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Enna gumv-TabneTka ChabpiKa:

5.416 mg quinapril hydrochloride (oTroBaps Ha 5 mg q1-1inapn'1)
3. JIEKAPCTBEHA ®OPMA:

Oumvi-TabneTKn

4. KITHIMIHW JAHBHH:

4.1 TepaneBTHYHM NOKA3AHHA:

- eceHpHanHa XUNnepTonud
- CchpAacdHa HENOCT ATBE4YHOCT

4.2 Jo3upoBKA M HAYHH HA MPAIOKEHNE:

Babenesxcka:

B HA4AIOTO Ha JeUeHHeTo ¢ ACCUpro Moxe fa ce HabmonaBa pA3Ko
criaZaHe Ha KPEBHOTO HalArage, 0COOSHO IIPY NAIMECHTH ¢ HEJOCTAT Ha
COJH H/¥I¥ TESHOCTH {KaTo NOBPEIIaHe, AUapus, JHypeTHIHA Tepands),
CHp/iedHa HELOCTaTBYHOCT, OCTEP MHOKapACH nHpapKT, HecTabuIHa
AHTHHA EKTOPHC VM TEXKKA XHIEPTOHMSL.

ITp¥ BE3MOKHOCT, HEAOCTUIET Ha COIM H/WTH TewHOoCTH TpA0Ba na Obe
KOpHIMpaH Ipeid HagalloTo Ha JISISHHETO C Accupro, IHypeTHYHAaTa
Tepanus TpsOBa Ja ce peyiupa Wil NPEKBCHE, aKo e CHeTe 3a
HeobxomuMo. ITpy Te3u NalueHTH JICIeHHETO TpsibBa a 3amoyHe ¢ Hai-
HICKATa eM@HMYHA 032 OT 2.5 mg quinapril CyTpuH M KPBBHOTO HaLTaHe
74 ce TpocyeisBa BHAMATEIHO.
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Crniex IpuITarase Ha IIHPBaTa 1032, H ChII0 KOraro f03ara Ha quinapril
W/uiv GpPUMKOBHS AWYPETHK Ce yBelIYaBa, Te3u MaluenTH TpsiOBa fa Gpaar
IO MEAHIHCKO HabroieHre Hait-MalKko 6 9aca, 3a ia ce IPeXOTBpaTh
EBEHTYANHA HEKOHTPOIHPaHa XUIOTeH3BHA PeaKiisl.

TIpoMsHaTa Ha TeIeHHeTo ¢ Accupro TpsOBa fa ce ¥3BBPIIBa B OONHUIA,
ripu GOJHY ChC 3M0Ka9eCTBEHa XUMEPTOHMUS A TeXKKa ChpAeTHa
HeJI0CTaTHYHOCT.

B Jpyrare cIydan ce IpHhaarar ClleiHITe NPCHOPBKH 34 JO3HPAHC!

Ecenyuanna xunepmonrus

O6UKHOBEHO HadanHara fo3a e 10 mg quinapril AHEBHO. AKO € Tasy 11034
HE ce IIOCTUIrHE HOPMANN3HPaHe Ha HAIMTaHeTo, T4 MOKe 14 ce HOBHALIM J0
20 mg/nuepno. JlHeBHaTa f03a MOXe Jia ce fipueMa eHOKpaTHO MK Ja Ce
paszeiH Ha ABa IpyeMa (CyTpHH 1 Beuep). [loBHIIamHE Ha 03aTa MOXe 1
Ce M3BBHPINBa €4Ba CIell 3 CeMMUIH. IMopnepxawiara x1o3a obnxaogsero e 10
mg/IHEBHO, MAKCHMAIHATa 1032 He 6uBa 1a HagxBepiIg 2x 20 mg/nHeBHO.

Copleuna HedoCmamv4HOCH

Accupro Moe /ja ce TipHiIara KaTo JONBIEMTeHA MEIHUKaLHA KbM
IpeIIeCTRAIIO JiedeHne ¢ AUy PETHIN U JuruTanuc. Havannara fo3a 2.5
mg quinapril cyTpuH ¥ Bedep. [loBuIIaBane Ha 103aTa TpsOBa na ce
M3BBPIIBa CAaMO HOCTEEHHO, B 3aBUCHMOCT OT OTrOBOPA Ha MAMHCHTa KBM
TepamnusTa. [LlofmbpKamara 1032 OOHKHOBEHO € 1020 mg/nueBHO, a
MaKCHMAJIHATA 033 He OHBa Aa HagxBepid 2 X 20 mg/IEeBso.

Jlo3uposKa npu yMepeHo HapyuieHa 6v0peuna QyHKyus (rnupvHC Ha
kpeamununa 30-60 ml/min) u npu ev3pacmuu nAyUeHm (Hao 65 z200unu)
HavanraTa 10323 € 5 mg KBUHAIIPHI, MOAABpXKa@ara 1osa mo Ipasujio € 5-
10 mg KBUHANPWI JHEBHO. MakcyMarHaTa 1033 0T 20 mg xBUHANPHIL HE
TpsadBa fa Ope NpeBHIIaBaHa.

Jlo3uposka npu mexcko HapyuieHa 6b6peuna GyHKyus (knupwHC HA
kpeamununa 10-30 ml/min).

HauanzaTa no3a e 2.5 mg quinapruil (orroBapama Ha %2 GpuIM-TabIeTKa
Accupro 5), moIbpiKamara f03a € 00AKHOBEHO CBIIO 2.5 mg quinapruil
(orroBapsra Ha ¥ GumM-TabreTka Accupro 5). Makcumannara 1032 [
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quinapruil xueBHO. MIHTEpBATHT MEKY fiBa NpHeMa Tps1oBa fa Obxe
MEHHMYM 24 gaca Topaiil YAbIDKEHAS [IOMYKHBOT.

3a ylecHSBaHE HA WHAMBKyaNHaTa JO3HPOBKA CE IPENOCTaBAT ACCUpPIO 5
1 Accupro 10 mox popmaTa Ha QUIMTACHETKH C pa3feNUTeNHa JIHHMA.

ACCllpI'O MOXKE a ce HpHeMa He3aBHMCHMO OT BPEMETO Ha XpaHeHE, KaTo
JHeBHAara 103a MOXKE Ja Ce IIpreMa HaBEHBX HIIH Ha IBa IIBTH.

HPOH'BHX(I/ITGJIHOCTTE. Ha JIeyeBHe ce ONPEAcid B 3aBUCHMOCT OT
CBCTOSHIETO Ha TTAHCHTA.

4.3 IIpornBomokKasanwsi:

Accupro He MOJKe Aa Ce IpUIiara [pr:

- CBPBXYYBCTBHTEIHOCT KbM KBUHAIPHII MM HAKOS OT ChCTABKUTS Ha
MPOIYKTA.

- agaMHe3a 32 aHTFOHERPOTMYEH eeM WY APYIH aHTHOeneMH (Halp. Ipy
IpeecTBano JedeHue ¢ nuxubuTopy Ha AKE)

- cTeHo3a Ha 6B0pedHy apTepuy (ABYCTpaHHA MM €XHOCTPAHHA IPH
eAHHCTBEH OBOpeEK)

- cnen OpOpeyHa TpaHCIIaHTAIS

- YIpE XeMOJMHAMHYHO 3Ha9KMMa CTeHO32 Ha a0pTHA WM MUTpAIHA KJIala,
MK XUIIEPTPO(HYHA KapAOMAONaTH

- IbPBHYEH XUNEPANAOCTEPOHHUZBM

- OpeMeHHOCT

- KBpMene (Hanara ce CHEpaHe Ha KEpMeHero!)

TIpu XeHH B PEPOAYKTHBHA BB3PacT IPeH 3all0YBaHE Ha ICYEHNE C
Accupro Tps0Ba fa ce H3KIo9n OpeMenHOoCT. 110 BpeMe Ha ISICHIHETO C
Accupro Tps6Ba Jia ce B3eMaT MEpKH IIPOTHB 3a0peMeHsBane. AKO BRIPEKH
TOBA IO BpeMe Ha JIEYeHHeTO ¢ ACCUpro HACThHIIN OPEMEHHOCT, ox
NeKapcKi KOHTPOI TpsbBa fia ce Clpe NpHUeMa U fa ce [IPEMUHE KBM JpYTo,
TI0-MAJIKO PHCKOBO 32 JIIO/IA JIedeHye, Thil Karo IpUeMaseTo Ha ACCUpro
ocoGeHo Hpes ImocieIHuTe 6 Mecena Ha GpeMeHHOCTTa MOXE Jia YBPeIH

0 () G
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AKo ce Hajara JedeHue [10 BpeMe Ha KbpMeHe, TOI0CHeNH0TOTpA0BA Aa ce
MPEYCTaHOBH.

Iopanu nurica Ha JOCTaTb4eH negeben onuT, Accupro He Tps0Ba fia ce

TIpEara npu:

- TeXKO HapylueHue Ha Op0peunaTa GyHKEs (KIHPHHC Ha KpeaTHHUHA
non 10 ml/mus)

- TanueHTH Ha XeMOoIOuaiu3a

- OBPBUYHO YepHOAPOOHO 3a00NsBaHE WK gepHOZpoOHa HENOCTaTBIHOCT

- Jiena

o BpeMe Ha TedeHHe ¢ Accupro He Tps0Ba Zia e MPOBEXA NUANN3A R
XeMOQUITPANHS ¢ IONHAKPHHAEMETaMICYI(QOHAT-BICOKOTPOIy CKIIMBY
MeMOpany (uamp. AN 69), ThH KaTo CHIECTBYBa ONACHCT OT PEaKIis Ha
CBPBXIYBCTBUTENHOCT (AHa(UIAKTOMTHA PEaKIyit) ¥ JOPH (paTaneH mOK.

B ciyuaif, ue TUaTA3aTa W XeMODUITPaIuaTa ca HeH30eKHH, TpsOBa
TIpeABAPATENHO Aa Ce IPEMUHE KbM JpYT BAJ| ISICHHE HA IIOBUINECHOTO
apTepralHo HaraHe HIM ChpieyHara HeOCTaThIHOCT (me AKE-
HEXHOITOP) MM [ia ce M3MON3Ba APyT BU/ UaTu3Ha MeMOpaHa. (BIK
TlpenynpexneHys).

Br3MosKxHa € [ToABATA Ha JKHBOTO3aCTpalliaBalyi peakuy Ha
CBPBXYYBCTBHTENHOCT 1O Bpeme HaLDL (JIMIONpPOTERH C HICKa
WIETHOCT) adepesa (IPH TEXKY XHIISPXOIIECTEPOTEMHH) C
nekcTpancyndar, ako ce npunoxi AKE-uxudurop.

IToHsKOra MOFaT [1a BE3HHKHAT KUBOTO3aCTPAllIABAINM PEaKiH Ha
CBPBXUYBCTBUTEIHOCT (KaTo CIa/laHe Ha KPhBHOTO HAATaHe, 3a/iyX,
HOBPBIIAHE, KOKHH aJlepIHYHA PEaKIyK) 0 BpeMe Ha NEeYCHHE C XIeN
HaMaJdBaHe MM eNEMHHEpaHS Ha TyBCTBUHTENHOCTTa DU aleprHYHH
peaKnH (IeceH3uOHIA3Npaia Tepalu), TpeAU3BAKaHY OT TOKCHHM Ha
HaceKoMH (Hallp Y XWIBaHe OT IYENH ¥ OCH) ¥ IPH €NHOBPEMEHHO
npuemane Ha AKE-naxudurop.
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Axo e Heobxommma LDL adepesa mnu fecen3uOUII3anus KbM TOKCHHH Ha
HaceKoMy, MeIHKaMenTa TpsOBa fia ce 3aMeHH ¢ APYTo JIEKapCTBO 32
XUIEPTOHUS MITH CHPAEYHA HEJOCTaTBIHOCT.

Accupro Tps6Ba Jia ce IpHara clie]] MHOTO KpHTHIHAONCHKa Ha
CHOTHOIIEHHUETO TI0M3a/PHCK B IIPH PENOBEH KOHTPON Ha CIEAHITS
KTAHAYHY ¥ Ta00paTOpHH N0Ka3aTeny B Clly4a Ha:

- cepHo3HO yBpexAaHe Ha OB0Opedrara QyHKIUA (KpeaTHHHHOB KIHPBHC
Mexay 10 u 30 ml/vus)

. KIMHHYHO 3HAYMMAa HPOTEHHYp¥: (I0Bede OT 1 T IHEBHO)

-  KIWHAYECKH 3HAYAMY eleKTPONHTHH HAPYIICHI

- payM4Ye Ha YBPEICH EMYHEH OTrOBOP HIH KoJareHxo3a,{(gamp. Iynyc
epUTEMATOIEC, CKIIEPONEPMES)

- eJHOBPEMEHHO CHCTEMHO JieUeHHe C IOTHCKAITE HIMyHATeTa
MeIuKaMeHTH (Hanp. IMOKOKOPTHKORIHM, HATOCTATHIIH,
aHTHMeTa0O0I|TH), ANOIYPHHON, IPOKatHaMH T, JTUTHHA.

Babenedicka: (susic JJoauposka)
TIpenu npriarage Ha ACCUpro Jia €& K3Cle/isa OpOpeuHaTa QYHKIU.

Oco6eno B HAYAJIOTO Ha JIeUeHreTo Accuproce npasara Ipy CHCTEMEH
KOHTPOII Ha apTEPHANHOTO HAILraHe /I Ha ONPe/ICICHI nabopaTopHM
HOKAa3aTely IIpH:

_ JaIMEenTy ¢ HUCKO ChABPIKaHIE Ha CON VI/HI Ha TEYHOCTH B OpratisMa
- HaIlMeHTH ¢ orpauyera 6p0pedna QyHKIHA

- JaOHEHTH C TeXKA XHIePTOHNS

- BE3PACTHH JLa (Hajl 65 TONMEH)

_ DANEEHTH © TeXKa CHPeUHA HENOCTAaTEIHOCT (KapAHOreHeH IOK)

4.4 CpenuaJHi NPOTHBONOKA3AHHSA ¥ CHENMAIHA HPefyNpPeRACHH
3a ynorpeba.

Accupro He MOXe [ia Ce yIIoTpe0sisa ¢ TOHAKPUHATFMETIUICY I OHaT-
BHCOKOIPONyCKIBY MeMOpanw (Hamp. AN 69), o speme Ha LDL adepesa
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¢ AEKCTpaHCYN(aT KK 10 BpeMe Ha JIeCeH3HOMIM3anus CPErty TOKCHHEM Ha
HacexoMy (BHK IIpOTHBOIOKA3AHMA).

4.5 B3apMoJeiiCTBHS ¢ APYrM MeXHKAMEHTH ¥ Jpyru opmu Ha
B3aUMOAeicTBHE

OnHCAHN ca B3aNMONEACTRHA [pH TIpAaraHe Ha ACCupro Wi ApyTH AKE-
UBEXAOUTOPH €HHOBPEMEHHO CBC CICHHHUTE NpeTapaTh:

- roTBapcKa COIl: HaMAalsiBaHe Ha XHIOTeH3NBHEA edexT Ha Accupro

-  aHTHXHWIEPTEH3MBHHA: 3aCHIIBAHE Ha XATOTCH3UBHYS edexT Ha Accupro
CIIENHANHO C AHYPETHITH

-  BONKOYCHOKOSBaIY M IPOTHBOBH3NANUTEIHN MOANKAMEHTH (Harmip.
ATeTHICAIUINITIOBA KACENHHA, HHAOMETAlMH): BE3MOMKHO HAMANIBAHE
Ha XHUIIOTEH3UBHUS e(PeKT Ha ACCupro

- xayulf, Kamui ChXpaHdBalid JHYpeTHIT (CIIPOHONIAKTOH, aMHAIIOPH L,
TpYaMTepeH): 3HaUUTEIHO TOBUIIABAHE Ha CepyMHI Kalui

- JTH(: IOBYIIIABAHE CEPYMHATA KOHIEHTPAIWs Ba M THH (penoBed
KOHTpOH!), KATO TI0 TO3M HAYIHH CE IOTEHLHpPa Kap/ine KX
HEBPOTOKCHYHHUTE €(OeKTH Ha TATHS

- aIKOXOJI: CHIIBaHE edeKTa Ha ANKOX0NIa

- QNOIypHHON, IATOCTATHIY, HMYHOCYIPECOPH, CUCTEMHN
KOPTHKOCTEPOHAY, IPOKayHaMH: HaMallIBaHe Opos Ha TEBKOIUTHUTE
(NeBKOTIEHHMA)

- HApKOTHYHH, aHECTETAIY: YCUIBAHE HA XUIIOTCHIHBHM edeKT Ha
Accupro (aHecTe3noJorsT TPIOBa 1a OBIe YBEHOMEH 3aTepanusTa ¢
Accupro)

- opanpu anTAARaOETAIHH (KaTO cyndanwnnypes/OHrsanuy), HHCYTHH:
HOTEHIMpaHe Ha XUIIOTIAKEMH3HPATI edexT oT Accupro

- HEBPOJENTHIH, MMATNPaMUH: 3aCHIBAHE XUIOTCHIABHAA edeKT Ha
Accupro

-  TeTpauHK/IHHK: HaMalsiBaHe Ha pe3opbnuATa ¥M.

4.6 bpeMeHHOCT U KbPMeHE
Mo oTHOLIEHNE Ha 6e30HacHOCTTa 10 BpeMe Ha OpeMEeHHOCT OIUTHT IpH

X0pa € Bee Ollle HeMOCTATEYeH. B OCHeAHITE IONUHH Ca OIHCAHY CIIy4aun
na (deraneH CHHAPOM IpH yroTpedara Ha AKE-mEXHOHTOPH
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XapaKTepu3Hpall ce C TeXKa XMIIOIIIasys Ha 1epelHITS KOCTH, 3abaBeH
BETPEMATOYEH PacTek, ONUrOXUAPAaMEHOH i HEOHATAIHA aHy Py, KOATO
MOXe J1a HOBeJle 0 CMBPT Ha HOBOPONEHOTO. XUMOTCH3HBHUAT eQEKT
BBPXY ILIO/IA TIO BpEME Ha BTOPHS U TPETHs TPUMECTEp Ha OpeMeHHOCTTA Ce
CUKTA KaTO IPAYMHATA 32 TOBA. AKO IO BpeME Ha IIbPBHUs TPUMECTED OT
GpeMEHHOCTTA CE IIPEMUHE KbM APYTH XUIIOTCH3UBHY MCMKAMEHTH,
TakuBa e(EKTH He ¢ OJaKBaT.

Hsma nocTarbuHo HackOpaH OIUT YIPH X0pa IO BpeME Ha KEPMEHE.
47 EdexTu BHPXY CNOCOGHOCTTA 32 INOQUpAHE ¥ padoTa ¢ MANINHHA

JledeHreTo Ha XATEPTOHMATA C TO3M METUKAMEHT H3HCKBa PeAOBCH
MeTHITHHCKY KORTPodL. Tlopajy pasiiaHuTe HHAMBUAY /A peaklii,
criocob6HoCTTa 3a Imodupane ¥ padoTa ¢ MalTUHA MOXe [id OB1e HapyILUeHa.
ToBa BaKH 0COOEHO 3a HaYaloTOo Ha JEYSHHETO, IPH HpOMsAHa Ha
TpeliapaTa U BbB BPB3Ka C ynoTpedara Ha ankoXoll.

4.8 Hexenann JeKapCcTBEHHE peaKnud

CopOeuHo-cb006a CUCHEMA

Meoro paako Hafi-Be4e B Ha4alloTO HA JICICHACTO © Accupro,n 0cobeHo
TIpH ALHEHTY ¢ HENOCTATHIHO ChABPIKAHHE Ha COIL W/WNH Ha TeIHOCTH B
opraam3Ma (Halp.AbIDKOLIO Ce Ha IOBPBIIaHe, (HapHi, OPENXOXIAAII0
JlegeHre ¢ TUYPETHIE), ChC CHPACYHa HENOCTATHYHOCT Ml TEKKA
XWIIEPTOHYS, KAKTO H TIPH NIOBHIIABAHE Ha 103aTa Ha KBUHAIPUII W/UIH Ha
ARYPETHKa, MOJKE Jia HAaCTHIIH PA3KO CIIA/IaHe Ha apTepualnoTo HaArane
(XUIOTOBHS, OPTOCTA3a) CHC CHMIITOMH KaTO CBETOBBPTEN, TyBCTBO Ha
OTI2IHATOCT, 3aMbIIIIBaHe Ha 3peHHUETO, B PEIKU CIydan 10 3ary0a Ha
crp3Hanue (CHHKOIL).

WzBecTHM ca eMHUYHHE CIIyday C pa3iiaHu AKE-aHxuORTOPH, CBBP3aHH C
F3pa3eHO NOHIDKEHHE Ha apTepHaHOTO HALiraHe: TaxuKkapiui,
DANTHTALME, CEPACYHA apHTMIH, aHIHHA [EeKTOPHC, MH(APKT Ha
MUOKapAa, IPEXOJHO HAapyLieH) e Ha MO3BTIHOTO KPBBOOOPAIIEHHE
MO3Bb4eH HHCYIT.

Bvbpeyu
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MHOI0 PSJIKO MOraT ha Ce NOABAT CMYIIEHHITA B OBpOpeunara QyHKIUS KA
fia ce YCHIIAT CHIIECTBYBAIIH TAKKBa KaTO B SAMHAIHH Cllyal MOXe 1ia ¢&
CTHTHE 0 0cTpa 650pedHa HefloCTaTRFIHOCT. PijiKo ce Habmo/iaBa Hamue
Ha GenThK B ypuHara (IpOTeHHYPHs), IOHAKTa CBIPOBOACHO OT
BIIOIAaBaHe Ha OBOpednaTa QYHKIH.

Jlixamenna cucmema

TloHsIKOra ce FoSBABAT CyXa Jpa3Hella Kanuila i OpoHXuT. PAIKo ce
HaGIIONABaT 3afyX, CHHYUT, PUHAT. B eUEWYHN ClIydau ca Habmogapasu
6pOHXOCTIa3hM CBC 3aflyX, BE3Na/leHIe Ha IMraBalaTa Ha e31Ka i CyXoTa B
ycTaTa. B efuHAYHY CliyYal IPHYNHEHALT OT AKEugxuburopure
AHIHMOHEBPOTHYEH eeM IIPOTHYA C OTOK Ha JJApHHKCE, IBPIOTO W/BIm
e3mKa.(BHIK CIIEIHY MEPKH)

Habmonasany ca penky Cliydau Ha €o3iHO(HIHA ITHEBMOHNSA CBhp3aHa C
AKE-MEXHOUTOPH.

Cmomauino-upeser mpakm / uepen 0pob
PanKo MOe fia ¢e IOSBAT rajieHe, OONKE B SIIMracTpiyMa i CMyINCHA B
XPaHOCMIJIAHETO; PAIKO IOBPBINAHE, THAPHs, 3AMeK 1 OezaneTHTHE.

Ipu negerie ¢ AKE-MExuOGUTOPH Cpe/ICTBa Ca OIACAHH SMHITIHIT CIyHaH
Ha XOIECTATHYHA JChITEHHIA, HApYIIeH e Ha YeHONPOOHITS QYHKIMH,
XENaTAT, TAHKPeaTuT | HIEYC.

Teparusta ¢ AKB-ruxubutopy Tpg0Ba ia Ce IPEKparH, aKo Ce IOABU
JKBIITCHIIA MITA 3HaYAMO YBETMYEHre Ha YEPHOAPOOHITE SHIMMH.

Kooica, Kpe8OHOCHU Cb008E

[ToHsKora ce HaOFoIaBaT ANePriyHE KOXKHE PeaKiiH XaTo eK3aHTeM, I10-
PSIKO YPTHKApPHS, CHINO TaKa aHTHOHEBPOTIYCH elleM, 3acirall] VYCTHHTE,
JENETO W/MMH KpaiHuIIUTe.

B eqHUYHY CIIy9an ca ONMCAHY TEXKY KOXHU PeakIiiK KaTo
MyATH(GOpPMEHA EPUTEMA.

ITpu chMHEHME 32 TEKKA KOXKHA PSaKIA] JICICHACTO C Accupro j1a ce
IpeyCTaHOBH.
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Babenesicka: TIpy 4epHOKOXKH NAMEHTH PHCKET 32 aHIHOHEBPOTHICH €11EM
€ TIOBHIIIEH.

B mzonmMpaHy CIyday MOrart ia ce Ha0IIoOHaBaT Cepro3HY KOXHH PEaKIun
KaTo epuTeMa MyITH(OOpME K exchonMaTHBEH EPMATHUT.

KoxuuTe IpoMesy Morat ia ObaT ChIpOBOJSHM C IIOBHINICHA
TeMIiepaTypa, GONKE B MyCKyJIMTe ¥ cTaBuTe (MHAITHM, apTpanrim,
apTPUT), CHIOBH Bh3IaeHIs (BACKYATH ) BE3IANCHNS Ha CEPO3HUTE
THKAHE 7 HAKOY J]a00paTOPHHK IIPOMenH (€03uHO(UINS H/HIIH HOBUIICHH
tarpu Ha AHA, opumena CYE).

B p30/mpasH cllyJan ca HabJmEoiapaiy aHahUIATONAHY PeaKiuH,
ncopuasihOpMeHH KOKHN TPOMEHH, GOTOTYBCTBUTENHOCT,3a9EPBABAHE,
H3MOTSBANE, ATONEIAs, OHIXONH3a ¥ 3aCH/IBAHE HACUMITOMUTE TP
Bomnectra Ha PefiHo.

Hepena cucmema

TTonsKora opafy NAcGaiaHe Ba eNeKTPONHTATE U TeYHOCTHTE CC MOABABAT
rTapoGoIIHe, YMOPa, PAIKO 3aMasHOCT, NETPECHH, Oe3CHHNE, IMIOTCHIIA,
MpaByIKape, IapecTe3uH, HapyIeHne B paBHOBECHETO, 00BPKaHOCT, IIYM B
yIIITe, 3AMBITICHO BIDKIAHE, a CHINO YIPOMEHN M BpeMEHHa 3aryba Ha
BKyca.

Jlabopamopnu noxasamenu

TToHsKOra MOXe A Ce YCTAHOBH CHalaHe Ha XeMOTII(nHa, Ha
XeMaTOKpHTa, 6pos Ha JISBKOLUUTHATE UM TPOMOOLIUTHTE.

Psxo ocobeHo mpH NaldeHTH ¢ HapylieHa 6pOpeuHa QYHKIA, C
KOTIATEHO3H MM [IPH EAHOBPEMEHHO JIEISHHE C ANOITyPHHOIL, IPOKaNHaMAN
VI TIOTHCKAITY ¥MYHMTETa MEIHKAMEHTH MOXKE 18 CEJOCTUTHE IO
AHEMUS, TPOMOOIIETONICHHU S, HEYTPOIIECHH, eo3UHOQUINS, & B E{UHHTHA
CIIyday MOP¥ KO arpaHyNoHTO3a HITH MAHI(HTONCHHM.

B euHMIHY CIIyyal & ChoOUIABAHO 32 XeMOMK3a/XeMONITATHIHA aHEMHA
BBB BpB3Ka C AePHIHUT Ha IIOK030-6-(hocharaexnnporenasara, 6e3 Jia €
rIOTBBpeHA IPAIHHHEA BPB3KAC AKE-maxubutopuTe.
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Pk, 0COOEHO TIpH HAHEHTH C yBpelena 650pedHa QyHKIH,
BE3MOJKHO [TOBHMIIARAHE HA CEPYMHHTE KOHIIEHTPAHHK Ha ypesd, KpeaTHHUH
¥ Kalniii, KakTo ¥ MOHKKABaHe HABOTO Ha HaTPKA B KPBBTA. IIpu uanueHTH
che 3axaped Auaber e EaOMONaBaHo NOBUIIABALE Ha KalHi B CEpyMa.
B3MOKHA € TogBaTa Ha OelThK B ypuHarta.

B enuHEWYHY ciydas MOXe [ia Ce IOBHINH HMBOTO Ha OwmpyOHHa H
YepHOJApOOHHTE CH3UMHU.

beneocku

I36poeHuTe NaGOPaTOpHA OKa3aTeNt TpsiOBa Jja ce KOHTPOJMPAT NPEIH X
PENIOBHO 1O BpEMe Ha JIEIEHHETO0 ¢ ACCUpIO. QcobeBo B HaYallOTO Ha
Jle4eHHeTo, KaKTO 1 IpH TIaHeHTH C HOBHITEH PUCK (¢ OBOpedHa
HeI0CTAaTHIHOCT, KOJAareHO3H, IPY JieYeHUE ¢ UMyHOCYIIPECOpH,
[TATOCTATHIIH, AJIONYPHHOIL, IPOKaNHaMUAM, TATHTAIMCOBH MIFOKO3NIH,
TIIFOKOKOPTHKOCTEPOUIHM, HaKCATHUBY, HIH TIPK BE3PACTHUNANMEHTH), Ce
[IpEMOpHIBa YeCT KOHTPOII Ha eNeKTPOTMTATE  KPEeaTHHIHA B cepyMma,
KaKTO ¥ Ha KPHBHATA KapTHHA.

AXO IO BpeMe Ha JIeYeHIeT0 ¢ ACCUpPIO ce HOABAT CHMIITTOMI KATO
[IOBUTIEHA TEMIIepPaTypa, YBeluaBane Ha TAMGHE BB3TY B/MIDA
BE3IANEHNE Ha I'BPIOTO, BeHara TpsOBa ia ce HasHAMH N3CICTiBate Ha
OeniTe KPBBHH KIIETKH.

4.9 Ilpepo3upane

Cumnmomit Ha UHMOKCUKAYUA

B 3aBHCHMOCT OT CTeIIeHTA Ha IIPefio3Uupane ca BE3MOXHE CICIHATE
CHMITTOMI: TEXKKA XHIIOTOHHU, OpanuKapiust, KapAHOBacKyIapeH MOk,
eNeKTPONUTEH ArcOananc, Op0peTHa HEOCTAaTPIHOCT.

Tepanus na uHMOKCUKAYUAMA

A) TlpenopsyBar ce CIEAHYUTE CICIIHI MEPKY B ciydail Ha
JKIBOTO3ACTAIIABI AHTMOHEBPOTHIEH e/IeM 3acsrall e3KKa, TT0THCa W/
JIApUHKCA:

Bennara Tpsaosa a ce umxextupa 0,3-0,5 mg enrHeOpHH MOAKOKHO WK
0,1 mg enuHepuH GABHO BEHO3HO (JIa Ce CTasBal yKa3aHmiTa 33
paspexane!) Mpy eHOBPEMEHEH KOHTPOI Ha EKI" 1 apTepHain0TO
Hangrage, a Ciej] TOBA A ¢& IPHIOKY ITHOKOKOPTAKOCTEPOUTL; 20 '
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IIpenopHyBa CE HO-HATATHIIHO CHCTEMHO HPUIIOKESHHE Ha
TIEOKOKOPTHKOCTEPOU M.

CBINo ce NpeliophyuBa BEHO3HO IPUNarane Ha anTHXUCTaMiH 1
agTaronrcty Ha H2-penienrropure.

OcBeH afpeHaME MOXe /1a c& OOMUCHY IPUJIaraHeTo Ha Cl-pHaKTHBATOP
TpH ciygau Ha u3BecreH Aeduuut Ha Cl-HHaKTYBATOPA.

B) TepaneBTHYHETE MEPKH NpPY HPEIO3UPALE Wil HHTOKCUKAIA SABHCAT
OT HaukHa ¥ BpeMEeTO Ha IpHeMake, KakTo ¥ OT Bh/ia ¥ TeXECTTa Ha
CHMIITOMHTE.

B momplHeHUE Ha 00IHTe MEPKH 3a eNMMHHKMPaHe Ha quinapril (xaTo
CTOMAINHA IPOMUBKA, IIpHIlarase Ha aGeopOentH 1 Hatpues cylidar 1o 30
MYHYTH clle]] IpreMa Ha quinapril), BHTATHATE IapaMETPh TpsA0Ba Ha

&b AT MOHUTOPHPAHH MM KOPHIHMPAHH B YCIOBHSITA Ha HHTCHIABHIE
MEIUMIHCKE oTaenenns. Quinapril ce nramusupa TPyAHO.

ITpu XMIIOTOHHS, TEPBO TPAOBa g Ce U3BBPIIA KOPEKIUAS Ha COIUTE 1
obeMa, ¥ aKo HsMa eekTa Ja ce JIPUIIOKAT BEHOZHO KATCXONaMUHI. Moxe
72 ce obMmcnH Tepamst ¢ AnrnoTeHsuH I

Tps6Ba a ce IOCTaBY NeHC-MeHKDBP B CTIydauTe Ha TepanepTAYHO-
pedpaxTepHa GpariKapausL.

KOHIeHTpankATa Ha eJIeKTPOJMTHTE i KpeaTHHHHA B CepyMa TpsOBa Aa
6BIAT TPOABINKETENHO MOBITOPHPAHH.

5. ®APMAKOJIOTHYHA CBOMICTBA
5.1 ddapmakojuHaMHKA.

Tlpu x¥TepTeH3HBHHE TaMEHTH quinapril Npeu3BIKBa TORIKCHMS Ha
KpHBHOTO HALTaHe B NETHANO I H3TPABEHO MONOKEHHIE, oe3
KOMITEHCATOPHO yBelHdaBane Ha Chp/eIHara 4ecToTa.

IIpu xeMOAHHAMUYHHY IIPOYIBAHM, quinapril MpeiM3BUKBA 3HAYMMO
HOoHIDKeHre Ha neprudepHOoTO apTepuaio ChIPOTHBICHHE. OOHKHOBEHO
HEMa KIIMEAIECKH 3HAYAMEA IPOMEHH B OB0pedHns NIIa3sMeH MOTOK X
CKOPCTTa Ha FTIoMepYJiHa QuITpayi.
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TIpu moBeweTo NAMeHTH HaqyaNoTO Ha aHTAXUIICPTCH3NBHIA edexrt ce
HabEOaBa OKONO 1 4ac ciej IepopaieH [pUeM KaTo MaK@MAIHYAT eQeKT
ce mocTura cien 2-4 gaca.

MakcyMATHHES XATOoTeH3uBeH edeKT Ha onpeelera fo3aquinapril ce
[IOCTHTa CIe] 3-4 cenMUIM. AHTHXHIEPTEH3UBHAAT €pEKT ce HOINBPXa OT
onpefelieHaTa JHeBHA 11033 NOPY IPH NPONBIDKATEIHA TEPATHAL.

PsaskoTo CIIKpaHe IpreMa Ha quinapril He Ipeu3BHKBa 6Bp30, IPEKOMEPHO
[IOBMIIABAHE Ha KPBBHOTO Hawsrage {(pubayny ehexT).

XeMoIrHAMAYHKTE IPOYIBaHKS IPH NAHeHTH ChC CHPALTHA
HENOCTATHUHOCT I0Ka3aXa, 9e quinapril npeiu3pAKBa HaMarnsIBaHe Ha
eprAhepHOTO CHIOBO CHIPOTHBICHNE H IIOBHIIBAHE Ha BEHOSHHA
xamaruTer. ToBa IpeNr3BIKBa HaMallgBaye Ha Pefi- | CIeIHATOBAPBAHETO
Ha CHpIETO (HOBHIIaBaHe Ha KaMEPHUTE HATSTaH A Ha nenHene). OcBen
ToBa, 65xa HabMOKaBapy yBeNHIaBaHe 00eMa Ha N3TNacKBaHe, ylapHIA
nHAexc 1 paboTHYA KalayTeT, PU Tepanus ¢ quinapril

52 @®apMaKOKMHETHYHH CBOHCTRA

Quinapril ce Merabonusypa B HEPHUS apo6 mo quinaprilat, KOHTO €
wExuEOnTOp Ha AnrnorensurKoneprapans EX3aM (AKE).
AnTHOTeH3uE-KoHBepTHpaius eH3uM (AKE) e menThAIHIeHTHNA32,
KOSITO PEBphIa AHTHOTEH3HH I B BA3OKOHCTPHKTOPa Anrmoren3nn I1.
Wuaxuoumugara sa AKE Bofiu 10 HaManeHo 0OpazyBaHe Ha ChLOCBABAIIAL
aprHoTen3uH 11 B THKAHWTE U IUIa3MaTa, KaTo 1O TO3K HATHH HaMajliBa
CeKpensTa Ha aJioCcTePOH, KOeTO I03B0J1Ba [IOBHIIIABAHE Ha CepyMHHETE
KaIAeBH KOHNeATpanuy. [Iomydasa ce NOBHIIEHA [Ia3MCHa PEHUHOBA
AKTHBHOCT, KOATO C& J'BIDKA Ha OTNajaHeTo Ha 00paTBaTa OTpHITaTela
BpBH3Ka HA AHFHOTEH3MH BEPXY PEHAHOBATA CCKPEIL.

Taii kaTo AKE Merabonmsupa ChI0 ¥ OpalMKHHIES, BA30UIaTaT0peH
IemTHN, ce IOBHINIABA aKTHBHOCTTA Ha JIOKaHaTa KaMKpeH-KIHAHOBA
crcTeMa (1 IO TO3W Had9HH Ce aKTHBHpa IPOoCTarIaHAuHOoBaTa CHCTEMA),
x0eTO & NbIbKA Ha nExuounuara Ha AKE. BE3MOXKHO € TO3H MEXaHU3bM 12
y9acTBa B aHTHXHIICPTCH3ABHMA edexr Ha AKE pEXuOHTOpHTE 1 12 €
YACTHYHO OTTOBODEH 32 HIKOH CTPRHHIHMA eeKTH.
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OcpeH ToBa, Oente MOKa3aHo KIHHIISCKH, J€ quinapril Hamangea
HEIYIEPARATA OT aleTHIIXONKMH Ba30KOHCTPHKIHS, HEVKAIHA 34
onoGpsABane Ha eHIOTeNHaTa JUCHYHKIHA.

JIpyT edeKT, YNUTO MEXaHU3EM € OIlle HesCeH, € IOBUINaBaHeTo Ha
MHCYIAHOBATA 1yBCTBUTEIHOCT.

Dapmarorunemuxa U IeKapcmeen MemabonuzoMm

Criesi OpaHo MPIJIOKEHNE MaKCHMAaNHY KOHNSHTPAIlA Haquinapril ce
gabmonasat no 1 gac. Korcymanusara Ha XpaHa He TTOBIIBa pe3opOnrATa
Ha quinapril. Crnen pesopbupaneTo quinapril 6Bp30 ¥ MOYTH HATIBIHO C&
MeTabONK3Mpa A0 HCTHHCKYS [71aBeH aKTHBEH meTabonut — quinaprilat. B
HOIIBIHEHNE ce 00pa3yBaT HAKOU KOMMYIECTBEHO He3HaTMMY 1
(hapMaKOIOTHYECKH HEaKTHBHY MeTabOIUTH. MaxkcyMalBH IHIa3MeHH HUBa
Ha aKTHRHHY MeTabomaT quinaprilat ce HaGIronasar 2-3 ¥aca Ciiezl opaneH
npueM Ha quinapril. CBbp3BaHETO Ha quinapril u quinaprilat ¢ HIa3sMERUTE
npotents e 97%. Oxomno 60% ot Kosara quinapril ce eMMAHKPA IIPE3
6nopenute, a 40% Ypes U3NpaKHEHAITA. Quinaprilat ce eMMHUERpPA ITIABHO
npe3 6B6penyTe; MIA3MEHIAT MY IIONYKUBOT © OKONO 3 gaca, a
ECOarToHus My romyxusotc AKE oxono 26 Jaca. Tlpu namuenTtn ¢
KpeaTUHMHOB KIMPaHC N0 60ml/MuH ce HabMOgaBaT HOpMAanHy IIasMeHl
xpupH Ha quinapril I quinaprilat. AKO KpeaTHHHHOBHA KIPHHC CraxHe MoJ
60 ml/Muw, HyBaTa Ba quinaprilat ce HOBKIIABAT, BPEMETO 34 JIOCTUTAHE HA
MAKCHMANHA TIa3MeHa KOHIEHTPAINs ce yBIDKaBa, a ChII0 CC yIhIDKABa 1
[LIa3MEHUAT IOy KHBOT.

DapMaKOKWHETHIHUTE NPOYIBAHHA IPH NalAEHTH ¢ TCPMUHATIHO
650peuno 3aboluiBane, IOMIOKEHH Ha XPOHIIHA XEMOIHAINs2 Uil
AMUENTH ¢ aMOyIaTopHa IepHTOHeallHa IMaN3a, JI0Ka3axa, Ie [uainusaia
cpBCEM Ciabo OBIHMABA OTHEIHETo Ha quinapril m quinaprilat.
EMMHHEpaHeTo Ha quinaprilat cho € 0-6aBHa ¥ TIPH BE3PACTHH
HALHEeHTH (Haj 65 TOIMHY) & IPH MAFenTH C TeXKa ChpAeIHa
HeIOCTATHIHOCT. 3a04BIHeTO KOJeprpa ¢ OrpaHiaBaneTo Ha O0BOpedHara
DYEKIES, KOSTO Ce cpela JeCTO NP Bh3PacTHH TANHCHTH. ITpu manuenTH
¢ yMepeHo yBpezieHa 6b0pedna QyHKIv (KpeaTHHHHOB KIEpbHC3660
ml/MUH) I TeXKO yBpeneHa Gp0Opeata QyHKIUs (1030 ml/Mun) 1 npa
BB3PACTHY [ALMEHTH, MOXE /1A Ce HAJIOXU HaManiBaHe o3arTa Haquinapril.
TlonmKeny MIasMeHH HUBa quinaprilat ca H3MepeHH MpH HalMeHTH C
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qepHONPOGHA P03, KOETO Ce OGSICHABA ¢ HaMaeH:s MeTaboI3sM Ha
quinapril ipx TTpeMAHABAHETO MY Tpe3 YepHHs Jpod.

Buonanuunocm
Crope1 IIpoyYBaHysl Ha YpHHAaTa, abcopOiuuiaTa Haquinapril crien opaleH
npreM e okono 60%.

5.3 TlpexnMHEYHH JaHHH 32 GesomacHOCT

Ocmpa moKCUHOCH

Crougocrute LDy, Clie]l OpaiHo IpHiokeHHe Ha quinapril Osxa 1440-2150
mg/kg pu muniky 1 3541-4280 mg/kg pH IITHXOBE. CrofiHOCTHTE HPH
BeHO3HO Iprioxkerue Gixa 504-523 mg/kg (vumxa) ¥ 107-300 mg/kg
(unBXOBE).

XpoHuura moKCcU4HOCH

XpoHMYHATA TOKCHYHOCT Gere u3cilefiBaHe IIPH ILIBX0BE I KyHeTa 32 1031
no 100 mg/kg 3a 1 roymHa. Baxa HaOMONaBaHA 3ary0a Ha Terjo, IOBUINEeH
BUN @ peHuH, ¥ HamaleHa IIoKo3a. TernoTo Ha cepiara Oenie HaMaleHo,
B 6BGpeluTe ce HabmoaBaxa IereHepaTHBHE IPOMERH I
OKCTArIOMepyJapHa XMIepTpodrs Kl XUIepIiasud.

TIpoydBaHmATa ¢ Ky4dera JHoKa3axa nofo0Hu pe3ynTaTi. TYK ChIN0 HMalle
HOBHINICHME HA ILIa3MeHHTE PeHIHOBH HUBA 1 FOKCTarTIoMepyJlapHa
xvmeprpodus. TIpy Hal-BUCOKUTE KO3H IPH HAKOK HKUBOTHH Osxa
nosumeny cepymuns BUN # cTORHOCTATE Ha YepHOAPOOHUTE EH3MMH.

Hsxow JXUBOTHY B TpyIiarTa ¢ Hal-BHCOKa 1032 AMaxa CTOMAINHN CpOSHHA 1
6sxa HaOmromasany (GOKaNHY Bh3MaleHHs Ha YePHEA npo6. TlpoMenute B
6B0penuTe HAOIONABAHY HPH [TBXOBE H KyeTa, Ha KOUTO ¢a ZaBaHi
MHOTO BUCOKM JO3M ca THIIHIHHI 32 AKEuaxuOHTOpUTE H U3TIIKAA HE ¢a
cleNCTBYE Ha JApeKTeH TOKCHIeH edeKT, a Ha NPEKOMEpeH
dapmakonoruies eQaxT (H3paseHa NPOXBIKHTENHE XUIIOTOHH,
CTUMYyJALHS Ha KIETKHTE ChABPKaH peHuH).

TymopozeHer u MymazeHeH nomenyuan
He 65xa Habm0JaBaHM TYMOPOTEHE] e(QeKTH IIPH POy IBaHuA BEPXY
HIBXOBE ¥ MUILIKY IPH IHEBHH 03K OT 75 WK 100 mg/kg. Quinaprile
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JOCTaTEHHO IIPOYIeH 3a MyTareHes noTeHigan. Jinncsar yOETUTENHN
I{OKa3aTeNcTRa 32 MyTarcHeH IOTeHIran. Quinapril ceio He IoKasBa
MyTATeHHH CBOYMCTBA IIpH Ames TecTa ¢ WK 0e3 MeTaboNMTHA aKTUBAlIK.
Quinapril HsMa MyTareseH edekT IpH in vitro 1 in Vivo HHTEH3UBHO
TecTyBaHe ¢ TeHHY B XPOMO30MHH MUTAIHOHHHA TECTOBE.

Penpodykyuonna moKCUYHOCH

TIpoydBatus ¢ IIsX0Be mpu A03u 10 300 mg/kg/IHEBHO 1 3aMIX IPHE JO3H
mo 1.5 mg/kg/iaerHO HE fOKa3axa TepaToreHeH IOTCHIAI. Hoxato 1pHn
[UTBXOBETE He 6xa HaONIO(aBaHA eMOPHOTOKCHYTHH e(eKTH, TO IIpH
saiiaTe O5xa BaOIIOaBaHy TOKCHIHY 38 MaHKaTa i eMOpHOTOKCHYHHU
epexTr 3amouBaIy HpE 1032 1 mg/kgnHesHo ITpu npunarage 0o BpeMe Ha
(beTANHOTO PA3BUTHE U XEPMEHETO, CE IOy K 3a0aBsgHe Ha pacTexa Ha
HOKOJIEHHEeTO TIPH MIIGX0BETE 3a10YBallio IpH 1032 25 mg/kg/nresHo.

He 6ermne nabmoiaBaHo yBpekAaHe Ha QEepTHAIHOCTTA P POIHUTEIICKIATE
JKABOTHHM MM [TOKONCHUETO.

He Geme HaTpyHaH OIMUT 32 IPANOKEHHE TIPH OpeMeHHH XeHH. baxa
HabIoKaBany 3a0aBiHe Ha HHTPAYTEPUHHUA PacTek, IPeKKCBPEMEHHO
paxane ¥ TepeacTrpan JyKTyc apTeprosyc BbB Bph3Ka ynoTpebata Ha
MEXUOHTOpPY Ha KOHBEpTHpaNiys eH3uM. He Oelie H3ICHEHO HaliH, ¥ JI0
KaKBa CTEYeH JIEKAPCTBOTO MOXe J1a 6b/le OTTOBOPHO 34 Te3H IATONOIMHA
npoMeHy. B peikd ciyuan e Ouia HabmoaBana reobpaTuMa aHypys IpH
HOBOPOJEHH, KOTATO MalKHTe ca OMIH IEKYBaHH C xoMmOuHars ot AKE
MHXHOUTOP U JUYPETHK.

He ca m3BLpIIeHY IPOYYBaHust BEPXY IIANCHTapHUA nepMeabHIATET WU
HAJIMIHAETO B KEpMaTa.

6. DAPMATIEBTIIHA JAHHHM
6.1 Cnucbk Ha DNOMOIIHUTE BeliecTBa:

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 HechrBMeCTHMOCTH

He ca m3BecTHH Jocera

6.3 Cpok HA FOXHOCT

3 rogHEHA

6.4 CroenuallHH yClIOBM# 32 ChXpaHeHue

Hama

6.5 Iipousxoj M ChAbKaNNe HA ONAKOBKATA

®onuo/ oo 6IECTEPY CHCTaBeHHM 0T TBBPAO IIACTHYHO AYMUHHEBO
oo, ¢ PVC/PVDC Tepmon3ommpar Jax A polyamide/aluminium/PVC
KOMILIEKC.

Accupro 5, GuiIM TaONETKH 5 mg ¢ OCTaBAT B KyTHH C 30 TabieTKy.
6.6 IipemopbKH OpH ynoTpeda/mpriioxeHne

Hama cnelyanayd UHCTPYKIHM.

7 DOPUTEXATEJ HA PASPEIIHTEIIHOTO 3A HPOJAKDBA
Parke-Davis GmblX, Berlin

Anpec: 79090 Freiburg

Ten.: (49) 761 518-0
daxc: (49) 761 518-3070




