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- 2. KAUECTBEH U KONUWYECTBEH CBCTAB

AKTMBHOTO BELLecTBO e HaTpmnes-[o-[(2,6-auxrnopdeHun)-amutol-deHun]-adetat (=diclofenac
sodium/gukrodeHak HaTpuia).

100 mg TabneTku ¢ yabrbkeHo oceoboxasaHe

Beaka Tabnetka C yOoBLIDKEHo ocaoGom,anaHe VOLTAREN® RETARD cebabpa 100 mg
AviknodheHak HaTpua,

3a cnuchKa Ha NoMOLLHMTE BellecTsa BXK. 6.1

3. NEKAPCTBEHA ®OPMA
dunmupara TabneTia ¢ yawmKeHo ocsoboxgaBaHe

4. KMIMHNYHKY AAHHW
4.1 TepaneBTUYHN MHOUKALUN
fledeHne Ha !

* BbINATMTENHN U [ereHepaTusHU thopMy Ha cTaBHW 3ab0nABaHWA. pPeBMaToMAeH
apTPUT, OBEHUMEH XPOHUMEH "apPTPMT, aHKWIo3upall CrOoHAWIIAT, OCTeoapTpuT W
CMOHAWNApTPO3a, OGOMesHeHy CUHAPOMU Ha rpbbHauHUA CThMG, UsBLHCTaBeH
peBMaTU3BLM;

e [IOCTTPaBMaT4Ha W nocrongpaTtuBHa SonKka, Bb3NaNeHWe WNK OAyBaHe, Hanp. cneg
cTomMaronorMdHa nnu optonedidlHa onepaunn;

o OGonesHeHUM WWUNKM BBLINANUTESNIHKM CHCTORHUA B TVMHEKONOIUATA, Hamp. MbpeKYHA
JANCMEHOPEA U aiHEKCUT.

4.2 NloaypoBKa ¥ HAUYMH Ha NpURoXeHue

lpenopwbuBa ce Ao3aTta da ObAe UHAMBUAYANHO CbobpaseHa M BL3MOXHO Hai-HuUcKaTa fos3a
Aa 6bfe npunaraHa 3a BbAMOXHO Hail-kpaTkk rneprod oT Bpeme. .

Tabnetkute TpsbBa Aa Ce MOMbINAT LNt ¢ TEUHOCT, 3a NPeANouMTaHe Npean xpaHa u He
Tpsbea na 6baar pasapobapardyt Ny ObBKaHW.
Bb3pacTtHu

lMpenopbusaHata HavanHa fosa e 100 go 150 mg - efHa TabneTka VOLTAREN® RETARD
TabneTkn c yAbivkeHo oceBoboxpgasaHe 100 mg. Tlpu no-fieky criydan, Kakto u npu
npoasskuTenHa ynotpeba, oBukHoBeHo ca joctaTbyHu 75 go 100 mg AHesHO.

Koraro CUMNTOMUWTE Ca NOo-W3paseHy Npes3 HotTa unk CyTpuHTa npenopsYuTEeNnHO € AHeBHaTa

deua v nogpacTeawm

Mopaau Bucokata Aosa VOLTAREN® RETARD TabrieTy ¢ yAbIDKEHO 0C
He e NoAXoAsUl 3a gela 1 nogpacTaallm.
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4.3 MpoTuBonoxazaHusa

¢ WNzBecTHa CBPBXYYBCTBUTENHOCT KbM aKTUBHOTO BelWeCTBO UMW KbM HAKOE OT
noMolWHUTE BelecTBa.

e AKTMBHa CTOMalLHa UNW YpeBHa A3Ba, KbpBeHe unu nepdopaLus.
_» TlocneaHusi TOUMECTBP OT BpemeHHocTTa (BX. Touka 4.6. bpemeHHocT 1 KepMeHe).

e Texka yepHoapobHa, Gvbpedda wnu cbppeyHa HeAOCTATLYHOCT (BX. Touka 4.4.
CrieLmanHu NpeRynpexaeHnst U npegnasHn Mepku 3a ynotpeba).

o TlopoBHo Ha pApyruTe HecTepouaHW nPOTUBOBBL3NanMTenHn cpegctea (HCMBC),
VOLTAREN® RETARD e npoTusonokasaM npu nauueHTH, npy KOUTC NpUCTbnuTe Ha
acTMa, YPTUKapua W OCTbP PUHWUT ce NPOBOKMPAT OT aueTuncanuuuioBa KMCcenuHa

* unu gpyrn HCTIBC.

4.4 CneyumanHu npeaynpexneHus u npeanasHy Mepku 3a ynotpeba

Mpeaynpexaenns

Mpu Bcrukn HCMNBC ca cboblapaH ¢rydan Ha KbpeeHe OT CTOMALUHO-YPEeBHUA TPaKT, A3BK
unu nepcopalns, kouTo mMorat fa bbpar dharanHu v MoraT ga HacTBNAT Ha BCEKW eTan oT
nevyeHueTo, ¢ unu 6e3 npegyrpeauTenHy CUMINTOMIW UMM aHaMHECTUYHN AaHHK 38 CepPUO3HW
CTOMALHO-YPEBHN MHLMAeHT. TlocneacTeuATa ca MO-TEXKN NpuU NALMeHTU B HanpeaHana
BL3pacT. Ako npu naumenT nekyaHun ¢ VOLTAREN® HacTbnn kbpBeHe OT cTOMAalLHO-
YpEBHWS TPaKT unu ce obpasyBa A3Ba, Npuema Ha nexapcTBOTO TPAGBa Aa ce npeycTaHoBn.

TEXKM KOXHW pPeaKumn, HAKOW OT KOMTO haTanHu, BKNKYBALM eKcdponvaTuBeH AepmaTur,
cuHgpoM Ha CTuBBLHC-IDKOHCHLH, TOKCMYHa enuaepmanHa Hekponusa ca ceoblaBaHit MHOMo
PAAKO BB BpL3ka ¢ npuma Ha HCTIBC, B ToBa uvcno 1 VOLTAREN® (Bx. 4.8. Hexenau
nexKapcTBeHK peakumy), Marnexaa, Ye Hal-BYCOKUAT PUCK 3a MNauveHTuTe Aa uUmaT Tesu
peakL € paHo B X0Aa Ha NeYEHVETO, B NOBEYETO Cryvau HavanoTo Ha peakumsTa HacTenea
B MbpeMA Mecel . MpuemsT Ha VOLTAREN® Tpsifea fa ce npeycTaHoBW Npy NbpBUTE NPosBY
Ha KoxeH oOpuB, JMraBuMYyHW ne3uy urKn Kakeuto W Aa buno apyrn npoABW  Ha
CBPBbXYYBCTBWTENMHOCT.

KaxTo npu Bemuky octadany HCIBC, moraT ga HacTenaT anepruyHi peakuun, BKNIOYUTENHO
aHacunakTuyHKW/aHaUNakTongHN peakuun, B Peakn cnyyYan Aopu rpu nvunca Ha npegxofgHa
ekcnioanums kM diclofenac.

MogofHo Ha ocraHanute HCMNBC, nopagu thapmakofgnHamuiHUTE cU CBOMCTBA VOLTAREN®
MOXEe [a 3amacknpa NPU3HaLWTE U CUMNTOMUTE Ha UHbEeKLMN.

MpennasHu Mepkn
O6wn

Tpatea ga ce n3bArsa efHOBPEMEHHOTO MPUNOXEHWE Ha VOLTAREN® cwe cuctemun HCIBC,
BKMIOYUTENHO CENEKTUBHU MHXMOKUTOPK Ha LMKIOOKCUFeHasa 2 Nnopagwn nuncara Ha
JoKasaTtericTea, CBUAETENCTBALLN 33 CMHERTUMHA NON3a Y Nopaan Bb3MOXHOCTTa OT
OOMBbNHUTENHW HEXENaHW peakumnu.

OcofeHo BHUMaHWe & Heobxopumo rpw NauMeHTW B HanpeaHana Bb3pacT, npuemMaly
OCHOBHW NexapcTBeHu rpynu. Mpy Tesn nauneHTw, KakTo U Npy NauneHTUTe G HACKO Ter
Terno, ce npenopbyBa ynorpeba Ha Hal-HucKaTa edhekTMBHA 4033,

TabrieTkte ¢ YABIKEHO ocsoboxjaBaqe VOLTAREN® RETARD CLALPXKAT 3
BpB3Ka C TOBA He Ce MpefopbyBaTt Mpu NaUUeHTW ¢ pefku HacnencTeeHn 3ab
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ranakrosHa  HEenoHOCUMOCT, TeXbK nakrtaseH geduUUT WnM  [NIoKO30-TanakrosHa
Mana6cop6umsa unw 3axapaso-nacmantasHa HeoCTaTbLYHOCT.

CthnLTeTBaWa acTMa

Mpy nauWeHTATE ¢ acTMa, B CPABHEHWE C APYTUTE MauueHT!, ca no-4ecTu Ce30HHUTE
areprudHn PUHATY, OTOKBLT Ha HOcHaTa nurasuiua (T.Hap. HOCHU NMONUNK), XPOHUYHN
oBcTpykTMBHY HGenogpobhn 3abonsBaHUs MY XPOHNYHK NHDEKLMN Ha QUXaTenHuTe NbTuWa
(ocobeHo, ako ca CBBP3aHKU CbC CUMITOMY NOGOGHU Ha anepriiyeH PUHUT), peakuvn crnpsimo
HCIBC kaTo exksauepGaLma Ha actmara (T. Hap. HEeNOHOCUMOCT KbM aHanreTuum/
aHanreTndHa acTMa), egem Ha KesuHke nnu yptukapus. Nopaau Tosa npy Tea3n nauveHT ca
HeoBXoAMMN CrieLMariHn NpeanasHit MepKu (FroOTOBHOCT 3a CrnellHa rnomoLl). Tosa ce oTHacs
CBLLUO Taka 1 3a NayueHT aneprudHA KeM Apyri cyBcTaHLmn (Hanp. KoXHU peakuunm, cbhpbex
UK ypTUuKapus).

CromallHO-upeBHU edPeKTn

Kakto npu Beuukn HCTIBC ce Hanara CTpor MEOMLMHCKN KOHTPON, M e Heobxogumo
cneumanHo BHUMaHUe, KoraTto VOLTAREN® ce npegnuesa Ha nauneHTu cLC CUMMTOMM
yKasBallll CTOMAaLIHO-YPEBHN HapyLIeHWA WITKW ¢ aHAMHECTUYHW AaKHW, npefnonaraly sAssa
Ha cToMaxa Wnn YyepBsaTa, KbpBeHe Wrn nepdropauma (Bx. Touka 4.8 HexenaHn nekapcrseHun
peakuum). PUcka 3a KbpBEeHE OT CTOMAatUHO-YPEBHUA TPAaKT € MNO-BUCOK MpK NoKauBaHe Ha
posata Ha HCTBC v npy nauneHTy ¢ aHamHesa 3a s13Ba, 0coBeHo ako e yCnoXHeHa ¢ KepseHe
Ny nepdopalns 1 Npy NawmMeHTy B HanpegHana BL3pacT.

3a HamansBaHe Ha puUCKa OT TOKCMMHOCT 3a CTOMALUHO-YPEBHMA TPaxkT npyu nauuveHtv ¢
aHaMHe3a 3a A3Ba, 0COBEHO aKo e YCNoXHeHa ¢ KbpeeHe unit nepdopauus U Npu NaunMeHT B
HanpegHana BbL3PacT, neveHneTo TpsbBa ga ce 3anoyBa W nogdwpXa ¢ Hali-mankarta
echekTvBHa Ao3a.

Mpn Tesn nauveHT, a CLLIO W NPY NauKeHTW uMalinm egHoBpemMeHHa Hyxda OT NekapcTea
ChAbPXaLLM HUCKW A03W aueTuncanuuunosa kucenuHa (ASA)/acnivupuH nnn Apyrv NPOAYKTY,
33 KOWTO € Bb3MOXHO Aa YBeNnuuaT pucka 3a CTOMALLUHO-YPEBHUs TpakT, TpAbea Ja ce uma B
npeasus KomGuHMpaHa Tepanus ¢ NPOTEKTMBHU MPOAYKTW (Hanp. MMSOMPOCTON  Unu
WHXMOKUTOPW Ha NPOTOHHATAa NomMra),

MayweHTU ¢ aHaMHE3a 3a TOKCUYHK NPORBN OT CTPaHa Ha CTOMALUHO-YPEBHUA TPaKT, 0CoBeHo
flaMeHTH B HanpegHana Bb3pact, Tpabea Aa ceoblwasar 3a Boudku HeobudalHu, CUMnToMU
OT cTpaHa Ha Kopema (ocobeHo kbpeede). [MpernopbuBa C& BHUMATENHO NPUNOXEHWe fpu
nayuexT nonyyYaeall efAHOBPeMEHHO MNPOAYKTW, KOWMTO MoraT fa yBenwuyar pucka or
yruepauvs WM KbpBeHE, KaTo CUCTEeMHW KOPTUKOCTEPOMAMW, aHTUKoarynaHT, aHTu-
TPOMEBOLMTHU FIPOAYKTM WM CenekTUBHM uHXxubutopn Ha obpaTHOTO 3axBallaHe Ha
cepoToHuHa (BXX. Touka 4.5. BsaumogelicTeBne ¢ Apyri NeKapcTeeHn NPOAYKTA 1 Apyru dopmm
Ha B3auMOLeNCTBNE) .

HeoBxoaum € CTPOr MERULMHCKI KOHTPON W BHUMaHWE NpW NauMeHTy ¢ YNUeposeH KOUT unu
Goniect Ha Crohn, Tbit KaTO CLCTOSHMETO MM MOXe Ga ce Briowun (BX. Todka 4.8 HexernaHu
NeKapCTBEHN peakLum).

YepHogpobHu edekTn

HeoGxogum e CTpor MeQULUHCK KOHTROS, Korato ce npegnicea VOLTAREN® Ha nauuenT! ¢
yBpegeHa YepHodpobHa yHKUMRA, TBIA KaTo ChCTOAHWETO UM MOXe Aa Ce BrioLn.

Kakro v npu gpyrute HCMBC wmoraT ga ce noBwular CTOAHOCTUTE Ha enm
yepHoapoOHY eHaumu. KaTo npeanasHa MapKa npyu NPOLLIPKUTENHO feveHne ¢
HeoBXoAUMO NEepUoAMYHC Aa ce cneau udepHoppobHaTa (hyHKUMA. AKO
yepHoppobHUTE MoKasaTenwu npoaw/kasaTt Aa 6naaT WSBbH Hopmara unm
rofiAiMa creneH, ako ce NOABAT npu3HauW WY CUMNTOMM Ha YepHoppobHo
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aKo HacTuMAT gpyrn nNposiey (Hanp. eosnHodunvA, oBprB), NPUNOXKEHUETO Ha VOLTAREN®
TpsGBa Aa ce NpeycTaHoBW. XenaTuT MoXe Aa HacTeny 1 6es npogpomartHi CUMITOMM.

MoBMwEHD BHWMaHwe € Heobxopumo npu ynotpeba Ha VOLTAREN® oT nauueHty ¢
yepHogpobHa nopupus, Nopagu BE3IMOXHOCTTA TOW A @ OTKMIOYN fpUCTBLA Ha 3abonssaHeTo.,

Bu6peuHu edekTn

Tl KaTO ca QOKNTaABAHW CrnyYan Ha 384bpKaHe Ha TEYHOCTM 1 OTOLM MO Bpeme Ha nevyeHre ¢
HCIMBC, e Heobxoaumo ocobeHO BHMMaHWE NpW HaLUMEHNTW C yBpeAeHa cbpAevHa wunu
Gbbpeura cyHKUMs, C aHaMHe3a 3a XMNepToHNA, NaLyeHTH B HanpeHana Be3pacT, NauueHTu
eJHOBPEMEHHO NpUeMaLly AVYpeTuUM Wi NPoAYKTA, KOUTO MOorar CepuoOsHO Aa NOBNUSAT
EubpevHaTa QyHKUMA, KaKTo W NpW nauMeHTuTe CbC CbLIECTBEHO HamandABaHe Ha
eKkcTpauenynapHnsa obemM, He3aBUCUMO OT NPUYMHATAE, HanpP. NPeawn K Crieq rofemu XUpPYprvHu
VHTEPBEHLIMN {BX. TOYKa 4. 3 MpoTueonokasaHug). B Tesn cnydaw, KaTo npegnasHa MsapKa npu
ynotpeba Ha VOLTAREN® ce npenopwysa npocneasisaHe Ha 6bbpeuHata QYHKLM,.

CnupaHeTo Ha TepanuATa OOWMKHOBEHO ce rnocnegsa OT BL3CTAHOBABAHE HA W3XOAHOTO
ChCTOSHMUE.

Xematonornuuu edekTn

Mpy npogbkuTenHa ynotpeba Ha VOLTAREN® kakto npu ocranammte HCIBC e
MpenopbYNTErHO, ,pPEA0BRO Aa Ce MPOCNeiABa KPbBHATA KapTHa .

Kakto ocTaHammTe HCMBC, VOLTAREN® moxe BpeMeHHO fa noATucHe arperaumsTa Ha
TpomBouutute. TlauMeHTUTE € HapyleHus B KpbBOCkCUpBaHeTo TpabGsa pAa Owbgar
HabnogasaHn BHUMaTENHO.

4,5 '‘BsaumopgeiicTeMe ¢ ApyrM FeKapcTBEHM MNPOAYKTM W ApyrM  @opMU  Ha
B3avMoOencTBUE

WN3BpoeHuTe no-acny B3auMoaeiicTBus BknousaT HabnioaaBaHuTe npu VOLTAREN® RETARD
CTOMALLHO-YCTONUMBIK TABNETKN NN Apyr nekapcTeern hopmuy Ha gukiiodeHak.

Jlumuii: nNpu egHOBPEMEHHO MpunoXxeHwe ¢ IUTUWA, OuKnodeHak MoXe na noBuwK
nnasMeHUTe KOHLEHTpaUwn Ha nuTua. MpenopbMBa ce npocnefssaHe Ha CepyMHUTE HUBA Ha
MTHA.

fluzoKkcun: Npy eOHOBPEMEHHO NpUNoXeHue OuKnodeHak MoOXe fa NnoBullKM nnasMeHuTe
KOHLEHTpaumM Ha jguroxkcuua, [iperiopwyBa ce npocrefssaHe Ha CepyMHUTe HuWBa Ha
OVFOKCUHA.

JAuypemuyu u aHmuxunepmensueHu nekapcmea: Kakto npu octananute HCIMBC,
eQHOBPEMEHHOTO NPUNOXeHMe Ha AuknodeHak ¢ AuypeTUu Wnu aHTUXUNEPTEeH3NBHN
nexapctea (Hanp. Beta Griokepu, UHXUBNTOPK Ha AHIMOTEHaUH-KOHBEPTUPALLWA eHaum (ACE-
WHXMBUTOPY) MOXE [a Hamanu aHTUXUNEPTEeH3WBHWAT um edexT. [lopagm TOBa, Tasu
komBuHauus TpaGea ga ce npunara ¢ ocobeHo.BHUMaKKe W nauuvexTuTe, Hal-Bede Tesn B
HanpegHana Bk3pacT, nepuoguyHo Tpabea fa npocneasiBar CTONHOCTUTE Ha apTepuanHoTo ¢n
HanaraHe. (lopagy NOBULIEHWS PWUCK OT HEeIPOTOKCMYHOCT nauueHTUTe Tpsbsa ga bvpar
pnobpe xugpatupany, n ga um e npocnegssarHa 6LOpevHaTa yHKUMA NpY 3anovBaHe Ha
KOMOWHKpaHO nedveHne ¢ guypetium 1 ACE MHXWBuUTOopn, KaxkTo v NEepUoanYHO cnep Tosa.
CoMbTCTBAWIOTO JEYeRMe C Kanui-ChbxpaHABally FEKapcTBEHM NPOAYKTM MOXE Aa ce
acouumMpa ¢ NMOBULLEHN CEPYMHU KOHLUEHTpaUMW Ha Kanws, Nnopajn Koero € Heoﬁxo :

MOHWTOPUPAHE Ha CTOMHOCTMTE MY (BX. TouKa 4.4. CrieumanHn npegynpexaeHmn
MEPKN 3a ynotpeba).

Hpyau HCIBC u kxopmuxocmepoudu; EQHOBPEeMEHHOTO NpUNOXEHWe H
apyrn cncremin HCMBC unn koptukocTepouan Moxe ga noeulin vecroTat
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CTOMELUHO-YPEBHN NEeKapcTBeHW peakuun (8X. Touka 4.4, CrneunanHn npeaynpexgeHusa w
npeanasHy Mepkuy 3a ynotpeba)

AHmuxoazynaHmu u aHmu-mpomboyumsxu nekapcmeerHu npodyxkmu: Heobxogumo e
NOBULIEHO BHUMAHMWE NpKU egHoBpemeHHaTa UM ynoTtpeba, Thit KaTo MoXe fa Ce MOoBULIN pUCcKa
OT KbpBeHe (BX. Touka 4.4.Crieumantu npeaynpexgeHua U npegnasHn mepki 3a ynoTpeba).
Bwnpexn, ye KNUHWYHUTE NpOYYBaHUA He coyaT, ue AuKnodeHak noenusasa AeWCTBUETO Ha
AHTMKOArynaHTMTe, Ma e4MHUYHY ChOoDLWeHNs 3a NOBULIEH PUCK OT KbpBeHe Npy nauveHTy,
npuemMalln enHoBpeMeHHo AuknodeHak n aHTukoarynaHTu. lMopagw ToBa Ce npernopnLYsa
CTPVIKTHO NpocregaBaxHe Ha Tesn nauueHTu.

CenexmueHu uHxubumopu Ha obpamHomo 3axeawjaHe Ha cepomoHuHa (SSRIs).
EnHoBpemeHHOTO npunoxerHne Ha cuctemHn HCIMBC v SSRIs moxe ga yeenuum pucka ot
KbpBEHE OT CTOMalLHO-YpeBHNA TpakT (Bx. Touka 4.4. CneunanHn rpeaynpexaeHus U
npeanasHyu Mepkis 3a yrotpeta)

AHmubGuabemHu nexapcmeeHu nApodykmu: KNUHWYHWTE [pOyYBaHMA  MOKasBaT, ue
diclofenac moxe fa ce npunara egHOBPEMEHHO C repoparnHit aHtuanabeTHn nekapcrsa, 6es
[la NOBMNUABA TEXHWAT KMMHWYeH edekt. B xoma Ha nedvedue ¢ avknodenak, obave, ce
cLOOLLABa 3@ N3ONMPaHN CryYan Ha XMMNOTNUKEMWA U XUNEPruKeMKaA, Hanaraly npoMeHn B
Josata Ha aHTuavabeTHuTe npodykti. BbB Bpaska ¢ TOBA, KaTO npeanasHa MApKa, ce
npenopkysa HabnNWAeHWe Ha HUBATA Ha KpbBHaATa 3axap nNo Bpeme Ha eaHOBPeMeHHO
NpunoXeHue Ha Asarta npenapara.

Memompexcam: NoBULEHO BHUMaHVe & Heobxopumo nipy npunoxeHue Ha HCIMBC B cpok ne-
MambK UKW no-ronaMm oT 24 vaca rfpeau Wnu creg feqdedne ¢ MeroTpexcar, nopagn
BLAMOXHOCTTa 3a noBUllaBaHe Ha [nasmMeHata KOHUeHTpauua Ha MeToTpekcat u
yBENWYaBaHe Ha TOKCWYHOCTTa MY.

Husrrocriopur:  Kaxkto  ocTavarmte HCNBC, guknoteHak moxe ga  1OBMLIN
HedPOTOKCMHHOCTTa HA LMKIOCTIOPVH ropagn noenussaHe Ha 6uOpeyHuTe npocTarnaHamuHn.
Mopagu ToBa TOW TpsabBa fHa ce npunara B NO-HUCKW [103W OTKONKOTO MpW nauueHt™ He
ripuemaLlyt LIMKITOCTNIOpuH.

XuHononoeu aHmubGaxkmepuanHu nekapcmea; Cvobljasa ce 3a nsonupadu cnyvan Ha
rLpPYOBE, KOUTO MOXKe Aa 6bAaT NpeansBuKaHn OT egHOBPEMEHHOTO NPUoXKEHNe Ha XUHOMOHN
u HCIBC.

4.6 bpeMeHHOCT U KLpMeHe
bpemeHHoCT

MpunoxeHnero Ha pauknocdenak npy GpemeHHW xeH He e npoyusaHo. [lopagu Tosa
VOLTAREN® He TpsbBa ga ce npuemMa npes MbpBuTe f[Ba TpUuMecTbpa oT BpemeHHOCTTa,
OCBEH aKo noTeHUWanHaTa nonsa oT fieYeHWEeTo 38 Maikata € no-rongmMa oT pyucka 3a fnnoja.
Kakro v npu octananute HCIMBC, yrnotpebata my Mo Bpeme Ha TPeTUd TPUMECTLP OT
BpeMeHHOCTTa € NPOTUBOMIOKa3Ha, MNopagn Bb3MOXHOCTTA OT MarodyHa MHepTHOCT W
npexaeBpemeHHo saTsapsHe Ha ductus arteriosus (B Touka 4.3. [lpoTwsonokasaHws)
ExcnepviMeHTanHuTe NpoyyBaHia Npu XWBOTHU HEe rOKas3BaT MPAKO WM HENpPsKo TOKCUYHO
Bb3deicTBue Bbpxy OpemeHHOCTTa, embpuoHanHoTo/ceranHo passuTtue, paxiaHeTo U
MOCTHATANHOTO passuTMe. (BX. Touka 5.3, MpefKNMHNYHN AaHHK 3a 6e3onacHoCT)

KbpmeHe

Kato v gpyru HCIMBC, diclofenac, npemuHasa B kbpMara B MAnku KolmqecTtsa.
VOLTAREN®, He TpsfBa Aa ce Nnpuema No BpeMe Ha KbpMeHe, 3a Aa ce usber
fleKapcTBeHN edheKT 3a KbpMayeTo.

QepTUnUTeT
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Kakro n gpyrwre HCIBC, npunoxexuero Ha VOLTAREN®, MOXE Aa yBpegn eHCKuA
hepTUNUTET I HE Ce NPENopBHBAa MPY XKeHU, KOUTO NPaBaT onnTh Aa 3abpemeHenT. Ipy Xexu,
KOWTO MMaT TPYFBHOCTYK Npn 3abpemeHsBaHeTo Unu ce nacneasar 3a 6eannogve, Tpsabea ga ce
o6chan npexparsiBaHe Ha ynoTpeGata Ha VOLTAREN®.

4.7 EchekT BBLPXY CNocoGHOCTTa 3a Wodhnpave v paboTa ¢ MallHu

MaureHTi, KOUTO UMAaT 3PUTENHN HaPYLIEHWA, YYBCTBAT 3aMasHOCT, CBETOBLPTEN, CbHMNBOCT
Wnu gpyra HapylweHus Ha LeHTpanHaTta HepBHa cucTema, [oKaTo Npuemar VOLTAREN?®,
TpsGsa Aa ce Bb3AbpKaT oT WodupaHe unv paboTta ¢ MallnHN,

4.8 Hexxenanu nieKkapcTBeHN peakyum

HexenaHute peakuwi (Tabnvua 1) ca nogpedenu crioped YecToTara, Kato Hal-vyecTuTe ca Ha
MLPBO MACTO, W € U3MON3BaHa criegHaTa Bb3afnpueTa knacudukauma: yectu (>1/100, < 1/10),
Hevect (>1/1000, <1/100), pegkw (>1/10 000, <1/1,000), mHoro pegknt (<1/10 000},
BKIIOYUTENHO U30NUpaHy CbobLLeHNs.

WabpoeHute no-gony HEXEran nexapcrseHi edeKTn, BKMoUBAT Tesu cboblwasaHn npu
ynotpebara Ha VOLTAREN® RETARD cromawHo-yctolumeuM TabrneTkn wmnu  Apyru
nexkapcTBeHW hopMK Ha AuMknodeHaKk KakTo Npu  KpaTKoCpouHa Taka W Npy NPoAbIKUTesiHa
ynotpeba.

Tabnvya 1

HapyweHusi Ha KpBOHOCHAaTa M numdHa
cucTemu

MHoro peaw: TpomGouvToNeHus, NeEBKONEHNs, aHeMUA
(BKMICUNTEITHO XEMONUTNYHE W annacTi4Ha
aHeMusR), arpaHynounTosa,

HapyuweHua Ha UMyHHaTa cUCTeMa

Pegku: CBpbX4YyBCTBUTENHOCT, aHatUNaKTUYHU 1
aHadMAaKTONGHK peakumy (BKN. XUMOTOHUA W
LLOK).

Mrioro pea. AHIMOHEBPOTAYEH OTOK (BKN. NULIEB €AEM).

MeuxuuHu HapylweHna

MHoro pegku: NesoTvexTauus, aenpecus, 6e3cktHue,
KOLLMAapK, PasapasHUTENHOCT, NCUXOTUYHI
HapyileHus

HapyweHun Ha HepBHaTa cucTeMa

UecTn: rasobornue, 3amasaHoCT.
Pegnki: CuHnusocT
Mtoro pegku: MNapecTesun, HapylweHus Ha nameTTa,

Tbp4OBE, TRPEBOXHOCT, TPEMOP, acenTuyeH

MEHWHIT, BKYCOBU HapyLUEeHUs, , MO3BYHO-__
CbAO0B VHLMAEHT /
¥
HapyweHus Ha ouuTe > o

MHoro pegxu: HapYLUEHWE Ha 3PEHVETO, 3am
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BUKA@He, AUNNonus.

HapyuweHuna Ha yXO0T0 U BETPEWHOTO YX0
YecTu:
MHoro peaku:

CeeTOBBLPTENK
BrioweH cnyx, TUHUTYC.

CupaeyHn HapylweHun
MHoro pefxn:

MannuTtauuy, rpbaHa Gonka, chpagyHa
HefoCTaTBLUYHOCT, MHMAPKT HA MYOKapaaTa

CbaoBU HapyWweHUs:

MHoro pegxim:

XunepToHUs, BacKynuT

PecnupatopHu, rpbaHn U MeiuacTUHANHM
HapyweHus:

Pegkn:

AcTma (BKI. 3aayx)

MHoro pegku:

MHEBMOHUT

CroMalHo-YpeBHU HapylleHns

Yectn:

Pepku:

Muoro pegku:

ageHe, NOBPBLLLAHE, Anapus, AUCENCUs,
KopemHa borika, thnaTyneHLinA, aHOpeKCus

[acTpuT, KbpBEHE OT CTOMALLHO-YPEBHNSA
TpakKT, XemaTeMesa, MeneHa, KbpBasa
Ouapus, CTOMaLlHa Wil YpeBHa A38a € UnK
Hes KbpBeHe unu nepdopadiysi.

Konut (BKn. xemoparnyeH KonvT K
eksauepbaLmi Ha YNUeposeH KonuT 1
6onect Ha Crohn), 3anek, CTOMaTtuT, rMOCuT,
HapyLUeH1A Ha xpaHonposoaa, gvardparmo-
NOA06HM YPEBHN CTPUKTYPK, NaHKpeaTuT,

Xenato-6unuapHu HapyleHus

YecTu: YBenuieHne CTONHOCTATE Ha
TpaHcamuHasuTe,
Pepiuw: Xenartur, XbnTeruua, YepHoapobHu

MHoro pegku:

HapyLieHus.
GynMUHAHTEH XenaTuT

HapyweHusa Ha koxara U NoAKoXHaTa
ThKaH

Yectn:

O6pus.

Pegku: -

YpTukapus.

MHoro pegku:

BynosHu epynuuu, eksema, e
multiforme, cuHgpom Ha Stev
TOKCKHYHA envaepMantda Hek
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Ha Lyell), excchonuaTmeeH AepmaTtiT, Koconaga,
peakuum Ha oTOUYBCTBUTENHOCT; Nypnypa,
aneprindHa nypnypa, cepbex.

HapyweHusi Ha 60peunTe U NMAKOYHUTE
MbTULWA

MHoro pegkua: Octpa 6b6pevHa HeOCTaTLYHOCT,
XemaTypus, NpoTeurypusi, HedposeH
CUHAPOM, UHTEPRCTULMANEH HepuT,
6L0OpeyHa nanunapHa Hekpoaa.,

O6wM HapyLieHUA ¥ eddeKTU Ha MACTOTO Ha
npunoxeHne

Pepki: Otoxk

4.9 Npepoz3npane
CumrrTomu

Hama TunuyHa KIMHWYHA  KapTuHa, acouuuMpaHa ¢ npefosupaHe Ha  auknodieHak.
MNpenosnpaHeT™o MOXe Aa npeaussBiika CUMITOMM KaTo: NOBPBLLUAHE, CTOMALUHO-YPEeBHO-
KbpBEHE, AMapwvs, 3aMasHOCT, TUHUTYC MU IbpyoBe. B cnydail Ha 3HauMmo OTpaBsHE €
BLAMOXHO [a HacTBLNAT ocTpa BbLOpeYHa HefloCTaTLYHOCT U YepHoAPOBHO yBpEXKaaHe.

TepaneBTUYHU MepPKU

JNleyeHnero Ha octporo otpaBsHe c¢ HCIIBC Brkniousa fNasHO nogaobpXallu Mepku u
CUMNTOMATMYHO nNedeHne, 3a YCNOXKHEHWS KaTo XMNoToHuA, ObbpeyHa HepocTaTb4HOCT,
MepYoBE, CTOMALUHO-YPEBHK HapylweHus W rogTuckaHe Ha AWllaHeTo ce npunarar
NOAABPKALLM MEPKM N CUMIMTOMaTUYHO NevyeHue.

Marko BEpOsATHO e crieymanHy MepKii KaTo opcupana auypesa, guanusa unm xemonepdysus
Aa NoMorHaT 3a enumuHupaHe Ha HCTIBC, TubiA kaTo CcTerneHTa Ha TAXHOTO CBLbp3BaHe ¢
NPOTEUHUTE € BUCOKA W METABONM3MBT UM € EKCTEH3UBEH.

Moxe ga ce o6chiaa NPUNOKEHUETO Ha aKTMBEH BBITIEH NPW NOrMbllaHe Ha noTeHuwanHo
TOKCWMYHA CBPLXZ03a, W CTOMALUHO OYMCTBAHE ( Hamp. NpejussukeaHe Ha nospbliaHe,
cTOMaLLHa NPOMYIBKA) NPY NoribliaHe Ha NoTEeHUManHo X1BoTo3acTpallasalla 403a.

5. ®APMAKONOIrMYHU CBOUCTBA
5.1 dapmakoguHaAMUYHU CBONCTBEA -

dapmakoTepaneBTHYHA rpyna -

MPOTUBOSMBIUTENHA N MPOTUBOPEBMATUYHK NPOOYKTH, HECTEPOUAHW, NpoOU3BOAHM Ha
oueTHaTa kucenuHa u cpoaHu Bewectsa (ATC kog: MO1A B0O5S).

MexaHU3bM Ha geicTBUe

VOLTAREN® coabpa AuKnomeHak HaTpuii, HEecTepoMpHO BELLECTBO
aHTMPEBMATAYHK, NPOTUBOBLANANUTENHW, aHaMreTUYHW U SHTU-MUPETUYHU [
OCHOBEH MeXaHW3bM Ha AelCTBUe Ce CUUTa MHXMBUpaHeTo Ha npocTarnaHbuHE
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KOETO € [AEeMOHCTpUpaHo excrnepuMeHTanHo. TlpocTarnaHfguwHuTe urpast OCHOBHa pona B
npolecuTe Ha Bb3narneHue, Gorlka 1 NosullasaHe Ha TeMreparypara.

in vitro puknoteHak HaTpui He NoATUCKa BuocuHTe3aTa Ha NPOTeOrNUKaHw B Xpyllana B
KOHLISHTpALIMK, EXBUBANEHTHY Ha TE3W, AOCTUTHaT NPK Xopa.

dapmaxogMHaAMU4YHKU eheKTH

Mpu peBmaTiydHM 3abonsBaHUA MNPOTUBOBBL3MANWUTENHUTE W aHanreTUyHW CBOWCTBE Ha
VOLTAREN® npeauseuxeaT 3HaUNTENHO 0BnNekYeHWe Ha CUMNTOMWTE W MPU3HALMTE, KaTo
Bonka rpu nokoi, Gonka npv ABUKeHWe, CyTpeLlHa CKOBaHOCT W OToKa B CTaBUTE, W BOJAT [0
chyHKUMoHanHo nofotperne.

TMpW ROCT-TPABMATUUHM W AOCTOMEPATVUBHN Bb3nanuTenHy cheToaHus VOLTAREN® Gbpao
yCrioKkosiBa cnoHTaHHaTa Oonka u GonkaTa fpW ABWKEHWE W Hamarnssa MogyBaHeTo npu
Bb3NaseHue v 0ToKa Ha paHarTa.

VOLTAREN® Tabriertkn ¢ yabmkeHo oceoboxaasaHe € 0cobeHo Nogxopaw 3a NaumeHTy, npu
konTo HeobxoaumaTta AHeBHa gozvposka e 100 mg. EgHOKpaTHUAT AHeBeH npuem
3HAYUTENHO YrecHRBa NPOABLINKUTENHOTO NeYeHne 1 cromMara 3a UsbArBaHeTO Ha Bb3MOKHY
FPELUKU Npu A03UPaHETO.

5.2 ®apMaKkOKMHETUIHU CBOMCTRA

AGcopbuus

KonudecTsoTo oceoBofeH U pesopBupar auknodeHak ot VOLTAREN® tabnetkn ¢ yasmkeHo
ocBoBoxgaBaHe € CbLYOTO, KakTo rpu CTOMALIHO-YyCTOMYMBWTE Tabnetku, ako ce Chbau Mo
KOTMMUECTBOTO Ha HEMNPOMEHEHOTO BELEeCTBO U HErOBUTE XUAPOKCUNMpaHW meTabonuTtu B
ypuHata CuctemHaTta BuoHanmuyHocT Ha auknodeHak npu VOLTAREN® cromatuHo-ycToRumsm,
oBaue e okono 82% oT TasWu, NOCTWUrHaTa NpY ChlyaTa A03MPOBKA Ha CTOMALUHO-YCTOAYMBY
TabneTky (BepOATHO TOBa Ce ABLIDKM Ha 3aBucuMocT Ha “first-pass™ edpekTa OT ckopocTTa Ha
ocBoBOXAaBaHe Ha aKTMBHOTO BellecTBo). B pesynrtat Ha no-6aBHoTo ocBOBOMaBaHe Ha
akTvBHaTa cyBcTaHLmMs oT VOLTAREN® RETARD Tafnetku ¢ yObimkeHo ocBoGoxaaBaHe,
MVKOBUTE MMAa3MEHU KOHLEHTPALMA Ca TO-HUCKM OT Teaun, HabniogasaHn cnes npunoxeHueTo
Ha CTOMALLHO-YCTONUNBUTE TABRneTKu.

CpegHaTta NUKoBa rnnasmeHa koHueHTpauvs ot 0.5 micrograms/ml vnu 0.4 micrograms/ml ( 1.6
wnu 1.25 micromol/L) ce pocrtura cpefgHo 4 Jaca cnep npuemaHeTo Ha egHa tabnetka c
yobmKeHo ocBoboxparaHe ot 100 mg. XpaHeHeTO He oKassa KNMHUMHO  3HAYMMO
BL3ASNCTBME BbPXy abcopOuWATa U cucTeMHaTa BuoHanuyHoct Ha VOLTAREN® RETARD
TabneTkn ¢ yabmKeHo ocBoboxaarare. OT gpyra cTpaHa, cpefHa nnasmeHa KoHUeHTpaums oT
13 ng/ml (40 nmol/L) moxe fa Bbae oTHETEHA Ha 24 JYac cnefl NPUNOXeHUETO Ha VOLTAREN®
RETARD TtabneTtku ¢ yabmkeHo ocsoboxgasade 100 mg. ChbijecTByBa NUMHERHA 3aBUCKMOCT
MEXZY Pe3opbupaHoTO KONWYECTBO W roneMKuHara Ha fjosara.

Qkono nonoBuHaTa 0T Nepopando WUin pekTanHo npueTus auknodgeHak ce metabonuanpa no
BpeMe Ha MbpBOTO NpemyHaBaHe npes YepHna apob (“first pass” effect) n saTosa nnowra nog
KOHUeHTpaumonHaTa kpuea (AUC) e okoro gBa nbTi NO-mMarnka, B CpaBHEHWe C Tasu cnej
napeHTepanHo NPUIoXeHKke Ha ekBUBareHTHa 4o3a.

HabnogaBa KymynupaHe npu chnaseaHe Ha npenopbYBaHUTE 0388
MuHMManHWTe KOHUeHTpauuW npu MPOALIDKATENHO MPUNOXEHWe ca OKAf
nmol/L) rpw nedeHue cbc 100 mg VOLTAREN® RETARD TabGrej
ocsoboxaasaHe JHEBHO.
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PasnpepgeneHue

09.7% oT anknodieHaKk ce CBbP3Ba CbC CEPYMHWUTE NPOTEMHW, rnasHo ¢ anbymuHa (99.4%).
YcTaHoBeHusaT obeM Ha pasnpepeneHue ce n3uucnnasa Ha 0.12-0.17 L/kg.

JuknocdeHak NpeMWHasa B CUHOBMWanHaTa TeYHOCT, KbAETO MAaKCUMAHW KOHUeHTpauun ce
ycTaHoBsBaT 2-4 Jaca cnen [OcTMraHe Ha nuKoewWTe nNasMeHw Huea. BpemeTo Ha
nonyenuMuHupaHe ot cuHoBmanHaTa TevHocT e 3-6 vaca. [lBa vaca cnep gocturaHe Ha
MAKOBW NNazMeHu HUBA, KOHLIEHTPaLWATa Ha aKTMBHOTO BELECTBO € Bede [10-BMCOKa B
CUMHOBManHaTa TEYHOCT B CpaBHEHWE © NNna3marta v ocrasa Takasa fo 12 vaca.

BuoTpaHctopmaulmn

BuoTpaHchopmaumaTa Ha puKIoMEeHaK ce W3BbpluBa YacTUYHO Ype3 [MIoKYypPoHupaHe Ha
WHTaKTHaTa MONeKyna, HO rfaBHO Ypes eAWHWMHO WM MHOrOKPaTHO XWApoKcunupade wUnv
METOKCUINUPAHe, B Pe3ynTar Ha KOeTo Ce fonyqaBaT HAKOMNKO cheHonosn meTtabonurta (3'-
hydroxy-, 4'-hydroxy-, 5-hydroxy-, 4°,5-hydroxy-, #n 3'-hydroxy-4 -methoxy-diclofenac),
NMOBEYETO OT KOWTO Ce KOHBEpTWpaT AC [MIOKYPOHOBW KOHtorath. [lBa oT Tesn geHOonoBu
MeTabormTa ca GUONOrMYHO aKTUBHW, HO B MHOI'O NO-ManKa cTeneH oT AuKnoteHak.

EnumMunupane

ToTanHus cucTeMeH KIMPBLHC Ha AauknodeHak oT nnasmata e 263 + 56 ml/min (cpeana
crofiHocT £ SD). KpaliHust nony-xusoT B nnasvarta e 1-2 vyaca. Yetmpu ot metabonutuve,
BKMIOUYATENHO ABAaTa akTWBHU, CbLO WMAT KpaThK NnasmMeH nonyxueot oT 1 go 3 vaca. EaguH
or wmeTabonutute, 3'-hydroxy-4’-methoxy-diclofenac, uMma MHOMG no-AbABLr  rnasmMex
nonyXuBoT. Toan meTabonut, cbaye, € NPaKTUYECKN HeaKTUBEH.

Okono 60% oT npueTaTa [o03a Ce W3NbLYBa C ypuHATa KaTO [IFIOKYPOHOBKM KOHKrat Ha
WHTaKTHaTa Mornekyna W Kato Metabornuti, noBevyeTe OT KOMTO ChLUO Ce NpeBpbilaT B
FMOKYPOHOBKM KOHioraTu. [Mo-manke or 1% ce uwsnbuBa KATO HEMNPOMEHEHO BELLEeCTBO.
QOcTaHanaTa YacT OT JosaTa ce enuMuUHKMpa noj hopmara Ha MeTabonuauTh Ypes MbYHUA
COK B U3NpaXKHeHnATa. :

Oco6eHOCTH NPU HAKOWU NauneHTN

He ca HabniogasaHu aHausmy pasnuuua B pesopbuusTa, Metabonnama unv usnbYsaHeTo Ha
MeAVIKaMEeHTa B 3aBUCUMOCT OT BbapacTTa.

Mpy nauyueHTW, cTpagalwmn OT HapyweHne Ha ObOpedyHaTa QYHKUWA, OT KWMHETUKaTa Ha
EAMHNYHE 0033 HEe MOFaT [a ce HanpaBAT M3BOOM 3a KymynauWns Ha HenpoMeHeHO aKTMBHO
BELWEeCTBO, NpW W3non3gaHe Ha obudaiiHnTe TepaneBTUYHN cXeMW. [pK KpeaTUHUHOB KIMPBHC
no-mansk or 10 ml/min NM3YUCNEHOTO PABHOBECHO CLCTOAHWE HA NNasMEeHUTEe HUBa Ha
XUOPOKCKU-METabonUTUTE € OKOMO 4 MbTU NO-BUCOK OTKOMKOTO MPU HOPMArHATE radueHTu. B
Tean crydyait obade, MeTaGonuTTe Ce erUMUHMPAT YPes HMbYKaTa .

Mpv nawveHTH ¢ XPoHUYEH XenaTuT UNM KOMNeHcupaHa YepHoApobHa uMpo3a KuHeTukaTa u
meTabonmama Ha [uKnodgeHak ca cblUWTe, KakTo npu nauveHTn ©Ge3 uepHogpoGHO
szaBonsiBaHe.

5.3 MNpeAKNUHUYHY AaHHK 32 6E30MacHOCT

MpeaknUHAYHUTE AaHHK OT MPOYYBaHNS 3a TOKCUUHOCT C edvHWYHa M NOBTapsA
KaKTO ¥ OT MPOYYBAHUATA 33 FEHOTOKCUYHOCT, MyTareHHOCT W KaHLUEPOreHHOCT
He NOKa3BaT PUCK 3a XopaTa NpK onpederneHarTa TepanesTuyHa 4o3a. Hava goka
AVIKIIOMEHAK Ma TepaToreHeH MOTEHUMAN Npu MUKW, MITEX0BE WA 3aAuu.
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NuxnodeHak He noenusiBa epTunuteTa npy nmbxose. [lpe-, nepu- U MNOCTHATANHOTO
pasBuUTvie Ha MOKOMTEHWETO HE Ga 3acerHaTi.

6. PAPMALIEBTUYH OAHHU
6.1 CnUckLK HA NOMOLWHNUTE BélyecTBa

CbpueBUHa: 3aXapoaa; LIeTUIIoB ankoXor; NoBWAOH; MarHesnes cTeapar, CUNMUMeB AUOKCUS,
KonowneH 6essoaeH.

MokpuTre: xunpomenosa; npevucteH Tank;, nonucopbat 80; TwutaHwes puokeud (E171);
xeneseH okeud, uepseH (E 172), saxaposa; nonuetuneH rmukon 8000, mactuno: HepHo
(Opacode S-1-8015), wenak; MeQULUMHCKW BLIMEH.

6.2 HeCLBMECTUMOCTTHU

He ca nssecTHW.

6.3 Cpox Ha roqHOCT

5 roguHK OT gaTtara Ha rfpou3BoACTEO.

6.4 CneuyuvanHu yCNoBus 3a cbxpaHeHue
da He ce cexpaHsiBa Hag 30°C,

[a ce cbXpaHsiBa B opurMHarnHara onakoska.

VOLTAREN® RETARD TabreTiu ¢ yabmkeHo ocsoboxgaBaHe TpabBa fa ce CbxpaHsea Ha
MecTa HEAOCTHNHU 3a Aeua.

6.5 Bua 1 cbabpXaHue Ha ONaKkoBKaTa
TaGneTku ¢ yabmkeHo ocBoboxaasaHe x 100 mg x 10

7. TIPUTEXXATEN HA PASPELUEHUETO 3A YNOTPEBA

Novartis Pharma GmbH,
Roonstrasse 25, 90429
Nuernberg, Germany

8. PEMMCTPALMOHEH HOMEP:20020740
9. [OATA HA NBPBO PA3PEWIEHUE 3A YTIOTPEBA: 06.04.1986

-10. MOCNEOHA PEQAKLUMA HA TEKCTA: 28.02.2006




