COOTBETCTBYET 2KCNEFPTHOMY OTYETY
ot 14.04 2025 N= 3300
OBIIAS XAPAKTEPUCTUKA JIEKAPCTBEHHOI'G NIPEMAPAFAICTE 0004)

1 HAUMEHOBAHMUE JIEKAPCTBEHHOT O IIPEITAPATA

OHJIOMEKIINH, 2 MT, Ta0JCTKH

2 KAYECTBEHHBIMA M KOJJUUYECTBEHHBIN COCTAB

JelicTByrolee BEIECTBO: JUEHOTECT.

Kaxxnas tabnerka conepKuT 2 Mr JUEHOTeCTa.

BcrniomoratenbHble BelllecTBa, HAJIWYME KOTOPBIX HAJ0 YYHUTHIBATh B COCTaBE JIEKAPCTBEHHOTO
npenapara: jakrosa (cMm. paszuen 4.4.).

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3 JIEKAPCTBEHHAS ®OPMA
Ta0OeTku.

Kpyrisle muiockue TabaeTku 6e10ro WK o4ty Oenoro IBeTa.

4. KIIMHUYECKHUE JAHHBIE
4.1. Tloka3aHusi K IPMMeHEHUIO
[Tpenapat DHIOMEKINH MTOKA3aH AJIsl JICYEHUsI SHAOMETPHUO03a Y B3pOCIBIX U JIETeH B Bo3pacTte oT 12

0 18 et mocie HACTYIUUICHUS MCHApPXC.

4.2. PeskuM J103UPOBAHMS M CIIOCOO MPUMEHEHHUS

PexxuM 103upoBaHus

Jlo Hauasia mpuema npemnapara JHIOMEKINH HEOOXOIMMO MPEKPaTUTh NPUMEHEHHE TOPMOHATbHON
KOoHTpanenuuu. Ecnu koHTpanenuus Heo0Xoamma, TO CIEAyeT HCHOJIb30BaTh HETOPMOHAJIbHBIE
METO/Ibl KOHTpaLeNuy (Hanpumep, 6apbepHbI METOL).

Hauvano mpuema mpenapara DHIOMEKIMH BO3MOXKHO B JIIOOOM JI€Hb MEHCTPYaJbHOIO ILIMKJIA.
Tabnerkn He0OOXOAMMO NPUHUMATh HEMPEPHIBHO BHE 3aBUCIMOCTH OT KPOBOTEUEHUH U3 BIarajuIa.
[Tocne 3aBepmieHust mpueMa TaOJETOK M3 OJHOM YNaKOBKM HAaYMHAIOT HpPUEM M3 CIeayrouei
YIIaKOBKH, HE JieNasi IepepbiBa B IprUeMe Ipenapara.

[Tpu npomycke TabaeTOK U B Cllydae pBOTHI H/WIK Juapeu (eciu 3TO MPOUCXOIUT B mpesenax 3 —4
4acoB IOclie TpuemMa TabneTku) 3¢PEEeKTUBHOCTh Ipernapara MOXET CHUXKaTbCs. B ciyuae
IPOIYCKA OJTHON UM HECKOJIbKUX TaOJIEeTOK )KEHIIMHE CIIEAYeT MPUHATH OJHY TaOJIeTKY, KaK TOJIbKO

OHa 00 3TOM BCIIOMHHUT, @ 3aT€M Ha CIEAYIOIUN NeHb MPOJAOKUTE MIPUEM TabJIETOK B OOBIYHOE
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BpeMs. BmecTo TabneTku, KoTopas He abcopOupoBanack | BoiedETRize pRATHIbitin { qiapein) axoxe

CIIelyeT MPUHSATH OAHY TabJIeTKY.
Cas3p mpueMa npernapara ¢ IpUeMOM IHUIIU OTCYTCTBYET.

Oco0BbIe IPVIIIBI TALMEHTOK

THayuenmxku nodxcunoeo eospacma
Het cooTBETCTBYIOMIMX OCHOBAaHUH JJIsl IPUMEHEHHSI JUCHOTECTA y MAIMEHTOK MTOXHUIIOT0 BO3pacTa.
THayuenmku ¢ HapyueHuem QyHKyuu neveHu
JlueHorecT MpOTUBOIOKAa3aH MPH TSOKENBIX 3a00JIeBaHUAX IEUEHH B HACTOSIIEE BpeMs WK B
anamHese (cM. pasnen 4.3).
Tayuenmxku ¢ Hapyweruem QyHKYuu novex
Het naHHbBIX, CBUICTEIBCTBYIOIINX O HEOOXOAMMOCTH U3MEHEHHS J103bI Y TTAIIMEHTOK C HAPYIICHUEM
(GYHKIMH MTOYEK.

eTu
besonacHocTh U 3 pekTuBHOCTD NpenapaTa y aeteid B Bo3pacte ot 0 10 12 JieT He yCTaHOBJICHBI.
JIMeHOTeCT MOXKET MPUMEHATHCS Yy JeTeill ¢ 12-JieTHero Bo3pacra IMociie HACTYIJICHHS MeHapXe.
Pexxum nosupoBanus s aereit ot 12 mo 18 ymer He oTIMYaeTcss OT pekuMa JO3MPOBAHUS IS
B3pOCIIBIX.

Cnoco06 IIPUMCHCHUA

Bnytps.

[Ipenapat npyHUMAIOT IO OJHOW TabJeTKEe B CYTKH O€3 MepephiBa, IPEANOYTUTENILHO B OJJHO U TO

JKC BpEMs K&)KI[BIﬁ ACHb, ITPU HGO6XOI[I/IMOCTI/I 3altuBast BOI[Oﬁ NI }lpyFOﬁ KHUIOKOCTBIO.

4.3. TlpoTuBONMOKa3aHMA

[lpumeHenne mpemapara OHIOMEKIWH MPOTHBOMOKA3aHO TMpPH HAJUMYWUU  JIOO0TO U3
NEPEYNCIICHHBIX HUXKE COCTOSTHHUH, YacTh M3 KOTOPBIX SIBJISETCS OOMIEH IS BCeX MpEnapaTos,
COJIEpKaIIMX TOJBKO TeCTareHHbI KOMIOHEHT. Eciam kakoe-nu0o W3 MaHHBIX COCTOSHUUN
pa3oBeeTCS Ha (OHE NPHUMEHEHHUs IUEHOrecTa, JeUeHUE IMpernaparoM CleayeT HeMEIJIEHHO
MIPEKPATUTE:

- I'mmepdyBCTBUTEIBHOCTh K JCHCTBYIONIEMY BEIISCTBY HIIM K JIFOOOMY M3 BCIIOMOTATEITBHBIX
BEIIIECTB, NIEPEUNCIICHHBIX B pa3ene 6.1;

- Ocrtpsrif TpoMO0QIIeOUT, BEHO3HBIE TPOMOOIMOOIINY B HACTOSIIIEE BPEMS;

- 3abosieBaHUs CepAla U apTepHil, B OCHOBE KOTOPBIX JIEKAT aTePOCKICPOTHIECKHE TOPAKCHHUS
cocymoB (B TOM 4HCJIe HWIIeMHYecKas OoJe3Hb cepiana, WH()apKT MHOKapja, WHCYIBT U
TpPaH3UTOPHAs HIIEMUYECKas aTaka) B HACTOAIIEE BPEeMs UM B aHAMHE3E;

- CaX&pHBIfI I[I/Ia6eT C COCYAUCTBIMHU MMOPAKCHUAMMU,
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- Tsoxenble 3a0osneBaHusi MeyeHW B Hactosilee Bpembl mimil Bdl aabesel (ripu TerdyterBun

HOpMaNM3auu (YHKIIMOHATIBHBIX P00 TIEYCHH ),

- Onyxomnu nevyeHu (oOpOoKayecTBEHHBIE HIIM 3JIOKAYECTBEHHBIC) B HACTOSIIEE BpeMs WM B
aHaMHe3e;

- BroiaBrnenHble miu moaOo3pCBaCMbIC T'OPMOHO3aBUCUMBIC 3JIOKAYCCTBCHHBLIC OIIYXOJIM, B TOM
YHCIIe PAaK MOJIOYHOM KeJle3bl;

- KpoBoTeueHwst u3 Bnaraiuiia HesiCHOTO reHe3a;

- XonecTtaTuuecKkas jkelTyxa 0epeMeHHBIX B aHAMHE3E;

- llerckuii Bo3pact A0 12 neT (10 HaCTYyIUICHUSI MEHApXeE).

44.  OcoOble yka3aHHMsl M Mepbl IPEJOCTOPOKHOCTH IIPH NPUMEHEHH U

C 0CTOPOKHOCTBIO

Jenpeccusi B aHamMHe3e, BHEMaTO4YHas OepeMEHHOCTb B aHaMHeE3e, apTepHalibHas TUIEPTEH3HUs,
XpOHHUYECKas cepliedHasl HeJOCTaTOYHOCTh, MUTPEHb C aypoii, caxapHblil AualdeT 0e3 COCYAMCThIX
OCIIO)KHEHUH, THICPJIUNUIACMHS, TpoMOOGIeOuT TIyOOKMX BEH B aHAMHE3e, BCHO3HBIC
TpOMO0IMOOIMY B aHaMHE3€e (CM. pasnen 4.4 Hike).

[lepen HavaoM mpuMEHEHUS Mpenapara IHIOMEKINH HEOOX0IUMO HCKITFOUUTH OEPEeMEHHOCTh. Bo
BpeMs IPUMEHEHHs TMEHOrecTa MPU HEOOXOAUMOCTH KOHTPALEHIINH MallUeHTKaM PeKOMEHIYEeTCs
MPUMEHSTh HETOPMOHAJIbHbIE KOHTPALEITUBHBIE METO/IbI (HAIpUMEp, OapbepHBIii).

BeposTHOCTh HACTYIUJICHUSI SKTOMMYECKOW OCPEMEHHOCTH BBINIC Y MAIIMEHTOK, MPUHUMAIOIINX C
1EJTBI0 KOHTPAIEIIUH MpenapaTsl, COJAEPKAINe TOIBKO T€CTareHHbI KOMIIOHEHT, 110 CPAaBHEHHIO
C TAalUEHTKaMH, MPUHUMAIONUMH KOMOMHHPOBAHHBIE MEpPOpalibHbIE KOHTPAIENTHBBL TakuMm
o0pa3om, AJisl KEHIINH C BHEMATOYHOW OEpEeMEHHOCThIO B aHAMHE3€ WJIM MPHU HEMPOXOJUMOCTU
MaTOYHBIX TPYO CJEeIyeT OIEHHWBATh COOTHOIICHHME TOJb3bl U pHUCKA TMepe] MPUMEHEHHUEM
npemnapara.

[Tockonpky DHAOMEKIUH MpEACTaBIseT cOOON mpenapar TOJIbKO C T€CTareHHBIM KOMIIOHEHTOM,
MO>KHO TPEIIMNONIOKUTh, YTO OCOOBIE YKa3aHUS M Mepbl MPEJOCTOPOKHOCTH, YCTAHOBICHHBIE IS
JIPYTUX MpenapaToB TAKOTO TUIIA, aKTYaJIbHBI M B OTHOIICHUH MpernapaTa JHIOMEKIUH, XOTS HE BCE
W3 JIaHHBIX TPEIOCTEPEKEHUN OBLITM TIOJITBEPKACHBI B MPOIECCe KIMHUYECKUX HCCIIECIOBAHUN
JIMEHOTEeCTA.

[Tpu HATMYUK WK yCYTYOJIEHUU TFOO0T0 U3 MEPEUNCICHHBIX HIYKE COCTOSIHUM WA (JaKTOPOB PUCKA
nepea HavajioM WM TPOJOJDKEHHWEM TMPUMEHEHHUs Mpernapara DHIOMEKIWH CIeIyeT MpPOBECTH
WHIUBUIYAJIbHYIO OIIEHKY COOTHOIIIEHUS MOJIh3bI M PUCKA.

Hapymenus KDOBOO6DaH_ICHI/ISI

B nmponecce SIUACMUOIIOTHICCKUX HCCJIeIOBaHUM OBLIO MMOJIYy4€HO HEAOCTATOYHO (baKTOB,
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NOATBEPKAAIOIINX HATMYHE CBSA3M MEXIY MCIOIb3oBaHUéM Tiperiapatos [Toltsko!c rediaiennpim

KOMIIOHEHTOM M IIOBBIIIEHHBIM PUCKOM HH(pApKTa MHOKapAa WIK TpoMOOIMOOIHMH COCYIOB
TOJOBHOIO Mo3ra. PHCK  ceplledHO-COCYAMCTBIX SHU300B U  HAapyLIEHWH MO3TOBOIO
KpOBOOOpAIIIEHUsI CBSI3aH CKOpEEe C YBEJIMYEHMEM BO3pPACTa, apTepUalbHON THIIEPTEH3UEH U
KypeHueM. PHUCK pa3BUTHs MHCYJIbTA Yy KEHIIWH C apTEPUAIBLHON I'MIIEPTEH3UEH MOXKET HEMHOIO
HOBBIIIATHCS HA (POHE MPUMEHEHUS NPEnapaToB TOIBKO € T€CTAreHHBIM KOMIIOHEHTOM.
Hekoropele uccienoBaHusl YKa3bIBalOT HAa BO3MOYKHOCTb CTATUCTMYECKHM HE3HAYUTEIBHOIO
MOBBIIIICHUS] PUCKAa BEHO3HOM TpomO003MOoimmu (TpomOo3a TiIyOOKMX BEH, SMOOJIMU JIETOYHOMH
apTepuy) B CBA3M C IPUMEHEHHMEM IIPENnaparoB TOJBKO C TeCTareHHbIM KOMIIOHEHTOM. K
oOmenpu3HaHHbIM (paKTOpaM pHCKa pa3BUTHS BEHO3HOW TpombOosmOomun (BTD) oTHocsTCs
COOTBETCTBYIOLIMI ceMelHblii aHamHe3 (BTD y Opata, cecTpsl WM y OAHOIO M3 pOAUTENeH B
OTHOCHUTEIIFHO paHHEM BO3pacTe), BO3PACT, OXUPCHHE, MPOJIOJIKUTEIbHAS WMMOOWIH3AINS,
OOLIMPHOE XUPYPrU4E€CKOEe BMEIIATEIbCTBO WM CEpbe3Has TpaBMa. B ciyuyae IIMTENbHOM
UMMOOMIIM3AMM  PEKOMEHJIyeTCsl IPEeKpaTUTh IpUMEHEHHe IpenapaTa OHJIOMEKIUH (Ipu
IUTAHOBOM OIlepaluu Mo KpaiHel Mepe 3a YeThlpe Helesd 1O Hee) U BO30OHOBHUTH NMPUMEHEHUE
Ipernapara TOJbKO Yepe3 JIBE€ HEJIEIH MI0CIe TOJTHOI0 BOCCTAHOBIICHUS IBUTATENIbHOM CIIOCOOHOCTH.
Cremyer yauThIBaTh MOBBIIEHHBIN PHCK Pa3BUTHS TPOMOOIMOOIINH B TOCIEPOJ0BOM niepuoe. [lpu
Pa3sBUTHM WM MOJO3PEHHM Ha Pa3BUTHE apTEPUAIbHOIO WM BEHO3HOIO TPpOoMOO3a MpPUMEHEHHE
npenapara ciaelyeT HeMeUIEHHO TPEKPaTUTh.

Onyxoau

Mera-ananu3 54 SHUAEMHONOTMYECKUX HCCIIEOBAaHMM BBISBUJ HEOOJBIIOE YBEIUMYEHHE
oTtHocuTenbHOro pucka (OP=1,24) pa3Butus paka MOJIOYHOMH Kelle3bl y AKEHIUH, UCTIOIb30BaBIINX
HAa MOMEHT MCCIEAOBAHNS ME€POPAIbHBIE KOHTPALCNTHUBBI, IPEUMYIIECTBEHHO OACTPOIEH-
IIPOrecTareHHbIe MpenapaTbl. JTOT MOBBIIIEHHBIM PUCK MOCTENIEHHO HcYe3aeT B TedeHue 10 ner
nocjie MpeKpaleHus] UCIOIb30BaHUsI KOMOMHUPOBAHHBIX MepopaibHbIXx KoHTpauenTusos (KOK).
[TockonbKy pak MOJOYHOW Keje3bl PEeKO BCTpEYaeTcs y >KeHIIUH Mojoxe 40 jer, HeKoTopoe
yBEJIMYEHUE KOJMYECTBA MOJOOHBIX TUArHo3oB Yy »keHuuH, npuHuMmaronmx KOK B Hacrosmumit
MoMeHT miu ucnoib3oBabiux KOK panee, HeBeTMKO 10 OTHOIIEHHUIO K 00ILIEMY ITOKa3aTel0 pUCKa
BO3HHUKHOBEHHUS paka MOJIOYHOM jkene3bl. PUCK BBISBIIEHUS paka MOJOYHOM jKee3bl y JKEeHILHUH,
WCIOJIB3YIONINX TMpernapaThl TOJBKO C IMPOTreCTareéHHbIM KOMIIOHEHTOM, BO3MOXKHO, CXOX I10
BEJIMYMHE C COOTBETCTBYIOLIMM PHUCKOM, cBsi3aHHBIM ¢ npuMeHeHueM KOK. Opnako nanHbIE,
OTHOCSIIMECA K IpenaparaM TOJIBKO C IPOrecTareHHbIM KOMIIOHEHTOM, OCHOBAaHBI Ha ropasjio
MEHBIINX M0 YUCICHHOCTH MOMYJISIUAX MPUHUMAIOIINUX UX JKEHIIUH, U T03TOMY SIBJISIIOTCS MEHEe
yOenutenbHbIMH, YeM faHHble 1o KOK. YcTaHOBUTh NPUYMHHO-CIIEACTBEHHYIO CBSI3b Ha OCHOBE

3TUX HCCIEIOBAaHUN HE MMpEACTABIACTCA BO3MOKHbBIM. Brisisnennas KapThHa BO3pPAaCTaAHUS PUCKA
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MOXeT oOyciaBiauBaThCcsi Ooyiee paHHEH auarmoctukoiil |pakal MoOmGHHOMN! brerosnl ty ) KeHImH,

MPUHUMAIOIINX TEpOopalibHble KOHTPALIETITUBBI, OMOJOTMYECKUM JEWCTBUEM MepOpaIbHBIX
KOHTPALICTITUBOB WM COYEeTaHHEeM 000ouX (haKTOpoB. Y KEHIIHH, MPUMEHSBIIUX FOPMOHAJIbHBIC
KOHTPAIICTITUBBL, IMATHOCTUPYIOTCS O0Jiee paHHHE KIMHUYECKHE CTaUH PaKa MOJIOYHOM HKeJe3bl,
YeM Y KEHIIUH, HUKOT'/1a UX HE MPUMEHSBIINX.

B peakux cinyyasx Ha OHE MCHOJB30BAaHUS FOPMOHAJIBHBIX BEIIECTB, MOJO0OHBIX TOMY, KOTOPOE
COJICP)KUTCS B Tpernapare ODHIOMEKINH, OTMEUYalIuCh JOOPOKAUeCTBEHHBIC, U €IIe pexe —
3JI0KAYECTBEHHBIE OIYXOJIM II€YeHH. B OTAenbHBIX CcllydasxX 3TH OIYXOJM MPUBOAMIN K
NPECTaBISIOMIEMY Yrpo3y A JKU3HU BHYTPHOPIOIIHOMY KpOBOTEUeHHIO. Eciu y KEHIIUHBI,
MPUHUMAIOIIEH IpernapaT DHIOMEKIMH, UMEIOT MECTO CHJIbHbIE OOJM B BEpXHEH 4acTu KUBOTA,
yBEJIMYEHA TEYEHb, WJIM MPUCYTCTBYIOT MPU3HAKU BHYTPUOPIOIIHOTO KPOBOTEUEHUS, TO IPHU
Qg epeHIraIbHON THarHOCTUKE CIIEAYET YUECTh BEPOATHOCTh HAJTMYMS OMYXOJIH MTEYCHH.

H3MmeHeHHE XapakTepa KDOBOTG‘IGHI/If/'I

Y OONBIIMHCTBA KEHIIWH MPUMEHEHUE IHEHOrecTa BIMSET Ha XapakTep MEHCTPYaIbHBIX
KpPOBOTECUCHUH.

Ha ¢one npumenenus aueHorecta MOTYT YCHJIMBATHCS MAaTOYHBIE KPOBOTEUYEHUS, HAIpUMED, Y
JKEHIIIUH C aJICHOMHUO30M WM JIeHOMUOMOM MaTKu. OOUJIbHBIE U MIPOJIOJDKUTENBHBIE 110 BPEMEHHU
KPOBOTEUYEHHsI MOTYT MPUBOAUTH K aHEMUU (B HEKOTOPBIX clydasx TsDkenoi). B Takux ciydasx
CIIeTyeT PacCMOTPETh BOIPOC 00 OTMEHE MPUMEHEHUS Mpernapara DHIOMEKIHH.

HM3MeHeHnss MUHEPIEHOM IOTHOCTHA KOCTHOM TKanu (MIIK)

Bpau nomxeH paccMOTpeTh MOJb3y IIpenapara o OTHOIIEHHUIO K BO3MOXKHBIM pUCKaM I KaXI0U
NAallMEeHTKU, TaKKe MPUHMMAas BO BHUMaHHE BO3MOXKHOCTh BO3HHMKHOBEHMs (DaKTOpOB pHCKa
pasBUTHsL OcCTeonopo3a (Hampumep, IUcMeTaboIndecKkas OCTeonaTHs, CEeMEHHBIH aHaMHe3
0CTE0NO0pO3a, HU3KUI MHAEKC MACChl Tela WM PACCTPOMCTBA IUILIEBOIO MOBEACHHUS, JJINTENBHOE
IPUMEHEHHUE JIEKapCTB, KOTOpblE MOTYT YMEHBUIMTh KOCTHYIO  Maccy, HampHuMep,
IIPOTUBOCYAOPOKHBIE JIEKAPCTBEHHBIE CPEJICTBA WM TIIIOKOKOPTHUKOWABI, IIPEAIIECTBYIOIINE
HepeoMbl BCIIEICTBHE HE3HAYUTEIbHON TPaBMBI, 3JI0YMOTPEOICHHE aJIKOToJIeM H/HIIU KypeHHe).
XKenmuuam 1r000r0 BO3pacTa BaKHO NPHUHUMATh KajdbLMHA M BUTaMHH D, BHEe 3aBUCUMOCTH OT
coOIOICHHSI ONIPEJIETICHHOM TUEeThl WM MPUMEHEHHS] BATAMUHHBIX J00aBOK.
¥V B3pocnbix nanueHTok cHmxkenus MIIK otmeueno He 6bL10.

eTH
[Ipn nmpumeHeHun aAueHorecTa y moapoctkoB (12 — 18 ner) B Teuenue 12 mecsien jedeHus: ObLIO
ormeueHo camkerne MITK nosicanaroro otaena B cpeqaem Ha 1,2%. [Tocie mpekpanieHus JIe4eHus
MIIK y naHHBIX MAIMEHTOK CHOBA YBEJIIMYNJIIACH.

Cumxkenne MIIK BbI3bIBaeT 0COObIE ONAceHUS B IMOoAPOCTKOBOM BO3paCTe W B CTapuieM
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MOJPOCTKOBOM BO3pacTe, IMOCKOJIbKY 3TO OCOOcHHO (BaxHBIR iepro ! Husl CpoCrall Kotreii.

HewussecTtHo, BiusieT u cHrkenre MIIK Ha MakcMMaabHYI0 KOCTHYIO MacCy y IaHHOM MOMYJISIIAN
U TIOBBIIIAET JIM PUCK NIEPETIOMOB B JalIbHEHIIIEM.

Jlpyrue cocTossHus

[MTanreHTKy ¢ Aenpeccueil B aHaMHE3e HYXKIal0TCs B TIIATEIbHOM HaOmoaeHuu. Eciu nenpeccus
PELUIUBHPYET B CEpbe3HOU (hopMe, Tperapar CieayeT OTMCHHTD.

B 1iennom nueHorecta, 1o BCei BUIMMOCTH, HE BIIUSACT Ha apTepralibHOe naBicHue (AJl) y )KeHIIUH
¢ HopManbHbiM AJl. OmHako eciau Ha (POHE NPUMEHEHHUS JUCHOTeCTa BO3HHKACT CTOMKas
KJIMHUYCCKH 3HAa4YMMasi apTephajbHas THUIIEPTEH3Us, PEKOMEHAYETCS OTMEHUTh mpenapar u
Ha3HAYUTh TMIIOTEH3UBHOE JICYEHUE.

[Tpu peruauBe X0NeCTAaTUISCKOMN KENTYXH H/UITH XOJIECTATHYECKOTO 3Y/1a, BIIEPBbIC BO3HUKIIIUX HA
¢doHe OEpeMEHHOCTH WM MPEANICCTBYIOMIEIO MPUMEHEHHS IOJOBBIX TOPMOHOB, Iperapar
HEO0XO0IMMO OTMEHHTD.

JlueHorecT  MOMKET  OKa3blBaTh  HE3HAYUTEIbHOE  BIMSHHUE Ha  nepudepuuecKyro
WHCYJIMHOPE3UCTCHTHOCTh U TOJEPAHTHOCTh K TJIOKO3€. JKCHIMHBI, CTpalaloline CaxapHbIM
nrabeToM, B OCOOCHHOCTH TPU HAIMYHMK CaxapHOro auadera OCpEMEHHBIX B aHAMHE3€, BO BpEMsI
NPUMEHCHHS JUCHOTECTa HY)KIAI0TCS B TIIATSILHOM HAOJIIOICHHUH.

B HEKOTOphIX clydasXx MOXET HMMETh MECTO XJioa3Ma, OCOOCHHO Yy JKCHIIUH C XJI0a3MOWM
OepeMeHHBIX B aHaMHe3e. JKeHIIMHAaM, CKJIOHHBIM K Pa3BUTHIO XJIOA3Mbl, B IICPUOI IPUMEHECHHUS
npemnapara ciieyeT n3beraTh BO3ACHCTBHUS COJTHIIA HITH YIbTPadHOIETOBOrO U3TydeHus. Bo Bpems
NpUMEHCHHS TIperapaTa MOTYT BO3HHUKATh MEPCHCTUPYIOIIHE (DOJIHKYIBl B SUYHHKAX (4acTO
Ha3bIBaeMble ()YHKIIMOHAILHBIMU KUCTAMHU SIMYHUKOB). B OOJIBIIMHCTBE CITy4acB HAIMYHE TAKUX
(GOJUTMKYIIOB HOCHT aCHMIITTOMATHYECKUH XapaKTep, XOTs HEKOTOPhIE MOTYT COINPOBOKIATHCS
00/IBI0 B 00JIaCTH Ta3a.

BcnomMmorarennHble BellecTBa

Jlakmo3sa

[lanpeHTaM C peaKo BCTpEYArOLIEHCs HACIEICTBEHHOW HENEPEHOCUMOCTBIO TajaKTO3bl,
neUIUTOM JIaKTa3bl JOMaped WM TJIIOKO30-TATaKTO3HOW MalbaOcopOuueld He clemyeT
MIPUHUMATH JTOT TMpernapar.

Meaumackoe 00cIe0BaHne

[lepen HauanoM WM BO3OOHOBIEHUEM MPUMEHEHHS Tpernapara DHIOMEKINH CIeAyeT MOAPOOHO
03HAKOMUTHCS C UCTOpPHEH OOJEe3HU MAIlMEHTKH M MPOBECTH (DU3UKAIBHOE U THHEKOJIOTUYECKOE
oOcnenoBanue. Yacrora U xapakrep Takux OOCIEIOBaHUI JOKHBI OCHOBBIBATHCS Ha
CYIIECTBYIOIIMX HOPMax MEIUIIMHCKOW MPaKTUKH MPH HEOOXOIUMOM YYeTe WHIWUBUIYaTbHBIX

0CcOOEHHOCTEH KakJ10M MarMeHTKH (HO He pexke 4eM 1 pa3 B 3 — 6 MecsIeB) U TOJDKHBI BKIIIOYATh
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U3MEPEHUE apTePUAILHOTO JABJICHUS, OICHKY COCTOSTHUS MOndaHkixBkaites] opranon: OpiddiHoi

COOTBETCTBYET SKCNEPTHOMY OTUYETY

IMOJIOCTHU M TAa30BBIX OPraHoOB, BKJIIHOYas HUTOJIOIUIO IIEHKN MaTKH.

4.5. B3aumojaeiicTBHe ¢ APYIMMH JIEKAPDCTBEHHBIMH MpenapaTtaMd W Jpyrue BH/bI
B3aUMO/eHCTBHUS

BausHue Ipyrux JIeKapCTBEHHBIX CPEJICTB HA JIMCHOT'ECT

['ecTareHsl, B TOM YHCIE JUEHOTECT, METaOOJU3UPYIOTCS NPEUMYILECTBEHHO C Y4acTHEM
uzodepmeHTOB cuctembl nutoxpoma P450 3A4 (CYP3A4), pacrnonokeHHOW KaK B CIM3UCTON
KUIIeYHNKa, Tak ¥ B nedeHu. CrenoBarenbHo, UHAYKTOPH! uian uHruoutopsl CYP3A4 moryr
BJIMATH HAa METa0O0JIM3M I'eCTareHHbIX MIPErnaparoB.

[ToBbIIIEHHBIN KIMPEHC IOJIOBBIX T'OPMOHOB, OOYCIOBICHHBIM MHAYKIHEH (EpPMEHTOB, MOKET
NOPUBOJNTh K CHIDKCHHIO TEepameBTHUECKOro »H¢¢eKkra ITueHorecrta, a TakKe BBI3BIBATh
HexxenarenbHbie peakuuu (HP), HanmpuMep n3MeHeHne xapakTepa MaTOYHBIX KPOBOTEUCHHIH.
CHuxeHue KIMpeHca IO0JIOBBIX TOPMOHOB B CBA3M C HMHTMOMpPOBAaHUEM (EPMEHTOB MOXKET
YBEJIMYMBATh SKCIO3UIHUIO TUEHOrecTa U BbI3biBaTh HP.

Bewecmsa, nogviwarowjue KiupeHc NONOBbIX 20PMOHO8 (CHUdCeHUe d¢hgekmuseHocmu nymem
uHOyKyuu hepmenmos)

®deHuTouH, O0apOUTYypaThl, NPUMMJOH, KapOama3zenuH, pU(paMIULIUH, a TaKXKe, BO3MOXKHO,
OKckap0Oa3zenuH, Tonupamar, ¢enbdamar, rpuseodyibBUH U Mpenaparbl, cojeprkamue 3Bepodoit
IIPOIBIPSIBJICHHBIM.

WNupyknust GepMeHTOB, Kak MPaBUIIO, OTMEYAETCS Yepe3 HECKOJIBKO JHEH Tocie Havajla Teparnuy,
MaKCUMaJIbHasi MHAYKIUS OTMEYAETCs] B TeUEHUE HECKOJIBKUX HEEIb U 3aTeM MOXKET COXPaHAThCS
B TeueHHE 4 He/leNb M0CIe MPEKPAIeHNs TePauH.

A dexr nnaykropa CYP3A4 pudamnuinmna nzyyancs y 3A0pOBBIX KEHIIMH B MOCTMEHOIAY3e€.
[Ipr ogHOBpEeMEHHOM TpPHUMEHEHHH pudaMIUIMHA C TabJeTKaMHu, COACPIKAIIMMU JCTPaauoia
BaJIEpPaT/TUEHOTECT OTMEUYAIOCh CYIIECTBEHHOE CHW)KCHHWE pPAaBHOBECHOW KOHIICHTPALUU H
CHUCTEMHOW SKCIO3UIMU JueHorecta. CHUCTeMHas SKCHO3MIMSA JHWEHOrecTa MPHU pPaBHOBECHOM
KOHIIEHTpaluu, onpenensemas no senmunne AUC (0-24 1), 6buta camkena Ha 83 %.

Bewecmea c sapuabenvHuim 61UAHUEM HA KTUPEHC NOJIOGbIX 20PMOHOE

[Tpu coBMECTHOM MPUMEHEHHUHU € MOJIOBBIMH TOPMOHAMHU MHOTHE Tpernapatsl i JedeHuss BUY u
rematuta C W HEHYKJICO3UIHBIE MHTHOUTOPHI OOpAaTHON TPAHCKPUNTA3bl MOTYT YBEIWYHUTDH WIH
CHHU3UTh KOHIIGHTPAIIMH MPOTECTHHOB B IIa3Me KPOBH. B HEKOTOPHIX CITydasX TaKue M3MEHEHHS
MOTYT OBbITh KITMHUYECKH 3HAUUMBIMH.

Bewecmea, chudicarowyue KiupeHc noioeblx 2OpMOHOE (UH2UOUMOPbL hepMeHmos)

JueHorect siBisiercsi cyoctparom ruroxpoma P450 (CYP) 3A4.



COOTBETCTBYET SKCNEPTHOMY OTUYETY
ot 14.04 2025 K= 3900
BricokoakTiBHable HHTHOUTOPBI M nHTHOUTOPEI CYP3A4 [d (yMepeHi T akTikHOCTB O HATIPIMED,

a30JbHbIC (YHTUIIUIBI (MTPAKOHA30JI, BOPHUKOHA30J, (DIIyKOHA30JI), BepamaMuil, MaKpOJIHIbI
(KITapUTPOMUIIMH, APUTPOMUIIMH), AUITHA3eM U TpelndpyToBBIH COK MOTYT HPUBECTU K
YBEJIUYCHUIO KOHIICHTPAIIMU FeCTareHa B 1mjia3mMe KpoBH.

B omHoMm wmccnemoBanuu, B mporecce Kotoporo wusydaincs 3¢dexr uaruouropo CYP3A4
(KeTOKOHAa30J1a, IPUTPOMHULIMHA), KOHIEHTPALlMU 3CTPaJMOiIa Bajepara M JUEHOrecTa B IIa3Me
KPOBH TpPU DPABHOBECHOH KOHIIEHTpallMM OBbLIM TIOBBIIIEHBl. B cilyuae OJIHOBPEMEHHOIO
NPUMEHCHHS ¢ MOIIIHBIM HHTHOUTOPOM KeToKkoHa30 10M Bennuraa AUC (0—24 4) mpu paBHOBECHOM
KOHLEHTpalluu Yy JAHeHorecta Bo3pocia B 2,86 pasza. Ilpy ogHOBpEMEHHOM INPUMEHEHHH C
ymepennbiM naruouTopom CYP3A4 sputpomunnaom Bennurnaa AUC (0-24 4) y aqueHorecTa npu
PaBHOBECHOM KOHIIEHTpaUuu yBenuuwiacb B 1,62 pa3a. KimHuueckoe 3Ha4YeHHE 3THX
B3aWMO/JICHCTBUI HE BBISICHEHO.

Bausaue JUCHOI'CCTAa Ha APYTHEC JICKAPCTBCHHBIC NIPCIIapaThl

Wcxonast W3 JMaHHBIX HCCICIOBAHUM WHTHOMpOBAaHUS N VItr0, KJIMHHUYECKH 3HAYAMOE
B3aMMOJICHCTBHE JUEHOTecTa C APYTMMHU JIEKAPCTBEHHBIMU IpernapaTaMu, MeTa0oIu3UpyeMbIMU
MOCPeICTBOM (DepMEHTOB cucTeMbl IuToXpoma P450, manoBeposiTHO.

B3aHMOZ[€I>'ICTBH€ C IMUIIICBBIMU ITPOAYKTAMU

HpI/IeM IMUIOIA ¢ BBICOKUM COACPIKAHUCM JKUPOB HE BJIMA HaA 6I/IOI[OCTy1'IHOCTB JUCHOICCTA.

Jlpyrue BUIBI B3aUMOJCHCTBHS

[IpuMeHeHHe TrecTareHoB MOXET BIMATb Ha Pe3ylbTaTbl HEKOTOPBIX J1abOpaTOPHBIX
UCCJIEIOBaHUM, BKJIIOYasi OMOXMMHUYECKHE MapaMeTpbl QYHKIUU MEYEHH, IUTOBUIHON KEJe3bl,
Ha/IMTOYEYHUKOB U NIOYEK, IIa3MEHHbIE KOHLIEHTpAIlMK OeNKOB (-HOcuTeNeil), HarnpuMep, Gpakiuuu

J'II/IHI/II[OB/J'II/IHOHpOTeI/II[OB, napaMeTphbl YIiI€BOJAHOI'O oOMeHa u napaMeTpbl CBEPTHIBAHUA.

4.6. ®epTUIBHOCTH, 0€PEMEHHOCTH U JAKTAHSA

bepemeHHOCTD

OnbIT IpUMEHEHHsI TUeHorecTa OepeMEeHHBIMU KEHIIIMHAMU OU€Hb OTpaHuueH. B uccnenoBanusx
Ha JKMBOTHBIX PEMPOIYKTHBHOW TOKCHYHOCTH, T€HOTOKCHYHOCTH W KAaHIEPOTCHHOCTH IPH
NPUMECHEHWN TIperapaTa He BBISIBJICHO. J[MeHorecT He JO0DKeH Ha3HadaThCs OepeMEHHBIM
JKEHIIIMHAM, B CBSI3M C OTCYTCTBHEM HEOOXOIMMOCTH JICYCHUS DHJOMETpPHO3a B TEPHUOJ
OepeMEeHHOCTH.

JlakTarms

[Tprem areHOTECTA B IEPUO]T TPYIHOTO BCKAPMITHBAHMS HE PEKOMEH/I0BaH, TaK KaK MCCIICIOBAHUS
Ha JKUBOTHBIX TMOKA3aJIM, YTO TUEHOTECT MPOHHUKAET B IPYAHOE MOJIOKO. Pelienre o mpekparieHuu

TPyAHOTO BCKapMIIMBAHUSA HIIN 00 oTkaze oT npruemMma 3HI[OMCKJ'H/IH3. IMPUHHUMACTCA UCXOOs H3
8



COOTBETCTEYET ZKCNEPTHOMY OTUYETY
ot 14.04 2025 N= 5300
OILICHKHA COOTHOIICHHS TIOJIb3bl TPYAHOTO BCKapMuBaHus | Iiis pelOénka, Momdsssbl AeudHiist | ns

KCHIIIHUHBEI.

DepTUILHOCTE

CornacHo UMEIOIIMMCS JaHHBIM, BO BpeMsl IIPUMEHEHUS TMEHOrecTa y OOJIBIIMHCTBA MAIIMEHTOK
MPOUCXOAUT TMOJaBieHue OByJIAuH. OJHAKO JMEHOTeCT HE SBISETCS KOHTPAICITHBOM.
KontpanentuBaas 3(PeKTHBHOCTh HE M3ydanach y Ipemnapara DHIAOMEKINMH, OJIHaKO, KaK OBLIO
MOKa3aHOo B MiCClieIoBaHUH, Yy 20 JKCHIIMH /10332 JUEHOTeCTa 2 MT T0JIaBJisyia OBYJIAIMIO Yepe3 1
MECSIII JICUCHUS.

CornacHO UMEIOIIMMCS TaHHBIM, (PU3HOJIOTHYSCKUN MEHCTPYaIbHBIN MUK BOCCTAHABIMBACTCS B

npeacinax 2 MCECALCB IIOCJIC NPEKPAINCHUA ITIPUMEHCHUA JUCHOTI'CCTA.

4.7. BuusiHMe Ha CHOCOOHOCTH YNPaBJAATHL TPAHCIOPTHBIMHM CpeACTBAMHM M padorarh ¢
MeXaHU3MaMu

He oTMeuyeHO OTpULATEIBHOIO BIMSAHUS JUEHOrecTa Ha CIOCOOHOCTb K  YIPaBJICHUIO
TPAHCIIOPTHBIMU CPEACTBAMU U MEXaHU3MaMU, OJHAKO MALMEHTKH, Y KOTOPBIX B TEYCHUE IIEPHOIA
ajantauuu (mepsble 3 Mecsila NPUMEHEHUs Mpenapara) OTMEYAIOTCs HApyLIEHUS KOHLEHTPALUU

BHUMAaHUs, JOJIP)KHBI CO6JIIOIIaTI) OCTOPOIKHOCTD.

4.8. HexenarejibHble peaKIHU

Pesrome nnpoduiast 0e30macHOCTH

HP Bo3HMKarOT wyamie B NEpBbIE MECSIbl MpHUEMa JUEHOreCTa, M CO BPEMEHEM HX YHUCIO
ymenbinaercs. K naunbonee yacteiM HP oTHOCSTCS: KpoBOT€ueHHsS M3 Blaraiuiia (BKIIOYas
Ma)KyIIHe BbIICTIEHUS, METPOPPAruu, MEHOpparuu, HeperyysipHble KpOBOTEUEHUS ), TOJIOBHAS OOIIb,
JTUCKOM(OPT B MOJIOYHBIX Keje3axX, CHIDKCHHE HACTPOCHUS U aKHE.

B Tabmune 1 mpuBomsitcss HP, pacnipenenennsie mo kiaccam cuctembl opraHoB. HP B kaxmoii
YaCTOTHOW TpYIINe MPECTaBICHbI B TOpsIKe YOBIBaHHS 4acTOThl. YacToTa ompenensercs Kak
"gacto" (ot >1/100 mo <1/10) u "Hewacto" (ot >1/1000 mo <1/100).

TabnnuHoe pE3IOME HEXKENATCIILHBIX PEaKIMH

CucTeMHO-OpPraHHbI Yacro (=1/100, no <1/10) Heuacto (=1/1000, o <1/100)

KJIacC

HapylLIeHUs CO CTOPOHB] Anemus
KpOBU M JUM(paTHUYECKOH

CUCTCMBI

HapyLICHHUA MeTa0oau3Mal YBelInueHHe MacChl Tejla CHIKEHHE Macchl Tena




COOTBETCTBYET SKCNEPTHOMY OTUYETY

ot 14.04 2025 Nz 3900
W TIUTaHUS [0 IToBb mEHHddninetural & 0004)
MICUXHYECKUC CHMKEHHOE HACTPOCHHE TpeBOKHOCTB
HapyLICHUS Hapymenue cHa (BKIHOYast Jenpeccust

OECCOHHMUITY)
HepBo3Hoctb
[ToTepst mubuI0

HUsmenenue HAaCTPOCHHA

IIepenansl HacTpoeHU

HApYLIEHUS CO CTOPOHBI

T'onoBHas 00Jib

JHucbananc nepedepuyeckoit

HEPBHOM CUCTEMBI MUTPEHb HEpPBHOM CUCTEMBI
Hapymenue BHuManus

HapyLIEHUsI CO CTOPOHBI OmrymieHue cyxocTu rias

Oprasa 3peHust

HapyILEHHs CO CTOPOHBI 3BOH B yIax

opraHa ciyxa u

nabupuHTa

HapyLIEHUsI CO CTOPOHBI Heyrounennoe HapyiieHue

cepaLa KpOBOOOpaIIeHUs
Omymienue cepaeOueHus

HapyLIEHUsI CO CTOPOHBI ApTtepuanbHasi THIIOTEH3US

COCYZIOB

HapyLIEHUsI CO CTOPOHBI Opplka

JIBIXaTEeIbHON CHCTEMBI,

OpPraHoB I'PYAHOMN KIETKU

U CPEOCTEHUs

KenyJqouHo-Kumeynole | TomHoTa Huapest

HapylIeHUs bonu B obnactu sxuBoTa 3amnop

(BkitO4ast 00JIM BHUBY
KHUBOTa U OOJIH B
SIUTaCTPHH)
Mereopusm

Owynienre pactiupanus
KHUBOTA

PBoTa

JuckoMdopT B 0051aCTH KUBOTA
BocnanurensHbie 3a001eBaHus
KEITYJTOYHO-KHUILIEYHOTO TPAKTA

T'uarusur
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ot 14.04 2025 N= 3300

COOTBETCTBYET SKCNEPTHOMY OTUYETY

HapyLICHUsI CO CTOPOHBI
KOXH U MOJAKOKHBIX

TKaHel

AxnHe

(nc

(CYx0drE Rkl EHOCTE 0004)

Anonenus

[M'uneprunpos

3yn

AHOManuu pocra BoJoC, B TOM
YUCJIe TUPCYTU3M U TUIIEPTPUXO3
OHuxokna3us

[TepxoTh

Hepmartur

Peakun poTOUyBCTBUTEIIEHOCTH

Hapymenne nurmenranuu

HApYLIEHUS CO CTOPOHBI
MBIIIICUYHOM, CKEJICTHOM B

COENUHUTEILHOU TKAaH!

bonu B cinue

boim B kocTax

CrasM MBIIIII

Boim B koHEUHOCTAX
OuryieHue TSKeCTU B

KOHCYHOCTAX

HApYLIEHUS CO CTOPOHBI
II0YEK U MOUYEBBIBOIALIUX

nyrei

Nudexmus MOYEeBBIX myTeit

(BKJIFOYAS LIUCTHT)

HapyILIEHUs CO CTOPOHBI
PENpOyKTUBHOU
CUCTEMBI U MOJIOYHBIX

KCEJIC3

JuckoM@OpT B MOJIOYHBIX
xKene3ax (BKITrouas
YBEJIMUEHUE MOJIOYHBIX
xKeJe3 U 0071 B MOJIOYHBIX
Kese3ax)

Kucra suunuka (Bxirovast
reMOPpParu4ecKyro KHUCTY)
[Ipunusel xxapa

MaTouHble KPOBOTEUEHMUSI/

KpPOBOTCUYCHH U3 BJlarajiviia

(BKIJTIOUAs MAXKYIITHE
BBIJIEJIEHUS], METPOPPAru,
MEHOpparuu, HeperyisipHbIe
KpOBOTEUEHHUS)

AwmeHopes

Kanaunos Brnaranuima

CyXO0CTb CITU3UCTON BYJIBBBI U
BJIarajauina

Beizienenus 13 MoIoBBIX OPraHoOB
Bbonu B TazoBoit obnactu
ATpoduueckuil ByJTbBOBarHHUT
®uOpOo3HO-KUCTO3HAS
Macronarus YIJIOTHEHHE

MOJIOYHBIX KEJIC3

11




COOTBETCTBYET SKCTNEFTHOMY OTHETY

ot 14.04.2025 Nz 9900

o0LIMe HAPYLIEHHS U Acrennueckoe cocrosuue [[10OMekl (BAdEdstotekina)l 04 )
PEaKIUK B MECTE (BKJIIOYAsT YTOMIIIEMOCT,
BBEJICHUS ACTEHMIO U HEJIOMOTaHUE)

PaznpaxurenbHOCTh

COO6H_IGHI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PECAKIINAX

Baxxno cooOmath 0 mogo3peBaeMbix HP mocie peructpaiuu JeKapcTBEHHOTO Mperapara ¢ Helbo
o0OecrieueHnsT HETPEPHIBHOTO MOHHUTOPHUHTA COOTHOIICHHS <«I10JIb3a — PHUCK» JIEKAPCTBECHHOTO
npemnapara. MeIUIIMHCKUM pabOTHUKAM PEKOMEHIYETCs COO0IaTh O IFOOBIX moao3peBaeMbix HP
JICKApCTBEHHOTO TMIperapara 4Yepe3 HaIlMOHAJIBHBIE CHUCTEMBI COOOIICHHS O HeXKeIaTelbHbBIX
PEaKIHAX roCcyIapcTB — WieHOB EBpa3uiickoro 5KOHOMHUYECKOTO COr03a.

Poccuiickas ®@eoepayus

®depnepanbHas cinyx0a o Haa30py B cdepe 3apaBooxpanenus (PoczapaBuanzop)

Anpec: 109012, Mocksa, CnaBstHCKas IJ101aib, 1. 4, cTp. 1

Tenedonsr: +7 (800) 550-99-03, +7 (499) 578-06-70, +7 (499) 578-02-20

daxc: +7 (495) 698-15-73

OnekrponHas modra: pharm@roszdravnadzor.gov.ru

Anpec B untepuere: https://www.roszdravnadzor.ru

Pecnybnuxa Kazaxcman

«HanuoHanbHBI LEHTP JKCHEPTU3Bl JIEKAPCTBEHHBIX CPEACTB M MEIUIIMHCKUX HW3JICIUN»
Komutera MeaunmHckoro u (hapMareBTHUECKOro KOHTPOJNsi MUHHCTEpCTBAa 3apaBOOXpaHEHHS
Pecniy6nuku Kazaxcran

Anpec: 010000, r. Actana, paiion baitkonsip, yi. A. Umanosa, 13 (BL] «Hypcayner 2»)

Tenedon: + 7 (7172) 23-51-35

OnextponHas nmouta: farm@dari.kz

Anpec B unTepHere: http://www.ndda.kz

Pecnyonuxa Benapyco

VII «LleHTp dKCrepTU3 U UCIIBITAHUH B 3PaBOOXPAHECHUN»
Anpec: 220037, r. Munck, ToBapureckuii miep. 2a
Tenedon: +375 (17) 242 00 29

@axc: +375 17 252 53 58

OnekTponHas nourta: rcpl@rceth.by

Anpec B unTepHere: http://www.rceth.by
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COOTBETCTBYET SKCTNEFTHOMY OTHETY

ot 14.04 2025 N= 5300
Pecnybnuxa Apmenus (MOCNEOQBATENEHOCTE 0004)

«Hay4HbIil HEHTp HSKCHEePTHU3bl JICKAPCTB M MEAMIMHCKUX TEXHOJOTMH WM. akaJeMuKka O.
I"abpuensna» AO3T

Anpec: 0051, r. EpeBan, ip. Komuraca 49/5

Tenedonst ropstaeit muann: +374 10 20 05 05; +374 96 22 05 05

dakc: +374 10 23 21 18

DnexTpoHHas moyra: Vigilance@pharm.am

Anpec B untepHere: http://pharm.am

Kupeusckas Pecnyoauka

JlemapTaMeHT JIEKapCTBEHHBIX CPEJICTB M MEIUIMHCKUX U3AeIuil mnpu MuUHUCTEpCTBE
3npaBooxpaneHus B Keipreizckoit PecrryOmmke

Anpec: 720044, r. bumikek, yn.3-a aunus, 25T

Tenedon: (996) 312-21-92-86

dakc: (996) 312-21-05-08

Onekrponnas moura: dismi@pharm.kg

Anpec B untepHere http://www.pharm.kg

4.9. Tlepeno3upoBkKa

O cepbe3HBIX HAPYIICHUSIX MPH MEPETO3UPOBKE HE COOOIIATIOCH.

CHMITOMBI

[Ipu mepeno3upoBKEe MOTYT OTMEYATHCS CIEAYIOIIUE CHMIITOMBI: TOIIHOTA, PBOTA, Ma)xKyIlIue
KPOBSTHUCTBIE BBIJICTICHUS UJTH METPOPpArusl.

JleueHme

CHGHI/I(l)I/I‘-I@CKOl"O AHTUA0Ta HET, CJICAYCT IIPOBOAUTE CUMIITOMATHYICCKOC JICUCHUC.

5 ®APMAKOJIOT'MYECKHUE CBOMCTBA

5.1. ®dapmakoguHAMUYECKHUE CBOICTBA

q)apMaKOTepaHeBTI/IquKaSI rpymma: IIOJOBbBIE TOPMOHBI W  MOAYJIATOPBL MOJIOBOU CHCTCMBI,
TeCTAarcHeul; MpOMN3BOJHBLIC ITPETrHAAUCHA

Koxg ATX: GO3DBO08

Mexanuszm geficTBus

Jluenorect BO3/IEHCTBYET HAa YHAOMETPHO3 ITyTEM TTOIaBJICHHS TPOPUIECKUX I(DPEKTOB ICTPOTCHOB
B OTHOIIIEHUU 3YTOMUYECKOTO M SKTOMUYECKOTO SHIIOMETPHUSI, BCICICTBUE CHHKEHUS MPOIYKIIUU

9CTPOIr'CHOB B ANMYHUKAX U YMCHBIICHHUA UX KOHILICHTPAIIUU B IJIa3MC.
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[Ipu mpoJOIDKUTENEHOM IPUMEHEHHN BBI3bIBACT [HAYATbHY IO fcTiv flya mushmitio Hkann SHioMeTpust

¢ Tocneyronieit arpodueit SHIOMETPHOUTHBIX OYaroB.

dapmakognaamuyeckue 3P HeKTel

JlueHorect SBISETCS IPOU3BOJHBIM HOPTECTOCTEPOHA, XAPAKTEPU3YsSChb aAHTHAHIPOTEHHOU
AKTUBHOCTBIO, COCTABIISIIOIIEH HPUMEPHO OJHY TPETb OT AaKTMBHOCTM LMIIPOTEPOHA aleTara.
JlreHorecT CBSI3bIBAETCS C PELIENTOPAMHU IIPOrecTEpOHa B MaTKe uyenoBeka, obmanas juub 10 %
OTHOCHUTEIIBHOTO CpOJICTBA IporectepoHa. HecmMoTps Ha HHU3KOE CPOACTBO K peLENnTOpam
IPOTeCTEPOHa, JMEHOI'eCT XapaKTePH3YeTCs MOIIHBIM IPOTreCTareHHbIM AP deKToM In  VIVO.
Juenorect He 007amaeT CyIIECTBEHHOH aHJPOr€HHOW, MHUHEPATOKOPTHKOUIHON — HIIU
TIIFOKOKOPTUKOUIHON aKTHBHOCTBIO iN VIVO.

Kinnanueckas 3¢ dekTUBHOCTE U 0€301aCHOCTh

[IpeumymiecTBO JaueHorectTa IO CpPaBHEHHIO C Iulaliedbo B OTHOLIEHMM Ta30BOW 0oy,
ACCOIIMMPOBAHHOM C SHJOMETPHUO30M, OBLIIO TPOJAEMOHCTPUPOBAHO B KIIMHUYECKOM HCCIICIOBAHN,
B KOTOpO€ ObLIM BKIIIOUEHBI 198 manmeHToK, MpoJoHKUTENbHOCTIO 3 Mecsua. Ta3oByro 0oib,
ACCOLIMMPOBAHHYIO C DHJIOMETPUO30M, OIICHHBAJIM MO BU3yaldbHOW aHanoroBoi mkaine (BALL, 0-
100 mMm). Yepes 3 mecsma jedeHHs] JUEHOTECTOM Oblila MOKa3aHa CTaTUCTUYECKH JOCTOBEpHas
pasHuIa B cpaBHeHUU ¢ manebo (A = 12,3 mm; 95% JIU: 6,4-18,1; p <0,0001), a Takxke KIMHAICCKU
3HAYUMOE€ yMEHbIIIEHUE OOJIM MO0 CPABHEHMIO C UCXOJHBIMU MOKa3aTensiMu (cpennee = 27,4 Mmm +
22,9).

Uepes 3 mecsna neuenus y 37,3% MalMeHTOK OTMEYEHO YMEHBIIICHHUE MHTCHCHUBHOCTH Ta30BOMU
0oy, accOIMUPOBaHHOW ¢ »SHAOMeTpuo3oM, Ha 50% wu Oojee Oe3 TOBBIMICHUS O3B
JIOTIOJTHUTEIBHOT0 00€300JIMBAIOLIET0 CPEACTBA, KOTOpoe OHM HpuHUManu (ruianedo: 19,8%); y
18,6% malMeHTOK OTMEUEHO YMEHBIICHHE WHTEHCHBHOCTH Ta30BOW OOIHM, acCCOIMHUPOBAHHOM C
SHJIOMETPHUO30M, Ha 75% u Oosnee Ge3 MOBBIIEHUS O3Bl JIOMOJIHUTEIBLHOTO 00€300IMBAIOIIETO
CpencTBa, KOTOpoe OHU puHUMaiu (1anedo: 7,3%).

B npoanenHoi oTKpBITOI (haze 1aHHOrO II1ale00-KOHTPOIUPYEMOTO HCCIeI0BaHUS Ha0I10/1a10Ch
YCTOWYMBOE YMEHBIIEHHWE Ta30BOM OONMM, aCCOLUMHUPOBAHHONW C DHIOMETPHUO30M, TIpHU
MPOJIOJKUTENIBHOCTH JIeUEHHUd 10 15 mecsues.

PesynpraThl  1U1a1Ie060-KOHTPOJIUPYEMOTO  HMCCIIEIOBAHMS OBLIM  TOATBEP)KICHBI JTaHHBIMH,
MOJIYYCHHBIMH B XO7l¢ 0-MECSAYHOTO HCCJICJIOBAHHWS B CPAaBHEHWW C aroHUCTOM TOHATPOIHMH-
pw3uHT TopMoHa (I'aPD), BkmoyaBmieM 252 manueHTKH ¢ YHIOMETPHUO30M.

B Tpex uccnemoBaHHSAX, B KOTOPBIX B OOIIEH CIOXXHOCTH TPHUHSIIO ydacTue 252 MalueHTKH,
MOJIyYaBUIMX CYTOYHYIO 103y AHEHOrecra 2 Mr, ObUIO MPOJAEMOHCTPUPOBAHO CYIIECTBEHHOE
YMEHbIIIEHNE HIOMETPUOHIHBIX 0UaroB yepe3 6 Mecs1eB JICUSHHUS.

B nebounbmioMm uccnenoBanuu (N=8 Ha KaXkJyI0 J030BYIO TpYIIy) ObUIO MMOKA3aHO, YTO CyTOYHAs
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COOTBETCTEYET ZKCNEPTHOMY OTUYETY
ot 14.04 2025 N= 5300
n03a B BujAe | Mr jaumeHorecta BbI3biBaeT mojiaBicHué! |08y Hiothe|HHMechal médenus.

KontpanentuBaast 3¢G(EeKTUBHOCT, OHUEHOTeCTa HE ObUIa H3ydeHa B 0Oojiee MacIITaOHBIX
UCCJICIOBAHUSIX.

YpoBeHb AHIOTEHHBIX 3CTPOTr€HOB YMEPEHHO MOIABIISIETCS] BO BPEMsI JICUEHUS IMEHOT€CTOM.
MunepanpHas wioTHOCTh KocTHOM TKanu (MIIK) onenuBanacy y 21 B3pocioil MalMEHTKH 0
Hayaja JeueHus U uepe3 6 Mecs1eB IpUMEHEHHs penapara, CHIKeHus cpenero nokaszarens MITK
OTMEYEHO He ObLIO.

VY 29 nanueHToB, MoayJYaBImMx Jiednpopenun anerar (JIA), depe3 TOT ke mepuoj BpeMeHU ObUIO
OTMEUEHO CHIKEHUE B cpenHeM Ha 4,04% + 4,84 (A mexny rpynnamu = 4,29%; 95% IM: 1,93 -
6,66; p <0,0003).

Hannvie no 6ezonacHocmu y noopocmkos

be3onacHocts nuenorecta B orHomeHuu MIIK Obuia uccienoBaHa B HEKOHTPOJIMPYEMOM
KIIMHUYECKOM Ucclie/oBanny B TeueHue 12 mecsmeB y 111 mamuenTok (12—18 net, mociie MeHapxe)
C KJIMHUYECKU MOA03PEBAEMBIM WJIM TOATBEPKICHHBIM 3HIOMETpHO30M. CpeHee OTHOCUTENBHOE
u3MmeHnenue nokazatens MIIK moscHuyHOro otnena mo3BoHOYHHKA (1M03BOHKK L2 — L4) y 103
NAIUEHTOK [0 CPAaBHEHUIO C MCXOJHBIM IIOKa3aTejaeM cocTaBuio -1,2%. Y rpymmbl NalueHToK, y
KOTOpbIX HaOmoxanocs camkenne MIIK, yepe3 6 mecsieB mnociae OKOHYAHMS JICUCHUS] B paMKax
nepuoa MpoAOKEHHOT0 HaOII0IeHHS JaHHBIN apaMeTp CHOBA ObLT U3MEPEH, U aHAIHU3 MOKa3aj
nossienue yposus MIIK no -0,6%.

Bo Bpemst npuMeHeHUsT AMEHOTeCTa MPOAOHKUTEIIBHOCTHIO /10 15 MecsAI1eB 3HAUUTEIILHOTO BIUSHUS
mpenapara Ha CTaHAApTHHIE JabopaTOpHBIE MapameTpbl, BKIIOYAs TeMaTOJIOTHIO, XUMUYECKUN
COCTaB KPOBH, NMOKa3aTenu GEepMEHTOB MEUEHH, JIUMUIOB U TTIMKOIU3UPOBAHHOTO TeMOTI00MHA, He
Ha0J1I01aJ10Ch.

annvie no bezonacHocmu OIUMeNbHO20 NPUMEHEHUS.

Jlist m3ydeHusT 9acTOThl BOSHUKHOBCHHS WUIM YXYAIICHUS KIMHUYCCKH 3HAYMMOW JENPEeCcCHU U
BO3HUKHOBEHUSI aHEMHHM OBbUIO TIPOBEICHO JIUTENbHOE HAOJI0JAaTeNIbHOE MOCTMAPKETHHTOBOE
HCCIIEIOBaHNE C aKTUBHBIM KOHTpoJieM. Beero B uccrnenoanue 6110 BKIrOYeHO 27 840 >KeHIIMH ¢
BIIEPBbIE HA3HAYEHHOW TOPMOHAIBHOM TEpamue Mo MOBOAY 3HJIOMETPHO3a C MOCIEAYIOIINM
HaOJIOZICHUEM B TEUCHHE 7 JIET.

B ob6meti cnoxxnoctu 3023 >KeHIIMHBI HAYadu MPUEM JUeHorecTa B jo03e 2 mr, a 3371 manueHTka
Havajga TMpHeM JPYTUX OJOOPEHHBIX TMpenaparoB s JedeHus dHaomerpuosza. Oobiee
CKOPPEKTHPOBAHHOE OTHOIIEHHE PHCKOB HOBBIX CIIy4aeB aHEMHUU 10 CPABHEHHUIO C MAIIMEHTKAMU,
MOJTYYaBIIMMHU JTUEHOTECT, U MAIMEHTKAMHU, TIOJyYaBIIUMH JAPYTHE OJA0OpPEHHBIC Tpemapathl s
JedeHust dHAOMeTpro3a, coctaBmino 1,1 (95% JAU: 0,4-2,6). CkOppeKTHPOBAHHOE OTHOIICHHE

PUCKOB pa3BUTUA ACIPECCUHA ITPU CPABHCHUUN NUCHOTCCTA U APYTIHUX OI[O6pCHHBIX npemnapaTroB AJid
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COOTBETCTBYET 3KCINEPTHOMY OTYETY
ot 14.04_2025 K= 5300
JeueHUst FSHAOMETprO3a cocTaBuio 1,8 (95% 111 0,3-9,4) HensssckiidduTh: HoBbIiie ikl puck

ACMPECCUN 'y TMAINUMCHTOK, MPHHHUMABIINX JHUCHOIECT, II0 CPaBHCHUIO C TAUCHTKaMH,

IIPUHHUMABIIUMU JPYTUec O,Z[O6peHHBIC mnpenaparsl AJ1d JICUCHUA SOHAOMETPHUO3a.

5.2. MdapmakokHHeTHYeCKHe CBOWCTBA

AOGcopOuus

[Tocne mepopaibHOTO MPUMEHEHHUS TUEHOTECT OBICTPO W MPAKTUYECKH TOJTHOCTHIO BCACHIBACTCSI.
MakcumanbHasi KOHIIEHTPAIUS B IJIa3Me KPOBH, COCTABIISOMIAs 47 HI/MJI, IOCTUTAETCS IPUMEPHO
yepe3 1,5 4 mocie pa3oBoro mepopaibHOro npuema. brogocTymHocTh coctaBisier okosio 91%.
dapmMakOoKMHETHKA JHEHOrecTa B JO030BOM Juama3oHe or 1 mo 8 wr xapakrtepusyercs
J10303aBUCUMOCTBIO.

Pacnpenenenne

JlueHorect cBSA3BIBACTCS C aTbOYMHHOM B IUIa3ME M HE CBSI3BIBACTCS C TIIO0YIIMHOM, CBSI3bIBAIOIIUM
nonoBsie ropMoHbl (I'CIIIT), a Takke ¢ kopTuKocTepoua-cBsizbiBatouM rnodynuaoM (KCI'). 10%
0T 001IIeH KOHIICHTPAIIMY BEIIECTBA B IIa3Me KPOBH HAXOUTCS B BHJI€ CBOOOIHOTO CTEPOU/Ia, TOT/Ia
Kak 0koJ10 90% HecrenuQrIecKu CBSI3aHO C AITbOYMUHOM.

Kaxymuiics 00bem pacnpeaenenus quenorecta (Vo/F) 40 .

Buorpancdhopmarimsa

JlueHorect mOYTH MOJHOCTHIO META0OIU3UPYETCS MPEUMYIECTBEHHO MyTEeM TUIPOKCUINPOBAHUS
¢ 00pa3oBaHMEM HECKOJIbKMX MPaKTHUECKH HEAKTUBHBIX MeTabonuToB. Vcxonas U3 pe3yiabTaToB
uccieoBanuid in Vitro u in ViVO, OCHOBHBIM ()EPMEHTOM, YYacTBYIOIIUM B MeTaboIH3Me
mueHorecta, sBisiercss CYP3A4. MeTabouThl BRIBOASTCS O9€HB OBICTPO, TaK YTO Mpeodiiaaaroniei
¢dpakuueit B maa3mMe KpOBH SBISIETCS HEM3MEHEHHBIN TUEHOTECT.

Ckopocth MeTabouyeckoro kaupenca (Cl/F) u3 mia3mel KpoBH COCTaBIsIET 64 MIT/MUH.
DJIMMUHALNS

KonmenTpamusi 1ueHorecta B 1jia3Me KpoBH CHIKaercsi nByX(asHo. Ilepuos moiryBbIBeIeHUS B
TepMUHAIIBHON (paze coctaBisier npubamsuTenpao 910 4. [Tocie mpuema BHYTph B 103€ 0,1 Mr/KT
JTMEHOTeCT BBIBOJIUTCS B BUJIE METAOOIUTOB MIOYKAMH U Yepe3 KUILIEYHUK B COOTHOIICHUH TPUMEPHO
3:1. Ilepuon momyBbIBeleHHs] MeTabOJMTOB Mouykamu coctaBiser 14 4. Ilocie mepopaibHOTO
MpUMEHEHUS TPUOIN3UTETFHO 86% TOJIYIeHHOW M103blI BBIBOJUTCS B TeUCHHE O JTHEH, MpUYEeM
OCHOBHAsI 9aCTh BBIBOJIUTCS 32 MEpBbIe 24 Yaca, MPEUMYIIECTBEHHO TOYKaMHU.

(I)aDMaKOKI/IHCTI/I‘-IGCKaH-d)aDMaKOHI/IHaMI/I‘{eCKaﬂ 3aBUCHUMOCTD

®dapmakoknHeTHKa AueHorecta He 3aBucuT oT ypoBHA ['CIII'. Konuentpanus queHorecra B mia3me
KPOBH I0OCJIE €KETHEBHOTO MPUMEHEHUS BO3pACTAET MPpUMEPHO B 1,24 pasa, nocTturas paBHOBECHOM

KOHIEHTpauuu 4vepe3 4 nHa npuema. dapMakOKMHETHKA AMEHOTeCTa IOCI€ MHOTOKPATHOTO
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COOTBETCTEYET ZKCNEPTHOMY OTUYETY
ot 14.04 2025 N= 5300
NPUMEHCHHS JMEHOTeCTa MOXET ObITh crporHo3upoBaibl (Ha ! bcHoBS ‘PapNakOruHeTHKIdoce

Pa30BOTo MPUMEHEHHUSI.

6. ®APMAIEBTUYECKHWE CBOMCTBA
6.1. IlepedyeHb BcmoMOraTeJIbHBIX BelIECTB
JlakTO3BI MOHOTHIPAT

Kpaxman Kkykypy3HblIid

[ennron03a MUKPOKpUCTAIIMYECKAS

Tanbk

IMoBumou K25

KpocnoBunon

Maruus creapat

6.2. HecoBMecTHMOCTH

He npumennmo.

6.3. Cpok rognoctu (CpoK XpaHeHHs1)

2 roja.

6.4. Oco0bie Mepbl NPEeI0CTOPOKHOCTH NMPU XPAHEHUH

XpaHuTh IpU TeMnepaType He Bbimre 25°C.

6.5. Xapakrep u coiep:kaHue NePBUYHONH YIAKOBKH

ITo 14 TabJIeTOK B KOHTYPHYIO AYEHKOBYIO YIIaKOBKY u3 TUIEHKH
HOJ'II/IBI/IHI/IJ'IXHOpI/I}IHOﬁ/HOJ’IHBI/IHHJ’IHI{GHXJ'IOpI/I)IHOI\/II 3CJICHOI'O IIB€TAa U (1)0J'IBFI/I ATIOMHWHHUEBOM.

ITo 2 wnu o 6 KOHTYPHBIX STIEHKOBBIX YIIAaKOBOK BMECTE C JIMCTKOM-BKJIQJBIIICM ITOMCHIAIOT B

MNa4YKy U3 KapTOHA.

6.6. OcoOble Mepbl MNPEIOCTOPOKHOCTH TNPH  YHUYTOKEHUH  WCHOJIb30BAHHOIO
JIEKAPCTBEHHOT0 NPenapaTa Wi 0TX0I0B, MOJYyYeHHBIX MOCcJIe MPUMEeHEHUsI JIeKAPCTBEHHOT 0
npenapara u JApyrue MaHUIYJISIHHN C PenapaToM

OcoObie TpeOOBaHUSI OTCYTCTBYIOT.

7. JEPXATEJIb PETUCTPAHUOHHOI'O YIOCTOBEPEHUSA
17



COOTBETCTBYET 3KC : EFTHOMY OTYETY

ot 14 .04 2025 Nz 9300
Poccuiickas deneparust (MOCNEOOBATENEHOCTE 0004)

AO «AKBHOHY,

Anpec: 123112, ropon MockBa, BH.TEp.I. MyHUIIMNAIbHBIA OKpYr IIpecHeHCKui, HabepexHas
[Tpecuenckas, nom 8, crpoenue 1, momermenue 11H/S.

Ten.: +7 (495) 780-72-34

Dnexrponnas moyra: drugsafety@akvion.ru

7.1. Hpe}ICTaBHTeJIL AEpKATECIA PETUCTPAUMOHHOIO YIOCTOBEPECHUS HA TCPPUTOPUMA Coro3a

[Iperen3un HOTDC6I/IT€HCI71 HaIpaBJIATh I10 aAPECyY.

Ha meppumopuu Poccuiickoii ®edepayuu, Pecnybonuxu Kazaxcman, Pecnybonuxu bBenapycs,
Pecnyonuxe Apmenus, Keipevizckotl Pecnyonuxu

AO «AKBHOH»,

Anpec: 123112, ropog MockBa, BH.TE€p.I. MYHUIMIAIbHBIN OKpyr IIpecHeHckuii, HabepexHas
IIpecnenckas, nom 8, crpoenue 1, momemenne 11H/S.

Ten.: +7 (495) 780-72-34

Onekrponnas moura: drugsafety@akvion.ru

8 HOMEP PETUCTPAIIMOHHOI'O YJOCTOBEPEHUA

9 JIATA MNEPBUYHOH PETMCTPALIMU (IIOATBEPKJIEHUSA PETUMCTPALIUU,
INEPEPETI'MCTPALINN)

[lara nepBoii peructpanuu:

100 JATAIIEPECMOTPA TEKCTA

OO611as XxapakTepHuCTHKa JIEKapCTBEHHOTO Npenapara JHAOMEKINH JI0CTYITHA Ha MH(OPMallMOHHOM
noprane EBpa3uiickoro sKOHOMHYECKOTO CO03a B HMH(OPMAalMOHHO-KOMMYHUKAIIMOHHOM CETH

«utepueT» http://eec.eaeunion.org.
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