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(acanasuH, TOKPHITHIH TOBUIOHOM, COIEPIKHUT: CyIb(acanasuH, MOBUIOH 3 %, BOIY.

[TonHbIN IEpevYeHb BCIOMOTATEIBHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JJEKAPCTBEHHAS ®OPMA
TabneTK, MOKPHITHIC TNICHOYHOU 000JI0YKOM.
Kpyrinble, ciierka [BOSKOBBIMYKJIbIE TaOJETKH KOPUYHEBATO-)KEITOTO I[BETA, IOKPHITHIC
MPO3pavyHoOi, OECI[BETHOW IUIEHOYHOI 000104Koil. [lomyckatoTcs BKparuieHus Oojee CBETJIOro
L[BETA.

Ha n3nmome mepoxoBaTad MacCa KOPUYHEBATO-KEJITOI0O IBETA.

4. KIIMHUYECKHUE JAHHBIE
4.1. IToka3aHus1 K IPUMEHECHHUIO

[Ipenapar Cyiasdacana3id HoKa3aH K IPUMEHEHUIO V B3POCIBIX M AeTeill 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 DoKa3aH K IPUMEHEHUIO V B3POCHBIX U AE€TEl B BO3pacTe OT 6 JeT

e PeBmaTtougHbIi apTpUT, IOBEHWIbHBIH PEBMATOMJHBIN apTpuT Nnpu HedI(HEKTUBHOCTU
HECTEPOMIHBIX TPOTUBOBOCIIATUTENbHBIX NpenaparoB (HIIBII).
4.2. Pe:xuM 103UPOBAHUS M CIIOCO0 NPUMEHEHUA

Pexum go3upoBaHus

A3zeennvlii konum, 6onesnv Kpona

Bspocneim: B 1-it nenp mo 500 mr 4 pasza B cyTKH, BO 2-if neHb 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
noaaepKuBarolyro 103y no 500 Mr 3—4 pa3a B CyTKM B T€YEHHE HECKOJIBKUX MECSLIEB.
MaxkcumanbHast CyTo4Hast 1032 JUIs B3pOCIbIX — 8 T.

Peemamouonwiii 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 TpeTbei Heaenu —no 500 mr 3 paza B CyTKU U T. 1.
TepaneBTuyeckas 7032 MOXeT cocTaBiaTh oT 1,51 mo 31 B cyrku. Kimnuueckuit sddexr
nosiBsiercs nocie 6—10 veaens Tepanuu. Kypc 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 mocaeayroomue 104 1o 1,5-2 r 4 pasa B cytku. [locie gocTmwxeHust peMuccuu
neTssM B Bo3pacte oT 16 go 18 mer w/mmm ¢ maccod Tena Oonee 65 KT Ha3HAYaAKOT
nojaaepKuBarolyto 103y no 500 mr 3—4 pa3a B CyTKM B T€UEHHE HECKOJIBKUX 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. [TognepxxuBaromas tepanus g aeteit ot 10 no 16 net u/unu ¢ maccoii Tena meree 65 kr
HE pekoMeHayeTcsl. MakcumanbHas CyTo4Has J103a JUis f1eteit 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 108eHUIbHYII PEBMAMOUOHBLI APMPUN
Jetsm B Bo3pacte oT 16 1o 18 ner: B TeueHue nepBoit Heaenun HazHavaroT o 500 mr 1 pas B cyTKH,
B TeueHue BTopoil Heaenu — no 500 mr 2 pasa B CyTKH, B TeUeHUe TpeTbei Hepenu — no 500 mr
3pa3a B CyTkM U T. A. TepameBTHUecKass 71032 MOXKET COCTaBIATH OT 1,5T 70 3T B CyTKH.
Knuanueckuii agdext nosisisercs nocie 6—10 Henens Tepanuu. Kypc neuenust — 6 mecsues u
Oounee.
Jletsim B Bo3pacTte ot 6 1o 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.
HetsMm B Bo3pacte ot 16 o 18 et u/mmum ¢ maccoii Tena 6onee S0 kr: 2 TabneTku 2 pa3a B CyTKH.
MakcumanbHast CyTouHasi 103a Ui fetei coctasiseT 2 T i 40-50 Mr/kr maccol Tena.
[Tpenapar CynbdacanasuH NPOTUBOIMOKA3aH JETSAIM B Bo3pacTe J0 6 JIeT ¢ IOBEHWJIbHBIM
PEBMATOMIHBIM apTpUTOM (0€30MaCHOCTh M A3PPEKTUBHOCTD HE YCTAHOBJIEHBI) (CM. paszen 4.3.).

Crrocob nmpruMeHeHus

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

4.3. [IpoTuBONOKA3aAHUS



e ['unepuyBCTBUTENIBHOCTh K Cyjb(acana3uHy, Cyidb(OHaAMHUAAM, CAIMLMIATAM W/WIN K
J1r000My U3 BCIIOMOTaTEIbHBIX BEIIECTB, IEPEUUCIECHHBIX B pa3ene 6.1.
e Tlopdupus.
e ['panynouuroneHus.
e AmulacTHuecKas aHeMusl.
e BpoxaeHHbIN AehUIIUT TIII0K030-6-pocharaernaporeHasbl (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
(U1 TaHHOM JIeKapCTBEHHOU (OpMBI U 103UPOBKH) (3PPEKTUBHOCTD U 0€30MaCHOCTh 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 peaklus B aHaMHe3e (BO3MOXKHA
HepeKkpecTHas ajjaepruyeckas peakuus K GpypoceMuay, THa3HIHbIM JUYpPETUKaM, IPOU3BOIHBIM
CyJIb()OHMIMOYEBHHBI, MHTUOMTOpaM KapOoaHTuApasbl), CUCTEMHBbIE (OPMBI IOBEHHJIBHOTO
PEBMaTOUIHOTO apTpUTa (PUCK Pa3BUTHUS CBIBOPOTOUHOM 00JIe3HH), OEPEMEHHOCTb.

Knuanyeckuii 1 OMOXMMUYSCKUI aHAIIN3 KpOBHU

[TonHbIi KIMHUYECKUI aHATN3 KPOBH, BKIIFOUYAs TOJCYET JICUKOLUUTAPHON (POPMYIIBI, KOJTHUECTBA
SPUTPOIUTOB U TPOMOOITUTOB, 1 OMOXUMHUYECKUE MOKa3aTean (GyHKIUU MEUYEHU JOJDKHBI OBITh
BBITIOJIHEHBI TIEpPE/l HayajoM IpueMa cylib(acaniazuHa U KaKIyI BTOPYIO HENETI0 B TEUEHUE
MIEPBBIX TPEX MECSIEB Tepanuu. B TeueHue cleayronmx Tpex MecsIeB Takue ke 1abopaTopHbIe
aHaJIN3bl JOJKHBI IPOBOJUTHCS €KEMECSUHO, Jallee OJJMH pa3 B TPU MeCsla U B COOTBETCTBUU C
KIMHAYECKUMU MOKA3aHUSIMU.

KOHTD 0JIb CbVHKHI/II/I IIOYCK

OI_ICHKE[ (I)yHKI_[I/II/I IIOYCK (BKJ'IIO‘I&H 06H.[HI>1 aHaJn3 MO‘-II/I) AOJIKHA MPOBOJUTHCA Y BCCX MMALTUCHTOB
nepea HavdajloM TEpalru ", 1o KpaﬁHeﬁ MCPE, CIKCMECCAYHO B TCUCHHUC IICPBBIX TPCX MCCALCB
neuenns. Ilocne 3Toro MOHHUTOPHHT CJICAYCT HNPOBOAUTHE B COOTBETCTBHH C KIMHUYCCKHMHU
IOKa3aHUsAIMH.

Cepbe3HbIe HEXKEIATCILHBIC PEAKIIUN

Hannune kIMHUYECKUX MPHU3HAKOB, TAaKUX KakK 00Jb B TOpie, JIUXOPaAKa, OJIETHOCTh KOXKHBIX
MOKPOBOB, MypIlypa WK KeITyXa, Ha (OHE Tepanuu cyib(acalazuHOM MOXKET YKa3blBaTh Ha

MUEJIOCYTIPECCHIO, TEeMOJM3 WM TIenaTOTOKCMYHOCTh. CrlemayeT NpeKpaTuTh JeueHue



cylbdacarazuHoOM 10 TOJYYCHHS PE3ylIbTaTOB aHAIM30B KpoBH (cM. paszaen 4.4., mompaszien
«Bnusinue Ha pe3ysbTaThl Ta0OPAaTOPHBIX UCCIICAOBAHUID).

Ha ¢one npumenenus npenapara Cynbdacana3ut ObLUTH 3apETHCTPUPOBAHBI YTPOXKAIOIINE KU3HH
KOkHbIe peaknuu: cuHApoM CruBenca-/[)xoncona (CCJ]) M TOKCHYECKH AIHIepMabHbIMN
uekponus (TOH).

[TarueHTHl TOJDKHBI OBITH MPEIYNPEXKACHBI O KIMHUYECKHX IMPOSBICHUSIX M CHMITOMAax U
BHUMATEJBHO CIEIUTH 33 Pa3BUTHEM KOXHBIX peakuuil. Hanbonee Beicokuii puck pazsutust CCJJ
1 TOH B TedueHue NepBbIX HEAETb JICYCHUS.

[Ipu mnosiBieHMH KIWHWYECKUX MposiBieHnid wim cumnromoB CCJl m TOH (manpumep,
IPOTPECCUPYIONIast KOXKHAS CHIIb YaCTO C BOJIIABIPSIMU WIIH C TIOPAKEHUEM CIU3UCTON 000IOUKH)
CIIeZyeT MPEeKpaTUTh JeueHune npenaparom CyibdacanaszuH.

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

Ecnmu y manuenta npu npumenHenuun mnpernapata Cynbdacanasun pazswmch CCJ unu TOH,
BO300HOBJIATH TEPANUIO CyIb(hacala3uHOM y JaHHOTO MallUeHTa HEeNb3s.

BiausHue Ha pe3yabTaThl Ha6ODaTODHLIX HCCICIOBAHUM

VY manueHToB Mpu BO3/IEHCTBUM Cyib(acaaa3zuHa Uik ero MeTadoJuToB (MecajJaMUH/Mecalla3yH)
OBLJIO TOJyYEHO HECKOJIBKO COOOUIEHHH O BO3MOYKHOM JIOKHOIOJIOXHUTEIBHOM pe3ysbTare
aHaju3a MpH OINpe/ielIeHnH HOpMeTaHe(hprHa B MOYE METOJIOM >KHJKOCTHOM XpoMaTorpadum.
Cynbhacanazus win ero MeTaboJInThl MOTYT BIMSTH Ha MOIJIOLIEHNUE yIbTpaduoseTa, 0COOCHHO
npu anuHe BosiHbl 340 HM, a Takke Ha pe3yJbTaThl HEKOTOPBIX JJAOOPATOPHBIX aHAIU30B MPU
UCIIOJIb30BAaHUU JUTUIPOHUKOTUHAMUIAICHUHINHYKIICOTHU1a (HAIH) W
JTUTUAPOHUKOTHHAMUAA e HUHIUHYKIeoTH1-pochata (HAJIDH) s usmepeHuss morIomeHus
yIbTPadUOIIETOBOTO M3Iy4YeHUs IPU 3TOM AJMUHE BOJHBL. [Ipumeps! Takux oOcie10BaHUA MOTYT
BKJIIOYATh: ONpPE/eIeHNe KOHIIEHTPAllul MOYEBUHBI, aMMHUaKa, Jlaktataeruaporenassl (JIAT), a-
TUAPOKCUOYTUpATa JETUAPOreHasbl U Ioko3bl. [lpu npuMmeHnennu cynibdacana3vuHa B BBICOKHX
J103aX BO3MOXHO H3MEHEHHUE PE3YJIbTaTOB OIPEAEICHUS CBIBOPOTOYHOM AaKTUBHOCTHU
ananuHamuHoTpaHchepassl  (AJIT), acmapraramunoTpancdepassl (ACT), KpeaTHHKHHA3bI-
meimiy/mo3ra  (KK-MB), riyramarnerujiporeHa3bl WM CHIBOPOTOYHOM — KOHLEHTpPALUU
TUpOKCHHA. [IpoKOHCYIBTHpPYHTECH € COTPYOHUKaMU JAMAarHOCTUYECKOW JjabopaTopuu
OTHOCHUTEJIBHO HCIIOJIb3YEeMOM METOJMKH MpPOBEIEHUS J1adopaTopHbIX aHaiu3oB. Crexyer
COOJII0IaTh OCTOPOXKHOCTD MIPU UHTEPIPETALUHU 3TUX PE3YIbTATOB Y MAIIMEHTOB, IPUHUMAIOIINX
cyiabdacanasud. Pe3ynbraTsl cieqyeT HHTEPNPETUPOBATh B COUYETAHUU C KIMHUYECKUMHU

JaHHBIMU.



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

Cynbacana3ut yMeHbIIAET BcachblBaHUE (OITMEBOI KUCIOTHI U IUTOKCHHA.

YcunuBaer JAeWcTBUE aHTHKOATyJISIHTOB, MPOTUBOAMMICHTHYECKMX M THIOMIMKEMHYECKUX
CPEICTB JUIsl IpUeMa BHYTPb, a TaKkKe N000UHbIe 3P PEKThI IUTOCTATUKOB, IMMYHO/ICTIPECCAHTOB,
renaro- ¥ He)POTOKCUYHBIX CPECTB.

JlexapcTBEHHBIE CPENICTBA, YIHETAIOIIME KOCTHOMO3IOBOE KPOBETBOPEHME, YBEIUUHUBAIOT PUCK
Pa3BUTHS MUEIOCYTIPECCHH.

AHTUOMOTUKH, B CBSI3U C YTHETAIOIIUM JEHCTBHEM Ha KHUIIEYHYIO (JIOpY, YMEHBIIAIOT
3¢ (HEeKTHBHOCTH Cyib(acalla3uHa MPH SI3BEHHOM KOJIUTE.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JAKTALMS

bepemeHHOCTD

Bo Bpems 6epemennocTu npuMenenue npemnapata Cynbdacana3zuH BO3MOKHO TOJIBKO IO CTPOTUM
MOKa3aHMUSAM U B MUHUMAIIbHOW 3 deKTHBHOM 103¢e. Eciin mo3Bossier TeueHne 3a00aeBaHus, TO B
Il Tpumectpe OGepemeHHOCTH TpuMeHeHue mnpemnapara Cynbdacana3uH clieayeT MpeKpaTHTb
(cynbdacanasud BBITECHSACT OWIMPYOHWH M3 CBSI3U C O€JIKaMM IUIa3Mbl KPOBH, TEM CaMbIM
YBEJIMYUBAsL PUCK PA3BUTHUS SIIEPHOU JKENTYXH U TUNEpPOUIHMPYOMHEMUN Y HOBOPOXKIACHHBIX —
TOKCHYECKOE MOPa’keHNE HEPBHBIX LIEHTPOB I'OJIOBHOT'O MO3Ta). Y HOBOPOXKIEHHBIX C Ie(UIIUTOM
TIII0K030-6-(ocdaTaernaporeHassl BO3MOXKHO Pa3BUTHE TEMOJIUTHYECKONW aHEMHUH.

JlakTanus

Cynbacanazut B HOpME BBIJENSAETCS B MATEPUHCKOE MOJIOKO B OYEHb HEOOJIBIIOM KOJIMUYECTBE,
Y HEZIOHOIIIEHHBIX HOBOPOXK/IEHHBIX U Y JIeTEH IPyIIIbl OBBIIIEHHOTO PUCKA YBEINUNBAETCS PUCK
pa3BuTus sepHoi xkentyxu. KoHineHTpanus ke cyibpanupuauHa B MaTEPUHCKOM MOJIOKE
coctaBisieT 40 % OT KOHIIEHTpALMK B TUIa3Me MaTepH.

[Tpu HeoOxomumocTu mpuMeHeHus mpemnapara CynbdacanazuH B MEPUOJ JAKTALUU CIETYeT
PENINTh BOIPOC O MPEKPAIIEHUH IPYAHOI0 BCKAPMIIMBAHMUSL.

4.7. BuusiHue Ha CIOCOOHOCTH YIPABJATH TPAHCIOPTHBIMHM CpPeICTBAMH U padorarh ¢
MeXaHNU3MaMu

Heo6xoanmMo cobio1aTh OCTOPOKHOCTD MPH YIIPaBIEHUH TPAHCIIOPTHBIMU CPEJCTBAMHU U paboTe
CO CJOXHBIMM TEXHHMYECKUMU YCTPOMCTBAMH B CBSI3U C BO3MOXKHOCTHIO BO3HHUKHOBEHUS
TOJIOBOKPY>KEHHS.

4.8. HexxesnaTesibHbIE peaKIUU

Pesrome npoduiist 6esonacHocT




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

Pe3ioMe HexxenaTeabHbIX PEaKIIUN

Hapywenus co cmopoHvl Kpou u IumM@amuyeckou cucmembvl: MaKpOLUTO3, JIEHKONEHU,
HEUTpOIIeHHsI, Merajo0yacTHass aHEMHs, TEMOJHUTHYECKas aHEeMHs, TEMOJUTHUYECKAasi aHEeMUs
BCJIEJCTBHE (DEPMEHTHBIX HAPYUICHUH — MPU HECTAOMIIBHBIX MOJIEKYJIaX TeMoriiobnHa (Tenbla
[eifinna-Opnnxa), METreMOrJo0MHEMHUs, arpaHyJIOLMTO3, TPOMOOLMTOICHMS, aIllacTHYecKas
aHEeMHUsl, TUIIONIPOTPOMOUHEMHUS.

Hapywenus co cmoponbl UMMYHHOU cucmeMmbl: TEHEPAIU30BaHHAs KOXKHAs ChlIlb, KPAIIMBHUILIA,
JpUTEMa, KOXKHBIM 3y, OSKCQOIMATUBHBIA JEPMATUT, (OTOCCHCHOMIM3AIMNS, JHXOPAJIKa,
auMdoasieHonaTusi, CbIBOPOTOYHAs O0OJ€3Hb, NEPUOPOUTAIBHAS OTEYHOCTb, 303MHO(DUIMS,
Y3€JIKOBBIN NepuapTepunT, aHapUIaAKTUIECKUN IIOK.

Tcuxuueckue napyuwienus: TaNIIOUUHALIAY, IEIPECCHUS.

Hapywenus co cmopoHul HepsHOll cucmeMbl: TOIOBHAs 001b, epudepruecKas MOJTUHEHPOIaTHs,
BEPTUTO, TOJIOBOKPYKEHUE, CYI0POTH, aTaKCUsl, HAPYIIEHUE CHA, aCENTUYECKUI MEHUHTUT.
Hapywenus co cmoponul opeana cnyxa u 1adupunma: 1yM B ymax.

Hapywenus co cmopoHvl OblXamenbHOU CUCEMbl, OP2AHO8 2PYOHOU KIEeMKU U CPeOOCMEeHUs.:
OJIBIIIIKA, KAIlleJIb, THTEPCTUIIHAILHBIN THEBMOHHT, (PMOPO3UPYIOIHIA aTbBEONUT, HHPHUIBTPATHI
B JIETOYHOH TKaHU.

Kenyoouno-kuweunvle napyuienus: TOUIHOTA, pBOTA, TUapesi, CHUKEHUE alleTUuTa, aHKPeaTHT,
CTOMATHT, OOJIb B )KUBOTE, JIEKAPCTBEHHBIN T€NaTHT.

Hapywenus co cmoponvl Kodcu U NOOKOJCHbIX MKAHeU: TAXKeIble KOKHbIE HEXelaTeIbHbIe
peakuuu: cooduanock 00 oueHp peakux ciydasx passutus CCJ u TOH.

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

Hapywenusi co cmopoHbl penpoOyKmuHOU Cucmemvl U MOJOYHBIX Oicene3: TPEXOsIue
OJIUTOCTIeEpMHUS U OecIuionue.

Jlabopamopnvle u  uHcmpymenmanvhble OaHHble: TUNEPOUNNPYOUHEMUS, TOBBILIEHUE
AKTUBHOCTH IIENIOYHON (ochaTaspl, «IIEUCHOUHBIX» TPAaHCAMUHA3 B TIa3Me KPOBH.

Obwue napywenusi u peaxyuu 6 mecme 66e0eHus: TUNEPTEpPMUs, NapOTUT, BO3MOXKHO
OKpAaIIMBaHUE MOYHU, KOKHU UIIM MATKUX KOHTAKTHBIX JIMH3 B JKEJITO-OPAaHIKEBbIH 1IBET.

COOGH.IGHI/IC 0 TOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

Baxxno cooOmaTte 0 TOM03pEBaeMbIX HEXKENATEIbHBIX PEaKIHAX IOCIe pPETUCTpaIuu

JIEKapCTBEHHOT'O Tpernapara ¢ 1eabl0 00ecrnedeHrs HeMPepbIBHOIO MOHUTOPUHTA COOTHOILICHUS



«10Jb3a — PHUCK» JIEKapCTBEHHOIO Mpemnapara. MeauiuHCKUM paOOTHHKAM DPEKOMEHIYeTcs
co00IaTh O JIFOOBIX TO03PEBACMBIX HEXKEIATEIBHBIX PEAKIUAX JCKAPCTBEHHOTO Ipernapara
Yyepe3 HAlMOHAJIbHBIE CHUCTEMbI COOOIICHUSI O HEXENATEIbHBIX PEaKIMIX roCyJapCTB — WICHOB
EBpa3niickoro 3k0HOMHUYECKOr0 COK03a.

Poccuiickasa ®@eoepayus

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

®denepaiibHas Ciryx)0a 1Mo Ha3OPY B chepe 3ApaBOOXpaHCHUS

Ten.: +7 (800) 550 99 03

Anpec 21. moutsl: pharm@roszdravnadzor.gov.ru

Be6-caiit: https://roszdravnadzor.gov.ru

Pecnybnuxa Kazaxcman

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

PI'TI na ITXB «HauuoHaJIbHBINA LEHTP SKCHOEPTU3bI JIEKAPCTBEHHBIX CPEJICTB U MEIUIIMHCKUX
w3nenuiiy Komurera MeauuumHCKOrOo W (apMaleBTHYECKOrOo KOHTPOJIsl MuHHCTEpCTBa
3apaBooxpanenust Pecnyonuku Kazaxcran

Ten.: +7 7172235135

Anpec 1. moutsl: farm@dari.kz

Beb6-caiit: www.ndda.kz

Pecnyonuxa Apmenus

0051, r. Epesan, 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. moutsr: admin@pharm.am, vigilance@pharm.am, letters@pharm.am

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

Keipevizckas Pecnybauka

720044, Yyiickas obnacts, . bumkexk, yiu. 3-1 Jluaus, x. 25

JenapTamMeHT JIeKapCTBEHHBIX CPEACTB U MEAUIIMHCKUX U3IETUI

Ten.: +996 (312) 21 92 86

Anpec s1. moutsr: dismi@pharm.kg

Be6-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€ KUIKOCTU U JJICKTPOJIUTOB.

5. ®APMAKOJIOTMYECKHUE CBOMCTBA
5.1. ®apmakoauHaMHYecKHe CBOIiCTBA
®dapmakoTepaneBTUYECKas rpyImna: IPOTUBOIUAPEHHBIE, KHIIICUHbIE
MIPOTUBOBOCTIATTUTENbHBIE/ TPOTUBOMUKPOOHBIE CPEICTBA; KHUILIEYHbIE MPOTHUBOBOCHAIUTEIbHBIC
CPEICTBA; aMUHOCAIHIIMIOBAs KUCJIOTA U MOJA00HbBIE CPEACTBA
Kox ATX: AO7ECO1

Mexanusm aeiictBus U hapMakoauHaMmudeckue dbhheKThl

Cynb(acanazud u30MpaTeNbHO HAKAIUIMBAETCSl B COEAMHUTENILHOW TKaHM KHUIIEYHHMKA C
BBICBOOOXKIEHUEM 5-aMHHOCAJINIIMIIOBOM KHCJIOTBI (5-ACK), o0Oamaromnien
MPOTUBOBOCTIAJIUTEILHON aKTHBHOCTBIO, U CyJIb(panmupuinaa, 001a1at0iero MpoTUBOMUKPOOHOH
0aKTEepHOCTAaTUIECKON aKTUBHOCTBHIO B OTHOIICHNWH JUITIOKOKKOB, CTPENITOKOKKOB, TOHOKOKKOB,
KUIIEYHO! MaJIOUYKH.

5.2. ®apmakoKMHeTHYECKHE CBOIiCTBA

AOcopOruus

Oxkomno 30 % cynbdacanasrHa B TabJeTKax, MOKPBITHIX MJIEHOUYHON 000104K0#, abcopOupyercs
U3 TOHKOTO KHIIeyHHKa, ocTanbHble 70 % MoABEepraroTcs pacllelUIeHuI0 MHUKpOQIopon
KUIIeYyHHKa ¢ oOpazoBanueM cyibdanupuanHa u 5-ACK, 60-80 % u 25 % cooTBETCTBEHHO.

Pacnopenenenune

CymecTBytoT OONIbIIME WHIUBUAyAIbHBIC pa3IHudsi B MaKCHMAIbHBIX CBIBOPOTOYHBIX
KoHIeHTpauusaX (Cmax) cynbdacanasuna 1 ero MeTaboIuTOB, Y «MEUIEHHBIX allETUIIITOPOBY» OHU
BBIIIIE, YTO YBEJIMYMBAET PUCK Pa3BUTHUS HexenaTenbHbIX 3¢ dekroB. Cynbdacanazud JOCTUTaeT
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/IOTDaHC(bODMaHI/IH " 3JIMMUHaANUA




CynbanupuauH mnoasepraercss MeTaOoau3My B IE€YEHM IIyT€M THAPOKCUIMPOBAHUS 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 kumeyHuk 5 % cyibdanupuauna 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 quoKcH KOJIOUTHBINA, O€3BOTHBIHI

O00J104YKa IJIEHOYHAS

['unpomennosza

IIponwiieHrnuKoIb

6.2. HecoBMecTUMOCTH

Henpumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHUs1)

S Jer.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

XpaHuTh NpHU TemnepaType He Bblie 25 °C, B OpUrHHAIBHON YIIaKOBKE.

6.5. Xapakrep u coaepxaHue NEPBHYHOH YIAKOBKH

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

I[To 5 6aucTepoB BMECTE € IMCTKOM-BKJIAIBIIIIEM [IOMEUIAIOT B MaYKy KapTOHHYIO.

6.6. Oco0ble Mepbl NPEAOCTOPOKHOCTH TMPH YHHYTOKEHHHM  HCIOJb30BAHHOIO
JICKApCTBEHHOI0 MNpenapara MWJIH  OTX0JA0B, TMOJYYEHHBIX IOCJe NPHUMEHEHHUs!
JIEKApPCTBEHHOI'0 Npenapara, ¥ Apyrue MaHuIMyJIsiMU ¢ NpenapaTom

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 2. moutsl: info@krka.biz

7.1. IlpencraBuTe b Aep:KaTesisd PerucTPAIMOHHOI0 YA0CTOBEPEeHUA


mailto:info@krka.biz

[Iperen3un noTpeOUTEEN HAIPABIATE 10 aAPECY:

Poccuiickaa ®eoepayus

000 «KPKA-PYC»

143500, MockoBckas o0u1., T. Mctpa, 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 Kazaxcrtan»

050040, r. Anmatsl, Mukpopaiion KOKTEM-1, nom 15A, odwuc 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 3apasui, a.1., HoBo mecto» B Keipreizcrane
720040, Yyiickas obsacts, r. bunikek, OyiabBap DpkUHIUK, 4. 71, 610Kk A
Ten.: +996 (312) 66 22 50

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

Be6-caiiT: www.krka.biz

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

9. JIATA MEPBUYHOM PETUCTPAIIMU (ITOATBEPKJIEHWUS PETUCTPAIINN,

HEPEPETUCTPALINN)

Jara nepBoii peructpauuu: 26 oktsaops 2022 r.

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

17 anpens 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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