Nucrpykuns
0 MEIHIHHCKOMY NPHMEHEHHIO JIEKAPCTBEHHOI0 CPEACTBA

JTOHOPMUI

(nHpopmanus 115t NaNHEHTOR)  COTAACOBAKO

MWHHUCTEPCTEBOM 3JIPABOOXPAHEHUSA
PECNTIYBJIMKH BEJIAPYCH

TOPI'OBOE HA3BAHHUE o N S B onooxpaeHlt7
Jonopmun o1 AL O LA N P/

MEXAYHAPOJAHOE HEITATEHTOBAHHOE HA3ZBAHUE
JoxcuiraMuy

®OPMA BBIITYCKA
Tabnerku, moxpeITEIE 060049KOMH, 15 MT

COCTAB

Opnna Tabnerka CoOnepKUT

aKmusHoe eujecmeo - NOKCHIAMHHA CYKIMHAT 15 Mmr,

6cnomozamenvHble 6eujecmea.; JAKTO3bl MOHOTHIAPAT, HATPHS KPOCKAPMENLIOo3a,
LeJUTI0NI03a MUKPOKPHUCTAITHYECKast, MaTHUS CTeapar,

cocmas 060n104KU: TUIPOMENIO3a, AUCIIEPCHS NUTMEHTa Cenucriepc AP 7001%,

makporous 6000, Bosra ounIeHHas.
* Cocras nucnepcuu murMenTa Cenucrepca AP 7001: runpomennosa 2-4 %, THTaHA THOKCHN
CI77891 25-31 %, nponunenraukons 30-40 %, Boma ounmmennas o 100 %.

OIIMCAHHE
IlpsMoyronpHEle TabyeTKu Genoro LBera, MOKPHITHIE 000JIOYKOM, ¢ HACEYKOl Ha
obeunx cTopoHax.

DPAPMAKOTEPAITIEBTHYECKAS I'PYIIIIA

AHTHIMCTaMHHHBIE CPEICTBA Ul CUCTEMHOTO MPHMEHEHHI. AMUHOAIKAIILHEIE
3¢UpHL

Kox ATC RO6AA09

®APMAKOJIOTHYECKHE CBOMCTBA

DapmakoOUHaAMuUKa

JlokcuraMuHa — CyKUMHAT — sABIseTcs — Ouiokaropom  Hi-pemenTopoB — Kiacca
3TaHOJIAMHHOB, OOJajaoMUX CeJaTHBHBIM W aTPONMHONONOGHEIM 3¢ heKTamu.
BBIIO NPONEMOHCTPHPOBAHO, YTO OH YMEHBIIAeT BpeMsi, HEOoOXOHMMOe I
3aCBINIaHMA, a TAKXKe yIIy4dIiaeT POLOJDKUTEILHOCTE M Ka4eCTBO CHA.
DapMaKOKUHEeMUKa

AGcopbrus



b 1 O
MakcumansHas KOHUEHTpanus B IuiasMe KpoBH (Cmax) zxocmraefc;f B prGI[HeM
uepes 2 yaca (Tmax) mocite npreMa goxcunaMuHa CykuuHata. ;@9 [ [ - 2019
Mertabonusm v BeIBENEHHE
Ilepuon mosyBeIBENEHHUS M3 MIA3MEI kpoBH (T}2) cocraBnsier B cpennem 10 gacos.
JlokcunamMuHa CyKOMHAT —4YacTHYHO MeTaboNM3upyeTcss B IE€YEHH IyTEM
ACMETUIMPOBaHHs U N-alle THIMPOBaHHA.
Pasnuynsie MetaGonutsL, obpasyromuecs NPy pacnane MONEKYIBI, He SBISIOTCS
KOJTUIECTBCHHO 3HAYMMBIMH, MOCKONBKY 60% 03I 0GHApyXHBAeTCs B MOYe B
$hopMe HEH3MEHEHHOTO TOKCHIAMHHA.

COTIJACOBAHO

MUHUCTEPCTBOM 3{PABCOXPAHEHUS

IIOKA3AHHMS K NIPUMEHEHHAIO
PECTYBJIMKY BEJIAPYCh

HepI/IOIII/I‘IeCKaH / TpaH3I/ITOpHaSI 6eCCOHHI/II_Ia y B3pOCHH$Hpuxas MunuCTepCTBa 3APABOOXPAHEHMS
’ Pecny6auku Benapycs

CIIOCOb IPUMEHEHMUS U AO03bI

Ilpenapar npenHasHaYeH TOMBKO s B3POCJIBIX.

IIpunumare BHYTpb, OAHH pa3 B AeHb, BeuepoM 3a 15 — 30 MHUHYT 10 cHa, 3anuBas
HeOOJIBIINM KOIHYECTBOM BOJIEL.

PexomeHnnyemas mo3a cocrasmser ot 7,5 no 15 Mr B J1eHb (T.e. IONOBHHA TaGJIETKH
WK OfHA TabJeTKa B JEHb). IIpu HeoGXOAMMOCTH, 1033 MOXKET OBITH yBEJIUYEHA 10
30 Mr B neHs (T.€. 2 TabeTKH B JIEHB).

Jluniam  moxwuoro BO3pacTa M B cCiIy4asgX IIOYeYHOHM MM II€YEHOYHOIL
HENIOCTATOYHOCTH PEKOMEHIYETCS CHU3MTE J03Y.

IIpomomkuTensHOCTE JIeUeHus cocTaBisieT oT 2 no 5 nHed. B ciyuae, ecim
GeccoHHMIA coxpaHseTcs, IedeHHe JOJDKHO OBITH NEPECMOTPEHO.

INOBOYHBIE JEMCTBU S

-AHTHXONHHEPrUdecKre 3hQEKTE!: 3a10p, 3alepXKa MO4YH, CYXOCTB BO pTY,
HapymeHust  3peHUs  (HapylIeHHS  aKKOMONAlUH, HEYeTKOCTH 3peHus,
TAMONMHAINY, CHIDKCHHE OCTPOTHl 3pEHHs), y4amleHHOe —cepueGueHwe,
CIlyTaHHOCTH CO3HAHUSL.

-Pabnomuonus, mossnmenue kpeaTuapocpoknHassl (KOK) B xposw.

-COHIIMBOCTS B JHEBHOE BpeMs, BO3HHKHOBEHHE KOTOpO} TpeOyeT CHUXKEHHUS JO3BL.
OTMedeHs! ciydan 3n0ymoTpe6ieHus [IpenapaToM U MOSABJIEHUS 3aBUCUMOCTH.
Taxoke, mepsoe moxonmenne HI-aHTHrECTAMUHHBIX NpenapaToB, KaK H3BECTHO,
MOXET  BBISBIBATH CEJATUBHBIM 3()(hEKT, KOrHWUTUBHEIE U IICHXOMOTOPHBIE
HapyIleHus.

Coobwenue o nodospesaemuvix nobounvix peaxkyusx

Coobmenne o momo3peBaeMEIX 1MOGOYHBIX peakuusx I0Cie perHucTpalyH
JISKapCTBEHHOTO CPEACTBA HMEeT BaXKHOE 3HAa4YeHHe. TO MO3BOJSET IIPOBOJIUTE
TIOCTOSIHHBIH ~ MOHHTOPHHI  COOTHOILEHHS NOJIb3a/PUCK  IPH  HPMMEHEHUH
JICKapCTBCHHOro npenapaTa. [Ipy BOBHHKHOBEHMH JHOGBIX IpEeAIIoIaraeMbIxX
HOXCIIAaTeIbHBIX Peakluil MOXHO COOGLIUT 06 5TOM dYepes HaIlMOHAJIBHYIO
cucreMy  penoptupoBanus  (VII  «Ilentp OKCIEPTH3 M  UCHBITAHHH B
3npaBooxpaneHnu M3 PBy, http://www.rceth.by).
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HPOTI/IBOHOKA:;AHHH HpnKaapﬁizzfﬁgcﬁl:asaig:;ig;meuua
-~ IIOBBIIIEHHAasA YYBCTBHTECIIbHOCTH K aHTUTHuCT MI/IHHHMHWJIWI@WI‘DGHHBIM
CpeacTBamMm, AKTUBHOMY BEIISCTBY B COCTaBE IIpernapara HJIH K KaKOMy-JII/I60 u3
BCIIOMOTATEIIBbHEIX BCIIIECTB, YKAa3aHHEBIX B cocTasne,

- 3aKPBITOYI'OJIbHAA I JIAyKOMa B aHaMHe3€ ITallMeHTa WU B CEMEHHOM aHaMHe3e,

- ypeTpOHpOCTaTquCKHe paCCTpOﬁCTBa C PUCKOM 3a1€PXKH MOYH,

- ACTCKHi Bo3pact 70 15 ner.

B3AMMOJENCTBUE C APYI'UMU JEKAPCTBEHHBIMHU
CPEACTBAMM

Kombunauuu, komopuie ne PeKomenoyiomcesa
+ AJIKOT01b (2JIKOT0IbHBIE HATUTKH HJIH CHHpTOCOoAepKalHe BelecTBa)

AJIKOTOJIb YCHIIMBAET CeNaTUBHEILL 3bdekr GonpmuHcTBa Hi-aHTHHCTAMHHHBIX
cpencts. CHIDKeHHE BHUMaHHUS MOXKET NPECTABIATH OMAacHOCTS IpHU yIpaBIeHUH
aBTOTPAaHCIIOPTOM U paboTe ¢ MeXaHU3MAMH.

Crenyer wmsGeraTh  yHOTpeOGNeHHS  alIKOTFONBHEIX HAallUTKOB H  IpHeMa
JIEKapCTBEHHBIX CPEICTB, COAEPKAIMX AJIKOTOJIb.
+ Hatpus okcuGyrnpar

VYcunusaer YTHCTCHHE LEHTPaJIbHOM HEpBHOH cHcTeMbl. CHM)KEHHE BHUMAHUS
MOXET MPEJCTaBIATh ONACHOCTh IIpH YHIpaBJIeHUN aBTOTPAHCHOPTOM M pabote ¢
MeXaHH3MaMH.

Kombunauuu, komopsie neo6xodumo RPUHUMAMDb 60 BHUMAHUE

+ ATponuH H Apyrue aTponuHONOK0GHbIE JIEKAPCTBEHHbIE CPEACTBA
VIMHIpaMHHOBBIE  aHTHIENPECCAaHTh,  GONBLIHHCTEO H1-anTHrucraMuHHbIX
IpeTIapaToB ¢  aTPONMHONMONOOHBIM  JelcTBHeM, AHTUXOIHHEPTUYECKHUE
NPOTUBOIIADKUHCOHMYECKHE  MpENapaTsl, AaTPOIMHOBBIE  CIA3MOJHTHIECKHE
JICKapCTBCHHBIC  CPENICTBA, AU3OLMPAMHL, (EHOTHA3MHOBEIE HEHPOJIENTHKH,
KJIO3alliH, - TIpH ONHOBPEMEHHOM IPHEME C AaTPOIHHOM TOBBIIIAETCS pHCK
BOSHUKHOBEHMS TakuX NOOOYHEIX 3¢(heKTOB, KaK 3amepiKka MOuH, 3a1o0p, CyXOCTh
BO PTYy.

+ ipyrue cenaTHBHBIE JTeKapcTBeHHBIE cpeacTBa

llpoussonHble Mopduna (aHATBIeTHKM, NPOTHBOKAILLIEBEIE U CpencTBa JAis
3AMCCTUTENILHON  TepanMu), HeHpOJIeNTHKY, GapOuTypaThl, GeH30/MA3EIHHEI,
HEOCH30/IMA3EINHOBEIE  aHKCHONTHKH (Menpo6omaT), CHOTBOpPHEIE CpefCTBa,
CCHATHBHBIC — aHTHIETIDECCAHTBl  (aAMUTPUNTHIIMH, [OKCEIHH, MHaHCEPHH,
MHpPTA3allH, TPHUMHIPAMHH);, CeJaTHBHbIE H;-aHTHIHCTAMHHHELE CPE/ICTBa;
AHTHTUNIEPTCHSUBHEIE CDEJCTBA LEHTPANbHOTO JeHCTBHS, Apyrue - Gaxnodew,
TaJIMIOMHL, - IPY OXHOBPEMEHHOM IIpHeMe HabronaeTcs YTHETEHHUE LEHTPaTbHOM
HEPBHOU CUCTEMBEI.

CHUXXeHHE BHUMAHHUS MOMeT NPENCTaBIATh OMNACHOCTh IPH  yIpaBieHUH
aBTOTPAHCIIOPTOM U paboTe ¢ MEXaHU3MAMH.
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PECIIYBJINKU BEJIAPYCH
IIpuxas Munncrepcrsa 3APaBOOXPaHEeHUs

MEPBI 1P EI{OCTOP O}KHOCTI/I Pecny6nuxn Benapycs

Ocobuvie npedynpescoenus

Becconnnna Moxer ObITh BBI3BaHA pasiu4HBIMH  (aKTOpaMH, KOTOpDhIE HE
obs13atensHO TpeGyrOT IpHeMa JICKapCTBEHHBIX CPEJICTB.

Hockonbky mpenapar comepxur 100 mr JIaKTO3bI, OH IIPOTUBOIIOKA3aH B CIy4asx
BPOXKIEHHOH TalaKTO3eMHH, IPU CHHAPOME HAPYIIEHHS abcopOIuM TIIFOKO3EI U
T'aJIaKTO3Bl, JIAKTa3HOU HEJOCTATOYHOCTH.

Kax u Bce cHOTBOpPHEIE WK cenaTHBHEIE CPEeACTBA, IOKCUIaMUHA CYKIIMHAT MOXET
000CTPATH  CyIEeCTBOBABIIMIA paHee CHHAPOM HOYHOIO amHo3 (YBelIHYEeHHE
KOJIMYECTBA 1 JUTUTETIBHOCTH OCTAHOBOK [JBIXAHHS).

Puck 3n0ynorpebrenus IIperapaToM U IPUBBIKAHUA K HEMYy HU30K, TEM HE MEHee,
OTMCHEHBI CITy4JaH 3JI0YIOTPeONeH s U MOSBICHUS 3aBHCHMOCTH OT HETO. Cnenyer
TINaTeNbHO  KOHTPOJIMPOBATH MOSBNEHHE IIPU3HAKOB 3JIOYIOTpeGIeHHs MM
3aBUCHMOCTH OT mpenapata. IIpomomxuTensHOCTS mpHeMa JIEKapCTBEHHOTI'O
CPEICTBa HEe NOJDKHA IPEBBILATh 5 qHel. [lalMeHTaMm, MMEIOIMM B aHaMHe3se
PacCTpOHCTBa, CBA3aHHBIE C yHOTpeBlIeHHEM JEKapCTBEHHBIX IIpernapaTos,
IPYMHAMATE JIOHOPMUIT HE pEKOMEHIYETCH.

Puck naxonnenus

Kax u Bce nexapcrBenmbie CPE€ICTBA, MOKCHIAaMHHA CYKIMHAT OCTaeTcs B
OpPTaHM3ME B TEYEHHWE NPUOIM3HTENBHO HATH NEPHOIOB ITOJIyBBIBEAEHUS (CM.
paszen « Papmaronozuyeckue ceoticmeay).

Ilepuon momyBEIBENEHHS MOXET 3HAYUTENLHO YBEJIMYUTHCS Y JIMI[ HOKHJIOIO
BO3pacTa WIM Yy TaUWeHTOB, CTPAJalOUIUX IOYEYHOM WM [eYeHOUHOM
HENOCTaTOYHOCTRIO. Ilpy MHOrokpaTHOM mNpHUMeHeHHH nmpenapaT WIH €ro
MeTaboIMTEl LOCTUTAIOT PaBHOBECHOM KOHIIEHTPAllM{d 3HAYUTENBHO IO3XKE M IIPH
SHAYUTEJILHO  BBICOKOM ypoBHE. O¢(EeKTUBHOCTE M 6e30MacHOCTh JAHHOIO
JICKAPCTBCHHOTO  CPENCTBA MOTYT OBITh OIEHEHB! TOJNBKO MO IOCTHIKCHHH
PAaBHOBECHOH KOHLEHTpAIMH. MoXeT moTpeGoBaThes KOppeKUHs 4036l (CM. pa3zien
«Cnocob npumenenus u 003b61).

IIpumenenue y nuy noscunozo go3pacma

H,-anturucramunnsie cpexcrsa CJIEIYeT IIPUMEHATH C OCTOPOXKHOCTBIO Y ITOXKHIIBIX
TIAalHCHTOB B CBSI3H C PHCKOM KOTHUTHBHBIX HAPYIICHHI, CeIaTHBHOIO 3¢ dexra,
3aMCIVICHH PeaKUMd ¥ / WM BEpTUrO / TONOBOKPY)KEHHS, KOTOpBIE MOTYT
YBEIMMUTE DUCK IaJeHHWH (Hampumep, KOra JIOOHM BCTAIOT HOYBI0), 4acTo ¢
CCPBLEIHBIMU HOCIEACTBISAMHE UL JAHHON KATETOPHH NALHEHTOB.

Mepuvr npedocmoposicrnocmu Y nayuenmoe nodCcuno2o 603pacma, iUy ¢ NOYEyHO
UNU ne4eHO4YHOU HedoCMamoYHOCMbIO

Habmonamcs cnyuan nossmrenus KOHIEHTPAallMK HOKCHJIAMHHA CYKI[MHATA B
Ia3Me W CHIDKEHHE IIa3MEHHOTO KJIMpeHca. B sTux ciyvasx pEKOMEHIyeTCs
YMEHBIIUTE J03Y.

Ipumenenue 6o epems bepemennocmu u naKkmayuu
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YUuThIBasA NOCTYIHEBIE JaHHbIE, OPUMEHEHHE AOKCHIAMHHA BO3MOXHO Ha JTIOGOM
cpoke GepemenHocTu. Ilepes mpuMeHeHHeM mNpenapaTa HPOKOHCYIBTHPYHTECH C
JIeYalyM Bpadom.
B ciyyae mnpHMeHeHMs eKAapCTBEHHOTO CpeicTBa Ha  IO3IHHX CpoKax
OepeMeHHOCTH ClleflyeT NMpPHHUMATh BO BHHMAHHE aTpONMHOBBIE W CeHaTHBHBIE
CBOHICTBA IIpenapaTa IIpX HabIIFOAeHHH 32 HOBOPOXICHHEIM.
Jlakmayus
HeussecTHo, BbIIENseTcsS 1M HOKCHIAMHMH B FPYAHOE MOJIOKO. YUHTEIBas
BOSMOXXHOCTB ~ CEaTUBHOIO  3(Q(deKTa WIH YCWIEHHA BO3OYXKIEHHS Y
HOBOPOXKICHHBIX, HE PEKOMEHIYeTCs NPUMEHATh JIEKAPCTBEHHOE CpEJCTBO B
NEePHOA KOPMIIEHUS TPYABIO.

COTJACOBAHO
UJlIbHOCmM

Depmunsrocme MUHHCTEPCTBOM 3{PABOOXPAHEHMS
He [IPUMEHHMO. PECIIYBJIMKH BEJIAPYCh

ITpuxas Munucrepcrsa 3APaBOOXPaHEeHUS
Peeny6auxu Benapycs

Ocobennocmu enusnus nexapcmeennozo cpedcmea Ha CNOCODHOCTIG YNpasIMy
MPAHCROPMHBIM CPEOCME0M UNU NOMEHYUANLHO ONACHBIMU MEXAHUIMAMU

Jlu, ympaBIAIOIKX — aBTOTPAaHCIIOPTOM W paboTaromMx ¢ MeXaHH3MaMH,
HEOOXOIMMO NpeAyHPeUTh O PHCKE BO3HMKHOBEHHS IHEBHON COHIMBOCTH pH
NpHeMe TaHHOro Ipernapara.

He pexomennywoorcs xomGuHanum c APYTHMH CeJaTUBHBIMHM JIEKapCTBEHHBIMU
CPEACTBaMH, OKCUOYTHPaTOM  HATpHUs, aIKOTOJBbHBIMH  HAMUTKAMH WM
JICKapCTBCHHBIMHM ~ CPEACTBAMH,  COJEPXKAIIUMH  OSTHIOBBIA  CIOHPT  He
PEKOMEHNI0BAHO, TaKyl0 KOMOWHALMIO CJefyeT IPUHAMATh BO BHEMAaHHE MpPH
YUPABICHHH aBTOTPAHCHOPTOM WM pabOTe C MeXaHH3MaMH (cM. pa3sjen
«Bsaumooeiicmeue ¢ Opyeumu JIeKApCMBeHHbIMU cpedcmeamuy), T.K. ITAHHEBIE
CPENCTBA yCUIMBAIOT CEAATHBHOE A€HCTBHE aHTUTUCTAMUHHEBIX CPEJICTB.

llpr HemOCTaTOYHOM NPOJOKHTENLHOCTH CHA PHUCK CHMXKEHHUS BHHUMAaHHS
BO3pacTaer.

IEPENO3UPOBKA

IlepBeIMU IIpU3HAKaMH HHTOKCHKAIIUK  SBJIIIOTCS COHJIMBOCTD a
AHTHXOJICHEPIUYECKNEe CHMITOMBI: BO30OYXeHHE, PacIIMpEHUe 3pAayuKOB, Mapaluy
aKKOMOZMAlMY, CYXOCTb BO pTy, NOKpacHeHHe JHLA W IIeH, THUIEPTePMHU,
CHHyCOBas TaxuKapaus. Jenupuil, rallONMHALMA M aTE€TO3HbIE IBMKEHHS Yallle
HAOMIONAIOTCA Y eTell, HHOTIa OHM SABIISIOTCS IPEeNBECTHHKAMI CyZOpOT, KOTOpBIE
ABJIAIOTCA OCIIOXKHEHHEM TSDKENOH MHTOKCHKAIMM WM Jaxe KOMBL Jlaxe IIpH
OTCYTCTBHH CY[NOPOr' OCTpas HHTOKCHKAaUHs NOKCHIAMHHOM WHOTIA BHI3BIBAET
pabnomMuous, KOTOPBIH MOXET OCJIOXXHUTBCS OCTpoOH [IOYEYHOHU
HE/IOCTATOTHOCTRIO. B CBS3M C BO3MOXHOCTBIO Pa3sBUTHS HAHHBIX paccTpoicTB
TpebyeTcs IpPOBENEHHE CHCTEMATHYECKOI'O CKPMHUHIA IIyTEM H3MEpEHHs
aKTUBHOCTH KpeaTHHpochokuHassl (KOK).

Jlevenne cummromaruyeckoe. Ha paHHHX 5Tamax jedeHus pEKOMEHyeTcs
TIPUMEHATE aKTHBUPOBAHHEIH yroiub (50 'y B3pocisix, 1 r/kr y neteif).
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o 10 umu 30 TabneTox, MOKPHITHIX 000J104KOH, 10 15 MI' B ITOJHIIPONIAIEHOBOM
TyGe ¢ HOIMSTUIIEHOBOM KPHIIIKOA.
ITo 1 Ty6e BMecTe ¢ HHCTPYKIHEHT IO IPUMEHEHHUIO B KAPTOHHOH KOpoOKe.

YCJIOBUSI XPAHEHUS ,
XpaHuTs nIpu Temieparype He Boie 30 °C. COTJIACOBAHO
XpaHUTb B HEZOCTYIIHOM JUTs feTel MecTe! Mnﬂncgggrgg%x?ﬁﬁ?&ﬁiﬂmm
Hpuxas Munucrepcrsa 3APaBoOXpaHeHUs
Pecny6auxu Benapycs,
CPOK XPAHEHUSA
3 roma

He IIPUMEHATH 110 UCTCUCHUHU CpOKa roqHOCTH.

YCIOBHS OTITYCKA
ITo peuemnry

ITPOU3BOAUTEJIL
VIICA CAC,

304 apenro mro Toxrop XKau bpro, 47000 Axen, ®parnus.

Buanenen perucrpanuonsoro YAOCTOBepeHHus:
VIICA CAC,
3 pro Xo3ed Monse, 92500 Prosii-Mansmazon, ®paHnus.




