COOTBETCTBYET 3KCMEPTHOMY OTY
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OBIIASI XAPAKTEPHCTHKA JIEKAPCTBEAHOT OTIPEITAPATA

s
4

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

OTopyparwt, SO Mr/Mi1, pacTBOpP It BHYTPUCOCYAUCTOTO U BHYTPHUIIOJIOCTHOTO BBEICHHUS.

2. KAYECTBEHHbBIN 1 KOJIMYECTBEHHBINA COCTAB

JeticTBytomee BemecTBo: (propyparui.

Kasxxnprit Mt pactBopa coaepxkut S0 mr propyparuia.

Kaxnapiii pmakon oo6beMoM 5 mut conepkut 250 mr ¢propyparuna.

Kaxnapiii pnakon oobemom 10 mi coneprxut 500 mr gropypanmia.

Kaxnapiit ¢paaxon o6bemom 20 mi coaepkut 1000 mr dpropypanmia.

BcrnomoratenbHble BelecTBa, HaJM4We KOTOPBIX HAIO YYUTHIBATH B COCTAaBE JIEKAPCTBEHHOIO
npenapara: HaTpuii (cMm. paszaen 4.4).

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAA ®OPMA

PacTBOp AJ1s1 BHYTPUCOCYAUCTOTO U BHYTPUIIOJIOCTHOTO BBEICHUS.
[Tpo3paunblii OT OGECHBETHOTO JO CBETJIO-)KEITOT0 WU CBETIO-KOPUYHEBATO-)KENTOTO IIBETa

pacTBop.

4. KINMHUYECKHUE JAHHBIE

4.1. IToxka3aHusi K NPUMEHEHUIO

@TOopypanmiI MOKa3aH K IPUMEHEHHUIO Y B3POCIIBIX.

Pak ToscToil M mpsAMOW KHIIKH, paK MOJIOYHOW >KEJe3bl, paK MUIIEBOJA, PAK KEIyJIKa, paKk
MO/KENyI0YHOU JKeJie3bl, NEPBUYHBIM paK MEYEHU, pak SIMYHUKOB, PAK IIEMKHM MATKH, paK
MOUYEBOTO ITY3bIpPsl, 3I0Ka4E€CTBEHHBIE OITYXOJIH I'OJIOBBI U LIEH, PAK MPEACTATEIBLHON XKEEe3bl, paK

HAaATTOYCYHUKOB, paK BYJIbBEI, paK IIOJIOBOI'O 4JICHA, KAPUHUHOU .

4.2. Peskum 103MPOBaHNS M CIOCO0 NPUMeEHEHUs!

Jleuenne mnpenaparoMm @TOpypanusl JODKHO OCYIIECTBIATHCA IO HAOIMIOJEHHEM Bpaya-
OHKOJIOTa, UMCIOIIICTO OIBIT MIPUMCHCHUS aHTUMETA0O0IUTOB.

21033 M CXEMa TEpanru ONpCACIAIOTCA HHAUBHUAYAJIbHO B 3aBUCUMOCTH OT COCTOAHHA ITallUCHTA
¥ BUJIA PaKa, a TAKXKe B 3aBUCUMOCTH OT TOT'O, IPUMEHSETCS JTU (hTOpypanui B BUJIE MOHOTEpAITUU

nin B KOMGI/IHaI_II/II/I C IpyruMu IpceriapaTtaMu. Hauunares jedeHue HCO6XOIII/IMO B YCJIOBUAX
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COOTBETCTBYET SKCTEPTHOMY OTHETY
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(NOCNEQCBATENEHOCTE 0001)

PexxuM 103upoBaHus

Cyrounas 103a GpTopypanuia He JOJDKHA MpeBbIath 1 T.

PexomeHayroTCS ClIeyroTue 1036l U PEKUMBI:

500 mr/m? win 12-13,5 MI/KT €XKeJHEBHO B TeYeHUE 3-5 THEH, HWHTEPBaJ MEXYy KypcaMu —
4 Henenw;
600 mr/mM? umn 15 mr/kr (Beicuas pasosas 103a 1 1) 1 pa3 B Hezmemo, 6-10 103;

600 mr/M2 B 1 1 8 nuu BHYTPHBEHHO B KOMOWHAITUAX C IPYTUMH IUTOCTATUKAMH.

[Tpu nprMeHeHUU B COYETaHUU C Kanblus (HOJIMHATOM /103y (Topypalnia OOBIYHO YMEHBIIAIOT

Ha 25-30 %.

KODDGKHI/ISI PEXHNMaA JO3UPOBAHUA

[Tpu 3HAYUTETHHOM CHIDKEHHH MAcCChl TeJa, CHIDKEHHON ()yHKIIMKM KOCTHOTO MO3Ta, HapYyIICHU!

GyHKIIMM TEeYeHW WM TOYeK, B paHHUN mocieonepanuoHHbd nepuoa (mo 30 gHeit) mocie

06I_HI/IpH01"O XUPYPTHUYCCKOI'0 BMECIIATCIIbCTBA HaYaJIbHas 103a JOJIZKHA OBITE YMCHBIICHA Ha 1/3

wiu 1/2.

CTH

bezonacHocts 1 3 pextuBHOCTD Npenapara Oropypauun y nereit B Bo3pacte ot 0 1o 18 ner He

YCTAaHOBJICHBI. I[aHHLIC OTCYTCTBYIOT.

Cnoco0 npuMeHeHus

[IpenapaTt BBOAST BHYTPUBEHHO CTPYHHO WIIM ITyTEM MEJICHHON MH(Y3UH, BHYTpHAPTEPHAIILHO,

BHYTPHUIIOJIOCTHO.

WNudopmanus no pabore ¢ IUTOTOKCHYECKUMH NpenapaTaMy IpuBeeHa B paszene 6.6.

MHCcTpyKIMuy 10 MPUTOTOBIIEHUIO JIEKAPCTBEHHOT O Npenaparta @ropypanui nepe npuMeHEHUEM

cM. B pazzene 6.6.

4.3. IlpoTuBONOKa3aHUS

TUIEePYYBCTBUTEIBHOCTh K (hTOpypaluily W/WiaM K JI0OOMY M3 BCIOMOIAaTEIbHBIX BEILECTB,
IIEPEUNCIICHHBIX B pa3zene 6.1;

BbIpaKCHHAs! JIEHKONIEHUS], HEUTPOIIEHUs, TPOMOOIIUTONIEHUS;

YTHETEHUE KOCTHO-MO3TOBOT'0 KPOBETBOPEHUS;

aKTUBHOE KPOBOTEUEHHUE;

CTOMATHUT, U3BSA3BICHUS CITU3UCTON 000JIOUKH MOJIOCTH PTa U KETYJOYHO-KUIIEYHOT O TPAKTa,
MICEBOMEMOPAHO3HBIN SHTEPOKOJIUT;

TsDKENble HHPEKINU;
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(NOCNEOOBATENEHOCTE 0001)

e TsDKeNble HapylIeHUs! QYHKIUU TeUeHU;

® TsDKEJIbIe HapyIIeHUs! (QYHKIMH ITOYEK;

e OEpEeMEHHOCTb;

e [IEpPUOJ TPYIHOI0 BCKAPMIIMBAHUs (B X0JI€ TEPAMU U B TEUCHHUE 2 HECIIb MOCIE MOCIEAHETO
BBEJICHUS IIpeTaparta);

e KOMOHWHAIUS C UHTUOMTOpPAMU AUTHAPOTTMPUMHIUHICTUAPOTreHa3bl (OpPUBYANH, COPUBY/IHH);

® YCTaHOBJICHHBIN MOJHBINA ASPUIIUT aAKTUBHOCTU AUTHAporupuMuanHaeruaporenassl (II1/1);

e (ocia0JICHHBIE TTAlUEHTHI.

4.4. OcoOble yka3aHHusi 1 MePbI NPe0CTOPOKHOCTH PH MPUMeHEeHUH

HpI/IHI/IMaﬂ BO BHUMAHHUEC PHCK PA3BUTHA TSIKCIBIX TOKCHUYCCKUX peaKuHﬁ, B TOM 4YHCIIC, C
JIETAILHBIM CXO0JI0M, Bpad 00s13aH MO IPOOHO MPOMH(POPMHUPOBATH MAITUEHTA O BO3MOXXHOM PUCKE
U He0OXOMMBIX Mepax Oe3omacHocTH. HaunHath JiedeHrne HeoOXO0AMMO B YCIIOBUSIX CTallMOHAPA.
[lepen npumeHeHnem pactBopa DTopypanui B ciiydyae 00Opa3oBaHUsS 0CajKa MOJ BO3JICHCTBHEM
HU3KHX TEMIepaTyp pactBop cienyer Harperb 10 60 °C, sHepruyHO BCTpSIXWUBas, U 3aTeM
OXJIAJIUTH O KOMHATHOW Temmeparypbl. Eciin ocagok He pacTBOpuiIcs, mpenapaT HeoOX0IMMO
YTUIN3UPOBATDH C YUCTOM HeﬁCTBYIOHIHX HOPMATUBHBIX AKTOB YHHUYTOKCHHA OIIACHBIX OTXOOOB.
[TpuMeEHSITh MOXKHO TOJIBKO CBEXKEIIPUTOTOBJICHHBIA PACTBOP U TOJIBKO OJHOKPATHO.

Kap1MoTOKCHYHOCTh

[IpumeHeHre GTOPIMPUMUANHOB CBS3aHO C MPOSIBICHUSIMH KapJMOTOKCUYHOCTH, B TOM YHUCIIE
Pa3sBUTUEM I/IH(i)apKTa MHOKapJa, CTCHOKapanu, apHTMHfI, MHOKapauTa, KapaAuOTr€HHOr'o IIOKa,
BHE3AIHOUN cep/eyHOl CMEepTH U U3MeHeHHH Ha snekTpokapauorpamme (OKI') (Bkirouas o4eHb
penkue ciydau yamuHeHus uHTepBaia QT). DOTH HexenaTenbHbIE peakiuu Oojiee YacTo
BCTPEYAIOTCS TNPU HENpPEepPhIBHOM BHYTPUBEHHOM BBEJIEHUM (TOpypauuia, ueM IMpu
BHYTPHUBEHHOM OOJIIOCHOM BBeAieHHH. Mimemudeckas 60jie3Hb cep/illa B aHAMHE3€ MOXKET OBbITh
dbakTopoM puCKa pa3BUTHUS HEXKENATeIbHBIX pPEaklUid co CTOpOoHBI cepaua. CremnoBaTeNnbHO,
cleyeT COOMI0AATh OCTOPOKHOCTD MPH JICUCHUH MAIIUEHTOB, UCTIBITHIBAIOIINUX OOJIM B CEP/ILIE BO
BpPEMA KYPCOB JICUCHUA, UJIW ITAHUCHTOB C 3a00/I€eBaHUAMA cepala B aHaMHE3C. HpI/I IMPUMCHCHUU
dTopyparmia HEOOX0IUMO PETYJIIPHO KOHTPOJIUPOBaTh QYHKIIMIO cepana. B ciaydae pa3Butus
BBIPQXEHHOW KapAMOTOKCHYHOCTH JICYCHHE JTOKHO OBITh MPEKPAILEHO.

DHuedamonarus

[Ipu mocTperucTpallMOHHBIX HCCIEAOBAHUAX (Topypalnuia cooOUaloch O Clydasx pPa3BUTHUS
sHuedanonaTu (B TOM 4YHCIE, MEYEHOYHOM »SHuedanonaTul U JeWKosHIehantonaTih).

HpI/ISHaKaMI/I n CHMIITOMaMH 3HI_IC(I)3.J'IOH8.TI/II/I SABJIAFOTCA MU3MCHCHHUC MCHTAJILHOTO CTaTyca,
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CITYTAaHHOCTh CO3HAHUS, JC30PHUCHTAIMS, KOMa| UJIN aﬂQ&xx‘fﬂJﬁQﬁf%ﬁ%E%ﬁfrﬁéﬁE?d‘l 'I?II3I-|3ITI/IX

CUMIITOMOB CJICAYCT HEMCIJICHHO IMPUOCTAHOBUTL JICHCHUC U ONPCACINTL YPOBCHbL daMMHAKa B
jiasMe KpOBH. HpI/I MMOBBIIICHHOH KOHOCHTpAllUK aMMHaKa B IIJIa3ME KPOBH CJICAYCT HAYaATbhb
TEPAIINIO C HEJIBIO €0 CHUXKXCHU.

IloyeyHas ¥ IeYeHOYHAs HEIOCTATOYHOCTD

HeobxonmuMo coOm01aTh OCTOPOXKHOCTh TPU TPUMEHEHUW (TOopypammia Yy TMalueHTOB ¢
MOYCYHOW W/UIU TICYCHOYHON HEJOCTATOYHOCTHIO JIETKOM W CpelHEed CTeneHW TshKecTu. Y
MNAlMEHTOB CO CHWKCHHOM  (YHKIMEH [OYeK/IIeYeHd BO3PACTaeT PHUCK  PA3BUTHUS
TUIEPaMMOHUEMHH U IEYCHOYHOH dHIIePaIONaTHH.

Henocratounocts AI1JT

Penxo m BHe3amHO pa3BUBAIOIIASACS MPU MPUMEHEHUH (pTopypanmia BhIpaKeHHAs! TOKCUYHOCTD
(HampuMep, CTOMATUT, Juapesi, BOCHAJEHHE CIU3UCTBIX 000JIOUEK, HEUTpoleHus u
HEMPOTOKCUYHOCTH) ObljIa CBA3aHA CO CHUKEHHOM akTuBHOCTHIO JI1/1.

Y mnamweHtoB, y Koropbix aktuBHOCTH JIIJI, ¢epmeHTa, ydacTByrOmero B KaTraOOIU3Me
¢dTopypanuia, CHUKEHa UM OTCYTCTBYET, CYILIECTBYET MOBBIIIEHHBIN PUCK PA3BUTHUS TSHKEIBIX,
KU3HEYTPOXKAIOUIMX WM JICTAIBHBIX HEXKENATENbHBIX DPEAKIMM, BBI3BAHHBIX INPUMEHEHHEM
bTopyparnuna.

Xots "HepocrarouHocTh JIIJ] HE MOXKET OBITH TOYHO OIpeAesieHa, U3BECTHO, YTO MAIUEHTHI C
OIpeeIEHHBIMA TOMO3UIOTHBIMU U OIIPEJIETIEHHBIMH CJIOKHBIMHU I€TEPO3UTOTHBIMU MYTaIUSIMU
B Jokycax reHa DYPD (umampumep, DYPD*2A, Bapumantsl c.1679T>G, c.2846A>T wu
c.1236G>A/HapB3), koTopbie MOTYT MPHUBECTH K MOJTHOMY WIIK MOYTH TONHOMY aedurmty JII1]]
(mo nmaHHBIM J1TAOOPAaTOPHBIX AHAJIM30B), HMEIOT Hauboyee BBICOKMM pPHUCK pPa3BUTHS
KU3ZHEYTPOKAIOUINX WJTH JIETATbHBIX HEKEIATeIbHBIX PEAKIMI 1 HE TOJIKHBI [T0JIy4aTh JeUeHHE
dTopypaumnom (cMm. pazaen 4.3). Ilpu nonHom otcyrctBun aktuBHOCTH JI1J] HU oauH pexum
JTIO3UPOBAHUs HE ObLT IPU3HAH OE30MaCHBIM.

Yacrota rereposurotHoro renotuna DYPD*2A rena DYPD y nanueHToB €BpONEOnIHON pachl
cocraBisier okoo 1 %, 1,1 % s Bapmanta c.2846A>T, 2,6-6,3 % s Bapuanra
c.1236G>A/HapB3 u 0,07-0,1 % st ¢.1679T>G. PekoMmeH1yeTcs TeHOTUIMPOBAHUE JJIs1 JAHHBIX
ajuleNied ¢ LIENbI0 BBIABICHUS MALMEHTOB C IOBBIIIEHHBIM PUCKOM DPa3BUTHUS BBIPAKEHHBIX
TOKCHYECKHMX peaklnii. J[aHHBIE O 4acTOTE BCTPEUYaeMOCTH 3THX BapuaHTOB reHa DYPD y npyrux
pac auMHUTHpOBaHbl. Henb3s HMCKIIOYHMTH, YTO CYLIECTBYIOT ApPYTH€ BapHUaHThl ATOrO TEHa,
CBSI3aHHBIE C ITOBBIILIEHHBIM PUCKOM Pa3BUTHS BBIPAKEHHOW TOKCUYHOCTH.

JleyeHne manMeHTOB ¢ 4aCTUYHOM HexocTtarodyHocThio I/ (¢ reTepo3uroTHEIMM MyTalUsSIMU
resa DYPD), npu ycioBuu, 4To moib3a OT MPUMEHEHHs] (Topypanuiia IpeBOCXOIUT PUCKH,

JIOJI’KHO OCYIIECTBIISTHCS ¢ KpaiHEH OCTOPOKHOCTBIO, IIPH YacTOM HaOJIOIEHUN U KOppeKLnen
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JI03 B 3aBUCHUMOCTH OT BBIPKEHHOCTH TOKCUYECKHX ]3'@191_1:[/1%5%; '3’?@%ﬁb¥:{ﬁz{uﬁgﬁmla

MOXET MOTPeOOBaTHCS CHIYKEHHE HaYaJIbHOM 710361 BO M30€KaHKe BBIPaXXEHHOM ToKkcu4HOCTH. [1o
pesyibTataM Crnenu(pUUecKuXx TECTOB OKa3ajoCh HEIOCTaTOYHO MAHHBIX IS TOTO, YTOOBI
PEKOMEHI0BaTh OCOOBIM PEXUM JAO3UPOBAHUS ISl MALIMEHTOB C YACTUYHOW HEIOCTATOYHOCTHIO
HITA. Coobmianock o Tom, uto BapuaHThl ¢.1679T>G rena DYPD*2A BwBbIBa)IM OoJIice
BBIpOKEHHBIN NEPUINT, U, COOTBETCTBEHHO, 00Jiee BRICOKUI PHCK HEKENATEIbHBIX PEaKIHi 110
CpaBHEHHIO C IPYTMMH BapuaHTaMU. BiusHue NpUMEHEeHUs CHIDKEHHBIX /103 Ha 3()(heKTUBHOCTH
npenapara Ha JaHHbII MOMEHT HesacHO. [103ToMy mpH OTCYTCTBUM BBIPA)KEHHOM TOKCUYHOCTH
J103a Mpenaparta MOXKeT ObITh YBEJTMUEHA MPU YCIOBUH TIIATEILHOTO HAOIIOICHUS 32 MAllEHTOM.
[TanenThl, y KOTOPBIX HEe ObLTH OOHAPYKEHBI IPUBECHHBIC BBIIIE aJUICNIH, TAKKE MOTYT HMETh
PUCK pa3BUTHUSA TSKEIBIX HEXKEIIATEIIbHBIX PEAKIIUM.

VY nauMeHToB € HEIMarHOCTHPOBAHHOM HenoctaroyHocThro JIIIJI, monywaromux sedeHue
dTopypanmiioM, a TaKKe y MHAIMEHTOB, y KOTOPHIX HE OBLJIO OOHApYXKEHO crenu(puuecKux
BapuaHTOB reHa DYPD, BO3MOXHO pa3BUTHE KU3HEYTPOKAOLIEH TOKCUYHOCTU B BHJIE OCTPOM
nepe03upoBKU. B ciayyae ocTpoit TOKCHYHOCTH 2 - 4-0if CTETICHH PUMEHEHHE MperapaTa CTOUT
HEMEIJICHHO MPEeKpaTUTh. Perienrne 06 OKOHYATeNbHOM OTMEHE Tepanuy J0JDKHO MPUHUMATHCS,
OCHOBBIBAsICh Ha MaHU(ECTallH, IJIUTEIBHOCTH M TSDKECTH HAOMI0JaeMbIX TOKCHUECKHUX
peaKuHnii.

['emMaTonornyeckue HapyIeHus

IIpu anexBaTHO mOAOOpaHHOM Tepamuu mpenaparoM @Topypanuil OOBIYHO pa3BUBAETCA
neiikoneHus. MUHMMAaIbHOE KOJIMYECTBO JICHKOUNUTOB OOBIYHO HAONIONAETCS B MEPUOJ MEXKIY
7-14 nHsAMM NIEpBOTO Kypca Tepanuu, HO HHOT/Ia ’TOT MUHUMYM MOJKeT HabmoaaThes 1 uepes 20
JHEH, KOTOpBIA Bo3Bpaliaercs K Hopme k 30 aHio tepanuu. B mporiecce Tepanuu npenapaTom
dropyparyl HEOOXO0UMO HE PeXe OJJHOTO pa3a B HEENIO BBINOIHATh KIMHUYECKHH aHalu3
KpPOBH.

CTOMaTI/IT, Auapes, KpOBOTCUYCHUA

[Ipy mosiBIEHHM CTOMATWUTA, AWAPEH, KPOBOTEUEHHS M3 JKEIYJOYHO-KHIIEYHOTO TpaKTa WU
10001 Apyroi oKaIu3auy, JIeYeHUe MpernapaToM HEOOXOIUMO MPEKPATUTh /10 UCUE3HOBEHUS
3TUX cUMNTOMOB. [Ipu auapee nerkoi cTeneHu TAKECTH MOXKET ObITh JOCTATOUYHO MPUMEHEHUS
TOJILKO TPOTUBOIUAPEHHBIX CPEICTB.

[Ipu mpumenenuu ¢Topypania B BUAEC HENPEPHIBHOW BHYTPUBEHHOW WH(GY3UU Ooublie
BEPOSITHOCTb, YTO CTOMATUT, a HE MHUEIOCyIpeccus, OyneT SBIATbCA JT030JUMHUTHPYIOIINM
daxTopoMm.

Koppekiiust 10361

[Tpu 3HAUUTETHLHOM CHUKEHUU MAacCChl Tejla, CHUKEHHOM (PYHKIIMM KOCTHOTO MO3ra, HaApyIIEHU!
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OOIIMPHOTO XMPYPTUUECKOTO BMEIIATEILCTBA HAYaJIbHAS 71032 JIOJIKHA OBITh YMEHbIIICHA Ha 1/3
i 1/2.

Craenyer coOmoaTh OCTOPOXKHOCTh MPH NMPHUMEHEHHH Y MAlMEHTOB, PaHEE IOABEPIraBIIMXCS
BO3/IEHCTBHUIO BHICOKHX JI03 paJHallii Ha 00J1aCTh MAJIOTO Ta3a WK IOJIyYaBIIMX aJIKHIHPYIOIIHE
npernaparsl.

OIIHOBDGMGHHBII\/'I IIpuecM 6DI/IBVIII/IH21, COpUuByaAMHA

[Tockonpky  TpU  OJAHOBPEMEHHOM  NpPUMEHEHHH ¢  UHruOutopamu  (depMmeHTa
JTUTHIPONTUPUMUIMHACTUAPOTeHa3bl (OpUBYIUH, COPUBYAMH), 3HAUUTEIbHO YBEIMYHUBAETCS
TOKCHYHOCTH (pTOpypanmia, HeoOOXOIUM MepephIB Mepe mpueMoM npenapara Oropyparun 1is
BOCCTAHOBJICHHSI aKTUBHOCTH DHJIOTCHHBIX U (DTOPUPOBAHHBIX MUPUMHINHOB, KAK MUHUMYM, 4
HEJIeTH.

MepEl 10 TPeIOTBPAIICHUIO HEKEIATEIbHBIX peaKIIMi

Jlo u Bo BpeMs Tepanuu npenapatoM OTopypanui peKOMEHyeTCs:

®  ©XKEJHEBHBI OCMOTP CIM3UCTON 0O0JIOUYKH MOJOCTU PTa U IJIO0TKH;

®  BBINOJHATH KIMHUYECKUI aHATU3 KPOBH C MOICYETOM (POPMEHHBIX JIE€MEHTOB KPOBH IEpe
Ka)KJIbIM IPUMEHEHUEM IIperapara;

® KOPPHUTHPOBATh BOAHO-JIEKTPOIUTHBINA OaaHC;

® OILICHUBATHh (PYHKIMIO MEYCHU (aAKTUBHOCTD «II€YEHOYHBIX)» TPAHCAMUHA3).

[Ipy OOHOBpEMEHHOM NPUMEHEHHH (QTopypanuiia M HEPOPAIbHBIX AHTUKOATYJISHTOB

HE00XO0IUMO TIIATEJIbHO KOHTPOJIMPOBATH CBEPTHIBAEMOCTh KPOBH (HapuMmep, NpOTPOMOMHOBBIN

WHJIEKC).

JKuBble BaKITUHEI

B nepuoa MpuMEHCHUA IIperiaparTa CDTopypauI/m IMPOTHUBOIIOKA3aHO IMTPUMCEHCHUC KMBBIX BAKIIUH,
a TaKXKe CJICAYyCT n30eratb KOHTAaKTa C JIOAbMH, HCIABHO BAKIWHHPOBAHHBIMU IIPOTHUB
IOJIMOMUCEIINUTA.

Kourparemmms

MY)KLII/IHaM U JKCHHIMHaAM PCIPOAYKTUBHOI'O BO3paCTa BO BpEM:A JICUCHUA IIPCIIapaTOM
CDTopypaan U KaK MUHUMYM B TCUCHUC 6 MCCALECB IMOCJIC CIIEAYCT MPUMCHATH HAJIC)KHBIC MCTOAbI
KOHTpaluCIInn.

BcnomorarenbpHbI€ BelllecTBa

Hampuu
Hanneii mpemapat conepxut 3,8 mmons (wm 88,3 mr) Harpus Ha 500 mr dropypanuia.
HeoOxoauMo yUUTBIBATh IMAllMEHTaM, HAXOJAIIMMCS Ha JIUETE ¢ OTPAHWYCHUEM ITOCTYILICHHS

HaTpHsL.
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4.5. B3aumojeiicTBue ¢ JAPYrHMH JieKapcCl BeHHbln'igl:l:ﬁﬂgn'—a!gér“awtiﬂ:ﬂi};f%:E'llﬁnbl

AL

B3anMMoO/IelicTBUS

JIroOble neueOHbIE MEPONPUATHS, YXyIIIaloNnme (QU3NYEecKoe COCTOSHUE TalueHTa WIH
yrueraronie (pyHKIMIO KPOBETBOPEHHS (HAIpUMep, APYTrue IMUTOCTATHUKH), MOTYT YCHUIIUBATh
TOKCUYHOCTh (Topypanuna. Karvyus ¢onunam yCUIMBaeT TEPareBTUYECKUN U TOKCHUECKUMN
s dexTsl hropypanunia. Beipaxennas quapesi, FHOTIA C JICTaJbHBIM UCXO0JI0M MOYKET BOHUKHYTh
KaK KJIMHUYECKOE MPOSIBICHUE JaHHOTO B3auMoaeicTBrs. Hanboiee 4acTo Takoe OCIoKHEHHE C
NeTanbHBIM MCXOJOM BO3HHKANO mpu npumeneHnu 600 mr/m? ¢ropypanuiaa BHYTPHBEHHO
0OJIIOCHO OIMH pa3 B HEAEI0 B KOMOMHALIUY C KaIbLHs (POTHMHATOM.

[TpuMeHeHne B KOMOMHAITUY C OpYeUMU YUMOCMAMUKAMU U UHMeEPDEPOHOM-ANbGhaA TAKKE MOKET
HaOJII01aThCS YCUJICHHE KaK MPOTHBOOITYXO0JIEBOTO 3P QeKTa, TaKk M TOKCUIHOCTH (PTOpypariia.
[Ipy nmpuMeHeHHH B KOMOWHALIMU C Jayuesol mepanueti (PToOpypamus MOXKET MOTEHUIHUPOBATH
KOKHYIO TOKCUYHOCTH TEPBOii.

[lpy [UTENHPHOM COBMECTHOM NPUMEHEHHH C MUMOMUyuHoM HAOIIONAIOCh TMOSBICHHUE
TeMOJINTUYECKOTO YPEMUUECKOTO CHHAPOMA.

[Ipy KOMOWHUPOBAHHON Tepanmuu B COYETAHUU C OpyeUMU HNpenapamamu, yeHemarowumu
@yHKYUIO KOCMHO020 M0o32a, TpeOyeTcs KOppeKuus 1036l propypanuia.

[Ipy omHOBpEeMEHHOM MpPHMEHEHHH (TOpypaluia U aHmMpaAyuKkIuHO8 MOXKET YCHIUBATHCS
KapIMOTOKCHIeCcKui 3¢pdekT mociaerHux.

[Tpu OJIHOBPEMEHHOM NPUMEHEHUU c UHTHOUTOpaAMU bepmenTa
JUTUAPOTIMPUMUINHACTUAPOTEHA3bl, OTBETCTBEHHOTO 3a  KarabolM3M  SHJOTEHHBIX H
(TOpUPOBAHHBIX MUPUMHUAWHOB (OpusyouH, Ccopugyour), 3HAUYUTEIBHO YBEJIWYUBACTCS
TOKCHYHOCTh (TOopyparmia. [loaTomMy uWHTEpBAI MEXIy NpUMEHEHHEeM QTopypanuia u
OpuByIMHA, COPUBYIMHA MJIM MX aHAJIOTOB JOJDKEH COCTaBIATh He MeHee 4 Heaenb. [lpu
HE00XO0/IMMOCTH, TIepe/l HayaJloM TEePalluu PEKOMEHAYeTCsl ONpeieieHNe aKTUBHOCTU (pepMeHTa
TUTUAPOTIPUMUINHICTUAPOTEHA3bl. [IpM  OZHOBPEMEHHOM TIPUMEHEHUH (DeHumourHa W
¢dTOopypammia, MOBBIIACTCS IUIa3MEHHAss KOHIEHTpanus (pEeHUTOMHA, YTO MOMKET TMPUBECTH K
HOSIBICHUIO CUMIITOMOB HHTOKCUKAIUH.

@dropypanusl He cienyeT MPUMEHSATh I0Clieé M COBMECTHO C Tepamuel amunogenazonom,
Ghenunbymazonom u cyibhOHAMUOOM.

Xnopouazenokcuo, oucyiv@upam, epu3eopyiveun M uU30HUA3U0 MOTYT yCHIUBATh aKTUBHOCTH
dTopypaumna. dropypauuia MOKET CHI)KAaTh HMMMYHOJIOTUYECKUH OTBET Ha GaAKYUHAYUIO.
[TprMeHeHne KUBBIX BaKIUH B IEPUOJ JIeUeHUs (PTOPYpaLHIOM MOKET MPUBECTH K YCUIICHHON
peTUTHKAIH BUpPYCA.

Jlesamu30n MOXKET yCUIMBATh T'€aTOTOKCUYHOCTh (PTOPYpaLnia (4acTO OTMEYAETCS MOBBILIEHNE
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Hmerorcst cooOIeH s 0 CHUKEHUH BPEMEHH CBEPTHIBAHUS KPOBU 110 KBUKY ITPH OTHOBPEMEHHOM
NpUMEHEHUU 8apghapuna n GTOpypaliiia, a TaKkke B KOMOWHAINHU C 1e6AMU30TIOM.
Memponuodazon, yumemuoun, unmeppeporvl U aIONYPUHO MOTYT TIOBBIIIATH KOHIICHTPAITUIO
dTopypanmia B ria3Me KpoBU, TEM CaMbIM TOBBIIIIAsI €T0 TOKCHYECKUE (P (EKTHI.

Y m[anuMeHToK, NPUHUMAIONIMX THA3HWIHBIC JUYPETUKH COBMECTHO C IukiodochaMuaom,
METOTpeKcaToM U (ropypanmioM, OTMe4aloch Oojiee BBIPAKEHHOE CHIDKEHHE YHCIIa
IPaHyJIOIUTOB [0 CPAaBHEHHIO C TaKOH K€ HUTOCTATUYECKOW Tepamuel 0e3 MpHUMEHEHHS
THA3UIHBIX  JIUYpeTUKOB. [Ipy  ONHOBpPEMEHHOM  TNPUMEHEHUH  6UHOpENOUHA W
bTopypauuna/gorunosoi Kuciomsi BOSMOXKHO PA3BUTHE BBIPAKEHHOTO BOCHAICHUS CIIM3HCTHIX
000JI0YEK MOJOCTH PTa U JKEITYJOYHO-KHIIEYHOTO TPAKTA, B TOM YHUCIIE C JIETATHbHBIM UCXOIOM.
Y mnamuMeHToB € pakoM MOJIOYHOW >KeNne3bl, MONydYaroluX KOMOWHUPOBAHHYIO TEparuio ¢
yuknogocghamudom, memompexcamom, GTOpypaluIoM U TaMOKCH(PEHOM, YBEIMUYUBACTCS PUCK
pa3BUTHS TPOMOOIMOOIMYCCKUX OCIOXHEHUU. [lpu mpumeHeHnn (ropypamuia BO3MOKHBI
JIOKHOTIOJIOKUTEIILHBIC PE3yJabTaThl TPHU ONPEACICHUU OWIUPYOMHA W S-THAPOKCHUUHJION

YKCYCHOﬁ KHCJIOTBI B MOYC€.

4.6. DepTUIBHOCTD, 0€PEMEHHOCTD U JTAKTALHSA

KOHTD&HCHHI/DI Y MY)XYHWH U XCHITWUH

My>K4rHaM ¥ KEHIIMHAM PerpOyKTUBHOIO BO3PACTa PEKOMEHAYETCS IPUMEHSTH 3 (HEeKTUBHbBIE
METOJIbI KOHTPALEHIIUN BO BpeMs Tepamnuu. MyX4UHBI, TOTy4alolie Tepanuo GTopyparuiom,
JIOJDKHBI UCTIOh30BaTh 2P (GEKTUBHBIE METO/Ibl KOHTPALICTIIIMK BO BpEMs M B T€UCHHUE 6 MECSIIEB
MocJie MPUMEHEHHs GTopypaluia.

bepemeHHOCTD

@TOpypallil MOXKET OKa3blBaTh MYTAar€HHOE JCHCTBUE W HE JOJKEH NMPUMEHSTHCS B MEPUOJ]
OEpEeMEHHOCTH.

JlakTarms

['pynHoe BckapMiiMBaHHE TPOTUBOMOKA3aHO BO BpeMsl MpUMeHeHUs (Topypaliia u B TeYeHHue 2
HEJIeNb MOCIe OCIEIHEro IPUMEHEHHUs Mpernapara.

DdepTUIbHOCTD

My>X4YMHBI JTOJKHBI OBITH MPOKOHCYJIBTUPOBAHBI MO BOMPOCY KPHUOKOHCEPBAIMHU CHEPMBI 10

HaydaJia JICUCHUA (bTOpypaHHHOM H3-3a BO3BMOXKHOI'O Pa3BUTUA H606paTI/IMOFO GCCHHOZ[I/I}I.

4.7. BiusiHue Ha crnocoOHOCTH YNPaBJATH TPAHCIOPTHBLIMM CpeJcTBaMU M padorarh ¢

MEXaHU3MaMHu
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dTOpypanmyi MOXKET BBI3bIBATH TOIIHOTY H |PBOTY, "ll;lR_'II/I'-M_I %@&@'SJE%&Q&H - frﬂn‘rﬁ : Ha

CIOCOOHOCTh YIPABIISATh TPAHCHOPTHBIMHM CpEeACTBAMH M MexaHu3Mamu. [lo 3Toil mpuunHe
CJeyeT BO3JEP/KATHCS OT YIPABJICHUS TPAHCIIOPTHBIMU CPEACTBAMHU M MEXaHU3MaMH BO BpeMs

npuMeHeHus Gropypaunuia.

4.8. Hexkenare/ibHbIE peaKINU

Pesrome npoduiist 6e3onacHocT

Haubonee uyacThiMU M CEpPbE3HBIMH HEXEIATEIbHBIMU pEAKUUAMU [P MHPUMEHEHUU
bTopypanuia SBISIOTCS FreMaTOIOTHYeCcKasi TOKCHYHOCTh U HAPYIIEHUS CO CTOPOHBI KEITYA0YHO-
KUIIEYHOTO TPaKTa.

PesroMe HexxenaTeabHbBIX PEaKIUi

[To nmamabiM Bcemupno#t opranuzanuu 3apaBooxpaneHus (BO3) HexenatenbHbIC SBICHUS
KJaccu(UIMPOBAHBI B COOTBETCTBUU C YaCTOTOH WX PAa3BHTHUsS CJICIYIOIIUM O0Opa3oM: OYeHb
yacmo (> 1/10); uacmo (= 1/100 no < 1/10); reuacmo (> 1/1000 mo < 1/100); peoxo (= 1/10 000
1o < 1/1000); ouens peoxo (< 1/10 000); uacmoma neuzéecmua (He MOXeET ObITH OIICHEHA Ha
OCHOBE MMEIOIINXCS JTAHHBIX).

Hnpexyuu u uneasuu

Ouenb yacmo: MTHQPEKIHH.

Hapywenus co cmopoHbl Kposu u tumgpamuieckoli cucmemyl

Ouenv  yacmo:  MHEIOCYNpeccUsi  (IO30JMMUTHUPYIOINAS  JICHKONCHUs, HEHUTPOICHUS,
TPOMOOIIMTONEHNUS ), aHEMHSI, HOCOBOE KPOBOTEUEHUE;

Yacmo: dheOpuiibHas HEUTPOTICHUS,

Ouenb pedko: arpanyJIONUTO3, TAHIIUTOTICHUSI.

HauOonee 3HaunTeNnbHOE Na/IeHHE KOJTUYECTBA JIEHKOIIMTOB 00bIYHO Habmonaercs ¢ 9 no 14 nens
(BIIIOTH 110 25 1HS), TPOMOOIHTOB - ¢ 7 10 17 IeHb JeueHusl.

Hapywenus co cmopoHbl uMMYHHOU CUCmeMbl

Ouenv yacmo: UMMYHOCYIPECCHS C YBEIMYEHHEM YacTOThl BO3HMKHOBEHHUS HWH()EKIIMOHHBIX
3a00JICBaHHUI;

Peoxo: reHepann30BaHHbIE alIEPrHUECKHUE PEaKIni, aHa(QUIAKTUYECKUH MI0K;

Yacmoma neuzsecmua: pa3BUTHE BTOPHUHBIX WHPEKITUIA, CETICHC.

DHOOKpUHHbBLE HAPYUWEHUSL

Yacmoma neussecmua: noBsilieHne odmiero Tupokcuna (T4) u Tpuitogruponuna (T3) B mazme
KpOBH, 0e3 MOBBIIIEHUS cojiepxaHus cBoboaHoro Ts u tupeorponHoro ropmona (TTI) u Ge3
KJIMHHYECKUX TPU3HAKOB TUTIIEPTHPEO3a.

Hapywenus memabonusma u numanus
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(NOCNEQCBATENEHOCTE 0001)

Ouenb wacmo: TUNIEPYPUKEMHUS.

Hapywenus co cmoponvl HepeHOll cucmembl

Heuacmo: wucrarm, rojoBHas 00Jb, BEPTUTO, MAPKUHCOHU3M, NHPAMHUIHBIE CHUMIITOMBI,
TPaH3UTOPHBIA 00OpaTUMbIN 1epeOpanbHBI CHHAPOM (aTakcHsi, CIYTAHHOCTh CO3HAHUA,
JKCTpanupaMualibHble JBUTaTeIbHbIE U KOPTUKAIbHBIE PACCTPONCTBA), COHIIMBOCTD, 3 opus,
peTpoOyIbOapHBIN HEBPUT;

Peoko: nepudepudeckas Heviponartusi (MIpu NMPUMEHEHHH B COYETAHWUU C JIy4EBOW Tepamueil);
Ouenwb pedko: MUCreB3us, JeKkosHIedaIonaTus ¢ TAKUMU CUMITOMaMU KaK aTaKCUsl, HapylICHHE
peuu, CIyTaHHOCTh CO3HAHMs, HapyIlIEHUE OpUEHTAIMH, MUAcTeHUs, adas3us, CyJoporu, Koma,
UHpApKT TOJOBHOTO Mo3ra (IpW KOMOMHHPOBAHHOM TEpamuyd C MHUTOMHUIIMHOM WX
UCTUTACTHHOM);

Yacmoma Heuzéecmua: ieUeHOUHAs dHIIEaTONATHS.

Hapywenus co cmoponul opeana spenus

Heuacmo: KOHBIOHKTUBUT, W30BITOYHOE CII€30TE€UEHUE BCIEACTBHE CTEHO3a IPOTOKOB,
HEUETKOCTh 3pPEHUS, CHIDKEHHE OCTPOTHI 3peHus, Oyeaputr, BBHIBOPOT BeKa (SKTPOIHOH),
00yCIIOBJICHHBIN IIpamMamMu uin (UOPO30M CIIE3HBIX Keje3, CBETOO0SA3Hb, HEBPUT 3PUTEIILHOTO
HEpBa, AUILIONHUS, OTPAaHUYCHHE MOJBUKHOCTHU TJa3(-a), HapylIeHHe 3peHus, KOPKOBas CJernora
(Ipu BBICOKHX 103X ).

Hapywenus co cmoponvl cepoya

Ouenb yacmo: nmemuueckue n3MmeHenns Ha JKI;

Yacmo: 6011 B 00J1aCTH Cepla;

Heuacmo:  aputmuum, wumeMmus, HHQApKT MHUOKapAa, MHUOKapAWT,  JWJIATAllMOHHAS
KapAMOMUONATHs, KapAMOT€HHBIH 110K, CepJieuHasl HeJ0CTaTOYHOCTb;

Ouenb pedxo.: CTEHOKapaus, OCTAHOBKA Cep/illa, BHE3alHas CepAeyHasi CMEpPTh;

Yacmoma HeuzsecmHa. TIEPUKAPNT.

Hapywenus co cmoponwl cocyoos

Heuacmo: cHnxeHue apTepuanbHOTO JaBJICHUS;

Peoxo: Tpomb0dnedur;

Yacmoma neuzsecmmua: HapylleHHE NepudepuyecKoro, 1epeOpaJbHOr0 M MHTECTHHAIBHOTO
KpoBooOparteHus, cuaapom Peitno, Tpom003MO0HSL.

Hapywenus co cmoponvl OvixamenbHoU cucmemsl, Op2aHos8 epyOHOU KIeMKU U CPeOOCmeHUs
Ouenb yacmo: GpPOHXOCHA3M.

Kenyoouno-kuweynvle napyuenus

Ouenv uyacmo. CHWKEHUE AaNleTHTa, BOCHAIEHUE W/WIM W3bS3BICHHE CIU3UCTOM 000J0YKH

HKEITYI0YHO-KUILIEYHOT 0 TPaKTa (B TOM YUCIJIE CTOMATHUT, 330(¢arut, GapuHruT, IPOKTUT), TUAPEs,

Crpanwnma 10 u3 16



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 11.03.2025 N= 6517

(NOCNEOOBATENEHOCTE 0001)

TOIIHOTA, PBOTA, aHOPCKCHS;

Heyacmo: 00€3BOXHBaHUE, CEIICUC, a TAaKXKE W3BS3BICHHUS U KPOBOTEUYCHUS U3 HKEIMYIOYHO-
KHIIIEYHOTO TPAKTa, OTCIOWKA HEKPOTH3UPOBAHHOTO IUTENHSI CITU3UCTBIX 000JI0UEK;

Yacmoma Heuzsecmua: U3xKOTA.

Hapywenus co cmopoHbl neyenu u dHceniesbl800sauux nymeti

Heyacmo: napymienue (yHKIMM TEYCHH, MOBPEXKICHUE KIETOK ICYEHHU, HEKaIbKYJIE3HBIN
XOJICIIUCTHT;

Ouenb pedxo: HEKPO3 MEUYCHU (B TOM YHCIIE C JICTATLHBIM UCXOJIOM).

Hapywenus co cmopoHbl Kodicu u NOOKONHCHBIX MKAHeU

Ouyenwv yacmo. anomnenus (oOparumas), yJUIMHECHUE CPOKOB 3KUBIICHUS PaH, CHHAPOM JIaJOHHO-
MIOJIOIIIBEHHOHN dPUTPOIN3ECTE3UH (OIIYIICHNE MIOKATBIBAHUS B KUCTSIX M CTOMAX C MOCIEAYIOLTUM
TOSIBIICHHEM OOJIH, TUTICPEMHH, OITYXaHHS U IICTYIICHUS KOXKH),

Heuacmo: 5x3aHTEMBI, THTICPITUTMEHTALINS HITU ICTIMTMEHTAITUS KOXKH B BUJIE TI0JI0C BOJIM3H BEH,
CYXOCThb KOXH, TPEIIMHBI KOXXKH, DPUTEMA, 3yl KOXKHBIX MOKPOBOB, MAKYJIOIAITyJIe3HAs CHIIb,
TEJICAHTUOIKTA3WH, W3MCHeHHE (aud@y3Has  TOBEPXHOCTHAs  CHHSS  MUTMCHTALWA,
TUIEPIIUTMEHTAIUS, OHUXOIUCTPO(Us, OHUXOIU3HMC, OOJIb W YTOJIIEHUE HOITEBOTO JIOXKA,
NApOHUXHI) U CXOXKICHHUE HOTTEBBIX IUIACTHHOK (penko), (GoToceHcHOMIM3anus, IepMaTHT,
KpanuBHUIIA.

[Ipn BHYTpUBEHHOM OOJIFOCHOM BBEJCHHU (TOpypammia CHHIAPOM J1aJIOHHO-IIOAONIBEHHON
IPUTPOAM3ICTE3NU PA3BUBACTCS YACMO.

Hapywenus co cmopoHbl nouex u Mouesbleo0suux nymetl

Heuacmo: moue4Has HEIOCTaTOYHOCTbD.

Hapywenus co cmopoHbl penpooyKmugHoU cucmembvl U MOJIOYHBIX JHcele3

Heuacmo: obpatumoe yrHeTeHHEe (QYHKIIMM TOJIOBBIX JKETe3, MPUBOSAIIEe K aMeHOpee WU
a300CIEePMHH.

Obwue HapyweHus u peakyuu 6 mecme 68e0eHUs.

Ouensb yacmo: NOBBIIIEHHAS] YTOMIIIEMOCTh, O0IIAsi aCTEHHS, JTMXOPaJIKa, ClIadOCTh, CHIDKEHUE
MOTHBAIIHH;

Yacmoma neussecmna: TpoMO0(IEOUT B MECTE BBEJICHHUS.

COO6HI€HI/I6 0 TOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

Baxxno cooOmarh 0 TOM03PEBAEMBIX HEXKENATENbHBIX PEaKIUsAX IOCIe PETUCTPAINH
JIEKapCTBEHHOTO TIperapara ¢ 1elbio 00ecrnevyeHrs HeMPePhIBHOIO MOHUTOPUHTA COOTHOIIICHUS
«I10J1b3a — PHUCK» JIEKAPCTBEHHOIO Mpemnapara. MeIuIMHCKUM pabOTHUKAM PpPEKOMEHAYETCs

COO6H13TB 0 JII00BIX MOoaO3pE€BACMBbIX HEKCEIIATCIIBHBIX PCAKIUAX JICKAPCTBCHHOI'O IIperiapara
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4yepe3 HallMOHAIBHBIE CHCTEMBI COOOIIEHUS O }[emenaTéHE;ﬁ;IQ %Qé%ﬁ'ﬁmlé%bcqﬁ I:—lztlill'léHOB

EBpa3uiickoro 3K0HOMHUYECKOr0 COI03a.

Poccniickas @enepanus

®enepanibHas Ciryx0a 1o Ha30py B cdepe 31paBoOXpaHEHUs
109012, r. Mocksa, CrnaBsiHCKas mowmasp, 1. 4, crp. 1
Tenedon: +7 (800) 550-99-03

DnekTponHas nmoyra: pharm@roszdravnadzor.gov.ru

Cair B UH()OPMAITMOHHO-TEJIEKOMMYHUKAITAOHHON ceTu «uTepHeT»:

https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka

CumMnromsl

CoHNIMBOCTh, TOIIHOTA, pBOTA, JHapesl, SA3BEHHBI CTOMATUT M JKEJIYIOYHO-KHILIEYHOE
KPOBOTECUCHHE, YrHETEHHE (YHKIHMH KOCTHOTO MO3ra (TpOMOOLMTOIEHUS, JEWKONCHHUS |
arpaHyJIoIKUTO3).

Jleuenue

CumnTomaTtnueckoe. Bo3MoxkHO mpuMeHeHue Tpancdy3uu JSHKOLUTApHOTO U TPOMOOLIUTAPHOT O
KOHILEHTPAaTOB  aHTHUOAKTepUAIIbHOM  Tepanuu, HeoOXOIUMO  KOHTPOJUPOBATH  BOJHO-
ANIEKTPOJIUTHBIM Oananc. Crnenuduyeckuil aHTUAOT K (TOpypally Heu3BecTeH. MOHUTOPUHT
KJIMHUYECKOIO aHajIu3a KPOBH HEOOXOAUMO MPOBOJIUTH PETYJSPHO HA MPOTSKEHUU 4-X Helelb

MOCJIC MEPCAO3UPOBKU IIpCIIapara.

5. PAPMAKOJIOTUMYECKHE CBOMCTBA

5.1. ®apmakoaMHAMHYeCKHE CBOICTBA
®dapmakoTepaneBTUUYECKas TPyINa: MTPOTHBOOMYXO0JIEBbIE CPEACTBA; aHTUMETA0OJIUTHI; aHAJIOTH
MUpUMHIHUHA.

Kox ATX: LO1BCO02

MexaHHN3M e CTBUS

@TOpypanusl - NPOTUBOOIMYXOJEBOE (LIUTOCTATUYECKOE CPEJICTBO), AaHTUMETAOOJUT ypaluia.
®dTopypanmyl HapyliaeT CcuHTe3 Ae30KkcupuOoHykienHoBod kuciotel (JIHK) wu BwB3bBIBacT
o0pa3oBaHUe CTPYKTYpPHO HecOBepiIeHHOH pubonykienHoBoi kuciotsl (PHK), yrueras tem
CaMbIM JIeJIeHHE OITyXOJIEBBIX KJIETOK. MeXaHu3M JeHcTBUS OmpenenseTcs MeTadoIMuecKuM
MIpEeBpaIIeHUEM ero B S-PpTop-Ae3o0kcuypuana-Mmonodocdar u S-propypununa tpudocdar.

dapmakoanaamudeckue YO HeKTol

5-¢pTop-ne3okcuypuaAMH-MoHOpOChaT — KOHKYPEHTHBIN UHTUOHUTOD bepmenTa
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TUMHJIUHCHHTETA3bl, YTO BEJET K OJOKUPOBAH CI/IHTe'QI%éﬁ&i&fgﬁ%%ﬁﬂﬁg&gﬁ I;g/:IEIJ}é)TH.

AL

biiokupyer peaknuioo METUIMPOBAHUSA AC30KCUYPUIMHOBOM KHCIOTBI U €€ IIpeBpalleHuEe B
TI/IMI/I[[I/IJ'IOByIO KI/ICJIOTy, qTo HpI/IBOI[I/IT K I[e(bI/II_II/ITy TUMHUOWHA. CDTOpypaI_[I/IH IIo4aBJISIET CUHTE3
PUOOHYKJIEMHOBOM KHCIIOTHI, IyTeM BKIIIOYeHHs S-propypuanna tpudocdara B €e CTPYKTYypy,
BMECTO ypuauHa Tprdocdara. DT0 NPUBOAUT K HAPYIICHHUIO MPOLIECCHHTa PHOOHYKIEHHOBOM
KHCJIOTEI U CHHTE3a OelIKa.

Kinnanueckas 3¢ dekTUBHOCTL U 0€3011aCHOCTh

®dropypar 061a1aeT BEICOKOH MUETOTOKCHYHOCTBIO U FACTPOUHTECTHHAIBHOW TOKCHYHOCTBIO.
MakcumanbHast 3PEeKTUBHOCTD JeHCTBHSI HAOII01aeTCsl B MPOIH(EPAaTUBHBIX TKAHAX (KOCTHBIH
MO3T, KOa, CIU3UCTas 000y04ka). B oTiaMuue OT MHOTMX HPOTHBOOITYXOJIEBBIX IPEMapaToB
3 PEKTUBEH MPHU OIYXOJIAX KETYJOYHO-KUIIEYHOTO TpakTa. OTHOCUTENBHO BBHICOKOTOKCHUYEH,
0COOCHHO CHJIBHO HapyIIaeT (PyHKIIUIO KOCTHOTO MO3Ta U JKEeNyJOYHO-KHIIEYHOTO TPAKTa.

5.2. ®DapmakoKuHeTHYECKHE CBOMCTBA

AOGcopouus

buonoctynHocTs (ropypanuia npu BHyTPHBEHHOM BBEJICHHH COCTaBIIsIET OKOIo 80 %.

Pacupenenenue

Pacnipenensiercss B ObicTpo npoiudepupyromuX TKaHAX, TAKUX KaK KOCTHBIH MO3T, CIM3HCTas
000JI0YKa IKENMyOYHO-KUIIIEYHOTO TPaKTa M OIyXOJeBBIX TKaHAX. OO0beM pacrpeneneHus
cocraisieT 0,12 51/Kr Macchl Tena, CBsA3b ¢ OeIKaMHu IIa3Mbl KPOBU COCTABIISICT MPUOIU3UTEIHEHO
10 %. Jlerko mpoHMKaeT yepe3 remarosHuedanudeckuii 0apbep, nomnajnas B CIIMHHOMO3IOBYIO
XKHUJIKOCTb U TKAHHU FOJIOBHOT'O MO3Ta.

buorpaucdopmarms

[Tocne BHYTPUBEHHOTO WJIM BHYTpUapTEpUAIbHOIO BBEACHMUS (TOpypauuia  OBICTPO
6uoTtpanchopmupyetcs. Merabonu3upyeTcst B OCHOBHOM B I€YEHU C 00pa30BaHUEM aKTHBHOI'O
MeTabOoJINTa - AUTHIPO-5-TOpYpaLul, IEPHOJ MOTYBbIBEIEHUS] KOTOPOI'O 3HAUUTENBHO OO0JIbIIE,
yeM QTopypaluia ¥ HEaKTUBHBIX METa0O0JIUTOB.

OJIUMUHAINS

[Tepuon nmomyBbIBeieHUS (hTOpYpaLiia 3aBUCUT OT BBOAMMOM 103bI M cOCTaBIIseT 8-22 MUH uepes
3 4. Ilocne BHYTPUBEHHOI'O BBEJIEHHS HEM3MEHEHHBbIH (Topypauuia B IIa3Me KPOBU He
oOHapyxuBaeTcs. dTopypaluia BBIBOJUTCS MNPEUMYIIECTBEHHO JIETKUMU B BHJIE ABYOKHUCH
yraepona (60-80 %). Oxono 7-20 % mpenapara BHIBOAUTCS MOYKAMH B HEM3MEHEHHOM BHUJIE B
teyeHue 6 yacoB (90 % U3 3TOro KOJIMYECTBA BBIBOJUTCSA B T€UEeHHUE mepBoro yaca). [Toueunsrii
KIupeHc ¢propypaumna cocrasiser 170-180 mi/mun. HesnaunrenbHOe KOIMYecTBO GTOpYpaLmia

BBIACTIACTCA C XKCITYBIO.
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6. PAPMAIEBTHYECKHE CBOMATBA _TV-TEA0E

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

Hatpus ruapoxcun

Bona mia uanexkiui

6.2. HecoBmecTUMOCTD

dTOopypalyl Helb3sl Pa3BOAUTH pacTBopamu ¢ pH < 8, Tak kak B 3TOH cpene (QTopyparui
o0Opasyer ocaJioK.

Coo0manocr 0 HECOBMECTUMOCTH CO CIEAYIOIIMMHU BEIIECTBAMU: IUCILIATHH, IUTapaOHH,
UasernaM, JOKCOPYOHMIMH, JpONEpHaoi, (HUIrpacTUM, Talius HHUTpaT, JEWKOBOPHH,
METOTpEeKCaT, METOKJOoNpamMua, MOp(hUH, OHJAHCETPOH, PACTBOPHI JJIA MapeHTEPaIbHOTO
MUTaHMS, BAHOPEIOHH.

DTopypaii Hellb3s CMEIINBATh C KAJIbIUSA (POITMHATOM B OJHOM MH()Y3HOHHOM PacTBOpE, TaK
KaK 3TO MOXET MPUBECTH K 00pa3oBaHUIO ocanaka. beuto mokazano, 4ro gropypammt 50 mr/mi
HECOBMECTUM ¢ Kanblus (onurarom 20 Mr/mi, ¢ 5 % BOIHBIM PacTBOPOM JEKCTPO3bI MK O€3
HEro, MNpU CMEIIMBAHMM B Ppa3HbIX KOJMYECTBAX M XPaHEHWU B KOHTEHHepax wu3
nonuBuHmiIxaopuaa (IIBX) npu temneparype 4 °C, 23 °C nmu 32 °C.

JlaHHBIA JIeKapCTBEHHBI NpenapaT He CIeAyeT CMENIMBAaTh C JIPYTMMH JIEKaPCTBEHHBIMU
npenapaTram, 3a UICKIIOUEHUEM YIIOMSIHYTHIX B pazzene 6.6.

6.3. Cpok rogHocTu (CpOK XpaHeHUs1)

2 roja.

6.4. Oco0ble MepbI NPEAOCTOPOKHOCTH IPH XPAHEHUHU

XpaHuThb Npu Temrneparype He Bbiie 25 °C B KapTOHHOM yIakoBKe (Mayke).

6.5. Xapakrep u coaepxaHue NEPBHYHOH YIIAKOBKH

ITo 5 mi, 10 ma unm 20 mi npenapara Bo ()JIaKOHBI CBETO3AIIUTHOIO HEWTpanibHOro crekna [
THJIPOJIMTHYECKOTO KJlacca, YKYNOpPEHHbIE TPOOKaMH pPE3MHOBBIMH W3 CHHTETHYECKOTO
OyTunmoBoro kayudyka. DiakoH, yKyNMOpPEeHHBIM MPOOKOW PE3NHOBOHM, O0KMMAIOT KOJMAYKOM
IIOMUHUEBBIM, C TUITACTUKOBOM KPBIIIKOM nin 6e3 Hee.

Ha ¢akoHbBI HAKJIEUBAIOT STUKETKY.

I[To 1, 5 unu 10 ¢akoHOB MOMEIIAIOT B KOHTYPHYIO SIYEHKOBYIO YIAKOBKY M3 IUIEHKHU
TIOJTMBUHHIIXJIOPHTHOM.

1 mau 2 KOHTYpHbIE SUEHKOBBIE YNAKOBKM BMECTE C MHCTPYKIHEH M0 MEIUIUHCKOMY
IPUMEHEHHIO (JIMCTOK-BKJIA/IBIII) TOMELIAI0T B KAPTOHHYIO YIIAKOBKY (IAuKYy).

6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH TPH YHUYTOKEHHMH  MCIOJb30BAHHOIO
JIeKAPpCTBEHHOr0 Tpenapara WJIH  OTXO0JA0B, MOJYYEeHHBIX TOCJe MPUMEHEHHUs

JIEKAPCTBEHHOI0 Mpenapara u Apyrue MaHUIYJISINMH € MIPenapaTomM

Crpanumna 14 u3 16



COOTBETCTEYET 3K li:_ : EPTHOMY OTUETY

ot 11.03.2025 N= 6517

[Ipenapar npeaHa3HAuYEH TOJIBKO JIs OTHOKPATHOTO npﬁluéﬁ:erﬁgr; OBATENBHOCTL 0001)

dropypaiu clieayeT pa3BOAUTH TOJNBKO (PU3MOJIOTHUECKUM pPacTBOpPOM WM 5 % pacTBOpoM
TJIFOKO3BIL.

[epen mpumenenueM pactBopa dTopypaliuii B ciiydae 00pa3oBaHHs OCaKa 0] BO3JACHCTBUEM
HU3KUX TEMIIepaTyp pactBop cieayer HarpeTh a0 60 °C, SHEpruYHO BCTpPSAXHBAas, U 3aTE€M
OXJIQIUTh 10 KOMHATHO# TemrepaTypbl. Eciii ocajok He pacTBOPHIICS, Ipenapar HeOoOXO0 MO
YTUIN3UPOBATH C YUCTOM I[eﬁCTBYIOL[[I/IX HOPMATUBHBIX AKTOB YHUUYTOXCHUSA OIMTACHBIX OTXOOB.
[IpuMEHATh MOYKHO TOJIBKO CBEIKEIPUTOTOBICHHBIN PACTBOP M TOJIBKO OJHOKPATHO.

B cBsa3u ¢ Tem, uto (ropypaimi 001agaeT MyTarcHHbIMH M KaHIIEPOI€HHBIMU CBOWCTBAaMH,
Pa3BOAUTS Mperapar CJICAYCT B aCCIITHYCCKUX YCIIOBHUAX B CIICHHUAJIBHO OTBECACHHOM ITOMCILICHU U,
10 BO3MOKHOCTHU C JJaMUHAPHBIM TOKOM BO34yXa. OTuUM JOJI’KEH 3aHUMATHCA HOI[FOTOBHCHHBII\/II
HepCoHaI.

Heo0xo0auMo pUHUMATh BCE MEPBI [T MPEIOTBPAIICHHS ONalaHus pacTBopa (Topypariiia Ha
KOXY U CIIM3UCTBIC O6OJIO‘-IKI/I, B YaCTHOCTHU II0OJIB30BATHCA 3aIIIPITHOI>'I OIIC)KZIOI?I (XaHaT, ararro4ka,
MacKa, OYKH U OJHOPa30BbIe iepuatkn). [Ipu momaganuu Gpropypanmia Ha KOXKY WU CIU3UCTHIE
000JI04KH HEOOXOJMMO TIIATEILHO MPOMBITH TOBEPXHOCTh MBIJIOM M BOJOM, ITPU MOMAJaHUU Ha
CITU3UCTYIO O00OJIOYKY TIJla3 - OOJBIIMM KOJMYECTBOM BOJBI. bepeMeHHbIE KEHIIWHBI HE
JIOITYCKaloTCs K padboTe ¢ propypamuiom.

Bce npeaAMETbl, MaTCpualbl W OTXOJAbI, HCIIOJIb30BAHHBLIC IIPU HNPUTOTOBJICHHU PaCTBOpa
npernapara u ero IpUMEHEHUH, JTOJKHBI ObITh YTHIN3UPOBAHBI B COOTBETCTBHH CO CTaHAaPTHBIMH
OTIEePaIMOHHBIMHU MPOLIEAYPAMH MO OOPAIICHHUIO C IMTOTOKCHYECKUMH TIperiapaTaMu, MIPUHSATHIMU
B JI€UEOHOM YUpPCKACHHUU, C YUIECTOM HeﬁCTBYIOHIHX HOPMATUBHBIX AKTOB YHUUYTOXCHUSA OIMaACHBIX

OTXOJ0B.

7. AEP/KATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHU S

Poccns

00O «O30H Menuka»

445043, Camapckas obnacts, r.0. Toassatta, TEP. O3 IIIIT, MI'CTP. 3-1, 3nanue 11, ctpoenue

1, xom. 37.

7.1. IlpeacraBuTe/ib AepaKaTelisi perHCTPALIMOHHOTO YI10CTOBePeHus

[Iperen3uu HOTDC6HTCJ’ICI>1 HalpaBJIATH IO aAPECy:

Poccus
000 «O30H Dapm»
445043, Camapckas 06011., 1.0. Tombsitth, Tep. O3 IIIT, maructpans 3-4, 3x1. 11, ctp. 1.
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Ten.: +79874599993, +79874599994 (MOCHELOBATENBHOCTL 0001)

E-mail: ozonpharm@ozon-pharm.ru

8. HOMEP PETUCTPAIIMOHHOT' O YAOCTOBEPEHMUSA

9. JATA TEPBUYHOW PETMCTPALIMM (IMOATBEPKIEHUS
PETACTPAIIAU, TEPEPETVCTPALIAN)

JlaTa nepBoi perucTpanuu:

10. JATA IIEPECMOTPA TEKCTA

OO0miass  xapakTepucTHKa JIeKapCTBEHHOro mpemnapara @dropypauun  AOCTymHAa  Ha
MHPOPMALIMOHHOM TOpTaie EBpasuilckoro SKOHOMHYECKOTO COK3a B HH(GOPMAIMOHHO-

KOMMYHUKaIMOHHOM cetn «HTepueT» https://eec.eaeunion.org/.
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