COOTEBETC TEi_'h" ET SKCNEPTHOMY OTUYETY
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OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA "0 T)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Ananerud, 500 mr, Ta0IeTKH.

2. KAYECTBEHHBII 1 KOJIMYECTBEHHBIA COCTAB

JelicTByrolee BEIECTBO: METaMHU30JI HaTPUSL.

Kaxxnas tabnerka comepxut 500 Mr MeTamMu30J1a HaTPHSI.

BcnomoraTenbHble BelecTBa, HaJMYKWe KOTOPBIX HAJ0 YUUTHIBATh B COCTaBE JIEKAPCTBEHHOTO
npemnapara: caxaposa (cm. pazuen 4.3., 4.4.).

[TonHbIN epevyeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEJIEH B pazjeie 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku.

Kpyribie MaoCKOMMIMHIPHYECKUE TaOJETKH Oenoro Wiy OeJIoro €O Cllerka >KeITOBAThIM
OTTEHKOM I[BeTa C (haCKOW U PUCKOM.

4. KIMHUYECKHUE JAHHBIE

4.1. lloka3zanusi K NPUMEHEHUIO0

AHaJbIMH NMOKa3aH K MPUMEHEHHUIO Y B3POCIBIX U JIeTeil crapiie 15 ner.

e CWIbHBIA OCTPBHIM WM XPOHUYECKHI OOJIEBOM CHHAPOM B IOCJIECONEPAIMOHHOM MEpHOJIe,
pH TpaBMax, KOJIMKAX, OHKOJOTMYECKUX 3a00JICBaHHMSIX W JPYTHUX COCTOSHHUSAX (BKIIIOYAs
TOJIOBHYIO U 3yOHYIO 0O0JIb), €CJIM HE MTOKa3aHbl IPYTHUe TEPANICBTUUECKUE METObI JICUCHHS.

e Jluxopazka, yCTOWYMBas K JPYTMM METO/IaM JICUCHUSI.

4.2. Pexxum 103MpoBaHus U €c1IOCO0 NPUMEHEHUs!

PexxuM 103upoBaHus

PazoBas mo3a ans B3pocnbix coctaBisger 500 mr (1 Tabnerka). MakcumansHas pa3oBas 1032 —
1000 mr (2 Tabnerku). Ecnu He npeanucano nHaue, pa3oBas 03a MOXKET ObITh MPUHSATA 110 4 pa3
B cyTKU. MakcumanbHasi cytodHas go3a — 4000 mr (8 TabneTox).

Crnenyer NpuMEHATh MUHUMAJIbHYIO /103y, JOCTATOUHYIO JUIl KOHTPOJIS 00U U JIUXOPAJIKH.

[Ipy mpuMEHEHUH B KayecTBE aHAJIbI'E3UPYIOIIEr0 CPeICTBA IMPOJOKUTENIBHOCTE  TEparuu
1-5 nHel, npu NpUMEHEHUH B Ka4eCTBE KapOMOHMKAIOLIETo cpeAcTBa — 1-3 mHs.

He cnenyer npumensTs nmpenapaT B T€UEHUE JUIUTEIHLHOTO BPEMEHU WM YBEIMYMBATH 103y 0€3
Ha3HaueHUs Bpaya.

[Ipu coxpaHeHMHM WU YBEJIMYEHUHM MHTEHCUBHOCTH OO0JIEBOrO CHHApPOMA HEOOXOIMMO
MIPOKOHCYJIETUPOBATHCS C BPAuoOM JUISI OIPENENICHUs] TIPUYUHBI CUMIITOMOB. [Ipu mumTebHOM
NPUMEHEHHH HEOOXOIMMO KOHTPOJIUPOBATh YMCIO (DOPMEHHBIX DJIEMEHTOB KpPOBH (BKIFOUAs

noaCUYCT OTACIIBbHBIX BUJIOB HCﬁKOHHTOB).
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(NOCNEQCBATENEHOCTE 0001)

Oco0bnIe I'pynIibl TaMEHTOB

Tlayuenmui nodcunozo eospacma
[TatmeHTaM TOXWIOTO BO3pacTa CIEAyeT YMEHBUIMTH 103y, TIOCKOJBKY BBIBEICHHUE
MeTabOoIUTOB METaMH30J1a HATPUSI MOKET ObITh 3aMEJICHO.
Tayuenmsi ¢ HapyweHnuem ynKyuu neveHu
[TockonbKy npu HapymeHUSX (YHKLIHU TEYCHH CKOPOCTh BBIBEJCHHS Iperapara CHIDKACTCS,
ciemyer u30eratb MOBTOPHOTO NpHeMa BBICOKMX 103 Tpemnapara. B cioyyae npuMeHeHUs
npernapara B Te4€HHE KOPOTKOIO Mepro/ia BpEMEHH CHIDKEHUE J103bl He TpeOyeTcs. HeT manHbix
0 JIOJITOCPOYHOM MTPUMEHEHUH TperapaTa.
Tayuenmoi ¢ HapyweHuem hyHKyuu novex
[TatmenTamM ¢ HapymIEHUSIMH OOIIETO COCTOSHHUS W CHW)KEHHBIM KIMPEHCOM KpeaTHHHHA
ClelyeT YMEHBIIUTh 03y, MOCKOJIbKY BBIBEJICHUE METAa0OJIMTOB METaMM30Jla HATPUS MOXKET
OBITH 3aMEJJICHO.
[TockonbKy mpu HapylieHUsX (YHKIHU TOYEK CKOPOCTh BBIBEACHHWS TNpenapaTa CHIDKACTCS,
cieyer u30eratb IMOBTOPHOTO NpHeMa BBICOKMX 03 Tpemnapara. B cioydae npuMeHEHUs
mpernapara B Te4€HHE KOPOTKOIO MeproJia BpEMEHH CHIKEHUE J103bl He TpeOyeTcs. HeT naHHbIX
0 JOJITOCPOYHOM MIPUMEHEHUH TperapaTa.

eTu
Lemu cmapwe 15 nem (> 53 ke)
Pexum noszupoBanus st neteit ot 15 go 18 et He oTiaMyaeTcs OT pekuMa JO3UPOBaHUS IS
B3pOCIIBIX.
Jlemu maaowe 15 nem
[IpenapaT AHanbIMH NPOTUBOINOKA3aH AETAM 10 15 ner.

Crooco0 nmpuMeHeHus

BHYTpI). Ta6J'IeTKy CJICAyCeT NporyaTrbiBaTb, HE PA3KEBbIBAA, 3alvBasg HOOCTATOYHBIM

KOJIMYECTBOM BOJBI.

4.3. IlpoTuBONOKA3aHUSA

e [uUnepuyyBCTBUTEIBHOCTh K METaMM30Jy HATpUs MIM K JIIOOOMY M3 BCIOMOTaTENbHBIX
BEIIECTB, MEPEUYUCICHHbIX B pazjene 6.1., a Takke K JpyruM mnupaszojoHam (¢deHa3oH,
nponudeHazoH, H30NpONMIAMMHO(PEHAa30H) WM K nupasoiauauHaM  ((peHuI0yTa3oH,
okcu(eHOyTa30H), BKJIIOYas, HallpUMep, yKa3aHUs B aHAMHE3€ Ha pPa3BUTHE arpaHysoLUTO3a
NIN TAXKEIIBIX KOXKXHBIX peaKHI/Iﬁ Ipu MPUMEHCHUHN OJJHOT'O U3 3THUX npenapaTOB;

® HapyUIeHHUs KOCTHOMO3TOBOI'O KPOBETBOpPEHUS (HalpUMep, Mocie JIeYeHUs UTOCTaTUKaMMU)

WIn 3a00JIeBaHUs T€MaTOIIOITHYECKOM CUCTEMBI,
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(HampuMep,  KpanmMBHMIlY, PUHHUT, AHTMOHEBPOTUYECKUH  OTE€K) IpU  NPUMEHEHUH
aHAJBIe3UPYIONX IMPErnaparoB, TaKUX Kak CAIMLWIATHL, NapaneTaMoll, AUKIO(EHaK,
uOynpodeH, HHIOMETaIlH, HAIPOKCEH;

e OCTpas MHTEPMUTTHpYIOLIAs IedeHouHas mnopdupus (pUck pa3BUTUA 00OCTpEeHUi
nopgupun);

® BpOXK/IEHHAs HEJOCTATOYHOCTb IIIH0K030-6-hochaTaernaporenaspl (pUCK pa3BUTUS FEMOJIN3A);
e 0OepeMEHHOCTH (IIEPBbII U TPETUI TPUMECTP);

® [IEpHOJ] IPYAHOTO BCKApMIIMBAHUS;

e JIeTCKUi Bo3pact 10 15 ner;

e nebuuUT caxapas3bl/H30MalbTa3bl, HEMEPEHOCUMOCTb (PYKTO3bI, IJIIOKO30-TaJaKTO3Has
MajbabCcopOITus.

4.4. OcoOble ykazaHHMsl M1 Mepbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO:

o [lpu aprepuasbHOIi THIIOTEH3UH (CHCTOINYECKOE apTepraibHOe AaBneHue Hike 100 MM pr. cT.),
HECTaOMIBHOCTH TeMOAMHAMUKHY (MH(APKT MUOKap/1a, MHOKECTBEHHAs TPaBMa, HAUWHAIOIIANCS
IIOK), CHW)KEHMHM o0beMa  LUPKYJUpYyIOIlell  KpOoBH, HauyMHAIOUIEHWCs  CepAeyHOM
HE/I0CTaTOYHOCTH, BHICOKOH JIMXOpajKe (MOBBILICHHBIH PUCK PE3KOr0 CHUKEHUS apTepHaIbHOIo
JIABIICHUSA).

e [lpu 3a00eBaHUsX, IPU KOTOPHIX 3HAYUTEIHLHOE CHIDKEHHE apTEPHATIHHOTO JaBICHUS MOKET
MPEJICTABIISTH MOBBIIIEHHYIO OMACHOCTD (MTALIUEHTHI C TSHKEJIOW HIIEMUYECKON O0JI€3HBI0 cepiia
Y BBIPQ)XEHHBIM CTE€HO30M apTEpUil TOJIOBHOI'O MO3Tra).

e [Ipu ankoronausme.

e [Ipy TOBBIIIEHHOM pHCKE pa3BUTUSA TSDKEIbIX aHa(pUIaKTUYECKHX/aHa(UIaAKTOUIHBIX
pEaKIHi y MALIMEHTOB C:

— OpOHXMaJbHOM acTMOH, OCOOEHHO B COYETAHMHM C CONYTCTBYIOLIIUM MOJHUIO3HBIM
PUHOCHHYCHUTOM;

— XPOHHMYECKOH KpanuBHUIIEW M IPYTMMHU BUAAMU aTONUU (ajulepruyeckue 3a0ojeBaHusi, B
Pa3BUTUU KOTOPBIX 3HAUMTENbHASI POJIb MPUHAMJIEKUT HACIIEICTBEHHON MPEApacoiOKeHHOCTH
K CeHCHOMJIM3AIUH: MTOJUIMHO3BI, AJUIEPTUYECKUN PUHUT U T.I1.);

— HENEPEHOCHUMOCTBIO  alKorojs (peakuus Jake Ha HE3HAuUuTENbHbIE  KOJIMYECTBA
ONPEACIEHHBIX aJKOTOJIbHBIX HAIMTKOB, C TAKUMH CHUMITOMAaMH Kak 3yJ, CJIE€30TEUEHUE U

BBIPOKEHHOE TTOKPACHEHHUE JIUIIA);
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— HENEepeHOCHUMOCThI0 Kpacuteseil (Hampumep, mnmﬂnna?% %OE&QEA}I{TOB rHaHﬁI:IIMeD

OEH30aTOB).

e [lpu BeIpa)XEHHBIX HAPYUICHUAX (YHKIHUU MEYEHU U MOYEK (PEKOMEHIyeTCs MpUMEHEHUE
HH3KHX /103 B CBSI3U C BO3MOKHOCTBIO 3aMEJIICHUS BBIBEJICHUSI METAMU30J1a HATPH).

e [Ipu OepeMeHHOCTH (BTOPOH TPUMECTD).

Oco0ble yKazaHus

[Ipy nedyeHUM NAIMEHTOB, MOJYYAIOUIMX LHUTOCTATHYECKUE CPEACTBA, IMPHEM METaMHU30Jia
HATPUS JTOJDKEH IPOBOJUTHCS TOJIBKO MOJ HAOIIOICHHEM Bpaya.
Anaghunaxmuueckue/anaghunaxmoudnvie peaxyuu

[Ipu BbIOOpe cmocoba BBeaeHHs mpenapara cleayeT Y4YUThIBaTh, YTO IapeHTepajbHOE
pUMEHEHHE CBSI3aHO c Oonee BBICOKUM pPHUCKOM BO3HHUKHOBEHUS
aHa(HUIAKTHYECKUX/aHA(UITAKTONTHBIX PEAKIIHA.

[ToBBIIIEHHBI PUCK pPa3BUTUSl PEAKLUUH TUIEPUYBCTBUTEIBHOCTH HAa METaMHU30Jl HATPHS
00YCIIaBIMBAIOT CIIEAYIOINE COCTOSHUS:

- CHHJIPOM OpOHXHAaJIbHOM aCTMBbI, HHIYLIUPOBAHHBIN IPHEMOM aHAIBIE€TUKOB;

- HEMEPEHOCUMOCTh aHAIBIETUKOB TI0 THITY KPAITUBHHIIBI MJIM aHTHOHEBPOTHYECKOTO OTEKa,

- IOJTHOE WJIM HEMIOJHOE COYeTaHne OpOHXHAIbHOM aCTMBI, pEIUAMBHUPYIOIIETO MOJIHUIT03a HOCA U
OKOJIOHOCOBBIX I1a3yX W HEMEePEHOCUMOCTH alleTWIICATUIMIOBOW KHCIOTBI WM JPYTUX
HECTEPOUIHBIX POTUBOBOCHAINTENILHBIX MPETapaToB (B TOM YHCIIEC B aHAMHE3E);

- XpOHHUYECKast KpalMBHHILIA;

- HENEepEeHOCUMOCTh aJIKOrojsl (MOBBIIIEHHAs YyBCTBUTEIBHOCTh K alKOTOJIIO), Ha (oHe
KOTOPOH, axe MpH IpueMe HE3HAYUTEIbHOIO KOJIMYECTBA HEKOTOPBIX aJTKOTOJIbHBIX HAITUTKOB,
y TAIHEeHTOB BO3HUKAIOT YHXaHHWE, CIIE30TCUCHHE M BBIPAKCHHOE IIOKPACHEHHE JIUIIA.
HenepeHOCHMOCTB alTKOTOJISI MOKET CBHJIETEILCTBOBATh O paHEe HEYCTAHOBJICHHOM CHHIPOME
OpOHXMAFHON acCTMBI, CBSI3aHHOM C aHAJIbI'€TUKaMU (aCIIMPUHOBOM acTMBbI);

- HENepeHOCHMMOCTb WJIM IOBBIIIEHHAs YYBCTBUTEIBHOCTh K KpacuTelsM (Hampumep, K
TapTpa3uHy) WM K KOHCEpBaHTaM (HanpuMep, k OeH3oatam);

- aHauIAKTHYECKUE WM JPyrHe HWMMYHOJOTMYECKHE pEeaKIui Ha Jpyrue MUPa30JIoHbI,
NUPA30JIMANHBI U IPOYME HEHAPKOTHUECKUE aHAIBIeTUKH (CM. pazjien 4.3.) B aHaMHe3e.

[lepen npumMeHeHueM Impenapara AHaJIbIMH HEOOXOIMMO TPOBECTH THIATEIbHBIM ONpOC
nanueHTa. B ciydae BBISICHEHWs, YTO MAIMEHT OTHOCHTCS K TPYIIE 0COOOTO pPHCKa Pa3BHTHUS
aHa(HUIAKTOUIHBIX PEaKIHH, Tpermapar cieayeT HazHauaTh TOJIBKO TOCHE TIIATEIFHOW OICHKH
BO3MOXHBIX PHUCKOB M OXHMJIAaeMOH NOJb3bl. B ciaydae NmpUHATUS peLIeHHs O NPUMEHEHUU

npemnapara Amnanerua Y TaKuX MalUuCHTOB HOTpCGyeTCSI CTpOFI/Iﬁ MEIUITUHCKHMN KOHTPOJIb UX
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MIOMOIIY B CIIy4ae Pa3BUTHUS aHA(PHIAKTHUECKUX/aHA(UITAKTONIHBIX PEaKIIHiA.

Y mpenpacnoyokKEeHHBIX MAIMEHTOB MOXKET BO3HUKATh aHA(DUIAKTHYECKUH IIOK, MO3TOMY
nalnyveHTaM ¢ OpOHXMaJbHOM acTMOM WM aTONMEH MeTaMH30J1 HaTpHs cilelyeT Ha3HadaTh C
OCTOPOKHOCTBIO.

Traoicenvle KodicHble Hedicelameibhble peaKyuu

Ha ¢one npuMeHeHHns MeTamMH30J1a HATpUsl OBUIM ONMHCAHBI TSDKEJBIE KOXKHBIE HEXKENNaTeIbHbIC
peakuuu, Takue kak cuHapoMm CrtuBeHca-/[xoncona (CCJI), TOKCHYECKHH SIMuIepMaibHbIA
Hekponu3 (TOH) u nekapcTBeHHas peakuus ¢ 303MHO(UIMEH M CUCTEMHBIMH CHMIITOMaMH
(DRESS-cuHIpoM), KOTOpbIE MOTYT OBITh ONACHBIMU JUTSI KM3HU HJIH JICTAIbHBIMH.

[Ipy mOABNEHHM KOXKHOM CHINM, MOPAXEHUU CIU3UCTBIX O00JIOYEK WM JIOOBIX APYTHX
IPU3HAKAX TUIIEPYYBCTBUTEIBHOCTH CO CTOPOHBI KOXH, JICUEHHNE METAMHU30JI0M HATpuUs CIeIyeT
HEMEJUIEHHO IPEKpaTUTh. 3ampelaeTcs KOorja-iubo BHOBb MOBTOPSTH JIEYEHHE METAaMHU30JI0M
HATPHSL.

[TateHTH! TOKHBI OBITH MHOOPMUPOBAHBI O CYOBEKTUBHBIX M OOBEKTUBHBIX CHMIITOMAax
JTAHHBIX 3a00J1eBaHUl. ¥ HUX ClelyeT TIATeIbHO KOHTPOJIMPOBATh KOKHBIE PEAKLIUH.
Aepanynoyumos

ATpaHyJlOIMTO3,  pa3BUBAIOIIMKCA  Ha  (QOHE  JICYCHHS  METaMH30JI0M,  HMEeT
MMMYHOQJJIEPTUYECKOE MTPOUCXOXKACHUE U IPOAOKAETCS, 10 MEHBIIEH Mepe, OJHY HEIENIo.
[TonoGHBIE peaky BO3HUKAIOT OYEHb PEIKO, MOT'YT OBITh TSXKEJIBIMHU, KU3HEYTPOKAIOIIUMU U
Jla’Ke C JIETaJbHBIM UCXO0JI0M. DTH PEaKIMU He SBISIOTCS 10303aBUCHUMBIMU U MOTYT BO3HUKHYTh
B JII000H MOMEHT BO BpEMs JICUEHUS.

Bce manmeHTHl MOMDKHBI OBITH TMPOMHCTPYKTHPOBAHBI MPEKPATHTh NMPUMEHEHHUE Mpernapara u
HEMEJUIEHHO TPOKOHCYJIbTUPOBATHCS C JIEYALIUM BpPadoM IMpHU TOSBJICHUU CIEIYOLINX
CYOBEKTUBHBIX U OOBEKTHBHBIX CHMITOMOB, BO3MOXHO CBSI3aHHBIX C HEWTpONEHHEH:
JIMXOpajKa, 03HOO, O0yib B Topiie, SI3BBI B MOJOCTU pra. B ciiydyae pa3BUTHS HEUTPONEHUU
(xommdecTBo HefTpoduaos < 1500 B Mm®) HEOOXOAMMO HEMENIEHHO MPEKPaTHTh JICYEHHE,
CPOYHO BBIMIOJIHUTH PAa3BEPHYTHIN KIMHUYECKHM aHAIN3 KPOBU U MPOJIOJIKATH KOHTPOJIb COCTaBa
KPOBH JI0 BO3BpAIIEHUS KOJHMYECTBA (DOPMEHHBIX HJIEMEHTOB K HOPMAJIbHBIM 3HAUYCHHSIM.
Hanyumonenus

B cnyuyae pa3BuUTHS MAHIMTOINEHUH JI€UEHHUE CIEAYEeT HEMEUIEHHO NpPEKpaTUTh, HEOOXOAUMO
KOHTPOJIMPOBATh NOKA3aTEIH Pa3BEPHYTOr0 aHAIN3a KPOBU BIUIOThH JI0 X HOPMAJIH3AIHH.

Bce nmanuenTs! JOKHBL ObITh TPOMHCTPYKTUPOBAHBI HEMEJIEHHO 00palaThbes 32 MEAULIMHCKON
TIOMOIIBIO TIPH TIOSIBJICHUU BO BPEMSI JICUEHUS] METAaMHU30JIOM CYOBEKTUBHBIX MM OOBEKTHBHBIX

CHUMIITOMOB, IMO3BOJAIOMIUX IMPCAIIOJIOXKUTE IMATOJIOTMYCCKHE HW3MCHCHUS KpPOBU (HaHpI/IMep,
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obmee HegoMoranue, MHMEKIUN, CTOUKAs JIHX opam(a,':gg"ﬁé&)@%@'%"gﬁﬂ%ﬂf:gp]z)ﬁéjr:é%ﬁm,

0JICTHOCTD ).

H3onuposannvle cunomensugnvle peakyuu

BBenenne meramu3osia HaTPUsS MOXET BBI3BIBATh W30JIMPOBAHHBIC THUIIOTCH3UBHBIC PEAKIIHH.
JlaHHBIE peakIHMH, BO3MOXHO, 3aBUCAT OT JIO3bI Iperapara W dYalle BO3HUKAIOT TI0CIe
MapEeHTEPATLHOTO BBEACHHUS.

Ocmpas 601b 6 Hcugome

HenomyctuMo MCIob30BaHUE Mpernapara AHAIBIHH JUISl CHATUSL OCTPBIX 0oJieil B )KHMBOTE (10
BBISICHCHUS X TPHYUHBI).

Hapywenue ¢pynkyuu nevenu u nouex

Y nanweHToB ¢ HapymieHHWeM (YHKIHMM TIEYeHHW WIM TOYeK Npernapar AHaIbIUH CIIAyeT
NPUMEHSTh TOJIBKO TIOCJIE€ KOHCYJIBTAllMM Bpaya, MOCKOJBKY y O3THX MAIlCHTOB CHUXCHA
CKOPOCTb BBIBEJICHHS ITperiapara.

Jlexapcmeennoe nopasiceHue neveHu

Y MmanMeHToB, TOJyYaBIIMX METaMH30J, OBLIM ONHCAHBl CIydad OCTPOTO TIeIaTHTa,
NPEUMYIIECTBEHHO T'eNaTOICIUTIONIIPHOTO XapaKTepa, KOTOPhI HAYMHAJICS 110 MPOIISCTBHH OT
HECKOJIbKUX JTHEH JI0 HECKOJBKMX MECSIICB MOCIe Havaja JieueHus. [Ipu3HakKu U CHMITTOMBI
BKJTIOYAJIH TIOBBIIICHUE YPOBHS (DEPMEHTOB NMEYCHH B CHIBOPOTKE KPOBHU C YKEINTYXOW WiH 0e3
Hee, 4YacTo Ha (OHE BO3HUKHOBEHHUS JPYTUX pEAKIHUHA THIICPIYBCTBUTEIBHOCTH K
JICKApCTBCHHBIM TIpernaparaM (Harmpumep, KOXKHOW ChIIHU, JTUCKPAa3HU KPOBH (IIATOJIOTUYCCKHE
W3MEHEHHUs KpPOBHU), JHUXOPAAKA U DO3WHOPWINK), WIH COMPOBOXKIAIUCH MpPUIHAKAMU
AyTOUMMYHHOTO TeMaTUTa. DBOJBIIMHCTBO TMAIMEHTOB BBI3JOPOBEIIM TOCIE MPEKPAMCHUS
JICYCHUST METAaMHU30JIOM; TeM HE MEHEe, B OTACIBHBIX CIIyJasX COOOIIaIN O MPOrPecCUPOBAHUT
OCTpOIi TIEUEHOYHOI HEJOCTATOYHOCTH, B Pe3yJbTaTe KOTOPOM moTpedoBanach TpaHCIUIAHTALIUS
MIEYCHU.

MexaHu3M MeTaMHU30JI-UHYyIIUPOBAHHOTO MOPAKEHUS TICUCHU HE COBCEM SICCH, HO MMCIOIIIHECS
JAaHHBIC YKA3bIBAIOT HA €M0 MMMYHOAUIEPTUYECKYIO TIPUPOTY.

[TarueHTOB cneayeT MPOUHCTPYKTUPOBATH O TOM, YTO UM HEOOXOJIMMO OOPATUTHCS K JeUalieMy
Bpauy B CiIy4ae MOSBJICHHUS CUMITOMOB, YKa3bIBAIOIINX Ha MOPaKEHUE MEeYeHU. Y TaKuX MaIu-
€HTOB CJIC/TyeT MPEKPATUTh MPUMEHEHHE METaMHU30JIa U OIICHUTH (DYHKITUIO TICUCHH.

He cnemyer B0300HOBISATh MPUMEHEHUE TIperapaTa y MalMeHTOB ¢ HAJIMYHUEM B aHaMHE3€ T10-
paKeHUs MEeYEHH B MIEPHOJ] JICUSHUS METAMH30JIOM, €CITU TIPH 3TOM HE BBISIBUIN JIPYTHX MPUYUH
MOPaKCHUSI ICYCHH.

Bausnue na peynemamol 1a60pamopHuIxX uccieo08anuti
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pe3yNbTaTOB JTA0OPATOPHBIX TECTOB, MPOBOJMMBIX C HCIIOJIB30BAHMEM pEaKIuu TpuHIepa U
NONOOHBIX peakiuil (HampuMmep, aHalu3 KOHIEHTPAMM KPEaTHHHWHA, TPUTIIUICPHUIOB,
xonecrepuna JITIBIT u MO4eBOM KHUCIOTHI B CBIBOPOTKE KPOBH).

BcnoMorarebpHEBIC BEIISCTBA

[Ipemapar AHaJIBIMH COJEPXKUT caxapo3y. [lammeHTamMm ¢  peako  BCTpedaroIeincs
HACJICJICTBEHHOW HEMEPEHOCHMOCTBIO (PYKTO3BI, TIIFOKO30-TAIAKTO3HON ManbabcopOuuen wim
neduIUTOM caxapa3bl-U30MajibTa3bl HE CIeyeT MPUHUMATh 3TOT IIpenapar.

4.5. B3aumopgeiicTBMe ¢ JPYrHMM JIEKAPCTBEHHbBIMH MpenapaTraMM W Jpyrue BHJbI
B3aUMO/IeHCTBUS

C Opyeumu HeHapKOMuyecKUMU AHATbEIUPYIOUUMU CPEOCBAMU

OpnHoBpeMEHHOE TMpPUMEHEHHE MeTaMH30Jla HaTpus C JAPYTMMH  HEHapKOTHYECKUMU
AQHAJIBIE3UPYIOIIMMHU CPEJICTBAMU MOXKET MPHUBECTH K B3aMMHOMY YCHJICHHIO TOKCHYECKUX
a¢hekToB.

C mpuyuxauyeckumy aHmuoenpeccanmam, NepopaIbHbIMU KOHMPAYERMUBAMU, ALIONYPUHOTIOM
TpULUKINYeCKUuEe aHTUICTIPECCAHTHI, MePOPAIbHBIE KOHTPALCTITUBEI, aJNIONYPHUHON HapYIIAIOT
MeTaboIM3M METaMU30J1a HATPHS B TICUEHU U MOBBIIIAIOT €r0 TOKCHYHOCTD.

C bapoumypamamu, enunoymazonom u Opyeumu UHOYKmMopamu MUKPOCOMATbHbIX (hepMeHmos
neyeHu

bapburypatbl, ¢heHunOyTazoH W ApPYrue HHIYKTOPHI MHUKPOCOMAIBHBIX (DEPMEHTOB IMEUEHU
OCNabISAI0T JeiCTBIE METaMU30J1a HATPHSI.

C cedamusnbiMu cpeocmeamu u mpaHKeUIU3amopamu

CenaTuBHBIE CpEICTBA M TPAHKBUIIM3ATOPBI YCUIIMBAIOT 00€300IMBaOIIEe IEHCTBHE METAMHU30-

na HaTpud. [Ipu oAHOBpEMEHHOM MPUMEHEHHH METaMHU30JIa HATPUS U XJIOPHPOMa3uHA MOXKET
pa3BUTHCA TSKeNas THITOTEPMHUSL.

C niekapcmeenHbIMU CPeOCmBAMU, UMEIOWUMU 8bICOKYIO C8:3b C OeIKaMu Niamvl (NepopaibHvle
2UNOTUKeMUYecKUe CpeoCmed, Henpsamvie aHmMUuKOA2YIsAHMbyl, 2NIKOKOPMUKOCMEPOUObl U
UHOOMemayum)

MeTamMu3011 HATPUS, BRITECHSSI U3 CBS3H C O€JNKaMU IJ1a3Mbl IEPOPATbHBIE TUIIOTTUKEMUYECKUE
CPEJICTBA, HETIPSAMBIC aHTUKOATYJISTHTHI, TJTFOKOKOPTUKOCTEPOUIBI U MHIOMETAIINH, YCHIIUBACT HX
JICCTBUE.

C MuenomoxkcuyHbIMU 1eKapCmeeHHbIMU CPeOCmEamMu

MuenoTOKCUYHBIE JIEKApCTBEHHBIE CpPEJCTBA YCHIIMBAIOT MPOSBIEHUE T'€MAaTOTOKCHYHOCTH
METaMH30J1a HaTPH .

C memompexkcaniom
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reMaTOTOKCHYECKOE JEHCTBHE METOTpeKcaTa, OCOOEHHO Yy MAalMEeHTOB IOXHJIOTO BO3pPAaCTa.
[TosToMy cremyer n3derarb COBMECTHOT'O IPUMEHEHHUS ATUX JICKAPCTBEHHBIX CPECTB.

C muamasonom u capkoauzuHOM

Tuamazos U CapKOJU3UH MOBBILIAIOT PUCK Pa3BUTHSL JEUKOIICHUH.

C kooeunom, brokamopamu Hz-eucmamunoguix peyenmopos u nponpaHoionom

Konenn, Omokatopbl Hz-rHCTaMHUHOBBIX PEIEITOPOB U IMPOMPAHOJION YCHIUBAIOT 3((HEKTHI
METaMHU30J1a HaTPHSL.

C penmeenokoHmpacmuuiMu 6ewecmsamu, KOwIOUOHbIMU KPOBE3AMEHUMENAMU U NEHUYUTTUHOM
PeHTreHOKOHTpacTHBIE BEIIECTBA, KOJJIOMIAHBIE KPOBE3AMEHUTENN U MEHUIWUIMH HE JOJDKHBI
OPUMEHATHCS BO BpeMs JICUYCHHS METAMU30JIOM HaTpusi (MOBBIIICHHBIH PUCK PAa3BUTHS
aHa(UIaKTHYECKUX/aHA(UITAKTOUTHBIX PEaKIIUi).

C ayemuncanuyunosou KUciomou

[Ipy  COBMECTHOM TPHUMEHEHHMHM METaMH30J HATpuUs MOXKET YMCHbBIIATh  BIHSHHE
alEeTUICATMIIMIOBOM KHUCIIOTHl Ha arperanuio TpoMOouuToB. [loaToMy naHHyI0 KOMOMHAIUIO
clleflyeT MPUMEHATh C OCTOPOKHOCTBIO MPH JICUEHUH MAILEHTOB, IPUHUMAIOIIUX HU3KUE J103bI
aleTUICAIMIIMIOBOM KMCIOTHI AJIsl KapJUOIPOTEKIMH (TPOPUIAKTUKH TPOMOOOOPa30BaHUs).

C cyocmpamamu CYP2B6 u/unu CYP3A44

MetaMuzon MOXeT HHAyUupoBaTh Metabonmsupyromue depmentst CYP2B6 u CYP3A4.
CoBMecTHOe mpuMeHeHue Meramusonia ¢ cyocrpatamu CYP2B6 w/unun CYP3A4, takumu kak
OynponvoH M 3¢aBUpPEH3, METaJ0H, LUKIOCHOPHH, TAKPOJIUMYC WM CEPTPAIUH, MOXKET
NPUBECTH K CHIYKEHUIO KOHIIEHTPAIMH JaHHBIX TIPEnapaToB B MIa3Me KPOBH.

[TosTOMy peKOMeHIyeTCsi COOIIoAaTh OCTOPOKHOCTh TP OJHOBPEMEHHOM IPHMEHEHHH
metamuzona u cyocrpatroB CYP2B6 w/mmu CYP3A4; oueHky KIMHHYECKOTO OTBETa W/WIH
KOHIIGHTpallMM Ipernaparta B IUIa3Me KpPOBH CJIEAYeT CONPOBOXAATh TeparneBTUYECKUM
JIEKapCTBEHHBIM MOHUTOPHUHTOM.

C sanvnpoamom

MeTtaMu30/1 MOXET CHUXKAaTh KOHLEHTPAIMIO BalblpoaTa B CHIBOPOTKE KPOBU MpPHU HX
COBMECTHOM IPHUMEHEHHH, YTO MOTEHLIHAIBHO MOXXET MPUBECTH K CHWKEHHIO 3()()EeKTUBHOCTH
BasbIIpoaTa. BpadyaM, HazHaualOMIMM Ipenapar, cleayeT KOHTPOJINPOBATh KIMHUYECKUNH OTBET
(KOHTPOJIb TPUCTYNOB WM KOHTPOJb HACTPOCHHUS) U MPH HEOOXOAMMOCTH PaCCMOTPEThH
BO3MOXXHOCTh MOHHUTOPUHTA KOHIIEHTPAIIUH BaJbIIPOATa B CBIBOPOTKE KPOBH.

4.6. ®epTHIBHOCTb, 0€PEMEHHOCTD W JAKTALUS

bepemeHHOCTD
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JKEHIIUH, TI0O3TOMY IPUMEHEHHUE TP OEPEMEHHOCTH HE PEKOMEHIYEeTCSl.

MertamMu3051 IPOHHMKAET 4Yepe3 IUIaleHTy. B mepBom TpumecTpe OEpeMEHHOCTH MPUMEHEHUE
npernapata AHaIbIMH MPOTHBOIIOKa3aHO. Bo BTOpoM TpumecTpe OepeMEHHOCTH JieUeHUe
penaparoM JOJDKHO OCYLIECTBIATBCS IO CTPOIMM MEIULMHCKAM IOKa3aHWSM, €Cld
OXKHMJIaeMasi ToJib3a JUIsi MaTepHu MPEBBIIIACT MOTCHIMAIbHBIA pUCK Mg miona. [Ipumenenue
mpernapara B TPETheM TPUMECTpe OCPEMEHHOCTH TaKKe MPOTHBOIOKA3aHO. JTO 0OYCIOBIEHO
TE€M, YTO, XOTS METaMHU30J] U SIBISIETCA CJIa0blM HHTHOMTOPOM CHHTE3a IMPOCTariaHIuHOB,
HEBO3MOYKHO  IOJHOCTBK)  HMCKJIIOUUTH  BO3MOXHOCTb  IPEXKIACBPEMEHHOIO  3aKpbITUS
aprepuanbHoro (boTtamioBa) mpoToKa U OCIOXHEHUN B NEPUHATAIBLHOM IEPUOJIC, CBSI3aHHBIX C
HapYILICHUEM arperallioOHHON CIOCOOHOCTH TPOMOOILIUTOB MaT€pPU U HOBOPOKICHHOTO.
Jlakranus

Metabonutel MeTaMu30JIa MPOHUKAIOT B TpyAHOE MOJNOKO. He gomyckaercss rpyaHoe
BCKapMJIUBaHUE BO BpeMs JICUCHHUs IpenapaTtoM AHaIbIMH M B TedeHue 48 yacoB mocie
MOCJICTHETO MpUeMa Mpernapara.

4.7. Bunsinue Ha CMOCOOHOCTH YHPABJATHL TPAHCHOPTHBIMM CPEACTBAMH H padoraTh ¢
MeXaHM3MaMH

Her pmanHbIX 0 TOM, 4TO mpemapar AHaJIbIMH B PEKOMEHIOBAHHBIX [1033aX, OKAa3bIBACT
HEXeJaTeJIbHOE BIUSHUE HAa CTIOCOOHOCTh K KOHIIEHTPALIUU U HAa CKOPOCTh PEaKIIHil.

OpHako, mpU Tepanuu IpPernapaToM B BBICOKMX J03aX CJIeAyeT NPUHUMAaTb BO BHUMAaHHUE
BO3MOXXHOCTh HApYIIEHUSI CIOCOOHOCTH K KOHIEHTPAllMM BHUMAHHUS U CHU)KEHHUS CKOPOCTH
peaKIu, 4TO MOXET MPEACTABIATh PUCK B CUTYyalHMsX, TJ€ JaHHBIE CIIOCOOHOCTH OCOOEHHO
BaKHBI (HaIpuMep, yIIpaBJICHUE aBTOMOOWIEM WJIH JIBIDKYIIIUMCS MEXaHU3MOM), OCOOEHHO MpH
COIYTCTBYIOIIIEM yIOTPEOICHUH aJTKOTOJIS.

4.8. HexxesnaTesibHbIEC peaKIUU

PesroMe HexxenaTenpHbIX PeaKui

Hexenarenpuble peakuuu Obuld  KIacCU(PHUIIMPOBAHBI B COOTBETCTBHUH C PEKOMEHIANUSIMU
Bcemupnoit Opranuzaiiuu 31paBooxpaneHus: oueHb yacto (> 1/10), gacto (> 1/100, Ho < 1/10),
Heyacto (> 1/1000 wo < 1/100), peaxo (> 1/10000, o < 1/1000), ouens peaxo (< 1/10000),
94acTOTa HEM3BECTHA (Ha OCHOBAHMH MMEIOIINXCS JTAHHBIX OICHUTH HEBO3MOKHO).

Hapywenus co cmopoHbl Kposu u tumpamuyeckou cucmemnl

Penxo: nelikonenus.

OueHb peKo: arpaHy/I0IUTO3 (BKIIOYAs CIyYaH C JIETATbHBIM HCXO0JI0M), TPOMOOIIMTONICHHS.
YacToTa HEW3BECTHA: aIlUIACTHYECKas aHEMHs, MAHIUTOINEHHUS, BKIOYAs CIIyYaW C JIETAIbHBIM

HCXOJ0M.



COOTBETCTBYET 2K MY OTUETY

ot 22.04 2025 N= 10707

Ot pP€aKru ABJIAOTCA HMMYHOJIOTHYCCKHUMU [10 CBOGﬁl-II'II'BI:/;:]I)l%Q.'rI “-I;ITlggllj%Jl:l g('_l)-'SI]-;ﬁlKl;llT]I;I h"ame

B Cllyyae, €ClId paHee Mpenapar IpUMEHsIICS HEOAHOKPATHO 0e3 KaKUX-TH00 OCIOKHEHUH.
TUNMUYHBIME CUMIITOMAaMH arpaHyJIOLUTO32a SBJISIOTCS BOCHATUTEIbHBIC MOPAKEHUS CIM3UCTBIX
000J104eK (TI0JIOCTH PTa U TJIOTKH, AaHOPEKTAIBHOW 00JIaCTH U TOJIOBBIX OPraHoB), 00Jb B ropiie,
auxopanka (BKIIOYAas HEOXKUAAHHYIO YCTOMYHMBYIO JIMXOPAAKy HESCHOW OSTHOJOTHH WU
PELUIMBHUPYIOIIYIO JUXOpanKy). Cremayer y4uThIBaTh, YTO €CIM MAIHEHT I[OJy4yaeT
AHTHUOMOTUKOTEPAINIO, TO TUITUYHBIC MPOSBICHUS arpaHyJOLUTO3a MOTYT OBITh MUHUMAIBHO
BBIpaKEHHBIMU. CKOPOCTh OCEJaHUs SPUTPOLMTOB 3HAYUTEIFHO YBEINYNBACTCS, B TO BPEMS KaK
yBeIH4YeHNE TUM(OY3II0B SIBISETCS C1a00BBIPa)KEHHBIM HIIH OTCYTCTBYET.

TUNMUYHBIME ~ CUMIITOMaMH  TPOMOOIIUTONICHUH  SIBISIOTCS TOBBIMICHHAs CKJIOHHOCTh K
KPOBOTECUCHHIO Y BO3HUKHOBEHHE METEXUH Ha KOXKE U CIM3UCTHIX 000I0YKAaX.

B ciydae pa3BUTHS BBIIICTIEPEYHCICHHBIX HAPYIICHUH CO CTOPOHBI KPOBH U JTHMM(aTHYECKOI
CHCTEMbl HEOOXOAMMO TIPEKPaTHTh IPHMEHEHHE INpernapara W IPOBECTH PAa3BEPHYTHIH
KJIIMHUYECKHUI aHau3 KpoBH (cM. paznen 4.4.).

Hapywenus co cmopoHbl uMMYHHOU CUCmeMbl

Penko: MeTamMu3onm HaTpusi MOXET BBI3bIBaTh aHA(PUIAKTUYECKUE WM aHA(QHIAKTOHIHBIC
pEaKIUK, KOTOpbIe MOTYT OBITh TSKEIBIMH M YTPOKAIOIIUMH XM3HU; B HEKOTODPBIX CIydasx
aHaUIAKTHYECKUE PEAaKIMW MOTYT NPUBECTH K JIETaJbHOMY HCXOny. B ciydae pa3BuTus
aHaUIAKTHYECKNX/aHA(MIAKTOUTHBIX PeaKIuii He0OX0IMMO HEMEIJICHHO MPEKPATHTh MPHEM
npernapara, MPOBECTH MEPONPUSATHS MO OKa3aHUIO IAlMeHTaM HEOTJIOKHON MEIMIUHCKOM
MIOMOIIY, TPOBECTH Pa3BEPHYTHIN KIMHUUYECKUI aHAIN3 KPOBU (CM. paznen 4.4.).

OTH peakuuud MOTYT BO3HHKATh JaXe B clydae, €CJIM paHee mpernapar MTPUMEHSIICS
HEOJHOKPATHO 0€3 KaKuX-TM0O0 OCI0KHEHUM.

Takue nexkapCTBEHHbIE pEAKIMM MOTYT pa3BUTHCS KaK HEMOCPEACTBEHHO IIOCie IpHeMa
METaMu30JIa HATpHsl, TaK U Yepe3 HECKOJbKO YacoB IOCIIE €ro MpHeMa, OJHAKO OObIYHO OHHU
HaOJI0al0TCsl B TEUSHHE TIEPBOTO Yaca TOocIe IprueMa rpermapara.

OO6b1yHO OoJiee Jerkue aHapUIAKTHYECKHE WM aHa(UIAKTOWJHBIE PEaKLHU TMPOSIBISIIOTCS B
BUJIE KOXXHBIX CUMIITOMOB M CHMIITOMOB CO CTOPOHBI CIM3HCTBIX 00OJOYEK (TaKUX Kak 3y,
AOKEHUE, TUIEepeMus, KpalmMBHHIA, OTEKH), OJBIIIKM M pPexe B BUAE KaJo0 €O CTOPOHBI
KEITy TOYHO-KUTIIEYHOTO TPAKTA.

Bormee nerkme peaknuu MOTYT TMPOTPECCHPOBATH N0 TSOKENBIX (OpM C  pa3BUTHEM
TeHEePATM30BaHHOM KPANMBHUIBI, TSDKEJIOrO aHTMOHEBPOTHYECKOrO OTeKa (OCOOEHHO C
BOBJICUEHUEM TOpPTaHM), TKEIOro OpOHXOCMa3Mma, HapyIIeHWH pUTMa CepAla, pPe3Koro
CHIDKEHHSI apTepHabHOTO JaBlieHWs (KOTOPOMY WHOT/Aa TPEAIIECTBYET IOBBIIICHUE

apTepHaJIbHOTO JIaBJICHUS) U Pa3BUTHEM T€MOJAMHAMUYECKOTO 1IOKA.

10



COOTBETCTBYET 3KCMEPTHOMY OTUETY

ot 22.04. 2025 Nz 10707

([0 B HOCTE 0007
OueHb peNKO: y MAIMEHTOB C IOJHBIM HWJIU el'IOJ'IHBIH ‘CO‘;I&Q}WI%MT@_(LE%HJH(')H'aC‘ITIMH,

PELUIMBUPYIOIIETO IIOJIMIIO3a HOCA M OKOJIOHOCOBBIX IA3yX M HENEPEHOCHMOCTH
AlETUICAIMIIMIIOBOM  KUCIOTHI WJIM  APYIMX HECTEPOUJHBIX  IPOTHBOBOCHAIUTEIHHBIX
npenapaToB (B TOM 4YHCIie B aHAMHE3€), PEaKIMM HETEPEHOCUMOCTH OOBIYHO MPOSBISIOTCS B
BU/JIE MPUCTYTIOB OPOHXUATBHON ACTMBI.

Yacrora Hen3BecTHA: aHA(UITAKTUYECKHUH HIOK.

Hapywenus co cmoponwvl cepoya

Yacrora HensBecTHa: cuuapoM KoyHuca (aiepruuecKuii OCTphIii KOPOHAPHBIH CHHAPOM).
Hapywenus co cmoponwsl cocyoos

Hewacro: mocne mnpuema mnpenapaTta BO3MOXHO pa3BUTHE H30JIMPOBAHHBIX TPaH3UTOPHBIX
THUIIOTOHUYECKUX  peaknuuid  (BO3MOXKHO  (papMakoJOTHUECKH  OOYCIOBICHHOE W HE
COMPOBOXKAIONIEECSs  JAPYTUMHU  MPOSBICHUSMU  aHadUIAKTUYECKUX/aHa()UIAKTOUIHBIX
peakiuil); B peKuX cIydasX — pe3Koe CHUKEHHE apTepUaIbHOTO JaBJICHUS.
Kenyoouno-kuuieunvie napyuenus

YactoTa HeU3BECTHA: COOOIIAIOCH O CIIydasX pPa3BUTHS JKEIYJOUHO-KUILIEYHOIO KPOBOTEUEHHUSI.
Hapywenus co cmopoHvl neuenu u sicenuesvi800auux nymet

YacroTa HEU3BECTHA: MOXKET Pa3BUBATHCS JICKAPCTBEHHOE MOPAKEHUE TICUEHH, BKIFOUYasi OCTPBIN
TenaTuT, )KEJITYXY, OBBIIIEHNE YPOBHS «II€YEHOUHBIX)» TPAaHCAMUHA3.

Hapywenus co cmoponvl nouex u Mouesbigo0sauux nymet

Heuacto: BO3MOXKHO OKpallMBaHWE MOYM B KPACHBIN I[BET BCJEACTBHUE NMPUCYTCTBUS B MOYE
MeTabonuTa — py0a30HOBON KHUCIOTHI.

OdeHb peAko: BO3MOXKHO OCTpoe yxyaumieHue (QyHKuMM Tnouek (ocTpas MoYeyHas
HEJ0CTAaTOYHOCTh), OCOOCHHO Y MAllMEHTOB € 3a00JI€BaHUSIMHU MOYEK, B HEKOTOPBIX CIIydasx C
OJINTYpHUEH, aHypUeW WM NMPOTEMHYpUEW; B €AMHUYHBIX CIydasX MOXKET PA3BUTHCS OCTPBIN
WHTEPCTUIUANBHBIN HEPPUT.

Hapywenus co cmoponsl Kodtcu u nOOKOIHCHbIX MKAHell

Heuwacro: xpome mposiBieHHi aHadWIAKTUIECKUX/aHAPUIAKTOUIHBIX pPEaKIUi Ha KOXKEe |
CIIM3UCTBIX O00OJOYKAX, MEPEYUCICHHBIX BBIIIE, HEYACTO MOXET BO3HUKATh (PUKCUPOBaHHAs
JIEKAPCTBEHHAS ChIIb.

Penko: Ko)xHas CBIIb.

Ouenp penko: cunapom CrtuBeHca-/[xoncona (CCJ) mmu cunapom Jlaitenna (TOKCHYECKUN
snuaepManbHbIi Hekpous (TOH)) ¢ neTanbHbIM HCXOIOM.

YacTroTa HEW3BECTHA: JIEKAPCTBEHHAs PEaKIUs C P03WHO(PHINEH M CUCTEMHBIMU CUMITOMAaMU

(DRESS-cunapom).
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Coo0111eH1Ee 0 T0I03pEBAEMBIX HEXKEIATEIbHBIX t)eaLKLII/I;&|

BaxxHo coo0mare O MOA03pEBaCMbIX HEXENATeNbHBIX PEAKIMAX IOCIE PETUCTpaIiH
JIEKapCTBEHHOTI'0 Tperapara ¢ LEeIbl0 00eCleYeHNs] HEPEPIBHOIO MOHUTOPUHIA COOTHOIIEHUS
«I0JIb3a — PHUCK» JIEKapCTBEHHOIO Ipenapara. MeaunuHCKUM paOOTHUKAM PEKOMEH]yeTcs
coo01aTe O JIIOOBIX MOJO3PEBACMbIX HEXKENATENbHBIX PEAKIMIX JICKapCTBEHHOI'O Ipernapara
Yyepe3 HALMOHAJIBHBIE CUCTEMBI COOOIICHUSI O HEXKENATEIbHBIX PEaKIUsIX TOCYJapCTB — WICHOB
EBpa3uiickoro 3K0HOMHYECKOTr0 COI03a.

Poccuiickas @enepanus

DdenepanbHas cityx0a 110 Hag3opy B cdepe 3apaBooxpaHenus (PoczapaBranzop)

Anpec: 109012, r. Mocksa, CiiaBsiHCKasl III0IIaab, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnekTponHas moura: pharm@roszdravnadzor.gov.ru

Caiit B MH(POPMAIIMOHHO-TEIEKOMMYHUKALIMOHHON CeTH «MHTepHeT:!
http://www.roszdravnadzor.gov.ru

4.9. llepeno3upoBka

CuMOTOMBI

[Tpu nmepeno3upoBKe BO3MOXKHO IOSBICHHUE CIEAYIOIIUX CUMITOMOB: TOILHOTA, PBOTA, OOJIM B
KUBOTE, CHIDKEHHE (YHKIUHM IOYEK/OCTpasl IOYeYHass HEIOCTATOYHOCTh C OJHUTypHUeH
(HampuMep, BCIEICTBUE PAa3BUTHS MHTEPCTUIMAIBLHOTO HedpHTa), Oojiee PelKo CUMITOMBI CO
CTOPOHBI LIEHTPAIbHOM HEPBHOM CUCTEMBI (FOJIOBOKPYKEHHE, COMHOJIEHLIUS, KOMa, Cy1I0pOTH) U
pe3Koe CHUKEHHE apTepUalbHOIO AABIEHMs (MHOIZA MPOTrpeccHpyloliee 10 II0Ka), a TakxkKe
HapyLIEHUs CEpIEYHOr0 pUTMa (TaXUKapIus).

[Tocne BBeneHUS OYEHb BBICOKMX J103 BBIBEJCHHE 4Yepe3 IMOYKM HETOKCHUYHOro MeTabosuTta
(py0a30HOBO# KHCIIOTBI) MOXKET BbI3BIBATH KPACHOE OKPAIIIMBAHUE MOYH.

Jleyenue

[Ipu HenaBHEM mpHeMe mpenapara MOTYT ObITh HPEANPUHSATHl MEpbl NMEPBUYHON JETOKCHKALIUH,
HalpaBJeHHbIE Ha OrpaHWYEHHE JalbHEHIero BcAachlBaHUS MeETaMHU30ja Harpus (Harmpumep,
NPOMBIBAHHE JKETy/Ka M MPUMEHEHHE aKTUBUPOBAHHOrO yrisl). Crenupuyeckoro aHTHI0Ta IS
MeTamu3ona Hatpus HeT. OCHOBHOM Mmerabomut Meramm3ona (4-N-MeTHIaMHHOAHTHIIMPHH)
BBIBOJIUTCS C MIOMOIIIBIO TeMOIHaN3a, TeMo(iIbTpaiy, remonepdy3un Wik QUIbTPALUH IJIa3MBbl.
[Ipy pa3BUTUM  CyJOpOKHOTO CHHIApPOMa — BHYTPUMBEHHOE BBEJIEHHME JMa3enama u
OBbICTPOJICHCTBYIONIUX OAPOUTYPATOB.

5. PAPMAKOJIOTHYECKUE CBOHUCTBA

5.1. ®apmakoaMHaAaMHUYeCKHE CBOMCTBA

12
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MUPA30JIOHBI.
Kox ATX: NO2BB02

dapmakogngamuyeckue 3P HeKTel

AHanbre3upyioniee HEHapKOTUYECKOEe CpeICTBO, TPYIIbl  MHUPA30JIOHOB, oOJazaroliee
aHAJIBIe3UPYIONINM, KAPOIOHMKAIOIIUM M CIAa3MOJIUTUYECKUM JeicTBueM. Ero mexanusm
JIEUCTBUSI OKOHYATEIBbHO HE YCTaHOBJIeH. MMeromiyecss AaHHBIE MO3BOJIAIOT TMOJIaraTh, 4TO
METaMH30J1 U €ro OcCHOBHOW MeraboysutT (4N-metmnmamuHoantunupun [4-MAA]) obmamaror
LHEHTPaJbHBIM M MepudepuyeckuM MeXaHU3MOM JeilcTBus. B 103ax, mpeBblIIaronImux
TEPANeBTHYECKUE JT03bI, MOKET JIOCTHTaThCS MPOTHBOBOCHAIUTEIBHBIA 3(PPEKT, BO3MOKHO 32
CYET IMOJIaBJICHUs CUHTE3a MPOCTATJIaHIMHOB.

5.2. ®DapmakoKuHeTHYECKHE CBOMCTBA

AOGcopOuus

[locme mnpuemMa BHYTph METAaMHU30JI HATpUsl TMOJA JCHCTBHEM JKEITYJOYHOTO COKa OBICTPO
THJIPOJIM3YETCSI 0 CBOEr0 OCHOBHOTO Meraboimta (4-MAA), KOTOPBI XOpOIIO BCAChIBACTCS.
MeTtaMu30I1 HaTpUs MOYTH MOJTHOCTHIO BCACKIBACTCS MOCIIE IPUEMa BHYTPb.

buopoctynnocte 4-MAA cocraBisier 85-93 %. CpenHee 3Hau€HHE BPEMEHHM JOCTHXKEHHUS
MaKCUMaJbHOM KOHIIEeHTpauuu — 1,2—2 yaca.

OnHOBpEeMEHHBI TMPUEM THINA HE OKAa3blBa€T 3HAYUMOTO BIHMSHHUS HAa (PApMaKOKHHETUKY
MEeTaMU30J1a HATPHSI.

Pacnpenenenne

CessbiBanue 4-MAA c¢ Oenkamu mia3Mbel KpoBH cocTaBiseT 58 %. Jlpyrue MeTaOomuThI
METaMHu30JIa  CBSI3BIBAIOTCA C  O€JIKaMM  IUIa3Mbl  KPOBM B CIENyIOIIEH  CTENeHH:
4-amuHOAHTUTIMPHH — 48 %, 4-popmunamMuHOaHTUTTUPUH — 18 % ¥ 4-aneTHIIAMIUHOAHTUTTUPUH —
14 %.

MeTtamMu3051 IpOHMKAET Yepe3 MialeHTapHbl 6apbep. MeTabolnuThl METaMU30J1a TPOHUKAIOT B
IPYAHOE MOJIOKO KOPMSILUX MAaTepeEi.

buorpancdopmarms

OcHoBHOM MeTabonut Metamuszona, 4-MAA, moasepraercss najbHeilleMy MeTa0oau3My B
MIEUYEHN IMYTEeM OKHUCIIEHUS, JAEMETHJIMPOBAHMS M IMOCIEAYIOIIEro aueTHiIupoBaHus. J[pyrumu
OCHOBHBIMM  METa0OJMTaMH  METaMu30JIa  SABISAIOTCS  4-aMuUHOAaHTHNUPHH  (4-AA),
4-popmunamunoanTunuput (4-OAA) u 4-anetmnamunoanTunuput (4-AuAA). VccnenoBanue
CBOMCTB YETHIPEX OCHOBHBIX META0OJIMTOB METaMM30Ja II0Ka3aJo, YTO JKapOIOHMXKAIoLIEe,
aHaJIbre3UpyIolee U MPOTUBOBOCIIAIUTENIBHOE JICWCTBUE MpernapaTa MOTYT ObITh O0YCIIOBIIECHBI

meradoimramu 4-MAA u 4-AA.
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(NOCNEQCBATENEHOCTE 0001)

OIMMUHALKS

VY 310poBbIX Myx)4nH 60see 90 % 1036l npenapara, NPUHATONH BHYTPb, BRIBOAUTCS C MOYOH B
teuenue 7 nuer. Ilepuon momysbiBenenus (Ti12) Meramu3zoiia, MEUEHHOTO PaMOU30TOIIOM,
cocrasisieT okoJio 10 yacos.

Hns 4-MAA 3HadueHus: TEpMHUHAIBHOTO Ti12 MPU pa3HBIX IYTSAX BBEICHUS KOJICOIIOTCS B
npeznenax ot 2,5+0,06 no 3,2+0,8 yacos, a st Apyrux meraboiautoB T1 coctaBnser ot 3,7 10
11,2 gacos.

JIunelHoCTh (HENMHENHOCTD)

Js Bcex MeTaboIMTOB METaMH30J1a XapaKTepHa HelMHEeWHas GpapMakokuHeTHka. KinHuueckas
3HAUYMMOCTh JAaHHOTO (pakTa HE yCTaHOBJICHA. lIpH KOPOTKOM Kypce JICYCHHs] HAKOIUICHHE
MeTabO0JIMTOB UMEET MUHUMAJTLHOE 3HAUCHUE.

IleyeHOUHAs HEIOCTATOYHOCTh

VY nauuenToB ¢ HapymeHusMH (yHkuuu nedeHu Tiz 4-MAA u 4-OAA yBenuuuBaeTcs
npuMepHO B 3 paza. [loaTomMy y ManueHToB ¢ HapymeHUsIMH (pYHKINH [TEYEeHH ClieayeT n3berath
IPUMEHEHHUS IIpernapaTa B BBICOKUX J103aX.

IloueuyHas HETOCTATOYHOCTh

[Tpu HapylmeHusAX (QyHKIUHM MOYEK CHUXKAECTCS CKOPOCTh BBIBEIECHUS HEKOTOPBIX METa0OJIMTOB
(4-AuAA, 4-DAA). TlosToMy nanMeHTaM ¢ HapylICHUSIMH (YHKIUH TOYEK ClIeayeT n3berathb
IPUMEHEHHUS [IpernapaTa B BBICOKUX J103aX.

JInia mo)Kujaoro Bo3pacra

Y  3710poBBIX  JOOpOBOJIBLIEB MOXWIOro Bo3pacta Tiz2 4-MAA Obul  CyHIECTBEHHO
IPOJOJDKUTEIBHEE, a KITUPEHC 4-MAA — CylIeCTBEHHO HIXKE, UEM Yy JIUI] MOJIOJIOTO BO3pacTa.
eTH

BriBenenue MeTa0O0JIUTOB y JIeTen IMPOUCXOAUT 3HAUYUTCIIBHO 6LICTpee, YCM Yy B3POCIJIbIX.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTeIbHbIX BellleCTB
e Kpaxman kapTodenbHbIH;

e caxaposa;

® TaJbK,

e KajbLus cTeapart.

6.2. HecoBmecTuMOCTH

He npumennmo.

6.3. Cpok roaHocTH (CpOK XpaHeHHs )

5 nert.
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6.4. OcoOble Mepbl MPEIO0CTOPOKHOCTH NMPH X

B 3amumnienHoM oT cBeTa MecTe mpH Temneparype He Boiie 25 °C.

XpaHUTb B HEJOCTYITHOM JJIsl IETEH MecTe.

6.5. XapakTep u coaep:kaHue NePBUYHOI YIIAKOBKH

ITo 10 TaGyieTok B KOHTYPHYIO SUYCHKOBYIO YIAKOBKY W3 IUJICHKH MOJMBUHUIXJIOPUIHON W
(donbru aMOMUHUEBOM MTEYaTHOH JIAKUPOBAHHOM .

1, 2, 3 win 5 KOHTypHbIE slYEHKOBBIE YNakoBKM 1o 10 TabiieTok BMeCTe C MHCTPYKIHUEH 110
MEIUIUHCKOMY TPUMEHEHHUIO IOMEIIAIOT B MAYKy U3 KapTOHA.

[To 10 TabneTok B KOHTYPHYIO O€3bSYEHKOBYIO YIAaKOBKY M3 MarepHajla YMNaKOBOYHOTO
KOMOWHUPOBAHHOTO Ha OyMa)KHOW OCHOBE.

1, 2, 3 wim 5 KOHTYypHbIE O6e3bAYeKOBbIE YIIAaKOBKU 1O 10 TabiieTok BMECTe ¢ HHCTPYKLHUEH O
MEIULUHCKOMY TPUMEHEHHUIO IOMEIIAIOT B MAYKy U3 KapTOHA.

KoHTypHbIe S4YEHKOBBIE YNAKOBKM C PaBHBIM KOJMYECTBOM HHCTPYKUUNA MO MEAUIUHCKOMY
NPUMEHEHHIO TOMENIAIOT B SIIMK WIH KOPOOKY M3 KapTOHA TOPPUPOBAHHOTO.

KonTypHble 0e3bsueiikoBble YIAaKOBKU C PaBHBIM KOJIMYECTBOM MHCTPYKLUH 110 MEAUIIMTHCKOMY
MPUMEHEHHUIO MOMEIIAIOT B AUIUK WM KOPOOKY U3 KapToHA rOpUPOBAHHOTO.

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH NPH  YHMYTOXXKEHMH  HMCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara WJIM OTX0A0B, [MOJYYEHHBbIX IIOcjle NpPHMEHEeHUus:
JIEKApPCTBEHHOI0 Npenapara, u Apyrue MaHuIyJIsiiHU ¢ NpenapaTom

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YJIOCTOBEPEHMUSA
Poccuiickas @enepanus

AO "Tarxumdpapmnpenapars!”

420091, Pecniy6nuka Tarapcran, r. Kaszans, yi. beromopckas, 1. 260
ten.: 8 800 201 98 88, Ten./paxc: +7 (843) 571-85-58

e-mail: marketing@tatpharm.ru

7.1. IlpencraBuTe/ib AepKaTesisi perucCTPAllHOHHOIO YAOCTOBEPEHHUS

[IpereH3un HOTDe6I/ITeJIeI71 HalnpasJIATH 110 aApECy:

Poccuiickas @enepanus

AO "Tarxumdapmmnpenaparst”

420091, Pecriyosiuka Tatapcran, T. Kazans, yin. benomopckast, a. 260
ten.: 8 800 201 98 88, Ten./axc: +7 (843) 571-85-58

e-mail: marketing@tatpharm.ru
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8. HOMEP PETMCTPAIIMOHHOTO YJOCTOBEPE MY EATEIIEHUCTS 000T)

9. IATA NMEPBUYHOM PETMCTPAIIMHA (IIOATBEPXKJIEHHSI PETMCTPAILIUY,
INNEPEPETUCTPAIIN)

JlaTa nepBoi perucTpanuu:

10. JATA IIEPECMOTPA TEKCTA

OO0mast XxapakTepHCTUKa JIEKApCTBEHHOTO Mpenapara AHAIBIMH JIOCTYITHA HA HHPOPMAIMOHHOM
noptane EBpazniickoro 3KOHOMHYECKOI0 COr03a B MH(OPMAIIMOHHO-KOMMYHHUKAIIMOHHON CETH

«Hurepuer» http://eec.eaeunion.org/
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