblx npucmynoe)

Pexomenyemas HauanbHas /1032 COCTaBISET 2 MI/KI/CyT, KOTOpas JOJDKHA OBITh yBEIMUYEHA
JI0 HAYaJIbHOM TEPareBTUYECKOM 10361 4 MI/KT/CYT TIO HCTE€UCHUHU TIEPBOM HEIEIIH.

B 3aBucrMocTH OT OTBETa M MEPEHOCUMOCTH JICUEHHUSI, ITOIIePKUBAIOLIAst 1032 MOXKET OBITh
yBEeNIMYEHA elle Ha 2 MI/KI/CYT ¢ HMHTepBajJaMH B Henemo. J[o3y cienyeT MOBBIIIATH
MOCTETEHHO JI0 TMOJYyYEeHUs ONTUMAJIbHOTO OTBETa. Y JAeTed ¢ Maccou tenma meHee 40 kr
MaKCHUMaJlbHasi pEKOMEHIOBaHHAs J103a COCTaBIsAeT 12 Mr/Kr/cyT. Y meTeit ¢ Maccoi Tena ot
40 xr 1o MeHee 50 Kr MakcUMallbHasi pEKOMEHJOBaHHasl J1o3a cocTapisieT 10 Mr/Kr/cyT.

B crnenyromieit Tabnuiie npruBeIeHbl pEKOMEHAYEMbIE 1035l IPU MPOBEICHUH MOHOTEPAIUHU Y

JIeTed ¥ OJIPOCTKOB ¢ Maccoi Tena MeHee S0 Kr.

HauanbsHas no3a 2 Mr/kr/cyT
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Pa3zoBast HachImaromas 103a He peKoMeHIyeTCs
TutpoBaHue (MMOATAITHOE MOBBIIIEHUE JIO3bI) 2 MI/KT/CYT ¢ UHTEpBajJaMu B
HEJICITIO

MaxkcumaibHasi peKOMeHyeMast 103a y MalMeHToB ¢ Maccoil o 12 mr/kr/cyt
teita meuee 40 kr

MaxkcumaibHasi peKOMeHyeMast 103a y MalueHToB ¢ Maccor 1o 10 mr/kr/cyt

tena ot 40 kr 1o meHee 50 kr

B Tabnunax Huke MmpuBeIeHbl IPUMEPHbIE 00bEMBI pacTBOpa Ui MIpHeMa BHYTPb Ha OJHH
IpUEM B 3aBHCHMOCTH OT HAa3HAYEHHOW J03bI U MAcChl Tena. TOYHBI 00beM pacTBoOpa A
npremMa BHYTPb JI0JDKEH OBITh PACCUUTAH B COOTBETCTBHH C TOYHOI Maccoii Tena pebeHka.

Jlo3pl mpemapaTa, KOTOpbIE cJieAyeT NPUHUMAThL 2 pa3a B JeHb IPU MPOBEACHUU

MOHOTEpaIuH y ieTeil B Bo3pacTe crapiie 4 JeT ¢ Maccoii Teaa menee 40 kr(b:

Macca [0,1 mir/kr 0,2 mur/kr 0,3 Mur/kr 0,4 mur/xr 0,5 mur/xr 0,6 MuI/kr
rena  |(1 mr/kr) (2 mr/kr) (3 mr/kr) (4 mr/kr) (5 mr/kr) (6 mr/kT)
HauansHas MakcumanbHa
o3a i
[PEKOMEH/IOBaHH
as 7103a

10kr |1 Ma (10 mr) 2 M1 (20 mr) |3 mut (30 mr) |4 M (40 mr) |S mut (50 mr) |6 mut (60 mr)

I5xr |[ILSman(15 PBwvn(30wmr) 4S5mun(45 |6 ma(60wmr) [7,5ma (75 |9 mu (90 mr)

MT") MT") MT")

20 kr  [2 M1 (20 mr) |4 Mo (40 mr) |6 mut (60 mr) (8 Mt (80 mr) (10 Mt (100 {12 mur (120
MT") MT")

25kr 25wvn (25 Sma(S0wmr) (7,5ma (75 {10 ma (100 (12,5 mut (125 (15 mu (150
MT") MT") MT) MT) MT)

30kr 3 ma (30 wmr) ([6mi (60 wmr) 9 mim (90 mr) (12 mom (120 |15 M (150 (18 mo (180
MT") MT") MT")

35kr 3,5vmn (35  [7ma (70 mr) |10,5 mu (105 {14 mox (140 |17,5 mux (175 21 mit (210
MT") MT") MT") MT) MT)

® AC€TU U TNOAPOCTKU C maccoii Tema MeHee 50 kr JAOJDKHBI HAYMHATH TEpAMI0 MperapaToM Bummnart

MPEANOYTUTENIBHO C PacTBOpa AJIs ITpueMa BHYTpb 10 Mr/mi.

J{03b1, KOTOpBIE CIeAyeT IPMHUMATH 2 pa3a B AeHb [IPU POBEICHNN MOHOTEpAINN y AeTel

¥ TIOJJPOCTKOB B BO3pacTe crapuie 4 jieT ¢ maccoii Tesa ot 40 kr 10 menee 50 krH®@):
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Macca (0,1 mu/kr 0,2 MII/KT 0,3 MII/KT 0,4 MI/KT 0,5 MJI/KT
Tena (1 mr/kr) (2 Mr/kr) (3 mr/kr) (4 mr/kr) (5 mr/kr)
Hauanphas MakcuManbHast
mo3a PEKOMEHIOBaHH
ast 103a

40 kr 4 mu (40 mr) 8 M1 (80 mr) 12 M (120 mr) |16 mi1 (160 mr) 20 mut (200 mr)

45 kr 4,5 mi (45 mr) 9 mut (90 mr) 13,5 mu (135 18 M (180 mr) 22,5 mu (225 mr)

MT)
(1) merm m mompocTk ¢ Maccoil Tema MeHee 50 Kr JODKHBI HAaYWHATH TEPANHIO TIpernapatoM Bummat

MPEANOYTUTENBHO C PacTBOPA IS IIprueMa BHyTpb 10 Mr/mi.

(2) pexxum mo3MpOBaHUS y IOJPOCTKOB C Maccoit Tena 50 Kr 1 60Jiee COOTBETCTBYET TAKOBOMY Y B3POCIBIX.

ﬂOnOJlHMm@Jleaﬂ mepanus (npu JIeHEeHUU napuyuailbHblx CV@ODOJ!CHle uiu nepeuvHo-

CEeHEPATIUI06AHHbIX MORUKO-KIIOHUYECKUX I’ZDMCWZVVZOS)

Pexkomenryemast HauanbHast 1032 COCTABISIET 2 MI/KI/CYT, € TIOCJIEAYIONINM YBEITHUYCHUEM JI0
HavaIbHOM TEpareBTHUECKON 036l 4 MI/KI/CYT 110 HCTEUEHUH MTEPBOM HEEIH.

B 3aBucumocTH OT OTBeTa M NMEPEHOCUMOCTHU JIEUCHMs, NOAEPKUBAIOLIast J103a Mpernapara
MOJKET OBbITh yBEJIMUYEHa €lle Ha 2 MI/KI/CYT ¢ MHTepBajamMM B Hezaemo. [lo3y ciemyer
MIOBBIIIATH IOCTENEHHO A0 MOJIY4Y€HUS ONTUMAIBHOIO OTBETA. Y JETEH C MacCou Tejla MEeHee
20 xr BcieAcTBUE O0Jee BBICOKOTO KIHMPEHCA MO CPAaBHEHUIO CO B3POCIBIMH IMAIlMEHTaAMHU
MaKCHUMaJbHasi pEKOMEH0BaHHasl J103a COCTaBIsAeT 10 12 Mr/kr/cyt. ¥ gereit ¢ Mmaccoil Tena
ot 20 kr 10 MeHee 30 Kr MaKCUMallbHasi pEKOMEHJ0BaHHas 7i03a cocTapisieT 10 Mr/kr/cyr, a
y nereir ¢ maccoit tena ot 30 kr 10 MeHee 50 Kr MakcuMasbHas PEKOMEHJOBaHHAs 032
cocTaBiseT 8 MI/KI/CyT, XOTS B OTKPBITBIX HCCIEIOBaHUAX (CM. pa3aensl 5.2 u 4.8) noza B

npenenax 12 mr/kr/cyT Oblila Ha3HaYeHA TOJIBKO HEOOIBIIIOMY YHCITY JETEH.

B CJ'IC,Z[YI-OH_ICI\/’I Ta6J'II/II_Ie NPpUBCACHBI PCKOMCHAYCMBIC O3Bl TIpH  MPOBCACHUU

JOMOJIHUTEIIFHOU TCpaIuu y JeTel u IOAPOCTKOB C Maccoi Tela 10 MEHEe 50 xr.
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Hauvanbuag nos3a 2 MI/KT/CyT
Pa3oBas HacelLaronas 103a He pexomennyercs
2 Mr/kr/cyT
TutrpoBaHue (I103TAITHOE MTOBBILLIEHUE J103bI) C MHTEPBaJaMH B HEJCIIIO

MakcumanbHasi peKOMEHAyeMasl 1032 Y TaIlueHTOB
c Maccoil Tena menee 20 Kr

o 12 mr/kr/cyr

MakcumanbHasi peKOMEHAyeMas 1032 Y TaIlueHTOB o 10 mr/kr/cyr
c Maccoii Tena ot 20 xr 1o MeHee 30 kr

MakcuMaabHasi peKOMEHIyeMas 1032 y MalueHTOB o 8 mr/kr/cyt
¢ Maccoii teaa ot 30 kr go menee 50 kr

B Tabnuiax Huke MpHUBeIeHbI MPUMEPHBIE 00bEMBI pacTBOpa IS MIpHeMa BHYTPb Ha OJHH
IpUeM B 3aBUCUMOCTH OT Ha3HAYEHHOW [03bl U MAacChl Tella ManueHTta. TouyHbli 00beM
pacTBopa Ui MpueMa BHYTPh JODKEH OBITh PACCUHUTAaH B COOTBETCTBUU C TOYHOW Maccoi

Tena peOeHKa.

I[OSLI, KOTOpPBIC CJIeAyeT NPUHUMATD 2 pa3a B A¢Hb IIpHU IPOBCACHHU HOHOHHHTGHLHOﬁ

Tepanuu y JeTeii B Bo3pacTe cTapiie 4 jieT ¢ Mmaccoii Tesia menee 20 kr():

Macca (0,1 mur/kr 0,2 MiI/KT 0,3 mur/kr 0,4 mur/kr 0,5 mur/xr 0,6 MiI/KT
Terna (1 MI/KT)((2 MI/KT) (3 mr/kr) (4 Mr/kr) (5 mr/kr) (6 MI/KT)
HauansHas MakcumaibHa
no3a 5T
PEKOMEHIOBAaHH
ast 7103a

10 xr I ma (10 mr) 2 mut (20 mr) (3 mut (30 mr) |4 ma (40 mr) |5 Mo (50 mr) |6 Mt (60 mr)

15 kr LS5 man (153mn(30wmr) 4,5 wmom (45/6 M (60 mr) (7,5 ™ (759 ma (90 mr)
MT") MT") MT)

@ netn m mompocTkM ¢ Maccoll Tema Menee S50 Kr JIOJDKHBI HA4MHATH TEPANMIO TIpenapatoM Bummar
MPEANOYTUTENTBHO C PacTBOPA AJIS ITprueMa BHyTpb 10 Mr/mi.

2103131, KOTOpPBIC CJAECAYET NMPUHUMATDL 2 pa3a B A€Hb IIpHU MPOBCIACHHUU }IOHOHHHTQHBHOﬁ

Tepamuu y JeTeli B Bo3pacTe cTapiie 4 et ¢ Maccoii Tesa ot 20 kr 10 menee 30 kr):

Macca (0,1 mu/kr 0,2 MII/KT 0,3 MuI/kr 0,4 mur/kr 0,5 mur/kr
Tena (1 MT/KT)((2 MI/KT) (3 mr/kr) (4 mr/kT) (5 MT/KT)
HavansHas nosa MakcumansHas
PEKOMEH/TI0BaHH
ast 703a
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20 kr 2 v (20 mr) 4 mn (40 mr) 6 M1 (60 MT) &Mt (830 mr) 10 mut (TO0 wmr)

25 Kr 2,5 M (25 mr) |5 mut (50 mr) 7,5 M (75 mr) |10 ma1 (100 mr) (12,5 mo1 (125 mr)

@ netm W mompocTkM C Maccoi Tema MeHee S50 Kr JIOJUKHBI HauMHATH TepAlHI0 MpenapaToM Bummnar
MPEANOYTUTEIBHO C PacTBOpA AJIs ITpueMa BHyTpb 10 Mr/mi.

Jlo3b1, KOTOpBIE cjeayeT NPUHUMATH 2 pa3a B JAeHb IPU NPOBEICHUH JOMOJIHUTEIHHON

Tepamuu y JieTeii B Bo3pacTe cTapiie 4 et ¢ maccoii Tesa ot 30 kr 10 menee 50 kr):

Macca (0,1 mu/kr 0,2 mir/kr 0,3 mur/kr 0,4 mu/kr
Tena (1 MI/KT)|(2 MI/KT) (3 mr/kr) (4 mr/kr)
HauanepHas mo3a MakcuManbHas

[PCKOMCH/IOBAaHHAaA 1034

30 xr 3 mu (30 mr) 6 vt (60 Mmr) 9 mut (90 mr) 12 M (120 mr)
33 KT 3,5 M (35 mr) 7 mut (70 mr) 10,5 mut (105 mr) |14 Mo (140 mr)
40 xr 4 m (40 mr) 8 M1 (80 mr) 12 M (120 mr) {16 M1 (160 mr)
45 4,5 M (45 mr) 9 mut (90 mr) 13,5 mut (135 mr) |18 Mo (180 mr)

@ netn m moapocTkM ¢ Maccoil Tena MeHee S50 Kr JO/KHBI HAYMHATH TEPANMIO TIpEnapatoM Bummar
MPEANOYTUTETBHO C PacTBOPA AJS ITprueMa BHyTpb 10 Mr/mi.

Hacvuyarowas 0o3a

HasznaueHnne Hachlaromen 1036l y AeTer He usydanu. [Ipumenenne Hachlaromen 10361 He

PEKOMEHJIyeTCsl y MOAPOCTKOB U JIeTel ¢ Maccoil Tena 10 S50 kr.
Ilpumenenue y oemeti 6 6ospacme 0o 4 nem
besonacHocTh 1 3(pPeKTUBHOCTH JIakOcaMHIa y ACTe B Bo3pacTe A0 4 JIeT He W3YyYalld.

I[aHHBIe OTCYTCTBYIOT.

Crroco0 nmpuMeHeHus

BryTpb.

[Tepen ynorpebnenuem ¢akoH ¢ mpenaparoM Bummar, pacTBop AJist IpueMa BHYTPb, CIISTyeT
XOpOIIIO BCTPSAXHYTH. Jlakocamu1 MOKHO IPUHUMATh BHE 3aBUCUMOCTHU OT MIpHeMa MHUIIIH.

IIpenapar Bummnar, pacTBop ajii mpueMa BHYTPb, ITOCTABISETCS B KOMIUIEKTE C MEPHBIM
KOJITTAYKOM C JICTICHUSMH (JIJ1s1 TTAIMeHTOB ¢ Maccoi Tena 50 kr u 6ojee) U J03UpYIOIIIM
HITPUIIEM C aJalTepoM JJisi BBEACHHS MpernapaTa BHYTPb (M7 MalMeHTOB C MacCcoi Tea

menee 50 kr).
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¥ OTYETY

MepHnuwiti konnauok (0151 noOpocmkos u demeti ¢ maccou mena 50 ke u bonee u 83pocivix)
Kaxmoe nenenue (5 mur) Ha miKajie MEPHOTO KOJITIAYyKa COOTBETCTBYET S0 MT JIakocaMu/Ia.

HUncmpykyus no npumeHeHuo MepHo20 KOanaykda

- Ilepen mpuMeHEeHHEM XOPOIIO BCTPSIXHUTE (IIaKOH
- HamonnuTe MepHBIN KONMAYOK 1O HYXHOTO JI€JICHHUS B MUJUTMIMTPAX (MJI) COTJIACHO
Ha3HAYEHUIO JIEYaIllero Bpaya

- Ilpumure pekoMeHIyeMyIo 103y pacTBopa

- 3amneiite Bogon

Hozupyrowuti winpuy (10 mn ¢ Hanecennvimu OeneHuamu kadxcovie 0,25 mn) ¢ adanmepom
0151 86e0eHUs npenapama 6Hympo (011 demeu cmapuie 4 iem u noOpPoCmMKo8 ¢ Maccou
mena menee 50 ke).

Oaun nonuelii  po3upyromuid mmpun, (10 mi) coxepxkutr 100 Mr jakocamupa.
MuHuMaNbHbI U3BIEKaeMblii 00beM cocTaBisieT 1 mi, 4TOo cooTBeTcTBYyeT 10 Mr
nakocamuja. Haunnas ¢ otmetku 1 mui, kaxmaoe neneHue coorBeTcTByeT 0,25 Mi, yTo
SKBHBAJICHTHO 2,5 MI" JaKOCaMMa.

HHCWZDVKLH/[}Z no NPpUMEHEHUIO OOS’MDVIOWEZO wnpuya

- Ilepen npumeHeHUEM XOPOIIO BCTPSIXHUTE (DIaKOH
- OrtkpoiiTe (QuakoH, HaJAaBUB Ha KPBILIKY CBEPXY, OJHOBPEMEHHO IMOBOpAdMBas €€

MIPOTHUB YaCOBOM CTPENIKH (PUCYHOK 1).

[Iponenaiite 3TM maru nepej NepBbIM NPUMEHEHUEM Ipenapata Bummar, pacTBop s
npreMa BHYTpb:

- CHUMHTE aJanTep ¢ JO3UPYIOIIETo MIPHUIA (PHCYHOK 2).

- YcranoBute ajantep B BepxHel yacT ¢uiakoHa (pucyHok 3). YOeaurtech B

TOM, YTO OH XOpOIIO 33(1)I/IKCI/Ip0BaH Ha cBoeM MecTe. Bam He HY>XXHO CHUMAThb
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AJaITep MmocJjC UCIoJIb30BaHus.

r®@;/\
=]
1

\. J

Brinonnsiite cnenyromue ASMCTBUS KAl pa3, Korja Bbl IpUHUMAET npenapatr Bumnar,
pacTBOp IS IpUeMa BHYTPb:
- BcraBbTe J03MpPYONIUIA HINIPUIL B OTBEPCTUE ajanTepa (PUCYHOK 4).

- IlepeBepHute ¢akoH BBEpX JHOM (PUCYHOK 5).

@ T (G A
N )

- VYaepxwuBas iakoH BBEPX THOM B OJIHOHM pyKe, UCTIOJIB3YUTE IPYTYIO PYKY JUISl TOTO,

YTOOBI HAMIOJHUTD JO3UPYIOMHA mpuil. OTTSAHUTE NOPIIEHb BHU3, YTOOBI HAOpaTh B
JIO3UPYIOIIUH IIIPUIL HEOOJIBIIOE KOJIMUECTBO PACTBOPA (PUCYHOK 6).
- TlpoaBuHBTE MOPILIECHD BBEPX, YTOOBI BHITECHUTH OCTABIIMECS MTy3bIpU (PHCYHOK 7).

- OTTsHMTE MOPIIEHb BHU3 JI0 METKH, O3HAYAOIEH 103y B MIJLTIIINTpax (MJ1), TOYHO B
COOTBETCTBUY C Ha3HAUCHHEM Jieuarero Bpada (pucyHok 8). [Ipu nepBoii 103upoBKe
HOPILEHb MOXKET MOAHATHCS 00paTHO 1Mo HWIMHAPY. [losToMy cneaure 3a TeM, 4TOOBI
HOpPILIEHb OCTaBAJICA Ha MeCTe 0 TeX IMOp, MOKa JO3UPYIOUUHI INIpUIl HE Oyaer
OTCOEIUHEH OT (hJIaKOHa.

® ¢ @
/
i\ ot ¢
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- TlepeBepuute (hi1akoH, BEpHYB €ro B IPABHIBHOE MOJOXKEHUE (PUCYHOK 9).

- BoiabTe gosupyroriuii mimpwuil u3 ajgantepa (pucyrok 10).

CymiecTByIOT Ba crocoba, 4YToObl MPUHSATH JIEKAPCTBO, OJHUM M3 KOTOPHIX MOKHO

BOCIIOJIb30BAaThCA:

f@ )

‘®

‘.‘ )
\

\. J J

- CIIEUTE COAECPKUMOE JO3UPYIOIIETO IIMPUIA B EMKOCTh C HEOOJBIIUM

KOJIMYECTBOM BOJBI, MPOJABMIras IMOPIIEHb A0 [HA JO3UPYIOLIEro IUIpHUIa
(pucynok 11) — 3areM HykHO OyJeT BBIIUTH BECh MOJYYEHHBIH PacTBOp
(Mcnonb3yiTe JUIIb TAaKOE KOJIUYECTBO BObI, KOTOPOE OYIET JIEFKO BBIIUTH)
wiu

- MOXXHO BBIIUTBH PAcTBOp Ipenapara NpsAMO W3 A03HUPYIOIIEro IIIpHIA, HE

noGasisis Boy (pUCyHOK 12) — BbINEHTe Bce COAEPIKHUMOE J03UPYIOIIErO

HIIIpUILA.

N\

7

- 3akpoiite (QakoH IUIACTUKOBOM 3aKpy4YMBAIOIIEHCS KPBIIIKOH (azanTep CHUMATh HE

HYKHO).

12
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Jnst Toro, 9TOOBI OUUCTUTH JO3UPYIOIIUH IITPHLL, IPOMOITE €T0 TONBKO XOJIOAHON
BOJIOM, IepeMeIiias MopIuIeHb HECKOJIBKO pa3 BBEPX M BHU3, 4YTOOBI HAOpaTh 1
BBITOJIKHYTH BOJy, HE pa3/ielisisl 1Ba KOMIIOHEHTA Mpuia. (pucyHox 13).

- Xpanute (1akoH, MEPHBIN MIPULL U HHCTPYKIUIO 110 IPUMEHEHHIO B KAPTOHHOM IauKe.

4.3.

IIporuBONOKAa3aHMS

FI/IHep‘-Iy'BCTBI/ITCHBHOCTL K JIakOCaMuy HWIH K J'II-O6OMy Hn3 BCIIOMOI'aTCIBbHBIX

BELIECTB, IEPEUNCIEHHBIX B pa3zeine 6.1.

4.4.

ATtpuoBenTpukysipHas Onokana Il wnum 111 creneny;
Penkue nacnencTBeHHbIE 3a00I€BaHUS, CBSI3aHHBIE C HEMEPEHOCUMOCTBIO ()PYKTO3HI;
DeHUIKETOHYpUS;

Bospact 1o 4 netr (3ppeKTUBHOCTD U OE30MMACHOCTh HE YCTAHOBIICHBI).

Oco0ble ykazaHust 1 MepbI IPEI0CTOPOKHOCTH NPH NPUMEHECHUH

C 0OCTOPOKHOCTEIO

VY manuMeHToB ¢ TSKENoM MoueyHol HeloCTaTOYHOCThIO (kinupeHe kpeatuHuHa (KK)
< 30 MJI/MUH) WK TEPMUHAIBHON cTajvel MOYeYHON HeJOCTaTOYHOCTH;

Y namueHToB C HApYyLIIEHUWEM MPOBOJMMOCTH B aHAMHE3€ WIH TSHKEIBIMU
3a00/IeBaHUAMM Cep/lla, TaKHEe KakK CepJiedHas HEeJOCTaTOYHOCTh W HH(apKT
MHOKap/ia B aHAMHE3E;

VY nanueHToB NOXHIJIOTO BO3pacTa C MOBBIIIEHHBIM PUCKOM 3a00JIeBaHUN CepALIa;

B xoMOuHanumu ¢ mpenapaTaMmu, KOTOpbIE BBI3BIBAIOT yJIMHEHHE HHTepBana PR Ha

anekrpokapauorpamme (IKT).

Oco0ble yKa3aHus

Cyuuudaﬂbele MbLCIU U NOBeOdeHUe

Yy MNaluCHTOB, IOJYyYaBIINX [MPOTHUBOIMWICTITHYCCKUC MPCIaparbl IO HECKOJIbBKUM

IIOKa3aHUsM, OBl  OTMEYEHBI CyHIUAAJIBHBIC MBICIM W IIOBCIACHHUC. Mera-ananms

pe3ynbTatoB  KiauHUYeckuX wucnbiTanuit  (KM) mpoTHBOSMUIENTHYECKUX —MpernapaToB

13
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CBUJIETEJIBLCTBYET O HEKOTOPOM YBEIMUYEHUU PUCKA BOSHUKHOBEHMS CyHLUJAIbHBIX MBICICH
Y CyULIMJIAJILHOTO NOBEACHUS. MeXaHU3M MOBBILLEHUS 3TOT0 PUCKA HE ICEH, CYIIECTBYIOIINE
JTAHHBIE HE MO3BOJISAIOT OTPULATh HAJIMYME MOBBINIEHHOIO PHUCKA MPU IMPUEME JIaKOcaMua.
Takum 00pa3oM, MAalMEHTOB CIEAYeT HAa0JI0JaTh B OTHOIICHUH MPU3HAKOB CYHUIIHIATBHBIX
MBICIEl M TOBEJNEHMs, a TakXke paccMaTpuBaTb  BO3MOXHOCTh  Ha3HA4YECHHUS
COOTBETCTBYIOLIETO JeueHUs. [lanMeHThl u auna, yxaxuBarolye 3a MalueHTaMu, JOJKHBI
OBITh TMPEAYNPEXKIEHbl O CYHIECTBYIOIIEM pPUCKE M HEOOXOJMMOCTH KOHCYJIbTalluu Yy

CIEHHATNCTA B CIy4ae MOSBICHHS CYUIIUAAIBHOTO MoBeaeHus (cM. paszen 4.8).

Cepoeunbiii pumm u npo8OOUMOCHb

B KU nakocamua onucaHo 10303aBucuMoe ypenndeHue uareppana PR. Jlakocamug ciemyer
MPUMEHSATHh C OCTOPOKHOCTBIO y IMAIIMEHTOB C UCXOIAHBIM MPOAPUTMOTEHHBIM COCTOSIHUEM,
HarpuMep, ¢ M3BECTHBIMU IPOOJIEMaMH MPOBOJUMOCTH, WU TSHKEIBIMH 3a00JICBaHUSAMU
cepaua (uiemus/MHGapKT MUOKap/Ia, CepAeyHasi HeJJOCTaTOYHOCTb, CTPYKTYPHbIE aHOMaJIHH
cep/illa WM MaTOJIOTMK HATPUEBBIX KaHAJIOB Cep/illa B aHaMHE3€), Y MallUeHTOB, MOJIyYaBIINX
JIeYeHHe TpenapaTaMy, OKa3bIBAIOIMMH JIEHCTBUE HA CEPJICUHYIO TPOBOIUMOCTH (BKITIOYAs
AHTHAPUTMUYCCKUE TIperapaTbl W MPOTHBOSIMMWICIITHYSCKUE MPEnapaThl, OJOKUPYIOIIHE
HaTpUEBbIE KaHaIbI) (CM. paszzen 4.5), a Takke y NalMeHTOB MOKUIIOT0 BO3pacTa.

OTuM manueHTam cienyet BeimonHUTh, DKI' mepen yBenwueHueM 03Bl TAKOCAMHJIA BBIIIIE
400 wmr/cyr, a TakkKe IOCIE 3aBEpIIEHUS TUTPOBAHMUA 0 JOCTHXKEHHS PAaBHOBECHOM
KOHIICHTPAIIUH JJAKOCaMU/Ia B TIIa3Me.

B mnare60-KOHTpOIUpyeMbIX HCCIEIOBaHUAX JaKOocaMua y MAIlMeHTOB C JIUJICTICHEl He
OBLIO OTMEYeHO (GUOPUIUIALIMU WM TPETeTaHusl Mpeicepauii, oJHaKo o0a SBICHUS ObUIH
OTMEUEHBl Yy TAIUEHTOB C OINWJIENCHEeH B OTKPBHITHIX MCCIEAOBAHUAX, a TaKXKe B
HOCTPErUCTPALIMOHHOM MpakTuke (cM. pasaen 4.8).

B noctperucrpanroHHON NpakTHKe ObUIM 3apETUCTPUPOBAHBI CIydau aTPUOBEHTPUKYIISIPHON
OJloKkazpl BTOpOM WM Oojiee BBICOKOM CTEeMeHHU. Y TAIMEeHTOB C MPOapUTMOTECHHBIMH
COCTOSTHUSIMH OTMEYAlM JKEITYJAOYKOBYIO TaxHMapuUTMHUIO. B peakux ciydasx aHHBIC
COCTOSIHUSI IPUBO/IMIIM K aCHCTOJIMH, OCTAHOBKE CEp/IIla U JIETATbHOMY HCXOJy y MallieHTOB
C UCXOJ/THBIMH IPOAPUTMOTEHHBIMU COCTOSTHUSIMHU.

Heobxonumo nH(pOpMUPOBATh MAIIEHTOB O CUMIITOMaX CEPACYHON apuUTMUU (HAIIpUMeEp, O
PEAKOM, 4acTOM HIIM HEPETYJISIPHOM MYJIbCE, ONIYIIEHUN CepALeONEeHHs, OIBIIIKE, YyBCTBE
JIETKOTO TOJIOBOKPY)KEHHUSI 1 00MOpOKe). B ciydae mosBIeHHS STHX CHMIITOMOB HEOOXOIUMO

He3aMeJUIUTEIbHO 00paTUTHCS K Bpayy.
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T'onosokpyocenue
JledeHne J1TaKOCAaMHJOM MOXKET COIPOBOXKIATHCS TOJOBOKPYKXEHHEM, MHNOTCHIHAIBHO
NPUBO/SIIIUM K YBEJIMYECHHIO PHUCKA IOJYYEHUS TPaBM WM NajJeHUH. B cBs3u ¢ 3THM,
HalMeHTaM CIIeAyeT COOMI0AaTh OCTOPOXKHOCTH JI0 T€X MOp, MOKa HE BBISICHUTCS, KaKHUe
NOTCHIMAIILHBIC HEXeNaTelbHble JiekapcTBeHHble peakimu (HJIP) y HuX Moryt pa3BuThes
(cMm. paspaen 4.8).

Bo3M0)kHOE BOSHUKHOBEHHE M 000CTPEHHE MHOKIOHUYECKUX PUCTYTIOB

Coo0manoch 0 BO3HHUKHOBEHHH WM OOOCTPEHMHM MHOKIOHHYECKHX IPUCTYIOB KaK Yy
B3pOCTBIX, TaK W Yy JETeH ¢ NEepBUYHO-TCHEPATU30BAHHBIMA TOHUKO-KIOHUYECKHUMU
NPUCTYNaMH, B YaCTHOCTH, NPU THUTPOBAaHMHU. Y TALMEHTOB C JABYMs M OoJiee THIIaMH
NPUNAIKOB HAOIIONAaeMOe YIyYIIeHWE OTHOCHTENBHO KOHTPOJISI HaJ OIHUM THUIIOM
IPUCTYIIOB CIIEAYET CONOCTABIATH C JIOOBIM HAONIOJAEMBIM yXYIIIEHHEM B OTHOIICHHH

JIPYroro TUIa IPUCTYIOB.

Bosmoorcnoe  yxyowenue 91eKmMpoO-KIUHUYECKUX —XAPAKMEPUCMUK NpU  CHeyuqhuieckux
CUHOpoOMax snunencuu y oemeu U HOOPOCMKO8

besomacHocth W A(Q(HEKTHBHOCTh JIAKOCAMHUIA TPU JICUCHUW JIETEH M TIOJPOCTKOB C
SMWISNTHYSCKUMHA CHHIIPOMAMH, TP KOTOPBIX BO3MOXKHO COCYIIECTBOBAHHE OYAroBBIX U
TeHepaIn30BaHHBIX CYAOPOKHBIX MPHUCTYNOB [Hampumep, npu cuHapome Becra (West

syndrome) unu cunapome JlenHokca-I'acto (Lennox-Gastaut syndrome)], He yCTaHOBJICHBI.

BcnomorarenbHEIE BEIISCTBA

JlaHHBIi TeKapCTBEHHBIH NpenapaT COASP)KUT METHIITaparuJpoKcuOeH30aT HaTpusl, KOTOPBIi
MOYKET BBI3bIBATh AJIJIEPTUYECKHE PEAKLIUU (BO3ZMOYKHO, OTCPOUYEHHBIE).

JlaHHBIi JIeKapCTBEHHBIN MpemnapaT coepkut 187 mr copOuTosia B kaxkaoMm 1 mut. [TanmenTst
C HaclleZICTBEHHON HemnepeHocuMOcThIo ¢pykTo3bl (HH®) He noymkHBI NpUHUMATH JaHHBINA
JeKapcTBeHHbIH mpenapar. CopOUTON MOXKET BI3bIBATh HEMPUSATHBIE OIIYILEHHS B )KUBOTE U
OKa3bIBATh JIETKOE CIAOUTENIbHOE JIelicTBUE.

JlanHbIi1 nekapcTBeHHBIN penapat coaepxkut 0,032 mr acnaprama B KaxxioM 1 M. Acnapram
SBJISIETCS. MCTOYHUKOM (peHWIalaHWHa, KOTOPBIA MOXKET OBITh BpeleH Ui JIoJAeH C
bennnkeTonypueit. OTCYyTCTBYIOT TOKIMHUYECKUE WIN KIIMHIUYECKUE JaHHbIE, TO3BOJISIONINE
OLICHUTh IPUMEHEHHUE acnapTaMa y MiIaJIeHIeB Milaauie 12-HeaenbHoro Bo3pacra.

JlanHblit JeKapcTBEHHBIM mpenapar coaepkut 1,42 Mr HaTpus B KaxJaoM 1 M, 4To
skBuBaieHTHO 0,07 % ot pekomenmyemoro BO3 st B3pocioro 4enoBeka MaKCHMaJIBHOTO

CIKCAHCBHOT'O MOCTYIIJICHHUA COJIH C HHHleﬁ, PaBHOTO 2T HaTpu:.
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JlaHHBIH JIEKapCTBEHHBIN IIpenapaT COAEPKUT KAINKU, MEHEE 1 MMOJIb (39 MT') Ha 403y 60 ML,
T. €., 10 CyTH, HE CONEPIKUT KAIUA».

JlaHHBIN JIEKapCTBEHHBIM IIpenapar COACPKHUT TIIHULEPOJ, KOTOPBIM MOXET BBI3BIBATH
TOJIOBHYIO 00JTb, pACCTPONCTBO KEIyAKa U TUapero (IMTOHOC).

JlaHHbII JIeKapCTBEHHBIN MpenapaT COAEPKUT 2,14 MI IPONUIEHIIIMKOIIA B KaXa0M 1 MiI.

4.5. B3aumopeiicTBue ¢ JAPYrUMH JIEKAPDCTBEHHBIMH MpenapaTaMu W Jpyrue BH/bI
B3aMMOJAEHCTBUSA

Jlakocamu1 ciefyer MPUMEHSITh OCTOPOKHO B COYETAHUU C IperapaTaMu, BbI3bIBAIOIIMMU
yanuHeHue uHTepBaia PR (BKiIrodas mpoTHBOSMIIICITUYECKHE Tpenaparhbl, OJOKUPYIOIIIE
HATpUEBbIC KaHaJbl), U aHTHAPUTMUYECKUMH Tmpenaparamu. OJIHAKO B MOATPYIIIOBOM
ananmu3e KM He ObUIO OTMEUEHO JTOTIOJIHUTENHHOTO y/UTMHEHUs nHTepBaia PR y manueHToB,
KOTOpI)IC OIIHOBpeMeHHO HpI/IHI/IMaJII/I JJakocaMuJl B KOM6I/IHaHI/II/I C Kap6aMa3eHI/IHOM NN

JJAaMOTPHUPKHUHOM.

Jlanuwie in vitro

PesynpTarel HccienoBaHU CBUIETEIBCTBYIOT O HU3KOM BEPOSATHOCTH B3aUMOJCHCTBHUS
JaKocaMuJia C IPYrUMH MpenapaTramMu.

UccnenoBanuss Merabonm3ma iN VItro MOKa3bIBalOT, 4YTO JIAKOCAMHUJI HE HHIYLUPYET
uzodepmentsl nuroxpoma P450 (CYP) 1A2, 2B6 u 2C9. B KOHIEHTpAIMsAX, KOTOpBIC
OTPEIEIIAIUCH B KPOBH BO BpEeMsl KIIMHUYECKUX MCCIIEI0BaHUH, JJaKOCaMuJ HE HHTMOMpOBa
uszodepmentsl CYPIAL, 1A2, 2A6, 2B6, 2C8, 2C9, 2D6 u 2E1. UccnenoBanus in Vitro
CBUJETEIBCTBYIOT O TOM, YTO JIAKOCaMHUJ HE TpaHCHoOpTupyercs P-ramkonporenHoM B
kumeyHuke. JlaHupie in Vitro mokaseiBatot, uto usogpepmentet CYP2C9, 2C19 u 3A4

CIOCOOHBI KaTaau3upoBaTh oopazoBanue O-ae3MeTUIMETA00UTA.

JlauHuvle in vivo

[To maHHBIM 3TUX UCCIEIOBAaHUN JIAKOCAMUJ] HE HHTUOUPYET U He MHAYLHUPYET U30(hepMEHTHI
CYP2C19 u 3A4 1o kmuHAYECKU 3HAYUMOro ypoBHs. Jlakocamua B 103e 200 Mr 2 pa3a B 1€Hb
HE BJIMSUT Ha TUIONIA b 0] (hapMaKOKMHETUIECKOW KpUBOW «KoHIeHTpalust — Bpemsi» (AUC)
My1a3onama, Metadonusupyromerocs nzopepmentToM CYP3A4; HO pu 3TOM MakcUMaibHas
koHueHTpauus (Cmax) Mumazonmama Obina cierka ysenmueHa (30 %). Jlakocamun B 1o3e
300 mr 2 pa3za B IeHb HE BIUST HA apMaKOKHHETHKY OMENpasoiia, MEeTabOIN3UPYIOIIEroCs

nzopepmenramu CYP2C19 u 3A4.
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Owmenpazon, uaruourop nzopepmenta CYP2C19(40 Mr 1 pa3 B ACHbB), KINHAICCKI 3HAUNMO
HE YBEJIMYUBAJ IKCIO3UIUIO JakocamMuia. TakuM 00pa3oM, MajgoBEPOSTHO, YTO YMEPEHHBIE
uHruouTopsl nzopepmenta CYP2C19 mMoryT oka3bBaTh KIMHUYECKH 3HAYMMOE BIUSHUC HA
CHCTEMHYIO SKCHO3HIIMIO JaKOCAMH/IA.

Crnenyer coOnrOAaTh OCTOPOXKHOCTH MPU OJHOBPEMEHHOM NPHMEHEHUHU JaKOCaMUIa C
MOIIHbIME ~ HMHTHOMTOpaMu u3odepmenta CYP2C19 (mampumep, dQurykoHazon) u
n3opepmenra CYP3A4  (manpumep, HUTpaKOHA30J,  KETOKOHA30J,  PUTOHABHUD,
KJIQPUTPOMHUIIMH), KOTOPOE MOXKET TNPUBECTH K YBEIWYCHUIO CHUCTEMHON JKCIO3HIIMH
Jakocamua. JlaHHbIe B3aMMOICHCTBHSI HE YCTAHOBIICHBI IN VIVO, HO BO3MOKHBI HA OCHOBAaHHH
JAHHBIX, TIOJTy4SHHBIX IN Vitro.

MoriHbie UHAYKTOPHI (EPMEHTOB, TAaKHE KaK pUPaMIHUIIMH WIH 3BEpOOOH MPOABIPSBICHHBIHI
(Hypericum perforatum), MoryT BbI3bIBaTh YMEPEHHOE CHIDKEHHE CUCTEMHOM KOHIICHTPAITUH
JaKkocamusia. B CB3M ¢ 3THM TNpU HAa3HAYCHUH WJIM OTMEHE MOJIOOHBIX (EepMEHT-

HHAYOUPYIOHUX MIpeIapaToB CICAYCT CO6J'IIO,Z[8.TL OCTOPOIKHOCTD.

IIpomueosnunenmuyeckue npenapamaoi

B nccnenoBanusax 1o B3auMOJEHCTBUIO JJaKOCAaMU/] HE OKa3bIBaJl CYLIECTBEHHOI'O BIMSHUSA Ha
KOHIIEHTpaLUI0 KapObaMa3enrHa U BajblIPOEBOI KUCIOTHI B I1a3Me KpoBu. KapOamaszenus u
BaJILIIPOEBAs KMCIIOTA HE OKa3bIBaJIU BIMSAHUSA Ha KOHLIEHTPALUIO JIJAKOCAMHU/IA B IIJIa3MeE.

Ha ocHoBanum nonynasimuoHHOTO (apMaKOKMHETHYECKOTO aHajiu3a CJlielaH BBIBOJ, UTO
COITYTCTBYIOILAS Tepanus W3BECTHBIMU (bepMeHT-UHIYIHUPYIOIUMU
OPOTUBOAMMIIENITUYECKUMHU  IperapartaMH, TakMMH Kak KapOamasenuH, (EHHUTOMUH,
(deHobapOuTaN B pa3IUYHbIX /103aX, IPUBOJIMIIA K CHHYKEHHIO 00IIel CUCTEMHOM SKCIIO3ULIUU

naKkocamMuia Ha 25 % y B3pOCIBIX AIMEHTOB U Ha 17 % — y nereil U MOAPOCTKOB.

Ilepopanvrvie konmpayenmugsl

Pe3ynbrathl HcciieoOBaHWU HE BBISIBUIM NPU3HAKOB 3HAYMMOTO B3aMMOJECHCTBUS MEXKIY
JAKOCAMHJIOM W TEPOPAIbHBIMH  KOHTpPAlENTUBAMHU:  STUHWIACTPATUOIOM U
neBoHoprecTpenoM. JlakocaMuJ He OKa3blBaeT BIMSHHME Ha KOHIIEHTPAIMIO MPOrecTepoHa

IpU OAHOBPEMEHHOM MIPUMEHEHHUU.
Ilpouue 63aumooeticmeus

Jlakocamuy He BimseT Ha (APMAKOKHHETUKY JOUTOKCHHA. KIWHWYECKH 3HAYMMOTO

BSaHMOHefICTBPISI JJakocaMuza u MeT(l)OpMI/IHa HE BBISIBJICHO.
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[Tpu ogHOBpEMEHHOM NPHUMEHEHHH C Bap(apHHOM JIaKOCaMH] HE OKa3blBacT KIMHINUCCKU
3HAYUMOTO BIIMSHUS HA (papMaKOIUHAMUKY U (hapMaKOKWHETUKY BapdapuHa.

XoTs (papMaKOKMHETHYECKMX JAHHBIX O B3aMMOJCHCTBHM JlaKOCAMHla C aJIKOTOJIbHBIMU
HaAUTKaMU HET, papMaKoIMHAMHYECKHHA 3 (PEKT HCKITIOYUTD HEJIb3A.

Crenenb CBSI3bIBAHMS JIaKOCaMKia ¢ OeNKaMM IUIa3Mbl KpOBU cocTaBisieT meHee 15 %. B
CBA3M C OTHUM KIMHUYECKH 3HAUMMOE B3aUMOJICHCTBUE C JPYTMMH I[pernapaTami,

CBA3BIBAIOIIMMMUCH C OeKaMu IJ1a3Mbl, MaJIOBEPOATHO.

4.6. ®epTHIBLHOCTD, 0€PEMEHHOCTD U JIAKTAIIMSA

JKeHIMHEI IETOPOAHOI0 BO3pacTa

Bpauam crnenyer oOCyIuTh acleKThl MIIAHUPOBAHUS CEMbH U KOHTPALEHIMU C KEHITUHAMHU
JETOPOJIHOTO BO3pacTa, IPUHUMAIOIIMMHU JJaKocaMuJl (cM. rojapasaen «bepeMeHHOCTbY).
[Ipu >xenaHuM KEHIUHBI 3a0€pEMEHETh CJIEIyEeT MMOBTOPHO TIIATEIHLHO OIEHUTh MPUMEHEHHE

JJakoCaMuaa.

bepemeHHOCTH

OOmuii pucK, CBA3aHHBIA C AIWIENCUEH U HMPOTUBOSMUICHTUYECKUMHU JIEKAPCTBEHHBIMU
npenaparamu

B oTHomeHnu Bcex NPOTHBOAMUIIENITUYECKUX MpEnapaToB ObUIO MOKa3aHO, YTO YacTOTa
BPOKJICHHBIX IIOPOKOB PAa3BUTHSA y JETEH KEHIIUH C SIUJIENCUEH, MOJYy4YarllNX TaKylo
Teparnuio, B 2—3 pa3a BbILIE 10 CPAaBHEHUIO C O0IIeH NOMyIIsiiel (B MOCIeAHEM ClIyyae 3TOT
nokasareiab cocTaBisieT 3 %). Y MalMeHTOK, MOJY4aBIIMX KOMOWHHPOBAHHYIO TEpaIluIo,
ObUIO OTMEUEHO YBEJIMUYEHHE YacTOThI BPOKICHHBIX MOPOKOB pa3BUTHS Yy aereil. Tem He
MEHee, /10 HAaCTOSIEro BpPEMEHM HEM3BECTHO, 4YTO OKa3blBaeT OoJiblliee BIMSHUS Ha
YBEJIMYEHHUE 3TOr0 PUCKA, IPOTUBOAUIIENITUYECKUE TIpenapaTsl U/UIIM caMo 3a00JI€BaHNUE.
Kpome Toro, s¢p¢exkruBHOE NMPOTHBOAMMIIENTUYECKOE JICYEHUE IPEKpaliaTh HE CIEIYeT,
MOCKOJIbKY YXY/ALICHHE TeUeHHs 3a00I€BaHUS OKa3bIBAaeT OTPHULIATENILHOE BIMSHUE HA MaTh U

Ha I1J10.

Puck, cesazannwiii ¢ NPpUMEHEeHUEM AaKocamuoa

Knuanmaeckux JAaHHBIX O IPUMCHCHUH JIAKOCaMU 1A y 6epeMeHHBIX HeT. B uccinenoBanusax Ha
JKHBOTHBIX HE OBLIO 3apCruCTpupOBaAHO TCPATOICHHBIX 3(1)(I)CI(TOB, OJIHAaKO IIpHu NMPUMCHCHUU
JJakocaMua B J03aX, TOKCHYHBLIX MOJId MATCPHUHCKOIO0 OpraHuiMma, Obula OTMEUeHa

SMOPHUOTOKCUYHOCTD Y KPOJIUKOB U KpbIC. [loTeHIIMambHBINA pUCK /1J1s UeJIOBEKa HEU3BECTEH.
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Jlakocamu 1 HE cleyeT IPUMEHSITh BO BpeMsi OEPEMEHHOCTH, 3a NCKITOUCHUCM TEeX cnyqaeB,
KOI'Zla 1I0J1b32a JJI1 MaTEePU SIBHO NIEPEBEIIUBAECT BO3MOKHBIM PUCK M TUI0Aa. Eciu sxeHnuHa
IUIAHUPYEeT OEpeMEHHOCTh, TO HEOOXOAMMO THIATEIbHO B3BECUTh LIEIECO00Pa3HOCTh
IIPUMEHEHHUs ATOro mnpenapara. i1 MOHUTOpPUHIA IIOCIEACTBUI NPUMEHEHHs IIpenapara
Bummnar y OepeMEeHHBIX BpadyaM pPEKOMEHAYETCS PErHCTPUPOBATH JAHHBIX ITallMEHTOK

B MexayHapoanom Perucrpe mo mpoTHBOAIMICHITUYECKHM IMpernaparaM u O0epeMEeHHOCTH

(EURAP).

JlakTanms
Jlakocamu]1 SKCKPETUPYETCSI C TPYAHBIM MOJIOKOM.
HeB03MOXHO UCKITFOUUTD PUCKH JIJISI HOBOPOXKICHHBIX M MJIQJICHIICB.

Bo BpEMA JICHCHHA JTAKOCAMUJIOM PEKOMCHAYCTCS NPEKPATUTh KOPMIICHUC I'PYABIO.

DepTHIbHOCTH

He Ob110 0TMEUeHO HEOIAronpUsITHOTO BAUSHUS HA PepTUIBHOCTH UITU PENPOAYKTUBHOCTD Y
KpBIC 000UX IOJIOB B J103aX, CO3JAI0IIUX KOHIEHTpaluio B miazme (AUC) npuban3uTesbHO
B 2 paza Bbiie AUC B mia3Mme 4yesnoBeka Mpu NPUMEHEHUH MaKCUMaJIbHO PEKOMEHIYeMOM

036 11 JIOOEH.

4.7. BausiHue Ha COCOOHOCTh YNPABJIATH TPAHCIIOPTHBIMM CPEACTBAMH M padoTaTh ¢
MeXaHUu3MaMH

CreneHb BIMSAHUS JaKOCaMM/JIa HA CHOCOOHOCTH YNPABIATh TPAHCIIOPTHBIMU CPEACTBAMU WU
MEXaHW3MaMH BapbUPYETCsl OT HE3HAUUTENBHOM 10 cpeHel. JleueHne makocaMuioM MOXKET
COMpPOBOXKIATHCS Pa3BUTHEM TOJIOBOKPY)KEHHsS WJIM HEYETKOCThIO 3peHus. [loatomy, B
nepuoj mnpuema Impernapara LenecooOpa3HO BO3JEPKUBATbCA OT 3aHATHH MOTEHIMAIBHO
OMACHBIMHU BUJIAMU JIEATEIILHOCTH, TPEOYIOIIMMU MOBBIIIEHHOW KOHIIEHTPAI[M BHUMaHUS U
OBICTPOTHI ICUXOMOTOPHBIX PEAKLUH JI0 TEX MOP, OKA HE BBIICHUTCS, BIUSET JIM JAKOCAMH T

Ha CIIOCOOHOCTH BBIMOJHSITh 3TH JIeHCTBUS.

4.8. HexkesaTeJibHbIE peakKUNu

Pesrome nmpoduiisg 0e3onacHoCTH

OcHoOBbIBasicb Ha aHanu3e pe3yiabTaroB oObeauHeHHbIX KM y 1308 mnammeHToB C
NaplUUaIbHBIMUA CYJOPOKHBIMH MPHUCTyNaMH, KaK MHUHUMYM 00 OJIHOM HeXelaTeslbHOM

JIEKapCTBEHHOM peakuuu coobmanu y 61,9 % namnueHToB, paHIOMU3UPOBAHHBIX B TPYIIILY
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JaKkocamMuza, u 'y 35,2 % manueHToB, paHIOMU3HPOBAHHBIX B IPyIlly ILIaLE0o0. Hanoonee
yacteiMu HJIP (> 10%) npu npueme nakocaMmujia ObUIH FOJIOBOKPYKEHUE, TOJIOBHAs 0OJIb,
TOlIHOTA U aumuonusa. Kak npaBuio, oHM ObUIM JIETKUMHU WM YMEPEHHO BBIPA’KEHHBIMH.
Breipaxennocts HekoTopsix HJIP 3aBucena OT 03B U yMEHBIIANACh I1OCIE €€ CHUKCHUS.
Yacrota u Tsxectb HJIP co croponsl nenTpansHoi HepBHOUM cucteMbl (LTHC) u sxenynouno-

KHIOICYHOI'0 TPpaKTa 00BIYHO YME€HbBIIAIACh CO BPEMCHEM.

Bo Bcex konTponaupyembix K1, vactota npekpamienus tepanuu n3z-3a HJIP cocraBma 12,2 %
JUIS TIAIIMEHTOB B rpymnrne jJakocamuaa u 1,6 % s mamuentoB B rpynne miarne6o. Camoit
yacroii HJIP, mpuBoxsmieil k OTMEHE Tepaluu JIAKOCaMHUAO0M, OBUIO TOJOBOKPY’KEHUE.
[Tpouent HJIP co croponsl IIHC, Takux Kak roloBOKPY>KEHHE, MOXKET OBITh BBIIIE MOCTIE

MIPUMEHEHHUS HACHIIIAIOICH 10351

Ha ocnose ananu3za nanaeix KU s pexTuBHOCTH MOHOTEpANHH JTAKOCAMHUIOM IO CPABHEHHIO
¢ kapOamazermHom, Haumbosee uwacteiMu HJIP (=10 %) mpu npueme nakocammuaa ObuH
rojoBHas 00Jib ¥ rOJOBOKpYkeHue. Yactora ormensl Tepanuu u3-3a HJIP coctasuna 10,6 %
JUId TAllMEHTOB, NMPUHUMABIIMX Jlakocamua, U 15,6 % nans nmanueHToB, NPUHUMABILUX

KapOaMa3ernuH.

[Tpoduie 6e30macHOCTH JIakOCaMU/1a, 3aPETUCTPUPOBAHHBIN B UCCIIEI0OBAaHUN Y TTAIIUEHTOB B
BO3pacte 4 JeT M crapuie ¢ UAUONAaTHYECKOM reHepanu3zoBaHHou snuiencueit ¢ [1I'TKII,
COOTBETCTBOBa] MPOGUII0 Oe30MacCHOCTH, TMOJYYeHHOMY B OOBEIMHEHHBIX TUIae0o-
KOHTPOJIMPYEMbIX  KIMHUYECKUX  HCCIEAOBAHMUSX MpPU  MHapUUAIbHBIX  MPUCTYIAX.
JloTIONMHUTENBHBIMU HEXKENATEIbHBIMUA PEAKLIUAMHU, 3aPETUCTPUPOBAHHBIMHU y MAIMEHTOB C
[TI'TKTI, 6111 MuokioHudeckas snuiencus (2,5 % B rpymnme nakocamuga u 0 % B rpymme
ianebo) ¥ HapylleHue KoopauHanuu awkenui (3,3 % B rpynne snakocamuga u 0 % B
rpynne miane6o). Hanbonee yacTeiMu HeskeIaTeIbHBIMU PEAKLMSIMU OBLIIH TOJIOBOKPYKEHUE
U CcOHJMBOCTh. Hambosnee  pacmpoCTpaHEHHBIMH  HEXKENATEIbHBIMH  PEaKIUsIMHU,
00ycCIaBIMBAIOIIMMU TIPEKPAIllEHHE TEparuu JaKoCaMHA0M, ObUIM TOJIOBOKPYXKEHHE W
CyHLIUJANbHblE MbICIH. IIpOIEHT mNanuMeHTOB, MPEPBABIIMX TEPAMIO  BCIEACTBHE
BO3HHUKHOBEHUS HEXeNaTeNbHbIX peakuuid, cocraBui 9,1 % B rpymme nakocamuaa u 4,1 % B

rpynmne mianeoo.

Tabnuunoe pE31oMe HeXKeNaTelIbHbIX PEaKIINi

B tabauue nepeuncnenst HJIP, ormeuennsie B xoae KU u B mocTperucTpalinoHHOM MpaKTHKE,

C YKa3aHUCM HX YaCTOTHI. Yacrora pacapeaciicHa B COOTBETCTBUM CO CICAYIOIIHUMU
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KaTeropusiMu: oueHb 4acto (>1/10); gacro (ot =17/T00 10 <1/10); HeqacTto (ot =1/T000 110

<1/100), yactoTa Heu3BecTHa (HE MOXKET ObITh YCTAaHOBJIICHa HAa OCHOBAHHUU HMMEIOLIUXCS

JTAHHBIX ).
Opransl, Ouenb yacto | Yacto Heuacto Yacrorta HE
CHCTEMBI U3BECTHA
Hapymienus ArpanynonuTos?
CO  CTOPOHBI
KpPOBH "
mumdaruaec
KOW CHCTEMBI
Hapymenns I'mnepuyscTBuTens | Peaknuun
CO  CTOpPOHBI HocTh! TUIIEPYyBCTBUTEN
UMMYHHOMU BHOCTH c
CHCTEMBI [OpaKEHUEM
pa3IUYHbIX
OpPTaHOB U CHCTEM
(BKITIOUAs
JICKapCTBEHHYIO
peaxuio c
s03uHOGUINEH U
CHCTEMHBIMU
MPOSIBJICHUSIMH,
DRESS-
cuHapoM)2
Hapymenns Henpeccus, Arpeccust’,
TICUXUKHI CITyTaHHOCTh BO30YXKIeHHE",
CO3HAHMS, sitpopus?,
OeccoHHMIal | MCUXUYECKUE
paccTpoiictpa’,
CyUIIU/IaIbHbIE
nonsITku?,
CyWIU/IaTbHbIC
MeIcim?,
TaJITIOIMHATIII
Hapymenus | TomoBokpyxk | Muokmonudec | O6MOpOK?, Cynoporu
CO CTOPOHBHI | €HHUE, KHe CyJIOpOru°, | HapylieHue
HEpPBHOM rOJIOBHAs HapyleHue KOOpAMHAINH
CHCTEMBI 6016 KOOPJAMHAIMK | ABMIKEHHH,
JIBYDKEHUH, JVCKUHE3HS
HapyIIeHne
paBHOBECHS,
HapyIeHne
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L

naMmsITH,
KOTHUTHBHBIE
HapYyIICHMUS,
COHJIUBOCTb,
TpeMop,
HUCTarM,
rUIecTe3us,
Iu3apTpus,
HapylIeHHe
BHUMaHuUs,
napecTe3nu
Hapymenuss | dunnonus HeuerkocTh
CO CTOPOHBI 3peHus
oprasa
3peHust
Hapymenns Bepruro,
CO  CTOPOHBI IIyM B yIIax
oprana ciyxa
u
JTAOUPHUHTHBI
€ HapylLlIeHus
Hapymenns | HQunnonus HeuerkocTh
CO CTOPOHBI 3peHus
oprasa
3peHus
Hapymenns Bepruro,
CO  CTOPOHBI IIyM B yIIax
oprasa ciyxa
"
TTAaOUPUHTHBI
€ HapyLIeHus
Hapymenus AtpuoBeHTpuKyas | XKenynoukosas
CO  CTOPOHBI pHas Gmokanal?, TaXuapuTMus
cepara 6pazu/n<apzu/1;11’2,
bubpmLIsIINs
npencepaniil?,
TperneTanue
npencepamii?
Hapymenuss | TomHoTa PBora,
CO CTOPOHBI 3amnop,
KEITyT09HO- METEOPU3M,
KHILIEYHOT O JUCIIETICHS],
TpakTa CyXOCTb BO PTY,
uapest
Hapymenns N3menenne
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CO  CTOPOHBI TICHEHOUHBIX P00~
M€YEHU u [ToBbiIEHNE
YKEITYEBBIBOJ AKTUBHOCTH
SIIUX TyTen [I€YEHOYHBIX

(dhepMeHTOB >2

pasa

OTHOCUTEIILHO BEP

XHeH TPaHULIBI

HOpMBI) *
Hapymienus 3yn, AnrunoneBporudec | Cunapom
CO CTOpPOHBI Cpemp! kit  orek (orek | CTuBeHca -
KOXHU u KBI/IHKe)l, II}KOHCOHal,
MTOKOKHBIX KpanuBHHIAL TOKCHYECKHUI
TKaHEeH ANUJAEPMAJIbHBIN

Hekpomms!

Hapymenns Mp1ieuHbII
CO CTOPOHBI criasm
CKEJIETHO-

MBIIIIEYHOU U

COCIMHUTEIb

HOH TKaHU

Oo6mue Hapymenue

paccTporcTB MOXOJIKH,

a u acTeHwusl,

HapyllIeHUs B YTOMJISIEMOCTb,

MECTE pazipaxxuTelb

BBEJICHUS HOCTb,
OLIYIIIEHUE
OTbSTHEHUS

TpaBMmbl, IMagenus,

WHTOKCHKAIN MTOBPEXKICHHUS

u u KOXH,

OCJIOKHEHUS yIIUOBI

MaHUITYJIS A

u

1 — "HexxenaTeabHbBIE p€aKunu, BIABIICHHBIC B HOCTpeFHCTpaHHOHHOﬁ IIPaKTUKE.
2—cMm. pasaeia «Ommcanne OTACIBHBIX HEXKEIATCIIbHBIX peaKum‘/i».

3 — coobmaiocs B uccaenosanusax I TKII.

Onucanye OTACIbHEIX HeKEIATSIbHBIX PeaKIIUN

[IpuMeHeHne JTakocaMmmIa CBS3aHO C JJ0303aBHCHMBIM y/UTHHEHHEM mHTepBasia PR. Moryt
Haomogatecst  HJIP, cBszamHble ¢ ymmHeHwem  uHTepBaia PR (mampumep,

aTPUOBEHTPUKYIIApHast Onokaga, 0OMOpOK, Opagukapaus). B KIMHHYECKUX HCCIIeTOBaHUIX
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JIOTIOTHUTEIPHOW  Tepamuu Yy  TAIHUEHTOB  C OIJICIICHCH  HPOLCHT 3111/130;[03
aTPUOBEHTPUKYJIApHON Onokaapl | crenmenu 0wl HeBbIcOK — 0,7 %, 0 %, 0,5 % u 0 % npu
nmpuMeHeHnu jakocamuga B jo3ax 200 mr, 400 mr, 600 Mr u mianebdo, COOTBETCTBEHHO.
ATpHOBEHTPUKYJsIpHOU O10Kaab! || cTeneHy v BhIllie B JAHHBIX UCCIIEAOBAHUSX OTMEUYCHO HE
ob110. Tem He MeHee, B MOCTPErHCTPAIIMOHHON MPAKTUKE COOOIIAIOCh O CIyJasX MOSBICHHS
aTpuoBeHTpUKYyJIsapHOH Osokanbl |l w Il cremenn mnpu nedenmm nakocamujaoM. B
CPaBHUTEIFHOM KIMHUYECKOM HCCIEIOBAHUM MOHOTEpAINUU JAKOCAMHJIOM B CPaBHEHUU C
KapOamazenruHoOM (KOHTPOJMPYEMOTO BBICBOOOXKICHHS) YacTOTa yBeIU4YeHHsI MHTepBana PR
ObLJ1a conocTaBuMa st 000UX MpermapaToB.

OOMOpPOK B KIMHMYECKHX HCCIEAOBAHUSAX JOMOJHUTEIBHOW Tepamuu JIaKOCAMUIOM
BCTpeuascsi HeYacTo; YacToTa 00OMOpOKa He OTINYaiach B IpyMiax MaiueHTOB C SMUJIETICUEH,
noay4apmiux jgakocamus (n = 944) (0,1 %) u monyuasiux miame6o (0,3 %). B kmuaryecKux
uccieoBaHmsiX  d(PGEKTUBHOCTH  MOHOTEpANMH  JIAKOCAMHUIOM IO CPaBHCHHUIO C
KapOaMa3enuHoOM (KOHTPOJIUPYEMOTO BBICBOOOXKIEHNS ), 0OMOPOKH HaOmoaanucs y 7 u3 444
(1,6 %) marreHTOB, MOayYaBHIMX JakocaMu, 1y 1 u3 442 (0,2 %) marueHToB, MOIy4aBIInX
kapOama3zenuH (KOHTPOIUPYEMOTO BEICBOOOKICHHS ).

OuOpwUIAIMS W TperneTaHue MnpeAcepArii He ObUIM OTMEYEHBI B KPATKOCPOYHBIX
KJIMHUYECKUX UCCIIEIOBAHHUAX, OJHAKO 00a sBJICHUA OBLTM OTMEYEHBI B OTKPBITHIX

HCCICOOBAHUAX SMUIICTICUN, a4 TAKXKEC B HOCTpCI‘HCTpElLIPIOHHOfI IIpaKTUKE.

OmKnoHeHus: 1a60pamopHvIx noKazamesetl

B xontponupyembix KM Habmt012710CH M3MEHEHKE TEYEHOYHBIX TIPOO Y B3POCIBIX MAIIUEHTOB
C TapuuajIbHBIMU CYJOPOXKHBIMH TPUCTYyIAMH TPU TpuMeHeHuu ot | g0 3
MPOTUBOAMUIENTHUECKUX MpemnapaToB OJTHOBPEMEHHO. [ToBbiIeHME
anaHuHamMuHOTpaHcdepassl B 3 pasa u Oosee ormedann y 0,7 % (7 u3z 935) marueHTos,

npuHUMaBIIKX npenapat Bummnat, u'y 0 % (0 u3 356), npuauMaBmnx miamnedo.

Peaxyuu eunepuyecmeumensnocmu ¢ nopasxceHuem pa3iuyHvlx OpeaHo8 u cCucmem

BbutH 3aperucTpUpOBaHBI PEAKIUU THUIEPYYBCTBHUTEIBLHOCTH C TIOPAKCHHUEM Pa3IUIHBIX
OpraHOB W CHUCTeM (Tak)Ke HM3BECTHBIC KaK JIEKAPCTBEHHAs DPEAKIHs C J03WHO(IIMEH U
CUCTEeMHBIMHU TposiBneHus MU, DRESS-cunapom) y mHanueHToB, MOMy4YaBIIUX HEKOTOPHIE
MPOTUBOSMUIIENTHUECKAE Tpenaparbl. JlaHHBIE pEaKuu MPOSBIAIOTCS —Pa3TMYHBIMU
CUMIITOMaMH, HO 4Yallle BCEr0 MPHUCYTCTBYIOT JMXOPATKa M ChIllb, MOTYT BOBJICKATHCSI H
JIPYTHE CHUCTEMBI OpraHoB. [Ipy MOJO3pEHUH HA PEAKIUI0 TUIIEPUYYBCTBUTCIHHOCTH C

MOPaAKCHUEM PA3JIMYHBIX OPIraHOB U CUCTEM IIPUCM JIaKOCaMUla CIICAYCT MPCKPATUTD.
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IIpoune 0CO0BIe IIOMYJIAIIN

Tayuenmoi noscunozo 6ospacma

B mccnenoBaHny MOHOTEpAINUU JTAKOCAMUIOM 0 CPABHEHHUIO ¢ KapOama3enuHOM Mpoduiib
0e30MacHOCTH y MAaIlMEHTOB IMOXKWJIOro Bo3pacTa (cTapiue 65 JieT) W MalMeHTOB MOJIOXKE
65 net Obu1 comoctaBuM. OJIHAKO y TAIMEHTOB IMOXHWJIOTO Bo3pacTa Habiromanach Ooliee
BbICOKasi yacTtoTa (pasnuuue >5 %) cnenyromux HJIP: magenus, nuapen u Tpemopa, Io
cpaBHEeHHIO ¢ 6osiee MonoabpMu narmenTamu. Hanbonee wacroit HJIP co cropons! cepedno-
COCYAMCTON CHCTEMBI Y TIAIIHEHTOB MOXKUJIOTO BO3pPAacTa, B CPABHEHHH ¢ 00JIEe MOJIOIBIMH,
OblIa aTpUOBEHTPUKYJsipHas Onokana | cremeHu: ee perucTpupoBanu Ha (oHE Tepamuu
nakocamusioM y 4,8 % (3 u3 62) nmanueHToB NOXWIoro Bozpacta u'y 1,6 % (6 u3 382) Gonee
MOJIOJIBIX B3POCIIBIX MAMEHTOB. YacToTa MpeKpalleHus Tepanuu JlakocamuioM ns-3a HJIP y
MalMEeHTOB MOXKMIOro Bo3pacta cocrapisiia 21,0 % (13 u3 62) u 9,2 % (35 u3 382) - y 6omnee
MOJIO/IBIX B3POCIHBIX MALMEHTOB. DTH Pa3inuus MEXAY MalueHTaMH MOXXHIIOTO BO3pacTa U
0oJee MOJIOABIMU B3POCIBIMU MAIMEHTAMU ObLIN aHAJIOTUYHBI TEM, KOTOPbIE HAOIIOIATTUCh B

rpyIIe npenapara CpaBHEHUS.

eTu
[Tpoduns Oe3omacHOCTH JlakocaMUAa B IUIANE00-KOHTPOJIUPYEMBIX (CM. MOJPOOHYIO
uHpopmanuio 06 uccieaoanuu B pazaene 5.1) u orkpreiTeix KU (n = 408) mpu nposenenun
JIOTIOJTHUTEIFHON Tepanuy y AeTeil ¢ mapiuaabHBIMU IPUCTYIIAMU B BO3pacTe crapiie 4 Jjet
COOTBETCTBOBAJI TAKOBOMY y B3pOCIIbIX, X0Ts yacTtoTa HeKoTopbix HJIP (connmBocTs, pBOTa
U CyZloporu) ObU1a yBeiauueHa. Y JeTed M MOJPOCTKOB MOSBUIMCH TAK)KE JOMOIHUTEIbHBIE
HJIP (HazodapuHrut, nuxopajka, (apuHIUT, CHIDKEHUE alleTUuTa, BSUIOCTh U HapyIIeHUe
noBenenus):  Hazohapuurut (15,7 %), psora (14,7 %), commmBocth (14,0 %),
rosoBokpyxxenue (13,5 %), muxopanka (13,0 %), cynoporu (7,8 %), cHUKEHHME anmeTuTa
(5,9 %), papunrut (4,7 %), Bsanocts (2,7 %) u Hapymenue noseacuus (1,7 %). B obmei
CJIOKHOCTH Y 67,8 % manueHToB, NOJYYMBIIUX 110 Pe3yJIbTaTaM pPaHAOMHU3AINU JJAKOCAMUI,
u y 58,1 % nanueHToB, MOJMY4YMBIIMX IUIane0o, cooOIianock, Kak MUHUMYM, 00 OJHOMN

HEeXeaTeIbHOW PEaKIIUH.

COO6H.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIbHbBIX PCAKITHMAX

Baxno COO6I_I_[aTL 0 IMOAO03PCBACMBIX HCKCIIATCIIBHBIX PCaKIUAX TIOCIC PErucTpanuun

npenapara ¢ Leiblo 00ecledeHHs HENPEPhIBHOIO MOHUTOPHHIA COOTHOIIEHUS «I10JIb3a—
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PHUCK» JICKAPCTBCHHOI'O ITpCIiapara. MeauiuHCKAM Pa0bOTHHUKaM PEKOMCHAYCTCA COOOIIATh O
JIFOOBIX IMOA03PEBACMBIX HEKCIIATCIBbHBIX PEAKIUAX JICKAPCTBCHHOI'O IIpfliapara 4Yepe3
HallMOHAJIbHBIEC CHCTCMBbI COO6HICHI/ISI 0 HEXKCIATCIbHBIX PCAKIUAX IOCyaapCTB — YJICHOB

EBpa3uiickoro 3K0HOMHUYECKOr0 COI03a.

Poccuiickas @enepanus
DdenepanbHas cityx0a 110 Haa30py B cepe 3ApaBOOXPaHEHUS

Anpec: 109012, r. Mocksa, CnaBsiHcKasi miiomanp, a. 4, ctp. 1

Tenedon: +7 800 550 99 03
DnekTponHas moura: pharm@roszdravnadzor.gov.ru

Cair B HH(})OPMAITMOHHO-TEIEKOMMYHUKAITHOHHON ceTu «HTepHeT:

Www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CuMOTOMBI

CuMnTomMBl, BO3HHUKAIOLIUE II0CJIE CIIy4allHOH WM IpeJHAMEPEHHOW Nepel03UpPOBKU
JaKocaMuJia, ObUIM IMPEUMYLIECTBEHHO oOycnoBieHbl nopaxenueM LIHC wu xenynouno-
KUIIIEYHOTO TPaKTA.

e Buae HJ/IP y nanuenToB, npuHuMaBImux 10361 Jiakocamuaa ot 400 mr 1o 800 mr u
MPUHUMABIIHUX PEKOMEHIOBAHHBIE TO3bI JAKOCAMU/IA, KITHHUYECKU HE OTIHYAIIHCh.

e K peakuusm, oTMmeueHHbIM mocie npuema cBbimie 800 Mr, OTHOCHMIIUCH
rOJIOBOKPYKEHHUE, TOIIHOTA, PBOTA, SMUIECITUYECKUE MTPUCTYIIBI (TeHepan30BaHHbIE
TOHHMKO-KJIIOHHMYECKHE CYAOPOTH, SMUIENTHUYECKU cTaryc). Takke ObUIM OTMEUYEHBI
HapylLIeHHUs] CEepAEYHOW MPOBOAMMOCTH, HIOK M Koma. CooOuiaercss O JeTalbHbIX
UCXO0JaxX y MAIUEHTOB IOCJE€ OCTPOH MEepelo3UPOBKH HECKOJBKHUMH TIpaMMaMH

JJakoCcaMuaa.

Jleuenue
Crneunduyeckoro aHTHUAOTA JUIS JICYEHHs] MEPEeIO3UPOBKH JaKOCAMUJA HE CYIIECTBYET.
PexoMenayercs mpuMeHeHne o011el MoA/IepKUBaoIel U cuMIromatuyeckoil repanuu. [pu

HEOO0XOIMMOCTH BO3MOXKHO HCIIOJIb30BaHUE reMorau3a (cM. paszien 5.2).

5. ®APMAKOJIOTTMYECKHUE CBOMCTBA

5.1. dapmakoanHAMHYECKHE CBOICTBA
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@®apmakoTepaneBTHUeCKass  Ipynma:  IPOTUBOSIMICITHUECKAE  CPEACIBa, ;[pyme
IPOTUBOANUIIENITUYECKHUE CPECTBA.

Kon ATX: NO3AX18

Mexanusm nelicTBus

AxTtuBHOE BemecTBO — Jakocamu (R-2-aneramuno-N-OeH3mI-3-MEeTOKCHTTPOTMOHAMIT)
ABISIETCS YHKIIMOHATU3UPOBAHHON aMUHOKHCIIOTOM.

TouHBII MEXaHU3M NPOTHUBOAIMWIECIITUYECKOIO NEUCTBUSA JIaKOCaMuJa HE YCTaHOBIEH. B
IIEKTPO(PU3NOJOTHUECKUX HCCIACIOBaHUAX IN VILr0 jgakocamMu W30UpaTebHO YCHUIMBAET
MEIJICHHYI0 WHAKTHUBAlMIO TOTEHIMAT3aBUCUMBIX HATPHEBBIX KaHAJIOB, 4YTO BEAET K

cTabuUIM3aluy TUIIEPBO30YAUMBIX MEMOPaH HEHPOHOB.

dapmMakoaMHAMHUYECKUE CBOMCTBA

JlakocamMur  mpenoTBpamiall  pa3BUTHE  MPUCTYNOB  MAapUUAIbHOM U NEPBUYHO
reHepaIM30BaHHOM AMUJICTICUM Ha OOJIBIIIOM KOJIMYECTBE MOJENEH Ha )KMBOTHBIX, a TaKKeE
3aJ€P>)KUBAJT  PA3BUTHE TOBBIIIEHHOM CYJOPOXHOW TOTOBHOCTH. B JOKIMHHYECKUX
UCCJICIOBAHMSIX JIAKOCAMHJI B KOMOWHAIIMM C JIEBETHUpAIETaMOM, KapOaMa3ernnHOM,
(EeHUTOMHOM, BaJIbIIPOATaMH, JAMOTPHUDKHHOM, TOIMHMPAMaTOM WM TaballeHTHHOM

ACMOHCTPHUPOBAJI CHHEPTHUYCCKOC WK AAJAUTUBHOC TPOTUBOCYAOPOIKHOC JICNICTBUE.

Knuanueckas 2dbdekTUBHOCTE U 0€30IIaCHOCTS (HapIraabHble IPUCTYIIBI)

Bspocnvie

Mounomepanus

D¢ dexTuBHOCTH TaKOcaMyUia B KauecTBE MOHOTepamnuu Obla JOKa3aHa B CPaBHHUTEIbHBIX
KJIMHUYECKUX HCCIIEOBaHMIX ¢ KapOaMa3enuHoOM (KOHTPOJUPYEMOTO BBICBOOOXKICHUS) Y
MalKeHToB 16 JIeT Win cTapiie ¢ HOBO- WJIM paHee NWarHOCTMPOBAHHOMW smuiencueil. B
WCCJIEOBAaHUM NPUHUMAIIN y4acTHE MALMEHTHl ¢ HECIPOBOLMPOBAHHBIMU MapLHMAIbHBIMU
CYJIOPOXHBIMH TPHUCTYIAaMU C WM 0e3 BTOpUYHOIN reHepanu3auuu. Jlo3bl, KOTOpBIE
no0Mpali B 3aBUCHMOCTH OT OTBETA Ha TepaIHio, Haxounch B peaenax 400-1200 mr/cyt
st kapbamazenuHa u 200-600 mr/cyt ans makocamuaa. [IpogomKuTenbHOCTh Tepanuu
cocrtasisna 10 121 Henenu, B 3aBUCUMOCTH OT OTBETA.

OxupgaeMblii 6-Mecs4yHbIM nepuoa 0e3 MPUCTYNOB ObUT JOCTHTHYT y 89,8 %manueHros,
MOJTy4YaBLINX TEpanuio Jakocamuaom, u'y 91,1 % nanueHToB — B rpymnmne kapbaMasenuHa.

VY manueHToB MOKUIIOTO Bo3pacTa (crapiie 65 JeT) M0 JOCTUTIINX 6-MECSIHOTO Mepruoaa

0e3 MMPUCTYIIOB ObLI1a OJMHaKoOBa B o0enx rpyimax. CpCIlI/I MalUCHTOB IMOXWJIOTO BO3pacCTa
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NOJIEP>KUBAIONIYIO /103y Jlakocamuaa 200 Mr/cyT moiydaiu 55 (88,7 ) Haluenros, a 400

mr/cyt — 6 (9,7 %) maipenToB; 1o3a npessbinaia 400 mr/cyT y 1 manuenta (1,6 %).

Hepexod HA MOHOmepanuro

DddexTuBHOCTH M 6€30MaCHOCTH JIAKOCaMUIa TIPH TIepexojie Ha MoHoTepanuto (B go3e 400
mr wm 300 mMr B cyTku) ObUla M3y4yeHa y MAaIMEHTOB B Bo3pacte oT 16 mo 70 ner ¢
HEKOHTPOJIUPYEMBIMH TapLUaIbHBIMUA MPUCTYIAMHU, NPUHUMAIOIIUX CTaOWJIbHBIE O3B
OJIHOTO WJIW JIBYX IMPOTHUBOAMIIICTITUYECKHX TipenapaTtoB. CoorBercTBeHHO, 71,5 % 1 70,7 %

NALUEHTOB, NOJEPKUBAIM MOHOTEpanuio B TeueHue 57-105 nuei.

ﬂOnOJZHMm@JZbHaﬂ mepanusi

D¢ dexTuBHOCTH JTakocaMuJa B KadeCcTBE JIOTOJHUTEIBHOW TEpanmud B PEKOMEHIYEMBIX
no3ax (200 mr/cyt, 400 mr/cyT) ObUTa MoKa3ana B Tpex KU. DddhekTuBHOCTL Takocamuia B
Ka4yecTBe JOTOJHUTENbHOW Tepamuu B Ao3e 600 mr/cyT Takxke ObUla MOKazaHa B XOJE
koHTpomupyeMmbix KU, u, xota sddextuBHOCTs M0361 600 Mr/cyt u 400 mr/cytr Obuia
COIIOCTaBUMa, MIEPEHOCUMOCTh 00JIee BHICOKOM JI03bI OblIa XyXKe M3-3a ITOOOYHBIX YPPEeKTOB
CO CTOpPOHBI LICHTPAJIbHOM HEPBHOW CUCTEMBI M JKEIyIOYHO-KUIIEYHOro Tpakra. [losTtomy,
npuUMEeHeHHe J103bl Jakocamuga 600 mr/cyr He pekomeHayercs. MakcumanbHas
pekoMeHa0BaHHas jao3a coctaBiser 400 mr/cyr. OTu uccnenoBaHus ¢ ywyactuem 1308
MAIMEeHTOB, UMEBIINX B aHAMHE3€ MaplHalbHbIe PUMAIKA Ha TPOTSHKEHHUH, B CpeiHeM, 23
7eT, ObLTM pa3paboTaHbl ISl OLEHKUA 3(PPEeKTUBHOCTH M OE30MaCHOCTH JIAKOCAMHAA TIPH
JIOTIOJTHUTEIBHOM Ha3Hau€HUM K 1-3 MpOTHBOAMUIIENITUYECKUM IIpenaparaM y MalueHToB ¢
HEKOHTPOJIMPYEMBIMHU MapIHAIbHBIMK MPUIAJKaMH C WM 0e3 BTOPUUHON T'eHepaIu3alluu.
O6mas nosst nanueHToB ¢ 50 %-HbIM CHIKEHHEM 4acTOThI MIPUMA/KOB B Ipymax miamnedo,
nakocamuya 200 mr/cyr m makocamuma 400 mr/cyt cocraBuna 23 %, 34 % u 40 %,

COOTBETCTBCHHO.

eTH
Tapyuanvusie cyooposichvie NPUCmynvl

Knunnueckue MMPOABJICHUA MapUHUAJIIBHBIX CYHOPOKHBIX IPUCTYIIOB Y JIeTeI\/’I B BO3pacTte
ctapiie 4 neT ObUTH COMOCTAaBUMBI C TAKOBBIMH Y B3pOCHbIX. I (HEKTUBHOCTh JaKOCAMUA Y
JeTel B Bo3pacTe 4 JeT U cTapiie Oblla pacCUMTaHa MO JaHHBIM MOJAPOCTKOB M B3POCIBIX
ManucHTOB C MapuuaJIbHBIMU IPUCTYIIAMU,; TAKUM O6p330M, npu H0)160pe COOTBETCTBYIOIIHUX
JUTSL TETEH | IMTOJAPOCTKOB 7103 (CM. pa3jen 4.2.) ¥ MOATBEPKICHUH 0€30IaCHOCTH (CM. pa3ies

4.8.) mis HUX 0XKHJIAJICSI aHAJOTHYHBIN OTBET Ha TEPANUI0 JakocamuaoM. DPGeKTUBHOCTD,
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CIIPOTHO3UPOBAHHAS METOJOM OJKCTPamnoJsiIAA  (CM. BbIIIC), ObLIa nonTBepnc;[eHa
pesyabratamu KU.

HavanpHas mo3a cocrapisiia 2 MI/KIr/CyT y mareHToB ¢ Maccoi Tena 10 50 kr uiu 100 mr/cyT
y MaIMEeHTOB ¢ Maccol Tena 50 kr u 0oJiee; CYyTOUHYIO 03y ACTWIH Ha 2 ipuema. B TeueHue
nepuoga TUTPOBAHUS KOPPEKIMIO J103 JlaKocaMHJa NPOBOJAMIM TMO3TAIHO,
yBenuuuBasg Ha 1 wim 2 MI/Kr/CyT y manueHToB ¢ maccoi Tena o 50 kr mnu Ha 50 mam
100 mr/cyT y marmeHToB ¢ Maccoi Tena 50 Kr u 6oJiee ¢ MHTEpBAJIAMH B OJIHY HEACIIO IS
JIOCTHOKCHHUS 1IEJIEBOM MOICPKUBAIOIIEH JT03bI.

CTaTUCTHYECKH M KIIMHUYECKH 3HAYMMOE CHUKEHHE YaCTOThI MapIUaIbHBIX CYIOPOKHBIX
NPUCTYNOB Ha0NI0Aanoch B TedyeHue 28 [AHEH OT Hayala Tepanmuu J0 [epuoja
MOJIJICP>KUBAIOIIETO JICUCHUs IPU CPAaBHEHHUH JaHHBIX B TPYIIAxX JaKocamuja u miamedo. B
1IEJIOM, JIOJISI TTAIIUEHTOB CO CHIDKEHUEM YacTOThI MAaPIUAIBHBIX CYI0POKHBIX IPUCTYIIOB, KaK
MUHUMYM, Ha 50 % 3a 28 gHEl OT Havyaia Tepanuu J0 Mepruoja Mo Aep>KUBAIOIETO JICUCHUS
coctaBuia 52,9 % B rpymme, noxy4aBiiei JeueHUe JJaKocaMUA0M, o cpaBHeHuto ¢ 33,3 % -

B rpymrie miamedo.

Ilepsuuno-cenepanuzosantvie MOHUKO-KIOHUYECKUE NPUCTYNbL

D¢} dexTuBHOCTD TaKOCaMUIa B KAUECTBE JIOTOJHUTENBFHOM TEpaNny y MAllMeHTOB B BO3PACTE
4 neT W crapiie ¢ UAMONAaTHYeCKON reHepaan30oBaHHON snuiencueid, crpaaatomux [T TKII,
OblJa yCTaHOBJIEHA B Xoj€ 24-HEJENbHOr0 JABOWHOIO CIJIENOr0 pPaHIOMH3UPOBAHHOTO
1a11e60-KOHTPOJIMPYEMOT0 MHOTOIIEHTPOBOT'O KCCIICIOBAHUS B TapaJICIbHBIX TPYIax.
HccnenoBanue cocTosio u3 12-HEAENbHOTO PETPOCIEKTHBHOTO 0a30BOro mnepuoaa, 4-
HEJENBFHOTO TMPOCIEKTUBHOTO 0a30BOro mnepuoga W 24-HENENbHOTO Mepuoja JIeUeHHs
(koTOpBIN BKJIIOYAN O-HEAENbHBIM TMEPHOJA TUTPOBaHUS A03bI U 18-HeAenbHBI TEPUOA
nojjepxkaHusi 703b1). [lalMeHThl, COOTBETCTBYIOIIUE KPUTEPUSIM YUaCTHs, MOJIyYaBIINE
CTAOWIBHYIO 03y OT 1 70 3 MPOTUBOIMUIIECTITUYECKUX MTPENAPATOB, Y KOTOPHIX BOZHUKIIO HE
meHee 3 moarBepxkaeHHBIX [II'TKII B Teuenue 16-HemenbHOr0 OOBEIUHEHHOTO 0A30BOTO
nepuoja, ObUTH paHIOMU3HPOBAHBI 1 K 1 B TpyIIbI, TOTyYarONIUe JTaKOCAMU U TUTane0o
(marpeHTsI B IOJHOM BRIOOPKE [T aHanM3a: jakocamua n = 118, mmare6o n = 121; u3 Hux 8
MAIMEeHTOB B BO3PACTHOH rpyrmrie oT 4 10 12 net u 16 manueHToB B BO3pacTHOM Tpyte oT 12
1o 18 net monydanu nakocamua v 9 u 16 maryeHToB COOTBETCTBEHHO MOMyYalH amebo).
[TarueHTaM MOCTENIEHHO MOAOUPANN 03y A0 MENEBOW 03Bl MOJACPKUBAIOIIETO TIEpUOAA
12 mr/xr/cyT y manmeHToB ¢ Maccoi Tena MeHee 30 Kr, 8 MI/KI/CyT y MAIMeHTOB C MacCOM

tena ot 30 mo menee 50 xr wim 400 Mr/cyT y manueHToB ¢ Maccoit Tena 50 kr u 6oree.

29



COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 02.09.2025 N= 21857
(NOCNEOQCBATENEHOCTE 0003)
[Tepemennas 3¢ pexTuBHOCTH [Tnane6o JlakocaMu g
[TapameTp N =121 N =118
Bpewms no Broporo II'TKII
Cpennee 3Hauenue (AHM) 77,0 -
95 % A1 49,0, 128,0 -
Jlakocamun — rutane6o
OTHOIICHUE PUCKOB 0,540
95 % U 0,377,0,774
p-3HaueHue < 0,001
OTtcyTcTBUE IPUIIAJIKOB
CrparudunupoBanHas ouenka | 17,2 31,3
Kannana-Metiepa (%)
95 % U 10,4, 24,0 22,8, 39,9
Jlakocamu1 — rutane0o 14,1
95 % A1 3,2,25,1
p-3HauYeHHE 0,011

[Ipumeuanue: 11 TpyNmbl JaKOCAMU/Ia HEBO3MOKHO OBLIO BEIYHCINTH cpemHee Bpems 1o BTopsix III'TKII ¢
nomoleto MeronoB Kamnana-Meiiepa, moromy 4uto 6oinee yeM y 50 % narmento He Bo3uukanu Bropsie [T TKIT

B Jlenn 166.

Pe3yJII)TaTI)I B MOATpyIIc MAaUCHTOB ACTCKOI'0 BO3pacTa COOTBCTCTBOBAJIU PE3yJibTaTaM
O6H_I€I71 nomyjsiquu 1o IepBUYHBIM, BTOPHUYHBIM HW JPYI'MM KOHCYHBIM TOYKaM

3¢ (HEeKTUBHOCTH.

5.2. ®apmakoKMHeTHYECKHE CBOMCTBA

Abcopbrus

Jlakocamul OBICTPO M TOJIHOCTBIO BCACBIBAETCS IOCIE NpUeMa BHYTpb. buolocTynHOCTh
Jakocamuja B Tabnerkax cocraBiger mnpumepHo 100 %. Ilocne mnpuema BHYTPH
KOHICHTpAusd HCU3MCHCHHOI'O JIaKOCaMuJia B IJIa3M€ 6I)ICTpO YBCIUYUBACTCA 1 JOCTUTACT
Cmax uepes 0,54 4. Jlakocamu [ B JieKapcTBEHHOH (hopMe «TabJIeTKI» U «pacTBOp IJIs TpreMa

BHYTPb» OMOPKBUBAJICHTHBI. HpI/IeM IMMUIOA HE BJIIUSACT Ha CKOPOCTb U CTCTICHDb BCACBIBAHUA.

Pacnopenenenne

O0beMm pacnpeaciicHusd COCTaBJISICT INPUMCPHO 0,6 .II/KF, CTCIICHb CBS3BIBAHUS C OCIKaMH

ia3sMel — menee 15 %.

buorpancdopmarms

95 % JIJakoCaMuJZia BBIBOAUTCS YCPE3 MMOYKU B HCU3MCHCHHOM BHJIC U B BU/IC MeTa0O0JIUTOB.
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Merabonu3Mm nakocamua 10 KOHIIA HE W3Y4YCH. OCHOBHBIMH COCAMHCHISIMI, KOTOpI:IC
BBIBOJIATCS Uepe3 MOYKH, SBISIOTCS JIAKOcaMUJ B HeU3MeHeHHOM Buie u (okoio 40 % ot
n0361) 1 O-nesmerrameraboaut (menee 30 %).

[MonsipHas dpaxiust (IPEINOIOKUTEIBHO, MPOU3BOJHBIC CEPHHA) COCTABIISECT MPUMEPHO
20 % B Moue, HO B IJIa3Me KPOBU OOHAPYKUBACTCSI JIUIIH B HEOO IbIINX KoruecTBax (0—2 %)
Yy HEKOTOPBIX CYOBEKTOB. J[pyrue MeTaboauThl onpeaesoTes B Moue B konuyecTse 0,5-2 %.
Jannbie in Vitro nokaseiBaroT, uto uzodepmertsl CYP2C9, CYP2C19 u CYP3 A4, criocoOHBI
KaTanu3upoBath oOpazoBaHue O-ae3MeTUIMETadoIuTa, OJHAKO JEHCTBHE OCHOBHOTO
nu3odepMeHTa He MOATBEPKACHO IN Viv0. TIpu cpaBHEeHUH (apMaKOKHHETHUKH JIAKOCAMHUIA B
9KCTEHCUBHBIX MeTabomuzaropax (¢ ¢dyHkuuoHansHbiM u3ohepmentom CYP2C19) u
MeUIEHHBIX MeTabosn3aTopax (¢ HemocTaTkoM GyHKIMOHaIbHOTO n3odepmenta CYP2C19)
KJIMHUYECKH 3HAYUMOW PAa3HUIIBI BBIICIICHHS JJaKOCaMua OTMeueHo He Obuto. Kpome Toro,
pe3yJIbTaThl  UCCIICJIOBAHHUS TI0 B3aUMOJICHCTBUIO C OMEIPA30JIoM (HHTHOHTOPOM
uzopepmenta CYP2C19) mnokazamu OTCYTCTBHME KIMHUYECKH 3HAUYUMBIX W3MEHEHHIA
KOHIIEHTpAIlMU JIaKOCaMKJa B IJIa3Me, YTO CBHUJAETENbCTBYET O HHU3KOM 3HAYMMOCTH 3TOTO
MyTH.

Konnentpanusa O-ge3meTwiiakocaMujia B IIa3M€  COCTaBisieT mnpumepHo 15 % ot
KOHIIEHTPAIUU JIaKocaMUAa. DTOT OCHOBHOM MeTa0oNIuT He 001anaeT (hapMaKoIOrHIecKoi

AKTUBHOCTBIO.

DIMMUHALHS

Jlakocamu]1 BBIBOJIUTCS TyTE€M MOYEUHOM AKCKperuu u ouorpancopmaruu. [locne npuema
BHYTPb U BHYTPUBEHHOTO BBEJICHUS JJAKOCAMMU/]IA, TOMEYEHHOTO PAAHMOAKTUBHBIM U30TOIIOM,
okono 95% paanoakTUBHOCTH OTMedanoch B Moue u meHee 0,5 % — B kame. Ilepuon
MOJTYBBIBEJICHUS ~ HEU3MEHEHHOTO  JIaKOcaMHUJa COCTaBIsieT TpuMepHO 13 wacos.
dapMaKOKHHETHYECKUE MMapaMeTPhl MPOMOPIIMOHAIBHEI J103€, MOCTOSHHBI BO BPEMEHU H
XapaKTepU3YIOTCS HU3KOW BHYTpU- U MEKUHAMBUAyaIbHON BapuabenbHOcThIO. [Ipu
MPUMEHEHUU 2 pasa B JIEHb PaBHOBECHAs KOHIIEHTpAIUs B IJIa3Me JOCTUTaeTCsl B TEUCHHUE
3 muei. Kymymsimus conmpoBoXKaaeTcs YBEIMYCHUEM KOHIIEHTPAIMK B TUIa3Me NMPUMEPHO B
2 pasa.

PaBHOBecHass KOHIIGHTpaIUs MpU TPUMEHEHUH pa30oBOWM Hackimarome mo3er 200 mr

CpaBHMMa C TaKOBOM Ipu npueme BHyTpb 100 Mr 2 pasa B cyTKH.

q)aDMaKOKI/IHeTI/IKa % 0COOBIX T'pYIII ITAIIMCHTOB

Ilon
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Knuanaeckue HCCICAOBAHUA ITIOKA3bIBAIOT, YTO IIOJI HC OKAa3bIBACT 3HAYMMOI'O BJIMSIHHA Ha

KOHICHTPAIMIO JJaKOCaMHu/Ja B IIJIa3ME KPOBH.

Paca
Knuandyeckn 3HauMMble pa3inuus B (PapMaKOKMHETHKE JIAKOCAMUAAa Yy a3UWaTCKOH,

HErPOUJIHOM U €BPONEOUIHOM pac OTCYTCTBYIOT.

Iloueunas nedocmamounocms

AUC ysemnuuBaercs npubnusutensHo 10 30 % mnpu Jerkoil U yMEpeHHOH IMOYeqHOM
HEJIOCTaTOYHOCTH U 10 60 % 1pu TOKEIOW M TEPMUHAJIBHOW CTaJMM TIOYCUHOU
HEJ0CTAaTOYHOCTH, TpeOyroIIel reMoiuann3a, o CPaBHEHUIO CO 370POBBIMHU CyOBEKTaMU, B
To BpeMs Kak Cmax He u3Mensercs. Jlakocamug >pQexTuBHO yhanseTcs W3 IUIa3Mbl B
nporecce remoauanusa. B teuenne 4-gacoBoit mporneaypsl remoguanmza AUC cHmkaeTcs
npubmu3utensHo Ha 50 %. [losTomy mocie npoueaypsl reMoIuann3a peKOMEHAYETCs IPUEM
JIOTIOTHUTEILHOM JTO3bL. Y MallMEeHTOB C YMEPEHHOU U TSYKEION MOUYEeYHOM HETOCTATOUHOCTHIO
BoIjiesieHre  O-/1e3MeTHIIMETa00INTa YBEINYMBAIOCH B HECKOJBKO pa3. Y MAalUEeHTOB C
TEPMHUHAIBHOM CTaMEN MTOYEYHON HEAOCTATOUYHOCTH MPYU OTCYTCTBUH FEMO/IMAIN3a YPOBEHb
sToro MeTtaboiuTa OBLT yBENIWYEH M HENPEPBIBHO BO3pacTall B TeueHue 24-4acoBOTO
HaOmroneHus. Jlo KOHIIAa HE SICHO, MOKET JIM IMOBBIIIEHHAs HSKCHO3MLHUSA MeTaboiuTa y
NAMEHTOB C TEPMUHAIBHOM CTaANEN MOYEUHON HETOCTATOYHOCTH IPUBOUTH K YBEIUUEHHUIO
yyciia No00YHbIX AP(PEKTOB, YUUTHIBAs TOT (aKT, YTO (apMaKoJOruyecKas akTUBHOCTb O-

I[GBMCTI/IJ'IMGT3.6OJ'II/IT3 He ObLIa MNOATBEPIKACHA.

Tleyenounas neoocmamounocmo

VYV manueHToB ¢ YMEPEHHOW IMEYEHOYHOW HEIO0CTAaTOYHOCTHIO HAOIIOJAINCh TMOBBIIIEHHBIE
KOHIICHTPAIIMH JIaKocaMKJia B 1iia3me kpoBu (mpubim3uresbHo Ha 50 % 6ombire AUCopy).
OnHoM U3 MPUYHMH NOBBIIIEHHON SKCIIO3UIINY OBUIO CHIDKEHUE (DYHKIIMU TTOYEK Y TAIleHTOB,
MPUHUMABIINX ydacTue B uccienaoBanusax. ¥Ypenundenne AUC nakocamuaa Ha 20 % y 3THX
MAIMEHTOB ObUIO OTHECEHO 3a CYET CHI)KEHHS HEMOYEUHOTO KIMpeHca. Y MaIMeHTOB C

TSDKEJIOH MeUeHOYHON HEJOCTATOYHOCTRIO (JapMaKOKUHETUKY He u3ydainu (cM. paszen 4.2).

Tayuenmul nodcuno2o eospacma
B mccnenoBannu y My>KUUH ¥ JKEHIIMH TTOKUAIIOTO BO3pacTa, BKIIIOYas 4 MalMeHTOB CTapIie
75 mer, AUC Obuia yBenmmdena npumepHo Ha 30 % y myxumH U 50 % y KEHIIMH TIO

CpaBHCHHUIO C MOJIOABIMU CY6’BCKT8.MI/I. YacTUYHO 3TO 00BACHICTCS CHIDKEHHOM Maccoii Tena.
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HopmanuzoBanHbIe IO Macce Tema pa3Iudus COCTaBIIN, COOTBCTCTBCHHO, 20 Yo y MY KUWUH U
23% vy okenmmuH. Takke HaOIOgaMach TOBBIICHHAs BapuaOeIbHOCTh TOKa3aTems
AKCIO3UIMU JlaKkocaMuJia. B 3TOM wWCClieIoBaHWM TOYEYHBIA KIMPEHC JIaKocaMuaa ObLT
CHW)KCH HE3HAYUTEIILHO Y TAIICHTOB MOKUJIOr0 BO3pacTa.

Her HeoOxommmocTd B OOIIEM CHMKEHHH J03bI, €CJIIM TOJBKO 3TO HE IMPOJUKTOBAHO
CHIDKEHHWEM TIOYeYHOW (YHKIMEH, Hampumep, y TMalMeHTOB C TSDKEIIONW IMOYEHYHOU
HenoctatouHocThio (KK < 30 Mi/MUH) ¥ manMeHTOB C TEPMHHAJIBHON CTaAMEH MOYCYHOM

HEOCTaTOYHOCTH (CM. pasnen 4.2).

eTH
DapMaKOKMHETUYECKUN Mpoduis jJaKocaMujaa y JAeTed W MOAPOCTKOB ObUI OMpENeleH C
MOMOIIBIO  MOMYJISIMOHHOTO  (DAPMAKOKMHETHYECKOTO aHadn3a C HCIOJb30BAHHECM
pe3yabTAaTOB OTACIBHBIX ONPEIEICHUN KOHIIEHTPAIlMU BEIECTBA B IJIa3Me, MOJTYyYEHHBIX B
KW y 414 nereii ¢ snuiiencueit B Bozpacte ot 6 mecsues 10 17 ner. Jlakocamu Ha3Hayanu B
no3ax ot 2 po 17,8 mMr/kr/cyT 2 pa3a B AeHb. MakcuMallbHas 103a s JeTel ¢ Maccoi Tena
50 kr u 6onee cocraisia 600 mr/cyr. TUnUYHBIHM TIIa3MEHHBIN KITUpeHc 06T paBeH 1,04 /4,
1,32 n/a n 1,86 /9 y nmereit ¢ maccoit tena 20 xr, 30 kr u 50 kr, coorBercTBeHHO. [lJIst
CpaBHEHHS, TUIA3MEHHBIN KIIMPEHC JIAKOCAMUJIa Y B3pOCIIbIX ¢ Maccou Tena 70 Kr coCTaBIIsLI
1,92 n/q.

ITonmymaMOHHBIN (hapMaKOKMHETHYECKUI aHanu3 c HCIIOJIb30BAHUEM
(hapMaKOKMHETHYECKUX 00pa3IoB MpU HEOOJBIIOM 00bEME BBIOOPKH W3 HCCIIECTOBAHUS
IMII'TKII noxa3an aHanoruuHyro skcnoszunuto y nanveHtoB ¢ III'TKII u y mamueHnTtoB c

napuuajJibHbIMU IIPUCTYIIAMHU.

5.3. laHHbIe TOKJIMHUYECKOIi 6€30IacHOCTH
B HCCICAO0BAHUAX TOKCUYHOCTU KOHLCHTpALUA JJaKOCaMUida B IJIa3ME€ KPOBU ObLIa CXOXEH
WIM HE3HAUUTENBHO BBINIE BEPXHErO 3HAYEHUS KOHIICHTPAIMH Yy MAIlMeHTOB, YTO SBISETCS

HU3KHUMHU UK HECYIICCTBYIOIMUMUA NPCACIBbHBIMHA 3HAYCHUAMUA JJIA S9KCIIO3UIIHUU Yy YCIIOBCKA.

Pesynbrarel uccnemnoBanus 1o (PapMaKOJIOTHIECKON O€30MacHOCTH TPHU BHYTPHUBEHHOM
BBEJICHUHU JIAKOCAMHUJa Y aHECTE3UPOBAHHBIX COOAK MOKa3ajl BPEMEHHOE YBEIUYCHHE
unTepBaia PR u pmutensHocTH KoMmIiekca QRS, a Takke CHIDKEHHE apTepHabHOTO
JaBJICHUs, YTO, HanboJiee BEPOATHO, OBUIO 00YCIOBICHO KapAHOICTIPECCUBHBIM JICHCTBHEM.
OTH BpeMEHHbBIC H3MCHCHHS BO3HUKAIIM B TEX K€ JHMAINa30HAX KOHIIEHTPAIUH, 4TO U TOCIe

BBEACHUS MaKCHUMaJbHOM pCKOMCHHyeMOﬁ KIMHUYECKOM 03Bl Y AHCCTC3UPOBAHHBIX cobak
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U SIBAHCKUX MAaKaK I10CJIe BHYTPUBEHHOTO BBCIACHIS B J03aX 19—0U MI/KI OTMCUAINCh
3aMeJIeHHe TPEICePIHON U JKEeTyA0YKOBOM MPOBOAUMOCTH, aTPHOBEHTPUKYJISIpHAast O0Kaaa

N aTPUOBCHTPUKYJIApHAA JUCCOLUALINAA.

B wuccienoBaHusX TOKCMYHOCTM MPH MHOTOKPATHOM BBEJACHUM OTMEYAIHNCH JIETKHE
oOpaTuMble U3MEHEHHS IEYEHH Y KPBIC, KOTOPbIE HaOII0AaTUCh, HAYMHAS C 03, IPUMEPHO B
3 pa3a NpeBOCXOAAIIMX KIMHUYECKYIO 3KCHO3ULMI0. K 3TMM H3MEHEHUAM OTHOCHIIUCH
YBEJIMUEHUE MACcChl OpraHa, TUINEPTPOQHUS TEMaToIUTOB, IOBBIIICHHE KOHIEHTPAIUU
MEYCHOYHBIX (DEepMEHTOB, OOIIEro XoJecTepruHa W TPUTIHUICPUIOB B CHIBOPOTKE KPOBH.
Kpome runepTpoduu remaroruToB APYrux NaTOrMCTOIOIMYECKUX U3MEHEHUHN BBISBICHO HE

OBLIO.

B uccnenoBaHusix TOKCMYECKOro NEHCTBUS HA PENPOAYKTUBHYIO (DYHKLHUIO U pa3BUTHE Y
IPbI3YHOB M KpPOJMKOB TEPAaTOI€HHOTO BIMSAHUS HE ObUIO, OJHAKO ObUIO OTMEUYEHO
YBEJIMUEHUE YNCIIa MEPTBOPOKACHHBIX IETEHBINIEN U CMEPTEN JETEHBIIIEH B OKOJIOPOJL0BOM
IIEPUOJIE, a TAK)KE HE3HAUYUTEIIbHOE CHWKCHHME Pa3MEpOB IMIEYEHHU U MAcCChl Tejla JETEHBIIIEN
IIPU BBEJICHHUM J03, OKa3bIBAIOIIMX TOKCHYHOE JEHCTBHE HA OpPraHu3M CaMOK KpBIC,
COOTBETCTBYIOIIUX YPOBHIO CHUCTEMHOM OKCIO3ULMUH, CXOKEMY C IpEANoIaraéMblM
KJIMHUYECKUM Bo3/eicTBHEM. [10CKOIbKY HEBO3MOMXHOCTH MPOBECTH HCCIIeOBaHUE Ooiiee
BBICOKOTO YPOBHS OKCIO3WIMU Yy JKMBOTHBIX BCJIEICTBHE TOKCHUYHOIO JEHCTBHS Ha
MaTE€pPUHCKHUI OpPraHu3M, UMEIOLIUXCS TaHHBIX HEJOCTATOYHO JUIS MOJHOM XapaKTEPUCTUKH

3M6pI/IOTOKCI/I‘-IHOFO 1 TCPATOICHHOTO IMMOTCHIIMAJIA JIAKOCaAMU/J1a.

B nccnegoBanusax Ha KpbICax OBLIO IIOKa3aHO, 4YTO JJaKOCaAMMU W/VMIIM €r0 META0OJIUTHI JIETKO

MIPOHMKAIOT Yepe3 TIalleHTapHbINA Oapbep.

YV Mo0apIX KPBIC U co6a1<, 0 CPAaBHCHUIO CO B3POCJIbIMHA KUBOTHBIMH, BUIBI TOKCHUYHOCTHU
KaueCTBEHHO HE OTIMYAJIHUCH. Y MOJOIBIX KPBIC OTMCYAJIOCh CHUKCHHUEC MACChI TCJia IIPHU
YpOBHE CHCTEMHOH 9KCIIO3UIHNH, CXOXKUM C MpeArnoIaracMbiM KINHHYCCKUM BOS}IGf/iCTBH@M.
vy MOJIOABIX cobakx TPAH3UTOPHEIC U A0303aBUCUMBIC KIIMHUYCCKHUEC TPHU3HAKN IMOPAKCHUA
HHC HaYWHAJIN MMPOABJIATHCA IIPU YPOBHE CHCTEMHOH AKCIIO3UIIUM HIKE npeamnojaraceMoro

YpOBHA KJIMHUYECKOM SKCIO3UIINH.

6. ®APMAILEBTUYECKUE CBOMCTBA

6.1. Ilepeuenb BcmoMorareJibHbIX BellleCTB
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I'munepon

Kapmennosa narpus

CopowuTon xuakuii 70 %

Maxporou 4000

Harpus xnopun

JlumoHHas kucnota 6e3BoAHAS
Anecynbham Kanus
MeTtunnaparupokcuOeH30aT HATPHS
Apomaruzarop kiryoHHuHBIH 501440 T (COAEPKUT MPONUICHTITHKOJB)
Apomaruzarop mackupyrommi 501521 T (comepKUT NpONUIEHTIIUKOJIb, aCIapTaM)

Bona ounmennas

6.2. HecoBmMecTUMOCTD

He nmpumenumo.

6.3. Cpok rogHocTH (CpOK XpaHeHus )

3 rona.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU
Xpanuts rpu tremreparype He Boie 30 °C.

He 3amopaxxuBarts.

6.5. XapakTep u coiepkaHue NePBUYHON YIAKOBKHU

200 M mpemnapata Bo (JIaKOHE U3 TEMHOTO CTEKJa ¢ OOl KPBIIIKON U3 TOJUIPONUIICHA C
KOHTPOJIEM MEPBOTO BCKPBITHS U 3aIIUTON OT JE€TEW, 1 UMEIOLIEH YINIOTHUTEJIbHBIN JUCK U3
MOJUATUIIEHA HU3KOW MIIOTHOCTH.

1 hbmakoH B KOMILJIEKTE C MEPHBIM KOJIMAYKOM C TpaayupoBKOi U3 nomumnponuieHa (30 mi) u
JIO3UPYIOIIUM IIINPHULIOM C TPAAYUPOBKON W3 IMOJUIIPONMUIIEHA C MOPILIHEM U3 JIMHEMHOTO
MOJIMATUJIEHA HU3KOW TUIOTHOCTH U aJalTepOM M3 MOJMAITHIIEHa HU3KOM TIOTHOCTH (10 MuT)
BMECTE C MHCTPYKIMEN MO0 MEAUIMHCKOMY MPUMEHEHHUIO B KaPTOHHOM Mavyke ¢ KOHTPOJIEM

NEPBOT0 BCKPHITUS (CTUKED).

6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH TNPH YHUUYTOKEHMH WCIOJIb30BAHHOIO
JIEKAPCTBEHHOT0 Mpenapara MJIH OTXO0J0B, TMOJYYEHHBIX MOCJe TPUMeHEeHHs

JIEKApPCTBEHHOI0 Npenapara, U Apyrue MaHUIYJISLHMHU ¢ NpenapaTom

35



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 02.09.2025 N= 21857

(NOCNEQCBATENEHOCTE 0003)

Becp ocraBmMiics JIEKapCTBEHHBIM IIpernapar M OIXOAbl CICAYeT yHHUYTOXWUIb B

YCTAaHOBJICHHOM IIOPAOKE.

7. JAEPKATEJIb PETUCTPALIMOHHOTI'O YAOCTOBEPEHUSA
benbrus

OCb ®apma CA

Aunnee ne ns Pemepin 60, 1070 Bproccens

7.1. llpeancraBuTeb Aep:KaTesisi PEriCTPAIMOHHOI0 YA0CTOBEPEHU s
[Iperen3un noTpeduTENEit HAMPABIATH 110 aAPECy:

Poccuiickas @enepanus

000 «OCbh ®apmay

Mocksa, 105082, IlepeBenenoBckuii nep., 1. 13. ctp. 21

Tenedon: +7 (495) 644-33-22

®dakc: +7 (495) 644-33-29

OnexrponHas nouta: UCBCares.ru@ucb.com

8.  HOMEP PETUCTPALIIMOHHOI'O YIOCTOBEPEHMS
JITI-Ne(007199)-(PT-RU)

9.  JIATA MEPBUYHOM PETMCTPALIUM (MMOATBEPKIEHUS

PEITMCTPALIUU, HEPEPETUCTPALINN)
Jara nepsoii peructpanuu: 10.10.2024.

10. JATA IEPECMOTPA TEKCTA
OOmass  xapakTepuCTHKa  JIEKAapCTBEHHOro  @pemapara Bummar  JgocTynmHa — Ha

I/IH(I)OpMaI_II/IOHHOM noprajc EBpaSHﬁCKOFO O9KOHOMHWYCCKOIro COro3a B I/IH(I)OpMaI_[I/IOHHO'

KOMMYHUKaIMoHHOU cetn «MHTepHET» https://eec.eaeunion.org.
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