COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 20.06.2023 N2 11517

OBIIAS XAPAKTEPUCTUKA JIEKAPCTBEHHOGFO TIPERAPATA 1001

1. HAMMEHOBAHHUE JIEKAPCTBEHHOI'O IPEITAPATA

Wupanamun Penean 1,5 mr, TaOneTku ¢ NPOJOHTHPOBAHHBIM BBICBOOOKIECHUEM, MOKPHITHIC
MJICHOYHON 000JIOUKOH.

2.  KAYECTBEHHBIA U KOJTUYECTBEHHBIA COCTAB

JelcTByrolee BEMIECTBO: HHAATIAMHU/I.

Kaxxnas tabnerka comepxut 1,5 Mr namanamma.

BcnomorarenbHble BeliecTBa, HaJIUMUWe KOTOPBIX HAJ0 YYUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npernapara: JaKTo3bl MOHOTHIpAT (cM. pa3zaensl 4.3., 4.4.).

[TonHbIi TepedeHb BCIIOMOTaTENbHBIX BEIIECTB MPHBEIEH B pa3zaene 6.1.

3. JIEKAPCTBEHHAS ®OPMA

TabneTKu ¢ MPOJIOHTUPOBAHHBIM BBICBOOOXKACHUEM, TTOKPHITHIE TUIEHOYHOI 000JI0YKOM.
Kpyribeie nBOSKOBBITYKIIbIE TaOJIETKH, MOKPHITHIE MJICHOYHOW OOOJOYKON OENIoro WM MOYTH
6emnoro nBera. Ha momnepeuHoM paspese spo 0e10ro wi mouty 0einoro msera.

4. KIIMHUYECKHUE JAHHBIE

4.1. Tloxka3aHusl K NPUMEHEHUIO

ApTepuanbHasi TUTIEPTEH3US Y B3POCIBIX.

4.2. PexuM 103UPOBAHMS ¥ CMIOCOO MPUMEHEHU S

PexxuM 103upOBaHus

[Tpumensiercs BHYTpb 10 1 TableTKe B CYTKH, XKeJIaTeIbHO YTPOM.
IIpn nedeHMM MANKMEHTOB C apTEpUAIbHOM THIEPTEH3WEH YBEIWYEHHUE J03bl IIpernapara He
INPUBOAUT K YBEJIMYECHHUIO AHTUTMIIEPTEH3UBHOIO JEHCTBHs, HO YCWIMBAECT JIHYPETUUECKUUI

s dexT.

Oco0bIe I'pynnbl DaMCHTOB

THayuenmet ¢ napywenuem @ynkyuu nouex (cm. pazoenst 4.3., 4.4.)

[IpyMeHeHre MPOTUBOIIOKA3aHO MAMEHTaM C TSHKEJIOM MOYeYHON HeA0CTaTOYHOCThIO (KIUPEHC
kpeatuanHa (KK) menee 30 mi/Mun).

TuasuaHple U THA3UA0NOJ00HbBIE JUYPETUKH B MONTHON Mepe 3G (HEeKTUBHBI TOJIBKO Yy MallieHTOB
C HOPMAJIbHOHN (PYHKIIMEH MTOYeK WM ¢ MUHUMAIBHBIMU €€ HapYIIICHUSIMH.

Iayuenmul ¢ Hapywenuem gynxkyuu nevenu (cm. pasoenvt 4.3., 4.4.)

[IpuMeHeHne TPOTUBOMOKA3aHO MAIUEHTaM C TSHKEJIOW MeYeHOYHOU HEeO0CTaTOYHOCTHIO.
Tayuenmowr noxcunoeo eospacma (cm. pazoen 4.4.)

VY NOXUJIBIX MAlMEHTOB CIIEyeT KOHTPOJIMPOBATh COAEpkKaHHE KpeaTHHUHA B IJIa3Me KPOBU C

Y4ETOM BO3pacTa, Macchl Teya u noja. JlekapcrBenHbid npenapat Muganamua PeneBan MoxHO
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Ha3HayaTh TOXWIBIM TAallMeHTaM C HOPMaJbHOM '%EEIA% Einbacie i 5r0akdd ¢

MUHUMAJIBHBIMU €€ HapyIICHUSIMHU.
eTH

bezonacHocTh 1 3G dEeKTUBHOCTh MPUMEHEHHs MHAANaMuja y aereil B Bozpacte 10 18 ner He

yCTaHOBJIEHBI. J|aHHbIE OTCYTCTBYIOT.

Cnooco0 nnpuMeHeHus

TabneTKy cieayeT mporiaaTeiBaTh IEIUKOM, HE pa3KeBbIBas, 3alIMBasi BOJIOM.

4.3. TIporuBomoka3zaHus

e [ UIep4yBCTBUTEIBHOCTh K MHAAMMAMUY, WIH K APYTUM TIPOU3BOJHBIM CyJb(hOHAMUIA, UITH K
T1000MYy M3 BCIOMOTaTeIbHBIX BEIIECTB, IEPEYNCICHHBIX B pazzaene 6.1.;

e TspKenas noueyHas HepoctatouHocTh (KK menee 30 mur/mun);

® TSDKEIbIC HApYIICHHs (QYHKIIMK TIEYCHH WM ITeYCHOYHAs SHIIe(anonaTus;

® THUIIOKATHCMUS,

e OEpEeMEHHOCTh, TIEPUOJI TPYIHOTO BCKAPMIIMBAHHS,

e Bo3pact 10 18 et (HegoCcTaTOYHO JaHHBIX 10 6e30macHOCTH U 3()PEKTUBHOCTH);

® HEMEepEeHOCHMMOCTh  JIAKTO3bl, JAe(DUIUT JaKTa3pl, CHUHAPOM TJIIOKO3HO-TAJIaKTO3HOU
MaJIbabCoOpOITIH.

4.4. Ocodble yKka3aHHS U MePbI MPETOCTOPOKHOCTH MPH MPUMEHEHUH

C 0CTOPOKHOCTBIO

Hapymenust QyHKIIMM M€YeHU U MOYEK JIETKOW MIIM YMEPEHHOM CTENeHU TSHKECTH, HapylIeHUs
BOJIHO-JIEKTPOJIMTHOrO  OanaHca, NpUMEHEHHEe Yy  MAIMEeHTOB C  YBEJIWYECHHBIM
unrepBaniom QT Ha snekTpokapauorpamme (DKI'), mpuMeHeHHe y MCTOLICHHBIX MAlMEHTOB, Y
MNanucHTOB, MOJYYarOUX OAHOBPCMCHHYIO TEpaIlrMilO C MOpclaparamMu, KOTOPBIEC MOIYT
yBenuuuBath MHTepBal QT, HpuUMEHEHHEe C JIEKAPCTBEHHBIMU IIpernapaTaMi, CIIOCOOHBIMU
BBI3BIBAaTh MOJIMMOP(GHYIO KETyJOUKOBYIO TaXWUKapIUIO THUIA «ITUPYIT», MpernaparaMu JUTHS,
JICKApCTBCHHBIMU IIp€riapaTaMu, CIIOCOOHBIMH BBI3BIBATE THIIOKATHEMUIO HWIIU CCPACUYHBIMU
rMKo3uaaMu (cM. paszen 4.5.), nepudepudeckue OTEKH WIM acIUT, HIIeMUYecKas 00Je3Hb
cepAla, cepeyHas HeJOCTaTOYHOCTb, THIIEPIapaTupeos3, caxapHblii qualdeT, TUnepypukeMus H
nojarpa, aJuieprudeckas peakius Ha MeHUIMJUIMH B aHaMHe3e€.

Oco0ble yKka3aHus

Hapywenus ¢pynkyuu nevenu

[Tpu Ha3HAYEHMU THUA3HIHBIX U TUA3UAOMOJOOHBIX TUYPETHKOB y MAIMEHTOB C HApYIICHUSIMU
(GyHKLIMU MeYeHH, OCOOCHHO B Cllyyae HapyIIEHHUS BOAHO-JIEKTPOJIMTHOTrO OasiaHca, BO3MOXKHO
pa3BUTHE TEUYEHOUYHOH »SHIe(anonaTui, KOTOopas MOXET MPOrpeccUupoBaTh 0 IMEYEHOYHOU

KOMBI. B 3TOM city4ae npuem 1uypeTuKoB ClIelyeT HEMEJIEHHO MPEKPaTUTh.



COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 20.06.2023 N= 11517

TENEHOCTE 0001)

Peaxyuu ¢pomouyscmeumenvrocmu (MOCNEOOBA

Coolmanoch 0 ciIy4asx pa3BUTUS peakuuid (OTOUYBCTBUTEIBHOCTH Ha (OHE MpHeMa
THUA3UJAHBIX U THA3UJOMONOOHBIX JUYPETHUKOB (cM. pasznen 4.8.). B cimywae pa3BuTHs peakiuii
(OTOUYBCTBUTEIILHOCTH Ha (OHE IpHeMa JIEKapCTBEHHOI'O Ipernapara peKOMEHIYyeTcs
IOpeKpaTuTh JeudeHue. Eciim MOBTOpPHOE Ha3HAYeHHE OUYPETUKA IPU3HAHO HEOOXOIUMBIM,
PEKOMEH/IyeTCsl 3aIIMIIATh OTKPBIThIE YYAaCTKH OT COJIHEYHBIX JIy4ed WJIM HMCKYCCTBEHHBIX
yIAbTpauOIETOBBIX JIyuel Tuna A.

Boono-anexkmponumusiii 6ananc

COO@DD#CCIHM@ UOHO6 Hampus 68 niasme Kpoeu

Jlo Hayana nedeHuss HeOOXOIAUMO OIPENEIUTh KOHIIEHTPAIMI0 HOHOB HAaTpUs B IIa3ME KPOBHU.
Ha ¢one npuema npenapara ciieyeT perysipHO KOHTPOJIMPOBATh 3TOT MoKa3arenab. Heodxoaum
HOCTOSIHHBIA KOHTPOJIb KOHIIEHTPAllMM HOHOB HATpHUs, TaK Kak IE€PBOHAYAIbHOE CHIKEHHE
KOHIIGHTPALMU HATPHsl B IJIa3Me KPOBU MOXKET ObITh OecCUMNTOMHBIM. bosee yacThlii KOHTPOJIb
MIOKa3aH MalMeHTaM C [UPPO30M TICUCHH M JIMI[AaM TIOXKHJIIOro Bo3pacTa (cM. paszaedsi 4.8., 4.9.).
JIro60i1 nuypeTHUecKuii mpenapaT MOXET BBI3bIBATH THIIOHATPUEMHIO, MPHBOSIIYIO HHOTA K
KpaiHe TsKeNbIM IOCHIeACTBUAM. [ HIIOHAaTpueMusi B COYETAHUU C T'MIIOBOJIEMUEH MOTYT ObITh
OPUYMHON O0O0E3BOKMBAHMS M OPTOCTATHUECKOW TUMoTeH3uH. COMyTCTBYOLIEE CHUKEHHE
KOHIEHTpAallud HOHOB XJIopa B IUIa3M€ KpPOBU MOXET NPHUBOAUTH K BTOPUYHOMY
KOMIIEHCATOPHOMY METa00IMYECKOMY aJIKajlo3y: 4acTOTa Pa3BUTHUSI U CTENEHb BBIPAKEHHOCTU
3TOro 3(h(hexra He3HAUNTETHHBI.

CO@@DD;‘CCZHM@ UOHO6 KAaJluAd 6 niasme Kpoeu

[Tpu Tepanuu THA3UAHBIMHU U THA3UI0IOJ00OHBIMH TNYPETUKaMU OCHOBHOM PUCK 3aKJII0YaeTcs B
CHI)KEHMH KOHIIGHTpallMM Kajius B IJa3Me KpPOBM M pa3BUTUM rumnokanueMmuu. Heobxoaumo
IpeoTBpalIaTh pa3BUTHE THIIOKaNUeMuH (< 3,4 MMOJIb/J) y MAalMEHTOB IPYIMIbI MOBBIIIEHHOTO
pHCKa: NalMEeHTOB TOXMJIOTO BO3pAcTa, HCTOLIEHHBIX W/WIM TOJYYalOUIMX COYETaHHYIO
MEAMKAMEHTO3HYIO TEepaIlvio, NallMeHTOB C LIUPPO30M IE€UYEHH, NMEepUPEpUIECKUMU OTEKaMU U
aCIIUTOM, MAllMeHTOB C MIIEMUYECKON OOJIE3HbIO ceplilia, CepAeYHOW HEeI0CTAaTOYHOCTHIO.
['mnokanuemus y Takux MalMEHTOB YCUIMBAET KapAMOTOKCHYHOCTb CEPACUHBIX INIMKO3HMIOB U
MOBBILIAET PUCK PA3BUTHUS apUTMUM.

[Tarmentsl ¢ yanuHenueMm wuHTepBaia QT, Kak BpOXKIEHHBIM, TaK W  BBI3BAaHHBIM
JIEKapCTBEHHBIMHU IIpernapaTaMH, OTHOCATCS K Trpynmne pucka. [unokaivemus, Kak H
OpaauKkapaus, SBISETCS COCTOSHHEM, CIIOCOOCTBYIOIIMM Da3BUTHUIO TSDKEJIONW apuUTMHMH, B
YaCTHOCTH, TMOJIUMOP(GHON >KEIyTOYKOBOW TaxMKapAMM TUMA <IIUPYIT», KOTOpas MOXKET

MIPUBECTHU K JIETAIIbHOMY HUCXOJY.
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Bo Bcex omucaHHBIX BBIIIE ClIydasX HEOOXOAUMO KOM&%&%%“J@EE%&E%"K%ﬁﬂ B

jiasMe KpoOBH, Ooitee 4aCTO, 4EM OOBIYHO. HepBoe N3MCPCHUC KOHLCHTPAlIMU MOHOB KaJIMA B
j1asMe KpoBU OOJIDKHO OBITH BBIIIOJIHCHO B NICPBYIO HCACIIIO OT Havalia JICUCHUA.
HpI/I IIOABJICHHUH T'HIIOKAJIMEMHH OOJI>KHO OBITH HA3HAYEHO COOTBETCTBYIOIICC JICYHCHHC.

Codepofcanue Kdlbyusa 6 niame Kpoesu

TuasunHble ¥ THA3UIOMONOOHBIC JUYPETUKH MOTYT YMEHBIIATh BBIBEJCHUE KAJIbIIHUS TOYKAMHU U
IIPUBOAUTH K HE3HAYUTEIILHOMY U BPEMEHHOMY IIOBBILICHUIO YPOBHS KAJIbLHS B IJIa3ME KPOBHU.
WcTuHHAs runepkaablMeMusi MOXET ObITh CIEICTBUEM paHee He JMarHOCTUPOBAHHOI'O
TUIIepIIapaTupeosa.

Crnemyer mpekpaTuTh MPHEM JWYPETHUYECKUX INpenapaToB Iepeln HccieloBaHHEeM (QYHKIUU
IIapaIUTOBUIHBIX JKEIIE3.

Cooeporcanue 2noko3wl 8 niasme Kpogu

BakHO KOHTPOIMPOBATH KOHLIEHTPALUIO IJIFOKO3bl B KPOBU Y MALMEHTOB C CaXapHbIM UAa0ETOM,
0COOEHHO IIPU HAIMYUU TUIIOKATHEMHUH.

Mouesas kucnoma

VY NanueHToB ¢ THIIEPYPUKEMHUEN MOXKET YBEIIMUMBATHCS PUCK PAa3BUTHS IIPUCTYIIOB IIOAATPHI.
Huypemuueckue npenapamul u pynKyus nouex

Tuasuansle ¥ THA3UA0N0100HbBIE AMYPETUKH 3((HEKTUBHBI B MTOJIHOM MEpe TOJIBKO y MAllMEHTOB
C HOPMaJIbHOM MJIM HE3HAYMTEJIbHO HapyIIEHHON (QyHKIMEN novek (coaep)kaHne KpeaTuHHHA B
IUIa3Me KPOBM Y B3POCIHBIX JHII HMKe 25 Mr/an wiu 220 MKMOJIB/T). Y MalUeHTOB MOXHUIIOTO
BO3pacTa ypOBEHb KPEaTUHUHA B IUIa3Me€ KPOBHU PACCUUTHIBAIOT C YYETOM BO3pPACTa, MACCHI TEJlA
U TI0JIA.

Cnenyer y4yuThIBaTh, YTO B Hauyaje JICYEHUs Y MAIMEHTOB MOKET HAOII0JaThCsl CHMIKEHUE
CKOpOCTH KJIyOOUKOBOW (PUIBTpAlMM, OOYCIOBIEHHOE THUIIOBOJIEMHEH, KOTOpas, B CBOIO
ouepeib, BbI3BaHa MOTepel BOJIbI U MOHOB HAaTpuUs Ha (hoHe mpreMa AUYypeTHUECKUX MPernapaTos.
Kak cneactBue, B IIa3Me KpOBH MOJKET YBEIMYMBATHCS KOHLEHTpAUUs MOYEBHHBI U
KpeaTHHHA. Takass TpaH3UTOpHas (YHKIMOHAJIbHAS IOYEYHAs HEJOCTaTOYHOCTh HE HMEET
KJIMHUYECKOTO 3HAuUeHHs Yy MalUeHTOB C HOPMaJbHOM (yHKIMEW MOoYeK, OHAKO MOXKET
yCyryOJsTh YK€ UMEBIIYIOCS JI0 Hayaa JIeYeHUs TOYSUHYIO0 HEJI0CTaTOYHOCTb.

Cnopmcmenvl

CnoprcMeHaMm criefiyeT oOpaTuTh BHUMaHUe, YTO JEHCTBYIOIIEE BEIIECTBO, BXO/ASIEE B COCTaB
JIEKapCTBEHHOTo mpenapara Munanamua PeneBan, MOKeT JaBaTh MOJOXKHUTENBHBIN pe3ysbTar

IIpu MPOBCACHNUUN NOIIUHI-KOHTPOJIA.
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Xopuouoanvholii einom/ocmpas Muonus/ocmpas 3akpbi}g5}gb]lgﬁ;i; %ia}ggvlfd-l OCThb 0001)

CynbhoHaMuapl M HMX TPOU3BOJHBIE MOTYT BBI3BIBATh HIAMOCHHKPA3UYECKYIO DPEAKIIHIO,
NPUBOALIYIO K Pa3BUTHIO XOPUOHIAIBHOTO BBIIIOTA C Ae(PEKTOM OIS 3pEHHS, OCTPO MHOIHH
U OCTPOMY IMPUCTYIy BTOPUYHOM 3aKpPBITOYIOJbHOM TIJayKoMbl. CHUMOTOMBI BKJIKOYAIOT:
BHE3AIHOE CHM)KEHUE OCTPOTHI 3pEHUs WIIH 00JIb B Ii1a3axX, KOTOPbIE MPOSBIISIOTCS, KaK MPaBUIIo,
B TEUYCHHE HECKOJIbKUX YacOB MJIHM HEJIENb OT Hadayla TepParuy THA3UIHBIM / THA3UI0TO0100HBIM
nuypeTukoM. Ilpu oTcyTecTBUM JIedeHHs OCTpasi 3aKPbITOYTOJIbHASI TJIAYKOMa MOYKET IIPUBECTH K
HeoOpaTuMol notepe 3peHud. llpu mosBIeHUH CUMOTOMOB HEOOXOAMMO Kak MOXHO ObICTpee
NOPEKPaTUTh MPUEM THA3UAHOTO / THA3UAOMOMO0HOr0 JAuWypeTHKa. Eciu  BHYTpHUITIa3HOE
JlaBJICHUE ocTaeTcst HEKOHTPOJIUPYEMBIM, MOXET  TOTpPeOOBaThCS  HEOTIIONKHOE
MEAMKAMEHTO3HOE JICUEHUE WM XUPYPrU4YecKoe BMelaTesbcTBO. DakTopoMm pucka pa3BUTHS
OCTPOM 3aKpBITOYIOJbHOM TJIAYKOMBI SBIISIETCS aJUIepruuecKas peakuus Ha IPOU3BOAHbBIC
cynb(hoHaMKIa WIK MEHULIWIMH B aHAaMHe3e.

BcnomMorarennHble BellecTBa

[TaumenTaM C peAaKoO BCTPEYAKOUIEHCS HACIEICTBEHHOM HENEPEHOCUMOCTBIO TalaKTO3bl,
neUIUTOM JaKTa3bl JONMaped WM TII0KO30-TATaKTO3HOW ManbaOcopOiueil He cleayer
npuHUMaTh npenapatr Maganamua Penesait.

4.5. B3auMmojeilicTBMe ¢ [PYIrMMH JIEKAPCTBEHHBIMH TMpenapaTaMd W Jpyrue BH/bI
B3auMoOAelHCcTBUSA

KOM6I/IHaHI/II/I, HEC PCKOMCHAYEMBIC K ITPUMCEHCHH IO

IIpenapamul rumus

[Ipy onHOBpEeMEHHOM MPUMEHEHMHM HHJAANlaMuia U IpenapaTroB JUTHs, Takke, Kak U Ipu
coOnroeHn OecconeBor JMEThI, MOKET HAOMIOAAThCsl MOBBILIEHUE KOHLEHTPALWU JINTUS B
IUIa3ME€ KPOBH BCJEICTBHE CHMKEHUS €ro DJKCKPELHMH, CONPOBOXKIAIOLIEECS IOSBICHUEM
NPU3HAKOB Tepero3upoBKU. [Ipu HE0OXOAMMOCTH IUypeTHYecKHe NpenapaTbl MOTYT OBITh
UCIIOJIb30BaHbl B COYETAaHUM C TMpenaparaMyd JUTHsS, T[PU OSTOM CJeIyeT TIIATelIbHO
KOHTPOJIMPOBAaTh KOHIIEHTPALMIO JIUTHUA B IUIa3Me€ KPOBM M COOTBETCTBYIOIIMM 00pa3zom
noadupars J03y Npernapara.

KomOuHanuu, TpeOyromue npeaocTOpOKHOCTU

Jlexapcmeennvie  npenapamoel,  CnocooHvie  8bl36amMb  NOAUMOPPHYIO  HCENYOOUKOBYIO

MAxuKapoulo muna «nUpyImy.

— AaHTHApUTMHUYECKHE JIeKapCTBeHHble mpemnaparbl |A kmacca (XMHUIUH, TUIAPOXUHUIVH,
au3onupamu, pokanHamu) u IC kinacca (hiekanuun);

— aHTHAapUTMUYECKHE JieKapcTBeHHble mpemaparbl Il  kmacca (ammomapoH, coTaiodn,

noheTHIn, HOYTHIIN I, OPETHUIIHSI TO3UIIAT, JPOHEIAPOH);
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THOpUAa3uH, Tpudayonepasus, ¢aydeHasun), OeH3aMUIbI (AMHUCYJIBIPHUI, CYJIbIHPU/I,
CYJIBTOIPU, THAPU), OYTHPO(DEHOHBI (JIPOTIEPUI0II, TAIONIEPUI0IT), TUMO3HI, CEPTUHIION;

— aHTHUJIETIPECCAHThI: TPULUKINYECKHE AaHTHJICNIPECCAHThl, CEJCKTUBHbIE HHTUOUTOPHI
00paTHOro 3aXBaTa CEPOTOHMHA (LIUTAIONPAM, ICIUTAIONPAM);

— aHTuOakTepuagbHble cpenacTBa: (PTOPXUHOIOHBI  (JI€BOQIIOKCAIIMH, MOKCH(DIOKCAIIHUH,
cnapdmokcad, UTUIPO(MIOKCANMH); MaKPOJIUABl (SPUTPOMHUIIMH TPH BHYTPUBCHHOM
BEJICHUH, a3UTPOMHUIINH, KJIAPUTPOMHUIIUH, POKCUTPOMHUIINH, CTUPAMHUIINH), KO-TPUMOKCA30IT;

— TPOTUBOTPUOKOBBIE CPEIACTBA psAla a30J0B (BOPUKOHA30J, WTPAKOHA30J, KETOKOHA30I1,
baykoHazom);

— TPOTUBOMAISIPHMHBIE  CPEIACTBAa  (XWHWH, XJOPOXWH, MeQUIOXHWH, TaJlopaHTPHH,
nymedaHTpuH);

— aHTHAHTMHAJIbHBIE CpeACTBA (PaHONIA3UH, OEIPUINI);

— TPOTHBOOITYXOJICBHIC TPENapaThl © KMMYHOCYIIPECCAHTHI (BaHIETAHNUO, MBITIBSIKA TPUOKCHI,
OKCAIIUIIJIATHH, TAKPOJIUMYC, aHATPEITUI);

— TPOTHUBOPBOTHBIE CPECTBA (OHIAHCETPOH);

— CpelncTBa, BIMSIOIMIME HA MOTOPUKY IKEIyJOYHO-KHIIEYHOrO TpakTa (LIH3aIpH,
JIOMIIEPUJIOH );

— aHTUTHUCTAaMHUHHBIC CPE/ICTBA (acTeMH30J, TepdheHa nH, MH30JIaCTHH);

— TpouMe: MEeHTaMHUIWH, TudeMaHWI, BUHKAMUH TpU BHYTPUBEHHOM BBEJICHUH, Ba30IPECCHH,
TEePIUIPECCHH, KETAaHCEPHH, MPOOYKOJI, mpornodoii, ceBohaypaH, TEPOIUIUH, IIUIOCTA30I.
[ToBpillIeHHE pHUCKA PA3BUTUSA IKEIYJOYKOBBIX apUTMUN, B YACTHOCTH MOJIUMOPQHOU

KEITY0UKOBOM TaXHKapIUU THIA «ITHPYIT» ((pakTop prcka — TUIIOKATHEMHUS).

[lepen Ha3HaueHWEM KOMOWHHUPOBAHHOW Tepanmuu WHAAMMAMHJIOM U YKa3aHHBIMH BEBIIIIC

npenapaTamMH CleyeT NMPOBECTH HCCIEIOBAaHUE C IIENBI0 BBISABICHHUS THUIOKAJHEMUU W TIPH

HEOOXO/MMOCTH TMPOBECTH Koppekuuio. HeoOxoaum KOHTPOIb KIMHUYECKOTO COCTOSIHUS

MaIUeHTa, KOHTPOJIb YPOBHS AJIEKTPOJIUTOB IJIa3MbI KpoBHU, TTokazatenein KT

VY ManueHToB ¢ THIOKAIMEMHEH HEOOXOIMMO HCIONB30BaTh IpEmaparhl, He BBI3BIBAIOIINE

MOJTMMOP(HYIO JKEITYT0UKOBYIO TAXHKAPIUIO THTIA KITHPYIT.

Hecmepouonvie npomugogocnanumenvuvie npenapamel (Apu CUCMEMHOM  HPUMEHEHUU),

BKNIOUAsL  CeleKMmueHvle  UHeUOUMOpsbl  yukiookcueenaszvl-2  (L{OI-2),  evicokue  0o03vl

ayemuncatuyuiosol kuciomsl (> 3 2/cymku)

Bo3MO0XHO CHIDKEHHE aHTUTUIIepTeH3UBHOTO 3 (ekTa nHIanamumaa.

VY 00e3BOKEHHBIX MAIMEHTOB CYLIECTBYET PUCK PAa3BUTHUS OCTPOU MOYEYHOW HEJOCTATOYHOCTHU

BCJICJICTBUE CHIDKEHUS CKOpPOCTH KiIyOOukoBOM QuubTpamuu. Ilammentam HeoOXoaumo

6
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KOMIIEHCHUPOBaTh MOTEPI0 KHUJIKOCTH U B Hayaie %ghﬁﬂg%ﬁg@ﬁng&H¥ﬁﬁﬁﬂB&ML

(YHKIUIO TOYEK.

Hneubumopwl aneuomen3zun-npespawjaroweco pepmenma (AI1P)

Hasnauenne narnoutopo AII® ¢ M3Ha4YabHO CHUKEHHOW KOHIICHTPAIIMEH HMOHOB HATPHUS B

KPOBH COIIPOBOXK/IAETCSI PUCKOM BHE3AIMHON apTepHabHOM TMIIOTEH3UH U/UITH OCTPON MOYEUHOMN

HEI0CTaTOYHOCTH (B YaCTHOCTH, y MAIIMEHTOB CO CTCHO30M ITOYCYHOM apTepun).

[Tauentam ¢ apmepuanvholi  eunepmen3ueti W, BO3MOXKHO, CHMKEHHOM BCIEICTBHE

MPEIIIECTBYIONIET0 TMPUMEHEHUsI JAUYPETUKOB KOHIEHTpalMell MOHOB HATpUsl B KpPOBU

HEO00X0aUMO:

— 3a 3 gHa no Havana JsedeHuss uHruoutopoM AlID mpekpaTuTh NHpueM AUYPETHUKOB.
B nanpuelimem, npu HEOOXOAUMOCTH, MPHEM HEKAIHMICOEperaromero AMypeTuka MOXKHO
BO300HOBUTE;

— WIHA Ha4YMHATH Tepanuio HHruoutopoM AIID ¢ HU3KUX 103, C MOCICAYIOMNUM TTOCTEICHHBIM
YBEJIMUYEHUEM JI03bI B CIIy4ae HEOOXOAUMOCTH.

Ilpu xponuueckoti cepoeunoii Hedocmamounocmu Iedenue uHruOutopamu AllD cremyer

HAYMHATh C CaMbIX HHU3KHX J03 C BO3MOXHBIM MpEIBAPUTEIbHBIM CHIKEHHUEM 103

HEKAINHCOeperaromero JNypeTHKa.

Bo ecex cnyuasx, B nepBbie Henmenu npueMa uHruOutopoB AIID y marueHTOB HEOOXOIUMO

KOHTPOJIMPOBATh (PYHKIIHIO MMOYEK (COoAepKaHNe KpeaTUHUHA B IJIa3Me KPOBH).

Hpyeue npenapamei, cnocobuvie 6vl3gamb  2UNOKALUeMuio. amgpomepuyurn B (8/8),

2NIOKO- U MUHEPANOKOpmuKkouovl (npu  cucmemMHoOM NpUMEHEHUU), MempaKo3aKmuo,

cnabumenvuvie cpeocmaa, CIMUMYIupyloujue MOMopuKy KUUedHuKa

YBenuueHue pucka pa3BUTHS TUIOKATMEMUH (aJAUTUBHBIN 2P eKT).

Heo0OxoauM mOCTOSIHHBINA KOHTPOJIb KOHIIEHTPAIIMU Kalus B TUIa3Me KPOBHU, IPU HEOOXOTUMOCTH

— ee koppekuus. Ocoboe BHUMaHUE CIeyeT YAENIATh MalueHTaM, OJHOBPEMEHHO MOIYy4atonuM

CepJICYHbIC TJIMKO3UABl. PEKOMEHIyeTcs WCIOIb30BaTh ClIAaOWTEIbHBIC CpEACTBa, HE

CTUMYJTUPYIOIIHE MOTOPUKY KUIIICUHUKA.

baxnogen

OtmedaeTrcst yculieHUEe aHTUTUTIIEPTEH3UBHOTO A deKTa.

[TaruerTamM HEOOXOIMMO KOMITEHCHPOBATH TOTEPIO JKUJIKOCTH M B HavaJie JICUCHHSI THIATESIHLHO

KOHTPOJIMPOBATHh (PYHKIIHIO TOYCK.

Cepoeunvie enuKo3uobl

['unokanuemusi  yCHIMBAeT TOKCHYECKOE  JCHCTBHE  CEpACYHBIX  TIUKO3ugoB. [lpum

OJIHOBPEMEHHOM IPUMEHEHUHU UHAANAMUA U CEPACUHBIX NIMKO3HUIOB CIEIYEeT KOHTPOIUPOBATh

KOHIIGHTpAaIlMi0 KaJusi B Iula3Me KpoBHW, mokazatenn OKIT wu, npu HeoOXoauMmoCTH,

7
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(NOCNEQCBATENEHOCTE 0001)

KOPPEKTHPOBAThH TEPAITHIO.

KomOunaumu, tTpedyroime 0codoro BHUMaHus

Annonypunon
CoBMecTHOE TPUMEHEHHWE C WHAANAMHIOM MOXET TIOBBINIATh PHCK Pa3BUTHS pPEaKIui
THIIEPYYBCTBUTEIILHOCTH TIPH JICYCHUH aJUIOITYPHUHOJIOM.

KOM6I/IHaI_[I/II/I, TDGGVIOH_[I/IG BHHUMAaHUA

Kanuticbepezaiowue ouypemuxu (amuiopuo, CnupoHoIaKmoH, mpuammeper)
KomOunupoBaHHast  Tepamusi HHAANAMHUIOM W KajuiicOeperaloummu  ITuypeTHKaMu
nenecoo0pa3Ha y HEKOTOPBIX MAI[MeHTOB, OJHAKO MPH 3TOM HE HCKIIOYAeTCs BO3MOXKHOCTh
pa3BUTHS TUNOKAJHMEMUW WIM TUNEpKamueMud (0COOEHHO Yy TAIMEHTOB C IOYEYHOU
HEIOCTaTOYHOCTHIO HJIH Y MAIUEHTOB C CaXapHBIM THa0eTOM).

Heo0xoaumMo KOHTpOJIMPOBATh KOHIICHTPAIUIO Kalls B I1a3Me KpoBu, nmokasarenu JKI u, npu
HEO0OXOIMMOCTH, KOPPEKTUPOBATH TEPAIHIO.

Memopmun

OyHKIMOHANBHAS TTOYEYHAs HEJOCTAaTOYHOCTh, KOTOpas MOXET BO3HHMKATh Ha (OHE mpuema
JTUYPETUKOB, 0OCOOCHHO TMETJIEBBIX, MOBBIIIAET PUCK PA3BUTHUS MHAYIIUPOBAHHOTO METPOPMUHOM
MOJIOUHOKHUCJIOTO ali03a.

He crnegyet ucnonb3oBaTh METGOPMHUH, €CITH YPOBEHb KpEaTHHWHA B IJIa3Me KPOBHU MPEBHINIACT
15 mr/a (135 mxmonb/n) y myx4uuH 1 12 mr/n (110 MKMOJIB/T) y KEHIIKH.

Hoocoodepaicawue xonmpacmuvie seujecmaa

B cinydae o0e3BoxuBaHMS oOpraHu3Ma Ha (oOHE TIpueMa JUYpPEeTHYEeCKUX IpernapaToB
YBEIMYMBACTCSI PUCK PAa3BUTHS OCTPOM IMOYEYHOW HEJOCTATOYHOCTH, OCOOEHHO TWpH
UCTIOTb30BaHUH BBICOKHX JI03 HOACOAEPIKAIIMX KOHTPACTHBIX BEIIECTB.

[lepen mnpumeHeHueMm Hojcoaep)KalIMX KOHTPACTHBIX BEIIECTB NalMEHTaM HEOOXO0JUMO
KOMIIEHCUPOBATh MOTEPIO KUAKOCTH.

Tpuyuxnuueckue anmuoenpeccanmol, HeUpoIenmuKu

[IpemapaTsl ATHX KJIACCOB YCHJIMBAIOT AaHTUTUIICPTEH3UBHOE JCHCTBHE WHAANMaMUAa |
YBEJIMYMBAIOT PUCK OPTOCTATUYECKON TMIIOTEH3UH (A TUTHBHBIHN 3¢ (DeKT).

Kanvyuii (conu)

[lpy OMHOBpEMEHHOM Ha3HAUYEHUH BO3MOXKHO DPAa3BUTHE THICPKAIBIUEMHN BCIICICTBHE
CHW)KCHHSI BBIBEJICHHSI HOHOB KQJIBIIHAS ITOYKAMH.

LJuxnocnopun, maxponumyc

Bo3MoxHO yBenMueHHE KOHIIGHTPAallMU KpeaTMHWHA B IUIa3Me KpOBH 0€3 H3MEHEHHs
KOHIEHTPALUU HUPKYIUPYIOLIET0 HUKIOCIIOPHHA, J1aXe IPU OTCYTCTBUU MOTEPU BOJIBI U HOHOB

HaTpUSL.
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
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Kopmukxocmepououwvle npenapamoi, mempako3qKmuo (d&%@lﬁ%%ﬂﬂé@% PCTE 0007)

CHuKEeHHEe aHTUTUIepTeH3UBHOTO 3(ddekra (3amepkka BOABI U MOHOB HATPHS B pe3yJibTare
JIEUCTBUSI KOPTUKOCTEPOUIOB).

4.6. @epTHIBHOCTb, 0EPEMEHHOCTDb U JIAKTAIIUSA

bepeMeHHOCTB

B HacTosmmii MOMEHT HET AOCTaTOYHOTO KOJIMYECTBA JAHHBIX O MPUMEHEHHH WHAANaMHIa BO
BpeMs 6epemennoctu (onucano Mexee 300 cirydaes).

JnurenbHoe HpUMEHEHuEe THa3suAHbIX AuypeTukoB B |lI TpumecTtpe OepeMEHHOCTH MOXKET
BBI3bIBaTh T'HIIOBOJIEMHIO Y MAaTe€pH U CHIDKEHHE MaTOYHO-IUIAlIEHTapHOIO0 KPOBOTOKA, YTO
NPUBOJUT K (PETOTIAIICHTAPHON UIIIEMUU | 33JIePKKE Pa3BUTHS IJI0A.

HccnenoBanust Ha )KUBOTHBIX HE BBIIBIIIA MIPSMOTO I HETIPSIMOTO TOKCHYECKOTO BO3ICHCTBUS
Ha PENPOIYKTUBHYIO (DYHKIIHIO.

B kauecTBe Mephl MPeIOCTOPOKHOCTH, PEKOMEHIyeTCs U30eraTh MpUMEHEHUsl WHIanaMHuIa BO
BpeMsi OEpEMEHHOCTH.

JlakTanus

JlaHHBIX O MIPOHMKHOBEHHH HWHIANaMH/Ia WIH €ro MeTabO0JIUTOB B TPYJHOE MOJIOKO Y YeTOBeKa
HEJAOCTAaTOYHO. Y  HOBOPOXKIEHHOTO TPU 3TOM  MOXET  Ppa3BUTHhCS  IOBBIIICHHAS
YYBCTBUTEIHHOCTH K MPOM3BOIHBIM CyIb(OHAMU/IA U THIIOKAINEMUs. B CBsI3u ¢ 3TUM, pUCK IS
HOBOPOXKJICHHOTO/MIIaZICHIIa HE MOXKET ObITh WCKITIO4YeH. MHmanammy OIM30K K THA3HIHBIM
TUYpPETHKAM, ITPHEM KOTOPBIX BBI3BIBAET YMEHBIICHUE KOINYECTBA TPYIHOTO MOJIOKA WIIH JaKe
MO/IaBJICHUE JTAKTaI[UH.

He cnenyer npuMeHsTh HHAAIAMU/I B IEPUO]T TPYAHOTO BCKAPMIIMBAHUSI.

DdepTUabHOCTD

HccnenoBanust penpoJyKTUBHOM TOKCUYHOCTH MTOKAa3aJId OTCYTCTBUE BIUSHUS HA PepTHIIBHOCTh
CaMOK M CaMIIOB KpBbIC.

[TpenmnonoxxurenabHo, BAUsHUE HAa (EPTUIILHOCTD Y YEIOBEKAa OTCYTCTBYET.

4.7. Bausinme Ha CNOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CpPeACTBAMM MU padoTath ¢
MeXaHHU3MaMH

JleiicTBue BemiecTB, BXOAAIMX B cocraB mnpenapara Muaamamup PeHeBan, He NpUBOAUT K
HapYIICHUIO TICUXOMOTOPHBIX peakuuid. OHaKO Y HEKOTOPBIX MallMEHTOB B OTBET Ha CHIDKEHUE
apTepHaJIbHOTO JABJICHUSI MOTYT Pa3BUTHCS Pa3IMYHble MHIMBUyalbHbIE pEAaKLUH, OCOOEHHO B
Hayaje Tepanuud WIA TpH J00aBIEHUHM K MPOBOAMMOI Tepamuu JIpYyrux TUIIOTEH3WBHBIX
cpeacts. B srom ciydae cmocoOHOCTh K YHPaBICHHUIO TPAHCIOPTHBIMH CpEACTBAMH HIIU

APYruMru MEXaHU3MaMHU MOXET OBITH CHIDKEHA.



COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 20.06.2023 N2 11517

(NOCNEQCBATENEHOCTE 0001)

4.8. HexenarejibHble peakIul

Pesrome npoduiist 6e3onacHocT

Haunbosiee yacThiMM HEKENaTENbHBIMU PEAKIUSAMH, O KOTOPBIX COOOIIAIOCH, OBUTH peaKIuu

MMOBBIIIEHHOM YYBCTBUTCJIBHOCTH, B OCHOBHOM JC€PMATOJOIHMYCCKHE, Y IMalUCHTOB C

MPEAPACIIONOKEHHOCTRI0O K QUIEPTMYECKUM M aCTMAaTUYECKMM  pEakIusaM, a Takke
MaKyJionamnyJje3Hast Chllb.

B xone kIumHWYECKHUX HCCIENOBAaHUN TUMOKATIMEMHUs (KOHUEHTpalusi Kajius B IJIa3Me€ KpPOBHU
MeHnee 3,4 MMoub/i1) HaOmoaanack y 10 % manueHToB, a KOHIEHTpAIUs Kajaus B IJIa3Me KPOBH
MeHee 3,2 MMOJIb/1 Habmoaanack y 4 % manueHToB depes 4—6 Heneab Mociie Havana Teparui.
[Tocne 12 Henmenb Tepanuu CpeHEE CHUKEHHE KOHLICHTpAIMU Kaius B IUIa3ME€ COCTAaBIISLIIO
0,23 MMOIIB/1.

BoabIIMHCTBO HEXEIaTeNbHBIX peakiuil (J1a0opaTOpHbIE M KIMHMYECKHE IMOKAa3aTelIr) HOCAT
J1I0303aBUCUMBIN XapakTep.

Tabauunoe PE3I0OME HEXKENATCIIbHBIX PEaKIUI

UYacroTa pa3BuTHs MOOOYHBIX 3PPEKTOB KIaCCHPHUIIMPOBAHA COTIIACHO CIEAYIONTUM KPUTCPHUSIM:
oueHb yacto (> 1/10), gacro (>1/100, o < 1/10), mewacto (>1/1000, o < 1/100), peako
(>1/10000, Ho < 1/1000), ouenr pemxo (< 1/10000), yacrora Hem3BecTHA (HA OCHOBAaHUU

UMCIOIIUXCA NJaHHBIX OLICHUTH HGBOSMO)KHO).

CucreMHO-OpraHHbIi

kaace MedDRA Yacrora

HexenaTenbHble peakuuu

ArpaHyJI011TO3 Ouenb penko

Hapymenust co cTopoHsl ArnutactTiueckas aHeMust Ouenb penko

KpOBH 1 JTUM(paTUIECKON I'emonnTrHueckas anemus OueHb penko

CHCTEMBI JlelikoneHust Ouens penko
TpomOGouuToneHus Ouenb penko
I'unepkanpruemus Ouenb penko
CHMKeHne KOHLEHTPALUU Kalus U
pa3BUTHE THIIOKATUEMHUH, OCOOCHHO Yacrota
Hapymenus merabonusma u
3HAYUMOE ISl TallMEHTOB, OTHOCAIINXCSA K | HEU3BECTHA
MUTaHUS
rpymnmne pucka (cM. pazzaen 4.4.)
Yacrora
lNunonatpuemus (cm. pazzaen 4.4.)
HEU3BECTHA
Bepruro Penxo
[loBpIlIEHHAS] YTOMIISIEMOCTD Penxo
Hapymenunst co ctopoHbl ['onouast 6o Penko
HEPBHOU CHUCTEMBI ITapecres3us Penxo
Yacrora
Obmopox
HEU3BECTHA
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CHCTeMHO-0pTraHHbIil (MTOCHEOOBATENGROCT e 000T)
race MedDRA HesxkenaTeTHBIE pEaRKIAH HacroTa
YacroTa
Muonus
HEN3BECTHA
YacroTa
Heuetkoe 3penne
Hapymenust co ctoponsl p HEM3BECTHA
opraHa 3peHust YacToTa
Hapymienue 3penust
HEW3BECTHA
. Yacrora
XOpHOUIaIbHbIN BBITOT
HEW3BECTHA

Hapymenust co ctoponsl
cepana

AputMmus

Ouensb penko

[Tonumopduas sxenynoukoBasi TaXuKapIus
TUIA «IUPYIT» (IOTEHIIUAIBHO C

JIETaIbHBIM UCX0JI0M) (CM. pa3zensl 4.4.,
4.5.)

Yacrora
HEU3BECTHA

Hapymenust co cTopoHsI
COCY/IOB

ApTepI/IaJ'ILHaSI THITIOTCH3UA

OueHb peniko

H(e.]'[y,I[OLIHO-KI/II_He‘IHBIe
HapyIICHUA

PBota Heuacto
TomHoTa Penko

3anop Penxo
CyxocTb BO pTY Penxo
[Tankpeatur Ouenb penko

Hapymenue pynkunu neuenu

Ouens penko

Bo3MOXHO pa3BuUTHE NEYEHOUYHOU

Hapymenne co ctoponsl . Yacrorta
sHIeANTONATHH B CITy4Yae MeYeHOYHOM
MICYEHH M JKEITYEBBIBOIAIINX HEU3BECTHA
. HegocTaTouHOCTH (cM. pa3aensl 4.3.,4.4.)
nyrei
YacroTta
TI'enatur
HEU3BECTHA
Peakuny noBeIIIEHHON YyBCTBUTENBHOCTH | YacTo
Makynonamysne3Has CblIlb Yacto
[Typniypa Heuacro

Hapymenust co ctopoHnbl
KOKH Y TIOJIKOKHBIX TKaHEH

AHPI/IOHCBpOTI/I‘{eCKHﬁ OTCK

Ouensb penko

Kpanusuuna

Ouensb penko

Tokcuuecknii dnuIepManbHbIM HEKPOIU3

OueHb penko

Cunnpom CruseHca-/[xoHCOHA

OueHb penko

BosmoxHoe obocTpeHue yxxe umeromeiicss | Yacrota
OCTPOM CUCTEMHOW KPACHOM BOJTYAHKH HEMU3BECTHA
Peakunu poTouyBCTBUTEIEHOCTH Yacrora
(cm. paznen 4.4.) HEU3BECTHA

Hapymenust co ctopoHnbl
MOYEK U MOYEBBIBOASAIIUX
myTen

Tloyeunas HeTOCTATOYHOCTD

OueHb penko

JIaGopatopHbie U
MHCTPYMEHTAJIbHBIC JaHHbBIC

VY nnunenue uarepsana QT wa OKT
(cm. pasznensi 4.4.,4.5.)

Yacrora
HEN3BECTHA
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kiaacc MedDRA
[ToBbIIeHNE KOHIIEHTPAIMH TTIOKO3bI B Yacrora
KpoBH (cM. pazzaen 4.4.) HEH3BECTHA
[ToBblllIeHNE KOHIIEHTPAIUU MOYEBOM Yacrora
KHCJIOTHI B KpOBH (cM. pasnen 4.4.) HEU3BECTHA
IToBhIIEHNE AKTUBHOCTH TTEYSHOYHBIX Yacrora
(dhepMeHTOB HEU3BECTHA

COO6H.I€HI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxxHo coob1iaTe 0 mojo3peBaeMbIX HeXelaTelbHbIX PEeaklUaX MOCle perucTpauy npemnapara
C IeNbl0 00ecreueHus] HENPEepPhIBHOTO MOHHTOPUHTA COOTHOIICHHS «II0JIb3a — PHUCK»
JIEKapCTBEHHOI'0 Mpernapara. MeIuIuHCKUM pa0OTHHKAM PEKOMEHIYeTCs COOO0IaTh O JIF0ObIX
MOJI03PEBACMBIX HEXKEIATEeIbHBIX PEaKIMsIX JIEKAPCTBEHHOrO IMpernapara 4yepe3 HalMOHaJbHbIC
CUCTEMBbl COOOIIEHUS O HEXeNaTeIbHBIX pEaKIHUsIX ToCcyAapcTB-uieHOB EBpasuiickoro

9KOHOMHUYECCKOI'o COro3a.

Poccuiickas ®@enepanus

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

109012, MockBa, CnaBsiHCKas II0mMaab, 1.4, crp.1

Temedon: +7 800 550-99-03

e-mail: pharm@roszdravnadzor.gov.ru

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

4.9. Ilepeno3mpoBka

CHMIITOMBI

Nupanamuyn fgaxe B O4YeHb BBICOKMX Jn03ax (o 40 mr, 1o ectb B 27 pa3 Ooublie
TEpaneBTUUYECKO J103bI) HE OKA3bIBAET TOKCUYECKOTO JEHCTBUS.

CHUMINITOMBI OCTPOTO OTPABJICHMSI CBSI3aHBI C HAPYIIEHUEM BOJHO-IJIEKTPOJUTHOTO OanaHca
(runoHaTtpuemusi, runokanueMus). Takke MOTYyT OTMEYaThCs TOILIHOTA, PBOTA, BBIPAXKEHHOE
CHUXCHHC apTepHam)Horo JaBJICHHUA, CYHOpOFI/I, FOJ'IOBOKPY)KCHI/IC, COHJIMBOCTD, CHYTaHHOCTI)
CO3HaHMUS, MOJIMYPUS WIH OJIUTYPUS BIUIOTH 10 aHYPHH (BCIIEICTBUE THIIOBOJIEMHUN ).

JleueHue

Mepm HeOTHO)I(HOﬁ IIOMOIIINU CBOIATCSA K BBIBCIACHHUIO npenapaTa n3 opraHmMa: HpOMI)IBaHI/Ie
)KGJ'IYJIKa I/I/I/IJ'II/I HA3HAYCHHC aKTI/IBI/IpOBaHHOFO Yy C HOCJ'IG)IYIOHH/IM BOCCTAHOBJICHUEM

BOJIHO-3JIEKTPOJIMTHOTO OajaHca.

12
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TEHI:-HC: CTk 0001)

5.1. dapmakoguHaMH4YeCKHe CBOICTBA

dapmakoTeparneBTHUECKas TpyIa: THypeTUKH; THA3UI0MOA00HbIE TUYPETUKHU; CYITb(OHAMHU/IBI.

Kon ATX: CO3BA11

WMHupanamu — TMIIOTEH3MBHOE  JIEKapCTBEHHOE  cpeldcTBO. OTHOCHTCA K IPOM3BOJHBIM

cyiab(poHaMHIa C WHAOJBHBIM KOJBIIOM M TO (PapMaKOIOrMYeCKHMM CBOMCTBaM OJHM30K K

TUA3UAHBIM JUYPETHKAM, KOTOPbIE HHIHOUPYIOT peabcopOLUI0 HOHOB HATPUS B KOPTUKAIBHOM

cermMeHTe nemu HedpoHa. IIpu 3TOM yBenuumBaeTCs BBIBEJACHHE ITOYKAMU HMOHOB HATpUs U

XJIOpa ¥, B MEHbIIECH CTENeHH, UOHOB KaJWsl M MarHus, 4TO CONPOBOXKIACTCA YBEJIUYEHHUEM

Jype3a U TUIIOTEH3UBHBIM d(PPEKTOM.

Pe3ynbTarhl KIMHMYECKHUX MCCIENOBAHUMN IOKa3alM, 4TO NpPU NPUMEHEHUM HHJAnamuaa B

MOHOTEpaNnuu B J033aX, HE OKAa3bIBAIOIIMX BBIPAXKEHHOIO AuypeTHyeckoro 3¢dexra, ObLI

MIPOJICMOHCTPUPOBAH 24-4acOBOM TMIIOTEH3UBHBIN 2P (EKT.

AHTUTHIIEPTEH3UBHAs aKTUBHOCTh MHAANAMU/IA CBs3aHa C YJIYYIIEHUEM 3JIaCTUUECKUX CBOMCTB

KPYIHBIX apTepuil, YMEHBIICHHEM apTEPHOJIIPHOTO U 00IIero nepudepudeckoro CoCyIucToro

COIIPOTHUBIICHUS.

WMupanamu cnoco0CTBYeT YMEHBLIEHUIO THIIEPTPO(UH JIEBOTO KeEyI0UKa CepALa.

TuaszuaHsle W THA3UIONOAOOHBIE UYPETUKH MpPU ONpEeAENCHHOW /J03€ JOCTHUTalT IUIaToO

TepaneBTUYecKoro 3¢¢ekra, B TO BpeMs KaK 4YacToTa MOOOYHBIX 3PPEKTOB MPOIOKAET

YBEJIMUMBATBCA IIPU JAJbHEWIIEM MOBBIIEHWM MA03bl mpenapara. Ilostromy He crenyer

YBEJIMUMBATh J03y Ipernapara, €Cilu IpU INpUEeME PEKOMEHJIOBAaHHOW [O3bl HE JOCTUTHYT

TepaneBTUYeCKuil AP PeKT.

B pamkax KpaTKOBpEMEHHBIX, CPEHEN MPOJOIKUTEILHOCTH U JOJITOCPOUYHBIX HUCCIIEIOBAaHUH ¢

y4acTHEM MallUeHTOB ¢ apTepHalIbHON THIlepTeH3UeH ObIJI0 YCTAaHOBJIEHO, YTO MHIAAMU:

— He OKa3bIBaeT BIMSHUS HA MOKAa3aTeNM JUIUAHOrO oOMeHa (TpUIIIMLEPHUIOB, XOJIECTEPUHA,
JUMONPOTENHOB HU3KOH MJIOTHOCTH M XOJIECTEPUHA JIUIONPOTEUHOB BHICOKOH MJIOTHOCTH);

— He OKa3bIBaeT BJIMSHUSA Ha OOMEH yTJIEBOJOB, B TOM UHCJE Y OOJIBHBIX CaxapHbIM TUa0ETOM.

5.2. dapmakoKMHeTH4YeCKHe CBOICTBa

Abcopbuus

BricBoOoauBIIMiics MHAANaMu] ObICTPO U TMOJHOCTHIO BCACHIBACTCS B KEITYAOYHO-KHILIEYHOM

tpakte (PKKT). [Ipriem muim He3HAUMTETHHO YBEIMYMBAET BpeMsl BCAChIBaHUS WHJANaMHJa,

P 5TOM HE OKa3bIBaeT BIMAHUS HA MOJHOTY abcopOiuu. MakcumanbHas KOHLIEHTpAaIus B

IU1a3Me KPOBM JOCTUTaeTcs uepe3 12 yacoB mocse mpuema BHYTPb OJHOKpAaTHOM 103bl. [lpu

IOBTOPHBIX IIpHeMax KoJeOaHUs KOHIEHTPALMHU Ipernapara B IJIa3Me KPOBH B IPOMEKYTOK

MeXly pueMaMu Mpernapara CriakuBaroTCs.
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Pacnopenenenne

Oxkono 79 % npenapaTa cBA3bIBa€TCS ¢ OEIKaMU IUIa3Mbl KpOBU. PaBHOBECHAs KOHIIEHTpaLus
JocTHTaeTcs uepe3 7 aHell mpuema mpenapara. Ilpm moBTOpHOM mpHemMe npemapara He
HaOJII0JaeTCsl €ro KyMYJISLUH.

Buorpancdopmarus

Wupgamamui BBIBOIUTCS B (OpME HEAKTUBHBIX METaOOIHMTOB, MPEUMYIIECTBEHHO IMMOYKAMU
(70 % ot BBemeHHOM 103bl) U uepe3 KuinedHuk (22 %). [leproa mosayBbIBEACHHUSI COCTABISET
14-24 4gaca (B cpeanem 18 gacos).

[ToyeyHas HETOCTATOYHOCTD

[Tpu noveyHoM HEJOCTATOYHOCTH (PapMAKOKMHETHUECKHUE CBOMCTBA MHIaNIaMU/1a HE MEHSIIOTCSI.
6. ®APMAIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHb BCIOMOTaTeJbHBIX BElECTB

— JlakTO3BI MOHOTHIPAT;

— TUIIPOMEIUIO3A;

— nosugoH K 30;

— MarHus creapar,

— KpEeMHHS IUOKCHUJ KOJUIOUAHBINA O€3BOIHBIN (adpOCHII).

Cocmas 0bon0uku

— T'unpomenno3a;

— THUTaHa JUOKCHUT,

—  TJIMLEPOT;

— wmakporoa 6000;

— MarHus creapar.

6.2. HecoBmecTHMOCTH

He npumennmo.

6.3. Cpok rognocTu (CpoK XpaHeHHs)

2 roza.

6.4. OcoOble Mepbl MPeI0CTOPOKHOCTH NIPU XPaHEHUH

[Tpu Temmneparype He Boiie 25 °C.

6.5. XapakTep u coep:kaHue NePBUYHON YIAKOBKH

[To 10, 15 TabneTok B KOHTYPHYIO SIMEHKOBYIO YMAKOBKY W3 IUIEHKH MOJUBUHWIXJIOPHIHON U
(bonbru aIOMUHUEBOH MEYaTHOM JTAKUPOBAHHOM.

3, 6, 9 KOHTYpHBIX SYEHKOBBIX yHmakoBOK 1o 10 Tabmerok wim 2, 4, 6 KOHTYPHBIX SYEHKOBBIX

YIaKoBOK O 15 TabaeTok ¢ MHCTPYKIMEH MO MPUMEHEHHUIO TOMEUIAIOT B MMaYKy U3 KapTOHA IS
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(NOCNEOOBATENEHOCTE 0001)

MOTPEOUTETHCKON Taphl.

6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH TPH  YHUUYTOKEHHHM  HMCIOJIH30BAHHOIO
JICKAPCTBEHHOI0  Npenapara WJIM OTX0A0B, IMOJYYEHHBbIX IOcjde NPHUMEHEeHUus:
JIEKAPCTBEHHOI0 Mpenapara, u Apyrue MaHuIMyJIsiiHU ¢ NpPenapaTom

Oco0bie TpeOOBaHMS OTCYTCTBYIOT.

7.  JEPXATEJIb PETUCTPAIIMOHHOI'O YJOCTOBEPEHUSA

Poccniickas @enepanys

AxkuuonepHoe obmiectBo «IIpousBoacTBennas apmaieBTruueckas koMmmnanus OOHOBICHUE
Opuanyeckuii ajpec: 633621, HoBocubupckas 0011, Cy3yHCKui paiioH,
pu. Cy3yH, yn. Komuccapa 3saTpkoBa, a. 18.

Ten./daxc: 8 (800) 200-09-95.

Wurepuer: www.pfk-obnovlenie.ru

7.1. TlpencraBuTe/ib JAep:KaTessi perucTPAllMOHHOIO YI0CTOBEPEHH s

[Iperen3un norpedbuTee HAOIPABIATH 10 aAAPECY:

Poccniickas @enepanus

AknmonepHoe obmectBo «lIponsBoacTBeHHas dapmareBTuueckas kommnanus OOHOBIEHUE)
630096, r. HoBocubupck, yn. Ctanmnuonsnas, a. 80,

e-mail: pretenzii@pfk-obnovlenie.ru

8.  HOMEP PETHCTPAIMOHHOI'O YAOCTOBEPEHUSA

9. JIATA MEPBUYHOM PETUCTPAIIMU (IIOATBEPXKJIEHUS PETUCTPAIIAM,
INEPEPETUCTPALIMN)
JlaTa mepBUYHON PEruCTPaALIMN:

10. JATA NIEPECMOTPA TEKCTA

OOmiass xapakTepHCTHKa JIeKapCTBEHHOro mnpenapata Munamamua PeneBan nocrynmHa Ha
UHPOPMALIMOHHOM ropraie EBpasuiickoro HKOHOMUYECKOTO coro3a

B MH(OpMaMOHHO-KOMMYHHKaMOHHOH cetn «HTepHeT» http://eec.eaeunion.org/
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