COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 03.12.2024 N= 26695

(NMOCNEOOBATENEHOCTE 0002)

OBLIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITPEITAPATA

Hexckeronpoden Penesain, 25 mr, TabaeTKu, MOKPHITHIE IJIEHOYHOU 000I0YKOM.

2. KAYECTBEHHBIA U KOJJMYECTBEHHBIN COCTAB

JlelicTByo11ee BELIECTBO: IEKCKETONPOdEH.

Kaxnas Tabimetka copepkur 25 wMr Jekckeromnpodena (B BuIe JIeKcKeTonpodeHa
TpomeTramosia — 36,90 mr).

[TonHbli IEpedYeHb BCIIOMOTaTEIbHBIX BEILIECTB IIPUBEJIEH B paznene 6.1.

3. JJEKAPCTBEHHAS ®OPMA

TabneTKu, MOKPHITHIC INIEHOYHOW 000TI0YKOM.

Kpyribie 1BOSKOBBITYKIIBIE TA0JIETKH, MOKPHITHIE IUIEHOYHOW OOO0JIOYKON OENoro WM MOYTH
Oenoro mBera ¢ PUCKOM ¢ oaHOM cTopoHbl. Ha momepeuHom cpese siapo Oenoro Wid IMOYTH
Oenoro mnBeTa. JlomyckaeTcs epoXOBaTOCTh MOBEPXHOCTH.

TabneTKy MOXHO pa3AeuTh Ha PaBHBIC JTO3BI.

4. KJIMHUYECKUE JAHHBIE

4.1. TIloka3aHusi K IPMMEHEHUIO

Jexckeronpoden PeneBan mokazan K IpUMEHEHHIO Y B3pOCIBIX B Bo3pacTte oT 18 jer.

e  MBpimeyHo-cKkeneTHas 00Jb (CJ1ab0 WM YMEPEHHO BhIpaKEHHAs);

®  amproJUCMeHopes;

e 3yOHas OOJb.

[IpenapaT npenHa3sHa4yeH AJisi CHMIITOMAaTUYECKOTO JICYCHUS, YMEHBIIICHUST OOJIM W BOCTIAJICHUS
Ha MOMEHT MPUMEHEHUSI.

4.2.  PexuM 103MpPOBAHUS U CNIOCOO MPUMEHEHH

PexxuM 103upoBaHus

Jns KynmupoBaHHS CHUMIOTOMOB CIIEAyeT MPUMEHATh HaUMEHBIIYI0 S()QPEeKTUBHYIO 103y B
TEYEHUE MUHUMAJILHOTO BPEMEHU.

B 3aBuUCHMMOCTH OT MPOUCXOXKIIECHUS U TSHKECTH OOJIEBOTO CHHIPOMA, pEKOMEHayeMas 103a s
B3pOCIIBIX cocTaBisier 12,5 mr mekckeronpodena (1/2 tabmetku) uepe3 4—6 yacoB wimm 25 mr
nekcketonpodena (1 TabiaeTka) Kaxkapie 8 4acoB.

MakcumanbHas CyTO4YHas J103a — 75 M.

[Ipenapar [lekckeronpoden PeneBan He mnpeaHasHayeH s JJIUTEIBHOM Tepanuu, Kypc
JICUCHUS TPETapaToOM JOJDKEH OBITh OTPAHWYCH TICPUOJOM TPOSBICHUS CHMITOMOB, HO HE

JIOJKEH TIPEBBIIATE 3—5 THEH.
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3¢ dexTUBHON 103bI B TEUYEHHWE MHUHHUMAJIBHOIO IMEPHOJa, HEOOXOIUMOTro IJs KyHMUPOBaHUS
CUMIITOMOB.

Oco0ble rpyIinbl NALUEHTOB

Tayuenmsi nosxxcunozo 6ospacma
[TarenTaM MOKUIIOTO BO3pacTa CiedyeT NPUHHUMATh Mpenapar, HauyuHas C MUHUMAJIbHON
PEKOMEHI0BaHHOU 103bl. MakcumanbHas cyTodHas 103a cocTtasiseT 50 Mr. B ciydae xopomueit
NEPEHOCUMOCTH MOTYT MIPUMEHSTHCS J]03bI, PEKOMEHIOBAHHBIE JIIsl OOLIEH MOy JISAIIUH.
Tayuenmwi ¢ Hapywenuem ¢yrnkyuili nowex
VY nmanueHTOB C MMOYEYHOW HEeIOCTATOYHOCTHIO JIETKOM CTETEeHU TSKECTH (XpOHHUYecKast 001e3Hb
nouex, crajaus 2 (ckopocThb KIy6oukoBoit pumbtpamuu (CK®) 60-89 mi/mMun/1,73 M?)) nedenue
npemnapatoM Jlekckeronpoden PeneBan cieayer HAaYMHATH ¢ MUHUMAIBHONH PEKOMEHIOBAaHHOU
110361 101 HaOJroIeHneM Bpada. MakcuManbpHas cyTodHas fgo3a coctasisieT 50 mr. [Ipumenenue
npenapata Jlekckeronpoden PeneBan y maueHToOB ¢ XpOHUYECKOH O0JIE3HBIO MMOYEK CTaaul 3a
(CKD 45-59 mi/mun/1,73 M), 30 (CKD 3044 mi/mun/1,73 M),
4 (CK® 15-29 mn/mun/1,73 m?) u 5 (CK® < 15 ma/mun/1,73 M?) mpoTHBONIOKA3aHO.
Tlayuenmui ¢ Hapywenuem yrKyuil neyeru
[TaruenTam ¢ MeYeHOYHOW HEAOCTATOYHOCTHIO JIETKOW W CpelHed CTeNeHH TSKECTH CIeAyeT
npuHUMaTh npenapat Jlekckeronpoden PeneBain, HaunHas ¢ MUHUMAIbHONW PEKOMEHIOBaAaHHON
J103bI 1101 HAOJI0ICHHEM Bpavya. MakcuMaibHas CyTouHast 1o3a coctanisieT 50 mr.
[Ipumenenne mpemapara JlexckerompodeH PeneBanm y mDamMeHTOB ¢  MEYEHOYHOM
HEJ0CTAaTOYHOCTBIO TSKEJION CTENEeHH TSHKECTH IPOTHUBOIOKA3aHO.

eTu
bezonacuocts U 3¢ ¢extuBHOCTL npenapara Jlekckeronpoden PeneBan y gereil B Bo3pacte
o1 0 10 18 neT Ha JaHHBI MOMEHT HE YCTaHOBJIEHBI. JlaHHBIE OTCYTCTBYIOT.

Crroco0 nmpuMeHEHU

[Tpemapat Jlekcketonpoden PeneBan mpuHHMaloT BHYTpb. TabMeTKU MPOIIATHIBAIOT IEIUKOM,
3anuBasi JOCTAaTOYHBIM KOJUYECTBOM JKUAKOCTH (HaIlpuMep, CTakaHOM BOJbl). OTHOBpEMEHHBIH
IpUeM MUY 3aMeJUISIET BcachblBaHUE JEKCKETOonpogeHa, MOATOMY B Ciyyae OCTpoil Oonu
peKoMeHayeTCsl MpUMEHEeHHe npenapara He MeHee 4eM 3a 30 MUHYT 10 puemMa MHIIH.

4.3. TIlporuBomoka3zaHus

o ['unepuyBCTBUTENBHOCT, K JEKCKeTONpodeHy WO  JAPYTUM  HECTEPOUIHBIM
NpoTUBOBOCHANUTENbHBIM TpenapaTtam (HIIBIT) wnu x mo6oMy U3 BCIIOMOTaTeNbHBIX BEIIECTB,

NepeUrCIICHHbIX B pasaene 6.1.;
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NOSIBJICHHE KPAIMBHMIIBI UM aHTMOHEBPOTUYECKOI0 OTEKA B CIIydasX INPUMEHEHUs MpenapaToB
C AHAJOTMYHBIM JelcTBUEM (Hampumep, anerwicanuumioBoit kuciorsl (ACK) u apyrux
HIIBII);

o ¢doroamnepruyeckue WM GHOTOTOKCUYECKHE PEAKLUU B IEPUOJ] JICYEHUSI KETONPO(PEeHOM
win ¢pudparaMu B aHaMHE3€;

. ey TOUYHO-KUIIEYHbIE KPOBOTEUEHUS, 3Bl MM Iepdopaluu B aHaAMHE3e, BKIOYas

CBsI3aHHBIC C NpeauecTByomuM npumenenueM HIIBIT;

o APO3UBHO-S3BCHHBIC TMOPAXKCHUs KeilynouHo-kuiieuyHoro tpakta (OKKT) B cragum
obocTpeHus;
o eIy TOYHO-KUIICYHbIE KPOBOTEUCHUS; IPYTHe aKTHBHBIC KPOBOTCUCHUS (B TOM YHCIIC

MMOAO03pCHUEC HAa BHYTPHICPCITHOC KpOBOI/ISHI/IﬂHI/Ie);

o BOCHAJIUTENbHBIE 3a00IeBaHuUs KullleuHuka (6one3Hs KpoHa, sI3BeHHBIH KOJINT);

o MEeYCHOYHAas] HEJOCTaTOUYHOCTh TsDKeNoW cremeHu Tsxkectu (10—15 OamioB mo mikane
Yaiina-11s10);

o Mporpeccupyromue 3a00aeBaHus MOYEK, MOATBEPKIACHHAS TUIICPKATUEMUS;

. XpoHHueckas 6one3Hb mouek: craguu 3a (CK® 45-59 wmn/mumn/1,73 m?), 36 (CKD

3044 mn/mun/1,73 M?), 4 (CK® 15-29 mn/mun/1,73 M%) u 5 (CK® < 15 mn/mun/1,73 mM?);

o NIEPUOJ NTOCIIE TPOBEAEHHUS A0OPTOKOPOHAPHOIO IIIYHTUPOBAHUS;

o TsDKeTas ceplieyHasl HeloCTaTOYHOCTb;

. reMOpparu4eckuil 1uaTe3 1 Ipyrue HapyleHus: CBEpThIBAaHUS KPOBH;

o TsDKenoe 00e3BOKMBaHUE (B pe3ysbTaTe PBOTHI, AUApEd WJIM HEJOCTATOYHOrO Mpuema
KUJKOCTH);

o XpOHHUYECKAast TUCTICTICHSL.

4.4. Oco0ble ykazaHusi 1 Mepbl NIPeI0CTOPOKHOCTH IPU NIPUMEHEHHH

C 0CTOPOKHOCTEIO

3a0osieBaHMs ICYCHN B aHAMHE3€, IeYeHOYHast TOp(UpHs (BKITFOUAsk OCTPYIO IEPEMEKAIOUTYOCS
nopdupuIo), XpoHWueckas OonesHb mnouek, crtagua 2 (CK® 60-89 wmin/mun/1,73 wm?),
XPOHUYECKAsl CepeYHas HEJOCTATOYHOCTh, apTepUalibHas THIEPTCH3Hs, O00E3BOKHUBAHHME,
3HAYUTENIFHOE CHIDKCHHE 00beMa [IUPKYIUPYIOLICi KPOBH (B TOM YHCIIE TIOCIIEC XUPYPrUUECKOTO
BMCIIATENbCTBA), Y MAlUEHTOB, HEMOCPEJACTBCHHO IOCIEe OOLIMPHBIX XHUPYPrHYSCKUX
BMCIIATEIBCTB, HAPYIICHHsS KPOBETBOPCHUS, Y MOXHJIBIX MAI[MEHTOB CTapiie 65 JieT (B TOM
YHCIIe TMOJYYAIONMX JHYPETUKH, OCJIA0JICHHBIX MAlUCHTOB M MALUCHTOB C HU3KOW Maccoif

TCJ'Ia), 6pOHXI/IaJ'ILHa$I aCTMa, OAHOBPEMCHHOC INPUMCHCHHC TJIIOKOKOPTUKOCTECPOUIOB (B TOM
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gucie ACK, xionumaorpena), CEIeKTUBHBIX MHTHOUTOPOB OOpaTHOTO 3axBaTa CEPOTOHWHA (B
TOM YHCIIE LUTajonpamMa, (hIyoKCeTHHa, MapOKCETHHA, CepTpajuHa), HiIeMudeckas OOJe3Hb
cepana, IepeOpoBaCKyJSIpHbIC 3a00JICBaHMS, UCTHITHIESMUS/TUTICPIUIHIEMUsS, CaXapHbIN
nuaber, 3a0oneBanus mnepudepudeckux aprepuil, Kypenue, Haaumune uHdpekuuun Helicobacter
pylori, cucremHas xkpacHas Bomuanka (CKB) wu jpyrue cucremHble 3a0oseBaHus
COCJMHUTENIBHOW TKaHW, janurenbHoe mnpumenenue HIIBII, tyOepkynes3, BblpakKeHHBIN
0CTEOIIOPO3, AJTKOTOJIM3M, TSKEIIbIe COMAaTHYECKHE 3a00JICBaHMU.

Oco0ble yKa3zauus

[Ipy npumMeHeHHMH Yy NAlMEHTOB C AJUIEPIrMYECKMMM pPEaKLUsAMU B aHaMHe3e HEOOXOIMMO
COOJII0IaTh OCTOPOKHOCTb.

Crnenyer u3beratb npuMeHeHus npenapata /lexckeronpoder PeneBan B coueTaHuM ¢ JAPYrHMU
HIIBII, B TOM 4mcIie C CEIEKTUBHBIMUA HHIHOUTOpaMH IuKiI0oKcurenassi-2 (1L[OI-2).
HesxxenarenbHble 1o6o4Hble 3(h(HEKThl MOKHO CBECTH K MMHUMYMY IIpU IIPUMEHEHUH IIpenapara
B HauMeHbUIeH H(GQGEKTUBHON 03¢ NpU MUHMMAJIbHOM JUIMTENbHOCTH IPUMEHEHHMS,
HEOOXOIMMOM JJIs1 KyTTMPOBaHHsI 00JIEBOTO CHHIAPOMA.

bezonacnocms npumenenus 6 omunowenuu KKT

NmeroTcs cooOLIeHHss O BO3HMKHOBEHUH JKEITyOYHO-KMIIEUHBIX KpPOBOTEUEHUH, $3B WIH
nepdopanuii (B HEKOTOPBIX ClIydasX C JIETAJIbHBIM HMCXOJOM) Ha ()OHE NMPUMEHEHUs JHOOBIX
HIIBII Ha pa3HbIX 3Tanax Jie4eHHs, KaKk ¢ MOSBICHUEM CHUMIITOMOB-TIPEABECTHUKOB, TaKk U 0e3
HUX, a TaK)K€ BHE 3aBUCUMOCTH OT HAJIM4YMsl CEPbE3HBIX KEIYIOYHO-KHUIIECYHBIX OCJIIOXKHEHUN B
aHamHe3e. B ciiydae pa3BUTHS KeNyIOYHO-KUIIEYHOTO KPOBOTEUEHMs Ha (hOHE MpPUMEHEHUs
npenapata /lexckeronpoden Peneain, ero npuem cieayer NpekpaTuTh.

Puck pa3BuTHs KeTyJOUHO-KUIIEYHOTO KPOBOTEUEHHSI, MENITHUECKOM sI3BBI HITH ee nepdopariiuu
noBbImaercs ¢ ysenuueHuem no3sl HIIBIL, y mammeHToB C 53BOil B aHamHe3e, OCOOCHHO
OCJIO’)KHEHHOM KPOBOTEUEHHEM WJIM Iepdopainueil, a Takxke y MalHeHTOB MOXXKUIIOr0 BO3pacTa.
THayuenmor noxcunozo 6ospacma

VY HmanueHToB MOXKHUIJIOTO BO3PAcTa MOBBIIIEHA YaCTOTa BOZHUKHOBEHUS MOOOYHBIX AP PEKTOB Ha
¢one npumenenuss HIIBII, ocoOEHHO TakuX, KaK >KEIIyJOYHO-KHIIEYHOE KPOBOTCUCHHE U
npoOoieHNEe A3Bbl, KOTOPHIE MOTYT NMPEACTABIATh YIPO3y AJs KU3HU. JleueHne 3TUX MalueHToB
ClIelyeT HaYMHATh C HAUMEHbILEH BO3MOKHOM J103BI.

[Ipu Hanmuuuu y manueHTa B aHaMHe3e 330(arura, racTpuTa W/WJHM S3BEHHOW OOJe3HM mepen
HauaJoM JieueHus eKckeronpodernom (kak u B cimydasx ¢ npyrumu HIIBIT) cienyer yoenuTses,
YTO 3TH 3a00J€BaHUs HAXOIATCS B CTAAMM PEMHUCCHU. Y MALMEHTOB C HAJMYUEM CHUMIITOMOB

naronoruu JXXKT win xponndyeckumu 3aboneBanusiMu JKKT crenyer ocyiiecTBisTe KOHTPOJIb

4



COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 03.12.2024 N= 26695

f T L T L s o
IS BBIABJIEHMS] HAPYLICHUH MULIEBAPEHUS, O 06eHHO | ey H6uHo e Hitin kOB edehHiL.

HIIBII crnemyeT ¢ OCTOPOXHOCTBIO Ha3Ha4aTh OOJIBHBIM C  JKEIYJIOYHO-KHUIIICUHBIMU
3a00JIeBaHUAMU B aHAMHE3€ (SI3BEHHBIM KOIUT, 601e3Hh KpoHa), TOCKOIBKY CYIIECTBYET PUCK
o0ocTpeHust JaHHBIX 3a00JI€BaHUN.

Jns 9TUX ManWeHTOB, a TaKXe MAlHeHTOB, KOTOpPhIE HYXXIAIOTCS B OJHOBPEMEHHOM
npumeHeHnn ACK B HHM3KHX J03aX WIM B IPUMEHEHUHU JIPYTUX MPENapaToB, YBEIWYUBAIOIIUX
PUCK BO3HUKHOBEHUsI ociokHeHuid co crtoponbl KKT, crnemyer paccMoTperb BO3MOXKHOCTH
KOMOMHHPOBAHHOW TEpamnuu C IpernaparaMHu-MPOTEKTOPaMU, HAMPUMEP, MU30MPOCTOJIOM WU
WHTHOUTOPAMU TPOTOHHOM TTOMITHI.

[TarueHTsl, Yy KOTOPBIX B aHaMHE3€ MMeNu MecTo mobounble aeiictBus co ctoponsl JKKT, B
OCOOCHHOCTH, TMOXKUJIbIe TAIMEeHTHI, IOJDKHBI COoOOlIaTh Bpady O JIIOOBIX HEOOBIYHBIX
cumnToMax co ctopossl JKKT (ocoOeHHO 0 cuMmITOMax, KOTOPhIE MOTYT CBUICTEIHCTBOBATH O
YKEITYIOYHO-KHIIIEYHOM KPOBOTEUECHHUH ), 0COOEHHO HA HAYAJbHBIX CTAIUAX JICUCHHUS.

Cnenyer ¢ OCTOpOXKHOCTBEO Ha3HAuUaTh IpenapaTr NalueHTaM, OJHOBPEMEHHO NPUHUMAKOLIUM
CpeAcTBa, KOTOpPbIE MOTYT YBEJIMYUTh PUCK BO3HUKHOBEHMS $I3Bbl WM KPOBOTEUECHMS:
NEepopabHbIE KOPTHUKOCTEPOHIbI, AHTUKOATYJISIHTHI (HAampumep, BapdapwH), CEICKTHBHbBIC
MHTUOUTOpEl OOpaTHOrO 3axBaTa CEPOTOHMHA WM aHTHarperantel, Hanpumep, ACK.
bezonacnocmov npumenenus 6 omHoweHuY no4ex

[Taruentam ¢ HapyuieHreM (GYHKIIMH MOYEK Mpernapar clieqyeT Ha3HauaTh ¢ OCTOPOKHOCTBIO,
nockonbky Ha ¢oHe mpumeHeHuss HIIBIT Bo3moxHO yxymaumieHue (pyHKIMU MOYEK, 3a/JepiKKa
JKUJKOCTH B OpraHu3Me H pas3BuTue oTekoB. Creayer coOioAaTh OCTOPOXKHOCTH MpU
NpUMEHEHWH TIpernapara y TMalUeHTOB, OJHOBPEMEHHO TMPUHUMAIOIINX JUYPETUKH, U
MAlMEHTOB, Y KOTOPBIX BO3MOYKHO Pa3BUTHE TMIIOBOJIMEMHUH B CBSI3U C IMOBBIIIEHHBIM PUCKOM
HE()POTOKCUIHOCTH.

B mepuwon nedeHus HeoOXoauMO OOECHEYHTh aJeKBATHOE TOTPEOJICHUE JKUAKOCTH IS
MpeI0TBpaIeHUsT 00€3BOKUBAHUS U YCUIICHUSI TOKCUYECKOTO JICHCTBUS HA TTOYKH.

Kak n npyrue HIIBII, npenapat JlekckeTonpoden PeHeBan MOXKET MPHUBOJIUTH K MOBBIIICHUIO
KOHIICHTPAIlMU a30Ta MOUYEBHUHBI U KpEaTHMHHHA B TuIa3Me KpoBU. Kak W Jpyrue MHTUOUTOPHI
CHHTE3a TMPOCTAarjlaHJWHOB, TMpernapaT MOXKET OKa3blBaTh MOOOYHOE JEHCTBHE Ha
MOYEBBIICTTUTEIPHYI0 CHUCTEMY, YTO MOXET TPHUBECTH K Ppa3BUTHIO TJoMepyioHedpura,
MHTEPCTUIIHAIBHOTO HeppUTa, MAMUUIIPHOTO HEKpPo3a, HEPPOTHUECKOrO CHHAPOMA U OCTPOM
MOYEYHOW HeNoCcTaTOuyHOCTU. [loKWITbIe TAlMEeHThl OCOOCHHO TMOJBEPKEHBI HAPYIICHUIO

(GYHKIUH TOYEK.



COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 03.12.2024 N= 266355

(NOCNEQCBATENEHOCTE 0002)

beszonacnocmo NPUMEHEHUA 6 OMHOWERUU nedepu

[TaruenTam ¢ HapyiieHueM (yHKIUH II€YEHU Mpenapar cieayeT Ha3HadaTh ¢ OCTOPOKHOCTHIO.
Kak u npu npumenenun npyrux HIIBII, mpenmapat MoXeT BBI3bIBaTh KpPaTKOBPEMEHHOE
Y HE3HAUUTEIHbHOE YBEJIMUYECHUE HEKOTOPBIX «IIEUEHOYHBIX MOKAa3aTeliel» a TaKKe BBIPAKEHHOE
MOBBIIICHHE aKTUBHOCTH acmapraramuHoTpancdepassl (ACT) u amanuHamuHOTpaHCh)Epassi
(AJIT). TIpu COOTBETCTBYIOIIEM IMOBBIIIEHUH YKa3aHHBIX IMOKa3aTeliell IpUMEHEHHE TpenapaTa
cleayeT NPeKpaTUTh.

[Toxxuspie marueHThl 0COOCHHO TOIBEPIKEHBI HAPYIICHUIO (DYHKITUH TTCUSHHU.

bezonacnocmov npumenenus 6 omuoweHuu cepOeuHO-COCYOUCMOL CUCMEMbL U MO3208020
Kpo8oobpaujens

VY manueHTOB ¢ apTepHUaIbHOW TMIEPTEH3UEH W/WIU CEepIeYHON HEAOCTATOYHOCTHIO OT JIETKOU
JI0 CpelHEH CTeNneHH TSDKECTH B aHaMHEe3e HEOOXOAMMO OCYIIECTBICHHE COOTBETCTBYIOIIETO
KOHTpOJIZ U pekomeHaanuii. Oco0yr OCTOPOKHOCTh HEOOXOIMMO COOJ0IaTh MPH JICYCHUH
00JILHBIX C 3a00JIEBaHUSIMU CEpJilla B aHAMHE3€, B YACTHOCTH, C IIPEAIIECTBYIOIIUMU 3H30/IaMU
ceplieyHol HemocTaTouHoCTH, Tak kak Tepanus HIIBII crmocoOHa MOBBICUTH PUCK PA3BUTHS
CEp/ICUHON HEJOCTATOYHOCTH; OIMUCAHBI CIy4Yad Pa3BUTHUS 3aJIEPKKU KUJIKOCTH U OTEKOB,
cBs3aHHbIX ¢ mpumeHeHneM HIIBIIL

Knunuueckue uccienoBaHUs U AMHIEMUOJIOTMYECKUE JaHHBIE MO3BOJIAIOT CHAENaTh BBIBOJ O
toMm, uto HIIBII, oco6eHHO B BBICOKMX J03aX WU MPHU UIUTEIHLHOM NPUMEHEHHH, MOTYT
MPUBOIUTH K HE3HAYUTEILHOMY YBEITUYCHHUIO PHCKA BOSHUKHOBEHHUS apTEepPHAIBLHBIX TPOMOO30B
(mampumep, uH(pApKTa MHOKApAa WIH HWHCYNbTA). IS WCKIIOYEHUS PUCKA BO3HUKHOBEHHS
TaKUX COOBITUIN MPU MPUMEHEHUH JCKCKeTonpodeHa JaHHBIX HEJOCTATOYHO.

VY mnanueHToB ¢ HEKOHTPOJUPYEMOW apTepUaJbHOW THUIEPTEH3UEH, 3aCTOMHON CcepAeYHOMN
HEJOCTAaTOYHOCTHIO, TOATBEPKICHHONW HIIEMHUYECKO OO0Ne3HBI0 cep/ia, 3a00JeBaHUSIMU
nepupepuyecKnx apTepuil W/HWIM COCYIOB TOJIOBHOTO MO3ra MpemnapaT CIeayeT NPHUMEHSTh
MocJie TIIATEIbHOMN OLIEHKU COOTHOLIEHUS TOJIb3bl U PUCKA.

[lepen HayamoM AJUTENBHOTO JI€UEHHUS TMAIMEHTOB C (aKTOpaMU PHUCKA Pa3BUTHS CEPIIEYHO-
COCYAHCTOrO 3a0oneBaHus (HampuMep, TMpPU TOBBIIICHHOM apTepUAIBHOM JaBIICHUH,
TUTCPIUIHIEMUN, CaXxapHOM amabere, KypeHHWH) TakKe HeoOXonuMa THiaTellbHas OlleHKa
COOTHOIIICHUS TIOJIb3BI U PUCKA.

Hecenextususie HIIBIT ciocoOHBI yMEHBIIATH arperainuo TPOMOOIIMTOB U YBEIHMYUBATH BpeMs
KPOBOTEUEHHS 32 CYET MOJABJICHUS CHUHTE3a MPOCTArJIaHJIMHOB, B CBSI3U C YE€M Ha3HAYEHUE
JIeKckeTonpodeHa nmaueHTam, IpUHUMAIONIUM MIpenapaThl, BIUSIOMINE Ha reMocTa3 (Harpumep,

BapdapuH, WIK Apyrue KyMapHHbI, WU TeMapHHbl) HE PEKOMEHI0BAHO.
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CHUCTEMBI.

Kooicnvie peaxyuu

Ouenb penko Ha pone nmpumenenus HIIBII ormeuanuch cepbe3HbIe KOXKHBIE PEAKIUH, BKIIOYas
9KCPOJMATUBHBIA  JepMaTuT, cuHapoMm CrtuBeHca-/[PKOHCOHA, a TakKe TOKCHYCCKUM
SMUJAEPMANIbHBIA HEKPOJIM3, HEKOTOPBIE M3 KOTOPBIX 3aKOHUYMJIMCH JIETAJIbHBIM HUCXOJ0M. Puck
pa3BUTHUS TaKUX PEAKIUN Yy MAIMEHTOB, O-BUIMMOMY, HanOoJee BHICOK B Hauase JICUYSHUs, TaK
Kak OOJIBITMHCTBO OMHMCAHHBIX SBIICHUH HAOIIOJAINCh B MEPBBIA Mecsll Tepanuu. [Ipu nepBom
MPOSIBJICHUHM KOXXHOM CBIMH, TIOPAXKEHUU CIU3UCTHIX 000JI0YEK WM JIFOOBIX APYTUX MpU3HAKAX
TUIEepYYBCTBUTEILHOCTH IpUMeHeHue mpemnapara JlekckeronpodeHn PeneBanm cienyer
MIPEKPATHUTb.

Mackuposka cumnmomos uH@pekyuoHHvIX 3a60.1e6aHUl

JHexckeronpoden cnocodeH MacCKMpOBaTh CHUMITOMBI HEKOTOPBIX MH(PEKIIMOHHBIX 3a00JIEBAHHM,
YTO MOXXET MPUBOAUTH K OOJee MO3[HEMY Ha3HAUEHHIO COOTBETCTBYIOLIETO JICUEHHUS, U TEM
CaMbIM YXYJIIAaTh UCXO]l UH(EKIIMOHHOTO 3a00NieBaHusl. DTO HAOIIOJANOCH MPH OaKTepUuaIbHON
BHEOOJHLHUYHON IMTHEBMOHUH U OaKTEPHAIBLHBIX OCIOKHEHHSIX BETpsiHOM ocmbl. Kornma nmpenapar
Hexckeronpoden PeneBan BBoguTCS isi oOnerdeHus OO0JIM, BBI3BAHHON WH(EKIIMOHHBIM
3a00JIeBaHHEM, PEKOMEHIyeTCsl KOHTPOJIMPOBATh COCTOSIHHME TManueHTa. B amOynaTopHBIX
yclIoBUSAX (BHE OOJIBHUIIBI) TAIMEHTy CIeAyeT MPOKOHCYIbTHPOBATHCS C BpPayOM, €CIU
CUMITOMBI COXPaHSIOTCS WIH YCYTYyOISIOTCS.

Ocobast 0CTOPOXXKHOCTh TpeOyeTcss MpU HA3HAUYCHWUHW Tpernapara OONBHBIM C BPOXKICHHBIMU
HapylieHussMM  MeTabonu3ma nopdupuHa (Hampumep, TpU OCTPOM IepeMekaromiencs
nopdupun), 00E3BOKHBAHUEM, HEMOCPEACTBEHHO TIOCIE€ OOIIUPHBIX  XUPYPrHUECKHUX
BMEILIATEIbCTB.

Ecmu Bpau cumTaer, 4To JUIMTENBbHOE NMPUMEHEHHE JEKCKeTorpodeHa HeoO0XOIUMO, CIeayeT
PEryJsipHO KOHTPOJIUPOBATh GYHKIUIO IEYEHHU, TIOYEK U TOKa3aTesn O0IIero aHajanu3a KpoBH.

B odenp penkux ciydasx HaONIOAATUCH TSKENbIEe OCTPbIE PEaKIUH TMIEPUYBCTBUTEIHHOCTH
(mampumep, aHadumakTU4eckuii 1m0k). I[lpu mepBBIX MpU3HAKAX THKEIOW peakiuu
TUIEPYYBCTBUTEIFHOCTH HEOOXOMUMO TPEKpaTHTh MpueM Tnpemnapara JlekckeronpodeH
PeneBan. HeoOxonuMo  HayaTh  CHMITOMATHUYECKOE  JIEUEHHWE TMOJ  HaONIOJEHHUEM
KBaJM(UIIMPOBAHHOTO CIECIIMATUCTA.

[Taumentsl, cTpagaronie acTMOM B COYETAHMM C XPOHUYECKUM PUHUTOM, XPOHUYECKUM
CHHYCUTOM W/MJH TIOJIMIIAMH HOCA, TOJBEPXKEHBI 00Jiee BBICOKOMY PHCKY aJIEPIHYECKHX

peakmuit Ha ACK w/unu HIIBII, yem ocranphas momyismus. [IpumeHneHune mpemapara MOXKET
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peakuusimu Ha ACK wnm HIIBII.
B 0co0bIxX citydasix BO3MOXKHO Pa3BUTHE TSDKEIBIX MHPEKIHMOHHBIX OCIIOKHEHHH CO CTOPOHBI
KOXKM M MATKAX TKaHed Ha (oHe BeTpsAHOW ocmbl. [10JHOCTBIO HCKIIOYUTH BEPOATHOCTH
B3aumocBsa3u npumenenuss HIIBII ¢ pa3Butuem mnomoOHbIX MH(EKIUOHHBIX OCJIOXKHEHHH B
HACTOAILEE BpeMs HEBO3MOXHO. [lodToMy npu BETpsAHOM oOCIE€ NIPUMEHEHHE Ipernapara
Hexckeronpoden Penenai ciemyer usberars.

eTu
be3onacHOCTh NPUMEHEHMS Y JI€TEN HE YCTAHOBJICHA.
4.5. B3aumogeilicTBHe € JAPYIrMMH JIEKAPCTBEHHBIMH MpenapaTtaMH M Jpyrue BH/AbI
B3aMMO/AeHCTBUA
Hwxecnenyromue B3anmonecTus xapakrepusl 1t Becex HIIBIL.

HexenareapHble KOMOWHAIIAHT

Hpyeue HIIBII (sxniouas cenexmugenvle uneubumopst [JOI-2) u caruyunamol 8 8bicOKUX 003aX
(6onee 3 2 6 cymku)

OpnnoBpemenHoe mnpumeHeHne Heckonbkux HIIBIT BcmenctBue cuneprudeckoro 3ddexra
MOBBILIAET PUCK PA3BUTHS JKETYIOUHO-KUIIIEYHOTO KPOBOTEUEHUS U S3BBI.

Anmuxoazynanmoi

HIIBIT mMoryT ycunuBath 3 ¢GeKT aHTUKOATYJISHTOB, TAKMX Kak BaphapuH B CBS3H C BBICOKOMH
CTETIEHBIO CBSI3bIBAHUS C O€JIKaMM IUIa3Mbl KPOBU, HHTMOMpPOBaHUEM (YHKIHMU TPOMOOLUTOB U
MOpPaXEHUEM CIIM3UCTOM OOO0JIOUKHM JKeNlyJlKa M JABEHAJLUATUIEPCTHOM Kuiku. B cioyuae
HEO0OXOJUMOCTH OJIHOBPEMEHHOT'O MPUMEHEHHUsI HEOOXOJUM TIATENbHBIN KOHTPOJb COCTOSHUS
MaIUeHTa U PEeTyIIpHbIA MOHUTOPUHT JIA0OPaTOPHBIX MOKa3aTeneH.

T'enapun

[loBbImIaeTcsi pUCK pa3BUTHS KpPOBOTEYEHHUS (B CBA3M C MHTHOMPOBAHMEM arperamuu
TPOMOOLIUTOB W MOBPEKIAIONIMM JEWCTBUEM Ha CIM3UCTYI0 OOOJIOUKY JKelyJKka U
NBEHAAIATUIIEPCTHON KHIIKH). B ciayyae HeoOXOauMOCTH OJHOBPEMEHHOTO MPUMEHEHUs
CJIElyeT OCYULIECTBIIATh TILATEJIBHBI KOHTPOJb 3a COCTOSHUEM IAllUEHTAa W PETYJISpHBIN
MOHHUTOPHHT JTJAOOPAaTOPHBIX MOKA3aTeIeH.

I'nroxoxopmuxocmepoudul

[Tobimaercs puck si3BeHHOro nopaxenus KKT u kpoBoreueHuit.

IIpenapamuol rumus

HIIBII noBslmaroT KOHIEHTPALMIO JIUTUS B IJIa3M€ KPOBH BIUIOTH O TOKCHUECKOM (CHIM)KaeTcs
BbIBEJICHUE JIMUTHSA 4Yepe3 IMOYKH), B CBSI3M 4YE€M KOHIEHTPALUIO JIUTUS B IUIa3Me€ KpPOBU

HCO6XOI[I/IMO KOHTPOJHUPOBATH B HAYAJIC JICUCHU HGKCKCTOHpO(I)eHOM, IIpU KOPPEKUUHN €ro JO3bI

8



COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 03.12.2024 N= 266355

¥ OTMEHE IIPEnapaTa. (MOCNEODBATENBEHOCTE 0002)

Memompekcam 6 svicokux doszax (15 me 6 Hedenio u 6oee)

Bo03MOXHO MOBBIIIEHHE TeMaTOIOTHYECKOM TOKCUYHOCTH METOTPEKcaTa B CBA3H CO CHIKEHHUEM
€ro MO4e4HOI0 KJIIMpEHca IIpU OJHOBpeMeHHOM npuMeHenuu ¢ HIIBII.

Tuoanmounst u cynrbghonamuowvl

Bo3MOXHO ycuneHne ux TOKCUYECKOTO IeUCTBUS.

KomOuHamuu, TpeOyIme 0CTOPOKHOCTH

Jluypemuku, uneubumopst aneuomeHzunnpespawaroweco gepmenma (AIlD), aumubuomuxu u3
2PYNNbl AMUHOTUKO3UOO08, AHMA2OHUCTIbL peyenmopos aneuomeHsuna Il

JHekckeronpodeH MoeT ocnabisiTh AecTBHE JUYPETUKOB U TUIOTEH3UBHBIX CPEJICTB.
Y HEKOTOpBIX MAIMEHTOB C HapyIlIeHueM (QYHKIUU MOYeK (Harpumep, Mpu 00e3BOKUBAHUH HIIN
y TIOXWIBIX MAIMEHTOB ¢ HapylIeHHEeM (PYHKIIMU MOYeK) MPUMEHEHUE CPEJICTB, OKA3bIBAIOIINX
unrudupytomee neicrsue Ha 11O, ogHoBpemeHnHo c¢ uHruOuropamu AIID, anraronucramu
penenTopoB aHruoteH3uHa Il WM aHTUOMOTMKAMU-aMUHOTJIIMKO3UAAMHU MOXET MPHUBECTH K
JalbHEUIIeMy YXYIIICHHUI0 (YHKIIUHM TOYEK, YTO, KaK MPaBUIIO, HOCUT HEOOPATUMBIN XapakTep.
[Ipu Ha3HaYeHUU JEKCKeTONpOodeHa OTHOBPEMEHHO C TUYPETUKOM HEOOXOIUMO yOeaUThCS, YTO
MAaIMEHT MOJyYaeT JOCTATOYHO KUJIKOCTH, a TAKKE KOHTPOJIHMPOBATH (PYHKIIMIO TTOYEK B HavaJe
JICYEHUSI.

Memompexcam 6 HuzKkux 0ozax (meuee 15 me 6 nHeoenro)

Bo03M0>XHO MOBBILIEHNE T€MATOIOTHYECKON TOKCUUHOCTH METOTPEKCATa B CBSI3U CO CHUKEHUEM
€ro MoYevHoro KimMpeHca Ha gpone ogHoBpemenHoro npumeHenus ¢ HIIBII. B teuenue nmepBbix
HeJIe)Th OJTHOBPEMEHHOT'O TIPUMEHEHHUSI HEOOXO0IUM €KECHEIeTBHBIN MoICUeT KIeTOK KpoBu. [Ipu
HAJIMYUU HapylleHus (YHKIUH TMOYEK Jaxe B JIETKOW CTEMeHM, a TaKKe y JUI[ MOXKHIOTO
BO3pacTa HeoOX0IMMO TIIATeNILHOE HAOII0ICHNE Bpaya.

Ilenmokcughunnun

Bo3M0XHO TTOBBINIIEHUE pUCKa pa3BUTHS KpoBOTeUeHUI. HeoOXoaum TIaTenbHbIi KITHHUIECKUMA
MOHUTOPUHT U PETYJISIpHAst MPOBEPKA BPEMEHH KPOBOTECUEHUSI.

3uoosyoun

CylecTByeT pHUCK YCWICHHS TOKCHYECKOTO JEHCTBHSI Ha DJPUTPOIMUTHI, OOYCIOBIEHHOTO
BO3JICUCTBHEM Ha PETHKYJIOLUTHI, C Pa3BUTHEM TsDKEIIOH aHEMHUH 4Yepe3 HEJNeNI0 MOcie Havasia
npumenenus HIIBII. HeoOGxomumo mnpoBeneHue oOIero axaiau3a KpPOBH C IOJCYETOM
KOJIMYECTBA PETUKYJIOLUUTOB uepe3 1-2 Heaenu nociue Havana tepanuu HIIBII.
T'unoznuxemuueckue cpedcmea 0Jisl npuema Hympo

HIIBIT moryT ycunwBaTh THIIOTJIMKEMHUYECKOE NECUCTBHE MpEnapaToB CyIb(HOHUIMOUYECBUHBI

BCJICACTBUC BHITCCHCHUA Cy.]'Ib(i)OHI/IJ'IMO‘-IeBI/IHBI M3 MECT CBSI3LIBAHHSA C OEJIKaMU ILIa3MBbI KpOBH.
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Kom06uHaimu, KoTopble He00X0IMMO IPUHUMATH BO prdlianme - JEATENEHD

bema-aopenobnokamopui

IIpu omHoBpemenHoM npuMeHeHun ¢ HIIBII moxkeT yMmeHBIIATBCS aAHTUTMIIEPTEH3UBHBIN
s ekt 6eTa-aapeHoOI0KATOPOB BCICACTBIE HHTHOMPOBAHKS CHHTE3a MTPOCTATIaHIHOB.
Luknocnopun u makpoaumyc

HIIBIT moryt yBennuuBaTh HEPPOTOKCHYHOCTH, YTO OIOCPEIAOBAHO JIEHCTBHEM DPEHAIBHBIX
npocTtariaianHoB. [Ipy 0 JHOBpeMEHHOM NPUMEHEHUH HEOOXOJMMO KOHTPOJIUPOBATH (DYHKIIUIO
MOYEK.

Tpomborumuxu

[ToBsImaeTcst pUCK pa3BUTHS KPOBOTEUEHUS.

Hueubumopvl obpamnozo 3axeama cepomoHuHa (YUmaionpam, NApOKCEemuH, QayoKcemuH,
cepmpanun) u anmuacpezcaumol (exnovas ACK u knonudozepen)

VBennuuBaercs puck passutus kpoporedeHus u3 JKKT npu oqHOBpeMEHHOM IPUMEHEHHH.
IIpobeneyuo

Bo03M0OXHO MOBBIIIEHHE KOHIEHTPALUU JEKCKETONpodeHa B Iia3Me KpOBH, YTO MOXKET OBbITh
00yCIOBICHO HHTHOUPYIOMNUM 3P PeKTOM MpoOeHenr1a Ha TOYEYHYIO TYOYIISIPHYIO CEKPEIHIO U
KOHBIOTALIMIO € TJIOKYPOHOBOM KHMCIIOTOH; MOXET MOTpeOOoBaTbCsd KOPpPEKLUUs J03bl
JIeKcKeTonpodeHa.

Cepoeunvie 2nuko3uobl

HIIBII MoryT noBbIIIaTh KOHLIEHTPALUIO CEPIAEYHBIX IIIMKO3UI0B B IIa3M€E KPOBH.
Mughenpucmon

CymiecTByeT TeOpeTUYECKUN pUCK U3MEeHEeHHs () PeKTUBHOCTH MUDENPUCTOHA MOJ IeHCTBUEM
MHTHUOUTOPOB MPOCTArTaHIMHCUHTETa3bl. OTpaHUYEHHbIE JaHHBIE MO3BOJISIOT MPEINOIOXKHUTH,
4TO OJHOBpeMeHHoe mpuMeHeHue Mudenpucrtona c¢ HIIBII B neHp mnpumeHneHus
[IpOCTarjaHANHa HE OKa3blBaeT HEOJAroNmpHUsTHOIO BIMSHUS HA JAEWCTBHE MU(ENPUCTOHA WU
IpOCTarjaHAuHa B OTHOLIEHUHM CO3pEBaHUs LIEHMKHM MaTKW WIM COKPAaTUMOCTH MaTKU U HeE
CHIDKAET KIIMHUYECKYIO () (PEeKTUBHOCTH CPENICTB AJI MEAUKAMEHTO3HOTO abopTa.

Xunononwi

JlaHHBIE 3KCHEPUMEHTAJIBHBIX HCCIECJOBAHUM Ha JKMBOTHBIX YKa3blBalOT Ha BBICOKHI pPHCK
pa3BUTHS CyA0pOT NpH oJHOBpeMeHHOM npuMeHeHnn HIIBII ¢ xuHon0HaMU B BBICOKHX J03aX.
Tenogosup

IIpu opnoBpemenHom mnpumeHeHun ¢ HIIBII MoxxerT mnmoBbIIATBCA KOHLEHTPALMsS a30Ta
MOUYEBHMHbl M KpEaTMHMHAa B IUIa3ME€ KPOBH, IOATOMY JJsi OLIEHKHM BO3MOXKHOI'O BIIMSHUS
OJIHOBPEMEHHOTO MPUMEHEHHS TaHHBIX JIEKAPCTBEHHBIX CPEACTB HEOOXOIMMO KOHTPOJIUPOBATH

(GYHKIUIO TIOYEK.
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(NOCNEQCBATENEHOCTE 0002)

llegpepazupoxc

IIpu onHoBpemennoM mnpumeHennn ¢ HIIBII MoxkeT mnoBBIIATECS PUCK TOKCHYECKOIO
BozaeiictBus Ha JKKT. Ilpu nmpumeHeHun nexkcketompodeHa COBMECTHO ¢ JedepasupoKcoM
HE00X0IMMO THIATEJIbHOE HaOII0/IeHUE 3a COCTOSIHHEM MalyeHTa.
Ilemempexceo

IIpu omnoBpemennoM npumeHennn ¢ HIIBII Moxer cHukaTbCsl BbIBEJACHUE IMEMETpPEKcena,
nosromy mnpu mnpumeHenun HIIBII B BbICOKMX 032X HEOOXOAMMO MPOSBISATH OCOOYIO
OCTOPOKHOCTb. Y TAIMEHTOB C IIOYEYHON HEJIOCTaTOYHOCTHIO JIETKOW CTENEHU TIKECTH
(xponmueckas Gonesnb mouek, cragms 2 (CK® 60-89 mn/mun/1,73 M?)) crenyer m3beratsh
oaHoBpeMeHHoro npuema nemerpekcena u HIIBII B Tedenue nByXx AHEH 10 M IBYX JAHEH MOCIe
npuemMa neMeTpeKcea.

46. @epTUIBLHOCTb, 0EPEMEHHOCTDH M JIAKTAIUSA

[Ipumenenne npenapara Jlexckeronpoden PeneBan mpu OepeMEHHOCTH M B TIEPHOJ TPYIHOTO
BCKapMJIMBaHUS MPOTUBOIIOKA3aHO.

bepeMenHocTb

[TomaBrneHne cHWHTE3a MPOCTATIAHIWHOB MOXKET HEOIArompusTHO BIUATH Ha OEpEMEHHOCTH
W/UMU  pa3BUTHE OHMOpPHOHAa M IUIona. Pe3ynbTarhl SMHUIEMHOJOTHYECKUX HCCIETOBAHUN
CBUJIETENBCTBYIOT, YTO Mpenapathl, NOJABISIONINE CHHTE3 MPOCTArJIaHJUHOB, IPUMEHsIEMbIe Ha
pPaHHHUX CTausIX OepeMEHHOCTH, CIIOCOOHBI yBEIMYMUBATh PUCK CAMOIIPOM3BOJIBLHOTO abopTa, a
Tak)Ke Pa3BUTHUS y TUIO/A MOPOKA CepAlla U He3apalleHHs MepeiaHei OpIONIHON CTeHKH; Tak,
aOCONIOTHBIM PUCK PAa3BUTHSL aHOMAJIMN  CEpPACUHO-COCYJMCTOW CHCTEMBI  BO3pacTall,
npuOIM3UTENBHO, ¢ MeHee yeM 1 % 10 1,5 %. Cuurtaercs, 4TO pUCK BO3pPACTAET C YBEIUUCHUEM
JI03BI U ATUTENIbHOCTH IPUMEHEHHUS.

B Ttperbem TpumecTpe OEpeMEHHOCTH BCE WHTHOMTOPBI CHHTE3a MPOCTArJIaHJUHOB MOTYT
MPUBOAUTH K PA3BUTHUIO Y IJI0/Ia CEPACUHO-JIETOYHON MATOJIOTHH (MTPEXKIEBPEMEHHOE 3aKPBITHE
apTepUaIbHOTO MPOTOKA U TUTIEPTEH3US B CUCTEME JIETOYHOM apTepun) U HApyIICHUIO (PYHKITUN
MOYEK, KOTOPOE MOKET IMPOrpecCUpoBaTh M NPUBOAUTH K TMOYEYHOM HEIOCTATOYHOCTH C
pa3BUTHEM OJIMrOTHIpaMHUOHA. Kpome Toro, Aake mpu NPUMEHEHUH B HU3KHUX J103aX, Y MaTepu
B KOHIIE O€PEMEHHOCTH U Y HOBOPOXKJIEHHOTO BO3MOXKHO YBEJIIMUEHHUE BPEMEHH KPOBOTEUECHUS,
CBSI3aHHOE C aHTHArpEraHTHBIM JICWCTBHEM, a TAKXKE TOJIaBIICHUE COKPATUTEIHLHON aKTHBHOCTHU
MaTKH, MPUBOJSIIIEE K 3aMa3IbIBAHUIO POAOBOM AEATEILHOCTH WIIN 3aTSHXKHBIM POJIaM Y MaTEPH.

JlakTanms

CBeneHuil 0 IPOHUKHOBEHUU JIEKCKETONPO(EHA B MATEPUHCKOE MOJIOKO HET.
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DepTUIEHOCTD (NMOCNEOOBATENEHOCTE 0002)

[Ipenapar Jlekckeronpoden PeneBan, xak u apyrue HIIBII, moxer cHuXaTh >XEHCKYIO
bepTUIbHOCTh, MOXTOMY €ro HE pPEKOMEHIyeTCs Ha3HayaTh IKEHIIWHAM, IIaHUPYIOIIHIM
OEpEeMEHHOCTb.

VY KeHILWH, UMEIOMUX NpoOJeMbl C 3a4yaTHEM WM MPOXOJAIIMX OOCIEel0BAaHUE B CBSI3U C
OecruioiveM, clielyeT pacCMOTPETh BO3MOKHOCTh OTMEHBI JIeKCKeTonpodeHa.

4.7. BuausiHue HAa CNOCOOHOCTH YNPABJATHL TPAHCHOPTHBLIMHU CPeACTBAMHU U PadoTaTh ¢
MeXaHHU3MaMH

[Ipenapar Jlexcketonpoden PeneBan MokeT BbI3BIBATH MOOOYHBIC [IEUCTBHS, TaKHUE Kak
TOJIOBOKpPY)KEHHE, HapyIlEHHWEe 3pEHUs WM COHJIMBOCTh. B Takux cioydasx BO3MOXKHO
YXYAIIEHUE CHOCOOHOCTH K OBICTPOMY pEarupoBaHUIO, OPHEHTUPOBAHHUIO B JIOPOKHOU
CUTYalllU U CIIOCOOHOCTH K YIIPABJIEHUIO MEXaHU3MaMHU.

4.8. HexeaarejbHble peakKIHH

Pesrome mpodmiag 6e300acHOCTH

Yamie Bcero HaOnogar0TCs HexenaTelnbHble peakiuu co ctopoHsl JKKT. Bo3moxHo pasButhe
NEeNTUYECKON S3BBI, MEepPOpaluu WIH HKETyJOYHO-KUIIEYHOTO KPOBOTEUCHHS, HHOTAA C
JIETaJIbHBIM HUCXOJI0OM, OCOOCHHO Yy MOXKWJIBIX MalueHToB. [lo mmeronumces TaHHbIM, Ha (oHE
NPUMEHEHUsl Ipenapara MOTYT MOSABISATBCS TOLIHOTA, PBOTA, AWApes, METEOPHU3M, 3arop,
TUCTIENITUYECKUE SBIEHUS, 00Jb B KUBOTE, MEJEHA, KpoBaBas PBOTA, S3BEHHBIH CTOMATHT,
oboctpenne komuta u Oonesnu Kpona. Pexe nHaOmonmaercst ractput. Taxke uMeroTcs
coobmiennss 00 OTekax, apTepUabHOW THIEPTOHHH U CEPIASYHOM HEIOCTATOYHOCTH Ha (oHe
neuenust HIIBII.

Kak w mnpu npumenenun npyrux HIIBII, B0o3MOXHO pa3BUTHE CIEAYIOIMMX MTOOOYHBIX
3¢ (eKToB: acenTUYECKUH MEHUHTUT, Pa3BUBAIOLIMICA NPEUMYIIECTBEHHO y NAallMEHTOB C
CUCTEMHOM KpacCHOI BOJIYAHKOM WJIM JAPYTMMHU CHCTEMHBIMU 3a00JI€BAaHUSAMH COEIUHUTEIBHON
TKaHH, T€MAaTOJIOTMYeCKUe HapylleHHsl (TpoMOOLMTONEHHYEecKas IypIypa, ariacThyeckas u
TFeMOJIUTUYECKAs aHEMHH B PEIIKUX CIIydasiX — arpaHyJIOIUTO3 U TUIOIUIA3Us KOCTHOTO MO3Ta).
Bo3moxHbl Oynie3Hble peakiuu, B ToM uncie cuHapoMm CrtuBeHca-J[>KOHCOHA U TOKCHYECKUN
SMHIEPMaJIbHBIN HEKPOIHU3 (0UeHb PENIKO).

CornacHo pe3yJbTaTaM KIMHUYECKUMX MCCIEJOBAHUM U SIUAEMHOJIOTMYECKHM JaHHbIM,
npumeHenrne Hekotopbix HIIBII, ocoGeHHO B BBICOKMX [103aX W B TEUYCHHUE JIUTEIHLHOTO
BPEMEHH, MOXXET COMPOBOXKAATHCS HEOONBIINM YBEIMUYEHHEM pHUCKAa Pa3BUTHS MATOJOTHUH,
BBI3BaHHOU TPOMOO030M apTepuil (Hanmpumep, HHPapKTa MHOKapIa UIN UHCYJIBTA).

PesroMme HexxenaTeabHbIX PEAKIINN

Bo3moxxHble HexenaTelbHblEe peaklUuyd NpH MPUMEHEHHM I[pernapaTa MNpPUBEICHBbI HUXKE I10
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HUCXOJAIEH YacTOTe BO3HUKHOBEHMS. OYEHH YacTo '3@31’;1“6@,3@&@%5 E(E'Zlﬂ'@{i]_ﬁdj 'ﬁ-é:';.'/lO),

Heyacto (> 1/1000, Ho < 1/100), peako (> 1/10000, Ho < 1/1000), ouens peaxo (< 1/10000),
YacTOTa HEM3BECTHA (HA OCHOBAHWHW MMEIOIIUXCS IAHHBIX OIICHUTh HEBO3MOKHO).

Hapywenus co cmoponvl kpoeu u aumgpamuueckoi cucmemvl. O4€Hb PEIAKO — HEHUTPOIICHUS,
TPOMOOLIUTOTICHHS.

Hapywenuss co cmopoHbl uUMMYHHOU —cucmembvl. PEIKO — OTEK TOPTaHU; OYCHb
pelko — aHapUIAKTUICCKUE PEaKIIMK, BKIIFOYask aHAUIAKTUICCKUN IIIOK.

Hapywenus memabonuzma u numarus: peIKo — aHOPEKCHSI.

Tcuxuueckue napyuenus: He4aCTO — OECCOHHMIIA, ONIYIIEHUE OSCIIOKOMCTRA.

Hapywenus co cmoponvl HepsHOU cucmembl: HEYACTO — TOJOBHAas OO0Jb, COHJIUBOCTH,
TOJIOBOKPY)KEHHUE; PEIKO — IMapeCcTe3nn, OOMOPOK.

Hapywenus co cmopoHbl opeana 3penus; 0O9€Hb PEIKO — HEUETKOCTh 3PECHUSI.

Hapywenus co cmoponwvl opeana ciyxa u 1abupunma: He4aCTO — BEPTHTO; OYCHb PEIKO — 3BOH
B yIIIax.

Hapywenuss co cmopousl cepoya: HEYaCTO — ONIyIICHHWE CepAIcOMeHHs; OYCHb
PEAKO — TaXHKap IS

Hapywenusa co cmopoHbl cocy0o8. HEYacTO — MPUIUBBL, PEAKO — TOBBIIICHUE apTEPUATBHOTO
JABJICHUSI; OYCHb PEIKO — CHIYKCHHE apTePUATBHOTO JaBIICHUS.

Hapywenus co cmopoHbl 0blXamenbHOU CUCTEMbl, OP2AHO8 2PYOHOU KIEeMKU U CPeOOCMEeHUL:
peaKo — OpaaUITHO?; OYEHb PEIKO — OPOHXOCIIA3M, OJIBIIIKA.

Kenyoouno-kuweunvle napyuwienus. 4acTo — TOIIHOTA/WIM PBOTA, OOJIb B KUBOTE, JAUCIENCHS,
Uapest; He4acTo — TacTPUT, CYXOCTh BO PTY, 3allop, METEOPU3M; PEAKO — IPO3UBHO-SI3BEHHBIC
nopaxxenust JKKT, kpoBoTeueHne u3 s3BbI WK €€ nepdopaliiusi; O4eHb PEIKO — MaHKPEaTHT.
Hapyuwenus co cmopoHbl neyeHu u iceniesblgo0sauux nymetl. peliko — MopakxeHUe MeYCHU.
Hapywenus co cmoponvl Kodcu U HOOKOJNCHbIX MKAHel: HeYacTO — KOXHAs ChIlb;
pPEAKO — KpalMBHHMIIA, YIPEeBasi ChIMb, TOBBIIICHHOE MOTOOTACICHNE, OYCHb PEJKO — CHHIPOM
CruBenca-J/[PDKOHCOHA, TOKCHYCCKHH SmuaepMaibHbIi  Hekponus  (cuuapom  Jlaitera),
AQHTMOHEBPOTUYECKUH OTEK, OTEK JIUIA, Peakius (OTOCCHCUOMITH3AIINN, KOKHBIN 3Y/I.
Hapywenus co cmoporvl MbluieyHoll, CKe1emHOl U COeOUHUMENbHOU MKAHU. PEIKO — 00Ib B
CIIUHE.

Hapywenus co cmoponvl nouex u Mouesbi8005auux nymeti: peaIko — MOIUYPHs, OCTpast MoYeuHast

HEJI0CTaTOYHOCTh; OYE€Hb PEAKO — HEPPUT UIH HEPPOTHUECKUI CHHAPOM.
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. (Noc OB HOC TR 00027
Hapywenus co cmoponst penpodykmuerot cudmembl M'MO'JZO';L%% 'EJZE%KO'I Hapyifenme

MEHCTPYaJIbHOTO IMKJIA, HapylIeHHe (QyHKIUU IPEICTaTeIbHON KEJe3bl.

Obwue napywenus u peakyuu 6 mecme 86edeHus: HEYacCTO — YTOMIISIEMOCTb, acTEHHsI, OOJIb,
PUTHAHOCTH MBIIIIL, 00IIIee HETOMOTaHUE; PEAKO — MepUPEepUIECKUE OTEKH.

Jlabopamopnvie u uncmpymenmanvhvie OaHHble. PEIKO — OTKJIIOHEHHE OT HOPMBI MOKa3aresneit
«TEYEHOYHBIX» MPOO.

COO6H_[CHI/I€ 0 ITOA03PEBACMBIX HEKCJIATCIBbHBIX PCAKIINAX

BaxxHo cool1mmaTth 0 mo03peBaeMbIX HEKENATEIbHBIX PEAKIMAX [IOCIe PErUCTpaluy Mpernapara
C Lenbl0 OOecrneyeHuss HEMPEepbIBHOIO MOHUTOPHHIA COOTHOILEHHS «II0JIb3a — PHCK»
JICKapCTBEHHOTO Mpenapara. MeIuuHCKIM pa0OTHUKAM PEKOMEHAYETCS COOOMaTh O JIOOBIX
MI0JI03PEBAEMbBIX HEXKEIATEIbHBIX PEaKLUAX JIEKAPCTBEHHOrO Ipernapara uyepe3 HallOHaIbHbIE
CUCTEMBl COOOILEHUSI O HEXeNAaTeIbHBbIX pEeaKUMsIX TOoCyJapcTB — ujaeHOB EBpasuiickoro

9KOHOMHYECKOT'O COIO3a.

Poccuiickas @enepanys

DenepanbHas Ci1yx)0a 1Mo Haa30py B chepe 31paBOOXpaHEHUS.

Anpec: 109012, r. MockBa, CraBsiHCKasl TUI0IIaab, 1. 4, ctp. 1.

Tenedon: +7 800 550 99 03

OnekTponHas noura: pharm@roszdravnadzor.gov.ru

Caiit B MH(POPMALMOHHO-TEJIEKOMMYHHUKAITUOHHON ceTu «HTepHEeT:

https://www.roszdravnadzor.gov.ru

Pecry6nuka Kazaxcran

PI'TI na IIXB «HanmonaneHblii L{eHTp 3KCHEpTU3BI JEKAPCTBEHHBIX CPEACTB U MEIMUIIMHCKUX
m3nenuit» Komurera MemMIMHCKOTO U (apMareBTUYECKOro KOHTpoysi MuHHCTEpCTBa
3napaBooxpanenus Pecnybnukn Kazaxcran.

Anpec: ZOOT6ES, r. Acrana, yn. A. Imanosa, 13.

Tenedon: +7 (7172) 235-135

Dnexrponnas moura: farm@dari.kz

Caiit B HH()OPMAIIHOHHO-TEIEKOMMYHHKAIIMOHHO# ceTn «HTepHe™: https://www.ndda.kz

Pecriybnuka Apmenus
AO3T «HayuHblil UEHTp  OSKCHEpPTU3bl  JIEKAPCTB W MEAUUUHCKUX  TEXHOJOTHM
uM. akagemuka O. ["abpuensnay.

Anpec: 0051, r. EpeBan, np. Komuraca, 49/5.
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Tenedon: (+ 374 10) 23-16-82, 23-08-96, (+ 37} 60) 8310078 1EADEATENEHOCTE 0002)

Tenedpon ropsyeil nUHUM OTAENAa MOHUTOPHHra O€30MacCHOCTH JIEKAPCTBEHHBIX CPEJICTB:
(+ 374 10) 20-05-05, (+ 374 96) 22-05-05

Caiit B nH(OpMaLIMOHHO-TEIEKOMMYHUKAIMOHHOM cetn « MHTepHeT»: https://www.pharm.am

Pecry6nuka benapych

PVII «lleHTp 3KCIIEpTU3 U UCIIBITAHUH B 31PaBOOXPAHECHUNY.
Anpec: 220037, r. Munck, niep. ToBapuieckuii, 2a.
Tenedon: +375 (17) 231-85-14

Tenedon oraena papmaxonamzopa: + 375 (17) 242-00-29

CaiiT B nH(MOpMAIIMOHHO-TEJICKOMMYHHUKAIIMOHHOM ceTH «HTepHeT: https://www.rceth.by

Ksipreisckas Pecriybnuka

JlemapraMeHT JICKapCTBEHHBIX CPEICTB M MEIUIMHCKUX W3ACTHA 1pu MUHUCTEPCTBE
3npaBooxpanenust Koiproizckoit PecryOnmku.

Anpec: 720044, r. buiukex, yi. 3-g nuHus, 25.

Temedon: +996 (312) 21-92-78

OnektponHas nouta: dlsmi@pharm.kg

Caiit B nH(pOpMAIIMOHHO-TEJIEKOMMYHHKAMOHHOM ceTr «HTepHeT»: https://www.pharm.kg
4.9. TIlepeno3upoBka

CuMOTOMBI

CuMITOMBI IEPEAO3UPOBKH JEKCKETONMPOPEHOM HEU3BECTHBI.

AHaJIOTUYHBIC JICKapCTBEHHBIE TpenapaThl BhI3BIBAIOT HapymeHus co ctoponbl KKT (pBora,
aHopekcHs, OoJb B IKHBOTE) M HEPBHOW CHUCTEMbl (COHJIMBOCTH, T'OJIOBOKpYKEHHE,
JI€30pUEHTAIMs, TOJIOBHAsS OO0JIb).

Jleuenue

[lpu ciydailHOM WM W30BITOYHOM TIpUEME TMperapara CieayeT He3aMeUIMTEIbHO HavaTb
CUMIITOMAaTHYECKOE JIEYeHHEe, COOTBETCTBYIOIIEE COCTOSHHIO NanueHTa. [Ipu npueme B3pociabiM
WM peOeHKOM TpenapaTa B 7103e Ooiee 5 MI/KT HE0OXOIMMO B TeUeHHE Yaca NMPUHATh BHYTPh
aKTUBHUPOBAHHBIN YTOJIb; TEMOANATN3 MaT03(()EKTUBEH.

5. ®APMAKOJIOTUYECKHUE CBOWMCTBA

5.1. dapmakoamHaAaMU4YecKHe CBOIiCTBA

dapmakoTepaneBTHUECKas Tpynmna: MPOTHBOBOCIAIUTENBHBIE U MPOTHBOPEBMATHYECKHE
npenapaThl; HECTEPOUAHBIC MPOTHBOBOCIAIUTEIbHBIE M MPOTHBOPEBMATHYECKHE TpENapaThl;

IMPOU3BOAHLIC HpOHHOHOBOﬁ KHCJIOTHI.
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Kon ATX: MO1AE17 (NMOCNEOOBATENEHOCTE 0002)

MexaHus3M IeHCTBUSI

Mexanu3m AeicTBUS EKCKETONpo(deHa CBsi3aH C YMEHbBIIEHUEM CHHTE3a MPOCTAarjaHIuHOB 32
cUeT mojamieHus akTuBHOCTH ImKiookcurenas (LUOI-1 u LIOI'-2). Ilpemapar uuHruGupyer
MpEeBpallCHUEe apaxUOHOBOM KHUCIOTHI B nukimueckue sHponepokcuasl PGG2 u PGH2,
KoTtopele mnpoayuupytor npoctarmanauael PGE1, PGE2, PGF2a u PGD2, a Ttakxke
npoctauukianH PGI2 u tpom6okcansl (TxA2 u TxB2). Kpome Toro, mHruOupoBaHue CHHTE3a
[POCTArJIaHAMHOB MOXCT BIHATH HA JAPYTHe MCEAUATOPHI BOCIHAJICHUS, TaKUE KAaK KHHHUHBI,
oOecrnieynBasi HE TOJIKO IIPSIMOE, HO M OITIOCPEOBAHHOE JIEHUCTBUE.

Nurubupyromee neiictBue nekckeronpodena B oTHomeHur aktuBHoctu L[OI-1 m I[OT'-2
HPOIEMOHCTPUPOBAHO y J1a00pATOPHBIX )KUBOTHBIX U Y JIFOJICH.

dapmakoauHamuyeckue d3PHeKTol

Jekckeronpodena TpoMeTamoll, TPOMETAMHUHOBAsI COJIb MPOMHUOHOBOW KHCJIOTBHI, OTHOCUTCSI K
HIIBII. OGnamaer 00e3001MBaOIKUM, HPOTHBOBOCHATUTEIBHBIM M KAPOIIOHUKAIOIUM
JIICUCTBUEM.

Kimaunueckas 3¢ dhekTuBHOCTD ¥ 0€30I1aCHOCTD

Kinnnyeckue wuccrienoBaHus Ha paziUYHbIX KIMHUYECKHX MOJENAX OOoJM IOKa3ald, 4YTO
IeKckeTonpodeHa TpoMeTamMonl 007afaeT BBIPAKEHHON aHAJIBreTHUYEeCKOW aKTHBHOCTHIO.
[To mamHBIM HccrenoBaHui o0Oe30o0muBarOIKi 3¢dekt Hactymaer depe3 30 MHUHYT TOCIe
IpUeMa Ipenapara BHYTPb, MNPOJOJDKUTEIBHOCTh TEPANEBTUYECKOTO JEMCTBHSI COCTaBIISET
4—6 yacos.

5.2. ®apMakOKHHeTHYeCKHe CBOICTBa

AbcopOrms

Bpemst mocTrkeHUsI MakCUMaIbHOW KOHIEHTpauuH (Tcmax) JEKCKeTONpoQeHa B IIa3Me KpOBU
nocjie npueMa BHYTpb COCTaBJISIET B cpeaHeM 30 MHHYT
(15-60 munyT). OIHOBpPEMEHHBI TMPHEM IHIIM 3aMEUIIET BCAChIBAHUE JEKCKETONpoQeHa
(yBenmmuuBaercsi Tcmax, CHIXKAETCS MakcuMaliibHas KOHIEHTpaIys (Cmax)), TIPH 3TOM TUIOMIA/b
noJ KpuBoil «koHueHTpanusa-spems» (AUC) He u3MeHseTcs.

Pacnpenenenne

[Tepuon nonypacnpenenenus aekckeronpodeHa coctanisietr okoio 0,35 gaca.

Cpennee 3HaueHHe oObeMa pacrpesiesieHus AeKckeTonpodena coctapiseT MeHee 0,25 /KT Kak
y Tperapara ¢ BHICOKOM CTENEHBIO CBS3bIBaHUSA C OeskaMu mia3Mbl KpoBu (99 %). [1o nanHbIM
(apMaKOKMHETUIECKHUX MCCIIECIOBAHNHN TIPH MHOTOKPATHOM IIpHEME JIeKCKeTonpodeHa 3HaueHus
noka3zaresied Cmax 1 AUC nociie npuema nociaegHeld 103bl He OTIMYA0TCs OT 3HAYEHHUM Mociie

€TI0 OAHOKPATHOTI'O MPpUEMaA, UTO YKA3bIBACT HAa OTCYTCTBUC KYMYJISALIUU IIpC€iaparta.
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Buorpacdhopmanus

[Tocne mpuema aexkckeronpodeHa B Mode OOHApPYKMBAeTCS TOJIBKO €ro ONTHYECKUH H30MEp
S-(+), 4TO cBHAETENBCTBYET 00 OTCYTCTBHM TpaHC(oOpMalMu MpernapaTa B ONTHUECKHA H30MeEp
R-(—) B opranm3me yenoBeka. OCHOBHBIM IyTeM MeTaboJU3Ma JEeKCKETOpodeHa sSBISCTCS ero
KOHBHOramus ¢ I‘J'IIOKypOHOBOfI KHUCJIOTOH C MMOoCJICAYIOIMM BBIBCACHUCM ITOYKaMHU.

DJIMMUHALNS

[Tepuon mnonyswiBenenust (T12) mekckeromnpodena coctaBmser 1,65 uwaca. YV IUIl MOXKUIOTO
BO3pacTa HaOJIOIaeTCs yATUHEHHUE Mepro/ia TOMyBBIBEICHUS B cpeaHeM 10 48 % u CHIKEeHue
o01Iero KiIupeHca mpernapara.

6. ®APMAIIEBTUUYECKHE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTeJIbHBIX BelIECTB

Hemnmrono3a MUKPOKPHUCTAIITHYECKAS;

KpaxMaJl PeKeJIaTHHU3UPOBAHHBIN;

HATPHsS KPaXMaJITIMKOJIAT (HATpUsl KapOOKCHMETHIKpaxMal);

Kpaxmall KyKypy3HbIii;

KPEMHHUSI TUOKCH]T KOJUTOUTHBIHN (a3pocui);

MarHus creapar.

CocTaB 000J0YKH:

TUITPOMeEII03a (THIAPOKCUTIpOITHIMEeTHIIELTIoN03a) (E464);

tutana auokcun (E171);

makporoia 4000 (E1521)

WJIH TOTOBOE TJICHOYHOE TTOKPHITHE HJICHTHYHOTO COCTaBa.

6.2. HecoBmecTUMOCTH

He npumenumo.

6.3. Cpox rogHocTu (CpoK XpaHeHHUs )

3 rona.

6.4. Oco0ble Mepbl MPEIOCTOPOKHOCTH MPH XPAHEHU U

XpaHUTh B KOHTYPHOM sTU€HKOBOI yIakoBKe B Madke mpu Temmepatype Hike 30 °C.

XpaHuTb B 0aHKe, INIOTHO 3aKPBITOM, B TTauke mpu Temmneparype Huxe 30 °C.

6.5. Xapakrep U cojep:KaHHe NEPBUYHOI YIAKOBKH

[To 10 TabnmeTok B KOHTYpPHYIO SYEMKOBYIO YMAKOBKY W3 IUICHKU TOJUBHUHUIXJIOPUIHOU U
(donbru aMOMUHUEBOH MEYaTHOM JTaKUPOBAHHOI.

ITo 60 Tabierok B O0AHKY MOJMMEPHYIO W3 TOJUAITHICHA HU3KOTO JIABJICHUS B KOMIUIECKTE C
KPBIIIKOM 0€3 KOHTPOJIsl IEPBOTr0 BCKPBITUS U3 MOJIMATHIIEHA HU3KOTO AAaBJICHUS.

baHKy 3aTAruBaroT IIIEHKON TEPMOYCaT0YHOM.
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1, 2, 3, 4, 5 6 KOHTYpHBIX SYCHKOBBIX ynaKoﬂ&p:;lgE%@ E‘f"a%ﬁ%ﬁ '::1';{14:' ':i: I:IédHKy

C JIMCTKOM-BKJIQ/IBIIIIEM ITOMEIIAIOT B MAYKY M3 KapTOHA ISl TIOTPEOUTEBCKOM Taphl.

6.6. OcolOble Mepbl MNPeIOCTOPOKHOCTH TPH YHHYTOKEHHMH HMCHOJH30BAHHOTO
JIEKAPCTBEHHOT0  TpenapaTra MWJIH  OTXO0J0B, MOJYYEHHBIX IOCJe MNPUMeHEeHHUs!
JIEKAPCTBEHHOI0 Npenapara, i Apyrue MaHUNYJISIUH ¢ IPenapaToM

Oco0bie TpeOOBaHMS OTCYTCTBYIOT.

7. JEPXATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA

Poccniickas @enepanus

AxunonepHoe obmiectBo «IIpousBoscTBenHas ¢papmareBTuueckas komnanusi OOHOBIEHHE»
633621, HoBocubupckas 061., Cy3yHckuit paiioH, pr. Cy3yH, yi. Komuccapa 3sTekoBa, 1. 18.
Temn./akc: 8 (800) 200-09-95.

e-mail: info@pfk-obnovlenie.ru

7.1. IlpeacraBuTe/b JepaKaTessi PerHCTPALMOHHOIO Y/IOCTOBEPEHMS HAa TEPPUTOPHH
Coroza

IIperen3un HOTDC6HT6HCI>'I HalpaBJIATH 110 aApECy:

B Poccuiickoti @edepayuu

Poccniickas @enepanys

AxkumonepHoe o6miectBo «IIpousBoacTBenHas dpapmareBTuueckas koMmmnanus OOHOBICHHE»
630096, r. HoBocubupck, yi. CranimonHasi, 1. 80.

Temn./akc: 8 (800) 200-09-95.

e-mail: pretenzii@pfk-obnovlenie.ru

B Pecnyonuxe Kazaxcman, Pecnyboauxe Apmenus, Pecnybnuxe benapyco, Kovipevizckotl
Pecnybnuxe

Pecry6nuka Kazaxcran

TOO «®apmareiit-Kazaxcran»

Pecniy6nmka Kazaxcran, ropox Amnmatel, AnManuHckuil paiion, IIpocmekt Abas, mom 153,
kB. 38, mouToBbei HHIekc 050000

Ten.: +7 777 788 3809

e-mail: saldibekova@pharmagate.co.uk

8. HOMEP PETUCTPAHMOHHOI'O YAOCTOBEPEHUA

9. JIATA IEPBUYHOM PETUCTPAIIMM (IIOJATBEPKJIEHUSI PETUCTPAIIUAU,
INEPEPETUCTPALIMN)

[lara nepBoii perucrpanuu:
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10. JATA HEPECMOTPA TEKCTA

OO0mas xapakTepHCTHKa JEKapCTBEHHOro mpemnaparta Jlekckeronpoden PeHeBan goctymHa Ha
uHGOPMAIlMOHHOM mopTane EBpa3uiickoro SKOHOMHYECKOTO CO03a B HH(OPMAIMOHHO-

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

19



