-3- MURRCTEPCTRO HA 312ABEONASBAHETO

1. HAME HA JEKAPCTBEHWS IIPOAYKT | Mroxsuie ron

paspewetie sa ynorpasa e gy U614, 08.0¢,.
\
Accupro® 20 641/ 10.0 ¥ o1

2. KOJMHMYECTBEH U KAYECTBEH CHCTAB

)4

Ensa @unM-tabierka ChAbPKA:

21,664 mg quinapril hydrochloride (otrosaps ma 20 mg quinapril)
3. JEKAPCTBEHA ®OPMA:

OuinM-TadaeTKa

4. KIMHUYEHA JAHHHA:

4.1 TepaneBTHYHH noxaaaﬁnﬂ: ‘

- CCCHIHAIIHa XWIEPTOHHA
- CbpECSHYHA HEAOCTATHPYHOCT

4.2 JlosupoBKa M HAYHH HA NPHJICKEHHE:

3abenexcka:

B maganoro Ha ne4eHHETO ¢ Accupro MoXxe J1a ce HabIIiogaBa pa3Ko
CIIajlaHe Ha KpBBHOTO HaJAraHe, 0COOEHO IIPH MalHeHETH C HEIOCTHT Ha
COJI HM/HIIH TEYHOCTH (KaTO IIOBPBINAHE, JHAPHS, JHYPETHYIHA TEPaL),
CBPAEYHA HEAOCTATHYHOCT, OCTEP MHOKapAeH HHbapKT, HecTabrima
aHIMHA IEKTOPHC HIH TEXKa XHIIEPTOHMS.

IIpu BE3MOXKHOCT, HENOCTATET Ha CONH W/HITH TeYHOCTH TpAOBa na 6511e
KOPUI#paH Ipefy HaYaioTO Ka JISYEHHETO ¢ Accupro, JUypeTHIHaTa
Tepanus Tps0Ba /la ce peAynupa Wi IIpeKbCHe, aKo Ce cUere 3a
Heobxomumo. Ipy Te3u IanuenTyH JIeIeHAeTo TpS0Ba a 3AN0THECTHAER 5.,
HUCKaTa eMHIYHA §03a 0T 2.5 mg quinapril cyTpHH i KphBHYLS:
Jia ce IpociesBa BHUMATENHO.
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Cren npuiarase Ha mbpBara £03a, U CHIIO KOTATo J03aTa Ha quinapril
/M OPUMKOBYS JNHYPETHK Ce YBeNMYaBa, Te3u NalueHTH Tpa6Ba 1a 65aar
101 MEAUIMHCKO HabmMoNeBre HalkManKo 6 Jaca, 3a [la ce IpeoTBPaTH
€BeHTYyalHa HEKOHTPONHpPaHa XHIIOTEH3UBHA PEaKis.

IIpoMsanaTa Ha nedennero ¢ Accupro TpsbBa fia ce H3BEPHIBA B OOJHHIE,
npu OONHY CHC 3M0KaYeCTBEHA XUIEPTOHUS HITH TEXKA CBpAcYHa
HEROCTATHLYHOCT.

B ApyruTe cityd4au ce OpHilaTar CIHeIHETE IPENOPBKA 32 J03HpaHe:

Ecenyuanna xunepmonus .

ObukHOBeHO HavamHara no3a e 10 mg quinapril aAmeBHO. AKO C Ta3y; J03a
HE ce IIOCTHTHE HOpMAITM3Upane Ha HANAraHero, TS MOXKe Jid e IIOBHIIH JI0
20 mg/muepro. J{neBHATA 1032 MOXKE N4 CE IpHeMa eJHOKPATHO M 44 Ce
pa3zieiy Ha JBa npreMa (CyTpuH M Begep). IIoBuUIIaBane Ha Ho3aTa MOXeE Ia
Ce U3BbPHIBA efBa cuell 3 ceamuny. Ifomrepxamara xo3a obuKEOBeHO € 10
_ mg/NHEBHO, MaKCHMAHATa 1032 He GuBa Aa Haaxewpis 2x 20 mg/IEeBHO.

Coepdeura HedocmamsyHoCH

Accupro Moxe fa ce npuiiara KaTo JOIBIHETENHA MEAHKANKL KBM
IPEeAIECTBAIlO JeUeHHEe ¢ ARYPETHIH U Jurutanmuc. Hagammara gosza e 2.5
mg quinapril cyTpun u Bedep. [lornmasane Ha no3aTa Tps6Ba fa ce
U3BBHPIIBA CaMO HOCTENEHHO, B 3aBHCHMOCT OT OTTOBOPA HA NalleHTa KEM
TepanuaTa. Ilopmepaxaniara xo3a obukaoseno e 1020 mg/nEeBHo0, a
MaxKCHMalHgara J03a He OuBa fa Hagxsepnt 2 x 20 mg/aHeBHo.

Hozuposxa npu ymeperno napyuiena 6vbpeuna @yniyus (KIupvHe Ha
kpeamununa 30-60 mi/min) u npu ev3pacmuu nayuenmu (Had 65 200unu)
Hagamara 1032 € 5 mg KBHHANPHIL, IOXABPKAIATa 1034 10 [PABHIO € 5-
10 mg xBumanpun qaEeBHO. Maxkcamansara fo3a or 20 mg KBHHAIPHI He
Tpsa0Ba ga OB/l NpeBHIIaBaHA.

Hosuposxa npu mesicko Hapyuiera 6vOpeyHa QyHKYUA (KIUPBHC Ha
kpeamununa 10-30 mifmin).
Haganuara nosa e 2.5 mg quinapruil (orrosapsia Ha %2 GUIM-
Accupro 5), noAnEpKaInaTa 5032 € 0OHKHOBEHO CBHIN02.5 mg
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(otroBapsma Ha Y2 GunM-Tabnetka Accupro 5). Makcumansara 1o3a e 5 mg
quinapruil nHeBHO. MIHTEpBAIBT MEXAY B4 IpHEMa TpsI0Ba 1a 6hae
MUHMMYM 24 qaca HOpajd YABIDKEHUs MTOIYKUBOT.

3a ynecHsBaHe Ha MHIMBUTyallHaTa JO3NPOBKA Ce IPENOCTaBAT Accupro 5
i Accupro 10 mon dbopMata Ha QuMTabieTks ¢ pasAenuTensa JMHAS.

Accupro MOXe Jla ce IpHEeMa He3aBHCHMO OT BPEMETO Ha XpaHeHe, KarTo
IHEBHATA [l03a MOXE JIa CE IpHeMa HABeIHBK HIIH Ha ABa IIETH.

HPO,H’BJIH(HTCJIHOC’ITa Ha JICUCHHE CE OIIPEACIH B 3aBHCHMOCT OT
ChCTOAHHETO HA ITallHEeHTa.

4.3 TIpOTHROHOKA3AHMSI:

Accupro He MOXe Ia ce Ipunara npu:

~ CBPBXUYBCTBHTENHOCT KbM KBUHAIIPHI M HIKOA OT CHCTaBKUTE Ha
IPOAYKTA.

- agaMHesa 33 aHIMOHEBPOTHICH eleM WM JPYTH aHrroeneMu (Halp. Ipn
IpeAmecTao Jeyenye ¢ uaxubuTopn Ha AKE)

- CTeHo3a Ha OBOpedHH apTepuH (HByCTpaHHa MM eAHOCTpaHHa IpH:
eAUHCTBEH OBOpEK)

- cnex 6BOpeysa TpaHCIIIaAHTAIM

- * IPH XEMOJMHaMHYHO 3HaUlMa CTEHO32 Ha a0pTHA MY METpalHa Kiana,
WK XHNEepTPOQIIHa KapAHOMHOIIATHS

- I'BPBHYEH XHIIEPaIOCTEPOHIBHM

- OpemeHHOCT

- KbpMeHe (Hajlara ce CliipaHe Ha KbpMeHeTo!)

Ilpu eHu B PENPONYKTHBHA BB3PACT IIPe/H 3aII09BaHe Ha JICYEHHE C
Accupro Tps6Ba fa ce H3kiroun 6pemennoct. [Jo Bpeme Ha JIEISHHETO C
Accupro TpsAGBa Aa ce B3eMaT MEPKH NpOTHB 3a0peMeHaBaHe. AKO BBIPEKH
TOBA II0 BpEME Ha JICUSHHETO ¢ ACCUpro HaCThIM OpEMEHHOCT, oL
JIEKapCKH KOHTPOX Tps0Ba jia ce cipe IpHeMa ¥ a ce NpPeMUHE KBEM Apyro,
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0COBEHO Iipe3 moceAnuTe 6 Mecera Ha GPEMEHHOCTTa MOKe 2 YBPeH
TUTOTIA.

AKO ce Hajara fieYeHne o BpeMe Ha KbpMeHe, TOIOCHeJHOTOTPA0BA jia ce

[IPEYCTAHOBH.

llopanu nunca Ha FocTaThyeH JedebeH OmuT, Accupro He TpsOBa 1a ce

XpHIara npu:

- TEXKO HapyueHue Ha On0pednara GyBKINS (KIEPHEC Ha KPEaTHHUEA
mof 10 ml/vum)

- IalHEHTH Ha XeMOAWAal3a

- IIBPBHYHO YepHOAPOOHO 3a00JIIBaHe WK YepHONPOOHA HEOCTATEYHOCT

- Jcha

1o BpeMe Ha negeHne ¢ Accupro He TpgOBa Ja ce NPOBEXKHA JHANK3A HITH
XeMOMHITPalis ¢ IONHaKPHHIIFMETATANCY () OHAT-BHCOKOIPOIY CKIIHBH
MeMOpaHy (Hanp. AN 69), TBi KaTo CHIIECTBYBAONACHOCT OT PEAKIEA Ha
CBPBX4yBCTBHTENHOCT (aHA(GUIAKTOMAHA PEaKIKs) ¥ [OPH (aTalleH [HOK.

B ciryqaii, 9e nuanmzara UK XeMoprUITpausaTa ca Hen30exny, Tpabsa
IPEABapHTENHO ia Ce IPeMUHe KbM APYT BUX JiedeHHe Ha IOBHIIEHOTO
apTepHallHO Halrdde Wi ChpAedHara HefpoctarbaHocT (He AKE-
HHXHOMTOP) HIH Ja Ce M3IMON3Ba APYT BUL AHANN3Ha MeMOpana.(BrnK

Ilpenynpexnenus).

BB3MOXKHa € II0SBaTa HA JKHBOTO3aCTPANIABANIY PEAKITHA Ha
CBPBXYYBCTBHTENHOCT 10 BpeMe HaLDL (MumonpoTery ¢ BucKa
IUIBTHOCT) adiepesa (IIpH TeXKH XUIISPXOJIeCTePOTISMHUHN) C
JexcrpaHcyndar, ako ce Tpunoxua AKEmaxuburop.

Tlonsaxora Morar na B3HHUKHAT KHBOTO3acTpalliaBalliy peaKiliy Ha
CBPBXYYBCTBUTENHOCT (KaTo crafane Ha KphBHOTO HANATAHE, 3a0YX,
HOBpRLIANe, KOXHHY aleprHIHH PeaKiii) 10 BpeMe Ha JISYEHHE C et
HaMallIBaHe WY eAMMUHEpaHe Ha 9yBCTBUTEINHOCTTA IPH allepTHIHI
peaknuy (FeceH3nOuIM3upaNia Tepanys), IPeAN3BUKAHK OT TOKCHEH Ha
HaCeKOMH (Halp YXKHIBaHE OT IUENH ¥ OCH) U IIPH €AHOBPEMEHHO
npueMare Ha AKE-naxuaturop.
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Axo e Heobxomuma LDL adepesa wnm necensuOUNM3anys KbM TOKCHEN Ha

HAaCeKOMH, MCAHKaMEHTa TpH6Ba Ja Ce€ 3aMEHH C NPYTo JEKAapPCTBO 3a
XHUIICPTOHKUA HHA ChpACYHa HEAOCTATEYHOCT.

Accupro Tps0Ba Jia ce Npunara cief MHOrO KpUTHIHAOIIEHKA Ha
CHOTHOINEHMETO, I0JI3a/PHUCK H IIPH PENOBEH KOHTPOI Ha CISAHHUTE
KINWHAYHYA U 7a00paTOpHH MOKa3aTeld B cilydaif Ha:

- CepuOo3HO yBpexaHe Ha 0506peunara QyHKIMs (KpeaTHHHHOB KIPBHEC
Mexmy 10 u 30 ml/Mumn) '

- KIMHHYHO 3Ha9HMa IPOTEeHHypH: (TI0BEIE OT 1 T AHEBHO)

- KJIHHHYECKH 3HAYMMH €IeKTPONUTHH HapyLICHHs!

- Hanw4ue Ha yBpeleH HMyHEH OTTOBOP MIH KONAreHo3a,(Haip. yIyc
€pUTEMaTO/IEC, CKIEPOEESPMHUSI)

~ ©ZHOBPEMEHHO CHCTEMHO JICYeHHE ¢ OTHCKAIH HMyHHTETa
MeIHKaMEeHTH (Haup. NIFOKOKOPTHKOMIK, THTOCTATHAIIH,
aHTHMETa00UTH), alOIypPHHO, IPOKauHAMHUL, JTATHH.

3abenexcra: (euxc Jozuposxa)
Tlpenu npuiarane Ha Accupro Jia ce u3ciensa O50peuHaTa QyHKIULA.

Ocobero B Ha9anoTo Ha JISIEHUETO ACCUpPTO ce TIpHiIara IIpH CHCTeMEH
KOHTPOJI Ha apTEpHanHOTO HalsIraHe H/HiH Ha ONIPeAeHeHH NabopaTopHu
TIOKa3aTely Ipy:

- IAUMEHTH C HUCKO ChABPKaHHE Ha COJ /HIH Ha TEYHOCTH B OpraHu3Ma
- IanMeHTy ¢ OrpaHrdeHa Ou0peyna QynKIusa

- TAHEeHTH C TeXKA XUIISPTOHMS

- BE3pACTHY JMNa (Haf 65 rogusm) -

- TIAIHEHTH ¢ TeXKa ChpIeYHA HeJIoCTaThYHOCT (KapaoreHeH oK)

4.4 CrhennajJHH HPOTHBONMOKA3AHNUS B CHENHAJNH NpeaynpexaeHns
3a ynotpeda.

Accupro He MOXe Jia ce YHoTpebsiBa: ¢ MOMaKpHHHUIFMETAHICYII(POHAT-
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C DeKCTpancyadaT Wil [10 BpeMe Ha NeceH3nOMIH3aus CPelny TOKCHHE Ha
HaceKoMH (BIK IIpoTHBONIOKA3aHM).

4.5 BaanmonelicTBHA ¢ APYrid MEAHKAMEHTH H APYrd OopMH Ha
B3auMOaeHcTBEHE

Omnucauy ca B3aMMOEHCTBYS IIpH npuiarane Ha Accupro una npyru AKE-
HHXUOMTOPH €THOBPEMEHHO CHC CHEIHMTE PENapaTy:

- TOTBapCKa COIl: HaMaNsgBaHe Ha XUIOTeH3UBHIUA e(eKT Ha ACCupro

- AaHTHXWIIEPTeH3MBHH: 3aCH/IBAHE HA XUIIOTEH3UBHHUA edeKT Hd Accupro
CIIEHHANHO C JHYPETULH

- DONKOYCIOKOSBAIY ¥ IPOTHBOBLINATIMTEHA MEAUKaMEHTH (HaIp.
aneTHACANUIMIIORa KU CeNHa, HEEOMETAllHH ): Bb3MO)KHO HaMalsBane
Ha XUIOTeH3NBHUS edeKT Ba Accupro

- KaJlMH, KaJiii ChXpaHaBally AUyPEeTHIY (CIHPOHOIAKTOH, aMHATIOPH]T,
TpHaMTepeH): 3HAIUTEIHO [TOBUNTABaHE Ha CepyMHU Kamit

- JHATHH: QOBMINABaHE CEpyMHaTa KOHIEHTpays na nuTuli (perosen
KoHTpon!), KaTo IT0 TO3H Ha4yHH ce IOTeHIHpa KapAuc 1 '
HEBPOTOKCHIHHATE e(DeKTH Ha IITHS

- AJKOXOJ: yCHIBaHe e(ekTa Ha aTKoXO0a

- allomypPUHOI, HETOCTATAM, HMYHOCYIPECOPH, CHCTEMEH
KOPTHKOCTEPOKAH, NPOKARHAMHUL: HaMalaBaHe Opos Ha JCBKOIUTHTE
(;reBKOIEHH)

- HapKOTHYHH, aHECTETHITH: YCHIIBaHEe Ha XUIIOTCHIUBHNS eQeKT Ha

Accupro (aHecTe3ronorsT TpsiOBa na ObIe YBEAOMEH 3aTepamnHsTa ¢

Accupro)

- OpanHH aHTHAXAGETHUHM (KaTo CyIdaHmIypes/OurBanuy), HECYIIHH:
TIOTSHIHPaHEe Ha XANOTMMKeMI3MpaInus edeKkT oT ACCupro

- HEBPONEITHIH, HMHAIIPAMUH: 3aCHNBaHE XUIIOTCH3NBEMA eheKT Ha
Accupro

- TETPAVKIHHK: HAMalgBaHe Ha pe30pOnuaTa uM.

4.6 bpeMenHOCT H KbpMeHe

ITo oTHOMMEeHKeE Ha 6€30IACHOCTTA IO BpeMe Ha GpeMEHHOCT ONUTET IPH
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XapakTepH3HpaL] ce ¢ TeXKa XUIIOIIa3KsA Ha YePeIIHNTe KOCTH, 3abaBeH
BBTPEMaTOUEH PACTEX, ORI OXHIPaMHMOH W HEOHATANIHA aHypPHS, KOSTO
MO3KE Jia JOBEJE IO CMBPT Ha HOBOPOAEHOTO. XHUIIOTER3UBHHUAT e(exT
BBPXY IIIOMA IO BPEME Ha BTOPHS H TPeTHS TPUMECTED Ha OpeMeHHOCTTA ce
CUHTa KaTo NPHYHHATA 3@ TOB2. AKO 11O BpeMe Ha IIbPBUS TPHEMECTHP OT
GpeMEeHHOCTTa C¢ IPEMIHE KbM APYTH XHIOTCHIMBHY MeUKaMEHTH,
Takusa eeKTH He CE 09aKBar.

Hsama pocraThyHO HackOpaH OITUT IPY XOpa IO BpEMe Ha KbpMEHe. |
4.7  EdexTd BHPXY cnocofHOCTTA 32 Iodupane M padboTa ¢ MalInHK

JleyesreTo Ha XUISPTOHHUTA C TOM MEAVKAMEHT H3HCKBA PEAOREH
MEOUIHHCKH KOHTpOIL ITopamy pazmigsyre UHARBYIYalHE PEaKIlHH,
criocoOHOCTTA 3a IModupane 1 paboTta ¢ MalllMHA MOXe fa ObIe HapylleHa.
ToBa Bax# 0COOEHO 32 HAYANOTO Ha JICYEHHETO, IIPH IIPOMIHA HA
IIpenapara A BEB BPBH3Ka C yrmoTpebara Ha alnKoXol.

4.8 HexejlaHH JeKAPCTBEHH PeaKiHu

CwpoeuHo-cvd06a cucmema

MHOI0 pAAKO Hali-Bede B HA9alN0TO Ha NeYeHIeTo ¢ Accupro,H ocobeHo-
TIp¥ MAHEeHTH ¢ HEAOCTaThyHO ChABPIKaHNe Ha COJI H/HIM Ha TeIHOCTH B
oprasg3Ma (Halp.IBIDKOINO Ce Ha IOBPbLXaHe, MHAPHI, IPSIX0XKAAIN0
JiedeHHe C UYPETHIH), CbC CHPIEUHA HEROCTATHYHOCT MIH TEXKKa
XUIIePTOHKS, KaKTO U IIPH IIOBHIIaBaHe Ha X03aTa Ha KBHHAIPKI W/ Ha
ARYpPEeTHKA, MOJKE [a HACTBIIH PA3KO ClajflaHe Ha apTepHUalHOTO HallAraHe
(XHOOTOB¥Is, OPTOCTA3a) ChC CUMIITOME KaTO CBETOBBPTEK, IyBCTBO Ha
OTIAfHAIOCT, 3aMbIISBaHe Ha 3peHreTo, B PellKd CIydan A0 3aryda Ha
Chb3HaHMe (CHHKOIT). '

Vi3BecTHHU ca eqUHHYHM cliydau ¢ pasmuunn AKE-MHEXrORTOpH, CBEp3any ¢
M3DPa3eHo TTOHIKEHHE Ha apTepHAaTHOTO HAlraHe: TaXHKapaus,
HaIIATALY, ChPJEIHN apUTMAN, aHTHHA HEKTOPHC, HHGApKT Ha
MHOK2p/ia, IIPEXORHO HapyilieHHe Ha MO3bYHOTO KPBBOOOpaIIe A
MO3B4EH HHCYIIT.

bvbpeyu
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MHoro psaxo MoraT Iia ce OSBAT CMyIIeHHATa B 060peunaTa GyHKIHS Wik
Jla c€ YCHIIAT ChINeCTBYBAIlM TaKHBA KATO B eJUHUYHHE CIIYYaH MOXKE 12 ce
CTUTHE 0 ocTpa OB0peuHa HeJOCTaThYHOCT. PAIKO ce HaboAaBa Hamdme
Ha OENTBK B yprHaTa (IPOTEHHYPHS ), NOHAKOra CHHPOBOAEHO OT
BJIOIIaBaHe Ha 6p0peuynara QyHKiEs.

Luxamenna cucmema

IomsKora ce ogBsBaT cyXa JpasHela Kanumma i Opouxut. Panko ce
HaOIMOAABAT 3a0yX, CHHYHT, PHHUT. B eQUHAYHH CIIy9ad ¢4 HaOmonapady
OPOHXOCHA3EM CBC 3a/IyX, BE3IANCHNS Ha IMaBHIATA 2 e3UKa | CyXoTa B
ycrara. B enuandsH ciydau npuanaernsat or AKEraxuGuropure
AHTHOHEBPOTHYEH €X(EM IIPOTHYA C OTOK Ha NApUHKCA, IBPIIOTO H/MIM
e3uKa.(BUOK CIEIIHA MEPKH)

Habmonasasy ca pexy ciayJyan Ha e03HHO(MIIHA THEBMOHMS CBbP3aHa ¢
AKE-wEXHOHTODH.

Cmomawrno-upeeer mpaxkm / yeper Opob
Psxo Moke fia ce TIOSBAT rajfiere, GONKY B eNUTaCTpUyMa B CMYIIEHHS B
XpaHOCMHJIAHETO; PAAKO NOBPBINAHe, AHAPH, 3aeK 1 Oe3alleTHTHe.

IIpu negenue ¢ AKE-uaxubOuTOpH CpeficTBa ca OIHCAHN eAHMHUYHH CIIydan
Ha XOoIecTaTdyHa XBITEHHIa, HapyIeHrne Ha YepHOIPOOEHTE QyHKITH,
XENaTuT, TaHKPEaTHT ¥ AIeyc.

Tepammira ¢ AKE-uHxubutopy TpsOBa Ja ce IpeKpary, ako ce MOsSBH
XBITEHANA MM 3HAYMMO yBeIHIeHNe Ha YepHOAPOOHUTE EH3UMI.

Kooica, kpweonocnu cudose

Ionsixora ce HabmMIOAaBAT anepruIHH KOXKHHE peaKify Karo &3aHTeM, I10-
PANKO YPTHKApHS, CHIIO TaKa aHTHOHEBPOTHYEH AEM, 3aCArall YCTHUTE,
TUETO U/MIH KpaiBUIUTE. :

B euHUYHY CIIyYaH Ca ONUCAHY TEKKH KOXHH PEaKIly KaTo
MynTadOpMeHa epuTEMA.

Ilpu cpMHeHUE 32 TeXKa KOXHa peakifis JedeHHeTo ¢ Accupro fia LR I3
IPEyCTaHOBH. %
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3abenexcka: IIpH IEPHOKOKK MALHEHTH PUCKET 3@ AHHOHEBPOTHYEH eIeM
€ IOBHIIEH.

B n3onupany ciydan MOTaT Ja ce HabOMIOHaBaT CEPHO3HY KOXKHH PeaKiIiH
KaTO epuTeMa My ITHPOPME K eKC(HOMMATHBEH JEPMATHT.

KoxHHATE NpoMeH Morar fia GbIaT ChIPOBOJIEHH C IOBHIEHA
TeMIIepaTypa, OONKY B MyCKY/IHTe U CTaBATe (MHAAITHY, apTPanyyy,
apTpHUT), CHIOBH BE3NANCHI (BaCKYJIUTH), BH3NANCHIT Ha CEPO3HUTE
THKaHH K HAKOU JabopaTopEy IpOMeHH (e03uHOMUNNS W/ NOBUIICHH
THTpH Ha AHA, nopuinena CVE).

B u30/Mpany ciy4an ca HaOoJaBaHy aHaQWIaTORTHA PEaKIy,
XICOpHasd(pOpMEHH KOXEH IIPOMeHH, (OTOTYBCTBHATENHOCT,3a4€PBABAHE,
H3IIOTABaHe, ajoIIel s, OHHXO0IH3a H 3aCHNIBaHe HACHMITOMHATE UPH
Honecrra Ha Pefino.

Hepena cucmema »

Ionsxora mopanu aucbanaHc Ha 6MEKTPOIIATATE U TETHOCTHTE CE TTOSIBIBAT
riaBoOonme, yMopa, pAAKO 3aMasiHOCT, NeNpecht, 6e3chHEe, HMIIOTEHLIAA,
MpaBy4YKaHe, IapecTe3ul, HapyllleHHe B paBHOBECHEM, OOBPKAHOCT, ITyM B
YIIHTE, 3aMBITICHO BHXAAHE, a CBINO IIPOMEHH HIIM BpeMEHHa 3aryda Ha

BKYCA.

Jlabopamopru noxasamenu
ITorsAKora Moxe Jja ce YCT2aHOBH ClIafiaHe Ha XeMOTTI00KMHa, Ha
XeMaTOKpHTa, Opos Ha JEBKOIUTHTE K TPOMOOIUTUTE.

Psanxo ocobero npu nanyeHTy ¢ Hapylnena 0bp0pedna GyHKIM, C
KONAreHO3H UK IIpH €THOBPEMEHHO JIeYEHHUE C allOIypHHOI, IPOKaHHAMUT
MY IOTHCKAINK UMYHHTETa MEIUKAMEHTH MOXKE Jla CEXOCTHIHE JI0

aHEeMHS, TPOMOOUNTONECHHUS, HEYTPOIEHH, €03NHODHINA, 4 B CAUHUIHI
clty4al JOpH A0 arpaHyloNyTO3a YK MaRHTONEH .

B epuangHE ciyyay € cho0IIaBaHo 33 XEMONN3a/XeMOMIUTHYHA aHeMUs
BBB BpB3Ka ¢ NehUIHT Ha IOK030-0-pochaTnexnaporeHasara, 6es na e
IOTBBPIEHa npuyrHEa Bpb3ka ¢ AKE-uaxubuTopHTe.
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Psiico, oco6eHo npH MAlHeHTH ¢ yBpeleHa 6p0peuna GyHKIH, e
BBH3MOXHO IIOBHIIaBaBe Ha CEPYMHHTE KOHNEHTPAMU Ha ypes, KpeaTHHUH
¥ Kallil, KakTo W HOHWXaBaHe HHBOTO HA HATPHA B KpBBTa. [IpH nanuenTu
ChC 3aXapeH Auaber e Habro[aBano IIOBHIIABAHE Ha KAIHA B CEPYMA.
Br3moxna e mosBaTa Ha OeNTEK B ypHUHATA.

B enuuuIHY cIydyau MOXKe Ja ce TIOBHIIH HHBOTO Ha OHmupydrHa 1
YEepHOAPOOHUTE SH3UMH.

benexcxu

HM36poennTe 1abopaTopHU ITOKa3aTelll TpSOBa fja c& KOHTPOIHPAT IPEXT |
PEXOBHO IO BpeMe Ha leueHuero ¢ Accupro. OcobeHo B HA9alOTO Ha
JEYEHUETO, KAaKTO U IIPH MANHEHTH ¢ IIOBHIEH pHCK (c 6B0pedHa
HEN0CTATEIHOCT, KOJNAreHO3M, HpH JeIeH’e ¢ UMYHOCYIIPECOPH,
HMTOCTATHIIM, aOILYPHHOI, IPOKaHHAMHUM, JUTHTAIICOBH MMHOKO3UIH,
FIFOKOKOPTHKOCTEPOU Y, JIaKCATHUBY, HIIY TIPH BEPACTHY NallHEHTH), ce
HpEeNoprYBa YecT KOHTPOI Ha eJIeKTPOJIMTHTE U KpeaTHHMHa B CepyMa,
KaKTO M Ha KpbBHATA KapTHHA.

AKO 110 BpeMe Ha JIEYEHHETO ¢ ACCUpPIo ce NOJBAT CHMITOMY KaTo
TTOBUTICHA TeMIIEpaTypa, yBennIaBate Ha JIMMGHY BB3IH M/UIH
BB3NAJICHNE Ha IBPIIOTO, BeHAra Tps0Ba [a ce Ha3HAYH M3CHe/BaHe Ha
OenuTe KPHBHHE KIETKH.

4.9 Ilpenozupane

Cumnmomu Ha UHMOKCUKAYUS

B 3aBHCHMOCT OT CTelleHTa Ha IIpefo3upaHe ca Bh3MOXKHHU CIHESTHHTE
CHMIITOMM: TEXKa XHIIOTOHHUS, OpamuKkap/ius, KapAHOBacKyiapeH IOk,
eNEeKTPOIINTEH Aucbananc, Op0pedHa HefoCTaTbIHOCT.

Tepanus na unmoxcukayuama

A) Ilpenopsypart ce CISNHUTE CISITHA MEpPKH B Cllydal Ha
KHBOTO3aCTAIlIABL] aHIHOHEBPOTHYEH eJIEM 3aCATal e3UKa, IIOTHCA W/UIH
JAPHEHEKCA:

Benmara Tpsa6Ba ga ce umxekripa 0,3-0,5 mg enuHeGpHUH HOAKOXKHO HITH
0,1 mg enumedprH 6aBLHO BEHO3HO (@ ce CHAa3BaT yKa3aHUATA 38
paspexane!) npu eqHoBpeMereH konTpolx Ha EKT i apreprangose=55 =
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IIPENopBhYBa Ce I0-HAaTaTBIHO CHCTEMHO IPUII0KEHUE Ha
TIFOKOKOPTHKOCTEPOUITH.

ChIIO ce NnpenopbyBa BEHO3HO NpUNarase Ha aHTHXHUCTaMUH 1
aHTaroHHCTH Ha H2-peuenrtopure.

OcBeH azipenaiiil MOXe fa ce oOMUcIK npunaragero Ha Cl-#HakTHRATOP
Ipy cliyvaw Ha u3Bected Nedunurt Ha Cl-mHaKTHBATOpA.

b) TepaneBTHuHNTE MEPKU IIPH PEIO3HpaHe UK MHTOKCHKALNA 3aBHCAT
OT HaY¥HA ¥ BPEMETO Ha IpHEMaHe, KaKTo U OT BHa U TEXECTTa Ha
CHUMIITOMUTE. :

B pompnEeHne Ha 00IUTe MEPKU 32 eNMMHUHUpaHe Ha quinapril (xato
CTOMAIIIHA IPOMHBKA, Npuiarase Ha abcopbenty ¥ garpues cyxdar mo 30
MHHYTH Clel IpHeMa Ha quinapril), BUTaIHHTE apameTpu TpsA0Ba na
OBOatT MOHUTOpPHPaHY WK KOPUTHPAHH B YCHOBHATA HA HHTCH3UBHE
MeIUIUHCKHA oTAeneHuA. Quinapril ce qranu3upa TpyaHO.

Ilpu XunoToHUs, THPBO TPI0Ba N1a Cce U3BHPIIM KOPEKIIMA Ha CONUTE B
obema, B aKo HaMa edekTa ia ce MPUIIOKAT BEHO3HO KaTeXxonaMKuHu. Moxke
Jia ce oOmuciy Tepanus ¢ AHTHOTeH3uE 1.

Tpsbba fa ce nocTasy neiic-MelKBp B CIIydalTe Ha TEPAeBTHIHO-
pebpakTepra OpapuKapys.

KOHIleHTpalisITa Ha elleKTpOIMTHATE U KpeaTiHAHA B cepyMa TpabBea fia
OBHAT NPOIBIDKUTENTHO MOHUTOPUPAHH,

5. @®APMAKOJOIMYHH CBOMCTBA

51 @apmakoguHAMUKA.

TTpu xunepTeH3WBHY [allHeHTH quinapril Mpelu3BUKBa HOHMKEHTE Ha
KPBBHOTO HAIATAHE B JIETHANO U U3IPAaBEHO NOI0KEHHE, 6e3
KOMIEHCATOpHO YBEIHYaBaHe Ha ChpJedHaTa JECTOTA.

Ipy XeMOJuHaMIIHE IIPOyIBaHus, quinapril Ipeu3BUKBa 3HaYHMO
IOHIKEHHE Ha Hepu(epHOTO apTepralHo chipoTnBicHAe. OOUKHOBEHO

CKOpCTTa Ha IJioMepyiHa GUNTpaiys.
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Ilpy moBeYETO NANUEHTH HAYANOTO Ha aHTHXUIIEPTEH3UBHUIS eeKT ce
HabMroaaBa OKomo 1 Jac cien mepopaneH NpreM Karo MaKCHMATHHAT eQexT
ce noctura cruexn 2-4 gaca.

MaxcuMaidus XHIOTeH3HBeH eeKT Ha onpeneNeHa fo3aquinapril ce
HOoCTHra cren 3-4 CeAMHIY. AHTHXUNECPTEH3HBHUAT e(eKT ce IOLIBpIKa OT
onperneneHara THEBHA 103a [OPH IPH IPOABIDKATENHA TEPATTA.

PsskoTo cniupane npreMa Ha quinapril He IpeiH3BHKBa OBP30, IPEKOMEPHO
HOBHUIlIaBaHe Ha KPBBHOTO Hajirane (pubdaynn ehexr).

XeMOAMHAMHUIHHTE NPOYYBAHAS IPH MAIASHTH CBC ChpPAECYHA
HEZOCTAaTHYHOCT II0Ka3axa, ye quinapril npefu3BUKBa HaMallIBaHe Ha
nepuepHOTO CHA0BO CHIPOTHRICHHE U OBHIIBAHE Ha BEHO3HMI
Kanan@rer. ToBa Npe3BUKBa HAMAISBAHe Ha IPEJl- U CIefHATORAPBAHETO
Ha CHpUETO (MIOBUIIABAHE Ha KaMEpHUTE HANATaHMs Ha nbIHeHe).OcBeH
TOBa, 05Xa HaOJIFO/JaBaHY yBeIUYaBaHe 00eMa Ha H3THACKBAHE, y;[apHHx
WHIIEKC U PaBOTHES KallaljuTeT, Dpy TePanHs ¢ quinapril.

5.2 @®@apMaKOKHHETHYHH CBOHCTBA

Quinapril ce Metabonm3npa B gepHUs Apob o quinaprilat, kofito e
paxubuTop Ha AnruoreHsur-KonsepTupamus Erzum (AKE).
AnrnoreH3uH-KoHBepTHpamus ex3uM (AKE) e nenTH AN IUITeITHa3a,
KOSTO IPeBpBIa AHIHOTeH3uH [ B Ba30KOHCTpHKTOpa AHTHOTEH3HH 1.
Waxubunuara sa AKE Bomum no Hamaneso obpaszysaHe Ha ChAOCBUBAIIUS
anaTrroTeHs3uH I B ThKaHUTe » nia3Mara, KaTo 110 TO3H HauWH HaMaisiBa
CeKpelusTa Ha alI0CTEPOH, KOETO II03BOJIABA [IOBHINaBaHe Ha CEPYMHUTE
KanHeBy KOHIeHTparuy. Ilonyyasa ce OBAIIEHA [Ia3MeHa PEHIHOBA
AKTHBHOCT, KOSTO Ce IBIDKA Ha OTIaaueTo Ha o0parHara oTpunarenHa
BpPE3Ka Ha aHTHOTEHZUH BHPXY PEHHHOBATA CEKPELMsL.

Trit karo AKE MeTaGonuzppa chI0 H OpafluKHHEHA, Ba30HIIaTaTOPEH
HelTH I, Ce HOBHUIABA AKTHBHOCTTA Ha JIOKAIHATA KAIHKPEHH-KHHAHOBA
crcreMa (H 1O TO3H HaY#H Ce aKTHBHPA IPOCTalNIaHAMHOBATAa CHCTEMA),
KOETO € AbInKH Ha HExuOHmaTa Ha AKE. BE3MOXKHO € TO3H MEeXaHU3IbM [a
y4actsa B aHTuxuneprensupHus epext Ha AKE uuxuburopure 1 1a e
YACTHIHO OTTOBOPEH 3a HAKOH CTPAHWYHHU eeKTH.

c‘("f"\ R

- .._...w,...»
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OcgeH TOBa, Oellle JOKa3aHo KIHHUYECKH, Yequinapri} HaManisa
WHAYUHPAHaTa OT alleTHIXONMYH BA3OKOHCTPUKLMS, HHINKAITHSL 38 -
nonobpaBaHe Ha €HIOTENHATA NUCOYHKIHA. .

Hpyr eQeKT, YMHTO MEXAHU3BM € OlIe HesCeH, € IOBUNIABaHETO Ha
HHCY/IMHORATA YyBCTRBUTEIHOCT.

DapMaKoKuHem uKd u nexapcmeen Memabonusovm

Cren opaiHo IpHIOKEHHE MaKCUMAITHI KOHIEHTPalliK Haquinapril ce
Habmoxasar A0 1 gac. Koncymanusra Ha Xpana He IOBIMYBA Pe30pOLpara
Ha quinapril. Ciex pe3opbupanero quinapril 65p30 ¥ HOYTH HAIBIHO CE
MeTaboimsrpa 10 HCTHHCKYS ITIaBeH aKTHBeH MeTaboimt— quinaprilat. B
JOIBIHEHHE Ce 00pasyBaT HAKOM KOJHYECTBEHO He3HAYHMHU 1
¢hapMakoNOryYecK HeakTUBHY MeTabomuTH. MaKCHMaJHY ILIa3MeHH HrBa
Ha aKTHBHHI MeTaboimT quinaprilat ce wabmronasar 2-3 gaca ciiel OpajieH
npueM Ha quinapril. CBepaBaHeTo Ha quinapril 1 quinaprilat ¢ nnasMeHnTe
apoterHH € 97%. Oxono 60% ot nosara quinapril ce emumuHzIpa IIpe3
osOpenure, a 40% upes Hanpaxaenusta. Quinaprilat ce enEMIERpa ITTABHO
pe3 OBOpenyTe; MIa3MEHHST MY ITOJIyXKHBOT € OKOJIO 3 gaca, a
MUCOAIHONHYS My ITonyXkuBoT ¢ AKE okono 26 gaca. Iipy nanmests ¢
KpeaTHHHHOB KIHpaHc 10 60ml/Mun ce HaOMronaBaT HOpMaiHH ILIa3MeHH
kpusH Ha quinapril I quinaprilat. Axo kpeaTHHEHOBMSA KIMPEHHC CIIaAHE MOX
60 ml/vmun, HEBaTa Ha quinaprilat ce moBHINABAT, BPEMETO 3a JOCTHIAaHE Ha
MaKCHMANHA [ia3MeHa KOHIEHTPaIHs C& YbIDKABa, 4 CHINO CE YABIDKABA K
TJIa3MEHUAT IOy KHUBOT. ‘

QapMaKOKAHETHYHHTE IPOYYBaHKS IIPH HATHEHTH C TEPMHHAIHO
6u0peuHo 3adonaBane, NOI0XKEeHN Ha XPOHHYHA XEMOAHAI3a HITH
IaNyeHTy ¢ aMOyIIaTOpHA IepUTOHEAITHA UAN32, NI0Ka3axa, TCHUAI3aTa
chBceM ciado MOBIMABA OTHelHeTo Ha quinapril mquinaprilat.
EnmmvuHEpaHeTo Ha quinaprilat cpIno e no-0asHa H IIpy BE3PACTHH
narieHTd (Bay 65 FONWHM) B IIPH NalFeHTH ¢ TeXKa ChpledHa
HeOCTaTHYHOCT. 3a0aBsHeTo KoNepupa ¢ OrpaHu4aBaneTo Ha 0pbpeunara
(YHKI{HS, KOETO Ce Cpelfla YecTO IIpH Bh3pacTHH nauuenTy. [Ips nanuesTy
¢ yMepeHO yBpenieHa Op0peuna GpyHKIHs (KpeaTHHUHOB KIHPBHC3060
ml/MUH) WI¥ TEXKO yBpefiena 0p0peuna ¢yrkxnus (1030 ml/Mun) 1 npu
BH3PaCTHH TAIHEHTH, MOXe Jia Ce HalnoXy HaManiBaHe 03aTa Haquinapril.
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yepHoApoOHa UHpo3a, KoeTo ce 005ACHsBa ¢ HaMalleHHs MeTabomi3sM Ha
quinapril Ipx IpeMHEaBaHeTo My IIpe3 YepHus Apos.

buonanuunocm
Cropen npoy4sanys Ha ypuBara, abcopbuusra raquinapril ciien; opaneHn
npueM € oxono 60%.

5.3 TIpexnuHHYHH A2HHH 32 0e30MacCHOCT

Ocmpa moxcu4HoCm

Crounocrute LDs,crieq opaiHo npuinoxenye Ha quinapril 6sxa 1440-2150 -
mg/kg npu Mumku 4 3541-4280 mg/kg npu mapxoBe. CTORHOCTHTE NpH
BEHO3HO IpuioxeHue 0sxa 504-523 mg/ke (mamixn) u 107-300 mg/kg
(ImBX0BE).

XpOoHUuYHa MOKCUYHOCH

XpoHHYHAaTa TOKCHIHOCT Oele u3cae/(Bate Ipy IIBXO0BE U KyJeTa 3a TO3H
o 100 mg/kg 3a I roguna. baxa HabiroaraHy 3aryba Ha Terlio, DOBHIIEH
BUN 1 peHEH, 4 HaMalleHa IIroKo3a. TerioTo Ha ceplara Oeliie HaMaieHo,
B OBOpeLinTe ce HaOMONABaxa iereHepaTHBHY IPOMEHH |
IOKCTarioMepynapHa Xuneprpodus Ui XUnepIiasis.

IIpoy4yBaHHATA C KyJeTa IoKa3axa MOAOOHH pe3ynTary. Tyk ChIoo HMarie
TIOBHINECHIE Ha IINa3MEHNTe PeHUHOBH HUBA B YOKCTarlIOMepyIapHa
xurieprpodus. Ilpy HalFBHCOKUTE HO3H IIPY HAKOM XKHBOTHH Ogxa
nosumeny cepyMara BUN u cTolHOCTHTE Ha 9€pHOAPOOHITE €H3HMU.

Hskon »ABOTHY B IpyIlaTa ¢ Hali-BHCOKA 10332 MMaxd CTOMAIIHE €pO3UH U
0s1xa Habmoaapany GOKAIHE Bh3NANeHNS Ha 9epHus npob. IIpoMenuTe B
6B0OpenrTe HabMIOAaBaH: IpH IITBX0BE H KyYeTa, Ha KOUTO Ca [aBaHy
MHOFO BHCOKH 031 ca THImdHH 32 AKXEHHXHOUTOPHTE 1 H3TIIeKIa HE ca
CIICACTBHE Ha NUPEKTeH TOKCHIEH e(eKT, a Ha IPEKOMEpPEH .
dapmakosoryyen eakT (¥3paseHa IPOXBIDKUTEHHA XUIIOTOHHS,
CTHMYTAIUSA HA KIETKUTE ChABPKANIK PEHUH).

TymopozeneH 1 MymazeHeH nomenyuan
He 6gxa HabiofaBald TYMOPOreHHH e(QeKTH IIPH IPOYYBaHus Bb
IUTHXOBE M MHILKH IIp¥ JHeBHH m03u oT 75 wm 100 mg/kg. Qui
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JOCTaThYHO IPOYYEH 32 MyTareHeH oTenyan. JIuncear yoenarenun
AOKa3aTe/ICTBAa 3a MyTareHeH noreHimair. Quinapril Caio He MOKa3Ba
MyTareHH¥ CBOHMCTBa IIpH Ames Tecta ¢ K 03 MeTa0OoHTHA aKTHRAIHA.
Quinapril BHsaMa MyTareHeH e)eKT mpH in Vitro ¥ in vivo HHTEH3HBHO
TECTYBaHe C T€éHHH H XPOMO30OMHH MUTAUHOHHY TECTOBE.

PenpodyKyuonna moKCuuHoCH

ITpoy4BaHus ¢ mIsX0Be NpH Ko3u 50 300 mg/kg/NHeBHO U 3aliIi IpH I03H
mo 1.5 mg/kg/nHeBHO He oKasaxa TePaTOreHeH morTesyat. Jokato npu
IUIBX0BETE He OsXa HabmonaBany eMOPHOTOKCHITHH e(eKTH, TO pH
3alinuTe OAxa HabMOoKaBaHH TOKCHYHHM 34 MaiikaTa i eMOPHOTOKCHYHNT
e(heKTH 3amoYBarmy Ipx Ko3a 1 mg/kgarepno. Ilpy mpumarase o BpeMe Ha
(beTanHoTO pa3BUTHE H KEPMEHETO, Ce IIONYJr 3a0aBsHe Ha PACTexa Ha
TIOKOJIEHHMETO MPH IIIEXOBETE 3all0YBAII0 IIPH H03a 25 mg/kg/nHeBHo.

He Gemue HablogaBaHo yBpexaane Ha (QepTHIHOCTTA IPH PONUTENCKHTE
XHWBOTHH WIIH NOKOJICHHUETO.

He Geme narpynay OmuT 3a IpUNOKeHHe Ipy OpeMeHH# xeHu. Baxa
Habmonasany 3a20aBsHe Ha HHTPAYTEPURHEAL PACTEX, IPEXAEBPEMEHHO
paxpaHe M nepcucTypain JIyKTyc aprepro3yc BBB Bpb3Ka ¢ yHOTpebarta Ha
HMHXBOHMTOPH Ha KOHBepTHpamus eH3uM. He Geliie H3sCHEHO Jalv, ¥ HO
KaKBa CTeNeH JIEKapCTBOTO MOXe Jia OB/l OTTOBOPHO 32 TE3U NaTONOTHIHN
npoMeBH. B penxu ciygau e Ouiia HabmrofgaBana HeoOpaTuMa agypHs IpH
HOBOPOXEHH, KOraro MakuTe ca Omimm yekyBanud ¢ koMOnHauus ot AKE
HHXUOUTOD U OHYPETHK.

He ca u3BbpIIeHy IpOyIBaHNS BEPXY ILIANCHTapHAA NepMeabuIuTeT I
HaNnM4¥ueTo B KbpMara.

6. DPAPMAIEBTMUYEM TAHHHA
6.1 CriHcbK HA NOMOIIHATE BEIIecTBA:

Candililla wax
Crospovidone .

Gelatin =~
Hydroxypropylcellulose
Lactose 1 H,O
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Macrogol 400
Heavy basic magnesium carbonate
Magnesium stearate
Methylhydroxypropylcellulose
Dye E171

6.2 HecuBMecTHMOCTH
He ca uspectau gocera
6.3 Cpok Ha rogaocT
3 roguHU
6.4 CreusajnHi ycJIOBHS 32 ChXpaHeHHe
Hama
6.5 Ilpomsxoj H cHIABPKAHME HA ONAKOBKATA
Domo/Qonuo 6IECTEPH CHCTABEHH OT TBHPHAO MIACTHYHO ATyMEHUEBO
¢ommo, ¢ PVC/PVDC TepMmonzommipant nax i polyamide/aluminium/PVC
KOMILIEKC. '
Accupro 20, bunM- Tabierka 20 mg ce qocTassT B KyTau ¢ 30 TabeTKH.
6.6 Ilpenopbku npm ynorpeda/mpuioKenne
HsmMa crienuanHy HHCTPYKITHH,
7. HDPHUTEXATEJ HA PASPEIIATETHOTO 3A ITPOJTAKEBA
Parke-Davis GmbH, Berlin
Anpec: 79090 Freiburg
. Ten.: (49) 761 518-0
. @axc: (49) 761 518-3070

8. PEI'HCTPAIIMOHEH HOMEP
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9.  JATA HA IIBPBA PETHCTPAUMS / TIPEPETUCTPAIASA

02.11.1993

10. JATA HA (YACTHYHA) PEBHA3US HA TEKCTA -

HexemBpu 1998




