COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 19.02.2026 N= 3123

OBIIAST XAPAKTEPHCTHKA JTEKAPCTBEHIFOFPOTIPEITAPATA U007

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA
CJIABUKALIIL 5 mr, TabeTKu.

2. KAUECTBEHHBIN 1 KOJJTMYECTBEHHBIN COCTAB

JleiicTByto11I€€ BEIIECTBO: HATPUS MUKOCYIb(aT.

Kaxnass Ttabnerka coAepXuT S5 Mr Harpus NHKOCyJdbpata (B BHAEC MOHOTHAPATA).
BcnomorareabHble BCHICCTBA, HAJIUYUC KOTOPBIX HCO6XOI[I/IMO Y4UTbIBaTb B COCTaBC
JICKapCTBEHHOT'O Mpernapara: j1akto3a (cM. pasaen 4.4).

ITodHBIN CIIMCOK BCIIOMOTaTEeIbLHBIX BEIICCTB CM. B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku

KpyrJibie mI0CKOMMINHAPUIECKHE TA0IETKH OSIOro WK IOYTH OeJI0ro 1BeTa ¢ (pacKoii U PUCKO.
TabneTKy MOKHO pa3JesuTh Ha PaBHBIC T03bI.

4, KIMHUYECKHUE JAHHBIE

4.1. Illoka3aHusl K IPUMEHEHHUIO

[Ipenapar CJIABUKAII noka3an kK NpUMEHEHHIO Yy B3pOCIbIX U JIeT€l B BO3pacTe OT 4 JeT B
KauyecTBe CIAOUTETHHOTO B CIEAYIOUINX CIyYasix:

e 3arop, 00yCJIOBJICHHBIM ATOHUEH U TUIIOTOHUEH TOJICTON KUIIKH (B TOM YHCJIE B TTOKHIIOM
BO3pacTe, y JeKauyuXx MalueHTOoB, MTOCIIe ONepalyii, ocie poJoB U B IEPUO/ JaKTAIUH);

®  3ar10p, BBI3BaHHBIN IPUEMOM JIEKAPCTBEHHBIX CPEJICTB;

e Ui pPEryjJupoBaHMs CTyJa NpU TeMOppoe, NPOKTUTE, AaHAJIbHBIX TpemuHax (A
pa3MArdeHusi KOHCUCTEHINH KaJla);

e 3a00JICBaHMUS JKEITUYHOTO MY3bIPs, CHHAPOM Pa3paKCHHOTO KUIICYHUKA C TPEO0IIaaHueM
3aIropoB;

& 3arnop, O6yCJ'IOBJ'ICHHOM III/IC6aKTCpI/I030M KHIICYHUKA, HAPYIICHUAMUA JUCTLI.

4.2.  Pexxum 103MpPOBaHUS U CIOCO0 NPUMEHEHUS

PexuMm no3upoBanus

Bspocnvie

Pekomennyercs HauMHaATH MPUEM C HAMMEHBLIEH O3Bl /[ NOCTHMXKEHUs PETYJSIPHOIO CTyJia
JI03y MOXKHO IIOBBIIIATH JO MAaKCUMalIbHOW pekomeHayemon. He cneayer mnpeBslnaTh
MaKCUMaJIbHYK) PEKOMEHIYEMYI CYTOYHYHO J03y. Tak Kak IpernapaT HE BbI3bIBacT 2
MIPUBBIKAHUS, MMAMEHT MOXKET HWHIUMBHIYAJIbHO pPETryJIUpOBaTh IPHUEM: CHMXKATH JI03y B
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3aBUCHUMOCTH OT WHAWBHUIYaTbHBIX MOTPEOHOCTENW WM MPHMEHSTH IMpermapaT pa3oBO MO Mepe
HEOOXOIMMOCTH.

Bo3pacraas rpynmna Ho3a MakcumajibHasi CyTOYHAast
a03a
B3pocibie 1-2 TabneTku 10 mr (2 Tabnerkwn)
(5-10 mr) B cyTKH

C€THu

Jletn nOJKHBI IPUHUMATH IIpenapar TOJIbKO 110 HA3HAYEHUIO Bpaya.

Bo3pacTHas rpynna Ho3a MakcumajibHasi CyTOYHAast
a03a
Hetu crapuie 10 jet 1-2 tabGnetku 10 mr (2 TabneTkn)

(5-10 mr) B cyTkH

Hetu 4-10 net ¥>—1 Tabnetka 5 mr (1 Tabnerka)
(2,5-5 mr) B cyTKH

Jlemu maaowe 4 nem

JlannHast nmekapcTBeHHas: opMma HE JOJDKHA MPUMEHSTHCS Y JeTe B Bodpacte no 4 ner. Jls
JTAHHOM BO3PAaCcTHOM I'pyNIIbl NAIMEHTOB BO3MOXKHO puMeHeHue npenapara CJIABUKAII B Buze
KareJb.

Criocob nnpuMeHeHus

[Tpenapatr CJIABUKAII npennasHaueH Juis mpueMa BHyTpb. TabieTKu HeoOXOAMMO 3alMuBaTh
JIOCTAaTOYHBIM KOJIMYECTBOM JKMJKOCTH (HE MEHee IoJICTakaHa BoOjbl). [l momyuyeHus
ciabutenbHOro g dexra B yTpeHHHE Yachl CleyeT MpUHUMAaTh Npenapar HakaHyHEe Ha HOYb.
Bpewms pazsutus cnabutensHoro 3¢ dexra npenapara cocrapiseT 6—12 yacoB nocie npuMeHeHHs
(B cpennem 10 gacoB).

JUI1 BOCCTaHOBJIEHUSI €CTECTBEHHOIO pUTMa Je(eKalMy Hapsay € IPUEMOM CIa0UTEIbHOrO
pEKOMEHAyeTCsl TOBBIIIEHNE (U3NYECKOM aKTHUBHOCTH, JOCTATOYHOE IMOTPEOJIEHHE MHILEBHIX
BOJIOKOH B painose (2025 r B CyTKH), JOCTAaTOYHOE NOTPEOIEHUE JKUKOCTH (HE MEeHee 2 11).

4.3. IIpoTHBONOKA3aAHMSA

® TUINEPUYYBCTBUTEIHLHOCTh K HATPHS MHUKOCYJIb(GATy HIU JFOOOMY U3 BCIIOMOTATEIIBHBIX
BEIIIECTB, NIEPEUNCIICHHBIX B TyHKTE 6.1,

e KHIIICYHAs HEMPOXOJAUMOCTh HIIM OOCTPYKTHUBHBIC 3a00JICBaHHS KUIIICIHHUKA;

e OoCTpble 3a00JI€BaHMs OPTaHOB OPIOIITHOM MOJIOCTH WU CHIIbHASL OOJb B )KMBOTE, KOTOPHIE
MOTYT COMPOBOXKIATHCS TOLTHOTOM, PBOTOM, MOBBIIIICHHEM TeMIIEpaTyphl TeJa, BKIIOYAs
aIlIeHIUIINT,

®  OCTpbIC BOCIAIHMTEIbHBIC 32a00JICBAHUS KHIIICYHHKA,

® TsDKeJas IeTuipaTalus;
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® TEpBBI TpUMECTp OEPEMEHHOCTH.

4.4. OcoOble yka3aHusi H Mepbl IPEO0CTOPOKHOCTH NPHU NPHUMeHEeHUH

Jl1si MHOTHX MAalUEHTOB, CTPAJAIOIIUX 3alOPOM, HET HEOOXOJUMOCTU B €KEIHEBHOM IpHUEMeE
MaKCUMaJIbHOM J103bl — MOKHO CHU3HUTHb PETYJSPHO MPUHUMAEMYIO J03y B 3aBUCUMOCTH OT
WHAUBUAYAIbHBIX MOTPEOHOCTEM ManueHTa WIM MPUMEHSTh IMpernapaT pa3oBO IO Mepe
HEO0OXOIMMOCTH.

[Ipenapat He cieayeT NpUHUMATh exeAHeBHO Oonee 10 aHelt 0e3 KOHCYJbTaMU Bpaya.
JlnurenbHbIE NpUEM BBICOKMX J03 IIpernapara MOXET IPUBOAUTH K TIOTEPE KUIKOCTH,
HapyIIEHUIO 0alaHCa NEKTPOJIUTOB, THIIOKATUEMHUH.

Crumynupyroomue crnaburtenbueie  cpenactBa, Biimouas CJIABUKAIL, He cnocoOCTBYIOT
CHIKEHUIO MacChl Telna.

VY nanuenToB, npuHuMasiux npenapat CJIABUKAIL Bo3HuKau roJoBOKpYKeHHE U 0OMOPOK.
AHanu3 mokaszai, YTo 3TH Clydyau CBSI3aHBI C OOMOpOKOM IpH aedexaruu (Wi 0OMOPOKOM,
BBI3BaHHBIM HaNpspKEHUEM Npu e eKalnn) Wik ¢ Ba30BarajlbHOM peakiuei Ha 00Jib B )KUBOTE,
KOTOpasi MOKeT ObITh 00YCIIOBIIEHA 3aTIOPOM U HE 0053aTeNbHO CBSA3aHA C IPUEMOM Ipernapara.
[Tpemapar ciieqyer Ha3HadaTh ¢ OcTOpoKkHOCTHIO BO 11 m Il TpuMecTpax GepemenHocTr. B aTOM
cilydae, Kak ¥ IpU MPUMEHEHUH JIPYTUX CIaOUTENbHbIX, IPUEM Mpenapara BO3MOKEH TOJIBKO 10
Ha3HAa4YCHUIO Bpaya.

Jetu crapie 4 et 1o KHBI IPUHUMATh IIPEnapaT TOJIBKO 10 Ha3HAUEHHUIO Bpaya.

BcnomorarensHbIe BEIECTBA

[TaimenTaM C peAaKO BCTPEYAOLIEHCS HACIEICTBEHHOM HENEPEHOCUMOCThIO TalaKTO3bl,
ne(UIUTOM JaKTa3bl JIOMapel WM TJI0KO030-TalaKTO3HOW ManbaOcopOiueil He ciexyer
MIPUHUMATh 3TOT Mpemnapar.

4.5. B3aumoneiicTBHe ¢ JAPYIrMMH JIEKADCTBEHHBIMH IIpernaparamMM M JApyrue BHIbI

B3aNMOdelCTBUA

C muypeTrKaMy WM TTIOKOKOPTHKOCTEPOUIAMH

[Tpu ofHOBpEMEHHOM MpUMEHEHUH ¢ BbIcokuMH Jto3amu nipenapata CJIABUKAIL nuypervku mim
[JIIOKOKOPTUKOCTEPOUIBI  TOBBILIAIOT  PUCK  HAapyIIEHUs  AJIEKTPOJUTHOro  OanaHca
(runoxanuemun). Hapyiienue anekTpoauTHOro OanaHca, B CBOIO OY€pe/b, MOXKET IOBBIIIATH
YYBCTBUTEIBHOCTD K CEPICYHBIM TTIMKO3HIaM.

C aHTHOHOTHKAMU

CoBmectHoe mnpumeHenue npenapata CJIABUKAII u aHTHOMOTHMKOB MOKET YMEHbIIATh
cnabuTenbHbIN 2P PeKT npemnapara.

4.6. ®epTHIBLHOCTH, 0ePeMEHHOCTb U JAKTALUS

bepemeHHOCTD

I[aHHBIC 0 JOCTOBCPHBLIX MW XOPOIIO KOHTPOJIHMPYEMBIX HCCICOOBAHUAX Y 6€peMeHHBIX KCHIIWH
OTCYTCTBYIOT. I[J'II/ITGJIBHBII\/'I OIIBIT NPUMCHCHUA HE BBLIABUJI OTPULATCIIBHOI'O BJIMAHUA IIpCIiapaTta Ha

3
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O6epemenHocth. Ilpuem mpemapata B I Tpumectpe OepemenHocTu mnpotuBonokazad, Bo I u III
TpUMecTpax OepeMEeHHOCTH TOJIBKO MO0 HA3HAUYEHHIO Bpaya.

JlakTanms

AXTHBHBIH METa0OJIMT M €ro MPOU3BOIHBIC (TJIFOKYPOHH/IbI) HE BBIACISIOTCS C TPYIHBIM
MosiokoM. Takum o00pa3oM, mpemnapar MOXKET ObIThb MHCIOJB30BaH B IMEPUOJ TPYAHOTO
BCKapMJIMBAHHSI.

DdepTUabHOCTD

HccnenoBanus BIUSHHUA Ha (DEPTHIIBHOCTD Yy YeJOBEKa HE NMPOBOAMINCH. B HOKIMHHYECKHX
UCCIIEIOBaHM TepaTOreHHBIX 3(p(PEeKTOB HA PEIPOAYKTUBHOCTH BBISIBJICHO HE OBLIO.

4.7.BausiHue Ha CIHOCOOHOCThH YupaBJsTh TPAHCIIOPTHBIMH CpPEACTBAMH H paGOTaTb C

MeEXaHu3MaMH

CHGI_II/IEUIBHLIX KIIMHHUYCCKHUX I/ICCJ'IeI[OBaHI/Iﬁ BJIMAHUA IIPCIIapaTra Ha CIIOCOOHOCTD YHOpaBJIATh
ABTOTPAHCIIOPTOM HJIN pa6OTaTI) C MEXaHN3MaMU1 HE IMPOBOJAUIIOCEH.

HCCMOTpH Ha 9TO MalfUCHTaM CJIIEAYET C006H_[3.TB, 4TO y HHUX BCJICACTBUC Ba3oBarajJbHOH peaKnu
(TO €CTb, BO BpCMs Clla3sMa KI/IIJ_IC‘IHI/IKa) MOT'YT BO3HUKATh 'OJIOBOKPYKCHHUC H/uau 06MOpOK. Ecan
Yy HNaluUCHTOB BO3HHUKACT CIla3M KHUIICHUHUKA, OHU JOJIKHBI n30erath NOTCHIHUAJIBHO OIIaCHBIX
BUJOB ACATCIIBHOCTHU, B TOM YHCJIC BOXKIACHHA aBTOTPAHCIIOPTA UJIN YIIPABJICHUA MCXaHU3MaMU.

4.8. Hexkes1aTelbHbIE peaKIUH

Pesrome npoduns 6e3onacHOCTH

CornacHo npuHiMnam BeemupHoii opranusainuu 3apaBooxpanenus (BO3), HexxenaTenpHbIe
peakiuu Kiaccu(UIMPOBAHbI B COOTBETCTBUU C UX YaCTOTOH CIICIYIOIIUM 00pa3oM:

-04eHb yacto (>1/10),

- yacto (>1/100, <1/10),

- Heuacto (>1/1000, <1/100),

- peaxo (>1/10 000, <1/1000),

- oueHs penko (<1/10 000),

- YaCcTOTa HEM3BECTHA (YaCTOTY BOSHUKHOBEHHSI HEXKEIATEIbHBIX PEaKIUil HENb3s ONPEACTUTh
HA OCHOBaHUH MMEIOIIUXCS JAHHBIX ).

Tabauunoe pPE3IOME HEXKENaTeIbHBIX PEaKIINI

CucremHo- Yacrora HexenatenbHble peakuun
OPraHHbIi KJacc
(COK)
Hapymenus co
CTOpPOHBI MMMYHHO | YacToTa HensBecTHa Peakuny runepyyBCTBUTEIBHOCTH.
CHUCTEMBI
Hapymenns co | Heuacto lNonoBokpyxeHue Crnydan
CTOPOHBI  HEPBHOWU T'OJJOBOKPYIKCHHA
CHCTEMLL Yacrora HeusBectHa | OOMOpPOK  (0OMOPOYHOE | i oGmopoKa
COCTOSIHUE) HocJIe npreMa
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CucremHo- Yacrora HexenareabHble peakuuu
OpPraHHbINi KJace
(COK)

HaTpUs
MUKOCYIb(ara,
MO-BUIUMOMY,
MOTYT OBbIThH
CBSI3aHEI C
Ba3oBarajabHOU
peakuuei
(manpumep,
HaIpsHKEHUEM
npu e eKaluy,
cla3zMaMH B
KUBOTE) (CM.
pasznen 4.4.)

Kenynouno- OueHb YacTo Hunapest

KHUILIEYHBIE Yacto Cnasmbl 1 00JIb B JKMBOTE, AUCKOMMOPT B

HapyILICHUS JKHBOTE

Heuacto PBota, TomHuora

Hapymenus co | Hactora HeusBectHa | KoxkHbIe peakiuu, TaKue KakK

CTOPOHBI KOXH H AQHTMOHEBPOTUYECKHA OTEK, KOXKHAsl ChIIb,

HOJKOKHBIX TKaHEH KOKHBIH 3y]1.

Coo011eHne 0 mMoI03pEBAEMBIX HEXKEIIATEIBHBIX PEAKIIHIX

BaxHo coo0mare 0 TM0A03pEBAEMBIX HEXKeNaTeIbHBIX pPEaKLUUAX IMOocie pPerucTpanuu
JIEKapCTBEHHOTO Iperapara ¢ Leliblo 00ecreyeHns HepepbIBHOIO MOHUTOPUHTAa COOTHOILICHUS
«II0JIb3a — PHUCK» JIEKapCTBEHHOIO Ipenapara. MeIunuHCKUM paOOTHHKaM PEKOMEH]yeTCs
coo0maTe O JIOOBIX MOJO3PEBAEMBIX HEKENATENbHBIX PEAKIUAX JIEKAPCTBEHHOIO Ipernapara
4Cpe3 HAIMOHAJIIBHBIC CHUCTCMbI COO6HI€HI/I$I 0 HCEXKCJIATCIBHBIX PCAKOUAX TOCYyAapCTB-UYJICHOB
EBpazuiickoro 3KOHOMHYECKOTr0 COI03a.

Poccuiickas ®@edepayus

®denepanpHas cayx0a mo Haa30py B chepe 3apaBooxpanenus (PocsnpaBaanzop)
Anpec: 109012, r. Mocksa, CiaBstHCKas TUTOIIA b, 1. 4, cTp. 1

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

E-mail: pharm@roszdravnadzor.gov.ru

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

4.9. lepeno3npoBka

CUMIITOMBI


mailto:pharm@roszdravnadzor.gov.ru
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HpI/I NpueME BBICOKUX 03 BO3MOKHBI: JHAPCH, 0663BO)KI/IBaHI/IC, CHUXXCHUC apTCPHATIBHOTO
JaBJICHUS, HAPYHICHHUEC BOAHO-3JICKTPOJIIMTHOI'O 6aJ1cha, THUIIOKAJIIMEMHUS, CYyJOPOTI'H.

Kpome Toro, nocrynanu cooOLIEHHUS O ClydasX MIIEMHHM MYCKYJIAaTypbl TOJCTOIO KUIIEYHUKA,
CBSA3aHHBIX C MPUEMOM [103 IIperapara, 3HAUUTEIbHO IPEBBIIIAIOMINX PEKOMEHOBAHHbIE IS
oOpryHOTO JeueHust 3amopa. llpemapatr CJIABUKAIL, kxak u japyrue ciaOuTenbHbIE, NpU
XPOHMYECKOH MEPe03UPOBKE MOXKET IMPHUBECTH K XPOHHUYECKOW auapee, OoisiM B 00JIacTH
KHBOTA, THIIOKAJIMEMHUH, BTOPUYHOMY TUIIEPAIbIOCTEPOHU3MY, MOUEKaMEHHOM Oose3HU. B cBs3H
C XPOHHUYECKUM 3JI0YIIOTpeOIeHnEM CIa0UTENbHBIMU MOXKET PA3BUTHCS MOBPEXKIEHUE TOUEUHBIX
KaHaJIbLIEB, META0OJINYECKHH alKajlo3 U MbILIeYHast ¢1a00CTh, CBA3aHHAs C TUIOKAIMEMUEH.

Jleuenue

I[J'ISI YMCHBIICHUA a6cop6u1/m Inperapara II0CJIC IMMpHEMa BHYTPb MOKHO BbI3BATh PBOTY HWJIN
IMPOBECTHU IIPOMBIBAHUEC KCIIY KA. MoxeT HOTpe6OBaTI>C$[ BOCIIOJIHCHHUEC KUAKOCTHU U KOPPCKIUS
OajnaHca QJICKTPOJIMTOB, a4 TAKIKC HA3HAYCHHUC CIIa3SMOJIUTHYCCKUX CPCIACTB.

5. ®APMAKOJIOI'MYECKHUE CBOMCTBA

5.1.dapmakoanHaMuYecKHe CBOiicTBa

®apmMakoTepaneBTUYECKas IpyIa: CpeACTBO JUIsl JIEUEHUS 3all0pPOB; KOHTAKTHbIE CIa0UTEIbHbIE
CpeICTBa.

Kox ATX: AO6ABO8

Mexanusm geiicTBus

Hartpusi mukocynbdar, SBISSICH CIaOMTEIbHBIM CPEACTBOM, JCHCTBYIOIIMM Ha YPOBHE TOJICTOM
KHIIKH, CTUMYJHMPYET E€CTECTBEHHBINH MPOIECC HBaKyallMd COJEPKHUMOTO0 U3 HWKHHX OTJEJIOB
KEITYAOYHO-KUIIEUHOTO TpakTa. [1o 3Toi mpuyrHe HATpuUsl MUKOCYNIb(AT HE OKa3bIBACT BIMSHUSA HA
TepeBapuBaHre WIM BCACHIBAHWE KAJOPUIHOW MUIIM WM HE3aMEHUMBIX MUTATEIBHBIX BEIIECTB B
TOHKOU KHIIIKE.

dapmakogngamuyeckue 3P HeKTol

JelicTByroliee BEIIECTBO HATpPUsl THUKOCYJIb(paAT TPEACTaBIACT COOOW  CIaOUTENbHOE
TPUAPUIIMETAHOBOM Tpynmnbl. Kak MecTHoe clnaOWTenpbHOEe HATpUS THKOCYIb(paT Iocie
0aKTepHaIbHOTO PACHICTUICHUSI B TOJCTOW KHIITKE OKa3bIBACT CTUMYJIHPYIOIIEe JeHCTBUE HA ee
CIIM3UCTYI0, YCUJIMBAsl TMEPUCTAIBTUKY, CIIOCOOCTBYET HAKOIUICHHIO BOJBI U DIIEKTPOJIUTOB B
TOJICTOM KHUIIKE. DTO TPHUBOJUT K CTUMYJSIUU akTa Ae(eKalud, YMEHBIICHUI0 BPEMEHH
ABAKyaIllM U Pa3MsArdeHUI0 CTyIIa.

Bnusnue npenapata CJIABUKAII wu3yyanu B paHIOMHM3UPOBAHHOM, JBOMHOM, CJETIOM
HCCJIEIOBAaHUM B MapaJJICNIbHBIX TPYIIAX € y4acTheM 367 MalueHTOB ¢ XPOHUYECKUM 3all0pPOM.
Pe3ynbTathl nccieroBaHus MOKa3aay 3HAUUMOE YCUJICHUE IEPUCTATbTUKU KUILIEYHUKA B TEUEHUE
KOKIOW M3 YeThIpeX HeAeNb Tepamnuu 1mo cpaBHeHHIo ¢ marnebo (p < 0,0001). Konuenrpanuu
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KaJlusg B CHIBOPOTKE OCTaBaJUCh HEU3MEHHBIMH K KOHIy wuccienoBanusa (4,4 mMM) u
COOTBETCTBOBAIH (pu3HoIorundeckoi Hopme (3,6—-5,3 MM).

5.2.dapMakOKHHETHYECKHE CBOHCTBA

AOGcopouus

[Tocre mepopalbHOTO IIpHeMa HATPUsA MUKOCYJIb(AT IOCTyHmaeT B TOJICTYHO KHIIKY Oe3
3HAYUTEIILHON aOCopOIHH.

Pacnopenenenne

:‘)HTepOFeHaTI/I‘ICCKaﬂ HMUPKYJOHUA IIperiapata UCKIYacTCs.

Buorpancdhopmarimsa

B nucrtansHOM OTIENE TOJICTOTO KUIIEYHUKA MPOUCXOIUT OaKTepUaIbHOE PACIICIICHUE HATPUS
nuKocynbdara ¢ 00pa3oBaHUEM AKTHBHOTO MeTaboiuTa Ouc-(M-TUAPOKCH(EHNIT)-THPUANI-2-
merana (BI'TIM), o6namaronum ci1abUTeabHBIM ICHCTBHEM.

OIMMUHALKSA

[Tocne pacmerienuss HeGompimoe kommdectBo BITIM abcopbupyercss W nanee MpaKTHUYECKH
MOJTHOCTBIO CBSI3BIBAETCS B KHUIIEYHOH CTEHKE M TEUYeHH € (OPMHPOBAHHMEM HEAKTUBHOTO
rokyponuaa. [locine mpuema npemapara BHyTpb B qo3e 10 Mr (oxono 10,4% ot oOrmieit 10361)
npenapar BeiBoAUTCs ¢ Mouoi B Buae Bl TIM-rimrokyponuaa uepes 48 yacos. [Ipu npumenenun
0oJiee BBICOKHX /103 IIpenapaTa BbIBE/IEHUE €r0 MOYKaMHU, B [IEJIOM, YMEHBIIIAeTCs.

JIuHEeHOCTh / HEMMHEWHOCTD

Bpewms pazsutus cnabutensHoro 3¢pdekra npenapara onpeaensieTcs CKOpoCThIO BHICBOOOKAEHUS
aktuBHOro Metabonuta BI'TIM u cocraBnsier 6—12 yaco (B cpegnem 10 uacoB). Ilpsamas wnn
oOpaTHas CBsI3b MEX/1y cIaOUTENbHBIM Y3(PPEKTOM aKTUBHOIO META00INTA U €r0 KOHIIEHTpaluen
B CBIBOPOTKE KPOBU OTCYTCTBYET.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1.Ilepevyenns BcnoMoraTejbHbIX BelIECTB

JIAKTO3bI MOHOTUAPAT
Kpaxmall KyKypy3HbIii

KPEMHUS TUOKCHU]] KOJUTOUTHBIN (a3pOCHI)
MarHusi cteapar

6.2.HecoBMecTHMOCTH

He npumenumo
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6.3.Cpok rogHoCTH (CPOK XpaHEeHUsl)
3 rona.

6.4. Oco0ble MepbI NPEAOCTOPOKHOCTH MPH XPAHEHUH
XpaHuTh IpU TeMnepaType He Boime 25 °C.

6.5. XapakTep u cojep:kaHHe MEPBUYHON YIAKOBKHU

[To 5, 10 umu 15 TabreToK B KOHTYPHYIO STYEHKOBYIO YIIAKOBKY U3 TNICHKH MOJIMBUHUIXJIOPUIHOM
¥ (QOJIBIU ATFOMUHHUEBO MMeYaTHON JTAKMPOBAHHOM.

ITo 1, 2, 3, 4 niam 5 KOHTYPHBIX STYEHKOBBIX YITAKOBOK BMECTE C JIMCTKOM-BKJIAIBIIIEM [TOMEIIAIOT
B MIAYKY W3 KapTOHA.

He Bce pa3mepbl ynakoBOK MOTYT OBITh JOCTYIHBI AJIsl peaIu3aluu.

6.6.0co0ble Mepbl MPEAOCTOPOKHOCTH PH YHHUYTOKEHUHU

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. JEPXKATEJIb PETUCTPAHIMOHHOI'O YAOCTOBEPEHUSA

Poccutickas Penepanus

AO «AJINYM»
Anpec: 142279, MockoBckas 00i1., T. Cepryxos, . O0oneHck, Tep. Kpapran A, 1. 2
Tenedon: +7 (495) 646-28-68

Onekrponnas moura: info@binnopharmgroup.ru

7.1. llpeacraBuTe/]b JEepPKATEIA PETHCTPALMOHHOIO Y/10CTOBEPEHH

[Iperen3un norpedUTENeH HAIPABIATE 110 aIPECY:

Poccuiickas ®edepayus

AO «AJINYM»

Anpec: 142279, MockoBckas o01., T. Cepnyxos, . O6omneHck, tep. Ksapran A, 1. 2.
Tenedon: +7 (495) 646-28-68

OnekTponHas noyra: info@binnopharmgroup.ru
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8. HOMEP PETHCTPAIIMOHHOI'O YAOCTOBEPEHUS

JITT Ne(000448)-(PT-RU)

9. JTATA TEPBHYHOW PETHMCTPAIVH (IMOATBEPKIEHMS PETUCTPALINM,
MEPEPETHCTPAILINN)

09.12.2021
10. JATA HEPECMOTPA TEKCTA



