COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 17.07.2025 N2 17815

OBLIASI XAPAKTEPUCTHKA JIEKAPCTBEHIFOFO TIPEITAPATA 1004

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IPEITAPATA
ITAPALIETAMOIJI BEJI®APM, 500 mr, Tabnierku.

2. KAUECTBEHHBIN U KOJITMYECTBEHHbBIN COCTAB
JelicTByrolee BENIECTBO: MapaeTaMol.
Kaxxnas tabnerka comepxut 500,00 mr maparneramonna.

[TonHbIi IepeyeHb BCIOMOTaTEeIbHBIX BEIIESCTB MPUBEIEH B pazjerie 6.1.

3. JEKAPCTBEHHAS ®OPMA
Ta0OeTku.
Kpyriibie IiiocKonMIMHAPUIECKUE Ta0IeTKH 0€I0ro i 0eIoro ¢ KpeMOBaThIM OTTEHKOM IIBETa

C PUCKOI U (acKoH.

4. KIMHUYECKHUE JJAHHBIE

4.1. lloka3zanusi K NPUMEHEHUI0

I[TAPALIETAMOJI BEJI®APM mnoka3zad K NPUMEHEHUIO Y B3POCIBIX U JeTel cTapiie 6 JeT B
Ka4yecTBe:

— 00e300/1MBaOIIEr0 CpeICcTBA pU 00JEBOM CHHJIpOME cilaboil 1 yMEpeHHON BBIPaKEHHOCTH:
apTpajrus, MUAIT U, HEBPAJITUs, MUTPEHb, 3yOHas U TOJI0BHAs1 00J1b, AIbIOJCMEHOpest, 00JIb ITpH
TpaBMax M 0XKOTax;

— KapOTIOHIDKAIONIETO CPENICTBA IpPH OCTPHIX PECIHPATOPHBIX 3a00JEBAaHHUAX W JPYTUX
MHQEKIIMOHHO-BOCTIATUTEIbHBIX 3a00JeBaHUsAX, COIPOBOKIAIOIINXCS HOBBIIIIEHUEM
TeMIIepaTyphbl Tea.

4.2. Pe:xuM 103UPOBAHUS U CIIOCO0 NPUMEHEHHUA

PexuMm no3upoBanus

B3pocnvie (exntouasn nosxcunvix) u oemu cmapuie 12 nem (macca mena 6onee 40 xe).

500 mr — 1 r (1 - 2 TaGnetkn) 10 4 pa3 B CyTKH, €CJIM HEOOXOIUMO.

PazoBas no3a — 500 mr (1 Tabnerka). MakcumanbHast pazoBas 103a — 1 T (2 TabieTkn).
MakcumanbHasi cyrouHas no3a — 4 1 (8 tabnetok). UHTepBanm mMexmy mpueMamMu — HE MEHee
4 yacoB.

Y B3poCIBIX TMapaieramoll He pPEKOMEHIYyeTCs MpPHMEHSTh Ooilee S5 JHE B KadecTBe
00e300MBarOIIeT0 cpeAcTBa U Oojee 3 gHEH B KadyecTBE KApOIMOHMKAIOMIETO CpeicTBa 0e3

Ha3Ha4YCHUA U Ha6J'IIOI[€HI/I5I Bpaya.
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Jlemu om 6 0o 12 nem

Jl03y paccuymThIBAIOT, HCXO/S U3 MacChl Tela peOeHKa: MaKCHUMallbHAsl pa3oBas J03a — 15 Mr/kr
Macchl Tena (1/2 Tabnerku - 1 Tabnerka) 4 pa3a B CyTKH, MaKCUMaJIbHAs CyTOYHas 703a — 60 Mr/Kr
Macchl Tena (4 Tabnerkn). HTEpBan Mexy mpueMamMu — He MeHee 4 4acoB.

Y nereil mapameramoi HE PEKOMEHIYyeTCs MPUMEHSTh Oonee 3 aHe Oe3 Ha3HAYCHUS U
HaOoIeHus Bpada. He mpeBwImaTh yKa3aHHYIO 03Y.

Oco0nlie I'pYHOIIbI TAMEHTOB

Y NanueHTOB € XPOHMYECKHMMH WM JCKOMIICHCHPOBAaHHBIMH 3a00JICBAaHHSIMU TICUCHH, C
EeYCHOYHOU HEAOCTATOYHOCTBIO, XPOHUYCCKUM AJIKOTOJIM3MOM, Y UCTOIICHHBIX ITAITUCHTOB U IIPU
00e3BOKMBAaHUY CYyTOYHAs 7032 HE JOJDKHA MPEBBIIIATH 3 T (6 TabJIETOK).

He npeBbimaiite ykazanuyto no3y. CiaenyeT NpUHUMAaTh HAMMEHBIIYIO 103y, HEOOXOAUMYIO IS
noctkeHus dpdexra. MHTepBaI MEXKIy IPHEMaMu JTOJDKEH COCTaBIATh He MeHee 4 4. [Ipemapar
HE JIOJDKEH MPUHUMATHCS OJHOBPEMEHHO C IPYTHMH ITaparieTaMoII-CoIep KalliMu TIperapaTaMu.
YBenudeHne CyTOYHOW JI03BI IMapareraMoia MM IPOJIOJDKUTSIBHOCTH JICUYSHUS BO3MOXKHBI
TOJILKO 1101 HAaOJIF0ICHUEM Bpaya.

Cnoco06 IIPUMCHCHUA

BayTph, ¢ 007BIIMM KOJIMYECTBOM KHUAKOCTH, yepe3 1—2 4 mocie npuema nuiu (IpueM cpaszy
nocJyie e/ibl MPUBOAUT K 33JIep’KKE HACTYIJICHUS IeUCTBUSA).

4.3. IlpoTuBONOKA3aHUSA

— I'unepuyBCTBUTENBHOCTh K TMapaleramoiy WM JI0OOMY W3 BCIOMOTaTeIbHBIX BEIIECTB,
MepEYHCIICHHBIX B pazzene 6.1.

— Tspxenble HapyIIeHNs QYHKUINMN NEYEHU WM MTOYEK.

— Jlerckuii Bo3pact 110 6 JeT.

4.4. OcoOble yka3aHusl M MepbI NPeJ0CTOPOKHOCTH NIPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

[loueyHass © T1E€YEHOYHAas HEAOCTATOYHOCTh JIETKOM M CpEIHEHW CTENEeHH TSKECTH,
NO0OpOKavYeCTBEHHbIE TUIepOMIUpyonHeMun (B T.4. cunapom JKunsbepa), nedpuuur dpepmeHTa
[III0K030-6-(ocdaTnerngporeHassl, JAerHIpaTalys, THIOBOJIEMHs, AaHOPEKCUs, OymuMHs u
KaxeKcHsi (HeIOCTaTOYHBIN 3amac TIyTaTHOHA B TICUEHH), BHUPYCHBIM TeIaTUT, aJKOTOJhHOE
MOpakKeHHUEe MEeYEHH, alTKOTOIIN3M, OEpeMEHHOCTh, NIEPUOJT TPYIHOTO BCKAPMIITHBAHHUS, TIOKHIION
BO3pACT.

Oco0ble yKazaHus

Ecnu nmpu npueme mapaneramosa yiaydllleHHE COCTOSHUSI HE HAOII0AaeTcs WM rojIoBHas 00Jb

CTAaHOBUTCA TIOCTOSIHHOM, HeoOxonuMo oOpaTutbest K Bpauy. llpu mpopormkaromemcs



COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 17.07.2025 N2 17815

JTMXOPaJIOYHOM CHHApOME Ha (hOHE NpHMEHEHHs H&ﬁﬁé&%ﬁgf&:gbﬁgg@%ggﬁTﬁC%&'I%hOM

cuHApoMe Oolee 5 aHEH, TpeOyeTcss KOHCYIbTAIUs Bpaya.

[TatenTs! ¢ AeUIUTOM TIyTaTHOHA IOABEPKEHBI MEPEIO3UPOBKE, HEOOXOAUMO COOII0ATh
Mepbl [PEeIOCTOPOKHOCTU. Jlepuuur riayraTMOHa BCIEACTBUE PACCTPOMCTBAa IHILEBOTO
HOBeJeHUs, nucTruueckoro Gpuoposa, BUU-undexnum, rosoganus, UCTOUIEHUS 00YCIIaBIMBAET
BO3MOXXHOCTh Pa3BUTHS TSDKEIOTO MOPaKEHHUS TEYCHW NpU HEOOJBIIUX MEepeJo3HpPOBKax
napaneramona (5 r u Oosee). 3aperucTpUpoBaHbl ClIydal pa3BUTHS II€YEHOYHOMU
HEI0CTaTOYHOCTH U HapyLIeHUH (QyHKIMM [I€YE€HH Y MALUEHTOB C HU3KUM YPOBHEM II1yTaTHOHA,
B YAaCTHOCTH, Y KpaiHE HCTOIIEHHBIX IMALMEHTOB, CTPAJAIOIIUX AHOPEKCHEH, XPOHUYECKUM
QJIKOTOJIM3MOM WJIHM y TIAIIMEHTOB C HU3KUM MHJIEKCOM Macchl Tena. PUCK pa3BUTHS MOBPEKACHUI
MIEYEHH BO3PACTACT Y MALMEHTOB C MOPAYKEHUEM ITEYCHHU TIPH aJTKOTOJIM3ME.

[Tpuem mapareramosia OKa3blBaeT BIMSHUE Ha IOKa3aTesd JJAOOPAaTOPHBIX MCCIEAO0BaHUNA IpU
KOJINYECTBEHHOM OIPEeNICHUH TTIF0OKO3bl 1 MOYEBOI KHCIIOTHI B IU1a3Me. Bo BpeMs AnuTensHOro
JeYeHUsT HEOOXOAMM KOHTPOJb KAapTHHBI TNEepUPEepuveckoil KpoBH M  (YHKIMOHAIHLHOTO
COCTOSIHUSI TICUCHH.

[TapanieraMos1 MOKET BbI3bIBAaTh CEPbE3HbIC KOXKHBIE PEAKLIMHU, TaKue Kak cuHApoM CTHBeHca-
JIKOHCOHA,  TOKCHYECKMH  SNHUIACPMAIbHBIA  HEKPOJIM3,  OCTPbI  IeHepaJu30BaHHBIN
HK3aHTEMAaTO3HBIHN MyCTYJIe3, KOTOPhIE MOTYT OBITh JIETATbHBIMU. [1pH IEpBOM TIPOSIBIICHUU CHITTH
WIA JpYTUX peakuuil THIEepUYyBCTBUTEIFHOCTH, NPUMEHEHHE IMpernapara JO0DKHO OBITh
IpEeKpalleHo, cleayeT HeMeUIEHHO 00paTUThCs K Bpady.

[Tpu oOHapykeHHM y MaIMeHTa OCTPOr0 BUPYCHOI'O TeraTHTa HEOOXOJIUMO OTMEHHUTh HMpHUEM
npenapata. He mpuHHMaTh OJHOBPEMEHHO C JPYTHMMH TIpenapaTamu, COACpKalIMMH
napareTamMmol.

Bo n30exxaHue TOKCHUeCKOro NopakeHus eYeH! Mapaleramos He celyeT CoYeTaTh ¢ IPUueMoM
QJIKOTOJIbHBIX HAIIUTKOB, A TAK)KE MPUHUMATB JINLAM, CKJIOHHBIM K XPOHUYECKOMY TOTPEOJICHUIO
QITKOTOJIS.

4.5. B3auMojgelicTBME C JAPYIrHMH JIEKAPCTBEHHBIMHM IpenaparamMM W [pyrue BH/IbI
B3aMMO/EHCTBHUA

HMHIYKTOPEI MUKPOCOMAJIbHBIX d)eDMCHTOB ONCYCHU

WHAYKTOPHI MHKPOCOMAIIBHBIX (EPMEHTOB TICUYCHH WM MMOTCHIMAIBFHO TeMaTOTOKCHYHBIC
BellecTBAa  (HampuMep,  aJKOroyib,  pudaMOuIMH,  W30HWA3UI,  CHOTBOPHBIE U
IPOTHBOAMIIEITUYECKUE CPEICTBa, BKiIouass (eHobapouTan, (EeHUTOMH W KapOama3enuH)
MOBBINAIOT TOKCHYHOCTH Iapaleramoia, MOTYT MPHUBECTH K MOPAKEHUIO MEYEHU Jaxe Mpu
HETOKCHYHBIX JI03aX MaparieTamMosa, o3ToMy CJIeyeT KOHTPOIMPOBATh (DYHKIIUIO TTEYEHHU.

@®eHuToMH  CcHUXaer  A(PQGEeKTUBHOCTh  Mapaleramojia,  CJIEIOBaTelIbHO,  MNaIeHTaM,
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BBICOKHX O03ax.

YpuK0o3ypuuecKue JIeKapCTBEHHBIC CPEICTBA

[Tapaneramon cHmkaet 3p(HEeKTUBHOCTh YPUKOIYPUUECKUX JICKAPCTBEHHBIX CPEJICTB.

XitopaM(hEHUKOJI

[TapareraMoJ1 MOKET YBEITUYMBATH PUCK MOBBIIICHHOW KOHIICHTPAIIUHU XJIOopaMpEHUKOJIA.
3UA0BYIMH

[TapameraMosl MOXKET YBEJIMYHMBATH PUCK PA3BUTHUS HEUTPOIICHWH, B CBS3U C YEM, CJICAYeT
KOHTPOJIMPOBATh T€MaTOJIOTHYECKHUE IToKa3aTe i, O JHOBpEMEHHOE MPUMEHEHUE BO3MOKHO JIHIITh
MocJie KOHCY/IbTAIIMH Bpava.

[IpoGenenna

[TpoOeHery T yMEHbIIACT MIOYTH B JBa pa3a KIMPEHC IMapaieramosia, 4To TpeOyeT CHUKECHUS 103bI
napareramoJia.

HCHDHMI)IC AHTHUKOAI'VJIISIHTHI

MHorokpaTtHblii IpueM mapaieramojia B TedyeHHe Oosiee uyeM 4 JHEH YyBEIMYUBAET
AQHTUKOAryJIsAHTHBIH  3pdext. CreayeTr  NpPOBOAUTH  MOHMTOPUHI  MEXJIYHApOJHOTO
HopMmanu3oBaHHoro otHomeHus (MHO) Bo Bpems W mocie OKOHYAaHHS OJHOBPEMEHHOI'O
NPUMEHEHHUs napaieramosia (0COOEHHO B BBICOKHMX J03aX W/WIM B TE€UEHUE MPOJIOJIKUTEIILHOTO
BPEMEHM) M NPOU3BOJHBIX KyMmMapuHa. HeperymspHblii mpueM mnapaneramosia HE OKa3bIBaeT
3HAYUMOTO BJIMSIHUS.

[IponaHTeNINH U ApyTUe Openaparhl, 3aMeISIOIINE SBAKYAIIUIO U3 KEIyIKa

[TponanTenuH U Apyrue npenaparsl, 3aMeISIONINE dBAKYaIUIO U3 JKEeITyAKa, CHUKAIOT CKOPOCTh
BCAChIBaHMsI MapareTaMmosa, YTo0 MOKeT OTCPOUMUTh UM YMEHBIIUTh HACTyIIeHHe 3 dexTa.

MeToKaonpaMua U JOMIIEPUIOH

MeroknonpaMu M AOMIIEPUIOH YBEIWYMBAIOT CKOPOCTh BCAChIBAaHUs IMapaneramolsia Hu,
COOTBETCTBEHHO, Ha4ajI0 00€300JIMBAIOIIETO U KAPOTIOHHKAIOIIETO JICHCTBHUS.

Bbap6utypatbt

JlnurenpHOE MpUMEHeHHe 6apOuTypaToB CHIKAET 2PGEKTUBHOCTH MapalreTaMmona.

OTtaHon

DTaHOJ CIOCOOCTBYET Pa3BUTHUIO OCTPOTO MAaHKPEATHUTA.

Hecrepounnnuble IpoTruBOBOCIannTeNIbHEIE Ipenapars! (HIIBII)

I[JII/ITCJ'IBHOC COBMCCTHOC HCIIOJIB30BAHUC ITapalncTtaMojia U APYyrux HIIBII nossimaer PHUCK
Pa3BUTHA «aHaJIbI€TUYECKOI» HC(I)pOHaTI/II/I H MMOYCYHOTO MAMAIUIAPHOI'0 HECKPO3a, HACTYIVICHUA

TEpMHUHAIBLHOM CTAJIUM MOYEYHON HEJIOCTATOYHOCTH.

Canmumnatel
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MOBBIIIAET PUCK PA3BUTHUS PaKa MOYKU WIM MOYEBOTO MY3bIPS.
Jlndrynucan

JudnyHucan noBslIaeT IIa3MEHHYIO KOHIEHTPALKIO napaneramona Ha 50 % — puck pa3BUTHS
renaToTOKCUYHOCTH.

MuenoTOKCUIHEIC IIpernaparbl

MuenoToKCHYHbBIE MTpenapaTbl yCUJIMBAIOT MPOSIBICHUS T€MaTOTOKCUYHOCTH Mpernapara.

4.6. DepTHIBLHOCTD, 0EPEMEHHOCTb U JIAKTALMS

bepemeHHOCTD

B uccnenoBanusax Ha )KMBOTHBIX M Y JIFOJICH HE ObLIO BBISIBIEHO KAKOTO-THOO PUCKA MPUMEHEHUS
npenapara y OEpEeMEHHBIX KEHIIMH WM BPEIHOTO BO3JCHCTBHUS MperapaTa Ha pa3BUTHE
sMOpuoHa ¥ Tuioga. IlapareramMos MOXET HCIOJIB30BAaThCSI BO BpPeMs OCPEMEHHOCTH, OHAKO
11eJIECO00Pa3HO MCIOJIb30BaTh MUHUMAJIbHBIE A(()EKTUBHBIC J03bI M MaKCHMAJIbHO KOPOTKUM
KYPCOM.

JlakTaims

B HeOonpmmx KoIWYecTBaxX IMPOHUKAET B TPYAHOE MOJOKO. B wuccremoBaHusx He ObUIO
YCTaHOBJICHO BpPETHOTO BO3ICHCTBHS Mapaileramoiia Ha OpraHu3M peOeHKa MpU TPYyAHOM
BCKapMJIUBaHUH, TEM HE MEHEE HEOOXO0IMMO TPUMEHSTH C OCTOPO’KHOCTHIO.

4.7. Biausinde Ha CNOCOOHOCTH YNPABJSATH TPAHCHOPTHBIMM CPeACTBAMHU H PadoTaTh ¢
MeXaHu3MaMH

OTCYTCTBYIOT JaHHbBIE O BIMSHHUH MapareTamMoia Ha CIOCOOHOCTh yIpaBisaTh aBTOMOOMIIEM HITU
apyrumu  MexaHusmamu. OjHaKO, YYHTBHIBash BO3MOXHBIE HEXKEJIaTeNbHBIE PEaKIINH,
PEKOMEHIyeTCsl COOMI0IaTh OCTOPOKHOCTH BO BpEMs MpUeMa Tapareramolia IMpHu yIpaBJICHUH
ABTOTPAHCIOPTOM WIIM IPYTUMU MEXaHU3MaMHU.

4.8. HexxesnaTesibHbIC peaKIUU

Pe3roMe HexennaTeabHbIX PEAKIIUUI

Hexenarennuoie p€akiuru MpEaACTAaBJICHBI B COOTBECTCTBHU C IMOPAKCHHUEM OPraHOB U CHUCTEM
OpraHOB B TIOCTENOBAaTEIBHOCTH MEIUIIMHCKOTO CJOBaps s HOPMAaTHBHO-IIPaBOBOM
nesitenbHOCTH  (MedDRA). Yactora BO3HUKHOBEHHS ONpENENsiach B COOTBETCTBHH CO
CIIEMYIOIIMMH KaTeropusMu: odeHb yacto (>1/10), gwacto (>1/100, Ho <1/10), mHeuacto (>1/1000,
HO <1/100), peaxo (>1/10000, o <1/1000), ouenn penako (<1/10000), vacrora HensBecTHa (Ha
OCHOBaHUHU UMEIOIINXCS JAHHBIX OIICHUTH HEBO3MOXKHO).

Hapywenusa co cmoponvl kposu u aumgamuueckoii cucmemyl. 4aCTO — IMOCIEONEPAUOHHBIE
KPOBOTCUCHHS, OYCHb PEIKO — aHEMHs, TPOMOOIIMTONCHHUS, JICHKONICHHs, HEUTPONCHHS,

arpa”yJjonuTOo3; TEMOJIUTHYCCKaA AaHCMU, gacToTa HEHU3BCCTHA - IMaHIIUTOIICHMU A,
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

Hapywenus co cmoponbt umMmyHHOU cucmembl: PEIKO — AJIEPrUUYECKUE PEAKLIUHU (B T.4. KOXKHAs
CBblIlb, 3y]l, KPAIIUBHUIIA, AHTHOHEBPOTHUECKUH OTEK); OUE€Hb PEJIKO — OCTPbI reHepaIu30BaHHbIN
9K3aHTEMAaTO3HbIN Myctyne3, cuHapoM CrTuBeHca-/[KOHCOHA, TOKCHYECKUU SMuepMaibHbINA
Hekponu3 (cuaapoM Jlaitenna), anadunakcus.

Tcuxuueckue Hapyuienus: 4acTo — OECCOHHUIIA, TPEBOTA.

Hapywenus co cmoponvl HepeHou cucmemsl: 4aCTO — TOJIOBHAs 0OJIb; YacTOTa HEM3BECTHA —
JTUCTOHUS, TOJIOBOKPY)KEHHE, IMCUXOMOTOPHOE BO30YXKIEHHE, Je30pHeHTauus (Ipu IpuemMe
BBICOKHUX J103).

Hapywenus co cmopoHbl opeana 3peHus; 4acTo — MepHOPOUTAIHLHBIN OTEK.

Hapywenus co cmopoHbl cepoya. 4acTo — TaxuKapusi, 0016 B TPyIH.

Hapywenus co cmopomnst cocyoos: 4acto — nepudepruueckue OTEKU, TUIEPTEH3US; peoKo —
CHI)KEHHE apTepUAIbHOTO JIaBIICHUS.

Hapywenus co cmoponsl ObixamenbHOU cucmemyl, 0Op2aHos epyOHOU KIemKU U CPeOO0CmeHUsL:
4acTo — JMCITHO?, MATOJOTMYECKOE JbIXaHHE, OTEK JIETKUX, TUIOKCHS, TUICBPAIbHBIN BBINOT,
XpUIIBI,  OJIBIIIIKA,  Kalledb;, O4YeHb peako — OponxocmazM (y  MallMEHTOB C
TUIEPYYBCTBUTEIBHOCTHIO K  AIleTHJICAIUIMUIOBOW KHUCJIOTE U JIPYTUM  HECTEPOUIHBIM
POTHBOBOCTIAMTEIBHBIM MIPErapaTam).

JKenyoouno-kuweyHnvle HapyuleHus: 9acTo — JIHapesi, 3a1op, TUCIICTICHUS, B3IyTHE )KUBOTA; PEIKO
— 0oJb B )KUBOTE, TOLITHOTA, PBOTA; YaCTOTAa HEU3BECTHA — CYXOCTh BO PTY.

Hapywenus co cmopoHvl neyeHu u dicenyedbleo0auux nymeti. peaKo — TMOBBIIIEHNE aKTUBHOCTH
NIEUYCHOYHBIX (PEPMEHTOB; YacTOTa HEW3BECTHA — MEYEHOYHAss HEIO0CTaTOYHOCTh, TEMaTHTHI,
HEKPO3 TICUCHH.

Hapywenus co cmoponwl Kodtcu 1 noOKOJNCHbIX MKAHell: 4aCTOTa HeM3BECTHA — JK3aHTeMa.
Hapywenus co cmopomsi mbluteyHou, CKkenemHou U COeOUHUMeNbHOU MKAHU: YACMO — MBIIIICUHbIE
CTa3MBbl, TPU3M.

Hapywenus co cmoponsi nouex u mouegbleo0sAwjux nymeti. 4acTo — OJUTOYpHsl; 4acToTa
HEU3BECTHA — TOYEYHAas KOJUKa, Hecnenuduieckas 0akTepuypusi, HHTEPCTUIIMATBHBIN HEPPUT,
AW PHBIA HEKPO3.

Obwue Hapyuienus u peakyusi 8 Mecme 66e0eHuUs; 4acTo — MUPEKCHs], YyBCTBO YCTAIOCTH; PEIKO
— ob1ee HegoMoraHue / cnadbocTh.

Jlabopamopnule u uncmpymenmanbHvle OaHHble. YaCTO — TUMOKATHEMUs, TUIIEPIIIMKEMUST; PEIKO
— CHIDKEHHUE WM yBENIMYCHHE MPOTPOMOMHOBOTO MHJIEKCA; YaCTOTA HEU3BECTHA — YBEIMUYEHUE
KpeaTHHHHA (B OCHOBHOM BTOPHYHO, [10 OTHOILIEHUIO K FeMaTOPEHaIbHOMY CHHIIPOMY).

COO6H_ICHI/IG 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX
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[ENbI0  O0CCIeUeHUs] HEMPEPHIBHOTO MOHUTOPUHTA COOTHOIIEHUS «IOJIb3a — PHUCK»
JICKapCTBEHHOTO Tpernapara. MeIuIMHCKUM pa0OTHUKAM PEKOMEHIYeTCs COOOMaTh O JIFOOBIX
M0JI03PEBAEMbBIX HEKENATeIbHBIX PEaKLUAX JIEKAPCTBEHHOrO Ipernapara uepe3 HalMOHAIbHbIE
CUCTEMBbl COOOIIEHUN O HEeXelaTeNbHbIX peaKUusX TrocydapcTB — uieHoB EBpasuiickoro
HKOHOMHUYECKOI'0 COI03a.

Poccuiickas ®eoepayus

109012, r. Mocksa, CrnaBsiHCKas momajsp, 1. 4, crp. 1

®OenepanibHas ciryx0a 1Mo Haa30py B cdepe 3npaBooxpanenus (Poc3npaBuaazop)

Ten.: +7 (800) 550-99-03

E-mail: pharm@roszdravnadzor.gov.ru

Wurepuer-caiit: https://roszdravnadzor.gov.ru

4.9. [lepeno3upoBka

CuMITOMBI

Knunnueckass kapTuHa OCTpOM TEPENO3UPOBKH Pa3BHBACTCS B TeueHUe 24 4 mociie mpuema
napateramorna. [1osiBISIFOTCS Keny1I09HO-KUIIIeUHbIE PACCTPOICTBA (TOIIHOTA, PBOTA, CHIDKEHUE
anmeTuTa, OllylleHue auckomdopra B OprOIIHON mojocTd U (W) abJaoMuHanbHas OO0Jb),
0JIEIHOCTh KOXKHBIX MOKPOBOB. [Ipy 0JHOMOMEHTHOM BBEJEHWUHU B3pPOCIBIM 7,5 T U OoJjiee WiIn
netsiMm 6osiee 140 MIr/Kr TpOUCXOAUT IIUTOJIM3 TEMATOIUTOB C MOJTHBIM U HEOOPATUMBIM HEKPO30M
MEYeHU, pa3BUTHEM T[EYCHOYHOW  HEJOCTaTOYHOCTH, METa0OJMYeCKOro  amuao3a |
sHIIeaNONaTHH, KOTOPbIE MOTYT MIPUBECTH K KOME U JIeTalbHOMY rcxoay. [Ipuem BHYTpS 5 T uinun
OoJiee mapaiieTamMosa MOKET IPUBECTH K TOBPEKICHUIO TIEYSHHU MPU HAMMYUU (HaKTOPOB PUCKA
(nuTenpHOE JledeHHe KapOamazenuHoM, (eHobapouTamoMm, (EHUTOMHOM, NPUMHUIOHOM,
pubaMIUIITHOM, 3Bep0o00eM MPOABIPSIBICHHBIM HIIM JPYTUMU MIpernapaTaMu, KOTOPbIE SBISIOTCS
WHAYKTOPAaMHU MHUKPOCOMAIIbHBIX (DEPMEHTOB TEUeHH; 3J0YMOTPEOIeHHE ATAHOIOM, Ne(UIIUT
TIyTaTHOHA, HApYyIIEHUE MUIIEBapeHUs, MyKOBHCIIN 103, BUU-uHbekus, ronoganue, Kaxekcus).
Uepez 12-48 v mocne BBeAeHUs IMapameraMosia OTMEYAeTCS TMOBBIINIEHUE aKTUBHOCTH
MUKPOCOMAIBHBIX (DEPMEHTOB MEYCHH, JAKTATACTUAPOTECHA3bl, KOHIEHTPAIIMU OHIMpYOHHA U
CHIW)KCHHME COJIepKaHusl TpoTpoMOWHA. KIWHWUYECKHe CHUMITOMBI TOBPEXKICHUS TE€UYCHU
MPOSIBIISIOTCS Yepe3 2 CYTOK TOcie Tepe03UPOBKH Mpernaparta U JOCTUTAIT MaKCUMyMa Ha 4—6
nenb. [Ipu nepeno3npoBke BO3MOKHA MHTOKCUKAIIHS, OCOOCHHO Y MOXKWIIBIX MMAIIMEHTOB, JCTEH,
MAIMEHTOB C 3200JIEBaHUSIMH TIEYCHHU (BBI3BAHHBIX XPOHUYECKUM aTTKOTOJIM3MOM), Y MAIUEHTOB C
HApYIICHUSMH THUTAHUs, 4 TAKXKE y MAlHUEHTOB, MPUHUMAIONINX UHIYKTOPHl MUKPOCOMAThHBIX
(bepMEeHTOB TMEYEeHH, MPU OSTOM MOXKET PAa3BUTHCA MOJHHUEHOCHBIH TeMaTuT, IeYeHOYHast

HEAOCTATOYHOCTD, XO0JIECTaTHYCCKUI I'CaTur, HI/ITOJ'II/ITI/I‘IGCKI/Iﬁ TeraTuT, “UHOorjga C JCTaJlbHbIM
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MOJET pa3BUThCS SHIEedanonatus (HapylieHHe (QYHKIUU TOJOBHOIO MO3ra), OT€K MO3ra,
KPOBOTEUYEHMsI, TUIIOTJIMKEMUS, BIUIOTh JI0 JIETAIbHOIO McXoJa. BO3MOXHO pa3BUTHE OCTpOM
MOYEYHON HEOCTATOYHOCTH C OCTPHIM TYOYJSPHBIM HEKPO30M, XapaKTePHBIMHU IpPU3HAKAMU
KOTOPOTO SIBJIsSIETCS 00Jb B MOSICHUYHOM 00J1acTH, reMaTypusi (IpuMech KPOBH HIIM SPUTPOLIUTOB
B MOY€), MPOTEHHYpHUs (TIOBBIIICHHOE CO/IepKaHne Oeka B MOUe), TP ATOM TSDKEJI0e MOPaKeHUE
IIEYEHH MOXKET OTCYTCTBOBaTh. OTMEYaluCh Cllydad HapylIEHUs CEpIACYHOIO pHUTMA,
MaHKpeaTuTa.

Jleuenue

Hememiennas rocnuranusanus. llpu nomo3peHun Ha mepeo3UpOBKY, Aa)K€ IPU OTCYTCTBUU
BBIPQKEHHBIX TIEPBBIX CHMIITOMOB, HEOOXOJMMO TPEKPATUTh NPUMEHEHHE NapareraMmoiia U
HEMeAJIEHHO 00paTUThCs 3a BpaueOHOM momotbio. Cieayer onpeaenuTh YPOBEHb apaleraMmosa
B IJIa3M€ KPOBH, HO HE paHee YeM depes 4 yaca 1ocie nepeo3upoBKu (0osiee paHHHE pe3yiIbTaThl
HejocToBepHbI). JlaboparopHble HCCIEAOBAHUSA AKTUBHOCTM MHUKPOCOMANbHBIX (EPMEHTOB
IIEYECHU CJIEAYeT MPOBOJUTH B Hayalle JIEUEHUS U 3aTeM — Kaxzable 24 4. Beenenue n1oHaTopoB
SH-rpynm u npeiecTBeHHUKOB CHHTE3a ITyTaTHOHA-METHOHUHA U alleTHIIIMCTEeNHA — Hanbouiee
3(PEeKTUBHO B MEpBHIE 8 YACOB.

CumnromaTnueckoe JiedyeHHe: B TedeHHe 1 wyaca mocie Nepeo3UpOBKH PEKOMEHIYeTcs
IPOMBIBaHHE JKENMyJKa M MpPHUEM DHTEPOCOPOEHTOB (AKTUBUPOBAaHHBIM yroib W T.1.). B
OOJBIIMHCTBE CIy4yaeB aKTUBHOCTh MHMKPOCOMAJIBHBIX (DEPMEHTOB MEUYEHU HOpMANU3yeTcs B
TeyeHue 1-2 Henenb. B oueHb TsDKENBIX cilydasx MOXKET MOTPeOOBaThCS Mepecaka MeueHH.
Brenenue aneruiaucTtenHa B TedeHHWE 24 YacoB TOCHE TEPEeIO3UpOBKH. MakcumalibHOE
3alllUTHOE JIeWCTBUE 00eCleyrBaeTcsl B T€UEHHE MEPBbIX 8 4YacoB IOCIE MEPETO3UPOBKH, CO
BpeMeHeM 3P PEeKTUBHOCTb aHTU0Ta pe3ko nagaet. [Ipu HeoOX0AMMOCTH BBOAT alleTHIILIUCTEUH
BHYTpPUBEHHO. IIpM OTCYTCTBUM PBOTHI 10 MOCTYIJIEHHUS MAIMEHTa B CTAllMOHAp BO3MOXHO
pUMeHeHHe MeTHOHMHA. HeoOXonnMocTh B MPOBENEHUH JOMOIHUTEIbHBIX TEPANeBTHUYECKUX
MEpONpUITHI (JlabHelIlee BBeIeHHEe METHOHMHA, BHYTPUBEHHOE BBEJCHUE allETUIIIMCTEUHA)
OTIpeNieNIeTCsl B 3aBUCUMOCTH OT KOHILIEHTPAIMH MapaleTaMmolia B KPOBH, a TAK)KE OT BPEMEHH,
OPOILEAIIEr0 Mocjie ero mpuema. JleueHue MalMeHTOB C Cephe3HbIM HapylleHHeM (YHKLIUU
nevyeHu uepe3 24 yaca mocie HpUeMa MapaleraMmolsia JIOJDKHO MPOBOJIUTHCS COBMECTHO CO
CHEIUAIUCTAMH  TOKCHKOJIOTMYECKOTO0 LEHTpa WIM CIENHaIU3UPOBAHHOTO  OTAENICHUs

3a00JIeBaHUM ICYCHHU.

5. PAPMAKOJIOTMYECKHWE CBOMCTBA

5.1. ®apmakoauHaMHYeCKHe CBOMCTBA
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dapmakoTepaneBTHUYeCKasi TPyNNa: aHaIbIETUKH, ﬁg&p;e—l %%Efé¥mtlﬂ':én¥ﬁnﬁﬁe'%ﬁxn

AHUJIU/IBI.
Kox ATX: NO2BEO1

MexanusM aeiictus 1 dhapMakoaruHaMuueckue dhheKThl

[Tapaneramosn 06agaeT KkapornoOHKAOIIKUM U O0JIeyTONSIIOIIMM JelicTBUeM. Henapkotuueckuit
aHabreTuk, Onokupyer mukinookcureHasy (LIOI) | u |l mpeumymiecTBeHHO B IEHTpaIbHOU
HEPBHOW CHCTEME, BO3JICUCTBYS Ha IEHTPHI OONH M TEPMOPETYISINKU. B BOCTAIEHHBIX TKAHIX
KJIETOYHBIE MEepPOKCUAa3bl HEeUTpanu3yroT BiausHUe mnapauneramonia Ha L[OI, uro oOBscHsET
MPAKTUYECKH MTOJIHOE OTCYTCTBUE MPOTHUBOBOCHAIUTENHHOTO ddekTa. [Tockonbky mapameramor
o0JajiaeT Ype3BBIYAHO MAJBIM BIUSHUEM HAa CHHTE3 NPOCTArJaHJIWHOB B MEpUPEPHUSCKUX
TKaHSIX, OH HE H3MEHSET BOJTHO-IJICKTPOJIMTHBIN OOMEH 1 HE BBI3BIBACT TIOBPEXKICHUS CITH3UCTON
000JIOUKH KeTyJOYHO-KUIIIEYHOTO TpakTa. TakuM oOpa3zom, mapareramon 0COOEHHO MOAXOAUT
nanueHTaM ¢ 3a00JIeBaHUSMHU KENyI0YHO-KUIIEUHOTO TpakTa B aHaMHe3e (Kak, Hampumep, y
MAIMEHTOB C KEITYAOYHO-KUIIEYHBIM KPOBOTEUEHNEM B aHAMHE3€ WJIM Y MAlUEHTOB MOXKHIOTO
BO3pacTa) Wi MalUeHTaM, IPUHUMAIOIIUM COMYTCTBYIOIINE JICKAPCTBEHHBIE MTpenaparsl, Koraa
MHTHOMpOBaHUe NepudepruIecKrX MPOCTarJaHAMHOB MOKET ObITh HEXKENAaTeIbHBIM.

5.2. ®DapmakoKuHeTHYECKHE CBOMCTBA

AOcopbuust — BbICOKas, mpenapar ObICTPO U MPAKTUYECKH IIOJHOCTHIO BCACHIBAETCS U3
KEITYTOTHO-KAIIEIHOTO TPaKTa. Tcemax mocturaercs depe3 0,5-2 9; Cmax — 5—20 Mxr/mit. CBsi3b ¢
Ooenkamu 1asmel — 15 %. IIponukaeT yepes remarosHuedanuueckuii 6aprep. Menee 1 % ot
NPUHATOM KOpMSILUEH MaTepbio [J03bl MapaneraMoyia NPOHHUKAET B TPYAHOE MOJIOKO.
TepaneBTuuecku 3¢ PexTHBHAS KOHIIEHTpAIM MapaieraMoia B TUIa3Me JOCTUTaeTCs MPHU ero
Ha3HaueHuu B 103€ 10—15 mr/kr.

BI/IOTDaHC(bODMaHI/IH

Metabomuzupyercs B medenu (90-95 9%): 80 % BcTymaer B peakiMM KOHBIOTAIMU C
[JIIOKYPOHOBOIM KHCIOTOM U cynb(aTamMu ¢ 00pa30BaHHMEM HEAaKTHUBHBIX MeTabonuToB; 17 %
MOJIBEPraeTcss TUAPOKCHIMPOBAHUIO C 0Opa3oBaHHMEM 8§ AaKTUBHBIX METAa0OJIUTOB, KOTOpHIE
KOHBIOTHUPYIOT C INIyTaTHOHOM C 00pa30BaHUEM YK€ HEaKTUBHBIX MeTabonuToB. [Ipn HepocTaTke
[JIyTaTHOHA A3TH METaOOJUTBl MOTYT OJIOKUPOBaTh (PEPMEHTHBIE CHUCTEMBI TEMaTOLUTOB HU
BBI3BIBaTh MX HEKpO3. B merabonm3me mpemapara Taxke y4acTBYOT m3opepmentsl CYP2E]L,
CYP1A2 u B w™menbmedr creneHn wuzopepmenTr CYP3A4. JIomOTHUTETBHBIMH ITyTSIMHU
MeTaboiaM3Ma  SIBIISIIOTCS  TUAPOKCHIMPOBAaHME 10  3-THJIpOKCH-TIapaneramoia  u
METOKCWJINPOBAHUE N0 3-METOKCHIIapaleTamojia, KOTOpbIE BIIOCIEICTBUU KOHBIOTUPYIOT C
[NIIOKYPOHMJIAMH WM cynb(aramu. Y B3pociblX npeolnagaeT NIIOKYPpOHHUPOBAHUE, Y

HOBOPOXKJCHHBIX (B T.4. HEJOHOUIEHHBIX) M MaJleHBKHX JeTeil — cynbdaTtupoBaHue.
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KOHBIOTHPOBAHHBIE METaOONHUTHI MapareTaMola (rnmf{%ﬁﬂ&;}c Iﬂwkﬁg CIEAg04L ¢

[IIYTAaTHOHOM) 00J1a/1at0T HU3KOM (DapMaKOJIOTUYECKOH (B T.4. TOKCHUECKOH ) aKTUBHOCTHIO.
DIMMUHALIUA

[Tepuon monyseiBencuus (T12) — 1-4 u. BeiBoauTcss MOYKaMH B BHJC METaOOIUTOB,
MIPEUMYIIECTBEHHO KOHBIOTATOB, TONBKO 3 % B HEM3MEHHOM BHjE. Y MOXKWIBIX IMallMCHTOB

CHHIXACTCA KIIMPCHC MapancraMojia U YBCJINYNBACTCA IICPHUO/ ITOJTYBBIBECACHU .

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

— Kpaxwman xaprodensHbIii

— [MoBumon K30 (kommmon K30)

— CreapuHOBas KUCIIOTa

— KapbokcuMeTtuinkpaxman HaTpust (HaTpUsl KpaxMall TIIMKOJIST, IPUMOTeEIIb)

— KpeMHust nMoKcHa KOJTOUTHBIN (a3pOCHT)

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHUs1)

3 rona.

6.4. Oco0ble MepbI NPEAOCTOPOKHOCTH PH XPAHEHUHU

B 3amumieHHoM OT cBeTa MecTe Ipu Temieparype He Boiie 25 °C.

6.5. Xapakrep u coaepkaHue YIaKOBKHU

10 TaGneToK B KOHTYPHYIO STYEHKOBYIO YITAKOBKY W3 TUICHKU MOJUBUHUIXJIOPUIHON U (POJIBIU
AJTIOMUHHUEBOM NT€YaTHOM JTaKUPOBAHHOM.

10, 20, 30, 40, 50, 60, 70, 80, 90, 100 TabneTok B OaHKY MOJTUMEPHYIO U3 MOJUMPONIICHA WU
MOJIMATUJICHA, YKYIIOPEHHYIO HATATMBAEMOM WJIM HaBUHYMBAEMOW KPBIIIKON MOJMMEPHOM s
JIEKAPCTBEHHBIX CPEJICTB U3 MOJUIPOIUIICHA WU TTOJIMATUIICHA C KOHTPOJIEM TIEPBOTO BCKPBITHS
nu 6€3 KOHTPOJIS, C YIIOTHSIONUM AJIEMEHTOM WK O€3 HEero.

JIONOMTHUTENBHO JIONMYCKAETCs HCIOJIb30BaTh BATy MEAUIMHCKYIO TUTPOCKOMUYECKYI0 WIU
aMoOpTHU3aTOP.

Ha Ganky HakJIEeMBaIOT YTHKETKY CaMOKJICSIIYIOCS.

Kaxnyro Oanky, 1, 2, 3, 4, 5, 6, 7, 8, 9, 10 KOHTYpHBIX SUEHKOBBIX YMAKOBOK C JIMCTKOM-
BKJIQJIBIIIEM MOMEIIAIOT B QUK U3 KapTOHA.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH MNPH  YHUYTOXKEHUH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI'0 NpenapaTa UM 0TX00B, OJYYEeHHbIX I0C/Ie IPUMEHEHHs Npenapara, u

Apyrue MAHUMYJISLHMY € TPenapaTom
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(NOCNEOQCBATENEHOCTE 0004)

Oco0bie TpeOOBaHMS OTCYTCTBYIOT.

7. AEP KATEJIb PETUCTPAIHMOHHOI'O YIOCTOBEPEHUSA
Poccuiickas @enepanus

OO0111eCTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO «Bendapm» (OO0 «Bendapmy)
115184, r. Mockaa, niep. O3epkoBckuit, a. 12, stax 1, nomem. I, kom. 9

Ten.: +7 (3522) 48-60-00, 55-51-80

E-mail: fsk@velpharm.ru

7.1. llpencraBuTeib Aep:KaTesisi PerucTPAIMOHHOTO YA0CTOBEPEeHUSA

[Iperen3un norpedbuTENeH HAOPABIATE 110 aIPECY:

Poccniickas @enepanys

OO61ecTBO ¢ OrpaHMYEHHOM O0TBEeTCTBEHHOCTHIO «Bendapm» (000 «Bendapm»)
640008, Kypranckas o61., r. Kypran, npocnekt Konctutyuuu, a. 11

Ten.: +7 (3522) 48-60-00, 55-51-80

E-mail: fsk@velpharm.ru

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA
9. TATA NEPBUYHOM PETMCTPAIIMM (ITIOJATBEPXJIEHHS PETMCTPAIIUMN,
INEPEPETUCTPALINN)

JlaTa nepBoii perucTpanuu:

10. IATA IEPECMOTPA TEKCTA

O6mas xapaktepuctuka jekapcrseHHoro npemnapara [TAPAIIETAMOJI BEJI®APM noctymnHa
Ha WHGOPMAIIMOHHOM TopTaje EBpa3uiickoro »KOHOMHYECKOTO COr03a B HHGOPMAIIMOHHO-

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