COOTBETCTBYET 3K(

OBILASI XAPAKTEPMICTHKA JIEKAPCTBEHHOr O TIPEITAPATA "/02)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O ITPEITIAPATA

Honak, 30 Mr/m, pacTBOp /il BHYTPUBEHHOTO U BHYTPUMBIIIIEYHOTO BBE/I€HUSI.

2. KAUECTBEHHBIN 11 KOJIMYECTBEHHBIN COCTAB

[JeiicTBytOl1lee BellleCTBO: KeTOpOJiaka TPOMeTaMUH.

Kakapiii Munmunnutp pactBopa cofiepxuT 30 Mr KeToposiaka TpOMeTaMuHa.

BcriomoraTenbHble BelllecTBa, Ha/IMuKe KOTOPBIX HA/l0 YUMTHIBATh B COCTaBe JIEKAPCTBEHHOTO
Triperniapara: NponuaeHrIMKonb — 0,4 M1 B pacyeTe Ha 1 M1 pacTBOpa, HaTtpuii (cm. pa3zen 4.4.).
3. JEKAPCTBEHHASI ®OPMA

PacTBOp A1/ BHyTPUBEHHOTO U BHYTPUMBIIIIEUHOTO BBEZEHUS.

[Tpo3pauHbIii, OT GeCLIBETHOTO [I0 CBETJIO-KEATOTo LiBeTa pacTBOpP.

4. KKIMHUYECKUWE JAHHBIE

4.1. IToxa3aHus K IPUMEHEHHUI0

[TpenapaT [Jonak rnokasaH K NMPUMeHEHHIO y B3pPOC/bIX U MOAPOCTKOB B BO3pacTe OT 16 jieT [0
18 ner.

boneBoil CUHIPOM CHUIBHOW W YMepeHHOM BbIPaXKEHHOCTU PA3/IMUHOIO TTPOMCXOXKEHUs TIpU
TpaBMax, 3yOHOW 0oy, GOMM B IIOC/IEOTIEPAI[MOHHOM TIepHO/ie, TIPU OHKOJIOTHUECKUX U
peBMaTUYeCKuX 3a00JieBaHUsIX, MUA/THs, apTPa/ITHsi, HEBPA/ITHsl, PaAUKYJIUT.

[IpeaHa3HaueH A CAMIITOMaTUYeCKOW Teparvy, yMeHbIlleHus1 00/11 ¥ BOCTa/ieHUss HA MOMEHT
ucnonb3oBanusi. Ha mporpeccupoBaHue 3ab0/eBaHus He BIUsIET.

4.2. Pe)xuM X03UPOBAHUS M CIIOCO0 TPUMEHEeHHS

Pexxrm 1031MpoBaHus

B3pocable u noopocmku 6 go3pacme om 16 0o 18 aem

[Ipy mnapeHTepanbHOM TMpPUMEHEHUM TMalyeHTaM C MaccoW Tena, TMpeBblLatonie 50 Kr,
BHYTPHUMBIIIIEYHO OZHOKPATHO BBOAAT He Oomee 60 mr (C y4eToM MepoOpasbHOTO TMpHEMa).
OO6bIuHO — 1o 30 Mr kKaxzaple 6 u; BHyTpuBeHHO — 1o 30 mr (He Gosiee 6 /103 3a 2 CYTOK).
BHyTpUMBIIIIeUHO TaljieHTaM C Maccou Teria MeHee 50 KT 0ZJHOKpaTHO BBOAAT He 6osiee 30 mr (c
yueToM TiepopasibHOro rpremMa); 00bdHO — 1o 15 mr (He 6osiee 8 03 3a 2 CYyTOK); BHYTPUBEHHO
He 6osiee 15 mMr Kax/ble 6 u (He 6osee 8 103 3a 2 CyTOK).

MakcriMarnbHble CYTOUHBIE [03bI /i1 BHYTPUMBIIIIEUHOTO W BHYTPUBEHHOTO BBeJeHUS
COCTaBJISIFOT [J1s MaLMeHTOB C Maccoy Terna, npeBbiiatoiieit 50 Kr — 90 Mr B CyTKU.; NaLdeHTam
C

Maccoii Tera MeHee 50 KT — /it BHyTPUMBILLIEYHOTO YU BHYTPUBEHHOTO BBeleHHst 60 MTI' B CyTKH.

L[J'II/ITE]'II:HOCTB JieyeHHs He NO0J/IKHA MPeBbIIIATh 2 CYTOK.
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Oco0ble rpyIIbl NalUeHTOB

ITayuenmbl noxcuno2o gozpacma (CTapLue 65 net)
Pexxum 1031poBaHUs], MaKCMMaJbHble CyTOUHBIE /103bl U JJIUTEbHOCTD JIeUueHUs /151 MaleHTOB
TMO’KW/IOT0 BO3pacTa He OT/IMYAOTCSl OT MAKCUMAJIbHBIX CyTOYHBIX /103 U AJIUTEbHOCTU JIeUeHUsI
JI1s1 B3POC/IbIX MALJUEeHTOB C Maccou Tesia meHee 50 KT.
INayuenmsbl ¢ HapyweHuem yHKYuu nouek
Pexxum 1031poBaHUs], MaKCMMaJbHble CyTOUHBIE /103bl U JJIUTENbHOCTh JIeUeHust /151 MaleHTOB
C XPOHMUECKON I104YeyHOW HeAO0CTaTOYHOCTbIO He OT/IMYAIOTCA OT peXuma J03UpPOBaHUS,
MaKCHMaJ/bHbIX CYTOYHBIX [103 U JJIMTEIbHOCTU JleueHus [/1s1 B3POC/bIX IAaljMeHTOB C MacCoU
Tena
meHee 50 Kr._

eTH
[Ipenapat /[losnak MpoTHBOIOKa3aH y feTtei 0 16 net. [laHHble OTCYTCTBYIOT.
Crioco6 nprMeHeHUst
BHyTpHBEHHO U BHYTPUMBILIEUHO.
PactBop mpenaparta [losak MCIO/B3YIOT B MUHUMANIbHO 3((eKTUBHBIX A03aX, MoJ00paHHBIX B
COOTBETCTBMM C UWHTEHCUBHOCThIO Oomu. IIpu HeoOXOJUMOCTH OFHOBPEMEHHO MOKHO
Ha3HAUWUTb HAPKOTHUYECKUe aHa/IbreTUKU B YMeHbIIIeHHbIX /103aX.
[Ipy BHYTpHBEHHOM BBeJ|[eHMM [03y HeoOXOAWMO BBOAWTH He MeHee ueM 3a 15 cek.
BHyTpuMbIlIIeUHass WHBEKIUsS TPOBOAUTCS Me[jieHHO, Tyyboko B Mbimiyy. Hauamno
obe3bonuBaroliero gercTBus oTMeuaercss depe3 30 MMH, MaKCHUMajbHOe 00e300/MBaHue
HacTyrmaeT uepe3 1-2 wuvaca. OO6e3bonuBaromuii  3GdekT AMMTCA O0Koao 4-6  uacos.
4.3. IIpoTuBONOKa3aHUsA
- ['WrepuyBCTBUTE/ILHOCTE K KETOPOJIAKy WIM K JF000OMY M3 BCIIOMOTaTeNbHBIX BEIeCTB,
repevync/IeHHbIX B paszese 6.1.
- [TonHOe WK HeroJyiHOe coueTaHUe OPOHXMATBLHOW aCTMbl, peLiUJUBUPYIOLLETo MoJIMIo3a Hoca
Y OKOJIOHOCOBBIX Ta3yX W HeNepeHOCHMMOCTH aleTWICaIULIUIOBOM KHUC/IOTHI W APYTUX
MIPOTHUBOBOCIIA/IUTE/IbHBIX ¥ POTUBOPEBMaTUUeCKUX TperapaToB (B TOM 4YKC/ie B aHAMHe3e);
- S)PO3UBHO-513BeHHbIEe W3MEHEeHMs CJIU3UCTOW OOOIOUKM >Kelygka W 12-TIepCTHOW  KHIIKH,
aKTUBHOE  )Ke/y/JOUHO-KHWIIIeyHoe  KpOBOTeueHHe,  IlepeOpoBacKysisipHOe  WAM  MHOe
KPOBOTEUEHUE;
- BOCTIa/nTe/lbHble 3a0o/ieBaHusl KuilleyHUKa (0one3nb KpoHa, si3BeHHBIH KOMWT) B (hase

obocTpeHus;
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- leKOMITeHCHPOBaHHasi cep/leyHasi HeloCTaTOYHOCTh (CM. pa3zen 4.4.);

- TTeyeHOYHAas HeJJOCTaTOUHOCTh WM aKTUBHOE TeueHre 3a00/ieBaHuH TleueHwy;

- BbIp@KeHHasi T0YeyHass Hel0CTaTOYHOCTh (K/IMpeHC KpeaTWHWHa MeHee 30 M//MUH),
TIpOTpeccUpyrolye 3a00eBaHus TIOYEK, TTO[TBeP)KIeHHAs TUITePKaTieMUs;

- TI0C/IeoTIepal[MOHHBIN epro/] TI0C/ie AOPTOKOPOHAPHOT'O IITYHTUPOBAHUS;

- OIHOBPEMEHHBIN TpHUeM C TpoOeHeruA0M, TeHTOKCU(PWIIMHOM, alleTHICATUIUIOBOM
KHACTIOTOW W [IPYyTMMH TIPOTUBOBOCIIA/IUTE/IbHBIMA W TIPOTHBOPEBMaTUUECKHUMU TIperiapataMu
(BK/IIOUasi WHTUOWTOPBI IMK/IOOKCHUTEHA3bI-2), COJIIMU JIUTHSI, aHTUKOAryJssHTaMu (BKJ/IFOUast
BapdapuH U rernapuH) (cM. pasgen 4.5.);

- Tperapar He TIPUMEHSIOT /il TIpo(dUIaKTHUYeCKoro 00e300/MBaHUS Tiepel; U BO BpeMs
OOIIMPHBIX OTEePaTUBHBIX BMeIIAaTebCTB HM3-3a BBICOKOTO pHCKa KPOBOTeUeHHUs: (CM. paszen
4.4.);

- 6epeMeHHOCTb, TIEPUO/, PO/IOB, TIEPUO/] TPYAHOT0 BCKapM/IMBaHus (CM. paszien 4.6);

- JeTcKui Bo3pacT 0 16 siet (6e30macHOCTb U 3PPEKTUBHOCTb He YCTAHOBJIEHbI).

4.4. OcoOble yKa3aHHUs ¥ MepPbI PeJ0CTOPO)XXHOCTH IPH MPUMeHEeHHH

C 0CTOPOXKHOCTBIO

bpoHxuanbHast acTMa, uilleMudeckast 60/1e3Hb cep/iia, 3aCTolHasi cep/ieuHasi He[JoCTaTOYHOCTb,
OTeUHBbIM CUHJDPOM, apTepua/ibHas TUMepTeH3us, LepeOpoBacKy/spHble 3aboseBaHus,
raToJioruyeckasi AUCIUMNUAEeMHsl WU TUTIeP/IUTUAeMUs], HapylleHrue (YHKLIUU Moyek (KIUpeHC
kpeatrHuHa 30-60 Mi1/m), caxapHbIii AuabeT, XomecTas, Cerncuc, CUCTeMHasi KpacHasi BOJTYaHKa,
3abo/sieBaHusl TiepudepuuecKUx apTepuii, KypeHUe, TOXWIOW Bo3pacT (crapiue 65 ier),
aHaMHeCTHYeCcKue JaHHble O Pa3BUTHUU SI3BEHHOT'O TMOPa)KeHHs JKeMyJ0UHO-KUILIeYHOT0 TPaKTa,
Hanmuue uHGekmu Helicobacter pylori, 3moynotpebsieHue ankoroaeM, TspKelble COMaTHUeCKHe
3abosieBaHMsl, COMYTCTBYIOIIAsl —Tepamuis CJIeAYIOI[AUMUA  TIperiapaTaMy: aHTHArperaHThI
(Harpumep,

K/IOMUZIOTpes),  TepopajibHble  TIFOKOKOPTUKOCTEepOWbl  (HarpuMmep,  TpeHU30/I0H),
CeJIeKTUBHbIe

WHTHOUTOPBI  0OpaTHOTO 3axBaTa CePOTOHMHA (HampyMep, LMTasonpaM, (JIyoOKCeTHH,
MapOKCeTHH, CePTPaJiH).

Oco0ble yKa3aHus

[Tepes Ha3HaueHWeM TIperapata HeOOXOJWUMO BBISICHUTH BOMPOC O MpeAIIecTBYOIei
alJIepruyeckord  peakUMM Ha 1iperaparT [loslak  WAM  [IPOTHMBOBOCHA/IUTE/bHBIE U

MPpOTHUBOPEBMaTUUECKHE TIpErdpaThI. N3-3a PUCKa DPa3BUTHA d/IJIEPTUYECKUX peaKL[I/Iﬁ BBe/ieHue
3
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[Tpu He06XOIUMOCTH MOXKHO Ha3HayaTh B KOMOMHALIMM C HADKOTUYECKUMH aHa/TbreTUKaMH.

He pekomeHzyeTcsi MpUMEHSTh B KaueCTBe JIeKAPCTBEHHOI'O CPeJCTBa /1Sl MPO(UIaKTUYECKOTo
06e300/MBaHus, Tiepe]; U BO BpeMsi OOILIMPHBIX OIMEepaTUBHBIX BMeELIATeNIbCTB H3-32 BBICOKOTO
pHUCKa KPOBOTEUEHUSI.

He cnepmyer npuMeHAT, mperapaT COBMECTHO C  IPOTHMBOBOCHAIUTE/NBHBIMU U
MIPOTUBOPEBMATHUECKUMU TIperiapaTaMy (BK/TFOYasi MHTMOUTOPBI [IUK/I0OKCHTeHa3sbl-2), TaK Kak
IIpY COBMECTHOM IpHeMe C [PYTMMHU MPOTHMBOBOCIA/IUTE/NbHBIMU U NPOTUBOPEBMAaTHUeCKUMHU
mperiapaTaMM  MOTYT HaOJIOaThCs  3a/lepXKKa OKAAKOCTH, [JeKOMIIeHCAlUsl CepZeyHou
JlesTeIbHOCTH, TIOBBIIIEHWE apTepyabHOrO JaBjieHus. BusHWe Ha arperanyio TPOMOOIIUTOB
rpekpairaeTcs yepes 24-48 u.

[Tpeniapat MOXXeT U3MEHSITb CBONCTBAa TPOMOOLIUTOB.

BosbHBIM C HapyllleHHeM CBepThIBaHMSI KDOBU Ha3HayarOT TOJILKO TPU MOCTOSTHHOM KOHTpOJIe
yrcsia TPOMOOLIMTOB, OCOOEHHO BaKHO /s IOC/IeONeparjuoOHHbIX OOJbHBIX, TPeOYHOIMX
TILIaTe/IbHOIO0 KOHTPOJIsl FreMocTasa.

Puck pa3BUTHS JIeKapCTBEHHBIX OC/IOKHEHUH BO3pacTaeT IpH YAAMHeHUH JieueHUs (y 60/IbHBIX
C

XPOHUUYECKUMH 00JISIMM) 1 TIOBBILIIEHUH [03bI Tiperniapata 6osiee 90 Mr/cyT. [Iisi CHYDKeHUsI prcKa
He)KeJlaTe/IbHbIX SIBJIEHWW CJleflyeT NMPUMeHATb MUHUMAaIbHO 3(Q(QEeKTUBHYIO 103y MUHUMAJIbLHO
BO3MO)XKHBIM KOPOTKHM KYPCOM.

[ CHWKeHUs pUCKAa pa3BUTHSl HECTEPOWJHOM TracTpOnaThM Ha3Ha4yaroTCs MU30IPOCTOJ,
OMeTpasoul.

[Ipy npuMeHeHMM KeTOposiaka BO3pacTaeT PUCK Pa3BUTHUSI HECOCTOSITEIbHOCTHU JKeJly/I04HO-
KHIIeYHOr0 aHaCTOMO3a B [10C/1e0IepaliOHHOM Tepro/e.

Bcriomorate/bHbIE BeliecTBa

IIpenapam /lonak codepicum nponuaeH2AuKob

[aHHbIM npernapat cofepKUT nponuieHramkonb — 0,4 M B pacuete Ha 1 M pactBopa. B fo3e
400 wmr/kr panasi B3pocabix wiaud 200 Mr/Kr ajs JileTed TPOIUANIEHTJIMKOIb MOXKeT BbI3bIBATh
CUMIITOMBI, CXOXKH€ C IPUEeMOM asKOroJIsl.

IIpenapam /lonak codepacum Hamputl

[anHbll npenapaTt cofiepXXUT MeHee 1 mmosib (23 Mr) HaTpus Ha 1 MJI, TO eCThb, IO CyTH, He
COZIep>KUT HaTpHsl.

4.5. B3aumojeiicTBUe C JAPYrMMH JIeKapCTBeHHBIMHM IIperaparaMM H /Jpyrue BH/bI
B3aMMOJEHCTBHS

OpHoBpeMeHHOe MpYMeHeHUe Tiperniaparta [osak ¢ aleTyUICaIuLMIOBON KUC/IOTOW WU ADYTUMU
4
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

L[UK/IOOKCHUT'eHa3bl-2,  MperapataMd  KaJjbliksl, TJIOKOKOPTUKOCTEPOUJaMH,  3TAHOJIOM,
KOPTUKOTPOITMHOM MOJKET TIPUBECTH K 00pa30BaHUIO SI3B >KeTYJOUYHO-KUIIIEYHOTO TpaKTa |
Pa3BUTHIO KeJTyJOUHO-KUIIIeYHbIX KDOBOTEUEHUH.

He crepyer mpuMeHsITh MperiapaTt OJHOBPEMEHHO C JPYTMMH TIPOTUBOBOCIIAIUTELHBIMUA U
MIPOTUBOPEBMATHUECKUMHU TpernapaTaMu (BK/IOUasi MHTUOUTOPBI IJUK/IO0OKCHUT€Ha3bI-2), a TaKKe
OJJHOBPEMEHHO C MpoOeHeLr/IoM, TIeHTOKCU(PUIITMHOM, aLleTU/ICATULUIOBON KUCIOTOM, COJISTIMU
JIUTUSI, aHTUKOAry/JsHTamMu (BK/IOuass BapdapuH W remapuH). He wucmosb3oBaTh C
naparjeramosiom Oosiee 2 paHedi. COBMeCTHOe Ha3HaueHHWe C I1apalleTamMOJIOM TIOBBIIIAET
He()POTOKCUUYHOCTh, C METOTPEKCAaTOM Ternaro- U He)pOTOKCMUHOCTh. COBMeCTHOe Ha3HaueHHe
nperiapata Jloslak M MeTOTpeKcaTa BO3MOXXHO TOJBKO TIPU HCIIO/Ib30BaHUM HU3KMX /103
rociefHero (KOHTPOIMPOBATh KOHLIEHTPALMIO MeTOTPeKCcaTa B Iyla3Me KPOBH).

[IpoGeHenwy yMeHbIIaeT TIJIa3MeHHbIM K/IMPEHC W 00beM pacrpefie/ieHHs KeTOpOJiaka,
TIOBBIIIAET

€ro KOHI[eHTpAI[MI0 B TUla3Me KPOBU M YBe/JHWUMBaeT TepHoj ero romyBbiBeZieHus. Ha cdone
npUMeHeHus1 rperiapata [{ojlak BO3MOKHO yMeHbllleHWe K/IMpeHCa MeTOTpeKcaTa W JIUTHS U
yCculieHue TOKCUUHOCTA STUX BelectB. OJHOBpPeMeHHOe Ha3HaueHWe C HeNpsIMbIMU
AHTUKOAry/ITHTaMU (Harpumep, BapdapwH), rernapyuHoM, TPOMOO/JUTUKAMU, aHTHArperaHTaMH,
1jeoriepa3oHoM, 1ieoTeTaHOM U TIEHTOKCU(DWIIMHOM TIOBBIIIIAET PHUCK KPOBOTEUEHUS.
CHwkaeT 3(@deKT TUMOTeH3UBHBIX U [JUYPETUYeCKUX TIperapaToB (CHWKAeTCs CHHTe3
MIpOCTarJiaHAWHOB B TMOUKax). [Ipy KOMOWHMPOBAHNWY C HAPKOTUUYECKUMH aHabreTUKAaMU JI03bl

nocjieHuX MOryT OBITE CyleCTBEHHO CHU>XEHBI.

AHTanuHble CpeJiCTBA He BIUSIOT Ha MOTHOTY BCAChIBaHUS JIeKapCTBa.

[ToBbllIaeTCA TUNOIJIMKeMUYeCKoe JelCTBHe MHCY/JIWHAa M MepopasbHbIX TUIOIIMKeMHAYeCKUX
niperiapaToB (HeoOxoAuM Tiepepacuet Z03b1). COBMeCTHOe Ha3HaueHHe C Ba/bIIPOeBOW KHUC/IOTON
BbI3bIBAeT HapyIlleHWe arperauvi TpoMOOLMTOB. [TOBbIlIaeT KOHI|EHTPALMIO B TIa3Me KPOBU
Bepanamuia u HuQeauryHa.

[Ipy Ha3HaueHUU C APYIrMMH He()pOTOKCUUHBIMU JIeKapCTBEHHBIMU CpefiCTBaMH (B TOM YHUCIIe C
rperiapaTaMi 30/10Ta) TOBBILIAETCS PUCK Ppa3BUTUS He(POTOKCUYHOCTU. JleKapCTBEeHHbIe
cpefcTBa, OJIOKMpYIOIMe KaHAbLEBYHO CEKDeLMI0, CHIDKAIOT K/IMpPEeHC KeToposiaka U
MOBBILLIAOT

€ro KOHLeHTpallMIO B Il/Ia3Me KPOBH.
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npernapata /JloMak ¢ IUKJIOCIIOPMHOM, 3WAOBYAWHOM, JWTCOKCMHOM, TaKpOJHUMYCOM,
rperiapaTaMM  XMHOJIOHOBOTO  Psifia, CeJIEKTUBHBIMM WHTUOWTOpaMH O0OpaTHOro 3axBaTa
CepoTOHMHA, MU(DETPHUCTOHOM.

3UJOBY/IMH: TIOBBIILIEHWE pUCKA TOKCHYHOCTM B OTHOLIEHUM KpacCHbIX KPOBSIHBIX TeJlel]
MOCPeZICTBOM BJIMSIHUSI Ha PETUKYJIOLIUTHI C BOSHUKHOBEHHEM TsDKe/ION aHeMUM uepe3 HeJeslto
1oc/ie Havasia JiedeHUs TIPOTUBOBOCITA/TUTETbHBIMUA M TIPOTHBOPEBMATHUECKHUMU TperiapaTaMH.
Heo6xoi1Mo 1TpoBOIUTH OOIIMIA aHA/TM3 KPOBU M KOHTPOJIMPOBATh KOJTMUECTBO PETUKY/IOLUTOB
OJWH WIX [Ba pasa B HeJENI0 T[0C/e Havajga JieueHUs TMPOTUBOBOCTIA/TUTETBHBIMU U
MPOTHUBOPEBMATHUECKUMHU TIperiapaTaMu.

Mudenpucros: nocjie NpuUMeHeHHsT MUQENpPUCTOHAa B TedyeHue 8-12 mocseAyrolux AHeW He

c/lefiyeT TIPMMEHSTh [POTHMBOBOCIA/IMTE/NbHble W MPOTMBOpEBMAaTUYeCKHe TpernapaTsl,
MTOCKOJIbKY

OHU MOTYT 0C/1ab/Th 3¢hekTh My erprucToHa.

LIMK/IOCTIOPUH U TaKpOJIMMYC: MPOTUBOBOCTIA/IUTE/IbHbIE W TTPOTUBOPEBMaTUUeCKre TperapaThbl
MOTYT yBe/JWYMBaThb He(POTOKCMYHOCTh H3-3a 3((eKTOB, CBSI3aHHbIX C MpOCTarjaHAUHAMU

noyek. [Ipu coBMeCTHOM TIpuMeHeHNH He00X0IMMO KOHTPOIMPOBaTh (DYHKLIMIO ITOUeK.

4.6. ®epTUIBHOCTD, 0epeMeHHOCTh U JIAKTaI[Us

bepemeHHOCTB

[lpu pojax ¥ pojopaspellieHHMH TPUMeHeHHe Tperiapata MPOTUBOMOKAa3aHo, T.K. WHTHOMPYs
CMHTe3 TpOoCTarJaHJuHOB, mpenapar [lojak MoOXKeT OTpHULIATe/IbHO IOBIMATH — HA
KpoBooOpailieHre T/0Aa U 0CMabUTb COKPAaTUTE/IbHYI JesTelbHOCTh MAaTK{, UYTO TOBBIIIAeT
PUCK MaTOYHBIX KPOBOTEUEHU.

[Mpenapar [Jo/1aK MPOTUBOTIOKa3aH Mpy 6epeMeHHOCTH.

JlakTauus

B nepuop yeuenus npenaparom [losiak rpyjHoe BCKapM/IMBaHWe CjleflyeT IpeKpaTUTh, TaK Kak
Tiperniapart, MHrMOMpYysl CUHTE3 MPOCTarjaaHAMHOB, MOXKeT BbI3BaTh HeOsaronpusTHbie 3 deKTs y
HOBOPOJK/|€HHBIX.

DepTUaLHOCTD

OTCyTCTBYIOT iaHHbIE T10 BAUSTHUIO TpernapaTa Jlonak Ha (epTHUIbHOCTb MY)KUMH WIW JKEHIIUH.
4.7. Bnusinie Ha CNOCOOHOCTH YNPAB/IATHL TPAHCIOPTHBIMH CpeJCTBAaMH W paboTaTth C

MeXaHUu3MaMH
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CpeiCcTBAaMM M 3aHATUM JPYIMMM [IOTEHLIMA/JBbHO OIACHBIMUA BUJAMU  [esITe/IbHOCTH,
TpeOyIoIMMy

TIOBBIIIIEHHOM KOHI|EHTpaliu BHUMaHUs ¥ ObICTPOTHI IICHXOMOTOPHBIX PeaKL|i.

4.8. Hexxe/taTe/IbHbIE peaKIuu

Pe3tome npoduisg 6e30macHOCTH

Bo u3be)kaHrve BO3HHMKHOBEHHSI HeXeJlaTeJbHbIX peaki[iii peKOMeHAYyeTcs COOMoZaTh pexum
JI03UPOBaHUs U CKOPOCTb BBe/IeHHsI Tiperapara.

Pe3tome He)xenaTe/IbHBIX PEAKITUNA

YacTtoTa mNpOsIBIEHUsT HeXKelaTe/NbHbIX peaklul, T[epeurcIeHHbIX HIKe, Ompe/esisiach
COOTBETCTBEHHO C/eAylollleld rpajaluy: odyeHb yacto (>1/10), yacto (ot >1/100 mo <1/10),
HeyacTo (oT >1/1 000 go <1/100), peako (ot >1/10 000 mo <1/1 000); ouens peako (<1/10 000);
YyacToTa Hen3BecTHa (Ha OCHOBAaHWUM MUMEIOIINXCS JaHHBIX OLIEHUTh HEBO3MOXKHO).

HapyweHusi co cmopoHbl Kpogu u AumMegamuueckoli cucmembl: PeJKO — aHeMUsl, S03UHO(DUIMS,
JIEMKOTIeHUsI, TPOMOOLIUTOTIEHUs], KDOBOTEeUeHHe U3 TI0C/Ie0NepaljMoHHOM paHbl, HOCOBOE
KpPOBOTeueHUe, peKTaJlbHOe KpOBOTeueHHUe.

HapyweHusi co cmopoHbl UMMYHHOU cucmembl: PeaKo — aHadumakcust WM aHadUIaKTOUIHbIE
peakiuu (M3MeHeHUe 1BeTa KOXU JIMLA, 3y[ KOXKU, TaXUIHO3, WM [JUCITHO?, OTeKU BeK,
nepuopOrTaNbHBIN OTEeK, OJbIIIKA, 3aTPYAHEHHOe [bIXaHue, TsKeCTh B TPYAHOW KIeTKe,
CBUCTsIIee JbIXaHue).

IMcuxuueckue HApyweHUs: PeKO — TUTIEPAKTUBHOCTh (M3MeHeHWe HaCTpOoeHws, OeCTIOKONCTBO),
ra/uUTIOLIMHALINY, JIeTIPecCusi, CUX03.

HapyweHusi co cmopoHbl HepeHOU cucmeMbl: YacTO — T0JIOBHasi 0O/b, TONOBOKpY’>KeHHe,
COHJ/TUBOCTD; PEJIKO — aCeNTHUeCKHUI MEHUHTUT (JTMXOpa/iKa, CUIbHast ro/IoBHasi 060/1b, Cy10porHy,
PUTHIHOCTh MBIIII] IIIeM W/WIH CITUHBI), HapyIlleHre BKyca.

HapyweHusi co cmopoHbl Op2aHa 3peHusi: peJIKo — HapylilleHre 3peHusi (B TOM YKC/ie HeUeTKOCTb
3pUTE/ILHOTO BOCIIPUSITHS).

HapyweHusi co cmopoHbl 0p2aHa cAyxa u AabupuHma: pefko — CHIDKeHHe CyXa, 3BOH B yIax.
HapyweHusi co cmopoHbl cepoya: pefiKo — OTeK JIeTKUX.

HapyweHusi co cmopoHbl cocy008: HeuacTO — TOBbIIIeHHe apTepyasbHOTO JlaB/eHus]; PeJKO —
0OMOpOK.

HapyweHusi co cmopoHbl OblXame/bHol cucmembl, Op2aHO8 2PYOHOU KAemKu, U cpe0OCmeHUsl:
pesiKo — OPOHXOCIa3M, PUHUT, OT€K TOPTaHU (O/IBIIIKA, 3aTPYJHEHNE bIXaHMS).
JKenyoouHo-KuweuHble HapyuwleHusi: 4acTo (0COOEHHO y TIOXKWJ/IBIX TALMeHTOB cTapiie 65 jier,

HMEIIIMX B dHaMHe3€ 5DO3MBHO-A3BEHHLIE TIODAKEHUS KeTyAOYHO-KUIIEeUHOT' O TpaKTa) —
7
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racTpairusd, avaped; HeuaCTO — CTOMAaTUT, METE€ODHU3M, BA-IIIE)D-', ?)E(';I‘ EbHI&EMjIE I'IJD'EH(;J';H-'EHI/IH

)Kesy/lKa; pejKO — TOILHOTA, SPO3UBHO-s3BEHHbIe MOPa)KeHUs >KenyZ0YHO-KUILIeUHOr0 TpaKTa
(°KKT) (B Tom umcie c nepdopatiyeit u/unm KpoporeueHueM — abjoMyuHaibHasi 60J1b, Cria3M Win
JOKEeHWe B 3MUracTpasbHON 0071acTH, MesieHa, PBOTa MO THUMY «Ko(elWHOW TyIu», TOIIHOTA,
W3)K0ra U JIpyTue), XojectaTuueckasi )KejiTyxa, refaTuT, reraToMerasausi, OCTPbIM MaHKPeaTwr,
obocTpeHue si3BeHHOTO KoamTa uiu 6osie3Hn KpoHa.

HapyweHusi co cmopoHbl KOX#CU U NOOKOMCHbIX MKaAHell: HeuacTo — KOyKHasi ChIlb (BK/IHOUast
MakKyJomnamnyJ/ie3Hyl0 Cbillb), MypHypa; peJKo — S5KCPOJUaTUBHbIA JepMaTuT (/IMXopajka C
03HOOOM wuM 0e3, TIOKpaCHeHHe, YIUIOTHEHWe WM IHelyllieHrue KOXW, OIyXaHue W/Wiu
0osie3HEHHOCTh HEeOHbIX MUH[A/NH), KparuBHUIA, CHHApPOM Jlaiiesia, cuHzapom CTHBeHCa-
JIPKOHCOHa.

HapyweHusi co CmMOpOHblI NoueKk U MOuesblBOOAWUX nymeli: PeJKo — OcCTpasi TodeuHas
HE/IOCTaTOYHOCTh, 0O0JIb B TIOSICHUIIE C WM 0e3 TeMaTypuu W/WIM a30TeMUH, TeMOJIUTUKO-
ypeMHuUecKuii  CUHApPOM  (reMoludTHuYecKass  aHeMusi,  [lOuevyHasi  HeJOCTaTOYHOCTb,
TPOMOOLIUTOTIeHUs], TypIlypa), YacToe MOYeMCITyCKaHue, TIOBbIllIeHHe WM CHIWKeHHe obbema
MOUH, He()pPUT, OTEKU NTOUEYHOT0 reHe3a.

Obwjue HapyweHust U peakyuu 8 Mecme 88e0eHUsl: YaCTO — OTeKH (JIvlja, TOJIeHeH, JIObDKeK,
TasibIieB, CTYITHEel), TOBbILIEHe MacChl Tejla; HeYacTo — XOKeHue Wir 00Jb B MecTe BBeJieHus,

MOBBILII€EHHAA MOT/IMBOCTL; P€AKO — OTEK A3bIK4, JINXOPdJKa.

Coo011eHME 0 T10/[03PeBaeMbIX HeXXelaTeTbHbIX PeaKLUsIX

BakHo coob11jaTh 0 TI0ZJ03peBaeMbIX HeXKeslaTebHBIX PeaklUsaX TOoC/e PerucTpaljuy mpernapara
C 1e/bl0  00ecrieueHrs HENpepbIBHOTO MOHUTOPDUHTA COOTHOILEHWS «I0/Ib3a — PHUCK»
JIeKapCTBeHHOTO Tiperapara. MeAWI[MHCKUM PabOTHUKaM peKOMeH/yeTcsi coo0IaTh O H0ObIX
M0/I03peBaeMbIX HesKeraTenbHbIX peaklWsX JIeKapCTBEHHOIrO TperapaTa uepe3 HaljMOHa/IbHble
cUCTeMbl COOOIIIEHHSI O HeXKesaTelbHbIX PpeaKIUsIX TOCyJapCTB — UieHOB EBpasuiickoro
5KOHOMMYECKOT'0 COr03a.

Poccutickas ®epnepaiiyist

denepanbHas ciy>k0a 1o Haz3opy B cdepe 3apaBooxpaHenus (Poc3apaBHag30p)

Appec: 109012, r. Mocksa, CiiaBsiHCKas IUI0IazAb, 4. 4, crpoeHue 1

Tenedon: +7 800 550-99-03

OnekTpoHHas nouta: pharm@roszdravnadzor.gov.ru

Caiit B UH(pOpMallMOHHO-Te/IEKOMMYHUKAI[MOHHOW ceTu «ITHTepHeT»:
www.roszdravnadzor.gov.ru

4.9. ITepepo3upoBKa
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CHUMIITOMBI

[Tpu oHOKpaTHOM BBe/leHUH: OO0JIb B )KUBOTE, TOIIHOTA, PBOTA, PO3UBHO-3BEHHOE TIOPa)KeHHe
KeJlyJOUHO-KHMIIIeYHOT 0 TpaKTa, HapylleHre QyHKIMY TTouek, MeTaboMuecKuii alu/ios.
JleueHue

[TpombiBaHWe >Kesly/Ka, BBeleHHWe aJcopOeHTOB (aKTUBUPOBAaHHBIA Yrojb) W TIPOBeeHHe
CUMITTOMaTHUeCcKOW Tepanuu (TIOfAJep)KaHWe >KU3HEHHO BaKHbIX (YHKLUMH OpraHus3ma).
I'emouanus - Mano3@deKTrBeH.

5. PAPMAKOJ/IOTUYECKHWE CBOVICTBA

5.1. ®apmakojuHaMHYecKie CBOHCTBA

dapmakoTeparnieBTUUeCKasi Tpymna: MpPOTUBOBOCIANMTE/bHbIE U TPOTUBOpPEBMaTHuUecKre
TriperiapaThl, HeCTepOW/Hble TPOTUBOBOCHAUTEbHbIE U TPOTUBOPEBMAaTHUecKre TperapaThl,
TIPOM3BO/[HBIE YKCYCHOM KHUCJ/IOTHI U PO/ICTBEHHBIE COeTUHEHUSI.

Kopg ATX: MO1AB15

MexaHU3M J1eHCTBUS

[IpoTUBOBOCHANUTEIbHBIM W TIPOTHBOPEBMATUUECKWI TperiapaT OKasblBaeT BbIpaKeHHOe
aHasbres3vpyloiliee  felicTBUe,  00/IafiaeT  MPOTHUBOBOCTIAJIUTENBHBIM W YMepPeHHbIM
YKapOTIOHVIKAIOIIUM [IeMCTBHeM. MeXaHH3M [IeMCTBUSI CBSI3aH C HeCEe/IEKTUBHBIM yTHETEHHEM
aKTMBHOCTU LMKIooKcureHasel (LJOT) — IIOI-1 u IIOI-2, katanu3upyroijed obpa3oBaHKe
MpOCTaryiaHAMHOB U3 apaxU/0HOBOW KUC/IOThI, KOTOpPbIe WTPAlOT BaXKHYIO POJib B TaToreHese
601, BociasieHUst M MMXOpaJiIki. KeToposak mipezictaB/isieT coOoi parieMUyecKyro cMmech [-]S u
[+]R sHaHTHOMEpOB, TIpH 3TOM 00e300/MBatoIIee feiicTBre 00ycioBieHo [-]S dopmoii. [To cuse
aHasbresvpytomiero 3¢¢ekra COnocTaBUM C MOPGHUHOM, 3HAUMTETbHO TPEBOCXOJUT [Jpyrve
TIPOTUBOBOCIIA/IUTE/IbHBIE U TIPOTHBOPeBMaTUUYeCKHe Tperaparhbl.

[lperapaT He BAWseT HA OMUOWHBIE PELENTOPbl, He yrHeTaeT [bIXaHWs, He BbI3bIBaeT
JIeKapCTBEHHOM 3aBUCUMOCTH, He 00/1a/laeT CeJaTHBHBIM U AHKCHOJUTUYECKUM JIeHCTBHUEM.
dapmakoguHaMuueckre 3QQeKThl

[Tocne BHYTPHUMBILIEUHOTO BBE/I€HUS] Hauas0 aHa/bre3upyHoLero AelCTBUsI OTMeYaeTcsl yepe3
0,5 4, MakcuManbHbIN 3P deKT JocTuraeTcs uepes 1 - 2 u.

5.2. ®apMaKkoKHHeTHYeCKHe CBONCTBA

A6copbuus

dapmMakoKMHeTHKa KeTopojaka TI0Cie pa30BOro W MHOIOKPAaTHOTO BHYTPUBEHHOTO U
BHYTPUMBIILIEYHOTO BBe/IeHUSI HOCUT JIMHEMHBIN XapakTep.

[lpy BHYTPUMBIIEYHOM BBeJeHWM abcopbuusi momHas W Obictpas. MakcumasbHas
KOHLIEHTpaLusi

npenapaTa (Cmax) MOCAe BHYTpUMBbILIeUHOro BBefeHusi 30 mr — 1,74 - 3,1 mkr/mna, 60 mr —
9
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3,23 - 5,77 MKr/mi, Bpemsi JOCTH>KeHUs] MaKCHUMa/IbHON 'Egﬁﬁeﬁﬁiﬁﬁf%@nﬁﬁ ";[:115_:—' \%BI'IIVI:I/IIH "

30 - 60 MuH, cOOTBeTCTBEHHO. Cpmay TIOC/IE BHYTPUBEHHOT 0 BBeJeHus 15 mr — 1,96 - 2,98 mkr/mi,
30 mr — 3,69 - 5,61 mkr/mi, TCpax — 0,4 - 1,8 Mun 1 1,1 - 4,7 MUH, COOTBETCTBEHHO._

Pacnipesnenenuve

Casi3b ¢ 6enkamu 1a3Mel — 99 %. Bpemsi foCTiKeHNsT paBHOBECHOW KOHLIEHTPALIMK Tperiapara
(Css) npu napeHTepanbHOM BBefleHuM 30 Mr 4 pasa B CyTKU — 24 4; NPU BHYTPUMBIIIEYHOM
BBegeHuu 15 mr — 0,65 - 1,13 mxr/mn, 30 mr — 1,29 - 2,47 MKr/mi.

Ob6mwem pacnpepenenusi (Vq) TIpM BHYTpUMBIIeYHOM BBesenuu — 0,136 - 0,214 j/kr, mipu
BHyTpuBeHHOM — 0,166 - 0,254 si/kr. Y OO/MBHBIX C TIOYEYHOM HEZOCTaTOYHOCTHIO 00beM
pacrpesiesieHHsi TIperapaTa MOXXeT YBeTMYMBaThCsS B /iBa pa3a, a 00beM pacripefiesieHusi ero
R-3HaHTHOMEpa — Ha 20 %.

[IpoHukaeT B rpyjgHoe MOOKO: mpu rpueme matepbto 10 mMr keroposiaka Cpax B MOJIOKE
JloCcTUraeTcs yepe3 2 U Iocjie npyveMa nepBOW [103bl U COCTaBsieT 7,3 Hr/Mi, uepe3 2 4 mocjie
NIpUMEHeHHs1 BTOPOM [103bl KeTopoJiaka (TMpY WCIIO/Ib30BaHWM IIperaparta 4 pasa B CyTKM) —

7,9 Hr/n. Okoso 10 % KeTopoJ/iaka MpoXOoJUT yepe3 IIaLleHTy._

buorpaHchopmatiys

Bosee 50 % BBefieHHOM [103b1 MeTabOIM3MPYeTCsl B TledeHH C obpa3oBaHueM (hapMakooruuecku
HEAKTUBHBIX MeTabonuToB. ['JlaBHBIMM MeTabo/MTaMu  SIBSIFOTCS  TJIFOKYPOHHUZBI, KOTOpbIe
BBIBO/ISITCSI TIOUKaMH, 1 hapMaKoJIOrMueckKyd HeakKTUBHBIN p-TUPOKCHUKeTOpo/iaK. BeIBoguTCS Ha
91 % noukamy, 6 % — yepe3 KUIIEUHUK. _

DIMMUHALUS

[Tepuop nonyBbiBesenHus (T1,) y maljieHTOB ¢ HOpMabHOUM QyHKLMeH rouek — 3,5 - 9,2 u noce
napeHTepanbHOrO BBeZieHUst 30 mr. Ty, Bo3pacTaeT y MOXKWJIBIX MALIMEHTOB U YKOPAuMBaeTCsl y
MoJiofbiX. VI3MeHeHUs] (YHKLMK TeueHM He OKas3bIBalOT BAMsHUS Ha Tip. Y MalMeHToB C
HapylleHrWeM (QYHKLMMA TOYeK, NpU KOHLIeHTpalUWy KpeaTMHMHa B Masme 19 - 50 mr/na
(168 - 442 mxmous/n), T — 10,3 - 10,8 u, mpu Oosee BEIPAY)KEHHOW MOUEUHOM He[0CTaTOUHOCTH
— bosee 13,6 4.

[Tpu BBesennu 30 Mr KeTopojiaka BHYTPUMBILIEUHO OOmuii KiupeHc coctasrseT 0,023 n/u/kr
(0,019 n/u/Kr y MOXU/IBIX TALMEHTOB); Yy TMAalMeHTOB C TOYeYHOM HeJ0CTaTOYHOCThIO (TIpu
KOHILIeHTpal[ud KpeaTWHWHA B tuiazme 19 - 50 mr/n) — 0,015 n/u/kr. Tlpu BBeseHun 30 Mr
KeTopoJiaka BHyTPUBEHHO 001mii KimpeHc cocrtasnsiet 0,03 y1/u/kr.

He BeIBoguTCS MyTem remozyanusa.

6. PAPMAIIEBTUYECKUE CBOVICTBA
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6.1. IlepeueHn BcrioMorare/IbHbIX BeLlleCTB

COOTBETCTBYET 3KCMEPTHOMY OTUETY

Harpus xnopup

SeTaT AUHaTpus

ITponuneHrMKob

Bydepnsiii pactBop (kanus auruapodocdat, HaTpuUsi THAPOKCH/, BoJa [/l UHbEKLIUA)

Hatpus ruapokcug (a1 koppektuposku pH)

Kucnora xnoprcroBogoposHas (z1/151 KoppeKTUpoBKU pH)

Bopga a1 MHbeKLyi

6.2. HecoBMecTHMOCTH

PacTBOp A/ MHBEKLM He cefyeT CMellMBaThb B OJHOM ILIpULle C MOppHUHA Cynab(aTom,
MPOMETa3sMHOM U TMIPOKCU3MHOM K3-3a BbIMa/ieHusi ocasika. PapMarieBTHuecKu HeCOBMECTUM C
pacTBOpPOM TpaMazoJia, IpernapaTtaMy JIUTHUSI.

6.3. CpoK rofHocTH4 (CpOK XpaHeHH)

3 roaa.

6.4. Oco0bIe MepbI IPeAOCTOPOIKHOCTH NPH XPaHEHHHU

XpaHUTh B CyXOM 3allMIL[eHHOM OT CBeTa MecCTe Mpu TeMriepaTtype oT 15 go 25 °C.

6.5. XapakTep U cojep>kaHHe IEPBUYHOM YIIAKOBKH

ITo 1 mn B amnynbl u3 crekna (USP, tun I).

ITo 10 ammys, y/io)KeHHbIX B OyMaKHbIN >Keso0uaThlid TMOJJOH C TeperopojikaMu, BMecTe C
VHCTPYKLIeH 110 IPUMEeHEHUI0 B MauKy.

6.6. Oco0Oble Meppl TIPeJOCTOPO)KHOCTH TPH YHUYTOKEHHH HCIIO/Ib30BAaHHOI'O
JIeKapCTBeHHOr0 mpenapara MWIM OTXOA0B, MOJy4YeHHbIX MO0C/Je MpPHMeHeHUsA
JIEKapCTBEHHOr0 npemnapara M /[pyrue MaHHIyJ/ISIMU C IIpernapaTomM

CoBMeCTUMOCThb

PactBop mpenapara [lonak [Jjii MHBEKLMI COBMECTHUM C (PU3MOTOTMYECKHMM pPacTBOpPOM, 5%
pacTBOpPOM [1eKCTPO3bl, paCTBOPOM PurHrepa u Punrepa-yakrara, pactBopoM «Ilnasma-JIut 148
BOJIHBIM DAacTBOp», a Takke C WH(Y3MOHHBIMU DPacTBOpPaMH, COZep KalllMM{A aMHUHOQUIIUH,
JIM/I0KavHa TUJIPOXJIOPU/, OMaMUHA TMAPOXJI0OPU/, MHCYJIMH KOPOTKOTO JIeHCTBUSI U remapyHa
HaTpPUEBYH) COJIb.

Ytunusaius

HeT 0cobbix TpebOBaHMM K YTHTU3ALUH.

7. REPXKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA
Nnpus

Kaguna ®apmacerotrkans Jlumures
11



COOTBETCTBYET 3KCNEPTHOMY OTUYETY
9 03,2024 Nz 5272

- [
oT .|'u|.'\."\_'a_'\.-|'_ P
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7.1. HPEACTHBI/ITEIIB AEPKATEe/Id PEruCTPALfUOHHOI0 YIOCTOBEPDEHUA

IIpeTeH3uu nioTpebUTe/IeH HAMPaBJ/LTh I10 aDECY:

Poccutickas @epnepaiiyist

[IpencTaBUTEILCTBO KOMIIAHUU C OTPAaHUYEHHON OTBeTCTBeHHOCThIO «Kanuna dapmacroTukans
Jlumuren» (Uuaus), r. MockBa

117198, r. Mockga, JIennHcku ripocrnekT, . 113/1, oduc 705C

Ten.: (495) 937-57-36

dakc: (499) 749-72-50

e-mail: secretar@cplrus.ru

8. HOMEP PETYUCTPAIIMOHHOT' O YAOCTOBEPEHUA

9. IATA TIEPBUYHOM PEIMCTPAIIMN (IIOATBEPXJIEHHNA PETMCTPAIIUN,
INEPEPETUCTPALINN)

[JaTa mepBoi perucTpaiuu:
10. IATA ITEPECMOTPA TEKCTA
OO1jast XxapakTepuCTHKa JieKapCTBEHHOTo rperapara [{osiak [JocTyrHa Ha WHGOPMALMOHHOM

noprane EBpa3uiiCKOro 5KOHOMHUYeCKOro COK3a B UH(OPMALMOHHO-KOMMYHUKAL[MOHHON CeTH

«/HTepHeT» http://eec.eaeunion.org
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