1.  VIME HA JEKAPCTBEHMSI IPOAYKT

TRITACE® Plus2,5 mg/ 12,5 mgtablets | L,

TPUTEMC [lmoc 2,5 mg / 12,5 mg Tabnetkus | onosp+ it

| 0
TRITACE® Plus 5 mg / 25 mg tablets HAT - ﬁ é\ 63 j’/(_{"a 7

TPUTEHC Imioc 5 mg / 25 mg taGietku T .5@36_@3,”4&? |

2. KAYECTBEH U KOJIMYECTBEH ChCTAB

Bcska Tabnerka caaspxa 2,5 mg pamnnpml/ 12,5 mg mpomopmnasu,u (2,5 mg ramipril / 12,5 mg

hydrochlorothiazide)

Bcesaxka TabeTka chabpka S mg pamunpmia / 25 mg XHIPOXJIOPOTHA3HL (5 mg ramipril / 25 mg
- hydrochlorothiazide)

3a TBJIHHA CHHCHK Ha MOMOIIHHUTE BEILIECTBA, BHXKTE TOYKa 6.1.

3. JIEKAPCTBEHA ®OPMA

Tabnetka

4.  KJIMHWYHU JAHHH
4.1 TepaneBTHYHH NOKA3AHASA

JleueHue Ha XMIICPTOHHA
KomGuHnalusaTa ¢ GUKCHPAHH [03M € NTOKa3aHa MPH MMALHEHTH, YH€TO KPHBHO HA/IATaHE HE ©
HOCTaThYHO 00pe KDI—[TpOJIHpﬂHO MPH CaMOCTOSTETHOTO TIpHIaraHe Ha PaMHIIPHI WK

XUAPOXJIOPOTHA3HA.
4.2 Jfo3npoBKa H HAYMH HA NPHJIOKCHHE
TlepopaHo NpHIOKEHHE

IMpenopruBa ce TRITACE PLUS aa 6v1e npueMaH BEAHBX AHEBHO, N0 €/1HO H CBIO BPEME BCCKH
7ieH, OONKHOBEHO CYTPHH.

Twit kaTo MpHeMa Ha XpaHa He IpoMeHs SuonanuyHocTTa My, TRITACE PLUS MoXe fa 6bae
NpHEMaH TIpeJiH, N0 BpeMe Ha WM CJIe XpaHeHe (BX. TO4Ka 35.2). - -
TRITACE PLUS tpa6sa na ce nornsina ¢ TedHocT. He Tpabea na ce anpue wiu paa'rpomaﬂa

Bwapacmuu _

- Josara Tpsabpa na 6bae HI-I,E[HBH,E[}’HJIHBHP&H& cnope,u npoqmna Ha MalreHTa (BXK. Touka 4.4) U
KOHTpOJI2 Ha KPBBHOTO HaAraHe. [Ipuiaradero Ha duKcupaHaTa KOMOMHALMSA OT PAMHIIPHIT H
XMAPOXJIOPOTHA3ZH OOHKHOBEHO ce NMPenopruBa Clie] TTPAL|A Ha 103aTa ¢ CAMH OT OTJCIHHUTE
KOMITOHEHTH.

TRITACE PLUS 1pa6pa aa 6b1e 3an04BaH ¢ Hali-HUCKATa Bh3MOXHa 103a. AKO € HeoOX0HMMo,
103aTa MOXe Jia Obae NpOrpecHBHO yBelMdaBaHa A0 JOCTHFAHE Ha XEJNAHOTO KPEBHO HAMIATAHE,
MaKCHMAaTHO TOMYCTHMHTE o34 ca 10 mg paMHNpHI H 25 Tng XMAPOXIIOPOTHA3H AHCBHO.
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Creyuannu nonyviayuu

llayuenmu, nexysanu ¢ ouypemuyu . | | |

ITpH aLKeHTH, IHOBPEMEHHO JICKYBaHH C nuype'muu, ce npenﬁp'bqﬂa [IOBHILICHO BHHMaHHe T'E:ﬁ
KaTo MOXke J1a Bb3HHKHE XUIIOTOHUA CIIe]| 3an0BaHe Ha JeueHueTo. Tpabaa aa ce uMa NpeaBM]

- HAMAJIABaHe Ha 103aTa HA IMYyPeTHKA WIH CIIHPaHeTO My, IIpeay 3anovBaHe Ha JIe4eHHe ¢ TRITACE

PLUS.

IHayuenmu c 6vbpeuno yspeoicoane

TRITACE PLUS e npoTHBONOKA3aH NPH TEXKO GEOpeYHO yBpexIane, nopaau
XHAPOXJIOPOTHA3HAHATA KOMIIOHEHTa (KPEaTHHUHOB KIHPBHC < 30ml/min) (Bx. Touka 4.3)
[TauuenTH ¢ HapyieHHe Ha OBOpeuyHaTa GyHKIMA MoraT Ja H3uckeaT HaManenn no3d TRITACE
PLUS. ITauueHTH ¢ HABA Ha KPEaTHHHHOB KIMPBHC Mexkay 30 u 60 ml/min Morar aa 6baT neKyBaHH
caMo ¢ Hall-HUCKUTE A03H Ha GUKCHpaHaTa KOMOHHALMA paMHIIPHIT H XHAPOXJIOPOTHA3HA, CIIEN
CaAMOCTOATENIHO NPWIaraHe Ha paMunpwi, MakcuMaaHuTe AOIyCTHMH NI03H €2 5 mg paMHIIPHI U

25 mg X¥apOXJIOPOTHA3KH JHEBHO.

lHayuenmu ¢ weproopobHo yepedcoane

IIpn naumeHTH ¢ IEKO A0 YMEPEHO YepHOAPoOHO yBpekaane, neyenuero ¢ TRITACE PLUS tpabsa
f1a Gbe 3aI04YHATO CaMoO MO/ CTPHUKTHO MeIUIIHHCKO Haﬁmo,ueﬂﬂe H MaKCHMaTHUTE I[H&BHPI Ao3u ca
2,5 mg pamunpun ¥ 12,5 mg XMAPOXJIOPOTHA3HA.

TRITACE PLUS e npoTHBONOKa3aH Npu TeKKO 4epHOAPOOHO yBpexKaaHe (BX. To4uka 4.3).

Cmapt:ecm gv3pacm |

Hagannute go3n 'IpﬂGBa na OBAAT NO-HHUCKH K MOCHEABAIOTO TUTPUPAHE Ha J103aTa Tpaﬁna na 6bae
o-0aBHO, MOPAAH MO-TONAMATA BE3MOXKHOCT OT HeXeJIaHH PeaKLH, OCOOEHO NMPH MHOTO Bb3pacTHH
M HeMOIIHH MalHEHTH.

Ieduampuuna nonynayus
TRITACE PLUS He ce npenopb4yBa 3a ynmpeﬁa pH flenia U IoHOwWH 10 18 roawsy, nopa;m
HeAOCTaThYHH JaHHH 3a 0€30MacHOCT K €(PUKACHOCT.

43 IIpormsonoka3anusd

- CBPBLXYYBCTBHTENHOCT KbM aKTHBHOTO BewlecTBO WM KbM Apyr ACE nnxnbutop (MHXUOHTOp Ha
AHTHOTEH3MH KOHBEPTHPALMA CH3UM), XHAPOXJIOPOTHASHI, APYT THA3HACH JIHYPETHK, cynq:loHaMH,uH
MK Haxoe oT nmoMomnuTe BemecTsa Ha TRITACE PLUS (Bx, Touka 6.1).

- AHaMHe3a 32 aHTHOeieM (HACICACTBEeR, HANONATHYEH WIH BCeACTBHE teueHue ¢ ACE uHXubuTOopH
unH aurnorensud I peuenropau antaroHucTd (AIIRASs))

- EKCTpakopriiopasiHo JieieHHe, BOAEIIO 10 KOHTaKT Ha KPbBTa C o*rpuuaTenHo 3ape,ueHH nompxnocm |
(BX. TOUKa 4.5)

- 3HauHMAa JBYCTPAaHHA CTEHO3a HA GBOpedHATa apTepHs WIH CTEHO3a Ha 6'56petma apTepHa Ha
eAMHCTBEH pyHKIOHNpal Os0peK

- Bropu Wiy TpeTH TPUMECTED Ha ﬁpemeHHocm (B)K TOUKH 4.4 1 4. 6)

- Kepmene (Bx. Touka 4.6) |

- Texxko yBpexxnaHe Ha 6bOpeuHara GhyHKUHS ¢ eraTHHHHGB KIMpBHC nox 30 ml/min npu
HeAVAJTU3UPAHH NalUEeHTH

- KIMHWYHO 3HAYHMM eNIEKTPOJINTHH HapyIUeHHA, KOMTO MOTAT Ja C¢ BIIOLIAT CJICK JIEYEHHE C

TRITACE PLUS (Bx. Touka 4.4)
- Texxko yBpexxaaHe Ha YepHOApOoOHaTa PyHKUMA, qepHo,upOGHa eﬂueQ)anonam



4.4 CnenHajHu NpeAYNpekTeHH B NpeAua3nd MEePKH NpxH ynorpeda

Cneyuannu nonyrayuu

Epemennocm: Jleuenne c ACE HHXHOHTODH KaTO PAMUIIDHI WM anrHoTensuH 11 penerrropuy
antaronictd (AIIRAs) He Tpsa6Ba a ce 3amoysa 1o BpeMe OpeMeHHOCT. 11pH malueHTKuTe,
mannpamn na 3abpemeHesT, Tepanusata ¢ ACE unxuburopu /ATIRAS Tpa0Ba aa ce 3aMEHH C
ATEPHATHBHO AaHTHXMNEPTEH3UBHO JIeYeHHE, KOETO MMa YCTAHOBEH MPOdT Ha 6€30MacHOCT NpH
ynoTpeba o BpeMe Ha OPEeMEHHOCT, OCBEH aKo HE Ce CHUTA 3a KpaiHo HeoOxoaumMa. Ilpu
YCTaHOBABZHE Ha GpeMeHHOCT, iedenHeTo ¢ ACE naxuburopn/ AIIRAs tpabea na 6v1e cnpsHo
He3a0aBHO H, aKO € YMECTHO, 'rpaﬁna ut Obae 3ano4Hara aJITcpHaTHBHa Tepanus (B}K TOYKH 4.3 M

4.6).
o [layuenmu c ocoben pucx om xunomoHus

- - Tlayuenmu Coc NOBUERA GKMUBHOCT HA PEHUH-AHZUOMEH3UH-ATOOCMEPOH CUCTNEMAMA
[TalMeHTH ChC MOBHILIEHA AKTHUBHOCT HA PEHHH-aHMMOTEH3HH-AJIIOCTEPOH CHCTEMATA Ca M3JIOKEHH Ha
PHCK OT CHIHO M3Pa3eHO NOHKABaHe Ha KPhBHOTO HANATAHE M BIolIaBaHe Ha GpOpeuHara QpyHKIus,
nopany ACE unxubupane, ocobero korato ACE HHXMOHTOp HIM CHITHTCTBAM] IMYPETHK C€ NPHEMA

32 OPBB ITHT WK NIPH HAYATHO MOBHIIIABAHE HA 103ATa. 3Ha4MMa aKTHBHOCT HA PEHHH-aHTHOTCH3MH-

AJIIOCTEPOH CHCTEMATA MOXKE JIa C€ OYaKBA M € HeoGX0IMMO MEIHLIMHCKO HAabIOACHUE, Bmmqnamo
MpOC/IeIBaHe Ha KPBBHOTO HAJIAraHe, TPH:
- IALMEHTH C TEXKA XUIEPTOHMS
- MALHEHTH C ASKOMIIEHCHpaHa 3aCTOHHA ChpedHa HEIOCTATEYHOCT
- MALIHEHTH C XeMOAWHAMHYHO BJIOIIEH JIABOKAMEPEH H3XO/AIN WA onmm KP'BbBOTOK (Harp.
CTEHO3a Ha a0pTaTa HIH MUTpalHara KJiamna) |
- HALMEHTH ¢ eMHOCTPaHHA CTeHo3a Ha GrOpednara aprepus ¢ BTopH GyHKUHOHHpaw OB0pek
- NAIMEHTH, TPH KOKUTO MMa WM MOXKE 1a HACTBIIH HamMaJieH 0beM Ha TE/IECHHTE TEHHOCTH
WIH COJIH (BKJIIOUMTENHO MALMEHTH, IIpUeMalllH nﬂypemun)
- MAMEHTH ¢ YepHOoApoOHa LHpOo3a W/ HIH acLMT
- TIALMEHTH, MOIOKEHH Ha FONAMA XMPYPTHYHA HHTEPBEHLMA WK aHECTE3HUA ChC CPE/ICTBA,
KOUTO IMPEeAU3BUKBAT XUMOTOHHA
OGKKHOBEHO CE NPENOphYBA KOPUIHPAHE HA NEXHUIPATALHATA, XHIIOBOJICMHSTA WIH CONIEBHA
AeHIMT TTpeal HAYaNIOTO Ha JICYeHHETO (NPH TNAlMeHTH ChC ChPACUHA HEAOCTATHYHOCT 00ave
KOpEeKUMATA TPAOBA /12 ObJie BHUMATENHO NpelieHeHa CIPAMO PHCKA OT 00eMHO HaTOBapBaHe).

Xupypewunu unmepeenyuu. | | _ | |
- IlpenoppuBa ce, KOTaTo € Bb3MOXKHO, nequHeTo c Hﬂxﬂﬁmpn Ha aH]"HOTEHBHH I{OHBBpTHpaIH.Hﬂ

EH3UM KATO PaMHIIpIUI, A2 OBblie MPEKECHATO €OWH JIeH NPeAM XUpyprHYHa Mpoueaypa.

- ITayuenmu, UsN0NCEHYU HA PUCK OM CHPOCYHA URYU MOFBYHA UCXEMUA 6 Cayyau a ocmpda

XUNOMOHUA
Haqanm Ha TepaIuATa U3HCKBA CTPOr MEIHLIMHCKH KOI-ITpOJI.

o [ITvpeuuen xunepaiooCMepoHUIbM
KoMmbHHalumATa paMUNp1 + XHAPOXJIOPOTHA3H]L HE € H360p 32 NIeYCHHE npn ITEpPBHYEH
XHIEePAIOCTEPOHUIBM. AKO PAMHIIPHN + XHAPOXIOPOTHA3K] Ce H3MOJN3Ba MPH MAUEHTH C
MBPBHYCH XHIIEPATIOCTEPOHH3BM Ce H3UCKBAa BHUMATETHO IPOCIEAABaHe Ha IUTa3MCHHUTE HHBA Ha

Kallui.

o [layuenmu e crnapuecka ev3pacm
Bxre Touka 4.2.

o Iayuenmu c weproOpobHo 3abonseane



EneKTpoNdTHH HapyllleHHs, OpagH JHYPETHYHA TePaii, BKIXOUHUTENHO XUAPOXJIOPOTHA3H/ MOTaT
Aa MPHUYHHAT YepHOpoOHa eﬂueq)aﬂanam- NpH NalHeHTH ¢ YepHoIpoOHO 3abonaBaHe. |

Ipocrednsane na 6vopeynama Qynxyus

brOpeunara q;ymcum Tpsa6Ba Aa 6bIe OliCHEeHa [IPeay U 110 BpeMe Ha TepanuaTa 4 Ao3ata Tpsdsa aa
6be KOpHTHpaHa 0co0eHO npe3 MbPBUTE CEAMHIM OT JICYeHMEeTo. OCO0EHO BHUMATEITHO
MPOC/eIBaHe CC H3HCKBA MDY nauyeHTy ¢ 6B0pevHo. pre;K,uaHe (Bx. TOUKa 4 2). IMa pHck OT
BIOWABaHe HA GE6peyHaTa QYHKLHMA, OCOOEHO PU MALMEHTH ChC 3aCTONHHA ChP/IEYHA
HEIOCTATHYHOCT WIH cnefi 6p0pedna TpaHCIUTaHTalMA.

bvoOpeuno yspexcoanus -

[Tpu naumentn ¢ 6pOpeuno BaGOMBaHe THa3UUTE MOTaT 1a npenmmma'r ypemus. KyMyiaTHBHH
eeKTH Ha aKTHBHHTE BEHIGCTBA MOTaT Aa Ce MPOMBAT NPH NALHEHTH ¢ HapyiieHa 6pOpedHa QyHKIHA.
AKO HACTBIM NporpecHs Ha 6L0PEYHOTO YBpekKaaHe, yCTAHOBEHO Ype3 MOBHIICH HeOeNTh4YeH a30T €
'HeoOXoaMMa BHHMATEIHA npeoLieHKa Ha TBpB.IIHHTa C OrJIe N Ha MpeyCTaHOBABAHE HA nnypeTHqHaTa
Tepanui (BX. TOUKa 4.3). |

Enexmponumen Qucbanarc

Heo6xommMo e Aa ce H3BBPLIBA IEPHOAMIHO H3CIe/IBaHE HA cepyMHHre enelcrponm npes
MOAXOIALIY HHTEPBAIH, KAKTO MPH BCEKH NALMEHT, IPHEMAN JMYyPeTHYHA Tepanud. THasuamre,
BKTIOYMTETHO XMAPOXJIOPOTHA3H, MOTAT 1a IPUYHHAT AUCOAIaHC Ha TEJIECHATE TEYHOCTH WITH
eJIEKTPONIMTEH AHcGanaHc (XMMOKaNHeMys, XMIIOHATPHEMHS ¥ XHIIOXIOpeMHYHA aKaso3a). Bhipeku
4e XMMOKAHEMHs MOXe Ja Ce pa3sBHE NpH ynorpe6aTa Ha THA3UAHHM JHYPETHIIY, CHITBTCTBAILATA
TEpANHsA ¢ PaAMHTIPHI MOXE a HaMalM AHYPeTHK-HHIYLIHPaHaTa XHIIOKATHEMHA. PHCKBT OT
XMIIOKATTHEMHS © Hali-ro/AM TIPH NAUMEHTH ¢ YepHOApoGHa LMpO3a, NIPH MaUMEeHTH ¢ GopcupaHa
IMypesa, U NAlHeHTH, IIPUeMAIIH HENOXXOAALIN eEKTPONIMTH H TIPH MalHeHTH, NpHeMallH
CHITPTCTBAINA Tepanus ¢ KopTukocteporau win AKTX (Bx. Touka 4.5). ITspBOTO OnpeaessHe Ha
[1a3MEHMTe HABA Ha KA TPA6BaA Ja ce H3BHPILHY Npe3 [TPBaTa CeMHIa ClIeJl 3aN0YBaHe Ha
neueHuero. IIpenopbyusa ¢¢ KOPUTHPaHe, aKO €& YCTAHOBH HMCKO HMBO Ha KasHi. Moske 1a HACTBITH
[ATYTALMOHHA XHIIOHATPHEMHMA. B HA9a/I0TO MOHIDKEHOTO HHBO Ha HATPHA MOXE /1A Onae
ACHMITTOMHO M TIOpaH TOBA € BAXKHO PEOBHOTO My H3cnezBaHe. MaciensaneTo Tps6Ba Aa e 1o-4ecTo
NPH TIAUMEHTH B CTap4YecKa BE3PacTH ¥ MHUPOTHIHM NALHCHTH. TwnasuguTe BOIAT 10 NOBHLIEHA. |
eKCKPELIMs Ha MarHe3Hil B ypHHaTa, KOETO MOXe Ja IoBeAe 1O XUTIOMarAe3HeMH.

AXunepxaruemus

[1pu HAKoOH maieHTH, nexysann ¢ ACE naxuburopuy, pxmounTento ¢ TRITACE PLUS, ce
Haf/oaBa XUNepKalHeMHA. PUCK OT XUMepKaueMHs HMa NP MALHEHTH C 6B6petHa
HEOCTATBYHOCT, Ha BB3pacT > 70 rOAHHH, C HEKOHTPOJIMPAH 3aXapeH AWadeT Wil TaKHBa npﬂemamn
KaJIMEBH COJTH, KAJIMHM ChXPaHABall{ AUYPETHIIE U PYTH aKTHBHHU BellleCTBa MOBHIIIaBAIIH
[U1a3MEHHUTE HUBA Ha KATHS WM ChCTOSHHMA KAaTO AeXUApatalus, OCTpa ChpACYHa ACKOMICH AL,
MeTaboMMTHA auua03a. AKO eJHOBPEMEHHATA YIIoTpe6a Ha TOCOYCHHTE CPEICTRA Ce CUNTA 33 |
NOAXOAIIA, MPENOPBYBA Cé PEAOBHO MPOC/IEAABAHE HA CEPYMHHS Kalui (BXK. TOUKa 4.5).

Yeproopobra enyegdanonam
EneKTpoNUTHH HAPYIICHHSA nopa,uu OMypeTHYHA Tepalus, BKITFOYMTENTHO XHIAPOXJIOPOTHA3H MOTAT

[a IPHYKHAT YepHOAPOoHHa eHLedanonaTHA TIpH NMALKEHTH ¢ YEPHOAPOOHO 3abonaBane. B cimyyan Ha
yepHOAPoOHa eHLeanonaTHs TedeHueTo TpAOBa fa ce MPEeKPaTH He3abaBHO.

Xunepxanyuemus | | | .
XHAPOXIOPOTHA3K/AA CTUMYNIUpA 61,6pet1HaTa peaﬁcopﬁuml Ha KIS U MOXKE A npmnnn
xunepkaiuxemus. ToBa MoXe /1a IONpeyH TIPH H3CIEBaHE HA MapaTHPEOUAHATA (DYHKLHS.

Anzuoeoem | -
AHrdoesem e cmﬁmanaﬂ NPpH NaLMEeHTH, JIEKYBaHH C ACE HHKHﬁli!:TGpH BKJTIOUHTETHO PEMUTIPHI

(BK. Touka 4.8).




B ciyyaii Ha anrdoenem, nmpueMsT Ha TRITACE PLUS TpsabBa na ce npekpaTH.

Tpatea He3abaBHO fa ce Ha3HauW CrielyHA Tepamus. [lanyeHTsT TpAOBa 1a Obe TOCTaBEH MO
HabmozeHe NoHe 3a 12 7o 24 yaca ¥ H3MHCaH Cel HAITBIIHO OTUTYMABAHE HA CUMITTOMHTE.
‘HHTecTHHANIEH aHTHOEAEM € CHOOINABaH NIPH TIAIIMEHTH, JICKYBaHH C ACE unxuburopn,
pionrounTesiHo TRITACE PLUS (Bx. Touka 4.8). Ilpu Te3un natdeHTy ce Habioasa 36,[10MHH3J1H3 |
bonka (che WK 6e3 rageHe U NOBPBILAKE).

Auaémaxmuunu DeaKyuy no epeMe Ha decencuﬁmwupaue

BeposaTHOCTTa OT NOABA W TEXKECTTA HA aHA(DUIAKTHYHH U aHathnaaTou,uHH peaKlMM KbM OTpOBaTa
Ha HaCEeKOMH M apyrH aneprenu ca nopuieHu npu ACE nnxubupase. Tpabea na ce uMa npeasHa
ppeMeHHO npexbcBaHe Ha TRITACE PLUS npeny aeceHcHOUNH3anus.

Hezmgoneuun/aagawmyumo&a - |
Psaako ca HaOmogapaHu Heyrponemu/arpauymumoaa cho0IIaABaHA € CBINC ¥ KOCTHO-MO3BbYHA

cynpecu. IIpenopbuBa ce npocnesBane Ha 6pos 6eu KPHBHH KIETKH, 32 1a €€ yCTaHOBH
eBeHTya/IHa NepKkorneHus. [lo-yecTo nmpocieasBaHe ce MPENops4YBa B HAYAIOTO Ha JICUCHHETO U MPH
ALHEeHTH ¢ HapyIneHa 6s6peuna GyHKLHS, IPH TAKABA CBC ChIBTCTBAINA KOJAreHo3a (Hamp. Iynyc
epUTEMATOEC WIH CKJIEPOAEPMHIS), W NPH JIEKYBAHH C IPYTH JIEKAPCTBEHU MPOAYKTH, KOMTO MOTaT /A
NPUYHHAT IIPOMEHH B KPBBHATA KapTHHA (BXK. TOUKa 4.5 H 4.8).

Emunuvecxu paznuyus |

ACE unHxubuTOpHTE MPUUUHABAT aﬂrmenem ¢ MO-BHCOKA 4€CTOTA npH ‘-prHOKO}I{H nauuem
OTKOJIKOTO IPH OCTAHAIIATE.

Kaxto u apyrure ACE MHXHOHTOPH, paMuIpUI MoxXe Jia 6be 1o-Maiko eQeKTHBEH NpH
NOHIKABAHE HA KPBBHOTO HAIATAHE NPH YEPHOKOXH NALUNEHTH, OTKOJIKOTO IIPH OCTAHAIIUTE, MOpay
[10-4€CTOTO HASIMYHE Ha XMIIEPTOHUS ¢ HUCKH PEHUHOBH HABA TIPH YEPHOKOXKATA MOMYIaLHs .

Cnopmucmiu
XHapoxJIopoTHA3K MOXE Ja Jane NONOXHUTENCH aHATHTHYCH peayn'ra'r NpH aHTHAOMHHT TECTOBETE.

Memabonumuu u endoxpunny edexmu
THa3HAHATA TEpANHA MOXe 13 HapyIlH [TOKO3HUA Tojiepatc. [IpH natueHTH ¢ IMabeT MoXe Jia ce

HAJIOXKM KOPMrHpaHe Ha J03aTa Ha WHCYJIHHA WIH IIepOpaTHATE ammﬂaﬁemﬂ cpeacrtna. JlaTeHTEH
3axapeH quabeT MoxXe Ja ce MpOSBH 10 BpEME Ha THA3HUAHATA Tepanus. |

[ToBMIICHM HHMBA HA XOJIECTEPO/Ia U TPUTIIULIEPHAHTE C€ CBBP3BAT ¢ THA3HOHA ,nnype*rmna Tepanus.
Moe 1a HACTBITH XHIIEPYPHKEMHS WK Jie c€ YCKOPU Bb3HHKBAHETO Ha Mojarpa rnpH HAKOH
MALMEHTH, NMPUeMallH THA3HIHA Teparnms. | |

Kawnuya

ITpu ynorpe6ara Ha ACE mHxuburopu e c¢h0oOIlIaBaHa KallUTHUA. XapaKTEPHO €, Ye T4 €
HETIPOAYKTHBHA, MPOIB/DKMTENIHA H OT3BY4aBa Cle/l peKpaTapaHe Ha TepanmuATa. Muaynmpasara ot
- ACE uHXHOHTOD KalLTHLA, TpAGBa Ja ce pasriiexaa KaTo 9acT oT AH(EpeHIMATHATA {HATHO3A HA
KalUTHLA.

Hpyau -~
Peakuuy Ha CeHCHOMTIH3ALIAA MOTaT Ja CE MPOABAT NPH MALMCHTH CHC WM €3 aHaMHe3a 3a aJleprus
win SpoxxuanHa actMa. CrobmaBa ce 3a B3MOXKHOCT OT oboCTpsaHEe WIN aKTUBHpaHe Ha CHCTEMCH

€pUTEMATO3EH JIYIyC.
4.5 BiaamoaeiicTaHe ¢ APYI'd JIEKAPCTBEHH ﬁponymn H Apyra ¢opmMH HA BIAHMOXEHCTBHE

IlpoTHBONOKA3aHH KOMOMHAaLHH

ExcTpakopropasiHo JieieHHe, BOJELIO A0 KOHTAKT Ha KPBBTA ¢ OTPHUATEIHO 32pe/IeHH TIORLPXHOCTH
KaTO HallpUMEp AHATH3A WIH xeMochnTpauua ¢ ONpeAeNeHH Bucamnpcnycmnm Meuﬁparm (Hanp.



MOJTHAKPHIOHHTPWIHH MeMOpaHH) H adepe3a Ha JIHTIONPOTCHHH C HACKA [UTBTHOCT C JAEKCTpaH
cyndar, nopagH NOBHILICH PUCK OT TeXKa aHapWIaKTOHAHA peakiHa (BXK. TouKa 4.3). AKO Ce H3UCKBa
nofo6HO NedeHue, HEOOXOAMMO € Ja ce OOMHCIY M3MON3BaHe HAa Pa3IMYCH THN JHaTM3Ha MeMOpaHa -
WIH pa3/IMueH KJIaC AHTHXHIICPTECH3NBHO CPEACTRO.

[pesnasku Mepxy npy ynotpe6a

Kanueeu conu, xenapun, Kanuii-CoXpanasauyu ouypemuyu u Opy2u aKmusHu 6euecmaa nosUasauiy
- RIG3MeHume HUsa Ha Kanus (srcnrouumeﬂuo anzuomenzun Il aumazonucmu, mpumemonpum,
MAaKpoOIUMYC, umacnopun) BBE3MOKHO € J1a CE€ MPOSBH XHIEPKAUTHEMHUA, IOPAIHA KOETO ce H3HCKBA
CTPHKHO MpOCTeIsBaHe Ha CEPYMHHA KaJTuii,

Anmuxunepmen3sugHu cpedcmea (Hanp. Ouypemuyy) u Opy2u 6euyecmed, KOUmo Mo2am 0a HORUNCAMm
KPLEHOMO HANSZANE (HAND.HUMPAM, MPUYUKIUYRY GHMUOENPeCcanmy, axvecmemuyy, npexomepen
npueM Ha arkoxonr, baxropen, argy303un, OOKCA303UN, NPAZ03UH, MAMCYROIUH, IMEMPAIOIUR). MOXKE
I1a ce OYaKBa YBeJIMYaBaHE HA PUCKA OT XMIIOTOHHA (BK. TOYKa 4.2 3a JUYPETHLIH)

Basonpecopru cumnanmuxomumMemuyy u Opyau eeujecmsa (enunedpun), Koumo mMo2am 0a HaMaIAm
AHMUXUNCPMEHIUBHUR eqhekm HA pamunpwi: NPENoprYBa C€ CTPHKTHO MPOCECAABAHE Ha KPBBHOTO
HaJiAraHe.

- Anonypunon, UMYHOCYNpecopu, KOpMUXOCMEPOUOU, NPOKAUHAMUO, yumocmamuyu u Opyzu
eufecmeq, KOumo Mo2am O0a npomensm 6pos Ha KpveHume KiemKky. TIOBHIICHA BEPOATHOCT OT NOABA
Ha XE€MAaTOJIOTHYHH peakiH (BXK. TOuka 4.4).

Jlumueeu conu: eKCKpeLMsATa Ha TUTHA MoXe Ja Onae norwkeHa ot ACE HHXxHOHTOpHTE M nopaaH
TOBA TOKCHYHOCTTA Ha JINTHA MOKe Aa ce yeenuun. Hupata Ha nurus TpsabBa Ja ce npociendsar.
EnnospeMeHHaTa ynotpeba Ha THA3HAHA AMYPETHLM MOJKE 1a NIOBHUINH PHCKA OT JIMTHEBA TOKCHYHOCT
U fa ycHau Beye nopuweHus or ACE HHXHOMTOpa pHCK OT JIMTHEBA TOKCHYHOCT. Ilopaau ToBa
KOMOHHAUMATA OT PAMHIIPHI H XHAPOXJIOPOTHA3H C JIKTHH HE Ce NMpernopbYBsa.

Anmuduabemnu cpedcmsa, 6KMOYUMENHRO UHCYIUH. MOTAT [1a Bb3HHKHAT XHIIOITMKEMHYHH PEaKIlHH.
XHApOXJIOpOTHA3HAKT MOXKe J1a 0Tc/1abu edexta Ha aHTHAHAOeTHHTE IeKapcTBa, Ilopaau ToBa ce
[IPENOPBHYBA OCOOEHO CTPHKTHO TIPOC/eIABaHe Ha HUBAaTa HA KPHBHATA 3axap TPe3 HavaNHuA MepHO/L
Ha eJJHOBPEMEHHOTO TIPHJIaraHe.

Hecmepouonu npomugo8wv3narumenHu Cpeocmea u ayemwicanuyuiosa KUCeuHa: Moxe Jia c¢ 04aKkBa
HaMangpane Ha aHTHxunepreHsuBHUA edekT Ha TRITACE PLUS. Ocpen ToBa, CHITBTCTBALIOTO
nieuerue ¢ ACE nmxnburopu 1 HCITBC moxe Jia moBee a0 TOBHIIEH PHCK OT BJIOINABAHE HA
6nOpeunara GyHKUHMA M 12 YBEIHYH KATHEMHATA. |

- Hepopanuu anmuxoazynawmu: aHTHKOATyJJAHTHUAT €QEKT MOXKe  Aa OpAe HamalleH opaau
€THOBpeMeHHaTa ynorpeba Ha L XHJPOX/IOPOTHASHL.

Kopmuxocmepoudu, AKTX, aughomepuyun B, kapbenoxconoH, 2onemu Koauecmesa caacvk KOPeH,
naxcamusy (B cIy4aii Ha NPOAB/DKUTENHA yrioTpeba), 1 APYrH CpeNCcTBa, KOMTO YBE/THYaBaT ypHHHATA
eKCKpells Ha KQIuil Wiy HaMAanieam niasmMeRus Kaiuy.: NOBABICH PHCK OT XHNOKATHEMHS.

JTuzumanucoéu npenapamu, aKmusHu 6ejecmsa, 3a Koumo e u3eecmuo, de yovaxcam (Q1- unmepsana
u aumuapumMMuYyy; TAXHAaTa IPOAPHTMHYHA TOKCHYHOCT MOXE /1a C€ MOBUINH WX aHTHAPHTMHYHHAT
1M €deKT 1a Hamasee Mpu HAJIMYHE HA E/EKTPOTHTHH HapyIICHHA (Hanp mox&mcmm,
XHITOMarHe3HEMHA ). -

Memuwnoona: Bb3MOKHA € XeMOJIN3Aa.



Xonecmupamun unu Opyeu RepOPAnRO RPUIG2ARY HOROOOMENHY eewyecmsa; HaMaeHa abcopOuma Ha
xuapoxsoporydasu. CyndoHaMHOHUTE JUYPETHIIH TpsOBa Aa OBJAT B3€MAaHU TIOHE SIHH Yac NPEAH
WJTH YETHPH JI0 WIECT Jaca ClIel Te3H JIEKapCTBa.

Kypape-nﬂdoﬁuu_wae.uaxcanmu: BBH3MONEH € YCWICH M YAB/DKEH MHOpeJIaKcHpall eeKT.
Kanyueeu conu u nosuuiasauyy nia3MeRus Kanyuu 1exapemeeny npooyxmy. B Ciydai Ha
€/THOBPEMEHHO NpUIaraHe ¢ XHAPOXJIOPOTHAZH MOXe JIa C€ OYaKBa MMOBUIICHA CepYyMHa
KOHUEHTPALIMs Ha KATIHS, TOPaay KOETO Ce H3KCKBA CTPUKTHO MPOC/ieasBaHe HA CEPYMHHS KaUTLIHA.
Kapbamazenun: puck OT XUIIOHATPHEMHS NOPAJM AXUTUBHHS €eKT ¢ XHAPOXIOPOTHA3HA.
Hod-cvovpoicayo konmpacmuo eewjecnmieo. B CIydail Ha AeXHApaTalMs, MpeAU3BAKaHa oT

MY PETHIH, BKITIOYUTETHO XHAPOXJIOPOTHA3H, HMa NOBHILCH PHCK OT OCTpO 010pedHo yBpexIane,

ocobeHo rpH ynorpeda Ha 3HAYMMHU J03H ﬁo,u-c*bmpmamo KOHTPACTHO BEIIECTBO.

Heuqu:un XHAPOXJIOPOTHA3U] CE ei(crcpempa B IUCTAJIHUTE Tyﬁymi H HEI.MHJIHBH excxpeuma Ha
NeHULIWIHHA.

Xunun: XUAPOXJIOPOTHA3HA HAMAIABA EKCKPELINATA HA XMHHH.

4.6 Bpemeﬂnoé'_r n Mpﬁene

TRITACE PLUS He ce npenophyba 110 BpeMe Ha MLPBHA TpUMecTbp Ha OpeMeHHOCT (BX. TOuka 4.4)
H € NIPOTHBOIIOKA3aH M0 BpeMe Ha BTOPHA M TPeTHs TPUMECTHD Ha OpeMeHHOCTTa (BXK. TOUKa 4.3).

EnuaeMHOJOrHYHY JAHHH OTHOCHO PHCKA OT TepaToreHHocT cnen ekcno3uuusa Ha ACE uHxuGuropu
1O BpeMe Ha ITHPBHA TPHMECTBP OT 6peMEHHOCTTA He ca YOCAUTEIHH, HO JIEKO [OBHIUABAHE HAa PHCKA
He MOXe ia 6pae H3KnodeHo. [IpK nanpeHTkuTe MWIAHKPAIY OPEMEHHOCT, TEpanuATa ¢ ACE
HHXHOHTOPH TpAOBA Z1a C€ 3aMEHH ¢ ANITEPHATHBHO aHTUXHUIIEPTEH3MBHO JIEUEHHE, KOETO HMa

ycTaHOBEH mpodia Ha Ge30nacHOCT npH ynorpeba 1o BpeMe Ha OGPEMEHHOCT, OCBEH aKO He Ce CUMTa
3a KpaiiHo Heobxoauma. Tlpu ycTaHoBsABane Ha GpeMeHHocT, neueHneto ¢ ACE mxuburopu TpaGea
na 6b1e cnpsaHo He3abaBHO H, aKO € YMECTHO, TpAOBa Ja ObJe 3anovHaTa aNTepHaTHBHA TEPAITHIL.
H3sectHo e, e TeparuaTa ¢ ACE uaxuburop /aurrorensu Il peuenropen anraronuct (AIIRA) o
BpeMe Ha BTOpHS U TPETUS TPMMECThD MPUYHHABA GETOTOKCHYHOCT NpH Xopa (HamajieHa Gu6peuna
(byHK1Ms, ONMUTOXHAPAMHHOH, 3a0aBeHa oCH(pHKALMA Ha Yepena) H HEOHATAIHA TOKCHYHOCT
(6p6peuyna HenOCTaTHUHOCT, XHITOTOHHUA, mnepxannemnﬂ) (Bxk. cpIo 5.3 ,,Hpe,manHHqHH NAHHH 38
“GezomacHocT”). B cirydait Ha elccnoanuuﬁ Ha ACE vaxuGHTOp Npe3 BTOpUS TPUMECTEP Ha
6peMEHHOCTTa, ce NPENnopbYBa NpoBepKa Ha OBOpeyHaTa GYHKLMSA U Yepena upes YNTpasByK.
Hosoponenu, uuuro Maiiku ca npueMan ACE nuxuburoph, Tpsdsa 12 ObAaT CTPHKTHO
HaO/TIOIaBaHH 33 XMITOTOHKSA, OJTUIYPHS H XUTIEpKaJHEMHA (BXK. ChINO TOUKH 4.3 n 4.4).

XHapoXJIOpOTHA3HABT, B CIy4ail Ha MPOAB/DKHTEIHA CKCIIO3HLIKA M0 BpeMe Ha TPETHA TPHMECTEP Ha
6peMEeHHOCTTa, MOXKeE Jia NPUYHHHU QETOIUTAlICHTAPHA HCXEMHS W PHCK OT M30CTaBaHEe B pacTexa.
OcBeH TOBa, PEAKH CTyYad Ha XHITOTIHKEMHS U TPOMOOLIMTOIIEHHS NPH HOBOPOAEHH ¢a ChOOIIABaHH
B C/Ty4ail Ha eKCIIO3UIIMA HEOCPSACTBEHO NPEAH TCPMHHA. Xunpoxnop‘masmi' MOXeE JIa HaMaJii |
obeMa Ha rU1a3MaTa KaKkTo U BBTPENIaLeHTapHHA KPBBEH TOK. -

TRITACEPLUS ¢ npomnonoxasan 10 BpEME Ha KbPMEHE.

[Tpu npuIaraHeTo Ha TepaneBTHYHM JO3H PAMHMIIPHA H XHPOXJIOPOTHAHA HA KBPMEIIH KEHH ¢

" BE3MOKHO PAMHIIPIUI H XHAPOX/IOPOTHA3KA A C& eKCKPETHPAT B KbPMAaTa B TAKOBa KO/THMECTBO,
KOETO Jia Oka3Ba edeKT BbpXy KbpmaueTo. Ilopaau HepocTaTh4HA HH@GpMaum OTHOCHO ynomeﬁaTa
HA PaMMIIPHJI TIO BpeMe Ha KbpMeHe (BXK. TOUKa 5.2) 3a NPeNOYHTaHe € ATCPHATHBHO JIEYCHHE C TI0-
nobpe ycTaHOBeH npodit Ha GesomnacHocT 1o Gpeme Ha KbpMeHe, 0COGEHO NPH KbPMEHE Ha
Honopo,ueﬂo HJTH HEAOHOCEHO K’bpMa‘Ie Xu,upoxnﬁpomasm ce excacpempa B R'bpma Tua:’mnme



NPHEMaHH OT MalKHM KbpMadykH ce CBbP3BAaT ¢ HAMAIABAHE HIIH 0DH nonmcxaﬂe HA JIAKTAL|ATA.
Moxxe 1a ce NPOsiBH CBPBbXYYBCTBHTEIHOCT KbM aKTHBHHMTE BELICCTBA - ICPHBATH HA cyncbouamunme
XUTTOKANHEMHUA M MKTep. TTopaJM Bb3MOXKHOCTTA 38 CEPHO3HM peaKkuMH IPH KbpMadcTaTa i OT ABETE
AKTHBHH BELIECTBa, TPAGBA Na Gble B3€TO pellleHHe AaH a Gbje NPeKpaTeHo KbPMEHETO WiH Jia
6b/1e MPEeKPaTeHa TepanuaTa, KaTo ce B3eMe TpeJiBUI 3HAUECHUETO Ha TepaTTHATa 3a MaliKara.

4.7 EdexTn BBpPXY cOCOOHOCTTA 32 moq)paae H pafora ¢ MAaIBHH

Haxown cTpaHu4HH eeKTH (Hanp CHMITTOMH Ha [MOHMKABAHE HA KPBBHOTO HanfraHe KaTo zmaﬂﬂaﬂe)
MOTAT Ja HapylaT CIIoCOGHOCTTa HA MALMEHTa 33 KOHIEHTPaLHA H peaKiHd, €To 3allo NPeICTaBIaBa.
PUCK B CHTYaLMH, NPH KOMTO TE3H COCOGHOCTH ca OT 0co6eHO 3HavYeHHe (Hanp. odupaHe U paboTa
¢ MAIIMHH). |

ToBa Moke [a ce CiTy4H 0cobeHo TIpH HAYAIO Ha JIEYEHMETO IIH TIPH npemuﬂaaaﬂe OT APYTH
npenapatd. Clief ITbpRaTa 1033 WM NMOCAeABALIO TOBUINIaBaHE Ha J103aTa HE € MPeNOPBUUTENHO
modupane WK pabota ¢ MalIMHH 32 HAKOJIKO 4aca.

4.8  HexenaHH JeKAPCTBCHH PpeaKIHB

[IpoduasT Ha 6€30NACHOCT Ha PaMHIOIPHI + XHIPOXJIOPOTHA3ZH] BKIIIOYBA HEXKE/IAHH JIEKAPCTBEHH
peakLMH, ITPOABABALIM Ce BbB BPb3Ka C XHITOTOHHS W/WIH ¢ HAMAIABAaHE HA TEIECHATE TCYHOCTH,
NOpajiy MOBHIICHa AHype3a. AKTHBHOTO BELIIECTBO PAMMITPKII MOXE /12 IPHUHHH YTIOPHTA cyxa
KaULTHIIA, JOKATO AKTHBHOTO BEILIECTBO XAPOXJIOPOTHA3M/ MOXKE [ia A0BEe [0 BIIOLIaBaHe
MeTa0oMHM3Ma Ha MIIOKO3aTa, JIMIMHAWTE H ITIHKOYHATA KHCE/IMHA. JBeTe akTHBHM BELISCTBA HMAT
MPOTUBOMNOMOKHH €(eKTH BbPXY IU1a3MeHMA Kaluid. CepHo3HUTe HEXEIaHH JIEKapCTBCHH peaKkLmu
BKJTIOYBAT AHTHOEAEM WITH aHadWIakTHYHA peakuus, 6pOpedHO HIH YepHOAPOOHO yBpeKaaHe,
NaHKPATHT, TEKKH KOXKHH peakLii¥ 1 HEYTPONIeHHs/arpaHyJIoMTOo3a.

YecToTaTa Ha HEXENAHUTE PEAKIMH CE ONPENEIIA, YPE3 H3NOMN3BAHE HA ClI€HATA KOHBEHIHIL.

MHoro uectH (> 1/10); yectu (> 1/10 000); HewecTn (= 1/1 000 po < 1/100); peaxn (> 1/10 000 no
< 1/1 000); mroro peaxu (< 1/10 000) ¢ HeﬂaaecTHa yecToTa (OT HAJIMYHHTE JaHHH He Moxe Ja Opae
HallpaBeHa OLICHKA).

[Ipu BesKO rPyNUPaHe B 3aBHCHMOCT OT ECTOTATa, HEXKENAHHUTE JICKAPCTBEHH PCaKLHM ce u3bpossar
B HM3XOZAL P&/l MO OTHOLIEHHME Ha TAXHATa CEPHO3HOCT. .

YecTH Hewectu = | Muoro peaxku | C HensBecTHa
| - | 4eCcTOTa
Covpoevnu MuokapaHa HCXEMHA, | MmuokapaeH HH(papKT
| Hapywenus - | BKIIOYHTEIHO aHrHHa | | I - -
| | mexropuc,
TaXHKapaud,
ApUTMHS,
| | | NaJINHTALHH,
i _nepuepeH eaeM | |
Hapyuwenua na IToHmxeH Opoii Ha KocTHo- MO3BYHA
Kpvema u Oenure KPpLBHU cyrnpecus,
Rumghnama | KJICTKM, TIOHWKEH | .| HeyTponenus,
cucmema | 6poii ueppeHn - BIIFOYUTENHO
KPBBHH KJIETKHU, arpaHyJIOLMTO34,
HaMaJICH a | MMaHIHUTOTIEHUS,
XeMOTJIO0HUH, | | | €03HHOGDUIHSE,
XEMOJTUTHYHA | XeMOKOHIIEHTpALMA,
‘aHEMHsl, HaMaJIeH | CBBp3aHaC
Opoii TpoMOOLIUTH HaMaIABaHe HA
| | TENSCHH TEYHOCTH
Hapywenus na | TnasoGonue, | Ceeromppresk, . .~ [ -~~~ - Mo3BuHa HCXEMHUS,



aucKoMdoprT,

MUCHEICHSA, TACTPHT,

avapwas, 6onka
B FOpHAaTa 4acT

HepeHama 3aMaliBaHe napecTe3ns, TpeMop, BKJTIOYHUTETHO
cucmema HapyWeHO HCXEMUYEH HHCYNT U
- paBHOBECHE, YCElllaHe | TpauzuTopHa
3a 1IapeHe, chemil{Ha aTaka,
AUCTEY3HU, arey3us [CHXOMOTOPHH
| HapyLIeHu,
1 NapocMHA
Hapywenus na 3pHTeNHH CMYLIEHHMS, Kcanroncus,
ouume BKJIIOYUTENHO HaMaJieHa
3aMBITICHO BHXKIAHE, JTaKpUMaLus nopagx
N ;| KORKOKTHBHT | XHApOXJIOpOTHA3HAA
| Hapyiuenusa na Tunuryc YBpexaaHe Ha CiIyxa
YXomo u
aabupunma
Pecnupamopnu | Henponyktus | CHHY3UT, JUCIIHES, | bporxocnasbM,
. 2DbOHU U Ha Jjpa3sHella | 3amyLli¢H HOC BKJIIOMHTEJTHO
MeduacmuHaiiy | KaluuMLa, obocTpeHa acTMa,
U HapYWeH U OpoHxXuT
AJIepruveH
ANIBEOJIAT,
HeKapAUOreHeH
Oenoapober oToK .
TIopaiH .
_ | | xnapoxnopoTHa3Haa
Cmomautno- CTOMaiHO-4pEeBHO [loBpollane, [Tankpearur (ciryyan
upesHU BB3MANICHHUE, AdToseH ¢ (paranieH usxoa ca
Hd H XPaHOCMUIATETHH CTOMATHT, CHOOIaBaHH
| 'CMYINEHHSA, KOpeMEH | [JIOCHT, | HBKTIOYHUTENHO PAOKO

npu neyerne ¢ ACE
HHXHOHUTOPH),

| IBETHINA B pe3yaTaT

OT aHTHOedeM MOXe

raficHe, 3arnekK Ha KOpema, NOBHINABAHE HA.
CYyXOTaB .= | MaHKpPEaCHHTE =
['UHIrHBMT CBBp3aH C | ycTaTta €H3UMH, aHTHOEAEM
XHUAPOXJIOPOTHA3H A Ha THHKOTO YepBO
CuanoageHur
CBBp3aH ¢
XMAPOXJIOPOTHAHS
Hapyuienun na | brbpeuno " | Biowasaue Ha. -
bvbpeyume u YBPEXKIAHE, | cpmiecTByBama
RUKOYHUME BKTIOYHTETHO OCTPa NMPOTEHHYPHA,
nemuya O0bOpeuna
HEIOCTATBYHOCT, HurepcTunmaneH
MONAYPHS, OBHIIECHA | HedpHT CBBEP3aH C
ypesd B KPBBTA, XMAPOXJIOPOTHAZHAA
NOBHUILIEH KpeaTHHUH
B KPBBTa
Hapviuenusa na AHruoegem; Toxcuuna
KoJcama u HU3KIIFOYHUTENHO PAAKO CHUICPMATIHA
ROOKOJCHAMA ofCTpYKIIHA Ha HEKPOJIH3a, CHHIPOM
MBKAH BB3YXOHOCHUTE  Ha Stevens-Johnson,

epuTeMa

wyrgopue,




| ma nMa dartaneH

M3XO0Jl; ICOPHATHYEH
AePMATHT,

XMOEepXUpo3a, oOpuB

B YaCTHOCT MAaKYJIO-
NAIyN03¢H, aoneLMs

nemduryc, odocTpeH
NCOPHA3NC,
ekchonmuaTHBeH

AEpPMATHT, peakiud

Ha
($OTOYYBCTBHTEIHOCT
, OHUXOJIN3a,

| memduronaeH WM
| JJUXEHOHAECH

eK3aHTeM WIH
CHaHTCM, YPTHKAPUSL

| CHCTEMEeH -

epUTEMaTO3€eH JIYTyC
nopau

CHHKOI, 3a4¢PBABAHE

XHAPOXJIOPOTHAIH A
Hapywenus na Muanrus Aprpanrmsa, |
MYCKYAHO- MYCKYJIHH CTIa3MH
cKeRemHama
cucmema u MyckynHa cnabocr,
CbeOUHUMENHA | cKeneTHO-MYCKYIHa
ma muKan CKOBAHOCT, TETaAHUA
nopanu
| _ XHAPOXJIOPOTHA3ZHAA
Hapywenua na | Henobpe AHopekcus, noHwkeH | [lopumeno | IloHKOKEHO HHBO Ha
Memaboausma | KOHTPONHMpPaH | ameTHT " | HHBO Ha KaJIMH | HATPHA B KPBHBTA
u xpaneHemo | 3axapeH B KPBHBTA S |
nuaber, Hamanen xamuii B nopagu ['moxo3ypus,
HaMaJIeH KpBBTA, XKakKaa paMHTIPHIT MeTaboNUTHE
ITIOKO3eH nopau | | anKano3a, .
TOJIEpaHC, XMAPOXJIOPOTHA3KAA XHIIOXJIOPEMHH,
MOBHILEHO XUIIOMAarHe3UueMHd,
HHBO Ha XMIIEPKAILIHEMHA,
KpbBHaTa | nexuapaTanus
3axap, nopagyd
NMOBUILIIEHO XMAPOXJIOPOTHA3HAA
HHUBO Ha
IHKOYHATA
KHCEHHA B
KpPBBTA,
obocTpeHa
nojarpa,
MOBHIIIEHH
KPBBHH HHUBA
Ha
XonecTeposia
W/ W |
TPHUTITHLEPUIH
T€ NOpagH
XUAPOXJIOPOTH |
| lasmma L
Cwvoosu XHNOTOHHUA, Tpom6Go3a cebp3ana
HAPYWeHUs OpPTOCTAaTH3EM, CBC CHJIHO HAMaJIeH

obeM Ha TeNECHHUTE
TEYHOCTH, = |




CTECHABAHE Ha
ChAOBETE,
xuronepdysus,
¢¢HOMEH Ha

Raynaud, BacKyJIHT

| Obwu YMopa, I'psana Oonka,
HaPpVWEeHUA U | aCTCHNA MUPEKCHA
edhexmu Ha |
MACMOmMO HA
RPURONCEHUE
Hapywenua na | AHapUIaAKTHYHH HIH
UMYHHAMA | aHAQHIAKTOUHH
cucmema | peaxumu, cBbp3anyU
| 'KaKTO C PaMHIIpHII,
TAKAa K C
XHAPOXIJTOPOTHA3HU/,
MOBULLICHHU
aHTHHYKJICapHH
AHTHTENA
Xenamo- XornecTaTH4eH KIH Octpa yepHOApoOHa
OunuapHu LUTO/IUTHYEH HEJOCTATbYHOCT,
HApVIEHUS XenaTHT XKBATCHULA,
(M3KUTFOUMTETHO XONECTaTHIHO
pAnKo ¢ daraneH XenaToueIy1apHo
H3XO0J), IOBULICHH yBpeXKIaHe
HHBA Ha
| uepHOApPOOHHTE
€H3UMHU W/ WIH
KOHIOTApaHus
OuTHpyOHH
Kankynosa
XOJIELMCTHT NOpaay
XHAAPOXJIOPOTHA3HAA
Hapywenus na [TpexonHa epeKTHIHA [Normkeno nubumo,
8b3NPUIBOOUM | KMITOTEHIIHA I'HHEKOMACTHA
eaHama
cucmema u
2wvpoama
Hcuwcuynu [TorunxeHo CrCcTOsIHUE Ha
HADYULeH UL HaCTPOEHME, arlaTHs, 00BPKAHOCT,
TPEBOXKHOCT, 6e3noKOHCTRO,
HepBHOCT, HAPYILIEHO BHUMaHHE
HapyLICHUE Ha CHHS, - -
BKJTIOYHUTEITHO
CHHJIMBOCT

4.9 IIpeno3zupane

CuMnToMuTe, CBBp3aHH ¢ npenosupane Ha ACE naxuOHTOpH MOTraT /i3 BKIIIOYBAT IIPEKOMEPHA
nepudepHa BasoAIaTALHA (CBC MOAYEPTAHA XHIIOTOHHS, WIOK), GparuKapans, CICKTPOINTHH
HapyIleHHA, 6bOpeyHa HeOCTaTHYHOCT, ChPACYHA APUTMHEA, HapyujeH!e Ha CH3HAHHETO,

BIJTIOYHTENTHO KOMA, LiepeOpaiHu KOHBYJILINH, Ape3y U NapajIuTHYeH UIeyc,




[Ipu npenpasnonoxeHy MauueHTH (Hanp. NpocTaTHa XATIEPIUIa3HA) TpeA03UPAHETO Ha
XHUAPOXJOPOTHA3HA MOXE J1a MPeIU3BUKA OCTPa PETEHLMA HA YPHHA.

[TanmenTsT TpsiOBa Ja 6BAE CTPUKTHO HaOMIOAABaH, NedeHHeTo Tpa6Ba Na Obae CHMTOMATHYHO H
noaAbpxKawmo. IIpeaaraHure MepKH, BKITIOYBAT ITPBOHAYAIHA ACTOKCHKAIHA (CTOMALITHA IIPOMHBKA,
TpUNaraHe Ha afCopOeHTH) H MEPKH 32 BE3CTAHOBABAHEC HA XeMOJMHAMUYHATA CcTaOUNHOCT, .
BKJTIOWHTEIHO MpHIaraHe Ha alga 1-afApeHepraIHH aroHHCTH HIIH aHrHoTeH3uH I1
(aHrHOTEH3MHAMH). PaMUNpHiIaT, aKTUBHHAT MeTabOoNIUT HA PAMHIIPHIL, C€ OTCTPaHABA
HE3a/I0BOJIMTE/IHO 4Ype3 XeMOJHAIH3a OT 00IIOTO KPhbBOOOPBIICHHE.

5.  ®APMAKOJOIMYHH CBOMCTBA
5.1 PapMakoAHHAMHEYHH CBOHCTBA
(bﬁpmamwpanen*rma rpyna: PAMHTIPHJT H nuypemun,ATC kon : CO9BAOS -

Mexauizwvm nHa oeticmaue

PaMunpuiI

PaMunpHiaT, aKTHBHMAT MeTabONMT Ha NPEeIEKAPCTBOTO pAMHIIPIIL, HHXMOHpa eH3ruMa
MnenTHAWIKapOokcunenTHaasa I (CHHOHMMH: aHrHOTEH3MH-KOHBEPTHpAIl €H3MM; kKuHHMHa3za I1). B
M1a3MaTa H THKAHHTE TO3H CH3UM KATAIW3HPAa KOHBEPTHPAHETO Ha aHTHOTEH3HH | 10 aKTHBHHS
Ba30KOHCTPHKTOp aHrHoTeH3HH I, KakTo 1 HHXMOHpa pasrpakaaHeTo HA AKTHBHUA Ba30/IMNIaTaTop -
GpamukuHaH. [ToHmKeHOTO 06pasysane Ha anrnoTensuH Il u uxubupane Ha pa3rpaxaaHeTo Ha
OpaMKHHHH, BOAST A0 Ba3oAWIaTaLlMA. -

Tsi# xato anruoTer3uH I cTuMyTHpa ocBOGOKAABAHETO HA ANAOCTEPOH, PAMUNPWIAT BOAH A0
HaMaJIABaHe Ha alIOCTEPOHOBATA cekpelpa. CpeAHOCTATHCTHUECKH IOBIMABAHETO OT MOHOTEpATIHs C
ACE uHX#6HTOp € no-c1afo MpH YepHOKOXKH (adpo-kapubeka paca) XMIIEPTOHHYHH MALHEHTH
(0OMKHOBEHO MONYJIALMS C XHITEPTOHUS C HUCHK PEHHMH), OTKOJIKOTO MPH HEYCPHOKOXKH NMALIHEHTH.

XHIpOXJIOPOTHA3UI | L o ..
XuapoxJiopoTHasuz € THa3UAeH nuypm ‘MeXaHU3MbT Ha aﬂmxﬂnep'rcmnnﬂm eq:emr Ha

THA3HJAHHATE Iy PETHIIM He € HAmbIHO M3scHeH. Te HHxuGHpaT peabeopOuMaTa Ha HATPHI M XITOPHIH
‘B qucTanHuTe TyOyinu. [ToBuinenaTa Gs6pedHa eKCKpelHs Ha Te34 HOHH Ce CHIBTCTBA OT MOBHILCHO
- OTJeNIMHE Ha YpHHA (Mopagy OCMOTUMHOTO CBBP3BAHE HA BoAa). KayuenaTa v MarHe3ueBa E:KCKPBLIHH
ce MOBMILIABAT, HAMAJIABA CE EKCKPEIMATA Ha IMUKOYHA KHCETHHA. Br3MoxKeH MEXAHN3EM Ha
aHTHXMIIEPTEH3HBHO JeHCTBHE Ha XMAPOXJIOPOTHA3HAA MOXKe Ja 6b/le: MPpOMEHEH HaTpHes banaHc,
HaMaJIABaHe KOJHYECTBOTO Ha EKCTpalie/lylapHaTa TeUHOCT H IUiasMeHuA o0eM, IIPOMAHA B
6BOpeuHaTa ChAOBaTA PE3UCTEHTHOCT, KAKTO M MOHIKEH OTrOBOpP KbM HOpENMHHeGPHH H aHTHOTEHIUH
1 - i |

Dapmaxoduramuynu ethexmu

PaMHIIpHI - |

[IpHiaraHeTo Ha paMHIPH BOAW O 3Ha4YKTETHO NIOHKMKABaHe Ha nepuepHaTa apTepHaina

PE3UCTEHTHOCT. B MOBEYETO C/Tyuau HAMA 3HAYUMH IPOMEHH B GBOpeyHIA KPBBOTOK H CKOPOCTTA Ha

rnomepyaHara durtpais. ITpunaranero Ha paMMITPUIT IPH TIALMEHTH C XMIICPTOHHA BOAH 10

' IOHIDKABAHE HA KPHBHOTO HAlIATaHe B mnpaBeHo W JIETHAJIO nenml{eﬂne, Oe3 KOMIIEHC&TD]JHO
MOBHIIABAHE HA CHPAECYHATA YECTOTA. - |

Ipu noBe4eTo MaLHEHTH HAYAIOTO HA amuxnnep'remnaﬂm eeKT Ha €JIHOKPATHATA /1032 C€

nposBsaBa | g0 2 yaca cnea nepopajiHo npuwioxkeHue. [TukoBusT edekt Ha eAHOKpATHATA 1033,

0OHMKHOBEHO ce mocTura 3 mo 6 uaca ciieq NEpOpaTHO NPHIOKEHHE. Aﬂmunep'remusﬂm edeKT Ha

IHOKpaTHa 11032 OOHKHOBEHO NpOAL/IKaBa 24 yaca.




MaKCHMAJTHHAT aHTHXMIIEPTEH3UBEH €(PEKT HA NPOAB/DKATEHO JICUEHHE C PAMHIIPHI OOHKHOBEHO
HACTLIIBA cnell 3 1o 4 ceamuum. JlokasaHo e, 4e aHTHXUNCPTCH3HBHUAT edexT € MOCTOAHEH NPH
- FBATOTpaiiHa Tepanua NpOAB/DKABallA 2 FOAUHM. | -

PA3KOTO NPEKBCBAHE MPHEMa HA PaMUTIPXI He BOIH 10 GBp3 M MpekoMepeH pebayHa edeKT Ha
MOBHIIABAHE HA KPBBHOTO HAIATAHE.

XUApoxXJIOpOTHAZH] P - o . . .

C XMIpOXJIOPOTHA3MA, HAYAIOTO Ha AMype3aTa HaCTHIIBA JI0 2 Jaca H IIHKOBHAT ethexT HacTeMBa A0 4
yaca, KaTo [eHCTBHETO NPONBL/DKABA MPHOIH3HTENHO 6 10 12 vaca. |

HagaioTo Ha aHTHXHIIEPTEH3UBHHA e(eKT HacThNBa ciieq 3 10 4 THH ¥ MOXKE Ia MPOIBJUKH [0 eTHA
CeIMMLA Cllel MpEeXpaTdBaHe Ha TepanuATa. = | | o

EdexTsT Ha MOHWKABaHE HA KPBBHOTO HAlIAraHe C¢ MPHAPYXKaBa OT JICKO MOBHINIABAHE HA (G pakuuaTa
Ha ¢purrpupaHe, 6pOpeuHaTa Ch0BaTa PE3SUCTCHTHOCT H AKTMBHOCTTA Ha nIa3MeHHsA PeHUH.

EnHOBpeMEHHO NPW/IATAHE HA AMHIIPHI-XUAPOXJIOPOTHAZ

[py KIMHHYHY W3HTBAHNA, KOMGHHALMATA BOAH J0 TIO-TONSMO HaMaJIsBaHe Ha KPBBHOTO HaJIsraHe,
OTKONKOTO MPH CAMOCTOSTE/IHOTO MpHJIaraHe Ha NpoAyKTHTe. BeposaTHO upe3 6:10kHpaHe HA PEHHH-
AHCHOTEH3UH-UIIOCTEPOH CHCTEMATa, eAHOBPEMECHHOTO NPHIAraHe HA PAMHMIIPHWIH |
XHIPOXJIOPOTHA3HA BOIH OO oOpaTiMa 3aryfa Ha Ka/iui, CBbp3aHa ¢ TO3M KJTaC AUYPCTULIH.
Kom6uuamusta or ACE —MHXHOGHTOp ¢ THa3WIeH AMYPETHK J1aBa CHHePrHUeH e(eKT H HAMAIABAHE Ha
PHCKa OT XMIIOKATHEMHS, POBOKMpAHA IIPH CAMOCTOATENHa ynoTpeGa Ha AMypeTHKa.

5.2 PapMaKOKHHETHYHH CBOHCTBA

Dapmaxoxuremuxa u MamaboauzvM

PaMumnpu

Abcopbuud
Crniesi MepopaiHO MPWIOKEHUE PAMHIIPHI C€ abGcop6upa Obp30 B CTOMAIIHO-YPSBHUA TPAKT: MHUKOBA

[Ta3MEHA KOHIIEHTpAlUd HAa paMUIIPHI C€ JOCTHIa B PAMKHTE Ha €AHH 1ac. B13 ocHOBA Ha
BB3CTAHOBABAHETO B YPHHHATA, CTENCHTA Ha aGcoplLma e noHe 5670 u He ce TIOBJIMABA 3HAMKMO OT
APHCHLCTBMETO HA XPaHA B CTOMALTHO-UPEBHHA TPAKT. BHOHANTHYHOCTTa Ha AKTHBHH MeTabonuT -
pPAMHTIPHJIAT Cle TIEPOPAHO TIPHIOKEHHE Ha 2,5 mg M 5 mg pamunpui e 45 %. [Tukosa [1a3MeHa
KOHLIEHTpAIMA HA pAMANPUIIAT, SANHCTBEHH AKTHBEH META0OIHT Ha PaMHIIPHN C© 10CTHTa 2-4 yaca
cnef npuema Ha pamunpui. CTauMOHapHHTE IUIa3MEHH KOHIEHTPAIMH Ha PAMUIIPUTIAT CIIE/
NpHIATAHE BEHEK JHEBHO HA OGMUAHHM J03H PAMHEIIPWI C€ IOCTHIAT Clejl OKOMO YETHPH THHU
JIEYEHHE. |

Pa3npeeneHne | | | o |
CBBP3BaHETO ¢ IIA3MEHHUTE NPOTEHHH Ha PAMHIIPHI €.0kono 73 %, a TOBA HA pAMHIIPHJIAT OKOJIO
56 % o | | _ - | _

MerabonuseM |
PaMunpun noyTH HaMbIHO ce MeTabOoTH3HPa 10 PAMMIIPHIIAT, U A0 AUKETONMIICPA3HHOB €CTEP,
TUKETONUIIEPA3HHOBA KHCEJIHHA, U MNIIOKYPOHHIATE Ha PAMHIIPHIL H PaMHIIPKIIAT.

EnvMHUHHpaHe |
ExckpenmaTa Ha MetaGonuTHTe € npeauMuo Ou0peuHa. IbiasMenara KOHILIGHTpalls Ha PAMHIIPHIAT
HaMaJIsBa o nordasos HaumH. [Topaay HETOBOTO CHIIHO, HACHLUAINO CBBP3BAHE.C ACE u 6aBHOTO
pa3JieIaHE OT eH3UMa, PAMHIIPHIIAT OKa3Ba yAB/DKCHA TEPMUHATHA eTMMMHALIMOHHA (a3a IPH MHOTO
HHUCKH IJIa3MEHH KOHLICHTPALIKH. | o

Cnea MHOTOKpAaTHO MpH/iaraHe Ha JO3H PaMHTIPWI, BEAHDBXK JHCBHO, ¢beKTHBHUAT MOJTYKNBOT HA

~ pamunpmiar ¢ 13-17 yaca 3a gosu ot 5-10 mg u no-aBET 32 no-HueKKTe 103H 1,25-2,5 mg. Tasu
pa3/IvKa € CBbP3aHa C KanalMTeTa 3a HaCHIIaHe Ha eH3MMa upe3 CBbpP3BaHe ¢ pAMHUIIPHAAT.



EnHokpaTha nepopam{a no3a paManHn aBa Heompnnaeua HUBO Ha pammplm H HeroBHTe
meTabosMTH B KbpMaTa. O6aue epeKTHT MPH MHOTOKPATHO NPHIATaHe € HEU3BECTEH.

Hauﬂemu ¢ 6L6peuHo yBpexKAane (BXK. TouKa 4.2)

Br6pedHaTa eKCKpeLMa Ha paMUTIPIUIAT € HAMAICHa MPH MalUeHTH C HapyIIcHa 616peuna GpyHKLMS,
H GBOPEYHMAT KIHMPBLHC HA paMHIPUIAT € NPONOPLIMOHANHO CBEP3aH C KPEATHHHHOBHS KITMPBHC.
ToBa BOIM JO TIOBHIICHA TUIa3MEHa KOHICHTPALHA HA PAMUIIPHIAT, KOSTO HaMajiiBa 1o-6aBHO
OTKOJIKOTO TPH MHIMBHAY C HOpMATHA 6nOpeuHa ¢ym<um.

TTauvieHTH ¢ tiepHo,upoﬁno pre}K,uaHe (BK. TouKa 4 2) .

[Ipy nauMeHTH ¢ HapyIeHa YepHOAPOOHa QYHKIIMA, Me'raﬁonmﬂpaﬂem Ha paMHANIPUIT 10
paMUMpUIAT ¢ 3a6aBeHo, NOpaK HaMa/leHaTa aKTHBHOCT Ha YePHOAPOOHHTE eCTepasH M IUIA3MEHHTE
HHBA Ha PAMMIIPKJI MPH Te3H MAIMEHTH ¢a NOBHIICHH. [InKoBHTEe KOHLIEHTPALHH HA paAMUIIPHIIAT NIPH
Te3| MaLHEHTH, o6aye He ce pa3/inyaBaT OT Te3W Hab/monaBaHu IPH HHAWBHAM C HOPMaJlHA

yepHOApoOHa PYHKIHA.

Xugpoxnopomasm

Abcopbrua |
Cnen nepopanHo npuioxeHHe okoio 70 % oT XHAPOXIOPOTHA3HAR Ce abcopOupar ot CTOMALITHO-

4YpeBHUA Tp&KT FTuxkoBa nN1a3MeHa KOHLCHTpALUA Ha m,upomopmnaau.u ce IOCTHIa B paMKm Ha
1,5 go 5 yaca. - -

Pa3znpeneneHue
CeBP3BaHETO C IUIA3MEHHTE NPOTEHHH HAa XUAPOXJIOPOTHA3HL © 40 %.

Metaboau3sm
XHAPOXJIOPOTHAZHA npe'rbpnnaa HE3HAYHTENCH YePHOAPOOCH MeTaGOH3bM.

EnuMuHMpaHe | |
meoxnopomaam ce eJ'lHMH}IHpa [IOUTH HAITHIHO (>95%)s HGH]JOMEHGHB. ¢opma npe3 6rOpeLHTe;

50 10 70 % oT eHOKpATHA IIEPOPAIHA 1033 Ce eJIMMHHMPAT B paMKUTe Ha 24 vJaca.
ETUMHHALMOHHHUAT TIOTY>XKHABOT € 5 10 6 4aca.

| HauneHTﬂ ¢ 6BGpeuHo ynpemaﬂe (B}l{ TOuKa 4. 2) | | - .
brOpeyHaTa eKCKpeLlMs Ha XHAPOXJIOPOTHA3H € MOH¥KeHa npu nauneﬂ'm C Hapymeﬂa Gbﬁpeqﬂa
QyHKIMA ¥ 6B6peuHns KITHPBHC Ha XMAPOXJIOPOTHA3H] € CBBP3aH NPONOPLHOHATHO C
KpeaTHHUHOBa¥A KIMPBHC. TOBa BOAM 0 MOBHILICHA [UTa3MEHa KOHLIEHTpalA Ha XHAPOXJIOPOTHA3H,
KOSTO HaMaJIABa 1mo-0aBHO, OTKOJKOTO MPH HHAMBRIH C HOpMaTHa Os0peuna QyHKums.

[TaupeHTH ¢ YepHOAPOGHO YBpeXxaane (Bxk. Touka 4.2)

[Tpy naLmeHTH ¢ YepHoapoGHa uupo3a apMakOKMHETHKAaTa Ha XHIPOXTOPOTHA3KA HE CC TIPOMEHA.
sgauuMo. PapMaKOKHHETHKATa Ha xunpomopomasm He e npquﬂaua npn nauﬂeﬂ'm CBC G‘bpﬂe'-lﬂa
HEMOCTaTHYHOCT.

PaMHNpra ¥ XHAPOXJIOPOTHAZHN | |
EnnospeMeHHOTO NpHIIaraHe Ha paMHIpPUT H xnnpaxmpomaaﬂn He 3acATa TAXHAT4 GHOHATHYHOCT.
KoMGHHHpaHHAT MPOLYKT MOXKE Ja & CYHTA KaTO OHOCKBHBAJICHTEH Ha MPOTYKTHTE, CHABPKALLN

OTOCITHUTC KOMITOHCHTH.

5.3  Ilpeax1HHEHYHH XAHHH 3af6e30nacnoc'r_

ITpu mIbXOBE ¥ MHILKH KOMﬁHHauma OT PaAMMIIPHI H xunpoxnopomasﬂ,u HAMA ocha TOKCH‘IHGCT
no 10 000 mg/kg. ITpoyusanusTa Npy MHOTOKpaTHa NpHIaraHe, NpoBeAeHH npu IUTEXOBE U MAHMYHH,
[I0Ka3BaT CAMO HapYLUCHHS B eneKTponHTHHﬂ Oanauc. -



~ He ca mpoBexaaHu npoy4saHud 3a MyTareHHocT H xapumioreﬂnoc-r C mmﬁnuauuﬂa, KaTo .
MPOYYBAHHATA C OT/CIIHUTE KOMIIOHEHTH HE MOKa3BaT PUCK.

PenpoayKTHBHAM MPOYYBaHHSA MPH IUIHXOBE H 3alillM [OKA3BaT, 4¢ KOMOHHALHATA € nomnne no-
TOKCHYHA OT CAMOCTOATEIHHTE KOMIIOHEHTH, HO HATO €AHO OT npqusanma HE MOKa3Ba
TeparoreHeH edekt Ha KoOMOHHaLMATA.

6 ®APMAIEBTHYHM JTAHHHA
6.1 CoHEchK HA NOMOIIHHTE BEIECTBA o | o B
- IpexxenaTMHH3apaHO LAPEBHYHO HUILIECTE, Mmcpoxpnc'raﬂﬂa uenynosa, mnpomennga, oKTamenwl |
xuaporeH ¢ymapat

6.2 HechrBMECTHMOCTH

To cera He ca U3BECTHH Hecwmecmmoc-rﬁ.

6.3 Cpox Ha roqHOCT

3 roAvHHU.

6.4 CneHAJHH YC/IOBHS HA ChXpaHEHHE

Hsama

6.5 JlanHH 32 ONAKOBKATA

28 Ta6neTkn 8 PVC/alu Gnuc'fepn; BBLHIIHA bnaxpﬂxd;ka'pmﬂeﬂa lcy'mﬂ |

6.6 CuoeHaJHH NpeIna3HH MEPKH HPH H3XBbPAsiHE

HeM3NOM3BAHMAT IPOAYKT WK OTNATHYHHTE MATEPHATH OT HETo TpAGBa a & H3XBBPILIT B

CBOTBETCTBHE C MECTHHUTC H3HCKBAHHS. . o

7 IPATEXATEJ HA PA3PEIIEHHMETO 3A VIIOTPEBA

Cano¢u-Asentic brarapus EOO/]

1303 Codms, 6yn.An.Crambomuiicku 103,

- bearapus

$.  HOMEPA HA PAPEIIEHHSTA 3A YIIOTPEBA

TRITACE® Plus 2,5 mg/ 12, 5 mg 20030627

TRITACE® Plus 5 mg/ 25 mg 20030628

9. JATA HA ITBPBO PA3PEIIIABAHE/ lIOI[[-IOB}IBAHE HA PAIPEINEHUETO 3A
YIIOTPEDBA |

07.10. 2003

10.  JATA HA AKTYAJM3WIPAHE HA TEKCTA

Mapr 2009



