MPUJIOXKEHHE I

KPATKA XAPAKTEPUCTHKA HA TIPOOYKTA



| K3MbA UTEAHA ATEHUNR MO NEKAPCTBATA

1. UME HA JIEKAPCTBEHHMS NMPOAYKT Kpamka xapaKmapucmiuxa wa npogyma - [ lpusomenue 1

G500 yod

KBM P2, N ..o e e M rensaesssassensssserasesnes

Llerebe 500 mg TBBLpAM KancyliH ¢ yabJKeHO ocRoO0K1aBaHe
PaspeusHue Ne

Cetebe 500 mg prolonged-released capsules, hard BG/MA/MP - :( J\OGQ /

OgoOpanu M., .oseisisivin T — sk

2. KAYECTBEH H KOJIMMECTBEH CbCTAB

Besika kancyna cbhabpika akTHBHO BelLECTBO: ackopOHHOBa kKucenuna (ascorbic acid Eur.Ph.) 500 mg
3a MbAHUSA CMUCHK HA NOMOLLHUTE BELIECTBA, BHXK T. 6.1

3. JEKAPCTBEHA ®OPMA

Tebpaa kancyna ¢ yabizeHo ocBoOOMk/1aBaHe.
Kancynute ca s#biTH Ha UBAT, € )KbJITEHUKABO-MPO3PavyHH Karnavuka u Tsjo.

4. KJIMHUYHHU JIAHHH
4.1.  TepaneBTHYHH MOKA3aAHHS

[lerebe e nokaszan 3a npodunaktuka v jedenue Ha ButamuH C aedHUMT, 3a NOMIbp/KAHE Ha
€CTECTBEHATAa PE3MCTEHTHOCT Ha. OpraHuM3Ma cnpaMo WH(MEKIMH W 3a HamajisBaHe TelKecTa M
MNPOABLIKUTEIHOCTTA HA YECTO CPELLAHHTE NPOCTYAHHU ChCTOAHUS.

Hy:kaute ot BuTamun C MOraT J1a ce yBeJuyar:

npu OPeMEHHOCT U KbpMeHe;

MpH My LLAvH;

npu xopa Haza 60 roauHu;

MpH CTPECOBH CHUTYALIUH;

MpH Xopa, CTpajalliu OT HeJOXpaHBaHe Win Ha HeDanaHcHpaHa aueTa;
MPH XOpa, PesloBHO ynoTpedsBaly ajakoxod.

4.2. Jlo3MpoBKa 1 HAYHH HA NPHJIOKEHHE
Jo3upoBka
3a nepopaiHO MPHIIOKEHHE.

BnipactHn 1 qena Hajg 13 rogunu:
Enna i nse kancysin anesro (500- 1000 mg/nHeBHO) 10 OTIIYMSBSHE HA CUMITTOMHTE.

Hedouampuyna nonyaayus
Jeuna (ot 6 no 12 roaunn): | kancyna Ha aeH (500 mg/iHeBHO) 10 OTLIYMSBSIHE HA CHMITTOMMTE.

B cayuaii Ha BuTamMun C aepMuMT MOZKe J1a ce HAI03KH NO-NMPOABIKHTENHO Jieuenue. Jla H
NpHEMa 3a NEePHOIH NO-ABIrH OT 6 Mecelia 0e3 KOHCY/ITalMs ¢ Jekap.

Ta3su nekapcreeHa opma He ce npenopbyBa 3a ynorpeda npu Aeua no 6 roauiu



4.3. IlpornBonokaianun

CBpBbXHYBCTBHTEIHOCT KbM acKOPOHHOBA KHCENMHA HIH KbM HAKOE OT MOMOLIHHTE BELLECTBA,
H30poeHH B TOUKa 6.1

an NauHeHTH, CTpajalld OT OKCanaTHa YpOnWTHa3a H 3360HﬂBaHHﬂ, CBBpP3aHH C HaTpyrieaHe Ha
WEJIA30 (TaJTaCCMHﬂ, XEMOXpOMaTO3a, cnnepoﬁnacma aHCMHSl) HIH APYTH MEOHLHHWHCKH CHCTOAHHA,
KOHTO nmpeapasnonarat KbM MpeTOBAPBAHE C XKENA30.

44, Crenmaann npeaynpexkaeHus H NpPeINasHH MepKH ﬁpn ynotpeba

Ja ce u30arsa HAXBHUIABAHE HA MPENOPBYMTENHATA N03a, TbH KATO MMa M30JMPaHH ChOOILEHHA 3a
TEXKA XeMONH3a Npu NpHeM Ha A03H BUTaMuH C noeede oT 4 g/AHEBHO NPH NaUMEHTH C EPUTPOLIMTHA
HEOCTATBYHOCT HA MTIOK030-6-docdar nexuaporeHasa.

,[Ia HE €€ HaaBHiaBa np€nopbiaHarta a03a.

[Mpu naumenTy ¢ 6BOpedHO yBpexZaHe Ja ce Mpunara ¢ MOBHIIEHO BHHMAaHHE M Aa CE& M3MOJI3Ba
MHUHHMATHATa MPenopbYHTENHA 103a.

[Tpn MpoabHKUTENHO NMpHeMaHe Ha BHCOKM 103d (noseue OT 2-3 g) e Bb3MOWKHO 00pazyBaHETO Ha
oKcanaTHH OLOpeuHn KaMBHH.

naIJ,HCHTH C pAAKa HacneaCcTBEHa CbpyKTOCiHa HEAOCTATHYHOCT, TIKOKO30 - rajlakTO3Ha MaﬂaGCOpGLlP!FI
HITH 3aXapo30 - H3IOMAJTTAa3CH JJ.CCleIHT HE TPHGBa Ja rnpHeMart acxopﬁuﬂosa_mcenuﬂa.

4.5. BsanmogeiicTBHe ¢ IPYr# J€eKApCcTBa H Ipyru Gopmu Ha B3aumoneiicTene

[Mpu enHoBpeMeHHa ynoTpefa ¢ MEKapCTBEHH MPOAYKTH, ChABPXKALUK XKENA30 Ja CE HMa MpPEABHS
ROBHILEHATa My abcopOiMa OT CTOMALUHO-YPEBHUA TPaKT,

EnxoBpemeHHaTta ynotpefa Ha ackopOWHOBa KHcen#Ha ¢ dedepokcamuu 3acunBa ypuHapHata
eKckpeuna Ha xens3o. [Ipy naureHTH ¢ WOMONATHYHA XEMOXPOMATO3a H TENACEMHS Ca J0KIAIBAHH
CNy4ad Ha KapAHOMHOMATHA W 3aCTOMHA ChpAEYHA HEJOCTATLUHOCT NpH ynoTpeba Ha AedepoKCaMHH,
NnocleABaH OT NPHEM Ha acxopﬁﬂﬂona KHCeNHHa. B Hayananoto Ha JICYEHHETO, KOraTo UMa H3JTHUIbLK
Ha KENA30 B TbKAHHUTE, CbUISCTBYBAT AdaHHH, NOKA3iBallH 4e aCKOpﬁPlHOBaTa KHCE/THHA MOoXe aa
BOLUM TOKCHYHOCTTA Ha YKENKIOTO, H MO-CIELMATHO Ha ChpLeTo. TIpH Te3H NALUMEHTH NPHAAraHETo
Ha ackopOMHOBa KHCENHHA ClIe[iBa /a CTaBa BHUMATENHO, KaTO ce MOHHTOpHpa chpaeyHara GhyHKUUA.

Bb3MOKHH ca B3aUMOAEHCTBHSA C JIEKApCTBEHH NMPOAYKTH, ChABDKALUKM anyMHUHUi. EaHoBpemeHHaTa
yrnorpeda ¢ anyMUHHA-CHABPKALIH AHTHALUHMOH MOXKE [1a NOBJIHAE €/IHMHHHPAHETO Ha aNyMHHHH C
ypuxata. He ce mpenopbuBa eaHOBpeMeHHaTa ynoTpeba Ha aHTHALUMAH ¥ ACKOPOMHOBA KHCENHHA,
ocobeHo npu nauueHTH ¢ GbOpeyHa HeAOCTATBUHOCT.

EnnoBpemennara ynotpeba Ha aleTHICATMLUWIOBA KMCENWHA W acKOpOMHOBA KHCENHHA MOXe [aa
noeause abcopOuuaTa Ha ackopGHUHOBaTa kHuceaHHA, BrOpeuHara eKCKpeurs Ha CATHUMIATHTE HE ce

NOBNHUABA H HE BOAHW N0 HaAMaNABaHE Ha MPOTHBOBL3NANTHTEIIHHUTE ecbex‘m Ha acliHpHHa.

[1pu ynotpeba Ha ButamuH C Moxke fa ce Habmoaasat (anli#Bo MOIHTUBHHU Pe3yJITa
ypHHaTa NnpH H3MoA3BaHe HA OKCHAATHBHH METOAM 3a aHATH3.

4.6, PeprTuanTET, HPEMEHHOCT H KbpMeEHe

He ce npenopbusa Aa €€ NpcBHUIaBa NpenoppHaHHTE NO3H MO BpEME Ha 6pe
ACKOpslfIHOBaTa KHCEMTHHA C€ EKCKpPETHPA B KbEpMAaTa H NPEMHUHABA MIPE3 MNALECHTAp




4.7.  EdexkT BhpXy cnocobHOCTTA 338 MIophHpaHe H padoTa ¢ MALIHEHA

Hama.

4.8. HexesaHH JIeKAPCTBEHH PeaKIHH

H3bpoenute no-gony Hexxenanu edekTi ca knacuGUUHPaHH CIOpeA 33CeTHATATA CHCTEMA/0prad H cnopen
4ecToTaTa UM, B 3aBUCHMOCT OT YecToTaTa, HeXKENAHUTE PEAKLIMH MOTAT A O6AaT MHOro yectH (21/10), yectH

(=1/100, <1/10), He MHoro yectu (=1/1000, <1/100), peaxu (=1/10 000, <1/1000) 1 Muoro peaku (<1/10 000), ¢
HEW3BECTHA YECTOTA (HE MOXKE [a CE OLEHH OT HAHUHATA WHGOPMAUHI).

CHcTema/opran Hexenauna peakuns YecToTa
Hapyuenus Ha HepBHaTa Fnasobonue, 3amaiisane Muoro
cHcTeMa peaku
HmyHHa cuctema AJIEprHYHH PeaKLHH, BIJIIOYHTENTHO peakuUH MHoro
Ha CBPBXYYBCTBHTENHOCT (KaTo 3anyX, peaku

noayBaHe Ha THLETO U KOXEH 0OPHB).

CroMallHo-4peBHH Hapyluenus | [agene, moBpblllaHe, NHAPHA, AUCIIENCHA H MHoro
abnomuuanya 6onka penKu

O6LH HapyLIEHHA Ynopa MHoro
peaKH

Crofiuapane Ha NOJO3IMPAHM HEXENAHH PEAKLIHH

CpoblaBaHeTo Ha MOAO3HPAaHH HEKEeNTaHW PEaKLMK Clel pa3pellaBaHe 3a ynoTpeba Ha NeKapcTBReHHS
NpoAYKT € BaxHo. ToBa No3ponsBa Aa NPOALIKKH HaGMIOACHHETO Ha CLOTHOLLEHHETO MOJ3a/PUCK 32
neKapeTBeHns npoaykT. OT MEeAMUHHCKHTE CNIELMATUCTH ce H3HCKBA 1a ChO0ILABAT BCAKA
NoJ03MpaHa HexenaHa peakUns upes HalHOHAHa cucTeMa 3a chobiiasane:

H3nbJHATEIHA aFeHUHA 10 JJeKapceTBaTa
yn. Jaman I'pyes 8, Codus 1303, BBJITAPHUSA
Ten.: (+359 2) 8903417

e-mail:bda@bda.bg

4.9. Ilpeao3upane

TIpH mpHem Ha eAHOKpAaTHA 1o03a mo-ronaMa oT 3 g ce HabnoaaBa BpeMEHHa OCMOTHHHA AHAPHA M
MOUTH BHHArK cfiell NpyHeM Ha ao3d ot 10 g Wik noeeue. JJHapuATa € NpHOPYXEHa CbC ChOTBETHUTE
abIOMHHATHH CHMIITOMH. _

[Toenuapane: HamanssaHe WK criMpaHe npueMa Ha BuTaMuH C M CHMIITOMATHYHO JIEHEHHE.

5. ®APMAKOJOTrHYHHA CBOMCTBA

5.1. (®apmakoIHHAMHYHH cBOHCTBA

(dapmakoTepaneBTHYHA Ipymna:
ATC koa: All GA 01

MexaHH3IBM HA IeHCTBHE
Butamus C e cbliecTBeHa 4KTHBHA CBhCTABKA 133 YOBEKA.
JexuapoackopOuHoBaTa KiucenrHa GOpMHPAT BasKHA PEIOKC CHCTEMA.

DdapMakoIHHAMHYHU edeKTH




[Mopaau peayKUHOHHHS cH noTeHuWan, ButamMuH C feficTBa Kato KO-paKTOp B peauLa €HIMMHH
CHCTEMHM, Hanp. NpH o0pa3yBaHETO Ha KOJareH, CHHTE3aTa Ha KaTeXONaMMHM, XHAPOKCHIALMATa Ha
CTEpPOMAH, THPO3MH W EK30reHHH c¢yOCcTaHIMH, OHOCHHTE3aTa Ha KapHWTHH, pereHepaudaTa Ha
TETpaxHapo(oNneBa KNCENHHA, 0-AMHIALIMATA HA MENTHANTE — BKITFOYHTENHO NENTHIHW XOPMOHH H
HEBPOMENTHAN KATC AJPEHOKOPTHKOTPONHH M TacTpHH. B mombnHenue, neduumteT Ha Butamuu C
HapyllaBa PpeakUMHTE HAa WMYyHHaTa CHCTEMAa H B YacTHOCT XEMOTAKCHCA, aKTHBALUMATa Ha
KOMMeMeHTa H oOpalyBaHeTo Ha HHTepdepoH. MonekynHHTe OUONOrHYHH HYHKUMH Ha BHTAMHH C
BCE OLLE He Ca HAMBbJIHO YCTaHOBEeHH. AckopOHHOBaTa KMcenHHa nogobpaea abcopbuuaTa Ha Kene3HH
CONM Ype3 HaManfgBaHE Ha Kene3HHTe HoHM M 00pa3zyBaHeTo Ha OenTbuYHO-CBbp3aHO KenAso. Toi
6710KHpa BEPHIKHHTE PEaKkUMH, aKTUBUPAHW OT aKTHBHHSA KHCIIOPOJ BbB BOAHMTE KOMNAPTHMEHTH HA
TANOTO. AHTHOKMCAMTENHHTE (YHKUMH ca B OnM3ko OMOXMMHYHO B3aHMONEHCTBHE C Te3H Ha
BuTaMuH E, BUTAMHH A U KapoTHHOMANTe. Bee olle HAMa JOCTATBYHO AOKA3aTENCTRA 3a peaylidpane
Ha MOTEHUHANHO KAPUMHOTEHHHTE cyOCcTaHUMM B racTpo-WHTECTHHANHHA TPAKT OT ackopbuHOBaTa
KMCEHHA.

KnunniHa edukacHocT K fe3onacHocT

KnuHuvHo MaHWpecTHpaHaTa HEJOCTATBUHOCT Ha BUTaMHH C, ckopOyT unmu Gonect Ha Moeller-
Barlow, ce pa3BuBa NOCTENEHHO 3a HAKOJIKO MECELA OT JIATEHTHO CBCTOAHME Ha BHTaMHH C
HEROCTaTHYHOCT. 3a00N9BaHHA KaTO MOPOHIIH, XeNaTHTUC eNHAeMHKa, TeXKH TPABMH, CHHAPOMH Ha
HamaneHa abcopbLKs WK IbATHA TIPHEM HA PazIMuHH JIeKapcTBa (BKJI. CATHLMIATH H TETPALMKIMHH)
MOFaT Ja YCKOPAT 3Ha4yHTeNHo npoleca. HecneundpuyHu paHHy CHMNTOMH ca NOHWKEHHS QU3HUYECKH
KamaluMTeT W MCHXOMETPHYHO OOEKTHBU3MPAHO HapylleHHe Ha (QYHKLHHTE KATO MOBHIUEHA
YMOPAEMOCT WM paszapasHutendoct. [lo-kbcHo ce HaGnmiopaBa u2TbHSIBaHE HAa KAMWIAPHTE C
TOYKOBHMIHH KPBBOUINHBH MO KOXKATA, MHUKPOXEMATYPHA, HAMAJCHA YCTOWYMBOCT KbM HHOEKLHH
(npeauMHO Mopaay HamaneHa ¢arouyTo3a), CbNpOBOAEHA C TMHIHBUTH (Crie] W3pacTBaHe Ha 3hOUTE)
H Hakpas MOBBLPXHOCTHO KbPBEHE HAa MYKO3aTa H KokaTa (KpbBOHacAZaHe€ H KPLBOM3JIHBH),
NbpBOHaYANHO 3abeneXUMH MO €3MKA W MO KPaullaTa Ha BeHela. YecTo, NpHApyAKaBall CHHAPOM e
XHNOXPOMHO-MHKPOLIMTHA (4ecTo Kenajo-ycToiuuBa) adHemus. Ceuio Taka ce Habnwopgaea
YABKABAHE HA BPEMETO 33 3a3paBABaHE Ha PaHH H ce HapyllaBa (OPMUPAHETO HA MHTAKTHA KOXa.

Hanuuuero na Heobxoaumoto HMBO Ha BuTamuH C ce onpeaens OT KOHUEHTpauMATa Ha ButamuH C B
KpbBTa. MHHMMATHHTE CTOMHOCTH, NPH KOWTO BCE OIIE MOXKE JIa C€ rapaHTHpa MOKPHBaHe Ha
Hysxaute (0,5 mg/dl npu Mbxe n 0,55 mg/dl npu xeHu)} nMoyTw BHHard ca MOKPUTH MPH 3ApaBu
MHIMBH/IM Ha DanancupaHa aueta. ToBa ce oTHacA M 32 HpeMeHHH KeHH H (IOKONKOTO ce paznosnara ¢
JaHHH) KbpMaykKH. Bbrnpeku ToBa, uyecto ce HabniomaBa crmaa B KOHUEHTpAUMHTE B Ma3Mata H
KbpMaTa cnefi HAKOJKO MeceuHo KbpMeHe. ChINOTO ce OTHAacd M 3a KOHCePBHPAHATA KbpMma.
[ToBHweHUTE HyKAM OT BUTAaMHH C MpH nywayd oOHKHOBEHO Ca MOKPHTH MPpH MIAAM W HA CPEAHA
BB3PACT MHAMBHIHK. PHCKOBH rpynH ca Te3n Haa 65 rofudiliHa Bb3pacT — M0-YECTO MBXKeE, OTKONKOTO
XEHH M XOpa C peJoBHa KOHCYMalMs Ha rOleMH KOJMHECTBA ANKOXOJ, Myluauu, OpeMeHHW |
KbpMauku, Xopa ¢ HeGanaHcupaHa auera. [IpONBAXKHTENHMAT NHPHEM Ha Je€KapcTea, 0cobeHo
CANMLIWIATH, TETPAUHKJIHHH H KOPTHKOCTEPOM/TH, MOraT Jla HaManAT pesepsuTe OT BUTaMuk C.

B cnyvaute na ocTpH MH(EKUHMO3HH 3aDONABAHKA, TEXKKO YBPEXKIAaHE HA YEPHOAPOOHHA NApeHXUM,
TEXKKA TPABMA H XEMOJWANH3a ce Ha0I0NaRa ACHO W3pa3eHO HaMmanaBaHe Ha KOJIWYEeCTBOTO BHTaAMHH
C B NEBKOLMTUTE U / UM NNa3MeHHTe cToiHocTH Ha BHUTaMuH C. HHCKM KOHUEHTpalHK Ha BHTAMHH
C B ruia3MaTa M NeBKOLMTHTE ca HabnogaBaHH U MPY XPOHWYHH HH(EKLUHO3HH 3a00NABAHKS, TEKKU
CbCTOAHHUA Ha ManabcopOuMa H NOCIeIHUTE CTAAWH HA PaKOBH 3a00NABaHHUA.

5.2, dapmMaKoKHHeTH'HH CBOHCTBa

AbBcopbuus _
AckopbuHoBaTa KkHcenHHa ce abcopbupa B NPOKCHMMATHHTE TBHKH 4Yepea B

KOHUCHTpaUHATA,

Paznpenenenue




INpu 30paBH HHAWBHAH, MAKCHMAJIHATA CKOPOCT Ha MeTabonH3bM Ha 40-50 mg/na feH ce aocTura npu
nnasmeHd KoHueHTpauud ot 0,8-1,0 mg/dl. Ofwoto metabonuanpaHo konuuyecTBO € B pasMep OT
Img/kg/Ha aen. . '
Hatpyneane B Tanoto ce Habnaopaga cnea peaoBHO MpueMane Ha okono 180 mg/Ha nen.
Ha6monasavo e, 4e Hai-manko 1,5 g kymynupart B Xunotu3HuTe H HagObLOpevHH KNe3H, OHHHTE
newd U GenuTe KPLBHH KIETKH.

buotpanchopmarus

Kancynute LleteGe cbabpxkar ButamuH C 8bB dopMma Ha Kancynu cbe 3abaBeHo ocsoboxknabaHe.
AKruBHaTa CchcTaBka ce alcopOupa w3uanmo, GuoHanuuHoctTa € cpenHo 98,6%. Crnem opanno
npuiemMaHe Ha 2 kancyny Llete6Ge, mikoBUTe nnasMeHu KOHUEHTpaLuu ot okoao 2,1 mg/dl ce nocturar
cnen 3 uaca. [LnasmennTe HHMBA Ce MOHHXKABAT MOCTENEHHO B PAMKWTE Ha 12-16 yaca a0 HWBa OT
okono 1,5 mg/dl. TInazMeHuAT NonyxKHBOT € okono 19 Haca.

EnumMunupane
brbpeuna exkckpeurs: [oMepynHa ¢unTpauusa, peabcopbuns B npokcumanHute OBOpeuHM

KaHan4era. MakcHMAalTHH KOHLUEHTPaLHK TIPH 3/IpaBy Bb3pacTHH: Mbxke — 1,34 /- 0,2 Img; wenu: 1,46
+/- 0,22mg ackopOHHOBa kucenuHa / dl mnazma.

5.3. IlpenxknuHHYHH JaHHH 3a Ge30nacHOCT

Hsama TepatoreHHM MW eMOPHOTOKCHYHH BB3IEHCTBHA MPH IUTHXOBE M MHILKH NpH a03H 1o 1 g/kg.
He e HabmopapaHa MyTareHHOCT W KaHUEPOT€HHOCT NPH OPANHK WIH napeHTepaiHu 103 ao 10g/kg.
Octpa u cybxponnvHa LDso (mg/kg):

Octpara LDsy e > 5000 opanuo, 1600 i.v. npu nabxose » > 5000 opanvo, 500 i.v. npH Mopcku
CBHHUETA.

Cy6xponuynara LDsp € > 6500 opanso npu nuisxose, > 8900 opaiHo nnpu MOpPCKH CBHHHYETA.

6. DPAPMAIUEBTHMHHA JAHHHA
6.1. CnucnLK HAa NOMOWHATE BeHiecTBa

3axapHH chepH (ChCTOALIM CE OT 3aXapo3a M LIAPEBHYHO HUILIECTE)
CreapHHOBa KHCENHHA

Hlennax

BuHena kucenHa

Tank

Jenatun

Pubodnaeun (E101)

Harpues naypuncyndgar

Bona

6.2. HechbBMECTHMOCTH
AckopOHHORAaTA KHMCENMWHA BLE BHCOKW KOHHEHTPAUWH CH B3aUMOJIEHCTBA ¢ pa3nuvyHM BEILECTRA
(rmoko3a, NHKOUYHA KHMCEJTHHA, KpeaTHHHH, HeopraHudeH docdat). Tezn KoHLEeHTpallHH ce AOCTHraT B
YpHHATa cliell NPHEMAHETO Ha IpaMoBH 103H. IIpHEMaHETO Ha TpaMOBH J03M, ChLIO MOXe Ja A0Bele
J0 HEBEPHH Pe3y/TaTH [pH YCTAHOBABAHE HA OKYJITHA KPbB B W3NPaXKHEHWATA.

6.3. Cpox na rogsocrt

3 roauuy,




6.4. CnennajHH YCJOBHA 32 ChbXPAHEHHE

Ja ce coxpansea npu remnepatypa nog 25°C.
Ja ce cbxpansBa Ha MACTO, HEIOCTBITHO 3a AELA.

6.5. Bua u cpAbpikaHHe HA ONAKOBKATA

Karnicynure ca onakosanu B 6nucrep PVC/anymunueso oo W KapTOHEeHa ONaKoBKa.
KonudecTeo B eana onakoska 30 unu 60 kancynu

6.6. CneuHaTHH MpeIna3Hd MAPKH MPH HIXBL aHe H pabdora

Hsama Cliel\Ha/iHH H3IUCKBaHHA 3a H3XBDBPIIAHE,

7. NPUTEXATEJI HA PAZPEIIEHHUETO 3A YIIOTPEEA

STADA Arzneimittel AG, Stadastrasse 2-18, 61118 Bad Vilbel, Nepmanus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

9900401

9. JATA HA ITBPBO PASPEHIABAHETIOJAHOBSABAHE HA PASPEIIEHHETO 3A
YIIOTPEBA

[TepBo paspemenue: 22/12/1999

[Mocneano nopHoeasane: 06/12/2010

10. JATA HA AKTYAJIM3WPAHE HA TEKCTA

Onu 2025




