COOTBETCTEYET f-_' KCMNEPTHOMY OTYETY

ot 28.05.2025 N2 13516

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA "0

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IPEITAPATA

3onenaponuk-Pyc 4, 4 Mr, nnopunM3ar s IPUrOTOBJICHUS pacTBOpa Il HHPY3H.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBII COCTAB

JlelficTByroIIIEE BEIIECTBO: 30JI€JPOHOBAsT KUCIIOTA.

B 1 ¢makone copepkutcst 4 Mr 30J€JpOHOBOM KHCIOTHI (B BHJIIE MOHOTH/IPATA).
BcnomorarenbHble BEIIECTBA, HAIWYHE KOTOPBIX HAJI0 YYUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npenapara: Hatpui (cM. pazzaen 4.4.).

ITonubIi MEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA
JInodunuzar Ans NpUrOTOBICHUS pacTBOpa JIs HH(PY3HIA.

HOpI/ICTaH MaccCa UJIM IMOPOILIOK OT oeoro J0 IIOYTH 0ejoro OBECTA.

4. KIMHUYECKHUE JAHHBIE

4.1. lloka3aHusl K IPUMEHEHHUIO

[Tpenapat 3onenaponuk-Pyc 4 moka3aH K MPUMEHEHHUIO Y B3pPOCIBIX MAIMEHTOB B BO3pPACTe OT
18 ner.

* MeTacTasbl B KOCTH IPH 3JI0KAYECTBEHHBIX COJIMIHBIX OMYXOJAX (pak MpeacTaTeIbHOM Kele3bl,
PaK MOJIOUHOM KeJie3bl U IPYTUe) U MHOXKECTBEHHAsI MUEJIOMA, B TOM YKCJIE JUIsl CHIDKEHUS pUCKa
[aTOJIOTMYECKHX MEePEIOMOB, KOMIPECCHH CIIMHHOTO MO3T'a, THIIEPKaJIbIHEMUH, 00YCIOBICHHON
OIyXOJIbIO, M CHUXXEHUs NOTPEOHOCTH B NPOBEACHMM JY4YE€BOH Tepanmuu WM ONEpaTUBHBIX
BMEUIATEIbCTB Ha KOCTH.

 ['unepkanpuuemusi, 00yciOBICHHAs! 3JI0KAYECTBEHHBIMU OIYXOJIAMHU (COepaHUe aabOyMUH-
KOPPEKTUPOBAHHOTO KaJIbIMS B CBIBOPOTKE KpoBH > 12 Mr/an [3 MMons/m].

4.2. Peskum 103MPOBAaHNS M CI0CO0 MPUMeEHEeHUs!

[Ipenapar 3onenaponuk-Pyc 4 nomkeH BBOAWUTH TONHKO KBATM(PHUIIUPOBAHHBIA MEIUIIMHCKUN
MEPCOHAJI C OTBITOM BHYTPUBEHHOTO BBeZeHUs OuchocpoHaTOB.

CrnenyeTr CKOppEeKTHpOBaTh IErMApaTallMi0 y MalUeHTOB (IIPU €€ HaJW4MM) MEpes BBEIECHUEM

npenapara 30JeHApOHUK-Pyc 4.
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(NOCNEQCBATENEHOCTE 0003)

PexxuM 103upoBaHus

CMEPTHOMY OTUETY

Memacma3zvl 8 KOocmu npu  310KAYECMEEHHBIX COTUOHBIX ONYXONAX U MHOHNCECNBEHHASI MUETIOMA
¥V 83DOCTIbIX U NAYUEHMO8 NOHCUTO20 803DACTMA

PexoMenmyemas go3a coctaBiisieT 4 Mr, Kaxable 3-4 Henenu. JJonoJIHUTENbHO PEKOMEHIYEeTCS
MIPUMEHSTh BHYTPb Kajbluil B 103¢ S00 mr B cyTku 1 BuTtaMuH D B n03e 400 ME B cyTKH.
T'unepranvyuemus, 06yCcl061eHHAS 310KAYECMBEHHLIMU ONYXOIAMU, Y 83POCIbIX U NAYUCHM OB
NOACUTI020 803paAcma

[Tpu runepkanpieMun (CKOPPEKTHPOBAHHOE 10 AIbOYMUHY COJIepKaHUE KaJIbIIUsI B CBIBOPOTKE
KpoBU > 12 mr/mm wiam 3 MMOJB/J), peKOMEHyeMasi OJHOKpPaTHO BBOAMMAS J03a IIpernapara
cocramsieT 4 mr. [lepen nnm Bo Bpemst HHPY3HUH ClIeIyeT 00€CIIeYnTh aIEKBaTHYIO THIPATAIIUIO
MMaIyeHTA.

Oco0nIe T'pYIIIBI IMAIIMCHTOB

HGL!MEHmbl C HapyuieHuem qbyHKl/;l/ll/l no4iexk

Tunepxanvyuemus, 06VC]Z06JZ€HHCZ}Z 3/10KAYEeCmMBERHbIMU ONYXOJAMU

[TanmeHTaM ¢ KOHIIEHTpAIMe KpeaTHHUHA B CBIBOPOTKE KpoBH MeHee 400 MkMoutb/1 uimn < 4,5
MI/[U1 He TpeOyeTcsi KOPPEKIMU PEeXUMA JO3UPOBAHUS.

Memacmas3svl 6 KOCmu CONUONBIX 3T0KAYECIBEHHBIX ONYXOJIell U MHONCECTNBEHH A MUENOMA
[lepen HauaOM Tepanuy MpenapaToM y BCEX NAllMEHTOB CIEIYET ONpPEAEIUTh KOHIIEHTPALUIO
KpeaTHHUHA B CBIBOPOTKE KPOBH U KIMPEHC KPEaTHHUHA.

J103a 3071€IpOHOBOI KUCIIOTHI 3aBUCUT OT UCXOJIHOTO KJIIMPEHCA KPEaTUHUHA, PACCYUTAHHOIO 110
dopmyne Kokpodra-T'onra. IIpoTHBOnOKa3aHo NpUMEHEHUE TpenapaTa y MalUEHTOB C
HapyILIeHUAMH (QYHKIMM TOYEK TSKeNoi creneHu (kKiaupeHc kpeaTuHuHa < 30 Mi/MHUH) (CM.
pasnen 4.3).

PexomeHyemble 103bl y MAllMEHTOB C HapylleHHeM (YHKIHMU TOYEK JIETKOM M yMepeHHOH

CTETIEHU TSHKECTHU (3HaueHHe KiaupeHca kpeatuHuHa 30-60 MJI/MUH) IpUBEIEHBI HIDKE B TaOJIUIIE.

HcxonHoe 3HavyeHHe KIMpeHca KpeaTHHUHA .
PexoMenyemas 1032 301 IpOHOBOM KUCIIOTHI
(MJ1/MUH)
>60 4,0 mr (5 M1 KOHIIEHTpAaTa)
50-60 3,5 mr (4,4 M KOHIIEHTpaTa)
40-49 3,3 mr (4,1 M KOHIIEHTpaTa)
30-39 3,0 mr (3,8 M1 KOHIIEHTpaTa)

Ilocne Hauvana Tepanuu CIEAyeT NPOBOAUTH OIPEIACICHUE KOHUEHTPALMU KpEaTUHUHA B
CBIBOPOTKE KPOBH II€pe]] BBECHUEM Ka)KJI0M NOCIEAYIOIIel 1036l penapara. [Ipu BeisiBIeHNN
HapylmeHus (QyHKIMHM MOYeK OYepeHOE BBEIACHHUE 30JIEPOHOBOM KHUCIOTHI CIEAYET OTIOKHUTD.
B kMHUYECKHX UCCIIE0BAaHUAX YXYALICHHE QYHKIUH TOYEK ONPEAEIISUIN CIeIyIOIUM 00pa3oMm:
- Y HAMEHTOB C UCXOJHOM KOHIIEHTPALMEN KpeaTHHUHA B CBIBOPOTKE KPOBU B IIPEAEIIaX HOPMBI
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- y MALIUEHTOB C OTKJIOHEHUSMHU UCXOAHON KOHIIEHTPAL[MM KPEaTHHNHA B CBIBOPOTKE KPOBH OT
HOPMBI (> 1,4 Mr/mmm) — yBenuyeHne KOHIEHTPAIlMH KPEaTUHUHA B CBIBOPOTKE KPOBU HA | Mr/muit.
Tepanuto mnpenapatoM 30JeHAPOHUK-Pyc 4 BO300OHOBISIIOT TOJNBKO IIOCIE TOrO, Kak
KOHLEHTpalusl KPEaTUHNHA B CBHIBOPOTKE KPOBU JOCTUraeT 3HaueHuW B npezpenax = 10 % or
UCXOJHOM, B TOM K€ J103€, KOTOpasi IPUMEHSIIACh /10 IPEPbIBaHUS JI€UEHUS.

Cnoco0 npuMeHeHus

[Ipenapar 3onenaponuk-Pyc 4 cienyer BBOJAUTh BHYTPUBEHHO KaleiabHO, B T€YEHUE HE MeHee 15
MUH, HE CMEIINBasl C JPYTUMH IpernapaTamu.
WMHCTPYKLMIO TIO TPUTOTOBICHHUIO JIEKAPCTBEHHOTO IIperapara Iepea MPUMEHEHHEM CM. B
paznene 6.6.

eTH
be3zonacHocth u 3 exTrBHOCTS Tpemnapara 3oneHapoHuk-Pyc 4 y nereii B Bo3pacte 10 18 mer
HE YCTaHOBJICHBI. JlaHHBIE OTCYTCTBYIOT.
4.3. IIpoTuBONOKA3aHUSA
* ['unep4yyBCTBUTEIBHOCTH K 30JIEIPOHOBOM KHCIIOTE, APYyruM duchochoHaTam uiH K J1ro0omy
U3 BCIIOMOTATENbHBIX BEIIECTB, IEPEUUCIICHHBIX B pa3zene 6.1.
» Hapymenue QpyHKIuM mouek TsHKeIol creneHu (KIMpeHe KpeatnHuHa MeHee 30 MiT/MUH).
* BepeMeHHOCTP U IEPHOA IPYIHOTO BCKAPMITUBAHHS.
* Jlerckuii Bo3pact 10 18 et (3ppeKkTuBHOCTH U OE30MACHOCTh HE YCTAHOBJICHBDI).
4.4. OcoOble yKka3aHus U MepPbl NPEeI0CTOPOKHOCTHU NPH NPUMEHEHUH

C 0CTOPOKHOCTEIO

* y MaIMEHTOB C HapyIIeHuEM (DYHKIMH MTOYEK JISTKOW U YMEPEHHOH CTENEHH TSHKECTH (KITMPEHC
KpeaTuHuHa > 30 MJI/MUH);

* ¢ IpernaparamMH, CIOCOOHBIMU BbI3bIBATh TMITOKAJIBIUEMHIO (HApUMEp, aMUHOTIIMKO3UIaMH,
KaJIbIIUTOHUHOM, «TI€TIIEBBIMH JUYPETHKAMI, BBI3BIBAIOIIMMH JETUAPATAIINIO) B CBSI3U C PUCKOM
Pa3BUTHS CHHEPTHUECKOTO dPPeKTa, MPUBOASIIIETO K TUTIOKATBIIMEMHUH TSHKEIION CTETICHH;

* ¢ IpenapaTaMu, 00J1aAa0IUMHI He()POTOKCUYHBIM JIeHCTBHEM;

* ¢ mpenapataMM HMHIMOMTOpaMH aHTHUOTEHE3a B CBA3M C YBEIMYEHUEM pHCKa Ppa3BUTHUS
OCTEOHEKPO32a YEIIOCTH;

* y MAIMEHTOB C HapylnieHneM (DYHKIMH MTEYCHU TSHKETION CTETICHH B CBSI3M C OTPAaHHYEHHOCTHIO
JAHHBIX TI0 IPUMEHEHHUIO IpenapaTa y NalueHToB JaHHON TPYIIIHL.

Oco0ble yKkazaHus

[Tepen nndysueit cneayer yoenuTbes B afieKBaTHOU THApaTanuy nauenTa. [Ipu Heo6xonumoctu

pexkomenayercs BBenmenue 0,9% pacTtBopa HaTpus XJOpHAa Tepes, MapauiebHO WM TOCTe
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CTIEPTHOMY OTHETY

pHUCKa BOSHUKHOBEHUS OCJIIOXKHEHHUM CO CTOPOHBI CEPAEYHO-COCYAUCTON CUCTEMBI.

[Tocne BBenenus npenapata 30J1eHAPOHUK-Pyc 4 HE00X0AUM MOCTOSHHBIN KOHTPOJIb COJIEPKAHUS
Kanbus, pochopa, Maruus U KpeaTHHIUHA B CBIBOPOTKE KpoBH. [1py pa3BUTHU rUNIOKAIBLINEMUH,
runodochareMuu WM THIIOMAarHUEMUU MOXKET BOSHUKHYTh HEOOXOIUMOCTh B KPATKOBPEMEHHOM
JIOTIOJIHUTEIIbHOM BBEJEHUM COOTBETCTBYIOIIMX BEIIECTB. Y MALMEHTOB C HEJICYEHHOU
THIEPKAIbLIUEMHEH KaK MPaBUJIO UMEETCs HapylleHne (pyHKIUHM MOYeK, MOITOMY HEOO0XOAUM
THIATEIbHBI MOHUTOPHUHT (D)YHKIIMH ITOYEK Y JaHHON KaTeropuu MalMeHTOB.

[Ipu penreHuu Borpoca o JIeYeHUH npenaparom 3oJeHAPOHUK-Pyc 4 manueHToB ¢ MeTacTa3aMu B
KOCTH C LIEJIbIO CHMD)KEHHUS PUCKA NATOJOTMYECKHUX MEPEIOMOB, KOMIIPECCUU CIMHHOIO MO3ra,
THIEPKAIBLIUEMHIH, OOYCIOBICHHON OITyXOJIbIO, W CHW)KEHUS MOTPEOHOCTH B TPOBEICHHUU
Jy4eBOU Tepanuu UM ONIEPATUBHBIX BMEILIATEIbCTB HA KOCTH, CJIEyeT MPUHUMATh BO BHUMaHHE,
4TO TepaneBTuUYeckuil 3pdexT HacTymaer yepes 2-3 Mecsia nocjie Hayala JeueHUs IpernapaTom.

HaDVHIeHI/Iﬂ d)VHKIII/II/I IIOYCK

HmeroTcss OTAEnbHBIE COOOMICHHS O HapylmIeHWHW (QYyHKOUM TO4YeK Ha (OHE NPUMEHEHUS
ouchocponaroB. K ¢dakTtopam pucka BO3HHUKHOBEHHS TOJOOHBIX OCJIOKHEHUH OTHOCSATCS
JIeruaparanus, NpeaIIecTBYIONas TMOoYeuHas HEeAOCTaTOYHOCTh, MHOTOKPAaTHOE BBEACHUE
30JICIPOHOBOM KUCJIOTHI WM JIPYruX OMcPocdoHATOB, a TaKkKe MPUMEHEHUE HEPPOTOKCHUHBIX
JIEKApCTBEHHBIX CPEJCTB, U CIMIIKOM OBICTpOE BBEACHHUE NpenapaTta. HecMoTps Ha TO, 4TO pHUCK
BBIIIICOMMCAHHBIX OCIIO)KHEHUN CHIDKAETCS MPU YCJIOBHH BBEACHHUS 30JEAPOHOBOM KHUCIOTHI B
7103€ 4 MT' B TeUeHHE He MeHee 15 MUHYT, BO3MOKHOCTb HapyIIeHUs (PYHKIIMU ITOYEK COXPAHSAETCS.
OTmeyanuch cilydau yXy[IIieHus: (pyHKIUH TOYeK, MPOTPEeCcCCUpOBAaHMS HAapyHIeHUsS (QYHKIUU
MOYEK BIUIOTH 10 BO3HUKHOBEHHWS IIOYEYHOM HENOCTaTOYHOCTH W  BO3HUKHOBEHHS
HEOOXO/MMOCTH B IPOBEACHUU TE€MOJIUANN3a IMPH HEPBOM MM OJHOKPATHOM NPUMEHEHUU
30JIEIPOHOBON KUCJIOTHI.

[ToBbIIIeHNE KOHIIEHTPAIIMHA KPEaTHHUHA B CHIBOPOTKE KPOBH TaK)Ke HAOIIOIAaeTCs Y HEKOTOPBIX
NAIMEeHTOB NPU JUTUTEIHHOM MPUMEHEHHUH TpernapaTa B peKOMEHyeMBIX 033X, HO ¢ MEHbIIEH
4acTOTOM.

Crenyer npoBOAUTH OIpe/ieNieHHe KOHIIEHTPAlUN KpeaTHHUHA CBIBOPOTKH KPOBHU MeEpel KX IbIM
BBEJICHUEM IIpernapaTa. Y NAIMEeHTOB C HapylleHHeM (DYHKUIHU MOYeK JIETKOW U YMEpEHHOM
CTETIEHU C METacTa3aMH COJIMIHBIX 3JI0KAaYeCTBEHHBIX OIMYXOJed B KOCTH M MHOKECTBEHHOMN
MHEIOMOI peKOMEHIyeTcsl IpUMEHeHHe Ooyiee HU3KOM CTapTOBOH 70361 pemnapata (cM. pa3zien
4.2.). Ilpu BeIABIEHUM MPHU3HAKOB HapyIIEHUs (YHKLUUHU MOYeK Ha (oHe Tepanuu mpenapaTtoM
JICYSHHE CIIEAYEeT BO3OOHOBIISITH TOJNBKO IOCIIE TOTO, KAK KOHIIEHTPAIUs KpEaTUHUHA JOCTHTAeT

3HadeHui B ipeaenax + 10 % ot ucxoanoii BenuduHsl (cM. pasznen 4.2.). [Ipumenenue npemnapara
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y MaIMEeHTOB ¢ HApyIIeHHEeM (PYHKITUU TOYEK TSDKEION '&%E‘Hg@fﬁg%kgg;ﬁoT&ﬁgﬁnen

4.3.).

OcTteoHekpo3

Ornucansl cilydad OCTEOHEKPO3a YETIOCTH, B OCHOBHOM Y OHKOJIOTMYECKHX IMallMEeHTOB Ha (oHE
nedenus oucdochonaTamu, B TOM YHCIE 30JICPOHOBON KUCIOTOM. MHOTHE U3 TaKUX NAIlIEHTOB
[0JIy4aJIl OJJHOBPEMEHHYIO TEPAINIO TTIIOKOKOPTUKOCTEPOUIAMU WIM XUMUOTEPANIUIO. Y MHOTHX
NAIlMEHTOB HMMENIH MECTO TNPU3HAKM MECTHOTO HH(EKIMOHHO-BOCHAIUTENHHOIO Ipolecca,
BKJIIOYasi OCTEOMHEIUT.

B knuHMuYeckol mpakTuke Hauboliee 4acTO pa3BUTHE OCTECOHEKPO3a YEINIOCTH OTMEYalloCh Y
MALEHTOB C PAacHpOCTPAHEHHBIM PAaKOM MOJIOYHOM KeJIe3bl U MHOKECTBEHHOW MHEIIOMOM, a
TaKKe TpH HAIMYAKM CTOMATOJIOTMYECKMX 3a0ojeBaHui (Tocie ynameHuss 3yba, mpu
3a00JIeBaHUSAX MMAapPOJOHTA, HEYAOBICTBOPUTEILHON (PUKCAIK 3YOHBIX MPOTE30B). V3BeCTHRIMU
dakTopaMu puUCKa OCTEOHEKpO3a YEIIOCTH SBISAIOTCA paK, OJHOBPEMEHHas Tepamnus
(XuMuoTepanus, jgydeBas Tepanus, aHTUAHTMOI€HHbIE IpenapaThl, INIIOKOKOPTHUKOCTEPOUIbI),
COIYTCTBYIOIIUE  COCTOSIHUS  (aHEMMs, KoaryJomaTtuu, HWHQEKUus, MpeauIecTBYIolee
3a00J1eBaHUE TIOJIOCTH PTA).

[lepen npumenenuem OucPochoHATOB y MAIHEHTOB C OHKOJOTHYECKHUMH 3a00JIeBaHUSMU
ClIEyeT TPOBECTH CTOMATOJIOTUYECKOE O0OCIEeIOBaHWE W  BBIIOJHUTH HEOOXOIUMBIE
npoUIAKTUUECKHE MPOLEAYpPhl, a TaKK€ PEKOMEHJO0BAaTh CTPOroe COOJIIO/IEHHE TUTHEHbI
MOJIOCTH PTa.

Bo Bpems nedenus 6uchocdonaramu crieayer mo BOZMOKHOCTU M30eraTb CTOMATOJIOIMUYECKUX
MHBa3MBHBIX BMEIIATEIbCTB. Y MALMEHTOB C OCTEOHEKPO30M YEIIOCTH, BO3ZHHUKIIEM Ha (poHe
Tepanuu OuchochoHaramu, NPOBEICHHE HHBA3UBHOIO CTOMATOJIOTMYECKOTO BMENIATEIhCTBA
MOYET CIIOCOOCTBOBATh YXYIIICHHUIO COCTOSIHMA. HeT naHHBIX, YTO NpepbIBaHHE JIEUCHMS
ouchochonaTamMu mepes NMPOBEICHUEM CTOMATOJIOTMYECKOTO BMEIIATEIbCTBA CHUXKAET PUCK
OCTEOHEKpo3a 4YenmtocTu. [InaH jedeHuss KOHKPETHOTO MallMeHTa JOJKEH OCHOBBIBAThCS Ha
WHAWBUYaJIbHOHN OLIEHKE COOTHOILLEHUS PUCK/TI0b3A.

Omnwucanbl ciydyal OCTEOHEKpO3a MHOW JIOKAJIM3alliK, B TOM YHCJIEe Ta30BOM KOCTH, OeapeHHOU
KOCTH, HAPY’KHOT'O CIIyXOBOT'O KaHaja, B OCHOBHOM Y B3POCIIbIX MAllMEHTOB C OHKOJIOTHYECKUMU
3a00/I€BaHUSAMH, TIOJYJAIOIIUX Tepanuio OucdochoHaTaMu, B TOM UHCIE 30JI€IPOHOBOMU
KHCIJIOTOM.

ATUNWYHEIE [TEPEIOMBI 6CI[DGHHOI71 KOCTH

Onucanbl ciy4ad BO3HHUKHOBEHHUS ATUIMYHBIX TOJBEPTENBHBIX M JUa(QHU3apHBIX IMEPETOMOB
OelpeHHON KOCTH Y MallMeHTOB, IJIUTEIbHOE BpeMs OMyJaroluX jJeduenrne oucdochonaramu mno

MMOBOJY OCTCOIIOpPO3a. HOHepeFIHBIe NI KOPOTKHUE KOCBLIC IMEPECIOMBI MOT'YT JIOKAJIM30BATHECA B
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J000M MeCTe Ha MPOTSHKEHUU OeIPEeHHOM KOCTH OT Man':&g é%%%ﬁlﬁ%ﬁi&éﬂ&ﬁ%ﬁ"ﬂﬂxn

OnucanHble TMEpeIOMbl BO3HHUKAIOT I0OCJIE MHUHHMAJIbHOH TpPaBMBl MM CaMOIPOH3BOJIBHO.
Hekotopble manueHThl UCTBITHIBAIOT 00K B OeApe WM B IMaxy, 4acTO COMPOBOXKAAIOLIHECS
MpU3HAKAMU CTPECCOBBIX MEPEIOMOB, MO pe3ylbTaTaM BU3YAIU3HPYIOIIUX JUATHOCTHYECKHX
MCCJIEIOBAaHUM, KOTOPbIE BO3HUKAIOT 32 HEIETN U MECSIIBI 10 Pa3BUTHSI ITOJIHOTO (3aBEPIICHHOIO)
nepenoma OelpeHHONW KOocTH. Hepenko meperoMbl BOSHHKAIOT C 00CHX CTOPOH, MO3TOMY MpHU
BO3HMKHOBEHUH IepejoMa OCIpeHHOM KOCTH y TAalMeHTa, MOJYYalollero Teparnuio
oucdochonaTtamu, CieIyeT MPOBECTH OOCIEIOBAaHHWE KOHTpPJIATEPATbHOW OCIPEHHOW KOCTH.
CooOmranoch Takke 0 MEUICHHOM 3aKUBJICHUH (CpacTaHUM) STHUX MEPEIOMOB. bblTu mosy4eHbl
cooOuieHns 00 aTUMUYHBIX TeperoMax OeApeHHON KOCTH y MAlMeHTOB, IMOJYYaBIINX JICUCHHE
30JIEAPOHOBOM KHCIOTOW, OJJHAKO MPUYMHHO-CJIEICTBEHHAs! CBS3b ATHUX MEPEJIOMOB C TEparuei
30JIE[POHOBOM  KUCJIOTOW He ObUIa YyCTaHOBIEHa. PemieHune o0 MpeKkpalieHuu Tepanuu
30JIeIPOHOBOM KHUCJIOTOM y MAIIMEHTOB C MOJ03PEHUEM Ha aTUIINYHBIN ITepesioM OeIpEeHHON| KOCTH
0 TpoBeACHUs 0O0CIeOBaHUS JOJDKHO OCHOBBIBATHCS HA HMHIUBUAYAJbHOH OIICHKE
COOTHOIICHUS 0XKHJIAEMOH TTOJIB3BI K BO3SMOKHOMY PHUCKY.

[TarueHTOB, OMYYAIOUINX TEPAIUIO MpenapaToM 30JeHApOHUK-Pyc 4 crenyet npeaynpeauTs o
HEO0OXOUMOCTH COO0IIaTh MEIUIIMHCKOMY MEPCOHANy O JIOOBIX 00X B Oeape WM MaxoBOU
001acTH; KaXIbl TAalWEHT, NPEAbABISIONINN Kalo0bl Ha TaKME CHMITOMBI, JOJDKEH OBITh
o0cieoBaH /J1sl BBISIBICHHUS BO3MOXHOI'O HE3aBEPIIEHHOI'O (HETOJIHOI0) rnepenomMa O0eIpeHHON
KOCTH.

Melmeysas 00Jb

B xnmHMuYeckoi mpakTUKe cOOOIIATOCh O HEYACTBIX CIIyYasX pa3BUTHS CHJIBHOM M B HEKOTOPBIX
CIy4asix OTpaHHYUBAIONIEH TPYAOCIOCOOHOCTh OOJM B KOCTSIX, CycTaBaX W MBIIIIAX Ha (oHE
neueHust OucdocpoHaTaMM, K KOTOPHIM OTHOCHUTCS M 30JIEAPOHOBAsl KHUCIOTA. YKa3aHHBIE
CUMITOMBI Pa3BUBAINCHh B TEUEHHUE IEPUOAA OT OJHOIO JHSA 10 HECKOJIBKHX MECSLEB IOCIE
Havana JseyeHus. llocne mnpekpaiieHust JyeyeHUs y OOJIBLIIMHCTBA MAIllMEHTOB CHUMIITOMBI
IPOXOJMIN. Y HECKOJIbKMX MallM€HTOB CUMIITOMBI NMOBTOPSJINCH IPHU BO30OOHOBIEHUH TEparuu
WK IPUMEHEHUH pyroro oucgocdonara.

I nookanprmeMus

B ximmHMYEeCKOM IIPaKTUKE COO6IIIaJ'IOCI) O Pa3BUTUHU THIIOKAJIBIUCMHUH Y MALIUCHTOB, IMMOJIYYarOIIHUX
JIEYEHUE 30JICAPOHOBOM KUCIOTON. B ciydae pazBUTUA TSHKENOW TMIIOKAIBIMEMUH OTMEYAIOCh
pa3BUTHE HEXKENATeNbHBIX SBIECHUI CO CTOPOHBI HEPBHOW CHCTEMBI (CyJOpOTH, TETaHUS W
OHEMEHHE), CePACUHON apUTMUU. B HEKOTOPHIX clydasX TUIOKATBIIMEMHUS MOXKET MIPE/ICTABIATh

yrpo3y JUIsl AKHU3HH.
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JPYTUMH JIEKAPCTBEHHBIMU CPEICTBAMHU, CHOCOOHBIMU BBI3bIBATH TUIOKAJIBIIMEMUH ), TOCKOIBKY
3TO MOJKET IMPUBECTU K CHHEPIMUECKOMY B3aUMOJCHCTBUIO M Pa3BUTHUIO TMIIOKAJIbLUEMUU
TsKeno creneHu. llepen HayanoM Tepanuu 30J€JPOHOBOM KHCIIOTOM CIIEAYET OIpPEAEIIUTh
YpOBEHb KaJblMsl B CHIBOPOTKE KPOBH M CKOPPEKTHPOBATh TUIOKaIblMeMuu). [lanveHTs
JIOJKHBI TIOJTy4aTh a/IeKBaTHOE BOCIIOJIHEHHE IIperapaTaMy KajlbLius U BUTaMHUH D.

[TarueHTs!, oJTydarolye Tepanuio npenapaTom 301eH1poHUK-Pyc 4, He O KHBI OJTHOBPEMEHHO
noJIyyaTh Ipernapar AKJacTa, Tak ke, Kak u apyrue ouchochoHarsl.

BcnoMorareabpHEIC BEIISCTBA

Hampuu

Jlannblil penapar coepkut MeHee 1 Mmounb HaTpust (23 mr) Ha 103y 4 M, TO €CTh IPAKTUYECKU
HE COJIEP’KUT HATPHUSL.

4.5 B3aumogeiictBHMe ¢ JPYIMMH JIEKAPCTBEHHBIMHM IpenapaTaMd W Jpyrue BHIbI
B3aMMOJEHCTBHSA

PexoMenyercst coOII01aTh OCTOPOKHOCTE MTPH OJJHOBPEMEHHOM IIPUMEHEHUHU OucocdoHaToB,
AMHMHOTJIMKO3M/I0B, KaJbLIMTOHMHA U METJIEBBIX JTUYPETUKOB, IOCKOJIbKY OJHOBPEMEHHOE
JeicTBUE 3THX MpernapaTroB IPOSBISAETCS YBEIMYEHUEM IPOJODKUTEIBHOCTH COJEPKaHUS
KaJIbLUs B TUIa3M€E KPOBHU.

OCTOpOXXHOCTh HEOOXOIMMa MpPU OJHOBPEMEHHOM INPHUMEHEHUHU 30JIEAPOHOBON KHCIOTHI C
npenapaTamy, HOTEHIMAIbHO 00J1aAat0IUMHI HEPPOTOKCUUECKUM JIEHCTBHEM.

Heo6xonumo co0mro1aTh OCTOPOKHOCT MPHU OJHOBPEMEHHOM MPUMEHEHMH C MHIMOUTOpaMu
AQHTMOT€HEe3a B CBSI3U MOBBIIIEHUEM YaCcTOTHI CIIy4aeB pa3BUTHS HEKPO3a YETIOCTH.

[Ipy OTHOBPEMEHHOM MPUMEHEHUU C 30JIEAPOHOBOM KHCIOTOW JPYrHMX 4YacTO MPUMEHSEMBIX
JIEKapCTBEHHBIX IpenaparoB (IMPOTUBOOIYXOJEBbIE CPEIACTBA, JUYPETHKH [3a HCKIIOUEHHEM
HETIEBBIX |, aHTUOMOTHKH, aHANBIE€TUKH) KaKUX-THOO0 KIMHUYECKH 3HAYMMBbIX B3aUMOJIEHCTBUNA
HE OTMEYEHO.

[Tpy KOMOMHMPOBAHHOM MPUMEHEHUHU 30JIEIPOHOBOM KHMCIIOTHI C TaJIUJOMMJIOM HE Tpedyercs
KOPPEKLIIMH 03Bl 30JIEAPOHOBOM KHCJIOTBI, 3a HCKIIOYEHHEM IPUMEHEHMSI Yy IALIUEHTOB C
HapylmieHueM (QYHKIMM TOYeK JITKOM M cpeaHed cremeHd TspkecTH. KomOmHHMpoBaHHOE
npumenenue Tanuaomuaa (100 mr umm 200 mr 1 pa3 B CyTKH) U 30J1€pOHOBON KUCITOTHI (4 Mr) y
MAlMEHTOB C MHOXECTBEHHOW MHEJIOMOHM CYIIECTBEHHO HE BIMSET Ha (apMaKOKHMHETHUKY
30JI€IPOHOBOM KUCIIOTBI M KIIMPEHC KPEaTHHUHA.

4.6. ®epTHIBHOCTDH, 0€PEMEHHOCTD U JIAKTALUS

}KGHHII/IHI)I C ACTOPOAHBIM ITOTCHIIMAJIOM
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HEO0OXOIUMOCTH MPUMEHSITH HA/ICKHBIE METOIbI KOHTPAIICTILIUY BO BpEMSI JICUCHUSI 30JIeIPOHOBOMN
KHCJIOTOM.

bepemeHHOCTD

[Ipumenenue npenapara 301eHAPOHUK-Pyc 4 Bo BpeMst 6epeMEeHHOCTH IPOTHBOITOKA3aHO.
Pestome puckos

Her nanHbIX 0 npuMeHEHUH 30JIEAPOHOBOM KUCIOTHI BO BpeMs OEpeMEHHOCTH y uenoBeka. [1pu
BO3HMKHOBEHHH OEpPEMEHHOCTH BO BpeMs Tepanuu OuchocdoHaraMu BO3MOXKEH PHUCK
dbopMHUpOBaHKsS BHYTPUYTPOOHBIX MOPOKOB Pa3BUTHsS TUIOAA (HAIpUMEpP, aHOMAJIUN pPa3BUTHS
CKeJieTa M JIPYTMX aHOMaJiuii). 3aBHCHUMOCTb PUCKA OT BEJIMYMHBI BPEMEHHOTO MPOMEXKYTKa
MEXy IMpeKpamieHueM tepanuu OuchocPoHaTaMd MU MOMEHTOM 3auaTusi, ITyTH BBEICHUS U
0COOEHHOCTEH KOHKPETHOTO IIpernapara Hen3BeCTHA.

B wuccnenoBaHusix y OIHOTO M3 JABYX BHJIOB >KHUBOTHBIX IPH TMOJKOKHOM HPHUMEHEHUU
30JIEAPOHOBOM KHUCIOTHI B 03¢ 0,2 MI/Kr B CyTKM (9KCmo3umms, B 2,4 pa3a NMpeBBIIIAIONIAS
0’KHMJIaeMYIO SKCIIO3UIIMI0 Yy uenoBeka 1o BenuunHe AUC) oTMedeHbl sSIBJICHUSI TEPATOT€HHOCTH B
BUJIE A€(PEKTOB Pa3BUTHS MOBEPXHOCTHBIX CTPYKTYP, TOPOKOB Pa3BUTHUSI BHYTPEHHUX OPIaHOB U
AHOMANUI pa3BUTHs CKelleTa; MpHU MPUMEHEHHMH B MHUHUMAaibHOW m03e 0,01 Mr/kr B cyTku
OTMEYEHa IUCTOIMA. B ucciaenoBanusx y Ipyroro Bujia >KUBOTHBIX TAKOBBIX SIBJICHUI OTMEUYEHO
He ObUTO, OJIHAKO MpU NpuMeHeHWH B a03¢ 0,1 MI/Kr B CYTKH 3aperHCTPUPOBAHBI SIBICHUS
MaTEPUHCKOW TOKCHYHOCTH, KOTOpbIC OBUIM CBSI3aHBI JIMOO BBI3BAHBI THIIOKAIBIUEMHUCH,
MHIYLIMPOBAHHOMN MIpEenapaToM.

JlakTamus

HewusBecTHO, MPOHUKAET JIM 30JIEIPOHOBASI KUCIIOTA B TPYyAHOE MOJIOKO. [Ipumenenue nmpenapara
3oneHapoHUK-Pyc 4 B mepuo1 rpyAHOr0 BCKAPMIIMBAHUS IPOTUBOIIOKA3aHO.

DepTUabHOCTD

Her nanHbIX 0 BAMSHUM 30JI€JpOHOBON KUCIIOTHI HA PEepTUILHOCTD Y YelloBeKa. B nccnenoBanusx
YKUBOTHBIX 30JICIPOHOBAs KHCII0Ta To1aBisuia hepTibHOCTH B 103¢ 0,01 MI/KT/ B CyTKH.

4.7 BuusiHMe HAa CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CPEACTBAMHM M Padorarh ¢
MeXaHHU3MaMH

W3ydyeHus BAMSHUS 30JI€IPOHOBOM KHCIOTHI HA CHOCOOHOCTh YMPABIATH TPAHCHOPTHBIMU
CpeICTBAaMHU U MEXaHW3MaMHU He MIPOBOAMIIOCH. B ciiyyae BO3HMKHOBEHUSI TOOOUHBIX PEAKIHil co
CTOPOHBI HEPBHOW CHUCTEMBI IAlIUEHTAM PEKOMEHIYETCS BO3AEPXKATbCsl OT YIPABICHUS
TPAHCIIOPTHBIMU CPEACTBAMM W MEXaHU3MaMM, a TaKKe 3aHATUH BUIAMM JESATEIBHOCTH,

TpeOyIOIMMH KOHLIEHTPALUY BHUMAaHUS, HAPSKEHUHM ICUXOMOTOPHBIX (PYHKIIHIA.
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4.8 HexxesnaTeibHbIe peakmum

Pesrome npoduiist 6esonacHocT

HaubGonee cepbe3snbiMu HexenarenpHbiMM peakuusmMu (HP) y mnanumenToB, mnomyvaromux
30JIEIPOHOBYIO KHCIIOTY IO 3apEerUCTPUPOBAHHBIM MOKA3aHUSAM, SIBJISUIMCH: aHauiIakTH4YecKas
peakiusi, HEeKenaTelbHbIe SIBICHUS CO CTOPOHBI TIJIa3, OCTEOHEKPO3 YETIOCTH, ATUIIUYHBIN
nepenoM OeIpeHHO KOCTH, GUOpMIIIAIMs MpeacepaAnid, HapylIeHne (QYHKIUU MOYeK, PeaKIus
OCTpoii (ha3bl M THUIOKAIBIIEMHS U WHTEPCTUIIMAIBbHOE 3a0onieBaHue nerkux. MHdopmanus o
yactote HP mpu npumenenun mpemnapara 30JeApOHOBON KHUCIOTHI B J103€ 4 MI' OCHOBBIBAeTCH,
[JIaBHBIM 00pa3oM, Ha JaHHBIX, IOJYYEHHBIX TPH MPOBEICHUU JUIUTEIbHONH TEparui.
HexxenarenbHble peaknuu, CBSI3aHHBIE C NPUMEHEHHEM 30JICAPOHOBOW KHCIIOTHI, OOBIYHO
CJ1a00BBIpAXXEHHBIE M TPAH3UTOPHBIE; MOJOOHBI TEM, O KOTOPBHIX COOOINANIOCH TPH NPUMEHEHUN
npyrux ouchochonaroB. Itu HP moryr HabmogaThCcsi MpUOIM3UTENLHO Y TPETH MAlUEHTOB,
MOJTYYaIOLUX JIEYCHHE 30JI€APOHOBON KUCIOTOM. CUMOTOMBI peaklUud OCTPoil ¢a3bl 0OBIYHO
pa3BUBaNIKCH Yepe3 3 JHs MOcie MPUMEHEHHs 30JICPOHOBOM KHCIOTHI: 00Iee HEIOMOTaHHE,
007M B KOCTSX, JMXOpPaJKa, O3HOO, IPUIIONOJOOHBIM CUHAPOM U apTPUT C MOCIEIYIOLIUM
OIyXaHHEM CYCTaBOB; OOBIYHO CHMITOMBI pa3pellalnch B T€UEHHWE HECKOJIbKUX THEeH. Takke
yacto otMedanuch Takue HP, kak aptpanrus u muanrus. O4eHb 4acTo yMEHbIICHUE TTOYEYHON
HKCKPELNH KaJIbIHS COMPOBOXKIATIOCH PE3KIUM CHIDKEHHEM cojiepxkanus Gocdopa, 4To MPOTEKaIo
0EeCCUMIITOMHO U He TpeOoBaIIOo JIedeHUs. YacToe CHIDKEHHE COIEPKAaHMSI KAJIBILUS B CBIBOPOTKE
JI0 Pa3BUTHUS THIIOKAJIBIIUEMHH COMPOBOKIANIOCH OTCYTCTBUEM KIIMHUYECKUX MIPOSBICHUH.
HmeroTcs coOOLIEHHsT O PEaKLUsAX CO CTOPOHBI KENyJOYHO-KUIIEYHOIO TpPaKTa, TAKMX Kak
TOIITHOTA W PBOTA, ITOCIIE BHYTPHUBEHHON HH(Y3UH 30J1€IPOHOBOM KUCIIOTHI.

JlokanpHBIE peakIuu B MeCTe WHQPY3HMH, TaKhe KaK MOKPACHEHWE WM OTE€YHOCTh W/ OOJb,
HaOJIr01a1MCh HEYacTo.

AHopekcHs yacTo Ha0Ir01a1ach Y MaMeHToB, NOTy4aBIINX 30JI€IPOHOBYIO KUCIIOTY B /103€ 4 MT.
Crydau ChIlM WK 3yJla OTMeHYaInCh HeyacTto. Kak u npu npuMmenenun apyrux 6uchochoHaTos,
COOOIIAeTCs O YaCTHIX CITyYasx KOHBIOHKTHBHTA.

Ha ocHOBaHMM CyMMapHOI0 aHajM3a KOHTPOJMPYEMBIX HCCIIEIOBAaHUI COOOLIANOCh O YacTOM
pa3sBUTHM aHEMHUHU TsDKENOM cTemneHu (remornobuH <8,0 /1) y MalMeHTOB, MOJyYarolluX
30JICZIPOHOBYIO KHCIIOTY B 103€ 4 MT.

Pe3roMe HexenareabHbBIX PEeaKIni

HP crpynnupoBaHbl B COOTBETCTBUU € Kiaccuukaiuei opranoB u cucteM opranoB MedDRA, B
npeaesax KaXJI0W TPYIIbl NEPEUUCICHBl B MTOPSIAKE YMEHBIICHUS 4aCcTOThl BCTPEYAEMOCTH, B

npeaciax Ka)I()]OfI MMOATPYIIBLI — B MOPAAKE YMCHBIICHWA 3HAYUMOCTH.



COOTBETCTBYET ZKCNEPTHOMY OTUETY

oT 28.05.2

2025 N= 13516

Kputepun oleHKH 9acTOTBHI BCTPEYACMOCTH: OHCHB qaéll—'lc'):'(:z}ﬁl‘a; Eiﬁgl%@};bd_ %{%321:!/'10),

HewacTo (>1/1000, vo <1/100), peaxo (>1/10000, Ho <1/1000), ouens penko (<1/10000), yactora
HEU3BeCTHA (Ha OCHOBAHWU UMEIONINXCS JAHHBIX OIICHUTHh HEBO3MOXKHO).

Hapywenus co cmopoHnvl kposu u numgamuueckol cucmemsl: 4acTO - aHEMHs, HEYACTO -
TPOMOOLIMTONICHHUS, JICHKOTIEHUS; PEAKO - TAaHIIUTONCHUSI.

Icuxuueckue Hapywienus: 4acTo - HapyUIEHHE CHA; HEYAcCTO - YYBCTBO TPEBOTH; PEIKO -
CIyTaHHOCTH CO3HAHUS.

Hapywenus co cmoponsl HepeHOU cucmembl: 9acTO - TOJIOBHAsi 00Jb, MapecTe3uu; HeYacTo -
TOJIOBOKPY)KEHUE, TUCTEB3Us, TMIECTE3Ms, THIIEPECTEe3Us, TPEMOP; OUYEHb PEIKO - CYAOPOTH,
TUTIECTE3Us U TeTaHUs (Pa3BUBAIOIINUECS BCIICICTBUE THIIOKAIBITUEMHIH ).

Hapywenus co cmoponsl opeana 3penus: 4acTO - KOHBIOHKTHBHT, HEYacCTO - '"Pa3MBITOCThH"
3pEHUs; PEIKO - YBEHT.

Kenyoouno-kuuieunvie HapyuieHus. 4acTo - TOILIHOTA, PBOTA, CHW)KEHHUE AamIleTHUTa, 3amop;
HEYacTo - Auapesi, 00JIb B JKUBOTE, TUCTICTICHSI, CTOMATHUT, CYXOCThb BO PTY.

Hapywenus co cmopoHvl ObixamenbHOU cUcmemvl, 0Op2aHo8 2pYOHOU KIemKU U cpedoCmeHus.:
HEYAaCTO - OJIBIIIKA, KAIIENb; PEAKO - UHTEPCTUIMANIbHAS OOJIE3Hb JIETKUX.

Hapywenusa co cmoponul kodcu u nOOKOICHbIX MKAHeU: 9acTO - TOBBIIICHHOE MOTOOTACNICHUE;
HEYacTo - 3y/I, ChIIb (BKIIFOYAst SPUTEMATO3HYIO U MaKyJIe3HYIO).

Hapywenus co cmoponsl mbluieuHoll, cKelemHou U cOeOUHUMeNbHOl MKAHU . 9acto - 00U B
KOCTSIX, MUAJITHS, apTPalITHsi, TeHePAIU30BaHHbIE OO, TYrOMOABM)KHOCTh CYCTaBOB; HEYACTO -
HEKPO3 HIDKHEH YeTIOCTH, MBIIIIEYHBIE CYIOPOTH.

Hapywenus co cmoponwt cepoya: peaxo - Opaaukapaus, aputMus (pa3BUBAIOIIAsCS BCIEACTBHE
TUTIOKAJIBIIUEMHUH ).

Hapywenus co cmopounst cocydog: 4acTo - TOBBIINICHHE apTePHATLHOTO JABJICHH; HEYacTo -
CHI)KEHHE apTePUABHOTO JIaBIICHUSI.

Hapywenus co cmopoHvl nouex u Mouebleo0saujux nymeti. 4acTo - HapyIIeHUs PYHKIIUU [TOYEK;
HEYAaCTO - OCTpas IOYeYHas HEJAOCTATOYHOCTh, TeMaTypus, NPOTCHUHYPHs, PEIKO -
npruoOpeTeHHbIN cuHApoM DaHKOHU.

Hapywenus co cmopoHvl ummyHHOU cucmembl. HEUYACTO - PEAKIUU TUIIEPUYBCTBUTEIBHOCTH,
PENKO - aHTHOHEBPOTHYCCKHIA OTEK.

Jlabopamopuvie u uHcmpymeHmanivbHble OaHHble. OYE€Hb YacTo - TunodocdaTreMus; 4acTto -
MOBBIIICHHE CBIBOPOTOUHBIX KOHIIGHTPAIM KpPEaTMHWHA W MOYEBHUHBI, THUMOKAIBIIUEMUS;
HEYaCTO - TUIIOMAarHUEeMUS, TUIIOKAJTUEMHS]; PEIKO - THIIePKATUEMUs], TUTIEPHATPHUEMHSL.

Obwue HapyweHus u peakyuu 6 mecme 86e0eHUs . 4acTo - PeaklHs OCTPOH (a3bl, MOBBILIEHUE

TEMIEepaTypbl Tella, TPUIMIONOJ00HBIM CHHIPOM (BKJIIOUAIOUIMI oOliee HeloMoraHue, 03HOO,
10
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MecTe BBeneHus (00Jb, pa3pakeHue, OTEUHOCTbh, YINIOTHEHUE, IIOKPACHEHHE), 00JIb B TPYIHON
KJIETKE, YBEJIMYEHNE MACCHI TEJIA; PEAKO - APTPUT U ONYXAHUE CYCTABOB KaK CHUMIITOM PEAKLIMHU
OCTpoH (ha3sl.

Cnenyer uMeThb B BHJIYy, YTO MNpU MNPUMEHEHUU JpYyrux OuchocPpoHATOB y MAIMEHTOB C
OpOHXHMATBHOM aCTMOM, YYBCTBUTEIbHBIX K AlETHICAIUIIMIIOBON KHUCIOTE, OTMEUYAIKUCh CIIydau
OpoHxocma3zMa, OJHAKO NpU NPUMEHEHUU 30JICPOHOBOM KHCIIOTHl JAHHOTO SIBJICHUS HE
HaOJIFOJAJIOCh.

HexxenaTenpHple PEaKIUMKM 1O JAHHBIM CIOHTAHHBIX OTYETOB M JIMTEPATYPHBIX COO6I.H€HHI>1

(4acToTa HEU3BECTHA):

Hapywenus co cmoponvl ummyHnotl cucmemsl: anapUIaKTHIECKas PEaKIIUs/IIOK.

Hapywenus co cmoporvl Hep6HOUL cucmembl: COHITUBOCTb.

Hapywenus co cmoponul opeana 3penus: SMUACKICPUT, CKICPUT U BOCTIAIUTEIILHBIC 3200JICBaHUS
OpOUTBHI.

Hapywenus co cmoponwl cepoya: GUOPHILUTALNS TPEACEPIUI.

Hapywenus co cmoponvl cocyoog: CHWKEHUE apTepPHaIbHOTO JABJICHUS, NPUBOJSIICE K
00OMOPOKY HJTH IIUPKYIATOPHOMY KOJUIAIICY, B OCHOBHOM Y IAIIMEHTOB C (PaKTOpaMu pUCKa.
Hapywenus co cmopoHvl 0biXxamenibHOU CUCHEMbl, OP2AHO8 SPYOHOU KIemKU U CPEOOCeHUs!
OpoHxOCMa3M.

Hapywenus co cmoporul Kodcu u NOOKOJNCHbIX MKaHell: KPATUBHHIIA.

Hapywenus co cmoponst mbluleuHol, CKelemHOU U COeOUHUMENbHOU mMKAHU: BHE3AIMHOE
BBIPQKEHHOE OTPAHWYCHHE TOJBM)KHOCTH CYCTAaBOB W/HMJIM TSDKENas W B HEKOTOPBIX CIydasx
MHBATMAM3UPYOMAs 007bh B KOCTSIX, CycTaBaxX W/WIIM MBIIIIAX, aTHIINYHBIE TIOJBEPTEIbHBIC H
nradusapHble epesioMbl OePEHHOM KOCTH.

Omnucanre OTACNbHBIX HeXKENaTSAbHBIX PeaKIIUN

Hapywenue ¢ynxyuu novex

[TpyMeHeHre 30J1€APOHOBON KHUCIOTHI aCCOLMMPOBAIOCH C Pa3BUTHUEM HapylleHUs (QYHKIUU
nouek. [Ipn nmpumMeHeHUM 30J1€IPOHOBOM KHUCIOTHI B KIMHMYECKHUX HCCIEJOBAHMSX C LENBIO
OpopMIAKTUKNA OCJIOXKHEHUH CO CTOpPOHBI CKeJeTa y MalUeHTOB C pachpoCTpaHEHHBIMU
3JI0KQY€CTBEHHBIMH HOBOOOpa30BaHUSMHU C TOpPaKEHHEM KOCTeH dYacToTa BO3HUKHOBEHUS
HapylieHus QYHKIUM TOYeK, CBSI3aHHOTO C MPUMEHEHHEM 30JIEPOHOBOM  KHUCIOTHI,
pacripeiesieHa cleayomuM o0pa3oM: MHOXKecTBeHHas muenoMma (3,2 %), pak mpoctatsl (3,1 %),
pak MOJIOUHOI xene3sl (4,3 %), pak JIerkux u apyrue conuansle omyxonu (3,2 %). K gpaxropam,
KOTOpBbIE MOTYT YBEIUYMBATh PHUCK YXYAIIEHUS (QYHKIHH MOYEK, OTHOCATCA: AETHApaTaius,

IpeIIecTBYIOIIEe HapyllleHNe (PYHKINN TOYEK, MHOXKECTBEHHbIE KYPChI JIEUEHUS 30J1€APOHOBOM
11
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IpenapaToB WM BBEJCHHE Ipernapara B TEUCHHE MEHBIIEro, YeM PEKOMEH]IyeMBblid, mepuoja
BpeMeHu. OTMEYeHO yxynauleHne (QYHKIUHU MOYeK, MPOTrpecCHpOoBaHHE HapylleHHs (YHKIUU
IIOYEK BIJIOTh O MOYEYHOM HEAOCTATOUYHOCTH M HEOOXOAMMOCTH IPOBEIECHUS IeMOJHain3a
1I0CJI€ BBEJICHUS CTAPTOBOM MJIM OJIHOKPATHOM /103bl 30JIEJPOHOBOM KUCIIOTHI.

Ocmeonexpos

[Tpu neuennu Oucochonaramu, B TOM YHCIIE 30J€IPOHOBOM KUCIOTON, B OCHOBHOM Y ITAlIUEHTOB
C OHKOJIOTUYECKMMU 3200JI€BAHUSAMHU OTMEUYAINUCH CIIy4au Pa3BUTHSI OCTEOHEKPO3a (B OCHOBHOM,
YEJIIOCTH, HO TAaKKe M JPYrou JIOKalIu3aluu, B TOM YHUCJE. Ta30BOM KOCTH, OEIPEHHONH KOCTU U
HaApY>KHOTO CIIyXOBOT'O KaHasia). Y MHOTHX IMalMeHTOB C OCTEOHEKPO30M YEIIOCTH OTMEYAIHCh
NPU3HAKH MECTHOTO MH(EKIIMOHHOTO MPOIEcca, B TOM YHUCIIE OCTEOMHUENHT; B OOJBIINHCTBE
CBOEM TaKOBBIE Cllydal OTMEYEHBl Yy NAllMEHTOB C OHKOJOTMYECKUMH 3a00JIEBaHUSMHU IOCIE
9KCTPaKLMU 3y0a WK MOCJIe CTOMATOJOTMYECKUX ONEPAaTUBHBIX BMemaTesabcTB. CyIIecTBYIOT
IIMPOKO W3BECTHBIE MHOXKECTBEHHBIE (DAKTOPBI PHUCKA, MPEIpacrojaraloiye K pPa3sBHTHIO
OCTEOHEKpO3a 4YENIOCTH, TaKHe KaK 3JI0Ka4eCTBEHHBIE HOBOOOpPA30BaHMSA, OJHOBPEMEHHAS
Tepanus (HampuMep, XUMHUOTEpanus, aHTHAHTMOTE€HHbIe IpenapaThl, JIyuyeBas Tepamnus,
[JIFOKOKOPTUKOCTEPOUIbI) U COMYTCTBYIOIIME COCTOSIHMS (HampuMmep, aHeMHus, KoaryJonaTHH,
UHQEKINH, MpeaecTByonee 3aboieBaHue moyjoctu pra). HecmMoTpst Ha TO, YTO MPUYHHHO-
CIIEZICTBEHHAs] CBsS3b HE YCTAHOBJIICHA, Ilefieco00pa3sHO M30eraTb CTOMATOJOTHYECKUX
OIEPATUBHBIX BMEIIATENBCTB B CBA3U C BO3MOKHOCTBIO OTCPOYEHHOT'O BBI3IOpOoBIeHU. Mcxoms
U3 JIOCTYNHBIX JaHHBIX, YacTOTAa Pa3BUTUS OCTEOHEKPO3a YEIIOCTH CBsI3aHA C XapaKTepoM
OITyXOJIH (PacIpOCTPaHEHHBIH paKk MOJOYHOM JKelle3bl, MHOKECTBEHHAsI MUEIOMA).

Peaxyus ocmpotui ¢pazv

JlaHHas HexenaTelabHas peaklus MpeAcTaBisgeT co00M KOMIUIEKC CHMITOMOB: IOBBIIIEHHE
TeMmreparypbl Tena, oOmas cinabocTtb, 00k B KOCTAX, O3HOO, TPUIIONOAO0OHBIM CHHIPOM.
OObIYyHO HaumHaeTcs B MHTEpBaje < 3 1HA mociie UHQPY3UU 30J€APOHOBOIN KUCIOTHI. Peakius
TaK)K€ YIOMHHAETCS C MCIOJNb30BAaHUEM TEPMUHOB 'TpUMIONOA00HBIE" WiIKM "MOCTA030BbIE"
cUMITOMBI. CUMIITOMBI OOBIUHO Pa3peIIatoTCs Uepe3 HECKOJIBKO JTHEH.

Qubpunnayus npeocepoutl

B 01HOM KIIMHUYECKOM HCCIIEIOBAaHUH TPU TIPUMEHEHUH 30JIEIPOHOBON KHCJIOTHI B TEYEHUE 3-X
JIET Y TMAIMEeHTOK ¢ TOCTMEHOMAY3aJIbHBIM OCTEOIOPO30M (B /103€ 5 MTI' OJIMH pa3 B roj) oOmias
qyacToTa pa3BuUTHs (GuOpwsIMM npeacepauit cocrasimsia 2,5 % (96 yenosek u3 3862) mo
cpaBHenuto ¢ 1,9% (75 w3 3852) B rpymnme miane6o. Yactota pazButus (HuOpUILIALIA
npecepanii, COMPOBOKAAIOMIEHCS TSHKEITBIMUA TeMOIMHAMUYECKUMHU HAPYIICHUSIMHU, COCTABIISIA

1,3% (51 u3 3862) u 0,6% (22 u3 3852) a1 3071€JpOHOBON KUCIOTHI H I71a11€00, COOTBETCTBEHHO.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 28.05.2025 N2 13516

[TonoOHBII gucOamaHc HE OTMEYascs B JPYTUX KHHHI/‘IEIGI;IR:PIJ(EQ&;EIGTI'IBEM;; ';Jféipt;cl;'ﬂ%Boﬁ

KHUCJIOTBI, B TOM YMCJIE IIPU IMPUMEHEHUH B J103€ 4 MI OJuH pa3 B 3-4 Henenu y MalUEeHTOB C
OHKOJIOTMYECKMMH 3a0oieBaHusiMU. [lpudrHa MOBBIIEHUS YaCTOTHI Pa3BUTUSA (GUOPHIUIALIUN
npencepauii Ha ¢poHe Teparuu 30JIeIPOHOBOM KUCIOTON y MAMEHTOK C MOCTMEHOMAY3aIbHBIM
OCTEOIIOPO30M B JIAHHOM HCCJIEJOBAHUU HE YCTAHOBJICHA.

COOGH.[CHI/ISI 0 TOA03PpEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxxHo cooOmarb 0 M0OJ03PEBAEMBIX HEXKENATENbHBIX pEaKUUsAX II0CJI€ PETUCTpaluu
JIEKapCTBEHHOT'O Tpernapara ¢ 1ebio0 00ecrnedeHrs HeMPephbIBHOIO MOHUTOPUHTA COOTHOILICHUS
«I0JIb3a — PHUCK» JIEKAPCTBEHHOIO mpemnapara. MeauIMHCKUM pabOTHUKAM pEeKOMEHAYETCs
coolmate O JIIOOBIX MOJO3PEBACMBIX HEKENATENbHBIX PEAaKIHIX JICKapCTBEHHOTO Ipernapara
yepe3 HALMOHAIbHBIE CHUCTEMBI COOOIIEHMSI O HEXKEIATEJbHBIX pEaKLUsAX IOCyIapCTB-UIEHOB
EBpasuiickoro 5KOHOMH4ECKOT0 COr03a

Poccuiickasa ®@edepayus

®denepanbHas cinyx0a 1Mo Haa30py B chepe 3paBOOXpaHEHUS.

Anpec: 109012, r. Mocksa, CraBsiHcKas miiomiaib, 1.4, ctp. 1.

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

OnekTpoHHas nouta: pharm@roszdravnadzor.gov.ru

CaiiT B nH(GOPMAIIMOHHO-TEIEKOMMYHUKAITMOHHOW ceTn «MHTepHEeTY:
https://www.roszdravnadzor.gov. ru/.

4.9. llepeno3upoBka

CuMOTOMBI

[Tpu ocTpoil mepeno3upoBKe 30JIEAPOHOBOW KHUCIOTHI (OTpaHUYEHHBIE JaHHBIE) OTMEYallUCh
HapylieHus (QyHKUMM TOYeK, BKJIIOYas MOYEYHYI0  HEJOCTAaTOYHOCTb, H3MEHEHUs
AIIEKTPOJIUTHOTO COCTaBa, BKIIIOYAs CHI)KEHHE KOHIEHTpAlMU Kamblus, pocdaToB U Maraus B
I1a3M€e KPOBH.

Jleuenue

[Tpu ciyuaiiHOM Nepe103upOBKe NAUEHT JOJIKEH HAXOIUTHCS MO/ MOCTOSHHBIM HAOII0ICHUEM.
B cnydae  BO3HMKHOBEHMsI  TIMIIOKQJIBLUEMHUH,  COINPOBOXKAAIOWIEHCS  KIMHWUYECKUMHU

MMPOABJICHUAMU, ITIOKA3aHO ITPOBCACHHUC I/IH(l)y3I/II/I KaJIbIIWsA I''TFIOKOHATa.

5. DPAPMAKOJIOTHYECKUE CBOMCTBA

5.1. ®apmakoauHAMHYECKHE CBOICTBA

dapmakoTepaneBTHUECKas TpyIa: CpeacTBa /Ui JeueHus 3a00IeBaHui KOocTell; cpesicTBa,
BIIUSIIOLINE HAa CTPYKTYPY U MUHEpaU3alnio KocTel; oucdochoHaTsl.

Koxg ATX: MO5BAOS.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 28.05.2025 N2 13516

(NOCNEQCBATENEHOCTE 0003)

MexaHu3M IeHCTBUS

3oepoHOBasi KUCIOTa OTHOCHUTCA K BBICOKO 3(eKTUBHBIM OuchocdoHaraM, n30UpaTeNbHO
JNEUCTBYIOIIMM Ha KOCTHYIO TKaHb. I[Ipemapar mnonaBiser pe3opOIui0 KOCTHOM TKaHH,
BO3JICIiCTBYS Ha ocTeokyiacTel. CenekTuBHOE JeiicTBue OuchochoHATOB HAa KOCTHYIO TKaHb
OCHOBaHO Ha BBICOKOM CPOJICTBE K MUHEPAIU30BAHHON KOCTHOM TKaHU. TOUHBIM MOJNEKYISPHBIN
MeXaHU3M, 00ECTIeYMBAIOIINI HHTMOMPOBAHNE AKTUBHOCTH OCTEOKIIACTOB, 0 CUX MOpP OCTaeTCs
HEBBISICHCHHBIM. 30JICAPOHOBAs KHCIOTAa HE OKAa3bIBACT HEKENATEIbHOTO BO3JCHCTBUS Ha
dbopMupoBaHre, MUHEpATH3AUI0 1 MEXaHUYECKHE CBOMCTBA KOCTU. [loMrMMO MHrHOUpYyIOLero
NEHCTBUS Ha pe3opOLHI0 KOCTH, 30JIEAPOHOBAas KHCIOTa 00JalaeT MPOTUBOOMYXOJIEBBIMU
cBoiicTBamu, obecreunBaroMu ) GEKTUBHOCTD TperapaTa Mpu MeTacTazax B KOCTSIX.

dapmakoauaamuyeckue d3PHeKTol

3oneapoHoBast Kuciora iN ViVO: HUHrHOMpYeT pe30pOLHI0 KOCTHOW TKaHH OCTEOKIACTaMH,
U3MEHSeT MUKPOCPELy KOCTHOIO MO3ra, MPUBOAMT K CHIDKEHHIO POCTa OIyXOJIEBBIX KJIETOK;
NPOSIBIISIET AHTHAHTHOTCHHYIO aKTUBHOCThH. [lo/aBieHnMe KOCTHOM pe30opOuluu KIMHHUYECKH
COIIPOBOKIAETCS, B TOM YHCJI€, BEIPQ)KEHHBIM CHIDKEHHEM OOJIEBBIX OIYIICHUH.

3oneapoHOoBas KUCIOTA IN Vitro: MHruOupyeT npoaudepaino ocTe00IacToOB, MPOSBILSET MPSIMYIO
LUTOCTATUYECKYIO U IPOAIONTOTHYECKYI0 aKTUBHOCTh, CHHEPIMUHBIN IUTOCTaTHUECKUH 3¢ ekt
C POTUBOOITYXOJIEBBIMH IpETapaTaMy; aHTUAATE3UBHYIO M AHTUMHBA3UBHYIO aKTUBHOCTb.
3omepoHOBasi KMCIIOTa, Oyaroaapsi CHHeprudeckomy 3(gpQexry B KoMOMHAIMK C TOPMOHAIHHOM
Tepanue WM XUMUOTepanued MoAaBiseT Mpoiaudepanno 1 UHIYHUPYET anonTo3, OKa3bIBaeT
HEMOCPEACTBEHHOE MPOTUBOOITYXO0JIEBOE JIEHCTBHE B OTHOIIEHUH KJIETOK MHEJIOMBI YelloBeKa U
paka MOJIOUHOM KeJIe3bl, a TAK)KEe YMEHbBIIAeT MPOHNKHOBEHUE KIIETOK paka MOJIOYHOM KeJe3bl
YeloBeKa depe3 HKCTPACIUTIONSPHBIA MaTPUKC, YTO CBUACTENBCTBYET O HAJIWYUH y HeEe
aHTHMeTacTaTHYecKux cBoWcTB. Kpome Toro, 3omeapoHoBas KHCIOTa  HMHTHOMpYET
nposndepalnio KIEeTOK SHJOTENHs YelloBeKa M KMBOTHBIX M OKa3bIBaeT aHTHAHTHOTEHHOE
JIeUCTBHE.

Y mamMeHToB C pPakoM MOJIOYHOM KeNe3bl, PaKkOM TIPEICTATEeIbHON KENe3bl W JIPYTHMHU
COJIMJIHBIMU ONYXOJSIMM C METAcCTaTMUECKUM IMOpPAKEHUEM KOCTHON TKaHU 30JIepOHOBas
KHCJIOTa NPEJOTBpALIaeT pa3BUTHE MATOJIOIMYECKUX MEPETOMOB, KOMIIPECCUU CITMHHOIO MO3Ta,
CHIDKAeT TOTPEOHOCTh B TIPOBEIEHHH JIYYE€BOM Tepanmvy W OIEPATHBHBIX BMENIATEIbCTB,
YMEHBIIIAET  OIYXOJIEBYID  THUIepKaiblimeMuto.  llpemapaT  crmocoOeH — cAep)KHUBaTh
nporpeccupoBanue 6oseBoro cuHapoma. JleueOHbli 3¢ peKT MeHee BhIpakeH Yy MalMeHTOB C

0CTE00JIACTUIECKUMU ogaramM, 4€M C OCTCOJIMTUYCCKUMMU.
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VY npanueHToB ¢ MHOXXECTBEHHONH MUEIOMOU DaKOM(QIIC_JII:I:(.):}EC%::%égégtljfgﬁl::;ﬁlg;ﬂ;ﬁ!:IKaK

CMEPTHOMY OTUETY
516

MHUHHMYM OZJHOT'O KOCTHOT'0 04ara 3(eKTUBHOCTb 30J1eJpOHOBOM KMCIIOTHI B 103€ 4 MI' CpaBHUMA
C IaMMJIPOHOBOM KUCIIOTOM B 103€ 90 Mr.

VY nanmMeHToB C OINyXOJIEBOW TUIEpKaJIbIMEMHUEH AelCTBUE NpenapaTa XapaKTepU3yeTcs
CHIIKEHHEM COJIEp KAHUs KAJIbLIUS B CBIBOPOTKE KPOBU U BbIBEICHUS Kallblus noukamu. CpenHee
BpeMs 10 HOPMAJM3aLUU COAEpKAHMS KaiblMs cocTaBiser okoigo 4 nued. K 10-my nHio
cojiepxaHue Kanblus HopMmanusyercs y 87- 88% mnamuentoB. CpelnHee Bpemsi 0 pelUInBa
(CKOpPPEKTHPOBAHHOE 110 aJbOYMHUHY COJEp’KaHUE KaJbLUs CHIBOPOTKU HE MeHee 2,9 MMOJIb/1)
coctapisieT 30-40 qHel. 3HAUUMBIX pa3 MU MEXKTY 3PPEKTHBHOCTHIO 30JI€APOHOBOM KUCIOTHI
B 103aX 4 ¥ 8§ MT IIpH JICUCHUH TUTIEPKATbIIIEeMU He HaOmronaeTcs. McenenoBanus He BBISBISIOT
3HAUUMBIX PA3JIMYUMil B OTHOLIEHWM YACTOTbl M TSKECTH HEKENATEIbHBIX SIBJICHUH,
HaOJIIOAABIIMXCS Y MALMEHTOB, MOJYyYaBHIMX 30J€IPOHOBYIO KHUCIOTY B J03ax 4 Mr, 8 Mr,
aMMJIPOHOBYIO KHCIIOTY B 03¢ 90 MI niM ruiane6o Kak MpH JICYeHUH MeTacTa3o0B B KOCTH, TaK U
TUIEPKAIbLUEMUH.

5.2. ®apmaKkoKHHEeTHYeCKHUe CBOHCTBA

AGcopbuus

JlanHbple 1o (papMakOKMHETHKE NPU METacTa3aX B KOCTU IOJYYEHBbI IOCIE OIHOKPATHOM U
MOBTOPHBIX 5 1 15 MUHYTHBIX UHY3uH 2, 4, 8 11 16 MT 30J1€JpOHOBOI KUCIOTHI y 64 MalueHToB.
®apMaKOKMHETUYECKUE TapaMeTphbl HE 3aBUCST OT J03bl IIperapara.

[Tocne Hauana uHQY3uUU Mpenapara CbIBOPOTOYHBbIE KOHLEHTpALUU OBICTPO YBEIMYMBAIOTCH,
JIOCTHUTasi MUKa B KOHIIE HH(DY3HUH, Jasiee clieayeT ObIcTpoe yMeHbIlleHHue KoHLeHTpauu Ha 10%
nocie 4 yacoB U Ha MeHee ueM 1% muka nocie 24 4yacoB ¢ OCI€A0BATEIbHO IPOJIOHTMPOBAHHBIM
MEepPUOJIOM HU3KUX KOHIIEHTpauui He mpeBbimanmmx 0,1% oT MakCUMallbHOW 710 MTOBTOPHOMU
uH}y3Un Ha 28 1eHb.

Pacnpenenenue

[TokazaHo HU3KOE CPOJICTBO 30JICIPOHOBOM KUCIOTHI K KJIIETOYHBIM KOMITOHEHTaM KPOBH, Cpe/IHEE
OTHOIIIEHWE KOHIICHTPAIIMK B IIEJbHON KPOBHU K KOHIICHTpanuu B 1ia3me cocrasiser 0,59 B
nuana3one koHueHtpamuid ot 30 ur/mia go 5000 ur/mia. CBa3biBaHUE ¢ OeKaMH TJIa3Mbl HU3KOE,
JoJisl HecBsi3aHHOM (ppakumu coctasisier 60- 77% M HE3HAUUTENBHO 3aBUCUT OT KOHIIEHTPALIUU
npemnapata (ot 2 1o 2000 Hr/mn).

buorpancdopmarms

3oepoHOBasi KUCIOTa HE MOJBEpraeTcs MeTaboJM3My U BBHIBOJUTCS MMOYKAMU B HEU3MEHHOM
Byjie. [1o aHHBIM, TOTYy4YEeHHBIM IN Vitro, 301eJpOHOBast KHCIOTAa HE MHTHOUPYET N30(hepMEHTHI

cucteMbl utoxpoma P450 demoBeka u He monBepraeTcs OMOTpaHCHOPMAIIHH, YTO TMO3BOJSET
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COOTEETCTEY

oT 28.05

(CMEPTHOMY OTUETY
025 N° 13516

Tilale AR A ACTL 0007
MIPEANOIOKHUTh, YTO COCTOSTHUE (PYHKIIUU TICUEHU HE Bﬁ&éf&%ﬁk%ﬁ&%@ﬁHWmEdTﬂéﬁﬁb Ha

(bapMaKOKMHETHKY 30JICIPOHOBOM KHCIIOTHI.

DJIMMHUHALHS

30s1e1pOHOBasi KUCIIOTA, BBEICHHAsS BHYTPUBEHHO, BBIBOJUTCS MOYKAMH B TPH 3Tama: ObICTpoe
nByx(ha3Hoe BbIBEJCHHE Mpernapara U3 CUCTEMHON LUPKYISLHUU C MEPUOJIaMU IOJIYBBIBEICHUS
0,24 9 u 1,87 4 u niurenpHas Ga3a ¢ KOHSYHBIM IIEPUOJIOM MOTYBBIBEICHHUS, COCTABIISIFOIIIM 146
4. He oTMedeHO KyMymsiliuu rpenapara npu MOBTOPHBIX BBEJCHUAX Kax/ble 28 nHeil. B Teuenue
nepBbix 24 u B Moue oOHapyxwuBaercs 39 + 16% BBeneHHO# 103bl. OCTallbHOE KOJIUYECTBO
npernapaTa B OCHOBHOM CBSI3bIBA€TCS C KOCTHOM TKaHbIO. 3aTeM MEJIEHHO TPOUCXOTUT 00paTHOE
BBICBOOOK/ICHUE 30JICIPOHOBOM KHUCIOTHI M3 KOCTHON TKaHW B CHCTEMHBI KPOBOTOK U €€
BbIBe/IcHHEe moukamu. OOl TIa3MeHHbBIN KIMpEHC npenaparta cocrasisieT 5,04*2,5 n/4a u He
3aBUCHUT OT JI03bI IIperapara, 1oJa, BO3pacTa, pacoBOM MPUHAIJICKHOCTH U MAcChl TeJla MalUeHTA.
®apMaKOKMHETHYECKUE HCCIEAOBAHUS Yy MAalMEHTOB C THIEpKalIbLIUEMUEH WM HapyLIEHUEM
(YHKUIHUM TTE€YEHU HE TPOBOIMIIUCEH. Uepes KUIIEUHUK BRIBOAUTCS MeHee 3% M103bI Ipermapara.

JInHeNHOCTh (HEIMHEHHOCTS)

YBenuueHue BpeMeHH MH(PY3UH ¢ 5 MHHYT A0 15 MPUBOIUT K YMEHBIIEHUIO KOHIEHTPALUU
3051eIpoHOBOM KHCIOTHl Ha 30% B KOHIlE MH(Y3UM, HO HE BIUSET HA MJOWIAAb MOJ KPUBOH
"konuentpanus-spems” (AUC).

IIeueHoUHAs HEAOCTATOYHOCTDH

Her nanHbIX, onuchBaromuX (apMaKOKMHETHKY 30JIEPOHOBOM KHCJIOTHI y MAalUEHTOB C
HapyleHueM GpyHKIuH nedeHu. [1o JaHHBIM, TOIyYeHHBIM iN Vitro, 301eApoHOBast KUCIOTa He
UHTHOUpyeT wu30pepMeHThl cucrteMbl nuroxpoma P450 wyenoBeka M He mojBepraercs
ouotrpancopmaiuu. B wuccrnenoBaHuAX Y OJKMBOTHBIX MeHee 3 % BBEINCHHOW O3Bl
oOHapyxuBajiochb B (pexanmusax. BelleckazaHHOE IMO3BOJISIET MPENNOJIOKHUTh, YTO COCTOSTHHE
(YHKLMY IEYEeHH HE BIMUAET CKOJIbKO-HUOY/Ib CYIIECTBEHHO Ha (papMaKOKMHETHKY 30J1eIpOHOBOI
KHCJIOTHI.

IToyeyHas HETOCTATOYHOCTD

[ToueyHblit KIUPEHC 30JIEAPOHOBON KHUCIOTHI KoppenupyeT ¢ kiupeHcoM kpeaTuHuHa (KK) n
cocraBnsieT 7533 % ot KK, nmokasarens coctaBun B cpenneM 84429 mn/mun (auanazon 22-143
MJI/MUH) y 64 MMallMeHTOB, BKIIOUCHHBIX B HCCIICIOBAaHUE. AHAIHM3 TOMYJSIIUK TOKa3all, 94TO Y
MAlMEHTOB C HapylleHHneM (yHKUUU modek ymepeHHoil crenenu Tspkectd (KK 50 mu/mun)
paccuMTaHHBIA KIHUPEHC 30JIeAPOHOBOM KHCIOTHI cocTaBisieT 72 % OT 3HaueHUs KIMpeHca
30JIEIPOHOBOI KUCJIOTHI Yy TMAalMEHTOB C KIUPEHCOM KpeaTmHWHAa > 84 Mi/mMuH. JlaHHBIE
(hapMaKOKHMHETHKH TIperapara y IMalueHTOB ¢ HapylmIeHueM (YHKIIUH TOYCK TSHKEIIOW CTEIeH!

(KK menee 30 mur/MuH) OrpaHUYEHBI.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 28.05.2025 N2 13516

(MOCNEQOBATENEHOCTE 0003)

[ToJ1, BO3pacT ¥ pacoBas MPUHAIICKHOCTD

[To maHHBIM Tpex (apMAKOKUHETHUYECKUX HCCIICJOBAHUNA Y TMAlMEHTOB C OHKOJIOTHYECKUMU
3a00JIEBaHUSMU C METACTa3aMH B KOCTU HE BBISIBJICHO BJIMSHMSI Macchl Teja, Bo3pacra (0T 38 1o

84 neT), mosia ¥ pacoBOW MPHUHA/JIEKHOCTH Ha KIIMPEHC 30JIEJPOHOBON KUCIIOTHI.

6. PAPMAIIEBTUUYECKHE CBOMCTBA

6.1. [lepeyeHb BCIOMOTraTeJbLHBIX BellleCTB

MaHHUTOJ

HATpUS LUTPAT

6.2. HecoBMecTUMOCTH

Pa3BenennbIii pacTBOp mpemnapata 30J€HAPOHUK-Pyc 4 Henb3s cMemmBaTh ¢ WH()Y3MOHHBIMU
pacTBOpamu, COJAEPKAIMMHU MOHBI KaJIbLIUS WK JII0ObIe Apyrue IBYXBaJICHTHbIE MOHBI, TAKUMU

KaK pacTBOp PHHrepa nakrtart. Becerma CJICAYCT UCII0JIb30BATh OTACIIBHYIO CUCTEMY IUJIA HH(1)y3Hﬁ

6.3 Cpok rogHocTu (CPOK XpaHeHHUs )

HeBCcKpBITHIN d)J'IaKOH

3 rona.

ITpuroToBJIeHHBINA PACTBOP

[TpuroToBIEHHBIN PacTBOP JKETATEITHHO HCIIOIB30BATh HEMOCPEICTBEHHO MOCTIE TPUTOTOBIICHUSI.
Heucnonbs30BaHHBIN pacTBOp MOXHO XpPaHUTh B XOJIOAWJIbHUKE Mpu Temmeparype +2-8° C He
Oonee, ueM 24 Jaca.

6.4. Oco0ble Mepbl NPEI0CTOPOKHOCTH NP XPAHEHUH JIEKAPCTBEHHOI0 Npenapara
XpaHUTh B CyXOM, 3aIlIUIIIEHHOM OT CBETa MecTe, npu Temriepatype 15 — 30 °C.

VYcoBus XpaHeHHs IeKapCTBEHHOTO Mperapara ocie pa3BelieHus cM. B pazzene 6.3.

6.5. XapakTep U coaep:kaHHe MEPBUYHOI YIAKOBKH

KonuyectBo mpenapara, coorBerctBytomee 4,0 Mr 30JI€IpOHOBON KHUCIOTHI, B OECIIBETHOM
CTEKJISTHHOM (hi1aKkoHe U3 cTekiia Tuna [, ykynopeHHoro 6poMOyTHIIOBOM MPOOKOM U 3aKPHITOIO
QIIOMHUHUEBBIM KOJITAYKOM C OTPBIBAEMOM MOJIUIPOIUICHOBON KPBIIIKOH.

ITo 1 ¢mnakoHy BMecTe ¢ MHCTPYKLHUEH MO NPUMEHEHHIO (JTMCTKOM-BKIAJbIIIEM) B KapTOHHYIO
MauKy.

6.6. Oco6ble Mepbl NPEIOCTOPONKHOCTH TNPH YHUUYTOKEHHH MCIOJb30BAHHOIO
JIEKAPpCTBEHHOr0  Tpenapara WJIH  OTX0A0B, MOJYYeHHBIX IOCJie TPUMeHeHHUs

JIEKAPCTBEHHOI0 Npenapara, u ipyrue MaHUNyJIsIUM C NpenapaToM
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 28.05.2025 N2 13516

SNOCNEOOBATENEHOCTL 0003)

HMHCTpYKIMS II0 IPUTOTOBICHUIO PacTBOpA JJIs I/IH(bV?:I/I

N3 muodunmszata 4 mr (copepkumoe 1 ¢iakoHa) TOTOBAT B aCENITUYECKUX YCIOBHUAX PAaCTBOP IS
undysuid. Ilepen BBeneHuem mpemnapara pa3BosaT auopuiansar (copepxkumoe 1 ¢urakoHa wimm
MeHbIIHM 00beM, eciau Tpedyetcs) 100 ma 0,9% pactBopa Hatpus xjopuaa uian 5 % pacTBopa
neKkcTpo3sl. [lepen BBeneHUEM pacTBOp ClEAYET BbLAEP)KATh B MOMELIEHUH A0 JOCTHKEHUS UM
KOMHAaTHOW Temmeparypel. OOmiee BpeMs MEXIy pa3BeleHHEM KOHIIGHTpaTa, XpaHeHHe
IIPUTOTOBJIEHHOI'O PacTBOPA B XOJIOAUIbHUKE IPU TemIiepaType +2-8 °C 1 OKOHUaHUEM BBEJICHUS
npernapara He JI0JKHO IpeBblaTh 24 yaca.

Het ocoObIx TpeOOBaHMH K yTHIIM3AIUH.

7. AEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA
Poccuiickas ®@enepanus

000 «Manac Men»

121471, r. Mockga, yi. PsOunosas, 1. 43, ctp. 1

Ten. +7 495 269-77-51, +7 495 446-37-47

AJpec 3JeKTpOHHOM mouThl: Manashmed@inbox.ru

7.1. IlpeacTaBUTE/Ib J€pPsKATE/IsI PETHCTPALMOHHOIO Y0CTOBEPEHHUS

[Iperen3un norpedbuTENeH HAOPABIATE 110 aIPECY:

Poccuiickas ®@eoepayus

000 «Manac Men»

121471, r. Mocksa, yn. PsaOunoBas, 1. 43, ctp. 1
Ten. +7 495 269-77-51, +7 495 446-37-47

Anpec 31eKTpOHHOM mouThl: Manashmed@inbox.ru

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. TATA NEPBUYHOM PEIMCTPAIIMM (IOATBEPXKJIEHUS PETHMCTPAIIWH,
INEPEPETUCTPALINN)

JlaTa niepBoii perucTpanuu.

10. JATA IEPECMOTPA TEKCTA

OOmast xapakTepHCTHUKa JIEKAPCTBEHHOro Ipenapara 30JeHApoHMK-Pyc 4 pocTynmHa Ha
uH(pOpMallMOHHOM TMopTaje EBpasuiickoro SKOHOMHMYECKOTO COr03a B HH(OPMALMOHHO-

KOMMYHHKAIIMOHHOM ceTu «HTepHEeT» http:// eec.eacunione.org/.
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