¥ W ol oaad B & : -
1 » g I' Ef‘-i| :._‘.rj |I'_" ‘-i-'-.l.a..:;r'q:"l- L R W @
' i 10 JicKAPLCTRAT
. " 1 1

— T SN T

KPATKA XAPAKTEPHCTHKA HA TIPORYKTA = o0 7o

lllllll
.....................
-----

1. UME HA JIEKAPCTBEHHUS TPOJIYKT | Faspawetue N
Owmenpa3son ['enepukon 20 mg cTOMaLHO-YCTOWYHBH KarCyJiH; TBBPAH . o
Omeprazol Genericon 20 mg gastro-resistant capsules, hard B A T

2. KAYECTBEH U KOJIMYECTBEH CBCTAB

Beska ctomalnHO-yCTOMYMBA Kancyna, TBbpaa cbhabpika 20 mg omenpaszon (omeprazole) BbB BHA Ha
CTOMALLHO-YCTOHYMBH OOBHUTH rpaHy. M.

[ToMOLIHO BELIECTBO C M3BECTHO JEHCTBHUE: 3aXapo3a.
3a NMbJAHUA CMUCHK HA NMOMOLLHHUTE BELIECTBA. BUKTE To4YKa 6.1.

3. JIEKAPCTBEHA ®OPMA
CromawHo-ycToHYMBa Kancynia, TBbpaa

Henpo3pauuu, Oesu TBbpAM KeNaTHHOBHU Kancyu (pa3mep 3) ¢ Haanuc ,,OM™ Ha kanaykara 4 ,,20%
Ha TAJI0TO, ChAbPIKALLH O/IH 10 CBETIOPO30BH/CBET/I00€KOBH C(HEPUUHH MEJIETH.

4. KJIMHHYHHU IAHHHU
4.1 TepaneBTHYHH NOKA3AHHSNA

Omenpa3zon ['eHepUKOH CTOMALIHO-YCTOWYMBH KaNCyJ/iM ca MoKa3aHH 3a:

Bb3pacTHu

. JleueHue Ha s3Ba HA ABaHAAECETONPbLCTHHUKA;

- [TpodunakTka Ha peuMaHB Ha A3Ba HA 1BAHAECETONPBCTHHKA:

- JleyeHune Ha sA3Ba Ha cTOMAaxa:

- [lpodunakTrka Ha peLMIMB Ha A3Ba HA CTOMAXa;

- B xomOuHMpaHa Tepanus CbC CbOTBETHMUTE aHTMOMOTMLM - 3a epaaukauus Ha Helicobacter
pylori (H. pylori) npu nauMeHTH ¢ NnenTU4Ha s3seHa 60secT;

- Jleuenue Ha cebp3anu ¢ npueM Ha HCTIBC cromaiiiu U AyoaeHaIHH S3BH:

- [IpodunakTuka Ha pa3BuTHe Ha cBbp3aHu ¢ npuem Ha HCIIBC cromaiiiim ¥ QyoaeHanHu S3BH
[PH MaLKEHTH B PUCK;

- Jleuenue Ha pedaykc ezodarur;

- JbAroCpoOYHO JIEUEHHE HA NALMUEHTH C 031paBsi pedayke e3odarur;

- Jleuenune Ha u3sBeHa ractpoesodareanna pedaykcHa dosect;

- Jleuenwne Ha cunapom Ha Llbosunrep-EnuchbH.

[eua

Heya nao 1 2oouna u ¢ meenro > 10 kg

- Jleuenue Ha pedaykc ezodarur;

- Pedaykc e3odarut: cuMNTOMaTHYHO JIeYeHUE HA MapeHe 3a/ rpbAaHaTa KOCT W MOBP

KHCEJIMHH NpH ractpoesodareanta pedaykcHa 60secT.

Heya u onowu nao 4 2oounu
- B komMOMHauus ¢ aHTUOMOTHLM - 3a JIeYeHHe Ha A3Ba Ha BAaHA1ECETONPbCTHH
H. pylori.
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4.2 JI03HpOBKA H HAYHH HA NPUIOKCHHE

HO3HpoBKa NpH Bb3pacTHH:

Jevenue na a38a na 0sanadeceMONPLCMHUKA

[IpenopbuMTeiHaTa A03a NpPH [ALMEHTH ¢ AKTHBHA AyoAcHanHa a3sa ¢ 20 mg omenpa3on BeIHBX
NHEBHO. CHMITOMMTE Ce MOBAMABAT ObP30 M MOBEUETO OT MALMEHTHTE Ca WINCKYBAHM 3a MEPHOA OT
NBE CEMHLH. 34 HE HAMBAHO U3NEKYBAHM MALMEHTH CE] HAaYyalleH KYpC HA Tepanus, o0JIeKUYSHHETO
OOMKHOBEHO HACTLNBa CJIeA OLWE ABE CeAMHLM JieueHHe. [IpH nauneHTH ¢ TPYOHO NOBIMABALLA CE
A3Ba Ha JBAHAACCETOMPBLCTHHKA C€ MpenopbyBa npdemM Ha 40 mg oMenpasoll BeHBK AHEBHO. B
NOBCYETO CJTYYAH H3JEKYBAHE HACTBIIBA CNEA HETHPHCEIMHUYHO NeYeHHE.

[Ipogpuraxmura na peyuous Ha 2364 HA OBAHAOECEMONPBLCHIHUKA

IlpenopsukTenHaTa nosa npH NpoQUIAKTHKA HA PEMIMB Ha A3BA HA [BAHAACCETONPHLCTHHUKA IPH
[IALMEHTH C A3BH, HETATUBHW 3a f1. Pylori unn HeBb3IMOXKHa epaaukaums Ha H. Pylori ¢ 20 mg
oMEnpasol BeAHBX nHeBHO. IIpy HAKOM nauunenTu go3a oT 10 mg enHOXpaTHO AHEBHO MOXe Aa Obac
nocTarbyHa. 1lpn wenosnugsaly ce nayHeHTH J03aTa MOXE Jla ce noBHiuy Ao 40 mg.

Hevenue na a380 Ha cmoMaxa

[IpenoppumTenHaTa no3a e 20 mg oMenpaso BeAHbK AHEBHO, CHUMITOMHTE C€ MOBAMABAT OBP30 H
MMOBEYCTO MALUMWEHTH Ca WVIEKYBAHH 3a MepyHo] OT YSTHPH CEOMHLH. 33 He HaIbAHO H3JIEKYBAHU
MAUHCHTH CNE]l HAYaIeH Kype Ha Tepanusa, oONeK4eHHETO OOHKHOBEHO HACTBIIBA CJie] OLUE YETHPH
CEAMHUH NeUCHUE. |1py nanuyeHT! ¢ TPYAHO MOBNHABALIA CE A3BA HA CTOMAaxa Ce Npenopbysa NpHeM
Ha 40 mg omenpaszosn BeAHLK OHEBHO. B moBeyeTo ciy4yaw W3EKYBAaHE HACTLIBA Chlell OCEM
CeIMHYHO NeyeHue.

IIpogpuraxmuxa na peyuoue Ha 8384 HA CMOMAXA

[IpenopburTentara 1o3a 3a NpeAOTBPATABAHE HA PELIMAMB NPH NMALMEHTH ¢ TPYJIHO MOBIHABALIA CE
A3Ba Ha CTOMaxa ¢ omenpaszon 20 mg senHwvxk nHeBHO. Ilpnm HeoOxoauMocT no3aTa MOKe Aa ce
yBEIHYH 20 40 mg oMenpazo BEIHDBX JHEBHO.

Epaourayua na H. pylori npu nenmuuna sizeena boaecm

3a epamgukauus Ha M. pylori w3bopbr Ha noaxoasw; aHTMOMOTHK TpadBa Na e cbobpaseH c

MHAMBUAYATHATA NOHOCHMOCT Ha MALUEHTa KbM JIEKAPCTBOTO W ¢ HALMOHAJHHWTE, PeruoHaNHH U

0DNACTHH YKA33aHMS OTHOCHO OAKTePHANHATA PE3UCTEHTHOCT W TEPANEBTHYHHTE TIPENOPBKH.

- Omenpazon 20 mg + knaputpomuumd 500 mg + amoxcuumnud 1000 mg, qBa ObTH QHEBHO
BCEKH, B [IPOABIBKEHUE HA €/THA CEAMHUA, HIIH

- Owmenpazon 20 mg + knaputpomuuus 250 mg (antepuarusno 500 mg) + merponnaaszon 400
mg (MK 500 mg unu TuHMAa30a 500 mg), 1Ba MLTH SHEBHO BCEKH, 3a NEPHUO] OT €1HA CEAMHULIA
HAH

- Owmenpason 40 mg seaHBK AHEBHO ¢ aMOKCHIMIHH 500 mg v MeTponraazoa 400 mg (vnu 500
mg Wi¥ THHUOa30J1 500 mg), TPH MbTH AHEBHO BCEKH B NPOAL/DKEHHUE Ha €1HA CEAMHMLA.

Ilpyu BCEKM OT pexHMMTE, aKO MALMEHTHLT € BCE OLUE NOJIOKHTENEH 3a FI. pylori, NeueHHETO MOXE A
C¢ NMOBTOPH.

Jlevenue na cmomawnu u Oyooenaanu szeu, pezyamam HCIIBC
[IpenopbunTenHaTa JHEBHA /1032 33 JIEHEHUE HA CTOMAIIHH W JYOJEHAHH A3BH, PE3YATAT OT JEUCHHE
¢ HCHBC ¢ 20 mg omenpaszon Beauwbxk aHeBHO. CHMNTOMUTE OT3BYYAaBAT OLP30 U MOBEUETO
MALMEHTH Ca H3NEKYBaHHU 3a [ICPHOI OT YETUPM CEAMMUIIM. 3a HE HAITb/IHO M3JIEKYBAaHU MALHECHTH CIIE],
HavaneH Kypc Ha Tepanus, 00JIEK4eHUETO OOMKHOBEHO HACTDBIIBA CJIE/ OLE YETHPH CeAMHU

lIpoguaaxmuxa na cmomaunu u dyodenainu a36u, pesyimam om aevenue ¢ HCII
8 PUCK

Ilpenopvunrtennara jo3a 3a NPOMHWIAKTHKA HA CTOMAWIHM MM AYOAEHAIHU
aeuyeHne ¢ HCTIBC, npn naunenTtu B puck (Haa 60 roguHu, aHaMHeE3a 3a CTOM
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A3Ba, aHAMHE3a 3a KbPBEHE OT FOPHHA TacTpO-HHTECTHHAEH TpakT) € 20 mg omenpa3on BeAHbX
NHEBHO.

Heuenue na peghyxc ezoghazum

[IpenopbuvTenHara nHeBHa 103a e 20 mg omenpazon eqHokpaTHO. CHMNITOMHTE Ce NMOBIHABAT OBP30
H MOBEYCTO NAUMCHTH Ca H3JIEKYBaHH 32 NEpUoA OT YETUDH CEIMHLM. 332 HE HANMbJIHO U3JIEKYBaHU
MAUMCHTH CJICA Ha4YajJieH KypC Ha Teparnus, o01eKYEeHHETO OOHKHOBEHO HACTBIIBA CJICA OLLE YETHPH
CEIMHLIH JICUCHHE.

[Ipn mauuenTy ¢ TeKBK peduiyke e3odarut ce npenopbysa 40 mg oMenpaszon eAHOKpaTHO JHEeBHO. B
NOBCHCTO CAYUAH M3IEKYBAHE HACTBIBA CACA OCEM CEIMHYHO NeUeHHUE.

Hb.120CpOUrHO Teuenue Ha nayuenmuy ¢ 030passit peghavke eogacum

[IperiopbunTenHaTa 103a 38 ABACOCPOUHO NE€UEHHE HA MNALMEHTH C 03apaBin peayke esodarur e
Owmenpazon 10 mg Beanbix gHesHo. [lpu Hykna, 103aTa oMenpason Moxe 1a ce nosuuiu 1o 20-40 mg
BEAHDbXK JHEBHO.

Heuenue na wzasena eacmpoesothazeanna pegpaykcrna doaecin

IpeniopbyBaHaTa A03MPOBKA € oMenpazon 20 mg BeaAHBX Ha AcH. CMMNTOMHTE ce 0OnekuaBar Obp30.
laUMeHTHTE MOXE Ja pearvpar nodpe u Ha [0 mg nHeBHO, 3aToBa TpsAbBa Aa ce ONpeseu
HHAMBUAYANIHA [103d. AKO HE C€ NOCTHIHE KOHTPON Ha CHMOTOMHUTE ciel 4 CSAMHLH JIEYCHHUE C
oMenpason 20 mg AHEBHO, CE IPeopbUBa [POBENIAHE HA JOIMBIHHTEIHO U3C/eIBaHE,

Hevenue na cunopom na Leoruneep-Faucon,

[lpu nauvenTH cbe CHHAPOM Ha Llbonunrep-EnuciH ao3ata Tpadea aa ce onpeaean MHAMBHAYAIHO U
JICYEHUETO Aa NPOABL/DKH TOJKOBA ABATO, KOJKOTO € KJIMHHYHO HeoOxoaumo. [lpenopbuuTenHata
HayanHa jgo3a € 00 mg omenpazon aHesHo. CbcTosHHeTo Ha Haa 90% OT MAaLHEHTHTE C TEXKO
3a00/18BaHE, KOMTO HE CE MOBJIMABAT OT APYTO JIEUEHHE, MOKE Ja Ob/e 3a0BOJIUTEIHO OBNAXAHO C
[HEBHH A03M Bapupaiy ot 20 mg go 120 mg omenpaszon. Jlo3a no-roxama or 80 mg omenpason Ha
NeH, TpA0Ba Aa ce pa3[iesid Ha ABa NMPHEMa JHEBHO.

Heduampuyna nonyviauus

Heya nao 1 2oduna u c meaio > 10 kg

Pedhayre ezoghazum: TpoasmixHTENHOCTTA HA NeYEHHETO ¢ 4-8 ceMHLIA.

Cuvnmomamuuno 1evenue ua napexe 3a0 2pwoHama KOCM U NOSpwlyane oA KUCETUHU Npu
eacmpoesopazearna pepavicrua boiecm. [TpoIbIKUTENHOCTTA HA JIEYEHHETO € 2-4 ceIMHMLM. AKO HeE
C€ MOCTHUIHE KOHTPOJ HA CHMITTOMHUTE clie] 2-4 CeaOMHUM JICYEHHE, C€ NPEnopbUYBaT ACMBIIHHTEIHH
H3CNEeABaHHUA.

[IpennoppunTennara 403MPOBKA € KaKTO CJIEABA:

Be3pact TenecHo Jloszuposka
| TErJ10 ] _ _
> 1 roauHu 10-20 kg 10 mg pegHbBK JHEBHO. AKO € HYXKHO, [03aTa MOXKE 1A C€ YBCIHYY
10 20 mg BeAHBHAK JHEBHO.
> 2 TOJHHH >20 kg 200 mg BEIHBK AHEBHO. AKO € HYKHO, 103aTa MOXKE 1a €€ YBEIHYY
10 40 mg BEAHBX AHEBHO.

Heya u wonowu Ha ev3pacm Hao 4 200unu
B rombunayua ¢ anmubuomuyu npu aevenue HA 360 HA O6AHAOECEMONPLCMHUK
Helicobacter pylori




[lpn v300pa Ha moaxoaAwo JiedyeHHe TpiaOBa Aa ¢e MMAaT NpeaBHa OpHLMATHHTE MECTHH YKa3aHHS
OTHOCHO DaxKTepuaiHaTa PEIUCTEHTHOCT, NMPOABLDKHTENHOCTTA Ha NeyeHHe (Haii-uecTo 7 JIHH, HO
NoHAKora 4o 14 nHu), KaKTo M NpaBHiIHaTa ynotpeba HA AHTHOAKTEPHAIHH CPEACTBA.

JleueHueTo TpaOBa Aa ce HAbAKOAABA OT CNELIUATTUCT.

[lpenopbuuTtensara 303MpoBKa € KakTo ClIe/Ba:

Tenecuo Hosupoeka
TETAO i ) i
15<30 kg KoMOuHaumg ¢ gBa avtubuorwka: omenpaszon 10 mg, amokcuuunuH 25 mgkg

TeJIECHO Terso MW khapurpoMmuuud 7,5 mg/kg TenecHo Terio c¢e mnpHeMar
€AHOBPEMEHHO 2 ITBTH AHEBHO B NPOAb/IKeHHE HA | ceamMua.

31<40 kg KomOuHauus ¢ aea antuOuoruka: omenpaszon 20 mg, amokcuuuavH 750 mg w
KIapuTpoMHUMH 7.5 mg/kg TenecHo Terno, ce npHeMaT e€QHOBPEMEHHO 2 NbTU
AHEBHO B MPOIBIDKEHUE Ha | ceamuLua.

> 40 kg KoMOnnaunss ¢ aBa anTtHOMOTHKA: omemnpazon 20 mg, aMOKCHUMAHMH 1 g #

KJIaPHTPOMHLMH 300 mg, ce NpUeMaT eAHOBPEMEHHO 2 MBTH JHEBHO B IIPOAB/KEHUAE
Ha | ceaMuua.

CrertupuiHH Nonyaauuu

Hayuenmu 8 cmapuecka sv3pacm (Hao 65 2o0unu)
He ce Hanara npoMsHa B A03HMPOBKATAa NMpPH MAaLMEHTH B CTAPUECKA BB3pACT (BIXTE ToUKa 5.2).

IHayuenmu c OvOpeuno yapexcoane
He e HeoOX0oaMMO KOpHrHpaHe Ha J03aTa NpH NAUMEHTH ¢ yBpeaeHa OnOpeuHa (hyHKUHMA (BHKTE
TO4Ka 5.2).

Hayuenmu ¢ veproopobra yepexcoane
[Ipy nauueHTH ¢ yBpeaeHa yepHoIpodHa GyHKUUA MOKE A4 € A0CTaThuHa AHerHa Ao3a oT 10-20 mg.
(BIOKTE TOUKA 5.2).

HaunH Ha NnpuIokeHHUE
[Ipenoprusa ce kancCyNHTE Ja Ce NPUEMAT CYTPHH, KATO ¢ MOIbLIAT UEIH ¢ MAJIKO KOJHYECTBO BOAA
(monosuH 4ama). Kancynure He TpaOBa f1a ce AbBUYAT WY CTPUBAT.

lipu nayuenmu cwvc 3aMPYOHEHO NPeIbuiaHe W Oeya, KOumo mocam Od Rusm wiu no2ivuiam
ROAYMEBPOA XPaAnd

{lauMeHTHTEe MOTaAT fia OTBOPAT KAICYJIUTE U ChABPKAHHETO A3 Oble MPHETO C MOMOBHH Yalla BOAa
HJIH CYCNEHOUPAHO B JIEKO KHCENIM TEYHOCTH {KaTO IUIOAOB COK, AOBJIKOBO MIOpE) HIM HErasupaHa
Boga. Tasu pasteop TpabBa aa ce npueme a0 30 munyrd. Yawnara, KoATo cbabpika OCTATbHM OT
CbABPKKAHKWETO Ha KamncyJara Tpsa0Ba Na ObJAe OTMHTA ¢ MAIKO KOJTMYECTBO TEYHOCT (NIPHONU3ATE/IHO
0O NOJOBHHATA OT YalllaTa), KOATO e/l TOBA Na Objae U3IHTA.

Jlpyra Bb3MOXHOCT € MMALMEHTHTE 1a U3CMYUYaT KANCYJIaTa U J1a MOrbAHAT rPaHy/IUTE C MIOJIOBHH Halia
BojAa. CTOMAUIHO-YCTOUYHBUTE rpanyaH He OMBA 1a ce AbBYAT.

4.3 IlporueponokazaHusn

CBPBX4YBCTBHTENHOCT KbM aKTHBHOTO BELLECTBO, CYOCTHTYUPaHM DEH3MMHAA30M WIK KbM HAKOE OT
[MOMOILHUTE BELIECTBA, U3OPOEeHHU B TOUKa 6.1.

[TonobHo Ha apyru uHXUOMTOPH Ha npoToHHaTa nomma (UI1IT), omenpa3zon He TpadR
€IHOBPEMEHHO ¢ HeAPHHABHP (BUXTe Touka 4.5).




4.4  Crennanuu npegynpe:XAeHHS H NPEANIA3HA MEPKH NPH ynoTpeda

[lpeay sanousaHe Ha neveHue, TpAGBa Na Ce W3KMIOUM 3]0KAYECTBEH IPOLEC MpPH HANHWYHE HA
CACAHHTE OOC3MOKOMTETHH CHMIITOMHM (3HauuTeNHa 73aryba HA TENeCHO TErlo, NEePUOIHUYHO
[MOBPbLIAHE, AHUCHArHs, MOBPBIIAHE HA KPbB MJTH KbPBABH M3MPAsKHEHHA) HITH NOAO3PEHME 32 A3Ba Ha
CTOMAaxa, ThH KaTo JIEHEHUETO MOXKE 1a MACKHPA CHMITTOMHUTE M 1a 3a0aBH NOCTABAHETO HA IMarHo3a.

EAHOBPEMEHHO NPUIIOKEHHE HA ATa3aHABMP ¢ MHXMOMTOPH HA MPOTOHHATA [OMIIA HE ce MpenophyBa
(BHXTe Touka 4.5). AKO KOMOHHUPAHOTO Ha ATA3ZAHABMDP C MHXMOUTOPM HA MPOTOHHATA TIOMMOA €
HRJIOKHUTCIHO, €€ MPEenopbyYBa KAMHHYHO MOHHTOpHpaHe (HANPHUMEP BUPYCHO HATOBAPBAaHE) B
KOMOWHAUKMA C yBelW4YaBaHe IO3MTe HA arasanasHp Ha 400 mg c¢ 100 mg puUTOHABHp; OO3HTE
OMeNnpa3oi He TpsadBa na HaaeUlasat 20 mg.

OMenpason, KakTo W BCHYKM aHTUALMAHM JIEKAPCTBA, MOXKe 1a Mpeau3BHKa HAMATSABAHE Ha
pe3opbuuaTa Ha BuTamuH B12 (uMaHokoGanaMuH) nopaau xuno- wid axiopxuapus. Toea Tpabea na
CC MMa MpeaBHA NPU NPOABLIKUTEIHO JICHEHHUE HA TIALUEHTH C HAMAJICHW Jiena WIH ¢ PUCKOBH
pakTopH 3a Hamanena pe3opOumsa Ha BUTaMHH B12, KOMTO ca Ha OBJATOCPOYHO NEUESHHE.

Omenpazon e uuxubutop na CYP2CI9. Tlpu 3anmouBaHe Ha JIEYCHHE C OMEMpA3od WIH IMPH
MIPCKPATABAHETO MY, B3aHMOJAEHCTBHE C IPYIH JIeKapcTBa, KOHTO ce Metabonusdpar or CYP2CI9 ue
MOXKE a ce u3Kmoud. Habiaiogasano e B3aumoaeiicTBre MeXAy KIONHIOTPE H OMENPa3on (BHMTeE
Touka 4.5). He ¢ fACHO KIMHAYHOTO 3HAYCHHWE WA TOBA B3aumonciicTBue. EnHoBpeMennara ynorpeba
Ha OMENpason ¢ KIonUMaorpen Tpadsa a ce u30sirea KaTo npeanasHa MapKa.

Hoeruasare na aabopamoprnume pesyamamu

[osuiueHoTo HHBO Ha xpomorpanud A (CgA) Moke ga NOBAMAE HA H3CNCABAHMATA 134
HCBPOCHAOKPHHHHY TyMOpH. 3a /1a ce H30erHe Topa B3aUMOAEHCTBHE, ICUCHHETO ¢ OMENpPa3os TpsaGsa
Aa ce Crpe BPEMEHHO HAaH-MATKO 3a 5 AHH Nnpeau onpeaensHeTo Ha CgA (Bxk. Touka 5.1). AKo HHBaTa
Ha CgA W racTpmHa He ca Ce€ BB3CTAHOBHIM B ped)epeHTHHTE CH IPAHHLM CJie] HAYTHOTO
onpenensaHe, viMeppaHeTo Tpadsa nda Obae nosropeHo 14 nHM cied cOMpaHe Ha JIEYEHHMETO C
HHXHOHTOP Ha MPOTOHHATA OMTIA.

Xunomazresuemust

CrobiuaBa ce 3a TexkKa XMIOMArHE3HEMHA [P MALMEHTH, JIEKYBAHH C HHXMOHMTOPH Ha NMPOTOHHATA
nomrna (MIIIT} karo omenpaszon B NMpogbmkenude Ha NOHE 3 MECELd, a B NOBEYETO CIyYau B
[IpOAB/DKEHHE Ha rogdHa., CepHO3HM DPU3HALIM HA XMIIOMArHE3HWEMHS KaTto yMopa, TEeTaHHd,
ACIMPHYM, KOHBYJICHH, 3aMAaHBAaHE H KAMEPHA apMTMUS MOraT fa ¢€ NOABAT, HO T€ MOTaT Ja 3alo4HaT
CKPUTO H Aa Obaat npeHeOperHaTH. [Ipy mosedero 3acerHaTu NALMEHTH, XWUIIOMAarHe3HEMHATa cCe
Moa00psaBa Cle/ 3aMeCTUTEeIHA TEPALIMA ¢ MArHE3Hi U npekpaTasate npHeMa na MITIT.

lIpu nausmenTy, 33 KOUTO ce OYaKBa 1a 6bAAT HA NPOIBIKUTENHO JeYeHHE HIKH kouTo npuemat MITIT
¢ AMIOKCHH HJIH JICKapCTBA, KOHTO MOTaT Ja NPUYHHAT XHNOMArHe3Wemus (Hanp. JAUWYPETHLIM),
MEANUMHCKHTE CNCUMATTHCTH TPAOBA Ja MMAT NpPEABMI M3MEPBAHE HA HUBATA Ha MarHe3Wi, npeiu
3arnousane Ha acueHHe ¢ Ui u nepuoanyuHo no BpeMe Ha neuenueTto.

Texxkn koskHM Heskenand peakuud (SCARS), BKIOUHTENHO cuHaApoM Ha CTUBBHC-/DKOHCBH {SJ)S),
TOKCHYHA <nuacpmanHa Hekponusa (TEN), nekapcTeeHa peakuusa ¢ €O03HHODHIMA H CUCTEMHH
camnromu (DRESS) u octpa reHepanusupana eksantemarosua nycrynosa (AGEP), kouTo morat aa
OBIAT KUBOTO3ACTPALIABALM UAW NETANHY, A AOKIANBAHN MHOTO PAJIKO MU PAAKO NPU JEYEHHE C
OMenpas3on.

Muxuburopure Ha npotoHHata foMna, ocoBeHO aKo Ce M3MOJ3BaT BbB BHCOKH HO3H
nepuo oT speMe (>1 roadna), MOratT yMepeHo 1a NOBHLIAT pMcka OT PpakTypu Ha Ben
WK TPBOHAYHHMA CTBLIO, rIAaBHO NPU MAUMEHTH B CTAPYECKA BL3PACT WM NPH Hal



TpAOBA 1A MONMY4YaBaT IPHKH CBHRJIACHO HACTOALMTE KIMHHUHH PbLKOBOACTBA M Tp#OBa Aa HMar
aJICKBaTEH MpHEM Ha BUTAMHH D W Kanuui.

Cybaxymen koxcen aynyc epumemamooec (SCLE)

MHXHOMTOPHTE Ha NPOTOHHATA NIOMIA ¢a CBbP3aHH ¢ MHOTO peakH ciayuan Ha SCLE. Axo ce noasst
NE3HWK, OCODEHO B YYACTBUM OT KOXKATa, U3JTOWEHH HA C/ILHYEBH JThUH, M AKO T ¢4 ChIPOBOLEHH OT
DONKHM B CTaBUTE, NAUMEHTHT TPAOBA He3a0aBHO A NOTLPCH MEAULIMHCKA MOMOLL H MEAMUHUHCKUAAT
CMELHANIUCT ClIeABa Aa OOMUCAM ClMpaHe npuema Ha omenpason. SCLE, HacTbun cnen npeaxoaHo
NeHeHHe ¢ HHXHOUTOP Ha MPOTOHHATa noMna, Moxe aa yesenuuu pucka or SCLE npu ynotpeba na
APYTH HHXUMOHTOPH Ha MPOTOHHATA MOMIA.

hvbpeuno yvapexcoane

Habmonasan e octbp TyGynounteperuumanen nedppurt (TIN) npy nauMenTH, npMeMaliy oMenpasol,
KOHTO MOXE [a Bb3HHKHE M0 BCAKO BpEeME B X0/a Ha Tepanus ¢ omenpason {(ex. Touka 4.8). Octpust
TyOy/IOMHTEPCTHUHANEH HEPPHT MOXKE Aa NporpecHpa 1o ObOpeYHa HETOCTAThUHOCT.

[TpuembT HA omenpa3on TpaGea Aa ce npeycranosd npu cbMuenue 3a TIN v TpaGea aa ce 3anoute
CBOCBPEMEHHO TTOAX0AALIO JICUEHHE.

JleveHueTo ¢ MHXHMOMTOPH Ha MPOTOHHATA MOMIA MOKE Ja J0BeAe A0 JIEKO MOBHLIEH PUCK OT
CTOMALIHO-YPEBHH HHpeKuuHn cbe Salmonella w Campylobacter, v NpH NAUKEHTH Ha JIEHEHHE B
OOJTHHYHH YCnOBHA, Bb3MokHA UHbekuna ¢ Clostridium difficile (suxcre Touka 5.1).

KakTo € npu BCHYKH NPOALIKHATENHH JIeueHus, ocobeHo npu ynorpeda 3a noeeue ot | roguHa, Ha
MauHEeHTHTE TPAOBA Na ce NPaBy PEIOBHA OLEHKA HA NEYEHUETO.

[Ipn HAKOM Jeua ¢ XpOHMUHM 3a001SBaHUA MOKE Ja C& HAlOKH NO-MPOALDKUTETHO JIEUEHHE,
BBIIPEKH Y€ HE Ce NPErnopbUBA.

Omenpason cpabpika 3axaposa. [lauueHTH ¢ peaku HacneacTBenu npobaeMH HA HEMOHOCHMOCT KbM
QPYKTO3a, MIIOKO30-ranakro3Ha ManabcopbiMa HWAH CyKpas3a-H3oMaiTa3Ha HEIOCTATbYHOCT HE
TpaOBa Aa npuemart TOBa JIEKapCTRO.

4.5 BsanMoaeHcTBHe ¢ APYrd JeKApCTBeHH NPOAYKTH B APYrd GOPMH HA B3aUMOelicTBHE

Baunsnue nHa omMenpason Bopxy (apMakOKMHETHKATA HA APYTH AKTUBHH BEUIECTRBA

Axmueru sewgecmea ¢ pH-3asucuma abcopdyus
HamasieHaTa cTomaillHa KMCEJMHHOCT MO BPEME HA JICYEHHETO ¢ OMEMPa30Nl MOXKE Ja MOBHLIM MIH
[MOHKH abCopOLUATA HA HAKOW AKTUBHH BELUECTBA, aKO T CE MOBJIMIBA OT CTOMALIHOTO pH.

Heagpunasup, amazanasup
[lnazmennte HHBa Ha HendHHABHDP H aTAa3aHABUP CE MOHWKABAT NPH €JHOBPEMEHHO NMPHIOXKEHHE C
OMETPa30l.

ENHOBPEMEHHO MPHIIOKEHHE HA OMENPA30l ¢ HelpUHABMP € MPOTHBOINOKAa3aHO (BHXKTe Touka 4.3).
EAHOBpEMEHHOTO MpwiokeHue ¢ omenpazon (40 mg BeAHBK AHEBHO) BOAW OO HAMANEHHE HA
CKCMo3HUnATa Ha Henhunasup ¢ 40% U HamancHUe HA eKCMo3niuMATa Ha (PApMAKOJIOTHYHO AKTHBHUS
mMeTabonuT M8 che 75-90%. BzaumoncikicTeHeTo Moske na srmousa 4 CYP2C 19 unxubupane.

EAHOBpEMEHHO MpHNOKEHHE HAa OMEMPA30Os ¢ aTA3aHABMP HE Cce€ NpenopbhyBa (BidkTe Touka 4.4).
EanoBpemenno npunoskeHde Ha omenpazon (40 mg BeaHBXK AHEBHO) C ara3aHaBH

BbPXY ©KCMO3HLUMATA Ha aTta3aHaBup. ENHOBpeMeHHO NMpUIIOKEHME HA OMENpPaso
AHEBHO) ¢ arazaHasup 400 mg/ putonasup 100 mg Ha 3apaBu N0OPOBONLIMA BOAM
30% Hamanende Ha eK3MO3MLMATA HA aTa3aHaBWp B cpaBHeHHe ¢ artazaHaBup 30
100 mg BeaAHBkK AHEBHO.




Huzorxcun

EaHoBpeMeHHO mnpunoxeHuwe Ha omenpaszon (20 mg BeAHBX AHEBHO) M [IMFOKCHH Ha 3ApPABH
A00pOBOJILM BOAW 10 NOBHIIABAHE OHOHAIMYHOCTTA HA AUMIOKCHH ¢ 10%. TOKCHYHOCT Ha JTMIOKCHH
ce choOLIaBa paako. Heo0xoauMo € NOBHIIICHO BHUMaHHE MPH M3MMCBAHE HA BUCOKH AO3H OMENpa3ol
Ha MaUMEHTH B CTapyecka Bb3pacT. I'padea aa ce 3acuiiv MOHUTOPHPAHETO HA JIEUEHHETO C AUMOKCHH.

Kronuoocpea

B KkpwCTOCaHO KIMHMYHO npoy4Bane, wionuaorpen (300 mg waroeapeawya 103a, nOCAEABaHa OT
75 mg/Ha 1eH) € npUeMaH caMOCTOATEHO U ¢ oMmenpa3on (80 mg mpUeMaH Mo ChIIOTO BPEME, KaKTO
KIIONWAOTPeN) 3a mepuoi OT 5 AHW. Ekcno3nuusita Ha akTUBHUAT METAOOIMT HA KJIONMHMAOTPEN
Hamanaea ¢ 46% (aen 1) u 42% (aed 5) npy eaAHOBpeMEHHHA NPHEM HA KJIOMUIOrpesl U OMENpazol.
Muxubupanero Ha TpomOouuTHaTa arperaums Hamanasa ¢ 47% (24 uaca) w 30% (aen 5) nipu
CAHOBPEMEHHUS NMPUEM Ha KJIONMWAOrpen W omenpason. pyro npoyuBaHe rmokaipa, Y€ IPHEMbBT Ha
KNOMAOOrpea W OMEMNpa3os no pa3’sadydHO BPEME HE NPENOTBpATIBA B3aUMOICHCTBHETO, KAKTO CE
OYaKBa nopajan HHXHOMpauHAaT edekt Ha omenpazon supxy CYP2CI19. OT KIMHMYHHTE NPOYYBAHHA
M HaOMIOJEHHA ca  NOMYyYeHH [POTHBOPEYMBH [AHHH 33 KIMHHUYHATA 3HAYMMOCT Ha
(hapMaKOKHHETHYHa/(hapMaKoAHHAMHYHA BPb3Ka MO OTHOLIEHHE HA ChPAEYHO-CLAOBMTE CBHOWTHS.

Karo mpennasHa msapka, elHOBPEMEHHaTa ynorpeda Ha oMempaszol W Kilonuaorpena TpsdBa ga ce
n30sarea (BHxKTE TOYKA 4.4).

Hpyeu axmusnu eeiyyecmsa
AdcopbuMATa Ha MO3aKOHA30/, EPIOTHHHO, KETOKOHA30J M HTPAKOHA30JI HAMAJIABA 3HAYUTENHO,

NopaaH TOBA KIMHHYHATA €(PEKTHBHOCT MOXKE A3 Oble OTpHLATENHO NOBIMAHA. EXHOBpPEMEHHOTO
NPHIOXKEHHE Ha N03aKOHA301 Y epsioTHHHUO TpadBa J1a ce u3darsa.

Axmusnu eewgecmesa, memadoauzupawu ce om CYP2C19

Owmernpazon e ymepeH HMHXHOHTOpP Ha CYP2CI9, OCHOBHHMAT €H3MM, METAbOAM3HpAll OMENpPa3ol.
[lopaan ToBa, MeTabonu3MBT Ha AKTHBHHTE BEUIECTBA, KOMTO ChILO ce MeTabosnsupat ot CYP2(C19,
MOXe Aa c€ 3a0daBH U CHCTEMHATA €KCMO3UMUMA 1A C€ YBEJIHYH NPU KOMOMHHpaHe ¢ OMENpas’osl.

TakuBa nexapcrBa ca Hanpumep R-BapdapuH M gpyru aHrtaroHdcTH Ha eutamuH K, uunocrason,
oMa3ernam H (peHUTOHH.

Hurocmazon

Omenpazon (40 mg), npHeMaH OT 3Apasu AOOPOBOALM TIPH KPLCTOCAHO TipoyUBane, MoBHINABA Cyax W
AUC 3a unnocrasoa ¢ 18% u 26% pecnekTHBHO, M Ha eQWH OT HEMOBHUTS aKTHBHW MeTabonutu ¢ 29%
U 69% pecrekTHBHO.

Denumoun

[IpeniopbuBa ce MOHMTOpHMpaHe HA MNAa3MEHUTE KOHLEHTpALMH Ha (JEHUTOMH NpE3 TbPBUTE [BE
CCAMHLHU OT 3aMOYBAHE HA JICYEHHETO ¢ OMENPAa3oJl, KaTO aKO Ce HAMPABH KOPEKLMA B JO3HPOBKATA HA

(pEHHUTOUH, Npoc/caaBaHe W AOMBIHHTEHA KOpPEKLMH Ha [103aTa WE €a HCOOXOAUMH [0 Kpas Ha
JIEYEHHETO C OMENpa3ol.

HeuzpecTeH MexaHUI LM

Caxsunasup

EOHOBPEMEHHOTO NMPUIOKEHHE HA OMENpa3o]l CbC CAKBHHABMDP/PHTOHABMP BOAW A0 TOBHIIABAHE
MIa3MEHHTE HUBA ¢ NpHONU3uTeHO 70% 3a cakBHHABHP, KOETO € CBBLP3aHO ¢ J00pa NOHOCUMOCT IIpH
XHB-unudekTupanu naumeHTH.

Taxpoaumyc

JloKiaaBaHo €, Ye eAHOBPEMEHHOTO MPHIIOKEHHE C OMENpa3osl BOAH 0 MOBUIIABAHE
Ha TakponuMyc. [lpenopbupa ce peIOBHO MOHHTOpHpaHe HA KOHLIEHTPALMHTE Ha T
ObOpeuHaTa QyHKUHS (KPeaTHHHHOB KIHPBLHC), KAKTO M KOPEKLIMS Ha A03aTa, aKo € H

Memompercam



CbobmaeaHn ca NOBMINEHM HUBA Ha METOTPEKCAT, KOraTO € MpHeMaH 3aefHO ¢ HHXMOMTOpM Ha

npoToHHara nomna. I1pu npuaoikenye Ha BUCOKH 1031 METOTpeKcaT MOXe Aa c€ OOMHUCIH BPEMEHHO
MPEKBLCBAHE HA OMENpPasod.

EdexT Ha Apyry aKTUBHH BELIECTBA BLPXY (APMAKOKMHETHKATA HA OMENpPAa30)]

Huxuoumopu na CYP2C19 wwiu CYP3A4

T kato omenpazon ce merabonusupa ot CYP2C19 v CYP3A4, akTuBHM BEWIECTBA, KOMTO
HHXHOupar CYP2C19 wnw CYP3A4 (kato knapuTOMMLMH H BOPHKOHA3071) MOTar Aa MOBHILAT
CCPYMHHTE HHBa Ha OMeENpasos upe3 3abarsHe Ha Metabosuzma My. EQHOBpeMEHHOTO JiedeHHe ¢
BOPUKOHA30/1 BOIH /10 YABOABAHE Ha SKCTIOZMUMATA HA OMENPa3ns. Tbil KaTo BUCOKH AD3H OMENpazon
Ce MOHACAT 100pe, KOPUTHPAHE HA 103aTa HA OMENpPAa30a HE ¢€ Hanara Karo uano. Kopekuuns Ha n1o3ata
oDaue MOXe Na ce HaNOKH MPH NAUMEHTH ¢ TEXKKO YEPHOAPOOHO YBPEKIAHE H AKO € HA3HAUEHO
NMPOABIKHTEHO JICUEHHUE,

JAexkapcmeenu npooyemu, unoyyupaigu CYP2C19 wuau CYP3A4

AKTHBHH BewecTBa, HHAyuHpawH CYP2C19 wnn CYP3A4 uaw v gBara (xkato pu(amMnuuvH u St.
John’s wort (xBNT KAHTAPUOH)) MOrAT 3HAUMTENHO Na HAMANAT NIA3MEHNTE HHBA HA OMENPA30J 4pe3
YCKOpSIBAHE HAa METAOOIIM3MA MY,

4.6 @epruanTer, OpeMEHHOCT H KLPMEHE

bpeMeHHOCT

Pesysntarvre OT TpH NPOCHEKTHBHU, SMHASMHONOTHUHH npoyyBaHuA (¢ noseve oT 1000 HpemeHHH)
[IOKA3BaT, 4¢ CJe[, NpUeMaHe Ha OMenpason He ca HAOMONABAT HEKeNanw pPeakuun BbpXY
OPEMEHHOCTTA MITH BbDXY 34paBeTo Ha GeTyca/HOBOPOACHOTO aeTe. OMeNnpas3os MOXe J1a ¢e H3IIOJI3RA
MO Bpeme Ha OpeMeHHOCT.

KbpMeHe
Omenpason ce oTaeNs B KbPMAaTd, HO CBIUECTBYBA MajKa BEPOATHOCT OMENpasof, TPHIaraH B
TEPANEeBTUYHH N03H, /12 OKA3Ba BJIHIAHUE BbPXY AETETO Npe3 Nepuoia Ha KbpMEHE.

OEPTUIIHTET

[lpoyuBaHMsaTa npu >XHBOTHH ¢ paleMHYHA CMEC OMENpa3osi, MpPH MEPOPATHO NPHIOKEHHE, HE
MOKa3BaT €(PEKTH 110 OTHOLIEHHE Ha (hepTUAHTETA.

4.7 Edexrtn pbpxy cniocobnocrra 3a modupane u pabora ¢ MAIIHHH

He ce ouyakea OMenpa3on aa noBinuaBa crocobHoctTa 3a wodupade v padorarta ¢ MaryHd. Morat aa
Bb3HHKHAT HEXKEJIaHH NIEKAPCTBCHM peaKLMU KaTo 3aMasHOCT M HapyLUEHHE Ha 3PEHHETO (BIIKTE

To4ka 4.8). AKO BBL3HHKHAT TakMBa peaKLMH, MalMeHTHTEe HE Tpadpa na wodgHpaT wWin paboTar ¢
MALIIHHH.

4.8 HexenaHnn JieKapcTBEHH peaknHH

Hai-uecto cpewann Hexenanu peakumu (pu 1-10 % ot naumedtute) ca rnasobonde, Kopemua
0ONKa, KOHCTUNALHSA, THAPHA, METEOPHU3IBEM H [a/IeHE/IOBPbIIAHE.

TexkH KOxKHH HexenaHd peakuuud (SCARSs), skmouurenno cuHapom Ha CrusbHe-JDkoHCBH (SJS),
TOKCHYHA enuiepmanHa Hekponuza (TEN), nexapcreeHa peakumsi ¢ €O3ZMHOMPUINA H CHCTEMHH
cumntoMd (DRESS) u ocTpa renepanusznpaHa ekzaHteMmato3Ha nycrynosa (AGEP) ca no
PH JIEYCHHUE C OMenpas3od (BxK. Touka 4.4).

CReaHHUTE HeXenaHu peakuyn €a YCTAHOBEHHM MJIM [IOAO3HPAHW MPH KJIWHUYHH
OMETIPA30/ H MPU ONHKTA CAEA NYCKAHETO HAa nazapa. HUTo eaHa OT TAX HE € ycTaH
3aBUCHMA. OnNHCaHUTE MO-I0MY HEXENaHH PeakUMH ca KlacHPHUHpaHH B 3aBHCHMOC
No CHCTEMO-OpPraHHH Kiacose. Kareropunre no uectora ce AeHHMPAT KaTO: MHOT




yectd (=1/100, <1/10), Heuectn (=1/1000, <1/100), peaxn (=1/10000, <1/1000), mMHoro peaxu
(<1/10000) u ¢ HensBecTHa yecToTa (OT HAJIMYHHTE JAHHH HE MOJKE /12 Ce HAalpaBH OLIEHKA).

‘ CrcreMo-opranns
/gecToTa
Hapymennﬂ Ha RpBBTa H .rlmic]ma"ra cHCTEeMa

Kjaacose | Hexenanu peakiuuu

J]esmnem«m TpﬂmﬁﬂuHToneHuﬂ

PeﬂKH

Muoro peaKH:

Arpaﬂynﬂummm MAHUHTONEeHUS

HapyimeHHs HA HMMYHHATA CHCTEMA

Penku:

Peaxuyu

Ha

CBPBLXUYYBCTBUTEIIHOCT

Harnp.

TEMTISPATYPa,

AHTHOECM H AHA(PUIAKTUYHA PEAKLIHA/IIOK

Hapymenus ua METaﬁo.Imrma H XpaHeHeTo

[EE,E[KH* XunonanHeMHﬂ
C HeusBecTHa 4yecToTa: Xﬂnomarueauemnﬂ; TEXKKaTa XUIMOMATrHE3IUEMHA MOXE a JOBENE
XHMOKANLHEMHSL.
XHnoMmarHe3sMeMdsiTa MOXe Ja  ©Obae  acouuMMpaHa ¢
| _ _ XHNOKAJTHEMHA,
IICHXHYHH HAPYIUHEHHAH
HeuecTn: HHcoMHuA B
L_P"E:,m:m: _ i - AH{HTauHH oﬁhp}canmrr IETIPECHS |
MH?FD pPEOKuU: ArpecHBHGCT, XaaOLUHALNH
Hapyumienna Ha Hepm;a'ra cHeTeMa - )

HecTu: ['naBobonue
Heuecrtu: 3aMElHBElHe NapacTe3us, COMHOJICHTHOCT
Penku: _l HapymEHHﬂ Ha BKyCa

Hapyumienusn HA OuHTE

Penxu:

‘ 3aMBIJICHO BIDKIaHE

HapymeHHH HA YXOTO K taDHpHHTA

Heuec’m

| yBCTBD 34 3amanﬂaﬂe MIH CBETOBBPTEXK

Pecnnpmupﬂu, FPLAHH H MEAHACTHHAIHK Hap}'IHEHHH

Penku:

‘ Eponxﬂcnaa’bm

CTOMAIIHO-YPEBHH Hapymenﬂﬂ

HecTum: KopemHa  Oonka,  KOHCTUNALMA,  JHAPUA,  METEOPHIbM,
raacHe/MoppbLINAaHe, NOJHMIIM Ha AbHOTO ((dyHAYca) HA CTOMAaxa
L . __| (nobpokauecTseHn) o
Penkn: CyXoTa B yCTaTa, CTOMaTHT, raCTPO-HHTECTHHAIHH KAHAHA03H

C Hemﬂemﬁa t{ecTﬂTa

Xenaroﬁﬂ.}mapﬁn HapyIIeHHs

_l MHKpoc KOMHHYEH KOJIUT

—

HeqecTn

ke

Pl L —

[loBriIaBaHe cToiHOCTHTE HA YepHOAPOOHUTE €H3UMH

PQHKH:

XenaTuT C UMH 6e3 3 JKB/TCHHLA

MHOro peaKu:

qepﬂﬂﬂpﬂﬁﬂﬂ HENOCTATLYHOCT, €HUedaNoNnaTusa MpH NauHeHTyd ¢
NpPeAILCCTRALLO '-lE:EHDﬂPOﬁHD 3a0019BaHE

Hapymenna Ha KoKaTa ¥ NOJAK0KHATA ThKaH

HeuecTu: J ,L.[epmaTHTrn, NPYPHTYC, KOKHHU OOPHBH, YPTUKApPHA

Penku:

A noneims,

{HOTOUYBCTBUTENHOCT,

ocTpa

ek3aHTemarosHa nycrynoza (AGEP), nekapcrse
| €03HHOpHUNHUA K cucTeMHH cumTomu (DRESS).
Epurema Myatudopme, cuHapom Ha
TOKCHYHA €NHJCPMATIHA HEKPOJIU3a

MHoro peaku:

!ﬁ |IIIII

~
L ping




C Hen3BECTHA YeCTOoTa: CybaxyTeH KOXKEH JTynyc epuTemaToaec (BHxTe Touka 4.4)

ik - — ksl

Hap} IICHHSI HA MYCKY/JIHO-CKEJIeTHATA CHCTeMA H CheJHHHTE/IHATA ThKAH

He‘{ECTH t’Dpa}cTypu Ha De,upmn KUTKaTa WK rpsoHaka (BrkTe To4uka 4.4)
Pe,uk:u Apraﬂrusl Muaﬂmﬂ
MHoro pe;u{n Mycmynua cnaboct

Hapymenuﬂ Ha OLOpCINTE H NHKOYHHTE b THINA

Penxu: HHTepCTnuuaﬂeu Hecbpm TybynounrtepcTHlMaIeH HedpUT (C
_ BB3MOXKHA fiporpecus 10 ObOpeuHa HeJoCTAThYHOCT)

HapymeHus Ha Bb3NPOH3BOJHTEHATA CHCTEMA H I'bp/aTa

MHoro peaku: l I uHekomacTua

O0ma napymenns 1 epeKTH HA MACTOTO HA NPHJIOKEHHE

HedecTn: Hepasnonoxenue, nepudepeH 0TOK

| Peaku: [IoBUILIEHO TTOTEHE

[ legnaTpruHa nonyaalms

besonacHocTTa Ha OMenpasos € oueHeHa MpH odwo 310 geua Ha BB3pacT oT 0 no 16 roauHH ¢
KHCETHHHO pa3cTpoHCTBO. ChLIECTRYBAT OrPaHHMYEHH JAaHHH 2a Oe3onacHoCTTa NpU 40 neua, KOUTO
ca OMjM Ha moadbpXKatla Tepands ¢ OMENpas3oj MO BpPEME Ha KIWHWYHO H3MHMTBAHE 33 TEIKBK
€po3uBEH e30(arut 3a noeeue oT 749 nuu. [Ipodunst Ha HexkenaHUTe CHLOMTHA KATO LSO € CHIRHAT,
KakTo MpH BB3PaCTHH, B KPATKOCPOYEH H B ABLJArOCPOYEH IL1AH HA jaedeHue. Hama abaroCpoyHH
NAHHH OTHOCHO €(PEKTHTE HA JISHEHHE C OMENPA30 M0 BpeMe Ha MyOepTeTa U pacTexa.

CboOHIABAHE Ha MOO3UPAHH HEXKETAHH PEaKLIMK

Cho0LuaBaHeTo Ha MOJZO3MPAHKU HEKeNaHW peakinu i/ pa3pellaBaHe 3a ynorpeda Ha JleKapCTBEHHS
NpoAYKT € BaxkHO. Toga no3BonABa Aa Npoab/DKKH HaOIIOAEHHETO HA ChOTHOLUIEHHUETO MOJ3a/PHUCK 3a
NEKapCTBEHUA MNpoaAykKT. OT MEIULMHCKHTE CHEUHATHCTH C€ HM3HCKBA Aa CboDIARAT BCAKA

NOIO3HPaHa HeKenaHa peakuua upez ManbnHurenHa areduus no sexapersara yi. ,Jlaman ['pyes”
No 8, 1303 Codwus, Ten.: +359 2 8903417, yeGecanT www.bda.bg.

4.9 Ilpenoznpane

Hanuue e orpanvuena wHdopManus 3a epeKTUTE Ha MpedO3HpaHEeTO Ha oMenpazon npH xopa. B
Jdareparypara ca omudcaHuh 1o3m 10 560 mg, karo MmMa M €IMHHYHH CHLOOIICHHA 33 €JHOKPATHH
nepopaind 103u 10 2400 mg (120 nuTy NO-BUCOKH OT npenopbudresinaTa KinHuYHa gosa). | agene,
MOBPBLIAHE, BHEHE H& CBAT, KOpeMHa 00nKa, Auapusa | ri1apodonue ca cboOLIEeHU crea npelo3HpaHe ¢
oMmenpa3on. B uHaAMBUgyaTHU ciydau ca HaOMOAaBaHU anaTH4, AenpecHd H oObpKBaHe.

CHMNTOMHTE Ca MpEXOAHH H HAMA ChOOILEHHS 3a CepHO3HH MOCAeacTBHa. CTerneHTa Ha eIMMHHUPAHE
OCTaBa HENpoMeHeHa MpH NOBHWAaBaHe Ha A03aTa (KMHETHKA OT MLPBHA NOpaAbLK). AKO Ce Hanara
JAEUYEHHE, TO TPAOBA 14 € CUMIITOMATHYHO,

5. @APMAKOJJOI'MYHH CBOMCTBA

5.1 @apmMakogMHAMHYHH CBOHCTBA

PapmakoTepanesTuuna rpyna: Haxubutopu Ha nporonunara nomna; ATC koa: A02BCO]

MexaHu3bM HA JeHCTBHE

Owmenpason, paleMuyHa CMeC Ha ABA €HAHTUOMEpA, HAMAIABA CTOMALLHATE KHCEJT
ype3 BUCOKO NpPULUETIEeH MEXaHW3bM Ha aeiicTeue. Tol e crieudbuyeH HHXHOUTOP H
MoMra B napyetanHara kierka. Omenpazon € Obp30 AeHCTBALl H OCUMTYPABA KOHTPOJT
MHXHOUPAHE HA CTOMALIHATA KMCETMHHA CEKPELMS MPH eTHOKPATEH MPHEM,




Omenpazon € cnaba OCHOBA, KOSITO ¢€ KOHHEHTPHpa M MpPEeBpbiNA B AKTHBHA (hopMa B CHIHO
KHCESTMHHATA Cpela Ha MEXAYKIETBYHMTE KaHaluera B NAPHETANIHMTE KJIETKH, KbAETO HHXHOHpa
eHzimMa H+ K+ATP-aza - nporounara noMna. To3u edeKT Bbpxy NOCACAHHMA €Tan OT NpoLeca Ha
o0pa3yBaHe Ha CTOMAINHA KHCENTHHA 3aBHCH OT J03aTa M OCUI'YpsABa BHCOKOE(HEKTUBHO MHXHOHpaHe
Ha CTUMYJIMpaHaTa ¥ 0azaJHaTa KMCEJIHHHA CCKPELIHA, HE3ABHCHMO OT CTHMY A,

PapmakoaHHaAMHUYHU edeKTH

Beuuku rabmonaBanu ¢gapMakogHHaMHYHU €heKTH MOTAT Ja ce OOACHAT ¢ edekTa Ha OMEnpason
BBPXY KHUCE/MHHATA CEKPELIHS.

Edhexm evpxy cmomaunama KuceIunna cexpeys

Ilpn nepopasiHo npunokenue, 20 mg omenpazon notHcka ObP30 KHCENWHHATA CEKpels, KakTo npes
JACHA, TaKa W MPe3 HOLLUTA, 4 MAKCHMAIIEH €(PEKT € perucTpupal ciex 4 aHy. [1pu naMenTH ¢ A3Ba Ha
ABAaHAAECETONPBCTHUKA, 2() mg oMenpa3osl yMepeHo peayurpa KHCENHHHOCTTa A0 Hal-Maiko 80% 3a
nepuon or 24 yaca. MakcHmanHata peoyKUMa Ha kKHceSTHHHaTa cekpeuns (70%) cnen ctimynaums ¢
MEHTAracTpHH € HacTbIHMNA 24 Yaca clejl MPHEeM Ha OMenpa3od.

llepopasiHoTro npuaokenue Ha omenpazon 20 mg nogabp:ka cToMmawHoTO pH>3 npu nNauHeHTH C
AyOAcaHa A3Ba, 3a OKOJ0 NpUOIU3MTEIHO 17 Yaca B AEHOHOLIHETO.

Kato nocieactede oOT HaManeHaTa KuCe/IMHHA CEKpelHS W MHTPAracTpajiHaTa KHCEAMHHOCT,
OMENpPa3ost Hamasnasa J030BO-3aBUCHMO/HOPMaNU3vpa KHCE/IUHHATA SKCMO3HLUME Ha XpaHOMpoBOJa
[IpU MALKEHTU ¢ racTpoesodareanna pednykcHa dosecrt.

MHXHOHpaHeTO Ha KHCe/IMHHATa CeKpelUHs € CBbP3aHO ¢ [omra MoJ KpuBara IUla3MeHa
konueHTpaumsg-speme (AUC) Ha omenpaszon, a He ¢ aeHCTBUTENHaTa I1a3MeHa KOHLEHTpaUHs B
NaNeH MOMEHT.

He e Habmonasana Taxmpuiakcus no BpeMe Ha JIeUeHHue ¢ OMenpasoil.

Edbexmu svpxy H. pylori

H. pvlori ¢ puckos ¢aktop 3a nentHyHa OONECT — KAKTO AYOASHAiHA, Taka W CTOMAUIHA A3BEHA
oonecr. H pylori e Baxken (axTop 3a pa3sBUTHETO Ha racTpur. H. pylori u cToMalnHaTa KHCE/IMHA
NpeacTaBIgBAT OCHOBEH (pakTOp 3a pa3BUTHC HAa nentH4Ha szBeHa Oonect. H. pylori € OCHOBEH

(hakTop B pa3BUTHETO Ha aTpodUUeH racTPUT, KOWTO € CBBbP3aH ¢ MOBHLICH PUCK OT Pa3BUTHETO Ha
pak Ha CToMaxa.

EpanukaunaTta va H. pylori ¢ aHTUMHKPOOHM fIeKapCTBEHH APOAYKTH M OMENpa3on € CBbP3aHO ¢
BHCOKA 4ECTOTA Ha ENUTEIU3UPAHE H ABJIroTpaHHa peMHCHA HA NENTHYHATA A3BA.

M3nuTBaHU C¢a OBOMHH KOMOHHAUHH, KATO € YCTAHOBEHO, Y€ € MO-MAlIKO €(eKTHBHA OT TPOHHAaTa
koMOMHauusi. Behpeku ToBa, BoiiHaTa Tepanmds Mo)e Ja Ce MOPEANOYETe B CAYYAHTE, KOraTto
CBPbXUYBCTBHTEHOCT M3KJIIOUBA MPUAaralHe Ha TpoHHaTa KOMOWHauMs.

Jpyeu ehexmu, cvbpzanu ¢ UHXUOUPGHE HA KUCCTUHHAM CERPeust

Mma narHH 3a Nexo NOBMILABAHE HA YECTOTATA HA PA3BHTHE HA CTOMALIHM TJIAHAYJAPHH KHCTH MpH
NPOAL/KUTE/IHO NeueHre. T€3M NpOMEHH, KOHTO ca (PU3IHOJOTHYHO MNOCAEACTBHE OT H3Pa3eHOTO
HHXHONPaHE HA KUCEIHHHATA CEKPeLMs, ca MOOPOKAUECTBEHU U U3MIEK AaT OOPATHMH,

B pesyarar Ha peykuMa Ha CTOMALLHATA KUCEIMHA, KOETO MMKE J1a C& Ab/DKH HA pasIHYHU anqHHH
BKJIIOUMTESTHO [IPUEM HAa HHXHUOUTOPM HA MPOTOHHATA MOMIA, OpoAT Ha DaKTepHHTE, KDHTO ICTAILE
MPHCHLCTBAT B CTOMALIHO-YPEBHHS TPAKT MOXKE aa HapacHe. JleyeHuero ¢ HEI{HPCT wﬁ

MIOTHCKAIIK CCKPELIMATAE HA CTOMALIHA KUCCIIHHA MOXKEe [a JOBeA€ A0 HCIHAYUWTCIHO, 1C L ¢
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[Io Bpeme Ha NeueHHe ¢ AHTHCEKPETOPHH JIEKAPCTBEHH MPOAYKTH FACTPHHA B CEPYMAY ‘% RAIH B o e
OTrOBOP Ha MNOHWXKEHATA KMCENHHHA cekpeuus. B pesyntar Ha Hamanenara cromaLiHa R ce‘g{y%gw w-.;'&

PHCKa OT CTOMAWHO-YPEBHH HH(peKUHH KaTo Salmonella w Campylobacter, v n
jieueHue B OOTHUHHM YCOBUA, Bb3MOxHA HHGexuus ¢ Clostridium difficile.




ce MoBH1UaBa H HHBOTO Ha UgA. TTouieHOTO HUBO HA CgA MOXKE Aa NOBJIHAE HA U3C/ICABAHHATA 34
HEBPOCHAOKPHHHM TYMOpH.Hanvunute nyONnuKyBaHu JaHHH MMOKA3BaT, Y€ IPUIAraHeTo Ha
HHXHOMTOPH Ha NPOTOHHATA MoMIa TpA0Ba fa ce NPeyCTAHOBH MEKY 5 AHHU U 2 CeAMHUH Npeau
niMepeade Ha CgA. Tosa ce npasu ¢ uen HuBaTa Ha CgA, KOUTO MOrar J1a ¢a JTHKJIMBO MOBHILIEHH
cnen aevenue ¢ MINII, na ce sb3craHoeaT Ao pedepenTHHTE CH TPAHULIH.

[lo BpeMe Ha NMPOABIKHTENHO JICUEHHE ¢ OMENpPa3o.] MPH HAKOW NAUMEHTH (KAKTO Oeuad, Taka H
Bb3PacTHH) € HAONIORABAHO MOBHUIABAHE HAa Opoa Ha entepoxpomMaduHHuTe (ECL) KneTku, BEPOATHO

CBbpP34aHO ¢ NOBHIHCHHUTE CEPYMHU HHBA HA TACTPHH. Hpnema CeC, 4 TC3H AaHHH HAMAT KJIMHHYHO
3HAYUYCHHE.

[leanarpuuHa nonynaums

[Ipy HexkonTponupano npoyusaHe npd aeua (ot 1 go 16 rogMHH) ¢ TEKBK pedayKC €30(arur,
omenpazon B ao34d ot 0,7 no 1,4 mg/kg nogobpaea creneura Ha esodarut npu 90% ot cnyvaure u
3HAYMMO HaMaNsiBa CHMIMTOMMTE Ha pedayke. [Ipn eqMHHYHO CAAIO MpoyYBaHe, A€LA Ha Bb3pacT
0-24 Mmeceua ¢ kaMHHYHO AokazaHa awarHoza ['EPB, ca nexkyeBauu ¢ 0,5; 1,0 wiam 1,5 mg/kg
oMenpazon. Hecrorara Ha enu3onMdre Ha nospbiiane Hamanasa ¢ 0% cnen 8 meceua NCYCHME,
HE3aBHCHMO OT A03ara.

Epacurxayua na Helicobacter pylori npu oeya

OT paHAOMH3UMpPaHO, ABOHHO-CIANO KIHHHYHO TpoyuBaHe (npoyuBaHe Heliof) ce MpaBH 3aKIHOMEHHE,
ye oMenpason B KOMOUHaUMA ¢ JBa aHTHOHOTHKA (AMOKCHUMIHH H KIAPHTPOMHLHH) € €(PEKTHBEH H
Oe3zonaceH npu neveHHe Ha wHQpekuun ¢ Helicobacter pylori npyu neuna Ha 4 U MOBEYE TOAHHH C
racTpHT. CTeneH Ha epanukauus Ha Helicobacter pylori: 74,2% (23/31 nauMeHTH) ¢ OMemnpason +
AMOKCHLIIHH + KIAPHTPOMHUHMH B cpaBHenue ¢ 9,4% (3/32) ¢ aMOKCHUMIIMH + KJIApUTPOMHLUMH.
HamMa nokaszatenctso o0ade 3a nposiBeHA MO.13a OTHOCHO JUCMIENITUHYHHATE CUMITOMHM. IIpoyuBaHeTO He
NOTBbpXKIaBa MHpopMauus 3a aeua nod 4 roauHu.

3.2 ®dapMakoKNHETHYHH CBOHCTBA

AOGcopOuus

(OMenpasos € KUCEITHHHO HEYCTOWYMB H MOpaly TOBA MEPOPAIHO CE NpUara Kato 0OBHTH €HTEPAJTHH
rpaHynu B KancyJid. Pe3opbuusara Ha omenpazon ¢ Obp3a, KaTO NMKOBATa [/Ia3MEHA KOHLICHTPALHA Ce
nocTura npudnusnTeaHo 1-2 yaca cnea npuema. Pezopbupa ce B TBHKUTE 4epBa 3a Nepuog OT 3-6
yaca. [lpuembT HA OMenpa3on ¢ xpaHa He ce oTpasasa Ha GuoHanuuHocTTa. CUCTEMHATA HAJIHYHOCT
(OnoHanuuHocTra) € npubnuszutendo 40% cnen enuHuYHa Ao03a oMmenpason. Ta HapactBa 10 60%
cjeld MOBTapsilo ¢, CAUMHUYHO JHEBHO AOQ3HUPAHE.

Pasnpeaenenue

OGeMbT Ha pasnpeneneHue npd 3apasd xopa € npubnusurenso 0,3 kg tenecno terno. 97% o
NrasMeHHsa OMenpasos € CBbP3aH ¢ MIa3sMEHUTE NPOTEUHH.

buotpanchopmanus
Omenpason ce merabonnsupa H3410 OT cHcTemara Ha urroxpoMm P450 (CYP). OcHoBHaTa yacT Ha

MeTabONH3Ma MY 3aBHCH OT NOnNMMOp(PHO H3pazeHaTa cneuuduuna wuzogopma CYP2CI9
(S-MepeHHTOMH XUOPOKCHIa3a), OTrOBOPHA 3a 00pa3yBaHETO HA XHPOKCHMETOIIPA30/l, KOHTO €
OCHOBEH 1ulazMeH MeradbonuT. OcTaHanara 4acT or MeTaboaH3Ma My 3aBHCH OT JIpyra crneuuduuHa
u3odopma, CYP3A4, otroBopha 3a oOpa3yraHeTo Ha oMenpa3on cyndod. Kato pe3yaTar oT BUCOKHA
apuHuTeT Ha omenpazon kbM CYP2CI19, uma noreHuHanHa BB3MOMXKHOCT 38 KOHKYPEHTHO
HHXHOUpPaHE U MeTADOIHTHU NeKapCTBEHH B3aHMOAEHCTBUA MEXKIY OMENpPa3oa M ApYTrH cybcTpaTH Ha
CYP2CI9. Tlopagn cnabusat adbunurer kbmM CYP3A4 o06aue, oMenpazon HaMa BbIMOZ
HHXMOHpa MeTabonm3aMa Ha apyrH cydcTpatn Ha CYP3A4. B nonbiaHeHHe, oMenpas3ol K
OCHOBHHWTE €H3UMH HaA cucTemata Ha CYP.

[Ipubnniurenno 3% oT xopata OT Kapkaskara nonynauuara W 15-20% ot xopara
nonynanHATa MMaT HeZocTUr Ha ¢yHkumoHaieH CYP2C19 enzum U ce

MeTabonuzaTopu. [1pu Te3u HHANBHAKM MeTabOIM3MBT HA OMENPA30/1 HAH-BEPOATHO CE
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CYP3A4. Cnen MHOrokpareH BeIHBX JHEBHO npueM Ha 20 mg omenpason, TUIoLTa noj KpHBara Ha
niasmeHata koHueHTpauus (AUC) e ¢ 5 no 10 netv no-ronsma npu 6aBHuTe METa0OIH3aTOPH, B
CpaBHEHHE ¢ Xopata ¢ PyHKUHOHaNHO akTHBeH CYP2C19 (ekcTeH3uMBHH MetabonusaTopH). CpeaHara
MJa3MEHA KOHUCHTpauua CbUIO € TOo-BHCOKAa - okoio 3 40 5 mbTH. Te3nw naHHu odaue HAmar
OTHOLUEHHE KbM A03HPOBKATA HA OMENpPa3oll.

EAHMHHKUpaHE

BpemeTo Ha nonyesMMHHHpaHe OT MJ1a3MaTa Ha OMeNpaso € 00MKHOBEHO MO-MAIKO OT | 4ac, KakTo
MpH €IMHHYEH MNPHEM, Taka W MpH MOBTApSIIO C¢ €AMH ObT JHEBHO o3HpaHe. OMenpason ce
CJIMMHHKpPA HANBJIHO OT IUIa3Mara MeXIY AO3MTE W HAMA TEHACHLMA 3a KOMYJHUPAHE TPH TIpPHEM

BEAHBK AHEBHO. [loutH 80% oT nepopanunara npuerara no3a OMENpPasosl ¢ce eKCKpPeTHpa noa (hpopmara
Ha METabONUTU C YPUHATA, OCTATBKLT, WARALL NPEeAMMHO OT MIIBYHATA CEKPELMs, C€ OTKPHBA BLB
dekanuuTe.

JIMHEHHOCT/HENHUHEHHOCT

AUC Ha omenpa3son ce yBenn4asa npd MHOrOKpaTeH npueM. ToBa HapacTBaHe € [10303aBHCHMO H
BONM [0 HENWHeHHA Bpb3ka n03a-AUC npH MHOrokpaTeH npyueM. 3aBHCHMOCTTA OT BPEMETO H 103aTa
¢ nopaay 3abassine na merabonuiMa NpU ,,MbPBO NpEeMHHABAHE MNpe3 uYepHHA Apo0™ (first pass
META0ONM3bM) U CHCTEMHHMA KIHpPBHC, Hal-BeposATHO NMpHYMHEHO oT MHxubupaHero Ha CYP2CI9
€H3MMa OT OMENpPa3osl H/UIH HEroBuTe MeTabouTH (Hanp. cyagoH).

Huto eauH ot MeTabonuTHTe HE OKa3ea BIUAHHUE BLPXY CTOMAIlIHATa KHCENHHHA CEKPELIUA.

Crneudanuu nonyjaauuy OalMeHTH

Heproopobua yepesicoane

MeTabonu3MbT Ha OMENpa3oa MpH NMAUMEHTH C yBpeaeHa uYepHOApoOHA (QYHKUMA € HApYWEH U B
pe3ynTaT njowra Mol Kpusara KonueHTpauus—BpeMe (AUC) HapacTa. OMenpason He NoKasgea
TEHACHLIUA 1a CE KYMYJHPpaHe MPH fipueM BeAHbXK THEBHO.

bvopeuno yepexcoane

[Ipn nmauuenTu ¢ yspeaeHa 6vOpeuna pyHkuus GapMakoKMHETHKATA HA OMENpPA30/i, BKIHOUHTETHO
CHCTEMHATA ODMOHAMHYHOCT U CKOPOCTTA HA €IMMHUHKHPAHE, OCTABAT HeNPOMEHEeHU.

Cmapuecxa eb3pacm
[Ipu nanuenTn B crapuecka Bb3pactT (75-79 roauMuu) ckopocTTa Ha MeTaDONH3MPAaHe HA OMENPAa3olt €
JIEKO HAMAJICHA.

[{eouampuyna nonyaayus

[lIo Bpeme Ha nedyeHue ¢ NPEeNOpPBLUMTE/HH AO3H HA Jeua HAa Bb3pacT Haja | roauHa ca MoOJyYEeHH
[JTA3MEHH KOHLICHTpAaLUMWH, NMoAoOHU Ha TE3W NMpH Bb3pacTHH. [lpn necua noa 6-meceuHa BB3PACT,
KJIHPBHCBT HA OMENPa30Il € HUCHK [10paJv HHCKHA KanauuTeT Ha MeTal0/M3bM HA OMENpa3ol.

5.3 Ilpeak/IHHHYHH JAHHH 32 0€30MACHOCT

[lpy npoyuBaHMs nNpH NABXOBE, TPETHPAaHH € OMeNpa3o/, ca HabdiloAaBaHM XHUNEpILIa3HH Ha
eHTepOXpoMa@HHONODOOHUTE CTOMAIIHH KIETKH M Pa3sBUTHE HA KapuUMHOMAHH TyMOTH. lesu
pe3yNTaTH ca MPeAM3BHKAHH OT SACHO H3pa3cHa XHUMNCpracTPOHEMHA 3a MPOAL/DKHTENIHO BpPEME B
pE3YJITAT OT IMOTUCKAHETO HAa KHCENMHHATA cekpeums. [TogoOHWM Haxoakw ca HadmopaBsaHu cnepn
NedeHre ¢ Hr-peuenTopHH aHTaroHUMCTH, WHXHWOUTOpPM Ha MPOTOHHATA MOMNA M CJeA 4YacTHU4HA
pynaexromua. CrieoBaTeNHO, TE3H NIPOMEHH HE Ce Ibh/KAT HA JUPEKTEH edekT, OKa3BaH OT KOETO H
Ja € OTAENHO aKTHRHO BEILECTBO.

6. ©@APMAINEBTHYHW JAHHH

6.1 ChnHcebk HA NOMOINIHHTE BEIECTEA




CbAbpKaAHKE Ha KarcyJjarta:

Xunpomenosa (E-464), tank, auHatpues dochar auxuapar (E-339 ii), TuraHoB amokcun (E-171),
CBMOJMMEP HA METAKPWIOBA KHCE/THHa-eTunakpuaat (1:1), TpHETUILUMTpAT, 3axapHHU cdepu
(CBCTORLLUH C€ OT LAPEBHYHO HUILECTE U 3aXapo3a)

(J0BUBKA Ha KarncyJaTa:

tuTaHoB AHOKCHA (E-171), akenaruH, npeuncTeHa Bona
CBCTaB HA MAaCTHNOTO: LeNaK, O€3BOAEH €TAHON, H3ONPOIHIOB ATKOXOJ, POMUNIEH IITUKON, OyTUI0B

anKkoxo/l, KOHLEHTPHPaH pa3TBOP HA aMOHSK, KATHER XHAPOKCHI, NPEYHCTEHA BOAA, XKENE3IECH OKCH
yeper (E172).

6.2 HecbBMecTHMOCTH
Hama uzBecTdH.
6.3 Cpok =HAa rognoct

3 roauHn (HDPE onakoska)
2 roounn (PVC/PVDC//Alu 6ancTtepn)

6.4 Choenunaanu yc10BHA HA chXpaHeHHe

3a MONMETHJIEHOBATa ONAaKkoBKA: TO3H JIEKApCTBEH MPOAYKT HE HM3{CKBA CMEUWATIHH YCJIOBHUA HA
ChXPAHEHHE.

3a PVC/PVDC//Alu bnucrepn: Jla He ce cwxpansasa Han 25°C.

[TonueTnnenoByTe onakoBkH TpsAOBa BUHATH 1a ObJAT MJILTHO 3aTBOPEHH.

6.5 DBnaHcbhbabpKaHHe HA ONAKOBKATA

[Mosuerunenosa (HDPE) onakoBka, ¢ Kanauka Ha BMHT, ChAbpiKalla CyInuTes cbe 7, 14 unm 28
CTOMALHO-YCTOHYHBH KATICY/IH, TEBPAU.

PVC/PVDC//Alu 6nucrepr: Kytuu cbe 7, 14 vnu 28 kancynu.

He BCHYKM BHIOBE ONMAKOBKH MOraT Aa ObaaT mycHATH Ha naszapa.

6.6 Cnennanny npeanasHy MEPKH MPH HIXBLPJIAHE

Hama cnellna;iHH U3HCKBAHUA.

7. HPUTEXATEJ HA PASPEHIEHHETO 3A YIIOTPEBA

Genericon Pharma GmbH
Hafnerstrasse 211, 8054 Graz
ABCTpUSA

8. HOMEP(A) HA PAZPEIIEHHUETO 3A YIIOTPEBA

Per. Ne 20070040

9. JATA HA ITBPBO PA3PEIIABAHENIOIHOBSIBAHE HA PA3PE
YIIOTPEBA

/lata na nbpeo paspewiaane: 12.04.2007 r,
JlaTta Ha nocaenuno nogHosaeaHe: 04.07.2012 r.




10. JATA HA AKTYAJM3UPAHE HA TEKCTA




