AMnopynan Ankanonn™ Amivdipin Alkeioid®
_Mdadya 1.3.1.1 Kpamxa Sapaxmeyucmuid w1 npoCyring

 KPATKA XAPAKTEPHUCTUKA HA‘HPO;Z{YKlA- .

WAHRGTERC s 0 22ran i NA3BAHETO

P 2 ow oF

I - FMEHA IEKAPCTBEHHA HPOXVKT E;;‘;;’g::::,,;;,, L Y P |

A&
Avaoymnus’ Amranoxzm /Amlodlpm Alkaloid® 5 mg TaGAeTHH / /L. p; W

szmomim Anxanouz®/Amlodipin Alkaloid® 10 mg Ta6netem—

I

2. KAYECTBEH H KOJTMYECTBEH CHCTARB

Bedaxa Tﬂ.OJIBI‘Kd wmp}m 5 Mg AMIOMIIHE (KaTO aMIOIHIHH GS3HnaT 6.934 mg).
Besxa tabnetia chinpika 10 mg aMionpIHH (Kato AMIoRHIEY Ge3mmar 12,869 mg).

Ho,uomﬂou,sgwecmsa:

3a nsIHEg CIOHCEK 4 NOMOINHHTE BeIecTBa, B, TouKa 6.1,

3. LJIEKAPCTBEHA ®OPMA

" Tabremku 3 g i0mg

Kobrag, deoiirousnorneviy, Gena TabIeTk: ¢ pasge/MIenHa TAuus oT eHaTs CTpaHa.

4, KJIHRATHE XAXI
4.1 Honaaamm‘

Xuanepronns

AMIIOAATINH € NPSIHASHACH 2d JMeTeHEe Ha XMIepTOHHA.
TIpE NaURCKTE ¢ XEOePTORYS AMACIMURE € H3I0A3BAE B KOMOTHALYY ¢ THASIHH
JHYpETHITH, anma-6aoKepy, Gera-Gloxepy mwm ¢ HEXHORTOPH Ha ABTHOTEH3NE
KOHBEpmpamim “eH;{HM. ’

Koponapua aptepyanna Gonecr

Xpowuuna cmabuin unzuna

AMIOTHIAH - [IOKA3aH 34 CHMITOMATHIHO JEYEHRE HA XPORMINA CTabH/THA AUIHHA.
Basocnacmuiing anzuNct ((TPunyreman qQHauia 1 6apudim)

AMITOIUTITE & - TIOKa3aH 3a NeICHME Ha NalHeHTH ¢ JOKa3aHa BRIt Ipe/uIolaracMa
Ba20CDACTHYHRA AHTHMA,

i'IpH TariesT OBG CTeHOKAP IR AMIOUIIHE MOXE /3 C¢ IIPHIAra KATo MOHOTEPATH HIH B
ROMOUHAIIE o npvm AHTHCTEHOKAD/HK CPEOCTBa B CIYYAl, Ue CTSHOKAPONITA e
pedpakTepHa KeM HUTPATHE H/HITI afeKpaTHy 1038 Ge1a-0aoKepH.

AMIIOTIRITHE ce HoRAcs 10Gpe 0T TAUHEHTHTE CBC CHPACTHA RELOCTATEUHOCT 1 ¢ HEls
XHIEPTORNS BN HCXeMIrsHa omect Ha crpriery. :
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AMaoramnn Anxanona/Amlodipin Alkaleid®
Modya 131 I Rpamrca XAPAKINGPRCMUKA Ha npoOYKma

4.2  Josnposka H Ha49HH HA ymoTpeda

Bo3pacrui: o0MYaiivaTa HaYaiEa D033 KAKTO 33 XHIIEDTONMS, TAKA ¥ 3a CTCHOKAPIE, € 5
g AMIOINIHHE BEMREN THEBHO KATO MOKe JIA C& YBEMITH 10 MaKcHManHa 103a ot 10 mg B
3aBECAMOCT 0T WHEHBH/YANHUA OTIOBROD Ha IAr#enia. LO34Ta ce IHIpUpa B IIPOTEIKERAE
Ha 7 xo 14 g, Taxa de JeKYBRUIMAT JEK2P Ja MOKE HAMRJIHO Ja NPEIEEH HHIHB Y aTHUL
OTI'OBOpP 33 BCAKA nonﬁpano HHBO Ha fo3ald. THTPUDAHETO Ha Jozata MOXKE A3 ¢ H3BBPIIE U
B [10-CEKPATEH CPOK, aKO TORA € KIHEHTHO HeoGXOHMO H aK0 € ocHrypeso Habmonenue Ha
TalACH A,

. Hena (BB3pacT 6—17 ropunu); EderTupaard anTHXNSPTeH3HERA NEPOPAIHA 032 TIPH 16Ua
Ed DB3pacT 5-17 TOIHAH € 2.5 MI' %0 5 MT BTN THELHO. Ho3u, HagRHUIIABAUTA 5 Mi ZHEBHC
Ke Ca WIHTBAHM P [ena B TAs Bh3pact.

Jena (B’Lapacr 0o: 6 roXuHN): He ce NpemephYBa.
TIpz oTcnabuaig, HITOMEHN H TAHeHTY & HANMPEAEAN BHIPACT, KaKT0 K IPH TaHeaTy ¢

YepHoapo6Ha HeTOCTATHTHOCT HAYATHATA 034 ¢ 2.5 M JIHeBHOo, TasH 1a3a.ce TIPHIALA M

KOTaT) AMIOIHIHHE ce JOOART KbM CHINSCTEYBAIIA AHTIXAICPTEHIMREA TEPATIH.
ManyenTs ¢ ﬁnﬁpe'mn YRpERLARMA: IPOMCHHTE B IUIG3MCHATE KOHLIEH YDA HA
AMYIOINIINE He KDpem’paT Che CTrenen:a Ha 6B0pevr0 yBpexaEe. 3aT0BA ce IPEnOpLYBaT
oGHUANTIHTE XO3H. Amo,zmmm HE Ce ZHaTHIpa,

Emmoppemenno NpuimKenue ¢ APy AHTHIBNCPTEN3HRHE M/ aHTHCTCHORADIIIN,

cpeacTry: e ca'HEOOX0MAIME KOPEKIME HA 03214 AMTOTHITAH NIPY SIHOBPEMCHHO
HNpATOXEHHE ¢ THASHANA JHYPETHIY, OeTa-GaoKepH, REROHTOPY HA AHTHOTCH M
KONBETHPAIIT eH3NM, OaBHO-NSHCTBAL HETPATH WM CYCINAIBATEH RHTPOIIHIEPHE,

4.3 IIpo1uRONOKAZAHKA

AMIOTHINE e TPOTABONOKA3AM IPH TALEHTH CBC CBYBXIYBCTBUTENHOCT Kb
EHXHAPOLHPHIHIH, aMIOAHIHHE HIH HAKOE 0T IOMOIEATE BCINECTBA.

4.4 Conemdanun npe;xynpemenm H NPEATAINA MEPKH 3a ynorpeda
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AMRORUTIITH Ankannﬂnq/Amlodipm Alkaloid®
Moodyn 1.3.1.1. I{pamxa XapaKmepws MUKa Ra Apodyicma

R

Ha\mmﬂa _'__,c Hﬁ zgoc:a"m Ha Eie'r' ﬁftﬁicepa.

awirenyu ¢ ‘{epﬂoﬂpoﬁﬂa HeXOCTATEYHOCT: THE KaTo aMIOmMI ce McTabONA3Hpa B

YCpHAA APO0 H HIASMEHHAT IOLYKHBAT Ha SIUMEHAULS (t 4) UDE TATMEHTHE C YBPEICHH

4epHONPOSH] GYRKUHN € 56 Haca, BeoGX0AMMO0 ¢ PHHMAILE IPH HA3HAYABANCTO HA

AMIONETNHE Ha ﬁa;nex—zm C LeXKH 9eproApo0HA YBpPEKNAHHI.

4.5 Baanmfigé__ﬁcmne ¢ ApYrd JeKapcTBeHH IROSYKTH B ApYrH hopMy Ha
B3AMMOACHCTRHE:

AMIOJHINH ¢ IpHnarar 6e30MacHo ¢ THAsHNNHE My PeTHIH, aada-Caokepy, Geta-6roxepw,
HEXHOMTODH HA aRTHOTCHIMH KOHBEPTHPAIIMA SHAHM, HHTPATH ¢ MPOABIKATCIERO AeHCTRHS,
HETDOT MO SPHH, IEIQ‘}CTEPOH,II_HPI HpOTHBOBBSHMHTGJIHH CpEeOCTBE, ﬂHTHﬁHOTHHH H CP&THIE
EHTHIAAGETHY SpencTBd.

JI2HEHTE OT HE Bﬁrpo H3CHCHBANMA Ha TOBCIIKE IIE3MA IIOKA3EYL, Ye aMIoTHILH He 0Ka3Ba
BIMANEE BEPXY CB'BDBBaHETO ¢ SenTOuTe Ha AMIOKCHY, DeraTonH, Bapdapus miu

HAHIOMETAITE,
Cueuva/an p3caensapns: Edext ua qpyra nexapcrBa BbPXY SMIONHIAKR
IIaMeTHIIA: eNBOBPCMEREHAT IIPHeM Ha AMIOIHIHE ¢ MHMCTHIHY He IPOMSH
(hapMAKOKMHCTHKETA HA AMITOTHIIHH.

COK OT TpesildppyT: eNEOBPEMEHBHAT lpHeM Ha 240 MIT COK OT IPEHREPPYT ¢ eNHOKPATHA

Opanua noza evnoMdnEA oT 10 mg ot 20 3apasu HoCpoBONIH He © OPEH3BEKAT 3HAUKTE /IR

eteKT BBpXy (APMAKOKHHETHKATA Ha AMITOHIIHE.

Cuitenatpu; pu HIDONSBALCTO HA aMIOMHITEN ¥ crnenahu B KOMOHHAIT NBATA

METMKAMEHTA Ca.0Ka3a/IH He3aBHCHMO CBOS XHNOTEHIMBEH eEKT BHIXY KPBROTO HAJLATAHE.

Crenuangm nzcineksands: Ederr Ha amroqanmm BLpxy ApyTH AeKapersa

ATopBacTatTHH: EAEOBPEMCREOTO MEOTOKDATHO NPUIOXCHRE Ha 103k 0T 10 mg aviozunHy
¢ 80 mg aroppacTAHE HE € KOBEMo 0 SHAYHTSIHY IPOMEHE B pABHOBECHOTO CHCTUMHES Ha

(hapPMAKOXHHETHIRRTE ApaMeTpH Ha ATOPBACTATHH.

JATOKCHH! eHOBPEMEHHOTO IIPHAONCHAS Ha AaMIOINIMH C JATCKCHH He IPOMEHA CepyMHEATE

H¥Ba B3 FHTOKCHA M OB0peunns KIMPEHC Ha IMTOKCHH IpH 3IpaBH JoGpOBOITIH.

Bapdapnu: ExnospeMeEHOTY HPHIOKEHNE HA aMIOZANME B Baphapr He MPOMEHs &dheKTa

Ha Bap{apuH BEPKY NPOTPOMOHHOBOTO BPEME.

Huknoemopan: GapMaKOKMHETHYHENTE N3CTSIBAHAS ¢BC ITHKIOCIICPHY IOKA3RAT, U

AMIOIWITRE He IIPOMEHS SHATHFENEO (PApMAaKOKIHETHKATA Ha IHKIOCTIODHE.

EdexT Bpp3y J260PATOPHHTS NOKAIATEAR: HE ¢ H3BECTHIL.

4.6 BpeMenuocr # HAKTALIS

Bropexy ge Ao UXUAPONMPUEHEOBY CReIHHEHEY ca ¢é OKA3aIH TePaTOTCHER Py
MHBOTHH, JAHHUTE OT OITHTH ¢ AMIICAHINH BBPXY IUThXoBe H 3AHIM He DPEIocTaBaT
MOKABATENCTRA 38 TepaToreHe edext, Bee Nax Fama XMAHIYEH OIAT 34 Itpenapara pu
PEMEEHOCT 1 KBPMERE.
AMIONEIVE B¢ CefiBa 12 ce [PHIAara 0o BpeMe Ha GPUMEHHOCTTA OCBEH B CITy Al
NOTSHIHANHATA O34 ONPap/asa NOTCHIIHATHUA PHCK 32 II10Ja.
Ma#xy-KspMAYKR: He € H3BECTHO Al aM/I0KATHE Ce H3Nb4Ba B MaHduHOTO )
nEICcaTa HA TaKkasa UHQOPMalHd npenopEIsa ce KEPMEESTO Ja ce IPeYCLano
Halzara ﬁpncm Ha aMJIOTHIIHE,

e
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AMJIC TR Anmuomr”,fAmlodlp)n Alkaloid®
Mocys 1.3 1.1+ R‘pam.'{a XaPARMEDUCIMUEG B Rpodma

4.7 Edexru pbpXy cnocodHocTTa 3a niodupare 1 padoTa ¢ MamMuM

KrvnpamuAT OMHT DpY AMIXOTHIHE LOKa3Ea, 16 ACUCHEATO & HOrd He HOOR/IEIRA
EB3MOKHOCTATS Ha HalUeHTa M3 odrpa ® 1a paboTy ¢ MaITHHL.

4.8 HexeranH edexra

Ilo-fomy cncpejt 9ecTOTATA K 3aCErHaTH OPray ML CHCTEMA ca KATErOPHIUPAHH BRIMOKINTE
HCHKCIIAEH PeaKiiir, 5a KOHTO ¢ ¢so0IeH0 B X0N2 Ha HATRTAHNATA ¢ AMIoTHnEY. YecToTaTa
& JeQHHHPAHA KaTo: MEOI'0 TecT0 (>1/10): uecto (=1/100, <1/10); geobryaitao (>1/1,000,
<1/100); pazio (.}mo 000 <1/1,000) % mEorO paaxo (<1/10,000), BRIICIHTENEO H30HpaHy

cay4ai.

HapyTuenns Ja kpbBOHOCHATA H TEM(HA CHCTEMM

MHOT0' pAIKO; TPOMGOITTOIEHHA -

Hapvenng BA BMyHHaTa cHCTeMa
MHOro parKo: aJlepl MYHA, PeaKtiL
Hapvmcum HA j«xeraﬁmmma H XDaxeneTq
Meorot panko; mnepmmceMHﬂ
Hapymcrms. H2 HepBHaTa CHCTEMA

Bl R el

~ecto: CLHIUBOGT, 3aMasHOCT, [ABUBOIHE

dleobuaaiino: 'rpe\aep, NPOMEHEH BKYC, CHHKOT, XHIOESCT3 A, IAPECTEHA

MHoro paEko: ncppxcbepﬁa EEBPONATHA

TcpxXsams HApYIeHms -

HeoGuaattso: Geschmue, IpOMEHE B BACTPOSHTETO

Hapyinemusd na ¢xoTo

HeoGmuatigo: HapyIIeHO 3peHne

HapymeHss Ha yXoTo H PLTREITHOT) YX0

Heobuuaiizo: nIyM ‘B yIrmYe

Chbpjleusn HADYIDeHy

Yecto: TalNHTAINN

MHoro paako: wE(apKT Ha MEOXADPa, FPUTMHS, BSHTPHKYNAPHA TAXHKADINI K KAMEPHA
QHOpHIAIIL .

ChIOBM B4pYMIeras

UecTo: 3a9eppanane

Heobnaitno: XpuoTeHzMs

Mroro pamxo: BackyauT

PECITHPETOPEY, [PBUHA K MCIUACTHRATAY BAPYITCH’S

Heo6paatizo: Iucnnes, puHmT

MHoro psgaxo: XamHIa.

CluMamto-Ipenty Hapymesns

Hecro: rageHe, KopemeER GONKH 7
Heobugaitao: UOBPBIIARE, AECTIRICH, IPOMEHEHY JYPEBHK LABHIM, CYXOTO B yu%w}\m
MHero paiko: UaBKPEaTUT, [ACTPAT, THHIHBA/IHA XHIICPIIAZHs / "':s 5 %
, enaro OWMAPRH HapYILCHH

MHOTO PAZKO! XENATAT, JKEATCHHATA H ITOBHIICII YepHoTopORRE eH3mM A (06HT m@‘i
CBED3AHO C XOECTa3a), A

4'
Mg Y
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. AMROfHIHH Anxanora®/Amlodipin Alkaloid®
Maodya.1.3.1. 1. Kpamka xaparmepucmuia Ka Rpodvrma

QYEI@H.HE Ha KOvRaTd H IOMKORHITA THKAH

HeolGrratizo: anon&nm TypIypa, JEUMIMeHTAIHA Ha KOKATA, IOBMIIEHO NG TV0TReNIHE,
HPYpHTYL, OOPHB
MHOrG paARo:; aHCHoEAeM, epHTema MynTH(opMe, YOTEREPHS
Hapymenus #a MyCKYITHO-CKeTeTHATA CHCTEMA H CBE IOTHWIETHATA ThRAR
Heoﬁmattno MYCKY/THE KpRaMIH, OONKY B I'bpOa, MHAITHA K &prpairis
Hapymesns ra € EOPeLTIE H GHROTHNIE 1T
) I-Ieom;rqaﬁﬁo xmmnoamr CMYINEHES, HOKTYPHY, ¥eCTO YPHHHpaHe
' Hapvmenm Ha RE3NPONIEONHTEIHATA CHCTEMA 7 TBPATA
Heoﬁnrxauno AMIIOTEHTHOCT, MHHEKOMACTHS
Qb Hapymlenns ¥ edeis Ha MACTOTO Ha OPHIOKCHIE
~ Hecro; efeM, YMOpHeMOCT
Heo6}zqam~ro I‘pT:ﬂHa Bonxa, aviennd, Gonka, 0610 HepasnoNoKeHne
viscmeiRanHyg

Heo6uwaiizo: NOBKIIEHO TETNO, OIcIabBane ¥4 TET0

" 49 Ipénosupanc |

Hamrrmyite JaRHE DpeqnoNalal, 9e MacHBHOTO IPENO3Hpate MCIKe Ta JOBENe N0 IPCKOMEDHs,

ItepudepHa BasoMINATAIA 1 BEPOATHOCT OT peduiekera TaxHKapans. CHoOMIeHo € 5a
TyBCTEHTENHA M BEPOATHO HPOABIDKALSNEA CHCTEMHA XHIIOTSH3NS, BIICIHTEIHO TIOK ¢
$aranen uzxon,

lpunaranero Ha AKTARSY BLIVIEH Ha 30paBH K0oGPOBONIOH BeJHATA BT A0 BA JAcd GIex
IOTYRMAHETC HA AMTOHIEE 10 INg He ¢ HCKARATo 3HATHTS/IHO MOMMeH e B adcopOnuaTa
Ha a0 CTOMUITHATA TPOMEBKA MOXE Jia HOMOTHE B HSIKOU cyan. KImMHAYHO 3HaTMMATS
XAMOTENDMA 3 PE3YATAT Ha HPEA0SHPANS Ha aMIONUIEE H3HCKBA AKTHRIEO ChpAEYHO-CEI0BO
Ha0MmoAcH!e, BIUFOYRAMIO YECTO MOTHTOPHPAHE Ha CHPASTHATA M AHXATEIHATA byuKiH, '
NOBAHTaHe Ha KpaiitoiiuTe H CICOCHS Ha LEPKYIATOPHYS 06eM B OTHLIHETO HA YPUHA,
HazgauasaneTo Ha BA30KOBCTPHKTIOP MOKS Aa € OT LI0J134 38 BB3CTAHOBABAHETO HA CHROBHL
TOHYC H KPREHOTO BAILATAHC B CIlyJauTe, KOTATO HE € BANMIAE KOHTPAH/IHKALIS 34 TIpHNAraHeTo
My. BeHo3n0TO BEBANE HA KANUACE ITOROHAT MOKE JIa ¢e OKaXke GIAI'CIpHATHO 33
obproiate Ha c:(bcm:a Ha Ojrokana ¥4 KaNNHEBHTE KaHand, THi K4To aMIOMMINN CE CBhP3BA ¢
BHCOK aQHHMTET.C -GEITTBIATE, CUHTA ¢, 96 AUATH3ATA HE € OT HOI34.

5. QAPMAKOHOHIHIIPI CBOHCTBA

51 ! tl)apmaﬁunuﬁammma CBOLICTEA
' dJapMaKUTépé.ﬁepmq_Ha [PYIa: CENEKTABEH KANIHER AHTATOHRCT
ATC xou: CORCAO1

Amomﬁm—: ¢ MHXROATOP Ha KAIHIEBHA HHQIYKC OT IpyHala Ha AUXIIPONBH
(KammeB aHTaroHHCT, BIOKHPAIY HABIH3AHET) Ha KAIES 1pe3 OaBHUIC KAHAT
Tpancws:m6pamma HE(IIYXC HA KANIUCER BOBY B CEPASTHATE M CBICBHTE 1
KITETKR,
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AMAOTHINE Adkanoun®/Amlodipin Alkaloid®
Modyr 1.3.1.1. Kpamia Xapaspuciiung #a npodyeind

MeXaHu3MLT Ha AHTHXHIEPTEH3EBHOTO NEHCTBUS HA AMIONMIINE e XBIKH Ha TUpEeKTHUS
pEnaKCHpall e(exT BLpXY CEZOBATA r1afka MyCkyaarypa. Todmmar MEXAHM3®M, 110 KOHTO
AMIIOAHITAH ofnex4aBa crenokapnkara Goaka He e OUpEnener HAIBIHO, HO aMIIOIHIIHE
pedyliHpa chemntmom CTPaJAHHE Upes CASTHHUIC CH NeHCTBH:

1} AMAOTKIAHE Pasmup7Ba IepruepPENTe APTEPHONH H 10 TO3H HAYHE penymipa o6moTo
nepncpepHo cmporﬂzsncmie (cmepEaTORapRARE), CpEllly KOELO paboT chpuero. T Karo
ChpAcuHaTa qecTcIa ocTasa LTabuiia, 0T0peMeHABAHETO BA CHPIETO HOHAKARA

mncyua:cmma §a eHeprHA ¥ KHCIOPOAHATA HYX/Id Ha chplleTo.

2) Mexamxsm;r HA JeHCTEUE Ha 4MIO/EIHH BEDOATHO BKIIOTBa ChINO NHIIATAMHT Ha
OCHOBHHTE KOpOHAPEHA apTEpYM H KOPOHAPHH ApTEPHONH, KAKTO B HE3ACETTIATHTE, TAKA H B
HCXEMATHATS YUACTEUH. Ta3H qunatanms ysenndasa J0CTaBKATA HA KHAJOPON 10 MHOKapZaa

HpH natmeﬂm ChC CLA3BM Ha ROpPOHApHUTe aprepry (aprpHa Ha [IprunMeTan ¥ nepHaiTH)

Ilpi naugents ¢ XMIIEPTOHEA eRHCKPATHRAT AHeBeH IPHEM GCHTYPARS KTHMEHUBO SHATUMO
MOHFKCHIE HA apTEPHAIHOTO HANAIAHE KAKTO B JETHANG, T8KA H B HAIPABEHO. MONOKEHHE 33—

el 24-gacos HETepBan. llopam Gapry HACTHIBAINNA e)eKT HIMA OIACHOCT 0T ocTpo
HACTLIBAHE Ha XWIOTEHIUA [PH TPHEM HA avIo IR,

Ilpy matpeHTy ¢ CTEROKAPAUS SAHOKEATHUAT JHCBEH IpHEM YBeAI1aBa QHINIeCKaTa
H3IPRKIABOCT, chmro JI0 [MOABA HA CeHBaIY IIPACTHI, BPEMETO 33 1 MM JMenpecHs Ha
STeerMen1a ¥ HaMassng. KaKTO YeCTo 1ata Ha CTeHOKapUHHTe IPHCTDITN, TAKA H HEVOXOTHMOLTTA

OT LIpHEM. E4 ) a6n:eTKH EHIPOITHICPRE.
AMIOTHNHI e, (e CBBP3Ba ChC O FAHNIHH METaGO TR ederTH EIH OPOMERM B IaTMEHATE

JHIEH B € no,a;mm 3a yleTpeda TpH TATWeRTH ¢ actMa, THadeT ¥ Iomarpa.
5.2 tl)apmakomﬂe’mqnn cBOUCTE]

AGcopbuus, pasnpenencEne # CBbP3BaHe ¢ IIAIMEHATE (ATHIM: cle/ OpaNCH IpHEM HA
T¢PANeRTHYAN FO3M avloAm oe abcopBupa 106pe XaTo THKOBH FHRa B KPBRIA ce JOCTHTAT
cnep 6-12 Yaca. AfcomoTraTa (RoBARMEOCT € MEKTY 64 1 80%. O6eMET Ha pesnpeneneite
e mpubnuzaTenHo 21 a/kr. Hzcneapanus mx BATPO LOKA2BaT, Ye nprbmnrenyo 97.5% or
LHPKYTHPAINEA aMACTETHH € CBBP3aH ¢ TIA3MEHRTE Gemri by,
Baorpanchopmanus/enamananin: kpafHaaT IIA3MEH TIONYXHROT Ha CNHMPHALHAS € QKOO
35-50 gacam € CBOMECTHM ¢ COHOKPATHALL JHEBEH IDAEM, AMTOIBIIHE ce MeTaboIm3Lpa
EKCTeR3HBHO B WePHILT NpOG 110 HEAKTHBHI MeTaSoMATH karo 10% ot HIXOAEOTO CTeNHHENHE
1 60% oT MeTaGomMTIHTe ce H3TBUBAL O YPURATA,

dPapMaKOKIHETIKATA Ha AMIOIHITVH He ce IOBNKABA CHIIECTREHO P 0n6pcann yepexnanma.
Hawenu’c Gnﬁoe'ma HEMOCIATHIHOCT Toaydasat 00nyaliiaTa HagamHa goz2a.

IManueHTH. B HAOPCARASA BH3PACT H TATHCHTY ¢ qepHoapoiHa HCXOCTATHYHMOCT €A ¢
HAMaNCH KIEPHHC HA AMITOIHTIH Ch¢ CHOTBETHO MORHTeH NPREIISHTenHo 40-60% AUC
(IT0M LIOR, KPHBATA) H 3aTOBA IO-HHCKA HAYATHA 1034 € HeolxomaMd. [loxobro mosmuernne
na AUC ce nabiogaea opyl NANEEHTH C YMEPEHa 0 TEKKa ChpIEtHa HETOCIATEIHOCT.

s
gt ﬂ'ﬂ‘;;\
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Ampopumus Aaxatong™ Amlcdipin Alaloid®
Modyr 1.3 1 1 Kyumia xaparmepucmuxs Ha npodyry

PeLPORYKITAATA.
6. ©QAPMAINEBTHYHN NAHHI

6.1 Coschkx Ha MOMomBMTE BemecTRa
Jlaxrosa MOHOXHzDaT

MuxpoxprcTaiHa Tenyosa

Margesuer creapar

6.2 HecpBmecTRAMOCTH

He & Iprmommmo.

6.3 Cpox i{a TOAHOCT

3 romuem,

6.4 Cuenmaans Opeamasiy MepKR wph ChXpaHeHue

Tosu nexaperren mpomyK: He usHCKBA CHENHATHE YoroBmT 34 ChXpaHeHNe. _ N
6.5" Bupy u ¢herab Ha KouTeHHEPA

Tavaemxume om 5'mg ¢a ONAKOBAHY B Omucrepn oT PVC, 3ametaTamn ¢ ayMERHEEO oo,
1o 10 miabagmex BB Beekn GEcTep. KApIoHeHaTa KyTHA ehappika 30 rabnerkn (3 Gimctepa)
¥ MHCTOBKA 30 TAIHCHTA.

Tatnemiume om'1{) mg ca onaxorany B Smictepn ot PVC, sancvatany AIYMUHMERO HOTHO
¢ 13 madnemiy BBB BCOXH Gmmerep. Kapronenara kyris crispaa 30 Tabnersu (2 bnucTepa)
M NHCTOBLR 3d HAICKETA,

6.6 Clenma HH XpeAUASHH MePKHE PU H3XBH.IAHe

HeH3nos38aumaT NpoAyKT a5 OLIATEIHNIE MATEPHAMNE OT HEFO Tps0Ba Ja C& HIXBRPILAT B
CBUTBETCTBHE C MECTHHUTE H3HMCKBAHMI.

7. IPUTEMATEN HA PAIPEINERHETO 3A VIIOTPEEA

"Ankanoua" EQO/

Syn."Iap Bopwc 111" Ne 21, er.3, am.1
rp.Coas, P. Brarapus

tel. #5359 2:017,70 50

fax. +3592 91770 51

e-mail. alkaloidsofiat@aby.bg
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\lJ"OIlHIIHH Amxanonn™/Amiodipm Alkalow™
Mooy 1311 Rpamica Xaparmep e muka #a Rbodyxma

IponzsopmTen

AJIKATIOHUT] AL - Ckonme

Byn. Anexcammbp Makenoncxy |2
1000 Cxomnme, Perrydmura Maxemotus
Ten: 289231 04 000

harc: +389 2 31 04021

8. HOMEP HA PASPEHHEHHETO 3A YIIOTPEBA

9. JATA HA TIBPBO PA3BPEIIABAHEAIOJHOBSBAHE HA PAZPEINEHHETO
3A YIIOTPE'BA

10. IATA HA AKTYAJIM3IHPAHE HA TEKCTA

Alkaloid AD- Skopje




AMIOHAEN Anxanoun Amiudipin Alkaloid™
M{?c‘)yﬁ ] A Epamm XaPaKMEPHCTIURT Ha NPROYEMa

IlpoHzRO/TTEN

ATTKATIONMT A - Cronue

byn. Anexcannzp MaxegoHcku 12
1000 Cronze, Pcnyﬁimxa Maxegosma
Tem +389231 04 000

haxc: +389231 04 0”1

8. HOMEP HA PASPEHIEHHETO 3A YIIOTPEBA

9. JATA HA ITEPBO PASPELIABAHE/IO/HOBABAHE HA PAZPEINEHUETO
3A VIIOTPEBA

10. JATA HA AKTYAJH3HPAHE HA TEKCTA

Alkalold AD- Skopje




