COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 01.10.2025 N= 24534
(NOCNEOCBATENEHOCTE 0002)

OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O IIPEITAPATA

bunazanTAB, 20 mr, TabneTKu

2. KAUYECTBEHHBIN 1 KOJIMYECTBEHHBIN COCTAB
JelicTBytoliiee BEIIECTBO: OMITACTHH.
Kaxxnas tabnerka comepxut 20 Mr OuiiacTuHa.

ITonnabri NEpCHUCHL BCIIOMOT'aTCIIbHBIX BCUICCTB IIPUBCACH B pa3JICiIiC 6.1.

3. JIEKAPCTBEHHAS ®OPMA

TabneTku.

OBasbHbIC TBOSKOBBIMYKIIbIE TA0IETKH OEIOro WK MOYTH 0eJ0ro 1BETa, C TPaBHUPOBKOM «Y41»
Ha OJJHOM CTOPOHE U PUCKOM Ha JPYroi CTOPOHE.

Jluaumst pasznoma (pucKa) TpeIHA3HAYCHA JIMING JUIS Pa3liaMbIBAHHS C IICJIBI0 OOJICTYCHHUS

IporjiaTtbiBaHUsA, a HC JJIA pa3aCIICHHUA Ha paBHBIC J1O3BbI.

4. KIMHUYECKUE JTAHHBIE

4.1. Iloxa3zaHMs K NPMMEHEHUIO

[Ipenapat bunazanTADB noka3an k IPUMEHEHUIO Y B3pOCIIBIX M IIOJIPOCTKOB B BO3pacTe oT 12 JeT.
CuMmnTomMaTHyecKoe  JIEYEHHE  aUIEPrUueckoro  (Ce30HHOrO M KPYIVIOTOJUYHOIO)
PUHOKOHBIOHKTUBUTA: Ui OOJIETYeHMs] YHMXaHWs, PUHOPEH, 3yla M 3aJOXKEHHOCTH HOca,
OILLYLICHUS 3yJa U JKKEHU B IJ1a3axX, IOKPACHEHU TJ1a3, CI€30TCYCHUS.

CHUMITOMAaTHYECKOE JIEUEHHUE KpalmMBHHULBLI: JIs1 YMCHBIICHUS KOXKXHOTO 3y/la U ChIIIH.

4.2. PexxuM 103MpPOBaHMSA U CIIOCO0 NPUMEHEHUS

PexxuM 1o3upoBaHus

Ji1s neyeHust CMMITOMOB aJUIEPIMYECKOr0 PUHOKOHBIOHKTUBUTA U KPAITUBHUIIBI PEKOMEHAYIOTCS
CIEeAyIOIHNEe 036l IS B3pocibiX: o 1 Tabmerke mpemnapara bunazanTAB, uTo cooTBeTCTBYET
20 mr OunactuHa, 1 pa3 B CyTKU.

MaxkcumanbHast CyTouHas 103a OnnactuHa cocranisier 20 mr.

[Ipn annepruueckoM pUHOKOHBIOHKTHUBUTE mpenapar bunaszanTAB npumensercs B TeueHue

BCEro Meprojia KOHTaKkTa ¢ ajiepreHamu. [Ipu ce30HHOM amieprudeckoM pUHOKOHBIOHKTUBUTE
1
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JICYCHHE MOXET OBbITh MPEKPAIICHO MOCAe HCUE3HOBCHUS CHUMOTOMOB. [Ipu MOBTOpPHOM
MOSIBJICHUY CHMIITOMOB JICYEHHE MOXHO BO300HOBUTH. [IpH KpyrioroguyHoOM aiepraueckoM
PUHOKOHBIOHKTHBHUTE JICYCHHE MOXKET MPOJOJDKAThCS B TEUCHHWE TICpUOJAa KOHTaKTa C
ajyiepreHamu.

[lpu xpanuBHUNE JeueHue mpenapatoM bunazanTAB mpomomkarOT 1O HCYE3HOBEHUS HIIH
00IerYeHnst CUMIITOMOB.

Oco0ble IPVYIIILI TAIKEHTOB

Ilayuenmul ¢ Hapywenuem gyukyuu nevexu
Knunnyeckuil onbIT npuMeHeHus: OWIacTUHA Y MAIMEHTOB C MEYCHOYHOW HEeIOCTATOYHOCTHIO
orcyTcTByeT. OqHAKO, TIOCKOJIBKY OWJIACTHH HE MOJBEPraeTcs MeTadOlM3My U BBIBOAUTCS B
HEU3MCHHOM BHJIE C MOYOW W KajoM, HE OXHIACTCS, YTO HAPYyIICHUE (PYHKIMHM ICYCHH Y
B3pPOCJIBIX TAllMEHTOB MOXET YBEJIMYUTh €ro CHUCTEMHYIO 3KCIO3MIIMIO BbIIIE O€30MacHOro
ypoBHs. Takum 00pa3oM, y B3pOCIBIX MAIMEHTOB C HapylIeHHEM (PYHKIIMU MEYCHU KOPPEKIUU
JI03bI HE TpeOyeTCsl.
Tayuenmoi ¢ HapyweHuem yHKyuu novex
[To maHHBIM KIMHUYECKHX HCCIEIOBAHUNA Yy B3POCIBIX MAallMEHTOB M3 OCOOBIX TPYMI pHUCKa
NanyeHTaM ¢ HapyIieHneM (QyHKIUU MOYeK KOPPEKILUs 1036l HE TpeOyeTcs.
Tlayuenmui nodcunozo eospacma
Y nanueHToB MOKUIOr0 BO3pacTa KOPPEKIHsI 103l HE TpeOyeTcsl.

eTH
Pexxum no3upoBaHus st AeTed cTapiie 12 jieT He OTIMYAeTCsl OT PeXUMa JO3UPOBAHUS IS
B3POCIIBIX.
besonacuocts u 3ddextuBHOCTs npenapata bunazanTAB y gpereit or 0 go 12 ner He
yCTaHOBJICHBI. JlaHHBIE OTCYTCTBYIOT.

Croco0 mpuMeHeHus

BuyTps.

Tabnetky npenapata bunazanTAB npunumaroT 3a 1 wac g0 wim yepes 2 yaca mocie easl (Win
(GpyKTOBOrO COKa), 3amuBasi JOCTaTOYHBIM KOJIMYECTBOM Bojabl. Pucka Ha TalneTke
IpeHa3HAYECHA TOJIBKO JJIs A€JICHUs TaOJETKU C LEeNbl0 00JerYeHus MporaaTbiBaHusl, HO HE JUIs
neneHust TaOJIeTKU Ha JIBe paBHBIE 103bl. PeKOMEHIyeTCsl IPUHUMATh CYyTOUHYIO 03y LEINKOM 32

OJIVH IIPUEM.
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4.3. IIpornBomoka3aHusi
'unepuyBCTBUTENBHOCT, K OWJIACTHHY WM K JIOOOMY M3 BCIIOMOTATElIbHBIX BEILECTB,

MIepPEYHCIICHHBIX B pazzene 6.1.

4.4. OcoOble yka3aHusi 1 MepbI NIPeI0CTOPOKHOCTH NPH NPUMEHEeHUH

VYV NanueHToB ¢ MOYEYHON HEAOCTATOYHOCTBIO CPEIHEN WIIM TSHKEIOW CTENEHU OJHOBPEMEHHOE
MpUMEHEHNEe OMITACTHHA U MHTUOMTOPOB P-rimMKonpoTenHa, Takux Kak, HampuMmep, KETOKOHA301I1,
SPUTPOMULIMH, LHUKJIOCIOPUH, PUTOHABUP WU JWITHA3€M, MOXET NPHUBOJUTH K IMOBBIIICHUIO
KOHIICHTpAluu OWUJIacTHHA B TUTa3ME KPOBHU, YTO YBEIHUYHUBAET PUCK BOSHUKHOBEHHS MOOOYHBIX
a¢dekToB OmmactmHa. B cBsI3u ¢ 3THM ciieqyer um30eraTh OJHOBPEMEHHOTO NPHUMEHEHUS
OWIacTMHA U WHTHOUTOPOB P-TIMKONMpOTeMHa y TAIMEHTOB C IMOYEYHOW HEJO0CTATOYHOCTHIO

CpeIHel U TSHKEION CTeTeHH TsKeCTH (CM. pasnensl 4.5, 4.8).

4.5. BzaumojeiicTBHe ¢ PYrMMH JIeKAPCTBEHHBIMH MpenapaTaMu H JApPyrue BHJbI
B3aNMOJEHCTBUSA

BsanmoelicTBre ¢ KETOKOHA30JI0OM MW SPUTPOMUIIMHOM

[Ipu omHOBpeMeHHOM mHpuMeHeHHu OmnactuHa (20 Mr OOUH pa3 B CYyTKH) C KETOKOHA30JIOM
(400 Mr oziuH pa3 B CyTKH) WK 3puTpoMuinHoM (500 mMr Tpu paza B CyTKH) IJIOLIAAb IO KPUBOM
«xoH1eHTpanusa-Bpems» (AUC) OwmnactuHa yBelIMuMBajlach B 2 pa3za, a MaKCUMajbHas
koHIeHTpauus: (Cmax) — B 2-3 pasza. Ilockonbky OunactuH sBisercss cyocrtpatrom P-
[JIMKOTIPOTEMHA M HE METabOoIM3MpYeTcsi, TMOAOOHbIE HM3MEHEHHUS MOXKHO OOBACHUTH
B3aMMOJICHICTBHEM Ha ypOBHE OEJKOB-TIEPEHOCYMKOB, OTBEYAIOIIMX 32  BBIBEJCHHE
JIEKapCTBEHHBIX IIPENapaToB U3 KIETOK KUIIEUYHHKA. DTH U3MEHEHHs HE OKa3bIBAIOT BIMSHUS HA
npoduiib 6€30MacCHOCTH OUIACTHHA, KETOKOHA30J1a I SPUTPOMULIMHA.

BzauMoelicTBUE ¢ TUITHA3EMOM

[Ipn ogHOBpeMeHHOM mpuMeHeHuH OmnactuHa B fo03e 20 mr u auntuazeMa B 103€ 60 Mr Cmax
OounactuHa yBenuunBaiachk Ha 50%. [TogoOHbIe 3P HEeKTH MOXKHO OOBSICHUTH B3aMMOACHCTBHEM
Ha ypOBHE O€JIKOB-IIEPEHOCUYHMKOB, OTBEYAIOILINX 32 BBIBEJCHHUE JIEKAPCTBEHHBIX MpEnapaToB U3
KJIETOK KMILIEUYHUKA; HAa IO b 6€301acHOCTH OunacTuHa 3T0T 3(h(PeKT, Mo-BUANMOMY, BIUSHUS
HE OKa3bIBaeT.

Hpyrue nexkapcTBEHHBbIC CpEICTBa, SBISAIOMIMECS CyOcTparaMu WIM UWHTHOWTOpamu P-
[JIMKONPOTENHA, TAaKUe KaK IUKIOCIOPHH, TAK)KE€ MOTYT MOBBIIIATh KOHLIEHTPALMIO OUIacTHHA B

IJ1Ia3M€ KpOBH.
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JlexapcTBEeHHbIE IpenapaThl, ABJSAIOIIKECS CyOCcTpaTaMM UM HHTHOMTOpaMu Oeka-NepeHOCUHKa
oprannueckux aHnoHoB (OATP) — OATP1A2 (nanpumep, puTOHABUDP WM pUPAMIULINH), IS
KOTOpPOro OWJIACTHUH SIBISETCS CyOCTpaTOM, MOTYT YMEHbIIAaTh KOHLEHTpPAlMi0 OuiIacThHA B
IU1a3Me KpOBHU.

BzanMoencTBre ¢ JopazenaMoM

[Ipu ogHOBpEeMEHHOM NpUMEHEeHNH OunacTuHa B 1o3e 20 Mr 1 pa3 B CyTKH | Jiopa3enama B J103€
3 mr 1 pa3 B cyTku B TeueHHe 8 JHEW yCHJICHHMS IOJAABISAIOLIEIO BIMSHUA JOpa3enama Ha
LIEHTPAJIbHYIO HEPBHYIO CUCTEMY HE BBISIBIICHO.

BzauMoaeiicTBue ¢ mumen

[Tpu npueme OunacTUHA BHYTPH MHUIIA CHIDKAET ero ouonoctynHocts Ha 30 %.

BsaumonelictBue ¢ rpedndpyToBbLIM COKOM

OnHoBpeMeHHBIM mpueM OwunactuHa B go3e 20 Mr u rTpedndpyToBOro coka CHIXKAET
6uonocrynHocth OunactuHa Ha 30 %. IlonoOHbIN 3¢ddexkt Moxer HabmogaTbes M HpU
UCTIOJIb30BaHUM JIPYTHX (PYKTOBBIX COKOB. CTENeHb CHIDKEHHsSI OMOIOCTYIHOCTH OMJIACTHHA
MOYKET Pa3In4aThCsl B 3aBUCIMOCTH OT MTPOU3BOAUTENEH (PPYKTOBBIX COKOB M (PPYKTOB, KOTOpBIE
OBLTM MCTIOBL30BaHbI IPH TPOU3BOACTBE coka. [Ipenapar bunazanTADB He cneayet npuHUMATh BO
BpeMsl eJibl, ¢ TpeHn(PYTOBBIM COKOM WU JAPYTUMHU (PPYKTOBBIMH COKaMH, TaK KaK 3TO MOKET
CHIDKATh AelicTBUe OunactuHa. JlanHoe B3anmoaericTBue o0yciosieHo nojgasienueM OATP1A2,
JUTSE KOTOPOTO OUIIACTHH SIBIISIETCS CyOCTPaTOM.

BzanMoaencTBue ¢ alIKOroJIEM

bunactun B pexkoMeHIOBaHHON 03¢ 20 MI' HE BBI3BIBI YCUJICHUS COHJIMBOCTH, BBI3BAHHOM
ankoroneM. OJHOBpPEMEHHBIN NpueM OWIaCTHHA B TEPANEeBTUYECKOM [103€ M aJKOToJsl He
BbI3bIBAJl YCWJICHUS YTHCTAIOIICTO ,Z[GI>'ICTBI/I$I AJIKOT'0JId Ha HOCHTPAJbHYKO HCPBHYHO CUCTEMY.
[TapaMeTpsl ICHXOMOTOPHBIX PEAKIIHMI MOCJIE OJTHOBPEMEHHOT'O TIpUEeMa dTaHOoJIa U OMIacTHHA B
n03¢e 20 Mr OBLITH CXOHBI C TAKOBBIMHU ITOCJIE OJTHOBPEMEHHOTO IIpHeMa 3TaHoJIa | 1iae0o.
eTH

HccnenoBanue B3auMoaeiicTBUsl OMIIACTHHA C IPYTHMU JIEKAPCTBEHHBIMH CPEICTBAMH U JAPYTHE
BU/JIbI B3aUMOJICHCTBUS MMPOBOJIMIIOCH TOJIBKO Y B3pOCHbiX. OKUAACTCS, YTO Y JIETEH B BO3pacTe
12—17 net B3auMojeicTBAE OMIaCTHHA C IPYTMMHU JIEKAPCTBEHHBIMU CPEACTBAMU OYyJIET UMETh

CXOJHBIC XapaKTCPUCTUKHU.

4.6. @epTWIBLHOCTDH, 0ePeMEHHOCTDb U JAKTALMS
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bepemeHnHocTh

JlaHHbIE O MPUMEHEHUH OMIACTHHA Y O€pPEeMEHHBIX KEHIIUH OTCYTCTBYIOT UM OTPAHUYCHBI.

B wuccnenoBaHMAX peNpoONyKTHBHOW TOKCHYHOCTH BIIMSHUE OWJacTWHA Ha IUioA (mpe- |
NOCTUMILUIAHTALlMOHHAs. TUOENnb IUIoJa Yy KpbIC, HEMOJHas occuduKalnus KOCTeH depemna,
CTepHEOPOB M KOHEYHOCTEH y KPOJIMKOB) OTMEYAJIOCh TOJBKO NMPHU MPUMEHEHHM OWIacTUHA B
J103aX, TOKCUYHBIX JUIi MaTepu. YPOBEHb CHUCTEMHON OKCIIO3ULUHM, BO3HUKAIOUIUN IIPU
NpUMEHEHNH OMIacTHHA B MAaKCHMAaJbHOHM 1103€, HE BBI3BIBAIOINICH HAOII0AaeMOro moOOYHOTro
JEHUCTBHSI y KMBOTHBIX, 3HaUUTENbHO (Oojiee yeM B 30 pa3) mpeBwIIal ypPOBEHb CHUCTEMHOM
9KCHO3MIINH, BO3HUKAIOIIUI TPU MPUMEHEHUH OMIIaCTHHA B PEKOMEH/IOBAHHON TEPaIreBTUUECKOM
J103€ y 4EJI0BEKA.

[Ipumenenue npenapata bunasanTADB Bo Bpemsi 6epeMEHHOCTH MPOTHUBOIIOKA3aHO.

JlakTanus

CBeneHus 0 MPOHMKHOBEHUH OMJIACTHHA B TPYJHOE MOJIOKO Y Y€JIOBEKA OTCYTCTBYIOT.

[To umeromumcs papMakOKMHETHUECKUM JaHHBIM OMJIACTUH NMPOHUKAET B TPYJHOE MOJIOKO Y
KUBOTHBIX. bunacTMH O0OHapyKuBajcsi B MOJIOKE KOPMSILMX KpBIC IOCJIE OJHOKPATHOI'O
HepopabHOro BBeAeHus B 103e 20 Mr/kr. KoHneHTparus OunacTuHa B MOJIOKE COCTaBIIsIa OKOJIO
IIOJIOBUHBI €70 KOHLIEHTPALMK B MATEPUHCKOM I1a3Me KPOBU. 3HAUUMOCTb 3TUX PE3YJIbTaTOB AJIs
YEJIOBEKAa HEU3BECTHA.

[Ipumenenue npenapata bunaszanTAB npoTtuBonokazano Bo BpeMs ITpyIHOTO BCKapMJIMBAHUS.

B nepuon neuenus npenaparom bunazanTAD rpyaHoe BckapMiuBaHue HEOOXOJUMO MPEKPATUTD.
IIpy HEBO3MOKHOCTH MPEKpPaTUTh IPyAHOE BCKapmiMBaHue mnpenapar bunazanTADB cnemyer
OTMEHHUTH. JlaHHOE pellleHne JOHKHO IPUHUMATHCS BPAUOM Ha OCHOBAHUU TIIATEIbHONW OLEHKU
COOTHOILLIEHUS] NOTEHLUAIbHON IOJIb3bl TEPANMU JUIsI MAaTepd M pPUCKA OTKa3a OT IPYyAHOIO
BCKapMJTUBaHHS [T peOCHKaA.

DepTUILHOCTD

Knunnyeckue maHHbIE OrpaHHuYEHBl WM OTCYTCTBYIOT. B  mHccrmegoBaHMuM Ha  KpbIcax
OTPUIATEIILHOTO BIUSHUS OmiacTiHA Ha (PepTUIIBHOCTH BBHISBICHO HE ObLTO. B mccnenoBanuu
(GepTUIBLHOCTH Y KPBIC OMJIACTHH BBOJWIIM YKHBOTHBIM IEPOPAIBHO B 03aX A0 1000 mr/Kr/cyT;
IPU 3TOM BIUSHUS OMJIaCTMHA HA KEHCKUE U MY)KCKHE IOJIOBBIE OPraHbl BBISIBIEHO HE OBLIO.

HNunexcel CIIapuBaHu, (bepTI/IJ'ILHOCTI/I n 6epeMeHHOCTI/I HC MCHAJIMCBH.

4.7. Biausinne Ha CIOCOOHOCTH YIPaBJIATh TPAHCIHIOPTHBIMHU CPEACTBAMHU H paﬁoTaTL C

MEXaHU3MaMH
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[Ipenapat bunazanTAD He oka3bpIBaeT UM OKa3bIBAET HECYIIIECTBEHHOE BIUSHUE HA CITIOCOOHOCTh
YIOPaBISATh TPAHCIIOPTHBIMU CPEICTBAMU U padOTATh C MEXaHU3MAaMHU.

B wuccrnenoBanuu, TMPOBENCHHOM C IIENbIO OICHKM BIUAHHS OunactuHa B go3e 20 Mr Ha
CITIOCOOHOCTh K YIPABICHUIO TPAHCIOPTHBIMH CPEJICTBAMH, OTPHUIIATEIBHOTO JACHCTBUSA
npemnapata He ObUIo BbIsIBICHO. OHAKO MAlMEHTHl JOJKHBI OBITh MPEAYNPEkKACHBI, 4YTO B OUCHb
pPEOKHUX Cy4asx, BO3MOXHO TOSIBJICHHE TOJIOBOKPYKEHUS, COHJIIMBOCTH, YTO B CBOIO OUYEpElb
MOXXET TOBIUSATh HA CIIOCOOHOCTh K YMPABICHUIO TPAHCIOPTHBIMU CPEACTBAMHU WIH K
BBITIOJIHCHUIO JIPDYTUX BHUIOB JIEATEIBHOCTH, TPEOYIONIUX TOBBIIICHHOW KOHIICGHTpAIlUU
BHUMaHUs. [lpyu MOSBICHUM ONMUCAHHBIX HEXKENATEIbHBIX SBJICHHUM CIEAyeT BO3AEPKATHCS OT

BBITIOJTHCHUS YKA3aHHBIX BUAOB JCATCIBHOCTH.

4.8. HexenareabHble peakuuu

Pesrome npoduiist 6e3onacHoCTH

B kiMHHYECKMX HCCIIEIOBAHUSX Y MALMEHTOB C aJUIEPrUYECKUM PUHOKOHBIOHKTUBUTOM WIIH
XPOHUYECKON MIMOMATUYECKON KpamMBHHIIEH, MOMydaBIIMX OwiacTuH B no3e 20 mr, obmias
YaCcTOTa BOSHUKHOBEHUS HEXEIATEIbHBIX SBJICHUA ObLJIa COMOCTaBUMAa C TAKOBOH y MAIMEHTOB,
nonyuyaBimux mianedo (12,7 % u 12,8 %, COOTBETCTBEHHO).

Haubonee 4acTo BCTpeyaronuMuUcs HeXKeNaTEIbHBIMU PEAKIUAME Y TAIIMEHTOB C aJUIEPTUYECKUM
PUHOKOHBIOHKTUBUTOM WJIM XPOHUYECKOW MJIMONATUYECKON KparuBHUIEH, MOJy4YaBIINX
OunactuH B g03¢ 20 MI B KIMHUYECKHX HCCICAOBAHMAX, OBLIM TOJIOBHAs 0OJIb, COHIMBOCTD,
TOJIOBOKPY’KCHHE M TOBBIIIICHHAS yTOMJIISIEMOCTb.

PesromMe HekenaTeabHbBIX peaKIni

Bo3MmoxHBIE HeXelaTelnbHbIE pPEAKIUH TMPUBEICHBI HIKE TI0 HUCXOJSIICH YacToTe
BO3HUKHOBEHUS ClTydas: oueHb yacto (>1/10), wacto (>1/100, no <1/10), Hewactro (>1/1000, HO
<1/100), peaxo (=1/10000, o <1/1000), odeHp penko, BKIIOYAs OTIEIbHBIC COOOIICHUS
(<1/10000), yacToTa HEM3BeCTHA (HA OCHOBAHWU MUMCIOIIMXCS TJAHHBIX OIEHUTh HEBO3MOJKHO).
Hugpexyuu u unsazuu

Heuacro: repnerndyeckoe mopaxeHue MoJI0CTH PTa.

Hapywenus memabonuzma u numanus

HeuacTo: moBblIlIIeHUE aNneTHTA.

Tcuxuueckue napyuienus

HeuacTo: TpeBoXHOCTB, OECCOHHHMIIA.

Hapywenus co cmoponul HepeHoli cucmemul
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YacTo: COHIMBOCTH, TOJIOBHAS 0OJIb.

Heuacto: ronoBokpyxeHue.

Hapywenus co cmoponwl opeana ciyxa u aabupunma

Heuacro: mrym B y1iax, BEpTHUIO.

Hapywenus co cmoponul cepoya

Heuacro: 610kana npaBoif HOXKHM myuka ['mca, cuHycoBas apuTMus, yaauHeHue nateppana QT
Ha AJIEKTPOKApIMOTpaMMe, IPYTue U3MEHEHHS Ha DJIEKTPOKapIUorpaMMe.

YacToTa HEM3BECTHA: «OLIYIIEHUE CepALICONEHUS Y, TaXUKAPIUSI.

Hapywenus co cmopoHul OvblxamenvHot cucmembl, Op2aHo8 2pyOHOU KIemKU U CPe00CmeHUs
Heuacro: onpiiika, CyXoCcTh CITU3UCTON 000JIOYKH HOCA, HETPUSTHBIC OIIYIICHUS B HOCY.
Kenyoouno-kuuieynvle HapyuleHus

Heuacro: 0osib B BepXHUX OTAEIaX KUBOTa, O0JIb B )KUBOTE, TOLUTHOTA, HETIPUSATHBIE OLIYIICHUS B
KENyAKe, Tuapest, CyXOCTh CITU3UCTON 000TIOYKHU MOJIOCTH PTa, AUCIICTICUS, TACTPHUT.

YacToTa HeU3BeCTHA: PBOTA.

Hapywenus co cmoponul kodcu u nOOKOMCHbIX MKaAHeU

Heuacto: K0XXHBIH 3y/1.

Obwue HapyweHus U peakyuu 8 mecme 86€0eHus.

Heuacro: mnoBbIllIEHHAs YTOMIISIEMOCTb, JKa)KJa, YJIy4dllIEHUE TEUYEHHUS YK€ HMEIOIIerocs
3a00JIeBaHUs, JTUXOPAKA, ACTCHUS.

JlabopamopHvle u uncmpymenmanbHvle OaHHble

Heuacro: YBEJIMYEHUE KOHIICHTPALlUH raMma-riryTamuiITpascdepassl,
alaHMHaMUHOTpaHcdepas3pl, acmapraTaMUHOTpaHc]epasbl, KpeaTWHWHA, TPUTIUIEPUIOB B
1a3Me KpOBU, YBEJIMYECHHE MacChl Teja.

B mepmon mocTMapKeTHHrOBOrO HAOMIOACHHS COOOMATOCh 00 OIIYIMICHUH CepAIcOneHus,
TaXUKapJIuH, PeaKIUsIX THIePYyBCTBUTEILHOCTHU (TaKUX KaK aHA(HIIaKCHsI, AHTHOHEBPOTUYECKUN
OTEK, OBIIIKA, CHIb, JOKATU30BAHHBI OTEK/MECTHBIM OTEK W J3pUTEMa) M PBOTE (YacToTa
HEU3BeCTHA (Ha OCHOBAHWY UMEIOIINXCS JAHHBIX OIICHUTHh HEBO3MOXKHO).

COHIUBOCTH, TOJIOBHAs 00JIb, TOJIOBOKPYKEHUE U TMOBBIIIICHHAS YTOMIIIEMOCTh HAOMIOAAINUCH Y
MAIMEeHTOB, MOJyYyaBIIMX Kak OwiactuH B o3¢ 20 Mr, Tak U miaredo, ¢ COOTBETCTBYIOLIEH
4acToTOU (COHMUBOCTH — 3,06 % u 2,86 %; romosHas 601b — 4,01 % u 3,38 %; ronoBokpyxeHue
- 0,83 % u 0,59 %; nossimiennast yromssiemocts — 0,83 % u 1,32 %). Jlannsie, moyy4yeHHbIEC B
MIEPHUO/I ITOCTMAPKETHHTOBOT'O HAOJFOICHNS, TIOITBEPKIAIOT TPO(UIIL O€30MMaCHOCTH Mpemnapara,

HaOJIOaEMBIN B TIEPHO]] KIIMHUYECKON pa3pabOTKH.
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eTu
Tur, yacToTa U TSKECTh HEXeNaTeJIbHBIX PeaKluil OMIIacCTHHA y MOJPOCTKOB B Bo3pacte 12—17
JeT, ONMHCaHHBIE B TEPHOJ KIMHUYECKOH pa3pabOTKH, OBUIM COMOCTaBHMBI C TaKOBBIMH Y
B3pocabiXx. Mubopmarus, moiydeHHas B OTOW momyisaiuu  (TIOJPOCTKH) B TEPHOI
MOCTMAapKETUHTOBOTO HAOJIOACHMS, MOATBEPXKIaeT MpoQmib Oe30MacHOCTH OuiIacTUHa,

H3y‘leHHBII>'I B KIIMHUYCCKUX UCCIICAJOBAHUAX.

COO6H.[€HI/IG O IMOA03PEBACMBIX HEXKCJIATCIbHBIX PCAKIINAX

BaxHo coo0mare 0 M0A03pEBaEMbIX HEXENATeNbHBIX pPEAaKIMUAX I0CIe PerucTpanuu
JIEKapCTBEHHOTO Iperapara ¢ 1eliblo 00ecredeHrs: HePepbIBHOITO MOHUTOPHUHIA COOTHOLICHHUS
«T0JIb3a — PHUCK» JIEKapCTBEHHOTO IMperapara. MeIuIMHCKIM paOOTHHKAM pPEKOMEHIyeTCs
coo0uaTe O JIIOOBIX MOJO3PEBACMbIX HEKENIATENIBHBIX PEAKIMAX JIEKapCTBEHHOIO Ipernapara
yepe3 HallMOHAJIbHbIE CUCTEMbI COOOIIEHUS O HEXeNaTeJIbHBIX PEaKIUsIX IoCyIapCTB — YJICHOB
EBpa3uiickoro 3KOHOMHUYECKOT0 COH03a.

Poccuiickas @enepanus

denepanbHas ciyx0a 1mo Haa30py B chepe 3apaBooxpaHeHus: Poccutickoit deneparm
Anpec: 109012, MockBa, CnaBsiHCKas 1iio1aip, 1. 4, cTp. 1

Tenedon: +7 (800) 550-99-03

OnexTpoHHas nourta: pharm@roszdravnadzor.ru

Caiit B uHGOpMallMOHHO-TEIEKOMMYHHUKAIIMOHHOM cetn «HTepHET»:!

https://roszdravnadzor.gov.ru/

PecnyOnuka Kazaxcran

PI'TI Ha [IXB «HanuoHaibHBIA LEHTP DKCIEPTU3BI JEKAPCTBEHHBIX CPEICTB U MEIULUHCKUX
m3genuit» Komurera MeauUMHCKOro U (apMaleBTHYECKOro KOHTpOJs MuHHUCTEpCcTBa
3npaBooxpanenus Pecny6nuku Kazaxcran

Anpec: 010000, r. Acrtana, yn. A. Umanosa, 1. 13

Tenedon: +7 (7172) 78-98-28, +7 (7172) 78-99-02

OnekTpoHHas nmoura: farm@dari.kz

CaiiT B nH(pOpMaIMOHHO-TEJIEKOMMYHHUKALIMOHHOM ceTH «MHTepHeT»: http://www.ndda.kz/

4.9. Ilepeno3dupoBka

CUMIOTOMBI
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CumMnromMamu OCTpPOil epe103UPOBKU MOTYT OBITh TOJIOBOKPYKEHHE, TOJIOBHAs 00 U TOLTHOTA.
Cepbe3HbIX HeXeNaTeIbHBIX Peakiyii, B T. 4. 3HAUMMOT0 yuInHeHus uaTepBana QTc, oTMeueHo
He OBLTO.

Nudopmanus o6 ocTpod mepemo3upoBKe OWIIACTHHA TOJyYeHAa B pe3yibTaTe KIMHUYECKHX
UCCJIEIOBAaHUM U MOCTMApKETHMHIOBOTO HAaOMIOAeHHUS. B KIMHMYECKHX HCCIEAOBAaHUAX IOCIE
npuMeHeHHs1 OuacTuHa y 26 B3POCIBIX 370POBBIX JOOPOBOJBIEB B /103aX, MPEBBIIIAIOIINX
tepaneBTuueckyto B 10—11 pa3 (220 mr ogHokpatHo miau 1o 200 Mr B AeHb B TeueHue 7 THEN),
nmo6ouyHbIe Y(PPEKTH BOZHUKAIH B 2 pa3a Jare, 4eM Ipu MPUMEHEHUH Tu1aie0o0.

Nudopmanus, momydeHHas B TEPHUOJ TMOCTPETUCTPALMOHHOTO HAOMIONEHUS, MOATBEPKIACT
pe3yIbTaThl KIMHUYECKUX UCCIICTOBAHHA.

OrneHka BIUSHHSI MHOTOKpaTHOTO puMeHeHus omnactuHa (100 Mr B IeHb B TeueHue 4 qHel) Ha
JKEITYJIOUKOBYIO pernoysipu3aiiio (KpoccoBepHoe wuccinenoBanne uHTepBasia QT/QTc) y 30
3I0pPOBBIX JOOPOBOJIBILIEB HE BHISIBUIIA 3HAUMMOTO Y uinHeHus: uHTepBana QTc.

Jleuenue

B ciydae mepemo3npoBKH PeKOMEHIOBaHA CUMIITOMATHYECKas W TOICPKUBAIOIIAsT TEpPaIIHsl.

Crnenuduyeckoro aHTUI0Ta HET.

5. ®APMAKOJIOTTYECKHUE CBOVCTBA

5.1. @apmakoaMHaAMHYeCKHe CBOMCTBA

®apMakoTepaneBTUYeCKas rpyIna: aHTUTUCTAMUHHBIE CPEJICTBA CUCTEMHOIO JIEUCTBUS; IPyTUe
AHTUTMCTaMUHHBIE CPEJICTBA CUCTEMHOTO JICHCTBHUS.

Kox ATX: RO6AX?29.

Mexanusm neiicteus, hapMakoarnHaMuyeckue 3 deKThl

bunactun — HECCAAaTUBHOC aHTUTUCTAMHWHHOC CPCACTBO NJIMUTCIBHOI'O I[ef/'ICTBI/Iﬂ, I/I36I/IpaTeJ'H)H0
onokupyet nepudepudeckre Hi-perentopsl, He CBA3bIBAET MYCKapHUHOBbBIE PELIETITOPHI.

dapmakoguHamuyeckue 3P PeKTol

3HauuMBbIid TeparneBTHueckuil d¢ ekt HaOmomaercs depe3 | 4 mocne mpuema mpernapara.
AHTUTHCTaMHUHHOE JIEHCTBUE OUIaCTHHA COXPAHSETCs B TeUeHue 24 .

Kinnanueckast 2dbdeKTUBHOCTE U 0€30I1aCHOCTE

B xiMHHYeCKuX HCCIeIOBAaHUSX, MPOBEACHHBIX Y B3POCIBIX U MOJPOCTKOB C aUIEPTHUECKUM
PUHOKOHBIOHKTHBUTOM (CE30HHBIM U KPYTJIOTOAWYHBIM) MPH MPUMEHEHUH OWIACTHHA B J03€
20 mr 1 pa3 B cyTku B TeueHue 1428 mHel oTMedanoch OOJIETYCHHE TaKUX CUMIITOMOB, Kak

YUXaHUC, PHUHOPEA, 3yd MW 3aJlOKCHHOCTH HOCA, OINYIICHUE 3yJa H XOKCHUA B TIJla3dax,
9
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clle30TeUeHHe W TOKpacHeHue ria3. bumactuH 3(Q@eKTHBHO KOHTPOIMPOBANT CHUMOTOMBI B
TedeHue 24 4.
B xnMHHMYECKUX HMCCIEI0BaHUAX, IPOBEIEHHBIX Y MAallMEHTOB C XPOHUYECKOW MIMONATUYECKON
KpanuBHUIIEH, NMPU MpUMEHEHUH OunactuHa B mo3e 20 mr 1 pa3 B cyTku B TedeHHe 28 mHEH
O0TMEYaJoch OOJIErYeHHE KOXHOTIO 3y/Ja W YMEHBIIEHHWE KOJMYECTBAa M pa3Mepa BOJIbIPEH,
YMEHBIICHHE AUCKOM(OPTA, CBA3aHHOTO C KPAIMBHUIICH; KPOME TOTO, Y MAI[IEHTOB OTMEYAJIOCh
yJIydllIEHUE CHA U KayecTBa KU3HU.
B ximHMueckux ucciaeloBaHUAX NPUMEHEHHE OMIIaCTMHA HE CONPOBOXKIAIOCH KIMHUYECKU
3HaYMMbIM  yJuinHeHHMeM uHTepBana QTc wHa OKIT wnmm  xakumMu-nmubo  Apyrumu
KapIMOBACKYJIIPHBIMU 3 (deKTaMu HU U IPUMEHEHUH B CylpaTepaneBTUYeckux n1o3ax (200 mr
1 pa3 B neHb B TedeHHe 7 AHEH), HU IPU OJHOBPEMEHHOM NPUMEHEHHM ¢ MHruouropamu P-
[JIMKOMPOTEnHa (KETOKOHA30JI, S)PUTPOMMIIMH); KPOME TOr0, OBLJIO TIIATEJBHO HCCIEIOBAHO
BJIMsHUE npenapata Ha uaTepsai QT.
[To qaHHBIM KIMHUYECKUX UCCIIEOBAHMI TPU IPUMEHEHHH OMTacTUHA B PEKOMEH0BAaHHOH 03¢
20 mr 1 pa3 B cyTku mpo¢uib 6e30MacHOCTH TpernapaTa B OTHOIICHUH IIEHTPAIbHONH HEPBHOU
CHCTEMBl M 4acTOTa BOSHUKHOBEHMs COHJIMBOCTHM OBUIM CXOJHBI ¢ TAKOBBIMH Y IUIane0o; mpu
NpUMEHEeHUH B 103ax /10 40 Mr 1 pa3 B CyTKU OMJIACTHH HE OKa3bIBaJl BIUSHUS HA ICHXOMOTOPHBIE
(YHKLINU 1 HA CIIOCOOHOCTH YIPaBJIATh aBTOMOOMIJIEM B CTaHAAPTHOM TECTE Ha BOXKACHUE.
B xmmunueckux uccnemoBanusx Il u III ¢aser sdpdextnBHOCTS M mpoduis O6e30MacHOCTH
IPUMEHEHHUs Iperapara y MalueHTOB MOXKUJIOT0 BO3pacTa crapiie 65 JeT He OTIMYAIUCh OT
TaKOBBIX y 00JIee MOJIOJIBIX MALMEHTOB. B MOCTperncTpalilmoOHHOM KIMHUYECKOM HCCIIE0BAaHUU
HE BBISBIICHO pa3inyuii B npoduse 6e30nacHOCTH OMIIaCTHHA MPU MPUMEHEHUH Y B3POCIBIX U Y
MOKUJIBIX NTallUEHTOB.

eTu
[ToapocTtku B Bo3pacTe 12—17 et ObLIM BKIIOYEHBI B KIIMHUYECKHUE UCCiea0Banus. Pa3nuunmii B
3¢ ¢dexTUBHOCTH U Tpoduie O0e30MacHOCTH Mpemnapara HNpHU NPUMEHEHHH Y TMOAPOCTKOB H

B3pPOCJIbIX HC OTMCHAJIOCh.

5.2. ®apMakoOKHHeTHYeCKHE CBOMCTBA

AGcopbuus

[Tocne mpuema BHYTpbh OMJIACTHH OBICTpO abcopOupyeTcs U3 KeTyJOYHO-KUIIEYHOTO TPaKTa.
Bpewms noctmkenns MakcuMaabHOM KOHIEHTpauu B mia3Me KpoBH (TCmax) coctaBmisier 1,3 4.

Kymynsauuu npenapata He HaOmogaerca. CpeqHee 3HaueHHE OMOJOCTYIMHOCTH OMJIaCTMHA TpU
10
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IIpueMe BHYTPb cocTasisieT 61 %.

Pacnpenenenue

B uccnenoBanusix in vitro w in vivo TOKa3aHO, YTO OwWiacTuH sBiseTcst cyoctpatom P-
rukonporenHa (cm. paszaen 4.5) u OATP (cm. pasnen 4.5). Ilo Bceit BUAMMOCTH, OMITACTHH HE
apnseTcss cybctparom mnepeHocunka BCRP unM modeyHbIX NEPEHOCUYMKOB OPraHUYeCcKUX
katnoHoB (OCT) — OCT2, oprannueckux aHnoHoB (OAT) — OATI1 u OAT3. 3apeructpupoBaHo
cmaboe mHTHOMpoBaHue OwmnactTuHOM P-rimkomportenmna, OATP2B1 u OCT1. Ha ocHoBanum
pPe3yNbTaTOB UCCIEIOBAHUM in Vitro B CUCTEMHOM IHUPKYISIUN HE OXKUAA€TCS WHTHOUPOBAHUS
OMIIAaCTUHOM TaKWX MEpeHOCYHKOB, kak P-rmukomporenH, MRP2, BCRP, BSEP, OATPI1BI1,
OATPI1B3, OATP2B1, OATI1, OAT3, OCT1, OCT2, u NTCP. CornacHo olieHKe, KOHLIEHTpaIus
noixymakcumansHoro uaruOupoBanus (IC50 > 300 MkM) OMIIaCTUHOM JaHHBIX NEPEHOCYHKOB
3HAYUTEIHLHO BBIIIE €T0 PACUCTHON KIMHUYECKON MaKCUMabHOM KOHIIEHTPAIHMH (Cmax) B TUTa3Me
KpPOBH, BCIIEJICTBHE YETO B3aMMO/ICHCTBUE OMTACTHHA C HUMU HE UMEEeT KIIMHUYECKOTO 3HAUCHUSI.
OCHOBBIBasICh Ha 3THX PE3yJIbTaTax, HENb3sl, OJTHAKO, UCKIIOUYUTh WHTHOMPOBaHUS OUIACTHHOM
OENIKOB-IIEPEHOCUYUKOB B CIU3UCTOM 000JI0UKe KUlIeUHUKa (Harpumep, P-riukonporenna). [lpu
IPUMEHEHUHU B TEPANeBTUUECKHUX J103aX CBS3b OMJIACTHHA C OeIKaMM TJIa3Mbl KPOBU COCTaBIISIET
84-90%.

Buorpancdopmars

B uccnenoBanusx in vitro mokazaHo, 4TO OMJIACTUH HE SBISIETCS MHIYKTOPOM UM HHTUOUTOPOM
n30(epMEHTOB cuCTeMBI uToxpoma P450.

OJIMMUHALNS

[lo nmaHHBIM aHanM3a C MHCIOJB30BAHMEM MeETOoJa OalaHca MacCc y 3A0POBBIX B3POCIBIX
106pOBOIIBLEB, NOCIE OJAHOKPATHOro npuMeHenus *C-O6unactuna B 103e 20 Mr nouru 95 % ot
BBEJICHHOW /03Bl mpemnapara Obuto oOHapyxkeHo B Mmoue (28,3 %) um kame (66,5 %) B BHIE
HEU3MEHEHHOr0 OWIacTHHA, U3 Yero MOXHO 3aKJIIOYUTh, YTO B OPraHHU3ME 4elloBeKa OMIacTUH
MeTabonu3upyeTcs: B He3HauuTenbHOU creneHu. [lepuon momyswiBenenus (T12) Ounmactuna y
3JI0pPOBBIX JOOPOBOJIBILIEB COCTABIISAET B cpeHeM 14,5 4.

JInHeHHOCTh (HEIMHEHHOCTE)

B wuccnemoBannom aumamazoHe 103 (ot 5 go 220 wMr) OWiacTUH HWMeEET JIMHEHHYIO
(apMaKOKUHETUKY ¢ HU3KOH MHIMBHYaTbHON BapuaOeIbHOCTBIO.

Iloyeunas HEAOCTATOYHOCTD

VY nanueHToB ¢ MOYE€YHOW HEIOCTATOYHOCTHIO JIETKOM CTETICHH TSHKECTH (CKOPOCTh KITyOOUKOBOM

unptpanmn  (CK®) 50-80 mn/mun/1,73 M%), cpenmeit cremenn Tsxectn (CK®D 30—
11
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50 mn/mMun/1,73 M%) u Taxenoit cremenu Tskectn (CK® < 30 mu/mun/1,73 M%) ckopocTh
BBIBEJICHUS 3aMEJUISIETCSI, YTO MOXKET MPUBOAUTH K YBEIMUYEHUIO KOHIICHTpAIMU OWIacTHHA B
ra3mMe KpoBu. He oxkumaeTcsi, 9To M3MEHEHHE 3THX (apMaKOKHHETHYECKUX MTapaMETPOB MOXKET
OKa3bIBaTh BIUSHUE HA PO MIH 6€30MacHOCTH OMUIaCTHHA, TaK KaK KOHIICHTpAIlus OUacTHHA B
I1a3Me KpOBU Y MAI[MEHTOB C MOYEUHON HEJOCTATOYHOCTHIO OCTAaeTCs B Mpejenax 0e30MmacHbIX
3HAUCHUI.

IleuenouHas HEAOCTATOYHOCTD

dapMakOKMHETUYECKUE JTaHHbIE, OJIYUYEHHbIE Y MALlUEHTOB C IEYEHOYHON HEJO0CTAaTOYHOCTHIO,
OTCYTCTBYIOT. B opranusme denoBeka OunacTMH He MeTabonusupyercs. PesynbraTsl
KJIMHUYECKOIO MCCIIEIOBAaHMSI y MALUEHTOB C IIOYEYHON HEJOCTaTOYHOCTHIO I103BOJISIOT
IpeIoiaraTb, YTO MOYEYHAsT SKCKPEIHs SBISIETCS OCHOBHBIM ITyTEM JIMMHHAIIMK OWJIacTHHA B
OTCYTCTBHUE aJbTEPHATUBHBIX ITyTEH BBIBEACHUS (B T.4. IEUEHOUYHBIH, C eubto). Kpome Toro, Ha
OCHOBAHMHU JOKJIMHHYECKUX JIAHHBIX MPEANOJaraeTcs, YTo JHUIIb HE3HAYUTEIbHOE KOJIUYECTBO
HEM3MEHEHHOTO Ipernapara OyAeT BBIBOAUTHCS C JKenublo. [Ipu meueHOYHOH HeI0CTaTOYHOCTH
pa3BUTHE KIMHUYECKH 3HAYUMBIX W3MEHEHHH (hapMaKOKMHETHYECKHX ITapaMeTpoB OMIIacTHHA
MaJIOBEPOSITHO.

JInia noXMjaoro Bo3pacra

JlanHble 0 GpapMaKOKMHETHYECKUX MapaMeTpax OWIacTHHA y JUI] cTapiie 65 JeT OorpaHuYeHBI.
CraTHCTHYECKH 3HAUYUMBIX pPa3Nuuuil  (papMaKOKMHETUYECKHUX IapaMeTpoB OwuiacTuHa Y
NAlMEHTOB IOXKWJIOIO BO3pacTa cTapiie 65 JIeT MO CPaBHEHHIO C TAaKOBBIMU Y B3pOCIBIX
MaIMeHToB B Bo3pacte oT 18 10 35 neT He Habr01a10Ch.

eTH
Jlanubie 0 (papMaKOKMHETHUECKUX MapaMeTpax OMiacTHHA y TOJPOCTKOB B Bo3pacTe 12—17 ner
OTCYTCTBYIOT,  IIOCKOJBKY  JUIsI ~ OTOW  TOMYyJALMM  BO3MOXKHA  DKCTPANOJALUs

(bapMaKOKMHETUYECKUX JTAHHBIX, MTOTYYEHHBIX Y B3POCIBIX.

6. ®APMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHnnb BcmoMoraTeJbHbIX BelllECTB
[emmronosa mukpokpuctaundeckas (Avicel PH 102).
Hatpust kpaxmanrimukonst (Tum A).

Kpemuus auokcun xosmouaasiii (Aerosil 200).

Marnus creapar.

12
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6.2. HecoBMecTHMOCTEL

Henpumenumo.

6.3. Cpok rogHoctu (Cpok XpaHeHus1)

2 roga 6 MecsILEB.

6.4. OcoOble MepbI NPETOCTOPOKHOCTH NPH XPAHEHUH

XpaHuTh Npu Temnepatype He Boite 25 °C.

6.5. Xapakrep u cogep;kaHHue NEPBUYHON YIIAKOBKH

ITo 10 TabneTox B KOHTYpHOW SYEHKOBOH ymakoBke (OimcTep) M3 KOMOMHUPOBAHHOHN TUICHKU
(OpUEHTHPOBAHHBIM TOMWAMUJ/ altoOMUHUEBas (oJsibra/ TMOMMBUHUIXIOPHA) W (Poasru
AJIOMUHUEBOM NIEYaTHOM JTaKUPOBAHHOM.

ITo 1, 2, 3, 4 unu 5 6GIUCTEpOB BMECTE C TUCTKOM-BKJIAJIBIIIIEM TIOMEIIAIOT B MAYKY KapTOHHYIO.

6.6. OcoOble Mepbl TNPEIOCTOPOKHOCTH TNPH YHHUYTOKEHHUM  MCIOJIb30BAHHOIO
JIEKAPCTBEHHOT0 Mpenapara WJIH OTXO0A0B, TMOJYYEHHbIX TOcjde MNPUMEHEeHUs:
JIEKAPCTBEHHOTI'0 NMPeNnapara, u Apyrue MaAaHUMYJISIUM ¢ PenapaTom

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. JEPXKXATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHMUSA

Nunns

I'meamapx ®apmacsrotukains JIta.

B/2 Maxanakmvu Yembep3, 22 bxyna0xaii lecait Poax, Maxanakmmu, Mym6aii-400026.
Tenedon: +91 22 4018 9999.

dakc: +91 22 4018 9986.

OnextponHas noura: complianceofficer@glenmarkpharma.com

7.1. IlpencraBuTe/b Aep:KaTessi PerucTPALMOHHOIO YAOCTOBEPEHHSI HA TEPPUTOPHH
Comsa

IIperen3uun norpedbureseii HaOPaBIATh 10 AJIPECY:

Poccuiickas ®@edepayus

000 «I'neamapk Ummakc»
13
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115114, r. Mockga, yiu. JIeTHUKOBCKasi, 10M 2, CTpOEHUE 3.
Ten.: (499) 951-00-00.

OnexrponHas noura: Safety.Russia@glenmarkpharma.com

Pecnybnuxa Kazaxcman

[IpencraBurensctBo  Kommanuum  "GLENMARK ~ PHARMACEUTICALS  LIMITED
(FTJIEHMAPK ®APMAILEBTUKAJIC JIMMUTE)"

050059, r. Anmatsl, ipocniekT Anb-Dapadu 7, BLI «Hypnsi-Tay», 6ok 4 A, oduc 12.

Ten.: +7(727) 311 04 41.

OnekrponHas nouta: Safety KZ&UZ@glenmarkpharma.com

8. HOMEP PET'HCTPAIMOHHOI'O YIOCTOBEPEHMUSA

9. JIATA IEPBUYHOM PETUCTPAIIUU (ITIOJATBEPXKJIEHUS PETUCTPALIUN,
HEPEPETI'MCTPALIUN)

JlaTa nepBoi perucTpanuu:

10. JATA IEPECMOTPA TEKCTA

OOmast  xapakTepucTUKa JeKapCTBEHHOro mnpemnapata bumazanTAB  goctynmHa  Ha
UHPOPMALIMOHHOM ToOpTane EBpa3uilckoro SKOHOMHYECKOTO COK03a B HH(POPMALMOHHO-

KOMMYHHKAITMOHHO#H cetn «HTepHEeT» https://eec.eaeunion.org/.
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