COOTBETCTBYET 2KC __ EPTHOMY OTUETY

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOIO IPENAPATA 7007

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA
JHona, 1500 mr, nopoIIOK AJs IPUTOTOBJIEHUS pacTBOpa [l IpUeMa BHYTPb

2. KAUECTBEHHBII M1 KOJIMYECTBEHHBIN COCTAB

JleiicTByro111€€ BEIIECTBO: TIIOKO3aMHUH

Kaxapiii maketuk cogaepkut 1500,0 mr roroko3amuna cynbhara u 384 Mr HaTpus xjiopuaa (B
BU/IE TJTIOKO3aMHUHA CYJIb(aTa KPUCTAJUIMYECKOTO).

BcmoMorarenbHbIe BelIecTBa, HAIMYNE KOTOPBIX HAJ0 YYUTHIBATh B COCTaBE JIEKAPCTBEHHOTO
npernapara: HaTpHi, acrapram, copouroi (cM. pasaensi 4.3., 4.4.).

[TonHbIi IepeyeHb BCIOMOTaTeIbHBIX BEIIECTB IPUBENIEH B pa3aene 6.1.

3. JEKAPCTBEHHASI ®OPMA
[Topo1ok a4y IPUroTOBIEHUS pacTBOPA AJIs IPUEMa BHYTPb
Kpucrammudecknii mopomok 0eixoro msera.

4. KIMHUYECKUE JAHHBIE

4.1. lloka3zanusi K NPUMEHEHUIO

JlexapcTBeHHbIl npenapaT JloHAa MOKa3aH K NPUMEHEHHIO y B3pPOCIBIX U JETEH B BO3pAcTe
crapire 12 npu:

—  IlepBM4HOM M BTOPUYHOM OCTEOAPTHUPTE;

—  OcreoxoHpo3se;

—  Cnongunoaprpose.

4.2. Pexxum 103MpoOBaHus U C1IOCO0 NPUMEHEHUs!

PexxuM 103upoBaHust

Bspocavie

1 makeruk 1 pa3 B cyTKu.

Cumnromatnueckuii 3¢ (eKT HacTymaeT yepe3 2-3 HeJlelnu Moclie Havaja pueMa mnpemnapara.
MuHHUMAaNBHBIN Kypc Tepanuu cocTaBiseT 4-6 HeleNb.

[TponomKUTENBEHOCTD JI€UEHUS ONIpEACIAeT JIeyalluii Bpay.

eTn
Hemu cmapwe 12 nem
PexuM 103upoBaHuUs aHATOTHYECH PEKUMY JO3UPOBAHUS IS B3POCIIBIX.
[TpomomKUTENHLHOCTD JICUSHHsI ONpeAeIsIeT Jevyallnuii Bpad.
Hemu ¢ 0 0o 12 nem
bezonacHocte u 3¢ dexTuBHOCTD Mpenapara JloHa y nereit 1o 12 et Ha JaHHBII MOMEHT He
yCTaHOBJIEHBI. /lJaHHBIE OTCYTCTBYIOT.

Crnoco0 npuMeHeHus
BnyTps.
Coaepxumoe OAHOTO MakeTuka pacTBOpsOT B 200 MIT BOABL.

4.3. [IpoTuBoONOKa3aHUS

—  T'umep4yBCTBUTENBHOCTD K TIIIOKO3aMHUHY, acliapTaMy W/WIIU K JTI000OMY U3 BCIIOMOTATENb-
HBIX BEILIECTB, IEPEUYHCIICHHbIX B pa3zjaene 6.1.;

—  OeHMIKETOHYpHS (M3-3a COAEPIKAHUS B Iperapare acnaprama);
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— bepeMeHHOCTh U MEPUOJ TPYJHOIO BCKApM THBAHIS |;I3-3'a-|gf%|§7‘l%TBml\-il‘h{H§'kH|HHH‘lle-

CKHX JaHHBIX.
— Jletu no 12 ner.

4.4. OcoOble yka3aHus ¥ MepPbI MPEeTOCTOPOKHOCTH NMPH MPUMEHEHUH

[Tpu HEmepeHOCUMOCTH MOPENPOIYKTOB (KPEBETKH, MOJUTFOCKH) BO3pACTaeT BEPOATHOCTh pa3-
BUTHS AJUIEPTUICCKUX PEAKITUH.

[Tpu Ha3HaYeHHM JIEKApCTBEHHOro MperapaTa JloHa ManueHTaM ¢ HapyIIEHHOW TOJEpaHTHO-
CTBIO TJIFOKO3bI, C BRIPAXKEHHON MEYCHOUYHOHN U MOYEUYHON HEJ0CTATOYHOCTHIO HEOOXOUM TIIa-
TeIbHBIA MEAULIUHCKUNA KOHTPOJIb 32 MallueHTaMu

BcrnioMorarenbpHbIe BElIeCTBA

JlexapcTBeHHBIN Mpenapar COAEP>KUT acrapTaM, KOTOPBIM ABISIETCS UCTOYHUKOM (heHumaa-
HuHa. [IpenapaTt npoTUBONOKAa3aH ManueHTaM ¢ peHmIKeTonyprei (cM. pasaen 4.3).

JlaHHBII JIeKapCTBEHHBIH IpenapaT coaepkuT 6,57 mmos (win 151 mr) Hatpus Ha 103y. Heoo-
XOJIMMO YYUTHIBATH MMAIIUEHTAM, HAXOSIIUMCS Ha IUETE C OTPAHUYCHUEM IMOCTYIIJICHHUS HATPHUS.

4.5. BzaumojeiicTBHe ¢ IPYTrUMU JIEKAPCTBEHHBIMU NPenapaTaMu U APyrue BUAbl B3aUMO-
IelcTBUuA

YBenuunBaeT aOCOpPOIHIO TETPAITUKINHOB, YMEHBIIIACT — MOJIyCHHTETUICCKUX MTCHUIIUUINHOB,
xJiopaMm@peHuKona.

[Ipenapar coBMECTUM C MapaneTaMoJIOM, HECTEPOUAHBIMU TPOTUBOBOCIIAIUTEILHBIMU TIpENa-
patamu (HIIBII) 1 rirokOKOPpTHKOCTEPOHIaAMH.

4.6. DepTUIBLHOCTH, 0€PEMEHHOCTDH U JIAKTALMS
[Ipenapar JloHa MpoTHBOIIOKAa3aH MpU OEPEMEHHOCTH U B MEPUOJ IPYJHOrO0 BCKAPMIIMBAHUS
(cm. pasnen 4.3).

4.7. Biiusinue Ha ClIOCOOHOCTH YNIPABJIATH TPAHCIIOPTHBIMH CPeICTBAMH U PadoTaTh C Me-
XaHU3MaMHU

He usyyanoch BiusiHHE Mpenapara Ha CIOCOOHOCTh YIPaBISATh TPAHCIIOPTHBIMU CPEACTBAMHU U
paboTy ¢ MEXaHNU3MaMH.

4.8. HexxenaresibHbIC peakunu

Pe3toMe HexkenaTeNbHbIX peaKInii

HepeHOCI/IMOCTB npemapara xopoiiasi, B OTACJIBHBIX CIIy4dasaX BO3MOJKHBI: raCTpajarusa, METCO-
pu3M, Juapesi, 3a1op, aJulepruueckre peakiuy — KparnuBHULA, 3Y1.

Coo011eHHEe 0 TOA03PEBAEMBIX HEXKEIATEILHBIX PEAKIIHIX

Baxxno cooOmarh 0 moJo3peBaeMbIX HekKeNaTeIbHBIX PeaklUsX MOCe PErucTpaluu JeKap-
CTBEHHOTO TIperapaTra C IeJbI0 OOCSCICUeHUs HEMPEPHIBHOTO MOHUTOPHHTA COOTHOIICHHUS
«T0JIb3a — PUCK» JICKAPCTBEHHOTO MpenapaTa. MeauIMHCKUM paboTHUKAM PEKOMEHIYeTCs CO-
00mIaTh 0 JIFOOBIX ITO03PEBACMBIX HEXKEIIATSIHHBIX PEaKIIHSIX JICKAPCTBEHHOTO Ipernapara Jepes
HAI[MOHAJIbHBIE CHCTEMBI COOOIICHHS O HEXeJIaTeNbHBIX PEeaKIHsIX TOCYJapCTB — YJIEHOB
EBpazuiickoro 3KOHOMHUYECKOT0 CO03a.

Poccuiickas @enepanus

Anpec: 109012, r. MockBa, CrnaBsiHCKas TUIOIIanb, A. 4, ctp. 1

®denepanbHas cinyx0a mo Haa3opy B chepe 3apaBooxpanenus (POC3IPABHAJI30P)
Tenedon: +7 (800) 550-99-03

Anpec 351. mouTsl: pharm@roszdravnadzor.gov.ru

Be0 caiit: https://roszdravnadzor.gov.ru
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Pecny6mka Kazaxcran (NMOCNEQOBATENEHOCTL 0003)

Z00T6ES, r. Acrana, paiion baiikonslp, yi. A.lImanosa, 13 (BIl «Hypcayner 2»)

PI'TI na IIXB «HanuuoHanbHbIA HEHTP SKCHEPTU3BI JIEKAPCTBEHHBIX CPEACTB U MEIUIIMHCKUX
u3nenuity Komurera METUIIMHCKOTO U (papMalieBTUIECKOT0 KOHTPOJIsT MUHUCTEPCTBA 3paBo-
oxpanenus Pecnyonuku Kazaxcran

Enunerii call-center: +7 (717) 235 135

Anpec a1, moutsl: farm@dari.kz
Be6 caiit: www.ndda.kz

Pecniybnuka Apmenus

Anpec: Apmenus, Epesan 0051, ip. Komuraca 49/5

«Hayunsiii Llentp Oxcneptussl Jlekapcts 1 MenuuuHckux TexHonoruii uMeHH AkaaeMuKa
O.I'abpuensaa»y AO3T (HLIDJIMT)

Ten.: (+374 60) 830073, (+374 10) 230896, 231682

On. moyra: Vvigilance@pharm.am

Be0 caiir: www.pharm.am

Pecny6nuka benapych

Anpec: 220045, Pecniybnuka benapycs, . Munck, np-T 3epxkunckoro, 83, kopmnyc 15
MunucrepetBo 3npaBooxpanenusi Pecnyomnmku benapycs PYII «LleHTp skcriepTu3 U HCIbITa-
HUH B 3[JpaBOOXpaHeHUN», Pecrybnukanckas KIMHUKO-(hapMaKoIoruyeckas gadopaTopust
Temn.: +375-17-242-00-29

On. moura: repl@rceth.by
Be0 caitt: www.rceth.by

4.9. llepeno3upoBka
Crnyuau nepeo3upOBKYA HEU3BECTHBI.
Jleuenue: IMPOMBIBAHUC KEJITYyJAKa, CAMIITOMATUYCCKOC JICUCHUC

5. PAPMAKOJIOTUYECKUE CBOHMCTBA

5.1. ®apmakoaMHaAMHYeCKHE CBOMCTBA

dapmakoTepaneBTHUECKas TpyIna: penapauy TKaHeH CTUMYIISATOp

Kox ATX: M01AX05

MexaHu3Mm JielicTBUS U GapMakogrnHamMuueckue 3 heKTh

[Ipenapar o6namaeT MPOTUBOBOCHATUTEIHHBIM U 00€300IMBAIOIINM JEHCTBUEM, BOCIIOJIHSET
SHJIOTEHHBIN JeQUIUT INII0OKO3aMUHA, CTUMYJIUPYET CUHTE3 MPOTEOTIIMKAaHOB U I'MaypOHOBOM
KHCJIOTHI CHHOBHAJIBHOM JKUIKOCTH; YBEITMYNBACT IPOHHUIIAEMOCTh CyCTaBHOU KarCyJibl, BOCCTa-
HaBJIMBaeT (pepMEHTATHBHBIE MPOLIECCH B KJIETKAaX CHHOBHMAIbHON MeMOpaHBl M CYyCTaBHOTO
xpsma. CriocoOCTBYeT pUKCAUU CEPHI B MPOIIECCE CUHTE3a XOHAPOUTHHCEPHON KUCIIOTHI, 00-
Jer4aeT HOpMaJabHOE OTJIOKEHUE KaJIbIUS B KOCTHON TKaHH, TOPMO3UT pa3BUTHE JIET€HEPATUB-
HBIX MTPOIIECCOB B CYCTAaBaX, BOCCTAHABINBACT X (PYHKIIMIO, YMEHBIIAs CyCTaBHBIE OOJIH.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA
BcackiBanue B xxenyj04HO-KuIIeqyHOM TpakTe 90%, OuogoctynHocts 26%, mepuo/ MoTyBbIBe-
nenus — 70 9acos.

6. PAPMAIIEBTHYECKUECBOMCTBA
6.1. IlepeyeHb BCIOMOraTe/IbHbIX BelIECTB
Acnaptam

CopOuron

Kap6osakc 4000 (makxporos 4000)
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(NOCNEQCBATENEHOCTE 0003)

JInMoHHas KucIoTa

6.2. HecoBmecTUMOCTD
B cBs3u ¢ OTCYTCTBHEM UCCIIEIOBAHUNM COBMECTUMOCTH, JAaHHBIM JIEKAPCTBEHHBIN IIpenapar He
ClelyeT CMELIMBATh C JPYTMMH JIEKaPCTBEHHBIMU IIpenapaTaMu.

6.3. Cpok rogHocTH (CPOK XpaHEeHHs )
3 rona.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU
XpaHuTh 1pu TemnepaTrype He Boiie 25 °C.

6.5. XapakTep u coaep:kaHue NePBUYHOI YIAKOBKH

[To 3950 mr (1500 mr raroko3aMuHa cyib(aTa) B MAKETUKUA U3 TPEXCIOHHOTO MaTepuaia, u3ro-
TOBJICHHOTO W3 OyMaru, MOJIMATUIICHA, 3aMasHHBIX BMECTE TEPMUYECKUM CIIOCOOOM C YeThIpeX
ctopoH. [lonmmaTrieHOBas MICHKA HEMOCPEICTBEHHO CONPUKACACTCS C COIEPKUMBIM MTAKETHKA.
[To 20 mnm 30 makeTHKOB BMECTE C JIMCTKOM-BKJIAIBIIIIEM IOMEIIAIOT B KAPTOHHYIO MaYKy.

6.6. OcoObIe Mepbl NPEIOCTOPOKHOCTH NMPHU YHUYTOKEHUH HCIOJIb30BAHHOIO JIEKAPCTBEH-
HOI0 Npenapara Mjid 0TX0[0B, NOJY4eHHBIX NOcJIe MPUMEHEHNS JeKaAPCTBEHHOI0 Nnpena-
paTa M Ipyrue MaHuMyJsIUU ¢ NPenapaToM

Het oco0pIx TpeOOBaHUIl K yTHIIN3AIHH.

7T.JEPKATEJIb PETUCTPAIIMOHHOTI'O YAOCTOBEPEHMUSI
[I'epmanus
MEJIA ®apma I'm6X u Ko. KI', benmimrpacce 1, 61352, bag XoMOypr.

7.1. IlpeacTaBuTeNb AEpKATE/s] PETHCTPALMOHHOIO YI0CTOBEPEeHHU

[Iperen3un norpeduTesell HaPaBIATh 110 APECY:

Poccniickas @enepanus

000 «Maiinan ®apma»

125315, r. MockBa, BH. Tep. I. MyHUIIMNIAJIbHBIN OKpYT AdponopT, np-KT JIeHuHrpaackui, .72,
k.4

Ten.: +7 (495) 130-05-50

®akc: +7 (495) 130-05-51

Anipec 3neKTpOHHOM mouThI: rU.info@viatris.com

Pecniy6nuka Kazaxcran

NIT «mupos H. K. »

Pecniy6nuka Kazaxcran, 050057, r.Anmartsl, yi. byxap XKeipay, 75, kB. 7
Tenedon: +7 708 972 27 97; +7 727 972 27 97

Anpec anekTponHo# mouThl: Infosafety.cis@viatris.com

PecniyOnmika Apmenus

0012, Apmenus, r. EpeBan, yn. Komurac 7/4, xB. 12

Tenedon: +374 44 838833

Anpec snekrponHo# moutsl: infosafety.cis@viatris.com; apotheka.office@gmail.com

Pecny6sinka benapych

220025, Pecnybnuka benapycs, r. Munck, yiu. Kyprannas 2, k.14
Tenedon: +37 5293564228

Anpec anekTpoHHOM mouThl: Dy.pv@cratia.ua; infosafety.cis@viatris.com
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9. TATA NEPBUYHOMN PETUCTPAIIMM (MOATBEPXKIEHWS PETUCTPAIIMMN,
INEPEPETUCTPAIIN)

Hara nepoii peructpanun: 20.12.2023
10. JATA IEPECMOTPA TEKCTA
OOmasi xapakTepuCcTUKa JICKApCTBEHHOTO Tpemnaparta JloHa nocTymHa Ha WHGOPMAIMOHHOM

noptaie EBpazuiickoro 3KOHOMHUYECKOT0 COI03a B MH(POPMALIMOHHO-KOMMYHHUKAIIMOHHOM CETH
«Hurepuer» http://eec.eaeunion.org/



http://eec.eaeunion.org/

