COOTBETCTBYET KCNEPTHOMY OTYETY

ot 23.08.2025 N= 21535

OBIIASI XAPAKTEPUCTUKA JEKAPCTBERHOT O TIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOT O IIPEIIAPATA

Wupanamuna, 2,5 Mr, KancyJisl.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBIN COCTAB

JelicTBytolee BENIECTBO: MHAATIAMHU/I.

Kaxnas kancyna couepxur 2,5 Mr HHAaNaMua.

BcnomorarenbHble BelllecTBa, HATUYUE KOTOPBIX HAJO YUYHUTHIBATH B COCTaBE JIEKAPCTBEHHOIO
npernapara: KpacuTelb a30pyOuH, KpacuTenb OpHIUITMAaHTOBBIN YepHBIN (cM. paszaen 4.4).

[TonHbIM IepeyeHb BCIOMOTaTeIbHbBIX BEIIECTB MPUBENICH B pazaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Kancynbl.

Kancynbst Ne 2: kopnyc cepo-CHpEHEBBI HEMPO3pauHbIi, KpbIIIEYKa TEMHO-CHHSIS HETIPO3padHasl.
Cogepxumoe Karcyn — IMOPOIIOK WM CMECh MOpOINKa M TpaHyld OT Oenoro mgo Oenoro ¢
KPEMOBATHIM OTTEHKOM IBeTa. JlomycKaeTcsl yIIOTHEHHE COJSPKUMOTrO Karcylbl mo (opme

KaIricCyJibl, pacragaroimeccs Ipy JICrKkOM HaJaBJIMBaAHUH.

4. KIMHUYECKHUE JTAHHBIE

4.1. [loxka3zanusi K NPUMEHEHUIO0

[Ipenapara Mnganamua mokasaH Jjisi I€4EHUS apTEPUATbHON TUIIEPTEH3UH Y B3POCIIbIX.

4.2. PexxuMm 103MpOBaHNs U C1IOCO0 MPUMEHEHUs!

PexxuM 103upoBaHus

ITo 1 xancysne 1 pa3 B CyTKH, NPEANIOYTUTENBLHO YTPOM. [IpH TeueHnn MaiueHToB C apTepUaIbHOM
THIIEPTEH3UEH /1032 Mpermapara He JOJDKHA NpeBblaTh 2,5 Mr/cyTku (yBEIMYCHHE DPHCKa
HE)KEJIaTEeNbHBIX peakluil 0e3 yCUIIeHUs! aHTUTUIIEPTEH3UBHOTO AP PeKTa).

Oco0rIe I'pyHOIbl TAaMEHTOB

Iayuenmul nodcuno2o 6o3pacma

VY NOXWIBIX AUEHTOB CIENYET KOHTPOJIHUPOBATh COACPKAHUE KPEaTHHHHA B IUIA3ME KPOBHU C
y4eTOM BO3pacTa, Macchl Teia u nosa. JlekapctBeHHbIN npenapar MHaanaMu1 MOKHO Ha3HA4aTh
HNOXWIbIM TaLMEHTaM C HOPMAaJbHOM (YHKLIMEH NOYEeK WJIM TOJBKO C MUHHMAJIBHBIMH €€

HapYIICHUSIMH.
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Ilayuenmul ¢ Hapywenuem yHKyuu novex

COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 23.08.2025 N= 21535
(NOCNEOCBATENEHOCTE 0002)

[IpumeHeHre MPOTUBOMOKA3aHO MALMEHTaM C TSDKEJION MOYeYHON HEAOCTATOUYHOCTHIO (KIHMPEHC

kpeaTuHuHa MeHee 30 wu/muH). THasuIHBIE M THA3HIOMOJOOHBIC AUYPETUKH B TIOJTHOW Mepe

3¢ (PeKTUBHBI TOJBKO y MAlMEHTOB C HOPMAIbHOM (YHKIMEH MOYeK WM MHUHUMAJIbHBIMU €€

HapYILICHUSIMH.

THayuenmoi ¢ HapyuwieHuem QYHKYuU neveHu

IIpuMeHeHre MPOTUBOIIOKA3aHO MTALIUEHTAM C TSKEJIOW IIEYEHOYHOU HEIOCTAaTOYHOCTBIO.

CTH

besonmacHocts ¥ 3¢ (GEeKTUBHOCTh MPUMEHEHMs] HWHAANaMuga y JAeTed U TOJIPOCTKOB He

YCTAaHOBJICHBI. I[aHHBIe OTCYTCTBYIOT.

Cnooco0 rpuMeHeHus

BnyTtps.

4.3. lIlpoTuBONMOKA3aHUS

THIIEPUYBCTBUTEIBHOCTh K HMHIAMAMUIY, JPYTHM IPOU3BOJAHBIM Cyab(OHAMUAA I K
J11000My M3 BCIIOMOTATEIbHBIX BELIECTB, IEPEUNCIICHHBIX B pa3zaene 6.1;

TsDKeTIast MOYevHasi HeI0CTaTOYHOCTh (KJIMpEeHC KpeaTuHuHa MeHee 30 Mii/MuH);

neueHOYHas SHIIe(aTonaTs WK TSHKEJI0e HapylieHne GyHKIUU TIeYeHH;

TUIIOKAJINEMUS;

OepeMeHHOCTh (CM. pazzen 4.6);

JIETCKUIA Bo3pacT 10 18 jer.

KomMOuHammu ¢ npenapatamu JIMTHsI HE PEKOMEHIYIOTCS K IPUMEHEHUIO (CM. pazzaen 4.5).

4.4. OcoOble yKa3aHUs U MepPbI NPeTOCTOPOKHOCTH NPH MPUMEHEHUH

[Ipenapat cnenyetr NpUHUMATH C OCTOPOKHOCTHIO:

HapylIieHue GyHKIIUY TOYEK JIETKON WIIM yMEPEHHOW CTENCHH TSXKECTH;

HapylieHne (yHKIUY eUYeHH JIETKON WIIM yMEPEHHOU CTENEHH TAKECTH;

HapYIICHUS BOAHO-3JIEKTPOJIUTHOTO OanaHca;

Y UCTOILIEHHBIX MAlUEHTOB;

y HalueHTOoB ¢ yBeluueHHbIM uHTepBaioM QT Ha snexTpokapaunorpamme (OKI);

y TAalKEHTOB, MOJYYaIOIIUX OJHOBPEMEHHYIO TEpamuio C Ipenaparam, KOTOPbIE MOTYT
yBEIUYUBATh JuinTelbHOCTh nHTepBaia QT na DKI;

OJIHOBPEMEHHOE NPUMEHEHUE JIEKapCTBEHHBIX NPENapaTroB, KOTOPHIE MOTYT BbI3bIBATH

HOJTUMOP(HYIO KETyTOUYKOBYIO TaXUKAPIUIO THIA «IHPYIT», OAHOBPEMEHHOE MPUMEHEHHE
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ot 23.08.2025 N= 21535

IpenapaToB JHUTHS, JIEKAPCTBEHHBIX MPEndparos, ootk Bbidemars I;HO?(MHIO,

COOTBETCTBYET 2KCNEPTHOMY OTYETY

CEpJICYHBIX TIMKO3UA0B (cM. pazzen 4.5);
e mnepudeprudecKkre OTEKU UK aACIUT;
e umIeMuyeckas 00Je3Hb CepIa;
® cepJevHas HeJOCTaTOYHOCTb;
® THIICPIAPATHPEO3;
e caxapHbIU quadeT;
® THUIICPYPUKEMHUS;
e Tonarpa.

Oco0ble yKazaHus

Hapywenus ¢pynkyuu nevenu

ITpy Ha3HAa4YeHUU THA3MIHBIX U THA3UIONOAOOHBIX JUYPETHUKOB y MAIMEHTOB C HapyLICHUSIMHU
(GyHKLIMU TeYeHHU, OCOOCHHO B CIIydae HapyIICHHUS! BOJHO-3JIEKTPOIUTHOTIO OayiaHca, BO3MOXKHO
pa3BUTHE IEYCHOYHOH SHIIe(haonaThu, KOTOpast MOXKET MPOTPECCHPOBATH JI0 TIEYCHOYHOI KOMBI.
B sTOM cinydae nmpueM 1nypeTHKOB CleyeT HEMEAJIEHHO IIPEKPaTUTh.

Peaxyuu pomouyscmeumenvrnocmu

Coo01manocs o cirydasx pa3BUTHs peakiuid (OTOUyBCTBUTEILHOCTH Ha (JOHE MPHEMa THA3HTHBIX
U THA3UIONOJOOHBIX JUypeTUKOB (cMm. pasgen 4.8). B cimywae pasBuTus peakuui
(OTOUYBCTBUTENIFHOCTH Ha (OHE TMpHEeMa JIEKapCTBEHHOIO Ipermapara pPeKOMEHIyeTCs
OpeKpaTuTh JeueHue. Ecin MOBTOpHOE Ha3HAYCHHE IUYpPETHKA MPU3HAHO HEOOXOAMMBIM,
PEKOMEHAYETCs 3allMIaTh OTKPBITbIE YYacTKM OT COJIHEYHBIX JIyded MM HCKYCCTBEHHBIX
yAbTpauONIETOBBIX JIyuell Tumna A.

Mephl IpeaoCTOPOKHOCTH IPYU NPUMEHEHUH

Boono-anexmponumusiii 6ananc

CO@@DD#CCZHM@ UOHO6 Hampus 68 niasme Kpoeu

Jlo Havana jgeueHust He0OX0AUMO OIPEIEINTh KOHIICHTPAIIMIO HOHOB HATpUs B I1a3Me KpoBH. Ha
doHe mpuema mpemnapara CIeayeT PEeryJIpHO KOHTPOIUPOBATH ITOT MokKazaTenb. HeoOxomum
MOCTOSTHHBIA KOHTPOJIb KOHIIGHTPAIIMA WOHOB HATpPHWs, TaK KaK IEPBOHAYAIBHO CHIDKCHUC
KOHIICHTPAIlM! MOHOB HATPHs B IUIa3Me KPOBHU MOXET OBITh OCCCHMIITOMHBIM. Bojiee gwacTwiii
KOHTPOJIb KOHIICHTPAIlMX HWOHOB HATpHA IIOKAa3aH MallUCHTaM C HOUPPO3OM IICUCHU U JIMLAM
MOXKHIIOr0 Bo3pacta (cM. pazzaensl 4.8 u 4.9).

JIro0ol MUypeTUYEeCKHi IperapaT MOYKET BbI3bIBaTh THIIOHATPUEMHIO, MPUBOJISIIYI0 WHOTIA K
KpaiHe TSOKEJIBIM TTOCTICICTBHSIM.

['unonarpueMusi B COYETAaHUH C TUIIOBOJEMUEH MOTYT OBITh NPUUYMHONW OOE3BOXKHBAHUA H

OPTOCTAaTUYECKOW TMIIOTEH3UH.
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ot 23.08.2025 N= 21535

ComnyTcTByIOIIIEEe CHUKEHNE KOHIIEHTPAIMU NOHOB Xnorggl '1;' ;In-llgfgfg &5’0%33'1@¥ 11:181/%:091;[ b K

COOTBETCTBYET 2KCNEPTHOMY OTYETY

BTOPUYHOMY KOMIIEHCATOPHOMY META0OJMYECKOMY aJIKajo3y: 4acToTa Pa3BUTHS M CTEIECHb
BBIPAKEHHOCTH 3TOT0 3P PeKTa HE3HAYUTEIbHBI.

COO@DJ#CCZHM@ UOHO6 KAUA 6 nidime Kposu

[Tpu Tepanuu THA3UAHBIMU U THA3UAO0MOI00HBIMU AUYPETUKAMH OCHOBHOW PUCK 3aKJIIOYAETCS B
CHI)KCHMH KOHILIEHTpalMM Kalus B IJIa3M€ KPOBU M Pa3BUTHM THIIOKAIMEMHH. [ MnokanneMus
MOYET BBI3bIBaTh MbIIIEYHbIC HapymeHus. CooOmanock o ciydasx padloMHOJIN3a, B OCHOBHOM
Ha ¢oHe TshKeNol runokaneMur. Heo6XxoauMo nmpenoTBpamarh pa3BUTHE runokanueMud (< 3,4
MMOJIb/JI) y TAalMeHTOB TPYIIbl TOBBIIIEHHOIO pHUCKA: MAalMeHTOB IOXHUIOTO BO3pacTa,
UCTOIIECHHBIX W/WIM MONyYalolUX COYETaHHYI0 MEIMKaMEHTO3HYIO Tepamnuio, HalueHTOB C
UPPO30OM T€YEHHU, NepupepudecKUMU OTEKaMH U aCIUTOM, MalMEHTOB C HIIEMHYECKOU
00JIe3HBI0 cepAlla U CEepJAeYHOM HEJOCTaTOYHOCThbIO. [ WIoKanuemMusi y OSTUX MaIHEeHTOB
YCUJIMBAET KapJAUOTOKCUYHOCTh CEPJICYHBIX INIMKO3HUI0B U MOBBIIIACT PUCK PA3BUTHS apUTMUHU.
[NanmenTel ¢ yBenmudyeHHBIM uHTEpBaIoM QT, Kak BpOXKIEHHBIM, TaK M BbI3BaHHBIM
JIEKapCTBEHHBIMU NperapaTaMu OTHOCSTCS K TPYIIIE PUCKA.

['unokanuemusi, Takxke, Kak U Opaaukapus, SBIsSeTCs COCTOSHHUEM, CIIOCOOCTBYIOIIUM Pa3BUTHIO
TSOKEJION apuUTMUU, B YAaCTHOCTH, MOJIUMOPQPHON KeNylT0UYKOBONH TaXWUKapIUHU THUIA «IIUPYIT»,
KOTOpasi MOKET PUBOAUTD K JIETAIIbHOMY UCXOLY.

Bo Bcex omucaHHBIX BBINIE CIy4YasX HEOOXOIUMO KOHTPOJHMPOBATH KOHIICHTPALMIO Kallus B
mia3Me KpoBH, Oojee yacto, ueM oOblyHO. [lepBoe m3mepeHue KOHUEHTpAllMd HOHOB Kajus B
KpPOBHM HEOOXOAMMO MPOBECTH B TEUCHHE MEPBOM HEJEIN OT Hayalla JIeUeHUsl.

BrisiBienHas runokanuemusi TpedyeT KOoppeKuuu. [ unokaaueMusi, BbISIBICHHAS B COYETAaHUH C
HU3KOI KOHIICHTpalliei MarHus B CHIBOPOTKE KPOBU, MOXKET OBITh YCTOWYMBOMN K JICUCHUIO, TIOKA
He Oy/IeT CKOPPEKTUPOBAH YPOBEHb MarHus B CHIBOPOTKE KPOBHU.

Konuenmpayus uornos maznus 6 niazme kposu

brito IIOKa3aHO, 4YTO THA3HUIHBIC H TI/IaBI/II[OHOI[OGHBIe JAUYPCTUKHU, BKJIIOYasd HWHAAIIAMUI,
YBCIUYUBAIOT OJSKCKPCIUIKO MArHusa ¢ MO‘IOI‘/JI, YTO MOKCT TMPHUBCCTHU K TUIIOMAarHuCMHuun
(cm. paznenst 4.5 u 4.8).

Konuenmpayus uonos xanvyus 6 niasme Kkposu

TuasuaHble U THA3UIONON00HBIC JUYPETUKH MOTYT YMEHBIIIATh BHIBEJICHUE KATBIIHS TTOYKaMHU U
MPUBOJIUTH K HE3HAUUTEIBHOMY U BPEMEHHOMY NOBBIIIEHUIO KOHLIECHTPALMU KAJIBLUSA B IJIa3Me
KpoBu. VICTHHHAS THMNEPKAIbIIMEMHUS MOXKET OBITh CJICICTBHEM paHEe HE TUAarHOCTHPOBAHHOTO
TUTIEPITApATUPEO3A.

CrnemyeT mpekpaTHTh MPUEM IUYPETUYECKUX MpPErnapaToB Mepen HCClIeJoBaHHEeM (YHKIUU

MnapanmrTOBUAHBIX KCIIC3.
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ot 23.08.2025 N= 21535
(NOCNEOCBATENEHOCTE 0002)

Konuenmpauuﬂ 2/NIOKO3bl 6 njiasme Kposu

COOTBETCTBYET 2KCNEPTHOMY OTYETY

BaxxHO KOHTpOJIMPOBaTh KOHIIEHTPALMIO TJIIOKO3bI B IJIa3ME KPOBH Y MAlMEHTOB C CaXapHBbIM
nruabeToM, 0COOEHHO MPH HATMYHUY THIIOKATUEMUH.

Konyenmpayus mouesoti kuciomuol

VY nanmeHToB ¢ runepypuKeMueii MOXKET YBEIHMUNUBATHCA PUCK Pa3BUTHS MPUCTYIIOB MOJATPHI.
Huypemuueckue npenapamul u GyHKyus novex

TuasuaHbIe U THA3UIOMOA00HBIC TUYPETUKH 3()(HDEKTUBHBI B IIOJTHON MEpE TOIBKO Y MAIUEHTOB C
HOPMaJIbHOW WJIM HE3HAYMTEIIbHO HapyIIeHHOW (QyHKIMeH mouek (coaeprkaHue KpeaTHHHUHA B
mIa3Me KpOBH Y B3POCHBIX JWIl HWKE 25 Mmr/m uiu 220 MKMOJB/T). Y TallMeHTOB IMOXKHIOTO
BO3pacTa HOPMaJIbHBIN YPOBEHb KPEaTHHUHA B IJIa3M€ KPOBU PACCUUTHIBAIOT C YYETOM BO3PACTa,
Macchl TeJla U MoJia.

Cnenyer y4yuThIBaTh, YTO B Haudaje JICUCHMs] Yy MAI[MEHTOB MOXKET HAOJIOJIaThCS CHIDKEHHE
CKOPOCTH KIIyOOUKOBOHW (DUIBTpAIK, 00YCIOBICHHOE THIIOBOJIEMUEH, KOTOPAasi, B CBOIO 0YepPEib,
BbI3BaHA TIOTEPEH BOJBI MU MOHOB HATpus Ha (OHE MpUeMa IUypeTHdecKux mpemnapatoB. Kak
CIIEJICTBUE, B IJIa3Me KPOBH MOXKET YBEITUYHMBATHCS KOHIIEHTPALMS MOYEBUHBI U KPEATHHHHA.
Takas TpaH3uTopHas (pyHKUIHMOHAJIbHAs MOYEYHAash HEJOCTaTOUYHOCTh HE MUMEET KIMHHUYECKOIrO
3HAYEHHUS y MAleHTOB C HOPMaJbHOM (yHKIHEH IMOoYeK, OJHAKO MOXKET YCYryOssTh yKe
MMEBILYIOCS J10 Havasia JICYCHHs TOYECUHYI0 HEJOCTATOYHOCTb.

Cnopmcmenvl

CnoprcMmenaMm cienyeT oOpaTUTh BHUMaHHE Ha TO, YTO JEHUCTBYIOIIEE BEIIECTBO, BXOJSIICE B
COCTaB JIeKapCTBEHHOT 0 npenapara MuganamMu1, MoeT JaBaTh MOJOKUTEIbHBIN pe3yabTaT Mpu
MPOBEJACHUH JTOMUHT-KOHTPOJIS.

XopuouoanvHulii  6binom, ocmpas MUONUs U 6MOPUUHAA  3AKPBIMOY2O0IbHASL  2NAVKOMA
CynbpoHaMuIpl WIM HX TMPOU3BOAHBIE MOTYT BBI3bIBaTh HJIMOCHHKPA3UYECKYIO PEaKIUIO,
NPUBOJANIYIO K Pa3BUTHIO XOPHOUJAIBHOIO BBINOTA C Ae(PEKTOM MO 3pEHUs], MpexXoasien
MHUONUU U OCTPOM 3aKPBITOYTOJbHOM TJayKoMbl. CHMOTOMBI BKJIIOUAIOT CHHUYKEHHE OCTPOTHI
3peHUs WU OOJIb B T1a3aX C OCTPHIM HAYAJIOM U OOBIYHO BO3HUKAIOT B TEYCHHE HECKOJIBKUX YacOB
WM HEJIeIb Moclie Hayasa pueMa rnpemnapara.

[Tpu oTCyTCTBUU JIeUEHHUS OCTpasi 3aKPHITOYTOJIbHAs TJIayKOMa MOXKET MPUBECTH K HeoOpaTUMOi
notepe 3peHus. HauanpHas Tepanus 3aKkit0uaeTcsi B MAKCHMAIIbHO OBICTPON OTMEHE Tpernapara.
Ecnu BHyTpurnazHoe [aBlICHHE OCTA€TCSd HEKOHTPOJIHMPYEMBIM, MOXET MOTpeOOoBaThCs
HEOTJIO)KHOE MEIUKAMEHTO3HOE JICUEHHWE WIM XUPYyprudyeckoe BMemarenbcTBo. Pdakropamu
pHUCKa pa3BUTHUS OCTPOM 3aKPBITOYTOJILHON TJIAYyKOMBI MOTYT OBITh aJUIEPTMUYECKUe PEeaKkIuu Ha

CyJIB(bOHaMI/I,Z[BI WiIn NICHUIWIJIIMH B aHAMHC3C.
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 23.08.2025 N= 21535
(NOCNEOCBATENEHOCTE 0002)

BcnoMorarenbHEIC BEIISCTBA

[Ipenapar MupanamMun conepXUT KpacuTelb a30pyOHH M KpacuTellb OpMITMAHTOBBIA YEpHBIH,

KOTOPBIC MOT'YT BbI3bIBATH AJITICPTHYCCKUC PCAKIIUH.

4.5. BzaumoaeiicTBue ¢ JPYrHMHM JIEKAPCTBEHHBIMM TMpernaparaMd M Jpyrue BHAbI
B3aUMO/JACHCTBUSA

KOM6I/IHaHI/II/I, HE PCKOMCHAYCMBIC K IPUMCHCHHUIO

IIpenapamor aumust

[lpu OTHOBpPEMEHHOM NPUMEHEHWH HHIAMaMHIa M TPEMapaTroB JUTHS, TaKKe, KaK U MpU
CO6JHOI[GHI/II/I 6€CCOHGBOI>'I JUCTBI, MOXKCT HaGHIOI[aTBCH MOBBIIICHUC KOHILCHTpAUWU JIUTUSA B
IIa3Me KPOBHM BCJIIEJCTBUE CHIDKEHHS €r0 SKCKPEIUH, COMPOBOXIAIOIICECS MOSBICHUEM
NPU3HAKOB TEepPea03UpOBKU. [Ipu HEOOXOIMMOCTH TUYpETHUYECKHUE MpernapaThl MOTYT OBITh
UCIIOJIb30BaHbl B COYCTAHWU C TIpermapataMd JIMTHS, TPH OSTOM CIEAYyeT TINATEIbHO
KOHTPOJHUPOBATL KOHLUCHTpAUWIO JIMTHA B IUIa3MC KPOBU U COOTBCTCTBYIOIIHUM 06pa30M
nox0upartk 103y Ipernapara.

KomOuHamu, TpeOvIolue IpeaoCTOPOKHOCTH

Jlexapcmeennvle npenapamul, cnocobHble 8b136aMb NOIUMOPDHYIO HCETYOOUKOBYIO MAXUKAPOUIO
MUna «NUPYImy, GKII0UAs, HO He 02PAHUYUBAACD:
® AHTHMAPUTMUYECKHE JIEKapCTBEHHBIE TpenapaTsl [A Kiacca (Hampumep, XWHUAMH,
TUAPOXUHUANH, Tu3onupamu, npokanaamun) u IC knacca (prnexannun),
® aHTHApUTMUYECKHE JieKapcTBeHHble mpenaparsl Il kimacca (Hampumep, amMHOAApOH,
coTao, 1opeTuana, uOyTUInI, OpeTHIIns TO3UJIAT, IPOHEAAPOH);
® HEUPOJENTUKU:
v’ (eHOoTHA3WHBI (HAPUMEp, XJIOPIPOMA3HMH, [HAMEMA3WH, JIEBOMEIPOMA3HH,
THOpHUAa3uH, Tpuduryonepasut, piaydenasun);
v GensaMupl (HapUMeED, aMUCYIIBIPU, CYILTONPHULI, CYIbLITUPHUI, THATIPHI);
v’ OyTupodeHOHBI (HAIpUMEp, APOTIEPHIOIN, FATOEPHION);
v’ Jipyrue HeWpoJeNnTUKH (HAPUMED, MTUMO3HI, CEPTHHION);
® AHTUJENPECCAHThI: TPUIMUKINUYECKUE aHTHUICTPECCAHTHI, CEJIEKTUBHbIE WHIUOUTOPHI
00paTHOro 3aXxBaTa CEpOTOHHMHA (LIUTAIONPAM, FCIUTAIONPAM);
e aHTHOAaKTEepUAIbHBIE CPEACTBA: (PTOPXWUHOJIOHBI (JIEBOQIIOKCAIIUH, MOKCH(DIOKCAIIHH,
cnapIIOKCaH, UUMPOGIIOKCAIIMH); MAKPOIHUIbl (IPUTPOMHUIIMH TNPH BHYTPUBEHHOM
BBEJCHUH,  A3UTPOMMIIMH,  KIAPUTPOMUIMH,  POKCUTPOMHULIMH,  CIHUPAMHIIMH),

KOTPHUMOKCA30JI;
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

ot 29.08.2025 N= 21535
i Bl R A [ N2
® TIPOTHBOTPUOKOBBIE CPEJCTBA psifa a3ofoB (BO ; ullal)ﬁal%ﬁ‘—ll ‘ixﬁr“ l@mﬁcgﬁ&(&'{a‘mn

baykoHazon);
® [POTHUBOMANAPHIHBIE CpeACTBa (XMHHMH, XJIOPOXWH, Me(IIOXUH, Trano(aHTpuH,
aymedaHTpHUH);
® aHTHAHTHHAJIbHBIC CPEICTBA (paHOJA3UH, OCTIPUANI);
® [POTUBOOMYXOJEBBIE IMpenapaThl U HWMMYHOMOAYJISATOPHI (BaHAETaHUO, MBIIIbSIKA
TPUOKCH/]I, OKCAJTUIUIATHH, TAKPOJIUMYC, aHArPEIuI);
® [IPOTUBOPBOTHBIE CPEACTBA (OHIAHCETPOH);
® CpeAcCTBa, BIUAIONIME HA MOTOPHUKY JKEIyIOYHO-KUIIEYHOTO TpakTa (LU3anpumi,
JIOMIIEPHJIOH );
® AHTUTHCTAaMHUHHBIC CpECTBa (aCTeMU30J, TepHEeHaTUH, MU30JIACTHH);
® [poure AaKTUBHBIC BEUIECTBA: HANpUMeEp, MEHTAMUIUH, TudeMaHWI, BUHKAMHUH MpU
BHYTPUBEHHOM BBEJICHHUH, Ba30MNPECCUH, TEPIUIPECCUH, KETaHCepUH, MPOOYyKoI,
nporodo, ceBodurypaH, TEPOAWINH, ITUII0CTA30JI, METAJ0H, aCTEMHU30J1, TepPeHaTH.
[ToBbllIeHuE prcKa pa3BUTHUS JKEITYIOUYKOBBIX apUTMUH, 0COOEHHO MOIUMOP(HOM HKEITYT0UKOBOM
TaXHUKAPAUU THUIA «TUPYIT» (PaKTOp PUCKA — TUTIOKATTUEMHUS).
[lepen Ha3HaueHMEM KOMOMHHUPOBAHHOM Tepanmuu WHAANAMHUJIOM U YKa3aHHBIMHM BBIILE
npenapaTaM CJelyeT MPOBECTH HCCIEIOBAaHUE C LEIbI0 BBISBICHHUS THIOKAIMEMUU U TpPU
HEOOXOJMMOCTH TMPOBECTH Koppekuuoo. HeoOxoaum KOHTPOIb KIMHUYECKOTO COCTOSHHS
NalUEeHTa, KOHTPOJIb YPOBHS JIEKTPOJIMTOB IIa3Mbl KpoBH, nokazateneid DKI'. V mauneHToB ¢
TUIOKalIMeMuell HeoOXOJAMMO TMPUMEHSATh IIpenaparbl, HE BbI3BIBAIOIIME MOJUMOPPHYIO
KEITY0YKOBYIO TAXUKAPAUIO TUIIA «ITUPYIT».
Hecmepouonvie npomusosocnanumenvHule npenapamol (npu CUCMEMHOM HA3HAYEHUU), BKII0UAS
cenekmugnvlie UHeUOUMopbl Yyuxiookcueenaswi-2 (L{OI-2), vicokue 003bl ayemuicaruyuniosou
Kuciomsl (= 3 o/cymku)
B03MOXHO CHMKEHHME aHTUTUIIEPTEH3UBHOTO IEHCTBUS UHAAIAMUIA.
VY 00e3BOKEHHBIX MAIEHTOB CYIIECTBYET PUCK Pa3BUTHUS OCTPOM MOYEYHOM HETOCTaTOUHOCTH
BCJIE/ICTBUE CHIDKEHUS KITyOOukoBOM ¢uibTpauuu. [lanimeHTamMm HE0OXOAMMO KOMIIEHCHPOBATH
MOTEPIO KHUAKOCTH U B Havaje JICUCHHs TIIATEIbHO KOHTPOJIUPOBATh (PYHKITUIO TIOYEK.
HUneubumopul ancuomensun-npespawaioweo pepmenma (AID)
Hasnauenne narn6utopo AII® manueHTaMm ¢ W3HAYAIbHO CHUKEHHOW KOHIICHTPAIMEH HOHOB
HaTpHs B KPOBH COMPOBOXKIACTCS PUCKOM BHE3AITHOW apTepHUATbHON TUITOTEH3UH W/WUIU OCTPOH
[IOYEYHON HEAOCTAaTOYHOCTU (B YAaCTHOCTH, NALMEHTaM CO CTEHO30M IIOYEYHOH apTEepHH).

[lauentam ¢ apmepuanvholi eunepmensueii. W BO3MOXKHO CHWKEHHOW, BCJIEICTBHE
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HEOO0XOUMO:

e 3a 3 gHA n0 Hayvana jedeHuss mHruouropom AIID mpekpaTuTh mpuem auypeTuka. B
JAIbHEUIEM, TPU HEOOXOAMMOCTH, MPUEM HEKAIHUCOEPEraronero InypeTuka MOKHO
BO300OHOBUTE;

e WM HaYMHATH Tepanuio uHrHOUTOpoM AIl® ¢ HH3KHMX 703, C TOCICIYIOUTUM
MOCTETIEHHBIM YBEJIMUEHUEM JI03bI B CITydae HEOOXOJUMOCTH.

[Ipu xponuuecxoii cepoeunou Hedocmamoynocmu inedenue wuHruOutopamm AllD cnemyer
HAYMHATh C CaMbIX HHU3KUX J03 C BO3MOXKHBIM MPEABAPUTEIbHBIM CHIDKCHHEM 103
HEeKanuiicOeperaromero JMypeTruka.

Bo escex cnyuasx B nepBble Hepenu mpuemMa HHrHOUTOpoB AIID y mammeHTOB HEOOXOIMMO
KOHTPOJIMPOBATH (DYHKIIMIO TTOYEK (KOHIICHTPAIMIO KPEaTHHHHA B TIJIa3Me KPOBH).

Hpyeue npenapamsei, cnocobHvie 6bi3vI6AMb  cuUNoOKanUeMulo: ampomepuyun B (Ons
BHYMPUBEHHO20 66€0€HUs), 2I0KO- U MUHEPATOKOPMUKOUOLL (NpU CUCTNEMHOM NPUMEHEHUU),
mempaxko3axmuo, ciabumenvhvlie cpeocmea, CMUMYIUpyouue MoOmopuKy KuleuHuxka
VYBenuueHrue pucka pa3BUTHS THIOKATHEMHUH (anauTuBHBIA 3 dekT). HeoOxoaum mocTosSHHBIN
KOHTPOJIb KOHIICHTPAIMH Kalusl B IJIa3Me KPOBH, IPU HEOOXOAUMOCTH — ee Koppekius. Ocodoe
BHUMAaHUE CIIEIYeT YJENATh MallueHTaM, OJHOBPEMEHHO IMOIYYaIOlUM CEepPACUHbIE TJIMKO3U/IbI.
Pekomenayercss ucnonp30BaTh clIaOWUTEIbHBIE CPEICTBA, HE CTUMYJIUPYIOIIHME MOTOPUKY
KHILEYHHKA.

baxnoghen

OtmedaeTcss  yCWJIGHWE  aHTUTHIEPTEH3WBHOTO  dddekra. [lammentam  HEoOX0qUMO
KOMIIEHCHPOBATh MOTEPIO KUIKOCTH U B HayaJe JeUeHUs TIIATeIbHO KOHTPOJIUPOBATH (DYHKIIUIO
MOYEK.

Cepoeunbie enuKo3udbl

l'umokanuemMuss W/WUIM THIIOMAarHUEMHS MOXET CHPOBOIUPOBATh YCHJICHHE TOKCHYECKUX
3h(HEeKTOB cepACUHBIX TIHKO3UAOB. [Ipu OMNHOBpEMEHHOM TMPUMEHEHHH WHAANaMuIa |
CEpJICUYHBIX TIIMKO3UAOB CIEAYEeT KOHTPOIHPOBATh KOHIICHTPAIMIO KalHWs U Martus B IJIa3Me
KpoBu, okazatrenu JDKI', u, mpu He0OXO0AMMOCTH, KOPPEKTUPOBATH TEPAITHIO.

Kom0Ounamuu, tpedyromue 0cob0oro BHUMaHUS

Annonypunon
CoBMecTHOE TPUMEHEHHE C WHAAMAMHIOM MOJXKET IMOBBINIATE PHUCK PA3BUTHUS PEAKIHHA
THIIEPYYBCTBUTEIBHOCTH TIPH JICYCHUH aJUTOITYPUHOJIOM.

KOM6I/IHaHI/II/I, TDG6VIOH_II/I€ BHUMAHUA

Kanuiicoepezarowue ouypemuxu (amunopuod, cnupoHoiakmoH, mpuammepex)
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

1enecoo0pa3Ha y HEKOTOPBIX MAIlMeHTOB, OJHAKO IMPH STOM HE HMCKIIIOYAETCS BO3MOXKHOCTH
Pa3BUTHUS TUIMOKATMEMHUH WU THIEPKATUEMUH (OCOOEHHO Yy TAIMEHTOB C TOYEYHOM
HEJ0CTAaTOYHOCTHIO UJIH Y MAlIUEHTOB C CaXapHbIM 1Ha0eTOM).

HeobxoaumMo KOHTpONHMpOBaTh ypOBEHb Kalids B IIa3Me KpoBu, mokaszarenu OKIT u, mpu
HEOOXOIMMOCTH, KOPPEKTUPOBATH TEPAITHIO.

Memdopmun

OyHKIMOHATbHAS MOYEYHasi HEAOCTATOYHOCTh, KOTOpask MOKET BO3HHMKaTh Ha (oHE MpuemMa
JTUYPETUKOB, 0OCOOCHHO IMETJIEBBIX, MOBBIIIAET PUCK PA3BUTHUSI HHAYLIUPOBAHHOTO METPOPMUHOM
MOJIOYHOKHUCJIOTO alia03a.

He cnepyer wucmonb3oBath METGOPMUH, €CIH YPOBEHb KpEaTHHHWHA TpEBHIMaeT 15 wmr/n
(135 mxMonw/n) y myxuuH 1 12 mr/a (110 MKMOJIB/JT) y JKEHIITUH.

Hoocodepaicawue konmpacmmuvie seuecmsa

B cnyuae oOe3BokuBaHWs opraHu3Ma Ha (OHE TMpueMa AUYPETHUECKUX TIpernapaTroB
YBEJIMYUBACTCS PHUCK PA3BUTHUA OCTPOM IMOYEYHOW HEJOCTAaTOYHOCTH, OCOOEHHO TIpH
HCIIOJIb30BaHUHU BBICOKHMX J03 HOACOepX alluX KOHTPAcTHBIX BemiecTB. Ilepen mpumeHeHnem
Honconep)Kalux KOHTPACTHBIX BEUIECTB MalleHTaM HEOOXOJAMMO KOMIEHCHPOBATh MOTEPIO
KUJIKOCTH.

Tpuyuxnuueckue anmuoenpeccanmol, HeUpOIenMUKU

AHTHTUTIEPTEH3UBHBI 3(G(EKT W TMOBBIIIEHHBIM PHUCK OPTOCTATUYECKOW THUIOTEH3HH
(ammuTuBHBIN 3P deKT).

Kanvyuii (conu)

[Ipy oaHOBpEMEHHOM MNPUMEHEHUH BO3MOXKHO pa3BUTHUE TUIEPKAIBIIMEMUN BCIIEJICTBHUE
CHU)KEHHUSI BHIBEJICHHS] HOHOB KaJIbIIHsI TOYKAMHU.

Luxnocnopun, maxponumyc

Bo3MmoxHO yBennyeHWe KOHIIEHTpAallMM KpEaTMHWHA B IUIa3Me KpOBU 0€3 HW3MEHEHHUS
KOHILICHTPAlUU [UPKYJIUPYIOIIETO UKIOCIIOPHHA, AK€ MPU OTCYTCTBUU MOTEPHU BOJIBI U HOHOB
HaTpUS.

Kopmuxocmepouousie npenapamul, mempaxo3akmuo (npu cucmemHoM NpUMeHeHUU)
CHIKEeHHe aHTUTUIEPTEH3UBHOIO JCUCTBUS (3a/epKKa BOABI U MOHOB HATpHs B pe3yJbTare

JEUCTBUSI KOPTUKOCTEPOUIOB).

4.6. DepTHIBLHOCTH, 0EPEMEHHOCTH U JIAKTALMS

bepemeHHOCTD

B HaCTO}IH_II/Iﬁ MOMCHT HCT AJOCTATOYHOI'O0 KOJIMYCCTBA JAHHBIX O MPUMCHCHUU HHAAIIaMuaa BO
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(NOCNEOCBATENEHOCTE 0002)

BpeMs 6epemeHHOCTH (onrcano meHee 300 ciryqaes).

JlnuTensHOE TPUMEHEHUE TUA3uAHBIX auypeTukoB B III Tpumectpe OGepeMEHHOCTH MOXKET
BBI3BIBATH THIIOBOJIEMHUIO Yy MAare€pd M CHMIKEHHME MAaTOYHO-IIIALEHTAPHOIO KPOBOTOKA, 4YTO
IPUBOAUT K (PETOIIALICHTAPHOM HIIEMUU U 33[I€PHKKE pa3BUTHUSA IJIOJA.

HccnenoBanys Ha )KMBOTHBIX HE BBIIBUJIM MPSAMOIO UM HENPSMOTO TOKCUYECKOIO BO3IEHCTBUS
Ha PEeNpoIyKTUBHYIO PYHKIMIO. B KauecTBe Mephl MPeOCTOPOKHOCTH PEKOMEHIyeTCsl M30eraThb
NpUMEHEHHS MHAANaMHJIa BO BpeMs OEpEMEHHOCTH.

JlakTanus

JIaHHBIX O NPOHMKHOBEHMM MHJANaMMJIa WM €ro METa0OIMTOB B IPYIHOE MOJIOKO Yy YEJIOBEKa
HEJOCTATOYHO. Y HOBOPOXACHHOIO MOKET PAa3BUTHCS IIOBBIIIEHHAs] YyBCTBUTEIBHOCTb K
OPOM3BOIHBIM  cylb(OHaAMHIAa W THUMNOKaJdHeMus. B cBI3W ¢ 3TUM, pHCK JUIA
HOBOPOXKJICHHOTO/MJIaZICHIIa HE MOXKET ObIThb MCKIIOYeH. MHpanmamuna OIM30K K THA3UIAHBIM
JUYPETHKaAM, IIPUEM KOTOPBIX BBI3BIBAECT YMEHBUICHHE KOJIMYECTBA IPYAHOIO MOJIOKA WM JaXKe
nojaBJIcHUE JakrTauuu. IIpumMeHeHune wHAanamujga B IIEpUOJ TI'PYAHOIO BCKApMIIMBAaHUS HeE
PEKOMEHIYEeTCHl.

DepTUILHOCTE

Hccnenoanus penpoayKTUBHOW TOKCUYHOCTH MOKa3alld OTCYTCTBHE BIUSAHUA Ha (EePTUILHOCTD

CaMOK M caMIIOB KpbIC. [IpeamnonoxxurensHo, BIUsHIE Ha GEPTHIILHOCTD Y UETIOBEKA OTCYTCTBYET.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJSATH TPAHCHOPTHBIMHU CpPeACTBAMH M PadoTarb ¢
MeXaHHu3MaMH

I/IHI[aHaMI/II[ HC BJIMACT HAa HAPYHIICHUC BHHUMAHUS, HO B HCKOTOPBIX ClIydasaX MOI'YT BO3HHUKATb
pCaKknnu, CBA3aHHBIC CO CHUKCHUEM apTCPUAJIBHOTO JABJICHUA, OC06€HHO B Ha4aJiC TCpalnuun UJin
npu A00aBJICHUU K MPOBOJUMON Tepanmuu IpYruX THIOTEH3MBHBIX MpemnapaToB. B pesynbrare
CIIOCOOHOCTH YIMPaBISATh TPAHCHIOPTHBIMU CPEJICTBAMU WM IPYTUMH MEXaHU3MAaMU MOXKET OBITh

HapyllIcHA.

4.8. HexkennaTeibHbIE peakuuu

Pesrome mpoduiist 6e3onacHOCTH

Haubonee dYacThiIMU HEXeNaTeIbHBIMU PEAKIHUSIMH, O KOTOPBIX COOOINAIOCh, OBLIH:
TUTIOKAIIMEMUSl, PEaKIIUU TOBHIIICHHON YyBCTBUTEILHOCTH, B OCHOBHOM JI€PMATOJIOTHYECKHE, Y
MAIUEHTOB, C MPEAPACIIONIOKEHHOCTIO K AJZICPIHUCSCKUM M aCTMATHYSCKUM PEaKITUsIM, a TaKKe
MaKyJIonanyJje3Has ChIIlb.

TabauyHoe pPe3IOME HEXKENATEIbHBIX DEAKIINI

Yacrora moOOYHBIX peakluil MpUBeeHa B BUAE CIEAYIOIIeH Tpafanuu: ovens yacmo (= 1/10);
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yacmo (> 1/100, vo < 1/10); neuacmo (> 1/1000, HO < 1ﬂ'@o}jﬁeﬁgﬁ@ﬁ%&)@Cxiro:k‘:‘ﬂzﬁ)bm

ouenv peoko (< 1/10000); wacmoma Heuzsecmna (4acTOTa HE MOXKET OBITH MOJICYMTAHA TIO

JIOCTYITHBIM JJAHHBIM).

MedDRA
HesxkenarenbHble peakuuu Yacrora
Kiacenl U cucTemMbl OpraHoB
ATrpaHyI01uTO3 OueHb penko
Hapymeﬂuﬂ CO CMOPOHbL KpPOBU Annactryeckas aHEMUS OueHb pEaKo
U AUM@amuueckou cucmemol I'emomuTudeckast aHeMus Ouenb penko
JlelikoneHus OueHb penko
TpomOoruToneHUs OueHb penko
['unoxanuemust (cm. pazaen 4.4) Yacto
I'unonatpuemus (cm. pasnen 4.4) Heuacro
Hapywenua memabonusma u
I'mnoxnopemust Penxo
NUMAanus
I'unomarauemus Penxo
I'mnepkansuuemus Ouenb penko
Bepruro Penxo
[ToBblillIEHHAs! yTOMIISIEMOCTD Penxo
Hapywenus co CMOpOHbI
5 l'onosuast 60116 Penko
HepeHOU cucmembl
[Tapecresus Penxo
O6MOpoK YacTora Hen3BecTHA
Muonus Yacrora Hen3BecTHA
Ocrtpas 3aKpBITOYTOJIbHAS
Yacrora HEU3BECTHA
Hapywenus co cmoponul opeana | T1ayKoMa
3penus XOoprouIanbHbIA BBIIIOT YacToTa HEM3BECTHA
Heuerkoe 3penne YacToTa HEM3BECTHA
Hapymenus 3penus YacToTa HEM3BECTHA
Apurmus OueHb penko
[Tonmumopduast JKEITyOUKOBast
Hapywenus co cmoponul cepoya | Taxukapaus THUIIA «ITHPYITH
Yacrora Hen3BeCcTHA
(moTeHIMAIBHO € JIETATbHBIM
ucxonoM) (cMm. pasnenst 4.4 u 4.5)

Crpanuna 11 u3 18



P e ey e

COOTBETCTBYET 2KCNEPTHOMY OTYETY

ot 23.08.2025 N= 21535

MedDRA

Kiacesl U cucremMbl OpraHoB

ITCOCAEQOEET

EREHOCTE 0002)

HesxkenarenbHble peakumu

YacrToTa

Hapywenus co CMOpOHUL

cocy008

ApTtepuanbHasi THIIOTEH3HUS

Ouensb penko

Kenyoouno-kuuieunwvie

HapyuieHus

PBora Heuacro
TowmHoTa Penxo

3anop Penxo
CyxocTb BO pTY Penxo
[Tankpeatur Ouenb penko

Hapymienue ¢pyHkuuu neuenu

OueHb penko

Bo3MOXHO pa3BUTHE MEYEHOYHOU

Hapywenus co cmoponst nevenu | dH1eDaIONaTHH B ciy4ae
YacToTa HeU3BeCTHA
U JHCeNUesblBOOSUX nymell MIEYECHOYHOU HEIOCTATOYHOCTU
(cm. paznmens 4.3 u 4.4)
T'enatur YacToTa HeU3BeCTHA
Peaxnun HOBBIIIEHHON
Yacto
YYBCTBUTEIbHOCTH
Makynonamnyie3Hasi Chbillb Yacto
[Typmypa Hewacro

Hapywenus co cmoponsr kodrcu

U NOOKOIICHBIX MKAHell

AHTHOHEBPOTUYECKUHN OTEK

OueHb penko

Kpanusnuna Ouenb penko
Toxkcuueckuit SMUIEPMATbHBIN

OueHb penko
HEKPOJIHN3

Cunnpom CruseHca-/[>koHCOHA

Ouensb penko

Bo3moxHoe  obocTpeHme — yxe

MMEIOLIEHCST OCTpOM cucTteMHou | YacToTa HEM3BECTHA
BOJIYaHKU

Peakumu  ($oTOUYBCTBUTEIBHOCTH

(cm. pazgen 4.4)

YacroTa HEU3BECTHA

Hapywenus co CMOPOHUL

MBIUEYHOT, CKeNemnotul u

COCOUHUMENbHOU MKAHU

Cra3zMbl MBIIIIL

YacToTa HEU3BECTHA

Meleunas citabocTh

YacroTa HEU3BECTHA

Muanrus

YacroTa HEU3BECTHA

Pabnomuonus

YacToTa HEU3BECTHA

Hapywenus co cmopomnwt nouex u

IToyeynas HeJOCTATOUYHOCTH

Ouensb penko
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MedDRA MOCAEACBATERBHOC TS 0002

HexenaTenbHble peakuuu Yacrora
Kuaccel U cucreMbl OprasHos

MOUeBbIBOOAUUX nymeli

Hapywenus co CMOPOHbL
PEnpoOyKmueHoU cucmemuvl U | JpeKTHUIIbHAS TUCHYHKIIUS Heuacro

MOJIOHUHbIX JHcenes3

Vnnuaenue uatepBana QT na OKT
YacToTa Hen3BeCTHA
(cm. paznenst 4.4 u 4.5)

[ToBbieHue KOHIEHTpaLUu
Yacrora Hen3BecTHa
Jlabopamopnvie U | TIIOKO3bI B KPOBH (cM. paznen 4.4)
UHCMPYMEeHmaivbHble OaHHbLe [ToBbIIEeHNE KOHIICHTpALUU

MOYEBOM  KHUCJIOTBI B  KpoBW | YacToTa HEM3BECTHA

(cm. paznen 4.4)

IloBEIIEHNE aKTUBHOCTHU
YacToTa HeU3BeCTHA
«MIEYEHOYHBIX» (PEPMEHTOB

Onucanue OoTACILHBIX HEXKEIATEIbHEIX PEAKIINT

B pamkax uccnenosanwii 11 u 111 da3el, cpaBHUBarOmuyXx wHIaMaMua B 103UpoBKe 1,5 Mr u 2,5 Mr,
pe3yNbTaThl aHalM3a Kalus B IUIa3Me KPOBHU IMPOJEMOHCTPUPOBAIH J0303aBUCHMBIN d(DPeKT
WHIanaMuaa;

e Unpganamup 1,5 Mr: KOHIEHTpalus Kaius B TUla3Me KpOoBH MeHee 3,4 MMOJIb/I
HaOmoganace y 10% manueHToB, U KOHIICHTpALUs Kajdus B IUIa3Me KPOBU MeHee 3,2
MMOJTB/JT HaOmroanach y 4% mainueHToB uepes 4—6 Henenb nocie Havasa tepanuu. [loce
12 Henmenb Tepanuu CpeHEe 3HAYEHUE CHIDKEHUS KOHILIGHTPALUM Kalus B IUIa3Me
coctaBisio 0,23 MMOJIB/II.

e Uupmanamupa 2,5 Mr: KOHIIGHTpalusl Kaius B IUIa3Me KpoBH MeHee 3,4 MMOJb/I
HaOmroanack y 25 % ManueHToB, U KOHIEHTpAlus Kalus B IUIa3Me KpOBH MeHee 3,2
MMOJTB/ HaOmonanack y 10 % mamueHToB depe3 4—6 Heaenb MOcje Hadajga Teparvu.
ITocne 12 Henenb Tepanuu cpeaHee 3HAYECHUE CHUKEHUSI KOHUECHTPALIMHU KaJIus B IJIa3Me
coctaBisio 0,41 MMOJIB/II.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxHo coo0mare 0 MOJ03peBaeMbIX HEXKENATeNbHBIX pEeaKIusiX I[0oClie pPETUCTpaluu
JIEKapCTBEHHOT'0 Tperapara ¢ 1elbio 00ecredeHnsl HeMPepbIBHOTO MOHUTOPUHTA COOTHOIICHHUS

«I10JIb3a — PHUCK» JICKAPCTBCHHOI'O IIpcriapara. MG,Z[I/II_II/IHCKI/IM paGOTHI/IKaM PCKOMCHAYCTCA
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4yepe3 HAIMOHAIBHBIE CHCTEMbI COOOIIEHHS O HEXENATEIbHBIX PEaKIUsiX rOCydapCTB — YJICHOB
EBpa3uiickoro 3K0HOMHUYECKOr0 COI03a.

Poccuiickas @enepanus

denepanbHas ciyx0a 1Mo Haa30py B chepe 31paBoOOXpaHEHUS

Anpec: 109012, r. Mocksa, CraBsiHCKast miiomaip, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnekTpoHHas nmoyra: pharm@roszdravnadzor.gov.ru

Caiit B nHGOPMAIIMOHHO-TEJIEKOMMYHUKAIIMOHHOM ceTH «HTepHeT»:

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

4.9. [lepeno3upoBka

CuMITOMBI

Nunanamun gake B 04eHb BBICOKUX 103aX (10 40 mr, TO ecTh B 16 pa3 Oouibliie TepaneBTHIESCKON
JI03bI) HE OKa3bIBAET TOKCHUECKOTO JICHCTBUSI.

[Tpu3Haku OCTPOro OTpaBiEHUS JIEKAPCTBEHHBIM IpENapaToM B IMEPBYIO OYepeab CBA3aHbBI C
HapylmIeHHeM BOJHO-IJICKTPOJIUTHOTO OanaHca (TUMOHATPUEMUs, TUNoKanuemwus). U3
KIIMHUYECKUX CUMITOMOB TEPEIO3UPOBKH MOTYT OTMEYAThCS TOIIHOTA, PBOTA, apTepHalibHAs
TUIOTEH3HUSI, CYIOPOTH, BEPTUTO, COHIIMBOCTH, CITyTAHHOCTh CO3HAHUS, TIOJTUYPHS WIH OJUTYpHs
C BO3MOKHBIM I1€PEX0I0M B aHYPHIO (BCIIEJICTBUE TUIIOBOJIEMUN ).

Jleuenue

Mepbl HEOTIOXKHOM MOMOIIM CBOJSITCS K OBICTPOMY BBIBEACHHIO Tperapara U3 OpraHu3Ma:
NPOMBIBAaHHE JKENylKa W/WIM Ha3HAYCHHWsS aKTUBHPOBAHHOTO YTV C  MOCIEAYIOIUM

BOCCTAHOBJICHUEM BOAHO-3JICKTPOJIUTHOI'O OajaHca B CIICIHUAIM3UPOBAHHOM OTACICHUU.

5. PAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoauHaMHYecKHe CBOHCTBA
dapmakoTepaneBTHUECKas TPyIna: TNypeTUKH; THa3UA0MOA00HbIE TUYPETUKU; CYTb(OHAMHU/IBL.
Kox ATX: CO3BAI11

MexaHu3M IeHCTBUS

WnpanamMua OTHOCUTCS K TPOU3BOJAHBIM Cydb(OHAMUAA C HWHIOJBHBIM KOJBIIOM U IO
(apMaKoIOTHYECKUM CBOWCTBAM OJHM30K K THA3HIHBIM JUYPETHKaM, KOTOpbIE HHTHOUPYIOT

peabcopOITHi0O HOHOB HATPHS B KOPTUKAJILHOM CErMEHTE TETJIM HepoHa.
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[Ipu >TOM yBeNMMUMBAETCS BBHIACICHUE MOYKAMH_HOHOB '&%JM}E%%ELEQ%EL%&' efICHH,

HOHOB KaJIUd W MAaAr"Hus, 4YTO COMNPOBOXIAACTCA YBCIWMYCHHCM JUYpPC3a W THIIOTCH3WBHBLIM
s dexTom.

dapmakognaamMuyeckue P PeKTel

['nnoreH3uBHOE AelCTBUE HHAANAMUAA, KaK U IPYTUX TUYPETUUECKUX CPEACTB, 00YCIOBIEHO:
® CHIDKEHHEM COKPATUTEIBHOW CIIOCOOHOCTH COCYAMCTBIX TJIaJKOMBIIIEYHBIX KJIETOK 32
CYET U3MEHEHUS TPAaHCMEMOPAHHBIX HOHHBIX TOKOB, TPEUMYIIIECTBEHHO TOKA KaJIbIIHS;
e crumynsAuueil cuHTe3a npocrarnagauia PGE2 u npocrammximua PGI2, o6namaromiero
COCYAOPACIIUPSIIOIIMM U aHTUATPETAHTHBIM JIEHCTBUEM.

Kimanueckas 3¢ hekTUBHOCTD M 0€30IMaCHOCTD

B xmuanueckux wuccnepoBanusx Il m Il a3 mpu ucmonp3oBanwmM WHAANamMuia B PEKUME
MOHOTEpAllui B J103aX, HE OKAa3bIBAIOIIUX BBIPAKCHHOTO IUYypeTHYecKoro 3¢dekTa, ObLI
POIEMOHCTPUPOBAH 24-4acOBOW TMITOTEH3UBHBIN AP DEKT.

AHTHUTUIIEPTEH3UBHAsL aKTUBHOCTh MHJANIaMU/Ia CBSI3aHa C YJNYYIIEHUEM 3JaCTHUYECKUX CBOWCTB
KPYIHBIX apTepuid, yMEHbIIEHUEM apTEPUOJIIPHOrO U 00IIero nepupepuyeckKoro CoCyaucToro
conpotuBiieHus. MlHnanaMu yMeHbiaeT runepTpoduio JIEBOro KelyJ0uKa.

B xopoTkux, cpeHeit JUIMTENTbHOCTH U JOJITOCPOYHBIX MCCIEAOBAHUSAX C YHACTUEM IMALIMEHTOB C
apTepuanbHOI rUNepTeH3uel ObUIO MOKA3aHO, YTO WHAAIAMUI:

e HE BJIMAET Ha MOKA3aTeNH JIMIUIHOTO OOMEHa, B TOM YHCIIe Ha YPOBEHb TPUIIIHILIEPUIOB,
XO0JIECTEpUHA, JIMIONPOTEMHOB HU3KOM TUIOTHOCTH U  JIMIIONPOTEHMHOB BBICOKOM
IUIOTHOCTH;

e He BIMSET Ha MOKa3aTeau oOMEHa YIJIEeBOJAOB, B TOM YHCIIE Yy MAllMEHTOB C CaXxapHbIM
MadeToM.

TuazuaHele ¥ THA3UJIONOAOOHBIE AUYPETUKH MPH OMNPENCIICHHOM 03¢ OOCTUTaloT ILIaTo
TepaneBTHUECKOoro 3¢ ¢dekra, B TO BpeMs KaK 4YacToTa MOOOYHBIX AS(PPEKTOB MPOIOKACT
YBEIUYMBAThCA TMpU JaldbHEHIIEM TOBBIIMIEHUH J03bl mpenapara. [losTomy He crenyer
YBEJIMYUBAThH 103y Iperapara, eclid Mpu NMPUMEHEHUH PEKOMEHOBAaHHOW /103bl HE JOCTUTHYT
TepaneBTUYECKHUI YPHEKT.

5.2. apmakokuHeTHYECKHE CBOHCTBA

AGcopbuus

buonoctynmuocts namanmamuaa — 93 %. MakcumanbHasi KoHIEHTpanus B miazMe KpoBH (Tmax)
JlocTuraercs yepes 1-2 yaca mocie nepopajibHOro mpueMa OJJHOKPaTHOM 10361 2,5 MT.

Pacnpenenenue

Cas3pIBaHUE MHJAMAMUA ¢ OETKaMH IIa3Mbl COCTaBIIsIeT 0koJo 75 %. Ilepron nonyBbIBeACHUS

WHJAMaMu/1a U3 I1a3Mbl cocTaBisieT 14—24 gaca (B cpeaHem 18 gacos).
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[Ipu perynspHOM MpUeMe MpenapaTa paBHOBECHAs KOHL&&%@E{EQ%{'&&%EM"B%L% I'IR-'BOBI/I

yBeNMUYUBaeTCs (MO CpaBHEHHWIO C OJHOKPATHBIM TpueMoM). Bmecte ¢ TeM, JOCTUTHYTOE
PaBHOBECHOE COCTOSIHHE€ COXPAaHSETCd B TEYCHHE JJIUTEIBHOTO TMepHoja BpEMEHH,
CBUJICTEJILCTBYSl O TOM, YTO TOBTOPHBIN NMpUEM Ipernapara He COMPOBOXKIACTCA HAKOIJICHUEM
WHJANaMu/la B OpraHu3Me.

DIMMUHALIUSA

WHpamamMu BRIBOJUTCS B BHC HEAKTHUBHBIX METAa0OJMTOB B OCHOBHOM IodkaMu (60—80 % ot
BBelIeHHOUW 103b1). He Oomee 5 % wHmanmamuga BBIBOAWTCS M3 OpraHu3Ma C MOYOH B
HEU3MEHEHHOM BHUJIE.

ITarmeHTHl ¢ HApYIICHHEM d)VHKHI/II/I ITOYCK

VY manueHToB ¢ MOYEeYHOU HEeJOCTATOYHOCThIO (hapMaKOKHHETHUYECKHE CBOMCTBA MHIANIaMUIa He

HU3MEHAIOTCA.

6. PAPMAIIEBTUYECKHUE CBOVCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB
Hemmonoza mukpokpucraumyeckas (MKLI-101)
IMoBunon-K25

Kapbokcumerunkpaxmain HaTpus

Marnus creapar

CocTaB KopIryca KallCyJbl:

Kpacutens azopyonn

Kpacutens OpniumanTOBBIN TOTY00i
Turana guoKCUz

Kenarun

CocTaB KpBIIICYKH KACYJIbL:

Kpacutens OpriuiMaHTOBBINA YEPHBIHA

Kpacurens xene3a okcu1 4yepHbIi

Turana quoKCUL

Kenarun

6.2. HecoBmecTHMOCTDH

He npumenumo.

6.3. Cpok rogHocTu (CPOK XpaHeHHUs1)

3 roxa.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NMPHU XPAHEHUU

XpaHUTh B 3alIMIIEHHOM OT CBETa MECTE MpHU TemnepaType He Boie 25 °C.
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6.5. Xapakrep M coaepkaHue NePBUYHON YIAKOBKHU

ITo 10, 30 xancyn B KOHTYPHYIO STYEHKOBYIO YIIAKOBKY M3 TUICHKU MOJUBUHIIXJIOPUIHOM, OO
IUIEHKU TOJIMBHHUIXJIOPUTHON/TTOTMBUHUIIMICHXIOPUIHONW M (POJBIU alOMUHHEBOHN MEeYaTHOM
JTAKUPOBAHHOM.

N mo 10, 30 xarcyn B KOHTYPHYIO STYCHKOBYIO YITAKOBKY M3 MaTeprajia KOMOMHUPOBAHHOTO HA
ocHOBe (ONbIU (TPEXCIOWHBIA MaTepuall, BKIIOYAIOMIUN aTIOMHHUEBYIO (OJBrY, TUICHKY H3
OPUEHTHPOBAHHOTO MOJMAMH/IA, TOJIMBUHWIXJIOPUIAHYIO IUIGHKY) M (OJBIU aTIOMHHHUEBOM
MEeYaTHOU JJAKUPOBAHHOM.

1, 2, 3, 4 uau 5 KOHTYPHBIX SYEHKOBBIX YIMAKOBOK BMECTE C MHCTPYKIMEU MO MEIUIIMHCKOMY
IPUMEHEHMIO TOMEIIAIOT B KAPTOHHYIO YIAKOBKY (IAuKYy).

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TNPH  YHUYTOXXKEHHH  HCIOJb30BAHHOIO
JICKAapCTBEHHOI0  Npenapara MWJIH  O0TX0A0B, IMOJYYEHHBIX II0CA€¢ NPHMEHEHUs
JICKAapCTBEHHOI'0 Npenapara u Apyrue MaHUIyJSIIUH C PenapaToM

Oco0ble TpeOOoBaHUS OTCYTCTBYIOT.

7. AEPXKATEJb PETUCTPAIIMOHHOI'O YIOCTOBEPEHHUSA

Poccus

00O «O30H Menukay

Poccus, 445043, Camapckast obnacts, r.0. Tomassartu, TEP. O33 IIIIT, MI'CTP. 3-1, 3nanue 11,

cTtpoenue 1, koM. 37.

7.1. IlpencraBuTe/b JepsKaTesisi pETrHCTPALMOHHOI0 Y10CTOBEPEeHH s

[Iperen3un noTpeOUTENIEH HAIIPABIATE 10 aJIPECY:

Ilpu npouzsoocmee na npouszsodcmeennoti niowaoxke OO0 «O30uy».

Poccus

000 «O308»

445351, Camapckas 00:1., 1.0. JKurynesck, r. JKurynesck, yi. 'uapocrpourenei, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

Ipu npouzsoocmee na npouszsoocmeaennotu niowaoxke OO0 «Ozon Dapmy:

Poccus

000 «O30H Papm»

445043, Camapckas 061., r.0. Tomssatta, Tep. O93 IIIT, maructpans 3-4, 31. 11, ctp. 1.
Ten.: +79874599993, +79874599994
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E-mail: ozonpharm@ozon-pharm.ru

8. HOMEP PETHCTPALIMOHHOI'O YIOCTOBEPEHUA

9. JIATA TMNEPBUYHOM PEIUCTPAIIUU (IIOATBEPXKIEHUSI
PETUCTPALIMU, IIEPEPETUCTPALIUN)

JlaTa nmepBoii perucTpanuu:

10. JATA IIEPECMOTPA TEKCTA

OOmast ~ xapakTepHCTHMKa  JIGKAPCTBEHHOro  mpemapara Mupamamuja — AoCTynmHa — Ha
UHPOPMAIIMOHHOM TIOpTajie EBpa3suiickoro SKOHOMHUYECKOTO Cco3a B HWH(POPMAIMOHHO-

KOMMYHUKaIMoHHOU cetn «HTepHeT» https://eec.eaeunion.org/.
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