COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 23.04.2024 Ne 8164

(MOCNEOOBATENBHOCTE 0003)

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA
Cynbdacanazun-EH, 500 wmr, TaOneTKkd KHIIEYHOPACTBOPUMBIE, TIOKPHITHIE IUIEHOYHOM

000JI04YKOH

2. KAYECTBEHHBIA U KOJIMYECTBEHHBIA COCTAB
JleiicTByrOIIIEE BEMIECTBO: Cyb(acata3uH.
Kaxmas Tabnerka comepkut 535 Mr cyibdacaiaznHa, TOKPHITOTO MOBUIOHOM, SKBHBAJICHTHO
500 mr cyneacanazuna.

[TonHbIil IEpeYeH BCIIOMOTATEIHHBIX BEIIECTB MIPUBE/EH B pazzaene 6.1.

3. JIEKAPCTBEHHAS ®OPMA
TabneTku KUILIEYHOPACTBOPUMBIE, TTOKPBITHIE TUIEHOYHON 000I0UKOH.
Kpyribie 1BOSKOBBIMYKJIbIE TAOJETKH CO CKOILIEHHBIM KPaeM, MOKPHITHIE MIIEHOYHON 000JI09KOM
OT KEJITOr0 O KOPUYHEBATO-KENTOIO LIBETA C XapAKTEPHBIM 3al1aXOM.
Bun Ha uznome: OT OpaH)KEBOTrO O KOPHUYHEBATO-OPAH)KEBOTO L[BETa IIEpOXOBaTas Macca ¢

IUIEHOYHOM 000JIOYKOM OT JKENITOro A0 KOPpUYIHEBATO-XKCJITOTO LIBCTA.

4. KIMHUYECKHUE JAHHBIE
4.1. lloka3aHusi K NPUMEHEHUIO

IIpemapart CVJ'II)(bacaJ'IaSI/IH-EH MTOKa3aH K IPUMEHEHUIO Y B3POCHBIX U JieTeit B Bo3pacte oT 10 jer

e JSI3BeHHBIN KOJIUT (JIcueHUE 00OCTPEHUH | MOIep KUBAIOIIas Tepanus B (ha3ze pEMHUCCHH).
e bonesns Kpona (nerkue u cpennetsikensie Gopmbl B (haze 000CTpeHHUS).

IIpenapar Cynsdacanazua-EH 1mokaszaH K 1pUMEHEHHUIO YV B3pOCHBIX U A€TEH B Bo3pacTe oT 6 JeT

e PeBmarouaHblii apTpPUT, IOBEHWJIbHBIH PEBMAaTOUIHBIA apTPUT NpH HEAIPPEKTUBHOCTH
HECTEPOUTHBIX TPOTUBOBOCTANIUTEILHBIX TipenapaTos (HIIBIT).
4.2. Pe:xuM 103MPOBAHUS U CIOCO0 MPUMEHEHUs

PexxuM fo3upoBaHus

A3z6ennviil koaum, 6oae3nb Kpona

Bspocnemv: B 1-i1 nens no 500 mr 4 pasa B cyTku, Bo 2-ii aeHb 1o 1 T 4 pa3a B CyTkH, B 3-ii u
nocienyromue AU 1mo 1,5-2r1 4 paza B cytku. [locne nOCTHKEHHS pPEMHCCHM HA3HAYAIOT
noaaepxkuBaronyro 103y no 500 mr 3—4 pasa B CyTKH B TEUEHUE HECKOJIBKHX MECSILIEB.
MaxkcumainbHas CyTouHast 103a JUIsl B3pOCIbIX — & T.

Pesmamouonwvii apmpum
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B3pocasiM: B TeueHue nepBoil HeAenu HazHavaroT o 500 Mr 1 pa3 B CyTKH, B T€UE€HHE BTOPOIl
Hegenu — 1o 500 mr 2 pasa B CyTKH, B TeUeHHE TpeTbel Heaenu — o S00 mr 3 pasza B CyTKH U T. [I.
TepaneBTuueckast 7032 MOXeT cocTaBisATh OT 1,51 mo 31 B cyrku. Kinmnmueckuii sddekr
nosiBiisieTcst mocie 6—10 Henens Tepanuu. Kypce nedenus — 6 mecsiies u 6oree.

eTH
A3zeennviii koaum, 6oae3nb Kpona
Hetsm B Bo3pacte ot 16 g0 18 net: B 1-i1 gens mo 500 mr 4 pa3a B CyTkH, BO 2-i aeHb 110 1 T4 paza
B CYTKH, B 3-l 1 nocnenyomue Aau no 1,5-2 r 4 pasza B cytku. [locne gocTmxeHuss peMuccuu
JIeTssM B Bo3pacte oT 16 mo 18mer w/umm ¢ Maccoil Tenma Oonee 65 Kr Ha3HAYaroT
nojazepxuBaroyro 103y no 500 mr 3—4 paza B CyTKH B TEUEHUE HECKOJIBKUX MECSIIEB.
HetsMm B Boszpacte oT 10 1o 16 net u/unm ¢ maccoit tena ot 35 xr 10 50 kr: mo 500 mr 4 pasa B
cytku. [lognepxuBatomas tepanus aus aereit ot 10 1o 16 net u/unum c Maccoi Tena MeHee 65 kr
HE peKkoMeHyeTcsl. MakcuMasbHasi cyTouHas j103a A aerei B Bo3pacte oT 10 o 16 ner — 2 r.
[penapat Cynbdacanazun-EH nporuBomnokasan aetsiM B Bozpacte a0 10 et u/uinu ¢ Maccoi Tena
MeHee 35 KI' ¢ XpOHHYECKUMH BOCTIAJIMTENbHBIMU 3a00JI€BaHUSIMU KHIIIEUYHNKA (0€30MacHOCTh U
3¢ (HeKTUBHOCTH HE YCTaHOBIIEHBI) (CM. pa3zaen 4.3.).
Pesmamouonwiii apmpum u 106eHUNbHBIN PEBMAMOUOHBLN apMPUm
Hetsim B BozpacTe ot 16 10 18 s1eT: B TeueHue nepsoii Hexenu HazHavyatot o 500 mr 1 pa3 B cyTkH,
B TeueHue BTopoil Hexenu — o 500 mr 2 pasza B CyTKH, B TeUeHHUE TpeTber Heaenu — 1o 500 mr
3 pa3a B CyTkH U T. 1. TepameBThueckas J03a MOXET COCTaBIATh OT 1,5T 70 3T B CyTKH.
Kmmanueckwnii adekt nossusercs nocie 6—10 vepens Tepanun. Kype nedenus — 6 mecsies u
Oonee.
Jetsim B Bo3zpacTe oT 6 110 8 sieT u/unu ¢ maccoit Tena 20—29 kr: 1 tabnerka 2 pa3a B CyTKH.
Jetsim B Bozpacte ot 8 1o 12 net u/unm ¢ maccoit tena 30-39 kr: 1 Tabnetka 2—3 pasza B CyTKH.
Hetsam B Bo3pacte ot 12 1o 16 et w/mmm ¢ Maccoit tena 40-50 kr: 1 Tabnerka 3 paza B CyTKU WU
2 TabyeTKu 2 pa3a B CYTKH.
Jetsm B Bozpacte oT 16 1o 18 et n/mnm ¢ maccoii Tena 6osee 50 kr: 2 TaGieTku 2 pa3a B CyTKH.
MaxkcumManbHas CyTouHast 103a A ieTert coctapiser 2 T i 40—-50 Mr/kr macchl Tena.
[Tpenapar Cynbdacanazun-EH mportuBorokaszan aerssMm B Bo3pacte 10 6 JIET C IOBEHWIBHBIM
PEBMaTOUIHBIM apTpuTOoM (6€301macHOCTh 1 3 (HEKTUBHOCTD HE YCTAHOBJIEHHI) (M. pa3aen 4.3.).

Cnocob npuMeHeHus

Buytps, nocne npuema nuiy. TabneTKy ciieayeT mporiaThiBaTh LETUKOM, 3alIUBasi JOCTATOYHBIM
KOJIMYECTBOM KUIKOCTH.

4.3. [IpoTuBONOKA3aHUSA
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e [umep4yBCTBUTENHHOCTh K Cyhb(acanasuHy, CyiabhOHAMUIAM, CAIUIIIATaM W/WIA K
JT1000MY M3 BCIIOMOTATENbHBIX BEIIECTB, IEPEYHCICHHBIX B paszaene 6.1.

e [lopdupus.

e ['panynouuToneHus.

e Amactuyeckas aHEeMHUS.

e Bpoxnennslii neuut riioko30-6-docdarneruaporenassl (PUCK pa3BUTHS JKEITYXH).

e [leyeHouHas /WK NOYEUHAsl HEIOCTATOUYHOCTb.

e Jlern mmagme 10 et u/umm ¢ Maccoil Tena MeHee 35 Kr ¢ XpOHHYECKHM BOCHATUTEIbHBIM
3a00JIeBaHUEM KHIICUYHHUKA, IETH MIIJIIe 6 JIET C FOBEHWJIbHBIM PEBMAaTOUIHBIM aPTPUTOM
(mns maHHOM JNeKapcTBEHHON (HOPMBI M 103UPOBKH) (3¢ (HEKTUBHOCTH M 0€30MacHOCTh HE
JTOKa3aHEbl).

e  OOCTpYKIHS KUIIEYHUKA W MOYEBBIBOJISIINX ITyTEH.

e [lepuop rpyaHoro BckapmiuBanus (cM. pasaen 4.6.).

4.4. OcoOble yka3aHus U Mepbl NPeI0CTOPOKHOCTH PU NPHUMEHEHUH

Kimmanuecknii 1 OMOXUMHUUYECKHI aHAIN3 KPOBHU

[TonHpli KITMHUYECKUI aHAIU3 KPOBH, BKJIIOUYAs MOJCUET JEHKOLUTApHON (POpMyIIbl, KOJTHYECTBA
SPUTPOLUTOB U TPOMOOIIMTOB, U OMOXMMHUYECKUE MOKa3aTean (PyHKIUHU MEYESHU JOJKHBI OBITH
BBITIOJIHEHBI IEpe] HAadaJlIoM Ipuema cyib(acana3uHa U KaKIyl0 BTOPYIO HEJENI0 B TEUECHHE
TIEPBBIX TPEX MECALEB Tepanuu. B TedeHne CIemyromunX TPeX MECAIeB TaKue Ke J1a0opaTOpHbIE
AHAJIN3bI JIOJDKHBI IPOBOJUTHCS €KEMECSIHO, JTAJIee OJIMH Pa3 B TPU MECSIIa U B COOTBETCTBHUH C
KIIMHUYECKUMU TIOKa3aHUSMHU.

KOHTDOJIB (bVHKIII/II/I IIOYCK

Onenka (yHKIIMY MTOYEK (BKITIOYast OOLINI aHATTN3 MOYH) AOJDKHA TIPOBOIUTHCS Y BCEX MAIMEHTOB
nepe]; HayajoM Tepamnuu M, 1Mo KpaiHeil mepe, €)KEMEeCSYHO B TEUCHHE MEPBBIX TPEX MECSIEB
neuenus. Ilocne 3TOro MOHMTOPUHT CJEAyeT HPOBOAUTH B COOTBETCTBHM C KIMHHYECKUMHU
MOKa3aHUSIMHU.

Cepbe3Hble HEKENATEAbHbIE PEAKLIUU

Hannune KIMHUYECKUX NMPHU3HAKOB, TaKMX Kak OOJb B ropiie, JIMXOpaaKa, OJEeIHOCTh KOKHBIX
MIOKPOBOB, IypIypa HJIHM JKelTyXa, Ha (OHE Tepanuu cylbpacaaasHOM MOXKET yKa3blBaTh Ha
MHEIIOCYIIPECCHIO, TE€MOJIM3 WJIM TeNaTOTOKCHYHOCTh. Crenyer MNpeKpaTHTh JIeUeHUe
cynb(acanazuHOM 10 MOJY4YEHHUs] Pe3yJIbTaToOB aHAIN30B KPOBH (CM. moapaszaen «BiusHue Ha
pe3ynbTaThl Ta0OPATOPHBIX HUCCIEIOBAHHIN).

Cynbdacana3suH pPEeKOMEHIOBAaHO C OCTOPOXXHOCTBIO Ha3HAyaTh MHAlMEHTaM C CHCTEMHBIMH

(bOpMaMI/I IOBCHWJIBHOI'O  pE€BMATOUAHOIO0  apTpuTa, T.K. CYIIECTBYET PHUCK PA3BUTHUA
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HEeXXeJaTeabHbIX 3(PQEeKTOB, B T.4. CHIBOPOTOYHOW Oo0Jie3HM (JIMXOpajka, TOLIHOTAa, PBOTA,
roJI0BHas 00J1b, KOXKHAsI ChIllb U HapyLIeHHE (PYHKIUH [TEYESHHN).

Ha ¢one npumenenus npenapara Cynbsdacanasua-EH Obumn 3aperucTpupoBaHbl yrpoXKarouue
JKU3HU KOKHbIE peakiuu: cuaapoM CtuseHca-/[xoncona (CCJ) u Tokcudeckuil snuaepMaibHbINA
Hekpomms (TOH).

[TareHTHl JOKHBI OBITH TPEAYNPEkKACHB O KIMHUYECKHX IPOSBICHUSX W CHUMITOMAaxX H
JOJDKHBI BHHMATENBHO CIIEAWTH 32 Pa3BUTHEM KOXKHBIX peakuuii. Hambosee BbICOKHMI pHCK
passutust CC/] u TOH B TeueHue nepBbIX HEAEIb JICUEHUS.

IIpu mnosBIeHWM KIMHUYECKUX TposeieHnid wim cumnTomoB CCJ w TOH (mampumep,
IIPOrPECCUPYIONIAsi KOKHAS ChIIIb YAaCTO C BOJABIPSMU WU C MIOPAXKEHUEM CIIM3HCTON 000I0UKH)
clleyeT NpeKpaTUTh jeueHue npenaparom Cynbdacanazun-EH.

Jlyamme pesynbratel jJedeHuss CCI u TOH nocruraroTcst mpu paHHEW JUArHOCTHKE U
HEMEIJICHHOM NPEKPALeHUH IPUMEHEHUS JII000Tr0 MOJ03pUTENBHOrO Npenapara. PanHsas oTMeHa
npernapara CBsi3aHa C JYYIIUM IPOTHO30M.

Ecmu y mammenTta npu npumenennu npemnapara Cynbshacanasua-EH passwmcs CCI mmm TOH,
BO300HOBJIATH TEPANUIO CyNb(hacamasuHOM y JJaHHOTO MallueHTa HEeb3sl.

Bawsaue Ha pe3yabTaThl J'Ia6ODaTODHBIX HCCIICIOBAHNMI

VY manueHToB MpH BO3IEHCTBUH CyJb(acaia3uHa WId ero MeTaboInTOB (MecalaMiuH/Mecala3rH)
ObUIO MOJY4EHO HECKOJIBKO COOOLICHHH O BO3MOXKHOM JIOKHOIOJIOXKUTEIIBHOM pe3ysbTaTe
aHajIM3a MpU ONpe/eIeHuH HopMeTaHe(puHa B MOYE METOJOM XHJIKOCTHOW Xpomarorpagui.
Cynb(acana3sud wid ero MeTaOoJUThl MOTYT BJIMSTH Ha MOIJIOIIEHUE YAbTPadUOIeTOBOrO
U3Iy4YeHHs, OCOOEHHO mpu uMHE BOJHBI 340 HM, a Takke Ha pe3ylabTaTbl HEKOTOPHIX
7a00paTOPHBIX AHAJIM30B MPH HUCHOJb30BAHUU JIUTHIPOHUKOTHUHAMUAAICHUHIMHYKICOTH A
(HAJIH) wnu nuruaponukoTuHaMunaaeHuHanHykineotua-pochara (HAJIDPH) nns uzmepenus
HOTJIONICHUS.  YNIBTPa(UOJIETOBOTO H3Iy4eHUST NpU ATOW JUIMHE BONHBI. [IpuMepbl Takux
oOcieIoBaHU MOT'YT BKJIIOYaTh: OIPEAEICHHE CBHIBOPOTOUYHBIX KOHLIEHTPALUH MOYEBHHBI,
ammuaka, jakrataeruaporenassl (JIAI), a-rugpoxcudyTupara qeruaporenassl ¥ TI0Ko36l. [Ipu
NpUMEHEHUH Cyib(acanazyHa B BBICOKMX /103X BO3MOXKHO H3MEHEHHE pe3ylbTaToOB
oIpeJesIeHus CBIBOPOTOYHOM AKTUBHOCTH aTaHMHAMHUHOTpaHChepas3bl (AJIT),
acmiapTaTaMHHOTpaHC(epasbl (ACT), KpEaTHHKHHA3bI-MBIIIII/MO3Ta (KK-MB),
TIIyTaMaTAETHIPOr€Ha3bl MM CHIBOPOTOYHOM KOHIEHTPAIMK THPOKCHHA. [[pOKOHCYIBTHpYHTECH
C COTPYOHHMKAMH JHAarHOCTHYECKOH 11abopaTOpvH OTHOCUTENIBHO HCIONIb3yeMON METOAUKH
npoBeJeHHs 1abopaTopHbIX aHanu30B. CienyeT co0Jt01aTh OCTOPOKHOCTD ITPH MHTEPIPETALIMH
TUX Pe3yldbTaTOB Yy NAIMEHTOB, NPUHUMAIOIIKX CyibgacanazuH. Pe3ympTaThl cnemyer

HHTCPIIPETUPOBATL B COUYCTAHUHN C KIIMHUYCCKUMU JaHHBIMU.
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4.5. B3ammopeiicTBue ¢ JAPYIrHMH JIEKAPCTBEHHBIMHM MpenapaTamMu W [Jpyrue BHJbI
B3aHMOJCCTBHUS

Cynb(acana3sud yMeHbLIaeT BcacblBaHNUE (OJIUEBON KUCIOTHI U IUTOKCHHA.

VYcwiuBaer JeHCTBHE aHTHKOAryJISIHTOB, IPOTUBOSIMICITUYECKUX W TUIOTIMKEMHYECKUX
CPEZCTB [UIs IpHeMa BHYTPb, a TaKXKe M0O0YHbIE 3()(HEKTH IUTOCTATHKOB, UMMYHOICIIPECCAHTOB,
renaTo- U HePOTOKCUYHBIX CPEJICTB.

JlexapcTBeHHBIE CPEJICTBA, YrHETAIOIINE KOCTHOMO3TOBOE KPOBETBOPEHHUE, YBEIMUYMUBAIOT PUCK
Pa3BUTHSI MUEJIOCYIIPECCUH.

AHTHOMOTHKHN, B CBSI3W C YTHETAIONIMM JEHCTBHEM Ha KUIICYHYIO (JI0py, YMEHBIIAIOT
3¢ GeKTUBHOCTH Cynb(acanaa3iHa NPy S3BEHHOM KOJIUTE.

4.6. ®epTUIBHOCTD, 0€PEMEHHOCTH U JIAKTALUS

bepemeHHOCTD

Bo Bpems Gepemennoctu mpumenenue npenapata Cynbgacanazua-EH BO3MOXHO TOJIBKO 1O
CTPOTMM TOKa3aHMSAM W B MHUHUMaNbHON 3¢ dekTuBHON n03e. Ecnu mo3Bonser TeueHue
3aboneBanus, To B Il Tpumectpe GepemenHocTu nmpumenenue npenapara Cynbgacanazun-EH
ClIeZyeT NMPEeKpaTuTh (Cyb(acana3suH BEITECHIET OMIIMPYOUH U3 CBSI3U ¢ O€JIKaMU I1a3Mbl KPOBH,
TEM CcaMbIM, YBEJIWYHMBAs PUCK pPa3BUTHUS SAEPHOM JKEATYXH U TUNEPOUIUPYOMHEMHH Y
HOBOPOXIEHHBIX — TOKCHYECKOE IOpaX€HHE HEPBHBIX IIEHTPOB TOJOBHOIO Mo3ra). Y
HOBOPOXJEHHBIX C JACPUUUTOM TJIHOK030-6-pocdaTaeruiporeHassl BO3MOXKHO pa3BUTHE
TreMOJIMTUYECKON aHEMHUU.

Jlakranus

Cynbdacana3u B HOpME BBIJIENISETCS B MATEPUHCKOE MOJIOKO B OUY€Hb HEOOIBIIIOM KOJMYECTBE,
Y HEIOHOIIIEHHBIX HOBOPOKICHHBIX U Y JAETEW TPYMIIbI MOBBIILIEHHOTO PUCKA YBEIIMYNBAETCS PUCK
pa3BuTHus sjepHOU kenTyxu. KoHmeHTparmusi ke cyinbdanupuauHa B MaTEPUHCKOM MOJIOKE
cocraisieT 40 % OT KOHUEHTPALIUU B IJIa3Me MaTEPH.

[Tpu HeoOxoaumocTu mpuMeHeHus ipernapara Cynbdacanasuaa-EH B mepron makranuu cieayeT
PEUIUTH BOMPOC O MPEKPAILEHUHU TPYIHOTO BCKApMIITUBAHUS.

4.7. BansiHue HA CHOCOOHOCTH YNPABJSTH TPAHCIOPTHBLIMH CpPeACTBAMH W PadoTaTh ¢
MeXaHUu3MaMH

Heo0xoanmo cobmogaTb OCTOPOKHOCTD MIPU YTIPABIEHUH TPAHCIIOPTHBIMU CPECTBAMU U padoTe
CO CIOXHBIMA TEXHUYECKHMMH YCTPOMCTBAMH B CBSI3M C BO3MOYKHOCTHIO BO3HMKHOBEHHS
TOJIOBOKPYKEHHUS.

4.8. HexkenaTeJbHbIE Peakun

Pesrome npodmiist 0€3011acCHOCTH
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HesxxenarenbHble peakuy CBS3aHbI CO CTETEHBIO MIIA3MEHHOM KOHIICHTPAIUK Cyb(anupuanHa,
0COOEHHO y JIOeH ¢ MEUICHHBIM aleTWiIupoBaHHeM. Yarie HexenaTeabHbIe pPeaKIuH
HaOIIOIAI0TCS y TALIMEHTOB ¢ PEBMATOMIHBIM apTPUTOM.

PesroMe HexeNnaTeabHbIX PeaKIni

Hapywenus co cmopoHbl Kposu u aum@amudecKou cucmemvl. MaKPOIHTO3, JEHKONEeHHS,
HEHTPOTICHNS, MeTaI00IacTHAS aHEMHUs, TEMOJUTHYECKAsT aHEMUs, TEMOJMTHYECKasT aHEMUS C
o0Opa3oBaHHEM TeJen [efinma-Dpnuxa, METTEeMOTIIO0MHEMHS, arpaHyJIoOIHTO3,
TPOMOOIIUTOIIEHUS, aTTaCTUYECKasi aHeMUsl, TUTIONTPOTPOMOUHEMUSI.

Hapywenus co cmoponbt uMMyHHOU cucmeMmbl: TeHEPATN30BaHHAasI KOXKHAs! ChIIlb, KPAIMBHUIIA,
JpuTEMa, KOXHBIA 3yA, S3KC(OIMATUBHBIM aepMmaTutT, (oToceHCHOMIM3aUs, JIUXOpaaKa,
auMQoaZeHonaTs, ChIBOPOTOUYHAs OO0JIe3Hb, MEPUOPOUTANIbHAS OTEYHOCTb, 303WHO(UIUS,
Y3€JIKOBBIN MEPUAPTEPUUT, aHA(DUITAKTUIECKUH LIOK.

Tcuxuyeckue napyuienus. TaJUTIOLMHALINY, HApYIICHUE CHA, JICTIPECCHSI.

Hapywenus co cmoponsi HepeHoll cucmemyl: TOJIOBHasI 0011k, Iepudepryeckas MoJIuHeHponarTus,
BEPTHUT0, TOJIOBOKPY)KEHHUE, CYIOPOTH, aTAKCHsI, aCETITHUECKII MECHUHTHUT.

Hapywenus co cmoponvl opeana ciyxa u 1a6upunHma: IIyM B yIIax.

Hapywenus co cmopoHbl OblXxamenvbHOU Cucmembvl, OpeaHo8 2pyoHoU KIemKu U cpedoCmeHUs.:
OJIBIIIIKA, KaIllellb, HHTEPCTUIIMANBHBIN THEBMOHUT, (PHOPO3UPYIOMINH allbBEOJIUT, HHPHUIBTPATHI
B JIETOYHOW TKaHH.

Kenyoouno-kuueunvle HapyuwieHus. TOIHOTA, PBOTA, TUapes, CHIKCHHE allleTUTa, TAaHKPEaTHT,
CTOMATHT, O0JIb B )KUBOTE, JIEKAPCTBEHHBIN I'eMaTuT.

Hapywenus co cmopomnvi Kodtcu u nooKOMCHbIX MKaHeu: TKENble KOXKHbIE HeXelaTelbHbIe
peakium: coo1anock 00 oueHb penkux ciayyasx pazsutus CCIA u TOH.

Hapywenus co cmoponbl nouek u MOYeblgo0Awux nymei: TPOTCHHYPHs, TeMaTypus,
KPHUCTAILTYpHsl, HEPPOTUIECKUN CHHIPOM.

Hapywenus co cmoponsl penpoOyKmugHol CUCMeMbl U MOJOYHLIX Jicese3: TIPEXOIsIne
OJIUTOCTIEpPMUS B OECIUTONE.

Jlabopamopuvie u  uHcmpymenmanvbHvle OaHHble: TUNEPOMINPYOWHEMHs, IOBBIILICHHUE
AKTUBHOCTH IEJIOYHOH (ochaTasbl, «IIEYCHOYHBIX» TPAHCAMHUHA3 B TUIa3ME KPOBH.

Obwue wnapywenus u peakyuu 6 mecme 66e0eHus. TUIEPTEPMHs, NAPOTUT, BO3MOXKHO
OKpAaIlIMBaHUE MOYH, KOKH UIIM MATKAX KOHTaKTHBIX JIMH3 B JKEITO-OPAH)KEBBIH 1[BET.

C006H.ICHI/IC 0 TOA03PEBACMBIX HECXKCIATCIBbHBIX PCAKITHAX

Baxxno coobmare 0 MOA03pEBAacMbIX HEXKENaTeNbHBIX pEaKIUsIX IOCIe PEerucTpaluu
JIEKapCTBEHHOTO Ipernapara C Leibio 00ecnedeHusl HeMpepbIBHOIO MOHUTOPUHIA COOTHOILIEHUS

«I10JIb3a — PHUCK» JICKAPCTBCHHOI'O IIpCriapara. MGI[I/II_II/IHCKI/IM pa6OTHI/IKaM PEKOMCHAYCTCA
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coo01aTh O JHOOBIX MOJ03PEBAEMBIX HEXKEJIATENIbHBIX pPeaKUUsX JIEKapCTBEHHOIO MpemnapaTa
yepe3 HallMOHAIbHBIE CUCTEMBbl COOOILEHHS O HEXKENATENbHBIX PEAKIMIX TOCYIapCTB — YIEHOB
EBpasuiickoro s5KoHOMH4ECKOIo CO03a.

Poccuiickas @edepayus

109012, r. Mocksa, CnaBstHckast 1., . 4, ctp. 1

®denepanpHas ciryx0a 1Mo Haa30py B chepe 3apaBOOXpaHECHUS

Temn.: +7 (800) 550 99 03

Anpec 311, moutsl: pharm@roszdravnadzor.gov.ru

Beo6-caiiT: https://roszdravnadzor.gov.ru

Pecnybnuxa Berapyco

220037, r. Munck, ToBapuieckuit niep., 1. 2a

Pecniyonukanckoe  yHutapHoe mnpenanpustue «LleHTp aKkcmepTM3 W HCOBITaHUH B
3/IpaBOOXPaHEHUN

Tenedon otnena hapmakonanzopa: + 375 (17) 242 00 29

®axc: + 375 (17) 242 00 29

Anpec 311 moutsl: repl@rceth.by, rceth@rceth.by

Be6-caiit: www.rceth.by

Pecnybnuxa Kazaxcman

010000, r. Actana, paiton batikonsip, yi. A. manosa, 1. 13, BI| «Hypcaynet 2»

PI'TI na IIXB «HaruoHansHBIN IIEHTP DKCIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB M MEIUIIMHCKUX
u3nenuiny Komurera MeOUIMHCKOrO M (apMaleBTHUECKOTO KOHTpOJIs MuUHUCTEpPCTBa
3apaBooxpaHeHus Pecriyonuku Kazaxcran

Ten.: +7 7172235135

Anpec a1. mourtsl: farm@dari.kz

Be6-caiit: www.ndda.kz

4.9. Ilepeno3upoBka

CUMIITOMBI

TomHOTa, pBOTA, OOJIH B )KUBOTE, TOJIOBOKpYXeHHE. [[py MpUMEHEHNN 049€Hb BHICOKHX 103 MOTYT
UMETh MECTO: aHypHus, KPUCTAJUTypHus, TE€MaTypusi, CHMIITOMBI TOKCHYECKOTO TTOPaKCHHS
[IEHTPAIBHON HEPBHOW CUCTEMBI (CYIOPOTH).

Jleuenue

Cumnromaruueckoe. Heo6xoauMo crpoBOLMpPOBAaTH PBOTY, MPOMBITH KEIYAOK M KHIIEYHHK,
NPOBECTH OIIEIaYMBaHUE MOYH, (OpPCHUpPOBaHHBIN auype3. llpu aHypum W/uWian MOYEHHOM

HEAOCTATOYHOCTH CJICAYCT OIPpaHUYIUTDb HOTpe6J'IeHI/Ie KHUIKOCTHU U IJICKTPOJINUTOB.
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5. ®APMAKOJIOTMYECKUE CBOMCTBA
5.1. ®apmakoanHaMHYeCKHE CBOIiCTBA
dapmakoTepaneBTHUECKas rpymnmna: MIPOTUBOUAPEIHBIE, KHLIEYHbIE
MIPOTUBOBOCHAIUTEIbHBIE/ TPOTHBOMUKPOOHBIE CPEJCTBA; KHUIIEYHBIE MPOTHBOBOCHAIUTEIbHEIC
CPEICTBa; aMUHOCAIMIIMIIOBAs KMCIIOTA U NTOI00HBIE CPEICTBA
Koxg ATX: AO7ECO1

MexaHusM aencteus U hapmakoauHaMuueckue 3G deKTol

CynbbacanasuH W30MpaTeNbHO HAKAIUIMBACTCSA B COCAMHHUTEIBHON TKAHW KHIICYHUKA C
BBICBOOOKICHUEM 5-aMUHOCATHUITUIOBOM KHUCJIOTHI (5-ACK), oOJaaromie
MPOTHUBOBOCTIATUTEILHON aKTHBHOCTBIO, U CYJIb(panmupuanHa, 00J1aqaromero MpoTHBOMUKPOOHOH
0aKTepHOCTaTHUECKON aKTUBHOCTHIO B OTHOIIEHUH JAUIUIOKOKKOB, CTPENTOKOKKOB, TOHOKOKKOB,
KHUILIEYHOM MaJIOYKH.

5.2. ®apMakoknHeTHYECKHE CBOIiCTBA

AOcopOrus

Oxouo 30 % cynbacanasuHa B KUIIEYHOPACTBOPUMBIX TaOIeTKax abCOpOUPYIOTCS U3 TOHKOTO
KHMILIEYHUKA, ocTalbHble 70 % mOJBepraroTcsl pacUICIICHHIO MHUKPO(IOpOH KHUIIEYHHKA C
oOpaszoBanueM cyibdpanupuanna u 5-ACK, 60-80 % u 25 % cooTBETCTBEHHO.

Pacnopenenenue

Cynbdacana3uH JOCTUraeT MaKCHUMAaJIbHOW KOHIIGHTpPAIMM B IUIa3Me KpoBU yepe3 3—12 yacos
1ocJe IprueMa KHIIeYHOPACTBOPUMBIX TaOJIETOK.

CBs13b ¢ OenkaMu TU1a3Mbl KpoBU cylbdacanazuna — 99 %, cynsdanupuanna — 50 %, 5-ACK —
43 %.

BI/IOTDaHCCbODMaIH/ISI W 3JIMMHUHANWA

Cynpdanupuaue moaBepraeTcs MeTabomu3My B MEUEHH IyTeM THAPOKCHINPOBAHHUSA C
o0OpazoBaHMEM HEAaKTHBHBIX MeTaboimutoB, S5-ACK — myrem anerunuposanus. Ilepmon
TOJTYBBIBEICHHS CyibdacanazuHa — 5—10 gacos, cynbdamupunnaa — 6—14 gacos, 5-ACK — 0,6—
1,4 wacoB. BeiBogutcst uepes kumednuk S % cynbdanupununa u 67 % 5-ACK, noukamu — 75—

91 % BcocaBmerocs cynbdacanazuna (B TeUCHUE 3 THEH).

6. ®APMAIEBTUYECKHE CBOMCTBA
6.1. Ilepeyenn BcioMoraTeJbHbIX BelIeCTB
Anpo
Kpaxman npexxenaTMHU3UPOBAHHBIH
Maruus cteapat

Kpemuust tuokcu KOJIIOUIHBIN, 0€3BOTHBIHA
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O0o1ouka

Turana nuokcun (E171)

Kpacurens xxenesa okcup sxentsiid (E172)

Tanbk

TpusTunurpar

Maxporon-6000

Kapmennoza narpust

MeTakpuaoBO# KUCIOTHI B dTHIIaKpuiiaTa conoaumep (1 : 1)*

* cyXoe BEIIeCTBO

6.2. HecoBMecTHMOCTD

Henpumenumo.

6.3. Cpok roanocTu (CpOK XpaHeHHs)

5 ner.

6.4. OcoObie Mepbl MPETOCTOPOKHOCTH MPU XPAHEHUH

XpaHuTh Tipu TeMiiepaTtype He Bbiiie 25 °C, B OpUruHaIbLHOM OJHCTepe.

6.5. Xapakrep u coaep:kaHue NePBUYHON YIIAKOBKH

I[To 10 TabneTok B 6mmuctepe u3 [IBX/donsru anroMHHIEBON.

ITo 5 6mucTepoB BMECTE € JIMCTKOM-BKJIAIBIIIEM TOMEIIAIOT B TAYKy KAPTOHHYIO.
6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TPU YHMUTOKEHHMH  MCIOJH30BAHHOIO
JIeKAPpCTBEHHOI0  mpenapata WIM  OTXO0A0B, IMOJYYEHHBIX MOCJe TpPUMeHEeHHs
JIEKAapCTBEHHOTI'0 Npenapara, i Apyrue MaHUNyJIsi MM ¢ PenapaToM

Oco0bie TpeOOBaHUS OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAIIUMOHHOI'O YIOCTOBEPEHUSA
CrnoBenust
AO «KPKA, n.1., HoBo mecto», [lImapsemika necta 6, 8501 HoBo mecto
Ten.: +386 7331 21 11
dakc: +386 7 332 15 37
Anpec s11. moutsl: info@krka.biz
7.1. llpencraBuTenb AepKaTessi perucTPALHOHHOTO Y10CTOBEPEeHUs!

IIperensun norpeduTelel HAOPABIATH 10 AAPECY:

Poccutickas @edepayus
000 «KPKA-PYC»
143500, MockoBckas o6., T. Uctpa, yn. MockogBckas, 1. 50

Ten.: +7 (495) 994 70 70
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dakc: +7 (495) 994 70 78

Anpec an. nouthr: krka-rus@krka.biz

Beb-caiit: www .krka.biz

Pecnybnuxa benapyco

[IpencraButenscTBo AkmmoHepHoro obmiectBa «KRKA, tovarna zdravil, d.d., Novo mesto»
(Pecniyonuka CrnoBenusi) B Pecniy6nuke benmapych

220114, r. Munck, yn. ®unmMonoBa, a. 2517, opuc 315

Ten.: 8 740 740 9230

Daxkc: 8 740 740 9230

Anpec s11. moutsl: info.by@krka.biz

Be6-caiiT: www.krka.by

Pecnybnuxa Kasaxcman

TOO «KPKA Kaszaxcran»

050040, r. Anmmatsl, Mukpopaiion KOKTEM-1, mom 15A, oduc 601
Ten.: +7(727) 311 08 09

Anpec 1. moutsl: info.kz@krka.biz

Beo6-caiit: www.krka.biz

8. HOMEP PETMCTPALIMOHHOI'O YIOCTOBEPEHHSA
JITI-Ne(001373)-(PT-RU)

9. JTATA NEPBUYHOM PETUCTPALIMH (IIOJATBEPXKJIEHUS PETUCTPAIIUMA,
HEPEPEI'ICTPALINN)

Jara nepBoii peructpanuu: 2 HosiOps 2022 r.
10. JATA TIEPECMOTPA TEKCTA
OOmiass  xapakTtepucTuka JekapcTBeHHoro mnpemnapara Cynbdacanasun-EH pocrynmna Ha

UHPOPMAIIMOHHOM TOpTaiie EBpa3sMiCKOro HSKOHOMHYECKOTO COr03a B HH(DOPMAIMOHHO-

KOMMYHHUKaMoHHOU ceTu « THTepHEeT» https://eec.eaeunion.org.

10



