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OBIIASI XAPAKTEPUCTHKA JI EKAP&*BEE%I%TEFMKPATA

COOTBETCTBYET SKCTIEPTHOMY OTHETY

1. HAUMEHOBAHME JIEKAPCTBEHHOTI'O IIPEITAPATA
JlamoTpumKuH, 25 Mr, Ta0JICTKH.

JlamotpukuH, 50 Mr, TaOJIETKH.

Jlamotpukun, 100 Mr, TabNeTKH.

JlamorpumkuH, 200 Mr, TabIETKH.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBIN COCTAB

JlelicTBy1ol€€ BEIIECTBO: JJAMOTPHKHUH.

JlaMOTpUIDKHH, 25 M, Ta0JIETKH

Kaxnas Tabierka COAepKUT 25 MT JIaMOTPH/KHHA.
BcnomorarenbHnie BCIICCTBA, HAJIMYUC KOTOPBLIX HAAO YUUTBIBATH B COCTABC JICKAPCTBCHHOI'O
npenapara: JJaKTo3bl MOHOTUJIpAT (caxap MOJIOUHBIN) (cM. paznen 4.4).

JlamoTpuokud, 50 Mr, Ta0JIeTKH

Kaxxnas Tabnerka comepxut 50 Mr JIaMOTPHIKHHA.
BcmomorarenbHbIe BElIeCTBa, HATMYHE KOTOPBIX HAJIO YYUTHIBATH B COCTABE JICKAPCTBCHHOTO
npenapara: JJaKTo3bl MOHOTUJIpAT (caxap MOJIOUHBIN) (cM. paznen 4.4).

Jlamorpumokud, 100 mr, TabaeTKu

Kaxnas Tabnerka cogepxkut 100 Mr 1aMOTpHIKHHA.
BcnomoraTenbHble BeleCTBa, HAJMYME KOTOPBIX HA/J0 YYUTHIBaTh B COCTaBE JICKAPCTBEHHOI'O
npenapara: JJaKTo3bl MOHOTHJIpAT (caxap MOJIOUHBIN) (cM. paznen 4.4).

Jlamorpumkni, 200 Mr, Ta0JIETKH

Kaxnas Tabnerka cogepxut 200 Mr 1aMOTPHIKHHA.
BcnomoraTenpHble BelECTBa, HAJMYME KOTOPBIX HAJ0 YYUTHIBATh B COCTaBE JIEKAPCTBEHHOTO
npernapara; JJakTo3bl MOHOTHIPAT (caxap MoJIouHbIH) (cM. pasnen 4.4).

[TonHBIN TIEpevYeHb BCIOMOTATEIBHBIX BEIIECTB MPUBENICH B pasnene 6.1.

3. JEKAPCTBEHHAA ®OPMA

Ta0OeTku.
Kpyrible miockomummHApuIecKue Ta0IeTKu 0e10ro Win Oeoro ¢ KeNTOBAaThIM OTTEHKOM I[BETa

C PHUCKO# C OJTHOM CTOPOHBI U (hacKaMu C IBYX CTOPOH.

Crpanuna 1 u3 39
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4. KINMHUYECKHUE JAHHBIE (NOCNEOOBATENEHOCTE 0001)
4.1. Iloxka3aHusi K NPUMEHEHUIO

Onuiiencus

B3pocnvie u oemu (cmapwie 12 nem)

Onunencusi (MaplyalbHBIE W TCHEPATM30BAHHBIC MPHITAJIKH, BKIIOYAs TOHUKO-KIOHHYECKUE
MPUIIAJIKY, a TaKKe Mpunaaku npu cunjapome Jlennokca-I'acto) B coctaBe KOMOMHHPOBAHHOU
Tepanuu Wil MOHOTEPAIHH.

Jlemu om 3 0o 12 nem

Onunencusi (MaplyalbHbBIE W TCHEPATM30BAHHBIC TPHUMAAKH, BKIIOYAs TOHHUKO-KIOHHYECKUE
NPUIAJIKY, a TaKKe Mpunaaku npu cunjapome Jlennokca-I'acto) B coctaBe KOMOMHHPOBAHHOU
TEparnuu.

[Tocne nocTukeHus: KOHTPOJIS SMUIIETICUM HAa POHE KOMOMHUPOBAHHOM TE€paruy COMyTCTBYIOLINE
npotuBodnmientudeckue mpenapathl ([IDI1) mMoryt ObITH OTMEHEHBI, W HpPUEM Mpernapara
JlaMOTpHIKUH MPOJOIDKEH B PEKUME MOHOTEPATTUH.

MoHoTepanus THIUYHBIX a0CaHCOB.

Bunossipaoe addekTuBHOE PACCTPONUCTBO

Bspocnvie (18 nem u cmapuwie)
[TpenynpexaeHre HapyIICHHA HACTPOSHUS (IENPEecCHd, MaHWH, THUIOMAaHWUH, CMEIIAHHBIX

SMU30/I0B) Y MAIIUEHTOB C OUMOISIPHBIM apPEKTUBHBIM PACCTPOKUCTBOM.

4.2. Pe:kuM 103UPOBAHNS M CIOCO0 MPUMEHEHUSI

Criocob nnpuMeHeHus

Jlng npuema BHYTpb.

Talnerku ciemyeT rJ10TaTh HEIUKOM, HE pa3KeBbIBaTh, HE Pa3IaMbIBATh.

Ecnu paccuntanHas no3a npenapara JlamMOTpuUKMH (Hampumep, NMpU NPUMEHEHUH Y JeTei
(TONBKO TPH MUJIETICUM) WM Y NAIlMEHTOB ¢ HapylleHueM (QYyHKUIHU NEYEeHU) HE MOXKET ObITh
pasjiesieHa Ha 11eJ10€ KOJIM4eCTBO TalblIeTok 0oJiee HU3KOM TO3UPOBKH, TO MALMEHTY JOJKHA OBITh
Ha3HaueHa Takasl /1032, KOTOpasi COOTBETCTBYET OjMKaiilieMy 3HauU€HHIO 1esIoi TabyeTku Oosee
HU3KOW JI03UPOBKH.

Bo300HOBICHHE OPpUMCHCHUS IIperiapara

B caydae B0300HOBIIEHHS NpUMEHEHHUs Npenaparta JIaMOTpUDKMH Bpay JOJDKEH OLEHHUTH
HEOOXO/JMMOCTh TOBBILIEHUS J03bl IMpernapara [0 MOJJEPKUBAIOLIeH 03Bl Ipernapara
nanueHTaM, KOTOpble MpeKpaTHiid MpUeM Mpenapara Mo KakoH-1u0o MpUYMHE, MOCKOJIBKY
BBICOKME HAYaJIbHBIE 036l M OTKJIOHEHHME OT PEKOMEHIYEMOI0 pPEXHMa IOBBIIICHUS 1035l

COIIPOBOKAACTCA pPUCKOM PA3BUTHUA TSDKENIoi (I)OpMLI ceinu. YeMm Ooblire ponuIo BpEMCHHU I1OCJIC
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MOCJICTHETO TpHeMa Ipernapara, TeM C OoJbliei OCT%Q}KHE‘;L%'@;&&W ';ngEﬁﬁ%;'r_sqﬁosy

npernapata 10 nojAepxkuBarouieil. Ecnu BpeMs mociie IpekpalieHusi IpueMa Ipernapara
HpeBBIIIACT 5 Ieproa0B monyBbiBeaeHus (T1/2), TO 7032 TAMOTPHDKUHA JOJKHA TTOBBIIIATHCS JI0
MO//IEPKUBAIOILIEN COTTIAaCHO COOTBETCTBYIOLIEH cxeMe. Tepamnuto npenaparoM JIaMOTpuIKUH He
cienyeT BO30OHOBIIATH y MAllMEHTOB, MPEKpAllleHUE JICYEHUS Y KOTOPHIX OBLIO CBSI3aHO C
MOSIBJIECHUEM CBIIIM, KPOME CIIy4aeB, KOTJa IOTEHIMAIbHAS [10J1b3a OT TaKOM Teparuu OYeBUIHO
IIPEBBILIAET BO3MOXKHBIE PUCKH.

PexxuM 1o3upoBaHus

dnuiencus
Monomepanus snunencuu

Bspocnvie u oemu cmapwe 12 nem (Tabauya 1)

HauanbHas no3a npenapata JlaMOTpuIKuH pyu MOHOTEpAuK cocTaBisieT 25 Mr 1 pa3 B CyTKH B
TEYEHUE 2 HeleNlb C IMOCIEIYIOUIMM IOBBIIIEHHEM 103kl o 50 Mr 1 pa3 B CyTKH B TeueHHE
2 Henenb. 3aTeM 103y cleAyeT yBeauuuBaTh MakcumaiibHo Ha 50-100 Mr xaxsple 1-2 Henenu 1o
JOCTHKEHUS ONTHMAJIBHOTO TeparneBTudeckoro agdexra. OObIYHas MOJAEPKUBAIONIAS 03a [T
JOCTHKEHUSI ONTUMAIBHOTO TepaneBTuueckoro sddekra cocrapnser 100-200 mr/cyt B 1 win
2 mpueMa. HekoTopbIM manueHTaMm Ui JOCTHXKEHMS KeJaeMOro TepaneBTH4ecKoro 3ddexra
TpebyeTcst no3a npenapara Jlamorpumxun 500 mr/cyT.

Jlemu 6 sozpacme om 3 0o 12 niem (Tabauua 2)

Hauanphas no3a mnpenapara JIaMOTpUIKMH TpU MOHOTEpPANUHU MAlMEHTOB C TUIUYHBIMU
abcancamu cocrtapisieT 0,3 mr/kr/cyT B 1 unu 2 mpuema B TeUeHHE 2 HEAeNb ¢ MOCIEAYIOUUM
MOBBIIIEHHEM 70361 10 0,6 MI/Kr/cyT B 1 win 2 mprema B Te€UEHHUE CIEAYIONUX 2 HeIeNb. 3aTeM
JI03y TIperapaTta CleIyeT yBEeIWYMBaTh MakcuMaiabHO Ha 0,6 Mr/Kr kaxnaple 1-2 Hemenu 1o
JOCTHIKEHUS ONITUMAIBHOTO TepaneBTuYecKoro 3gdexra. OObIYHAS MOAePKUBAIOIIAs 1032 AJIs
JOCTHIKEHHS OMITUMAILHOTO TepaneBTHIeckoro 3ddexra cocrapnset ot 1 1o 10 mr/kr/cyT B 1 unun
2 mpueMa, XOTsI HEKOTOPBIM TMallMeHTaM ¢ TUITMYHBIMU a0CaHCaMu JIJIsl TOCTHUKEHUS JKeJIaeMOTo
TepaneBTUYecKoro 3 dexra TpedyroTcst 601ee BEICOKUE T035I.

BcenencTBue pucka pa3BUTHSI CBIIA HE CIEAYET MPEBbINIATh HAYaJIbHYHO J03Yy Ipernapata u
OTKJIOHSITBCS OT PEXKUMA MOCIIETYIOIIETO MOBBIIICHUS J103bl.

B cocmase kombunuposannou mepanuu snunencuu

Bspocnvie u oemu cmapwe 12 aem (Tabauua 1)

VY nmanueHToB, KOTOpBIE yKe MOJIy4aloT BaJbIpoar B coueTanuu ¢ Apyrumu 1011 nnm 6e3 Hux,
HayvajbpHas J03a npenapara JIaMOTpUKUH COCTaBIISIET 25 MT uepe3 JI€Hb B TE€UEHHE 2 HEJENb, B
JnanbHeWmeM — 1o 25 Mr 1 pa3 B CyTKH B TeueHUE 2 HelleNb. 3aTeM /103y CleAyeT YBEIHMYnBaTh

MakcUMaJIbHO Ha 25-50 Mr kaxnaele 1-2 Hemenu 0  JOCTHMIKEHUS — ONTHMAJIBHOIO
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TepaneBTuueckoro 3¢ dekra. OObIdHAST TTOAIEP <HBammglgaéa%;:E&¥%&}ﬂf; '5 ﬁzl'l;!l%'ﬁ'ﬂﬁoro

TepaneBTruueckoro 3 dekra cocrasiser 100-200 mr/cyt B 1 unu 2 nmpuema.

VY nanueHToB, KOTOpbIE MOJYy4yaloT comyTcTByomyto Tepanuto II19I1 mau npyrue npenapartsl,
KOTOPBIE MHAYLIUPYIOT TIIIOKYPOHU3AIHIO JIAMOTPUKUHA B coueTaHuu ¢ apyrumu [I911 unu 6e3
HUX (32 MCKIIIOYEHUEM BAJIBIIPOATOB), HayalbHas J103a IpenapaTta JIaMOTpUIKHUH COCTaBIseT
50 mr 1 pa3 B cyTku B TeueHue 2 Henenb, B nanbHeimem — 100 mr/cyt B 2 mpuema B T€4eHUE
2 Henenb. 3aTeM J03y CIEAYET yBeIW4MBaTh MakcuManbHO Ha 100 mr xaxaele 1-2 Henenu no
JOCTHKEHUS ONITUMAJIBHOTO TepaneBTUuYecKoro 3gdexra. OObIYHAs MOAIePKUBAOIAs 1032 s
JIOCTHDKCHHS ONITUMAILHOTO TeparneBTruueckoro a¢dexra cocrapiser 200-400 mr/cyt B 2 mprema.
HekoTopbiM manueHTaM JUIsl JOCTHIKCHHS JKEJIaeMOI0 TEpareBTHYECKOTO 3PQeKrTa MOXKeT
noTpeboBaThCsl Ha3HaYeHHE npenapara Jlamorpumkun B 1o3e 700 Mr/cyT.

VY nmanueHToB, MPUHUMAIOIINX IPYTHE Mpenaparhbl, KOTOPbIE CYIIECTBEHHO HE MHTUOUPYIOT U HE
UHAYIUPYIOT TIIIOKYPOHHU3AIHIO JIAMOTPU/KUHA, HadajdbHas /103a IMperapaTra COCTaBisieT 25 mMr
1 pa3 B cyTKHM B Te€4eHUE 2 HEAENb, B AaibHelneM — 50 Mr 1 pa3 B CyTKU B TeUeHHE 2 HEHEIb.
3areM a03y chemayeT yBenwuumBaTh MakcuManbHO Ha 50-100 Mr kaxknmeie 1-2 Hemenm 10
JOCTHIKEHUS ONITUMANIBHOTO TepaneBTUuYeckoro 3gdekxra. OObIYHAs MOAIePKUBAOIAs 1032 IS
JOCTHKEHUSI ONTUMAIBHOTO TepaneBTuueckoro sddekra cocrapnser 100-200 mr/cyt B 1 win
2 npuema.

Tabmuna 1. PexoMmeHayemblil peXuM J03WpOBaHUs Ipernapara JIaMOTpHDKMH TpU JICYCHUU

SIUJIETICUU Y B3POCIBIX U AeTel cTapiue 12 ner

Pexum no3uposanus Henens Henens [ToxnepxuBaromas
1-2 3-4 J03a
Momnotepanus 25wmr (1 paz3B | 50 mr (1 pa3z | 100-200 mr (B 1 unmmn
CYTKH) B CYTKH) 2 mpuema). Jlo3bl
MOTYT OBbIThH
VBEJTMUCHBI Ha

50-100 Mr xakaele

1-2 wenenmu s

JIOCTHKEHUS
MOJEP>KUBAOIIEN
JTO3BI.
KomOunupoBaHHas Tepanus ¢ 12,5 mMr 25 mr (1 pa3 | 100-200 mr (B 1 unu
BAJIBIIPOATOM BHE 3aBUCUMOCTH OT (HazHauaemasi | B CyTKH) 2 mnpuema). Jlo3bl
JIPYroy CONyTCTBYIOLIEH Teparnu 1o 25 Mmr uepes MOTYT OBbITh
JICHb ) YBEJIUYEHBI Ha
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UCIIOJIB30BATHCS C
JIpYTrUMU
npenapaTami,
KOTOpEBIE
CYILECTBEHHO HE
UHTUOUPYIOT U HE
UHTYITUPYIOT
TIIIOKYPOHHU3ALNIO

JJaMOTpHUKHHA

ot 26.10.2023 N2 21550
MCIMEAUEATERERY P Jaibie
1-2 wemenu muid
JOCTHKEHUS
MOJEP>KUBAIOIIEH
JI03BI.
OTOT pexum 50mr (I pazs | 100wmr (B2 |200-400 Mr (B
JTOJDKEH CYTKH) npuemMa) 2 mpuema).
HCIIOJIb30BAThCS C Jl03b1 MOTYT OBITH
(bEeHUTONHOM, VBEJIMUEHBI  Ha
KapOaMa3enmuHoOM, 100 mr xaxapie 1-2
dbenobapOuTamom, HEJEeN I
MPUMHJIOHOM WJIH JOCTHKEHUS
JIpPYTrUMU MOJEP>KUBAOIIEN
UHIYKTOPaMHU JI03BI.
KoMOuHMpoBaHHas | TIIIOKYPOHU3AINH
Tepanus 0e3 | JaMOTpHIKUHA
BaJIbIIpOaTa OTOT pexumM 25wmr (1 pazB | 50 mr (1 pa3 | 100-200 mr (B 1
JTOJIKEH CYTKH) B CYTKH) WIH 2 IpUeMa).

J103b1 MOTYT OBITH
YBEJIMYCHBI Ha
50-100 Mr kaxxmapie
1-2 Hemenmun s
JOCTHOKEHUS

MNOAACPIKUB arolei

JO3BbI.

BaJIbIIpOaTaMHu.

JaMOTPUIKMHOM B HACTOAIICC BpPEMA HCU3BECTHO,

vy ManueHTOB, IMPUHUMAKONIINX HQH, (I)apMaKOKI/IHeTI/I‘-IeCKOG B3aUMOJCHCTBHUE KOTOPLBIX C
JOJDKCH HCIIOJIB30BATHCA PEIKUM

A0O3NpOBaHMA, peKOMeH}IOBaHHBIﬁ AJd OpUMCHCHHA JIAaMOTPU/PKWHA B KOM6I/IHaHI/II/I C

BCHG}ICTBI/IG PpUCKa pa3BUTHA CbBIIIKM HE CICAYET IPCBLIIIATh HAYAJIbHYIO 03y Ipfcrapara

HaMOTpI/I)I)KI/IH M OTKJIOHATBHCA OT pEKUMa MOCICAYIOMETO IMOBBIMICHUS J03bI.
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Hemu 6 so3pacme om 3 00 12 nem (Tabruya 2) (MOCHELOBATENBHOCTL 0001)

VY nmanueHToB, NPUHUMAIOIINX BaJIbIIPOaThl B coueTanuu ¢ npyrumu 1311 nnm 6e3 Hux, HadanpHas
no3a npenapara Jlamotpumkun coctasisier 0,15 mr/kr/cyt 1 pa3 B cyTku B TedeHHE 2 Hellelb, B
nanpHedmem — 0,3 Mr/kr/cyt 1 pa3 B CyTKM B T€UEGHHE 2 HeEAeNb. 3aTeM J103a MOXKET OBITh
yBelMyeHa MakcumaibHOo Ha 0,3 Mr/kr kaxniele 1-2 Hemenaw 10 TOCTHXKEHUS ONTUMATIbHOIO
TepaneBTHIecKoro dpdexra. OObIYHAS MOICPKUBAIOIIAS 1032 IS TOCTHKEHUS ONITUMAaIHLHOTO
TepaneBTHYeCKoro 3 dexra cocrapister 1-5 Mr/kr/cyt B 1 wnu 2 npuema. MakcumasnbHas 7032
coctapsieT 200 mr/cyT.

Y nanuentoB, kotopele mnoaydaror [IDII wnm gpyrue mnpenapaThl, WHIYLHUPYIOLIKE
TITFOKYPOHH3AIUIO JIAMOTPUDKUHA, B codeTanuu ¢ apyrumu [1911 nnm 6e3 HuX (3a HCKITFOYeHUEM
BaJILIIPOATOB), HavyaJjibHas J103a rpernapara JlamoTpuxuH COCTaBJIAET
0,6 mr/kr/cyT B 2 mpueMa B TeUeHHUE 2 HEJNeNb, B JanbHelmeM — 1,2 Mr/kr/cyt B 2 mpuema B
T€YeHHe 2 HeAeNb. 3aTeM 03y ClIe[yeT YBEIMYMBAaTh MaKCHUMalbHO Ha 1,2 MI/KT KaK[ble
1-2 wemenmu A0 JOCTHKCHHSI ONTHMAIBHOTO TepameBTHYecKoro dddekra. OObryHAS
MO IJICPIKUBAIOIIAS 1032 IS TOCTHYKEHUS ONITHMATILHOTO TePaNeBTUIECKOTro 3(peKTa cocTaBisier
5-15 mr/kr/cyt B 1 unu 2 npuema. MakcumainbHas 1o3a coctaBiset 400 mr/cyT.

VY nanueHToB, MPUHUMAIOIINX IPYTHE Mpenaparhbl, KOTOPbIE CYIIECTBEHHO HE UHTUOUPYIOT U HE
WHAYIUPYIOT DIIOKYPOHHU3AIUIO JAMOTPHDKWHA, HadalbHas Jo3a mnpenapara JIamMOTpHIKUH
cocraisieT 0,3 mr/kr/cyt B 1 unu 2 npuema B TeUeHHE 2 Hellelb, B ganpHeimeM — 0,6 mMr/kr/cyT
B | unu 2 mpuema B TedeHHe 2 HeJeNb. 3aTeM /103y CIeAyeT YBEIMYMBAaTh MaKCHMalbHO Ha
0,6 mr/kr kaxnaesie 1-2 Hemenu, moka He OyIeT JOCTUTHYT ONTHMAIbHBIA TEparneBTUYECKUUN
s dext. OObIUHAS MOAACPIKUBAOIIAS 1032 ISl JOCTHKEHHS ONTUMAJIBHOTO TEPAreBTUYECKOTO
abdexra cocraBnsier 1-10 mr/kr/cyr B 1 wim 2 npuema. MakcumanibHasi 703a COCTaBJISIET
200 mr/cyT.

Bo3moxkHO, uTO manueHTaMm B Bo3pacTte OoT 3 1o 6 neT moTpelyercs MoJAep KUBaromias 103a,
HaXOoJAIIasiCs Ha BEPXHEH rpaHuIe peKOMEHIyeMOro JIhana3ona.

BcenenctBue pucka pa3BUTHS CBHIMM HE CIEAYeT MPEBBINIATh HAYaIbHYIO 03y Ipernapara
JIaMOTpHIKUH U OTKJIOHATHCS OT PEKUMA MOCIEAYIONIETO MOBHIIICHUS JO3BI.

Jns oOecrieueHuss HaANMeXalleld MMOAECPKUBAIOIICH TEparneBTUYECKOM J03bl HEOOXOIUMO
KOHTPOJIMPOBATh Maccy Tena pebeHKa W KOPPEeKTHPOBATh 103y Ipernapara Mpyu ee W3MEHEHHH.
[Tpr HEOOXOAMMOCTH, JIJIsl 00SCIICUeHNs TOYHOTO JO3MPOBAHUSA Ha HAYaIbHOM IdTare Teparu,
clenyeT MPUMEHSTh mpemnapar JlamoTpumkuH B Ooliee HU3KOH JO3UPOBKE C TMOCIEAYIOIIUM

nepexoa0M Ha TabaeTKu A03upoBKoit 25 mr, 50 mr umu 100 mr.
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Tabmuma 2. PekoMeHIyeMbIil pEeXUM JT03UPOBAHUS nﬂgﬁbi)ajlgﬂﬁéﬁb}_%c{pﬁ"ﬁégﬁnn

SIWIICTICUU Y IeTel B Bo3pacte OT 3 10 12 neT (cyTouHas 103a B MI/KI/CYT)

Pexxum no3upoBanus Henens Henens [TonnepxuBaromas
1-2 3-4 71032
MoHoTepanust THTUYHBIX a0CAaHCOB 0,3mr/kr (B1 | 0,6 mr/kr (B 1 | [ToBbIIeHHE O3B
i 2 WA 2 Ha 0,6 mMr/kr
npuemMa) npruemMa) KaXKJIbIe 1-2
HeAenu hi (6]
JIOCTHKEHUS
MOJEPKUBAOLIEN

10361 1-10 mr/kr (B
1 niu 2 npuema)

10 MaKCUMaJIbHOU

10361 200 Mr/cyT.
KomOuHHMpoBaHHas Tepanus ¢ 0,15 mr/xr (1 | 0,3 mr/kr (1 [ToBbImICHHE 1036
BaJIbIIpOaTaMH BHE 3aBUCUMOCTH OT pa3 B CyTKHM) | pa3 B CyTKH) | Ha 0,3 mr/kr
JIPYroy CONyTCTBYIOLIEH Teparnu KaKJIbIe 1-2
HE/IeH 10
JOCTHKEHUS
MO P>KUBAIOIIEH
no36l 1-5
Mr/kr/cyT (B 1 min
2 mpuema) 10
JOCTHOKEHUS
MaKCHMaJIbHON
n03bl 200 mr/cyT.
OTOT pexuMm 0,6 mr/kr (B2 | 1,2 mr/kr (B2 | [loBbllieHHe 10361
JI03UPOBaHUs nprema) nprema) Ha 1,2 Mr/kr
JIOJIKEH Kaxapie 1-2
UCTIOJTB30BaThCS C HEJIeIH hi (0]
(beHUTONHOM, JIOCTHKEHUS
KapOaMa3emnuHoM, MOJIeP>KUBAIOIIEH
dbenobapOuTamom, JTO3bI
MPUMHUJOHOM WIIH 5-15 mr/kr/cyT (B
JIPYTUMH
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KomOunupoBaHHas | HHAYKTOpaMH (MPCNEOOBATE 'i:'ﬁhﬁ:i'-ﬁﬁ;re%ﬂ
Tepanus 0e3 | TIIFOKYypOHH3AINH JIO0 TOCTHIKEHUS
BaJIbIIPOATOB JaMOTPHUIKUHA MaKCHUMaJIbHOM
110361 400 mr/cyT.
DTOT pexum 0,3mr/kr (81 | 0,6 mr/kr (B 1 [ToBelLIEHUE HO3BI
TIOJIKEH Wi 2 WM 2 IpueMa) | ga 0,6 MI/kr
HCIIOJIB30BATHCS C | TIpHEMa) KaXKJIbIe 1-2
npernapaTami, HeAenu hi (6]
KOTOpBIC JIOCTHKEHUS
3HAYUTEIBHO HE MOJEPKUBAOLIEN
UHTHOUPYIOT U HE JIO3BI

UHAYIUPYIOT 1-10 mr/kr/cyT (B

TITIOKYPOHHU3ALIMIO 1 unu 2 npuema)

JaMOTPHJDKHUHA JIO0 TOCTHIKEHUS
MaKCUMalbHOMI
no3e1 200 mr/cyT.

VY manumentos, npuuMatonmx [10I1, dapmakokuHETHYECKOE B3aMMOJEHCTBHE KOTOPBIX C
JAMOTPHUJKUHOM B HACTOSIIEE BpPEMS HEU3BECTHO, JOJDKEH HCIOJIB30BAaThCA PEXUM
J03UPOBaHUs, PEKOMEHJOBAaHHBIA JUIsI MPUMEHEHHs JaMOTPUKMHA B KOMOMHAIMM C
BaJIbIIPOATaMH.

Ecinu paccuuTtanHas CyTo4Has /1034 y IMAalMEHTOB, NMPUHUMAIOIIUX BaJbIPOAT, COCTABIISAET
2,5-5 Mr, To MOXXHO Ha3HA4MThH mpenapar JIaMOTPUIKUH B JO3MPOBKE 5 MT yepe3 JIeHb B
TE€UYEHUE NEPBBIX IBYX HENEIIb.

Ecan paccunrtanHas Ccyro4yHas 103a y MALMEHTOB, NPUHUMAIOIIMX BajbIIpOaT, COCTABISAET
MeHee 2,5 Mr, npenapat JIaMoTpuKMH Ha3HayaTh HE CIIeyeT.

HeoOxonuMo npuHUMaTh BO BHUMaHKE, 4TO npenapat JIaMOTpuKUH B TOCTYITHOM TO3UPOBKE
SMr He o0ecrneynBaeT TOYHOE JO3MPOBAaHUE

JaMOTpUI’KMHA B  COOTBCTCTBHU C

PEKOMCEHAAIAMU B HAYAJIC TCpaAIlluU Y JIETEeM C Maccoil Tena MEHee 17 xr.

Jlemu maaowe 3 1em

HpI/IMCHeHI/IC JJaMOTpPUIKNHA HC U3YUYCHO B KaUCCTBC MOHOTCPpAIINU Y JIeTel B BO3pacTe 10 2 ner
WM B Ka4eCTBE JOMNOJIHUTEIbHOM TCpalu y JeTe B BO3pacTe no 1 Mecsia. be3omacHoCcTh U
Bq)(i)eKTI/IBHOCTB JaMOTpUIKHHA B KAYCCTBE )IOHOHHHTCHBHOﬁ TEpanru mapuruaJIbHbIX ITPUITAIKOB

y AeTel B Bo3pacTte OT | mecsia 10 2 JIeT He yCTaHOBJIEHBI.
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
oT 26102023 N2 ._]""_II

(R s |

VY nereit mnaame 3 neT NpUMEHEHUE TBEPIbIX KapCTBéQH_'I)I-'X—l(EEHD E(KJ’I%BEIE' I{Eﬁﬂ%@éﬂbHo

HEJb351 PACTBOPUTSH U T. I1.) HE Pa3pelleHO.

Obwue pekomenoayuu no pexrcumy 003UpoSaHus NPu JedeHuu INUIencuu

[Tpu otmene conyrcrByromnux [I911 wim nobasnenun Ha hoHe npuema JamotpukuHa [1911 nnn
JIPYTHUX JIEKAPCTBEHHBIX MpEnapaToB HEOOXOAUMO MPUHUMATh BO BHUMAHHUE TO, YTO 3TO MOKET
OKa3aTh BIUSHHUE Ha (PApPMAKOKUHETHKY JIAMOTPHKHHA.

bunoasipHoe adppexTuBHOE paccTpoiicTBO

Bspocnvie 6 6ozpacme 18 nem u cmapuwe

BcenencrBue pucka mosiBIEHHUS CHIMM HE CIEAYET MPEBBINIATh HAdajdbHYIO J03Y Ipernapara u
OTKJIOHATBCS OT PEKUMA IOCIIEAYIOIIETO MOBBIILIEHUS J03.

HeoGxoauMo cienoBath MEpeXOAHOMY PEKHUMY JO3MPOBAHUS, KOTOPBIM BKIIOYAET B cels
MOBBILICHHE J03bl Tpemnapata JlaMOTpuIKUMH B TeueHHe O HeNelb 10 MOAJIEp>KUBAIOLICH
crabunusupytromieit 10361 (Tabnuua 3), mocne 4ero npu HaJIUYMM MMOKa3aHUNW MOKHO OTMEHSITh

Jpyrue ncuxoTporHbie npenapatsl u/wim [1911 (Tabnuna 4).

Tabnmuna 3. PexomeHIyeMblil peXHM TMOBBIIICHUS J03bl Mpenapara JlaMOTpumkuH Ans
JOCTHKEHUS TOJACPKUBAIOIICH CYTOYHON CTaOWIM3UpYIoieil 1036l y B3pochbix (18 mer u

cTapie) npu OUMOISIPHOM apPEKTHBHOM PAaCCTPOHCTBE

Pexxum no3upoBanus Henemn Henenn Henens 5 enesas
1-2 34 cTabunm3upyromas
no3a (Hegens 6)**
a) Kom6unupoBanHnas tepanust | 12,5 mr 25wmr (1 paz [ S0mr(B1 | 100 mr (B 1 nim 2
C UHTHOUTOpaMu (25 mr B CYTKH) WIH 2 npueMa B CYTKH),
[JIIOKYPOHM3ALUN yepe3 npueMa B | MaKCUMaJibHast
JaMOTPUKUHA, HallpuMep, JICHb) CYTKN) CyTOYHasl 103a
BAJILIIPOATAMU 200 mr
0) KomOunupoBannas tepanus | 50 mr (1 100 mr (B2 | 200wmr (B | 300 mr Ha 6-i
C UHIYKTOpaMH pa3 B npuema B 2 mpueMa B | HeJllele TepanmH,
IJIFOKYPOHH3AUHU CYTKH) CYTKH) CYTKH) pu
JAMOTPHUKUHA Y TTAllUEHTOB, HE0O0XO0IMMOCTH
HE PUHUMAIOIINX YBEIUYUTH 103y
UHTUOUTOPBI, TAKHE KaK 10 400 Mr/cyt Ha
BaJILIIPOAT. DTOT PEKUM 7-1 Henene
JIOJKEH MCIIOITb30BATHCS C Tepanuu (B 2
(EeHUTONHOM, npueMa B CYTKH)
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 26.10.2023 N= 21550

(MOQNEOOBATE[TEHOCTE U0UT)

KapOama3enuHOM,

(dhenobapoduramom,
MPUMHIOHOM HITH PYTHMHU
HHIyKTOpaMU
[IIIOKYPOHH3AIUN
JIAMOTPHUPKAHA

B) MoHoTepamnus 25 mr (1 50wmr (B 1 100 mr (B | 200 mr (oT 100 mr

JIaMOTPHUJIPKUHOM WIIH pa3 B Wi 2 1 wm 2 10 400 mr) (B 1
KOMOWHUPOBAHHASA TEPANUsl y | CYTKH) npuema B IpyUeMa B | WIK 2 IpueMa B
MaLUEHTOB, IPUHUMAIOIINX CYTKH) CYTKH) CYTKH)

JpyTye mpenaparbl, KOTOpbie
HE OKa3bIBAIOT 3HAYUTEIHLHOTO
UHIYLUUPYIOLIETO WIN
WHTUOHMPYIOIIETO NeHCTBUS HA
TIIIOKYPOHU3AIHIO

JJaMOTpPHUJPKHHA

[Tpumeuanue: y nanuento, npuauMatonmx [1911, papmakokuHeTHUECKOE B3aUMOICHCTBIE
KOTOPBIX C JJaAMOTPUKUHOM B HACTOSIIEE BPEMSI HEM3BECTHO, JIOJKEH UCIIOJIB30BAThCS PEXKUM
MOBBIIIEHUS J103bl, PEKOMEH/IOBaHHbIM I NMPUMEHEHUs JaMOTPUIKUHA B KOMOMHALUM C

BaJibIIpoaTaMu.

** JlenmeBast cTaOMIM3UPYIOIIAs 7032 MOXKET HU3MEHATHCS B 3aBUCUMOCTH OT KJIMHHYECKOTO

s dexra.

a) KOM6MHMD0661HHCI}Z mepanusi C uH2u6umopaMM SAIOKYPOHU3auuu ]ZaMOMDud?iCMHa, Hanpumep,

eajibnpoamamu

Havanenas nos3a mnpenapara JlamMOTpUIKUMH y MAalMEHTOB, JOMOJHUTENBHO NPUHUMAIOLINX
npenapaTsl, MHTHOMPYIOIIME TJIIOKYPOHU3AIINIO, TAKHE KaK BaJIbIIPOATHI, COCTABIISIET 25 MI uepes
JI€Hb B TE€YEHHME 2 HeZenb, 3aTeM 25 Mr 1 pa3 B cyTku B TeueHue 2 Henenb. [lo3y ciemyer
yBenu4uTh 10 50 Mr 1 pa3 B cyTku (MM B 2 mpuema) Ha 5 Henene. OObIuHas LeneBas 103a s
JIOCTHKEHHUSI ONTUMAIbHOIO TeparneBTuyeckoro 3ddexra cocrasiser 100 mr/cyt B 1 nmm 2
npuema. OgHAKO /1032 MOXKET OBITh YBEIMUYEHA 10 MaKCHUMalbHOM cyTouHOM 10361 200 mMr B
3aBHCUMOCTH OT KJIMHUYECKOTro 3¢ deKra.

6) KOM6MHUDO@CIHHG}Z mepanusi ¢ quVKmopaMu SAIOKYpoORU3auuu JZCZMOWIDMO.?!CMHCI Y nayuennoes,

HE npurnumarowux uH2u6umopbz, makKue KAk __ 8aibnpoamvl. IMOmM _ PedCUM 00J19iCeH

UCHOAbL308AMNBCS C (DeHUMOUHOM, KapOamMazenunom, henobapbumaiom, NPUMUOOHOM U OPY2UMU

uH()VKmODaMM SJAIOKYpORU3ayuu JzajwompudofcuHa
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COOTBETCTBYET 3KCNEPTHOMY OTYETY
0 20727

ot 26.10.2023 N= 21550

Hauanbnas nosza npenapara JlamoTpumxux |y naun@ﬂ%é—,—] E)%Et&éﬁg@;[lﬁﬁ s Eﬁﬁﬁé%iunx

npenaparsl, HHAYLUPYIOLIME INIIOKypOHM3aluio JamorpumkuHa, u HE mnpunumaronmx
BaJbIIPOaThl, cocTaBiseT S0 Mr 1 pa3 B CyTKu B TeueHue 2 Hepenb, 3areM 100 mr/cyt B 2 mpuema
B TeueHue 2 Henmenb. Ha 5-ii Hemene nmo3y ciemyer yBenuuuth 10 200 mr/cyt B 2 mpuema. Ha
6-i1 Henene no3a MoxeT ObITh yBesnndeHa 10 300 Mr/cyT, oJHako oObIYHas LieneBas J03a AJs
JOCTIDKEHUS! ONTHMAIBHOTO TepaneBTuieckoro 3¢ dekra cocrasiser 400 mr/cyt B 2 mpuema u
Ha3HayaeTCs, HAuMHag ¢ 7-i HeJleau JIeUeHMS.

6‘) Monomepanus ﬂaMOMDuanCMHOM uau KOM6MHMDO8GHHaﬂ mepanusa 'y nayuermaoes,

NPUHUMAOWUX npenapamsl, Komopble HE 0OKa3ble8arm CYuwecmeeHHOo20 um)vuupwomeeo uiu

uH2u6upw0mezo GAUAHUA HA CIIOKYPOHU3AUUIO ]ZCZMOH’ID”OJ!CMHG

Hauanpnas no3a npemnapara Jlamotpuxus coctaBisieT 25 Mr 1 pa3 B CyTKH B T€UEHUE 2 HECIIb,
3areM 50 mr/cyT B 1 uiu B 2 mpuema B TeueHue 2 Henenb. Ha 5-if Hepene o3y ciieyer yBeIu4nuTh
no 100 mr/cyt. OObiuHasi 1eneBast 103a A AOCTHXKEHHUS ONTHMAJIbHOTO TEpareBTHYECKOTrO
addekra cocraBuser 200 mr/cyT B 1 mnm 2 npuema. OgHAKO B KIMHUYECKHX HCCIICAOBAHUSIX
IPUMEHSUTUCH 10351 B 1uana3zoHe oT 100 no 400 wmr.

[Tocne mocTukeHUsl LENEBOM CYTOYHOW MOJAECPKHUBAIOIICH CTaOUIM3UPYIOLIEH M03bl Apyrue

HICUXOTPOITHBIE MpenapaThl MOTYT ObITh OTMeHeHbI (Tabmwuia 4).

Tabmuna 4. TlomnepxuBaromias CcTaOMIU3MpyOIas o0Imas CcyToyHas J103a Ipernapara
JlaMOTpWKUH ISl JICUSHHs] OWIONISAPHOTO ap(PEKTUBHOIO pPACCTPOMCTBA IOCIE OTMEHBI

COIMYTCTBYIOIIUX IMCHUXOTPOIIHBIX ITPEIIApaTOB HIIN TI5I1

Pexxum no3zupoBanus Henens 1 Henens 2 | Hemens 3
u janee*

a) [Tocne oTmMeHsI VY ABOUTH CTAOMIIN3UPYIOLIYIO J103Y,

UHTHOUTOPOB HE TIPEeBbIIIas YPOBHS YBETUYCHUS

TJIFOKYPOHU3AIUN Ha 100 mr/men. To ects neneBas | COXpaHUTH 103y

JAMOTPHUIKMHA, HAIIpUMeEp, crabunuzupyromas no3a 100 mr/cyr | 200 Mr/cyT B 2 mpuema.

BaJIbIIPOATOB. yBenuuMBaeTcs Ha 1-il Hexmene a0

200 mr/cyT.

0) [Tocne oTMeHbI
VHJIYKTOPOB
[JTIOKYPOHU3AIAN 400 mr 300 mr 200 mr

JaMOTpHUIKHHA B
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 26.10.2023 N= 21550

(MOCHEOOERTENEROCT & 000T)

3aBUCUMOCTHU OT UCXOTHOU

JO3BbI.
39T10T PEXUM OOJIKEH OBITH 300 Mr 225 MT 150 mr
HCITIOJB30BaH IpHu

NpUMEHEHUH (HEHUTONHA,

KapOamaszenuHa,

(dhenobapOuTana, MPUMHIOHA
YT APYTHX HHAYKTOPOB 200 mr 150 mr 100 mr
TIIIOKYPOHH3AIUN

JAMOTPUJIKUHA.

B) [Tocnie oTMeHbI Ipyrux [TonnepxuBaTh IENEBYIO 103y, JOCTUTHYTYIO B IIpOIEcce
MICUXOTPOITHBIX MPEMapaToB y | pexkrMa MOBbIMeHHs 10361 (200 MI/CyT B 2 ipuema; quama3oH
MalUEeHTOB, HE 103 ot 100 mr go 400 mr).

MIPUHUMAIOIIUX WHIYKTOPBI
VI UHTUOUTOPBI
TIIIOKYPOHH3AIUN

JIAaMOTPHUJIKUHA.

[Tpumeuanue: y nanuentos, npuaumMatonmx [1911, papmakokuHeTHUECKOE B3aUMOJICHCTBIE
KOTOpBIX C JIAMOTPUUKMHOM B HACTOSIIEE BPEMs HEU3BECTHO, PEKOMEHAYETCS COXPaHWTH
TEKYILYIO 103y JaMOTPUDKUHA U IPOBOJUTH 110A00P 103bl JAMOTPUDKUHA B 3aBUCUMOCTHU OT

KIIMHUYCCKOI'O OTBETA.

* [Ipu HE0OXOAMMOCTH 71032 MOKET OBITh yBenuueHa 10 400 mr/cyT.

a) Tepanuﬂ ]ZCZMOn’lDManCMHOM nocie _ommeHnsl KOM6HHHD0661HHOZZ mepanuu c uH2u6um0paMu

2AIOKYPOHU3auuu JzamompudofcuHa, Hanpumep, edivnpoamamu

[Tocne OTMEHBI BaJBIIPOATOB LEIEBYIO CTAOMIM3UPYIOILYIO 103y mpenaparta JlamoTpuKuH
ClIelyeT yBOUTH U MOJIEP>KUBATh HAa 3TOM YPOBHE.

6) Tepanuﬂ ]ZaMOH’lpl/lanCMHOM nocie _ommeHnsl KOM6Z/IHMD06'CIHHOZZ mepanuu c uHaVKmODaMM

2AIOKYPOHU3auuu ]laMOmDManCMHCl 6 3a6UCUMOCHIU O UCXOOHOU nO@d@DDfCMGGIOW@ZZ 003bl. Dmom

percum oondice _Obimb _ UCHOJIb306AH npu _npumeHeruu qbeHumouHa, KapéaMcBenuHa,

denobapbumana, NPUMUOOHA UAU OPY2UX UHOVKIMOPO8 2IIOKYDOHUSAUUY TAMOMPUONCUHA

I[OSy Ipemnapara HaMOTpI/III)KI/IH CJICAYyCT IMOCTCIICHHO CHMWXXATb B TCUCHUC 3 HCACIb II0CJIC
OTMCHBI HHAYKTOPOB INIIOKYPOHU3AIlIUU.

6‘) Tepanus JlaMOI’l’lpuaOfCuHOM NnocCJie OMMEHRbL COnymcmeyruwux nCuxomponHsvlx npenapamaoe, He

oKa3svlearouiux uH2u6upw0meeo ujau uH()Vuupwomezo GAUAHUA  HA  2NHKYPOHRU3AUUIO

JAAMOMPUONCUHA
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B mepuon oTMEHBI COMYTCTBYIOUIMX Ipemnap

COOTBETCTEYET 3KI
oT 26.10.2

100
ATOB no'ngcﬂa-

CMNEPTHOMY OTUETY

23 N= 21550

i-d

o
1

' Eéokpatierts’ mbiicBak | hosa

npenapara JJaMoTpuKUH, JOCTUTHYTAs B IIPOLIECCE PEXKUMA IOBBIILIEHUS TO3bI.

Koppexyus cymounoii 0ozl npenapama Jlamompuodicun y nayueHmos ¢ OUNOJAPHLIM

apgexmusHvIM paccmpoicmeom nocie 000asieHuss Opyeux npenapamos

OTCYTCTByeT KJIMHUYECKHH OIBIT B KOPPEKIHUH CYTOYHBIX 103 JaMOTPpHUIKHNHA ITIOCJIC I[O6aBJ'ICHI/I${

Ipyrux mnpenapatoB. OgHaKO Ha OCHOBAaHMM MCCIIEIOBAaHUN IO OIICHKE B3aUMOJCUCTBUS

IpenapaToB MOTYT OBITh MPEATIOKEHBI cieaytomue pekomenanuu (Tabnuma 5).

Ta6muma 5. Koppekius cyTouHbIX 103 npernapata JlamorpukuH y B3pocibix (18 et u crapiie)

¢ OunossipHbIM apPEKTUBHBIM PACCTPOHCTBOM MOCIHE J0OABICHHS APYTUX MPENapaToB

Pexxum no3upoBanust Tekymas Henensa 1 Henensa 2 Henensa 3
cTabunu3upyromas u janee
103a
JTAMOTPHUKAHA
(mr/cyT)
a) [loGaBieHne MHTHOUTOPOB CoxpaHuTb 103y
200 mr 100 mr
TIIIOKYPOHH3AINN 100 mr/cyt
JaMOTPHIKMHA (HallpuMep, CoxpaHuTh 103y
300 mr 150 mr
BaJIbIIPOATOB) B 3aBUCUMOCTH 150 mr/cyrT.
OT UCXOAHOU JTO3bI CoxpaHuThb 103y
400 mr 200 mr
JaMOTPHIKUHA. 200 mr/cyT.
0) JlobaBieHne HHIYKTOPOB
TIIIOKYPOHH3AIUT
200 mr 200 mr 300 mr 400 mr
JTaMOTPHU/KMHA Y TTAI[UEHTOB,
HE MOJTYYalONINX BaJIBIIPOATEHI,
B 3aBUCUMOCTH OT UCXOJHOM
JI03bI TAMOTPUJDKUHA.
150 mr 150 mr 225 mr 300 mr
OTOT peXHUM J0KEH ObITh
WCIIOJIb30BaH MIPH MPUMEHCHHH
¢enuTonHa, KapbaMasenuHa,
(denobapbuTana, MpUMHIOHA
WIH APYTUX UHIYKTOPOB 100 mr 100 mr 150 mr 200 mMr
TITIOKYPOHH3AIAN
JAMOTPHUKUHA.
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ot 26.10.2023 Ne 21550
B) I[OG&BJIGHI/IC ApyTrux '-i_il:l':"_iE"jl"" BATENEHULTE 0001 !

-
1

COOTBETCTEBYET ZKCNEPTHOMY OTUETY

MpernaparoB, KOTOPHIE HE
OKa3bIBAaIOT 3HAYUTEIHHOTO [ToanepxuBaTh LENEBYIO 103y, TOCTUTHYTYIO B IIpOIecce
VHTyIUPYIOLIETO HIIH pexuMa moBbIeHus 10361 (200 Mr/cyT; AnamasoH 03 OT
uHrnoupyromero aeiicreug Ha | 100 mr 1o 400 mr).

TIIIOKYPOHHU3ALIUI0

JJAaMOTpPHUJPKHHA.

[Ipumeuanue: y nanuenToB, npuauMaroniux [1911, dapMakokuHeTHYECKOE B3aUMOJICHCTBHE
KOTOPBIX C JJAMOTPHUKUHOM B HACTOSIIEE BPEMsI HEM3BECTHO, JIOJKEH UCIIOJIb30BATHCS PEXKUM
JO3UPOBAHUS, PEKOMEHJOBAHHBIM JJII TPUMEHEHUsS JaMOTPH/DKMHA B KOMOWHAIUU C

BaJibIIpoaTaMH.

Ommena mepanuu  J1AMOMPUONCUHOM Y NAYUEHMO8 ¢  OUNOIAPHBIM  AphexmusHbLM
paccmpoiucmeom

Bo Bpems nmpoBeieHNs KIMHHYECKUX UCCIIeI0BaHUI pe3kast OTMEHa JIaMOTPHUIKHMHA HE BhI3bIBAJIa
YBEJIMYEHHUSI YACTOTBHI, TSKECTH WIM H3MEHEHHs XapaKTepa HEXeNaTeJIbHBbIX peakluuid Io
cpaBHCHHMIO ¢ 1ianebo. Takum oOpa3oM, MAMEHTaM MOXHO OTMEHSATH JIAMOTPUDKHH O3
MOCTETICHHOTO CHID)KEHUS €T0 JT03bI.

Jlemu u noopocmxu maaowe 18 nem

[Ipenapara JlaMOTpuKUH He MTOKa3aH JUIsl JIeYeHUs OUTIONApHOTo apPEeKTUBHOTO pacCTPOCTBA
y IeTel M MoAPOCTKOB Miaie 18 neT.

be3zonacHocTh U 3P PEKTUBHOCTh MPUMEHEHHUS JTAMOTPUKIHA NTPU OUMOISIPHOM apPEeKTUBHOM
paccTpoiicTBe y NAIMEHTOB 3TOW BO3PACTHOH TIpyMNIbl HE OLEHUBAIUCh. TakuMm o00pa3om,
PEKOMEH/IALUH 110 IO3UPOBAHUIO MPETIOKUTH HEBO3MOKHO.

Obwue pexomenoayuu no 003uposanuro npenapama Jlamompuoxicun y 0coovix epynn nayuenmos

Kenwunwl, npunumarouue 20pMOHAIbHLIE KOHMPAUEHINUBDL

a) IIpumenenue mpenapata JIaMOTpPUDKMH MalMeHTaMH, YK€ IMOJIyYaIOLUUMH TOPMOHAJIbHbIE
KOHTPALEITUBBI:

HECMOTpPsI Ha TO, YTO IEpPOPAJIbHBIE T'OPMOHAIbHBIE KOHTPALENTUBBI ITOBBIIIAIOT KIMPEHC
JaAMOTPHUIKUHA, OTCYTCTBYET HEOOXOIMMOCTh B CIEHHUAIbHBIX PEKOMEHIAIUSAX MO0 PEeXUMY
MOBBIIICHNS O3Bl JIAMOTPUIKMHA B CBSI3U C IIPUEMOM TOJIBKO TOPMOHAJIBHBIX KOHTPALEIITUBOB.
PesxyuM MOBBIIIEHNS 103 AOJDKEH COOTBETCTBOBATH PEKOMEHAYEMbBIM YKa3aHUSIM B 3aBUCHMOCTHU
OT TOro, 100aBigeTcs JM JIaMOTPUDKUH K BaliblipoaraM (MHTUOMTOpaM TIIIOKYpOHHU3aluU
JAMOTPU/KMHA) WM HHAYKTOpaM T[UIIOKYPOHM3AIMH JaMOTPHIKWHA; WM JIAaMOTPUKUH

MNPUMCHACTCA B OTCYTCTBUC BAJIBIIPOATOB HJIM HHAYKTOPOB TJIIOKYPOHH3ALUW JIAMOTPUIKHWHA
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(cm. Tabnumy 1 mis mpUMEHEHUS TMPU SITAIETICHU 'ZH':"r:déﬁpEi;Ei

I N2 21550

LhE O .

S TRBE R npn

CMEPTHOMY OTUETY

oumnossipHoM aPeKTUBHOM paccTpoiicTe).

0) IlpuMeHeHue TOPMOHAJIBHBIX KOHTPALICITUBOB IMAlMEHTAMH, YK€ MOJy4aroUUMU
noJJIepKUBaoIKe 1036l Tpenapara Jlamotpumkunda u HE momywaronmmumMu  MHIYKTOPBI
TTFOKYPOHM3AIMN JTJaMOTPHKUHA.

B OOJIBIIIMHCTBE CITy4aeB TPEOYETCs MOBBIIICHHUE TIOIICPKUBAIOIIEH 10361 IAMOTPUKUHA, HO HE
Oosee yem B 2 pasa. llpu Ha3HaueHHM TOPMOHAIBHBIX KOHTPALICNTHUBOB PEKOMEHIYETCS
MOBBIINICHHE J103bI JaMoTpuKuHAa Ha 50-100 Mr/cyT Kakayr0 HEIEI0 B 3aBUCUMOCTH OT
KIIMHUYECKOW KapTHHBL. He pexoMeHyeTcsl IpeBhIIaTh JaHHbIE 3HAUYCHUS, €CIIU KIIMHUYECKOe
COCTOSTHUE MAIMEHTa HEe TPEOYeT ManbHEHUIIEro MOBBIIICHHS TO3bI IpernapaTa JlaMoTpuKuH.

B) [lpekpamienue nmpuemMa ropMOHAIBHBIX KOHTPAICNTUBOB IMAIMEHTAMH, YXKE MOJYy4arolUMU
nojanepKuBaromue a03bl  npenapara Jlamorpumkun u HE momydarommmu  UHIYKTOPBI
[IIIOKYPOHU3AINH JTAMOTPHUIKUHA!

B OOJIBIIMHCTBE CITy4aeB TPeOyeTCs CHUKEHHE 036l penapara JlaMoTpukuH, HO He OoJiee, ueM
Ha 50 %. PekoMeHmyeTcsl MOCTENeHHOe CHUKEHNE CYTOYHOM 703kl npernapata JlamoTpu ks Ha
50-100 mr kax1yro HeAelto (CKOPOCTh CHIXKEHUS He JOJKHA MPEBHIATh 25 % OT CyTOUHO A03bI
B HEJIEINIO) B TeUeHue Oosiee 3 HelelNb, eCi KIMHUYECKOEe COCTOSIHUE MallieHTa He TpeOyeT HHOTO.

Ipumenenue amaaa%taeupa/pumouaeupa

HecmoTpss Ha TOT (akT, YTO HpPU COBMECTHOM NPUMEHEHHH C aTa3aHaBHPOM/PUTOHABHPOM
KOHLEHTpalus JaMOTPUIKUHA B IIJJa3M€ KPOBU CHMKAJIACh, KOPPEKLUU PEKUMa JO3UPOBAHUS
npenapata JIaMOTpHIKHH NPU OJTHOBPEMEHHOM MPUMEHEHUH C aTa3aHaBUPOM/PUTOHABUPOM He
TpeOyercs. [loBblieHne 1036l npenapara JJaMOTPUIKUH TOJKHO MPOBOJUTHCS HA OCHOBAHUU
peKOMEHAALUN, UCXOAS U3 TOro, A0OaBIsieTCS JU JIAMOTPUDKMH K Tepamuu BaJlblIpOaTaMu
(MHTHOUTOPBI  IVIIOKYPOHHM3allMM  JIAMOTPUJDKMHA), JMOO K  Tepalmuu  HMHIYKTOpaMu
[JIIOKYPOHH3AIMH JJaMOTPHJKHHA, TUOO0 JTaMOTPUIKUH ITPUMEHSAETCS B OTCYTCTBHE BAJILIIPOATOB
WM UHAYKTOPOB IIIIOKYPOHU3AIMH JIAMOTPHIKHAHA.

VYV nmauueHToB, y)K€ NPUHUMAKOUIMX MOJIEpKHUBAIOIME N03bl Ipenapara JIaMOTpUIKMH U HE
IPUHUMAIOIINX  MHIYKTOPBl  INIIOKYPOHM3AalMM  JIAMOTPUIKMHA, IpU  IPUMEHEHUU
aTa3aHaBHUpa/pUTOHABUPA 103y JJAMOTPHIKIHA, BO3MOXKHO, OyZeT HE0OX0IMMO TIOBBICUTS, a TIPU
OTMEHE aTa3aHaBUPa/pUTOHABUPA — IOHU3UTH.

Oco0ble TPVIIILI TAIMEHTOB

Tayuenmoi ¢ Hapywenuem yHkyuu novex
[TanmenTamM € MOYEYHOW HENOCTATOYHOCTBIO Ipernapar JIaMOTpUDKHMH clielyeT Ha3HadaTh C
OCTOPOXKHOCTHIO. [[1s MalMeHTOB € TEPMHHAIBHOM CTAaJME€l MOYEYHOM HEAOCTATOYHOCTH

Ha4YaJIbHBIC JO3bI IIpCIiapara HaMOTpI/I,H)KI/IH CJICOAYCET paCCYUTBIBATh B COOTBETCTBHUH C PCKNMOM
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JO3MPOBAaHMs ISl ITIAlMEHTOB, IPHHUMAIOIIHX 10! sl S 68 | g

CHIDKEHHEM (DYHKIIMH TOYEK MOXKET ObITh PEKOMEHI0BAaHO CHIKEHHE TIOIEPKUBAIOIINX J103.
THayuenmoi ¢ HapywieHuem QYHKYuU neveHu

HauanpHyto, BoO3pacTarollyl0 M MOJACPKHUBAIOUIYI0 103kl OOBIYHO CJIEAYET YMEHBIIUTh
npubnu3utenbHo Ha 50 % u 75 % y nmanueHToB ¢ ymepeHHo# (ctaaus B mo kmaccudukanuu
Yaiinna-Ilet0) u tsoxenoii (ctamuss C mo kinaccudpukanuu Yaiina-I1si0) cTeneHpio HapymeHHs
(GyHKIMU TI€YEeHH COOTBETCTBEHHO. Bo3pacraromas M NONAEPKUBAIONIAs O3Bl JIOJKHBI
KOPPEKTUPOBATHCS B 3aBUCUMOCTH OT KIIMHUYECKOT0 3 deKTa.

Tlayuenmwi nosicunoco eospacma (cmapue 65 1em)

He tpebyercs npoBoAUTh KOPPEKLMIO peXXUMa JO3UPOBAHUS 110 CPABHEHHMIO C PEKOMEHYEMOM
cxemoil. PapMaKOKMHETHKA JIAMOTPUPKMHA B OTOW BO3PAaCTHOM TpyIIE IPAKTUYECKU HE

OTJIMYAeTCsA OT TAKOBOM Y B3pOCJIbIX JIMI] B BO3PACTE N0 65 ner.

4.3. IlpoTuBONOKA3aAHUS
[ToBbIIEHHAs] YYBCTBUTEIBHOCTh K JIAMOTPHDKMHY WM K JIIOOOMY M3 BCIIOMOTaTEIbHBIX

BCIICCTB, IICPCUUCIICHHBIX B pa3/ICjIic 6.1.

4.4. OcoOble yKka3aHus U MepPbl NPeIOCTOPOKHOCTH NPH NPUMEHEHUH

KoHad cblb

HmeroTcss coOoOLIeHHS O HEXeNaTeNbHBIX PEaKIHsIX CO CTOPOHBI KOXKH, KOTOpBIE OOBIYHO
BO3HHUKAJIM B TEUCHHE MIEPBHIX 8§ HEAETb ITOCIe Havalla Tepaniy JaMOTPUKUHOM. BoiapmmHCTBO
BBICHITIAHUN HOCUT JIETKUIl XapakTep M MPOXOIUT CAMOCTOATEIbHO, OJHAKO TAaKXKe €cCTh
COOOIIIEHHs O BBICBHITIAHUSAX TSHKEIIOTO XapakTepa, MOTpeOOBaBIINX TOCIUTAIU3AINH MAllUeHTa U
npeKpameHus: mpuemMa JamoTpupknHa. OHM BKITIOYANM TakKHe TMOTCHIHAIBHO YTPOXKAFOIINE
KU3HU KOXKHBIE peaklinu, Kak cuHapoM CtuBeHca-/[PKOHCOHAa M TOKCHYECKHHA STHIePMaTbHBIN
Hekponu3 (cunapoM Jlaiienna). Y B3pocIbIX MAllMEHTOB, MPUMEHSIONINX JJAMOTPUKUH B paMKax
MCCJIETOBAaHHM B COOTBETCTBUU C OOLIETPUHATHIMU PEKOMEHIAINSAMHU, TSKEJIbIe KOXKHBIC PEaKIIuu
pa3BuBarOTCs ¢ yacToTor npuMepHo 1 Ha 500 maruenToB ¢ snuiencuei. [IpumepHo B mosioBUHE
TUX Ciy4aeB 3apeructpupoBad cuHIpoM CrtuseHca-JlxoHcoHa (1 na 1000 maumenToB). Y
MAIUEHTOB C OUMOJSPHBIMU PACCTPONCTBAMU TPHU MPUEME JIAMOTPUKMHA YacTOTa TSHKEIBIX
KOKHBIX BBICBHITIAHUH 110 JAHHBIM KJIMHHYECKHUX UCCIIEIOBAHUIN COCTABIISAET MPUOIU3UTENHHO | Ha
1000 manneHToB. Y eTeil pUCK pa3BUTHS TSHKENBIX KOXKHBIX BBICHITIAHHN BBIIIE, YEM Y B3POCIIBIX.
[To mmerommMcs TaHHBIM, TTOTYYSHHBIM B HECKOJIBKHX MCCIIEIOBAHMSIX 110 OIIEHKE TIPUMEHEHUS
JAMOTPHUKUHA, YacTOTa KOXKHBIX BBICHIIAHWN, MOTPEOOBABIIMX TOCHHUTAIHM3ANA, Y JETeH

cocrasiisia ot 1 Ha 300 1o 1 Ha 100 nereid. YV nereil HauanbHbIE MPOSBICHUS CHITU MOTYT OBITh
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BO3MO>KHOCTb PEaKIMM JETel Ha mpenapar, NposBISIOLIEICS pa3BUTHEM CHIIN U JIMXOPAJKH B
nepBbie 8 Hemenb Tepanuu. KpoMe Toro, oOmuil pucK pa3BUTHS CBINU, IO BCEH BUIUMOCTH, B
3HAYUTEIIBHOM Mepe CBsI3aH C:
® BBICOKOW HAYaJIbHOM [JO30M JAMOTPH/DKMHA W IIPEBBIIIEHHEM DPEKOMEHIYEMOH CXEMBI
MIOBBIILIEHUS 10361 BO BPEMS TEPAIUU JIAMOTPUKUHOM;
® OJHOBPEMEHHBIM IPUMEHEHUEM BaJlbIIpOATa.
Taxoxke He00X0AUMO IPOSIBIIATH OCTOPOKHOCTh IPHU JICUCHUH MMALMEHTOB, UMEIOIUX B aHAMHE3e
aJJIepru4ecKue peakuy WiK ChIllb B OTBET Ha ripueM Apyrux 1911, nockonbKy yactoTa pa3BuTus
chii (He Kiaccu(UIMPOBABIICHCS KaK Cepbe3Has) IOCie MPUMEHEHHs JAaMOTPUDKHUHA Y
NAlMEHTOB ¢ TAKUM aHaMHEe30M Oblja B TP pa3a BhILIE, YEM Y NAMEHTOB C HEOTATOIIEHHBIM
AHaAMHE30M.
[Ipu oOHapyXe€HUHU CBIIK BCE NALMEHTHI (B3pOCIbIE U JETH) JOJKHBI ObITh HEMEJJIEHHO
OCMOTpPEHBI BpayOM, U MpPUEM JIAMOTPUDKMHA JOJDKEH OBITh HEMEMJIEHHO IpEeKpalleH, 3a
UCKJIIIOYEHHEM TE€X CJIy4aeB, KOIJa OYEBHUJHO, YTO DPA3BUTHE CHIIU HE CBS3aHO C IPUEMOM
npenapata. He pekomeHayercss BO30OHOBIATH NPHUEM JIAMOTPHJDKMHA B CIIy4asx, KOTrJa ero
IpEIECTBYIOLIEE Ha3HAUEHUE ObLJI0 OTMEHEHO M3-3a Pa3BUTUSI KOXKHOM peakliu, CBSI3aHHOM ¢
IPUMEHEHHUEM JIAMOTPH/IKUHA, 32 UCKIIIOUEHUEM CIIy4aeB, KOTa OXKUAAEMbIN TEpareBTUYECKUI
3¢ ¢dexT OT NPUMEHEHHUs Ipernapara OYEBUAHO IPEBBIIAET BO3MOXHbIE pHucku. Coobuianoch
TaKXe, YTO ChIlb MOXKET Pa3BMBATHCS KAaK YacTh JIEKAPCTBEHHON peakuuu ¢ 303uHO(UIMen u
cucteMHbiMu nposiBneHussMH  (DRESS  cunzmpom), Tak 3xe W3BeCTHBIH KaK CHHIPOM
TUIEPYYBCTBUTEIBLHOCTU. DTO COCTOSIHUE CBSI3aHO C PA3IMYHBIMU CUCTEMHBIMU MPOSBICHUSIMH,
BKJIIOYAs JIMXOPAAKY, JIMM(pAJACHONATUIO, OTEYHOCTh JIMIIA, HApYIIEHHs CO CTOPOHBI KPOBH,
NIEYECHH, TOYEK M ACENTHYECKUH MEHMHIUT. TSKECTh MpPOSBIEHUS CHHIPOMAa BapbUpPYET B
HIMPOKUX TMpeAenax M B PEIKUX ClydasX MOMKET NpPHUBOAUTh K Pa3BUTHUIO CHHIpOMA
JTMCCEMUHHUPOBAHHOTO  BHyTpHcocyaucTtoro  cBepteiBanus (JIBC) w®  mojwopraHHO#M
HejpocTaToyHOoCcTH.  HeoOXoaumo  OTMETHUTh, UYTO  paHHUE  MPOSIBICHUS  CHUHApOMA
TUIEPUYBCTBUTENBHOCTU  (JIMXOpaaka, jauMdaneHonatus) MOTyT HaOMIOAAThCA Jaxe B
OTCYTCTBUE SBHBIX HpOsiBIEeHUI cbinmu. Ilpu pa3BUTHUM MOMOOHBIX NPHU3HAKOB U CHMIITOMOB
MAlMEHT JO0KEH HEMEUIEHHO OOpaTHThCS K Bpady, U, €cld He OyleT yCTaHOBJeHa Apyras
IIPUYMHA CUMIITOMOB, JJAMOTPHJIXKUH CIIEyeT OTMEHUTb.

AcenTuyeckuii MGHUHTUT

Pa3BuTue acenTH4ECKOr0O MEHMHIHMTA SBJSeTCs OOpaTMMBIM IIpU OTMEHE IIpernapara B
OOJIBIIMHCTBE CJIy4aeB, HO BO30OHOBISETCS B pPsA€ CiIy4daeB IMpPU IMOBTOPHOM Ha3HA4YE€HUU

JaMOTpHUIKHUHA. HOBTOpHOG NPUMCHCHUC TIPHUBOJUT K 6I)ICTp0My BO3BpAll€CHHUIO CHUMIITOMOB,
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IMMOBTOPHO MalUCHTAM, Y KOTOPBIX JICUCHUC PAaHCC OBLIO OTMEHEHO HM3-3a Pa3BUTHA aCCTITUYCCKOT'O
MCHHMHIHTA, CBA3AHHOI'O C IPUMCHCHUCM JIAMOTPpUPKHWHA.

'emodarouurapusiii uMdoructuouutos (I'JIIN)

VY nmauueHToB, IPUHUMAIOIIUX JTAMOTPUJIKIH, ObUIH 3aperucTpUpoBaHbl ciayyau pazsutus [JIT
['JII" mpencraBnsieT co00i CHHAPOM NaTOJIOTUYECKON aKTHBAIMM UMMYHHOU CHCTEMBI, KOTOPBIH
MOXET NPEACTaBIATh yrpo3dy i sku3Hu. [JII' xapakrepu3yercs TakKMMH KIMHUYECKUMHU
NpU3HAKAMU U CHUMIOTOMAaMHM, KakK JIMXOpPAJKa, Cblllb, HEBPOJOTUYECKHE CUMITOMBI,
renarocIiuieHoMeranausi,  JuM¢aJeHONaTusi,  LUTOMNEHHs,  MOBBIIICHHE  CHIBOPOTOYHOMN
KOHIIGHTpaUuu (PeppuTHHA, TUNEPTPUIIMLEPUICMUS U HapylIeHUs (GYHKIUA TICYEeHH U
cBepThIBaHUs KpoBU. Kak mpaBuiio, CHMIITOMBI HOSABIISAIOTCSA B T€UEHUE 4 HEAEb M0Ce Havaa
nedenus. HeoOxogumo HemenneHHO oOcienoBaTh MAIMEHTOB, Y KOTOPBIX pPa3BUBAIOTCS
YKa3aHHbIE IPU3HAKU U CUMIITOMBI, U paccMoTpeTh Auaruos ['JII'. Caeayer npekpaTuTh Tepanuro
JaMOTPUJIKUHOM, €CJIM JpyTas NpUUMHA Pa3BUTHS CUMIITOMOB HE MOKET ObITh YCTAHOBJICHA.

FODMOHaJIBHI)IG KOHTPALCIITHBbI

Brusanue 2opmonansHulx KOHMpayenmueos Ha hapmakoKUHemuKy 1amompuodCUna

bbuto mokazaHo, YTO KOMOMHHUpPOBAHHBIM Ipernapar ASTHUHWIACTPAAMON + JIEBOHOPrecTpel
(30 mkr +150 MKT) TpUOIM3UTENBHO B 2 pa3a MOBBIMIACT KIMPEHC JAMOTPHKIUHA, YTO TPUBOIUT
K CHUXCHMIO KOHILIGHTpAallMM JaMOTPHUJKMHA B IIa3Me KpoBH. [Ipu ero HazHaueHUM IS
JOCTH>KEHUSI MAKCHMAJIBHOT'O TepaneBTHUECKOro 3 deKTa B OOIBIINHCTBE CIIydaeB MOTpedyeTcs
HOBBIIIIEHUE MTOAJEPKHUBAIOLIUX 103 JaMOTPUIKUHA, HO He OoJiee ueM B 2 paza. Y KEeHILUH, yKe
HE T[PUHUMAIOUIMX HMHAYKTOpPHl [NIIOKYPOHW3AUMH JAMOTPUKMHA M NPUHUMAIOIINX
TOPMOHAJIbHBIE KOHTpPALIETITUBBI, CX€Ma JIEYEHUS KOTOPBIX BKJIOYAET HENENI0 IpueMa
HEaKTHBHOI'O MpenapaTa (WM HeleNbHbIM MepepblB B MpUeMe KOHTPALENTHBA), B 3TOT MEPUOJ
BpeMeHU OyzneT HaOIr0aThCsl TMOCTENIEHHOE TPAaH3UTOPHOE TOBBIIEHHE KOHIEHTpaluu
JamMoTpuKuHa. [IoBbIIeHNe KOHLIEHTpalun OyJeT BhIpaXKeHO CUIIbHEE, €CIIH YBEIMUEHUE J03bl
JaMOTpHUIKUHA OyJeT MPOBOJIUTHCSA 3a HECKOJIBKO THEH 10 NMpHeMa WIM B NEepuoj Ipuema
HEaKTUBHOTO Mpernapara.

Menunuackre paOOTHUKU JOJDKHBI BIIAJETh KIMHUYECKUMHM HAaBbIKAMM BEJCHMS IKEHILMH,
KOTOphle Ha (OHE JIeUeHUs JIaMOTPUDKMHOM HAUMHAIOT WIM MPEeKpalalT MpUHUMATh
TOPMOHAJIbHBIE KOHTPALIETITUBDI, IOCKOJIbKY B OOJIBIIMHCTBE CIIy4aeB 3TO MOTpeOdyeT KOppeKLIUn
J103bl JTAMOTPHJKHUHA.

Jpyrue mnepopaibHble KOHTPALENTUBBI M TOPMOHAJIbHAS 3aMECTUTENbHas Tepamus He ObUn
U3YYEHbI, OJHAKO OHHM MOTYT OKa3blBaThb NOJOOHOE BIMSHHE Ha (PapMaKOKMHETUYECKUE

apameTpsl JTaMOTPUKUHA.
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Bausnue namompuoscuna na gpapmaxokuHemux zopmoﬂ?zibéggogof;ﬁng%mebg

B wuccnemoBanmn ¢ ywactuem 16 370pOBBIX JI0OpPOBOJIBLIEB COBMECTHOE IPHMEHEHHE
JAMOTPUKUHA W KOMOMHHMPOBAHHOTO TOPMOHAJIBHOTO KOHTpALENTHBa (COAEpIKaIlero
STUHUJIACTPAJNOI U JICBOHOPIECTpEN) MPUBOJMIO K YMEPEHHOMY IOBBILIEHHUIO KIMpEHCa
JIGBOHOPrecTpelia ¥ M3MEHEHHSIM KOHICHTpaluK (oIUHKyIocTUMyIupytomero ropmona (OCI)
U morerHu3upyomero ropmona (JIIN). BiusHue 3THX U3MEHEHHI Ha OBYJIITOPHYIO aKTHUBHOCTb
SAUYHUKOB HEN3BeCTHO. OJIHAKO HENb3s1 UCKIHOYUTH BO3MOYKHOCTb, YTO Y HEKOTOPBIX JKEHIIVH,
IIPUHUMAOIINX JTAMOTPHKUH U TOPMOHAJIbHBIE KOHTPALENITUBBL, 3TH H3MEHEHHSI MOT'YT BBI3BaTh
CHIKeHHEe  3(Q(EeKTUBHOCTH  KOHTpauenTuBoB. [lo3ToMy  KEHIIMHBI, PUHUMAIOIINE
JAMOTPUIKUH, JTOJDKHBI OBITH MPOMHCTPYKTUPOBAHBI O HEOOXOAMMOCTH HEMEICHHO COOOIIATh
Bpauy 00 U3MEHEHUSX B XapaKTepe MEHCTPYaIbHOTO LIUKJIA, T. €. O BHE3AIHBIX KPOBOTCUEHUSIX.

Jlur Hz[pod)onaneszTae.a

JIaMOTpUIKUH ABISETCA CIA0BIM HHIHOUTOPOM JUTHAPO(OIATPETYyKTa3bl, HOITOMY CYIIECTBYET
BEPOSTHOCTh BO3JCHCTBHS Tpenapata Ha MeTa0oiau3M (oJaTOB TPU €ro JUINTEIBHOM
npuMeHeHnd. OgHako OBUIO MMOKAa3aHO, YTO JIAMOTPHDKMH HE BBI3BIBAET CYIIECTBEHHBIX
U3MEHEHUH KOHIIEHTPALUU I'eMOINIOOMHA, CpeAHEro o0beMa 3PUTPOLUTOB U KOHIEHTPALUU
(onaToB B CHIBOPOTKE KPOBU WJIM SPUTPOLIUTAX IPU ATUTEIBHOCTH IPUMEHEHUs Ipemnapara 1o 1
rojia, a TAaK)Ke HE BBI3BIBACT CYIICCTBEHHBIX M3MEHEHUI KOHLIEHTpAH (POIATOB B 3PUTPOLIATAX
IIpU JUIUTEIBHOCTU IPUMEHEHUS pernapara 10 S JeT.

Bausnue 1aMOTpUIKMHA HA CV6CTDaTLI NIEPEHOCYNKOB OPraHNYECKUX KATHOHOB 2 (OCT 2)

JlaMOTpHIKUH SIBISIETCS HHTUOMTOPOM KaHalbIeBOW cekpennu nocpenctsom 6enko — OCT 2.
DTO MOKET MPHUBECTH K MOBBINICHUIO MJIa3MEHHOW KOHIICHTPAIIMH HEKOTOPBIX JIEKAPCTBEHHBIX
CPEICTB, KOTOpBIC BBIBOMATCS TJIABHBIM oOpa3oMm modykamMu. COBMECTHOE TIPHMEHEHUE
namotpumkuHa U cyoctpatoB OCT 2 ¢ y3KMM TepameBTHUECKUM JHara3oHOM, HAMpuMeEp,
noderunuaa, He peKOMEHIyeTcsl.

IToyeyHas HETOCTATOYHOCTD

OnHOKpaTHOE HA3HAYEHHE JIAMOTPHDKUHA TAaIlUeHTaM C TEPMUHAIBHOW CTagued MOYeYHOU
HEJIOCTaTOYHOCTU HE BBISIBUJIO 3HAYUTEIBHBIX M3MEHEHUN KOHLEHTPALUUU JaMOTPUIKUHA B
azMe KpoBu. OJTHAKO HAKOIJICHHE TIIFOKYPOHUTHOTO METab0INTa BeChMa BEPOSTHO, IIOITOMY
HEOOXOAMMO  TIPOSIBJISITH  OCTOPOKHOCTh  TMPH  JICYCHUH  TMAIMEHTOB C  IMOYEYHOU
HEJOCTATOYHOCTBIO.

[TanpeHThl, IPUHUMAIOIIME APYTHE MpenapaThl, cCoaep Kaliie JaMOTPUIKIUH

Henb3s Ha3Hauats npenapat JIaMOTpUIKUH NallMEHTaM, YK€ TOJIYYaloliM IpYyrue mpenaparsl,

coJiepKaliue JaMOTPHUKUH, 0€3 KOHCY/IhTAI[iU Bpaya.
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(NOCNEQCBATENEHOCTE 0001)

Bpyragononoousie nsmenenus Ha DKIT

Odenpb peako Ha GoHe MPUMEHEHHSI TAMOTPHKIHA HAOII0JaI0Ch Pa3BUTHE OpyTraaomog0o0HbIX
n3MeHennid Ha DKI', olHaKO MPUYMHHO-CIICACTBEHHAS CBSI3b C IPUMEHEHUEM JaMOTPUIKUHA HE
ycraHoBieHa. [loaToMy nepen mpuMeHeHreM JaMOTPHIKHMHA Y MAlIMeHTOB ¢ cuHApoMoM bpyrana
ClIeIyeT THIATEeIbHO PACCMOTPETh BOZMOKHOCTh TAKOTO JICUECHUS.

Onunencus

Pe3kas orMeHa npuema J1aMOTpupKUHA, Kak U apyrux I1911, MoxeT cripoBouupoBath penyuuB
cynopor. Eciau cocrosiHue mamueHTa He TpeOyeT pe3Koro HpeKpalieHHsl Tepalud B CBSA3H C
yrpo3oii 6€30MacHOCTH MalMeHTa (HampuMep, MpH MOSBICHUHU CHIMHU), 103y JaMOTPHIKHHA
CJIEZIyeT CHMU)KATh MIOCTETIEHHO B TeUEHHE 2-X HeJelb. FIMEIOTCs COOOIEHHS O TOM, YTO TSDKEIbIe
CYIOpOXKHBIE MPHUCTYIbI, BKIOYAs SMHICNTUYECKUNA CTaTyCc, MOTYT IMPHBECTH K Pa3BUTHIO
pabaomuonu3a, nonuopranubix Hapymenuid u JIBC, nnorna ¢ netanbHbiM ucxogoM. [logo6Hbie
cily4au HaOJro1anuch Ha (POHE MPUMEHEHHS IaMOTPUKHUHA.

CyMaaiabHBIA PUCK

CUMIOTOMBI JETIPECCUU W/MIIM OUITOJISIPHOTO PACCTPOWCTBA MOTYT OTMEYATHCS y TMAIlMEHTOB C
snuinencued. Takke OBLUIO TMMOKa3aHO, YTO TMAlMEHThl C OJMNHIENCHEH U OUNOJISPHBIM
paccTpoiicTBOM HaXOAATCS B TPYINE BBICOKOTO pHcKa cyuiuaoB. Y 25-50 % mnamueHTOB ¢
OUTIOJIIPHBIM PACCTPONCTBOM HaOMIOJANACh XOTs Obl OJIHA CYHIMJANbHAs MOMNBITKA; Y TaKUX
INaUEHTOB MOXCET OTMEUaThCA yCyFyGJIGHI/IG CUMIITOMOB JCHIPCCCHUU I/I/I/IJII/I IIOABJIICHUC
CYULIUJANBHBIX MBICIICH U CYHITAaTIbHOTO MOBECHUS (CYUIIUAATBHOCTD ), HE3aBUCUMO OT IpueMa
MpernapaToB [ JeUeHUs: OUMOISPHOTO PaccTPONCTBa, BKIIIOUas TaMOTpHIKuH. CyHuiuiaibHbie
MBICJIIM W CYHMIUAAJIBHOC TIMOBCACHHUEC OTMCYAIMCHL Y IMAIUMCHTOB, NPWHUMABIINX I[IDI1 1o
HECKOJIBKUM TOKa3aHUsIM, BKJIIOYAs SMWJICTICHI0 U OWIOJSPHOE paccTporcTBO. MeTa-aHanu3
PaHIOMU3UPOBAHHBIX TUIAIE00-KOHTPOIHPYeMbIX uccienoanuii [1311 (Bkirovas 1aMOTPUIKIH)
TaK)Ke IMOKa3ajl HE3HAUYUTEIbHOE YBEIMYEHHUE CYUUUIANBHOTO pHUCKa. MexaHu3M pa3BUTHUS
JaHHOT'O pHUCKa HEHU3BCCTCH, U JOCTYIIHBIC HTAHHBIC HC HMCKIHOYAOT BO3MOXXHOCTH IOBBIIICHUSA
pYCKa CydIHJa TpU TPUMEHEHHH JaMOTpUUKHHA. Takum oOpa3oM, MalMEeHTHl OJKHBI
HAXOJHUThCSl TOJ TIIATENbHBIM HAOMIOJEHHEM Ha MpeAMET BO3HHUKHOBEHMS CYHMIIMAATbHBIX
MbIcnieil u moBeAeHus. [lanueHTs! (M TUIa, OCYIIECTBISIONINE YXOJ 3a MalMEeHTaMH) JOJKHBI
OBITH TPOMH(POPMHUPOBAHBI 0 HEOOXOIMMOCTH METUITMHCKOM KOHCYJIBTAIINH MPY BOZHUKHOBEHUH

TaKuX CUMIITOMOB.
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(NOCNEQCBATENEHOCTE 0001)

bunossipaoe addexkTUBHOE PACCTPONCTBO

Hemu u noopocmxu maaowe 18 nem

JleueHue aHTUICTIPECCAHTAMH COIPOBOXKIACTCS YBEIMUCHHEM PUCKA CYHIIMIAIBHBIX MBICICH U
HOBE/ICHHUSI y JIETCH M MOJPOCTKOB C KIMHUYECKOW JEnpeccueil W IPYyruMH TCUXUYCCKUMH
HapYIICHHUSIMH.

Knunuueckoe yxyowenue y nayuenmog ¢ OunoisapHoim agh@pexmusHvim paccmpoucmeom

Y NanueHTOB € OWIONSAPHBIM PACCTPOMCTBOM, TMOJYYAOUIMX JAMOTPUDKUAH, HEOOXOIUMO
TIIATEIHHO MOHUTOPHUPOBATH CHMITOMBI KJIMHUYECKOTO YXYAIICHHUS (BKJIFOYAs MTOSIBICHUE HOBBIX
CHMIITOMOB) U CYHIIMIAILHOCTH, OCOOCHHO B Hadaje Kypca JICYCHHS U B MOMEHT H3MCHEHHS
103b1. [TalieHThI, Y KOTOPBIX B aHAMHE3€ OTMEYATMCh CYUIIMIATBHbBIC MBICIIA HITH CYHIIUIAIBLHOE
MIOBEJICHHUE, MOJIOIbIC MAIMEHTHI M MAIMEHTHI C BHIPAKCHHBIM CYUIIUIATBHBIM MBIILJICHUEM J10
Havajia TePaIruK, HaXOIATCS B IPYIIIE BHICOKOTO PHCKAa BO3HUKHOBCHHUS CYHIIUAAIbHBIX MBICICH
WIM CYMIUJATBHOTO TIOBEACHHS, TaKHE MAIMEHThl TODKHBI HAXOAUThCS IOJ CTPOTHUM
HaOJIF0ICHHEM BO BpeMst JiedeHus. [lanueHTs! (M JInIa, OCYIIEeCTBISIOIINE YXO/I 3a allMeHTaMH)
JIOJDKHBI OBITH MTPEIYITPEIKIACHBI O HEOOXOAUMOCTH HAOIIOICHHS HA MIPEIAMET JFOOBIX YXYAIICHHMA
COCTOSIHHMS ~MAI[MEHTOB (BKJIIOYAs TMOSIBICHHE HOBBIX CHMIITOMOB) W/WIM  TOSBJICHHS
CYMIIMIAIbHBIX MBICIICH/TIOBEICHHST WM MBICICH O TPUYMHEHHUH BpeAa cebe ¥ JJIOJDKHBI
HEMEUICHHO OOpaTUThCS 3a MEIUIMHCKON IOMOIIbIO TPH TOSBACHUHM TaKUX CHMIITOMOB.
Cnemyer pacCMOTPETh BO3MOXKHOCTH BHECCHHS H3MEHCHHH B PEKHUM TEpaluu, BKIOYAs
BO3MOXKHOCTh OTMEHBI TIperapara, y MalMeHTOB, y KOTOPBIX HaOI0AaeTCs KIMHHYECKOES
yXyIuieHue (BKJIFOYas TMOSIBICHHE HOBBIX CHMIITOMOB) W/WMJIHM TIOSBJICHUE CYWIUIaTbHBIX
MBICJICH/TTOBEICHHSI, 0COOCHHO €CITH 3TH CUMIITOMBI TSDKEJIbIC, C BHE3AIMHBIM HAYaJIOM U paHee He
OTMEYAJIHCh.

Hapyiiienre cepie4Horo puT™Ma ¥ IpOBOJIUMOCTH

PesynmpTaThl  mccnmemoBaHuMi  in Vitr0  mokasamd, YTO  JAMOTPWKHH  OOJajaer
POTHBOAPUTMHYECKONM aKTUBHOCTBIO Kiacca |B mpu npumeHeHnn B TepaneBTHYeCcK 3HAYMMBIX
KoHIeHTpanusax. CorjacHo JAaHHBIM IN VItr0 JTaMOTPHIKHMH MOTEHIMAIBHO MOXET 3aMEUISATh
KENyTOUYKOBYI0 TMPOBOAUMOCTh (pacmupss komrmiekc QRS) u BbI3BIBaTh MPOAPUTMHIO Y
NAlMEeHTOB C KIMHUYECKU 3HAYMMbIMU CTPYKTYPHBIMU WIIH (DYHKIIMOHATBHBIMU 3a00JI€eBaHUSAMU
cepana. CienoBaTenbHO, OKHAAaeMasl WM HaOJIogaeMas TMONb3a IpU MpHEME JaMOTPHDKHHA
JIOJDKHA TIPEBBINIAT TIOTEHIIMATBHBIE PHCK CEPbE3HBIX MU (PaTalbHBIX OCIOXHEHUH CO CTOPOHBI
cepauna. OTHOBPEMEHHBIM NpUEM JIPYTUX OJIOKATOPOB HATPHEBHIX KAHAJIOB MOXKET YBEJIUYHTH
PHCK BOBHUKHOBEHHUS TPOAPUTMHUHU.

BcnoMorarensHble BEIECTBA

[Tpenapatr JlaMOTpUIKMH COAEpPXKUT Jakro3y. [lamueHtam ¢ peako  BCTpedaroliencs

Crpanuma 21 u3 39



COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 26.10.2023 N= 21550

HACJIEICTBEHHOW HEMEepPEeHOCHUMOCThIO  TallakTO3bl, &{g@ﬁnﬁ%aﬁ;@ﬁ'ﬁ'-' Jn:af;gfjl:'-I:'HnH

TIIFOKO30-TAJIAKTO3HON MallbabcopOiueli He clielyeT MPUHUMATh ATOT Mpemnapar.

4.5. BzaumojeiicTBie ¢ JPYrHMH JeKAPCTBEHHbIMHM TMpenaparamMd H JAPyrue BH/bI
B3aNMOJAEeHCTBUSA

beuto  o6HapyxkeHo, uro ypuaumH-5’-mudocho (VAD-)-rmoxkypouunrpanchepassr  (YI'T)
SABISIOTCS  (DepMEHTaMH, OTBEUAIONIUMHU 32 METa0OIu3M JaMoTpukuHa. [loaTomy
JICKapCTBEHHBIE TIperaparbl, KOTOpbIE SBISAIOTCA HMHAYKTOPAMH WJIM  HWHTHOUTOpaMU
[JIIOKYPOHUPOBAHUS, MOTYT BIIMATHh HAa KaXYyIIMHCA KIUPEHC JaMOoTpukuHa. CUiIbHBIE WIH
yMepeHHbIe MHAYKTOPBI n3odepmenta mmutoxpoma P450 3A4 (CYP3A4), koTopeie Takke, Kak
U3BECTHO, SABISIOTCA HHIYyKTOpamMu YI'T, MOTYT Takke yCHIMBATh METa0OJIU3M JIAMOTPHUKHHA.
OTCYTCTBYIOT J0Ka3aTelbCTBA TOrO, YTO JIAMOTPHUJKMH BBI3BIBACT KIMHHYECKH 3HAYUMYIO
UHAYKIHUIO WIM HMHruOupoBaHue wuzodepmeHToB nuroxpoma P450. JlamoTpumkuH MOXKET
WHAYIUPOBAaTh CBOM COOCTBEHHBIM METa0OJIM3M, HO 3TOT 3(PQEKT BBIPAXKEH yMEPEHHO, U
MaJIOBEPOSATHO, YTO OH HMEET KJIMHUYCCKH 3HAUNMBIC TTOCIICACTBHSL.

JlexapcTBeHHBIE MpeTapaThl, KOTOPHIE, KaK OBLIO MPOIEMOHCTPUPOBAHO, OKA3bIBAIOT KIIMHUYECKU
3HaYUMOE BIIMSHUE HA KOHILIEHTPALMIO IaMOTPUKKHA, iepeunciieHsl B Tabnuie 6. Kpome Toro,
B 9TOH TabnuIle NEepeyurclieHbl JIGKAPCTBEHHBIC Mpenaparbl, KOTOpblE, KaKk ObUIO IOKa3aHo,
OKa3bIBAIOT HE3HAUUTEIHHOE BIMSHUE HA KOHIIEHTPAIMIO JAaMOTPUIKIHA WIIA HE OKa3bIBAIOT €r0
BooOmIe. OOBIYHO HE CIEAYET OXKHJIATh, YTO COBMECTHOE NMPUMEHEHUE TAKHX JICKapCTBEHHBIX
[pernapaToB MpHUBEIET K KaKUM-IUO0O KIMHHUYECKUM mocieacTBusM. OJHAKO clieyeT YAeluTh
BHHUMaHUE MallMeHTaM C dIUIeNcrueil, 0COOCHHO YyBCTBUTENHHOM K KOJNEOAHUSIM KOHIICHTPAIIUU
JTAMOTPHUJKUHA.

Tabnuia 6. Bausinue qpyrux npenapaToB Ha TIIIOKYPOHU3AIMIO JIAMOTPHIKUHA

[TpenapaTsl, [Tpenapathl, yMeHbIIaIOIINE [Ipenapatsl, OKa3bIBaIOIINE
YBEJIUYHBAIOLINE | KOHIEHTPALUIO JTAMOTPHKHHA HE3HAUUTENbHOE BINSHUE WIH HE
KOHIICHTPAITUIO OKa3bIBAIONINE BIMSIHUE HA
JaMOTPHUKUHA KOHIICHTPALIMIO JIAMOTPHKHHA
Banbnpoatst ATazaHaBUp/pUTOHABHUD, Apununpasosn, OynponuoH,
KapOamasenuH, rabameHTuH, 30HUCAMM],
JIOTTMHABHMP/PUTOHABHD, TPUMHUJIOH, JTaKOCaMH/I, JIEBETHpAIIeTaM,
pudamMnuyH, GEeHUTONH, npenapaThl JIUTHSL, OKCKapOa3enuH,
benobapouTan, KOMOMHUPOBAHHBIN OJIaH3aIlMH, MapaneTamon,
npemnapar nepammnases, nperadbaiuH,
STUHUIIICTPAIUOI/JIEBOHOPTECTPET Tonupamar, gendamar
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TOPMOHAJIBHBIC KOHTPALCHITUBLI, TAKXKC CM. IOAPA3aCiI ((rOpMOHa.HBHBIe KOHTpaUCITUBLD) B
paznene 4.4.

BsaumogeiictBus ¢ I1OI1

BanpnpoeBasi kucinora, KOTopas HHTHMOMPYET TJIIOKYPOHU3ALMIO JIAMOTPUKHUHA, CHIXKAeT
MeTabOoIM3M JIAMOTPUDKHHA U YIUTHHSET ero cpenuuid T1 moutu B 2 pasza. Onpenenennsie 1511
(rakue kak (eHuTOMH, KapOamazenuH, (eHodapOUTanT U MPUMHIOH), KOTOPHIE HHIYIUPYIOT
nzodepmentsl 1uroxpoma P450, Ttaxke wuaynupyior YI'T m, Takum oOpa3oM, YCKOPSIOT
MeTabonu3M JamoTpuakuHa. CooOIanoch 0 pa3BUTUU HEXKENATEIbHBIX SBJICHUN CO CTOPOHBI
LHEHTPAJIbHOM HEPBHOM CHUCTEMBbI, BKJIIOYABIIUX TOJIOBOKPY)KEHHE, aTaKCHUIO, JUILIONUIO,
HEYETKOCTh 3PCHHS U TOUIHOTY y IMAIMEHTOB, HAYaBIIMX MPHUHUMATh KapbamazenuH Ha (oOHE
Tepanuu JIaMOTPUDKUHOM. DTU HEXellaTeIbHbIE BIECHUS 0OBIYHO MPOXOIWIN MOCIE CHIKEHUS
no3bl  KapOamaszenuHa. AHaNOTWYHBIA 3(QexT Habmomancs B HUCCIEIOBAHUH MPUMEHEHUS
JAMOTPUJDKMHA W OKCKapOa3enmuHa Yy 370pPOBBIX B3POCIBIX JTOOPOBOJIBIEB, HO pPE3YIbTAaT
CHWKEHUS 103 HE U3YJaJICA.

B wuccinemoBaHum ¢ ydacTHeM 3JIOPOBBIX B3POCHBIX JIOOPOBOJNBIEB MPH MHPUMEHEHUU
namoTpukuHa B 03¢ 200 Mr 1 okckapOaszenuHa B 03¢ 1200 Mr okckapOazenuH HE U3MEHSUT
MeTabOoJIM3M JIAMOTPUKHHA, a JAMOTPUKAH HE H3MEHSUT MeTa00JIM3M OKCKapOa3emnmHa.

B wmccnenoBanny ¢ ydacTHeM 370POBBIX JIOOPOBOJIBIIEB COBMECTHOE NpHMEHeHue (endamara
(1200 mr 2 paza B cyt) u namotpumkuna (100 mr 2 pa3a B cyT B TeueHue 10 qHeil) He MPUBOAMIIO
K KIIMHUYECKU 3HAYUMBIM H3MEHEHUSAM (hapMaKOKHMHETUKH JTaMOTPHUIKHHA.

Ha ocHOBaHMU peTpOCIEKTUBHOTO aHAIM3a YPOBHS Mperapara B IUIa3Me KPOBH y TAIMEHTOB,
MPUHUMABIINX JIAMOTPUKUH C Ta0anmeHTHHOM M 0€3 HEro, BBISIBIEHO, YTO ra0anmeHTHH He
MPUBOAUT K U3MEHEHHIO KaXKYILIETOCs KJIMPeHca JIAMOTPHIKUHA.

Bo3MmokHbIE ~ JI€KapCTBEHHBIE  B3aUMOJECUCTBUS  JIEBETHpalleTaMa W JIAMOTPHIKUHA
WCCJIEIOBAIMCh TYTeM OIICHKU CHIBOPOTOYHBIX KOHIICHTpAlMi OOOMX TIpermapaTroB B XOJIe
1a1e00-KOHTPOJIIMPYEMBIX  KIIMHUYECKUX HWCCIICIOBAaHUM. OTH JIaHHBIE TIOKa3bIBAIOT, YTO
JaMOTPHIKUH HE BIMSIET HAa PapMaKOKMHETUKY JIEeBETUpalleTaMa, a JIeBeTupaleTaM He BIUsIeT Ha
(bapMaKOKMHETHKY JTaMOTPHIKUHA.

CoBMecTHOe npumeHeHue nperadanuna (200 mr 3 pasa B CyTKH) HE OKa3blBajO BIUSHUS Ha
PAaBHOBECHBIE KOHIICHTPAllUM JIAMOTPUDKMHA B TIUIa3Me KpoBH. DapMaKOKHHETHYECKUE
B3aMMOJICHCTBHS MEXKY JTAMOTPHUKUHOM U TIperabaaTunHOM OTCYTCTBYIOT.

[IpumeHeHue Tonupamara He IPUBOAMIO K M3MEHEHUIO KOHIIEHTPALIUU JaMOTPU/KIHA B TUIa3Me

kpoBH. [Ipuem namoTpuaKruHa IPUBOIIII K YBEIMUEHUIO KOHIIEHTpAIMK TonupamaTa Ha 15 %.
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B xome wuccienoBaHusa IAllMEHTOB C DJIIMJIGICHEH @Mé%‘p@gﬁ&i;é Tz'tblgr:fé_'eﬁ\)mna

(200-400 mr/cyt) ¢ nmamotpumkunom (150-500 mr/cyt) B Teuenue 35 aHEH He OKa3bIBAIO
3HAYUTENBHOTO BIMSHUS HAa (DapMAKOKHHETHKY JTaMOTPHKHHA.

OnnoBpemeHHoe mnpuMmeHeHue jakocamuma (200, 400 wam 600 Mr/cyr) He BIMSUIO Ha
KOHIIEHTPALMIO JIAMOTPUKMHA B IUIa3ME€ KPOBU B IUIALE00-KOHTPOIUPYEMBIX KIMHHYECKHX
MCCJIEIOBAHMX C YUaCTHEM MAIlUEHTOB C MapLUHUAILHBIMU PUIAAKAMHU.

B oObenuHeHHOM aHanu3e JAHHBIX TpeX  IUIale00-KOHTPOJIUPYEMbIX  KIMHUYECKUX
HCCJIEIOBAHMM, B KOTOPBIX H3y4Yalld JTOTOJIHUTEIbHOE IPUMEHEHHE ITepaMIIaHelia y TalUeHTOB ¢
NapuuagbHBIMU TPUNAJKAMH M TEPBUYHBIMU T'€HEPAIU30BAHHBIMU TOHUKO-KIIOHUYECKUMU
npuagkaMy, Hawboyiee BBICOKAas M3y4deHHas 1o3a mepammnanena (12 mr/cyt) mpuBoamia K
MOBBILICHUIO KJIMPEHCa JIAaMOTpUKUHA MeHee uyeM Ha 10 %.

Hecmotps Ha To, 4yTO paHee cooliianocs 00 U3MEHEHUH KOHILIEHTPAIMU B TJIa3Me KPOBU IPYTUX
[I1211, xoHTponupyemble HCCIEAOBaHUS HE TOKa3aldW, YTO JAMOTPUDKUH BIUSET Ha
KOHIICHTPAIIMIO B Ia3Me KpoBu comytcTByromux [IDI1. PesymbraTsl mcciemoBanuit in Vvitro
MOKa3aJIk, YTO JTaMOTPUKUH He BbITecHseT Apyrue [13I1 u3 yyacTkoB cBsi3bIBaHUS C OCIKaMHU.

BzanmoeiicTBHE ¢ IPYTMMH IICUXOTPOITHBIMH JIEKapCTBEHHBIMM CPEICTBAMU

dapMakOKMHETUKA JIUTHUS IpU NpreMe 0e3BOAHOTO INIFOKOHATA JIMTHUS (10 2 T 2 pa3a B CyTKH B

TeueHue 6 mguei) y 20 310pOBBIX JTOOPOBOJIBIEB HE MEHSJIACh P COBMECTHOM MPUMEHEHUH

JaMoTpuKuHa B 03¢ 100 mr/cyT.

MHorokpatHslii npueM OynpornuoHa BHYTPb HE OKa3bIBaJl CTATUCTUYECKH 3HAYUMOTO BIMSHUSA HA

(bapMaKOKUHETUKY OJHOKPATHOM /03Bl JaMOTPUIKMHA Y 12 y4aCTHHUKOB M BBI3BIBAJI TOJBKO

He3HaunTenpbHoe yBenuueHue AUC (womanu mnox  (GpapMakOKMHETHYECKOM — KpHUBOM

«KOHILIEHTpaLUsI-BpEeMs») JaMOTPUIKUHA TIIOKYPOHUAA.

B wuccnenoBaHun ¢ y4yacTueM 3J0pOBBIX B3pOCIBIX JOOPOBOJBIIEB OJAH3alMH B 03¢ 15 mr

camkan AUC u MakcumaibHyl KOHIEHTpauuio (Cmax) JTaMOTPHIDKUHA B cpenHeM Ha 24 % u

20 % cootBercTBeHHO. JlamoTpumkuH B no3e 200 Mr He BiMsa Ha (apMaKOKHHETHKY

OJIaH3aIMHA.

MHoOrokparHelii mpueM JaMOTpHkHHA BHYTph (400 Mr/cyt) He oOka3bplBajdl KIMHUYECKU

3HaYMMOTO BJIMSHUS Ha (apMaKOKMHETHKY PUCIIEPHIOHA MTOCie TpUeMa pa3oBoi 1036l 2 Mr y 14

3JI0POBBIX B3POCIBIX J0OPOBOJIBIIEB.

[Tpu 5TOM OTMeuanach COHIUBOCTH:

e y 12 u3 14 no6poBOIBLIEB NPU COBMECTHOM IMPUMEHEHHM DPUCIEPUIOHA B J03€ 2 MI' U
JAMOTPH/IKUHA;

e y 1 u3 20 106poBOIIBLIEB IPU IIPUEME TOJIBKO PUCIIEPHIOHA;

® HHU y OJIHOTO JA00pOBOJIbLIA TPU ITPHEME TOJILKO JTAMOTPUIKHHA.

Crpanwnma 24 u3 39



COOTBETC TE. Y ET 3K

CIEPTHOMY OTUETY
oT 26102023 M= 2 R

B wuccnemoBanum c¢ yvactuem 18 B3pocib naunéﬂl:bé-jgﬂﬁﬁibﬁ%ﬁ "ati;cflef(‘r HbiM

paccTpoiicTBoM | Tuma, MoJydaBIIMX IO YCTAaHOBJIEHHOW CXEM€ JIAMOTPUKHH (HE MEHee
100 Mr/cyT), 10361 apunumnpasona yenuuuBanu ¢ 10 mMr/cyT 1o koneuHnoro 3HadeHus 30 Mr/cyT B
TE€UEHHE 7-AHEBHOTO MEPUO/Ia U Jlajiee MPOI0JHKaIM JISUEHHUE C MPUEMOM Mpenaparta 1 pa3 B CyTKH
B TeueHue emnie 7 nHei. Habmonmanock cpennee cHmwkeHue npumepHo Ha 10 % Cmax 1 AUC
JTAMOTPHUJIKUHA.

B skcniepuMeHTax 1mo HHruOMPOBaHUIO IN VItro ObLIO MOKa3aHO, YTO IPU COBMECTHOM MHKYOAITHH
aMUTPUIITUINH, OYIIPOTIMOH, KJIOHa3emaM, (JIYOKCETHH, TaJIOTIEPH 10T UITH JIOpa3eraM OKa3bIBaJIn
MUHHMMQJIbHOE BJIMSIHUE Ha O0Opa30BaHWE OCHOBHOTO MeTabonHWTa JIaMOTPUIKUH-2-N
DIIOKypoHHuaa. JlaHHBIE TI0 W3ydeHHI0 Merabonu3Ma Oydypanona MHUKPOCOMAaTbHBIMU
(dbepMeHTaMU TICUYEHH, BBIJICIICHHBIME Y Y€JIOBEKA, MTO3BOJIMIIN CIIETIAaTh BBIBOJI, YTO JIAMOTPHUIKUH
HE CHIDKAET KIMPEHC MpernapaToB, METa0OIU3UPYIOMIUXCS MPEUMYILECTBEHHO H30(epMeHTaMU
CYP2D6. Pe3ysbraThl UCCIeI0BaHMA IN VILrO Takke MO3BOJISAIOT HMPEANOI0KUTh, YTO KIO3aIHH,
(dbeHen3uH, PUCIIEPUIOH, CEPTPAIMH WIM TPa30J0H BpAJ JU MOTYT OKa3bIBaTh BIIMSHUE Ha
KJIIMPEHC JIAMOTPHIKHHA.

BzanmoeiicTBHS ¢ TOPMOHAIBLHBIMHM KOHTpalleNTHBAMU

Bausinue copmonanvHuix Konmpayenmugos Ha hapMaKoOKUHemuKy 1amMompUONCUHA

B wuccnenoBanuu ¢ ydactueM 16  KEHIIMH-ZOOPOBOJIBLIEB OTMEYEHO, 4YTO IIPUEM
KOMOWHUPOBAHHBIX MEPOPATBLHBIX KOHTPALENTHBOB, coepKamux 30 MKT STHHHIACTPAIUoa U
150 Mxr neBoHOprecTpena B OIHOW TaOleTKe, BbI3bIBA MPHOIU3UTENBHO ABYKPAaTHOE
HOBBIIIIEHUE KJIMPEHCa JIAMOTPHJDKHHA (TTOCTIE €ro MpHeMa BHYTPh), UYTO IPUBOANIIO K CHUXKEHUIO
AUC u Cmax mamoTpukuHa B cpeqHeM Ha 52 % u 39 % cooTBeTcTBeHHO. B Teuenue Hemenw,
CBOOOJHOW OT mpHeMa mpenapata (T. €. TIpU HEeIeIbHOM IepephiBe B MPHEME KOHTPAIICTITUBA),
Ha0J1I01aJ710Ch OCTENIEHHOE MOBBIIIIEHUE KOHIIEHTPALUU JaMOTPUPKUHA B CBIBOPOTKE KPOBU, TIPU
ATOM KOHLEHTpalMs JaMOTPUKWHA, W3MEPEHHAas B KOHIIE ITOM HEJEeNU Iepesa BBEICHHEM
CJIEAYIOIIeH M03bI, OblIa B CpPEeJHEM NMPHUMEPHO B 2 pa3a BBIIIEC, YEM B MEPUOJ COBMECTHOTO
npuema.

Brusnue namompuoicuna Ha ghapmaxokunemuxy 20pMOHANbHIX KOHMPAYENnmueos

B nccrnenoBanuu ¢ ydactueMm 16 eHIIUH-T00POBOJIBIEB MOKA3aHO, YTO B MEPUO/ PAaBHOBECHBIX
KOHIEHTpauui JaMOTpukMH B jgo3e 300 Mr He Biuanl Ha  (papMakOKMHETUKY
STHHHUJIICTPAINOIA — KOMIIOHEHTa KOMOWHHUPOBAaHHOTO MEPOPATBHOTO KOHTPAICTITHBA.
OTMmeyanoch yMEpPEHHOE MOBBIIICHHE KIMPEHCa KOMIIOHEHTAa MEpOpalbHOTO KOHTpAIeNTHBA —
JeBOHOprecTpena (mociie ero npuemMa BHYTpPb), uTo npuBoaAWio K CHWXEHHIO AUC U Cmax
neBoHoprecTpena B cpeaHeM Ha 19 % u 12 % coorBeTcTBeHHO. V3MEpeHNE CHIBOPOTOUYHOTO

ypoBHsI (osutuKynocTuMyaupyioriero ropmona (PCI'), morennusupyromiero ropmora (JIIN) u
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O DB.A
5CTpaguoia BO BPEMS 3TOTO HMCCIECIOBAHHS b sItBIIO | HekOTopYe Sy MEHbI

FOpMOHaHBHOﬁ AKTUBHOCTH SIMYHHUKOB Y HCKOTOPLIX KCHIIUH, XOTA U3MCPCHUC CBIBOPOTOYHOI'O
MpOrecTepoHa HU Yy OJHOM W3 16 JKEHIIMH HE BBIIBWIO TOPMOHAJIBHOTO MOJTBEPKACHUS
OBYJSIIMM. BimsiHMEe yMEpEeHHOTO TMOBBIMICHUS KIMPEHCA JIEBOHOPIEeCTpeslia M H3MEHEHUS
ceiBopoTouHOro ypoBHsI OCI" 1 JII' Ha OBY/ISAIMOHHYIO aKTUBHOCTD SIMYHUKOB HE YCTAHOBIICHO.
Bnusaue npyrux no3 mamorpumkuHa (kpome 300 Mr/cyT) He M3y4aJoCh M HMCCIEIOBAHUS C
JpYrUMU TOPMOHAJIBHBIMU IIpeapaTaMy HE IIPOBOIMIINCE.

BzanmoeiicTBHS ¢ IPYTUMHM JISKapCTBEHHLIMH IIperapaTaMu

B uccnenoBanuu ¢ yuactuem 10 My>K4MH-00pOBOJIBIIEB BBISBIEHO, YTO pU(aMIMINH TOBbIIIAI
KJIMPEHC JaMOTPUJDKMHA M CHUXKal ero Tip Omarogaps MHAYKIMHM (EPMEHTOB II€UYCHH,
OTBETCTBEHHBIX 3a I[NIIOKypoHM3auuio. Ilanuentam, OJHOBPEMEHHO  NIPUHHUMAIOLIUM
pudaMIIUIH, ClieyeT peKOMEHI0BATh CXEMY JO3UPOBAHUS JIAMOTPUKUHA C COIYTCTBYIOLIMMHU
UHIYKTOPAaMHU TIIIOKYPOHU3ALINU.

B wuccnepoBaHuu ¢ ydactueM 3/10pOBBIX JOOpOBOJBIEB IpPHU NPUMEHEHHM JIONMHABUpPA U
pUTOHaBHpa HAOJIIOJANOCh CHIDKEHHE NpuMepHO Ha 50 % KOHIEHTpaluu JIaMOTPUKMHA B
IU1a3Me KpOBH, BO3MOXKHO, BCIIEICTBUE MHAYKIMH TIIOKypoHu3auuu. [lannentam, o1HOBpeMEHHO
OPUHUMAIOIMM JIONMHABUD M PUTOHABUD, CJIEAyeT PEKOMEHIOBAaTh CXEMY J03MPOBAaHUS
JaMOTPUJIKUHA C COMYTCTBYIOIIMMH HHIYKTOPAMHU IIFOKYPOHHU3ALIUU.

B uccrnenoBanum ¢ yyacTueM 370pPOBBIX B3pOCIBIX JOOPOBOJIBIIEB MPHUEM aTa3aHaBUPa W/WIA
putonasupa (300 mr/100 mr) npuBoaun Kk cHkeHHIo 3HaYeHUH AUC u Cmax JIAMOTPHIKHHA B
1a3Me KpoBH (B pa3oBoit 1o3e 100 mr) B cpeanem Ha 32 % u 6 % COOTBETCTBEHHO.

B uccnenoBanuu ¢ yuactuem 310pOBBIX B3POCIIBIX JOOPOBOJIBIIEB MapareraMo B go3e 1 r (4 paza
B cytkn) cHIKal AUC u Cmin TaMOTpHDKMHA B TUIa3Me KpoBH B cpenHeM Ha 20 % u 25 %
COOTBETCTBEHHO.

PesynpTaThl MccieoBaHUE N VItr0 MO OIECHKE BIWSHUS JAMOTPHDKMHA Ha KaTHOHHbBIC
NEPEHOCUUKN OPraHMYEeCKHX CYOCTpaTOB IOKa3aJd, YTO HWMEHHO JaMOTPUIKUH, a HE €ro
mMeTabosuT 2(N)-TITIOKYpOHUI, SBJISETCSI HHTHOMTOPOM KaTHOHHBIX TIEPEHOCYUKOB OPraHUIECKUX
CcyOCTpaToB B MOTEHIMAIBLHO KIMHUYECKU 3HAYUMBIX KOHIIEHTPALUAX. DTH ITaHHbIE [T0OKa3bIBAIOT,
YTO JIJAMOTPHJIKHH SBIISIETCS MHTHOUTOPOM KaTHOHHBIX IEPEHOCUNKOB OPIraHUYECKUX CYOCTPaToOB
co 3HaueHueM ICsp, paBHbIM 53,8 MKM.

Bimmsiaue Ha 1a00paToOpHBIE TOKA3ATENN

.HaMOTpI/I,Z[)KI/IH, KakK coo6manocr,, BJIMACT Ha IPOBCACHUC HECKOTOPBIX SKCIIPECC-METOA0B aHAJIN3a
MO4YM C [OCJIbIO  BBIABJICHHA  3alIPpCHICHHBIX  IIPCIIApaTOB, UYTO MOXKET [MPUBECTU K
JIOKHOITOJIOKHUTCIBbHBIM PpE3yjbTaTaM, B YaCTHOCTU IIPU BBIABICHHUU (beHHI/IKJ'II/IHHHa. JIJ'ISI

MOATBCPKACHUSA ITOJOXKHUTCIBHOIO pE3yjbTaTa AOJIKCH HCIIOJIB30BATLCS Ooiee CHeHH(i)I/I‘-IHI)II\/'I
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(NOCNEQCBATENEHOCTE 0001)

aJbTEPHATUBHBIA XUMHYECKUA METO/I.

4.6. DepTUIBLHOCTD, 0€PEMEHHOCTD U JTAKTALHSA

bepeMeHHOCTB

Puck, ceszannviii ¢ 11511 6 yenom

KenmmnaaMm, CHOCOOHBIM K JETOPOXKICHHIO, HEOOXOJUMO MPOKOHCYIBTHPOBATHCS  CO
CIeLUATUCTaMHU.

B cnyuae ecnu keHIMHA TUTaHUPYET OepeMeHHOCTh HeoOxoauMocTh B Jiedenuu (1911 nomkna
OBITH MEPEeCMOTPEHA. Y JKEHUINH, KOTOPBHIM MIPOBOJUTCS JI€UEHUE SIUICIICUH, CIelyeT U30erath
BHE3AITHOTO MPEKPAIEHUS TPOTUBOIMUICITHYECKON Tepanuu, TaKk KaK 3TO MOXET MPHUBECTH K
BO300HOBJICHHUIO MPHITAIKOB, YTO MOXET WUMETh CEPHhE3HBIC TMOCIEICTBUS IS KEHIIUHBI U
Oynymero pedenka. Y moromcTBa marepel, moiy4aBmmx [I19I1, puck BpoOXAEHHBIX MOPOKOB
pa3BUTHUS YBEIMYUBACTCS B 2-3 pa3a M0 CPaBHEHUIO C OKUAAEMOM 3a0071eBa€MOCThIO HACENICHUS
B II€JIOM, COCTaBIIsitomIei okoio 3 %. Hanbosee 9acTo perucTpupyeMbIMU MIOPOKAMHE SIBIISTFOTCS
pacuienMHa BepXHEH TyObl, IIOPOKH CepAla U COCYIOB, AC(PEKThI Pa3BUTHs HEPBHOU TPYOKH.
MmuoxxectBenHas tepamnus [IOI1 cBsizana ¢ Oonee BBHICOKMM PHUCKOM BPOXKIEHHBIX MOPOKOB
pa3BUTHSA, 4YE€M MOHOTEpamnus, B OTOW CBSA3H, IO BO3MOXHOCTU, CIIEyeT MPUMEHATH
MOHOTEPAITHIO.

Puck, ceazannvlii ¢ npuemom ramompuodrcuna

JlamoTpuIKUH OKa3biBaeT ciaaboe MHTUOMpYyrollee BIWSHUE HA PeayKTa3y IUTrHApodoIreBon
KHUCTIOTHI M TOXTOMY, TEOPETHYECKH, MOXKET MPHUBECTH K IOBBIIIEHHOMY PHCKY HapYIICHHS
pa3BuTHs SMOpPHOHA M TUIOJA BCJEACTBUE CHWIKEHHUS YPOBHS (honmeBol KHUCIOThL. CiemyeT
paccMOTpPETh BO3MOKHOCTh MpreMa (HOTMEBOI KUCIOTHI BO BpEeMsI INIAHUPOBAHUS OEPEMEHHOCTH
Y Ha paHHUX CTaJAUIX OEPEMEHHOCTH.

JlaHHBIE TOCTPETUCTPALMOHHOTO HAOMIOJEHUS W3 HECKOJIbKUX MPOCIEKTUBHBIX PETHUCTPOB
OEpEeMEHHOCTH TIO3BOJIMIIN 33JJOKYMEHTHPOBATh MCXObl OepeMeHHOCTH O0Kojo 8700 >KeHIUH,
MOJIYYaBIINX MOHOTEPANHIO JIAMOTPHIKMHOM B TIEPBOM TpuUMecTpe OepeMeHHOCTH. B 1menom,
MONlyUYeHHBIE JIaHHbIE HE TMOATBEPKAAIOT OOIIEro YyBEIMUYEHUS pHUCKA BO3HUKHOBEHUS
BPOKICHHBIX TOPOKOB Pa3BUTHA. XOTS U3 OTPAHUUEHHOTO KOJHMUYECTBA PETUCTPOB OEpPEMEHHOCTH
UMEIOTCS COOOIIEeHUs 00 YBETHUCHUHU PUCKA PA3BUTHUS TIOPOKOB POTOBOM TMOJIOCTH 11O CPAaBHEHHUIO
C JpYTUMH CEPbEe3HBIMH IOPOKAMH Pa3BUTHSA, BO3HUKAIOIIUMHU TIOCIE TPUMEHEHUS
JaMOTPHIKUHA.

JlaHHBIX TI0 TPUMEHEHUIO JTAMOTPUDKHUHA TpPH KOMOWMHMPOBAHHOW Tepamuu HEAOCTaTOYHO,
YTOOBI OIICHHUTH, CBS3aH JIM PUCK BO3HUKHOBEHHS MOPOKOB PA3BHUTHS C JAPYTUMHU TperapaTaMu,

IMPUMCHACMBIMU B KOM6I/IH3HI/II/I C JIaMOTPU/IPKUHOM.
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TOJILKO B TOM CJIy4ae, €Clid OXujaemasi TeparneBTUUECKasi M0Jib3a MPEBBIIIAET MOTEHIUATbHBII
PHCK.

OU3NONIOTUYECKUE U3MEHEHUS TPU OEPEMEHHOCTH MOTYT OKa3bIBaTh BIMSIHIE HAa KOHIICHTPAIUIO
JaMOTPHKUHA U/ UK €To TepaneBTuYecKuil 2P dext. IMeroTcst cooOIeHnst 0 CHUKEHUHN YPOBHS
JaAMOTPHU/DKHHA B ITUTa3ME KPOBU BO BpeMsi OCPEMEHHOCTH C BO3MOXXHBIM PHUCKOM MOTEPH
KOHTpOJIsI mpunaakoB. [lociie pooB ypoBEeHb JaMOTPHIKUHA MOXKET OBICTPO YBEIHYMUBATHCS C
PUCKOM Da3BUTHUSl HEXKENaTeJIbHBbIX peakiui, 3aBHCAIIMX OT J03bl. [loaToMy ypoBeHb
JAMOTPHU/KMHA B CBHIBOPOTKE KPOBH CJIEAYyeT KOHTPOJIMPOBATH MEpell, BO BpeMs M IOCIe
OepeMEeHHOCTH, a TaKXe cpa3y mnocie pofoB. [Ipy HEOOXOIUMOCTH CIIEAyeT MPOBECTH MOIO0P
JIO3bI JIJISl TIOJIIEPKaHMs YPOBHSI IAMOTPH/I)KUHA B CBIBOPOTKE KPOBU HA TOM K€ YPOBHE, YTO U 10
OepeMeHHOCTH, WM MOA0OpaTh J03Y B 3aBHCHUMOCTH OT KIMHUYEecKoro otBeta. Kpome Toro,
MOCJIe POJIOB CIEyeT KOHTPOIUPOBATH HEXKENATeIbHbIe PEAKIINH, CBI3aHHbBIE C TO30M.

HCDI/IOII I'PYAHOI'O BCKapMJIMBaHUA

JlaMOTpUIKUH B pa3iMYHOM CTENEHU MPOHUKAET B TPYJHOE MOJIOKO, OOIIas KOHLEHTpalus
JAMOTPUJKMHA Yy JETeH, HaxOIAUIMXCA Ha TPYyJHOM BCKapMJIMBAHHUH, MOJKET JOCTUIaTh
npuMepHO 50 % OT KOHLEHTpAaLMK JIAMOTPUJDKMHA, 3apETHCTPUPOBAHHONW y Marepu. Takum
00pa3oM, y HEKOTOPbIX JAETeH, HaxOIAUIMXCS Ha TPYJHOM BCKapMJIMBAaHUHU, ChIBOPOTOUHAs
KOHIIGHTpalus JaMOTPUUKUHA MOJKET JOCTUIaTh YpPOBHs, IPU KOTOPOM IIPOSIBIISIIOTCSA
dapmakonornyeckue 3HPEKThI.

Heo6xonuMo COOTHOCHTh NOTEHIMAIbHYIO MOJb3y OT KOPMJIEHUS peOeHKa TIpyIaplo U
NOTEHLMAJIbHBIA PUCK Pa3BUTHs HEXKeNATeNbHbIX peakuuil y pebenka. Eciau keHmiuHa,
IpUHUMAaoIas npenapar JlamMoTpuakuH, pemiaer KOpMHUTb peOeHKa Ipyaplo, TO Yy peOeHka
HE00X0/IMMO MOHUTOPHPOBATH MOSABICHUE KaKUX-TTMOO0 HEXeNaTeIbHbIX PEaKIIUH.

DepTUabHOCTD

HccnenoBanuss 1O M3YYEHUIO PENpOAYKTUBHOM (PYHKIHMM >KUBOTHBIX MpPHU NPUMEHEHUU
JAMOTPU/KMHA HE BBISIBWUIM HapylleHus ¢epTtuiabHocTU. lccrnenoBaHust MO BIUSHUIO

JJTaMOTpHU’KHHA Ha (bepTI/IJIBHOCTL YCJIOBCKA HC IMMPOBOANIINCE.

4.7. BiusiHue Ha CNOCOOHOCTH YNPaBJATH TPAHCIOPTHBIMM CpeJcTBaMU M padorarh ¢
MeXaHUu3MaMHu

JlBa poBeICHHBIX MCCIIEOBAHUS C yYaCTUEM 3[0POBBIX TOOPOBOJBIIEB MOKA3aJIH, YTO BIUSHHUE
JAMOTPUJKMHA HA TOYHYIO 3PHUTEIBbHO-MOTOPHYIO KOOPAMHALMIO, JBWKEHHMS TIJla3 U
CyOBEKTUBHBIN ceaTUBHBINA A (EKT He OTINYAIOCh OT BIUSHUS 1u1anebo. Mmerorcs cooOmeHus

0 HCXKCIATCIBHBIX PCAKIOUAX JIAMOTPUPKMHA HCEBPOJOTHMYECKOTO XapakKTepa, TaKUX KakK
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MEXaHU3MaMHU, MalUeHTh] JOJDKHBI OLICHUTH BIIMSHUE JIAMOTPUIKMHA HA CBOE COCTOSIHUE.
Tak kak 3(QQeKT BceX NMPOTUBOIMMWICITHYECKUX CPEACTB XapaKTEePU3YyeTCS HHIUBUAYaTbHOU
BapHabeIbHOCThIO, TO MALMEHTHl JOJKHBI IMPOKOHCYJIBTUPOBATHCSI CO CBOMM BpauyoM O

BO3MOXXHOCTH BOAUTDH aBTOMOOMJIb.

4.8. Hexkenare/ibHbIE peaKINU

Pe3roMe HexxenaTeabHbIX PEAKIINN

HexenarenbHble peakivy, BBISBICHHBIE B XO0J€ KIMHHYECKUX HCCICJIOBAHHWHA y TAlMEHTOB C
SMUIIETICUEl WM OUNONSApHBIM a(hEKTUBHBIM PACCTPOMCTBOM, OBUIM pa3ieieHbl Ha TPYIIIIHL,
XapakTepHbIEe I OTJCIBHBIX MOKA3aHUH K MPUMEHEHUIO. JOmoNHuTEeNbHbIE HEeXelaTelbHbIe
pEaKIIMU, BBISIBICHHBIC B XOJI€ IMOCTPETUCTPAIIMOHHOTO HAOIIOJCHUS 110 00OMM TOKa3aHUsIM K
NPUMEHEHHIO, BKIIOYEeHbl B monpazuen «llocTpeructpammonHoe HaOmrogeHue». [lpu
paccMoTpeHuu obmiero mnpoduiis 0e30MacHOCTH JAMOTPUJKMHA, CIEAYeT O3HAKOMHUTHCS C
uHpopManuei, coepxKaieiicst BO BCeX TpexX NMoapasienax.

HesxenarenbHble peakiiuu, IPeCTaBICHHbIC HIDKE, TICPEUNCIICHBI B COOTBETCTBHUHU C TIOPAKCHHEM
OpPraHOB M CHCTEM OPraHOB M YacTOTOH BCTpeyaeMocTH. HacToTa BCTPEUAEMOCTH OIPEIENIIeTCS
CIIeyIOIMUM 00pa3oM: o4eHb gacto (> 1/10); gacto (> 1/100, mo < 1/10); mewacto (> 1/1000, no
< 1/100); peoxo (> 1/10000, no < 1/1000); ouens peoxo (< 1/10000); uacmoma neuzeecmua (He
MOYKET OBITh OIICHEHA Ha OCHOBE UMEIOIIUXCS JTAHHBIX ).

Kareropun gactoTs! Obii chOpMUPOBAHBI HA OCHOBAHUU JAHHBIX KIMHUUECKUX HCCIIEeTOBAHUN
npernapaTa v HOCTPErHCTPAMOHHOTO HAOIIOACHUSI.

Yacmoma ecmpeuaemocmu HelceiamenbHblX peaKyul

Onuiencus

Crnenyrole He)KenaTeIbHbIe PeaKIui ObUIM BBISIBICHBI B X0/1€ KIIMHUYECKUX HCCIECOBAHUH Y
NAlMEHTOB C DJMMJENCUEeH, U NpHU OLEHKe o0Imero npoduist 0e30MacHOCTH JIaMOTPUKUHA
JIOJDKHBI PacCMaTPHUBATHCS COBMECTHO C HEXKENATEIbHBIMH PEAKIUSMH, BBISIBJICHHBIMUA B XOJIE
KIMHUYECKUX HMCCIEIOBAHUN Yy MAlMEHTOB C OUMONSPHBIM apPEeKTUBHBIM PACCTPONCTBOM U B
MEePUOJ MOCTPETUCTPAIMOHHOTO IPUMEHEHUS TIpernapara.

Hapywenus co cmopoHbl Kposu u iumpamuieckoli cucmemvl

Ouenb peoko: TeMaTONOTHIECKHE HAPYIICHUs (BKITIOYasi HEUTPOIICHHIO, JICHKOTICHUIO, aHEMHUIO,
TPOMOOIIMTONIEHUIO, MAHIUTONIEHUIO, aruIaCTUYECKYIO aHEMHUIO, arpa”yJoIluTO3),
numbaaeHonaTHsl.

['emaTonornyeckrie HapymeHus: U JTUM(pAICHONATHS MOTYT OBITh CBSI3aHBI WJIM HE CBSI3aHBI C

CHUHPOMOM THIIEPUYBCTBUTEIBHOCTH (CM. HAPYIIEHUS CO CTOPOHBI UMMYHHOM CUCTEMBI**).
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Hapywenus co cmopoHbl uMMYHHOU cucmembl (NOCNEOCBATENEHOCTE 0001)

MY OTUETY

Ouensv peoxo: DRESS cuHApOM WM CHHIPOM THIEPUYBCTBHUTEIBHOCTH™* (BKJIIOUAs TaKHe
CHUMIITOMBI, KaK JMXOpajaKa, JUM(paIeHONaTus, OTeK JUIa, HApyLUICHUS CO CTOPOHBI KPOBH,
(GYHKIIUM TTEYEHU U TIOYEK).

** Taxoke ObUIM MOJIy4eHbl COOOIIEHUS O PAa3BUTHH CBIIIM B paMKax 3TOr0 CHMHIPOMa, KOTOPBIH
IIPOTEKAET C PA3JIMYHOMN CTENEHBIO KIMHUYECKOM TAHKECTH U MOKET B PEJIKUX CIydasix IPUBOIUTH
K pa3BuTHio cuHapoma JBC u nonuopranHoi HEIOCTaTOYHOCTH. BaXKHO OTMETUTDH, UTO paHHUE
IPOSIBIEHUS] TUIIEPUYBCTBUTEIILHOCTH (HAallpUMep, JMXOpajaka, JauMdazeHonaTtus) MOryT
IPUCYTCTBOBATH AK€ IIPU OTCYTCTBUHU SIBHBIX IIPU3HAKOB ChINU. [Ipu pa3BUTHM TaKUX IPU3HAKOB
U CHMIOTOMOB MAIMEHT JOJDKEH OBITh HEMEIJICHHO OCMOTPEH BpadyoM, M, €Clii He Oyner
YCTaHOBJIEHA Apyrasi IPUYMHA Pa3BUTUSI CUMIITOMOB, JAMOTPHUIKUH CIIEYET OTMEHUTb.
Tcuxuueckue napywenus

Yacmo: arpecCUBHOCTb, Pa3/IPAKUTEIbHOCTD;

Ouenwv peoko: TUKH, TAITIOLUHAIUY, CIIyTAHHOCTh CO3HAHMSL.

Hapywenus co cmoponvl nepgnoti cucmembi

Ouenb yacmo: TOJNOBHAs 00JIb;

Yacmo: COHIUBOCTh, OECCOHHMIIA, TOJIOBOKPYKEHHUE, TPEMOD;

Heuacmo: atakcus;

Peoko: nucrarm.

Hapywenus co cmoponul opeana 3penus

Heuacmo: nuruionusi, HEYETKOCTh 3PEHUS.

Kenyoouno-kuuieunvie napyuenus

Yacmo: TOIIHOTA, PBOTA, AUApES.

Hapywenus co cmopoHbl neyenu u sHceniesbi8o0auux nymeti

Ouenb pedxo: TIOBBILIEHHE AKTUBHOCTH «IIEYEHOYHBIX» (DEPMEHTOB, HapylleHHe (QyHKIUH
ME€YEHHU, ICUEHOYHasl HEJ0CTaTOYHOCTb.

Hapymenuss ¢yHkuum rmnedeHH OOBIYHO pPa3BUBAIOTCA B  COUYETAHUUM C  pPEAKUUAMHU
TUIIEPYYBCTBUTEIBHOCTH, HO B EIUHUYHBIX CIy4yasX OTMEYAJINUCh U B OTCYTCTBHE SBHBIX
IIPU3HAKOB TUIIEPUYBCTBUTEIBHOCTH.

Hapywenus co cmoponsl Kodtcu u noOOKOIHCHbIX MKAHell

Ouenb wacmo: KOXHasl ChIIb;

Peoxo: cunapom CtueHca-/[)xoHCOHa;

Ouenb pedxko. TOKCUUECKUI dIUIepMaIbHBIN HEKPOJIH3.

B nonosHuTENbHBIX ABOWHBIX CIEMBIX KIMHUYECKUX MCCIIEOBAHUSIX Y B3POCIBIX KOXKHAS ChINb

Habmonanack y 10 % 1 MeHee MallMeHTOB, MPUHUMABLINX JAMOTPUIIKUH, U Yy 5 % manueHTos,
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NPUHUMABIINX TuTane6o. Y 2 % manneHToB BO3H HKHOBeﬁQé-m;(%QP;émEErBE%Tm nlp Pitroit

OTMEHBI JamMoTpukuHA. ChIllb, OOBIYHO MAaKyJOMAMMyJIe3HOTO XapakTepa, B OCHOBHOM

MOSIBIISIETCS B TEUYCHHE 8 HEAeNb C MOMEHTAa Hayajla Tepalmuyd U MPOXOJIUT IOCJIE€ OTMEHbI

JaMOTPHIKUHA.

HmeroTcst cooOIIEeHUs O PeIKUX CIydasiX pa3BUTHUSA TSKENOM, MOTEHLIUATbHO OMACHOM [ )KU3HU

KOXXHOHM CbIlK, BKIOYass cuHjpoMm CTuBeHca-/[’KOHCOHa W TOKCHYECKHUU SHUIEpMalIbHBIN

Hekponu3 (cuHzapoMm Jlaiienna). Xors B OOJBIIMHCTBE CIy4aeB IPH OTMEHE IIpernapara

MPOUCXOIIIO OOpaTHOE pa3BUTHE CHUMIITOMOB, Y HEKOTOPBIX MAalMEHTOB OCTaBaJUCh

HeoOpaTuMble pyOLbl, U, B PEIKUX CIIydasx, ObUIM 3aperucTPUpPOBAHBI JIETAIBHBIE HCXOBL,

CBSI3aHHBIE C PUEMOM Ipernapara.

OOmuit pUCK MOSIBJICHUS CBHIINK TECHO CBS3aH C:

® BbBICOKOW HAYaNbHOM J030M JAMOTPHU/DKMHA W TPEBBIIICHHMEM PEKOMEHIYEeMON CXEMBI
MOBBILIEHUS 1036l BO BPEMsI TepAUH JIAMOTPHUIKUHOM;

® CONYTCTBYIOIIMM IIPUMEHEHHEM BaJbIIpoOaTa.

Takxe ObUIM MOJYYEHBI COOOIIECHUS O Pa3BUTHH CHIMU B paMKax JIEKAPCTBEHHOW pEakiuu C

so3uHOuiMelt U cucreMHbiMu TposiBieHusMu (DRESS cunapom), Takxke u3BeCTHOW Kak

CHUHIPOM THUINEPUYYBCTBUTEIBHOCTU. IDTO COCTOSHHUE CBSI3aHO C PA3JIHMYHBIMA CHCTEMHBIMU

MPOSIBIICHUSIMU (CM. HAPYIICHUS CO CTOPOHBI UMMYHHOMN CHCTEMBI**),

Hapywenus co cmopoHuvl mbiuieyHotl, ckeiemHoll U cOeOUHUMenNbHol MKAHU

Ouenb pedxo: BOITYAHOYHO-TTOAOOHBIN CHHAPOM.

Obwue napywenus u peakyuu 8 mecme 68e0eHUs.

Yacmo: yTOMIIIEMOCT.

bunonsipaoe adPekTUBHOE PACCTPONCTBO

Crenyromue HexenaTeabHble peakiMi ObUIM BBISBIEHBI B X0J/1€ KIMHUYECKUX HUCCIEIOBaHUN Y
NAlUEHTOB ¢ OUMoNspHbIM ap(EeKTUBHBIM PACCTPOMCTBOM U IpPH OIEHKE 00Iero mpoduis
0€30MacHOCTH JIaMOTPU/DKMHA JIOJDKHBI pPAacCMaTpUBATBCS COBMECTHO C HEXKeNaTeIbHbIMU
peakuusMH, BBISIBJICHHBIMU B X0/1€ KIIMHUYECKUX UCCIIEI0BAaHUI y MAlMEHTOB C AMMIIEIICUEN U B
XO0/JI€ MOCTPETUCTPALIMOHHOTO HAOIIOICHHSL.

Hapywenus co cmopoHbl nepsHoli cucmembl

Ouenb yacmo: TOIOBHAsA OOJb;

Yacmo. axuTanusi, COHINBOCTh, TOJIOBOKPYKEHHE.

Hapywenus co cmoporbl Kodicu u NOOKOICHBIX MKAHEl

Ouenv wacmo: KOXHasl ChIIlb;

Peoko: cunapom CtuBeHca-J[>koHCOHA.

[Tpu omenke Bcex UCCIENOBaHUM (KOHTPOJIHMPYEMBIX M HEKOHTPOJIUPYEMBIX) MO MPUMEHEHUIO
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JAMOTPUJDKUHA Y TAIMEHTOB C OWIIOISPHBIM a@@eﬂﬂﬁ%ﬁﬂﬁﬂé}&'ﬁgﬁ%ﬁﬂ; (kbsimas e

MY OTUETY

BO3HUKaNa y 12 % mnanueHToB, MOJIy4aBIIMX JIAMOTPUDKMH, TOI/IAa KaK B KOHTPOJUPYEMBIX
KJIMHUYECKHX MCCIIEJOBAHUSAX Yy TAlUEHTOB C OWUMOMSAPHBIM aEeKTHBHBIM pPacCcTpPOHCTBOM
KOKHasl ChIllb BO3HUKaNA y 8 % MalMeHTOB, MOJYYaBIIUX JAMOTPUIKUH, U Y 6 % manueHToB,
MOJTy4yaBUINX I1a11e0o0.

Hapywenus co cmopoHvl MbluieyHot, CKelemHol U COeOUHUMENbHOU MKAHU

Yacmo: apTpanrus.

Obwue HapyweHus u peakyuu 8 Mmecme 8e0eHus

Yacmo: 00716, 005 B CIIMHE.

IlocTperucTpallmioHHOE Ha6JIIO,IIeHI/IC

JaHHblii  pa3gen  BKJIIOYACT  HEXeNaTeJdbHbIE  PEaklUd,  BBIABICHHBIE B XOE
MOCTPETUCTPALIMOHHOTO HaOMIOeHUsT MO0 O0OMM TOKa3aHUsIM K mIpuMeHeHuto. [Ipu orenke
obmiero mpoduist 6e30MacHOCTH JAMOTPUKUHA JAaHHBIE HEXKENaTeIbHbIe PEaKIMH OJIKHBI
paccMaTpuBaThCS COBMECTHO C HEXKEJATEeIbHBIMH PEAKIUSMH, BBIABICHHBIMH B XOJ€
KJIMHUYECKUX HWCCIICAOBAaHUI Yy IAlMEHTOB C SIWICTICHEH M OWUIONAPHBIM a(eKTHBHBIM
paccTponCTBOM.

Hapywenus co cmoponul kposu u tumghamuueckoul cucmembl

Ouenwv pedxo: reModarouTapHbIid TUMGPOTUCTHOILIUTO3.

Hapywenus co cmoponsl uMMyHHOU cucmembl

Ouyenwb pedxo: TuIOraMMarioOyJInHEeMusl.

Tcuxuyeckue napywenus

Ouenv pedxko: HOYHbIE KOILIMaPBHI.

Hapywenus co cmoponvl nepgnoti cucmembl

Ouenb yacmo: COHINBOCTb, aTAKCHs, TOJIOBHAS 00JIb, TOJIOBOKPYKEHHE;

Yacmo: HUCTArM, TPEMOpP, OECCOHHUIIA;

Peoko: acenTuyeckuii MEHHHTHT;

Ouenb peoxo. aXKHUTaAIMs], HEYCTOHYNBOCTD TIOXOJIKH, JBUTATEIIbHBIC PACCTPONCTBA, YXYAIICHHE
cUMNTOMOB Oosie3Hu [lapkruHCOHa, SKCTpanupaMuaHbIe pacCTPOCTBa, XOPEoaTeTO3.

HmeroTces cooO1ieHns 0 TOM, YTO JIAMOTPUKUH MOXKET yXy/IIaTh CUMIITOMbI TAPKUHCOHU3MA Yy
MAIMEeHTOB C M3HAYAJILHO MIPUCYTCTBOBaBIIEH O00e3HbI0 [TapKMHCOHA, ¥ € ITMHUYHBIE COOOIICHHS
O Ppa3BHTUHU OHKCTPANIMPAMHUIHBIX CHUMIITOMOB W XOpE0aTeTo3a y TAalueHTOB 0e3 TaHHOTO
3a00JIeBaHMUA.

Hapywenus co cmoponul opeana 3penus

Ouens yacmo: TUATUIONHSL, HEUYETKOE 3PEHHE;

Peoxo: KOHBIOHKTHBHT.
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Kenyoouno-Kuueunvie HapyuleHus

Ouenb yacmo: TOIIHOTA, PBOTA;

Yacmo: nuapes.

Hapywenus co cmopoHbl Kodicu u nOOKONHCHBIX MKAHel
Peoko: amonenus.

Hapywenus co cmopoHvl nouex u Mouesvbi8o05auux nymetl
OueHb peaxo: TyOyIOMHTEPCTHIIUATBHBIN HEPPUT*.

* MOXET BO3HUKHYTh IIPH YBEHTE.

ToJIbKO IIpH SIHIICTICUU

Hapywenus co cmoponwvl HepeHoll cucmembl
Ouenb pedxo. TIOBBILICHNE YAaCTOTHI CYAOPOKHBIX MIPUTIAIKOB.

COO6H.I€HI/IC O IMOA03PCBACMBIX HCKCIATCIAbHBIX PCAKIIHUAX

BaxHo coo0mare 0 TMOAO03peBaeMbIX HEXKENATeNbHBIX peakIUsaX IMOocle perucTpauuu
JICKapCTBEHHOTO TIperapara ¢ meiibilo 00eCreYeHrsT HEMPEePhIBHOIO MOHUTOPHUHTA COOTHOIIICHUS
«I0Nb3a — PHUCK» JICKAPCTBEHHOTO mpernapara. MeIuIMHCKUM pabOTHUKAM pPEKOMEHIYETCS
coo0IaTe O JIIOOBIX MO03PEBACMbIX HEXKENATENbHBIX PEaKIUsAX JEKapCTBEHHOTO Ipemnapara
yepe3 HallMOHAJIbHBIE CUCTEMBI COOOIICHUS O HEKEIaTeNbHBIX PEaKIHIX TOCylIapCTB — YICHOB
EBpa3uiickoro 3K0HOMHYECKOTr0 COI03a.

Poccniickas @enepanys

109012, r. Mocksa, CnaBsiHCcKas 1iomans, 1. 4, crp. 1

®OenepanbHas ci1yx0a 1Mo Ha30py B cdepe 3ApaBOOXpaHEHUs

Temedon: +7 800 550 99 03

OnekrponHas mouta: pharm@roszdravnadzor.gov.ru

Caiit B nHGOPMAIMOHHO-TEIEKOMMYyHUKAIIMOHHOM ceTu «HTepHeT»:

https://www.roszdravnadzor.gov.ru/

4.9. llepeno3npoBka

CHMIITOMBI

[Ipu mpueme n03, mpesblmaromux B 10-20 pa3 MakcUMallbHBIE TEpaneBTHYECKHE, OBbLIN
3apETHCTPUPOBAHBI CITydau C JICTATBHBIM UcX0A0M. [lepeno3npoBka MposBIIsiIach CAMIITOMAMH,
BKJTIOUABITUMH HHCTarMm, aTaKCHUIO, HAPYIICHHUS CO3HAHUS, SIMHJICITHYCCKAN TTPHUITAIOK U KOMY.
[Ipu nepeno3upoBKe y MalueHTOB TaKkke HabmogaeTcs pacipenue natepsana QRS (ymmnenue
BPEMEHH BHYTPIKETYJOUYKOBOI MPOBOIUMOCTH).

JleueHme

PeKOMeHJIOBaHa rocruvTain3anus U MMpOBEACHUC nonnepmHBa}omeﬁ TEpal B COOTBETCTBUU C
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KJIMHUYECKOW KapTUHOM.

5. PAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoauHaAMHYeCKHe CBOICTBA
dapMakoTepaneBTUUECKass  TpyIIa: MPOTUBO3MWIENTAUYECKUE  IIPENApaThI; povune
MIPOTUBO3MUIICIITUYECKHE MTPENaparshl.

Kon ATX: NO3AX09

Mexanuszm geiicTBus

PesynbTarel papMakoIOrHIeCKUX HCCIEAOBAHUN CBUACTEIHCTBYIOT O TOM, YTO JIAMOTPHUIKUH
ABIIIETCS. OJIOKATOPOM MOTEHIIMAN-3aBUCUMBIX HATPUEBBIX KAHAJIOB, IIPU 3TOM JCHCTBHE CAMOI0
mpernapaTa 3aBUCUT OT BEIMYMHBI DJIEKTPUYECKOrO 3apsna U xapakrtepusyercs 3¢hdexTom
CaMONIOTEHIIMUPOBaHUs. B KynbType HEWPOHOB TaMOTPUI>)KHUH BBI3BIBAET MOTCHIIMAII-3aBUCUMYIO
0JIOKaay HEMPEepBhIBHO TIOBTOPSIOIMICHCS HMMIYJIbCAlUM ¢ TOJIABIAET IMAaTOJOTUYECKOE
BBICBOOOKJICHIE TIIYTAMHUHOBOW KHCJIOTHI (HEHpOMEAMATOp, WTPAIOLINil KIIOUEBYIO pPOJb B
pPa3BUTUU JMHUICHTHYECKUX TMPUIAIKOB), a TaKkKe HWHTHOUPYET JAETONISIPU3AINI0, BBHI3BAHHYIO
[JIyTaMaToM.

CDaDMaKOZ[I/IHaMI/I‘-IeCKI/Ie E)d)d)eKTI)I

PesynpraThl  uWccienoBaHumii  IN VItFO  moka3zaiu,  4YTO  JIAMOTPW/DKMH — 0OJajgaer
MPOTHBOAPUTMHUYECKON aKTUBHOCTBIO Kiacca IB mpu npuMeHeHHH B TEPaneBTUYSCKHA 3HAYMMBIX
KOHIeHTpauusx. [laHHbIl mpenapar MHrHOUpYeT ObICTphIE MOTEHIIMAN-3aBUCHMBbIE HAaTPHEBBIC
KaHAJIbI B MUOKApJIe YeJIOBEKa, UTO COTJIACYeTCsl C JAEHCTBHUEM APYTHUX MPOTUBOAPUTMUUYECKHUX
cpencts kinacca IB.

[Ipu nperanpbHOM w3ydeHun wuHTepBada QT y 340poBBIX JOOpPOBOINBIEB JTaMOTPHIKHUH,
MPUMEHSIEMBIN B TEepaneBTUYECKUX [103aX, HE 3aMeJUIS JKEeNyI0YKOBYIO MPOBOJUMOCTH (HE
pacuupsut komruiekc QRS). Tem He MeHee, y MalMEHTOB C KIMHUYECKH 3HAYMMBIMU
CTPYKTYPHBIMHU WIH (YHKIIMOHATHHBIMHU 3a00JICBAaHUSIMU CEPAIla JIAMOTPUDKUH TTOTEHIIMAIIBHO
MOJKET 3aMEUIUTh >KEITYJOYKOBYIO MPOBOAMMOCTH (pactiuputh komiiekc QRS) u BbI3BaTh
MIPOAPUTMHIO.

B uccnenoBanusx, pa3paboTaHHBIX IS OIEHKH BIUSIHUS MPETapaToB Ha IEHTPATbHYIO HEPBHYIO
CHUCTEMY, Pe3yJIbTaThl, TOJYIECHHBIC IPY TPUMEHEHUH JIAMOTPHUKUHA B 103¢ 240 MT y 3I0pOBBIX
T0OPOBOJBIIEB, HE OTIMYAINCH OT TAKOBBIX, TOMYYEHHBIX MPU MPUMEHEHUH M1aedo, B TO BpeMs
Kak mocie npuema (penuronHa B go3e 1000 mr m amazemama B go3e 10 Mr mo OTAENbHOCTH
HaOIOJAIOCh HapyIIEHUE TOYHOM 3pPUTEIBHO-MOTOPHOW KOOPJAWHAIMKA W JBWIKEHHUS TJias,

HAapyYICHHUE PABHOBECH TCJIa U MIPOABIICHHUC CY6T)€KTI/IBHOFO CECIAaTUBHOTI'O }IeﬁCTBHH.
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B nmpyrom uccrnenoBanun kapOamaszenuH, Mpu I/IMaeML'IH 15:[1;@«9311%6 %Q#ﬂil -B-Eoée' ()'(')b' MT,

3HAQUUTENIbHO Hapyllajdl TOYHYIO 3PUTEIbHO-MOTOPHYIO KOOPAMHALMIO U JBWXKEHHUS TJa3 C
O/JIHOBPEMEHHBIM HApYILIEHHEM paBHOBECHS Tela M TMOBBIIICHUEM YacTOThl CEepPICUYHBIX
COKpAIIEHHH1, B TO BpeMs KaK pe3yJIbTaThl, IOJTYYeHHbIE TPU IPUMEHEHUH JIAMOTPUKIHA B 033X
150 mr 1 300 Mr, HE OTJIMYAIIUCH OT TAKOBBIX MPH MPUMEHEHHUH TUIa1e00.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AOGcopouus

JlamoTpuIKuH OBICTPO U OTHOCTHIO BCACKIBACTCS U3 KUIIEYHHUKA, PAKTUYECKH HE MOJIBEPTasich
PECUCTEMHOMY METabOoJIM3My TIEPBOrO MPOXoKAeHUsA. MakcuManbHast KoHeHTpanus (Cmax) B
IUIa3Me KPOBM JIOCTHTaeTcs MPUOIM3HUTENBHO uepe3 2,5 daca mocie MepopalbHOTO MpHeMa
npenapata. Bpems noctuxkeHuss Cmax HE3HAYUTENBHO YBEIMUYMBAETCS OCIE IIPUEMA IUIIU, HO
CTerNeHb a0COPOIMH OCTAeTCs HEU3MEHHOI.

DapMaKOKMHETHKA HMMEEeT JIMHEWHBIM XapakTep HpU MpHeMe OAHOKpaTHOW A03bl A0 450 mr
(HamOopInas ucciuenoBaHHas 103a). HabmoaroTces 3HaYnTEIbHBIC HHIUBH Ty aTbHBIC KOJICOaHMS
MaKCHMaJIbHOW KOHIICHTPAIIMU B PABHOBECHOM COCTOSIHUHU, OJTHAKO C PEIKHUMH KOJCOAHUSIMH Y
Ka)KIO0T0 OT/IEIBHOIO MaI[UeHTA.

Pacupenenenue

JlaMOTpWDKUH  CBsI3BIBACTCS C OCIKaMHM IUIA3MBl  KPOBH MpUOJM3WTETbHO HA 55 %.
ManoBeposTHO, 4TO BBICBOOOXKJEHUE IpernapaTa U3 CBS3M C OEIKOM MOXXET NPUBOAUTH K
pa3BUTHIO ToKcuueckoro ¢ dekra. O6beM pacnpeaeneHus cocrasisier 0,92-1,22 n/kr.

BI/IOTDaHC(bODMaHI/IH

B MeTabonu3me JAMOTPHJKHUHA MIPUHUMAET y4acTue bepmeHT
ypunuaaudocdarriaokyponuntpancdepasa (Y AD-rmokyponuntpancdepasa). JlaMmoTpupkuH B
HE3HAYUTENbHON CTENEHH MOBBIIIAET CBOM COOCTBEHHBIN METa0OIU3M B 3aBUCHMOCTH OT O3Bl
Onnako HET HHUKaKUX JaHHBIX, TMOATBEPXKIAIOMIUX, YTO JAMOTPHIXKHUH BJIHUSET Ha
dapmakokuHeTHKy Apyrux [IOI1 u 910 MeXay JIaMOTPUIPKHHOM W JIPYTHMH Ipenaparamu,
MEeTabO0IM3UPYIOIUMHUCS CUCTEMOM nuToxpoMa P450, BO3MOKHO B3anMoOIeHCTBHE.
DJIMMUHALNS

VY 3I0pOBBIX B3pPOCIBIX JHUI] CPEIHUI PaBHOBECHBIM KIMPEHC JIAaMOTPUKMHA COCTABISET B
cpennem 39+14 mu/mus. JlamoTpumakuH mMetabonu3upyercs ¢ o0pa3oBaHUEM TIIIOKYPOHHUIIOB,
KOTOPBIC BBIBOJIATCS TTOYKAMH.

Memnee 10 % npenapara BHIBOAUTCS MOYKAMHU B HEU3MEHEHHOM BUJIE, OKOJIO 2 % yepe3 KUIIIEUHUK.
Knupenc u nepuon nonyssiBenenus (T12) He 3aBUCAT OT 103bl. T1/2 Y 3A0POBBIX B3POCIBIX JIHII
COCTaBIISIET B cpeaHeM OT 24 10 35 vacoB. Y marnueHToB ¢ cuHapoMoM JKuibOepa HaOIroaamo0ch

CHI)KEHME KJMpeHca mpemnapata Ha 32 % 1Mo cpaBHEHHUIO C KOHTPOJIbHOM IpyMIoH, YTO, OJHAKO,
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0osbIIOE BIMSHUE OKAa3bIBAIOT OJHOBPEMEHHO IPHUHUMAEMbIE JIEKApCTBEHHBIC MpPErapaThl.
Cpennuii T12 cHMxaeTcss MpUOIM3UTENBHO O 14 4acoB MpH OJHOBPEMEHHOM NPUMEHEHUU C
npenapaTaMu-uHAYKTOPaMU TIIIOKYPOHUPOBAaHMS, TAKUMHU Kak KapOamas3enuH U (DEHUTOUH, U
HOBBIIIACTCS, B CpeAHEM, J10 70 4acoB P OJIHOBPEMEHHOM IIPUMEHEHUH C BAJIBIIPOATOM.

(DaDMaKOKI/IHeTI/IKa Y IIOXUJIBIX ITAITMCHTOB

Knuanyecku 3HaYMMBIE pa3Inyus B KIMPEHCE JaMOTPUKUHA Y ITALMEHTOB TOXKHUIIOTO BO3pacTa
B CPAaBHEHMH C MOJIO/IBIMU NAI[IEHTaMHU He OOHApYKECHBI.

Pe3ynpTaThl NonymsiiMOHHOTO (apMaKOKMHETHYECKOTO aHAIN3a, BKIIOYAIOLIEr0 Kak MOJOAbIX,
TaK ¥ MOKWIBIX MMAlUEHTOB C MUJICTICUEH, yYaCTBOBABIIMX B OJHUX M TEX K€ MCCIIEJOBAHUSX,
[IO0Ka3aJIM, YTO KJIMPEHC JAMOTPUKIMHA HE N3MEHUJICS B KIIMHUUYECKU 3HaunuMoi crenenu. [locie
OJTHOKPATHOT'O IPUMEHEHHUS IJAaMOTPUDKUHA KaXYIIUHCS KIMpeHe cHu3uics Ha 12 % ¢ 35 mui/mMun
B Bospacte 20 ner ao 31 ma/mun B Bo3pacte 70 ner. CHUKEHHME BETUYMHBI KIHpPEHCa
JaMoTpuKuHa mocne 48 Hexenbs nedeHus cocraBisuio 10 %, ¢ 41 mo 37 mu/MuH, MEXITY
TpyNIaMd MOJIOJBIX W TOKWIBIX ManueHToB. KpoMe Toro, ¢papMakOKHHETUKY JIAMOTPHKHHA
u3ydasn y 12 370pOBbIX MOKHIIBIX JOOPOBOJIBIIEB 11OCIE OJHOKPATHOIO IIpUeMa JIAMOTPHKMHA
B (popMe HeMeAJIeHHOTro BbICBOOOXKAeHUs B 103¢ 150 mr. CpenHuil KIMpPEHC y MOXKHIIBIX JIMIL
(0,39 Ma/mMuH/KT) HaxoAWJCS B JHMana3oHe cpeaHUX 3HadeHuid wimpedca (ot 0,31 1o
0,65 MiI/MUH/KT), TIOTYYEHHBIX B 9 HCCIIEOBAHMIX C YYaCTHEM B3POCIBIX JIAI[ HE TOXXKUIOTO
BO3pacTa Iocje OAHOKPATHOro IpUMEHEeHUs penapaTa B 103ax oT 30 1o 450 mr.

DapMaKOKMHETHKA Y HAIIMEHTOB C HAPYIIIEHUEM d)VHKHI/II/I NOYCK

Kaxxaplit n3 nBeHagnati 100pOBOJIBIEB C XPOHUUYECKOM MOYEUHOM HEIOCTATOUHOCTHIO U APYTUX
6 MalMeHTOB, HaXOAUIMXCA Ha TeMOAuain3e, MPUHUMAI OJHOKPATHYIO /103y JaMOTPHIKUHA,
paBuyto 100 wmr. CpemHee 3HaueHHE Kaxyllerocs kiupeHca coctaBisuio 0,42 mi/MUH/KT
(XpoHuyeckas modeyHasi HeA0CTaTOYHOCTh), 0,33 MII/MUH/KT (MEXAy CeaHCaMH TreMOJualn3a) U
1,57 mu/mun/kr (BO Bpemsi remojuanu3a) 1o cpaBHeHHIO ¢ 0,58 MI/MHUH/KT y 310pPOBBIX
no0poBosbiieB. CpeHUI TMEepUoj] MOTYBBIBEACHHUS M3 IIa3Mbl KPOBU cocTaBisul 42,9 dacoB
(XpoHuyeckasi mo4yeuHasi HeZJOCTaTOYHOCTh), 57,4 daca (Mexay ceaHcamu remonuanusa) u 13,0
4acoB (BO BpeMsl reMoJuain3a) Mo CpaBHEHMIO ¢ 26,2 YacamM y 370pOBBIX J100poBoJbIEeB. B
cpennem, okoio 20 % (auanaszoH = oT 5,6 10 35,1) KoMUecTBa JAMOTPUKHUHA, HAXOSIIETOCS B
opraHu3me, ObUIO BBIBEJIEHO Ha TMPOTSHKEHWH 4-4aCOBOTO ceaHca remojauanusa. s maHHou
CPYIIIIBI NAIMEHTOB HavajdbHas 032 JIAMOTPUI)KMHA PACCUUTHIBAETCSI B COOTBETCTBUM CO CXEMOM
Ha3HAa4YeHMs IPOTUBOAMIENTHYECKOIO Mpenapara; CHUKEHHbIE TIOJEPKUBAOLIUE JO3bI MOTYT
ObITh 3P (EKTUBHBIMH Y TAIIUEHTOB CO 3HAYUTENIBHBIM HapyIIEHUEM (PYHKIIH ITOYEK.

q)aDMaKOKI/IHeTI/IKa Y IAaIlMEHTOB C HAPYIICHUEM d)VHKIII/II/I INEYCHU
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JaMOTPUKMHA B (popMe HEMEITICHHOTO BRICBOOOXKICHHS C yJacTUEM 24 MAIIEHTOB C Pa3IMYHOM
CTETICHBIO HAPYIICHUs (PYHKIIUH MeYeHHU U 12 310pOBBIX JOOPOBOJIBIIEB B KAUECTBE KOHTPOIHHOM
rpynnel. MeauaHna Kaxyllerocs KidpeHca jgamMoTpupkuHa coctaBimsia 0,31, 0,24 wim
0,10 mu/MUH/KT y TIAIMEHTOB CO CTENeHbl0 HapymeHus (ynknuu nedenn A, B u C
(xnaccudukanus no mkane Yainna-I1bi0) cooTBeTCTBEHHO, 10 cpaBHeHHIO ¢ 0,34 MI/MHH/KT Y
3/10pPOBBIX JIUI IPYNIBl KOHTpOJs. HauanbHble, Ha 3Tane NOBBIIEHUS U NTOAIEP>KUBAIOIINE 03Bl
00BIYHO HEOOXOAUMO CHU3UTH MPUOIN3UTEIHHO Ha 50 % y MallMeHTOoB ¢ YMEpeHHbIM (cTeneHs B
no mkane Yaiina-I1et0) u Ha 75 % y nanueHToB ¢ TspkenbiM (ctenenb C no mkane Yaina-I1sio)
HapymeHneM (QyHKIHUU nedeHu. J{0361 Ha dTare MOBBIICHUS U MOAICPKUBAIOIIUE 103bI CIETyeT
KOPPEKTUPOBATh B COOTBETCTBUU C KIMHUYECKUM OTBETOM.
eTH

VY nereil KIUpeHC NAMOTPUKHMHA MPHU pacueTe Ha MAacCy Telia BbIIIE, YeM Y B3pPOCIBIX; OH
HauboJsee BBICOK y JieTel A0 5 yeT. Y neredl nepuo MoiayBbIBEACHUS JIaMOTPUIKUHA OOBIYHO
KOopode, 4yeM y B3pocibiX. Ero cpenHee 3HaueHue NpUOIU3UTENBHO COCTaBISET 7 4acoB IPHU
OJIHOBPEMEHHOM MPUMEHEHUU C MpernapaTtaMy, HHIYHIUPYIOIMKUMHU TIIOKYPOHUPOBAHHUE, TAKUMU
Kak kapOama3zenuH 1 ()eHUTOUH, U MOBBIIIAETCS B cpeaHeM 110 45—50 yacoB pu OAHOBPEMEHHOM
IIPUMEHEHUH C BAJIBIIPOATAMHU.

Kinuanueckas 3¢ deKTUBHOCTL YV MALMEHTOB ¢ OUOOIIPHBLIM addEKTUBHBIM DPACCTPOUCTBOM

O} PexTUBHOCTh B MPENOTBPALICHHH PACCTPOMCTB HACTPOCHHS Y MALMEHTOB C OUMOISPHBIMU
paccTpoiicTBamMu ObLIa MPOJAEMOHCTPUPOBAHA B IBYX 0a30BBIX KIMHHYECKHUX HCCIEeIOBaHUSIX. B
pe3ynbTrare KOMOWHHUPOBAHHOTO aHajdW3a MOJYYEHHBIX PE3YJbTAaTOB OBLJIO YCTAaHOBJIEHO, YTO
MPOJIOJDKUTENIEHOCTh  PEMHUCCHUM, OTPEICISIBIIAsACS KaK BpPeMs JI0 BO3HUKHOBEHHS IE€PBOTO
AMU30/1a JENPECCUU U JI0 MEPBOr0 JMH30/la MAHUH/TUIIOMAHUH/CMEIIAHHOTO 3MHU30/]a MAaHUU U
TUTMIOMaHUU TOCJE CTaOWIN3aliH, JOJbIIE B TPYIIE JaMOTPHIKHUHA 110 CPABHEHHIO C TIaleoo.

[TpooKUTETBHOCTh PEMUCCUH 00JIEE BBIPAXKEHA JIJIS ICIIPECCHH.

6. PAPMAIIEBTUUECKHUE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB
e JlakTo3BI MOHOTHIpAT (Caxap MOJOYHBIH)
o [lemmrono3a MUKPOKpHUCTATIINYECKAS
o [JloBumon-K25
e KapbokcumeTuinkpaxmai HaTpHst

e Marnus creapar
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY

6.2. HecoBMecTUMOCTH

He npumennmo.

6.3. Cpok rogHocTu (CpOK XpaHeHus1)

3 rona.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NMPU XPAHEHUU

XpaHutb 1pu Temrneparype He Boiie 25 °C.

6.5. XapakTep u cofep:kaHue NEPBUYHOH YIIAKOBKH

TabneTku.

ITo 10, 25, 30, 50 Tabmerok B KOHTYPHYK SYCHKOBYIO YIAKOBKY W3 IUICHKH
NOJMBUHUIXJIOPUIHON M (DOJIBIH aTFOMHUHHUEBOM MEYaTHOHN JIAKUPOBAHHOM.

ITo 10, 20, 30, 40, 50 wm 100 TabneTok B OaHKM U3 MOJMATUICHTEpeTAIaTa ISl TICKApPCTBEHHBIX
CPEICTB, YKYHNOPEHHbIE KPBIIIKAMU HABHHUMBAEMBIMH C KOHTPOJIEM IEPBOTO BCKPBITHS WU
CUCTEMON «Ha)XaTb-TIOBEPHYTHb» U3 TMOJUIPOINWICHA WM TMOJUATHICHA WU OaHKU
MOJIUTIPOITMIICHOBBIE ISl IEKAPCTBEHHBIX CPEJICTB, YKYIIOPEHHBIE KPBIIIKAMH HATSITUBAEMbBIMH C
KOHTPOJIEM TIEPBOTO BCKPBHITUS W3 TOJMATHICHA, WIA OaHKU MOJHMIPONMICHOBBIE IS
JIEKapCTBEHHBIX CPEJICTB, YKYIOPEHHBbIE KPBIIIKAMU HATATMBAEMBbIMU C KOHTPOJEM MEPBOIO
BCKPBITHSI U3 TOJIMATUIICHA BEICOKOTO JJABICHHUS.

Opnny 6anky win 1, 2, 3, 5 win 10 KOHTYPHBIX SYEMKOBBIX YIIAKOBOK BMECTE C MHCTPYKLUEH 10
MIPUMEHEHHUIO TIOMEIIAIOT B KAPTOHHYIO YIAKOBKY (I1auKy).

6.6. Oco0Oble Mepbl MNPEIOCTOPOKHOCTH NPHM  YHHUYTOXKEHHH  HCIOJIb30BAHHOIO
JICKAPCTBEHHOI0  Npenapara WJIM  OTXOA0B, TMOJYYEHHBIX IOCJA¢ NPHMEHEHHUs
JIEKAPCTBEHHOI'0 Mpenapara u Apyrue MaHUIYJIAIHMHU C PenapaToM

OcoOble TpeOoBaHUSI OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPALHUOHHOI'O YAOCTOBEPEHUA

Poccus

00O «Aromm»

445351, Camapckas 0611., . XKurynesck, yin. I'mapoctpouteneit, 1. 6.
Tem.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 26.10.2023 N= 21550

7.1. IlpeacTaBUTENb AepKATe/IsA PerHCTPAHJHHOrO yhberoneperms | = |EHOCTE 0001)

[Iperensun norpedUTENEH HAIPABIISITE 10 aAPECY:

Poccus

000 «O308»

445351, Camapckas 0011., r.0. XKurynesck, 1. XXurynesck, yi. ['mapocrpourenei, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP PETUCTPAIIMOHHOT O YAOCTOBEPEHMUSA

9. JIATA TIEPBUYHOW PETMCTPAIIMM (MOATBEPKIEHUSA
PETACTPAIIAN, TEPEPETVCTPALIAN)

Jlara nepBoii peructpanumu:

10. JATA IIEPECMOTPA TEKCTA

OOmiass  xapakTepuCTHKa JIEKapCTBEHHOro Impemnapata JlaMOTpUKMH  JOCTYIIHA  Ha
MH(pOpPMallMOHHOM TmopTane EBpa3suiickoro SKOHOMHMYECKOTO CO3a B HH(OPMAIMOHHO-

KOMMYHHKaIMOHHOH cetn «HTepHeT» https://eec.eaeunion.org/.
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