COOTBETCTEYET ZKCNEPTHOMY OTUYETY
ot 03.10.2025 N= 25413

OBIIASI XAPAKTEPHCTHKA JIEKAPCTBEHIOPG TIPEITAPATR 101 1)

1. HAMMEHOBAHUE JIEKAPCTBEHHOI'O IIPEITAPATA

Axsanetpum, 15 000 ME/mu1, karum 115 mpuema BHYTPb

2.  KAYECTBEHHBIA M1 KOJTMYECTBEHHBII COCTAB

JleiicTByolIee BEHIECTBO: KoeKanbiudeposn (Butamu D3).

Kaxprit Mt karenb coaepkut 15 000 ME konekanbuudepona (Buramuna D3).
BcnomoraTenbHble BelecTBa, HaJM4YUe KOTOPBIX HA0 YUYHUTHIBATH B COCTaBE JIEKAPCTBEHHOI'O
npemnapara: caxaposa, HaTpus ruapodocdara noaekaruapar (cm. paszaen 4.4.).

[TonHbII epeveHb BCIIOMOTATEeNIbHBIX BEIECTB MPUBEEH B pasene 6.1.

3.  JIEKAPCTBEHHAS ®OPMA
Kannu nns npuema BHYTpb.
becuBerHas WM ¢ JKEINTOBAaTHIM WM KOPUYHEBATO-XKEJITOBATHIM OTTEHKOM, IIPO3padHas WU

CJICTKa onajlecuupyromas )KUJKOCTb C aHHCOBBIM 3aIllaXOM.

4.  KIMHUYECKHUE JAHHBIE

4.1. Tloxka3aHusl K IPUMEHEHHUIO

AKBaIeTpUM MOKa3aH K IPUMEHEHHUIO Y B3POCIIBIX U JIETE B BO3pACTE OT 4 HEJEb.
[Tpodunaktuka u neuenue neduiura Buramuna D.

[MpodunakTrka u JeueHUE paxura.

HpI/I KOMIIJICKCHOM JICUCHUHU OCTCOIIOPO3a, B TOM YHUCJIC TIOCTMCHOIIAY3aJIbHOTO.

4.2. PexuMm A03UPOBAHUSA U CIIOCO0 MPUMEHEHUS

PexxuM 103upoBaHus

Ecnu Bpau He Ha3HAUMUI MHAYE, MTpenapaT UCHOJIb3YETCs B CIEAYIOUIUX I03UPOBKaX:
Bspocnvie

Hpoduraxmuueckue 003wl

— Y 300p0o6bix 1uy 6e3 HapyuleHUull 6cacbl8anus, KI04as auya noxcunoeo eo3pacma: 500 ME
(1 xaruts) — 1000 ME (2 karum) B CyTKH;

- npu cunopome manvaocopoyuu: 3000-5000 ME (6—10 kanens) B CyTKH;

—  ybepemennvlx xcenwun: exenaeBnas 1o3a 500 ME (1 karmuis) Butamunaa D3 Ha Bpemst Bcero
nepuona 6epemenroctd, 6o npuem 1000 ME (2 kanm) B cyTKH, HaunHas ¢ 28 Heaenu

OepeMEeHHOCTH;
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Tepanesmuueckue 003bl.

- npu KOMNJIEKCHOM JleYeHuu nocmmerHonayzaivrhoeo ocmeonoposa: 500-1000 ME (1-
2 Karuii) B CYTKH.

— 07151 N0O0epIHCanUUsl A0eK8AMHO20 YPO8Hs KoHyenmpayuu sumamuna D 6 kposu (>30 ne/mn
25(0OH)D): 1500-2000 ME (3—4 karuin) B CyTKH.

Jlo3upoBKa, Kak MpaBHIIO, HA3HAYAETCS C YYETOM KoiimdyecTBa BHTaMuHAa D, moctymnaromiero c

1305000(S)% 8

Jlemu

Hpod)wzakmultecmte 003bl.

- OOHOULeHHble HOBOPOICOEHHbIE C 4-X Hedenb dcuzHu 00 2—3 iem npu npasuilbHOM yxooe u
docmamounom npebviganuu Ha ceedxcem 6o3dyxe: 500 ME (1 karuist) B CyTKH;

- HeOOHOUleHHble 0emu ¢ 4-X Heoelb JHCU3HU, DNU3HEeUbl, MAAOEHYbl, HAX00AUWUecs 8 NIOXUX
arcusnennwix yenosusx: 1000-1500 ME (2-3 karum) B CyTKH;
B netnee Bpems rosia MoxHO orpaHuunTh 103y 10 S00 ME (1 kams) B CyTKH.

—  y Oemetl u noopocmkog om 3 00 18 nem ¢ 6biA8IEHHbIM BbICOKUM PUCKOM Oeghuyuma
sumamuna D: 500 ME (1 karust) — 1000 ME (2 kamuim) B CyTKH.

Tepanesmuueckue 003bl.

— npu paxume: exenneBHo 1000-5000 ME (2-10 kamenb), B 3aBUCUMOCTH OT CTEIICHHU
Tsoxectd paxuta (I, |1, naum 1l1) n BapuanTa nporekanus, Ha NPOTsKEHUU 4—6 HENEb, IO
TIIATEIbHBIM KOHTPOJIEM 33 KIIMHUYECKHM COCTOSIHUEM M UCCIIEA0OBAaHUEM OMOXMMUYECKUX
nokazatenei (kampnus, Gochopa, menouHoit ¢ocdarazpl) KpoBu U Moun. HaumHath
cinenyer ¢ 1000 ME B teuenue 3-5 aneil. 3areM, mpu Xopolieid MEPEHOCUMOCTH, 03y
MOBBIIIAIOT 10 MHIUBUAYyATbHOU JiedeOHOU 03wl (damie Bcero 3000 ME). [Toza 5000 ME
HA3HAYaeTCs TOJILKO MPH BBIPAKEHHBIX KOCTHBIX N3MCHEHHUSIX.

[To Mepe HEOOXOAUMOCTH MOCIIE OJHOM HENEH NepephiBa, MOKHO MOBTOPUTH KYPC JICUEHHUS.

Jleyenue mpoBOAUTCA JI0 MOJTYUYEHHS YETKOTO JeueOHoro 3pdexra, ¢ mocieyouM nepexoaoM

Ha npopunakruyeckyro 103y 500-1500 ME B cyTku.

Cnooco0 nnpuMeHeHus

ITepopanbHo.

[Tpenapat npuHUMATh B JIOKEUKE )KUJIKOCTH.

1 xarus conepxkut okoso 500 ME Buramuna Ds.

Jns  obecrieueHUsT TOYHOCTH JO3UPOBAHUS W MPENOTBPAICHUS pPHCKA TEPEJO3UPOBKU
JICKapCTBEHHBIN IMpernapaT He cleAyeT BBOJUTH HEMOCPEIACTBEHHO M3 (plakoHa B POTOBYIO

MOJIOCTh PEOCHKA.
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3 CeKyH/Ibl, TIOKA BBIMJET BO3YX, U PAaCTBOP HAUHET IMOCTYNATh B KAICIbHUILY.

4.3. TlpoTuBOMOKAa3aHUS
— T'unep4yBCTBUTENBHOCTH K KOJIEKANBIU(EPOTY UITH K JIFOOOMY M3 BCIIOMOTaTeNIbHbIX BEIIECTB,
MepPEYHCICHHBIX B pazjaene 6.1., 0coOeHHO K OCH3UIIOBOMY CITUPTY.
— T'mnepBuramunos D.
— IloBblleHHAast KOHLIEHTPALMSI KAJIbLIKS B KPOBH (TUIEPKATIbLIUEMUS).
— IloBbllIeHHOE BBIJIETICHHUE KANBIUS C MOYOU (TUIIEPKATBIIIYPHS).
— MouekameHnHas 6051e3Hb (00pa30BaHME KaJIbIIMEBBIX OKCAIATHBIX KAMHEH).
— Ocrtpble u XpoHUYECKHE 3a00JI€BaHUS IEYCHH U TTOYEK.
— IloyeuHast HEJOCTATOYHOCT.
— AxTtuBHas ¢popma TyOepKyses3a JeTrKuX.
— IlceBnorumnomnapatupeos.

— Jlerckuii Bo3pact 110 4 HEAEIb.

4.4, QOcoOble ykazaHusi U MepPbl MPEIOCTOPOKHOCTH NMPH NMPUMEHEHUH

C 0CTOPOKHOCTBLIO

C 0CTOPOXKHOCTBIO CIIEAYyET Ha3HAYaTh MIpernapaT Py CapKOU103€, IPH MpUeMe TOTIOTHUTEILHBIX
KOJMWYEeCTB BHUTaMHHAa D3 W Kanbius (HampuMmep, B COCTaBe JPYTrdx IMpenapaTroB), IMpH
HapyLIEHHON OHKCKperuu Kaiblus u ¢ocdaroB ¢ MOUOH, MPU JIEUEHUH MPOU3BOIHBIMU
OcH30THaMAa3WHA U Y UMMOOWIM30BAaHHBIX MAIMEHTOB (PUCK Pa3BUTHs TUNEPKAIBIUEMUU U
TUTIEPKATIBLIAYPHUH).

B nporniecce nimutenpHOTO TeueHust BuTaMuHOM D3 B exxegHeBHOM n03¢, peBbimrarorieii 1000 ME,
YPOBEHb KaJbIUs B CHIBOPOTKE KPOBH JIOJIKEH KOHTPOJIUPOBATHCS.

ATepockiiepo3, B Mepuoa OepeMEeHHOCTH M TPYyAHOrO BCKapMIIMBaHUS. Y MalMEHTOB,
NPUHUMAIOIINX THA3UTHBIC IUYPETUKH, a TAKKE Yy MAIMEHTOB C CEePACUYHO-COCYTUCTBIMU
3200JIeBaHUSIMH, TPHHUMAIOIIUX CEPACYHBIC TITMKO3H bl (0COOCHHO TIIMKO3U bl HATIEPCTSHKH ).
VY rpyIaHBIX JeTeil mpH ImpenpacroiokeHHOCTH K paHHEMY 3apacTaHUIO0 POAHMYKOB (KOraa OT
POKIEHUS YCTAaHOBIIEHBI MaJible pa3Mephl IEPEAHET0 TEMEUKA).

Oco0ble yKazaHus

N3Gerath nepeno3upoBKy.
WuauBuayanbHoe OOECICUYeHUE OIPEACICHHOW IOTPEOHOCTH JIOJDKHO — YYUTHIBaTh  BCE

BO3MOXHBIC UCTOYHHKH 3TOT'O BUTaAMUHA.
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e an
ot 09.10.
(Noc QB4 HOCTR 0011
CrumkoM BBICOKHE 103kl BUTaMuHa D3, mpuMeHseMbIe rIIIDO'/:[—(LE 'nbmvngﬁibreulbzm,

MOTYT OBITH IPHYUHON XPOHUYIECKOTO TUNepBUTaMuHO3a D3.

Ecniu omHOBpeMEHHO Ha3HAYEHBI JApPYrue Npenaparbl, coiepxkamue ButamMuH D3, ciemyer
YUUTHIBaTh 03y BuTamMuHa D3, comepikamerocss B npenapate. JlomoiHUTENbHOE MPUMEHEHUE
BUTaMuHa D3 unu kanpLus cieayeT NpoBOAUTH TOJBKO MO HabtoieHneM Bpada. B aTom ciiydae
HEO00XO0IUMO KOHTPOJIMPOBATh YPOBEHb KAJbIMS B CHIBOPOTKE KPOBU M MOYE.

VY nanueHToB ¢ MOYEYHOW HEAOCTATOYHOCTHIO, MOJTYYAIOIIUX JICUYCHHE IPernapaTtoM, CIeayeT
KOHTPOJIMPOBATH BIUSHUE HA META00JIM3M Kaimbliusd U pocdatos..

[Ipenapat He cieayeT NMPUMEHATh Yy MALMEHTOB C MPEIPACIIONIOKEHHOCTHIO K KalbLMEBOMY
HEPPOYPOIUTHATY.

[Ipenapar ciaenyeT NpUMEHATh C OCTOPOKHOCTBIO y IMAIMEHTOB C HAPYIIEHHOM 3KCKpenuen
Kamplust W QochaToB C MOYOW, MPU JICUCHWH TMPOU3BOJHBIMU OCH30THAJMA3MHA U Y
UMMOOUIIM30BaHHBIX MAIlMEHTOB (PUCK Pa3BUTHS THUIEPKAIbLUUEMUU U TUMEPKAIbLUUYPHH). Y
TaKMX MMalMEHTOB CJIeIyeT KOHTPOIUPOBATh YPOBEHB KANBIIHS B IJIa3Me KPOBH U Move. Bo Bpems
JiedeHusl HE0OXO0IUM MEPUOINIECKUI KOHTPOIb KOHIIEHTpaIuu Gpoc]aTroB B KPOBH U MOUE.
Pexkomenayercsi co0noaTh OCTOPOKHOCTh TMPU NPUMEHEHUHM IMpernapara y HalleHTOB C
CapKOHUI030M, B CBSI3W C PUCKOM OBICTPOTO MpeoOpa3oBaHus BUTaMHUHA D3 B €ro akTHBHBIN
MeTaboNMuT. Y TaKuX MAIMEHTOB CJIEAyeT KOHTPOJIUPOBATh YPOBEHD KABIUS B TUIa3Me KPOBH U
Moye.

[Ipenapat He cieqyeT NIpUHUMATh IPU TICEBAOTUIIONAPATUPEO3E, TOCKOIBKY B (paze HOPMaJIbHOM
YYBCTBUTEIBLHOCTU K BUTaMHHY D3 moTpeOHOCTh B BUTaMuHe D3 MOKeT yMeHbIAThCS, 4YTO
NPUBOIUT K PUCKY OTCPOUCHHOW TNEpeO3MpPOBKU. B Takux cilydasx Jydllle HCIOJIb30BATh
AKTHUBHBIE MeTa0OMUTHI BUTaMuHa D3, mo3Bossromue 60j1ee TOYHO PeryInpoBaTh T03UPOBKY.
[Tpu nnuTeapHOM JICYSHUH MperapaToM B CyTOUHOM 103e, peBbimaromieit S00 ME/ cyt, cienyer
KOHTPOJIMPOBATh YPOBEHb KaJlbIMsI B CHIBOPOTKE KPOBH U MOYE, a TaKkKe MPOBOAUTH OICHKY
(GYHKIIUM MTOYEK MyTeM M3MEPEHHsI CBIBOPOTOYHOTO YPOBHS KPEaTHHHUHA. DTO OCOOEHHO Ba)XXHO
JUTS TAITUEHTOB TIOYKUJIOTO BO3PACTa U MPHU COMYTCTBYIOIEM JICUEHUHU CePACUYHBIMU TTTUKO3UIAMU
WIH TUypETUKaMHU.

B ciywae runepkanbliieMud WIM HaIW4YUsl TPU3HAKOB HApyIIEHUS (QYHKIMH IOYEK 103y
mpernapara CleayeT CHU3UTh WU NMPUOCTAHOBUTH JieueHHe. Eciu ypoBeHb KalblUs B MOYE
npesbimaer 7,5 mmounb/ 24 1 (300 mr/ 24 4), pekoMeHAyeTCS CHU3UTH 03y Ipenapara WiH
MPUOCTAHOBUTH JICUEHUE.

[Ipu nnuTenbHOM JICYCHUH MperapaToM B cyTouHOU mo3e, npesbimaroniei 1000 ME BuramuHa

D3, ciieqyer KOHTpOJIMPOBATh YPOBEHD KaJbIUs B CHIBOPOTKE KPOBU
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Onpenenenne CyTOYHOM MOTPeOHOCTH peOEHKA B BUTE Q&J%%ﬁ&&%&"é& Ilﬁ'n'llwell]shm

JIOJIKHBI YCTAHABIMBATHCS BPA4OM MHIMBUAYAJIbHO U KaXKJbIM pa3 MOABEPraThCsl KOPPEKLIUU BO
BpeMs IEPUOIMUYECKUX 00CIeI0BaHN, OCOOCHHO B MEPBHIC MECSIIbI )KU3HH.

He npuMeHsATh 0IHOBPEMEHHO C BUTAMUHOM D3 BBICOKHMX 7103 KalbIIHSL.

[Ipu gnuTenbHOM mpueMe Kojekaibludepona HeoOXOIUMO PETYJSIpPHO OINpPEAesTh YPOBEHb
KaJbIUA B CHIBOPOTKE KPOBH M MOYE, a TAK)KE OIICHWBATh (DYHKIMIO MOYEK MyTEM HU3MEPEHHUs
CBIBOPOTOYHOTO YpPOBHSI KpeaTuHUHa. lIpu HEOOXOAMMOCTH ClleAyeT KOPPEKTHPOBATH 103y
KoJIeKabl(eposia B 3aBUCHMOCTH OT YPOBHS KaJIbLUsl B CBIBOPOTKE KPOBHU.

BcnoMorarebHEBIC BEISCTBA

[Ipemapat AxBageTpuM CcOAEpKHUT caxapo3y. [lanmeHTamM C peako BCTpedaroIencs
HACJICJICTBEHHOW HEMEPEHOCUMOCTBIO (PPYKTO3BI, TTIOKO30-TaTaKTO3HOW ManhabcopOIueit mim
JNeQUIMTOM caxapas3bl-H30MaIbTa3bl HE CIIEAYeT MPUHUMATh ATOT Ipernapar.

JlaHHBINH TpenapaT COACPKHUT MeHee 1 MMoib (23 Mr) HaTpus Ha 103y, TO €CTh, [0 CYTH, HE

COZIEPKUT HATPHUSL.

4.5. B3aumopeiicTBue ¢ [PYrHMH JIeKAPCTBEHHbIMHM IMpenapataMu W JApyrue BH/bI
B3alMOJeliCTBUSA

OnHOBpeMEHHBI TIPUEM TMPOTHBOCYAOPOKHBIX JICKAPCTBEHHBIX TpENnaparoB (TakKuX Kak
(dbenuTOrH) WK 6apOoUTYPaTOB (U, BO3MOKHO, IPYTHX JIEKAPCTBEHHBIX CPEICTB, HHIYITUPYIOIIIX
(GbepMEHTHI TeUeHN) MOXKET CHU3UTH 3(PPEKTHBHOCTh KOJICKANbIM(Epoia 32 CUCT YBEITUUCHUS
CKOpoCTH OMOoTpaHCchOpMaINK KOJICKANbIU(Eeposia B HEAKTUBHBIE METAOOTUTHI.
ConyrtcTByromasi  Tepamusi  mpenaparaMd  TTIOKOKOPTHKOCTEPOUIOB  MOXET  CHUXKATh
3P PEKTUBHOCTH KOJEKaIbIH(epoa.

[TepopanbHblii TIpHeM KoJeKalblM(epoaa MOXKET YCHIWTh TepaneBTHUYeCKui ddext u
TOKCUYECKHI TMOTEHIMAl HAMepCTSHKA U JAPYTUX CEpACYHBIX TIIMKO3UAOB (PUCK pa3BUTUA
apUTMHUU) 3a CYET pa3BUTHs THIEPKAIbIUEMUH. Tpedyercs THIATENbHOE MEAUIIMHCKOE
HabOoIeHne, KOHTpoub noka3ateneid DK™ u ypoBHel Kanblusl B TJIa3Me KPOBH U MOYE, H, TIPU
HEO0OXOJIUMOCTH, KOPPEKTUPOBKA 03Bl CEPACYHBIX TIIMKO3UJIOB. B ciyuyae comyTcTByromen
Tepanuu THA3UAHBIMU JTUYPETUKAMHU, KOTOpPHIE YMEHbBIIAIOT JKCKPEIHIO KallbLUsi C MOYOii,
PEKOMEHAYETCSI KOHTPOJIUPOBATh COJIEpKaHUE KalblIUs B CHIBOPOTKE KPOBU U MOYE.
OnHOBpeMEHHOE JIeUeHHE HWOHOOOMEHHBIMH CMOJIaMH (TaKUMH, KaK KOJECTHPAMUH),
npenaparamMy OpJIMCTaTa WK CIA0UTEIbHBIMUA CPEACTBAMU (TaKUMHM, KakK rmapadMHOBOE Macyo)
MO’KET YMEHbIIATh BCcachlBaHUE KOJIeKalblM(eposa B MUIEBAPUTEILHOM TPaKTE.
OnHOBpeMeHHBIN mNpHeM pudaMOUIMHA M HW30HHA3HJIA MOXXET CHU3UTH 3(P(PEeKTHUBHOCTD

npernapara u3-3a yBeJIU4eHHUs! CKOPOCTH OMOTpaHCchOopMaLuy KoJleKanbLupepoa.
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Ha ¢oHe ogHOBpeMEHHOT0 TpHEMa aHTAIIH/IOB, :ouepma%%&l '%Eﬁimkﬁﬁ—sﬁ'p;dfbgn MU}KGT

NOBBIIATHCS] KOHIIEHTPALMsI MarHusi B KPOBH.
Ha ¢one ogHOBpeMeHHOT0 MpHeMa aHTaIMI0B, COACPIKAIINX ATIOMUHUHN, U KoJeKaIbludepoaa
MOYKET IMOBBIIIATHCS KOHLIEHTPALUS AIFOMUHHS B KPOBH, YTO YBEIMUYMBAET PUCK TOKCHUYECKOTO

BO3JICUCTBUS ATFOMUHUS.

4.6. DepTHIBHOCTH, 0EPEMEHHOCTD U JAKTANUA

bepemeHHOCTD

B mepuonm OepeMeHHOCTH HE CIEAyeT NPUMEHSATh BUTaMUH D3 B BBICOKMX J103aX H3-3a
BO3MOKHOCTH TIPOSIBJICHHS] TEPATOre€HHOTO JCUCTBUS B Cilydae MEpeao3upoBKu. B mepuon
OepeMEeHHOCTH ClielyeT u30eraTh MPEBHIIICHUS PEKOMEHIOBAHHBIX 03 BUTaMuHA D3, Tak Kak,
BO3MOYKHO Pa3BUTHE THMEPKATBIIMEMUH, KOTOPAsi MOXKET MPUBECTU K 3aJEPKKE YMCTBEHHOTO U
(U3UYECKOT0 pa3BUTHS IIJI0IA.

JlakTanus

C OCTOpPOXKHOCTBIO CIIeAyeT Ha3HayaTh BUTAMHUH D3 y KEHIIMH, KOPMSIIUX peOeHKa TPYyIbI0 —
npenapar, IpUHUMAaeMbIi B BRICOKHX J103aX MaTE€PbI0, MOYKET BbI3BaTh CUMIITOMBI ITEPEI03UPOBKHU

y peOeHKa.

4.7. BausiHMe Ha CHOCOOHOCTH YNPABJATHL TPAHCIMOPTHBIMH CPeICTBAaMH M pPadoTaTh C
MeXaHM3MaMH
OTCyTCTBYIOT [JaHHblE O BIMSHUM Hpenapata AKBaJeTpUM Ha CHOCOOHOCTh YIPaBIAThH

TPAHCTIOPTHBIMU CPEACTBAMH U PabOTaTh ¢ MEXaHU3MaMH.

4.8. HexenaTeabHble peakuu

Pe3roMe HexxenaTeabHbIX PEAKIINN

He)I(eHaTeHBHBIe peaKHI/II/I pacnpeﬂeHeHH B 3aBUCHUMOCTH OT 4aCTOTHI UX BOSHUKHOBECHHU. OUCHb
gacto (> 1/10), gacro (ot > 1/100, Ho <1/10), Heuacto (ot > 1/1000, Ho <1/100), penko (oT >
1/10000, ro <1/1000), ouens peaxo (<1/10000), yvacTora Heu3BeCcTHA (Ha OCHOBAaHMH HMEIOIIMXCS
JIAHHBIX OLIEHUTH HEBO3MOXKHO).

Hapywenuss co cmopoubl uUMMYHHOU Cucmembl. YacTOTa HEHM3BECTHA — MOBBIIICHHAS
qYBCTBI/ITeHBHOCTB K KOMIIOHCHTaM HpeHapaTa.

Hapywenus memabonuzma u numanus: YacToTa HEU3BECTHA — THIIEPKAJIBLUEMHS, OTEPS
aIIeTUTA.

Tcuxuueckue napyuienusi: 9acToTa HEM3BECTHA — HAPYILICHUE TICHXUKH, B TOM YHCJIE JETPECCHS,

HapyLICHHUE CHA.
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Hapywenus co cmoponvl HepeHoti cucmemsl: 43cTOTa ndtiBecTid Lo mHar 6o, = YU TT)

Kenyoouno-kuwieunvie Hapyuienus. 4acToTa HEM3BECTHA — TOILIHOTA, PBOTA, 3aI0p, CYXOCTh B
MOJIOCTH pTa.

Hapywenus co cmoponsl mbluieunol, ckelemHou U COeOUHUMeNbHOL MKAHY: YaCTOTa HEU3BECTHA
— apTparus, MUaITUs.

Hapywenusa co cmoponsi novex u moyegbl800AWUX nymeti. 4acTOTa HEU3BECTHA — MOJIMYpPUS,
KaJIBLIMHO3 MOYEK, TUIIEPKATbIUYPUS

Obwue napyuienus u peakyuu 8 Mecme 66e0eHusl; YaCTOTa HEU3BECTHA — C1a00CTh, MOBBIIIEHNE
TEMIEPATypbl, KAJIBLIIMHO3 KPOBEHOCHBIX COCY/I0B, JIETKUX.

JlabopamopHuvle u uncmpymenmanbHvle OaHHble. YaCTOTa HEM3BECTHA — MOSIBIICHUE B MOUe Oelka,
JEHKOLUMTOB, THAIIMHOBBIX LIHJIMHJIPOB, MOTEPSI MACCHI TETA.

[Tpu mosiBNEeHUN MPU3HAKOB TUIMIEpBUTAMUHO3a D HE0OX0IMMO OTMEHUTH Ipernapar, OrpaHu4YUTh

MOCTYIJICHUE KaJblUsl, HA3HAYUTh BUTaMUHbI A, C 1 B.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HEXKCIATCIbHBIX PCAKIINAX

Baxxno coo0miate 0 MOJ03peBaeMbIX HEXKENATENbHBIX pEeakIUsAX I[0Clie PETUCTpaluu
JIEKapCTBEHHOI'0 Tperapara ¢ 1elbio 00ecredeHns] HePepbIBHOTO MOHUTOPUHTA COOTHOIICHHUS
«TOJbh3a — PHUCK» JIEKAPCTBEHHOIO Tpernapara. MeTuIuHCKUM pa0OTHUKAM DPEKOMEHIYeTCs
co00IaTh O JIFOOBIX TO03PEBACMBIX HEXKENATEIbHBIX PEAKIUAX JICKAPCTBEHHOTO IMpernapara
yepe3 HallMOHAIbHBIE CUCTEMbI COOOUICHHS O HEXENATEebHBIX PEaKIUsiX rocyJapCcTB — YJICHOB

EBpa3zuiickoro 5KOHOMUYECKOTO COI03a.

Poccuiickas @eoepayus

denepanbHas cinyx0a 1Mo Haa30py B chepe 31paBooXpaHEHUS
Anpec: 109012, Mocksa, CinaBsiHCKas miIomaip, 1. 4, ctp. 1
Tenedon: +7 800 550 99 03

OnekTponHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B mHGOPMAIIMOHHO-TEIICKOMMYHUKAIIMOHHOMN ceTH «HTepHeT»:

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

Pecnybnuka Apmenus

«lIeHTp AKCHEPTU3BI IEKAPCTB U MEAUIIMHCKUX TexHosorui» ['HKO
Anpec: 0051, EpeBan, nip. Komuraca 49/5

Tenedon «ropsiueit muaumy»: (+374 10) 20-05-05, (+374 96) 22-05-05

DnekTpoHHas noyra: vigilance@pharm.am
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Caiit B mHGOPMAIIMOHHO-TEJIEKOMMYHHUKAITMOHHOMN ceTH'%g&%%ﬁ'ﬁEEWMDRErH;&&}'

Pecnybnuxa benapyco

VII «llenTp 3KcnepTU3 U UCHBITAHUHN B 3APaBOOXPAHECHU)
Anpec: 220037, r. Munck, nep. ToBapumieckuii, 2a
Tenedon: +375 (17) 242-00-29

®axc: +375 (17) 242-00-29

DnexkTpoHHas moura: repl@rceth.by

Caiit B nH(MOpMAIIMOHHO-TEJICKOMMYHHUKAIIMOHHOM ceTn « HTepHEe™: http://www.rceth.by/

Kuipevizckasa Pecnybauxa

JlemmapTaMeHT JI€KapCTBEHHBIX CPEACTB U MEAMIIMHCKUX u3aenuit npu M3 KP
Anpec: 720044, r. buiukek, yi. 3-nmunus, 25

Tenedon: +996 (312) 21-92-88

Tenedon «I"opstueit muanm»: 008 800 26 26

Ten. daxc: +996 (312) 21-05-08

DnekTpoHHas noura: dismi@pharm.kg

CaiiT B nH(pOpPMAaLMOHHO-TEIEKOMMYHUKAMOHHOW ceTu «HTepHeT»: http://www.pharm.kg/

4.9. Tlepeno3upoBka

CumMnOTOMBI

CuMnTomsl NEpeO3UPOBKH: CHIKEHHE alllleTUTa, TOLIHOTA, PBOTA, 3alophl, OECMOKOICTBO,
KaK]1a, MOJINYPHs, IOHOC, KUIIeuHas KoIuKa. YacThIMU CUMIITOMAaMH SIBJISIIOTCSI TOJIOBHAs O0JIb,
MBIILIEYHBIE U CyCTaBHbIE 00JIM, HAPYUICHUS TICUXUKH, B TOM YHCJIE ACTIPECCHS, CTYIIOp, aTaKCHUs
U Tporpeccupyromas moreps Macchl Tena. Pa3BuBaercss HapylleHne (QYHKIHH TOYEK C
aNbOUHYpUEH, SPUTPOLIUTYPUCH U TONHYPHEH, MOBBIMICHHOW MOTEepPe Kaius, TUIIOCTCHYPHEH,
HUKTYpHUEH U TOBBILICHUE apPTEPUATIBHOTO JABJICHUS.

B Tsxkeneix cinydasx MOXKET BO3HUKHYTh IIOMYTHEHHE POTOBHUIBI, PEXKE OTEK COCOYKa
3pUTENHHOTO HEPBA, BOCTIAJIEHUE PATy>KHOW 000JI0YKHY BIUIOTH A0 PA3BUTHUS KAaTapaKThI.

MoryT 06pazoBaThCcsi KAMHHU B MTOYKAX, MPOUCXOAUT MPOLECC KaTbIU(PUKAIUU MITKUX TKaHEH, B
TOM YHCJI€ KPOBEHOCHBIX COCYJIOB, CEPALIA, JIETKUX U KOXKH.

Penxo pazBuBaeTcs xosiecTaTuyecKas xKeaTyxa.

Jleuenue
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[IpepBaTh nmpumeneHue mpemnapata. OOpaTUTHEA K Bpﬁgs';.':h - 'TI EdEEt[E%éTﬁb%léémo

KHUIKOCTH. [Ipy HEOOXOIUMOCTH MOKET MOTPEOOBATHCA TOCITUTATH3AIIHA.

5.  ®APMAKOJIOTMYECKHUE CBOMCTBA

5.1. dapmakoauHamMH4ecKHe CBOiiCTBa

dapMakoTepaneBTUYECKasl TPyMIa: BUTAMUHBI, BUTaMUHBI A u D, Bkitouass MX KOMOHWHAIINY,
ButamuH D u ero ananoru.

Koxg ATX: A11CCO05

MexauusM aeiictsusl, papmakognaamMuyeckue dPpPerTel

Buramun D3 sBnsiercs ectectBeHHON dopmoit BuTamuHa D, xoTtopasi oOpasyercs y yeloBeka B
KOXe€ II0JI IEHCTBUEM COJNIHEUHBIX Jyueil. Ilo cpaBHeHMIo ¢ BuTaMuHoM D2 xapakTtepusyercs Ha
25 % 6o011ee BHICOKOM aKTUBHOCTBIO.

Butamun D cBsspiBaercs co crnenupuyeckum perentopom ButamuHa D (VDR), koropsrid
peryaupyer 3KCIpecCHu0 MHOTHX T'€HOB, BKIIOYas r'eHbl HOHHOTO KaHana TRPV6 (obecnieunBaet
abcopOuuto kanpnus B kumednnke), CALB1 (kansOunnuH; obecreunBaeT TPAaHCIIOPT KallbLUs B
KpoBeHocHoe pycio), BGLAP (ocTeokanbiinH; odecrieunBacT MUHEPATU3AIUI0 KOCTHOW TKaHH U
romeocras kanbiiusi), SPP1 (ocTeonoHTHH; perynupyeT Murpamnuio octeoknactoB), REN (penun;
o0ecreynBaeT peryJsiuio apTepHabHOTO JaBIICHUS, SBISSACH KIIOUEBBIM 3JIEMEHTOM pPEHHH-
AQHTMOTEH3WH-AJIBA0OCTEPOHOBOM  cucTteMbl  peryisinuu), IGFBP  (cBsa3piBaromuii  Oenok
WHCYJIMHIIOIOOHOTO (pakTOpa poCcTa; yCHJIMBAET NEUCTBUE MHCYJIUHIION00HOTO (akTopa pocTa),
FGF23 u FGFR23 (daktop pocra ¢pubpobdractoB 23; perymupyoT ypoBHU Kaibius, docdart-
AHUOHA, TIPOIIECCHI KIETOYHOTO AeneHus pudpodractos), TGFB1 (tpancdopmupyromuii hakrop
pocrta Gera-1; perynupyeT Mmpouecchl KIETOYHOro AelieHuss u AUQGEpPEHIIUPOBKU OCTEOIUTOB,
XOHJIPOIUTOB, (uOpobaacToB U keparnunouToB), LRP2 (JITTHII-perienTop-cBs3anHblil 6ok 2;
SBJISICTCSI TTOCPETHUKOM DHOIMTO3a JIMIMOIPOTEHMHOB HU3KOHM TuioTHOCTH), INSR (pemnenrtop
MHCYJIMHA; o0ecrieunBaeT 3P PeKThl HHCYIUHA Ha JIF0ObIE TUIIBI KJIETOK).

Buramun D3 siBasercss akTUBHBIM aHTHpaxuTHueckuM (aktopom. Camoil BakHOW (yHKIMEH
ButamuHa D3 sBisieTcst perynupoBaHue MeTaboiau3Ma Kabius U GocdaToB, 9YTO CrIOCOOCTBYET
MPAaBUJIbHON MUHEpAIHU3AlMK U POCTY CKeJleTa.

Konekanbiudepon wurpaer CymecTBEHHYIO poib B abcopOuuu Kamblus u  (ocdaToB B
KUIIEYHUKE, B TPAHCIOPTE MHUHEPAIbHBIX COJIEH M B TMpolecce KalbIU(PHUKAIMU KOCTEH,
peryimupyer Takke BbIBeIeHHE KaJablusl U GochaToB MoYKaMu.

KonnenTpanus noHOB Kablusi B KPOBH 00YCIaBIUBAET MOAAEP>KaHUE TOHYCA MBIIIIL CKEJIETHON
MYCKYJIaTyphl, (QYHKLIHIO MHOKap/Aa, CIIOCOOCTBYET IPOBEACHUIO HEPBHOTO BO30YXKICHHUS,

peryiupyer npoLecc CBEPTbIBAHNS KPOBH.
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Henocrarok Butamuna D B muine, HapylieHUE €ro BC'JEQ];HHEQ‘I%(BJWEL&%)&&IB 1r1é'1<x<e

HEI0CTaTOYHOE MpeObIBaHNE HA COJIHIIE B IEpHO]] OBICTPOro pocTa peOeHKa MPUBOIUT K PAXHUTY,
y B3POCIBIX — K OCTEOMAJSIIMU, Y OEPEeMEHHBIX MOTYT BO3HUKHYTb CHUMITOMBI TETaHUH,
HapyIIEeHHE MPOIIECCOB OOBI3BECTBICHUS KOCTEH HOBOPOXKICHHBIX.

[ToBbimeHHast moTpeOHOCTh B BUTaMuHE D BO3HMKaeT y JKEHIIMH B TIEPUO]] MEHOIAY3bI,
IOCKOJIBKY Y HHMX YacTO Pa3BUBACTCS OCTEONOPO3 B CBS3U C TOPMOHAJIBHBIMU HAPYIICHUSMHU.
Buramun D o6nanaer psaoM T. H. BHECKEIIETHBIX 3P (HEKTOB.

Burtamun D yyactByer B hyHKIIMOHUPOBAaHHHA HMMYHHOUM CHCTEMBI ITyTeM MOAYJISIIAN YPOBHEH
IMUTOKMHOB W peryaupyer paeneHue iumdonutoB T-xemmepoB u auddepenumposky B-
auMonuToB. B psge uccieqoBaHW OTMEUEHO CHUKCHHE 3a00JIeBaeMOCTH WHQEKIUSIMU
JIBIXaTeNbHBIX MyTeH Ha GoHe npuema BuTamuHa D.

[Tokazano, uro BUTaMHH D sBIsSETCS BaXHBIM 3BEHOM TOMEOCTa3a MMMYHHOW CHCTEMBI:
IpeOTBPANIaeT ayTOMMMYHHBIC 3a00JIeBaHMs (CaXapHbIil Auader | Thma, pacCestHHBIN CKIepOo3,
PEBMATOMIHBINA apTPUT, BOCHATUTENbHBIE O0JIE3HN KUIIIEYHHUKA U JP.).

Buramun D oOmagaer antunponudeparuBHbiM U npouddepeHuupyomuM  3ddexramu,
KOTOpBbIE 00YCITaBIUBAIOT OHKOIPOTEKTHBHOE AelicTBUEe BUTamuHa D. OTMeueHo, 4To 4acTora
HEKOTOPBIX OITyXOJIeH (pak MOJIOYHOH JKeJIe3bl, paK TOJICTOTO KHIIEYHUKA) ITOBBIIIACTCS Ha (JOHE
HU3KOTO YpoBHS BUTaMuHa D B kpoBu.

Buramun D ydacTByeT B peryisiiuu yrieBOAHOTO U )KUPOBOTO MeTabO0Iu3Ma IyTEM BIMSHUS Ha
cunte3 IRS1 (cybctpar penentopa wHCynmHa 1; ydacTByeT BO BHYTPHKIETOYHBIX MyTIX
MPOBEACHUS cHUrHaja penenrtopa wuHcynuHa), |GF (uHCcynmmHOMOMOOHBIN dakTop pocTa;
perynupyer OallaHC >KUPOBOW M MblIeyHON TkaHu), PPAR- § (akTHBHpPOBAaHHBINA peLENTOP
nposinepaTopoB MEPOKCUCOM, TUII ; CIIOCOOCTBYET NepepadoTKe N3OBITOYHOTO XOJIECTEPUHA).
[To maHHBIM MTHIEMHOIOTUIECKUX UCCIIeIOBAaHUN TeUIUT BUTaMIHa D accormupoBaH ¢ puckoM
MEeTa0OJMYECKUX HAPYIICHUH (METa0OIMUECKHI CHHAPOM M CaxapHbIi nuadeT 2 THIa).
Penieniropsl n Metabonuzupytomniie pepMeHTs BUTaMiHa D sKcnpeccupyroTes B apTepHalIbHBIX
cocyJiax, cepAle U MPaKTUYEeCKH BCEX KIIETKaX M TKAHAX, UMEIOIIMX OTHOIICHUE K MaTOreHe3y
CepACYHO-COCYTUCTHIX 3a00JICBaHH. Ha KUBOTHBIX MOJIEIISIX MOKa3aHbI
AHTHATEPOCKIIEPOTHYECKOE JIEHCTBHE, CYNpECcCUs PEHWHA W TPEIYNPEKACHUE MOBPEKICHHS
MHOKapaa u np. Huskue ypoBHu ButammHa D y dyenoBeka cBsi3aHbl ¢ HeOJIaronpHsITHBIMH
dakTOopaMH pHUCKa CEpICYHO-COCYIUCTOM NATOJOTMM, TAaKUMH Kak caxapHbli aualder,
TVICITUTIHIEMISI, apTepUaAIIbHAS THIIEPTCH3HS, H aCCOIIMUPOBAHBI C PUCKOM CEPICYHO-COCY TUCTHIX
KatacTpod, B T. 4. HHCYJIbTOB.

B wuccnenoBaHusX Ha SKCHEPUMEHTAIBHBIX MOJENAX Ooyie3HM AublLreiiMepa IMOKa3aHO, YTO

BUTaMHH D3 CHHMXAJI HAKOIUICHUEC aMHJIONJa B MO3IC M yJIy4llaJl KOTHUTUBHYIO (1)yHKI_[I/IIO B

10
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Oone3Hn AdmblreiiMepa yBeIMUMBAeTCs Ha (POHE HHU3KOro YpoBHs BUTaMMHA D um HM3KOrO
JMeTapHoro noTpedneHus ButamuHa D. OTmeuanoch yxyJauieHHE KOTHUTUBHOW (YHKIHMU H

3a001eBaeMOCTH 00JI€3HbIO AJbIITeiiMepa MpY HU3KUX YPOBHAX BUTaMuHa D.

5.2. dapmakoKHHeTHYeCKHe CBOiicTBa

AOGcopbuus

Bonnsrit pactBop BuTamMunaa D3 BcackiBaeTcs Jiydiiie, 4eM MaclISTHBIA PacTBOP.

[Tocne mepopanbHOTO MPUMEHEHHUSI KOJICKAIBIH(EPOT abCopOUpyeTCcss B TOHKOW KHIIIKE.

Pacnpenenenue

[IpenapaT mpoHUKaeT yepe3 MIaleHTapHbI 0aphep U B MOJIOKO MaTepH.
Butamun D3 o61agaer cBOWCTBOM KyMYJISIIIAH.

Buorpancdhopmariims

MeTtabonu3upyercst B IEUEHU U MOYKaX.

DIMMUHALUA

[Tepuon momyBBIBEICHUSI KOJICKANBITU(EPOIIa U3 KPOBH COCTABIISICT HECKOJBKO JTHEH.
BEIBOIHTCSA MOYKAMU B HE3HAYNTEIHLHOM KOJIMUECTBE, OOJIbIIAsA YaCTh BRIBOJUTCS C JKEITYBIO.

dapMaKOKMHETHYCCKAS- d)aDMaKO JUHaAMHWYCCKas 3aBUCUMOCTD

Tloueunas nedocmamounocmo
[lepuox monyBbIBeeHUS KOeKalblU(eposia U3 KPOBU MOKET MPOJJIUTHCS B CIydae MOYeYHON
HEJ0CTaTOYHOCTH.
eTu
VY HEIOHOIIEHHBIX JETeH MPOMCXOAUT HEJAOCTATOYHOE OOpa30BaHHME W TOCTYIUICHUE JKETYH B

KHIICYHUK, YTO HAPYIIACT BCACbIBAHWMC BUTAMHWHOB B BUJIC MACIAHBIX PaCTBOPOB.

6. ®APMAIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTe/ibHBIX BelIECTB
Makporosa riauiepuIpULrHoIIeaT,

Caxapo3a,

Hatpust rugpodocdara nonexkaruapar,
JluMoHHAas1 KMCIIOTAa MOHOTHPAT,

ApoMaTHu3aTop aHHUCOBBIH,

ben3unoBslil ciupr,

Bopa ouninennas.

11
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6.2. HecoBMecTHMOCThH

COOTBETCTEYET ZKCNEPTHOMY OTUYETY

He npumenunmo.

6.3. Cpok roaHocTH (CpoOK XpaHeHHs)
3 rona.

BckprIThiii (hi1akoH HEOOXOIUMO UCTIONB30BaTh B TeUEHUE 6 MECALIEB.

6.4. Oco0Obie Mepbl NPETOCTOPOKHOCTH NMPHU XPAHEHUH

XpaHuTh MpHU TemiiepaType He Boiie 25 °C, B opurnHaibHON yrmakoBke ((bj1akoH B mauke).

6.5. XapakTep H coiep:kaHue NEPBUYHONH YIAKOBKH

ITpu npousBonactee Ha PapmaneBruyeckoM 3aBoge «IIOJIbOAPMA» AO Otnen Menada B

Cepagase, Ilonpma:

Mo 10 mu, 15 mn wimm 30 Ma BO ¢uiakoHBl TEMHOTO CTEKJIa C IMOJUATUIICHOBOW MpPOOKOIi-
KaneJabHULIEH W 3aBHHYMBAIOUIEHCA MOJUATUICHOBOW KPBIIIKOW € TapaHTUHWHBIM KOJIBLIOM
«IIE€PBOTO BCKPBITUSI».

1 drakoH BMECTE C IMCTKOM-BKJIABIIIEM ITOMENIAIOT B KAPTOHHYIO MaYKy.

ITpu npoussoacTee Ha AO «Xumdbapmy, Pecnyoimnka Kazaxcrau:

I[To 10 mMn Bo (rakoHBI TEMHOTO CTEKJIa C TOJUITHICHOBOW MPOOKOW-KAMEIbHHUIICH H
3aBUHYMBAIONICICS MOJUATUIICHOBOM KPBIIIKON C TAPAHTUHHBIM KOJIBIIOM IIEPBOTO BCKPBITUSD.

1 unm 2 daakoHa BMecTe C TMCTKOM-BKJIa/IbIIIEM TOMENIAIOT B KAPTOHHYIO MAuKy.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TPH  YHUYTOKEHHH  HCIOJIH30BAHHOTO
JIEKAPCTBEHHOI0 Mpenapara WM OTX0A0B, TMOJYYEHHbIX TOcjle NpPHMEHEHUs:
JIEKAPCTBEHHOI'0 MpenaparTa u Apyrue MaHUIyJISIUM C PenapaToM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. JEPXATEJIb PETUCTPAIHMOHHOI'O YAOCTOBEPEHMUSA
[Tosmpmia

®apmanesruueckuii 3aso «[IOJIBOAPMA» AO

yi. [lensrmuabeka 19, 83-200 Craporapa I nanbeku

Tenedon: +48 58 5631600

Qaxc: +48 58 5622353

Anpec anekrporHoi moutsl: phv@polpharma.com

12
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7.1. IlpencraBuTeib AepKaTesisi peruHcTPANiQHHOIQ &E@;hﬂ%m&ﬁTEﬂbHG CTb 0011

IIperen3uun norpeduTeIel HANPABIATS 10 AJIPECY:

Poccus

AxkmmoHepHoe  obmectBo  «Xumuko-papmaneBruueckuii  komOmHaT — «AKPUXIMH»
(AO «AKPUXHH»)

142450, MockoBckast 061acts, r.0. boropoackuii, r. Crapas Kynasna, yn. Kuposa, 1. 29
Tenedon/dakc: +7 (495) 702-95-03

Anpec anekrponnoit moutsl: info@akrikhin.ru

Pecnybnuka Apmenus

®apmanestuueckuii 3aso «[IOJIBOAPMA» AO

ya. [lenpnmunbcka 19, 83—200 Craporapna ['manscku, [lonbima
Tenedon: +995 593 212607

Anpec snekTpoHHO# mouThl: Maka.ketishvili@medpol.ge

Pecnybnuxa benapyco

000 «Axpuxun buYain

7-409, yn. bextepena, 220026 Munck
Tenedon/dakc: +375 17 368 59 98

Anpec aiekTpoHHOM mouThl: sergei.levyj@akrikhin.by

Kuvipevisckaa Pecnyonuxa

[IpencraBurensctBo AO «Xumbapm» B Keipreizckoit PecrryOmmke
r. bumkexk, yn. OposzbekoBa 52-54, 3 stax

Tenedon: +996312975635

Anpec anekTpoHHOM mouThl: PVh-kg@santo.kz

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUSI
9. JIATA MEPBUYHOII PETUCTPAIIMU (MOATBEPKIEHMUSI PETUCTPALIAH,
MEPEPETHCTPAILINN)

JlaTa nmepBoii peructpanuu:

10. JATA NIEPECMOTPA TEKCTA

13
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(NOCNEOCBATENEHOCTE 0011)

OOmast  XapakTepUCTHKa  JIGKAPCTBEHHOTO  Tpemapata  AKBaJeTpUM  JIOCTyIHa  Ha
UHPOPMALIMOHHOM TopTajie EBpa3suiickoro SKOHOMHUYECKOrO coo3a B HWH(POPMAIMOHHO-

KOMMYHHUKAIIMOHHOM cetn «MuTepHeT» http://eec.eaeunion.org/

14



	При длительном приеме колекальциферола необходимо регулярно определять уровень кальция в сыворотке крови и моче, а также оценивать функцию почек путем измерения сывороточного уровня креатинина. При необходимости следует корректировать дозу колекальциф...
	UПри производстве на Фармацевтическом заводе «ПОЛЬФАРМА» АО Отдел Медана в Серадзе, Польша:
	По 10 мл, 15 мл или 30 мл во флаконы темного стекла с полиэтиленовой пробкой-капельницей и завинчивающейся полиэтиленовой крышкой с гарантийным кольцом «первого вскрытия».
	1 флакон вместе с листком-вкладышем помещают в картонную пачку.
	UПри производстве на АО «Химфарм», Республика Казахстан:
	По 10 мл во флаконы темного стекла с полиэтиленовой пробкой-капельницей и завинчивающейся полиэтиленовой крышкой с гарантийным кольцом «первого вскрытия».
	1 или 2 флакона вместе с листком-вкладышем помещают в картонную пачку.
	6.6. Особые меры предосторожности при уничтожении использованного лекарственного препарата или отходов, полученных после применения лекарственного препарата и другие манипуляции с препаратом

