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OBLIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUME JIEKAPCTBEHHOI'O ITPEITAPATA
KOnusur Iz ®opte, 5 000 ME, kancysst
FOnuBut Iz ®opre, 10 000 ME, xancybl

2. KAYECTBEHHBI 1 KOJIMMECTBEHHBIN COCTAB

JleiicTByromiee BemecTBO: KojeKanbuudepos (MacasHbIi pacTBOP KOJEeKaIbIH(epoa).
IOnuBuT J13 ®opre, 5 000 ME, kancyinbl

Kaxxnas karcyna coneput konekanbipdepos — 0,125 mr unu 5 000 ME (5 Mr macistHoro
pacTBopa KoJieKabIudepoa).

IOnuBuT 13 Popte, 10 000 ME, xancyiasl

Kaxnas kamncyna conmepxkut konekanbuupepon — 0,25 mr wimmu 10 000 ME (10 wr

MAaCJITHOTO PacTBOpPA KOJIEKaIbIH(pepoa).
[TonHbIif epedeHb BCIOMOTaTeNbHBIX BEIIECTB IIPUBEACH B pa3zene 6.1.

3. JEKAPCTBEHHASI ®OPMA

Kancysr.

IOnuBuT /I3 ®opre, 5 000 ME, 10 000 ME

Karmcynbl Msrkue »XenaTHHOBBIE OBAIBHOM (OPMBI, CO IIBOM, MPO3payHbIe, CBETJIO-

JKCJITOro nBCTa. CO,[[ep)KI/IMOG KarcyJ — IIpo3pavgyHad ;KUAKOCTb CBETJIO-KCJITOTO LIBCTA.

4. KIMHUYECKUE JAHHBIE

4.1. IToxka3aHusi K NPUMEHEHUIO

[Tpenapat FOnuBUT {3 @opTe 1MokazaH K IPUMEHEHUIO Y B3POCTBIX.
Jleuenne n npodunakrrka aeduiura Buramura D.

4.2. Pe:kuM 103UPOBAaHNS M CIIOCO0 MPUMEHEHUSI
Pexum no3upoBanus

B 3aBucuMoctu ot kemaemoro ypoBHs kanbinuauona (25(OH)D) B chIBOpOTKE KpOBH,
TSOKECTH 3a0O0NieBaHWsT ¥ pEakIMy TMaludeHTa Ha JIeYeHHe TOoYyHas Jo03a U
MPOJOKUTETLHOCTh JICYCHUS JOJDKHBI OBITh YCTAaHOBJIEHBI BpPadyoM, HEOOXOAUMO
YYUTHIBATh O(UIIMAIBHBIE HAIMOHAIBHBIE PEKOMEHIAIMU. BBIOOp CXeMbl JIeUeHHs
(exxemHEeBHAs, €KEHENETbHAs, €XKEMEeCIdHas) OMpPENeseTCs WHIWBHUAYAJIbHO C YYETOM
MPEANOYTEHNN MAIMEHTA U MAKCUMAIbHON 0KUJAEMOM MPUBEP)KEHHOCTH JICYEHUIO.

— Jleuenne nedunura BuTamuna D (yposerb 25(OH)D <20 ar/mi) y B3pocisix — 50 000
ME (5 kanicyn 10 000 ME) 1 pa3 B Heziento B Te4eHHE 8 HE/IENb.

— Jleuenne HegocraTouHocty Butamuaa D (ypoBens 25(OH)D — 20-29 ur/mi) y B3pOCibIX
— 50 000 ME (5 xancyn 10 000 ME) 1 pa3 B Heaemnto B TedeHHE 4 HEJENb.

— INonnepxanue HOpMalbHOTO ypoBHS BuTamuHa D (ypoBens 25(OH)D >30 ur/mn) y
B3pocibix —10 000 ME (2 karcyasr 5 000 ME mnu 1 karicyna 10 000 ME) 1 pa3 B Heaernio.
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Oco0BbIe IPVIIILI TAIUEHTOB

Tayuenmoi ¢ Hapywenuem QyuKyuy neveHu

Y nanueHToB ¢ HapymeHueM (yHKIUHU eYeHU KOPPEKIUS 0361 He TpeOyeTcs.
Tayuenmoi ¢ Hapywenuem QynKyuu nouex

[Ipenapar He 1OMKEH Ha3HAYaThCs MALUEHTaM C TSKEJION MTOYEYHOM HEAOCTATOYHOCTBIO.

eTH
[Ipenapar FOuuBuT [z @opre npoTruBonokasaH y nerei B Bozpacte A0 18 et (cM. pazmen
4.3).
Jlyist ynoBIeTBOpEHUs MOTpeOHOCTEH JaHHOW TPy B BUTaMUHE D3 pekoMeH1I0BaH IpreM
JIPYTHX JIEKAPCTBEHHBIX (POPM U JTO3UPOBOK KoJeKanbiudepoa, Hanpumep KOHuBUT AKBa

3.

Cnoco6 IIPUMCHCHUA
BHYTpB, [MporjiaTbiBas OCJIIMKOM U 3allBas BOﬂOﬁ, MMpCAIIOYTHUTCIIbHO BO BpEMA OCHOBHOI'O

nmpuema Iumu.

4.3. IIpoTuBONOKA3aHUSA

e ['unepuyyBCTBUTEIBHOCTH K KOJEKATBIU(EPOITY UIH K JIIOOOMY U3 BCIIOMOTATEIbHBIX
BEIIIECTB, [IEPEUNCIICHHBIX B pa3zene 6.1;

e ['unepBuramuno3s D;

o [loBblIeHHast KOHIIEHTPAIHS KaJIbIIHUS B KPOBHU (THIIEPKATBIIUEMIS);

e [loBblIeHHOE BBIJENIEHHE KATBIHS C MOYOH (THIIEPKAIBLUYPHS);

e MouekameHHas 0osie3Hb (00pa3oBaHKE KalbLIMEBBIX OKCATATHBIX KaMHEN);

e [lceBgorunonapatupeos;

e (Capkounos;

e Tspkenas moyeyHass HEJOCTATOYHOCTb;

e AxTHBHas ¢popMa TyOepKyesa JIETKUX;

e Jlerckwuii Bo3pact a0 18 et (cm. pazaen 4.2);

e Tlepuoxa OepeMEHHOCTH U TPYIHOTO BCKapMiIMBaHus (CM. paszen 4.6).

4.4. OcoOble ykazaHMsl 1 MepPbl NPeI0CTOPOKHOCTHU NPH NIPUMEHEeHUH
C OCTOPOXKHOCTBIO
[Tpu npuéme NOMONMHUTENBHBIX KOJIUYECTB KOJeKalblU(eposia U Kalbliusg (Hampumep, B

COCTaBe JIPYrux MpenapaToB), IPU HAPYIIEHUH IKCKPELUHU Kbl U GochaToB ¢ MOYOH,
IpY JICYEHUU UMMOOMIM3UPOBAHHBIX MMAIIUEHTOB, IPU OJHOBPEMEHHOM IpUeMe THA3UI0B,
CepACUYHBIX  TJIMKO3UAOB (OCOOCHHO TJIMKO3WAOB  HANEPCTSHKH), MPOU3BOIHBIX
OeH30THaIMa3uHa, y NAIlMEHTOB C aT€POCKIEPO30M.

[Tpu 0IHOBPEMEHHOM HAa3HAUEHUU JIPYTHX MPEnaparoB, COAEpKAIIUX KoJeKanbluepo,
ClIeflyeT y4UThIBaTh 103y KosleKaiblMdepoma, coaepxamerocs B nmpenapare fOnusur 3
®opre. JlonoaHUTENBHOE NPUMEHEHUE KOJIEKaNbLU(epona WM KaJIbLUs CIEAyeT
IPOBOJUTH TOJBKO TMOJ HaOmoJeHueM Bpada. HeoOXoaumMo  KOHTPOIMPOBAThH
KOHLEHTPALMIO KA B KPOBU U Moue. I[puMeHenne BEICOKHX 103 BUTamMuHa D3 Moxker
BBI3BaTh XPOHUYECKUN IMIIEPBUTAMUHO3 D3.
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[Ipenapar He cienyer NPUMEHATh INPU IICEBAOTUIIONAPATUPEO3E, IOCKOIbKY B (a3e
HOPMaTBbHON YYBCTBUTEIBHOCTH K KOJIEKAIBIIU(PEPOITy MOTPEOHOCTH B KOJCKAIBIH(EpoIIe
MO>ET YMEHBIIAThCS, YTO MPUBOAUT K PUCKY Pa3BUTHS OTCPOUCHHOM Mepero3upoBku. B
TaKUX CIy4asx JIydlle HCIIOJIb30BaTh aKTUBHBIE META00INUTHI BUTaMiHa D, mo3Bostomue
0oJj1€€ TOUHO PEryIMpPOBATh JO3UPOBKY.

VY nanueHToB ¢ MOYEYHOU HEJOCTATOYHOCTHIO0, TosTyvaromux npemnapat FOuusur /13 @opre,
HEOOXOIUMO KOHTPOJUPOBATH IOKa3zaTeNu MeTaboiu3Ma Kaimpiusi U (docdaros.
[IpumeneHue mnpemnapaTa He pPEKOMEHAYETCS MAlUMEHTaM C MPEeAPaCHONOKEHHOCThIO K
KaJIbI[UEBOMY HEPPOYpPOIUTHAZY.

[Tpenapar ciieyer ¢ OCTOPOKHOCTBIO IPUHUMATH Y ITALIMEHTOB C HAPYIIEHHOMN 3KCKpeuuen
Kanplug U ¢pochaToB C MOYOH, MpPU JICYEHUH TPOM3BOIHBIMU OCH30THA3UAWHA U Y
MMMOOWIM3MPOBAHHBIX  TALMEHTOB  (PUCK  pa3BUTHS  THUMNEPKAIBIIUEMUU U
TUIEpKAIbLIUYpUH). Y TakuX NAUEHTOB CJeAYyeT KOHTPOJIMPOBATh KOHLEHTPALUIO
KaJbIUs B TIa3Me KPOBU M MOYE.

[Tpu ATUTENBHOM JICUEHUHU KOJIEKATIBIUTPUOIIOM CIIETyeT KOHTPOJIUPOBATH KOHIICHTPAIIHIO
KaJbIUsl B IUIa3ME KPOBU U MOYE, a TaK)Ke, MPOBOAUTH OLIEHKY (PYHKIIMH MOYEK IyTeM
U3MEpPEHUs] KOHIEHTPALMU CHIBOPOTOYHOTIO KpeaTHHUHA. OJTO OCOOEHHO Ba)XXHO [
NAlUMEHTOB MOXWJIOTO BO3pacTa M IPU CONYTCTBYIOIIEM JIEYEHUH CEpJACYHBIMU
TJIMKO3UIaMU U TUYPETUKAMHU.

B cnyuae pa3zButus runepkansiuypun Ha GoHe nedenus npenaparom HOuusut {3 @opre
(KOHIIEHTpamusl KaJabIMs B MOYe TpeBbImaet 7,5 MMoib/24 1 (300 Mr/24 4) win HaIA4Ius
MPU3HAKOB HapylieHUs (QYHKIMM TOYeK 03y Mpenapara HeOoOXOAMMO CHH3UTh WU
MIPUOCTAHOBUTH JICUEHUE.

4.5. BzaumopeiicTBHe ¢ JPYTMMM JIEKApCTBEHHBIMH IpenapaTaMM M Apyrue BH/IbI
B3aMMO/JEHCTBHUA

OpnHoBpeMEeHHBIH MpUEM MPOTHUBOCYAOPOXKHBIX JIEKAPCTBEHHBIX MpEnaparoB (TaKUX Kak
denutonn) win OapOutypatoB (M, BO3MOXHO, JPYrUX JIEKAPCTBEHHBIX CPEJCTB,
UHAYLUUPYIOUIUX (PEPMEHTHI IEYEHH) MOKET CHU3UTH 3D (PEKTUBHOCTD KoJeKanbludepoa
3a CUET YBEJIMUYEHHUS CKOPOCTH OMoTpaHCcpopManuu Kosekaiblindeposa B HEAKTHUBHBIE
METa0OIMTHI.

ConyrcTBytomass Tepanusi IpenaparamMd INIIOKOKOPTUKOCTEPOMIOB MOKET CHMXKATh
3 PEKTUBHOCTH KOJeKaIbIH(epoa.

[TepopanbHblii TpueM KojieKanbludepona MOXKET YCHIUTh TeparneBTHYecKuil >pdext u
TOKCHUYECKHI MOTEHIIMA HAIEPCTAHKU U APYTUX CEPJICUHBIX TTIMKO3UJIOB 3a CUET Pa3BUTHUS
TUINEepKabIMEMUN (PUCK DPa3BUTHS apuTMuH). TpelyeTcs THIATETbHOE MEIUIIMHCKOE
Habo/1eHue, KOHTPOoJb nokaszareneil DKI™ u ypoBHeil kanpliys B 11a3Me KpoBH U Moye, U,
IIpU HEOOXOTMMOCTH, KOPPEKTUPOBKA J103bI CEPACYHBIX TIIMKO3UIOB.

B cnyuae comyrcTByrOLIEN TEpanuy TUA3UIHBIMUA JUYPETHKAMHU, KOTOPHIE YMEHBIIAIOT
OKCKPELUIO KaJIbLUs ¢ MOYOM, pEKOMEHAYETCSI KOHTPOJIMPOBATh COACPKAHUE KalbLUs B
CBIBOPOTKE KPOBU M MOYE.

OnHOBpeMEHHOE JIeYeHHEe HOHOOOMEHHBIMH CMOJaMU (TaKUMH KaK KOJIECTHPAaMHH),
npenapaTamMH JUIsl CHIDKCHUSI MacChl Tena (OpJHCTAT) MM CIa0UTEIbHBIMH CPEICTBAMU
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(TakuMU Kak mapauHOBOE Maciio) MOXKET YMEHbIIATh BCAaChIBAaHHE KOJCKAIbLU(Epoa B
NUIIEBAPUTEIBHOM TPAKTE.

OpnHOBpeMeHHBIH MpreM pupaMIHUIKMHA U U30HUA3UAA MOXKET CHH3UTH A(PPEKTHBHOCTD
npernapara u3-3a yBeJIMUEeHUsI CKOPOCTH OMoTpaHchOopMaIiy KojeKanbiudepoa.

Ha ¢one ogHOBpeMeHHOT0 IpreMa aHTaIUI0B, COJACPKALIINX MAarHU| W/WIH aTFOMUHUHN, U
KOJIeKaNIbIM(eposia MOKET MOBBIIIATHCS KOHIIEHTPANMs MarHus M aJIOMHHHS B KpPOBH,
COOTBETCTBEHHO.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JIAKTAIIHSA

bepemeHHOCTB

[Ipuem mpenapata MPOTHBONOKA3aH K NMPUMEHEHHUIO B TMEPHOJ] OCPEeMEHHOCTH (BBUIY
BBICOKOM J103bI KOJIEKaNbLU(epoa).

Konekampnudepon B cyrounoit mo3e ceeme 1000 ME criemyer HasHauaTh Tpu
OepeMEeHHOCTH TOJBKO B CIydyae SIBHOW HEOOXOJUMOCTH U TOJBKO B J03aX, KOTOPbIE
ABIIAIOTCS a0CONIOTHO HEOOXOOUMBIMU il ycTpaHeHus aedummra. llepeno3upoBku
ButamuHa D mpu GepeMeHHOCTH HEOOXOIMMO H30eraTh, MOCKOIbKY BO3HUKAIOIIAS B €€
pe3yNbTaTe TUMepKaNIbIIMEMUs MOXKET IPUBECTHU K 3a/IePKKe PU3NYECKOT0 U YMCTBEHHOTO
Pa3BHUTHS, PA3BUTHUIO HAIKIANAHHOW (POPMBI a0PTaIBHOTO CTEHO3a W PETHHOINATHH Y
pebenka.

Bo BpeMst 6epeMEHHOCTH PEKOMEHIyeTCs IPUMEHEHHUE TIPermapaToB KoleKanbludepoia B
Oonee HU3KUX J103aX, HanpuMmep FOHuBUT AkBa /3.

Jlakranus

[Tpuem mpemapaTa MPOTUBOIOKA3aH K MPUMEHEHUIO B MEPHOJ] TPYAHOTO BCKapMITHBAHUS
(BBUY BBICOKOH /103bI KONIEKaIbIdepona).

Burtamuu D 1 ero MeTaboIUTHl IPOHUKAIOT B TPYAHOE MOJIOKO.

B nmepuon rpyaHOro BCKapMIIMBaHUS PEKOMEHAYETCS MPHUMEHEHHE MpenaparoB
KoJekanbiudepona B 6o1ee HU3KUX 103ax, Hanpumep KOHuBuT AkBa /3.

DepTUIIBHOCTD

JlaHHBIC O HETATUBHOM BJIMSIHHH KOJCKaIbIH(epoia Ha GepTUILHOCTh OTCYTCTBYIOT.

4.7. BausinMe Ha CNOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CPeACTBAMHU M PadoTaTh
¢ MeXaHNU3MaMH

W3yueHne BAUSHUA MIpenapaTa Ha ClIOCOOHOCTh YIPaBJICHUS TPAHCIIOPTHBIMU CPEACTBAMHU
U paboTy C MEXaHW3MaMH HE IPOBOIUIIOCE.

4.8. HexkesaTeibHbIE peakuu
Pesrome nmpoduist 6e300acHOCTH

Haunbonee 3HaYMMBIMU HEXKEIATEIbHBIMA PEAKIUAMH SABJIAIOTCA aJTICPrUHYCCKUC PCaKIIUH
Ha KOMITOHCHTEI ITp€riapara, riICPpBUTAMUHO3 D, CUMIITOMaMH KOTOPOT'O SABJIAKOTCA TOTECPA
arreTruTa, TOIIHOTA, pBOTA, I'OJOBHLIC 6OJ'II/I, MBIIMICYHBIC U CYCTaBHBLIC 6OJ'II/I, 3aI10pHhl,
CYXOCTb B IIOJIOCTH PTa, NOJINYpUs, c1a00CTh.

Pes3ioMe HexxenaTeabHbIX PEaKIINU
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HexenaTtenbHble peakluy TMEPEYMCICHBI C HCIOJIb30BAHUEM CICIYIOMINX O0O3HAUCHHUN
gactoThl: HeyacTo (ot >1/1 000 mo <1/100), penko (ot >1/10 000 mo <1/1 000) u wacTora
HEU3BECTHA (HCBO3MO)KHO OLCHUTH HAa OCHOBAHHUU UMCHOIITUXCA I[aHHbIX).

Hapywenus co cmoponvl uMMyHHOU cucmembl

4acTOTa HEU3BECTHA — PEAKI[UU THIIEPUYBCTBUTEIHHOCTH, TAKME, KAK aHTHOHEBPOTHYECKHIA
OTEK WJIM OTEK FOPTaHH.

Hapywenus memabonuzma u numanus

HEYaCTO — TUIMEPKAIbIIMEMHUs, TUIIEPKATBIUYPHS], CH)KEHUE alIeTUTa.

Hapywenus co cmoponvl HepeHoll cucmembl

4acTOTa HEU3BECTHA — T'OJIOBHAS OOJIb.

Kenyoouno-kuuieunvie napyuenus

4yacTOTa HEU3BECTHA — 3aIl0p, B3JlyTHE )KUBOTA, TOLUIHOTA, a0JJOMHUHaJIbHAas 00Jib, AUapes.
Hapywenus co cmopoHbl Kodicu t NOOKONCHOU KIemyamKu

pPENKo — 3y, ChIllb, KPAIMBHHUIIA.

Hapywenus co cmopoHuvl mbiuieyHoll, CKenemHot U coeOUuHUmenbHou mrkaHu

4acTOTa HEU3BECTHA — apTPAJITHs], MUAJITUS.

Hapywenus co cmoponul nouek u Mouesbigo0Awux nymet

4acTOTa HEM3BECTHA — HAPYIICHUs (DYHKIIUU TIOYEK, TIOTHYPHSI.

COO6HI€HI/I€ 0 TOA03PEBACMBIX HCXKCIATCIbHBIX PCAKIINAX

BaxHo coo0maTrh 0 M0J03pEeBaeMbIX HEXeJIaTelIbHbIX PEAKUUsAX IOCIe pPerucTpanuu
npernapara ¢ Lelblo 00ecrieyeHns HeIPephIBHOIO MOHUTOPHHIA COOTHOIIEHUS «I10JIb3a —
PHCK» JIEKapCTBEHHOTO IIpernapaTta. MeIuIMHCKUM paOOTHUKAaM peKOMEHAyeTCs cO00IaTh
0 JIIOOBIX TOJI03PEBAEMbIX HEXeIaTeIbHBIX peaKkIUsaX JEKapCTBEHHOI'O IpenapaTta uepes
HallMOHAJIbHBIE CUCTEMbI COOOILIEHHS O HEKENATEeNIbHBIX PEeAKIMIX ToCyJapCTB-4JICHOB
EBpazuiickoro 3KOHOMHUYECKOTr0 COI03a.

Poccniickas @enepanns

®denepanbHas ciyx0a 1Mo Haa30py B chepe 31paBOOXpaHEHUS.

Anpec: 109012, r. Mocksa, CrnaBsiHCKasl Iiiomansp, 1. 4, ctp. 1.

Tenedon: +7 800 550 99 03

OnekTponHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B UHGOPMAITMOHHO-TEIEKOMMYyHUKAITHOHHOM ceTH «HTEpHETY:!
https://www.roszdravnadzor.gov.ru/

4.9. lepeno3npoBka

CHMIOTOMBI

OcTtpas u XpoHUYECKas TepPeI03UPOBKA MOKET MIPUBECTH K YBEIHMUEHUIO YpoBHEH (ocdopa
B CBHIBOPOTKE KpPOBHU H MOYE, U THUIMEPKAIBIIMEMUU, KOTOpas MOXKET HUMETh
MEPCUCTUPYIOLINI XapaKTep M MOTCHIIMATBHO yrpoXaTh XKU3HU. THMHYHBIE U3MEHEHUs
OMOXMMHYECKHX IMOKa3aTeseil BKIIOYAIOT TUIEPKAIIUEMHIO, THIIEPKATBIINYPHUIO, a TaKXKe
MOBBIIICHHE B CHIBOPOTKE KpOBH YypoBHA 25-ruapokcukansiindepona (25(0OH)Dsg,
KaJIBITUIHON).
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CHUMIOTOMBI TIEPEJO3UPOBKH HOCAT OOIIMI XapakTep M NPOSBISAIOTCS B BUAC MOTEPH
anmeTuTa, KaXAbl, TOLIHOTHI, PBOTHI, 3amopa, OOJM B KHBOTE, YCTAJIOCTH, JUAPEH,
NOJINYPUH, & TAKIKE MBILICUYHBIX U CYCTaBHBIX 00JI€H, HApYIIEHUs] CO3HAHUSI.

[Tpu XpOHUYECKOH TIepeT03UPOBKE MOKET MPOUCXOAUTH KAIBIIU(PHUKAIHS MATKHX TKaHEH
Y [IapEHXUMATO3HBIX OPraHOB, BBI3BIBAIOILAs [IOBPEKICHUE II0YEK, KPOBEHOCHBIX COCYOB
U cepaua.

B TsKenbIX ciydasx MOKET BOZHUKHYTbh ApUTMUS CepALa.

Jleuenue

[Tpexne Bcero He0OXOAMMO MPEKPATUTH MTPUEM KoJleKanbLudepona.

Jis ycTpaHeHUs TUIEPKaJIbIIIEMUH, BBI3BAHHOM MEPeI03UPOBKON KOJIEKaIbIH(epoIoMm,
TpeOyeTcsl HECKOJIBKO HeZeNb. B 3aBUCUMOCTH OT CTENEHU TUIIEPKaIbIIUEMUH, B KAYECTBE
Mep JI€UYEHHUs Ha3HAYaloT JUETy C HU3KUM COJEp)KaHHWEM KajbIMsl WU MOJIHOCTHIO O€3
KaJbIUs, MOTpeOeHne OOJBIIOrO KOJWYECTBA KHUIKOCTH, (DOPCHUPOBAHHBIA ITUYpeE3 C
npuMeHeHueM (ypoceMuaa, a TakkKe I[NIFOKOKOPTUKOCTEPOUAbl W KalbLUUTOHHH. [Ipu
COXpaHHON (PYHKIIMM MOYEK KOHLEHTpAlMs Kalbliis MOXKET ObITh 3HAUUTEIILHO CHM)KEHA
nyTeM MH(Y3UU U30TOHMYECKOIO pacTBOpa XJjopujaa Hatpus (3—6 auTpoB B TeueHue 24
4acoB) ¢ Jo0aBieHueM QypocemMHia U, B HEKOTOPBIX CIy4asX, TakKe HaTpus 37eraTa B
no3e 15 Mr/kr/4, mpu 0JJHOBpEMEHHOM MOHUTOPHUHTE YpOBHS Kaibius u qaHnHbix JKI'. He
clieyeT npuMeHsITh HHPY3uIo GpocdaToB i yMEHBIICHHS TUTIEPKATIBIIMEMUH, BEI3SBAHHOM
NepeI03UPOBKON KosleKallblin(eposia B CBSI3U € ONMACHOCTHIO PAa3BUTHS METACTaTUYECKOU
kanpiupukanuu. Ilpu onmuroanypum cienyer NPOBECTH TeMoAuanu3 (Iuanmsar 0e3
KaJIBITHS ).

Criermudrueckoro aHTHJI0Ta HE CYLIECTBYET.

Pexomenayercst oOpamare BHHMaHHE [AlMEHTOB HAa CHMIITOMBI  BO3MOXHOM
NEPEJO3UPOBKU INPU JJIUTEIBHOM IPUEME BBICOKMX 03 Ipenapara (TOIIHOTA, pBOTA,
3arnop, MOTeps amnmeTuTa, ci1abocTh, ToJOBHas 00ib, 0O0Jb B MBIIIAX U CYCTaBax,
MBIILIEYHAs ¢1a00CTh, TOCTOSHHAS COHJIMBOCTb, MOJUIUIICHS U TTOJINYPUS).

5. DPAPMAKOJIOTMYECKHUE CBOHCTBA
5.1. ®apmakoaMHAMHYeCKHe CBOlicTBA
dapmakorepaneBTHueckass rpymnmna: Butamunel; BuTtamuHbel A u D, Brmouas wux

KoMOuHanuy; BuTaMut D 1 ero aHajioruu.
Koxg ATX: A11CCO05

MexaHu3M JIeCTBUS

Konekanbuudepon (Buramun D3) dopmupyercs B KOXe TOJ  JAeWCTBUEM
yIbTParOIETOBOTO OOIYUIESHHS U TIPEBpaIiaeTcs B OMOJIOTHYECKH aKTUBHYIO hopmy, 1,25-
TUIPOKCUKOJIEKaNbLM(Eepos, B JBa dTana TUAPOKCUIMPOBAHUS: MEPBBIA MPOUCXOIUT B

nevyeHu (TojoxkeHue 25), BTopoit — B moukax (moyioxxkenue 1).

[To cpaBHenuto c¢ sprokaibuudeponom (ButamuH Dp2), MOCTynamomuM C MUIIEH,
xapakrepuzyercs Ha 25 % 0oiiee BBICOKON aKTHBHOCTBIO.

Buramun D cBs3piBaetcs co cnenuduueckum perentopom Butamuia D (VDR), koTopsrit
pPEryJIUpyeT SKCHPECCHI0 MHOTMX TE€HOB, BKJIOYas TI'eHbl HMOHHOro kaHaima TRPV6
(oGecnieunBaeT abcopOiuto Kambius B kumednuke), CALBI1 (kansOunanH; obecreunBaeT
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TPAHCHOPT KaJIbIUI B KPOBEHOCHOE pyciao), BGLAP (ocreokalmbluH; 00ECIIEYUBACT
MUHEpaIN3alUI0 KOCTHOM TKaHU U ToMeocTa3 Kaiblus), SPP1 (ocTeononTuH; peryaupyer
MUTpanuio ocreokinactoB), REN (penuH; oOecmednmBaeT perymsiuio apTepUaTbHOTO
JABJICHUS, SBISAACH KIIOYEBBIM  SJIEMEHTOM  PEHMHAHTHOTEH3WH-alIbIOCTEPOHOBON
cuctembl peryisinun), IGFBP (cBsizpiBaronuii 6e1ok HHCYJIMHIIOA00HOTO haKkTopa pocTa;
YCWJIMBAET ACHCTBHUE MHCYIMHIOM00HOTO (hakTopa pocra), FGF23 u FGFR23 (dakrop
pocta ¢ubpobiaacToB 23; perylmMpyloT YpPOBHU Kajibllus, (ocdaTaHHOHA, MPOILECCHI
KJeTouHoro aenenus ¢uopoodnacros), TGFB1 (tpanchopmupyrommii pakrop pocra 6erta-
l; perynaupyer mnpolecchl KJIETOYHOro JeieHuss u Au(PepeHIupoBKH OCTEOLUTOB,
XOHJpoIUTOB, (hubpodiacToB u keparuHonutos), LRP2 (JIITHII-penenTop-cBsI3aHHBIMA
0eJIoK 2; SIBJISIETCS] OCPETHUKOM 3HJIOIIMTO3a JIMIONPOTEMHOB HU3KOM mioTHOCTH), INSR
(penenTop mHCYNIMHA; obecrieunBaeT d((HEKTHl MHCYJIMHA Ha JIFOOBIC THITHI KJICTOK).
Konekanpnudepon urpaer CymecTBEHHYIO pojib B abcopOruu kKamblus U Gocharo u3
KUILIEYHHUKA, B TPAHCIIOPTE MUHEPAIBHBIX COJIEH U B Mpollecce KalbUU(pUKAIIMN KOCTEH,
perynupyer Takke BbIBeAeHHE Kaiblus U ¢docdaroB nmoukamu. KoHieHTpanus MOHOB
KaJbIUsl B KPOBU 00YCIIaBIMBAET MOAIEP)KaHNEe TOHYCA MBIIII] CKEJIETHOW MYCKYJIaTyphl,
GYHKIMIO MUOKapna, CocoOCTBYET MPOBEIACHUIO HEPBHOTO BO3OYKIEHUS, PETYIUPYET
IPOIIECC CBEPTHIBAHUS KPOBH.

Buramun D o61amaet psom Tak Ha3pIBaMbIX BHECKEIIETHBIX 3P PEKTOB.

Buramua D ydacTtByeT B ()YHKIIMOHMPOBAHWM MMMYHHOW CHCTEMBI ITyTEM MOIYJISIIUN
YPOBHEH IUTOKMHOB H  pETyaupyer JeieHue JuMdouuToB T-XenmepoB u
muddepenipoBky B-numdponuros. B psge wuccnepoBaHMii  OTMEYEHO CHUXKEHHE
3a0051eBaeMOCTH MH(EKINSIMU IbIXaTeNbHBIX MyTeH Ha (OHE MpuemMa BuTamMuHa D.
[TokazaHo, 4To BUTaMHH D sBJsieTCS BaKHBIM 3BE€HOM T'OMEOCTa3a MMMYHHOUH CHCTEMBI:
MpeIoTBpalaeT ayTOMMMYHHBIE 3a0ojeBaHus (caxapHbldi nuaber 1 Tuma, paccessHHbBIN
CKJIEPO3, PEBMATOUIHBIN apTPUT, BOCTIATUTENIbHBIE 00JIE3HH KUILIEYHHUKA U . ).

Buramun D ob6nagaer antunponudepatuBHbIM U npoauddepeHuupyomuM 3¢ dekramu,
KOTOpBIE OOYCIIaBIMBAIOT OHKOIIPOTEKTHBHOE JeiicTBue BuTamuHa D. OTMeueHo, 4YTo
4acTOTa HEKOTOPBIX OIMyXOoJe (pak MOJIOYHOW >KEJe3bl, paK TOJICTOTO KHUIIICUHHUKA)
MOBBIIIIAETCS HA JOHE HU3KOTO YPOBHS BUTaMKUHA D B KPOBH.

Butamun D yuyacTByeT B peryssiiMl YTJIEBOAHOTO U KUPOBOTO MeTabolM3Ma IyTeM
BnusHUs Ha cuHTe3 IRS1 (cyOctpar pementopa wuHCynuHa 1; ydacTByeT BO
BHYTPUKIICTOYHBIX MYyTAX TMPOBEIEHUS CHUTHajga penentopa wuHcynuHa), IGF
(MHCYNTUHOTIONOOHBIN (haKTOp pocTa; peryinupyer OalaHC KUPOBON U MBIIIEUYHON TKaHMU),
PPAR-0 (akTUBUpPOBaHHBIN peLenTop npoaudepaTopoB NEPOKCUCOM, THI O; CIOCOOCTBYET
nepepaboTke N30BITOYHOTO XOJIECTEPUHA).

[To maHHBIM ATHIEMHOIOTUIECKUX HCCIIeIOBaHUH, NeuIUT BUTaMuHa D acconmmupoBat ¢
PUCKOM MEeTabOJIMYECKUX HapylleHu# (MeTaboIM4ecKUil CHHAPOM U caxapHbIi auadet 2
THUIIA).

Penenitopsl 1 Merabonusupyrone ¢GepMeHThl BUTaMMHAa D sKcnpeccHpyroTcs B
apTepHallbHBIX COCYyNaX, Cepille U MPAKTUYECKH BCEX KIIETKaX M TKaHAX, MMEIOIINX
OTHOILIEHHE K MATOreHe3y CepAEeYHO-COCYIUCTHIX 3abosieBaHMil. Ha KMBOTHBIX MOJENAX
MOKa3aHbl aHTHATEPOCKIEPOTUYECKOE ACUCTBUE, CYNpPECCHs PEHHUHA U MPEayNpexIeHue
MOBpPEXACHUS MHUOKapaa u Ap. Huskue ypoBHuM BuTamMuHa D y dYenoBeka cBsS3aHbl C
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HEeOIaronpusATHBIMA (aKTOPaMU PHUCKA CEPJCUHO-COCYANUCTON MATOJOTHH, TAKUMU Kak
caxapHbIi auaber, AUCIUMUIACMHUS, apTepHalbHas TUIEPTEH3US, M ACCOIMHPOBAHBI C
PHCKOM CEp/ICYHO-COCYUCTHIX KaTacTpod, B TOM YHCIIE HHCYIbTOB.

B uccnenoBanusx Ha SKCIIEPUMEHTAIBHBIX MOJIEISAX O0Ie3HN ATbIreiiMepa moKa3zaHo, YTo
BUTaMHUH D3 CHI>KaI HAaKOIUICHHE aMIJION/Ia B MO3T€ M YIIy4Illajl KOTHUTUBHYIO (DYHKITHIO.
B HEMHTEpBEHLIMOHHBIX HCCIENIOBAHMAX y YEJIOBEKAa IOKAa3aHO, YTO 4acTOTa PA3BUTHUSA
JeMEHINH U 00ie3HH AblreiiMepa yBeIndnBaeTcs Ha (pOHe HU3KOTro YpOBHS BuTamuHa D
Y HU3KOT'O AueTapHoro norpediaeHus sutamuna D. OTMeuanocs yxyanieHue KOrHUTUBHON
byHK1MM 1 3a0051eBaeMOCTH 00JIe3HbIO AJbLIreiiMepa Mpy HU3KUX YPOBHSIX BUTaMuHa D.

dapmakoauaamuyeckue d3PpHeKTol

B cBoeii Onosornuecku akTUBHON Gopme BUTaMMH D ycuianBaeT BcachlBaHUE KalbIMs B
KMILIIEYHUKE, BCTPAUBAHHUE KAJIBLIMS B OCTEOU]I M BBIXOJ KAJIbLMS U3 KOCTHOM TKaHU. [Ipu
nepuuure BuUTamMuMHa D He mpoucxoauT KaibLU(UKAUM CcKenera (4TO MPHUBOAMUT K
pPasBUTHIO DPaxHWTa) WIM HaOiogaercs JeKanbUuduKanus KocTedl (Y4To NPUBOIUT K
ocreoMansauun). lepuuut kanpuus u/unu BuTaMuaa D BbI3bIBaeT 0OpaTuMoe yBeTUYEHUE
cekpeuuu mnaparropmoHa. IlogoOHBII BTOPUYHBIM TIUIIEpIAPATUPEO3 CTAHOBUTCSA
IPUYMHON yCUIIEHHs METa00IM3Ma B KOCTHOM TKaHU, YTO B CBOIO OUEPE]Ib MOXKET IPUBECTU
K BO3HUKHOBEHMIO XPYIIKOCTH KOCTEH U IIEPEIOMaM.

Kinunanueckas 3¢ deKkTUBHOCTL U 0€3011aCHOCTh

O¢ddexkTuBHOCT, KONMEKanbLU(pepona Npud MNpoPUIAKTUKE M JEYEeHHH JAepuuuTa |
HEI0CTaTOYHOCTH BUTaMHHA D, a Takke KOMIIJIEKCHOM JIEYeHUN COCTOSIHUM, BBI3BAHHBIX
CHIDKEHHBIM ypPOBHEM BHTaMHHa OblUla MOATBEpXkJIEHA B XO0J€ MHOTOYHMCIEHHBIX
KIMHUYECKMX  HuccienoBaHui. IlomydeHHble  pe3ynbTaThl  CBUAETENBCTBYIOT O
OyaronpusATHOM npoduiie 6€30MacCHOCTH U EPEHOCUMOCTH Tpenapara.

CTHu
[Tpemapat FOnuBHuT /I3 ®opTe mpoTuBONOKa3aH y AeTel B Bo3pacte 10 18 ner. (cm. pasgen
4.3).

5.2. apmMaKkoKHHeTHYeCKHe CBOHCTBA

Abcopbrus

Konekansuudepon (Butamun D3) mpu mepopaibHOM HpueMe MPaKTHYECKH MOTHOCTHIO
BcachiBaeTcs (80%) B MPUCYTCTBUH MUIIEBBIX JKUPOB M KETIHBIX KUCIOT B TOHKOM KHIIIKE.
HOBTOMy PEKOMCHAYCTCA MNPUHUMATE IIperapaT C€ OCHOBHBIM IIPHEMOM IIHUIIH.
MakcuMmanibHass KOHUEHTpAlMsl B TKAaHSAX JOCTHTaeTcss yepe3 4-5 4, mociue 4Yero
KOHILCHTPAUsd HCCKOJIBKO CHHXXACTCA, COXpaHAACh MIWUTCIBHOC BPEMA HA MOCTOAHHOM
ypoBHe. Ilocie ogHOKpaTHOro mepopaibHOro npuema Kojiekanmbiudeposa Cmax B
CBIBOPOTKE KPOBH OCHOBHOMU (DOPMBI JOCTUTAETCs IPUMEPHO Yepe3 7 AHEH.
Pacnpenenenue

Konekanpuudepon HakammBaeTcss B IEUEHH, KOCTAX, CKEJIETHBIX MBIIIIAX, MOYKaXx,

HaAIMO4YCYHUKAX, MHOKapAac, )I(HpOBOﬁ TKaHH. MakcuManbHas KOHICHTpanus B TKaHAX
JOCTUTACTCA YCPE3 4-5 Y, IMOCJIC Y€TO0 KOHINCHTpAalIHsA HECKOJIBKO CHHXKACTCA, COXPAHIAACH
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JUTUTEIbHOE BpeMsi Ha TMOCTOSHHOM YpoBHE. l[loaBepraercs KHUIIEUYHO-IIEYEHOUHON
permpkyisinii.  KOHIIEHTpanuss B CHIBOPOTKE KPOBH HEAKTHBHOIO MeTabonura 25-
ruapokcukonekanbimpepona (25(0OH)D3, kambuaMOT) MOKET OBITh YBETUYCHA B TCUCHHE
HECKOJIbKUX MECSIIEB MOCIE MprueMa OOIBIIHX 103 KoyieKanbiudepona. [ unepkaibiueMus,
BBI3BaHHAs NIEPEI03UPOBKOM, MOKET COXPAHATHCS B TEUCHUE HECKOIBKHUX HECIIb.
buotpanchopmanus

Konekanbuudeposn B mia3me KpoBU CBS3bIBAETCS C alb(ha-2-rI00yIMHaMU U YaCTUYHO C
anbOyMHHAMM W TPAHCHOPTHPYETCS B TME4YeHb, IJ€ HPOUCXOAUT MHUKPOCOMAIILHOE
THIPOKCHIIMPOBAHUE ¢ 00pa3oBaHreM HeakTUBHOrO Metabonura 25(OH)D3 (kambIuanon).
KonrneHTpanus mupKyIupyonero B KpOBH KaJIBIUINONA SBISETCS TOKa3aTeieM YPOBHS
ButamuHa D B opranusme. KanbIuanon noasepraeTcsi TOBTOPHOMY THAPOKCHIUPOBAHUIO
B TOYKaX C OOpa3oBaHMEM JIOMHHHUPYIOUIETO aKTUBHOro Merabomura 1,25-
ruapokcukonekansimpepona  (1,25(OH);Ds,  kampmmutpuon). DTH  METaOOIUTHI
HUPKYTUPYIOT B KPOBH, CBS3bIBasCh co crneuuduueckum o-rmodounoM. [locne
OJIHOKPATHOT'O MEPOPAILHOTO MpHeMa KoJleKanbludepoaa MaKCUMaIbHbIE KOHIICHTPAIIUU
B CBIBOPOTKE OCHOBHOM ()OPMBI XpaHEHHUS JOCTUTAIOTCS IPUMEPHO uepe3 7 JHEH.
DJIMMUHALNS

25(0OH)Ds memienno BoiBogutcsi ¢ Tz okono 50 mueit. OCHOBHBIM IyTEM BBIBEICHHUSI
KoJeKabudeposa, a TakKe ero MeTaboJIMTOB SBJISICTCS JKeMdb (Kay), 1 He MeHee 2 %
BhIZessIeTCsl moukamMu. Konekanpiudepona NpUHUKAET 4epe3 IJIaleHTapHbId Oapbep U B
IPyIHOE MOJIOKO.

5.3. laHHbIe TOKJINHUYECKOH 6e30MacHOCTH

B nccnenoBanusax ocTpoil TOKCHUHOCTH Ha 1JAOOPAaTOPHBIX JKUBOTHBIX ObLIO MTOKAa3aHO, YTO
no 3HaueHUsM LDso kosekanbuudepons OTHOCHUTCS KO BTOPOMY KJlaccy OCTpOi
TokcuyHOCTH (6omee 50 Mr/kr, uto cooTBercTBYeT 03¢ Oosiee 2 000 000 ME). B
HCCIIEIOBAaHHSIX CYOXPOHMYECKOW W XPOHUYECKOH TOKCHYHOCTH BBICOKMX 7103 IIperapara
KOJIEKaTbIIM(epoa BBI3BIBAs TUNEPKATBIMMUIO W XapaKTepHbIE €H TOBPEKIACHUS
BHYTPEHHUX opraHoB (cM. pasnen [lepenozuposka).

BBenenue BbICOKMX 703 KoseKaibliudeposa OepeMeHHBIM JIaDOpaTOPHBIM KUBOTHBIM
(KpbIcaM, KpOJIMKaM) BbI3bIBAJIO THIIEPKATIBIIMEMHUIO U HAPYILIEHUS Y TOTOMCTBA TaKUe Kak,
nojaBieHue  (QPYHKIUMM  TMapallMTOBUIAHON  JKele3bl, CHHAPOM  crHeuuduyeckoit
311b(HOMOA0OHOM BHEIIHOCTH, 33/1€PKKY YMCTBEHHOTO Pa3BUTHS, AOPTAJIbHBIN CTEHO3.
HccnenoBanust cnenu@uyeckoil TOKCHYHOCTH HE MOKa3aJld HaJM4YUsl T€HOTOKCHYHOTO,
KaHIEpOreHHOTO 3((EeKTOB ¥ pPEnpoayKTUBHOW TOKCHYHOCTH TIPU TPUMEHEHUH
KoJIeKayblii(eposia B TepaneBTUYECKUX J03aX.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeueHb BCOMOraTeIbHbIX BelleCTB

Cadopa KpacHIBHOTO CEMSIH Maciio KHUpHOe padhuHUpOBaHHOE (cadropoBoe MaCIO
paduHUpOBaHHOE)

Kenatun

['munepon (E422)

Bona ouninennas
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6.2. HecoBMecTUMOCTE
He npumennmo.

6.3. Cpok roaHocTu (CpOK XpaHeHHS )
2 rona.

6.4. OcoOble Mepbl MPEIOCTOPOKHOCTH NMPU XPAHEHUH
XpaHuTh TIpu Temmeparype He Boie 25 °C B OpUrHHAIBHON yITaKOBKe (yIaKOBKa
STYCHKOBAasi KOHTYpHAs B MMayKe WU (JIAKOH B MAYKe).

6.5. XapakTep u cojep:KaHHe MEPBUYHOI YIAKOBKH

OnuBur /I3 ®opre, 5 000 ME

[To 10 kamcyn B ynakoBKY SYEHKOBYIO KOHTYPHYIO, cocTosiyto u3 mienku [IBX/TIBAX
wim  [IBX/TIBAX/TIBX wmun  [IBAX/TIBX/TID/MTIBJIX ©Gemoro mnBeta W QoOJbrH
AITFOMUHHUEBO.

ITo 3 ynakoBKH s/U€HKOBBIX KOHTYPHBIX BMECTE C IMCTKOM-BKJIA IbIILIEM [TOMEIAIOT B IAYKY
KapTOHHYIO.

OnuBur /I3 ®opre, 10 000 ME

[To 10 karcyn B yrmakoBKY sU€HKOBYIO KOHTYpHYIO, cocTosmnyto u3 mienkun [IBX/TIBAX
wmm  [IBX/TIBAX/TIBX wm [IBAX/TIBX/TID/TIBAX 6Genoro muBera u (oiabru
AJTIOMUHHUEBOM.

ITo 3 ynmakoBKHU SYEHKOBBIX KOHTYPHBIX BMECTE C IMCTKOM-BKJI/IbIIIIEM TIOMELIAIOT B TAUKY
KapTOHHYIO.

ITo 20 xarmcyn Bo (1akOH MOJIUIPONUICHOBBIN, YKYTOPEHHBIH KPBIIIKON U3 MOIMITHIIEHA
BBICOKOI'O JABJIEHUS C KOHTPOJIEM IIEPBOIO BCKPBITHSI.

Ha ¢naxon HakyienBalOT ATUKETKY CaMOKJIESIIIIYOCS.

1 pnakoH BMECTE ¢ TMCTKOM-BKJIAJIBIIIEM ITOMEIIAIOT B NMaYKy U3 KapTOHA.

6.6. OcoOble Mepbl MNPeIOCTOPO:KHOCTH NPH YHHYTOKEHHH HCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0 TMpenaparta WJIM OTXO0[A0B, MOJYYeHHbIX IOcjde TpPHMEHEeHus
JIEKAPCTBEHHOI0 NMpenapara u Apyrue MaHUNYJISIUH ¢ IPenapaToM

Het oco06bIx TpeGoBaHUH K YTHIU3AIMH.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YOCTOBEPEHUS
Poccuiickas @enepanus

Axmmoneproe obmectBo «Otucudapm» (AO «Otucudapm»)

123112, r. Mockasa, yi. TecroBckas, a. 10, a1. 12, mom. II, kom. 29
Ten: +7 (800) 775-98-19

dakc: +7 (495) 221-18-02

OnekrponHas mouta: info@otcpharm.ru

7.1. IIpencraBuTe b AepKaTessi perucTPAlMOHHOIO YA0CTOBEPEeHH s
[IpeTen3un noTpedbuTenei HarpaBIsATh MO aJIPECY:
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Poccniickas @enepanvs
Axnunonepnoe obmectBo «Otucudapm» (AO «OTtucudapm»)
123112, r. Mockga, yi. TectoBckas, 1. 10, 31. 12, nom. II, xom. 29
Ten: +7 (800) 775-98-19

dakc: +7 (495) 221-18-02

DnexrTponHas moyra: info@otcpharm.ru

8. HOMEP PETUCTPAHMOHHOI'O YAOCTOBEPEHUA

9. JATA NEPBUYHOI PEIT'’UCTPALIUU (IIOATBEPXJIEHUSA
PETUCTPALIUU, HIEPEPETUCTPALIUN)
Jlara nepBoii peructpanuu:

10. JATA IIEPECMOTPA TEKCTA

OOmast xapakTepucTUKa JieKapcTBeHHOro npemnapara FOuusut I3 dopre mocrymHa Ha
uH(GOPMAIIMOHHOM MOpTajie EBpa3uiickoro 3KOHOMHYECKOTO CO03a B HH()OPMAIMOHHO-
KOMMYHHKAITMOHHOM cetn «MHTepHEeT» http://eec.eacunion.org



