COOTBETCTBYET SKCNEPTHOMY OTHETY

oT 25.12.2023 N= 27042

OBLIASI XAPAKTEPUCTHUKA JIEKAPCTBEHHOPO TIPEHAPATA U00T)

1. HAMMEHOBAHMUE JIEKAPCTBEHHOTI' O ITPEITAPATA
Anennponar Kanosn, 70 mr, TabieTku.
2. KAUYECTBEHHBINA M KOJJMYECTBEHHbBII COCTAB
JleficTByrolII€€ BELIECTBO: aJIE€HAPOHAT HATPUS TPUTUAPAT
Kaxnass TabneTka comep kKWT: alleHApoHAT HATpus Tpuruapar 91,36 Mr, B mepecuere Ha
AJICHJIPOHOBYIO KUCIOTY 70 MT.
BcrniomoratenbHble BelIECTBa, HATMYUE KOTOPHIX HAJ0 YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npernapara: JakTo3bl MOHOTHApaT (cM. pasaen 4.3 u paznen 4.4.).
[TonHbIN TepevYeHb BCIOMOTATEIBHBIX BEILIECTB MPUBEJIEH B pasnene 6.1.
3. JIEKAPCTBEHHAS ®OPMA
TabneTku.
TabneTku Kpyrible IUIOCKOUMIMHIAPUYECKHE C (PAcKOH M PHCKOH, OeNoro Wi moutd Oenoro
nBeta. JlomyckaeTcs He3HAUUTENbHAS MPAMOPHOCTbD.
4. KJIMHUYECKHUE JTAHHBIE
4.1. Tloka3aHusi K NPUMEHEHUIO
Anenaponar KaHOH NOKa3aH K MPUMEHEHHIO Y B3POCIIBIX.
- Jleuenue ocrteomopo3a y KEHIIMH B MOCTMEHOMNAy3€ C LENbI0 MPEAYNPEKICHUS PAa3BUTHS
NIEPEeIOMOB, B TOM YHCIIE IIEPEIOMOB Oe/jpa 1 KOMIPECCHOHHBIX MEPEIOMOB IT03BOHOYHHUKA.

- Jleuenue OCTCOIIOPO3a Y MYKUHUH C ICJIBIO NPCAOTBPAILICHNUA BOSHUKHOBCHU S IIEPCIIOMOB.

4.2.  PexuM 103MPOBAHHUS U CNIOCOO NPUMEHEHUA

PexxuM 103upOBaHus

IIpu ocmeonopose y scenyun 6 NOCMMEHONAY3e U MYHCUUH

Pexomennyemas no3za — 1 tabnerka 70 mr 1 pa3 B Hezento.

OnTumManbHas ATUTEILHOCTh TEPAMIUU OCTeonopo3a buchochoHaTaMu He yCTaHOBJICHA.
Heo6xonnmMocTs npoomkeHus Tepanuu oucdochoHaTamMu 10JKHA OLEHUBATHCS HAa PEryJIIpHON
OCHOBC Ha OCHOBAaHHWH COOTHOLICHUS «ITOJIB3bI-pHUCKa) IPUMCHCHUA aﬂeHJIpOHOBOﬁ KHCJIOTBI AJIs1

KaKJIOTO TAIMeHTa WHIUBUIYAJIbHO, 0OCOOEHHO MOcye 5 1 OoJiee JIeT MPUMEHEHHS

HpI/I HEAOCTATOYHOM IOCTYIUICHUH C Nullel maryeHTaM CJICAYCT HNOIIOJHUTCIBHO IMPUHHUMATH

npenaparsbl KaJIbIUA 1 BUTaAMHUHA D.

Uccnenoanuii npuMeHEHUs aICHAPOHOBOUM KUCIOTHI B 1o3€ 70 Mr 1 pa3 B HEJEI0 I JICUCHUS

OCTEOIOpO3a, HAYIUPOBAHHOTO Teparmeﬁ TJIIFIOKOKOPTHUKOCTEpONAaMHU HE IMTPOBOANIIOCEH.

Pexomenoayuu 6 cnyyae nponycka npenapama
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TlpH cydaitHOM TpOTyCKe TIpHeMa mpenapata|Heo0xo e IpHus s Tpor iieHmY Ta6AeTKy

yTpoM cruenyromero aHs. He ciegyer npunHumarh 2 TableTKM B TeyeHHE | CyTOK, HO B
JanpHEHIIeM MpHeM Tpernapara cleAayeT mpoaospkarh mo 1 TabneTrke B TOT e JeHb HENeNH,

KOTOpBIﬁ OBLI BBI6paH C CaMOI'0 HayaJia JICUCHHA.

Oco0Bble IPVIIILI TAIUEHTOB

Ilayuenmul nodcunoco eospacma
B xiMHUYecKUX HCCIeIOBAHUAX alICHIPOHOBOM KUCIOTHI pa3nuiuii B 3 (HeKTUBHOCTH U IpoduIie
0€30MacCHOCTH B 3aBHCHMOCTH OT BO3pacta He HaOmonanoch. Koppekuuu m03bl mpenapara

AJ'ICH,I[pOHaT Kanon JJIs IIOKHJIBIX ITAaIUEHTOB HE Tpe6yeTc;1.

Tayuenmel ¢ napywienuem @yHKYuU noyex
Koppekuuu 10361 npenapara Anenaponar KaHoH asis NalMeHToB ¢ NOYeYHOH HEe10CTaTOYHOCThIO
nerkoit m cpenneit crenenu Tsokectu (KK Gonee 35 mu/mmu) He TpeOyercs. Ilpumenenue
AJICHIPOHOBOM KMCIIOThI HE PEKOMEHAYETCS Ul MAllUEHTOB € I0YEYHOU HEIOCTaTOUHOCTbI0. [Tpu

KOTOpOfI KK cocraBut menee 35 MJ'I/MI/IH2, B CBA3HM C HCAOCTATOYHOCTBIO KIIMHNYCCKHUX JAaHHBIX.

eTh
bezonacHocTh U 3EKTUBHOCTH aNCHAPOHOBOI KUCIOTHI y JA€Te U MOJIPOCTKOB A0 18 ner He
yctaHoBiensl. [Ipenapatr Anenaponat KaHoH He clieqyeT NpUMEHSTh NMpU 3a00JEBaHUSAX,
CBSI3aHHBIX C JIETCKUM OCTEOTIOPO30M.

Crooco0 nmpuMeHeHus

BnyTps.

3a 2 yaca (Ho He MeHee 4yeM 3a 30 MUHYT) 1O NEPBOrO MpueMa MUIIH, BOJbI WIH JAPYrHX
JIEKapCTBEHHBIX CpeACTB. [lJiss yMEHbIIEHUS pa3apa’kalolero BIWSHUS Ha MUIIEBOJ Mpernapar
HE00X0/IMMO MIPUHUMATD CPa3y MOCJIe YTPEHHEr o MoAbeMa, Mocie MprueMa He CIeyeT JIOKHUThCS
Ha npoTspkeHUH 30 MUHYT (ONAacHO MPUMEHSThH B ClIydae HeCOCOOHOCTH MAIlMeHTa CTOATh WIIH
cunets npssmo B teuenne 30 munyT). [lprem nepen cHOM MM B TOPU30HTAIBHOM TTOJOKEHUHU
YBEJIMYUBAET PUCK Pa3BUTHUS I30(arura.
3anuBaTh TOJBKO OOBIYHOW BOJOW (TMONHBIA cTakaH — He MeHee 200 M), MOCKOJBKY JApyrue
HaNMUTKU (BKJIOYasi MUHEPAIbHYIO BOJY, Kode, 4aii, aneIbCHHOBBIM COK) CHMXKAIOT abCopOIuIO.
Tabnerky cieayeT mporiaaTbiBaTh HEJUKOM. Henb3s KpoIIWTh, KEeBaTh MM PaccachbiBaTh
TabJIETKU M3-3a BO3MOXHOT'O 00pa30BaHUs 3B B POTOBOM MOJIOCTH U IJIOTKE.

4.3. TIpoTuBOMOKA3AHHUS
- 'unep4yBCTBUTEIBHOCTH K aJICHIPOHATY HATPHUS UIIH K JIIOOOMY M3 BCIOMOTaTeNIbHBIX BEIIECTB,
IIEPEYUCIICHHBIX B paszaene 6.1.

- 3abosieBaHusl MUIIEBOAA U JApyrue (aKTOPhI, 3aMEJISIONINE €r0 OMOPOKHEHHE, HAIpUuMep,
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CTPUKTYPBI WJIN axala3usl.

- HeciocoOHOCTh TaIMieHTa CTOSTh WIHM CHJIIETh MPsIMO B TeueHue He MeHee 30 MUHYT mocie
npuema npenapara.
- ['unepuyBCTBUTENBHOCTh K aJCHIPOHOBOM KHUCIOTE W/MIU JIOOOMY BCIIOMOTaTEIbHOMY
BEIIECTBY B COCTaBe Ipernapara.
- 'unokanpuuemus.
- Tspxenbie HapyIIeHUs MUHEPaTHbHOTO OOMEHA.
- XpoHuyeckas rmodeqHasi He1ocTaTo9HoCTh (kiupeHc kpeatunuHa (KK) <35 mu/mun).
- Bospact no 18 ner (B cBA3M C OTCYTCTBHMEM AAHHBIX MO 3(PGEKTUBHOCTH U 0€30MaCHOCTH
AJICHIPOHOBOM KHMCIIOTHI B IaHHOM BO3pacTHON MOIMYJISILIUM).
- HemnepenocumocTh  7aKkTO3bl, JAEPUIUT JAKTa3bl, CHHIAPOM TJIOKO30-TaJaKTO3HOU
Majba0dCcopOIuy.
- Jledurut Butamuna D.
- bepemeHHOCTb.
- [lepuon rpy1HOTO BCKApMITUBAHUSI.
4.4 Oco0ble yka3aHusi 4 MepbI MPeI0CTOPOKHOCTH NPHU NMPUMeHeHUH

C 0CTOPOKHOCTBIO

- IIpu obocTpenun 3a00eBaHUN BEPXHUX OTAEJIOB KENyJOYHO-KUIIEYHOIO TPaKTa, TAKUX Kak
nucdarus, 3a001€eBaHus MUIIEBOA, 330()aruT, raCTpUT, 1YOJCHHUT, sI3BEHHAs1 00JIE3Hb JKeTyaKa U
12-nepcTHOMN KUIIKHY;

- Ilpu cepbe3HbIx 3a00J7€BaHUSIX JKEITYAOYHO-KHUILIEYHOI'O TpakKTa, TIEPEHECEHHbIX B
npenuiecTByromme 12 MecdleB, HanpuMmep, MeNTUYecKas s53Ba, IKEIYyJA0YHO-KUILIEYHOE
KPOBOTEUYEHHE, XUPYPrUUYE€CKOE BMELIATEILCTBO HA BEPXHHMX OTJENAX KEIYJLOYHO-KULIEUHOTO
TpaKTa, 3a UCKJIIFOUEHNUEM MUJIOPOIUIACTUKH;

- [Ipu npeapacnonokeHHOCTH K THIOKAIbIIMEMUH (MalbaOCopOLIMs KallbLiKs, TUIIONApaTUPEOD3).

Oco0ble yKa3aHus

AJEeHPOHOBAs KUCIIOTa MOYKET BBI3bIBATH MECTHOE Pa3/ipaskeHHe CIM3UCTON 000JI0UKH BEPXHUX
otaenoB XXKT. B cBsi3u ¢ 3TUM BO BpeMs NpuemMa aJIeHAPOHOBOW KUCIIOTHI CIIEAYET COONII0IATh
OCTOPOKHOCTh TpPU Ha3HAUYEHUHU TMpernapara MHalueHTaM c 3a00JIeBaHUSMH BEPXHUX OT/AEJIOB
KKT, wnampumep, mpu aucharuu, 3a00J€BaHUM THUIICBOJAA, TaCTPUTE, IyOJEHHUTE, S3BE,
cepre3znoMm 3aboneBanuu JKKT, nepenecennom B npeamnectByromue 12 mecsues. Hanpumep, npu
NENTUYECKOM sA3BE, a TaKKe IPU aAKTUBHOM JKEIYJAOYHO-KUIIEYHOM KPOBOTECUECHUHU,
Xupyprudeckou onepanuu Ha BepxHux otzaenax JKKT, 3a nckirodennem nunopornactuku. Jis
MAlAEHTOB C JUAarHOCTHPOBAHHBIM MHINEBOJOM bapperTa Bompoc 0 Ha3HA4eHUH aJeHAPOHOBOMN

KHCJIOTBI JOJIKCH PCIIaThbCd MHAWBUAYAJIbHO HAa OCHOBAHHWU OLICHKU OTHOIICHHA 0XKHIaeMOMH
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M0JIb3bI K BO3MOXKHOMY PHCKY.

IIpu nedyeHnn aneHPOHOBOM KMCIIOTOW U3BECTHBI CIIy4au HEXKEJIATEIbHBIX PEAKIUil CO CTOPOHBI
nuieBosa (330Qarut, si38a UK SPO3Usl MUIIEBOAA), MHOT/Ia MPOTEKABIINX B TSHKETION Gopme u
TpeOOBABIIMX CTALIMOHAPHOTI'O JICUEHUS, U B PEAKUX CIIydasiX, OCIOKHUBIIUXCSA (POPMUPOBAHUEM
CTPUKTYpBIL. B cBA3M ¢ 3TUM BpayaM HEOOXOAUMO YIeNATh 0C000€ BHUMAHUE JIIO0BIM IIPU3HAKAM
U CUMIITOMaM, yKa3bIBalOIIMM Ha BO3MOYKHbIE HApPYILIEHUS CO CTOPOHBI IUIIEBO/A, a MalUEHTHI
JOJDKHBI  OBITH TPEIYNpPEXACHB O HEOOXOIMMOCTH IpPEKpaIleHusl IMpHeMa ajleHIAPOHOBOM
KHCJIOTBI M OOpalleHus K Bpady IIpH HOSABICHUH CUMIITOMOB pa3pa)keHus nuieBoja. Takux Kak
nucdarus, 6051b MPH INIOTAHUU UM 00JIb 3a FPYIMHOMN, MOSBICHNUE WU YCUJICHHE U3KOTH.

Prick BOBHMKHOBEHHUS TSKEIBIX HEXKEIATENbHBIX PEAKIMI CO CTOPOHBI UILIEBOA BBILIE Y
TeX MalUEHTOB, KOTOPbIE HAPYIIAIOT PEKOMEHJAINH 10 TIpUEMY IpeTapara u/iii IpoI0JKAI0T
IPUHUMATh €ro NpU IMOSBIEHUH CUMIITOMOB pa3ipaxeHus numieBoaa. OcoO0EHHO BaXKHO JaTh
HAlMEeHTy PEKOMEHJAlUM [0 MpUeMy IMpenapaTa, 4ToObl OH IOHUMAJ, YTO PHUCK pa3BUTHUS
MOpaXEHMsI MUIIEBO/Ia BO3PACTAET B CIIy4ae HEBBINOIHEHUSI JAHHBIX PEKOMEHAAIINN.

XOTsI B pacUIMPEHHBIX KIMHUYECKUX HCCIEIOBAHUAX AJEHAPOHOBOM  KHMCIIOTHI
HOBBIIIEHUS PUCKA BO3HUKHOBEHMSI HeXemaTeabHbIX peakuuil co ctopoHsl XKKT He oTMedanocs,
B IOCTPETUCTPALIMOHHBIX OTYETaX COOOLIANIOCh O PEKUX CIIydasX Pa3BUTHS SI3BbI XKENyAKa U
JBEHAALIATUIIEPCTHON KUIIKHU, HHOT' /1A TSHKEJION U OCII0KHEHHOM.

Ocmeonexpos ueniocmu

VY nanueHToB cO 3710KaYeCTBEHHBIMU HOBOOOPA30BaHUAMH, MPH JICYEHUH KOTOPBIX MPOBOANUIOCH
BHYTPUBEHHOE BBeleHUe OuchocdoHaToB, OTMEUAINCh CIIy4ad OCTEOHEKpO3a YeNIOCTH,
00YCJIOBJICHHOW TJIaBHBIM 00pa3oM TMPEIIECTBYIONIEH JKCTpakiuend 3y0a W/WiM JIOKaJIbHON
uH(peKuuen (BKIoYasi OCTEOMUETNT). MHOTHE U3 MalMEeHTOB TAK)Ke MOJydall XUMUOTEPAIHIO U
TIIIOKOKOPTUKOCTEPOUAbL. Takke M3BECTHBI Clydal OCTEOHEKPO3a YENIOCTH Yy MAalMEHTOB C
0CTEOIOPO30M, MPUHUMABIINX OHc(hOCchHOHATHI TEPOPATHHO.

[Ipy olleHKe WHAWBHUIYaJbHOTO PHUCKA PA3BUTHUSI OCTEOHEKPO3a YENIOCTU CIEAYET
YUUTBIBATh CIEAYIOUINE (PaKTOpPhl pUCKA:

o aKTUBHOCTH Oucdochonara (HauBbICIIAs Y 30JI€POHOBOI KHCIOTHI), ITyTh BBEJIECHHS (CM.

BbIIIE) U 00111as1 1034,

o paK, XUMUOTEpaIus, paJloTepamnus, TIFOKOKOPTUKOCTEPOUIbI, MHTUOUTOPI aHTHOTeHE3a,
KYpEHUE;
o Oose3Hu 3yO0OB B aHaMHe3e, IUIOXas TMTUEHA IOJIOCTH PTa, MapoJOHTO3, WHBAa3UBHBIC

CTOMATOJIOTUYECKHE POIIETypHl, IFIOXO0 MOJ00paHHbIE MTPOTE3bI.
Ilepen HauvamoMm Tepamuu HepopalibHBIMU  OucochoHaTaMH  MalMEHTaM  C

HEYAOBJICTBOPUTCIBbHBIM CTOMATOJIOTUYCCKUM CTATyCOM PCEKOMCHAYCETCA CTOMATOJIOTHYCCKUN
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OCMOTp U IPEBEHTHUBHBIE JIEYEOHbIE MEPOTIPUSATHS.

Bo Bpems kypca 6ucdochoHaTOB TaKMM HAllMEHTaM PEKOMEHIYETCsl MO0 BO3MOXHOCTH
n30eratb MHBa3WBHBIX CTOMATOJIOTHYECKUX MpOoLeAyp. Eciu y manueHnTta pa3BUics 0CTEOHEKPO3
YeNoCTU BO BpeMms Tepanuu OuchochoHataMu, XUPYpruyecKoe CTOMATOJIOTHYECKOE JIeUeHUE
MOXKET YXYALIUTh €ro cocrosHue. HewsBecTHO, yMeHbIIAET JHM TMpeKpalleHue IpuemMa
oucdochoHaTOB PHCK pa3BUTHS OCTEOHEKPO3a HYETIOCTH Y MAIMEHTOB, KOTOPBIM TpPeOyrOTCS
CTOMATOJIOTUYECKHUE MPOIIETYPhl. B KaXI0M cilydae pemieHue JOMKEeH MPUHUMATD JIeYallui Bpad
HA OCHOBAaHUU OIICHKH OTHOILIEHUS 0’KHJIAa€MOM MOJIb3bl K BO3MOKHOMY PUCKY AJI1 KOHKPETHOTO
nanueHTa.

Bo Bpemsi Tepamuu OuchochoHaTaMu CleIyeT pasbICHUTH MAlMEHTaM BaXHOCTh
MPABWJILHOM TUTHECHBI TIOJIOCTH PTA, MPOPHIAKTUYSCKUX OCMOTPOB, a TAKIKE MPEIYIPEIUTH HX O
HEOOXOUMOCTH COOOIIEHUS O JFOOBIX CHMITOMAax CO CTOPOHBI TOJOCTU PTa, HAMpHUMED,
MOJIBUKHOCTHU 3YO0B, OO WU MOSBICHUU MPUITYXJIOCTH.

OcmeoneKkpo3 HapyIHCHO20 CIYX08020 KAHALA

CooOmaercss 0 ciydasx OCTEOHEKpO3a Hapy)KHOTO CIyXOBOro KaHaia Ha (oHE mpuema
oucdochonaToB, rimaBHbIM 00pa3oM MpU UIUTENHHON Tepanuu. Bo3zMoxkHble (aKkTOpbl pucka
pa3BUTHS OCTEOHEKPO3a HAPYKHOIO CIYXOBOTO KaHaia BKJIIOYAIOT MPUMEHEHHUE CTEPOHIOB U
XUMHUOTEPAIHIO W/UIN MECTHBIC (h)aKTOPhI PUCKA, Takhe Kak WHpeknus uiu tpaBma. Cremayer
pPaccMOTPETh BO3MOXKHOCTh HATMYHUS OCTEOHEKPO3a HAPYKHOTO CIIYXOBOT'O KaHajla y MAI[MeHTOB,
MpPUHUMAOIINX OuchochOHATHI, Y KOTOPHIX OTMEUEHO HAJIMYUE HAPYIIEHUH CO CTOPOHBI OpraHa
ClIyXa, TaKuX Kak 00JIb, BBIJICIEHUS WIH XpOHUYECKast UH(EKITHs.

CkenemHo-mviuteuvle 6oau

N3BecTHO O ciyuyasx mosiBIeHUs OoJiel B KOCTSIX, CyCTaBax W/WJIM MBIIIIAX BO BpeMs Kypca
oucdochonatoB. Bo BpeMsi MOCTPErucTpaliiOHHOTO MPUMEHEHUsSI B PEAKUX CIydasX JaHHBIC
CUMIOTOMBI OBITM BBIPAKEHHBIMU H/WIIM TPUBOAMIN K HWHBAJIMAHOCTH. Bpems mosBIeHUS
CUMIITOMOB BapbHPOBAJIO OT OJHOTO JHS J0 HECKOJBKHX MECSIICB ITOCIIC Hadana JeUeHUs. Y
OOJIBIIMHCTBA TAIUEHTOB CUMITTOMBI Pa3pelialiiCh MOCIIe MPEKPAICHHS ICYCHUS. Y HEKOTOPHIX
U3 HUX CHMIITOMBI MOSIBJSUIMCH CHOBA MPU BO30OHOBJICHHH MPHUEMa TOTO Ke Mpernapara WiH
npyroro 6ucdocdonara.

OTH CUMITOMBI PEIKO HOCAT TSDKENBIN XapaKTep /WU MPUBOJAT K IMMOTEPE TPYTOCTIOCOOHOCTH.
Amunuunsie noogepmenvhvle u ouauzaphvle neperomvl 6eOpeHHol Kocmu

W3BecTHO O cimydyasiXx aTMIHMYHBIX TOJBEPTENbHBIX MEPEOMOB WU AuadU3apHBIX MEepPEeOMOB
Oenmpa mpu JeueHuu OuchochoHaTaMu, TIIABHBIM O0pa3oM Yy TMAIMEHTOB, MOJYYaIOIIUX
JUTHTEIHLHYIO TEPAIHIO TI0 TIOBOY OCTEONOPO3a. ITH MOMEPEYHBIE WIIH KOChIC TIEPEIOMBI MOTYT

BO3HHUKHYTH TI0 BCEHl JJIMHE Oeapa OT Mayoro Bepresia OeIpeHHON KOCTH A0 HaIMBIIIETKOBOTO
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pacmmperns. JIaHHbIC TEPETOMBI TPOUCXOAT Toce HesHa el HOi At Mel-TT- 663 ree,

HEKOTOpbIC MAIMEHTHl UCIIBITHIBAIOT CUIIbHYIO O0JIb B OeApe WM MaxoBOil obOjacTu, KoTopas
4acTO COYETAETCS C PEHTTEHOJOTHYECKUMHU CUMIITOMAaMHU CTPECCOBBIX NIEPETIOMOB, 32 HECKOJIBKO
HeJleNb WM MECSILIEB J10 IOSABIICHUS ITOJIHOM KapTUHBI 1tepenaoMa 6enpa. [lepeaoMel yacto ObIBaOT
JIByCTOPOHHUMH, [IO3TOMY Yy IALIMEHTOB C IeperoMaMu Oefpa, ciaenyer oOcienoBaTh BTOPOE
(koHTpanarepaigbHoe) Oenpo. M3BecTHO, YTO JaHHBIE MEPeNOMbI IIOXO cpacratoTcs. [lpu
NOJO3PEHNH Ha aTHIWYHBIN NepenoM Oenpa ClieAyeT pacCMOTPETh BO3MOXKHOCTh MPEKPAIICHUS
Tepanuu ouchocoHaTaMu 10 MPOBEAECHUS WHAWBUIYAIbHOM OLEHKH OTHOLICHMS 0XHJIaeMOM
I0JIb3bl K BO3MOYKHOMY PUCKY.

Bo Bpems Tepanuu 6ucdochonaTamu ciieyeT peKOMEHIOBATh MAIlEHTaM COO0IIaTh O
T00bIX 0OJsIX B Oeape WM MaxoBoil obOjactu. Bcex manueHToB, MOCTYNUBIIMX C TaKHUMU
*ano0amu, HE00X0IMMO OCMAaTPUBaTh HAa IPEAMET HEMOIHOTO nepesaoMa OeApeHHOM KOCTH.
Koorcnvie peaxyuu
Bo Bpems mocTperucTpalliOHHOIO HNPUMEHEHHS MOCTyHald PEIKHE COOOIIEHUS O TSDKEIbIX
KOXHBIX peakUusx, BKIoyas cuHIpoM CrTuBeHca-/[KOHCOHAa U TOKCHMYECKHMM 3IHAEepMalIbHbIN
HEKPOJIN3.

IIponyck npuema npenapama

[TarueHTOB cClieqyeT MNpeaynpeauTh, 4TO IPU CIIy4alHOM I[IPOIyCKE IpHUeMa Ipernapara
Anennponar Kanon 1 pa3 B Heento UM ciielyeT NpUHITh | TabaeTKy yTpom OJsinkaiiiero JHs
1ocje Toro, Kak OHU BCOMHAT. He cnexyer nmpuHuMaTh 2 TaOJeTKH B TedeHue 1 CyTOK, HO B
HocJeayoeM Heo0X0AUMO BEPHYThCS K IpUeMy TpenapaTa | pa3 B HEeEIIO B TOT JACHb HeJlelH,
KOTOpBIN OB BEIOpaH B Hayasie JICYSHHUSI.

Iloueunas neoocmamounocmo

[Tpenapat Anennponar KaHOH MpOTMBONOKA3aH MallMEHTaM € IOYEYHON HEJOCTATOYHOCTBIO U
KJIMpEHCe KpeaTHHUHA MeHee 35 MJI/MUH.

Memabonuzm KOCMHOU MKAHU U MUHEPATbHBIU 0OMEH

Cnenyer npuHHMMaTh BO BHUMaHHE M JPYrHe MNPUYUHBI OCTEONOPO3a, MOMHMO AePHUIUTA
ACTPOreHa M BO3pacTa.

[Tpy HaMMYUM TUMOKABIMEMHUN KOHIEHTPAIMIO KAIBLUSA B KPOBU HEOOXOIMMO HOPMAJIM30BaTh
JI0 Hayasia JieueHus aJleHapoHaToM. J[pyrue HapylieHnus MUHEpaJIbHOTro 0OMeHa (Hanpumep, pu
nepunuTte BuTaMuHa D W runomnapatupeos) Takke JOJKHBI ObITh 3G (EKTUBHO MPOJICUYEHBI 10
Hayaja Tepanuy ajJeHJAPOHATOM. Y MAalUeHTOB C JAAHHBIMU HApYIIEHUSMH BO BpEMs TEparuu
npenapatoM AneHjapoHarT KaHOH He0OXOIMMO KOHTPOJUPOBATh KOHLEHTPAIMIO KajblUi B
CBIBOPOTKE KPOBU M CUMIITOMbBI THITOKAJIbIIUEMHH.

HOCKOHBKy AJICHAPOHAT YBCIIMYUBACT COACPIKAHUC MHUHCPAJIBbHBIX BCIICCTB B KOCTAX, MOXKCT
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y MAIMEeHTOB, IPUHUMAIOIINX TNIFOKOKOPTUKOCTEPOUIBI, Y KOTOPBIX BCACBIBAHUE KAJIBIIUS MOXKET
ObITh cHIDKeHO. OOBIYHO Takoe CHIKEHHE Hebonblmoe u OeccumnromHoe. Tem He MeHee
U3BECTHBI PEJKUE CIIydyau CUMITOMATUYECKOM TI'MIIOKAIbLMEMHH, KOTOpas MHOrJA JOCTUrajia
TSDKEJIOW CTENEeHM M Pa3BHBAJach y MALMEHTOB C COOTBETCTBYIOUIEH MPEApaClOOKEHHOCThIO
(HampuMep, TUIIOTAPaTUPe03, AeuuT BuTamMuHa D u manbabcopOIust KambIius).

BcnomorarennHble BEIECTBA

Anenaponar KaHOH coaepkuT J1lakTO3bl MoHoOruapar. Ilamuentam ¢ penko
BCTPEYAIOIICICS HACIICICTBEHHOW HENMEPEHOCUMOCTBIO TATAKTO3bI, ASUIIUTOM JIAKTA3bI JIOMapen
WJIH TJTFOKO30-TAIAKTO3HOHN MallbabcopOLuel He clieAyeT MPUHUMATh 3TOT Ipemnapar.

4.5. B3aumojeiicTBe ¢ JAPYrHMM JIEKAPCTBEHHbIMHM IpenapartaMu W Jpyrue BHIbI

B3aNMOJAEHCTBUSA

BcacbiBanue ajneHAPOHOBON KUCIOThI MOXKET HapylIaTbCs, €CIM Ipenapar IpUHUMAETCs
OJIHOBPEMEHHO C MHINEH, HAMUTKaMH (BKJIIOYAsh MUHEPAIbHYIO BOJY), MIpenaparaMu KajbIlus,
aHTalMJaMUA W JPYTMMHU JIEKAPCTBEHHBIMU IpENapaTtamM il NEepOpaIbHOTO NpUMEHEHUs. B
CBS3M C OTUM MHTEpBaI MEXAYy HOpueMoM mpenapara AjeHapoHaT KaHoH u apyrumu
JIEKAPCTBEHHBIMU CPEACTBAMU, IPUHUMAEMBIMU BHYTPb, TOJKEH COCTaBJIATh HE MeHee 30 MUH.

Jpyrux KIMHUYECKH 3HAYMMBIX B3aUMOJEHCTBUM C JICKAPCTBEHHBIMHU MpernaparaMyd He
0KUJaeTca. B KIMHMYECKHMX HCCIENOBAHUAX HEKOTOPBIE IMALMEHTKH IOJy4Yald 3CTPOreH
(MHTpaBarMHaIbHO,  TPAHCACPMAIBHO WU  [EPOPAIbHO), TPUHHUMAs  alleHIpPOHAT.
HesxxenaTenbHBIX peakiluii, CBA3aHHBIX C X OJJHOBPEMEHHBIM TPUMEHEHHUEM, BBISBIEHO HE OBLIO.

[TockonbKy nmpuUMEHEHHE HECTEPOUAHBIX MPOTUBOBOCHAIUTENbHBIX MpenapartoB (HIIBII)
CBSI3aHO C PA3BUTHUEM IPO3UBHO-SI3BEHHBIX MOPAKEHUN KEITYJOUHO-KUIIEYHOTO TpakTa. Ciaemxyer
coOI0AaTh OCTOPOKHOCTH MpU ogHOBpeMeHHOM npuMeHeHur HIIBII u aneHapoHOBO# KHCTOTHI.

Xots cienuuUecKux MCCIeIOBaHUN B3aMMOJEHCTBHI HE MPOBOIMIOCH, B KIIMHUYECKHUX
HCCIIETIOBAHUSAX QJICHAPOHOBYIO KHCIOTY NMPUMEHSIA OAHOBPEMEHHO C IIMPOKHUM JHAMA30HOM

YaCTO Ha3HAYACMbIX JICKAPCTBCHHBIX IMPEIIapaToB 0e3 IMPHU3HAKOB HCXKCIIATCIIbHBIX peaxunﬁ.

4.6. ®epTHIBHOCTH, 0EPEMEHHOCTD H JIAKTAIUSI

bepemeHHOCTD
[TpuMeHeHne aleHIPOHOBOM KUCIOTHI BO BpeMsi 0€peMEHHOCTH TIPOTHBOIIOKA3aHO.

Her naHHBIX 0 MPUMEHEHHUH aJICHAPOHOBOM KUCIOTHl y OEpEMEHHBIX KESHIIUH.

WccnenoBanusi Ha JKMBOTHBIX HE YKa3bIBAIOT Ha HAJIMYME HEMOCPEICTBEHHBIX HETATHBHBIX
3¢ dexToB BO Bpemsi OepeMEHHOCTH, Pa3BUTHS SMOPHOHA U T1J10/1a HJIA TIOCTHATAIBHOTO Pa3BUTHS.
ATNeHIpOHOBAsI KMCIIOTA, BBOJUBIIASICS KPhICaM BO BpeMsi OEpeMEHHOCTH, BbI3bIBaja AUCTOIIHIO,

O6YCJ'IOBJ'ICHHyIO TUIIOKAaJIbLIUEMHUEH.
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BucdochoHaTEl BCTpaMBaloTcs B KOCTHBIH| MaTpikes —i- Koroporo ot | Foererenmo

BBICBOOOXKIAIOTCSI B TeueHHMe  Heckonbkux  jer.  KommyectBo — Ouchocdonara,
MHKOPIOPHPOBAHHOTO B KOCTHYIO TKaHb YKCHIUHBI M BHICBOOOX/IaEMOTO U3 HEE B CHCTEMHBIH
KPOBOTOK, IIPSIMO CBSI3aHbI C J103aMM U JUINTENIBHOCTBIO JiedeHHs. CylecTByeT TeOpeTHUeCKUil
PHCK BIMSAHUS Ha IJ10]] (B 0COOEHHOCTH Ha KOCTHYIO TKaHb ), €CJIM OEpEMEHHOCTb HaCTyIaeT MocIe
NPOXOXKICHHUS Kypca Tepanuu Oucdochonatamu. Her qaHHBIX 0 MpsiMOM 3MOPHOTOKCHYECKOM
WIA TEPaTOTeHHOM JIeHcTBUU. BinusHue Takux (akTOpOB pPHCKA HA IUIOJN, KaK BpPeMs MEXIY
IpeKpalleHueM Tepanuu OoucdochoHaTaMM M HACTYIJIEHHEM OEpEeMEHHOCTH, IIyTH BBEICHMS
(BHYTpUBEHHOE, [1€POPATBHOE), HE U3Y4alIoCh.
Jlakranus

JIaHHBIX O MPOHUKHOBEHUHU B TPYJHOE MOJIOKO HET; MPUEM aJCHJIPOHOBOH KHUCIOTHI B TIEPHO
KOPMJICHUS TPYAbIO IPOTUBOIIOKA3aH.

DepTHIbHOCTH

JlaHHBIE OTCYTCTBYIOT.

4.7. BiusiHMe HAa CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CpPeICTBAMHU M
padoTaTthb ¢ MEXaHU3MaAMMU
HpenapaT AJIGHI[pOHaT Kanon He oka3pBaeT WM OKa3bIBACT HE3HAUMWTEILHOS BIMSHHE Ha
CIIOCOOHOCTH YIIPaBJISITh TPAHCIIOPTHBIMU CPEACTBAMU U MEXaHU3MaMHU.
VY mnamueHTOB MOTYT HAONMIOJAThCS OMNpeAeNiCHHBIE HEeXelaTeNbHbIe pPEeaKIuH (Harpumep,
HEYETKOCTh 3PEHHS, TOJIOBOKPYKEHUE, CUIIbHAs 00JIb B KOCTSIX, MBIIIIAX WK CyCTaBaxX, KOTOpPbIE
MOTYT MOBJIMSTH Ha CIOCOOHOCTH YIPABJIATh TPAHCIIOPTHBIMH CPEACTBAMU U MEXAHU3MaMH).
4.8. HexenarejbHble peakuu

PesromMe HexenaTeabHbIX pPeaKIIiil

Bo3MmoxHBIE  HeXenaTedbHblE PEAKUMHd NpU TNPUMEHEHUH  aJICHAPOHOBOW  KHUCIOTHI,
3apEeTUCTPUPOBAHHBIE B KIMHHYECKUX HCCICIOBAHUAX W/WIH B TIEPUO]] MIOCTPETUCTPAIIHOHHOTO
NPUMEHEHHS, PACHpPEACTIeHbl 10 CHCTEMHO-OPTaHHBIM KJIaccaM YacTOTHl MX BO3HHUKHOBEHUS
coracHo pekoMeHaanusm, BO3:

YacToTa HeXenaTeIbHBIX PEAKIMH YCTaHOBJIEHA CIEAYIOIIMM 00pa3oM: odeHb yacto (=1/10);
gacto (>1/100 mo <1/10); mewacto (>1/1000 mo <1/100); peaxo (=1/10000 no <1/1000); oueHs
penko (<1/10000, B ToM ymcIie OTJENbHbBIE CITyYan).

TabauyHoe pe3roMe HeKeNnaTeabHbIX PeaKInii
Hapywenuss co  cmoponwvl | Pedxo — peakuuy THIIEPYYBCTBUTEIBHOCTH, BKIIOUAs! KPAUBHUILY, U

UMMYHHOU CUCTHEMDbL: otek KBunke

Hapywenuss co  cmoponwvl | Pedxo: cuMnToMaTHyecKas THIIOKAJIbIEMUS,
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obmena eeuecme u nUmaHus

Yacmo Ha (oHe (JakTOpOB 'ﬁ}'éhpguﬁgﬁﬁka;%ﬁ;ﬂ OCTE 000T)

COOTBETCTBYET 2KCNEPTHOMY OTYETY

Hapywenus co  cmoponst | Yacmo — ronosHas 6071k, TOJOBOKPYKEHHUE?;

HEepeHOU CUCTeMbL: Heuacmo — HapylleHHe BKYCOBBIX OILYIIEHHUIZ;

Hapywenus co  cmoponvl | Heuacmo — BocHanuTeNnbHbIE 3a00neBaHUs Tia3 (YBEHT, CKJIEPHT,
0p2ana 3peHusL: STHCKIIEPUT).

Hapywenus co  cmoponst | Yacmo — BepTUro (CHCTEMHOE TOJIOBOKPYKEHHE)?,

opearna ciyxa u ﬂd6upqu’I’lel€

HapyuteHus.

OueHb  pedko: OCTEOHEKPO3 HApPYKHOTO CIYyXOBOTO KaHaia

(HekenmaTenbHas peakius kinacca onchochoHaTOB)

Hapywenus co  cmoponbl

ofceﬂydquO—Kumeqnoeo

Yacmo — 601k B )KMBOTE, AUCIIEIICUS, 3aII0p, AUapes, S3Ba MHIIeBoa’,

nucarus®, B3IyTUe KUBOTA, KHCJIas OTPBIKKA, Heuacmo — TOIIHOTA,

mpaxkma: pBOTa, FaCTPUT, 330(harut’, Spo3Hs MUILEBOIA, MEICHA?,
peoko — CTPUKTypa MMIIEBOAAS, M3bA3BIECHUE POTOIIOTKHS,
NOPaKEHUSI BEPXHUX OTAEJIOB IKETYA0YHO-KHIIEYHOTO TpaKTa
(nepdopanus, 138bl, KPOBOTEUEHHE) .

Hapywenusa co  cmoponst | Yacmo — anonenus?; KoxHblii 3y

KOJCU U NOOKONCHBIX MKAHELL:

Heuacmo — xoxxHast ChITIb, 3pUTEMA
Peoko — KoOXHasi ChIIb CO CBETOYYBCTBHTCIBHOCTBIO, TSAKEIbIC
KOXKHBIE peakuuu, BKIo4yas cuaapom CrueHca-/[>kKoHCoHa U

TOKCHYECKUH SIUAEpMaIbHbIA HEKpOIH3®.

Hapywenuss co  cmoponwl
CKeNemHO-MbIUEYHO, u

COCOUHUMETIbHOU MKAHU.

Ouenb yacmo — CKeNeTHO-MbIIIeUHas 60Jb (B KOCTSAX, MBIIIIAX WITH
CycTaBax) MHOT/Ia CHJIbHas 60b?;

Yacmo — NPUIMYXJIOCTh CyCTaBOB;

Peoko — IOKalIbHBIA OCTEOHEKPO3 4YEIIOCTH, ACCOLMUPOBAHHBIN
[J1aBHBEIM 00pa30M C HpeAIIecTBYIOMEeH SKCTpakuuei 3yb6a u/wiu
JIOKaJIbHOM MH(eKIMeil (BKII0Yas OCTEOMHUENHUT), 4aCTO C MeUIEHHBIM
BBI3OpOBIeHHeMY, aTMNUYHBIE MOJABEpTEbHbIE M AuadHU3apHbIE
nepesoMbl OeJpeHHON KOCTH (HeKenaTelabHas peakisi Npenaparos

knacca 6uchocponaros)’;

Obwue paccmpoticmeéa  u
HapyuieHus 8 Mecme
66€0eHUA:

Yacmo — acTenus?, nepuepuuecKuii oTex?;
Heuacmo — mpexonsuiye CHUMOTOMBI KaK peEaKIs OCTPOH Qa3bl
(MuanTHA, HEJIOMOTaHHE, peXe — JIMXOpajKa), OOBIYHO B CBS3H C

HAYAJIOM JICUCHUSZ.

cM. pazaen «OcoOble yKa3aHuUs».

B ximHIYECKUX UCCIIeI0BAaHUAX YaCTOTa ObLTIa COMTOCTAaBUMOM IS TPYIIIBI TIperapaTa v Tpyibl Tuiane6o.

CM. paseJibl «Croco0 MPUMEHCHUA U N03bD» U «Oco0ble YKa3aHus.

HaHHaﬂ HEXKEIAaTCIIbHasA peaKusa Obli1a YCTaHOBJICHA B XO/JI€ NOCTPETUCTPATUOHHOT'O Ha6J'IIO}ICHI/IH.

5 VcTaHOBIIEHO IpHu NOCTPETUCTPATNOHHOM IPUMCHCHUU.

Coo01IeHne 0 MoI03pPEBAEMBIX HEXKEIATEIbHBIX PEAKITNIX
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(NOCNEOCBATENBHOCTE 0001)

BaxHo cooOmare o 1momo3peBaeMbIX
npernapara ¢ Lejblo 00ecrieueHus: HEMPEPHIBHOTO MOHUTOPUHTA COOTHOIICHHUS «I10JIb3a - PUCK)
JICKapCTBEHHOT'0 Mpernapara. MeIuuHCKUM pabOTHUKAM PEKOMEHIYeTCs COOOIIaTh O JIF0OBIX
M0JI03PEBACMbBIX HEKENAaTEIbHBIX PEaKLUAX JICKApCTBEHHOrO Ipernapara uepe3 HalMOHAIbHbIE
CUCTEMBbl COOOIICHHUS O HEXKeNaTelIbHBbIX pPEaKIUsIX TOoCyAapcTB - wieHOB EBpasuiickoro
SKOHOMMYECKOTO COI03a.

Poccuiickas ®@eoepayus:
®denepanibHas cryx0a 1Mo Haa30py B cdepe 3npaBooxpanenus (Poc3npasuamzop)

Anpec: 109012, r. MockBa, CnaBsiHCKast 1jiomaib, a. 4, ctp. 1
Ten.: +7 (800) 550-99-03

Anpec 3neKTpoHHOM mouThl: pharm@roszdravnadzor.gov.ru

Caiit B mH)OpPMALIMOHHO-TEIICKOMMYHUKAIIMOHHOM ceTn MHTepHeT: WWW.roszdravnadzor.gov.ru

4.9. Tlepeno3upoBka

CuMOTOMBI

'unokaneimemus, runodocdareMus; HeKeNaTeNbHbIE PEAKIUH CO CTOPOHBI BEPXHUX
ornenoB JKKT (Gomu B )KUBOTE, TUCTIETICHYECKHE PACCTPOMCTBA, Aucharus, uzxora, 330parur,
racTpur, sI3Ba).

Jleuenue
Crneuunduyeckoro InedeHuss HeT. PexkomeHayeTcss MpueM MOJoKa, aHTanuaoB. Bo

u30exxaHue pazIpaKeHHs MUIIeBOJAa HeNb3s BBI3BIBATH PBOTY, MAIlMEHTY CIeNyeT NpHUaaTh
BEPTHUKAJIBHOE TOJIOKEHUE («CTOS» WU «CUIS»).
S. ®APMAKOJIOTTYECKHE CBOMCTBA

5.1. dapMakoIUHAMHUYECKHE CBOMCTBA
dapmakoTepaneBTHUECKasi IpyIIa: CpejicTBa A JeyeHHus 3abosieBaHMM KocTell; cpeacTsa,
BIIUSIIOLINE HAa CTPYKTYPY U MUHEpaIM3alnio Koctel; oucochoHaTsl.
Koxg ATX: MO5BA04.

MexaHHN3M AeUCTBUS

HeiicTByrolliee BemiecTBO mpenapata AmneHapoHar KaHOH, aneHapoHAT HaATpHs, SBIsSETCA
o6ucdochoHaToM, KOTOPHI HWHTHOMPYET OIMOCPEIOBAHHBIA OCTEOKIACTaMH MPOIECC KOCTHOM
pe3opO1uK, He OKa3bIBask MPSMOTO BIUSHUS HA MPOIECC 00pa30BaHUs HOBOM KOCTHOM TKaHHU.
JloKIMHUYEeCKHE NCCIEA0BaHMS TTOKA3bIBAIOT, UTO AJICHIPOHAT NMPEUMYIIIECTBEHHO JIOKAIU3YETCs
B 30HaX aKTUBHOU pe3opOruu Tkanu. OH MOJaBIsIeT aKTUBHOCTh OCTEOKIIACTOB, HO HE OKa3bIBAaET
BIIMSIHUSI Ha TIPUBJICUCHUE W MPUKPEIUICHWE OCTEOKJIAcTOB. Bo BpeMst JedeHHs aleHIpPOHATOM
dbopMupyeTCs HOpMallbHAst KOCTHAS TKAHb.

dapmakoanaamuyeckue d3PHeKToI
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(NOCNEOCBATENEHOCTE 00071)

Jleuenue ocmeonoposa 6 nocmmeHonayse

Ocreonopo3 ompenensieTcss Kak CHI)KEHHUE MHHEpadbHOM miIoTHOCTH KocTHOM TKanu (MIIKT)
MO3BOHOYHMKA WM Oespa Ha 2,5 craHHapTHBIX OTKJIOHEHUs (SD) mo cpaBHEHHIO CO CpPEIHUM
3HaYEHUEM B TMOMYJSALUUU 3J0POBBIX MOJOJBIX JIOACH WM Kak Haluyue B aHaMHe3e
MaTOJIOTMYECKOro nepenoma B Hezaucumoctu ot MIIKT.
TepaneBTuyeckass SKBUBAJIEHTHOCTh IIperapara ajleHAPOHOBOM KHUCIOTHI B jgo03e 70 wr,
MPUHUMAEMOTO OJIUH pa3 B HEJEIIO, U Mpernapara ajJeHAPOHOBON KUCIOTHI 10 MT, MPUHUMAEMOT0
OJIMH pa3 B CyTKH, ObUIa MOKa3aHa B OAHOJETHEM MHOTOLIEHTPOBOM HCCIIEIOBAaHUH Y >KEHIIUH C
ocreonopo3oMm B noctMmeHonayse. Cpeanee ysennueHue MIIKT mosicHUYHBIX ITO3BOHKOB IO
CPaBHEHHUIO C MUCXOJHBIM 3HAYEHUEM 3a OJMH Toj coctaBisuio 5,1 % (95 % HAU: 4,8 %, 5,4 %) B
rpymre, npuaumasiineit 70 Mr oguH pas B Henento, u 5,4% (95 % IAU: 5,0 %, 5,8 %) B rpymre,
npunumMabiieit 10 mr ogul pa3 B cytku. Cpeanee yBennuenue MIIKT meiiku 6enpa coctaBisiio
2,3 % u 2,9 %, MIIKT 6enpa — 2,9 % u 3,1 % B rpymnmne, npuHuMasiieii 70 Mr oJluH pa3 B HEJEINIO,
U Tpymre, npuHuMaBiield 10 Mr oauH pas B CyTKH, COOTBETCTBEHHO. B o0enx rpymmax Takxke
ObuTH cxonHble 3HaueHus yBenudenust MIIKT npyrux y4acTkoB ckenera.
Hccnedosanus npumeneHus y Myscuum
XO0Tsl 0CTEOnopo3 y MYKUMH BCTpEUaeTcsl HE TaK 4acTo, KaK y JKEHIIMH B MOCTMEHOIAay3e,
3HAUYMTENIbHAsI YacTh IIEPEJIOMOB, CBSI3aHHBIX C OCTEOMOPO30M, MNPHUXOAUTCS HA MYKUYHUH.
Pacnpoctpanennocts nedopmaiiuy mo3BOHOYHHMKA, CBA3aHHOM C OCTEOIMOPO30M, OJMHAKOBA Y
MY>KUMH U KeHIIUH. [[pumMeHeHune aneH1poHoBoM KUCIOThI B 03€ 10 Mr 1 pa3 B CyTKH y My>KUUH
B TeYeHHE 2 JIeT CHIDKAJIO BBIJENIEHHE C MOYON MEepeKpeCcTHO-CBSI3aHHBIX N-TEIONENTHIOB
kotareda | tuna mpubnusutenbHo Ha 60 % u kocTecnenuduueckoil menoyHon (ocdaTaszbl
npubmsutensHo Ha 40 %. [TomoOHbIe pe3yabTaThl HAOMIOMAIOTCS M TIPU TIPUEME aJICHIPOHOBON
kucnoThl B 103e 70 Mr 1 pa3 B Hepento B TeueHue 1 rona. [lo cpaBHeHMIO ¢ mianebo yBennyeHune
MIIKT B mosicHUYHOM OTJeNe MO3BOHOYHHMKA cocTaBisieT 5,3 %, B meiike 6empa — 2,6 %, B
6ombrrom Beprene — 3,1 %, oomeit MITKT — 1,6 %.
[Tpu npumeHeHUH aneHAPOHOBOM KucaoThl 70 Mr 1 pa3 B Hezemto B Te4eHue 1 roja mpoucXoauT
yBemmueHue MIIKT B mosicHHUHOM OT/eNe Mo3BOHOYHMKA Ha 2,8 %, B mieiike O6enpa — Ha 1,9 %,
B OeqpeHHOi KocTH — Ha 2 %, B APYruX YacTsax Tena Ha 1,2 % B cpaBHeHuu ¢ mianebo. [Ipenapat
Anennponar Kanos 3¢ ¢exkTuBeH y My>KUMH HE 3aBUCUMO OT BO3pacTa, GyHKIIHI MOJIOBBIX JKeje3
u ucxonuoit MIIKT B miefike 6esipa ¥ MOSICHUYHOM OT/IeJie TTI03BOHOYHHKA.

5.2. ®apmakoKHHeTHYeCKHe CBOiiCTBA

Abcopbrus
broIOCTYITHOCTE alNeHAPOHOBOM KHUCIOTHI MPU NEPOPATBHOM MpHueMe B 103€ 5-70 Mr HaTomax

yTpOM 3a 2 Yaca JI0 CTaHAapTHOTO 3aBTpaka coctasisieT 0,64 % y xenmmH u 0,6 % y MyX4uH;
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npu npuemMe Hatomak 3a 0,5-1 yaca 10 cranAapTHOrO 3@%5@35&&%3%[0{@)%&& o

0,46 % u 0,39 % coOTBETCTBEHHO. BHMOAOCTYMHOCTh aIEHAPOHOBOM KHUCIOTHI 3HAYUTEIILHO
CHW)XKAETCs, €CITU MPUHUMATH IIperapaT MeHee 4yeM 3a 30 MUHYT J10 TpueMa MUY WIH KUJIKOCTH,
OMOJIOCTYITHOCTh MUHMMAJIbHA TIPH ITPHEME BMECTE C IMHIIEH HIIM B TCUCHHE 2 9aCcOB MOCIIE €JIbI.
[Ipy OJHOBpEMEHHOM IIpHUEME AJICHIPOHOBON KHCJIOTHI ¢ KOpe WIH alelbCHHOBBIM COKOM
OMOOCTYITHOCTh CHUKAETCs NpUOIM3uTensHo Ha 60 %.

Pacnopenenenne

Cpennuii 00beM pacripeiesieHUs] B COCTOSIHUM PaBHOBECHOW KOHIIGHTpAIMH (32 MCKIIOYEHHEM
KOCTEH) y ueJloBeKa cocTaBisieT He MeHee 28 1. KoHneHTpanus ajieHaApOHOBOM KUCIIOTHI B TIa3Me
KpOBM IIOCJI€ IIEPOPAJIbHOTO IIpUEMa B TEPANIEBTUYECKOW J103€ CIMIIKOM Maja Jyid
aHATUTHYECKOTO OOHapyeHus (<5 Hr/mur). CBsi3piBaHue ¢ O€lIKaMH TUIa3Mbl KPOBHU COCTABIISICT
npuban3uTenbHo 78 %o.

BI/IOTDaHCd)ODMaHI/IH

Her nanHBIX, TOATBEP)KIAIOIIMX, YTO AQJCHAPOHOBAs KHUCIOTA IOABEPraercs
MeTaboIM3My B OpraHU3MeE YeJI0BEKa WIIN )KHBOTHBIX.

DJIMMUHALNS

BoiBoauTcs B HemsMmMeHeHHOM Buje. [Ipoliecc BbIBEEHHS XapaKTepU3YeTCs OBICTPHIM
CHIDKEHHUEM KOHIEHTpAIlMU aJIeHIPOHOBOM KHUCJIOTHI B IUIa3M€ KPOBU MU KpailHE MEIJICHHBIM
BBICBOOOXKICHUEM M3 KocTed. [Ipu BHYTPUBEHHOM BBEIICHHHU 4Yepe3 6 4acoB KOHIICHTpAIUsS B
mia3mMe cHuxkaercs Oonee yeM Ha 95 %. AOGcopOupoBaHHas, HO HE BCTPOMBIIASICS B KOCTHYIO
TKaHb AJCHJIPOHOBAs KHUCIOTa OBICTPO BBIBOAUTCS Moukamu. [locrie BBeAeHHS OAHOKpATHOU
BHyTpuBeHHOU 10361 [14C] aneHapoHOBON KUCIOTHI mpuban3uTenbHo 50 % paanoakTHBHOCTH
BBIBOJMJIOCH TIOYKAMU B T€UEHHUE 72 YaCOB U HE3HAUUTEIHHO WUJIU MPAKTUYECKU HE BBHIBOIMIOCH
4yepe3 KULICYHUK.

Koneunslit nepuos nonyBsiBeieHus mpeBbimaer 10 jet, 4To oTpaxkaeT BHICBOOOKICHHE
AJICHJAPOHOBOM KUCIOTHI U3 KOCTHOM TKAaHH.

AJeHIpOHOBAs KUCJIOTAa HE BBIBOJUTCS YE€pe3 KHUCIOTHBIE U OCHOBHBIE TPAHCIIOPTHBIC
CUCTEMBI MOYEK Yy KpBIC; TAKUM O00pa3oM MOKHO OKHJaTh, YTO OHA HE HAPYIIAET BHIBEICHHE
JIPYTUX JIEKAPCTBEHHBIX MIPENApaTOB YEPE3 ITH CUCTEMBI Y UEIIOBEKA.

(DaDMaKOKI/IHeTI/I‘—IeCKafl-(ba[)MaKOJII/IHaMI/I‘IeCKaH 3aBUCHUMOCTH

Ileuenounas neoocmamoynocme

VY mainueHToB ¢ HapylieHueM (QYHKIMH TEYEHH HET HEOOXOAMMOCTH KOPPEKTHPOBAThH /103y
QICHIPOHOBOM KHCIIOTHI, IIOCKOJIBKY OHAa HE METAOOIM3UPYETCSI U HE BBHIBOJUTCS C JKEITUBIO.
Toueunas neoocmamournocmo

VY 310poBBIX JOOPOBOJIBIIEB aJICHIPOHOBAS KHUCJIOTA, HE HAKAIUIMBAIOIIASCS B KOCTHOW TKaHH,
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IPUMEHEHHUIO AJIEHIPOHOBOW KUCIIOTHI IIPU MOYEUHON HEAOCTATOYHOCTU HET, HO Yy MAIUEHTOB C
BBIPQKEHHBIM HapylIeHHeM (YHKIUU T[OYEK BBIBEJCHUE AJICHAPOHOBOW KHCIOTHI OyneT
cHIKeHO. [103ToMy MOXHO OKUAATh HECKOJBKO OOJIblIiee HAKOIUIEHUE aJeHIPOHOBOM KHUCIOTHI
B KOCTHOU TKaHU y MAI[MEHTOB C HapylIeHueM (QyHKIUHU MOYeK.

[Tpu xmupence kpearnauna (KK) ot 35 no 60 min/mun koppekunu 10361 He Tpedyercs. [IpumeHsTh
ICHIPOHOBYIO KHUCIOTY y mamueHToB ¢ KK Menee 35 Mi/MUH HE PEKOMEHIYETCS B CBSI3U C
OTCYTCTBHMEM OIIbITa IPUMEHEHUSI.

Jluya noorcunoco eospacma

buonocTynHOCT, M BBIBEJCHUE AJEHAPOHOBON KHUCIOTHI CXOJHBI y MOXKMIIBIX M MOJOJIBIX
MAIMEHTOB.

Lion

BHroI0OCTYITHOCTD aleHAPOHOBOM KUCIOTHI CYIIECTBEHHO HE OTJIMYAETCS Y MYKUUH U JKCHILHH.
Paca

dapMaKOKMHETUYECKUE Pa3INUMsl 10 paCOBOMY MPU3HAKY HE ObUIM U3YYEHBI.

6. ®APMAIEBTUYECKHUE CBOMCTBA

6.1. IlepedeHb BCIOMOTaTeJbHBIX BEllleCTB
KpaxMaJl KyKypy3HBIif;

JIAKTO3bI MOHOTHJIPAT;

MarHusi cTeapar;

IEJUTIONI03a MUKPOKPUCTAIUTHYSCKASL.
6.2. HecoBMmecTumocTh

He npumenumo.

6.3. Cpok rogHocTH (CpOK XpaHeHH)
3 roxa.
6.4. Oco0ble Mepbl NPEI0CTOPOKHOCTH NPH XPAHEHUH

[Tpu Temneparype He Boime 25 °C BO BTOpMYHON YIAaKOBKE (ITauKe KapTOHHOM).

6.5. XapakTep u coiepKaHie NEPBUYHON YIIAKOBKH

I[To 2 wmm 10 TabneTtok B KOHTYPHYIO SYEHKOBYIO YIAaKOBKY W3 IUIEHKH
MOJIMBUHMJIXJIOPUAHON U (POIBIY aTIOMUHUEBOM MEYaTHOM JTJaKUPOBAHHOM.

ITo 2, 3, 4 KOHTYpHBIX SYEHKOBBIX YHNAKOBKH MO 2 TabiaeTku Wiu mo 1, 3 KOHTYPHBIX
SYEUKOBBIX yIakoBKH 10 10 TabaeTok BMecTe C MHCTPYKIMEH 10 IPUMEHEHHIO TOMEIAl0T

B [TAYKy M3 KapTOHA JUIsl TOTPEOUTENHCKOM Taphl.

6.6. Oco0ble Mepbl NPEAOCTOPOKHOCTH NPH YHHUYTOKEHHHM HCIIOJIb30BAHHOIO
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NeKAPCTBEHHOT0 MpPenapaTa WM  OrXooB,. MOy aeHHbIX | Hoene Hpusretienns

JIEKAPCTBEHHOI0 NMpenapara u Apyrue MaHUMYJISINMH € IPenapaTomM
Beck ocraBmmiics JiekapcTBEHHBI TNpenapaT W OTXOABI CIEAYEeT YHHUYTOXHUTH B
YCTaHOBJICHHOM HOPSIKE.
JEPXKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA
3A0 «Kanondapma npogaxmny, Poccus
141100, MockoBckast 0011, r. [llenkoBo, yin. 3apeunas, 1. 105.
Ten.: +7 (495) 797-99-54

DNeKTpOHHBIN anpec: safety(@canonpharma.ru

7.1. lIpencraBuTeib Aep:KaTessi PEruCTPAIIMOHHOIO YA0CTOBEPEHUS HA TEPPUTOPUH

Colo3a

8.

9.

IIperen3un norpedbuTeaeii HAIPaBIATh 10 AAPECY:

Poccuiickas @enepanus

3A0 «Kanondapma mpogaKirs»

141100, MockoBckast 0611, . lllenkoBo, yi. 3apeunas, a. 105.
Ten.: +7 (495) 797-99-54

DnektpoHHsIi anpec: safety@canonpharma.ru

HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

JTATA MEPBUYHO PETMCTPALIUH (MIOATBEPXKJIEHUS

PEI'ICTPALIUU, IEPEPEI'UCTPALIUN)

10.

[laTa nepBoii peructpanuun

JATA IEPECMOTPA TEKCTA

OO0mrast xapakTepUCTHKa JIEKapCTBEHHOTo NpenapaTta AneHjapoHat KaHoH nocTynHa

Ha MHGOpPMAIIMOHHOM mopTasie EBpa3uilckoro 3KOHOMHYECKOIr0 COr03a B MH(OPMALIMOHHO-

KOMMYHHUKAIMOHHOM cetn «HTepHeT» hitp://eec.eaeunion.org/.
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