COOTBETCTBYET 3KCNEPTHOMY OTYETY
~ oT19.062024 N2 12161
OBIIAS XAPAKTEPUCTHKA JEKAPCTBEHHOT'O TTPEMAPATA "70°)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Konsynekc, 300 mr, TabaeTku ¢ MpPOJIOHTUPOBAHHBIM BBICBOOOXKIEHUEM, MOKPHITHIC IICHOYHOU
000JIOUKOH.

Konsynekc, 500 mr, TabieTKu ¢ TPOJOHTUPOBAHHBIM BBICBOOOXKICHUEM, MOKPBITHIE IIJICHOYHOM

000JI0YKOH.

2. KAUYECTBEHHBIN 1 KOJTMYECTBEHHBIN COCTAB

JelicTBytolliee BEMIECTBO: BAIbIIPOAT HATPUA.

KouByiaekc, 300 mr, TaOJIETKH C MPOJIOHTMPOBAHHBIM BBICBOOOKIEHHEM, ITOKDPBITHIE IIJIEHOYHOMH

000JI0YKO.
Kaxnass tabineTka ¢ MPOJOHTMPOBAHHBIM BBICBOOOXKICHHUEM, MOKPHITAsl IJICHOYHOM O0OOJIOUKOIA,
coaepxxut 300 Mr Basibpoara HaTPHUSL.

KouByaekc, 500 mr, TaOJETKH C MPOJOHTMPOBAHHBIM BBEICBOOOKIEHHEM, ITOKPBITHIE IIJIEHOYHOM

000JI0YKOH.
Kaxnass tabieTka ¢ MPOJOHTMPOBAHHBIM BBICBOOOXKIACHUEM, MOKPHITAs IJICHOYHOM O0OOJIOUKOIA,
coaepxxut 500 Mr Basbpoara HaTPHSI.

[TonHbIi epeyeHb BCIIOMOTaTEIbHbBIX BEIIECTB MPUBEAEH B pasnene 6.1.

3. JJEKAPCTBEHHAS ®OPMA

TalneTku ¢ MPOJIOHTMPOBAHHBIM BBICBOOOKICHUEM, TIOKPBITHIE TNICHOYHOH 000JI0UKOM.

OBaJibHBIE, TBOSKOBBIMYKJIbIC TAOJETKH O€JI0r0 1BETa, MOKPHITHIE MJICHOYHOH 000JI0YKOM, ¢ TUHHEH
pasznoma u rpaBupoBkoit “CC3” (mns tabnetok 300 mr) u “CCS5” (mns Tabmeroxk 500 mr), ¢ omHOU

CTOPOHBKI, C 3aITaXOM BaHUJIMHA. Ha u3nome: 0eoro ujin moutu 6eaoro OBETA.

4. KIMHUYECKUE JAHHBIE

4.1. Iloxka3aHus K NPUMEHEHUIO

Bapocibie NalrCHTBI: B Kady€CTBC MOHOTCpPAInu nm B KOMGI/IHaI_II/II/I C APpyrumMu

MIPOTUBOAMUIICTITUYECKUMH CPEJCTBAMU:
® JICYECHUE TEHEPATU30BAHHBIX HSMHJICNITUUYECKUX MPUCTYNOB: KIOHUYECKHX, TOHHYECKUX,
TOHHMKO-KJIIOHUYECKUX, a0CAaHCOB, MHOKJIOHHYCCKUX, aTOHHYECKHX

e JjedeHue cuHapoMa Jlennokca-I"acTo;
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® JICUCHUC MapHUaJIbHBIX SMMUJICIITUYICCKUX IT I/ICTVHOB namm BHBIX IIPUCTYIIOB C BTOPHY. HOMU

rl.---

reHepanuzanuei mwm 0e3 Hee,
e JleueHHe U MPOoPrITaKTHKa OUTIOJISIPHBIX aQ(EKTHBHBIX PACCTPOMCTB.

Jletn B Bo3pacTe 6 JIET M cTaplie: B KadeCTBE MOHOTEpAIIUKM HJIK B KOM6I/IHaI_[I/II/I C OpyruMu

IIPOTUBOANWIEITUYECKUMH CPEICTBAMMU:
e JICUCHUE TEHEPAIM30BAHHBIX JSIWICNTHYECKUX IPUCTYIIOB: KJIOHHYECKHX, TOHUYECKUX,
TOHUKO-KJIOHMYECKUX, a0CAaHCOB, MUOKJIIOHMYECKUX, aTOHHUECKHUX;
e JieueHue cuHapoma JlenHnokca-I'acro;
e JICUCHHUE MApUHMAIBHBIX IUIECNTHYCCKUX IIPUCTYIIOB, NAaPLHUAIbHBIX IPUCTYIIOB ¢ BTOPUYHOMN

reHepaym3anuen uim 6e3 Hee.

4.2. Pesxum 103MpOBaHus U cNIOCO0 MPHMMEHEHHUS

KonBynekc mnpencraBisgeTr coO0i JiekapcTBEHHYIO ()OpMy IPOJOHTMPOBAHHOIO BBICBOOOKICHHUS
JelicTByromero BemecTBa. IIpoloHrMpoBaHHOE BBICBOOOXKIEHHME IO3BOJIAET H30€KaThb PE3KHX
NOJHEMOB KOHIEHTPAIlUM BaJIbIIPOCBON KHUCIOTHI B KPOBU IIOCIIE INpHEeMa Ipernapara U Oojee
AJIUTCIIBHO TTOAACPKUBACT MMOCTOSAHHYIO KOHICHTpPALIUIO BaHBHpOQBOﬁ KHCJIOTBI B KPOBU B TCUCHHC
CYTOK.

PexxuM o3upoBaHus

Peoxcum dozuposanus npu snunencuu

CytouHas 1032 moaOupaeTcs JeyaluM BpadoM HHIUBUIYAIBHO.

Cnenyer moaOupaTb MUHUMalbHYIO 3(G(EKTUBHYIO JUIsl MPEIOTBPALICHUS Pa3BUTHUS MPHUCTYIIOB
snuierncun aA03y. CyTodHas o3a JI0JKHA YCTaHABJIMBATHCA B COOTBETCTBUE C BO3PACTOM M Maccoi
Tena nanueHTa. PEeKOMEHIOBaHO CTyNeHYaToe (IIOCTENEHHOE) YBEIWYEHHE J03bl 0 JAOCTHKECHUS
MUHUMaJIBHOHN 3()(PeKTUBHOIM O3B

He ObuTO yCcTaHOBIEHO YETKOHW CBSI3M MEXKAY CYTOYHOW 030U, KOHIICHTPAIMEH B TUIa3Me KPOBH U
tepaneBTuueckuM 3pdextom. [loaTomMy onTumanbHas 103a mpemnapaTa J0JDKHA ONPEAENAThCS B
OCHOBHOM TI0 KJIIMHHYECKOMY OTBeTy. OmpezesieHne KOHIICHTPALUU BaIbIIPOEBON KHCIIOTHI B IJIa3Me
KPOBH MOJKET TIOCIYKUTh JOMOJHEHHEM K KIMHUYECKOMY HaOJIOJCHUIO, €CIH SIWICTICUS He
MOAMAeTCS KOHTPOJIO WM  TOJO03peBaeTcsl pa3BuUTHE MOOO0YHBIX 3ddekToB. JImamazon
TepaneBTUUECKONW KOHIICHTpaluK B KpoBH 00bI9HO cocTaBisieT 40—100 mr/m (300—-700 Mxmoib/i).
[Tpu MOHOTEpanuu HayanbHas CyTO4Has /1032 0ObIYHO cocTaBigeT 5S—10 Mr BanbIpoeBOil KUCIOTHI Ha
KI Macchl Tejla, KOTOPYIO 3aT€M IIOCTENEHHO IOBBIIAIOT Kaxaple 4—7 [HEH M3 pacyera 5 Mr
BaJIbIIPOEBOM KUCJIOTHI Ha KI' Macchl Tela A0 J03bl, HEOOXOIUMOM Al TOCTHKEHUSI KOHTPOJIS Hall
MPUCTYIIAMU SITUIICTICUH.

Cpeonue cymounvie 0036l (Npu O1UMeNbHOM NPUMEHEHUU)!
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BIIPOEBOU KUCIIOTEI/KL 1 MaCCBI

e neTckuii Bo3pact ot 6 10 14 ner (macca tena 20-40 Kﬂ Ié(‘)

tena (600—1200 wmr);
e jnerckuii Bo3pact or 14 mo 18 mer (macca tena 40—60 kr): 25 Mr BaabIpOeBOW KHUCIOTHI/KT
Mmacchl Tena (10001500 wr);
® B3pOCIIBIC U MAIMEHTHI TTOXKKUIIOTO Bo3pacTa (Macca tena oT 60 Kr u BbImie): B cpeaneM 20 mr

BaJILIIPOEBOM KUCTOTHI/KT Macchl Tena (1200-2100 wmr).
Hecmotpss Ha TO, UTO CyTOYHas /103a OINpPENEISAETCS B 3aBUCHMOCTH OT BO3pacTa M Macchl Teia
ManyeHTa, caeayeT IPUHAMATh BO BHUMAHUE IUPOKHUI CIIEKTP UHIUBUAYATHbHONW YyBCTBHTEILHOCTH
K BaJIBIIPOATY.
Ecnu snunencust He moagaeTcsi KOHTPOJIIO MPU TaKUX J03aX, X MOXKHO YBEJIUYUTH MOJ KOHTPOJIEM
COCTOSIHUS TTAlIMEHTa U KOHLIEHTPAIIH BaJIbIIPOEBOI KHCIOTHI B KPOBH.
B HEKOTOpBIX Cilyyasix MOTHBIN TeparneBTUYeCKUid 3(PQeKT BanbIPOEBON KUCIOTHI TMOSBISIETCS HE
cpa3sy, a pa3BuBaeTcs B TeueHue 4—6 Henenb. [loaToMy He ciaenyeT yBelInynuBaTh CyTOYHYIO 103y BhIIIE
PEKOMEHTyEMOM CpeHEN CYTOUHOM O3l paHbIIE ATOTO CPOKA.
CyrouHast 03a MOXET OBITh pasneieHa Ha |—2 mpuema, NPEANOYTUTEILHO BO BpEMs €Jbl.
IIpumeHeHne B O1MH IPUEM BO3MOXKHO IIPU XOPOLIO KOHTPOIMPYEMOMN AHUIICIICUH.
BonbmMHCTBO MalMEeHTOB, KOTOPhIE YK€ MPUHUMAIOT JIEKapCTBEHHYIO (opMy mpenapara KonByrekc
HE MPOJIOHTUPOBAHHOTO JEHCTBUS, MOTYT OBITh IepeBeneHbl Ha npenapaT KoHByrekc, TabneTku ¢
MPOJIOHTUPOBAHHBIM BBICBOOOXK/IEHHUEM, Cpa3zy e WM B TEUYEHHE HECKOJIbKUX JIHEH, MpU ITOM
MAIMEeHTHI JOJDKHBI IPOIOJIKATh IPUHUMATh IOJOOPaHHYIO pPaHee CYyTOUYHYIO J103Y.
Jlis manueHToB, NMPUHUMABLIMX paHee Jpyrue MPOTHBOAMHICHTUYECKHE Iperaparthbl, MepeBoj Ha
npueMm npenapata KoHBylekc, TaOleTKU € MPOJOHTUPOBAHHBIM BBICBOOOXKIIEHUEM, CIIEAYET
MIPOBOAUTH MOCTENEHHO, TOCTUTasi ONTUMAJIbHOM J03bI Npenapara MPUMEPHO B TEUEHUE 2-X HEEIb.
IIpu sTOM cCpa3y CHWXKaeTcs J103a JAPYroro IMPOTUBOSMMICHTHYECKOTO IIpernapara, 0coOeHHO
¢denobapburana. Ecnu panee mpUMHUMAaBIIMNACS MPOTUBOANMICITUYECKUN TpenapaT OTMEHSETCs, TO
€ro OTMEHa JI0J’KHA TPOBOIUTHCS MTOCTETIEHHO.
Tak kak Jpyrue NPOTHBOSMWICNITUYECKUE IMpermapaTbl MOTyT 00paTUMO HHIYLHPOBATh
MHUKpOCOMaJIbHbIE (PepPMEHTHI IEYCHH, CIEIYET B TeueHHe 4—6 Heelb IocIie IpHeMa MOCIeaHEN 10351
3THX MPOTHUBOAMHMIECHTUYECKHUX MPETapaToB MOHUTOPHPOBATh KOHIIEHTPAIIMK BaJIbIIPOEBON KUCIOTHI
B KPOBH U, IPH HEOOXOIUMOCTH (110 MEpPE YMEHBIICHUS HHAYIUPYIOMEro MeTaboau3M 3¢ dekTa 3Tux
MpernapaToB), CHIXKAaTh CYyTOYHYIO JI03Y BaJbIIPOEBOM KUCIOTHI.
[Ipu HeoOXOAMMOCTH KOMOMHAIIMHM BaJBIPOEBON KUCIOTHI C APYTUMH MPOTHBOSMUICITHUCCKUMHU
npernapaTamMy Ux cieayeT J00aBIATh K JICUSHHUIO MOCTENeHHO (cM. pa3aen 4.5.).

Peswcum 0osuposanus npu maHuakaivbHbix anuU300ax Npu OUNOIAPHLIX APHEKMUBHBIX paccmpoLicmeax

Bspocnvie
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CyTouHas no3a nooupaeTcs JieyaluM BpauoM HH|

PexoMenoBanHas HadaiabHas cyTodHas go3a 750 mr. Kpome 3Toro, B KIMHUYECKUX HCCIEIOBAHUIX
HavanpHasl J103a, cocTaBisiBiias 20 Mr Baiblpoara HATpUs Ha KI' Macchl Tella, TakKe IMOoKas3aa
MpUEMJIEMBIA MPOGUITH OE30TTaCHOCTH.

@opMbI BBIITyCKa C MPOJIOHTUPOBAHHBIM BBICBOOOKACHHEM MOKHO PUHUMATh | Wiu 2 pa3za B CyTKH.
Jlo3a nomkHa OBITh YBETTHYEHA KaK MOKHO ObICTpEE IO JOCTHKCHHSI MUHUMAIBHON TepaneBTUIECKON
TI03b1, KOTOpast BEI3bIBAET JKEIAEMBbIN KIMHUUYECKUH I (DeKT.

Cpennee 3HaueHHE CYTOYHOM M03bI HaxomuTcsi B auanazone 1000-2000 mr Banbmpoara HaTpus.
[lanueHTHl, TPUHUMAIOLIME CYTOYHYIO 103y BbIIe 45 MI/KI/CyTKH, JOJDKHBI HAaXOJIWUTHCSA TMOJ
THIATELHBIM METUITTHCKUM HaOTI0ICHUEM.

[Ipogomxenne JeUeHUS MaHUAKATBHBIX SIMU30J0B MPH OWIMOJISPHBIX PACCTPONUCTBAX JOIKHO
MPOBOAUTHCS ITyTEM MPUEMa UHIMBUYaIbHO MOA00paHHON MUHUMaIbHOU 3 (HEKTUBHOMN H03bI.

Oco0nIe I'pynIbl TalnMEHTOB

Tayuenmoi noscunozo ospacma

HecmoTps Ha TO, 4TO y NAaNMEHTOB MOXKWIOTO BO3pacTa HMMEIOTCS HM3MEHEHUs (hapMaKOKHHETHKH
BAJIBIIPOCBOM KUCJIOThI, OHH MMEIOT OTPAHHUYCHHYIO KIMHHUYECKYI0 3HAYUMOCTh, M 1032 BaJIbIIPOCBOM
KHCJIOTHl y TAIMEHTOB MOXWIOTO BO3pacTa JOJDKHA MOJOUPAThCS B COOTBETCTBHU C JOCTHKCHUEM
obecrieueHnst KOHTPOJIS HaJl IPUCTYIIAMH STHJICTICHH.

Iayuenmsi ¢ noueunol He0OCMAamoyHOCMbIO U/UNU SUNONpomeuHemuell

CnemyeT y4YUTBIBaTh BO3MOXXHOCTh YBEIWYCHHS] KOHIICHTPAIIMM CBOOOIHON (TepameBTHYECKU
aKTUBHOI) (hpakLny BaIBIIPOEBON KUCIOTHI B CBIBOPOTKE KPOBH, U, P HEOOXOAUMOCTH, YMEHBIIIAThH
7103y BaJbIIPOEBOM KHCIOTHI, OPUEHTUPYACH IPU O00PE 103bI, TJIABHBIM 00pa3oM, Ha KIIMHUYECKYIO
KapTUHY, a HE Ha o0IIee coiepKaHhe BAIbIIPOCBON KUCIOTHI B CBIBOPOTKE KPOBH (OAHOBPEMEHHO
cB00OOIHOM (hpakiuy u Pppakiuu, CBI3aHHON ¢ OEITKaMU TUTa3Mbl KPOBH ), 9TOOBI H30€KaTh BO3MOKHBIX
OImMOOK MPHU TO00PE TO3HI.

Hemu cmapwe 6 nem u noOpoCMKU HCEHCKO20 NONA, HCEHUJUHbL C 0emOPOOHbIM NOMEHYUALIOM U
bepemeHnHble HceHUUHbL

JledeHnue npenapaTroMm cienyeT HauWHATh M IPOBOJAUTH TOJ] HAOIIOICHUEM CIICHIUATICTa, HMEIOIIErO
OTIBIT JICYEHUS SMIICTICUU U OUNOJSAPHBIX adPEeKTUBHBIX paccTpoiicTB. JleueHue cieqyer HauMHAThH
TOJIBKO B TOM ClTy4ae, Korja Jpyrue BUAbl Tepanuu HedGEeKTUBHBI WM HE TEPEHOCATCS (CM. pa3aesbl
4.4 1 4.6). IIpu perynsipHOM OLIEHKE T€paNuu CJIEAYET TIIATeIbHO MOBTOPHO OIIEHUBATH COOTHOIICHHE
moJib3bl U pucka. Ilpemapar crnemyeT HazHa4yaTh mpu cobOmoaeHUN [IporpamMmsbl mpeaoTBpamIeHUs
O0epeMeHHOCTH (CM. pazaeinsl 4.4 u 4.6).

B uckitounTeNnbHBIX CTydasiX, KOTJa BaJIb[IpOEBas KHUCIOTa SIBISETCS €IUHCTBEHHBIM BapHAHTOM
JICUYCHUS )KEHIIIMH C DTHIICTICUEH BO BpeMs OepeMEHHOCTH, MPEATIOYTUTEIHHBIM SBIISICTCS IPUMEHEHHE

IpenapaToB, COACPIKALIMX BAJIBIPOCBYIO KUCIOTY, B MOHOTEPANIUU U B HAUMEHBIIUX 3(PPEKTHUBHBIX
4
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CyTouHyro 1103y TMpemnapaToB, HE WMEIOIIUX JIGKAPCTBEHHYIO (QOpMYy C TPOJIOHTHPOBAHHBIM
BBICBOOOXKICHUEM, CIIEAYET Pa3IeIUTh Ha 2 pa30BbIC JO3BI.

Oonospemennoe npumeHenue ¢ 3CMpO2eHCOOePIHCAWUMU NPEnapamamii

BanpnpoeBass kuciora HE yMEHBIIAET TEPANEBTHYCCKYIO A(OPEKTUBHOCTh TOPMOHAIBHBIX
KOHTpPALETITUBOB.

Opnako mnpemapatbl, COAEpXKAIIMEe ASCTPOreH, BKJIOYAs ICTPOreH-COJAEPKAIIME TOPMOHAIIbHbBIC
KOHTPAIICTITUBBI, MOTYT YBEIMYHUTHh KIMPEHC BaJIbIIPOCBOM KHCIOTBI, YTO MOXKET TNPHBECTH K
CHHIKEHUIO €€ CBIBOPOTOYHON KOHIICHTPAIIUU U, KaK CJICJICTBHE, YMEHBIIEHUIO €€ Y(PPEKTUBHOCTH.
Heo0OxoauMo KOHTPOJIMPOBATh KOHIIGHTPAIMIO BaJbIIPOEBOM KHUCIOTHI B CHIBOPOTKE KPOBU U
KIIMHUYIECKYIO 3P (EKTUBHOCTH (KOHTPOJIIb MIPUCTYIIOB U KOHTPOJIb HACTPOCHHS) B HA4aJIe IPUMEHEHUS
WJTU TIPH OTMEHE ACTPOTEH-COJIePIKAINX JICKAPCTBEHHBIX MperapaToB. (cM. pasnen 4.5).

Hemu

Onenka > (PEeKTHUBHOCTH MPUMEHEHHS TIpenapara jis JICYCHUsS MaHHaKaJdbHBIX OSIH30/J0B TIPH
OUITOISIPHOM PACCTPOICTBE y MAIIEHTOB B Bo3pacte 70 18 et He mpoBOAUIACk.

Cnoco0 nmpuMeHeHus

BHyTpb, pennouTuTeNbHO BO BpeMs IpUeMa MUIIH.
TabneTky NPUHUMAIOT LETUKOM, HE pa3/IaBlIuBasi U HE pa3KEeBbIBasl.
Tabnerku npononrupoBannoro aevictBus 300 mr u 500 Mr MOXHO pa3AeNUTh IS OOJIETYCHUS
MPOTJIATHIBAHHSL.
JlanHast nexapcTBeHHas (opma mpenHasHadeHa TOJIBKO JJIS B3POCIBIX W JIETe 6 JIeT W cTapiie C
Maccoii Tena 6omnee 17 kr.
JlanHast ekapcTBeHHasi popma MPOTUBOIOKA3aHa JETSAM Miafiie 6 JeT (PUCK MonaiaHus TaOlIeTKU B
JBIXaTEeNbHBIC Ty TH P TTIOTAHUN ).
4.3. [IpoTuBONOKA3aHUS
e [UnNepyyBCTBUTENBHOCTh K BAJIBNPOATy HATpPUs, BaJbIPOEBOM KHUCIOTE, BaJIbIIPOATY
CeMHUHATpHs, BAJIBIIPOMUIY WM K KakoMy-TMOO W3 BCIIOMOTaTENIbHBIX BELIECTB,
MEPEUYNCIICHHBIX B pazzene 6.1;
e OcTpblii renaTur;
e XPOHHUYECKU IENaATHUT;
e Tskenbie 3a001eBanus IeYeHN (0OCOOCHHO JICKAPCTBEHHBIN IelaTuT) B aHAMHE3€ y TaIllieHTa
W/WIM y ero OJIM3KUX KPOBHBIX POJICTBEHHHUKOB;
e Tspkenble mopakeHHsI IEYEHH C JIETATbHBIM UCXOJIOM IIPU IPUMEHEHUH BaJIbITPOEBOIl KUCIOTHI
y OJU3KUX KPOBHBIX POJICTBEHHUKOB MAIlUEHTA,

e Tspkenble HapyIIEHUS QYHKINU MEYSHU WM TIO/DKEITYA0YHOM JKele3bl,



COOTBETCTBYET SKCNEPTHOMY OTUYETY
ot 19.06.2024 N= 12161
(NOCNEONCBATENBEHOCTL 0003)

e [leuenounas nmopdupus;

e [‘eMopparuyeckuii 1uare3, TPOMOOIIUTOIICHNS,

e [lanMeHTH C YCTAHOBJICHHBIMH HapyLICHUSAMH KapOaMUJIHOTO IUKiIa (IUKIa
MOYEBHHEI) (M. pazfen 4.4);

e VYCTaHOBJIEHHBIN MEPBUYHBII CHUCTEMHBII nedunuT KapHUTHUHA c
HECKOPPEKTUPOBAHHOM T'MIIOKapHUTHHEMUEN (cM. pasznen 4.4.);

e VYcCTaHOBIIEHHbIE MUTOXOHJpHAJbHBIE 3a00J€BaHUS, BBI3BAHHBIE MYTALUSIMHU
SAEPHOTO TEHAa, KOAUPYIOIIET0 MUTOXOHIPUANBHBIM (EpMEHT Y-ToIuMepasy
(POLG), wnanmpumep, cuHapoM Anbnepca-XyTTEeHJIOXepa, W TOJO3pEHHUE Ha
3a00seBaHus, 00yCIOBICHHBIC Ae)eKTaMH Y-TIoJauMepasbl (cM. pasnen 4.4);

e KomOuHamums ¢ MeproxXuHoM;

e KomOuHamnms ¢ npenapaTamu 38epo00si IPOABIPSBICHHOTO;

e [lepuon GepeMeHHOCTH MpPH SMUIIEICHH, 32 HCKIIOUYEHHUEM CIIy4aeB OTCYTCTBUS
ATbTEPHATHUBHBIX METOAOB JiedeHUs (cM. pasziensl 4.4 u 4.6);

e Jlepuon GepeMEHHOCTH TIPH JICUCHUH U TTPOPIITaKTHKE OUTTONSPHBIX aPEeKTUBHBIX
pacCTpOMCTB;

e JKeHImHBI ¢ COXpaHEHHBIM JIETOPOJHBIM MOTEHIIMATIOM, €CIH HE BBHITIOJHEHBI BCE
ycnous [Iporpammel ipeoTBpamieHust 0epeMeHHOCTH (CM. pasnensl 4.4 u 4.6).

e Jlerckuit Bo3pact A0 6 Jier.

4.4. OcoOble yka3aHUs ¥ MepPbl PeI0CTOPOKHOCTH NPH NPUMEHeHUH

C 0CTOPOKHOCTBIO

e 3a00J€BaHKs IICUCHU U IMOKEITYIOUHOM JKEJIe3hl B aHAMHERE,

® BpPOXKICHHBIC d)eDMeHTOHaTI/II/I;

® VIrHCTCHHUEC KOCTHOMO3IOBOI'O KPOBETBOPCHUA (HGfIKOHeHH}I, TDOMGOHI/ITOHGHI/IH, aHeMI/I}I);

e [10YEYHAs HEJIOCTATOYHOCTH (TpeOyeTcs KOPPEKIHUs J103);

® THUIIOIIPOTCUHCMUIA,

e OJHOBPEMEHHEINA IMPHUEM HECKOJBKUX IMPOTHUBOCYIOPOKHBIX MPEIapaToB (HOBBIHIGHHBIﬁ PHUCK

OPAKEHUSI [ICUEHN);

®  OJHOBPEMEHHBI IPHEM MPETAPaToOB, MPOBOLUPYIOIIUX CYA0POKHBIC TIPUITAIKU HITH CHIKAFOIIINX
MOPOT CYJIOPOYKHON TOTOBHOCTH, TaKMX KaK TPULUKIMYECKHE aHTUICTIPECCAHTHI, CEIICKTUBHBIC
WHTHOUTOPHI OOpaTHOTO 3axBaTa CEPOTOHHWHA, TPOW3BOMHBIC (EHOTHA3WHA, MPOU3BOIHBIC
OyTupo(eHOHa, XJIOPOXHH, OYNPONMHOH, TpamMaaosl (PHCK TPOBOLUPOBAHUS CYAOPOKHBIX

MIPUIIAIKOB);
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® OI[HOBpeMeHHBII\/'I ImpuemM HGﬁpOJ’ICHTHKO I/IHFI/Iél/ITODOB MOHOAMHMHOOKCHIA3b1

AHTHUJICTTPECCAHTOB, O€H30/IMa3eTTMHOB (BO3MOXKHOCTh MTOTEHITUPOBAHUS UX 3()PEKTOB);

® OJHOBpPEMEHHBI mTipueM (QeHobapOuTama, mNPUMHUIO0HA, (EHUTOWHA, JAMOTPHKUHA,
3UI0ByIMHA, (endamara, aleTUJICATULIUIOBOW KHUCIOTHI, HENpPSMbIX aHTUKOATyJSIHTOB,
UMMETUANHA, SPUTPOMUIIMHA, KapOameHeMoB, pudaMmnuIMHA, HUMOAMIIMHA, py(pUHAMKIA
(ocobOeHHO y neTeil), HHTHOUTOPOB MPOTea3 (JIOMMHABHPA, PUTOHABUPA), KOJIECTHUpaMHUHA (B
CBSI3U ¢ papMaKOKMHETUYECKUMU B3aMMOICHCTBUSIMH Ha yPOBHE MeTab0JIM3Ma UITH Ha YPOBHE
CBSI3M ¢ O€JTKaMU TU1a3Mbl KPOBH BO3MOXHO U3MEHEHHE MJIa3MEHHBIX KOHIEHTPAUH W 3TUX
JIEKApCTBEHHBIX CPEJICTB U/WJIA BAJILIIPOEBOM KUCIIOTHI, OJIpoOHEee cM. pa3zaen 4.5.);

® OJHOBPEMEHHBIH INpHeM KapOamaszenuHa (PUCK MOTEHIMPOBAHUS TOKCUYECKUX 3(PQEKTOB
KapOama3enuHa U CHIKEHUS TUIa3MEHHOW KOHIIEHTPAIIUH BaJIbIIPOEBOM KUCIIOTHI);

e OJHOBPEMEHHOE TPUMEHEHHWE TONUpaMaTa WM arera3oiaMuaa (PUCK  Pa3BHTHUSA
sHIEDATONATHH ),

® Yy NAIMEHTOB C UMEIOUICHCS HEJOCTaTOYHOCThIO KapHUTUH-TIadbMuTornTpancdepassl (KIIT)
tuna II (6onee BbICOKHIT pHCK pa3BUTHS pabIOMUOIN3a IIPU MPHEME BAILIIPOEBOM KUCIIOTHI);

¢ OAHOBPCMCHHOC IMPUMCHCHHUC C 3CTPOrCHCOACPIKAIINUMU ITpCrIapaTaMu.

JleTH ¥ MOJAPOCTKH KEHCKOI0 M0.13, ’KEHIIUHBI ¢ JeTOPOAHbIM NOTEHUHAJIOM H OepeMeHHbIe
KeHLIHHBI
IIporpamma npenoTBpanieHusi 6epeMeHHOCTH
BanbnpoeBast kuciora o0siafaeT BEICOKUM TepaTOreHHBIM 3(()eKToM, MPUMEHEHHE BaJbIIPOECBOM
KHUCJIOTBI MIPUBOAMT K BBICOKOMY PUCKY BPOXKJICHHBIX IMOPOKOB Pa3BUTUS U HAapyLIEHUH HEPBHO-
NICUXUYECKOT0 pa3BUTHUS Y peOCHKA.
IIpuMeHeHre BaJIbIIPOEBOM KUCIOTHI IPOTUBOIIOKA3aHO:
e B mepuoJ OEpeMEHHOCTH TMpH SIWICTICHH, 33 HUCKIIOUYEHHEM CIIy4aeB OTCYTCTBUS
IbTePHATHBHBIX METOOB JieueHus (cM. pazzaen 4.6.);
e B rmepuoa OEpeMEHHOCTH IPH JICYCHHU U TNpoduiIakTHKe OUMONSAPHBIX ad()EeKTUBHBIX
PacCTpONCTB;
® Y JKEHIIUH C JIETOPOJHBIM MOTEHIMAJIOM, €CJIM HE BBIMOJHEHBI Bce ycaoBus [Iporpammel
NpeJOTBpAILleHUsS OepeMEHHOCTH (CM. pazzensl 4.6.).

IIpu Ha3HAYCHUH IIPENapaToB, COACPKAIMX BATLIPOCBYIO KHUCIOTY, HGOGXOI[I/IMOI

- TMPOBECTU HHIAUBUAYAIbHYIO OLEHKY OOCTOATEILCTB HA3HAUECHMs Ipenapara B KaKIOM
OTJIENIbHOM Cllydae, 00CYIUTh BO3MOKHBIE METOJbI TEPANUU U YOEAUTHCS, UTO MallMEHTKa
MOHUMAET MOTCHIMAIBHBIE PUCKM W HEOOXOJUMOCTh MPEANPUHUMACMBIX MEp IO UX

MHWHHMU3AIHU,
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(OCREQOBA o TE 0003]
yGenuThCs B TOM, UTO MalenTka obaiael eTopohHbm fotermuaron; '~ — "= YU

yOequTbCs, YTO TMAalUeHTKa IOHUMAeT MNPHUPOLYy U BEIMYUHY PHUCKOB MPUMEHEHHUS
BaJIBIIPOEBOM KHUCIOTHI BO BpeMsi OEpeMEHHOCTH, B YAaCTHOCTH PHCKOB TEPAaTOT€HHOTO
BO3CHUCTBUS, a TAK)KE€ PUCKOB HAPYLIEHUH HEPBHO-IICUXUYECKOTO Pa3BUTHS y peOCHKa;
yOequThCs, 4TO MAlMEHTKa MOHUMAEeT He0OXOAUMOCTb IPOBOIUTh TECT Ha OEPEMEHHOCTh
nepe] HayajaoM H B IPOLECCE JICUCHHUS,

Pa3bICHUTH HEOOXOJMMbIE METO/Ibl KOHTPALICTILUH, YOSAUTHCS, YTO MAIMEHTKA UCIIOIb3YeT
Ha/IeKHbIE METOABl KOHTpPALENIMUM HENPEephlIBHO B XOJE JIEYEHHs IpernapaTamu,
COJIEP>KALIMMHU BaIbIIPOEBYIO KUCIIOTY;

yOenuTbes, 4YTO TAalMeHTKa OCO3HAeT HEOOXOAMMOCTh pEryJsipHO oO0pamarbes K
CIELUANNCTY B OOJIACTH JICUSHHSI SIMUJICTICUU M OUNONSAPHBIX ap(EKTUBHBIX PAaCCTPOMCTB
(ne pexe 1 pa3a B ron1) [uisi HOBTOPHOT'O aHAJIN3a HA3HAYEHHOMU Tepanuu;

yOequThes, 4TO MAIMEHTKa OCO3HAET HEOOXOAMMOCTh OOpaTHThCA K JieyalleMy Bpauy B
cllyyae, eCiIM OHa IIAHUPYET OEpEeMEHHOCTb, YTOObI CBOEBPEMEHHO OILICHUTh BO3MOXKHOCTh
NEPEeKIIIOYUTHCS Ha aJbTEPHATUBHYIO TEPANHUIO TeEped MPEeKpalleHueM MPUMEHEHUs
KOHTpALeNLny;

COOOIIUTE O HEOOXOOUMOCTH HE3aMEIJIUTENbHON KOHCYJIbTAllMM CO CBOUM JIEHalUM
BpayoM IIpY NOJO3PEHUH Ha OEPEMEHHOCTb;

yOequThCs, YTO MAlMEeHTKa IOJIy4Yua BCE HEOOXOIUMBbIE pa3bsICHEHUS O pPHCKax U
HEOOXOJMMBIX Mepax MpeaocTopoxkHocTH. [lanmueHTkaM aoCTynmHBI 0Opa3oBaTelbHBIE
MaTepHajibl ¢ COOTBETCTBYIOIIMMHU HPENYNPEKACHUAMU IO MPUMEHEHHIO BaJIbIIPOEBON
KHCIIOTHl y JKEHIIMH C COXPaHCHHOW JeTOpoAHOW (QyHKIMeH, a Takxke MoapoOHast
uHpopmanusa o IIporpamme npenynpexaeHuss OepeMEeHHOCTH AJISi TOTO, YTOOBI MOMOYb
MEIULIMHCKUM pabOTHUKAM M MaIleHTaM n30eKaTh BO3/IeHCTBUS BAIBIIPOEBOM KUCIOTHI BO
BpeMs OepeMeHHOCTH. Bcem JKEHIMMHAM ¢ COXpaHEHHOW JEeTOPOJHON (YHKIHECH,
IPUMEHSIONIMM BaJlbIIPOEBYIO KUCIOTY, AOCTYIHBI OpoLIOpa [Uld MAalUeHTOK M KapTa
MaIMeHTa.

ExxerogHo 3amonHsemyio (opMy HWHGOPMHPOBAHHOTO COTJIACHS O pPHCKax CJexyer
UCIOJIb30BaTh B HauaJle JICYEHUs BaIbIIPOEBOM KHCIOTOM U BO BpeMs KaXJI0TO €XKEr0JJHOr0
BU3MTA K Bpady, a TaKKe KOTJa *KEHIMHA IUIaHUPyeT OEPEeMEHHOCTh WM y3Hala O CBOEH
6epemenHocTd. Bpauam goctynmHO PyKOBOACTBO JUIsl CHIEIMATIMCTOB 3APaBOOXPAHEHUS C
uHpopManuei 0 puckax MPUMEHEHHS BAIBIIPOEBON KHCIOTHI Y MAlMEHTOK JKEHCKOTO IMoJia

1 OEpPEeMEHHBIX JKCHIIHH.
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Yka3aHHasi BbIIIe MHOPMALHS TAKKE PEICBAHTHA B OTHOUICHTIN KEHIITMH, KOTOPBIE B HACTOSIIMIL

MOMECHT HE€ HUMCIOT ceKcyaanoﬁ AKTUBHOCTH, 3a HUCKIIOUCHUCM CJIy4acB, KOrJa J'Ie‘-IaH_[I/Iﬁ Bpau
yOeIuiIcs B OTCYTCTBUU AETOPOAHOTO MTOTEHIIHATA.

[TanmeHTKaM pPEKOMEHIYETCsl HE TMpeKpaliaTh MPUMEHEHHE BaJbIPOCBOW  KHUCIOTHI U
HEe3aMeITUTEIbHO 00PATUTRCS K Bpauy B Cliydyae MJIaHUPOBAHUS OEPEMEHHOCTH WJIH TTOI03PEHHS Ha
OepeMEHHOCTb.

IIanueHTHl IETCKOr0 BO3pacTa KEHCKOTO 110J1a

[Ipu Ha3HaUEHUU MpenapaToB, COAEPKAIIUX BAITBIIPOEBYIO KUCIOTY, HEOOXOAUMO:

- yOemuThCs, UYTO TMAIUMEHTKH JETCKOTO0 BO3pacTa IKEHCKOTO IO0JIa/UX  3aKOHHBIE
MPEJICTABUTENM TMOHUMAIOT HEOOXOIUMOCTh MPOKOHCYIBTHPOBATHCS C JICUAIIUM BpPadOM
MIPU HACTYTJICHUU MEHAPXE;

- yOemuThCs, YTO MAlMEHTKHU JETCKOTO BO3pPAcTa KEHCKOIrO I0Jia, Y KOTOPBIX HACTYIWII
MepHOoJ] MEHapXe, UJIM UX 3aKOHHBIE MPEACTABUTENH MOIYUUITH MOAPOOHYI0 HH(POPMAIIUIO O
pHUCKaxX BPOKJIEHHBIX IMOPOKOB PA3BUTHUSL U HAPYIICHUI HEPBHO-IICUXUYECKOTO Pa3BUTHUA Y
pebeHKa, BKITFOYast BETUYHHY dTHX PUCKOB JIJIS IETEH, MOBEPTraBIINXCS BHYTPUYTPOOHOMY
BO3JICHCTBUIO BAJIBIIPOEBOM KUCIIOTHI,

- y HAI[MEHTOK, Y KOTOPHIX HACTYIIIIO MEHApXe, JeUalluii Bpau T0JIKEH €KEer0THO TPOBOUTD
MOBTOPHYKO OLIEHKY HA3HAYEHHOM TEpanud BaJbIIPOEBOM KHUCIOTOM M OLEHUBATh
BO3MOXKHOCTh HAa3HA4Y€HMsI aIbTEpPHATUBHOM Tepanuu. B ciydae, eciu mnpenaparsl,
coJiep Kallre BAIBIIPOEBYIO KUCIIOTY, SBISIIOTCS TEparueil BEIOOpa, HEOOXOAUMO YOS aUThCS
B NMPUMEHEHUH HaJEKHBIX METOJOB KOHTpALENIUU U coOmoaeHnn ycaosuil [Iporpammsl
MpenoTBpalieHUsT OepeMeHHOCTH. J[0 HACTYMJIeHHS IMOJIOBOM 3pENOCTH HEO0O0XOIUMO
MOCTOSIHHO PaccMaTpUBaTh BO3MOXHOCTh MEPEKIIOUEHUS MAIMEHTOK Ha aJlbTE€pHATHUBHbBIC
METO/bI JICUCHHUSI.

Tect Ha OepEMEHHOCTH

[lepen Havanom JedeHUs MpenapaTtaMH, COACPKAINIMMH BaJBIIPOEBYIO KHCIOTY, HEOOXOIMMO
UCKJIIOUUTh OEpeMEHHOCTh. Tepamus IMmpernapaTtamMu, COJACpPXKAIIUMH BaJbIIPOECBYIO KHCIOTY, HE
MOXKET GBITB Ha3HAa4YCHa JXCHIIWHaM C JCTOPOJHBIM MMOTCHIIUAJIOM B OTCYTCTBUHU MOATBCPIKACHHOT'O
MEIUIUTHCKUM Pa0OTHUKOM OTPHUIIATEIFHOTO pe3yIbTaTa TeCTa Ha 0epeMEeHHOCTh (aHaIN3 KPOBH Ha
OCpEeMEHHOCTh), YTOOBI MCKJIIOUWTh HENpPEeIHAMEPEHHOE TPUMEHEHHE IIpenapara BO BpeMs
OepeMEeHHOCTH.

Mertoanl KOHTpAalleOIun

[TaniMeHTKH KEHCKOTO T0Jia ¢ JETOPOIHBIM IMOTEHIIMAIOM, KOTOPHIM Oblla Ha3HA4YeHa Teparus
npenaparamMu, COACP)KalUMU BaJbIIPOCBYIO KHUCJIOTY, JIOJDKHBI COOJIONATh HAACKHBIC METOJIBI

KOHTpauCinunuy HEIPCPLIBHO HA MTPOTSXKCHUHN BCCTO NECPpUOJAA JICUCHU . HaI_II/IeHTKaM KECHCKOI'O I10J1a
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C IETOPOJIHBIM TOTCHIIMAIOM HEOOXOIUMO TIpe CTABUTE PA3BEPAVIVIO HHDOPMAIIIO O METOIaX

NPEJOTBpAILCHUS OEPEMEHHOCTH, TaKHE MAIlEHTKN TaKKe MOTYT 00paTUTHCS 3a KOHCYJIbTAalUEH K
JevaleMy Bpady B CiIydae He MCIOJIb30BAHUS HAJIE)KHOTO METO1a KOHTPALCTIIIUH.

HeoOxomumo wucmonp30BaTh, IO KpallHEH Mepe, OIWH HAJASKHBIM METOJ] KOHTpaIEeHIun
(TPEeaIMOYTUTENBHO OJHOBPEMEHHO C TaKMMH METOAAaMH, KaK BHYTPHMATOYHAs CHCTEMa WU
UMIUIAaHTAT) WIKA JBa JOMOJHSIOMIMX JAPYT JApyra MeToJa KOHTpAleNluu, BKIoYas OapbepHbIe
metoabl. Ilpu Ha3HAaYeHHWM MAIMEHTKE METoJa KOHTpAIeNIUd HEeoO0XO0IUMO TNPUMEHUTH
WHIUBU Ty ATBHBIA TIOAXOA U OOCYUTH C MAlMEHTKONW BCe BO3MOXKHBIE BapHAHTHI KOHTPALCTIIIUH,
9T00BI yOEUTHCSA B TOM, UTO MAIMEHTKA MPHUICP)KUBACTCS U COOIIOIAaeT cxeMy npuema. B ciaydae
aMEHOpPEH NAIMEHTKY TaKKe HEOO0XOAMMO MpeaAynpeauTbh 00 HCIONb30BaHUU 3(P(HEKTUBHBIX
METOI0B KOHTpAIICTILINH.

Esxeronueiii aHaiyu3 Ha3HAYEHHOU Tepanuu

He pexe ogHOTO pasa B ToJ Jevyalinii Bpad JOJDKEH MPOBOJMTD OICHKY, SIBISIFOTCS JIM TIpEraparhl,
COJIEp KaIlfe BATbIIPOSBYIO KUCIIOTY, Tepamnuel Beioopa. HeoOxomumo 00Cy IUTh pUCKH, CBSI3aHHBIC
¢ Tepanueil (ucnonb3ys ExxeroaHo 3anonnasemyto GopMy HHPOPMUPOBAHHOTO COTIACHS O PUCKAX),
MIPY Ha3HAYCHUH MIperapaTa | B X0/1¢ K&KI0T0 €KEroJHOr0 aHaTN3a Ha3HAYeHHOW TepaIiy, a TAaKKe
yOeIUThCs, UTO MAIIMEHTKA TIOHUMAET BCE PUCKH.

IInaHupoBaHue GGDGMGHHOCTI/I

[Tpu HaTMYUK STUIIETICUH Y KESHIIUHBI, KOTOpast IUTAHUPYET OEPEeMEHHOCTh, CIICIUATHNCT, UMEIOIIUI
OTIBIT JICUEHUS SMUJICTICUHU, TOJKEH EPECMOTPETh TEPAIHIO BAJILIIPOEBOI KUCIOTON U pAaCCMOTPETh
allbTepHATUBHBIE BapUaHTHI JeueHusi. Heo0xoaumo caenarh Bce BO3MOXKHOE, YTOOBI MEPEKITIOYUTh
NAIMEeHTKY C Tepanuu npenapaTamMmu, CoASpKalluMH BaJIbIIPOEBYIO KUCIOTY, MEpe]] 3a4aTHEM H J10
MOMEHTa TPEKpaIleHUs] MPUMEHEHHUs KOHTpareniuu (cM. pasmen 4.6.). B ciydae orcyTcTBHs
aNIbTEPHATHUBHOM Tepanuu MaluMeHTKe HeoO0XOAWMO pa3bsCHUTh BCE PHUCKH, CBSI3aHHBIE C
MIPUMEHEHHUEM IIPENapaToB, COAEPKAIIUX BAIBIIPOEBYIO KUCIOTY, Ul Oyayiiero peOeHka, 4To0bl
MIOMOYb MPUHATH UHHOPMUPOBAHHOE PEIICHUE O IJIAHUPOBAHUHU CEMbH.

[Mpu Hamuuuum OunonsgpHoro ad@EKTUBHOTO PACCTPOWCTBA y KEHUIMHBI, KOTOpas IJIaHUPYET
O6epeMeHHOCTh, He0OX0IMMa KOHCYJIbTALMS CHICIUATNCTA, MMEIOIIETO OMBIT JICYCHUsT OUITOISPHBIX
ah(PeKTUBHBIX paccTpoicTB. JIeueHne BabIPOEBON KUCIOTON JAOMKHO OBITH MPEKPAIICHO Mepe
3ayaTMeM M JI0 MpeKpalleHus KoHTpauenuuu. llpu HeoOXoauMocTHU clelyeT paccMOTPETh
aIIbTePHATHBHBIC BAPUAHTHI JICUCHUS.

Yro menarts B ClIy4yae HACTYIUIEHUS OEpEMEHHOCTH?

B cnyuae HacTymieHuss OepeMEHHOCTH HEOOXOIMMO HE3aMEeIUIMTENbHO OOpaTUThCS K CBOEMY
JedanieMy Bpady, 4TOObl NMPOBECTH OLEHKY TEpaluHu U PacCMOTPETh BO3MOXKHOCTH Ha3HAuYEHUs

IbTECPHATUBHOU TEpaIuu.

10
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MenunuHckuit paOOTHUK JOJDKEH yOeIUThCs, UTa:

— IMALIMEHTKU [IOHUMAIOT BCE OIMCAHHBIE BBIIIEC PUCKHU;
— NALUUEHTKU MOJY4YWIM PEKOMEHJALMU HE IPEKpallarb TEpalui0 BaJbIIPOCBOM KHUCIOTOM U

HEe3aMeUIUTEILHO 00paTUTHCS B JIeHallleMy Bpady IIpH IJIaHUPOBAHUN OEPEMEHHOCTH.

IIpuMeHeHHE BaIbIIPOCBOM KMCIOTHI Y MYKUYKMH C PEIPOAYKTUBHEIM HOTCHIIMAIOM

JlaHHBIE PETPOCIEKTUBHOTO OOCEPBAMOHHOTO HCCIEAOBaHMS, IPOBEACHHOTO B JABYX CTpaHax,
YKa3bIBAIOT HA TEHJCHIMIO K YBEIWYCHUIO PUCKA HAPYIICHWH HEPBHO-TICUXUYECKOTO PA3BHUTHS Y
JeTed, POXKACHHBIX OT MY)KUMH, MOJYYaBIIUX JICUCHHE BaJblIpOATaMH BO BpEMs 3adaTusi, IO
CPaBHEHHIO C MY>KYMHAMHU, TIOTYYaBIINMH JICUCHUE JTAMOTPHKUHOM WJIM JIeBeTHparieTaMoM. JlaHHble
U3 TPEeThEeW CTpaHBl B HACTOSIIEEC BpEeMsI HaXOAATCS Ha dTame aHanu3a. HeoOXxommmbl ganbHEHIINE
MCCIIEJOBAHMSI ATOTO MOTCHINAIBHOTO PUCKA.

B kauecTBe MephbI IPeI0CTOPOKHOCTHU Bpay, Ha3HAYAIOIMIUN BaJIbIPOATHI, JOHKEH MPOUH(POPMHUPOBATH
MAIMEHTOB MYXXCKOTO TOJIa 00 3TOM MOTEHIMAJbHOM PHUCKE, a TaKXe OOCYAHUTh MOTPEOHOCTH B
3 PEKTUBHBIX METOIaX KOHTPAIETIIINHA U BO3MOXXHOCTH aJIbTEPHATHBHBIX METO/IOB JICUCHUSI.

KoHTpoas d)VHKHI/II/I INCYCHU

Hepe;[ Ha4YaJiOM IPpUMCHCHUS MTp€riapara U NICPUOJUICCKU B TCUHCHUC IICPBBIX 6-TH MCCALICB JICUCHUA,
OCOGeHHO Y HNalUMCHTOB B TpPYHIIC PpHCKA Pa3BUTUA MNOPAKCHUA TCUYCHU, CICAYCT IIPOBOIHUTH
ucclieoBaHue QYHKIMH MTEYCHH.

Kak u mpu npuMeHeHUH OOJBIIMHCTBA MPOTHBOAHIICTITHYCCKUX IPENapaToB, MPH MPUMEHEHUU
BaﬂprOGBOﬁ KHCJIOTBI BO3MOXHO HC3HAYUUTCIIBHOC IIOBBIINICHUE AKTHUBHOCTH «IICYCHOYHBIX»
TpaHCaMHHAa3, OCOOEHHO B Hayale JIEYCHHsI, KOTOpOE MPOTEeKaeT 0e3 KIMHUYECKHUX MPOSBICHHUNA U
SIBIISICTCS PEXOISAIIMM. Y TaKUX IMAllMEHTOB HEOOXOIMMO IMPOBECTH OOJIEE TIIATEIIEHOE HCCIIEJOBAHNE
OMOJIOTMYECKUX TIOKa3aTeNlel, BKJIOYas MPOTPOMOMHOBBIM HHIEGKC. MoxeT mnoTpeGoBaThCs
KOppEeKIHsl JT03bI Mperapara, a nmpu HEOOXOAMMOCTH, U MOBTOPHOE KIMHUYECKOE M JabopaTopHOe
oOciemoBaHue.

KoHTpoas BpeMEeHH KPOBOTSUCHHUS M KOJIMYCSCTBA d)ODMeHHBIX JJICMCHTOB B HGDHd)CDPI“ICCKOfI KPOBHU

[Tepen HayaJloM Tepanuy WK MEpPe]l XUPYPTUUSCKUM BMEIIATEILCTBOM, a TaKXKe MPH CIIOHTAHHOM
BO3HUKHOBCHHUHN ITOAKOKHBIX I'€éMaTOM HIIN KpOBOTe‘IeHI/Iﬁ peKOMeHI[yeTCH HpOBeCTI/I onpez[eneHI/Ie
BpPEMEHHU KpPOBOTEUEHUS, KOJIMYECTBA (DOPMEHHBIX 3JIEMEHTOB B MEpH(PEPUUIECKON KPOBHU, BKIIIOYAS
TPOMOOIIUTEHI.

Tsoxenoe mopaxeHue IeueHu

IIpedpacnonacarouue gaxmopul
OmnwucaHbl OTACTBHBIC CITYYan PA3BUTHS TSXKEIIBIX MOPAKECHUH MEUCHU, HHOT/IA C JICTATbHBIM HCXOJIOM.

Knuangecknii  ombIT IMOKAa3bIBACT, YTO B TIPYNIIC pHCKa HaAXOAATCA MAMCHTBI, IMPUHHUMAIOMIUC

11
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CYIOPO’KHBIMH TIPUCTYIIaMHU, OCOOCHHO Ha ()OHE TMOpPaXKECHHS TOJOBHOTO MO3Ta, 3aJepPKKU
YMCTBEHHOTO  pPa3BUTHS W/WIM  BPOXKACHHBIX  METa0ONMYECKUX  3a0oneBaHuil  (BKIIOYas
MUTOXOH/IpHaJIbHbIE HApYIIEHUs, TaKUe KaK 1e(ULUT KapHUTHHA, HAPYIIEHUSI KapOaMUJIHOTO LUK
(UMKJIa MOYEBHMHBI), MYyTallUM SJIEPHOTO Te€HA, KOAUPYIOMIETO MHUTOXOHAPUAIbHBIA (EepMEHT Y-
nonumepaly (POLG)) unu nereHepaTuBHBIX 3a00JI€BaHU; MAIIMEHTHI, OJJHOBPEMEHHO MPUHUMAIOIINE
CAIMIIUIIATHI (TaK KaK CAUIUIATHI META0OIU3UPYIOTCS MO TOMY K€ METa0OTUYeCKOMY IYTH, YTO U
BaJILIIPOEBAsT KMCIIOTA).

[Tocne 3-x neT pUCK MOpa)KeHUs MEeYeHH 3HAYUTEIHHO CHIKAETCS U MPOTPECCUBHO YMEHBIIAEeTCs 10
Mepe YBEIMYCHHS BO3pacTa MarueHTa. B O0NBIIMHCTBE CIy4aeB TaKOe MOPaKEHUE MIEYeHU BOSHUKAIIO
B TCUCHUE TMEPBBIX O-THU MECSIICB JICUCHUS, Yallle BCero Mexay 2 U 12 HepensMu JIe4eHUs U OOBITHO
IpU IPUMEHEHUHU BaJIbIIPOEBOIM KHCIOTHI B COCTaBE KOMOMHUPOBAHHON MPOTHUBOSMUICHTHYECKOMN
Tepanuu.

Ilooospenue na nopasicenue neveHu

Jl1is paHHeW TUarHOCTUKY OPAKESHHUsI TEYSHH 0053aTeNbHO KIIMHUYECKOe HAOI0IeHIE MAlueHToB. B
YaCTHOCTH, CJIe[yeT oOpanjaTh BHUMaHUE Ha TMOSBIEHUE CIEIYIOIMIMX CHUMIITOMOB, KOTOPbIE MOTYT
MpeIIeCTBOBATh BOSHUKHOBEHHUIO JKEITYXH, OCOOCHHO y MallMEHTOB IPYIIIbI PUCKa!

- Hecrenu(puuecKkre CUMIITOMBI, OCOOCHHO BHE3AITHO HAYaBIIHECS, TAKHE KaK aCTEHUsS, aHOPEKCHUS,
JeTaprusi, COHJIMBOCTb, KOTOpPbIE WHOTAA COIMPOBOXKIAIOTCS MHOTOKPATHOW pPBOTOM M OOISIMH B
KHUBOTE;

- BO30OHOBJIEHUE CYJOPOKHBIX IPUIIAIKOB Y MAIMEHTOB C AMHJICTICUEH.

Crnemyer mpemymnpexaarh IMAalMEHTOB WIM 4WICHOB HMX ceMell (Impu NpUMEHEHWH Tperapara y
MAIMEHTOB JIETCKOTO BO3pacTa) O TOM, YTO OHU JIOJDKHBI HEMEUICHHO COOOIIUTh O BO3HUKHOBEHUU
m000ro M3 3TUX CHUMIITOMOB Jedaniemy Bpaudy. [lanueHTam clieyeT HEMEAJEHHO MPOBECTU
KIIMHAYECKOe 00CieIoBaHNE 1 J1abopaTOpHOE MCCIIeIOBAaHNE TTOKa3aTeNe PyHKITUN TIeYCHHU.
Buvisisnenue

Omnpenenenre PyHKIMOHAIBHBIX MPOO MEYEHH CIIEAYET MPOBOIUTH MIEPE]] HAYaIOM JICYCHHS U 3aTeM
MEePUONYECKH B TEUEHHE MEPBBIX 6 MECALEB JICUEHUs, OCOOCHHO y MAllMEHTOB TPYMIIBI pUcCKa (CM.
pasnen 4.5.). Cpeny 0OBIMHBIX HCCIICIOBAaHNN Hanbosee MHPOPMATHBHBI HCCIICIOBAHUS, OTPAKAFOIIINE
COCTOSIHUE OEJIKOBO-CHHTETUYECKON (PYHKLUU MEYEHH, OCOOCHHO ONpeAeTeHHe MPOTPOMOMHOBOTO
uHaekca. [loaTBepKIAeHHE OTKIOHEHHS OT HOPMBI MPOTPOMOMHOBOTO HHJIEKCA B CTOPOHY €ro
CHIDKEHHUS, OCOOEHHO B COYETAHUM C OTKJIOHEHHUSMHU OT HOPMBI JIPYTHX J1a0OpaTOPHBIX MOKa3aTeneit
(3HauUTENHPHOE CHUKEHUE cojiepkaHus (uOpuHOTreHa 1 (PaKTOpOB CBEPTHIBAHMS KPOBH, YBEIIMUCHUE
KOHIIEHTpallui OWiupyOrMHA W TIOBBIIICHUE AKTUBHOCTH «IEYCHOYHBIX» TPAHCAMHHA3), a TaKKe

MOSIBJICHUE APYTUX CHMIITOMOB, YKa3bIBAIOIIUX Ha MOpak€HHE MeueHH, TpeOyeT MpeKparieHus
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OJTHOBPEMEHHO CATTUIMIIATHI, UX MPUEM JIOJDKEH OBITh TaKXKe MPEKpaIlleH.

[Tankpeatur

B ouens penkux ciydasx coo0manoch 0 TSKENBIX popMax maHKpeaTUuTa y AeTe U B3pOCTbIX (MHOTIA
C JICTAIBHBIM HCXOJIOM), KOTOpPBHIE Pa3BUBAIMCh HE3aBUCHMO OT BO3pacTa U MPOJAOHKHUTEIBHOCTH
nedeHus. HaOmromamoch HECKOJNBKO CIIyd4aeB TeMOpPParuyeckoro MaHKpeaTUTa C  OBICTPBIM
MIPOrPeCcCUPOBAHUEM 3a00JIEBAHUS OT MEPBBIX CHMITTOMOB JI0 JIETAIBHOTO UCXO/IA.

Jletn HaxoAsATCA B TPYIIIE MOBBIIEHHOTO PUCKA PAa3BUTHUS MAaHKPEATUTa, C YBEJIUMUYECHHEM BO3pacTa
pebeHKa 3TOT pUCK CHWXKaeTcs. DakTopamMu pUCKAa Pa3BUTHUS NMAaHKPEATUTa MOTYT OBITh TSDKEIbIC
CyJOpOTH, HEBPOJOIMYECKHE HApPYUIEHUsS WM IPOTUBOCYIOpOXKHas Tepanus. IledeHouHas
HEJI0CTaTOYHOCTh, COYETAIOIIAACA C TAHKPEATUTOM, YBEJIMYMBAET PUCK JIETATBHOIO UCXO0/A.

[Tpy BO3HUKHOBEHUH CUIILHOM 00JIM B 00J1aCTH )KMBOTA, TOIITHOTHI, PBOTHI H/WJIM aHOPEKCHH TTAIUCHTHI
JOJDKHBI OBITH HEMEIJICHHO 00ce0BaHbl. B ciiydae moaATBep KAeHUS TaHKPeaTHUTa, B YaCTHOCTH, TIPH
MOBBIIIEHHOW aKTUBHOCTU (DEPMEHTOB MOKETYTOUYHOM Kelle3bl B KPOBU, TPUMEHEHHE BATLITPOEBOI
KHCIIOTHI HEOOXOAMMO TPEKPATUTh U Ha4aTh COOTBETCTBYIOIIIEE JICUCHHUE.

IIanueHTH ¢ YCTaHOBJICHHBIMHI MUTOXOHIPUAIEHEIMHA 3a00JICBAHUSIMU TN IMOAO3PEHHUEM Ha HUX

BanbnpoeBasg kucimota MOXKET HMHULMHAPOBATH WM YTSDKEIATh  KIMHUYECKHUE  CHMIITOMBI
MUTOXOHAPHAIBHBIX 3a00JeBaHUMN, BBI3BIBAEMBIX MyTauusMu MuToxoHapuansHoi JIHK, a Tarke
SICPHOTO T€HA, KOAUPYIOLIETO MUTOXOHAPHAIbHBIN hepmenT y-nioaumepasy (POLG). B wactHocth, y
MAIMEHTOB C BPOXKICHHBIMU HEHPOMETA00IMUYECKMMH CUHAPOMAaMHU, BbI3bIBAEMBIMHU MYTALIUSIMU T€HA,
komupyromniero y-nonumepasy (POLG), nHanpumep, y mNaluMeHTOB C CHHApPOMOM Aublepca-
XyTTeHnoxepa, ¢ MPUMEHEHHEM BaJbIIPOCBOM KHUCIOTHI ObLIa CBs3aHa OoJjiee BBICOKAs 4acTOTa
pa3BUTHSA OCTPOM NEYEHOYHON HEJOCTAaTOUYHOCTH U CBSI3aHHBIX C MOPAKEHUEM IE€YEHM JIETAJIBHBIX
MCX0JI0B. 3aboiyieBaHMs, OOYCIOBJICHHBIC Ne(PeKTaMu Y-TIOJUMepa3bl, MOTYT OBITh 3alO0JI03PEHBI Y
MalUMEeHTOB C HaJM4yMeM B CeMEHHOM aHamMHe3e TakKuX 3a00JeBaHHil WIM CUMITOMaMu,
YKa3bIBAIOIIMMH Ha WX HaJM4yue, BKJIIOYas HEOOBICHUMYIO HSHIedaronaTuio, pedpakTepHyIo
snuiencuio ((HoKanbHYI0, MUOKIOHHYECKYIO), SMHJICHTUYECKHH CTaTyC, 3aAepPKKY MCUXUYECKOTO U
(GbU3MYECKOTO Pa3BUTHS, ICUXOMOTOPHYIO PErPECCHI0, AKCOHATIBHYIO CEHCOMOTOPHYIO HeilpomnaTuio,
MHUOMATHIO, MO3KEUKOBYIO aTaKCHIO, OPTATIbMOIUIETHIO UM OCJIOKHEHHYIO MUTPEHb CO 3pUTEIBHOMN
(3aThUI0YHOI) aypoil. B cOOTBETCTBUU C COBPEMEHHOW KIMHUYECKON MPAKTUKOW MJisi TUarHOCTHKU
TakuX 3a00JI€BaHUM CIIEAyeT MPOBECTH TECTUPOBAHUE HA MYTAI[H I'€HA Y-TIOJUMepasbl (

POLG) (cm. paznen 4.3.).

depMeHTHAs HEAOCTAaTOYHOCTH KaD6aMI/IHHOFO OUKJIa (I_[I/IKJ'Ia MOLICBI/IHBI) N PpHUCK pa3BUTHUA

TMncpaMMOHHUCMHUHN
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KHCJIOTBI IPOTHUBOIIOKA3aHO. VYV Ttakux ManuCHTOB OIMUCAHO HECKOJIBKO CJIYYAaCB T'MIICPaMMOHUCMUUN CO
CTYIIoOpoOM HJIr KoMOH. B stux ClIydasax UCCICAOBaHUA MeTa6OJII/13Ma CJICAYCT MPOBOAUTL A0 Hadalia
JIEYCHUS BAJILITPOCBOM KUCIOTOM (cM. pasnen 4.3.).

VY npereil ¢ HEOOBSICHUMBIMH JKEITYAOYHO-KHIIEYHBIMA CHMOTOMAaMH (2HOPEKCHS, PBOTA, CIIy4au
LIUTOJIN3A), IETapTUEl UM KOMOM B aHaMHE3e, € 3aJ€PKKO YMCTBEHHOT'O Pa3BUTHS WU ITPU HATUYUHT
B CEMEHHOM aHaMHe3e¢ TuOeld HOBOPOXKICHHOTO WM peOCeHKa, 10 Hayana JICYCHHUs BaJbIPOEBOI
KHUCJIOTOW JIOJDKHBI OBITH TIPOBENEHBI HCCICIOBAHUS METa0OJM3Ma, B YAaCTHOCTH, OIPEIEICHUE
aMMOHHMEMHUH (TIPUCYTCTBUSI aMMHUAKa M €ro COSIMHEHHI B KPOBHM) HATOIIAK M MOCIE MPHEMa ITHIIH
(cm. paznen 4.3.).

Puck pa3BuTHs THIIOKAPHUTHHEMUH

[IpuMeHeHne BaIbIIPOCBOM KHCIOTHI MOXKET WHHUIIMAPOBATH BO3HWKHOBCHHE WJIM YXYJIIIaTh
CUMIITOMBI THIIOKAPHUTHHEMHH, YTO MOXET TMPUBECTH K PA3BUTHIO TUIIEPAMMOHHUEMHH H, Kak
CIIE/ICTBUE, THUIEPAMMOHMEMUYECKON »sHuedaronatuu. [lpyrue CHUMNOTOMBI, Takue  Kak
I'€IIaTOTOKCHUYHOCTbD, THIIOKCTOTHYCCKAA TUIIOTJTIMKCEMUA, MUOIIATH A, KapI[I/IOMI/IOHaTI/IH, paGI[OMI/IO.HI/IB,
cuaapoM DaHKOHHM, HAOIIONATUCh, B OCHOBHOM, Yy IMAIIMEHTOB C (aKTOpaMu pPHUCKA Pa3BUTHUS
TUTIOKAaPHUTHHEMUN WJIM PaHee CYIICCTBOBABIICH TUIIOKapHUTHHEMHEH. BambmpoeBas kuciora
MOXKET CHHIKXATh KOHI.[GHTpaI_[I/II/I KapHI/ITI/IHa B KpOBI/I U TKaHAX, 4YTO HpI/IBO,Z[I/IT K HapymeHmo
MI/ITOXOHI[pI/Ia.HBHOI‘O MeTa6OJII/13Ma, BKJIFO4Uas MI/ITOXOH,Z[pI/Ia.HBHBII\/'I IIUKJI MOYCBUHBI. PI/ICK paSBI/ITI/I}I
CUMITTOMATHYECKON THIIOKAPHUTHHEMUH TIPH JICYCHUHN BaJBIIPOCBOM KUCIOTOM MOBBIIICH MPH:

e MeTabOJIMYECKUX HAPYMICHUSIX, BKJIOYas MHUTOXOHJApPUAIbHBIC HAPYIICHUS, CBS3aHHBIC C

KapHUTHHOM,;

® HapyIICHUSAX MOCTYIUICHUS KapHUTHHA C TTUIICH;

e Bo3pacte muaxue 10 nert;

® OJHOBPEMEHHOM IPUMEHECHHUH TPEMapaToB, KOHBIOTUPOBAHHBIX C MUBAJIATOM, WIH APYTHX

HpOTI/IBOE)HI/IHGHTI/I‘IeCKI/IX Cp@I[CTB.

[TaimeHTOB ciemyeT MpEeAyNnpeauTh O HEOOXOIUMOCTH HEMEJICHHO COOO0INaTh Bpady O JIFOOBIX
CUMIITOMAaX THIIEPAMMOHUEMHUH, TAKUX KaK aTaKCHUs, HapylIEHHWE CO3HAHUs, PBOTA, ISl POBEACHUS
nanpHeimero odcnenosanus. [Ipu mosiBIeHUN CHMITOMOB TMIIOKaPHUTHHEMHUH CJIEYET pACCMOTPETh
BOHpOC O JOITOJIHUTCIBbHOM HA3HAYCHU U KapHI/ITI/IHa.
[IpuMeHeHne BaJBIPOEBOM KHUCIOTHI Yy MAIMEHTOB C YCTAHOBJIEHHBIM TEPBUYHBIM CHCTEMHBIM
ne(UIMTOM KapHUTHHA U CKOPPEKTUPOBAHHOM THIIOKAPHUTHHEMHUEH BO3MOYKHO TOJILKO B TOM ClIydae,
€CJIM I10JIb3a TEPAIlUU BAIbIIPOECBON KUCIOTOU MPEBBIIIAET PUCK I STUX HNALUEHTOB U OTCYTCTBYET
aJIBTepHaTI/IBHa}I Tepanml. y 9TUX ITaIIMCHTOB cne;[yeT HpOBO,Z[I/ITb THlaTGHBHBIﬁ MOHI/ITOpI/IHI‘ Ha

npeaAMET peuuanuBa rHIOKapHUTUHCMUN.
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TTarmeHTEl ¢ UMEIOIIENCS HEOOCTATOYHOCTLIO KapHUTHUH %i{&%ﬁ IEE%EE;)II&:HT)“TIIJIHEI II

JOJDKHBI OBITH TPEIYNpPEXAEeHbl O Oojiee BBICOKOM PHUCKE pa3BUTH padAOMHOJIM3a MPHU IpUeMe
BAJIBIIPOCBOM KHUCJIOTBL. Y TaKMX MAalUEHTOB CJIEAYET PacCMOTPETh BOIPOC O AONOIHUTEIBHOM
Ha3HA4YECHUH KapHUTHHA.

Hetn (I/IHd)ODMaHI/ISI OTHOCHUTCA K JICKAPCTBCHHBIM (bODMaM npenapara, KOTOPbIE MOI'YT IMPUHHUMATDh

JIETU MJIAJIIIE 3-X JIET)

V nereii miaiie 3-X JIeT IpU HEOOXOJUMOCTH TPUMEHEHHS IIperapara, peKOMEHAyeTcs IPUMEHEHHE
B MOHOTEpanuu U B PEKOMEHIyeMOU i neTel JekapcTBeHHou ¢opme. [Ipu aTom mepen Havaiaom
JICYEHHUS CJIEIYeT OLICHUTHh COOTHOIIEHHE MOTEHIMATBLHOM MOJIb3bl OT MPUMEHEHUS BaJbIIPOEBOMN
KHCJIOTBI U pHUCKA MOPAKCHUA MCYCHU U PA3BUTUA ITAHKPCATUTA IIPU €€ IIPUMCHCHUU.

VY nereit mnagie 3-x JeT cieayeT nu3deratb OJHOBPEMEHHOTO MPUMEHEHUS BaJIbIIPOECBOI KUCIOTHI U
CAJINLIUJIATOB B CBA3HM C PUCKOM TOKCUYECKOTO BO3/IEUCTBHUS HA TIEUEHb.

ITareHTEl ¢ CHCTEMHOM KPaCHOM BOTYAHKOU

HecmoTpst Ha TO, 4yTO B mpoliecce JICYCHUsT pernapaToM HapymeHus: PyHKIUH UMMYHHOH CHCTEMBbI
BCTpeanOTCH HNCKIHOUYUTCIIBHO pe,Z[KO, HOTGHHI/IaJIbHy}O HOHBBy OT €ro HpI/IMeHeHI/I}I HGOGXOI[I/IMO
CPaBHUTH C MTOTCHITUATHHBIM PUCKOM IMPH MPUMEHEHHH TIpenapara y marueHTOB ¢ CACTEMHOM KpacHOU
BOJTYAHKOI.

TloyeyHas HENOCTATOYHOCTD

MosxeT mnoTpeOOBaThCS CHIDKEHHE JI03bl BaJLIIPOCBOM KHUCIOTBI B CBS3M C TIOBBIIICHHEM
KOHIIEHTpAallUu €€ CBOOOJHON (Qpakiuu B CHIBOPOTKE KpoBU. B ciayuae HEBO3MOXHOCTU
MOHHUTOPUPOBAHUS IJIa3MEHHBIX KOHLIEHTPALMH BaJbIIPOEBON KHUCIOTHI, 103y Iperapara Cleayer
KOPPEKTHPOBATh HA OCHOBAHWUY KJIMHIUYECKOTO HAOIIOICHUS 32 TAIlCHTOM.

VYBennyeHne Macchl Tea

[larueHTOB CleqyeT NpeAylpeluTh O PHUCKE YBEIMUEHHUS MacChl Tejla B Hayaje JIeUEHHUs, U
HEO0OXOUMO TPHHSITH MEPHI, B OCHOBHOM, COONIOACHHE AHMETHI, JJI CBEICHHUS JTOTO SIBICHUS K
MUHHUMYMY.

OIHOBPEMEHHOE IPUMEHEHHE C 3CTPOTrCHCOACPKAIMMU MpenaparamMu

BanempoeBas KHCIIOTa HE yMEHbIIAET TepPareBTUYECKYI0 A(PGEKTUBHOCTh TOPMOHAIBHBIX
KOHTpauentuBoB. OJHAKO IpenapaTsl, COAEpXkAIUE 3CTPOreH, BKIIIOYAs 3CTPOreHcoAepkKalliue
TOPMOHAJIbHBIE KOHTPALIENITUBBI, MOTYT YBEIMUYUTH KIMPEHC BAJIBIPOEBON KUCIOTHI, YTO MOXKET
MIPUBECTH K YMEHBILIECHHUIO €€ ChIBOPOTOYHOM KOHLEHTpPALMU M, KaK CJIEACTBUE, YMEHBLICHUIO €€
s dextrBHOCTH. HE0OX0AMMO KOHTPOIMPOBATH KOHIIEHTPALIMIO BAIBIIPOEBON KHCIOTHI B CHIBOPOTKE
KPOBH U KIMHHYECKYIO 3(()EKTUBHOCTH (KOHTPOJIb MPHUCTYNOB M KOHTPOJIb HACTPOCHHUS) NpHU
HA3HAYEHUH UM OTMEHE 3CTPOTEHCOIePIKALINX JIEKAPCTBEHHBIX MpenapaToB (cM. pasaen 4.5.).

CynnmianbHbIC MBICIY M ITIOBSJICHUE
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IIPOTUBOAMIIEITUYECKHE IpenapaTsl o HEKOTOPBIM MIOKa3aHUSM. Merta-ananus
PaHIOMU3HPOBAHHBIX  IJ1alle00-KOHTPOIMPYEMBIX  HCCIEAOBAaHUI  MPOTHBOSMMICHTHYECKHX
MpenapaToB TAKKE MOKa3aJl yBEIUYEHUE PUCKA CyUIUIANbHBIX MbICiIed U nonbITOK Ha 0,19 % y Bcex
MAlUMEeHTOB, MPUHUMABIIUX MPOTUBOAIMICITUUECKHE MpenapaThl (B TOM YHCIE YBETUYEHHUE ATOTO
pucka Ha 0,24 % y nmanuMeHTOB, NPUHHMMABIIUX IPOTHUBOSIUJIENTHUYECKUE IpENnaparbl MO IOBOIY
STMHJIETICUN ), TIO CPABHEHHUIO C UX YaCTOTOM Yy MallMeHTOB, MPUHUMABIINX I11a1e60. MexaHu3Mm 3Toro
s dexTa Hen3BecTeH.

[ToaToMy manueHToB, NPUHUMAIOIIUX Ipernapar, CleAyeT MOCTOSIHHO KOHTPOJIUPOBATh Ha MpEAMET
CYUMIUIATIBHBIX MBICICH M TOMBITOK, 4, B CIIy4ae WX BO3HHUKHOBEHHUS, HEOOXOIUMO IPOBOAUTH
COOTBETCTBYMOIlEE JiedueHHe. [lanmenTaM M yXaKMBAaIOIIMM 33 HUMH JIMIAM PEKOMEHAYETCS INpHU
MOSIBJICHUHU Y MAlIMEHTa CYULUIATBHBIX MBICIIEH WM MOMBITOK HEMEVIEHHO 00paTUTHCS K Bpady.

IlanmmeHTHl ¢ caxapHBIM I[I/Ia6eTOM

Y4uuTeiBass  BO3MOXKHOCTh  HEOJArompHsTHOTO  BO3JCHCTBUS  BalbIIPOEBOM  KHCIOTHI  Ha
MOJKETTYJOUHYIO XKelle3y, IPH MPUMEHEHUH Mpernapara y MalueHTOB ¢ CaXapHbIM T1abeToM cieayeT
THIATEJIbHO MOHHUTOPUPOBATh KOHLEHTPALMIO INIOKO3bI B KpoBH. [Ipm mccienoBanuu Mo4yu Ha
HINYME KETOHOBBIX TeJI y TAIMEHTOB C CaXxapHbIM JAMAa0ETOM BO3MOXHO IOJy4YCHHE
JIO’KHOIIOJIOKUTEIIBHBIX PE3YyJIbTaTOB, TAK KaK BaJbIIPOEBAsl KMCIIOTA BBIBOJUTCS MOYKAMU, YACTUYHO
B BUJIC KETOHOBBIX TEIL.

IlapamokcaabHOS YBEIMYSHHE YACTOTHI M TSHKECTH CYJIOPOKHBEIX IIPHUCTYIIOB (BKJ'IIOLIaﬂ Pa3BUTUC

SIMMJIICIITHYCCKOI'O CTaTVca) HJIH ITOABJICHUC HOBBIX BUAOB CYA0OPOT

Kak u npu npuMeHEeHUH APYTHX MPOTUBOSMWICHTHYECKUX MPEMapaToB, IpU MpUEMe BalbIIPOCBON
KHUCJIOTBl y HEKOTOPBIX MAaIMEHTOB BMECTO YJIYYIICHHS HAOII0NANI0Ch OOpaTHMOE YBEIMYCHHE
YacTOThl M TSXKECTH CYJOPOKHBIX MPHUCTYNOB (BKJIIOYAs pa3BUTHE SMMIIENTHYECKOrO cTraryca) WiId
MOSIBJICHHE HOBBIX BUIOB CyJIopor. B ciyuae ycuneHusi cyAopor namueHTaMm cienyeT HeMeIJIeHHO
IIPOKOHCYJIBTUPOBATHCS C JIHallluM BpadoM (cM. paszen 4.8.).

Kapbamnenembl

OpHoBpeMEeHHOE TMpUMEHEeHHe KapOameHeMOB He pekomenayercs (cM. moapasnen «C
OCTOPOKHOCTBIO» paznena 4.4. u paznen 4.5.).

[ManuenTsl, HHOULIMPOBAHHBIE BUPYCOM MMMYHOIedunura yeiaoseka (BUY)

B uccnenoBanusx in vitro yCTaHOBJIEHO, UTO BAJIBIIPOEBAsk KUCIOTA CTUMYJIMPYET perunkanuo BUY
B OIPEJENICHHBIX 3KCIIEPUMEHTANIBHBIX yciaoBUAX. KinHnYeckoe 3HadeHne 3Toro (pakta HEM3BECTHO.
Kpome 3TOro, He yCTaHOBJIEHO 3HAYEHUE NAHHBIX, MOJIYYCHHBIX B HCCICNOBAHUAX in Vitro, I
MMALUECHTOB, IIOJYyYalOIIUX MAaKCUMAJIbHYI CYIPECCUBHYIO IIPOTHUBOPETPOBUPYCHYIO TEPAIMIO.

O,Z[HaKO 9T JaHHBIC CJICAYCT YYHUTHIBATL IMPU HHTCPIPCTALUN PC3YJIbTATOB IMMOCTOAHHOI'O
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BaJILIIPOEBYIO KHUCIIOTY.
DTaHoa
Bo BpeMs nedeHust BaIbIIPOCBOM KUCIOTON HE PEKOMEHAYETCS yIOTpeOIeHUE dTaHOJIa.

JIpyrue ocoOble yKa3aHus

WueptHast MaTpuia mnpemnapara (mpermapara HpOJIOHTUPOBAHHOTO BBICBOOOXKAEHHUS) B CBS3H C
MIPUPOJIOH €r0 BCIIOMOTaTENIbHBIX BELIECTB HE a0COPOUpPYETCS B KEMyJ0UHO-KUIIIEYHOM TPAKTE; 1OCIIe
BBICBOOOKICHUS aKTUBHBIX BEIIECTB MHEPTHASI MATPHIIA BHIBOAUTCS KUILIEYHUKOM.

4.5. B3aumojeiicTBue ¢ JAPYIrMMH JIeKAPCTBEHHbIMH IMpenaparamMu u Japyrue ¢opmbl
B3aMMOAEHCTBHS

BiausgHue BaInOpoeBo KUCIOTHI HAa APYTHUE IIPEnapaThl

Heuiponenmuxu, UHSUOUMOPBL  MOHOAMUHOOKCUOA3bL (MAO), anmuoenpeccanmel,
beH300uazenumbl

BanbempoeBast KHCIIOTa MOXKET MOTEHIUPOBATH ACHCTBHE IPYTHX MCUXOTPOMHBIX JIEKAPCTBEHHBIX
CPEICTB, TaKUX KaK HeHpojenTuku, WHruoutopel MAO, aHTHIENpecCcaHThl U OEH30/MAa3CTHHEI;
MO3TOMY TMpPU HUX OJHOBPEMEHHOM TIPUMEHEHHUU C BaJbIIPOEBOM KHUCIOTOM peKOMEeHIyeTcs
THIATEbHOE METUIIMHCKOE HAa0II0IeHNE U, P HEOOXOAUMOCTH, KOPPEKIHS J103.

IIpenapamul rumus

BanbmpoeBast KicioTa He BIHSIET Ha CBIBOPOTOYHBIE KOHIIEHTPAIIUY JTUTHSL.

Denodbapouman

BanbnpoeBass kuciora yBeIMYHMBAeT IUTA3MEHHBIC KOHIIEHTpanuu (eHoOapOutama (3a cuer
YMEHBIICHUS €r0 MEYCHOYHOTro KaTaboJiu3Ma), B CBSI3M C YeM BO3MOXKHO Pa3BUTHE CEAATHBHOTO
JEUCTBHS TMOCIenHero, ocobenno y aereid. [losTomy pekoMeHIyeTcs TIIATEeIhbHOE MEAMIIMHCKOE
Ha0JII0/ICHUE 32 TTAIIUEHTOM B TEUCHHE MEPBHIX 15 MHEH KOMOMHUPOBAHHON TEPAIMH C HEMEIJICHHBIM
CHHKEHHUEM J103bI peHOoOapOuTaIa B Cllydae pa3BUTHS CEaTUBHOTO ACHCTBUS U, TP HEOOXOIUMOCTH,
oIpeJiesIeHUE MIa3MEHHBIX KOHLIEHTpauil penodapouTana.

Ipumuodon

BanpnpoeBass KuCliOTa yBENWYHMBACT IUIa3MEHHbIE KOHIEHTPALUU MPUMHUAOHA C YCHIIEHUEM €ro
moO00YHBIX A(P(PEKTOB (TaKUX KaK CEAATUBHOE JNEUCTBHE); MPHU JITUTECILHOM JICYCHUU 3TH CHUMITTOMBI
ucye3aroT. PekoMeHayeTcss THIaTenbHOEe KIMHHYECKOe HAOMIO/IEHUE 3a MAlMeHTOM, OCOOCHHO B
Havajie KOMOMHUPOBAHHOMN Tepanuu, ¢ KOPPEKIHen 1036l MIPUMHUIOHA TPH HEOOXOIUMOCTH.
DeHumoun

BanpnpoeBass kuciota CHHMKaeT oOuIue IIa3MEHHble KOHILEHTpauuu QenutoumHa. Kpome srtoro,
BaJIbIIPOEBAsi KMCIIOTA MOBBIIIACT KOHIICHTPAIMIO CBOOOAHOMN (hpakiinu (PeHUTOMHA C BOZMOXHOCTBIO

PasBUTHUA CUMIITOMOB MCPECAO3UPOBKU (BaﬂprOGBa}I KHUCJIOTA BBITCCHACT q)eHI/ITOI/IH n3 CBA3H C

17



COOTBETCTEYET ZKCNEPTHOMY OTUYETY
ot 19.06.2024 N= 12161

OCIKaMH TIJ1a3Mbl KPOBH U 3aMCAJIACT €0 IMEYCHOY BIN KﬁT%&IhﬁgﬁgbﬁgﬁU Il:Il[;II:It(I):,I[-Il_-r_CI)]QID:eI-'I{/l:ICIHHOM

NPUMEHEHUH (EHUTOMHA W BaJBIPOEBOM KHUCIOTHI PEKOMEHIYETCS TIIATeNIbHOEe KIMHUYECKOe
HaOJI0ICHNE 32 NAIMEHTOM U OTpe/ieieHne KOHIIEHTpauil ()eHUTOMHA U ero CBOOOAHOM (pakunu B
KpPOBH.

Kapbamaszenun

[Ipy OnHOBpEMEHHOM MPHUMEHEHUH BaJbIIPOCBON KHUCIOTHI M KapOamasenuHa cooOIaJoch o
BO3HUKHOBEHUHU KIMHUYECKUX TMPOSIBICHUN TOKCMYHOCTH KapOamaszemnuHa, Tak Kak BajbIIpOeBas
KHCIIOTa MOXET OTEHIIUPOBaTh ToKcnyeckue 3¢ dekTsl kapbamazenuHa. PekomenayeTcs TiareinbHoe
KJIIMHUYECKOoe Ha0JI0/IeHNe 32 TAKUMH MallMeHTaMH, 0COOEHHO B Hauajie KOMOMHUPOBAHHOMN Teparuu
C COOTBETCTBYIOIIEH KOppEKIMEH 1036l KapOaMa3enuHa mpyu He0OX0IMMOCTH.

Jlamompuocun

BanpnpoeBass kuciora 3ameniisieT MeTa0OJIM3M JIaMOTPU/DKMHA B TEYEHH M yBeNIW4YuBaeT Ty
JAMOTPHKMHA ITOYTH B 2 pa3a. DTO B3aUMOJICHCTBUE MOXKET MPUBOAUTDH K YBETMUEHUIO TOKCUYHOCTH
JAMOTPHU/KMHA, B YaCTHOCTH, K PAa3BUTHUIO TSKENBIX KOXKHBIX pEaKlui, BKIIOYas TOKCUYECKHIM
SMHEPMaTbHBIN HeKpoiu3. [ToaToMy pekoMeHayeTcs TIaTeIbHOe KITMHUYECKOe HAOM0IeHUE U, IPU
HEO0XOIUMOCTH, KOPPEKLUs (CHUKEHHUE) 0361 TAMOTPUDKHHA.

3uoosyoun

BanenpoeBasi KuciaoTa MOXKET MOBBIIIATH TUIa3MEHHbIE KOHLEHTPALUY 3UA0BYAMHA, YTO IPUBOIUT K
YBEJIIMYECHUIO TOKCUYHOCTH 3UIOBYAMHA.

Dendbamam

BansnpoeBast KucioTa MOKET CHIXKATh CpelHUE 3HaUeHUs KinpeHca pendamara Ha 16 %.
Onanzanun

BanbnpoeBas KHCI0Ta MOKET CHUKATh TUIA3MEHHBIC KOHIIEHTPAIMK OJIaH3alHHa.

Pygunamuo

BanenpoeBasi KuciaoTa MOXKET MPUBOJIUTH K MOBBIIMICHUIO TJIa3MEHHOW KOHIIEHTpa pypuHaMua,
KOTOpO€ 3aBUCHT OT KOHIEHTPAllMU BaJbIIPOEBOM KHUCIOTHI B KpoBH. Creayer coOmoaath
OCTOPOXHOCTb, B OCOOCHHOCTH y JAeTel, Tak Kak 3TOT 3(¢dekr Gojee BbIpaKEH B 3TOW MOIMYIISALUN
MAIMEeHTOB.

IIponoghon

BanenpoeBasi KUCIIOTa MOKET MPHUBOJIUTH K YBEIMYECHUIO TUIA3MEHHBIX KOHIIEHTpAluil mporodora.
Crnemyer paccMOTpeTh BONpOC 00 yMEHBIIEHWH 03Bl mpomodoia MpH €ro OJHOBPEMEHHOM
MPUMEHEHHUH C BaJIbIIPOEBON KUCIIOTOM.

Humoounun (0ns npuema éHympso u, no sxkcmpanonsayuu, pacmeop 0Jisi NAPeHMepailbHO20 66€0eHUS)

18



COOTBETCTEBY ET_ 3

ot 19.

KCNEPTHOMY OTYETY
24 N= 12161

¥ T s A T L dn -_!-
VYcunenue runoTeH3uBHOTO d(PPeKTa HUMOAUITHHY B CBSISI/I"UITIéM-,l %‘&ﬁgmmﬁﬁog 'I'Ibll'/l'llvfe'l'{eHHe

HUMOJIUIIMHA U BAIBIIPOEBOM KUCIOTHI MOXKET YBEIMUYUBATH IJIA3MEHHBIE KOHIIEHTPALIM HUMOAUITNHA
Ha 50 % (3a cueT HHruONpPOBaHNE META0OIN3Ma HUMOIUITMHA BATBIIPOCBON KUCTIOTOM).
Temozonomuo

[Ipy oAHOBpEMEHHOM NPUMEHEHHWU C [penaparaMyd  BaJbIIPOEBOM  KHCIOTHI  BO3MOKHO
CI1a0OBBIPAKEHHOE, HO CTATUCTUYECKH 3HAUMMOE CHIDKEHHUE KIIMPEHCA TEMO30JIOMU/IA.

BimsgHaue apyrux mpenaparoB Ha BaIbIIPOEBYIO KUCIOTY

IIpomueosnunenmuueckue npenapanmuol

[TpoTuBOIIMIIENTHYECKHE TIpenapaThl, CIOCOOHBIE WHIYLHPOBATH MHUKPOCOMANbHbIE (EPMEHTHI
MeYeHHU (BKITIOYAS (henumoun, henobapoumarn, kapbamazenun) CHUKAOT TIa3MEHHBIC KOHIIEHTPAIIUN
BaJIBIIPOEBOM KUCIOTHI. B ciiyyae KOMOMHHPOBAHHOM TEpaIruy A03bI BAILIIPOCBON KHUCIOTHI JOJKHBI
KOPPEKTHUPOBATHCS B 3aBUCHUMOCTH OT KJIMHUYECKOHN PEAKIIMU U KOHLIEHTPAIUU BAIBIIPOEBOM KUCIOTHI
B KPOBH.

Konnentpanus mMeTaboIMTOB BaJIbIIPOEBON KUCIOTHI B CBIBOPOTKE KPOBU MOXKET OBITh yBEeJIMYEHA B
cllydae ee 0JJHOBPEMEHHOI'0 MPUMEHEHUs ¢ PEHUTOMHOM WK peHobapourtanom. IlosTomy nanueHTsl,
MOJIyYarollue JCYCHHE STHUMHU ABYMS Mpenaparamu, JOJKHBI THIATEIIbHO MOHUTOPHPOBATHCS Ha
MpeIMeT MPU3HAKOB U CUMIITOMOB TUIIEPAMMOHUEMUH, TaK KaK HEKOTOPbIE META0O0IUThI BAJILIIPOEBON
KHCJIOTBI MOTYT HHTUOUPOBATh (PePMEHTHI KapOaMHIHOTO ITUKIIA (IIUKJIA MOYCBUHBI).

Denbamam

IIpy OAHOBpPEMEHHOM INPUMEHEHUM C BaJbIIPOCBOM KHUCJIOTOM KIHMPEHC BAIBIIPOCBOM KHUCIOTHI
cHumwkaercss Ha 22-50 % u, COOTBETCTBEHHO, YBEJIMYMBAIOTCSA IIJIA3MEHHbIC KOHIIEHTPAUU
BaJILIIPOEBOM KUCTOTHL. HeoOX01MM KOHTPOJIb TUIa3MEHHBIX KOHIICHTPAIIUA BAIBIIPOEBON KUCIOTHI.
Megnoxun

Vckopsier MeTabomu3M BaIbIIPOEBOM KUCIOTHI M ¢aM CIOCOOEH BBI3BIBAThH CYAOPOTH, OITOMY IPH
OJIHOBPEMEHHOM ITPUMEHEHNH BO3MOKHO PA3BUTHE SMUIIENTUYECKOTO IPUCTYTIA.

IIpenapamol 36epo60osi nPoObIpsA6IEeHHO20

IIpy  OOHOBPEMEHHOM IPUMEHEHMM C  BaJbIIPOCBOM  KHUCIOTOM  BO3MOXHO  CHUKEHUE
MPOTHUBOCYIOPOKHOHN 3(PPEKTUBHOCTH BANBIIPOEBOM KHCIOTHI.

IIpenapamol, umerowjue 8bICOKYI0 U CUTLHYIO C653b C OeNKaMU Nia3mMbl KpOGU (Ayemuncaiuyunosas
Kucioma)

[Ipn 01HOBpEMEHHOM MPUMEHEHUH C BaIbIIPOEBON KUCIOTOW BO3MOXHO MOBBIILIEHNE KOHIIEHTPALUU
CcBOOOTHOM (hpaKINK BATBLIIPOEBOI KUCIIOTHIL.

Henpsamvie anmukoazynaumol (6appapun u opyeue npoussoonvie KyMapuHna)

[Ipu ogHOBpEMEHHOM MPUMEHEHUH C BAJIBIIPOEBON KUCIOTOW TpeOyeTcs TIIATeNbHBIA KOHTPOJIb

IPOTPOMOMHOBOTO MHJIEKCA.
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(NOCNEONCBATENBEHOCTL 0003)

Llumemuoun, spumpomuyun

Bo3MOXHO yBenMueHUE CHIBOPOTOYHBIX KOHIICHTPAIIMI BAJIBIPOEBONW KHUCIOTHI (B pe3ylbTaTe
3aMeJICHHs €¢ TIEYeHOYHOT0 MeTaboIn3ma).

Kapbanenemvol (nanunenem, meponenem, umunerem)

CHmXeHue KOHIIEHTpAIMil BalbIIPOEBON KUCIOTHl B KPOBU IIPHU €€ OJHOBPEMEHHOM NMPUMEHEHHUH C
KapOarmeHeMaMu: 3a 2 THsS COBMECTHOU Tepanuu Habmroganoch 60—100 % cHmkeHue KOHIEHTPALUU
BaJIbIIPOEBOM KHUCIIOTHI B KPOBH, KOTOPOE MHOI/Ia COYETATIOCHh C BOSHUKHOBEHHEM cyopor. Cienyer
n3beratb OJHOBPEMEHHOTO TNPUMEHEHHUS KapOanmeHEMOB Yy TAIlMEHTOB C TOJOOPAaHHOW 10301
BaJIbIIPOEBOM KUCIIOTHI, B CBSA3H C UX CIIOCOOHOCTHIO OBICTPO M MHTEHCUBHO CHHMIKATh KOHIIEHTPALIUU
BaJbIIPOEBOM KHUCIOTHI B KpoBHW. Eciu Henb3s u3zbexarh JIe4eHUs KapOarmeHeMaMu, CIeayeT
MPOBOANTH THIATEIHHBI MOHUTOPHHT KOHIICHTPAIUI BAJILIIPOCBOI KUCIOTHI B KPOBH.

Pugpamnuyun

MoskeT CHUXaTh KOHIIGHTpAIlMM BaJbIIPOEBONW KHUCIOTHl B KPOBHU, YTO MPUBOAUT K TOTEpE
TEparneBTUYECKOTO JEUCTBUS BaJbIIPOEBOM KHUCIOTHI, IOATOMY MOXKET MOTPEOOBATHCS yBEIUYCHHE
J103bI BAJIBIIPOEBOMN KHUCIIOTHI.

Hueubumopuvl npomeas (Hanpumep, 10RUHABUD, PUMOHABUD)

CHIKAIOT TUIa3MEHHYIO0 KOHIEHTPALIMIO BaJIbIIPOEBOM KUCIOTHI.

Konecmupamun

MoxeT NpUBOIUTH K CHIKECHHMIO IUIA3MEHHBIX KOHLEHTPALUi BAJbIPOEBON KUCIOTH IIpU
OJIHOBPEMEHHOM IIpUEME.

Ocmpozencoodeporcawue npenapamol

[Ipenapatsl, coziepskaliie 3CTporeH, BKII0Yasi SCTPOTreHCoIepKalie TOPMOHaIbHbIE KOHTPALIETITUBEI,
MOTYT YBEITUYHUTH KIUPEHC BAIBIIPOCBON KHCIOTHI, YTO MOXET IMPUBECTH K YMEHBIICHUIO €¢
CBIBOPOTOYHOM KOHIIEHTPALIUU U, KaK CIEACTBHE, yMEHbIIeHUIO ee dpdexTuBHOCTH. Heobxoammo
KOHTPOJIMPOBATh KOHIIEHTPAIMIO BaJbIIPOEBOI KUCIOTHI B CBIBOPOTKE KPOBH M KIMHHYECKYIO
3¢ PeKTUBHOCTD (KOHTPOJH MPHUCTYNOB M KOHTPOJb HACTPOCHUS) NMPU HA3HAYCHHH WM OTMCHE
ACTPOTEHCOMEPKAIUX JICKAPCTBEHHBIX TMpenaparoB. BamempoeBas kucimora He oOnamaer
CIIOCOOHOCTBIO MHAYIIUPOBATH (PEPMEHTHI TIEUYCHHU, W, BCICICTBUE ITOTO, BaIbIIPOEBAs KUCIOTA HE
yMeHbIIaeT 3(PPEKTUBHOCTh ACTPOTEH-IPOreCTOreHHBIX MPENapaToB y S>KEHIINH, MPUMEHSIOMNX
TOPMOHAJIbHBIE METO/Ibl KOHTPALICTIIIHH.

Memamuszon

[Ipn OAHOBPEMEHHOM TPUMEHEHHWU METaMHU30J MOXKET CHIDKATh KOHIICHTPAIMIO BallbIIPOEBOI
KHCIIOTHI B CHIBOPOTKE KPOBH, YTO MOKET MPUBECTH K MOTEHUUAIbHOMY CHM)XCHHMIO KIMHUYECKOU
3¢ (}HEeKTUBHOCTH  BaJbIPOEBOM KHUCIOTHL. Bpauy crienyer KOHTPOJIMPOBATH — KIMHUYECKYIO

3G GEKTUBHOCTh (KOHTPOJb OSMUJICNITUYECKUX TPHUCTYNOB WJIM HACTPOSHHs TMAalUeHTa) W, IpU
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T EHRGER 403

L LI ] -': 1
¢BOM KUCJIOTHL B

HE0OXOIUMOCTH, PAaCCMOTPETh BOZMOKHOCTH MOHHTO HHrzglllc_sl
CBIBOPOTKE KPOBH.

Memompexcam

B HekoTOphIX ciydasx IOcje NPUMEHEHHS METOTpeKcaTa ONHMCAHO 3HAYUTEIbHOE CHUKEHHE
KOHIEHTPALlUU BaJBIIPOEBOM KHUCIOTHI B CHIBOPOTKE KPOBH U BO3HHMKHOBEHHE cynopor. llpu
OJIHOBPEMEHHOM MPUMEHEHUU ATUX IMPENnapaToB CIEAYeT KOHTPOJIHMPOBATH KIMHMUYECKUH OTBET
(KOHTPOJIIb MPUCTYTIOB U KOHTPOJIb HACTPOCHUS), U P HEOOXOAUMOCTH PACCMOTPETh BO3MOXKHOCTh
MOHHUTOPHHIa KOHIIEHTPAIMH BaJIIIPOEBOM KUCIOTHI B CBIBOPOTKE KPOBHU.

JIpyrue B3aMOJIEUCTBUSI

Puck nopaowcenus nevenu

Crnenyet u3beraTb OJHOBPEMEHHOTO MTPUMEHEHHS BaJbIIPOEBOM KUCIOTHI M CAJHUIMIIATOB Y JeTeH B
BO3pacTe 70 3 JIET U3-3a PUCKa reNaTOTOKCUYHOCTH (CM. pasnaen 4.4.).

OpHOBpeMEHHOE TPUMEHEHHE BalblIpoaTa U HECKOJIBKUX MPOTUBOCYJOPOKHBIX IIPETapaToB.
MTOBBIIIAECT PUCK MMOPAKECHUS TIEYCHH, OCOOCHHO y JIeTel MJIaIIero Bo3pacta (cM. pasaen 4.4.).

B xo/1e KTUHUYECKNX UCCIICIOBAHUI CPEeIU MAIMEHTOB BCEX BO3PACTOB, MOTYUYABIIMX OTHOBPEMEHHO
KaHHAOuAnoN B go3ax 10-25 mr/kr u BampmpoaT, y 19% mnamueHTOB OBLIO 3aperHCTPUPOBAHO
MOBBIIICHUE aKTUBHOCTU ajaHmHaMuHOTpaHcdepasbl (AJIT) Gomee yem B 3 pa3a OTHOCHUTEIHLHO
BEepXHEW TrpaHulbl HOpPMBL. [IpM OJAHOBpEMEHHOM MPUMEHEHUHM Balblipoara C JAPYTUMHU
MPOTUBOCYJIOPOKHBIMH ~ TpenaparaMd ¢  TOTEHIMAIbHONW  TeMaTOTOKCUYHOCTHIO,  BKIIIOUAst
KaHHAOUIMON, CJIEeAyeT BECTH Hajyiexaniee HaOmoneHue 3a (yHKIHMeH TmeueHu, W B cllydae
3HAYUTENbHBIX OTKJIOHEHUH MOKa3aTelel MeYyeHH OT HOPMbI pacCMOTPETh BO3MOXKHOCTh CHIKEHUS
JI03bI HJIM OTMEHBI Tepanuu (cM. pazzaen 4.4.).

Tonupamam unu ayemazonamuo

OpHOBpEeMEHHOE TPUMEHEHUE BalLIIPOCBOM KHUCIOTHI M TOMHMpaMaTa WU aleTa3olaMHja
aCCOLMUPOBAJIOCH ¢ JHIe(anonaTue W/uian runepaMMoHuemuei. [lanueHTsl, TpUHUMAIOIIUE 3TH
npenapaTsl OJHOBPEMEHHO C BaJbIIPOEBOM KHUCIOTOM, OJKHBI HAaXOOUTHCS MOJ THIATEIbHBIM
MEAWIIMHCKUM HAONMIOJEHNeM Ha TMpPEAMET pPa3BUTHS CHMIITOMOB THUIIEPAMMOHUEMUYECKON
SHIEPATONATHH.

Keemuanun

[Ipy 0AHOBpEMEHHOM MPUMEHEHUH C BaJbIIPOEBON KHUCIOTOM MOXKET MOBBIIMIATHCS PUCK Pa3BUTHUS
HEHTpOneHNH/IeHKOTEHUH.

Omanon u Opyaue nomeHyuanbHO 2enamomoKcuitble npenapamol

[Ipy  ONHOBpEMEHHOM MNPUMEHEHHWHM C  BAJIBIPOEBOM  KHUCIOTOM  BO3MOXKHO  YCHIICHHE
renaToTOKCHYEeCKOro 3¢ (deKTa BaTbIIPOCBON KUCIIOTHI.

Knonaszenam
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COOTBETCTBYET IKCMEPTHOMY OTYETY
9.06.2024 Ne 1216

ot 19.
inoe OBATENEHOC T 0003
B enuHUYHBIX ciydyasx MpU OJHOBPEMEHHOM IIf] I/IMCHCHWIIEI 'C'B&'ETTD%’G]J(@IHIE JIOT-E)P‘I “BO3MOYKHO

YCHUJICHHE BBIPa)KEHHOCTH a0CaHCHOTO CTaTyca.

Muenomokcuueckue 1ekapcmeenHbvle npenapamol

[Ipy OAHOBPEMEHHOM NPUMEHEHHWH C BaJbIIPOEBOM KHUCIOTOW TMOBBIIAETCA PUCK YTHETEHMS
KOCTHOMO3T'OBOT'O KPOBETBOPEHHS.

llusanam-xonvrocupoganuvie cpeocmsa

OnHOBpEeMEHHOE TPUMEHEHNE BAJIBIIPOEBON KUCIIOThI U TMBAIAT-KOHBIOTMPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB, CHM)KAIOIIMX KOHLEHTPALMIO KapHUTHHA (TaKMX Kak LeQAUTOpeH MUBOKCHUI, aieoBHUp
OUNUBOKCWI, TMHUBMEUWUIMHAM W  NHUBAMOMIWUIMH), MOXET TMPUBOAUTH K  Pa3BUTHUIO
runokapHuTHHEMUHU. OIHOBPEMEHHOE NIPUMEHEHUE 3TUX IPENapaTroB C BAJIbIIPOEBON KHUCIOTON HE
pexomenayetcs. [lanmeHTsl, y KOTOPBIX HENb3s HM30eXKaTb OJHOBPEMEHHOTO MPUMEHEHHUS 3TUX
[penaparoB, AOJDKHBI TIIATEIBHO KOHTPOJIMPOBATHCS HAa HAIMYMAE NPU3HAKOB U CHMIITOMOB
TUIIOKaPHUTUHEMUU.

4.6. DepTUIBLHOCTH, 0€PEMEHHOCTH U JIAKTALMS

IIprnMeHeHne BAJILIIPOEBON KMCIOTEI HPOTUBOIIOKA3aHO:

e B Mmepuoa OEpeMEHHOCTHU IMPH SMUJIETICHH, 32 HCKIIOUEHUEM CIIy4aeB OTCYTCTBUS
albTEPHATUBHBIX METOAOB JiedeHus (cM. pazjaen 4.4);

e B mepuoj 0EpEMEHHOCTH TPH JICYEHUH W MPOPHIAKTHKE OUTIONISIPHBIX ah()EKTUBHBIX
pacCTpOKCTB;

® Y KEHIIMH C IETOPOIHBIM MTOTEHIIMAJIOM, €CJIM HE BBIMIOJIHEHBI Bce yciioBus [Iporpammsl

MpeI0TBpaIeHuss 0epeMeHHOCTH (CM. pa3aen 4.4).

bepemennocth

Tepamozcennocmo, 6podcOeHHble NOPOKU U HAPYUIEHUS HEPEHO-NCUXUYECKO20 pazeumus y oemell,
DOJHCOEHHBIX OM Mamepet, NOAY4aABUUX Te4eHUe 8albNPOeoU KUCIOMOU, U MYHICUUH, NOAYYABUIUX
JleyeHue 8anbnpoesoll KUCIOMOU 80 8peMsl 3a4amus

Puck, cesazannbiii ¢ pazsumuem 3nUIenmu4eckux npucmynos 60 epems 6€DeM€HH00mu

Bo BpEeMsL 6€p€M€HHOCTI/I Pa3BUTHUC TCHCPAIM30BAHHBIX TOHHKO-KJIOHUYCCKUX OSIUJICIHTUUCCKHUX
MNPpUCTYIOB, SIMAJICOTUYCCKOI'O CTATyCa C Pa3BUTUCM IT'MIIOKCHUU MOTYT IPCACTABJIATH 0COOBIH PHUCK KaK
AJI1 MaTe€pu, TaK U U1 T10Ja B CBA3H C BO3MOXXHOCTBIO JICTAJIBHOI'O UCXOJA.

Puck, ceszannviii ¢ npumenenuem npenapama 60 8pems 6@DeM€HHOCWlu

OKCHEpUMEHTAIbHBIE HCCIIEI0BaHUS PENPOAYKTUBHONM TOKCUYHOCTH, IIPOBEJCHHBIE HA TPBI3yHAX,

IMOoKa3ajikl HaAJIMIUC TCPaTOIrCHHOTO I[GﬁCTBHH y BaJIBHpOGBOI\/'I KHCJIOTHI.
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180 (6) YCTAHOBJICHO, YTO BaJIBIIPOCBasA KHCJIOTa DOHHK&QF_‘;GB@]HJ]E{HEQQEEL;H: EEIDBCD KaK vy

YKUBOTHBIX, TaK U Yy JIFOAEH.

Tepamozcennocmvb U 6pONHCOEHHBIE NOPOKU pPA3GUMUSL  NPU  BHYMPUYMPOOHOM  8030eUcCmEul
8a1bNPOEBOL KUCIOMbL

Nmeromuecs KIMHUYECKUE JAHHBIE POJIEMOHCTPUPOBAIN OOJIBIIYIO YaCTOTY (POPMUPOBAHUS MAITBIX
U TSDKETBIX TMOPOKOB Pa3BUTHUS, B YACTHOCTH, BPOXKIEHHBIX Ne()DEKTOB HEPBHOU TPYOKH, YEPEITHO-
TUIEBBIX Jaedopmanmii, TOPOKOB pa3BUTHS KOHEYHOCTEH H CEpIeYHO-COCYAMCTON CHCTEMBI,
TUNOCHAANM, a TakkKe MHO>KECTBEHHBIX IIOPOKOB Ppa3BUTHs, 3aTParuBalOlIMX pPa3HbIE CHUCTEMbI
OpraHoB y JeTell, pOAUBIIUXCS y MaTepel, MPUHUMABIIMX BO BpeMs OEpEMEHHOCTH BaJIbIIPOEBYIO
KHCIIOTY, 10 CPaBHEHHUIO C HMX YacTOTOM MpU MpueMe BO BpeMsl OEPEeMEHHOCTH psiaa IPYTHX
MPOTHUBOAMIIICITHIECKHUX TIpernaparoB. Tak, puck BOSHUKHOBEHHS BPOXKICHHBIX TTOPOKOB Pa3BUTHS Y
JIeTeW, POAUBIIUXCA Y MAaTePEH C SMUICTICUEN, MOTYyYaBIIUX MOHOTEPANUIO BaJbIIPOEBOU KUCIOTOM
BO BpeMsi OEpeMEeHHOCTH, ObLT puoOIm3uTeNnpHO B 1,5, 2,3, 2,3 u 3,7 pa3a BbIllIe MO0 CPAaBHEHUIO C
MOHOTE

JlaHHBIE MeTa-aHallM3a, BKIIOYABIIETO PETUCTPOBBIE M KOTOPTHBIC HMCCIEAOBaHUS, MOKA3alld, YTO
npubau3uTenbHo y 11% nereit, poauBIIUXCs Y MaTepelt ¢ SMUIETICUE, KOTOPBIE MOJIyYald BO BpeMs
OepeMEeHHOCTH MOHOTEPAINHIO BAIBIIPOEBON KHCIOTOM, HAOIIOAAINCH TSAXKeIble BPOKIEHHBIE TOPOKU
pa3BuTHa. IOTO OOJIbLIE, YEM PHUCK IMOSBICHUS TSHKEIBIX BPOKICHHBIX MOPOKOB Pa3BUTHUS B OOIIei
nonyisuuu  (0koino 2-3%). Puck TsKeIbIX BPOXKICHHBIX MOPOKOB pPa3BUTHS Yy JAETel mocie
BHYTPUYTPOOHOTO BO3JEHCTBUS KOMOWHUPOBAHHOW MPOTHBOSMUICTITUYECKON Tepanuu, BKIIOYas
BaJIbIIPOEBYIO KHCIIOTY, BbIIIE, YeM MpU KOMOWHHUPOBAHHON MPOTHUBOAMMUIEHTHUYECKON TEpanuu, He
BKJIIFOYAIOIEH BaJIBIIPOEBYIO KUCTOTY. [Ipyn MOHOTEpanuu BabIIpOEBOM KUCIOTOM ATOT PUCK SIBISETCS
J0303aBUCUMBIM, a HWMEIONIUECS JaHHBIE TNPEANONaraloT, YTO TMpH KOMOMHHPOBAHHOU
MIPOTHUBOAMIIICITUYECKON Tepaniy C BAIBIIPOCBON KUCIOTOW OH TAaKXKE OCTAETCS J0303aBUCUMBIM.
OpaHako HEBO3MOXKHO YCTaHOBUTH MIOPOT'OBYIO JI03Y, HM)KE KOTOPOM PUCK OTCYTCTBYET.

JlocTynHble JaHHbIE TMOATBEPKAAIOT YBEIMYEHHE KOJIMYECTBA CIydaeB MajblX MM TSKEIbIX
BPOKICHHBIX MIOPOKOB pa3Butus. Hanbosee pacnpocTpaHeHHBIC TUITBI TIOPOKOB Pa3BUTHUS BKIIIOUAIOT
nedeKThl HEPBHOU TPyOKH, AUCMOP(U3M IIUIA, PACIIEIHHBI HEOA, KPAHUOCTEHO3, MIOPOKH Ceplla,
MOYEeK U MOYEINOJIOBOI cuCTeMBbl, Ne(eKTbl KOHEYHOCTeH (BKIIIOYash JIBYCTOPOHHIOIO aIljla3uio
paanyca) 1 MHOKECTBEHHBIE aHOMAJIUU PA3JINYHBIX CUCTEM OpraHU3Ma.

BanempoeBas kucinora mpyu BHYTPUYTPOOHOM BO3JCHCTBHH MOXKET TaKkKe MPUBOJIUTH K YXYIIICHUIO
WIN TIOTepe CiIyXa BCIEACTBUE MOPOKOB PA3BUTHS yIIeH W/WiM Hoca (BTOpUYHBIA 3(dekT), n/mim
MPSIMOTO TOKCHYECKOTo NEHCTBUS Ha opraHbl ciyxa. OnucaHbl caydyau pa3BUTHS OJHOCTOPOHHEH U

JIBYCTOPOHHEH TIIyXOThl WJIM HapylleHus ciayxa. Mcxoasl u3BecTHBI He Ui Bcex ciydaeB. CrtaTyc
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MPOBOJIUTh MOHUTOPHUHT MPU3HAKOB U CUMIITOMOB, CBSI3AHHBIX C OTOTOKCUYHOCTBIO.
BanempoeBas kucnota npu BHYTPUYTPOOHOM BO3JACUCTBUHM MOXKET MPUBOAUTH K MOPOKAM Pa3BUTHS
a3 (BKiIro4as kKojaobomy, MukpodTtansm). OHU OBUTH 3apETUCTPUPOBAHBI B COUCTAHUH C APYTUMH
BPOKJCHHBIMU TIOPOKaMHM pa3BUTHUS. JTU TOPOKH Pa3BUTHS TJla3 MOTYT OKa3blBaTh BIIMSHUE Ha
3peHue.

Hapywenus HepsHO-ncuxuueckozo passumus oOemell NPU  GHYMPUYMPOOHOM — 8030elCmEuu
8a1bNPOEBOL KUCIOMbL

[TokazaHo, 4TO BHYTpUYTPOOHOE BO3/ICHCTBUE BaTbIIPOEBOM KUCIOTHI MOXKET OKa3aTh HEXKeNaTeIbHbIe
3¢ (eKThl Ha ICUXUYECKoe U (PU3MUecKoe pa3BUTHE ACTEH, MOABEPTIINXCS TAKOMY BO3IeHCTBUIO. PHCK
HapyIICHH HEPBHO-TICUXMYECKOTO pa3BUTHsA (BKIOYAs ayTHU3M), [O-BHAUMOMY, SIBIISIETCS
J10303aBUCUMBIM, KOT/Ia BaJlbIIpOeBasi KUCIOTAa MPUMEHSETCS B BUJE MOHOTEpANHH, HO MOPOrOBYIO
7103y, HUKE KOTOPOW TaKOM PHUCK OTCYTCTBYET, YCTAHOBUTH HE NPEICTaBIIAETCS BO3MOXKHBIM. Ecnu
BaJbIIpOEBasi ~ KHUCJIOTa  Ha3HayaeTcsi B  KOMOMHUPOBAHHOM  Tepamuu  C  JAPYTUMHU
MPOTHUBOAMHIICITHYECKIMH TIperapaTtaMu BO BpeMsl OCpEeMEHHOCTH, PUCKH HapyIICHUH HEPBHO-
MICUXUYECKOT0 PAa3BUTHUA Y JIETEH TaKKE 3HAUUTENIbHO MOBBIIIAIOTCS 110 CPABHEHUIO C TAKUMU PUCKaAMHU
y AeTel u3 001Iel MOMyJISAIUNA WU POXKIACHHBIX OT MaTepei ¢ AMUIICTICUEH, HE MOTy4YaBIInX JICUCHHUE.
TouHBII TecTalMOHHBINA MEPUOJ JJIsl PUCKA PA3BUTHS TAaKUX HAPYLICHHW HE YCTAaHOBJIEH, U PUCK HE
MOKET OBITh HCKIIIOUEH BO BpeMsi Bcell OEpeMEHHOCTH.

IIpyn Ha3Ha4YeHUM BAIBIPOCBOM KUCIOTHI B BHJE MOHOTEPAIIMM PE3YJIBTAThl UCCICAOBAHUM IETEH
JIOLIKOJIBHOTO BO3pacTa, MOJBEPTIINXCS BHYTPUYTPOOHOMY BO3ACWUCTBUIO BalbIPOEBOM KHCIOTHI,
nokasanu, 4yto 10 30-40 % Takux aereil UMeNH 3aJep>KKH pAaHHETO Pa3BUTHS (TakHe Kak 3aJepiKKa
OBIIAJICHUS HABBIKAMHU XOABOBI W 3aJep)KKa pEYeBOr0 pa3BUTHS), a TakkKe OoJee HHU3KUE
MHTEJUIEKTyalIbHbIE CIOCOOHOCTH, TUIOXHE PEeUYeBbIC HABBIKM (COOCTBEHHAs! peyb U MOHUMAaHHUE PeuH)
1 TIpOOJIEMBI C MTAMSITHIO.

Koaddurnment ymcrBennoro paszputusi (uuaekc 1Q), ompeneneHHbld y JeTeil B Bo3pacte 6 JIET ¢
aHAMHE30M BHYTPUYTPOOHOTO BO3/ICHCTBUS BAIILIIPOEBOI KUCIIOTHI, OB B cpeHeM Ha 7—10 MyHKTOB
HUXKE, YeM y  JeTei, TOJBEPriIuXcs  BHYTPHUYTPOOHOMY  BO3JEHCTBUIO  JIPYTHX
MPOTUBOAMUIIENITUYECKUX MpenaparoB. HecMoTps Ha TO, YTO HENB3sl UCKIIOYUTH POJb JIPYTHX
(bakToOpoB, CHOCOOHBIX HEXKEJIaTeNbHO TIOBIUATH Ha WHTEUIEKTyallbHOE pPAa3BUTHE JETEH,
MOJIBEPIIINXCSI BHYTPUYTPOOHOMY BO3ACHCTBHIO BaJbIIPOEBOW KHUCIOTHI, OYEBUAHO, YTO Y TaKHX
JeTe PUCK MHTEJUICKTYAIbHBIX HApPYyIIEHUH MOXKET OBITh HE3aBHCHMBIM OT HHIeKca [Q marepw.
JlaHHbBIE IO AOJATOCPOUYHBIM HCXO/1aM SIBISIOTCS OTPAaHUUYEHHBIMH.

Wmerorcss naHHble, TOJy4YeHHbIE HAa OCHOBAHUU pE3yJlbTaTOB HCCIEAOBAaHHUSA, IMPOBEACHHOIO C

HCIIOJIb3OBAHUECM PCCCTPOB NMAMCHTOB ﬂaHI/II/I, CBUACTCIILCTBYIOIIIUC B IIOJIB3Y TOr'0, 4TO ICTH,
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HOIBEPTIINECS BHYTPHYTPOOHOMY BO3AEHCTBHIO B bpocho RELTOIEE HUerr HOBEITE AR prek

Pa3BUTHS PACCTPONCTB ayTUCTHUYECKOTO CHEKTpa (MPUOTU3UTENHHO 3-KpaTHOE yBEIHMUEHHE PHUCKA),
BKJIIOYast JCTCKUN ayTu3M (TPUOIU3UTENBHO S5-KpaTHOE YBEIMUEHHE pUCKA), MO CPAaBHEHHIO C
MONYJIALMEN MAlMEHTOB, KOTOPBIE HE MOABEPTAIUCH BO3IEUCTBUIO BAIBIIPOEBOM KHUCIIOTBHI.

HNMeroTcss naHHbIE, TOJNYYEHHbIE HAa OCHOBAHMM pPE3YJIbTAaTOB MCCIEJOBAaHUSA, IPOBEIECHHOIO C
HCIOJIb30BAHUEM PEECTPOB MALMEHTOB JlaHWM, CBUAETENBCTBYIOIIME, YTO y AETEH, MOJBEPTILIMXCS
BHYTPHUYTPOOHOMY BO3/ICHCTBHIO BaJIbIIPOCBON KUCIIOTHI, UMEETCS MOBBIIIEHHBIN, TPUOIU3UTEIHHO B
1,5 pa3a Gonpmuii pUCK pa3BUTHS cHHIApoMa nedunura BHUMaHus u runepaktusHoct (CIIBIY) mo
CPaBHEHHUIO C TMOMYJISIMEH MAIMEHTOB, KOTOPHIE HE IMOJBEPrajuch BO3JICUCTBUIO BaJIBIIPOEBOM
KHUCJIOTOM.

VY OKeHIIMH KaK MOHOTEpanusi BaJbIPOEBOM KHUCIOTOW, TaK M KOMOMHMPOBAHHAs TEpamusi C
BKJIFOUEHUEM BaJIbIIPOEBOIl KHUCIOTHI CBS3aHbl C HEOIArONpUSATHBIM HCXOJOM OEpEeMEHHOCTH.
JlocTylHbIE TaHHBIE NMOKA3aJIM IMOBBIIMICHHBIA PHUCK TSKEIBIX BPOKICHHBIX MOPOKOB Pa3BUTHUS M
HapyLIEHU HEPBHO-NICUXUYECKOTO PA3BUTHS KaK MPU MOHOTEpAINIMU BAJBIIPOEBOM KUCIOTOM, TaK U
Ipu KOMOWHUPOBAHHON NPOTHUBOSIMICIITHUECKON TEpamuy, MO CPABHEHHUIO C MOMYJSIUEH, He
I10JIy4aBILIEN BAJIBIIPOEBYIO KUCIIOTY.

Puck ona demeil, poscoennvlx om MydCUUuH, nOAYUABUUX TeUeHUe 8aNlbNpOeol KUCIOMOU 80 8PeMs.
3auamus

JlaHHBIE JIByX CTpaH pETPOCHEKTUBHOIO OOCEPBALMOHHOTO HCCIEAOBAHMS  DJIEKTPOHHBIX
MEAUIMHCKUX KapT, IPOBEACHHOIO B TPEX CKAHAMHABCKUX CTPAHAX, YKa3bIBAIOT HA TEHAEHLHUIO K
YBEITMYCHUIO pHCKa HApYIIEHUH HEPBHO-TICUXHMYECKOTO pa3BUTHS eTel (B Bo3pacte oT 0 1o 11 ner),
POXJIEHHBIX OT MY>KUYMH, NOJIy4aBIIMX JEYEHHE BAIBIIPOATaMU BO BPEMS 3a4aTus, [0 CPABHEHUIO C
MY>KUMHaMH, KOTOpbIE IOIy4ajld JIEYEHUE JAMOTPUIKUHOM WIM JieBeTupaueramoM. [laHHble U3
TpeThell CTpaHbl B HACTOSIIEE BpeMs HAaXOIATCs Ha 3Tame aHanu3za. HeoOXonumbl AaibHEWIIHE
MCCIEA0BAHMS 3TOTO MOTEHIUAIBHOTO PUCKA.

OTOT MNOTEHIMANBHBIM PHUCK, HEOOXOAMMOCTh 3(PGEKTUBHON KOHTpAlENIMH U BO3MOXKHOCTH
NPUMEHEHHSI aJIbTEPHATHBHBIX BAPUAHTOB TEPAIUH JOKHBI 00CYKIAThCSI C MAIIMEHTAMH MYXCKOTO
110J1a, UMEIOIIMMH PENPOAYKTUBHBIN MOTEHIHAIL.

Oonoepemennoe npumeHeHue ¢ ICMPOSEHCOOEPHCAUUMU NPENnAPAMAMU

BanenpoeBas kucimora HE yYMEHBUIAeT TEpaneBTUYECKYH 3(PGEKTUBHOCTh TOPMOHAIIBHBIX
KOHTpALIENITUBOB. TeM He MeHee, ITpenapaThl, COAEpKaIINE 3CTPOreH, BKIII0Uasi 3CTPOreHCoAepKallie
TOPMOHAJIbHBIE KOHTPALENITUBBI, MOTYT YBEJIWYHUTh KJIMPEHC BAJIBIIPOEBOM KUCIOTBI, YTO MOXKET
MIPUBECTH K YMEHBIICHUIO €€ ChIBOPOTOYHOM KOHIIEHTPALMM U, KAK CIEACTBUE, YMEHBLICHUIO €€
s dextuBHOCTH. HE0OX0AMMO KOHTPOIUPOBATH KOHIICHTPAIUIO BaJbIIPOEBOM KHCIOTHI B CHIBOPOTKE

KPOBH U KJIMHUYECKYIO 3(P(PEKTUBHOCTh (KOHTPOIb MPUCTYNOB M KOHTPOJb HACTPOCHHS) NpHU
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HGOGXOI[I/IMOCTI/I MNPUMCHCHUSA HJIM BO3MOXKHOCTU MNPCKPAIICHUA NPUMCHCHHA Hpcrapara HOJDKCH
pemaTthCad OO0 Ha4dYajla €ro IMIpUMCHCHHUA WM NCPECMATPUBATHCA B ClIydac, CCJIM JKCHIIUWHA,
MPUHUMAIOIIAs TIpernapar, IiaHupyeT 0epeMeHHOCTh (cM. monpasnen «C OoCTOPOKHOCTBIO» pa3zzerna

4.4., pazaen 4.5.).

IInaHupoBaHue GGDGMGHHOCTI/I

[Tpy HATMYWU STWIENICHU Y JKEHIIUHBI, KOTOpas IUIAHUPYET OEPEeMEHHOCTh, CIEIHATINCT, UMEIOIIHNA
OIIBIT JICYEHUS SMUIEIICUH, TOJKEH MePECMOTPETh TEPANUIO BAaJIbIIPOEBON KUCIOTONH U PacCMOTPETh
aJIbTepHAaTHBHbBIC BapuaHTHI JeueHus. HeoOxoaumo caenaTh BCce BO3MOXHOE, YTOOBI MEPEKIIOUNUTh
NAIMEeHTKY C Tepaluy MpernapaTaMu, COAepKAIUMH BaJbIIPOEBYIO KUCIIOTY, IEpe.

3ayaTWeM M 10 MOMEHTa MpeKpalleHHsl NMPUMEHEHHUs KoHTpauenmuu (cMm. paszaen 4.4.). B ciyuae
OTCYTCTBUS aJIbTEPHATUBHON TEpaluy NallMEHTKE HEOOXOAUMO Pa3bsICHUTh BCE PUCKH, CBSI3aHHBIE C
IIPUMEHEHHEM IIPEnapaToB, COAEpPXKAIIUX BalbIIPOEBYIO KUCIOTY, Ul Oyayuiero peGeHka, 4yToObl
MIOMOYb IPUHATh HH(POPMHUPOBAHHOE PELLICHHUE O IIAHUPOBAHUH CEMbH.

[TIpu wHamuuuu OunonsipHOoro ag(HEeKTUBHOTO PACCTPOMCTBA Y JKEHIIMHBI, KOTOpas IUIAHUPYET
O0epeMeHHOCTh, HE00X0AMMa KOHCYJIbTAlUs CIIEHUAMCTA, UMEIOLIETO OIBIT JICYCHUsT OUTOSPHBIX
ah(PeKTUBHBIX paccTpoicTB. JleueHne BalmbIPOEBOW KHCIOTOW JODKHO OBITh MPEKPAIIEHO Tepes
3ayaTieM U [0 IHpekpameHuss KoHTpauenuuu. IIpu HeoOXoauMocTH cileqyeT paccMOTPETh
aJIbTepPHATHBHBIC BAPHAHTHI JICUCHHUS.

bepeMeHHEbIe JKEHITUHBI

IIpumeHeHune mpenaparoB, COJEpXKAIUX BaJbIIPOEBYI0 KHUCIOTY, MPOTUBONOKA3aHO BO BpeMs
O0EepeMEHHOCTH, 3a MCKIIOYEHHEM CIIyyaeB OTCYTCTBHS aJbTEPHATUBHBIX METOJOB JICYEHUS, NPHU
snuienicuu (M. pasaenst 4.3. u 4.4.) 1 MPOTUBOIIOKA3aHO MPH JICYCHUN U PO(PUIAKTHKE OUITONISIPHBIX
apPEeKTUBHBIX PACCTPOICTB.

B cnyuae HactymieHus OepeMEHHOCTH HEOOXOJMMO He3aMEIJIUTEIbHO OOpaTUThCS K CBOEMY
JjedalieMy Bpady, 4TOObI NPOBECTH OLEHKY TEpalud M PAcCMOTPETh BO3MOXHOCTb Ha3HAYEHUs
IbTECPHATUBHOU TEpaIuu.

JKeHIIMHBI ¢ JETOPOJHBIM IOTEHUIHUAIOM JOJDKHBI HCIOJIb30BaTh 3()(EKTUBHBIE METOJbI
KOHTpALENLUU BO BpeMs JIEUEHUs IIpenapaToM (cM. pasaensl 4.4.).

JXKeHmuHBl ¢ JETOPOAHBIM MOTEHIMAIOM AOJKHBI ObITh MIPOMH(MOPMHUPOBAHBl O PUCKAaX M IOJIb3E
MIPUMEHEHHS TIPETapaToB, COACPKAIINX BAIBIIPOEBYIO KHCIOTY, BO BpeMs OEpEMEHHOCTH.

Ecin HecMOTpsl Ha U3BECTHBINM PUCK NPUMEHEHUS IIPENIAPATOB, COAEPIKALIUX BAJIBIIPOEBYIO KUCIIOTY,
BO BpeMs OCpeMEHHOCTH KEHIMHA IUIAHUPYyeT OEpeMEHHOCTh WM Yy Hee JAMarHOCTHpPOBaHA
0epeMEHHOCTh, TO CJIEIYET MPOBECTH MEPEOLEHKY HEOOXOJUMOCTH JICYEHUS BalIbIIPOEBOM KUCIOTON

B 3aBUCUMOCTH OT ITOKa3aHWM:
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JOJKHO OBITh MPEKPAIICHO;

- IpU TOKA3aHUHU «3MUJIETICHUS» BOMPOC O MPOAOJIKEHUU JICUEHUS BaJIbIIPOCBOM KUCIOTON WK
OTMEHE JIEYEHHS pelIaeTcs Mocie MepeolleHKH COOTHOUICHUSI «I0Jb3a — pUcKk». Eciu mocne
MEPEOLEHKH COOTHOIICHUS «I10JIb3a — PUCK» JI€UEHHUE MpEenapaToM BCe-TaKU JIOJKHO ObITh
MPOJIOJKEHO BO BpeMsi OEPEMEHHOCTH, TO PEKOMEHyeTCsS MPUMEHSTh €r0 B MUHUMAIIBHON
3¢ (heKTHBHON CyTOYHOMU J103€, pa3/IeICHHON Ha HECKONBKO MpreMoB. ClieyeT OTMETUTh, YTO
npu 6epeMeHHOCTH OoJiee MPeANOYTUTENbHBIM SBISETCS IPUMEHEHHE JIEKAPCTBEHHBIX (popM
npernapaTa NpoJOHTUPOBAHHOTO BEICBOOOKICHUS 10 CPABHEHHIO C IPYTUMHU JIEKAPCTBEHHBIMU
bopmamu;

- 10 BO3MOXHOCTH, €IIe 10 HACTYIUJICHUS OEpeMEHHOCTH, IOIMOJHUTEIHHO CIEAYeT HaudaTh
npueM (HoaueBON KHCIOTHI (B J103€ 5 MI' B CYTKH), TaKk Kak (oimeBasi KHCIOTa MOXET
YMEHBIIATh PUCK (OPMHUPOBAHUS TIOPOKOB Pa3BUTHS HEPBHOU TpyOKkH. OJHAKO UMEIOLIUECS B
HACTOSIIEE BpEeMs JTaHHbIE HE MOATBEPKIAAIOT €€ MPOoPUIaKTHUYECKOTO IeUCTBUS B OTHOILIEHUU
BPOXKJCHHBIX TIOPOKOB Pa3BUTHs, (QOPMHUPYIOIINXCS IO BO3ACHCTBUEM BallbIIPOEBOI
KHUCJIOTBI;

- clelyeT NpOBOAUTH MOCTOSHHYIO (B ToM uncie B Il Tpumectpe GepeMeHHOCTH) cCielIMalbHY 0
MpeHaTaJbHYI0 JUAarHOCTHKY, BKJIIOYAIONIYIO TIIATENbHOE YJIbTPa3BYKOBOE HCCIIEIOBaHUE,
JUTSL BBISIBIIGHUSI BO3MOXHBIX TTOPOKOB (DOPMHUPOBAHHS HEPBHON TPYOKU MITU JPYTHX MTOPOKOB

pa3sBUTHA 1J104A.

Puck st HOBOPOKICHHBIX

Coo0manocs 0 pa3BUTHH €IMHUYHBIX CIIy4aeB reMOPpParn4eckoro CHHAPOMa Y HOBOPOKICHHBIX, YbH
MaTepy NPUHUMAIH BaJbIPOEBYIO KUCIOTY BO BpeMs OepeMEHHOCTH. DTOT TreMOpparndecKui
CHUHIPOM CBSI3aH C TPOMOOIIUTONCHHUEH, TMIMOGUOPUHOTEHEMUEH W/WIIM CHUKEHUEM COJICPKaAHUS
Ipyrux (GakTOPOB CBEPTHIBaHMS KPOBH. TaKkke cOOOIIAIOCh O pa3BUTHH ahUOPUHOTEHEMHH, KOTOPast
MOTJIa IPUBOAUTH K JICTAJILHOMY UCXOAY. JJaHHBIN reMopparnyeckuii CHHAPOM cJeyeT OTINYaTh OT
neduuuta Butamunaa K, Ber3piBaeMoro heno0apOUTaIoM U JpyTUMHU HHAYKTOPAMH MUKPOCOMAaTbHBIX
(hepMEeHTOB TICYCHH.

[TosTOMYy y HOBOPOXKJICHHBIX, YbH MATEPH TOTYYaJIH JICUYCHHE MTPeTapaTaMu BaJbIPOCBON KHCIOTHI BO
BpeMs OEpeMEHHOCTH, cJelyeT 00s3aTelbHO NPOBOIUTH KOATYJSIIMOHHBIE TECThI (OMpeneniTh
KOJINYECTBO TPOMOOIIMTOB B Nepu(epruuecKoil KpoBH, IUNIa3MEHHYI0 KOHLIEHTpaIuio (uOpuHOreHa,
(hakTOpBI CBEPTHIBAHMS KPOBH M KOATryJIOTpaMMYy).

Co001manoch 0 cirydasx THIIOTIIMKEMHAN Y HOBOPOXKJICHHBIX, YbH MATEPH MPHHUMAIN BaIBIIPOEBYIO

kuciaoty B Il TpumecTpe 6epemMeHHOCTH.
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BaJIbIIPOEBYIO KUCIOTY BO BpeMsi OEPEeMEHHOCTH.

Y HOBOpPOXKICHHBIX, YbH MAaTE€pU MPUHUMAIM BAJIBIIPOCBYIO KHCIOTY B IIOCICIHEM TPUMECTPE
OepeMEeHHOCTH, MOKET BO3HHMKAThb CHHJIPOM OTMEHBI (B YacCTHOCTH, IIOSIBJIEHHE aXHUTAlUH,
Pa3apaKUTENbHOCTH, TUIIEpPEIICKCHH, TPOXKAHUS, TUTIEPKUHE3NH, HAPYILIEHUH MBIILIEYHOTO TOHYCA,
TpeEMopa, Cy10por U 3aTpyIHEHUH IPU BCKAPMIIMBAHUH ).

Jlakranus

DKCKpelysl BalbIIPOEBON KUCIOTHI B TPYAHOE MOJIOKO HU3Kasl, € KOHIEHTpaIUs B TPyIHOM MOJIOKE
cocrasisieT 1-10 % OT ee KOHLEHTpalyu B CBIBOPOTKE KPOBHU MATEPH.

I/ICXO,Z[}I N3 JIUTCPATYPHBIX HAHHBIX W OrPaHUYCHHOI'O0 KJIMHHUYCCKOI'O OIIbITa, MOKHO paCCMOTPCTH
BOIIPOC O BO3MOXKHOCTH IPYJHOTO BCKapMJIMBAHUS MPU IIpUEMe TIperapara, 0JIHaKO IIPU dTOM
clenyeT NMPUHUMATh BO BHUMaHHE TpoQuib MOOOYHBIX 3P (GEeKTOB Mpenapara, B OCOOCHHOCTH,
BbI3bIBa€MbIE€ UM I€éMaTOJIOTUYECKUE HAPYIICHUS.

DepTUILHOCTD

B cBs13u ¢ BO3MOYKHOCTBIO pa3BUTHS AUCMEHOPEH, aMEHOPEH, MOJIMKUCTO3HBIX SUYHUKOB, YBEJINYCHUS
KOHIICHTPALIUU TECTOCTEPOHA B KPOBU BO3MOXKHO CHMKEHHE (PEPTHIILHOCTH Y JKEHIIMH (CM. pa3zien
4.8.). Y MyXuuH BaJbllpoeBas KHCJIOTa MOXET YMEHbIIATh MOJBHKHOCTH CHEPMAaTO30MI0B U
Hapymath GepTUIBLHOCTh (M. pasnen 4.8.). B 0oabIIMHCTBE TEX HEMHOTHX CIIy4aeB (HO HE BO BCEX
cllyyasix), KOTJIa BajblIpoeBas KHUCJIOTa Oblla 3aMEHEHa JAPYTHMM IPOTHBOSMHICITHUECKUM
npernapaToM WIM OTMEHEHa, WM CyTOYHas J03a ObUla CHIXKEHa, cOoOMIaIock 00 oOpaTuMocTu
CHIDKEHUS MY>KCKOU (DepTHIIBHOCTH;, TAaK)KE€ OTMEYAIIUCh YCIICIIHBIE 3a4aTHsl.

CormacHo pe3ysibTaTaM HCCICIOBAHUN CYOXpPOHHMYECKOM M XPOHUUYECKOW TOKCHUYHOCTH, CIydau
JereHepauu/aTpou TKaHU SUYeK WIM HapyIICHUs CIepMaToreHe3a U YMEHBIIEHUS MAcChl SIMYEK
HaOII0IATHCh Y B3POCIBIX KPBIC U COOAK IMOCIIe Ha3HAUEHUS Mpernapara BHYTph B 1o3ax 400 Mr/kr/cyTt
1 150 MI/KT/CyT COOTBETCTBEHHO (MaKCHMaJIbHAs J103a, IPH KOTOPOW HE BO3HUKAET CYIIECTBEHHOTO
MTOBBIIICHHUS YaCTOThI BO3HUKHOBEHHS MOO0YHBIX 3 dekToB unu ux tsokectn (NOAEL) cocrasmsier
270 Mr/Kr/cyT y B3pOCIBIX KpbIC U 90 MI/KI/CYyT y B3pOCIIBIX COOAK).

B uccrnenoBanuu GpepTUIBLHOCTH Ha KpbIcax MPUMEHEHUE BajbIpoara B J03ax 10 350 Mr/kr/cyT He
OKa3bIBaJIO BO3ACUCTBUSI Ha PENPOAYKTUBHYIO (DYHKIIUIO CaMI[OB.

Cpenn MOJIOABIX KpPbIC YMEHBIIIEHWE MacChl IMYEK HAOII0AANOCh TOJIBKO y CaMIIOB, KOTOPHIM ObLIN
HA3HAYEHBl [JO3bl, NMPEBBIIIAIONINE MAKCHUMAIbHYIO NEPEHOCUMYI0 1103y (HauumHas ¢ 1036l 240
MI/KI/CYT - UHTpANlepUTOHEAIbHO WM BHYTPHUBEHHO), IPU 3TOM THCTONATOJIOTMUYECKUX W3MEHEHHUN

BBISIBJIEHO HE OBLIO.
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CBSI3aHHBIX C PETPOTYKTUBHBIMH OpraHaMu (10361 10 90 MI/Kr/cyT). 3HAYMMOCTh PE3yIbTaTOB OIEHKU
M3MEHEHUH B TKaHSX SIMYEK JJIs1 JETCKOM MOMYJISILUA HEU3BECTHA.

4.7. BuausiHMe Ha CHOCOOHOCTH YNPAaBJATH TPAHCNOPTHBIMHU CpeACTBAMH U PpadoTaTh €
MeXaHU3MaMH

Boxxnenue u ynpaiieHre TPaHCIOPTHBIMU CPEICTBAMH MPOTHUBOIIOKA3aHO.

4.8. He:xxennaTesbHbIE peakIuu

PesroMe HexxenaTeabHbIX peaKIni

YacToTa BOSHHKHOBEHUS HE)KEJIATEILHBIX PEaKIUii NMpUBEACHA B COOTBETCTBUHU C KiaccHU(UKaIUeH
Bcemupnoii Opranuzaruu 3apaBooxpanenus (BO3): ouens vacro (>1/10); gacto (>1/100, <1/10);
Hewyacto (>1/1000, <1/100); pemxo (=1/10000, <1/1000); ouens peako (<1/10000), gactora
HEU3BECTHA (HGBO?)MO)KHO OLOCHHUTH HAa OCHOBAHNU UMCHOILIIUXCS I[aHHBIX).

BpokaeHHable, HACICACTBECHHLIC M TCHETHUSCKUE HAPYIIICHUS

Teparorennsiii puck (cm. pasuen 4.6).

HapyiieHust co cTOpOHBI KPOBY U INMGATHYECKOH CHCTEMBI

4acTo: aHeMHUsl, TpoMOoUTONIeHUs (cM. pazaen 4.4);

HEYaCTO. MAaHIIUTONCHUS, JICUKOIIEHU S, HeUTporeHus. JICHKONeH!s U TAaHIIUTONICHHUS] MOT'YT OBITh KaK
C Jempeccued KOCTHOro Mmosra, Tak u 0Oe3 Hee. [locie oTMeHBl mpemapaTa KapTUHA KpPOBHU
BO3BpAILAeTCA K HOPME.

penxo: HapyILIEHUS KOCTHOMO3TOBOTO KpOBETBOPEHUS, BKJIIOYAst M30JIMPOBAHHYIO
aTuTa3yIo/TUIIOTUTA3UI0  DPUTPOLIMTOB, AarpaHyJIOUTO3, MAKPOIUTAPHYI0 aHEMHIO, MAaKpOIUTO3;
CHIDKEHUE cojepkaHusi (aKTOpPOB CBEPTHIBAHMSI KPOBH (KaK MHUHHMMYM, OJIHOTO), OTKJIOHEHHE OT
HOPMBI TIOKa3aTesel CBEpThIBAEMOCTH KPOBH (TaKMX KaK yBEJIMYEHHE MPOTPOMOMHOBOTIO BPEMEHH,
YBEIMUEHUE AaKTUBUPOBAHHOTO YACTHYHOTO TPOMOOIUIACTHHOBOTO BPEMCHH, yBEIUYCHHE
TPOMOMHOBOTO BpeMeHH, yBenmueHue MHO [MexayHapoaHOTO HOPMAIM3UPOBAHHOTO OTHOIICHUS |)
(cm. paznenst 4.4 u 4.6).

[TosiBNeHHE CITOHTAHHBIX SKXMMO30B M KPOBOTEUEHMI CBHJIETEIHCTBYET O HEOOXOAUMOCTH OTMEHBI
mpermapaTa u MpoBeIeHUS] 00CIICTOBAHHSL.

Ha60paT0prle U UHCTPYMCHTAJIbHBIC TaHHBIC

penko: nehunuT OMOTHHA/HEA0CTATOYHOCTh OMOTHHUIA3HI.

HapyiieHus co CTOpOHEI HEPBHOM CHCTEMBI

OYEHb YaCTO: TPEMOD;
4acTo: HKCTPANMpPaMHUIHBIE PACCTPONCTBA, CTYHNOP™, COHJIMUBOCTh, CYyOPOTH*, HAPYIICHUS MaMSTH,

roJIoBHast 00JIb, HUCTArM, TOJIOBOKPYKEHHUE;
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HeyacTo: kKoMma*, sHnedanomarus™®, neraprus*, o DaTI/IMI)IEII nap@mﬁnﬁ%gkm{ T1apeCTe3uu,

yTsDKeNIeHue cyaopor (cM. pasaen 4.4);

penko: oOpaTumas JEeMEHIHMs, coderaromascs ¢ oOparumoil arpoduell ToJOBHOTO MO3ra,
KOTHUTHUBHBIE PaCCTPONCTBA;

94acTOTa HEU3BECTHA. CEAAlIUs.

*CTymop © JeTaprusi WHOTJA TPUBOAWIM K MpEeXoisiield Kome/dHiedanonatTud W ObUIH
M30JIMPOBAaHHBIMU, JINOO COYETANIMCH C YYalleHUEM CYAOPOXKHBIX MPUCTYNOB Ha (OHE JICUCHUS, a
TaK)kK€ YMEHBLIAINCh MpPU OTMEHE Mpernapara WIM IpU yMEHbIIEHUWH ero A03bl. bosbiias vactsb
MoAOOHBIX CiIyyaeB Oblla omucaHa Ha (oHe KOMOWHHUPOBAHHOW Tepamuu, OCOOCHHO TIpH
OJTHOBPEMEHHOM TMpUMEHEHUHN (GeHoOapOuTana Wik TONMpaMaTa, WU TOCIe PE3KOro YBETHYCHUS
J103bI BAJIBIIPOEBOUN KHUCIIOTHI.

Hapymienust co cTopoHbI opraHa ciyxa U JaOUpUHTHBIE HApYIICHUS

4acTo: oOparumasi 1 HeoOpaTuMas ITyxoTa.

Hapymienusi co CTOpoOHBI OpraHa 3peHus

qacToTa HCM3BCCTHA. NUILIIOIIHNA.

Hapy1mienunst co CTOPOHBI OPraHoOB JIBIXaHUS, TPYJIHOM KIESTKH M CPEJOCTCHHUS

HEYacCTO: l'IJ'IeBpaJ'II)HHﬁ BBITIOT.

Hapynieans co cTOpOHBI JKEIYJ0YHO-KHIIISYHOI'O TPAKTa

OUYEHB YaCTO: TOIIHOTA;
94acTo: pBOTa, M3MEHEHHs JeceH (TIaBHBIM 00pa3oM, TUNEpIIIa3us JECEH), CTOMATUT, OOnH B
AMHUTACTPUH, AUAPES, KOTOPhIC YaCTO BO3HUKAIOT Y HEKOTOPHIX MAIIICHTOB B HAaYase JICYCHHS, HO, KaK
MPABUJIO, HCUYE3AIOT Yepe3 HECKOIBKO THEH U HE TPEOYIOT MPEKPAICHHS TEPATTHH.

OTH peakuy MOXXHO YMEHBIINTh, IPUHUMAs IIPenapar BO BPEMs UIIH I1OCIIE €bl.

HCYACTO: MMaHKPCaTUT, HHOrJAa C JICTAJIbHBIM NCXOJ0M (paBBI/ITI/Ie IMaHKpCaTuTa BO3MOKHO B TCUCHUC
MEPBBIX 6 MeECsAIeB JICYCHUsS; B CIydae BO3HHUKHOBEHHUS OCTpOW OONM B JKHUBOTE HEOOXOIMMO
KOHTPOJINPOBATh aKTUBHOCTH CHIBOPOTOYHOM aMmIIa3hl (CM. pazzaen 4.4));

JaCTOTa HCU3BCCTHA: CIIa3MBbI B ) KUBOTC, AHOPCKCHU A, ITOBBIILICHUC AIlIICTUTA.

Hapy1ienns co CTOpOHEBI IIEUCHU U JKETUCBLIBOASIINX ITyTEH

9YacTO: MOPAXKCHUS IEYCHH: OTKIOHEHHWE OT HOPMBI IOKa3aresiell (yHKIMOHAIBHOTO COCTOSHUS
MICYCHH, TaKHe KaK CHIDKCHHE IPOTPOMOMHOBOTO HHAEKCA, OCOOEHHO B COYETAaHHH CO 3HAUYUTEITHHBIM
CHIDKEHHEM coJepaHuss (uOpuHOreHa |  (aKTOPOB CBEPTHIBAHHUSA KPOBH, YBEIWYCHUEM
KOHIIGHTpAaLMU OWIMPYOWHA U TOBBIIICHHEM AKTHBHOCTHU «IIE€YEHOYHBIX» TpPaHCAMHHA3 B KPOBH;
MEYCHOYHAs] HEAOCTaTOYHOCTh, B MCKIIOUYUTENBHBIX CIydasx C JICTAIBHBIM HCXOJOM; HEOOXOaUM
KOHTPOJIb TTALMEHTOB Ha MPEAMET BO3MOXKHBIX HapyIICHUH QYHKIMU TTeYeHH (CM. pasaen 4.4).

Hapyiuesus co cTOpOHLI DOYEK M MOYEBBLIBOIAIINX OYTEN
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4acCTO: HEMMPOU3BOJIBHOC MOYCHUCITYCKAHHUE,

HEYACTO: MOYeUHask HeJOCTaTOUYHOCTb;
penKo: 3Hype3, TyOyJIOMHTEPCTUIUAIBHBIN HeppHuT, o0patuMblii cuHApoM @DaHKOHH (KOMILIEKC
OMOXMMHUYECKUX U KIMHUYCCKHUX MPOSBICHUNA MOPAKEHHS MPOKCUMAIBHBIX TOYEYHBIX KaHAIIBIIEB C
HapyIlIeHHEeM KaHalbIeBON peabcopOumm QocdaTa, TIIOKO3BI, aMUHOKHCIOT W OuWkapOoHara),
MEXaHH3M Pa3BUTHS KOTOPOTO MOKA HESCEH.

Hapyiesnus co CTOpOHBI KOYKU U ITOJIKOKHBIX TKaHEN

YacTO: peaklUy T'MIIepUyBCTBUTEIBHOCTH, HAllpUMep, KpaluBHULA, 3Yy[; Ipexojsiuee (o0paTumoe)
W/WIN J10303aBUCHUMOE IATOJOIMUYECKOE BBINAJAECHUE BOJIOC (AJIONELHs), BKIIOYAs aHAPOTCHHYIO
ajonennio Ha (OHE DPA3BUBILUXCA THIEPAHIPOTCHUH WM TOJIMKHCTO3a SMYHUKOB (CM. HIDKE
nozpaszaensl «HapyiieHns co CTOpOHBI MOJIOBBIX OPraHOB M MOJIOYHOM jkene3b» U «Hapymenus co
CTOPOHBI PHAOKPHUHHOM CHCTEMBI»), a TaKXKe aJomernuio Ha (oHe pa3BUBIIETOCS THIOTHPEO3a (CM.
HIKe nozpaszaen «HapyieHus co CTOpoHbI SHAOKPUHHOM CUCTEMBI» ), HAPYILIEHUS CO CTOPOHBI HOT'TEH
Y HOTTEBOTO JIOKA;

HEYacCTO: AHTMOHEBPOTHYECKHM OTEK, KOXKHAasl ChIllb, HApYIIEHUS CO CTOPOHBI BOJOC (TakHe Kak
HapylLIeHHE HOPMaJbHON CTPYKTYpBI BOJIOC, U3MEHEHHUE IIBETA BOJIOC, HEHOPMAJIBHBIM POCT BOJIOC
[Mcue3HOBEHHE BOJHUCTOCTH M KypU4aBOCTU BOJIOC MJIM, HA00OPOT, MOSBIEHUE KYpUyaBOCTU BOJIOC Y
JIMII ¢ U3HAYAJIBHO MPSIMBIMH BOJIOCAMU |);

PElKO: TOKCHYECKUH SMHUAepMalIbHbI HeKpoiu3, cuHapoM CtuBeHca-J[)KOHCOHA, MyJIbTU(OPMHAs
SpUTEMA, CUHAPOM JIEKaPCTBEHHOU CHINMU ¢ 303UHOGMIMEN U cucteMHbiMu cumnToMamu (DRESS-
CUHJIPOM).

HapyiieHus co CTOPOHBI CKEIETHO-MBIIIEYHON U COEIMHUTEILHON TKAaHU

HCYACTO: YMCHBIICHUC MHHepaﬂbHOﬁ IJIOTHOCTA KOCTHOM TKaHHU, OCTCOIICHHA, OCTCOIIOpPO3 U
NepCjioMbl 'y MAalUCHTOB, UJIMTCIBHO MNPUHUMAIOMIUX IpelapaTbl, COACPKAIIUC BaJIbIIPOCBYIO
KHCIIOTY; MEXaHU3M BIIMSHUS BaJIbIIPOEBOM KUCIOTH HA META00IM3M KOCTHON TKaHU HE YCTaHOBJICH;
penKo: cucTeMHas KpacHas BoyidaHka (cM. pazaen 4.4), padbmomumosm3 (cM. mompasmen «C
OCTOPOKHOCTBIO» paznena 4.4).

Hapyienus co CTOpOHbBI S3HIOKPUHHON CHCTEMEI

HEYaCTO: CHHJIPOM HEaJeKBaTHOM cekpenwu aHTtuauyperumdeckoro rtopmona (CHCA/D),
TUNepaHApPOTreHus (THPCYTU3M, BUPMIIH3AIHS, aKHE, aJIONEeLHs IO MY>KCKOMY THITY W/WJIH MOBBIIICHHE
KOHIICHTpALlUi aHJIPOTEHOB B KPOBU);
penko: runotupeos (cM. pazaen 4.6).

Hapymenns MeTa00aM3Ma ¥ IUTAHUS
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4acTo: TUIIOHATPUEMHUS, YBEIMUEHUE MacChl Tena (CIeIyeT HLraTe-JIIEf;O : ]r_gcullhﬁmaa L‘VBennquHe

MaccChl TeNa, TaK KaK YBEIHMYECHHE MAacChl Telia SBISETCS (PaKTOPOM, CIIOCOOCTBYIOIIUM PAa3BUTHIO
CHUH/IPOMA MOJIMKUCTO3HBIX SUYHUKOB);

penKo. rurnepaMMoHueMus* (cM. pazzaen 4.4), oKupeHue.

*MOTYT BO3HUKAaTh CIIy4al HW30JIMPOBAaHHOW W YMEPEHHOH THIIEpaMMOHHEMHUH 0€3 H3MEHEHUS
nmokasaresiei (yHKIIUN MEeYeHU, KOTOphIe He TPeOYIOT MpeKpaleHus JeueHus. Takke coo0Ianoch o
BO3HUKHOBEHHUH THIIEPAMMOHHUEMHUHU, COIMPOBOXKIAIOMICHCS  TOSBICHUEM  HEBPOJIOTHYECKOU
CHUMIITOMATUKU (HaIlpUMep, Pa3BUTHEM 3HIE(PAIONATHH, PBOTHI, aTAKCHH W JIP. HEBPOJIOTUYCCKHX
CHMIITOMOB), KOTOpas TpeOoBalla MPEKpalleHUs TpUeMa BalbIIPOCBOW KHUCIOTHI M TPOBEACHUS
JOTIOJTHUTEIBHOTO 00cnenoBanus (cm. pazaen 4.4).

JoOpokauecTBEHHBIC, 3JI0KAYECTBEHHBIC M HEYTOYHEHHBIC HOBOOOpPa30BaHWs (BKIIIOUAs KHCTHI U

IIOJIUIIBI)

PEeIKO: MUETIOIUCIUIACTUYECKUI CHHIPOM.

Hapymienusi co CTOpoHBI COCYII0B

4acTo: KPOBOTEUEHUS U KPOBOM3IHAHUSA (cM. pa3nensl 4.4 u 4.6);
HEYacTo: BaCKYJIUT.

O6I_HI/IG HapYIEHUA U PCAKIIMHU B MECCTC BBCACHU A

HEYacTO: TUIIOTEPMUsl, HETSKENbIe epudepruueckre OTeKH.

HapyIienus co CTOpOHbBI pEIPOAYKTUBHOM CUCTEMbI 1 MOJIOYHBIX JKEIe3

HaCTO: AUCMCHOPCA,

HEYACTO: aMCHOPCA,

PEAKO: MYKCKOC 6GCHJ'IOI[I/IG, IMOJIMKUCTO3 ANYHUKOB,

YaCTOTa HCU3BCCTHA: HECPCTYJIAPHBIC MCHCTpYalluH, YBCINYCHHUC MOJIOYHLIX KCJIC3, TAJIAKTOPCA.

Ilcuxuyeckue HapyIIeHus

9acTO: COCTOSIHHAE CITyTAHHOCTH CO3HAHWSI, TaJUTIOIUHAIIMN, aTPECCUBHOCTD ™, &)KUTAIUS ¥, HAPYIIICHUE

BHUMaHHS*, gemnpeccus (MpU  KOMOWHHMPOBAaHWUHM  BaJbIPOCBOMH  KHCIOTHI €  JIPYTHMH

IIPOTUBOCYIOPOKHBIMU IIpENapaTaMu);

pPEeAKO: MOBEJCHUYECKHE PAacCTPOCTBa*, ICUXOMOTOpHAs TUIEPAKTHBHOCTH ™, HapYIICHUS

CIIOCOOHOCTH K 00yueHuI0*; nenpeccus (Ipu MOHOTEPAITUH BATBIIPOEBON KUCIOTOM ).

*He)KenaTebHbIe PeaKIuH, IPEUMYIIECTBEHHO HA0II0OJaBIINECs Y MTAIMEHTOB JIETCKOTO BO3pacTa.
CTU

ITpoduib 6Ge30macHOCTH BajbIIpoaTa Mpyu NPUMEHEHUH Y JeTeil COMOCTaBUM C TAKOBBIM y B3POCIIBIX,

HO HEKOTOPBIE HEXKENNAaTEIbHbIC PEAKITNH HAOIIOJAI0TCSI TOJIBKO Y IeTEH, THOO CTENeHb UX MPOSBICHUS

Oosiee TsDKeNasi B CPAaBHEHHH C TIOMYJISIIMEH B3POCIIBIX MarueHToB. CyIIecTByeT MOBBIIIEHHBIA PUCK

Pa3BUTHUA TAKCIIOI0 IMOPAKCHUA IICUCHU Y I[GTGI\/'I INepBOro roJa XKU3HU U MJIAAUICTO BO3pacTa
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Pa3BUTHS AHKpEATUTa. DTU PUCKHU CHUXKAIOTCS C BO3pAacTOM. Takue MCUXUYECKUE PacCTpPOMUCTBA, KaK
arpeccusi, aXuTalus,, HApyIICHHE BHUMAaHMUS, IIOBEJICHYECKHE pPACCTPOMCTBA, IICUXOMOTOpPHAS
TUTIEPAKTUBHOCTh W HAPYIICHHE CIOCOOHOCTH K OOYy4YeHHWI0 HAOJI0MAl0TCS MPEHMYIIECTBEHHO Y
JEeTEN.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxxHo coo0miaTh 0 mo03peBaeMbIX HEXKENATEIbHBIX PEAKIUAX ITOCIIe PETUCTPAIIUH JIEKAPCTBEHHOTO
mpenapara ¢ IeJbl0 00eCTieYeHHs] HEMPEPhIBHOIO MOHUTOPHHTA COOTHOIIECHUs '"MOojib3a - pHUCK"
JIEKApCTBEHHOT0 Tpernapara. MEeTuIMHCKUM pa0OTHUKAM PEKOMEHIYeTCsl cooOmaTh O JHOOBIX
MOJIO3PEBAEMBIX HEXKENATEeNbHBIX PEaKIUsAX JIEKApCTBEHHOTO TIperapara uepe3 Hal[MOHaJIbHbIC
CHCTEMBl COOOIIEHUS O HEXeNaTeJIbHBIX pEaKUUsAX TOoCyJapcTB - wieHoB EBpaswuiickoro
SKOHOMMYECKOTO COI03a!

Poccuiickas @engepanns

®enepanbhas Ciryx0a 1mo Hai30py B chepe 3apaBoOOXpaHECHUS

anpec: 109012, r. Mocksa, CinaBsiHCKasl TIIoIaab, 1. 4, cTp. 1

ten.: +7 (800) 550-99-03

aJipec AIIEKTPOHHOI mouThl: pharm(@roszdravnadzor.gov.ru

WHTEpPHET-calT: http://www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CumMnTOMBI

Knunudeckue mposiBICHUS OCTPOH MacCHBHOW MEPENO3UPOBKH OOBIYHO MPOTEKAIOT B BUIEC KOMBI C
TUTIOTOHHUEH MBI, TUIopedIekcueld, MUO30M, YTHETCHUEM JbIXaHHsI, META00IMYECKUM alliI030M,
Ype3MEepPHBbIM CHUKEHUEM apTepruaIbHOro JaBICHHS U COCYIUCTHIM KOJIJIAIICOM/IIOKOM.

OnuceIBalOT cily4an BHYTPUYEPENHOW THUIIEPTEH3WH, CBSI3aHHOM C OTEKOM TOJOBHOIO MO3ra.
[IpucyTcTBUE HATpPHUs B COCTABE MPEMAPATOB BATBIIPOEBON KUCIOTHI IPU UX MEPEAO3UPOBKE MOXKET
MPUBOAUTH K PA3BUTUIO TUIIEPHATPUEMUMU.

[Ipu MaccuBHOW TEPEeNO3UPOBKE BO3MOXKEH JICTAIBHBIA HMCXOJ, OJHAKO OOBIYHO TPOTHO3 MPH
nepeao3upoBKe OJIaronpusTHBIN.

CuUMIITOMBI TIEPEIO3UPOBKH MOTYT BapbUPOBATh, COOOIIANIOCH O PA3BUTHH CYIOPOKHBIX MPHITAIKOB
MIPU OYEHb BBICOKUX TUIA3MEHHBIX KOHIIEHTPALMSIX BAJILIIPOEBON KUCIOTHI.

Jleuenune

HeotnosxxHas momoip mpu nepeo3upoBKE B CTAllMOHAPE TOJDKHA OBITH CIEIYIOIICH: MPOMbIBaHUE
Kenmyaka, koropoe 3¢ dextuBHO B TeueHue 10-12 yacoB mocie npuema npenapata. s yMEHbIICHUS
BCACBHIBaHUS BaJIbIIPOEBOI KUCIOTHI MOKET OBITh 3 PEKTUBHBIM MTPUEM aKTUBUPOBAHHOTO YTJIs, B TOM
qlclie, €ro BBEJCHHE uepe3 HazoracTpajibHblil 30HA. TpeOyercss HabOmIOEHHE 3a COCTOSIHHEM

CEepJICYHO-COCYIUCTOM U IbIXaTeIbHOU CUCTEMBI, OAIepKaHue 3P PEeKTUBHOTO quype3a, MPOBEACHNE
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CUMITTOMAaTHYeCKON Tepanuu. HeoOxoaumo KOHTPOIU 035&3:'
JKCJIC3hI. HpI/I YITHCTCHUHN ObIXaHUS MOKCT HOTp€6OBaTBC}I IMPOBCACHUC HCKYCCTBGHHOﬁ BCHTUIIALIUU
Jnerkux. B OTACIBHBIX ClIy4dasaAX C YCICXOM IMNPHUMCHSJICA HAJIOKCOH. B oueHb TSDKENBIX clrydasax
MaCCHBHOM TEepeno3upOBKH ObUTH 3P deKkTUBHBI TeMoauanu3 u remornepdysus. B ciydae pa3zButus
TUIepaMMOHMEMHH, MOKAa3aHO BHYTPUBEHHOE BBEJCHHWE KApHUTHHA (VIS HOpMaJM3allud YpPOBHS

aMMHaKa).

5. ®APMAKOJIOTTYECKHE CBOMCTBA

5.1. ®apmakoguHAMHYECKHE CBOICTBA

dapmakoTepaneBTUUYECKas TPYyINa: MPOTUBOAMMWICITUYECKUE CPENICTBA; MPOU3BOJIHBIE >KHUPHBIX
KHCJIOT.

Kox ATX: NO3AGO1

[IpoTuBOAMMIIENTHYECKUIT — MpenapaTr, OKa3bIBAIOUIMKA LEHTPATBHOE MHUOpEIaKCUpYIoIee |
CEIaTUBHOE JICUCTBHE.

[IposiBnsieT POTUBOAMUIECITUYECKYIO aKTUBHOCTh B OTHOLIEHUHU PA3IUYHBIX THUIIOB SMHJICTICUMA.
OCHOBHOM MEXaHU3M JIEUCTBUS, MO-BUANMOMY, CBSI3aH C BO3JCHCTBHEM BaJbIIPOEBOM KHCJIOTHI Ha
'TAMK-eprudeckyro cUCTEMY: TIOBBIIIAET COIEpkKaHUE TaMMa-amMmuHOMacisiHoW kucinotel (TAMK) B
neHtpanbHoi HepBHOM cucteme (LUHC) u aktuBupyer '”AMK-eprudeckyto nepenady.

5.2. apmakokuHeTHYECKHE CBOHCTBA

AbGcopbuus

bruopocTynHOCTh BanbIpoeBOH KUCIOTHI ITpH preMe BHYTpb Ou3ka k 100 %. [Ipuem nuiy He BAusieT
Ha (papMaKOKMHETUYECKUN Mpo(uIIh nmpenapara.

Ipu npueme Tabnerox Kompymexc® 500 mr B moze 1000 MI/CyTKM MHHMMAibHAs IIa3MEHHAs
koHeHTpanus (Cmin) coctaBnsieT 44,7+9,8 MKr/mi, a MakcuMaibHas IIa3MEHHAs KOHIIEHTpPAIUs
(Cmax) cocraBmaser 81,6£15,8 wmkr/miu. Bpemss aocTwkeHHss MaKCUMaIbHOW —IUIa3MEHHOM
koHneHTpanud (Tmax) cocTaBnser 6,58+2,23 4. PapHOBeCHas Ii1a3MEHHAs! KOHIIEHTPAITUS IOCTUTACTCS
B TeueHUE 3—4 HEH peryasipHOro npueMa mpemnapara.

Cpennuii TepaneBTHMUECKMHM [Uana3oH CHIBOPOTOYHBIX KOHIIEHTpALMi BaJbIIPOEBON KHCIOTHI
cocrasisieT 50-100 mr/m.

[Tpu 060CcHOBaHHOI HEOOXOAMMOCTH JOCTHKEHHs 00jee BBICOKUX KOHIEHTpPalUd B IUIa3Me KPOBH
cleyeT TINATEIbHO B3BEUIMBATH COOTHOIICHUE OXXHUJAAEMOW TMOJIb3bI U PUCKA BO3HUKHOBEHHUS
11000YHBIX 3 (HEKTOB, B OCOOCHHOCTH J0303aBUCHMBIX, TaK KaK IPH KOHIEHTpanusax ceime 100 mr/in
OKUJaeTcs yBelanueHue no0ouHbIX 3¢ (HEeKTOB BILIOTH O pa3BUTHS MHTOKCHKAIWU. [Ipu rmiasmeHHOR
KOHIIeHTpanuu cBoitie 150 mr/im TpebyeTcst CHUYKEHNE J03bI Mperapara.

Pacnpenenenue
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ot 15.1
O0Bem pacnpeeseHus 3aBUCUT OT BO3pacTa U 0OBYHO coc'ﬂia‘jﬁe-llEO—:lBEi(jigwféﬁ 'M'érc-gﬁi Pera b y

narueHToB Monoaoro Bo3pacra 0,13—0,19 n/kr maccer Tena.

CBs13b BAIBIIPOCBON KUCIIOTHI C OEJIKaMH TTa3Mbl KPOBH (TIPEUMYIIECTBEHHO C aTbOYMHUHOM ) BBICOKAS
(9095 %), mo3o3aBucHMas W HachllllaeMas. Y TMAIMEHTOB IMOXKUJIOTO BO3pacTa, IMAIMEHTOB C
MOYEYHON M MEUEHOYHOM HEeIOCTaTOYHOCTHIO CBsI3b ¢ OejaKaMu IIa3Mbl KpOBH yMeHbluaetcs. [lpu
TSOKEJIONW TIOYEYHON HEeIOCTATOYHOCTH KOHIIGHTpAIMsl CBOOOIHOW (TEparneBTUYECKH aKTHUBHOM)
(bpakuuy BaJIBIIPOEBON KUCIOTHI MOXKET MOBBIMIATHCS 10 8,5-20 %.

[Tpu runonporenHeMuu 00111as KOHLEHTPALKS BaJIbIIPOEBOM KUCIOTHI (CBOOOIHAS + CBSA3aHHAS

¢ GeskamMH TU1a3Mbl KpOBU (PPaKIIMK) MOKET HE U3MEHSATHCS, HO MOYKET U CHUYKAThCS U3-3a YBEITUUCHUS
MeTaboau3Ma cBOOOIHOM (HE CBSI3aHHOM ¢ OeIKaMU IUIa3Mbl KPOBH) (PPaKLMU BaJIbIPOEBOM KHCIOTHI.
BanbempoeBass KuCIIOTa TPOHUKAET B IEPEOPOCHUHANBHYIO JKUAKOCTH W B TOJIOBHOM MO3T.
KoHuenTpanus BambpoeBoil KUCIOTHI B TMKBOpE cocTaBiseT 10 % OT ee KOHLIEHTpauu B CBIBOPOTKE
KpPOBH.

BanbnpoeBass kuciiota BBIIEISETCS B TPYJAHOE MOJIOKO. B COCTOSSHMM NOCTHXKEHHSI pPaBHOBECHOM
KOHIICHTPALlUHA BaJILIIPOEBON KHUCJIOTHI B CHIBOPOTKE KPOBHU, €€ KOHILEHTpAIUs B TPYAHOM MOJOKE
cocraBiseT oT 1% 1o 10 % oT ee KOHIIEHTpalMU B CHIBOPOTKE KPOBH.

Buorpancdhopmarims

MeTta0o0s13M BalbIpPOEBON KUCIOTHI OCYIIECTBIISETCS B MIEYEHH MyTEM TIIOKYPOHHUPOBAHUS, a TAKXKE
Oera-, omera-, 1 oMmera-1-okuciaenuns. Bergsiaeno 6omnee 20 MeTab0IMTOB, META0OIHUTEI IIOCIIE OMETa-
OKHCIICHHUS 00J1a/Jal0T renaToTOKCHYECKUM JICHCTBHEM.

BanbnpoeBas kucinora He oOnamaeT MHAyHUPYROMHUM 3(QdekTtoM Ha (GEepMEHTHI, BXOJIANIUNE B
METa0OJIMUECKYl0 cUcTeMy 1muToxpoma P450: B  oTiauume OT OOJNBIIMHCTBA  JIPYTUX
NPOTHUBOAMICITUYECKUX MPENapaTroB, BalbIpoeBas KUCIOTa HE BIHAET HA CKOPOCTh Kak
cOOCTBEHHOT0 MeTab0JIN3Ma, TaK U Ha CKOPOCTh METa00IM3Ma IPYTHX BEIIECTB, TAKMX KaK 3CTPOTEHHBI,
MpOrecTareHbl U HEMPSMbIC AHTUKOATYJISTHTHI.

OJIMMUHALNL

BanbnpoeBas KucioTa NpeuMyIIeCTBEHHO BBIBOAUTCS MIOUYKAMHU TOCJIE KOHBIOTALUH C TIIIOKYPOHOBOM
KUCIOTOW M Oera-okucieHusi. MeHee 5% BaJbIpPOEBOW KHUCIOTHI BBIBOJUTCS TOYKAMH B
HEM3MEHEHHOM BHj€. [Ina3MeHHbI KIMPEHC BaJIbIPOEBOM KUCIOTHI Y MAlMEHTOB C AIUJICIICHEH
cocraBisgeT 12,7 MiI/MUH.

[epuon nomyseiBenenus (Ty) cocraBuser 15—17 4. [Ipu koMOMHAIIMK C IPOTUBOSMMIICHTHYECKUMHU
npernapaTamMy, UHIYyIHPYIOIIMMA MHKPOCOMAalIbHBIC (DepMEHTHI MeYeHH (TaKMMH KaK MPUMHJIOH,
dbenutonH, QeHobapOuTam M KapOamasenwH), IUIA3MEHHBIM KIUPEHC BaJbIIPOCBON KHCIIOTHI
yBenuuuBaercs, a Ty yMeHbIIaeTcs, CTENeHb HX HM3MEHEHHS 3aBUCHUT OT CTENEHU WHIYKIINH

MHUKPOCOMAJIbHBIX ()EPMEHTOB NIEUEHH IPYTUMHU MPOTUBOSMUICTITHIECKUMHE TIperapaTaMu.
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3navenus Ty, y nerei crapiie 2-X MecsIeB OJIM3KH|K T@tKOBﬁMﬁlE&'{:‘E&)&TEHI:'H':: CTb 0003)

Y nanueHToB ¢ 3a00JeBaHUSMU TeueHU T, BATbIPOCBON KHCIOTHI YBETUIHBACTCA.
[Ipu nepeno3upoBke HabMIOANOCh yBenudeHue 1y, BabrpoeBod KUCIOTHl a0 30 4. 'emoauanuzy
MO/IBepraercs ToJIbKO cBOOOAHASA (DpaKLvs BaIbIpoeBOil KUCIOTH B KpoBH (10 %).
CornacHO OrpaHMYEHHBIM JUTEPATYpHBIM JaHHBIM, Y HEKOTOPBIX MAalMEHTOB, MPUHUMAIOIINX
ACTPOTEHCOEPIKAIIUE Tpenaparbl, HAOIIOAATOCh YBEIHMYCHHUE KIUPEHCAa BaJbIIPOEBOM KHUCIOTHI
npubmu3uTenbHo Ha 20%, 94TO MOXKET MPUBECTH K YMEHBIICHUIO €€ CHIBOPOTOYHOW KOHIIEHTPAIUU
(cm. pasnen 4.5). beuta oTMeYeHa MEXKHHIUBUIYTTbHAS BApUaOeIbHOCTb.
HepnoctaTouHO HaHHBIX ISl YCTAHOBJIEHUS JOCTOBEPHOM B3aUMOCBSI3M (apMAaKOKMHETHUECKUX H
(hapMakoIMHAMUYECKUX MTAPAMETPOB B CBSI3U C BBISBICHHBIM B3aMOICHCTBUEM.

eTu
Ha ocHoBaHMM omyOJIMKOBAaHHBIX JaHHBIX, Y AeTer muaame 10 jJeT 3HaueHus] CHCTEMHOTO KIIMpeHca
BAJIBIIPOEBOM KUCJIOTHI 3aBUCAT OT BO3pacTa. ¥ HOBOPOKAECHHBIX U JE€TEH B BO3PACTE O 2-X MECSIEB
KJIMPEHC BaJILIIPOCBOM KUCIIOTHI 00JIe€ HU3KUN TTO CPABHEHHIO CO B3POCBIMHU MAaIlUEHTaMH. Y JeTeil B
Bo3pacte 2—10 ner kimpeHc BanblpoeBoil KUciIoThl Ha 50 % Ooubliie, 4eM y B3pOCIHbIX MAIlUEHTOB.
3HaueHusl KJIMpEHCca BaJIbIIPOEBOW KHUCIIOTBHI Y J€T€l M MOAPOCTKOB crapuie 10 jeT aHamorn4Hbl
TaKOBBIM Y B3pPOCIIBIX MAI[UEHTOB.

OcobennocTr (hapMaKOKHHETHKN IPU OepEMEHHOCTH

[Ipu yBenmuueHuu oObema pacrpenereHus BanblpoeBoil kucinotel B III Tpumectpe GepeMeHHOCTH
YBEJIMUUBAIOTCA €€ MOYEUHbIM M NI€YeHOUHbIN KiaupeHc. [Ipu 3Tom, HecMOTpsI Ha IpUeM Ipenapara B
MIOCTOSIHHOM 103UPOBKE, BO3MOXHO CHM)KEHUE CBIBOPOTOUHBIX KOHIIEHTPALIUI BAJILITPOEBOM KHCIIOTHI.
Kpome sToro, npu 6epeMeHHOCTH MOXKET U3MEHATHCS CBSI3b BAIBIIPOEBOM KUCIOTHI C O€IKaMU IJ1a3Mbl
KPOBM, YTO MOXET IPUBECTH K YBEIUYEHHUIO COJEpKaHUS B CBIBOPOTKE KPOBU CBOOOTHON
(TepareBTHYECKU aKTUBHOM) (PpakIy BaJbIIPOEBOM KHCIOTHI.
BanbnpoeBass kuciora NpOHUKAaeT uepe3 IUIALEHTapHbI Oapbep. B HeKOTOpbIX mMyOsmKanusax
OLIEHUBAJIaCh KOHIIEHTpAlUsl BajlbllpoaTa B IIyIOBUHE HOBOPOXKACHHBIX JAeTel Npu pojax.
KoHueHnTpanus Banbnpoara B CBHIBOPOTKE IIyIIOBUHHOM KpOBH, OTpakawoolllas KOHLEHTPALUIO
BaJIbIIpOATa B KPOBU Y IJIOJa, ObUIa TaKOM e WM HECKOJBKO BBIIIE, YeM B CHIBOPOTKE KPOBU Y
MaTepH.
®dopma IpoIOHTUPOBAHHOTO JIeHCTBUA 001aJaeT CIEAYIOIMMH XapaKTepUCTUKAMMU:

® OTCYTCTBHUEM BPEMEHH 3a/I€P>KKH BCACBIBAHUS I1OCIIE TIPUEMA;

® TIPOJUICHHON abcopOIueii;

® UJECHTUYHONW OMOAOCTYIHOCTBIO;

e MeHbIIUM 3HaYEHUEM Ciax (CHUXKEHHE Crmax TPUOAM3UTENBHO Ha 25%), HO ¢ 60s1ee cTabMIbHON

¢a3oii riato ot 4 1o 14 4 mocne npuema,
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e (QoJiee IMHEHHOM Koppensuei Mexx 1y 10301 KOHHGHTDaHI/I:lI/I Iperapara B IIa3Me KPOBH

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. Ilepeyenb BcnoMoOraTe/ibHbIX BelIECTB

JIumoHHas kucnora

OTUIEITI0N03a

OTunakpuiiata, METUIMETaKpUIIaTa, TPUMETHIIAMMOHHOATHIIMETAaKpHIIaTa Xjopuaa conoaumep (1 : 2
:0,1)

Tanbk

KpemHuust nnokcu1 KOJTOUIHbBIN

Maruus creapar

O6onouka

OTunakpuiaTa, METUIMETaKpuiaTa, TPUMETHIIAMMOHHOATHIIMETaKpHI1aTa xjopuaa conoaumep (1 : 2
:0,2)

OTunakpuiata, METUIMETaKpUiIaTa, TPUMETHIIAMMOHHOATHIIMETAaKpHIIaTa Xjopuaa conoaumep (1 : 2
:0,1)

TpustTunuurpar

Kapmennosa narpus

Turana 1MOKCUI

Tanpk

Banunun.

6.2. HecoBmecTumMOCTH

He npumenumo.

6.3. Cpok rogHocTH (CPpOK XpaHeHus1)

5 ner.

6.4. OcoOble Mepbl MPEIOCTOPOKHOCTH NPHU XPAHEHUU

XpaHUTb B IJIOTHO 3aKPBITOM yIIaKOBKE, IIpU TeMieparype He Belue 25 °C.

6.5. XapakTep u comep:kumMoe NepBUYHON YIAKOBKH

ITo 50 mnm 100 TabneTok Bo (py1akoH U3 TEMHOTO CTEKJIA, TUAPOIUTHIECKOH ycTroitunBocTH Trma IlI, ¢
KPBIIIKON M3 TOJUATUIIEHA BHICOKOM MIOTHOCTH OENOTo IBETa, ¢ WK 0e3 OCYIINTEIbHON KaIlCyJIbl,
BCTPOCHHOM B KPBILIKY, C KOHTPOJIEM IepBOro BCKpbITHA. Ha ¢uakon HaknenBaroT 3TuKeTKy. [lo 1
(1akoHy BMECTE C MHCTPYKIMEH 10 MPUMEHEHHIO B KAPTOHHYIO MAuKy.

I[To 50 wm 100 TaGieTok B UMUIWHIAPHYECKUN KOHTEWHEp ((JIaKoH) M3 TMONMAITUIICHA BBICOKOU
IJIOTHOCTU OEJIOro IBETa, C KPBIIIKOW M3 MOJUATHIIEHA HU3KOM TUIOTHOCTU C KOHTPOJIEM IEPBOIO
BCKpbITUS. Ha (hakon HaknenBaroT 3TukeTky. I1o 1 prmakony BMecTe ¢ MHCTpyKLMEH IO MPUMEHEHUIO

B KapTOHHYIO I1aUKy.
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MOJUATUIICHA HU3KOW IJIOTHOCTH C KOHTPOJIEM IIE€PBOTO BCKPBITUS, C WM 0€3 OCYIINTEIbHOU
KaIiCyJibl, BCTpOCHHOH B KpblKy. Ha ¢makon nHaknemBaroT 3tuketky. Ilo 1 ¢makony Bmecte ¢
MHCTPYKUHEN 10 IPUMEHEHUIO B KAPTOHHYIO MAYKY.

6.6. OcoObie Mepbl NMPETOCTOPOKHOCTH NMPU YHHUYTOKEHUH MCIOJIb30BAHHOIO JIEKAPCTBEHHOI0
npenapara Wi 0TX0/10B, IIOJIy4YeHHBIX 110C/Ie IPUMEeHEHHs Npenapara uin padoTel ¢ HUM

Oco06ble TpeOoBaHUs OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIMOHHOI'O YOCTOBEPEHMUSA
BAVII XEJIC UPJTAHAWA JINMMUTE]]

3013 Jletik [paiiB, Cutuect busznec Kammyc, Jlyonun 24, Upnanaus D24 PPT3
Ten.: 00353 1 466 1966

7.1. lIpencraBuTeib AepKaTessi PeriCTPAIIMOHHOIO Y10CTOBEPEHUs

IIperen3un norpedbuTeeil caeayer HaupaBJsITh [0 aJIPECY:

Poccuiickas @enepanus

000 «baym PYMO»

115114, Poccus, r. MockBa, BH. Tep. I. MyHULIUIIAJIbHBIN OKPYTI 3aMOCKBOpEUbE, yil. JIeTHUKOBCKas,
a. 2, cTp. 3.

Ten.: +7 (499) 759-40-00

DnektpoHHas nmoura: office.ru@bauschhealth.com
8. HOMEP PETUCTPAIIMOHHOI'O YJIOCTOBEPEHHUS
JITT-Ne(005885)-(PI'-RU)

9. JIATA NEPBUYHOM PETMCTPAIIMM (IIOATBEPXKJIEHWSA PETMCTPAIIUM,
IHEPEPET'UCTPAIIN)

Jata nepBuuHoil peructpanuu: 21 utons 2024 r.
10. JATA IEPECMOTPA TEKCTA

OOmiast xapakTepuCTUKa JIEKApCTBEHHOro Mpemapata KoHByeKC AOCTymHa Ha WH(GOPMAIMOHHOM
noprasie EBpa3miicKOro 3KOHOMHYECKOTO COr03a B HWH()OPMAIMOHHO-KOMMYHHKAIIMOHHON CETH

«naTeprer» http://eec.eacunion.org/
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