KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA
DONECEPT
JOHELIEIIT
PuaMupand TabjaeTrxku S u 10 mg

N3NBAHUTENRHA ATEHLNA NO SIEKAPCTBATA |

Kpamxa xapaxmepuciuxa Ha npodyxma - ITpunowneue 1

1. AMe Ha JIeKapCTBEHUNA NPOAYKT
DONECEPT
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2. KadecTBeH H KOJIHYECTBEH CHCTAB
JlexapcTBEHO BELLIECTRO B €1Ha GHIMHUpaHa TabaeTKa:
Donepezil hydrochloride 5 mg

Donepezil hydrochloride 10 mg

3. JlekapcrBena popMa

Onucarue

Donecept 5 mg — kpbriiy, 6€M, IBOHHO H3NBKHATH QUIMHPAHH TabJeTKH ¢ JUaMeThp
7 mm, rpaBupaHu ¢ “DZ5” oT egHarta cTpaHa

Donecept 10 mg — kp®ryiy, 67140 KBITH, JBOWHO U3ITBKHAIH QHUIMHpaHM TaONEeTKH ¢
auaMeTsp 9 mm, rpaBupanu ¢ “DZ10” ot egHaTa cTpaHa

4, KanHuuun 1annu

4.1. TepaneBTHYHH NOKA3AHHA

Donecept ce npuiara 3a CMMOTOMAaTHYHO JIEYEHHUE HA JIEKH IO CPeIHO-TEXKH (POpMHU
Ha JeMeHIUA Ha AnuxaiiMep.

4.2. Jlo3HpPOBKA H HAYMH HA NPHJIOKEHHE

Buvipacmuuw/Ilayuenmu 6 nanpeonana evspacm

JleuenueTo 3amousa ¢ Q03a OT 5 mg €NHOKpaTHO AHeBHO. IIpoaykTeT TpsaGsa Aa ce
mpHeMa Beuep npead iAraHe. Jlozata or 5 mg TpadBa na ce npuilara Hai-Manko |1
Mecell OO MOCTUTaHeTO Ha PaBHOBECHH KOHLECHTPAUWH H IIpEUCHKa Ha TePalleBTHYHNA
otrosop. Cnen ToBa mosata Moxe na ce rnosuiid g0 10 mg aHEBHO B €AMH IPHEM.
MaxkcuMastHaTa npernopbuBasa go3a € 10 mg gHeBHO.

[Ipy npexbCBaHEe Ha JieueHHETO ce Hab/rofaBa MOCTENEHHO H3Ye3BaHe Ha €(eEKTa Ha
nponykra. HiMa naHHu 3a rebound edeKr ciiell BHE3aMHO NPEKPATABAHE HA JICYCHUETO.

IHayuenmu c 6v6peuna u 4epHoOpobHa HeOOCMAMBYHOCT
[TonoOHU cXeMH MOraT Oa ¢€ MpHiarat U mpy nauueHTu ¢ 6p0peyHa HEOOCTATBUYHOCT,
3al[[0TO TOBA CBCTOSHYE He TOBIHABA KIHUPBHCA HA NIpoaykTa. [{opasiu BE3MOXKHOCT OT
yBeJIMYaBaHe KOHIECHTpaluaTa Ha Donecept 1pd jiexka 10 Cpe/iHO TeXKa YepHOAPOoOHa
HEJOCTATHPYHOCT IIOBHIABAaHETO Ha [03aTa TpssOBa Ja crTaBa B 3aBHCUMOCT OT
noHocuMocTra. Hama naHHH 3a npmomeﬁne'ro Ha IIPOJyKTa [P MALMEHTU ¢ TEKKA
yepHOoapoOHA HENOCTATHUHOCT.

ﬂ eya | ;" ; _»j; u#_,. :___"1277.\
He ce npenopbsuBa NpuwiIoXXeHUETo Ha Donecept npu neua. PN e



4.3. IIpoTuBONOKa3aHHUS
o CBpBXYYBCTBUTEMHOCT KBM MpOAYKTa, MUMIEPUIUHOBY NPOU3BOAHU HIH HAKOE
OT MOMOIIHUTE BEINECTBA;

e bpeMeHHOCT.

4.4. Cheuna/Hu NpeAynpexaeHus 4 Npeana’Hid MepKH pH ynorpeda
Jleuenuero ¢ Donecept Tps6Ba 1a ce NpoBexaa OT JIEKap ¢ OMUT B JUArHOCTUKATA U
JICUEHUETO Ha AeMEHUMA Ha Anixadimep. Juarnosata tpsabsa aga ObIe IOcTaBeHa
cerilacHO obmonpuerute npuHuMny (DSM IV, ICD 10). Jleuenmero tpsibea na
3alI0YHE CaMo IpH ocuTrypeH OomHOIIenad, KOMTO peJOBHO Aa CIEOH 3a IpUeMa Ha
leKkapcrBoTo. TO mpoam/ikasa ROKAaTe uUMa noasza 3a Oonnus. HeoOxopumo € na ce
MpaBy IMEpPHOAMYHA NMpPEOLCHKa Ha KIMHUYHUA €QeKT OT JieueHuero. IIpu aunca Ha
nevyeOeH edext TpsaOBa 1a ce 0OMHUCTH PEKBECBAHETO MY.

Hsama maHHM 3a INOBAMABAHE HA TEXKKa IJEMEHUMA Ha AnuxanMmep, OPYrd BUIOBE
JEMEHIIHS WM IOPyrd BHAOBE TEXKKHU I[IAMETOBH pa3CTPONUCTBA (BB3PacTOBO
HapyllaBaHe Ha KOTHUTHUBHUTE (PYHKIIUN).

Anecmesus
Kato xonuHecrepazeH HHxuOHTOp Donecept € BEpOsTHO Aa NOTECHUMpa ePexTa Ha
CYKIUHWIIXOTMHOBUTE MUOPETaKCaHTH 10 BpEME Ha aHECTE3H.

Copoeurno-cvoo8u 3a00186aHUs

[Topagy MeXaHM3MBT Ha ACHCTBHETO CH XOJIMHECTEpa3HUTE UHXHOHWTOPH MOraT Ja
WMAaT BaroTOHWUYEH €hEKT BLPXY ChpAcyuHaTa 4ecrota (Opadukapaus). IlpH MamueHTH
CBC ,CHHIApOMa Ha OOJHHMA CHHYCOB Bb3el” WId ApYIdH CYNPaBEeHTPHKYJIAPHH
HapylwlieHUA Ha NPOBOJMMOCTTa KaTO CHHY-aTpHaIeH OJIOK M aTpHOBCHTPHKYJIapeH
610Kk, Donecept Tpa6Ba ga ce mnpuiara ¢ TNOBUIIEHO BHAMaHHE TOPAnH PUCK OT
3apJI00YaBale Ha IIPOBOJHUTE HAPYILECHUS.

Cmomawirno-4pesru 3a0016aHUS

[TpoayKTBT ce MpuiIara ¢ MOBHLICHO BHUMaHWE MPH MALMEHTH ¢ aHaMHe3a 3a A3BCHa
GonecT WY TaKHBa, KOUTO NPUEMAT HECTCPOMIHU NPOTHUBOBBINAIUTENHH [POAYKTH.
HaMma naHHH 3a NOBHINEHA YECTOTAa HAa KBPBEHE OT CTOMAIUHO-YPEBHUS TPAKT HIIH
[10fABa Ha MENTHYHA A3Ba.

Ypoecenumannu 3abonraearnus
XONMHOMHMETAIINTE MOTaT /1a NPEIU3BUKAT OOCTPYKTUBHH CHUMIITOMH OT CTpaHa Ha
MTHKOYHHS MEXYP, BBIIPEKH Y€ TOBA HE € HaOII0daBaHo I1pH JieueHHe ¢ Donecept.

Heeponozuurnu 3a60186aH U
X OJMHOMHUMETHLINTE MOTAaT Ja NMPUYHHAT SNHWICNTUYHN IeHepalTU3upaHy MPpUNaIbIly,
KOHTO, OT Apyra CTpaHa, MOXe Ja ca CUMIITOM Ha 00JecTTa Ha Anuxaﬁmep,ﬂ _---_-__u_-:._H

BB3MOXKHO € 060CTpsiHe WM HHAYUMPAHE HA eKCTPANUPAMUIHYI CUMITTOMIL. 105
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benoopobru 3abonssanus

[IpogykTsT TpA6Ba ma ce rnpuiara ¢ MOBUIIEHO BHUMAHHE IIpH MAlUEHTH C aCTMa WK
o6cTpyKTHBHA OenoapobHa 60MECT MOpaar XOJIHHOMUMETHYHOTO CH JEHCTBHE.
[Tpunoxenuero Ha OPOAYKTa 3a€AHO ¢ HUHXMOHTOpPM Ha AalleTUIXOJIUHECTepas3ara,
arOHUCTH WJIM aHTAarOHUCTH Ha XOJIMHEpruYyHaTa cuctemMa TpabBa na ce u3bsAraa.

Teocka yepHoOpobHa HEOOCMambYHOCHT

Hsama jgaHHM 3a NPUIOXKEHHeTo Ha Donecept npu mauveHTH ¢ TeXKKa 4YepHOApoOHa
HEAOCTAThYHOCT.

[IpogyKTHT CBOBPKA JTAKTO3a, KOETO I'0 IIpaBH HENMOAXOIALI TP NMALMEHTH C JIaKTa3Ha
HEOOCTATBPYHOCT, TallaKTO3eéMUA WM  TIJIIOKO3€H/TAJaKTO3¢H  CHHAPOM  Ha
Manabcopbuus.

4.5. JlexkapcTBeHH H APYId B3aHMOJeHCTBHA

Donepezil He wunHxubupa MetabonuszMa Ha TeopunvH, Bap@apuH, LIUMETHIHH,
IWTOKCHH, THOPHUAA3WH, pPHCIHEPHAOH, KapOHIoIa/leBoaola, CepTpaiuH, HIH
KETOKOHAa30.1.

Donepezil ce metabomusupa or uutoxpoM P-450, msoenzumu 3A4 u 2D6. llo Tasm
MPUYMHA KeTOKOHa30il M XuHUAMH (MHXuOutopy Ha CYP3A4 2D6 CHOTBETHO)
MOTHCKAT MeTaboaM3Ma Ha IIPOAYyKTa U KOHLIEHTPaLMUTE MYy C€ ITOBHIIABAT CPEAHO C
30%. CpI10TO ce OTHACA ¥ 338 HHTPAKOHA30I, PUTPOMHUIINH U (PIIYOKCETHH.

EH3uMHN HWHIYKTOPH Karo pudamIuiuH, (QEHUTOMH, KapOaMa3eruH W aJIKOXOJT
HaMaJIsBaT KOHLIEHTPALUUTE HA IPOAYKTA.

Donecept Mo)ke Ja B3aUMOZEWCTBa ¢ AHTHXONHHEPTHYHH JIEKAPCTBCHW IPOLOYKTH.
Moxe Aa ce HaOI01aBa CHHEPTHYHOCT ChC CYKUHHUIXOINH, IPYTH HEPBHO-MYCKYJTHH
GnoKepH WIH XOJWHEPTHYHU arOHUCTH UIU 0eTa-O/IOKEpH, KOUTO HMAaT €(eKT BbPXY
ChpAeuHAaTa IPOBOIUMOCT.

4.6. DbpeMeHHOCT H KbpMeHe

He e ycTaHOBEH TepaTOre€HEH MOTEHLMAl Ha NPOAYKTa IPH H3CIeABaHUs MNP ONUTHH
>KkuBOTHH. [IpoXyKkTHT He TpsOBa Ja ce NpuiIara rmo BpeMe Ha OpEMEHHOCT.

He e u3BecTHO JaaH NPOAYKTHT C€ CEKpEeTHpa B MAHUMHOTO MJIAKO ¥ 11O Ta3H NPHYNHA
KBpMEHETO TPAOBA [1a Ce [IPEYCTaHOBH 110 BpEME Ha JICUCHUETO.

4,7. BuaHAHHe BbPXY clIOCOOHOCTTA 3a wWodupaHe H padoTa ¢ MAILIHHHU
NemenuuaTa Ha AjuxaiiMep MoOXe Aa Hapylid crnocoOHOCTTa 3a IIopHpaHe WIH
pabora ¢ MaliiHU. Donecept MoXe Ja NMpeAu3BHKa yMOpa, CBETOBBPTEXK U MYCKYJIHU
KpaMITH OOMKHOBEHO B HAYAJIOTO Ha JICYEHHUETO HITH NPH MOBHIIABaHE HA J103aTa.
JleKkyBalmuAT jJeKap TpAOBa BHUMATEIHO Ja NPEeUeHABa a1 MAaIUSCHTHTE, CTpaJalll OT
AnuxaiiMep, MoraT ga ogupat U paboTaT ¢ MalIMHU.

4.8. Hexe/llaHH JeKAPCTBEHH PeaKIHH
Hali-yecTTe HEXEJIAHH pPEaKIMM ca Auapus, MYCKYJIHH KpaMmOoH, yMopa, TaJcHE,
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HexenaHure peakuwu, KOHTO C€ HaOmOmaBaT 10 BpeME Ha JIEUPHLETO.

pasnpefelieHH 110 4YeCTOoTa, KakTo ciuengsa: dectd - >1/100<1/10; /ﬂeqec'm -

>1/1000<1/100; peaxu - >1/1000<1/1000.
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Cracrema B YecTH He4decTn Peaku
OpraHH3Ma
Hndexunu n | [IpocTyna
nHbecTan NN
Hapymedus  Ha | AHOPEKCHA
MeTaboIH3Ma H
XpaHEHeTO
HcHXHYHAH XAMIOLUHAUHH
HAapYIIEeHHA AJKHUTHPaAHOCT
ArpecUBHO
OBECACHUE
(HaMaaaBar C
o3aTa)
Hapymenns  Ha | CHHKOII Enunentuynu ExcrpanupaMuIHU
HepBHATA CBETOBBPTEXK IIPHITaIBLIH CUMIITOMH
CHCTEMA besceHUE
ChpacusH bpanukapaus CuHyaTtpuancH O0K,
HAPYLUEHHS aTPpUOBCHTPUKY1apeH
OJI0K
| Cromamiso- Huapus CTOMaIHO-YPEBCH
"IPEeBHH IlospblIaHe KpBBOU3JIVB
HapylleHHS ["ageHe CroMamHa 2
AOIOMHHAIHH OyOIoECHANTHA SI3Ba
CMYILCHHA
Xenaro-6HIHAPHM UepHOonpoOHU
HApyLIeHH s YyBPEXJaHUd,  BKIL.
XCHaTUT
Hapymenus  Ha | O6pHB
KOAKaTa n | Cepbex
MOAKOKHATA
| TBKaH ~
Hapymeaus  Ha | MyCKy/IHH KpaMIIH
MYCKY.J10-
CKeJIeTHATA
CHCTEMA H
ChbeAHHHTE/HATA
ThKAH
Hapymennsa  Ha | IHKOHTHHCHIMA Ha
0b0pennTte H | YpPHHA
AHKOYHHTE
MbLTHIIA |
O0un [maBoGomue
HapYLUCHH A YMopa
boska




HicieaBaHnA MuHUMAaNHO

TOBULIEHUE Ha
CEPYMHUTE
KOHLIEHTpPALUHX Ha
MYCKYJ/IHATA
] 1 KpeaTHHKHHA34 j

Hapangasanus, 3710M0IyKH

OTpABAHHA,

Bb3HMKHAJIH B

pelyaTatr Ha

HHTEPBCHUHH

4.9. Ilpeaosupane

Jlevanuata 1032 Ha NPOAYKTa, ONpeieicHa pH U3CAEABAHNA ¢ MHUILIKH ¥ TUIBXOBE € 4D
mg - 32 mg, peclieKTUBHO, U € OKoJIo 225 H 160 TpTH MO-BUCOKa OT MaKCHUMAaJIHAaTa
npenopbuBaHa 103a IIPH Xopa.

[Ipeno3upadHeTo MOXe [1a [JOBeAe OO XOJHHEPrHYHAa KpH3a — rajcHe, MOBPBIUAHE,
MOBMUIEHA CanuBallMd, W3MOTABAHE, Opafukapaus, XUNOTOHMA, MNOTHUCKAHS Ha
NMHIIaHETO, KOMAc ¥ KOHBYJICHY. BB3MOXXHA € MMosBa Ha M3pa3eHa MyCKy/IHa ¢1adocT,
KOSTO Jia JIOBEAE A0 CMBPT MPH 3acATaHe Ha JUXATE/THATa MYCKyIaTypa.

[Ipunarat ce obmM mOATbpXKAIlM MEPKH, 4 KATO aHTHOOT MOraT la c€ HU3MOA3BaT
TEPUMEPHH AHTUXOJNMHEPTHUM KaTo arporud. 3amousa ce ¢ 1,0 mo 2,0 mg
HUHTPABEHO3HO, ¢lie]l KOETO 403aTa Ce ONpeae/s CIopel KITHHAYHOTO ITOB/IUABAHE.

He € U3BECTHO JaMW NPOAYKTHT W METAOOJIUTHTE MY MOIaT 13 ¢€ OTCTPaHAT 4pes
aManu3a (XxeMoAMajIi3a, IEpUTOHCATHA JUATH3a WIH XeMO(QHITPALIHs).

3. OAPMAKOJOI'MYHH JAHHU

5.1. DapMakoQHHAMHYHH CBOHCTBA

ATC xoa N0O6 DA 02

Donepezil e cnenududeH u obpaTuM MHXHOUTOP HA €H3MMA ALCTWIXOIHHECTEPa3a,
paslIpOCTpaHEeH B MO3b4HATa ThbKaH. In vitro mpoayxtsr € 1000 MBTH MO-MOLICH
MHXMOMTOpP HA TO3H CH3UM, OTKOJIKOTO HAa OYyTHUPHIXOIMHECTEPA3aTa, CH3MM, KOHTO €
pasIpocTpaHeH npead BCHUko u3BeH LIHC.

[Tpy nammeHTH ¢ Oonectra Ha AuuxadMep, BKIIOYEHH B KINHUYIHH IIPpOYyYBaHHA,
PUIOKEHHETO Ha IPOAYKTa BeAHBXK IHEBHO B J03a oT 5 mg wid 10 mg Boau no
pPaBHOBECHO HHXHOHpaHe, CHOTBETHO Ha 63% M 77% OT aueTHWIXONUHecTepasHaTa
aKTMBHOCT TIpM H3MepBaHe cjiel IpueM Ha po3ara. axubupaHeTro H2
alleTHIIXO/IMHECTEpa3aTa B epurpouuTuTe oT Donepezil kopenrpa BbB BUCOKa CTENCH €
npoMeHuTe Ha ADAS-cog, UyBCTBUTE/NHA CKajla, ¢ KOATO €€ IpOy4BaT ONpEACICHH
aCTIeKTH OT KOTHUTUBHUTE PYHKIHH,

[TpOAYKTHT MpPEIU3BHUKBA 1030-3aBHCHMO CTATUCTHYECKH 3HAUYHMO INOBHINABAHE HA
NpolleHTa HA TALIMEHTUTE, KOUTO C€ ONPENE/IAT KaTO MOBIHABAILHN C€ OT JICUCHUETO.
5.2, ®apMaKOKHHETHYHH CBOHCTBA e
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MaKCHMa/IHUTE [U1a3MEHH KOHLICHTPAILMH Ce JOCTHraT NpUOIU3HTENHO F+4.9aca Caen. - v
nepopanHo mnpunoxeHue. Ilna3MeHMTe KOHUGHTpalMM U IUIOIITA [TIOR | KpHBata * -
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HapacTBaT NPONOPHHOHANHO Ha xo3aTa. [lomyxuBoThT € 70 4Yaca; MHOTOKPAaTHOTO
NMPUIOKEHNE Ha €IHOKPAaTHH OHEBHM IO3M BOAM O MOCTCIIEHHO JOCTHIaHE Ha
paBHOBECHM KOHIEHTpalii. PAaBHOBECHU KOHLEHTpALUU C€ XOCTUTaT B PAMKHUTE Ha 3
CEOMHUIM CJIe] 3ar0UYBaHE Ha TEpanuATa.

AGcopOLuATa Ha MPOLYKTa HE CE€ BIHAC OT IPHUEM Ha XpaHa.

Pasnpeodenenue

Donepezil ce cepp3Ba npudanzurento B 95% c miasmenuTe npoTeuHUd. CBBP3BAHETO C
IUIa3MEHUTE MpoTenHH Ha Merabonura 6-O-desmethyl donepezil He € H3BECTHO.
HokasaHo €, ue MPOAYKTHT U METAabOIUTHUTE MY TIEPCUCTUPAT B TAJIOTO 3a moseve ot 10
bi151%8

Memabonuzvm/excxpeyusn

Donepezil ce ornens npes 6u6peuure B 0k0j10 57% U B 14,5% npes M3npakHECHUATA.
Hsama gaHHM 3a eHTepOXenaTalia peLUpKyJIaius Ha TPOAYKTa.

[lpr manveHTH ChC CpeAHO-TEXKa 4epHOApoOHa HEAOCTATHYHOCT ce HabmoaaBa
[IOBUIIEH)E HA PABHOBECHUTE KOHLICHTpALUM Ha MPOIYKTA, ITOBHUICHHE HA CpeIHATa
AUC ¢ 48% u Cux € 39%.

5.3. lIpeaxJAHHHNYHH JaHHH 33 Ge30MacHOCT

[TpoayKTBT HE NMpOABABA MyTAareHEeH NOTCHLIMAN.

Ilpu wu3cneaBaHUA BBPXY ONUTHM JKHBOTHM He C¢ YCTaHOBfBA HalU4UC Ha
F€HOTOKCHYHH €PEKTH U OHKOT€HEH IMOTEHIHA.

[Tpu u3caeaABaHuS BBPXY IUTBXOBE IPOAYKTHT HE MPOABABA €PEKT BBPXY QEepTUINTETA
U He € TEPATOreHEH.

6. OAPMAILIEBTHUYHHU JAHHH

6.1. CnucbK HA NOMOLHHHTE BEIHECTBA
Tabnemku om 5 mg

JlakTo3a MOHOXUApAT

[{enyno3a, MUKpOKPUCTA/IHA
LlapeBnUHO HHILIECTE

Marunesues creapar

Covcmas Ha mabremuomo noxpumue
Onapapait 0510

TToMMBUHUIIOB aNIKOXOJI

TuTaHueB AHOKCHUI

Maxkporona 3350

Tank

Taonemxu om 10 mg

JlakT03a MOHOXHUIPAT

Lleaynoza, MUKPOKPUCTATHA
LlapeBHyHO HUILIECTE

Marne3ueB cTeapar

Cvcmas Ha mabremHomo nokpumue
Omnagpai )KEBITO

[ TonMBHHUIIOB AJIKOXOJL




TurtasueB JUOKCU
Makporoia 3350
Tank

6.2. HecbBMeCTHMOCTH
He ca u3recTHH.

6.3. C(Cpox Ha roaHOCT
3 /TpW/ rOAVHH

6.4, Choeuna/jiHH yCJI0BUS HA CHXPAHEHHE
Bes crelMalIHKi YCIOBUA Ha ChbXpaHeHHUE!
Jla ce chrXpaHaBa Ha MACTO, HEAOCTBITHO 33 JAeral

6.5. anuy 33 ONMAKOBKATA
Donecept 5 mg ¢punmupanu Tabinetkd no 14 6pos B Ommucrep or PVC/AL 2 6ancrepa B
OIaKOBKa
Donecept 5 mg ¢punmupanu TabxeTku no 10 6pos B 6aucrep ot PVC/AL 3 6aucrepa B
OIIAKOBKA
Donecept 5 mg burmupany Tabnerku o 28 Gpos B monueTHieHosa 6anka ot HDPE
Donecept 5 mg dunmupanu Tabnetkd mo 30 Gpos B nomierwieHosa 6anka or HDPE
Donecept 10 mg dunmupanu tabnetku no 14 6poa B 6nucrep or PVC/AL 2 bnuctepa
B OIIaKOBKA
Donecept 10 mg dbmwimMnpann TaGnetku o 10 6poa B 6iucrep ot PVC/AL 3 6mmctepa
B OIAKOBKa
Donecept 10 mg puamupanu tabnerku no 28 6pos B NONKETWICHOBA OaHKa OT HDPE
Donecept 10 mg dunmupanu Tabnerky no 30 6pos B MOMMETHICHOBA 0aHKa OT HDPE

6.6. ChnenHaJHA NPeANa3HH MEPKH NPH H3XBbPJAHE H padoTa
[To nexapcko nmpeanucanye!

7. [IpnTexkares HA pa3pelleHHETO 32 ynoTpeda
“AxtaBuc” EAJ]

yn.”Aranac JJykoB”Ne29

1407 Codus, bearapud

8. Homep Ha pa3penieHHeTO 3a ynorpeda

9, [laTa Ha NLPBO pa3pemaBane 3a YNoTpeda Ha JIeKapCTBEHHA MPOAYKT

10. TaTa Ha aKTyaJIM3HMpaHe HA TeKCTa
HexemBpu 2007




