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BpouxoMAKC 30 mg/5 m] cupon ) ) -
BronchoMAXX 30 mg/s ml syrup — eyl XA k. 6297
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2. KAYECTBEH U KOJIMYECTBEH CbCTAB

5 ml cHpom champkar Kato aKTHRHO BewiectBo 30 mg AmBpokconos Xuppoxnopun  {(Ambroxol
hydrochloride).

Tlomouigu BeimecTBa ¢ H3RecTHO AeHCTBHE: Tedeu copGuton (E 420), METHN NAPAXHAPOKCHBEH30AT (E 218),
nponun napaxyapokcHbensoar (E 216) u ap.

3a MBIEAA COHCHK Ha TOMOIMHATE BENICCTEA, BIDKTE TOYKa 6.1,

3. JEKAPCTBEHA ®OPMA
Cupon.

BpoixoMAKC 30 mg/5 m! cuporr € GHCTHP CBETIIONKBIT PA3TEOP, ¢ NONOB APOMAT HA MATHHA.

4. KJIHHHYHHU JAHHU

4.1. TepaneBpTH4HH HOKAZAMUN

CexpeTonATHYHO fiedeHne NpH OCTPH ¥ OBOCTPENH XPOHUYAN 3a60MABAHUS Ha 6pouxnre u 6emn apob,
CBUPOBOACHM C OOpasyBaHe Ha DATONOTMYHO TpOMeHes OPOHXWANER CEKPeT M 3aTpymHEHR npu
OTZENAHETO MY.

4.2. [Jo3MpoBKka H HA4HH Ha HPUIOKEHHE

Bo3pactHu 4 gena Hag 12 rogusn;

HavanHa nosa: npes nepeure 2-3 zuu no 10 ml 2 AvTH gHESHO (5 mi = 1 Jaena mexwuuka). Broocneacrane
nosara tpaGea Aa ce Hamamt Ha 5 ml 2 — 3 nuTY AHEBHD.

OnthmanHaTa IpoIBIKHTEIHOCT Ha TeYeHMeTo ¢ oT 8 1o 10 nuu,

4.3. ITIporuBonoKaIAHHA

He tpadRa Ka ce npunara npH MAuMEeNTH ¢ aHaMHE3a 33 ANEPIUYHEH PEAKUMM COPIMO GDOMXEKCHE WM
HETORHS MeTabONKT aMGPOKXCON HIH KbM RAKOS OT NOMOLIHKMTE BEUIECTRA, N30poeHH B ToUKa 6.1,
BponxoMAKC 30 mg/S ml cupon He ce npenopsusa npi OpeMEHHM KeHH B OEPBUTE TPH Mecella OT
GpeMEeHHOCTTA ¥ NPy NPOBEXAHO TEYCHHE HA CTOMALINA H JyONCHANHA S3BA.

4.4. Cnepyiaanm nipenynpesIeHust ¥ IpeuaIHu MepKH 1pa ynotpeba

Ambpoxcon ne TpsGBa Ja ce MpuUiara ChBMECTHO ¢ KOAEHH H APYTH NPOTHBOKALNIAIHY cpe

T¢3H NIEKAPCTBEHN UPOAYKTH C€ TPUIIArar ChBMECTHO, OTCTPAHABAHETO HA CEKPETA OT AN
M{KE 4 ¢ OKadKe TPYIHO.

Npunoxennero Ha amGpoxcon Npr naudesTd ¢ Gu6peyna wam yepHoapoGHA e
¢TaBa BHHMATEJIHO.



5 ml cupon cvabpaxar 2,25 g copGuTON, X0eTo 0Trosaps Ka 9,0 g copSuTon B MARCHMATHATA Npeftops1Bana
AHesRa gosa (20 ml). TlaimenTUTe ¢ BPONEHA HENMOHOCHMOCT KbM IpyKT03a He TpabBa A2 IPHEMAT TO3W
JieKapcTBes NpoayxT. Moske Ja IPHUMHE CTOMALTHO APa3HEHE H AHAPHA.

CrinecTsyBaT MHOro pesxu cbofilleHnd 3a NaUHeHTH, HpH KOMTO cien ynorpeGaTa Ha amMGpokcoa ca ce
NOABHITH OCTPH KOXKHH peakiiuil, KaTo cunapoM Ha CTHBLHC-IDKOHCEH U CHHIpPOM Ha Jlatin,

4.5. BzaumogeiicTeHe ¢ APYTy JeKapCTBeHH NPOIYKTH U APYTH GOpPMHE Ha B3aHMOReHCTEHE

Ilpunoxennero Ha amBpokcon ¢ aHTHOHOTHUM (AMOKCHIMNHH, NedypOKCHM, AOKCHIMKIMH WHIH
€PUTPOMHIIMH) BOAH JI0 NIO-BUCOKA KOHUCHTPAlHA Ha aHTHOHOTHINTE B SPOHXHANHMA CEKPET U CTIOHKATA.

ATPONIUH H HAKOH APYIM JIeKAPCTBEHHW NPOJYKTH VDHTEXABAT aHTWXOMMHEprHueH edekrt. Takuea ca:
aMaHTaJiH, TPHIUKIHIHH aHTHACTIPECAHTH, XAnonepsRo, 61okepu Ha H1 peuentopute u npoxannamun. Te
NOTHCKAT AKTHBHOCTTA HA PECHIYKHTE i HAMANABAT MyKOLUMIHAPHHA KIHPBHC. TOBa MOXe a NpeIH3BHKA
HaTpynBane Ha OpobxManes Cekper. BHcOKuTE MO3M AHTHTYCHBHH JHEK4PCTBEHM NPOIYKTH IIPHETH
CBEMECTHO ¢ aMGpOKCON, MOFAaT Na NOTHCHAT KAILMAYHRE pedeKc ¥ 1o TO3M HauMH ja 3aTpy HAT
OTCTPAHSBAHETO HA BTEUHEHUN 0T aMGpokcaa GpoHxmanes cexper,

4.6. DepuanTeT, GpeMEHROCT H KhDPMEHE

Bpesmennocm

AmBpokcon npeMHHapa Tpe3 TnalesTapHarta Oapreps. [IpeAKAWHHYNHTE NpOYYBAHWS He MOKAIRAT
JUPEKTHH  WIH  WHIMPCKTHH  YBpekgams  eekTH Ne  OTHOWEHWE HA  OpeMeHoCTTa,
eMOPHOHANHOTO/PeTANHOTO PAa3BUTHE, PAKAAHETO H TOCTHATAIHOTO PAIBMTHE.

HpoasmKUTENHA KAHBHIHE HaOMIOAEHHS NIPH GPWIOKEHYE HA TIPOIYKTA N0 BpeMe Ha OpeMeddocT crien 28-
T4 FeCTAUHONHA CeAMHUA, He 1oKaspaT 3aboneBaemoct. HesaBucumo ot tosa, Tpa6pa A3 6bAAT cHA3BaHM
obunafiunre NpeanasHy Mepky O OTHOMISHWE Ha yNoTpe(aTa Ha /EKApCTBEHH IPOIYKTH 1O BpeMe Ha
6pemennoct. Yrnorpebara Ha BponxoMAKC 30 mg/5 ml cupon, ocofeno npes mupsute TPH Mecella OT
OpemMeHHOCTTa, He Ce NPENoPBYBa, 3 B CIIEABAIHTE MECELH IPUEMa My JI2 CTABA CIE/l KOHCY/ITALKd ¢ eKap.

Kepmene

AMGPOKCON NpeMUHABA B MaUUHOTO MIBIKO. BLNpeku, e He ce 0%aKBaT HeGIaronpUaTHA edeKTH BEPXY
KbpMatero, ynorpebara na BpouxoMAKC 30 mg/5 ml cHpor OT kxpMely sKeHH He ¢& npenopbIBa,
Depmunumemn

[TpemicimununnTe Mpoyasanus He MOKA3IBAT AMPEKTHY WM MHIHPEKTHU YBpEXay eekTH [0 OTHOWEHNE
Ha eprannreTa.

4.7. Egexrtn BEpxy ciocofuoeTTa 3a modupane u pabora ¢ MatmuHu

Hsama nannn BponxoMAKC 30 mg/s ml cupon ga moeaugBa cuocobeoCTTa 33 wodupase u padora ¢
MAIHHU,

4.8. Hexenanu rexapeTeHN peaKiuH
OGuxnosero BponxoMAKC 30 mg/5 ml cupon ce nonacs no6pe.
Hexenanure 1ekapcTBeHN Peakiiyil ¢a KIaCH(PAUUPAHA [0 YeCTOTA H IO CHCTEMA-OPraH-K/1ac,

Hecrorara no MedDRA oTrosaps ua: Meoro dects (> 1/10), uectn (= 1/100 u < 1/10), nevec
< 1/100), pengu (= 1/10 000 u < 1/1000) u Muoro pexxu (< 1/10 000), BKIOUHTENHO ¢IHE

Cmomaiurno-1pesnu napyuenus
Heuectn: ragene, noBpeinane, nuapus,

Hapywenua na umynnama cucmema
Heuecru: anepruuny peaximu (06pus, copbex, ypTukapns, 3anyx).



Muoro peaku: asadunIaKTHIRM PeaKUWH, BOASIM 10 anadUIaKTHIEH UIOK.

Hapywienus Hd kodcarma u ROOKONCHAMA MBKAH
Muoro peaxu: 0CTPH KoxHY PEaKIMH, KATO ENMepMAllHa HEKPO3a H CHHIPOM Ha CTuBbHC-JKOHCEH.

Habmonasany ¢a NpeXOAHA OBHLICHHS HA CEPYMHBUTE TpaHcaMuHaik (AST, ALT).

Crobanane Ha [O03MpAHY HEXKENAHH PEAKIMY

Cro0MaBaHeTo HA NOJO3MpaHH HEXENAHM Peakuyd CJel paspellaBaHe 3a ymoTpeba Ha NEKAPCTREHUS
TPOAYKT € BakHO. ToBa IO3BONSBA 3 TPOABIKH HAaGMOAEHMETO HA CHOTHOWIEHHETO MONM32/DHCK 32
NEKAPCTREHHA MPOAYKT. OT MEITHUMHCKUTE CRSHHATHCTY C€ H3HCKBA 4a ChOOIIABAT BCAKA NOJO3MpaHa
HEXENaHa peakiyd Ha:

HsnsnunTennaTa areHnys 10 NEXapCTBaTa

vi.  Jlaman I'pyes™ Ne 8,

1303 Codgpus,

Tei.: +35 928903417,

yelcaiiT: www.bdabg
4.9. Ilpeaosznpane

Axo OPUETOTO KONMHUECTBO € JIPEliEHEHO Karo onacHe, ce NpaBH ¢TOMAIHA NPOMHBKA #H Ce TPOBEKIA
CHMNOTOMATHYHO JCYEHHE,

5.  @®APMAKOJIOrHYHY CBOMCTBA
51. DapmakosMHAMMMHY CBOHCTEA

dapmakoTepaneBTHURA TpyNa: Mykonutuimy,
ATC xon: ROSCBOS

BponxoMAKC 30 mg/5 ml cupon e NeKAPCTBEH NPOAYKT ¢ MYKOTHTHYRO H OTXPAUBAINO JeHCTBHE, KOETO
HMa NO-MaTbK eleKT BbPXy CekpelHATa HA AMXATeTHUTE MbTHIA. HamaneHuAT BUCKOIMTET HA MYyKyca
NO3BOIIABA 110-106POTO yHKUHOHKPANE HA PECHHYKHTE M YIECHIBA 0URCTBAHETO HA CEKPETHTE W JHLIAHETO.
Upes Ta3u MeIMKaUMs Ce HAMAIABAT ONNAKBAHUATA Ha IAUMEHTA OT KAULTHUA H XPaduKH, BponxoMAKC 30
mg/S ml cupon HOpMaTH3Upa NMPOAYKUHATA Ha GPOHXHANEH CEXPET; N0 TO3H HAYMH IUXATEHUTE MHTHINA Ce
TOKPHBAT OTHOBO OT £CTECTBEH MYKYCEH CJIOH.

Jlokannuar aHectetnueH edekT Ha aMOpOKCON e HaGMoaan BHPXY MOJEN HA 13eLIKO OKO, KOETO MOXe Ja
ce 0GACHH Che CBOHCTROTO Aa Grokdpa HatpheBHTe kaHami. Tlokasauo e in vitro, 4¢ aMGpOKcON Gnoxupa
KAOHHPAHH HeBPATHY HATPHEBH KAHANH, KATO CBBP3IBAHETO € 00PATHMO U 3aBUCH OT KOHICHTPALHATE.

Te3n Qapmakonoruyny cBoficTBa Ca B CHOTBETCTEHE ¢ JONMBIHHTENIHHTE HAOMOAEHHS B KIMHWUHM
NPOYYRAHMA 32 WICNEABAHE Ha ePUKACHOCT MpH NeveHHe ¢ aMOPOKCO] Ra CHMNTOMM B TOPHHTE OTJEMH HA
peciiipaTopHHA TPaKT, KOETO € JOBENO IO PI3KO HAMANABAHE Ha OONKATA M CBBDP3AHHA C Hes AMCKOMQOPT B
obnacTTa yxo-Hoc-Tpaxed 4pe3 HHXANALMA.

YCTaHOBEHO € in Vifro, 4e MPHIOKEHUETO Ha aMOPOKCON BOJM [0 3HAUWTEIHO PeNyUWPaHe HE CaMo Ha
OCBOOGKIABAHETO HA UMTOKMHH OT KpbBTA, HO ¥ HA THKAH-3ABMCHMATE MOHOHYKICADHH H
nonuMophORYKIeAPHH KIETKH,

OcBed TORA, ChbBPEMEHHU KITMHUYHH NPOYYRAHAA ¢ TabneTku 32 CMyJeHe, ChABMKAIIN aMGPOKCOs, IOKa3BaT
3uaquM edekr 3a ofnexyapane Ha BokaTa IPH OCTPO BBINAICHHE HA IbPROTO. CHIO TaKa, 3HAYHTETHO Ce
HaMagBa 334epPBABAHETO HA BE3NATEHOTO ILpIo.

5.2. @apMakeKHHETHYHH CROACTBA

Abcopbyun
Ab6coplumsTa Ha BCHHKH QOPMH 32 NEPOPATHO TIPHNOKEHNE ¢ He3aBaBHO OCBOGOKAARY
fbHA, NMpH JHHEHHA 34BMCHMOCT OT J03aTd, KOTATO NPOAYKTA € NPHIOKEH B
MaxcnmanuuTe nnasMenn HEBa e J0CTHraT 0T 1 10 2,5 4aca cliel NepOPAIHO IPHIoHR
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He3a0aBHO ocBoGoxaaBane  cliel okono 6,5 yaca 3a GoOPMaTa ¢ yILIIKEHO 0CBOGOKIABAHE, YCTAROBEHO €,
de abcomoTHaTa GMOHATMMHOCT CIEN MpMeM Ha TabneTka oT 30 mg ¢ 79 %. Kancymure ¢ VARIKEHO
0cB0OOXIaRANE TOKA3BAT OTHOCHTENHA GHOHANHYHOCT oT 95 % (1030-HOPMATM3HPAHA) B CPABHEHHE ¢
DHeBHA f03a 0T 60 mg (30 mg Apa TbTH AHEBHO) nOA HopmaTa Ha TabaeTky ¢ HesabaBHO 0cBOGOKIARAHE.

Pasnpedenenue

Pamnpenenesnero Ha amMOpOKCON OT KPBBT4 KbM THKEHHTE € GHP30 M SCHO W3PAEHO, KATO HAN-BUCOKA
KOHUEHTpaUHs Ha aKTHBHOTO BELICCTBO € YCTanoBeHa B Genyre npoGope. OGemMbT Ha pasnpenenesue criel
fepopasteH npreM € npuGmaanTenHo 553 1.

Y¢TaHOBEHO ¢, ue B TEPaNEBTHYHN IPaHWiY CEBPIBAKETO HA IPOTEHHUTE B IIA3MATA € 0KOmo 90 %.

Memabonusem 1 enuminupane

Oxono 30 % ot npunoxenara NepopaiHa 103a ce NHMMHUPA Ypes MeTaboIu3sM P THPBO IpeMHEABaHE.
AMOpoxcon ce wmerabonusupa TNaBHO B uepHus Apo6 upe: [OKYPORHPaHE M pA3LENBaHE A0
Iu6POMAHTPAHUIIOBA KUCEIKHA (MpnbTusATento 10 % oT 703aTa), ¢ H3KMOYEHHE HA HIKOH BTOpPOCTENEHHEHN
MeTalonuTH.

Ilpoyusanns Ha 4epHOAPOOHMTE MMKDO3OMH MpH HYOBeKa nokaisar, 4¢ CYP3A4 e mpeobnajasaiuara
#30QopMa, 0TTOBOPHA 32 MeTaloNH3Ma Ha aMOPOKCON K0 AuGpPOMARTPABHIOBA KUCEIHRA,

B pamkuTe Ha 3 THH OT HepOpaTHHA NpHeM, NpHOTH3HTEAHO 6 % OT 103aTA OCTABA B CBOGOAHA dopma,
HOKATO 26 % OT Hex ca OTKPHTM B ypHHATA B KOHIOTUpaHa Gopma. KpaiiHuaT oMy KHBOT Ha eTHMHHHPAEE
Ha ambpokcon e npubnysaTenso 10 yaca. TOTANHUAT KIUPBHC € OT HOPATELKA Ha 660 ml/min, ¢ oTyuTake Ha
6x0peueH KIupbHC NpuGII3ATENHO 83 %6 OT TOTANHHA KIHPHHC,

DAPMAKOKURESIMUNG NPU CREYUATHY ZDYNU ROYUEHN

Ilpy naimenT ¢ HapynleHa GYHKIMA Ha YepHUA APO6, STMMUHAPAHETO HA aMBPOKCON & HAMANEHO, KOBTO
BOAW npubnusurenHo or 1,3 [0 2 MhTH [O-BHCOKHM NnaiMedH Huba, TIopanu BHCOKaTa TepANERTHIHA
TpaHKUa Ha aMOpOKCON, He ce Hanara NpoMAHa Ha 103aTa.

Hpyau
Bb3pacTra ¥ [0Sid He OKa3BaT BAUHAHHE BBPXY (apMAKOKKHETHKATA Ha aMOPOKCON B KIHHWYHO 3HAYKMA

CTefleH, IOpafii KORTO He Ce Hajara IpOMsHA Ha J03aTa.
YeTanoBeHo e, Ye XpaHaTa He BAUAe BPXY OHOHANMYHOCTTA Ha AMOPOKCOL.

5.3. Hpeaxaunu4ud aHad 32 feionacHocT

AMOpoKcOl He NOKA3BA TYMOPOTEHEH NOTEHIMAN NPH (POYYBAHHA 32 KAPUMHOTEHHOCT NP MHEIIKM ¥
NUIBXOBE. '

AMGPOKCONT UMa MHOTO HHCHK MHIEKC HA OCTPA TOKCUYHOCT.

B npoyusanns Ha XpOHMYRA TOKCHYHOCT TIPH NIePOpaiHy 103w ot 150 mg/kg/auepno (MHmKy, 4 CeIMBN),
50 mg/kg/nuesno (nrexoBe, 52 u 78 ceqmuu), 40 mg/kg/nuenso (3aiun, 26 ceammm) v 10 mg/kg/nHeRHO
(Kyuera, 52 ceaMMIN), Ca OQPEAENEeHH CHOTBETHO HMBATa, IPM KOMTO He ce HAGIIOAaBaT HeeNaHK
TexapcTBeH peakunn. He e OTKpHT criensaneH Nenes’ oprad Tio OTHOWEHNE HA TOKCHYHOCTTA.

Hetnpy ceaMUYRO NIpOYYBaKE HA TOKCHMHOCTTA Ha AMOPOKCON, HPY HHTPABERO3HO NPHAAFate NIPY TUIHXOBE
(4, 14 ¥ 64 mg/kg/nnerHo) u npu Kydera (45, 90 u 120 mg/kg/nuenne nudysun 3 h/mHeRno) He NOKA3Ba
HANMYHETO Ha TEXKKA MOKANHA M CUCTEMHA TOKCHMHOCT, BIHOYMTENHO W HA XUCTOTMATONOTMSN. BCHMKH
HEWENaHu IEKapCTRERH peakuny ca oOpaTHMH.

AMOpoKcos ne nokassa eMEPHOTOKCHYEH U TEPATONeReH ed)eKT TPH TeCTBANE Ha Nepopanti 103 1o 3000
mg/kg/anepHo npu nupxose u Ao 200 mg/kg/aHeBro npu 3aiinm. epPTHIMTIETA HA MEXKH M IKEHCKU
TUTHXOBE HE © MOBMTUAH Tpd Aosy 40 500 mg/kg/anesso. HiuBoTo, Npk KOETO He ¢ HAGMIONABAT HEXKENAHK
TICKAPCTBEHH PEaKIiH NO BpeMe Ha NePH- ¥ OCTHATAIHOTO passuTie ¢ 50 mg/kg/nuesno Cpeaugra Josa oF
500 mg/kg/nHesso aMOPOKCON € NeKO TOKCHUYHA 34 MallKHTe W [TOKOREHHETO ~ HabMoagBsT AP
Pa3BHTHE HA TEIECHOTO TEMNIO M HAMANCH pa3sMep HA HOTOMCTBOTO. '
In vifro W3NHTBAHMATA 3@ TEHOTOKCHUHOCT (TecT HA AMeC M TecT 3a XpomosomHa MO
(MHKPOHYKJICApEH TECT) He IOKA3BAT MYTATEHEH MOTeHUMAN Ha aMOpoKco. {
AMOpokcol He TIOKa3Ba TYMOPOTEHEH NOTEHIHAT PH NPOYYBAHHA 32 KapLMHOTeHFOd
u 800 mg/kg/Anerno) u mrbxose (65, 250 1 1000 mg/kg/aHesHo), XoraTo ca nexysa
105 ¥ 116 cenMuLH, CHOTBETHO.




6. OAPMATEBTHYHH JAHHHR
6.1. Cnuchbk HR NOMOIHHTE BeHIECTESA

JImoHeHa KHCEIMHA MOHOXHOPAT,
Tewen copburon (E 420,

Mnuuepon,

Metun napaxuapoxcnbensoar (E 218),
TIpomun napaxuapoxcudensoar (E 216),
Ilpounnedrinkon,

ApoMaTB3aTop MalHHa,

Ipeyncrena Boja.

6.2. HechBMecTHMOCTH

He ca n3BecTnn.

6.3. Cpox Ha rogHocT

2 roOaHHH,

JlexapcTBeHUAT NPONYKT A4 HE Ce W3NO0J3Ba el JATaTa HA M3THUAHE CPOK HA FONHOCT, NOCOYEHA BRPXY
OTIAKOBKATA.

CpoK Ha rogHOCT cjle/l NbPBO OTBapAHE Ha ONaKoBkaTta — 28 num.

6.4. CuetHaaHH yCIOBHE HA ChbIpaHeHHe

Hpu temnepatypa nog 25°C, Ha CyX0 H 338LIHTEHO OT CBETANHA MACTO.
Ja ce chxpanABa HA MACTO, HEAOCTRITHO 34 Aenal

6.5. BuHA U CHALPKAHNE HR ONIAKOBKATA

Tumaa GyTuika ot nonuernientepedratar (PET) no 100 ml u 120 ml, ¢ 6ana GanneponoBa Kamauxa Ha
BHHT, NIOCTABEHA 34E/IHO ¢ MEPUTEIHA JalIKa B HHAHBHIYAIHA KaDTOHEHa Ky Tai,

6.6. Creuuannd OIpeANasHH MEPKY IPH H3XBLpJsHe/H paboTa
Hen3no/3paHusT NPOIYKT WK OTNANBAHATE MATEPAAIH OT Hero TpAbBa A2 ce MAXBLPIAT B CHOTBETCTRHE C
MECTHUTE HINCKBAHUA.

7. HPHTEXATE] HA PA3PEIIEHUETO 3A YIIOTPEBA
HJAHCOH-EI' 0O

ya. *Oren ancuit” Ne 26

2400 rp. Pagomup

Brirapus

Ted: 024519300

e-mail: office@danhson.com

8. HOMEP(A) HA PASPEINEHHETO 3A YIIOTPEBA

Perucrpaunonen Homep: 20180052




9. JATA HA UBPRO PA3SPEIIABAHE/MIOAHOBSABAHE HA PA3PEIIEHHETO 3A
YHOTPEBA

Jara Ha spBo paspeinasane; 12.03.2018
Jara Ha HocneaHO NONHOBARAHE:

10. JATA HA AKTYAJIM3HPAHE HA TEKCTA

OKTOMBpH 2022 1,




