OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOTI'O IIPEITAPATA
Cynbsdacanazua-EH, 500 w™r, Ta0neTKH KHUIIEYHOPACTBOPHMBIC, TOKPBITHIE IIJICHOYHOU

000JI0YKOH

2. KAYECTBEHHBIN U KOJTMYECTBEHHBIA COCTAB
JeiicTByroliee BemecTBO: Cybdacana3uH.
Kaxxnas Tabnerka comepxut 535 mr cynbdacanasuHa, MOKPHITOTO MOBUIOHOM, YKBHBAJICHTHO
500 mr cynbdacana3zuna.

[TonHbIN IEpevYeHb BCIOMOTATEIBHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JJEKAPCTBEHHAS ®OPMA
TabneTKu, KHIIICYHOPACTBOPUMBIC, TTOKPHITHIC TUICHOYHOH 000JI0UKOM.
Kpyribie TBOSIKOBBITYKIIbIC TAOJIETKH CO CKOIICHHBIM KpPaeM, MOKPBITHIC TNICHOYHOH 000JI0UKOH
OT JKEJITOr0 10 KOPUYHEBATO-KEITOTO 1IBETA C XapAKTEPHBIM 3aI1axOM.
Bua Ha wu3iome: OT OpaHXKEBOTO 0 KOPUYHEBATO-OPAHKEBOI'O IIBETA ILIEPOXOBaTas macca ¢

IICHOYHOI 00O0JIOUYKOM OT JKEJITOTO A0 KOPpUYHEBATO-KCJITOTO LIBCTA.

4. KIIMHUYECKHUE JAHHBIE
4.1. IToka3aHus1 K IPUMEHECHHUIO

[Ipenapar Cynbdacanazunu-EH mokasaH Kk IpUMEHEHUIO V B3POCIIBIX U JIeTer B Bo3pacte ot 10 et

e SI3BeHHBIN KOJIUT (JIeueHHEe 0OOCTPEHUH U MOJIEPKUBAIOIas Tepanus B pa3ze peMUCCHH).
e bonesnp Kpona (nerkue u cpegnersikensie GopMbl B pa3e 000CTpeHHUs ).

[Ipenapar Cviasdacanasua-EH mokasaH K IpHMMEHEHUIO V B3POCIBIX U JIETEH B BO3PACTE OT 6 JIET

e PeBmaTtougHbI apTPUT, IOBEHWIbHBIH PEBMATOMAHBIA apTpUT Npu HEIDPEKTUBHOCTU
HECTEPOMIHBIX TPOTUBOBOCIIATUTENbHBIX NpenaparoB (HIIBII).
4.2. Pe:xuM 103UPOBAHUS M CIIOCO0 NPUMEHEHUA

Pexum go3upoBaHus

A3zeennvlii konum, 6onesnv Kpona

B3pocnemv: B 1-i1 1enp o 500 mr 4 pasa B CyTKH, BO 2-i JieHb 110 | r 4 pa3a B CyTKH, B 3-U 1
nocneayromue AU 1o 1,5-2T 4 pasza B cytku. [lociie MOCTHIKEHUS PEMHCCHHM Ha3HAYaIOT
noaaepKuBarolryto 103y no 500 mr 3-4 pa3a B CyTKM B TEUEHHE HECKOIBKUX MECSLIEB.
MaxkcumanbHast CyTO4Has 1032 JUIs B3pOCIBIX — 8 T.

Peemamouonwiii apmpum



B3pocnbim: B Teuenue nepoit Heaenu HazHadaroT 1o S00 mr 1 pa3 B CyTKH, B T€UEHUE BTOPOIl
Henenu — o 500 mr 2 pa3a B CyTKH, B TeueHUE TpeTbei Heaenu —no 500 mr 3 paza B CyTKU U T. 1.
TepaneBTuyeckas 7032 MOXeT cocTaBiaTrh oT 1,51 mo 31 B cyrku. Kimnuueckuit sddexr
nosiBisieTcs nocie 6-10 nenens Tepanun. Kypce nedenus — 6 Mecsies u ooJiee.

eTu
A3zeennviii konum, bonesnv Kpona
Hetsim B Bo3pacte oT 16 o 18 net: B 1-it mens mo 500 mr 4 pa3a B CyTKH, BO 2-i IeHb 110 1 T 4 pasa
B CyTKH, B 3-i U mocienyromue 84 no 1,5-2 v 4 pasza B cytku. [locie mocTmkeHus peMuccuu
neTssM B Bo3pacte oT 16 go 18 mer w/mmm ¢ maccod Tena Oonee 65 KT Ha3HAYaKOT
nojaaepkuBarolryto 103y no 500 mr 3-4 pa3a B CyTKH B T€UEHHE HECKOIBKUX MECSLIEB.
Hetsim B Bo3pacte ot 10 1o 16 et u/unmm ¢ maccoit Tena ot 35 xr g0 50 kr: mo 500 mr 4 pasa B
cytku. [lognepxuBarommas Tepanus Aias 1eTeid 10 16 et u/unu ¢ Maccoil Tesa MeHee 65 Kr He
pekoMeHnayercsa. MakcuManbHas CyToyHas 7103a 11 aereil B Bozpacrte ot 10 1o 16 et — 2 1.
[Tpenapat Cynbsacanazun-EH npotuBonokasan aetsm B Bozpacte a0 10 jet u/unm ¢ Maccoi Tena
MeHee 35 KI' ¢ XpOHUYECKMMHU BOCHAIMTEIbHBIMU 3a00JI€BaHUSAMU KHUILIEYHHUKA (0€30MacHOCTh U
3¢ GEKTUBHOCTH HE YCTaHOBJICHBI) (CM. pasaen 4.3.).
Pesmamouonwiti apmpum u 108eHUNbHBIN PeBMaAMOUOHbBLL APMPUM
Jetsim B Bo3pacte oT 16 1o 18 ner: B TeueHue nepBoit Heaenu HazHavaroT 1o 500 mr 1 pas B cyTKH,
B Te€4eHUEe BTOpoil Henenu — 1o 500 mr 2 pas3a B CyTKH, B TeueHUE TpeTbel Hepenu — 1o 500 mr 3
paza B CyTKM MU T. A. TepaneBTuueckas 1032 MOMKET COCTaBIATh OT 1,5T 1m0 3T B CyTKH.
Knuanueckuii s ekt nossusercs nocie 6-10 Henens Tepanuu. Kypc nedenus — 6 MecsieB u
Oounee.
Jletsim B Bo3pacte ot 6 70 8 et u/mm ¢ Maccoit tena 20-29 kr: 1 Tabnerka 2 pa3a B CyTKH.
Jetsm B Bo3pacte ot 8 10 12 net u/unm ¢ maccoii tena 30-39 kr: 1 TaGnerka 2-3 pa3a B CyTKH.
Jletsm B Bo3zpacte oT 12 1o 16 net u/unu ¢ maccoit tena 40-50 kr: 1 Tabnerka 3 paza B CyTKH WM
2 TabneTku 2 pasza B CyTKH.
Hetsm B Bo3pacte ot 16 o 18 et u/mmum ¢ maccoii Tena 6omee 50 kr: 2 TabneTku 2 pa3a B CyTKH.
MakcumanbHast CyTouHast 103a Julst aeteit coctapisieT 2 T unu 40-50 Mr/kr maccel Tena.
[Tpenapar Cynb¢acanazun-EH npoTuBomokasan JeTsiM B Bo3pacTe A0 6 JeT ¢ IOBEHWJIbHBIM
PEBMATOMIHBIM apTpUTOM (0€30MaCHOCTh M A3PPEKTUBHOCTD HE YCTAaHOBJIEHBI) (CM. paszen 4.3.).

Crrocob nmpruMeHeHus

BHyTpL, IMOCJIC ITprUEMa IMUIIH. Ta6.HCTKy CJICOAYCT MPOTJIaTbIBATh LICJIMKOM, 3allUBast JOCTATOYHBIM
KOJIMYCCTBOM KHAKOCTH.

4.3. IlpoTUBONOKA3AHHS



e ['umepuyBCTBUTENBHOCTh K Cyib(acanazuHy, Cylb(hoHaMHUIAM, CaluIiiiaTaM H/WIN K
1r000My U3 BCIIOMOTATEIbHBIX BELIECTB, IEPEUNCIICHHBIX B pa3nene 6.1.

e Tlopdupus.

e ['paHyJOIHUTONEHHUS.

e Amnnactuueckas aHeMHUs.

e BpoxaeHHbIH AehUIIUT TIII0K030-6-pocharaernaporeHassbl (pUCK pa3BUTHS KEITYXH).

e [ledeHnoyHas u/wiM nmoyeyHasi HEJOCTATOYHOCTb.

e Jletu muaamie 10 net u/unm ¢ Maccoii Tena MeHee 35 KI' ¢ XpOHHYECKUM BOCTIATIUTEIbHBIM
3a00JIeBaHNEM KHIIICUHUKA, JETH MIIaJIIe 6 JIET C FOBEHIJIHBIM PEBMATOUTHBIM aPTPUTOM
(m1st maHHOM JiekapcTBeHHOW (HOpPMBI U 103UPOBKH) (3 (HEKTUBHOCTH U 0€30MaCHOCTh HE
JIOKa3aHbl).

e  OO6CTpyKUHMS KUIIEYHUKA UM MOUYEBBIBOASALIMX Iy TEH.

e [lepuox rpyanHoro BckapmiimBaHus (cM. pasnen 4.6.).

4.4. OcoOble ykazaHMsl M1 MepPbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

Kinuanueckuii 1 OMOXMMHUYECKUN aHAJIN3 KPOBU

[TonHbIi KIMHUYECKUI aHATN3 KPOBH, BKIIIOUYAs MOJCUET JICUKOUUTAPHON (OPMYIIbI, KOJTHMUECTBA
SPUTPOIUTOB U TPOMOOITUTOB, 1 OMOXUMHUYECKUE MOKa3aTean (GyHKIIUU MEUYEHU JOJDKHBI OBITh
BBITIOJIHEHBI TIEpE/l HayajioM IpueMa cyibdacana3uHa U KKyl BTOPYIO HENENI0 B TEUEHUE
MEPBBIX TPEX MECSIEB Tepanuu. B TeueHue cleayrommx Tpex MecsIeB Takue ke 1abopaTopHbIe
aHaJIU3bl JOJKHBI IPOBOJUTHCS €KEMECSUHO, Jallee OJJMH pa3 B TPU MeCslla U B COOTBETCTBUU C
KIMHUYECKUMU MOKA3aHUSIMU.

KOHTD OJIb CbVHKHI/II/I IIOYCK

OI_ICHKa q)yHKI_II/II/I IMOYCK (BKJ'II-OLIaH O6H.IPII>1 aHaJIn3 MO‘II/I) AOJIKHA TPOBOAUTBHCA Y BCCX ITAITUCHTOB
nepeJ HavdajloM TEpaluru ", IO KpaﬁHeﬁ MEpPEC, CKEMCCAIHO B TCUCHHUC IICPBBIX TPEX MECALICB
neuenus. Ilocne 3Toro MOHUTOPHHT CJICAYCT HNPOBOAUTH B COOTBETCTBHMH C KIMHUYCCKHMH
IOKa3aHUsAIMH.

Cepbe3HbIe HEXKEIATCILHBIC PEAKIIUN

Hannune kiMHUYECKUX MPU3HAKOB, TAKUX KakK 00Jb B ropie, JIUXOpaaKa, OeTHOCTh KOXKHBIX
MMOKPOBOB, MypIypa WX KEITyXa, Ha oHe Tepamuu cyibdacara3uHOM MOXKET YKas3blBaTh Ha
MUEJIOCYTIPECCUI0, TEeMOJM3 WM TenaToTOKCHYHOCTh. ClieyeT MpeKpaTuTh JieUeHUe
cynb(dacanasuHOM /10 MOJYYEHHUs Pe3ylIbTaTOB aHAIM30B KpOBHU (CM. mojapazaen «BrusHue Ha
pe3yNbTaThl 1a00PATOPHBIX UCCIECTOBAHUIN).

Cynbdacanazul peKOMEHIOBAaHO C OCTOPOXHOCTHIO Ha3HAauyaTh MAallMeHTaM C CHCTEMHBIMHU

dbopMaMu  IOBEHUJIBHOTO PEBMATOMJHOTO apTpUTa, T.K. CYIIECTBYeT PHUCK DPa3BUTHUSA



HeXenaTelbHbIX A((PEKTOB, B T.4. CHIBOPOTOYHOM OOJE3HHM (JIMXOpajKa, TOIIHOTAa, PBOTA,
rojioBHas 00JIb, KOXKHASI CBINTb M HApyIICHUE (PYHKIIUH [IEYCHN ).

Ha ¢one npumenenus npenapara Cynbsgacanazua-EH Obun 3aperucTprupoBaHbl yrpoxKaronme
JKU3HH KOXKHBIE peakiuu: cuHapoM CtuBeHca-/[xoncona (CCJI) 1 TOKCHYECKUH MU IepMaTbHBIHA
Hekponus (TOH).

[TarueHTHl TOJDKHBI OBITH MPEIYNPEXKACHBI O KIMHUYECKHX IMPOSBICHUSIX M CHMITOMAax U
JIOJDKHBI BHUMATEJIBHO CIEIUTh 32 Pa3BUTHEM KOXKHBIX peakiuii. HambOonee BBICOKMII pHCK
pazButus CC/] u TOH B TeueHue nepBbIX HEACHb JICUCHUS.

[Ipu mnosiBIeHMM KIWHWYECKUX mposiBieHud wim cumnromoB CCJ u TOH (mampumep,
IPOTPECCUPYIONIast KOXKHAS CHIIb YaCTO C BOJIIABIPSIMU WIIH C TIOPAKEHUEM CIU3UCTON 000IOUKH)
CIIeZyeT MPeKpaTUTh JeueHune npenaparom Cynbdacanazua-EH.

Jlyumme pesynbrathl jedenuss CCI u TOH pocturaroTcss nmpu paHHEW [IMAarHOCTHKE U
HEMEJICHHOM MpeKpalieHnH MPUMEHEHUS TF000Tr0 MOJ03pUTENBHOrO npenapara. PanHss otmena
npernapara CBsi3aHa C JYYIIHM IIPOTHO30M.

Ecin y manmenrta npu npumeneHnu npernapara Cynbdacanazua-EH paspumucs CCJ umun TOH,
BO300HOBIISTH TEPANUIO CyJIb(hacala3sHOM y JAHHOTO MallieHTa HEeTb3s.

BiausHue Ha pe3yabTaThl Ha6ODaTODHLIX HCCICIOBAHUM

Y manueHToB Mpu BO3/IEHCTBUM Cyib(acaaa3uHa Uik ero MeTadoJuToOB (MecaTaMiuH/Mecala3iH)
OBLJIO TOJyYEHO HECKOJIBKO COOOUIEHHH O BO3MOYKHOM JIOKHOIOJIOXHUTEIBHOM pe3ysbTare
aHaju3a MpH OIpe/lelIeHnH HOpMeTaHe(pHHa B MOYE METOJOM JKHAKOCTHOH Xpomarorpaguu.
Cynb¢acanazud WAM €ro MeTadoJMThl MOTYT BIUSATh Ha MOIVIOIIEHHE YIbTPa(HOIeTOBOrO
U3ITy4yeHus, ocoOE€HHO Npu anuHe BoiHbBI 340 HM, a TakXke Ha pe3yJibTaTbl HEKOTOPBIX
7a00paTOPHBIX AaHAJIU30B MPU MCIOJIB30BAHUM JAUTHAPOHUKOTHUHAMUIAICHUHINHYKICOTH A
(HAAH) unm nuruapoHUKOTMHaMUAAJeHUHAMHYKIeoTu1-¢pochata (HAJIDH) mis uzmepenus
HOTJIOIEHUS  yIbTPa(HOIETOBOTO M3JIy4YE€HHUs] TNpU 3TOM JuiMHE BOJHBL. [Ipumepsl Takux
o0cieoBaHUI MOTYT BKJIIOYATh: OINpPEAENICHHUE ChIBOPOTOUHBIX KOHIEHTpPAlUi MOYEBHHBI,
ammuaka, jgakrataergaporenassl (JIJA), a-ruagpokculyrupaTta AeruaporeHassl U ritoko3sl. [pu
OpUMEHeHUH cynb(acana3uHa B BBICOKMX JI03aX BO3MOXKHO HW3MEHEHHE pe3yJIbTaToB
olnpeeneHus CBIBOPOTOUYHOM AKTUBHOCTH aJlaHUHaAMUHOTpaHchepassl (AJIT),
acniapraTaMUHOTpaHc(epasbl (ACT), KpeaTMHKHWHA3bI-MBIIII/MO3Ta (KK-MB),
[IIyTamaTeruiporeHa3bl Wik ChIBOPOTOUHOM KOHIIEHTpAlMU TUPOKCHHA. [IpokoHCYyIbTHpYHTECH
C COTPYAHMKAMU JHArHOCTHYECKOM J1abopaTOpHMH OTHOCUTENIHHO HCHOJIB3YEeMOM METOIUKU
IPOBEICHUS 1ab0paTOPHBIX aHaIu30B. CreayeT cobI0aaTh OCTOPOKHOCTh IPY MHTEPIPETAUN
9TUX pe3yJbTaTOB Yy MAalMEHTOB, NPUHUMAIOLINX CyibdacanasuH. Pe3ynbTarel cienyer

HHTCPIPETUPOBATL B COUCTAHHUU C KIIMHUYCCKUMU JaHHBIMU.



4.5. B3aumopgeiicTBMe € JPYrHMM JIEKAPCTBEHHBIMHM MpenapaTaMd W JApyrue BH/bI
B3aUMO/eHCTBHUS

Cynbacanazut yMeHbIIAeT BCachbiBaHUE (POIMEBOI KHCIOTHI U TUTOKCHHA.

VYcunuBaer AeHCTBHE AaHTUKOAryJsSHTOB, INPOTHUBOSMMIEHTHYECKUX M TUIIONIMKEMUYECKHX
CpPEZCTB JUIsl IpUeMa BHYTpPb, a TAKXKe OOOYHbIE H3PPEKTH HUTOCTATUKOB, UMMYHOIEIIPECCAHTOB,
renaro- ¥ He)POTOKCUYHBIX CPECTB.

JlexapcTBEHHBIE CPENICTBA, YIHETAIOIIME KOCTHOMO3IOBOE KPOBETBOPEHME, YBEIUUYMBAIOT PUCK
Pa3sBUTHSI MUEJIOCYIIPECCHH.

AHTHOMOTUKH, B CBSI3U C YTHETAOIUM JEHCTBUEM Ha KHUIIEYHYI (UIOpY, YMEHBLIAIOT
3 PEKTUBHOCTH CyJb(acanazuHa Py S3BEHHOM KOJIHTE.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JIAKTALMS

bepemeHHOCTD

Bo Bpems G6epemenHocTu npumeHeHue npenapata CyinbgacanasuH-EH Bo3MOXHO TOnbKO 1O
CTPOTHUM TIOKa3aHWsIM W B MHUHUMadbHOH 3¢ ¢dextuBHON mo3e. Ecim mo3Bosser TedyeHue
3aboneBanus, To B |l pumectpe Gepemennoctn npumenenue npenapara Cynbdacanaszua-EH
clleflyeT IpeKpaTUTh (CyJib(acana3uH BHITECHAET OUIMPYOUH U3 CBSI3U ¢ OeJIKaMU I1J1a3Mbl KPOBH,
TEM CaMbIM, YBEIMYUBAs PHUCK Pa3BUTUSA SACPHOM JKENTyXH M TUNEpOUIMpyOMHEMHUU Y
HOBOPOXKJCHHBIX — TOKCHYECKOE IOpaXEHHWE HEPBHBIX ILIEHTPOB TOJIOBHOTO Mo3ra). VY
HOBOPOXKJICHHBIX C JeHUIUTOM TIIFOK030-6-pocharaeruaporeHassl BO3MOXKHO pa3BHTHE
TEMOJIMTHUYECKON aHEMHH.

JlakTanus

Cynbdacanazu B HOpME BBIJIEISIETCS B MAaTEPUHCKOE MOJIOKO B OUY€Hb HEOOJIBIIOM KOJIHYECTBE,
Y HEJIOHOIIIEHHBIX HOBOPOXK/IEHHBIX U Y JIeTel IPyIIbl MOBHIIIEHHOTO PUCKA YBEIUYUBAETCS PUCK
pa3BuTHs sjepHOM >xentyxu. KoHmeHTpauus ke cyiabpanvpuavHa B MaTEpPUHCKOM MOJIOKE
coctaBisieT 40 % OT KOHIIEHTpALMH B TUIa3Me MaTepH.

[Tpu HeoOxonuMocTu mpuMeHenus npemnapara Cynbdacanazuna-EH B nepuon nakrauuu cienyer
PENIUTh BOMPOC O MPEKPAIIEHUH IPYAHOT0 BCKAPMIIUBAHHUS.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJIATH TPAHCNOPTHBIMH CpPeACTBAMHM M padoTath ¢
MeXaHUu3MaMH

HeoOxomumo cobmogaTh OCTOPOXKHOCTH MPU YNPaBICHUM aBTOTPAHCHOPTOM U paboTe co
CIIOKHBIMU TEXHHYECKHMMH yCTPOMCTBAMM B CBSI3U C BO3MOXHOCTHIO BO3HUKHOBEHUS
TOJIOBOKPY>KEHUS.

4.8. He:xxenaTesibHbIE peaKIUU

Pesrome mpoduist 0e3onacHOCTH




[To6ounbie 3(h(EKThI CBsI3aHBI CO CTEMEHBIO IUIA3MEHHOW KOHIIGHTpalluu CyJb(anupuanHa,
0COOEHHO Yy JII0/IeH ¢ MEIJICHHBIM aneTuiupoBanueM. Yamie mobounsie 3pQexTs Habaroaat0TCs
Yy NalUCHTOB C pPCBMATOUJHBIM apTPUTOM.

Pe3ioMe HexxenaTeabHbIX PEaKIIUN

Hapywenus co cmoponvt xposu u aumghamuueckotl cucmemvi: MaKPOIUTO3, JICUKOTICHUS,
HEUTpoNeHMs, Merao0IacTHass aHEeMUs, TEMOJIUTUIECKAsi aHEMUs, TEMOJINTUYCCKAsT aHEMHUS C
o0Opa3oBaHuEM TeJrer [eiinnia-Opiuxa, METTeMOTI00MHEMHS, arpaHyJIOIHTO3,
TPOMOOIIUTONIEHHS, alJIaCTHYECKast aHEMHUS, TUTTOTIPOTPOMOUHEMHSI.

Hapywenus co cmoponsvt ummynnoti cucmemsi: TEHEpATN30BaHHAs KOXHAs ChIlb, KPAITMBHUIIA,
spuTEeMa, KOXHBIA 3y, AKC(HOIMATUBHBIN JepMATHT, (OTOCCHCHOMIHM3AIMS, JIMXOPAIIKa,
nuMQOaICHONATHS, CBHIBOPOTOYHAS OOJIe3Hb, NEPUOPOUTANBHAS OTEYHOCTh, J03MHODWIIHS,
Y3€JIKOBBIN MEPUAPTEPUNT, AaHAPHUIAKTUYECKUH IIIOK.

Tcuxuyeckue napyuienus  TaJUTIOIUHAIINY, HAPYIICHUE CHA, IEIIPECCHUS.

Hapywenus co cmoponvt HepaHoti cucmemsl: TOIOBHAS 0071b, iepudeprudeckas moJIuHEHpOnaTHs,
BEPTHT0, TOJIOBOKPYKCHHE, CYJJOPOTH, ATAKCHSI, ACCNTUICCKIIT MCHUHTHT.

Hapywenus co cmoponvl opeana ciyxa u 1abupunma: IyM B yIiax.

Hapywenus co cmopoHvl ObixamenbHOU cucmemvl, Op2aHo8 cpYOHOU KIemKU U CPedoCMeHUsL:
OJIBIIIIKA, Kallle]Ih, HHTEPCTUIIHATLHBIA THEBMOHUT, (DHOPO3HPYIOIIHN aThBEOTUT, HH(PIILTPATHI
B JJETOYHOM TKAHH.

Kenyoouno-kuuieunvie Hapyuienus: TOIHOTA, PBOTA, AUApeEsl, CHIDKEHUE alleTUTa, TaHKPEeaTuT,
CTOMATHUT, OOJIb B )KUBOTE, JICKAPCTBEHHBIN reMaTHT.

Hapywenus co cmopomnvt Kodxcu u nooOKOMCHuIX mKaHell. TsDKEIbIE KOXKHBbIE HEXellaTeIbHbIe
peakiuu: coolranock 06 oueHs penkux ciaydasx pazsutus CCI u TOH.

Hapywenus co cmopoHvl nouek u Mmoueguleo0awux nymeti. TPOTEUHYPHs, TeMaTypHs,
KPUCTAILTYpHSl, HEPPOTHUECKUN CUHAPOM.

Hapywenus co cmoponvl penpoO0ykmusHOU cucmemvl U MOJOYHBIX Jicese3. TPEXOISIIe
OJIMTOCTIEpMHS M OeCITOHE.

Jlabopamophvie u  uHCMpYMeHmMANbHble  OaHHble: THIEPOUTUPYOMHEMHsS, TOBBIIICHUE
AKTUBHOCTH IIETOYHON ocdaraspl, «IEICHOUHBIX» TPAHCAMUHA3 B TJ1a3ME KPOBH.

Obwue HapyweHus u peakyuu 6 mecme 66edeHusi; TUTIEPTEPMHS, IMapOTHT, BO3MOXKHO
OKpAaITUBaHUE MOYH, KOXKHU WIJIA MATKUX KOHTAKTHBIX JIMH3 B JKEJITO-OPAHKEBBIN IBET.

COO6H.ICHI/I$I 0 TOA03PEBACEMBIX HEXKECIATCIbHBIX PCAKIINAX

BaxxHo cooOmarh 0 TOM03PEBAEMBIX HEXKENATENBHBIX PEAKIUAX IOCIIe PETUCTpPAIlluU
JIEKapCTBEHHOT'0 Tpernapara ¢ 1eablo 00ecrnedyeHrs HeMPepbIBHOIO MOHUTOPUHTA COOTHOILICHUS

«10Jb3a — PHUCK» JIEKAPCTBEHHOTO Mpemnapara. MeauiMHCKUM pabOTHUKAM pPEeKOMEHAYEeTCs
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coo01aTe O JIIOOBIX MOJ03pPEBAEMbIX HEXKENATEIbHBIX PEeaKIUsAX JEKapCTBEHHOTO Ipemnapara
4yepe3 HallMOHAJIbHBIE CHUCTEMBI COOOIICHUSI O HEXENATEIbHBIX PEaKIMIX roCyJapCcTB — WICHOB
EBpa3uiickoro 3K0HOMHU4ECKOr0 COI3a.

Poccuiickasa ®@eoepayus

109012, r. MockBa, CnaBsiHCKas IJI0IIa b, 1. 4, cTp. 1

OdenepaiibHas Ciryx)0a 1Mo Ha3OPY B chepe 3ApaBOOXpaHCHUS

Ten.: +7 (495) 698-45-38, +7 (499) 578-02-30

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

Be6-caiiT: www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CuMITOMBI

TomrHoTa, pBOTA, 60JIb B )KUBOTE, TOJIOBOKpY>KeHuUe. [Ipu mpruMeHeHnn 04eHb BHICOKHX /103 MOTYT
UMETh MECTO: aHypus, KpUCTAIUTypus, TeMaTypus, CHUMIITOMBI TOKCHYECKOTO TOPaKEeHUs
LEHTPAJIbHOM HEPBHOM CUCTEMBI (CYZOPOTH).

Jleuenue

CumnromaTtnueckoe. Heo0XoaumMo crnpoBOLKMPOBATH PBOTY, MPOMBITH KETYJIOK U KHUIICYHUK,
MPOBECTH OlIeNauuBaHue MouH, (opcupoBaHHbI nuypes. llpu anypum w/mnm mHo4YeqdHON

HEAOCTAaTOYHOCTH CJICAYCT OrPaHUYIUTDH HOTpC6J’I€HI/IC KHUOKOCTHU U DJICKTPOJIUTOB.

5. ®APMAKOJIOTMYECKHUE CBOMCTBA
5.1. ®apmakoaMHAMHYeCKHE CBOMCTBA
®apMakoTepaneBTUYeCKas Irpymmna: MPOTUBOMUKPOOHOE U MPOTHUBOBOCHAIUTEIBHOE KHUILIEYHOE
CpeICTBO
Koxg ATX: AO7ECO1

MexaHu3M ASUCTBUS U d)aDMaKOHI/IHaMI/I‘IeCKI/Ie B(bd)eKTLI

Cynbdacanazun u30upareabHO HAKAIJIMBACTCS B COEAMHUTENBHOM TKAHU KHUIIEYHUKA C
BBICBOOOXKICHUEM 5-aMHHOCATTUITAIIOBOM KHUCJIOTHI (5-ACK), obnaaromei
MIPOTUBOBOCTIATTUTENILHON aKTUBHOCTBIO, U CyJIb(panupuanHa, 00J1aJaroero mMpoTHBOMUKPOOHOMH
0aKTepHOCTAaTUYECKON aKTUBHOCTBHIO B OTHOLIEHUHU JUINIOKOKKOB, CTPENITOKOKKOB, TOHOKOKKOB,
KUIIEYHOU MaJOYKH.

5.2. ®DapmakoKMHeTHYECKHE CBOMCTBA

Abcopbrus

Oxomno 30 % cynbgacanazuHa B KUIIEYHOPACTBOPUMBIX TabseTKax abcopOUpYIOTCs M3 TOHKOTO
KHUIIIEYHUKa, ocTaibHble 70 % moaBepraroTcs pacHICIUICHUIO MHUKPOQIIOPOM KHIIEYHUKA C

oOpa3zoBanuem cynbdanupuanna u 5-ACK, 60-80 % u 25 % cooTBETCTBEHHO.


http://www.roszdravnadzor.gov.ru/

Pacnopenenenue

CynbacanazuH T0CTUTaeT MAaKCHUMAJIbHOW KOHIIEHTPAIMM B IUIa3Me KpOBH 4epe3 3-12 uacoB
1ocje mprueMa KUIIEeYHOPACTBOPUMBIX TaOJIeTOK.
Cas3b ¢ Oenkamu mia3Mbl KpoBU cyibgacanasuta — 99 %, cynedanupuauna — 50 %, 5-ACK —

43 %.

BI/IOTDaHCd)ODMaI_[I/ISI U 3JIMMUHAIIUA

CynphanupuauH moaBepraercss MeTaboqu3My B TEYEHHM IyTEeM THIPOKCHIIMPOBAHUS C
oOpazoBaHMeM HEaKTUBHBIX MeTabomuToB, S5-ACK — mnyrem anerwimmpoBanusa. Ilepuon
MOJTYBBIBEICHUS Cylibdacana3zuna — 5-10 gacos, cynbdanupuanda — 6-14 gacos, 5-ACK - 0,6-1,4
yacoB. BeiBoguTcs uepes kumeyHuk 5 % cynshanupuanna u 67 % 5-ACK, noukamu — 75-91 %

BCOcCaBIIIerocs cyib(dacanazuna (B TeUeHHE 3 THEH).

6. ®PAPMAIIEBTHUYECKHWE CBOWCTBA
6.1. Ilepeuenb BcIoMoOraTe/ibHbIX BellleCTB
Anpo
Kpaxman npexenaTHHU3UPOBAaHHBIN
Marnus cteapar
Kpemuust nuokcua KoJIou IHbIN, O€3BOAHBIM
O6on0uka
Tutana quoxcun (E171)
Kpacutens xenesa okcup sxxentoiii (E172)
Tanbk
TpudTriInATpaT
Maxkporon-6000
Kapmennosa marpus
MerTakpuiIoBO#i KHCIOTHI U 3THIIaKkpuiara comomumep (1 : 1)*
* CyX0€ BeIeCTBO
6.2. HecoBMecTUMOCTH
Henpumenumo.
6.3. Cpok rogHocTH (CPOK XpaHEeHHs )
S Jer.
6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHECHUHU
XpaHuTh pHU TemnepaType He Boie 25 °C, B OpUrHHaILHOM OJHcTEpE.
6.5. Xapakrep ¥ coaepkaHue NEPBUYHON YIIAKOBKH

ITo 10 Tabnerok B Ouctepe u3 [IBX/donbru amroMuHHEBOM.



[To 5 6GnucTepOB MOMEMIAIOT B NMAYKy KAPTOHHYIO BMECTE C MHCTPYKITMEH TT0 MPUMEHEHHIO.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH TNPH  YHUYTOXKEHMH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOT0 mMpenapaTra WJIH OTXO0A0B, TMOJYYEHHbIX TIOCJde NPHMEHEHUs!
JIEKAPCTBEHHOI'0 Npenapara, v Apyrue MaHUIyJsIUU C penapaTomM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. JEPKATEJb PETUCTPAIIMOHHOTI'O YIOCTOBEPEHUA
CroBeHus
AO «KPKA, n.1., HoBo mectoy, lImapsenika necra 6, 8501 HoBo mecto
Ten.: +386 7331 21 11
@axc: +386 7 332 15 37
Anpec a1, moutsl: info@krka.biz
7.1. IlpeacTaBUTENb A€PsKATE/IsI PETHCTPALMOHHOTO Y10CTOBEPEHUsI

[Iperen3uu norpedbuTeed HAOPABIATE 110 aAPECY:

Poccuiickasa ®@eoepayus

000 «KPKA-PYC»

143500, MockoBckast 0611., r. Mctpa, yin. MockoBckas, 1. 50
Ten.: +7 (495) 994-70-70

daxc: +7 (495) 994-70-78

Anpec s1. moursr: Krka-rus@krka.biz

Beo-caiit: www.krka.biz

8. HOMEP PETHCTPAIIMOHHOI'O YAOCTOBEPEHMUSA

9. JIATA NEPBUYHOM PETUCTPALIMU (IOATBEPXKIEHUS PETUCTPALIUU,
INEPEPETUCTPAIIN)

Jlata nmepBoii peructpanuu:

10. JATA HEPECMOTPA TEKCTA

OOmast xapakTepucTuka JiekapcTBeHHoro mpemnapara Cynbegacanasun-EH goctynmHa Ha
uH(pOpMallMOHHOM TmopTaje EBpasuiickoro SKOHOMHYECKOTO COr03a B HH(OPMAalMOHHO-

KOMMYHUKaIMOHHOM cetn «HTepHe™» https://eec.eaeunion.org.


mailto:info@krka.biz
mailto:krka-rus@krka.biz
http://www.krka.biz/

