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OBILAS XAPAKTEPUCTHKA JEKAPCTBEHROFPO TIPFERAPATA U002

1. HAMUMEHOBAHHUE JIEKAPCTBEHHOI'O ITPEITAPATA

Ananerun PeneBan, 500 mr, TaOneTKH.

2. KAYECTBEHHBIA U KOJIMYECTBEHHBIA COCTAB

JeicTByrolee BEeIecTBO: METaMU30JI HaTpUsl.

Kaxxnas Tabnerka cogepxut 500 Mr MeraMu3oa HaTpHsL.

[TonHbIM IepeyeHb BCIOMOTaTeIbHbBIX BEIIECTB MPUBENIECH B pazaene 6.1.

3. JIEKAPCTBEHHAS ®OPMA

TabneTku.

Kpyrnbie mnockomminHapudeckue TaOiaeTku Oelnoro WM IOYTH Oenoro ¢ JKEeJNTOBAThIM
OTTEHKOM IIBeTa ¢ (hacKoi, C PUCKOM Ha OJTHON CTOPOHE M TPaBUPOBKON «R» — Ha ApyYTOi.
Jlunus paznoma (pucka) He IpeAHa3HauYeHa JJIs pa3iaMbIBaHUS TaOJICTKHU.

4. KJIIMHUYECKHUE JAHHBIE

4.1. IToka3aHus1 K NPUMEHEHHUIO

Amnanbsrun PeHeBain nmoka3aH K IPUMEHEHHUIO Y B3pOCIbIX U JIeTel cTapiie 15 net npu:

. JIUXOpaJKe, yCTOWYUBOM K IPYrUM METOAAM JICYECHUS;

. CHJIFHOM OCTPOM HWJIM XPOHHYECKOM OOJIEBOM CHHIPOME B IOCJIEONEpPAIIHOHHOM
nepuoje, MpU TpaBMax, KOJIMKaX, OHKOJOTMYECKHX 3a00JEBaHUSAX U JPYIHMX COCTOSTHHSIX
(BKJTIOUAs TOJIOBHYIO M 3YOHYIO 0OJIb), €CIM HE TOKa3aHbl JAPYTrue TEPareBTHUCCKHUE METOJIbI
JICYEHUS.

4.2. PexxuMm 103MpOBaHNs U C1IOCO0 MPUMEHEeHUs!

PexxuM 103upoBaHus

PazoBas no3a mpenapara Ananbrun PeneBan cocrasiser 500 mr (1 Tabmerka). MakcumanbHas
pazoBas go03a — 1000 mr (2 Tabnerku). Ecnu He npeanucano uHave, pa3oBast 1032 MOXET OBITH
npuHsATa 10 4 pa3 B cyTku. MakcumanbHas cyrouHas no3a — 4000 mr (8 Tabierox).

Crnenyer NpuMEHITh MUHUMAJIBHYIO 103y, JOCTATOYHYIO JUIl KOHTPOJIS 00NN M JIMXOPAJIKH.

[Ipy mpuMeHeHMM B KayecTBE aHaJIbI€3UPYIOIIET0 CPEeACTBAa MPOJOKUTENBHOCTh TEparuu
1-5 nHel, npy NPUMEHEHUH B KAUE€CTBE KAPOMOHUKAIOIIETO cpeacTBa — 1—3 nHs.

He cnenyer mpuMeHsTh mpenapar B TEYCHHUE JUTUTEIHHOTO BPEMEHHU WM YBEIMYUBATh 103y 0e3
Ha3HAueHUs Bpaya.

[Ipy coxpaHeHMM WM YBETUYEHUM HWHTEHCHUBHOCTH OOJEBOr0 CHHIpPOMA HEOOXOIMMO
MPOKOHCYJIBTUPOBATHCS C BPAYOM ISl ONIPEICTICHUS IPUYUHBI CUMIITOMOB.

[Ipu muTenbHOM NMPUMEHEHHH HEOOXOAMMO KOHTPOJIMPOBATH YMCIO (POPMEHHBIX JIEMEHTOB

KpOoBU (BKJ’IIO‘IEUI noacCdYeT OTACIIBHBIX BUJOB HeﬁKOHHTOB).
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(NOCNEOCBATENEHOCTE 0003)

Oco0ble rpyInel NAKUEHTOB

THayuenmur noorcunoeo éozpacma
[TanmeHTaM MOXWIOrO BO3pacTa CIEAYEeT YMEHBIIUTH 03y, TOCKOJbKY BBIBEICHHE
MEeTabO0JIMTOB METaMU30J1a HATPHUSI MOXKET OBITh 3aMeIJICHO.
Tayuenmoi ¢ Hapywenuem QyuKyuy neveHu
[TockonbKy TIpH HApyMIEHUSX (YHKIMH MEYEHU CKOPOCTHh BBIBEJCHUS Tperapara CHIKACTCS,
cienyeT u30erarb MOBTOPHOTO TIpHieMa BBICOKHMX 103 Tpemapara. B cioydae mpuMmeHeHUs
mpenapara B Te4€HHE KOPOTKOTO Meproja BpEMEHU CHIDKEHHE J103bI He TpeOyercs. HeT manHbIx
0 JI0JITOCPOYHOM MPUMEHEHUU IIpenapara.
Tayuenmoi ¢ Hapywenuem GyHKyuu novex
[TaniuenTamM ¢ HapymIeHUSIMH OOIIETO COCTOSHUS M CHWDKEHHBIM KJIMPEHCOM KpeaTHWHHHA
ClIeNyeT YMEHBIIHUTh 03y, TMOCKOJIBKY BBIBEICHHE META0OJUTOB METaMH30J1a HATPUS MOXKET
ObITh 3aMeuieHO. [lOCKONBKY TpH HapymieHUsSX (YHKIUKA TIOYEK CKOPOCTh BBIBEICHUS
mperapaTa CHIDKAeTCs, CienyeT u30erarb MOBTOPHOTO MpUEMa BBICOKMX JI03 TIperapara.
B cinyyae nmpuMeHeHus npenapara B T€YEHHE KOPOTKOTO MEPHUOJia BPEMEHU CHUYKEHHE 03bI HE
Tpebyercs. HeT qaHHBIX 0 10ATOCPOYHOM MPUMEHEHUH TIperapara.

eTHh
[Ipuem npenapara AnanbruH PeHeBan JneTbMHM M NOAPOCTKAMU B Bo3pacte A0 15 jer
MPOTUBOIIOKA3aH.
Pexxum nmosupoBanus mis geredt or 15 go 18 mer (> 53 kr) HE OTAMYAETCS OT peXUMA
JIO3UPOBAHUS JUIsI B3POCIIBIX.

Cnooco0 rpuMeHeHus

TabneTku ciexyer mIporiaTelBaTh, HE pa3KeBbIBas, 3allMBast JOCTATOUYHBIM KOJTUYECTBOM BO/IBI.
4.3. [IpoTuBONOKA3aAHUS

o ['unepuyBCTBUTENBHOCTh K METAMHU30Jly HATpHs, WIM K JpYyrUM MHPa30JIOHAM
(benazony, mponmdpeHa3oHy, H30MpOMMWIaMHHO(DEHA30HY), WIM K  MIUPA30JIHIUHAM
(penmnbyrazony, okcruhenOyra3oHy), BKItoUasi, HalpUMep, YKa3aHusl B aHAMHE3€ Ha Pa3BUTHE
arpaHyJIOIMUTO3a WIH TSHKENBIX KOXKHBIX PEeaKIUi PH MPUMEHEHHH OJHOTO U3 ATHX IPErapaTos,
WM K JTIOOOMY M3 BCIIOMOTaTeNbHBIX BEIIECTB, IEPEUUCIICHHBIX B pa3zene 6.1.;

o HapyIIeHUsT KOCTHOMO3TOBOTO  KpPOBETBOpEHUsS  (Hampumep, TOCIE  JICYCHHUS
UTOCTATUKAaMH ) HJIK 3a00JI€BaHUSI TEMATOMOATHUYECKON CUCTEMBI;

o yKa3aHWs B aHaAMHE3¢ Ha pa3BUTHE OpOHXOCMa3Ma WM JPYTHX aHAQWIAKTHYECKUX

peakuuii (Hampumep, KpanuBHUIA, PUHUT, AHTHOHEBPOTHYECKUN OTEK) MpPH MPUMEHEHUH
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uOynpodeH, HHIOMETAINH, HAaTPOKCEH;

. OCTpass MHTEPMUTTUPYIOIIAs Tie4eHOouHass mopdupus (PUCK pa3BUTHS 00OCTpeHUI
nopoupun);

o BpPOXJIEHHAsT HEIOCTaTOYHOCTh TIIOK030-6-hocdaraeruaporenassl (PUCK Pa3BUTHUSA
reMoJIn3a);

° neTckuit Bo3pact (o 15 mer).

4.4. OcoOble ykazaHHusl M Mepbl NPEI0CTOPOKHOCTH NPH NPUMEHEHUH
Anaghunaxmuueckue/anaguiakmouoHvle peakyuu

[Ipu BBIOOpe cmocoba BBeneHUs IMpemapara CleAyeT Y4YUThIBaTh, YTO IapeHTepaibHOE
pUMEHEHHE CBSI3aHO C Oonee BBICOKUM pUCKOM BO3HHUKHOBEHUS
aHaUIAKTHYECKUX/aHA(PUITAKTONTHBIX PEaKIH.

[ToBbIlIEHHBI PUCK pPa3BUTUS PEAKIM THIEPUYBCTBUTEIHLHOCTH Ha METaMH30Jl HaTpus
00yCIIaBIUBAIOT CJIEIYIOIINE COCTOSHUS:

- CUHAPOM OpOHXHAILHOM aCTMBbI, HHAYIIUPOBAHHBIN PUEMOM aHATbI€TUKOB;

- HETMEePEeHOCUMOCTh aHAJbI€TUKOB MO THUIY KpPANUBHUIBI WM AHTHOHEBPOTHYECKOTO
OTEKa;

- MOJIHOE MJIU HETIOJIHOE COYeTaHHe OpOHXHUAJbHOW acTMbl, PEUUIUBUPYIOLIETO MOJIUIO03a
HOCa U OKOJIOHOCOBBIX MMa3yX, U HEMEPEHOCUMOCTH alleTUJICATUIIUIOBON KUCIOTHI WM JPYTUX
HECTEPOUIHBIX MPOTHBOBOCHAIUTENLHBIX MPEMapaToB (B TOM YHCIIE B aHAMHE3E);

- XpOHHUYECKasl KpalMBHULIA;

- HETIEPEHOCUMOCTh aJIKOTOJIs1 (MTOBBIIICHHAS YYBCTBUTEIBHOCTh K aJKOTOJI0), Ha (GoHE
KOTOPOH, JAaXke MpH MpUeMe HEe3HAUUTEIbHOTO KOJMYECTBA HEKOTOPHIX aJIKOTOJIbHBIX HAITUTKOB
y TAalMEHTOB BO3HUKAIOT YHXaHHWE, CJIE30TCUCHHE M BBIPAKEHHOE IIOKPAaCHEHHE JIUIIa.
HenepeHocuMOCTh ajaKoroyisi MOXET CBUAETEILCTBOBATh O paHee HEYCTAHOBJIEHHOM CHHJIPOME
OpOHXHMATBHOM aCTMBI, CBSI3aHHOM C aHAJIbreTUKaMH (aCTTUPUHOBOM aCTMBI);

- HENEePEeHOCUMOCTh WJIM TOBBIIICHHAs] YYyBCTBUTEIBHOCTh K KpacuTeNlsaM (Hampumep, K
TapTpa3uHy) WK KOHCEPBaHTaM (Hampumep, Kk OeH3oaram);

- aHa(pUIAKTUYECKUE WIN JPYyTrue UMMYHOJOTHYECKUE pEaKlUu Ha APYrue MHPa30JIOHBI,
NUPA30JUANHBI U IPOYNE HEHAPKOTHUECKHE aHaIbI€TUKU (CM. pa3zaen 4.3.) B aHaMHese.

[lepen npumenenuem npenapara AHaabIuH PeHeBan He0OX0JMMO POBECTH TIIATEIBHBIN OMPOC
nanueHTa. B ciaydae BBISICHEHHMS, YTO MAlMEHT OTHOCUTCS K TPYIIE 0COOOr0 pUCKA Pa3BUTHA
aHapUIAKTOUIHBIX peaKlMii, mpemnapaT cilieAyeT Ha3HayaTh TOJBKO IOCIHE TIIATEIbHOW OLEHKU

BO3MOXXHBIX PHUCKOB M OXHUJAeMOH Moyb3bl. B ciyyae mpUHATHS pelieHus O NMPUMEHEHUU
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KOHTPOJIb MX COCTOSIHHS, M HEOOXOIUMO HMETh CpEICTBA JJs OKa3aHWs MM HEMEIJICHHOM
HEOTJIOX)KHOM MOMOIIY B cliy4yae pa3BUTHs aHA(PMIAKTHIECKUX/aHA(DUIAKTOMIHBIX peaKIuil.

VY npeapacnofioK€HHBIX MMalMEHTOB MOKET BO3HHMKATh aHA(QUIAKTHYECKUH IIIOK, MO3TOMY
MalyeHTaM ¢ OpOHXHMAJIBHOM acTMOM WJIM aTONMHMEW METaMHW30J1 HaTpus CleAyeT Ha3zHayaTh C
OCTOPOXKHOCTBIO.

Taoicenvie KodcHble HedcenamenvHvle peakyuu

Ha ¢one npumenenuss Metamu3osia HaTpusi ObUIM OMMCAHbBI TSKENbIe KOXKHbIE HEKelaTeIbHbIe
peakmuu, Takue kak cuHApoM CrtupeHca-/[xoHcona (CCJI), TokcWueckuil smuaepMaibHbII
Hekponn3 (TOH) u nexkapcTBeHHass peakuusi ¢ 03MHOPHINEH W CHUCTEMHBIMH CHUMIITOMAaMHU
(DRESS-cunnpom), KOTOpbIE MOT'YT OBITh OMMACHBIMHE TSI >KU3HH WJTH JICTATLHBIMH.

[Ipy mnoOsBNEHUM KOXKHOM CBIMK, MOPAKEHUM CIM3UCTBIX OOO0JIOUEK WM JIOOBIX JPYruX
MpU3HAKaX THIIEPUYBCTBUTEIBHOCTH CO CTOPOHBI KOXKH, JIEUEHNE METaMU30JIOM HATpHsl CIIETyeT
HEMEUIEHHO NPEKpPaTHTh. 3amperiaeTcss Koraa-1uoo BHOBb IMOBTOPSTH JEYEHHE METaMHU30JI0OM
HATpUS.

[TaniueHTHl AOMKHBI OBITH WH(POPMHUPOBAHBI O CYOBEKTHUBHBIX M OOBEKTHBHBIX CHMIITOMAax
JAaHHBIX 3a00J1€BaHMMi. Y HUX ClIeyeT TIIATeIbHO KOHTPOJIUPOBATH KOKHBIE PEaKIUH.
Aepanynoyumos

ArpaHynonuTo3,  pa3BUBamOIIMics  Ha  (GOHE  JICUYCHHS ~ METaMHU30JIOM,  HMeEeT
MMMYHHO-QJIJIEPrHUeCcKOe MPOUCXOXKIEHUE U MPOAOHKAETCS, 0 MEHbIIEH Mepe, OJHY HEIEIIIo.
[TonoOHbIE peakuy BOSHUKAIOT OYEHb PEAKO, MOTYT OBITh TSXKEJIBIMH, KU3HEYTPOKAIOIIUMH U
JIa’Ke C JICTaJIbHBIM UCXOJ0M. DTH PEaKIMH HE SIBIISIOTCS 10303aBUCUMBIMU U MOT'YT BOSHUKHYTb
B J1000i1 MOMEHT BO BpPEMsI JICUCHHUSI.

Bce manueHTsl TOMKHBI OBITh MPOMHCTPYKTHPOBAHBI MPEKPATUTh NMPUMEHEHHE MpernapaTa U
HEMEIJIEHHO TPOKOHCYJIbTHUPOBATHCS C JIEYAllUM BpayoOM TMpU TOSBICHUHM CIEIYIOIINX
CyOBEKTUBHBIX WJIH OOBEKTUBHBIX CHUMITOMOB, BO3MOXXHO CBSI3aHHBIX C HEUTPOICHUCH:
JMXO0pajika, 03HOO, O0ib B ropie, sI3BbI B NOJOCTH pTa. B ciydae pa3BUTHS HEHTpONECHHH
(xommdecTBO HelTpodunos < 1500 B MM’) HEoOXOAMMO HEMENJIEHHO NPEeKpaTUTh JEYEHHE,
CPOYHO BBIMOJIHUTH PAa3BEPHYTHIN KIMHUUECKUN aHAIN3 KPOBU U MPOJOKATh KOHTPOJIb COCTaBa
KPOBH JI0 BO3BpAIIICHUS KOTUYECTBA (POPMEHHBIX FIEMEHTOB K HOPMAJIbHBIM 3HAUCHUSIM.
Tanyumonenus

B cnyuae pa3BuUTHS MaHIUTONEHUU JI€UEHUE CIIEAYyEeT HEMEUIEHHO NPEKpaTUTh, HEOOXOIMMO
KOHTPOJIMPOBATh IOKA3aTeNId Pa3BEpHYTOr0 KIMHUYECKOTO aHajlih3a KPOBH BIUIOTH [0 MX
HOpMAaJTH3aITIH.

Bce nmanuenTs! JOKHBI OBITH TPOMHCTPYKTUPOBAHBI HEMEJIEHHO 00palaTbes 3a MEAUIIMHCKOM
4
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CHUMIITOMOB, IO3BOJISIONIMX IPEINOJIOXKHUTh MaTOJOTHYECKUE HM3MEHEHHUs KpOBM (HaImpumep,
oOmiee HeroMoranue, WHGEKLUs, CTOMKas JUXOpajaka, o0pa3oBaHHE IeMaToOM, KPOBOTCUCHHS,
0JICTHOCTB ).

Hzonuposannvle cunomen3usHble peakyuu

BBenenune meramu3osia HaTpusi MOKET BBI3BIBATH M30JIMPOBAHHBIE TMIIOTEH3UBHBIE DPEAKIIMM.
JlanHble peakIuu, BO3MOYKHO, 3aBUCAT OT J03bl IIpernapara M 4Yalle BO3HUKAIOT I10CIE
IapPEHTEPAIILHOTO BBEACHHUS.

C 0CTOpPOKHOCTBIO IPUHUMATD IIPU apTEPUATIbHON TMIOTEH3UH (CUCTOJIMYECKOE apTepUAIbHOE
napienne Hke 100 MM pT. CT.), HECTaOWJIBHOCTH TreMOIWHAMUKUA (MH(APKT MHOKapja,
MHOXECTBEHHAsl TpaBMa, HAYMHAIOLIUICS IIOK), CHIDKEHHH O0beMa IUPKYIUPYIOIIeH KpPOBH,
HAYMHAIOMIECHCS CEepPACYHOM HEIOCTAaTOYHOCTH, BBICOKOW JIMXOpanke (MOBBIMICHHBIA PHCK
PE3KOro CHMKEHUS apTepUanbHOTO AABJICHMS), IPU 3a00JIeBaHUAX, IPU KOTOPBIX 3HAYUTEIBHOE
CHI)KEHHE apTepUaIbHOIO JABJICHUSI MOXKET MPEICTABIIATH ITOBBIILIEHHYIO ONAaCHOCTH (ITAllUEHTHI
C TSDKEJIOW MIIeMHUYecKOW OONE3HBIO ceplla M BBIPAKEHHBIM CTEHO30M apTEepHil TOJIOBHOIO
MO3Ta).

Ocmpas 6oab 6 dcugome

Henonyctumo wucnosnb3oBanue mpenapara AHaabruH PeHeBan Juist CHATHSL OCTpPBIX Ooieil B
JKUBOTE (/10 BBISICHEHUS UX TPUYUHBI).

Hapywenue ¢ynxyuu neuenu u novex

VY nanueHToB ¢ HapylmieHHeM (QYHKIMA TIEYEHW WJIM TOYeK mpernapaT AHansruH PeneBan
ClelyeT NPHUMEHATHh TOJBKO II0CJIE€ KOHCYJIbTAllMM Bpaya, MOCKOJIbKY y OSTHUX HAIMEHTOB
CHI)KEHA CKOPOCTh BBIBE/ICHUS IIpenapara.

Jlekxapcmeennoe nopasiceHue nevenu

Y nanueHToB, MOMYy4YaBUIMX METaMH30J, OBIIM ONHCaHbl CiIyd4ad OCTpPOro TIernaTuTa,
IPEUMYIIECTBEHHO I'eNaTOLEIUIIONSPHOIO XapaKTepa, KOTOPhIM HauMHAJCS IO MPOIIECTBUU OT
HECKOJIbKUX JIHEH 0 HECKOJBKHMX MECALEB I0OCIE Hauyana JiedeHus. lIpu3Haku U cHUMITOMBI
BKJIIOYAJIM MOBBIIIEHUE YPOBHSA (PEPMEHTOB NEUYEHU B CHIBOPOTKE KPOBU C JKEITYXOHM mim 0e3
Hee, YacTo Ha (OHE BO3HMKHOBEHHUS JPYyTrUX pPEAaKUUH TUIEpUyBCTBUTEIBHOCTH K
JIEKapCTBEHHBIM IIpenapaTraM (HalpuMep, KOXKHOW ChINM, IUCKpPa3uu KpOBH (IATOJOIMYECKHE
U3MEHEHHUS KpPOBH), JIMXOPAJKU U DSO3MHOQWINH), WM COMPOBOXKAAINCH IPHU3HAKAMH
ayTOMMMYHHOTO Te€naTuTa. DONBIIMHCTBO MAaNMEHTOB BBI3IOPOBENH IIOCIE IPEKpAILECHUs
JIEYCHHs] METAaMHU30JI0M; TEM HE MEHEE, B OTJEJBHBIX CIIydassX COOOLIAIN O IPOrpecCUpOBaHUU
OCTpPOI NEYeHOYHON HEJOCTATOUHOCTH, B PE3yJIbTaTe KOTOPOH MOTpeOOBAIACh TPAHCIUIAHTAIIHS

IICYCHMU.
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MeXaHU3M METaMH30JI-HHAYIHPOBAHHOTO TIOpdkeHHs HEeh Fe COBCEM TCeH o TMerotiiecs

JaHHBIC YKA3bIBAIOT HA €r0 UMMYHOAJIEPTUYECKYIO TIPUPOTY.

[TarmeHTOB ClielyeT MPOUHCTPYKTUPOBATH O TOM, YTO UM HEOOXOAMMO OOpATUTHCS K JIeHaIEMY
Bpauy B ciy4yae IMOSBJICHUS CHMIITOMOB, YKa3bIBalONIMX Ha MOpaK€HUE MEYeHH. Y TaKHhX
MAIMEHTOB CJIeIyeT MPEKPaTUTh MPUMEHEHHE METaMH30J1a M OLEHUTh (PYHKIIHIO TIEUEHHU.

He cnemyer BO300HOBIATH MpUMEHEHHE Mperapara y MalMeHTOB C HAMYHMEM B aHAMHE3e
MOpPaXCHHsI MEYCHH B TIEPUOJ JICUCHUS METaMHU30JI0M, €CIH IMPH STOM HE BBISBHIU JIPYTHX
MPUYMH TOPAKEHUS TTEYCHH.

Bausnue na peaynemamol 1a60pamopHuIX Uccieo08anuti

Y mMmanueHToB, MOMYYaBIIMX JICYCHHE METAaMH30JI0M, ObUIO 3adUKCHPOBAHO W3MCHCHHE
pe3yNbTaTOB JTa0OPATOPHBIX TECTOB, MPOBOAMMBIX C HMCIOJIb30BAaHUEM peakuuu TpuHaepa u
NONOOHBIX  peakiuil (Hampumep, aHaliu3 COAEpKAaHMS KpeaTUHUHA, TPUIIIHMIEPUIOB,
xoniectepuna JITIBIT 1 MO4eBO KHUCIOTHI B CHIBOPOTKE KPOBH).

Ankozonusm

[IpuHUMATH C OCTOPOKHOCTHIO MPH ATKOTOJIH3ME.

bepemennocmo

[IpuHUMATH ¢ OCTOPOKHOCTHIO TIPU OEPEMEHHOCTH (BTOPOM TPUMECTD).

Tayuenmsi, nonyuarowue yumocmamuyecKkue ieKapcmeeHHvle cpeocmea

[Ipn nedeHun MaNKMEHTOB, MOMYYAIOUINX ITUTOCTATHYECKHE JICKAPCTBEHHBIC CPEICTBA, MPHEM
MeTaMH30J1a HaTpus JODKEH MPOBOAUTHCS TOJIBKO MO/ HAOJI0IEHUEM Bpaya.

4.5. B3aumopgeiictTBue ¢ JPYrMMH JIEKAPCTBEHHbIMH MNpenaparaMM W JApyrue BHAbI
B3aUMO/AeHCTBUSA

C Opyaumu HeHapKOMUYeCKUMU AHATbE3UPVIOUUMU CPEOCBAMU

OpHoBpeMEHHOE TNpUMEHEHHE MeTaMH30Jla HaTpusi C JAPYTUMU  HEHapKOTHYECKUMU
AQHAJIBIe3UPYIOIIMMHU CPEICTBAMU MOXKET MPUBECTH K B3aUMHOMY YCHUJICHHIO TOKCHYECKHX
a¢hekToB.

C  mpuyuxiuueckumu anmuoenpeccanmami, nepopanbHulMU KOHMpayenmueamu,
ANIONYPUHOTIOM

TpunukiInyeckue aHTUICTIPECCAHTHI, EPOPAIbHBIE KOHTPALICTITUBHI, aJUIONYPHUHOJ HApYyHIAIOT
MeTaboJIM3M METaMHU30J1a HATPUS B TICUEHU U MOBBIIIAIOT €70 TOKCUYHOCTD.

C bapoumypamamu, (heHundbymazoHom u Opy2umu UHOYKmMopamu MUKpOCOMANbHLIX (hepMeHmos
neyeHu

bapbutypatel, (peHmnOyTazoH W Apyrue WHIYKTOPBl MHKPOCOMAJIBHBIX (PEPMEHTOB IE€UEHU
OCNabIISAIOT JEHCTBIE METaMU30J1a HATPUSL.

C cedamusnvimu cpedcmeamu U mpaHKkeuiuzamopamu
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CeNaTHBHBIC M TPAHKBI3ATOPH YCHIHBAIOT aHATBTe3APYIONIEe HEICTRITe NeTANH36TA-HATHS.

[Ipu onHOBpEeMEHHOM NMPHUMEHEHUH METaMM30ja HAaTpUS M XJIOPIPOMAa3sMHA MOXET Pa3BUTHCS
TsDKeTIasi THIIOTEPMHUSL.

C nekapcmeenHbMU CpeOCmeamu, UMEIOWUMU 8bICOKYIO C8:3b C benKamu niamvl (nepopanvHvle
2UNO2TUKeMUYECKUe Cpeocmeda, Henpamble aHMUKOA2YISAHMbl, 2NI0KOKOPMUKOCMEPOUuobl U
UHOOMEMAayuH)

MeTtaMu30 HaTpHsl, BBITECHSAS U3 CBA3H C OeNKaMU IJIa3Mbl IEPOPATIbHBIC THUITOTIMKEMUYECKUE
JIEKapCTBEHHbIE  CPEACTBA, HENpPSMbIE  AHTUKOATYJSHTBI, TJIIOKOKOPTHUKOCTEPOUIBl U
WH/IOMETAlUH, YCUINBAET UX ACHCTBUE.

C MuenomoxcudHbiMu 1eKapcmeeHHbIMU cpeocmeamu

MuenoToKCUYHbIe JICKapCTBEHHBIE CPEACTBA YCHIUBAIOT MPOSBICHHE TI'€MaTOTOKCHUYHOCTH
METaMHU30J1a HaTPHsL.

C memompexcamom

JlobGaBneHne MeTramMu30jla HATpUs K  JIGYEHUIO METOTPEKCATOM MOXKET  YCHIIUBATh
reMaTOTOKCHYECKOE JEHCTBHE METOTpeKcaTa, OCOOEHHO Yy TMAlMEHTOB IOXHJIOTO BO3pPACTa.
[TosToMy cnenyer u3derarb COBMECTHOTO IIPUMEHEHUS ITUX JIEKAPCTBEHHBIX CPEACTB.

C muamasonom u capkoIUUHOM

TwramMasoi ¥ capKOJIM3UH MOBBIIIAIOT PUCK PA3BUTHUS JICHKOIICHUU.

C kooeunom, brokamopamu Hr-eucmamunoguix peyenmopos u nponpanoionom

Koneun, 6mokatopbl H>-rucTaMHMHOBBIX pELENTOPOB U IMPONPAHOJON YCHIUBAIOT 3(P(HEKThI
METaMHU30J1a HaTPHSL.

C  peHmeeHOKOHMPACMHLIMU — eujecmeamu,  KOLIOUOHLIMU — KPOBE3aMeHUmenamu U
NEeHUYULTUHOM

PeHTreHOKOHTpacTHbIE BEIECTBA, KOJUIOMAHBIE KPOBE3AMEHUTEIN U NMEHULWIUIMH HE JOJKHBI
IPUMEHATBCS BO BpeMsl JIEUCHHMs METAMU30JI0M HaTpus (MOBBILIEHHBIM PHUCK pa3BUTHS
aHaUIaKTUYECKUX/aHa(UITAKTONIHBIX PEaKIHii).

C ayemuncanuyunogou Kuciomou

[lpy coBMECTHOM NPUMEHEHMM METaMHU30J HATPUs MOXET YMEHbIIATh  BIUSHHE
alleTUICAIMIIMIOBOM KHUCIIOTHI Ha arperanuio TpoMOouuToB. [1o3ToOMy AaHHYI0O KOMOMHALHIO
CJIeZlyeT MPUMEHATh C OCTOPOKHOCTBIO TMPH JICUCHUH MAIMEHTOB, IPUHUMAIOIIUX HU3KHUE J103bI
aleTUJICATIUIIMIIOBOM KHCIOTHI U1l KapIUOTIPOTEKINH (POPHIAKTUKH TPOMOO0Opa3oBaHus).

C cyocmpamamu CYP2B6 u/unu CYP3A4

MeTtaMu30i1 MOXET WHIYIUpOBaTh Merabonusupyromue depmentel CYP2B6 u CYP3A4.

CoBmecTHOE TpUMEHEHHe MeTamu3ona ¢ cyocrparamu CYP2B6 w/umu CYP3A4, TakuMu Kak
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Gympornon . sdaspess, weranon, wrodnops, MkpOAYE Al EEfHbalnh) Wbrer

MPUBECTU K CHIKEHHUIO KOHIEHTPAIMU JAHHBIX IPEMapaToB B IJIa3Me KPOBH.
[TosToMy pexkoMmeHayeTcsi coOM0aTh OCTOPOKHOCTh TPU OJHOBPEMEHHOM IPHUMEHEHHUH
Meramuzonia u cyoctpatroB CYP2B6 w/wmu CYP3A4; oleHKY KIMHUYECKOTO OTBETAa W/WIU
KOHIEHTpAlluu Tpenapara B IJJa3Me€ KpPOBH CIEAYeT COMPOBOXKIATh TEPareBTUYECKUM
JIEKapCTBEHHBIM MOHUTOPUHTOM.

C sanvnpoamom

MeTtamMu3051 MOXET CHUXAaTh KOHLIEHTPALMIO BajblpoaTa B CBHIBOPOTKE KPOBU TMpPU HX
COBMECTHOM IMPHUMEHEHUHU, YTO MOTEHIMAIHLHO MOXET MPUBECTU K CHMKEHUIO 3()(PEeKTUBHOCTU
Bajiplipoata. Bpauam, Ha3HauyalomKUM Mpenapar, ciaeayeT KOHTPOIUPOBATh KIMHUYECKUNA OTBET
(KOHTPOJIb TPHUCTYIIOB WM KOHTPOJIb HACTPOCHHUS) M MPH HEOOXOAMMOCTH PACCMOTPETHh
BO3MO>XKHOCTh MOHUTOPUHTA KOHLIEHTPALIUY BaJbIIpoaTa B CHIBOPOTKE KPOBH.

4.6. DepTHIBLHOCTD, 0EPEMEHHOCTb U JIAKTALMS

bepemeHHOCTD

JlaHHbIE O HETraTUBHOM BJIMSHUM METAMM30JIa HA IUIOJ OTCYTCTBYIOT: Y KpPBIC U KPOJHUKOB
METaMH30J HE OKa3bIBal TEPAaTOT€HHOTOo JEHCTBUS, a TOKCHYECKOEe JECHCTBHE Ha IUI0J
Ha0JI0/1a10Ch TOJIBKO MPH BBICOKUX J103aX, TOKCUYHBIX JJIsl OpraHu3Ma maTtepu. TeMm He MeHee,
KIMHUYECKUX JaHHBIX O TMPUMEHCHHH METaMH30Ja HaTpusi BO Bpems OepeMEeHHOCTH
HEJ0CTaTOYHO. MeTaMM30J1 IPOHUKAET Yepe3 TUIALIEHTY.

B nmepBoM TpumecTpe OepeMEHHOCTH TIpUMEHEHWE Tpemnapara AHaneruH PeneBan
IPOTUBOMNOKa3aHo. Bo BTopoMm TpumecTpe OepeMEHHOCTH JIEYEHHE IpernaparoM TOJIKHO
OCYILIECTBISATHCS MO CTPOTUM MEIUIIMHCKUM MOKAa3aHMIM, €CIIU OXKUJaeMas 1oJib3a JIJIsl MaTepu
MPEBBIIIAECT NOTEHIIMANBHBIM pUCK A 1wiona. [IpuMeHnenue npenapara B TPEThEM TPUMECTPE
OepeMEHHOCTH TaKKe MPOTHBOINOKA3aHO. JTO OOYCIOBIEHO TEM, YTO, XOTS METaMH30J U
ABIIIETCS ClIa0bIM HWHTHOUTOPOM CHHTE3a MPOCTArjaHAMHOB, HEBO3MOXKHO IOJIHOCTHIO
UCKITIOYUTHh BO3MOXKHOCTH MPEXKIEBPEMEHHOTO 3aKPBITHS apTepUANTbHOTO (60TaIOBa) MPOTOKA
U OCJIOXXHEHHM B NEpUHATAIBHOM NEPHOJIe, CBSI3aHHBIX C HAPYIIEHUEM arperamuoHHON
CITOCOOHOCTH TPOMOOIIMTOB MaTepy U HOBOPOXKIACHHOTO.

Jlakranus

MeTaboauTsel MeTaMHu30Jla MPOHMKAIOT B rpyaHoe Monoko. [Ipemapar Awnanerun Penean
MPOTUBOIIOKA3aH MpU TPYAHOM BCKapmiiMBaHWU. ['pyaHOE BCKapmiiMBaHUE MPOTHUBONOKA3AHO
yepes 48 yacoB mocre nmpueMa npenapara.

4.7. BausiHue Ha CMOCOOHOCTH YNPABJATH TPAHCMOPTHBLIMH CPeACTBAMH M PadoTaTh €
MeXaHNU3MaMu

Her AAaHHBIX O TOM, YTO IIpcrapar, HpHMeHHeMBIﬁ B PCKOMCHAOBAHHBIX O03aX, OKa3bIBACT

8



COOTBETCTBYET SKCMEPTHOMY OTHETY
oT 26.12.2023 Ne 27183

HEKeNaTeIbHOE BIMSHNUE HAa CIIOCOOHOCTD K KOF ueHTpaﬁﬁlﬁ:'PrﬁﬂzE%ﬁtfc-lr_g%'ﬂ%T 5 0003)

OI[HaKO, npu TCpanru IMpernaparoM B BbICOKHX O03aX CJICAYCT HNPUHUMATb BO BHHUMAHHC
BO3MOXHOCTb HApyHICHUA CHOCOGHOCTI/I K KOHOCHTpalMU BHHUMAHUA W CHUIKCHUSA CKOPOCTU
PEaKIfu, 9YTO MOXKET MPEJCTaBIATh PUCK B CUTYAIHsX, TJC JaHHBIE CIIOCOOHOCTH OCOOCHHO
BaKHBI (HaIpuMep, YIpaBJICHUE aBTOMOOWJIEM WJTH JIBIDKYIIIMMCSI MEXaHHU3MOM), OCOOCHHO MpH
COITYTCTBYIOIIIEM yIOTPEOICHUH aTKOTOJISL.

4.8. He:xennaTesibHbIE peaKIUU

HexenarenbHble peakiuu ObUTH  KIACCH(UIIMPOBAHBI  COOTBETCTBEHHO PEKOMEHIAIHSM
BcemupHoli opranuzamnuu 3paBooXpaHeHus: o4eHb yacto (> 1/10), wacto (> 1/100, Ho < 1/10),
Hewacto (> 1/1000, Ho < 1/100), penko (= 1/10000, Ho < 1/1000), ouenp penko (< 1/10000);
qacToTa HECU3BECTHA (Ha OCHOBAHUHU UMCHOIIINUXCA JaHHBIX OLICHUTH HeBO3MO)KHO).

Hapywenus co cmopoHbl Kposu u 1umpamuieckoii cucmemvl

Penko — neifikomeHus.

OdeHb peIKo — arpaHyJoNUTO3 (BKIIFOYAS CIYYaH C JETaTbHBIM UCXO0JI0M), TPOMOOITUTOIICHUSI.
YacToTa HEU3BECTHA — aIlIaCTHUECKas AHCMU, MMAHOUTOICHHA, BKIIKOYad ClIy4au C JICTAJIbHBIM
HCXOJIOM.

OTH peakIfu SBISIOTCS IMMYHOJIOTHYECKHMH TI0 cBOei mpupoje. OHM MOTYT BO3HHUKATh JIaxe
B CJIy4ae, €ClIM paHee MpenapaT MPUMEHSJICS HEOTHOKPATHO 0€3 KaKUX-THOO OCIOKHCHHM.
TUnuYHBEIMH CUMIITOMaMU arpanyJjJonquTo3a ABJIAKOTCA BOCHIAJIMUTCIIBHBIC TOPAXKCHUA CIIU3HUCTBIX
00051049eK (MOJIOCTH PTA U TJIOTKU, AHOPEKTATHLHOM 00JIACTH U MOJOBBIX OPraHoB), OOJIb B TOpIIE,
auxopaaka (BKJIOYas HEOKHIAHHYIO YCTOWYHMBYIO JIMXOPAIKy HESCHOW OJTHOJIOTHH WJIH
peUUIMBUPYIOLIYIO JIUXOpanaKy). CreayeT yuuThIBaTh, YTO €CJIM MAlHUEHT [OJy4yaeT
aHTI/I6I/IOTI/IKOT€paHI/IIO, TO THUIIUYHBIC IMPOABJIICHUA arpaHyJIouTOo3a MOTYT GBITB MHUHHUMAJIBHO
BhIpa)KeHHBIMU. CKOPOCTB OCEIaHUs SPUTPOLIUTOB 3HAYUTEIHHO YBETMUMBACTCS, B TO BPeMs KaK
YBEIMYCHUE TUM(POY3IIOB SBISICTCS CIa00BBIPAKEHHBIM HITH OTCYTCTBYET.

TUnuUHEIMH ~ CUMITOMAaMU TpOMGOI_II/ITOHeHI/II/I ABJIAKOTCA IOBBINICHHAsA CKIIOHHOCTH K
KPOBOTCUYCHUIO 1 BOSHUKHOBCHUC IEeTEXUU Ha KOKE U CIIM3UCTHIX O6OJ’IO‘IKaX.

B cimyuae pa3BUTHSI BBINICTICPEUNCICHHBIX HAPYIIEHUH CO CTOPOHBI KPOBU M JIMM(DATHUECKOM
CHCTEMBI HEOOXOIMMO TPEKpPaTHTh TPUMEHEHWE TMIperapara ¥ MPOBECTH pPa3BEPHYTHIN
KIIMHUYECKHI aHanu3 KpoBH (cM. pazaen 4.4.).

Hapywenusa co cmoponvl ummyHnnot cucmemol

Penko — meramm30i HaTpusi MOXKET BBI3BIBATh aHA(DHUIAKTHUYECKUE WM aHA(DUIAKTOWIHBIC
PEaKIfK, KOTOPBIE MOTYT OBITh TSDKEJIBIMH M YTPOXKAIOIIUMU JKU3HH, U B HEKOTOPBIX CITydasx
MOL'YT [IPUBECTU K JIETAJIBHOMY HCXONY. B ciy4ae pa3BUTHUSA

aHa(HUIAKTHYECKNX/aHa(UITAKTOMIHBIX PEeaKIui HE0OXO0AUMO HEMEIJICHHO MPEKPaTHTh MpUEM

9
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npernapara, MPOBECTH MEPOIPHATHS MO OKajaHUIO Haltentant Hreot ool Mentuitaéroit

IIOMOIIH, IPOBECTU PA3BEPHYTHIM KIIMHUYECKHUI aHaIN3 KPpOBU (CM. paznen 4.4.).

OTH peakuMd MOTYT BO3HHUKAThb JaXe B Cllyyae, €CIM paHee Ipernapar MPUMEHSIICS
HEOJHOKPATHO 0€3 KaKUX-TN0O0 OCI0KHECHUM.

Takue nekapCTBEHHBIE pEaKIUU MOTYT DPa3BUBAThCA KaK HEMOCPEICTBEHHO IOCNEe IpHUemMa
METaMHU30JIa HATPHsl, TaK U Yepe3 HECKOJbKO 4YacoB TOCJE €ro MpHeMa, OJHAKO OOBIYHO OHH
HaOJII01al0TCSl B TEYSHKE TIEPBOTO Yaca IOocIIe IprueMa rpernapara.

OO6pruHO Oosiee Jierkne aHa()UIAKTHYECKHE WM aHA(PUIAKTOMAHBIC PEAKIIUU TMPOSBISIOTCS B
BUJIE KOXKHBIX CHUMIITOMOB M CHMIITOMOB CO CTOPOHBI CIM3UCTBIX 000JI0YeK (TaKWX Kak 3V,
AOKEHUE, TUIEpPEeMUs, KPalmUBHUIA, OTEKH), OJBIIIKM M pPEXe B BUAE XKaJo0 CO CTOPOHBI
KeNyJOYHO-KUIIEYHOTO TPAKTa.

bonee nerkue peaknum MOTyT MpPOrPEeCCHpPOBATH 10 TXKENbIX (opM ¢  pa3BUTHEM
TreHepaIM30BaHHONW KPANMBHUIIBI, TSKEJIOTO aHTHOHEBPOTUYECKOTO OTeka (0COOEHHO ¢
BOBJICUCHUEM TOpPTaHM), THKEIOro OpOHXOCMa3Ma, HapyIIeHWH pHTMa CepAla, pPe3KOoro
CHIDKEHHMSI apTepHalbHOIO JaBICHHsS (KOTOPOMY HWHOIZIa NPEIIIECTBYET IOBBILICHHUE
apTepHalIbHOTO JIaBJICHUS) U Pa3BUTHEM T€MOJAMHAMUYECKOTO 1I0Ka.

OdeHb peAKo — y MAalMEHTOB C IMOJHBIM WM HEMOJHBIM COYEeTaHWEM OpOHXHUAJIbHOW acCTMBI,
PELMIUBUPYIOIIETO TOJMIIO3a HOCA W OKOJOHOCOBBIX TMAa3yX M HENEPEeHOCUMOCTH
alleTWICAJIUIMIOBOM  KUCIOTHI WJIM  JAPYIrUX  HECTEPOUIHBIX  MPOTHBOBOCHIAIUTEIHHBIX
npenaparoB (B TOM 4YHCJICE B aHAMHE3€), PEAKIMd HEMEPEHOCUMOCTH OOBIYHO TIPOSBIISIOTCS B
BU/JIE MPUCTYIOB OPOHXUATHHON aCTMBI.

Yacrora HeU3BeCTHA — aHA(DUIAKTHYECKUI IIOK.

Hapywenus co cmoponwvl cepoya

Yacrora HensBecTHaA — cuHApoM KoyHuca (amiepruueckuii OCTpblid KOPOHAPHBINA CHHIPOM).
Hapywenus co cmoponwl cocyoos

HevacTto — mocne mpuema mpenapaTa BO3MOXHO DPa3BUTHE M30JIMPOBAHHBIX TPaH3UTOPHBIX
THIMIOTOHUYECKUX  peakiuii  (BO3MOXXKHO  (papMakoJOTHUECKH  OOYCIOBIEHHOE U He
COMPOBOXKAAIONIEECSs ~ JAPYTUMHU  MPOSABICHUSMU  aHadUIaKTUYECKUX/aHA(PHUIAKTOUIHbBIX
peakuuii); B peIKUX clydasix — pe3Koe CHIKEHHE apTepuaibHOro JaBICHHUS.
Kenyoouno-kuwieynvie HapyuleHus

Coo01manocs o ciayvasx pa3BUTHS )KETYI0YHO-KHIIEYHOTO KPOBOTEUCHHUSL.

Hapywenus co cmoponbl neuenu u s#cenuesbleo0auux nymeti

YacroTa HeW3BECTHAa — MOMKET DPAa3BUBATHCS JIEKAPCTBEHHOE MOPaKEHHWE MEYEeHM, BKIIIOYast
OCTPBIN TeIMATHUT, )KENTYXY, TOBBIIICHUE YPOBHS «II€YEHOUYHBIX)» TPAHCAMUHA3.

Hapymenuﬂ CO CMOPOHbL KOJHCU U NOOKONCHBIX MKAHEl
10
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HeuacTo — KkpoMe mpossileHuil aHaumakTudeckux/allabiordieroBix peartuti fa KoKe u

CJIM3UCTBIX 000JOYKaX, MEPEUUCIICHHBIX BBIIIE, HEYACTO MOXKET BO3HUKATH (DUKCHPOBAHHAS
JIEKapCTBEHHAS ChIIlb.

Penxo — KokHas CBIIb.

Ouenp peako — cunapom CrupeHca-/[xoncona (CCJ) wmm curapom Jlaitenna (TOKCHYECKUN
snuaepMaiibHbid Hekponu3 (TOH)) ¢ neTanbHBIM HCXOIOM.

Yacrora HEeM3BECTHA — JICKAPCTBEHHAs! PEAKLUs C 303WHO(UINEH U CUCTEMHBIMH CUMITOMAaMHU
(DRESS-cunapom).

Hapywenus co cmoponsl novek u Mouesbigo0auux nymet

Hewacto — BO3MOXHO OKpalIMBaHUE MOYM B KPACHBIM LIBET BCIEACTBHE IPUCYTCTBUS B MOUE
MeTaboIUTa — PyOa30HOBOM KUCIIOTHI.

OdeHb peako — BO3MOXKHO OCTpoe yxynauieHHe GYHKIUM Touek (ocTpas MoYeyHas
HEJO0CTAaTOYHOCTh), OCOOCHHO Yy MAllMEHTOB € 3a00JeBaHUSAMH MOYEK, B HEKOTOPHIX CIIydasx C
OJINTYpUEH, aHypUEH WM INPOTECUHYpUEH; B €AMHUYHBIX CIIydasX MOXKET Pa3BUTbCS OCTPBIA

UHTEPCTULMAIBHBIA HEPPUT.

COO6H_ICHI/IC 0 ITOAO03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHo coo0maTe 0 mo03peBacMbIX HEXKENATENbHBIX PEAKIUAX TOCTE PETUCTPAIMH TIperapara
C 1enplo 00eCredYeHHs HENMPEepPhIBHOTO MOHHTOPHUHTA COOTHOIICHUS «II0JIb3a — PHUCK»
JIEKapCTBEHHOTO Tpenapara. MeIuIMHCKUM paOOTHUKAM PEKOMEHIYETCSl COOOIIaTh O JIFOOBIX
MI0JI03PEBACMBIX HEXKEIATEIbHBIX PEaKIUAX JEKapCTBEHHOTO Iperapara depe3 HaIlMOHAIbHBIC
CHCTEMBI COOOIICHHS O HEXKENIaTeJIbHBIX PEAKIUAX TOCyIapCcTB — UWICHOB EBpa3uiickoro

OKOHOMHUYECCKOI'O COrO3a.

Poccniickas @enepanvs

®depnepanbHas cinyx0a 1Mo Haa30py B chepe 31paBOOXpPaHCHUS.

Anpec: 109012, r. MockBa, CnaBsiHcKas miomazis, a. 4, ctp. 1.
Tenedon: +7 800 550 99 03

OnexTponHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B mHGOPMAIIMOHHO-TEJICKOMMYHUKAIIMOHHOH ceTH «HTepHeT»:

https://www.roszdravnadzor.gov.ru

Pecriyonuka Kazaxcran
PI'TI na IIXB «HaumonansHbiii LleHTp SKCHEpTU3BI JEKAPCTBEHHBIX CPEACTB W MEIUIIMHCKUX

m3nenuit» Komurera wMemumuHCKOro #  ¢apMareBTUYECKOro KOHTPOJs MuUHHCTEpCTBa
11
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3apaBooxpanenus Pecry6onukn Kaszaxcran. (MOCNENOBATENEHOCTE 0003)

Anpec: ZOOT6ES, r. Acrana, yin. A. Imanoga, 13.
Tenedon: +7 (7172) 235-135
OnekTponHas noyta: farm@dari.kz

Caiit B mHGOPMAIIMOHHO-TEIICKOMMYHUKAIIMOHHOM ceTu «MHTepHeT»: http://www.ndda.kz

Pecniy6niuka ApmeHust

AO3T «Hayunblii 1EHTp  OJKCHEPTH3bl  JIEKAPCTB WU MEIUUMHCKUX  TEXHOJIOTHH
M. akajgeMuka J. ["abpuensiHay.

Anpec: 0051, r. Epean, ip. Komuraca, 49/5.

Tenedon: (+ 374 10) 23-16-82, 23-08-96, (+ 374 60) 83-00-73

Tenedbon ropsyeil JIMHUKM OTAeNa MOHUTOPUHra O€30MaCHOCTH JIEKAPCTBEHHBIX CPEJICTB:
(+374 10) 20-05-05, (+ 374 96) 22-05-05

CaiiT B nH(OpPMAIIMOHHO-TEIEKOMMYHUKAIIMOHHON ceTH «MHTepHeT»: http://pharm.am

Pecniy6iiuka benapych

PVII «llenTp sxcnepTU3bl U UCHIBITAHUHN B 3APaBOOXPAHCHUN.
Anpec: 220037, r. Munck, nep. ToBapuieckuii, 2a.

Tenedon: +375 (17) 231-85-14

Tenedon ornena papmaxonaazopa: + 375 (17) 242-00-29

Caiit B mHGOPMAIIMOHHO-TEIICKOMMYHUKAIMOHHOM ceTu «MHTepHeT»: https://www.rceth.by

Keipreizckas Pecniy6nnka

JlenmapraMeHT JE€KApCTBEHHBIX CPEACTB M MEIULMHCKUX U3JAenud Inpu MuHHCTEpCTBE
3npaBooxpanenusi Keipresckoii Pecryommku.

Anpec: 720044, r. bumikek, yi. 3-1 nuHus, 25.

Tenedon: + 996 (312) 21-92-78

OnextponHas noyra: dlsmi@pharm.kg

Caiit B mHGOPMAIIMOHHO-TEIICKOMMYHUKAIIMOHHOH ceTu «MHTepHeT»: http://www.pharm.kg

4.9. Ilepeno3npoBka

CHMIITOMBI

[Ipu mepeno3upoBKe BO3MOXKHO TOSBJICHHE CIIEIYIONAX CHUMIITOMOB: TOITHOTA, pBOTa, OOIH B
JKUBOTE, CHIWIKEHHWE (YHKIIMU TIOYEK/OCTpas TouYedyHash HEIOCTAaTOYHOCTh C OJIMTYpUCH

(HarmpuMep, BCIIEACTBUE Pa3BUTHS MHTEPCTULHMAIBLHOTO HedpuTa), 60ee peaKo CUMITOMBI CO
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CTOPOHBI IIEHTPAITBHOW HEPBHOU CHUCTEMBI (TOJI BOprﬂ@;fé-Eg%ﬁéIﬂgF%,Tﬁf}%ﬁ%) u

pe3Koe CHIDKEHUE apTepHAIbHOTO JaBJICHHS (MHOTIA MPOrPECCUpPYIONIEe JO0 IIOKA), a TaKXKe
HApYIICHUS CepJeYHOro puTMa (Taxukapawus). [locie BBeeHUS O4eHb BBICOKUX JI03 BHIBEICHUE
4yepe3 IMOYKH HETOKCMYHOro MeTabonuTa (pyOa30HOBOM KHCIIOTHI) MOXKET BBI3BATh KPacHOE
OKpallliBaHUE MOYH.

Jleuenue

[Ipu HegaBHEM mpHieMe mpenapara MOTYT OBITh MPEIIPUHATE MEPhI IEPBUYHON JETOKCHKAIIH,
HaIpaBJIEHHbIE Ha OTpaHUYEHUE JajbHEHIero BCAachIBAHMS METaMHU30JIa HaTpus (Hampumep,
IIPOMBIBaHME JKeIyJKa U IPUMEHEHNE aKTUBUPOBAHHOTO yruis). Criennduyueckoro aHTHAO0Ta AJIst
MeTamu3onia Hatpusi HeT. OcHOBHOUW MeTabomur meramuzona (4-N-MeTHIaMUHOAHTUIIUPHH )
BBIBOJIUTCS C TIOMOIIBIO TEMOAMANN3a, reMOPMIbTpaly, remonepPy3uu win (QuiIbTpanuu
wia3mel. [Ipu pa3BUTHUH CyHOpOXKHOTO CHHIpPOMa — BHYTPUBEHHOE BBEJIEHHE aua3ernama u
OBICTPOICUCTBYIOIINX 0apOUTYpaTOB.

5. ®APMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoauHaMHuYecKHe CBOHCTBA

dapMakoTepaneBTUYECKas TpyIMNa: AaHAIBIeTUKH; JpyrHe aHaJbIeTUKU U aHTUITUPETHUKU;
MUPa30JIOHbI.

Kon ATX: N02BB02

Mexanusm aeiictBus u dhapMakoauHaMudeckue 3O hEKTEI

Meramn3on  HaTpus — aAHAIBIE3UPYIOIIEE HEHAPKOTUYECKOE CPEACTBO, IPOU3BOIAHOE
MUPA30JIOHA, HECEJEKTHUBHO OJOKHpPYeT LMKJIOOKCHUI€HAa3sy U CHHXaeT o0pa3oBaHue
IIPOCTAarjJaHAMHOB U3 apaXUIOHOBOU KHCIIOTHI.

[IpensaTcTBYeT npoBeaeHUIO OOJIEBBIX 3KCTpa- M MPONPHOPELENTHUBHBIX UMITYJIBCOB 10 ITy4YKam
l'onmnst u bypnmaxa, mMOBBIIIAET MOPOT BO30YIMMOCTH TalaMUUECKUX IIEHTPOB OO0JICBOM
YyBCTBUTEIBHOCTH, YBEJIMUUBAET TEIJIOOTAATY.

OTnUUNTENBHON 4EepTON SABIISETCS HE3HAYUTENbHAs BBIPAKEHHOCTH NPOTHUBOBOCHAIUTEIBHOTO
addekra, oOycmaBnuBammas ciaboe BIWSHUE HAa BOJHO-COJIEBOM OOMEH (3alepikka MOHOB
HaTpus M BOJABI) U CIU3UCTYIO OOOJOYKY KENyIOYHO-KUIIEYHOro TpakTa. OKa3bIBaeT
aHAJIbre3UpyIollee, KAPOIMOHIIKAIONIEe U HEKOTOPOe CMa3MOJUTHYecCKoe (B OTHOIIECHUU
[JIaJKON MYCKYJIAaTypbl MOUYEBBIBOJAIIMX U JKEMUHBIX IyTel) aelictBue. JlelicTBUe pa3BUBaeTCs
yepe3 20—40 MuHYT nocie nprueMa npernapara u J0CTUraeT MakcuMyMa uepes 2 Jaca.

5.2. ®DapmakoKMHeTHYECKHE CBOMCTBA

Abcopbrs

Ilocne mpuemMa BHYTpPh METaMM30J HATpUs MOJ JEHCTBHEM JKEIYJOYHOIO COKa OBICTPO

TUAPOIIU3YETCSI IO CBOETO OCHOBHOTO MeTabonurta (4-MAA), KOTOpBI XOPOIIO BCACHIBACTCA.
13
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MeTamMu3051 HaTpusi MOYTH TMOJHOCTHIO BCAChIBAETCs ﬂ&%’éﬂﬁéﬁéﬁ%H%ﬁa&;ﬁﬁbm

4-MAA cocraBiuster 85-93 %. CpenHee 3HaueHUE BpPEMEHM JOCTHKEHHS MaKCHMaJIbHOU
KOHILIeHTpauuu — 1,2-2 yaca.

OnHOBpEeMEHHBIN NpUEM MHIIM HE OKa3blBAET 3HAYMMOIO BIIMSAHUSA HAa (DAapMAKOKMHETHKY
METaMHU30J1a HaTPHsL.

Pacnpenenenue

Ces3piBanne 4-MAA c¢ Oenkamu mia3mMbl KpoBH cocTaBisieT 58 %. Jpyrue metabosnThl
METaMHu30JIa  CBSI3BIBAIOTCA C  O€nKkaMM  IUIa3Mbl  KpPOBM B CIEAYIOILEH  CTENEHH:
4-amunoantunupud —48 %, 4-popmunamunoanTunuput — 18 % u 4-aneTHIaMUHOAHTUIIUPUH —
14 %.

MeTtaMu30m MpOHUKAET 4Yepe3 IUIAlleHTapHbIi Gapbep. MeTabonuThl MeTaMHu30i1a MPOHUKAIOT B
TPYAHOE MOJIOKO KOPMSILUX MaTepe.

Buorpancdhopmarims

OcHoBHOII MeTabonu3M meramuszona, 4-MAA, moxaBepraercs AaibHEHIIeMy MeTaboiIu3My B
MEYEHU MYTEM OKHUCIEHHUS, AEMETHWIMPOBAHUS U TMOCIEIYIOUIEro aneTUiIupoBanus. [pyrumu
OCHOBHBIMH  MeTabOJIMTAaMH  METaMH30Jla  SIBIAIOTCA  4-amMuHOAHTHNHpUH  (4-AA),
4-popmunaMmuHoaHTUIIHPUH (4-DAA) u 4-anerunamunoantTunuput (4-AnAA). Hccnenosanue
CBOMCTB YETHIPEX OCHOBHBIX META0OJUTOB METaMH30JIa TOKA3aj0, YTO KAPOIIOHUKAIOIIEE,
aHAJIBIe3UPYIOIIee U MPOTHBOBOCIATUTENHHOE NEHCTBUE Mpenapara MOryT ObITh 0OYCIIOBICHBI
meTtabonutamu 4-MAA u 4-AA.

OJIMMUHALNS

VY BoicOkuX Myx4uH Oosiee 90 % 03Bl mpenapara, NPUHATON BHYTPb, BBIBOAMTCS C MOYOH B
teueHue 7 nueu. Ilepuon momyseiBenenus (T12) Meramu3o0iia, MEUYEHHOTO PATUOU30TOIIOM,
cocraBisieT okoJio 10 Jacos.

Hns 4-MAA 3HadeHus: TePMHUHAIBHOTO Ti1» MPU pa3HBIX IYTSAX BBEICHUS KOJICOTIOTCS B
npenenax ot 2,5£0,06 nmo 3,2+0,8 wacoB, a s napyrux MerabonutoB Tin cocraBiser
ot 3,7 no 11,2 gacos.

JIMHENHOCTE/HEIMHENHOCTD

Jls Bcex MeTaboIMTOB METaMH30J1a XapaKTepHa HelnHelHas ¢papMakokuHeTnka. KinnHuueckas
3HaYMMOCTh JaHHOro (akTa He ycTaHoBieHa. lIpm KOpPOTKOM Kypce JIe4eHHUs HaKOIUICHHE
MeTa0O0JIUTOB UIMEET MUHUMAJILHOE 3HaYCHHUE.

IToueunast He1OCTATOYHOCTD

[Ipn HapymeHUsIX QYHKIUMH MTOYEK CHHXKAETCS CKOPOCTh BBIBEACHUS HEKOTOPHIX METaOOINTOB
(4-AuAA, 4-OAA). [TosToMy manueHTaM ¢ HapyUleHUSAMHU (YHKIIMM TOYEK CleayeT u30erarb

IIPUMEHEHUs IIpenapara B BBICOKMX J103aX.
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(NOCNEOCBATENEHOCTE 0003)

IleueHOYHAS HEAOCTATOYHOCTD

VY naumenToB ¢ HapymeHusMH (QyHKuuM nedeHu Tin 4-MAA u 4-OAA yBenuumBaeTcs
npuMepHo B 3 paza. [loaromy mamueHTam ¢ HapylmeHUsAMU (YHKIUH [IEYeHU cienyeT u3beratb
IIPUMEHEHH IIpernapaTa B BBICOKUX J103aX.

JINIta MoKMUJIOro Bo3pacTa

Y  310poBbIX J100pOBONBIIEB TOXWIOrO Bo3dpacta Tiz 4-MAA ObUT  CYHIECTBEHHO
IPOJOJDKUTENbHEE, a KIUpEeHC 4-MAA — cyIllecTBEHHO HMKE, YEM Y JIMI] MOJIOZIOTO BO3pacTa.
eTH

BriBegenrie MeTab0OIUTOB y IeTeil MPOUCXOAUT 3HAYUTENBHO ObICTpEE, YEM Y B3POCIIBIX.

6. ®APMAIEBTHYECKHE CBOWCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
— TloBumon K30;
— Kpaxmal KapTo(eabHbIH;
—  TalbkK;
— KaJbIUs CTeapar,
— CTeapuHOBas KUCIJIOTA;
—  KpEeMHHS AUOKCH] KOJUTOWIHBIN (ad9pOoCKi).
6.2. HecoBmecTHMOCTH
He npumenumo.
6.3. Cpok rogHocTu (CpOK XpaHeHHUs1)
5 ner.
6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH MPH XPAHEHU U
Xpanuts 1pu remneparype Huxe 30 °C.
6.5. XapakTep u coaep:kaHue NePBUYHONH YIIAKOBKH
ITo 10, 15 TabneToOK B KOHTYPHYIO SYCHKOBYIO YITAKOBKY M3 IUICHKH TMOJTMBUHUIXJIOPUIHON U
G oJIbrH aTIOMHUHUEBOM MEYaTHOMN JIAKHPOBAHHOW MJIM OyMaru yrmakoOBOYHOM.
1, 2, 3, 4, 5 KOHTYPHBIX SYCUKOBBIX yIMaKOBOK MO 10 TabneTok mim 2 KOHTYpPHBIC STYEHKOBBIE
VIIAKOBKKA MO 15 Ta0NeToK ¢ JHMCTKOM-BKIQABIIIEM IMOMEIIAI0T B IMAYKy W3 KapTOHA IS
MOTPEOUTETHCKOU TapHI.
6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TPH YHUYTOKEHHHM HMCHOJb30BAHHOIO
JIEKAPCTBEHHOI0  Mpemapara WIN OTX0J0B, TMOJYYEHHBIX [OCJe MpPUMeHEHUs
JIEKAPCTBEHHOI0 Mpenapara, u Apyrue MAaHUILYJISIIHHU ¢ NPenapaToM

Het oco0bIx TpeOOBaHMI K yTHIIN3AIUH.
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7. JEPXKATEJb PETUCTPAIIMOHHOIO YIOCTOBEPERME 'EHOCTE 0003]

Poccniickas @enepanvs

Axunonepsoe obmiectBo «IIponsBoacTBeHHas apmareBTHUecKas komrnanuss OOHOBICHHE»
KOpunnuecknit  anpec: 633621, Hoocubupckas o00a., Cy3yHckuii paiioH, pm. Cy3yH,
yi. Komuccapa 3stpk0Ba, 1.18.

Temn./akc: 8 (800) 200-09-95.

7.1. IlpeactaBuTe/b Aep:KaTe/isi peruCTPALHMOHHOIO YI10CTOBEPEHUs

[Iperen3un noTpeOUTENEN HAIPABIIATH 110 aJPECY:

Poccuiickas ®@eoepayus

Axuunonepnoe o6bmiectBo «IIponsBoacTBeHHas apmareBTHuecKas komrnanus OOHOBICHHE»
630096, r. HoBocubupck, yiu. Cranimonnas, 1. 80.

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

e-mail: pretenzii@pfk-obnovlenie.ru

Pecnyonuka Kasaxcman, Pecnyonuxa Apmenus, Pecnyonuxka benapyce, Kwvipevizckas
Pecnybnuxa

TOO «®apmareitT-Kazaxcran»

Pecniyonnka Kazaxcran, ropoa Anmarsl, AnMaimHCKu paitos, [Ipocnekt AGast, qom 153,
kB. 38, mouToBbii uHaekc 050000

Tenedon: +7 777 788 3809

Caiit B mHGOPMAIIMOHHO-TEJICKOMMYHUKAIIMOHHOM ceTH «HTepHeT»:

saldibekova@pharmagate.co.uk

8. HOMEP PETHCTPAIIMOHHOI'O YJOCTOBEPEHMUSA

9. JIATA NEPBUYHOM PETUCTPAILIUU (IIOJATBEPXKJIEHUS PETUCTPAILINN,
INEPEPETUCTPALINN)
JlaTa nepBUYHON PEruCTpaLMU:

10. JATA IIEPECMOTPA TEKCTA

OO0mas XapaKTepHUCTHKA JICKAPCTBEHHOTO Tipemapara AHambruH PeHeBanm 1ocTynmHa Ha
uH(pOpMallMOHHOM TmopTane EBpa3suiickoro SKOHOMHYECKOTO cOl03a B HH(DOpPMAIMOHHO-

KOMMYHHKaIMOHHOH cetu «MHTepHeT» http://eec.eaeunion.org/
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