COOTBETCTBYET 3KCNEPTHOMY OTYETY
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OBIIASI XAPAKTEPHCTHKA JIEKAPCTBEHHOI'O TIPEIAPATA - = 1005)

1. HAUMMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

MVYKOCAT, 100 mr/mi, pacTBop AJ1si BHYTPUMBIILIEYHOTO U BHYTPUCYCTaBHOTO BBEACHUS

2. KAYECTBEHHBIN U KOJUYECTBEHHBIN COCTAB

JleiicTByroliee BEIIECTBO: XOHJAPOUTHHA CYIb(aT.

Kaxnprit M pactBopa comepxkut 100 Mr xoHIpouTHHa cynb(aTa HaTpus (B mepecuere Ha Cyxoe
BEINECTBO).

Kaxxnas ammyna oobemom 1 M comepkut 100 Mr XoHIpouTHHA cyibdara HaTpHs (B IepecueTe Ha
CyXO€ BEILIECTBO).

Kaxnas ammymna oobemom 2 mut comepxut 200 Mr XoHApOoUTHHA Cylb(aTa HATpHs (B IMepecyeTe Ha
CyX0€ BEIIECTBO).

BcriomorarenpHble BeEIeCTBA, HaIMYHE KOTOPHIX HAJ0 YYUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npenapara: OEH3UIOBBIN CIUPT, HATpU (cM. pasznen 4.4).

[TonHbIi mepeueHb BCIIOMOTATEIbHBIX BEUIECTB MPUBEACH B paszaene 6.1.

3. JIEKAPCTBEHHASA ®OPMA

PacTBOp /151 BHYTPUMBIIIEYHOTO U BHYTPUCYCTABHOTO BBEJCHUSI.
ITpo3pauHblil OeClIBETHBIN HJIN CO CJIETKa XKEITOBATHIM OTTEHKOM pacTBOP, C 3al1aXOM OCH3UIIOBOTO
cruprTa.

4. KJIMHUYECKUE JAHHBIE
4.1. Iloka3aHusi K IpUMeEHEHHIO

MVYKOCAT mnoka3zad K IpUMEHEHUIO Y B3POCIBIX.

ITpu nerenepaTHBHO-AUCTPOPUUECKUX 3a00JI€BAaHUAX CYCTAaBOB U II03BOHOYHHKA:
-0CTe0apTpo3 NepudepruuecKkux CycTaBoB;

-MEXI103BOHKOBBIN OCTEOXOHIPO3 U OCTE0APTPO3.

Jnst yckopenus: GopMHpOBaHHS KOCTHOW MO30JIU MPH IepeioMax.

4.2. Pe:xuM 103MPOBAHHUSA U CNIOCO0 NMPUMeHEeHHSA

PexuM no3upoBaHusa

[Ipenapar MYKOCAT BBoaar BuyrpumsbliiieyHo o 100 mr (1 mur) yepe3 nens. Ilpu Xoporueit
MEePEHOCUMOCTH 1103y yBenu4uBaroT 10 200 mr (2 mi), HauMHAs C 4eTBepTOM MHBEKIUU. Kypc
neuenus 25-30 unbekiuii. [Ipy HeoOXOAUMOCTH BO3MOXKHO MPOBEICHUE MOBTOPHBIX KypCOB Yepe3
6 mecsueB. [Ipu ocTeoapTpo3e KpyHmHBIX CYCTaBOB BO3MOXKHO COYETAaHUME BHYTPHUCYCTaBHOTO U
BHYTPUMBIIIEYHOTO CI0c000B BBeneHUs. [IpoBoasaT 10 5 BHyTpHUCycTaBHBIX HHBEKIUH 110 200 Mr C
nepepeIBOM 3 JHS MEKIY BBEIECHUSIMU U 16 BHYTPUMBIIIEYHBIX HHBEKIUH 10 200 MI ¢ HHTEpBaIOM
1 neHs MEKIy BBEACHUSAMU (Uepe3 JIeHb). B 3aBucUMOCTH OT pa3Mepa cycTaBa B CyCTaBHYIO MOJIOCTb
MO>XXHO BBecTH 710 2-X Mil nipenapatra MYKOCAT.

Jns popMupoBaHUS KOCTHOW MO30JIM Kypce JiedeHusl cocTaBiisieT 3-4 nenenu (10-14 nabekuuii uepes
JICHD).
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bezonacuocts u adpexruBHOCTs Npenapata MYKOCAT y nereit B Bo3pacte 10 18 et Ha qaHHbBIHA
MOMEHT HE YCTaHOBJICHBI.

Crnocob npuMeHeHus

BuyrpumbllledHOE ¥ BHYTPUCYCTaBHOE BBeJIeHUE. BHyTpHuCycTaBHOEe BBEAECHHME IIpernapara
OCYILECTBJISIETCS. B ACENTHYECKUX YCIOBUAX CHEIHAIMCTOM, MPOIIEAIMM OOydeHUE TEXHUKE
BHYTPUCYCTaBHOIro BBeneHUs. [locie BHYTpHCyCTaBHOTO BBEAEHHMS Ipenapara MecTO MpOKoja
CMa3bIBAIOT CIIMPTOBOM Cal(eTKOM, HAKIaAbIBAIOT OAKTEPUIIUIHBIN IJIACTHIPb.

4.3. IlporuBomnoka3aHus

*  ['unepuyyBCTBUTENIHFHOCTh K XOHJPOUTHHA CYITb(aTy WIH K JOOOMY M3 BCIIOMOTATEIbHBIX
BEILIECTB, MEPEUYHCICHHBIX B pazzene 6.1.

*  KpPOBOTEYEHHUS U CKJIOHHOCTH K KDOBOTOUHBOCTH;

*  TpoMOOIeOUTHI;

*  IIpUBHYTPUCYCTaBHOM BBEJICHUU: HAJMYNE AKTUBHBIX BOCIIATHTEIBHBIX WITH WH (DSKITMOHHBIX
MPOIIECCOB B CYCTaBe, HAJTMYHE aKTUBHOTO 3a00JICBaHU S KOKU UJIM KOKHON WH(EKIIMU B 001acTH
MPEIoJIaracMoil UHBEKIHY;

*  OEpeMEeHHOCTh M IEPHOJ TPYIHOro BcKapMimBaHUs (9(QPeKTHBHOCTh M 0E30MacHOCTH HE
YCTaHOBJICHBI).

4.4. OcoOble yka3aHusi U Mepbl NPeJI0CTOPOKHOCTH TPU NPHMeHe HUM

[IpumensieTcs C OCTOPOKHOCTBIO IPU OJHOBPEMEHHOM MCIIOJIB30BAHUM C aHTHUKOATYISIHTAMHU
IPSIMOTO €N CTBUS.

IIpu coBMECTHOM NPUMEHEHUH IIpenapara ¢ HENpsAMBbIMUA aHTUKOATYISIHTAMU, aHTHArperaHTami,
¢uOpuHOTUTUKAMH TpeOyeTcsi 0oJiee YacThIi KOHTPOJIb ITOKa3aTeNe CBEPThIBAHUS KPOBH.

B ciydae pa3BuUTHS aUIEpIUUYECKMX PEAKUHUM WM IOSABICHUS TeMOpparuid JIEYEHHE CIENYET
IPEKPaTUTh.

BcnomorarenbHble BeliecTBa

[Ipenapat conpepxxut menee 1 Mmons (23 Mr) Hatpus Ha 1 M1, TO €CTh, 10 CYTH, HE COJIEPKUT HATPUSI.
[lpenapat comepkut 9 Mr OeH3uJIOBOro cnupra B 1 MII pacTBOpa, KOTOPbIM MOKET BbI3BIBAThH
AJJIEPTUYECKUE PEaKIUu.

4.5. B3aumojeiicTBHMe ¢ [PYrMMH JIEKAPCTBEHHBLIMH MNpenapatamMym W Jpyrue BH/bI
B3auMOAeiCTBUS

Bo3moxxHO ycuieHue NeicTBUSI HENPsIMBIX aHTUKOArylIsHTOB, aHTUArperaHToB, (PUOPHUHOIUTHKOB,
41O TpebyeT Oojiee YacTOro KOHTPOJS IMOKa3zaTeled CBEPThIBAHMUS KPOBU MPH OJHOBPEMEHHOM
MPUMEHEHUH.

4.6. DeprUIBHOCTb, 0€pPeMEHHOCTDb U JIAKTALMA

bepemeHHOCTB
[Mpumenenue npenapara MYKOCAT Bo Bpemst 6epeMEHHOCTH MTPOTUBOIOKA3aHO.

Jlakranus

B ciiygae mpuMeHeHus rpernapara B Iepuo TPyIHOTO BCKAPMITMBAHU S, KOPMJICHUE TPYIBIO TOJKHO
OBITH ITPEKPAILLCHO.

DepTUIBLHOCTD
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KINHUYECKUX MCCIEJOBAHMSIX ObUIO BBISABIECHO OJIArONpHUATHOE BIMSHHME Ha (EPTUIBHOCTH IpU
pHueMe IpernaparoB, COAEPKALMX XOHAPOUTHHA CYNTb(GAT HATPUSL, Y MY)KUMH U KCHIIMH.

4.7. Biausinue Ha CHOCOOHOCTD YHIpaBJATh TPAHCHOPTHBIMHU CpeACTBAMH H paﬁoTaTb C
MEXaHU3MaMH

MVYKOCAT He oka3bIBaeT BIMSHHE HA CIOCOOHOCTH YNPABJIATh TPAHCIOPTHBIMU CPEICTBAMH,
paboTaTb € MeXaHU3MaMU U 3aHUMATbCi JPYTMMHU BHJAaMHU JIESTEIBHOCTH, TPEOyIOUMMU
MOBBIIIIEHHOTO BHUMAHUS U OBICTPOTHI ICUXOMOTOPHBIX PEAKIIUH.

4.8. He:xenare/jbHbIE peaKINU

Pe3ioMe HexxenaTeIbHBIX PEeaKIuil

HesxenatenpHble peakiuu CTpyNITAPOBAHBI B COOTBETCTBUH € KIacCU(MKAI[MEH OpPTaHOB U CHCTEM
opranoB MedDRA u gactoToit BctpeuyaemocTr. YacToTa BCTpEUaeMOCTH HEXENATEIbHBIX PEaKIui
oTIpeeNsaeTcs ciaeaylonmM oopazom: oueHb yacTo (>1/10), wacto (>1/100, vHo <1/10), Hewacto (>1/1
000, HO <1/100), peaxo (>1/10 000, HO <1/1 000), ouens penko (<1/10 000), vacTora HensBecTHa (Ha
OCHOBAHUU UMEIOIIMXCSI JAHHBIX OLIEHUTH HEBO3MOXKHO).

Hapywenus co cmopoHvl uMMYHHOU cucmembl

YacToTa HEM3BECTHA: aJUIEPTUUYECKUE PEAKINH (KOKHBIN 3y/, S)pUTEMA, KpallMBHULIA, IEPMATHUT).
Obwue Hapyuwienus u peakyuu 8 mecme 66e0eHUs.

YacToTa HEM3BECTHA: TEMOpPParuu B MECTE UHBEKIUH.

COOGH_IGHI/IG 0 ITOA03PEBACMBIX HCXKCJIATCIIbHBIX PCAKIIUAX

BaxxHo cooOm@are O IOMO3PEBAaEMBIX HEXKEIATENbHBIX PpEAKUMsSIX I0CIEe  PEerucTpanuu
JIEKapCTBEHHOIO IIperapara ¢ ILelbl0 00ecredyeHus HempepbIBHOIO MOHUTOPHHIA COOTHOLICHUS
«T10JIb3a-PUCK» JIEKAPCTBEHHOTO Mpenaparta. MeInuHCKUM pabOTHUKAM PEKOMEH/IyeTCsl COOOATh
0 JIOOBIX IOJIO3PEBAEMBIX HEXKETIATENBHBIX pEaKUUAX JIEKApCTBEHHOIO IIpermapaTra uepe3
HAal[MOHAJIbHbIE CHCTEMBl COOOLICHMII O HEXENaTeNbHbIX PEeAKIUAX TOCyJapcTB — UJIEHOB
EBpa3uiickoro 3kx0OHOMMYECKOIr0 COH03a.

Poccniickas @enepanus

®denepanpHas cyx0a 1mo Haa30py B cdepe 3apaBooxpanenus (PoczapaBHaazop)
Anpec: 109012, r. Mocksa, CnaBsiHCKas ruion@aip, 1. 4, ctp. 1.

Tenedon: 8 (800) 550-99-03

DyekTpoHHas moyTa: pharm@roszdravnadzor. gov.ru

CaiiT B nH(poOpMamOHHO-TEJICKOMMYHUKAITMOHHOM ceTn «HTepHET:
https//www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CHuMIOTOMEI

B nHacrosimee BpeMs o ciydasix mepeo3upOoBKU MPEnapaToM He coo0Ianochk. BMecte ¢ TeM MOXHO
MPEATIOIO0XKUTH, UTO MPH MPEBBINICHUH CYTOYHOMN JT03bI BO3MOXKHO YCHUJICHUE BBISIBJIICHHS TTOO0YHOTO
JIEMCTBHS ITpenapara.

Jleuenue

JleueHue CHUMIITOMATHYECKOE.

5. ®APMAKOJIOTHYECKHUE CBOVICTBA

5.1. ®apmakoaMHAMUYeCKHE CBOICTBA
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npenapaTbl; HECTEPOMJHBIE IMPOTUBOBOCHAIUTEIBHBIE W NPOTHBOPEBMATHYECKUE IIPENapaThl;
Jpyr'i€ HECTEPOUAHBIE IPOTUBOBOCIATUTENBHBIE U IPOTUBOPEBMATUYECKUE ITPENAPATHI.

Kon ATX: M01AX25

MexaHusM IeiCTBUSA

[Ipenapat oOnagaeT XOHAPOMPOTEKTUBHBIM, CTUMYIHPYIOLUIMM pETeHEpalHIo XpsIeBOW TKaHH,
POTHBOBOCTIAIIUTEIbHBIM IEHCTBUEM.

dapmakoanHamnyeckue dhdeKTsl

XoHapoutuHa cynb(ar HaTpus yd4acTBYeT B IOCTPOSHUH OCHOBHOTO BELIECTBA XPAIIEBON U KOCTHOM
TKaHH, yinydmaer (GochopHO-KanbLUEBBIH OOMEH B XpPAIICBOW TKAHU, MHTUOHpPYET (EpMEHTHI,
HapylRIOLUKe CTPYKTYpy U (QYHKIMU CYCTaBHOTO Xpsill[a, TOPMO3UT MPOLECCHI JEreHepaluu
XpsiieBod TkaHu. CTUMYIUPYET CUHTE3 MPOTEOrTTMKAHOB, HOPMAIU3yeT METa0O0IM3M THATMHOBOTO
Xpsla, CIOCOOCTBYET pereHepaiy XpAeBbiX OBEpXHOCTel U cycTaBHOM cyMKH. [Ipenynpexnaet
KOMIIPECCHIO COEIUHUTEIbHOW TKAaHU, YBEIMYMBAET MPOAYKIHMIO CHHOBHUAJIBHOM >XKUIKOCTU U
MOBUKHOCTH MOPAKEHHBIX CYCTaBOB, YMEHBIIAET COIMYTCTBYIOIEE BOCIaJIeHUE, 00J€3HEHHOCTD,
cocoOcTByeT cHuxkeHuto notpednoctu B HIIBIL Ilpu nereHepaTHBHBIX M3MEHEHUSX XPSIIEBOM
TKaHU SIBJISETCS CPEJCTBOM 3aMECTUTEIIbHOMN TEPAIIUH.

[onmoxxuTenbHbIN 2(dexT HabMIOmaeTCs y)Ke uepe3 2-3 Helenu mocie Hadajia BBEJACHU S Mpermapara.
TepaneBTuueckuii 23GhekT coxpaHseTcs AIUTENbHOE BpeMs (3-6 MecsIeB) mociie OKOHYaHUsI Kypca
JICUYEHUSI.

OO6nagast CTPYKTypHOW CXOXKECTbIO C TelMapuHOM, IOTEHLIHAIbHO MOXKET MPENSITCTBOBATH
00pa3zoBaHNI0 GUOPUHOBBIX TPOMOOB B CHHOBHAJILHOM U CYOXOHIPATBHOM MHKPOITUPKYJISTOPHOM

pyce.

5.2. ®apmakokuHeTHYeCKHE CBOIICTBA

Abcopbrus
[locne BHYTPUMBINIEYHOTO BBEACHHS MaKCHMallbHas KOHIIEHTpalus mpemapata B miazme (Cmax)

JocTuraeTcst yepe3 1 yac, 3aTeM MOCTENEHHO CHUMXKAeTcsl B TeueHue 2 cyrok. [Ipu omaHokpaTHOM
BHYTpHCYCTaBHOM BBefieHUH B 03¢ 200 Mr Cmax XOHIpOWTHHA Cynb(aTa B Ia3Me HaOII01aeTcs
yepe3 1-2 4 u cocraBisier 52,5-86,9 Hr/miL.

Pacnpenenenue

[Tocrie BHYTPUMBIIIIEYHOTO BBEACHUS XOHAPOUTHHA CyIb(PaT OBICTPO pacrpenensercsa. Yxke depes
30 MMH TOCIle MHBEKIMU OH OOHApYyKMBAeTCi B KPOBU B 3HAUUTEIBHBIX KOHIICHTPALIMSX.
XoHapouTnHa cyiab(aT HaKalIMBAeTCs, IaBHBIM 00pa3oM, B XpSIIEBOH TKaHH CYCTaBOB.
CuHoBuanpHast 000JI0YKa HE SBISIETCS MPEMSATCTBUEM I MPOHUKHOBEHUS Mpernapara B MOJIOCTh
cycraBa. B skcnepuMeHTax moka3aHo, 4TO 4epe3 15 MHH Mociie BHYTPUMBINIEYHONW HWHBEKIHH
XOHJAPOUTHHA Cylb(aT 0OHAPYKHBAETCS B CHHOBHAIBHOM KU IKOCTH, 3aT€M ITPOHUKAET B CYCTaBHOM
xpsm, tae ero Cmax mocruraercs udepe3 48 4. [Ipu BHYTpHCYCTaBHOM BBEIACHUHU HAOIIOIacTCS
yIep)KUBaHHUE XOHIPOUTHHA Cylib(JaTa B TKAHAX CYCTaBa U €0 MOCTEMEHHBIN BBIXO/I B KPOBOTOK.

DJIMMUHAIUSA
Iepuon nonyseiBenenus (T1/2) npu BHYTpHUCYCTaBHOM BBEACHUH COCTABIISET 2,5 U.

6. DOAPMAIEBTUYECKHUE CBOMCTBA
6.1. IlepeuyeHb BcioMOraTeJibHbIX BellleCTB

beH3unoBblii ciupT

Bopa s nabeknuit

0,1 M pactBop Hatpus ruapokcuga wim 0,1 M pacTBOp XJIOPHUCTOBOIOPOJHOM KHUCIIOTHI (IJIs
xoppexkunu pH)
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6.2. HecoBMecTHMOCTEL

I[aHHBII;'I JICKapCTBeHHBIﬁ npemapar HCE CICAYCT CMCOIMBATL C JOPYIUMHU JICKAPCTBCHHBIMU
npenaparamMu, 3a UCKIFOUCHUEM YIIOMAHYTBIX B pas3aciic 6.6.

6.3. Cpok rogHoctu (CpoK XpaHeHwusl)

3 rona

6.4. OcoOble MepbI NPeJOCTOPOKHOCTH NPH XPaHe HUH

XpaHuThb B 3alMIIICHHOM OT CBETAa MECTe MpH Temreparype He Boiie 25 °C.
6.5. Xapakrep u cogep:KkaHHe YIIAKOBKHU

IIo 1 mou 2 mn B amnynsl HedTpanpHoro crekna mapku HC-1, HC-3 unm crexna ¢ kiaccom
conpotusneHus ruapoausy HGA1 (nepBblii rTiApOIUTUYECKUI).

[To 1 nnum 2 M B ammyinsl cBeto3ammTHOro crekina mapku CHC-1 unu YCII-1 nnm cBeTo3anmTHOTO
CTEKITa ¢ KI1accoM conpoTuBieHus ruaponnzy HGAI (mepBbiii THAPOTUTHYECKU ).

Ha xaxxayro ammyny HakJIeMBarOT 3TUKETKY W3 OyMaru JUisl eyaTd TUIOTPpadCKoi, UM MUCYeH, I
DTUKETOYHOM, NI CaMOKJIIESIIeHCs.

[To 5 amnyn mOMEIAIOT B KOHTYPHYIO STYEHKOBYIO YIIAKOBKY W3 TJICHKH IOJWBHWHUIXIOPH THOU
(IIBX) unu u3 mienku nonudtrientepedranatHoit ([I3TD) uam uMnopTHOIA.

1, 2 uau 5 KOHTYPHBIX SYEUKOBBIX YMAKOBOK BMECTE C JIMCTKOM-BKIAJBIIIEM U CKapU(PHKATOPOM
aMIyIbHBIM MOMEUAIOT B aYKy M3 KapTOHA JUIsl HOTPEOUTENBCKON Tapbl, MJIK UMIOPTHOTO.

5 unu 10 ammyn BMecTe € TUCTKOM-BKIAABIIIEM U CKapHU(UKATOPOM aMITYJIbHBIM MOMENAIOT B TAUKy
W3 KapTOHA /ISl TOTPEOUTENBCKON Taphl ¢ TOPPUPOBAHHBIM BKIAIBIIIEM.

[Ipu ynakoBke aMIyi ¢ TOYKOM MJIM KOJIBLIOM H3JI0Ma CKapU(UKAaTOp aMITyJIbHbIN HE BKIAbIBAIOT.

6.6. QOcoOble Mepbl  NPeJOCTOPOKHOCTHM  NPH  YTHIM3ALHHA HCIOJIb30BAHHOT 0
JIEKApPCTBEHHOI0 MpenapaTra Wil 0TX0A0B, MOJYYeHHBIX M0C/Ie MPUMeHe HUS JIe KAPCTBEHHOI0
npenapara, u ipyrue MaAaHUMYJISIIUH ¢ PenapaToM

Oco0bie TpeOOBaHMS OTCYTCTBYIOT.

7. JEP/KATEJIb PETUCTPAHUOHHOI'O YJIOCTOBEPEHUMA

Poccus

000 «IMAME/-papmay

141069, MockoBckast obnacts, T. Koponés, yn Coserckas (IlepBomaiickuii Mxp), 1.31
Tenedon: +7 (499) 707 11 52

OnekrponHas noura: kp@diamed-farma.com

7.1. IlpeacraBureJib Aep:KaTeJisl PperUCTPALMOHHOTO Y/I0CTOBEPeHUsA

[Iperen3uu nmotpeOuTeENe HAPABJIATh IO AAPECY:

Poccus

000 «IMAME-dapmar

141069, MockoBckast obnacts, T. Koponés, yn Coserckas (IlepBomaiickuii Mxp), 1.31
Tenedon: +7 (499) 707 11 52

OnekrponHas noura: kp@diamed-farma.com
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8.  HOMEP PETUCTPALIMOHHOIO YJOCTOBEPEHMsi EHUEATEITEHOCTE 0005)

JITI-Ne(008991)-(PT-RU)

9. KATEI'OrPUsl OTIIY CKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexapcTBEHHBIN MpenapaT OTHOCUTCS K KATETOPUH OTIYCKa MO PELerTYy.

OOmiast xapakrepucTtuka JnekapcTBeHHoro npernapata MYKOCAT noctymHa B eAMHOM peecTpe
3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpPEACTB EBpa3uiicKoro SKOHOMHYECKOTO COK3a M Ha

oQuIIMaTEHOM cainre YIIOJITHOMOYEHHOTO oprasa (oxcnepTHOM OpraHu3aIim)
https//lk.regmed.ru/Register/EAEU SmPC.



