KPATKA XAPAKTEPUCTHKA HA NNPOJIYKTA

1. Tnproscko uMe Ha JIekapcTBeHHs IPOOYKT

Anapen® 300 pg/0, 3 ml solution for injection in a pre-filled syringe

Ananen 300 mukporpama/0,3 m! MHKeKLIMOHEH PasTBOp B NPEABAPUTEIIHO
HaN'bJIHEHA CHIPHHLIOBKA.

2. KoandecTBeH U KayecTBeH ¢heTaB

Beekn Mumnuthp crabpia 1 mg agpenanun (emanedpun) /adrenaline (epinephrine)
Enuna nosa 0, 3 ml ceabpixa 300 Mukporpama appeHanus (enmuHepuH) /adrenaline
(epinephrine)

IlomMoliHK BewecTBa: BIX T. 6.1

3. JlexapctrBeHna opma
HMuxexunonen pastBop. Ilpospauen, GesnBeren MHKEKLHOHEH pa3TBop Oe3 yracuHu
YaCTHLIH.

4. Kauanynu Nanawu

4.1 Iloka3zanua

Jledenue Ha ocTpu anepruynM peakuuu (anaduIaKCHs) MPUYHHEHU OT XPaHH,
JICKapCTBCHH NIPOAYKTH, OXKHIIBAHE MJIM yXallBaHe OT HACEKOMHY, U IPYTH alepreHu
KaKTO U MAVONATHYHH aHA(DHIaKCHM.

4.2 ]103MpOBKa H HAYHH HA NPHJIOKEHHE
Anapen®ce npuara caMo HHTPaMYCKY.THO.

Anapen®ce npesara B NpeABAPUTETHO HATBIHEHA CIIPUHLIOBKA CBABpKAINa

adrenaline (epinephrine) m BKmIOYBamA WHKEKTHpaILO yeTpoicTeo. [{a10T0 u3nenue
CEe HapH4a aBTO-WHXKEKTOP.,

Anapen®rpabBa 1a ce NMpumoxu HHTPaMYCKYJTHO BeJHara cJie [1041BaTa Ha Oele3y

WK CAMITOMM Ha aHa(pU/IaKTAYEH LIOK, KOWTO MO J1a HACTBIIN A0 MUHYTH Clie/]
H3JlaTaHe Ha JICPreHa W HAH-YeCTO NMpeAIECTBaH OT YPTHKAPHA, 3a4ePBABAHE HITH
AHIHOCACM; TIO-TEHKUTE PeaKLMK BKJIIOMBAT LPKYJaTOPHATA M PECIIMPATOPHATA

cucTema. Mmxekrupaitte Anapen® B anreponarepannara yact Ha 6egpoTo (He B
CEAANMIIETO). MSCTOTO Ha aNIMKALHATA MOKE JIEKO 4 Ce Macaxkipa 10 cexynam

clie NpuoXeHueto Ha Anapen® .

Edexrnerara nosa e 0, 005-0, 01 mg/kg, Ho npu Hakown city4an Moe fa Obae
He00X01MMA NO-BHCOKA 11034, e LT T L




Jo3upoBKa npu Bb3pacTHy: O6uuaiinaTa no3a e 300 MHKporpama . llpu no-eapure
MAIMCHTH MOKE 12 C€ HAIOXU AIUIMKallMA Ha TOBEYE OT €Ha WHXKEKLHUA, 38 14 Ce
[PEKPaTH ajlepruvHaTta peakums. lIpw Hakou oOCTOATENCTBA € THOKPATHOTO
[IpHIOKEeHHe Ha adrenaline(epinephrine) Moxxe 1a He e ZocTarpYHO ma Kynypa
ACHCTBUETO Ha OCTpATa ajepriaHa peakius i [IPH T€3U IMALMCHTH aILTKKALMATA Ha

Anapen® Moxe 12 ce nosropy cien 10-15 MuuyTH.

JlosupoBxa npy neua: IMoaxoasinara qo03a Moxe na 6uae 150 MUKporpama (Anapen®
Junior ) mym 300 Muxporpama (Anapen®) adrenaline (epinephrine), B 3aBUCHMOCT OT

TEJICCHOTO TETJI0 HA ICTETO M MpelieHKaTa Ha Jiekapsa. Anapen® Junior e yeTpoeH na

AOCTaBA eNHOKpaTHO 150 MEKporpama adrenaline (epinephrine). [Tpu nena nox 15 kg
71032 TIO-HUCKa oT 150 MuKporpaMa He Moxe Ja 6B1€ MPUITONKEHA ¢ TOUHOCT U
CJICIOBATE/IHO HE € NPENIOPBHUMTENHA, OCBEH 110 JIEKAPCKO NMpeANMHCAHHME WITH TIPH
3aCTpallaBallH XXHBOTA CUTYALIMH,

Anapen® e npeHasHaYeH 3a MHAMBUAYATHO NIPUIIOKEHUE OT NAIHEHTH C aHAMHE3a

32 aHaQHIaKCHUA 4 ZOCTABS eAHOKpaTHO 300 mMukporpama (0. 3 ml) adrenaline
(epinephrine). ITopaau npuuuHM 3a cTabUIHOCT HA npoaykra 0,75 ml ocrasar B
CMPHHLOBKaTa CIeA YIoTpeda, HO Te3H EAMHUIM He ce M3I0N3BaT OTHOBO U TpsA0Ba
1a OBAAT UAXBBPIICHH.

4.3 IIporuBonokazanus
CBpPBEXYYBCTBHTEIHOCT KbM adrenaline (epinephrine) KM KbM NOMOLUHUTE BEILIECTRA
(BMX T.4.4 33 JONBIHATEIHE HHPOPMALIHA OTHOCHO CBABPKAHUETO HA CYI(PHT).

4.4 Cneunaanna npegynpexaeHus v NpeinasHu MEPKH npu ynorpesa

Anapen® cbabpika HaTpueB MeTabHCYIdHT, KOHTO MOXE Ia NPUYMHH ATIEPrHYEH TUM

PEAKINH, BIIIFOYHTETHO aHAQHIIAKTHYHH CHMITTOMH M GPOHXOCTIa3sM NpH
HYBCTBHTCITHH NalMEHTH, OCOOEHO Te3M ¢ aHaMHe3a 3a acTMa. Te3M MalueHTH TpAGBa
1a OBaT BHUMATENHO HHPOPMHMpPaHH 3a 06CTOSTEIICTBATA [MPH KOUTO C€ H3MO0JI3Ba

Anapen®

Bcuuka nanyenty Ha kouto e npeanucan Anapen® Tpa6sa na poYeTaT BHUMATEITHO
NMOKa3aHWATa H HAYHHA HA NPHIIOKEHME.

Anapen® e npenHazHadeH 3a cremmo MNOANBPAKAIIO JIeUEHHE M MAUMEHTHTe TPAOBA na
ObJaT MOCHBETBAHM A2 NOTLPCAT He3a0ABHO JIeKapCcKa NOMOII CAe NPUI0XKEHHETO
MY.

Anapen® Tps0Ba 1a ¢e N3MOM3BA ¢ BHUMAHUE IIpH DALUEHTH CHC ChPASYHH

3a00/BaHNs T.€ KOPOHAPHU U MYCKYITHH ChbPACYHH 3a00NsiBaHUA (MOXE 1a Obae
NpEIU3BUKAHA angina pectoris), 6enoapo6uo chpue, chpaeyHa APUTMUA UIH
TaxuKapaMs.

I1pu nauuenTn e XUNEpTHpPEOU U3 LM, KapANOBacKyJIapHU 3a00/1aBaHus ( TekKKa
angina pectoris, OGCTPYKTHBHA KAP/OMUONIATHA H BEHTPHKYIapHA apuTMus U
XHIICPTEH3HA), PeOXPOMOLUTOM, BHCOKO HHTPAOKYNIAPHO HANATAHE, TEHKKH
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O0LOpeuHy HapylienHs, aIleHOM Ha MPOCTATATA, BOAEIL /0 33APHKKA Ha ypHHa,
XUNEPKATUMEMHS, XMITOKATHEMuA, NHadeT, IPH BE3pacTHH MTAMEHTH U OpeMeHHH
AHCHA MMA PUCK OT HEXEJIAHHU PeaKiUU Ce TIpRIoKEHUEeTo Ha adrenaline

(epinephrine). Anapen®. noBropHa NOKaTHA UHXEKIMA MOXKE 13 JOBEIE IO HEKpPO3H

Ha MACTOTO Ha NMPUITOXKEHHE BCNEACTBUE BA30OKOHCTPUKINA. CnyyaitHa
HHTPaBaCKylapHa HHXCKLUHNA MOe Jia neJU3BUKa LepeOpalHH XEMOPATHH B
pe3ynTaT Ha BHE3AITHO NOBHIABAHE HA KPBBHOTO Hansrane. CinydaliHa MHKEKIHA B
00N1aCTTa HA TOPHH HITH OJIHH KpaliHHLIKA MOXKeE a MPpHYUHM 3ary6a Ha KPBB OKOJIO
MSCTOTO HA aIlNIMKAIHA BCICACTBHE Ba30KOHCTPHKIIHS.

4.5 BzauMopaelcTBHE ¢ APYIY JieKapcTBeHH NPOAYKTH H ApyTH $OopMH Ha
B3aHMOEHCTBHA.
EdextsT Ha adrenaline (epinephrine) moxe na 651e IIOTCHUMPAH OT TPUITHITHYHU
AHTHACTIPECAHTH, KOMOHHHPAHH (CCPOTOHHH W HOpAIPEeHAIHH) aHTHAENPECAHTH
karo vemafaxine, milnacipram, MOHOAMHHO OKCHa3HK HHXUOHTOPH (BHE3AITHO
MOBUIICHHUE Ha KPBBHOTO HAJIATAaHE ¥ BE3MOXHA CHpJCUHA apuTMHMA), sibutramine
COMT OnoxHpaln areuT, THPOHIHH XOpMOHH, theophylline, oxytocin,
NapacMMMNAaTUKOAUTHLH, UEHTPATHM aHTUXKucTamunH (diphenhydramine,
chlorpheniramine), levodopa u ankoxon.
Koraro adrenaline (epinephrine) e npuioxker chBMeCTHO ¢ HeceICKTHBHK GeTa
Onokepn Morar 1a 6baaT HaOMIONaBAHK TeKKA XUINEPTCH3NA K OpaauKapaus
EnHoBpeMeHHa Tepanus cbC CHMIIATUKOMUAMETHLIA MOXE /12 NoTeHuMpa edekra Ha
adrenaline (epinephrine).

Anapen® Tpsafga fa ce U3M013Ba ¢ MpeaNa3IHBOCT [pPH MALKHEHTH 110.1y4HaBally

JICKApCTECHA TIPOJYKTH, KOMTO C¢ W3ION3BaT 3a ChpACYHH apHTMHM T.¢ digitalis,
quinidine halogenated anaesthetics. [ToTuckarus eexT Ha adrenaline (epinephrine)

MO3ie J1a OB/l HeyTpanu3upaH OT NPHUIIOKEHUETO Ha GBP30 AeiicTBamy
BA30JUNIATATOPH WM alida aAPCHEPrHUHN GIOKUpaINK areHTH. AHabUIaKTHIHWS
etekT Moxe Nia Obe HeyTpalM3upaH OT Hera OJIOKMpany areuTH, ocobeHo
HECCNICKTHBHH GeTa 0M0KepH.

Adrenaline (epinephrine) norrcka CEKpEeLHATa HA MHCYIIHMH U NPH NALUCHTUTE C
nHabeT MOXe Jia Ce HaNloXKH NPOC/IeaABAHE CTOHHOCTHTE HA MHCYIHMHA HIH KOpEKLNA
Ha XWIOTJIMKEMWYHATa TepaIus.

4.6 bpeMeHOCT H KbpMeHe

Hsama anexsaThu uin nobpe KOHTPOIMPaHH TIPOYYBAHHS 32 NPHUNOXKEHUETO HA
adrenaline (epinephrine) npu 6peMennn xenu. Adrenaline (epinephrine) Tpabra na
O'b/1e€ M3M0I3BaH NpH OPEMERHOCT CaMo aKO MOTEHLHAIHATA 0134 OIlpaBJaBa
MOTCHIMAIHUA pUCK 3a moAa. Adrenaline (epinephrine) Moxe ApamMaTHuHO 1a
peAylHpa IIPATOKA Ha KPBB KbM IJIALlEHTATa, BBIPEKH Ye aHADHIAKTUMHUA IIOK ILE
NPEAU3BUKA CHILIOTO,

Adrenaline (epinephrine) HAMa opaHa GHOHANHYHOCT: HE MOXE 12 CE OYAKBA
adrenaline (epinephrine) exckperupan B KbpMara ia MMa KakbBTO W Ja € edekT
BLPXY KbPMAadueTo. S



4.7 EdpexTH BBpPXY cnoco6nocTTa 32 wropupane u paGoTa ¢ MamMHHU

He e npenoptsunrenso nammentute aa modupar wiM 1a paboTIT ¢ MALIAHY CJIe
IPHJIOKCHHETO Ha adrenaline (epinephrine), manenrure mie 65aaT Moy
BB3/ICHCTBHACTO HA CHMITTOMMTE Ha aHaMIaKTUYEH LIOK.

4.8 Hexkeranm iekapcTBenn peaKiuH

HabmonaBanure Hexenauu PCAKIIMH 3aBHUCAT OT YYBCTBUTEIHOCTTA HA OTAEIHUA
[MAHEHT M MPHIIOKEHATA 1034,

HecTo cpelany HexenaHl peakiuy, IOPH NpH HHCKH J03M Ha adrenaline
(epinephrine): cpprebuceHe, TAXHKapAuA, H3IOTABAHE, TraJicHE, [IOBPBIIAHE,
3aTPYAHEHO AWILaHe, OJIeAHOCT, 3aMasHOCT, cabocT, TpenepeHe, riaBofonme, CTpax,
pa3sApasHUTETHOCT, 0€3NOKONCTBO, CTPaX OT CMBPTTA.

Ilo-paaxo cpelnany HexenaHu peaKUMH: XanKOLUHALHE, CHHKOITH, XHIICPrIHKEMHA,
XHMTIOKAJINEMH A, METa0OINTHA alK/103a, MHIPHA3A, 3aTPYAHEHA MUKLMSA ¢ PETEHIHA
Ha ypHHa, MYCKYJIEH TPeMop.

Hexenanu peakuum, KouTo ce HaGI0AABAT IPH TO-BUCOKH A03H MITH MHOTO PSLAKO
Ca CbpACYHA apuTMHA (BEHTPUKYIapHa GuOpUaus/ChpIeYeH apecT), BHE3AMHO
NMOBHIIABAHE Ha KPBBHOTO HaJsAraHe (MOHAKOTA BOJEWIO O LiepedpanHa XeMoparus),
KaKTO 1 Ba30KOHCTPHKUMA (T.€ B KOXaTa, II0AKOXKHATA ThKaH 1 O60peln).

Anapen® cbanpixa cynduT, KOHTO NIPH MpeIPa3TONOKEHH NAIMEHTH MOXe J1a

NPHIMHA aJIeprUYCH THIT peaKklii, BKIIOYHMTEIHO aHA(HIIAKTHYHU PEaKLIHK WITH
3aCTpallaBallli *KHBOTA UM HE TOTKOBA T€XKH aCTMATHYHH SMHA30]IH.

4.9 Ilpenozupane

[Ipenosupane unu cnyqaiivo MHTpaBacKynapHO UHXEKTHpaHe Ha adrenaline
(epinephrine) Moxe ma npuumuyM HepebpatHa XEMOparus BCIeICTBHE BHES3AITHO
MOBHINABAHC HA KPBBHOTO HAIAraHe. CMBPTTA MOKE Aa ObIe Pe3yATAT OT OCTLP
OenopobeH OTTOK pHYMHEH OT NepHdepHa Ba30KOHCTPHKIIMA U ChpaeuHa
cruMynaumi. [lortuckamure edexru Ha adrenaline (epinephrine) Morar na 6saat
HEYTpanu3upanu OT ObP30 ACHCTBAILM Ba30AAIATATOPH WIH alida anpeHepruuHH
Gnokupatuy nexkapcrBeHy npoaykTH. Cles NpeapueTyuTe MEPKH XHITOTEH3HATA
Tps0Ba A2 OPOIBIKH, MOXKE Ja C€ HAIOKHU MPUIAraHeTo Ha JpYT IIOTHCKALI
JICK@PCTBEH TPOAYKT, TaKbB KaTo noradrenaline.

Cnen npexosupane Ha adrenaline (epinephrine) OCTpHA DEN0ApOOEH OTTOK ¢
PECITMDATOPHA HEOCTATHYHOCT TPAORA a8 Ob/ic OBJIAAAH C NMPUIIOKEHHETO HA HBP30
NEACTBAIIM ajiha aApeHEPrHYHN GROKUPAILY NEKAPCTBEHH NPOAYKTH TAKHBA KATO
phentolamine W/MnH ¢ HHTEPMUTEHTHO IOIUTHBHO NOTHCKAHE HA THUIAHETO.
[Ipenosupanero Ha adrenaline (epinephrine) Mosxe ChInoO aa NPHYHHM KpaTKoTpaiiHa
OpanuKapaus nocneaBaHa OT TAXMKApIUA; T€ MOTAT Ja OBbAaT MOCNeaBaHH OT
MOTEHLMATHO (haTalHa ChPACYHA APUTMHUS, KOATO MOJXKE 1a Obe KyIIMpaHa ot 0eTa
aJ\pCHEPTMYHN ONIOKMPAIIM 1€KApCTBEHH NPOAYKTH. Te3H NeKapCTBEHH HPOAYKTH
TpA0Ba fna 6bAaT HpeIIeCTBYBaHU WM NPUAPYIKEHH OT aiha aﬂpg'ﬂq:pfn_qﬁﬂ OJ10Kep,
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HEOOXOMUM 3a KOHTPOJ Ha anda MeuUpaHH edexT BBpXY NepudepHaTa
HUpKynamnus.

S. DapMakoJOrHYHH JAHHU

3.1 ®apmakoaunaMunm cBoiicTEA

PapMaKoTepaneBTHYHA IPyIa; AIPEHEPTAYHH H JOTIAMHHEPTUYHH areHTH.

ATC: C01 CA 24

Adrenaline (epinephrine) ¢ ectecreen KaTeXoIaMHH, KOHTO ce ceKpeTHpa oT
4/IpCHAIHATa Me/ylla B OTTOBOP Ha HanpexkeHHe WinH crpec. ToBa e
CUMITATOMUMCTHYCH aMHH, KOHTO € CUJIEH CTUMYJIaHT Ha alida 1 6eTa afpeHepruyHM
PELCIITOPH M CJICIOBATENHO HETOBHTE €()EKTH BBPXY TApreTHHTE OPraHu ca
KOMIIEKCHH. Adrenaline (epinephrine) e nekapcraen NPORYKT, KOHTO ¢e M3I10./13Ba 34
OBP30 KyNHMpaHe Ha peakilMy Ha CBPBXYYBCTBUTETHOCT KEM aJlepreHy MM NpH
HIHONATUYHH aHAPHUIAKCHH,

Adrenaline (epinephrine) 1Ma cuHO Ba3OKOHCTPHUKTOPHO JeHCTBHE Nopaau ajida
aIpCHEpruYHa CTuMynauua. Tesn gelicTBHA OCyeTABAT Ba30IUIATALMATA U
yBeIWdaBaT BacKy1apHaTa IPONYCKIMBOCT, BOEUIA /10 3aryda Ha WHTpaBaCKyaapHu
TCHHOCTH H noCICABAIlA XHIIOTEH3HA, KOATO € I1aBHMsA (JapMaKOTOKCHIIOrHYEH
NPU3HAK Ha aHapMIaKTHYHUA WOK. [locpeacTBOM CTUMYJIHPAHETO HA OPOHXHAIHHTE
OeTa afipeHepruusr peuentopH, adrenaline (epinephrine) uMa cHIIHO
OpoHxoaunaraTopHo IeHCTRHE, KOETO 00JIeKyaBa XPUNOBETE H JUCTTHESTA.
Adrenaline (epinephrine) o61ekyara cop6exa, YPTHKApUATA U aHIHedeMa,
pUAPpY3KaBaIUH aHadHNaKCHATA.

3.2 PapMaKOKMHETHYHH CBOJiCTBA

Adrenaline (epinephrine) ce WHAKTHBHUPA O'bP30 B TANOTO, INIABHO B YE€PHUA APOD OT
eHsumuTe COMT u MAO. 3HauuTenHa gacT ot no3aTa adrenaline (epinephrine) ce
CKCKpPETHUpa KaTo MeTaboNUTH B YpHHaTa. [ 11a3sMeHHs NOJYIKHBOT € 2-3 MHHYTH, HO
1pH NMONKOKHO HTM HHTPAMYCKYITHO TIPUIIOKEHHE, JIOKAIHATA BA30KOHCTPHKIAS
MOKe Aa 3abapu abcopbumsara u eexTsT 1a e [0-TIPOIBJLKUTENEH.

3.3 Ilpenxknnuugnn panHy 3a 6e30NacHoOCT

Adrenaline (epinephrine) e mupoKko ¥3MOM3RAH B KIMHHYHHK YCJIOBHS 32 OBIAABAHE
Ha CHEIUHH JIEPrUYHH peakWi B NIPOIBIKEHHE Ha MHOro ToaHHH. Hama
ACITBIHHTEIHY NIPEAKITMHUYHH JaHHH 3a 0e301acCHOCT, KOUTO I HE ¢a BKIIOYEHH R
APYTHTC YacTH Ha KPaTKaTa XapaKTEePHCTHKA.

6. dapMaueBTHYHM AAHHH
6.1 CnMcBLK Ha noMoImuHTE BellecTBa

Hatpue xnmopuj 1, 8 mg

Hatpues merabucyngur (E223) 0, 51 mg

Conna xucennua g.s.topH 3,2-3,6
Bozaa 3a nmkexuum q.s. to 0, 3ml

6.2 ©M3HKO-XMMHYHH HeChLBMECTHMOCTH -
He ca usBectuu T



6.3 Cpok na rogHoct
24 Mecella

6.4 CnenuanaHM YCIOBHS HA CHXPRHEHHE
/la ce cexpanssa noa 25° C. Jla ce chXpaHsiBa B OPHIHHANIHATA OMAaKOBKA.

6.5 Tannu 32 onakoBkaTa

Anapen® ce npeznara B npeABapHTENHO HATBIHEHA COPUHLOBKA, BKIKOYBAIIA

MHXCKTHPAIIO YCTPOHCTBO 33 €AHOKPATHA ynoTpeta. CpHHIUOBKAT2 ChABPKA
pasTBOp Ha adrenaline (epinephrine). ABTo-HHKEKTOpA € YyCTpOeH a2 noctaps 0, 3 ml
OT TO3¥ pa3TBOP.

BBTpeliHuAT KOHTeiiHep npeacTaBIsIBa CTHKIEeHA CIIPHHIIOBKA, 3arieyaTaHa ¢ ryMeHO
OYTao OT €MHUA Kpait U Uria ¢ YMEH TIpeAma3suTel OT ApPYTHst Kpaii.

CnpuHiiOBKa

BD (Becton Dickinson) Sopocunmkar crexno tvn 1, 27G 1/2

byrano

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

6.6 lipenopuxu npu ynorpeda

Camo 3a enHOKpaTtHa ynotpeba. [la ce M3XBbpIM Ha Ge30MacHo MACTO cliel
yrnoTpeba.

OnakoBkarta ¥ NMCTOBKATA 32 NAIMEHTA ChIBPIKAT NOoAPOOHN MHCTPYKLIUH 32
yrorpeba.

OTcTpaHeTe YepHUA npeana3uTe) Ha UIiaTa. OTCTpPaHeT0 BHUMATEIHO YepHATa

Kallaika OT 4epBeHHs M3cTpenpail 0yToH. 3aapbikre Anapen®cpenyy BEHIIHOTO

O€Zipo 1 HATUCHETE YEPBEHHS M3CTpeBall 6yToH. MHXeKTHPaHETO MOMKE 1a Ce
OCBLICCTBH U TIPC3 THHKA JpeXa, ako € He0OX0aUMO. 3aJpBKTE B Ta3H Ho3uims 10
CCKYHIU M CIEZ TOBA OTCTpaHere, (Ilel M3NON3BAHE [IOCTABETE OTHOBO YEPHHAA
NMpEATIa3UTEN Ha HIIaTa. ABTOHHXEKTOP 0e3 uria 3a o0 ydeHHe € HallHYeH.

7. MMe H agpec Ha NpuTexXATesI HA Pa3pelIeHHETO 3a ynorpeba

Lincoln Medical Limited, Unit 8 Wilton Business Centre ,Wilton, Salisbury,
SP20AH, BemkoOpuranus

8. Perncrpaumonen Ne B perncrbpa no ua. 28 3JIAXM

9. /laTa Ha nBpBO pa3zpeinaBane 3a ynorpe6a WiH NOTHOBSIBAHE HA
Pa3pelIeHHETO 32 yNOTpeda Ha JeKapcTBeHH IIPOAYKT.

10. TaTa Ha aKTyaXH3auHs Hs TeKeTa.
5/2008 r.



