COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 09.08.2024 N= 16436

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1702

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA
Tonupamar, 25 mr, TabIETKH, MOKPHITHIE IJICHOYHONW 000JI0YKOM

Tonupamart, 100 mr, TabaeTKH, HOKPHITHIE TUIEHOYHON 000JI0UYKON

2. KAYUECTBEHHbBIN 1 KOJIMYECTBEHHBIN COCTAB
JelicTBytolllee BEIIECTBO: TOMMUpPamMar

Tonupamar, 25 mr, TaOJIETKH, ITIOKPBITHIE INIEHOYHOU 000JI0YKON

Kaxnas Tabnerka cogepkut 25 Mr Tonupamara.

BcrnoMorarenbHbie BElIECTBa, HAJTHMYME KOTOPBIX HAJIO YYUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npenapara: JJakTo3sl MoHoTHIpaT — 21,15 mr (cm. pazaen 4.4).

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

Tonupamar, 100 mr, TaOJIETKH, ITIOKPBITHIE INIEHOYHOU 000JI0YKOU

Kaxxnas tabnerka comepxut 100 Mr Tonupamara.
BcnomoraTenbHble BelecTBa, HAJIMYKWE KOTOPBIX HAJO YUUTHIBATh B COCTaBE JIEKAPCTBEHHOTO
mpernapara: J1akTo3bl MoHoruApat — 84,60 mr (cM. pasnen 4.4).

[TonHbIN NIepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Ta0neTku, NOKPBIThIE TNIEHOYHOH 000104KOM

Tonupamar, 25 Mr, TabJIETKH, OKPBITHIE INIEHOYHOM 000JI0UKOMI

Kpyrible NnBOSKOBBINYKJIbIE TaOJIETKH, MOKPBITHIE IUIEHOYHOM 000104KOi Oenoro 1mBera, C
IPaBUPOBKOM «22» Ha OHOM CTOPOHE U rpaBUPOBKOH «E» Ha Apyroil cropoHe.

Tonupamar, 100 mr, Ta6HeTKI/I, MMOKPBITHIE TINIEHOYHOM 000J109KOM

prrJ'II)IC JABOSIKOBBIITYKJIBIC TaOJETKH CO CKOIIEHHBIMH KpassMH, TIOKPBITHIC TICHOYHOM
000JI04KOM TEMHO-KENTOrO 1IBETA, C TPAaBUPOBKON «23» Ha OAHON CTOPOHE U I'PaBUPOBKOM «E»

Ha JIPyrou CTOpOHE.

4. KIMHUYECKUE JAHHBIE
4.1. Iloxka3aHusl K NPUMEHEHHIO
Onunencus

B kadecTBe cpeacTBa MOHOTEpAIINH:

y B3pOCTBIX U JIeTel crapiie 3 jeT (JUIst JaHHOM JIEKapCTBEHHOW (OpMBI) C SMUIIETICHEN (B TOM
YHClie y MalMEeHTOB C BIIEPBbIE AMATHOCTUPOBAHHOMN SMUIIETICHEH ).

B cocTaBe KOMIJICKCHOM TEpalH:
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reHepaIN30BaHHBIMU TOHUKO-KIIOHUYECKUMH MPUIAJAKaMH, a TAKKE JUIs JISUEHUS] IPUIIAIKOB Ha
¢done cunapoma Jlennokca-I"acro.

Muepens

[Tpodpunaktuka NpuUCTYnoB MUTpeHHM y B3pociblx. [Ipumenenue mnpenapara Tonupamar amns
JIEYEHUs1 OCTPBIX MPUCTYIIOB MUT'PEHU HE U3YUYEHO.

4.2. Pexxum 103MpoOBaHNs U C1IOCO0 NPUMEHEeHUs!

PexxuM 1o3upoBaHus

Oougue pekomenoauuu

Jleyenne pekoMeHAYETCS HA4YMHATHL C HU3KOM J03bI M TOCTENEHHO IMOBBINIATH €€ 0
s dexkruBaor. [Ipu mombope M03BI U TEMIaX €€ YBEIWYCHHS CIICIYEeT PYKOBOJCTBOBATHCS
KJIMHUYECKOW peaKIuen mauenTa.

IHapyuanvuvle unu 2eHepaniu308aHHbvle MOHUKO-KIOHUYECKUEe NPURAOKU, 4 MaKdice
npunaoxu na gone cunopoma Jlennokca-Iacmo

HDI/IMGHGHI/IG B KOM6I/IHaHI/II/I C APYI'MMH IIPOTHBOCYIOPOKHBIMHU IIp€aparaMu vy B3pPOCJIbIX

nanrucHTOB

MunumansHas 3¢ dextuBHas no03a cocrapisier 200 Mr B feHb. OObIYHO CyMMapHasi CyTOYHas
no3a coctasisier ot 200 mr go 400 Mr u mpuHHMaeTcs B 1Ba npueMa. HekoTopbiM O0JbHBIM
MOKET TOHAJOOUTHCS YBEIMUYEHUE CYTOYHOW J03bl [0 MakcuMmaiabHOo — 1600 wr.
PexomeHayeTcst HauaTh JIEYEHHE C HM3KOW J103bl C MOCIEAYIOUIMM MOCTENEHHBIM I0A00pOM
s dexTuBHOM 103bl. [Tog0o0p 1036l HaunHaIOT ¢ 25-50 Mr, NpUHUMas UX Ha HOYb B TeueHue 1
Henenn. B nmanpHelnieM ¢ HENENbHBIMH WM JABYXHEICIbHBIMH WHTEPBAIAMHU JI03y MOXHO
yBenuuuBath Ha 25-50 (100) mr u npuHumarb ee B JBa mpuema. [Ipm monbope 1036l
HE00XOIMMO PYKOBOJCTBOBAThCS KIMHUUYECKUM 3(P(eKkToM. Y HEKOTOphIX OO0NBHBIX 3(hdeKkT
MOYET OBbITh JOCTUTHYT IpU Ipueme npenapara 1 pa3 B cyTku. i JOCTHIKEHHUS] ONTUMAaIbHOTO
apdexra JedeHWss mpenapatoM Tomupamar He 00s3aTE€IbHO  KOHTPOJIMPOBATH €0
KOHIIEHTPALUIO B TUIAa3Me.

JlaHHbIE pEeKOMEHJAIMM 1O J103€ MPUMEHUMBI KO BCEM B3pOCIBIM MalMeHTaM, BKJIIOYast
NOXKHJIBIX JIFOJICH, TPH OTCYTCTBUH y HUX 3a00JIeBaHuUs 1MoueK (cM. pazaen 4.4).

KoMOMHUpOBaHHAs IPOTUBOCYIOPOKHAI TEPAUS V IeTEN cTapiie 3 JIer

Pekomenayemass cymmapHas CyTo4Has Jo3a mpemnapara Tomupamar B KadecTBE CpeICTBa
JIOTIOJTHUTEIILHON TEeparuu COCTaBIsIET OT 5 10 9 MI/KT U NMpUHUMaeTcs B jiBa npuema. Ilogdop
710361 HEOOXOAMMO HavaTh ¢ 25 Mr (MJIM MeHee, OCHOBBIBasCh Ha HaudanbHOH no03e oT 1 10 3
MI/KT B JIeHb), IPUHUMAs UX Ha HOYb B TeueHue | Henenu. B nanbpHeileM ¢ HeAeNbHBIMU WU

ABYXHCICIbHBIMHA MHTCpPBAJIaMU JO3Y MOXXHO YBCIWNYHUBATH HA 1-3 wMr/kr B JACHb U IPUHUMATDb
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HE00X0IMMO PYKOBOJICTBOBAThCS KIMHUYECKUM 3P dextom. CyrouHast 1o3a 10 30 Mr/Kr oObIYHO
XOpOLLIO NEPEHOCUTCS.
Snunencus (6 mom uucie enepevie OUAZHOCMUPOCAHHAA)

MownoTepanms: O6I_HI/IC ITOJIOKCHU A

IIpp oTMEHE COIYTCTBYIOIIMX IPOTUBOCYIOPOXKHBIX IPENapaToB C LEIbI0 MOHOTEpaIluu
TOMHUPAMaTOM HEOOXOIUMO YUYUTHIBATh BOZMOKHOE BIMSHUE 3TOTO 1Iara Ha 4YacTOTY MPHUIIAIKOB.
B Tex cmywasx, Korza HeT HEOOXOOUMOCTH PE3KO OTMEHSTh  COIyTCTBYIOIINE
IPOTUBOCYJOPOXKHBIE MPenaparbl 10 COOOpaKEHUsIM O€30IacCHOCTH, PEKOMEHIYETCsl CHUXKATh
UX J03bl TIOCTEIIEHHO, YMEHbIIAs 103y COIYTCTBYIOLIMX MPOTUBOAIUICITUYECKUX IIPENApaToB
Ha OJIHY TPETh Ka)K/ble 2 HEJEIIH.

[Ipu oTmeHe mpenaparoB, SBJSAIOIIMXCS MHAYKTOPAMH MHUKPOCOMANBbHBIX ()EPMEHTOB IEUYECHH,
OyayT Bo3pacTaTb KOHILIEHTpALMU TONMpaMaTa B KpPOBU. B Takux cuTyanusx, mpu HaJuduu
KJIIMHAYECKMX ITOKa3aHuM 103y npenapara TonupamaTr MOKHO CHU3HT.

MoHoTepanusi: B3pocble

B navase neyeHust manyeHT JOJKEH MPUHUMATH 10 25 Mr npemnapaTa TonupaMar nepesi CHOM B
TeueHue 1 Henmenu. 3aTeM J03y MOBBILAKOT ¢ UHTEpBAIOM B 1-2 Henmenu Ha 25 mmm 50 mr
(cyTouHYIO 103y JeNAT Ha Ba npuema). Eciau manueHT He NepeHOCUT TaKOM PEXUM TTOBBIIICHUS
JI03bI, TO MOXXHO YBEJIHYUTh MHTEPBAIBI MEXKIY MOBBIIIEHUSAMH J03bI, JUOO TMOBBIIIATH 03y
6onee mnaBHo. [Ipu mogbope A036I HEOOXOAMMO PYKOBOACTBOBATHCS KIMHUYECKUM d(H(PEeKTOM.
HauanpHas mo3a mpu MOHOTEpanuU TOMUPAMATOM y B3pOcibiX cocTaBisier 100 mr B cyTkH, a
MaKCHUMaJlbHasi CyTOuYHas Jo03a He jJoibkHa mpeBbimarh 500 mr. Hekoropble mManueHThl ¢
pedpaxTepHbIMU pOopMaMH MUIIETICUH NTEPEHOCAT MOHOTEPAIMIO TonrpaMaToM B Jo3ax a0 1000
MTI B CyTKH. JlaHHBIE peKOMEHJalMU N0 JO3UPOBAHUIO OTHOCATCS KO BCEM B3POCIBIM, BKIIHOYAs
MOKUJIBIX MMAIlUEHTOB 0e3 3a00JICBaHMUI TTOYCK.

MoHnoTtepanus: netu

Jletsim B Bo3pacTe cTapiue 3 JIeT B IIEPBYIO HEMIENMIO JICUCHHS CIIeyeT 1aBaTh TONHUpaMar B J103€
0,5-1 Mr/kr mMaccel Tena mepesx CHOM. 3aTeM 03y MOBBIILAIOT C UHTEpBAjoM B 1-2 Hexenu Ha
0,5—1 MI/kr B CyTKH (CYyTOUYHYIO 03y JIeNIAT Ha JBa npuema). Eciin pebeHoK He MepeHOCUT Takon
PEKUM TIOBBIIIEHUS J03bI, TO MOKHO TIOBBHINIATH /03y OoJiee TUTABHO WM YBEIWYHBATH
MHTEPBAIBI MEX]Ty TOBBIIICHUSIMH J103bl. BemnunHa 10361 M CKOPOCTH €€ MOBBIIICHUS JTOJDKHBI
OTIpeNIeNAThCS KIMHUYECKUM PE3YIbTaTOM.

PexomentyeMblii arana3oH /103 NP MOHOTEpANMK TONHpaMaToM y JeTell B Bo3pacTe cTapiie 3
net coctaBiger 100400 mr/cytku. JleTsM ¢ HEAaBHO AMArHOCTHMPOBAHHBIMU MapLUaIbHBIMU

MPUITAIKaMHA MOKHO Ha3zHaudath 10 500 Mr B CyTKH.
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(NOCNEQCBATENEHOCTE 0002)

Muczpenys

Pexomennyemas oOmiasi CyTodHas j03a TOmUpaMara Jjisi IpOo(UIaAKTUKA TMPHUCTYIIOB MUTPEHU
coctasisier 100 mMr, npuHuMaeMas B 2 puema. B Havasie neyeHus: MaueHT JA0HKeH TPUHUMATh
no 25 mr npenaparta Tonupamar nepes cHOM B TedeHue 1 Heaenu. 3aTeM 103y yBEIWYUBAIOT C
uHTepBajioM B 1 Henemto Ha 25 Mr B cyTku. Eciu manuMeHT HE MEepeHOCHT TaKoro peKuma
MOBBIIICHUS 03B, TO MOXXHO YBEJIMYUTh WHTEPBAIBI MEXKIY YBEIUYCHUSIMH JI03bI, JTHOO
MOBBIIIIATh 03y Oonee 1uiaBHO. [lpm mombope m036I HEOOXOIUMO PYKOBOJCTBOBATHCS
KIIMHUYECKUM 3P (HEKTOM.

Y HEKOTOpBIX MNAIMEHTOB TMOJIOKHUTEIbHBIM pe3yibTaT JIOCTUraeTcsl NpU CYTOYHOU J103e
tonpamata 50 Mr. B KIMHUYECKUX MCCIIEAOBAHUSAX MAIUEHTHI MOTyJaal pa3IndHbIe CyTOYHBIC
710361 TOnMpamara, Ho He 6osee 200 MT B CYTKH.

Oco0bIe I'pYIHIIBI NAIIMCHTOB

Iloueunas nedocmamounocms

[TatiueHnTamM ¢ yMEpEeHHON WM TSKEJIOW MOYSUHOM HEJOCTATOYHOCTHIO MOXKET MOHAI0O0UTHCS
CHIDKEHUE J103bl. PEKOMEHAyeTCS NPUMEHEHHE IIOJOBHHBI PEKOMEHJYEMOW HA4YaJIbHON H
MO/1/IEPKUBAIOILEH TO3bI.

T'emoouanus

[TockoyibKy TOmMMpamaT yOamdeTcs W3 IUIa3Mbl IPU TEMOAHANIM3€, B JHU MPOBEACHUSA
reMojuanus3a CJleAyeT BBOJWUTH JOMOJHHUTEIbHYI [03y IMpenapara Tomupamar, paBHYIO
MPUMEPHO TOJOBHHE CYTOYHOW N103bl. JlomonHuTeNbHAS A03a JTOJDKHA OBITH pa3jelieHa Ha JBe
JI03bl, TIpPUHUMAaeMble B Havajle M TIOCJIE 3aBEPLICHUs NPOLEAYpPbl T'eMOAUAIU3a.
JonomHuTebHAS 1032 MOXKET BapbUPOBATh B 3aBUCUMOCTH OT XapaKTEPUCTUK OOOPYIOBaHMUS,
HCIIOJIb3yEMOTO MPY MPOBEICHUHU TEMOINAIN3A.

Tleyenounas nedoocmamounocmo

[TanmesTaM ¢ NEYEHOYHOM  HENOCTATOYHOCTBIO  TONMpAamaTr CIEAyeT MPUMEHSATh C
OCTOPOKHOCTBIO.

Criocob nnpuMeHeHus

BHyTpb.

JlexapcTBeHHbIN npenapaT TomupaMar mpeacTaBiseT co0oi TabNeTKH, MOKPHITHIE MICHOYHOU
ob6omoukoii. He pexomeHmyeTcst HapymaTh 1eI0CTHOCTh Ta0JIeTKH. MOHUTOPHUHT KOHIIEHTPAIUU
TomMpamaTa Jjisi ONTUMHU3AINK TePANu JIEKapCTBEHHBIM MperapaToM He Tpedyercs. B peakux
CIy4asiX OJHOBpEMEHHOE TpUMEHEHHE TomupamMaTa W (QEHUTOMHA MOXET TNOoTpeOoBaTh
KOppEeKIMU 036l mocneanero. JlobasneHue win oTMeHa (pEeHUTOMHA WM KapOaMmaszemnuHa Tpu
KOMOMHHMPOBAHHOW TEpaIruy ¢ TOMUPAMATOM MOXKET MOTPeOOBAaTh KOPPEKIIMH O3Bl OCIEAHETO.

TOHI/IpaMaT JOIIYCKACTCA MPUHUMATh HE3aBUCHUMO OT IMpUEMa IMUIIU.
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(NOCNEQCBATENEHOCTE 0002)

4.3. [IpoTuBONOKA3aAHUS

- I'unmep4yBCTBUTENBHOCTh K TOMHUPaMaTy WIH K JIFOOOMY W3 BCIIOMOTATEIBHBIX BEIIECTB,
IIEPEYUCIICHHBIX B pa3zaene 6.1.

- Jlerckuii Bo3pact 110 3 Jier.

- IIpumenenue Tonupamarta Jjisi TPO(PMIIAKTUKH MMPUCTYIIOB MUTPEHU MPOTHUBOIIOKA3aHO B
nepuoj; 6EpEMEHHOCTH, a TAKXKE Y KEHIIUH C COXPAHEHHBIM JIETOPOIHBIM ITOTEHITHAIIOM,
HE MCIOJIB3YIOMINX HAJICKHBIC METObI KOHTPAIICTIIIHH.

- HacneacTBeHHass HEMEPEHOCHMOCTh TaNAaKTO3bl, JACPHUIMT JaKTa3bl MWW TJIFOKO30-
raJaKTo3Hasi MaJibabCoOpOIIHs.

4.4. OcoOble yka3aHus U MepPbI NPEI0CTOPOKHOCTH MPH MPUMEHEHUH

C 0CTOPOKHOCTBIO

Crenyer NpUMEHSTh C OCTOPOMXKHOCTBIO IMPU NEUYEHOYHOM WJIM IMOYEUYHOM HEAOCTaTOYHOCTH,
HedpoyponuTrase (B TOM YHUCIEe B MPONLJIOM WM CEMEMHOM aHaMHE3€), THIEPKaIbLIUYpPUU.
CrnenyeT yuyuThIBaTh, YTO MPU MPUEME Ipernapara yYBEIUYUBACTCS PUCK PA3BUTHSI JCTIPECCUU U
cyuIuaaIbHOro cuHapoMa. CHmKaTh J03y WIM OTMEHATH mpemnapar Tommpamar ciemyer
MOCTENIEHHO, YTOObl MHHHUMH3HPOBATH BEPOSTHOCTH TOBBIMIEHUS YacTOThI HpunaakoB. [lo
JAQHHBIM KJIMHUYECKUX UCCleNoBaHM J03bl ymeHbmiasii Ha S50-100 mr c HenenbHBIMHU
WHTEpBaJaMu JUIsl B3POCIBIX TP TEPANUH SMMHICTICUU U Ha 25—50 MT' y B3pOCIIBIX, MOTYYarOIINX
100 Mr Ttomupamata B CYTKH i1 TOPOQUIAKTHKA MHUTPEHU. Y JAeTe B KIMHUYECKUX
UCCJIEOBAHUAX TONUpaMar IIOCTENEHHO OTMEHsJIM B TeueHue 2—8 Henenb. Eciaum mo
MEAMIIMHCKUM TIOKa3aHUsM HeoOxoauma ObIcTpas OTMeHa Tpemnaparta Tomupamar, TO
PEKOMEHIyEeTCsl OCYIIECTBISATh COOTBETCTBYIONIUN KOHTPOJIb COCTOSIHUSI TTAIlEHTA.

Oco0ble yKa3aHus

Kak u B ciayuyae mpuMEHEHUs IOPYIMX HPOTUBOSMWIEHTHYECKHUX IPENapaToB, y HEKOTOPBIX
NalMEeHTOB, NMPUHUMAIOIIUX TOMUpPaMaT, HAOMIONAeTCs MOBBIIEHHE YacTOThl MPHUIAIKOB MU
HOBBIE THIIBI NPHUMNAAKOB. J/[aHHOE SBJIEHHE MOXET SBIATHCA IOCIEICTBHEM IEPEIO3UPOBKH,
CHIDKEHUs KOHIICHTPAallUM COBMECTHO IPUMEHSEMBIX IPOTHBOIINMUIECNTUYECKUX IIPENaparos,
nporpeccupoBaHus 3a00J€BaHMs WM NapagoKcanbHOTo 3 dekra.

CKOpOCTh BBIBEICHUS Uepe3 MOUYKU 3aBUCUT OT (DYHKIIMM MOYEK M HE 3aBUCHT OT Bo3pacra. Y
OOJBHBIX C YMEPEHHBIM WJIM BBIPQXKEHHBIM HapylIeHUEM (QYHKIMM IMOYEK JUIsl JTOCTHXKEHUS
YCTOWYMBBIX KOHIIEHTPAIIMU B TUIa3Me MOKET TTOHa1o0uThes oT 10 mo 15 gueit, B oTmuue ot 4—
8 nHel y O0JIbHBIX ¢ HOpMAJIbHOU (DYHKIIMEH MOYeK.

Kak u mnpu mobGom 3aboneBaHMH, cXemMa NOA00pa 03bl JOJDKHA OPHEHTUPOBATHCS Ha
KIMHUYECKUN 3(Q¢eKT (T.e., CTeNeHb KOHTPOJIUPOBAHUS MPUNAAKOB, OTCYTCTBHE MOOOYHBIX

3¢ (}EKTOB) U YUUTHIBATh TO, YTO Y OOJIbHBIX ¢ HapylleHueM (QYHKLIUU [TOYEK JAJIsl YCTAaHOBICHUS
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CTAaOWJIBHOW KOHIIGHTPAllMU B TIIa3Me JIs Kamnoﬁ !&KﬂﬂE";{Q}@é‘TT%xhl%lﬁllﬂéh ':'éénee

IPOJOJKUTEIILHOE BpEMSI.
[Ipu Tepanuu TonmupamMaToM BO3MOXKHO BO3HMKHOBEHHUE OJIMTOTHUIIPO3a (YMEHBILIEHHOE
MOTOOT/ICJICHUE) M aHTHJIPO3a. YMEHBIICHHE MOTOOTICNICHUS U Tuneprepmus (MOBBILICHHUE
TEMIEpaTypbl Tela) MOTYT BO3HUKHYTh y JE€TEH, MOJABEP>KEHHBIX BO3ACHCTBHUIO BBICOKOU
TeMIEepaTypbl OKpyKaroueh cpeapl. B 3Toi CBA3M mpH TEpanuy TONHPAMATOM OYE€Hb BAXKHO
a/ICKBaTHOE TOBBIIICHUE 00beMa OTPEOIIEMON JKUIKOCTH, CIIOCOOHOE CHU3UTh PUCK PAa3BUTHUS
HedpoauTHAa3a, a TaKkKe MOOOYHBIX 3PPEKTOB, KOTOPhIE MOTYT BO3HUKHYTH MO BO3/IE€HCTBUEM
(bu3NYECKUX Harpy30K WM MOBBIILIEHHBIX TEMIIEPATYD.

Paccmpoiicmsea nacmpoenus / denpeccus

[Ipu nedyenun TornmupaMaTroM HaOIIOAACTCS MOBBIIMICHHAS YacTOTa BOSHUKHOBEHHS PACCTPOICTB
HACTPOCHHUS U JIETIPECCUHU.

Cyuyuoanvrvle nonvimxu

[Ipy npuMeHeHWH MPOTUBOIMMICTITUYECKUX IMpPEnaparoB, BKJOYas mpenapar Tomnupamar,
YBEITUYMBACTCS PUCK TOSBICHUS CYULMIAIBHBIX MBICICH W CYWUUUJAJIBHOTO TIOBEICHUS Y
MAIMEHTOB, MPUHUMAIOIINX 3TU MpernapaThl MO JIOObBIM U3 MOKa3aHWW. MeTaaHanu3 Mmokasai
YBEIMYEHUE PUCKOB TMOSBICHUS CyMIUIANbHBIX siBieHud Ha 0,43 % nHa ¢oHe mnpuema
MPOTUBOSIMUIICTITUYECKUX CPEACTB, MO cpaBHeHUIO C¢ 0,24 9% mnamueHToB, MOJIyYaBIIUMU
mianebo.

B 1BOMHBIX clenbIX KIMHUYECKUX HCCIEAOBAHUSAX, YACTOTA PA3BUTHUS SIBIICHUW, CBS3aHHBIX C
CyHIIMJIOM (CYyMIIMJANbHBIE MBICIH, TONBITKU CyUIUAa, cyuuuna), cocraBimsia 0,5 % vy
NAIMEHTOB, MOIyYaBIIUX Tonupamar (y 46 yenosek u3 8652), uto nmpuMepHo B 3 pasa BbILIE 110
CpaBHEHUIO C MareHTamMu, noxydasmumu 1iare6o (0,2 %; y 8 uenoBek u3 4045). Oqun cinyyait
cyunuja O6bu1 3a)UKCHPOBAH B JBOMHOM CJIETIOM UCCIIEIOBAaHUM OUTOJNISIPHOTO PaccTPOWCTBA y
MalKEeHTa, OJIy4aBIIero TOMUPaMar.

TakuM oOpa3om, HEOOXOJUMO KOHTPOJIMPOBATH COCTOSIHME MAIMEHTOB C IIEJIbIO BBISBICHUS
IPU3HAKOB CYHMIMJIAJIbHBIX MBICIEH M Ha3HayaThb COOTBETCTBYollee JiedeHue. Heobxonumo
PEKOMEHIOBaTh MaIlMeHTaM (M MpH HEOOXOJAMMOCTH JIMIAM, YXAXKHBAIOMIMNM 32 MAI[UCHTAMHU)
cpady ke oOpamarbcs 3a MEIUIMUHCKOH TOMOIIBI0 B CIIy4ae TOSIBICHUS MPHU3HAKOB
CYHMITUATBHBIX MBICIICH WUJIH CYHUIIMIATEHOTO TTOBEACHUSI.

Tsoicenvie KodCHblE peakyuy

Y manueHToB, TPUHMMABIIMX mpenapar TomupaMar, OBIIM 3aperMCTPUPOBAHBI  TSKEIBIC
KoxHble peakiuu (cunapom CrupeHca-/[xoHcona (CCJ]) m TOKCHMYECKHMU SHuAEpMalIbHBIN
Hekponu3 (TOH)) (cMm. pazgen 4.8). BoabIIMHCTBO TaKWX CITydaeB HAOJIOMAIO0Ch Y TAI[UCHTOB,

OIHOBPCMCHHO MPUHUMABIINX APYTHUEC JICKAPCTBCHHBIC ITPEIapaThl, CBA3b KOTOPBIX C Pa3BUTUEM
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CCJl u TDH wussectHa. Heckonbko ciydfaes 651&1;1':':5:%@1%'%%15%95'::?Tﬁé:{fﬁ-f':;;‘ro&

NOJyYaBIIMX TONHpaMaT B KadyeCcTBE MOHOTepanuu. PexkomeHayercss HH(POPMHUPOBATH
[AlMEHTOB O BO3MOJKHBIX CHUMIITOMAX TSDKENbIX KOXHBIX peakuuid. [lpum mnomo3peHun Ha
passutue CCJl unmu TOH npuem npenapara 10JDKeH ObITh MPEKpPAIIEH.

Hegpponumuas

Y HEKOTOPHIX OOJIBHBIX, B OCOOCHHOCTH, C MPEIPACHOIOKEHHOCThIO K HE(QPOIUTHAZY, MOXKET
MOBBICUTHCSL PUCK 00pa30BaHMs KaMHEH B IMOYKAaX U MOSBICHHUS CBA3aHHBIX C HUM CHMIITOMOB,
TaKUX KaK [I0Ye4Hasl KOJMKa, 00Jb B MOYKe, 001 B OOKy. YUTOOBI yMEHBUIMTH 3TOT PHCK,
HE00XO0IMMO aIeKBaTHOE IMOBBIIIEHNE 00beMa oTpedsieMolt xuakoctu. dakropamu pucka
pa3Butus HedponuTHaza SBIAIOTCA: HedponuTHaz B aHaMHe3e (B T.4. B CEMEHHOM), H
runepKanbuunypus. Hu onus u3 3Tux GaxTopoB He ornpenenseT GopMupoBaHue KaMHel Ha GoHe
npuema TonupaMata. [I0BBICUTh PUCK BO3HUKHOBEHUS He(pOIMTHA3a MOKET COIYTCTBYHOILAS
Tepanus JpyruMu npenapaTamu, KOTOpble CIIOCOOCTBYIOT €0 Pa3BUTHIO.

Hapywenue ¢ynkyuu novex

Cnenyer coOmroaTh OCTOPOXKHOCTb IPU Ha3HAuYE€HUU Ipenapara TomupaMaT MalUEHTaM C
IOYEYHOW HEIO0CTaTOYHOCTHIO (KJIMpPEHC KpeaTMHHHA < 70 MiI/MHH). DTO CBA3aHO C T€M, 4TO Y
TaKHUX MAlMEHTOB KJIMPEHC Mpenapara NOHWKEH.

Hapywenue ¢ynkyuu neuenu

Y nanueHToB ¢ HapyHIeHUsSMHM (QYHKIMM T[€YeHM TONHpaMaT CleAyeT HpPUMEHSTh C
OCTOPOKHOCTBIO U3-3a BO3MOXKHOT'O CHUIKEHMSI KIIMPEHCA 3TOTrO Npenapara.

Muonus u cunOpom 6mopuUUHOl 3aKPbIMOY20NbHOU 2NAYKOMbL

[Tpu npumenenun npenapara TonupaMar omMcaH CHUHAPOM, BKJIIOYAIOIIMN OCTPYHO MHUOIMIO C
COIYTCTBYIOIIEH BTOPUYHOM 3aKpBITOYIOJbHOW TINIayKoMOW. CHMITOMBI BKJIIOYAIOT OCTPOE
CHIDKEHHE OCTPOTHI 3peHMs W/Miau 60ib B rnasy. llpu odrambmonorunyeckoM o0cie10BaHUU
MOET OOHapy>KMBAaTbCSI MHOIUS, MUJpPHA3, YIJIOIIEHUE MEepeHeld Kamepsl ria3a, THUIEpeMUs
(mokpacHeHHe) TIia3HOro s50JI0Ka, OTCIOMKAa XOpoMuJalbHOW OO0OJOYKM TIJja3a, OTCIOoMKa
MUTMEHTHOTO DJIUTENIMSI CeTYATKH, MAaKyJSIPHbIE IIOJIOCKM M TOBBIIIEHWE BHYTPHUIJIA3HOTO
naBiieHus. MoxkeT HaOMIoaThCsl MUAPUA3. DTOT CHHAPOM MOXKET COIMPOBOXAATHCS CEKperuei
KHUJIKOCTH, MPUBOJIAIIEH K CMEIICHUIO XPYCTaJIlKa U PaayKHONH 000JIOUKH BIEpe]l ¢ pa3BUTHEM
BTOPUYHON 3aKPBITOYTOJbHOW TriayKoMbl. CHMITOMBI OOBIYHO MOSBISIOTCS uepe3 | mecsiq
IIOoCJIe Havasa NpUMeHeHus npenapara Tonupamar. B ornuuue oT mepBUYHON OTKPBITOYTOJIBHON
IJIAyKOMBI, KOTOpasi peKko HaOxironaeTcst y O0onbHBIX 10 40 jer, BTopu4Has 3aKpbITOYrojbHas
rJlaykoMa HaOJoJaeTcsi MpU MPUMEHEHUH ToIMpamara Kak y B3pOCHbIX, Tak M y aereil. Ilpu
BO3HUKHOBEHUU CHHApPOMA, BKJIOYAIOIIETO MHOINIO, CBS3aHHYI0 C 3aKpBITOYTOJIbHON

[JIayKOMOM, JIe4eHHEe BKJIIOYAeT MpeKpalleHue MpueMa Ipemnapara TomupaMaT, KakK TOJBKO
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Jedamyil Bpad COYTET 3TO BO3MOXKHBIM, U COOTBe’.IIa”}%:y?}aE(‘H'g: ‘%WeEE{' I:I—EIlII:I'IITa-EJTI'e Hite Ha

MOHWKEHUE BHYTPHUIJIA3HOTO AaBiieHUs. OOBIYHO A3TH MeEphl NPHUBOAAT K HOpPMaIM3aLUU
BHYTPUIJIA3HOTO JIABJICHHUS.

[ToBbIllIEHHOE BHYTPUIJIA3HOE JAaBJIEHUE JIOOOW HSTHUOJIOTMU MPU OTCYTCTBUU aJE€KBATHOTO
JICYEHUS] MOKET IIPUBECTU K CEPbE3HBIM OCIIOKHEHMSM, BIUIOTh 10 IOTEPHU 3PEHUSL.

[Ipy Ha3HaueHWM ToNMpamMaTa MAleHTaM C 3a00JeBaHMUAMHU TJa3 B aHaMHe3e HEOOXOIMMO
OIICHUTh OTHOIIECHUE 0KUJIAEMOM MOJIb3bI K BO3MOXKHOMY PUCKY TPUMEHEHUSI.

Heghexmul nons spenus

JedexTsl moss 3peHus: HaOI0AaIuCh y NallMeHTOB, MIPUHUMAIOIIUX TOHpamMaT, He3aBUCUMO OT
HAJUYMs Y HUX MOBBIIIICHHOTO BHYTPUTJIA3HOTO JaBJieHUs. B X0/ KIMHUYECKUX HCCIIeOBAaHUN
OOJIBIIMHCTBO TAKUX CIy4aeB UMEIN OOpaTHMBIA XapakTep, U Ae(EKTHI MoJisi 3peHUs ucue3an
nocyie OTMEHBI Tepanuu TomnupamaToM. IIpu BO3ZHHKHOBEHHMH MPOOJIEM CO 3pEHHEM BO BpeMs
IpueMa TOMpaMara CiaeAyeT pacCMOTPETh BO3MOKHOCTb MTPEKPALICHUS TEPAITHH.
Memabonuueckuii ayudos u e2o nociedcmaus

[Ipu mpumeHeHHWM TomMpamara MOXKET BO3HUKATh THUIEPXJIOPEMHUYECKUN, HE CBSI3aHHBIA C
neuIUTOM aHUOHOB, METAa0OIMYeCKUi anuao3 (Hampumep, CHIDKEHHE KOHLIEHTPALUU
TUAPOKApOOHATOB B IUIa3Me€ HIDKE HOPMAJbHOTO YPOBHSI MPH OTCYTCTBHUHM PECIUPATOPHOTO
ankano3sa). [lomoOHoe CHIKEHHE KOHIIEHTPAIUH THIPOKapOOHATOB CHIBOPOTKH KPOBH SIBIISIETCS
CIIEICTBUEM HUHIrHOUpymomero »3¢dQexra Tomupamara Ha MOYEUHYIO KapOoaHruapasy. B
OOJBIIMHCTBE CIIy4aeB CHIDKEHUE KOHIIGHTpAIMH THUAPOKApOOHATOB MPOUCXOAWT B Hayale
npueMa Ipernapara, XOTs JaHHBIH 2(PQPEeKT MOKET MPOSBUTHCA B JIOOOM MEPHOJE JICUYSHUS
tonpamaToM. CTENeHb CHU)KEHUS KOHLEHTpaluu OObIYHO ciiabas WM yYMEpeHHas (cpenHee
3Hau€HUE COCTaBIsAET 4 MMOJIb/J IPU UCHOIB30BAaHUH Y B3POCIBIX MAMEHTOB B J03€ Bhime 100
MI B JIEHb M OKOJIO 6 MI' B JIeHb Ha KI' MaccChl Tejla MPU KCIOIb30BAHUU B MEIUATPUUYECKON
npakTuke). B penkux ciayyasx y TaIlMEHTOB OTMEYAlOCh CHHKEHHE KOHIEHTpPAIuU
ruapokapOoHaToB HIKE ypoBHs 10 Mmonb/n. HekoTopbie 3a00sieBaHUsT WM CTIOCOOBI JICUCHUS,
npeJpacroiaralone K pa3BUTUIO anuao3a (Hampumep, 3a00JeBaHUS IOYEK, TSKENble
pecnimpaTopHbie  3a00JeBaHMS,  OMWICNTUYECKUH  CTaTyc, JAuapes, XUPYpPruuecKue
BMEIIATEIbCTBA, KETOTE€HHAs [HUETa, NMPUEM HEKOTOPBIX JIEKAPCTBEHHBIX MPENapaToB) MOTYT
OBITH JTOMOJIHUTEIBHBIMU (DaKTOpaMHU, yCHJIMBAIONIUMU THAPOKAPOOHAT-CHIDKAOMINN 3P deKT
TonmupamaTa. XPOHUUYECKHH, HEJICUEHHBI METa0OJWYECKHA aIia03 MOXKET YBEIHYUTh PHUCK
HedpoIUTHA3A UK HEPPOKATBIIMHO3A.

VY nereil XpoHWUYECKHN METa0ONWYECKHI aIlua03 MOXET MPHUBOJUTH K 3aMEJICHUIO POCTa.
DddekT TonmupamaTa Ha pOCT U BO3MOXKHBIE OCIIOKHEHHSI, CB3aHHBIE C KOCTHOM CHCTEMOM, HE

HN3Yy4aJIUCb  CUCTEMATUYCCKH Y  B3POCJIbIX. briio MMPOBEACHO OAHOJICTHEEC OTKPBLITOC
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UCCIICJIOBAHUE CPEAM TAIMCHTOB JCTCKOTO 03paCTa(QI:IECE%%E;&TI@S(H"%Eaﬁ%E%:II/IJ'H/I

BIIEPBBbIE BBISIBJICHHOM SMWJIENCUEN JUIsi OLEHKM BIMSHUS TONMpaMaTa B CpPaBHEHUU C
JIEBETUPALETAMOM Ha POCT, Pa3BUTHE W MHUHEpAIM3ALUI0 KOocTel. [Ipomomxkarommiics poct
HaOo1ascsl B 00euX Ipynnax Je4eHus, HO B rpyIle, MPUHUMABILEH TonupamaT, HabI0Jaioch
CTaTUCTUYECKHA 3HAYMMOE CHM)KEHHE CPEIHET0JI0BOI0 M3MEHEHHMSI MAcChl Te€lla U MUHEPAJIbHOU
IUIOTHOCTA KOCTHOM TKAaHM II0 CPaBHEHHUIO C TPYNIOW, IPUHUMABIIEH JIEBETHpaLETaM.
AHajoru4Has TEHICHIWS TaKkKe HaOIrofanach JUis pocTa M CKOPOCTH POCTa, HO HE Obuia
CTAaTHUCTUYECKM 3HAYMMOHN. VI3MeHeHMs, CBA3aHHBIE C POCTOM, HE ObUIM HHU KIMHUYECKU
3HAYUMbIMH, HU NPHUBOJAALIMMU K OTMEHE WJIM NPUOCTAHOBKE JedyeHus. Henb3s uckimoudars u
JpyTUe COMYTCTBYIOUIHE (DaKTOPHI.

B cBA3M ¢ BBINIEU3IOKEHHBIM, IPU JICUEHUU TONUPAMAaTOM PEKOMEHIYETCS IPOBOJUTH
HEOOXOJUMBbIC HCCIEIOBAaHUS, BKIIOYas OINpeAeNieHUE KOHICHTPAMU TUIPOKApOOHATOB B
CBIBOPOTKE. B ciyuae mosiBjeHHs] CUMOTOMOB METa0OIUYECKOT0 aiu103a (Hapumep, rryookoe
KyCCMayJIEBCKOE JIbIXaHUE, IUCITHO3, aHOPEKCHUsl, TOLUTHOTA, PBOTA, IOBBILIEHHAs! YTOMIIIEMOCTb,
TaxUKapIus WM apUTMHUS) PEKOMEHIYETCS IPOBEICHUE ONPEIENICHUs KOHLEHTPALUU
TUAPOKAapOOHATOB B CHIBOPOTKE.

[Ipy BO3HMKHOBEHHMH METAOOJMYECKOTO alu03a U €ro INEepCUCTUPOBAHUHU, PEKOMEHAYETCS
CHU3UTH J03Y WIN IPEKPAaTUTh IPUEM Tollhpamara.

Hapywenue xoenumuenvix ¢pynkyuii

Hapymienne KOTHUTHBHBIX (YHKIUN TpPH SIUJETICUM MUMEET MHOTO(AKTOPHYIO MPUPOAY, U
MOJET OBbIThb BBI3BAHO IEPBONPUYMHON 3a00J€BaHMS, HEMOCPEACTBEHHO SHWIEHCHEH WU
POTUBOAUIIENTUYECKON Tepanueil. Y B3pOCibIX MAlMEeHTOB, MPUHUMAIOIIUX TONUpaMar,
OTMEUAJIUCh CIIydau HapyLIEHUS KOTHUTUBHBIX (YHKIUI, TpeOOBaBLIME CHUXKEHHS J103bl WU
MpeKpaleHus Tepanuu. /laHHble 0 BIUSHUIO TOMHpaMaTa Ha KOTHUTHBHBIE (QYHKIIUHU Yy AeTel
HEJI0CTaTOYHBI, U ero 3((eKTsl TpeOyIoT JaTbHEeHIIero n3y4eHusl.

T'unepammonuemus u suyeanonamus

[Ipy npuMeHeHUM TolMpaMara OTMEYaloCh pa3BUTHE TMIEPAaMMOHMEMMH C 3HLedaonaTuen
win 6e3 Heé (cMm. pasgen 4.8). Puck pa3BUTHS TUNEPAMMOHHUEMHMM IPH HPUMEHEHHH U
TONHpaMara SBISETCS JJ0303aBUCHMBIM. [HmepaMMoHuemMus Gosiee 4acTo OTMEYaeTcs Mpu
OJTHOBPEMECHHOM TIPUMEHEHHUHU TOMHMPaMaTa M BalIbIIPOCBOI KHCIOTHI (M. paszen 4.5).
Knunnueckumu cuMnToOMaMu TUIEpPaMMOHHUEMHYECKOM SHIe(daIonaTUd YacTo SBJISIOTCS
pe3Kkoe HapylieHUEe CO3HAHUS W/WIU KOTHUTHBHOW (YHKIMM W JNeTaprus. B OonbpIiMHCTBE
CllydyaeB THMIIEpaMMOHHMEMHUYECKas SHIe(aIonaTis perpeccupyer Hpu OTMEHE Tepamnuu. Y
MAlMEHTOB C pa3BMBILEHCS JieTaprueil UM HM3MEHEHMSIMH MEHTAJIBbHOIO CTaTyca HEesICHOTO

TeHe3a, IMOoJIydJaroumux TOoIIhpaMaTr B BHAC MOHOTCpANIMU HWJIHW B COCTaBC KOM6I/IHI/IPOB3HHOI71
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Tepanuu, PeKOMEHJI0BAaHO MPUHUMATh BO BHHMaHHUE %%MEWFEI%%@I&%JJ@MHHédKOﬁ

sHIIe(aTONATHH U ONPEACTUTh YPOBEHb aMMHAKa B KPOBH.

Kenwunvr demopoonozo eospacma

Tonupamar MOKET NPUYUHHUTH Bpel IUIOLY IpU NPUMEHEHUM y OEpEeMEHHBIX >KEHIIMH.
CymecTByeT MHOBBILEHHBIM PUCK IPEKICBPEMEHHBIX POJOB M IPEKICBPEMEHHOIO
pOJIOpa3pelIeHNs, CBA3aHHBIX C HCIIOJBb30BAHUEM IPOTUBOSMMIIENTUUECKHUX IPENaparos,
BKIrO4Yast Tonupamar.

Ilepen HayamoM JiedeHHs] TONUPAMATOM >KEHIUHAM C COXPAaHEHHBIM JI€TOPOJHBIM IIOTEHIUAIOM
clleflyeT IpPOBECTH TECT Ha OEpPEeMEHHOCTb M HCIOJb30BaTh BHICOKOI()()EKTUBHBIE METOAbI
KoHTpanenuuu. [lamuenTka pomkHa OBITH TOJIHOCTBIO TPOMH(OpPMUpOBAHA O pHCKaXx,
CBSI3aHHBIX C TIPUMEHEHHUEM TOIMpamara Bo BpeMsi OepeMeHHOCTH (cM. pasnen 4.6).
[TpumeHnenue Tonupamara A NPOPHIAKTUKY HPUCTYIIOB MUTPEHU MTPOTUBOIIOKA3aHO B NIEPUOJL
OEpeMEHHOCTH, a TaKXKe Yy JKEHIIMH C COXPAaHEHHBIM JIETOPOJHBIM IOTEHLUMAIOM, HE
UCIIOJIB3YOLIMX HA/ICKHBIC METO/Ibl KOHTpatenuu (cM. pazneinst 4.3 u 4.5).

Ycunennoe numanue

Ecnn maunumeHT Tepsier Maccy Tena IpM JIEUEHMM IpernaparoM TomnupaMaT, TO HEOOXOIMMO
paccMOTpeTh BOMPOC O LEJIeCO00Pa3HOCTH YCHIEHHOTIO ITUTAHMUSL.

BcrnoMmorarensHble BellecTBa

Jlakmosza
DTO JEKapCTBEHHOE CPEACTBO COAEPKUT JakTo3y. IlanmeHTam ¢ peaxkuMu HacleICTBEHHBIMU
npobiieMaMy  HETEePEHOCHMOCTH TallaKTO3bl, OOIIed HEAOCTAaTOYHOCTHIO JIAKTa3bl WU
HapyUIEHUEM BCACBIBAHUS IIFOKO3bI-TAIAKTO3bI HE CIEIYET TPUHUMATh 3TO JIEKAPCTBO.

eTH
[Ipumenenue npenapara TonupamaT IPOTUBOIIOKA3aHO JETAM MJIAIIE 3 JIeT.
YMeHbIlIeHHE TMOTOOTAENEHUSI W THUIepTepMus (MOBBIIICHHE TeMIepaTyphl Teida) MOTYT
BO3HUKHYTh Y JI€TE€H, MOABEPKEHHBIX BO3JAECHCTBHIO BBICOKOM TEMIIEPATyphbl OKpPYKaroleu
cpenbl. B 9T0# CBsI3M MpU Tepamuy TOMMPAMaTOM OYE€Hb BaXXHO a/ICKBaTHOE MOBBINICHUE 00beMa
noTpedIsIeMoil KHUIKOCTH, CHOCOOHOE CHU3HWTh PHUCK pa3BUTHS HeppoiuTHA3a, a TaKKe
mo00YHBIX AP (HEKTOB, KOTOPbIE MOTYT BO3HUKHYTH IO BO3JECHCTBHEM (U3NYECKUX HATPY30K
WJIY TIOBBIIEHHBIX TEMIIEPATYP.
[Ipy npumeHeHHM TomupaMara MOKET BO3HUKATh THIIEPXJIOPEMHUYECKHH, HE CBSI3aHHBIA C
IeUIUTOM aHMOHOB, METAOOIMYECKUN alua03, KOTOPBIA MOXET MPUBOAUTH K 3aMEIJICHUIO
pocra.
JlaHHbBIE MO BIWSHUIO TONMHMpaMara Ha KOTHUTHUBHBIE (PYHKIMU y JE€TeH HEIOCTAaTOYHBI, U €ro

3 dexTh TpeOyIOT JATBHEHIIIETO H3YICHHS.
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_NNEPTHOMY OTYETY

B3anMoO/1elicTBUSA

Bnuanue npenapama Tonupamam Ha KOHuenmpayuu Opy2ux RNPOMUEOINUTENMUYECKUX
npenapamoe (11311)

OnnoBpemMeHHBIN npuéM mpenapara Tomupamar ¢ apyrumu [IDI1 (dbenurouH, kapbamaszemnuH,
BaJIBIIPOEBasi KUCIIOTa, (peHoOapOuTan, MPUMHUIOH) HE OKAa3bIBACT BIHMSHMUSA Ha 3HAYCHUS HMX
PABHOBECHBIX. KOHIICHTpPALMK B IUIa3Me, 32 MCKIIOUEHHEM OTACIbHBIX OOJBHBIX, Y KOTOPBIX
nobaBneHue npemnapara TonupaMmar K (EHUTOUHY MOKET BBI3BATh MOBBIIICHHE KOHLEHTPALUU
¢dbenuTorHA B M1a3Me. ITO MOXKET OBITh CBSA3aHO C yTHETEHHEM crielupudeckoid moaumMophHOit
uzohopmel pepmenta cuctembl nuroxpoma P450 (CYP2C19). TTosToMy y Kaxaoro GOIBHOTO,
KOTOPBI MpUHUMaeT (EHUTOMH M y KOTOPOTO Pa3BUBAIOTCS KIMHHYECKHE NPU3HAKU MU
CUMIOTOMBI TOKCHYHOCTH, HEOOXOAMMO CJIEIUTh 3a KOHIIEHTpaiueil ¢eHuTonHa B 1uia3me. B
uccieqoBaHu  (HapMaKOKMHETHUKH Yy OONBbHBIX OSHOWIENCHed J100aBleHUuEe TomupaMara K
JAMOTPUJIKUHY HE BIIHSIIO HA PABHOBECHYIO KOHLIEHTPALIMIO [TOCJIEHETO MPHU A03aX TollMpamara
100400 mr B cytku. B mporecce u mocie OTMEHBI JTaMOTPUDKUHA (CpeaHss no3a 327 mr B
CYTKH) paBHOBECHAs KOHIIEHTPALIUS TOMpamMaTa He U3MEHSIIACh.

Bo3oeiicmeue Opyzux npomueoInunenmuueckux npenapamoé Ha - KOHUEHMPAYUio
npenapama Tonupamam

@®eHUTOMH U KapOaMmas3enuH CHIKAIOT KOHLEHTpaluu Impernapata Tomupamar B Ijia3Me.
JloGaBneHne win OTMEHa (PEeHWTOMHA WM KapOamasenuHa Ha (oOHe JeYeHHs IpenapaToM
Tonupamar MoXeT NOTpeOOBaTh M3MEHEHHUs J03bl mMocienHero. Jlozy ciemyer moadupars,
OpUEHTHUPYSACh Ha JOCTH)KEHHE HEO0O0XO0AMMOro kKiuHuyeckoro s¢dexra. JlobaBneHue wuan
OTMEHA BAJILIIPOEBON KHUCIIOTHI HE BBI3BIBACT KIIMHUYECKH 3HAYMMbIX W3MEHEHHI KOHIICHTPALUU
npenapata TonupaMar B Ija3Mme U, CIeloBaTelbHO, HE TpeOyeT M3MEHEHMs J03bl Ipernapara
Tonupamar.

PesynbpTaThl 3TUX B3aUMOAEHCTBUN CYMMHPOBAHBI B ClIEAYIOIIEH TabauIe:

Jodasasiembiii ITI11 KonunenTpauus 11311 KoHuenrpanus npenapara
Tonupamar
DeHnTonH o** 1 (48 %)
Kap6amasenun - 1 (40 %)
Banbnpoesas kucnora « >
denobapOuTan > HU
[Ipumunon — HU
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(NOCNEQCBATENEHOCTE 0002)

< - orcyTcTBUE 3 dekra

** - MOBBINICHUE KOHIICHTPAIUH Y €IMHUYHBIX OOJIbHBIX

| - cHMXKeHNe KOHILIEHTpAlLlUY B IJ1a3Me

HMU - »e nccnenoBanach

[12I1 - mpoTHBOANIIIENITUYECKHI TpernapaT

/Jlpyzue nexapcmeennvie 63aumooeiicmeus

Jlurokcun

B wuccnenoBaHuM ¢ WCHOJMB30BaHHMEM OJIHOKPATHOM 1103kl Miom@aab mnoa kpusoit AUC
«KOHIICHTpAIMSI-BpeMs» JWTOKCMHA B IUIa3Me TpPU OJHOBPEMEHHOM IMIpHEME Ipernapara
Tonupamar ymensinanach Ha 12%. Knunnueckast 3Ha4uMMOCTh 3TOTO HaOmtoieHus He sicHa. [Ipu
Ha3HAYCHUH WIM OTMeHe mpemnapara TonmupaMar OONbHBIM, MPUHUMAIOIINM JUTOKCHH, 0c000e
BHHUMaHUE HEOOXOAMMO YJIETUTh MOHUTOPHUPOBAHUIO KOHIIEHTPAIIMH TUTOKCHHA B CBIBOPOTKE.

Cpencrsa, yraeraromnme [HHC

B pamkax KIMHHUYECKHMX HCCIEAOBAHUI IIOCIEICTBHS COBMECTHOTO BBEJCHHUS IIpernapara
Tonupamar ¢ ajkoroieM WIH JAPYTUMHU BemiecTBamu, yraeraiomumu (ynkuuu [HC, He
u3yvyainuch. PekomeHayercs HE NMPUHUMATh TOMHpAMaT BMECTE C aJIKOTOJIEM WM JPYTUMU
npenaparami, Bei3biBatouMu yraerenue ynkiuu [{HC.

3Bep0o0OH IPOABIPABICHHBIN

[Tpu coBmectHOM npueMe TomnupaMaTa M MpenapaToB Ha OCHOBE 3BEpPO0O0s MPOIBIPSIBICHHOIO
(Hypericum perforatum) KoHIEHTpalusi TONMpaMara B IJIa3Me€ MOXET CHIDKAThCA M, Kak
ciencTBue, 3pPEeKTUBHOCTD Mpenapara TakkKe MOKeT NOHU3UThCs. KilnHn4yeckux ncciaenoBaHuil
B3aMMOJeicTBUs npenapara TonupaMar U npenapatoB Ha OCHOBE 3Bep000s MPOABIPSIBICHHOTO
HE MPOBOJINIIOCH.

KoHTpanenTusbl

B uccnenoBanum JieKapCTBEHHOTO B3aUMOJICHCTBUSI C TIEPOPAIBHBIMU KOHTpAIENITUBAMH, B
KOTOPOM HCIOJIb30BaJICsl KOMOMHUPOBAHHBIM Ipenapar, coAepKamuii HopaTucTepoH (1 mr) u
sruHIIACTpaanon (35 wmkr), Tommpamar B nmo3ax 50-800 Mr B JeHb HE OKa3bIBal
CYIIECTBEHHOTO BIUSHUS Ha d()PEKTUBHOCTH HOPAITUCTEPOHA U B A03ax 50-200 Mr B JeHb - Ha
3 PexTUBHOCTD dTUHIIACTPaanoiIa. CylmecTBEHHOE 10303aBUCUMOE CHIKEHHE (D PEKTUBHOCTH
STUHUJIACTpaanoia Habmomamoch mpu jgo3ax mnpemnapata Tommpamar 200-800 Mr B /I€Hb.
Knunndeckasi 3HaUMMOCTh ONMUCAHHBIX M3MEHEHUU He sicHa. Puck cHmkeHus 3¢G(HEeKTUBHOCTH
KOHTPAIICTITUBOB U YCUJICHUS «IIPOPBIBHBIX» KPOBOTCUEHUH JOKEH YUUTHIBATHCS Y OONBHBIX,
MPUHUMAIOIIUX KOHTPAIENITUBBl B COUYETAHWM C TpemaparoM Tomupamar. bBoJBHBIM,

IMPUHHUMAIOIIUM 3CTPOrcHCOACPKAIINE KOHTPalCIITUBLL U TOJIBKO IMPOreCTUHOBLIC
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MeHCTpyaruii. PPEeKTUBHOCTh KOHTPAIIENTHBOB MOXET OBITh CHIDKEHA Ja)Ke TIPHU OTCYTCTBUHU
«TIPOPBIBHBIX» KPOBOTECUEHUH.

Jlutuit

VY 310poBBIX 100poBOBIEB Habm0am0ch cHMkeHne AUC nutus Ha 18% mnpu oTHOBpeMEHHOM
npueme Tonupamara B no3e 200 Mr B CyTkH. Y OOJBHBIX C MaHHAaKaJbHO-JETPECCUBHBIM
MICUX030M TIpUMEHEHue Tomnupamara B Jgo3ax A0 200 Mr B CyTKM HE BIMSUIO Ha
(hapMaKOKMHETUKY JIUTHA, OJTHAKO TIpH Ooiiee BhICOKUX n03ax (mo 600 mr B cytkn) AUC nutus
Obl1a moBbimeHa Ha 26%. [Ipu ogHOBpeMEHHOM NMPUMEHEHUHM TOolupamara W JUTHS CledyeT
KOHTPOJIMPOBATh KOHIIEHTPAIMIO MMOCJIEIHET0 B TUIa3Me KPOBHU.

Pucniepunion

HccnenoBanusi  JI€KapCTBEHHOI'O  B3aUMOJECHCTBUS, IPOBEAEHHBIE C OJHOKPAaTHBIM U
MHOTOKPAaTHBIM BBEJCHHEM TOIMMpaMara 3JI0pPOBBIM J0OpPOBOJIBLAM U OOJBHBIM C OUIOISPHBIM
paccTpoiCTBOM, Jalldi OJMHAKOBBIE pe3ynbTaThl. [lpu OJHOBpEMEHHOM MPUMEHEHUH
tonupamata B go3ax 100, 250 unu 400 mr B cytku AUC pucnepuona, IpuHUMAeMOro B J03aX
1-6 mMr B cyTKH, CHUXKAeTcsi COOTBETCTBEeHHO Ha 16 % u 33 %. Ilpu stom papmakokuneTrka 9-
TUAPOKCUPUCIICPHUIOHA HE W3MEHSIIach, a cymMMapHas (apMakOKMHETHKAa aKTUBHBIX BEIECTB
(pucnepuioHa ¥ 9-TUAPOKCUPUCIIEPUIOHA) HM3MEHSIach HE3HAUMTENbHO. VI3MeHeHue
CHCTEMHOTO BO3JCHCTBUS PHUCIEPUIOHA/9-THAPOKCUPUCIIEPUIOHA M TONMHpaMara He ObLIO
KJIMHUYECKH 3HAYMMO, U 3TO B3aWMOJECHCTBUE BPSAJI JIM MOKET UMETh KIIMHUYECKOE 3HAUYCHHUE.

['napoxaopoTrHasug

JlexapcTBeHHOE B3aMMOJICHCTBHE OIIEHUBAJIOCH HA 3JIOPOBBIX JOOPOBOJIBIIAX MPU Pa3aeIbHOM U
COBMECTHOM Ha3HAY€HUM THJpoxyiopoTHasuaa (25 mr xaxnaele 24 yaca) u tonupamara (96 mr
KaxJple 12 yacoB). Pe3ynbrarhl mcciaenoBaHM MOKa3alid, YTO IPH OJHOBPEMEHHOM IpUEME
TonmupamaTa ¥ THAPOXJIOPOTHA3HAA MPOUCXOIUT YBEIMYEHHE MaKCUMAJIbHOW KOHIIEHTpalUu
TonupamaTta Ha 27% W TUIOMIAAM TIOJI KPUBOM «KOHIEHTpAIHsA-BpeMs» Tomupamara Ha 29%.
Knnnunyeckas 3HaUMMOCTh 3TUX MCCIEAOBAaHUN HE BbIABIEHA. Ha3HaueHne ruapoxaopoTrasuia
narueHTaM, TMPUHUMAIONIMM — TOMHpamaT, MOXET MOTpedoBaTh KOPPEKTUPOBKH O3B
tonupamaTta. DapMaKOKMHETHYECKHE MapaMeTphl THAPOXJIOPOTHA3MAAa HE MOABEPrajuch
3HAUUMOMY HM3MEHEHHIO TP COINYTCTBYIOIIEH Tepanmuu TomupamaTtoMm. KimHu4eckue
WCCJICIOBAHMS TIOKA3aJld YMEHBIIICHHE B CHIBOPOTKE KPOBHM KajHs TOCIE MpHeMa TolMpamara
WIH TUAPOXJOPTHA3UAa, KOTOpoe ObUI0 Ooliee 3HAYUTENbHBIM IPU COBMECTHOM IpHUEME

THAPOXJIOpTHAa3nga C TOIMMUPAMATOM.

Metrdhopmun
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MeThHOpPMUH WM KoMOWHAIMIO MeThopMuHA W TomupaMarta. Pe3ynbTaThl HCCIETOBAaHUI
MOKa3ajy, YTO TPH OJHOBPEMEHHOM TIpHEME Tolupamara W METPOpPMHUHA MPOUCXOIUT
YBEIMYEHUE MAKCUMaJIbHOM KOHUEHTPAlMU W IUIOIIAAW I0J KPUBOW «KOHLIEHTpALUsS-BPEMS
metrdopmuHa Ha 18% u Ha 25% COOTBETCTBEHHO, TOTJa Kak KIUPEHC METPOpMHUHA IPU
OJIHOBPEMEHHOM Ha3HAYEHUU C TonmupamaTtoM cHrbkaics Ha 20%. TonupamaT HUKAK HE BIIHSII
Ha BpEeMsl IOCTIKEHUSI MaKCUMAIBHOW KOHIICHTpAIMu MeTGOopMHUHA B Ta3Me KpoBu. KimpeHc
TomupaMaTa IMpH OJHOBPEMEHHOM MPUMEHEHUH C MeTPOpMUHOM CcHiKaercsi. CrerneHb
BBISIBICHHBIX M3MEHEHMI KIMpeHca He u3ydyeHa. KiimHMueckas 3HA4YMMOCTh BO3ACHCTBUS
MeThopMUHA Ha (apMaKOKMHETUKY TOomNHMpamaTa He sicHa. B cirydae 100aBieHUs MU OTMEHBI
npenapara TomupamMar y MalMEHTOB, MOJyYalOmUX METOOPMUH, CIEAyeT HCCIIe0BaTh
COCTOSTHUS TTAIIEHTOB, OOJIBHBIX CaXapHBIM TUA0ETOM.

[Tuornurazon

JlexapcTBeHHOE B3aUMO/JICHCTBUE OLICHUBAJIOCH HA 370POBBIX JOOPOBOJIBLIAX MPHU Pa3esIbHOM U
OJIHOBPEMEHHOM TNPUMEHEHUHU MHUOTJINTa30Ha W TOoNupamaTa. BbIIo BBISIBIEHO yMEHBIIECHUE
IUIONIAI TOJI KPUBOM «KOHIIEHTpAIUsi - BpeMs» MHoriuMrazoHa Ha 15%, 0e3 wm3MeHeHus
MaKCUMaJdbHOW KOHIEHTpPAlMU Tpenapara. OTH U3MEHEHUS He ObUIM CTaTUCTUYECKU
3HAUYMMBIMH. J[11 aKTUBHOTO THAPOKCUMETA0OJIMTA IMHOTIUTAa30HA TAaKKe OBUIO BBISBICHO
CHIIKEHHWE MAKCHUMAaJIbHON KOHIIEHTPAlUU WM TUTOMIAAH TOJ KPUBOW «KOHIIEHTpAIUs-BpeMs» Ha
13% u Ha 16% COOTBETCTBEHHO, a JIsl aKTUBHOTO KETOMETaboInTa ObIIO BHISIBJICHO CHIDKEHUE U
MaKCUMaJlbHOM KOHIIEHTPAllUM, W IUIOIIAAM TOJ KPUBOW «KOHUEHTpalus-speMs» Ha 60%.
Knuanueckass 3HaUMMOCTh 3THX JAHHBIX HE BbISICHEHA. [IpM OAHOBpPEMEHHOM NpPUMEHEHUU
MalydeHTaMu Tpernapara TomupamMaT W MHUOTJIMTAa30HA, CIEAYET TIHIATEIIbHO KOHTPOJIHMPOBATH
cocTosiHUE OOJILHOTO JJIsl OLIEHKH TEYSHHsI CaxapHOTo auadeTa.

[uOeHKkIaMug

bbulo  mpoBeneHO — HMccielOBaHUME — JIEKAPCTBEHHOIO  B3aUMOJEHCTBUSL  JUISl  M3y4Y€HUs
(bapMakOKMHETHKH TiauOeHKIaMuaa (5 Mr B CyTKH) B paBHOBECHOM COCTOSIHUU, TIPUMEHSEMOTO
U30JIMPOBAaHHO HJIM OJHOBpPEMEHHO ¢ TomupamaroMm (150 Mr B cyTku) y OOJBHBIX CaXapHBIM
nuabetom 2 tuma. [Ipu npumenennn tonupamara AUC rimbeHkiamuia cHuxanach Ha 25%.
Takxe Obl1a CHM)KEHA CHCTEMHAs SKCHO3MLMS 4-TpaHC-TUAPOKCUTIIMOCHKIaMHuAa U 3-1iHc-
rupokcurnuoenkinamMuaa (coorBerctBeHHO Ha 13% u 15%). I'muOenknamua He BIUsI Ha
(apMaKkOKMHETHKY TONHMpamMara B PABHOBECHOM COCTOSHUH. OOHApYyKEHO CTaTUCTHUYECKH
HepocToBepHoe cHkeHne AUC numornurasona Ha 15% npu orcyrcrBun nuaMeHeHus: Cmax. [lpn

Ha3HA4YCHUKU  TOIlMpaMaTta 6OJ'IBHBIM, MMoJIy4JaroInm FJ'II/I6CHKJ'I3MI/I)I (I/IJ'II/I Ha3HA4Y€HUU
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cocTosiHuE OOJIBHOTO /ISl OLICHKH TEYCHHSI CaXapHOTO auadeTa.

Jlpyrue npemnaparsl

OnHOBpEeMEHHOE TPUMEHEHHE TMpernapara TonupaMar ¢ mpenapaTtamu, MpeIpacioiaraloniMi K
HEPPOJIMTHA3Y, MOXKET IOBBIIIATh PUCK OOpa3oBaHMs KaMHEH B Mouykax. Bo Bpems ledeHUs
npemapatoM Tomupamar ciemyeT u30eraTh MPUMEHEHHS MPEnaparoB, MPEAPACIONaraiiuX K
He(pOIUTHA3y, TOCKOJBKY OHH  MOTYT  BBbI3BaTh  (DU3UOJIIOTMYCCKUE  W3MEHCHUS,
crocoOcTByIOIMMKE HepponuTHA3Y.

Banenpoesas KucioTa

KomOuHMpoBaHHOE NPUMEHEHHE TONHpaMaTra W BaJbIIPOEBOH KHUCIOTHI Yy OOJBHBIX, XOPOIIO
NEPEHOCAIINX KKl IpernapaT B OTAEIbHOCTH, CONPOBOXKIAETCS TUIIEpaMMOHUEMHUEN C
sHIedanonaTueit unu 6e3 Hee. B OONBIIMHCTBE ClIy4aeB CUMIOTOMBI M MPH3HAKU HCYE3AIOT
nociie OTMEHBI OJHOTO U3 mpenaparoB (cM. pa3zaensl 4.4 u 4.8). Jta HeOnmaronpusiTHas peaxKus
HE BBbI3BaHA (papMaKOKMHETHYECKUM B3auMoJieiictBueM. [Ipu coBMeCTHOM mpueMe Tomupamara
U BaJbIPOEBOM KHUCIOTHl MOXET BO3HHMKAThb TIMIIOTEpPMHUS (HENpPEIHAMEPEHHOE CHIKEHUE
Temmneparypbl Terna Huxke 35 °C) B cCOYETaHMM C TUINEPAMMOHUEMHEH WM K€ HE3aBHUCHMO.
JlanHoe sBIIeHME MOXXET BO3HHMKATh KaK IIOCJE Hadaja COBMECTHOTO IpHEMa BalbIIPOEBOU
KHUCJIOTHI M TONMpaMaTa, Tak U IIPU YBEIMUEHUU THEBHOH J103bl TONMpaMara.

AHTHKO&FVJ’ISIHTHBIG CpeACTBA, aHTArOHUCTHI BUTAMHHA K

OnHOBpeMEHHOE TPUMEHEHHE C AaHTUKOATYJISIHTHBIMU CPEICTBAMM, aHTaroHncTaMu ButamuHa K
MOXET NpUBOANUTH K yMeHblleHHI0o MHO (MexayHapoiHOro HOpMaaTu30BaHHOTO OTHOILIEHUS).
Bo Bpems Tepanuu TonupaMaToM peKOMEHAYETCS Yallle MPOBOJUTH KOATYISIIUOHHbBIE TECTHI.

I[OHOJ'IHI/ITCJ'II)HBIG HUCCICAOBAHUS JICKAPCTBECHHOT'O BSaHMOHeﬁCTBHﬂ

s OLleHKM MOTEHUMAIBHO BO3MOXHBIX BapUaHTOB JIEKAPCTBEHHOI'O B3aMMOJECUCTBUS MEXKIY
TOMMPaMaTOM W JAPYTUMHU JIEKapCTBEHHBIMU TperaparaMu ObLI MPOBENEH PNl KIMHHYECKHUX
HUCCIIEOBAaHUMN.

Pe3ynbrarhl 3THX B3aUMOACHCTBUI CyMMUPOBAHBI B CIEAYIONICH TaOIuIe:

Konuentpanus
[obaBasiemoe Konuentpanus
n00aBIseMOro
JICKapCTBEHHOE CPE/ICTBO Tonupamara®
JIEKapCTBEHHOI'0 cpeacTBa?
VYBennueHne MakCUMaJIbHOU
koHneHtpaunu u AUC
AMHTPUTITUITUH He nccnenoBanocn
MeTaboIuTa HOPTPUNITUIIMHA
Ha 20%
JuruaposproraMut
<> <>
(epopasbHO M MOAKOXKHO)
INanonepunon Yemuuenne AUC He uccnenosanoch
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MeTaGomnh ma 31 50— [ELDBATENTEHUCTE T00Z]
YBennyeHrne MakCuMaabHOU
YBennueHne MakCuMaibHOU KOHUCHTPALUHI Ha 9 Y6 i
16 %, yBennuenue AUC Ha
[Iponpanomon KOHUEHTparuu At 4-OH- 9% wu 17 % (nns
npomnpanonoaa Ha 17 %
(romapamar 50 wr) nponpanosnoia 40 mr u 80 Mr
Kaxkaple 12 yacoB
COOTBETCTBEHHO)
Cymatpurran > He uccnenosaiocs
(mepopanbHO U MOJKOKHO)
[Tuzotuden > >
VYwmensienne AUC
muiaTHaszemMa Ha 25 % u
Juntuazem YMEHBILIEHNE Veennuenune AUC na 20 %
ne3anermwiauazema Ha 18 % u
> st N-muMmerniTuasema
Bennadaxcun — “—
Drynapusun YBenuuenue AUC Ha 16 % -
(50 mr kaxasle 12 u)°

? — BbIpakeHa B % OT 3HAUEHUM MakCHUMaJbHOM KOHIIEHTpauuu B miazme kpoBu u AUC npu
MOHOTEpANUU

<> — OTCYTCTBHE N3MEHEHHI MaKCUMaJIbHOW KOHIIEHTpauuu B tuiazme kpou u AUC (< 15 % ot
UCXOJIHBIX JJAHHBIX)

b _ ITpu MHOTOKpaTHOM IIpHEMe oaHOTO (yHapu3uHa Habmoxanock ysennuenne AUC Ha 14%,
YTO MOXET OBITh CBSI3aHO C HAKOIJIEHUEM IIpernapaTa B MPOLECCE AOCTUKEHHS PaBHOBECHOTO
COCTOSIHUSL.

4.6. ®epTHIBHOCTb, 0EPEMEHHOCTD M JAKTALMS

bepeMeHHOCTD

Puck, ceéazannwiii ¢ snunencueil u Opyeumu npomugeosnunenmudeckumu npenapamamu (11911)
KenmuuaMm ¢ coXpaHEHHBIM JETOPOJHBIM IOTEHIMAIIOM CIIEAYET MPOKOHCYJIbTUPOBATHCA C
JIEYalIuM BpPayoM.

Ecnu sxeHmMHA miaHupyeT OepeMeHHOCTb, PEKOMEHAYETCS IMepecMOTpPeTh HE0O0XOAUMOCTh
nederus [1911. V xeHIMH, TPOXOASIINX JEYSHUE OT SUJIETICHH, CIeAyeT n30eraTh BHE3aIMHOTO
npekpaienus tepanuu 1311, Tak Kak 3T0 MOXKET NMPUBECTH K MPOPBIBHBIM MPUIIATKaM, KOTOPbIE
MOTYT UMETh Cephe3HbIE TIOCIECTBUS IS )KEHILIMHBI U OyAyIIero pedeHka.

ITo BO3MOXHOCTH ClEIyeT OTAaBaTh MPEANOYTEHUE MOHOTEpAIINU, IOCKOJIbKY Tepanus
HeckonbkuMmu 1911 moxer ObITh cBsi3aHa ¢ 0o0Jiee BHICOKUM PUCKOM BPOXKIEHHBIX MOPOKOB
pa3BUTHSA, YEM MOHOTEPAIHSI, B 3aBUCUMOCTH OT conyTcTByromux 1911

Puck, CBS3AHHDBLI C monupamaniom
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TonupamaT TpOSBISAI TEpaTOT€HHBIE CBONHCTBA ¥ Qnthedt - Eicphre | Bttt - kpon ko

KPBIC TOIMpaMar MpOHUKaJl Yepe3 IUIaleHTapHblid Oapbep. CrenuanbHBIX KOHTPOJIUPYEMbIX
UCCIICIOBaHMI, B KOTOPBIX TONMHpaMaT MPUMEHSUICS Obl U1 JeUeHUsT OEpEMEHHBIX JKEHIIWH, HEe
npoBOAWIOCH. Tonupamar MOKeT NMPUYUHUTH BpeA IJIOLY IPU NPUMEHEHUH Yy OepeMEHHBIX
*KeHIUH. [laHHble ydera perucrpa OepeMEHHOCTEH CBHMIETEIbCTBYIOT, YTO Y MIIAJICHIIEB,
NOJBEPraBIIUXCsA BO3JCHCTBUIO TONHpPAMATa 6HYMPUympoOHo B TEUEHUE IIEPBOr0 TPUMECTpPA
OEpeMEHHOCTH, MMEETCs IOBBIIIEHHbI PHUCK pa3BUTHS BPOXACHHBIX IIOPOKOB pPa3BUTHUSA
(HampuMep, YepernHo-IMLEeBble Ae(EeKThl, TaKhue KaK pacliequHa IyObl Miau Heba, runocnaaus u
AHOMAJINU PAa3BUTHS PA3IMYHBIX CUCTEM OpPraHu3Ma) U HapylIeHUH pa3BUTUS HEPBHOM CHCTEMBbI
(HampuMmep, paccTpOMCTBA ayTUUYECKOIO CIEKTpa M YMCTBEHHas OTCTAJOCTb). Y Ka3aHHBIE
MOPOKH pa3BUTHsI ObUTH 3a(UKCUPOBAHBI KaK MPU MOHOTEPANMH TOMMMPAMATOM, TaK U IPU €ro
IPUMEHEHUH B paMKax MoJuTepanuu. JJaHHbIe OHOTO U3 peecTpoB OepeMEeHHOCTEH MoKa3au,
YTO MPU MOHOTEPANUU TONUPAMATOM YacTOTa BO3HUKHOBEHHS 3HAUUTENIBHBIX BPOXKICHHBIX
IIOPOKOB PAa3BUTHS YBEJINYUBAECTCS IPUMEPHO B 3 pa3a [0 CPaBHEHUIO C IPYIION CpaBHEHUs, HE
IPUHUMABILIEH NPOTUBOSNMUIIENTHYECKUE IpenapaThl. Kpome Toro, mnoka3aHo, 4YTO pPHCK
pa3sBUTHSI TEPaTOT€HHBIX 3(PPEKTOB, ACCOUUMPOBAHHBIX C MPUEMOM MPOTUBOIMUIECITHUECKUX
IpenapaToB, BbIIIE B Cly4yae NPUMEHEHUS KOMOWHUPOBAaHHON Tepamuu, 4eM B Cllydyae
IPUMEHEHHUs MOHOTepanuu. Puck HaOmonancs mpu IpueMe BceX 103, M COOOINAnoch, 4YTO
3¢ (deKThl 3aBUCAT OT J03bl. Y JKEHIIUH, MOJyYyaBIIUX TONUPAMaT, Y KOTOPhIX ObUl peOEHOK ¢
BPOKICHHBIM TIOPOKOM pAa3BUTHS, NMO-BUAMMOMY, CYLIECTBYET IOBBIIICHHBIH PUCK pa3BUTHUSA
Malib(hopMaIM [P MOCTENYIOMUX OepeMEHHOCTIX Npu mpueme Tomnupamara. CymiecTByer
MOBBILICHHBIH PHUCK TPEXKAEBPEMEHHBIX pPOJOB U MPEXKAEBPEMEHHOTO pPOAOpa3peleHus,
CBS3aHHBIX C HCIIOJIb30BAHMEM IPOTUBOSIMMIEITUYECKUX IpPEnaparoB, BKJOYas TONMHpamar.
ITo cpaBHEHUIO ¢ rpyNION MAalMEHTOB, HE MPUHUMAIOIINX POTUBOIIUIIEITUYECKUE IIPETIapaThl,
JTaHHble yuyeTa OepeMEeHHOCTeHl NpH MOHOTEpanmuu TOMUPAMAaTOM CBHIETEILCTBYIOT 00
YBEJIMUEHUU BEPOSITHOCTH POXKIACHUS JeTe ¢ Hu3Koi Maccoi Ttena (MeHee 2500 r). Onun u3
pErucTpoB OEpEeMEHHOCTEH IOKa3ajl yBEJIMYEHUE OTHOCHUTEIBHOIO YHUCIIA MIIAJICHIIEB,
HEJIOPa3BUTHIX JIJIsl CBOEro recranuonHoro Bo3pacta (HI'B; onpenensiercss kak macca Tena npu
poxxaeHuH Huxke 10-ro MpOLEHTWIS € KOPPEKTUPOBKOW IO TECTallMOHHOMY BO3pacTy u
cTpatuduKalnmei Mno moiy), Cpeau MIIaJEHIEB, MOJABEPraBIINXCS BO3JECHCTBHIO TONMMpaMara
BHYyTpuyTpoOHo. HI'B Habmionmaercss mnpu nOpuUMEHEHUH JIOObIX J03, € J0303aBHCHMbBIM
apdextoM. Pacnpocrpanennocts HI'B Gombiie cpenu >KeHIIUH, MOTy4YaBIINX Oojiee BBICOKUE
JI03bl ToNHpamara BO Bpems OepemeHHocTH. Kpome Toro, pacmnpocrpanenHocts HI'B cpean
JKEHIIWH, KOTOpble MPOJOIIKAIM MPUMEHEHHE TolMpaMmara B MO3JHUX CPOKax OepeMEeHHOCTH,

0oJbIIE 1O CpPaBHEHHIO C >KEHIIMHAMHU, KOTOpBIE MPEKpPaTWiId €ro IpHeM 10 TPEThEero
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Tena npu poxkaeHnuu u HI'B He ycranoBiieHa.

IIpumenenue npu snunencuu

Crnenyer pacCMOTPETh aJIbTEPHATUBHBIE BO3MOXXHOCTHU JICYCHMsI JJI JKCHUIMH C COXPaHCHHBIM
JETOPOJHBIM ITOTCHIIUATIOM.

Bo Bpems Tepanuu TONMpaMaTOM JKEHIIMHBI C COXPAHEHHBIM JIETOPOAHBIM IOTEHLUAIOM
JOJDKHBI MCIOJb30BaTh HAJEKHBIE METOAbl KOHTpauenuuu (cm. pasgen 4.5). IlanueHTKy
cilefyeT IpeaynpeiuTb 00 M3BECTHBIX PpHUCKaX HEKOHTPOJIMPYEMOM SHWIENCUH I
OepeMEHHOCTH U NOTEHIMAJIbHOM PUCKE OT MIPUMEHEHUs Ipenapata ajs wiona. Eciou sxeHmuHa
IUIAHUPYeT OepeMEeHHOCTh, PEKOMEHJYETCs JI0 3a4aTusi pacCMOTPETh AIbTEpPHATUBHBIC
BapHaHThI JiedeHUs. B ciydyae mpumeHeHMs TonupamaTa B IEPBOM TpUMeECTpe OEpeMEHHOCTH
CJIElyeT BECTH TILATEIbHBIN IPEHATAIbHBIII MOHUTOPHUHT .

IIpumenenue ona npogunaxmuky npucmynos MuzpeHu

[TpumeHneHue TonupamMaTa AJis NPOPUIAKTUKN IPUCTYIIOB MUTPEHH MPOTUBOIIOKA3aHO B MEPHO]
OepeMEeHHOCTH, a TaKKe Y JKEHUIMH C COXPaHEHHbIM JETOPOJHBIM IIOTEHLUAIOM, HE
MCIIOJIb3YIOIUX HAJEKHBIE METOIbI KOHTPALCTILIUH.

[Tpu neyeHun M KOHCYJbTALUHU KEHIMH, 00JaJaloliX JeTOPOAHBIM MOTEHIMAIOM, Jevyallui
Bpay J0JHKEH B3BECUTh COOTHOLIEHHE I0JIb3bl U PUCKA JICUEHHUS U PACCMOTPETh AJIbTE€pHATUBHbBIC
BO3MOXXHOCTH JeueHusi. Eciu Tonupamar npumeHsiercss BO BpeMsi OEpeMEHHOCTH, WM €Cliu
nalMeHTka 3a0epeMeHena B MEpHOJ MpUeMa 3TOro IpenapaTa, €e cielyeT NpeaynpeauTb o
NOTEHLIMAIBHOM PHUCKE JUIS IUI0J1A.

I'pynHOE BckapMiInBaHUE

OrpaHvdeHHOEe  YWCIO0  HAOMIONEHWH  3a  TAlMeHTaMH  TO3BOJISIET  MPEIOJIOKHUTh,
YTO TOMHpPaMaT SKCKPETUPYETCS ¢ TPYAHBIM MOJOKoM y keHimuH. Coolmanock o auapee u
COHJIUBOCTH Yy TPYIHBIX AETEW, YbM MaTepU MOIYyYaroT JieueHHe TornupamaroMm. [loatomy Bpau
JIOJIKEH MPUHSATH pelieHre 00 0TKaze OT rpyJHOr0 BCKapMIIMBAHUS WU O MPEKpallleHuu IpruemMa
HpenapaTa, C y‘-IeTOM I1OJIb3bI FPYI[HOFO BCKapMJ'II/IBaHI/ISI 1A pe6eHKa U BAXXHOCTHU HpI/IeMa
JIEKapCTBEHHOT'O CPEJICTBA JIJISl MATEPH.

DepTUabHOCTD

[Tpu uccnenoBaHuy y )KUBOTHBIX HE OBLJIO OOHAPYKEHO BIMSIHUS TONUpaMaTa Ha GepTUIbLHOCTb.
OddexT Tonmpamara B OTHOIIEHUN (HEPTHILHOCTH Yy JIFOJIeH HE YCTAHOBJIEH.

4.7. Bausinne Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CPeACTBAMH H padorath ¢
MeXaHU3MaMH

Tonupamar neHCTBYyeT Ha LEHTPAJbHYI0 HEPBHYIO CHUCTEMY M MOJKET BbI3bIBaTh COHJIMBOCTD,

TOJIOBOKPYKCHUEC U APYTrU€ CUMIITOMBI. OH TakXe MOXET BBI3LIBATH HapyUICHUC 3PCHUA. O1H
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aBTOMOOWJIEM ¥ JBIKYIIUMHUCS MEXaHHU3MaMH, OCOOEHHO B TEpUOJ, MMOKa He Oyner
YCTaHOBJICHA peaKivs OOJIHHOTO Ha Tperapar.
4.8. HexkennaTesibHbIe peakunu

Pesrome mpoduisg 6esonacHOCTH

Haubonee yacThIMU HEXeNaTeIbHBIMU pEAKIHUAMH (YacToTa KOTOPBIX Oblma Oomee 5 % wu
MpeBbIIIaia TAKOBYIO B IpyINe Iuiainedo mo KpaiHed Mepe s OJJHOTO W3 MOKa3aHUM B XOJie
KOHTPOJIMPYEMbIX KIMHHUYECKUX MCCIEIOBAHUM TOIMpaMmara) sSBIsSIOTCS aHOPEKCHUsl, TOHMKEHUE
anmneTHTa, 3aMeJUICHHOE MBIIICHUE, IENPeccusi, HapyIIeHUs SKCIIPECCUBHON peuu, OECCOHHUIIA,
HapyLICHUS KOOPJIMHALIMK IBM)KCHHUM, HApYIIEHUE KOHIICHTPALIMY BHUMAHHUSI, TOJIOBOKPYKEHHUE,
IU3apTpusi, JUCTEB3Usl, THUIECTE3US. 3aTOPMOXKEHHOCTh, HApPYIICHUS TMaMsITH, HHUCTarM,
napecTesusi, COHJIMBOCTh, TPEMOP, AUILIONHUS, HEYETKOCTh 3pEHus, Auapes, TOUTHOTA, YCTaIoCTh,
pa3apaXKUTENbHOCTh U MOHKEHUE MacChl TeTa.

PesroMe HexxenaTeabHbIX PEAKIIUT

HexenarenbHble peakliuyd IPUBEIEHBI C PAaCHpE/IEICHUEM 10 4acTOTaM U CHUCTEMaM OpIaHOB.
YacToTy HexenaTelbHbIX PeakIUi KiIacCU(PpUUUPOBAIN CIEAYIOUIMM 00pa3oM: OY€Hb 4YacTo
(>1/10), wacro (>1/100, <1/10), Heuacto (>1/1000 u <1/100), peaxo (>1/10000 u <1/1000),
oueHb penko (<1/10000, BxkmOYas OTACIBHBIC CIy4aW) W YacTOTa HEWU3BECTHA (YacTOTy
HEBO3MOKHO OLIEHUTH 110 UMEIOIIUMCS JaHHBIM).

Hngpexyuu u unéasuu: 04eHb 4acTo: HA30(papuHTUT*.

Hapywenus co cmopoHnvl Kposu u Jaum@amuyeckou cucmemvl: 4YacTO: aHEMHUs; HEYaCTo:
neiikonenus, TMMQaaeHonaTus, TPOMOOLUTONEHUS, J03UHODUIINS; PEIKO: HEUTpOTIeHUs ™.
Hapywenus co cmoponvl uUMMYHHOU cucmemvl. Yacmo: TUIEPUYyBCTBUTEIBHOCTh; YacToTa
HEM3BECTHA: AJJIEPIUYECKUM OTeK™, OTEeK KOHBIOHKTHBBI®.

Hapywenus co cmoponvl memabonusma u numanus; 4acTo: aHOPEKCHUs, MOHWKEHHUE alleTuTa;
HEYacTo: MeTab0JIMYECKUH alu03, THIOKAINEMUS, TOBBIILIEHUE alleTUTa, OJUAUIICHS; PEIKO:
TUIEPXJIOPEMUYECKUH alli103, TUIIEpAaMMOHUEMUS, THIIEpaMMOHUEMUYecKasi 3HIedanonarus.
Ilcuxuueckue Hapywienus: OYEHb YACTO: JENPECCHUs; YACTO: 3aMENJEHHOE MBIIIICHUE,
OECCOHHHUIIA, HAPYLIEHUS OKCIOPECCHBHOM peuM, TpPeBOra, CIIyTaHHOCTb  CO3HAHMS,
J€30pHUEeHTaIuS, arpeccuBHbIE peakiuu, HapylIeHHsl HaCTpOEeHHs, BO30YyXKIECHHE,
SMOIIMOHANbHAS JIAOMJIBHOCTh, JENPECCUBHOE HACTPOCHME, THEB, HApYLIEHHE IIOBEJICHUS;
HEYacTO: CYMIHUJAIbHbIE MBICIHM, TONBITKH CyMIUJA, TaJUIIOLMHAIMK, TICUXOTHYECKUe
paccTpoiicTBa, CIyXOBbIe TATIONUHALINY, 3pUTEIbHbIE TAJUTIOLMHAIIMY, anaTHs, 3aTpyIHEHHAs
peub, HapyleHus cHa, adekTuBHas JaOWIbHOCTb, CHIDKEHHE JHUOUAO0, BO30YXIECHHOE

COCTOsIHUE, M1ad, nuchemMus, siioprudeckoe HaCTpOEHUE, TApaHOils, mepceBepalys MbIIUIEHUS,
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VIUIOLIEHWE SMOLMN, MATOJIOTMYECKOE MBIIUICHHE, aHOpra3Mus, NoTeps JHUOUI0, BSJIOCTD,
WHTPACOMHHUYECKOE PACCTPONCTBO, pACCEIHHOCTh, paHHUE TPOOYKICHUS TI0 yTpaM, MTAaHUYECKUE
peaKIMy, TPUIIOJHATOE HACTPOEHHUE; PEIKO: MaHMs, MAaHUYECKOE PACCTPOMCTBO, UYBCTBO
0€e3BICXOAHOCTH ¥, THIIOMAHH.

Hapywenus co cmoponvl yenmpanbHoU HEpEHOU cucmembl: OYE€Hb YacTO: NapecTe3uu,
COHJIUBOCTH, TOJIOBOKPY)KCHHE; YacTO: HApyIIeHWE KOHIICHTPAIlMM BHHUMAHUWS, HapyIICHUE
MaMsATH, aMHE3Us, KOTHUTHUBHBIC PpACCTPOMCTBA, HAPYLICHWE MBIIUICHUS, IICHXOMOTOPHBIC
HapyIIeHUs, CyJOpPOTH, HApPYIICHHUE KOOPJAWUHAIIMU JBHKCHHH, TPEMOp, 3aTOPMOKEHHOCTb,
TUIIECTE3Us, HUCTarM, JUCTEeB3Us, HApPYyIICHWE YyBCTBA OanaHca, NU3apTPHs, WHTCHIIMOHHBIN
TpEMOp, CeAalusi; HeYacTO: YrHETEHHOE CO3HAHHE, TOHUKOKJIOHWYECKHE MPHUNAIKUA IO THITY
«grand mal», HapyllieHHe TOJS 3PEHUs, CIOKHBIC MapIUANbHBIC MPUIIAKU, HAPYIICHUE PEuH,
NICUXOMOTOPHAsE ~ THUIEPAKTHUBHOCTh, OOMOPOK, CEHCOpPHbIE  HAapYyIICHUS, CIIOHOTEYCHUE,
TUIIEPCOMHMS, ada3usi, TOBTOPSIONIASCS pPEYb, TUIOKWUHE3Us, TUCKUHE3WS, TOCTypaTbHOE
TOJIOBOKPY)KCHHE, HHU3KOE KAauyeCTBO CHA, OLIYIICHHE MOKCHHS, IMOTEps] YYBCTBUTEIBHOCTH,
napocMmusi, 1epedpanbHbIi CHHAPOM, IM3ECTE3Usl, TUIIOTEB3US, CTYNOp, HEYKIIOKECTh, aypa,
areB3us, aucrpadus, mucdasus, nepudepudeckas HEHpoIaTus, NPeIoOMOPOYHOE COCTOSHUE,
JTUCTOHUS, OUIyIlleHHne "Mypaiiek" 1o Tely; pelKo: ampakcus, HapylIeHHEe HUPKAIHOTO PUTMA
CHA, TUIEPECTE3Ws, THUIIOCMHS, AHOCMHS, JCCEHIIMAIBHBI TpPEeMOp, aKWHE3MWsS, OTCYTCTBUE
peaxIuii Ha pa3apaKUTelNu.

Hapywenus co cmoponvl opeana 3peHus: 4acTo: HEUETKOCTh 3PEHUS, AUIUIONUS, HapylIeHHE
3pEHUs; HEYaCTO: YMEHBIIIEHUE OCTPOTHI 3PCHHS, CKOTOMAa, MHOIUSA™, CTpaHHBIC OINMYIICHUS B
rna3ax®, cyxXocTh TJia3, CB€T00O0s3Hb, Osehapocnasm, MOBHIIIEHHOE clie30TeueHue, (OTOICHS,
MUZpUa3, MpecOUONHs; PEIKO: OJHOCTOPOHHSS CIENOoTa, MPEeXOoAsinas CJernoTa, riaykoMma,
HapylIeHHe AaKKOMOJAIlUW, HapylIeHHe 3PUTEIHHOrO0 MPOCTPAHCTBEHHOTO BOCHPUSTHUSA,
MeplaTeibHas CKOTOMa, OTEK BEK™®, HOYHas CJernoTa, amOJWOMNus; YacToTa HEW3BECTHA!
3aKPBITOYTOJIbHAS TJIayKOMa™, MaKyJIonaTus™®, HapymeHusl MOIBUKHOCTH Tiaza™.

Hapywenus co cmoponwsl opeana ciyxa u pagHosecus: 9acTo: BEpTUTO, 3BOH B yIIIaX, 00JIb B YX€;
HEYaCTO: TJIYXO0Ta, OJHOCTOPOHHSS TIyXOTa, HEHPOCEHCOpHas TIyXoTa, AUCKOM(MOpPT B yXe,
HapyIIeHue ciIyxa.

Hapywenus co cmoponwl cepoeuno-cocyoucmoii cucmemvl: HEUACTO: Opagukapausi, CHHYCHAsI
Opanukapaus, OulyIieHrue cepAIeOneHusl.

Hapywenus co cmopoHnvl cocyoucmoti cucmemvl: HEUACTO: TUIIOTEH3US, OpPTOCTAaTHYeCKas

TUIOTEH3UsI, TPUIIUBBI, TOPSYME MPUINBLI; peKo: peHoMeH PeiiHo.

20



COOTBETCTEYET ZKCNEPTHOMY OTYETY
ot 09.08 ::IE-i M2 ;ll--i“i- o
Hapywenus co cmoponsl OvixamenvHol cucmeémbl, opé%é'-gg\%k}fﬁ; WrehRl 'ﬁ"c}_yéb'éc%huﬂ:

YacTO: OJBIIIKA, HOCOBOE KPOBOTEUEHHE, 3aJ0KEHHOCTh HOCA, PUHOpEs, Kallelb*; HeyacrTo:
OJIBIIIKA TPH (PU3HUECKON HArpy3Ke, TUIIEPCEeKpelrs B IPUAATOUHBIX M1a3yXax HOCa, TUC(HOHUS.

Hapywenus co cmopomust dceny0ouno-kuuieyHo2o mpaxkma: O4YeHb 4acTO: TOLIHOTA, Tuapes;
4acTo: pBOTa, 3arop, 00Jib B SMUTracTPaIbHON 00JaCcTH, AUCIIETICUs, 00JIb B AKHUBOTE, CYXOCTh BO
pTy, AMCKOMGOPT B XKENyJKe, HapyIIEeHHEe YyBCTBUTEIBHOCTH B POTOBOM MOJOCTH, TacTPHT,
TUCKOM(DOPT B KMBOTE; HEYACTO: MAHKPEATUT, METEOPU3M, ractpolr3odareanbHblii pediokc,
00Jb B HWXKHEM YacTH IKHUBOTA, CHIDKCHHE YYBCTBUTEIHHOCTH B POTOBOIl IOJOCTH,
KPOBOTOYMBOCTh JIECEH, B3AyTHE IKHBOTa, AUCKOM(POPT B AOUTacTpalbHOW oOnacTw,
qyBCTBUTEIHHOCTh B 00JIACTH KHBOTA, TUIIEPCATUBAIIHS, 00JIb B POTOBOW MOJIOCTH, HEMPUATHBIN
3amax 30 pra, rI10CCOIUHUS.

Hapywenus co cmoponsl ecenamobunruapnou cucmemvl: PEAKO: TeMaTUT, IeYeHOYHAas
HEJIO0CTAaTOYHOCTb.

Hapywenus co cmoponst Kodicu u NOOKOMCHbIX MKaHeli: 4acTo: ajoNelus, Chlllb, 3y]l; HEUacCTO:
AQHTUJIPO3, HaApyLIEHHE YYBCTBUTEJIBHOCTM B O00JACTH JIMLA, KpPAalNMBHMIA, DPUTEMA,
reHepaTM30BaHHBIA 3y, MaKyJsIpHAasl ChIllb, HAPYUICHHE MUTMEHTAIIMU KOXH, aJUIePTHYECKUi
JIEpMaTUT, MPUIYXJOCTh IuIa; Hewyacto: cuHapoM CrtuBeHca-/>xoHcoHa®, momumopdHas
spuTemMa*, U3MEHEeHHE 3armaxa KOXXd, MapaopOUTaIbHBIN OTEK™, JOKaJIM30BaHHAs KpAlMBHUIIA;
YaCTOTa HEU3BECTHA: TOKCHUECKHUH dMHIePMaIbHbIN HEKPOIIU3 ™.

Hapywenus co cmoponsl cxenemuo-mvluleyHou cucmemsvl U COCOUHUMENbHOU MKAHU: YacTo:
apTpairusi, MbIIIEYHbIE CHa3Mbl, MHUAITHUS, MBIIIEYHbIE CYJIOPOTH, MBIIIEUYHAs CIa00CTh,
CKEJIETHO-MBILIEYHasl 00JIb B IPYJHON KJIETKE; HEYACTO: MPUITYXJIOCTh CyCTaBOB™, CKOBAHHOCTh
MBI, 00JI1 B OOKY, YCTAJIOCTh B MBIIIIIAX; PEIKO: TUCKOM(POPT B KOHEUHOCTSIX ™.

Hapywenus co cmoponbl nouex u Mouegbl800auux nymelii: 4acto: HepoIuTHa3, MOJUIAKHYPHS,
JU3ypHsl; HEYacTo: 000CTpeHnEe MOYeKaMeHHOM 0oJie3HU (KaMHU B MOYKaX), HeJAepKaHue MOYU
IpU HalpsDKEHWH, TeMaTypus, HeIep)KaHWe MOYM, YacThleé MO3BbIBBI K MOUYEHCIYCKaHHIO,
nmoveyHas KOJuKa, 0071 B 00J1aCTH MOYEK; PEAKO: 000CTpeHne MOUYeKaMeHHON 00s1e3HU (KaMHU
B ypeTpe) NoYeuHOKaHaJbIIEBbIN alua03*; oueHb peaKko: HePpOKAIbIUHO3™.

Hapywenus co cmoponvbl nonogulx op2anoé u MONOYHOU Jicene3bl: HEYacTO: SPEKTUIIbHAs
TUCHYHKIUS, CeKCyanbHast TUCHYHKIHUS.

Obwue paccmpoiicmea u HapyuieHusi, 00yCl08l1eHHble CNOCOO0M NpUMEeHeHUs:. OYE€Hb YacTo:
YCTaJIOCTh; YacTO: MOBBILIEHHAs TEMIIEpaTypa Teja, aCTEHUs, pa3IpakKUTEIbHOCTh, HAPYILIEHUS
NOXOJKH, TIUIOXO0€ CaMOYYyBCTBHE, OECIIOKOIMCTBO; HEYacTo: THIEpPTePMHs, KaxKaa,
TPUMIIONOAO0HBIM  CHHAPOM™, MEMJIUTENBbHOCTh, IOXOJOJaHHE KOHEYHOCTEH, YYyBCTBO

OTIBSIHEHHUSI, OIIYIIIEHNE OECTIOKOMCTRA; PEIKO: OTEK JIUIIA.
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

YBEJIMYEHUE MAacChl Teja*; He4YacTo: KPUCTAJUTypHUs, aHOMAJbHBIM pe3ylbTaT TeCTa «TaHIeM-
MOXO0/IKAY, JICHKOTICHHUS, MOBBINIEHNUE AKTUBHOCTH NIEYCHOYHBIX ()EPMEHTOB B CHIBOPOTKE KPOBH,
PENKO: YMEHbIIIEHUE COJEPKaHUs THIPOKApOOHATOB B KPOBHU.
Hapywenus coyuanbroz2o ¢ynkyuoHuposanus: HE4aCTO: HapyIIEHHE CIOCOOHOCTH K 00YyUEHUIO.
* - HexenareiabHas pPEAKLUs 3aperUCTPUpPOBaHAa B IOCTPErMCTPALMOHHOM NIEPUOAE U3
CIOHTaHHBIX cooOmeHuid. YacTtora paccuMTaHa Ha OCHOBAHWUU JAHHBIX KIMHUYECKHX
HUCCIIEIOBAHUMN.
Ocoobie cpynnoi
eTH:
Huxe mnpuBeaeH CHUCOK HEXeENaTENbHBIX PEaKIHMi, KOTOpblE B XOJI€ KOHTPOJUPYEMBIX
KIIMHUYECKUX HCCIICJOBAaHUM PErUCTPUPOBAINCH y JeTell B 2 u Ooiee pa3 yaiie, 4eMm Yy
B3POCIIBIX:
- IOHKEHUE aTleTUTa,
- MIOBBIIIICHUE ANTIETUTA,
- TUIIEPXJIOPEMUYECKUH ali103,
- TUTIOKAJINEMHUS,
- HapyIICHUS TTOBEACHMUS,
- arpecCUBHBIE pEaKIIUH,
- anatus,
- HapyIlIeHHE 3achINaHus,
- CYUIIUJIa]IbHBIE MBICIIH,
- HapyIICHUE KOHIIEHTPAIIMN BHUMAHUS,
- 3aTOPMOXKEHHOCTB,
- HapyIlIeHHe LUPKAJHOTO PUTMa CHA, HU3KOE KaueCTBO CHa,
- IOBBILLIEHHOE CJIE30TE€YECHHE,
- CUHYyCHasl OpanuKapaus,
- IJIOXO€ CaMOYyBCTBHE,
- HApyIICHUS TTOXOAKH.
Huxe npuBeieH ClIMCOK HEXKEIATENbHBIX —pEaKlMi, KOTOpble B XOJE€ KOHTPOJUPYEMBIX
KIIMHUYECKHUX UCCIIEJOBAaHUN PETUCTPUPOBAIIUCH TOJIBKO Y ACTEH:
- 503UHOUIIHS,
- ICUXOMOTOpPHAsl TUIEPAKTUBHOCTb,
- BEpTHUTO,

- pBOTA,
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- TUIIEpTEpPMUS,

- IUpEKCus,

- HapyIIeHHe CIOCOOHOCTH K 00YYEHHUIO.

COO6H_IGHI/IC O ITOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxxHo co0o01mIaTe 0 mo03peBaeMbIX HEXKETATEeNbHBIX PEaKIHIX IMOCIIe PeTUCTPalliy Mpernapara
C 1enplo 00eCredYeHHss HENPEePhIBHOTO MOHHUTOPUHTA COOTHOIIGHHUS «IIOJIb3a — PHCK»
JIEKapCTBEHHOTO Tpenapara. MeIuIMHCKIM pa0OTHUKAM PEKOMEHIYETCsl COOOmaTh O JI0OBIX
MOI03PEBACMBIX HEXENIATEIbHBIX PEAKIUAX JICKAPCTBEHHOTO Tperapara 4epe3 HallmOHAIbHbBIC
CUCTEMBI COOOINEHUS O HEXKEIATeNbHBIX PEAKIUsIX TOCYAapCTB — YJICHOB EBpasmiickoro
SKOHOMHYECKOI'0 COI03a.

Poccuiickas ®@enepanus

®OenepanibHas ciryx0a 1Mo Ha30py B chepe 3ApaBOOXpaHeHUs

109012, r. Mocksa, CraBsiHCKasl IIIomiaib, 1. 4, ctp. 1

Ten.: +7 (800) 550 99 03

OnekrpoHHas modra: pharm@roszdravnadzor.gov.ru

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

4.9. llepeno3upoBka

CuMnTOMBI

[Ipy3Haky M CUMIOTOMBI NEPENO3UPOBKU TONHMPAMAaTOM: CYJOPOTH, COHJIMBOCTb, HAPYIIECHUS
peun U 3peHMs, OUIUIONMS, HAPYLIEHUS MBIIUICHUS, HApyLIEHUs KOOPAWHALMH, JIETaprus,
CTYINIOp, apTepuajbHas THUIOTEH3Us, OO0Jib B XKHUBOTE, TOJIOBOKPY)XEHHE, BO30YyKIEHUE U
nernpeccusi. B O0NbIIMHCTBE ClydaeB KIMHUYECKHUE MOCIIEICTBHS HE OBLIN TSKEITBIMH, HO ObLIN
OTMEUEHBI CMEPTEIIBLHBIE CIIy4Yau IOCIE MEPENO3UPOBKU C UCIOJIBb30BAHUEM CMECH HECKOJBKHX
JIEKapCTBEHHBIX CPEJICTB, BKIIOUas Tonupamar. IlepenosmpoBka Tommpamara MOXKET BBI3BATh
TSDKEJIBIA MeTa0oIMYeCKuit arumo3 (cM. paszaen 4.4).

W3BecTeH cityyail nepe1o3upoBKy, KOTa MalMeHT IpUHAI 103y Tonupamara ot 96 1o 110 r, uro
MOBJIEKJIO 3a co0oi KoMy, mpojoipkaBmiytocs 20-24 wyaca. Cmyctss 3—4 AHA CHMIITOMBI
NIEPEIO3UPOBKH PA3PEIINIIUCH.

Jleuenue

B cinydae mepeno3upoBku mnpueMm Impemnapara Tomupamar cieayeT NpeKpaTHUTh, Ha3HAYUB
CUMITOMATUYECKYIO MOJJEPKUBAIOLLYIO TEPANUIO A0 TEX MOP, TOKA KIMHUYECKAash TOKCUYHOCTh
He OyJeT CHMXKEeHa WM ycTpaHeHa. O((EeKTUBHBIM CIOCOOOM BBIBEJIECHHs TONMUpaMaTa M3
OpraHu3Ma sIBJISIETCS FeMOIUANIN3.

[TanineHnTaM peKOMEHIyeTCs aICKBAaTHOE TTOBBIIICHHE 00heMa MOTPEOIISIEMON KUIKOCTH.
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5.1. ®apmakoauHaAMHYeCKHe CBOICTBA

®dapmakoTepaneBTUYECKas rpyImna: MIPOTUBOSHIICTITUYECKIE CpEJICTBA; pyrue
MPOTUBOAUIIEITHYECKHUE CPEICTBA.

Koxg ATX: NO3AX11

Tonupamar sBAsSETCSs MNPOTUBOAMUICHTUUYECKUM IpenapaToM, OTHOCSAIIUMCS K KJaccy
CyJb(amaT3aMeIieHHbIX MOHOCaXapu/I0B.

Tonupamar OIOKMpYeT HaTpUEBbIE KaHalbl M IMOJABISET BO3HUKHOBEHHE TOBTOPHBIX
MOTEHIIMAJIOB JAecTBUS Ha (DOHE UIUTEIHHOU JAenoysgpu3anun MmeMOpanbl HelipoHa. Tonupamar
MOBBIIIAET AKTUBHOCTh Y-amuHOMacisiHOM kuciaotel ('TAMK) B oOTHOILIEHHH HEKOTOPBIX
noxrtunoB "AMK-peuentopoB (B ToM umcie ['TAMKAa-peuentopoB), a Takxke MOIyJIUpyeT
akTUBHOCT, ~ camMux  ['AMKa-penentopoB,  mpensiTCTBYeT  aKTUBAllMM  KauHATOM
yyBCcTBUTEIbHOCTH monatuna kamHaT/AMIIK  (a-aMuHO-3-TUIPOKCH-5-METHUIH30KCa301-4-
MPOMMOHOBAs KHUCJIOTA)-PEeleNTOPOB K TiyTamaTy, HE BJIMSIET Ha aKTUBHOCTh N-meTui-D-
acmmaprata (NMDA) B otHOomenun noaruna NMDA-perientopoB. Otu 3QQeKTsl Tonupamara
ABIIIOTCS J0303aBHCHUMBIMHU TPU KOHIEHTpAllMU Tpemnapara B IuiazMe oT 1 mMkmons g0 200
MKMOJIb, C MUHUMAJIBHOIM aKTUBHOCTBIO B npejenax ot 1 Mxmonb A0 10 MKMOJb.

Kpome Toro, TonmupamMaT yraHeTaeT akTHBHOCTh HEKOTOPBIX M30epMeHTOB KapboaHTuapassl. [1o
BBIPAKEHHOCTU 3TOro (papmakosoruueckoro sddexra Tomupamar 3HAYUTEIBHO YCTyIaeT
areTa3oNaMuay - M3BECTHOMY WHTHOUTOPY YTONBHOW aHTHUIAPA3bl, OITOMY 3Ta aKTHBHOCTh
TONMpamaTa He CUMTAETCS OCHOBHBIM KOMIIOHEHTOM €r0 MPOTUBOAMUIIENTHYECKON aKTUBHOCTH.
5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AOcopOuus

Tonupamar BcacbiBaeTcsi ObICTpo u 3 PexTuBHO. Ero 6uogoctynmHocts coctanmsiet §1%. [Ipuem
MU HE OKa3bIBaeT KIMHUYECKH 3HAYUMOTO JEHCTBHSI HAa OMONOCTYMHOCTh Tomupamara. C
Oenkamu 11a3Mel cBsi3biBaercs 13—17% Tonupamara.

Pacnpenenenne

[Tocne omHokpatHoro mpuéma B f03e 10 1200 Mr cpenHuii 00beM pacrpesielieHUs] COCTaBIIseT
0,55-0,8 n/kr. Benuunna o0beMa pacrpeieieHus 3aBUCUT OT 10J1a: y 2 EHIUH OH COCTaBIISET
npumepHo 50% oT 3HaueHui, HAOTIOIaeMbIX y MY)KUWH, YTO CBS3BIBAIOT C 00Jiee BHICOKUM
COJIepKaHNEM JKUPOBOW TKaHU B OPTaHU3ME YKCHIIHH.

Buorpancdopmarnus

[Tocne npuema BHYTpb MeTabonu3upyercs okosno 20% ot npuHaTol 1036l OAHAKO Y OOJIBHBIX,
MOJTyYaIOLUX COIYTCTBYIOIIYIO TEPanui0 MPOTHUBOIMUICHTHUECKUMHU TMpenaparaMu, KOTOpbIE

UHAYUUPYIOT (DEPMEHTHI, OTBEYAIOIINE 32 METabOoIM3M JIEKApCTBEHHBIX CPEACTB, METa0OIU3M
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tonupamarta nosbimaercs 10 50%. M3 nnasmell, Moun ﬁ%éa}ﬁ%';%b};gﬁt&gﬁ E%'IHCJ'I'CHH U

UACHTU(DUIIMPOBAHBI IIECTh TMPAKTUYECKH HEAKTUBHBIX MeTa0omuToB. OCHOBHBIM ITyTEM
BBIBEJICHHUSI HEM3MeHEeHHOro Tonupamata (70%) u ero MeTabomUTOB SBISAIOTCA Mouku. [locne
MepOpaIbHOTO BBEJCHHUS INIA3MEHHBIN KIIMPEeHC Tonupamarta cocrapisiet 20—30 mir/MuH.
OJIMMHUHALNS

PapMaKOKMHETHKA TONHMpamMaTa HOCUT JIMHEWHBIA XapakTep, IUIa3MEHHBIM KIMPEHC OCTaeTCs
IIOCTOSIHHBIM, a IJIOLIa/b NOJ KpUBOH «KoHLeHTpauus-speMs» (AUC) B nuanazone no3 ot 100
10 400 Mr Bo3pacTaeT MpOMOPIMOHAIBHO J103€. Y O0JIBHBIX ¢ HOPMAJIbHON (DYHKITUEH TTOYeK s
JOCTYDKCHHSI YCTOMYMBOM KOHIIEHTpAIlMU B IUIa3M€ MOXKET IMOHAI00MThCs OT 4 10 8 MHEH.
Bennunna makcumanbHOM KOHLEHTpAMU (Cmax) IIOCIE MHOIOKPATHOTO MEPOPAIBHOIO IIpHEMa
100 Mr mpemapara ABaKIbl B ACHb B CpeqHeM coctaBwia 6,76 Mkr/mil. Ilocie MHOTOKpaTHOTO
npuema 7103 1o 50 u 100 mMr aBaxkabl B J1€Hb NEPHUO] MOJTYBBIBEACHHUS TONMpamaTa 13 IJ1a3Mbl B
cpeaHeM coctaBui 21 yac.

DapMaKOKMHETHKA y OTACIBbHBIX TPy MAIlUCHTOB

Y OOJIBHBIX C HapyHICHHSIMH (DYHKIUU [MOYEeK CPEeIHEH M TSHKEIOW CTCICHHM TUTa3MEHHBIN U
MOYCYHBIN KIMPEHC Tomupamara cHmkaercs (kaupeHc kpearmHuHa (Ki) < 70 mi/MuH), Kak
CJIEICTBHE BO3MOXHO MOBBILLIEHNE PABHOBECHOM KOHILIEHTPALlMK TONUpamara B I1a3Me KPOBHU 110
CpaBHEHHIO C MAIIMEHTaMH, UMEIOIIMMHI HOpMalIbHYI0 QpyHKIHUIO oyek. Kpome Toro, manuenram
C HapyueHUs MU (QYHKUUU MoYeKk TpeOyeTcst Oobllle BpEMEHHU JUIsl JOCTUKEHHUS] PaBHOBECHOMN
KOHILIGHTpallul Tonupamata B KpoBHW. [lanMeHTam co cpelHeld WIM TsDKEJIOH MOYeYHOU
HEJIOCTATOYHOCThIO PEKOMEHIYeTCSl NMPUMEHEHHE MOJIOBUHBI PEKOMEHJIOBAHHOW HAauyajJbHON U
MOAEP>KUBAOIIEN JTO3BI.

Tonupamat 3 PeKTUBHO BBIBOJUTCS U3 IJIA3Mbl IIyTeM reMouann3a. JiuTenpHblil reMoinanus
MOXXET TMPUBECTH K CHUKEHUIO KOHIIEHTPALMM TONHpaMara B KPOBH HM)KE KOJIMYECTBA,
Tpebyrolerocs A MoAAepkKaHUs MPOTUBOCYAOPOXKHOM akTUBHOCTH. Bo m3bexxanue ObICTpOro
NaJeHNUs] KOHLIEHTpallMd TOMMpaMaTa B IIa3Me BO BpeMs reMoJMann3a, MOXET MOTpeOoBaThCs
Ha3HAY€HHE JOTMOJHUTEIBHOW A03bl mpenapatra Tonupamar. [Ipu Koppekuuu H03bI CleayeT
MPUHUMATH BO BHUMAHHE:

1) NpoIOKUTENBHOCTh TEMOIUATN3A,

2) BEIMUMHY KJIMpPEHCa UCII0JIb3yEeMOI CUCTEMbI TeMOINaIN3a,

3) 3¢ dexTUBHBII MOYEUHBIH KIMPEHC ToNHpaMaTa y HalleHTa, HaXOAsIerocs: Ha Tuaiuse.
[1na3MeHHBIN KIMPEHC ToNMpaMaTa CHUXKAeTCsl B cpeJHeM Ha 26% y MalueHTOB ¢ NeYEeHOUYHOH
HEJOCTAaTOYHOCTBIO CpeAHEN WM Tskenod creneHu. llosTomy mnanmeHTamM C IE€YEHOYHOMN

HEAOCTAaTOYHOCTBIO CICAYCT HIPUMECHATH TOIIMpPpaMaT C OCTOPOKHOCTBIO.
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MCHACTCA.

dapmakokmHeTHKA ToOUpaMara v nerer o 12 jer

DapMaKOKMHETUYECKUE TTapaMeTphl TONIMPAaMaTa y IeTeH TaK K€, KaK y B3pOCIIBIX, MOIyYaronuX
9TOT Ipenapar B Ka4eCTBE BCIIOMOTATEJIBHOM TEPalMH, HOCAT JUHEWHBINA XapakTep, IPH 3TOM
€ro KIHMpPEHC HE 3aBUCHUT OT J03bl, & PAaBHOBECHBIE KOHLEHTPALMU B IUIa3ME BO3PACTAOT
IPONOPIHMOHATIBHO MOBBIMICHUIO 103bl. ClleyeT y4YHMThIBaTh, OJHAKO, TOT (akT, YTO y AeTei
KJIMPEHC TOlMpaMaTa IMOBBILIEH, a IEePUOJ €ro IOJyBbIBElEHUS Oojiee KOPOTKHIA.
CrnepnoBarenbHO, IpU OJHOM M TOH K€ J03€, B pacueTe Ha 1 Kr macchl Tesa, KOHLEHTpaluuu
TOoNMpamMaTa B IJIa3Me y JIeTell MOryT ObITh HM)KE, YEM Y B3POCIHbIX. Y JETEH, KaKk U y B3pOCIIbIX,
IPOTUBOAUIIENTUUECKHUE MPEnapaTbl, UHAYLUPYIOIUE MUKPOCOMabHbIE (PEPMEHTHI IEUEHHU,

BBI3BIBAIOT CHMXKCHUC KOHLICHTpaI_[I/Iﬁ TOIlMpaMaTa B ILIa3ME.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. Ilepeuenb BcioMoOraTe/ibHbIX BellleCTB

Tonupamar, 25 mr, TaOJIETKH, ITOKPLITHIE IUNIEHOYHON 000JI0YKOU

[lemrono3a MHUKPOKPHCTAITUNIECKAs, JIAKTO3bI MOHOTHUJIpAT, Kpaxmail
npeXeIaTHHU3UPOBAHHBIN, MIUKONIAT Kpaxmaia Hatpus (Tum A), marHus creapar;,

nienounas obonouxka: Omnanpait Oemprii 15B58810 (Tturana amokcupa, rumpomernuio3a-3cP,
runpomerioda-6¢P, makporosn-400, monmcopoar-80).

Tonupamar, 100 mr, Ta6HeTKI/I, MOKPBITHIE TINIEHOYHOM 000JI09KOM

[enmronosa MUKPOKPHUCTAJUINYECKAS, JIAKTO3BI MOHOT'HIpaT, Kpaxmail
IpeKeTaTUHU3UPOBAHHBIN, TTIUKONIAT Kpaxmana Hatpus (Tum A), MarHus creapar;

nienounas obonouka: Omagpait sxenteii 15B52070 (TuTana auokcuna, rumpomeruiosa-3cP,
runpomeioda-6¢P, makporon-400, nonucop6at-80, KpacuTeNb xKeje3a OKCUI KENThIN).

6.2. HecoBMecTUMOCTD

He npumennmo.

6.3. Cpok rogHocTH (CPOK XpaHEeHHs )

2 roja.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHECHUHU

IIpu Temneparype He Bbiue 25 °C.

XpaHUTh B HEAOCTYITHOM IS IETeH MecTe.

6.5. XapakTep u cofepkaHue NEPBHYHOH YIAKOBKH
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HOJIMIIPOIIMJIEHOBOM KpBIIIKOW, CHAOXEHHOW WHAYKIMOHHOW YIIOTHUTEIbHOW IPOKJIAJKOM.
Kaxpiii (h1akoH COAEPKUT MAKETHUK C CHITUKATEIIeM.

[To 1 ¢pnakoHy BMeCTe ¢ MHCTPYKLKEH MO MPUMEHEHHUIO TOMEIAI0T B KAPTOHHYIO MAUKYy.

ITo 10 Tabnerok B OucTep 3 noauamu/amoMuanil/[IBX mienku u anmroMuHneBoi (Hobr.

ITo 3 6aucTepa BMECTE ¢ MHCTPYKLMEN IO IPUMEHEHHUIO B KAPTOHHYIO MAUKYy.

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH NPH  YHUYTOXKEHMH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 MNpenapara WM OTX0A0B, TMOJYYEHHbIX TIOcje NPHMEHEeHUus
JIEKAPCTBEHHOI0 MpenapaTa v Apyrue MaHUIMyJ/IsIHU € NPenapaToM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIHMOHHOI'O YIOCTOBEPEHUSA

Aypobunno dapma Jlumuren

VYuyactok Ne 2, Maiitpuuxap, Amuprer, Xaiaepadan — 500 038, Temanrana, Mnaus
7.1. llpeacTaBuTe/Ib I€pPKATENA PETHCTPALMOHHOIO Y10CTOBEPEHHA

[Iperen3un norpedbuTeNe HAOPABIATE 110 aAPECY:

AHO «HauuonanbHbI# Hay4dHBIN IIEHTP (hapMaKOHAI30pay»
105005, Poccus, r. MockBa, yi. baymanckas, a. 6, ctp. 2, atax 9, opuc 923
Temn.: 8-800-777-86-04

Anpec snekTpoHHO# mouThl: adversereaction@drugsafety.ru

8. HOMEP PETUCTPAIMOHHOTI'O YIOCTOBEPEHUA

9. TATA NEPBHUYHON PETUCTPAIIMNA (IIOATBEPXJIEHUSA PETMCTPAIINMN,
INEPEPETUCTPALIUN)

10. JATA IIEPECMOTPA TEKCTA

O6ma51 XapaKTCPUCTHUKA JICKApCTBCHHOT' O npemnapara TOHI/IpaMaT JOCTYyIIHA Ha
I/IH(I)OpMaI_II/IOHHOM nopraje EBpaSHﬁCKOFO O9KOHOMHYCCKOI'0O COr3a B I/IH(I)OpMaI_II/IOHHO'

KOMMYHHUKaIMOHHOM cetn «HTepHeT http://eec.eaeunion.org/

27


mailto:adversereaction@drugsafety.ru
http://eec.eaeunion.org/

