COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 16.05.2024 N= 9544

OBILASI XAPAKTEPUCTUKA JEKAPCTBEHHOFO TIPEITAPATA "4

1. HAUMEHOBAHME JIEKAPCTBEHHOT O IIPEITAPATA
Ypcones, 250 mr, Karcysbl

2. KAYECTBEHHbBI 1 KOJIMYECTBEHHBIN COCTAB
JlericTBy1O11I€€ BEUIECTBO: YPCOAE30KCUXO0JIEBAsk KUCIIOTA.
Kaxxnas xancyna cogepxut 250 Mr ypcoae30KCHUX0JIEBOM KUCIOTHI.

[TonHbIM IepeyeHb BCIOMOTaTeIbHbBIX BEIIECTB MPUBENIEH B pa3aene 6.1.

3. JJEKAPCTBEHHASA ®OPMA

Kancymsi.

TBepable, Oenble, HEPO3pauHble, )KeTaTUHOBBIE Karcyiibl. Paszmep kancynsl — Ne 0. Conepxumoe
KarcyJs — MOPOIIOK OEJIOro UK TIOYTH OEJIoro IBETA.

4. KIMHUYECKHUE JAHHBIE
4.1. [loka3zaHusi K NPUMEHEHUIO
IIpenapar Ypcozes mokasaH K IPUMEHEHHUIO Y JETEH U B3POCIIbIX.
e PacTBOpeHHE XOJIECTEpMHOBBIX KaMHEH JXKeIMyHOro my3bips (pasmepoM He Oojee 15 MM B
JMaMeTpe Py HOPMAJIbHON COKPATUTEIbHOM CLIOCOOHOCTH JKEITYHOTO ITy3bIps);
e JleueHue:
— OWIHapHBIN peIIIOKC-TaCTPHT;
— MEePBUYHBINA OMJIMApHBINA IUPPO3 TIEYSHHU IPU OTCYTCTBUH NPU3HAKOB JEKOMIICHCALIUY;
— XpOHHYECKHUE TE€NIAaTUThI PA3IMYHOIO I€HE3a;
— IIEPBUYHBIN CKJIEPO3UPYIOLIUI XOJIaHIUT;
— MYKOBHCIIHJI03 (B COCTaBE KOMILIEKCHOM Teparuu);
— HEAJIKOT'OJIbHBIN CTEaTOreNaTuT;
— QJIKOToJIbHAas 00JIE3Hb MEYEHH;
— IMCKUHE3US )KETUEBBIBOASIINX ITyTEH.

4.2. Pe:kum 103MPOBAHUSA U CIOCO0 MPUMEHEHM I

JI1st manueHToB, KOTOpble HE MOTYT IPOIVIOTUTh KaICyJjbl Ipenapara Y pcojie3, Wil ManueHTam
¢ Maccoil Tena < 47 Kr peKOMEHAYETCs MPUMEHSATh IpenapaThl ypCcOIe30KCUX0JIEBON KHUCIOTHI
(YAXK) B BUE CyCIICH3UU.

Pexxum 1o3upoBanus

e PacmeopeHnue xonecmepuHosbix JHcenuHblX KaMHell

Pexomennyemass mo3za coctaBmser 10 mr (YAXK) ma 1 kr maccel Tenma B CYTKH, YTO
COOTBETCTBYET:

Macca Tesa (kr) CyTouHas 103a (KancyJibl)
<60 2
61-80 3
81-100 4
> 100 5

[Tpenapat HEOOXOAUMO MPUHUMATH €KETHEBHO BEUEPOM, Mepes CHOM. [[MUTEenbHOCTD JeueHus
coctaBisier 6—12 wmecsueB. s MpoQHUIAKTUKK TOBTOPHOTO XOJEIHTHA3a PEKOMEHAyeTcs
PUMEHEHHUE MpernapaTa B TeYeHHE HECKOIbKUX MECALIEB MOCIIE PACTBOPEHUSI KAMHEH.

e bBunuapuwiii pegioxc-eacmpum

Pexomennyemas moza — 250 mr (1 kamcyna mpemnapara Ypcojne3) €KeTHEBHO BEUEpOM, IMepen
caoM. Kypc nedenus cocraBmsier ot 10—14 quelt 10 6 Mecsies, pu HEOOXOIUMOCTH — JI0 2 JIET.
o [lepguunvlii OUnUAPHBIL YUPPO3 NEYeHU

Pexomenayemast cyTouHasi /1032 3aBHCHT OT MacChl Te€lla U COCTaBIAE€T OT 3 10 7 Kamcyna
(mpumepuo 1442 mr YJXK nHa 1 kr maccel Tena). B Teuenune mepBbIX 3-X MeECSIEB JICUCHUS
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CyTOUHYIO 03y IHpenapara cieayeT pasjaeiayTh Ha (RO AR A B IR T s

(YHKIMOHAJBHBIX TOKa3aTesIel MEYeHW MOXKHO NepeiTH Ha OJHOKPATHBIM MpUEM CYTOYHOU
J103bI B BeuepHee BpeMsl. PEKOMEHyeTcs ey oI peKUM IPUMEHEHHS

Ypcones, 250 Mr, KancyJibl
Macca Tena (kr) B Teyenne nepBbix 3-x MecsieB JeYeHUS B nocsexyromem
YTpO JeHb Beyep Beuep (0THOKPATHO)
47-62 1 1 1 3
63-78 1 1 2 4
79-93 1 2 2 5
94-109 2 2 2 6
>110 2 2 3 7

Kancyner cnenyer mpunumarh peryisipHo. [lpumenenue mnpenapara Ypconae3 Ijsi JICUEHUS
MEPBUYHOTO OUIIMAPHOTO LIUPPO3a MOXKET MPOJOJIKATHCS B TEUEHHE HEOTPAaHUUYEHHOTO BPEMEHHU.
VY ManueHToB ¢ MEePBUYHBIM OWIMAPHBIM IIUPPO30OM B PEIKHUX CIydasX KIMHUYECKHE CHMIITOMBI
MOTYT yXYALIUTHCS B Hayaje JIEYCHHs, HAIpHUMEp, MOKET y4acTHTbcs 3yA. B aToM ciyuae
J€YEeHUEe cleAayeT MpOAOJDKUTH (IpUHMMas 1o 1 Kamcysle eXEeIHEBHO), Jajiee CIeAyeT
MOCTENIEHHO MOBBIIATH 103y (YBEIUUMBAsi CYyTOYHYIO J03Y €KEHEIeNbHO Ha | Karcyiy) A0 Tex
1op, TOKa BHOBB HE OYeT JOCTUTHYT PEKOMEHTyEeMBIH PEXUM JI03UPOBAHHUS.

e Xponuueckue cenamumsl pasiuiHo20 2eHe3a

Pexomenayemas cyrodnas go3a coctasisieT 10—15 mr/kr B 2—3 npuema. [[muTenpbHOCTD Tepanuu
cocraBisieT 6—12 mecsies u 6onee.

o [lepsuunvlii ck1epo3UpYIOWULE XOTAHSUM

Pexomenayemast cytouHas jo3a coctaBiseT 12—15 Mr/kr, mpu HEOOXOAMMOCTH 1032 MOXKET
obITh yBenmumueHa 10 20-30 mr/kr B 2-3 mpuema. JIIMTENBHOCTh TEpaluu COCTABISET OT
6 MecsIIeB 10 HeCKOJBKUX JIeT (cM. pasnen 4.4.).

o Mykosucyuoo3s (6 cocmase KOMNIEKCHOU mepanuu)

Pexomennyemast cyrounas no3a coctaBisgeT 20 MI/Kr B CyTKH B 2—3 mpuema ¢ JajJbHEUIINM
yBenudeHueM 10 30 MI/Kr npu He0OXOAMMOCTH.

Macea Tea (kr) CyTtouHasi 103a (MIr/Kr Ypcoaes, 250 mr, KancyJabl
Macchl Tesa) yTpoO JAEeHb Bevep
20-29 1725 1 — 1
30-39 19 — 25 1 1 1
40-49 20 -25 1 1 2
50-59 21 -25 1 2 2
60—69 22 -25 2 2 2
70-79 22 -25 2 2 3
80-89 22 - 25 2 3 3
90-99 23 -25 3 3 3
100-109 23 -25 3 3 4
>110 — 3 4 4

e Heanxozconvbhuwlili cmeamozenamum

Pexomennyemas cpemssisi cyTouHas no3a cocrapiser 10—15 mr/kr B 2-3 npuema. [urenbHOCTh
Tepamuy COCTABIISIET OT 6—12 MecsreB u OoJee.

o AnkozonvHas OONe3Hb neyeHu

Pexomenmyemas cpentsisi cyrouHasi 1o3a cocrasisier 10—15 mr/kr B 2—-3 mpuema. JIIUTenbHOCTD
TEpanuy COCTaBIsIeT OT 6—12 mecseB u 6oJee.

o JluckuHe3us dHcenyueblo0AWUX nymeu

Pexomenayemas cpenHsisi cytouHas n1o3a — 10 Mr/kr B 2 mpuema B TE€UEHHE OT 2-X HEIeNb 0
2-x mecsieB. [Ipy HEOOXOAUMOCTH KypC JICUCHHSI PEKOMEHTYETCSI TIOBTOPUTb.



COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 16.05.2024 N= 9544

Pacuyer cyToyHOr0 KOJIMYECTBA KaIlCyll B 3a3ncnﬁggﬁ:'3§&£(::léﬁ];gﬂl:fﬂgﬁ;eﬁ?djp; 04)

PEKOMEHIyEMOH [103bI IIpernapara Ha 1 Kr Macchl Tena

Macca 10 mr/kr/cyr | 12 mr/kr/cyr | 15 mr/kr/cyt | 20 mr/kr/cyr | 30 mr/kr/cyr
TeJa (Kr) (kamc) (karc) (kamc) (kamc) (karc)
19-25 1 1 2 2 3
26-30 1 1 2 2 4
31-35 1 2 2 3 4
3640 2 2 2 3 5
41-45 2 2 3 4 5
46-50 2 2 3 4 6
51-55 2 3 3 4 7
5660 2 3 3 5 7
61-65 3 3 4 6 8
66-70 3 3 4 6 8
71-75 3 4 4 7 9
76—80 3 4 4 7 10
81-85 4 4 5 8 10
8690 4 4 5 8 11
91-95 4 5 5 9 11
96-100 4 5 6 9 12
101-105 4 5 6 9 13
106-110 4 5 6 10 13
> 110 5 — 7 11 —
eTH

Pexxum no3upoBaHus y aerell B Bo3pacTe OT 3 JIET HE OTIMYAETCS OT peXuma J03UpPOBaHUS Y
B3pocibIX. JleTsiM B Bo3pacte 110 3 sieT pekomenayercs npumensats Y JIXK B Bujae cycneHsuu.
Crioco0 npuMeHeHus

BuayTtps. Kamcynsl mpornareiBaTh ILEJIMKOM, HE pa3keBbiBas, 3anuBas Bojoil. IIpemapar
PEKOMEHIYETCS IPUHUMATD PETYIIAPHO.

4.3. [IpoTuBONOKA3aHUS
e TuUnepuyBCTBUTETLHOCT, K YJIXK, npyrum >KemuHbIM KHCIIOTaM WM K JOOOMYy U3
BCIIOMOTATEJIbHBIX BEIIECTB, IEPEUUCICHHBIX B pa3aene 6.1.;
® PEHTTCHIIOJIOKHUTEIbHBIC (C BRICOKUM COJEPIKAHUEM KAJIBIIHSI) KEITYHbIC KAMHU;
® HapylIeHHE COKPATUTEIbHON CIIOCOOHOCTH KETYHOTO My3bIPS;
3aKyINoOpKa >KETYHBIX IMyTeH (3aKymopka OOIIEro >KETYHOro MPOTOKAa HIIM ITy3bIPHOTO
MIPOTOKA);
YaCThIE AIN30/1bI )KETYHOU KOJIUKHU;
OCTpBIC BOCTIAJIUTENbHBIE 3200JICBaHUS JKETIHOTO TY3BIPS M JKETUYHBIX TPOTOKOB;
LIUPPO3 MEUEHU B CTAJIUU JEKOMIICHCALINH;
BBIpQXCHHASI IEYCHOYHAS U/WIIH TTOYEYHAsI HEIOCTATOYHOCTbD.
eTu
HeynauHo BbIMOSHEHHAss MTOPTOAHTEPOCTOMUSI WIIM CIIy4yad OTCYTCTBUSI BOCCTAHOBIICHMS
HOPMAaJILHOI'O OTTOKA JKEJIUH Y JETEN C aTpe3uei KeTYEBbIBOIAIINX Ty TEH.
YIXK He umeeT BO3pacTHBIX OTPaHUYCHUN B IPUMEHEHUH, OJJHAKO BO U30€KaHUE 3aTPyTHECHUS
IIPU MPOTJIaThIBAHUM KArCyJl JETSAM B BO3pacTe 10 3 JIET peKOMEHAYETCA NPUMEHSTh MpernapaThl
YAXK B Buj€ CyCleH3UH.

4.4. OcoOble yKa3aHUs U MepPbI NPETOCTOPOKHOCTH NPH MPUMEHEHUN
Oco0ble yKazaHus
[Tpuem npenapata Ypcoie3 J0JIKEH OCYIIECTBISITHCS 10 HAOII0AEHUEM Bpaya.
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B Teuenue nepBhIX 3 MeCSIEB JCUCHUS CICAyeT KOHTDO%EB&E’%;&EJHM;&TJ ﬁdtlléggai%enn

neueHu: acnapraramuHoTpancdepasy (ACT), amanmnamuHoTtpancdepasy (AJIT) m ramma-
rnyramuntpadcnentugazy (I'TT) kaxnple 4 Hemenu, a 3areM Kaxiaple 3 Mmecsna. Takoi
MOHUTOPUHT TO3BOJIUT HAa PAHHEM JTalle BBIIBUTH IMOTEHIUAIBHOE YXYIUIEHHUE COCTOSHUSA
MeYeHU, OCOOCHHO y MAIMEHTOB C MO3IHEH CTaJuei MepBUYHOIO OMIHapHoro mupposa. Kpome
TOTO, TaK MOXXHO OBICTPO OMNpPENEIHNTh, PEarnpyer JIM IMANUEeHT C MEePBUYHBIM OWIHAPHBIM
UPPO30M Ha MIPOBOANMOE JIEUCHHE.
Ilpu npumenenuu y nayuenmos 0Jis pacmeopeHusi X01eCmepuHO8blX HCENUHbIX KaAMHell
Jl1s Toro, 94TOOB! OLIEHUTH MPOTPECC B JICUCHUU U ISl CBOEBPEMEHHOTO BBISIBICHUS TPU3HAKOB
KaJIbLMHO3a KaMHEW B 3aBUCHUMOCTHM OT pa3Mepa KaMHEH, >KEIYHBIA Iy3bIpb CIHEAYET
BU3yaJIM3UPOBATh (MEepopajibHas XoyemucTorpadus) ¢ OCMOTPOM 3aTE€MHEHUH B IOJOKCHUU
«cTos» U «iexa Ha cnuHey (Y3U) uepes 6—10 mecsiieB nocie Havasia Je4eHUs.
Ecnu xemyHbld My3bIph HEBO3MOXKHO BH3YalIM3UpPOBAaTh HAa PEHTIC€HOBCKHX CHUMKAxX HWIH B
CIIyJasiX KaJbIIMHO3a KaMHEH, C1a00i COKPaTUMOCTH JKEITUYHOTO MY3bIPS WIIH YaCTHIX MPUCTYTIOB
KOJIMK, TIpenapar Ypcojae3 NpuMEHITh He CIeIyeT.
Ipu nevenuu nayuenmos Ha NO30HUX CIMAOUAX NEPEBUUHO20 OUTUAPHO20 YUPPO3a
Kpaithe peako oTMeuanuch ciiydau JEKOMIIEHCAlMU Luppo3a nedeHu. [locie mpekpanieHus
Tepanuu 0TMEYAIOCh YaCTUYHOE 00paTHOE Pa3BUTHE MPOSIBIICHUN TEKOMITCHCAIUH.
VY manueHTOB C MEpBUYHBIM OWJIMAPHBIM LHMPPO3OM B PEAKUX Clydasx B Hayajie JeueHUus
BO3MOKHO YCHJICHHE KIMHMYECKUX CHUMITOMOB, HAallpUMEp, MOXET YCWIHThCS 3yA, B »TOM
clly4yae 03y IHpernapara HEOOXOAMMO CHHU3MTh, a 3aTeM IIOCTENIeHHO BHOBb YBEIMUYMBATH
(cM pazgen 4.2.).
IIpu npumenenuu y nayueHmos ¢ nepesUtHbIM CKIEPOIUPYIOUUM XONAHSUMOM
JurenpHas tepanus BeicokuMmu qo3amu Y JIXK (28-30 MI/Kkr B CyTKH) y TAIUEHTOB C JTAHHOM
MATOJIOTUEH MOXET BBI3BATh CEPhE3HbIE HEXKENIaTeIbHbIE PEAKIIHH.
Ilpu ouapee
VYV mamueHToB C auapeei ciaeayeT YMEHBIIUTh J03MPOBKY mpenapara. [Ipu mepcuctupyroniei
Juapee clieyeT NPeKpaTUTh JICUEeHHUE.
HKenuwunvt 0emopooHo2o 803pacma
JKeHIMHBI 1eTOPOIHOrO BO3pacTa MOTYT NMPUHUMATH IMpenapar, TOJIbKO €CJIM OHU HCHOJb3YIOT
HAJeKHBIE CpEACTBA  KOHTpalenuuu. PekoMeHAyeTcss UCHOJb30BaTh  HErOpPMOHAIbHbBIE
MPOTUBO3aYaTOYHBIE CPEICTBA, MO0 TepopaabHble KOHTPAIEHTHBBI C HU3KHM COJEpKaHUEM
ACTPOTr€HOB, TIOCKOJbKY TOPMOHAIbHBIE TEPOpPaJbHbIE KOHTPALCITUBBI MOTYT YCHIJIMBAThH
KaMHe0Opa3oBaHUE B KETYHOM My3bipe. Jl0 Hayama JedeHus ClelyeT HCKIIOUUTh BO3MOXKHYIO
OEpEeMEHHOCTb.

eTu
YXK He uMeeT BO3pacTHBIX OTPAaHUYCHHHM B MPUMEHEHHH, OJHAKO BO M30&KaHUE 3aTPYTHCHUS
MIpU IPOIJIATHIBAHUM KAIICyJ JIETAM B BO3pacTe A0 3 JIET PEeKOMEHYEeTCsl IPUMEHATh MpPEernapaThl
VXK B Buae CyCreH3uu

4.5. BzaumojgeiictTBie ¢ JPYTHMH JICKAPCTBEHHBbIMHM MpenapaTtaMM MW Jpyrue BHABI
B3alMOJeliCTBUSA

Konectupamun, KoJIeCTUIION M aHTALUAbI, COAEpPIKAIIME ATIOMUHUS TUAPOKCUJ WIM CMEKTUT
(amromMuHUS OKCH), CHIOKAIOT abcopOruto Y JIXK B KumeyHuke u, TakuMm 00pa3oM, YMEHBIIIAIOT
ee norsouieHne u 3pPekTuBHOCTh. ECnu jke ucrnonbp30BaHue MpenapaToB, COACPIKALINX XOTsI ObI
OJIHO U3 3THUX BEILECTB, BCE K€ SIBISIETCS HEOOXOAMMBIM, UX HY)XHO NMPUHUMATh MUHUMYM 32
2 yaca o uiu nocie npuema Y JIXK.

VXK MOkeT BIMATh HAa BCAChlBAaHUE IMKJIOCIOpPHUHA W3 KUIIEYHUKA. [[03TOMY y MamueHToB,
IPUHUMAOIINX [IUKJIOCIOPUH, Bpay AOHKEH IIPOBEPUTH KOHIIEHTPALMIO LIUKIOCIIOPUHA B KPOBU
U CKOPPEKTUPOBATH J03Y IIUKJIOCIIOPHHA B ClIy4ae HeOOXOJUMOCTH.

B otaenpubix ciydasx Y JIXK MoxkeT cHUXKaTh BCachIBAaHUE MUMPOQIIOKCAIINHA.

B xiuHMYEeCKOM HCCIEIOBaHUUM C Y4YaCTHEM 3JI0POBBIX JIOOPOBOJBIEB OJHOBPEMEHHOE
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npumenenne YJIXK (500 mr/cyt) m posyBacTaTuHa (%'%M':ﬁbﬁggﬂ,hﬁ'% E%gﬁgi}l:bMV

NOBBILIEHUIO YpPOBHS pO3yBacTaTMHA B IIIa3Me KpoBU. KiuHMYeckass 3HAYMMOCTb 3TOTO
B3aUMOJICHCTBUS, B TOM YHCJIE€ B OTHOLLIEHUH JPYTUX CTATUHOB, HEU3BECTHA.

VY 3m0poBbix 106poBoibieB Y XK cHUkaeT MUKOBBIE KOHIIEHTPAIIMU B IUIa3Me U TUIOIIAh MO
KpUBOIl  «KOHIICHTpalus—BpeMs»  OJokaTopa  «MEAJIEHHBIX»  KalblUEBbIX  KaHaJOB
HUTpEeHIUNMHA. B ciyyae OAHOBpEMEHHOro IpuMeHeHHs HuTtpeHaunuHa u YIXK
pEeKOMEHAyeTCsl TIIATeIbHBIH MOHMTOPHHT. MoOXeT noTpeOOBaThCS YBEIUYEHHE JI03bI
HUTPEHAUINHA.

Hmerorcss Takke COOOIIEHHS O B3aWMOJCWCTBUM C JAliCOHOM, KOTOpOE€ TMPUBOAMIO K
YMEHBIICHUIO TepaneBTHUECKoro 3¢ ¢exra nociegHero. Itu HaOII0ACHUS, Hapsly ¢ JaHHBIMU
SKCTIEPUMEHTOB in Vitro, MalOT OCHOBaHUsA mojarath, 4to YJIXK cmocoOHa WHIyIMpOBATH
depmenTHl cucTeMbl nUTOXpoMa Piso 3A. OnHako B CIUIAHUPOBAHHOM HUCCIICIOBAHUM
B3aMMOJICHCTBUS C OYyJECOHUOM, KOTOPBII SBJISETCS U3BECTHBIM CyOCTpaToM HHUTOXpoma Paso
3A, MHAYKIHS OTMEUeHa He ObLIa.

DCTPOTreHHbIE TOPMOHBI M MPENApaThl, CHIKAIOIIUE YPOBEHb XO0JIECTEPUHA B KPOBH, TAKHE KAK
KI0(uOpaT, YBEIMUYMBAIOT CEKPEIMIO XOJIECTEPHHA IE€YEHBIO M, CIIEJOBATENIbHO, MOTYT
CTUMYJIMPOBaTh 00pa3oBaHHWE IKEMUYHBIX KamHed, uto HuBenupyer 3ddext VYIXK,
UCIIOJIB3YEMOM ISl PACTBOPEHHUSI KAMHEHU B KEITYHOM ITy3bIPE.

4.6. DepTUIBLHOCTDH, 0€PEMEHHOCTb U JIAKTALMS

bepemeHHOCTD

Hannbie 00 ucnonszoBannu Y JIXK y 6epeMeHHBIX >KCHIIMH HOCAT OTPAaHWYCHHBIA XapakTep
Wi OTCyTCTBYIOT. MccnenoBaHusi Ha JKMBOTHBIX T[IOKa3ajdd HaJIM4YME PENpoyKTUBHOU
TOKCMYHOCTH Ha paHHeH craguu OepemeHHocTH. Bo Bpems OepemenHoctu Y JIXK
HCIIOJIb30BATHCS HE JIOJDKHA, 32 HCKIIFOUEHHEM CITy4aeB, KOT/1a 3TO SIBHO HEOOXOAUMO.
[IpumeHneHue npenapara >KEHIIMHAMU, 00JIAJAlOIIUMU JAETOPOAHBIM MOTEHIIUAJIOM, BO3MOXHO,
TOJILKO €CIIM OHM HCIOJB3YIOT HAJACKHBIE METOAbl KOHTpauenuuu. Pexomenayercs
UCIIOJI30BaTh HETOPMOHAJIbHbBIE KOHTPALIENTUBbI WIH MEPOPATbHBIE KOHTPALENTUBBI C HU3KUM
colepkaHueM acrtporeHa. OpHako mnanueHTtam, npuHumaroumm Y/IXK s pactBopenus
KaMHEH B IKEIIYHOM Iy3bIpe, CIIEJyeT HCIOoNb30BaTh J(G(EKTUBHbBIE HErOpMOHAJIbHBIE
KOHTPALENTUBbI, T.K. TOPMOHAJIbHBIE MEPOPATbHbIE KOHTPAICNTUBBI MOTYT TOBBILIATH
00pa3oBaHHE JKETYHBIX KaMHEH. BO3MOXHOCTh OEpeMEHHOCTH JOJDKHA OBITh MCKIIOUEHA JI0
HayaJia JCYeHHUs.

Jlakranus

CornacHo JaHHBIM HECKOJbKHX JOKYMEHTAIbHO MOJATBEPKACHHBIX ciiyyaeB, ypoBeHb Y XK B
TPYJHOM MOJIOKE Y KEHIIUH OYE€Hb HU30K, [I09TOMY BO3HUKHOBEHHME HEXKEJIATEIbHBIX PEAKIUI y
JIeTel Ipu IPyIHOM BCKapMIIMBAaHUU HE OKUAETCS.

DepTUIILHOCTD

Hannbie o BnmusHuu nedenus YIXK Ha depTunbHOCT y denmoBeka OTCYTCTBYIOT. 110 maHHBIM
uccienaoBanuii Ha )kUBOTHBIX Y JIXK He oka3piBaeT BIUSHUS Ha PEPTHIHHOCTS.

4.7. Bausinne Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CPeACTBAMH M padoTath ¢
MeXaHM3MaMH

HpenapaT YPCO,Z[GS HC OKa3bIBACT BJIUAHUC HJIM OKA3bIBACT HCCYHICCTBCHHOC BJIMAHUC Ha
CHOCOOHOCTh YIPABIATh TPAHCIOPTHBIMU CPEICTBAMHU U pabOTATh C MEXAHU3MaMHU.

4.8. He:xxenaTesibHbIE peaKIUU

Pe3rome nipoduirst 6€301macHOCTH

OrneHka HeXeNaTelnbHBIX pPEaKIMii OCHOBaHA HA CIEAYIOMEH KIacCH(PUKAIMU: OYEeHb YacTo
(>1/10), gacto (>1/100, o <1/10), Hewacto (>1/1000, HO <1/100), penxo (>1/10000, HO
<1/1000), ouens peako (<1/10000), gactora Hen3BecTHA (HA OCHOBAHUU HMMEIOIIUXCS JTaHHBIX
OIICHUTH HEBO3MOIKHO).




COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 16.05.2024 N= 9544

. (N9 OBL HOC TR 00045
Hapywenus co cmoponvl ummyHHOU cucmembol] QYeHb pgé'ko 'J%Jre%mtéa&fé 'peail;cﬁnn: 'Tom

Yrcie KpanuBHULIA.
Kenyoouno-kuuieunvie Hapyuienus: 4acmo — HeO(POPMIICHHBIN CTYJ WIN JUapes; 0ueHb peoKo —
ocTpble OONMM B TpaBOM BepxXHEH YacTH XHUBOTA (MIPH JICUCHUH TEPBHYHOTO OHIMAPHOTO
Uppo3a).

Hapywenus co cmopoHuvl neuenu u scenyegbl8o0Awux nymeil: 04eHb peoko — KalbIIMHUPOBAHNE
JKEIYHBIX KaMHEH, JeKOMIeHCalMs LUppo3a MeUeHU, KOTOpas PEerpeccupyer Mociae OTMEHBI
npenapara (Ipy JICYCHUH Ha MO3AHUX CTaAUSAX IEPBUYHOIO OUIMAPHOTO IIUPPO3a).

Hapywenus co cmoponsl Kodtcu 1 nOOKOINCHBIX MKAHEL: 0YeHb peOKO — KOXKHasl ChIIb.
Coo0111eH1e 0 1M0103PEBAEMBIX HEXENATSIbHBIX PEaKITHIX

Baxxno coo0miate 0 MOJ03peBaeMbIX HEXKENATENbHBIX pEeaKIUsAX [OClie PETUCTpaluu
JIEKapCTBEHHOTO Iperapara ¢ Helbl0 00eCIeYeHNs HePEPhIBHOIO MOHUTOPUHTAa COOTHOIICHHS
«10Jb3a — PHUCK» JIEKAPCTBEHHOIO Mpernapara. MeaunuHCKUM paOOTHHUKAM DPEKOMEHIYyeTcs
coolmare 0 JOOBIX MOJ03PEBAEMBIX HEXKENATENbHBIX PEaKIHsIX JIEKAPCTBEHHOIO Iperapara
yepe3 HALMOHAIBHYIO CUCTEMY COOOIIEHHUS O HEeXKeJIaTeNbHbIX PEeaKIUsiX rocydapCTB — YJICHOB
EBpa3uiickoro 53K0HOMHUYECKOr0 COI03a.

Poccuiickas ®@enepanus

DdenepanbHas ciryk0a 1o Haa30py B cdepe 3ApaBOOXPaHECHUS

Anpec: 109012, r. MockBa, CnaBstHcKast miiomanis, a. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnekTpoHHas nmovra: pharm@roszdravnadzor.gov.ru

Caiit B UH(POPMALMOHHO-TEIEKOMMYHHUKAITHOHHON ceTu «AnTepHeT:
https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka

CuMITOMBI

[Ipn mnepeno3upoBke BO3MOXHa JAuapes. B 1emom, Apyrue CUMITOMBI MEPETIO3UPOBKHU
MaJIOBEPOSTHBI, TMOCKOJbKY ¢ yBenuueHneMm 103b1 YJIXK ee abcopOums cHmkaercs, a
BBIBCACHUC C KAJIOBBIMU MaCCaMH YBCIIMYHUBACTCA.

Jleuenue

Crnenuduueckoe nedeHue He TpeOyeTcs, MOCICACTBHUS AUAPEH JiedaTcss CUMITOMATHYECKH C
BOCCTAHOBJICHHEM BOJHO-3JIEKTPOJIUTHOTO OanaHca.

5. DPAPMAKOJIOTTYECKUE CBOMCTBA

5.1. ®apmakoauHaMHYeCKHe CBOMCTBA

dapMakoTepaneBTUYECKass Tpynma: CpeiAcTBa s JIeUueHUs 3a00NeBaHUN TICYeHU U
JKETYEBBIBOJSAIINX TyTeH; cpeAcTBa MJis JiedeHUs 3a00JIeBaHUN >KETYEBBIBOASILIUX IyTE;
JKETYHbIEC KUCIIOTHI U UX TIPOU3BOIHBIE.

Koxg ATX: AOSAA02

MexaHu3M JICHCTBUSA U hapMaKoIuHaMU4Yeckue 3P heKThl

['enaTonpoTeKTOpHOE CPEACTBO, OKA3bIBAET JKEIYETOHHOE JIEMCTBHUE. YMEHBIIAET CHUHTE3
XOJIECTEpUHA B TIEUEHH, €ro adCOpOIHIO B KUIICYHUKE M KOHIEHTPAIIUIO B YKEJIYHU, MOBBIIIACT
pacTBOPUMOCTh XOJIECTEPHHA B JKETUEBBIBOIAIICH CHUCTEME, CTHUMYJIHpPYET oOpa3oBaHHE U
BbIIesIeHHE Kenud. CHIKAeT TUTOTEHHOCTD KEJIUd, YBEJIMUMBAECT B HEM COACpKAHUE KEITUHBIX
KHUCJIOT, BBI3BIBACT YCUJICHHE JKETYJOYHOM M MaHKpPeaTHUYeCKOM CeKpeluuu, YCHIMBAET
AKTUBHOCTh JIMIa3bl, OKAa3bIBA€T TUIOIIMKEMHUUYECKOE JAeicTBUE. BhI3bIBaeT YacTUUHOE WIIU
MOJIHOE PACTBOPEHHME XOJECTEPUHOBBIX KaMHEW NpPHU SHTEPaTbHOM NPUMEHEHUH, YMEHbIIAET
HACBIIICHHOCTh JKETYH XOJECTEPUHOM, YTO CIOCOOCTBYET MOOWIHM3AIMH XOJECTepUHA U3
J)KemyHbIX  kKamHed.  Oka3plBaeT  MMMYHOMOIYJIUpPYIOIIEE  JICMCTBHE,  BIUAET  Ha
MMMYHOJIOTHYECKHE PEaKUUU B TEUEHU: YMEHBUIAET SKCIPECCHI0 HEKOTOPHIX AaHTUTCHOB Ha
MeMOpaHe TenaToIUTOB, BIUAET Ha KOIUYecTBO T-TMMQOLUNUTOB, 00pa3oBaHUE UHTEPIIEHKUHA-2,
YMEHBIIIAET KOJIMYECTBO F03UHO(HIIOB.
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(NOCNEOQCBATENEHOCTE 0004)

CTH

Myxkosucyuoos (kucmo3suwiii puobpos)

CormacHo JaHHBIM KJIMHHYECKHUX OTYETOB, UMEETCS MHOTOJeTHUH ombIT (o 10 met u Oonee)
neuennss YJIXK mneamaTtpuyeckux MalMEHTOB, CTPAJAlOIIMX TIernaToOMINApHOH O00Je3HbIO,
ces3anHoi ¢ MykoBucuumo3oMm (CFAHD). Umerorcs manHbie o Tom, uto Tepanus YJIXK
CIOCOOHA CHMXaTh MposMdeparuio KEeTIHbIX MPOTOKOB, 3aMEUIATh Pa3BUTHE TOBPEKICHUIA,
BBISIBISIEMBIX TPU THUCTOJIOTMYECKOM MCCIEAOBAHUM M JlaXe CIOCOOCTBOBAaTH OOpaTHOMY
Pa3BUTHIO M3MEHEHHMI TrenaToOMIMapHOW CHUCTEMBI B CiIydae, €ClIM Tepamus HauWHaeTcs Ha
pannux ctagusx CFAHD. B nmemsx ontumuzanuu 3¢ hekTuBHOCTH JieueHus Tepanuio Y JIXK
ClIeyeT HAaUMHATh KaK MOXHO paHbllle II0cie ycTaHoBJIeHHOro nuarioza CFAHD.

5.2. ®DapmakoKHMHeTHYECKHE CBOMCTBA

AOGcopbuus

[Tocne mpuema BHYTph YJIXK OBICTpO BcachiBaeTCs B TOHKOH KHUIIIKE M B MPOKCHMAIBHOM
OTJIeNie TOAB3JIOMIHOM KHUIIKK 3a CYeT MacCUBHOM muddys3um, a B TUCTAILHOM OTJEINe
MOAB3JOIIHON KHIIKK — 3a CYEeT AaKTHUBHOIO TpaHcmopTa. BcacwkiBaeTcs nOpuUMEpPHO
60—80 % npuHATOMN 03B

Pacnpenencune

B 3aBucumMOCTH OT CyTOYHOW MJ03bI, BHAa 3a00JCBaHHUS WU COCTOSHUS TICYCHU B JKEITUU
HaKaruMBaeTcsl OoJbiiee WM MeHbliee koiaudecTBo YJIXK. B To ke Bpemsi HaOmromaeTcs
OTHOCUTEIIEHOE YMEHBIIICHHUE COJIepPKaHus APYTUx Oosee TUMO(GUIBHBIX KETYHBIX KHCIIOT.
buotrpanchopmanus

ITocne BcackiBanus YJIXK mpakTuuecku NMOJHOCTBIO KOHBIOTUPYET B NEYEHU C TIIMIUHOM H
TAypuHOM W BBIBOJAMTCS C JKemubto. [Ipy mepBOM MOPOXOXKACHUU 4YEpe3 IEUYCHb
ounorpancopmupyercs 10 60 %.

[Ton neiictBuem kumeyHbix Oaktepuii YJIXK wactuuHo pacmamaercs ¢ oOpa3oBaHUEM
7-K€TO-TUTOXOJEBOM W JIMTOXOJEBOW KHUCIOT. JIMTOXOJEBass KHUCIOTAa TIeNaTOTOKCHUYHA, Y
HEKOTOPBIX BUJOB KMBOTHBIX OHA BBI3BIBAET MOBPEXKACHUE MapeHXUMBI NeueHu. B opranuzme
YelloBEeKa OHA BCACBIBACTCS JIMIIL B HEOOJBIIOM KOIUYECTBE, CylIb(paTHUPYETCs B TEUYCHU W,
TaKuM 00pa3oM, JETOKCUITUPYETCS Mepe]] IKCKPEIUEH B JKeTYb M BHIBEACHUEM C KaJIOM.

DJIMMUHAIMS
[Tepuon momyssiBenenust (T12) YXK cocrasmser 3,5-5,8 nuei.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
CoepkMMOe KarcyJibl

KpaxmaJl MpexenaTHHU3UpOoBaHHbIHN (kpaxmai 1500)
KPEMHHUSI TUOKCH/]I KOJUTOUIHBIHN (a3pOCHIT)

MarHus creapar

O06010YKa KaICyJIbI

Kopnyc u kpvliweuxa

TUTaHA JTUOKCHU]]

KEJIaTuH

6.2. HecoBMeCTHMOCTD
Henpumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHHUs1)
5 ner.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH
B 3amuiiieHHOM OT cBE€Ta MecTe MpH Temiieparype He Bbiie 25 °C.
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6.5. Xapakrep H cojep:kaHue NepBHYHON YIAKOBKH (MOCNEOOBATE

ITo 10 nnm 20 kamncyn B KOHTYpHBIE STYEMKOBBIE YIIAKOBKM M3 IUIEHKU MOJMBUHUIXJIOPUAHON U
(G oJIbrH aTIOMHUHUEBOM.

ITo 40, 50, 60, 100, 120 kancyn B OaHku moiuMepHble Tumna BIl U3 monMMATHIEHA HHU3KOTO
JIABJICHUS C KPBIIIKAMU U3 MOJIMATUIIEHA BBICOKOIO JIaBJIEHUS WM BO (PJIAKOHBI ITOJIMMEPHBIE U3
MOJIMATUIIEHA HU3KOT'O AABJICHUS C KPBIIIKAMU M3 IIOJUATUIIEHA BBICOKOTO J1aBJICHUS.

Kaxmyro 6anky nin diakos, 4, 5, 6, 9, 10, 12 KOHTYpHBIX SUYEHKOBBIX YIIAKOBOK 1Mo 10 Karcy
WM 5, 6 KOHTYpPHBIX SYEHKOBBIX YMAakoBOK Mo 20 Kamcysl BMECTE € JMCTKOM-BKIJIAJbIILIEM
IIOMEIIAIOT B NAauKy KapToHHYyI0. He Bce pasMepbl ymakoBOK MOTYT OBbITh JOCTYIHBI JUIS
pean3anui.

6.6. OcoOble Mepbl NPEeIOCTOPOKHOCTH TPH YHUYTOXEHHHM HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI'0  Mpemapara WIN OTX0A0B, TMOJYYEHHBIX [MOCJe MPUMEeHEHUs
JIEKApPCTBEHHOI'0 Mpenapara, u Apyrue MaHuMyJsiiMU ¢ NpenapaToM

Oco0ble TpeOOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMUOHHOI'O YIOCTOBEPEHMUSA

Poccniickas @enepanvs

HAO «Ceepnas 3Be31a»

Opugnueckuit  agpec: 111524, r. MockBa, BH.Tep.I MyHMUMNAIbHBIA OKpyr Ileposo,
yi1. DIeKTpoaHas, a. 2, cTp. 34, momernt. 47/2

ten/dakc: +7 (495) 137-80-22

aeKTpoHHas nmouta: electro@ns03.ru

7.1. IllpeacraBuTe/ib Aep:KaTesisi PeruCTPAIIMOHHOTO Y10CTOBEPEHUs

[TpereH3uu noTpeduTeNel HANPaBIATh MO AAPECY:

Poccniickas @enepanvs

HAO «Cesepnas 3Be31a»

Jlenunrpasackas o001, MyHHIMIAIbHBIA paiioH BceBomoxckuif, r.1. Ky3pMmomoBckoe,
ri. Ky3pMonoBckuid, yi. 3aBoackad, 1. 4, k. 1

ten/ake: +7 (812) 309-21-77

aeKTpoHHas mouta: safety@ns03.ru

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

9. JIATA NEPBUYHOHN PETUCTPAIIMM (MIOATBEPXKJIEHWS PETMCTPAIIMU,
INEPEPETUCTPAIIN)
JlaTa niepBoii perucTpanuu:

10. JATA IEPECMOTPA TEKCTA

OOmrast XapakTepHCTUKA JICKAPCTBEHHOTO Ipernapara Ypcoae3 JOCTyNHa Ha MHPOPMALMOHHOM
noprtaiie EBpa3uiickoro 3KOHOMHYECKOTO COI03a B MH(POPMAIMOHHO- KOMMYHHUKAITMOHHOW CETH
«MuTepueT»: https://eec.eacunion.org/
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