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(MOCNEOOBATENEHOCTE 0007)

OBIHIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHUME JIEKAPCTBEHHOTI'O ITIPEITAPATA
Tanorca, 50 Mr, TabJIETKH, MOKPHITHIC MJICHOYHON 000JI0YKOH.

Tasomnca, 200 Mr, TabNIETKH, MOKPBITHIE TUICHOYHON 000JI0YKOH.

2. KAUECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB
JelicTBytol1iee BEMIECTBO: CyJIbTHAM.

Tanomnca, 50 mr, TabiaeTKa, MOKPhITas IJIEHOYHOU 000I0YKON

Kaxxnas tabnerka conepxut 50 Mr cyJapTHaMa.
BcnomorareiabHble BCIICCTBA, HAJIMYUC KOTOPBLIX HAAO0 YUYHUTBIBATH B COCTABC JICKAPCTBCHHOI'O
npernapara: JJakTo3bl MOHOTHApAT (cM. pasnen 4.4).

Tanomnca, 200 mr, TabaeTKa, HOKPHITas [JIEHOYHOW 000JI0YKON

Kaxxnas tabnerka conepxut 200 mr cynbTHama.
BcnomorareiabpHbie BCIICCTBA, HAJIMYUC KOTOPBIX HAAO0 YUYHUTBIBATH B COCTABC JICKAPCTBCHHOI'O
mpernapara: J1akTo3bl MOHOTHApAT (cM. pazzaen 4.4).

ITomupIit MEpCUCHb BCIIOMOT'aTCJIbHBIX BEIICCTB IIPUBCJCH B pa3JCiIC 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku, MOKPHITHIE MJICHOYHOW 000I0YKOM.

Kpyriibie ABOSKOBBITYKIIbIe TAOJIETKH, MOKPHITHIE INIEHOUHOMW 000J10YKO0M Oesoro 1BeTa, ¢ pUCKon
C OZIHOI CTOPOHBI; Ha TIONEPEYHOM pa3pese AApo OeI0ro UK MOYTH OeJIoro LBETa.

Pucka (6opo3zaka) Ha TabneTke He peAHa3HaueHa sl AeJIeHUs 1035l Ipenapara.

4. KIMHUYECKUE JAHHBIE

4.1. Iloxka3zaHusi K NPUMEHEHHIO

[Tpenapat Tanonca nmoka3aH K NPUMEHEHHUIO Y B3POCIbIX U JIeTel B Bo3pacTe oT 3 10 18 set aist:
- JIe4eHus (POKaNbHBIX SMUISHTHUECKUX MPUCTYIIOB € WK 0€3 BTOPUYHOM I'eHepalIn3aliu;

- JIEYEHUsI BO3PACT-3aBUCUMBIX (DOPM SIHIIETICHU JETCKOTO BO3PAcTa;

- KOPPEKIMH MMOBEJEHUYECKUX PACCTPOUCTB MPH SMUIIETICUY,;

- KOPPEKIMH TMIIEPKUHETUIECKOTO ITOBEICHUS,

- JICUCHUA q)OpM SIMUJICTICUU C MUOKJIOHNUYCCKUMMU IPUCTYIIAMU.

4.2. Pe:xuM 103UPOBAHMSI U CIOCOO MPUMEHEeHUsI

PexxuM mo3upoBaHus

Pexum AO3UPOBaHUA YCTAHABJIMBAIOT MHAWUBUAYAJIbHO B 3aBUCUMOCTU OT KIIMHUYECKOM KapTUHBL
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3aboneBanus, 3QGeKTUBHOCTH U nepeHocuMocTy mpenapaiid ) CIIEAOBEATENEHCOCTE 0007)

B3pocnvle
Hauanbsnas go3a 100 mr 2 pa3a B nens uiam S0 Mr 3 pasa B JieHb, lajiee pekoMmeHayemas 103a 200 mr
3 pa3a B JIeHb.

Oco0Bble IPYIIILI MAIUEHTOB

Tayuenmsi noscunozo eospacma
JlaHHbIE IO IPUMEHEHHUIO CYJIbTHAaMa Y MOKUJIBIX MAllUEHTOB OTCYTCTBYIOT.
Tayuenmul ¢ Hapyuwenuem yHKYuU nouex
Cnenyer coOmogaTh OCOOYI0 OCTOPOXKHOCTh M TPOBOJUTH TINATENbHOE HAOMIOJCHUE TMpHU
Ha3HAaYeHWH Mpernapara Tanornca HalueHTaM C MOYeYHOM HEJO0CTaTOYHOCTHIO WM C HAaIUYUeM
HapyIeHus (QYHKIMY [T0YeK B aHAMHE3E.
Tayuenmul ¢ Hapywenuem QyHKyuu neveHu
Crnenyet co0I01aTh OCTOPOXKHOCTH IPU HA3HAYCHUH Iperapara Tajorca manueHTaM ¢ IeYeHOYHOM
HEJO0CTAaTOYHOCTHIO.

eTH
Jlist mereii B Bo3pacte oT 3 1m0 18 jer HavanbHas J03a COCTaBIsET 3—5 MI/KT MacChl TeJia B JICHb B
PaBHBIX pa3/ICNICHHBIX J103aX, Aajiee onTuMaabHas 103a 10—15 Mr/kr B 1eHb, pa3/iefieHHas B paBHBIX
J103aX Ha HECKOJIBKO TIPUEMOB.
[Tpemapar Tanorica He cleAyeT MPUMEHATh y JeTeil B BO3pacTe A0 3 JeT M3-3a HEMOAXOASIIEH
JIeKapCTBEHHOM (OopMbI (TabJIETKN).

Crioco0 nmpuMeHeHus

Jns npuema BHYTpb.
[Ipenapar npuHUMAIOT BO BpEMsI UJIU TIOCIIE €IbI.
Jleyenue cienyeT HaYMHATH C HU3KOW J103bl, KOTOPYIO MOCTENEHHO YBEIUYUBAIOT J0 TEX IMOP, MOKa
KIIMHUYECKU OTBET HE CTaHET YJOBJIETBOPUTEIbHBIM. Ha 3TO MoOkeT moTpeOGoBaThCsi YETHIpE
Henenn. TaOnmeTkw, TOKPBIThIE TUICHOYHON O000JOYKOW, CIEAyeT MpOIIaThIBaTh IICJIMKOM, HE
pa3KeBbIBasi, 3amuBas JAOCTATOYHBIM KOJHMYECTBOM JKHUIKOCTH (HAampUMep, CTaKaHOM BOJIBI).
[IpumeHeHne TaOJNETOK, MOKPBITHIX IUICHOYHONH O0OOJOYKOM, HM B KOEM CIIy4ae HE JOJDKHO
MIPEPHIBATHCSI WM TpeKpamniaThesi 0€3 KOHCybTaluu Bpada. [lepexom ¢ apyroro mpemapara Ha
CyJIbTHaM WM KOMOWHHPOBAHHYIO TEPANHIO JOJDKEH OBITh MocTeneHHbIM. Cremyer coOmoaaTh
OCTOPOKHOCTh MPU YCTAHOBJIECHUU ONTUMAIBHOM J03bl MPU HATUYMHU MOYEYHOW WIIM MEUYEHOYHOU
HEJ0CTaTOYHOCTH.
4.3. IlpoTUBONOKA3aAHHS

e ['unepyyBCTBUTENBHOCTh K CYJbTHAMY, IPYTHUM Cylb(haHUIaMHAaM WK K JI0O0OMY M3

BCIIOMOTI'aTCJIBHBIX BCUICCTB, IEPCUNCIICHHBIX B IIYHKTC 61,
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e Tumeprupeos; (MOCNEAOBATENEHOCTE 0007)

e AprepuanbHasi TUIIEPTEH3US;

e Ocrpas nopdupus.
4.4. OcoOble yKa3aHUsI H MePbI IPET0CTOPOKHOCTHU NMPH MPUMeEHEHNH
C 0c000ii OCTOPOKHOCTHIO U MTPH TIATEILHOM MOHUTOPUHTE CJIelyeT Ha3HayaTh npenapat Tamorca
[pY HapYIICHUH (QYHKIMU TIOYEK, TIPU ICUXUYECKUX 3a00JICBAHUAX B aHAMHE3€, a TAKXKE JKEHIIIUHAM
JIETOPOIHOTO BO3paCTa.
[TarueHTsl, JMIA, OCYIIECTBISIONIME 33 HUMH YXOJ, U WIEHbl HUX CeMeH JOJIKHBI ObITh
MPOMHCTPYKTUPOBAHBI O HEMEICHHOW KOHCYJIBTAIIMH C JICUAIIUM BPadOM, €CIIH BO BPEMsI JICUCHHS
npenapatoM Tanornca BOSHHKAIOT JIMXOPAJKa, OONb B TOpiie, aJUIEPIrUYECKHe KOXKHBIC PEaKIHH C
OTeKOM JUM(ATUYECKUX Y3J0B W/WIM TPUINONOA00HBIe cuMITOMBL. IIporpeccupyromias
TPOMOOLIMTONICHHS WM JICUKOIMEHHUS, COMPOBOXKIAOIIUECS KIMHUYECKUMHU CUMIITOMAMH, TaKUMU
KaK JIMXOpaJaka Wi OOJb B TOpje, TPeOYIOT MpeKpalieHusi JiedeHUs. B ciydasx — TsoKembIx
QUICPrUYecKNX  peaknuid TNpUMEHEeHWe Impenapara Tamorca  HEOOXOIMMO HEMEIJICHHO
npekpatuth. JleyeHue Takke cienyeT MpeKpaTUTh, €CIU MPOUCXOIUT ATUTENILHOE IMOBBIIICHUE
ypoBHs KpeaTuHUHA. ClelyeT peryJspHO MPOBOAUTH KIMHUYECKUM aHAIN3 KPOBU, OMOXUMUYECKUI
aHaJIM3 KPOBH, ONpEIeNICHHE YPOBHS ()EPMEHTOB NEUYECHHU M aHAIIN3 MOYH.

Bunsanaue Ha na6opaToprle TCCThI

CynbTHaM MOXeT BIUATh Ha YPOBEHb COZIEp KaHus 0apOUTYypaToB B 1a00PAaTOPHBIX aHAIM3aX KPOBH.

CyunpaaibHOE HOBEICHUE W MBICIT

IIpoTHBO3NMIIENITUYECKHE TIPENaparhbl, BKJIIOYAs CyJbTHAM, IOBBIIIAIOT PUCK CYHULHJIAIBHBIX
MBICTIEHl UM TOBEIEHUS Yy MAllMEHTOB, MPUHUMAIOIINX 3TH MpenapaTsl MO JI0ObIM MOKa3aHUSIM.
[TatmenTsl, Modydvarouye ar000i MPOTUBOIMMIENTHUECKUI Mpemnapar Mo JHObIM IOKa3aHUsM,
JIOJDKHBI HAXOAMUTHCS TOJ HaONIOJCHMEM Ha TMpeIMeT TMOSBICHUS WM YTSHKEJICHHUS CTEIeHU
JENPEeCCuy, CYWLUUTAIbHBIX MBbICIEH WIM TOBENCHHS /WK JIOOBIX HEOOBIYHBIX H3MEHEHHH B
HACTPOEHUH WK noBeieHuU. O0beuHeHHBIN aHanu3 199 nnane6o-KOHTPOIUPYEMbIX KITMHHYECKUX
UCClIeIOBaHUM (MOHO- W JOMNOJIHUTENbHAas Tepanusi) 11 pa3iauuHbIX MPOTUBOMMUIECHTHUECKUX
[IpenapaToB IMOKa3ald, YTO Yy MAUEHTOB, pPaHAOMM3UPOBAHHBIX [UIA IIpUEMa OJHOTO W3
IPOTHBOAUIIENITUYECKUX IPENapaToB, PUCK CYUIUJATBHBIX MBICJICH WM TOBEACHHS ObLII IPUMEPHO
B JIBa pasa BbIllle (CKOPPEKTUPOBAHHBIM OTHOCUTENbHBIN puck 1,8, 95 % noBepurenbHbINH HHTEpBAT:
1,2, 2,7) mo cpaBHEHMIO C MallMEHTaMH, PaHJAOMHU3MPOBAHHBIMU B Tpynmy Iuianebo. B atux
UCCIIEOBAHMSIX, B KOTOPBIX CpEIHSS INPOJOJDKUTENBHOCTh JIEYEHHs COCTaBisia 12 Henens,
npeamoiaraéMas 4acToTa CyMUUIAIBHOTO IOBENEHHWS WM MbIciaeil cpeau 27863 malueHTOB,
MOJIy4aBUIMX ITPOTUBO3MUIIENITUYECKH ITpenapart, coctasiisil 0,43 % no cpaBHenuto ¢ 0,23 % cpenn

16029 manueHToB, MOJIyYaBIIKX TUIae00, YTO MPEACTABIIAECT COO0H yBeTHUECHUE MPUMEPHO HA ONH
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Cly4ail CynIMIaabHOTO MBIILUICHUS WK MOBEAGHMS Ha Kabkjinié=530 mpoiddbiiipix [ratiii€d10B. B

XOJIe WUCCIEeIOBaHUI OBLJIO 3apETUCTPUPOBAHO YETHIPE CaMOYOMIICTBA Yy MAIIMEHTOB, MOJYYaBIIMX
TEpaIHio JIeKapCTBEHHBIM MPENapaToM CyJIbTHaM, U HU OJTHOTO U3 MallMEeHTOB, OJIy4aBIIUX IU1aledo,
OJTHAKO 93TOr0 OBUIO HEJOCTAaTOYHO, YTOOBI CHENaTh KaKOH-IMOO BBIBOJ O BIHSHUU
MPOTUBOSMMWIICTITUYECKUX TMPENapaToB Ha CyulugaibHOoe TmoBeAeHUE. [lOBBIIEHHBIA pPHUCK
CyMUUJAIBHBIX MbICICH WIM TOBEACHUS NPU IpPUEME IPOTUBOSMMUICHTUYECKUX IPEenapaTroB
HaOmONajicsl  yKe€  4Yepe3  HeNeNo  Iociie  Hayajla  MEAMKAMEHTO3HOrO  JICYCHHS
IPOTUBORMIENTUYECKUMU [IpenapataMd U COXPAHSIMCh B TEYEHHME OLIEHMBAEMOIo IlepHoja
nedeHus. IlockonbKy OOJBUIIMHCTBO HMCCIIEOBAHMUN, BKJIIOYEHHBIX B aHAIU3, MPOAOJDKAINCH HE
Oonee 24 Henenb, PUCK CYHWLUJAIBHBIX MBICIEH He MOT OBITh OlLleHEH. B mpoaHanu3upoBaHHBIX
JAHHBIX PHUCK CYMIMJATbHBIX MBICJICH WJIM MOBEJACHHS B 1LI€JIOM ObUI OJUHAKOBBIM JJISI BCEX
npenaparoB. [loBblllleHHE pUCKA TPU NPUMEHEHHH MPOTHBOIMMICITUYECKUX IMpEnapaToB ¢
pa3IMYHBIMU MEXaHW3MaMH JEHCTBUSI U IO 1LEJIOMY PSAAy MOKa3aHWM MPEAIoyaraeT, 4To PHUCK
pacrpocTpaHsieTcsl Ha BCE MPOTHUBOAMMIICHITUYECKHE IMpenapaThl, MPUMEHSIEMbIE IO JI00MY
MOKa3aHUIO0, U HE 3aBUCUT OT Bo3pacTa. OTHOCHUTENBHBIA PUCK CYHULMUJAIBHBIX MBICIEH WU
MOBEJICHUS OBLI BBINIC B KIMHHUYECKUX HCCICAOBAHUSAX Y TAIMCHTOB C JIUJICTICHCH, YeM B
KJIIMHUYECKHUX UCCIIEI0BAHUSAX ICUXUATPUUECKUX WM IPYTUX COCTOSIHUM, HO a0COIOTHBIE pa3IuiMsl
pHUCKa ObUTH OIMHAKOBBIMU JIJISl STUIIETICHH U TICUXUATPUUECKHUX 3a00JIEBaHUM.

[Ipy Ha3HaueHHWH cCylnbTHaMa WIH JO00TO APYyroro MPOTUBOSMUIEHTHUECKOTO IMpernapara,
HEO0OXOJUMO YUUTBIBATh 3TOT PUCK. DMUJIEIICUS U MHOTHE JIpyrue 3a00jIeBaHusl, JI€UEHHUE KOTOPBIX
TpeOyeT Ha3HaYeHUs MPOTUBOAIIIICITUYECKUX IIPENapaToB, K KOTOPHIM OTHOCUTCS CYJIbTHAM, CAaMU
no cebe cBA3aHbl C 3a00JIEBa€MOCTbI0O M CMEPTHOCTBbIO, a TAKXKE IOBBIIIEHHBIM PHCKOM
CyMIUJAIBHBIX MBICIIEHN U NTOBeeHus. Eciii BO Bpems JieueHus: BOZHUKAIOT CyUIUAAIbHbIE MBICITU U
MOBe/IeHNE, HEOOXOTUMO OLIEHUTH B3aUMOCBSI3b 3TUX CUMIITOMOB Y KOHKPETHOTO MAIIUEHTA, T. K. 3TO
MOJKET OBITh CBSI3aHO C OCHOBHBIM 3a00JI€BaHUEM.

[TarueHTsl, JMIA, OCYIIECTBISIOUIME 33 HUMHM YXOJ, U WIEHbl HUX CeMeH JOJIKHBI ObITh
MPOUH(POPMHUPOBAHBI O TOM, YTO CYJIbTHAM MOBBIIIAET PUCK CYHIIMIAILHBIX MBICICH U MOBEACHUS, U
JOJKHBI OBITH MPOUH(DOPMHUPOBAHBI O HEOOXOAMMOCTH MPOSBIATH OJUTENHFHOCTh B OTHOIICHUU
MOSIBJICHUS WJIH YXYAIICHUS TPU3HAKOB U CUMIITOMOB JIEMTPECCHH, JTIOOBIX HEOOBIYHBIX U3MEHEHUHN
B HAaCTPOCHHWH WJIA TIOBEJCHWHW, WIH TOSBJICHHUS CYWIHUJATBHBIX MBICICH, MOBEICHUS, a TaKXKe
MBICIIEH O HaHeceHUHu cebe moBpexaeHui. O MoBeIeHUH, BI3BIBAIOIIEM OECIOKOICTBO, CleayeT
HEMEJJIEHHO CO00IIaTh JeyaliemMy Bpauy.

PekoMenayeTcsi KOHTPOJIUPOBATh aHAJIN3 KPOBHU, MOKA3aTeNu MEYeHH U (PYHKUHUU TOYEK IMepen
Ha4yaJIOM TEpANMM INpenapaTtoM Tajiorica, 3aTeM ¢ eXEHEAEeIbHbIMA NHTEPBaJaMU B MEPBBIA MECSLL

JICUCHU, 3aTCM C CHKCMCCAYHBIMU HHTCPBAJIaMU. Ilocne mectn MCCALICB JICUCHHUA BO3MOXXCH
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KOHTPOJIb JIBa-4ETHIPE pa3a B TOI. (NOCNEONCBATENBEHOCTL 0007)

BcnoMorarepHEIC BEIIECTBA

[TarueHTam ¢ peIKo BCTpevaroIencs: HacleACTBEHHON HEMepEeHOCUMOCTBIO ralakTo3bl, 1e(pUIUTOM
JaKTa3bl JIOMAapedl WM TIIOKO30-TATaKTO3HOW MayibabcopOIMeil He cleayeT MPUHUMATh STOT
npemnapar.

4.5. BzaumojeiicTBue ¢ APYrUMH JeKAPCTBEHHbIMH NpeNapaTaMM U Apyrue BUAbI
B3aHNMOJAEeHCTBUSA

OrtaHou

OTaHOJI MPOTHUBOINOKAa3aH BO BpeMs JiedeHMs. [IOCKONbKY cCyibTHaM SIBISIETCS IPOU3BOJIHBIM
cynb(oHaMH/Ia, OH TEOPETHYECKH MOXKET OKa3bIBaTh Takoi ke 3(PdexT, kak u AucyIbpupam.
[IposiBneHUsT BKIIOYAIOT CUCTEMHYIO PEaKLMIO, BBI3BAHHYIO pAaCIIMPEHUEM COCYIOB, C
MyJIbCUPYIOMIEH TOJOBHOM OOJIbIO, YTHETEHHEM JbIXaHHWS, TOIIHOTOW, PBOTOW, TaXWUKapIUEH,
TUIIOTEH3UEH, amOJauonued, CIyTaHHOCTBIO CO3HAHMS, UIOKOBBIMU PpEAaKLMSIMH, apPUTMHUSAMU,
noTepen co3HaHus u cyoporamu. CTeneHb U NpoAOHKUTEIBHOCTh 3TUX CUMITOMOB MOTYT CHJIBHO
BapbUPOBATh.

[TpumugoH

OpnHOBpeMEHHOE MPUMEHEHHE CYIbTHAMA U MPUMHUAO0HA MOXKET IPUBECTH K CEPHE3HBIM MOOOYHBIM
s dexTam, 0COOEHHO y eTeil, BKJItoYasi roJIOBOKPYKEHHE, HEYCTOMUHBYIO IOXOJKY, COHJIMBOCTh U
MICUXOTHUYECKUE PEAKIIUU.

DeHuTONH

[ToxazaHo, uTo Jo00aBieHHME CylbTHAMa K YK€ CYLIECTBYIOIIEH Tepanuu (EHUTOUHOM
COIIPOBOJKIAETCSl TOBBIIIEHUEM YpPOBHS (EHUTOMHA B CBHIBOPOTKE KpOBH. bbUIO BBICKa3aHO
OpPEANONI0KEeHHEe, YTO 3TO MOXET OBbITh CBSI3aHO JHOO C MHIMOMPOBAHHEM CYJIbTHAMOM
TUAPOKCHIINPOBaHUS (EHUTOMHA, IMOO C BBITECHEHHEM (EHUTOMHA U3 MecTa XpaHCHHs
cynpTuamMoM. Jlo3upoBka ()eHUTOMHA MOXKET ObITh YMEHBIIIEHA MpHU 100aBIE€HUU CyJbTHama. JTa
KOMOMHaIUs TpeOyeT O0COOEHHO CTPOroro KOHTPOJS M YacTOro KOHTPOJS YPOBHSI (DEHUTOMHA B
IU1a3Me KpOBH, OCOOCHHO B Cily4ae HapyleHUs (QyHKIMH MOYeK.

Denobapbural

CynbTHaM MOKET BbI3BaTh MOBBIIIEHNE YPOBHS (peHOOapOHTana B CBIBOPOTKE KPOBH.

Kapbamazenuu

HmeroTcst yka3zaHus Ha TO, UTO YPOBEHb CyJIbTHaMa B CBIBOPOTKE KPOBH MOKET CHM)KATHCS ITPU
OJTHOBPEMEHHOM IpHeMe KapOama3enuHa.

JIaMOTpHUKHH

B KOM6I/IHaHI/II/I C JIAaMOTPUIPKUHOM B OTACIIBHBIX CITy4dasaX TaKXKe Ha6.]'IIOI[a.]'IOCI) IMOBBIIICHUE YPOBHA

JAMOTPUJUKMHA B KpoBU. Ilo3TOMY cilenyeT daie KOHTPOJIUPOBATh YPOBEHBb JIAMOTPHUIKHHA,
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0COOEHHO B HAYAJIE JICYCHUS. (MOCNEOOBATENEHOCTE 0007

Nurudurops! kapOOaHTHIpA3EI

OpnHoBpeMeHHOE NMPUMEHEHHE CyJbTHaMa M JAPYTUX HMHTHOMTOPOB KapOoaHTuapasbl (Hampumep,
TOMHMpaMaTa, aleTa3ojiaMua) MOXKET YBEIUYUTh PHCK HEXeNaTeNbHBIX J(P(HEKTOB u3-32a
WHTHOMPOBAaHUS KapOOAHTHIPA3bI.

4.6. ®epTHIBLHOCTD, 0€PEeMEHHOCTH U JIAKTAIUSI

bepeMeHHOCTB

CynbTHaM MOKET BBI3BATh IOBBIMICHUE YACTOTHI MOPOKOB PA3BHUTHsSI IUIOJA WM HEOOPATHMBIX
MOBPEXICHUIM. PUCK BOBHUKHOBEHUS aHOMAJIUN Pa3BUTHSA Y HOBOPOKIACHHOTO PEOCHKA Y MAaTEPH C
SMWIIeNcued B TPU pa3a BBIIIE, YeM B OOBIYHOW momynsuuu. YacTh 3TOr0 pHCKa CBS3aHa C
MPUHUMAEMBIMH POTUBOCYIOPOKHBIMU MIPETapaTaMH.

Marepu, npuHHMAaromme 0oJiee OJHOTO MPOTHUBOCYIOPOKHOTO Ipernapara, MOTYT UMETh Ooliee
BBICOKHI DPHCK POXICHHS pEeOCHKAa C TOPOKOM pa3BUTHS, YeM MaTepd, NMPUHUMAIOIINE OJUH
npenapar. CyliecTByeT HEJOCTaTOYHO aHHBIX, MO3BOJIAIONIIMX YTBEPXkKAATh, YTO IKEHIIHHBI,
MPUHUMAIOIINE CYJIbTHAM, UMEIOT OOJIBIINI PUCK POXKIICHUS peOCHKA C aHOMAJUEH, YeM KEHIIHUHBI,
IPUHUMAFOIIINC pyTHE MIPOTUBOCYOPOKHBIC MpermapaThl. OnacHOCTh pa3BHUTHSA
HEKOHTPOJIMPYEMBIX CYJIOpOT IS MaTepH W IUIOJA CYIIECTBEHHO IPEBBINIACT PUCK POXKICHUS
pebeHka ¢ aHoManusMu pa3BuTus. [lpu mpumeHeHun Bo Bpemsi OEpEeMEHHOCTH /1032 CylbTHaMa
JOJIKHA OBITH 3HAYUTENFHO CHIKEeHa, 0cobeHHo Mexay 20 u 40 THAMU TecTallMOHHOTO Mepro/Ia.
He pexomenayercs TmpUMEHEHHE Tperapara OEpeMEHHBIMU OJKEHIIMHAMHA W KCHIMUHAMHU
JETOPOJTHOTO BO3PACTa, HE UCIOIB3YIOIUMH 3(PPEKTUBHBIN METO]T KOHTPALICIIIUH.

Jlakranus

HeusBecTtHO, BbIIENSETCS JU CylbTHAaM C TPYIHBIM MOJIOKOM, MO3TOMY MpU HEOOXOAMMOCTH
Ha3HAYCHHs MMpenapara B NepUo/ JaKTaIlMH, TPYAHOE BCKAPMIIMBAHUE CIIEIyeT MIPEKPATUTb.

DdepTUIbHOCTD

OTCYTCTBYIOT JaHHBIE O BIUSHUU HA PEPTHILHOCTb.

4.7. BiusiHue HA cOCOOHOCTH YNPABJSATH TPAHCIOPTHBIMH CPEACTBAMM M padoTaTh C
MeXaHU3MaMH

BrICTpoTa MCHUXOMOTOPHBIX peaklMi Mocjie ImpueMa cyilbTHaMa MOXET cHuxkarbes. [losTomy B
Nepuoj, JeUeHUs TMalueHTaM HeoOXoIuMo u30eratb BOXKJEHHUS aBTOTPAaHCIOpTa W APYroi
NeSITeIbHOCTH, TpeOyIoled BBICOKOW KOHIIEHTPAllMd BHUMAHHUS U CKOPOCTH IICHXOMOTOPHBIX
peakuuii. JletaM He peKOMEHIyeTcs €3/1a Ha BEJOCHIIEe, caMOKaTe, 0COOEHHO BOJIM3U JOPOTH, U
UTpbI, TpeOyIOIMe BEICOKON KOHIIEHTPAIlM BHUMAHUS Ha OXKUBJICHHOW YJIMILIE.

4.8. HexxesaTesibHbIE peaKu
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PesroMe HekenaTenbpHbIX PEAKIIAN (MOCNEOOBATENEHOCTE 0007

Huxeonucanuple HexenaTeabHble peakluu KiIacCU(UUIMPOBAHBI MO OpraHaM M CHCTEMaM U IO
4acToTe CJIEAYIOMUM 00pa3oM: oueHb yacto (= 1/10), wacto (> 1/100, Ho < 1/10), Hewacto (= 1/
1000, no < 17100), peaxo (> 1/10000, Ho < 1/1000), ouens peako (< 1/10000), vacrora HEU3BECTHA
(Ha OCHOBaHWHU UMEIOIINXCS JAHHBIX OIICHUTHh HEBO3MOXKHO).

Hapywenus co cmoponsi kposu u iumghamuueckotl cucmemsl: HEUACTO — JICHKOTICHUSI.

Hapywenus memabonuzma u numanus. O4€Hb 4YaCTO — AaHOPEKCHUS; YACTO — CHUKEHHE MACChI Tea.
Icuxuueckue HapywieHus. HEYACTO — TaJUIIOUMHAIMK, TPEBOra, OTCYTCTBHE MOTHBALIUH,
MICUXHYECKUE U3MCHEHUSI, ISTIPECCHs, aHOMAJIMH ITOBEICHIS, CYUITHIaTbHBIC MBICTH H TIOBEJICHHE.
Hapywenus co cmopoHuvl HepsHOUL cucmeMbl. 9acTO — aTaKCHUsl, MAPECTe3UH B KOHEYHOCTSAX U JIHIIE
(HOCST 10303aBHCHUMBIIl XapakTep), TOJIOBOKPYKEHHE, HEYacTO — TOJIOBHAs OO0Jb, MbIIICYHAs
c1aboCTh, TMOBBIIMICHHAS CYAOPOXKHAsh aKTHUBHOCTh, CIIOHOTEUEHHE, OECCOHHHWIA;, YacToTa
HEU3BECTHA — ITOJIMHECBPUT.

Hapywenus co cmoponvl opeana 3penus: 4acTo — IBOCHHE B IIla3ax.

Hapywenus co cmoponbl cepoya: 4acto — CTEHOKapAUs, TaXUKapIusl.

Hapywenus co cmoponsl OvixamenvbHou cucmemsl, 0peanos epyOHOU KIemKU U CPe0OCmeHUs:
OYEHB YaCTO — yUYaIICHHOE JIbIXaHNe, OJIBIIITKA; YaCTO — UKOTA.

Kenyoouno-kuuieunvie HapyuieHus : 0O4eHb YaCTO — 3KajJ00bl CO CTOPOHBI KelyaKa (IPUMEPHO Y
10% marnueHToB), HeYacTo — 00JIb B )KUBOTE, TOLTHOTA.

Hapywenus co cmopoHbl neuyeHu u HCeryesbleoOsAWUX nymel: YacToTa HEW3BECTHA —
remaTOTOKCUYECKHE PEAKITH, TOBBIIIICHIE aKTUBHOCTH ITEYCHOYHBIX ()EPMECHTOB.

Hapywenus co cmopoHbl kKodicu u noOKodCHbIX mKaHeti: HedacTo — cuHapoM CtuBeHca — JI)KOHCOHa;
4acTOTa HEU3BECTHA — ChIMlb, CHHApoM Jlaitenna.

Hapywenusa co cmopomnvl mvluieunotl, ckeremHou u coeOuHumenbHou mKkauu. Hevyacto — OoJib B
CyCTaBax.

Hapywenus co cmopoHbl nouex u mouesvigo0sauux nymeti: 4acTOTa HEU3BECTHA — OCTpast IOYCUHAS
HEJIOCTaTOYHOCTb.

bein  3aperucTpupoBaH OAMH Ccilydyail TPUMEHEHHUs CylbTHaMa, KOTOPBIA TpHBENT K
MIPOTPECCUPYIONIEH CITa00CTH KOHEYHOCTEH, THIepCAIMBAIMK, HEBHATHON pedYH, HapacTaromei
COHJIMBOCTH BILIOTH J1O0 KOMBI. CHMIITOMBI YMEHBIIMIUCH B TCUECHHUE HECKOJIBKHUX YacOB ITOCIE
MpeKpalieHus mpruemMa mnpemnapara.

CynbTHaM SIBIISIETCS HHTUOUTOPOM KapOOaHTHIPa3bl, MO3TOMY MPH MPUMEHEHHUH CyJIbTHaMa HEllb3s
UCKJIIOYaTh HEXKelaTeJIbHble peakiuu, 00yCIOBIEHHbIE MHTUOMPOBAaHHEM KapOOaHTUIpPa3bl, TaKUe
Kak o0pa3oBaHHE KaMHEH B MOYKax, METaOOIMYECKUN alui03, TeMOIIIONNS, H3MEHEHNE YPOBHS

AIIEKTPOJIUTOB B CHIBOPOTKE KpoBH. MHOTIA cOOOIIAIOCh O HAPYIICHUSX METa0OIU3Ma KalbIUs U
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BuTamMuHa D B CBSI3M C AMTENBHOM MPOTHBOCY NdporxkHOM| téparmeit] JEATENEHOCTE 0007)

COO6H.I€HI/IC 0 ITOA03PEBACMBIX HEKECIATCIIbHBIX PCAKIIMAX

Baxxno cooOmath 0 1mojo3peBaeMbIX HEXeTaTeNbHBIX PEaKIUsAX MOCe pEerucTpaluy npenapara ¢
EeNTbI0 00eCTIeUeHNs] HEMPEPHIBHOTO MOHUTOPHHTA COOTHOIICHUS «TI0JIh3a — PUCK» JICKAPCTBEHHOTO
npenapara. MeTUIIMHCKUM pabOTHHKaM PEKOMEHIYETCs coOoO0maTh O JIIOOBIX IMOI03PEBAEMBIX
HE)KeaTeJIbHbIX PeaKlusX JIEKapCTBEHHOro Mperapara yepe3 HallMOHaJIbHbIE CUCTEMbI COOOIICHUS
0 HeXeJIaTeIbHBIX PeaKlUsiX rocyJapcTB — WieHOB EBpa3uiickoro 3kOHOMH4ECKOIro COr03a.
Poccuiickas @edepayus

®DenepanbHas ciry:x0a 1o Haa30py B cdepe 3ApaBOOXpaHCHHUS

Anpec: 109012, r. MockBa, CnaBstHCKast 1iomiaab, a. 4, ctp. 1

Tenedon: +7 800 550-99-03

OnekxrpoHHas mouta: pharm@roszdravnadzor.gov.ru

Caiit B mH)OpPMALIMOHHO-KOMMYHHKAIIMOHHOM ceTH «HTepHeT»: WWW.roszdravnadzor.gov.ru
Pecnybnuxa Apmenus

I'HKO «lenTp sKcrepTU3bl JEKAPCTB U MEAUIIMHCKIX TEXHOIOTHID»

Anpec: 0051, r. EpeBan, ip. Komuraca, 1. 49/5

Tenedon: +374 10 20-05-05; +374 96 22-05-05

OnexTpoHHas noyra: info@ampra.am, vigilance@pharm.am

Caiit B mH()OPMAIMOHHO-KOMMYHHKAIIMOHHOM ceTH «HTepHeT . WWW.pharm.am

Pecnybnuxa benapyco

Pecniy6nukanckoe ynutapHoe npeanpustie «LleHTp skcrepTu3 u UCTIBITAaHUN B 3/IpaBOOXPAaHEHUN
Anpec: 220037, r. Munck, niep. ToBapumeckuid, 1. 2a

Tenedon: +375 17 242-00-29

OnexTpoHHas noyra: repl@rceth.by

Caiit B mHQOpPMAIMOHHO-KOMMYHHUKAIIMOHHOHN ceTH « HTepHe™: WWW.rceth.by

Pecnyonuxa Kazaxcman

PI'TI na IIXB «HaunonanbHeii LIeHTp SKCIEPTU3BI IEKAPCTBEHHBIX CPEACTB U MEAUIIMHCKUX
uznenuity Komurera MeIUIIMHCKOTO U (hapMalleBTUUECKOTO KOHTPoIis MUHHCTEPCTBA
3npaBooxpanenus Pecny6nuku Kazaxcran

Anpec: 010000, r. Actana, paiion baitkonsip, yi. A. manosa, 1. 13

Tenedon: +7 7172 235-135

OnextponHas noyra: pdlc@dari.kz

Caiit B nH(MOpMAIIMOHHO-KOMMYHHKAIIMOHHOM ceTr « HTepHeT: Www.ndda.kz

Keoipevizckas Pecnyoauka

JlemapraMeHT JICKapCTBEHHBIX CPEACTB W MEIMLMHCKUX U3aenud Inpu  MuHucTEepcTBe
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3npaBooxpaHeHus: KeIprel3ckoid pecmyOanKu (NOCNEONCBATENBEHOCTL 0007)

Anpec: 720044, r. bumkek, yiu. 3-a Jlunus, a. 25

Tenedon: 0800 800-26-26; +996 312 21-92-86

Onekrponnas moura: pharm@dlsmi.kg

Caiit B nH()OpMaLIMOHHO-KOMMYHHKaMOHHOH ceTr «HTepHeT: www.dlsmi.kg

4.9. Ilepeno3upoBka

CumMnOTOMBI

PBoTa, runoren3usi, rojgoBHas 00Jb, TOJOBOKPY)KEHUE, aTAKCHsI, META0OIMUECKUI alua03 C
THIIEPITHO? U KaTaTOHHSL.

Jleuenue

Crienuduueckoro aHTUIOTA HE CYIIECTBYET. JIGYeHHE COCTOMT M3 OOLIMX MOAJIEPKUBAIOIINX MeEp,
CHUMIITOMAaTUYECKOH Tepanuu, BKI0Yas BHyTPUBEHHOE BBEICHUE KUAKOCTH. [ mpeoTBpameHust
MOBPEXJICHUA TMOYEK PEKOMEHIYETCS TOANIEIaYMBAHNE MOYH, (POPCHPOBAHHBIA IHYPE3 MOKET

CII0COOCTBOBATH BBIBCJICHUIO CyJIbTHAMa. Het nanHbIx 00 Sq)(beKTI/IBHOCTI/I Juaan3a.

5. PAPMAKOJIOTHYECKHAE CBOMCTBA

5.1. ®apmakoaMHAMHYeCKHUE CBOIiCTBA

®apMakoTepaneBTUYECKas rpynna: MIPOTUBOAUIIEITHYECKHE CpE/CTBa; apyrue
IIPOTUBORIMUIIENTHYECKHUE CPEJICTBA.

Kox ATX: NO3AX03

Mexanusm nencTBus

[Mpenapat Tamornca OTHOCHTCS K TpyIIle aHTHKOHBYJIBCAHTOB BTOPOTO mMokoJeHHus. CTpyKTypa
CyJbTHaMa OTJINYAETCS OT JPYTUX NPOTUBOCYJOPOKHBIX CPEACTB. DTO MPOU3BOJHOE LIUKINYECKOTO
cyabpoHamuia 6€3 aHTUMUKPOOHON aKTUBHOCTH. MeXaHMU3M JeMCTBUSI OKOHYATEIbHO HE BBISCHEH.
Cunraercs, 4yTo CyJnbTHaM MHTHOUpyeT kapOoaHruapasy (u3osu3um II), koropas oTBewaer 3a
perynupoBanue coctaBa pH KpoBH. YTHETaeT MOTOPHBIE IIEHTPHI KOPHI TOJIOBHOT'O MO3Ta, MTOBBIIIAET
CYIOPOXHBIH Topor. JIerko MpoHWKaeT depe3 TUCTOTeMaTHYecKhe Oapbephl, MPOHUKAET dYepe3
IUTAllEHTapHBINH Oapbep U B IpyaHoe MoJoko. CHIIKaeT 4acToTy (OKaJbHBIX MPUCTYIOB C U 0e3
BTOPUYHOM TEHEepalM3allid, MOJABISAET SHWICNTHPOPMHYIO AaKTHBHOCTb, XapaKTEPHYIO s
abcaHcoB. DPPEKTUBEH TAKKE MPU MUOKJIOHUYECKUX IPUCTYIaX.

5.2. ®apmakoKHHETHYECKHE CBOHCTBA

Abcopbrus

[Tocne mpuema BHYTpb HpenapaT OBICTPO M THOYTH TMOJHOCTBIO BCACHIBACTCSA M3 IKETYJOYHO-
KHIIEYHOI'0 TPAKTa, [NIABHBIM 00pa30M B BEPXHUX OTJIEJIaX TOHKOI'O KUIIEYHHKA.

Pacnopenenenue

Bpewmst noctrxeHns MakCUMalIbHOM KOHILIEHTpauu oT 2 10 8 yacos. [lepuon nosnyBbIBeACHUS OT 2

9
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10 9 gacoB. TepaneBTrueckas KoHieHTpanus co¢raniset B0+ 00 MkiAdal € BhdniBactes ¢l Ocnkamu

J1a3Mbl KpOBH TpuMepHO Ha 60 %. bHog0CTyTHOCTh MOTHOCTBIO HE HCClieoBaHa. TeopeTnueckas
OMOIOCTYTHOCTH cocTaBisieT He MeHee 90 %.

D IUMHHALMS

BriBoputcst mpeumytiectBeHHO ¢ Mo4oit (80-90 %), 10-20 % BeiBoamTCS ¢ Kenmdbio. B Teuenue

24 yacoB 32 % BBeIEHHOIO BEIIECTBA BLIBOIUIOCH IOYKAMH B HEU3MEHEHHOM BHU/IE.

6. PAPMAIIEBTUUECKHE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTeIbHBIX BELECTB
JlakT03BI MOHOTHIPAT

Kykypy3Hblii kpaxmai

[unpono3a (ruAPOKCUTIPOIMIIEILIFII034)
Kpemuns quokcu1 KOJTOUAHbINA

Maruus creapat

[Tnenoynas 06004YKa

['mnpomeriosa (rupOKCUIPONHIMETHIILIEILTION03a)

Makporoi

Turana quokcun (E171)

Tanbk

6.2. HecoBMeCcTHMOCTb

He nmpumenumo.

6.3. Cpok roqnocTH (CpoK XpaHeHHs )

3 roza.

6.4. Oco0ble Mepbl IPeI0CTOPOKHOCTH IIPU XPAHEHUHU

XpaHuTh IpH Temreparype He Boiiie 25 °C.

6.5. XapakTep u conep:kaHue NePBUYHON YIIAKOBKH

[To 50 wim 200 tabieTok B 0aHKY W3 MMOJMATHIICHA BRICOKOH IJIOTHOCTH, YKYIOPEHHYIO BHHTOBOM
KPBIIIKOW M3 MOJMITHICHA BBICOKOH TUIOTHOCTH C KOHTPOJIEM TEPBOTO BCKPBHITUS M (YHKIHEH
3aILUTHI OT JIETEN.

Ha OaHKy HakJIeHMBAIOT OJTUKETKY M3 OyMard OJTUKETOYHOW WM THUCUEH, WM OJTUKETKY
CaMOKJICSITITYFOCS.

[To 1 GaHke BMeCTE € JIMCTKOM-BKJIQIBIIIIEM IIOMELIAIOT B MAYKy KapTOHHYIO.

6.6. Oco0ble Mepbl MPeIOCTOPOKHOCTH MPH YHUUTOKEHHH MCI0JIb30BAHHOTO
JIEKApPCTBEHHOI'0 MpenapaTa Wil 0TX0/10B, MOJIYYeHHBIX I0cjie IPUMeHEeHHs JIeKapCTBEHHOI 0
npenapara, ¥ Apyrue MaHHIYJISIHHH ¢ MPenapaTom

Oco0ble TpeOoBaHUs OTCYTCTBYIOT.
10
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7. AEP’)KATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHMSE A TENEHOCTE 0007)

Poccuiickas @enepanus

00O «Pundapm»

119435, r. Mocksa, bosnbimoit CaBBuHCKwHiA iep., 11, moawe3n 2, stax 4, mowm. |1, komu. Ne25.
Ten./akc: +7 (495) 933 0385

DnexTponnas noura: office@rinpharm.com

7.1. IlpeacTaBUTEb JEPKATENsI PErHCTPANIMOHHOTO YI0CTOBepeHUsi Ha TeppuTopun Coro3a

IIperen3un HOTDCGHTCHCﬁ HampasJIATH I10 aAPECY.

Poccniickas @enepanys
119435, r. Mockga, bonbioi CaBBuHCKUI 1iep., 11, moabesn 2, atax 4, mom. |1, komH.Ne25.
Ten./dakc: +7 (495) 933 0385

DnekTponHas noyra: drugsafety@rinpharm.com

Pecniybnuka Apmenust

AHO "HauuonanbHblii Hay4HBIH LEHTp GapmakoHaazopa'

Anpec: 105005, Poccus, . Mocksa, yin. baymanckasi, 1.6, ctp. 2, atax 9, oduc 923
Ten.: +7 499 504-15-19,

+7 903 799-21-86

OnekTponHas noyvra: adversereaction@drugsafety.ru

Pecny6nmka benapychb

AHO "HauuonanbHbli HAy4HbIH HIEHTp ¢apMakoHaa3zopa”

Anpec: 105005, Poccust, r. MockBa, yi. baymanckas, 1.6, ctp. 2, atax 9, opuc 923
Ten.: +7 499 504-15-19,

+7 903 799-21-86

OnekrponHas moura: adversereaction@drugsafety.ru

Pecniy6nmka Kazaxcran

TOO "LEKARSTVENNAYA BEZOPASNOST (JlekapcTBenHas 6e30macHOCTh)"

Anpec: 050047, Kazaxcran, ropog Anmarsl, Anatayckuil paiiod, Mukpopaiion Casiiel, 1.16, kB.8
Ten.: +7 777 064 27 02

+7 499 504-15-19

DnexTponHas moyra: adversereaction@drugsafety.ru

Keipreizckas Pecniy6iinka

AHO "HaumoHansHbIH Hay4HBINH HEHTP GapMakoHaazopa"

Anpec: 105005, Poccust, r. MockBa, yi. baymanckas, 1.6, ctp. 2, atax 9, opuc 923
Temn.: +996 99 901-50-45,

+7 499 504-15-19
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DnektponHnas moyra: adversereaction@drugsafety.fu (MOCNEOOBATENEHOCTE 0007

8. HOMEP PETUCTPALIMOHHOI'O YIOCTOBEPEHUSI
JITI-Ne(002939)-(PT-RU)

9. TIATA IEPBUYHOM PETUCTPAIIMHA (TOATBEPKJIEHUS PETUCTPAIINH,
MNEPEPETUCTPALINN)
Hara nepsoii peructpammu: 04.08.2023

10. JATA IEPECMOTPA TEKCTA

OOmast xapakTepUCTHKa JIGKAPCTBEHHOTo Tpemnapara Tajorica, AoCTynmHa Ha WH(POPMALMOHHOM
noprane EBpa3suiickoro S5KOHOMHYECKOTo COr03a B MH(POPMAIOHHO-KOMMYHHKALMOHHOH ceTn

«Hurepuer» https://eec.eaeunion.org/.
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