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1. TmproBcko MMe HA TeKAPCTBEHHS NPOAYKT

Anapen® Junior 150 pg/0, 3 m! solution for injection in a pre-filled syringe

Ananen JDxynusp 150 pg/0,3 ml HHKeKIHOHEH pa3TBOp B NpeJBapUTEIHO
Hal'bIHEHa CIIPUHIIOBKA.

2. KoanyecTBeH H KA4YeCTBEH CHCTAB
Beexu Mmumanutsp ceaspixa 0, 5 mg adrenaline (epinephrine)
Enna po3za 0, 3 mi ceabpxa 150 pg adrenaline (epinephrine)

3. JlexapcTeena opMma
Hmxexnuonen pasteop. [1pospayeH, GeslpereH MHKEKNMOHEH pa3TBOp 0e3 yTacuuu
JACTHLM.

4, Knnauaan gapnm

4.1 Iloxazanus

JleyeHre Ha OCTPH aAepryUyYHl peakuy (aHaduNaKcyHs) NpUYHHEHH OT XPaHH,
NeKapcTBEHH ITPOLYKTH, OJKMJIBaHe WK yXaIlBaHe OT HaCEKOMH, U APYTH allepreHu
KaKTO ¥ BIWONAaTHYHY aHa(UIaKCHH.

4.2 lo3upoBKAa H HAYHH HA IPHIOKEHME
Anapen® Junior ce mpuiara caMo HHTPaMyCKYIIHO.

Anapen® Junior ce npeanara B npefABapUTElHO HaBIHEHA CIPHHIIOBKA ChIABPIKALLA
adrenaline (epinephrine) u BriTI0OuBala HHXKEKTHpaio yeTpoHcTso. LlanoTo uzgenme
CE Hapuya aBTO-UEDKEKTOP.

Anapen® Junior Tpsa6Ba na ce NPHUAOKH HHTPAMYCKYJIHO BejHara clief] ogBata Ha
Oenesy WY CUMNTOMHM Ha aHadIIaKTHYEH WOK, KOHTO MOKe Ja HacTBITH JO MUHYTH
Clie]| Y3Narane Ha anepreHa i Hal-1ecTo NpeAmecTBal OT ypTHKapIid, 3a4epBABaHe
HITH aHTHOBEM; O-TEXXKUTE PEAKIIH BKIIOYBAT LUPKYIATOPHATA U PECIHpAaTOpHATA
cuctema. Mmkexrupaiite Anapen® Junior B anTepoNatepalHara yacT Ha OeApoTo (He
B CEIANIKINETO). MACTOTO Ha annMKalMaTa MOXKE JeKo ga ce Macaxkupa 10 cexynau

cle]] IpIIokeHueTo Ha Anapen® Junior .

EdexrurHara goza e 0, 005-0, 01 mg/kg, Ho npu Haxou coydan Moxe a Obae
HeoDOXoaMMa I0-BHCOKA J1034.

Tosupoeka npu gena: [Toaxoagmara fosa Moke Aa 6se 150 pg (Anapen® Junior
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minu 300 pg (Anapen®) adrenaline (epinephrine), B 3aBHCHMOCT OT TenecH _9;:;,31‘;10‘&,,_,3,/’
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Ha HeTeTo W Npenenxara Ha gekaps. [Ipu no-eapure gena Moxxe Ja ce HaaoKH
aIlIMKalga Ha [I0BEYE OT €AHa WHKEKIHS, 32 [a ce NIPeKpaTH alepruyHarTa peakups.
Ilpu uaxou obcToATENCTRA €AHOKPATHOTO NpUNoKenue Ha adrenaline(epinephrine)
MOK€ 12 He € IOCTaThYHO Ja Kynupa JeliCTBHETO Ha OCTPATa alieprHYHA peaKuisl 1

IIPH Te3d NAlUeHTH aluiKalnATa Ha Anapen® Junior moxe ma ce nosropu cnen 10-
15 MunyTH.
Anapen® Junior e ycTpoen na focTass enHokpatHo 150 pg adrenaline (epinephrine).

Tlpu pena noxn 15 kg nosa no-pucka ot 150 pg He Moxe Ia 6'b1e IPUIOKEHA C
TOYHOCT ¥ CASAOBATEIHO HE & npEeNoOPBYUTENHA OCBEH M0 JISKapCeKO Npelnucanie
WIH YIDH 3ACTPAIaBAIy XKHBOTA CUTYaLlH.

JBoiiHaTa HHKEKIIMOHHA ONIaKOBKA € HANMYHA Ha OnpelefIcHH Na3apH.

Anapen® Junior e npenHasHaueH 3a HHAWBHAYATHO NPUIOKEHHE OT ALMEHTH C
anaMHe3a 3a aHaHIIaKcHs K jocraBs epnoxpatHo 150 pg (0. 3 ml) adrenaline
(epinephrine). ITopaau npuuuny 3a crabunHoct Ha npoxykra 0,75 mi ocTapar B
CIIpMHHOBKATA Ciief] yroTpeda, Ho Te3H eAMHUUM He ce H3MI0J3BaT OTHOBO ¥ TpAOBa
a2 OBOaT U3XBBPICHH.

4.3 TIpoTHBONIOKA3aHAA
CBpBXuyBCTBUTEAHOCT KBM adrenaline (epinephrine) uiy Kb5M HOMOIHHTE BEIHECTBA
(Bux T.4.4 33 JONBIHKTENHA MHGOPMALHA OTHOCHO CHABPIKAHUETO HA CyRHT).

4.4 CnenaJHn Npeaynpe:xIeHns H HpeAna3Hy MepKH DpH yroTpeta
Anapen® Junior cbAppixa HaTpHeB MeTabHCYnGUT, KOWTO MOXE 12 IpHIHHH

aNCpri4YcH THIT peaKiH, BKIIIOYNTCIHO aHa(i)I/IJ'IaKTH‘IHH CHMIITOMH H 6p0HXOCI'I33'BM
IIpy YYBCTBHTENHH ITANHCHTH, 0c0o0eHOo Te31 ¢ aHaMHe3a 3a acTMa. Tesy maudeHTH
TpﬂGBa pit: 6‘5}.2&'[' BHHAMATCHHO ﬂH{i)OpMHpaHH 3a o0CTOATERCTBATA TIpH KOWTO C&

nanon3sa Anapen® Junior.

Beuykn nallieHTH Ha KouTo e npennucal Anapen® Junior TpsiGea ga npoyerar
BHUMATEJIHO HOKA3aHMATA H HAYKHA Ha NPHIOKEHNE,

Anapen® Junior e npexHazHayeH 3a CHENIHO NOALBPIKAIIO JIEYSHHE U IALHEHTHTE

Tps0Ba ma OBJaT OCHBETBAHH Ja HOTEPCAT He3a0aBHO HEKApCKa TIOMOIIL CIex
MPHICKEHUETO.

Anapen® Junior Tpatea ja ce u3RON3BA C BHUMAHME HPH NANHEHTH ChC CHPASUHH

3a00JABaHKA T.€ KOPOHAPHH M MYCKYJIHK chpAe4yHH 3a00onsBanua (Moxe 1a Onze
NpeJ3BHKAHA angina pectoris), 6en0ApoOHO ChpLie, ChpASYHA aPUTMHS iU
TaXHKapHus.

IIpu manyeHT!H € XUIepTUPEOUAU3IBM, KapIHOBACKY NapHY 3a00NABasus ( TEXKKa
angina pectoris, 06CTPYKTHBHA KapIHOMHONATHA ¥ BEHTPUKYJIAPHA apUTMUA U
XUMepTeH3H), (eoXpoMOonTOM, BHCOKO HHTPAOKYHAPHO HalAraHe, TEXKY
O0BOpeuny HapyleHus, aleHOM Ha IIpocTaTaTa, BOJEIN IO 32ApbiKa Ha YpHHa,
XUMEPKANIMeMs, XUNOKAAHeMHs, THa0eT, TP BE3PacTHY NALHEHTH U OpeMEHHH
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KEHU ¥IMa PUCK OT HeXeNaHy pPeakiuy clef NPHIoKeHeTo Ha adrenaline
(epinephrine).

IToBTOpHA NOKANHA HHKEKIMT MOJKE Ja NOBENE A0 HEKPO3U Ha MACTOTO Ha
NIpHIOKEHKE BCISACTBHE Ba3OKOHCTpUKIMa. Cirydaiiia HHTpaBacKyJlapHa MEKEKIAS
MOXeE Ja IeAU3BUKa NepeOpallHi XeMOpariy B pe3ylTar Ha BHE3aIMHO MOBHIIABaHe
Ha KPBBHOTO HansraHe. Ciny4alina MEKEKI B 00JacTTa Ha TOPHU MK JOIHH
KpaHHHIM MO3Ke Jja IPHYHHY 3aryda Ha KPEB OKOJIO MACTOTO Ha allHKALKS
BCIICACTBHE Ba30KOHCTPHKIIA.

4.5 BaauMopeiicTBue ¢ APYTH JeKAPCTBEHN HPOAYKTH H ApYrH (opMH HA
B3aHMOJEHCTRBHA.
EdexteT Ha adrenaline (epinephrine) Moxe yia O'bie HOTEHIMPaH OT TPHUMKITHYHK
aHTHAENpecanTH, KOMOHHHpaHH (CEPOTOHHUH W HOpaApeHaluH) aHTHACTIPECAHTH
xarto veniafaxine, milnacipram, MoHOAMHHO OKCHAA3HN HHXUOUTOPH (BHE3AMHO
FIOBHIIIEHNE Ha KPBBHOTO HANIAraHe ¥ BE3MO)KHA CHPJICUHA apuTMHMA), sibutramine
COMT 6sokupamn areHT, THpOMIHH XopMonH, theophylline, oxytocin,
HapacHMIIaTHKOIUTHIY, NenTpanHy anTuxuctamunn (diphenhydramine,
chlorpheniramine), levodopa u anxoxon.
Koraro adrenaline (epinephrine)} e npunoikeH CbBBMECTHO ¢ HECENEKTHRHY Dera
Grokepu MoraT fa OpAaT HabMIOJaBaHH TeXKKa XUIIePTeH3us ¥ OpaguKap aus
EnHoBpeMeHHa Tepaiiis che CUMOATUKOMUMETHLN MOXKE Ja NOTeHIHpa edekra Ha
adrenaline (epinephrine).

Anapen® Junior Tps0Ba Ja ce H3TION3Ba ¢ NPE/TIAINMBOCT fipY TALHEHTH
TNIoNy3aBatifl JISKapCTBEHH MPOJYKTH, KOHTO C& H3IION3BaT 32 ChpASHHH apUTMHH T.€
digitalis, quinidine halogenated anaesthetics. [Torickamua egekr Ha adrenaline
(epinephrine} Mosxe na G61e HEYTpaH3UPaH OT NPHIOKEHHETO Ha OBp30 AelicTBamy
Ba30AUNATATOPH MM alga afpeHepriday 6roxupainy areHTH. AHaQUIaKTRYHKSA
edeKT Moxe fa Oble HeyTpalu3KupaH oT Oera OIoKupalmy areHTH, 0co0eHo
HeCceNeKTHBHE OeTa OAOKEepH.

Adrenaline (epinephrine) noTicka cexpelysTa Ha BHCYJIMH 1 1P NANHEHTHTE ¢
nuabeT MoXe Aa ce HaJIOXKH IPOcaefaBaHe CTOMHOCTHITE Ha MHCYIHHA WY KOpEKMsa
Ha XHITOrIIKEeMUYHATA Tepaius.

4.6 bpemeHocT H KbpMene

Hsima agexearau wiy jodpe KOHTPONMpaHy IpoydYBaHHS 3a NPHAOKEHHUETO Ha
adrenaline (epinephrine) npu Gpemennu xenu. Adrenaline (epinephrine) Tpadsa xa
OBAe H3MON3BaH NMPH OPeMEHHOCT caM0 aKo HOTeHUMalHaTa [10J3a ONpaB/iasa
HOTEHIIANHAA PHCK 3a Iutofa. Adrenaline (epinephrine) Moxxe ApaMaTHYHO fa
penyunpa NpUTOKa Ha KPBB KbM INIAlieHTaTa, BBIPEKH Ye aHaQHIaKTHYHUS LIOK IIe
ApeH3BHKA CHLIOTO.

Adrenaline (epinephrine) HaMa opanHa OCHOHAINYHOCT; HE MOXE Ja Ce OUaKsa
adrenaline (epinephrine) excxpetHpaH B KbpMaTa Jia MMa KaKbBTO H Jia & eexT
BBPXY KbpPMAYero.




4.7 E¢exTnn BLpPXy crioco0HocTTa 32 ModHpaHe 1 padoTa ¢ MauHy

He e npenopsunTenHo NanuenTHTe 1a MoQupar UK Ja padoTsaT ¢ MamuHu ciel
npunokeHuero Ha adrenaline (epinephrine), nanuenTuTe e 6p5aT N0A
BE3AeHCTBHETO HA CHMOTOMUTE Ha aHadMIaKTHYEH MHOK.

4.8 Hexxennanu NeKapCcTBEHH pPeakIuy

HabnromaBaHuTe HEXENAHH peakuHi 3aBUCAT OT YyBCTBHTEHOCTTA Ha OTACIHAL
NAHYEHT U IPHAOKEHATA [03a.

Yecro cpelllaHi HEXKENaHU PeakiUH, JOpH IIPH HUCKK A03H Ha adrenaline
(epinephrine): cppriebuese, Taxukapays, U3NOTABaHE, rafcHe, NOBPBIAHE,
3aTpyAHEHO AuIIaHe, OJIeFHOCT, 3aMasHoCT, cnadocT, Tpenepexre, riapobonue, cTpax,
pa3ApazHHTENHOCT, 6e3M0K0iCTBO, CTPax OT CMEPTTA.

[Mo-pAaxo cpemiaHy HEXEIAHH pPeaKiyi: XaMOHHALNY, CHHKOIHY, XHIEPrIHKeMEs,
XHIIOKaneMus, MeTaboNINTHa aluj03a, MIIpHa3a, 3aTpyAHeHA MUKIUA C pEeTeHHUA
Ha ypHHa, MYCKYJIEH TpeMop.

Hesxenanu peakijii, KOUTO ce HabnoAaBaT HpH N0-BUCOKH J034 HIIH MHOTO PsIIKO
ca CHpAeYHa apUTMIA (BEHTpHKyNapHa GHOpHIas/CEpPAEUEH apecT), BHE3aIHO
NIOBMIUABAHE Ha KPBBHOTO Hansdrade (MOHAKOra BOJCINO Ji0 NepebpanHa XeMoparus),
KaKTO ¥ Ba30KOHCTPUKIMA (T.€ B KOXATa, NOAKONHATE ThKaH H 6 BOpeni).

Anapen® Junior cpIbpiKa CyN(QUT, KOUTO NPH APeNpa3noNOKEHH NAMEHTH MOXKE Jia

NpUYKMHH aICPrHYCH THII PEAKIWHH, BKIAYHTENHO aHaCI)I/IHaKTH‘{HH peaknuy WK
3acTpamiaBaly XHBOTa HIIKX HE TOJKOBA TEXKH acTMaTHIHN SHBu30 1.

4.9 llpenozupane

TIpemozupane WK ciy9aliHO HHTpaBacKyNapHO MIDKEKTHpaHe Ha adrenaline
(epinephrine) moxKe ga npuumaK Lepebpanna XeMOparii BCAENCTBHE BHE3AMHO
AOBHIIABAHE Ha KPBBHOTO HangraHe. CMBpTTa Moxe Ja GbJe pesynraT oT OCThp
OesroapobeH OTTOK NPHYHHEH 0T nepudepHa Ba3OKOHCTPMKLMA U ChPISYHA
cramynanus. [Hotuckamure edexry Ha adrenaline (epinephrine) moraT Aa 6s1at
HEYTpalM3UpaHy OT 6Bp30 JelicTBAIIA Ba3oAUIATATOPH KM anda agpeHeprudHi
OROKKpAIIH NEeKAPCTBEHE NpoAyKTH. Clien NpeANpHeTHTE MEPKH XMIIOTEH3UATA
TpaGBa [ia IPOABILKH, MOKE JIa Ce HAJIOXKH IIPUJIATZHETO HA JPYT NOTHCKALL
eKapCTBEH MPOJYKT, TaKbB kato noradrenaline.

Cnen npegosupane Ha adrenaline (epinephrine) octpus 6enonpoben 0TTOK ¢
pECIUpaTOpHA HEAOCTATHIHOCT Tp:6Ba Na ObJie OBNAMAH C NPUIIOKEHHMETO Ha OBP30
JeiicTeaiy anda afpeHeprUaHN OIOKYpAIH JIeKapCTBEHH XPOLYKTH TaKKBa KaTo
phentolamine wW/yNH ¢ AHTEPMUTEHTHO MO3UTHBHO MOTUCKAHE HA UIIAHETO.

Ipenosupanero Ha adrenaline (epinephrine) Moxce CBINO fia IPUYMHY KpaTKOTpaiita
BpajuKapays NOCHe[BaHa OT TaXUKap/Aus; Te MOrar ja GbaaT nocieasatu ot
TOTEHIHATHO (haTajHa ChPJASYHA apUTMUs, KOATO MOJKe Jia 6b1e KynHpaHa oT beta
anpeHepriuyHy OJIOKHMpAINH TEeKApCTBEHH NPOAYKTH. Te34 eKapCTBEHM NPOXYKTH
Tpa6Ba aa GhAaT NpeAuIeCTRYBAHH WK IPHAPYXCHU OT all(a anpeHeprudeH GIoKep,
HeoOX0ZuM 3a KOHTpOJX Ha anda MenuHpanusa ehekT BEpXY hepudepnara
LApKYRaIys. '




5. ®apmaxoNoruyHM JAHHH

5.1 @apMmakoaHAMHYHY CBOiicTBa

®apmaxoTepaneBTHYHa IPyHA: aApeHEPriMHN M JOIAMUHEPTHYHH areHTH,
adrenaline (epinephrine).

ATC: CO1 CA 24

Adrenaline (epinephrine) e ecTecTBeH KaTeX0NaMHH, KOUTO Ce CEKPETHPA OT
ajipenanHara Mefyna B OTTOBOD Ha HalpexkeHue Ul cTpec. Topa e
CHMIIATOMHUMETHYEH aMUH, KOHTO € CHJICH CTHMYJIAHT Ha anda 1 Gera ajpeHeprudHu
PELENTOPH U CHEAOBATEIHO HETOBUTE e(ekTH BHPXY TApreTHUTE OprasM ca
xoMmiuiekcHu. Adrenaline (epinephrine) e TeKapcTReH MPOAYKT, KOHTO ce H3n0MA3Ba 3a
0Bp30 KynupaHe Ha PeakIiy Ha CBPBXIyBCTBHTENHOCT KbM AMCPreH: M [IPU
HIUONAaTHYHY aHAQHIAKCHH.

Adrenaline (epinephrine) mmMa cHIIHO Ba30KOHCTPHKTOPHO JelicTBHE NOpaju anga
afipeHepryuYHa cTuMynanus. Tesn peficTBUS OCYeTABaT Ba30AHIATAIIMATA U
yBEIIHYABaT BACKyI4PHATA IPONYCKIMBOCT, BOAEINa IO 3aryda Ha HHTPABaCKyJapHu
TEYHOCTH U NOCHeABALIA XUTNIOTCH3M, KOATO € IMaBHKUA japMaKoTOKCHIOrMYeH
MPU3HAK Ha aHa(MIaKTHYAMA WOK. HocpeacTBOM CTHMYNHpaHeTo Ha OpoHXUaNHMTe
Oeta afipeHepru4Hy penenTopy, adrenaline (epinephrine) uma cunxo
GponXoANNIaTaTOpHO AeHcTBYHE, KOETo 00NIeKYaBa XPUIIOBETE H AUCIIHEATA.
Adrenaline (epinephrine) o6nexuasa crpOerka, yPTHKapULTA K aHIHEAEMA,
NPUAPYKABaly aHa(GUNAKCHATA.

5.2 @apmMakoKHHETHYHN CBOICTBA

Adrenaline (epinephrine) ce unakTHBHpa OBP30 B TANOTO, [NIABHO B YEPHUN Ipob OT
emsuMute COMT u MAO. 3Hauntenna yact ot jo3ara adrenaline (epinephrine) ce
eKCKpeTHpa KaTo MeTaboIuTH B ypuHata. [InasMeHus NoNy:XUuBoT e 2-3 MUHYTH, HO
IpH HOJKOKHO HIIH HHIPAMYCKYTHO TPUIIOJKeHHE, IOKANHATA BA30KOHCTPHKIHS
Moxke Jia 3a0aBH abcopOruaTa i edeKTET Ja € No-NPOTbIKUTENEH.

5.3 IlpenkanauyuHE JaHHH 32 0e30nacHOCT

Adrenaline (epinephrine) e mMHAPOKO H3NON3BaH B KIMHHYHM YCIIOBHS 32 OBIIaJisBaHe
Ha CIIEINHY aJlepTHYHH PeaKlyy B IpoJb/KEHHe Ha MEoro rogunu. Hama
JNONBIHUTENHH NPEAKIHHAYHY JaHHY 3a §€20MacHOCT, KOMTO Ja He ca BKIIOYEHH B
JIpyruTe YacTH Ha KpaTKaTa XapaKTepHCTHKA.

6. DapManeBTHYHH JAHHU
6.1 Cnucnk Ha HOMOIHHETE BEHIECTBA

Sodium chloride 1,8 mg

Sodium metabisulphite (E223) 0,51 mg
Hydrochloric acid gs.topH3,2-3,6
Water for injections g.s. to 0, 3ml

6.2 PHINKO-XHMHUYHH HeCLBMECTHMOCTH
He ca u3BecTHH




6.3 Cpok Ha rogHoCT
21 mecena

6.4 CiennajHH YCJIOBHS Ha chbXpaHeHHe
Ha ce cexpanasa nox 25° C. la ce ¢bXpaHsBa B OPHrHHANHATA ONAKOBKA.

6.5 JIannu 3a oI2KOBKAT2

Anapen® Junior ce npejinara B npefABapuTeAHC HAOEIHCHE CIIPHHIOBKA, BKIIOYBalla

WHIKEKTHPAI0 YCTPOMCTBO 32 elHoKpaTHa ynorpeda. CIIpHHIOBKATA ChIBPXKA
pa3Teop Ha adrenaline (epinephrine). ApTo-HHKEKTOpa € ycTpoeH Aa goctaed 0, 3 ml
OT TO3Y pasTBOP.

BETpeInHuAT KOHTEHHED NpeACTaBIABa CTHKIICHA CIPUHLIOBKE, 3alleyaTana ¢ ryMeHo
OyTailo OT €AHHNA Kpali H MIjia ¢ ryMeH Ipena3uTeN OT APYrus Kpaii.

Crpunnoska

BD (Becton Dickinson) 6opocunuxar crexno tan 1, 27G 1/2

Bytano

BD (Becton Dickinson) yepna xnopo6yrun ryma PH 701/50

6.6 IIpenopLKky Hpu ynorpeta

Camo 3a efjHOKpaTHa yIoTpeda. [la ce U3XBEPIM BHUMATEIHO Cliell yroTpeda.
OnakoBKaTa v TMCTOBKATA 3a MAUHEHTA CBBPIKAT NOAPOOHN MHCTPYKIHM 32
ynotpeba.

OTCTpaHeTB HEPHHA NPEARNAa3HTE)] Ha HrjiaTta. OTCTpaHGTO BHHMATEIHO YE€PHATA

Kafayka OT yepBeHua m3cTpensaw OyToH. 3ajpexrte Anapen® Junior cpery

BEHINHOTO GeApo W HaTHCHETE YyepBeHuA u3cTpensamy 0yToH. MmKekTHpaHeTo Moxe
Ja ce OCBINECTBH H Npe3 ThHKa Apexa, ako e HeoOXouMo. 3anphiKTe B Ta3H HO3HIHS
10 cexyunu ¥ Torasa orctpasere. Crell H3IIOA3BaHE [I0CTABETE OTHOBO YepHHS
npejnasyTell Ha Uriata. ABToumKeKkTop 0es uria 3a ofyuente e HaluyeH.

7. Hwme u appec Ha HpUTexaTels Ha pa3pelleHHeTo 32 ynorpeda
Lincoln Medical Ltd

13 Boathouse Meadow Business Park

Cherry Orchard Lane

Salisbury SP2 7LD

United Kingdoimn

8. Perucrpanmonen Ne B peructhpa no 4. 28 3JTAXM

9. JiaTa Ha nBppPBO pa3pelnaBaHe 32 ynoTpeda HiIM NOJAHOBABAHE HA
pa3spellieHHETO 32 YIOoTpeda Ha IeKapCeTBeHHS NPOAYKT.

10. MaTa Ha akTyaamu3alus Hi TEKCTA.
27/02/2004 r.




