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KPATKA XAPAKTEPHCTHKA HA HPO,[[YKTA o

1, MME HA JIEKAPCTBEHHA MTPOAYKT

MIJIO®EH 200 mg $unmupann TabneTkn
MILOFEN 200 mg film- coated tablets

2. KAYECTBEH H KOJIMYECTBEH ChCTAB
AKTHBHO BEUIECTBO B eHa (uIMupana Tabnerka: ubynpoden (ibuprofen) 200 mg.

3a OBTHUA CHMCBHK HA TOMOITHUTE BEIECTEA, BHK T. 6.1,

3. JIEKAPCTBEHA ©@OPMA

DOunMupasa tabieTka,

Bana, xpurie, ABofiHO-U3NbKHAMA fnMupaHa TabreTka.

4. KJIMHUWYHH TAHHU
4.1. TepaiteBTiYHH [IOKAIAHUA

H6ynpoden ce npunara 3a obnekdarade Ha NeKa 10 yMepena Gonka mpu:
- rmaBofolKe, BKI. METPEHO3HO raBofonue;

- BonKa ¢ IoKATM3AINA B nyMO0-cakpatHaTa 0GIacT;

- HEBpANrHIHa 6ONKa;

- IBPBHYHA NHCMEHOPES;

- 3660607;

- peBMATHYHA W MYCKYJIHA Gonka, |

IIpunara ce 3a MOHIDKaBaHE HA TENECHATA TEMIICPATYPa pH (GeOpUIHM ChCTOAHRAL.

4.2, /lo3MpOBKa H HAYHH HA NPHIOKERHE

] L(BH pOBKA

Buapacmnu u oeya nao 12 200unu

Havanna no3a 200- 400 mg eqsokpatHo W BIIOCICACTBIE Mpu Heofxomumoct 200 mg nipes 4 5o 6
yaca.

Makcumannata AHeBHa 103a He TpAOBa Aa npepuiasa 1200 mg,

Heya om 6 0o 12 200uHu

Jlena Ha BB3pacT 6 Ao 9 roawAn: 200 mg 1 10 3 OwTH OHERMO mpe3 uyTEpsan of 4 1o 6 yaca,
KaTO MaKCHMATHATA IHeBHa 1033 He TpaOBa Ja mpesHinaga 600 mg.

Meua Ha wpapact 10 no 12 roguum: 200 mg 1 no 4 THLTH THEBHO Tpe3 MHTEPRAN OT 4 10 6 Yaca,
KATO MakcHManHaTa JHEBHA 1032 He TpadBa Ja npesumasa 800 mg.




IMpu neua #Ha BBIpacT or 6 no 12 rogsnd wid woHomA or 12 mo 18 ropuHw: B ciydal, ue e
HeoOXOMHMO TO2H JIEKapCTEEH MPOAYKT 44 ¢E NpHeMa NoBede 0T 3 AHM WM aKo CHMIITOMHTE Ha
HeTeTo ¢ BAOIAT, TpﬂGBa Ja C¢ TIOTEPCH CHBET OT JIEKAD.

Juya 8 emapuecka gw3pacm:

Boruxn HCIIBC Tpabea 42 ce npHAarat ¢ NOBMIICHO BHYMAHME NPH HalHEHTH B CTapyecKa
BRIpAcT, Mopald NOBHIICHA CKJIOHMHOCT KBM DPA3BHTHE Ha HEKEIaHH AEKAPCTBCHU PERKITHN,
BKJIHOUHTETHO HOBHUICH PHCK OT KPBBOHVIHE, NepdlopaliMg ¥ yIuepaiiud Ha CTOMAIIHO-UPEBHHS
TPAKT,

C ornen HaMandgeade Ha pHCKA OT HEXElaul Peakmiu ¥ NpH HeoDXOIMMOCT OT JIEYEHHE,
TpoayKTAT TpROBRA Aa ce W3DON2BA B Hail-AmicKaTa edeKTHBRA 033 H 13 ¢e MPIIAra 34 Rh3MOKHO
Half-KpaTek nepyoa oT BpeMe.

Hayuenmu ¢ yspedena bvapeuna @yuiyus

[IpH MaiMeHTH ¢ NeKa A0 yMepena crenier Ha OwOpeuno yepexaane, ubynpoden tpabea aa ce
MPKAAra B MaKCHManHO HHCKa eIEKTHBHA /1034 M 33 BHIMONWHO HAl-KpaThk MEepHOI OT BpeMe,
HeoOX0MM 33 OBRANABAHE HA KNMHUYHATA CHMITOMATHKA.

Heo6xoauM e CHUBTCTBALL KOHTPON Ha NabopaTopHUTe nokazartenu 3a Gulpeuna dynxmmi (3a
MAMENTH C TEXKA CTereH Ha Or0peuna aucdynKoms Bk T. 4.3).

Hayueumu ¢ yepedena yeproopobina gyuxijus

FIpy naguenty ¢ eka 00 yMepena cTeneH Ha YepHoApoOHO yepexaade, uGynpodien Tpafea Aa
¢e MpHiiara B MakCHMATHO HUCKA edheKTHBHA K032 U 34 BE3MOKHO HAl-KpaThK NEpHOI OT BPEME,
HeoGXOMNM 32 OBIARABAHE Ha KIAHHAHATA CAMIITOMATHKA.

HeobxonuM e chIIBTCTRAI KOHTPONT Ha NaGopaTopHUTe HOKA3ATENH 38 MEpHOIPOGHA (IyHKIHA.
{3a naumenTu ¢ TOKKA CTENEH HA YepHOAPOOHA nuCyHKUHS BIK T. 4.3).

Ha4uH Ha npuioxeHHe

N6ynpoden ce mpHeMa MEPOPANHO ¢ DOCTATHYHO KOJIWMECTBO BOAA. [IPONYKTHT € NpeasasHaden
33 KpaTKoBpeMeHHa yiiotpeda.

TlanuenTaTe TPAOBa Jla C€ KOHCYNTHPAT ¢ NeKYBaliiA CH Niekap, akQ [0 BpeMe Ha JIEYEHHETO
CHMITTOMMTe Ha 3a00NiBaneTO HE C& OBIHABAT MIIH C€ BJIOLIABAT.

[IpossARHTETHOCT Ha TEYEHRETQ
Hexenagnre peaklMH MOrar Ja ¢¢ CREGOAT MO MHHWMYM KaTe Ce H3MOI3BA HAi- HHCKATa

eexTUBHA 1033 32 Hali- KpaTkud Mepuol, HeoOXOOMM 32 KOHTPONMpAHe WA cUMITOMHTE (BXK.
Touka 4.4),

AK0 3a00NABAHETO W3KCKBA NPWIOKEHNE Ha JIEKAPCTBOTO 32 MEPHON MO-TpodwkuTened ot 10
IHN ANTH, KO Ca HAIWiE MPH3HALM Ha BJIOIABAHE HA CHCTOSHHMETO, malueHTHTe TpaORa Ha ce
KOHCYNTHPAT C IEKap.

4.3. ITporaBoforaAzaHUsR

Munoder #e TpaGiea na ce Dpunara npw
= CBPBXMYBCTBHTCITHOCT KBM aKTHBHOTO BEIICCTBO HITH KBM HAKQE OT TOMOMHHNTE BEIIECTBA HA
MpOAyKTa,

~ N2AUWCHTH ¢ aHaMHe3a 34 6p0HXO0H&3'bM, acTMa, PHHHAT WIH YPTUKApWA, CBBP3ANY C ynoTpeGaTa
HA aneTRICANMIIMIORA, Kicemda win gpyru HCTIBC;

- TMAMEHTH ¢ ayaMHe3a 38 HIH ¢ HATHuyde HA A38a, Oepdiopatiis Wil KbpPBEHE OT
HHTECTHHATHASA TPAKT, BEIFOMHTEIHO U TAKHEA, CBEp3anu ¢ yrorpeba na HCTIBC,




- TEXKA ChpliedHa HexocTarbyHoceT; (K1ac [V no NYHA):

- TEXKA YepHoApoGHa HEMOCTATHYHOCT;

- TEXKa OBOpedHa HEHOCTATHUHOCT;

- IOCNeRcH TPUMECTHp Ha OpeMeHHoCTTa (BHX T.4.6);

- BHCOKOCTCDICHHA 3MAMMTENHa NeXunparauud (BCNeicTBHe Ha npogiy3Ha AMApHA, NOBPBHUIAHE
MIIH HEMOCTATRYEH OPHEM Ha TETHOCTHY,

- UepeOpeBackyTapHy M JAPYyTH aKTHEHH KPbBOMATUBN,

-~ HOHONATHYHH HapyIIeHHA Ha XeMOII0e3aTa;

- fena o 6 roJHNTHa Bh3pact.

4.4, CoenuadHy NpeaynpesKieHHA H NIPeANa3HH MePKH IPH YoTpeba

HewxenanuTe NexapCTBEHN peaklMy MOrar 1a 6bJaT CBEACHH 0 MUHHMMYM, AKO C€ NpUjiara Hai-
HUCKATA efeKTHRHA 032 33 BBE3MOXKHO Hall-KpaTLK TIepHOA OT BpeMe, HeoBX0mmuM 32 OBNajIBaHe
Ha KNTHHHIHHTE CHMITTOMM,

He ce npenopbusa eAHOBPEMEHHC NpIUTOXeHHe Ha ubympoden ¢ apyri HCITBC, BIounTenHo
H cenekTsHd COX-2 uHX#OHTOpH, MOPAmd YBENHYABAHE Ha PHCKA OT MOJBA HA HEKENAHY
JTEXapCTREHH PEAKIIHA,

Wbynpoden cneasa na ce npumara ¢ 0co0eHO BHMMAHME IPH MALHEHTH CBC CICIHHTE
NpUApYKasauiy 3afonsBann:

- CHCTEMeH Ty ny< EPUTEMATO3YC, CMeCeHa Che AMHNTeNHOTBKAHHA BONecCT;

- CTOMAUIHO- YPEBHH 3a00NABAaHMN, BKIOYWTENHO ¥ XPOHWUHYM BBINANUTERHM OONECTH Hi
yeprarta (yaueposeH koIuT u Somect Ha Kpou);

- apTepHaTHa XHITEPTOHHA H/HTH ChPASYHO-ChA0BO 3a00/MIBane;

- On0pevunn 3abonaBanms;

- YePHOIPODHH 2ab0IABaAHMNS;

- AIEPriM, CeHHA XpeMa, ajeHonau, OpoHxManHa actMa MW XOBB, nopanM puck or
SPOHKOCTATEM;

- Bponex aediexT B nopdupuHOBES MeTabOMHIBM (0CTPA HHTEPMHTEHTHA NOPHUPHA);

- KOAaryJjionaTHy;

- HeMoCpPeACTREHO CNel roJeMH XHPYPriuHE HHTEPBEHIHH.

Fac! PO-HHTECTHHATHO KEPBCHE., YILIEPAIHA 1 neggbopagﬂﬂ

Puck oT nosBa Ha KbpBeHE, YMiepalus Hnu Tepdopaudd ¢ Be3MOXed JIeTANSH M3XOX
CBIUECTBYBA npH ynorpeda Ha Benuku HCIIBC, BEB Beceku MOMEHT OT X01a Ha HEYEHHETO M DU
NANMeH™ ¢ Wi 0e3 aHaMHe3a 3a HHIMIEHTH OT CTPaHa Ha CTOMAIIHO-4YPEBHHUS TPAKT.

IMpn nammenTH ¢ a3BeHA Gonect, OCOOEHO CHUPOBOACHA OT YCNOKHEHHA (KPhBOH3IME,
nepdopauys), NPH NAUHEHTH B CTApYecka BB3PACT W TAKWBA, NPHEMALIN  YCTIOPCIHO
AUETHACANMIMIOBA KMCENMHA, PUCKBT OT Pa3BHTHE Ha KbpPBEHE, yluepauus wiy nepdopanus
HApacTBa ¢ yBeIHYaBaHeTo Ha pHeTaTa 1o3a noympoden.

3aToBa pH TC3W IPyNH NMALUMEHTH C¢ IPENOPbYBA NEICHHETO Ja 3all0YHe ¢ MAKCHMAITHO HHCKA
71033, BOOeNIa 10 KyMHPaHe Ha ONNaKBAHUATA, KaKTO W KOMOWHUPAHA Tepanug 33 MpoTeKups Ha
CTOMaIIHATA TUTaBHIA (HEXHOHTOPH Ha NPOTOHHATA IOMIIA, NMPOCTarTaHIHHNA),

Ipuem Ha KOPTUKOCTEPOWAN, ANTHKOATYIAHTH M aHTHATPETAHTH
Ilpy DAMEHTH, KOMTO ¢2 Ha CHOLICTBAINO JICUEHWE ¢ [epopaTHd KODTH
aHTHkoaryJauTH (Bapdapui HINH XeTapHH), TPOMOQIMTHY aHTHArperanTy (an
KHCE/IHHA), CEelIeKTHRHH NHXHOUTOPA HAa O6paTHOTO 3aXBALAHE HA CEPOTO




TpaGpa 13 ce NMpwiara ¢ MOBHIICHO BHMMAHHE, NOPANA PUCK OT PaIBWTHE HA YNUEpALMs WA
kbppeHe, B crayuali Ha HacTeOBaHe Ha Takupa, Acdenuere TpadBa HezalaBHoO Ia Obne
npeKpaTeHo.

ChpreyHo-chA0BH H MOFBYHO-CHIOBH eieKTH

Hma naHHH, 4¢ IpPY HAKOH NAMEHTH € Bh3MOXHA AAPHKKA HA TEYHOCTH, PA3BHTHE Ha
XHepToHus U oTouu npu ynorpeba Ha HCTIBC. 3aropa ¢ HeofXomuMa KQHCYNTAIWS ¢ Texap W
MOHHUTOPHpPAHE Ha TIANUEHTHTE, CTPAfalld OT apTepHANHA XUNEePTOHKHA WHIHM AeKa A0 yMepeHa
chpaeyHa HeloCTaThHHOCT.

KinHugHHTe NpoyBaHKA TIOKA3BaT, Ye ynorpebara Ha nGynpoden, ocobeHo BHB BUCOKH 031 {
2400 mg/neH), Moke Ja € CBbp3aHa C MOBHILABAHE HA PHCKA OT apTepHantu TpomGoTudmm
cpbutid (HanpuMep UHQAPKT HA MHOKappa WM HHCYNT) Karo nAno ennmeMuonIoTHYHATe
Npoy4BAHUA HE MOKA3BAT BPb3KA MEKIY DpHema na mOynpodeH B HHCKH Ao3u (T.e < 1200
mg/nen) v MOBHIIABAHE HA PUCKa OT apTePHAIHH TPOMOGOTHYHH CHOUTHA.

IlauueHTH € HeKOHTPONHpaHA XHNEPTOHMY, 3acToMHa copAeuda mepoctTeraHoct (U-1I mo
NYHA), ycranoBena HcxeMnuna OONECT HA CHPHETO, nepudepHa aprepuanta SoNecT WHNiH
MO3BYHO-CBIORC 3abonaBade TpabBa ma 6bAAT MeKyBan# ¢ uOynpodied camo ¢nefn pHWMaTENHa
[IpeleHKa ¥ 1A ce H30ArpaT BHCOKUTE 103H (2400 mg/aen).

TpaGBa na ce M3BBPLIBA BHUMATEIHA NPEUCHKA H IPEIH 3a0YBade Ha JRITOCHOYHO NedeHue Ha
MALHUEHTH ¢ DPHCKOBH (AaKTOpPH 3a CBPAEYHO-CBAOBH  CBOMTHS (HAOp. XUOCPTOHHS,
XMIepnHIIHAeMus, 3axapeH AualeT, TIOTIOHOMYLWEHe), 0coOeHO aKke € HeoOXOZMM NpHeM Ha
ubynpoder Bps BucoKH n1038(2400 mg/new).

KoxnHy peakunn
MHoro panko ce HabMIONABAT KOXKHH PEAKIMH, HAKOH OT KOUTO MOTaT aa Gsaar ¢ daraneH uaxon

(rrr. cuHgpoM Ha CTHRBHC-JDKOHCHH, TOKCHYHA elMOepMANTHR Hekponuza, cxcdonparueen
JlepMaTuT), cebp3ad# ¢ yrorpefara na HCIIBC,

Hacrenear HaW-yecTo pe3 OBPBHA Mecell OT nedeHMeTo ¢ HOynpoded. TIpH nosBa Ha KOKHAM
peakiiiv, HANWYHE Ha Je3HR BbPXY KO%kdTa H BHIUMHTE THTARKLY, N¢UeHHeTo TpAtBa He3adaBHo
I1a OBJle NpeKpaTeHo.

Edexr sppxy 6n6penmte

VioynpodeH oxassa edekT sbpxy Oplpeusara nmepdysus H MOXE [Ja JOBEAE A0 3a0pPLKKA Ha
Harpull, kKaTMd W TEYHOCTH W C TOBA fa NMPEAM3IBHKA NMOABATA HA OTOLM, XWNEPTOHHA HJTH
ChbpAedHa HENOCTATHYHOCT NpPH MANMEHTH ¢ aHaMHe3a 33 3a00/IBaHEe HA ChPACYHO-CHIOBATA
CHCTEMA.

Tipomemxutennara ynorpeba nra HCIIBC, sritouutento Ha wOynpodeH Moxke jia npend3BHKa
pasBUTHE HA HHTEPCTHIMATIEH HEQPHWT, NPOABABAIL C& C XeMaTypHaA, NPOTeHHYpHa M HedpozeH
CRHIPOM.

CobulecTBYBA pPHCK OT pasBuUTHE Ha OBOpedHa IeKOMIIEHCAlHs BCIEACTBHE Ha MpPHEM Ha
nbynpodeH NpH NaUHEHTH ¢ YepHOIpo0HO YBpeXkAaHe, ChpOCUHA HENOCTATBYHOCT, Dhipedna
JuchyHKIMA, HaMedTH, KOHTO ¢a Ha CBIIBTCTBAINO fMedchHe ¢ ACE MHXWOHTOPH B AMYPETHLIH H
NAlMEHTH B CTApYecKa Bh3PACT.

CuitecTryBa pHCK 0T OB0pedHo yBpeaaHe NPH JASXAIPATHPARM JIeTA,

JeYeHUETO ¢ nOynpoden.




EQ!FH npealia3di MEDKH

Hbynpoden Moxe Ja MACKMpa CHMITOMUTE HA PA3BHBAMIA ce MH(EKLHA KaTo MoTHCKa 6omkaTa
A ebpunnTeTa,

HpOI[T:J'DKHTCJIHaTa TEPAIIHA ¢ BUCOKH A03H aHAIMeTHLH MOXE ha OpUYdHE FHEBOGOIIHE‘., KOETO
He TpAbBa Ja ce JeKyBa ¢ BHCOKH N03M ubynpodied. KoMOMHHpanaTa Tepamua ¢ pasyigyHu
AHANTETHYIHA CPEICTBA MOXE O IOBee OO Pa3BHTHE HA AHANIETHYAA He)pouaTHs, KOSTO Oa
nporpechpa Ao Su0pedda HeLOCTATHYHOCT.

Ilpy nauueHTH ¢ aBTOMMYHHHM 3a6ondBaHHd (CHCTEMEH Jylyc EpHTEMATO3YC, CMeceHa
ChCAMHHTENHO-TEKAHHA OonecT) ca naOMOAaBaHH CHMITOMHM HA AcelTHHeH MEHHHTHT,
rnasoGonue, ragene, MOBPBIUAHE, BPATHA PUTHAHOCT, HeOpUIHTET, Ne30PHEHTANN.

Wbynpoden Moxe na MpUuMHH BPEMEHHO WHXMOMpaHe Ha TPOMGOLMTHATA Arperauyi M j1a
YIBIDKH BPEMETO Ha KbpBeHE. 3aToBa € HeoOXONMMO MOHHTOpHMpaHe HA HOKAa3aTeluTe Ha
KPBBOCBCHPBAHETO TMpM IALMEHTH Ha MeYCHHC C SHTHKOATYNAHTH WAM C HAPYHIEHMA B
KOAryTaLHATA.

IMponwmkuTentoto nedenHe ¢ HOynpodeH usuckBa MoHHMTOpHpaHe Ha OnOpeyHaTa M
4epHonpobHaTa GyHKINA, KaKTO H Ha KpBBHATA KpTHHA, 0COGEHO MPH BUCOKO PHCKOBH IpyIH
NALHEHTH,

HesxenaHuTe JeKApCTBeHH peakuMM, cBbp3aHd ¢ npueM Ha HCIIBC, BKmiouuTeNHO Ha
ubynpoden ce DOTEHIMPAT ©T NpHeM Ha ankoxoa. Toea BakH ocobeno 3a racrpo-
HHTECTHHA/IHHMA TPAakT M LEHTPANHATA HEPBHA CHCTCMA., 3aroBa KOHCYMALMSTa Ha wIKOXOMN
TpaQBa ma ce w3GArea MO BpeMe Ha netienne ¢ uGynpoder 1 HCTIBC.

4.5 BzaumoaeiicTBre ¢ APYrH JACKAPCTBEHHA HPOAYKTH H APYrH GOPMHA HA B3auMOJeiicTBHE
Ediexry Ha ubvnpoded sppx M ICKADCTREHH CPeACTBa

Ayemuncaimmpunosa xucenuna

EnHospeMenHata ynoTpe6a Ha uOYNpodeH M ALCTHICANMIMIOBA KHCENHHA OOMKHOBEHO HE ©
NIpENopBUMTENHA NOPAIH MOBHIIEH PUCK OT HEKETAHH PRakIWi,

ExcriepHMeHTallHuTe AaHHM TIOKa3BaT, Y€ MPH ¢JHOBpEMCHEH IpueM HOympoden Moske
KOHKYPEHTHO Ja MOTHCKA €ieKTa HA HUCKH /I03M AUETHACATHIIHIOBA KWCAIHMHEA 0 OTHOMeHHE
Ha TpOMOOUHTHAT arperarus. BRIpeKH u¢ MMa HEACHOTH OTHOCHO EKCTPaNONHPaHETO HA TE3H
OAHHY KBM KIHHHYHUA CyYaii, He MOXKE [d C¢ H3IKIIUH Bb3MMKHOCTTA PEAOBHATA, ALATOCPOYHA
ynoTpeba Ha mOynpodeH 1a HamansBa KAPAHONPOTCKTHBHHA edekT HAa AlCTHICATMLWIOBATA
KACENHHA B HHUCKHM Ho3d. CMATA ce, 4e HAMA roisMa BepoATHOcT obHuaiiHata ymorpeba da
ubynpoden na 10Bene AOKIMHHYHO 3HATHM edekT (Bx. Touka 5.1).

Apyau HCIIBC: nopanu HanuMuuero Ha cuHeprudeH edekr efHospemenHara ynotpeba Ha
Hakoiko HCIIBC yrennuasa pucka OT KbPBEHE M YNUEPALMA HA TACTPO-MHTECTHRANHHA TPAKT,
HOpaIH KOETO HE ¢€ MPEMOPLYBA IHOBPEMEHHOTO HM TIPIIOKEHHE,

Aumuxcazyranmy: HCTIBC morar ja notenunpar ed)ekTa Ha aHTHKOArynaHTure (BapdapHa
xenapu). EAHOBpeMeHHATa MM ynoTpeba H3HMCKBA MOHHMTODUpaHe Ha TokasaTenure Ha
KPBBOCECHPBAHE.




Tuwnronudun: HCTIBC He TpaGea ce ynoTpeOaBaT ¢IHOBPEMEHHO ¢ THKIOMAAMH, HOPASK PHCK OT
amHTHBeH eeKT IpH HEXUOHpaHe Ha TPOMOOLMTHATA (QyHKIHI.

Memompexcam: HCIIBC Onoxupar TyGynHaTa Cekpellis Ha METOTPEKCAT, B Pe3yJaT Ha KOETO ce
HaMaiaBa HeroBud OvOpeucH wiupwue. ToBa MoKe 7Ja JOBENe 10 MOBMIIABAHE Ha
KOHLICHTDALIAUTE HA METOTPEKcaT B KpPBBTZ, HacThNBAHE HA peIdla  MeTaboNHTHH
B3aHMOIEHCTBMA U 10 3aCHIRAHE HA TOKCHUHUTE My ehekT.

3arora eaHoBpeMerHaTa ynotrpedara Ha HCIIBC BpB BHCOKM J03H (BKMIOYMTEIHO uGYIpodeH)
H Metorpekcar TpsGea fa ce w3barea. [Ipwnoxenmero Ha komMOMHMpaHa TEpamua M3HMCKBA
MOHHTOpPHMpaHE Ha OBOpedHHTE (QYHKLIHH.

Denumoun, aumud; IIpy eIHOBpeMEHHO MpwIokenue HA ubynpodeH ¢ QeHUTOHMH M JATHIA-
ChIBPKANM IPONYKTH & BbIMOXKHO TOBHIIABAHE HA CEPYMHHTE HHBA Ha ITOCHSHHHTE, TTOpAIM
KOETO € IPeNOPEYHTENHO TPOCTENIBaHe HA CepYMHMTE KOHIIEHTPALMM Ha JTHTHH H GeHHTOMH.

Covpoeunu zruxosudu. HCTIBC MoraT aa BIOIWET CHIUECTBYRALN2 ChPASYHA HETOCTATBYHOCT H
Ja JoBeJaT TO TOBWINABAHE Ha IUIa3sMEHaTa KOHLEHTPAUHA Ha ChPACYHHMTE TINIMKOZAIM.
Heo6xo/1Mo ¢ MOHATOpYPaHE HA ITA3MEHHTE HABA HA JIMIOKCHH.

Amunoznucosuou;: HCIIBC morar ma 3a0aBAT EIMMHHMpAHETO H2 AMUHOITHKO3HIHWTE
aHTHOMOTHIIE 1 12 YBETHYaT TAXHATA TOKCHYHOCT.,

Mugenpucmon: Ipunaranero nva HCIIBC 8-12 nHn cnen nedenue ¢ MHQETPUCTOH MOXE aa
HaMalH eeKTHT Ha NOCTENHHS.

Cynpanunypeiinu  npenapamu. HCIIBC noTeHuMpaT XHIOTTHKeMIUHMS — edeKT Ha
cyndanunypelHuTe aHTHINaOETHYHM CcpeacTBa. [Ipenopbusa ¢ MOHMTOpHpAHE HA HHBOTO Ha
KPBBHATA 3aXap B CIyHaif Ha KOMGHHHPAHO NPHIIOKCHHUE.

Edekt H T'H TekapCTBEHU CPENCTBA BEPXY NSHCTBUETO Ha ubynpoden

Anmuxunepmensuenu cpedemaa w ouypemuyy; AHTUXUTIEPTEH3UBHUTE CPEICTBA M IHY PETHLUMTE
Morar ga moreHumpar Hedporokcuunocrra Ha HCIIBC. Or apyra crpana HCIIBC morar na
HaManAT eekTa Ha JHypEeTHIIHTE M aHTHXHNepTeH3uBHuTe cpenctra (ACE unxuburopu u Gera-
Groxepn).

ITpu maupenty ¢ HamarneHa GuOpeuHa QyHKuus (AexXHaparTanps, QM2 B CTApUCCKd BB3PACT)
npunoxednere Ha ACE uaxuburop unu AT)- 6nokep 3aegHo ¢ COX uHXmOMTOp MOXE Ha
BIOIM B MO-ToniMa creneH OnbpewyHara QyHKUMA W fJa JoBele 10 ocTpa OnOpevHa
HEROCTATBYHOCT, KOSATO B MOBEYETO CIy4aH ¢ ofparuma. 3aToBa Npd HeoOXQAUMOCT OT
KOMOMHHpaHa Tepanis Te3W malieHTH TPAOBa 1a GBAAT NOCLBETBAHM AA ITPUEMAT 0CTATHYHO
KOMIHYECTBO Te4HOCTH M 1a OBA¢ npocienssana Ou0peunara UM QyHKLHSA,

Ennospemennoto npunoxedue Ha ubympoden ¢ ACE HUHXuOUTOpY W Kanuii-ChXpansBamy
AWYPETHUM MOXE 13 NMpPeIH3BHKA XHIEPKANHEMHs. 3aToBa € HeoOXOOHMO MOHMTOpMpaHe Ha
HHBOTO HA Kajus.

Tpomboyumnu anmuacpezanmu (knonudozpen u mukionudus): TIOBYITABA C& PUCKBT OT KEpBEHE
OT CTOMAIUHO-YPEBHHA TPaKT.




Xopecmupamun: XonecTHpaMuH HaManasa 1o 25% abcopbumuara Ha WOynpoden, nopaau koeto
NiBaTa ICKAPCTREHH MPENapara He TpaGBa Aa ce HPHIAraT npes HATEPBa HO-MalpK OT 1 gac.

Luxnocnopun: Komburwpanoro npuiokesne Ra mskouw HCIIBC # nuxmocnopuH ysenudasa
pucka ot OvOpeuno yspexnane. Tosu eekT He MOXe 1a Ceé M3K/IIOUM M HpH KOMOHHAIHATA
HOYNpodeH H LMKJIOCIOPHH,

Taxporumyc: YBenudapa ¢e pUCKBT OT HEQPOTOKCHYHOCT,

3udogyoun: EpnospeMennoTo npunoxkeHHe Ha HCIIBC W 3HI0BYAMH yBenMyaBa pHCka OT
XCMATOTOKCHYHOCT. HeoGxommMo e mpoBeknaHe Ha KPBBHH M3CIEHABRHMA 1-2 CEAMHUH CHen
HaYaNno0To Ha KOMOMHUpPAHATA TepaIus.

Pumonasup: Moxe na noBHNIM [m1a3MeAuTe KoHUeHTpamys va HCIIBC,
Ipobeneyud wru cyagpunnupason: Morar fa 3a6aBAT eTHMUHMPAHETO HA MGy TpOdEH,

@ayopoxuroronu. EnHospemensoTo npunoxedne Ha HCIIBC M (uyopoXWHOMOAH yBelaHdaBa
MCK4 OT T0ABa Ha IEPYOBE.

Kopmuxocmepoudu: YBennyapa c€ puckbT 3a BB3HHKBAHE HA KbPBEHE H YJILEPALHs HA TACTPO-
WHTSCTHHANHUA TPaKT,

Barnoghen: IoBumapa ce TOKCHYHOCTTA HA Baknoden,
Morrobemud: 3acunea edexta Ha uOynpodeH,

Amoxon, Gudpocgonamu u newmoxcugpurun: TIOBMINABA ce PHCKET OT NOABA HA HEKCIAHH
JIGKAPCTBEHH PEaKlHi 1 KEPBEHE OT CTOMAIIHO-YPEBHUA TPAKT.

4.6 ®epruanrer, GpeMEHHOCT H KEpMeHe

Bpemennocm
Ipunaranero Ha ubynpoden Moxke 1a HMa HexenaH ehekT BEPXY OPEMEHHOCTTa M PARBHTHETO
wa emOprona/peryca, nopann G1oKMpaHe Ha POCTATTAHIMHOBHS CHHTES.

Crnopen naHHHM OT TPOBENEHH EMMAEMHOTOTMYHM MPOYYBAHHSA yrnotpeGata Ha uGynpoden B
HAYANOTO Ha OPEMEHHOCTTA YBENTMYaBa PHCka OT CNOHTaHeH abopT, BPOJEHH Man(opMalHi Ha
ChPJEYHO-CBI0BATA CHCTEMA U MaCTPOCXH3NC.

Puck®T HapacTpa ¢ NPHETATA 1033 U IPOALIKHTENHOCTTA HA neyeHneTo. Or 20-ata ceaMuua ot
OpeM¢HHOCTTa HATATBK ynoTpedata Ha nOYnpodeH MOXE A8 NPHIMHH OJIUrOXHIPAMHHOH,
IB/DKALL ¢¢ HA Hapylienue Ha Obp0pedHara QyHKIHA Ha PeTyca. Tosa MOXe f1a C€ MOSBH CKOPO
CIeq 3an0YBaHe Ha Je4eHWeTo u odlkHoBeHo € 0OpaTHMO TIpH MpekpaTsBaHe My. B 1ombnHenue,
HMa CbOOIIEHNA 32 CTECHABAHE HA ductus arteriosus CNel JeYeHue Ipe3 BTOpHA TPHMECT),
NOBEUETO OT KOMTO OTIBYYARNAT CJie] NPeKpaTARate Ha nevyenneTo. CleoBaTeNHO, npe3 MbpBHA
¥ BTOPHS TPHMECTBD OT OpeMeHHOCTTa HOyTpodreH TpaOBa 1a ce Npunara eMHCTBEHO NPy
CTpOTH MERMIIMHCKH MoKa3aHuA. B Te3u ciaydan Tpsabea ce H3MO0N3ka BE3MOXKHO Haii-HHCKaTa
J1033 38 MAKCHMATHO KpaThK AEPHOA oT BpeMe. Cllel eKcno3uima Ha #OYIpogeH B IpOaAbITKCHHES
HA HAKOJIKO OHH o1 20-aTa recTalOAHA CEIMHIIA HATATEK TpAOBa 14 ce OOMMCIH
NPOCTICAABAHE 33 ONUTOXUAPAMHUON 4 CTECHSBAHE Ha ductus arteriosus. YIIOTPE




ubynpoden TpaGRa 11a e NMPeYCTAHOBH, 4K0 C¢ YCTAHOBH OJIMTOXHAPAMHHOH WIH CTECHABAHE HA
ductus arteriosus.

Ilpe3 nocnegHUs TPHMECTED OT OPEMEHHOCTTa, HHXHOUTOPUTE Ha MpOCTATNAHAMHOBUS CUHTER
Morar ga OKakaT CHeJHHTE HekenaHH e(PeKTH BhpXy TI0JA: [PCKASBPEMEHHO
cTecHsiBane/3aTsapaHe Wa ductus arferiosus © pa3BuTHe HAa 6enonpobHa XUIIEPTOHMA H KAPHHO-
IyIMOHQIHA TOKCHYHOCT; YBpekane Ha 6bOpevnaTa QYHKIMA, KOETO MOKE fa [porpeckpa Ao
On0petHa HeNOCTaTLYHOCT K CARTOXHAPAMHHOH (BX. [O-rope),

PuCKbT 32 MaifkaTa H HOBOPOJEHOTO C& CBCTOH BBB BBIMOXKHO YIRIKABAHE HA BPEMETO Ha
KBPBEHE (aHTHAIPEraHTeH eeKT), TOTHCKAHE HA MATOUHHTE KOHTPAKIMY, KOCTO Nia JOBEAE JO
NPOTPaxMpato pakjake. JaTOBa H3GON3BAHETO Ha MOYNpodeH € MpOTHBOTIOKA3aHO IIpe3
NOCIESAHNA TPHMECTRP OT OpeMeHHOCTTA.

Kupmene
Hoynpoden ce exckpeTupa ¢ MalifdHHOTO MIAKO, HO B TEPANEBTHURM [O3M ¥ KPaTKOCPOTHO
JIEUEeHHE PHCKDT 38 KBPMAYETO € MAIKO BEpPOATEH.

Depmunrumem

Hma panmu, ye COX HHXHOGHTOPUTE/MHXUOHMTOPHTE HA TPOCTArTAHTHHOBHA CHHTE: OKAa3BAT
neOnaronpuaTeH edekT BbpXy OByNAUMSTA H MO TO3M HAYMH M BBPXY (EPTHIHTETA.
Braneiicrsrero ¢ o0paiuMo cliel MpeKpaTaABaHe Ha Ie1eHueTo.

4.7 EQeKTH BEPXY CIOCOBHOCTTA 32 urodupane u padora ¢ MAHIHHK

[Tpunokenvero na ubynpodeH B TepaneBTHYHH 103H He NMOMIMABA CNocobHOCTTa 33 wodHpade
u pabota ¢ MamMAM. Bempexu ToBa, Npu NpMeM Ha BHCOKH JO03M HOYNpo(eH MoTaT na ce
HaGofaBaT HEXeENaHH peakUMH Karo yMopa, ChHMUBOCT, CBETOBBPTEX M HApyWieHHA B
3PEHHETO, KOHTO MOTAaT Ja NOBIHAAT BLpXy CHocoBHOCTTA 3a modupane H paboTa ¢ MallHHH.
‘To3n edexT ce moTEHLHPA OT pHEM HA ANKOXOJ.

4.8. HexenanH gexapcrseHH peakuHH

Hexenauute JEKapCTBEHHM peaklMH B TOBCUETO CRyYaWw ca AO30-3aBucHMu. Knunuanmte
poy9BaHus MOKA3BAT, Y¢ ynoTpebara Ha ubynpogen, ocobeHo BBB BUCOKH To3H (2400 mg/nen),
MOXE [1a € CBBpP3aHa C IOBHIIBAHE HAa PUCKA OT apTepUanHu TpoMOOTHYHM CBOMTHA (Hamp.
HH(APKT HA MMOKAPAA MITH WHCYNT) (BrAcTe Touxa 4.4).

Hail-yecTuTe HeXelaHH JeKapcCTBEHH DPEakUHH ca HApYIIEHHATa OT CTPaHa HA CTOMAILHO-
YPEBHHA TPAKT.

BB3MOKHH ca clleIHNTE HEKeaaHH JSKapCTBEHH PeaKiuy:

ChpiaeIHH HADYHIEHHS

Muoro peaxu Hannutanuy, ChpaeuHa HETOCTATBYHOCT, MUOKApIEeH HHYAPKT,
ocThp OenoapobeH OTok

Hapymenns ga KpLBTA H JHM$HATA CHCTEMA

MHoro pegxu AHeMusd, nTeBKONEHHA, TPOMOOIMTONEHNUA, TAHUHTOEHHS,
ArpaHyJIQUHTO3a

HapyiueHHS HA HePBHATA CHCTEMA

Yecrn 3aMasHOCT, IT1aBOOQIHE, COMHOJIEHTHOCT, 0e3ChH

CBETOBBPTEN, PAIAPAIHHMOCT




Mroro peaxn

| Acermrrruen MenurTHT

Hapymwennn Ha ounTe

Heuectn

3puTenHn HapyIeHus

Penku

Tokcrynra aMOTHOIHA

HapynleHus Ha YX0TO H Ja6HpHHTA

M=uoro peaku

| TuuuTYC

PecriupaTopHy, rpbAHE M MEIHACTHHAINH HAPYIICHHA

Heuectu

[ Bporxocnasem, pusnr

CroMaiHHO-4YPEBHH HADYIHEHHSA

MHuoro yecTH

JHcnencus, cToMalllHH KHCENMHH, kopeMHa Gonka, raneue,
NOBpEIIAHE, $raryNeHuus, THapHA, KOHCTHNAINA

YecT

T"'acTpo-HHTECTUHAITHH 3B © NPOABH HAa KBPBEHE H Mepdoparins;
OKYITHU KPBBOMIIMBH, KOUTO MOTAT Ja MOBEAAT IO XeMATEMEeda,
MENEHa, aHEMHSA; YILIEPO3eH CTOMATHT, KOTHT, 000CTpsAHE Ha
HWIEYC, YCAOKHEHNS CBLP3aHY ¢ JHBEPTHKY1034 Ha AcbenoTo
tepro (nepdopanus, pucryna)

Heyectu

TacTpur

M#Horo pezkn

Esodarur, TAHKpeaTuT, YpeBHH CTPHKTYPH

HapyweHnnn na 0ulpennte H NHKQYHHTE MHETHINA

Heuyectn

TTosea Ha oTouH, ocobeHo NMPH NAUHEHTH ¢ apTEPHaITHA
XHepTOHHA UK OBOpeUHa HeLOCTATLYHOCT; Hedpo3eH CHHAPOM,
HHTEPCTHIHAJIEH He(puT

MeHoro peaxn

TManunapHa Hekpo3a (ITpH IPOABIBKHTEAHO JTeUYeHHE)

Hapymenna HA KOKATA H HOAKOKHATA ThKAH

Heuectn

DoToceHcHOMNM3ALINA

Muoro peaku

Epurtema ekcyaaTupyM MynTuqopMe, ekcoaHaTUBEH AEPMATHT,
cuHIpoM Ha CTHBBHC-JKOHCEH, TOKCHYHA eNHISPMATTHA
HEKPOITH33, ANIONELA, HeKPOTHINPAIL GacLHT

CovaoBH HapymleHHA

Manoro peaku

l XHISPTOHUA

HapylueHHSl HA MMYRHATA CHCTEMA

Hesectu Peakiuue Ha CBPBXYYBCTBATENHOCT-YPTHKAPHS, ChpBek, mypirypa,
€K3aHTEMA, ACTMATHYHH [IPHCTHIH
Penxn CHHApOM Ha IIYITYC epHTEMATO3YC

Muoro peaxu

Orok Ha aKeTo, HaOn0BaHe Ha e3HKa, OTOK Ha TAPHHKCA,
OpOHXOCNA3EM, MCITHES, TAXHKAIHA, XHIIOTOHMS, IOk

XenaTo- GHIHAPHH HAPYINEHUAR

Muoro penxu

UepHoapoOHa TUCHYHKIINS, YEpHOTPOGHA HEIOCTATEYHOCT,
OCThp XeNaTHT, HKTEp

IlcHXMYHH HApYiUeHHus

Penxu

| Jlenipecns, o6bpkBaHe, XanoLHHALHY

JlaGopaTopHu u3cnenBaHuA: pAAKO c¢ HAOMONABAT MOBWIIEHHE Ha A30THHTE TeNa B KPbBTa, HA
4epHOAPCOHHTE TpaHCaMHMHAazsd M ankanHaTa ¢ocdaTasa; NMOHHMEHWe Ha XeMornoGHHA u
XEMATOKpUTa, uHxubGupane Ha TpoMOOLUMTHATA Arperalms, yIBIKEHO BPEME Ha KLPBEHE, HUCBK
CepyMEH KUILHMH H NOBUIIEHHE HA CEPYMHATa KOHLUCHTPALIHA HA IMKOYHATA KHCENHHA,

CrobiiapaHe Ha MTO03HPAHH HEXKETAHN DEAKIIHH

Cro0IaBAHETO HA MOMO3HPaHH HEXETaHH pPeaKkIHH CNEej pa3peliaBaHe 33
JICKAPCTECHMA MPOAYKT & BakHo. 10Ba nO3BONABA [a MPOALIKH HAad,




CHOTHOWECHUETO NOMIA/PHCK 3a NEKapeTBEHWA NPOAYKT, OT MeANLHHCKHTE CIEHHATHCTH ce
H3MCKB2 JJa ChoOIARAT BCAKA N0JI03MPaHa HexKENaHa Peakiua upes;

H3mbaHHTENHA areHINs MO IeKapCTBaTa
YL ,,Jdamse I'pyes™ Ne 8,

1303 Cobus, Bearapus

Tem.: + 359 2 8903417

yebcaifT: www.bda.bg

4.9, Ilpeaosupane

HNornpanero Ha KNHHWYHO 3HauAMK no3u HCIIBC ce mposesBa ¢ racTpo-MHTECTHHATHH
CHMIITOMN - Iaf€He, NOBBLIAHE, eNHracTpanHa fonka, THapusi. [1o-paako MOKE Aa Bh3HHKHE
KBpPBEHE OT CTOMAINHO-YPeBHHA TpakT. IIposeHTe OT CTpaHa H4 HEpBHAaTa CHCTEMAa <a
rapoGonye, 3aMafHOCT, CBETOBBPTEX, THHUTYC. Bucokure aozu HCTIBC neficTBar TokcHuHO
BBPXY HEHTpaTHaTa HEPEHA CHCTEMA, KOETO C€ M3paisBa B CHHIIMBOCT, BE30YMa, Ne30pHEHTAINIA,
repyoBe WM koma, OTpapanero ¢ HCIIBC roau mo MerafonuTea alpaosa W yORTxaBaHe Ha
npotpoMburoBoTe Bpeme/INR. BriociencTsue € BL3MOKHO pasBHTME Ha ocTpa OnOpeura u
YepHoAPOOHa HEIOCTATHIHOCT, NOTHCKAHE HA AHUIAHETO, {HAHO3A H XHUITOTOHHS.

JleuenHeTo € NOAABPKAIIO M CHMIITOMATHYHO H €€ H3Pa3aBa B OCUT'YPABAHE Ha NPOXOIHMOCT Ha
JAUXaTe/IHUTe MBTHUIA, MOHHTODHPAHE HA KPBBHOTCQ HANSTZHE, MYJICA M OCTAHAIHTE KUIHEHU
[OKa3aTeny oo CTAOWIH3HPAHE Ha CRCTOAHMETO, B Cnyvail ye NanMeHTsT € Mors/iHan nosede oT
400 mg/kg Terno ubynpodeH e xenarenHo Na ce HANPABM CTOMAWIHA MPOMMBKA ¢ METMUHHCKH
BBIJICH B PAMKHTE Ha 1 4ac ClIcA OTPaBAHETO. AKo ubynpodeH e Bede abcopbHpal ce MPUCTLIIBA
kbM dopcupada ankaiHa quypesa. HaMa cneuudmuen autwzaor.

5. ®APMAKOJOIMYHH CBOUCTBA
5.1. ddapMaxoaMHAMHMHH CBolicTBa

DapMakoTepaneBTH4HA IPyNa: HECTEPOHIHH NPOTHEOBR3NAIMTENHH W  AHTHPERMATHUHH
JIEK2PCTBEHH CPECTRA, IIPOU3BOIHH HA NMPOITHOHOBATA KUCRTHHA.
ATC kox — MO1AEQ]

Hbynpoden e HeCTepOMIRO MPOTHBOBB3NANHTENHO TEKAPCTBEHO CPEICTBO, KOETO IPHTEKABA
NpPOTUBOBR3NANHTENHO, aHANTETHYHO H aHTHIIMPETHIHO AeiiCTEHE.

Hbynpogen xynupa Gonmka ¢ Be3NATUTeNHa reHe3a M TOBIHABA OCTAHAIMTE TpH3HALM HA
BE3NANIEHHETO - OTOK 1 MOBHIIEHA TEMINepaTypa.

MexaHn3bM Ha JelicTBre
Ubynpoden noTucka crHTe3a Ha NPOCTATNAHAMAN KATO MHXMOMpa aKTHBHOCTTA Ha €H3HMa
uuKnookcurenasa. Oceer Toea ubynpoden okassa HHXHOHTOPEH edekT u BbpXy ADP (aaenosuH
nudocdar) Wi keaares-cTHMYIMpaHaTa TPOMOOIHTHE Arperalius,

ExcnepiMeHTATHHTE JTaHHM NOKa3BaT, Ye NpH eHOBPEMEHeH NpHeM HOynpoden Moxe
KOHKYPEHTHO 14 NOTHCKA ed)eKTa Ha HHCKH JO3M aleTHITCATHLMIOBA KHCEITHHA 110 OTHOLIEHHS
Ha TpoMGonMTHaTa arperamus. Hakow apMakoIWHaMH9HH MPoy4BaHUs TTOKA3BaT,4e
TIpHEMAT eTMHHYHN 1031 HOynpodieH 400 mg 1o 8 4. npeam win 30 MuH. ciea mp
ANCTWICATHUUNOBE KHCEIUIA C HeNnoCpeacTBeH0TO ocrobmkarare (81 mg), ce
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edekra Mo oTHOLIEHHE HA 00pa3yBaHeTo Ha TPOMOOKCAH WIH TPoMGOLHTHA arperauns. Beropexn
4& HMa HEACHOTH OTHOCHO €KCTPANONHPAHETO Ha T3 NAHHH KBM KIHHHYHUA Clydaif, He MOXKe
Aa ce M3KI0YH BB3MOKHOCTTA PEA0BHATA ALIrOCpowHa yroTpeda Ha HOyNpodeH 1a Hamanasa
KapAHONPOTEKTHBHHA €EKT HAa AUSTWICATHIIWIOBATA KHCENHHA B HHCKM Ho3H. CMsTa ce, ue
HAMA roJIAMa BSpPOATHOCT o0HyaiiHaTa ynorpeda Ha ufynpoder fa ToReie 0 KIMHUYHG 3HaYUM
edrext (BIxTE TOUKA 4.5).

5.2, QapmakoxuHeTHIHN ¢BolicTRa

PesopOrms
Hbynpoden ce abcopbupa 6Bp30 0T CTOMAIIHO-UPEBHMA TPakT. MaKcHMalHH IUIa3MeHH

KOHLIEHTPaHWH ¢¢ JOCTHTaT 1-2 Yaca cled nepopalHoTo PHIIOKEHHE.

Pasnipenenenve
H6ynpoden ce paztipesens 6bp30 1 HHTEHIUBHO B LEAHA OpraHu3bM. CBLP3Ba ce ¢ IIA3MEHHTE

MpoTenH: B 99%.

MetaBomuzsm
MetaGonusnpateTo ua uGynpoden ce WIBLPIIBA B YePHWA APoO 4Ypes XUIPOKCHIHpAHE M
kapbokcHnupane. OOpa3yBar ce JBA HEAKTUBHH MeTab0IuTa.

EanmunnpaHe
[ImasmeHuAT monyxueoT Ha ubynmpodeH e okono 2.5 uaca. PapMAKONOTHYHO HEAKTHBHHTE

MeTafoNUTH ce eKCKpeTHpAT NpeauMHEo upe3 Grbpenute (8 90%), a CBILO H Ypes HITbYKATA.
3.3. OpenciuuHYHH AAHHH 3a Ge3omacHoCT

CyOxpoHuYHaTa M XPOHUYHATA TOKCHHHOCT Ha uOympodes B NMpoyusaHHA NP XKHBOTHH Ce
H3pPa3sea OCHOBHO ¢ YBPEXIAHE HA TACTPO-UHTECTHHATHUSA TPAKT H yJILIEPAIHiL.

In vitro M in vivo TECTOBE HE MOKAIBAT KITHHHYHO 3HAYHM MYyTAreHeH NOTEHIHAT Ha MOyIpoden.
He ¢ ycranoBeH KaHugporeHeH ePeKT Npu M3CIeNBanus BbpPXY MHUIIKH H TIIbX0BE.

Hacnenpanus BbpXy pasimvHM JKHBOTHHCKH BHIOBE MOKA3Bar, 4e ubynpotheH NOTHCKA
OBYNAUMATA W HApylIaBa HMIUTAHTHPAHETO HAa 3apoiHIIa B MaroyHara crena. HGynpoden
NPEMHHABA JHAINAleHTAPHO.

6. ®APMALIEBTHYHU TAHHH

6.1. CoHCHK HA IOMOLIHUTE BEWECTBA

Tabremno aopo:

MukpokpucTaIHa Lemyno3a

CunuuneR AMOKCHI, KONouAeH Be3BOIeH

Kpockapmenosa Hatpuit

Hartpues naypuncyndar

MarnesueB creapar

Puamoso noxpumue:
Opadry IT 85F18422 White, ceaspxan:
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Tonu(BHBIIOB AMKEXa))

TuTanos guoxcHyg

Maxkporon

Tamk

6.2. HecnBmecTHMOCTH

He ca u3pecTHu.

6.3. Cpok na rogHocr

3 rozmHﬁ.

6.4. CriellHa/IHH YCIOBHA HA ChXPaHEHHe

Mpu Temnepatypa mox 25°C.

6.5. Buau cxAbpkanne WA ONaKoBKAaTa

IhspBirHa onakoeka — 10 Tabnetku B Gnuctep oT Tepae PVC/ anyMunueso gonuo,
Bropuyna onakoeka — 1 umH 2 GMMcTepa B cIbBASMA KapTOHEHA KyTHs, n3paboTena oT
€IHOCTPaHHO MUIMEHTHO NOKPHT KapTOH.

He BcHIKH BH/OBE ONTAKOBKH MOTaT 1a GBIAT MyCHATH B Ipojiaxoa.
6.6. CnennaiHy npeanasuy MepKy NpH IRXELIAHE H paboTa
He ca mBecTHH.

7. MPHTEXATEJ HA PASPEHIEHHETO 3A YIIOTPEBA
JAHCOH-BEI 001

yiL. ., Oreu [Mavcuii™ Ne 26

2400 rp. Panomup

bunrapun

Ten.: +359 2 4519300

e-mail: office@danhson.com

8. HOMEP HA PAIPEIHEHUETO 3A YIIOTPEGA
Peructpatuonen HoMep: 20200129

9. NATA HA ITLPBO PAIPENIABAHEMOIHOBABAHE HA
PA3ZPEINEHHUETO 3A YIIOTPEBA

Jlara Ha ThpBo paspemapane: 03.08.2020,
Jata Ha nocnefiHo MOAHOBIBAHE:

10. JATA HA AKTYAJIU3HPAHE HA TEKCTA

cerrremepH, 2022

12




