ot 04.12.2023 N= 25480

OBIIAS XAPAKTEPUCTUKA JIEKAPCTBEHHOGFO TIPERAPATA 1001

COOTBETCTEBYET ZKCNEPTHOMY OTUETY

1. HAUMEHOBAHUE JIEKAPCTBEHHOI' O ITPEITAPATA
Tonmpamar Kanos, 25 mr, TabJeTKH, MOKPBITHIC ITICHOYHON 000I0YKOH.

Tormpamar Kanon, 100 mr, TabieTKH, MOKPHITHIC TUIEHOYHONH 000I0YKOMH.

2. KAUECTBEHHBIN 1 KOJJTMYECTBEHHBIN COCTAB
JleicTByrolee BEIECTBO: TONUpaMar.

Tonupamar Kanos, 25 mr, TaOJIETKH, ITOKPBITHIE IUNIEHOYHON 000JIOYKOH.

Kaxxnas Tabnerka, mOKpbITas INIEHOYHON 000JI0UKOM, COAEPKUT 25 MI' TOIHpaMaTa.

Tomupamar Kanon, 100 mr, Ta0JIEeTKH, IIOKPLITHIE INIEHOYHON 000JIOYKOH.

Kaxxnas Tabnerka, moKpbITas INIEHOYHOM 00010uKOH, coaepxuT 100 Mr Tonupamara.
BcenomorarenbHble BelllecTBa, HAIMYME KOTOPBIX HAJI0 YYUTHIBATh B COCTAaBE JIEKAPCTBEHHOI'O
npenapara; KapOOKCUMETHIIKpaxMajl HaTpusl, KpacuTellb COJIHEUHBIN 3aKaT >kenThii (cM. Paznen
4.3. u pasgen 4.4).

[TonHbIN TEpevYeHb BCIOMOTATEIBHBIX BEILIECTB MPUBEJIECH B pasjeie 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku, MOKPBITHIC TUIEHOYHOH 000I0YKOM.

TabneTku Kpyriible, TBOSKOBBIMYKIIbIE, TOKPHITHIC INICHOYHON 000JI0UKOW OpaHKEBOTO 1IBETA.
Ha nonepeunom paszpese — sapo 6es1oro Uiy mouTy OEJIoro 1BeETa.

4. KIMHUYECKUE JAHHBIE

4.1. IToxka3aHusi K NPUMEHEHUIO

Onuaencus

B kauecmese cpedcmea monomepanuu

- Yy B3pOCJIBIX TAIMEHTOB C OJMNWIENCHEH, B TOM YHCJIE€ Y TAIMEHTOB C BIIEPBbHIC
JIMarHOCTUPOBAHHOM AIUIIETICHEH;

-y nereit ot 3 1o 18 net ¢ anuiencueid, B TOM 4KCII€ Y MAlIMEHTOB C BIIEPBbIE TUArHOCTUPOBAHHOM
SITUJICTICHCH.

B cocmaee xomnnexcnou mepanuu:

- y B3pOCIBIX MAlMEHTOB C MapIHalbHBIMU WM T€HEePATU30BaHHBIMH TOHHKO-KIOHHYECKHUMHU
MPUITAIKaMU, a TAKXKe IS JIeUeHUs IPUIMaakoB Ha GoHe cuHapoma Jlennokca-I"acto;

- y aeter ot 3 10 18 jneT ¢ mapuranibHIMU WM TE€HEPATM30BAHHBIMU TOHUKO-KIOHUYECKUMU
MpUNIAJKaMH, a TaKXKe IS JISYeHUsI TpUnaakoB Ha ¢poHe cuHapoMa JIeHHokca-I"acTo.

Murpesnb

[TpodunakTrka MpUCTYIIOB MUTPEHH Y B3pocibiX. [[puMeHeHne Tonupamara Jijisi JJIeYeHUS] OCTPBIX

IIPUCTYIIOB MUTPEHU HE U3YYEHO.
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(NOCNEQCBATENEHOCTE 0001)

4.2. Pe:kuM 103UPOBAHUS M CIIOCO0 NMPUMEHEeHUs

PexxuM 103upoBaHus

Jns onTUMaIbHOTO KOHTPOJISI SMUJICHTHYECKUX MPUCTYNOB y JETeH W B3pPOCIHBIX IMAIIMEHTOB
PEKOMEHIyeTCsl HauWHaATh JIeUEHHWE C NpHeMa HHU3KUX J03 Ipenapara ¢ MOCISAYIOIUM
MOCTENIEHHBIM TUTPOBAaHUEM /10 3PPEKTUBHOI 103bI.

THapyuanvusie unu eenepanu308anHvle MOHUKO-KIOHUYECKUe NPUNAOKU, A MAaKice NPUnaoku Ha
¢one cunopoma Jlennokca-I acmo

Ipumenenue 6 KOM6MHGI4MM c ODVZMMM nDOﬂ’lu@OCV@ODOJfCHblMM npenapamamu_y 63pocCiblX

nayueHmos

Munumanbaas 3ppextuBHas 103a cocrapisieT 200 mr B ieHb. OOBIYHO CyMMapHasi CyTOYHas /1032
cocraiuseT ot 200 mr 1o 400 Mr 1 npuHUMaeTcs B JiBa puema. HekoTopbIM nanueHTaMm MOXKeT
MOHAI00OUTHCS YBEIHUEHUE CYTOYHOM 03bI 10 MakcuMaibHOU — 1600 Mr. PexomentyeTcs HauaTh
JIeYEeHUE C HU3KOM JI03BI C MOCIEAYIOIIUM OCTEeNEeHHBIM Mo100poM 3 dextrBHON 103b1. [Togdop
J03bI HAUMHAIOT ¢ 25-50 Mr, mpuHUMas WX Ha HOYb B TeueHue | Henmenu. B panbheifmem c
HEJENbHBIMU WJIH JIBYXHEJCIbHBIMH HHTEPBAJIAMH J03y MOXHO yBeIHMYMBaTh Ha 25-50 mr
(100 mr) u mpuHHUMaTh €€ B aBa mpuema. [Ipu moadope 1036l HEOOXOAMMO PYKOBOJICTBOBATHCS
KIMHUYECKUM 3 (HEeKTOM. Y HEKOTOPHIX MalieHTOB AP (HEKT MOKET ObITh JOCTUTHYT MPU MpUEMe
npermapata 1 pa3 B cytku. i AOCTHKEHHS ONTHUMAIbHOrO 3¢ (deKTa JICUeHUs mpernaparom
Tonupamar Kanon He 00s3aTeIbHO KOHTPOJIUPOBATH €r0 KOHIIEHTPAIMIO B IJIa3ME KPOBH.
JlaHHbIe pEKOMEHIALINH 110 103€ MPUMEHUMBI KO BCEM B3POCIIBIM MAI[UEHTaM, BKITIOYasl MOKHUITBIX
JIOJIeH, IPH OTCYTCTBUU Y HUX 3a00seBaHus Movek (cM. pasnen 4.4.).

Kombunuposannas npomugocy0opoxcras mepanus y oemeu cmapuie 3-x iem

Pexomenayemast cyMmmapHasi cyrouHas j103a TonupaMara B Ka4eCTBE CPEACTBA JOMOIHUTEIBHOMN
Tepanuu COCTaBIsIET OT 5 10 9 MI/KT U puHUMaeTcs B ABa npuema. [Togbop 10361 HEOOXOIUMO
HavaTh ¢ 25 Mr (UM MEHee, OCHOBBIBAsICh HA HAYAIBbHOU /103€ OT 1 10 3 MI/KT B IeHb), TPUHUMAs
X Ha HOYL B TeueHue 1 HCOCIIN. B I[aJ'II)HeI\/JIHICM C HCICJIBbHBIMHU HIIM ABYXHCACIbHBIMU
MHTEpBaJlaMU /103y MOXHO yBEJIWYMBaThb Ha 1-3 MI/KI W NpUHUMATh €€ B JBa IpHUeMa J0
JOCTHIKEHHUS] ONTHUMAaJbHOrO KiuHHUYeckoro 3ddekra. Ilpu moadope 1036 HEOOXOAMMO
PYKOBOACTBOBaThbCa KiauHMUYECKUM d(pdextom. Cyrounas no3a m0 30 Mr/Kr oObIYHO XOPOIIO
MIEPEHOCUTCS.

Onunencus (6 mom yucie enepsvie OUASHOCMUPOBAHHAS)

Monomepanus: obwue noaoscenus

HpI/I OTMCHC COIIYTCTBYIOIIUX IMPOTHUBOCYAOPOXKHBIX IpEmaparoB C MOS0 MOHOTCpAIINU
TOMUpaMaToM H€O6XOJII/IMO YUUTBIBATH BO3MOKHOC BIIMAHUEC OTOI0 1Iara Ha 4aCTOTy IIPUITaJIKOB.

B TEX ciaydasx, Koraga HET HGO6XOJII/IMOCTI/I PE3KO OTMCHATDH COIIYTCTBYIOLINEC
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MIPOTUBOCYAOPOKHBIE TIPETapaThl MO0 COOOPAKESHUSIM 6eé&%&1@§f§ﬁgﬁ%g‘ﬂc; EHYAATE 1X

J103bl TIOCTENIEHHO, yYMEHbINas J03Yy COINYTCTBYIOIIUX IPOTUBOAIMIECHTHYECKUX IIPENapaToB
(IIDIT) Ha oiHY TPETh KaKJble 2 HENIEIH.

[Tpu ormeHe mpenaparoB, SBJSAIOIIMXCS WHAYKTOPAMH MHKPOCOMANIbHBIX ()EPMEHTOB IEUYCHH,
OyayT Bo3pacTaTb KOHILIEHTpalUMU TONMpaMaTa B KpoBU. B Takux cuTyanusx, mpu Haauduu
KJIIMHUYECKUX MTOKa3aHUM, 103y TOMMpaMaTa MOYKHO CHU3UTb.

Monomepanus: e3pocivie

B Hauane nedyeHus nauueHT JOJDKEH MPUHUMATH 1o 25 mr npenapara Tonupamar Kanon nepen
CHOM B TedyeHue | Henmenu. 3aTeM /103y MOBBIIIAIOT ¢ UHTEPBAIOM B 1-2 Henenu Ha 25 unu 50 mr
(cyrouHyto 103y JENAT Ha JBa npuema). Eciau manueHT He NepeHOCUT TaKOM PEXUM MOBBIIICHUS
JI03BI, TO MOYKHO YBEITUYHUTH HHTEPBAJIBI MEXK 1y TIOBBIIIICHUSIMH 10361, JIMOO MOBHIIIATH /103y OoJiee
wiaBHo. [lpu mombope 10361 HEOOXOAMMO PYKOBOACTBOBATHCS KIMHUYECKUM S eKToM.
HauanpHast mo3a mpu MOHOTEpanuM TOMUPAMATOM Yy B3pocibix cocTaBiser 100 mr B cyTkH, a
MaKCUMaJIbHasi CyTO4YHas J03a He JA0JbKHA npeBbimaTh 500 mr.

Hekoropeie manueHTsl ¢ pedpakTepHBIMH (OpMaMHU DIIIICTICHH TEPEHOCIT MOHOTEPAIHUIO
TornrpamaToM B o3ax 10 1000 mr B cyTku. J[aHHBIE peKOMEHAALNHU IO T03UPOBAHUIO OTHOCATCS
KO BCEM B3POCIIBIM, BKIIFOUAs MOXKUIIBIX MAIMEHTOB, 03 3a00JIeBaHMil MOYEK.

Mounomepanus: demu

JetsiM B Bo3pacTte cTapiie 3 JIET B MEPBYIO HEJENIO JICUCHUS CIIEAYET AaBaTh TOIMHUpaMar B J103€
0,5-1 mr/kr Macchel Tena nepe CHOM. 3aTeM 03y HOBBIIIAIOT ¢ UHTEepBaIoM B 1-2 Heaenu Ha 0,5—
1 Mr/kr B CyTKH (CYyTOUYHYIO 03y JENAT Ha JBa mpuema). Ecnu peOeHOK He MepeHOCUT TaKoi
PEXUM MOBBIIIEHUS 1031, TO MOKHO MOBBIIIATH 103y 00JIee MJIaBHO UK YBETUYNBATH MHTEPBAJIBI
MEX 1y TTOBBIIICHUSIMU J103b1. BenrunHa 1036l 1 CKOPOCTH €€ MOBBIIIEHUS JOIKHBI OTIPEIETATHCS
KJIIMHUYECKUM PE3yJIbTaTOM.

PexomenayeMblil 1Mana3oH 103 TP MOHOTEPANMHM TONUpPAMaToOM y JeTel B BO3pacTe crapuie 3
net coctaBinger 100400 mr/cytku. JleTsM ¢ HEAaBHO AMArHOCTHUPOBAHHBIMHU MapLUaIbHBIMU
IpUIAJIKaMUd MOKHO HazHadaTh A0 500 Mr B CYTKH.

Muepens

Pexomenayemasi oOriasi cyToyHas jJ03a TomupamaTa JUisl MPOQHIAKTUKH MPUCTYIIOB MHUTPEHU
coctapisgeT 100 mr, npuHrMaemas B 2 npuema. B Hauasne ieyeHns MalueHT T0HKEH MPUHUMATh
no 25 mr npenapara Tormmpamar KanoH mepen cHoM B TedeHue | Henmenu. 3areM 103y
YBEJIUYMBAIOT C UHTEPBAJIOM B 1 Hezento Ha 25 Mr B cyTkH. Eciu nanueHT He nepeHOCUT TaKoro
pEeKHMMa TMOBBIIICHUS J103bI, TO MOXKHO YBEIMYUTH HHTEPBAIBI MEKY YBEIHUECHUSIMU J03bI, JINOO
MOBBIMIATh 703y Oonee mmmaBHO. [Ipu mombope M036I HEOOXOIWMO PYKOBOJCTBOBATHCS

KIIMHUYECKUM 2P (HEeKTOM.
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V HEKOTOPHIX MHAMEHTOB IOJOKHUTEIBHBIN pe3ynbfﬂ':'£0-@t?rg@f%; EW '%%;nﬁ;ﬁ:'-lﬁose

Tonmupamara 50 mr. B xiiMmHHYEeCcKHUX HCCIICAOBAHUAX MAIIMCHTHI TOJYYalIn Pa3JIMYHbIC CYTOYHBIC
710361 TONMpamara, Ho He 6osee 200 Mr B CyTKH.
Ocobvie epynnvl nayuenmos

Toueunas nedocmamoynocms

[TarueHTaM ¢ yMEpEHHOW WM TSHKEIIOW MOYSUHOM HEJOCTATOYHOCTHIO MOXKET IMOHAT00UTHCS
CHIDKEHUE J03bl. PEKOMEHIyeTCs INpPUMEHEHHE IIO0JOBUHBI DPEKOMEHIYEMOW HAa4dalbHOU U
MO//IEPKUBAIOILEH T03bI.

L'emoouanus

ITockonpKy TOmMpamar yJausercs U3 IUIa3Mbl KPOBU IIPU I'E€MOJMANN3E, B JHU IPOBEIACHUS
reMoaMann3a cilaeayeT BBOJIUTH JOINOJHUTENBHYIO 03y TOoIupamara, pPaBHYI0 IIPUMEPHO
MOJIOBUHE CYTOYHOM J03bl. JlOMONHUTENbHAA /1032 JOJKHA OBITh pa3jiefieHa Ha JABE JO03bl,
MIPUHUMAEMBbIE B Ha4ajie U NOCJIE 3aBEPLICHUS MPOLeaypbl reMoarann3a. JJonoiHurensHas 103a
MO’KET BapbUpOBATh B 3aBUCUMOCTH OT XapaKTEPUCTUK OOOpYyIOBaHUS, UCIIOJIB3YyEMOTO IPHU
IIPOBEICHUM I'€MOJUAIIN3A.

Tleuenounas nedocmamouynocms

[TarueHTaM ¢ [EYEHOYHOW HEJOCTATOYHOCTBHIO TOMUpaMar CjlelyeT MPUMEHSITh C
OCTOPOKHOCTBIO.

eTu
[Tpenapat Tonupamat KanoHn He moka3aH K MPUMEHEHUIO Y eTeil muafie 3-X JeT.

Cnooco0 rmpuMeHeHus

HpenapaT MMPUHUMAIOT BHYTPb, HC Pa3XEBbIBAsA, HE3aBUCHUMO OT IpHEMa IMUIIIHA.

4.3. IIpoTuBoONOKa3aHUSs

- ['umepuyBCTBUTENBHOCTh K TOMHpaMaTy WM K JOOOMY M3 BCIIOMOTATENbHBIX BEIIECTB,
MEPEUHCIICHHBIX B pazjene 6.1;

- Jlerckwuii Bo3pacT 110 3-X JIeT;

- [Ipumenenue Tonupamata 1 NpoGUIAKTHKY IPUCTYIIOB MUTPEHU MPOTUBOMIOKA3aHO B TIEPHO/T
OepeMEHHOCTH, a TaKKe Yy JKEHIIMH C COXPaHEHHBIM JETOPOJIHBIM TOTEHIIMATIOM, He

HCIOJIB3YIOMIUX HAACKHBIC METOAbI KOHTPAIICTILINH.

4.4. OcoOble ykazaHMsl U1 MepPbl NPeI0CTOPOKHOCTHU NPH NPUMEHEHUH

C 0CTOPO’KHOCTBLIO

[Toueunas/neyeHOYHAS HEAOCTAaTOYHOCTD, He(bpoypom/ITI/Ias (B T. 4. B IpOLLJIOM U B ceMerHOM

aHaMHe3e), TUIepKabLnypus.
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[TatmenTaM C peaKo BCTpeyYaArOUIEHCs Hac qezxcmeﬁ'ﬂgﬁ:-l?e‘-nlgb%ﬁg% 'F:%BT?é:h:é'%jrb:«xm,

NeGUIUTOM JIaKTa3bl JIOMAped WM TJIIOKO30-TAaKTO3HOW ManbabcopOuuell He clemyer
IIPUHUMATD ITOT IIpernapar.

Oco0ble yKkazaHus

BHe 3aBUCMMOCTM OT HaJIW4yusl B AaHAMHE3€ KOHBYJIbCUBHBIX IPUNAAKOB U SIHWIEIICHH,
MPOTUBOSIUIICTITUYECKHUE TMpenapaThl, BKIIOYas W mpenapar Tomupamar, clieyeT OTMEHSTh
MOCTETIEHHO, YTOOBI CBECTH K MHUHHMYMY BO3MOKHOCTH TOBBIIICHUS YacCTOTHI MPUIAAKOB. B
KJIMHAYECKHUX UCCIENOBaHUAX 103bl yMeHbIaIXU Ha 50—100 Mr ¢ HeiebHBIMU UHTEPBAIAMHU JJIs1
B3POCJIBIX [IPY TEPAMUU UICTICUH, U Ha 25—50 Mr y B3pociibIX, noaydaromux 100 mr tonupamara
B CYTKH JJs1 MPO(HUIAKTUKA MUTPEHHU. Y JeTei B KIMHUYECKUX HCCIEIOBAHUSX TOMUpPAMAT
MOCTETIEHHO OTMEHSUTH B TeUeHHe 2—8 Helemnb. Eciu Mo MeIMIIMHCKUM MTOKa3aHUusIM Heo0Xouma
ObICTpas OTMeHa mpemnapara TomupamaT, TO PEKOMEHIYEeTCS OCYIIECTBISITh COOTBETCTBYIOLIUI
KOHTpPOJIb COCTOsIHUS nanuenTa. Kak u B ciyyae NpUMEHEHUs IPYruX MPOTUBOSMUICITUYECKUX
MpenaparoB, y HEKOTOPHIX MAIMEHTOB, TPUHUMAIONIUX TONMUpamMaT, HaOII0JaeTCsl MOBBIIICHUE
YaCTOThl TPUMAJAKOB WJIM HOBBIE THIBI MPUNAAKOB. J[aHHOE SIBIEHHE MOXKET SIBISTHCS
MOCJIEICTBUEM  MEPEJO3UPOBKU, CHIMXKEHHMS KOHILIEHTPAllUM COBMECTHO IPUMEHSIEMBIX
MPOTUBOAMUIEHTHYECKUX MPENapaToB, MPOrpeccCupoBanrs 3a00JIeBaHUs WU TapaJOKCAIbHOTO
addekra.

CKOpOCTh BBIBEJICHUS Yepe3 MOYKH 3aBUCUT OT (DYHKIIMU MMOYEK M HE 3aBHCHUT OT Bo3pacra. Y
OOJILHBIX C YMEPEHHBIM WM BBIPRXKEHHBIM HapylIeHHEM (DYHKIMHU TMOYEK IS JOCTHXKEHUS
YCTOMYMBBIX KOHIICHTPAIUH B TUIa3Me MOXET MOoHano0uThes ot 10 mo 15 nHel, B oTnuyne ot 4—
8 nHell y 00JIbHBIX ¢ HOPMAJIbHON (PYyHKIIMEH MOoYeK.

Kak u mpu mo0om 3abosneBaHuu, cxema moa0opa J03bl JODKHA OPUEHTHPOBATHCS Ha
KIUHUYEeCKH 3()dexT (T. e. creneHb KOHTPOJIMPOBAHUS MPHUMAAKOB, OTCYTCTBHE MOOOYHBIX
3¢ (HeKTOB) U YUUTHIBATh TO, YTO Y OONBHBIX ¢ HapyIIeHHEM (YHKIIUU MOYEK AT YCTAHOBJICHHUS
CTAOWJIHHOM KOHIICHTPALIMM B IUIa3Me I KaXXIOW 10361 MOXKET TOHAA00uThCa Oolee
MIPOJIOJDKUTEIEHOE BPEMSI.

[Ipy Tepamuu TOMUPAMAaTOM BO3MOXHO BO3HHKHOBEHHE OJHMIOTHApPO3a (YMEHBIIEHHOE
MOTOOT/IEJICHHE) M aHTHJIPO3a. YMEHBIICHHE MOTOOTIACICHUS W TUMepTepMus (MOBBILICHHUE
TEMIIepaTypbl Tejld) MOTYT BO3HUKHYTh Yy JETE€H, IMOJABEPKEHHBIX BO3JECHCTBHIO BBICOKOU
TeMIepaTypbl OKpyXKaruiehd cpeapl. B 3Toil CBA3M mpH Tepanuy TONMHPAMATOM OYE€HBb BAXKHO
aJICKBaTHOE TIOBBIIICHNE 00beMa MOTPeOIIeMOi )KUIKOCTH, CHOCOOHOE CHU3UTh PUCK PAa3BUTHS
HedpoIuTHAa3a, a TaKkKe MOOOYHBIX (PPEKTOB, KOTOPHIE MOTYT BO3HUKHYTH O] BO3/ICHCTBUEM
(UBUYECKUX HArPy30K WJIM MOBBIIEHHBIX TEMITEpaTyp.

Paccmpoiicmea nacmpoenus/oenpeccus
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[Tpu neyeHun TonmupaMaToM HAOIIOAAETCS IO IcHHAS MAcTOTA: BOSHMKHOBE Hx EaCéTiDIAﬁCTB

HACTPOEHUS U JENPECCUHU.

CyuyuoanvHvie nonvlmxu

[Ipy npumMeHEeHHH MNPOTUBOAMMICNITUYECKUX IIPernapaToB, BKIouas mpenapar Tomupamar,
YBEJIMYUBACTCS PHUCK TMOSIBICHUS CYHIMAAJIbHBIX MBICICH M CYWMIUIAIBHOTO MOBEACHUS Y
NAUEHTOB, IPUHUMAIOLIUX ATH IpenapaTsl MO JIIOObIM K3 MOKa3aHWW. Mera-aHanu3 mokasal
YBEIIMYCHUE PUCKOB TOSBJICHUS CyuIuaaidbHbIX sBiueHnid Ha 0,43 % Ha ¢QoHe mnpuema
MPOTUBOAUIENTHYECKUX CPEACTB, 0 cpaBHEHUIO ¢ 0,24 % y manueHToB, NOJy4YaBIINX IU1aneoo.
B 1BOIHBIX ClleNbIX KIMHUYECKHX HCCIIEIOBAHHSIX YacTOTa PAa3BUTHS SIBJICHUM, CBSI3aHHBIX C
CYMIIUAOM (CYHIIMIANIbHBIE MBICITH, MOMBITKH CYUIIUIA, CYUIU), coctaBisiia 0,5 % y nanueHTos,
1oJlyyaBLIMX Tonupamar (y 46 nanueHToB u3 8652), 4To IpUMEPHO B 3 pa3a BbIIIIE, 10 CPABHEHUIO
¢ manueHTam, noiay4asimmmu miane6o (0,2 %; y 8 uenosek u3 4045). Onun ciayyaii cynnuaa Obu1
3apuKCUpOBaH B JABOWHOM CIIEMIOM HCCJIEIOBAHUU OUIIOJISPHOTO PACCTPOMCTBA y MAlMEHTA,
MOJIy4aBLIETO TONUPAMAT.

Takum 00pa3oM, HEOOXOIMMO KOHTPOJHMPOBATH COCTOSIHHE MAIMEHTOB C IEJIbIO BBISBICHUS
MPU3HAKOB CYMIMIATBHBIX MBICTICH W Ha3HayaTh COOTBETCTByMoIIee NedeHue. Heobxomumo
PEKOMEHI0BaTh MaIeHTaM (M MPH HEOOXOAMMOCTH JIMIIAM, YXaXKHBAIOUIUM 3a MalUEHTaMH)
cpa3dy ke oOpamarbCsi 3a MEIUWLMHCKONM TIOMOIIBI0O B ClIy4ae IOSIBICHUS NPU3HAKOB
CYHULIUJANIBHBIX MBICIIEH WM CYULIUJAIBHOTIO IOBEICHUSI.

Taoicenvie KodicHble peakyuu

VY nmanueHToB, NPUHUMABIINX TOMMpaMar, ObUIM 3apEerMCTPUPOBAHBI TSHKENIbIE KOXKHBIE peaKIuu
(cunapom CtuBenca — J[xxoncona (CCJI) u Tokcuueckuit snuaepmanbHbiid Hekponu3 (TOH)) (cm.
pazmen 4.8.). BoOJBIIMHCTBO TakuX clydyaeB HAOMIOAANIOCh Y TAIMEHTOB, OIHOBPEMEHHO
IIPUHUMABILIUX JAPYTUE JEKapCTBEHHBIE Ipenaparsl, cBsA3b KOTOpbIX ¢ pasButuem CCJIl u TOH
u3BecTHa. Heckombko ciydaeB ObUTH 3aperMCTPUPOBAHBI y MAILIMEHTOB, MOJYYaBIINX TOMHpaMaT
B KayecTBe MoOHoOTepanuu. Pexkomenayercss HMHQOPMHUpPOBATH MALMEHTOB O BO3MOXKHBIX
CUMITOMAX TSDKEJBbIX KOXKHBIX peakiuil. [Ipu mogospenun Ha pazsutue CCJ nnu TOH npuem
npenapata Tonupamar 10JKeH ObITh PEKPALIEH.

Hegponumuas

VY HeKOoTOpbIX OOJIBHBIX, B OCOOEHHOCTH C MpPEIpacloiokKeHHOCThI0 K HeQpOIUuTHA3Y, MOKET
MOBBICUTHCS PUCK 00pa30BaHUs KaMHEW B MOYKAX W IMOSBJICHUS CBSI3aHHBIX C HUM CUMIITOMOB,
TaKMX KaK IOoYyeyHas KojlMKa, O0oyib B mouke, 060iib B O0Ky. UTOOBI YMEHBLIUTH 3TOT PHCK,
HE00X0/IMMO aJIeKBaTHOE IOBBbIIIEHHE Oo0beMa moTpebssgeMoi kuakoctu. dakTopamu puCKa
pa3BuTHsl HedpoJWTHA3a SABISIIOTCA: HedponuTHaz B aHamMHe3e (B T. 4. B CEMEHHOM) U

runepkanbuuypus (cM. pasnen 4.4. «Merabonndyeckuil aiu03 U €ro nociaeacTsus»). Hu onux u3
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PUCK BO3HMKHOBEHHUS HEe(PpOIMTHA3a MOXKET COMYTCTBYIOIIAsl Tepanusi IPYTHMMH Mpenaparamu,
KOTOPBIE€ CIIOCOOCTBYIOT €r0 Pa3BUTHIO.

Hapywenue ¢pynxyuu nouex

Cnenyer coOm0maTh OCTOPOKHOCTh NMPH Ha3HAYCHHWM Ipernaparta Tomupamar IalueHTaM ¢
MOYEYHON HEJOCTATOYHOCThIO (KiIHMpeHC KpeaTuHuHA <70 MJ/MUH). DTO CBS3aHO C T€M, YTO Y
TaKUX MAIMEHTOB KIMPEHC Mpenapara MOHUKEH.

Hapywenue ¢pynxyuu nevenu

Y mnanMeHToB ¢ HApymICHUSAMH (YHKIMKM TIE€YEHH TONUpaMaT CIEIyeT NPHUMEHSITh C
OCTOPOKHOCTBIO M3-32 BO3MOKHOI'O CHIKEHHUSI KIIMPEHCa 3TOT0 Ipernapara.

Muonus u émopuunasn 3aKpblmoy201bHaAs 2IAYKOMA

[Ipy npuMeHeHWH TomMHMpamaTa OINUCAH CHHIPOM, BKIIOYAIOUIMI OCTPYI0O MHOIUIO C
CONYTCTBYIOIIEH BTOPUYHON 3aKPBITOYTOJIBHOM TiaykoMoil. CHMITOMBI BKJIKOYAKOT OCTPOE
CHW)KCHHE OCTPOTHI 3peHHs W/Wiau 00ib B Tiasy. Ilpm odramsmonornueckom o0ciIen0OBaHUU
MOXKET OOHApY)KMBAThCS MHOIUS, VIUIONIEHUE TIepeaHell KaMmepsl Trja3a, THICPEMUS
(mOKpacHeHHe) IIIa3HOro A0JI0Ka, MOBBIIICHUE BHYTPUTTIA3HOTO JaBieHus. MoxkeT HaOlto1aThCs
MUJIpUa3. OTOT CHHIPOM MOKET COMNPOBOXKIATHCA CEKPEIUENd KUJKOCTH, MPUBOIAIICH K
CMEIICHUI0 XpyCTaJIKa U pPaJy>KHOHM O0OOJOYKM BIEpe] C pa3BUTHEM BTOPUYHOMU
3aKPBITOYTOJIBHON TIayKOMbI. CHMIITOMBI OOBIYHO IMOSBIISIIOTCS Yepe3 | MecsI] mocie Havama
NpPUMEHEHUs Tomupamara. B oTiauune OT MepBUYHON OTKPBITOYTOJIBHOW TIayKOMBI, KOTOpPas
penko HabmrogaeTcs y 60apHBIX 10 40 J1eT, BTopuyHas 3aKphITOYToJbHAs IIayKoMa Ha0Iro1aeTcs
MIpU MMPUMEHEHUH TOIMpaMaTa Kak y B3pOCIHbIX, Tak U y AeTeil. [Ipn BOSHUKHOBEHUH CUHAPOMA,
BKJIFOYAIOIIETO MUOIMHIO, CBSI3aHHYIO C 3aKPBITOYTrOJIBHOW TJIAYyKOMOM, JI€YEHHE BKIIIOYAET
npekpamieHue npuema npenapara Tonupamar KaHOH, Kak TOJBKO J€Yalldid Bpay COUYTET 3TO
BO3MOKHBIM, U COOTBETCTBYIOIIME MEphl, HAIpPaBJICHHbIE Ha IOHUYKEHHWE BHYTPUIIIA3HOTO
naBieHus. OOBIYHO OSTH Mephl NPUBOAAT K HOPMAIU3AIMU BHYTPHUTIIA3HOTO JIABJICHHS.
[ToBbIIEHHOE BHYTPUTIIA3HOE IABJICHHUE JTFO00M ATOJIOTUH TIPU OTCYTCTBUH aJIEKBATHOTO JICUCHUS
MOXXET NPHUBECTU K CEPhE3HBIM OCIOXHEHUSM, BIUIOTh 10 MoTepu 3peHus. [Ipu HazHaueHuun
TOoMHMpaMaTa MalreHTaM ¢ 3a00JIeBaHUSAMHU TJ1a3 B aHaMHe3e HeOOXOIMMO OLIEHUTh OTHOIICHUE
0’KHMJIa€MOH TTOJTH3bI K BOBMOXXHOMY PUCKY TPUMEHEHUS.

Jlepexmuol nons 3perus

JedexTsl momns 3peHus: HaOIIAaIiCh y MAlMeHTOB, TPUHUMAIOIIUX TOMUpPaMar, He3aBUCUMO OT
HaJU4Ms Y HUX MOBBIIIEHHOTO BHYTPUIJIA3HOTO AaBjieHUs. B x0/1€ KIMHUYECKUX UCCIEIOBAaHUMN

OOJBIIMHCTBO TAKUX CIIy4aeB UMEIU OOpaTUMBIN XapakTep, U Je(eKThl MOJsl 3peHusl ucue3ain
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nocjie OTMEHBI Tepanuu TonupamaToM. [lpu BosrnkHOBEH | %Qd%&e*J o th'eH'ngl\i' %':'ﬂﬂeMﬂ

CMEPTHOMY OTYETY

IIpreMa Tonupamara ciaeayeT pacCCMOTPETh BO3MOYKHOCTD ITPEKPALLEHUS TEPAIUH.
Memabonuueckuii ayudos u e2o nocieocmaus

IIpy nmpumeHeHHMH TomupamaTra MOXKET BO3HUKATh THUIIEPXJIOPEMUYECKHN, HE CBSI3aHHBIA C
neUIUTOM aHUOHOB, METaOOMMYeCKUH aluao3 (HampuMmep, CHIDKEHUE KOHIIGHTPAluU
THIPOKapOOHATOB B IUIa3ME HU)XE HOPMAJIBHOTO YPOBHS NPU OTCYTCTBHU PECIHUPATOPHOTO
ankano3sa). [lomoOHoe CHIKEHHE KOHIIEHTPAUH THIPOKapOOHATOB CHIBOPOTKH KPOBH SIBISETCS
CIIEICTBUEM HUHrHOUpyomero 3ddQexra Tomupamara Ha MOYEUYHYIO KapOoaHruapasy. B
OOJIBIIMHCTBE CIIYy4aeB CHIDKEHUE KOHIIGHTpAIMM THAPOKAapOOHATOB NPOUCXOAMT B Hayale
npuema mpenapara, XOoTs JaHHBIH 3()(EKT MOXKET MPOSBUTHCS B JIIOOOM IEpUOJE JICUCHUS
tonupamMaToM. CTENEeHb CHUKEHUS KOHLEHTpaluu OObIYHO ciiabas WM yMEpeHHas (CcpenHee
3HaYEHHUE COCTaBJISET 4 MMOJIB/I IIPU UCIOIB30BAHUH Y B3POCIBIX MAIlMEHTOB B 03¢ Bhiiie 100
MI B JIEHb M OKOJIO 6 MI' B JIeHb Ha KI' MaccChl Tejla MPU KCIOIb30BAHUU B MEIUATPUUYECKON
npakTuke). B penkux ciayyasx y DalUMEHTOB OTMEYAOCh CHUKEHHE KOHLEHTpPaluu
rupokapOoHaToB Hibke ypoBHS 10 MMounb/i1. HekoTopeie 3a00ieBaHUs WIIM CIIOCOOBI JICUCHHSI,
mpelpacroiaraone K pa3BUTUIO anuao3a (Hampumep, 3a00JeBaHUSl IMOYEK, TSKENbIe
pecniipaTopHble  3a00yieBaHMS,  OSHWICNTUYECKUH  CTaTyc, JAuUapes, XUPYpPrudecKue
BMeEUIATEIbCTBA, KETOI'€HHAs IUETA, IPUEM HEKOTOPBIX JIEKAPCTBEHHBIX MPENapaToB) MOTYT ObITh
JOTIOJTHUTEIBbHBIME  (DaKTOpaMH,  yCWIMBAIOIIUMH  THAPOKapOOHAT-CHIDKAOIMK  3ddexr
TonMpamara.

XpOHUYECKUI HENEUEeHBIN MeTa0OIMYeCKH alua03 MOKET YBEIMYMBATh PUCK HedpomuThaza
uiu HedpokanbiimHo3a (cM. pasnen 4.4. «Hedponutuaszy).

VYV nereil XpoHMUYECKHH MeTa0OJMYECKUH anujo3 MOXKET MPHUBOIUTH K 3aMEUIEHHIO POCTA.
D¢ ekt TonmupamaTa Ha POCT U BO3MOXKHBIE OCJIOXKHEHHUS, CBSI3aHHbIE C KOCTHOM CHCTEMOMH, He
M3Y4aJIUCh CUCTEMATUYECKH Y B3POCIIBIX. bBITIO MPOBEIEHO OHOJIETHEE OTKPHITOE UCCIIEI0BAHUE
Cpelu MaleHTOB JETCKOro BO3pacTa ¢ HEAABHO JUarHOCTUPOBAHHOW WJIM BIIEPBBIE BHISIBJICHHON
SNWIETICUEN JUIs OLIEHKHM BJIMSIHMSI TOIMpamara, B CPaBHEHUHU C JIEBETHpalleTaMOM, Ha pPOCT,
pasBUTHE M MHHepanu3aiuio kocred. [Ipogomkatomuiics poct Habmogancs B obeux rpymnmax
JIeYeHUs, HO B TpYyIIe, MPUHUMABIIEH Tomupamar, HaOIIOJANOCh CTATHCTUYECKH 3HAYMMOE
CHI)KEHHE CPEIHEr0JJ0BOI0 U3MEHEHMSI MacChl Tella U MUHEPAJIbHOM MIIOTHOCTH KOCTHOM TKaHH,
10 CPaBHEHUIO C TPYyNION, NPUHUMABLIEH JIEBETHpaleTaM. AHAJIOTWYHAs TEHACHIHS TaKkKe
HaOJro1anmack UIs pocTa U €ro CKOPOCTH, HO He Obljla CTaTUCTHYECKH 3HAUMMOW. V3MeHeHwus,
CBSI3aHHBIE C POCTOM, HE OBUIM HHM KIMHHYECKU 3HAYUMBIMH, HU TPUBOISAIIMMHI K OTMEHE WU

MIPUOCTAHOBKE JieueHus. Hemp3s1 MCKITIouaTh U APyrue COMyTCTBYIONINE (haKTOPHI.
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B cBsi3u C BBINIEU3NIOKEHHBIM, MPH JEUECHUU Ton%%@;'%l%&%ﬁlﬁ%ggﬁgg%ﬁnn

HEOOXO/IMMBIE HCCIENIOBaHMS, BKIIOYas ONpeAeieHHE KOHIEHTPAUH TUAPOKapOOHATOB B
CBIBOPOTKE. B citydae mosiBieHUs: CUMIITOMOB META00IMYECKOro anui03a (Hanpumep, riyookoe
KycCMayJIeBCKOE JbIXaHHE, TUCITHO?, aHOPEKCHUs, TOIIHOTA, PBOTA, MOBBILLIEHHAS YTOMIISIEMOCTb,
TaxUKapIus WM apUTMUsI) PEKOMEHIYeTCs TMPOBEICHUE ONpEeesieHUs KOHLEHTPALUU
THJIPOKapOOHATOB B CHIBOPOTKE. [IpM BO3HMKHOBEHMHM META0OJMYECKOTO aluao3a H €ero
NEPCUCTUPOBAHUN PEKOMEHYETCSl CHU3UTD J03Y WM IPEKPAaTUTh PUEM TollMpamara.
Hapywenue xoenumusnvix ¢hyrnkyuii

Hapymienre KOrHUTUBHBIX (DYHKIMM IPU STMUIECTICUU UMEET MHOTO(MAKTOPHYIO IPUPOAY U MOKET
ObITh  BBI3BAHO NEPBONPUYMHON  3a00JE€BaHUS, HENOCPEACTBEHHO SHWICHCHEH  WIN
IPOTUBOAIMIIENTUYECKON Tepanueil. Y B3pOoCibIX MALKMEHTOB, MPUHUMAIOIIMX TONUpaMar,
OTMEUAIIUCh CIIy4au HapyUICHUS KOTHUTUBHBIX (YHKIUHM, TpeOOBaBIINE CHUXKEHUS J03bI WU
npekpaiieHus Tepanuu. JlaHHple M0 BIUSHUIO TONMpamMara Ha KOTHUTUBHbIE (DYHKIUU y JeTei
HEJIOCTAaTOYHBI, U €0 3()(EeKThI TPeOYIOT AaTbHEUIIETO N3YUCHHUS.

T'unepammonuemus u sHyearonamus

[Tpu npuMeHeHuu TonrpamMaTa OTMEYaAJIOCh Pa3BUTHE TUIIEPAMMOHUEMHH C dHIIe(anonaTHei min
0e3 Hee (cMm. pasnen 4.8.). Puck pa3BuTHs runepaMMOHHEMHH IMPU MPUMEHEHHH TOMHpamMara
SBIISIETCS JT0303aBUCUMBIM. | MmiepaMMoHnemMusi 6ojiee 4acTo OTMEUaeTcs MPU OJHOBPEMEHHOM
IPUMEHEHUH TomNMpamaTa M BaJblpoeBOM KHCIOTHl (cM. paszen 4.5.). Kiaunuueckumu
CUMITOMaMHU THIIEPAMMOHHUEMUYECKON SHIE(hATONaTUN YacTO SBISIOTCA PE3KOE HApyIIECHUE
CO3HAHWS W/WIM KOTHUTHBHOW (yHKUMH W Jeraprus. B  OoJbIIMHCTBE Ciy4aeB
rUIepaMMOHHEMHMYECKas 3HIe(anonaTus perpeccupyer npu OTMEHe Tepanuu. Y MalleHTOB C
pa3BUBILEHCS JieTaprueid WIM W3MEHEHUSIMH MEHTaJbHOIO CTaTyca HEsICHOIo TeHe3a,
MOJTyYarolMX TOMUpaMaT B BHJIE MOHOTEpANHWM WM B COCTaBe KOMOWHHUPOBAHHOM Teparuw,
PEKOMEH/IOBAaHO  NPUHMMAaTbh BO  BHUMAHUE  BO3MOXHOCTb  THIIEPAMMOHUEMHYECKON
SHIIeATONaTHH U ONPEAETUTh YPOBEHb aMMUaKa B KPOBH.

HKenuwunvt 0emopooHo2o 803pacma

Tomupamar MOXET NPUYMHUTH Bpel IUIOAY NpHU TNPUMEHEHHH y OEpEeMEHHBIX KEHIIUH.
CymiecTByeT MNOBBILEHHBIM PUCK NPEKICBPEMEHHBIX PpPOAOB M IPEKIECBPEMEHHOTO
pOJIOpa3pelieHns, CBA3aHHBIA C HCIOJIB30BAHUEM MPOTHUBOAMMIECHTHUECKUX IpernapaTos,
BKJTIOUas npenapat Tonupamar KaHoH.

Ilepen HavyamoM JiedeHHs] TONUPAMATOM >KEHIIMHAM C COXPAHEHHBIM JIETOPOJIHBIM OTEHIIUAIOM
cllieZlyeT TPOBECTH TECT Ha OEpeMEHHOCTh M HCIOJb30BaTh BHICOKOI(D()EKTUBHBIE METOMAbBI
KoHTpauenuuu. [lanmenTka 10KHA OBITH TOTHOCTHIO MPOUH(POPMHUPOBAHA O PUCKAX, CBA3aHHBIX

C IPUMCHCHUEM TOIIMPpaMaTa BO BpEMA 6epeMeHHOCTI/I.
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OCpeMEHHOCTH, a TaKKe Yy JKEHIIMH C COXPAaHEHHBIM JE€TOPOJIHBIM TIOTEHIIMATIOM, HE
UCTIOJNIB3YIONINX HAJCKHBIC METOIBI KOHTPATICTIITHH.

Ycunennoe numanue

Ecnu nanuenT tepsier Maccy Tena npH JieueHuu npernaparoM Tonupamar KanoH, To Heo0Xoaumo
paccMOTPETh BOMPOC O LEIeCO00pa3HOCTH YCHICHHOTO TUTAaHUS

BcnomMorarennHble BEIECTBA

Kapbokcumemunxkpaxman nampus

Haunbiii mpenapat coaepxut 13,80 MMoib Hatpusi Ha 103UpoBKY 25 mr. [Ipenapat comepxut
27,58 mmonb HaTpus Ha 103upoBKy 100 mMr. Heo0xoauMo ydanuThIBaTh MallueHTaM, HAXOSIIUMCS
Ha JUETE C OrPAHUYCHUEM MOCTYILICHUS HATPUsl.

Kpacumenwv conneunwiii 3axam dncenmoiil

[Ipenapar coaepXUT KpacUTelb COJHEUHBIM 3akaT kedTblid E110, KOTOpbIi MOXET BbI3BIBATh
aJJIEPru4ecKue peakluu.

4.5. B3aumMojeilicTBMe C JAPYrHMH JIEKAPCTBEHHBIMM INpenaparamMM # JApyrue BHJbI
B3aNMOJAEHCTBUSA

Bausnue Tonupamara Ha KOHIEHTpAIUU JIPYTUX OTPOTHBOSMMICITUUYCCKUX MPEnapaToB (H:‘)H)

OnnoBpeMeHHbIH npuéM Tonmpamara ¢ qpyrumu 11911 (dhennronn, kapbamazenuH, BaTbIIpoeBas
KuCIoTa, (penobapOuTan, MPUMHUIOH) HE OKa3bIBACT BIUSHHS Ha 3HAUYEHUS WX PAaBHOBECHBIX
KOHIIGHTpaluil B IJIa3Me, 3a UCKIIOYEHUEM OTJENbHBIX MAaIMEeHTOB, Y KOTOPBIX J00aBICHHE
TonupaMara K (PEHUTOMHY MOJKET BbI3BaTh IMOBBILIICHHE KOHLEHTpAlMK (PEHUTOMHA B IUIa3Me
KpOBH. DTO MOXET OBITh CBSI3aHO C YIHETEHHEM creunduueckoil moiuMopdHoi nzodopmsl
depmenta cucremsl nuroxpoma P450 (CYP2C19). IMosromy KakaoMy MamueHTY, KOTOPBIA
OpUHUMAeT (PEHUTOWH, U Yy KOTOPOTO DPa3BUBAIOTCA KIMHUYECKHE MPHU3HAKK WIM CUMITOMBI
TOKCHUYHOCTH, HEOOXOIUMO CJIEJUTh 32 KOHIIEHTpalue eHuTonHa B I1a3Me KPOBH.

B wuccnenoBanuu (apmMakoOKMHETHMKH Y OOJIBHBIX OSMMIENCHEN Jo00aBieHHE Tomupamara K
JAMOTPUIKUHY HE BJIMSIIO HAa PABHOBECHYIO KOHLIEHTPALIMIO MTOCIIEIHEr0 IPU J103aX Tonupamara
100—400 mr B cyTku. B mporiecce 1 mocne OTMEHBI TaMOTPpHUKUHA (CpeaHsis 1o3a 327 MT B CYTKH)
paBHOBECHAs1 KOHLIEHTPALUs ToMpamMaTa He U3MEHSJIACh.

BoszzaenctBue apyrux [1911 Ha koHnenTpanuio npenapara Tonupamatr Kanon

DeHUTONH U KapOaMa3enuH CHIKAIT KOHIEHTPAIlMU ToIMpaMara B Ia3me Kposu. JlobaBieHue
WIM OTMEeHa (EHUTOMHAa WIM KapOamaszenmuHa Ha (OHE JIEYeHHS TONMUPAMaTOM MOXKET
notpeboBaTh W3MEHEHHs J103bl MocienHero. Jlo3zy cienyer mondupaTh, OPHUEHTUPYSICH Ha

JTOCTI)KEHHE HEO0OXOAMMOro KiIuHU4YecKoro sddekra. [JobaBieHrne wim OTMEHA BaJbIIPOEBOU

C.10u3 27



COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 04122023 N= 25420

KHCJIOTEI HE BBI3BIBAET KIMHUYECKHU 3HAYUMBIX 3MeHmk&'ﬁéﬂ@fp@ﬁﬂ;%ﬁ{ﬁgﬂ%HleésMe

U, CJIeI0BAaTENIbHO, He TpeOyeT U3MEHEeHHUs 103kl npenapara Tonupamar KanoH.

Pe3ynbraThl 3THX B3aMMOJIEHCTBHI CyMMHUPOBAHBI B CIEIYIOIIEH Ta0uIe:

Joobasaenue ITII1 Konuentpanus 11 KonuenTpanus Tonupamara
®deHuroun > FE 148%
Kapbamazennn > 140%
Banbnpoesast kucinoTa - -
®denobapouTan o HU
IIpumunon > HU

> =0rcyrctBue 3¢ dexra

** =[1oBbIIlIEHUEC KOHIICHTPAIUH Y STUHIUYHBIX OOJIBHBIX
|= CHmXeHMEe KOHIICHTPAIMU B TUIa3Me

HU = He ncciegoBamacn

Jlpyrue aexkapcTBEHHEIC B3aMMOJICHCTBHS

Hucoxcun: B WCCIENOBAHMU C MCIOJIb30BAaHMEM OJHOKPATHOM 03Bl IUIOLIA/Jb IO KPUBOU
«koHueHTpanus — Bpems» (AUC) murokcrHa B ria3Me npu 0JTHOBPEMEHHOM IPHEMeE TOIHpamara
yMmeHblnanach Ha 12%. KiinHnyeckas 3Ha4MMOCTh 3TOro HaOuoieHus He sicHa. [Ipu HazHaueHun
win oTMeHe mnpemnapara Tonupamar KaHOH namueHTam, NPUHMMAIOLIMM JIUTOKCHH, 0co0o€
BHUMaHHE HEOOXOIUMO YIEeTUTh MOHUTOPUPOBAHHUIO KOHIIEHTPAIIMU JUTOKCHHA B CHIBOPOTKE.
Cpeocmesa, yenemarowue yeHmpanvhylo Hepsuyio cucmemy (LJHC): B paMkax KIMHUYECKHUX
UCCJIEJOBAaHUM MOCJEICTBUS COBMECTHOI'O BBEACHMSI TONMpPAaMara C aJKOroJIeM WIH JAPYrUMU
BemecTBamu, yrueratomumu Qynkuun [[HC, He m3ydanmch. PekomeHnmyercs He NpUHUMATH
npenapat Tonupamar KaHoH BMecTe ¢ ankorojeMm WM IpyTMMH IpernapaTtaMy, BbI3bIBAIOIIMMU
yraerenue gyukuuu [THC.

36epoboii npoodvipssnenHblll: TIPA COBMECTHOM ImpueMe mpenapata Tonupamar KaHoH u
IpenapaToB Ha OCHOBE 3Bepo0osi mponsipsiieHHoro (Hypericum perforatum) xouuenTpamust
TONHpaMara B IJIa3Me MOXET CHMKaThCs M, KaK CIEJCTBUE, 2(pPEeKTUBHOCTD Ipenapara Takxke
MOYET OHU3UTHCS. KIIMHUYeckne ncciie1oBaHus B3anMOJISHCTBHS TONIMpaMara 1 MperapaToB Ha
OCHOBE 3Bep000s MPOABIPSIBICHHOT0, HE TPOBOWIINCE.

Ilepopanvnvle konmpayenmugvl. B HCCIEJOBAHWU JIEKAPCTBEHHOT'O B3aMMOJAEUCTBUS C
NEepOpANbHBIMUA KOHTpALENITUBAMH, B KOTOPOM MCIIOJIB30BaJICsi KOMOMHUPOBAHHBIN Ipemnapar,
cojiepxaniuii HopatucTepoH (1 Mr) u sTuHIICTpaanon (35 MKr), Tomupamar B go3ax 50-800 mr
B JIEHb HE OKa3bIBAJI CYIIIECTBEHHOTO BIUSHUS Ha 3((HEKTUBHOCTH HOPITUCTEPOHA, U B 103ax S50-
200 Mr B JeHb — Ha 3(pQPEKTUBHOCTh STUHWIACTpaauoia. CyllecTBEHHOE 10303aBHCHUMOE
CHIDKeHHe 3(()EeKTUBHOCTH 3TUHWIACTPaNoa HabIoJaloch mpH 1oxax tonupamara 200-800

MI' B JICHb. Kimandeckast 3HaYMMOCTh ONHWCAHHBIX H3MEHEHWH He sACHA. PHCK CHIDKEHHS
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3¢ (PeKTUBHOCTH KOHTPALIENTUBOB M  YCUJIGHHE <<ﬁBb_f)£rﬂ§§v§>E'“JlﬁJEH‘é§éﬁﬁﬁ L :;:R)HBKCH

YUUTBIBATHCSl y MAIMEHTOB, NPUHUMAIOIIMX MepOpalibHble KOHTPALENTHBBI B COYETAHUHU C
npenaparoM  Tomupamar Kanon. IlanmeHTKamM, NPUHUMAKOLUM 3CTPOTCHCOAEPKALLUE
KOHTpALICTITUBBI, HEOOXOIMMO COO0IaTh O JIOOBIX H3MEHEHHUSX B CpPOKaX M XapakTepe
MeHCTpyauuii. DPpGEeKTUBHOCTh KOHTPALEHTUBOB MOXKET ObITh CHHUXKEHA Ja)XXe MPU OTCYTCTBUHU
«TIPOPBIBHBIX» KPOBOTCUCHHIA.

Jlumuii: 'y 370poBBIX H00poBoblieB HaOmonanock cHmxkenne AUC mutus wa 18% mnpu
OJIHOBPEMEHHOM Ipueme TonupamaTa B g03e 200 Mr B cyTKd. Y MalUEHTOB C MaHHUAKaJIbHO-
JENPECCUBHBIM TICUX030M IPUMEHEHHE TomupamaTta B no3ax 10 200 Mmr/cyr He BIUSJIO Ha
(hapMaKOKMHETHKY JIUTHS, OJTHAKO, TP Ooiee BhICOKHX j03ax (110 600 mr/cyt) AUC nutus Obuia
noBbiieHa Ha 26%. Ilpy OJHOBpEMEHHOM NPUMEHEHUM TolMpamaTa M JIMTUSA CIEAYeT
KOHTPOJIMPOBATh KOHLIEHTPALIUIO MTOCJIETHETO B MJIa3M€E KPOBHU.

Pucnepudon: uccnenoBanus JeKapcTBEHHOTO B3aUMO/ICHCTBHUS, TPOBECHHBIE C OJJHOKPATHBIM U
MHOTOKpDaTHBIM BBEJIEHHEM TONHpamara 3J0pOBBIMH JOOpPOBOJNBLIAMH M TAlMEHTaM C
OMMOJSAPHBIM  PAacCTPOMCTBOM, JaJd OJMHAKOBbIE pe3yibTarbl. Ilpu  oaHOBpEeMEHHOM
npuMeHeHun Ttonupamara B go3zax 100, 250 wumum 400 mr B cyrku AUC pucnepumnona,
MPUHUMAEMOTO B J103aX 1—6 MI B CYyTKH, CHU)KaeTcs COOTBETCTBEHHO Ha 16% u 33%. [Ipu satom
(dapMaKOKUHETHKA 9-THIPOKCUPUCIICPUAOHA HE M3MEHSIACh, a CyMMapHas (papMaKOKHHETHKA
AaKTHUBHBIX BELIECTB (pUCHEPUIOHA U 9-THAPOKCHUpPUCIEPUIOHA) M3MEHSAJIACh HE3HAUYUTEIHHO.
M3MeHeHne cuCTeMHOr0 BO3JCHCTBUS pUCTIEpUAOHA/9-THAPOKCUPHUCTIEPUIOHA U TOHUpaMaTa He
ObUIO KIMHMYECKH 3HAUYMMO, W 3TO B3aUMOJACWUCTBUE BpPAJ JM MOXKET HMETh KIMHUYECKOE
3HauEHUeE.

T'uopoxnopomua3suo: nekapcTBEHHOE B3aUMO/IEHCTBHE OLIEHUBAIOCH HA 3JJ0POBBIX JOOPOBOJIbLIAX
IPH pa3elIbHOM U OJJHOBPEMEHHOM IPHMEHEHHH THAPOXJIOpoTHazuaa (25 mr kaxasie 24 4yaca)
u tomupamata (96 Mr kaxaele 12 vacoB). Pe3ynpTaThl HCCleNOBaHHMN MOKa3aid, YTO IMPH
OJIHOBPEMEHHOM IIpHEME TolupaMara M TUIPOXJIOPOTHAa3UAa HPOUCXOAUT YBEIMUEHUE
MakcuMaibHOW KOHIEHTparuu (Cmax) Tonupamara Ha 27 % u AUC Tonupamara Ha 29 %.
KnuHnyeckast 3HaUMMOCTh 3THUX UCCIIEOBAaHUM He BbIsBIeHa. HazHaueHue rupoxaopoTHasuia
narueHTam, IPUHUMAOLINM TOUpaMaT, MOXKET OTpeOoBaTh KOPPEKTHUPOBKH JI03bI TOIIMpPaMaTa.
®apMaKOKMHETUYECKHE TMapaMeTpbl TUAPOXJIOPOTHA3UAA HE TMOJABEPrajiuch 3HAYMMOMY
U3MEHEHHI0O TIpU COIYTCTBYIOLIEH Tepanmuu TonupamaroM. KiimHudeckue uccienoBaHus
NOKa3aJli YMEHbIICHHE Kalusg B CBHIBOPOTKE KpPOBM TIOCIE€ IIpUeMa TolNHMpamara WU
THJIPOXJIOPOTHA3UAa, KOTopoe Oblio Oosiee 3HAYUTENbHBIM IPH  COBMECTHOM IIpHEME

TUAPOXJIOPOTHA3H/]IA C TOMUPAMATOM.
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Mem¢hopmun: nEKapCTBEHHOE B3aUMOJCHCTBHE oueHiﬂgﬁéc-kE%g:Eéﬁgﬁ&%ﬂ'@" %{ﬁ(';%})hax,

NOJy4YaBIIMX METHOPMUH WIM KOMOHMHALMI0 MeT(GOpPMHHA M Tomupamara. Pe3ynbTaTbl
UCCIICIOBAaHUI TIOKa3ajHM, YTO TNPH OJHOBPEMEHHOM IpuUEMe Tolupamara M MeTPpopMHHA
npoucxoauT yBennueHne Cmax 1 AUC merdopmuna Ha 18 % u Ha 25 % COOTBETCTBEHHO, TOTa
KaK KJIIMpeHC MeT(OpMHUHA ITPU OJHOBPEMEHHOM Ha3HAUYEHUU C ToHpamMaToM cHukaics Ha 20 %.
TonupamaT HUKaK HE BIUSUI Ha BpeMst JOCTIKEHUS Cmax METGOpMHUHA B 11a3mMe KpoBu. Kimmpenc
TONMpaMara TpPU OJHOBPEMEHHOM TNPUMEHEHHH C MeTGopMuHOM cHukaercs. CTemneHb
BBISIBJICHHBIX M3MEHEHHMM KiIMpeHca He wu3ydyeHa. KimHuyeckas 3HAYMMOCTh BO3JEHCTBUS
MeTdopMuHa Ha (apMaKOKMHETUKY TOMHMpaMaTa He scHa. B ciydae mobaBiieHUs WM OTMEHbI
npenapata Tonupamar KaHOH y manueHTOB, MOTyYarOmUX MET(HOPMUH, CIEIYET UCCIIEI0BATh
COCTOSIHUS TTALIMEHTOB, OOJIBHBIX CaXapHBIM THA0ETOM.

Tuoznuma3zon: neKapcTBEHHOE B3aUMOJICHCTBUE OIEHUBAIOCH Ha 3J0POBBIX JOOPOBOJIBILIAX MPHU
pa3zeibHOM U OJHOBPEMEHHOM MPUMEHEHHH MHOIVIMTAa30HA W TOMHpamMaTa. bblIo BBHISBICHO
ymenbiienne AUC nuornuta3zona Ha 15 %, 6e3 uzmenenusi Cmax mpenapara. ITH U3MEHEHUS HE
OBLIM CTaTUCTUYECKHU 3HAUUMBIMU. {7151 aKTUBHOTO T'MAPOKCUMETA00INTa NUOTIUTA30HA TaKKe
05110 BhIIBIEHO CHIDKEHNE Cmax 1 AUC Ha 13 % u Ha 16 % COOTBETCTBEHHO, a 11 aKTHBHOI'O
KETOMETa0O0IMTa ObLIO BBIABICHO CHIDKEHHE U Cmax, 1 AUC Ha 60 %. KiimHudeckas 3Ha4uMMOCTh
TUX JaHHBIX HE BbIACHEHA. llpu OIHOBPEMEHHOM IPUMEHEHHM IMalMeHTaMH Ipernapara
Tonupamar KaHoH M numornmrasoHa, cieayeT HCCIIENOBaThb COCTOSHUS MAllMEHTOB, OOJIbHBIX
caxapHbIM J1a0eTOM.

I'nubenxnamuo: 6bUI0 IPOBEJICHO UCCIIE0OBAHUE JIEKAPCTBEHHOTO B3aUMOACHCTBUS JJIs H3YUEHUS
(bapMakOKMHETHKH TiarOeHKIaMuaa (5 Mr B CyTKH) B paBHOBECHOM COCTOSIHUHU, IIPUMEHSEMOTO
M30JIMPOBAaHHO WJIM OAHOBPEMEHHO ¢ TomupamaroM (150 Mr B cyTku) y OOJIBHBIX CaxapHbIM
nuaberom 2 tuma. Ilpu npumenenun tonupamara AUC rnmbeHkiamuaa cHuxaigach Ha 25 %.
Taxoke Obula CHM)KEHA CHUCTEMHAsi 3KCIO3UIUS - 4-TpaHC-TUAPOKCU-TIUOEHKIaMuIa U 3-1uc-
TUAPOKCU-TIMOEHKIaMUAa, COOTBETCTBEHHO Ha 13 % u 15 %. ['mubeHknamMug He BIMSI Ha
(apMakOKMHETHKY TOoNHMpamMaTa B PaBHOBECHOM cocTOsSHMU. [Ipum Ha3zHaueHMM TomMpamara
nalnyveHTaM, IOJIyJarolluM INIMOSHKJIAMHI, WIM Ha3HAYeHUU TIJIMOEHKIaMMJIa NalueHTaM,
MOJIyYaIOlMM TOIMpamar, CJeAyeT THIATEIbHO KOHTPOJUPOBAaTh COCTOSHUE IALIMEHTa IS
OILICHKH TEYEHHS CaxapHOro auadeTa.

lpyeue npenapamul: ONHOBPEMEHHOE NpUMEHEHHE mpenapara Tonupamar KaHoH cC
npenapaTamy, MpeapacroyiaralolliuMi K HeQpoIUuTHa3y, MOXKET MOBBIIIATh PUCK 0Opa3oBaHUsA
KaMHeil B moukax. Bo Bpems neuenus npenapatom Tommpamar Kanon cienyer wus0erath
INPUMEHEHUs MpenapaToB, NpeapacloyiaraloliuxX K HePpoIuTHa3y, IMOCKOIbKY OHHM MOTYT

BBI3BaTh (PM3MOJIOTHUUECKHE H3MEHEHHUSI, CIIOCOOCTBYIONINE HEPPOTUTHAZY.
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Banvnpoesas kucroma: KOMOMHUPOBAHHOE TIP cHeHnd qghﬁﬂé@a@@ﬁﬁéﬂﬁb@h&%ﬁﬁﬁ&m y

NAlUEHTOB, XOPOIIO MEPEHOCSAIIMX KaXJbli Ipernapar B OTAEIBHOCTH, COIPOBOXKIAETCS
rurnepaMMoHueMueil ¢ sHuedanonarueil nim 6e3 Hee. B OONBIIMHCTBE CIyyaeB CUMITOMBI H
MPU3HAKK KMCYE3al0T TOCIe OTMEHBI OJIHOTO W3 mpemnaparoB (cMm. pasmensl 4.4. u 4.8.). Dra
HEONMaronpusTHas peaklus He BbI3BaHAa (apMaKOKMHETHUECKUM B3aumojeiictuem. [lpu
COBMECTHOM IIpHEME TOIMpamara M BaJbIIPOEBONW KHUCIOThl MOXET BO3HUKATh THUIIOTEPMUS
(HempenHaMEpEHHOE CHIDKEHHE TeMmrepaTypbl Tena Huxke 35 °C) B coueTaHud C
TUIIEpaMMOHUEMUEN WM )K€ HE3aBUCUMO. JlaHHOE SIBJIEHME MOKET BO3HUKATh KaK I10CJIE Havaja
COBMECTHOI'O MpHEMa BAJBIIPOEBON KUCIOTHI U TONHMpaMara, TaK U IPH YBEIMYEHHH JHEBHOU
J103bl TOMpamara.

Aumuxoazynaumuvle cpeocmea, anmazoHucmsl sumamura K: 0JHOBpEeMEHHOE IPUMEHEHUE C
AQHTUKOATYJSSHTHBIMUA ~ CPEJICTBAMM, aHTaroHUCTamMu BuUTaMuHa K MOXET MNpUBOIUTH K
ymenbineHnto MHO (MexayHapoaHOTO HOpMaIu30BaHHOTO COOTHOIIeHUs ). Bo Bpems Tepanuu
TOMMPaMaTOM PEKOMEH/IYEeTCs Yallle IPOBOAUTH KOAryJISL{UOHHBIE TECTHI.

JlononnumensbHule uccie0osanusl 1eKapCmeeHHo20 63aumMo0eticmeaus. sl OLIEHKHU MOTEHIUAIBHO
BO3MOJKHBIX BapHaHTOB JICKAPCTBEHHOT'O B3aUMOJECUCTBUS MEXIY TONHUPAMaTOM U JIPYrUMU
nexapcTBeHHbIMU npenaparamu (JIIT) Obut mpoBeaeH psii KITMHUYECKUX UCCIIEA0BAHUM.

PesynbTarsl 3THX B3auMOAEHCTBUN CYMMUPOBAHBI B CIIEAYIOIEH TaOIuIe:

JobaBnsiembrii JIII KonuenTpauus JIII 1 KonuenTpanus
Tonupamara’
AMUTPUNTUIINH Vemmaenne Cmax 1 AUC meTabommta
0 HE HCCIIeI0BAJIOCh
HopTpuntuinHa Ha 20%
JuruaposproTaMuH
> and
(TIepopabHO ¥ MOIKOKHO)
lanonepuon Veeanuenne AUC metaboimra Ha 31% HE UCCIIEN0BAIOCh
[Iponpanonon yBenunueHue Cmax Ha 9% u 16%,
Yeenudenue Cmax 1715 yeenmuenue AUC Ha 9% u 17%
4-OH mpomnpanonona va 17% (st mponpanososa 40 mr u 80 mMr
(Tommpamara 50 mr) Kaxzpie 12 1
COOTBETCTBEHHO)
Cymarpunrad
o HE HCCIIeI0BATIOCh
(mepopasbHO ¥ MOJKOKHO)
[MuzoTnden > o
Huntuazem Ywmenbuieane AUC nuntuasema Ha 25% u
YMEHBIICHUE e3alleTHIAWITHAa3eMa Ha yBennyenue AUC Ha 20%
18% u <> mis N-quMeTuauITHa3eEMa
Bennadakcun o —
dayHapu3HH Venuuenue AUC na 16 % >
(50 Mr xaxapie 12 9)?

! Bpipaxena Ha % OT 3HAUEHHMIT MAKCUMAJILHON KOHIIEHTpalyy B 1iazMe kposu 1 AUC npu MoHOTepanuu;
<> OTCYTCTBHE U3MEHEHHI MaKCUMaJbHOW KOHIeHTpaluy B tuazme kpoBu 1 AUC (< 15% 0T MCXOAHBIX JaHHBIX);

2 Ipu MHOTOKpaTHOM NpueMe ojHOTO (uyHapusuHa Habmoganock yeenuuenne AUC Ha 14%, uTo MOXeET OBITH

CBA3aHO ¢ HAKOIUVICHUEM IIperapara B IIpOHECCe NJOCTHIKCHUA PABHOBECHOT'O COCTOAHUA.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD M JIAKTALMSA

bepemeHHOCTD
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CMEPTHOMY OTYETY

NPOHMKAJI Yepe3 MIaleHTapHbId 6apbep.

CrienuanbHBIX KOHTPOJUPYEMBIX HCCIIEIOBaHM, B KOTOPHIX TONHpaMar MPUMEHSUICS OBl M
JeyeHHst OepeMEHHBIX JKEHIIMH, He IPOBOAMIIOCH. TonupaMaT MOXKET IPUUUHUTD BpEe IO IIPH
OpUMEHEHUH y OepeMeHHBIX OKeHIIMH. JlaHHble ydera peructpa OepeMeHHOCTEH
CBHUJECTEIbCTBYIOT, 4YTO Yy MIAJICHLEB, [OJABEPraBUIMXCS BO3JACHCTBUIO  TOIHMpaMara
BHYTPUYTPOOHO B TEYCHHE IEPBOr0 TpUMeECTpa OEpeMEHHOCTH, MMEETCS MOBBIIICHHBIH PUCK
BO3HMKHOBEHUS BPOKACHHBIX TIOPOKOB Pa3BUTHUS (HAIIpUMED, YEPEITHO-JIULIEBbIE 1€(DEKThl, TAKHE
KaKk pacuienuHa ryOobl win He0a, TUIOCHaaus M aHOMAIMM DPAa3BUTHUSA DPA3IUYHBIX CHCTEM
OpraHM3Ma) M HapylIeHUH pa3BUTHUS HEPBHOM CHUCTEMbl (HAIpUMEp, paccTpOMCTBa
AyTUCTUYECKOTO CIEKTpa M YMCTBEHHAs OTCTAJOCTh). YKa3aHHBIC IMOPOKU Pa3BUTHS ObUIN
3a(hUKCHPOBaHbl KaK MPU MOHOTEPANIMM TOIMPAMATOM, TaK U MPHU €ro NPUMEHEHHH B PaMKax
KOMOMHUPOBaHHOH Teparnuu.

JlaHHBIE OTHOTO W3 PeecTpoB OEpPEeMEHHOCTEH MOKa3alH, YTO IMPU MOHOTEPAIHUU TOIHMPAMATOM
4aCTOTa BO3HUKHOBEHMSI 3HAYUTEIIBHBIX BPOXACHHBIX IIOPOKOB pPA3BUTHs YBEIMYMBACTCS
IIPUMEPHO B 3 pa3a, 10 CPAaBHEHMIO C IPYNIION cpaBHEHMs, He npuHuMasLueit [1D011.

Kpome Toro, mokasaHo, 4TO pUCK pPa3BUTHUS TE€PATOTCHHBIX 3PQPEKTOB, ACCOLUUPOBAHHBIX C
npuemoMm [IOII, BeiIe B cilyyae NpUMEHEHUs KOMOMHUPOBAHHOM Tepamuu, 4eM B ciydyae
IpUMEHEHUs MoHoTepanuu. Puck HaOdromancs mpu mpueme BCeX 103, M COOOILIANOCh, 4YTO
3¢ (deKThl 3aBUCIT OT J03bl. Y JKEHIIMH, NOJIY4YaBIIMX TOMMpAMar, y KOTOPbIX ObLI PeOEHOK ¢
BpPOXKJICHHBIM IIOPOKOM DPAa3BUTHs, IIO-BUIUMOMY, CYIIECTBYET IIOBBIIICHHBIM PUCK pa3BUTHUSA
Manb(popMali MpU MOCIHEAYIOUMX OEpeMEHHOCTSX MpU NIpueMe Tonupamara. CyliecTByer
MOBBIIICHHBI PHUCK TPEKICBPEMEHHBIX POJOB U MPEKIECBPEMEHHOTO POAOPA3PEIICHUS,
CBS3aHHBIX C UCIIOJIb30BAHUEM IIPOTUBOSMMIECIITUHYECKUX IIPENapaToB, BKIOYas TOIMUpPaMar.

[To cpaBHeHutO ¢ rpynnoi manueHTos, He npuHUMaromux [1311, nanHble yueTa 6epeMeHHOCTeN
P MOHOTEPANUU TOMHUPAMATOM CBUJIETENIBCTBYIOT OO0 YBEIMYEHUU BEPOSTHOCTU POXKIECHUS
neter ¢ HuU3KOM Maccoit Tenma: meHee 2500 r. OauH M3 PErUCTPOB OEPEMEHHOCTEW TMOKazal
YBEIUYECHUE OTHOCUTEIBHOTO 4YHMCJIA MIIAJEHLEB, HEIOPA3BUTBIX JI1 CBOErO Ie€CTAllMOHHOIO
Bospacta (HI'B; ompenensercs kak macca Tena npu poxiaeHuu Hike 10-ro mpoueHTwis c
KOPPEKTUPOBKOM MO reCTallMOHHOMY BO3pacTy U cTpaTU(UKAIUEl 1o Moiy), Cpeau MIIaeHIIEB,
MOJIBEPIaBIIMXCSl BO3ACUCTBUIO Tomupamara BHyTpuyrpoOHo. HI'B  Habmionmaercss mnpu
OPUMEHEHUH JIOOBIX 103, € J10303aBUCHUMBIM 3(dexToM. Pacnpoctpanennocts HI'B Gosbiie
CpeM >KEeHIIMH, MTOJTy4aBIInX Oojiee BBICOKHE J103bl TOMHpamara Bo Bpems bepemeHnHocTu. Kpome
Toro, pacnpocrpaneHHOCT, HI'B cpenn JKeHHIMH, KOTOpbIE MPOJOJDKAIA MPUMEHEHHUE

TOImMpaMaTa Ha IMMO3JJHUX CPOKax 6epeMeHHOCTI/I, 0oJIBIIIE TIO CpaBHCHUIO C )KCHIIMHAMH, KOTOPbIC

C.15u327



COQOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 04122023 N2 25480
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onpeneneHsl. [IpuunHa yMeHbIIEeHUS MacChl Tena npu poxaeHuu u HI'B He ycraHoBieHa.
CrnenyeTr paccMOTpETh aJIbTEPHATUBHBIE BO3MOXHOCTHU JICUEHMSI AJIs JKEHIIMH C COXPAHEHHBIM
JETOPOJHBIM TOTCHIIUATIOM.

Bo Bpems Tepanuum TONMMpaMaTOM JKEHIUMHBI C COXPAaHEHHBIM JETOPOIHBIM IOTEHIHAIOM
JIOJIKHBI UCIIOJIb30BaTh HAJIEKHBIE METO/IbI KOHTpALIENILUU (CM. pa3aeln «/lpyrue nekapcTBeHHbIE
B3auMojieiicTBus»).  [lammeHTKy — cieayeT  OpeaynpeauTb 00  HM3BECTHBIX  pHCKax
HEKOHTPOJIMPYEMOM 3IUIIENICUH Ul OEPEMEHHOCTH U MOTEHLUAIBHOM PUCKE OT NMPUMEHEHUS
npenapara s mwiojna. Eciu jkeHIuHa miaHupyeT 0epeMeHHOCTh, PEKOMEHYeTCsl 10 3a4aTust
paccMOTpETh aJbTEPHATUBHBIC BAPUAHTEHI JIeUeHUs. B cilydae npuMeHeHus TonMpamara B [IEpBOM
TpUMeCTpe OEPEMEHHOCTH CIIEAYET BECTH TLIATENbHbIN IPEHATAbHBII MOHUTOPHHT.
[Ipumenenue mnpenapara Tomupamar Npu OEpEeMEHHOCTH Yy JKEHIIMH C HEKOHTPOJIUpPYEeMOM
SNWIETICUEN ONPaBJaHO JMUIb B TOM Cllydae, KOrJa IOTEHLMaIbHas I0Jb3a OT IPUMEHEHUS
npenapara Juis MaTepy MPEBBIIIACT BO3MOXKHBIN pUCK I ioha. Ilpumenenue Tonupamara ais
NpOo(UIAKTUKYA MPUCTYIIOB MUIPEHU MPOTHBOIIOKA3aHO B MEpUOJ OEpEMEHHOCTH, a TaKke y
JKEHIIUH C COXPAaHEHHBIM JETOPOAHBIM IOTEHLIUAIOM, HE UCIOJb3YIOIIUX HAIEKHBIE METOIBI
KOHTpauenuuu. Ilpu JedeHHH W KOHCYJIbTAlMU JKEHIIMH, OOJaJarolliuX JAEeTOPOJHBIM
MIOTEHIMAJIOM, JIeYalllMid Bpad JOJDKEH B3BECUTh COOTHOLIEHHWE IIOJb3bl U PHUCKA JICUCHUSA U
PacCcMOTPETh AITEPHATUBHBIE BOZMOKHOCTH JICUCHHS.

Ecnu Tonupamar npumeHseTcst BO BpeMsi 0epeMEHHOCTH, UM €CIIU MalUeHTKa 3a0epeMeHena B
MIEPUOJ IIPUEMA TOTO IIpernapara, €€ CiaeayeT NpeaynpeauTh O IOTEHIMAIBHOM PUCKE [UIs IJI01A.
Jlakranms

OrpaHudeHHOe Yncio HaOII0JCHHUM 3a MalueHTaMH MO3BOJISIET MPEINOJIOKUTh, YTO TOMHpaMaT
HKCKPETUPYETCS C IPYAHBIM MOJOKOM Yy eHIUH. CoolIanoch 0 Juapee U COHJIUBOCTH Y
TPYAHBIX J€TEH, YbH MATEPU IMOIYYaroT JE€YeHUE ToupaMaroM. [103ToMy Bpad 10JKEH IPUHATH
pemieHre o0 OTKa3e OT IPyJHOT0 BCKapMJIMBaHUS WM O MPEKpalleHWd MpueMa Inpemnapara, ¢
Y4€TOM TOJIb3bl IPYIHOIO BCKapMJIMBaHUs JUIsl peOe€HKa U BaXKHOCTH IIPpHEMa JIEKapCTBEHHOIO
CpencTBa Il MaTepH.

DepTUabHOCTD

[Tpu uccnenoBaHuM y )KUBOTHBIX HE OBLJIO OOHAPYKEHO BIMSHUS TONHpaMaTa Ha (PepTUIHHOCTS.
O¢ddexT Tonmpamara B OTHOIIEHUN (HEPTHILHOCTH Y JIFOJEH HE YCTaHOBJIEH.

4.7. BausiHMe Ha CHOCOOHOCTH YNPABJATH TPAHCIOPTHBIMHM CpPeACTBAaMH M padoTaTh C
MeXaHU3MaMH

Tonupamar OKa3bIBa€T YMEpPEHHOE BIUSHUE Ha CIOCOOHOCTH YIPABIATh TPAHCIOPTHBIMU

cpeactBamMu U paboTaTh MexaHu3Mmamu. Tomupamar aeiictByer Ha I[HC u MokeT BBI3BIBaThH
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COHJIUBOCTb, TOJIOBOKPYKEHHE U JIPYTHe€ CUMIITOMBI. OH ke Mroaet %ﬁéﬁ%ﬁTﬁMéHne

3p€HI/ISI. 3TI/I H€6HaI‘OHpI/I$ITHBI€ SABJICHUSL MOFyT HpeIICTaBJISITB OIMIaCHOCTh JJIA IIallUCHTOB,
ynpaBJISIIOH_II/IX aBTOMO6I/IJIeM n IIBI/I)KYH_II/IMI/ICSI MCXaHHU3MaMU, OCOGCHHO B HepI/IOH, IIOKa HE
OyJeT yCTaHOBJICHA peaKiys MaleHTa Ha Iperapar.

4.8. HexxesaTesIbHbIE peaKIUu

Pesrome npoduiist 6e3onacHocT

Haubonee yacThIMU HEXeNaTeIbHBIMU pPEAKIHUAMH (YacToTa KOTOPBIX Oblma Oomee 5 % wu
IpeBbIIalia TAKOBYIO B TpyIINe Iianedo, Mo KpaiHel Mepe, Ui OJHOTO U3 MOKa3aHUH B X0je
KOHTPOJIMPYEMBIX KIIMHUYECKUX UCCIIEOBAHUM TOMHpaMaTa) SBIISIOTCS: aHOPEKCHSI, TOHMKEHUE
anreTuTa, 3aMeIJIEHHOE MBILUJICHUE, IETIPECCHsl, HapyIlIEHUs SKCIIPECCUBHOM peuu, OECCOHHUIIA,
HapyILIEHUs KOOPJMHALIUY JBM)KCHUH, HApPYIIIEHUE KOHIICHTPAIIMY BHUMAHMSI, TOJIOBOKPYKEHHE,
IU3apTpus, JUCTEeB3Us, THUIECTE3MUs, 3aTOPMOKEHHOCTb, HAPYIICHHUS MaMSITH, HUCTarM,
napecTesusi, COHJIMBOCTh, TPEMOP, AUILIONHUS, HEYETKOCTh 3pEHus, Auapes, TOUTHOTA, YCTalIOCTh,
Pa3ApaXUTEIHHOCTh U MIOHWKEHNE MACCHI Tea.

PesroMe HexxenaTeabHbIX PEAKIINT

YacToTa pa3BUTHS HEKENATSIBHBIX PEAKIUN MPEICTABICHA CISAYIOIIUM 00pa3oM: OYCHb YacTo
(> 1/10 cyuaeB), yacto (> 1/100 u <1/10 cnygaeB), neuacto (> 1/1000 u <1/100 ciydaeB), peako
(> 1/10000 u <1/1000 cmygaeB), ouerb penko (<1/10000 ciydaeB) m "acToTa HeW3BeCTHA (Ha
OCHOBAHHHU UMEIOIIUXCS TAHHBIX OIICHUTh HEBO3MOKHO).

HUnpexyuu u uneasuu

OueHb yacTo: Ha30(hapuHTUT™.

Hapywenus co cmopoHbl Kposu u tumpamuieckoli cucmemvl

Yacro: anemus.

Heuacro: nefikonenusi, numdaaeHonaTus, TpOMOOIIMTONEHUS, Y03UHO(HITHS.

Penxo: HeTponeHus ™.

Hapywenus co cmopoHbl uMMYHHOU CUCmeMbl

YacTo: THIepuyBCTBUTENBHOCTb.

YacToTa HEM3BECTHA: aJNIEPTUYECKUI OTEK™, OTEK KOHHIOHKTUBBI*.

Hapywenus co cmoponvl memaboauszma u numanus

YacTo: aHOpeKCHs, TOHW)KEHUE allleTHTa.

HeuacTo: MeTabonmueckuii anuma03, THIOKATMEMHS, TIOBBIIICHHUE alllIeTUTA, TTOJHIATICHSL.

Penxo:  rumepxjopeMHuYecKHid  alUa03, TUNEPAMMOHUEMHS,  THIepaMMOHHEMHUYECKas
sHIIeaTonaTHs.

Icuxuueckue Hapyuenus

OueHb 9acTo: Jenpeccusl.
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YacTo: 3aMeUIEHHOE MBIILICHHE, OCCCOHHHMIIR, Hapﬂ&';fp:;ﬁ_l g&%ﬁééggﬂllblﬂ':ﬁegﬁ', ':l;[';'e-lﬂora,

CIIYTAaHHOCTb CO3HAaHHA, AC30pUCHTALWA, aArpCCCHUBHBIC PCAKIIUMH, HAPYHICHUSA HACTPOCHUS,
BO30y»K/IeHHE, AMOLMOHANbHAS JIAOUIBHOCTh, JIENPECCUBHOE HACTPOEHUE, T'HEB, HApyIICHUE
HIOBE/ICHHSL.

Hewacro: cynumpanbHble MBICIH, TMONBITKA CYWIMA, TaJUTIOLMHALUYN, IICHXOTHYECKUE
paccTpoiCcTBa, CIYXOBBIE TAJUIKOLMHALMN, 3pUTEIIbHBIE TAJUIFOUMHALIMY, anaTus, 3aTpyAHEHHAs
peub, HapyuieHuss cHa, addexkTuBHas TaOMIBHOCTh, CHIKEHHE JHOHI0, BO30YXIECHHOE
COCTOSIHME, TI1ay, 1ucdemMust, sipopudeckoe HaCTPOSHHE, ITAPAHONs, TIepCeBepaIis MBILIICHNUS,
NaHWYeCKUE aTaKW, IUIAaKCHMBOCTh, HApYIICHWE HABBIKOB YTCHHS, HApYyIICHHE 3achIaHUs,
YIUIOIICHUE 3MOLII/II71, MMaTOJOIMYCCKOC MBIIIJICHUC, ITIOTCPA JII/I6I/I,HO, BAJIOCTb, UHTPACOMHUYCCKOC
paccTpoiicTBO, pPACCETHHOCTb, paHHHE NPOOYKICHUS IO yTpaMm, ITaHUYECKHE pEeaKIuH,
NPUIOAHATOE HACTPOCHHE, aHOPTa3MHUSL.

Penko: MaHus, MaHMYECKOE PACCTPONUCTBO, YYBCTBO O€3bICXOHOCTH ™, THITOMAHHS.

Hapywenus co cmopoHul Hep8HOll cucmembl

OueHp 9acTo: MapecTe3nH, COHIIMBOCTD, TOJIOBOKPYKEHUE.

YacTo: HapylieHHE KOHICHTPALUH BHUMAHUS, HapyLIEHUE MaMsTH, aMHE3Us, KOTHHUTHUBHbBIC
pacCTPONCTBA, HAPYIICHUE MBIIUICHHS, TICHXOMOTOPHBIC HapYIICHNUs, CyJOPOTH, HapyIIICHNE
KOoopAuHanuu ﬂBH)KeHHﬁ, TPEMOpP, 3aTOPMOKCHHOCTb, THIICCTC3HA, HHCTArM, JUCICB3UA,
HapyIIeHUE YyBCTBA OaslaHca, AU3APTPUS, HHTCHIIHOHHBIN TPEMOD, CeallHsl.

HewacTo: yrHereHHOE CO3HAHWE, TOHHMKO-KJIOHHYECKHE MNpumaaku no Tumy «grand maly,
HapyILIeHUE N0 3pEHUs, CI0KHbIE apLUalbHble IPUNIAJIKH, HApyIeHUEe PeYH, ICHXOMOTOpPHAs
TUIEPaKTUBHOCTh, OOMOpPOK, CEHCOPHBIE HapyLIEHMs], CIIOHOTEUEHHE, TUIIepcOMHUs, adasus,
MOBTOpAOMIAACA pCYb, TMIIOKMHE3UA, JUCKUHE3UA, MOCTYPAJIBbHOC TOJOBOKPYXKCHUEC, HU3KOC
Ka4eCTBO CHA, OILYLIEHHE XOKEHUs, MOTeps UYBCTBUTEIBHOCTH, MapoCcMus, lepeOpabHbIN
CHUHJIPOM, AU3ECTE3Us1, TUIIOTeB3HUs, CTYIIOp, HEYKIIOXKECTh, aypa, areB3us, rucrpadus, nucdasus,
nepudepudeckas HelponaTus, IpeJoOMOPOYHOE COCTOSTHUE, TUCTOHUS, OLUTYLICHHE «MYpPAIIEK»
10 TeIy.

Penxo: ampakcus, HapylleHHe IMPKAIHOIO PUTMA CHA, THIEpPECTe3Us, TUIIOCMUS, aHOCMMA,
ACCEHIMANIBHBIN TPEMOD, aKUHE3UsI, OTCYTCTBUE PEAKIMi Ha pa3paKUTEIH.

Hapywenus co cmoponul opeana 3penus

YacTo: HEYETKOCTh 3pEHHUs, TUILIONHNS, HAPYIICHUE 3PECHMUS.

HeuacTo: ymeHblIeHHE OCTPOTHI 3pEHHUs, CKOTOMa, MUOIH™*, CTpaHHbIE OILYLICHHUS B Iia3ax™,
CYXOCTbh TJIa3, CBETOOOs3Hb, Oiedapoca3mM, MOBHIILIEHHOE ClIe30TeueHHe, (HOTONCHUs, MUIpUa3,

npecOuomnus.
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Penko: oMHOCTOPOHHSS CEnoTa, MPeXoasiias cneHOTa(,nr'%éﬂéf;é;,: Emﬁ%ﬂéiﬂfé ':élﬁbgf:)rf[glﬁnn,

HapyILICHUE 3PUTEIBHOTO MPOCTPAHCTBEHHOTO BOCIPUATHS, MEpLATeNIbHAsE CKOTOMA, OTEK BEK™,
HOYHAs CJIETOTa, aMOIMOIHSL.

YacToTa HEM3BECTHA: 3aKPHITOYroJbHAs IJIayKoMa®, MaKyJoNnaTus™®, HapyleHHUs MOJBUKHOCTH
rinaza*.

Hapywenus co cmoponwl opeana ciyxa u iabupunma

Yacro: BepTUTO, 3BOH B yIIax, 00Jb B yXe.

HeuacTo: rimyxoTa, OZHOCTOPOHHSS IUIyXOTa, HEHpOCEHCOpHasl IIyXxoTa, AMCKOMQOPT B yXe,
HapylLIeHHE CllyXa.

Hapywenus co cmoponwvl cepoya

Heuacro: Opaaukapaus, cuHycHasi OpauKapans, OUIyIeHHe cepaieOneHus.

Hapywenus co cmoponwl cocyoog

HeuacTo: runoren3us, OpTocTaTH4ecKasi TMIOTEH3Us, IPHIIUBBL, TOPSAYNE TPUIHUBHI.

Penxo: penomen Peitno.

Hapywenus co cmopoHbl 0bixamenbHOU CUCEMbl, OP2AHO8 2PYOHOU KIeMKU U CPeOOCHeHUs
YacTo: oJpIlIKa, HOCOBOE KPOBOTEUCHHE, 3aJI0)KEHHOCTh HOCA, PUHOPEs, Kalleyb™.

HeuacTo: oxpliika npu (u3nyeckol Harpyske, rUmepcekpenuss B IpUIaTOUHBIX Ia3zyxax Hoca,
TUCHOHMSL.

Kenyoouno-xkuweunvie napywienus

OueHb 4acTo: TOIIHOTA, AUAPES.

YacTo: pBOTa, 3anop, 00JIb B 3MUTACTPaIbHON 001aCTH, TUCHeNcus, 60JIb B )KUBOTE, CYXOCTh BO
pPTY, OUCKOMGOPT B JKEIyIKe, HapyIIeHHE YYBCTBHUTEIHHOCTH B POTOBOM MOJOCTH, TacTPUT,
TUCKOMGOPT B )KUBOTE.

HeuacTo: maHkpeaTut, MeTeopH3M, ractpois3zodareanbHblii pedurokc, 001b B HIDKHEH yacTu
KMBOTA, CHU)KEHUE YYyBCTBUTEIBHOCTH B POTOBOM IOJIOCTH, KPOBOTOUMBOCThH JECEH, B3AYTHE
KHUBOTA, TUCKOM(OPT B SMUTACTPATBHOW 007acTH, YYBCTBUTEIBHOCTH B 00JACTH KHUBOTA,
THIIepCaTNBanys, 00Jb B POTOBOM MOJIOCTH, HEMPUATHBIN 3a1ax 30 PTa, TIOCCOANHUSI.
Hapywenus co cmopoHbl neyenu u sHceniesbi8o0auux nymeti

Penxo: renatut, neueHOYHas HEAOCTATOYHOCTb.

Hapywenus co cmopoHbl KOX4CU U NOOKONMCHBIX MKAHell

YacTo: anomenusi, KOXKHast ChIb, KOKHBIN 3Y/I.

HeuacTo: anruapos, HapylieHHe YyBCTBUTEIBHOCTH B 00JAacTH JIMIA, KPAalMBHUIIA, dpPUTEMA,
TeHepaTM30BaHHbIM 3y/, MaKyJspHas Cblllb, HApyIIEHUE MUTMEHTAIMU KOXXH, aJuIepru4ecKuit
JepMaTHT, TPHUITYXJIOCTh Jnia; cuHapoM CrtuBeHca — JlxoHcoHa®, mommmopdHas sputema*,

M3MEHEHHE 3araxa KoxH, apaopOuTaibHbI OTEK™, JIOKaJIN30BaHHAs KPAIMBHHUIIA.
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YacToTa HEM3BECTHA: TOKCHYECKHH DIUAECPMATHHbINA Hekﬂﬂ)ﬂm}l;ﬂ"* BATENBHOCTE 0001)

Hapywenusa co cmoponvl mbluieunoll, ckelemuo U cOeOUHUmMenNbHou MmKaHu

YacTo: apTpairus, MbIIIEYHbIE CIIa3Mbl, MUAJITHUS, MBIIICYHBIE CYIOPOTH, MBIIICYHAS CIA00CTb,
CKEJICTHO-MBIIICYHAst 00JIb B TPYIHOM KIIETKE.

HeuacTo: nmpumyxJiocTb CycTaBOB*, CKOBAaHHOCTH MBIIIIL, 00K B OOKY, YCTaJIOCTh B MBIIIIIAX.
Penxo: nuckoMdopT B KOHEUHOCTAX *.

Hapywenus co cmoponvl nouex u mouesvi8o0sauux nymeil

YacTo: HEPpoInTHA3, TOJUTAKHYPUS, TU3YPHSI.

HeuacTo: oOocTpeHne MOYeKaMEHHOH OoJie3HM (KaMHHM B IIOYKAaxX), HEIEp)KaHHEe MOYU TpHU
HaNpsOUKCHUHU, TeMaTypHsi, HeJlepKaHUe MOYHM, YacTble MO3BIBBI K MOYEUCITYCKAaHHUIO, MOYeUHas
KOJIMKA, 00JI1 B 00JIACTH ITOYEK.

Penko: obOoctpeHne MoueKaMEHHOH OoJie3HHW (KaMHH B ypeTpe), MOYCYHBIH KaHaJIbICBBIN
anuao3*.

OdeHb penKo: He(hPOKATBIIMHO3.

Hapywenus co cmopoHbl penpooyKmugHoU cucmembvl U MOJTOYHBIX JHcelle3

HeuacTo: spexTuiibHas TMCOYHKINS, CEKCyallbHAs TUCHYHKIIUS.

Obwue Hapywenus u peaxyuu 6 Mecme 66e0eHusl

OueHb 4acTo: yCTaJloCTh

YacTo: MOBBIIIEHHAs] TEMIIEpaTypa Teia, acTEeHHs, Pa3IpaKUTEIbHOCTh, HAPYIICHUS TOXOIKH,
IUIOX0E CAMOYYBCTBHUE, OCCIIOKOMCTBO.

Heuwacro: rumeprepmusi, ax/a, TPUIIONOA00HBIN CHHAPOM*, MEUTUTEIBHOCTD, TOXO0JI0AaHUE
KOHEYHOCTEH, TyBCTBO OIbSHEHHUSI, OIIyIIICHNE OeCITOKONHCTBA.

Penko: oTek nuna.

Jlabopamophvle u uncmpymenmanbHvle OaHHbLE

OueHb 4acTo: CHUYKEHHE MacChl Tea.

Yacro: yBenuueHne Macchl Tena™*.

Heuacro: kpucrammypusi, aHOMaIbHBIM pe3ylIbTaT TeCTa «TaHIEM-TIOXOAKA», JICHKOIIECHUS,
NOBBIIICHUE aKTUBHOCTHU NTEYEHOYHBIX ()EPMEHTOB B CHIBOPOTKE KPOBH.

Penxo: ymeHbIIeHUE cOlepKaHUs THAPOKAPOOHATOB B KPOBH.

Hapywenus coyuanbhoeo pyHKYUOHUpOoBaHus

Heuacro: HapyuieHue cnocoOHOCTH K 00yYEHHIO.

* HeXKeNaTebHAsl PEaKIns 3aPETHCTPUPOBAaHA B TIOCTPETUCTPAMOHHOM NIEPHO/IE U3 CIIOHTAHHBIX
cooOmeHnii. YacToTa paccunTaHa Ha OCHOBaHWH JTAHHBIX KIIMHHYECKUX UCCIICJOBAHHA.

Ocobbie epynnel nayuenmos

emu
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Huke TNpHUBENEH CIHMCOK HEXKENaTelbHBIX eaxunﬁ,':nlg):’;c;iﬁ%':%i-L-IgAQE'IT\L'EIﬂ;rESﬁF ’I.)I:_}IILIEMBIX

KIIMHUYECKHUX MCCIIEAOBAHUI PETUCTPUPOBAIIUCE Y IeTel B 2 U OoJiee pa3 vaille, 4eM Y B3POCTBIX:
INOHMI)XCHUEC aIlIl€TuTa, IOBBIINICHUE aIllIiCTuTa, I‘I/IHerHOpeMI/I‘IeCKI/Iﬁ alua03, TuiroKaaiucmMusd,
HapYIICHHS ITOBEICHUS, arPECCUBHBIC PEAKIINH, allaThsl, HAPYIICHNUE 3aChIIaHus, CYyUIIUAaTbHbIC
MBICJIH, HapyllIeHUE KOHIICHTPAIlM BHUMAaHUWsS, 3aTOPMOXXCHHOCTb, HapYyIICHHE IMPKAIHOTO
pHUTMa CHa, HU3KOE Ka4eCTBO CHA, MOBHIIIEHHOE CIIE30TEUCHNE, CHHYCOBAast OpaIrKap/Iusl, II0X0e
CaMO4YyBCTBHC, HAPYHICHUSA ITOXOJKH.

Hwxke mnpuBeneH CHUCOK HEXENATeNbHBIX pPEaKIUH, KOTOpbIe B XOJE€ KOHTPOJIHPYEMBIX
KJIMHUYECKUX MCCIICIOBAHUHN PETUCTPUPOBATUCH TOIBKO Y ICTEH: 03HHOPHIINS, ICUXOMOTOPHAS
TUINEPaKTUBHOCTh, BEPTUTO, PBOTA, TUIEPTEPMUS, MHUPEKCHs, HAPYIICHHWE CIOCOOHOCTH K
00yYeHHUI0.

COO6H.I€HI/IC 0 IMOA03PCBACMBIX HCKCIATCIAbHBIX PCAKIIHUAX

BaxxHo co00111aTh 0 0103pEBaEMbIX HEXENATEIbHBIX PEAKIUAX MOCTIE PETUCTPALIMY IIperapara ¢
LeNbl0 O0ECcleyeHus] HENPEPHIBHOTO MOHUTOPUHIA COOTHOILIEHHUSI «IOJb3a — PHUCK»
JICKApCTBEHHOTO Tpernapara. MeIuIMHCKIM pa0OTHUKAM PEKOMEHAYeTCs COOOMIaTh O JIHOOBIX
MO/I03PEBAEMBIX HEXKENATENIbHBIX PEAaKLUsAX JICKApCTBEHHOIO Ipernapara 4epe3 HaluuOHaJIbHbIE
CUCTEMBbl COOOILEHUS O HEXKeJIaTeNbHBIX pPEaKIUsIX ToCyAapcTB — uieHOB EBpasuiickoro
HKOHOMUYECKOTO COI03a.

Poccuiickas @enepanus:

OenepanibHas ciryx0a 1Mo Haa30py B cdepe 3npaBooxpanenus (Poc3npaBuaazop)

Anpec: 109012, r. Mocksa, CraBsiHCKasl miiomanp, 1. 4, ctp. 1

Tenedon: +7 (800) 550-99- 03

e-mail: pharm@roszdravnadzor.gov.ru

Caiit: ttps://www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CuMnTOMBI

IIpu3Haky ¥ CUMIITOMBI ITEPEAO3UPOBKH npenapaTrom Tonupamar KaHOH: Cy0OpOTrH, COHIIMBOCTb,
HapylIEHUs PEeYd U 3PEHMs], JUILIONMS, HAapYLICHWs MBIIUICHUS, HAPYIIEHUS KOOPAMHALUH,
JeTaprusi, CTynop, apTepuanbHas THIIOTEH3Hs, 00JIb B )KUBOTE, TOJIOBOKpPYKEHHE, BO30YKAECHUE U
nernpeccusi. B OoNbIIMHCTBE cydaeB KIMHUYECKHUE MOCICACTBUS HE OBLIU TSKEIBIMU, HO OBLITH
OTMEUYEHBI CMEPTEbHBIE CIy4Yau Mocje Mepeo3UpPOBKU C MCIOIB30BAHUEM CMECH HECKOJIBKHUX
JIEKapCTBEHHBIX CPEICTB, BKJOUas Tonupamar. llepeno3npoBka TonupaMaToM MOYKET BBI3BATh

TSDKENBIN MeTabonudeckuil anuao3 (cM. pazaen 4.4.).
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HM3BecTeH ciayuaii nepeqo3upoBKH, KOTIa HalHeHT HpHH%IﬁBS}EI’Q%%J{gHw'@b h6 P10 aro

CMEPTHOMY OTYETY

MOBJICKIIO 3a c000it KoMy, poaosmkaBmryrocs 20—24 vaca. Cryctst 3—4 qHS COCTOSTHUE TAIlMEHTa
BEPHYJIOCH B HOPMY.

Jleuenue

B cnydae nepeno3upoBku npuem mnpenapata Tonupamar KaHoH crneayeT mpekpaTuTh, Ha3HAUUB
CUMIITOMATUYECKYIO TIOJJICP>KUBAIOLILYIO TEPAIIUIO IO TEX IMOP, MOKa KIMHUYECKasi TOKCUYHOCTh
He Oy/IeT CHI)KCHA I YCTpaHeHa.

OddexTuBHBIM CcrOcOOOM BBIBEACHUS TONMUpaMara W3 OpraHu3Ma SBJSETCS TeMOAMAIU3.

HaHI/IeHTaM PEKOMCHAYECTCA aJ€KBATHOC ITOBBIILICHUEC obbeMa HOTpC6J’IH€MOI>i KHUIKOCTH.

5. DPAPMAKOJIOTMYECKUE CBOHCTBA

5.1. ®apmakoaMHAMHYeCKHe CBOIiCTBA

dapmakoTepaneBTH4Yeckass  rpynma:  [IpoTuBosmuientuyeckue — CpeAcTBa;  ApYyrue
MPOTUBOAUIECITHYECKHUE CPEICTBA.

Koa ATX: NO3AX11

Mexanusm aeiicTBus

Tonupamar sBIsE€TCA NPOTUBOANUICHTUYECKUM IpPENapaToM, OTHOCALIMMCA K Kiaccy
cynb(haMaT-3aMeIIeHHBIX MOHOCAaXapuIOB.

Tormmpamar OJIIOKMpPYET HATPHEBBIC KaHAIBI M IOJABISET BO3HUKHOBEHHE ITOBTOPHBIX
MOTEHIINAJIOB JCHCTBUS HA (DOHE IITUTEILHOM IENOIIpU3aIlii MEMOpaHbl HEHpPOHAa.

dapmakogngamMuyeckue 3P HeKTol

TonupamaT MNOBBIIAET AKTUBHOCTh Y-aMuUHOMacisHoW kuciorel (TAMK) B oTHomenun
HekoTopeix mnoaTtunoB I'AMK-penentopoB (B Tom uucie I'AMKa-peuentopoB), a Takxke
MOJyJIHupyeT akTUBHOCTh camMux ['AMKAa-penentopoB; mpemnsTcTBYeT akTHUBAlUM KauHATOM
yyBcTBUTENbHOCTH moaTuna kamHat/ AMIIK (a-aMuHO-3-TUIPOKCH-5-METUIH30KCa301-4-
NPOMMOHOBAsE KUCIIOTA) - PELENTOpOB K IIyTamary, He BIMsAET Ha akTUBHOCTb N-mertwmi-D-
acraprata (NMDA) B otHomenun noaruna NMDA-penentopoB. Ot 3¢ dekTsl Tomupamara
ABIIIOTCS J0303aBHCUMBIMHU TIPU KOHLEHTPALMU Mpenapara B IuiasmMe oT 1 Mkmoiab 1o 200
MKMOJIb, C MUHUMAJIBHOM aKTUBHOCTBIO B Ipezenax oT 1 MkMouib 10 10 MKMouIb.

Kpome Toro, TonupaMaT yrHeTaeT akTUBHOCTh HEKOTOPBIX M30(hepMeHTOB KapOoaHTuapassl. 1o
BBIPAKEHHOCTH JTOro (papmakonorumdeckoro sddekra TonmupamaT 3HAYUTEIBHO YCTYIaAeT
areTa3osaMuay — H3BECTHOMY MHTHOUTOPY YrOJIbHOM aHTUApasbl, MO3TOMY 3Ta aKTUBHOCTh

TonmupamMara HE CHUTACTCA OCHOBHBIM KOMITIOHCHTOM €TI0 HpOTHBOBHHHCHTH‘ICCKOﬁ AKTHUBHOCTH.

5.2. apmMaKoKHHeTHYeCKHUe CBOHCTBA

AOGcopOnus
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Tonupamar BcacbiBaeTcst ObICTPO U 3pPexTuBH. Ero 61&5&%&T}%§5¢%§I&@Qﬁgﬁ-@?% E‘IBI/IGM

nUImy HE OKa3bIBACT KIIMHUYCCKH 3HAYUMOI'O ,Z[GI>'ICTBI/ISI Ha 61/IO,ZLOCTYHHOCTB Tonrpamara.

Pacnopenenenne

C 6enkamu 1ma3mbl cBs3biBaeTcs 13—17% tonupamara. [locie omHokpaTHOTO ITpUéMa B 103€ 10
1200 mr cpennmii o0wvem pacnpeneneHusi coctaBiaser 0,55-0,8 n/kr. Benmnunna oObema
pacmpenenieHds 3aBUCUT OT TOJIAa: Y KEHIIUH OH cocTaBisieT npumepHo 50% oT 3HaYeHHUi,
HAOJI0/TAEMBIX y MYXKYHH, YTO CBS3BIBAIOT C 00JIee BHICOKMM COJIEP)KAaHUEM >KHPOBOW TKAHH B
OpraHU3MeE JKCHIIHH.

buotp aHC(bODMaI_[I/IH

[Tocne mpuema BHyTpb MeTabomm3upyercs okoiio 20% ot mpuHATOH 1036l OJHAKO Y OOJIBHBIX,
MOJIYYAIOUIUX COMYTCTBYIONIYIO TEpAIUI0 MPOTUBOAMUICHTUYECKUMHU TpenaparaMu, KOTOpPbIE
UHAYIUPYIOT (EPMEHTHI, OTBEYAIOIIKNE 32 METabOIN3M JIEKAPCTBEHHBIX CPEACTB, METab0IU3M
Tonupamarta nosbimaercs 10 50%.

DJIMMUHALHS

W3 mmasmbl, Moy W (eKamui dYeloBeKa OBLIM BBIICICHBI W HUICHTH(PHUIIMPOBAHBI IIECThH
MPAKTUYECKH HEAaKTUBHBIX MeTa0onuTOB. OCHOBHBIM IIYyTEM BBIBEICHHUS HEU3MEHEHHOTO
tonupamata (70%) u ero MeTabonMTOB SBISIFOTCS MOuYkH. llocie mepopalbHOro BBEACHUS
TUTa3MEHHBIN KIMPEeHC TonupamaTa cocranisier 20 — 30 Mi/MuH.

JInHeNHOCTh (HEIMHEHHOCTB)

dapMaKOKMHETHUKA HOCUT JIMHEHHBIN XapakTep, MIIa3MEHHbIN KJIMPEHC OCTAETCs IOCTOSHHBIM, a
IUIOINAAb MOJI KPUBOHM «KOHIEHTpauus - Bpems» (AUC) B nuanazone 103 100-400 mr Bo3pacraer
MPOMOPIMOHAIIBHO J03€. Y TAaIlMEeHTOB C HOPMAJIbHOW (PYHKIMEH MOYeK ISl JTOCTHKEHUS
YCTOMYMBOW KOHIICHTPAIlUM B IIJIa3ME€ MOXKET MOHaAo0uThcs OoT 4 mo 8 naHeil. Benwumna
MakcUMaiabHON KoHUEeHTpauuu (Cmax) MOCIE€ MHOTOKpAaTHOTro mepopaibHoro mpuema 100 mr
npernapara ABaXKAbl B CYTKH B cpe/iHeM cocTaBuiia 6,76 Mxr/mi. Ilociie MHOTOKpaTHOTO mpreMa
103 1o 50 u 100 Mr 2 pasza B CyTKU NEpHO/I MOTYBBIBEACHUS TONMpaMara U3 Ijaa3Mbl B CpeIHEM
coctaBui 21 u.

IloyeuHas HEIOCTATOYHOCTh

VY nmanueHToB ¢ HapylmeHUsAMU (YHKLUUHU MOYEK CPeJHEH M TSDKEIOM CTeNeHM IUIa3MEHHBIN U
MOYEYHbIH KIUPEHC Tomupamara cHukaeTcs (kiupeHc kpeatnHuHa (Kk) <70 mi/muH), Kak
CJIEICTBHE BO3MOKHO MOBBIIIEHNE PABHOBECHOIN KOHIIEHTpAIMM TOMpaMara B IIa3Me KPOBHU IO
CpaBHEHHIO C MAIlMEHTaMH, UMEIOIIMMHI HOpMallbHYI0 (QyHKIMIO mouyek. Kpome Toro, nanuenram
C HapyleHUsIMH (QYHKLIUHU MOoYeK TpeOyeTcst Oonblie BpeMeHH Il JOCTH)KEHUS PaBHOBECHOM

KOHIIEHTpallUlM TomupamMara B KpoBH. [lanmeHTam co cpeaHed WM TSHKEJIOW MOYEYHOM
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HEJIOCTATOYHOCTBIO, PEKOMEHIYETCS TPUMEHEHHE nondgﬁ%éﬂﬁ%'éﬁ'eﬁ%%ﬁ% haddnboi u

MOAAEP>KUBAOLIEN JO3BI.

Tonupamar 3((PeKTUBHO BBHIBOAMTCS M3 IUIA3MBl C MOMOINBIO remMoauanu3a. JmuTenbHbIi
FeMOJUAJIA3 MOXET IPUBECTH K CHIKCHMIO KOHILICHTpAlMM TOIMpaMara B KpPOBU HIXKE
KOJIMYeCTBa, Tpedyrouierocs s MOJAEpKaHUS IPOTHUBOCYJOPOXKHOW aKTHBHOCTH. Bo
n30exxaHue ObICTPOrO MajJCHUs KOHIEHTPAIMK TONHpamara B IUIa3Me BO BpEMsl T'€éMOJUANIN3a,
MOYET MOoTpeOOBaThCSl Ha3HAYCHUE JIOTIOHUTENIFHON /10361 ipenapaTta Tonupamat Kanown. Ilpu
KOPPEKLIUHU J03bI CIIEyeT IPUHUMATh BO BHUMAHHE:

1) IpoIOKUTENBHOCTD TeMOINAIIN3A,

2) BEIMUMHY KJIMpPEHCa UCII0JIb3yEMOM CUCTEMbI FEMOINANN3a,

3) 3¢ pexTrBHBIN TOYSUHBIN KIMPEHC TONMPaMaTa y MalueHTa, HaXoAIIerocsl Ha TeMOIUAIIN3E.

IleyeHOUHAs HEIOCTATOYHOCTh

I1na3MeHHbBIN KIIMPCHC TOoIlMpaMaTa CHHIKACTCA B CPCAHCM Ha 26 % Y NalueHTOB C IICYCHOYHOMH

HEJOCTATOYHOCTBI) CpPEJHEH WM TsDKEJIOM creneHd. llo3ToMy mnanuMeHTaMm ¢ IEeYeHOYHOU
HEJOCTATOYHOCTBIO CIEAYET IPUMEHATH TOMMPAMAT ¢ OCTOPOKHOCTBIO.

JInia mo)KMjaoro Bo3pacra

Y NoXuIbIX ManueHToB Oe3 3aboyieBaHMil TOYEK, IJIA3MEHHBIM KIUPEHC TOoNUpaMara He
MEHSIETCA.
eTu

DapmaxokuHemuka monupamama y oemeti 0o 12 nem

PapMaKOKMHETUYECKHUE ITapaMeTphl TOIUpaMara y AeTeH, TaK e, KaK Y B3pOCIbIX, ITOTYyYaroIUX
ATOT Mpenapar B Ka4€CTBE BCIOMOTAaTEIbHON TEpPanuy, HOCAT JIMHEHHBINA XapaKTep, IPU 3TOM €ro
KIIMPEHC HE 3aBUCHUT OT JI03bl, @ pPAaBHOBECHbIC KOHIEHTpPAUMH B IUJIa3ME BO3PACTAIOT
MPOMOPLHOHANLHO MOBBIMIEHUIO0 M03bl. CleayeT y4uThIBaTh, OJHAKO, TOT (PAaKT, 4yTO y JeTeit
KIIUPEHC TOMMpaMaTa MOBBIIIEH, a IEPHO/I €ro MOyBbIBeIeHUs Ooliee KOpoTKkuid. CreoBaTenbHo,
MIPY OJTHOM U TOM K€ J03€, B pacyeTe Ha | Kr Macchl Tella, KOHIEHTPAIIMU TONHpaMara B Iia3Me
y Jeredl Moryr OBITb HHXE, 4YeM Yy B3pOCIbIX. Y JeTed, Kak U y B3pPOCIHbIX,
MPOTUBOAMUIECITHYECKHUE MPENapaThl, MHIYIHPYIOIINE MHUKPOCOMAIbHBIE ()EPMEHTHI TEUEHH,

BBI3bIBAIOT CHUKCHUC KOHLIeHTpaI_[I/Iﬁ TOIMpamMara B IJIa3Me.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHb BCIOMOTraTeIbHbIX BelIECTB

Ta0JieTka, IOKPLITAs ILICHOYHOM 000I0YKON, 25 Mr:

Aopo mabnemxu:

KanbIus TuapodocdaTa TUruapar,
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(NOCNEQCBATENEHOCTE 0001)

KapOOKCUMETUIIKpaxMaj HaTpus,

KpaxMaJi KyKypy3HbIi [IPEeKeIaTUHHU3UPOBAHHBIM,

KPEMHUS TUOKCU]] KOJIIOUTHBIMH,

MarHus TUAPOKCUKapOOHAT (MarHusi KapOOHAT TSKENbIN),

MarHusi creapar,

noBu10H K - 30

Cocmag naenounotl 000104KU.

Cenexoar, B TOM uucie: THOpOMEIIo3a (THIPOKCUIIPONMIMETHIILEIIIN03a), MaKpOro
(momuayTunenraukoas 400), makporon 6000 (momudtunenraukoias 6000), THTaHAa ITUOKCHI,
KPACUTENb COJIHEYHBIN 3aKaT KEITHIM.

TabieTka, MOKPbITAs IICHOYHOM 00010uKkoit, 100 mr:

AHopo mabnemxku:

Kanbius ruapodocedara quruapar,

KapOOKCHUMETHIIKpaxMajl HaTpHUs,

KpaxmaJl KyKypy3HbIU MPEKETaTUHU3UPOBAHHBIM,

KPEMHUS TUOKCU]] KOJIJIOUTHBIM,

MarHus TUAPOKCUKapOoOHaT (MarHusi KapOOHAT TSKENbIN),

MarHusi creapar,

noBu10H K-30

Cocmas nieHouHot 060104KU:

Cenexoar, B TOM uYucJe: THUOPOMENI03a (THIAPOKCHIIPONMHIMETHIEIIION03a), MaKpOTrol
(mommatnenriukons 400), makporon 6000 (mommdTwnenrmkons 6000), THTaHA JAHOKCHI,
KPACUTENb COJTHEYHBIN 3aKaT KEITHIN.

6.2. HecoBMecTHMOCTDH

He npumenumo.

6.3. Cpok roaHocTH (CpOK XpaHeHHs )

3 roxa.

6.4. Oco0ble Mepbl NPEIOCTOPOKHOCTH NMPH XPAHEHUHU

ITpu Temneparype He Bbie 25 °C BO BTOpUYHON yIaKOBKE (ITauKe KapTOHHOM).

6.5. XapakTep U coaep:kaHHe MEPBUYHOI YIAKOBKH

Jlo3upoBka 25 mr

[To 7, 10, unu 30 TaG1eTOK B KOHTYPHYIO STYEMKOBYIO YITaKOBKY U3 MJIEHKH MMOJIMBUHUIXJIOPUIHON
v tieHku [IBX/TIBJIX 1 Gonbru aatoMHUHUEBOM Me4aTHON JTaKUPOBAHHOM.
[To 28 unmm 60 Tabnerok B GaHKY MOJMMEPHYIO JJIS JEKApCTBEHHBIX CPEJICTB U3 MOJUAITUIICHA

HU3KOTO JIABJICHHS C HATATHBAEMOM KpBIIKON u3 monudtuieHa (25 % IIOH/I + 75 % [I9B]) ¢
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KOHTPOJIEM MEPBOTO BCKPBITHS WM B OaHKY HOHHMGB;II%'-%T;I'%I%aE%Hﬁ%TXTEﬁéﬂlé:rlé u3

noNudITHIIeHTEpeTanaTa ¢ HAaBUHYMBAECMOW KPBIIIKOW W3 TMOJHIPONHUICHA WM TMOJUITHIICHA
BBICOKOT'O JaBJICHUS C KOHTPOJIEM NIEPBOTO BCKPHITHUS WM C 3AIIUTON OT JECTEH.

ITo 4, 8 KOHTYPHBIX SYEHKOBBIX YIAKOBOK IO 7 TaOJETOK WM MO 3, 6 KOHTYPHBIX SYEHKOBBIX
ynakoBoK 110 10 TabneTok, uiau 1o 1, 2 KOHTYpHBIX SYEHKOBBIX yITaKOBKH 110 30 TaOIeTOK, UITH 110
1 OaHke MOJMMEpPHOM IS JIGKAPCTBEHHBIX CPEJACTB BMECTE C MHCTPYKLUEW MO MPUMEHEHHIO
MOMEIIAIOT B MAYKy U3 KapTOHA.

Jlosuposka 100 mr

ITo 7, 10, unu 15 Tabi1eTOK B KOHTYPHYIO SYCHKOBYIO YIAKOBKY U3 TUICHKH ITOJIUBUHWIXJIOPHIHON
v wieHku [IBX/TIB/IX u ¢onbru amoMUHUEBOM TeYaTHOW JTAKUPOBAHHOM.

[To 28 umm 60 TabmeTok B O0aHKY MOJMMEPHYIO AJIs JIEKAPCTBEHHBIX CPEJICTB M3 IMOJIMATHIICHA
HU3KOTO JaBIIEHUS C HATSATMBAEMOM KPBIIIKON U3 monudTuieHa (25 % [IDH/ + 75 % [I9B/) c
KOHTPOJIEM MEPBOrO BCKPBHITHS WM B OaHKY MOJMMEPHYIO AJIs JIEKAPCTBEHHBIX CPEICTB W3
NOJMATWIICHTepedTaIaTa ¢ HABUHYMBAEMOW KPBIIIKOW W3 TOJUIMPONIIICHA WM TOJUITHIICHA
BBICOKOI'O JIaBJIEHUSI C KOHTPOJIEM IIEPBOI'O BCKPBITUS UJIH C 3aLLUTON OT JETEH.

[To 4, 8 KOHTYPHBIX STYEHKOBBIX YMAKOBOK MO 7 TabNETOK WK MO 3, 6 KOHTYPHBIX SYEUKOBBIX
ymakoBok 1o 10 TabneTok, win no 2, 4 KOHTYPHBIX STYEUKOBBIX YIIaKOBKH 10 15 TabIeToK, Wiu 1o
1 GaHke MOJMMEPHON Il JEKAPCTBEHHBIX CPEJICTB BMECTE C MHCTPYKUUEH MO MPUMEHEHUIO

MOMEIIAIOT B MMAYKy U3 KapTOHA.

6.6. Oco0ble Mepbl MNPeJOCTOPOKHOCTH MNPH  YHUYTOKEHUH  HMCIOJb30BAHHOIO
JICKAPCTBEHHOI0  Npenapara WJIM  OTXOA0B, TMOJYYECHHBIX IOCJA¢ NPHMEHEHHUs
JIEKApPCTBEHHOI'0 MpenaparTa v Apyrue MaHuIyJ/JIsINUU C NpenapaToM

OcoOble TpeOOBaHUSI OTCYTCTBYIOT.

7. AEP)KATEJIb PETUCTPAHUOHHOI'O YIOCTOBEPEHUSA
Poccuiickas ®enepanus

3A0 «Kanondapma npoakiiiny,

141100, Mockogckas 06u1., T. IlllenkoBo, yi. 3apeunas, 1. 105.
Tenedon: +7 (495) 797-99-54, dpaxc: +7 (495) 797-96-63.

OnektpoHHbIN anpec: safety@canonpharma.ru

7.1. IlpencraBuTe b AepKaTesisi perucTPAllHOHHOIO YAOCTOBEPEeHUs

[Mperen3un norpedUTENEeH HAOPABIATH 110 aIPECY:

Poccniickas @enepanvs
3A0 «KaHnoHdapma MpogaKIiH»

141100, MockoBckas 00u1., T. IlllenkoBo, yi. 3apeunas, 1. 105.
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Tenedon: +7 (495) 797-99-54, daxc: +7 (495) [97-96-68!0 -/ IEAUBATENEHOCTS 0UO0T)

DnexkTpoHHbIi aapec: safety@canonpharma.ru
8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHMU S

9. IATA NMEPBUYHOM PETMCTPAIIMM (IIOATBEPXKJIEHHSI PETMCTPALIMU,
INEPEPETUCTPALIMN)

10. JATA IEPECMOTPA TEKCTA

OOmiass xapakTepucTHKa JieKapcTBeHHOro mpemnapara Tomupamat KanoH pgoctynHa Ha
MHPOPMALIMOHHOM TIOpTaie EBpasuilckoro SKOHOMHYECKOTO COK3a B HWH(POPMALMOHHO-

KOMMYHHKAITMOHHOH cetn «MHTepHEeT» http://eec.eacunion.org/.
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