KPATKA XAPAKTEPNCTUKA HA NPOAYKTA
1. AME HA NEKAPCTBEHUA NMTPOAYKT

MWUMr-400%
400 mg, dunmupany TabneTku | o R ;

MIG-400® B 9
400 mg, film-coated tablets ey e

2. KAMECTBEH ! KOTMMECTBEH Cb(CTAB

Bcaka punMupaHa TabneTka coabpxa 400 mg ubynpodeH (ibuprofen).

3a MbAHMA CAUCHK HAa NMOMOLLHWTE BELLECTBA, BX. TOMKa 6.1.

3. IEKAPCTBEHA ®OPMA

dunMupaHa Tabnetka.

Bana Ao noutu 6sna, npodwarosata ¢vnaMupaHa TabneTka Cc AesMTeNHa YepTa OT ABETE CTPaHK, C
otbens3aHo “E” oT ropHara cTpaHa u ¢ "E OT gBETe CTPaHU Ha aenuTenHaTa Yepra.

TabneTkaTta MoXe Aa 6Gbae pasaeneéHa Ha ABe paBHU NONOBUHM.

4. KTIVHUWYHA OAHHUA

4.1 TepaneBTUYHM NOKA3aHHSA

CUMMNTOMATUHHO NeYeHue Ha:
- leka A0 YMepeHo Texka 6onka;
- BUCOKa TeMneparypa.

4.2 [lo3upoBKa U HAUMH Ha NpHAOKEHNe

[lo3aTa € B CbOTBETCTBUE C OBACHEHWATa B creaHata Tabnuua. Mpu Aeua 1 IoHOWMK, MUI-400%® ce

NO3WMPA B 3aBUCUMMOCT OT TENECHOTO Terfo WAW Bb3pacTTa, Mo npuHUvn oT / A0 10 mg/kg TenecHo
Terno KaTo efHOKpaTHa fAo3a Ao MakcumanHo 30 mg/kg TenecHo Terno karto obwa AHeBHa A03a.

AHTEepBaTLT MEXAY OTAENHUTE AO03W € B CbOTBETCTBUE CbC CAMNTOMUTE 1 MaKCUMaNHaTa AHEBHG

no3a. He tpabsa aa 6vae noa 6 Jaca.

CaMO 33 KpaTKOCPO4HO NPUNOXEHUe.
AKO OMNaKBaHVATa NPOABLMKABAT noseye ot 4 AHU, TPAOBA Aa Ce NOCETU neKap.

TenecHo Terno EAHOKpaTHa fo3a MaxcuManHa iHeBHa A03a

(BBb3pacr)

20 kg - 29 kg 200 mg ubynpodeH 600 mg ubynpodgeH
Heua 6 - 9 roguHu

30 kg - 39 kg 200 mg nbynpogeH 800 mg ubynpodeH
10 — 12 rogMHu

> 40 kg 200 mg - 400 mg nbynpodeH 1200 mg nbynpodeH
(loHOWK Hag 12 roavHu U
BL3PacTHU)

cnefl XpaHeHe.

HaunH M NPOABMKUTENHOCT Ha NPUTOXKEHKUE
Ta6netkute MUM-400® ce nornbwar 6e3 fia ce AbBYAT, € FOASIMO KOAWY




3a nauueHTH C JyBCTBUTENEH CTOMax ce npenopbysa Tabnetkute MUM-400%® ga ce npuemar no
BpeMe Ha XpaHeHe.

Hexxenanure peakumm MoraT Aa ce MMHUMWU3NPAT, KaTo 3a KOHTPON Ha CUMMTOMUTE Ce npwunara Haji-
HUCKaTa edeKTUBHA A03a 33 HAaN-KpaTKo BpeMe (BX. T. 4.4).

CneundnyHmn rpynm naumMeHT

HanpeaHana s8b3pacT
He ce M3WCKBa cneuvanHo kopurupaHe Ha posata. lopafn BbLb3MOXHMA NPOMUA Ha HEXENaHW

peakuwu (BX. T. 4.4.), NAUMEHTUTE B HAaNpegHana BL3pacT TPsbBa BHUMATESHO Aa Ce Npocneaasar.

bubpeyvHa HeaoCcTaTbYHOCT
He ce u3nckBa HamaneHwe Ha A03aTa NpPU NAUMEHTH C NEKO A0 YMEPEHO HapyweHa 6bbpeuna

(hyHKUUS (38 NAUMEHTU C TEXKO HapylweHa 6vbpeyHa dyHKLmnsA, BX. T. 4.3).

YepHo Ha HEAOCTaTbYHOCT {BX. T. 5.2)
He Ce U3UCKBa HaManeHue Ha ao3aTa Npy NAUWEHTU C KO A0 YMEPEHO HapyluieHa 4epHoapobHa
dyHKUKUA (33 RALIMEHTH C TEXKO HapyleHa YepHoapobHa dyHkuua, BX. T. 4.3).

€lia ¥ IOHOLWK

3a ynoTpebaTta Npu Aela U I0HOLWM, BX. T. 4.3
4.3 [(poTuBONOKa3aHKsA
MWUI-400® e nporueonokasan fpy nauveaeHTH Cbe:

- CBPBXHYYBCTBUTENHOCT KbM aKTUBHOTO BeLLeCcTBO UbynpodeH WK HAKOS OT APYrMTEe CbCTaBKK;

- dHaMHe3a 33 peakuMm Ha OpoHXOCnasbM, acTMa, PUHUT WK YPTUKapus cnej NpUeM Ha
AUETWACATMLWAIOBA KUCETMHA UNKU APYTU HECTEPOMUAHU NPOTUBOBL3NANUTENHW;

-  HeMu3ACHEHW HapYLLIEHUS B KPbBOOOpa3yBaHETO;

- AaKTUBHA WNW aHaMHe3a 3a peumauBMpallia RenTUYHA NA3Ba/KpbBOM3NMB (ABa WM NoBede
OTAENMHU enNn30Aa Ha A0Ka3aHa A3Ba WU KPHBOU3AWB);

- QAHaMHe3a 3a CTOMalHOMYpeBeH KPbLBOM3INMB WMNM nepdopauns, CBbp3aHKW C NpeawecTBawo
neverne ¢ HCHBC;

- MO3bYHOCBLAOB UAKN APYr aKTUBEH KPbBOW3NUB;

- TeXKa YepHoapobHa unu 6vbpeuHa AUChYHKUUS;

-  TeXKa CbpllevHa HefOoCTaTbYHOCT;

- BpeMeHHOCT B nocneaHus TpuMecTsp (BX. T. 4.6);

KaKTO ¥ Npu:

- Aeua nop 20 kg (6 roavHu), TboM Kato Ta3n A0308a (GOPMa C TOBA CLALPXKAHUE HA AKTUBHO

BELECTBO He e noaxoAaaLla.
4.4 CneuywanHun npeaynpeXxaeHns U npeanasHu MepKM npu ynorpeba

CToMalwRro4peBHa 6e30nacHOCT

Tps6Ba Aa ce n36Area eAHOBPEMEHHOTO NpunoxeHue Ha MUM-400% ¢ HCMBC, ekntounuTenHo u COX-

2 CefleKTUBHU MHXUBUTOPM.
HexxenaHuTe peakuyuMM MOXe Aa e MMHUMM3UPAT KaTo 3& KOHTPON HAa CUMMNTOMUTE Ce npuiara Haw-

HUCKaTa e(deKTUBHa A03a 3a Hau-KpaTko speMe (BX. T. 4.2 ¥ CTOMaLUHOUYPEBHU U CbPASYHOCHAOBU
PUCKOBE NO-A0NY).

HanpeaHana Bb3pacT

[NauneHTUTEe B HanpeAHana Bb3PacT NPOABABAT NMOBWUILIEHA YecToTa Ha
HCMBC, ocobeHo croMawHo4upeBeH KPbBOM3NMB U nepdopauvs, KOUTO MO
4.2).



CToMallHoupeBeH KpbBOU3NUB, S3Ba U NepdopaLiua;

CroMalwHo1peBseH KpbBOU3NMB, A3Ba UNK Nepdopalms, KOUTO MOXe Aa ca daTanHu, ca ChobLaBaHu
NO BCAKO BPEME Ha JIGHEHUETO, C AU 6e3 NpeaynpeauTenHn CUMNTOMU AW MpeaecTBalla aHaMHe3a
33 TEXW CTOMaWHOUYPEBHU MHLUAEHTH.

PUCKLT OT CTOMalHOYpEeBeH KPbBOM3NAMWB, si3Ba Wnu nepdopaumns e no-BUCOK NpU yBeMYeHne Ha
posute Ha HCTIBC, npyu nauveHTH € aHaMHesa 3a A3Ba, OCOBHO aKo € YCIOXHEHa C KPbBOW3NMB U
nepdopauvs (BX. T. 4.3) U Npy HanpeaHana Bb3pacT. Te3n nauMeHTn TPS6Ba 4a 3anOUHAT NEYEHUETO ¢
Bb3MOXHO HaWU-HUCKATa Bb3MOXHA A03a. Mpu Te3n NauMeHTH, KaKTO U NPU NALMEHTH, NPU KOUTO ce
Hanara €AHOBPEMEHHO MPUNOXKEHNUE Ha HUCKU JO3M acnvupyuH WAW Apyry NeKapcTBa, KOUTO YBEIMYaBaT
CTOMALIHOYPEBHUA pUCK, TpAdea Aa ce obcbau KOMOGMHUPAHO neyeHue C NPOTEKTUBHU areHTu (Hanp.
MU30NPOCTON NN KHXUOUTOPU Ha NPOTOHHAaTa nomMna) (BX. No-aony U T. 4.5).

[NauneHT C aHaMHes3a 33 CTOMaLHOYPEBHA TOKCUYHOCT, 0COGEHO B HanpeaHana Bb3pacT, Tpsbea aa
CbObILaBaT BCUHKN HEOOUYAUHU KOPEMHN CUMITOMM (Hal-Beue CTOMAWHOYPEBEH KPBBO3UANB) OCOBEHD
B HAYanHUTE CTaAun Ha NEYEHUETO.

[ipenoptyBa ce BHUMAHWE NPU NALMEHTH, KOUTO NMOMYYABAT CbMBLTCTBALLO SeUEHUE, KOETO MOXE Aa
YBEIMYKU pUCKA OT A3Ba U KPbLBOU3NUB, KATO MEPOPanHU KOPTUKOCTEPOMAM, QHTUKOAryNaHTWU, KaTo
BapgapuH, CENEKTUBHU WHXMOUTOPKU Ha ODPaTHOTO 3axBallaHe Ha CEPOTOHUHA WKW AHTUTPOMBOUUTHM
BELLIECTBA, KaTo acnupuH (BX. T. 4.5).

[lpy nosBa Ha CTOMAlWHOYPEBEH KPLBOM3NWUB WM A3Ba NpPM NAUMeHTH, npuemawm MUr-400%,
neveHneTo Tpsabea Aa 6v/le nNpeycTaHoBeHo.

HCMNBC Tpsabsa Aa ce npunaraT € BHMMAHME MNpU NAUMEHTH C aHAMHe3a 33 CTOMALUHOYPEBHM
3abonaarna (ynueposeH konut, 6onect Ha KpoH), TbM KaTo TE3M CLCTOAHWUA MOXE Aia ce 0BOCTPAT (BX.
4.8).

CupaeyHOCHbAOBU ¥ MO3BYHOCHAOBY ederTi

HeobxoarnMo e BHUMaHue (KOHCYNTauus ¢ nekap wnu ¢apMaleBTy) Npeau 3anoyBaHe Ha IeYEHUETO
NpyY NAUWEHTH C aHAaMHE3a 3@ XMNEPTOHUA W/WNU CbpAedHa HeaOCTaTbYHOCT, TbM KaTo BbB Bpb3Ka C
neyenue ¢ HCMBC ca cbobiaBaHm 3aapbXKKa Ha TEYHOCTH, XUNEPTOHUA U OTOUM.

KAMHUYHO npoyyBaHe U enuAaEeMMONOrMYHM A3HHW MOKa3BaT, 4Ye ynoTpebata Ha ubynpodeH,
0Cc0beHO BbB BUCOKU A03M (2400 mg AKEBHO) WU NPWU NPOABL/MDKUTENHO NIEUEHNE, MOXE Ad Ce CBbPXKAT C
NEKO NOBULLIEH PUCK OT apTepuantu TPOMOOTUYHK MHUMAEHTU (Hanp. MUOKapAaeH WHRapKT UNKU UHCYAT).
KaTto 1ano enMaeMuonorMiuHUTE Npoy4BaHUa He NoKassaT, Ye HUCKU Ao3n nbynpodeH (T.e. < 1200 mg
AHEBHO) Ce CBbP3BAT C MNOBULLEH PUCK OT MUOKapAeH UHPapPKT.

KoxHU peakLinu

TEXKA KOXHM peakLuK, HAKOM OT KOMTO datanHy, BKIIIOYUTENHO ekchonuaTuBeH AepMaTwuT,
CUHAPOM Ha CTUBBHC-[KOHCHH M TOKCUYHA envaepManHa HeKPOnK3a, ca cbobliaBaHn MHOMO PRAKO BLB
Bpb3Kka C npunoxeHneto Ha HCMBC (Bx. T. 4.8). Han-BUCOK PUCK 33 NpOsBa Ha Te3n peakuvm npu
NaUuMeHTUTE UMa PaHO B Kypca Ha NIEYEHWETO. HAYanoTO Ha peakuuaTa B NMOBEYETO cCayvau € npes
MbpBUA Mecel OT nedenueto. lMpueMbT Ha MUM-400%° TpaGsa pa Gboe npeycraHoBeH NPU NbpBaTa
NpoABa Ha KOXEH 0OpUB, NUraBUYHN NE3UM UK BCEKU APYr NPU3HAK Ha CBPbXYYBCTBUTETHOCT.

Apyru 3abenexku

MI-400® TpsaGea Aa ce npunara Camo cne CTpora npeueHKa Ha CbOTHO
- Npu cucTeMeH aynyc eputematogec (SLE) n cmeceHa cxeaMHUTENHOMM:
PUCK OT acenTu4yeH MeHUHIUT (BX. T. 4.8). "

OcobeHo BHUMATENHO NpocneasBaHe OT neKkap ce U3NCKBa:



- TNpyW CTOMAWHOYPEBHU ONNAKBAHWA WNKM aHaMHe3a 33 XPOHWYHWM UYPEBHU Bb3NANUTENHU
3abonasaHua (ynueposex konut, 6onect Ha KpoH);

- NPU BUCOKO KPBBHO HAAAraHe WKW CbpAaeYyHa HeAoCTaTbUYHOCT,

- NPy HapyweHa 6ubpedHa ¢yHKUMS;

- Npw vepHoapobHa ancyHkuus;

- BeAHara cheq roieMu XMpypriyHm npoueaypu;

= NIpU NAUNEHTK, KOWUTO CTpajaTt OT CeHHa XpeMa, HasanHu NOMUNN U XPOHUYHU OBCTPYKTUBHM

pecnupaTopHi 3ab0OnABaHWA, TbU KaTO NPy TAX € Hanuue MOBMILEH PUCK OT anepriyHn peakuuu. Te
MOXE Aa Ce NPOABAT KaTo aCTMaTUYHW NPUCTBLNN (T. Hap. aHanNreTu4Ha acTMa), eaeM Ha KBUHKe wnu
YPTUKApUA;

- NPA NALUKUEHTU, KOUTO pearvpaTt aneprmiyHo KbM Apyru BewecTsBa, TbW KaTo fPU TAX € Hanuvue
MOBULLEH PUCK OT peakuum Ha CBPBLXHYBCTBUTENHOCT NPy ynoTpebata Ha MUIM-400°.

TeXKN OCTPU peakuun Ha CBPBLXYYBCTBUTENHOCT (HAnp. aHadunakTUdeH oK) ca HabniogaBaHu
MHOTO psako. Mpu MbpeuTe NPU3HALK HA peakuusl Ha CBPbXYYBCTBUTENHOCT Chen NpueM/npraokeHue
Ha MWIr-400®, neuenveto TpabBa Aa ce cnpe. B CLOTBETCTBME CbC CMMMTOMMTE TpsGBa fa ce
npeanpueMaT MeaULIMHCKU MEPKU OT CrieuManu3npan nepcoHan.

M6ynpodeH, aKTUBHOTO BellecTBo Ha MUM-400%°, Moxe BpeMeHHO fa WHXWEMpa TPOMEOUUTHATA
(yHkums (TpombouuTHaTa arperauus). ETO 3all0 MaUMEHTM C HApPYWEHO KPLbBOCHCUMpBaHE TPAGBa
BHUMATENHO Ja ce npocneansar.

MNpy npoaobmKUTENHO npunoxeHue Ha MUM-400® ce usmuckBa pemoBHO npocneasBaHe Ha
4epHOAPOBHUTE CTOMHOCTY, 6BOpeyHaTa (yHKUMA U KPbBHATA KapTHHA.

[py NPOABLMKUTESNHO NpUNOXeHue Ha HONKOYCNoKoABaLLM MOXE Aa Ce NOABU rNaBoboNUe, KOeTo He
TpAOBa Aa Ce NEKyBa C yBeNUYeHue Ha A03aTa Ha NEKapCTBEHUS NPOAYKT.

Han-o6Wwo peaoBHOTO NpunoXeHMe Ha BONKOYCMOKOABAWM, OCOBEHO Ha KOMOMHALUS OT HSAKOMKO
OonkoycrnokosBally aKTUBHU BELLECTBA, MOXe Aa AOBede A0 NepcucTupawo 6bu6peyHo yepexaaHe ¢
puck oT 6bbpedHa HepoCTaTLUHOCT (aHanreTuvHa HedponaTus).

Mpn eaHOBpPEMEHHOTO npunoXxeHve Ha ankoxon ¢ HCIBC, HexenaHuTe peakuuu, CBbpP3aHu ¢
aKTMBHOTO BelLecTBo, 0COBEHO NO OTHOLUEHWE HAa CTOMAWHOYPEBHUA TPaKT WM UEHTpanHata HepBHa
CUCTEMA, MOXKE fia ce 3acCunAT.

o oTHOWeHUe depTunuTeTa Ha XEeHUuTe, BX. T. 4.6.

4.5 B3anMmopeiicTBMe C ApYrM NexKapcTBeHM nNPOAYKTM #u  Apyrm dopMu  Ha
B3aUMOAEHCTBHE

MeynpodeH (noaobHo Ha apyrute HCMBC), TpsibBa Aa ce npunara ¢ BHUMaHWE CbC CAEAHUTE
NeKapCTBEHW BELLECTBA:

Apyru HCINBC, BKAOYUTENHO canuuuiaTH

ERHOBPEMEHHOTO NPUAOXKEHUE HA HAKONKO HCTIBC MOXe Aa yBenuuu pucka OT CTOMallHOYpeBHW
A3BM U KPBBOM3AMB nopagu cvHepruveH edekT. ETo 3auo Tpsibsa aa ce uM36srsa eaHOBPEMEHHOTO
npunoxeHue Ha ubynpoden ¢ gapyru HCMNBC (BX. T. 4.4).

Anrokcut, hbeHUToOUuH, NMTHI

EaHOBpEMEHHOTO npunoxeHue Ha MUM-400® ¢ aurokcuH, GEHUTOMH M NUTUIF MOXE Aa YBENWUM




HCIBC Morat aa HaManaT eekra Ha AuypeTUuUUTE U Ha ApYru AHTUXUNEPTEH3NBHU NekapcTea. Tpu
HAKOW NAUMEHTM C KOMMpOMeHTUpaHa OvbpeuHa QyHKUMS (Hanp. AexuapaTUpaHU nauMeHTH Wawu
NalMeHTW B HanpeaHana BbL3PAacT C KOMNPOMEHTUpaHa ObbpeuyHa @yHKUMA), eAHOBPEMEHHOTO
npunoxeHue Ha ACE-MHXMOMUTOPU WAM aHTMOTEH3UH-II-aHTAarOHWCTM M areHTW, KOWTO UHXUbupaT
LUMKNOOKCUr€Hasata, MOXe Aa f[OBeAe A0 AONLAHUTENHO yBpexpaaHe Ha ObbpeuHata yHKuus,
BK/IIOYMTENIHO BEPOsiTHa OCTpa ObOpeYHa HENOCTATBYHOCT, KOATO OBMKHOBEHO e obpatuma. ETo 3alo
kombuHauusiTa Tpsabea Aa ce npunara ¢ BHUMaHMe, 0COBEHO B HanpegHana Bb3pact. [lauveHrture
TpaAbBa ga 6baaT AOCTaTLYHO XuApaTMpPaHM M TpaGea Aa ce MMa B Npeasva npocneassaHe Ha
OuOpeuHaTa dyHKUUA cnes 3anouBaHe Ha KOMBMHUPAHOTO NEYeHUe U NEPUOAUYHO cneq ToBa.

EnHoBpeMeHHOTO npunoxeHue Ha MUM-400%® Kanun-CbXpaHsBallM AMYpeTUUM MOXe Aa AoBeae A0
Xxunepkanmemus,

KOpTHKOCTEpONAM
[oBKLLEH PUCK OT CTOMALUHOYPEBHA A3Ba U KPbBOM3NUB (BX. T. 4.4),

AHTUTROMOOUMTHIN BEIUECTBA U CENEKTUBHN UHXMEMTOPU HA OBPaTHOTO 3axBallaHe Ha CepOTOHWHA
SSRIs

[lOBULIEH DUCK OT CTOMALHOUPEBEH KPbBOM3NUB (BX. T. 4.4).

HUCKW 403U alleTUNCanMuunoBa KUCenmKLa
EKCnepuMeHTanHM AaHHW MNOKa3BaT, Y€ NpUW efHOBPEMEHHO NPUNOXKEHUE noynpogpeH mMoxe aa

MHXUOUpa edeKTa Ha HUCKU [03K achmMpuH Bbpxy TpoMBouuTHaTa arperaumus. Bbnpeku ToBa obaue,
OrPaHUY4EHUATA Ha Te3WU AaHHW U HECUTYPHOCTTA OTHOCHO EKCTpanonauuaTa Ha ex VIiVO AaHHUTE KbM
KNUHWYHaTa CUTYaLusa O3HaYaBaT, Ye He MOraT Aa Ce HaNpasAaT KaTeropryHK 32KMIOUYEHUA 33 peaoBHaTa
ynotpeba Ha ubynpodeH # He ce ovakBa Aa Bb3HUKHE KIMHUYHO 3HAUMM edekT Npu CnopagvuHa

yrnoTpeba Ha ubynpodgeH (Bx. T. 5.1)

MeToTpeKkcar
Mpunoxenueto Ha MUM-400® 24 yaca npean MAM cnen NPUNOKEHUETO HA METOTPEKCAT MOXE /A
AOBEAE A0 NOBUWEHN KOHLIEHTPALMN Ha METOTPEKCAT U 10 YCUANBAHE Ha TOKCUUHUS My edexT.

LIMKNOCNOpUH

PUCkbT OT yBpexkaaHe Ha 6bbpeunTe O UMKIOCNOPUH MOXE Aa Ce YBEeNUYW NPU eOHOBPEMEHHO
NPUNOXKEHUE Ha HAKOM HECTEPOMAHWM NPOTUBOBL3NANMTENHU neKapcTBa. To3u edekT He MOXe fa ce
M3KNIOYK 33 KOMBUHAUMATA Ha UMKNOCNOPUH C ubynpodeH.

AHTUKOArynaHTu
RCMBC moraT ga ycunar edekra Ha aHTUKoarynaHTvTe, kaTto sapdapuH (BX. T. 4.4).

CyndoHunypentu

KNnuHU4HU NpoyuBaHWA NOKasBaT B3auMOAEWCTBUA MEXAY HECTEpOMAHUTE MPOTUBOBLINAIUTE/HM
nekapcrea U aHtupuabetHute (cyndoHunypendHu). Bonpeku ue A0 MOMeHTa He ca CcbobliuaBaHu
B3aUMOAEHCTBUA Mexay ubynpodeH u Cyndorunypeiinn, Npu eAHOBPEMEHHOTO UM MPUMIOKEHUE KATO
npeanasHa MApPKa e npenopbyBa NPOCNEeAsBaHEe Ha CTOMHOCTUTE Ha KPbBHaTa 3axap.

TakponuMmyc
[pU eaHOBPEMEHHOTO NPWAOXKEHUWE Ha ABaTa NEKAPCTBEHW npoaykra ce yBenuyaBa pUCKa OT

He(POTOKCUYHOCT.

31a0ByaAnH
WUMa AoKasaTencTsa 3a NOBMUIEH PUCK OT XeMapTpo3un W xXemaTomMu npu  HIV-nosuTMsHM
XeMopunuuwu, KOUTO NpuemMaT eAHOBPEMERHO 3U40BYAUH U MbynpodeH.

Mpobereuna v cynduHnNnpazoH

JlekapcTBeH MpOAYKTH, KOWUTO CbAabpaT npobeHeuma v CynduHNU
excKpeuusaTa Ha ubynpodeH.




4.6 bpeMeHHOCT U KbpMeHe

bpeMeHHOCT

UHXMOUpaHeTOo Ha nMpocTarnaHAUHOBaTa CUHTE3a MOXE Aa nosnuse HebnaronpuaTHO 6peMeHHOCTTa
u/unn eMbpuoHanHOTO N detanHoTo passutue. [JaHHWM OT enuaeMMONOTMUYHKM NPOYYBAHWSt NOKA3BaT
MOBUWEH PUCK OT CNOHTaHHW abopTU U CbpaevHn MandopMaunM U racTpowusuc cnea ynotpebarta Ha
MHXWOUTOPU Ha NPOCTarNaHAUMHOBATA CUHTE3a NpU paHHa OpemeHHOCT. CuuTa Ce, Ye PUCKBLT Ce
yBENMYABa C A103aTa U NPOAB/DKUTENHOCTTA Ha TepanuaTa.

[1pK KMBOTHN NPUNIOXKEHUETO HA UHXUOUTOPU Ha NPOCTarNaHAMHOBATA CUHTE3a BOAU A0 YBENWYEeHU
npe- U nocTuMnNAaHTauMoHHM 3arybu u eMbpuo-getaned nertanuter. OcBeH TOBa € CboblUeHa
yBeNU4eHa 4ecTtoTa Ha pasnuuHK MandopMauny, BIIIOMUTENHO CbPAEYHOCHAOBM, MPU XUBOTHU, HA
KOWUTO Cca npunaraHM WHXUOUTOpPM Ha npocTarnaHAvHOBaTa CUHTE3a NO BpeMe Ha nepuoda Ha
opraHoreHesara.

[0 BpeMe Ha MbpBUA U BTOPUS TPUMECTDLP Ha 6peMeHHOCTTa, nbynpodeH He Tpabea aa ce npunara,
OCBEH aKO HE € U3KNIOYUTENHO HANOoXUTENHO. AKo MbynpodeH ce npueMa OT XKeHU, KOUTO Ce OnNUTBaT
Aa 3abpeMeHeAaT wnKu Nno BpeMe Ha NbPBUA M BTOPUA TPUMECTbP Ha OpemMeHHOCTTa, go3aTta TpabBa Aa e
Bb3MOXXHO HaU-HUCKATa, a NPOAL/MHKUTENHOCTTa HAa IeYEHWE ~ Bb3MOXXHO HaU-KpaTKa.

[0 BpeMe Ha TpeTua TPUMECTbD Ha OpeMeHHOCTTa, BCUMKWA UHXMOUTOPK Ha NpoCTarnaHAMHOBAaTa
CUHTEe3a:
- MOraT A1a M3/10XaT naoaa Ha
e KApPAMOMNYAMOHANHA TOKCUYHOCT (C NpeXAeBpeMeHHO 3aTBapAHe Ha AYKTYC apTepuosyc W
6enoapobHa xunepToHun);
o OubpeyHa AUCHYHKLMKA, KOATO MOXe fla nporpecvpa Ao OudOpeuHa HenoCTaTbYHOCT U
ONUrOXUAPAMHHOH;
- MOraT Ja aosenat npyu ManukaTa v nnoja B Kpas Ha 6peMeHHOCTTa AO:
e BbL3MOXHO YBENIWYEHO BpEME HA KbpBeHe, NPOTUBOCHCUPpBALL edexT, KOUTO Moxe Aa
HacTbLNMKU AOPU YU APU MHOIO HUCKK A03M;
e fOATUCKAHE Ha MATOYHUTE KOHTPAKLMKU, KOETO BOAU A0 3abaBeHO UMK YABI/DKEHO paxaaHe.

CneposatenHo ubynpodeH e NpoTUBONOKAa3aH N0 BpeMe Ha TPeTUA TPpUMeCcTbp Ha bpeMeHHOCTTa.

KbpMeHe
AKTUBHOTO BetlecTBO UbynpodeH U HeroBute MeTaboNMTU NpeMMHaBaT 8 Manku KOJIM4YeCcTBa B

MaWuUMHOTO MNsKko. TbiW KaTo AOoCera He Ca WM3BECTHW BpeAHWM nocneauuu npu HOBOPOAEHOTO, MO
NPUHLUN NPU KPaTKOCPO4HO NPU/IOKEHUE HE CE U3UCKBA NMPEYCTAaHOBABAHE HA KbpPMEHETO.

PepTUNnTeT
AMa HAKOM fAaHHM, Ye NeKapCTBa, KOMTO UHXMOUPAT UUKNOOKCUreHasa/npocTarfiadavH CUHTe3aTa

MOraT Aa HapywaT hepTunuTeTa Ha XXeHaTa Ype3 NOB/IMABAHE Ha OBYNAauuATa. ToBa € oBpaTUMO Mpw
NPeYCTaHOBABAHE Ha JIUEHWUETO.

4.7 EdexTn BupXy cnocobHocTTa 3a wodrupaHe u pabota ¢ MaLLIMHMK

Tbil KaTo NPU NPUNOKEHUE HA BMCOKU 403U MUIM-400® Moxe na ce NpOSBAT HEXENaHN peakuun oT
CTpaHa Ha LeHTPaNHaTa HEPBHA CUCTEMA, KAaTO OTNAAHANOCT WU 3aMAsHOCT, B U30N yau MoXe
Na Ce Hapylu CrocoBHOCTTa 3a pearupaHe U akTMBHO y4yacTue B YAWYHOTO Ta ¢
MalLIKMHW. ToBa BaXwu C NO-ronsMa cuna Nnpy KoMGMHAUWA C ankoxon. :

4.8 HexenaHu nexapcrBeeHi peaKium



3a oUueHKa Ha HexxenauutTe peakuuu kaTto 6asa ce NpueMa cnegHaTta vyecrora:

M+uoz0 vecmu: “YYecmu:

2 1/10 =21/100 do < 1/10

Hevecmu: Pedku:

21/1 000 0o < 1/100 =1/10 000 0o < 1/1 000

MHoz0 pedxu: -

< 1/10 000, ¢ HeuzsecmHa Yecmoma (He Mo2am 0a Ce U3Yucam om Hanu4Hume 6aHHU)

CNUCbKbT OT CNefHUTE HeXenaHW peakuun O06XBaw@ BCHUMKWM HEXeNaHW peakuuu, KoUTo ca
M3BECTHWU NpU neuveHune ¢ nbynpodeH, BKNIOYUTENHO U Te3U NPU NPUAOXKEHWEe HA BUCOKU 03U 33
NPoOAbHKUTENHO BpeMe Npu NaUUeHTU ¢ peBMaTU3bM. TlocoveHaTa 4ecToTa ¢e OTHACA 3a MHOTO peaku
CboOLLEeHN, MpPU KPaTKOCPOYHO NPUNOXKEHWe Ha [03U A0 MakcuMmanHo 1200 mg ubynpodeH 3a
nepopanHun Aoc3o08K dopMu N MakcuManHo 1800 mg 2a cyny3uTopuvu,

Tps6Ba Aa ce MMa NpeaBua, Ye CNeAHWTE HEXEenaHW peakuuu ca A030-3aBUCMMM M BapupaT npu
Pa3/IYHUTE NaLUEHTH.

Hal-uecto HabnmoaaBaHUTE HeXenaHu peakuuy ca CTOMallHOYpeBHW no npousxoa. Moxe Ja
Bb3HUMKHAT NEnTUYHKU A3BW, nepdopauns WA CTOMalHOYpeBeH KpbBOM3NUB, MOHAKOra dartaneH,
ocobeHOo Npu HanpegHana Bv3pacT (8X. T. 4.4). Cnea npunoxeuue ca cbobljasaHu rageHe, NOBpLbLUaHE,
anapus, dpnatyneHuus, 3anexk, Aucnencua, KopeMHa 60nKa, MeneHa, xeMaTeMesa, y/uepo3eH CTOMaTHT,
ek3auepbauus Ha konuT U 6onect Ha KpoH (BX. T. 4.4). MNo-psako e HabnioaaBaH racTtput. PUCKLT OT
NPOABa Ha CTOMAWHOYPEBEH KPHLBOM3NMB 3aBMCU OT NPUNOXEHaTa A03a U NPOALMKUTENHOCTTa Ha

yrnorpeba.

MMa CbOobWeHUst 3a OTOK, XUNepToHWd U CbpAedYHa HEeAOCTAaTbYHOCT BbB BpPbL3KA C JjieUeHne C
HCIMNBC.

KNMHUYHO npoyusaHe U enuaeMUoNoOrMYyHU AaHHW NOKa3saT, 4ve ynotpebata Ha wbynpode,
0Cco6eHO BbB BUCOKK A03M (2400 mg AHEBHO) M NPOAB/IKUTENHOTO NPUNOXKEHNE, MOXKE Ad Ce CBbPXAaT C
NEeKO MOBULLEH PUCK OT apTepyanHui TPOMBOTUUHKU UHLMAEHTU (Hanp. MUOKapaeH WHPapKT uAu UHCYNT)
(BX. T. 4.9).

CbpgaeyHu HapylueHUs

MHOro peaku: nannNUTauuM, Cbpae4Ha HEAOCTaTLYHOCT, MHGAPKT Ha MUOKapAa.

HapyleHUA Ha KPbBTa U HHMQHBTE CUCTEMd

MHOrO peaKu: HapylieHO KpbBooOpasyBaHe (aHemMusi, neskoneHusn, TpoMbouuToneHus,

NaHUUTONEHUA, arpaHyioLMTo3a).
MopBuTe 6ene3n MoraT Aa Ca NOBUWEHa TeMnepaTypa, Bb3NAneHoO Mpio, NOBHPXHOCTHA paHUHKH
B YCTaTa, rpunonoAcbHU onnaksaHus, CUNHA OTNAAHANOCT, KbpBEHE OT HOCA U OT KoXaTa.

KpbBHaTa KapTuHa TpsAbBa Ala ce Npocneassa PeqoBHO NPy NPOLbIKUTENHO NeHeHHe.

Hapylienua Ha HepeHaTa cUCTeMa

HeuecTu: HapylleHua Ha UeHTpanHata HepBHa CUCTeMa KaTo rnaBobonue, 3aMagHOCT, bescbHue,
Bb30OyAa, TPEBOXKHOCT, pa3apasHUMOCT UNYU OTNAaHANOoCT.

HapyweHust Ha O4UTE

HeuecTu: 3puTenHu HapyLweHus.

Hapywenus Ha ywnTte u nabupuHra




Peaku: TUHUTYC.

CToMaluHOYPEBHU HAaPYLLEHUS

YecTy: CTOMAWHOYPEBHU ONNAKBAaHWS KATO NUPO3MC, KOpeMHa OOnKa, rageHe, nOBPbLUAHE,
dhnaTyNneHUMs, AMapus, 3anek v Nexn CTOMalHOYPEBHW KPbBOW3SIUBW, KOUTO B U3KMOHUTENHU Cy4au

MOraT Aa AoBEAAT A0 aHEMUA.

Heuect: CTOMAlLHOYPEBHW A3BU, C BbL3MOXEH KPbBOM3NMB WAM nepdopaums. YnueposeH
CTOMaTHUT, exk3auepbauuna Ha konut wnu 6onecrt Ha KpoH (BX. T. 4.4), racTpur.

Muoro peaku: esodarut, NnaHkpeaTuT, obpasyBaHe Ha YpeBHU, NOAOSHU Ha auadparMa CTpPYKTYpH.

MNauueHTbT TPAGBa Aa 6bae MHCTPYKTUPaH Aa cnpe npuemMa Ha NeKapCTBEHUA NPOAYKT U Aa oThae
BeAHAra MpW nekap nNpy NosBa Ha cunHKU 60nNKa B ropHata 4acT HA KopemMa unM MeneHa wim
XxeMaTeMesa.

Hapyweuua Ha 6vbpeunTe U NMKOYHUTE MbTULIA

MHOro peakun: obpasyBaHe Ha OTOUM, OCODEHO NpU NMAUMEHTU C apTEpUanHa XWUNEPTOHUA WAKN C
6ubpeuHa HeAOCTaTbLUHOCT, HEePPOTUHEH CMHAPOM, WHTEpCTULUManeH HedpuT, KOWTO MOXe Aa ce
CbAbTCTBA OT OocTpa 6vbpeyHa HeaOCTaTBLYHOCT.

YepexaaHe Ha OvbpeuyHara TobkaH (nanMnapHa HeKpo3a) W NOBULIEHW KOHUEHTpauun Ha
NUKOYHATA KMCENUHE B KPbBTa CbLUO MOXEe Aa Bb3HWKHAT B PpEAKWU Cyyau.

Eto 3awo 6vbpeyHata dyHKuMs Tpsbea peaoBHO Aa ce npociennsa.

HapyiieHUa Ha KOXaTa U NOAKOXHATA TbKaH

MHOro peaku: Oyno3HM peakuuW, BKIIOUMTENHO CUHAPOM Ha CTUBLHC-IDKOHCBH M TOKCUYHA

enuaepManHa HeKponusa.
B M3KNIOYMTENHU CAy4au MOXE [ia BbL3HWMKHAT TEXKM KOXKHM WHMEKUMU W MEKOTbKAHHWU

YCNOXHEHWA NO BpeMe Ha Bapuuena (BX. cbillo “MHPekuu 1 napasuTosu”).

UHdeKUUU 1 NapasuTo3u

MHOTO pAAKO € onucaHa ek3auepbauuss Ha MHGEKUMO3HU Bb3naneHws (Hanp. passBuTME Ha
HeKpOTU3NpaLl hacuMUT) NPU MPUIOKEHWETO HA HECTEPOMAHM MPOTUBOBL3NANUTENHW CpeacTea. ToBa
Hall-BEpOATHO € CBbP3aHO C MEXaHW3Ma Ha [AEUCTBME Ha HECTEPOMAHMTE MNPOTUBOBL3INANIMTENHN

CpeacTea.

Mpu nosiea WM B/ICLLABAHE Ha NPM3HALU HA MHGEKLMA NO BpeMe Ha NPUNOXKEHUe Ha MUr-400® ce
fpenopbyBa NauneHTbT BefiHara Aa foceTu nekap. Tpabsa aa ce NpeueHn ganu TOBa € NoKasaHue 32
aHTUMHEeKUMOo3Ha/aHTUOUOTUYHA Tepanus.

MHOro psako npyv npunoxeHuwe Ha ubynpodeH ca HabniogaBaHW CUMNTOMW Ha acenTu4eH

MEHMHIUT C BpaTHa pPUrMAHOCT, rnasobonue, ragede, NOBpblUAHE, BUCOKA TeMmiepatypa U 3aMblrieHo
Cb3HaHue. MauueHTM C aBTOMMYHHM 3abonaBaHua (SLE, cMeceHa cCbeAuHUTEeNnHO-TbkaHHa ©6onect)

M3rnexza ca NpeapasnoNoXeHu.

CbA0BM HapyweHns

MHOrO peaKku. aptepuanHa XMnNnepToHKUA.

HapyweHUs Ha UMyHHaTa CUCTEMa




HeyecTu: peakuun Ha CBPLXYYBCTBUTEMHOCT C KOXEH OOpUB # CupbexX, KakTO U acTMaTU4YHu
NPUCTBNKU (C BbL3MOXHO CnajaHe Ha KPbBHOTO Handrade). [auneHTouT TpabBa Aa € MHCTPYKTUPaH Aa
yBEeAOMY BEAHAra nekap v crnpe npuema Ha MUM-400% 8 Tosu cnyuaii,

MHOroO pefKku: TeXKU reHepanusvpaHu peakuuu Ha CBPbXUYBCTBUTENIHOCT. Morat Aa ce NposBAT
KaTO OTOK Ha JIMLUIETO, NOAYBAHE HA €31Ka, OTOK HA NapMHKCAa CbC CTECHABAHE Ha AWXATE/THUTE MbTULLA,
PECNUpPaTOPEH ANUCTPEC, ChpLiebreHe, CnajaHe Ha KPBBHOTO HANAraHe A0 XXMBOTO3ACTpaLlaBaly LUOK.

AKO HSKOM OT TE3W CUMMNTOMU CE MpPOSBM, KOETO MOXE [a Ce CIy4u AOpPU W Npn AbpBoO
NPUIOXKEHWE, Ce U3UCKBA He3a6aBHa Nekapcka HaMeca.

HMbYHOYEPHOAPOOHK HapylueHus

MHOro peaku: HapylleHuMs Ha udepHoapobHata QyHKUMA, YepHOAPODHO yBpexaaHe, ocobeHo npu
NPOABLMKUTENHO neveHue, YepHoapobHa HeaOoCTaTbYHOCT, OCTbP XENaTUT.

[cMXMYHKU HapyLieHUs

MHOro penku: NCUXOTHUYHW peakuun, aenpecus.
4.9 Mpeposampane

CvMnTOMU Ha Npeao3upaHe

Kato cMMNTOMM Ha Npeao3upaHe MoXe Aa Ce MOABAT HapyWweHus Ha UeHTpanHaTa HepBHa
CUCTEMA, KaTo rnaBobonue, CBETOBLPTEX, 3aMAAHOCT M 3aryba Ha Cb3HaHve (a npu aeua M
MWOKNOHMYHKM KOHBY/ICMM), KaKTO U KOpeMHa 6071Ka, raaeHe U nospbitaHe. OCBEH TOBA €3 Bb3MOXHHU U
CTOMAaLHOYPEBEeH KPLBOW3NUB U HapylieHa uyepHoapobHa u 6bbpeuHa ¢yHKuuA. B gonbAHEHUE KbM
TOBa MOXE A3 Bb3HUKHE XUMNOTOHUSA, NOATUCKAHE Ha AUWIAHETO W LIMAHO3A.

TepaneBTHYHM MEPKU NpY Npeao3npaHe

Hama cneunduyeH aHTUAOT.
TepaneBTUYHUTE Bb3MOXHOCTU 338 NeYeHue Ha UHTOKCUKauusTa Ce PbKOBOAAT OT CTEneHTa,

TeXeCTra U KNIMHUYHUTE CUMITTOMU CNopeq obwmTe MepKHU NPU MHTEH3UBHO NeveHue.

5. ®APMAKONOIMYHU CBOUCTBA

5.1 ®apmakoanHaMMMHN CBOUCTBA

dapMakoTepanesTUYHa rpyna: NpOTUBOBL3NANUTENHU U aHTUPEBMAaTUYHU NPOAYKTU, HECTEPOUAHU

[ponu30BAHK H8 NPONUOHOBATA KUCE/MHA

ATC koa: MO1AED1

WU6ynpodeH e HecTeponaeH NPOTUBOBL3NANMUTENEH NEKAPCTBEH NPOAYKT, KOWTO B KOHBEHLIMOHANHY
eKCNEepUMEHTU C XMBOTHU HA Bb3MANMUTENHWM MOAENW, € AOoKa3an e(peKTUBHOCT upes UHXUbupaHe Ha
CUHTEe3aTa Ha npocTarnaHauHuTe. Mpu xopa wbynpodeH Hamansea CBbp3aHata C Bb3aseHne OONKa,
OTOK U NOHWKaBa TemnepaTypaTa. B aonbnHeHue KbM ToBa, MOynpoded uHxubupa ALO- u konarel-
nHayuupaHata TpoMbOLWTHa arperatus.

ExCnepuMeHTanHu [aHHW MoKasBaT, Ye Npu e4HOBPEMEHHO npunoxeHue wubynpodeH Moxe Aa
UHXMOMpPa edeKTa Ha HUCKW AO03W acnuMpvH BbpxXy TpombouuTHaTa arperauvs; B eaHo npoyysaHe, npw
NPMNOXEHUE Ha eauHuuyHa ao3a 400 mg wbynpodeH B paMkuTe Ha 8 daca npean wnv A0 30 MUHYTH
cnen He3abaBHOTO OCcBObOKAaBaHe Ha fAo3aTa acnMpuH (81 mg), ce Habnoaasa HamansBaHe Ha edekTa
Ha aueTWNCanMUMAOBaTa KucenuHa Bbpxy 00pasyBaHeTO Ha TpPoMOOKCaH Wnu ='-,=,_:..\::
arperauua. Bounpeku ToBa o06aye, OrpaHudeHUsT2 Ha TE3U AAHHKU




5.2 ®dapMaKoKHHeTWYHM CBOMCTBa

Cnea nepopanHo npunoXedHue, ubynpodeHn ce pesopbupa 4acruyHO B CTOMaxa M cnep Tosa
HAaMb/IHO B TbHKUTE yepBa. Cnen metabonusbM B 4YepHua Apod (Xnapokcunmpane, Kapbokcunupase),
(bapMaKONOrM4HO HEAKTUBHUTE METaboNUTH Ce eNUMUHMPAT U3LAI0, OCHOBHO Ypes 6vbpeuute (90 %),
HO CbLO U Ype3 XJThuKaTa. EIMMUHABUMOHHUAT NOAYXMBOT NPU 3APABHU UHAMBUAWU, KAaKTO U NPU TE3U C
yepHoApoOHU U 6bbpeyHn 3abonasanuns e 1,8 — 3,5 vaca, CBLP3BAHETO C MAAZMEHUTE NPOTEMHU €
okono 99 %. MakcuManHu nnasMeHu HUBa Cied NepopanHO NMPUIOXKEHUE Ha NeKapCTbBeHU GOpMU C
HOPMaNHO ocBoboXgaBaHe ce aocrTurar cneg 1-2 yaca.

5.3 TlpeaAKNMHMUHMK JaHHM 3a 6e30nacHOCT

CyOxXpOHMYHATA U XPOHUYHATA TOKCUYHOCT Ha MDynpodeH npyv NpoyuBaHWs NpPU XXWBOTHW Ce
NPOABABA MNABHO NoA dopMaTta Ha nesunm U S3BU B CTOMALLHOYpeBHUA TpakT. In vitro m in vivo
NPOYYBAaHMA HE A[ABaT KMMHMYHO 3HAYUMKM AOKA3ATENCTBa, He MbynpodeH nputexxasa MyTareHH!
edekTH. HAMa A0Ka3aTencTsa 3a KaHueporeHHu edekTn Ha udynpodeH B Npoy4vBaHUA MNpu NNbXOBE U
MULLIKM,

UobynpodgeH Boan A0 nHXUbMpaHe Ha OByNaLMATa NpY 3alun, KakTo M A0 HapyLLeHa WMNnaHTauus
APU PasiMuHU XXUBOTUHCKKM BUAOBe (3aeK, NMNbX, MMibKa). EKCnepuMeHTanHu NpoydBaHus Npu NAbxX U
3aeK NnoKaseart, 4Ye ubynpodeH npeMuHasa npes rnnauentarta. Cneg NpUNoXeHue Ha A03U, TOKCUYHK 33
MaUKaTa, B NOKONEHUETO HA MITbXOBETE CE NPOABABA MOBUWIEHA 4ECTOTa Ha Mandopmauuy (KaMmepHu

cenTanHu gedektn).
6. PAPMALEBTUMHMA AAHHMA
6.1 CnUchbK HA NOMOUHHUTE Bellecrsa

CopueBuHa Ha Tabnetkara

LapeBUYHO HULWLIECTE

CUNULIMEB AUOKCUA, kKononaeH Ge3soaeH
HaTpueB HUWECTEH rMnKoNaTt (Tun A)
MarHesmeB cTeapar

OUNAMOBO NOKPUTUE
XUNPOMENo3a

makporon 4000

noeuaocH K 30

TuraHoB auokena (E 171)

6.2 HecbvrBMecTUMOCTH
He e npunoxumo.
6.3 Cpok Ha rogHocCT
3 roavHu
6.4_ CneynanHy ycnoBUA Ha CbXpaHeHue

TO3KU NEKAPCTBEH NPOAYKT HE M3UCKBA CEeUMKaANHU YCNOBUS HA CbXPaHeHHs.

6.5 [auun 3a onakoBkarTa



Baucrep, KOUTO € CbCTaBeH OT Henpo3padeH PVC dunM u anymuHveso $onuo, o6BUTO C
NEpPraMeHT, B KapTOHEHa KYTHA.

[ oNneMuHa Ha ONaKoBKaTa:
10, 20, 30 n 50 punmuparn TabneTku,

He BCuukK BUAOBE OMAKOBKKM MOraT Aa 6baaTt NyCcHaTu B npoaaxba.
6.6 CneuunanHmu npeanasHN MEpPKu Npu U3XBbPAAHE

HaMa cnelanHy U3NCKBaHUS.

7. NMPUTEXXATEN HA PASPELLUEHUETO 3A YNOTPEBA
Berlin-Chemie AG
Glienicker Weg 125
D-12489 Berlin, 'epMaHua

8. HOMEP(A) HA PASPEIUEHMETO 3A YNOTPEBA

11-2195/02.06.2008
Per.N2 20080088

9. 1ATA HA NbPBO PA3SPELLABAHE/NMOAHOBABAHE HA PA3SPELLIEHUETO 3A YTIOTPEBA
02.06.2008

10. JATA HA AKTYANIN3MPAHE HA TEKCTA
Hexemspu, 2008 r.
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