OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOTI' O IIPETTAPATA

Cynbdacanazus, 500 mr, TabIeTKH, MOKPHITHIC IJICHOYHON 000710YKOH

2. KAYECTBEHHBIN U KOJTMYECTBEHHBIA COCTAB
JleiicTByro1IIee BEMIECTBO: Cyb(dacana3uH.
Kaxxnas TabneTka comepkuT 535 Mr cynbdacanasyna, HOKPBITOTO MOBUIOHOM, SKBUBAIECHTHO
500 mr cynbdacanazuHa.
* Cynb(acanasus, MOKPHITEIH TOBUIOHOM, COAEPKUT: CyIb(acanasuH, MOBUIOH 3 %, BOIY.

[TonHbli epevyeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEJICH B pasnene 6.1.

3. JJEKAPCTBEHHAS ®OPMA
TabneTK, MOKPHITHIC TNICHOYHOU 000JI0YKOM.
Kpyrinble, ciierka [BOSKOBBIMYKJIbIE TaOJETKH KOPUYHEBATO-KEITOTO I[BETA, IOKPHITHIC
MPO3pavyHoOi, OECI[BETHOU IUIEHOYHOH 000104Koi. JlomyckaroTcsi BKparuieHus: 0oyee CBETIOTO
L[BETA.

Ha n3nome mepoxoBaTad MacCa KOPUYHCBATO-KECJITOIO IBETA.

4. KNIMHUYECKHUE JAHHBIE
4.1. IToka3aHus1 K IPUMEHECHHUIO

[Ipenapar Cyiasdacanasid HoKa3aH K IPUMEHEHUIO V B3POCHBIX M AeTell B Bo3pacte ot 10 jer

e SI3BeHHBIN KOJUT (JIeueHHe 0OOCTPEHUH U MOAIEPKUBAIOIAs Tepanus B (pa3ze peMUCCHH).
e bonesnp Kpona (nerkue u cpegnersikensie GopMbl B pa3e 000CTpeHHUs ).

[Mpenapar Cyabpdacanasd HoKa3aH K IPUMEHEHHUIO V B3POCIBIX M AETE B BO3pacTe OT 6 JeT

e PeBmaTougHbIli apTpPUT, IOBEHWIbHBIH PEBMATOMJIHBIN apTpuT Nnpu HE3I((HEKTUBHOCTU
HECTEPOMIHBIX TPOTUBOBOCIIATUTENbHBIX NpenaparoB (HIIBII).
4.2. Pexxum 103MpoBaHNs U C1IOCO0 NPUMEHEHUs!

PexxuM 103upOBaHus

A3zeennvlii konum, bonesns Kpona

Bspocneim: B 1-it nenp mo 500 mr 4 pasza B cyTKH, BO 2-if n1eHb 1o 1 r 4 pa3a B CyTkH, B 3-if u
nocneayromue JHA 1Mo 1,5-2r1 4 pa3a B cyrtku. [locie MOCTHOKEHUS PEMHCCHM HAa3HAYAIOT
noaaepKuBarolyto 103y no 500 Mr 3—4 pas3a B CyTKM B T€YEHHE HECKOIBKUX MECSLIEB.
MakcumanbHast CyTouHast 103a JUIsl B3pOCIbIX — 8 T.

Peevamouonwiii apmpum



B3pocnsim: B TeueHnue nepBoil Heaenu HazHadaroT 1o S00 mr 1 pa3 B CyTkH, B T€UEHUE BTOPOIl
Henenu — o 500 mr 2 pa3a B CyTKH, B TeueHUe TpeTbel Heaenu —no 500 mr 3 paza B CyTKU U T. 1.
TepaneBTuyeckas 1032 MOXeT cocTaBiATh oT 1,517 mo 31 B cyrku. Kimnuueckuit sddexr
nosiBsiercs nocie 6—10 veaens Tepanuu. Kypce neuenus — 6 mecsieB u 6oJee.

eTH
A3zeennviii konum, bonesnv Kpona
Jetsim B Bo3pacte oT 16 o 18 net: B 1-it nens mo 500 mr 4 pa3a B CyTkH, BO 2-i ieHb 110 1 T 4 pasa
B CyTKH, B 3-i W mocaeaymoomue 184 1o 1,5-2 1 4 pa3a B cytku. [locne gocTixeHust peMuccuu
neTssM B Bo3pacte oT 16 go 18 mer w/mmm ¢ maccod Tena Oonee 65 KT Ha3HAYaAKOT
noaaepKuBarolyto 103y 1no 500 mr 3—4 pa3a B CyTKM B T€UEHHE HECKOJIBKUX MECSLIEB.
Hetsim B Bo3pacte oT 10 1o 16 et u/unm ¢ maccoit tena ot 35 xr g0 50 kr: mo 500 mr 4 paza B
cytku. [TognepxxuBaromas tepanus g aeteit ot 10 no 16 net u/unu ¢ maccoii Tena meree 65 kr
HE pekoMeHayeTcsi. MakcumalnbHas CyTo4Has J103a [l aeteit B Bo3pacrte ot 10 g0 16 ner — 2 1.
[Tpenapat Cynbdacanasud MpOTHBOIIOKa3aH IETSIM B Bo3pacTe A0 10 jet m/unm ¢ maccoil Tena
MeHee 35 KI' ¢ XpOHUYECKUMH BOCIIAJTUTEIHHBIMH 3a001€BaHUAMH KHUIIIEUYHUKA (0€301acHOCTh U
3¢ GEKTUBHOCTH HE YCTaHOBJICHBI) (CM. pasaen 4.3.).
Pesmamououwiii apmpum u 108eHUNbHYIIL PEBMAMOUOHBLL APMPUMN
Jetsm B Bo3pacte oT 16 10 18 ner: B TeueHue nepBoit Heaenun HazHavaroT o 500 mr 1 pas B cyTKw,
B TeueHue BTopoil Heaenu — no 500 mr 2 pasa B CyTKH, B TeUe€HUE TpeTbei Hepenu — rno 500 mr
3pa3a B CyTKH M T. A. TepameBTHUecKas /1032 MOXET COCTaBIATh OT 1,5T 10 3T B CYTKH.
Knuanueckuii agdext nosisisercs nocie 6—10 Henens Tepanuu. Kypc neuenust — 6 mecsues u
Oounee.
Jletsm B Bo3pacTte ot 6 10 8 net u/unm ¢ maccoit tena 20-29 kr: 1 Tabnerka 2 pa3a B CyTKH.
Jletsm B Bo3pacte ot 8 10 12 net u/unm ¢ maccoii tena 30-39 kr: 1 Tabnerka 2—3 pasa B CyTKH.
Jletsm B Bozpacte oT 12 10 16 net n/unu ¢ maccoit tena 40-50 kr: 1 Tabnerka 3 pa3a B CyTKH WM
2 TabneTku 2 pasza B CyTKH.
Hetsm B Bo3pacte ot 16 o 18 et u/mmu ¢ maccoii Tena 6omee S50 kr: 2 TabneTku 2 pa3a B CyTKH.
MakcumanbHas cyTouHas 103a Juid aeteit coctasiseT 2 r win 40-50 mr/kr maccel Tena.
[Tpenapatr CynbdacanasuH MNPOTUBOIIOKAa3aH JeTsAM B Bo3pacTte 10 6 JeT ¢ IOBEHWIbHBIM
PEBMATOMIHBIM apTpUTOM (0€30MaCHOCTh M APPEKTUBHOCTh HE YCTAaHOBJICHBI) (CM. paszen 4.3.).

Crrocob nnpruMeHeHus

BHyTpL, IMOCJIC ITprUEMa IMUIIH. Ta6J'ICTKy CJICOAYCT MPOTJIaTbIBATh LICJIMKOM, 3allUBast JOCTATOYHBIM
KOJIMYCCTBOM KHAKOCTH.

4.3. [IpoTuBONOKA3aHUS



e ['unepuyBCTBUTENIBHOCTh K Cyjb(acana3uHy, Cyidb(OHaAMHUAAM, CATUIMIATaM W/WIN K
J1r000My U3 BCIIOMOTaTEIbHBIX BEIIECTB, IEPEUUCIECHHBIX B pa3ene 6.1.
e Tlopdupus.
e ['panynouuroneHus.
e AmulacTHuecKas aHeMusl.
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
(mu1st maHHOM JiekapcTBeHHOW (HOPMBI U 103UPOBKH) (3 (EKTHBHOCTh U 0€301IaCHOCTh HE
JIOKa3aHbl).
e  OO6CTpyKUHMS KUIIEYHUKA UM MOUYEBBIBOASALIMX Iy TEH.
e [lepuon rpyaHoro BckapmianBaHus (cM. pasaen 4.6.).
4.4. OcoOble ykazaHMsl M1 MepPbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH
bponxuanbHasg actma, aTOMMUYECKUI AepMaTUT, ajljleprudeckasl peaklius B aHaMHe3e (BO3MOXKHa
HepeKkpecTHas ajjaepruyeckas peakuus K GpypoceMuay, THa3HIHbIM JUYpPETUKaM, IPOU3BOIHBIM
CyJIb(OHMUIMOYEBUHBI, MHTHOUTOpaM KapOOaHTUApas3bl), CHUCTEMHbIE (POPMBI FOBEHHUIHLHOTO
PEBMaTOUIHOTO apTpUTa (PUCK Pa3BUTHS CHIBOPOTOUHOM 00JI€3HU), OEPEMEHHOCTb.

Knuauyeckuii i1 OMOXMMHUYECKUI aHAIU3 KPOBHU

[TonHbIi KIMHUYECKUI aHATN3 KPOBH, BKIIFOUYAs TOJCYET JICUKOLUUTAPHON (POPMYIIBI, KOJTHUECTBA
SPUTPOIUTOB U TPOMOOITUTOB, 1 OMOXUMHUYECKUE TTOKA3aTeNH (PYHKIIUU TEUYEHU JOJDKHBI OBITh
BBITIOJIHEHBI TIEpPE/l HayajoM IpueMa cylib(acaniazuHa U KaKIyI BTOPYIO HENETI0 B TEUEHUE
MIEPBBIX TPEX MECSIEB Tepanuu. B TeueHue cleayrommx Tpex MecsIeB Takue ke 1abopaTopHbIe
aHaJIN3bl JOJKHBI IPOBOAUTHCS €KEMECIUHO, JaJIee OJUH pa3 B TPU MECSLAa U B COOTBETCTBUH C
KIMHAYECKUMU MMOKA3aHUSIMU.

KOHTD OJIb CbVHKHI/II/I IIOYCK

OI_ICHKa (1)yHKI_II/II/I IMOYCK (BKJ'II-OLIaSI O6H.IPII>1 aHaJIn3 MO‘II/I) AOJIKHA TPOBOAUTBHCA Y BCCX ITAITUCHTOB
nepea HadajloM TEpaluru ", IO KpaﬁHeﬁ MEpPEC, CKEMCCAIHO B TCUCHHUC IICPBBIX TPEX MECALICB
neuenns. Ilocne 3Toro MOHHUTOPHHI' CJICAYCT HNPOBOAUTH B COOTBETCTBUH C KIMHUYCCKHUMU
IOKa3aHUsAIMH.

Cepbe3HbIe HEXKEIATCILHBIC PEAKIIUN

Hannune kiMHUYECKUX MPU3HAKOB, TAKUX KakK 00Jb B ropie, JIUXOpaaKa, OeTHOCTh KOXKHBIX
MMOKPOBOB, MypIypa WX JKEITyXa, Ha (OHE Tepamuu cyibpacarazuHOM MOXKET yKa3blBaTh HA

MHUCEJIOCYIIPECCUIO, TEMOJIU3 WM TCHaTOTOKCUYHOCTD. CnenyeT MNPEKpaTUTh JICUCHUC



cylbdacarazuHoOM 10 TOJYYCHHS Pe3yJIbTaTOB aHAIM30B KpoBU (cM. pasnmen 4.4., mompasznen
«Bnusinue Ha pe3ysbTaThl Ta0OPAaTOPHBIX UCCIICAOBAHUID).

Ha ¢one npumenenus npenapara Cynbdacana3us ObUIH 3aperUCTPUPOBAHBI YTPOXKAIOIINE KU3HU
KOkHbIe peaknuu: cuHApoM CruBenca-/[xoncona (CCJ]) M TOKCHYECKMI AIMIepMabHbIMN
uekponus (TOH).

[TarueHTHl TOJDKHBI OBITH MPEIYNPEXKACHBI O KIMHUYECKHX IMPOSBICHUSIX M CHMITOMAax U
BHUMATENBHO CIEAUTD 33 Pa3BUTUEM KOXKHBIX peakuuid. Hanboiee Bricokuii puck pazsutus CC/J
1 TOH B TedueHue NepBbIX HEAETb JICYCHUS.

[Ipu mnosiBIeHMM KIWHWYECKUX mposiBieHud wim cumnromoB CCJ u TOH (mampumep,
IPOTPeCcCUpPYIONIas KOXKHAs ChIIb YaCTO C BOJIIABIPSIMU WIIH C TIOPAKEHUEM CITU3UCTON 000I0UKH)
CJIeZyeT MPEeKpaTUTh JeueHue npenaparom CynbdacanazuH.

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 manmenTta mpu npumenenuu mnpenapata Cynbdacanasun passwimck CCJ mmm TOH,
BO300HOBIISTH TEPANUIO CyJIb(hacala3sHOM y JAHHOTO MallieHTa HEeTb3s.

BiausHue Ha pe3yabTaThl Ha6ODaTODHLIX HCCICIOBAHUM

Y nanueHToB npu BO3JICHCTBUY Cylib(acala3uHa WIH ero MEeTaboIMTOB (MecalaMUH/MeCaJIa3HH )
OBUIO TOJIy4€HO HECKOJIBKO COOOMICHWH O BO3MOXKHOM JIOKHOIOJOXHTEIHHOM pe3yJbTaTe
aHaju3a MpH OINpe/ie]IeHUd HOpMeTaHe(pUHAa B MOYE METOJOM JKUAKOCTHOH Xpomarorpaguu.
Cynbhacanazus win ero MeTaboJInThl MOTYT BIMSTH Ha MOIJIOLIEHNUE yIbTpaduoseTa, 0COOCHHO
npu anuHe BosiHbI 340 HM, a TakKe Ha pe3yJbTaThl HEKOTOPHIX JIAOOPATOPHBIX aHAJINW30B MpPU
HCIIOJIb30BaHUU JTUTUIPOHUKOTUHAMMIaICHUH/IMHYKIE0TUAA (HAIH) 170171
JTUTUAPOHUKOTHHAMUAA e HUHIUHYKIeoTH1-pochata (HAJIDH) s usmepeHuss morIomeHus
yIBTPadUOIETOBOTO M3JIyUYeHHs NP 3TOH AMHE BOIHBL. [IpuMeps! Takux oOcie10BaHUi MOTYT
BKJIIOUATh: ONPEJEICHNE KOHIIEHTpAallul MOYEBUHBI, aMMHUaKa, Jlakrataeruaporenassl (JIAT), a-
TUAPOKCUOYTHpATa JAETUAPOreHasbl U ToKko3bl. [Ipyu npuMeHneHun cynibgacana3viHa B BBICOKHX
J103aX BO3MOXHO H3MEHEHHME PE3YJIbTaTOB OINPEAEICHUS CBIBOPOTOUYHOM aAKTUBHOCTH
ananuHamMuHoTpaHchepassl (AJIT), acmapraramuHoTpancdepasbl (ACT), KpeaTHHKHHA3bI-
meimiy/mo3ra  (KK-MB), rinyramatnerujgporeHasbl WM CHIBOPOTOYHOW — KOHLEHTpPALUU
TUpOKCHHA. [IpoKOHCYIBTHpPYHTECH € COTPYOHUKaMU JAMAarHOCTUYECKOW JjabopaTopuu
OTHOCHUTEJIBHO HCIIOJIb3YyeMONH METOJUKM MpOBeAeHUsl JabopaTOpHbIX aHanu3oB. Cremyer
cO0JII0JIaTh OCTOPOXKHOCTh MIPU MHTEPIPETALUHU 3TUX PE3YJIbTATOB Yy MAllUEHTOB, MPUHUMAIOLIHX
cynbdacanasuH. Pe3ynbTarhl clieyeT MHTEpHpPEeTUPOBAaTh B COYETAHUU C KIMHUYECKUMU

JaHHBIMH.



4.5. B3amMmopeiicTBHMe ¢ [PYrHMH JIEKAPCTBEHHBIMHM MpenapaTtaMu H JApyrue BH/bI
B3aUMO/IelCTBUSI

Cynbdacana3uH yMEHbIIAET BCachiBaHUE (OJIMEBOI KUCIOTHI U JIUTOKCHHA.

YcunuBaer JAeWcTBUE aHTHKOATyJISIHTOB, MPOTUBOAMMICHTHYECKMX M THIOMIMKEMHYECKUX
CPEICTB JUIsl IpUeMa BHYTPb, a TaKkKe M000UHbIe 3 PEKThI IUTOCTATUKOB, UMMYHOETIPECCAHTOB,
remnaro- 1 HePOTOKCUYHBIX CPEJICTB.

JlekapcTBEHHBIE CPENICTBA, YTHETAIOIINE KOCTHOMO3TOBOE€ KPOBETBOPEHUE, YBEIUUMBAIOT PHUCK
Pa3BUTHS MUEIOCYTIPECCHH.

AHTUOMOTUKH, B CBSI3U C YTHETAIOIIMM JIEHCTBHEM Ha KUIICUHYIO (GJI0pYy, YMEHBIIAIOT
3¢ (EeKTUBHOCTH CyJb(acalla3uHa MPH SI3BEHHOM KOJIHUTE.

4.6. DepTHIBLHOCTD, 0EPEMEHHOCTD U JIAKTALHSA

bepemeHHOCTD

Bo Bpems 6epemennocTu npuMeHenue npemnapata Cynbdacana3zuH BO3MOKHO TOJIBKO IO CTPOTUM
MOKa3aHMUSAM U B MUHUMAIIbHOW 3 deKTHBHOM 103¢e. Eciin mo3Bossier TeueHne 3a00aeBaHus, TO B
Il Tpumectpe OGepemeHHOCTH TpuMeHeHue mpemnapara Cynbdacana3uH CleayeT MPeKpaTHTb
(cynbdacanasud BBITECHSACT OWIMPYOUH M3 CBSI3U C O€JIKaMM IUIa3Mbl KPOBH, TEM CaMbIM
YBEJIMYUBAsL PUCK PA3BUTHUS SIIEPHOU JKENATYXH U TUNEpPOUIHMPYOMHEMUN Y HOBOPOXKIACHHBIX —
TOKCHYECKOE MIOPaKEHNE HEPBHBIX IIEHTPOB TOJIOBHOTO MO3Ta). Y HOBOPOXKACHHBIX C JIEPUITUTOM
TIII0K030-6-(ocdaTaernaporeHassl BO3MOKHO Pa3BUTHE TEMOTUTHUECKOW aHEMUU.

JlakTanuys

Cynbdacanazud B HOpME BBIIEISIETCS B MATEPUHCKOE MOJIOKO B OUY€Hb HEOOJBIIIOM KOJIHYECTBE,
Y HEJIOHOIICHHBIX HOBOPOXKICHHBIX U Y IETEH IPYIIIBI IOBHIIICHHOTO PUCKA YBEIIMYUBACTCS PUCK
pasBuTHS sIepHOU kentyxu. KoHIeHTpamus ke cyiabpanupuIdHa B MAaTEPUHCKOM MOJIOKE
coctaBisieT 40 % OT KOHIIEHTpALMK B TUIa3Me MaTepH.

[Tpu HeoOxomumocTu mpuMeHeHus mpemnapara CynbdacanazuH B MEPUOJ JAKTALUU CIETYeT
PEIIATH BOMPOC O MPEKPAMICHUH IPYTHOTO BCKApMITHBAHUS.

4.7. Bausinde Ha CHOCOOHOCTH YNPABJATHL TPAHCHOPTHLIMHU CPeACTBAMH M padoTaTh ¢
MeXaHU3MaMH

Heo0xoaumo co6ro1aTh OCTOPOKHOCTD MPHU YIIPABIEHUH TPAHCTIOPTHBIMU CPEJICTBAMU U paboTe
CO CJOXHBIMH TEXHHYCCKHMH YCTPOMCTBAMH B CBSI3W C BO3MOXKHOCTHIO BO3HHKHOBEHUS
TOJIOBOKPY KCHUSI.

4.8. HexxesnaTesibHbIE peaKIUU

Pesrome npoduiist 0e3onacHoCTH




HesxxenaTenbHble peakllMy CBSI3aHbI CO CTENEHBIO TUIa3MEHHON KOHIEHTpALUU Cylb(anupuanHa,
OCOOCHHO Yy JIOJEM € MEUIEHHBIM aleTWiIMpoBaHueM. Yaie HeXenaTelbHbIE peakluu
HAOJII0JAI0TCS y MALMEHTOB ¢ PEBMATOUAHBIM apTPUTOM.

Pe3ioMe HexxenaTeabHbIX PEaKIIUN

Hapywenus co cmopoHvl Kpou u IumM@amuyeckou cucmembvl: MaKpOLUTO3, JIEHKONEHU,
HEUTpOIIEHHsI, MerajoOJiacTHass aHeMUs, TeMOJIMTHYECKas aHEeMHs, TeMOJHUTHYEeCKas aHEeMUs
BCJIEJCTBHE (DEPMEHTHBIX HAPYUICHUH — MPU HECTAOMIIBHBIX MOJIEKYJIaX TeMoriiobnHa (Tenbla
['efinna-Opnnxa), METreMOrjao0MHEMHs, arpaHyJolUTO3, TPOMOOLIUTOINEHHs, aIlacTU4ecKas
aHEeMHUsl, TUIIONIPOTPOMOUHEMHUS.

Hapywenus co cmoporsl UMMYHHOU cucmembl. TEHEPaIN30BaHHAs KOXKHAsI ChIIIb, KPAITUBHHUIIA,
JpUTEMa, KOXKHBIM 3y, OSKCQOIMATUBHBIA JEpPMATUT, (OTOCCHCHOMIM3AIHNS, JIHXOPAJIKa,
auMdoasieHonaTusi, CbIBOPOTOYHAs O0OJe3Hb, NEPUOPOUTAIBHAS OTEYHOCTb, 303MHO(DUIHS,
Y3€JIKOBBIN NepuapTepunT, aHapUIAKTUYECKUHN IIIOK.

Icuxuueckue Hapywenus: TAUTIONNHALNH, TETIPECCHUS.

Hapywenus co cmopoHul HepsHOll cucmeMbl: TOIOBHAs 001b, epudepruecKas MOJTUHEHPOIaTHs,
BEPTUTO, TOJIOBOKPYKEHUE, CYI0POTH, aTaKCUsl, HAPYIIEHUE CHA, AaCENTUYECKUI MEHUHTUT.
Hapywenus co cmoponvl opeana ciyxa u iabupunma: IyM B yIIax.

Hapywenus co cmopoHvl OblXamenbHOU CUCEMbl, OP2AHO8 2PYOHOU KIEeMKU U CPeOOCMEeHUs.:
OJIBIIIIKA, KallleJIb, MHTEPCTUIIHAILHBIA THEBMOHHT, (PUOPO3UPYIOIINI alTbBEOIHUT, HHPHIBTPATHI
B JIETOYHOH TKaHHU.

Kenyoouno-kuweunvle napyuienus: TOUHOTA, pBOTA, [Uapes, CHUKEHUE alleTUTa, HaHKPeaTHT,
CTOMATHT, OOJIb B )KUBOTE, JIEKAPCTBEHHBIN T€NaTHT.

Hapywenus co cmoponvl KOXCU U NOOKONMCHbIX MKAHel: TSKeIble KOXKHBIE HeKellaTeIbHbIe
peakuuu: cooduanock 00 oueHp peakux ciydasx passutus CCJ u TOH.

Hapywenus co cmopoHbl nouek u MOu4esbleo0swjux nymeil: TPOTEUHYpUs, TIeMarypus,
KPUCTALTYpHSsi, HEDPOTHUECKUI CHHAPOM.

Hapywenus co cmopoHbl penpoOyKmuHOU CUcmemvl U MOJOYHbIX Jicene3: TPEXOsIue
oJIUrocrepmus u decruionue.

Jlabopamopnvie u  uHcmpymenmanvHvle OaHHble. TUNEPOUIMPYOMHEMHS, TOBBILICHHE
AKTUBHOCTH IIENIOYHON (ochaTaspl, «IIEUCHOUHBIX» TPAaHCAMUHA3 B TIa3Me KPOBH.

Obwue HapyweHnus u peakyuu 6 Mecme 68edeHus.; TUNEPTEPMHSA, MAPOTHT, BO3MOXKHO
OKpAaIIMBaHUE MOYHU, KOKHU UIIM MATKUX KOHTAKTHBIX JIMH3 B JKEJITO-OPAaHIKEBbIH 1IBET.

COO6H.ICHI/IC 0 TOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxHo coo0mare 0 M0OJ03pPEBAEMBIX HEXKENATeIbHBIX pPEAKLUAX MOCIe PErucTpanuu

JICKApPCTBCHHOT'O IMpEriapaTra ¢ LCJIbIO o0OecreyeHus HCMIPEPBIBHOT'O MOHUTOPHHTA COOTHOIICHUSA



«10Jb3a — PHUCK» JIEKAPCTBEHHOTO Mpemnapara. MeauiMHCKUM pabOTHUKaM pPEeKOMEHAYEeTCs
co00IaTh O JIFOOBIX TOJ03PEBACMBIX HEXKENATEIBHBIX PEAKIUAX JICKApCTBEHHOTO Ipernapara
Yyepe3 HAlMOHAJIbHBIE CHUCTEMbI COOOIICHUSI O HEXENATEIbHBIX PEaKIMIX roCyJapCTB — WICHOB
EBpa3niickoro 3k0HOMHUYECKOr0 COK03a.

Poccuiickasa ®@eoepayus

109012, r. Mocksa, CnaBsinckas ., A. 4, ctp. 1

®denepaiibHas Ciryx0a 1Mo Ha30pY B chepe 3ApaBOOXpaHCHUS

Ten.: +7 (800) 550 99 03

Anpec 2. moutsl: pharm@roszdravnadzor.gov.ru

Be0-caiit: https://roszdravnadzor.gov.ru

Pecnybnuxa Kazaxcman

010000, r. Acrana, paiion baiikonsip, ya. A. Umanosa, 1. 13, BL «Hypcayzet 2»

PI'Il Ha IIXB «HanunoHanbHBIM LEHTP SKCHEPTHU3bI JIEKAPCTBEHHBIX CPEJCTB U MEIUIIMHCKHUX
w3nenuiiy Komurera MeauuumHCKOrOo W (apMaleBTHYECKOrOo KOHTPOJIsl MuHHCTEpCTBa
3apaBooxpanenust Pecnyonuku Kazaxcran

Ten.: +7 7172 235 135

Anpec 1. moutsl: farm@dari.kz

Be06-caiit: www.ndda.kz

Pecnybnuxa Apmenus

0051, r. EpeBan, np. Komuraca, 1. 49/5

«HayuHbIil LIEHTp SKCHEPTU3bl JIEKAPCTB M MEAMUIMHCKUX TEXHOJIOTMI HMMEHHM aKaJIeMHKa
3. I'abpuensHa»

Ten.: +374 60 83 00 73

Anpec s1. mouter: admin@pharm.am, vigilance@pharm.am, letters@pharm.am

Be6-caiit: http://www.pharm.am

Keipevizckas Pecnyoauka

720044, Yyiickas obnacts, r. bumkek, yiu. 3-1 Jluaus, n. 25

JenapTamMeHT JIeKapCTBEHHBIX CPEACTB U MEAUIIMHCKUX U3EIUI

Ten.: +996 (312) 21 92 86

Anpec s1. moutsr: dismi@pharm.kg

Be06-caiit: www.pharm.kg

4.9. Ilepeno3npoBka

CHUMOTOMBI



TomHoTa, pBOTA, 60JIB B )KUBOTE, FOJIOBOKpYkKeHUE. [Ipn npruMeHeHn 0ueHb BBICOKUX 103 MOTYT
UMETh MECTO: aHypus, KPUCTALIypHUs, TE€MaTypusi, CHUMIITOMBI TOKCHYECKOIO IOpaXCHUs
LIEHTPaJIbHOW HEPBHON CUCTEMBI (CYIOPOTH).

Jleuenue

CumnrTomaTtnueckoe. Heo6xonumMo crnpoBOIMpPOBaTh PBOTY, MPOMBITh KEIYJOK M KHUIIEYHHUK,
NPOBECTU OIIETayMBaHUE MOYHM, (HOpCUpOBaHHBIN auypes. [lpu aHypum w/miam NOYEYHOH

HEAOCTAaTOYHOCTH CJICAYCT OrpaHUYUTDH HOTp€6H€HI/I€ KUJIKOCTHU U SJICKTPOJIMTOB.

5. ®APMAKOJIOTMYECKHUE CBOMCTBA
5.1. @apmakoanHaAMHYecKHe CBOICTBA
®dapmakoTepaneBTUYECKast rpyImna: MPOTUBOAMAPEUHEIE, KHIIICYHbIE
MIPOTUBOBOCTIATTUTENbHBIE/ TPOTUBOMUKPOOHBIE CPEICTBA; KHUILEYHBIE MPOTHBOBOCHAIUTEIHHBIC
CPEICTBA; aMUHOCATHIIMIOBAS KUCJIOTA U MOJA00HbBIE CPEACTBA
Kox ATX: AO7ECO1

Mexanuswm aeiictBus u hapMmakoauHamMudeckue dbhheKThl

Cynb(acanazud H30UpaTeNbHO HAKAIUIMBAeTCsl B COEAMHUTENBHOW TKaHM KHUIIEYHHMKA C
BBICBOOOXKIEHUEM 5-aMHHOCAJINIIMIIOBOM KHCJIOTBI (5-ACK), o0Oamaromnien
IPOTHBOBOCTIAUTEIBHON aKTHBHOCTBIO, M CYJIb(aupHIMHA, 00JIaAal0IIEr0 TPOTHBOMHKPOOHOM
0aKTepHOCTATUYECKON aKTUBHOCTBHIO B OTHOLICHUN JUILIOKOKKOB, CTPENITOKOKKOB, TOHOKOKKOB,
KUIICYHOW TTaJOYKH.

5.2. ®apmakoKMHeTHYECKHE CBOIiCTBA

AOcopOruus

Oxkomno 30 % cynbdacanazuna B TabaeTKaX, HOKPHITHIX MJIEHOYHOW 0005104KOM, abcopOupyercs
U3 TOHKOTO KHIIeyHHKa, ocTanbHble 70 % MoABEepraroTcs pacllelUIeHuI0 MHUKpOQIopon
KUIIeYyHNKa ¢ oOpazoBanueM cyibdanupuanHa u 5-ACK, 60-80 % u 25 % cooTBETCTBEHHO.

Pacnpenenenne

CymecTByloT OONbIINE WHIUBUAyAIbHBIE pa3IHddsi B MaKCHUMAJIbHBIX CBIBOPOTOYHBIX
KoHIeHTpauusaX (Cmax) cynbdacana3nna u ero MeTaboIuTOB, Y «MEJUIEHHBIX allETUIIITOPOBY» OHU
BBIIIIE, YTO YBEJIMYMBAET PUCK Pa3BUTHUS HexemnarenbHbIX 3¢ dekroB. CynbdacanazuH JOCTUraeT
Cmax B Iu1asmMe KpoBH uepe3 3—12 yacoB mocie mpueMa TablIeTOK, MOKPBITHIX MJICHOYHON
000JI0UKOH.

CBs13b ¢ OenkamM IUIa3Mbl KpoBH cyibdacanasuna — 99 %, cynspanupuanna — 50 %, 5-ACK —
43 %.

BI/IOT]I)aHCCbODMaHI/ISI U 3JIMMHUHAIIA




CynppanupuauH mnoasepraercss MeTabogu3My B IE€YEHH IyTeM TI'MIPOKCHIMPOBAaHHUS C
oOpa3oBaHueM HeakTHBHbIX MerabomutoB, 5-ACK — mnyrem anerunuposanus. Ilepuon
NOJTyBbIBeIeHUs cyibdacana3una — 5—10 gacos, cynbdanupuauna — 6-14 gacos, 5-ACK — 0,6—
1,4 gaca. BeiBoguTcs uepe3 kuieyHuk 5 % cynbdanupuauna u 67 % 5-ACK, noukamu — 75—

91 % BcocaBuierocs cynbhacanazuHa (B TedeHue 3 n1Hel).

6. ®APMAIIEBTUYECKHUE CBOMCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
Kpaxmain npexxenatiHU3MpOBaHHbBIN
Maruus creapar
Kpemuust 1uokcu KOJIOUIHBINA, O€3BOTHBIHI

O00J104YKa IJIEHOYHAS

['unpomennosza

IIponwiieHrnuKoIb

6.2. HecoBMecTUMOCTH

Henpumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHHUs1)

S Jer.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

XpaHuTh pHU TemnepaType He Bbliie 25 °C, B OpUrHHaIBbHON YIIaKOBKE.

6.5. Xapakrep u coaepxaHue NEPBHYHOH YIAKOBKH

ITo 10 Tabnerox B 6muctepe u3 [I1BX/amomunneBoit ¢poabru.

I[To 5 GaucTepoB BMECTE € IMCTKOM-BKJIAIBIIIIEM IOMELIAIOT B MaYKy KapTOHHYIO.

6.6. Oco0ble Mepbl NPEAOCTOPOKHOCTH TMPH YHHYTOKEHHHM  HCIOJb30BAHHOIO
JICKAPCTBEHHOI0 MNpenapara WJIM  OTX0A0B, TMOJYYECHHBIX IOCJA€¢ NPHMEHEHHUs!
JIEKApPCTBEHHOI'0 Npenapara, u Apyrue MaHuIyJsIMUU C penapaTomM

OcoOble TpeOOBaHUsI OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS
CrnoBenus
AO «KPKA, n.1., HoBo mectoy, llImapwemnika necra 6, 8501 HoBo mecto
Ten.: +386 7331 21 11
@axc: +386 7 332 15 37
Anpec a1. moutsl: info@krka.biz

7.1. IlpeacraBure/ib AepKaTessi peruHCTPALHOHHOIO YA0CTOBEPEHUS


mailto:info@krka.biz

[Iperen3un noTpeOUTEEN HAIPABIATE 10 aAPECY:

Poccuiickaa ®eoepayus

000 «KPKA-PYC»

143500, MockoBckas o0u1., T. Uctpa, yiu. MockoBckas, 1. 50

Ten.: +7 (495) 994 70 70

Qakc: +7 (495) 994 70 78

Anpec 351. moutsl: Krka-rus@krka.biz

Be6-caiit: www.krka.biz

Pecnyonuxa Kazaxcman

TOO «KPKA Kazaxcran»

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

Anpec 2. moutsl: info.kz@krka.biz

Be6-caiit: www.krka.biz

Pecnybnuxa Apmenus

[TpencraButensctBo «Kpka, n.1., HoBo mecto» B PecriyOninke ApmeHus
0001, r. Epesan, yn. Han6aunnsn, a. 106/1 («CAAT-HOBA» BUSHEC-UEHTP), oduc 103
Ten.: +374 11 560011

Anpec 351. moutsl: info.am@krka.biz

Be6-caiit: www.krka.biz

Keipevizckasn Pecnybnuka

[IpencraButensctBo AO «KPKA, TOBapHa 3apaBui, a.1., HoBo mecto» B Keipreizcrane
720040, Yyiickas obnacts, r. bumkek, OynbpBap DpKuHAMK, 1. 71, 00k A
Ten.: +996 (312) 66 22 50

Anpec s1. moursr: info.kg@krka.biz

Beo6-caiiT; www.krka.biz

8. HOMEP PETMCTPAIIMOHHOI'O YIOCTOBEPEHMSI
JITI-Ne(001343)-(PT-RU)

9. JIATA MEPBUYHOM PETUCTPAIIMU (ITOATBEPKJIEHWUS PETUCTPALINY,

HEPEPETUCTPALINN)

Jara nepBoii peructpauuu: 26 oktsaops 2022 r.

10. JATA NEPECMOTPA TEKCTA
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mailto:krka-rus@krka.biz
http://www.krka.biz/

17 anmpens 2024 r.
OOmast  xapakTepucTHKa JekapcTBeHHoro mpenapara Cynbdacanasun JOCTynmHa Ha

uH(pOpMallMOHHOM TMopTaje EBpasuiickoro SKOHOMHYECKOTO COr03a B HH(OPMAIMOHHO-

KOMMYHHUKAIIMOHHOM cetu «uTepHeT» https://eec.eaeunion.org.
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