COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 07.04 2026 N= 7084

(NOCNEQCBATENEHOCTE 0010)

OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA
HMrocmaranun [lyo, 135 mr + 84,43 wmr, TabieTKH, TOKPHITHIE TIICHOYHOW 000JI0UKOM

2. KAMECTBEHHBIN ¥ KOJIMYECTBEHHBIN COCTAB

JelicTByromue BemecTna:

MeOeBEepHH+CUMETHKOH

Kaxnass TabneTka, MOKpHITas MJICHOYHOW OOOJIOUKOM, COJAEPIKHUT: MeOEBEpHUHA THAPOXIIOPHIA
135,00 mMr, cuMeTHKOH (CMeCh MOJMIUMETWICHIOKCAaHA (TUMETHKOHA) M KPEMHHS THOKCHIA
KOJIJIOUHOTO B cooTHOIeHun 94,75 : 5,25) - 84,43 wmr.

Tonnwlii nepeuens 6cnomocamenvhbix 8ewjecms npusedet 8 pazoeie 0.1.

3. JEKAPCTBEHHAS ®OPMA

TabyeTku, MOKPHITHIC TNIEHOYHOU 000JTOYKOM.

OBaJIbHBIE ABOSKOBBITYKIIbIE TAOJIETKH, MOKPHITHIE TUIEHOYHOW 000JI0YKO0M OENIoro IBETa.
Ha nmonepeunom cpese sapo 0enoro Uiy nouty 0esoro nBeTa.

4. KIMHUYECKUE JAHHBIE

4.1. [loka3zanusi K NPUMEHEHUIO

JlekapcTBenHbIi npenapar Jrocnatanus Jlyo mokazaH K IpUMEHEHHIO y B3pOCIIbIX cTapiie 18 et
JIs1 CUMIITOMATUYCCKOI'O JICUCHUA 6OJII/I, CIIa3MOB, ,Z[I/IC(i)yHKI_[I/II/I )41 HHCKOM(bOpTa B XHMBOTC,
CBsI3aHHBIX C q)yHK]_II/IOHa.HBHBIMI/I 3&60H€BaHI/I$IMI/I kuneyHnka. CUMIITOMEL MOT'YyT BKJIFOYATb 60HB
B )KMBOTE, CIIa3Mbl, OIIYLICHHE B3AyTHS U METEOPU3M, H3MEHEHHNE YacTOThI CTyJa (Juapes, 3arnop

WM YepeJOBaHUE TUAPEr U 3alI0OPOB) U KOHCUCTEHIIMHU CTYJIa.

4.2. PexxuM 103MpPOBaHNs U CNIOCO0 MPUMEHEHUs!

PexxuM 103upoBaHus

[To 1 Tabnerke 3 pasza B CyTKH JI0 IprieMa TTHIIIH.

B Havase nmpuMeHeHus mpenapaTa npoJ0KUTEIBHOCTh TEPANH J0JKHA COCTABIIATh HE MeHee 4
HeJeNb C 1eIbI0 a/IeKBaTHOW OLIEHKU 3P PEKTUBHOCTHU JICUCHHUSI.

JmuTensHOCTh Kypea JICUYSHHs He OrpaHMYeHA M 3aBUCHT OT AMHAMUKHU KYIHPOBAHUS CHMITOMOB.

Ecnu nanuenT 3a0bu1 IpUHSTH OAHY WK O0Jiee 103y, IpUeM IpernapaTa ciaeayeT NpoI0JKUTh CO
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ciemyrouieid n103bl. He crnemyeT mpuHMMAaTh JONMONHHUTEIBHYIO TaOJIETKY Ui BOCHOJHEHHS
IIPOITYLIEHHOM J103bl.

Oco0rIe I'pynIbl TanMEHTOB

JlexapcTBennbiit mpenapar Jrocnaranus J[yo He n3ydeH B 0cOOBIX rpynmax nanueHToB. He Op110
MPOBEJICHO HWCCIICOBAHUIA Y TOXHIIBIX, MAIMEHTOB C HapylleHHeM (YyHKIUW TEUEHU H/HIIN
noyek. He Ob110 BBISIBIEHO 0COOOTO pUCKa IS MOKUIIBIX MAIIMEHTOB, MAIIMEHTOB ¢ HApYIICHUEM
GYyHKIMH TIEYeHW W/WIIA TOYEeK MPH NPUMEHEHWH KOMOWHAIUM MeOeBepHHA M CUMETHKOHA B
KJIIMHUYECKON MPAaKTHKE 3apETUCTPUPOBAHHBIX ITpenapaToB. He npennonaraercs He00X0IMMOCTh
KOppeknuu 1036l mpemapara [rocnatanuu Jlyo I MOXWIBIX W TAIMEHTOB C HAapyIICHUEM
GYHKIIUM TEYSHW W/WIM TOYeK Ha OCHOBAHMU JAHHBIX MO NMPUMEHEHUI0 MOHOKOMIIOHEHTOB
MeOeBeprHa U CHMETHUKOHA.
eTu

BezonacHocts u 3¢h(peKTHBHOCTD JIEKapCTBEHHOTO TpenapaTa y JeTei B Bo3pacte 10 18 yer Ha
JQHHBII MOMEHT HE YycTaHoBJIeHBI. J[laHHble oTCcyTcTBYIOT. Ilpenapar [rocmaramun [lyo
MPOTHBOIIOKA3aH y IeTeH B Bo3pacte 10 18 set (cMm. pazaen 4.3.).

Cnoco0 IIpuMeHeHus

[Ipenapar drocnatanud Jlyo npuHUMAaOT BHYTPh, O IpueMa Muiy. TabiaeTKy MporiaThiBaioT

HCJIIMKOM, HC PAa3KCBbIBAs U HC U3MCJIbYasd, 3alluBas BO,Z[OI>'I.

4.3. llpoTuBONOKA3aHUS
® TUNEPUYYBCTBUTEIHLHOCTh K MeOEBEpHUHA THJIPOXJIOPULY, CHMETUKOHY MU K JIOOOMY U3
BCIIOMOTaTeNbHBIX BEIIECTB, IEPEUUCIICHHBIX B pa3zene 6.1;
e Bo3pact 10 18 jeT (3ppexTuBHOCTH M 0€30MaCHOCTh HE YCTAaHOBJICHB);
e OEpEeMEHHOCTH U MEePHOJI TPYIHOTO BCKapMIIMBaHusI (CM. paszfen 4.6.);
¢ KHIICYHAaA HCHIPOXOAUMOCTD.
4.4. OcoOble ykazaHMsl M Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH
[lepen mpuemoM JekapcTBeHHOro mpemnapara [lrocmaranmua Jlyo mamweHTam HeoOX0AUMO
MPOKOHCYJITUPOBATHCS C BPayOM B CiIydae:
® CCJIHM CUMIITOMBI 3a6OJIeBaHI/I}I BO3HUKIIM BIICPBELIC,
® HEempeIHaMEpPEeHHON W HEOOBSICHHUMOM MTOTEPH BECa;
® aHEMUuU;
® PEKTaIbHOI'O KPOBOTEUECHHUS MU IPUMECH KPOBHU B CTYJIE;

® JTMXOPAJIKH;
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¢ CCJIKM Yy KOIo-TO B CCMLC MAIIUCHTA OBLIT ANArHOCTUPOBAH pPaK TOJICTOM KHIITKH, OCIHAKUA
WJIH BOCTIAJIUTENbHbIE 3a00J1€BaHNs KUIIIEUYHHKA,

e Bo3pacta crapuie 50 JIET ¥ eclIi CUMIITOMBI 3a00JIeBaHUS BOSHUKIIU BIIEPBBIC;

¢ HCHABHCTO IMPUMCHCHU aHTHOMOTHKOB.
OOparurech K Bpady, e€ciM Ha (OHE IpHeMa Ipernapara COCTOSHHE YXYAIIWIOCh WIH He
HACTYIUWJIO YJIYUHICHUC CUMIITOMOB ITOCJIC 2 HCACIIb TPUMCHCHU .
4.5. B3amMmopeiicTBMe ¢ JIPYrHMH JICKAPCTBEHHBIMH INpenaparamMM M JApyrue BH/IbI
B3alMOeliCTBUSA
HccnenoBanust B3aUMOJEHCTBUS HE IMPOBOJWINACH, 33 MCKIIOUYEHHUEM JTOKIMHHUYECKHX
UCCIICIOBAaHUI MO B3aMMOJEHCTBHIO MeOeBepuHa ¢ ankorojeM. MccimemoBaHust Ha >KMBOTHBIX
MPOJEMOHCTPUPOBAIA OTCYTCTBHE KAaKOro-THOO B3aWMOJCUCTBHUS MEXKIYy MEOEBEPHHOM U
STWJIOBBIM CHUPTOM. KiMHHMYECKM 3HAa4MMOro B3aMMOJICHCTBHS CHMETHKOHA C APYTHMHU

JIEKapCTBEHHBIMU MpenapaTaMu He YCTaHOBIICHO.

4.6. ®epTHIBHOCTb, 0€PEMEHHOCTD U JAKTALMS

bepemeHHOCTD

HmeroTcss TONBKO KpailHe OrpaHWYeHHbIE JaHHbIE O MPUMEHEHWU MebeBepuHa OepeMEeHHBIMU
KEHIIWHAaMU. JIaHHBIX HCCIeIOBaHMM Ha )KUBOTHBIX HEJAOCTATOYHO JJISl OLEHKU PEeNpOayKTHBHON
TOKCUYHOCTU. CUMETHKOH MOKHO TIPUHUMATh BO BpeMsi O€pEMEHHOCTH.

[Ipenapat Jrocnaranus [[yo mpoTuBomoka3aH Bo Bpemsi 6epeMeHHOCTH (cM. pazaen 4.3.).
Jlakranus

Nudopmanuun 00 »dKCKpenmuu MeOEBEepHHA WM €ro METa0OJUTOB B TPYAHOE MOJIOKO
HepocTaTouHo. VccnenoBaHus 3KCKpeui MeOeBeprHa B MOJIOKO Y dKUBOTHBIX HE MPOBOIMIINCE.
CHUMETHKOH MOKHO MPUHUMATh BO BPEMS TPYTHOTO BCKAPMITUBAHUSI.

[Ipenapat Jrocnatanun Jlyo mpoTHBONOKa3aH B MEPHOJ IPYJHOTO0 BCKapMIIMBaHM (CM. pa3zaen
4.3)).

DepTUILHOCTE

Knunnueckue naHHBIE MO BIMSHHUIO Npernapara Ha (PepTHIBHOCTh Y MY)KUYMH WM JKCHIIUH
OTCYTCTBYIOT, OJHAKO H3BECTHBIC HCCIEHOBAaHUS HA >XUBOTHBIX HE IIPOJEMOHCTPUPOBAIU

HeOmaronpusaTHEIX A (PEeKTOB MeOeBEpHHA.
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4.7. Bausinne HA CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CpPeACTBAMHM M padoTath ¢
MeXaHU3MaMH

MeGeBeprH He OKa3bIBAET BIUSHUS HA COCOOHOCTh YNPaBIATh TPAHCIIOPTHBIMU CPEACTBAMU U
pabotare ¢ MexaHn3MaMu. CHMETHKOH HE OKa3bIBA€T BIHUSHMS Ha OBICTPOTY MCHUXOMOTOPHBIX
peaKIyii U ClIOCOOHOCTh K BOCHPUSATHIO MIIM OLEHKE CUTYalllH.

UccnenoBanus BnusiHuA npenapata Jrocmatanua Jlyo Ha crmocOOHOCTh K YIPaBICHHIO
aBTOMOOWJIEM M JPYIMMHM MeXaHU3MaMH He MpoBoamiIuck. dapmakonoruyeckue CBOMCTBa
MeOeBepHHA U CUMETHKOHA, a TAK)XKE OIBIT UX MPUMEHEHUS HE CBUAETENBCTBYIOT O KAaKOM-IH00
HEeOJIaronpusITHOM BIMSHUM MeOeBepMHAa M CHUMETHKOHA Ha CIIOCOOHOCTb K YIPAaBJICHHUIO
aBTOMOOWJIEM M IPYTHMHU MEXaHU3MaMHU.

4.8. HexkennaTeibHbIe peakuuu

Pe3roMe HexxenaTeabHbIX PEAKIINN

Hexenarenbuple nekapcTBeHHble peakiuu (HJIP), Bo3HMKaBIIME Tpu MPUMEHEHHUH IIpenapara
Hrocnaranun Jlyo, takue xe, kak HJIP, Bo3HMKaBmIMEe npu NpUMEHEHUH MOHOKOMIIOHEHTOB —
MeOeBeprHa U CHMETHKOHA.

Mebesepun

CooO1u1eHus 0 epeuncIeHHbIX HeXeNIaTeIbHbIX PEaKUAX ObLTN MOTYYEHbI CIIOHTAHHO BO BpeMs
MPUMEHEHHUS B KIIMHUYECKOM MPAKTUKE TOcIIe peructpai. UMeromuxcst JaHHbIX HEA0CTaTOYHO
JUTSL TOYHOM OLIEHKHU YaCTOThI CITy4aeB.

AJjiepruyeckue peakiuuy HaOII0galruch MPEUMYIECTBEHHO CO CTOPOHBI KOXKHBIX MOKPOBOB, HO
OTMEYAIINCh TAKXKe U JIPYTUE MPOSIBICHUS aJUIEPTUH.

Hapywenus co cmopoHvl UMMYHHOU cucmembi:

Peaknuy runepuyBCTBUTENLHOCTH (aHA(UIAKTUYECKHE PEAKIUU — CEPhE3HbIE allICPrHYecKHe
peakuuy, KOTOpble MOTYT BKIIIOUATh: 3aTPyAHEHUE [IbIXaHUS, YYalIEHHBIH IyJbC, PE3KOE
CHI)KEHHE apTepUAIbHOTO JaBlIeHUs [c1ab0CTh U TOJIOBOKPYKEHHE |, TOTOOTIEIIEHHUE).
Hapywenus co cmopoHvl Kodtcu 4 NOOKOICHBIX MKAHEU.

KpanuBauna (ayeprudeckast Chbillb), aHTMOHEBPOTHYECKHH OTEK (cephe3Hasl ajiepruyeckas
peakuus, KoTopas MOXeT BKIIOYaTh: 3aTpyJHEHHE JbIXaHUs, OTEUHOCTb JIULIA, IeH, Ty0, sI3bIKa,
MOJIOCTH PTa | TJI0TKH), OTEK JIUIIA, IK3aHTeMa (KOKHAsI ChHITIb).

CumemukoH

Bo03M0XHO pa3BUTHE AJIIEPTUYECKUX PEAKLIMM HA CHMETUKOH.
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COOGH.IGHI/IG 0 TOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxxHo cooOmarh 0 TOM03PEBAEMBIX HEXKENATENbHBIX PEAKIHUAX TIOCIe PETUCTPALUU
JICKApCTBEHHOTO Tperapara ¢ 1eNiblo 00eCcTieYeHHsT HEMPEPHIBHOTO MOHUTOPUHTA COOTHOIIICHHSI
«T0JIb3a — PHUCK» JIEKapCTBEHHOTrO mpemapara. MeIWIUHCKUM pPaOOTHUKAM PEKOMEHIYeTCs
co00IaTh O JIFOOBIX TOJ03PEBACMBIX HEXKENATENBHBIX PEAKIUSAX JEKApCTBEHHOTO Ipernapara
4yepe3 HAIMOHAIBHBIE CHCTEMbI COOOIICHHS O HEXENATEIbHBIX PEaKIUIX rOCyJapCTB — YJICHOB
EBpa3uiickoro 3KOHOMHUYECKOTO COH03a.

Poccuiickasa ®@eoepayus

109012, r. Mocksa, CnaBsiHCKas 1iomans, 1. 4, ctp. 1

®denepanbHas ciryx0a 1Mo Ha3opy B cdepe 3apaBooxpanenus (Poc3apaBuanzop)

Tenedon: +7 (800) 550 99 03

E-mail: pharm@roszdravnadzor.gov.ru unu npr@roszdravnadzor.gov.ru

Caiit: www.roszdravnadzor.gov.ru

Pecnyonuxa Kazaxcman

010000, r. Acrana, paiion baitkonsip, yi. A. Umanoga, 13 (bL] «Hypcaynert 2»)

PecniyOnukanckoe I'ocynmapcTBeHHOE TMpeAnpHsITHE Ha TpaBe XO3SHUCTBEHHOTO BEIACHUS
«HaunoHanbHBI IEHTP S3KCHEPTU3bI JIEKAPCTBEHHBIX CPEACTB U MEIUIIMHCKUX HW3JETHiD)
Komurera mMemuimHCKOro M (GapMarneBTHIeCKOro KOHTPoJss MUHHCTEPCTBA 3APaBOOXPAHCHUS
Pecriy6nuku Kazaxcran

Tenedon: +7 7172 235-135

E-mail: pdlc@dari.kz, farm@dari.kz
Caiit: www.ndda.kz

Koipevizckas Pecnybauka

720044, r. buiikek, yi. 3-s 1uHusA, 25

JlemapTtaMeHT JIEKapCTBEHHBIX CPEACTB M MEIULMHCKUX u3Ienuit npu MuHucrepcrse
3npaBooxpaneHus Keipreizckoit PecryOommku

Tenedon: 0800 800-26-26; +996 312 21-92-78
dakc: (996) 312-21-05-08

E-mail: pharm@dlsmi.kg

Caii: http://www.dlsmi.kg

Pecnyonuxa Apmernus

0051, Epesan, nip. Komuraca, 49/5
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«lleHTp 3KCHEPTU3HI JIEKAPCTB U MEAULMHCKUX TexHoaoruii» 'HKO
Tenedon: (+374 10) 20-05-05, (+374 96) 22-05-05

E-mail: info@ampra.am, vigilance@pharm.am

CaiiT: www.pharm.am

Pecnybnuxa benapyco

220037, r. Musnck, ToBapuileckuii nep., 2a

PecniyOnukanckoe  yHurapHoe mpennpusatue  «LleHTp dIKkcmepTM3 W UCHBITAaHUN B
3/IpaBOOXPaHEHUI

Tenedon: +375 17 242-00-29
E-mail: repl@rceth.by
Caiit: https://rceth.by

4.9. Ilepeno3npoBka

Nudopmarnus o nmepeno3upoBKe s JIeKapcTBEHHOTO npenapara rocnatanua J[yo oTCyTCTBYyeT.
B ciyuae nepeno3upoBKu ImpernapaTtoM HEOOXOAMMO He3aMeIUTENbHO 00paTUThCS K Bpady.
MebGeBepuH

Cumnmombi

Teopernuecku, B cilydae MepeAo3UpPOBKH BO3MOXKHO MOBBIIICHHE BO30YAMMOCTH LEHTpaIbHOU
HEpBHOW CUCTeMBbI. B cilydasx mepeno3upoBKH MeOeBEpHHA CUMIITOMBI JIMOO OTCYTCTBOBAJIH,
1100 ObUTM HE3HAUNTENILHBIMU U, KaK IMPaBHIIO, OBICTPO 00paTUMBIMU. OTMEUaBIINECS CUMIITOMBI
NEPEI03UPOBKU HOCUIIM HEBPOJIOTUYECKHI U CEPIEYHO-COCYAUCTHII XapaKTep.

Jleuenue

Crnermuduyecknii  aHTHUAOT HEHW3BECTCH. PeKOMEHIyeTcss CHUMITOMAaTHYECKOE JICUCHHE.
[IpombiBaHuE KeMyaKa HEOOXOIMMO TOJBKO B CIIy4ae, €CIIM MHTOKCUKAIIHS BBISIBICHA B TCUCHHE
npUOJIM3UTENIEHO OJHOTO Yaca IOCiie IprueMa HECKOJIBKHX 103 Ipernapara. MeponpusTus 1o
CHI)KEHUIO YPOBHS BCaChIBaHUS HE TPeOyIOTCS.

CHUMETUKOH

[lepeno3upoBka CHUMETHKOHOM MaJlOBEpPOSITHA U3-32 XUMHUYECKOW M (DU3HOIIOTHYECKOM

WHEPTHOCTH Mpenapara.
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5. PAPMAKOJOTMYECKHE CBOMCTBA

5.1. ®apmakoauHaAMHYeCKHe CBOICTBA

®dapMakoTepaneBTUYeCKas Tpymmna: CpeAcTBa Ui JedeHus (YHKUMOHANBHBIX HapylIeHUN
JKEITYJIOYHO-KHMIIEYHOTO TPAKTa; CHAa3MOJUTUKH M aHTUXOJIUMHEPIHYECKHE CpEACTBAa B
KOM6I/IHaI_[I/II/I C ApYTUMHU CpCACTBAMU; CIIa3SMOJIMTUKHU B KOM6I/IHaI_[I/II/I C ApYruMHU CpCICTBaAMU.
Kon ATX: AO3ED

[Ipenapar [rocmaranmua [lyo, KOMOWHHMPOBAHHBIM mMpenapaTr, COMASPKAIIUA JBa aKTHBHBIX
KOMIIOHEHTa: MeOEBEpUH — MHOTPOIHBIM CIMa3MOJIUTUYECKUN TMpemapar, U CUMETUKOH —
BETPOrOHHOE cpeAcTBo. JlelicTBue mpemapata [rocnaranua [[yo o0ycloBI€HO BXOISIIMMHU B €T0
COCTaB KOMIIOHCHTaMU.

dapmakognaamMuyeckue P PeKTel

Mebesepun

CnazMOIUTHK MHOTPOITHOTO JE€HCTBUSI, OKa3bIBACT MPSMOE JEHCTBUE HA TIAJAKYI0 MYCKYJIATypy
JKETYJIOYHO-KHUILIEYHOTO TpaKTa, HOPMANu3ysd NEPUCTAIBTUKY KHIIEYHUKA W HE BbI3bIBad
MOCTOSIHHOM ~ peJIakcallud  TIaJKOMBIIIEYHBIX  KJIETOK  KeNyJ0YHO-KUIIEYHOT0  TpakKTa
(«runoToHuio»). He BiuseT Ha HOpMaNbHYIO EPUCTAIBTUKY KUIIeYHUKA. CUCTEMHbIE TOOOYHbIE
3¢ (deKTh, B TOM 4YHCIEe aHTUXOJIHMHEPTHUYECKHE, OTCYTCTBYIOT. MHOXECTBCHHBIE MEXaHHU3MBI,
TakhMe KaK CHIDKEHHWE IMIPOHMIIAEMOCTH WOHHBIX KaHAOB, OJIOKaga oOpaTHOro 3axBara
HOpaJpeHATNHA, MECTHOE aHECTE3MpYIollee ACHCTBHE, a TakKe M3MEHEeHHE abCOpOIUN BOIBI,
MOTYT BBI3BaTh MECTHOE JIEHCTBUE MeOEeBEprHA Ha KEITyJOYHO-KUILIEYHBIN TPAKT, OJJHAKO TOUHBIN
MEXaHU3M JIUCTBUS HE U3BECTEH.

CumemukoH

CuMeTHKOH 00JIaJjaeT MTOBEPXHOCTHOW aKTUBHOCTHIO M CITIOCOOHOCTHIO CHUMATh TIOBEPXHOCTHOE
HaTSHDKEHHE Ha TpaHMIIe pa3jenia cpesl KUAKOCTh/Ta3. [lpu 7TOM IpouCXOoAUT CIHUSIHUE Ty3bIPHKOB
ra3a u paspyuieHHe MeHbl, BCIEICTBUE YEro BHICBOOOAMBIIMICA ra3 IMOITy4aeT BO3MOXHOCTb
BCACHIBATbCSI WM BBIBOJUTHCA €CTECTBEHHBIM NYTEM MO BO3JECUCTBUEM NEPUCTAIBTHKU
kuieyHnka. OH TaKke mpeAoTBpaiiaeT 00pa3oBaHue U CKOIUICHUE OKPY>KEHHBIX CITH3BI0 Ta30BbIX
KapMaHOB B NMUIIEBAPUTEILHOM TPaKTE.

CHUMETHKOH XUMHUYECKH MHEPTEH, TOcie MepopaibHoro npueMa He abcopoupyercs u3 XKKT u
NeiCTBYyeT TOJMBKO B €ro mpocBere. He Bamsier Ha QEpMEHTHI U MHKPOOPTAaHU3MBI,

npucyrcTtByromue B XKKT. BeiBoguTcs B HEM3MEHEHHOM BU/IE.
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CTU
JlexapcTBEeHHBIN MTpenapar NpOTUBONOKA3aH IE€TIM B Bo3pacTte /10 18 ser.
5.2. ®DapmakoKMHeTHYECKHE CBOMCTBA
AbGcopbuus
MebeBepHH OBICTPO U TOJTHOCTBIO BCACBIBACTCS MTOCIIE IPHEMa BHYTPb.
CHMETHKOH HE BCAaCbIBACTCA, MTOCIIC IpHEMa BHYTPb NPOXOAUT YCPE3 KUIICYHUK U BBIBOJUTCA B
HEU3MEHEHHOM BHJIE.

Pacnopenenenue

[Ipu mpueme MOBTOPHBIX 103 MeOEBEPHHA 3HAUUTEIILHOM aKKYMYJISIIMU HE IPOUCXO/IUT.

Buorpancdopmarnus

MebeBepuHa rUApOXIOPU]] B OCHOBHOM METaOOIM3UPYETCsl 3CTEpa3aMu, KOTOpblE Ha MEPBOM
JTame paclerysioT 3GUp HAa BEpaTpPOBYIO KUCIOTY M cnupT MeOeBeprHa. OCHOBHBIM
MeTabOoIUTOM, TUPKYIUPYIONIUM B TIIa3Me, SBISETCS JEMETHIMPOBaHHAs KapOOHOBAsi KUCIIOTA.
MaxkcumanbHasi KOHIIGHTPAlUsl JEeMETWIMPOBAHHOW KapOOHOBOM KHCIOTHI B KPOBU (Crax)
coctaBuia 767 Hr/mi u Ob1a focturayTa uyepe3 1 gac (Tmax).

OJIMMUHALNA

MebeBepuH, Kak TaKOBOM, HE BRIBOAUTCS U3 OpPraHU3Ma, HO MOJHOCTBIO METab0JIM3UPYETCs; ero
METabONHUTHl TPAKTHYECKU IIOJIHOCTHIO BBIBOJATCS U3 OpraHu3Ma. BeparpoBas Kuciaora
BBIBOIUTCSL Todkamu. CHupT MeOeBEepHHAa TakKe BBIBOJAMUTCS IMOYKAMH, YaCTUYHO B BHJIC
KapOOHOBOM KHUCIOTHI M YAaCTHYHO B BHJE JACMETHIMPOBAHHON KapOOHOBOM KHUCIOTHI. [lepuon
MOJTYBBIBEJICHUS IEMETUIINPOBAHHON KapOOHOBOM KUCIOTHI COCTaBUII MPUOIM3UTEIHHO 1,86 4.

JIuHelHoCTh (HEJIMHEHHOCTH)

He Obina n3yuena.

Oco0rIe I'pynIbl TaIMEHTOB

JlanHBIX O (apMaKOKMHETHKE JIeKapCTBEHHOro mpemnapara Jliocrmaramud Jlyo y MOXHIIBIX

NAIMEeHTOB, MAlMEHTOB C HAapyIIeHHeM (YHKINHU MIEYCHU W/UITH TTOYeK, a TAaKXKe y JeTel, HeT.

6. PAPMAIIEBTUUECKHE CBOMCTBA

6.1. [lepeyeHb BcnoMorareJibHbIX BellleCTB.

CMmech LEeTI0103bl MUKPOKPUCTAIUINYECKON 98% M KpeMHUs JUOKCHIAa KOJITIOUIHOTO 2%
Hemmono3a mukpokpucramindeckas tun 200

['mapoKCUNpONUIIEIII0I03a C HU3KON CTENEHBIO 3aMEILICHUS
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KpeMHust quokcu1 Koo IHbIH

Hemmtono3a Mukpokpucramindeckas tun 102
IMoBumoun K90F

Tanbk

Marnus creapat

CwMech U1 DOKPBITHS IUICHOYHOM 000J10YKON 0eJIoro 1BEeTa

['mnpomennosa
Turtana guokcun (E171)

Makporo (oI TUICHTITHKOIIb)

6.2. HecoBMecTUMOCTH
B cBs3UM ¢ OTCyTCTBHEM HCCIETOBAHUN COBMECTUMOCTH, TAHHBIN JICKAPCTBEHHBIN IIpenapar He
clelyeT CMENIMBATh C JPYTMMHU JIEKapCTBEHHBIMU MpenapaTaMu.

6.3 Cpok rogHoCTH (CPOK XpPAHEHH)
2 roxa.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH MPH XPAHEHU U

XpaHUTh B 3alIMIIEHHOM OT CBETa MECTE MpHU TemnepaType He Boie 25 °C.

6.5. Xapakrep u coaepkaHue YNIAKOBKHU

[To 10 Tabmerok B KOHTYPHYIO SYCHKOBYIO YITAKOBKY €3 TUICHKH KOMOWHHPOBAHHOW
IBX/TIS/TIBJIX u hosibru antoMUHUEBOW NEYaTHOM JIAKHPOBAHHOM.

[Mo 1, 2, 3,4, 5 unu 6 KOHTYPHBIX SIYEUKOBBIX YIAKOBOK BMECTE C JIMCTKOM-BKJIAJIBIIIEM B MaUKe
U3 KapTOHA.

6.6. OcoOble Mepbl MNPEIOCTOPOKHOCTH MNPH  YTWIM3AIMH  HCHOJb30BAHHOIO
JIEKAPCTBEHHOI'0  Mpemapara WIM OTX0A0B, TMOJYYeHHBIX [0CJe MpPUMeHEeHUs:
JIEKAPCTBEHHOTI'0 NMpenapara, u Apyrue MAaHUILYJISIIHHU ¢ PenapaToM

Het 0co0bIx TpeOOBaHM K yTHIIM3AIUH.

7. AEPXKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA
[IBelinapus

26601t [Ipomakrc Onepeitmnz Dit/[xu

Xerenxaitmepmartser 127, 4123 Ansmisuiib, [1IBeinapus

Ten.: +41 61 487 0200

®axkc: +41 61 487 0299
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7.1. IlpeacTaBuTENb AEPsKATESI PETHCTPALMOHHOIO YI0CTOBEPEeHHA

IIperen3un norpedurTeneii Ha Tepputopun Poccutickoit @eaepalinu HApaBIATh 0O aApecy:

Poccuiickas @enepanus

125171, r. Mocksa, Jlenunrpaackoe mocce, 1om 16 A, ctp. 1
000 «3660tT JI360paTopus»

Ten.: +7 (495) 258 42 80

Qaxc: +7 (495) 258 42 81

E-mail: abbott-russia@abbott.com

IIperen3un norpedureneii Ha tepputopun Pecnyoiuku Kazaxcran, Keipreizckoit Pecriybauku u

PGCHV6HI/IKI/I ADMGHI/IH HaIpaBJIATH 110 aApECy:

Pecny6onuka Kazaxcran

050060, r. Anmartsr, yi. Exin Eproxun, qom 1, oduc 90
TOO «A660TT Kazaxcran»

Ten.: +7 727 2447544

E-mail: pv.kazakhstan@abbott.com, QA.CIS@abbott.com

[Iperensun norpedbureneii Ha reppuropun Pecriyoianky benapych HapasIsATh OO aJgpecy:

Pecniybnuka benapych

220073, r. MuHck, 1-w1if 3aropoanstii nep., 1. 20, opuc 1503

[IpencraBurensctBo OO0 «Abbott Laboratories GmbH» (1LIBelinapckas koHdenepanus) B
Pecny6onnke benapych

Ten.: +375 172591295

E-mail: pv.cis@abbott.com, QA.CIS@abbott.com

8. HOMEP PET'HCTPAIIMOHHOI'O YAOCTOBEPEHUASA

9. KATEI'OPUS OTITYCKA JIEKAPCTBEHHOI'O IIPEITAPATA

JlexapCTBEHHBIH MpenapaT OTHOCUTCS K KaTerOpHHU OTITycKa 0e3 perenra.

OO0mas xapakTepucTHKa JIEKapCTBEHHOro mnpemnapaTta [[rocmatanmua [lyo mgocTynmHa B €IHMHOM
peecTpe 3aperucTpUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3niickoro 3KOHOMUYECKOTO COI03a U
Ha odumManTbHOM  caliTe  YIMOJHOMOYEHHOrOo  opraHa  (dKCIEPTHOW  OpTraHH3aIliH)

(https://Ik.regmed.ru/Register/EAEU _SmPC).
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