COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 14.03.2025 N= 6322

OBILAST XAPAKTEPHCTHKA JIEKAPCTBEHIFOPOTIPEITAPATA U002

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITIPEITIAPATA
AJIOTJIUIITUH T'JIMKBUTABC, 12,5 mr, TabyieTKH, TOKPHITHIE INICHOYHOW 000JI0YKOM.
AJIOTJIUIITUH T'JIMKBUTABC, 25 Mmr, TabJaeTKH, MOKPHITHIC IJICHOYHONH 000JI0YKOH.

2. KAUECTBEHHBIN U KOJTUYECTBEHHBIN COCTAB
JlelicTBytolI€e BEIIECTBO: AJIOTJIUIITHH.

AJIOTJIUIITUH I'N'TUKBUTABC, 12.5 mr, Ta0JIeTKH, IIOKPBITHIE INIEHOYHON 000JIOYKOH

Kaxxmgast TabneTka, OKpHITas TUIEHOYHOW 000JI0UKOH coxepkut 12,5 mr amornuntuHa (B BHIE

Oenzoara).

AJIOTJIUIITUH I'N'TUKBUTABC, 25 mr, TableTKU, IOKPLITHIE TNIEHOYHOU 000JI0UKOM

Kaxxnass TabGieTka, MOKpHITas TUICHOYHOW OOOJIOYKON COACPKUT 25 Mr ajorjunTuHa (B BHJE

OcH30aTa).

[TonHbIi TepedeHb BCIIOMOTaTENbHBIX BEIIECTB MPHBEIEH B pa3zaene 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabneTku, NOKPHITHIE MIIEHOYHOW 000I0UYKOM.

AJIOTJIUTITHUH I'TUKBUTABC, 12.5 mr, Ta0JIeTKH, HOKPBITHIE IINIEHOYHOW 000JI0UYKOH

OBasbHBIC ABOSKOBBIMYKIIbIE TAOIETKH, MOKPHITHIE TUICHOYHON 00OJIOUKOH, JKenToro mseTa. Ha
MOTIEPEYHOM pa3pese Aapo OeToro Uik MoYTH 0eIoro IBeTa.

AJIOTJIUIITUH I'N'TUKBUTABC, 25 Mr, Ta0JIeTKHU, IOKPLITHIE INIEHOYHOW 000JI0UYKOMI

OBasibHBIE JIBOSIKOBBIMYKJIbIE TaOJIETKH, MOKPBITHIE IUIEHOYHON 00O0JI0YKOM, CBETIO-KPacCHOIO

nBera. Ha morepedHom paspese siipo 6e1oro Mk Mo4TH OeIoro IBeTa.

4. KIMHUYECKUE JAHHBIE

4.1. Tloka3aHusl K IPUMEHEHHUIO

ITpenapat AJIOT'JIMIITHUH I'NNIMKBUTABC noka3aH K IPUMEHEHUIO Y B3pOCIBIX [IPU CaXapHOM
nuabere 2 TUMa Uil YIAYYIIEHHUS] TJIIMKEMHYECKOro KOHTpOJISI NpU HedDPEeKTUBHOCTH
JUeTOTepanuu U (pU3nyecKux Harpy3oK:

- B KQ4eCTBE MOHOTEPAIIUH;

- B KOMOMHAaIuu € JPyTMMH NEpOPATbHBIMM THIOIIIMKEMUYECKUMHU CPEIACTBAMHM WM C

WHCYJIUHOM.
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4.2. Pe:kuM 103UPOBAHUS M CIIOCO0 NMPUMEHeHHs

PexxuM 103upoBaHus

Pexomenayemas no3a npenapara AJIOTJIMIITUH I'NNIMKBUTABC cocraBisier 25 Mr oJIUH pa3 B
CyTKM B KauyecTBE MOHOTEpanuy WIH B JOMOJIHEHHE K MeT(OPMHUHY, THA3OIUIAUHJIUOHY,
MPOU3BOJIHBIM CYJIb(OHUIMOUYEBUHBI WJIM HHCYJIHHY, WIM B KaueCTBE TPEXKOMIIOHEHTHOMN
KOMOWHAIMK ¢ MET(HOPMUHOM, THAZOJIUANHIMOHOM HIIM HHCYJIHHOM.

B cinydae ecnu manuent nponyctui npuem npenapara AJIOTUJIMIITUH I'NIMKBUTABC, on
JOJIKEH MPUHSATH MPOIYIIEHHYIO A03Yy Kak MOKHO ObIcTpee. Hegomyctum npueM 1BOMHON 1036l
npenapata AJIOTJIMIITUH I'JTMKBUTABC B 01WH # TOT K€ JIEHb.

[Tpu HazHauennn npenapata AJIOTJIMIITUH T'NIMKBUTABC B nonosnHeHne K METQOPMUHY WITH
TUA30JIMIMHANOHY /103y MOCIIETHUX MIPENapaToB CIeAYyeT OCTaBUTh 0€3 U3MEHEHMUS.

IIpu komOunampoBanuu mnpemapata AJIOTJIMIITUH TJIMKBUTABC ¢ nOpou3BOAHBIM
Cynb(OHWIMOYEBHHBI MM WHCYJIMHOM J03y MOCIEAHHUX I[eJIeCOO0pa3HO yMEHBIIUTh IS
CHIDKEHUS PUCKA Pa3BUTHUSA TMIIOTIIMKEMHUH.

B cBsI3u ¢ prckoM pa3BUTHUS TUIIOTJIMKEMUH CIIEYET COOII0IaTh OCTOPOKHOCTh IIPY HA3HAYEHUU
TPEXKOMIIOHEHTHOM KoMOuHanuu npemnapara AJIOTJIUIITUH TJIMKBUTABC ¢ metdopMuHOM 1
TUA30JIMIUHANOHOM. B cilyyae pa3BUTHS TUIIOTJIMKEMUU BO3MOXKHO PACCMOTPETh YMEHBILIECHHE
110361 MET(OPMUHA I THA30JIUIUHANOHA.

OddexTuBHOCT U 0€30MACHOCTh ANOTJIMNTHHA MpPH IMpUEME B TPOMHONM KOMOMHALUUU C

MeT(I)OpMI/IHOM 1 IPpOU3BOJAHBIM Cy.]'IL(I)OHI/IJ'IMOLIeBI/IHBI OKOHYAaTCJIbHO HEC YCTAHOBJICHBI.

Oco0ble TPVIIILI TAIMEHTOB

Iayuenmul nodxcunozo eozpacma

He tpebyercs koppekuuu no3sl npenapara AJIOTJIMIITUH INNIMKBUTABC y nanueHToB cTapiie
65 net. Tem He MeHee clielyeT 0COOEHHO TIIATENBHO MOJOMpaTh 03y AJOTJIMIITUHA B CBS3U C
MOTEHLIMATbHONU BO3MOXKHOCTHIO CHIKEHUS (DYHKIIUU MOYEK Y JAHHON TPYMIIHI MallueHTOB.
Ilayuenmul ¢ napywenuem ynkyuu neveru

He tpebyercs xoppekiuu no3sl npemnapara AJIOTJIMIITUH TJIMKBUTABC y manueHToB ¢
NEYEHOYHOH HEI0CTaTOYHOCTHIO JIETKOM U cpe/iHel CTeneH  TshKecTH (0T 5 710 9 6auioB Mo mkanie
Yaitnna-ITe10). [lpemapar He wHccaemoBaicss y TANKUEHTOB C  TSOKEJIOW TEUYEHOYHOU
HejocTaToyHOCThI0 (Oosee 9 OGamnmoB mo mikane Yainna-Ileio), mosTomMy OH HE JOKEH
INPUMEHSTHCS Y JTaHHOW IPYIIIbI MALUEHTOB.

Tayuenmoi ¢ Hapywenuem hyHkyuu novex

[TaniueHTaM C JIETKOM MOYEYHOW HEAOCTATOYHOCTHIO (KIMpeHC KpearwmHHHaA OT >50 mo < 80

MJI/MUH) Koppekiuu 10361 ipenapata AJIOTJIMIITUH INNTMKBUTABC He TpebyeTcs.
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ot > 30 go < 50 mur/mun) no3a npenapara AJIOTJIMIITUH I'TUKBUTABC cocrasnsier 12,5 mr
OJIMH pa3 B CYTKU. AJIOTJIUNITUH HE JIOJDKEH MPUMEHSTHCS Y MAIMEHTOB C TSHKENON MOYeuHOn
HEJOCTATOYHOCThI0 M MAIlMEHTOB C TEPMUHAIBHOM CTaJAMEl IMOYEYHOW HEJOCTATOYHOCTH,
HY>KJIAIOMIMXCS B reMouanu3e (KIUpeHe KkpeatnHuHa oT <30 Mil/MUH). AJIOTJIUITHH HE U3y4dascs
y HaIMeHTOB, MPOXOIAIIUX MEPUTOHEATBHBIN TUATH3.

[TarueHTaM ¢ MOYEYHOM HEJJOCTATOYHOCTHIO PEKOMEH IYETCS TPOBOIUTH OIICHKY () YHKITUHU MTOYCK
J1o Hadana sedenus npenapatom AJIOTJIUIITUH 'NIMKBUTABC n nepuoanyecky B mpolecce

JICUYCHUS.
eTH
[Ipenapar AJIOT'JIMIITUH I'NIMKBUTABC npotuBonokasas y nereii B Bo3pacte ot 0 1o 18 ser

B CBA3H C OTCYTCTBUEM KIIMHUYCCKUX NAHHBIX IO IPUMCHCHUIO.

Cnoco0 nnpuMeHeHus

Bnytps.
[Ipenapar AJIOTJIUIITUH I'NIMKBUTABC MoXeT MpUHUMATHCSI HE3aBUCUMO OT ITpHUEMa THIITH.

TabneTku ciexyer nporiaTelBaTh LEIUKOM, HE Pa3KeBbIBasi, 3allMBasi BOAOK.

4.3. IIpoTuBONOKA3aHUS

e [ 'UNep4yBCTBUTEIBLHOCTH K AJIOTIMNTUHY WX K JTI0OOMY U3 BCIIOMOIaTEJIbHBIX BEIIECTB,
MEePEYUCIICHHBIX B pazjaene 6.1.;

®  CEpbE3HBIC PEaKIMU TUIIePUYBCTBUTEIBHOCTH K JIIOOOMY munenTuauinentunassi-4 (AT111-4)
MHTMOUTOpPY B aHAMHE3€, B TOM YHUCIIE aHA(PUIAKTUYECKUE PeaKlUU, aHAPUIAKTUYECKUH 10K U
AHITMOHEBPOTUYECKHUN OTEK;

e  caxapHblil quabert 1 Tuma;

e  MA0ETUYECKUH KETOAIUI03;

e XpOHHYECKas cepJieuHas HeJocTaTouyHocTh ((pyHKumoHanmbHbIM kiacc I-IV  mo
DYHKIMOHABHON KIacCH(pUKAIME XPOHHUECKOH cepaedHoi HenocTaTounoctn Heo-Mopkekoii
KapAHOJIOTMYECKON acCoIualim);

e TsDKeNas MeYeHOYHass HeJ0CTaToyHOCTh (Oonee 9 OamnoB mo mkane Yannn-ITsio) mz-3a
OTCYTCTBHUSI KJIMHMYECKUX JIaHHBIX O IPUMEHEHUU;

° TAXKEIIad IMo4Y€YHass HEJOCTATOYHOCTD.
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IIpenapat ciieayeT OpUMEHSTh C OCTOPOXKHOCTBIO

Octpblii maHkpeaTUT B aHamHe3e (cM. pasnen 4.4., moapaznen «OCTphlii MaHKpPEATUT).
Y manmueHTOB C IMOYEYHOW HEAOCTATOYHOCTBIO CpeIHEH CTeNeHW TshKecTH (cM. pazzaen 4.4.,
nonpaszen «lloueunas HEIOCTATOYHOCTHY).

B xomOuHammu ¢ MpPOM3BOAHBIM CYJIb(OHWIMOYEBUHBI WM HMHCYIHMHOM (cM. pazzgen 4.4.,
noapazaen «lIpuMeHeHune ¢ IpyruMu rurorjiiKeMUYeCKUMU MpernapaTaMuy).

[TprieM TPEeXKOMITIOHEHTHON KOMOWHAIMK aJIOTJIMITHHA ¢ METGOPMUHOM U THA30JIUAUHIUOHOM
(cM. pazzen 4.4., nonpazaen «[IpumeHeHue ¢ APyrUMU THIIOTTIMKEMUYECKUMU TIperapaTaMmm).

HDI/IMGHGHI/IG C APYI'UMH THIOINIMKEMHUYCCKHUMMU IIpCriapaTaMu

C OCJIbIO YMCHBIICHUS PHCKA Pa3BUTHA THIOTIMKEMHUU PEKOMCHAYCTCA CHHUIKCHHUE OO3bI
NPOM3BOJHBIX  CYJb(OHMUIMOYEBUHBI,  HMHCYJIMHA  WJIM  KOMOWHAIMM  IHUOTJIMTa30HA
(TMA30JIMAMHIMOHA) C¢ MET(GOPMHUHOM TpPU OJHOBPEMEHHOM IPHMEHEHHH C AJOTJIMIITHHOM
(cm. paznmen 4.2.).

Hewusvyuennsle KoMOWHAIIMNA

O¢ddexkTuBHOCT, M 6€30MACHOCTh NPUMEHEHHUs AJOTJIMIITUHA B KOMOMHALMU ¢ MHTMOUTOpaMu
HATPUIl-3aBUCUMBIX KOTPAHCIIOPTEPOB TIJIIOKO3bl 2 MM aHaAJOraMM TJIHOKaroHONOJ00HOTo
NEenTHAa U B TPOMHOW KOMOMHAIMK ¢ MET(GOPMUHOM U MPOU3BOJIHBIMU CYJIb(OHUIMOUYEBUHBI HE
HCCIIEJOBAIIUCH.

ITaneHTHl ¢ HApYIIIEHUEM d)VHKHI/II/I IMOYCK

T.Kk. manmeHTaM ¢ TOYE€YHOH HEIOCTaTOYHOCThIO CpPEJHEeH CTEeNeHM TsKecTu Tpeldyercs
MPOBOAMTH KOPPEKIHUIO 03Bl AJOTIMITUHOM, PEKOMEHIYETCS MPOBOJAUTH OLIEHKY (YHKUIUU
MOYEK JI0 HavyaJia U TIePUOJIMUECKH B TeUCHHE JiedeHus (cM. pazaen 4.2.).

OnelT NpUMEHEHUs AJOTIUNTHHA y NAIMEHTOB, HAXOAAIIMXCS HA TE€MOJMAIN3€, OIPaHUYEH.
AJIOTJIMIITHH HE TOJKEH NPUMEHATHCS Y MALIMEHTOB C TSHKEIOW MTOYEYHON HEA0CTaTOYHOCTHIO, a
TaK)K€ y MAallMEHTOB C TEPMHUHAJIBHOM CTAaJWE€d XPOHWYECKOW IMOYEYHOM HEIOCTATOYHOCTHIO,
TpeOyromer remoauanms3a (cM. paszzaen 4.2.). AJOTJIWMNTHH HE H3y4Yalcs y TalMeHTOB,
IPOXOJAIINX IEPUTOHEATBHBIA JHAIN3.

OcCTphIil TAaHKPEaTUT

[Tpumenenune warnoutopo [III1-4 cBsizaHO C TOTEHIMATBHBIM PHUCKOM Pa3BUTHUS OCTPOTO
naHkpearutra. B 00o0meHHoM aHanu3e 13 KIMHUYECKUX UCCIIEJOBAHUM MpPUMEHEHUs
JIOTJIMIITHHA B J103€ 25 mMr/cyT, 12,5 Mr/cyT, nmpenapara cpaBHeHHs U I1aie00 yacToTa pa3BUTHS
OCTpOro MaHkpeaTuta coctaBuia 2, 1, 1 niau 0 cimydaes Ha 1000 nmanueHTo-1€T B KaXA0M IpymnIe
COOTBETCTBEHHO. B HccnenoBanny cepeqHO-COCYIUCTBIX NCXOJ0B YaCTOTA BBISBICHHS OCTPOTrO

MaHKpE€aTuTa y NaluC€HTOB, IIPOXOJUBIINX JICUCHUC aJIOTTIMIITUHOM HIINU nnaue6o, cocTaBuiIa 3 U
4
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0 XapaKTEpHbIX CUMIITOMaxX OCTPOIO MaHKpEaTHTa: CTOMKas CUiibHas 0O0Jib B JKMBOTE, KOTOpas
MOJKET UppPaJuupoBaTh B ciuHy. IIpyn mogo3peHnn Ha pa3BUTHE OCTPOro MAHKpPEATHTa IPUEM
QJIOTJIMIITUHA MPEKPAIAOT; NPU MOATBEP)KICHUU OCTPOrO IAaHKpeaTUTa IPUEM IIpenapar He
BO300HOBIIAIOT. HeT 1aHHBIX O TOM, CyIECTBYET JIM MOBBIIEHHBIN PUCK pa3BUTHs MaHKpeaTUTa
Ha (hOHE pUeMa ANOTIHUITHHA Y MAIIMEHTOB C MTAHKPEaTuToOM B anamHese. [loaToMy nanuenTam ¢
NaHKPEaTUTOM B aHAMHE3€ CJIeLyeT COOM0AaTh OCTOPOKHOCTD.

IlanmeHTHl ¢ HapyIIeHUEM (bVHKHI/II/I INICYCHU

brin IMOJIYYCHBI ITOCTMAapKETUHI'OBBIC COO6H.[€HI/I${ O HApYHICHHAX q)YHKI_[I/II/I INCYCHH, BKIIIOYasa
MNEYCHOYHYIO HCAOCTATOUYHOCTD ITPH NPHUEMEC AJIOTJIMIITUHA. Ux cBsa3b ¢ INPUMCHCHUCM IIpCIIapara
He ObLia YCTAHOBJICHA. OIIHaKO IIalfMCHTOB HCO6XOI[I/IMO TINATCIBbHO O6CJI€I[0BaTI) Ha HaJIM4YHC
BO3MOKHBIX OTKJIOHESHUM Q)YHKHI/II/I neuenu. Eciou O6H3py>KeHbI OTKJIOHCHHA B (1)YHKI_[I/II/I IICUYCHU
U aJIbTCpHATUBHAA STHOJIOTHUA HX BO3HHUKHOBCHHA HC YCTAHOBJICHA, CJICAYCT PACCMOTPCTH
BO3MOJXHOCTD IMPCKpAICHUA JICYHCHUA IIPCIIapaToOM.

Byiuie3Hslil nemdurong

B moctpeructpaniioHHOM MepHoOje HaOMIOACHUS OBUIM IMOJYYEeHBI COOOLIEHUS O OyiIe3HOM
neMpuronae y manueHToB, npuHuMaromux uHruoutopsr HAIII1-4, Bxirouas anornuntud. [Ipu

MOJI03PEHUH Ha OYIIe3HbIN NeMpUron NpuMEeHEeHNE Ipenapara JOJKHO ObITh MPEKPAIEeHO.

4.5. B3ammopeiicTBHe ¢ JIpPYrMMH JIEKAPCTBEHHBIMH HpenapaTamMM © JApyrue BH/bI
B3aUMOAelCTBUSA

Bimmsaue APYIUX JICKAPCTBCHHBIX MIPCIIapaToB HA aJIOIJIUIITUH

AJOTTTUNITHH B OCHOBHOM BBIBOJUTCS W3 OpraHM3Ma B HEM3MEHEHHOM BHJE IMOYKAMU U B
HE3HAUUTENIbHOU CTeneHn MeTabonmsupyercs pepmenTHo cuctemoit iiuroxpoma (CYP) P450.
B wuccrnenoBaHusX 1O B3aMMOACWCTBUIO C JIPYTMMH JIEKQpPCTBEHHBIMHM CpPEACTBAMH Ha
(apMaKOKWHETHKY aJIOTJIIMIITHHA HE OKa3bIBAIH KIIMHUYECKH 3HAYMMOTO dPdeKTa clemyromme
npenapatsl: rem@uoposmn (uHrubutop CYP2C8/9), dnykonazon (unrudbutop CYP2C9),
kerokoHazoln (naruburop CYP3A4), nuxiocnoput (MHTHOUTOP P-TIMKONPOTEHHA), HHTUOUTOP
0. - TJIMKO3U/Ia3bl, AUTOKCUH, MET(OPMHH, IIUMETHANH, TUOTIMTA30H UM aTOPBACTATHH.

BausHue aormmnTuHa Ha APYTUE JCKAPCTBECHHBIC ITPCIIapaThl

B wuccnemoBanusx in VIitro moka3aHo, YTO AJOTJIMNTHH HE WHTHOUPYET W HE HHIYIHPYET
uzopopmel CYP 450 B KOHIEHTpauusX, JOCTUTAEMBIX TMpU IpHEeMe aJOrJIMNTHHA B
pekoMenayemoit no3e 25 mr. BzaumopeiictBus ¢ uzodpopmamu CYP 450 He oxupmaercss u
BBISIBJICHO HE OBLIO.

B wuccienoBanusx N VItr0 BBIABIEHO, YTO AJOIJIMITHH HE SBISCTCS HH CyOCTpaToM, HH
)
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yKa3bIBaIOT Ha B3aMMOICUCTBUE C MHTUOUTOPAMH WIIM CyOCTpaTaMu p-TIUKONPOTEHHA.

B kIMHUYECKHX MCCIeI0BaHUAX MO B3aUMOACHUCTBUIO C APYTUMU JIEKAPCTBEHHBIMH CPEJICTBAMH
QJIOTJIMIITUH HE OKAa3bIBAJI KIMHUYECKH 3HAUMMOTO BIIMSHUA Ha (ApMaKOKMHETUKY CIIEIYIOIINX
npenaparoB: kodeuna, (R)- u (S)-Bapdapuna, nuornurazoHa, TIuOSHKIAMUIA, TOJOyTaMH/a,
nekcTpoMeTopdana, aTopBacTaTHHA, MUa30J1aMa, EPOPATBbHBIX KOHTPAIEITUBOB (HOPAITHHPOH
U OTHHWIACTPAANON), JUTOKCHHA, (ekcopeHamuna, wMeThopMUHA WIM LUMETHIUHA.
OCHOBBIBAsICh Ha ATHX JAHHBIX, AIOTJTUNTHH HE HHTUOUPYET U30(PEePMEHTHI CUCTEMBI IIUTOXPOMA
CYP1A2, CYP3A4, CYP2D6, CYP2C9, p-rnukomnporen u OCT2.

AJIOTTTUNITHH HE OKa3bIBaJ BO3ACHCTBHS Ha MPOTPOMOMHOBBIA HMHJICKC WM MeEXIyHApOIHOE
HopmaninzoBanHoe oTHomenne (MHO) y 310poBbIX 10OpOBOJIBIIEB PU OJHOBPEMEHHOM IIPUEME
¢ BaphapuHOM.

[Tpuem anornmunTHHA B KOMOMHAIIUN ¢ MET(HOPMUHOM, WJIM MHOTJIMTA30HOM (THA30JIMAUHIUOH),
WJIM UHTUOUTOPOM 0 -TJIMKO3M/1a3bl, WM TNIMOSHKIaMUIOM (TIPOU3BOJHOE CYIb(OHUIMOUYEBHUHBI)

HE ITOKa3aJI KIMHUYCCKHU 3HAaYUMbIX Q)apMaKOKI/IHeTI/ILIeCKI/IX B3aI/IMOZ[€I\/JICTBI/If/'I.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JIAKTALHS

bepemeHHOCTD

He mnpoBommiocs wccienoBaHWN TPUMEHEHUS aJOTJIMIITHHA Y OCPEeMEHHBIX IKEHIIHH.
HccnenoBanus Ha KUBOTHBIX HE MOKA3aJId MPSIMOTO UM HEMPSIMOTO HETaTUBHOTO BO3JIEHCTBUS
AIOTJIMIITUHA HA PENPOAYKTUBHYIO cucTeMy. OHAKO B IENAX MPEAOCTOPOKHOCTH PUMEHEHUE
QIOTJIUTITHHA BO BpeMsi OEPEMEHHOCTH IMPOTHBOITOKA3aHO.

JlakTanus

OTCYTCTBYIOT MJaHHBIE O TMPOHUKHOBEHHUU aJOTJIMIITHHA B TPYAHOE MOJOKO Yy JIIOJIEH.
HccnenoBanus Ha )KUBOTHBIX MMOKA3aJId, YTO aJIOTJIMIITHH IPOHUKAET B TPYTHOE MOJIOKO, IIOATOMY
HEJIb3s UCKITIOYUTHh PUCK BOSHHUKHOBEHHS HEXEJIATEIbHBIX PEaKIUi y TPYIHBIX AeTel. B ¢Bsi3u ¢

3TUM IIPUMEHEHHUE MTpenapara B epruo rpyTHOr0 BCKapMIIMBaHUS TPOTHBOIIOKA3aHO.

4.7. BausiHue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMM CPeACTBAMM M PadoTaTh ¢
MeXaHUu3MaMHu

AJIOTJIMIITHH HE OKa3bIBa€T WJIM OKa3bIBA€T HE3HAYUTENIbHOE BIUSHUE HA CIOCOOHOCTh YIPABIATh
TPAHCHOPTHBIMHM CPEJICTBAMH M MEXaHHW3MaMHU. TeM He MeHee HeoOXOIUMO YUUTHIBATh PUCK
pasBUTHs TUIOTIIMKEMUH TpH NPUMEHEHHWH T[Ipernapara B COYETaHHU C  JPYTHMMHU

TUIOTIMKEMUYECKUMHU TpenaparaMu  (IPOU3BOJHBIE CYIb(OHUIMOUYEBUHBI, HHCYJIMH WU
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IIPU YIIPABJICHUU TPAHCIIOPTHBIMU CPEICTBAMHU U MEXAHU3MAMH.

4.8. HexxesaTesibHbIE peaKIIUU

Pe3roMe HexxenaTeabHbIX PEaKIIUN

HexenarenbHble peakiuy NEPEYNCIICHBI HUKE B COOTBETCTBUU C KJIACCH(PHUKAIIUEH 0 OCHOBHBIM
CHCTeMaM M OpraHaM M 4acTOTE BCTPEYaEMOCTH, KOTOpasi ObLIa oIpeesneHa B COOTBETCTBHU C
kinaccudukanueir BecemupHoit opranuzanuu 3apaBooxpaHenus (BO3): ouenp wacto (> 1/10);
gacto (> 1/100, vo < 1/10); mewyacto (> 1/1000, Ho < 1/100); peaxo (> 1/10000, o < 1/1000);
oueHb peako (< 1/10000); gacTtora Hen3BecTHA (HA OCHOBAHWW MMCIOIIUXCS JaHHBIX OIICHUTH
HEBO3MOJKHO).

Hngpexyuu u uneazuu

Yacrto: MHPEKIIUU BEPXHUX JbIXaTEeNbHBIX MyTel, HA30(apUHTHT.

Hapywienus co cmoponst UMMYHHOU CUCHIEMbl

YacToTa HEM3BECTHA: PEaKIIUU THIICPIYBCTBUTEIHLHOCTH, BKIIIOUYAs aHA(DUITAKTUICCKYIO PEAKIIHIO.
Hapywenusa memabonuzma u nUmManu:

YacTto: TUNOMIMKEMHS B  Cllydya€é COBMECTHOTO MPUMEHEHHUS C  [POU3BOJHBIMU
CyTb(OHIWIMOYECBHHBI WM MTpeTiapaTaMi HHCYJIMHA.

Hapywenus co cmoponst HEpEHOU CUCH EMBL.

Yacro: ronoBHast 60J1b.

Kenyoouno-kuueunvie napyuwienus:

YacTto: 00sib B amUracTpaibHOM 001acTu, ractpodsodareanbHas peduirokcHas 00JIe3Hb, TUapes.
YactoTa HEM3BECTHA: OCTPHIN MTAHKPEATHUT.

Hapywenusa co cmoponst neuenu u j#ceauesblé00aujux nymeil.

YacroTa Heu3BecTHA: HapylIeHne G YHKIUHU TEYEHH, B TOM YUCIIEe ICYCHOYHAs HEAOCTaTOYHOCTb.
Hapywenusn co cmoponst Koxcu u nOOKOHCHBIX MKAHE .

Yacro: 3yn, ChIIb.

Yacrora HeusBecTHa: IKC(HOIMATUBHBIE KOXKHBIE 3a00seBaHMs, BKIOYas cuHApoMm CTHBEHCa-
JlxoHcoHa, monuMmop¢Has >puUTEMa, AHTHOHEBPOTUYECKUN OTEK, KpamuBHHIA, OYyJUIe3HBIN
neMmduron.

Hapywenusn co cmoponst nouex u Mo4egvblé00auux nymeii:

YacToTa HEeH3BECTHA: HHTCpCTHHHaHBHBIﬁ HC(I)pI/IT.
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TEBETCTEYET ZKCNEPTHOMY OTYETY
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BaxHo coo0mare O MOAO3PEBAEMBIX HEKEJIATEIbHBIX PEAKIMAX IOCIE PETUCTPaALUU

JICKApCTBCHHOT'O IMperiapaTa C LCJIbIO obecrneueHuUs HCIMIPCPBIBHOI'O MOHUTOPHUHI'A COOTHOLICHUS

«I10JIb3a — PHUCK» JICKApCTBCHHOI'O IIpCriapara. MG,I[I/II_[I/IHCKI/IM pa6OTHI/IKaM PEKOMECHAYECTCA

COO6H_IaTB 0 JII00BIX IMOA03PE€BACMBIX HEKCIATCIIBHBIX PCAKIUAX JICKAPCTBCHHOI'O IIpCriapara

4YCpe3 HAIMOHAJIIBHBIC CUCTCMBIL COO6H_IGHI/I$I 0 HCKCJIATCIIbHBIX PCAKIUAX IOCyAapCTB — YJICHOB

EBpa3uiickoro 3K0HOMHYECKOr0 COI03a.

Poccuiickas ®@enepanus.

OenepalibHas ciryx0a 1o Ha30py B cepe 3paBoOXpaHEHUsI.

Anpec: 109012, r. Mocksa, CriaBsiHCKast IUIOIIA1b, 1. 4,

Temedon: +7 800 550 99 03

OnekrponHas modra: pharm@roszdravnadzor.gov.ru

ctp. 1.

Caiit B uHGOPMaIIMOHHO-TEIEKOMMYyHUKAIIMOHHOM ceTu «HTepHeT»:

https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CHUMOTOMBI

MakcumanpHasi 032 aJIOJIMITHHA B KJIMHUYECKUX HUCCiIeNoBaHMsIX cocTtaBisia 800 mr/cyTt y

310pOBBIX J0OpoBOJIbIIEeB 1 400 MI/CyT y TAIIMEHTOB C CaXapHbIM auadbeToM 2 Tuma B TeueHue 14

aHer. O1o B 32 ¥ 16 pa3 COOTBETCTBEHHO MPEBBIIAET PEKOMEHAYEMYIO CYTOUHYIO 103y 25 Mr

AJIOTJIMIITHHA.

Kakune-mubo cepbe3Hble HeXeNaTeslbHbIE SBJIEHUS IpU IMpUEMe IMpernapaTa B ATHX J03ax

OTCYTCTBOBAJIH.

Jleuenue

HpI/I MepeaA03UPOBKE MOIKET OBITh PEKOMEHAOBAHO MTPOMBIBAHUC KEIIYAKA U CUMIITOMAaTUYICCKOC

JICUYCHHUC.

AnornmuntuH cnabo auanusupyercs. B KIMHUYECKMX UCCIEOBaHMUSIX TONbKO 7 % 103l

YAAIATIOCH U3 OpraHnu3Ma B TCUCHUC 3 yacoBOTro ceaHca JAuajin3a. I{aHHBIX 00 3(1)(I)CKTI/IBHOCTI/I

MNEPUTOHCATILHOI'O JUaJin3a aJIOTJIMIITHHA HCT.

5. PAPMAKOJIOTMYECKUE CBOMCTBA
5.1. ®apmakoauHAMHYECKHE CBOICTBA
®dapMakoTepaneBTUYECKast

rpynmna:  cpeacTsa

JUTSL

JICUYCHUA caxapHoro I[I/Ia6eTa;

THUIIOTTIMKEMHUYCCKHUE CPEACTBA, KPOME NHCYJIIMHOB, I/IHFI/I6I/ITOp ,Z[I/IHGHTI/II[I/IJ'IHCHTI/IL[aSBI"‘-.

Kon ATX: A10BH04
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COOTBETCTEYET 3KCNEPTHO
ot 14.03.2025 N= 6322

bberre1OCNEAOBATENEHOCTE 0002)

MY OTYETY

MexaHu3M aeiicTBusl, hapMaKOIMHAMUYECKHE D

AJOTTIUNTHH SIBIISICTCS CHIIbHOJCHCTBYIOIIUM U BBICOKOCENEKTUBHBIM HHTHOUTOpOM /II1I1-4. Ero
u3ouparenbHocTh B oTHoueHuu JIII1-4 Gonee uem B 10 000 pa3 mpeBoCXOIUT €ro AecTBUE B
OTHOILICHUU JPYIHMX pOACTBEHHBIX (pepmentoB, Bkmrodas JIII1-8 w AIIII-9. AIII-4 sBnsercs
OCHOBHBIM (DEPMEHTOM, YUYacCTBYIOLUIMM B OBICTPOM pa3pyLIEHMH TOPMOHOB CEMEHCTBa
UHKPETUHOB:  TirokaroHomonoOHoro  mentupa-1 — (I'TIHI-1) w®  rIr0K0303aBHCHMOTO
uHCyauHoTpornHoro noaunentuaa (I'MIT).

I"'opMOHBI ceMeNCTBa NHKPETUHOB CEKPETUPYIOTCS B KMILIEYHHUKE, UX KOHLIEHTPALUs [OBBIIIACTCS
B otBeT Ha npueM nunty. ['TI-1 u YTl yBenuuuBaroT CMHTE3 HHCYJIMHA U €r0 CeKpeIruio oera-
KJIeTKaMu nojpkenynounoil skenessl. [TIII-1 Taxke uMHruOUMpyeT cekpeluio TIJoKaroHa u
YMEHbILAET MPOAYKIMIO TJIIOKO3bI NeYeHbl0. [103TOMy, NOBBIIIas KOHIEHTPALMI0 NHKPETUHOB,
QJIOTJIMIITUH YBEJIMYMBAET IUIIOKO303aBUCUMYIO CEKPELUIO MHCYJIMHA M YMEHBUIAET CEKPELUI0
[JIFOKAaroHa IpU NOBBILICHHON KOHLEHTPALUU IJIIOKO3bl B KPOBU. Y MAIUEHTOB C CaXxapHbIM
nrabeToM 2 THIA C THIEPTIIMKEMHUEH 3TH M3MEHEHHSI CeKPEIIUU HHCYIIMHA U TJIFOKaroHa MPUBOISAT
K CHW)KCHHMIO KOHIICHTpAIMM TIIMKO3WINpoBaHHOro remorinoouna (HbAlc) u ymeHblneHuro

KOHIOCHTPAIUHU I'NNIFOKO3bI B INIA3ME KPOBU KaK HATOIIAK, TaK U IOCTIIPAaH/IHAJIbHO.

5.2. apmakoKuHEeTHYeCKHUeE CBOHCTBA

®apMaKOKMHETHKA aJIOTJIUITHHA CX0%Ka Y 3J0POBBIX JIMI] M Y MAlMEHTOB C CaXapHbIM JuabeToM
2 tuna.

Abcopbrus

AOcomoTHass  OMOAOCTYNHOCTh — AJOMNIMIITUHA  cocTaBisier npubausutensHo 100 %.
OpnHOBpeMEHHBIN MPUEM C MUILEH C BBICOKUM COJAEpKAHMEM KMPOB HE OKa3blBall BIUSHUE Ha
IUIOINAAb MOJ KpUBOHM «KOHIEHTpauus-BpeMs» (AUC) anornuntuHa, MO3TOMY €ro MOXHO
IIPUHUMATH BHE 3aBUCUMOCTH OT IpUEMa MHILH.

VY 310pOBBIX JHUII TOCJIE OJHOKPATHOrO MepopaibHOro mnpuema g0 800 Mr ajorjauntuHa
oTMedaeTcst OwicTpasi aOcopOumsi mpemapara C JOCTIKEHHEM CpelHed MaKCHMalbHON
koHueHTpauuu (cpeaHee TCmax) B MHTEpBaje oT 1 10 2 yacoB C MOMEHTA NMpUEMA.

Hu y 310poBbIX 10OpOBOIIBIIEBR, HU Y MALIMEHTOB C CaXxapHbIM AMa0eTOM 2 THUIa He HabJI0Janoch
KJIMHUYECKH 3HAUMMOM KyMYJISIIMU aJOMJIUIITHHA 0CI€ MHOTOKPAaTHOTO MTpHEMa.

AUC amornmunThHa MPOMNOPIMOHATIBHO YBEIMYMBAETCS IMpPH OJHOKPAaTHOM TIpUeMEe B
TepaneBTUYECKOM Juamna3zoHe 103 ot 6,25 mr qo 100 mr. Koaddumuent Bapunadbenprnoctu AUC

QIOTTIMIITUHA CPEIM ManueHToB HeOombIoH (17 %).



COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 14.03.2025 N= 6322

AUC (0-inf) amormunThHa Mocie OJHOKPATHALO npne'&L{:'és}'ﬁﬂ&%%XE@B'ﬁJé‘ az);'ilf;':'r-r'écne

IIpYMEMa TaKOW K€ J103bl OJIMH pa3 B CYTKU B TeueHue 6 JHEl. DTo yka3bplBaeT Ha OTCYTCTBHE
BPEMEHHOM 3aBUCUMOCTH B KHHETUKE AJIOTJIMIITHHA [TOCJIE MHOTOKPATHOT'O IIPUEMA.

Pacopenenenue

[Tocie OMHOKPATHOTO BHYTPHMBEHHOT'O BBEACHHUS AJIOTJIMITHHA B 703€¢ 12,5 Mr y 370pOBBIX
T0OPOBOJBIICB 00bEM pacIipe/ie]ICHNs B TEPMUHAIBLHOM (pa3e coctaBiisin 417 1, 9TO yKa3pIBaeT Ha
TO, YTO JOTJIUITHH XOPOILO PACIIPEICIIACTCS B TKAHSIX.

CBs13b ¢ Oenkamu mia3mel coctaisieT mpumepHo 20 — 30 %.

BI/IOTDaHC(bODMaHI/IH

AJIOTTIUTIITAUH HE TOJABEPraeTcs MHTEHCHUBHOMY Meraboym3my, oT 60 mo 70 % anoriuntuHa
BBIBOJIUTCS] B HEU3MEHEHHOM BU/JIE MIOYKAMHU.

[ocne BBeneHuss *C - MeUEHHOro anOIVIMNTHHA BHYTPh OBLIM OIPENEEHbl JBAa OCHOBHBIX
metabonuTa: N-JeMeTHIMpoBaHHBINM ajornuntuH, M-I (< 1 % wucxomHoro BellecTBa), U
N-anerunupoBanusbiil anornuntud, M-Il (< 6 % ucxognoro Bemiectsa). M-| saBisieTcsi akTUBHBIM
METa0OJIUTOM U BBICOKOCENEKTUBHBIM MHTHOUTOpoM JIIII1-4, CXOKUM 1O JEHCTBUIO C CaMHM
asornuntuHoM; M-Il He nposiBiIseT MHTMOUPYIOIIY0 aKTUBHOCTB 110 OTHOIIeHuto K JI1I1-4 nnn
npyrum JAIIIT pepmenTtam.

B uccnenoBanusx in vitro 6su10 BeisiBieHo, uTo CYP2D6 1 CYP3A4 yyacTBYIOT B OrpaHUYEHHOM
MeTabonu3Me aorIUNTHHA.

Takxe uccnenoBanus in Vitro mokassiBaroT, 4to anoriaunTud He uaayuupyer CYP1A2, CYP2C9,
CYP2B6 u ne unrudbupyer CYP1A2, CYP2B6, CYP2C8, CYP2C9, CYP2C19, CYP2D6 wmu
CYP3A4 B KOHLEHTpaLUAX, JTOCTUTAEMbIX NPH PEKOMEHAYEMOW 103€ 25 Mr ajorinuntuHa. B
YCJIOBUSX IN VILro allormMnTiH MOXKET B HeOombIol crenenn uHayiupoBatb CYP3A4, onHako B
ycIoBHsiX iN Vivo anornunTtuH He nHAyupyer CYP3A4.

AJOTTUNTHH HE HWHTUOMpYeT NOYeuyHble TPAHCHOPTEPhl OPraHUYECKMX AHUOHOB YEJIOBEKa
nepBoro (OAT1), tperbero (OAT3) THIIOB M MTOYEUHBIE TPAHCTIOPTEPHI OPTAHUIECKUX KAaTHOHOB
yenoBeka Broporo (OCT2) tumna.

AJIOTJIUITHH CYIIECTBYET MPerMyIlecTBeHHO B Bue (R)-sHanTHOMepa (> 99 %) u B ycinoBusx in
VIVO wim B HeOONBIIMX KOJIMYECTBAX, WM BOOOIIE HE TIOABEPraeTcsi XUPaIbHOMY
npeobpazoBanuio B (S)-sHaHTHOMEp. (S)-dHAHTHOMEpP HE OOHAPYXKHBAETCA TNPH MPHEME
AJIOTJIMIITUHA B TEPANeBTUYECKUX J03aX.

DJIMMHUHALNS

Iocne nepopanbHOro npuema **C-meueHHOro anormunTuna 76 % o6meil paanoakTHBHOCTH GBLIO

BBIBEICHO MOYKaMu U 13 % - yepe3 KUIIEYHUK.
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COOTBETCTEYET 3KCNEPTHO
ot 14.03.2025 N= 6322

Cpennuii moveuHplii kimpeHc ajoriauntuHa ([L70 mor NIH/};'I):%EJ‘H;;E“ II%I@ I:('%g,:zll:;—ll;i '&QSQ)CTL

MY OTYETY

KITy00uKkoBOH prbTpammu (0koso 120 Mi/MUH), 9TO TTO3BOJISET MPEATIONOKHUTH, YTO ATOTIHITTUH
YaCTHUYHO BBIBOAMUTCS 32 CUET aKTUBHOM MOYEHUHOU SKCKperu. CpeTHUI TepMUHAIIBHBIN TIEPUO/T
nonyBbiBeieHus anornuntuHa (T 1/2) cocTaBiser npudbau3uTenbHo 21 4.

JInIia moKMI0ro BO3pacTa

Bo3spacr (65 — 81 ner), nmon, paca, Macca Tejla NAllUEHTOB HE OKA3bIBAIM KIMHUYECKH 3HAUUMOTO
BO3/ICHCTBUS Ha (DapMaKOKMHETUYECKHE MapaMeTphl aoriuntuHa. Koppekiuu 1036l npenapara
He Tpebyercs (cMm. pasaen 4.2.).

IloyeyHas HEJOCTATOYHOCTh

Hccnenoanue anornuntiHa B 103€¢ 50 MI B CyTKU ObUIO IPOBEAEHO Y MALMEHTOB C Pa3IU4YHON
CTEIICHBIO TYKECTH XPOHUYECKOW MOYEHYHOM HEIOCTaTOYHOCTU. BKIIFOUEHHBIE B MCCIIEI0BAaHUE
NanueHTsl ObUIM pasneneHsl Ha 4 rpynmbl B cooTrBercTBuM ¢ (popmynoi Kokpodra-I'onra:
MAalMEHTHI ¢ JerKoi (KimupeHc kpeatnHuHa oT S0 g0 80 Mi1/MUH), CpeHel CTENEeHbIO TSHIKECTH
(xmmpenc kpeatnauHa oT 30 10 50 MII/MUH) U TSKETOW MOYEYHON HEOCTATOYHOCTHIO (KIMPEHC
KpearnHuHa MeHee 30 MUI/MHH), a TaKXe MAIMEeHTHl ¢ TEPMUHAIBHON CTaHeld XPOHHYECKON
MOYEYHON HEAOCTATOYHOCTH, HYK/IAIOIIHECS] B TEMOJINAJIU3E.

AUC anornunTuHa y MAalUHUEHTOB C JIETKOW IOYEYHOM HEIOCTAaTOYHOCTBIO YBEINYMBAJIACh
npuOaM3UTENbHO B 1,7 pa3 Mo CpaBHEHHIO C KOHTPOJBHOW rpynmnoil. TemM He MeHee JaHHOe
yBenuueHne AUC Haxoauoch B npesesax A0MyCTUMOT0 OTKIOHEHUS JIIsl KOHTPOJIbHOM IPyMIbI,
HI03TOMY KOPPEKIHs JI03bI Mperapara y TaKHX MalMeHTOB He Tpedyercs (cM. pazaen 4.2.).
VBenmuuenne AUC anornuntrHa NpuOIM3UTENbHO B JiBa pas3a M0 CPaBHEHHUIO ¢ KOHTPOJIbHOM
IPYNIoN OTMEYaoCh y MAlMEHTOB C MOYEYHOW HEOCTATOYHOCTBIO CPEAHEHN CTENEeHH TSKECTH.
[Tpubnu3urTenbHo uyeTblpexkparHoe yBennueHne AUC oTmedanoch y MalMEHTOB C TSXKEIOH
MIOYEYHON HEIOCTATOYHOCTHIO, a TAK)KE y MAIlMEHTOB C TEPMUHAJIBHOW CTaJuell XPOHUYECKOU
[OYEYHOW HEJOCTAaTOYHOCTH 110 CpaBHEHHIO C KOHTpospHOW rpynmnoil. (Ilamuentam ¢
TEePMHHAIBHON CTaJMEN MOYEYHON HENOCTATOYHOCTH MPOBOJIMIIM TE€MOAUAIU3 Cpa3y K€ Mocie
npuema amorauntuaa. Okono 7 % 036l yIaIsuIoch U3 OpraHu3Ma B T€YEHHE 3-X YaCOBOTO CeaHca
Jhanu3a.)

Takum o0pa3oMm, Ui JTOCTHKEHUS TEparneBTUYECKON KOHIEHTpAlMW aJOTJIMITHHA B IIIa3Me
KpOBU, CXOJHOW C TaKOBOW y MAIMEHTOB C HOPMaJIbHOW (YHKIMEH MOYeK, HeoOXoauma
KOppEeKLHs J03bl Y MAllMeHTOB C MOYEYHOW HEJIOCTATOYHOCTBIO CPE/IHEN CTENEHU TSHKECTH (CM.
4.2.). AnOrIMNTHH HE pPEKOMEHIYeTCs NpPUHMMATh IallUeHTaM C TSDKEJIOW IOYEeYHOU
HEI0CTaTOYHOCTBIO, a TAK)XKE C TEPMUHAIBHOHN CTa el MoYeyHON He0CTaTOYHOCTH, TpeOyrolei

MIPOBEICHUS TEeMOIUATH3A.
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IIeueHOYHAS HEAOCTATOYHOCTD

COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 14.03.2025 N= 6322

(NOCNEQCBATENEHOCTE 0002)

VY mnmanMeHTtoB co cpeaHeil creneHblo TspkecTu nedyeHoYHor HenocTaTouyHOCTH AUC u Cmax

IOTJIMIITHHA YMEHbIIA0TCs npuOam3uTensHo Ha 10 % u 8 % coOTBETCTBEHHO, 110 CPAaBHEHHIO C

namueHTaMu C HOpM&J'II:HOﬁ (bYHKHHeﬁ TICYCHU. HaHHBIG 3HAYCHUA KIMHHUYECKHW HEC 3HAYUMBI.

Takum o00pazoMm, KOppeKlHs J103bl Ipernapara MNpu JIETKOW M CpeJHEed CTENeHU TIKECTH

MEYCHOYHON HenocTtaTouyHocTd (0T 5 10 9 GamnoB no mkane Yaiina-IIero) He TpeOyercs. Her

KIIMHAYCCKUX HOAaHHBIX O MPUMCHCHUHW aJIOTJIMIITHUHA Y IHMAUCHTOB C TSDKEJION IIeYCHOYHOM

HEI0CTaTOYHOCTRIO (Oosee 9 Gamtos mo mkane Yaina-ITero, cM. paszaen 4.2.).

C€THu

dapMaKkOKMHETHKa y JieTel 10 18 sieT He uccienoBanach.

6. PAPMAIIEBTUUECKHUE CBOMCTBA

6.1. Ilepeyenb BcnoMoOraTeibHBIX BelIECTB

AJIOTJIUIITHUH I'N'TUKBUTABC, 12.5 mr, Ta0JIeTKH, HOKPBITHIE INIEHOYHOW 000JI0UYKOH

Manunuron

[enmrosio3a Mukpokpucramuimdeckas 102
l'unpomnoza

Kpockapmenno3a Harpust

Marnus creapat

Inenoynas obonouxa:

I'nnpomennoza 2910 6 cll

Turana auoxcun (E171)

Makporoin 3350

Kpacutens xenesa okcup xentoiii (E172)
Inenounas obonouxa scenmozo yeema.
I'mmpomennosa 2910 6 cIl

Turana quokcun (E171)

Makxkporoi 3350

Kpacutens xenesa okcup xentoiil (E172)

AJIOTJIUTITHUH I'TUKBUTABC, 25 Mr, TabIeTKH, MOKPBITHIE INIEHOYHONW 000JI0UKOH

MannuTOon
[Menmrono3a Mukpokpuctaiandeckas 102
['unposoza

Kpockapmenno3a Hatpust

12




COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 14.03.2025 N= 6922

(NOCNEQCBATENEHOCTE 0002)

Maruus creapat

IInenounas obonouxa:

I'nnpomennoza 2910 6 cll

Turtana auokcun (E171)

Makporon 3350

Kpacutens xene3za okcup kpacHblil (E172)
IInenounas 0bonouka c6emio-KpacHo2o yeema:
I'unpomeniosza 2910 6 cll

Tutana quokcuna (E171)

Makporon 3350

Kpacutens xene3a okcun kpacHslii (E172)

6.2. HecoBmecTuMOCTH

He npumennmo.

6.3. Cpok roaHocTu (CpoK XpaHeHHs )

2 roza.

6.4. Oco0ble Mepbl MPEIOCTOPOKHOCTH NMPH XPAHEHUHU

XpaHuth npu Temreparype He biie 25 C.

6.5. XapakTep u cofep:kaHHe MEPBUYHOI YTAKOBKH

ITo 10 TabneTok B yHakoBKY SYEHKOBYIO KOHTYPHYIO, COCTOSIIYIO U3 MaTepuaia KOMIIO3UTHOTO
olTA/An/IIBX (OpHMEeHTHPOBAaHHBIN  MOJMAMUJI/ATFOMUHUN/TOTUBUHUIXIOPUI) U (OIBIU
AJIOMUHHMEBOM I€YAaTHOM JIAKUPOBAHHOM.

[To 3 ymakoBKM s4eilkoBble KOHTypHBIEe MO 10 TabIeTOK BMECTE€ € JUCTKOM-BKJIaJbIIIEM
MIOMEMIAIOT B [TAYKy KAPTOHHYIO.

[To 14 TabneTok B yNMakoBKY SUEHKOBYIO KOHTYPHYIO, COCTOSIIYIO U3 MaTepHraja KOMIIO3UTHOTO
olTA/An/TIBX (OpHMEHTHPOBAaHHBIN IMOJHAMUJ/ATIOMUHUNA/TOTUBUHUIXIOPUA) U (OIBIU
AJTIOMUHUEBOU NT€YaTHOM JTaKUPOBAHHOM.

[To 2, 4 nunu 8 yrnakoBOK SAYEHKOBBIX KOHTYPHBIX 1O 14 TabIeTOK BMECTE € JIMCTKOM-BKJIa IbIIIEM

MMOMCIIAIOT B MMTAYKy KaPpTOHHYTO.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 14.03.2025 N= 6322

6.6. OcoOble Mepbl MPeIOCTOPOKHOCT HDH(HI;I,EM%%J&H%E!& ﬂdtﬁz:zﬁl:'limo

JIEKAPCTBCHHOI'0 Ipemapara Wit 0TX010B, IMOJYYECHHBIX ITOCJ/IE€ IPUMEHCHUS IIpenapara u
APYrue€ MaHMNyJsAlUU € nmpernapaTom

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA

Poccniickas @enepanys

OtkpeiToe aknuonepHoe oo6OmectBo "®dapmcrannmapt-Jlekcpencrsa" (OAO "dapmcrangapt-
Jlexcpencrna")

Anpec: 305022, Kypckas o6m., T. Kypek, yi. 2-1 Arperathasi, 1. 1a/18

Ten.: +7 (4712) 34-03-13

dakc: +7 (4712) 34-03-13

Onekrponnas moura: leksredstva@pharmstd.ru

7.1. IlpencraBuTe b AepKaTesisi perucTPAllHOHHOIO YAOCTOBEpPEeHH s

IIpereH3uu HOTDC6HT€JI€I>1 HAaIrpaBJIATH I10 aApECy.

Poccuiickas @enepanus

OtkpeiToe akmuonepHoe oo6OmectBo "dapmcrannapt-Jlekcpencrsa" (OAO "dapmcrangapt-
Jlexcpencta")

Anpec: 305022, Kypckas o611, r. Kypck, yi1. 2-9 ArperathHas, a. 1a/18

Ten.: +7 (4712) 34-03-13

dakc: +7 (4712) 34-03-13

Onekrponnas noura: leksredstva@pharmstd.ru

8. HOMEP PETUCTPAIIMOHHOTI'O YAOCTOBEPEHUSA

9. JATA NEPBUYHOMN PEIMICTPAIIMM (IIOATBEPXKJIEHUSI PETHCTPAIIUM,
HEPEPEITUCTPALINUN)

JlaTa niepBoii perucTpanuu:

10. JATA IEPECMOTPA TEKCTA

14


mailto:leksredstva@pharmstd.ru

COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 14.03.2025 N= 6922

OO0mias XxapaKTepUCTHKA JIEKAPCTBEHHOTO Tperapara Aﬂﬂﬁﬁﬂﬁﬁfﬁ%ﬁﬁ%ﬁﬁﬁé Hgi:llzy'nHa

Ha WHPOPMALMOHHOM TopTaje EBpa3uiickoro 3KOHOMHUYECKOTO COr03a B HMH(OPMAIMOHHO-

KOMMYHUKaIIMOHHOM cetn «HTepHeT» http://eec.eaeunion.org/

15


http://eec.eaeunion.org/

