COOTBETCTBYET 3KCMNEPTHOMY OTYETY
~ o123.07.2024 N2 15100
OBIIASI XAPAKTEPUCTHKA JIEKAPCTBERHOEOTIPENAPATA 1001)

1. HAMMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Amnanbrus, 500 Mr/mi, pacTBOp AJ1sl BHYTPUBEHHOTO M BHYTPHUMBIIIEYHOTO BBEICHHS .

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB

JleicTByOIIEE BEECTBO: METAMH30JI HATPUSL.

Kaxnprit mn pactBopa comepxut 500 Mr Metamu30:1a HaTpus (B BUJE MOHOTHIPATA).

Kaxnas ammymna oopemom 1 mi comepkut 500 Mr MmeTamu3o1a HaTpus (B BUIE MOHOTH/IPATA).
Kaxnas ammymna o6bemom 2 mi conepxut 1000 Mr meTramMuzona HaTpust (B BUJE MOHOTHIPATA).
Kaxnas ammymna o6bemoM 5 mit conepxut 2500 Mr MeTamMu3ona HaTpust (B BUJE MOHOTHIIPATA).
BcnoMorarenbHbIe BeniecTBa, HATMUME KOTOPHIX HAJI0 YYUTHIBATH B COCTABE JIGKAPCTBEHHOT'O
npemnapara: Hatpuii (cMm. pasnen 4.4.).

[TonHbIi TepeyeHb BCIIOMOTaTEIbHBIX BEIIECTB MPUBEIIEH B pa3aene 6.1.

3. JEKAPCTBEHHASA ®OPMA
PactBOp /U1l BHyTPHBEHHOT'O ¥ BHYTPUMBIIIEYHOTO BBEACHMUS.

[Ipo3paunas 6ecuiBEeTHAs WU JKEJITOBATAS KUIKOCTb.

4. KIMHNYECKHUE JAHHBIE

4.1. loka3aHusi K NPUMEHEHH IO

[Ipenapar AHaIbruH MOKa3aH K MPUMEHEHHUIO y B3POCIBIX U JIETEH B BO3pacTe OT 3 MECSIIEB

WJTM Maccoi Tena 6osiee 5 Kr (11 BHYTPUBEHHOTO BBEJICHUS — OT 12 MeCsIIeB) U CTapIie Mpu:

— TsoxkenoM oCTpoM WM XpOHHYECKOM OOJIEBOM CHUHApPOME TMpU TpaBMax U B
MOCIICOTIEPAIIMOHHOM TEpPUOJIE, MPU KOJIUKAX, OHKOJIOTUYECKUX 3a00JIEBaHUAX U JPYTHX
COCTOSIHUSIX, TPU KOTOPBIX MPOTHUBOMOKA3aHbI APYTUe TePAaNeBTUUECKHE METO/IbI JICUCHHUSL.

— Jluxopazke, yCTOMYMBOM K APYTUM METOJIaM JICUEHUSI.

4.2. PexxuM 103MPOBAHUS M CIIOCO0 MPUMEHEHHUsI

PexxuM 103upoBaHUS

B3pocasie u nogpoctku crapiue 15 ner: B kauecTBe pazoBoi 1036l pekomenayercs 1,0 — 2,0 mn
(500 — 1000 mr) pacTBOpa MeTamMH30Jia (BHYTPUMBIIICUHO WIIH BHYTPUBEHHO). MakcuMalbHas
pazoBas no3a coctaBisger 1000 mr (2 mi). MakcumanbsHas cytoynas no3a — 4 miu (2000 mr),
pasneneHHas Ha 2 — 3 BBeJcHUs B CyTKW. [lapeHTepanbHOE BBEIECHUE NpernapaTa IOKa3aHO
TOJIBKO IPX HEBO3MOYKHOCTH €0 IIpUeMa BHYTPb.

IIpu npuMeHEHUN B KaUECTBE aHAIbI€3UPYIOLIEro CPEICTBA IIPOJLOKUTEIBHOCTD TEPATIUU

1 — 5 nueit. [Ipy npuMeHeHUH B KayeCcTBE )KapOMOHIKaoIero cpeacTsa — 1 — 3 aus.
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Oco0ble rpyIinbl NAIMEHTOB

Tayuenmul nodxcunozo eospacma
IloxxuapmM IHalueHTamM HGO6XOI[I/IMO MNPUMCHATL MCHBIIHMEC OO3bI B CBA3M C BO3MOKHBIM
CHUXXCHUEM BBIBCIICHU S MeTa00JIMTOB METAMU30JIa U3 opranusma.
llayuenmam 6 madxcenom cocmosHuu u nPU HapyweHuu Kiupenca KpeamuHuna
HCOGXOI[I/IMO MNPUMCHATH MCHBIIMEC O03bl B CBA3M C BO3MOXHBIM CHHXCHHUCM BBIBCACHUA
MeTabOIMTOB METaMHU30JIa U3 OpraHu3Ma.
Tayuenmoi ¢ HapyweHuem yHKyuY neyeHu u noyex
Y MAalMCHTOB C HApPYIICHHUEM (1)YHKIII/II/I MNEYCHNU M IIOYCK CKOPOCTH BBIBCIACHUSA IIpCIiapara
3aMeJIeHa, MTO3TOMY HEe0OX0IuMO M30eraTh MHOTOKPATHOTO MPUMEHEHHS npenaparta. OmbIT
JUINTEJIBHOTO MPUMEHEHUSI OTCYTCTBYET. [Ipyn KpaTKoCpO4HON Tepannyu KOPPEKLHs O3Bl HE
Tpedyercs.

CTHU
Hetsim B Bo3pacte 3 — 11 mecsitieB (Macca Tenna 6omee S kr 10 9 Kr) mpernapaTt BBOJAT TOJIBKO
BHYTpuMbIIIeuHO B 103¢ 50 — 100 mr Ha 10 xr maccer Tena (0,1 — 0,2 mur pactBopa 500 mr/mn).
PazoBas n103a MoxkeT ObITh pa3zesieHa Ha 2 — 3 BBEICHUSI.

Crnenytomiasi TabnuIla CONEPKUT PEKOMEH TyeMble J103bI pernapara.:

Bospacrt (Macca Tesa) Jlo3a

Hetu 3 — 11 mecsies (5 — 8 kr) 0,1-0,2 mi (50 — 100 Mr MmeTamm3011a)

TonbKO BHYTPUMBIILIEYHO

Hetu 1 — 3 rona (oxosio 9 — 15 kr) 0,2 —0,5 mu (100 — 250 Mr meTamu3o0Ja)
Jletn 4 — 6 net (okojo 16 — 23 kr) 0,3 - 0,8 mur (150 — 400 Mr meTamu3o0Ja)
Hetu 7 — 9 net (oxomo 24 — 30 kr) 0,4 — 1,0 mu (200 — 500 Mr meTamMu30J1a)
Hetu 10 — 12 et (oxosio 31 — 45 xr) 0,5—1,0 mu (250 — 500 Mr meTamu3oJa)
et 13 — 14 net (oxoisio 46 — 53 kr) 0,8 — 1,8 mur (400 — 900 Mr meTamMu30J1a)

Cnocob IPUMCHCHUA

BHyTpuBeHHO, BHYTPUMBIIIECYHO ITyOOKO B MBIIIIILY.

[TapentepanibHOE BBEJCHHE MMpemapaTa MOKa3aHO TOJIBKO MPU HEBO3MOXKHOCTU €ro MpremMa
BHYTpb.

[lepen BBeieHHEM PEKOMEHIYETCSI COTPETh MpenapaT A0 TeMIIepaTyphl Tela.

BHyTpuBeHHOE BBeJEHHE TOKHO OCYIIECTBIATHCS MEAJIEHHO (CKOPOCTh BBEICHHUS HE Oonee
1 mn (500 Mr meramuzona Hatpus) B MUHYTY) B TIOJOKEHHU JIEKa, MOJ KOHTPOJIEM
apTepuaIbHOIO JTABJICHUS. [Tpn MEPBBIX MPU3HAKAX pa3BUTHSA

aHa(bI/IJ]aKTI/I‘-ICCKI/IX/ aHa(I)I/IJ'IaKTOI/II[HBIX peaKm/Iﬁ H606XOI[I/IMO MMPEKPATUTH BBCACHUC
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npernapara.

[TockonbKy TUTIOTEH3UBHBIE PEAKIINY SIBIISTIOTCS JJ0303aBUCUMBIMHU, ITAPEHTEPATIHLHOE BBEJICHNE

10361 1000 Mr MeTamMH3051a JOIKHO TPOBOIUTHCS C OCOO0H OCTOPOKHOCTBIO.

[Tpu cnumkoM OBICTPOM BBEICHHM TpenapaTa MOXET HaOII0JaThCsl KPUTHUYECKOE IaJICHHE

apTEpUANBHOTO ABJICHUS U IIOK.

4.3. IIpoTUBONOKA3aAHUSA

— I'umepuyBCTBHTENBHOCTh K METAMHU30JIy HATpUs WIM K JIIOOOMY W3 BCIIOMOTATEIbHBIX
BEILECTB, IEPEUUCICHHBIX B paszeine 6.1.

— TloBbIlIeHHasT ~ YyBCTBUTENIBHOCTh K  mupazosioHaM  ((deHa3oH, mnpomnudeHa3oH,
M30IpOoNUIaMUHO(EHa30H) WM K nupaszonuauHaMm (¢eHunOyTa3oH, okcu(eHOyTa30H),
BKJTIOYAs, HAIPUMEP, YKa3aHUs B aHAMHE3€ HA PAa3BUTHE arpaHYJIOLWTO3a WM TSKEIBIX
KO>KHBIX PEaKIUi MPU MPUMEHEHUH OJTHOTO U3 TUX MPETapaToB.

— HapymieHuss ~ KOCTHOMO3TOBOTO  KpPOBETBOpEHHs  (Hampumep, Iocie  JICUCHHS
UTOCTATUYCCKUMH TIpenapaTaMu) Wi 3a00JIeBaHHUS T€MaTOIMOITUIECKON CUCTEMBI.

— VYka3zaHus B aHaMHE3¢ Ha pa3BUTHE OpOHXOCHa3Ma WM JPYTHX aHAa(QHUIAKTHYECKHX
peaknmii (Hanpumep, KpamuBHUILY, PUHHUT, aHTHOHEBPOTUYECKUH OTEK) MPU MPUMEHEHUHN
aHAJBTe3UPYIONIUX TPEnapaToB, TAKMX KaK CAIUIMIATHI, Iapareramoi, IHKIOPEHaK,
nbynpodeH, UHIOMETAIIMH, HATIPOKCEH.

— Octpasi UMHTEPMUTTHUPYIOIIAS TeUYeHOYHas moppupus (PUCK Pa3BUTUS OOOCTPEHUI
noppupumn).

— AprepuanbHas THIIOTCH3Hs, HECTAOMIBPHOCTh TEMOIMHAMHKH.

— BpoxzaeHHas HEIOCTATOYHOCTh TIJIFOK030-6-pocdar-neruaporeHassl  (pUCK  pa3BUTHS
reMOJIH3a).

— bepeMeHHOCTH (TIEPBBIA U TPETHI TPUMECTP).

— Ilepuon rpyTHOTO BCKapMIIMBAHHS.

— Jletu B BO3pacTe 210 3-X MECSIICB WK C MaCCOM Tejla MeHee 5 KT (OTCYTCTBYIOT IOCTATOYHbBIE
Hay4HbIE JaHHBIC O TIPUMECHEHUY TIperapara y JaHHOW TPYIIIbI JeTEH ).

— Jletu B Bo3pacte oT 3 110 12 mMecsues (TOJIbKO ISt BHyTPUBEHHOTO BBEIICHHS ).

4.4. OcobOble ykazaHusi 1 Mepbl IPeJIOCTOPOKHOCTH NMPU NPUMEHEHHH

C 0CTOPOKHOCTELIO

— Ilpu cHwkeHun oObeMa MMPKYJIUpPYIOIIEH KpOBH, HAuMHAIOIIEHCS  CceplleuHOM
HE/I0CTaTOYHOCTH, BBICOKOW JIMXOpagke (MOBBIMIEHHBIH PHCK PE3KOT0 CHIKEHMS

aApTCPpHUAIIBHOT'O I[aBJ'IeHI/IH).



COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 23.07.2024 N2 15100

— Ilpu 3a0oneBaHUsAX, MPU KOTOPHIX 3HAYUTEIHLHOE éHﬂQ&EEQQ&%{EﬂEE@S Tn%gpﬂreﬂ' s

MOXKET MPEACTABIATh IOBBIIIEHHYI0 OMACHOCTb (TALMEHTHI C TSKEION HIIEMHYECKOU
00JIE3HBIO Cep/Ila U BBIPAKEHHBIM CTEHO30M apTepHil TOJIOBHOTO MO3Tra).

— IIpu ankoronusme.

— Ilpu TOBBIIIEHHOM pHCKE pPa3BUTHA TSDKENBIX aHa(QUIaKTHYeCKHX/aHa(pUIaKTOUIHBIX

peaKuuii y MaueHToB C:

* OpOHXHMaTbHOW acCTMOH, OCOOCHHO B COYETAHWU C COIYTCTBYIOIIMM MOJHUIIO3HBIM
PUHOCHHYCUTOM;

*  XPOHHWYECKOW KpalnuBHUIIEH U APYTUMHU BUIaMU aTONUH (aJljlepruiyeckue 3a00aeBaHus,
B pa3BUTUM KOTOPHIX 3HAYUTENIbHAs pOJIb TMPUHAUICKUT HACIEICTBEHHOU
MIPEIPacIoNOKEHHOCTH K CEHCUOWIM3AlMK: MOJUIMHO3bI, AJUIEPIrUYECKUN PUHUT U
T.IL.);

* HEMEpPEeHOCHMMOCTBIO aJKOrojisi (peakiusi Ja)ke Ha He3HAuuTeNbHbIE KOJIMYECTBa
ONpeAENCHHBIX aJKOTOJIbHBIX HANWTKOB, C TaKUMHM CHUMITOMaMH Kak 3y,
CJIE30TE€YEHHE U BBIPAXKEHHOE TOKPACHEHUE JINLIA);

* HENEpPEeHOCHUMOCTbIO KpacuTene (Hampumep, TapTpa3WHa) WM KOHCEPBAHTOB
(Hanmpumep, 6€H30aTOB).

— Ilpu BeIpakeHHBIX HapyIICHUAX (YHKIMU MEUYEHU U MOYeK (PEKOMEHyeTcs MPUMEHEHUE

HU3KHUX JI03 B CBSI3U C BO3MOKHOCTBIO 3aME/IJICHUS BBIBEICHUSI METAMU30J1a HATPHS).

— Ilpu 6epemeHHOCTH (BTOPOH TPUMECTD).

Oco0ble yKa3zaHus

[lpy nedyeHNM MANMEHTOB, MOJYYAIOIIMX LUTOCTATMYECKUE CPENCTBA, M JeTed 1o 5 Jer

JICYCHNE METAaMU30JIOM HATPUS TOJDKHO MPOBOIUTHCS TOJIBKO O] HAOIIOCHUEM Bpaya.

Anadhunaxmuueckue/anagpunaxmoudnuvie peaxyuu

ITIpu BBIOOpE cnocoba BBEAECHWS Npermapara ClelyeT YYHWThIBaTh, YTO IAapEHTEpabHOE

NpUMEHEHUE CBSI3aHO c Oornee BBICOKHM pPHCKOM BO3HHKHOBEHUS

aHa(pMIaKTUYECKUX/aHAPUIAKTOMIHBIX PEaKIU.

[ToBbIIEHHBIN PUCK pa3BUTHS aHA(DUITAKTUYECKIX/aHA(DUIAKTOMIHBIX PEaKIMi Ha METaMU30J1

HaTpus 00yCIIaBIMBAIOT CICIYIOIINE COCTOSTHUS:

— CHH/IPOM OpOHXMAJIBHON aCTMBbI, MHYLIUPOBAHHbIM IPHEMOM aHAJIBI'€TUKOB;

— HEeNepeHOCUMOCTh aHAJIbIE€TUKOB MO THITY KPAaITUBHUIIBI UJIM aHTMOHEBPOTUYECKOT'O OTEKa,

— IIOJIHOE WJIM HEMOJHOE COYeTaHHe OPOHXMAJIbHOH aCTMbl, PEIMIMBUPYIOIIETO MOJUIO03a
HOCa M OKOJIOHOCOBBIX Ma3yX M HENEPEHOCHMOCTH aleTHJICATUIMIIOBON KHUCIOTHl WU
JPYTUX HECTEPOUHBIX IPOTUBOBOCIIATUTENIBHBIX IIPENAPaTOB (B TOM YHCIIE B aHAMHE3E);

— XPOHHUYCCKAA KpallMBHUIIA,



COOTBETCTBYET 3KCINEPTHOMY OTYETY
ot 23 ':IT:E':IE-i Mz 15100 i
— HENEepPeHOCUMOCTb aJIKOTOJIsI (TIOBBILLICHHAS quCTBH_ll'e:FI:BM %":M#&lﬁo&]_ﬁ'dj tﬁ(') e

KOTOpOM, Ja)ke IpU IpHUEME HE3HAUUTEIBHOI'O0 KOJIMYECTBA HEKOTOPBIX AJKOTOJIBHBIX
HAIlUTKOB, y NAI[MEHTOB BO3HUKAIOT YNXAHUE, CJIE30TECUEHUE U BBIPAKEHHOE IIOKPACHEHUE
muua. HenepeHocMMOCTh aiaKorosiss MOXET CBUAETEIbCTBOBATh O PAHEE HEYCTaHOBJICHHOM
CUHIPOME OpPOHXHAILHOW aCTMBI, CBSI3aHHOW C aHATBI€TUKAMH (aCTTMPUHOBOM aCTMBI);

— HENepeHOCUMOCTh WJIHM TOBBIIICHHAS YyBCTBHTEIBHOCTh K KpacUTENsM (Hampumep, K
TapTpa3uHy) WM K KOHCEpBaHTaM (HaIlpuMmep, K 0eH3oaTam);

— aHapUIAKTHYECKUE WIH JAPYrHe UMMYHOJOTHMYECKHE pPEeakIu Ha APYTHe MHpPa30JIOHBI,
MTUPA30JIMINHBI M TPOYHE HEHAPKOTUYECKUE aHATbIeTHKH (CM. pa3zaen 4.3.) B aHaMHese.
[lepen npumeneHueM npenapata AHaJIbI'MH HEOOXOMMO IPOBECTH TINATEIBHBIA OIpPOC
nanueHTa. B ciayyae BbISICHEHUS, YTO MAllMEHT OTHOCUTCS K IPYIIe 0co00ro pucka pa3BUTHS
aHa(pWIAKTOUIHBIX PEAKIIUil, Ipernapar clielyeT Ha3HayaTh TOJIbKO IOCIIE TIATEIbHON OLIEHKH
BO3MOXHBIX PHUCKOB M OXHJAeMOW TOJB3Bl. B cilydae NMpUHATHS pelieHUS O MPUMECHEHHUN
npenapaTa AHajJIbI'MH Y TaKUX MAIlMEHTOB MOTPeOyeTCs CTPOTUid MEAULUHCKUIA KOHTPOJIb UX
COCTOSIHUSI, 1 HEOOXOJAMMO HMMETh CPEJICTBA Ul OKa3aHHs UM HEMEIJCHHOW HEOTJIOKHOMN

TTOMOIIIH B CITy4ae pa3BUTHUS aHADUIAKTHUYECKUX/aHA(DUIAKTONTHBIX PEAKIIUM.

VY npeapacrosoKEeHHBIX MAalMeHTOB MOXKET BO3HHMKATh aHA(UIAKTHUYECKUN IIOK, MOATOMY
MalKueHTaM ¢ OpOHXUATBLHON aCTMOW MJIM aTOMHEH METaMHU30J1 HATpUs CIEAyeT Ha3HAvaTh C
OCTOPOKHOCTBIO.

Taoicenvie KodcHble HedcelamenvHble peakyuy

Ha ¢one npumenenus metaMu3oiia HaTpusi ObLTH ONMUCAHBI TSHKEIble KOXKHbIE He)KelaTeIbHbIe
peaknuu, Takue kak cuHApoM CrtuBeHca-/[xoncona (CCJI), TOKCHYECKUN STUIEPMaTbHBINA
Hekponus (TOH) u nekapcTBeHHas peakiusi ¢ 303MHOPHUINEH U CUCTEMHBIMH CHMIITOMaMH
(DRESS-cuHIpOM), KOTOPBIE MOTYT OBITh OIMACHBIMHU IS KU3HU HITH JIETAIbHBIMH.

[Ipy mosiBIEHUM KOXKHOM CBHIMHM, MOPKEHUH CIU3UCTHIX OOOJOYEK WM JIOOBIX APYTUX
MpPHU3HAKAX TUIEPUYYBCTBUTEIBHOCTH CO CTOPOHBI KOXH, JICYEHHE METaMHU30JIOM HaTpus
clieqyeT HEeMENJICHHO MpPeKpaTUTh. 3amperniaercs KOraa-mn0o BHOBb MOBTOPSTH JI€UCHUE
METaMHU30JI0M HaTpu4.

[TarueHTH! MOMXKHBI OBITH WH(MOPMUPOBAHBI O CYOBEKTUBHBIX M OOBEKTHBHBIX CHMITOMAaX
JAHHBIX 3a00JIeBaHM. Y HHUX CIEIyeT TIIATeIbHO KOHTPOJIUPOBATH KOKHBIE PEAKITHH.
Aepanynoyumos

ATpaHyJIOIUTO3, pa3BHBAIONIMIicCS Ha (OHE IEUYeHUS METaMU30JI0M, HMEEeT HMMYHHO-
IJIEPTUYECKOE ITPOUCXOXKACHUE W TPOAOIDKAETCS, 0 MEHBIIEH MEpe, OIHY HEIEIIO.

HO,Z[O6HLIC PCaKli BOSHUKAIOT OUYCHb PCIAKO, MOT'YT OBITh TAKCIIbIMU, )KU3HCYTPOXKAOINIUMHA
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BO3HUKHYTH B JIFOOOH MOMEHT BO BpeMs JICUCHHUSI.

Bce manmeHTsl JODKHBI OBITH POWHCTPYKTUPOBAHBI MPEKPATUTh MPUMEHEHHE IpenapaTa u

HEMEJUIEHHO MPOKOHCYJIBTHPOBATHCSA C JICUAIlMM BpadoOM MpPHU TIOSBJICHUU CIETYIOLINX

CYOBEKTUBHBIX WM OOBEKTHUBHBIX CHMIITOMOB, BO3MOJKHO CBSI3aHHBIX C HEUTPOIICHHEH:

JTMXOpasiKa, 03HOO, O0JIb B ropie, sI3BBI B MOJOCTH pra. B ciydae pa3BUTHS HEHTPOIIEHUHU

(xonmuuecTBO HeHTpoduaos < 1500 B Mm®) HEOOXOAMMO HEMEIEHHO MPEKPATHTh JICUEHHE,

CPOYHO BBITIOJHHUTH DPA3BEPHYTHIM KIMHHYECKUH aHAIW3 KPOBH M IMPOAOIDKATH KOHTPOJIb

COCTaBa KPOBH JI0 BO3BPAIICHUS KOJMYECTBA ()OPMEHHBIX ODIIEMEHTOB K HOPMAIBHBIM

3HAYCHUSIM.

Tanyumonenus

B ciyuae pa3BUTHS MaHIUTONICHHUHN JICYCHUE CIIEAyeT HEMEIUICHHO MPEKPAaTUTh, HEOOXOIUMO

KOHTPOJIMPOBATh TOKA3aTeIH Pa3BEPHYTOr'0 KIMHUYECKOTO aHaJM3a KPOBU BIUIOTH O HX

HOpMaJIU3aluu.

Bce mnamueHtsl J0DKHBL  OBITh  MPOMHCTPYKTHPOBAHBI HEMEMJIEHHO oOpalmiatbes 3a

MEUIIMHCKON MOMOILBIO MPH MOSIBJICHUU BO BPEMs JICUEHUSI METaMU30JI0M CyOBEKTUBHBIX HITU

00BEKTUBHBIX CUMIITOMOB, MO3BOJISIOUINX MPEINOI0KUTH TATOJIOTHYECKHE U3MEHEHUS KPOBU

(manmpumep, oOree HegoMoraHue, WHPEKIHs, CTOWKas JTUXOopajKa, o0pa3oBaHHWE TeMaToM,

KpOBOTEUYCHHUSI, OJICTHOCTD ).

H3onuposannvie cunomenzusHvle peakyuu

BBenenue metammu3ona HaTpUs MOXKET BBI3BIBAaTh M30JMPOBAHHBIE THMIIOTEH3UBHBIE PEAKIUU.

JlaHHblE peakIHMH, BO3MOXKHO, 3aBUCAT OT JO3bl Mpernapara M Yaile BO3HUKAIOT MOCIe

MapeHTepaIbHOTO BBeleHUs. Bo n3bexxaHue pa3BUTHUS TKENBIX THIIOTEH3UBHBIX PEaKIUil

HE00X0IMMO MPUAEPKUBATHCS CIEAYIOUIUX PEKOMEHIAU:

— BHYTPUBEHHOE BBEJICHHUE Mpernapara cielyeT OCYIIeCTBIATh MEAJICHHO;

— TMAalHUeHTaM C HMEIoIelicsd TUMOTEH3UEH, CHIDKEHHEM o0beMa HHUPKYIHPYIOIIed KpOBH,
Jeruaparanueii, HecTaOWIbHOCTPIO TEeMOAMHAMUKH WJIM C HadajdbHOW cTajue
HEJOCTAaTOYHOCTH  KpoBooOpaileHuss Tpedyercss mpeABapuTeibHas  HOpMaIu3anus
TeMOJIUHAMUKH;

— IpHU JIEYEHUU TMAIMEHTOB C BBICOKOM TeMmIepaTypoil Tenma ciedyeT coOnoarh
OCTOPOXKHOCTb.

VY Takux ManueHToB HE00X0IMMO ¢ 0c000H BHUMATEIbHOCTHIO OIICHUBATh HAJIMYKE TOKa3aHUH

K TIPUMEHEHHI0 MeTaMH30jla, a B Cllyyae BBEJCHHUs Npenapata AHaIbI'MH B IMOJOOHBIX

O6CTO$IT6J'ILCTBaX, HCO6XOI[I/IMO o0ecneyuThb TIIATCJIbHOC MCIHMIIMHCKOC Ha6J'IIOI[eHI/Ie. I[J'IH
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npoduIakTHIeCKre Mephl (CTaOUIN3aIUS TEMOMHAMUKH).

VY manueHToB, KOTOPHIM HEOOXOAMMO M30erath CHIKEHUS apTepUALHOTO JABJICHUS, TAaKUX
KaK TMalueHThl C TSDKEIOM HIIEMUYECKOW OO0JIe3HBIO Cep/lla WM CTEHO3aMH COCYIOB,
KPOBOCHA0KAIOIIHUX TOJIOBHON MO3T, IPUMECHEHHE Tpernapara AHAIBIHH JIOYCKAETCs TOJIBKO
IIPY THIATSIILHOM KOHTPOJIE TeMOJIMHAMUYECKUX MTapaMeTPOB.

Ocmpas b6onwb 6 scueome

Henomyctumo ucnonp30BaHue npernapara AHAIBIUH JJI CHATHS OCTPBIX O0Jiel B KUBOTE (10
BBISICHEHUS VX TIPUYUHBI).

Hapywenue ¢pynkyuu nevenu u nouex

Y MmanueHToB ¢ HapymieHHeM (YHKIUU MEYCHH WM IMOYEK IMpenapar AHAJIBIUH CICIyeT
MPUMEHSATHh TOJIBKO TIOCTIE KOHCYJIBTAllMU Bpada, MOCKOJBKY Yy 3THX TAIlMCHTOB CHIDKEHA
CKOPOCTH BBIBEJICHUS IIperiapara.

Jlexapcmeennoe nopasicenue neyeHu

Y manueHToB, IOJyYaBIIMX METaMH30J, OBUIM OIMCAHBl CIy4aW OCTPOTrO TemnaTuTa,
MPEUMYIIECTBECHHO TeMaTOLEILTIOJIIPHOTO XapaKTepa, KOTOPBIH HAYWHAJICS 110 TIPOIIECTBUU OT
HECKOJIbKUX JTHEW JI0 HECKOJBKUX MECSIIECB IMOCIe Hadaa JiedeHus. [Ipu3Haku U CHMITTOMBI
BKJTIOYAJTM TIOBBIIIEHUE YPOBHSI (PEPMEHTOB TIEUEHH B CBIBOPOTKE KPOBH C KEINTYXOW min 0e3
Hee, YacTo Ha (oOHE BO3HMKHOBEHHS JPYTrUX pPEAKIUHA THIEPUYBCTBUTEIHHOCTH K
JICKapCTBEHHBIM TpenapaTtaM (HanpuMmep, KOKHOM CHITH, TUCKPa3uy KPOBH (MTATOJIOTHYECKHE
W3MEHEHUS KpOBH), JUXOPAAKd W DS03MHODUINN), WA COMPOBOXKIAIUCH TPU3HAKAMH
ayTOMMMYHHOTO TeNaTHTa. BOJBIIMHCTBO TAIMEHTOB BBI3JIOPOBEIH TIOCIE MPEKPANICHUS
JICUCHHSI METAMH30JI0M; TEM HEe MEHEe, B OTJCIFHBIX CIIydasx COOOMIANN O MPOrPECCUPOBAHUT
OCTpPOHl  TICUEHOYHOH  HEIOCTATOYHOCTH, B  pe3yjbTare KOTOpOHl  moTpeboBaiach
TpaHCIUTAHTAIHS TICYCHHU.

MexaHu3M METaMU30JI-MHIyIIUPOBAHHOTO TIOPAXKCHHUS TE€YEHH HE COBCEM SICEH, HO
MUMEIOIINECS TaHHBIC YKA3bIBAIOT Ha €r0 UMMYHOUIEPTUYECKYIO IIPUPOTY.

[TarieHTOB ClleAyeT MPOUHCTPYKTHPOBATH O TOM, YTO WM HEOOXOJIUMO OOpaTUThCS K
JiedanieMy Bpady B clyyae MOSIBJICHHUS] CHMIITOMOB, YKa3bIBAIOIIMX HA MOpa)KEHHE TIeYeHU. Y
TaKUX MAI[MeHTOB CIIeyeT MNPEeKpaTUTh MPUMEHEHHUE METaMU30ja U OIEHUTh (HYHKIUIO
TIEYCHH.

He crnenyer BO300OHOBIATH MpUMEHEHHUE Mpemnapara y MalMeHTOB ¢ HAaJIMYUEM B aHaMHeE3e
MOpaXEHUS TIEYCHU B MEPHOJ] JCUEHUS METaMHU30JI0M, €CIM MPU 3TOM HE BBISBUIHU JAPYTUX
MIPUYMH TOPAKCHHSI IEYCHH.

Bauanue na pe3ynomamsi 1a60pamopHuix uccie008aHuil
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Pe3yIbTaTOB JIAOOPATOPHBIX TECTOB, MPOBOJUMBIX C MCIIOJIIb30BaHUEM peakuuu TpuHaepa u
NOJOOHBIX peakuuil (Hampumep, aHaIW3 KOHLEHTpAIMM KPEaTHHHHA, TPHUIJIMLEPUIOB,
xonectrepuHa JIIIBII u MoueBOI KUCIOTHI B CHIBOPOTKE KPOBH).

BcooMorarenpHble BENIECTBA

Hampuu

Hannenii npenapar cogepxut 1,52 mmons (nmm 35,00 mr) marpust Ha 1 mur. Heo6xomumo
YYUTBIBAThH MAMEHTaM, HAXOSIIMMCS Ha JUETE C OTPaHUYEHUEM MTOCTYTIUICHHUS HATPHSL.

4.5. B3aumojaeiicTBHe ¢ JPYTrHMH JIEKAPCTBEHHBIMHM NpenapaTaMH M Jpyrue BHIbI
B3aMMO/AeCTBUA

C APYIrUMH HCHAPKOTHYCCKUMHU aHAJIBI'C3UPYIOMHNMHU CPEACTBAMHU

O)IHOBpGMCHHO@ MNPpUMCHCHUC MCTaMU30JIa HaATpud C JPpYyruMUu HCHAPKOTUYCCKHUMU
AHAJIBIC3UPYIOIUMHA CPEACTBAMH MOXKCET MNPUBECTU K B3AMMHOMY YCHJIICHUIO TOKCHYCCKUX
¢ dexToB.

C TPUIMKINYECKIMH aHTUJICTIPECCAHTAMH, TIEPOPATEHBIMU KOHTPAIICTITHBAMU, aJUTOMYPHHOJIOM
Tpunukinnyeckne  aHTUACTIPECCAHTHI, IEpOpabHbIE  KOHTPAIENTUBBI,  aJUIOITYPHHOI
HapYIIAT METa00IM3M METaMH30J1a HATPUS B IIEYCHHU U MOBBIIIAIOT €r0 TOKCHYHOCTb.

C 6apOutyparamu, GeHNIOYTA30HOM M IPYTUMHU UHAYKTOPAMU MUKPOCOMATbHBIX (DEPMEHTOB
HeYeHU

bapOutypatsl, ¢heHnnOyTa3oH U Apyrue WHIAYKTOPHl MUKPOCOMAIBHBIX (DEPMEHTOB TICUCHH
0CJa0JISAIOT AEUCTBUE METaMH30J1a HATPHSI.

C ceaTHBHBIMH CpEICTBAMU M TPAHKBHJIM3aTOPAMU

Ce,[[aTI/IBHBIC CpeaCTBa W TPAHKBWIM3ATOPbI YCHIIMBAKOT O6€36OJII/IBaIOH_ICC I[CﬁCTBPIC
MCTaMH30J1a HaTpus. HpI/I OOIHOBPECMEHHOM IIPUMCHCHHMU METaMH30Jla HaTpusl U
XJIopIpoMasruHa MOXKCT PA3BUTLCA TsHKCIIAsA THIIOTCPMMUA.

C nekapCcTBEHHBIMH CPEACTBAMH, UMEIOIIMMU BEICOKYIO CBS3b C OeJIKaMU I1J1a3MBI (HCDODaJ'IBHBIC

THUITOTJIMKEMHWYCCKHMEC CpCACTBA, HCIOPAMBIC AaHTHUKOAI'YJIIAHTBI, TJIIOKOKOPTHUKOCTCPOMUABI W

HUHAOMETAIINH )

MeTtamu3zon HaTpus, BBITCCHSA u3 CBA3HU C OenxamMu I1J1a3MBbI NEpOpaJIbHBIC

TUIIOTTIMKEMHUYCCKUC CPCACTBA, HCIIPAMbBIC AHTUKOAI'YJISIHTBI, TJIFOKOKOPTUKOCTCPOUABI U
HHAOMCTAIIUH, YCUJIINBACT UX JIEHCTBHE.

C MHETOTOKCHYHBIMHU JICKAPCTBEHHBIMU CPEACTBAMM

MuenoToKkCUYHbIE JICKAPCTBCHHBIC CPCACTBA YCHIIMBAKOT IIPOABJICHHUC T'CMATOTOKCHUYHOCTHU
MCTaMHU30JI1a HATPpH:.

C MeToTpeKcaToM
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reéMaTOTOKCHUYECKOE ACHCTBUE METOTPEKCaTa, OCOOCHHO y IMAalMEHTOB MOKUJIOr0 BO3pacTa.
[TosToMy cnemyer n3beraTb COBMECTHOTO IPUMEHEHUS 3TUX JICKAPCTBEHHBIX CPEACTB.

C THaMa30JIOM M CapKOJIU3NHOM

TwramMasoi 1 CapKOJIM3UH MOBBIIAIOT PUCK PA3BUTHS JICUKOIICHUY.

C KOACHHOM, 6JIOKaTODaMI/I Hg-FI/ICTaMI/IHOBI)IX PEOCTITOPOB U NPONPaHOJIOJIOM

Koneunn, Gmokatopsl H2-THCTaMHHOBBIX PELENTOPOB M MPONPAHOJION YCHIUBAIOT d(PPEKTHI
METaMM30J1a HaTPUsl.

C PEHTTCHOKOHTPACTHBIMH BEIICCTBAMHU, KOJJIOMJHBIMU KPOBE3aMEHUTCIIIMU U ITCHUITMJINTMHOM

PeHTreHOKOHTpacTHBIE BELIECTBA, KOJUIOMAHBIE KPOBE3AMEHUTEIN U NEHUIWIIIIMH HE JOJKHbI
MPUMEHSTHCSI BO BPEMsI JICUEHHsS] METaMH30JI0M HaTpus (TOBBIIIEHHBIH DPHUCK DPa3BUTHS
aHa(pMIaKTUYECKUX/aHAPUIAKTOMIHBIX PEaKIuil).

C aneTWJICcaJIMIINIOBOU KUCIOTOM

[Ipy coBMECTHOM TNPUMEHEHHH METaMH30J HATpUS MOXKET YMEHbBIIATh BIMSHHE
aIeTUIICATMIIMIIOBOI KUCIIOTHI Ha arperanuio TpoMOonuToB. [1oaToMy naHHYI0 KOMOMHAITUIO
CIIEyeT IPUMEHSTH C OCTOPOKHOCTBIO TPH JICUSHHUH ITAIMEHTOB, IPUHUMAFOIIUX HU3KHE T03BI
AIETUJICATUIIMIIOBON KUCIIOTHI JUTSl KapAHOMPOTEKIINU (TTpodritakTHKU TpoMO0o0oOpa3oBaHums).

C cyb6crparamu CYP2B6 n/min CYP3A4

MeTtaMu3051 MOXET HHAYLIHUPOBATH MeTabonusupytonme ¢epmentsl, Bkiatouas CYP2B6 u
CYP3A4. ComecTHOE mpuMeHeHHne mMeTamuzoia ¢ cyocrpatamu CYP2B6 u/umu CYP3A4,
TaKUMU KaK OympomnuoH U (paBUpPEH3, METAJIOH, IUKIOCTIOPHH, TAKPOJIMMYC WIIA CEPTPaIIUH,
MOJKET NMPUBECTU K CHIKCHHUIO KOHIICHTPAILIMH JTAHHBIX MTPETapaToB B IIa3Me KPOBH.
[TosToMy pexoMeHayeTcs COONI0IaTh OCTOPOXKHOCTh MPH OJHOBPEMEHHOM IPHUMEHEHHH
Metamu3ona u cyocrpatoB CYP2B6 u/unu CYP3A4; oneHKY KIMHHYECKOTO OTBETa W/HUIU
KOHIICHTPAllMW TIpenapaTa B IUIa3ME€ KPOBH CIICAYET COMPOBOXKAATh TEPANeBTUYCCKUM
JICKApCTBEHHBIM MOHUTOPUHTOM.

C BajgpIpoaToM

MeTtaMu301 MOXKET CHHXKaTh KOHOCHTPAIUIO BaJIbIIpOaTa B CBIBOPOTKEC KpPOBH IIPpH HUX
COBMCCTHOM IIPUMCHCHUH, YTO TOTCHIIUAJIIBHO MOXCT MPHUBECTU K CHUIKCHU IO 3(1)(1)CKTI/IBHOCTI/I
BaJIbIIpoOarta. Bpaan, Ha3HavarouiuM mpemnapar, CJICAyCT KOHTPOJIHUPOBATh KJINHAYECKUU OTBET
(KOHTpOJIB MMPUCTYIIOB HJIK KOHTPOJIb HaCTpOCHI/ISI) u Ipu HCO6XOI[I/IMOCTI/I paccMOTpETh
BO3MOKHOCTb MOHHUTOPHUHI'a KOHICHTPpAallHU BAJIBIIPOATAa B CBIBOPOTKE KPOBH.

4.6. ®epTUILHOCTb, 0€peMEHHOCTD M JIAKTALMSA

bepemeHHOCTD
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METaMH30JI HE OKa3bIBaJl TEPATOTEHHOTO JIEMCTBUS, a TOKCHYECKOE JACHCTBHE Ha TUIOL
HaGJHOl[aJIOCB TOJIBKO ITPU BBICOKHX N03aX, TOKCUYHBIX IJI1 OpraHnu3Ma MaTcCpu. Tem He MCHEC,
KIIMHUYCCKUX JaHHBIX O IPHUMCHCHUHU IIpCIriapara AHaIbprUH BO BpeMs 6epeMeHHOCTI/I
HEJI0OCTaTOYHO.

MeTtaMu30J1 MPOHUKAET Yepe3 IUIALICHTY.

B nepBom TpumecTpe GepeMEeHHOCTH NMPUMEHEHUE IpenapaTa AHaJIbIMH MIPOTUBOIIOKA3aHO.
Bo BTOpOM TpuMecTpe OEpeMEHHOCTH JIeYEHHUE MpenapaTtoM IOJHKHO OCYIIECTBISATHCA IO
CTpOruM MCIAWLNUHCKHNM IIOKa3aHHAM, CCJIM OXuJacMasd I10Jib3a I MaTCpu IMMPECBLIIIACT
MOTECHIMAIbHBIA pUCK 11 Tuiona. I[IpumeHeHwe mipernapara B TPETbEM TPUMECTPE
OCpEeMEHHOCTH TaKXX€ IMPOTHUBOIIOKA3aHO. JTO OOYCJOBJICHO TEM, YTO, XOTS METAaMHU30J U
SIBIIIETCA  CJIA0BIM I/IHFI/I6I/ITOp0M CHUHTE3a MpoCTariiaHaAuHOB, HCBO3MOXHO IIOJHOCTBIO
WCKIIFOYUTh BO3MOXHOCTh TPEXKICBPEMEHHOTO 3aKPBITUS apTepHalbHOrO (0OTaIOBA)
MPOTOKAa M OCJIOXHEHWH B TMEpPUHATAIbHOM IIEPUOJAE, CBS3aHHBIX C HapyIIEHHEM
arperalnMoHHON CIIOCOOHOCTU TPOMOOIIMTOB MaTEPU U HOBOPOXKIACHHOTO.

Jlakranus

MeTtabonuTel MeTaMH30Jla NPOHUKAIOT B TIpyaHoe Moyioko. He nomyckaercss rpyaHoe
BCKapMJIUBAHHE BO BpeMs JICUEHUs MpenapatoM AHAIBIMH U B TedeHUe 48 4acoB moclie
MOCJICIHETO BBEACHMUSI IIpernapara.

4.7. BausiHue Ha CNMOCOOHOCTH YNPABJIATHL TPAHCHOPTHBIMU CPeACTBAMHU U pPadoTaTh ¢
MeXaHU3MaMH

Her panHbix 0 TOM, 4TO mpemapaT AHaJIbIMH B PEKOMEHIOBAHHBIX J103aX OKAa3bIBAaeT
HEeXellaTebHOE BIHUSHHE Ha CIOCOOHOCTh YOPAaBIATH TPAHCIOPTHBIM CPEACTBOM U
BO3MOXHOCTB paboTaTh ¢ MexaHu3MaMmu. OHAKO MpU TepaIuy MPenapaToM B BEICOKUX J103aX,
clieyeT MPUHUMATh BO BHUMaHUE BO3MOKHOCTb HAPYIIEHUsI CIOCOOHOCTH K KOHIEHTPALUU U
CHIDKEHHSI CKOPOCTH PEaKLMH, YTO MOXKET MPEACTaBIATh PUCK B CHUTyaIUsX, TJI€ JaHHBIC
CIIOCOOHOCTH OCOOCHHO BaXKHBI (HallpUMep, YIpaBiICHHE aBTOMOOWJIEM WM JIBUKYIIIMCS
MEXaHU3MOM), OCOOCHHO MPU COMYTCTBYIOIIEM YIOTPEOICHUN ATKOTOJIA.

4.8. HexkesaTeJIbHbIE PeaKIuu

Tabnuunoe pPE3IOME HEKEIATENbHBIX PEAKIINI

Huxe npexncraBiieHbl HEXKENATEIbHBIE PEAKLUHU, PA3ICICHHBIE IO CHCTEMAaM OpraHOB C
YKa3aHMEM YacTOThbl MX BO3HMKHOBEHHUS B COOTBETCTBHUU CO CIEAYIOIIMMHU TpaJalusiMH,
peKoMeHI0BaHHBIMU BcemupHoit opranmsauuu 3apaBooxpaHeHus (BO3): ouens uacto

(>1/10), wacto (>1/100, o <1/10), Heuacto (>1/1000, no <1/100), peaxo (>1/10000, Ho

<1/1000), ouens penxo (<1/10000), wactoTa HeusBecTHa (Ha OCHOBAHUU HUMEIOIIUXCS
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CucTeMHO-OpraHHbIN| Yacrora HesxkenarenbHble peakuuu
KJ1ace
Hapymenuns co croponsl | Penko JlelikoneHust

KpoBU U nuMpaTudeckoi | OueHb peako | ArpaHysiouTo3 (BKITIOUAst cly4yau c

CUCTEMBI JeTaTBHBIM UCXO0M ), TPOMOOIIUTOTICHUS

Yacrora Annactudyeckas ~— aHEMHMS,  IIAHIUTOIICHUS,

HCHU3BCCTHA BKJIIO4asd C1y4dau € JICTaJIbHBIM HCXOA0M

Ot pC€aKkiun ABJIAOTCA UMMYHOJIOTMYCCKHUMHU I10 cBOEeH mpupoaec. OHu MOI'yT BO3HUKATb
Jaxxe B Cclydae, €CIIM paHee IpernaparT NPUMEHSJICS HEOAHOKpAaTHO 0e3 KaKuX-ITH0o
OCJIOKHEHUH.

TUNUMYHBIMM CUMOTOMaMHU arpaHyJIOLUUTO3a SBJSIOTCS BOCHAJIMTEIbHBIE MOPaKEHUS
CIIM3UCTBIX 000JI0YeK (MOJIOCTH pTa W TIIOTKH, AHOPEKTAJIBLHOW OO0JIACTH W IMOJIOBBIX
OpraHoB), 0oJib B ropiie, JIUXOpajka (BKJIIOYAss HEOXUIAHHYIO YCTOWYMBYIO JIUXOPAIKY
HESICHOW 3THUOJIOTUW WIW PEIUIUBHUPYIONIYIO JUX0paaky). CiaeayeT y4uThIBaTh, YTO €CIIH
MalUeHT MOJIy4aeT aHTUOMOTUKOTEpaInio, TO TUIUYHBIE MPOSBIEHUS arpaHyJoUTO3a
MOTYT OBITh MUHUMAJIbHO BBIpaKeHHBIMH. CKOPOCTH OCEIaHUSI SPUTPOLIMTOB 3HAUUTEIHHO
YBEJIMUMBAETCS, B TO BpEMS KaK yBeJIMYEHHE IUM(POY3II0B SBIISETCS C1a00BBIPAKEHHBIM HITU
OTCYTCTBYET.

TUNMYHBIME CHUMITOMAaMU TPOMOOIUTOIIEHUHU SIBJISIFOTCSI TOBBIIIEHHAS CKIOHHOCTh K
KPOBOTEUYEHHIO M BOSHUKHOBEHHE METEXUI HA KOKE U CIIM3UCTHIX 000JI0UKaX.

B cnywyae pa3BuTuS BBIIICHEPEUYHCICHHBIX HApPYUIEHHWH €O CTOPOHBI KpPOBU H
muM(paTHIeCKON CHCTEMBbl HEOOXOIMMO MPEKPAaTUTh MPUMEHEHHUE IMpenapara U MpOBECTH

Pa3BEPHYTHIN KIMHUYECKUA aHAJIN3 KPOBH (CM. pazzei 4.4).

Hapymenust co cropons! | Peako Meramu301  HaTpUsi ~ MOXKET  BBI3BIBAThH
UMMYHHOH CHCTEMBI aHaWIaKTHYECKHE WIM aHa(UIaKTOUIHBIC
pEaKIK, KOTOPbIE MOTYT OBITh TSDKEIBIMH H
YTPOXKAIOIIUMH JKU3HH, U B HEKOTOPBIX CITydasx
MOTYT TPUBECTH K JIETAJILHOMY Hcxoay. B
cily4dae pa3BUTHS
aHa(UIaKTHYECKUX/aHAPHIAKTOUTHBIX

peakuuit HeoOXOAMMO HEMEUIEHHO PEKPATUTh
BBEJICHUE Mperapara, MPOBECTH MEPONpPUATHUS

1o OKa3aHHIO nanmucHTamM HEOTJIOKHOM
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pa3BepHYTHIN KIMHUYECKUI aHAJIU3 KPOBH (CM.
pasnen 4.4).

OTH peakuy MOTYT BO3HHKATh JJaKe B CIIydae,
eciu panee npemnapar MIPUMEHSIICS
HEOJHOKpPAaTHO 0€3 Kakux-J11b0 OCIIOKHEHUH.
Takwe  JEeKapCTBEHHbIE  PEAKIUH  MOTYT
pa3BUTBHCS BO BpEMSl HMHBEKIMH METaMH30JIa
HATPUS WIH Yepe3 HECKOJIBKO YacOB IMOCTE €ro
BBEJICHHUS, O/THAKO OOBIYHO OHH HAOIOAOTCS B
TEUYEHWEe TIePBOIO 4Yaca TIOCIe BBEACHUS
npemnapara.

OO6b1yHO OoJiee erkue aHauIaKTUYeCKUe Hin
aHaQWIAKTOUHbIE PEaKLUUU MPOSBISIOTCA B
BUJIC KOXXHBIX CHMITOMOB M CHMIITOMOB CO
CTOPOHBI CIIM3UCTHIX 000JI0UEK (TaKUX KaK 3y,
AOKEHHe, TUIEepeMHUsl, KpamnuBHHIA, OTEKH),
ONBIIIKK U peXe B BUIE KaI0O CO CTOPOHBI
KEITyJA0YHO-KUIIEUHOTO TpakTa. bosee nerkue
peakuuu MOTyT MPOrPECCUPOBATH JIO TSAKEIBIX
dopM ¢  pa3BUTHEM  TEHEpaTU30BaHHOU
KPanMBHUIIBI, TSXKEIOI0 aHTMOHEBPOTUYECKOTO
oTeka (OCOOCHHO C BOBJICUCHHEM T'OpPTaHH),
TSDKEJNOro OpoHXOCHa3Ma, HapylIeHW puTMa
cepllia, PEe3KOro CHIKEHHUS apTepHabHOTO
naBieHus (KOTOPOMY HWHOTJA MPEALIECTBYET
MOBBIIIEHHE apTEePHALHOTO JaBICHUS) U

Pa3BUTHEM I'€EMOJUHAMHWYCCKOI'O IIIOKA.

OueHb PCIAKO Y namMeHToB C MOJHBIM WM HEMOJHBIM
COUCTAaHUEM 6pOHXI/IaJ'H:>HOI7I ACTMBI,
pPCOUANBUPYIOIICTO ITIOJIMIIO3a HOCa u
OKOJIOHOCOBBIX TIIa3yX HW HCIICPECHOCUMOCTU
aleTUICAIMIIMIOBOM KHCIOTHl WA APyrux
HECTCPONUIHBIX IMPOTHUBOBOCIIAJIMTCIIBHBIX

IpernapaToB (B TOM YUCIIE B aHAMHE3€), PEaKIIuU

12
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BUJIC IPUCTYTIOB OPOHXUATBHON aCTMBI.

Yacrorta

HCHU3BCCTHA

AHa(UIaKTUYIECKHIA MIOK.

Hapymenns co cTopoHsl

cepama

Yacrora

HCHU3BCCTHA

Cungpom Koyhnuca (amnepruueckuil OCTpbId

KOPOHApHbIN CUHIPOM)

Hapymenns co cTopoHsl

COCYJIOB

Heuacto

Bo Bpems wnm mocne BBeACHHS Iperapara

BO3MOXHO Pa3sBUTHC HU30JIMPOBAHHBIX

TPAH3UTOPHBIX THUIIOTOHUYCCKUX peaKIII/II\/'I

(BO3MOXXHO (hapMaKoIOTn4eCcKn
OoOyCIIOBJIGHHOE M HE COIPOBOXKJIAIOLIEECS
JIpyTUMHU IPOSIBICHUSIMU
aHapMIaKTHYECKUX/aHAPUIIAKTOMIHbBIX
peakmuii); B PpEIKHX CIy4asx — Ppe3Koe
CHMIKEHHUE apTepHAIIbHOIO JIaBJICHU.

beicTpoe BHYyTpHBEHHOE BBEIEHHE Ipernapara
YBEJINYHUBAET OJJOOHBIX

PUCK  pa3BUTHUA

THUITOTCH3UBHBIX peaKuHﬁ.

KenynouHo-KuIieyHbie

HapyUICHUS

YacTtoTa

HCHU3BCCTHA

Coo0mianoch 0 ciayyasx pa3BUTHS KellyI049HO-

KHIICYHOI'O KPOBOTCUCHMUS.

Hapymiennst co cTopoHbl
MEYEeHU u

KCITYCBBIBOAAIIUX HYTeﬁ

YacTtoTa

HCHU3BCCTHA

Moxer pa3BUBaTHCS JIEKapCTBEHHOE
NOpaKEHUE TICYCHH, BKJIFOYasi OCTPBIN TeNaTHT,
KENTYXY, TOBBIIICHHE YPOBHS «IIEYCHOUHBIX)

TpaHCaMHUHA3.

Hapymenust co cTopoHsl
KOXKM M TOJKOXKHBIX

TKaHel

Heuacto

Kpome MPOSIBIICHU I
aHapUIaKTHYECKUX/aHAPUIAKTOMIHBIX

peakuuii Ha KOXe M CIM3HMCTBIX 000JI0YKaX,
BbIILIE, HEYacTo

MEPCUUCIICHHBIX MOXCT

BO3HHUKAThb q)HKCHpOBaHHaH JICKapCTBCHHAA

CBIIIb.

Penko

KoxxHas ceimeb.

Ouensb peako

Cungpom Crusenca-/[xxoncona (CCJ) wmum

CHUHIPOM Jlaienna (TOoKCHueckuit
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JICTAJIbHBIM HUCXOAO0M.

Yacrora JlekapcTBeHHass peakius ¢ S03MHOpUINEeH u

HEN3BECTHA cucteMHbiMu cumnToMamu (DRESS-cunapom).

Hapymenus co croponsl | Heuacto Bo3MOXHO OKpammBaHHe MOYM B KpacCHBIM
MOYEK u LBET BCJEACTBUE TMPUCYTCTBUS B  MOYE
MOYEBBIBOJSIINX ITyTEU MeTabonuTa — py0a30HOBOW KUCIIOTHI.

Ouens peaxo | Bo3moxHO ocTpoe yxyiienne GpyHKIUH TOYeK
(ocTpast IO4eyHas HEJ0CTaTOYHOCTb),
OCOOCHHO Yy TMAalMEeHTOB ¢ 3a00JeBaHUSIMU
IIOYEK, B HEKOTOPBIX CIy4asX C OJUTYypHEH,
aHypuel WIM TNPOTEUHYpPUEH; B E€IUHUYHBIX
CiIy4asx MOXKET pa3BUTbHCA OCTpBIi

MHTEPCTULIMAIbHBIN HEPPUT.

O6mme Hapymenuss wu | Hewacto B MecTe nHbEKIIMN BO3MOKHA O0JIE3HEHHOCTh U
peakuuu B MecTe MECTHbBIE PEAKIINH (TUIIEPEMHUSI).
BBEICHUA Ouens penko | Gredur.

Coo01ienne 0 moA03peBaeMbIX HEKEIATENbHBIX PEAKIIUIX

BaxHo cooOmare 0 MOJ03peBaeMbIX HEXKENIAaTelNbHbIX pPEAKLUUAX IOCIEe PEruCTpaIiu
npernapara ¢ Leiblo 00ecreyeHHus HEeNpepbIBHOIO MOHHUTOPHHIA COOTHOIIEHUS «IOJb3a —
PHUCK» JIEKapCTBEHHOI'O Mpenapara. MeIuIMHCKUM pabOTHUKAM PEKOMEHIyeTCsl cOO0IaTh O
JTOOBIX TOA03PEBAEMBIX HEXENaTeNbHBIX PEaKUUAX JIEKApCTBEHHOr'O Ipernapara uepes
HaIlMOHAJIbHBIE CHUCTEMBI COOOLICHMSI O HEXKENaTeJIbHBIX PEaKIMsIX TOCYAapCTB — UJIECHOB
EBpa3uiickoro 3KOHOMHUYECKOI0 COI03a.

Poccuiickas @eneparus

denepanbHas ciayx06a 1o Hax30py B cepe 31paBoOXpaHEHUs

Anpec: 109012, . MockBa, CnaBgHcKas miiomanis, 1. 4, ctp. 1

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

OnexTpoHHas nmouta: pharm@roszdravnadzor.gov.ru

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

4.9. llepeno3upoBka

CuMnOTOMBI

ITpu nepeno3upoBKe BO3MOXKHO MOSIBJICHUE CIIEAYIOIIUX CUMIITOMOB: TOLTHOTA, PBOTA, 60JIM B

KHBOTC, CHHIXXCHHC (I)YHKI_II/II/I HO‘{CK/OCTpaSI noycyHasds HCEAOCTATOYHOCTb C OJ'IHprHCfI
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(Hampumep, BCIEACTBUE Pa3BUTHUS HHTEPCTULIMATBHOTO @%J%EJ E&HS' Chimrr St bo

CTOPOHBI LIEHTPAJIbHOI HEPBHOU CUCTEMBI (FOJIOBOKPYKEHUE, COMHOJIEHIIHS, KOMa, CYJOPOTH)
U PE3KOE CHIKEHUE apTEPUATILHOIO JaBJIEHUs (MHOI/A IPOrPECCUPYIOLIEE 10 I10KA), a TAKKE
HapylLleHusl cepaedHoro purtMma (taxukapausi). llociae BBeneHus OYEHb BBICOKHMX J103
BBIBEJICHUC dYepe3 IOYKH HETOKCHYHOro Meraboymra (pyOa30HOBOW KHCIOTBI) MOXKET
BbI3bIBAaTh KPACHOE OKpAIIMBAaHUE MOYH.

Jleuenue

Crnenmduueckoro aHTHIOTa U1l MeTaMu30J1a HaTpus HeT. OCHOBHOM MeTaboIUT MeTaMu30J1a
(4-N-MeTHIaMUHOAQHTUTTUPUH) BBIBOJAUTCS C TIOMOINBI0 TeMOJAMANN3a, TeMOQUIbTPAIINH,
remorieppy3un wid puiabTpauuu Miaazmel. [Ipy pa3sBUTHM CYJOPOKHOTO CHHApPOMA —

BHYTPHUBEHHOE BBEJICHUE JTMa3ernamMa 1 OBICTPOICHCTBYIONINX OapOUTYpaTOB.

5. PAPMAKOJIOTHYECKHUE CBOMCTBA

5.1. ®apmakonnHaMuYecKHe CBOMCTBA

dapmakoTepaneBTUUECKasi I'pyMIa: aHalIbleTHKH, JAPYrHMe aHaIbleTHMKHM M AHTUIHMPETHUKH;
IIUPA30JIOHBI.

Kox ATX: N02BB02.

MexaHus3M JIENCTBUS

Ero mexaHu3M JeicTBHsS OKOHYATEIBHO HE yCTAaHOBJEH. VMeromuecs: NaHHBIE MO3BOJISIOT
0JIaraTh, YTO METAMHU30JI M €r0 OCHOBHOM MeTabouT (4N-MeTrnamuaoanTunuput [4-MAA])
o0JIaaf0T [EHTPAIbHBIM ¥  Tepu(epHuecKUM MEXaHH3MOM JedcTBUsS. B mosax,
MPEBBIIAIONINX TEPATICBTHYECKUE JI03bI, MOXET JIOCTUTATHCS MPOTUBOBOCIAIUATEIBHBIN
3P PEeKT, BOSMOXKHO 32 CUET IMOAABICHHS CHHTE3a MPOCTArJIaHHMHOB.

dapmakoamnHaamMudeckue 3 heKTh

AHanbpre3upyonee HEHApKOTHYECKOE CPEJCTBO TPYIIBI  MHUPA30JIOHOB, OO0JaaaroIiee
aHAJIbre3UPYIOIINM, SKAPOTIOHIKAIOIIUM U CIIa3MOJIUTHUYECKUM JCHCTBUEM.

5.2. PapmakoKMHeTHYeCKHE CBOHCTBA

Ab6copbuus

[Tocrne BHYTPUMBILIEYHOTO BBEACHHUS Mpernapara OWOAOCTYIHOCTh OCHOBHOTO MeTaloJuTa
Meramuzona (4-MAA) cocraBuser 87 %. CpenHee 3HaYeHHE BpPEMEHH JIOCTHXKEHUS
MaKCHMaTbHOM KOHIIEHTpAaIlUU TIocTe B/M BBeJeHus — 1,7 daca.

Pacnpenenenue

CaszpiBanne 4-MAA ¢ 6erkaMul 11a3Mbl KPOBH cocTaBisieT 58 %. Jlpyrue MmeTabommThl MeTaMu3051a
CBSI3BIBAIOTCS ¢ O€IKaMU TUIa3Mbl KPOBU B CIIEIYIONIEH cTeneHu: 4-aMUHOAHTUIHPUH — 48 %;

4-hopmuiamuHOAHTUIIMPHH — 18 % u 4-aneTunamuHoanTunuput — 14 %.
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MeTamu30/1 MPOHHKACT Yepes mianeHTapHbiii Gaphep. Mera6o) iy Metamusoila mhoHuRAoT

B IPYTHOE MOJIOKO KOPMSIIMX MaTepen.

Buorpancdopmanus

OcHoBHOI MeTabonuT Meramu3ona, 4-MAA mnonaBepraercs AajdbHEHIIEMy METa00Iu3My B
MEYEHU IyTEM OKHUCJICHUS, JAEMETHJIMPOBAHUS M MOCJIEAYIOIIETO aleTUINPOBaHUS.
JpyrumMu OCHOBHBIMU METAa0O0JIMTAMHA METaMH30JIa SBISIOTCA 4-aMUHOAHTHIIHPUH (4-AA),
4-popmunamunoanTunupu  (4-OAA) wu  4-auermnaMuHOAHTUNIUPUH  (4-ATAA).
HccnenoBanne CBOWCTB YETHIPEX OCHOBHBIX META0OJIMTOB MeETaMHU30Jla I10Ka3ajao, 4TO
KAPOMOHIIKAIOIIEe, aHAJIbIe3UPYIOLee U TNPOTUBOBOCHAIUTEIBHOE JIEHCTBUE Ipernapara
MOTYT ObITh 00ycioBieHbl MeTabonutamu 4-MAA u 4-AA.

DIMMHUHAIS

VY 3p0poBeIX Myx)4uH Oojsiee 90 % mo3bI mpenapara, BBEICHHON B/B, BBIBOAUTCS C MOYOH B
teuenue 7 muei. Ilepuon momysweiBeneHus (T12) MeTamMu3oi1a, MEUEHHOTO PaTMOU30TOIIOM,
cocrasisieT okoJio 10 gacos.

Jst 4-MAA 3HadeHus: TepMUHAIBHOTO T1/2 TIPU pa3HBIX MYTAX BBEICHUS KOJEOIIOTCS B
npeaenax ot 2,5+0,06 go 3,2+0,8 gacos, a s Apyrux meradoautoB T, cocraBiuser ot 3,7 10
11,2 gacos.

JInnelHOCTh (HENMMHENHOCTBD )

Jng  Bcex MeTabONMTOB METaMM30Jla XapakTepHa HeNMHEWHas (apMaKOKMHETHKA.
Knuandeckas 3HaUMMOCTh AaHHOTO (hakTa HE ycTaHOBJEHa. [Ipu KOPOTKOM Kypce JeUeHHsI
HaKOIUIEHHE METab0IUTOB UMEET MUHUMAIbHOE 3HAaUECHHUE.

IloyeyHas HEJIOCTATOYHOCTh

[Tpu HapymeHuUsIX GyHKITUH TOYEK CHUYKAETCSI CKOPOCTh BBIBEJICHHUS HEKOTOPBIX METAa0OIUTOB
(4-AuAA, 4-OAA). [TosToMy MaleHTaM ¢ HapyIIeHUAMH (QYHKIHH [TOYEK CIIeAyeT u3berath
MPUMEHEHHSI ITperapara B BRICOKUX J103aX.

IleyeHoYHAs HEAOCTATOYHOCTD

VY nauueHToB ¢ HapymeHusMH (QyHKiuM nedeHu Tiz 4-MAA un 4-OAA yBenuuuBaercs
npuMepHo B 3 pasa. IlosTomy y manueHTOB ¢ HapymIeHMSAMU (YHKLUUU IE€YEHU CIeIyeT
n30eraTh MPUMEHEHUS Npernapara B BBICOKUX J03aX.

JInIla moXKMI0Tr0 Bo3pacra

Y 310poBBIX J00pOBOJIBLIEB MOXMJIOro Bospacta Tiz 4-MAA OblT  CYHIECTBEHHO
IIPOJOJDKUTENIBHEE, a KIUPEHC 4-MAA — CylIeCTBEHHO HWXKE, UEM Y JIMI] MOJIOZOIO BO3pacTa.
eTH

BriBenenue MeTa00JIUTOB y JeTen IMPOUCXOAUT 3HAYUTCIILHO 6LICTpee, 4YCM Yy B3POCIIbIX.
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6. DAPMALIEBTHYECKHUE CBOMCTBA (MOCNELOBATENEHOCTL 0001)

6.1. IlepeuyeHb BCIOMOraTeJIbHbIX BelllECTB

Hatpus nucynsdur

JuHarpus snerat

Bonga n1g nanexuin

6.2. HecoBMecTUMOCTH

B c¢Bs131 ¢ OTCYTCTBHEM UCCIIEI0OBAHUM COBMECTUMOCTH, JIAHHBIN JIEKAPCTBEHHBIN IIpenapar He
CJIeIyeT CMEIINBATh C IPYTUMU JIEKaPCTBEHHBIMU MpErapaTaMu.

6.3. Cpok romrHocTH (CPOK XpaHeHusl)

3 rona.

6.4. Oco0ble Mepbl MPETOCTOPOKHOCTH MPH XPAHEHHH

B 3amumierHom oT cBeTa Mecte, pu Temneparype He Boie 25 °C.

6.5. XapakTep u cofepkaHue NEPBUYHONH YIAKOBKH

ITo 1 mu1, 2 M1, 5 MuT TIpemapaTa B aMITyJIbl B3 HEHUTpaJIbHOTO cTekina Mapku HC-3.

Ha ammnyny HakyieuBaroT 3TUKETKY U3 Oymaru o)CeTHON MM CaMOKJIESIIYIOCS 3TUKETKY WU
MapKUpOBKY HAHOCAT Ha aMIlylly OBbICTPO3aKpEIUISIONIecsl Kpackol il CTEKJISTHHBIX
15631 (S0%0% 8

I[To 5 wim 10 aMmyn MNOMEMIAIOT B KOHTYPHYIO SIYEMKOBYIO YIAKOBKY M3 IUICHKH
MTOJIMBUHUJIXJIOPUTHOM.

ITo 1, 2,4, 10, 20 KOHTYpPHBIX SYEHUKOBBIX YIIAKOBOK IO 5 amiys win 1o 1, 2, 5, 10 KoHTypHBIX
SIMEMKOBBIX YIAKOBOK 10 10 aMITys1 BMECTE ¢ MHCTPYKIMEHN IO MEAUIITMHCKOMY IPUMEHEHHIO U
CKapu(PUKATOPOM aMITYJIbHBIM WJIM HOKOM aMITyJIbHBIM TIOMEIIAI0T B MaYKy U3 KapTOHA.

ITo 10 ammyn BMecTe ¢ MHCTPYKIMEH MO METUIIMHCKOMY MPUMEHEHHIO U cKapudukaropom
aMIyJbHBIM WA HOXKOM aMITyJIbHBIM IIOMEIIAOT B MAYKy U3 KapToHa ¢ GOPMOI U3 KAPTOHHBIX
SYEEK IS YKIaJKU aMITyJl.

[Ipn ucmonb30BaHMM ammyJl C HAAPE30M W TOYKOW WM KOJBIIOM H3JI0Ma ckapudukarop
aMITyJIbHBIA WJIM HOK aMITYJIbHBIM HE BKJIAJbIBAIOT.

He Bce pa3mepbl yiakoBOK MOTYT OBITh JOCTYIIHBI JUISl pEaJIU3aIiH.

6.6. Oco0ble Mepbl NPEJOCTOPOKHOCTH TMPH YHHYTOXKEHHMH HCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0 TMpenapara MJIH OTXO0A0B, IMOJYYEHHBIX II0CJe TNPHMEHeHHUs
JIEKAPCTBEHHOI0 Mpenapara, ¥ Apyrue MaHUNyJISUHMHU C PenapaTom

Het oco06bIx TpeGoBaHUH K yTHIIN3AIUH.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YJIOCTOBEPEHUSA

Poccuiickas ®@enepanus
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COOTBETCTBYET 3KCMEPTHOMY OTUETY
ot 23.07.2024 N2 15100
000 «DapyAT» (NOCNEOOBATENLHOCTL 0001)

107078, r. MockBa, BH.Tep.I. MyHULIUNIAJIBHBIN 0KpyTr KpacHocenbckuid, niep. 1-ii bacMaHHbIH,
1. 5/20, ctp. 2, momen. 4
7.1. IlpeacTaBuTe/Ib JepaKaTENsA PErHCTPALMOHHOIO YI0CTOBEPEHHUS

IIperen3uu morpeduTENe HAIPABIIATE O aAAPECY:

Poccuiickas ®@enepanns

000 «AnpTpo»

107078, r. Mocksa, yn. HoBopsizanckas, a. 18, ctp. 21, ot1. 1, mom. 14A
Ten.: +7 (909) 906-28-04

OnekrponHas moura: I.farmakonadzor@yandex.ru

8. HOMEP PETHCTPAHMOHHOI'O YIOCTOBEPEHUSA

9. IATA NEPBUYHOMN PETUCTPAIIAU (ITIOATBEPXKJIEHUSA PETMCTPAIIUMH,
HNEPEPETUCTPALIUN)

JlaTa nepBoil perucTpauu:

10. JATA IIEPECMOTPA TEKCTA

OOmass  XapakTepuCTHUKa  JIGKAPCTBEHHOrO  Ipernapara  AHaJbIMH  JIOCTyIIHA  Ha
nH(pOpMallMOHHOM TMopTaje EBpasuiickoro 3KOHOMHYECKOr0 cOk3a B HH(OPMAalMOHHO-

KOMMYyHHUKaImonHoi cetu «MuTepuer» http://eec.eaeunion.org/.
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