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OBIIAS XAPAKTEPUCTUKA JIEKAPCTBEHHOGFO TIPERAPATA 1001

1. HAMMEHOBAHHUE JIEKAPCTBEHHOI'O IIPEITAPATA

[Tapaneramoin PeneBan, 500 mr, TabneTkw.

2.  KAYECTBEHHBIA U KOJTMYECTBEHHBIA COCTAB

JelicTByrolee BEUIECTBO: MapaeTaMol.

Kaxxnas tabnerka conepxut S00 mMr napameramoria.

[TonHbI IepeyeHb BCIOMOTaTeIbHbBIX BEIIECTB IPUBEICH B pa3jene 6.1.

3. JIEKAPCTBEHHAS ®OPMA

Tabnerku.

Kpyrnsie muockonumuHapruecKkue TabiaeTku Oenoro miam modtd Oenoro mBera, ¢ (ackow, ¢
PUCKOI Ha OJIHOM CTOPOHE U IPaBUPOBKOM «R» — Ha Ipyroi.

4. KIIMHUYECKHUE JAHHBIE

4.1. Tloxka3aHusi K NPUMEHEHHIO

[Tapanieramon PeneBan nmoka3an kK MpUMEHEHHIO Y B3POCIBIX U JETEH cTapie 6 JeT B KaUueCTBe:

o YKAPOTIOHIKAIOIIETO CPEJCTBA MPU PECIUPATOPHBIX HHMEKIHUIX, BKIIIOYAs «IIPOCTYAY» U
TPUIII, COTMPOBOXKIAIOIINXCS MOBBIIIEHUEM TEMIIEPATYPHI, & TAK)KE TOCIIEe BaKIIMHALINY,

o 00e300JIMBAOIIETO CpeACTBA IpU OO0JIEBOM CHHIpPOME cllaboi U yYMEpEeHHOH
BBIPQ)KEHHOCTH: MPHU TOJIOBHOM OOJM, MUTPEHH, OOJIM B MBIIILAX, AUCMEeHOpee (O0e3HEeHHbIe
MEHCTpYyaluu), 00JIM B TOpje, CKENEeTHO-MbIIIeYHON 00, 3yOHOW 60iM, B TOM 4HCIIE TOCHe
yIaJeHusi 3yOOB M TPOYMX CTOMATOJOTHYECKUX TMPOLEAYp, YIIHOH OOJIM TpU OTHTE, IPH
0CTE0apTpHUTE.

4.2. PeuM 103MPOBAHMSA U CIIOCOO NMPUMEHEHHUs

PexxuM 103upOBaHus

B3pocnble (Bkiatovast moxumibix) mo 1-2 tabnetku (500-1000 mr) xaxasie 4—6 yacos, 1o mMepe
HeoOxoaumocT. MakcumanbHas cyrouHas fgo3a: 4000 mr (8 TabneTok).

Oco0ble TPVIIILI TAIMEHTOB

Iayuenmel ¢ HapywieHuem @yHKYUU noyex

[Tepen npumenenuem mpemnapara Ilapaneramon PeneBan manueHTam ¢ HapylmieHHEM (QYHKIUU
MOYeK HeOoOXOIUMO TMPEeIBAPUTENILHO TMPOKOHCYJIBTUPOBAThCSl € BpadoM. OrpaHuyeHus,
CBSI3aHHBIE C IPUMEHEHUEM MapaleTaMoICoAepKalIuX IPEnapaToB y MallMeHTOB C HAPYILIEHUEM
(GYHKLIMU [TOYEK, MPEUMYILECTBEHHO CBSI3aHBI C COJEPKAHUEM IapaleTamoa B JeKapCTBEHHOM
npernapare.

Tayuenmol ¢ napywenuem @yHkyuu nevenu

[Tepen mpumenenuem mpenapara I[lapaneramon PeHeBan mamueHntaM ¢ HapyiieHUEM (GyHKIIUHA
1
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CBSI3aHHBIE C MPUMEHEHUEM IMaparieTaMOoJICOACPKAIIUX MPENapaToB y MalUEHTOB C HAPYIICHHEM
(GYHKIUY TEYeHH, MPEUMYIIIECTBEHHO CBSI3aHBI C COICPKAHUEM TapareTaMolia ¢ JIKapCTBEHHOM
npernapare.

eTu
He 6onee 4 103 B Teuenue 24 4acos.
MakcumManbpHas TPOJOJDKUTEIBHOCTh HEMPEPHIBHOTO MPUMEHEHHUs 0e3 KOHCYJIbTAIlluu Bpaya:
3 mus.
MaxkcumanbHasi cyTouHasi o3a — 60 MI/KT Macchl Tena IpU IpUeMe OTICIbHBIMU J103aMU I10
10-15 Mr/kr Macchl Tena B TeueHue 24 Jacos.
Hemu 6 6ospacme om 12 0o 18 nem
Pexxum nosupoBanusi ais geted oT 12 mo 18 jer He oTiaMYaeTcs OT peKuma J103UPOBAHUS
B3POCIIBIX.
Jlemu 6 6o3pacme om 9 0o 11 nem
[To 1 tabmetke (500 Mr) xaxmaeie 4—6 yacoB, MO Mepe HEOOXOAMMOCTH, HO He Oosee 4 pa3 B
CYTKH.
Jlemu 6 so3pacme om 6 0o 8 nem
[To 2> Tabnerku (250 mr) xkaxasie 4—6 yacoB, IO Mepe HEOOXOAUMOCTH, HO He Ooisiee 4 pa3 B
CYTKH.

Crooco0 rmpuMeHeHus

Bnytps.

He npesbimaiite pexomeHnoBaHHyt0 J03y. Cleayer MpPUMEHSITb HAUMEHBIIYIO 103y,
HEOOXOIUMYI0 JUIsl JOCTWXeHUs 3(pdexTa, B TEUeHHE MaKCUMaIbHO KOPOTKOTO IepHoja
BpeMeHHU. MUHUMaNbHBIN MHTEPBAI MEXAY IPUEMaMU JOJKEH COCTABIATh HE MEHEE 4 4acoB.
4.3. IIpoTHBONMOKa3aHMA

o I'unepuyBCTBUTENBFHOCTD K MApAlETaMOITy MIIH K JIFOOOMY U3 BCIIOMOTaTeIbHBIX BELIECTB
npenapara, nepedrciIeHHbIX B pazaene 6.1.;

. TsDKeJble HapyleHUs QYHKIMH IEUYEeHN UITH MTOYeK;

° JIETCKUI BO3pacT A0 6 JerT.

4.4. OcoOble yka3aHUsA U MepPbI NPEA0CTOPOKHOCTH NPH NPHUMEHEHU U

C 0CTOPOKHOCTBIO

[loueyHas © T1E€YEHOYHAas HEAOCTATOYHOCTh JIETKOM M CpEIHEHW CTENEeHH TSKECTH,
NOOpOKavYeCTBEHHbIE TUNepOouInpyonHemMun (B ToM uucie cuHapom Kunbbepa), nedpuuur

dbepMeHTa TII0K030-6-(hocdaTaeruaporeHasbl, AeTUApPATAIUS, THUIOBOJIEMHS, aHOPEKCHS,
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QJIKOTOJIbHOE  INOpaKCHHWE  II€YEHH, aJIKOTrOoJIM3M, OEpeMEHHOCTb, MEpPUOJ  IPYIHOTO
BCKapMJIMBaHUs, IIOKUAIION BO3PACT.

Oco0ble yKkazaHus

Ecnu npu npueme napaneramosia yiaydleHHE COCTOSIHUA HE HAOJIOaeTcs WK TojoBHas 00Jib
CTaHOBHUTCA TIOCTOSHHOM, HEOOXOOuMO oOpaTuThcsi K Bpauy. llpum mpomorpkaromeMmcs
JUXOpaJ0OYHOM CHUHApOME Ha (OHE MpHMEHEHHs mapameramoia Oonee 3 ngHeil u OGoleBOM
cuHIpoMe Oojiee 5 THEH, TpedyeTcs KOHCYJIbTal|s Bpaya.

[TauuenTs! ¢ AeUUIUTOM TIyTaTHOHA IOABEP)KEHBI NEPEO3UpPOBKE, HEOOXOAUMO COO0IATh
Mephl MPEIOCTOPOKHOCTH. JlepuuuT TiayraTMoHa BCIEACTBHE PACCTPOWCTBA IHIIEBOTO
NoBeJeHHs, nucTrieckoro Gpudposa, BUU-undexnun, ronoganus, UCTOMEHUS 00yCIOBINBAET
BO3MOXKHOCTh Pa3BUTHs TSKEJIOr0 IOpPaKEHHs IEeYeHU NpU HEOOJBIIUX MEepeo3UpPOBKax
napaneramona (5t u  Oosee). 3aperucTpUpoBaHbl — CIy4yau pa3BUTUS  [1€YEHOYHOU
HEIOCTaTOYHOCTH U HapyIeHWH (PYHKIIMK NIEYEHH Y MMAMEHTOB C HU3KUM YPOBHEM TITyTaTHOHA,
B YaCTHOCTH, Yy KpailHEe HCTOIICHHBIX IAalMEHTOB, CTPAJAIOMINX AHOPEKCHUEH, XPOHHUYECKUM
QIKOTOJIM3MOM WJIM Yy TAalMEHTOB C HHU3KUM MHJEKCOM Macchl Tena. PuUCK pa3BuTHA
HNOBPEXJCHUN NIEUEHHU BO3PACTACT y MAI[UEHTOB C OPaKEHUEM [I€UEHH MPH aJIKOTOJIU3ME.
[Tpuem napaneramosia OKa3bIBAaeT BIMSHUE Ha IOKa3aTeNN JJAOOPAaTOPHBIX UCCIECIOBAaHUN MpU
KOJIMYECTBEHHOM OIpEAENIEHUU TJIOKO3bl W MOYEBOM KHCIOTHI B Mia3Mme. Bo Bpewms
JUINTENIBHOTO ~ JIGYeHUsT HEOoOXOAMM KOHTPOJIb KapTUHBI INepu(epruuecKkol KpoBU U
(YHKLIMOHATIBHOTO COCTOSIHUSI IT€UYEHHU.

[TapamieraMonm  MOXET BBI3BIBATh CEPHE3HBIE KOXKHBIE PEAKIHH, TaKHue Kak CHHIPOM
CruBeHca-/[)KOHCOHA, TOKCHYECKHI SIUAEpMAIbHBIA HEKpPOJIM3, OCTPBIA T€HEepaTu30BaHHBIN
HK3aHTEMATO3HBIM IyCTYyJI€3, KOTOpbIE MOTYT OBITh JIeTalbHbIMU. IIpu mepBOM MNpOSBICHUU
CBHIIM WJIM JPYTUX peakHil TUIepuyBCTBUTENBHOCTH, NIPUMEHEHHE MpernapaTta J0JKHO OBITh
IPEKpAILEHO, CIIeAyeT HEMEUIEHHO 00OpPAaTUThCS K Bpady.

[Ipu oOHapykeHUHU y MalMeHTa OCTPOro BUPYCHOTO TeraTuTa HEOOXOAWMO OTMEHUTh MpUEM
npenapata. He mnpuHHMaTh OJHOBPEMEHHO C JPYI'MMHU IpernapaTaMu, COJepKalluMu
napareTamol.

Bo wun3bexaHue TOKCHYECKOrO IMOPAXKEHHsS IIEUYEHM @apaneraMosl He CIelyeT coderaTb C
IPUEMOM AJKOTOJIBHBIX HAMUTKOB, a TaKXe NMPUHUMATH JIMIAM, CKIIOHHBIM K XPOHHYECKOMY

HOTpC6J'ICHI/IIO AJIKOI'OJIA.
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B3aUMO/IelCTBUS

NHAYKTOpPEI MUKPOCOMAIBHBIX (PEPMEHTOB TEUEHU WIH MOTCHIMAIBLHO TI'eNaTOTOKCHYHBIC
BelleCTBAa  (HampuMep,  aJKOroib,  pu(aMmuMH,  W30HHWA3HUI,  CHOTBOPHBIE U
MIPOTHBOSITMIICTITUYECKUE CPENCTBa, BKIIOYas (eHoOapOurtan, GpeHuTOMH W KapOamaszernvH)
MOBBIIIAIOT ~TOKCHYHOCTh  IMapareraMmoia, MOTYT TPHUBECTH K TIOPAXKCHUIO TICUCHU
ke MPU HETOKCHYHBIX J03aX IMapareTaMmolia, Mo3ToOMy CIeAyeT KOHTPOIMPOBATH (DYHKIIUIO
MICUCHH.

@®enutonH  cHwkaer  d(dekTuBHOCTE  mapamneraMmolia,  CIEIOBaTEIbHO,  HAIMEHTaM,
MPUHUMAOIINM (PCHUTOMH, CIIeAyeT N30erath 4acToro MpUMEHEHUS MapareTraMolia, 0COOCHHO B
BBICOKHX JI033X.

CHmxkaeT 3 PeKTUBHOCTD YPUKO3YPUUECKUX JIEKAPCTBEHHBIX CPECTB.

XitopaM(bEHUKOJI

[TapareraMmoJ1 MOKET YBEITMIMBATH PUCK MOBBIICHHONW KOHIICHTPAIMH XJI0paM(pECHUKOIIA.
3UA0BYIUH

[TapanieraMon MOXET YBEIMYMBATH PUCK Pa3BUTUS HEHTPOIICHHH, B CBS3M C YEM, CICHYeT
KOHTPOJIMPOBATh TE€MATOJOTHYECKHE IToKazaTenn. OTHOBPEMEHHOE IPUMEHEHHE BO3MOXKHO
JIUTIIG TTOCIIe KOHCY/IbTAIIMH Bpava.

[IpoGenenna

[TpoGenenni yMeHbIIaeT TMOYTH B JIBa pa3za KIMPEHC MaparieraMmona, 4To TpeOyeT CHUKEHUS
JI03BI TTapaleTaMorna.

HCHDHMI)IC AHTHUKOAI'VJIISIHTHI

MHorokpatHblii IpHeM mapaieramojia B TedyeHHe Oosiee uyeM 4 JHEH yBeIMYUBAET
AQHTUKOATYNISAHTHBIM  3dext. Creayer  NPOBOAUTH  MOHMTOPUHT  MEXIYHApOJHOTO
HopMmanu3oBaHHoro otHoumeHus (MHO) Bo Bpems U mocie OKOHYAaHHUS OJHOBPEMEHHOTO
MPUMEHEHHUs napaiieramosia (0COOEHHO B BBICOKUX J103aX W/WIM B T€UEHUE MPOJAOKUTEIHHOTO
BPEMEHM) M TPOU3BOJHBIX KymapuHa. HeperymspHblii mpueM maparneramorna HE OKa3bIBaeT
3HAYMMOTO BJIMSIHUSL.

[TponanTenuH u Apyrue npenaparsl, 3aMeUISIONINE dBAKYalUIO U3 KEITyAKa, CHUKAIOT CKOPOCTb
BCAChIBaHMsI MapalreTaMmosa, YT0 MOKET OTCPOUHUTh UM YMEHBIIUTh HAacTyIIeHHe dddexTa.
MetoknonpaMuy U JAOMIEPUJIOH YBEJIWYUBAIOT CKOPOCTh BCAaChIBaHHS IapaleraMmosa W,
COOTBETCTBEHHO, Ha4ajio 00€300IMBAIOILET0 U KAPOTIOHIIKAIOIIETO AeHCTBHSL.

JnuTtensHOE IpuMeHeHne 0apOUTypaToB CHIDKAeT 3()(PEeKTHBHOCTD MapaleramMmolia.

DTaHOJ CIIOCOOCTBYET PAa3BUTHIO OCTPOTO IMAHKPEATUTA.
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JlnurenbHOE COBMECTHOE HCIOJIb30BAHUE napaueTaMdﬂ:'ﬁ:-%%ﬂﬁthg&l:ﬁﬁ%é'l:'1;51401(

Pa3BUTHS «aHAJIBI€TUYECKOI» He(YPONaTHUX U MOYEYHOTO MANMUIIPHOTO HEKPO3a, HACTYIUICHUS
TEPMUHAJIBHOM CTAIUH [TI0YEYHON HEAOCTATOYHOCTH.

OpnHoBpeMEeHHOE UIMTEIbHOE Ha3HAYEHHE Napaleramojia B BBICOKMX [03aX M CaJUIMIIaTOB
MOBBILIAET PUCK PA3BUTHS paka MOYKH UM MOYEBOTO My3bIPS.

JudnyHucan TOBBIIACT IUIA3MEHHYIO KOHIEeHTpauuto Ha 50 % — puck pa3BUTHA
rernaTOTOKCUYHOCTH.

MuenoTokcuuHble penapaThl yCUIUBAIOT MIPOSBIICHUS T€MaTOTOKCUYHOCTH IIperapara.

4.6. @epTUILHOCTb, 0EPEMEHHOCTH M JIAKTAI[UA

bepeMeHHOCTh

B uccnenoBanusx Ha JKUBOTHBIX U MCCIEIOBAHUAX, IIPOBOAMMBIX Y JIFO/ICH, HE OBLIO BBISBICHO
Kakoro-aubo pucka TNpPUMEHEHUs Tmpemnapara y OEpeMEHHBIX JKEHIIWH W BPEIHOTO
BO3/ICIICTBUS IpenapaTa Ha pa3BuTHe SMOpHUoHa U TuioAa. [laparieraMon MOXET UCTOIb30BaATHCS
BO BpeMsi OEpEeMEHHOCTH, OJHAKO IEJIeCO00pa3HO HCIOIh30BaTh MUHUMAIIbHEIC () (EKTHBHBIE
JI03bI 1 MAKCUMAIIEHO KOPOTKUM KYPCOM.

JlakTanuys

B HeOonpmmx KoIWYecTBaxX MPOHMKAET B TPYAHOE MOJIOKO. B mucciemoBanusx He OBLIO
YCTAaHOBJIEHO BPEJHOTO BO3ICHCTBUS Mapaleramojia Ha OpraHu3M peOeHKa IpU TIPyAHOM
BCKapMJIMBaHHUH, TEM HE MEHee, HE0OX0IUMO MPUMEHSTH C OCTOPOIKHOCTHIO.

4.7. BJusiHMe Ha CHOCOOHOCTH YNPABJATH TPAHCIOPTHBIMHM CPeACTBAMH M padoTaTh ¢
MeXaHM3MaMH

OTCYTCTBYIOT JaHHBIC O BIMSHUY Tapareramosa Ha ClIOCOOHOCTD YIPaBISITh aBTOMOOHIIEM HITH
npyrumMu  MexaHuzmMamu. OJHAKO, YYMTBIBas BO3MOXKHBIE HEKENlaTeNIbHBIE PEaKIIHH,
peKoMeHayeTcss coOII0AaTh OCTOPOXKHOCTh BO BpeMsl IIpUeMa HaparieraMmosia pHu yIpaBiIeHUU
aBTOTPAHCHIOPTOM WJIU IPYTHMHU MEXaHU3MaMHU.

4.8. HexenatejJbHbIe peaKIUu

Pe3roMe HexenaTeabHbIX PEAKIIUU

JInst OLEHKHM YacTOThI HexenarenbHbIX peaknuii (HP) MCHonb30BaHbI ClAEIYyIONINE KPUTCPHUH:
oueHb yacto (>1/10), wacto (>1/100, Ho < 1/10); Hewacto (>1/1000, Ho < 1/100); peaxo
(>1/10000, mo <1/1000); ouenp peaxo (< 1/10000); uwacrora Hem3BecTHa (Ha OCHOBAHHUHU
UMEIONIMXCS TAaHHBIX OLIEHUTh HEBO3MOKHO). HP crpynmupoBaHbl B COOTBETCTBHU C CHCTEMHO-
OpPTraHHBIMH KJTAaCCAMH MEIMIIMHCKOTO CJIOBapsi Ul HOPMATHBHO-IIPABOBOM JESATEIBHOCTH
MedDRA, a Taxxe pekoMeHIaussMu BeceMupHO# opraHu3aiuu 31paBooOXpaHeHHsL.

B pexoMeHI0BaHHBIX J103aX MapaeTaMoil 0ObIYHO XOPOIIo epeHocuTes. HinkenepeyncieHHbie

1o0ouHbIe 3()PEKThI BBISIBICHBI CIOHTAHHO B XOJI€ MOCTPETUCTPAIMOHHOTO IPUMEHEHUSI.
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Hapywenus co cmoponvl kposu u aumgpamuyeckoii cucrhiobr |ELDEA

4acTO: MOCIE0NEPALUOHHBIE KPOBOTEUECHMUS,;
OUeHb PEIKO: AaHEeMHs, TPOMOOILUTONICHHS, JCUKOICHUs, HEUTPOICHUS, arpaHyIolUuTO3,
FeMOJIUTHYECKAs aHEMUSL;

4acTOTa HEM3BECTHA: MAHIIUTONECHHUS, CYyIb()OreMorioOnHeMus, METTeMOTII00MHEMHUSI.
Hapywenus co cmoponvl uMMyHHOU cucmembl

peAKo: aIeprMuecKue peakiuuu (B TOM 4YHCJIE KOXHAs Chlllb, 3yJ, KpaluBHHUIIA,
AQHTMOHEBPOTUYECKHI OTEK);

OUEHb  PEIKO: OCTPbIi T'eHEepalIM30BaHHBIA  OSK3aHTEMATO3HBI  IMYyCTyNe3, CHHAPOM
CruBenca-J[>KOHCOHA, TOKCHYECKHH SNUIEPMaIbHBIM  Hekponu3 (cu"apom Jlaiemna),
aHa(UITaKCHs.

Tcuxuyeckue napywenus

4yacTo: OeCCOHHMIIA, TPEBOTa.

Hapywenus co cmoponvl nepgnoti cucmembi

YacTo: TOJIOBHAS 00JIb;

YacToTa  HEW3BECTHA:  JIMCTOHHS, TOJOBOKPY)KEHHE, IICUXOMOTOPHOE  BO30YXIeHue,
Ne30pUeHTAIUS (IPU MPUEMe BBICOKUX J103).

Hapywenus co cmoponvl opeana 3penus

4acTo: NepUOPOUTAIbHBIN OTEK.

Hapywenus co cmoponwl cepoya

4acTo: TaXUKapAusi, 00Ib B TPY/IH.

Hapywenus co cmoponwl cocyoos

4acTo: nepudepuueckrue OTeKH, TUIEePTEH3US;

PEAKO: CHUKEHUE apTepUATIbHOTO JTABICHHUS.

Hapywenus co cmoponwl OvixamenbHOoU cucmemsl, Op2aHo8 epyOHOU KIemKU U CPeOOCmeHUs
4acTO: JUCITHO?, TATOJOTUYECKOE NbIXaHWE, OTEK JIETKWX, THUMOKCHS, IJIEBPAIbHBIN BHITIOT,
XPHITBI, OJBITITKA, KaIIeh;

OUeHb pelKo: OpoHxXocma3M (y MAIMEHTOB C TUIEPUYBCTBUTEILHOCTHIO K alleTHUIICATUIIUIOBOM
KHUCTIOTE U IPYTUM HECTEPOUTHBIM MPOTUBOBOCTIAIUTENBHBIM Tperaparam).
Kenyoouno-kuwieunvie napyueHus

4acTo: IUapes, 3arop, AUCTICTICHS, B3IyTHE )KUBOTA,

penko: 60Jb B )KUBOTE, TOIIHOTA, PBOTA,

4acTOTa HEU3BECTHA: CYXOCThb BO PTY.

Hapywenus co cmoponvl neuenu u sxcenuedbl8o0auux nymeti

PEAKO: MOBBIICHUE AKTUBHOCTHU IMEYCHOYHBIX q)epMCHTOB;
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Hapywenus co cmoponvl Kodtcu u NOOKOICHBIX MKAHEl

94acTOTa HEU3BECTHA: dK3aHTEMA.

Hapywenus co cmoponul muiueunotl, ckeiemHot u cOeOUHUMENbHOU MKAHU

YacTO: MBIILIECYHBIE CIIa3Mbl, TPU3M.

Hapywenus co cmoponvl nouek u Mo4egblgo0Auux nymei

9acTO: OJUTOYPHST;

4yacTOTa HEM3BECTHA: MOYEYHas KOJIMKa, Hecneluduueckas OaKTepuypHsi, UHTEPCTULHAIbHBIN
HePUT, TATWLISPHBINA HEKPO3.

Obwue HapyweHus u peakyuu 8 mecme 68e0eHUs.

4acTO: MUPEKCHsI, 9yBCTBO YCTAIOCTH;

penko: obiee HeOMOTraHue/Cc1adoCTh.

Jlabopamophvie u uncmpymenmanvHovle OaHHble

4acTO: THIIOKAJTUEMHUS], TUTICPTIIMKEMUS;

PEAKO: CHIDKEHUE WU YBEITUYCHHUE TPOTPOMOMHOBOTO MHJICKCA;

YacTOTa HEU3BECTHA: YBENMYEHHE KpeaTMHHHA (B OCHOBHOM BTOPHYHO, IO OTHOLIECHHUIO K

renaTopeHaIbHOMY CHHIIPOMY).

Coo011eHne 0 mMoI03pEBAEMBIX HEXKEIATEIbHBIX PEAKIIHIX

BaxxHo coobmiaTh 0 MoJ03peBaeMbIX HeXeNaTelbHbIX PEaKLUsAX MOCe PerucTpaluiy rpemnapara
C 1enbl0 O0eclevyeHus HENpepblBHOITO MOHHMTOPUHIA OTHOLICHHS «II0JIb3a — PHCK»
JIEKapCTBEHHOI'0 Mpernapara. MeIuIuHCKUM pa0OTHHKAM PEKOMEHIYeTCs CO00IaTh O JIF0ObIX
M0JI03PEBAEMBIX HEXEJIaTeNIbHbIX PEAKIHAX JIEKapCTBEHHOrO IpernapaTa yepe3 HalMOHAJIbHYIO
CUCTEMY COOOIIEHHS O HEXeJaTeNbHbIX pEeaKUMsIX TocylapcTB — ujeHOB EBpasuiickoro

9KOHOMHUYECKOI'o COro3a.

Poccniickas @enepanvs

®denepanpHas cayx0a mo Haa30py B chepe 3apaBooxpanenus (PoczapasHuaazop)
109012, Mocka, CnaBsHCKas 110mas, 1. 4, ctp. 1

Tenedon: +7 800 550-99-03

e-mail: pharm@roszdravnadzor.gov.ru

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

4.9. Tlepemno3upoBka

CuMITOMBI

KimHnyeckas kapTuHa OCTpOM NEPE03UPOBKH Pa3BUBAETCS B TeUeHUE 24 4acoB MOCIIE NpueMa
-
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napateramorna. [TosiBisiFoTCs Keny10uHO-KUIIeiHbIe pa&%i;ﬁ-@géféﬁﬁ%,%g&? Anikdénne

anmneTuTa, ONIYIICHWE TUCKOMQopTa B OpPIOIIHON TojocTh U (WiM) abdJaoMUHAIBHAS 00JIb),
0JIETHOCTh KOXKHBIX MOKPOBOB. [IpM OMHOMOMEHTHOM BBEICHUHU B3pOCIBIM 7,5 T U Ooyiee WiIn
netsim Oosiee 140 MI/Kr TpPOUCXOAUT UUTOJIU3 TEMATOLMTOB C IOJHBIM M HEOOpaTUMBIM
HEKpPO30M [E€YEHH, PA3BUTHUEM IMEUEHOYHOM HEJOCTaTOUYHOCTH, METAaOOJIMYECKOTO aluao3a u
SHIIeATONATHH, KOTOPbIE MOTYT MPUBECTH K KOME W JIETATbHOMY Hcxoay. IlpueMm BHYTph 5T
win OoJiee mapareraMmosia MOKET IMPUBECTH K MOBPEKIACHUIO TEYCHH NPU HANWYHH (HaKTOPOB
pucKa (UTMTENIBHOE JICUeHHE KapOamaszenuHoM, (heHobapOuTamom, GEHUTOMHOM, PUMHUIOHOM,
pubaMIUIITHOM, 3Bep0o00EM MPOABIPSIBICHHBIM W IPYTUMHU MpenapaTaMu, KOTOpbIE SBISIOTCS
MHIYKTOPaMHA MHKPOCOMAJIBHBIX (DEPMEHTOB TEUCHH; 3JIOYIOTPEOICHUE ATAHOJIOM, NE(UIUT
IyTaTHOHA, HApYIICHWE MUIICBapeHus, MyKoBuciuao3, BUWY-undekmus, romomanue,
kaxekcus). Uepes 12-48 wyacoB mocie BBeNEHHUS Mapaleramoia OTMEUYaeTCsl IOBLIIICHUE
AKTUBHOCTH MHKPOCOMAIIbHBIX (DEpPMEHTOB TMEYEHH, JIAKTATACTUIPOreHas3bl, KOHIICHTPAIIUU
OmMpyOMHa M CHIDKCHHE COJEpiKaHUs MpoTpoMOnHa. KIMHUYECKHEe CHMIITOMBI ITOBPEKICHHS
MIEYECHHU MPOSBIISAIOTCA Yepe3 2 CYTOK MOCIe NEPET03UPOBKY Ipenapara u JOCTUTal0T MaKCUMyMa
Ha 4-6 nenb. [Ipu nepeno3upoBke BO3MOKHA HHTOKCHKAIUS, OCOOCHHO Y TOKUJIBIX MAIIHEHTOB,
JeTel, MalueHTOB C 3a00JeBaHHUSIMH TMEeUeHU (BBI3BAHHBIX XPOHUYECKUM AJIKOTOIU3MOM), Y
MAIUCHTOB C HAPYINICHUSMHU THTAHUSA, a TakKe Yy TMAIMECHTOB, MPUHUMAIONINX WHIYKTOPHI
MHUKPOCOMAIBHBIX (DEPMEHTOB TEUEHU, MPU ITOM MOXKET Pa3BUTHCS MOJHUCHOCHBIA T'eTaTHT,
MEYCHOYHAs HEOCTATOYHOCTh, XONECTATHUECKUN TeNaTUT, IUTOTUTHUECKUN TeNaTUuT, HHOTAA C
JETalbHBIM HCXOJIOM. B TshKenbIX ciay4yasx TMepelo3UpOBKM B pe3yibTare MEeYeHOYHOU
HEJIOCTAaTOYHOCTH MOXET Pa3BUTHCS dHIIedanonatus (HapymeHue (yHKIIMU TOJIOBHOTO MO3Ta),
OT€K MO3ra, KpOBOTEUEHHS, THIOINIMKEMHMs], BIUIOTH 1O JIETAIbHOIO Hcxoja. Bo3MoxkHO
pa3BUTHE OCTPOM TMOYEYHOM HEAOCTATOYHOCTH C OCTPHIM TYOYISpHBIM  HEKPO30M,
XapaKTepHBIMH TPHU3HAKAMU KOTOPOTO SIBISETCS O0ONb B TOSCHUYHOW 0O0NacTH, TeMaTypus
(mpuMech KPOBU WJIM SPUTPOLIMTOB B MOYE), MPOTEUHYPHS (TIOBBIIIEHHOE CO/epKaHUe Oenka B
Moue), MPH 3TOM TSDKEIOe MOpakKeHHE MEYeHW MOXKET OTCYTCTBOBaTh. OTMeuanuch ciaydyau
HAPYIICHUS CEPJIEYHOT0 PUTMa, TAHKPEATHTA.

Jleyenue

Hemennennas rocnutanuzauus. [Ipu mono3peHuH Ha Nepeao3UpPOBKY, Naxe MPU OTCYTCTBUHU
BBIPQKCHHBIX TEPBBIX CHMIITOMOB, HEOOXOJWMO MPEKPATUTh NMPUMEHEHHE Tapareramoia
HEMEJUIEHHO o00paTuThCsi 3a BpaueOHOM momomipto. CreayeT OmpeaenuTh ypOBEHb
napareraMmosia B Iula3Me KpoBH, HO He paHee yeM uepe3 4 yaca mocje rnepeno3upoBku (6osee
paHHHE  pe3yJbTaTbl  HEJOCTOBEpHbI).  JlaGopaTopHble  HCCIEIOBaHUS  AKTUBHOCTU

MHKPOCOMAJIBHBIX q)epMeHTOB MEYCHU CIICAYCT IMPOBOAUTH B HAYAJIC JICUHCHUA U 3aTEM — KaXKIbIC
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TELRHOC T f0%hbia-

METHOHHHA U alleTUJIIICTenHa Hanboiee 3(h(HEeKTHBHO B TIEPBBIC 8 YaCOB.

Cumnmomamuyeckoe Jeyenue: B TEYEHHE | yaca IOClIe IEPENO3UPOBKU PEKOMEHIYETCS
IPOMBIBAaHHE JKEIyAKa U INPHEM SHTEPOCOPOEHTOB (AKTUBUPOBAHHBIM yroiab u apyrue). B
OOJIBIIMHCTBE CIy4yaeB aKTUBHOCTh MHMKPOCOMAJbHBIX (DEPMEHTOB IEUYEHU HOpMAU3yeTcs B
TedueHue 1-2 Henmenb. B oueHb TOKENBIX Cllydasx MOXKET HMOTPeOOBaTHCS IMepecajKa MEeUeHH.
BBenenue anerwinucreMHa B TedeHME 24 4acoB IOcie INEpeO3UMpOBKH. MakcumanbHOE
3alUTHOE JieficTBUE OOecreunBaeTcs B TEUEHHE MEPBHIX § 4acoB IOCIE MEPEeJO3HPOBKH, CO
BpeMeHeM 3G (QEKTUBHOCTh aHTHJIOTAa pe3ko maxaer. Ilpu HeoOXoauMOCTH  BBOAST
ALETWILUCTEMH BHYTPUBEHHO. [Ipy OTCYTCTBUM PBOTHI A0 MOCTYIUIEHHS AIIUEHTA B CTAllMOHAP
BO3MOXXHO IIpUMEHEHHE MeTHOHMHA. HeoOxoaumMocTh B NPOBEACHUM JIOTOJIHUTEIbHBIX
TepaneBTUUECKUX MEPOINpUATUH (nanbHelllee BBEJCHHNE METHOHNUHA, BHYTPUBEHHOE BBEJCHUE
aleTWILHUCTENHA) ONpeeNseTcs B 3aBUCUMOCTH OT KOHILIEHTpPAlMM IapaneTaMmolia B KpOBH, a
TaK)K€ OT BpPEMEHH, MPOILEIIIEro Iocie ero mnpuema. JleueHue NalMEHTOB C CEPbE3HBIM
HapymeHneM (QYHKIWM TIe4eHH 4depe3 24 dYaca Tocie INpueMa mapaneraMmolia JIOJKHO
OPOBOJIUTBCS ~ COBMECTHO  CO  CIEUUATUCTaMU  TOKCHUKOJIOTMYECKOTO  LIEHTpa WU
CHELHATU3UPOBAHHOTO OTNICHHs 3a00J1€BaHUI IEUSHH.

5.  ®APMAKOJOIMYECKHUE CBOMCTBA

5.1. dapmakoguHaMU4YeCKHe CBOHCTBA

®apMaKkoTEpaneBTUYECKAsl TPYIIA: AHAIBIETUKH; JIPYTHME€ AaHAJIBIETHUKH W aHTUIINPETHKH;
AQHWJTU/IBIL.

Kox ATX: NO2BEO1

dapmakoagnaammdeckne YO HEeKTol

[Tapanieramon o00nagaeT kapoONOHMKAIOLIUM U 00JEYTONSAIOMNM JeiicTBueM. HenapkoTuueckuit
aHanbpreTuk, Onokupyer mukinookcurerasy (LIOI) | u |l mpenmymiecTBEHHO B IIEHTpalbHOU
HEpBHOMW cHcCTeMe, BO3AECUCTBYS Ha LEHTPbHI 00N U TEepMOPETy/siii. B BocmaneHHbIX TKaHIX
KJIETOYHBIE MEepOKCUAa3bl HeUTpanu3yoT BiusHUe mnapaneramonia Ha L[OI, uto oOBsAcHsET
OPaKTUYECKH  IOJIHOE  OTCYTCTBHME  NPOTHUBOBOcHanuTeNbHOro  3¢ddekra.  Ilockonbky
napareraMmos o0yiaZiaeT 4Ype3BbIYAHO MajbIM BIMSHHEM Ha CHHTE3 IPOCTAarjIaHIMHOB B
nepeupruyecKux TKaHAX, OH HE HU3MEHSAET BOJHO-DJIEKTPOJUTHBIH OOMEH U HE BBI3BIBAET
MOBPEXACHUST CIU3UCTOW OOOJOYKM IKENTyOYHO-KHUIIEUHOTO TpakTa. Takum oOpas3om,
napareTraMmosl OCOOEHHO TOAXOMUT TMalueHTaM C 3a00JEBaHMAMHU IKENyJO0YHO-KUIIEUYHOTO
TpakTa B aHaMHe3€ (KakK, HallpuMep, y MAalMEeHTOB C JKENyI04YHO-KUIIEUHBIM KPOBOTEUYEHUEM B
aHaMHe3e WM Yy [AaIUEeHTOB MOXKWIOr0 BO3pacTa) WIM MalUeHTaM, HIPUHUMAIOIIUM

COIMYTCTBYIOIIME JIEKAPCTBEHHbIE Tpenaparbl, KOrja UWHIHOupoBaHuEe MepupeprUuecKux
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IPOCTArJIaHANHOB MOXKET OBIThH HEXKETaTebHbI (MOCNEAOBATENEHOCTE 0001)
5.2. dapmakokMHeTHYeCKHe CBOICTBA

AOGcopouus

AOGCOpOIMsT — BBICOKAs, Mpemapar OBICTPO M MPAKTUYECKH ITOJHOCTHIO BCACHIBACTCA U3

JKEITYTOYHO-KHUIIIEYHOTO TpaKTa. Tcmax Aocturaercs depe3 0,5-2 waca; Cpax — 520 MKr/mi.
Ces3p ¢ 6enkamu mnasmel — 15 %. [Iponukaer vepe3 rematodHuedanmueckuii 6aprep. Menee
1% oT nmpuHATONW KOPMSIIEH MaTephbl0 J03bI MapareraMoyia MPOHUKAET B TPYIHOE MOJIOKO.
TepaneBtuyecku 3¢ PexTHBHAS KOHIIEHTpAIMA TapalieraMoia B TuIa3Me JOCTUTaeTCs MPH ero
Ha3zHauyeHuu B 03¢ 10-15 mr/kr.

Buorpancdhopmariusg

Metabonusupyercss B mneuern (90-95%): 80 % BcrymaeT B peaknMH KOHBIOTAIMH  C
[JIIOKYPOHOBOHM KHUCIOTOW U cynbdaTamMu ¢ 0Opa3oBaHMEM HEaKTUBHBIX MeTabonutoB; 17 %
MOJIBEPraeTcsi THUAPOKCUIMPOBAHUIO C 0OOpa3oBaHUEM 8§ AaKTUBHBIX METa0OJIUTOB, KOTOpHIE
KOHBIOTHPYIOT C TJIYyTAaTHOHOM C OOpa30oBaHUEM YK€ HEAKTHBHBIX MeTa0omuToB. [lpum
HEJOCTaTKE TJyTaTHOHA OSTH META0ONIHMTHl MOTYT OJOKHpPOBaTh (EPMEHTHBIC CHCTEMBI
renaTouTOB U BBI3BIBATH HX HEKpo3. B merabomm3me mpemapaTa TakKe Y4acTBYIOT
mzopepmentel CYP2E1l, CYP1A2 wu B wmenbmedr crenenn uzodepment CYP3A4.
JloTIOTHATETHHBIMA MyTsIMU MeTa0oimu3Ma  SIBJISIIOTCS TUAPOKCUIIMPOBAHUE hi(s)
3-ruapoKkcunapaneraMmoiia M METOKCHJIMPOBAaHHE O 3-METOKCHIIapaleTamolia, KOTOphIe
BIIOCJIEJICTBUM KOHBIOTHPYIOT C TIIOKYPOHUAAMU WU cylbdartamMu. Y B3pOCHBIX MpeodnanaeT
TIIIOKYPOHUPOBAHKE, Y HOBOPOKICHHBIX (B TOM YHCIIE HEJIOHOIIEHHBIX) U MAJICHbKUX JIeTel —
cynbpatupoBanue. KonborupoBaHHble METa0OJIUTHI MapareTaMmona (IJIFOKYPOHUIBI, Cylb(aThbl
W KOHBIOTAThbl C TJIYTaTHOHOM) OOJaar0T HHU3KOM (apMakoIOTHYeCKOH (B TOM dHCIIe
TOKCHYECKOW) aKTUBHOCTBIO.

DJIMMUHALNS

[Mepuon monyseiBenenust (Ti,) — 1-4 yaca. BeiBoguTCs mMOYKamMu B BHAE METaOOJMTOB,
MPEUMYIIECTBEHHO KOHBIOTAaTOB, TOJbKO 3 % B HEU3MEHHOM BHUZAE. Y MOXKUIBIX OOJIbHBIX
CHIKAeTCs KIMPEHC MapaleTraMosia U YBeIUYUBAETCS IEPHUOJ] MOTYBBIBEICHHUS.

6. ®APMAIEBTUYECKHE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTeJbHbBIX BEIIECTB

— Kpaxmal KapTo(enbHBbIii;

— nosugoH K 30;

- CTeapUHOBAs KHUCJIOTA,

- Mar"us creapar.
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6.2. HecoBMecTHMOCTHL

He npumennmo.

6.3. Cpok rognoctu (CpoK XpaHeHH)

3 rona.

6.4. Oco0Obie Mepbl NPETOCTOPOKHOCTH NMPH XPAHEHHH

[Tpu Temmneparype ne Boime 30 °C.

6.5. XapakTep u coaep:kaHHe MEPBUYHOI YIIAKOBKH

ITo 10 TabneTok B KOHTYPHYIO SYEHMKOBYIO YHNAKOBKY W3 TUICHKH MOJMBUHUIXJIOPHIHON W
(b oY aTIOMHUHUEBOM IMEYaTHOM JIAKUPOBAHHOM.

IMo 1, 2, 3, 4, 5 KOHTYPHBIX SYCHKOBBIX YIIAKOBOK C TaOJETKaMU C TPaBUPOBKOH «R» ¢
WHCTPYKIMEH 10 MPUMEHEHHIO TTIOMEIIAI0T B TAYKy U3 KapTOHA JIJIsl TOTPEOUTEIHCKON Taphl.

6.6. Oco0Oble Mepbl NPeIOCTOPOKHOCTH NPH YHUYTOKEHHH HMCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WM OTX0A0B, TMOJYYEHHbIX TOcjde NPHMEHEeHUus
JIEKAPCTBEHHOI'0 Mpenapara, v Apyrue MaHUIYJIALHHU ¢ IPenapaToM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7.  JEPXATEJIb PETUCTPAHUOHHOI'O YIOCTOBEPEHUSA

Poccuiickas @enepanus

OO011ecTBO ¢ OrpaHMUEHHON OTBETCTBEHHOCTHIO « TpeyronbHux» (OO0 «TpeyroabHHUK)
KOpunnueckmii azapec: 630041, HoBocubupckas 0071acTh, r. HoBocubupck,
yi1. 2-a CraHuuoHHas, 1. 38, noment. 6.

Ten./akc: 8 (383) 350-03-10.

7.1. TlpencraBureib Aep:KaTejsi perUCTPAIMOHHOIO YA0CTOBEPEHUsI

[Iperen3nn norpedUTENIEH HAIPABIIATE 110 aJIPECY

Poccuiickas ®enepanus

AxunonepHoe o6mectBo «IIponsBoacTBeHHas papmareBTHUecKas komrnaHus OOHOBIECHHE»
630096, r. HoBocubupck, yin. Ctanmuonsas, 1. 80,

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

e-mail: pretenzii@pfk-obnovlenie.ru

8. HOMEP PETHCTPAIHMOHHOI'O YAOCTOBEPEHUSA

9. JIATA NMEPBUYHOM PETUCTPAIIMU (IIOATBEPXKJIEHUSA PETUCTPAIIAM,
INEPEPETUCTPALINN)

JlaTta mepBUYHON peruCTpaIuu:

10. JATA IEPECMOTPA TEKCTA
11
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COOTBETCTEBYET 3KCNEPTHOMY OTYETY
o1 20.06.2023 N2 11434
O6mas XapaKkTepHCTHKa JIEKapCTBEHHOTO IIpgmapara’ ﬁﬁﬁaﬁ%&%& Ipdiestn C;I@ijyfﬂﬂd Ha

UHPOPMALIMOHHOM TopTaie EBpasuilckoro SKOHOMHYECKOTO COK3a B HH(POPMALMOHHO-

KOMMYHUKaIMOHHOM cetn «HTepHeT» http://eec.eaeunion.org.
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